COBET EBPA3CKOW 3KOHOMMYECKOW KOMUCCUU
PELLEHNE
oT 3 Hos16ps 2016 roga N 87

06 ytBepxaeHum MNpaBun Hagnexallen npakTMkn dlapmakoHagsopa Espasunckoro
3KOHOMMYECKOro coto3a

B cootBetcTBUMM co cTatben 30 [loroBopa o EBpasnMnckomM SKOHOMUYECKOM
cotose o1 29 mag 2014 roga. ctatben 12 CornauieHvs 0 eauvHbiX ApuyHUMnax 1
npaBunax obpalleHnsl NeKapCTBEHHbIX CpeacTB B pamkax EBpasumnckoro
3KOHOMUYECKOro coto3a ot 23 aekabpsa 2014 roga, nyHkToM 81 npunoxenna N 1 k
PernameHty pa6otbl EBpasnicKon SKOHOMWUYECKOW KOMUCCUW, YTBEPKOEHHOMY
PelueHvem Bebiclilero EBpasnmnckoro aKOHOMMYeckoro coseta ot 23 aekabps 2014
rona N 98, u Pewernem Bbicliero EBpa3snnckoro SKOHOMUYECKOro coeta o1 23
aekabpsa 2014 roga N 108 "O peanmsaumun CornawieHvs 0 eauvHbIX NpuUHUMNnax u
npaBunax __obpallleHNs NeKapCTBEHHbIX CcpeacTB B pamkax EBpasuiickoro
3KoHoMm4eckoro cowsa" CoseT EBpa3niickon 3KOHOMUYECKON KOMUCCUU
peLumsn:

1. YTBepauTb npunaraemble MpaBuna Haanexallen npakTuki hapmakoHaasopa
EBpasuiickoro a3KoHOMUYECKOro coto3a (aanee - Mpasuna).

2. HacTtoswee PelueHne BcTynaet B cuny no nctedeHun 10 kaneHgapHbIX gHEN
C gatbl BCTynneHusa B cwny [poTokona, noanucanHoro 2 gekabpsa 2015 roga, o
npucoeanHennn Pecnyonvkn ApmMeHus Kk CormaleHuio O €OWHbIX MPUHLMNEax U
npaBunax obpalleHnsl NeKapCTBEHHbIX CpeacTB B pamkax EBpasuimnckoro
3KOHOMMWYECKOro coto3a oT 23 aekabpsa 2014 roga, HO He paHee YeM Mo UCTEYEHNN
10 kaneHgapHbiX AHENW C AaTtbl odMUManbHOrO ONyGMKOBaHMSA HACTOALLEro
Peluenus.

Pasnen 4 MNMpasun BcTynaet B cuny ¢ 1 aHBapsa 2017 roga.

Ab3al naTbin nognyHkTa 7.2.1 nyHKTa 7.2 U NyHKT 7.4 pasgena 7 [Mpasun
BCTynatT B cuny ¢ 1 noHs 2016 roga.

UneHbl CoBeTa EBpa3suiickon
3KOHOMMYECKON KOMUCCUMU:

Ot Pecnybrnikn Apmerust
B.lMa6bpwvensH

Ot Pecnybnuku benapycb
B.MaTtowweBckuii

Ot Pecnybnkn KazaxcTtaH
A.MamuH

Ot Kblprbiackon Pecnybnmku
O. MaHkpaToB

Ot Poccuiickon ®enepaviym
W.lLyBanos

lNMpaBuna Hagnexawen npakTuKu
cdapmakoHansopa EBpasuinckoro
3KOHOMMYECKOro cor3a
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YTBEPXOEHbI

Pelwwennem CoBeTta

EBpa3snickomn 3KOHOMUYECKON KOMUCCUN
oT 3 Hosi6pst 2016 roga N 87

1. OnpepeneHun



Ons uenen HacToswmx lMpaBun MCNOMb3YOTCHA MOHATUS, KOTOpble O3HayaloT
crnegymwougee:

"BakHad oTcyTCTByloWw@as wHdopmauuga" (important missing information) -
3HaYuMble npobensl B UMEHLWMXCS 3HaHMsaX o6 onpedeneHHbIX acnekTax
6e3onacHOCTM FeKkapCTBEHHOro npenapara uiv rpynnax nauueHToB, KOTOPbIM
Ha3Ha4aeTcs NekapCTBEHHbIN Npenapar;

"BaXHbI  MOEHTUOMUMPOBAHHBLIA  PUCK", "BaXHbIN MNOTEHUMarbHbIA  pUCK"
(important identified risk and important potential risk) - naeHTUPULNPOBaHHBIN PUCK
UM NOTEHLMAnbHbLIN PUCK, KOTOPbIN MOXET OKasaTb BIMAHME HA COOTHOLLEHWE
"monb3a - puUcK" NEeKapCTBEHHOrO npenapata WM KMMETb MNOCNeacTBMSA AONs
06 LLEeCTBEHHOMO 340POBbS;

"BammaunpoBaHHbii curHan" (validated signal) - curHan, gna kotoporo B
npouecce BbINOMHEHNS BanMgauMnM U OLEHKU MOoATBEPXOaloWMX  AaHHbIX
YCTaHOBMEHO, YTO UMeNLAaACcsa AOKYMeHTauuss 4ocTaTodHa AN NpeanorioxeHns
HanMynsa HOBOM MOTEHLUMarnsHOW MPUYNHHO-CIIEACTBEHHOW CBS3W WM HOBOTO
acnekta  UW3BeCTHOW  B3auUMOCBA3W  Mexdy  MpueMoM  MOoA03peBaemoro
NeKkapCcTBEHHOrO npenapata W pas3BuTueM HebnaronpuaTHOro MOCNeAcTBUA U,
cnepoBaTtenbHO, onpegeneHa HeoOXOAUMOCTb — OCYLLECTBMEHUS  KoMnnekca
OanbHenLwmnx OencTBUi Mo OLEHKE CUrHana;

"BO34ENCTBME, CBSI3aHHOE C poaoM 3aHATui" (occupational exposure) -
BO3JENCTBME JleKapCTBEHHOro npenapata, KOTOPOMY MOABEPICS 4YenoBeKk B
pesynbTate BbIMOMHEHUS [OEATeNbHOCTM Kak npodeCCUOHanbHOW, Tak U He
CBSI3aHHOW C NpodeCCUoHanbHON OEATENBbHOCTBIO;

"naTta okoH4YaHus cbopa gaHHbIX" (data lock point) - gaTa 3aBeplieHns cbopa
AaHHbIX 451 BKMIOYEHWS B Nepuoanyecknin o6HoBnsSieMbln OTHeT no 6e3onacHocTy;

"0eATenbHOCTb N0 MUHUMM3aL MK pyUcka (Mepbl N0 MUHUMM3aUMK pucka)" (risk
minimization activity (risk minimization measure)) - komnnekc mMeponpuATUn,
HanpaBneHHbIX Ha  MpedoTBpalleHWe UM YMeHblLUeHWe  BEPOSTHOCTU
BO3HVMKHOBEHWSI  HEXenaTenbHOW  peakuun, CBA3aHHOM C  BO3OENCTBUEM
NeKapCTBEHHOrO npenapara, fmMbO Ha  YMEHbLUEHWE CTEMNEeHN TSKECTU
HexxernaTernbHOW peakuum B Criydae ee pasBuTtus;

"3aBepLUeHHOoe KNuMHWYeckoe wuccnegosaHue" (completed clinical trial) -
uccriegoBaHve, No KOTOPOMY MNOArOTOBSIEH 3aKMOYNUTENBbHBIN OTYET O KITMHUYECKOM
nccnegoBaHuu;

"3akpbITbin curHan" (closed signal) - cwurHan, oueHka koTtoporo 6bina
3aBeplleHa B OTYETHbLIN Mnepuod COCTaBrieHWs NepuoaM4eckoro OBGHOBMSIEMOro
oTyeta no 6e3onacHocTy;

"3noynotpebrneHne nekapcTBeHHbIM mnpenapatom” (abuse of a medicinal
products) - NOCTOSIHHOE UM pasoBoe Ype3mepHoe ynoTpebrneHne nekapcTBEHHOro
npenaparta, KOTOpoe CONPOBOXAaeTCs HeONaronpUSATHLIMU U3NONOTIMYECKMMI UM
NCUXororMyeckumMmn acodektTamu;

"naeHTudgmumnpoBaHHbln puck” (identified risk) - HexenaTenbHoe nocnegcTeue
drapmakoTepanuu, B OTHOLLEHUN KOTOPOro MofydeHo afekBaTHOe AoKa3aTernbCTBO
HanMyMsa B3anMMOCBS3M C NOJ03peBaeMbIM NeKapCTBEHHbBIM NpenapaTomMm;

"wHovBmuayanbHoe CcooblleHMe O HexenaTerbHOM peakumm (OoT4yeT O
HexenaTernbHON peakumm (Ha nekapcTBeHHbIN npenapart))” (individual case safety
report (ICSR) (adverse (drug) reaction report)) - nHgopmaums, nepegaBaemas B
COOTBETCTBUM C YCTaHOBMEHHbIMU ()OPMOW W coaepxaHuem, o6 OodHOW unu
HECKOINbKUX MOAO03peBaeMblX HexenaTernbHbiX peakuusx Ha NeKapCTBEHHbIN
npenapaTt, BO3HWKaOWMX Y OTAEMbHOr0 nauuMeHTa B OMpeferieHHbI MOMEHT
BpPEMEHUY;

"MCTOYHMKN MOMNYYEHUs WHOAMBUAYArNbHbIX COOOLLEHWUN O HexenaTenbHbIX
peakumnsx nekapcTBEHHOrO npenapata no 3anpocy” (solicited sources of individual
case safety reports) - opraHuM3oBaHHblE CUCTEMbI MO COOPY AaHHbIX, KOTOpble
BKMOYalOT B cebsa KIMHMYECKUe UCMbITaHua (MccregoBaHus),  peecTpsbl,
NOCTPErMcTpaLMoHHble  NporpaMMbl  NEPCOHaNM3MPOBaHHOMO  UCMOMb30BaHWSA
neKapcTBEHHOro rnpenapara, Apyrve nporpamMmbl Mo MOSAEPKKE NaUMEHTOB U
MOHUTOPWHIY 3aborneBaHuii, ONpocy NauMeHTOB WM nevawmx Bpaden urm cbop
nHdopmaumm o6 3eKTUBHOCTU Tepanum WU NPUBEPXKEHHOCTU MaLMEHTOB K
NeYeHunto;

"ka4yecTBO cucTembl papMakoHaasopa” (quality of a pharmacovigilance system)
- BCE XapaKTepuUCTMKU cucTeMbl dhapMakoHag3opa, KOTopble B COOTBETCTBUM C



OLIEHKOW BEpOATHOCTW MNpUBOAAT K pesynbraTaM, COOTBETCTBYHOLMM LiENSM
cucTeMbl hapmMakoHaa3opa;

"kKnuHnyeckoe mnccneposaHue” (clinical trial (study)) - knMHMYeckoe M3ydeHue,
yaooBneTBopsitoLlee XoTs 66l 0gHOMY 13 criefytoLmx YCIOBUN:

Ha3HayeHne CyOBbEeKTY KMMHUYECKOro U3y4YeHUs KOHKPETHOW TepaneBTUYeCKOn
cTpaterm (BMelLaTensCTBa) NPOUCXOAWUT 3apaHee U He SBNAETCHA PYTMHHOMW
KIMHWYECKON MPaKTMKOM (TO €CTb LABNoHHbIMW (O4HOTUMHBLIMW) MEANLUHCKUMUN
ONarHOCTUYECKUMM M nedebHbIMKM - npouedypamu,  TEXHOMOTUSMK — Uin
MEepOoNpUATUAMK, KOTOpblE BbIMOMHAKTCA AN OAHHOW TPynnbl MALUEHTOB UMK
JaHHOrO CTaHgapTa OKa3aHus MeOULMHCKOM MOMOLWLWM) B rocygapcTBe - ureHe
EBpasuninckoro 3KOHOMWUYECKOrO COl3a, UccneqoBaTenbCKMe LEeHTPbl KOTOPOro
NPUHUMALOT yYacTne B 4aHHOM KIMHUYECKOM U3yYeHUu;

pelleHne O HasHa4yeHun uccriegyemoro  NekapcTBEHHOro  npenapaTta
NMPUHUMAETCS COBMECTHO C peLleHUWeM O BKIIIoYeHUM cybbekTa B KIMHWMYeckoe
n3yyeHue;

Ccy6beKTaM KNMHUYECKOTO N3y4eHns1, NOMMMO npoueayp PyTUHHOW KIMHUYECKON
MPaKTWKW, BbINOMHAKOTCA  OOMOMHUTENbHbIE Mpouedypbl  AMArHOCTUKWA — UMn
MOHUTOPWHTa;

"KOHTpONb M obecneyeHne KadvecTBa cucTeMbl drapmakoHaasopa” (quality
control and assurance) - MOHWUTOPWHI, OLeHKa, obecnedeHne 3PHEKTUBHOCTA U
COOTBETCTBUSA CTPYKTYPHBLIX 3/IEMEHTOB U MPOLIECCOB CUCTEMbI dapMakoHaz30pa
yCTaHOBMNEHHbLIM TpeboBaHUsM,;

"nekapcTteeHHoe cpeacTBo” (medicinal product)” - cpeacTso, NpeacTasnstoLlee
cobon rmmbo cogepxallee ~ BewWwecTBO MM KOMOMHAUMIO  BeLLeCTB,
npegHasHavyeHHble AN NeveHus, npodunakTuku 3aboneBaHU 4enoBeka Wmnm
BOCCTAHOBMEHUS,, KOPPEKLUM UMM U3MEHEHMS  M3MONOorMyeckux  qyHKLMN
nocpeacTBoM (hapMaKkoriorMyeckoro, MMMyHOMNorm4eckoro nmbo metabonmyeckoro
BO3OEWCTBMSA UNK ANs AUarHOCTUKM 3aboneBaHuii 1 COCTOSIHWSA YENOoBEKa;

"nekapcTBEHHbIV Npenapat” (drug, remedy) - nekapCTBEHHOE CPEACTBO B BUAE
NeKkapCTBEHHOW hOpMbl, BCTYMAIOLLEE B KOHTAKT C OPraHM3MOM YErOBEKa;

"MacTep-thanin cuctembl hapmakoHaasopa, MOCO" (pharmacovigilance system
master file (PSMF)) - nogpoGHoe onucaHve cucTembl dapMakoHaasopa,
NpUMEHsieMon AepxaTerieM perMcTpauvoHHOro YOOCTOBEPEHUS B OTHOLLIEHWM
AaHHbIX 006 OOHOM WM HECKONbKUX 3aperMcTpupoBaHHbIX NeKapCTBEHHbIX
npenaparax;

"mMexgyHapogHas gata  opobpeHus paspabaTbiBaemMoro  fekapCTBEHHOro
npenapata, MOOPIIC" (development international birth date (DIBD)) - gata nepeoro
ofobpeHus (MnuM aBTOpM3aLMu) NPOBEAEHUS WHTEPBEHLIMOHHOMO KIMHWYECKOro
uccnenosaHus B nobor 3 cTpaH Munpa;

"mMexayHapogHaa aarta peructpauumn, MOP" (international birth date (IBD)) -
Jata nepBon peructpaumn (0gobpeHus K NPUMEHEHU0) B NOOOI CTpaHe Mupa
nekapcTBEHHOro  npenaparta, cogepXallero onpedeneHHoe  OenCcTBYyloLlee
BELLUECTBO;

"Hagnexallass npakTuka dapmakoHagsopa, HIMP" (Good Pharmacovigilance

practices (GVP)) - pykoBogCTBO MO OCYLIECTBNEHNO dhapmakoHaa3opa B
rocygapcTBax - YrieHax EBpasuinckoro akoHOMM4ECKOro cor3a;
"HexxenatenbHaa  peakumst" (adverse reaction) - HenpegHamepeHHas

HeOnaronpusitTHasi  peakuusi  OpraHmsma, CBsi3aHHass C  MPUMEHEHMEM
nekapcTBEHHOro (MccrneayemMoro) npenapara W npegnornarallias Hanmmymne, Kak
MUHUMYM,  BO3MOXHOW  B3aUMOCBSA3M C  MPUMEHEHMEM  MOLO3PEBAEMOrO
NeKkapCTBEHHOrO (uccrnenyemoro) npenapata. HexenartenbHble peakuumM MoryTt
BO3HMKATb MpU MPUMEHEHUN JIEKApCTBEHHOrO npenapata B COOTBETCTBUM C
oOo0OpeHHOM OOLUen  XapakTePUCTUKOW  JIEKapCTBEHHOrO npenapata  Wnm
WHCTPYKUMEN MO MEAWMUMHCKOMY MNPUMEHEHUI0 UM C UX HapylleHvem nvbo B
pesynbTarte BO34ENCTBUSA, CBA3AHHOIO C pogoM 3aHATMi. Criydau npuMeHeHus ¢
HapyLLeHneM obLLEN XapakTEPUCTUKN NIeKapCTBEHHOIO npenaparta U MHCTPYKLUn
no MEAWUMHCKOMY TMPUMMEHEHWMIO BKMoYalT B ceba  npumMeHeHne, He
COOTBETCTBYtOLLEE OOLUEN XapaKTEPUCTMKE WM MHCTPYKLMKW, NEPeao3VpOBKY,
3ro0ynoTpebneHne, HenpasubHOE yNoTpedneHne n MeguuMHCKUE oMOKuY;
"HexxenatenbHoe saBrieHue" (adverse event) - nwboe HebnaronpuATHoe
M3MEHEHVe B COCTOSIHAM 300pOBbS MNaUMeHTa unM cybbekTa KIMHUYECKOro
nccrenoBaHnsi, KOTOPOMY HasHayaricsl IeKapCTBEHHLIN (MCCeayemblin) npenapar,



HE3aBMCUMO OT  MPUYUHHO-CNEACTBEHHOW CBS3M C  €r0  MPUMEHEHMEM.
HexenaTenbHoe siBNeHne MOXeT npeacTaBndaTb cobon moboe HebnaronpusitHoe m
HenpegHaMepeHHoe W3MeHeHne (B TOM 4MCle OTKMOHEHWe riabopaTopHOro
nokasatens OT HOPMbl), CUMMMNTOM uWnM 3aborneBaHve, BpeMs BO3HWMKHOBEHMS
KOTOpPbIX HE WCKMYaeT MPUYMHHO-CIIEACTBEHHON CBSA3W C  MPUMEHEHMEM
NEeKapCTBEHHOrO npenapaTta, BHE 3aBMCUMOCTM OT HanMMuMsi UM OTCYTCTBUS
B3aMMOCBSI31 C MPUMEHEHMEM NEKapPCTBEHHOIO Npenapara;

"HEMHTEPBEHLMOHHOE  uccnegoBaHue”  (non-interventional — studies) -
nccriegoBaHve, KOTOpoe COOTBETCTBYET CreAYHOLLMM YCIIOBUSIM:

NeKapCTBEHHbIA npenapaT HasHayaeTcss B COOTBETCTBMM C  obuien
XapakTepUCTUKOM NIeKapCTBEHHOIO Npenapara;

peLleHre O HasHa4yeHWM MaLMeHTy onpenerieHHOro nevyeHns He MpUHMMaeTCs
3apaHee CorracHoO NPOTOKOY UCCeA0BaHNst, HO PYTUHHOM KITMHUYECKOMN NPaKTuKe,
N HasHayeHuWe neKapCTBEHHOrO npenapata YeTKo OTAENeHO OT peleHus o
BKIOYEHUM NALNEHTA B UCCIIEA0BAHME;

K nauymneHTam He NPUMEHSIITCA Kakne-nmbo  OOMNONHUTENbHbIE
OVarHOCTUYECKNE WM KOHTPOSIbHblE MPOLEAypbl, a And aHanmsa MnosyveHHbIX
AaHHbIX NCNOMb3YTCA 3NNOEMMNONIOIMYECKNE METOAbI.

HenHTepBEHLNOHHLIE nuccrneaoBaHus onpepenstTcs NPUMEHSIEMbIM
METOAOMOMYECKMM MOAXO0AO0M, a He HayyYHbiMM uensMui. HenHTepBeHUMOHHble
nccrieaoBaHus BKIHOYalOT B cebs mnccnegoBaHus 6asbl AaHHbIX UK NEPeCcMOTpP
MEeOULMHCKUX KapT, B KOTOPbIX Y»Ke OnMcaHbl BCe paccMaTpuvBaeMble sBneHus (B
YaCTHOCTM MCCreaoBaHust "Cnydam - KOHTPOSib", MEepeKkpecTHble U KOrOpTHbIe
uccriegoBaHusl). HeumHTepBEHLMOHHbIE MCCreoBaHWs Takke BKoYalT B cebs
uccriegoBaHus, nogpasymeBarome cOoOp MNepBUYHbLIX AaHHbIX (B 4aCcTHOCTU
NPOCNEKTUBHbIE HEUHTEPBEHLIMOHHbIE MWCCRNEeAOBaHNS W PeEecTpbl, B KOTOPbIX
MKCMPYIOTCA  MONyYeHHble [aHHble pPYTUHHOrO nedebHoro npouecca), npu
BbIMOSIHEHWW BbILLEN3IIOXKEHHbIX YCITOBUA.

B paHHOM KOHTEKCTEe MOryT MpoOBOAMTLCS WHTEPBLIO, OMPOCblI U OTOMpaTbCs
Npobbl KPOBU B paMKax 0ObI4YHOW KITMHUYECKOW NPaKTUKK;

"HenpaBurnbHOEe MNpUMEHeHne" (misuse) - HaMepeHHOe W HeHaanexallee
NMPUMEHEHNE  FNEKAPCTBEHHOrO  npenapaTta, KOTOPOe He  COOTBETCTBYET
JencTseylollen oOLWen XapakTepucTuKe feKapCTBEHHOro npenapata  wm
WHCTPYKLUM NO MEAULMHCKOMY NMPUMEHEHWIO;

"HenpeaBuaeHHaa HexenartenbHas peakumsa” (unexpected adverse reaction) -
HexenaTenbHaa peakuus, XapakTep, CTEMeHb TSHKECTU WM UCXOL KOTOPOM He
COOTBETCTBYET  WMHGOPMaLMKW, COoAepxallencsas B  OEWCTBYHOLWEA  oOLien
XapaKkTepPUCTUKE NEeKapCTBEHHOrO npenapaTta nmMbo B Opollope vccrnegoBaTens
A1 He3aperncTpUpoBaHHOIO NleKapCTBEHHOrO NpenaparTa;

"HOBbIN nAeHTUUMUMPOBaHHbIA curHan" (newly identified signal) - curHan,
BMEPBbIE MOEHTUGMULMPOBAHHBIA B TEYEHNE OTYETHOrO nepuoda Nepuoan4eckoro
o6HOBNSiEeMOro otyeta Mo 6e30MacHOCTU, C yKasaHUsIMM AanbHEeNMX AEeACTBUN
OIS ero OLUEeHKM;

"OCHOBHas mMHdopmMauus no ©es3onacHOCTU AepXatensi pPermcTpalyOHHOro
yaoctoBepeHud, ONBK" (company core safety information (CCSI)) - nHdopmaums,
uMmerowas  OoTHoweHme Kk  ©Ges3onacHOCTM  NEeKapCTBEHHOro  npenaparta,
coaepxawasacs B MepedyHe OCHOBHbIX [aHHbIX O JIeKApCTBEHHOM Mpenapare
aepxarensa perncTpaumoHHOrO yAOCTOBEPEHMS JIEKApPCTBEHHOro npenapara,
paspaboTaHHas UM K npeacTaBnsieMas Mo ero 3asiBfIEHWI0 B YNOMTHOMOYEHHbIE
opraHbl rocygapcTB - 4neHoB EBpasumcKoro 3KOHOMMYECKOrO COH3a, Ha PblIHKaX
KOTOpbIX peanmn3yeTcsa [OaHHblA NeKapCTBEHHbLIN npenapaTt, 3a WCKIYEHMEM
cnyyaeB, Korga B WHGOPMAaLMO BHOCATCH W3MEHEHMSI Mo TpeboBaHWMIO 3TMX
YNONMHOMOYEHHbIX  opraHoB. OWBK  npeacrtaeBnser  cobor  MHGopMauuo
CMPaBOYHOIO XapakTepa, KoTopad onpegender cTaTtyCc MnepeyvmcrieHHbIX WU
HenepeuYncrieHHbIX  HeXeraTernbHbIX  peakuuMn C  Uenbid  COCTaBneHus
nepuoamnyeckoro obHoBNsieMoro oTtdyeta no 6e3onacHOCTM  fieKapCTBEHHOIO
npenapata, HO He onpefensieT oXuAaeMble U HeoXuAaHHble HexeraTerbHble
peakuun Ons BbINOMHEHUA TpeboBaHWMM No He3aMenrmMTenbHOMY MpedcTaBIiEHUO
COOOLLEHNI O HEXeNnaTeNbHbIX PeakLusix;

"oTcyTcTBYOWAs MHdopMaumsa” (missing information) - HegocTaTok cBeneHWIA
no 6esonacHoCT UM 06 0cobEHHOCTAX NPUMEHEHMS NEKAPCTBEHHOrO npenaparta
y oOnpedeneHHbIX rpynn MauMeHTOB, KOTOpble MOryT SBMATbCSA  KIMHUYECKU



3HaYUMbIMU;

"otyeT no 6e3onacHocTM pasdpabaTbiBaeMOro nekapCcTBEHHOro npenapara,
POOB" (development safety update report (DSUR)) - nepuogudeckui
obHoBNsiemMbIn ~ oT4yeT nNo  6e3onacHOCTM  NekapCTBEHHOro  mpenapara,
HaxoasLlerocs B pa3paboTke;

"owmbKka NpMMeHeHUs1 nekapcTBEHHOro npenapara” (medication error)" - nobas
HenpeagHamepeHHas owwmbka paboTHMKA CUCTEMbI 34PaBOOXPAHEHMS, NauueHTa
UM noTpebutens B Ha3HayYeHuu, OTNycKe, OO03MPOBKE, BBEAEHUM UMM MNpUeEMEe
NeKapCTBEHHOIO Npenapara;

"nepenosvpoBka"” (overdose) - NnpyMeHeHWe nekapcTBEHHOro npenaparta 3a 1
npuemMm nnbo B TeYeHWe OHA B KONMYECTBE, KOTOPOEe MPEBLILAET PEKOMEHOYEMYIO
MaKCMMasibHyt0 CYTOYHYO 003y B COOTBETCTBMM C [OencTBylowen obuien
XapaKTepmucTUKOWN NekapCTBEHHOro npenaparta. Y4nTbIBaeTCH Takxe KyMynAaTUBHBIN
3hheKkT, CBA3aHHbLIN C Nepeao3npoBKON;

"nepeveHb OCHOBHbIX [aHHbIX O [leKapCTBEHHOM Mpenapate [fepxaTens
perncTpaunoHHoro yaoctosepenus, NMOLAJIC" (company core data sheet (CCDS)) -
OOKYMEHT, paspaboTaHHbI AepxaTenem perucTpaLyoHHOro  yaoCTOBEpeHus
nekapcTBEHHOro npenapaTta, cogepxawmi Hapsgy C©  uHdopmaumen no
Ge3onacHOCTM martepuvarn, WUMEKLWMA OTHOLLEHME K YKa3aHUsM MO MPUMEHEHUIO,
O031pOBKe,  (hbapMakororM4eckum  CBOWCTBaM, W Opyryl0  MHopmauuio,
KacaroLLyoCH NTeKapCTBEHHOIO Npenapara;

"nepuognyeckmin obHoBnsiemblr otyeT no 6esonacHocTn, MNMOOB" (periodic
safety update report (PSUR)) - oTyeT ona npeacTaBneHns OLEHKN COOTHOLLEHMWS
"monb3a - puck" nekapCTBEHHOro Mpenapata gepxaTenem permcTpauMoHHOro
YOOCTOBEPEHNs NeKapCTBEHHOro npenaparta B onpeaerneHHbIN Nepruoa BpeMeHu B
TeyeHve NoCTPerMcTpaLmMoHHOro aTana;

"nnaH ynpaeneHunsi puckamn" (risk management plan) - nogpobHoe onucaHue
CUCTEMbI YNPaBeHUsa puckamu;

"nocTperncTpaunoHHoe  uccriegosaHve  6esonacHoctn, [MPUB"  (post-
authorisation safety study (PASS)) - uccrnepoBaHve, vmerollee OTHOLLEHME K
3apErMcTpUpoBaHHOMY JIEKapCTBEHHOMY MpenapaTty, MpOBedEHHOE C Lenbio
onpederneHnsl,  XapakTePUCTUKM MM KONMMYECTBEHHOW  OLEHKM  Yrpos3bl
Oe3onacHocTy, noATBepXaeHus npoduna 6e30nmacHOCTM  NeKapCTBEHHOro
npenapata WM OUeHKU 3PEeKTMBHOCTM Mep MO  YNPaBMEHWIo  puUcKamu.
MNMocTperncTpaumoHHoe nccnegosaHue 6e3onacHocTu MOXeT 6bITb
WHTEPBEHLMOHHBLIM KIMHUYECKUM UCCrnefoBaHMEM WM MOXET MpPOBOAWUTLCSA Kak
uccnegosaHne HabnaaTensHOro HEMHTEPBEHLIMOHHOTO AN3aiHa;

"noTeHumnancHbii  puck” (potential risk) - HexenatenbHoe nocneacTeve
drapmakoTepanum, B OTHOLLEHUM KOTOPOrO MMEKOTCSI OCHOBaHWA ANS Mogo3peHui
Ha HanMuMe B3auMMOCBA3W C JIeKApCTBEHHbIM MpenapaToM, OAHAKO [AaHHas
B3aMMOCBSI3b Haanexawmm o0pa3om He Obinia NoaATBEPXKAEHA;

"noTpebutens" (consumer) - nMLO, He sBMSOLWEECA PabOTHUKOM CUCTEMbI
3[paBOOXPAHEHUsI, HaMpuMep, MauWeHT, aaBoKaT, Apyr WM POACTBEHHUK
(poguTens), pebeHoK naumeHTa;

"NnpumeHeHne "BHe wHCTpykumn" (off-label) - HamepeHHoe npuMeHeHne
neKkapcTBEHHOro npenapata ¢ MeAUUMHCKON Lenblo He B COOTBETCTBUM C 0bLLen
XapaKTepucTUKOWN NekapCTBEHHOro npenapara Uim MHCTPYKLMen No MeauLMHCKOMY
NPUMEHEHNIO;

"npobnema no 6e3onacHocTn" (safety concern) - BaxHbI MAEHTUMLMPYEMBIV
PUCK, BaXHbI NOTEHUMarbHbIA PUCK MW BaxkHasi OTCYTCTBYOLWAA MHpopMaLus;

"npogorkarLleecs KruMHudeckoe wuccriegosaHue” (ongoing clinical trail) -
uccrnefoBaHue, B KOTOPOE HavarnoChb BKIYEHWE MauueHToB, MbBO KoTopoe
NPOBOAUTCS HA TEKYLLMA MOMEHT BPeMeEHU, NMMOO Mo KOTOPOMY 3aBEpLLEH aHanms,
HO (prHarnBLHOro oTYeTa O KIMMHUYECKOM UCCIeq0BaHUN HE MMEETCS;

"pUCKMN, CBA3aHHbIE C MPUMEHEHMEM feKapCcTBEHHOro npenapara” (risks related
to use of a medicinal product) - pucku, cBa3aHHbIe C Ka4ecTBOM, 6&30MacHOCTbIO
M 3pdPeKTUBHOCTBLIO NEKapCTBEHHOrO npenapata Mo OTHOLUEHUIO K 3[00pPOBbHO
nauMeHTOB WM HaceneHus unu Bedylwme K HexenaTernbHOMY BO3OEeNCTBUIO Ha
OKPY>KatoLLto Cpeny;

"cepbe3Hasi HexenaTenbHasi peakuma" (serious adverse reaction) -
HexxenaTenbHasi peakLmsl, KoTopas NPUBOAUT K CMEPTU, NpeacTaBnseT yrpo3y Ans
XU3HKU, TpebyeT rocnuTanM3aumMu nauMeHTa unm ee MpoAneHus, MNpUBOAUT K



CTOVKON JMBO  BbIP&KEHHOW HETPYAOCNOCOOHOCTM WM MHBaNMOHOCTW, K
BPOXOEHHbIM aHOManMaM  WnM  nopokam  passutud, TpebyeT MeauUMHCKOro
BMelLaTensCcTBa AN NpedoTBpalleHVs pasBUTUS MEepeyvUCIEHHbIX COCTOSHWUNA.
Jlobasa HenpegHamepeHHasi nmogo3peBaemMas nepedada WHAEKLMOHHOro areHTa
yepe3 NeKapCTBEHHbIN MpenapaTr Takke CUYUTAETCH CEepbe3HON HexenaTenbHOou
peakuuen;

"curHan" (signal) - mHdpopmaums, noctynawowias OT OAHOTO UMM HECKOMbKMX
MCTOYHMKOB, KOTOpas npearnoraraet Hanudine HOBOW NOTEHLMAnNbHOM MPUYUHHO-
CNeACTBEHHOM CBA3W WM HOBOTO acnekTa W3BECTHOM B3aMMOCBSI3N Mexay
BO3OEVCTBMEM JEKAPCTBEHHOTO Mpenapata M HexernaTesrbHbIM SBMEHNEM UM
COBOKYMHOCTbLIO B3aMMOCBSA3aHHbIX HeXenaTernbHbIX SBMEHWN, OoLeHuBaeMas Kak
JocTaTto4yHasa ons gansHenwmx gencTemi no Bepudmkaumm curHana. Kak npaeuno,
Ans reHepupoBaHusa curHana Tpebyetca 6onee 1 eguHWMYHOro coobLUeHVs B
3aBMCMMOCTU OT CEPLE3HOCTU HEXenaTenbHOro SBeHNs 1 kayecTsa MHdopMaLuy;

"CurHan, no KOTOpoMy BbINonHsAeTcs pabota" (ongoing signal) - curHan,
KOTOpbIN GbIN BbISABMEH 0O OTYETHOro nepuoga neproguyeckoro ob6HOBNSEMOro
otyeTta no 6e30MacHOCTU M Ha [aTy OKOHYaHWa cbopa AaHHbIX Haxoguncs B
npouecce OLeHKM;

"cuctema kKayectBa cucTembl ¢apmMakoHagsopa" (quality system of a
pharmacovigilance system) - opraHusauMoHHas CTpPyKTypa, O06s3aHHOCTH,
npouenypbl, Mpoueccbl W pecypcbl CUCTEMbl bapmakoHaa3opa, BKo4as
Hagnexallee ynpasreHne pecypcamu, JOKYMeHTauuen U COOTBETCTBME HOpMaMm
perynmpoBaHus;

"cnctema ynpaeneHuss puckamun” (risk management system) - komnnekc
OEUCTBUA 1 MeponpuaATMiA No dhapMakoHaA30py, HanpaBMeHHbIX Ha BbiSBIiEHMe,
XapaKkTepucTuKy, npeaoTBpalleHVe WM MUHUMK3ALMIO PUCKOB, CBSA3AHHbLIX C
NeKapCTBEHHbIMW npenapatamu, BKMoYasd OUeHKY 3(eKTUBHOCTU [OaHHbIX
MeponpUATUN U OEATENBHOCTY;

"cuctema cpapmakoHaasopa" (pharmacovigilance system) - cuctema,
opraHusyemas gepxatensaMm pervcTpaumoHHbIX YOOCTOBEPEHUIN NEKapCTBEHHbLIX
npenapaTtoB M YNONHOMOYEHHBIMW OpraHamu rocyaapcTB - YneHoB EBpaswuiickoro
3KOHOMMYECKOro Ccoto3a [Afs  BbINOMHEHUA 3agady M obdasaHHocTen Mo
dhapmakoHag30py, npegHasHa4YeHHas ans KOHTpOJS ©e3onacHocTun
NeKkapCTBEHHbLIX MpenaparoB, CBOEBPEMEHHOIO BbISIBIEHUS BCEX W3MEHEHWA B
OLleHKe COOTHOLLEeHWS "Mnorb3a - puck" rekapcTBeHHbIX NpenapaTos, pa3paboTku u
BHeApeHus Mep no obecnedyeHnio NpUMeHeHs nekapCTBEHHbLIX Npenaparos npu
NpeBbILLEHUN NOMb3bl Hag, PUCKOM;

"cooTHoLweHWe "nomnb3a - puck” (risk-benefit balance) - oueHka nonoxvTenbHLIX
TepaneBTU4eCcKMX 3GhdeKTOB NeKapCcTBEHHOrO npenapaTa No OTHOLLEHUIO K pUCKam,
CBA3aHHbLIM C €ro npuMMEHeHUeM (MOHATME puCKa BKMOYAEeT Iobon  puck,
CBSI3a@HHbIN C Ka4eCTBOM, 6e30MacHOCTbIO0 UM 3dEKTUBHOCTBIO JIEKAPCTBEHHOMO
npenaparta no OTHOLLEHMIO K 340POBbI0 NaLMeHTa unm HaceneHus);

"CMOHTaHHOe coobLleHe (CnoHTaHHoe u3BeLleHne)" (spontaneous report
(spontaneous notification)) - pobpoBorbHas nepegada paboTHUKOM  cdbepbl
3[4paBOOXpaHeHUss Unn notpeduTenem ynorHOMOYEHHOMY OpraHy rocydapcTsa -
yneHa EBpasvncKoro 3KOHOMWYECKOrO CO3a, AepXaTernto permcTpauMoHHOro
YOOCTOBEPEHUST NEKapCTBEHHOro npenapata unv  ApPYron  YnofHOMOYEHHOW
opraHmsauum (B TOM uucne BcemupHoi opraHusauum 34paBOOXpaHEHUs,
pervoHanbHbIM  LeHTpaM  dapmakoHaa3opa, TOKCUKOMOTMYECKUM  LeHTpam)
OaHHbIX, KOTOpble COAepXaT OMUCaHWEe OAHOW UMM HECKONbKUX HexenaTenbHbIX
peakuuMi y naumeHTa, MNPUHMMABLLErO OOMH WM HECKONbKO MeKapCTBEHHbIX
npenapaToB, N KOTOpble He OblM NoMy4eHbl B XOA4e NPOBEOEHUS KIMHUYECKOTO
nccneaoBaHUs U NPUMEHEHWS MHOTO MeTo4a OpraHnM30BaHHOMO cbopa AaHHbIX;

"cnpaBoyHas mHGopmaums no 6Ge3onacHOCTU NeKapCcTBEHHOro npenapara”
(reference safety information) - wHdoOpmMaumsa, BKMIOYEHHAss B OCHOBHYHO
nHdopmaumio no 6esonacHoOCTU AepxaTens percTpaLuoHHOMO YO40CTOBEPeHus
nekapcTBEHHOro npenapara;

"CYLLECTBEHHbIE U3MEHEHUs1 TMOoKa3aHWA K MeOUUMHCKOMY MpUMEHEHUIo"
(significant change in indication) - nameHeHUs1 NokasaHWn K NPUMEHEHUIO, KOTOpPbIE
BKMIOYaOT B Ccebs M3MEHeHVWe paspelleHHbIX MOoKasaHun K MNPUMEHEHUIO
NEeKapCTBEHHOrO Mpernapata, Mnpu KOTOPOM HOBasd LenesBas  nonynauus
CYLLECTBEHHO OTNMYaeTcsa OT TOW, AN KOTOPOW NnepBOHaYarnsHO GbINo pas3peLueHo



NpYMEHeHNe NeKapCTBEHHOro npenapara, BKIOYeHMe HOBOMo HO30MOrM4eckoro
nokasaHus K  MPUMMEHEHWMI0, HOBOW  BO3pacTHOW  Ipynnbl  (Hanpumep,
neguaTpuyeckne nokasaHusl), UBMEHeHUe CTENEeHU TSHKECTU NokasaHus oT boree
TSKENOrO COCTOSIHWSI K MEHee TshKernoMy, nepexof OT BTOPOW NMMHWM Tepanuu K
NepBON INUHUM U WHblE W3MEHEHUs], CYLLUECTBEHHO BIMSIIOLME HA COOTHOLLEHWE
"nonb3a - puck" nekapcTBEHHOro nNpenapara;

"TpeboBaHMs K ypoBHK kadyecTBa" (quality requirements) - xapakTepucTuku
CUCTEMbI KayecTBa, KOTOPble C ONpeneneHHoW BEPOATHOCTBIO MNPUBOAAT K
OOCTUXEHNO TpebyeMbIX pe3yrnbTaToB Unu Liernen;

"thapmakoHaasop" (pharmacovigilance) - Bug aestensHoCT, HanpaBneHHbIN Ha
BbiBIEHWE, OLEHKY, MOHUMaHue U MpegoTBpalleHue  HexenaTerbHbIX
nocrefCcTBUA NMPUMEHEHWS NleKapCTBEHHbIX MPenapaTos;

"uenesas nonynaums (target population (treatment) (treatment population
target)) - maumeHTbl, KOTOPbIM MOXET Ha3Ha4YaTbCsl NEKapCTBEHHbIN npenapaTt B
COOTBETCTBMM C TMOKa3aHUSIMU K MPUMEHEHWIO W NPOTMBOMOKAa3aHWUsSMM,
NPenyCMOTPEHHbIMW  OENACTBYIOLLEA OOLLUEA XapakTEpUCTUKOW NEKapCTBEHHOMO
npenapara.

2. TpeboBaHUA K cucTeMe KayecTBa

2.1. Cncrema KavyecrtBa

2.1.1. Cnctema kadecTBa SABNSETCS HEOTHEMIIEMOW COCTaBMSAOLWEN CUCTEMbI
rapmakoHag3opa. Cuctema KadyecTBa AOfPKHA OXBaTbiBaTb OpPraHM3auMOHHYH
CTPYKTYpYy, oOmracTu OTBETCTBEHHOCTW, Mpouedypbl, MNPOLECCbl W pPecypchbl
cuctembl dapmakoHagsopa. Cuctema kadecTBa [OIPkHa BKNoYaTtb B cebs
Haanexallee ynpaBrieHWE pPecypCcamn, KOHTPOSb COOTBETCTBMSI TpeboBaHMSM
3aKkoHogaTenbCcTBa rocyaapcTB - YreHoB EBpPasvMnckoro 3KOHOMMYECKOro Cok3a
(Banee cooTBETCTBEHHO - rocyaapcTBa-yneHbl, Col3) MexagyHapogHbIX JOrOBOpPOB
N aKToB, cocTaBnsAowmx npaso Coto3a, 1 ynpasneHne JOKyMeHTauen.

2.1.2. Cuctema kadecTBa npegycmatpuBaeT:

cosfjaHue CTPYKTypbl CUCTEMbl U MNIl@aHUPOBAHUE WHTErPUPOBaHHBLIX U
COrracoBaHHbIX NPOLLECCOoB (NflaHMpoBaHUe KavyecTaa);

BbINOMHEHME 3aa4 U 0653aHHOCTEN CUCTEMbI Ka4ecTBa (KOHTPOSIb KayecTBa);

KOHTPOIb U OLeHKY 3dhdheKTUBHOCTN paboTbl CTPYKTYP M MPOLECCOB CUCTEMBI
KayecTBa (0becneveHue KavyecTBa);

KOPPEKTUPOBKY M YryylleHUe CTPYKTYpbl M MPOLLECCOB CUCTEMbI KavecTBa
(ynydwieHune kavyecTBa).

2.1.3. O6wMK UensaMM CUCTEMbl KadecTBa B cucteMe hapmakoHaasopa
SABNSIOTCS:

BbINONHEHNE TpeboBaHum 3aKoHoaaTenbCcTBa rocygapcTBa-yreHa,
MEeXOyHapo4HbIX [JOrOBOPOB W aKTOB, cocTaBnawwmx npaso Cotosa, u
ob6a3aHHOCTEN No hapmakoHaa3opy;

npenoTBpaLleHne HexxenaTenbHbIX nocreacTeum NpMMEHeHNs
3aperncTpupoBaHHbIX NTEKapCTBEHHbIX MPenaparos;

obecneyeHne NPYMEHEHUs] JIEKApPCTBEHHbIX MpenapaTtoB NpW MNPEBbILLEHNN
Nnonb3bl Hag, PUCKOM;

cogencTeme 3almTe 340PpoBbs NaLMEHTOB M OBLLIECTBEHHOMO 340P0BbS.

2.2. MpuHuMnbI Hagnexalien NpakTUKn papmakoHagsopa



2.2.1. Ans BbINONHEHWs OOLMX Lienen KadecTBa, yKasaHHbiX B MyHkTe 2.1.3
HacToswmx [lpaBun, cregyeTr npuaepxMBaTbCA Creaylowmx MPUHLKNOB npwu
pa3paboTke CUCTEM W MPOLLECCOB, a Takxke MpWu BbINOMHEHUW BCeEX 3agad wu
oba3aHHoCTEN:

obecneyeHne yOOBMETBOPEHUs TpebOBaHWM MAUMEHTOB, MEAULMHCKUX
paboTHUKOB M obLiecTBa B LIEIOM B OTHOLLUEHMM ©€30MacHOCTU NEKAPCTBEHHbIX
npenapartos;

obecneyeHne adhdeKkTUBHOIO pyKOBOACTBA MO BHEAPEHUIO CUCTEMbI KadecTBa
1 MOTMBALMN NepcoHana;

BOBJ/IEYEHME BCEX COTPYOHMKOB OpraHu3auuu (NpeanpuaTtns) B MNpoLecc
nogaepXkm CUCTEMbl (bapMakOHaZ30pa Ha YPOBHE BO3NIOXKEHHbIX HA  HUX
obsa3aHHoCTEN;

BOBJIieYEHME BCEX COTPYAHMKOB oOpraHusauun (npeanpusatvs) B MNOCTOSHHbIN
MpoLEeCcC NOBbILEHNS Ka4ecTBa CUCTEMbI hapMakoHaa30pa;

opraHuM3aumsa pecypcHon ©6asbl W MOCTaBMiEHHbIX nNepeg  CUCTEMOM
hapmakoHaz3opa 3agad B oopMe CTPYKTYP U MPOLLECCOB TakmMm 06pas3om, Y4Tobbl
obecneynBaTb aKTUBHYIO, COOTBETCTBYIOLLYD YPOBHIO pPUCKA, HEMNPEpPbIBHYHO
paboTy no chapmakoHaa3opy;

y4eT U OLEeHKa BCEX MMELMECs [OoKa3aTerbHbIX AaHHbIX O COOTHOLLEHWM
"nonb3a - puck". [Ana npuHATUS AanbHenMX peLleHnin AOMmKHbLI paccMaTpmuBaTbCs
M OLUEHMBATbCA BCE [aHHble, KOTOpble MOMyT OKasaTb BIMSIHUE Ha [JaHHOe
COOTHOLLIEHNE N NPUMEHEHWE NEKapCTBEHHOMO Npenapara;

cogencTene pPasBUTUIO 3hdEeKTUBHOTO coTpygHu4ecTBa mMexay
paspaboTymkamu, aepxarenamu perncTpaumoHHbIX YAOCTOBEPEHUI
NeKapCTBEHHbIX NpenapaToB, YNOMHOMOYEHHbIMU OpraHamm rocyaapCTB-4SIEHOB,
YYpEeXOEeHVAMN 30 paBOOXPaHEHUs, MaUMEHTaMn, MEeOULMHCKUMKU paboTHUKaMM,
Hay4YHbIMW opraHus3auMamMu u OpyruMn  3anHTepecoBaHHbIMWU CTOpOHaMuM B
COOTBETCTBUM C 3aKOHOA4ATENbCTBOM rOCY4apCTB-4SIEHOB.

2.3. OTBeTCTBEHHbIE 3a CUCTEMYy KayecTBa

2.3.1. 3a obecneveHne paboTbl cUCTEMbI dbapMakoHag30pa B COOTBETCTBUM C
Tpe6OBaHI/IFIMI/I K CuUctemMe KadyectBa HeCyT OTBETCTBEHHOCTb BCe cneuunannucThbl,
BbINOMHAKOLWLME paboTy no opraHuM3aumMum cucTembl kKadectBa. Heobxoaummo
obecneynTb CUCTEMHBIN nogxod K BHeaApeHUo 1 nogaepXxaHnto CUCTEeMbl KavyecTBa
Ha Hagnexawem ypoBHe. OpraHusauusi gorpkHa obecneyuTb [ocTaTo4vHoe
KONMMYECTBO  KOMMETEHTHbIX UM OOY4YEHHbIX  CMeuuanucToB,  MMEHLUMX
COOTBETCTBYHOLLYH NpodeccroHarnbHyto NoaroToBKy, ANs BbINOSIHEHWS TPeGYyeMoro
obbema paboT no hapMakoHaa30py Ha HaANEXalLEM YPOBHE.



2.3.2. PykoBoautenamu opraHusaumm gorkeH ObiTb obecneyeH CUCTEMHbIN
nogxog Kk obecneyeHnio KadecTtBa. PykoBoautenm opraHusaumi B pamkax
BbIMOSMHEHMS  OYHKUMA N0  OBGecnedyeHuto  CUCTEMHOrO  Moaxoda  HecyT
OTBETCTBEHHOCTb 3a:

obecnevyeHne [OKYMEHTUPOBAHUSA CUCTEMbI KayecTBa B COOTBETCTBUM C
TpeboBaHnsIMK HacToAmx [NpaBur;

obecneveHne Hagnexalero KOHTPossi U JOKYMEHTMPOBaHMS BCEX N3MEHEHU B
cucteme dapmakoHag3opa 1 cucTeme KavyecTBa papMakoHaa3opa;

obecneyeHne BO3MOXHOCTU 0BYy4eHNs;

obecnevyeHne TpebyeMbiMM pecypcamu (B TOM uYucCre HeobXoanMbIMU
nomeLleHsaM1, 06opyaoBaHNeEM N T.4.);

BbIMOSIHEHVE peryndpHOM oOueHKu paboTbl cucTembl hapMakoHaa3opa,
BKMOYasi MHTErPUpPOBaHHYD CUCTEMY KayecTBa, C MOATBEPXKOEHMEM ee
3hdeKTUBHOCTM. Mpwn HeobxogMMocCTK OOIDKHbI peanv3oBbiBaTbLCS
KOPPEKTMPOBOYHbIE N NPeaYNpeAnTENbHbIE MEPOMPUSATUS;

obecneyveHune Hann4ms 3dhpeKTMBHOIO MexaHusma peanusaumu
COOTBETCTBYIOLLWMX MEP B Clly4ae BbISBMEHWS M3MEHEHU npodmnsa 6e3onacHoCTu
pa3pabaTbiBaeMbIX U BblNMyCKaeMbIX NEKAPCTBEHHbIX MPenapaToB;

obecnevyeHne CBOEBPEMEHHOTO BbISIBIIEHUSI U MPUHATUS NPU HEOOXO04MMOCTU
KOPPEKTUPOBOYHbLIX W MpedynpeguTenbHblX Mep B ClnydYae HecobniogeHus
TpeboBaHWiA K Ka4eCcTBY CUCTEMbI bapMaKkoHaa30pa;

obecneyeHne NpoBeaeHUsT PerynsipHbIX ayaAnTOB CUCTEMBI.

2.4. O6y4yeHue nepcoHana

2.4.1. BosmoxHOCTb obecneyeHns Tpebyemoro KayvecTBa BbIMOMHEHMWS
MpOLLECCOB, CBA3aHHbIX C ()apMakoHag30poM, W MOMy4YyaemblX pe3ynbTaToB
HeNmocpeoCcTBEHHO  CBsi3@aHa € HalmuyMem  JOCTaTOMHOrO  KONuyecTBa
KOMMETEHTHOrO, KBanMgmMLUMpPOBaHHOTO M 06Y4EeHHOro NepcoHana.

2.4.2. B opraHu3aumm orpkeH ObiTb pa3paboTaH U OOIKEH BbINOMHATLCA NIaH
obyvyeHus cneumanncToB Mo dapmMakoHagsopy. OBydeHne [OMmMKHO BKMOYaTb
BBOAHOE obydeHvne n nocnefyolee obydyeHWe Ha NPOTSXEHWM BCero nepuoga
paboTbl B COOTBETCTBMU C BbINOMHAEMbIMU  (OYHKUMAMU WU NOCTaBMNEHHbIMU
3agavyamn. OOyyeHne  gomkHO  ObiITb  HanpaBneHO  Ha  MOBblLEHUe
COOTBETCTBYIOLMX  NPOPeCCUOHanbHbIX  HaBbLIKOB,  BHEApPEHME  HayYHbIX
OOCTUXEHWNIA B NPaKTUKY 1 BbINOMHsAEeMble npoleaypbl, obecneyeHne CooTBETCTBUSA
BCeX cneumanuctoB TpeboBaHuMAM K KBanudwmkauuu, npodeccuoHanbHbIM
HaBblkaM, 3HaHWAM W MOHUMaHWIO BbINOSNHAEMbIX Mpouenyp, CBA3AHHbIX C
dapmakoHan3opom. Bce cneumanucTtel OOmkHbI OblTb 0OYYEHbI BbIMOMHEHUIO
npouenyp, NPeayCMOTPEHHbIX MPU BbISBNIEHUM U3MEHeHWU npodomna 6esonacHoOCcTH
nekapcTBEHHbIX MpenapaTos.

2.4.3. [encTByowme B oOpraHv3auLum npouecchbl Mo MNPOBEAEHUO OByYeHust
OOMMKHbI  NpegycMaTpuBaTh 3MEMEHTbl KOHTpONs pe3ynsTatoB o0bydeHus no
OOCTUXeHNo  TpebyeMoro  MOHUMaHWs M BbIMOMHEHUs  OYHKUMA MO

dhapmakoHag3sopy.

2.4.4. B opraHmsauun Tpebyetca npoBedeHMEe COOTBETCTBYHOLLEro 00yyYeHus
onpenerneHHbIM acnektam hapmakoHag3opa cneyuanMcToB Apyrmx
noapasneneHun, OesaTenbHOCTb KOTOPbIX MOXET MOBMMATb Ha rokasaTtenu
cucteMbl bapMakoHad3opa W BbINOMHEHWE YHKUMA Mo drapMakoHaa3opy.
YKasaHHaa [eATernbHOCTb BKOYaeT B cebsa B TOM 4ucrie MpoBeLEHUE
KIMMHUYECKNX WUCCNedoBaHMi, paboTy c xanobamu, noaroToBKY MeOULUHCKOWN
MHGOPMaLMK, NPOAAXKY U MapKETUHI, MOATOTOBKY PErMCTPaLUOHHbIX LOKYMEHTOB,
NpaBoBble BOMPOCHI U ayauT.

2.5. Cpenctea n obopyaoBaHue ans papmakoHagsopa



2.5.1. JocTtmkeHne TpebyeMoro ypoBHsI KayecTBa OCYLLECTBIIEHUS NPOLECcCcoB
cdhapmakoHag3opa 1 nonydyaemblxX pesynbTaToB CBA3aHO Takke ¢ obecnevyeHvem
cucTeMbl HeobxoaMMbIMK cpegcTBamn U 06opygoBaHUEM, UCMONb3YEMbIMU B 3TUX
npoweccax.

252. CpegctBa wn obopygoBaHve [OfiPkHbI  pacnonaratbed, ObiTb
CKOHCTPYMPOBaHHbLIMW, a4anTUPOBaHHLIMU M OOCHyXMBaeMbIMU TakuMm obpasom,
4YTOOblI COOTBETCTBOBATb MOCTABMIEHHOW LIENMM COIMMacHoO LensM KadvecTBa B
dapmakoHagsope. Cpeactea, obopyaoBaHne M mx PyHKLMOHanbHble CBOWCTBA,
BaXHble AN OCYLUECTBIIEHMS (bapMakOHag30pa, MNOANeXaT COOTBETCTBYHLLEN
npoBepke, KBanudmkaumum n (unn) Bamnvgaumn Ans noaTBepXKOeHUs COOTBETCTBUS
npegHasHavyeHHoW uernun. [Ina onpeaeneHus macwitaba npoBepku, keanudmkaumm
Wn Banuaaumun crieqyet Ucnonb3oBaTh JOKYMEHTUMPOBaHHYHO OLLEHKY pucka. 3ToT
MeToq YNpaBreHUst puckamm HeobXoAMMO MPUMEHSITb B TEeYeHWe BCEro Cpoka
aKcnnyaTauum cpeacTe n obopyaoBaHMs C Y4ETOM TakMX (0aKTOPOB, KaK BIUSIHUE
Ha ©0e3onacHOCTb MauMeHTa U KayecTBO [aHHblX, a TaKke CIIOXHOCTb
COOTBETCTBYHOLLWMX CpeacTB 1 060pyaoBaHus.

2.6. ObecneyeHme gepxKaTensmMm permcTpauuoHHbIX yAOCTOBEPEHUN
NeKapCTBeHHbIX NpenapaToB COOTBETCTBUSA TpeboBaHUAM
3aKoHoAaTenbCTBa rocyapCTB-YNEeHOB, MeXAYHapOoAHbIX OFOBOPOB
M aKTOB, cocTaBnsawwWwmux npaso Coro3sa

2.6.1. B uensx obecneyeHns cooTBETCTBMSA TpeboBaHUSIM 3aKoHO4ATENbCTBA
rocyaapcTB-4NieHOB, MeXOYyHapOAHbIX LOrOBOPOB M aKTOB, COCTaBSISAOLMX NPaBo
Cotoza, [JepxaTensiMM  PerMcTpauMOHHbIX — YAOCTOBEPEHUA  NeKapCTBEHHbIX
npenapaToB [AOMKHbI BbINOMHATLCA Npoueccbl No obecrnedeHnto kKadecTBa
CUCTEMBI, LIENSAMWN KOTOPbIX SABMSOTCS:

BbIMOSIHEHNE MNOCTOSAHHOIO MOHWUTOPMHIA AaHHbIX Mo dbapmMakoHaa3opy,
paspaboTka W BHeOPEHUME Mep MUHUMMU3aALMWU puUCKa NpU onpedeneHnm ux
HeoOXOOMMOCTH, Haarnexawas oueHKa [AaHHblX no 6e30nacHoCTM  BHE
3aBMCMMOCTU OT UCTOYHMKA UX MOSy4eHUs1 (CO CTOPOHbI MaLNEHTOB, MEANLMHCKNX
n drapmaneBTNYeckmx paboTHMKOB, ONyGNMKOBaHHbLIX B MEAULIMHCKOW nuTepaTtype,
BbISIBITIEHHBIX B XO4€ NOCTPErMcTpaLoHHbIX UCCIeqoBaHun);

BbINOMHEHME Hay4HOW OLIeHKW BCelr uHdopmaumm no npodmnio 6esonacHocTm
NeKapCcTBEHHOrO Mpenapara, BKIoYas UHOPMaLMI0 O HeXernaTerbHbIX peakLusix,
pasBMBLUMXCS B TOM 4YKCIie NpU NPUMEHEHUN HE B COOTBETCTBUM C YTBEPKOEHHON
obLen xapaKTepucTUKOW InekapcTBeHHoro npenapata (ganee - OXM) wnm
WHCTPYKUMEN MO MeOMLMHCKOMY MpPUMEHEHMIO (NIMCTKOM-BKNagbiem) (oanee -
MM (J1B));

BbINOMHEHWe  TpeboBaHUWM  3akoHoOaTenbCTBa  rOCydapcTBa-yrieHa Mo
NnpeacTaBneHuo B YMONMHOMOYEHHBIN OpraH rocygapcTBa-yneHa vHdopMauum o
HexXenaTerbHbIX peakunsix N MHOM MHdopmMaLlmMm no 6e30nacHOCTU NeKapCTBEHHbIX
npenapatoB. C uUenbio Hagnexawero BbIMNOMHEHUS OaHHOW  byHKUMKM 1
obecneyeHnss kKa4ecTBa, LLENOCTHOCTU M MOSHOTLI NPeACcTaBnsieMon MHopMaLum,
Hagnexalwen BanMaauum CcurHanoB, a Takke WCKIioYeHus aybnmpoBaHus
COOOLUEHNA O0/KHBI  OblTb  paspaboTaHbl M BHeApPEeHbl COOTBETCTBYHOLLME
CTaHOapTHbIE onepaLMoHHbIe NpoLeaypbl;

obecneveHne 3PEKTUBHOM B3aUMOCBS3M C  YMONHOMOYEHHLIMW OpraHammu
rocygapCTB-4IieHOB, BKMoYas WHGOPMUpOBaHME 00 W3MeHeHusX npodmns
6e3onacHOCTN NEKApCTBEHHbIX MNpenapartoB M HOBbIX pUCKaX, MacTep-ganne
cucTembl drapMakoHag3opa, CMCTEMbI YrpaBreHust puckammn, Mep MUHUMKU3aL MK
pucka, nepuogmdeckoro  obHoBnMsieMoro  oTdeta  no  6esonacHocTw,
KOPPEKTUPOBOYHLIX M MNpeaynpeauTenbHelX  Mepax, MOCTPErMcTpaLMOHHBbIX
nccnenoBaHusix no 6es3onacHocTy;

obecneyeHne COOTBETCTBUSI MHOPMaLUM O JieKapCTBEHHLIX Mpenaparax
(OXI, NMIT (J1B)) coBpeMEHHOMY YPOBHIO Hay4HbIX 3HAHWUIA;

obecneyeHne MeaULMHCKMX PabOTHMKOB M MaLMEHTOB MWHGopMauuein no
6e3onacHocTw.

2.7. ObecneyvyeHne ynorHOMO4YEeHHbIMU OpraHamMu rocyaapcTB-4/lIeHOB



COOTBETCTBUA TpeGoBaHMAM 3aKOHOAATeNbCTBa roCyAapCTB-YNeHOoB,
MeXAyHapoAHbIX AOrOBOPOB U aKTOB, COCTaBnsAlWMx npaso Corosa

2.7.1.  YNONMHOMOYEHHbIE OpraHbl rOCYAApCTB-YfIEHOB  OOSKHbI  UMETb
COOTBETCTBYHOLLYO CUCTEMY 0BecrneyeHmns kadecTBa NPOLLECCOB B LIENAX:

OLIEHKM KavyecTBa NpeacTaBiseMblX AaHHbIX N0 iapMakoHaa30py;

OLEHKN U 00paboTkM JdaHHbIX Mo hapmMakoHaa3opy B COOTBETCTBUMU C
TpeboBaHNsIMM  3aKoHOOATENbCTBA  [OCYAAPCTB-YNEHOB,  MEXOYHapO4HbIX
[OroBOPOB M aKTOB, COCTaBmsoLLMX npaBo Coro3a;

obecnevyeHns rapaHTUPOBaHHOW HE3AaBUCMMOCTM B BbINOMHEHUN OEeATENbHOCTU
no drapmakoHag3opy;

3deKTUBHOTO MHAOPMUPOBAHUS MaLMEHTOB, MeOVLMHCKUX paboTHMKOB,
aepxarernen permcTpaumnoHHbIX Y40CTOBEPEHNI U OOLLECTBA B LIENOM;

NPOBEAEHUSA MHCNEKLIUA, BKINOYAs OPErMCcTpaLMOHHOE NHCNEKTUPOBaHKE.

2.7.2. He3aBUCMMOCTb B BLIMOSIHEHUN AEATEMNBLHOCTM MO apMaKkoHag30py
onpenenseTcsa NPUHATMEM BCEX PerynaTopHbIX PelieHUA TONbKO B MHTepecax
340pOBbS NaumMeHTa 1 06LEeCTBEHHOTO 300POBbSI.

2.8. YnpaBneHue fOKYMeHTauueun

2.8.1. Cuctema ynpaBrneHuss OOKyMEHTAUMWEN SBASETCS 4YacTbl) CUCTEMbI
Ka4yecTBa, pPacnpoCTpaHsieTCs Ha BCe AOKYMEHTbl CUCTEMbl (bapMakoHag3opa U
obecneynBaeT BO3MOXHOCTb MOMCKa AaHHbIX U NPOCNEXMBAEMOCTb BbIMOMHAEMbIX
npoueayp, BKMoYas npouedypbl OUEHKU HOBbIX AaHHbIX Mo Ge3onacHocTu B
OTHOLLEHWUN BPEMEHW BbIMNOSTHEHWUST OLLEHKM N MPUHATBIX PELLEHNIA.

2.8.2. CncTema ynpasneHust OKyMeHTaumen gomkHa obecneyumnBaTh:

KayeCTBO AaHHbIX MO hapmakoHaa3opy, BKIOYask UX MOSHOTY, TOYHOCTb WU
LLerioCTHOCTb;

9(hheKTMBHYIO BHYTPEHHIOK M BHELLHIOK Nepeaavy OaHHbIX;

XpaHeHWe OOKYMEHTOB, MMEILLMX OTHOLLIEHME K cucTeMam dhapMakoHaasopa U
OCYLLECTBIEHMIO drapMaKoHag30pa Mo KaxaoMy M3 JNEKapCTBEHHbIX MpenapaTtos,
cornacHo NpuMeHMMbIM CPOKaM XpaHeHUs.

2.8.3. [epxaTenb perMcTpauMoHHOrO  YAOCTOBEPEHUSA  JIEKApPCTBEHHOMO
npenapata (oanee - gepxatenb PeErMcTPaumMOHHOINO YAOCTOBEPEHUS) [OIDKEH
obecneunTb Haanexawlee OOKYMEHTMpPOBaHWe, obpalleHMe W XpaHeHWe BCEN
nHgopmMmaumm no ¢apmMakoHaa3opy C LeNbl BbINOMHEHUS Npouenyp TOYHOro
penopTMpoOBaHKs, WHTeprnpeTaumm u BepudmKauum daHHbiX. [epxatenem
perMcTpaumoHHOro  yooCTOBepeHnss fdomkHa ObiTb obecneveHa cucTema
NPOCNEXMBAEMOCTM W MOCHEeAyHoLed OLEHKM COOOLLUEHUA O HexenaTenbHbIX
peakuusx.

B pamkax HacToswwmx NpaBmn "penopTupoBaHne" o3HavyaeT NpoLecc nepegayn
B YCTaHOBMEHHOM hopMe WHGopMauuMnm O HexenaTerbHblIX peakuusx B
YMOSIHOMOYEHHbIE OpraHbl rocygapcTBa-yfieHa unm Nog4yMHeHHbIE UM 3KCNEPTHbIe
opraHu3auum B cdepy KOMNETEHLMM KOTOPbIX BKIHOYEH hapmakoHaa3op.

2.8.4. Cuctema ynpaBneHWs [OKyMEHTaLMeh [oibkHa BKMovaTb B cebs
KomMnnekc mep no obecnedyeHnto 6e3o0nacHOCTU N KOHMAEHLNANBHOCTU AaHHBIX B
Lenax BbINOMHEHMS TpeboBaHUiA No 3almTe NEepCOoHanbHbIX AaHHbLIX NALWMEHTOB B
cooTBeTCTBMM C  TpeboBaHMsMM  3akoHodaTenbCTBa  rocygapcTBa-yneHa.
YKkasaHHble Mepbl OOMKHbI BKMoYaTb B cebs CTporoe orpaHnyeHwe, corfacHo
KOTOpPOMY [JOCTYn K [AOKyMeHTauum u 6as3aM [aHHbIX WUMeeTcs TOMbKo Y
YNOMHOMOYEHHbIX L.

2.8.5. Cuctema ynpaBneHus [OKyMeHTaLMeW [oibkHa BkMovaTb B cebs
npoweccbl obecneyeHust 3awmTbl MHopMaL MM no chapmakoHaa3opy OT NMoTepu U
paspyLleHuns.

2.9. lokyMeHTauuAa CUCTEMbI KayecTBa



2.9.1. Bce aneMeHTbl, TpebOBaHUsI N MONOXEHNS CUCTEMbI KadeCcTBa [AOIMKHbI
OblTb [OKYMEHTUPOBaHbI U CUCTEMATM3NPOBaHbI COOTBETCTBYHOLLMM OOpasom B
BMOE Takux PyKOBOACTB M NpoLeayp B NMCbMEHHOW hopMe, Kak niaH no KkadecTsy,
PYKOBOOCTBO MO Ka4YeCTBY U OTYETLI MO Ka4YeCcTBY.

2.9.2. NMnaH nNo KayecTBy onpedenigeT OCHOBHbIE LIefiM CUCTEMbI KayecTBa U
NpPOLECChI, KOTOPble OOSMKHbI OblTb BHEAPEHbI ANst OOCTWKEHWUS] MOCTaBIEHHbIX
uenen. MNpouenypbl NO Ka4ecTBY NPeAcTaBnsOT cobon onMcaHne yCTaHOBIIEHHOIO
nopsigka BbINOSIHEHNST MNPOLLECCOB M MOMYT MMETb (popMy CTaHOAPTHbLIX
onepaLunoHHbIX npoueayp M pabovnx MHCTPYKLMA UM PyKOBOACTB. PykOBOACTBO
no kKadecTBy onpegenser obracTb pacnpoCTPaHEeHUss CUCTEMbl Ka4vyecTBa,
NpoLEecChl CUCTEMbI Ka4yecTBa M UX B3aMMocBsA3b. OTYETbI N0 Ka4yecTBY BKIOYatoT
B cebsa nonyyeHHble pesynbTatbl paboTbl cucTeMbl MO0 MOATBEPXKOEHMWS
BbIMOSIHAEMON OEATENBHOCTMY.

2.9.3. CucTtema kavecTBa A0mKHA ObITh OTpaXkeHa B CrieOyHLLMX JOKYMEHTax:
OOKYMEHTaLUsI MO OpraHM3aLOHHOM CTPYKTYpe U 06A3aHHOCTAM NepcoHana;
nnaH oby4yeHns 1 oT4eTLI NO NPOBEAEHHOMY OBYYEHUIO;

WHCTPYKLUM NO COOTBETCTBMIO NPOLECCOB YNpaBneHus:;

WHCTPYKUUM MO  KPUTUHMECKMM npoueccaMm dapmMakoHagsopa, Bkiovas
obecneyeHne HenpepbLIBHOCTH NpoLecca;

WHOMKATOPbl  BLIMOMHEHMA  MNPOLECCOB, KOTOpble  MUCMOMb3yloTcA  And
MOCTOSIHHOrO ~ MOHUTOPWMPOBAHUSI  HaAmnexallero BbIMOMHEHWs  OyHKUMA Mo
drapmakoHagsopy;

OTYeTbl MO ayauTy W nocregyroleMmy ayauTy CUCTEMbl KavyecTBa, BKIOYas
nony4yeHHble JaHHble U pe3ynbTaThl.

2.9.4. [lokymeHTaL s Mo cUCTeEMe KadecTBa AOIDKHa Takke BKIoyaTh B cebs:

METOAbl MOHUTOPUPOBAHUA 3GPEKTMBHOCTM  (PYHKLIMOHUPOBAHNUSA CUCTEMBI
KayecTBa W, B YacTHOCTW, €e CMOCOGHOCTb BbLIMOMHEHUS 3a4ad CUCTEMb
KayecTBa;

OTYyeTbl MO pesynsTataMm BbINOMHEHHBLIX Mpouenyp Mo dapMakoHansopy,
noATBepXaatoLLMe BbiNoNHeHNe NpeayCcMOTPEHHbIX 3TanoB 1 AeACTBUNM;

JOKYMEHTbI M OTYeThbl MO cpeacTBaM UM 0GOpYOOBaHWIO, BKMOYas MPOBEpPKY
(pyHKUMOHANbHBIX CBOWCTB, AESTENbHOCTb MO KBanMdwKauum W Banvgauuu,
KoTopble MoaTBEePKOaloT  BbIMOMHEHME BCeX CTaaui, NpeaycMOTPEHHbIX
COOTBETCTBYHOLWMY TpeboBaHVSIMU, NMPOTOKONAMM 1 NpoLeaypamu;

OTYETbI, MOATBEPXKAAIOLLME KOHTPOSIb OTKITOHEHMIA OT YCTAHOBIIEHHON CUCTEMBI
KayecTBa, MNPUHATME NpeaynpeanTenbHbIX W KOPPEKTUPYHOLMX MEPOTPUATUNR,
OLIEHKY 3()heKTMBHOCTM NPUHATLIX Mep.

2.10. JononHuTenbHaa AOKyMeHTaLums no CUCTeMe KayecTBa
Aepxarens permcTpaLMoHHOro yaocToBepeHus

B mononHeHue k TpeGyeMoi JOKyMeHTaLuUn No CUCTEME KadecTBa AepxaTerb
PEMMCTPALMOHHOTO YAOCTOBEPEHUS [OIDKEH YTBEpAWTb B BUAE [AOKYMeHTa B
MUCbMEHHOM ¢hopme OpraH13aLMIoOHHY0 CTPYKTYPY, onpeaensioLLyto
MepapXMYECKyl0 B3aVMOCBS3b YNPaBMSOLEro M KOHTPOMMPYIOLLEro nepcoHana, a
TaKke 0653aHHOCTY U DYHKLIMM NepcoHarna, CUCTEeMY ynpaBrieHUs! pecypcamu.

2.11. JononHuTenbHaa AOKyMeHTaLusi N0 CUCTeMe KayecTBa
YyNONHOMOYEHHbIX OPraHoB rocygapcTB-4rieHOB

B pononHeHue Kk TpeGyeMol OOKyMEHTaUMM MO CUCTEME KavecTBa
YNONMHOMOYEHHBIN  OpraH  rocydapcTBa-unieHa  [OOo/bkeH  [OKYMEHTMpOBaTb
OpraH13aLMOHHYIO CTPYKTYpPY, pacnpegerneHve 3ajad U OTBETCTBEHHOCTU BCEro
nepcoHana, a Takke OnpeaermTb KOHTaKTHble Imua pAansa  obecneyeHus
B3aMMOZENCTBUS MeXay YMNOMHOMOYEHHbIMA OpraHaMu rocyaapCTB-YJSIEHOB,
AepXaTensMn percTpauroHHbIX YAOCTOBEPEHWUA U NMLaMK, NPeacTaBnsioLyMm
MHGOPMAaLIMIO O pUCKaX, CBSI3aHHbIX C NEKapCTBEHHBLIMU NpenapaTamMu.



2.12. Kputnyeckue npouecchbl B chapmakoHansope

2.12.1. Kputudeckne npouecchl B hapmakoHaa3ope BKOYaloT B cebs:

HenpepbIBHbIA MOHUTOPUWHT Npodmns 6e30MacHOCTU 1 COOTHOLLEHUS "nonb3a -
pUCK" 3aperncTpmMpoBaHHLIX NeKapCTBEHHLIX Npenaparos;

BHEAPEeHVe, pean3aunio 1 oLEeHKY CUCTEMbIl YNpaBreHns puckamm C OLeHKON
3(pPeKTUBHOCTU MEP MUHUMU3aLUN PUCKA;

npoueaypbl paboTbl C MHAMBMAYaNbHBIMU COOBLUEHUSMU O HexenaTenbHbIX
peakumax: cbop, 06paboTKy, YynpaBreHne, KOHTPOMb KayecTBa, MonyveHne
HeQoCTaloWMX [OaHHbIX, MNPUCBOEHWE HOMEepa, Khnaccudukauuilo, BbiSBriEHNE
MOBTOPHbIX COOOLLEHUIA, OLLEHKY U CBOEBPEMEHHOE NPEeACTaBMNEHUE;

BbISIBNEHNE, U3YYEHNE U OLIEHKY CUrHAaroB;

pa3paboTKy, NOArOTOBKY (BKMHOYAs OLEHKY OaHHbIX M KOHTPOIb KayecTsa),
npeacTaBneHne U OLUEHKY Mepuoanyecknx OOHOBMSIEMbIX OTYETOB MO
BesonacHocTy;

BbINOMHEHWe 06A3aTensCTB  MNpU  BbI30BE  YNONHOMOYEHHBIMU — OpraHamm
rocyaapcTB-UfeHOB W npeacTaBreHne OTBETOB Ha 3anpocbl YMNONHOMOYEHHbIX
OpraHoB rocyfapCTB-4ieHOB, BKMtoYasi NpeacTaBrneHne B YNomMHOMOYEHHbIE OpraHbI
rocyaapCcTB-4eHOB NPaBUIbHOM Y NOMHON MHGOpMaLLnK;

obecneyeHne B3aMMOZEWCTBUS Mexay papmakoHaa3opoM U CUCTEMON
KOHTPOIsi KaYeCcTBa NeKapCTBEHHbIX MPenapaTos;

MHAOPMUPOBAHME YMONMHOMOYEHHBIX OpPraHOB roCY4apCTB-YNEHOB 000 BCex
U3MEHEHMAX B OLEHKe COOTHOLWEeHMs "mornb3a - pUCK" 3aperMcTpupoBaHHbIX
NeKkapCTBEHHbIX Npenaparos;

WHGOPMMPOBaHNE  MEOULMHCKUX U dhapMaleBTUYecKux  paboTHUKOB,
nauueHToB 060 BCEX M3MEHEHWUSIX B OLEHKE COOTHOLLIEHMS "Monb3a - pUck” ¢ Lernbto
obecnedyeHns 6esonacHOCTU U SPDEKTUBHOIO MNPUMEHEHUSI eKapCTBEHHbIX
npenapaTos;

obecneyeHne COOTBETCTBMA MHOPMaLUM O feKapCTBEHHOM npenapare,
BKMIOYas OOLLYy0 XapaKTepuCTUKY NekapcTBEHHOro npenapara Ans MeauumnHCKOro
NPUMEHEHNS, COBPEMEHHOMY YPOBHIO Hay4HbIX MEAULMHCKMX 3HaHWRA, BKMO4as
cAenaHHble 3aknodeHns 06 OLEHKE U pekoOMeHOALUM YNONMHOMOYEHHbIX OpraHoB
rocyapCTB-UIIEHOB;

BbIMOMHEHNEe  BCex Tpebyembix OENCTBMA B ClNydae  U3MEHeHus
PErMcTpaLmMoHHOro cTatyca no npudnHe nepecMmoTpa npodmnsa 6e3onacHoOCTu.

2.12.2. TnaH obecneyeHnst HENPEepbIBHOCTM MpoLecca OOSKeH BKMOYaTb B
cebs:

onpeaeneHne cobbITUA, KOTOPbIE MOMYT CYLLUECTBEHHO MOBMMATbL Ha NepcoHan
opraHusauum B LEnoM nmMbO Ha CTPYKTYpbl M Mpouecchl dapmakoHag3opa B
4YaCcTHOCTY;

pe3epBHble CUCTEMbI Ha Crlyd4a HeoOXO4MMOCTU SKCTPEHHOro obmeHa
MHopMaL e BHYTPU OpraHu3auunm, ¢ APYrMMU OpraHvM3aumsiMm, BbIMOSHALLMMM
(PyHKUMM N0 bapmakoHaA3opy, C ApyruMy  paspaboTynkamu, aepxatensmu
pervcTpaumoHHbIX YAOCTOBEPEHUA M YNOMHOMOYEHHLIMU OpraHamu rocygapcTB-
YIEHOB.

2.13. KoHTponb pyHKLNOHUpPOBaHUA U 3h(PEeKTUBHOCTU CUCTEMbI
cdrapmakoHaa3opa u ee cMCTEMbI KayecTBa

2.13.1. Metogbl KOHTponsa AeaTtensHoCcTM W 3dPeKTUBHOCTU CUCTEMBI
cdhapmakoHaa30pa A0MKHbI BKMKOYaTh B cebs:

0630p 1 aHanM3 cUCTEMbI NN @MU, OTBETCTBEHHBLIMW 3a YNpaBneHne CUCTEMON;

ayaouTbl;

KOHTPOIb COOTBETCTBMSA TPEOOBaHUAM;

MHCNEKLuK;

OLEHKY 9dPeKTUBHOCTM MPUHATBIX Mep MO0 MUHMMMU3aLMM  pucka MU
obecnedyeHns GeszonacHOro W 3AdXPeKTUBHOTO MPUMEHEHNS NeKapCTBEHHbIX
npenapaTtos.



2.13.2. B uenax BbINOMHEHUST MOHWTOPWHrA B OpraHu3auum LOrpkHbl ObiTb
3apaHee onpedeneHbl WHAOWKATOPbl, MO KOTOPbIM  BLIMOSHAETCA  OLEHKa
3heKTMBHOCTU (PyHKLIMOHMPOBAHMA CUCTEMbI bapMakoHaa3opa C TOYKM 3peHus
TpeboBaHu kayecTBa.

2.13.3. AyauT cucTeMbl KayecTBa, OCHOBAHHbIA Ha OLEHKE pUCKa, AOSDKEH
BbINOMHATLCSA PErynisipHO 4Yepes3 OrnpedeneHHble UHTepBalbl BPEMEHU C LENbIO
NOATBEPXOEHNS COOTBETCTBUSA YCTAHOBMEHHbIM TpeboBaHWAM K KayecTBy W
onpegenexns apekTUBHOCTM. AyauT CUCTEMbI Ka4ecTBa OOSPKEH BKNoYaTh ayauTt
cuUcTemMbl (rapMakoHaz3opa, WMMENOLWEN WHTErpupoBaHHY0 CUCTEMY KadecTsa.
AyouT OOSKEH BBINOMHATBCA crneumanicTamm, He BOBSIEYEHHBIMU B BbIMNOMHEHNE
GyHKUUA 1 npoueayp, nognexawmx ayguty. Mo pesynbratam Kagoro ayauta
CUCTEMbI Ka4yecTBa M MNOCredywLllero ayauta [AO/PKEH COCTaBMATbCA OTYET,
nognexaLumn oLleHKe ngamn, OTBETCTBEHHbIMU 3a OopraHuM3aumio
COOTBETCTBYOLWMX ayaupyemblx npoueccoB. B cnydyae HeobxogumocTn mno
pesynbraram ayguta [JOJIDKHBI npvHUMaTbLCS KOppEKTMpYyoLLmMe "
npeaynpeanTenbHble Mepbl.

2.13.4. YnonHOMOYeHHble OpraHbl rocygapCcTB-YNEeHOB AOmkHbI obecneynTb
MOHUTOPVHI  BbIMOSHEHNS  AepXaTensamMm  permcTpauMoHHbIX  YOO0CTOBEPEHUN
dyHKUMA 1 obs3aHHOCTEN Mo dhapmMakoHags3opy. B uucrno mep no obecneyeHuo
MOHWUTOPUWHra BXOAUT BbIMOSIHEHME WMHCNEKTMPOBaHMUSA aepxarernen
permcTpaumoHHbIX YAOCTOBEPEHUN CO CTOPOHbI  YNOMHOMOYEHHbLIX OpraHoB
rocygapCTB-USIeHOB.

2.14. YnonHomMmo4yeHHoOe nuuo no cpapmMmakoHaasopy

2.14.1. [epxatenb perMcTpauyoHHOTO YAOCTOBEPEHUS AOIMKEH HasHauuTb U
UMETb B MOCTOSIHHOM PaCcMOpPsPKEHUW YNOMHOMOYEHHOE NULLO NO dlapMakoHan30py
(nanee - YJI®) B rocygapcTBax-yneHax, obnagatoilee Tpedyemon ksanudmkawmnen.
[epxaTtens perMcTpaumoHHbIX yOOCTOBEPEHUIN coobLLaeT haMuUnmio 1 KOHTaKTHYHO
nHgopmaumio o6 YJI® B ynonHOMOYEHHble OpraHbl rocygapcTB-yrneHoB. [lpu
W3MEHEHMN OaHHOW WHGOPMaLMM OepXaTenb PerncTpauMoHHbIX YAOCTOBEPEHWUI
OOJTKEH NPOMHAOPMMPOBATL YNONTHOMOYEHHbIE OpraHbl roCy4apCTB-YNEHOB B CPOK,
yCTaHaBnMBaeMbln 3aKOHO4ATENbCTBOM rOCY4apCTB-4IEHOB.

2.14.2. B kaxgon cncteme capmakoHagsopa MOXET ObiTb Tonbko ogHo YJIO.
Yenym YJ1® moxeT ucnonb3oBaTtb 6onee ogHoro gepxatens perncTpaunoOHHbIX
YAOCTOBEPEHUA B OOLUMX MM OTAENMbHBIX CUCTEMax hapmakoHaa3opa, MM nmuo
MOXET BbINOMHATL  dyHKUMM  YIID Goree 4Yem AnNs  OOHOW  CUCTEMBI
drapMakoHaZ30pa OfHOro [fepXaTens pPerycTpauyoHHbIX YOOCTOBEPEHWM Mpu
ycrosumn, 4Tto YJId B COCTOSIHMM BLINOSMHATL BCE CBOM 006s13aHHOCTW. B gononHeHne
K HasHayeHno YJI® ynonHoOMOYEeHHble oOpraHbl rocyapcTB-YSIEHOB BrpaBe
TpeboBaTb Ha3HAYEHUs] KOHTAKTHOrO LA No dapMakoHaA30py Ha HaLMOHaNbHOM
ypoBHe, nogymHeHHoro YJ1®. KoHTakTHOe nuuo Ha HauMOHarbHOM YPOBHE MOXET
BbIMONHATDL GOYHKLUN YO,

2.14.3. O65a3aHHoCTK YI1® gormkHbl onpeaensaTbCs OSMKHOCTHOM MHCTPYKLMEN.

2.14.4. [epxaTenb perucTpaumoHHOro yaocToBepeHusa npepoctasnder Y/1d
O0CTaTO4YHbIE NOMHOMOYUS MO YNPABIEHNIO AEATENBHOCTLIO NO dlapMakoHaa30py U
cucTemom KayecTBa. Oepxatenb pervcTpaLoHHOro YAOCTOBEPEHNS
npegoctaengeT YJ1® goctyn kK MmacTep-ganny cuctembl dapmMakoHag3opa, a Takxke
COOTBETCTBYIOLME MNOMHOMOYUsT M obecnedymBaeT nornyyvyeHve WHdopmauun o
nobbIX M3MeHeHWAX B MacTep-gavne. [lonHomouusi, Kacawowmecs CUCTeMbl
drapmakoHag3opa M MacTep-ganna cuctembl  (papMakoHaasopa,  OOSDKHbI
no3sonsiTe YJ1® BHOCUTbL M3MEHEHWs B CUCTEMY, NMaHbl YNpaBneHUs puckamu, a
Takxe B MOArOTOBKY PErynvpyoLLmx 0ENCTBUIN B OTBET Ha Ype3BblyalriHble CUTyaLmum
Mo U3MeHeHuo Npodmnsa 6e3onacHOCTY.



2.14.5. [lepxaTtenb perMctpauMoHHOro yaoctoBepeHus obecneuvBaeT Hanmume
BCEX CUCTEM M MPOLLECCOB, NO3BONAIOLMX YIIP BLINOMHATL BO3MIOXEHHbIE HA HETO
obazaHHocTM. C 3TOM Uuenblo AepxaTenb PermcTpaLuoHHONO yAOCTOBEPEHMS
paspabaTbiBaeT MexaHu3mbl, NpyM nNomMoum Kotopbix YJI® nonyvyaetr BcCto
HeobxoaMMyHo MHCOPMAaLMIO 1 UMEET 4OCTYM KO BCEM AaHHbIM, KOTOpPbIE EMY MOTYT
notpeboBaTbCs, HaNpumep:

WMHGOPMaLUMs O YpesBblYalHbIX CUTyauusix MO WU3MEHEHMAM npodmns
©6e3onacHoOCTN 1 gpyras MHOPMaLNS B OTHOLLEHNM OL,EHKM COOTHOLLEHMS "Monb3a
- puck" nekapCTBEHHbLIX MpPenapaToB, Ha KOTOPble pacnpocTpaHseTcs cucTema
dhapmakoHaa3opa;

MHGOPMaUMs O  MPOOOIDKALUMXCS M 3aKOHYMBLUMXCS  KIMMHUYECKMX
NUCCreoBaHNSAX W MNPOYMX WCCRedoBaHMsX, O KOTOPbLIX 3HAeT gepxaTenb
pPerMcTpaumnoHHOro YOOCTOBEPEHUS U KOTOpble MOMYyT WMETb OTHOLIEHME K
©e30MacHOCTM NeKapCTBEHHbIX NPenapaTos.;

MHopMaUmMss ©3  MHbIX WUCTOYHWKOB, KPOME WCTOYHMKOB [Oepartens
pPEerMcTpaumnoHHOrO  yOOCTOBEPEHMS, HampUMep, WCTOYHMKOB, C  KOTOPbIMU
aepxarernb perncTpauoHHOro YAOCTOBEPEHMS nmeet KOHTPaKTHble
[ OrOBOPEHHOCTH;

npouenypbl  dapmakoHagsopa, KoTopble  paspabaTbiBaeT  gepxaterb
pPErMcCTPaLnOHHOrO YOOCTOBEPEHNS Ha KaXKOOM YPOBHE C Lenbk obecneyeHust
cornacoBaHHOCTU 1 cobtoaeHNs TpeboBaHWn B Npeaenax opraHmsauun.

2.14.6. YJI® nonyyaeT uWHoOpMaUMO OT PYKOBOASALEro nepcoHana o
pe3ynbTartax NoCTOSIHHbIX 00630pOB CUCTEMbI KadecTBa M NMPEANPUHSTLIX Mepax,
AaHHble O COoOoTBeTCTBUM TpeboBaHMAM, nNnaHMpyembiM ayautam CUCTEMbI
papmakoHagsopa. YJI® uvmMeeT MOMHOMOYMS WMHULMMPOBAaTbL ayauT B Ccriyvae
HeobxogmMMocTW. PykoBoaswmin nepcoHan npegocTtaBnseT YJI® konuio nnaHa
KOPPEKTMPYIOLLMX W MNpegynpeauTenbHbIX MepPOrnpUATU MOCNe Kawaoro ayauta,
4yToObLlI YJI® Morno ybeamTbCcs B MPUHATUM COOTBETCTBYHOLLMX KOPPEKTUPYHOLLIMX
MepOonpuUATUNA.

2.14.7. [epxatenb perMcTpaLuoHHOrO  yaocToBepeHus  obecneymBaet
BO3MOXHOCTb MonyyeHus uHdopmaumm YJI® n3 6asbl JaHHbIX HexenaTenbHbIX
peakuun, UMeLLENCS B €ro pacnopsiKeHnK.

2.15. Ksanudumkauumsa nuua, ynosIHOMOYeHHOro no chapmakoHaasopy B
Cotoze

2.151. YI1® gomkHO MMETb COOTBETCTBYIOLLME TEOPETUYECKUE N NPaKTUYEeCKme
3HaHMSA MO OCYLIECTBMEHNIO AeATeNbHOCTM No dhapmakoHaasopy. YJI® pormkHo
UMETb HaBbIKW yMpaBrfeHus cuctemamy oapmakoHagsopa, a Takxe npoBedeHus
3KCMNEPTU3bl UMM UMETb AOCTYMN K NPOBEAEHMIO 3KCMEPTM3bl B TaKMx obracTsax, Kak
MeauuunHa, hapMaueBTMYECKME HayKKY, a Takke anugemuonornsa n buoctaTncTuka.

2.15.2. [epxaTtenb perMcTpauuoHHOrO YOOCTOBEPEHWUS NPOBOAMT OOy4YeHue
YJI® B obrnacTtu cBoel cuctembl dpapMakoHag3opa neped Tem, kak YId sanver
OOSTKHOCTb  ynornHomoyeHHoro nvua. OByyeHne wn ero pesynbratbl OOMKHbI
Hagnexawym obpa3om [OKYMEHTUPOBATLCS.

2.16. dPyHKLMM NULa, yNnosITHOMO4YEHHOro no coapmakoHaasopy B Cotose

2.16.1. KBanndmumpoBaHHOE fULIO, YMOSIHOMOYEHHOEe Mo hapmakoHaa3opy B
Cotose, sBnsieTcs GM3N4ECKUM NIULOM.



2.16.2. YJ1®, HasHayeHHOe fepxaTernem perncTpauMOHHbIX YO0CTOBEPEHUN,
OOJTKHO UMETb KBanudmkaLuio B COOTBETCTBUM C MYHKTOM 2.15 HacTosawmx [pasun
M OblTb B MNOCTOAHHOM  pPacnoOpPsKEHUW  OepxaTens  perMcTpauMoHHbIX
yaocTtoBepeHun. YJI® gormkHO npoxuvBath M pabotatb B OQHOM M3 rocyaapcTB-
yneHoB. YJI® oTtBevyaeTr 3a co3gaHMe W (PyHKLUMOHMPOBAHWE CUCTEMbI
hapmakoHag3opa aepxarens perncTpaumnoHHbIX YAOCTOBEPEHMN n,
crnegoBaTtenbHO, MMEET [OCTaTOYHO MONIHOMOYMW ANSt OKalaHus BIMSHWUA Ha
OCYLUECTBMEHME [LeATenbHOCTM Mo diapMakoHag30py W CUCTEMY KadecTBa
cuctembl drapMakoHag3opa, cogencTeue, cobniogeHve U MOBbIWEHUE YPOBHS
cobnogeHus TpeboBaHui 3aKoHoaaTenbcTBa rocy[apCTB-4IEHOB,
MeXOyHapoOHbIX  [OrOBOPOB W aKTOB, cocTaBndiloumx npaeso  Corosa.
CnepoBatenbHo, YJ1® gomkHo obnagatb NONMHOMOYUSMU U OTBETCTBEHHOCTHLIO B
OTHOLLUEHMM MacTep-danna cuctembl apmakoHag3opa C  Tem, 4ToObI
obecneyvnBaTh M NOBbLILWATL YPOBEHb COOMtoaeHMsa TpeboBaHUn 3aKoHO4aTeNbCTBa
rocygapCTB-4IiEHOB, MEXOYHAPOAHbLIX JOMOBOPOB M aKTOB, COCTaBMSHOLLMX NPaBo
Cotoza.

2.16.3. B OTHOWeHMM §eKapCTBEHHbIX MpenapaTtoB, Ha  KOTopble
pacnpocTpaHseTcss cuctemMa hapMakoHad3opa LepxaTens pPerncTpaumOHHbIX
yaocTtoBepeHun, YIIO umeet cnegytoume ob6a3aHHOCTU:

BbINOMHATL 0630p npodwmnen Ge3onacHOCTU JEeKapCTBEHHLIX MpenapaToB W
YypesBblYalHbIX CUTYaL M MO N3MeHeHU0 npodmnen 6esonacHocTy;

BNafeTb NOMHOM MHdopmaLumnen ob ycrioBusix N 06513aHHOCTSIX, YCTaHOBIIEHHbIX
npyM Bblda4ye PErmcTpaunoHHbIX YAOCTOBEPEHUN, W OPYrMX 00si3aTernbCcTBax,
UMEWMX OTHOoWeHMe K OGesonacHocTM wunmM  6e3onacHoMy  NPUMEHEHUIO
nekapcTBEHHbIX MpenapaTos;

BNageTb MNOMHON MHpopMaLmern o Mepax MUHUMM3aL M PUCKOB;

npyHMMaTb  ydacTMe B M3YY4EeHUM U YTBEPXKOEHUM  MPOTOKOSIOB
NoCTPErMCTPaLNOHHbIX CCeaoBaHniA 6e3onacHoCTY;

BflageTb MOSHOM MHGOPMaLMen O MOCTPErMCTPaLMOHHLIX NCCIEA0BaHUSAX Mo
©e3onacHOCTKN, npoBeAeHMe KOTOPbIX Ha3HAYeHO YMNOMHOMOYEHHbIM OpraHoMm
rocygapCTB-4IIEHOB, BKItOYasi pe3ynbTaTbl TakMX UCCIEA0BaHWN;

OOMOMHSATL NaHbl YNpaBneHnst puckamu;

obecneuvnBaTb BbINOMHEHME (OYHKUMI NO dhapMakoHag30py M NpeacTaBnaTb
BCE [OOKYMEHTbl, MMeloupe OTHOWEHNe K JlapMakoHag3opy, COrfacHo
TpeboBaHNsIM 3aKoHOAATENbCTBA rOCYAAPCTB-4IIEHOB, MEXOYHAPO4HbIX 4OrOBOPOB
N aKToB, cocTaBnsaowwx npaso Coto3a;

obecneyvnBaTb HEOOXOAMMOE Ka4eCcTBO, BKIOYas TOYHOCTb M NOSHOTY, AaHHbIX
no dapmMakoHag3opy, NpeacTaBnseMbIX B YNOSHOMOYEHHbIE OpraHbl rocyaapcTB-
YIEHOB;

NPeacTaBnAaTb MOfMHbIE W CBOEBPEMEHHbIE  OTBETbl  Ha  3anpochbl
YMOSIHOMOYEHHbIX OPraHOB roCy4apCTB-4YIEHOB O NpeACcTaBfeEHUN JONONHUTENBHON
nMHcopMmaumm, HeobxoguMoW AN OUEHKM MOoMnb3bl U PUCKa JeKapCTBEHHbIX
npenaparos;

npeacTaBnaTb JoOy0  MHMOPMAUNIO, WMEIOLWY0 OTHOLUEHME K  OLeHKe
COOTHOLLEHNS "Monb3a - pUck”, B YNONTHOMOYEHHbLIE OpraHbl roCyAapCTB-4IEHOB;

OKasblBaTb MOMOLU B MOAFOTOBKE PErynaToOpHbIX Mep B OTBET Ha
ypesBblYyalHble  cuTyauun  Ge3onacHoCTU (Hanpumep, M3MEHEHMS B
pekoMeHgauusax Mo MegULMHCKOMY MPUMEHEHWUID, CPOYHbIE OrpaHVYEHNss WU
[oBefeHne nHdgopmaLlmm 4o NauMeHToB 1 MeOULIMHCKMX PabOTHUKOB);

YHKLIMOHMPOBATL B Ka4eCTBe e4MHOro KOHTaKTHOrO nnua no papmakoHaasopy
ON9  YNOSIHOMOYEHHbIX OpPraHOB roCyOapCTB-4YNIEHOB, a Takke B KavyecTBe
KOHTaKTHOro nmua Ansd WHcnekuui no dapmakoHaasopy ¢ obecneyeHvem 24-
4YacoBOro gocTyna.



2.16.4. YJ1® ocywecTBnser KOHTPOrb (PyHKLMOHMPOBAHMS BCEX acnekToB
cucTeMbl  papmakoHag3opa, BKMYas ee  cucTeMy KadvectBa (Hanpumep,
CTaHOapTHble OnepauuoHHble Mpoueaypbl, KOHTPaKTHble [AOroBOPEHHOCTMU,
onepaumn no 6ase [daHHbIX, BbIMNOMHEHWe TpeboBaHU CUCTEeMbl KayecTea,
cobniogeHve TpeboBaHWM K NpPeacTaBneHW0 AaHHbIX B 4acTuW MOMHOTbl U
CBOEBPEMEHHOCTW, NPEACTaBEHNIO Nepuoguyeckmx OBHOBMSEMbIX OTYETOB MO
GesonacHocT, oT4yeTOB 006 ayautax KM K O0OydeHMo nepcoHana no
dapmakoHansopy). YJI® gomkHO pacnonaraTb MHApopmaumen o BanMaauOHHOM
ctatyce 0asbl JaHHbIX HeXenaTernbHbIX peakLMn Ha NekapCTBEHHbIE Mpenaparhl,
BKMIOYasi BCE BbISIBMEHHbIE B XOA4E BanupauuM HeJoyeTbl U NpeanpuHATbie
KoppekTupytome genctamd. YJ1® Takxke OOMmMKHO pacnonarate MHGopMauunen 060
BCEX CYLUECTBEHHbIX MW3MEHEHUsIX, BHECEHHbIX B 6a3y AaHHbIX (Hanpumep,
M3MEHeHWs, KOoTopble MOryT oOKasaTb BMMSHWE Ha [AedATenbHOCTb Mo
dhapmakoHag3opy).

YII® MoxeT genervpoBatb BbINOMHEHWE CNeLnmnMYecknx 3agaHuin noa CBOUM
HabniogeHMeM nvuam C COOTBETCTBYIOLWEN KBamudmkaumen un obydeHvem,
Hanpumep, OCYLUECTBMEHUE [OeSATernsHOCTM B KadecTBe 3JKCNepToB Mo
6Ge3onacHOCTM onpefeneHHbIX NEeKapCTBEHHbIX MpenapaToB, NpW YCroBUM, 4YTO
YII® ©Oyper OCyWwecTBNATb KOHTPOMb (PYHKLIMOHUPOBAHUSA BCEW CUCTEMbI WU
npodwmnen  Ge3onacHOCTM  BCEX  JIEKAPCTBEHHbLIX  MpernapatoB.  Takoe
OenermpoBaHve BbIMOSHAEMbIX YHKLMIA OOMMKHO ObITh Hagnexawmm obpasom
OOKYMEHTUPOBAHO.

2.17. Cneuuncuyeckue npoueccbl CUCTEMbI KAYeCcTBa y AepKaTenen
perucTpaumoHHbIX yaoctoBepeHum B Corose

2171. [epxaTenb permcTpaunoOHHbIX  YOOCTOBEpeHun paspabaTbiBaer
OOMNOMNHMTENbHbIE CneLmasnbHble NPOLLECChl CUCTEMbI KayecTBa C Lerblo:

NPeaCTaBfeHns [aHHbIX O HexenaTenbHbIX peakumsx B 6asbl  JgaHHbIX
rocygapcTte-yuneHoB u Cor3a B CPOKM, YCTAHOBIEHHblE 3aKOHOA4ATENbCTBOM
rocyaapCTB-UNeHOB, MeXayHapoaHbIMU LOrOBOPaMU U akTamu, COCTaBMALLMMU
npaeo Coto3a;

COXpaHeHUs1 AOKYMEHTOB, B KOTOPbIX OnucaHa cuctema papmakoHagsopa, 40
Tex Mop, Mnoka CcylwecTByeT cuUcTeMa, OnvMcaHHas B MacTep-daine CuUcTembl
papmakoHag3opa, B TeyeHWe He MeHee 5 neT nocrne npekpaweHua ee
CYyLLIECTBOBaHMS;

COXpaHeHUs1 AaHHbIX Mo hapMakoHaA30py U AOKYMEHTOB, MMEIOLLMX OTHOLLEHNE
K 3apermcTpupoBaHHbIM JleKapCTBEHHbIM npenapaTam B TedeHne He meHee 10 neT
nocrie npekpaLleHns 4eNCcTBUsl yOOCTOBEPEHNIA O rOCYAapCTBEHHON perucTpaumu;

06HOBMEHMA NHGOPMaL MK O fleKapCTBEHHbLIX NpenapaTax CorfacHoO NocnegHUM
Hay4YHbIM 3HaHMAM, BKIOYasl OUEHKY npodwmna ©e30nacHOCTU M COOTHOLLEHME
"nonb3a - puUcK', a Takke pekoMeHdauusiM, pasMeLleHHbIM Ha canTax
YNOMHOMOYEHHBIX opraHoB rocyaapCcTB-4ieHoB B NHEPOPMALMOHHO-
TErNeKOMMYHUKaLMoHHon cetu  "MIHTepHeT". C  3ToM Uenbio  AdepxaTenb
PErMCTPaLMOHHBIX YAOCTOBEPEHMI MOCTOSIHHO NPOBEPSIET CalThbl YNONHOMOYEHHbLIX
OpraHoB rocyapCTB-YSIEHOB Ha HanMyne COOTBETCTBYHOLLMX U3MEHEHUN B OLLeHKEe
npodmns 6e30MacHOCTM M COOTHOLLEHMS "Nonb3a - pucK", BKIMOYasi NSMEHEHUS B
pekoMeHgaumsix No MeAULUHCKOMY MPUMEHEHUIO U WHbIE Mepbl PEerynaTopHOro
XapakTepa.

217.2. B TedvyeHne nepuoga XpaHeHuUs  OOKYMeHTauun  aepxatenu
PErMCTPaLMOHHBIX  YOOCTOBEpPEHUIn  obecnevyrBaldT  BOCCTaHaBMMBAEMOCTb
OOKYMEHTOB.

2.17.3. JOKYMEHTbl MOXHO XpaHWTb B 3NEKTPOHHOM dopmaTte npu yCroBuu
Haanexawle  Barmgauunm  3fIEKTPOHHOW  CUCTEeMbl W CYLLIECTBOBaHUSA
[JOrOBOPEHHOCTEN NO 3almTe CUCTEMbI, OOCTYNY W Pe3epBHOMY KOMUPOBaHWIO
OaHHbIX. B cnyyae nepeBoga [OKYMEHTOB 13 DyMaxkHOro cpopmaTa B 3NEKTPOHHbIN
npouecc nepeesofa AO/MKEH rapaHTMpPoOBaTb COXPaHEHME BCEW WHGOpMauun B
OpurMHansHoM chopmate 1 obecneyeHne CoOXpaHeHNs1 YNTAEMOCTM Ha MPOTSKEHUM
BCEro BpeMeHW XpaHeH s CpeacTBamMm, UCMOSb3yeMbIMU ANS XPaHEHUS.



217.4. B cnyyae norrnoweHus Apyron opraHu3auunen 6usHeca pepxatens
PErMCTPaLMOHHBIX YOOCTOBEPEHUA BCE AOKYMEHTbI LOIDKHbI ObITb nepedaHbl U
COXpaHeHbI B MOSIHOM o6 beMme.

2.18. TpeboBaHus K cMcTeMe Ka4yecTBa Npu generupoBaHnmn
AepxarefieM permcTpaumMoHHbIX yA0CTOBEPEHUIN BbINOJTHAEMbIX
¢hyHKUMI no hapmakoHaa3opy

2.18.1. [JepxaTenb perycTpauuoHHOro YAOCTOBEPEHUS MOXET AenermposaTb
BCE WM YacTb CBOWX 3a4a4y Nno dpapMakoHaasopy, Bktovasa dyHkuum YJ1O, apyrown
opraHusauum unm rmuy (ecnm K Takomy nmuy MOryT ObiTb MPUMEHEHbI Takue xe
TpeboBaHus, Kak K opraHu3auuu). [Npn 3TOM OTBETCTBEHHOCTb 3a BbIMOSIHEHUE
3agad u obsszaHHocTenm Mo dapmakoHag3opy, obecrneveHve KavecTBa M
LefIoCTHOCTb CUCTEMbI dlapMakoHag3opa HeceT fepxaTenb perncTpauuoHHOro
YOOCTOBEPEHNS.

2.18.2. B cnydyae generMpoBaHus onpefesieHHbIX 3agad no ¢apMakoHags3opy
JepXxaternem permcTpaumoHHOro yaoCTOBEPEHNS OPYrON OpraHu3auun gepxatesb
pPerMcTpaunoHHOTO YOOCTOBEPEHUS HECET OTBETCTBEHHOCTb 3a NPUMEHEHUE
3hEKTMBHON CUCTEMbI KayecTBa MCMONMHEHWUS OaHHbIX 3agad. TpeboBaHus K
cucteme dapmakoHaa3opa, ornpegendemole Hagnexawen NPaKkTMKON
rapMakoHag3opa, Takke MNPUMEHSIIOTCA K ApYrod opraHusaumu, KOTOpPOW
JenerMpoBaHbl 3agayn.

2.183. Tlpn perervpoBaHuM 3adad  [pyron  opraHusauuv  [epxaTerb
PervcTpaLmnoHHOro  YOOCTOBEPeHUs obecneynBaeT nogpobHoe, uYeTkoe U
MOCTOSIHHO  OOHOBMNsieMOe  [OKYMeHTanbHoe  OOPMITEHME  KOHTPaKTHbIX
OOrOBOPEHHOCTEN MeXay JepXaTeneM perMcTpaumMoHHOro yAOCTOBEPEHMS W
Opyron opraHusaumen ¢ OonMcaHWeM [OOroBOPEHHOCTEN MO AenerMpoBaHHbIM
3agadyaM N OTBETCTBEHHOCTU Kaxgon u3 cTopoH. OnucaHue agenermpoBaHHOMN
AesaTenbHOCTU U (Mnn) ycnyr JOmkHO BbITb BKMIOYEHO B MacTep-dann cUcTeMbl
dapmakoHagsopa. [pyras opraHusauus MoOXeT nogBepratbCa nNpoBepkam Mo
YCMOTPEHUIO YNONHOMOYEHHOTO OpraHa B COOTBETCTBYIOLLEM rOCyAapCcTBe-YneHe.

2.18.4. B uendax KOHTPONs BbINOMHEHUA KOHTPAaKTHbIX [OFOBOPEHHOCTEN MO
hapMakoHag30py pPeKoMeHOyeTCs BbINOMHEHUE OepXaTernem permcTpauMoHHOro
YOOCTOBEPEHNS PerynspHbIX ayauToOB OpraHv3auuin, KOTopbiM 6binn genermpoBaHsl
GyHKLMM No dhapmakoHaa3opy.

2.19. O6wme ob6513aHHOCTH NO (hapMaKOHaA30pPy B paMKax
MeXAyHapoAHbIX 4OrOBOPOB M aKTOB, cocTaBnsawLwWwmux npaso Cor3sa

2.19.1. YNonHOMOYeHHbIE OpraHbl rocygapCcTB-4IeHOB HECYT OTBETCTBEHHOCTb
3a BbINOMHeHWe 3agady no  ¢apMakoHaa3opy, Bo3faraeMblX Ha  HUX
3aKkoHO4aTenbCTBOM rocygapcTBa-dfeHa, MeXayHapoAHbIMM — JOoroBopamMu U
akTamu, cocTasnsowmmm npaso Coto3a. C 3Ton Lesnblo Kaabli YNOSIHOMOYEHHbIN
opraH rocygapcTBa-uneHa  obecneymBaeT  PyHKLMOHMPOBAHME  CUCTEMbI
dapmakoHag3opa, co3gaeT M NpUMeEHsieT Hagnexawlyro 3dEKTUBHYKD CUCTEMY
KayecTBa OCYLLECTBNSEMON AeATerNbHOCTH No hapmMakoHaa3opy.

2.19.2. TocymapcTBa-umneHbl  COTpyOHMYalOT C  Uenbi  NOCTOSHHOro
COBEpLUEHCTBOBaHNA CcUCTeM apmMakoHaa3opa MO  OOCTUXEHUIO  BbICOKMX
CTaHOapToOB 3alWThbl 340pOBbsl OOLLECTBEHHOCTM, BKIOYas WCMNONb30BaHUe
06BbEAUHEHHBIX PECYPCOB B LIEMAX ONTUMU3ALUM UCMOMb30BaHUSA MMEIOLLEICS
pecypcHon 6a3bl B pamkax Cotosa.

2.19.3. TocypapcTBa-yneHbl ONPedenstoT KOHTAKTHble TOYKM C  LEnblo
YNPOLLEHNS1 B3aUMOAENCTBUS  YMONMHOMOYEHHbBIX OPraHoB roCyAapCTB-YSIEHOB,
Jepxarternen perMcTpaumMoHHbIX YOOCTOBEPEHWA W nud, NpencTaBnaoLmX
nHGopMaLmio no drapMakoHaa30py.



2.20. DYHKLMUN YNONTHOMOYEHHbIX OPraHOB rocyfapCcTB-4N1eHOB

2.20.1. Kaxxgoe rocygapcTBO-USieH JOMMKHO Ha3HauYUTb YNOSTHOMOYEHHbIA OpraH,
OTBETCTBEHHbII 3a OCYyLLECTBNEHNE dhapmakoHaa3opa.

2.20.2. Kaxxabln yNONMHOMOYEHHbIV OpraH rocyaapcTBa-yneHa AOofmKeH BHEAPUTL
n obecneuntb adpekTMBHOE (DYHKLMOHMPOBaHME CMCTEMbI (bapMakoHag3opa npu
BbIMOSIHEHMN CBOMX 3adady M yyacTum B OeATernbHOCTU Mo dhapMakoHag3opy B
pamkax Coto3a. B 4aHHOM KOHTEKCTE YNOSIHOMOYEHHbIN OpraH rocygapcTBa-yneHa
OTBEYAET 3a KOHTpOSib Ge30MacHOCTU KaXaoro JiekapCTBEHHOrO npenapara,
3aperncTpupoBaHHOIO Ha TEPPUTOPUAX roCyAapcTBa-yneHa.

2.20.3. 3agaun n 06a3aHHOCTM YNOSIHOMOYEHHbIX OPraHOB roCy4apCTB-UreHoB
no dapmakoHaa3opy BkMYalT B cebs coTpygHMYecTBO nNpu OGHapyxeHun
CUrHarmoB W NPUMEHEHWE Mep  MUHMMM3aUMM  pucka npyu  NPUHATUK
COOTBETCTBYOLLMX PELIEHNN.

2.20.4. YNONMHOMOYEHHbIE OpraHbl rocygapCTB-4YNieHOB OTBEYaloT 3a NpPOBEPKY
OCYLLECTBIEHUs aepxarenamu perncTpaLnoHHbIX YAOCTOBEPEHUI
rapmakoHaf30pa NeKapCTBEHHbIX MpenapaTtoB Ha CBOEW TeppuTopuu, BKo4vas
BbIMOSIHEHME MHCNEKLUA cMcTeM hapMakoHaa3opa AepxaTenen perncTpauoHHbIX
YAOCTOBEPEHMA.  YMOMHOMOYEHHBIM ~ OpraH  KaXKdoro  rocygapcTBa-dfieHa
obecneynBaeT MpeacTaBreHne BCEX [aHHbIX MO Kaxdow w3 npouedyp no
cdapmakoHag3opy B YMNOMHOMOYEHHbIE OpraHbl ApYyrMx rocyaapcTB-4YrieHOB B
COOTBETCTBMM C 3aKkoHOOAaTenbCTBOM rocydapcTBa-dneHa, MexayHapoaHbIMU
AoroBopamu 1 aktamu, cocTtasnsowmmm npaso Cotosa.

2.21. NMnaHupoBaHMe roTOBHOCTU K hapMakoHaas3opy npu
BO3HUKHOBEHWUMU IKCTPEHHbIX CUTYyauuin B o6LLLEeCTBEHHOM
3QpaBOOXpaHeHUun

2211. Cwuctembl  dapMakoHags3opa  AepxaTenen  perycTpauyOoHHbIX
YOOCTOBEPEHUA U YMOSNTHOMOYEHHbIX OpPraHOB rOCYOapCTB-YNEHOB AOMKHbI ObiTh
aJanTUPOBaHbI K SKCTPEHHBLIM CUTYyaUMsM B OOLLECTBEHHOM 34paBooxXpaHeHuu. Mo
Mepe HeOBXOANMOCTHU LOPKHbI ObITb pasdpaboTaHbl MiaHbl FOTOBHOCTM.

OKCTpeHHas cuTyauus B OOLUECTBEHHOM 3[4paBOOXpaHeHWn npeacTaBnseTr
cobon yrposy obLUecTBEHHOMY 3[00pOBbI0, NMPU3HaHHY0 BcemMupHon opraHusaumen
3apaBooxpaHeHus (BO3) nmbo ynonHOMOYEHHBIMM OpraHamm rocy4apcTB-4YEHOB.

TpeboBaHua dapMakoHaz3opa K 3KCTPEHHbIM CUTyauusMm B O6LUECTBEHHOM
3[paBOOXPAHEHUM OLIEHNBAIOTCS YNOMHOMOYEHHbLIMW OpraHamMy rocy4apCTB-4reHoB
Ha wuHamBuAyanbHo ocHoBe. O TpeboBaHUsIX hapMakoHag3opa coobliaeTcs
aepxarensam PErMCTPaLMOHHBIX  YOOCTOBEPEHUN n 06 LLECTBEHHOCTW.
YMNONMHOMOYEHHbIE OpraHbl FOCYAApPCTB-YNIEHOB NyOnmKylOT yBeooMIeHus 06
3KCTPEHHBIX CUTYaLMSIX HA CBONX OdMLIMANbHbIX CanTax.

3. MacTtep-chann cucrtembl papmakoHagsopa

3.1. CTpyKTYypbI U Nnpouecchbl



3.1.1. Mactep-thann cuctembl papmakoHag3opa npegHasHavyeH A onncaHust
cuctembl  bapmakoHagsopa M JOKYMEHTMPOBAHHOIO  MOATBEPXKOEHMS  ee
COOTBETCTBUS TpeboBaHnsIM 3aKoHogaTenbcTBa rocygapCTB-4JIEHOB,
MeXOyHapO4HbIX AOrOBOPOB M akTOB, cocTaBnsaowmx npaso Coto3a. Mactep-chann
No3BONAET Haanexawmm o006pa3oM OCYLEeCTBUTb NMaHUMPOBaHUE W MNPOBEAEHME
ayguToB  CUCTEMBbI drapmakoHag3opa  Aepxarenem perncTpaLmnoHHOro
YOOCTOBEPEHMS,, a Takke WHCMNEKTUPOBAHUA  YMNOSIHOMOYEHHBIMW  OpraHamu
rocygapcte-uneHoB. MacTep-cpain  BknmovaeT B ceba 0630p cucTembl
hapmakoHag3opa gepxaTtens perMcTpauMoHHOrO yAOCTOBEPEHMUS, YTO NO3BONSeT
coenatb ee 00Uyl OLEHKY YNONMHOMOYEHHbIMU OpraHaMu rocydapcTB-YfieHOB Ha
perMcTpaunoHHOM U MOCTPErMCTPaLNOHHOM 3Tanax.

3.1.2. CoctaBneHne macTep-paina U  akTyarmsauuss  uHdopMaumu,
coaepxallenica B HeM, NO3BOMAT AepXaTento perncTpaLuoHHOro YaoCTOBEpEHNS
1 YNONHOMOYEHHOMY N1Ly No dhapmMakoHaa3opy:

ybeantbcs B TOM, 4YTO cuUcTeMa papMakoHad3opa BHeOpeHa CornacHo
TpeboBaHUAM 3aKkoHoA4aTENbCTBA roCY4apCTB-4YNEHOB, MEXOyHapOOHbIX JOrOBOPOB
N aKToB, cocTaBnsAowmx npaso Cotosa;

NoATBEPAUTL COOTBETCTBUE CUCTEMbI AENCTBYOLLMM TpeboBaHUAM,;

nony4nTb MHAOPMaLIMI0 O HeJocTaTkax CUCTEMbI UMK BbISIBUTL HecobriioaeHne
TpeboBaHui;

nony4nTb WMHAQOPMaUMIO O puckax unu HedddeKTUBHOCTU  BbINOMHEHUS
onpeaerneHHbIX HanpaBreHnn AeaTenbHOCTU No dbapMakoHaa3opy.

3.1.3. Ucnonb3oBaHne macTtep-danna cnocobcTByeT onTMMM3aUuM npolecca
Hagnexallero ynpaeneHWs CUCTEMOW, a Takke COBEPLUEHCTBOBAHUSI CUCTEMbI
dapmakoHag3opa. TpebGoBaHust K NMpeaCTaBEHMIO KPaTKOro OMMCaHUS] CUCTEMBI
dhapmakoHag3opa AepxaTtens pPermcTpauuoHHOro yAoOCTOBepeHus B dopme
MacTep-gpanna, a TakKXe XPOHOSIOMMsi BHECEHMS COOTBETCTBYIOLLMM OpraHom
M3MeHeHMn  obreryaloT  MnaHvpoBaHve U 9bdeKTMBHOE  npoBegeHve
YMOSIHOMOYEHHbIMW  OpraHamMn rocy4apCTB-YNEHOB WHCMEKLUA Ha OCHOBaHWUU
MeTOAa OLEHKN PUCKOB.

3.2. PerucTtpauunsa u nogaepxxaHue macrtep-cdanna

3.2.1. MecToHaxoxaeHue.

MacTep-thain  cucTembl  (papMakoHag3opa OOMKEH  HaxoouTbCs  Ha
TEPPUTOPUSAX TOCYLapCTB-YMEHOB, MO0 B MEeCTe BbINOMHEHNS OCHOBHOW
OesaTenbHOCTM  No  dhapMakoHags3opy, mmbo B MecTe, B  KOTOpPOM
KBanMdwUMpOBaHHOE §nMLO OTBeYaeT 3a OcCyliecTBrieHne dapMakoHaasopa,
He3aBncumo oT dropmaTa (6yMaxHbIV UMM ANEKTPOHHBIN). YNONMHOMOY€EHHbIA OpraH
rocygapcTea-yneHa AormkeH ObiTb NPOMH(OPMMPOBAH O MeCTEe pPachOroXeHUs
mMacTep-dhanina, a Takxke OOIPKeH He3amearmTernbHO MHAOPMUPOBATLCS O NOBbIX
M3MEHeHVsX MecTa ero pacnonoxeHusi. Tpebyemasas wuHdopmaums no
pacnonoxeHuto mMactep-canna BkrovaeT B cebsl ykazaHue Ha MeCToHaxoXaeHue
(appec) poepxatens perucTpaLyoHHOroO yAOCTOBEPEHUS] UNU TPETLEN CTOPOHbLI MO
cornawieHnio. JTOT adpec MOXeT OTnMdaTbCa OT ajpeca 3asBuTens unm
Jepxartensd permcTpauuoHHOro YOOCTOBEPEHWUsl, Hanpumep, B Clydyae ykasaHus
agpeca gpyroro odwmca Aepxatend perncTpauMoHHOrO YAOCTOBEPEHUA WU B
Clyyae BbIMOSIHEHNSI OCHOBHOWN AEATENbHOCTU TPeTben CTOPOHON MO COrfaLleHuIo.
MNpn onpegeneHWn OCHOBHOMO MeCTa OCYLIECTBMEHUS AeATenbHOCTU  no
dapmakoHag3opy Aepxartefb  PeryucTpaumoHHOro  YAOCTOBEPEHUS  [AOIDKeH
YUUTbIBaTb Haunydllee MeCcTOHaxoxdeHue Ans cucteMbl dapMakoHagsopa B
uenom. [epxatenb  perucTpauMOHHbIX  YOOCTOBEpPEHUA  OOIKEH  UMETb
cooTBeTCTBylOllee O0BOCHOBaHME [ANs MNPUHATUS peLleHMs O  pacnorioXeHun
mMacTep-ganina. B cutyauun, korga OCHOBHasi AeATeNbHOCTb OCYLLECTBNSETCH 3a
npegenamy Coto3a nnm HEBO3MOXHO ONpeaenMTb OCHOBHOE MECTOHaxXOoXaeHme, No
YMOMYaHNI0 MeCTOHaxoXaeHneM mactep-hanna SBnseTcs MecTo OCYLUECTBEHNS
OeaTenbHOCTM YNONMHOMOYEHHOro vua no hapmakoHaa3opy.

3.2.2. Nepenaya ob6a3aHHOCTEN NO MacTep-canny cuctemol doapmakoHaasopa.



3.2.2.1. lNepepayy wnu penermpoBaHne 0OS3aHHOCTEN U OEATEeNbHOCTM MO
mMacTep-ganny CUCTEMBI dapmakoHaa3opa HeobxogMmo odopmMIATb
OOKYMEHTansHO W KOHTpPOrnupoBaTb C LUernbilo MNOoOTBEPXOEHWUS  BbINOMHEHUS
aepxateneMm  perucTpaumoHHbIX — YOOCTOBEPEeHWn  CBOMX  0Bsi3aHHOCTEN.
YRNonNHOMO4YeHHOEe NnLLO No drapmMakoHaa30py AOIMKHO ObiTb NPOMHGOPMUPOBaHO 06
M3MEHEeHNsX, BHOCKMMbIX B MacTep-chann cuctembl hapmakoHaasopa B Lensix
BbIMOMHEHNA WM MOMHOMOYMA MO  BHECEHWIO U3MEHEHUWA C  Lenblo
COBEPLUEHCTBOBAHUSI CUCTEMbl.  TuMbl  U3MEHEHWIW, O KOTOpbIX creayet
He3amennmMTensHO MHOPMMPOBATL YNONHOMOYEHHOE NLLO Mo GdapMakoHaA30pY:

U3MEHEHWS, BHOCWUMblE B MacTep-anin cuctembl dapmakoHagsopa, wm
N3MEHEHNE ero MECTOHAXOXOEHWS, CBEAEHUS] O KOTOPbIX OOIDKHBbI CoobLAaTLCSA B
YMONHOMOYEHHbIE OpraHbl roCYAapCTB-4YSIEHOB;

nobaBneHne KOppekTUpyWmMx 1 (unu) npegynpeamnTernbHbIX MeponpusTUin B
mMacTep-cpavn  cucTembl  (papmakoHagsopa  (Hanpumep, MO pesynsTatam
npoBedeHuss ayauToB N MHCMNEKL M) 1 ynpaBneHne OTKIOHEHUSIMU OT NpoLEecCcos,
yKa3aHHbIX B CUCTEME YNpaBneHusi Ka4eCcTBOM CUCTeMbl dhapMakoHaa3opa;

M3MeHeHVs, BHOCUMble B CcoOAepxallyiocs B MacTep-canne wuHdopmauumio,
KOTOpble  YOOBMETBOPSIOT  KPUTEPUAM  HaAneXallero KOHTpPOns  CUCTEMbI
dapmakoHan3opa (B paMKkax MOLUHOCTM CUCTEMbI, (QYHKLMOHMPOBAHUS U
cobnogeHus TpeboBaHuin);

U3MEHEHWS1 YCTaHOBMEHHOW AOroBOPEHHOCTU O NpeAcTaBrieHun MacTep-gainna
cuctembl hapmakoHaa30pa B YNONHOMOYEHHbIE OpraHbl rocy4apcTB-YNeHOB.

3.2.2.2. YNonHoMo4eHHoe rmuo no dpapmakoHag3opy OOfPKHO B NMUCbMEHHOM
BUE NOATBEPOMUTL €ro YyBeAOMSEHNE B OTHOLLEHWUWN CreayIOLLMX U3MEHEHWI:

BKIMOYEHWE IieKapCTBEHHbIX MnpenapatoB B cucTeMy hapmakoHaasopa, 3a
KOTOpYIO OTBEYaEeT YNorHOMOYEeHHOEe N1Lo B hapmakoHansopy;

nepegada obsi3aHHOCTEN MO cucTeme bapMakoHaa3opa YMOSIHOMOYEHHOMY
nmuy no dhapmakoHag3sopy.

3.3. OnucaHue cuctem chapmakoHagsopa



B macTep-dhanine cuctemsl hapmakoHag3opa JosmkHa OblTb onucaHa cuctema
dapmakoHag3opa 1 wnm  0Oonee nekapCTBEHHbIX MPEnapaTtoB AepxaTens
permcTpaumnoHHbix ygoctoBepeHud. K pasHbiM  KaTeropusam  NeKapCTBEHHbIX
npenapaTtoB AepXaTerfb PerMcTpauuoHHbIX YAOCTOBEPEHUA MOXET MNPUMEHNATb
pasHble cucTembl hapmakoHaasopa. Kaxgass Takaa cuctema JosmkHa ObiTb
onncaHa B OTAENbHOM MacTep-ghanne cucTtemMbl dilapMakoHagsopa. OTu macTep-
(hannbl JOPKHBI B LLENTOM OXBaTblBaTb BCE NeKapCTBEHHbIe npenapaTthl gepXaTens
perncTpaumoHHbIX YOOCTOBEPEHWUA, Ha KOTOpble BblAaHO YOOCTOBEPEHWEe O
rocygapCTBEHHOM perncTpawun.

B cnyyae ecnm y Oepxatens  perMcTpauMoOHHbIX — YOOCTOBEPEHUN
dyHKUMOHMPYET Gonee 4Yem 1 cuctemMa (hapMakoOHag30pa,  Hanpumep,
cneunguyeckne cucteMmbl papMakoHag3opa AnS  onpedeneHHbIX  BMOOoB
NeKapCTBEHHbIX MpenapaToB (BakUWHbI, CaHWTaPHO-TMIMEHUYECKas MpoayKuus 1
T.4.) WM cuctema dpapmMakoHag3opa OXBaTbliBAET JleKapCTBEHHble Mpenapartbl
bonee 1 pepxaTtensa perMcTpaumOHHbBIX YOOCTOBEpeHuW, npeacTtasnserca 1
MacTep-gann cuctembl hapMakoHaa30pa, ONUCHIBAKOLLMIA KXY CUCTEMY.

[epxatenem permcTpaumoHHOrO YOOCTOBEPEHUS OOIMKHO ObiTb HasHaA4eHo
YMNONMHOMOYEHHOE IMUOo Mo diapMakoHag30py, OTBETCTBEHHOE 3a co3faHve U
BedeHne cucTembl bapMakoHag3opa, OnuMcaHHOW B MacTep-hanne cuctembl
dhapmakoHaa3sopa.

Ecrnm 1 cuctema drapmakoHagsopa UCNOMb3yeTCH HECKOMNbKUMW AepKaTensamu
pPermcTpaumnoHHbIX  YAOCTOBEPEHUN, KaxKObIA  AepxaTeflb  pPerMcTpauMoHHbIX
YAOCTOBEPEHU HeceT OTBETCTBEHHOCTb 3a Hanmume macTtep-danna CuUcTeMbl
drapmakoHag3opa, B KOTOPOM OnucaHa cuctema gpapmakoHag3opa BbliMyCKaeMon
UM npogykumn. [epxaTenb  perMcTpauMoHHOIO  YOOCTOBEPEHUST  MOXET
AenermpoBaTb Yepes3 NUCbMEHHOE CornalleHne (Hanpumep, NapTHePY No NNLEH3UN
unm cybnogpsgunky) YacTb  OEATENbHOCTM WM BCHO  AeATEeNbHOCTb MO
dhapMakoHaf30py, 3a Haanexallee BbIMOSIHEHNE KOTOPOW HECET OTBETCTBEHHOCTb
Jepxarternb perncTpaumoHHOro yaoctosepeHusi. B atom criyyae macTtep-cdhann
cucTembl (papmakoHaasopa gepxatens perMcTpaLoHHOTO YO0CTOBEPEHNS MOXET
UMETb MEPEKPECTHYIO CCbINIKY Ha MacTep-hann unM Ha 4YacTb MacTep-danna
cuctembl dpapMakoHag3opa, YNpaBfsieMOro CUCTEMOW CTOPOHbI, KOTOpoW Obina
JenerMpoBaHa AesTeNbHOCTb Ha OCHOBaHWM COrMalleHWs O A0CTyne K OaHHOW
MHGOPMaLMM CO CTOPOHbI AepXxaTens perMcTpaumoHHOrO YyAOCTOBEpPEHUA W
YMOSIHOMOYEHHbIX OPraHoOB rocyAapcTB-yneHoB. [epxartenb perncTpalnoHHOro
YAOCTOBEPEHNA [OSkeH obecneyntb COOTBETCTBME COAEPKAHWUS CCbINIOYHbIX
dannoB cucteme apmakoHagsopa, NPUMEHNMOMN K NleKapCTBEHHOMY npenapary.

B cooTBeTCTBYIOWMX Crydasix B NPUSIOXKEHUN YKa3blBaeTCs NnepevyeHb MacTep-
dannoB cucTembl drapMakoHans3opa, MNOAAEPKMBAEMbIX OAHMM OepXaTenem
permcTpaumnoHHbIX yooCcTOBepeHun. B npunaraemyro MHopmMauuio BKOYaTCA
OaHHble O MEeCTOHaxoXOeHuM MacTep-annoB, wHdopmauma o6 YN u
COOTBETCTBYIOLLUMX NEeKapCTBEHHbIX NpenapaTax.

B kpaTkonm uwHcopmauun, npeacTtaBnsgeMon B YNOMHOMOYEHHbIE OpraHbl
rocygapCTB-4IieHOB, HE MOXET BbITb YKa3aHO HECKOSbKO MECT HaXOXOeHWs1 O4HOro
MacTep-danna cuctembl dbapMakoHag3opa.

Mpyn penervpoBaHuM AeATeNnbHOCTUM MO cucTeme bapmakoHagsopa U ee
MacTep-ganny  gepxarternb perMcTpaumoHHOrO  yOOCTOBEpPEHUS HeceT
OTBETCTBEHHOCTb 3a cuctemy hbapmakoHaasopa, NpeacTaBneHne nHgopMaummn o
pacnonoXxeHun MacTtep-ganra cucTembl drapMakoHag3opa, BedeHuM MacTep-
aina cuctemMbl dpapMakoHag3opa W ero npeacTtaBneHnM B YMONHOMOYEHHbIe
opraHbl rocyapCTB-4YieHOB MO 3anpocy. B Hanmmumm omkHbl OblTb NMUCbMEHHbIE
cornalleHns ¢ onucaHueM yHKLMN KU 0BsiI3aHHOCTEN MO MacTep-channy CUCTEMBI
hapmakoHag3opa, ero NpeacTaBneHno N NoAAepPKaHU, a Takxe OCYLLECTBEHUIO
dhapmakoHag3opa.

Mpy mMcnonb3oBaHUM cUCTEMbl (hapmMakoHaA30pa HECKOMbKUMU AepKaTensamu
perncTpaumnoHHbIX YO0CTOBEPEHNIA peKkoMeHayeTCH, YTobbl MapTHepb! corracoBanm
COBMECTHOE Be[EeHMEe COOTBETCTBYHOLWMX pa3gerioB B paMkax CBOMX MacTep-
gannoB B cucteme. O JOCTynNHOCTM MacTep-channa cuctembl bapmakoHaasopa
ONa gepxatenen permcTpaunoHHbIX YOOCTOBEPEHUA W €ro npeacTaBfieHnn B
YMOSIHOMOYEHHbIE  OpraHbl  FOCYAapCTB-U/IEHOB AO/PKHO ObiTb  yKka3aHo B
MACbMEHHbIX —cornawleHnsx. BaxHo, 4ToObl Aepxatenb  perncTpaMoHHbIX
yaoCTOBeEpeHun  ybegunca B TOM, 4TO cucTema  dpapmMakoHaasopa,



pacnpocTpaHsemMasl Ha WX MPOAYKUMIO, COOTBETCTBYET  HeobXOAMMbIM
TpeboBaHusIM.

3.4. O6sa3aTtenbHasa nHdopmauua B mactep-tpanne cuctemol
cdapmakoHaasopa

MacTtep-chain  cucTembl papmakoHag3opa [OIkKeH BKMovaTtb B cebs
OOKYMEHTbI C OnncaHnem cuctembl doapmakoHaasopa. CogepxaHve macTtep-danna
cucTeMbl hapMakoHaa3opa [OOSPKHO OTpaxaTb [[OCTYMHOCTb MHAopMauum Mo
6esonacHocTn NEeKapCTBEHHbIX  NpenapaTos, 3aperMcTpupoBaHHbIX B
rocygapctBax-yneHax. MacTep-goaiin [OoiPkeH WMMEeTb OffaBfieHMe C  Lenblo
obecneyeHnss BO3MOXHOCTN OPUEHTUPOBAHMS B JOKYMEHTE.

3.4.1. Pasgen mactep-danna 06 YJ19.

WHdopmaums o6 YJ1d B macTep-danne gormkHa BKtodaTh B cebs:

onuncaHve oba3aHHOCTEN, rapaHTUPYOWMX Hammyune y YJ1® cooTBEeTCTBYHOLLMX
MonHOMOuMIA Mo cucteMe dhapmakoHag3opa C Lenbio obecneveHnsi, CogencTanst n
MOBbILLEHUS] YPOBHA COOTBETCTBUSI TPeOOBaHMAM;

KpaTkoe pe3tomMe C OCHOBHOM nHdopmMaumen o porim YJ1O;

KOHTaKTHyl0 wuHdopmaumio o6 YIIP, koTopas [JorkHa BkMNovaTb B cebs
dammnuio, NOYTOBLIM agpec, HoMepa TeredoHa, drakca, 3NIEKTPOHHYI0 MOYTY U
pabouun agpec;

UHGOPMALINIO O NPUMEHEHUN Pe3epBHbIX COMMalleHWid B Clyyae OTCYTCTBUSA
YJ1®. B cnyyae genermpoBaHns onpeferneHHblix 3agad YJ1® nHomMy McnonHuTento
nepeyeHb AenerMpoBaHHbIX 3agavy AoikeH ObiTb BKIOYEH B MPUMOXeHWUs C
yKasaHWem onvMcaHusa AenerMpoBaHHON OeATEenbHOCTU M ful, KOTOpbIM OHa Bbina
OenerMpoBaHa;

onvcaHve Kkeanugukaumm n onbita YJ1®0, Meomx OTHOLLEHNE K AeATENbHOCTH
no dsapmakoHag30py.

3.4.2. Pasgen macTtep-gpavina o0 oOpraHu3aLMOHHOW CTPYKTYype nOepxatens
PErMcTPaLOHHOMO YAOCTOBEPEHUSI.

3.4.2.1. Heobxogumo npeactaBuTb OMUCaHWE OpPraHM3auMOHHOW CTPYKTYpbI
COOTBETCTBYIOLLEN CUCTEMbl (PbapMakoHaz3opa Jepxarensd perncTpauMoHHOro
yooctoBepeHus. OnucaHue [OMKHO [JaBaTb 4YETKOe npeacTtaBfeHve o
3a[leMCTBOBaHHbIX OpraHu3aunsX, OCHOBHbIX CTPYKTYPHbIX MoApasaeneHns,
3aHMMaroLWLmMxcsa hapmMakoHa30poM, Y B3aMMOOTHOLLEHUAX MeXOy opraHv3aunsmm
N CTPYKTYPHbIMM NoApasfeneHnsMy, MMEKLWMMN OTHOLLEHWE K  BbINOMHEHWUIO
aedarenbHocTu No hapmakoHaasopy. B macTep-dhaine cuctembl chapmakoHagsopa
AorrkHa BbITb NpeacTaBneHa crneayowas nHdopma ms:

opraHu3auMoHHasa CTPyKTypa AepaTens pervcTpauuoHHOro YAOCTOBEpEeHUs,
BKMOYas ykasaHue nonoxeHuns YJ1® B opraHusaumu;

agpec MecTa HaxoXOeHus, No KOTOPOMY OCYLLECTBISEeTCS AesTernbHOCTb Mo
cdapmakoHan3opy, Bkmoyass cbop M OueHKY WHAMBMAYaNbHbIX COOOLLEHWA O
HexxenaTenbHbIX peakumsx, BBod cooblueHun B 6a3dy AaHHbIX No Ge3onacHocTy,
noaroToBKy Nnepuogm4eckoro 06HOBNSAEMOro otyeTa no 6€30nacHoOCTU, BbISIBIIEHNE
W aHanM3 CurHanoB, BefeHve TMfaHOB YNpaBMeHns puckamu, ynpasreHue
npoBeAeHNeM npeaperucTpaLuoHHbIX U NOCTPErMcTPaUmMOHHBIX UCCneqoBaHUA n
yrnpaBfieHue MU3MEHEHNsMW, BHOCUMbIMW B WHdopMauuio no 6HesonacHoCcTU
nekapcTBEHHOro npenapara.

3.4.22. Pasgen wmacTtep-haina O [OeATenbHOCTU Mo  dhapMakoHad3opy,
nepegaBaemMon Ha ayTCOPCUHT.

3.4.2.21. Mactep-dann cuctembl apmakoHag3opa [AOSDKEH CcoaepxaTtb
onucaHve [fOesaTenbHoCcTM M (M) ycryr Mo BbIMOSIHEHUKO 00s3aTenscTB Mo
drapmakoHaa30py, nepegaHHbIX Ha ayTCOPCUHT.



3.4.2.2.2. NHdopmauma B pasgene [[OibkHA codepxaTb MNOATBEPXOEHUE
B3aMMOCBS3W C  AOPYMIMA  OpraHu3auMOHHbIMKM  CTPYKTypamu  (Hanpumep,
cornaileHne 0 COBMECTHOM MapKeTMHre fiekapCTBEHHOro npenapara, cornalleHve
O BbINOMHEHUN OEeATENBHOCTN NO dapMakoHaA30py nogpsavnkamMu, a Takxke UHbIe
KOMMepYeckue cornaiueHunst). Heobxogmmo ykasaTb MECTOHaxXOoXaeHne U onucaTtb
CUCTEMY WMEIOLMXCSA COrMMalleHnn O AeATenbHOCTU Mo  dhapmakoHaa3opy,
nepegaBaemon Ha aytcopcuHr. OnuMcaHue CUCTEMbl COMMaleHUn MOXET ObITb
COCTaBIEHO B BMAE NepeyvHs unm Tabnuubl. MNpy onMcaHnum cucTemMbl COrMaLLeHnn B
B/ae Tabnmubl NPUMBOASATCSA CBedeHMs 00 y4acTBYHOLMX CTOPOHaX, MPUHSITbIX
obs3aTenbCcTBax, JIEKAapCTBEHHbIX Mpenapatax Mo KOTOPbIM OCYLLECTBISETCS
drapmakoHag30p N TEPPUTOPUAX rOCYAaPCTB-YIIEHOB Ha KOTOPbIX OCYLLIECTBMAETCS
dapmakoHagsop. [lpu onucaHum CUCTEMbI COMMALWEHWA B BuOE MEPEeYHs €ero
CTPYKTYPUPYIOT MO BMAaM WCNOfMb3yeMblX YCryr (Hanpumep, npencTaBreHve
MEeOVLMHCKON MHopMauuy, ayautopckme ycnyrv, obecneyeHve nporpamm
NnoadepXKm naumeHToB, o00paboTka pfaHHblx 06 unccrnegoBaHusix),  Buaam
KOMMEpPYECKUX COrMalleHn (corralieHne o AUCTPUOLIOUMM  NEKAPCTBEHHbIX
npenapaToB, COrMaleHNe 0 COBMECTHOM MapKETUHIe, COrMalleHne O COBMECTHbIX
npaBax Ha pPerncTpalMoHHOe YAOCTOBEpPEHME, M T.4.) U BuOaM TEXHUYECKOro
obecnevyeHnss geaTenbHOCTM Mo hapmakoHaa3opy (pasmeLleHMe KOMMbIOTEPHbIX
CUCTEM Ha cepBepax MnpoBangepa, apxXvMBUPOBaHWE W XpPaHEHWE AaHHbIX Mo
hapmakoHagsopy u T.4.). Konum oTaenbHbIX corfalleHuin NpeacTaBnsaiTcs Mo
3anpocy YMOSIHOMOYEHHbIX OPraHoOB FOCYAApPCTB-YSIEHOB MM B XOA4e MpOBeaeHUs
WHCMNEKLMM 1 ayguTa, X NnepeyeHb NPMBOAUTCSH B NMPUSIOKEHUSIX.

3.4.2.2.3. MacTep-ghann cuctembl hapmakoHaasopa OOIPKEH coaepaTb Konum
NOAMUCAaHHbIX COrfaleHWn O TakOW 3Ha4YMMOWN AeATernbHOCTW, nepedaHHoOW Ha
ayTCOPCWHT, KakK:

okaszaHue ycnyr no dapmakoHagsopy  (YNOMHOMOYEHHOE NMUOo Mo
drapmakoHaa30py, BBOA4 AaHHbIX MO 0e30MmacHOCTW, MOAroTOBKA MEPUOLMYECKOro
obHoBnsiemoro otyeta no 6e3onacHOCTW, nNpeacTaBfeHve WHOAMBUAYaNbHbIX
COODBLLEHNI O HeXernaTernbHbIX peakLusX B 3NIeKTPOHHOM BuAe, OLeHKa AaHHbIX Mo
BesonacHoCTU U T.4.);

AenermpoBaHve AeaTensHOCTH No MacTep-dianny cuctemsl dpapmakoHagsopa.

3.4.3. Pasgen wmacTtep-panna 00 MWCTOYHUKAX MOMYYEHUs [AaHHbIX MO
6esonacHocTy.

3.4.3.1. On1caHne OCHOBHLIX OTAENOB, Kacawwmxcss cbopa MHAMBMAOYANbHbIX
COOOLLEHNI O HeXenaTenbHbIX peakuusix, AOIMKHO BKMoYaTb B cebs BCe CTOPOHbI,
OTBETCTBEHHbIE 3a COOp COOOLUEHUI, MOSflydaeMbiX MO 3anpocy, U CMOHTAHHbIX
COOOLUEHNA O HeXenaTenbHbIX pPeakuMsix Ha NekapCcTBEHHble npenaparhl,
3aperncTpuUpoBaHHbIe Ha TEPPUTOPUSX FOCYAAPCTB-YNeHOB. B onucaHve [OormkHbI
ObiTb BKJIOYEHbI MEeCTa HaxOoXOeHus MeOULMWHCKOW WHdopMauun, a Takxke
podepHme odwmchbl opraHusdaumu. OTa uHdopMaunss MOXeT ObiTb CocTaBfieHa B
dopMe cnucka C YyKasaHvem rocygapcTBa, XapakTepa AesaTenbHOCTU WU
NeKapCTBEHHbIX MNpenapaTtoB (ecnv [aHHas OedATenbHOCTb 3aBMCUT OT Buaa
nekapcTBeHHOro npenapara). ViHdopmauns o TpeTbWx CTOpoHax (mapTHepax no
NMUEH3MN, MECTHBbIM OUCTPUOBLIOTOPCKMM UMM MapKETMHIOBBLIM  COTMALLEHNSAM)
TaKXXe BKIYaeTCs B pa3aer, B KOTOPOM ONMcaHbl COrnaLleHmst.

3.4.3.2. cTouHmkn nHdopmaumm no 6e3onacHoOCTM Takxe OOIPKHbI BKIOYaTh B
ceba CnMCOK TeKyLmMX WCCredoBaHWn, PermcTpoB, NporpaMm MOAAEPKKU Win
HabnogeHnn, CNOHCHMPYEMbIX AepXaTenem perncTpaumoHHOro yaoctoBepeHus. B
cnucke pomkeH ObiTb onuMcaH (Ha MMPOBOM YPOBHE) CTaTyC Kaxdoro
NccrieaoBaHvsa Unn NporpamMmbl, COOTBETCTBYHOLLEE rOCyAapCTBO, NIEKapCTBEHHbIE
npenapatbl M OCHOBHble LenM. VIHTEPBEHUMWOHHbIE W HEWHTEPBEHLMOHHbIE
NccrieaoBaHnsa oMmkHbl ObiTh YKa3aHbl MO OTAENbHOCTU COMMacHO AENCTBYHOLLIEMY
BELEeCTBY IleKapCTBEHHbIX npenapatoB. CnOMCOK [OMkeH codepaTtb Bce
uccnenoBaHus (Mporpammbl), TEKylMe wuccnefoBaHusa (Mporpammbl), a Takke
nccrnenoBaHns (MporpaMmmbl), 3aBepLUEHHbIE B TEYEHME NOCNeqHuX 2 feT.

3.4.4. Pasgen macTep-danna 0 KOMMNbOTEPHbLIX CUCTEMAaX U 6asax gaHHbIX.



3.4.4.1. B mactep-chavine cuctembl bapmakoHaasopa AOIKHO ObiTb onucaHo
pacrnonoxeHue,  QyHKUUOHaNbHblE  BO3MOXHOCTM W 3KCnyaTauMoHHas
OTBETCTBEHHOCTb 3a KOMMNbIOTEPHbIE CUCTEMbl M 6asbl AaHHbIX, UCMOfMb3yeMble
Ans nonyyeHns, Bepudmkauum, npeactasneHuss uHgopmMauum no 6e3onacHoCTy m
OLIEHKW ee COOTBETCTBUSA MOCTaBMEHHLIM 3a4a4aM.

3.4.42. B cnyyae ucnonb3oBaHus psifa KOMMbIOTEPHbIX CUCTEM unM 0a3
OaHHbIX JomkHa ObITb  OMMcaHa WX MPUMEHMMOCTb K OeATeNbHOCTM Mo
rapmakoHag30py Takmum obpasom, 4Tobbl Obin NOHATEH 06bEM KOMMNbIOTEPU3aL MK
B pamMKax cucTembl papmakoHagsopa. Kpome Toro, AormkHbl ObITb ONMCaHbl CTaTyc
Banu4aLum OCHOBHbIX acnekToB (PyHKLMOHANbHbIX BO3MOXHOCTEN KOMMbIOTEPHOM
CUCTEMbI, @ TaKKe CMEeHa KOHTPOMns, CTPYKTypa MWCMbITaHWN, pPe3epBHbIE
npouenypbl M apxvBbl 3MEKTPOHHbIX OaHHbIX, HeobGxoouMble Afa cobnogeHus
TpeboBaHUA bapmMakoHag3opa, M MMetlWwascs LOKyMeHTauus. Yto kacaertcs
cucteM Ha BymaxHbIX HOCUTENsAX (KOrma 3MneKTPoHHas cucTeMa WCMNOonb3yeTcs
TONbKO AN CPOYHOro MNpeacTaBneHust  WMHAMBMAYanbHbIX  COODOLIEHMA O
HexxenaTenbHbIX peakuusix), HeobXooMMO onucatb  yrpaBreHWe OaHHbIMY,
MeXaHW3Mbl, UCMNomnb3yemble ANns obecnevyeHms LLenoCTHOCTU U JOCTYNa K AaHHbIM.

3.4.5 Pasgen macTep-hanrna o npoueccax.

3.4.5.1. BaxxHbIM KOMMOHEHTOM CUCTEMbl (papmMakoHaa3opa ABMAEeTCA Hannyune
Ha MeCTe OCYLUECTBIEHUS OEATENbHOCTU CTaHOAPTHLIX MpoLenyp B NMMCbMEHHON
dopme. B nogpasgenax 2.6, 2.9-2.12 Hactodumx [lpaBvn onucaH Tpebyembin
MUHUMarbHbIM Habop NMCbMEHHbIX Npoueayp dapmakoHaasopa. B macTtep-danne
cucteMbl bapMakoHaasopa fofrkHa OblTb OonvMcaHa uMelowascsd npoueaypHas
AOKYMeHTauus (CCbINKM Ha KOHKPETHbIE CTaHAapTHbIE onepaLMoHHbIe NpoLeaypbl,
pykoBoAcTBa M T.4.), TUNbl AaHHbIX (HanpuMep, TMN gaHHbIX 06 UHAMBMAYANbHbLIX
chnydasx HexenaTenbHbIX peakuuin) u cnocod BeaeHus 3anvcen (Hanpumep, 6asa
AaHHbIX No 6e3onacHoCcTu, BymMaxHble halrbl B MeCTe Nomy4YeHus ).

3.4.5.2. B macTtep-chain cuctembl hapmakoHag3opa OOSPKHO ObiTb BKIMOYEHO
onncaHve npoueccoB, npouenyp o06paboTkM u perucTpauuMn OaHHbIX Mpu
BbIMOSIHEHMN OEATENbHOCTM MO dhapMaKoHa430py, KOTOpble AOMKHbI BKOYaTb B
cebs criegytolme acnekTbl:

NOCTOSAHHBIA  MOHUTOPUHI COOTHOLLEHUA "Mornb3a - pUCK" NeKapCTBEHHOro
npenapara, pe3ynbTaT OLEHKN 1 MPOLLECC NPUHATUS PELLEHNS O COOTBETCTBYHOLLMX
Mepax, NPOLIECC FeHEepMPOBaHMS, BepUdmMKaLMnm U OLEHKM CUIHanoB, NosfydeHue
BbIXOAHbIX AaHHbIX M3 ©0a3 paHHbIX No 6e3onacHocTW, obMeH AaHHbIMU C
KMUHUYECKUMI OTAenaMm 1 T7.4.;

cUcTeEMa ynpaBleHUs PUCKaMU M MOHWUTOPUHI pPe3yrnbTaToB BHEAPEHWS Mep
MUHMMM3aUMM puckoB. B crnyyae ecnm B 9TOM npouecce 3agencTBOBaHO
HECKONMbKO noAdpasgerneHvn, Mnopsidok UX B3auMoOencTBMS  onpeaensieTcs
NUCbMEHHBIMW NPOLLeAYPaMUN U COrnaLLeHNsIMUY;

cbop, BepudmKkauusa, NOMyvyeHWe nocreayowen nHopMaumKn, OueHKa U
npencTaeneHve uHgopMauum 06 uHAMBUAYANbHBIX CIydasx HexenaTenbHbIX
peakuun. B npouedypax Mo paHHOMY pasgernly [OOfkHO ObiTb  YeTkoe
pasrpaHuyeHme nokarnbHbIX U MEXOyHapo4HbIX BUOOB AESATENbHOCTY;

NNaHMpoBaHWe, COCTaBIEHNE U NPeACTaBIEHNE Nepnognyecknx obHOBIAEMbIX
oT4yeToB No 6e3onacHoOCTY;

npeacTaBneHve  notpebuTtensam,  MeauUMHCKMM  paboTHMKaM ©n B
YNONMHOMOYEHHbIE OpraHbl FOCY4apCTB-YSIEHOB MHGOpMaumM O npobriemax no
©e3onacHocTy;

BHECEHWEe u3MeHeHun, kacatowmxcsa 6esonacHoctv, B OXJIN n UMIT (J1B).
Mpoueaypbl 4OMKHbI OXBATbIBaTb BHYTPEHHWI U BHELLHUA OOMEH AaHHbIMW.

3.4.5.3. Mo Kaxxgomy HanpasneHuo OesaTensHOCTH hepxaTternb
pPErMcTpaumnoHHOrO  YOOCTOBEpPEHNs [OoikeH ObiTb cnocobeH npeacTtaBUTh
noareepxaeHne (OyHKLMOHMPOBAHWS Y HEr0 CUCTEMbl CBOEBPEMEHHOIO MPUHATUSA
Hadnexalmx peLeHnn n JENCTBUN.



3.45.4. [JomkHbl ObITb npeacTaBnieHbl AaHHble O APYrUX HanpaBheHusX
OesATensHOCTN, NOATBEPXOAOWME HanMuMe Hagnexallen cuctembl obecneyeHust
KayecTBa B cucteme dapmakoHagsopa. K Takum gaHHbIM, B YaCTHOCTU, OTHOCATCS
JaHHble O dyHKuMax un  obasaHHocTax YJI®, pearmpoBaHum Ha  3anpochl
YMOSIHOMOYEHHbIX OPraHOB rOCY4apCTB-YNIEHOB O MNPeACTaBreHun MHdopmauum,
nmTepaTypHOM MOUCKE, KOHTpOre U3MeHeHun B 6asax AaHHbIX no 6e3onacHoCTH,
cornaweHnax o6 obmeHe gaHHbIMM No 6e30MacHOCTU, apXMBMPOBAHUM AaHHbIX MO
OesonacHocT, aygute drapMakoHag3opa, KOHTPOSie CUCTEMbl KadvecTBa WU
obyyeHmn. B xoge o0630pa  MOXHO uMcronb3oBaTb Tabrmuy coO  BceMu
npouenypHbIMN AOKYMeHTaMn drapMakoHan3opa (BKIHOYaloLLy0 X HaMEHOBaHMWS
1 Homepa).

3.4.6. Pasgen macTep-ganna o npuMeHeHnn cuctembl apMakoHaasopa.

MacTtep-pann cuctembl apMakoHag3opa [OrkeH BkMovaTte B cebsa
NOATBEPXAEHNE HENPEPLIBHOTO MNPOBEAEHUA MOHUTOPUHra (OYHKLMOHMPOBAHWSA
cucTembl dhapMakoHag3opa, BKoYas KOHTPOMb OCHOBHbLIX Pe3ynbTaToB, a Takxe
onvcaHne MeTo40B MOHUTOPWHIA U Kak MUHUMYM COAepXaThb:

onvcaHue npouenypb! OLLEHKM npaBunbHOCTU npeacTaBneHus
MHAMBUAYanbHbIX COODLLEHWA O HexenaTenbHblX peakumax. [domkHbl 6bITb
npeacTaBneHbl  puUCyHKU  (rpadmku), noaTBepKOallme  CBOEBPEMEHHOCTb
npeacTasBneHns nHdopmaLmm B COOTBETCTBUM c TpeboBaHnamMm
3aKoHoAaTenbLCTBa rocyaapCcTB-4IIEHOB;

onMcaHve KOHTPOMbHbIX NokasaTenemn, UCMomMb3yeMblX ANA KOHTPOns KadecTBa
npeacTaBneHHON MHopMauum 1 AeaTenbHOCTU No dapmMakoHaasopy. K Takum
nokasartensm OTHOCATCH MHopMaLus, noydyeHHas OT YNOSIHOMOYEHHbIX OpraHoB
rocyaapCTB-UMNeHOB, B OTHOLLEHWW KadecTBa MpeacTaBneHust CoobLUeHUA O
HexxenaTenbHbIX peakuusix, NMOOB unu apyrve npeacTaBnsieMble AaHHbIE;

aHanu3 ceoeBpeMeHHocTu npeactasneHud NOOB B ynonHOMOYeHHbIe OpraHbl
roCyAapCTB-YSIEHOB (4OIMKHbI OblTh OTPaKEHbI NOCNEQHNE OaHHbIE, UCTONb3YEMbIe
Jepxartenem perycTpauyoHHOIO YOOCTOBEPEHUs ANs  OueHkM cobrogeHus
TpeboBaHui);

aHanM3 CBOEBPEMEHHOCTM BHECEHUs Wu3MeHeHuin no 6esonacHocTU Mo
CPaBHEHUIO C YCTaHOBIMEHHbIMM KOHEYHbIMM CpoKamu, a Takxe AaTty U onucaHue
HeobXoaMMbIX U3MEHEHUI NO 6e30NacHOCTM, KOTOpble BbiNM BbISIBIEHbI, HO eLLe He
ObIn NogaHbl B YNONMHOMOYEHHBIN OpraH;

B COOTBETCTBYHOLMX CMy4yasx - aHanm3 BbINOMHEHNS 06A3aTenbCTB COrMacHo
nrnaHy ynpaereHns puckamm nmbo p[pyrux obs3arenscTB unm  TpeboBaHui,
UMEIOLLMX OTHOLLEHME K (hapMakoHaa3opy.

Heobxoammo onuMcaTtb WM MOACHWTb  UENM  MPUMEHEHUSI  CUCTEMbI
drapmakoHag3opa. B CcoOTBETCTBYOLMX Clydasx HEOOXOOMMO MNPUIOXUThE K
MacTep-ganny cucteMbl papmakoHaa3opa CNMCOK nokasaTtenen AesTenbHOCTU No

dhapmakoHag30py.

3.4.7. Pasgen macTep-danna no papmakoHag30py 0 cMcTeMe KayecTsa.

B pasgene npencrtaBndetca onncaHne CUCTeMbl ynpaBlieHUA Ka4vecTBOM B
paMKax CTPYKTypbl oOpraHu3aumm W MNpUMEHeHUsa CUcTemMbl KayecTBa B
dhapmakoHaa3ope.

3.4.7.1. MNpouenypHble JOKYMEHTbI.

Cnucok AokymeHTanbHO O(OpMIEHHbIX Mpouedyp UM MpoLeccoB, UMEHLLMX
OTHOLLEHME K AesaTeNnbHOCTU No hapMakoHaa3opy, C ykasaHWeM X B3aMOCBSA3U C
apymmn - yHKUMAMKM U nogxodamu K oueHke npouedyp. Cnucok  [ormkeH
cogepxaTb HOMeEp AOKYMeHTa, HaMMeHOBaHwe, AaTy BCTynrneHus B cuny (Ons
CTaHOaPTHBIX OMNepaLMOoHHbIX NpoLenyp, pabovymx MHCTPYKL WA, PYKOBOACTB U T.4.)
W onucaHve pJocTtyna K AokymeHTam. [ormkHbl ObiTb YyKasaHbl CTaHOapTHble
ornepauMoHHble npoueaypbl, NpUHagnexawme nposavgepam Ycnyr u Apyrum
TPETLUM CTOPOHAM.



3.4.7.2. ObyyeHue.

MpencTaBnaeTcs onucaHue YnpaBfeHUst pecypcamMy B XOAe OCYLUECTBIIEHMS
OesTenbHOCTU Mo bapMakoHaA30pY:

OopraHu3auMoHHasi CTPyKTypa C KONMMYECTBOM Jlogen, Y4acTBYHOMX B
OCYLLECTBNEHUN OEeATENbHOCTU No hapMaKoHaa30py, BKIoYasi CCbINKY HAa MecTo
XpaHeHUs1 KBanMamKaLNOHHbIX 4OKYMEHTOB;

CMNCOK MECT Hax0XaeHnsi NepcoHana;

KpaTkoe onMcaHue KOHTEKCTa 00y4YeHus1, BKIoYas CCbINIKY HA MECTO XpaHeHWUs
OOKYMEHTOB 006 06ydeHuy;

WHCTPYKLUW MO KPUTUYECKUM NpOoLIeccaMm.

MepcoHan formkeH OblTb COOTBETCTBYHOLLWMM 06pa3oM 00y4eH OCYLLIECTBMNEHUIO
OesaTenbHOCTU MO (bapMakoHag30py. OTO KacaeTcs He TONMbKO MepcoHana B
nogpasgerneHnax dpapmakoHagsopa, HO W JuL, KOTOpble MOryT nonydarb
coobweHnst no 6e3onacHoOCTW.

3.4.7.3. Ayaur.

WHdopmauma o6 ayaute cuctembl obecneyeHust KadyecTBa B CUCTEME
papmakoHag3opa [OoikHa ObiTb  BKMoMeHa B MacTep-daln  CUCTEMbI
hapmakoHagsopa. B npwunoxeHve HeobGxooMMO BKMOUYUTL OMUCaHWe MeToAa
NnaHWpoBaHWa  ayauToB  CUCTeMbl  dbapMakoHagsopa U MexaHW3MOB
penopTUpPOBaHUs, a Takke CMUCOK 3anfaHUpOBaHHbIX U 3aBepLUEHHbLIX ayauToB
cucteMbl hapMakoHagsopa. JTOT CNUCOK [OSKeH coaepxaTb AdaTbl, obrnacTb
npoBedeHuss W COCTOsIHME 3aBeplleHns ayguToB — npoBangepamy  YCryr,
cneuudmyeckme Buabl OeATeNbHOCTM MO hapMakoHad3opy WM MecTta
BbINOMHEHMSA yHKUMA MO dhapMakOHaA30py, a Takke onepauuoHHble obnactu
B3aUMOOENCTBUSA, UMEIOLLME OTHOLLIEHWE K BbINOMHEHNIO 06A3aTeNbLCTB.

MacTep-thann  cuctembl  (papMakoHag3opa [JOSkeH codepxaTb — Takxke
KOMMEHTapuu no ayauTaMm, B XOAe KOTOpbIX ObiMM  MOMy4YeHbl 3Ha4YUMble
pesynbTatbl. ATO 03HAYaET, YTO B NepevHe NPOBEAEHHbIX ayAUTOB AOIMKHbI ObITh
yKa3aHbl pe3ynbraTtbl, KOTOpble OblM  OUEHEeHbl KaK CYLEeCTBEHHble Wi
KpUTUYECKME, a TaKke KpaTKoe OnucaHWe nfaHa KOPPEeKTUPYHOWMX — Uin
npeaynpeanTenbHbIX 4eNCTBUA C KOHEYHBIMM CpoKamm UchonHeHus. JomkHa 6biTb
yKasaHa CCblfika Ha MOMHbLIN OTYET O NPOBEAEHHOM ayauTe, AOKYMEHTbI C MriaHoM
KOppEeKTUpyoWMX 1 npeaynpeautensHbix Mep. KoMMeHTapum, KoppekTupytoLme 1
npegynpeanTensHble Mepbl, a Takke WHGOopMauMs O HaxoXOeHuM oTvyeTa o
npoBedeHun ayauta [OMmkHbl ObiTb  BKMOYEHbl B MacTep-hann cucTembl
drapmakoHag3opa O Tex nop, noka He OyayT B MOMHOM Mepe OCYLUECTBIEHbI
KoppeKkTupytome 1 (unu) npegynpeautenbHblie 4eNCTBUA, TO €CTb KOMMeHTapum
yOoansTca TOMbKO MOCIe TOro, Kak OyayT MpoAeMOHCTPUPOBaHbI pesynbraThbl
OCYLLUECTBMEHUSI  KOPPEKTMPYIOLLMX  AeNcTBMW M (UnM)  nNpeacTaBrieHo
noaTBepxaeHne (B TOM YnCIie HE3aBNCUMOW CTOPOHbI) 3HAYUTENBHOMO YNydLUeHWs
CUCTEMBI.

B kayecTBe cpeacTtBa ynpaBneHuss cuctemon  dpapmakoHagsopa  wu
obecneyeHnss OCHOBaHUs AN MPOBEAEeHUs ayauTa UM UHCNeKumn, mactep-cann
cuctembl hapmakoHaa3opa AOMKeH COAepXaTb Takke onucaHue npoLeccoB
peryctpaunm, ob6paboTkn M yCTpaHEHUs BbISIBMEHHbIX B CUCTEME yrpaBreHus
KauecTBOM OTKIOHEHWIA.



3.4.8. MNpunoxeHune Kk MmacTep-canny.

MpynoxeHne K macTep-ganny cuMcTeMbl dapMakoHag3opa AOIMKHO CoaepaTb
clegyowme AOKYMEHTbI:

nepeyvyeHb JeKapCTBEHHbIX MNpenapaToB, KOTOpble  3aperMcTpupoBaHbl
Jepxartenem perncTpaumMoHHOrO YAOCTOBEPEHUS B TrocydapcTBax-yfieHax U B
TPeTbMX rocyaapcTBax, Ha KOTOPble pacnpoCTpaHseTCcs MacTep-ain CUCTEMbI
cdapmakoHan3opa, BKMOYas HauMEHOBaHWS  NeKapCTBEHHbIX  NpenapaTos,
MeXayHapoaHble HemnaTeHTOBaHHble HaWMEHOBaHWS [AEeUCTBYIOLMX BeELUECTB U
HauMeHOBaHWEe rocydapcTBa, B  KOTOPOM  OENCTBYET  perucTpalyoHHoe
YOOCTOBEPEHNE, HOMEPA PEMMCTPALMOHHBIX YAOCTOBEPEHUIA.

MepeyeHb AomKkeH ObiTb CTPYKTYPMPOBAH COMMacHO AEVCTBYHOLLMM BELLECTBAM,
N B COOTBETCTBYIOLMX Criydasix AOIPKEH COAepXaTb yKasaHue Ha CylLlecTBOBaHWe
cneuudmyeckux TpeboBaHWA K KOHTpomo 6e30macHOCTVM  NeKapCTBEHHOro
npenaparta (Hanpumep, BBegeHNe Mep MUHMMU3ALMM PUCKOB, ONMUCaHHbLIX B NiiaHe
yrpaBeHns puckamm).

B cnyyae coBMecTHbIX cucTeM bapmakoHaa3opa [OIkeH ObiTb BKIHOYEH
nepeyeHb JIEKapCTBEHHbIX MNpenapaTtoB W AepXaTenen permcTpauoHHbIX
YOOCTOBEPEHUNA, KOTOPbIE MPUMEHSAT CUCTEMY (bapMakOHa[30pa, OMUCaHHylo B
MacTep-ghanne cucTeMbl dhapMakoHag3opa, Takum obpas3om, 4YTOObl B Hanmmuum
Obll  MOMHBLIM  MepevyeHb  MEeKapCTBEHHbIX  MpenapaToB, Ha  KOTopble
pacnpocTpaHseTcs MacTep-dann cuctembl hapmMmakoHaa3opa;

nepeyeHb KOHTPAKTHbIX [OrOBOPEHHOCTEW, KacalowMxcs OeNnervMpoBaHHON
OedaTenbHoCTM No hapmakoHaa30py, BKMOYasi COOTBETCTBYOLLME NIEKAapCTBEHHbIE
npenaparbl 1 TEppPUTOPUM;

nepevyeHb  3agad, [OenerMpoBaHHbIX  YMOMHOMOYEHHbIM  NMUOM MO
drapmakoHag30py;

CNNCOK BCEX 3aBeplleHHblX 3a 10-neTHuMn nepuog ayguTtoB UM CMIMCOK
3annaHNpoBaHHbIX ayauTOB;

nepeyeHb MokasaTernen p[esaTensHOCTM Mo dapmMakoHan3opy (korga 3To
NPUMEHNMO);

nepeyeHb  HaxoOsAWMXCs B BeAeHUM OepXaTens  pervcTpauMoHHbIX
YAOCTOBEPEHU ApYyruxX MacTep-gannoB cucTembl bapmakoHaasopa (korga aTo
NPUMEHNMO).

3.5. KoOHTponb U3MeHeHn, BepCcUmn U apXmBuMpoBaHue

3.5.1. YNorHomMou4eHHble OpraHbl rOCYOapCTB-YfIEHOB MOIYT  3anpoCcuTb
MHGOPMALMIO O BaXHbIX U3MEHEHUSX B CMCTEME (bapMakoHaa30pa, KOTopble MOryT
BKMoYaTb B Ce0si B TOM YUCTie criedytolume U3MeHeHus::

a) unsMeHeHus B 0Oase (6asax) p[aHHbIX MO ©e3onacHOCTUM  CUCTEMBI
hapmakoHaa3opa, KoTopble MOryT Bk/to4aTb B cebsi M3meHeHuss B camoln base
AOaHHbIX WM BO B3aMMOCBA3aHHbIX ©asax OaHHbIX, W3MEeHEeHUA B CTaTyce
Banmaaumn 6asbl AaHHbIX, a TaKke U3MEeHEeHUs1 B MHbopMaLMn O nepenaBaeMblxX
W NepeHOCUMbIX AaHHbIX;

0) M3MEeHeHUs1 B OKa3aHuM 3Ha4YMMbIX YCryr no ¢hapmakoHaasopy, 0CoBeHHO
ecim pedb mnagetT O BaXHblX KOHTPAKTHbIX OOroBOPEHHOCTAX MO npenctaBrieHuto
JaHHbIX Mo 6e30nacHOCTY;

B) Takme oOpraHu3aumoOHHbIE W3MEHEHMS, KaK MOrfOWEHME OLHOW KOMMaHum
OPpYron, CcrnusiHMe, W3MEHEHMEe MeCTa OCYLUECTBMEHUS OeATEeNbHOCTU Mo
drapMakoHag30py Unn AenervpoBaHve (nepepada) ynpaeneHus macTtep-diannom
cuctembl hapMmakoHagsopa.



3.5.2. TNockonbKy MacTep-thann cuctembl papmakoHag3opa BkMoyaeT B cebs
nepeyHn rekapCcTBEHHbIX MpenapaTtoB W BUAOB AEATENbHOCTW, KOTOpble MOryT
neproauyeckn MeHATbLCS, AepXaTenM perMcTpauuoHHbIX YOOCTOBEPEHNI OOSMKHbI
NMPUMEHSITL CUCTEMbI KOHTPONS M3MEHeHWW U pa3paboTaTb HageXHble Cnocobbl
MOCTOSIHHON OCBEAOMIMEHHOCTM O COOTBETCTBYIOLLMX W3MEHEHUAX C Lernblo
Hagnexallero nepecmoTpa MacTep-channa cuctembl dapmakoHagsopa. Nomumo
3TOro, U3MeHeHus1, BHOCUMbIE B MacTep-thann cuctembl goapMakoHaa30pa, A0MmkHbI
perMcTpupoBaTbCA Takum obpa3oM, YTOObl B HAMMYUM MOCTOSIHHO Obina UcTopus
M3MEHEHUN (C yka3aHueM f[aTbl M KOHTEKCTa M3MEHeHWi). Takylo MNOCTOSHHO
OOHOBNAEMYIO  MHpOpMaLMIO, Kak MEepeyYHn JeKapCTBEHHbIX NpenapaTos,
CTaHOapTHblIE OMEpauMOHHbIE Mpouedypbl WM AaHHble M0  COOTBETCTBUID
TpeboBaHNAM, MOXHO PErMCTPUpPOBaTh Yepes UCTOPUIO M3MEHEHWIA, KOTOPbIE MOTYT
BKMoyaTb B cebA AaHHble KOHTPONMpyeMblX CUCTEM (HanpuMmep, 3MeKTPOHHbIe
CUCTEMbI YNpaBneHns gaHHbIMU UM npasoBble 6a3bl AaHHbIX). Takum obpasom,
MOXHO YNpaBnATb 3aMEHeHHbIMM BepcusiMM [OOKYMEHTOB 3a Mpedernamu
TEKCTOBOrO HarnornHeHns MacTtep-channa cuctemMsl dapmakoHag3opa npu ycriosum
ydyeTa WCTOPUM M3MEHEHUA W WX NPeACcTaBMeHus YNONMHOMOYEHHbIM oOpraHam
rocyaapcTB-uneHoB Mo 3anpocy. CyllecTBEHHble WM BaxHble OnucaTerbHble
M3MEHEHNA TEKCTOBOIO HarorHeHns mactep-dianna mMoryT notpeboBaTh Co3aHus
HOBOW Bepcun MacTep-gaina cucteMbl rapMakoHaa3opa.

3.5.3. [epxatemm perncTpaumoHHbIX YAOCTOBEPEHUA [OSMKHbI OOOCHOBATb
BbIOpaHHbI MeToq 1 pa3paboTaTh NpoLeaypbl KOHTPOMS AOKYMEHTALUM C LieMbto
Haanexallero ynpasfieHUs MPOLLECCOM noanepXaHus macTep-gianna CUcTeMbl
drapmakoHag3opa. OCHOBHOW MPUMHLMN 3aknlovaeTcss B TOM, YTO, NpeacTaBnss
cobo oOcHOBaHMe nOns ayauToB W MHCMEKUMn, Mactep-hann Ccuctembl
drapmMakoHag3opa COOEPXUT OnucaHue cucTembl bapMakoHags3opa B TEKyLIMN
MOMEHT BPEMEHU, HO OLeHKa (PYHKLMOHUPOBaAHWS U HamnpaBfeHHOCTU CUCTEMbI
papmakoHag3opa Ha  NPeALWecTBYWMX  aTanax  MoxeT  notpeboBaTb
OOMNOMHUTESNIBHOIO O3HAKOMJIEHUS C CUCTEMON.

3.5.4. lNpn BHeceHMM n3mMeHeHW B MacTep-dhann cuctemMbl rapMakoHagsopa
Takke HeobXOoAMMO YYuUTbIBaTb COBMECTHblE CUCTEMbl (papmakoHagsopa W
JenerMpoBaHHyl0 OedaTernbHOCTb Mo drapMakoHaasopy. Hagnexawmin KOHTpOrib
N3MEHEHU npegycMaTpvBaeT perucTpauuio Aatbl M KOHTEKCTa yBeOOMISIEHUA O
BHOCUMbIX W3MEHEHMSX YMOMHOMOYEHHbIX OpraHoOB rocygapcTB-yneHoB, YD wu
TPeTbMX CTOPOH.

3.5.5. MacTtep-chann cuctembl bapmakoHag3opa A0/keH ObiTb COCTaBliEH B
ynTaemon 1 gocTynHon copme. Heobxoammo npeacTaBuTb onucaHue npoueaypsbl
ApXMBMPOBAHNSA Ha 3MEKTPOHHBIX M (UMW) neyaTHbIX HOCUTEensx mactep-cdarna
cuctembl hapMmakoHagaopa.

3.6. MpencraBneHue mactep-cpanna cucremMmol hapmakoHagsopa

YJ1® [omkHO WUMETb MOCTOSHHBLIM  OOCTYN K MacTep-hanny Ccuctemsl
dapmakoHan3opa. YNonHOMOYEHHbIM OpraHam rocyapCTB-UNeHOB AOMKeH ObiTb
obecnevyeH NOCTOSHHLIA AOCTYN K MacTep-channy cuctembl dapmakoHagsopa Mo
3anpocy. IHdopmaums B macTep-duaiine cucteMbl dapMakoHag3opa 4oSmkHa ObiTb
ucyepnbiBawollend, MNpaBUNbHOW U OTpaxaTb  OENCTBYIOLLYD  CUCTEMY
rapmakoHag3opa B TEKYyLMA MOMEHT BpEeMeEHM, 4YTO O3HayaeT obs3aTerbHoe
obHoBreHne uHdopMaumm MacTtep-danna M npu HeobXxooMMOCTU BbIMONTHEHME
nepecmoTpa C y4eTOM MOSy4eHHOro OrbiTa, TEXHUYECKOro U Hay4yHOro nporpecca,
M3MEHEeHUn B  HOpMax perynuposaHus. [epxaTtenem  perncTpauOHHbIX
yoocTOBepeHu [JormkeH ObiTb obecneyeH AOCTYN YMOMHOMOYEHHbLIX OpraHoB
rocyaapcTB-yneHoOB K MacTep-channy cuctembl bapmMakoHagsopa B TedeHune 7
paboyunx AHen nocne nonyyYyeHus COOTBETCTBYHOLLEro 3anpoca.



3.6.1. dopmart u cTpykTypa

MacTep-dhaiin cnctembl papmakoHag3opa MOXET ObiTb B 3NEKTPOHHON dhopme
Mpu1 YCrioBMN COXPaHEHNS BO3MOXHOCTY NPEACTaBNEHNS YETKO CTPYKTYPMPOBAHHOM
neyaTHOM KOMuM MO 3anpocy YMOSIHOMOYEHHbLIX OPraHOB rocygapcTB-yneHoB. B
nobom dopmate macTep-ann cuctembl dapmakoHag3opa AofmkeH ObiTb B
YUTaeMown, MoSIHOM N JOCTYMHOW cdopme, obecneyunBatoLLE BO3MOXHOCTb OLIEHKU
BCEX [AOKYMEHTOB W MPOCMEXMBAEMOCTb M3MeHeHun. MoxeT noTpeboBaTbes
orpaHu4eHne AocTtyna K MacTep-danny cuctembl dapmakoHagsopa C Lernbio
OCYLLECTBMEHNA HaAnexallero KOHTPONs €ero codepXaHus u pacnpegeneHus
06513aHHOCTEN MO YNpaBrieHN MacTep-hannom cuctemMbl drapmakoHagsopa (B
KOHTEKCTE KOHTPONS N3MEHEHU N apXUBMPOBAHWS).

3.7. 065A3aHHOCTU YHaCTHMKOB cucTeMbl hapMakoHaasopa

3.7.1. depxaTenu perMcTpaumoHHbIX Y40CTOBEPEHN.

3.7.1.1. [epxaTenn perucTpaLmoHHbIX YAOCTOBEPEHUIN AOMKHbI pa3paboTaTts 1
BHEOPUTb cUcTeMy chapmMakoHaa3opa C Lienbio KOHTPOns 1M HabrmogeHns 3a ogHUM
un Gonee nekapcTBeHHbIM npenapaToM. OHM Takxke OTBEYaKT 3a CO3JaHue U
nogoepxaHve  mactep-ganna  cucTembl  dbapmMakoHag3opa, B KOTOPOM
OCYLLECTBMAETCA peructpauunsa OesaTernbHOCTU No drapMakoHaa30py B OTHOLLEHMU
ogHoro unu 6onee 3aperMcTpMpoBaHHbIX FleKapCTBEHHbIX NpenapaTos. [epxatento
perMcTpaumnoHHOro  yOOCTOBEPeHUs HeobXoaMMoO  HasHauuTb ogHo  YJ1O,
oTBevawlwee 3a co3fgaHne M OyHKLMOHMPOBaHME cucTeMbl hapmakoHaa3opa,
onucaHHom B MmacTep-danne cuctemsl dapmakoHagsopa.

3.7.1.2. MNMpn nogaye 3as\BNEHUA Ha PErMcTpaLuilo NeKapcTBEHHOro npenapara
3asBUTENb [O/MKEH WMETb B CBOEM pPacMOPSiKEHUM OMUCaHWE CUCTEMbI
hapmakoHag3sopa, Kotopast 6ygeTt dyHKLMOHMpoBaTb Ha TeppuTtopun Cotosa mm
TEpPPUTOPUN OTAENbHbIX FOCYAapCTB-4YfieHOB. B xoge oueHkn 3adBrieHusd Ha
perncTpaumnto OT 3aaBuTens MoXeT noTpeboBaTbCA MNpeacTaBfieHMe C  LErbto
O3HaKOMIIEHUsT KoMK MacTep-dhanna cuctembl bapmakoHag3opa.

3.7.1.3. depxaTtenb perMcTpaunoHHOro yaoCTOBEPEHUS OTBEYAET 3a Co3haHue
MacTep-gania cMcTeMbl dpapMakoHaa30pa B rocyaapcTBax-yneHax u permctpauuto
MECTOHaxXOXOeHNs MacTep-diaina B YNONMHOMOYEHHbLIX OpraHax rocyapCTB-4YIIeHOB
npv nogayve 3asiBMieHUs1 Ha permcTpauunlo nekapcTBeHHoro npenaparta. B macTtep-
dhavirne cmctemMbl papMakoHa3opa Heobxo4MMO onucaTh AENCTBYHOLLYIO B TEKYLLMN
MOMEHT BPEMEHM CUCTeEMY (rapMakoHag3opa. MoXHO BKIMOUUTL MHGOPMaUUo O
KOMMOHEHTaX CUCTeMbl, KoTopble OyayT BHeaopsTbcsl B Oyayllem M KoTopble
OO/PKHbI  ObITb  YKasaHbl Kak 3anfaHuMpoBaHHble, a He BHeAPeHHble Wnn
Jencreyowme.

3.7.1.4. PaboTta no co3ganHuio, NogaepkaHuio 1 npegcTaBneHnio MacTep-danna
cucTeMbl hbapmakoHaa3opa B YNOSIHOMOYEHHbIE OpraHbl rocy4apCTB-YNEHOB MOXET
ObiTb nNepegaHa TPeTbel CTOpPOHE, HO AepxaTelnb  perMcTpauMoHHOro
YOOCTOBEPEHUSI COXpaHsieT 3a cobol MOMHyt OTBETCTBEHHOCTb 3a COOnoaeHue
TpeboBaHWUIA 3aKoHOAATENbCTBA FOCYAApPCTB-YNIEHOB, MEXOyHapoaHbIX 4OrOBOPOB
N aKkToB, cocTaBnsowwmx npaBo Coto3a. [NogaepxaHne macTtep-channa CUcTeMb
rapmakoHaz30pa B OENCTBYIOLLEM M JOCTYMHOM COCTOSIHAM (MOCTOSIHHBIA A4OCTYN
aona ayouta un I/IHCI'IeKLI.VIVI) MOXXHO AenermpoBsatb, HO AepXaTtesib permctpaunoHHOro
YAOCTOBEPEHMS HA NMOCTOSIHHOM OCHOBE HECET OTBETCTBEHHOCTb 3a obecrneveHune
BbIMOMHEHMS [aHHOM (OYHKLMM Ha YpPOBHE, COOTBETCTBYHOLLEM TpeboBaHWAM
3aKoHOAAaTEeNbLCTBA FOCYAAPCTB-YSIEHOB, MEXOYHApPOL4HbIX [OrOBOPOB U aAKTOB,
cocTasnsiowmx npaso Cotosa.



3.715. B cnyyae cmeHbl YII® wunm  COOTBETCTBYIOLLEN KOHTaKTHOM
MHopMaLmmM, a Takke  MEeCTOHaxoXaeHust  macTtep-danna  CUCTEMbI
drapmakoHag3opa gepxaTternb perMcTpalnoHHOro YAOCTOBEPEHUs NPeacTaBnsaeT B
YNOMHOMOYEHHbIE  OpraHbl  roCyOapCTB-YNEHOB  3asiBieHME O  BHECEHUn
COOTBETCTBYIOLMX WU3MeHeHWn. [epxaTenn perncTpauuoHHbIX YAOCTOBEPEHWU
HecyT OTBETCTBEHHOCTb 3a O6HoBneHve uwHdopmauum o6 YJII® u agpece
HaxoxaeHuss MacTep-danna cucTeMbl dapMakoHaa3sopa.

3.7.2. YNONMHOMOY€EHHbIE OpraHbl rocyAapCTB-4/IEHOB.

3.7.2.1. YNONHOMOYEHHbIE OpraHbl roCy4apCTB-YNEHOB OTBEYalOT 3a KOHTPOIb
cuctem papmakoHagsopa OepxaTternerd  permcTpauMOHHbIX — YOOCTOBEPEHWN.
MonHbIn MacTep-garin cucTeMbl bapMakoHag3opa MOXeT ObiTb 3anpolleH B
nmoboe Bpems (Hanpumep, nNpuM BO3HUMKHOBEHMM BOMPOCOB MO CUCTEME
drapmakoHag3opa, unn npodmsito 6e3onacHOCTM NEKapCTBEHHOMO Npenaparta, unm
npuM noarotoBke K wuHcnekumm). WHdopmaumio 06 M3MEHEHUAX B KpaTKow
MHcopMaLmm no cucteme dpapmakoHag3opa unmM B cogepaHum macTtep-dharnna
cuctembl papmMakoHagsopa Takke WCMOoMb3ylT B Xo4e MiaHMpoBaHUA WU
NPOBEAEHUSA MHCNEKLUN.

3.7.2.2. YNONHOMOYEHHbIE oOpraHbl rOCy4apCTB-4YfiIEHOB OOMEHMBAKOTCS
uHdopmaLmen o cuctemax bapmakoHagsopa, B TOM 4YuCrie B Lenax nepegadn
OaHHbIX B HaUMOHasbHble MPOrpamMMbl WHCMEKUMK, pa3paboTaHHble Ha OCHOBE
aHanmm3a puckoB. WMHCMEKTOpbl YMOMHOMOYEHHbIX OpraHoB [OCY4apCTB-UfEeHOB
coobLwatoT o HecobnogeHun obs3aTenbHbIX TpeboBaHui, BKtoYas TpebosaHus no
MacTep-ghanny cuctemsl papmakoHagsopa 1 cucteme apMakoHaasopa.

3.8. JocTynHOCTbL MacTep-thanna cuctemMbl hapmakoHansopa

3.8.1. Mactep-cpann  cuctembl  papmakoHagsopa  nogaepHmMBaldT B
OEeNCTBYIOLLEM W [OCTYNHOM COCTOSIHAM AN YNOMHOMOYEHHOro rnvua no
dapmakoHansopy. OH Takxke [OImKeH ObITb MOCTOSHHO AOCTYNEH ANS WUHCNEKLuM
He3aBMCMMO OT TOro, BbINo N caenaHo 3apaHee COOTBETCTBYIOLLEE yBe4OMIIeH e
UM HeT.

3.8.2. [epxatenb perucTpauMoHHbIX YOOCTOBEPEHWUA NOALEepHMBaET W
npencTaBnseT No 3anpocy YNofHOMOYEHHOrO0 opraHa rocygapcTBa-dfieHa Komnuto
mMacTep-gpavna cuctembl dapmakoHagsopa. [epxatenb  permcTpaunoHHOro
YAOCTOBEPEHUS NpeacTaBseT KON MacTep-danna B TedeHne 7 pabounx gHen
nocrne nonyyYyeHnss COOTBETCTBYylOLWEro 3anpoca. MacTtep-havn cuctemsbl
drapmakoHag3opa NPeacTaBsioT B YUTAEMOM BUAE B SMIEKTPOHHOM dopmaTte mmm
Ha ByMaxHOM HocuTere.

3.83. Ecrm oomH wn TOT e MacTep-dann cucTeMbl (papmakoHag3sopa
ncnonb3yloT Ooree ogHOro AepxaTensd perMcTpauuoHHOro yaocToBepeHus (B
cnydyae ucnonb3oBaHusa 06LUer cucTembl ¢bapMakoHaz3opa), COOTBETCTBYHOLLMIA
mMacTep-gann cuctemsl hapmakoHaa3opa AormkeH ObiTb 4OCTYNEH ANA KaXKOoro 13
HMX Takum o06pa3om, 4TOObl Kaxabli W3  gepxatenen  perncTpauMoHHbIX
YAOCTOBEPEHUN nmen BO3MOXHOCTb npeacTasnTb mMacTep-cann B
YNOMHOMOYEHHBIA OpraH rocygapcTBa-yfieHa B TeyeHue 7 paboymx gHel nocrie
nony4eHnsi COOTBETCTBYIOLLErO 3anpoca.

3.8.4. MacTtep-tpain  cucTembl  bapmakoHadsopa, Kak  npasBuno, He
3anpalmBaeTcs B Xode MNPOBEAEHUs] OLLeHKM HOBbIX 3asBfieHWA Ha noryvyeHune
perycTpauum nekapcTBEHHOro npenapara (T.e. 40 perucTpauum nekapCTBEHHOro
npenaparta), HO MOXeT ObITb 3anpoLLEH B OCOObIX ClyyasX, B YaCTHOCTU B Clnydae
BHEOPEHNS HOBOW CUCTEMbI (hapmakoHag3opa WM Npu BbISIBIIEHUM NpobrieM no
Be3onacHOCTN nekapCTBEHHOro npenapata nmbo BOMPOCOB MO COOTBETCTBUIO
TpeboBaHMAM  3akoHoAaTenbCTBa  rocydapcTBa-ufneHa W MexgyHapoOHbIX
[A0roBOpOB U aKTOB, COoCcTaBnsoLLmMx npaso Coto3a, no hapmakoHaa3opy.

4. UucnekTupoBaHue cuctemMbl papmakoHaasopa



4.1. BBegeHve

4.1.1. B uenax NoaTBEPXKOEHUSA BbINOMHEHNS OepKaTensaMN PErMCTpPaLMOHHBbIX
YAOCTOBEPEHUN 0043aTenscTB Mo hapmMakoHaa3opy YNONMHOMOYEHHbIE OpraHbl
rocygapcTB-yunieHoB 0653aHbl  NPOBOAUTL  WMHCMEKUMU NO  drapMakoHag3opy
aepxarteneni  perMcTpauMoHHbIX  YOOCTOBEPEHWA WM WMHbIX — OpraHv3auum,
NpVBMeYEeHHbIX AepXaTensamMmn permcTpaLnoHHbIX YOOCTOBEPEHNIA AN BbINOMHEHWS
obazatenbcTB Mo dapmakoHaasopy. MHchnekumn no drapMakoHag3opy AOMDKHbI
NPOBOANUTLCHA MHCMEKTOpaMK, Ha3Ha4YaeMbiMW OpraHaMuM roCyL4apCTB-UYEHOB,
YMONIHOMOYEHHbIMU NPOBOAUTL OCMOTP MOMELLEHUI, 3HAKOMUTBLCS C MaTepuanamu,
OOKyMEHTaMM UM MacTep-dainom cucTtemMbl hapmMakoHag3opa y Jepxarens
pPErMcTpaumnoHHOrO YOOCTOBEPEHUS WM WHbLIX OpraHn3auuin, npuBIEYEHHbIX
AepxaTenem perMcTpauMoHHOro yAOCTOBEPEHMS ANt BbIMONHEHNS 00A3aTeNnsLCTB
no chapmakoHaasopy. [depxaTenb perMcTpaumoHHOro YOOCTOBEPEHUss 00sA3aH no
TpeboBaHWNIO YNONIHOMOYEHHOIO OpraHa rocyaapcTBa-yfieHa NpeacTaBnsaTb MacTep-
Gavn cucteMbl ¢hapmakoHaasopa, KoTopbli 6yoeT  mcnonb3oBaTbCA  Anid
MHOPMMPOBAHUS O NPOBEAEHNN UHCTEKL NI,

4.1.2. Uenamm nHcnekuui no ghapmMakoHaa3opy sSABSOTCS:

a) NOATBEPXOEHNE HanMuua y aepxaTtens perMcTpaLnoHHOMO YAOCTOBEPEHMS
nepcoHana, CWUCTEM, a TaKke MNOMELIEHNsl, CcpeacTB W 0bopyaoBaHus,
HeobXxoauMbIX ANs BbINOMHEHNUA 0653aTeNbCTB Mo hapMakoHaa3opy;

6) BbISIBEHWE, OUEHKa W perucTpauus HecoOTBETCTBMIA, KOTOpble MOryT
NMpeacTaBnsATb ONAaCHOCTL ANs 340POBbS HACENEHUS, U MHOPMUPOBaHUE 06 3TOM
WHCNEKTUPYEMOIN CTOPOHbI;

B) WCMNONb30BaHWe pe3ynbTaToB MWHCMEKLUMA B KayecTBe OCHOBbI [AOJ
obsizaTernbHbIX AN AepXaTenst perncTpaLyoHHOrO yA0CTOBEPeHUs: OeNCTBUIA (npy
HeobxooMMOoCTH).

4.1.3. YNOMHOMOYEHHbIN OpraH rocygapcTBa-yfieHa BrpaBe MNPOBOAUTb
MHCMEeKL M No dhapMaKkoHaa30py Nepes perucTpaLment nekapcTBEHHbIX NpenapaToB
ONst  NpPOBEpPKM COOTBETCTBMSI OEWCTBYIOWEA CcUCTEMbl  hapmakoHaasopa
aepxatens perMcTpaumoHHOro yaocToBepeHus TpeboBaHMsIM 3akoHodaTeNbCTBa
rocygapcTBa-yneHa n Hactoawmx MNpaeun. YNonHOMOYEHHbIE OpraHbl rocy4apcTB-
YNIEHOB OCYLUECTBIIAOT B3aMMogencTene no obmeHy WHdopmaumen B 4YacTu
WHCMNEKLWIA, KOTOPble MNMaHUPYITCH, WU Pe3ynbTaTOB WMHCMEKLMIN, KOTOpble YKe
NPOBEAEHDI.

4.1.4. TlporpaMMbl WHCNEKUMA NO dhapMakoHag30opy BKMo4awT B cebs
NraHoBble MHCMEKLUMN B COOTBETCTBMM C OCHOBAHHbBIM Ha pUCKax Noaxode, a Takxke
BHEMIAHOBbIE WHCMEKLMM, OCYLUECTBIIAEMbIE C LIE€Nbl0 OLEHKM Mnpegnosiaraemblx
HECOOTBETCTBUM UM NOTEHLManNbHbIX PUCKOB, KOTOPbIE MOMYT OKa3aTb BMSHWUE Ha
BbIMONHEHVE (PyHKUMW MO drapMakoHag30py OnpeaerneHHoro rekapCTBEHHOro
npenapara.

41.5. PesynbTaTbl  MHCMEKUMM  OODKHbI  OblTb  MpedocTaBreHsbl
VHCMEKTUPYEMOMY CYGBEKTY, KOTOPbIA MOSy4aeT BO3MOXHOCTb BbiCKa3aTb CBOM
KOMMEHTapuM B  CIyyae  BbISIBNIEHAS  HECOOTBETCTBMSI  TpeGoBaHMAM
3aKkoHogaTenbCcTBa rocygapcTBa-yneHa U Hactoswwmx [paBun.  [OepxaTenb
PErMcTPaLoOHHOMO YAOCTOBEPEHUSI 00513aH CBOEBPEMEHHO YCTPaHUTL BbiSIBIIEHHOE
HECOOTBETCTBME, pa3paboTaB W  BHeOPVB MfaH  KOPPEKTUPYOUWMX U
npeaynpeanTeribHbIX MeponpUATUIA.



41.6. B cnyyae BbisSBNEeHWA B pesynbTate WHCNeKuun HecobriogeHns
aepxarenem perncTpaLnoHHOro YAOCTOBEPEHUS 06s3aTenscTB no
drapMakoHag30py  YNOMHOMOYEHHbI  OpraH  rocygapcTBa-drnieHa  obssaH
MHGOPMMPOBATb  YMOSMIHOMOYEHHbIE  OpraHbl  APYrMX FOCYAApCTB-YSIEHOB O
BbISIBNIEHHOM HapyweHun. B cnyyae HeobxoguMOCTM YMONHOMOYEHHbLIN OpraH
rocygapcTBa-ynieHa AommkeH obecneuntb, YTOObI K AepaTento permcTpawnoHHOro
YOOCTOBEPEHNS MPUMEHANUCh 3GeKTUBHbIE, COpasMepHble N cAepXuBatoLLme
Mepbl Bo3aencTBus. NHdopmaums o npoBedeHWM U pesynbtatax MHCNEKUUA B
pamkax apmakoHad3opa, a Takke O [MocredyroweM KOHTpore U OLEeHke
nocneacTBui pasMeLLaeTcsa rocygapcTBamMu-vneHamm Ha odwmumanbHbIX canTax
COOTBETCTBYHOLLMX YNOMHOMOYEHHbIX OpraHoB rocyapcTB-4SIEHOB B
NMHGOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT".

4.2. CTpYKTYypbl 1 NpoLecchbl

4.2.1. Tvinbl HCNEKLUA.

4.2.1.1. UHcnekumn cucTtembl papmakoHags3opa B LEfOM M N0 OTAENbHbIM
neKapCTBEHHbIM NpenapaTam.

4.2.1.1.1. VIHcnekumm B pamKax cuUCTeMbl (bapmMakoHag3opa HanpaelieHbl Ha
OLEHKY W aHanM3 WUMelolmMxcsi Mpoueayp, CUCTeM, nepcoHana, MoMeLLeHWn u
obopynoBaHUs, a Takxe OnpedereHnss UX COOTBETCTBUS obsizaTenbcTBam Mo
hapMakoHaf30py, YCTaHOBIIEHHbIM 3aKOHOAATENbCTBOM [OCYAAPCTB-YNIEHOB WU
HacToswmmn  [paBunamn. B xoge  BbIMOMHEHWSt OAHHOTO  aHanmsa  MoryT
MCNOMNb30BaTbCA  KOHKPETHbIE MPUMEpPbl  JIEKAPCTBEHHbLIX MpenapaTtoB  Ans
AEeMOHCTpaL MM 1 NPOBEPKM paboTbl CUCTEMbI dbapMakoHaa3opa.

4.2.1.1.2. NHCcneKkumn, HanpaBfeHHble Ha OLEHKY BbIMOMHEHNS yHKLMIN Mo
rapMakoHag30py B OTHOLUEHWMW OMPEAENieHHOro JIeKapCTBEHHOMO npenapara,
BKMKOYAOT B TOM YMCIE OLEHKY W aHanmM3 MeponpuaTUiA KU OOKYMEHTauuu,
CBSI3aHHOWN C YyKa3aHHbIM fleKkapCTBeHHbIM npenapatom. OnpegeneHHble acnekTbl
obwen cuctembl hapmakoHaa3opa, UCMNonb3yeMble MpU BbINOMHEHUN OyHKLUA B
OTHOLLUEHMN  MHCMNEKTUPYEMOIO  JIEKApPCTBEHHOro Mpenaparta, Takke  MOryT
nognexaTb OLEHKEe B paMKax MHCMNEeKuuM no dpapmakoHag30py, CBA3aHHOM C
NEKapCTBEHHbIM NpenapaToMm.

4.2.1.2. NnaHoBbIE W BHENAHOBbLIE MHCMEKLUN CUCTEMBI (hapMakoHaa3opa.

4.2.1.2.1. lNnaHoBbLIE WHCMEKLMA CUCTEMbI (papmMakoHag3opa NpOBOASATCS B
COOTBETCTBUM C NpeaBapuUTENbHO COCTaBIIEHHOM NporpamMMon nHenekumn. B uensax
OoNTMMM3aLUN NAaHMPOBaHMSA MEPONPUATUA MO KOHTPOSO  (PYHKLMOHMPOBaHMWS
cucTembl papmakoHaz3opa PeKOMEHOYeTCS MPUMEHATb MOAXOA, OCHOBaHHbLIN Ha
OLeHKe MOTEeHUManbHbIX PUCKOB HEBLINOSIHEHMS COOTBETCTBYIOLLMX 00513aTENLCTB.
[MnaHoBble MHCNEKLMM NPEACTaBNAT COOOM CMCTEMHbIE MHCMEKLMM, HO MOXHO
BblOpaTb OAMH WM HECKONbKO OrMpederieHHbIX feKapCTBEHHbIX MpenapatoB B
KauecTBe npyMepos  Ans NpOBEPKU OYHKLMOHMPOBAHUSA CUCTEMBI
hapmakoHaz3opa 1 Nory4eHnss NpakTUYecKoro AokasaTenbcTBa ee 3¢pdekTUBHOro
yHKLMOHUPOBaHMA M COOTBETCTBMA  TpeboBaHusM  3aKOHOOaTenbCTBa
rocygapcTBa-yneHa u MexagyHapodHbIX 4OroBOPOB M aKTOB, COCTaBMSAIOLLMX NPaBo
Cotosa. B nporpammy cTaHOapTHOM WHCMEKLMM MOXHO, Hanpumep, BKMAKOYUTb
OLEHKY COCTOSHMA CUCTEeMbl MO KOHKPETHbIM npobremaM, BbISIBNEHHbIM
aKcnepTamm.



4.2.1.2.2. BHennaHoBble MHCMNEKLMN CUCTEMbI (hapMakoHad30pa NpOBOAATCS B
Clyyae BbISIBNEHUS MHULMMPYIOLLEro dpakTopa (CUCTemMHon npobrembl), npy 3TOM
MHCMNEKLNA paccMaTpyBaeTCA Kak Havboree onTumarnbHbI Cnocob M3ydeHus wu
OL/€HKM BblsiBNEHHOM Npobriembl. BHennaHoBble MHCNEKL MM HanpaBieHbl Ha OLEHKY
KOHKPETHbIX MNPOLLECCOB dhapMakoHag3opa WM BKMAOYalT B cebs m3ydeHue
BbisIBNIEHHON nNpobnembl (BOMPOCOB) W €€ BIUSHWS Ha  onpedeneHHbIN
NeKapCcTBEHHbIM npenapaT. B onpegeneHHbix criydasix B 3aBUCUMOCTU  OT
BbISIBNIEHHON MHULMMPYIOLLEN NpoBnemMbl MOryT BbIMOSMHATLCSA MHCNEKLUM C NOSTHON
OLEHKOM cucTeMbl dhapmakoHag3opa. BHennaHoBble MHCNEKUUM BbIMOMHAKOTCS B
ClNy4yae BbISIBNEHNS OOHOMO WIMM HECKONMbKUX W3 CIEeAYWMX WMHULUMPYIOLLMX

haKTOpPOB.

4.2.1.2.2.1. ®aKkTOpbl B YaCTM COOTHOLLUEHMS "Monb3a - PUCK" NIEKapCTBEHHOMO
npenapara:

M3MEHEHMEe COOTHOWeEHMs "monmb3a - puUck”, ecnn npegcTaBnseTcd
HeobXoAVMbIM AanbHeNLas OLeHKa CUCTEMbI NyTEM MPOBEAEHNS NHCNEKLK;

3a4epKka B BbINOMHEHWN, NMOO HeHagnexallee BbINOMHEHME npoLeaypbl
BbISIBIIEHUSI pUCKa UM MHGOPMUPOBaHMS 006 M3MEHEHUM COOTHOLLEHUST "Morb3a -
puck", Nnbo HeBbINOMHEHWE AaHHOW Npouenypbl;

npeacTtaeneHne uHdopMmauum no npobnemam dapmakoHags3opa B cpeacTea
MaccoBon  uHgopmaumm 6e3  npegBapuTeNbHOO UM O4HOBPEMEHHOIO
yBE4OMIIEHUS] YNONTHOMOYEHHbIX OPraHOB roCy4apCTB-4JIEHOB;

HecobmtogeHne  TpebGoBaHMI  3akoHO4aTeNbLCTBa rocygapcTBa-yneHa,
MEeXOyHapo4HbIX [OrOBOPOB W akToB, cocTaenalowmx npaso Cotos3a, wm
obsa3aTenbCcTB no obecneyeHnto 6e30MacHOCTU MEeKapCTBEHHOrO npenapara,
BbiiIBIEHHOE B XOO€ MOHUTOpPUHra [AdedaTernbHocTM Mo  diapMakoHags3opy
YMNONMHOMOYEHHbLIMU OpraHamm rocy4apcTB-YreHOB;

NPUOCTAHOBNEHNE OOpalleHNs WM U3BATUE C PblHKA EKAPCTBEHHOIO
npenapata 0e3 npenBapuTENbHOTO YBEAOMIIEHUS YMOSIHOMOYEHHBLIX OpraHoB
rocy4apCTB-4SIEHOB.

4.2.1.2.2.2. ®akTopbl B YacTu 06s3aTenbCTB NO NpeacTaBfieHno MHdopMaLmm
(CPOYHBIX 1 NEPUOANYECKUX):

3agepxka Mnbo ynyleHns B npeactasneHMn nHdopmaumm no 6e3onacHocT B
COOTBETCTBMM C TpeboBaHMAMM 3aKkOHOOATENbCTBA rocygapcTBa-yneHa u
MeXayHapOaHbIX JOFOBOPOB M akTOB, COCTaBnAoLLMX npaso Cotosa;

HM3KOEe KayecTBO (B TOM 4YMUCHEe HETOYHOCTb, HEMNpOCneXMBaeMoCTb,
OTCYTCTBME LeNIOCTHOCTH) b0 HeENonHoTa NpeacTaBnsemMon nHgopmamu;

HecoOTBETCTBME Mexdy npeacTtaBnsemMon WHdopmaumen u - Apyrumun
NCTOYHMKaMK MHopmaLmu.

4.2.1.2.2.3. ®akTopbl B YacTu 3anpocoB YNOSIHOMOYEHHbIX OpraHoB rocyaapcTB-
YNIEHOB:

OTKa3 OT MpeAcTaBfieHns 3anpalumBaemMon UHGOPMaLMM B CPOKW, YKasaHHble
YNOMHOMOYEHHbLIMW OpraHamm rocy4apcTB-4IIEHOB;

HU3KOE KayeCTBO MNpeacTaBnseMblX [AaHHbIX WM UX  HeHaanexailee
npeacTaBneHue no 3anpocamM OT YNOMHOMOYEHHbIX OpraHoB roCyAapCTB-YreHOB O
npeacTasneHuy nHdopmalmu.

4.2.1.2.2.4. ®aKTOpbI B 4aCT BhINOMHEHWS YCTAHOBINEHHbIX 00A3aTENLCTB:

06ecnokoeHHOCTb (0BOCHOBAHHOE MHEHWE OTHOCUTENbHO OTCYTCTBUA B
pacrnopsKeHUN fepxaTenst perMcTpauuoHHOTO YOOCTOBEPEHUS OpraHM3aLMOHHON
CTPYKTYpbl, pecypCcHon 6a3bl unm cucTembl obGecnedeHus kadecTBa CUCTEMbI
cdapmakoHag3opa) no MOBOAY COCTOSHWSA WM BbINOMHEHUA 06s3aTenscTe B
pamkax nraHa rno ynpaeneHuo puckamu;

3agepKka WNM  HeBbINOMHEHWE KOHKPEeTHbIX 0653aTensCcTB, Kacalowwmxcs
MOHUTOpPWHra 6e30MacHOCTU NpoJyKUUW, BbISIBIIEHHbIE BO Bpemsa npoueaypb
3KCNepTU3bl pervcTpaLmoHHOro 40Cke NeKapCTBEHHOrO nNpenapara;

HM3KOE KayeCTBO OTYETOB, NPEeACTaBMNEHHbIX B OTBET Ha 3amnpoc O BbINOMHEHWN
YCTaHOBINEHHbIX 00A3aTENLCTB.



4.2.1.2.2.5. ®aKkTOpbI B 4aCTN MHCNEKL MU:

3agepka BO BHEAPEHUM UMM HEHaanexallee BbIMOSIHEHNE KOPPEKTUPYIOLLMX U
npeaynpeanTenbHbIX JenCTBUN;

rnorny4YeHve Mpyu  BbIMOMHEHWM  APYUX  WMHCMEKLMA Ha  COOTBETCTBME
TpeboBaHNsIM  Hagnexawmx dapMaueBTUYeCKMX MpPakTUK  MHdopMauum o
HecobmtogeHnn  TpeboBaHMM  3aKoHOOATeNnbCTBA  rocydapcTBa-ufieHa U
MeXOyHapo4HbIX [OrOBOPOB W akToB, cocTaenalowmx npaBo Cotwos3a, wm
ob6s3aTenbcTB N0 obecneveHnto 6€30MacHOCTM NleKkapCTBEHHOMO Npenapara;

npoBepka WHGOPMaLMKU, MONyYEHHON OT APYrUX YMONHOMOYEHHLIX OpraHoB
rocygapCTB-4YIIEHOB, KOTOPbl€ MOIMA BbISIBATb HECOOTBETCTBUS  CUCTEMbI
dhapmakoHag3opa.

4.2.1.2.2.6. NHble drakTopbl:

npobnemMbl, BbISBMEHHbIE MNpPU  PACCMOTPEHUM MacTep-anna CUCTEMBI
drapmakoHaa3opa;

WHas MHdpopMaLmMsa UM NocTynarowme xanobbl (NPeTeH3nu), ykasbiBatoLme Ha
OTCYTCTBME Yy [JepxaTens  pPerucTpauMoHHOTO  YOOCTOBEPEHUS  CUCTEMbI
drapmakoHag3opa unm cuctembl 0becneyeHust ee kKadecTaa.

4.2.1.3. JoperMcTpaunoHHbIe UHCNEKL M.

4.21.3.1. [operMcTpaunoHHbIE WHCMEKUMM CUCTEMbI  hapmakoHag3opa
BLIMOMHAIOTCS A0 BblAayu 3asBUTESNO PEMMCTPALMOHHOMO yaocToBepeHus. Llenbto
Takux WHCMNEKUUA SBNAETCA u3yveHne YHKLMOHMPYIOWENn Wn nNnaHnpyemon
cuctembl drapMakoHag3opa B COOTBETCTBUM C MpeacTaBriEHHbIM 3asiBUTENEM
onncaHmem cuctembl. [loperncTpaumoHHbIe MHCMEKLUM CUCTEeMbI hapmakoHaa3opa
He sBNSOTCSA 00s3aTerNbHbIMM, HO MOryT noTpeboBaTbCs NpU ONpeneneHHbIX
obcTositenbcTBax. [lpyMHUMNBI 3anpoca O MPOBELAEHUM [OPErNCTpPaLMOHHON
WHCNEKLMN OOMMKHbI OblTb onpedeneHbl 3apaHee U He A0MMkHbI ABNATLCSA NPUYNHON
HeODOOCHOBaHHbIX  MHCMEKTUPOBAHWIA, KOTOpble MOIyT 3adepxaTb Bblgady
perncTpaumnoHHbIX yaocToBepeHuin. [pyu paccMoTpeHun LenecoobpasHocTn wr
00OCHOBAHHOCTU  BbIMOMHEHWS  OOPEMMCTPAUMOHHBIX — MHCMEKUMA  cregyet
y4nUTbIBaTh cregyrome dakTopbl:

3aaBUTENb paHee He paboTan C MMelLWencs cnctemon apmakoHagsopa Ha
TEPPUTOPUSAX FOCYAAPCTB-YSIEHOB WM HaxoAWUTCA Ha CTaguMu CO34aHus HOBOW
cucTembl bapmakoHaa3opa;

nonydeHa wHdopMaumsa (HanpuMep, UCTOPUS MPEALIECTBYOWMX WMHCMNEKLMN
mmbo yBegomnieHne (MHdopmMaumsa) Opyrmx YNonHOMOYEHHbBIX OPraHOB rocyaapcTB-
YNIEHOB O HECOOTBETCTBMM) O TOM, YTO JepxaTerlb perncTpaumMoHHOro
YAOCTOBEPEHMSA WMEET HapekaHus Mo BbIMOMHEHWMIO TpeboBaHWA K CUCTEME
rapmakoHag3opa. Ecrnun y gepxaTtens permcTpauoHHOro yooCcTOBEPEHNS MMEETCS
UcTopusi  cepbesHblX U (UNM)  MNOCTOSIHHBIX ~ HECOOTBETCTBUA  CUCTEMbI
dapmakoHag3opa  AencTByloLMM — TpeboBaHusIM, TO  [OperMcTpauuoHHas
MHCNeKUMs cucTembl dapmakoHag3opa MOXeT OblTb OOHMM M3 MEXaHW3MOB
NOATBEPXOEHNS TOro, YTO cucTema bbifia COOTBETCTBYIOLLMM 06pa3om ncnpasneHa
U1 ycoBepPLLEHCTBOBAHA;

npyv Hammumm  npobrem, kacarowmxca 6e3onacHOCTM  onpedesieHHbIX
NEeKapCTBEHHbIX MpenapaTtoB, MOXeT ObiTb NpuM3HaAHO HeOOXOAUMBIM OLEHWUTb
BO3MOXHOCTMW CO CTOPOHbI AepXaTens perMcTpauoHHbIX yO0CTOBEPEHWN:

peannsaumm MeEpPONPUATMSA MO MUHUMU3ALLMM PUCKOB, CBA3AHHBIX C KOHKPETHbIM
NeKapcTBEHHbLIM NpenapaTomMm;

Haanexawero  BbIMOSMHEHWST  0coObix  TpeboBaHWA nNo  obecneyeHuo
©e30MacHOCTN MPUMEHEHMS NEKAPCTBEHHbLIX MpPenapaToB, KOTOpble MOryT ObiTb
YCTaHOBIEHbI;

Hagnexallero BbIMOSIHEHUSI MPOLEedypP B paMKax PYTUHHOrO chapmakoHaasopa
NeKapCTBEHHOrO MpenapaTa, Bbi3blBAKOLIEr0 OMaceHUs B OTHOLLEHWM npodmns
BesonacHocTw.

MpyHATME pelleHWss MO BbIMOSMHEHWIO  AOPErMCTPaLMOHHON  MHCMEKL MU
BKIOYaeT B cebs OLEHKY PUCKOB C KOMMNSIEKCHOWM OLLEHKOWN BOMPOCOB, KacaroLLMXCS
onpenerieHHbIX NeKapCTBEHHbIX MpenapaToB Y CUCTEMBI.



42132. B cnyyae ecnm B pe3ynbrate AOPErycTpaLyoOHHON WHCNEKLUA
cucTembl chapMakoHag30pa BO3HMKAET 00eCNOKOEHHOCTb MO NOBO4Y CNOCOOHOCTU
aepxartensa perMcTpaLoHHOrO yA0OCTOBEPEHUS BbINOMHATE TpeboBaHUs K cucteme
drapMakoHaf30pa, YCTaAHOBJMIEHHbIE 3aKOHOOATENbCTBOM [OCY4apCTBa-yfieHa WU
HacTosswmmK  [NpaBunamuy, YNOMHOMOYEHHBIM OpraH rocygapcTBa-yfieHa MOXET
NPUHATL Cregyrowme Mepbi:

a) oTKa3 B percTpauuny, NoaTBEPXKOEHUN perncTpauum (nepepermctpawium) um
MHbIX NpoLenypax, CBsA3aHHbIX C perncTpaumen;

©) BbIMNONMHEHWE MOBTOPHOM WHCNEKUMM [0 BblAa4M PErmcTpaunoHHOro
YyOOCTOBEPEHMUST C  LEenblo  MNOOTBEPXKOEHUS  YCTPaAHEHUS]  KPUTUYECKMX
HECOOTBETCTBMWIN 1 BbINOSIHEHUSA PEKOMEHO AL NI,

B) BblAa4va permctpauymnoHHOro yaoctoBepeHua C pekomMmeHaaumen nposeaeHus
MHCMNEKUMM cucTeMbl hapmakoHag3opa Ha paHHEM NOCTPErMCTpaLMOHHOM aTane.

4.2.1.4. TNocTperncTpaLoHHbIe MHCMEKL M.

MocTperncTpaumoHHble MHCNEKLMM CUCTEMbI (DapMakoHaa3opa MNpPOBOASATCS
nocrne BblAa4Yu  YOOCTOBEPEHWS O  FOCYAApPCTBEHHOW  perucTpaumm U
npegHasHavyeHbl AN OUEHKW BLINOMHEHUS OepxaTeneMm  perncTpauuoHHOro
YOOCTOBEPEHNs CBOMX 06a3aTensLCTB Mo dapMakoHaa3sopy. MocTperycTpaunoHHble
MHCNEKLMM MOryT 6bITb NIO6Oro TMna B COOTBETCTBUM C NyHKTamn 4.2.1.1 n 4.2.1.2
HacTosAwmx [Npasun.

4.2.1.5. O6bsiBMNEHHbIE 1 BHE3aMNHbIE MHCMEKLIUN.

BonbWMHCTBO MHCNEKUMI cucTemMbl bapmakoHaasopa OyayT obbsBneHHbIMU,
4YTO npeanonaraeT yBeAOMIIEHME WHCMNEKTUPYEMOW CTOPOHbI O HEeoBXxo4UMOCTU
obecneyeHns MpPUCYTCTBUS COOTBETCTBYIOLMX UL, BO BpeMs MpoBedeHus
nHcnekuun. B psage cnyvaeB uenecoobpasHbiM SBMASETCS NPoBeAeHVe BHE3anHbIX
MHCMEeKUnA nmbo yBeaoMrieHne MHCNEKTUPYEeMOW CTOPOHbI HakaHyHe npoBefeHus
MHCMEeKUMM (Hanpvmep, ecnu npeaBapuTernbHoe oObSBMEHUE MOXET MOCTaBUTb
noA yrposy uenu MHCMNeKLMn Unn ecrvm MHCNeKLMS NpoBOAUTCS B CXaTble CPOKM NO
6e3oTnaratensbHbIM NpUYMHaM, CBA3aHHLIM C Yrpo30n 6e3onacHoCTH).

4.2.1.6. [NoBTOPHbIE MHCMIEKLN.

[MoBTOpHbLIE MHCMEKLMM MOTYT NPOBOAMTLCHA Ha peryrnsipHorM OCHOBE B pamKax
nporpaMMbl  MAAHOBLIX WHCNEKUMA cucTembl dhapMakoHagsopa. Heobxoanmo
OoUeHUTb pakTopbl pucka C Lenbilo OfpeaerneHns MpuopuTETOB MNOBTOPHBLIX
uHcnekuni. MNoBTOpHasA MHCMEKUMS Ha paHHeM 3Tarne MOXeT NpoBOAUTLCH B
clnydyae, ecnv BbISIBMEHO 3HaYWUTENbLHOE YUCMO HECOOTBETCTBMA U TpebyeTcs
noaTBEPXKOEHME  HagfeXalwero BbIMOMHEHMS  OEUCTBUA U MEpPOnpUsTUR,
HanpaBfEHHbIX Ha YCTPaAHEHWE 3aMEeYaHWi, U OLLEHKN MOCTOSIHHOTO BbINOMHEHWS
obs3aTensCcTB M cobrogeHns TpeboBaHW K cucTeme hbapmakoHaasopa, B TOM
4yucre oLeHKN U3MEHeHMN B cnucteme papmakoHaasopa. [MoBTOpHas MHCNeKUms Ha
paHHeM 3Tane Takxe LenecoobpasHa BCKOpe MNocne NpoBeAeHus npefbigyLlien
MHCMEKUMM B Crydae Hanmmyuns MHopMauum O HEBLIMOMHEHUWA WMHCNEKTUPYEMON
CTOPOHOM Hafnexalumx KOppekTUpYoWmMX 1 npeaynpeauTenbHbIX MeponpuUsSTUiA no
npeanucaHuio 6onee paHHen MHCNEKLUN.



4.2.1.7. QncTaHUNOHHbIE MHCTMIEKLINN.

[ncTaHuuoHHbIE  MHCNeKuMnM cucTemMbl  hapmakoHags3opa  MpoBOASATCH
nHcnekTopamu 6e3 Bblesfa K AepXartento perncTpalMoHHOro yaocToBepeHns nbo
opraHusauum, KOTOpor AenerMpoBaHo BbIMONHEHUE (PyHKLMIA NO dbapMakoHaa3opy.
YKa3saHHble WMHCNEeKLMU MOryT MpPOBOAWUTLCS C WUCMONb30OBaHWEM TakuMX CPeacTB
CBA3W, KakK MHAOPMALUOHHO-TENEKOMMYHMKAUMOHHAs ceTb "UHTepHeT" unu
TenegoHHasa cBA3b. MogoGHbBIA TUN MHCNEKLMA MOXET TakXe MCMNONb30BaTbCs B
Clyyae BO3HVKHOBEHUS NOMMCTUYECKUX TPYyAHOCTEW npu npoBedeHUU MHCMEKL MU
Ha MecTe B Crly4yae WUCKIYUTENbHLIX 0O6CTOATENLCTB. PelleHne o npoBedeHun
OUCTAHUMOHHOW  MHCMEKUMM MO  YCMOTPEHWIO  MHCMEKTOPOB  NOANEXUT
COIMacoBaHMI0 C YNOSIHOMOYEHHbIM OpraHOM roCcydapcTBa-yrieHa, BblAaloLLMM
nopyyeHue Ha nposedeHue MHcnekuun. JlorMcTuieckne acnekTbl AUCTaHLMOHHON
WMHCMEeKuMM cregyeT CcornacoBblBaTb C  AepxateneMm  pernctpauuoHHOro
yoocToBepeHusi. B cniyyae ecrv B xode npoBefeHust AUCTaHUMOHHOW MHCNEeKL N
BbISIBMAOTCA  BOMPOCbI,  Tpebywoume  BbLINOMHEHUS  OLEHKM  CUCTEMbI
dapmakoHag3opa HenocpeAcTBEHHO Ha MecTe, MPUHUMAaEeTCH pelleHne o
npoBeAeHUN MHCMEKL UM C Bble30M Ha MECTO MHCMEKTUPOBaHMS.

4.2.2. lnaHnpoBaHue NHCNEKLLUNA.

4.2.2.1. TnaHupoBaHWe WHCOEKUUA cucTeM dapmMakoHazasopa [OOSMKHO
OCHOBbIBaTbCH Ha CUCTEMHOM MOAXOAE, OPUEHTUPOBAHHOM Ha OLLEHKY PUCKOB, C
uernbl ONTUMAaribHOro WUCMOMb30BaHWS PECYpcOB B paMKax OCYLUEeCTBIISEMOW
OEesATeNbHOCTU NO KOHTPOIO U 0b6ecneyeHnto BbICOKOro YPOBHS 3aLLMThl 300POBbS
HaceneHus. [looxod K MMaHUPOBAHMIO WHCMEKL WA, OCHOBaHHLIA HAa puUCKax,
No3BOSSET ONPeaenuTb YacToTy, HaNPaBEHHOCTb N 06 BEM UHCNEKTUPOBAHMS.

4.2.2.2. Tlporpammbl MHCMEKUMA cucTeM dhapMakoHag3opa COocTaBnsTcA
YMNONHOMOYEHHbLIMU OpraHamy rocygapCTB-4IIEHOB C Y4ETOM CrieaytoLmx )akTOpoB:

a) aKTOpbl, CBA3aHHbIE C UHCMNEKLINEN:

MUCTOPUSI  BbISIBMEHUST HECOOTBETCTBMW MO  pesynbrataMm  npegblayLmx
MHCMEeKUnA dapMakoHagsopa unv Apyrux TUMOB MHCMEKUUA (B COOTBETCTBUM C
Hagnexawymy bapmaueBTUHEeCKMMIN NPaKTUKaMK);

Jata MOBTOPHOM  WHCMEKUMKW, pPeKOMeHAOBaHHasi WHCMeKTopamMu — unu
aKcnepTamum B pesynbTate NpeablayLlen MHCNeKLmm;

0) drakTopbl, CBA3aHHbIE C NIeKapCTBEHHbIMW NpenapaTamu:

pervcTpauusi  NeKapCTBEHHOro  npenaparta, Afii  KOTOPOro  HasHayeHbl
OOMOSHUTENbHLIE  MeponpusiTust  No  hapmakoHaa3opy WM MeponpuaTus,
HanpaBfeHHble Ha MUHUMW3aLMUI0 PUCKOB;

perncTpauusi  fiekapCTBEHHOrO npenapaTta, [Afs  KOTOpPOro  HasHa4YeHo
npoBedeHne MNOCTPErCTPaUMOHHBIX UccredoBaHUA Mo  6e3onacHoOCTM  Uiu
Ha3Ha4yeH JOMOSHUTENbHBLIA MOHUTOPWHT,

permcTpauus 1 nocTaBka feKapCcTBEHHOrO npenaparta ¢ 6onbwiMm o6 bEMOM
npopgax, T.e. C NnoTeHuunarbHO 3Ha4YnNMbIM BO3LI,eI7ICTBVIeM Ha 6OJ'IbLIJyIO nonynAauunio
NnayneHToB,

permcTpauuns nekapCTBEHHOro npenaparta, He WUMELWEro anbTepHaTuBbl Ha
PbIHKE rOCYAapCTBa-4rieHa;



B) (bakTOpbl, CBSI3aHHbIE C AepXKaTesnieM percTpaLMoHHOMo YA0CTOBEPEHMS:

JepxaTternb  PerMcTpaumroHHOTO  YOOCTOBEPEHMSl, KOTOPbLIM  HUKOIda He
nogseprarcs MHCMeKL MM CUCTEMbI bapMaKkoHaa30pa;

OepxaTternb PerMcTpauvoHHOTO YOOCTOBEPEHUS, MMEWMA B obpallueHun
3HaYMTENbHOE YMCTIO JIeKapCTBEHHbIX MPEnapaToB Ha pbIHKAX roCy0apCTB-YNIEHOB;

Oepxartenb  PerucTpaLuoHHOrO  YIOCTOBEPEHWUs, paHee He  MMEBLUMIA
YOOCTOBEPEHUIA O TOCYAAPCTBEHHON PEerMcTpaumMnm Ha TeppuTopusix rocydapcTB-
YIIEHOB;

HeratnBHas |/|Hd)op|v|au,vm B OTHOLLeHnn BbIMOJIHEHUA obsasaTenbHbIX
TpeboBaHUA n (UM) B CBSA3M C BO3HUKHOBEHMEM Npobnem no GesonacHocTU
JIeKapCTBEHHbIX npenapartoB, nojiydeHHasd CO CTOPOHbI YNOJIHOMOYEHHbIX OpraHoB
roCyapCTB-4SIEHOB U WHbIX TOCYAapCTB, OCYLUECTBISIOWLMX (hapmMakoHagsop, a
TaKXe YMONMHOMOYEHHbIX OpraHoB B APYrMx 0bnacTsx perynmpoBaHust obpalleHus
NEKapCTBEHHbIX npenapaToB (T.e. COOTBETCTBYHOLLMX Hagnexalmx
hapMaLeBTUYECKMX NPAKTUKaX);

Takue N3MEHEHVS B opraHm3aLNoHHOM CTPYKTYpe  OepxaTerns
pEerMcTpaLoHHOrO Y10CTOBEPEHUS, KaK CIIMAAHMS U MOTTMOLLEHNS;

r) dpakTopbl, CBA3aHHbIE C CMCTEMON (hapmakoHaa3opa:

Jepxartenb perMcTpaumoHHOrO yAOCTOBEPEHMWS, WUMEKWMA cybnogpsgHyto
OpraHM3aumnio No OCYLUECTBIIEHUIO OeATenbHOCTM Mo dhapmakoHaasopy (B YacTu
dyHkuun YJ1® B Cotose, NpeactaBneHnst oT4eToB no 6e3onacHocTi u T.4.) n (unn)
HECKOJbKO OpraHusauui, MNpUBMEYEHHbIX ANl OCYLLECTBIEHMS MEpOnpuUaTUA Mo
drapmakoHag30py;

3ameHa YJ1® ¢ momeHTa nocnegHen NHcnekLuuu;

n3ameHeHnss B 6ase (0Oasax) AgaHHbIX No 6e3onacHOCTM NeKapCTBEHHbIX
npenapaToB, KOTOpble MOryT BKMoYaTb B cebsl u3aMeHeHne camoi 6a3bl AaHHbIX
UNM B3aMMOCBSI3aHHbIX 0a3 AaHHbIX, cTaTyc Barmgauun 6asbl AaHHbIX, a Takxke
MHdopMaLMK O NepeaaHHbIX UM NEPEHECEHHBIX OaHHbIX;

M3MEHEHNS1 B [JOrOBOPHbIX OTHOLUEHWMSIX C MOCTaBLUMKaMKU  YCIyr o
drapmMakoHag30py Ui MeCT BbINOMNHEHNSA YHKLWA No dhapMakoHaa3opy;

JenerMpoBaHne WM nepegada  ynpaeneHuss macTep-annioMm  cuUcTeMmbl
dbapmakoHagsopa.

4.2.2.3. YNONMHOMOY€EHHbIE OpraHbl rOCy4apCTB-4YfIEHOB BMnpaBe 3anpalumBaTb
Tpebyemyto MHGOPMaLUIO Yy OepxaTerneni perMcTpauyoHHbIX YOOCTOBEPEHWUA B
Lensx MraHUpOBaHMS MHCMEKLUUA HAa OCHOBaHWMM MOAXoA4a MO OLLEHKE PUCKOB, B
Clyyae ecnvm Ha MOMEHT NNIaHNPOBaHNS OHAa He ABMAETCHA AOCTYMNHON.

4.2.3. 'HCneKkTupyeMble 0O bEKThI.

Jllobasi cTopoHa, OcylecTBrsoWas MeponpuaTuss no  dhapmakoHaasopy
MOMHOCTBIO UIN YaCTUYHO OT UMEHM AepXKaTens perMcTpaLMoOHHOMo y40CTOBEPEHMS
B0 COBMECTHO C HWUM, MOXeT MOABepraTbCs WHCMEKUMM Ha MNOATBEPXOEHWNE
CNoCOOHOCTN  Hagnexalwero BbIMOMHEHUS1  OepXaTenem  perMcTpauMoHHOro
yaocToBepeHusa obsasaTtenscTB 1 cobrogeHus obsasartenbHbix TpebosaHunm Mo
dapmakoHagsopy. O6bekTbl A8 MHCNEKTUPOBAHUA MOryT ObiTb pacnonoXeHbl Ha
TeppUTOpUSAX rocyaapcTB-4neHoB nnbo 3a ux npegenamu. iHcnekumm o6 bekToB 3a
npegenamyn Coto3a MOryT MpoBOAMTBLCS, €CNM MaBHbIN LIEHTP dhapmakoHaasopa,
0asbl gaHHbIX W (UnM) BbINOMHseMasi OeATENbHOCTb MO  dhapmakoHaa3opy
HaxogaTcs 3a npegenamy Coto3a. Tvn U KONMYECTBO MHCNEKTUPYEMbIX OO HLEKTOB
OOSKHbI  BbIOMpaTbCA COOTBETCTBYHOLMM 06pa3oM, 4TOObl rapaHTMpoBaTb
OOCTWDKEHNE KIMOYEBLIX LiENen NHCNEKL N,

4.2.4. O6bEM UHCNEKLUN.

OObeM MHCNEKUMW 3aBMCUT OT LeNell MHCMeKuMKW, oxBaTa npeablayLmm
MHCMEKUNAMWN YNONMHOMOYEHHbIMM OpraHamMy rocy4apCTB-4YSIEHOB, a TaKxe OT Tuna
nHcnekuun. Mpu nnaHMpoBaHUM 06 beEMa MHCNEKL MM HEOBXOAUMO YYMTbIBATb:

a) nHGopmaLmio, npeacTaBfeHHY0 B mMacTep-darine cucTemsbl
dhapmMakoHaa30pa;



0) uHdopmaLmio 0 OyHKLMOHMPOBaHMN CMCTEMbI dhapMaKkoHaa3opa, Hanpumep,
JaHHble O COOTBETCTBMM CUCTEMbI, UMEKLMECH Y YMNOMHOMOYEHHOrO OpraHa
rocygapcTBa-yseHa;

B) KOHKpETHble (PaKTOPbl WHULMUPOBAHUSA WHCMEKUMA B COOTBETCTBUM C
nyHKTOM 4.2.1.2 HacTosawmx MNpaswn.

4.2.4.1. CTangapTHble MHcNekuun dapMakoHaasopa.

B npouecce npoBedeHUst cTaHOAaPTHbLIX MHCNEKLUIA cucteMbl hapmakoHaa3opa
nposepsieTcs cobntogeHne TpeboBaHWI 3aKkoHOoA4ATeNbCTBA rocygapcTBa-yneHa u
MeXayHapoaHbIX [OrOBOPOB W aKToB, cocTaBnswoumx npaso Cows3a, no
hapmakoHag3opy. Ecnm 3TO npuMeEHMMO, MHCMEKTUPOBAHME [OOSTKHO BKMHOYaTb
OLIEHKY CIeayoLLMX 3/IEMEHTOB CUCTEMbI:

a) npouenypbl paboTbl C MHAMBMAYASTBHBIMW COODLLEHMAMN O HeXenaTeslbHbIX
peakumsax Ha nekapcTBEHHbIM Npenapart (ganee - MCHP):

cbop, nonyyeHme n oOMeH COOBLUEHMAMMK, NOSYYEHHBIMU U3 BCEX UCTOYHMKOB,
OT 0OOBEKTOB M OpraHM3aLui B pamMmkax CUCTEMbI dhapMakoHag3opa, B TOM YMChe oT
TEX opraHM3aLui, KOTopble Ha KOHTPAKTHOM OCHOBE BbIMOSHAKOT 00s13aTensLCcTBa Mno
dhapMakoHaf30py AN AepxaTtens perMcTpauMoHHOro yaOCTOBEPEHMS!, a TaKkxe OT
WHbIX  nogpasfeneHuin  opraHuM3auun, He  OTHOCSLLMXCA K cuUcTeme
dhapmakoHaa30pa;

OLEeHKa CoOoOLleHWA, B TOM 4uClle MeXaHM3Mbl MOMyYyeHns wn npoueaypa
perucTpaunm  OUEHKM §uy, nNpeacTaBMBLUMX — COODLUEHMS,  MCnonb3yemast
TEPMUHOSIOMUS, OLEHKA CEepbe3HOCTU, OXMAAEMOCTM M MPUYUHHO-CNELCTBEHHOMN
CBA3Y;

perncTpauus pesynbtaToB NocrneaytLwero HabnaeHnsa n ncxodos (HanpuMep,
ucxon B Clyyasx BO3LAEWCTBMS NEKApCTBEHHOrO Mpenaparta Ha nrog B nepuop,
OepemMeEHHOCTN M MeAULMHCKOE MOOTBEPXKOEHWE COOOLLEHWMIA, MONYYEHHbIX CO
CTOPOHbI NALNEHTOB);

BbIMONHEHME  TpeboBaHWA  3aKkOHOAAaTeNnbCTBa  FOCYO4APCTB-YNIEHOB U
MeXOyHapOoAHbIX [OrOBOPOB W aKkToB, cocTaBrsitowpx npaBo Coto3a, no
npegcTaBneHnio pasnuyuHbix Tunos MCHP B cooTeeTcTBylOWLME YNONMHOMOYEHHbIE
opraHbl rocygapCTB-4SIEHOB;

BeeHWe JoKyMeHTauum n apxmsuposaHue CHP;

0) nepuoanyeckme 0GHOBNSIEMbIE OTYETLI MO 6e30MacHOCTM (ECNY NPUMEHUMO

NonHoOTa U AOCTOBEPHOCTb BKIMHOYEHHbIX OaHHbIX, 000OCHOBaHHOCTb peLleHn
OTHOCALUMXCA K AaHHbIM, KOTOPbI€ HE BKIMHOYEHHbI,

peLLleHne BOMPOCOB MO U3MeHeHWo npodmna 6e3onacHoCcTu, npencTaBreHve
COOTBETCTBYIOLLMX aHANM30B U MEp;

odpopmnieHne NOOB B COOTBETCTBMM C YCTAHOBIEHHBIMU TpeboBaHNAMY;

CBOEBPEMEHHOCTb NPeACTaBEHUS];

2:
",

B) HenpepbIBHas oLeHka npodmnsa 6e30nacHOCTH:

NCMosb30BaHNE BCEX MCTOYHUKOB MHGOpMaL MK A4 0OHapyXeHUsl curHana;

npaBurbHOE NPUMEHEHE METOLONOMN aHann3a HgopmaLum;

COOTBETCTBME nNpouedyp paccrnegoBaHUd UM MNOCreaylowmx  OencTBui
(Hanpumep, BHeapeHVe pekoMeHaau M nocne aHanmaa gaHHbIX);

peanusaums nnaHa ynpasreHus puckamum unm gpyrmx o6a3aTenscrs,;

CBOEBpPEMEHHOE BbISIBIEHNE W MNPeAcTaBNeHNe MOSHbIX M TOYHbIX OaHHbIX
YMOMIHOMOYEHHbIM OpraHamMm rocygapCTB-4YfiEHOB, B 4YacTHOCTUM B OTBET Ha
KOHKPETHbIE 3anpoChl AaHHbIX;

BKIMOMEHME  YTBEPXOEHHbIX WM3MEHEHUM B  cooDLIeHMs, Kacarowmecs
©e3onacHoCTH, 1 MHGOPMAaLMIO O NlEKapCTBEHHOM Npenapare;



r) WHTEepPBEHUMOHHble (Mpy  HeobxoAMMOCTW) W HEUHTEPBEHLMOHHbIE
KIMHUYeCKne nccnefoBaHus:

npeacTaBneHne CooBLUEHW O MOA03PeBaeMbIX CEPbE3HbIX HEOXUOAAHHbIX
HexenaTtenbHbIX peakunsX B COOTBETCTBUMM C TpeboBaHMSAMKM 3aKkoHodaTenbcTBa
rocyfapcTB-4reHoB;

nonyyeHve, perucTpaumMs U OLEHKa ClyvaeB HexernaTellbHbIX peakuun,
BbISBIEHHbIX B XOA€ WHTEPBEHLMOHHLIX W HEUHTEPBEHLMOHHBIX KIMHUYECKUX
nccneaoBaHui;

npeacTaBneHne  pesynbTaToB  UCCrnefoBaHWs UM COOTBETCTBYIOLLEN
nHcpopMaumm no 6e3onacHOCTN NeKapCTBEHHbIX MpenapaToB B (hOpMe OTYETOB
cornacHo TpeboBaHUsM 3aKkoHOA4aTeNbCTBA roCyAapCTB-4IIEHOB;

COOTBETCTBYIOLLWMIN BbIGOP CnpaBo4yHOM MWHopMauum no GesonacHoCcTw,
noaaepKaHne akTyarbHOro YpoBHsi HopMaLmmn B GpoLuopax uccrnenoBatens unm
nHpopmaLimm no 6esonacHOCTN A NaLNEHTa;

BKIMIOYEHME [aHHbIX UCCeA0BaHUs B TEKYLLYIO OLeHKY npodmna 6esonacHoOCTH
nekapcTBEHHOro npenapara;

4) npoueaypbl cucTembl hapmakoHaasopa:

porm wn obssaHHocTM YJI®, Hanpumep, [OCTYn K CUCTeMe KayecTBsa
drapmakoHag3opa, MacTep-ganrly cucTembl (hapMakoHag3opa, nokasatensdm
3hPeKTMBHOCTU N MHAMKATOPaM CUCTEMbI, OTYETaM MO ayanTam U MHCNEKLUAM, a
TaKxe Ux CnocobHOCTb NPUHMMAaTL Mepbl NO Yy4YLLEHUIO COOTBETCTBUS;

porm Kn 00sA3aHHOCTW JepxaTens pPerucTpauMoHHOro YOOCTOBEPEHUS B
OTHOLLEHMN CMCTEMbI hapMakoHaa30pa;

TOYHOCTb, MOMHOTa W NOJAEPXaHMe akTyanbHOro YPOBHS MHGOpMauuM B
MacTep-dhainne cuctembl hapmMakoHaa3opa;

Ka4yeCTBO W COOTBETCTBME YPOBHS MOArOTOBKM, KBarmdumkauMm u onbiTa
nepcoHana;

OXBaT W COOTBETCTBME CUCTEMbI KayecTBa B OTHOLLUEHWM CUCTEMbI
drapmakoHag30pa, B TOM 4YMCre BbIMOMHEHWE MPOLECCOB KOHTPONS KayecTBa U
obecnevyeHunsi Ka4ecTBa;

NPUrogHOCTb  UCMOMb3yEMbIX  KOMMbIOTEPU3MPOBAHHBLIX ~ CUCTEM  ANA
BbIMOSIHEHMS KOHKPETHbLIX (OYHKLIWIA;

cornalleHnss co BCEMW Y4acTBYHOLWMMW CTOPOHaMW, COOTBETCTBYIOLLMM
obpasom oTpaxaloume 00S3aHHOCTM W MEpPOoNpUSATMS N0 BbIMOSIHEHWIO
dapmakoHaa30pa, a Takke Hagnexatilee ux BbIMoNHEHUE.

MHcnekuma mMoxeT BkMoyaTb B ce0s1 OLLEHKY COOTBETCTBUSI OCYLLECTBIISIEMbIX
Mep MMHUMM3ALLMN PUCKOB YCTAHOBMNEHHBIM TPEOOBaHMSAM.

4.2.4.2. BHennaHoBble MHCMEKLUW.

O61bem BHENNAHOBOW MHCMNEKLMN 3aBUCUT OT MPUYNH ee HasHayeHus. B yncrno
OLeHMBaeMbIX acnekTOB CUCTEMbl MOMYT BOWTU YKasaHHble B nNyHKTe 4.2.4.1
HacToawux NpaBun, a Takxe crnegyowme acnekThbl:

a) BoBrnevYeHne n uHgopmMupoBaHHocTb YJ1® no Bonpocam, CBSA3aHHbIM C
KOHKPETHbLIM JIeKapCTBEHHLIM NpenapaToMm;

6) yrnybneHHoe wu3ydeHWe MpoLEeccoB, Mpoueayp MPUHATUS  pPeLLeHU,
BbIMOMHEHNS MHPOPMMPOBAHUST M peanu3aumn Mep, CBSA3aHHbIX C KOHKPETHbIM
PaKTOPOM MHULMMPOBaHNSA MHCNEKLMM N (MIN) NIEKapCTBEHHbLIM NpenapaToMm.

4.2.4.3. NoBTOpHbIE MHCMEKLMN.

4.2.4.3.1. Onpenensas 06bemMbl paboT NO NPOBEAEHUIO MOBTOPHOW MHCMNEKL N,
HYXHO Y4UTbIBaTb CNegyome acnekTbl:

a) aHarmM3 COCTOSIHAS CUCTEMbl W (UnM) NfaHa KOPPEKTUPYOLWX U
npeaynpeauTenbHbIX — MeponpusaTui,  paspaboTaHHOro Mo pesynbTaram
npeablayLen MHCNeKuun hapMakoHaa3opa;



6) aHannM3 3HaYUTEerbHbIX I/I3MeHeHI/Il7I, KOTOpble BHECEHbl B CUCTeMy
dapmakoHag3opa CO BpeMeHW nocregHen MHchekuun — dpapmakoHag3opa
(Hanpyumep, naMmeHeHne 6a3sbl JaHHbIX (bAapPMakoHaA30pa, CIINSIHUE UM NOTTIoLLEHNe
KOMMaHUW, 3Ha4MTeNbHbIE U3MEHEHMS B JOTOBOPHbIX BUAaxX AeATEeNIbHOCTH, 3aMeHa
YIo);

B) aHanM3 npoueccoB MW (MnM) BOMPOCOB B OTHOLIEHUN KOHKPETHOro
NeKapCTBEHHOrO Mpenapara, BbISBMEHHbIX B pe3ynbraTe OueHKWM MHdopmauuw,
npeacTaBneHHON AepxaTenem perMcTpauyMoHHOro  YAOCTOBEPEHUs, WM He
BKMIOYEHHbIX B 06BEM MHCMEKTMPOBaHWS NpeablayLLIEN NHCNEKLNEN.

42432. OOBbeM MOBTOPHOM MWHCNEKUMW OMpeaensercsa pesynsratamu
NpeaLIecTBYIOLLMX MHCNEKLUA U MOXET ObITb pacLLMpPEH C y4eToM psifa (hakTopoB
(HanpyMep, BpeMeHU OT AaTbl MPOBEAEHUS NPEALLECTBYHOLLEN NHCNEKL MM, OO beMa
npegLwecTBYHOLEN NHCNEKLMN, €CIY 3TO NPUMEHNMO).

4.2.5. MNpouecc nHecnekumm.

4.251. NHcnekumm drapmakoHaa3sopa HeobxoomMmMo niaHMpoBaTh,
KoOpAWHWpOBaTb, NPOBOAMTL, MPEACTaBMSATb OTYETbl O HMX, KOHTPONMPOBATb
BbINOMHEHVE 3aMeyaHuin U OOKYMEHTMPOBaTb B COOTBETCTBUM C Mpouenypamu
MHCMEKL WA, BbINOMHAEMbIX Ha TeppuUTopuax rocyaapcTB-4IIeHOB.
CoBepLUEHCTBOBaHUIO M rapMOHM3aUMM  MPOBEAEHWs  MHCneKkuuin  ByayT
cnocobcTBOBaTh  COMMacoBaHHble Npoueccbl W Mnpoueadypbl, COBMECTHble
npoBepKn, OGMEeH OMnbITOM 1 06Yy4eHe MHCMNEKTOPATOB YNONHOMOYEHHbLIX OpraHoB
rocygapcTB-4IIeHOB.

425.2. Mpoueaypbl no VHCMEKLNSIM dapmakoHag3opa CUCTEM
dhapmakoHag30pa A0MmMKHbI BKIKOYaTh B Ce0s1 crieaytolume npoLecchl:

a) o0bMeH nHdpopMaLmen;

0) NnaHMpoBaHMe NHCNEKLMN;

B) 4OPErMCTPaLNOHHbIE MHCNEKLM;

r) KOOPAMHALMS MHCNEKLUIA cucTeM chbapmakoHad3opa B rocygapcTBax-ysieHax;

[4) KoopAuHaUMs WHCMNEKUMWA, MPOBOAMMBIX B rocygapCTBax, He SIBNSAIOLLMXCS
yneHamy Cotosa (B TOM YuCHe MHCMEKL M NoapsaYmKOB);

€) NoAroToBKa MHCNEKL M cucTem hapmakoHaa3opa;
)X) NpoBeAeHne MHCNEKLMA cucTem bapMakoHag3opa;

3) OTYETHOCTb MO WHCMEKUMSM cucTem dbapmakoHagsopa u l'IOCJ'le,CI,yI-OU.lI/IVI
KOHTPOIb;,

1) WHGOPMMPOBaHME W MPUOPUTETHOCTL MWHCNEKUUA dhapMakoHagsopa W
Nomny4YeHHbIX pe3yrnbTaToB;

K) BedeHMe yyeta U apXMBMPOBAHWUS OOKYMEHTOB, MOMyYeHHbIX B peayrbrare
VHCMEKLUW crcTeM diapMakoHaa3opa;

J'I) BHe3arHble NHCMEeKUnn;

M) CaHKL MW 1N PErynaTopHble Uin NpUHYgUTENbHbIE MEpbl B Cllydae Cepbe3HOro
HecobntogeHns TpeboBaHMI 3aKoHOA4aTeNbCTBA roCy4apCTB-YNEHOB M HACTOSALLMX
MpaBum;

H) PeKoOMeHAauuuM MO MNOATrOTOBKE WHCMEKTOPOB, BbIMOMHSIOWMX WHCMEKLMN
cucTeM chapMakoHaa3opa, U 0GMeHy OnbITOM paboTbl.

4.2.5.3. MNpun HeobxoanMMoCcTN BO3MOXHA pa3paboTka HOBbIX Npoueayp.



4.2.6. KOHTpOsb BbIMOSIHEHMS 3aMeYaHUin MHCNEKLUN.

B cnyyae BbisSIBNeHWS B Xode BbIMOMHEHUS WHCMEKUUW HecobniopeHus
obsAsaTensCcTB NO dhapmMakoHag3opy TpebyeTca ycTaHOBMEeHVWe MnocreaytoLwero
KOHTPONSs 40 MOSIHOMO BLIMNOSHEHUS NiiaHa KOPPEKTUPYIOLLMX U NpeaynpeanTenbHbIX
Aenicteun. CneagyeT yuuTblBaTh Criegylolme MeToabl KOHTPOns:

a) aHanu3 nraHa KoppekTUpYLLMX 1 NpeaynpeanTensHbIX AencTBUA AepxaTens
perncTpaumnoHHbIX Y40CTOBEPEHNI;

0) aHanM3 nepuoamyeckmx OOHOBNSIEMbIX OTYETOB O xode paboTt (B cnyyae
HeobxooMMOCTK);

B) MOBTOpHAs WHCMEKUUA AN OUEHKM HaANEeXallero BbINOMHEHVS nraHa
KOPPEKTMPYIOLLMX U NpeaynpeanTenbHbIX AeNCTBUI;

r) 3anpoc O NPeACTaBMNEeHWM paHee He MpeACTaBrIEHHbIX OaHHbIX, N3MEHEHWUI
(Hanpumep, B MHOpMaLUIO O JleKapCTBEHHOM MpenapaTte), aHanuM3a BNsHUSA
(Hanpumep, pesynbTaT aHarm3a paHee He BKIYEHHbIX B aHanmM3 AdaHHbIX Mpu
BbIMOSIHEHWM NpoLieaypbl BbIABIEHNS CUrHaNa);

[l) 3anpoc O BbINOMHEHWM HaA eXaLlero MHHOPMUPOBaHWSI, BKITOYasi BHECEHME
M3MEHEHUA B MHGOPMaLMO, NPEACTaBMsieMyld B pamMKkax MapKeTUHroBoW
AESTENbHOCTY, U (UNK) peknamHyto MHgopMaLmnio;

€) 3anpoc O BCTpeye C [JepxaTerieM PerMcTpauyoHHOrO YOOCTOBEPEHUS C
Lenbio 06CyXaEeHUs BbISBIIEHHbIX HEOCTATKOB (HECOOTBETCTBUI) U UX BIUAHUA Ha
nraH MeponpusaTUR;

X) nepefaya pe3yrnbTaToB MHCMEKUMU APYrUM  YNOSIHOMOYEHHBIM OpraHam
roCy[apCTB-YIEHOB;

3) QOpyrve [OencTBusl, CBSI3aHHble C FeKapCTBEHHbIM npenapaToM, B
3aBMCMMOCTU OT BIMSHUST HEAOCTaTKOB (HECOOTBETCTBMI) W  pe3ynbTaroB
nocneayowmx AeAcTBui (Ctoga MoryT BXOAUTb OT3bIBbl UMW OENCTBUSA, CBSA3aHHbIE
C BblJayen perncTpauMoHHbIX YOOCTOBEPEHUA UMM paspeLleHVMn Ha nposefeHve
KIMHUYECKMX UCTIbITAHUIA).

4.2.7. JencTBua 1 caHKLUK YNOJIHOMOY€HHbIX OpraHoB rocyapcCTB-4J1IEHOB.

4.2.7.1. YNorHOMOYEHHble oOpraHbl rocygapcTB-4neHoB obecnevyvBaroT
KOHTPOMb  BLIMOMHEHWS  AepXaTernsiMu  PEerMcTpauMoHHbIX  YOOCTOBEPEHUN
obazaHHOCTEN NO (hapmMakoHag3opy B COOTBETCTBMM C 3aKOHOAATENbCTBOM
rocygapcTB-ynieHoB W HacTtoswmmu [paBunamu. B cnydae obHapyxeHus
HecobmtogeHns  TpeboBaHWA MMM HEBLINOMHEHWs  06s3aTenbCTB MO
dapMakoHag30opy  OENCTBUS,  KOTOPble  HYXHO  NPeanpuHATb,  AOMDKHbI
onpenensaTbCsl Mo KaXaoMy KOHKPETHOMY criydalto oTaenbHo. Kakve gencteus
npeanpuHATb, OO/MKHO 3aBUCETb OT  MOTEHUMANbHOMO HEraTMBHOMO  BIMSAHMWS
HECOOTBETCTBMN (HECOONAeHNN) Ha 300pOBbE HacereHws, HO Nbon crnyyan
HECOOTBETCTBUN  (HECOOMOAEHNI) MOXET  Y4MTbIBaTbCs NpU  NPUMEHEHUU
NpUHyaMTEnNbHBIX Mep. MNpu HEOOX0AMMOCTH YNONMHOMOYEHHbIV OpraH rocyaapcTaa-
yneHa pormkeH obecnevnTb, YTOObI K AepXaTerno  permcTpauyMoHHOro
YAOCTOBEPEHNSA NPUMEHANMCL 3(PdPEKTUBHbIE, COpas3MepHble U CAepXuBaloLLme
Mepbl BO34ENCTBUS.

4.2.7.2. B cOOTBETCTBMN C HacToawmmu [MpaBunamm 1 npu HeoOXOAMMOCTH C
npasunamm, yCTaHOBMEHHbIMU 3aKOHOLATENbCTBOM roCy4apCTB-4SIEHOB, B Crydae
HecobntogeHns obsa3atensCcTB MO drapMakoHag30py BO3MOXHbLI - criedylolme
BapWaHTbl perynmpoBaHuns:



a) obyyeHne u cogencTBme: YNOFNHOMOYEHHbIE OpraHbl rOCY4apCTB-4YIiEHOB
BnpaBe o0OWATbCA C NpeAcTaBUTENAMW  AepxaTernei  perMcTpaLMoHHbIX
YAOCTOBEPEHM (Hampumep, Ha cobpaHum), 4TOObl 000OWMTL BbISBIIEHHbIE
HECOOTBETCTBUSl, pPa3bsiCHUTL YCTaHOBIEHHble TpeboBaHMA W OXMAaHWSA
YNONHOMOYEHHOr0  opraHa  rocydapcTBa-YfieHa, a Takke  pacCcMOTpeTb
KoppekTupytome 1 npeaynpeauTerbHble OeiCTBUS, NpeanaraeMble gepxatenem
pPEerMcTpaumnoOHHbIX Y40CTOBEPEHNI;

6) npeacTtasneHne  MHQOpMauMM  OPYMM  YNMONHOMOYEHHbIM  OpraHam
rocydapCTB-YfieHOB B  paMKax  [OrOBOPEHHOCTEM nNo  obecneveHuto
KOH(MAeHUManbLHOCTH;

B) MHCMNEKTMPOBaHWE AepxaTerneil permcTpaLnoHHbIX YOOCTOBEPEHMUI, KOTOpble
He cobnogalT o0s3aTenbcTBa WM HE  BbIMOMHAT  TpeOoBaHMS, MOXET
NPoOBOAUTLCS C LENbIO OnpedeneHns CTeneHn HecoOnmoaeHus (HEBLINMOMHEHWS)
3aKoHOAAaTEeNbLCTBA rOCYAAPCTB-YIIEHOB U MEXOyHapOAHbLIX JOrOBOPOB M aAKTOB,
cocTaBnsaowmx npaso Coto3a, M B MOCMEAYIOWEM C LENbl NOATBEPXKOEHUST MX
cobnogeHns (BbINOHEHNS);

r) NUCbMO-NpenynpexneHne, 3asBreHne 0 HeCobNAeHUN (HEBBINOMHEHNUMN) U
YBEAOMIIEHNE O  HapyleHuW, BblJaBaeMble  YNOMHOMOYEHHBIM  OpraHoM
rocyaapcTBa-yneHa C ykasaHWeM HOPMAaTMBHOMO MPaBOBOrO akTa, KOTOpbIA Obin
HapyLLleH, C LieNnbio HaMOMUHaHWSA OepXaTensM PermcTpaLMoHHbIX YO0CTOBEPEHNN
06 nx obdAsatenbcTBax Mo papMakoHag30py MM Mepax, KOTOpble OHW AODKHbI
MPUHATb, @ TaKXXe O CPOKaX, YCTaHOBIEHHbIX A4N19 YCTPaHEeHNs1 HECOOTBETCTBUM UIn
HapyLLeHWiA;

) pacCMOTPEHME YMONIHOMOYEHHbIMU OpraHaMu rocydapcTB-YSIEHOB BoOMpoca
06 onybnukoBaHUM CcnuUcka [aepxaTernern permcTpaumoHHbLIX YOO0CTOBEPEHUN,
KOTOpble CEPbE3HO MM MOCTOSIHHO HapyLlaloT TpeboBaHMSA 3akoHOOATEnbCTBA
rocyAapCTB-YJIEHOB M MEXOyHapOAHbLIX JOrOBOPOB M aKTOB, COCTaBMSAOLMX NPaBo
Colo3a;

€) OENCTBUS B OTHOLLEHMN PEMMCTPALMOHHOIO Y4OCTOBEPEHUSI UMW 3asiBNEHMS
Ha perncTpaumio IeKapCTBEHHOrO NpenapaTa, Hanpuvep:

9KCTPEHHOE BBEAEHME OrpaHUYeHuI, CBSA3aHHbIX C npodwmnem Ge3onacHoCcTU
NeKapCTBEHHOIO Npenapara;

NPMOCTaHOBKa WMW  aHHyNMpOBaHWE  PEerucTpaLMoHHOTO  YOOCTOBEpPEHUs
NeKapcTBEHHOrO Npenapara;

NPUOCTaHOBKa PacCMOTPEHUS HOBbIX 3asiBIIEHUM Ha MOSyYeHne yaoCTOBEPEHUN
O TrOCyOapCTBEHHOM perucTpaummM OO  peanu3auun  KOPPEKTUPYIOLMX U
npeaynpeanTenbHbIX JeNCTBUN;

HasHa4yeHmne JOPErmMCcTPaLMOHHBIX MHCNEKLUA cUCTEeMbI (hapMakoHaa30pa;

) OT3bIB NEKAPCTBEHHOrO MpenapaTta C pbiHKa (Hanpumep, B criyyae ecriv B
MHGOpPMaUMIO O  NEeKapCTBEHHOM  TMpernapate He  BKMYeHbl  BaXHble
npenynpexaeHusi no 6esonacHocTu);

3) AENCTBUSA, CBSI3aHHbIE C MAPKETMHIOBOW UMW peKNaMHon nHdopmaLmen;

M) BHECEeHMe nonpaBoK B TPOTOKOJIbI WM TNMPUOCTAaHOBKA KIMMHUYECKUX
nuccrnegoBaHuMn B cny4yae BbldBIIEHUA NU3MEHEHUN npocuna ©e3onacHocTun
KOHKPETHOIo JIEKapCTBEHHOIO MNMpenapara,

K) agMUHMUCTpaTMBHble LWTpadbl B COOTBETCTBUM C 3aKOHOO4ATENbCTBOM
roCy[apCTB-Y/IEHOB.



4.2.8. Ksanudwikaums n obydeHne MHCNEKTOPOB.

MHCcnekTopbl, KOTOpble Y4acTBYOT B MPOBEOEHUM WHCMNEKUUA CUCTEM
dhapmakoHag3opa, OOrkHbl ObiTb cheuvanMcTamy  YrorHOMOYEHHbBIX OpraHoB
rocygapCTB-4SIEHOB MM L amMn, Ha3Ha4YeHHbLIMW B COOTBETCTBUM C TpeboBaHMAMN
3akoHoAaTeNnbCTBa rocyaapcTBa-yseHa, a Takxke OOIPKHbI cobrogatb MOSoXeHUs
PYKOBOACTBA MO Ka4yecTBY MHCMEKTOpaTta YNoSIHOMOYEHHOrO OpraHa rocygapcTBa-
yneHa. PekomeHayeTtcs, 4TOObl HasHa4eHWe WHCMEKTOPOB OCHOBbLIBAIOCH Ha WX
onbiT€ U MUHUManbHbLIX TpeboBaHNAX, onpeaeneHHbIX YNOTHOMOYEHHLIM OpraHoM
rocygapcTtBa-dneHa. MHcnekTopbl OOSMKHbI MPONTM OOy4eHne B TOM obbeme,
KOTOpbI Heobxogum Ans obecneyeHnst MX KOMMETEHTHOCTU B Tex obnacTsi,
KOTOpble HeobGXoauMMbl OnS MOATOTOBKM W MPOBEOEHUS WMHCMEKUMW, a Takxke
MOArOTOBKM OTYEeTa O MpoBeAeHHbIX MHcnekuuax. OHM OOrkHbl Takke NponTm
obyyeHne npoueccam u TpeboBaHWsaM hapMakoHag3opa Takum obpa3om, YTobbI
ObiTb CNOCOOHBIMM OLLEHUTb pPasfMYHble acneKkTbl CUCTEMbl (bapmakoHaa3opa B
Cly4ae OTCYTCTBUsSI COOTBETCTBYIOLLENO OMbiTa.

4.2.9. YnpaBneHue Ka4ecTBOM MpoL,ecca nHcnekuumn dapmakoHagaopa.

KayecTBO npouecca WHCNeKuMM cucTtemMbl hapMakoHagsopa perynupyetcs
YNONMHOMOY€EHHbIMX OpraHamMun rocygapcrtBa-diieHa, BXoAUT B YUCIIO BOMPOCOB, Ha
KOTOpble pacnpocTpaHseTcss cucTtemMa KadecTBa CUCTEMbl (hapMakoHagsopa
YMOSIHOMOYEHHOTO opraHa rocyaapcTBa-yreHa, v NoanexmT ayguTy.

4.3. CoTpypHu4ecTBO B pamkax Coro3a

4.3.1. KonnekTrMBHOE UCMONb30BaHne MHdopmaL .

YNONMHOMOY€EHHbIE OpraHbl rocyaapCTB-41IeHOB 06513aHbl COTPYAHMYATL, YTOObI
obnerynte oOMeH MHpopMaUMern No MHCNEKLMAM CuUCTeMbl drlapMakoHags3opa, B
YaCTHOCTMU:

a) vHdopMaumnern 06 MHCNEeKUnsax, KOTopble 3annaHMpoBaHbl U MPOBEAEHbI, C
Lesblo YCTpaHEeHNs1 HEHYXHBIX MOBTOPOB U AyOnvMpoBaHusa pabot B Cotose, a Takxke
ANst ONTUMM3aLLMN UCMOSb30BaHWUSI MHCMEKLMOHHBIX PECYPCOB;

6) nHdpopmaumeli 06 06beme MHCNEKUUN C TeM, YTOObI NMnaHMpoBaTh Oyaoyume
MHCMEKL UK,

B) nHdopMaumen o pesyrnbtatax UHCNEKLMW, B YaCTHOCTU B TOM Cryvae, korga
pe3ynbTatoM SIBMSIETCA  BblABMEHME (aKTa  HEBLIMNOMHEHUS]  OepXaTernem
perMcTpaumnoHHbIX yOOCTOBEPEHMIN TpebOoBaHMI 3akoHodaTenbCTBa rocynapCTB-
4YneHoB W Hactoawmx [lpaBun. YNOMHOMOYEHHbIE OpraHbl rOCy4apCTB-4YNEHOB
oOMeHMBaloTCA MHpopMaLUMEn O KPUTUYECKMX M CYLLECTBEHHbIX BbISIBIIEHHbIX
HegocTaTtkax, a TaKke  KpaTKUM  U3MIOKEHMEM  KOPPEKTMPYHOLMX U
npegynpeanTenbHbIX AeNCTBUMA U UX AalNbHENLLUM KOHTPOMEM.

4.4. Ponb pgepxarteneun permcTpaunMoHHbIX yAOCTOBEPEeHUN

Hepxatenu perncTpaLnoHHbIX YOOCTOBEPEHWUIN, umMetroLLme
3aperMcTpupoBaHHble Ha TEeppUTOPUSAX FOCYLapCTB-YNEHOB NEKapCTBEHHbIE
npenaparbl, MOANEXaT MWHCOEKUMAM CcucTembl dapmakoHagsopa. [epxarenu
perncTpaumnoHHbIX YO0CTOBEPEHNI 06A3aHblI:

a) Bcerma ObiTb FOTOBbIMU K MHCMEKLINN, NOCKOJbKY WMHCNEeKunn MoryTt ObITb
BHe3arnHbIMU;,

0) BecTu 1 npeacTaBnsaTb No TPebOBaHUIO MHCNEKTOPOB He no3gHee 7 paboumnx
OHEN nocre nosyvyeHnst COOTBETCTBYIOLLErO 3anpoca MacTep-dan CUCTEMbI
drapmakoHaa3opa;

B) rapaHTMpoBaTh MOMydeHWe Cormacus A0 Hadana WHCNeKuuM Ha npoBeneHue
MHCMEKLUMM OT OODBEKTOB, BbIOPAHHbIX AN WMHCMEKUUM, K KOTOPbIM  MOryT
OTHOCWUTBLCS OpraHusauuu, BbINOSHSIOWME (YHKLUMM no  chapMakoHaa3opy Mo
COrMaLleHuIo C AepXaTenem perucTpaLMoHHbIX Y40CTOBEPEHNI;



r) NpeacTaBUTb MHCMEKTOpam Nobyo MHopMaLuio 1 (MnM) AOKYMEHTALMIO,
KoTopasi HeoGxoAMMa AN NOATOTOBKU K UHCMEKL MW, B YCTaHOBIIEHHbIE CPOKX UM
BO BpeMsi NPOBEAEHMS HCMEKLUK;

4) rapaHTupoBaTb, YTO COOTBETCTBYHOLMIA MNepcoHasn, y4yacTBylOUMA B
OedaTenbHOCTM No hapmakoHaa30py MM B3anMOCBSI3aHHOW AeATenbHOCTH, OyaeT
NPUCYTCTBOBaTb BO BPEMSI MHCMEKUMN MU AaBaTb PasbACHEHUSA MO BO3HUKAKOLLMM
BOMpocam;

€) rapaHTMpoBaTb Hagnexallee M CBOEBPEMEHHOE BbINOMHEHWE MAaHOB
KOPPEKTMPYIOLLMX M NpeaynpeauTenbHbiX  MeponpuaTui  Ansg  yCTpaHeHus
BbIIBMIEHHbIX BO BpeMS  MHCMEKUUM HedoCcTaTKoB  (HECOOTBETCTBUA) C
yCTaHOBJIEHMEM NPUOPUTETOB MO KPUTUHECKMM U CYyLUeCTBEHHbIM HeOoCcTaTKam
(HecooTBETCTBMAM).

4.5. UHCcneKuMoHHbIe coopbl

C6opbl 3a MpoBedeHWe WHCMEKLUWUA B3UMalOTCA B COOTBETCTBUMU C
3aKoHOAATENbCTBOM rocy4apCTB-4IIEHOB.

5. AyauTt cuctembl hapmakoHaasopa

5.1. CTpyKTYypbI U npouecchl

5.1.1. AyouT cucTemMbl chapMakoHaasopa 1 ero Lenu.

5.1.1.1. Uenbto npoBedeHuss ayauta cuctembl drapmMakoHazsopa 4BrseTcs
noaTeepXxaeHne COOTBETCTBUS " adhpekTMBHOCTH BHEOpEHUS "
YHKLMOHNPOBAHNS CUCTEMbl  (bapMakoHag3opa nyTeM adHanmmsa W OLEHKU
00BEKTMBHBIX (haKTOB, BKIOMAs CUCTEMY KayecTBa CMCTEMbI (papMakoHaa3o0pa.

5.1.1.2. Ayout npeactaBnser cobor CcucTeMaTU4ecKun, YrnopsaoYeHHbIR,
He3aBUCUMbIN U JOKYMEHTUPOBAHHbLIN NpoLecc NonydeHns N o6 beKTUBHOM OLEHKM
dakToB, XxapakTepusylowmx paboTy cucTembl apMakoHagsopa, C  Lenbio
onpefeneHns CTeneHW BbIMOMHEHUS KpUTepueB ayauTa, CrnocoOCTBYHOLLIMX
YMy4yLlEHUIO MPOLLECCOB  YNPaBfeHWs puUCKaMK, KOHTPONsS U ynpaeBreHus
npoueccamu. AyauTopcKkMe (PakTbl COCTOSAT M3  3anucen, [OKYMEHTarnbHbIX
NOATBEPXOEHNA UMM UHON MHPOpPMaLMK, KOTOpas UMEET OTHOLLEHME K KpUTepusam
ayouta u noppaetca npoepke. Kputepum ayguta oTpaxalT CTaHOapThbl
BbIMOMHEHMS U KOHTPONSA AeATENbHOCTU, MO OTHOLLEHUIO K KOTOPLIM BbIMOMHSETCS
OLleHKa NPOBEPSIEMON CTOPOHbI U ee AeATENbHOCTU. MPUMEHUTENBHO K CUCTEME
dapmakoHag3opa  KpuTepum — ayauTa  OOMKHbI  OoTpaxatb  TpebosaHus,
npeabsBnsemMble K cucteme dpapmakoHagsopa, B TOM YuChe K CUCTeMe KadecTBa
BbIMOMHAEMbIX Mpouedyp no  dapmakoHaa3opy, KOTOpble —OnpeaenstTcs
TpeboBaHNAMU 3aKOHOAaTENbCTBA rOCYAApPCTB-4NeHOB 1 HacToswmx Mpaswn.



5.1.2. OcHOBaHHbIV Ha pucke NoAxo4 K ayautam cuctembl bapmakoHaasopa.

OcCHOBaHHbIM Ha pUCKe MOAXOAOM SBMSAETCHA TaKOW Moaxond, Mpu KOTOPOM
NCNonb3ylTCA MeToabl onpederneHus obnactu pucka. [log puckoMm noHMMaeTcs
BEPOSATHOCTb HACTYMNEHUA COObITUS, KOTOPOE OKaXeT BMMSAHME Ha LOCTWKEHME
MOCTaBMEHHbIX LEMNen, C Y4eTOM CEepbe3HOCTM €ero MocreacTesum u  (unm)
BEPOSITHOCTM HE OBOHapyeHusa apyrummn metogamu. OCHOBaHHbIM Ha pUCKe NOAXO[,
K ayguTam OpueHTMpoBaH Ha obracTyM camoro BbLICOKOrO puUCKa ANsi CUCTEMbI
hapmakoHaz30opa opraHusauum, B TOM YuChe AN CUCTEMbl KavyecTBa CUCTEMbI
dapmakoHagsopa. epBocTENEHHOE 3HAYEeHME MMEET PUCK MPUYMHEHUS Bpeaa
3[10pOBbLI0 HacerneHusl. PUCK OLLEHMBAETCS Ha Cneayowmx aTanax:

NraHMpoBaHWe ayauTa Ha CTpaTerMyeckoM YpPOBHE, pes3yrnbTaToM KOTOpPOro
ABNSeTCsa cTpaterys ayauta  (QONrOCpPOuHbIN  MOAXOA), KOTopasd  AosbkHa
YTBEPXOAaTbCS BbICLLMM PYKOBOACTBOM;

NnaHMpoBaHWe ayguTa Ha TaKTUY4EeCKOM YpOBHE, pe3ynbTaToM KOTOpOro
SBNSIETCS NporpaMMa ayauta, YCTaHOBIeHVe uenen ayauta, a Takke obnactm
pacnpoCTpaHeHUs: ayauTa;

NNaHMpoBaHWE ayauta Ha OnepaTMBHOM YPOBHE, pe3yribTaToOM KOTOPOro
SABNSIETCS NfaH ayauta nns oTAenbHbIX ayouTOpPCKUX 3agad, onpegeneHue
NPMOpPUTETOB 3agay ayauTa Ha OCHOBaHMM OLLEHKM PUCKOB, WCMONb30OBaHWe
METOAOB BbIOOPOYHOrO UCCIEAOBaHMSA U TECTMPOBAHMS, OCHOBAHHbLIX Ha pucCKe,
OTYETHOCTb MO pe3ynbTaTtam ayguMToB B COOTBETCTBUN C OTHOCUTENbHLIM YPOBHEM
pYCKa, a TaKxe peKoMeHaaL M Nno ayauty.

OueHka pucka  JOoSkHa — AOKYMeHTarbHO noareepxgarbcsa  Ans
cTpaTern4eckoro, TaKTUYECKOr0 M OMepaTMBHOIO MraHMPOBaHUSA ayauTOPCKON
OeaTenbHOCTM cUcTeMbl bapMakoHag3opa B opraHusaumm.

5.1.2.1. MNnaHupoBaHue ayguTa Ha cTpaTernyeckoM ypoBHe.

5.1.2.1.1. CtpaTerua ayguta npegctaensdeT cobon onpeferneHvwe Ha BbICLUEM
YPOBHE MNMAHNPOBAHUA  AygUTOPCKUX  MEPOMPUSATUI, MNpOBEOEHNE  KOTOPbIX
3annaHMpoBaHo Ha cpok 6oree 1 roga (Kkak npaBwuro, Ha cpok 2-5 net). Ctparerns
ayguTa BKtovaeT B cebsi nepedeHb ayauUTOPCKNX MPOBEPOK, BbIMOMHEHNE KOTOPbIX
MoXeT ObITb gocTtaTtodHbiM. CTpaTerMs ayguTta Mcnonb3yeTcs Afs onpeaeneHus
obnacTn, Hame4YeHHOW ANsl NPOBeAeHNA ayauTa, TEMbl ayauTa, a Takke MeTodoB U
JonyuweHnn (BKMOYas, HanpvMep, OLEHKY pucka), Ha KOTOpbIX OCHOBaHa
nporpamma aygura.

5.1.2.1.2. Crtpateruss ayguta AO/PKHA OXBaTbiBaTb OPraHM3auuio yrnpaBreHust
NMpoLEeccoM, YnpaBfieHNE pUCKaMU W CpeacTBa BHYTPEHHErO KOHTPONA BCEX
COCTaBMsAOLWLMX CUCTEMBI (hbapMakoHaa30pa, BKIYasa cregyowme:

a) BCe NpoLecchbl U 3agayn cucteMbl hapmakoHaa3opa;
0) cuctema kavecTBa 4eSATENLHOCTM B CMCTEME dbapMakoHaa30pa;

B) B3aUMOAENCTBME M CBA3YIOLLME 3BEHbSA C APYrMW noapasgeneHuamn (npm
HeobxooMMOoCTK);

r) ™eponpusTMs no  hapMakoHad3opy, MPOBOAUMBbIE  MOAYUMHEHHBLIMM
opraHusauusMm WM JernervpoBaHHble  OPYron  opraHusauuv  (Hampumep,
perMoHarnbHbIM LLeHTpaM, NpeacTaBnsowmM MHdopMauuo, dunvanam gepxartens
PEerMcTpaLmnoHHOrO YOOCTOBEPEHUS!, TakMM TPeTbUM fuuaMm, Kak nogpsigHble
opraHv3auum 1 gpyrvie gepxaTeny permcTpaunoHHbIX YOOCTOBEPEHNIA).

5.1.2.1.3. ®dakTopbl puUCKa, KOTOpble crieayeT yyuTbiBaTb MPU BbINOHEHUN
npoLieaypbl OLEHKM puUCKa, BKIMOYaloT B cebs B TOM UMcre cneayroLme ¢akTopb!:

a) M3MEHEHNA B 3aKOHOAATesibCTBE rocynapcCTB-4JIeHOB MO cbapmaKOHap,sopy
unn Hactosawmx Npasunax;

0) KpynHas peopraHuMsaumss unM - gpyrue  npeobpasoBaHUs  CUCTEMbI
hapmakoHag3opa, CIMsIHWSA, NPUOG PeTEHUS;

B) M3MEHEHME KItoYeBbIX yrpaBrieH4YeCKNxX (byHKLl,VIVI;



r) PpUCK HexBaTKM Haanexawym o0pa3om MOArOTOBMEHHBIX W OMbITHBLIX
COTPYAHMKOB dhapmakoHag3opa (Hanpumep, BBMAY 3HAYUTENBHOM TEKydecTu
nepcoHana, HegocTaTKkoB B Npoueccax 0byveHusi, yennmyeHns oobemoB pabor);

[) CyLIeCTBEHHble W3MEHEHWs B cuUcTeMe (apMakoHad3opa C  MOMEHTa
npedbloylwero ayauta (Hanpumep, BBedeHWe HoBoOW 6asbl  [OaHHbIX MO
AesaATenbHOCTM MO papMakoHag3opy WM 3HaduTenbHoe  OBHOBreHWe
cyllecTBytoLIen 6a3bl AaHHbIX, U3MEHEHUS MPOLIECCOB M BUAOB AEATENbHOCTU C
y4eTOM HOBbIX TPebOBaHWI 3aKoHOAaTENbCTBA roCyAapCTB-4YIIEHOB);

€) nepBbld feKapCTBEHHbIN npenapaTr Ha pblHKe (Ona  gepxatenemn
PErMCTPaLNOHHBIX Y4 OCTOBEPEHNIA);

) NekapCTBEHHLIN NpenapaTt Ha pblHKE C BBEAEHHBIMU MepaMy MUHUMM3ALLMK
PVUCKOB WM APYTMMM  YCHOBUSIMM  OOpaLLUEHWsl, CBSA3aHHbIMUM C  npodmrem
6e30MacHOCTM  NeKapCTBEHHbIX  MpenapaToB  (Hanpumep, Ha3Ha4eHue
OOMNONHUTENbHOMO MOHUTOPUHTA);

3) cTeneHb KPUTMYHOCTU NpoLecca, B YacTHOCTU:

AN YNONMHOMOYEHHbLIX OPraHOB rOCY4apCTB-YSIEHOB - HACKOMbKO KpUTUYHA
obnactb MM Mpouecc Mo OTHOWEHWIO K Haanexawemy yHKLVNOHUPOBaHNIO
cuctembl papMakoHag3opa rocy4apcTB-Y4NeHOB WM OOWEW Uenn CUCTEMbI
3[1paBOOXPaHEHNS;

Ona gepxatenen perncTpauMoOHHbIX YAOCTOBEPEHUA - HACKOMbKO KpUTUYHA
obracTb WM MNpouecc Mo OTHOLWEHWIO K Haanexawemy yHKLNOHMPOBaHUIO
cucTeMbl hapmakoHaasopa. Mpy NPUHATMK peLleHnst O NPOBEAEHWN ayauTa Kakoro-
mmbo dwinnana unn TpeTbero nuua gepaTenb PerMcTpauoHHOrO ya0CTOBEPEHMUS
OOJDKEH YYUTbIBaTb XapakKTep U KPUTUYHOCTb MeporpusiTuiA no dpapmakoHaasopy,
KoTopble NMPoBOASATCS B HAacTosilee Bpemsi domnmManom Uin TPeTbel CTOPOHOW OT
UMeHN [epxaTensd perncTpauuoHHOrO YAOCTOBEPEHUsi, MOMMMO YydeTa ApYrux
(baKTOPOB, BKIMOYEHHbLIX B HACTOSILLEV NEPEYEHD;

1) pesynbTaTbl Npeabliaywyx ayautoB (MPOBOAMIUCH N Korma-rmbo ayauThbl
aToi 0bnacTu unM npolecca, peaynbTaTbl NpeablayLWwero ayanTa);

K) BbIsiIBMEHHble MpoLEedypHble HeaoCTaTkM (HECOOTBETCTBMS), Kacatolupecs
KOHKPETHbIX 0bnacTel AenaTenbHOCTU Uik NMPOLLECCOB;

n) Apyrve opraHv3aL oHHbIe U3MEHEHWS, KOTOPble MOryT HEraTUBHO OTPa3nTbCH
Ha obrnacTn [eATenbHOCTUM WM npouecce (Hanpumep, ecriv  NPOUCXOAWT
M3MEHeHWe TakoW  BCroMoraTenbHoW  yHKUMKW, Kak  MHJOPMAaLMOHHO-
TEeXHOMNorM4eckas noaaepxka).

5.1.2.2. NMnaHnpoBaHWe ayguTa Ha TakTU4ECKOM YPOBHE.

5.1.2.2.1. Tporpamma ayauta npeacTaBnseT CcoOOON nepeyeHb ayauToB,
COCTOSILLMIN U3 OOHOIO UIMN HECKOMNBbKMX ayAUTOB, 3anfiaHNPOBaHHbIX HAa KOHKPETHbIN
CpOK, 06bI4HO Ha 1 roa. MNoaroToBKa NporpaMmMbl ayaUTOB AOMMKHA OCYLLIECTBMAATLCS
B COOTBETCTBUM C AOMNTOCPOYHOM cTpaTerven ayauta. lNporpamma ayauta gormkHa
ObiTb opobpeHa BbICLLMM PYKOBOACTBOM C 0OLe OTBETCTBEHHOCTbIO 3a
onepaTBHYIO N YNpaBrieHYECKYIo CTPYKTYPY.

5.1.2.2.2. Tporpamma ayauta OCHOBLIBAETCSA Ha Haanexallen oLeHKe pUCKoB r
OorkHa OblTb OPMEHTUPOBAHA Ha OLLEHKY CreayloLLmMX acneKToB:

a) cucTeMa KayecTBa CUCTEeMbl (hapMakoHaa30pa;
0) KpuTMYeCKre NpoLecchl B cucTeme dhapMakoHan3opa;

B) KMOYEBble CUCTEMbl KOHTPONS, ONVpaloLMecs Ha  MepornpuaTus
dhapmakoHag3opa;

r) obnacTu BbICOKOrO pucka MOCSie BHEOPEHWUS mpoueayp KOHTpons U mep
MVHUMU3ALLMN PUCKA.



5.1.2.2.3. OcHoBaHHas Ha pucke nporpamma ayauta AOrKHa Takxe y4uTbiBaTb
pesynsTathl MpeabiayWMX ayauToB B 4YacTW HeOOCTaTOYHOro oxeara obnactew
OEeATeNbHOCTN, HanpasfieHU BbLICOKOTO PUCKa, a TaKke HenocpeacTBEHHOro
yKasaHus pykoBoACTBa U (MM) NuL, KOTOPble HECYT OTBETCTBEHHOCTL 3a CUCTEMY
dbapmakoHagsopa.

5.1.2.2.4. [lokymeHTauUma nporpaMmbl ayouta LOImkHa BKMoYaTh B ceba kpaTkoe
onvcaHue nnaHa KaXkgoro ayauta, KoTopbln 6yaeT npoBefdeH, B TOM Yucre o6bem
ayguta n uenm. O6ocHoBaHME CPOKOB, MEPUOOMYHOCTU M OObEMa OTAENbHbIX
ayouToB, KOTOpble  SBMAIOTCA  4acTbio  NpoOrpaMMbl  ayauToOB,  AODKHbI
OCHOBbIBaTbCS Ha AOKYMEHTanbHO ochopMIieHHOM oueHke puckoB. OCHOBaHHbIE Ha
OLEHKE puUCKa ayauTbl CUCTEMbl (bapMakoHag3opa [OOSPkHbl  BbIMOMHATHCS
perynsipHo B COOTBETCTBMM C TpebOoBaHMAMW 3akoHodAaTenbCTBa rOCyOapCTB-
YIIEHOB M MEXOyHapOAHbLIX AOroBOPOB W aKTOB, cocTaensaiowmx npaso Cotosa.
BHeceHne 0OOCHOBaHHbIX W3MEHEHWI B NporpaMMy ayauta [OOImkHO ObITb
Haanexawym o6pa3om AOKYMEHTUPOBAHO.

5.1.2.3. MnaHnpoBaHue 1 OTYETHOCTb MO ayAWTYy Ha OnepaTVBHOM YPOBHE.

5.1.2.3.1. NnaHnpoBaHne n c6op AaHHbIX HA MecTax.

OpraHusaumns JormkHa BHeOpUTb Npoueaypbl, NPUHATbIE B BUAE JOKYMEHTOB B
NMCbMEHHOM (bopMe, C YHETOM NIIaHUPOBAHUSA 1 NPOBEAEHUSA OTAENMbHbIX ayaAUTOB.
Cpoku peanusaumm Bcex Mep, HeobXoaAnMbIX A5 BbINOMHEHUSA OTAENbHOro ayanTa,
OOMKHbI ObITb YCTaHOBMEHbI B COOTBETCTBYHOLWMX nNpouenypax, CBA3aHHbIX C
nposegeHueM ayauta. OpraHusauus gosmkHa obecneyuntb npoBedeHue ayanTos B
COOTBETCTBUM C 3TUMW NpoLieaypamu COrfiacHO HaCTosLLEMY pasaeny.

OTpenbHble ayguTbl cucTeMbl hapmakoHag3opa [OOMKHbl NPOBOAMTBHCHA B
COOTBETCTBUM C YTBEMKOEHHOW MporpaMMoV ayauTa, OCHOBAHHOW Ha pucKax B
cooTBeTCTBMM C nyHKkToM 5.1.2.2 Hactoawmx [pasun. [py nnaHMpoBaHWU
oTAerNbHbIX ayaAuTOB ayaAuTop onpeaensieT U OUeHMBAEeT PUCKM, COMPSPKEHHbIE C
paccMaTpuBaeMon 0bnacTbi, MNPUMMEHSA camble nogxoasdme  MeToabl
BbIOOPOYHBLIX UCCNeqoBaHWn U TecTupoBaHusa. MeTon BbINOMHEHWS ayauTa
Hagnexawym obpa3om LOKYMEHTUPYETCS B NiiaHe NPOBEAEHUs ayauTa.



5.1.2.3.2. OTYeTHOCTb.

BbiBOObI ayAMTOPOB 4OKYMEHTANbHO OTPaXKATCHA B ayAUTOPCKOM 3aKSIH0HYEHUN
N CBOEBPEMEHHO [OKNagblBalTCA pykoBOACTBY. [lpouecc ayauta [OmKeH
BKMNo4aTb B cebs MexaHuM3Mmbl nepegavy BbIBOAOB ayauTa obbekTy ayauTa,
nonyyeHnss o6paTHOM CBA3WM W NpeacTaBfeHUs ayaAUTOPCKOM  OTYETHOCTU
PYKOBOACTBY W  3aUHTEPECOBaHHbLIM CTOPOHAaM, B TOM 4uCle fuuam,
OTBETCTBEHHBLIM 3a CUCTeMy (hapMakoHaa30pa, B COOTBETCTBUM C TpeboBaHUAMU
3aKkoHo4aTenbCTBa roCcy4apCTB-YNEHOB M MeEXOyHapOOHbIX OOrOBOPOB M aKTOB,
cocTaBnaoumx npaBo Cot3a, W pekoMeHgauusiMu Mo  ayauTy CUCTEMbI
(hapmakoHag3opa. PeaynbtaTthl ayanta OoimkHbl NpeacTaBnsaTbC B COOTBETCTBUN
C OTHOCUTESIbHLIM YPOBHEM pUCKA U KNacCuMLMPOBATLCS C Liefblo yKasaHus mx
KPUTMYHOCTM MO OTHOLLEHWIO K pUCKaM, BIINAIOLLMM Ha cucTemy dapmakoHaasopa,
npoLecchl U KOMMOHEHTbI MnpoueccoB. Cuctema Knaccudwkauum gormkHa ObiTb
onpegerneHa B ONUCaHMM CUCTEMbl KadyecTBa (papMakoHag3opa W [orkHa
Y4uTbIBaTH CredyloLme noporoBble 3HaA4YeHWs, KOTopble CrieayeT UCNonb3oBaTh B
harnbHenwen oTYETHOCTH:

KPUTUYECKUM  SIBIIIETCS  NMPUHUMNMANbHBIA - HEOQOCTATOK  (HECOOTBETCTBUE)
OOHOMO WM HECKONbKUX MPOLECCOB WM  BLIMOSHAEMbIX MNPOLEAYyP CUCTEMbI
drapmakoHaz30pa, KOTopbl HErAaTUBHO BMSIET Ha BCIO CMCTEMY (hapmakoHag3opa
n (unn) npaea, 6e3onacHOCTb 1 Bnarononyyne nauneHToB, U (UNM) NpeacTaBnseT
cobo noTeHUManbHyt0 Yrpo3y 340pOBbK HacerneHus u  (Mnn) cepbesHoe
HapyLleHne TpeboBaHuit 3akoHogaTenLcTBa rocyaapcTB-4JIEHOB "
MeXQyHapO4HbIX JOFOBOPOB M akTOB, COCTaBnAoLLMX npaso Cotosa;

CYLLECTBEHHbIM SIBMSETCA 3HAYMTENbHbIA HEeJoCTaToK (HECOOTBETCTBME)
OOHOMO WM HECKOMbKUX MPOLEeCCOB WM BbINOSHAEMbIX MNPOLEeAyp CUCTEMbI
drapmakoHag3opa, Unn NpUHLUNManbHbIA HeJOCTaToOK KaKoW-nMbo 4YacTu OgHOro
UM HECKOIbKMX NPOLLECCOB MIMM BbINOSHAEMbIX Npoueayp dapmakoHagsopa, 4To
oTpuLaTeNbHO CKasblBaeTCs Ha BCeM npouecce U (Mv) noTeHuuarbHO MOXET
cKasaTbCsi Ha npaBax, 6e3onacHOCTM M Bnaronony4nn NauneHToB, 1 (M) MOXET
npeacTaBnATb MNOTEHUManbHY0 OMNacHOCTb AN 340pPOBbS Hacenenus un (unum)
npeacTaBnsieT coboli HapylweHue TpeboBaHWI 3aKkoHoAaTeNnbCTBa rOCyOapCTB-
YIEHOB M MEXOyHapOAHbLIX AOroBOPOB W aKTOB, cocTaBnsaiowmx npaBo Cotosa,
KOTOpOe, 04HaKO, HE CYMTAETCH CEPbE3HbIM.

HECYLLUECTBEHHbIM SIBNSETCA HegoCcTaToK (HEeCOOTBETCTBME) KaKoro-nmbo
KOMMOHEHTa OAHOrO MM HECKONbKMX MPOLLECCOB WM BbIMOSHAEMbIX Mpoleayp
cuctembl hapmakoHaa3opa, KOTopble, Kak OXMOaeTcsi, He MOryT OoTpuuaTenbHO
cKasaTbCsl Ha Bcen cucteme drapMakoHag3opa unn npouecce, U (unm) npasax,
©e3onacHoCTH 1 Braronony4ymMmn NaueHTOoB.

Mo Bonpocam, KoTopble HEOO6X0AMMO peLlaTb B CPOYHOM nopsiake, Heobxoaumo
He3amMen mMTenbHO MHAOPMMPOBaTL PYKOBOACTBO OObekTa ayauta U BbicLlee
PYKOBOACTBO.

5.1.2.4. [lenctBud, OCHOBaHHble Ha pe3ynbTaTtax ayguta M nocnegyloLero
KOHTPOSS ayanTOoB.

5.1.2.4.1. HesameanutenbHble 4ENCTBUSA, ONepaTuBHbIE AENCTBUS, AENCTBUSA B
pa3yMHble CPOKW, a TaKXe BOMPOCHI, MO KOTOPbIM HEOBXOAMMO CPOYHOE MPUHSITME
pelleHns nMbo CpodHOoe WMHAGOPMUMPOBaHME, yKa3aHHble B HaAcTodAleM pasgere,
npegHasHadeHbl ANsl BbINOMHEHUST B CPOKWU, KOTOPble SBMSAOTCS Hadfexalmmu,
YMECTHbIMA W  COOTBETCTBYIOLWMMM OTHOCUTENBHOMY PUCKY AN  CUCTEMbI
drapmakoHag3opa. Heobxogumo yCTaHOBWUTbL MPUOPUTETbI  KOPPEKTUPYIOLLMX U
npenynpeanTenbHbIX OENCTBUA ONA YCTPaAHEHUS BbISBIEHHBIX KPUTUYECKUX W
CYLLECTBEHHbIX HedoCTaTKoB (HECOOTBETCTBMI). TOYHbIE CPOKM OENCTBUN,
CBSI3@HHbIX C BbISIBNIEHHLIM KPUTUYECKMM HELOCTaTKOM (HECOOTBETCTBMEM), MOTYT
BapbMpOBaTbCA B 3aBMCUMOCTM OT XapakTepa BbIBOOOB W 3anfiaHUpPOBAHHOIO
0encTaus.

5.1.2.4.2. PykoBOACTBO OpraHusauuv obecneymBaeT Hanuuue B OpraHusauuu
MexaHu3Ma, NO3BOSALLErO HaaeXaLymM 06pa3oM peLlaTb BOMPOCHI, CBA3aHHbIE C
pesynbTaTamy ayauta CUCTeMbl bapMakoHaz3opa. Komnnekc MeponpusTui
JOIDKEH BKMYaTb B cebs  aHammM3  UM3HavanbHOW  MPUYMHBI - BbISIBNEHHOTO
He#ocTaTKa, BIMSIHWS BbISIBNEHHbIX Pe3ynbTaToB ayauTa, a Takke MOATroTOBKY
nraHa KOPPEKTUPYIOLLWX U NpeaynpeauTenbHbIX MEPONPUSTUIA.



5.1.24.3. Bbicllee pykoBOACTBO M JNMua, HaAeneHHble pPyKOBOASALLMMU
MOMHOMOYUSIMA, OOJPKHbI M0O3abOTMTLCA O TOM, YTODObI NPeanpuHATbL BCe
Heobxoaumble 3dhPeKTMBHbIE MepPbI MO YCTPaAHEHWNIO HEAOCTATKOB, BbISIBIIEHHbIX B
npouecce  ayawura. BbinonHeHne  cormacoBaHHbIX  OEUCTBUA  [OIMKHO
cuUcTeMaTtM4ecKknm KOHTponvpoBaTbcs.  WMHdopmaums o0 xoge  peanvsauuun
KOPPEKTUPOBOYHbLIX U MpeaynpeauTeNibHbIX MEPOMNPUATUMI OSkHA Nepuogudeckin
[0BOAUTLCS 00 CBEAEHMS BbICLLErO PyKOBOACTBA COOOpasHO 3anfiaHMpoBaHHbLIM
aencteunsaM. [MoaTBepKOeHWEe 3aBEPLUEHUS] KOMMIEKCa KOPPEKTUPOBOYHBLIX W
npenynpeanTenbHbIX MeponpuaTUiA JOIMKHO Hagnexawmm obpazom
OOKYMEHTUPOBATLCS. Mporpamma ayguta JorKHa npegycmatpmeaTb
NoTeHUNanbHyl0 BO3MOXHOCTb MNPOBEAEHMSI KOHTPOSbHLIX ayguToB, KOTOpble
BbIMNOMHAOTCS MO Mepe HeobXxo4MMOCTU, C Lenbio MOATBEPKOEHUS 3aBepLUeHus]
BbINOJTHEHUSI COrTNAacOBaHHbIX AENCTBUN.

5.1.3. Cnctema kavyecTBa U JOKYMEHTUPOBAHMS.

5.1.3.1. KoMNeTeHTHOCTb ayauTOPOB W YNpaBfieHNst Ka4eCTBOM ay4uTOPCKOW
BeATensHOCTH.

5.1.3.1.1. HezaBncumocTb 1 06 bEKTUBHOCTL ayanTa u paboTbl ayquTopoB.

OpraHu3auma gorpkHa Ha3Ha4uTb KOHKPETHOe Lo, KoTopoe ByaeTt orBevaTb
3a [eATenbHOCTb MO ayauTy B obrnactu diapmakoHagsopa. [esiTensHOCTb Mo
BbIMOSIHEHVIO ayAUTOB CUCTEMbl (hapMakoHag3opa [oSkHa OblTb HE3aBMCUMOWN.
PykoBoacTBO  opraHusaummM  OormkHO — obecneuntb W OOKYMEHTMPOBATb
HEe3aBUCUMOCTb U 06 BEKTUBHOCTL ayAUTOPOB.

Ayoutopbl JOMmKHbI BbITb CBOBOAHBLI OT BMeLlaTeNnsCTBa B OMpeaereHvne
obbema ayauta, npoBedeHWe ayauMTa  cuUcTeMbl  dpapmakoHagsopa U
uHdopMMpoBaHue O pesynbratax ayauta. OCHOBHasi OTYETHOCTb AOrKHa
HanpaBnATbLCS BbICLLEMY PYKOBOACTBY, KOTOPOE HECET MOSHYI0 OTBETCTBEHHOCTLIO
32 VCMNOMHUTENbCKYID W YNpaBieHYeCKyd CTPYKTYpY, YTO MO3BOMSET ayautopy
BbINOMHATL CBOM 00SA3aHHOCTU WM MPELCTaBMsiTb HE3aBUCUMOE U OOBLEKTUBHOE
ayouTopcKoe 3akroyeHve. Ayautopbl MOMYT KOHCYMbTMPOBATLCA C 3KCHepTamu,
nepcoHaroM, y4acTBYIOLMM B rnpoueccax no hapmakoHaa3opy, a Takke C fULomMm,
YMOMHOMOYEHHbIM MO bapMakoHaa3opy, NpW  COXPaHEHWU HenpeaB3sToOro
OTHOLLEHVS U OTCYTCTBUM BIUSIHUS HA OBBEKTUBHOCTbL M KAYeCTBO BbINOMHAEMbIX
pabor.

5.1.3.1.2. Ksamudwikauusa, npodeccmoHannsMm, OnblT UM HENpepbIBHOE
NoBbILLIEHNE KBanudmKaum ayautopos.

Ayoutopbl OOIMKHBI 00nagaTtb Tpebyemon kBanudmKaunen n nogaepxveaTthb ee
B YacTu 3HaHWIA, HaBbIKOB M CMOCOOHOCTEN, Heobxoaumblx Ans 3ddEKTUBHOIO
nposBeAeHust ayauTOPCKUX MEPONPUATUIA CUCTEMbI (bapMakoHaa3opa, a Takxe Ans
y4acTuna B HUX. AyauTopbl AOMKHbI obnagaTe HaBblkaMu, YMEHUSIMU U 3HAHUSMW B
YyacTu:

a) NpuHUMMNoB, Npoueayp U MeTOAOB ayauTa;

6) CyLIeCTBYIOLMX HOPMAaTWBHbIX MPABOBbLIX AaKTOB, PYKOBOACTB W ApPYrUxX
TpeboBaHWUI, OTHOCALLMXCA K cucTeme dhapMakoHaa30pa;

B) MEpONpUATUI, NPOLLECCOB 1 NpoLeayp apmakoHag3opa;
r) cucTem ynpaereHus;
) OpraHn3aLoHHbIX CUCTEM.

5.1.3.1.3. OueHka Ka4yecTBa ayanUTOPCKON AEATENBHOCTMU.

OueHka KayecTBa ayaAWTOPCKOM [OEATENbHOCTM MOXET OCYLUECTBNATLCSA
nocpeacTBoM  TeKylerd W Nepuoguyeckor  OUEeHKUM BCerW  ayauTopCKOn
OEeATenbHOCTM, OT3blBOB OObekTa ayamta W CaMOOLLEHKM  ayOouTOpPCKOW
OeATenbHoCTM (HanpuMMep, KOHTPONb KadvecTBa ayaUTOPCKOM LEeATENbHOCTW,
cobnogeHne kogekca noBegeHnst, MporpaMmm ayauTa n ayauTopcKnx npoueayp).



5.1.3.2. AyauTsl, NpoBeAeHHbIe BHELLHNMM MOCTaBLUMKaMN ayanTOPCKNX YCIyT.

OcHoBHasi OTBETCTBEHHOCTb 3a (yHKUMOHWpPOBaHWE W 3PdeKTUBHOCTD
cucTembl hapmMakoHag3opa NexvT Ha opraHusauun. B cnyyae ecnm opraHusaums
NpYHUMAaET peLleHne NpUBEerHyTb K BHELLUHEMY NMOCTAaBLLVKY ayAUTOPCKUX YCIyr Ans
BbINOINHEHNST TpeboBaHWA NO ayauTy cucTeMbl hapMakoHag3opa Ha OCHOBE
COOTBETCTBYIOUMX TpeboBaHui HacTosumx [paBun, crnegyetT cobrnocTu
crnepyoLme TpeboBaHuA:

a) TpeboBaHMsl 1 NOAroTOBKa OLEHKM ayQuUTOPCKOrO pucka, cTpaTeryn ayauta,
nporpammMbl ayauta v OTAENbHbIX ayAUTOPCKUX 3adaHuii OIDKHbI GbiTb JOBEAEHbI
opraHusaumei 0o CBeAeHNUs! BHELLHMX NOCTAaBLUMKOB YCyr B MMCbMEHHOM hopMe;

6) 06bem paboThbl, 3agayun 1 nNpoueaypHble TpebOBaHNA K MPOBEAEHNIO ayauTa
AOIDKHbI ObITb JOBedeHbl OpraHu3auueil 40 CBEeOEHWSI BHELIHWUX MOCTaBLUMKOB
ycnyr B nMCbMEHHON hopMe;

B) opraHun3auuna OOJpkKHa nonydntb  OOKYyMEeHTalnbHOe  noATBepXaeHue
HE3aBMCUMOCTU U 0O BEKTUBHOCTM BHELLIHMX NOCTAaBLUMKOB aAyOUTOPCKNX yCIyr;

r) BHEWHWN MOCTaBWMK ayaUTOPCKUX YCNyr [OSbkeH Takke cobnogatb
COOTBETCTBYIOLME TpeboBaHMs, NpeayCMOTPEHHbIE HacToAwMMK [MpaBunamu.

5.1.3.3. XpaHeHune oTyeToB 06 ayauTax.

OT4yeTbl 00 ayauTax 1 cBegeHus, NOATBEPXKAAOLLME 3aBepLUEHe OEUCTBUIA MO
pesynstataMm ayauTta, OOSDKHbl XPaHWTbCA B COOTBETCTBUM C TpeboBaHUsMW,
yKkasaHHbIMW B pasgene 2 HacTosawmx MNpaswn.

5.2. TpeboBaHMA K NpoBeAeHUIO ayanTa

5.2.1. depxaTenu perMcTpaumoHHbIX Y40CTOBEPEHNN.

5.2.1.1. TpeboBaHus K NpoBeAeHNIO ayauTa.

Oepxatenu permcTpaLmoHHbIX YAOCTOBEpPEHNU 06A3aHbl perynsipHo NpoBOaUTb
OCHOBaHHbIE€ Ha pUCKe ayauMTOpCKue NpoBEPKU CBOEW cUcTeMbl hapmMakoHaasopa,
BKMOYasi ayouT CUCTeMbl KadecTBa CUCTEMbl (papmakoHaas3opa, C  Lerbto
obecneyeHnss COOTBETCTBUS OENCTBYIOLLEN CUCTEMbI KadeCcTBa MpenbsBIsSEMbIM
TpeboBaHunam. [laTbl NpoBeAeHNs ayquToB U pe3ynbTaThl NpoBeAeHHbIX ayanToB, a
TakxXe KOHTPOMbHbIX ayaUTOB AOMKHbLI HagnexaLmmM obpa3oM OKYMEHTUPOBATLCS.

5.2.1.1.1. Jlnuo, ynonHoMo4eHHoe no ¢rapMakoHaa3opy B rocygapcTBax-dneHax.

Jlnuo, ynonHoMo4eHHoe No hapmMakoHaA30py B rocygapcTBax-yfeHax, LOKHO
nony4yatb OTYeTbl O pesynbraTax ayauTta cucTembl hapmakoHaasopa, a Takke
npeacTaBnATb UHGOPMALMIO ayanuTopam, MMEKLLMM OTHOLLEHNE K OLIEHKE PUCKOB,
BKMIOYasi CBEOEHMS O  COCTOSIHUM  BbIMOMHEHUSI  KOPPEKTUPYIOLMX U
npegynpeanTenbHbIX MeponpuaTui. JIuo, ynonHoModYeHHoe no diapMakoHan30py
B rocygapcTtBax-yrneHax, AOKHO nonyyaTtb MHGopMauuo o pesynstaTtax foboro
ayauTa, MMelolero OTHOLIeHMEe K cucTteMe dapmakoHag3opa B rocygapcrBax-
yfieHax, BHe 3aB1MCUMOCTM OT MecTa ero NpoBeaeHus.

5.2.1.2. YNOnHoMo4eHHble OpraHbl rocy4apCcTB-UNeHOB.

5.2.1.2.1. TpeboBaHus k NpoBeAEHMIO ayanTa.

YNONMHOMOYEHHBIV OpraH rocygapcTBa-yfieHa OOSMKEH PerynspHO MpPOBOAUTL
He3aBVCUMble MPOBEPKM 3adayv cuctembl dhapmakoHazsopa rocynapcTB-4YieHOoB,
perynspHblii ayaut CBOEW CUCTeMbl (papmMakoHaa3opa U OCHOBaHHbIE Ha pUCKax
ayauTbl CUCTEMbl KadyecTBa C Lenbi obecneyeHusi COOTBETCTBUSA CUCTEMbI
KayecTBa npeabsiBseMbiM TpebGoBaHMAM. [aTbl NpoBeAeHUss U pe3ynbTaThbl
NPOBEAEHHbIX ayaAUTOB, a TaKXe KOHTPOMbHbIX ayouMTOB OOSPKHbI Haanexalym
o6pa3om fOKYMEHTMPOBaTbLCS.



5.2.1.2.2. NpuHsaTaa meTogonorus.

B uensax obecnevyeHns cornacoBaHHOrO M rapMOHU3MPOBAHHOMO MaHNPOBaHNS
N peanusauuv ayauToB U MOATOTOBKW MX OTYETHOCTWU ayauTbl, NPOBOAMMbIE B
YNOMHOMOYEHHbIX OpraHax rocy4apCTB-YNIeHOB, [OOSDKHbI OCHOBbLIBATbCH Ha
NPUHATON TEPMUHOIIOMMN U METOL0SOMN.

5.2.2. TpeboBaHus Kk ayauUTOPCKOM OTYETHOCTM.
5.2.2.1. OTYeTHOCTb AepxaTens permcTpaumMoHHOrO Y40CTOBEPEHWS.

5.2.2.1.1. [epxaTenb permcTpalmoOHHOIO YOOCTOBEPEHUS [LOIDKEH BKMAKYUTL
NOSICHUTENbHYIO 3aMUCb MO KPUTUYECKMM M CYLLECTBEHHbIM pe3ynbTatam ayguta
cuctembl papmakoHag3opa B MacTep-damn  cucTembl  dbapmakoHag3opa.
OcHoBbIBasicb Ha pesynbTatax ayguTa, AepXaTefnb  perncTpaumoHHOro
YAOCTOBEPEHMS OOJTKEH obecnevnTb NOAroTOBKY " peanusauuio
COOTBETCTBYIOLLENO NriaHa, B KOTOPOM NogpOoOHO yKa3biBaOTCA KOPPEKTUPYHOLLE U
npenynpeauTenbHble MeponpuaTrsa. [locne BbIMOMHEHUS KOPPEKTUPYIOLLMX W
npenynpeanTernbHbIX MEPONpUSTUA B NMOSMIHOM 0ObeMe 3anucb B macTep-dianne
MOXeT ObITb yaaneHa. [na yoaneHus Kakmx-nmbo CBeAeHUN, Kacalowmxcs ayauTa,
M3 mMacTep-cpanna cuctembl drapMakoHags3opa TpebyloTcs  0O6bEeKTUBHbIE
nogTeepaaroLme gaHHbIe.

5.2.2.1.2. JepxaTenb perncTpaunoHHOro yaoCTOBEPEHUS AOIMKeH obecneyntb
BKMIOYEHME CMMCKa BCEX 3arnflaHMpPOBaHHbIX W MNPOBEOEHHbIX ayauToB B
npunoxeHue Kk macTep-danny cucTembl bapMakoHa[30pa, a Takke BblMNoSHeHne
BCEX 3anfaHNpPOBaHHbLIX ayguToB C COOMoAeHNEM 004A3aTeNnbCTB MO OTYETHOCTMH,
NpPenyCMOTPEHHbIX  3aKOHOO4ATENbCTBOM  FOCYAAPCTB-YSIEHOB,  HACTOSILLMMU
MpaBunamm N BHYTPEHHMMU MpPaBUnaMm, NPUMEHSIEMbIMU K OTYETHOCTWU. [aTbl n
pe3ynbTaTbl MPOBEOEHHbLIX ayouTOB, a TaKXe KOHTPOSbHbIX ayauTOB [AODKHbI
Haanexawym o6 pa3om AOKYMEHTUPOBATLCS.

5.2.2.2. OTYETHOCTb YNOSIHOMOYEHHbIX OPraHOB roCy4apCTB-4SIEHOB.

YNONMHOMOYEHHbIE OpraHbl rOCYAapCTB-YNEHOB AOMMKHbI rapaHTMpoBaTb, YTO
OHM obecneyvnBatoT cobntogeHne 06A3aTenscTB Mo NpeAcTaBfiEHUI0 OTYETHOCTU
Mo BbIMOMHEHHLIM ayaAWTaM B COOTBETCTBUM C HacTosummu [lpaBunamu,
MeXOyHapoaHbIMM [0roBOpaMM M aktamu, cocTaensoowmmy npaso Cotosa, u
3aKOHOAATENBLCTBOM FOCYAAPCTB-YNIEHOB, @ Takke BHYTPEHHUMW MNpaBuiamu,
NPUMEHSIEMbBIMN K OTYETHOCTM.

5.2.3. KoHgmaeHumnansHoCTb.

C pokymeHTamn W UWHopmaumnern, cobpaHHOM BHYTPEHHUM aygouUTOPOM,
cnegyet obOpawartbca C cobntogeHvem TpeboBaHWIA  3aKoHO4ATENLCTBOM
rocygapcTBa-ynieHa, B TOM 4ucrie B cdiepe 3amTbl NepcoHarnbHbIX AaHHbIX Y
KOH(MaeHUnansHom nHdopma .

6. Cucrtema ynpaBneHus puckamum
6.1. BBegeHune

Mpouecc ynpaBreHUss pUCKaMu COCTOMT M3 3 B3aMMOCBSI3aHHbIX W
MOBTOPSIIOLLMXCS CTaaWi:

COCTaBfEHNE XapakTepuCcTukn npodmnss ©6e3onacHOCTM NeKapCTBEHHOMO
npenaparta, BKnto4aa n3BeCTHble N HEU3BECTHbIE AaCMNeKThl;

nfaHMpoBaHue OeATeNbHOCTH No hapMakoHag30py NO XapakTEPUCTUKE PUCKOB
N BbIABIIEHNIO HOBbIX PWUCKOB, a TaKXe MMoBbllUEeHne 06u.|,ero YPOBHA 3HaHUA O
npodmne 6e3onacHOCTM NEKapCTBEHHOIO Npenapara;

NMaHMpoOBaHWE W OCYLUECTBIIEHWE  OEATENbHOCTM MO MMHMMMU3aUMu
nocneacTBUIA PUCKOB, a Takxke oLieHKa 3¢pdPeKTUBHOCTN 3TOM AESATENBHOCTMU.

6.2. CTpyKTYypbl U npouecchl



6.2.1. MNprHLUNbI yNpaBneHns puckamu.

OcHoBHOM Lenbio npouecca ynpaeneHus puckamm gasndeTca obecneyeHvie
NPMMEHEHNsT NEKapCTBEHHOrO npenapata npyM  MakCMMasrbHO  BO3MOXHOM
NpeBbilleHnM  MoMb3bl  OMNPEAENieHHOro  fiekapCTBEHHOro  npenaparta  (nm
COBOKYMHOCTM JIEKapPCTBEHHbIX MPENapaToB) Haf pUCKaMK A1 KaXKOoro nauueHTa
W Ona uenesBbiXx MNonynsauMi B UenoM. 3TO MOXeT ObiTb AOCTUIHYTO MNyTeM
yBENMYEHUS NOMb3bl UMM MYTEM CHUXEHUS pUCKOB. lNpoLecc ynpaBneHnst puckamm
HOCUT LMKIMYHBIA XapakTep W COCTOMT K3 TOBTOPSIIOLLMXCHA 3STanoB Mo
ONpeaeneHnio 1 aHanuay pMCKoB U MOrb3bl, OL,EHKE COOTHOLLEHUS "Nofb3a - puck"
C onpegeneHMeM BO3MOXHOCTM ONMTUMM3aLmMK, BbIOOPY 1 NNAHMPOBaHNIO METOO0B
XapaKkTeEPUCTUKN N MUHMMU3AUUMA  PUCKOB, BHEOPEHUIO MEPOMNpuUsTUA Mo
XapakTepucTuke ” MUHUMM3aUMN PUCKOB, COOPY [AaHHbIX C  MOHWUTOPWHIOM
3hdEKTUBHOCTU NPUHATBIX MEp.

6.2.2. OTBETCTBEHHOCTb 3a YrpaBreHe puckamm B paMKax opraHusaLmu.

OCHOBHbIMM y4acTHMKaMWU NpoLecca, HenocpeacTBEHHO BOBMIEYEHHBIMA B
NraHMPOBaHWE YMpPaBIieHUs1 PUCKaMU NEeKapCTBEHHbIX MpenapaToB, SIBMATCS
AepXaTenn PEerMcTPauUMOHHbIX  YOOCTOBEPEHWIA W YMONHOMOYEHHbIE  OpraHbl
rocyapCTB-YNieHOB, OTBETCTBEHHbIE 3a pPErynMpoBaHuWe npouecca obpallgHus
NEKapCTBEHHbIX NMpenapaToB.

6.2.2.1. [epxatenu permcTpaymoHHbIX yA0CTOBEPEHWN.

B oTHoweHun npouecca ynpaBneHnss puckamu, CBA3aHHbIMWU C BblMyCKaeMblM
neKapcTBEHHbIM MpenapaTtoM, [AepxaTernb PermcTpaunoHHOro  yooCTOBEpeHus
HeceT OTBETCTBEHHOCTb 3a:

a) obecnevyeHne NOCTOSIHHOIO KOHTPOJ1A PUCKOB, CBA3aAHHbLIX C NMpUMEeHeHneM
NIeKapCTBEHHOro npenapara, B COOTBETCTBUN C Tpe6OBaHVIF|MVI 3aKoHOoOaTernbCTBa
rocyaapcTB-4ieHOB n npencrtaesleHne nony4yaembiXx pesyneratoB B
cooTBeTCTBYOLME YNOJTHOMOYEHHbIE OpraHbl rocyaapCTB-4J1EHOB;

6) NpUHSATME BCEX HEOOXOAMMBIX Mep AN MAHUMU3ALMN PUCKOB, CBSA3AHHBIX C
NMPMMEHEHUEM  JIEKAPCTBEHHOrO Mpenapata, a Takke [Ans  OOCTWKEHWs
MaKCMManbHO BO3MOXHOW MOMb3bl, BKMoYasi obecrneyeHve [OOCTOBEPHOCTU
MHGOpMaLIMK, NPeACTaBIIAeMOol AepaTeneM permcTpaLoHHOMO YaOCTOBEPEHVS B
OTHOLLUEHUM FeKapCTBEHHbIX MpenapaToB, €€ CBOEBpPeMeHHoe OGHOBMeHWe |
npeacTaBrieHne HOBOV MHAopMaL MM MO Mepe ee MomyYeHus.

6.2.2.2. YNONMHOMOY€EHHbIE OpraHbl rocy4apCTB-4YNEHOB.
O06513aHHOCTSIMM YMONTHOMOYEHHBLIX OPraHOB rOCYAapCTB-4YIIEHOB B OTHOLLEHWN
npoLecca ynpaeneHusi puckamm siBnsitoTCs:;

a) MOCTOSIHHBIA MOHUTOPWUHI MONb3bl U PUCKOB JIEKAPCTBEHHLIX MpenapaTtoB,
BKMOYasi OLEHKY COOOLUEHUA O BbISIBMEHHbLIX HEXenaTenbHbIX —peakuusx,
npencTaBreHHbIX aepxarensamu perncTpaumnoHHbIX YLO,0CTOBEPEHUN,
MEANLMHCKUMU U dapMaLLeBTUHECKUMM PabOTHUKaMM, NaUMeHTaMM 1 MOSYyYEHHbIX
N3 ApYrMx NCTOYHMKOB MHApopMaLum (Mpu HeobxoaumocTn);

0) NpUHATME COOTBETCTBYIOLLMX PEryNATOPHbIX MEP N0 MUHUMU3ALIUM PUCKOB,
CBSA3aHHbIX C [IEKapCTBEHHbLIMX Mpenaparamn, W obecnevyeHne MonyyYeHns
MaKkCUMarnbHO BO3MOXHOW MOMb3bl, BKMOYass obecneyeHne TOYHOCTU U MOSHOThI
BCEN  wuHdopmauuv, NpeacTaBnsgemMon  AepxaTensMu  perMcTpauMoOHHbIX
YAOCTOBEPEHWNI B OTHOLLEHWN FTEKApCTBEHHbIX NpenapaTos;

B) obecneyeHue BbIMNONHEHUS MEPONPUATUA MO MMHMMM3aALMU PUCKOB Ha
HaLMOHarNbLHOM YPOBHE;

r) adpbekTUBHBIN OOMEH [aHHbIMM C 3aMHTEpPeCcOBaHHbIMW CTOPOHaAMW Mpwu
HanM4YMM HOBOW AOCTYMHOW MHcpbopMaumn. B aTOT oOMeH BXoAWUT npedocTaBrieHne
MHopmMaumMm B COOTBETCTBYyloWEM dopMaTte nauneHTam, MegULUHCKUM U
drapmaLeBTUYECKUM pabOTHMKAM, rpyrnnam MaLueHToB, Hay4HbIM coobLuecTBam 1
T.0.;



[) obGecneyeHne NPUHATUS COOTBETCTBYIOLLMX MEP MUHMMM3aLMN PUCKOB (Npu
WX OnpeaeneHun) BCemMy OepXaTernsiMy PercTpauMoHHbIX YAOCTOBEPEHUN B
OTHOLLEHMM KaK OpWUrvHarbHbIX, Tak W BOCMPOM3BEAEHHbIX, OGMOaHaNoMMYHbIX
NEKapCTBEHHbIX NpenapaTos;

e) npeactaeneHue  uMHGOpPMauMU  OPYTMM  YMOSIHOMOYEHHbIM  OpraHam
rocyaapcTB-4yyieHoB, B TOM 4ucle yBegomneHume o nmobon AedATeribHOCTU 1o
obecneyeHnto 6e30nacHOCTM B OTHOLLEHUM NIEKAPCTBEHHOIO Mpenapara, BKIoyas
yBegomneHne o6 nsmeHeHusax B MHdopMaumm 06 OpurMHanbHOM feKapCTBEHHOM
npenapare.

6.2.3. Llenn nnaHa ynpaBneHusi puckamm.

6.2.3.1. lnaH ynpaenexuss puckamn (ganee - MNYP) cogepxut mnHdopmaumio,
KoTopasi 4oImkHa COOTBETCTBOBATL CrieyoLLMM TpeboBaHNUsAM:

a) onpenenaTb U XapaKkTepu3oBaTb MPoduiie 6e30MacHOCTM NeKapCTBEHHOIo
npenapara;

6) ykasbiBaTb, KakuM 06Pa30M MOXHO AOMOMHATL AalbHENLLYIO XapaKTepUCTHKY
npodwnsa 6e3onacHOCTU NiekapCTBEHHOrO Npenapara;

B) LOKYMEHTanbHO MoATBEpXOaTb MPUHSATUE Mep MO NPedoTBPALLEHUIO UM
MUHUMM3ALMN PUCKOB, CBSI3aHHbIX C MPUMEHEHWEM JIEKAPCTBEHHOMO npenapara,
BKIOYast oLeHKY 3¢pdheKTUBHOCTM AaHHBIX MEPOMNPUATUN;

r) [OKyMeHTanbHO MOATBEPXOATb  BbIMNOMHEHWE  MOCTPErUCTPALMOHHBLIX
obs3aTensCcTB MO obecnevyeHnio 6e30nacHOCTM NPUMEHEHUsI, BBEAEHHbIX Npu
perMcTpaLum nekapcTBEHHOrO npenapara.

6.2.3.2. [1nsa BbinonHeHns TpeboBaHUN, yKasaHHbIX B MyHKTE 6.2.3.1 HacTosLWMX
MpaBwun, B MHcpopmauuto, cogepxxalytocs B MYP, gomkHbl 6bITb BKIHOYEHbI:

a) onvcaHne N3BECTHOWM N HEN3BECTHON MHpopmaL M o npodmne 6e3onacHoOCTH
nekapcTBEHHOro npenapara;

0) ykasaHue, KakoBa CTeneHb YBEPEHHOCTM B TOM, 4YTO 3GXPEKTUBHOCTb
nekapcTBEHHOroO npenapaTa, NPogeMOHCTPUPOBaHHaA Yy LeneBbiX Nonynauui npu
NPOBEAEHUN KIMMHUYECKUX WUCCIedoBaHWi, GyaeT gocTuratbCs B NOBCEOQHEBHOWN
MEOUUMHCKON  MpakTMKe, W OOKYMEHTarbHO MoaTBepX4aTb  BO3MOXHYHO
HeobxoQMMOCTb  MUccrnegoBaHU  3OEEKTUBHOCTM B MOCTPErMCTPaLMOHHOM
nepuoae;

B) YyKasaHue nnaHupyemoro crocoba oueHkM 3dxPeKTMBHOCTM Mep Mo
MUHUMM3aLIMN PUCKOB.

6.2.3.3. TIYP gaBndetca AOWHAMUYHO U3MEHSIIOLLMMCS, CaMOCTOATENbHbIM
OOKYMEHTOM, KOTOPbIA AOIKEH OOHOBMATLCH HA MPOTSKEHUN BCEMO XU3HEHHOIO
LUKra nekapcTBeHHOro npenapara. [nsi nekapcTBEHHbIX NpenapaTtoB, TpebyrLwmx
coctaBnenusa NMOOB, HekoTopble (YacTu) moaynm MYP moryT ncnonb3oBaTbCH B
Lenax coctaBneHus NOOB.



6.2.4. CtpykTypa YP.

IMYP BkrtodaeT B cebs 7 MHPOpMAaLMOHHBLIX YacTeu:

yacTb | - 0630pHasa MHopMaLMs NO NekapcTBEHHOMY Npenapary;

yacTb Il - cneundwmkaumnsa no 6esonacHoOCTH:

mogyrnb Cl - annaemmonorisi nokasaHui no LenesbiM Nonynsauunsm;

mogyrnb Cll - AOKNMHMYEecKas YacThb;

mogyrnb CIIl - BOo3gencTBne nekapCTBEHHOMO npenaparta B Xo4e KIMMHUYECKMX
nccneaoBaHui;

mogyne CIV - nonynsaumm, He N3y4eHHble B X04€ KITMHUYECKNX UCCIEA0BaHUI;

moaynb CV - nocTperncTpaumoHHbIN OMbIT MPUMEHEHWS;

moaynb CVI - ponomHuTenbHble TpeboBaHus K  crneuudukaumm Mo
©e3onacHocTy;

moaynb CVII - ngeHTMdmunpoBaHHbIE U NOTEHLMANbHbIE PUCKW;

mogyrnb CVIII - 0606 weHHas nHdopmaums no npobrnemam no 6e3onacHocTy;

yacTb Il - nnaH no drapmakoHagsopy;

yacTb IV - nnaH nocTperncTpaunoHHbIX UccrnegoBaHnin 3¢eKTUBHOCTY;

yacTb V - Mepbl N0 MUHMMU3ALMM PUCKOB (BKIHOYAs OLLEHKY 3¢hheKTUBHOCTMU
Mep MUHUMM3ALLMN PUCKOB);

yacTtb VI - pestome INYP;

yacTb VIl - npunoxeHus.

Ecrm TYP cocTaBnsieTcsi Ha HECKONbKO JIEKapCTBEHHbIX Mpenapartos, ANs
KaXkgoro 13 fiekapCTBEHHbIX NpenapaToB JoShkHa ObiTb NpegycMoTpeHa oTAenbHas
yacTb.

6.2.5. Nogpo6Hoe onncaHme kaxagon YacTtu MYP.

6.2.5.1. Yactb | ITYP - 0630pHas uHgopmaLlms no nekapcTBeHHOMY npenaparty
(nekapcTBeHHbLIM Npenapatam).

[aHHasa yacTb JorkHa cooepxaTb agMUHUCTPaTUBHYO nHdopmaumio o MYP, a
TaKkke 00630pHYI0 MHGPOPMALMIO MO fieKapCTBEHHOMY npenapaTty (NekapCTBEHHbIM
npenapartam), Ha Kotopoe cocTasndetca [YP.

YKasaHHas YyacTb JOIPkHA CoaepxaTb CreayHoLLyo MHopMaLULo:

a) MHcopmaunsi 06 akTBHOM BeELLECTBE:

aKTuBHble (hapmaleBTuyeckne cybcTaHuum (OencTeylolme BeLlecTBa)
nekapcTBEHHOro npenapara (fekapcTBeHHbIX NpenapaTos);

grapmakoTepanesTudeckas rpynna (kog ATX (ATC));

HaumeHOBaHWe aepxaTens perncTpaLMoHHOro yA0OCTOBEPEHUS;

Aarta v rocyaapcTBo NepBON permcTpaummn B Myupe (ecrnm npyuMeH1Mmo);

Jata u rocynapcTeo, B KOTOPOM ObIN0 Ha4aTto MEAWLMHCKOE NpUMEHEHUE
(ecnn npyMeHMmO);

KONMYEeCTBO NEKapCTBEHHbIX NpenapaToB, KoTopble BKtoyeHbl B MYP;

0) agMuHucTpaTuBHasa nHdopmauus o My P:

[aTa OKoH4YaHus c6opa AaHHbIX B pamKkax TekyLero MY P;

pata npeactasnenns MNYP n Homep Bepcuu;

nepeyveHb Bcex 4Yacten u moaynemn NYP ¢ npeacrtaBneHvem uHdopmaumm o
nate u Bepcumn [YP, B pamkax KOTOpOro B MOCReAHW pa3 OOHOBNSIMUCL WU
NPeACTaBANNCL YacTb UM MOAYSb;



B) UHJopMaLMa MO KaxkaoMy fiekapCTBEHHOMY npenapary, BkrtoveHHoMy B 1Y P:

TOProBble HAUMEHOBaHUS B rocyAapcTBax-YreHax;

KpaTkoe onucaHue rnekapCTBEHHOro npenaparta (Bknodawwee B cebs:
XMMWYECKMA  KNacc, KpaTkoe OfucaHve MexaHusma [OeWCTBUsi, BaXHyHo
nHdopMaLmio O ero coctaee (Hanpumep, NMPOUCXOXOEHWe aKTUBHOrO BeLecTBa
Buronormyecknx nekapCcTBEHHbLIX NpernapaToB, COOTBETCTBYHOLLMX afblOBaAHTOB AN
BaKLVH));

nokasaHus (oaobpeHHble 1 Npeanaraemble (€CrM NPUMEHNMO));

pexvm 403MpoBaHus (0400pPEHHbIN 1 Npeaiaraemblii (€Crv NPUMEHUMO));

neKapcTBEHHbIE POPMbI U 403MPOBKa (00obpeHHble 1 npeanaraemMble (ecnm
NPUMEHNMO));

o6LwemMnpoBON  perynaTopHbIM  CTaTyC C yKa3aHMemMm MO CcTpaHam (garta
percTpaummM unn otkasa B peructpauuu, gata pasmeLleHust Ha pbliHKe, TeKyLMn
cTaTtyc permcTpauum, NoOACHUTENbHLIE KOMMEHTapuK).

6.2.5.2. YacTb IITTYP - cneyundwmkaums no 6e3onacHocTy.

Llenbto gaHHOM YacTu SABRsieTCcHA npeacTaBneHne KpaTkoro ob63opa npodwmns
©e30nacHOCTUN NeKapCTBEHHOIO Mnpenaparta C ykasaHWem U3BEeCTHON nHdopmMaumu
no 6e3onacHOCTW, a TakXe onpedeneHus pasgernoB npodwmns 6e3onacHoOCTH, No
KOTOpbIM 6€30MacHOCTb He ABMNSETCS JOCTaTOMHO M3ydeHHon. Cneundimkauns no
©e3onacHocTH JOIDKHA npeacTaBnaTb cobown pestome BaXKHbIX
NOEHTUMLNPOBAHHBLIX PUCKOB neKapcTBEHHOIO npenapara, BaXKHbIX
NoTeHLMNarnbHbIX PUCKOB U BaXKHOW OTCYTCTBYHOLIEN MHGopMaumn. Cneuundmkayms
no 6esonacHoctn B MMYP dopmmpyeT ocHoOBY nnaHa dhapmakoHazsopa W nnaHa
MWHMMM3ALLNN PUCKOB.

Cneuundgmkaumns 6esonacHocTy B NMYP BkntovaeT B cebsa 8 pasgenos:

mogyne Cl - anMgemMmonorms nokasaHuim no LenesbiM Nonynaumsam;

mogynbe Cll - fOKMMHMYEeCKast YacTb;

mogyne CIIl - Bo3gencTBme nekapCTBEHHOMO npenapata B X04e KIMHUYECKUX
nccrnenoBaHui;

mogyrnb CIV - nonynsumm, He n3yyYeHHble B Xo4e KIMHUYECKUX NCCregoBaHui;

moaynb CV - nocTperMcTpaumoHHbI OMbIT MPUMEHEHWS;

mogyrnb CVI - pgonomHuTenbHble TpeboBaHust K cneumdmkaumm Mo
6e3onacHocTy;

mogyrnb CVII - ngeHTMdMLNPOBaHHbIE U MOTEHLMANBbHBIE PUCKW;

mogyrnb CVIII - 0606 weHHas nHdopmaumsi no npobrnemam no 6e3onacHoCcTy.

Cneundgmkaums no 6€3o0nacHOCTM MOXET BKIto4aTb B ce0s1 AOMOSNHUTENbHLIE
3MEMEHTbl B 3aBUCMMOCTM OT CBOWCTB JEKapCTBEHHOrO npenapara, nporpamMmbl
€ero paspaboTKM M U3y4eHWsi, BKIOYAsi acnekTbl KadecTBa M WX BIMSHUE Ha
npodmnb 6esonacHocTn M 3dhdEeKTUBHOCTU NIEKAPCTBEHHOIO MNpenaparta, pucka,
CBSI3aHHOTO C (POpPMOW BbIMYCKa, M UHbIX acneKkToB, MOAUMMLMPYIOLLMX NpOodmIib
©e3onacHoCcTW.

6.2.5.2.1. Mogynb CI TYP - anugemuonorns nokasaHuin Mo LeneBbiM
nonynsyusm.

dnugemuornoris nokasaHui SBMsSeTCs NpegMeToM OMnMCaHuUs M OLEHKU B
AaHHOM wmopyrne. OnucaHve [OrkHO BKMoYaTb B Ce0S  OLEHKY  YPOBHS
3aboneBaemMoCcTi, pPacnpoOCTPaHEHHOCTW, CMEPTHOCTM, pacnpoCTPaHEHHbIX B
LerneBson nonynsuum ConyTCTBYOWMX 3aboneBaHni U N0 BO3MOXHOCTW [OIDKHO
ObITb NpeacTaBneHo co cTpaTtudmKkaLmen No Bo3pacTy, Nosfy u pacoBomy U (KUnm)
3THUYECKOMY NPOMCXOXOEHMIO. Pasnmuma B anmgemMmnonorMm B pasHbiX pervoHax
TaKxXe OOSMKHbl NoABepraTbCs oLeHKe 1 onMcaHuo. CrnegyeT Takxke NpegocTaBuTb
MHGOPMAaLMIO O BaXHbIX COMYTCTBYHOLLWMX 3aboneBaHUsAX LIENeBOn Monynsauun m
BO3MOXHOM BIMSIHAW NEKAPCTBEHHOIO Mpenaparta Ha COMNyTCTRBYIOLLYHO MaTosorio.
B wmogynb BKMoYaeTcs  uHGopMaumMs O npegnoriaraéMom  HasHadeHun
NeKapCTBEHHOrO MpenapaTta, Hanpumep, npegHasHadeH 1M neKapCTBEHHbIN
npenapat Ans npodmnakTukn 3aboneBaHuin, OfS NPeAoTBpaLUeHUst HEKOTOPbIX
Cepbe3HbIX MCXOAOB B CBSI3W C OnpeaerneHHbiMu 3aboneBaHusMyM mnn  Ons
TOPMOXEHMS MPOrPECCMPOBAHNSA XPOHNYECKOro 3aboneBanuns. [JomkeH Takxke bbiTb
npeactaeBfieH  KpaTkmm  o630p MecTa  feKapCTBEHHOro  npenapata B
TepaneBTMYECKOM apceHare NekapcTBEHHbIX NpenapaTos.



6.2.5.2.2. Mogynb CIITTYP - goknMHnyeckas 4yacTb.

HOanHbin  mogynb [TYP  pomkeH cogepxaTb pestoMe  BaXHbIX  AaHHbIX,
MofyYeHHbIX B  pesyrnbTate nNpoBedeHVs  OOKIMHWYECKMX  UCCIEeAOoBaHWN
©esonacHocTH, Hanpuvep:

nuccrefoBaHne TOKCUYHOCTU (KItoYeBble AaHHbIE O TOKCMYHOCTM, NOSyYEHHbIE
B XOA€E MCCreaoBaHusi, HaNnpPUMeEpP, O XPOHUYECKOW TOKCUYHOCTU, PenpogyKTUBHOM
TOKCUMHOCTK,  OMOPUMOTOKCUMYHOCTW,  TEPaTOreHHOCTW,  HEe(POTOKCUYHOCTMH,
renaToTOKCUYHOCTW, FEHOTOKCUYHOCTM, KaHL,EPOreHHOCTI);

OaHHble 06 obumx dhapMaKkoriorM4eckux CBOMCTBaX (HanpuMep, BIMSIHAE Ha
CepaeyvHo-CoCYyanCTyo CUCTEMY, BKIoYasa yonvHeHne QT-mHTepBana, HEepBHYHO
cucTemy n T.4.);

OaHHble O peakumsax B3anMOL4eNCTBMA NeKkapCTBEHHOro npenapara;

WHbIE AaHHbIE O TOKCUYHOCTMW.

B mogyne pomkHa copepkaTtbCA MHGOPMaUMS O 3HAYUMbIX TOKCMYECKUX
CBOMCTBAX M aKkTyanbHOCTW BbIBOAOB NPV UCMOSb30BaHMM HA NOASAX. 3HAYUMOCTb
OaHHbIX onpefensdeTca NPMMEHUTENBHO K CBOMCTBaM JleKapCTBEHHOIO npenapara,
OCODEHHOCTAM LIeNeBon MonynaumMn U onbiTy NPUMEHEHNS NOg0OHbIX COEANHEHUN
UM NOAXOAOB K Tepanuu npv NPUMEHEHUN NEKAaPCTBEHHbLIX MPenapaToB TOW e
rpynnbl. NMomMMMo 3TOro, JOSmkHbI 0BCYXOaTbCsl acnekTbl Ka4ecTBa, B Crydae ecrm
OHM MOTIYyT 3HA4YMMO OTpas3nUTbCs Ha npodmne 06e30nacHOCTU JieKapCTBEHHOMo
npenaparta (B 4acTHOCTW, BaxHas MHdopmaunss 06 akTMBHOM BELLECTBE UMK €ro
npuMecsix, Hanpumep, TreHOTOKCUYecknx npumecsx). Ecnm  nekapcTBeHHbIn
npenapaTt npegHasHayeH A9 NpUMEHEHNS XeHWMHaMM eTopogHOoro Bo3pacTa, B
OOKyMeHTe OOIkHbl ObITh YNOMSHYTHI AaHHbIE O PENPOAYKTUBHOM TOKCUYHOCTU U
BNMMSHMM Ha pa3BUTME Nfoga, a Takke O MocreacTBMAX WCMNOMb30BaHMs
NeKapCTBEHHOrO npenapata y [AdaHHoW rpynnbl naumeHtoB. WHdopmauuio no
NpoYnM ocobbiM rpynnam HaceneHus HeobxooMMo NPUMBOAWUTL B 3aBUCUMOCTU OT
YTBEPXKOEHHbIX MOKa3aHW M LEneBon Nonynsuum, a Takke OT HeobxogMmMocTu
HanMM4YMsa KOHKPETHbIX AOKIMHUYECKUX AaHHbIX.



6.2.5.2.3. Mogynb CIIl NYP - Bo3gencTeue nekapCTBEHHOro npenapara B Xoae
KIIMHUYECKNX UCCIEA0BaHNN.

B mogyne gomkHbl ObiTh NpeacTaBrieHbl AaHHbIE O NauMeHTax, KoTopble Obiu
BKIKOYEHbI B KIIMHUYECKME UCCMeoBaHNs (Ha Kakux rpynnax naumeHToB nsyyarscs
neKapcTBEHHbIN npenapaT). [aHHble OOrpKHbI ObiTb MpeacTaBrneHbl B dopmare,
yaoOHOM Ansi aHanmusa, Hanpumep, B dopme Tabnuy wmim rpadwmkoB. O6bem
nccrneayemon nonynsauum gormkeH 6biTb NOAPOOHO ONUCAH C yKa3aHWMEM LaHHbIX O
KOnM4ecTBe MaLWEHTOB M BPEMEHHOrO NpoMexyTka (B Buge "nmaumeHTo-net”,
"NaumneHTo-mecsueB"), B Te4EHEe KOTOPOro NaLmeHTbl NoABeEpranMcb BO3A4ENCTBUIO
nekapcTBEHHOro npenapata. [aHHble no  nonynsiuusM,  BKIMHOYEHHbIM B
KNMMHUYECKNE WCCreaoBaHWusl, TakXe [OoikHbl ObiTb  cTpaTudmMuMpoBaHbl B
3aBMCUMOCTM OT TWNa UCCriedoBaHus (Monynsuum, BKIMIOYEHHbIE B OCIIEMNEHHOE
paHOOMU3NPOBaHHOE WUCCReAoBaHWe, W MNOnynsaumu, BKIKOYEHHble BO BCe
KnnHn4yeckme nccnegosaHund). Ctpatngmkaums nonynsiLMoHHbIX NOArPYNN Takux B
Chnyyasx, Kak npaBuIio, BKMoYaeT B cebs:

BO3pacT U MorT;

nokasaHus;

0O3MPOBKY;

pacoBoe MponCxXoXxaeHue.

MpogomkmMTeNbHOCTL  BO3AEWCTBMS  LOMKHA OblTb  M3obpaxeHa nmbo
rpadgmyeckn (NnyTemMm HaHeceHWs Ha rpadMk TOYeK, COOTBETCTBYIOLLMX KONMYECTBY
naumneHToB 1 BpeMeHn), Nbo B doopmate Tabnmubl.

B cnyyae HeobxogmmocTu pomkHa ObiTb npegcTaBneHa wHdopmauuns ob
N3y4yeHnn BO3LENCTBMA Ha OTAEfbHble MNONYNSAUMOHHbIE Tpynnbl (6epemMeHHble
XEHLMHbI, KOpMsLUME MaTepu, NauMeHTbl C MNOYEYHOW HEeAOCTaTOYHOCTHIO,
NeYeHOUYHON He4OCTaTOYHOCTbIO, HapYLUEHUSIMU CepaeYHO-COCYaANUCTON CUCTEMBI,
NOArpynnbl HaceneHus C COOTBETCTBYHLMM TEHETUYECKMM MONMMOPEM3MOM).
Takxe porkHa ObiTb yKasaHa CTeneHb TSHKECTM HapyleHus (OyHKLMKU MOYeEK,
neyeHn wnM CcepaeyvyHo-COCYOUCTOM CUCTEMbl, a TakKke rEeHETUYECKOoro
nonMMmopguama).

Mpy npeacTaBneHnn gaHHbIX O BO3pacTe AOMkHbI ObiTb BbiOpaHbl KaTeropuu,
KOTOpbI€ MMEIKT OTHOLLEHME K LieneBon nonynsauuun. [JaHHbie no neguaTpuyecknm un
NoXVMbliM NauneHTam OOIPkHbl ObiTb pasfgeneHbl B COOTBETCTBUM C MPUHATBIMA
BO3pacTHbIMW KaTeropusiMm (Hanpvmep, no karteropusam 65-74 net, 75-84 net un
cTapwe 85 neT And noxunbix naumeHToB). [ns nekapCTBEHHbIX MNpenapaTos,
obnagalmoumx TepaToreHHbIM AencTBMeM, cTpaTudmKaumsa [oSbkHa CTPOUTbCA
UcxoOos W3 BO3PACTHbIX KATEropyMm >KEHCKOM YacTu nonynsumm coobpasHo
AeTopogHoMy noTeHumany. MToroBble pesynbTaTbl OOSTKHbI MPeacTaBnsaATbCA B
KOHLe Kaxaon Tabnvubl nnu guarpaMmmsl (No Mmepe Heo6XoaUMOCTK).

3a VCKMYEeHEM CIy4yaeB, korga 9TO SABMSETCA HeoOXOoO4MMbIM, AaHHbIE MO
KIMHUYECKUM MCCreoBaHNsM LOIMKHbI NpeacTaBnsaTbes B 0606LweHHoM dopme ¢
CYMMUWPOBaHWEM MNokasaTenen no rpacdam u pasgenam (ecim 3To o6ocHoBaHo). B
clydae ecrnv ofHa v Ta e rpynna nauueHToB Obina BkoYeHa B 6onee yem ogHO
uccriegosaHve (Hanpvmep, MpOOOSPKEHME OTKPbITOrO  HabnogeHws nocne
OKOHYaHMSA KIIMHUYECKOro McCreoBaHust), OHa BKIOYMaeTcs B Tabnvuy no rpynne
BO3pacTa, norfa u pacbl oguH pa3. B cnydae ecnm mexay Tabnmuammn BO3HUKaeT
HECOOTBETCTBME MO YUCHY MNALMEHTOB, AO/KHbI OblTb AaHbl COOTBETCTBYHOLUME
pa3bsACHEHUS.

Ecrm TYP npencrtaensetcs BMecTe C 3asiBfieHMEM Ha BHECEHUE HOBOrO
nokasaHusl, OTAENbHO B Hayarne 4aHHOro MoAyrs M B CBOAHbLIX Tabnuuax AorbkHbI
ObiTb MpeacTaBrieHbl daHHblE MO HOBOW JlEKapCTBEHHOW dopMe unn crnocoby
BBEOEHNS, AaHHblE KIMHUYECKMX MWCCredoBaHuiA, cneumnduyHblie Afs AaHHOro
nokasaHus.



6.2.5.2.4. Mogyne CIV IYP - nonynauun, He u3y4YeHHble B XO0Ae KIMHUYECKNX
nccrnenoBaHun.

B ganHom mopyne IMYP pgomkHa ObiTb npegcTaBneHa wvHdopMauus O TOM,
Kakue Mogrpynnbl NauMeHTOB LieneBbiX Nonynauui He Oblniv nsyyYeHbl unm 6bimm
M3y4yeHbl UWb B OrfPaHUYEHHOW CTeneHn B npegenax rpynn MNauMeHToB,
BKIMKOYEHHbIX B KIMHW4Yeckne uccnegoBaHus. OrpaHWdeHus  KIMMHUYECKUX
UCCredoBaHWN  TaKkke [OOMikHbl OblTb  MpedcTaBrieHbl C  TOYKU  3peHust
peneBaHTHOCTN KPUTEPUEB BKIMOYEHUS M HEBKIMOYMEHMS B OTHOLUEHMM LIENEBbLIX
nonynsauni, a Takke pasnMuniA, KOTOpble MOryT BO3HWKHYTb B 3aBUCMMOCTM OT
napamMeTpoB uccrenoBaHui (Hanpumep, 6onbHMYHas unM obLias npakTuka).
BbiBOAbI O BO3MOXHOCTW MPOrHO3MPOBaHWs ©e3onacHOCTU AN LeneBblX
nonynsuni JOSMkHbI OCHOBbLIBATbCA Ha TOYHOM M NOAPOOHON OLEHKE OrpaHUYeHui
UMEIOLLMXCA AaHHbIX KIMMHUYECKUX UCCReaoBaHni Nbo nx OTCYTCTBMU AN Kakux-
mmbo  noarpynn. Takxke pgorkHa ObiTb  npegctaeBneHa  uHdopmaums 06
OfPaHUYEHMAX  KINMHUYeckoW 6asbl  [aHHbIX B OTHOLLUEHMM  BbISIBIIEHMS
HexxenaTenbHbIX PeakL i Mo creaylowmmM npuinHam:

KONMMYeCcTBO BKJIIOYEHHbIX B UCCeaoBaHUs NaLeHTOoB;

KYMyNTMBHOE  BO3OENCTBUE  JIEKAPCTBEHHOrO  npenapaTta  (Hanpumep,
cneumgmyeckas opraHoTOKCUYHOCTb);

ONUTENBHOCTL NPUMEHEHNS (Hanpumep, Npu OLEHKE KaHL,epPOreHHOCTH).

Ecnm otcyTtcTByOWAa MHGopMauma MOXeT MNpeacTaBnaTb CEPbe3HbIN PUCK
ANt LeneBbIX MNonyrsiumn, cBeageHns 06 3TOM Takxke creayeT BKIIOYMTL B Ka4ecTBe
npobnembl no 6e3onacHocTtn B mogynb CVIITTYP.



6.2.5.2.4.1. PaccmatpuBaemble rpynnbl NaUMEHTOB [AOMDKHbI  BKIOYaTb
crnegyowme nonynsauum (HO MOryT He OrpaHMYMBaTBLCS UMK):

neguaTpudeckas nonynaums - ety (oT poxgeHunsa u go 18 net ¢ yyetom
pa3nn4yHbIX BO3PACTHbIX KaTteropun unm (Npu HeoBGXO4MMOCTM) C Yy4eTOM ApYrnx
rpynn, 3Ha4YuMMbIX C TOYKM 3PEHUSI PasBUTUS, TO €CTb C YYETOM KOHKPETHbIX
NnepuoaoB pasBuUTKA);

noxunble nauueHTbl. [OmkHbl OLEHMBATbCA MNOCNEACTBUS  MPUMEHEHNUS
NeKkapCTBEHHbIX MpenapaTtoB Yy MauMeHTOB B BO3pacTe cTaplue 65 net. OueHka
COOTBETCTBEHHbIM  00pa3oM  [o/mkHa  yuuTbiBaTb  Havbonee  MOXMIbIX
npegcTtaBuTenen AaHHown rpynnbl. OueHKa BRMSHWS COMYTCTBYIOLLEW naTonorum
W HapyLleHVs oyHKLMM OpraHoB (Hanpumep, No4vek, neyYeHn) NpUMEHUTENBHO K
OaHHOW  MONynsAUMOHHOM  NoArpynne Aenaetca € y4eToM  BO3MOXHOMO
OOHOBPEMEHHOIO Harnuumsi HEeCcKosbKMX (PaKToOpoB (Hampumep, MHOXECTBEHHON
COMYTCTBYIOLIEN NaTOMOMMM M MHOTOKOMMOHEHTHOM FEKapCTBEHHON Tepanuu,
OKasblBalOLWMX OOHOBPEMEHHOE BO3AeENCTBME, Moaudmumpytowee npodwmnb
©e3onacHOCTN fekapcTBEHHOro npenapata). CnegyeT oueHWTb HeobXoaUMOCTb
NpOBEAEHUSs B MIIAHOBOM MNoOpsiAke NabopaToOpHOro CKPUHWMHIA NPU HasHadYeHun
NeKkapcTBEHHOrO npenapaTta B AaHHOW NOArpynne nauuneHToB. B oueHke AomiHbl
OTOEMbHO pacCMaTpyBaTbCA  HeXenaTenbHble  peakuuu, KOTopble  MOryT
npeactaBnATb OCODYH0 OMacHOCTb ANA  MOXWUMbIX  MAUWEHTOB  (Hanpumep,
FONTOBOKPY)KEHNE UM BO3LENCTBME Ha LIEHTParbHYHO HEPBHYHO CUCTEMY);

OepeMeHHbIe UM KOPMSILLWE KEHLWMHBLI. Ecnn B LieneByo monynsumio BXxogaT
XEHLMHbI OEeTopogHOoro Bo3pacTa, [AOSMkHbl paccMmaTtpuBaTbCs  MNOCNeacTBuA
NPMMEHEHNs1 NieKapCTBEHHOMO npenaparta B nepvog GepeMeHHOCTU U KOPMIeHWs
rpyabto. Ecnm nekapcTBeHHbIM npenapaT He npegHasHaveH cneumanbHo Ans
NPMMEHEHNs1 BO BpeMsi BepeMeHHOCTUN, HEOOXOOMMO OLLEHWUTb UCXOAbl N TeYEeHne
nobbix 6epeMeHHOCTEN, KOTopble OblnM 3adMKCMPOBaHbI B XO4E KIMHUYECKOro
UCCredoBaHMsa neKapCTBEHHOro npenapata. Ecrm  ycrioBuem  BkMoyeHust B
KNMHWYEeCKoe uccrefoBaHne Obifio NPUMEHEHME KOHTPauenTMBHBbIX CpeacTs,
aHanuM3 TevyeHns N UCXoOoB OEpPEeMEHHOCTUM TaKke [OOIMKEH BKMYaTb aHanm3
MPUYMH, MO KOTOPbIM MPUHATLIE Mepbl KOHTpauenuun He mmenn ycnexa (ecnm
NPUMEHNMO), a TaKkXke NOCNeaCTBWIA A8 NCMONb30BaHUsi B MEHEE KOHTPOMMPYEMbIX
YCIOBUSAX NOBCEAHEBHON MEAULIMHCKOWN NPaKTUKW;

naumeHTbl C HapyLLIEeHNSIMU (PyHKLIMM NeYeHu;

naumeHTbl C HapyLLIEHUSIMU PyHKLMM NOYEK;

naumeHTel C MPOYMMM  3HAYUMbIMKM  COMYTCTBYOLMMK  3aboneBaHnsaMU
(Hanpumep, CepAEeYHO-COCYaMCTON naTosnorven, UMMyHOLENLUTHBIMU
COCTOSHUAMMN);

NaumneHTbl, CTEMEHb TSHKECTUN 3a00neBaHNst KOTOPbIX OTNIMYAETCS OT U3Y4YEHHON
B X04e KMMHUYECKUX uccrnenoBaHun. [orbkeH paccmarpmBaTtbcs NMobon onbIT
NPUMEHEHNS NEKAPCTBEHHOrO npenapaTta y NauWeHTOB C pPasfMYHOW CTEMeHbHo
TSHKECTU 3a00neBaHns, B YaCTHOCTU, €CIM 3asiBNSIEMOE MOKa3aHue OrpaHuYeHo B
OTHOLLIEHMW NMALMEHTOB C KOHKPETHOM CTEMEHBLIO TSXKECTU 3ab0oneBaHns;

NOArPYNMbl MNALNEHTOB, ABMNSIOLLMXCA HOCUTENSIMU U3BECTHOIO U PENIEBaHTHOIO
reHetudeckoro  nommmopdwmama. [omkHa OblITb  paccMoOTpeHa  CTeneHb
(PapMaKkoreHeTMHYECKOro  BIUSIHUS,  BIMAHME  MNPUMEHEHUs  JIeKapCTBEHHOMo
npenapata y MauMeHTOB C HEWU3BECTHbIMW WM  PasfMYHbIMK  FeHOTUMNaMu,
NOCNeACTBUS UCMOSMb30BaHMSA TEHETUYECKUX OuMOoMapKepoB B LIEMNEBOW rpymnne
nauneHToB. CrieayeT OuUEeHWTb BO3MOXHOE BIMSIHAE Ha LENEBYHO NOMynsuuto, a
Takke OnpeaennTb, HACKOMbKO MPUMEHeHWe neKkapCTBEHHOro npenapara vy
NauMeHTOB C HEM3BECTHbBIM UMM OTMINYHBIM FEHOTUMOM MOXET NpeaCcTaBnsaTs COOON
npobnemy no 6e3onacHoCTy.

Ecnm noTeHumanbHO KNMHUYECKN 3HAYUMbIA TEHETUYECKMI NONMMMOpdm3M Gbin
onpederneH, HO He MOMHOCTbK M3Y4YEeH B XOOE€ KIMHWUYECKOW MNporpaMmbl
pa3paboTkn, 3TO CriedyeT paccmaTpuBaTbh Kak OTCYTCTBYHOLLYHO MHGOpMaUnio n
(vn) nNoTeHUManbHbIN puUcK. Takxke 3Ta MHopmMauuns gormkHa ObiTb OTpakeHa B
cneumdgmkaumm no 6esonacHocT M B nnaHe dapmakoHagsopa. OnpeaeneHve
OAHHOTO SBMEHMs Kak npobrembl Mo 6e30macHOCTM OUEHMBAETCA mcxods w3
KIMHUYECKOM 3HAaYMMOCTIN BO3MOXHbIX NOCIEACTBUIA;

NaumeHTbl pPasfMYHOTO pPacoBOro M (MNM) STHUYECKOTO MPOUCXOXKOEHUS.
JomkHbl paccMmaTpmBaTbCA OMNbIT MPUMEHEHUS HA NALMeHTax pa3nnMyHOro pacoBoro
n (M) 3THUYECKOTO MPOUCXOXKOEHWS, a TaKXe BNMSHWE OAHHOro pasnuyma Ha



adhpekTMBHOCTb, 6e30nacHOCTb M hapMaKkOKUHETUKY B LieneBbiX nonynauuax. Mpu
HaMMuMM  BEPOSATHOCTU  BIMSIHWUS  Pas3NMdniA  pacoBOM MMM 3THUYECKOWN
NPVHaANEeXHoCTM Ha 3PeKTUBHOCTL FEKapCTBEHHOrO Mpenaparta AenaeTtcs
OLEHKa BO3MOXHOW HeobOXOOMMOCTM  MPOBEAEHMSA  MOCTPErnCTpPaLMOHHbIX
nccnenoBaHni 3eKTUBHOCTI.

6.2.5.2.5. Mogynb CV MNYP - nocTperMcTpaumnoHHbI OMbIT MPUMEHEHNS.

Llenbto pganHHoro mopyna [MYP daendetca npeactasneHve uHdopmaumm o
KONMMYecTBe MaUMEHTOB, KOTOPbIM Ha MOCTPErncTpauMOHHOM 3Tarne NMpUMEHeHus
Ha3Hayancsi JiekapCTBEHHbIM  mnpenapaT, OCOBEHHOCTSIX NPUMEHEHUsT B
NOCTPErncTpauMoHHOW MEOMLWHCKOM NpaKkTUKe, BKIoYasi Ha3Ha4yeHne ocobbiM
rpynnaMm naumneHToB, ykasaHHbiM B mogyne CIV IMYP, o konuyecTBe nauWeHToB,
BKIOYEHHbIX B HabntogaTernbHble NCCrnegoBaHust, B Xo4e KOTopbIX Oblnn cobpaHbl
AaHHble no 6e30MacHOCTM W MPUHATBI PEryrnaTopHble Mepbl ANns NpUBEAEHUS
nHdopmaLmm no 6e30nacHOCTU fEeKapCTBEHHLIX MpenapaTtoB B COOTBETCTBUE C
VMELMMUCS OaHHbIMM.

6.2.5.2.5.1. Mogynb CV TNYP. Pasgen "PerynstopHble OeNCTBUS N OeNCTBUSA
JepxaTensa permcTpauuoHHOrO YOOCTOBEPEHUsl, CBSA3aHHble C Ge30MacHOCTbHO
nekapcTBeHHOro npenapara".

B paHHOM pasgene mMogyns yKasblBalOTCS BCE PErynaTopHble OENCTBUS Ha
moboM pblHKE, MPeanpuHsTble B CBS3M C  BbISIBMIEHHbIMW npobriemamu Mo
©e30nacHOCTN feKkapcTBEHHOrO npenapata (B TOM 4MCNEe MO MHULMATUBE
Jepxartensd permcTpaumMoHHOro YyaoocToBepeHus). [aHHbl nepeveHb LOSDKEH
coaepXaTtb NepevncrieHMe 1 onucaHve NPeLnpPUHSITLIX PEryNSTOPHbIX 4ENCTBUN C
yKkasaHuem cTpaHbl U gatbl. [pn coctasneHun obHoBneHwn MYP B gaHHOW YacTu
OOIPKHbI ObITb OMWCaHbl OENCTBUS, MPeanpuHATbIE C MOMEHTa MOCTeqHEro
npeacTtaenenus MYP, ¢ kpaTKuM onMcaHnemM Npu4mH UxX NPUHATHKS.

6.2.5.2.5.2. Mogyne CV TIYP. Pasgen "PesynbraTbl MOCTPerncTpaLOHHOIo
NPUMEHEHUS], NONYYEHHbIE HE B XOA4E KNMHUYECKMX UCCreqoBaHni".

Mo pesynbTatam peanu3aumn nekapCTBEHHOro npenapata Ha pasnnMyHbIX
pbliHKaxX AepxaTerb perMcTpanmMoHHOro yaoCTOBEPEHMS NpeacTaBndeT COBOKYMHbIE
JaHHble MO0 KONMMYecTBY MauWeHTOB, MOOBEPrUMXCA  BO3AEWCTBMIO  Ha
nocTperMcTpaunmoHHoM aTtane. [aHHble OOrKHbl ObiTb CTpaTudmMumpoBaHbl (Mo
BO3MOXHOCTM) MO COOTBETCTBYIOLLWMM KaTeropmsiM, BKIOYaloLyM BoO3pacT, Mon,
nokasaHusl, o3y U reorpadMyecknini pervoH. B 3aBMcmmocTn OT nekapCTBEHHOIO
npenapata MNPUMEHSAIOTCA  AOMOSHUTENMbHLIE  NEepeMeHHble  cTpaTudmkauum
(Hanpumep,  KOMMYECTBO  KYypCOB  BakuMHauuW, NyTb  BBEAEHVMs WM
NpoOoOIMUTENBHOCTL  NledeHnst). Heobxogumo caenatb  KOMMYECTBEHHYD W
audbepeHLMpoBaHHYIO  OLLEeHKY BO3OAEWCTBUSA reKapCTBEHHOro npenapata C
MCMNOmnb30BaHMEM OOOCHOBaHHOW METOAMKM pacyeTa BO3OEWCTBUSI UCXOO4A W3
OocODeHHOCTEN MNPUMEHEHUsT W LUeneBblx nonynauumi. BeinonHeHne pacyeTa
BO3[ENCTBMA UCXOAS M3 KONM4ecTBa peanv3oBaHHOrO NiekapCTBEHHOIo npenaparta
B BECOBOM MWIM KONMMYECTBEHHOM M3MEPEHWM U COOTHECEHUSI ero CO CcpepHewn
pEKOMEHAYEMON [030/ BO3MOXHO TOMbKO B Cllydae, €CnvM JieKapCTBEHHbIN
npenapat BO BCEX Cly4asx HasHayaeTcs B OOQHOW [03e M UMeEeT OAMHAKOBbIN
(PMKCMPOBaHHbBIN KYPC MPUMEHEHMS. DTOT CNocob He sBNSIeTCst NPUMEHUMbIM 4715
OOMbLUMHCTBA NEKAPCTBEHHbIX NpenapaToB, NOCKOSbKY UX PEXUMbI 403MPOBAHMS U
KypCbl MPUMEHEHMS, KaK NpaBurio, HeMKCUPOBaHbI.

[na nekapcTBEHHbIX MpenapaTtoB C pPasfMYHbIMX MYTSMU BBEOEHUS pacyeT
BO3AENCTBMSA AOIPKEH ObITb caoenaH OTAENbHO AN KaXKdoro nyTn BBeaeHus (ecnm
BO3MOXHO). YMONMHOMOYEHHblIE OpraHbl FOCYA4apCTB-YSIEHOB MOryT 3arnpocuTb
OOMOMNMHUTENbHYI0 CTpaTUMKaLUIO OaHHbIX MO BO3AENCTBUIO (Hanpuvep, AaHHble
Mo BO3AEWCTBMIO B PasfM4HbIX BO3PACTHBLIX FPynmnax wuiM B paMKkax pasfmnyHbIX
YTBEPXKOEHHbIX  MokaszaHun). OpHako, ecnm  NeKapCTBEHHbI  npenapat
NPUMEHSIETCA MO pa3fMYHbIM MOKa3aHUsIM, B pa3HbIX peXMMax 403MPOoBaHus, inbo
NPUCYTCTBYIOT UHblE (PAKTOPbI, YOOBMNETBOPSAOLIME KPUTEPUSM CTpaTudmKalmu,
Aepxarternb perMcTpaumoHHOrO Y40CTOBEPEHUST M3HAYaANbHO AOIMKEH NPEeACTaBNATb
JaHHble C COOTBETCTBYWOLUEN CcTpaTudwmkaumen (ecrnm ee NpoBeLEHUE
NPUHLMUNMANbHO BO3MOXHO).



6.2.5.2.5.3. Mogyne CV TYP. Pasgen "Pesynbratbl MOCTPeErncTpaLvoOHHOIo
onbiTa MNPUMEHEHWUS Yy TPYNMn MauWeHTOB, HEe M3YYEeHHbIX B XO4€ KIMHUYECKMX
nccnenoBaHuin'.

Ecrnm noctpermctpaunoHHoe Mcnonb30BaHMe NekapCTBEHHOMO npenaparta obirio
3adMKCMpPOBaHO Yy OCOObIX rpynn naumeHToB, onpeaeneHHbix B moayne CIV IMYP
KaKk  MOABEPraBLUMXCS1  OrPaHWMYEHHOMY  BO3AEWCTBMIO MM BOBCE  He
NOABEPraBLUMXCH BO3AENCTBUIO, CrieayeT NpeacTaBUTh OLEHKY Yucra NauMeHToB,
noaBeprnmxcya BO34ENCTBUIO, N YKa3aTb METOL, pacyeTa BHE 3aBMCUMOCTHU OT TOrO,
NCNonb30BariCs N NeKapCTBEHHbIA NpenapaT no YyTBEPXKAEHHLIM NMOKa3aHWUaM UIn
BHE YTBEPXOEHHbIX MOKa3aHWM K npuMeHeHuto. [pyu  npuMeHeHun y
neguaTpuyeckon nonynsumm AorvkHa OblTb caenaHa cebifika Ha pasgen "Ocobble
acnekTbl npumeHeHusa B neguatpun" mogyna CVI MMYP. Takke porkHa ObiTb
npeactaeneHa wuHdopMaumss B nNpodurie  6e30nacHOCTU  NIEKAPCTBEHHOIO
npenapata B OTHOLUEHMM 3TMX OCOOLIX IPynn MaLMEHTOB MO CpPaBHEHMIO C
ocTanbHOW YacTbio Lieneson nonynsaumn. B pasgene gomkHa GbiTb NpeacTaBneHa
nmobas uHdopmaumsi O BO3MOXHOM W3MEHEHWM Npodmnst Nonb3bl  (Npodmns
adpekTMBHOCTN) B oOcobon rpynne nauueHtoB. JlioOble ocobble rpynnbl
NauMeHTOB, OKa3aBLUMECS B 30HE MOBbLILWEHHOMO WM MOHWXEHHOIO pucka B
OTHOLLUEHMN KOHKPETHOro acnekta npodwns 6e3onacHoCTW, Takke AOibkHbl ObiTb
paccMOTpeHbl B paMKax oLeHku crieyundmyeckoro pucka B moagyne CVITYP, Ho B
OaHHOM pasgene crnegyet ykasaHMe O puckax W rpynnax  nauMeHToB,
NoaBEPXEHHbIX UM.

6.2.5.254. Mogyme CV TIYP. Pasgen "YTBepXOeHHble MoKasaHus K
NPUMEHEHNIO U hakTUYeckoe npumeHeHve".

[ns obHoBneHns cneundmkaunm no 6e30nacHOCTU OOIPKHbI ObiTb caenaHbl
KOHKPETHbIE CCbIJIKW Ha TO, Kakum obpa3om dakTU4Yeckoe MpUMEHEHVE B
MEOUWLMHCKOWN MpaKTMKe OT/MYarnocb OT MPUMEHEHMS!, MPOrHO3MPYEMOro B Moayre
CVIl TYP, n oT 0ogo0OpeHHbIX MOKasaHWn M MPOTMBOMOKA3aHW K MPUMEHEHUIO
(ncnonb3oBaHWe BHe YTBEPXOEHHbIX MOKa3aHu K npuMeHeHunto). B aaHHbIn pasgen
BKMOYaeTCa WMHAopMaums, MOMyYyeHHas W3  UCCneqoBaHUM  MCMNOMb30BaHMS
nekapcTBEHHOro npenapata (WM B pe3ynbrate gpyrmx obcepBauUMOHHbIX
UCCredoBaHuWin, B KOTOpble OblI0  BKIOYEHO UWCCregoBaHWE MOoKasaHunh K
NPUMEHEHNIO neKapCTBEHHOIO npenapara), BKINOYasi nccnegoBaHus
NCNonb30BaHNA JIEKAapCTBEHHOMO Mpenaparta, KoTopble MPOBOAMIMCH MO 3anpocy
YMONIHOMOYEHHbIX OpPraHOB TrOCYAApPCTB-UMIEHOB ANst  Uenel, OT/MYHbIX OT
yrnpaBIieHUs pUCKamM.

lMpMeHeHNe He B COOTBETCTBMU C YTBEPKOEHHbIMWU MOKa3aHUAMW BKIHOYaET,
NMOMMMO MpoYero, HeogoOpeHHOEe MNPUMEHEHWE Y NeauaTpUYecKux MauueHToB
pasnMYHbIX BO3PACTHbLIX KaTeropumn, a Takxe NPUMEHEHME MO HeoqoOpeHHbIM B
OXJTMN nokasaHunaM B criydasix, ecnm 370 NPUMEHEHUE NPOUCXOAUT He B paMKax
KIIMHUYECKOro nccrnegoBaHus.

B cnyyae ecnm y ynonmHOMOYEHHOro OpraHa rocygapcTBa-yfieHa BO3HUKAKOT
onaceHusl B OTHOLLEHUM UMEIOLLErOCS NMPUMEHEHNST NIEKApPCTBEHHOIO npenapara no
HeoqoOpEeHHbIM  MOKa3aHWsM, AepxaTeflb  PerncTpauMoHHOIO  yAOCTOBEPEHMS
OOIKEH  KONMMYECTBEHHO  OLUEHWUTb  [aHHOE TMPUMEHEHME C  yKaszaHUeM
NCMONMb30BaHHOIO METOAa OLEHKW MOSyYeHUs1 JaHHbIX.

6.25.255. Mogymbe CV TlYP. Pasgen ‘'lpumeHeHne B  xoge
3MMAEMUONIOTMYECKMX UccrnegoBaHnn".

[aHHbI pasgen cooepuT nepedeHb 3MNMAEMUONIONMYECKNX MCCNedoBaHWUN,
KOTOpble BKIoYanm (BKMOYaroT) cOOp M OLEHKY AaHHbIX MO 6e3onacHocTw. [omkHa
ObiTb MpegcTaBneHa cregylolas MHGOpMaumMsa: Ha3BaHWE WCCIedOoBaHWsA, T
uccriegoBaHvs (Hanpumep, KOropTHOe WCCreoBaHWe, uccredoBaHue "cryvan-
KOHTpOmb"), u3yvyaemasi nonynauus (BknoYas HaMMEHOBaHWE rocygapcTea W
Apyrve nonynsiLuMOHHbIE XapakTEPUCTUKM), NPOAOIPKATENBHOCTL WCCen0BaHUS,
KONMMYECTBO MaLMEHTOB B KaXOOW KaTeropum, 3abornesaHue (Npu HeobxoammMocTu),
cTaTyC uccrnegoBaHus (3aBeplLueHo wunm npoporpkaetcs). Ecrm uccneposaHve
Obino onybnvkoBaHo, B AaHHbIN pa3gen MNMYP gomkHa G6biTh BKOYEHA CCbIfKa, a B
npunoxeHun N 7 k MYP npegcraeneHa cooTBeTcTBYOWAA Ny6nmkaums.

6.2.5.2.6. Mogynb CVITTYP - gononHutensHble TpeboBaHusi K cneumdmkauum no
6esonacHocTy.



6.2.5.2.6.1. Mogynb CVITTYP. Pasgen "lMoTeHumManbHbIi pUCK Nepeao3vpoBKin”.

Ocoboe BHMMaHWe criegyeT YyOenuTb JeKapCTBEHHbIM npenapartaMm, B
OTHOLLEHMN KOTOPbIX CYLIEeCTBYeT MNOTeHUManbHbIn PUCK MNepefo3npoBKN  Kak
npegHamMepeHHon, Tak W crydyarHor. [lpumepbl BKMOYaT NekapCcTBEHHbIe
npenapatbl C Y3KUM TepaneBTUYECKUM WHTEpBaroM WNM NekapCTBEHHble
npenapaTtbl, KOTOpble MOMyT Bbl3BaTb OOLUMPHbIE [0303aBUCUMbIE TOKCUYECKMe
peakumm u (MNM) B  OTHOLUEHWM KOTOpbIX CYLUECTBYET BbICOKUA  PUCK
npegHamMepeHHOW nepefo3vpoBKM Y LeneBon nonyndumv  (Hanpumep, npu
aenpeccun). B cnydyae onpegeneHus pycka nepeno3vpoBKM Kak npobrnembl no
OesonacHoCTM MO  gaHHOMY  acnekty  6esomacHoOCTM  MpegfiaratoTcs
OOMOMNHUTENbHLIE MEPbl B COCTaB COOTBETCTBYHOLLMX MEP MUHUMU3AL MU PUCKOB,
N3noxeHHbIX B moayne V MYP.

6.2.5.2.6.2. Mogynb CVI TIYP. Pasgen "loTeHumanbHbI pUCK nepenaydn
WH(PEKLIMOHHBIX areHToB".

HepxaTtene perMcTpaunoHHOro YOOCTOBEPEHUA [OOMMKEH caenatb  OLEHKY
NoTEeHUManbHOro pucka nepegadn MHMGEKLMOHHbIX areHToB. OTO MOXET ObITb
CBSI3aHO C XapakKTepoM MpPOM3BOACTBEHHOIO MNpoLecca WM UCMONb3yeMbIMU
matepvanamv. B OTHOWeHWM BakUMH HeoOXO4MMO pacCcMOTpPeTb  JtoOOon
NoTeHLnarnbHbIN PUCK Nepegayn X1BOro BMpyca.

6.2.5.2.6.3. Moaynb CVITTYP. Pasgen "TloTeHumManbHbIN pUcK 3noynoTpebneHms
N MCNOMb30BaHNSA B HE3AKOHHbIX Liensax".

B pasgene cnegyet caenatb OLEHKY NOTEHLMANbHOro pucka 3rnoynotpedneHus
N MCNOMb30BaHNA NEKaPCTBEHHOTO Mpenaparta B He3aKOHHbIX Lensax. Heobxoanmo
paccMOTpeTb LienecoodpasHocTb Mep (Mpy HeoBXoAMMOCTU) MO OrpaHUYEHUIO
3r10ynoTpedneHns U UCMONb30BaHUSI JIEKAPCTBEHHOTO Mpernapata B HE3aKOHHbIX
uensax (Hanpumep, WCMNOMb3OBaHME CheuuanbHbIX — Kpacutenenm u  (unm)
apomaTtn3aTopoB B fekapCcTBeHHOW dopMe, OrpaHuMdeHvne pasmepa YnakoBKW U
KOHTpONMpyemMoe pacnpocTpaHeHue nekapCcTBEHHOro npenapara).



6.2.5.2.6.4. Mogyne CVI MNMYP. Pasgen "lNoTeHunanbHbIN pUCK BO3HWKHOBEHMS
oWMBOK NPV HAa3HAYEHUN UMK NMPUEME NEKapCTBEHHbIX NpenapaTos”.

[epxaTtens perMcTpauMoHHOrO YAOCTOBEPEHUS] OOIDKEH PErynapHO NpoOBOAUTL
OLEHKY BO3MOXHOCTW BO3HMKHOBEHMS OLWMOOK MpU Ha3HayYeHun wnim npueme
neKapcTBEHHbIX MpenapatoB. B 4acTHOCTWM, OO0 MNOCTYNfeHus nekapcTBEHHOro
npenapata Ha pPbIHOK OH [O/PKEH OLEHWUTb OOWME MWCTOYHMKM OLMOOK npwu
HasHa4YeHNM UnNM nNpveme nekapCTBEHHOro npenaparta. B xoge paspaboTkm u Ha
3Tane NpPoeKTUPOBaHMSA BbIXO4a NIEKAPCTBEHHOIO NMpenapaTta Ha pbiHOK 3asBUTESb
OOJDKEH MPUHATL BO BHYMaHWE BO3MOXHbIE MPUYUHBI BO3HUKHOBEHUS OLLMOOK npu
HasHa4YeHNUM WINM MNpUEME JeKapCTBEHHbLIX MpenapaToB. [JOikHbl Yy4YUTbIBATHLCS
HaMMeHOBaHWe, XapakTepuCcTUKM opMbl BbifycKka (Hanpumep, pasmep, dopma u
LBeT NekapCTBEHHOW GOpMbl M ynakoBku), nHdopmauns B OXIMN (Hanpumep, B
OTHOLUEHWN pa3BedeHusi, NMapeHTepanbHOro NyTW BBEAEHUs, pacyeTa [03bl) U
MapKMpOBKa fiekapCTBEHHOro npenaparta. Heobxogmmo crnepoBatb TpeboBaHMAM
no obecnevyeHnto YNTaemMoCcT MapKUPOBKM M MHGOPMaLMn Ana nauueHTa. Ecrm
MCNoNb30BaHME JIeKApCTBEHHOrO Mpenapara WMeeT NOTeHUManbHbI  PUCK
HaHECEHNs1 Cepbe3HOro Bpeda M3-3a HEnpaBUIIbLHOMO NyTW BBEOEHWS, crieayeT
TaKXXe pacCMOTPETb BOMPOC O TOM, Kak u3bexaTb NogoOHOro HenpaBuibHOIO NyTH
BBeAEHUs1. DTO onaceHve B 0COBEHHOCTN 06OCHOBAHHO, KOa YacTbl PYTUHHOM
MEOULMHCKON MNPaKTUKN SBMNSIETCS MPUMEHEHME JeKapCTBEHHOrO npenaparta
COBMECTHO C APYrMMW fieKapCTBEHHLIMM MpenapaTtaMmy, BBOOMMbIMU KakUM-rMbo
NoTeHUManbHO onacHbIM NyTem. B gaHHOM crnyyae puCK BO3HWKHOBEHWS OLLMOOK
NpM HasHayeHWM JeKapCTBEHHOro Mpenaparta [OMPKeH paccMmaTpumBaTtbCa B
KavecTBe Npobnemsl No 6e3onacHoCTu.

Mpy Hammuum ¢opM C pas3nMYHOM O03MPOBKOW FEKapCTBEHHOro npenapara
OLEHMBAETCA AOCTATOMHOCTb BM3yanbHOW (Min dmsmdeckon) audxpepeHumaumm
MeXay IeKapCTBEHHbIMW Mnpenapatamym C pasfuyHbIMW LO3MPOBKAMU N MeXay
NeKapCcTBEHHbIMM  Mpenapatamy,  Kak  MNpaBuno,  HasHa4YyaeMbiMM UK
NpUHUMaemMbiM1 OOHOBPEMeHHO. B cnyyae ecnv Ha pbiHKE WMMeEloTCA Apyrue
neKapcTBEHHbIE NpenapaTbl C TEM Xe OEeNCTBYOLWMM BELLECTBOM, A4S KOTOPbIX He
Oblna noaTBepaeHa OMO3KBUBANEHTHOCTb, OOIMKHbI ObiTb NpPenoXeHbl Mepbl
npenynpexgeHns MeanUMHCKNX OLLUMOOK U MUHUMIN3aL MU pUCKa.

Ecnm nekapCTBeHHbI nNpenapaT npedHa3HavYeH ans  UCMOMnb30BaHuSA Y
cnabosugswen rpynnbl HaceneHusi, ocoboe BHMMaHWe HeobxoouMMOo yaenuTb
BO3MOXHOCTM COBEpLUEHMS OWMOKM Npu MNpueme JNeKapCTBEHHOro npenaparta,
KOTOpble NPV YCTAHOBMEHMW pUCKa [OOSDKHbI paccMaTpuMBaTbCsl B KayecTBe
npo6niembl Mo 6e3onacHoOCTM.

OueHrBaloTCA PUCK 1 MepPbI MO NPEAOTBPALLEHNIO Cy4anHOro npornaTbiBaHns
Wnn gpyrmx criydaeB HenpegHamMepeHHOro UCNonb30BaHNA OETbMU.

Owmnbkn npyv Npueme neKapCTBEHHOrO MpernapaTta, BbISIBNIEHHbIE B X04e
pa3paboTky NPOAYKTa, BKIOYAs KIMHWYECKME WCCeqoBaHUs, LOMKHbl ObITb
pacCcMOTpeHbl, a Takxke [OoIpkHa OblTb NpeacTaBrneHa WMHGopMaumsi O Camux
owmbKax, Ux noTeHuMarnbHbIX MpuUYMHax M cnocobax Mx ycTpaHeHus. B cnyvae
HeoOXOAMMOCTU CriefyeT ykasaTb, Kakum o0pasoM BCE yKasdaHHble pUCKM Bbinn
MPUHATbI BO BHYMaHWE Ha OKOHYaTenbHbIX CTagusAx pa3paboTky nekapCTBEHHOIO
npenapara.

B cnyyae ecnm B xoge NOCTpPErMcTpauMOHHOrO nepuoga Obinv BbisiBNEHbI
HexenaTernbHble peakuun, SIBUBLULMECH pe3yrbTaToM MEOULMHCKUX OLMOOK, OHU
OOIKHbl  OblTb  paccMoTpeHbl B o6HoBreHun [MYP  n  npepnoxeHbl nytn
MWHMMM3ALL NN OLLIMOOK.

B cnyyae nameHeHusx cocTaBa 1 4O3UPOBKM NEKapCTBEHHOIO npenaparta puck
BO3HMKHOBEHUS] OLIMOOK MpU MNpUMEME JIeKapCTBEHHOro npenapaTta [OIKeH
paccmaTtpuBaTbCsi B KadecTBe npobnembl no 6e3onacHOCTW, a Mepbl, KOTopble
OyoyT npeanpuHSTbl  OepxaTenem pPerycTpaumoHHOrO  yAOCTOBEPEHMa  Ons
NpesoTBpaLLEHNs NEPenyTbiBaHUS MeXdy CTapbiM UM HOBbIM JEKAPCTBEHHbLIM
npenapaTtoM, NpMBOAATCSA B paMKax nfaHa MuHuMmsauumn puckos. OueHnBaeTcs
uernecoobpa3HoCTb  MeponpuATUA MO MUHMMM3AUMM  PUCKOB B OTHOLLEHUU
M3MEHEHMN (OpMbl MpeacTaBrieHUs, pa3mMepa YMakoBKW, NyTW BBeOEHUA Wim
NPOYNX XapaKTEPUCTUK BbIMYCKAEMOro fiekapCTBEHHOMO npenapara.

Ecnu nekapcTBeHHbIV NpenapaTt AOSPKEH NPUMEHATLCS BMECTE C MEAULMHCKUM
YCTPOWCTBOM (BCTPOEHHBbIM WM HET), HeOOXOOMMO PacCMOTPETb BCe (PaKTOpbI
OMacHOCTW, KOTOPble MOMYT MpPeacTaBnATb PUCK AN nauveHTa (HemcrnpaBHOCTb



MEeOULMHCKOrO YCTPONCTBA).

6.2.5.2.6.5. Mogyns CVI TYP. Pasgen "Ocobble acnekTbl MNpUMEHEHUs B
neavaTpumn”.

B paHHOM pasfgene paccMmaTpuBaloTCs CrieAylolme acnekTbl UCMNorb30BaHNs
nekapcTBEHHbIX NpenapaToB B neguatpun, He ykasaHHble B mogyne CIV IYP:

a) npobrnembl, BbISIBNIEHHbIE B MNMlaHe MeguaTpuuecknx MccrnegoBaHun.
YKasblBaloTCa Jobble  pekoMeHgauuMum No  nocriegyrwemy  AnMTernbHOMY
MOHUTOPUHIY 6e3onacHocTM M 3GdEKTUBHOCTU MPU NMPUMEHEHUN Y MaLUEHTOB
negnaTpuyeckon nonynauun. B criyyae ecrm gaHHbI acnekT 6onee He siBnsieTcs
npegMeToM ornaceHuin no 6e3onacHoOCTU, AOMKHO ObiTb 4AaHO COOTBETCTBYHOLLEE
06 bACHEHWE 1 060CHOBaHME.

MpennoxeHnss 0 NpoBeOeHUN ONpPeAeEneHHbIX AONTOCPOYHbIX NeanaTpruyeckmx
nccrnenoBaHniA HeobXOAUMMO pPacCMOTPETb Ha MOMEHT Mogadn 3asiBNEeHUs Ha
BBeAEHME NneanaTpnyeckmx nokasaHmn. Ecnm cylecTByoT COMHEHNSI B OTHOLLEHUN
HeoOXOOMMOCTU  AaHHbIX  AOJTTOCPOMHbIX  MeguaTpuveckux  UCCriedoBaHunm,
HaanexuvT NpeacTaBMTb COOTBETCTBYOLLME 0O0OCHOBaHWS;

6) noTeHuman AnNs nNeanaTpu4ecKoro MUCMOMb30BaHWA BHE YTBEPXKOEHHbIX
nokasaHun K npumeHeHnto. CnegyeT OLEHUTb PUCK NPUMEHEHUsI nekapCTBEHHOIO
npenapata BHe YTBEPXOEHHbIX MOKa3aHWM K NPUMEHEHU0 y negmaTpuyeckomn
nonynaumm mbo kKakon-nbo ee 4acTu, B Criydyae ecnm HO30s0rs, ABnsoLwasacs
oAo0bpeHHbIM  MoKasaHWeM MpUMEHEHNs1 IeKkapCTBEHHOro mnpenaparta, Takxe
BCTpeYaeTcs M B negmatpuyeckon nonynsaumm, HO NpUMEHeHWe y nocregHen He
saBnseTcs ogobpeHHbIM. Bce BO3MOXHbIE (hakTUYEeCKMe HanpaBreHns NpUMeHeHNs
NeKkapcTBEHHOro  npenapara cnegyet oTpasuTe B pasgene  "OnbIT
nocTperncTpaLmoHHoro npumeHeHna” mogyna CV MYP (kak aTo yka3aHo B MyHKTE
6.2.5.2 HacTtoaumx [NpaBun) n B pasgene "PesynbTatbl NOCTPErUCTPaLMOHHOMO
NPUMEHEeHNss 'y Tpynn MNauMeHTOB, HEe MU3YYEeHHbIX B X04e KIAUMHUYECKUX
nccnegosanuni" mogyna CV MNYP (kak 3To ykasaHO B nyHkTe 6.2.5.3 HacToAwmMx
Mpasun).

6.2.5.2.6.6. Mogynb CVITTYP. Pazgen "lNporHo3anpyemoe NocTperMcTpaLMoHHoe
ncnonb3oBaHune".

Ons npegpernctpaunonHoro MYP wnu npy nogadve 3asBrneHUs Ha BBeAeEHWE
3HaAYMTENbHbIX W3MEHEeHWN B MoKasaHus N0 MEAULMHCKOMY MPUMEHEHNIO
aepxatenb pervcTpaLnoHHOMO YOOCTOBEPEHNS AOIMKEH MPEACcTaBUTb MOOPOGHYH
MHGOPMALMIO O MPOrHO3MPYEeMOM HanpasfieHUM MNPUMEHEHWUs, npegnonaraemMom
NPUMEHEHNM JeKapCTBEHHOro mpenapata C TeYeHMeM BpEeMEHM, MOSoXeHUN
nekapCcTBEHHOro npenapara B TepaneBTUY4eCKOM apceHarne.

Heobxoanmo cpaenaTb OLEHKY MOTEHLUansHOW BO3MOXHOCTU NPUMEHEHNS
nekapCcTBEHHOro npenapara BHe 0400peHHbIX NoKa3aHWN K NPUMEHEHUIO.

6.2.5.2.7. Mogynb CVIITTYP. "aeHTndmuympoBaHHble 1 NOTEHUManbHbIe pUCKn®.

JaHHbIRn Moayrnb rnyp cooepxut WHGopMaL Mo o] BaXHbIX
MOEHTUNLNMPOBAHHBIX Y MOTEHLMANbHbIX PUCKaX, CBA3AHHbIX C UCMOMb30BaHMEM
neKkapCTBEHHOro npenapaTa, BKMlOYas WHQOPMaLMIO O  BbISBMEHHLIX W
NoTeHUManbHbIX HexenaTerbHbIX peakuusax, BbIIBNEHHOM W MNOTeHUMansHOM
B3auMOOEenCTBUN C APYrMMUX NeKapCTBEHHbIMU Npenapatamu, NpogayKTaMu nuTaHus
W ApyrMMu BellecTBamMu, a Takke 0 papmakornormyeckunx KrnaccoBblx addeKkTax.

6.2.5.2.7.1. Mogynb CVIITTYP. Pasgen "HoBble naeHTMgmunpoBaHHbIe pUCKn”.

B naHHoM paspgene gomkHbl 6bITb NepeYmcneHbl npobrnembl No 6e3onacHoCTy,
BbiSiIBNIEHHbIE CO BpemeHu nocrnedHero npeactasneHusa [MYP, kotopble 6ygyT
noapo6HO NpoaHanM3npoBaHbl B COOTBETCTBYoLWEM pa3gerne mogyna CVIITYP. B
JaHHOM pasferie yKasblBalTCsA MPUYMHHBINA dhakTop npobnembl no 6e3onacHocTy,
MHopMaumMss O TOM, SBNSETCA 1M AOaHHbIA  acnekT pucka BaHbIM
MOEHTUNUMPOBAHHBIM UM BaXXHbIM ~ MOTEHUMAmNbHbIM  PUCKOM,  daeTcs
0060CHOBaHME MO BO3MOXHbIM HEOOXOOMMbIM MepamM MWHUMWU3ALMM PUCKOB WU
HOBbIM crieLuarnbHbIM UCCReaoBaHNAM MO LaHHOMY acnekTy pucka.



6.2.5.2.7.2. Mogyne CVII TYP. Pasgen "lNMogpoGHasa uHopMaUUs O BaHbIX
NOEHTUMLMPOBAHHBIX 1 BaXHbIX NOTEHUManbHbIX pUckax”.

B paHHOM pasgene npenctaensaeTcs nogpobHas mHdopmauus o Haubonee
BaXHbIX WOEHTUMUMNPOBAHHBLIX W BaXHbIX MOTEHUManbHbIX puckax. [aHHbIn
pasgen gorkeH ObiTb KpaTKMM W He JOSkeH NpeacTaBnaTb coboil BbIOOPKY
OaHHbIX M3 Tabnmu, U CNMCKOB HeXenaTesbHbIX peakLumi, BO3HUKLLMX B pe3yrnbrare
KIMHUYECKNX UCCNEeLOoBaHMIA, MO0 KOMMpoBaTb npegnaraemoe unn drakTndeckoe
cogepxaHue pasgena "HexenartenbHole peakuyum™ OXIT.

lMoHATME BaXHOTO pUCKa 3aBUCUT OT HECKONMbKUX (paKkTOPOB, BKMo4as
BO3AENCTBME Ha OTAENbHOrO NauMeHTa, CEepbe3HOCTb puUCcka U BIUSIHUE Ha
340poBbe HacerneHus. JTtobol pucK, KOTOPbIN OOMKEH UMM MOXET ObITb BKIHOYEH B
NPOTUBOMOKa3aHMa UnuM npegynpexgeHns n mepbl npegoctopoxHocTn OXIMM,
HeoOXxoOQMMO BKHOYaTb B AaHHbI pasgen. BaaumogenctBus, vmerome BaxHoe
KIMTMHMYECKOEe 3HaveHMe U BaxHble ()apMaKororm4yeckme KnaccoBble 3deKThl,
TaKxe crieayeT BKMoYaTb B AaHHbLIN pa3gen. Kpome Toro, pyckun, KOTopble 06bIYHO
He HaCTONbKO Cepbe3Hbl, YTOObl B OTHOLWIEHUN WX TpeboBarmMCb KOHKpPETHble
npenynpexageHis unum Mepbl NPeaoCTOPOXHOCTWM, HO KOTOpble BO3HMKAKT B
OTHOLLUEHMN 3HAYUTENIbHOM YacTu MCcregyemMon rpynnbl HAcereHus, BNMSOT Ha
Ka4yeCTBO >M3HWN NaLMEHTa, YTO MOXET MPUBECTU K CEPbE3HbIM MOCNEACTBUSAM Mpu
OTCYTCTBUM Hagnexallero nedeHus (Hanpumep, CunbHasi TOLHOTA M pPBOTA,
CBS3aHHasd C XMMMUOTEpanuen WM MHOW JEeKapCTBEHHOW Tepanuven), cnegyet
paccMOTpeTb Ha NPEAMET BKIIIOHMEHMS B AaHHbIA pasgern.

[na HeKoTopbIX NEKapCTBEHHbIX MPEnapaTtoB LOiPkHbl OblTb PaCCMOTPEHLI
PUCKK, CBA3aHHblE C YTUNM3auMen UCNOoSfb30BAHHOMO NeKapCTBEHHOro npenaparta
(Hanpumep, OnA TpaHcaoepmarbHbiX nnacteipen). Takke MoOryT ObiTb Crydau
BO3HUKHOBEHUS] 3KOSIOTMYECKOM OMACHOCTU MpU  yTUIM3auMmn fekapCTBEHHOIO
npenapata u3-3a WM3BECTHOro MarybHOro BO3AEVCTBMS Ha OKPYXKalOLLy0 cpedy
(Hanpumep, BelwecTBa, KOTOpble SABMATCA OCOOEHHO OMnacHbIMW 4SS BOLHOW
doriopbl U dhayHbl U KOTOPbIE HE AOSTKHbI ObITb YTUIM3NPOBaHbLI Ha CBarkax).

MpeacTtaBneHne AaHHbIX O pUCKax OOSMKHO BKMoYaTb B cebsA cregyroLlyto
noapoGHyto nHdopMaLmio:

yacToTa;

BO3JENCTBME HA 300pOBbE HACeneHusi (CTEMeHb TSDKECTW, CEPbE3HOCTb,
obpaTMmocTb, Ucxon);

BO34ENCTBME HA OTAENbHOro NaumneHTa (BNmaHMe Ha KadeCTBO XU3HN);

drakTopbl pMcka (B TOM Yncrie GakTopbl, Kacalowmecs naumeHTa, 4o3bl, nepmog
pvcka, agAnTMBHbIE NN CUHEPTUYHBbIE hakTopbl);

npenoTBpaTUMOCTb (TO eCTb NpeackasyeMocTb, BO3MOXHOCTb NPeaoTBpaTUTb
pa3BUTME NIM BO3MOXHOCTb BbISIBIIEHMS HA HA4YanbHOM 3Tane);

BO3MOXHbI MEXaHN3M pPa3BUTHS;

WCTOYHMK OaHHbIX 1 YPOBEHb 40Ka3aTENbHOCTMY.

[aHHble no 4acToTe pasBUTUS AOMKHblI OblTb MNPUMBEAEHbI C  Y4E€TOM
[JOCTOBEPHOCTU WU yKasaHMEM MWCTOYHMKA AaHHbIX no ©GesonacHocTn. YacTtoTta
pasBUTUS He [OIPKHA OLEHMBATbCS Ha OCHOBaHWM [OaHHbIX CMOHTaHHbIX
COOOLLUEHWNIA, MOCKOMbKY [OaHHbI MEeTod He MO3BOMAEeT BbINOMHATbL  OLEHKY
napameTpa 4acToTbl C TpebyembiM YpOBHEM AOCTOBEpPHOCTU. ECcnm B OTHOLWEHUN
BaXXHbIX WOEHTUMLNMPOBAHHBIX PUCKOB HEOOXOAUMO BbIYMCIIUTL TOYHYHO YacToTy,
cnefyeT OCHOBbIBATbCA Ha CUCTEMATUYECKMX WCCIedoBaHusaX — (Hampumep,
KIMHUYECKMe NccnegoBaHns U anuaeMmoriornieckme NccregoBaHnst), B KOTOPbIX
M3BECTHO TOYHOE  YMCMO  NAUMEHTOB, MOABEPralOLLMXCA  BO3OENCTBUIO
NeKapCTBEHHOrO Mpenapata, M 4YMCNO MaUMEHTOB, Y KOTOPbLIX OTMeYanocb
NposiBNiEHME COOTBETCTBYHOLLENO MAEHTUGMLMPOBAHHOMO p1CKa.

[omkHo ObITb yKa3aHOo, Kakol UCMOMb3yeTcs MnokasaTernb 4acToThbl, TO eCTb B
KakMx efuHMLaxX W3MEPEHUs BbIpaXkeH 3HameHaTenb (Hanpumep, KOnM4ecTBO
NauMeHToB, NaUWEHTO-AHEA WM 3KBMBANEHTHbIX €OMHWL, (KYpCbl FeyeHus,
peuenTtbl 1 T.4.)). Takke cnegyeT ykasaTb [OBepuTErbHble WHTepBarnbl. [lpu
NCNOMb30BaHNMN €OVHULIbI U3MEPEHNST "KONMYECTBO NaUMEHTOB B YCTAHOBIEHHbIN
NPOMEXYTOK BpeMeHN" HEOBXOAMMO OCHOBbLIBATLCA Ha NPeANoSioKEHNM O TOM, YTO
OYHKLMS  OMacHOCTM JoibkHa ObiTb  MpaKTUYECKM MNOCTOSIHHOW B TeYeHue
nocriegywowero BpemeHu. B npoTmBHOM cnyyae ee crnegyet pasbutb Ha
COOTBETCTBYHOLLME KAaTEropmun, B pamkax KOTOPbIX BbIMOMHAETCSA NPeanonoxeHe o
NOCTOSIHCTBE. OTO OCODEHHO BaXHO, €CNM AJMTENbHOCTL NEYEHNst NPeaCcTaBnseT



cobon dhaktop pucka. B cnyvyae HeobxogmmocTu crnegyeT onpedenutb nepuo
Hambornblero pucka. Yactora wnaeHTUMUMPOBAHHOIMO puUCKa [JoSkHa ObITb
npencTaeneHa a4ns nonynsaumm B LLefioM U AN COOTBETCTBYIOLMX MOMNYALMOHHbBIX
noarpynn.

Uro KacaeTcsi BaxHbIX WOEHTUMLMPOBAHHBIX  PUCKOB, Heobxoammo
npeacTaBuTb MHAOPMaLMIO O MPEBbILIEHNN YacTOTbl Pa3BUTUSA TaKOBbIX B rpymnne
cpaBHeHusi. Heobxogumo Takke 0000WMTb AaHHble MO BPEMEHM LO Hadvana
pa3BUTUS HeXenaTenbHblX COObITUA C  UCMOMNb30BaHNMEM METOLOB OLEHKU
BbluBaemMocTh. MoxeT ObiTb MCnofb3oBaHa (hyHKLMS COBOKYMHbLIX PUCKOB A7
npeacTaBneHns AaHHbIX MO KYMYNSTMBHON BEPOSATHOCTU Pa3BUTUSA HEXeNnaTerbHbIX
peakLui.

B oTHOLEHMN NOoTeHUuManbHbIX PUCKOB Heobxoaumo npeacTaBuTb AaHHbIE O
©asuncHon YacToTe (pacnpoCTpaHEHHOCTN) B LIENeBOW NONyNAL N,

B MYP, skntovatowem B cebs eqnHNYHbIE NIEKapCTBEHHbIE NpenapaTtbl, PUCKW,
KacawLlmecsi HEernoCcpefCTBEHHO MOKa3aHUM K MPUMEHEHWIO WM COCTaBa, Kak
NnpaBuno, paccMaTpyBalOTCA KaK OTAenbHble npobrnembl nNo ©6e3onacHoCTU
(Hanpumep, crnydyanHoe BHYTPUBEHHOE BBeAEHVME MOXET npeacTaBnATb cobon
npobnemy no 6e3onacHOCTU ANst OTAENbHOMO NIeKapCTBEHHOIO Npenaparta Kak ans
€ro nepoparbHoOM fekapCTBEHHOW (hOpMbl, Tak YOPMbI ANS NOAKOXKHOTO BBEOEHNSA).

B TMYP, Bkniovawowem B cebs HECKOMbKO NeKapCTBEHHbIX MpenapaTtos,
KoTopble MOryT UMETb 3HaJYUTENbHbIE pasnuuunsg B OTHOLLUEHMU
MOEHTMAMLNPOBaHHbIX n NoTeHUNanbHbIX PVCKOB, uenecoobpasHo
KnaccmguumpoBaTtb pPUCKM, YTODObI MoOKas3aTb, KakoW PUCK MMEET OTHOLLEHWE K
KakoMy JiekapcTBeHHOMYy npenapaty. B pgaHHom knaccudgmkaumm Heobxogumo
npeoycMoTpETb CrieaytoLme 3arofioBKu:

a) puUCKW, CBA3aHHble C OeWCTBYIOLWMM BellecTBOM. B 3Ty kateroputo MoryT
BXOAUTb BaxHble MAEHTUMMLMPOBAHHbIE UMM NOTEHUManbHble PUCKK, 0bLme ans
BCEX COCTaBOB IeKapCTBEHHLIX NpenapaTos, CNocobOB BBEAEHUS WU LeneBbiX
rpynn Hacenenus. BepositTHee Bcero, B AaHHyI0 KaTeroputo nonageT 60MnbLUMHCTBO
PUCKOB, XapaKTepHbIX Ans 60MbLUMHCTBA fNeKapCTBEHHbLIX Npenaparos;

0) puckun, cBsizaHHble C OMnpenerieHHbIM COCTaBOM WM CNOCOOOM BBEAEHMS.
MoryT Bknoyatca B [MYP ¢ gBymsA nekapCTBeHHbIMW hopmamu niekapCTBEHHOIO
npenapata (Hanpumep Ha ¢opMy AN BHYTPUMBILLEYHOrO  BBeAEHMWs
NPOJSIOHTIMPOBAHHOIO AEeNCTBUS 1 dopMy And nepopansHOro BeeaeHus. Npu atom
OOMOMHUTENbHBLIE PUCKK, KacalowMecs ClydYanHOro BHYTPMBEHHOMO BBEAEHWS,
o4yeBMaHO, He ByayT KacaTbCHA NekapCTBEHHbIX MpenapaToB ANs nepoparnbHOro
BBEOEHUS);

B) pUCKKW, CBfAI3aHHble C Lerneson nonynauuen. lNeguatpudeckas nonynauuns
npeacTtaBnseT cobort Haubonee O4YEBMOHBLIA MPUMEpP LEneBon nonynsuuv, B
OTHOLLUEHMN KOTOPOW MOrYT MPOSIBNSATLCS OOMOMHUTENbHbIE PUCKKM, Kacarolmecs
h13n4ecKoro, NCUXMHECKOrO U MOSIOBOTO PasBUTUS, YTO He ByaeT NPUMEHUMO K
nekapcTBEHHOMY npenapary, npeaHa3HayeHHOMY UCKIIYUTENbHO AN B3POCHbIX
nawumeHToB;

r) pUCKW, CBSI3aHHbIE C NEPexXodoM Ha OTMYCK fleKapCTBEHHOro npenaparta 6e3
peuenTa.

6.2.5.2.7.3. Mogyns CVI TIYP. Pasgen "MigeHTMdMUMPOBaAHHbIE W
noTeHunanbHble B3aUMOAENCTBMSA, BKIOYaOLLME B3aMMOAEWNCTBUMA C  ApYruMmin
neKkapcTBEHHLIMM NpenapaTtamMu 1 NPOAYKTaMu NuTaHms".

NoeHTudmumnpoBaHHble 1M MoTeHUuWanbHble  (PapMakOKMHETUYECKME 1
hapmMakognMHaMM4ecKkne B3aMMOOENCTBUSI HEOOXOAMMO paccMaTpuBaTb Kak B
OTHOLLEHMN CXEM JleYeHus1 No 0g00pPEeHHbIM MOKas3aHWAM K NMPUMEHEHWUIO, TaK U B
OTHOLUEHMM  Hambonee 4acTo WUCMOMb3yeEMbIX B LENeBo/  MONynsumu
nekapcTBeHHbIX npenapatoB. [ns kawgoro BosgencTsus crnegyeT o6obuwmtb
UMetoLLMecs AaHHble N JoKasaTenbHyo 6a3y, noaTBepKaaloLLyto B3anMO4eNCcTBMe
N BO3MOXHbI MexaHu3Mm. [lpoBoguTCHA OLEeHKa NoTeHUMarbHbIX PUCKOB ASis
340POBbSl, BO3HUKAKOLMX MO Pa3fMYHbIM MOKa3aHWAM M B PasfMYHbIX rpynnax
HaceneHusi. KnUMHWM4YECKN BakHble B3aMMOOENCTBUS HEOOXOOMMO BKIHOUYUTL B
pasgen IMYP 06 ngeHTMgmumnpoBaHHbIX U MOTEHLMANbHBIX PUCKaX.



6.2.5.2.7.4. Mogynb CVII TIYP. Pasgen "®apmakonorMmyeckme KraccoBble
adhekThl".

B paHHOM pasgene [dalTCa XapakTepucTuka W OLeHKa BadHbIX PUCKOB,
CBOMCTBEHHbIX Ana dapmakornornyeckoro kracca. OueHMBaeTcs COOTHECEHWe
4YacTOTbl Pa3BUTUSA HexenaTenbHbIX peakuuni npyv NpUMEHEHUW JieKapCTBEHHOro
npenapata C 4YacTOTOW, XapakTepHOW Afs APYrMX feKapCTBEHHbIX MpenapaToB
JaHHOW dhapMaKonorm4ecKom rpynnel.

Ecnm puck, BO3HMKHOBEHME KOTOPOro 4BMAETCA OOumM Ans  Apyrux
NEKapCTBEHHbIX MpenapaTtoB  (hapMakonorMyeckoro kracca, He cuuMTaeTcs
npobnemonn no ©6e30MacHOCTU B OTHOLLEHWM JIEKAPCTBEHHONO npenapara Wu,
cnefjoBaTenbHO, He BKMIOMaeTcsd B MepeyeHb  UAEHTUUUMPOBaHHBLIX U
NnoTeHUManbHbIX PUCKOB, B [aHHOM pa3fene HeobxoouMmo npencTaBwTb
noaTBepXaaroLLme 3To AoKasaTenbCcTBa.

6.2.5.2.8. Mogynb CVII TYP - o6obweHHas wuHgopMauma no npobnemam
©e3onacHoCTW.

B Mogyne ykasbiBaeTcsi 0600LWeHHass MHopMauuss Mo  onpeaensembiM
npobnemam no 6e3onacHOCTH, KOTopasi KnaccuguLMpyeTca Kak:

a) BaXHbI OEHTU(MLNPOBAHHbIN PUCK;
0) BaXHbIN NOTEHLMANbHbIN PUCK;

B) BaXkHas OTCYTCTBYHOLLAA MHdopMaL msi.

Ecrm MYP BknoyaeT HECKONMbKO NleKapCTBEHHbIX NPenaparTos, LenecoobpasHo
B OaHHOM Moayrne pasgeneHne o0606LUeHHON WHAopmaumMn no npobrnemam no
Ge3onacHOCTM Ha rpynnbl (aHanorMYyHO MpPeACTaBIEHNIO AaHHbIX B pasgenax
mogyna CVII TIYP). Tpu 3TtoM pJonyckaeTcs WCMonb3oBaTh MpeacTaBrieHne
NHGopMaL MM B BUAE Crieaytowmx rpynm:

npobnembl No 6e3onacHOCTH, CBA3aHHbIE C AENCTBYIOLMM BELLECTBOM;

npobnembl No 6e3onacHoCTW, CBsA3aHHblE C OMNPELENEHHbIM COCTaBOM WA
CcnocoboM BBeOEHUS;

npobniemMbl N0 6€30MacHOCTN, CBA3aHHbIE C LLeNeBOK NONynsLmen;

npobnembl nNo 6Ge3onacHOCTW, CBA3aHHble C MNEepexogoM Ha  OTMycK
nekapcTBEHHOro npenapara 6e3 peuenta.

6.2.5.3. YacTb lITTYP - nnaH no dapmakoHaasopy.

Llensto nnmaHa no dpapmakoHaa3opy SBMSETCH OMpeLerieHne TOro, Kakum
obpa3om [gepxaTenb pPerucTpaLyoHHOrO YOOCTOBEPEHUS NIaHvpyeT aanee
BbISIBMIATb W (MNM) XapakTepu3oBaTb PUCKW, YKa3aHHble B TpeboBaHMsAX MO
BesonacHocTw. Mnan no drapmakoHaasopy npencrasnser cobon
CTPYKTYPUPOBAHHbIV NnaH, pa3paboTaHHbIN C Lenblo:

BbISIBEHUs1 HOBbIX Npobnem no 6esonacHocTy;

JarnbHenLwen XxapakTepuUCcTMKN N3BECTHbIX Npobrem no 6e3onacHoCTH, BKIOYas
onpeaeneHne akTopoB puCKa;

uccrnefoBaHus OeNCTBUTEMBbHOMO HanmMyusi MOTeHuuanbHbiXx npobrneMm no
6esonacHocTy;

onpeaeneHusi METOA0B MOMyYEHUS BaXXHOW OTCYTCTBYHOLLEN MHChopMaL M.

lMnaH no dapmakoHan3opy AOrmkeH OblTb OCHOBaH Ha npobrnemax no
6e3onacHocTn, 0000LWeHHbIX B Moayne CVII wactu Il MYP - cneundmkaumns no
6e3onacHocTy.

JeatencHocTe nNO  dpapmakoHag3opy nogpasfensercd  Ha  PyTUHHbIE
MeponpuaTUS  No  drapMakoHag3opy W OOMOMHUTENbHbIE  MeponpuaTUS Mo
cdhapmakoHagsopy. B oTHoLeHWM kaxgon npobrnembl no 6esonacHoOCTV AepxaTenb
pervcTpaumoHHOro yAOCTOBEPEHUS AOMKEH NEepeyYucnvTL 3annaHMpoBaHHbIE CO
CBOeN CTOPOHbLI MeponpusaTust No dapMakoHaasopy. MNnaHbl No dapmakoHag3opy
OOMKHbI OblTb COpa3MepHbl pUCKam MPUMEHEHWS NeKkapCTBEHHOro npenapara.
Ecrm pyTuHHbIE MeponpuaTha No dapMakoHan3opy 06OCHOBAHHO OLEHMBAKTCSH
Kak [gocTartovHble ansa obecneyeHust Haanexawlero nocTPerncTpaLuoHHOro
MOHUTOPWHra 6€30MacHOCTU U He TPebYIT AONONMHUTENBHLIX AENCTBUIA (Hanpumep,
uccnenoBaHun  6e3onacHOCTM), HeOOXOAMMO OCHOBLIBATbCS Ha  "pYTMHHOM
rapmakoHag3ope", HanpaBfeHHOM Ha ganbHenwyto paboTy ¢ npobnemamu no
BesonacHocTw.



6.25.31. UYacte I TYP. Pasgen "PyTuHHblEe MeponpusaTvs  No
drapmakoHaasopy".

PyTuHHbIE MeponpuATMa No drapMakoHan30py NpeacTaBnistoT cOOOM KOMMIEKC
MEPONPUATUA,  PEryrnspHO  NPOBOAMMBIX  AepXaTeneMm  perncTpauMoHHOro
yOOCTOBEPEHMS c Lenbto obecneveHus BbIMNOSHEHWSA TpeboBaHuit
3aKkoHogaTenbcTBa MO drapmakoHag3opy rocydapcTB-yneHoB. MacTtep-dhann
cucTeMbl (bapMakoHaa3opa COOEPXUT MOoapOoOHYH MHGOPMaUUKD O CUCTEMax U
npoueccax, peanu3yemblx AepkaTenem permcTpaumOHHbIX YOOCTOBEPEeHWA AOnis
OOCTWKEHWNST YKa3aHHOW Lenu, aHHasa nHdopmauuns He aybrmpyetcs B [YP.

YNONMHOMOYEHHBIV OpraH rocyaapcTBa-yneHa BnpaBe NPeasioKMTb AepXaTernto
perMcTpaumnoHHOro yOoCTOBEPEHUS] U3MEHUTb AEWCTBYHOLME npouenypbl cbopa,
BepudmKkaummn, OUEHKM W npeacTaBneHnss MHGOpPMauMnM O  HexenaTesbHbIX
peakumsax, Nomy4YeHHoM B paMKax CMOHTaHHOIO penopTupoBaHns. B atom cnyyae B
OaHHOM pasfene [gepxartenb pPermcTpauMoHHOro yOOCTOBEPEHUs NpUBOLUT
NMOSICHEHNE MO W3MEHEHUSIM B PYTMHHBIX MEponpusaTMiA no dapMakoHaa3opy,
BHECEHHbBIM COrfMTaCHO MpeasioKeHUsM YNOfHOMOYEHHOIO OpraHa rocygapcTtBa-
yreHa.

Ecnm pgna  BbINOMHEHUA PYTUHHBIX MEPOMPUATM MO dlapMakoHan30py
Jepxateno  perMcTpaumMoHHOro  yaoctoBepeHuss — TpebyeTcd  cocTaBuTb
cneumarnbHble ONPOCHMKW MO MNocrieayowemMy HabniogeHuo 3a HexenaTenbHbIMU
peakuMaMmM UK ecriv OH NaHMpyeT MCMONb30BaTh crnelmarnbHble ONPOCHUKK A5
nony4YeHnss CTPYKTYPMPOBAHHOW MWHOPMaLUM O BbISIBIIEHHbIX HEXenaTesbHbIX
peakuusax, npeacTaBnsAlowmx ocobbld MHTepec, TO B npunoxeHun N 6 k TTYP
Jepxartenb pPerucTpauMoHHOrO YyOOCTOBEPEHMS [OOSKEeH NPEACTaBUTb  Komum
OaHHbIX  onpocHMKOB.  Mcnomb3oBaHue — creumanbHbIX — OMPOCHMKOB MO
nocriegyrowemMy  HabmogeHuio  3a  pernopTUpyeMbIMW  MOL03PEBAEMbIMU
HexenarternbHbIMX  pPeakUuMaMM  OTHOCUTCA K  PYTUHHBIM ~ MEPOMPUATUSM MO

dhapmakoHaa30py.

6.25.3.2. Yacte |l TTYP. Pasgen "[OonomnHuTenbHble Meponpusatus no
drapmakoHaasopy".

Jepxatens perncTpaumoHHOro yaoCTOBEPEHNs OOIMKEH OLEHUTb CUTyauuu, B
KOTOpbIX TpebyeTcs MNpuUHATME AONOMHUTEMbBHLIX Mep No dapmMakoHag3opy Mo
Npu4nHEe HEBO3MOXHOCTU AOCTUMXEHMSA LEenn Mo Haanexallen OLEeHKe N U3YYeHUto
pycka npu NOMOLLM PYTUHHBLIX METOAOB (hapmMakoHaa3opa.

Llenn pononHutenbHbIX MeponpusaTuin no diapMakoHag30py, Kak npasBwrio,
pasnuyalTcs B 3aBMCUMOCTM OT npobrem no 6e3onacHoCTM, Ha KOTOPbIE OHU
HanpaerieHbl. ViccnegoBaHust B pamkax nnaHa no gapMakoHag3opy AomkHbl ObITh
CBsI3aHbl ¢ Npobnemamn no 6esonacHocTn, 0603HaYEHHBIMK B cneumdmKkalmm no
©e3onacHOCTN, BHE 3aBUCMMOCTM OT TOro, HaueneHbl WCCreaoBaHus Ha
BbISIBNIEHNE N XaPaKTEPUCTMKY PUCKOB WIM TOSIbKO Ha OUEHKY 3GeKTUBHOCTMU
MeponpuaATUA N0 MUHMMM3ALMM  PUCKOB. [lepxaTenb  permcTpaunoHHOro
YAOCTOBEPEHUSA OOIDKEH BKMIOYUTL Cloda BCe UCCNeLoBaHWA, HanpaBfeHHble Ha
M3y4YeHne n OLLeHKY Npobrnem no 6e3onacHOCTY, a TaKkKe UCCNeAoBaHUsi, KOTopble
MOryT MPeLoCTaBUTb MOME3Hy0 MHGOPMaLMO No 6e30nacHOCTM, XOTA Npu 3TOM
oueHnBaeMble B pamkax MYP npobnembl no 6e3onacHOCTM MOryT He BXOOAWUTb B
YMCIIO NPUOPUTETOB WUCCMEeQoBaHUA. ITW UCCedoBaHMsA BKMoyawT B cebs
NnocTperMcTpaumnoHHble uccreaoBaHms 6e3onacHoOCTW, UccrnegoBaHns B obracTtu
dhapmakoanugemmonormm, apMakokMHETUYECKME WCCNEeLoBaHMS, KIMHUYecKne
UCCredoBaHuMs WM OOMOMHUTENbHbIE  AOKIMHMYECKMEe uccregoBanus. [pu
npoBeaeHUn OaHHbIX nccrnegoBaHvn crnegyet PYyKOBOACTBOBATLCS
MeXOyHapo4HbIMX [OroBopaMM M akTamu, cocTaBnawowmmu npaso Cotos3a, wu
3aKkoHoaaTenLCTBOM rocyapCTB-4IIEHOB.

MpoToKonbl MccreaoBaHWA B paMKkax MraHa no dpapMakoHag3opy U pestome
OTYETOB MO  pesynbTaTtaM  WUCCREedOBaHWW,  BbINOfHEHHbIX B paMKax
OOMOMHUTENBHLIX ~ MEpPONpUSATUA  NOo  (hapmakoHaa3opy,  OOMkHbl  ObiTh
npeacTaBneHbl B NpurnoxeHuax kK My P.

BrnsiHMe HOBbIX AaHHbLIX HA COOTHOLUEHWE "MoNb3a - PUCK" NEKapCTBEHHOrO
npenapara AokHO ObiTb TWATENLHO OLEHEHO, cneundmkaumns no 6GesonacHocTy,
nnaH no d@apmakoHag3opy WM MNfnaH Mo MUHUMM3ALMU PUCKOB AOMDKHbI ObITb
OopaboTaHbl COOTBETCTBYHOLMM 0O6pasoM C Y4ETOM MOMYYEHHbIX AaHHbIX MO
B6esonacHocTw.



6.2.5.3.2.1. Ocobble cuTyauum nNo NOCTPErMCTPALMOHHBIM UCCNeA0BaHNAM MO
6e3onacHocTu.

NccrnepoBaHua 3dheKTUBHOCTM Mep MO MUHUMM3aUUM PUCKOB criegyet
BKMIOYUTL B MriaH No dyapmMakoHaa30py BMeCTe ¢ 0COObIMU (hakTopaMm OnacHOCTH,
a Takxe noapobHO onucaTb B NMiaHe Mo MUHUMM3auMM puckoB. OHU AOMKHbLI
BKIMOYaTb Cregyolme OCHOBHbIE acnekTbl (HO HEe OrpaHnYnMBaTbLCS UMN):

WUCCNedoBaHMs  MCMOMb30BaHUS  JIEKApPCTBEHHbIX  MpenapaTtoB  MOryT
NPOBOANTLCA MO TPeOOBaHMIO YNOMHOMOYEHHbBIX OPraHOB roCy4apCTB-YfeHOB A7
MOHWTOPWHIA MWCMOMb30BaHUSI JEKApCTBEHHbIX MpenapaTtoB Ha OnpeaerneHHom
TEPPUTOPUU, HacTO B CBS3N C OLLEHKOM MEXaHM3MOB KOMMEHCAaLUWN rocy4apCTBOM
HaceneHnto CpeacTB, 3aTpayMBaeMblX Ha MpUOOpPEeTeHMe  NEeKapCTBEHHbIX
npenapartos. [JaHHbIn TUN UccregoBaHUn HENOCPEACTBEHHO He NpeaHasHadeH ans
M3y4eHnsi acnekToB 6e30MacHOCTU NEKApCTBEHHbIX NPenapaToB, HO MOXeT AaTb
nonesHyr unHopMauuilo O TOM, SABNSKOTCA M MEPONPUATUS N0 MMHUMU3ALMK
pUCKOB 3(hhekTUBHBIMK, a Takxe 0 Aemorpadmn LieneBblX rpynn HaceneHus;

COBMECTHble  uccregoBanusi. Ecnm npobrnema no  ©6e3onacHocTum
pacnpocTpaHsieTcs 6onee YeM Ha OauH fiekapCTBEeHHbIN npenapat (nbo Ha ogHo
JencTByloLlee BELLECTBO MPUXOAUTCA HECKONbKO AepxaTenen perncTpaloHHOro
YAOCTOBEPEHNSA),  YMOSHOMOYEHHbLI ~ OpraH  rocygapcTBa-yneHa  OOJDKeH
npeonoXutb  Aepxatenam  perMcTpaumMoHHONO  YAOCTOBEPEHMS  MPOBECTU
coBmecTHoe MNPUB. MNpoBegeHne COBMECTHbLIX UCCIIEAOBAHUIN TaKKe MOXET ObiTb
HeobOxooMMbIM B CrydasiX, KOa KONMMYEeCTBO MaLMEHTOB OrpaHuWYeHo (pepkme
3aboneBaHns) MM HebmaronpusTHble  peakuuyM  HabnogalTca  pegko.
YMNONMHOMOYEHHbIA ~ OpraH  rocygapcTBa-ufieHa  [OIpkeH — crnocobcTBoBaThb
COrMaLleHNI0 3auHTEePeCOoBaHHbIX AepxaTenen permcTpaLuoHHbIX YOOCTOBEPEHUN
paspabotatb eauHbin  npotokon ana [MPUWB ©n coBMecTHO npoBOAUTb
uccriegosaHve. Ecnn B TeyeHne cpoka, onpegeneHHoro ynorHoMoYeHHbIM OpraHom
rocygapcTBa-yseHa, 3auHTEepecoBaHHbIE aepxarenm perncTpaumoHHbIX
YAOCTOBEPEHMA TaK M HE CMOIMMN MPUATM K COMMaLleHWIo O CO34aHMM eduHOro
NpOTOKOMa, YMNOSIHOMOYEHHbIN OpraH rocygapcTBa-yneHa BrpaBe Ha3Ha4uTb
nposeaeHne MNPUB u onpegenntb OOLWMA OCHOBHOWM MPOTOKOMN WM KIOYeBble
3MIEMEHTbI NPOTOKOMA, KOTOpble AepxaTenu perMcTpaumoHHOrO YO0CTOBEPEHUS
OorkHbl OyayT cobnogath B Tpebyemble Cpoky;

perncTp, KOTOpbIW npeacTaensaet cobon BUg NPOCNEKTUBHbIX
HEVHTEPBEHLMOHHbBIX KOropTHBIX MUCCreqoBaHnA. PekomeHOyeTcs npegycMoTpeTb
B peErMcTpe BKIMOYEHME TPYMMnbl CPAaBHEHUS, B CBSI3N C 3TUM pPerucTp 3abonesaHum
Oyoer sABNATbCA, Kak npaBwro, Oonee npegnoyTUTENbHBIM, YeM  PerucTp,
OrpaHVYEHHbIV ONpeaeneHHbIM NiekapcTBeHHbIM npenapaTtom. [NpoTokon pernctpa
OOJSPKEH MpefycmaTtpuBaTb BHECEHME B peecTp AaHHbIX MO nauueHTam, KOTOpbIM
BbIMUCaHbl COOTBETCTBYIOLLME NEKAPCTBEHHbIE MpenapaTtbl UK KOTopble MMEIoT
OOHO 1 TO xe 3aborneBaHue.

6.2.5.3.3. Yactb Il TIYP. Pasgen "lMnaHbl genctBuin no OOMOSHUTENbHBLIM
MeponpuaATUSAM No dapMakoHaa30py B OTHOLLEHUM NpobrnemM no 6esonacHocTH'.

Mpy HamMumMm [OMOMHUTENbHBIX MEPOoNpUSATM no hapmakoHaa3opy, nnaH
OENCTBMA B OTHOLUEHUWM Kagow npobrembl Mo 6e3onacHOCTM JOrpkeH ObiTb
npeacTaBneH B COOTBETCTBMN CO CreayoLLEN CTPYKTYPON:

npo6riema no 6e3onacHoCTY;

Lenb npeanaraeMblx ENCTBUN;

npegnaraemble ENCTBUS;

OCHOBHbI€ 3Tarbl OLEHKN U OTYETHOCTM.

OfgHoM M3  CcoCTaBnAlWMX Mep, NpeanaraemMblX B OTHOLUEHUM Kaxoon
npobnembl No 6e3onacHoCcTH, Bcerma byaeT AaBnaTbCA PYTUHHBIM dhapMakoHaa3o0p.
lMoMMMO nepeyuncneHus AoNoSHUTENbHBIX MeponpuaTUiA B nyHkTe "lNpeanaraembie
penctens" paHHoro pasgena MYP, B npunoxenun N 5 k TMYP Heobxoanmo
npeacTaBvTb NPOTOKOSbI ANs NpoBeAeHus Nobbix nccnegoBaHui (B BUAE NpoekTa
WM gpyroro OKyMeHTa).



6.2.5.3.4. Yactb Il MYP. Pasgen "CBogHas Tabmuua no AONOMHUTENbHbLIM
MeponpuATUSAM No dapMakoHaasopy".

B paHHOM pasgene porvkHa ObITb npegcTaBneHa cBogHas Tabnvua Bcex
OOMOMHUTENbHBIX MEPONPUATUA Mo  hapmMakoHaa3o0py, BKIYas MNraHUpyemble
0aTbl 3TAnNOB UX BbIMONTHEHUS.

6.254. Yacte IV TIYP - nmaH nocTperMcTpauuoHHbIX WCCegoBaHUin
3GhdEKTUBHOCTM.

TpebGoBaHMsi K MOCTPErMCTPaLUMOHHBIM UCCriegoBaHMsIM Mo 6esonacHocTm
OTHOCATCSA  MCKMIOYUTENBbHO K  OAOOpPEHHbIM  MOKa3aHUAM  JiekapCTBEHHOMo
npenaparta, a He K UCCreAoBaHMAM AONOMHUTENbHBIX, HE 0400PEHHbIX NOKa3aHWN.
NccnegoBanmsa no 6e3onacHoCcTu, sABMsoLMECS OCOObiMM 06si3aTenbCcTBamMn Wt
(vnn) ycrioBuem gns nonyvyeHust yaoCcTOBEPEHMS O rOCy4apCTBEHHOW perucTpawmu,
HeobX0OQMMO TaKXe BKIOUUTL B AaHHY0 YacTb MYP.

6.2.5.4.1. YacTtb IV IYP. Pasgen "lNpenctaeneHne gaHHbix 06 addekTMBHOCTH".

C uernbto 06BbACHEHNA NPUYMH MPeasIoKEHHbIX NCCIieaoBaHnn 3dhdeKTUBHOCTH
N BKIMOYEHMS 0OOOCHOBLIBalOLMX pfdaHHbix B [1YP B pgaHHoOM pasgene
npeacrtaensercsa obobwarowas nHdbopMaumss No AokaszaHHoW 3ddeKTUBHOCTU
NeKapCTBEHHOrO Mpenaparta, a Takke YKasaHue, Ha KakKux KIMHUYECKMX
MCCNeaoBaHUSAX M KOHEYHbIX TO4YKax OCHOBaHa AaHHas oueHka. [JorpkHa ObliTb
BbIMOJSIHEHA OLEHKA TBEPAOCTM KOHEYHBLIX TOYEK, HAa KOTOPbIX OCHOBAHa OLEHKa
3GhheKTUBHOCTM.

B naHHOM pasgene npMBOAUTCS KpaTkas oLeHka HeobXxoaUMOCTM NPOBeAEHMS
JanbHenwmx  MOCTPErucTPaLMOHHbIX  UCCredoBaHun  9(PdEeKTUBHOCTU MO
clnefylowmm acnekTam:

NPUMEHMMOCTb AaHHbLIX 006 3¢PeKTMBHOCTN ANS BCEX MaLMEHTOB B LIENIEBON
nonynsauum;

daKTopbl, KOTOpble MOMYyT MOBMATL Ha 3GPEKTUBHOCTb NEKAPCTBEHHOMO
npenapara B NoBCeQHEBHON MEANLIMHCKOW NPaKTUKE;

BapuabenbHOCTb TepaneBTUYECKOro addekTa B CyGnonynauunsx.

B paHHoOM pasgene pomkHa ObiTb npencTaBrieHa cBogHas Tabnvua
3annaHNpPoBaHHbIX MCCRNeAoBaHUA C yKa3aHMEM CPOKOB M OCHOBHbIX 3TanoB
BbIMOSHEHMS. [poeKTbl MPOTOKOMOB ANS OaHHbIX KIMHUYECKUX WCCIeAoBaHWN,
BKMovaroTcA B npunoxeHne N 7 k NYP.

6.2.5.5. YacTb V IYP - mepbl N0 MMHMMM3AL MM PUCKOB.

B cootBercTBMM co cneumdmkaumen no 6GesonacHOCTM OepxaTerb
PErMcTpaumnoHHOrO YOOCTOBEPEHUS] [LOIPKEH OLEHWUTb, Kakue MeponpusTus no
MWUHMMM3ALUM  PUCKOB HEOOXOAMMbI B  OTHOLUEHWM KaOow npobrembl Mo
6esonacHocTu. lMnaH MO MWHUMM3ALMM PUCKOB AOSPKEH BKIOMATb MNOAPOGHYHO
MHJOPMAaLMIO 0 MEPONPUATUSIX MO MUHUMU3ALMM PUCKOB, KOTOPbIE OOIMKHbI ObITh
NMPOBEAEHbl C LENbH YMEHbLUEHUS PUCKOB, CBSI3aHHbIX C Kaxgom w3
YCTaHOBMNEHHbIX npobrem no ©6esonacHocTu. [lpegnaraemble  Mepbl MO
MWUHMMU3aLNM PUCKOB MO KaxKaoW M3 npobnem no 6e3omacHOCTM MOryT BKMAKOYaTb
Bonee ogHOro MeponpuUATMS MO MUHUMU3ALLMM PUCKOB.

Meponpusitus No  MUHUMM3ALMW  PUCKOB MOMYT COCTOATb U3 PYTUHHBIX
MEpoNpUATUA MO MWHMMMU3ALUN PUCKOB W AOMOSHUTESbHbBIX MEPONPUATUN MO
MWUHMMM3aLUM puckoB. Bce meponpusiTua o MMHUMM3aL MU PUCKOB OOSMKHbI UMETb
4YeTKO 0603HAYEHHYIO LiEMb.



6.2.5.5.1. Yactb V IMYP. Paszgen "PyTvHHbIE MEPbI N0 MUHUMM3ALMN PUCKOB".

PyTWHHbLIE Mepbl MO MWUHMMM3aLUW PUCKOB BKIOYAOT B cebs Meponpusatus
(mencTensa), KoTOpble MPOBOASTCA B OTHOLIEHUM Kaxdoro rekapCTBEHHOro
npenapata. PyTuHHLIE MepbI pacnpoCTpaHATCA Ha:

OXIrT;

MapKUPOBKY NeKapCTBEHHOro nNpenapara;

MM (NB);

pasmMepbl YNakoBKW;

perynsaTopHbIN CTaTyc NekapcTBEHHOro npenapara.

OXINM n NMIT (J1B) aBnaoTCca BaXKHbIMW UHCTPYMEHTaMN MUHMMU3ALIUM PUCKa,
MOCKOIbKY NPEACTaBMAT cOOOM KOHTPONMpYEMbIA U CTaHAapTM30BaHHbIN opmaT
WMHGOPMMPOBAHMA MEOULMHCKUX W dhapmaueBTUYECKNX paboTHMKOB, a Takxke
naumMeHTOB O fiekapCTBEHHOM npenaparTe.

Pasmep ynakoBku, MO3BONSIOWMIA  OFPaHMYUTL  KONMMYECTBO  €AMHWL,
BbINMCAHHOIO FEKapCTBEHHOro npenaparta, SBMseTcs elwe OAHUM U3 PYTUHHBLIX
MeponpuaTUA N0 MUHUMK3aLUM pUCKOB. pn OrpaHWYeHWn KormyecTBa eamHuL
BbINMCAHHOIO FEKapCTBEHHOrO npenapaTta nauueHT BblHyXOeH obpalaTtbcsa K
nevalleMmy Bpayy 4Yepe3 MeHblUMe MNPOMEXYTKM BPEMEHW, YTO ONTUMUIUPYET
MPoLLeCC KOHTPONs €ro COCTOSIHUS U COKPaTUT BpeMsi ero HaxoxaeHus 6es
COOTBETCTBYIOLLErO HabmogeHusi. BbiMyCK yNakoBOK Ha HEGONMbLUIOE KONMMYEeCcTBO
O03MPOBaHHbIX eauHNL, (B OCOOLIX Cryvasix - Ha OOHY AO3UPOBAHHY €OUHMLLY)
Takke MOXeT OblTb MOMe3HbIM B Cryvae, €CriivM OOHVMM W3 OCHOBHBLIX PUCKOB
cumTaeTcsa nepegosvpoBKa.

PerynaTopHbln cTaTyc nekapCcTBEHHOro npenapara, npy KOTOpOM BBOOMUTCS
KOHTPOMNb YCIOBWW €ro OTNycka HaceneHuo, MOXeT MOMOYb CHU3WUTb PUCKMU,
CBSI3aHHbIE C €ro UCMOorb30BaHWEM UM HEMNpPaBUIbHLIM NPUMEHEHNEM. DTO MOXET
OblTb AOCTUrHYTO MyTEM pErynMpoBaHWs YCIOBWUIA, MPWU KOTOPbIX feKapCTBEHHbIN
npenapat MoxeT ObiTb Ha3Ha4eH, UMM YCOBWM, MPWU KOTOPbIX MaLWEHT MOXeT
Mony4YuTb NeKapCTBEHHBIN Npenapar.

B perMctpaumoHHoe yOoOCTOBEpPEHVME HEeOoOXOOMMO BKIOYMTL NOAPOOHYHO
nHGopMaLMIo O NOOLIX YCIMOBUSX, ONPAHUYEHMSX MOCTABOK UMM MCMOMb30BaHUM
NEeKapCTBEHHOrO Mpenaparta, BKMoYasi YCroBUSl, MPU KOTOPbIX NEKapCTBEHHbIN
npenapat MOXeT cTaTb AOCTYNHbIM AnA nauueHToB. OBblYHO 3TO HasbiBaeTCH
"perynaTopHbIM CTaTycoM" fiekapcTBeHHOro npenaparta. [aHHbIn cTaTyc BKoYaeT
B cebs nHdopmaumio 0 TOM, NOANEXUT N NeKapCTBEHHLIN nNpenapaT npoaaxe no
peuenty wurm 6e3 peuenta. OH Takke MOXeT OrpaHW4MBaTb MecTa
pacnpocTpaHeHuss  (Hanpumep,  OrpaHWYeHVe  NPUMMEHEHWEM  TOMbKOo B
CTauMoHapHOM  yuypexaeHun). B OTHOWeHWM nekapCTBEHHbIX nNpenapaTos,
npuobpecTn KOTOpble MOXHO TOMbKO MO peLenTty, HeobxoaMMo BBECTU
OOMOMHUTENbHbIE YCMOBUSA, @ MMEHHO KnaccudmumpoBaTh UX Ha NEKapCTBEHHbIE
npenapatbl, KOTOPblE MOXHO NPUOGPECTN TOMBKO MO CneunansHOMY peLenTy.

BonbwmHCTBO Mpobnem no 6Ge3onacHOCTM MOryT ObiTb COOTBETCTBYHOLLMM
06pa3oM peLLeHbl NpY OCYLLUECTBMEHUM PYTUHHBLIX MEPOMPUATUA MO MUHUMM3ALLUA
pUCKOB. TeM HE MEHee B OTHOLLEHUM HEKOTOPbLIX PUCKOB PYTUHHbIE MEPOMPUSTUS
No MWHAMM3aALUUW PUCKOB MOryT ObiTb HEOOCTaTOYHbIMW, MO3TOMY MOryT
noTpeboBaTbCA AOMNOMHUTENBHBIE MEPOMPUATUS MO MUHMMU3aL MM PUCKOB.



6.2552. Yacte V TIYP. Pasgen "[ononHuternbHble Meponpusatua no
MWHUMKU3ALUN PUCKOB".

[ononHutenbHble MeponpuaATMS N0 MMHMMM3AUMM  PUCKOB (TO  €CTb
MEpoNpuATUS, KOTOpble HEe OTHOCATCA K PYTUHHbIM  MEponpuATUSAM MO
MWUHMMU3aLNM PUCKOB) AOSDKHbI ObITb NPEANIOKEHbI, KOma PYTUHHBIE MEPOMPUATUSA
SABNSIOTCS HEAOCTaTOYHbIMKM Ana obecneyeHns 6Ge3onacHoro u 3dpeKTMBHOMO
NCNonb30BaHNSA NIEKAapCTBEHHOMO npenaparta. Pag AononHUTENbHBIX MEPONPUSITUIA
Nno MWHMMMW3AUWMA PUCKOB OCHOBaH Ha crnocobax WMHGOPMMPOBAHMS, KOTOpble
BbIXoaAaT 3a pamkun OXIIM u M1 (J1B).

Mo  [ONOMHWUTENbHLIM ~ MEPOMPUSATMAM MO MUHMMM3AUMM  PUCKOB
npeacTaBrsaloTCa  AeTanbHoe onucaHne W oBOOoCHOBaHME HeobXooMMOCTM  UX
npumeHennss. B paHHbin pasgen [1IYP Heobxoaumo BKMAKYUTL TOMbKO Te
MEponpuaATUS,  KOTOpble  CBs3aHbl C  Ge3onacHbiM U 3GdEKTUBHBLIM
NCNOMb30BaHMEM, OHW Takke AOkHbl ObiTb  HaydHO OOOCHOBAHHbLIMM,
pa3paboTaHHbIMM 1 BbINOMHATLCS  CNeunanMcTaMmnm C  COOTBETCTBYHOLLEWN
KBanudmkaymen.

[ononHutenbHble  MeponpuAaTUS MO MWHUMM3aUUW PUCKOB Mocre  Uux
COIMacoBaHMsi C YMONIHOMOYEHHLIM OpPraHOM rOCYy4apCTB-4YfIEHOB CTaHOBATCS
YCIOBMEM ans nosny4eHust perncTpaumnoHHOro YOOCTOBEPEHUS. B
COOTBETCTBYIOLMX  CNnyyasx nonHas  uHdopmauus O [OOMNOSNHUTENbHbIX
MEepOoNpUATUSX NO MUHUMU3ALMN PUCKOB (B TOM YMCIIE YEPHOBOW BapuaHT y4ebHbIX
mMaTepuanoB) JorpkHa ObITb NpeacTasneHa B npurnoxeHun N 9 k Y P.

Obyvaoume martepuanbl He [OOMKHbI HOCUTb  pPeKrlaMHbI - XapakTep.
YNONHOMOY€EHHbIE OpraHbl rOCYAapCTB-YSIEHOB COIMAacoBbLIBAIOT U yTBEPXOAOT
obyyarowme maTepuanbl, paspaboTaHHble B pamMKax MfaHa Mo MUHUMKU3aL MU
PVCKOB.

[nsi nekapcTBEHHbIX MpenapaToB, CoOepXalmx OOHO M TO Xe AencTByloLlee
BELUECTBO, pekoMeHayeTcs paspabaTbiBaTb MakcuMMmanbHO Ormskve no dopme u
coaepxaHuo obyyarome Mmatepuvansl U Matepuanb! 4ns NauMeHToB.

6.2.5.5.3. ®opmart nnaHa (NnaHoB) MO MUHUMMU3ALLMM PUCKOB.

Kaxgas npobnema no ©GesonacHocTu, onpegerneHHas B cheuudwmkaumm no
©e3onacHocTK, AoimkHa ObiTb MNpoaHanM3vMpoBaHa B AaHHoM pasgene [YP no
criegyrowen gopme:

onvcaHne npobriemsl No 6e3onacHoOCTY;

Lenb NpeanoXeHHbIX OeNCTBUN;

PYTUHHbIE MEPbI MUHMMMW3ALLU PUCKOB;

[OMNONMHUTENbHBbIE MEPONPUATMS MO MUHMMM3ALMM PUCKOB (ECn MMEKoTCS),
3ajadn  MNo  KaaoMy  [OOMONHWUTENbHOMY  MeponpusaTMio U obocHoBaHWe
HEeobXoO4UMOCT;

cnocob oueHkn 3dEKTUBHOCTM MEPOMNPUATMI MO MWHMMM3ALMM PUCKOB C
TOYKM 3PEHMST JOCTUKEHUS MOCTABSIEHHbIX LIENEN;

Lernb MUHUMU3aLUN PUCKOB (KPUTEPUM OLIEHKU YCNELLHOCTM MPUHSATBIX MEp);

OCHOBHbIe 3Tanbl OLEHKN U OTYETHOCTM.

[nst pyTUHHBIX MEP MO MUHUMKU3ALMM PUCKOB TEKCT, npeanaraembii B OXIM un
MM (11B), pormkeH ObITb NpeacTaBfieH BMECTE C AeTarbHbIM ONUCaHWeEM LpYrux
PYTUHHBIX MEPONPUATUA MO MUHUMM3ALUN PUCKOB, MPELSIOKEHHbIX B CBS3WM C
npobnemamu no 6e3onacHoOCTM.

6.2.5.5.4. OGHOBMEHMS NNaHa No MMHUMU3aL,MN PUCKOB.

Mpy obHoBrneHun MYP forkeH BKMOYaTh OLEHKY BbIMOSHAEMbIX PYTUHHBIX U
(vn)  [ONOMHUTENBHBIX MEPOMPUATMIN MO MUHMMM3AUWMM PUCKOB. Peaynbrathbl
omLManbHOM OLEHKN MEPOMPUSATU NO MUHUMMN3AL MW PUCKOB TakXe AO0SDKHbI ObiTb
BKIOYEHbI B AaHHbIM pa3gen. B pamkax gaHHOM KPpUTUYECKOW OLIEHKW AepaTerb
pPEerMcTpaumnoHHOrO yAOCTOBEPEHUS AOIPKEH BLISBMNATbL UM OLEHMBATb (UaKTOPbI,
KoTopble B0 CNOCOOCTBYIOT  OOCTWPKEHWO  MOCTABMEHHbLIX LEneri no
MUHMMM3aUMM  pucka, NnMOO MOKasbiBalOT HU3KWMIA YpOBEHb 3G)EKTUBHOCTHU
MeponpuaTUA MO MUHMMM3AUMM PUCKOB. [lomkeH ObiTb OaH KOMMEHTapwuii B
OTHOLLEHWUN BO3MOXHOW HEOOXOANMOCTY BBEAEHWS JOMNONMHUTENBbHBIX MEPONPUATUN
n (M) n3MeHeHMs BbIMOSTHAEMbIX MEpPONnpUATUA MO MWHUMM3ALMU PUCKOB MO
Kakgom npobreme no 6e3onacHoOCTU.



6.2.5.5.5. Yactb V lNYP. Pasgen "OueHka a¢ppekTMBHOCTM MeponpusaTuiA no
MWHUMKU3ALUN PUCKOB".

Meponpusitus no MWHMMM3ALMM PUCKOB MNpPeaCcTaBnaoT cobon AencTBus,
HanpaerieHHble Ha MpegoTBpaLLEHNE pPa3BUTUSA  HeXemnaTernbHbIX — peakuun,
CHWKEHNE 4acTOThl Pa3BUTUS UM CTEMEHW TSDKECTU HexenaTesbHbIX peakuun, a
TaKXe MUHUMM3ALMI0 HEONaronpusiTHbIX NOCNEACTBUA BO3AENCTBUA Ha NalueHTa
Npu pasBUTMU HeXenaTenbHOW peakuun Ha nekapcTBeHHbI npenapaT. OueHky
3PEKTMBHOCTN OEATENBHOCTM MO MUHMMM3ALUUM PUCKOB NPU peanu3auum 3Tux
uenem crnegyeT BbINOMHATbL Ha NPOTSXEHUM BCEr0  JKA3HEHHOMO  LMKNa
neKapcTBEHHOrO npenaparta, 4ToObl y0eauTbCcss B TOM, YTO HeGnaronpusitHole
nocneacTBusi, CBA3aHHbIE C HEeXenaTeslbHbIMU pPeakunsaMn, MUHMMU3MPOBAHBI U,
criegoBaTteribHO, COOTHOLWUEHME "monb3a - puUcKk" IekapCTBEHHOro mnpenapaTa
ONTMMM3NPOBAHO.

B cnyyae BbiBNeHWs He3(hEKTMBHOCTU KOHKPETHOW CcTpaTterMm no
MWUHMMM3aUUM PUCKOB Heobxoaumo paspaboTaTb M BHELPUTb anbTepHaTMBHbIE
MeponpuaTus. B onpeneneHHbix crnydasax B pesynbTarte OLEHKU CTpaTernm MoXeT
ObiTb coernaH BbIBOA4, YTO MEpOonpuATUS MO MUHMMMU3AUWM PUCKOB HE MOTyT
KOHTPONMpOBaTb PUCKM B Tpebyemon cTeneHn Ans obecneyeHus MpuMeHeHus
nekapcTBEHHOro npenaparta nNpy NpeBbllLeHNM Nomnb3bl Ha4 PUCKOM, YTO O3HaYaeT
HeoOXOAMMOCTb OT3blBa JIEKAPCTBEHHOrO Npenaparta C pblHKAa UMW OrpaHWYeHus
€ro NpMMEeHeHNs TOMNbLKO TON NoArpynmnom NaLneHToB, B OTHOLLEHUX KOTOPOW Mosb3a
nepeBeLLMBAET PUCKM.

6.2.5.6. YacTb VITTYP - pestome nnaHa no MMHUMU3ALMN PUCKOB.

Pestome TMYP pns Kaxgoro JekapCTBEHHOrO npenapata  AoibkHbl ObiTb
OOCTYNHbl 0bLecTBEHHOCTU. Pe3tome [OmMKHO BKMHOYaTb KIHOYEBbLIE 3IIEMEHTHI
MYP c ocobbiM BblgeneHneM MepPONpUATUA MO MUHUMMU3ALUM PUCKOB. YTO
kacaeTtcs crneuudmkaumm no 6e30nacHOCTU paccMaTpuBaeMoro rnekapCTBEHHOIO
npenapara, OHa OOJIPKHa cogepxartb BaXkHYIO nHcpopmaLmto 06
MOEHTUULMPOBAHHBIX U MOTEHUMAmNbHBIX pUcKax, a Takke 00 OTCYTCTBYHLLEN
MHcpopmMauun.

HaHHas yactb [YP pomkHa copepxatb cregyiowme obobLieHHble pasgernbl
nHgopmavmm, ocHoBaHHon Ha mogynax Cl, CVIllyactu ITTYP nyactax IV u VITYP:

0630p anngemuvonormn 3abonesaHni;

006006 LeHHble AaHHble NO OueHKe 3¢hPekTUBHOCTM 1 NOMb3b;

OTCYTCTBYOLAsA MHpopMaLusa No 3deKTUBHOCTU U MOSb3E;

0606 weHHas nHdopmauus no npodnemam no 6e3onacHoOCTY;

Tabnuubl:

CBOAHas Tabrmua MeponpusiTUi Mo MUHMMM3AUUM PUCKOB B OTHOLLEHUN
Kakgon npobriembl No 6e3onacHoCTy;

nnaHnpyemasi NoCTperncTpaumoHHas [eATensHoCTb no OLeHKe
3pEeKTUBHOCTM U pas3BUTMIO  (lapMakKoHad3opa, BKMovawwas geTanbHoe
onncaHve n OObSCHEHME MO BCEM MEPONpUATUSAM, SBASIOWMMCS YCIOBUSMU
Nnony4YeHnsi permcTpaLnoHHOIO YA0CTOBEPEHUS.

6.2.5.6.1. Yactb VI MYP. Pasgen "O6G30p anugemwuornorun 3abornesBaHus ©
06006 LWeHHbIe AaHHble MO oL eHKe 3¢hdpekTUBHOCTM U MOoSb3bl".

JepxaTtens pernctpauuoHHOro yaocToBepeHus AosmkeH 0606LWMTb AaHHbIe No
anuaemMuornormm 3aboneBaHUA WM COCTOSAHUS, SBMSIIOLIErocs MOKasaHuem K
Has3Ha4YeHIo reKapCTBEHHOro npenapata, C Y4YeTOM [AeTanbHOro OnucaHus B
mogyne CIl vactn Il TIYP. lpu 3ToM wHdoOpMaumsa AOHOCUTCA LO LEneBom
nonynsaumm  METOAOM  M3NOXEHUs  (PAaKTOB W HA  COOTBETCTBYHLLEM
HecneumnannaMpoBaHHOM A3blke. ECnn nekapcTBeHHbIN npenapaTt NpUMEHsIeETCs B
KayecTBe OMarHOCTMYECKOro cpeacTBa, MCMonb3yeTcsl NpU aHeCTe3nn Unn MMeeT
WHble CXOOHble MOKa3aHWusl, He CBSA3aHHble C KOHKPETHbIM 3aboreBaHvemM wnm
COCTOSIHMEM, AaHHbIV pa3aen 063opa MOXET ObiTb OMYyLLEH.



6.2.5.6.2. YacTtb VITTYP. Pasgen "O606LweHHasa nHdopmaumsa no npobremam no
Be3onacHOCTH (M3NoXeHHas Ha AOCTYNHOM AN noTpebutens a3bike)".

B paHHOM pasfene crieqyeT KpaTko onucaTtb npobrnemsl no 6e3onacHoCTH Ha
A3blke, MOHATHOM AN NauWeHTOB (Muu, OCYLLEeCTBNAIOLWMX yXo4 3a nauueHTamu).
Pasgen Takke BKMOYaeT onucaHue 4acToTbl U CTENeHW TAXeCTU COCTOSHWUN,
obycrnoBrneHHbIX npobnemamn no ©GesonacHocTW. YTO KacaeTcsl  BaXHbIX
NnoTeHUManbHbIX PUCKOB, HEODXOAMMO pPa3bACHUTH MPUYMHBI  BO3HWMKHOBEHWS
OaHHbIX PUCKOB, a TaKXe BO3MOXHbIX HEONPEeAENeHHOCTEN B UX OLeHKe (Hanpumep,
PUCK XapaKTepeH ANs COEAMHEHWA [OAHHOrO Kracca, HO He Obin BbiSIBNEH B
KIMHWYECKMX WCCREAOBaHUSX MPW  Ha3Ha4YeHWM [OaHHOTO  NEeKapCTBEHHOTO
npenaparta). B OTHOLWEHWN BaXKHOW OTCYTCTBYIOLLEN MHOpMauLunM ykasbiBaeTcs,
Kakoe BMUsHME 3TO MOXET OKasaTb Ha LeneByro Nonynsaumio U Kak oTpaxaeTcs Ha
pekomMeHaaumsx (Hanpumep, Hannyme NPOTMBONOKa3aH, NPeaoCcTepeXeHni).

6.2.5.6.3. Yactb VI TYP. Pasgen "CBogHas Tabnuua MeponpusiTuii Mo
MWUHUMM3ALIMM PUCKOB B OTHOLLIEHNM KXo Npobnembl no 6e3onacHocTu'.

B pnaHHoOM paspgene HeobXoaMMO nepeymcnMTb Npodnembl No 6e3onacHoOCTU 1
npeacTaBuUTb pe3toMe MEPONPUATUIA N0 MUHMMU3ALIUMM PUCKOB, NPeanoXeHHbIX s
Kakgon npobnembl no ©e3onacHocTn. [lpu Hammuum 6Goree opHOro nnaHa
MWUHMMU3aUUM PUCKOB (NpeacTaBneHHbiX B Yactn V MMYP) ona kaxgoro u3 Hux
HeobxooMMO NpeacTaBUTb OTAENbHYI Tabnuuy.

6.2.5.6.4. Yactb VI TIYP. Pasgen "lNnaHvpyemass nocCTperncTpaumoHHas
OedaTernbHOCTb MO oueHke 3hdeKTUBHOCTU 1 pasBUTUIO drapMakoHaasopa”.

B paHHOM pasgene pomkeH ObiTb NPeAcTaBrneH CiMcoKk (B TabnmMyHom
dopmaTte) nnaHupyemblX — MepornpuaATMA B OTHOLUEHWM  UCCriedoBaHus
3hheKTMBHOCTN N AanbHenwero mnsydeHmsa npobrnem no 6esonacHocTu. Llenbto
ABNSETCS npeacTaBfieHne o0630pa  3anfaHMpPOBaHHOMO MOCTPErncTpPaLMOHHOMO
pa3BUTKA NEKApPCTBEHHOrO Mpenapata B OTHOLUEHWM OueHKM 3deKTUBHOCTU ©
drapMakoHag3opa, a TaKkKe pPacCMOTPEHME OCHOBHbIX 3TanoB, CBA3aHHbIX C
KaxgblM — UcCcregoBaHvemM uwnnm MeponpuaTuem. [anHas Tabruvua  agorpkHa
06beanHATb Tabnmubl M3 nyHkToB 6.2.5.3.4 1 6.2.5.4.1 HacTosiumx [Npasun. B
Kaxgon CTpoke Tabnuubl yKasblBaeTCA MNpUYMHa NPOBEAEHVS UCCNeaoBaHus,
HasBaHWe W KpaTKoe OonuMcaHue uccrneaoBaHns, CPOKM U OCHOBHble 3Tanbl
BbIMOSHEHWSI.

6.2.5.6.5. YacTtb VI MYP. Paspen "Pe3tome M3MeHEHUIA, BHECEHHbIX B MnfaH
yrpaBneHusa puckamu'.

B pasgene npegctaendeTca MHgopmMauusa B TabnuuHon cdopme ¢ nepedHem
BCEX CYLLUECTBEHHbIX U3BMEHEHU, BHECEHHbIX B [TYP, B XpOHONOrM4eckoM nopsiake.
WNHdpopmaumsa gomkHa BKMKOYaTb, Hanpumep, AaTy BKIMOYEHUs B MNMaH HOBbIX
npobrem no ©e30MacHOCTU WM UCKMoYeHUst 0603Ha4YeHHbIX paHee, [OaThbl
OODOaBneHNs WM OKOHYaHUsI HOBbLIX UCCNeAoBaHM ©Ge30nacHOCTU, KpaTkoe
pe3toMe N3MEHEHUI, BHECEHHLIX B MilaH MEPOMPUATUIA N0 MUHUMM3ALIMM PUCKOB, a
TakxXe AaTbl CornacoBaHns AaHHbIX U3MEHEHUI.



6.2.5.7. Yactb VIITTYP - npunoxeHua k MYP.

IMYP porvkeH cogepxaTb criefyrowme npurioxXeHns:

npunoxexnne N 1 k MYP: Tekywas (umnm npegnaraemas, ecrv nekapCTBEHHbIN
npenapart He 3apermctpuposaH) Bepcua OXII u M1 (J1B);

npunoxeHune N 2 k MYP: Kpatkui 0630p BbINOMHAEMbIX U 3aBeEPLUEHHbIX
NporpamMm KIIMHUYECKNX UCCIIEA0BaHNN;

npunoxerne N 3 k TYP: KpaTkuii 0630p BbIMNOMHAEMbIX M 3a@BEpLUEHHbIX
nporpamm grapmMako3anugeMmMosiornyeckmnx NCcrneLoBaHni;

npurioxeHne N 4 «k TIYP: T[lpoTtokonbl npeanaraeMbiX W M[POBOAMMbIX
nccnepoBaHui no Yactu ll MY P;

npunoxerune N 5 k MYP: CnewupnanbHblie (hopMbl MOCHEAYIOLEro HAbNaeHMs 3a
HexxenaTernbHbIMU peakunamu;

npunoxeHne N 6 «k T[TYP: [lpotokonbl npeanaraemblXx W NPOBOLAUMbBIX
nccnegoBaHun no Yactu IV MNYyP;

npunoxexue N 7 k MY P: HoBble focTynHble 0T4ETHI 06 UCCNeqoBaHUSX;

npunoxedne N 8 «k [MYP: TllogpoGHaa wHdopmaumss O nNpenroxeHHbIX
OOMONMHUTENBbHBIX MEPOMPUATUSAX NO MAUHUMM3ALLMN PUCKOB (€CITN MPUMEHUMO);

npunoxerne N 9 k TIYP: [pyrve BcrnomoraTernbHble AaHHble (BKNo4vas
CCbINIOYHbIN MaTepuan);

6.2.6. Bzanmocesase mexay MNYP v nepuoanyeckmum ob6HOBSIEMbIM OTYETOM MO
BesonacHocTw.

OCHOBHbIMW ~ MOCTPErMCTPALMOHHBIMKM  LOKYMEHTaMu  cbapmakoHaasopa
ssnstotcs NMYP n MNOOB. MaesHon uenbto NMOOB aBnseTcs WMHTErpMpoBaHHast
NMOCTPErMcTpaLMoHHas OLeHKa puCKa W Monb3bl, B TO Bpemsi kak uenbto IMYP
ABMNSETCS Mpe- U NOCTPErMcTpaLmMoHHOe yrnpaBneHe 6anaHcom pycka v nonb3bl U
nnaHMpoBaHue, Takum obpasom AaHHble OOKYMEHTbI ABNAKOTCS
B3ammogononHsioummn. NMOOB paccmaTpmBaeT obumin npodmnb Ge3onacHoCcTH
KaK 4acTb MHTErPMPOBAHHOW OLLEHKUN pUCKa 1 MOSb3bl JIeKapCTBEHHOIO NpenapaTa B
YCTaHOBIEHHbIE BPEMEHHbIE NepMoabl, NO3TOMY B HemM ByaoeT paccmarpuBaTbCs
obwmin Nnpodmnb pucka M Nosb3bl NIEKapCTBEHHOTO npenapara (B ropa3go 6onee
LUMPOKOM AmnanasoHe BO3MOXHbIX HexenaTenbHbiX peakumi). MNpegnonaraeTcs, 4To
mmwb  Hebomblasa 4acTb puckoB OyaeT KnaccugmumMpoBaTbCs Kak BaXHble
NMOEHTUNLNPOBAHHBIE UM BaXkHbIE MOTEHLMANbHbIE PUCKU U pacCcMaTpuMBaTbLCS B
kayecTBe npobriem no 6e3zonacHocTn B pamkax [YP.

B cnyyae ecnm MNMOOB u MYP npepcTtaBnatoTca ogHoOBpeMeHHO, MYP gomkeH
oTpaxaTb 3akrtoyeHne no npodunto 6esonacHocTy N 3hPEKTUBHOCTH, caeNaHHoe
B NOOB. Hanpumep, ecnv B NOOB caenaH BbIBOA O BbISABIIEHUN HOBOIO CUrHana u
€r0  OTHECEHMM K YUCNYy BaXHbIX WOEHTUMUMPOBAHHLIX WUMN  BaXKHbIX
NOoTEHUManbHbIX PUCKOB, AaHHbIA PUCK OOIPKEH ObITb BKIMOYEH B YMCMO Npobriem
no 6esonacHocTn B 06HOBNEHHYto Bepcuio [YP, npegcraBnsgemMyo 0qHOBPEMEHHO
¢ MNOOBb. MNnaH nNo cdapmakoHaa3opy M NraH No MUHMMM3aUUM PUCKOB OOMKHbI B
3TOM cnyyae ObITb COOTBETCTBYHOLWMM 0Opa3om OOHOBMEHbI C OTPaKEHWEM
npeanoxXeHUn aepxartens perMcTpaumoHHOrO YOOCTOBEPEHNUS MO AanbHenemy
M3y4eHnio [aHHoM npobrnembl no 6e3onacHOCTM M MepaM Mo MUHUMM3AL MU
COMpSKEHHOIo p1cKa.

6.2.7. MNpuHumnbl oueHkn MYP.

OCHOBHble BOMpPOCHI, KOTOPble AOMKHbI ObITb PacCMOTPEHbl NpW NOArOTOBKE
unm nepecmotpe [MYP [Ona nekapcTBEHHOro npenapaTta, BKMOYalOT aHanms
MHopMaLMK, BbIMOSHAEMbIA C Y4€TOM NPOdMIns COOTBETCTBYHOLLErO [OKYMEHTa
cucTeMbl hapMakoHaa3opa, Uik aHanMs MeponpusTUiA No drapMakoHaa3opy.



6.2.7.1. Cneundmkauma no 6e3onacHOCTM aHanM3upyeTcs Mno cregylolmm
BOMpocam:

Oblm M BKMOYEHbl B cheuyudmkaumio  no  6e3onacHocTM  Bce
COOTBETCTBYIOLLME YacTy;

OblM N NepecMOTpeHbl BCE COOTBETCTBYIOLLME AaHHble MpU COCTaBneHun
cneuudmkaumm no 6e3onacHOCTU, TO €CTb UMEKTCS N BaXHble (HepeLLeHHbIe)
BOMPOCbI M3 OpyrMx pasfenoB [OoCbe, KOTOpble He OblfiM pacCMOTPEHbl B
cneyudmkaumm no 6e3onacHoOCTY;

€CMn 4YacTb LEeneBon nonynsaumMu He Obima u3ydeHa, OblmM N BKMKOYEHbI
COOTBETCTBYOLME NpobrieMbl Mo 6e30MacHOCTU B CBSA3M C MOTEHLUManbHbIMU
pycKamm 1 OTCYTCTBYHOLLEV MHGOpMaLINEN;

Kakme CYyLIeCTBYIOT orpaHuyeHns 6asbl AaHHbIX N0 6e30nacHOCTU U Kakyto
CTeneHb YBEpPeHHOCTM OHa obecnevvBaeT B OTHOLUEHUWN MPaBUIIbHOCTU OLLEHKU
npodmnsa no 6e3onacHOCTU NekapCTBEHHOIo npenapara;

BKMOYaeT M cneuudmkauma no 6e3onacHOCTU OLEHKY creunduyeckmnx
PUCKOB, Takux, Hanpumep, Kak NpMMeHeHue He No 0406pPEHHLIM NoKa3aHUsIM, PUCK
HenpaBWNbLHOTO MPUMEHEHNS W PasBUTMSA 3aBMCUMMOCTW, PUCK MeOMLUHCKON
oMb KK, Nnepeaadn UHAEKLMOHHbIX areHToB;

npeactaBnaeTr nm cneuudmkauma no 6e30nacHOCTVM peanbHoe OTpaeHue
npobrnem no 6e30nacHOCTM (TO €CTb BaXHbl€ BbISIBMIEHHLIE PUCKKU, BaXHblE
noTeHUManbHble PUCKM U BaxHas OTCYTCTBYyOLAs WMHAOpMaLms), KacawooLwmxcs
NeKapCTBEHHbIX Npenaparos;

conoepxuT m cneuundmkaums no ©esonacHocTH reHepun4ecKoro
nekapcTBEHHOro npenapata Bce npobnembl Mo 6e30nacHOCTK, YCTaHOBIIEHHbIE
Ans pedpepeHTHOro fekapCcTBEHHOro nNpenapara;

COOTBETCTBYET [M YyKasaHHOe MeCTO [leKapCTBEHHOro npenapara B
TepaneBTMYECKOM apceHane npegnonaraeMoMy HasHa4YeHWI0 U COBPEMEHHOWN
MeANLIMHCKOW NpaKTUKe.

6.2.7.2. lMnaH no chapmakoHag30py aHanm3npyeTcs no cnegytoLmm Bonpocam:

BCe N npobnembl No 6e3onacHOCTW, yCTaHaBnMBaeMble cneuundmkauuen no
6e3onacHOCTY, BKIOYEHbI B MaH No dapMakoHaa3opy;

AOCTaTOMHO M PYTWHHBIX MeponpuaTM Mo  hapmakoHaasopy (Kak 3To
npeacTaBneHo B onucaHum cucTembl hapmakoHagsopa) Unm ectb HeobXxoaANMOCTb
B NpOBeAEeHUN AONONMHUTENbHBIX MEPONPUSATUIA NO hapMaKkoHaa30py;

[aHo 1 YeTKoe ornpeaerneHne u onucaHue OeAaTenbHOCTM No dlapMakoHaa3opy
B MNnaHe Mo rapMakoHaa3opy, ABMAETCHA N AaHHas MHopMauusa OOCTaTovHOM
ONst  voeHTudmKaumm, WM XapakTepUCTMKU  PUCKOB, WM NpencTaBneHus
OTCYTCTBYIOLLEN MHpOpMaLUK;

Bkntodaetr mm [YP cooTeBeTcTBylOLWME W adeKBaTHble NPeanoXeHus Ans
MOHUTOPWHra MegULMHCKMX OLLMBOK Npu NPUMEHEHUN fiekapCTBEHHOIO nNpenapara;

ABMATCSA N NPeArioXeHHble AOMNOMHUTENbHbIE UCCefoBaHNs HEO0BX04UMbIMU
1 (UNn) NONE3HbIMY;

COrnacHoO npeacTaBrieHHbIM MpoeKTaM NPOTOKOMOB UCCIeAOoBaHNN ABNSIOTCSA
v NpeanaraemMble UCCReaoBaHna B NnaHe no dpapmakoHaa3opy agekBaTHbIMK s
N3y4YeHUs1 Hay4HbIX BOMNPOCOB W BbINOMHUMbIMU;

onpeaeneHbl N COOTBETCTBYHOLWME OCHOBHbIE CPOKM WM 3Tanbl B OTHOLLEHWUM
npegnaraemblx Mep, NPeacTaBfeHWUs pe3ynsTatoB WM OOHOBMEHWA nfaHa no

dhapmakoHag30py.

6.2.7.3. TlnaHbl  MNOCTPErMCTPauUUOHHLIX  UccrnedoBaHun  HesonacHocTh
aHanM3MpylTCAa Mo CreayloLmm BONpocam:

COOTBETCTBYIOT M onuncaHne 3(dEKTUBHOCTU NIEKAPCTBEHHOINO npenaparta u
nHgopmMmauma 06 UCCredoBaHMAX WM KOHEYHbIX TO4YKaX, Ha KOTOPbIX OHa
OCHOBbIBarnacbh, COAEPKaHWNIO 4OChHE;

HOCAT N Kakne-mmbo 13 NpeanoXeHHbIX UCCreAoBaHNUI PeKaMHbIN XapakTep
(TO ecTb He ABNAKTCS NN OHM UCCReaoBaHNSIMU, KOTOPble He CTaBAT nepen coboi
JOCTOBEpPHbIA Hay4HbI BONPOC B KavecTBe MNepBoOYepeHOM Lenm M KoTopble
npegHasHaveHbl 419 NOBbILEHNS CNpOca Ha NekapCTBEHHbIN Npenapar);

HaCKOMbKO HagexHbl [aHHble o 3GdEeKTUBHOCTM U CYLWECTBYET 1M
HeoOXoOMMOCTb  3anpoca Ha nNpoBedeHMe  dallbHeuWwmx  UccriegoBaHun
3hPEeKTMBHOCTM B KayecTBe  YCMOBMSA  MOSNYYEHUS]  PEerncTpaLyOHHOro
YAOCTOBEPEHMS.



6.2.7.4. MeponpuaTns N0 MMHUMU3aLLMM PUCKOB aHaNM3npYTCS Mo cregyowmm
BOnpocam:

COOTBETCTBYIOLLMM M 006pasomM MHAOpMaLMs O NEKApCTBEHHOM Mpenapare
OTpaXaeT BCE BaXHble BbIABMEHHbIE PUCKM W BaXHYlD OTCYTCTBYIOLLYIO
NHGopMaLLIO;

HeobXxoAMMO N BKMOYUTL B MHGOPMaUMIO O feKkapCTBEHHOM npenapaTe
noTeHuManbHble PUCKW, OOCTATOMHO akTyalbHble B OTHOLEHUW Ge3onacHoro u
3¢hPeKTUBHOTO NPUMEHEHUS NekapCTBEHHOO Npenapara;

COOTBETCTBYET Nu npeanaraemas opMynmMpoBka O pUCKaxX M MX BbISABNEHWUM
nHgopmaLmm n pekomengauuav 8 OXIMT;

pPacCcMOTPEHbI MYTU CHUXEHUS pUCKa MEOULMHCKMX OLUMOOK Npu MpUMEHEHUN
nekapcTBEHHOro npenapara;

Obl1 N MeponpuATUA MO  MWMHMMU3aLMU  pUcKa UCMOMb30BaHbl  Mpu
paspabotke OXJI, UMM (JIB), cneumnanbHbiXx Mep NPUMEHEHUSI NIEKAPCTBEHHOIO
npenaparta (Bkmno4yas pas3paboTKy cneumanbHOM KOHCTPYKLMU YCTPONCTBA BBOAA U
KOHTENHEPOB B Criydae HeobXxoAMMOCTU) U An3ariHa yNaKkoBKu;

BbIrm M1 NpeanoXeHHbIE MePONPUATUS N0 MUHUMKU3aL UM PUCKOB aeKkBaTHLIMU
puckaMm 1 4OCTaTOYHbIMU;

bl M NpeanoXeHbl AOMOMHUTENbHbIE MeponpuATUA MO  MUHUMMU3ALUK
PUCKOB M MOTYT N OHU ObITb OLEHEeHbl Kak copa3MepHble puckam 1 agekBaTHO
060CHOBaHHbIE;

BKMKOYEHO N nogpobHoe onncaHue NpeariokeHHbIX METOAUK ANs U3MEPEHUs U
OLEHKN 3(pPeKTUBHOCTM MEPONPUATUIA MO MUHMMU3ALUM PUCKOB M ABIIAIOTCA MU
OHU L,enecoobpasHbIMu;

ObIIM NN KPUTEPUU OLLEHKM 3CPGEKTMBHOCTU AONONHUTENMBHBLIX MEPONPUATUN MO
MWUHMMU3aLMM PUCKOB onpeaeneHbl U3HadYasbHo.

6.2.7.5. Tpn oueHke HeobXoAMMOCTM NOAroToBkM OOHOBreHuss [TYP
aHanM3npylTCsa CriegyroLme BONpoChI:

©ObIfM N HOBbIE A aHHbIE BKIHOYEHbI B cneumdmkaLlmio no 6e3onacHocTy;

Oblnn N B NnaH no ¢apmakoHaa30py BHECEHbI COOTBETCTBYIOLLME M3MEHEHNS
(ecnm aTo HEOBXOAMMO C YY4ETOM HOBbIX JAHHbIX);

HacKonbko 3dEKTUBHBIMK Oblfi BBEOEHHbLIE MEPONPUATUS MO MUHUMM3AL MU
PUCKOB;

Oblnn i B criydae HeOBXOAMMOCTU MpeasioXkeHbl U3MEHEHUS] B MEpPONpUATUS
Nno MMHMMM3AL MM PUCKOB;

CBMAETENBbCTBYOT NN HOBblE AaHHble O TOM, 4YTO Tpebyerca odmumanbHas
OLeHKa COOTHOLLEHMS "nonb3aa - puck” (ecrm 370 eLle He 6bino caenaHo B NMNOOB).

6.2.8. CucTeMbl KayecTBa U ynpasrieHue JOKYMeHTaLen.

HecmoTpst Ha To 4TO B npouecc Hanucanus [YP moxeT ObiTb BOBNEYEHO
MHOrO 3KCNepToB, OKOHYaTemNbHY0 OTBETCTBEHHOCTb 3a €ro Ka4ecTBO, TOYHOCTL U
Hay4Hyl0 LEefoCTHOCTb HEeCyT YNOMHOMOYEHHble nvua no drapmakoHags3opy B
rocygapcTeax-uneHax. [epxaTtenb perucTpaumoHHOro YOOCTOBEpeHus HeceT
OTBETCTBEHHOCTbL 3a o6GHoBneHve [MYP, korga cTaHOBMTCA [OCTYNHOW HOBas
uHdopMaums, W OOMKEeH MPUMEHATb  MpUHUMNLI  ObecneyeHus KadecTea,
n3noxeHHole B pasgene 2 Hactosaumx [Npasun. Oepxartenb pernctpauuoHHbIX
YOOCTOBEPEHWUIA JOImkeH obecneynTb KOHTPOrb U AOKYMEHTUPOBaHUE npoLenypsbl
npeacTasneHus MYP B ynonHOMOY€EHHbIE opraHbl rocy4apCTB-4YNEHOB C YKa3aHueMm
4aT npeacTaBfeHus U BCeX 3HAYUTENbHbIX M3MEHEHWUA, BHECEHHbIX B Kaxayto
Bepcuto MNYP. OaHHble 3anucu, MYP 1 niobble 4OKYMEHTbI, UMEKOLIME OTHOLLEHWE K
nHdopmaLmm B pamkax rnyp, MoryT NnoABEPrHyTLCA npoBepke
KBanMdmLMpOBaHHLIMW MHCNEKTOPaMmM Mo dhapMakoHaa30py.

6.3. TpeboBaHuA K NnpeacTaBneHNIO

6.3.1. CuTyauum, B KOTOPbIX JOIKeH ObITb NpeacTasneH MYP.

Mpeactaenenne MYP unm (B COOTBETCTBYIOLLMX Cryvasx) ero oBGHOBMEHWS
MoryT noTpeboBatbCcAa B roboe BpemMs B TEYEHWE JKUSHEHHOMo LMKNa
nekapCcTBEHHOIO npenapara.



6.3.1.1. lNpn nepBn4HON Nogaye 3asBfEHUs Ha PErMCTPaLMIO JIEKAPCTBEHHOIO
npenapara [MYP npeacrtaensercsa B Crieayowmx crydasx:

npv Nnogaye Ha permcTpauunio nekapCTBEHHOIO Npenapara, CoaepXaLlero paHee
He 3aperncTpMpoBaHHOE rocyaapCcTBOM-4YIEHOM AENCTBYIOLLEE BELLECTBO;

npv Nnogaye Ha permcTpaumnio nekapCTBEHHOIO Npenapara, CoaepXaLlero paHee
He 3aperMcTpMpOBaHHYK T[OCYAAPCTBOM-YNIEHOM KOMOWHAUMIO AENACTBYHOLUMX
BELLECTB;

npv 3asiBIEHMN Ha PErMCTpaL IO NIEKapCTBEHHOrO npenapata 6uonornieckoro
NPOVCXOXKOEHWS.

YNONMHOMOYEHHbI  OpraH  rocydapcTBa-yneHa  BnpaeBe  notpeboBaTb
npeacTtasnenne MNMYP npu 3asBrneHMn Ha perMcTpaumio nekapcTBEHHOro npenapaTta
B MHbIX Crydasx, Korga obecnedeHne npuMeHeHns nekapCcTBEHHOro npenapara npu
npeBbilleHnM Monb3bl  Had pPUCKOM TpebyeT BBeOeHWs  OOMONHUTESNbHbIX
MeponpuATUA No chapMakoHag30py Ui MePONPUATUA NO MUHUMM3ALUN PUCKOB.

6.3.1.2. YNONMHOMOYEHHbIA OpraH rocygapcTBa-yuneHa BnpaBe noTpeboBaThb
npegcTasneHve NYP B cnegyowmx criydyasx:

Npy BHECEHUWN 3HAYUTESbHbIX U3MEHEHUI B CYLLUECTBYIOLLEe perncTpaumnoHHoe
YAOCTOBEPEHNE JIeKapCTBEHHOro npenapata, obracTb MPUMEHEHMS, acnekThbl
NpPOu3BOACTBEHHOIO Mpouecca (Hanpumep, HoBad JiekapcTBeHHas hopma, HOBbI
cnoco6 BBedeHus, HOBbIM cnocob® npou3BoACTBA  BGMOTEXHOMOTMYECKMX
NeKapCTBEHHbIX MNpenapaToB, BBeAeHWE MNeauaTpuYeckux MoKasaHun, apyrme
3HaAYMTENbHbIE UBMEHEHMS B NOKa3aHMAX);

€CnM cylecTByeT npobrnema no 6e3onacHOCTW, OKasbiBaloWwas BrUsIHUE Ha
COOTHOLLEHMe "Norb3a - puck”;

npu NOOTBEPXKOEHWM perucTpaumn (nepeperucTpaluu) nekapCTBEHHOro
npenapata, €ecnM B OTHOLWEHUW [eKapCTBEHHOro Mpenapara uMMeeTcs
cywecTaytowmn MNyP.



6.3.1.1.* TpeboBaHns B 0OCOBbLIX CUTYyaLUSX.

* Hymepauusa cooTBeTcTBYeT opuruHany. - [NpumedvaHne umarotoButens 6asbl
OaHHbIX.

Kak npasuno, Heobxogumo npeacTtaBnsaTb Bce 4actu [MYP. Tem He meHee B
HEKOTOPbIX CIlydasX, OMUCaHHbIX HWKe, B COOTBETCTBMM C  KOHLENUMeEWn
NPOMOPLMOHANBLHOCTM HEKOTOPbIE YacTU UK MOAYNM MOMyT OblTb ONyLUEHbI, eCnu
TOMbKO YMOSNIHOMOYEHHLIN OpraH rocygapcTBa-yrieHa He npeacTaBnseT WHbIX
TpeboBaHuiA. Jltobble npobnembl No 6e30MacHOCTU, BbISIBIEHHbIE B OTHOLLEHUN
ped)epeHTHOrO NEeKapCTBEHHOrO Mpenaparta B pasfene, UCKMIYEHHOM M3 olLuero
npeactasneHuss MYP, Heobxogumo BkmoumMte B Mogynb CVII TYP, 3a
UCKMIOYEHNEM CyYaeB, Korga oHU 6orblue He SBNAITCS akTyanbHbIMU.

MepBuyHas nogaya Ha perucTpauuio  FeHepUYecKMx  JIeKapCTBEHHbIX
npenapaTtos.

B cnyyae nepBuYHON Nogayun Ha PervcTpaumio reHepuyecKuX NeKapCTBEHHbIX
npenapaTtoB, 4519 KOTOPbIX MO OPUrMHANbHbIM NIEKAPCTBEHHBIM MpenapaTamM BBeOeH
MyP, mogyrm CII-CV cneundmkauum no 6esonacHocTy MYP MoryT 6biTb ONyLUEHbI.
Moayne CVI cneumndwkaumm no 6esonacHocty MYP gormkeH OblTb OCHOBaH Ha
npeacTaBneHuy nHdopmaLmm o npodnemax no 6€30nacHOCTK, YCTaHOBMNEHHbIX AN
OPUMMHanNbLHOrO  JilekapCTBEHHOro npenapata, ecni  TOMbKO  FeHepuyeckun
neKapcTBEHHbIM npenapat He OTNMYaeTcss MNo CBOMM CBOWCTBaM HAaCTOMbKO
CYLLECTBEHHO, 4YTO 3TO MOXET MOBNMATb Ha nNpodwmnb GesonacHocTw, NMbo ecrm
nHOe He TpebyeT yNoNMHOMOYEHHbIM OpraH rocygapcTea-yneHa. Ecnm B oTHOWeHUN
OpVIMMHAasBLHOIO SleKapCTBEHHOo npenapaTta He BBEAEHO HUKAKUX LONOSNHUTENbHbIX
MeponpuaTUA  No  drapMakoHag30opy WM NPOBEAEHMIO  MCCegoBaHuin
3hPeKTMBHOCTM B KavyecTBe YCIOBUSI ANs  MNOMydYeHUs  perncTpalyoOHHOro
yooctoBepeHusi, dactu Il u IV TIYP wn pasgen 0 nraHMpyemom
nocTperncTpaymMoHHOM pa3sutum B YacTtu VITTYP moryT He npeacTaBnsaTbCA.

Mpn npenctasneHun obHoBneHus MYP B ero HEOGXOAMMO BKMKOYMTE MOAYMb
CV cneundmkaunm no 6esonacHocTu MYP.

lMogaya Ha BKMHOMEHME HOBOrO MOKasaHUs MO MegMUMHCKOMY NPUMEHEHUIO
nekapcTBEHHOro npenapaTta, 3aperMcTpUpoBaHHOIO Ha TEPPUTOPUSX rocyaapcTBa-
yrieHa Ha NpoTsbkeHun nocrneaHux 10 neT.

Mpn nopave 3asABNEeHMs Ha BKMOYEHME HOBOMO MOKa3aHMd Ha  yxe
3aperMcTpupoBaHHbIi Ha MpoTsbkeHuM nocnegHux 10 neT Ha TeppuTopusax
rocygapCTB-UYIiEHOB  JIeKapCTBEHHbIN npenapat  AaHHble KIMHUYECKNX
UCCIedoBaHusl, CBA3aHHbIE C Yxe 0[00peHHbIMU MoKasaHWsaMKu, MoryT ObiTb
ncknoveHsl n3 mogynsa Clil cneundwmkauum no 6esonacHoctn MYP, a mogyns CIV
cneuudmkaumm no 6esonacHocTu MYP gomkeH BKkMtoYaTh MHGOPMALMIO TOMBKO B
OTHOLUEHUW LEereBbIX rpynn nonynaumM no HOBOMY MNOKa3aHWo, eCrnv TOMbKOo
YNOMHOMOYEHHbIV OpraH rocygapcTBa-yneHa He NpPeacTaBnsieT MHbIX TpeboBaHMA.
Tem He MeHee MOryT ObITb BKIOYEHbI [aHHble OO OMbITE WUCMOMbL30BAHUSA YXe
3apErMCTPUPOBAHHbBIX JTEKAPCTBEHHbIX MPEenapaToB y OCOOLIX IPynmn HaceneHus,
KoTopble aHanusmpytotca B mogyre CIV cneuudmkaymm no 6e3onacHocTu MNMYP.

Mpy nogaye 3adBrEHU Ha MNEPBUYHYID TOCYAAPCTBEHHYK perncTpauuto
TpeboBaHuss K npeacTaBneHnto uHdopMaumm no 4dactam [1YP npuBedeHsl B
Tabnmue 1.

Tabnuua 1. Tpeb6oBaHUsA K npeacTaBneHU0 MHdopmauum no yactam MYP npu nogaye
3afABNeHUs Ha perucTpauuro

Tabnmua 1
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Mpumeyanus: 1. Cumson " " 03HayaeT, YTo UHGOpPMaLUS Mo AaHHOMY pasaerny
MOXET He MPeACTaBMsATLCS B OTAENbHbIX CryyasX (Mpy HanMumMm AOKYMeHTarnsHoro
o60CcHOBaHus1).

nxn

2. CumBon ™" o3Ha4aeT, YTO NPeabsaBnATCS MoandMLMpoBaHHbIE TpeboBaHUs
K COCTaBIIEHUIO YaCTMW.

MepBoHavaneHbIi YP gns nekapcTBEHHbIX MpenapaTtoB, HaxXOASLMXCS B
o6 paLLeHnn Ha TEpPPUTOPUSIX rocyaapcTBa-yeHa Ha npoTsbkeHun 10 ner.

Ecnm ynonHomoueHHbI opraH rocygapcTBa-dsieHa He OnpepensieT WHble
TpeboBaHus, TO AepXaTenM permcTpaLnoHHbIX YyOOCTOBEPEHMWI, KOTOPbIE AOMMKHbI
npeacTaBuTb NepBoHavanbHbl [TYP ansg peanusyembix Ha pbiHKE rocygapcTBa-
yfieHa neKapcTBEHHbIX MpenapatoB, MoryT onyctute mogyrim Cll u CIV
cneuundmkaumm no 6esonacHoctn [TYP npu cobrniogeHun BCeEX Creaylomx
YCIOBUIA:

neKapcTBEHHbIN nNpenapaTt Obii1 pasMeLleH Ha pbiHKe B TedeHne nocregHux 10
neT nnn paHee A0 ycTaHoBneHust Tpedosanus k MY P;

TpeboBaHue k [MYP He cBs3aHO ¢ nogaden 3asiBKM Ha BHECEHNE 3HAYUTENBLHOMO
M3MEHEHMS B CYLLUECTBYKOLUEE PErMcTpauuoHHOEe YyAOCTOBEpeHMe, obnacTb
NPUMEHEHNsI, acneKkTbl MPOU3BOACTBEHHOIO npouecca. Ecrnn gaHHoe ycrnosue He
NPUMEHMMO, [OaHHble KIMHWYECKMX WCCRedoOBaHWA, CBsA3aHHble C  3TUMK
N3MEHEHMAMW, OOMMKHbI ObiTb NpegcTaeneHbl B moayne Clll cneundmkaumm no
6e3onacHocTu MYP, a mogynb CIV cneumdmkaumm no 6esonacHocTtu MYP moxet
ObITb UCKITIOYEH.

OOcyxoeHne  CyLIECTBYIOLMX  MOCTPErUCTPALMOHHBIX — AaHHbIX U UX
NPMMEHMMOCTM K LeneBbIM rpynnaMm nauueHToB [AOKHO OblTb  nogpobHo
pacnucaHo B pasgene CV cneuundmkaumm no 6esonacHocTu MY P.




6.3.2. OGHOBMEHMA NNaHa ynpasreHns puckamu.

Ecrm TTYP O6bin paHee npedcTaBrieH AepaTernem perncTpauyoHHOro
YAOCTOBEPEHNA NpV npouenype pervcTpaumn Ans LOEeNCTBYIOLLEro BeLLecTBa,
nobble nocneaylolwme NpPeacTaBrneHns AoMikHbI No4aBaTbCs B BUAe OOHOBMEHUSA
3a WCKMIOYEHMEM CIlyvaeB, Korga oroBapumBanmcb MHble TpeboBanus. Kaxpoe
npencTaenexHve MNYP JomkHO MMETb YETKMI HOMEpP Bepcun 1 ObiTb OaTUPOBaHO.
OT0 oTHOocUTCA K npeacTaBneHnto MYP nonHOCTLIO MM TOMbKO K €ro 4actu uim
mMogyno. Bepcum ¢ naMeHeHuaMK, MMeoLMe MOEHTUMULIMPYIOLLYIO MHAOpMaLLUIO,
OOSkHbl  ObITb  MpeAcTaBfieHbl BMECTE C  COMPOBOAUTESNbHBIM - MUCbMOM,
BKMIOYAOWMM  NoapobHOoe onuncaHue U3MEHEHWM C  MOMEHTa MocneaHen
NpeacTaBrieHHON BEPCUN.

Cpoku npegcTasneHus obHosneHun NMYP ycTaHaBnmBaloTCs npy ero BBe4eHM
N TaKkke SBIFIOTCA YCMOBMEM COXpPaHEHWsl perynsaTtopHoro cTatyca. [daHHble
YCTaHOBSIEHHbIE CPOKW SABMAIOTCA MaKCMMasibHO LONYCTUMbIMWU M HE CHUMAalOT
OTBETCTBEHHOCTb C AepXaTens perncTpauMoHHOro yAOCTOBEPEHMS MO KOHTPOSO
npodgwmna ©6e30nacHOCTM  fieKapCTBEHHOrO npenapata WM TpebGoBaHuM No
npencTaeneHnio obHoereHHoro [MYP B criydyae BbISIBNEHUS]  3HAYUTESbHbBIX
M3MEHEHMN B OLEHKE COOTHOLEHMS "Mofb3a - pPUCK" COOTBETCTBYHOLLMX
nekapcTBEHHbIX MpenapaTtos, BKMOYeHHbIX B [TYP, BHe ycTaHOBREHHOro rpadwmka
noga4m oOHOBMNEHWN.

Ecnm ¢ momeHTa nocnegHero npenctaeBneHust B [MYP He Obino BHECEHO
HUKaKnX U3MeHeHu (To ecTb NnaHoBoe ODHOBMEHWe MPOUCXOOMT BCKOpe nocre
OKOHYaHMA npoueaypbl), AepxaTefb PerncTpaumoHHOrO Y4OCTOBEPEHUS MOXET
npeacTaBuTb NMUCbMO, B KOTOPOM OODBSCHSIETCS OTCYTCTBME W3MEHEHMIW, U MO
COrNacoBaHuMO C YNOSIHOMOYEHHbIM OpraHoM rocyf4apcTBa-yrieHa He NpeacTaBnsaTb
o6HoBneHne MYP.

Ecnm He oroBopeHo uWHoe, B cniydasx, korga OOB u [TYP aenawoTtcs
HeobOXxooMMbIMK Af15 FIEKapCTBEHHOrO Mpenapara, nraHoBble 06HoBreHus [TYP
OOJTKHbI ObITb MpeACcTaBrieEHbI B TO e BpeMsi, UTO U nraHoBble obHoBneHus NMOOB.

Mocne obHoBneHusa MYP nnaH no MMHUMM3aLMU PUCKOB MPU HEOOXO4MMOCTH
OOSDKEH BKIMOYATb OLEHKY 3(PdEeKTUBHOCTU U pe3ynbTaTOB PYTUHHBLIX W (Unn)
OOMOMHUTENbHBIX MEPONpUATUA N0 MUHMMU3AUMM PUCKOB (B COOTBETCTBUWM C
TpeboBaHnamu noanyHkTa 6.2.5.5.4 HacToswwx Mpaswur).

6.3.3. lNpo3payHoCTb.

YNONMHOMOYEHHbIE OpraHbl  roCy4apCTB-YNeHoB o0b6ecnevynBaloT  B3aVMHYHO
OOCTYNHOCTb OTYETOB O pesyrnbraTax OueHKu npeactaendembix [MYP n pesiome
MY P yepes nHTerpMpoBaHHyto nHgopmauMoHHyo cuctemy Cotosa.

7. OpraHunsauus paboTbl ¢ MH(popmaLumen o
HeXenaTesibHbIX peakuUsiX Ha NeKkapcTBeHHbIe npenapaTbl

7.1. CTPYKTYpbl U npouecchl

HacTosiupin pasgen onpedensieT OCHOBHble MpWHUMMLI npoueadyp cbopa,
perucTpaLum 1 npeacTaBneHnss COOBLLEHW O MOAO03PEBaEMbIX HeXenaTerbHbIX
peakLusax Ha nekapcTBeHHble npenaparbl.



7.1.1. C60op coobLIeHMIN O HeXenaTemnbHbIX peakumsX.

YNONMHOMOYEHHbIM opraHam rocyaapcTB-4SieHOB n aepxarensm
PErMCTPaLMOHHBIX YAOCTOBEPEHWIN CreayeT NpUHMMaTbL COOTBETCTBYIOLUME MEphI,
4yTOOblI MNpoBOAUTL COOpP W YyrnopsigodeHWe COOOLLEHWI O Moao3peBaeMbIX
HexenaTerbHbIX peakuusiX, CBs3blBAaEMbIX C MPUMEHEHMEM TeKapCTBEHHbIX
npenapaTtoB, MOMyYeHHbIX W3 PasfnMYHbIX UCTOYHWMKOB 6e3 npeaBapuUTeribHOro
3anpoca 1 NOCTYNMBLLIMX MO 3arnpocy.

B uenax obecneveHnss BO3MOXHOCTM cbOopa [OCTaTOMHOrO KOnMyecTBa
COOOLLUEHNA O HexenaTemnbHbIX peakumsax W KX MOCHeaylolWen  Hay4yHo
0060CHOBaHHOM OLLEHKM HEOBXOAMMO pa3BMBaTb CUCTEMY (dapMaKkoHaa3opa.

Cuctema pomkHa ObiTb paspaboTaHa Takum obpasom, 4YToObl OHa
obecneyvBana Hagnexallyto OLEeHKy KadecTBa CODOpaHHbIX COOOLIEeHUA O
HexenaTenbHbIX peakumsax (B OTHOLWEHWM MNOASMHHOCTK,  pas3bopyMBOCTH,
TOYHOCTW, MOCeAoBaTENbHOCTM), BO3MOXHOCTM  BbIMOSIHEHUSI MPOBEPKN W
MaKCUMarbHOW MNOMHOTE AaHHbIX A1t UX KIMHUYECKOM OLLEHKMU.

CnepnyeT CTpyKTypvpoBaTb CUCTEMY TakuMm oBpasom, 4ToObl OHa Mno3Bonsna
CBOEBPEMEHHO BanMAMPOBATb OTYETbl O MNOAO3PEBAEMbIX HexenaTerlbHbIX
peakumsax M OOMEeHMBaATbCS MMM C YMONHOMOYEHHLIMU OpraHamun rocynapcTB-
YNeHOB W OepXaTensiMM  PermcTpauLuOHHbIX  YOOCTOBEPEHWA B CPOKM,
ycTaHaBNMBaeMble 3aKOHOAaTeNbCTBOM roCyAapCTB-4IIEHOB.

7.1.1.1. CoobLLeHns, Nony4yeHHbIe He MO 3anpocy.

7.1.1.1.1. CnoHTaHHbIE€ COOODLLEHMSI.

CnoHTaHHOe coOobLeHNe - 3TO CcoobLUgHMEe, KOTOpoe CrneuuanucT CUCTEMbI
34paBOOXpaHeHns, MNauMeHT WM  noTpebuternb HanpaBnsieT B agpec
YMONIHOMOYEHHOIO OpraHa rocydapcTBa-yneHa, Aepxartens perycTpalyoHHOro
YAOCTOBEPEHUA WM APYron opraHusaumv (Hanpumep, pPerMoHasnbHbIA LEHTP,
TOKCMKONOrMYeckni LeHTp) 6e3 npegBapuTenbHOro 3anpoca 1 KoTopoe OnuchbiBaeT
ogHy v 6onee nogo3peBaeMbIX HeXenaTeNbHbIX peakumn y naumMeHTa, KoTopomy
HasHa4yarncsa oauH wunm 6onee nekapCTBEHHbIX npenapaToB. K CMOHTaHHbIM
COOOLLEHNSIM HE OTHOCATCS COOBLUEHUS, NOSydEHHbIE B XOA4€E MCCeqoBaHUA Uin
WHbIX BUAOB OpraHM3oBaHHOro cbopa AaHHbIX.

[MepBOMCTOYHMKOM MOLO3PEBAEMON HEXENaTenbHOM peakummn sBRSeTCsa nmuo,
KOTOpOe npeacTaBurno MHGQOPMaLMIO O CIlydae pasBUTUS HEXENaTENbHOW peakumu.
B cnyyae ecrm mHgopMauus o6 OOHOM HexenaTernbHOW peakuuy NocTyrnaeT oT
HECKOMbKUX MNEepBOMCTOMHMKOB, B TOM u4ucfe OT paboTHMKA CUCTEMbI
34paBOOXpaHeHns, nauuMeHTa WM  noTpebuTens, AdaHHble N0  BCEM
NEepBONCTOMHUKAM OOMKHbI ObITb BKIMOYEHbl B pasgen "lMepBoMcToOvHMK" dhopMbl
C0o0BLEHNs1 0 HeXXenaTenbHOM peakLun.

MonyyeHne coobLUeHMn B OTBET HA MeEpPbl CTUMYNMPOBaHMS B BUAE PaCChISKU
"OOpalleHnn K crneymanMctaMm CUCTEMbl 34paBoOXpaHeHus”, nybnukauui B
npecce, onpoca CneunannucToB CUCTEMbI 34PaBOOXPAHEHWSI MpeacTaBUTENSMU
aepxartenen permcTpaunoHHbIX YAOCTOBEPEHUI UMM CYAEOHBIX MCKOB B OTHOLLEHUN
Krnacca nekapCTBEHHbIX CpeacTB, CrieayeT Takke cyuTaTb CrOHTaHHbIMU
COOOLLIEHUAMMN.

Co00LeHNs nauueHTa unm noTpedbuTens 0 HexenaTenbHbIX peakuusax cregyet
obpabaTtbiBaTb Kak CMNOHTaHHble COOOLIEHWS He3aBMCUMO OT MOoCcneayloLero
MELVLNHCKOro NOATBEPKOEHNS.

B cnyyae nony4yeHuWss CNOHTAHHOIO COOOLUEHMSI O PasBUTUM HexenaTenbHOro
SIBNIEHNS, B KOTOPOM OTCYTCTBYET yKa3aHue Ha Hanmume npuynHHO-CNenCTBEHHOM
CBSI3W, JaHHOE HexenaTernbHoe SBfeHWe paccMaTpuBaeTCs Kak HexenaTerbHas
peakumsa. Takum oOpas3om, BCe MOCTynawolWme CMNOHTaHHble COODLLEHMS,
npencTaBnsieMble pabOTHUKaMM CUCTEMbl 34PaBOOXPAHEHMS, NauWeHTamn WM
notpebutenamn, paccMaTpyMBalOTCA Kak MNoAO3peBaeMble  HexeraTerbHble
peakuMn mcxogs U3 TOro, YTO WX MPEACTaBlIEHNE COOEPXAT NPEANOSoXKeHWe
NEpPBOMCTOMHMKA COOBLLEHNS O HaNMM4MM B3aMMOCBSI3W. VICKnoueHne cocTaBnsitoT
COODLLEHNs,, B KOTOPbLIX pPENOPTEPOM CAEnaHo YyKasaHWe Ha OTCYyTCTBUE
B3aMMOCBS3N MeXay HexernaternbHbIM SBfeHMEM W NpUeMoM MOL403PEBAEMOrO
neKapcTBEHHOrO npenapara.



7.1.1.1.2. CoobweHns o HexenaTenbHbIX peakuusx, OnybrnMkoBaHHble B
MeOULMHCKOWN nuteparype.

HayyHas wMeguuunHckaa nutepatypa SBNSETCS  BaXHbIM  UCTOYHMKOM
MHGopMaLMM ANns MOHUTOPWHIa npodmna 6e30nacHOCTM M COOTHOLLEHUS "Nofb3a -
puCK" NeKapCTBEHHbIX NpenapaToB, B OCOOEHHOCTM B OTHOLLEHWUA OOHapyXeHust
HOBbIX CUrHasoB, CBSA3aHHbIX C ©6€30MacHOCTbIO, OO akTyasbHbIX BOMPOCOB MO
O6e3onacHocTu. [epxaTtensam perncTpaumoHHbIX YOOCTOBEPEHWUA crenyeT ObiTb
WHGOPMMPOBAHHLIMU O  BO3MOXHbIX — MNyOnMkaumsx nNyTemM  BbIMOSHEHMWS
cuctemaTmydeckoro ob63opa nUTepaTypbl, LLUMPOKO UCMONb3YEMbIX CNPaBOYHbIX 6a3
OaHHbIX (B ToM ymcne Medline, Excerpta Medica nim Embase), He pexe 1 pa3a B
Hegdento. Hepxatento permcTpaLoHHOro YyAO0CTOBEPEHWS crneqgyet
YAOCTOBEPUTLCH, YTO 00630p nuTepaTypbl BKMovaeT B ceba mcnonb3oBaHue 6a3
OaHHbIX, KOTOpble COAepXaT MakCUMaribHOe KONMYECTBO CChINIOK Ha CTaTbw,
UMELOLLME OTHOLLEHNE K MOHUTOPMPYEMOMY feKapCcTBEHHOMY npenaparty. [lomumo
3TOro, cnegyeT NPeaycMoTpeTb, YToObl NpeacTaBUTENbLCTBA BCEX KOMMAHUA Bblnmn
OCBeOOMIIEHbl O NyOonMKauusix B MECTHbIX MEOWUMHCKMX U3JaHusax U
COOTBETCTBYOLLWM 06pa3oM wHAGOPMMPOBaNM O HUX oTaen ©6e3onacHocTu
KOMMaHum.

[epxatensMm permcTpaumoHHbIX YOOCTOBEPEHWUIA CrieayeT npocMmaTtpuBaThb
COOOLLEHNST O NOO03PEBAEMbIX HEXENATENbHBLIX peakLmsaX, MyornMKyemMblX B Hay4HO-
MEeOWLWHCKON nuTepatype, B TOM 4YUCe BaxHble OnyGnMkoBaHHbIE Te3UCbl B
MaTtepuanax KOHdepeHUMid unM npoekTbl MoHorpadmn, 4YToObl BbISBNATL WU
permcTpupoBatb COOOLUEHUST O HexenaTenbHbIX peakuusiX, CBSA3aHHbIX C
nekapcTBEHHbIMM  Mpenapatamu,  npeactaengaiowme  cobo  CNOHTaHHbIe
cooOLeHnss wunm  CcoobOLUEHMS!, BbISBIIEHHbIE B XOA4E€ HEWHTEPBEHLMOHHbIX
NOCTPErMCTPaLMOHHBIX CCREea0BaHNN.

Ecnm B nybrnmkaumm ynoMmMHaeTCst HECKOSIbKO NEKapCTBEHHbIX NpenapaToB, TO
COOTBETCTBYIOLLEMY [EPXaTerno permcTpaLuoHHOro yAoOCTOBEPEHMS criegyeT
paccmaTtpuBaTb NeKapCTBEHHbIE NpenapaTbl, KOTOPbIE OMNpeaensitoTcs aBTopamm
nyébnmkaumm Kak uvMelowpme Mo  MeEHbLUerd Mepe BO3MOXHYH  MPUYUMHHO-
CreaCTBEHHYHO B3aMMOCBSI3b c BbISIBNIEHHLIMMW nogo3peBaembIMin
HexenaTernbHbIMM  peakuusMn. OTO OTHOCUTCS TakKXe W K COODLUEHMSAM,
OnyGNMKOBaHHLIM B HAYy4YHO-MEAULIMHCKON NTepaType B rocyaapcTBax, B KOTOPbIX
aepxartenb  perMcTpaumMoHHONO  YAOCTOBEPEHMA WUMeeT YOOCTOBEepeHWe O
permctpauuM, HO HUKO@A He OCYLIeCTBNAN KOMMEPYECKOoe BHe[peHve
rnieKkapcTBEHHOro npenapara.

Coo0OLUeHNs, OUEHEHHble Kak BanuaHble, MOANeXaT MNpPeACTaBfeHNIO B
YMONIHOMOYEHHbIE  OpraHbl  rOCYQapCTB-YNEHOB  COrmacHo  TpeboBaHWAM
3akoHogaTenLcTea rocyapCTB-4JIEHOB. Hauano oTcyeTa BPEMEHM,
YCTaAHOBNEHHOIO ANsi NPEACTaBfeHMs COODLUEHMS O HeXeraTernbHOW peakuuu,
onpenenseTcs ¢ MOMEHTA, KOa B pacrnopsiXeHUn gepxatens perncTpaloHHOro
yOOCTOBEPEHMST OKasanacb WHGOpMauus O Crlydae HexenaTenbHOW peakuuu,
oTBevawowas TpeboBaHMAM K MWHMMAnbHOW WHdOPMauMM ANs  CPOYHOro
penopTtupoBaHus. Criegyet oopmMiaTb OAMH ClyYan HexenaTenbHoW peakLumm ons
KaXkgoro naeHTmgmumpyemoro nauueHTa, o KOTOpoM coobLigeTcd, u B cCoobLLeHUN
NpeacTaBnATb BaxHyl0 AN OUEHKM MeaUUMHCKY0 MHdpopmauuto. Ccebifikn Ha
nyénukaumm cnegyet NpYMBOAWUTbL Kak WMCTOMHMK COOOLLEHUSI O HexenaTerbHON
peakuumun.

7.1.1.1.3. CoobLeHNs 13 OpYrMX UCTOYHUKOB.

Ecrnmn pgepxatento permcTpaLyoHHOrO Y40CTOBEPEHUS CTAaHOBUTCS M3BECTHO O
COOOLEHN O MNOJO03PEBAEMON HeXenaTenbHOW peakuun Wu3 HEMEQULMHCKOro
WCTOYHMKA, HanpumMep, U3 HeNPoOgUIIbHbIX NeYaTHbIX U34aHuA Unn SPYyrx cpeacTs
nHdopmaumm, emy cregyet obpabaTbiBaTb €ro Kak CMOHTaHHOEe COoobLieHue.
CregyeT npunoxvTb MakCMMyM yCUIMiA, 4ToObl npopabotatb cnydam pAans
Nnony4YeHnss MMHUManbHOM HeobxooMMOW MHAOpMaLMK, KOTopas NpencTaBnseT
cobon BanuoHoe cooblieHWe O HexenaTtenbHon peakuun. K gaHHomy Tuny
COOOLLEHNIA NPUMEHSIIOTCA TpeboBaHUsi B OTHOLLEHMW BPEMEHM MNpencTaBreHust
COODLLEHUI, KaK U A58 BCEX CMOHTaHHbIX COOOLLUEHWUIA.



7.1.1.1.4. NHdopmauma O nogo3peBaeMblX HexenaTenbHbIX peakumsax wus
WMHGOPMALMOHHO-TENEKOMMYHUKALMOHHON  ceTu  "WIHTepHeT" wnm  umdipoBbIX
CPeACTB nHdopMau mu.

[epxatensm  perMcTpauuoHHbIX  YAOCTOBEPEHMA  CrieayeT  perynspHo
npocMaTtpuBaTtb B MHGOPMAaLMOHHO-TENEKOMMYHUKaLMOHHON ceTn "IHTepHeT" nnu
uMdpoBbIX cpeacTBax  MHGopMauun  Beb-canTbl, BebG-CTpaHuubl, 6roru,
BMaeo0bnory, coymanbHble CETU, MHTEPHET-GOPYMbl, BUAEOYaThl, NopTars! No Teme
3[1paBOOXpaHEHWs, HaxodsaLmecs nog ux yrnpasneHuem 1nm oTBETCTBEHHOCTbIO, Ha
HanmnyMe MnoTeHUManbHbiX COOOLLUEHU O MOAO03pPEBAEMbIX —HeXemnaTerbHbIX
peakuusax. B gaHHOM KOHTeKkCcTe uudpoBble cpeacTtBa MHGopMauum cumTarTcs
CMOHCHpPYEMbIMM KOMMaHWEN, eCnu AepXaTenb perncTpaumoHHOro yaoCcTOBEPEHUS
BnageeT, OnnadMBaeT WM  KOHTpONMpyeT WX (Mpy 3TOM MOXepTBOBaHWE
(dbvHaHCOBOE WM MHOE) B afpec opraHu3auum wnm canta npou3BOAUTENEM
NeKapCTBEHHbIX NpenapaToB UMM AepxaTesnieM permMcTpaumoHHOro y40CTOBEPEHNS
He 4SBMAETCHA BrageHveMm, Npu YCrOBMW, YTO MPOM3BOAUTENb JIEKAPCTBEHHbIX
npenapaTtoB WM gepxaTtenb PermcTpaLnoHHbIX YOOCTOBEPEHUI HE KOHTPONMpPYET
OKOH4YaTenbHoe coaepxaHune canta). Crnieayet obecneynTb Takyo NEPUOANYHOCTb
NMPOCMOTPa YKa3aHHbIX WCTOYHWKOB, 4TOObI BbINOMHAMOCH TpeboBaHue B
OTHOLLEHMN BPEMEHU MPeACTaBEHUs MOTEHUManbHbIX BanuaHbIX COOOLLEHWA O
HexenaTernbHbIX peakuuax B YNOMHOMOYEHHble OpraHbl OCY4apCTB-YNeHOoB,
Ha4uHasa ¢ gaTbl, Korga MHdopMaLust Gbina pasmelleHa.

Jepxatensm perMcTpaumoHHbIX YOOCTOBEPEHUI PEKOMEHOYETCS BbINOSHEHME
aKTMBHOrO MOHWTOPMWHIa crneLlmasnbHbIX UHTEPHET-CanToB U LIMGPOBLIX CPeacTs
MHdopmaLmMmM, B TOM 4uCfe CaiTOB MNOAAEPHKM MaLMEeHTOB uWnM rpynn cC
onpegerneHHbiMy 3abonesaHnsiMu, YTo6bl NPOBEPSATE, ONUCHIBAKOT SN OHW BaXHble
BONpOCbl 6e30MacHOCTN, KOTOPbIe MOryT NoTpeboBaTb COCTaBMNEHNS COOOLLEHUS B
COOTBETCTBUM C TpeboBaHusiMK. [epuoanyHOCTb MOHUTOPUHra 3TUX CaMTOB WU
LMdpoBbIX CpeacTB UHGOPMAaLMK LOMMKHA ONpeaensaTbCs puckamu, CBs3aHHbIMA C
MOHUTOPUPYEMBIM FTEKAapPCTBEHHbLIM NpenapaTom.

Cnydan nogo3peBaeMbiX  HeXenaTemnbHbIX — peakuui, OnuUCaHHble B
WHGOPMALMOHHO-TENEKOMMYHUKALLMOHHON  ceTu  "UIHTepHeT" wunm  umdpoBbIX
cpeacTBax uHdopMaumu, nonyvyeHHsle 6e3 3anpoca, crnegyet obpabaTtbiBaTb Kak
CMOHTaHHble COODOLUEHMSI C MNPUMEHEHMEM K HUM TpeboBaHWA B OTHOLLEHMU
BPEMEHM penopTMpOBaHms, Kak A58 MHbIX CMIOHTaHHbIX COOBLLEHWA.

B oOTHOweHWM cnyvyaeB  HexenaTemnbHbIX  peakuui, OMuMCaHHbIX B
WHPOPMAaLMOHHO-TENEKOMMYHUKALUNMOHHON  ceTn  "WHTepHeT" umim  umdpoBbIX
cpeacTBax MHdopMauun, UMOEHTUMLMPYEMOCTb  COCTaBUTENs  COODLUEHMS
OTHOCUTCS K MPOBEPKE CYLLECTBOBAHWUSI pearibHOro fmua, TO eCTb BO3MOXHOCTU
NPOBEPUTb NPaBUMbHOCTb KOHTAKTHbIX OAHHbIX COCTaBMTENs oTyeTa (Hanpumep,
Obln NpeacTaBneH AEWCTBUTENbHBIN aapec SMEeKTPOHHON MNouThbl). KOHTaKTHbIe
JaHHble criegyeT UCMonb3oBaTb TOMbKO AnA uenen dapmakoHaasopa. Ecrnm
OTCYTCTBYET CTpaHa MepBOMCTOYHMKA, TO B KayecTBe CTpaHbl MEepBOMCTOYHMKA
crnenyeT ncnonb3oBaTth CTPaHy, e MHgopMauus Obina nonydeHa, B 3aBUMCMMOCTH
OT TOrO, rAe BbINOMHAETCH MOHUTOPWHT.

Ecnu gepxatentio permcTpauuoHHOro ygoCcTOBEPEHUSI CTAHOBUTCHA U3BECTHO O
COOOLLEHNM O MOAO3PEBAEMON HEXENATENBHON peakLmn, ONMCaAHHON B LIMGPOBbIX
CpeAcTBax MHAopMaLMK, CMOHCOPOM KOTOPbIX KOMMaHWsA He ABMSeTcs, criegyet
OLEHUTb coobLLeHne, YToObl onpeaenvTb, NoanagaeT N OHO nod TpeboBaHMsA O
BbIMOSIHEHMN CPOYHOIro PENOPTUPOBAHUSI.



7.1.1.2. CoobLLeHNs 0 HexenaTenbHbIX peakLmax, NofyYeHHbIe Mo 3anpocy.

CoobLeHns o nogo3peBaeMbIX HexenaTernbHbIX peakuusx, NomyvyeHHble Mo
3anpocy, - 9TO COOBLEeHUs, MOonyyYeHHble OT CUCTeM OpraHu3oBaHHOro cbopa
OaHHbIX, KOTOpble BKMOYalT B  cebs  KNMHUWYEecKMe  UCCriefoBaHus,
HEWHTEPBEHLUMWOHHbIE  MCCMeaoBaHus, pervcTpsl, nepcoHanM3npoBaHHbIe
nporpaMMbl MCMOMNb30BaHNA HEe3aperncTpMpoBaHHbLIX NEKapCTBEHHLIX NpenapaTos,
Apyrve nporpaMMbl  UCMOMb30BaHWA HE3aperMcTpUpOBaHHbIX  NEKapPCTBEHHbIX
npenapaTtoB B CBSI3U C MCKIMIOYUTENbHBIMU ODCTOSATENBCTBAMU U3 COOBpaXeHWN
COCTpaaHus 1 MOHUTOPUHra 3aboneBaHWi, ONPoChl NALUEHTOB UMM MeOULMHCKMX
paboOTHMKOB WM cOOp AaHHbIX 00 3GeKTUBHOCTM UMM MPUBEPXKEHHOCTU
naumeHToB. CoobLLIEHUST O HEXeNnaTerbHbIX peakLMsiX, MONYyYEHHbIE OT Kakon-nmbo
13 3TUX cMcTeM cbopa AaHHbIX, He criedyeT cunTaTbh CMOHTaHHBIMM COOBLLEHNAMM.

B pamkax npouenypbl penopTMpoBaHUs COOOLLEHWS O HexenaTerbHbIX
peakuumsx, nony4yeHHbIe no 3anpocy, crnegyet knaccudmuupoBaTb Kak coobLeHus,
noryyeHHole B XOA4e UCCNegoBaHWW, W BbIMOMHATbL  OLUEHKY  MPUYUHHO-
CNeacTBEeHHOM CBA3WM € Lenbld  UX  COOTBETCTBUS  YCIOBUSM  CPOYHOrO
penopTUpoBaHus.

7.1.2. Banugauus coobLweHui.

7.1.2.1. CpoyHOMY pPenopTUpPOBaHWMIO Mogsfexar TONbKO MWHAUBMAYalbHbIE
COODLUEHNsT O HexenaTenbHbIX peakuusiX, KOTOpble WMEHT MONOXUTENbHbIE
pesynstathl Barmaauun. C Lienbio BeINOMHEHUS 3TOro TpeboBaHmnsa BCe Co0bLLEHNS
O HexXenaTenbHbIX JIeKapCTBEHHbIX peakumsax [0 UX MNpeacTaBneHus B
YNOMHOMOYEHHbIE  OpraHbl FOCY4APCTB-YNEHOB [OOMKHbI  ObITb  MOOBEPrHYTHI
BamuJauum Ha Hanmmyne MuHMMarnbHon Tpebyemon uHdopmauum. MyHumanbHas
Tpebyemasi uHdopmaLmsa Bkro4aeT B cebs:

naeHTMdMunpyembln - penoptep (MEepBOMCTOYHUK), KOTOPbIN MOXET ObiTb
naeHTMMUMPOBaH MO MMEHM WM WHMUManam, agpecy wnuM Ksanmudmkauum
(Hanpumep, Bpa4, NpoBM30p, drapMaueBT, APYro MEOULMHCKUA CheuuanucT,
naumeHT, NnoTpeduTens nn apyroe nNuuo, He SIBNSIIOLLEECH cneunanucTom B cdepe
3[4paBooxpaHeHus). PenopTep cumMTaeTcsa MageHTUMLMpyeMbIM B Crydae Hanmyus
KOHTaKTHbIX AaHHbIX, 0b6ecneynBaoLMX BO3MOXHOCTb NOATBEPAUTL COODLUEHME
UNM BbIMOSMHUTL Nocreaylollee HabrogeHve, ecnm 9To Heobxoammo. Cnepyer,
4yTOOblI OblM  MOAEHTUDULMPYEMBIMU BCE CTOPOHbI, KOTOpble MNpeacTaBnsoT
NMHGOPMALMIO O Crlydae HexenaTernbHON peakuuu, B TOM YuUCrie JOMOSNHUTENbHYHO
nHdopmaLmio no 3anpocy. Ecnm penoptep He >kenaeT NpeacTaBnsTb KOHTAKTHbIE
JaHHble, cnegyeT cuutatb COObLLEHME O HeXenaTenbHOW peakuumn BanmgHbIM npm
YyCroBUKW, 4YTO OpraHu3auud, npouHGOPMMPOBaHHas O crnyyae, cnocobHa
NOATBEPAUTL €ro HaNPsIMyLo C PEMNOPTEPOM;

NMOEHTUULIMPYEMBIN MALWEHT, KOTOPbIN MOXET OblTb NAEHTUMLMPOBAH NyTEM
yKa3aHus €ero WHMuMarnoB, WOEHTUGMKALMOHHOMO HOMepa, [4aTbl POXOEHWS,
BO3pacTa Wn Bo3pacTHOW rpynnbl M nora. WHdopmauns o6 maeHTudmkauum
naumeHTa gormkHa 6bITb MakCUMarnsHO NOSHOW;

Nno MeHbLUEN Mepe OAMH NOA03PEBAEMbIN NEKAPCTBEHHbIN Npenapar;

Nno MeHblLen Mepe ofHa MoAo3peBaeMas HexenaTenbHas peakuus. Ecru
NepBOMCTOMHMKOM CAEriaHo YyTBepXaeHue B npaAmMorM ¢opmMe O TOM, 4TO
UCKMIOYaeTCs HamuuvMe MpUYMHHO-CNEACTBEHHON CBHA3WM MeXOdy HasHayYeHuem
MeKapCTBEHHOrO npenapata W  HexernaTtenbHOW peakuuen, W nony4vartesb
(YynonNHOMOYEHHbIN opraH rocygapcTBa-yrieHa unn gepxatenb permctpaunoHHOro
YAOCTOBEPEHNSA) COMMAaceH C 3TMM, COOOLLEHME onpedensieTcsa Kak HesarnmgHoe
WHOMBUOYyanbHoe  COOOLUEHME O  HexenaTerlbHOM  peakuuKn,  MOCKOMbKY
MUHMManbHasi Tpebyemasi MHopmauust siBnsieTcst HenonHon. CoobLigeHre Takxke
onpeaensaeTca Kak HeBanuaHoe MHOAMBMAyanbHOE COODLUEHME O HexenaTenbHOW
peakuum, ecnm coobLLaeTcs, YTO NauMeHT NepeHec HexenaTenbHy peakunio u He
npeacTaBrneHo ykasaHve Buaa HexenaTenbHOM peakumM WM - onuMcaHue
nepeHeceHHOW HexernaTenbHON peakLuu.

7.1.2.2. NMpn cbope cooblieHNn 0 NoAO3pPeEBaAEMbIX HexernaTerbHbIX peakLusix
yepes MH(OPMaLNOHHO-TENEKOMMYHUKALMOHHYO ceTb "VIHTepHeT" unn uundposslie
cpeacTBa MHopMauum TePMUH "MAEHTUMUMPYEMBIN" OTHOCUTCSA K BO3MOXHOCTU
NPOBEPKU CYLLECTBOBaHMA penopTepa (CoOCTaBUTENSA COOBLLEHNSA) U NaLUEHTa.



7.1.2.3. OrtcytcTBMEe Kakoro-nbo u3 STUX 4 3MEeMEHTOB MWHUMAarbHOM
MHPopMaLIMM  O3HaYaeT, YTO Crydal CUYUTAETCA HEeMoNHbIM W He MOANEXUT
npoueaype CpPoOYHOro NpefcTaBfieHUss COOBLUEHUS O HexenaTenbHON peakLuw.
YNONHOMOY€EHHbIE OpraHbl roCyAapCTB-YNEHOB W JepXaTenn perucTpauMoHHbIX
YAOCTOBEPEHUN AOIMKHbI NPOSBATL 0COBYI0 TLIATENbHOCTL B paboTe no cbopy
HeJOCTaloWMX 3MEMEHTOB AaHHbIX B COOOLLEHUAX. TeM He MeHee COOBLUeHWs O
HeXXenaTernbHbIX peakuunsxX, MUHUManbHasg WHAQOpPMauMa O KOTOpbIX SABMSeTcH
HernorHown, crieqyeT perucTpupoBaTb B paMKkax cuUcTeMbl diapmakoHagsopa C
Lienblo MX UCNOMb30BaHWs B TEKYLLEN AeATeNbHOCTY MO OLeHKe 6esonacHoCTw.

7.1.2.4. Ecrnv ofHON CTOpPOHE (YnOrHOMOYEHHOMY OpraHy rocyaapcTBa-yneHa
UM gepxaTernto perMcTpauluoHHOTO YAOCTOBEPEHWS) CTAHOBUTCS M3BECTHO, YTO
penopTep MOr coobWMTb O MOAO3PEBAEMON HeXenaTernbHOW peakuuy Takke WU
APYron 3avHTEepecOoBaHHOW CTOPOHe, Takoe COOoOLUeHVWe TeM He MeHee crepyeT
cuuTaTb BanuMaHblM COOOLUEHMEM O HexenaTenbHon peakuun. CoollieHne o
HexenaternbHOM peakuun [OOSPKHO BKMKOYAaTh BCHO  BaXHY  MHApopmMauuto,
HeobXxoaVMyt0 Ans OOHapyXeHns Oy0MpyroLLEro COOOLLEHMS.

7.1.2.5. Ecrnm umeeTcs Hecormnacve Mexay WccrnegosaTenem v aepxatenem
PErMcTpaLnoHHOMO YAOCTOBEPEHUA WM CMOHCOPOM WCCIEAOBaHUA B OLeHKe
NPUYMHHO-CNIEACTBEHHO  CBSI3M  MeXdy  HasHayeHveM  NoJ03peBaeMoro
NEKapCTBEHHOrO npenapaTa W pasBUTUEM HeXenaTenbHOW peakuuvM npu
NnpoBeAeHUN MOCTPErNCTPALMOHHBIX HEUHTEPBEHLIMOHHBIX WUCCMedoBaHuiA, He
cneaoyeT nepeBOAUTb Crydail HexenaTenbHOW peakuunm B 6Gonee HU3Kyl Mo
CTeneHn [OCTOBEPHOCTU  B3aMMOCBA3W  KaTeropuio. B cooblueHun o
HeXenaTenbHOM peakuun crnedyeT npeacTaBUTb MHEHWS uccregoBaTens u
AepXaTens permcTpaLuoHHOro YAOCTOBEPEHUS UIM CMIOHCOPa UCCINEA0BaHNS.

7.1.3. Nocneaytowas pabota ¢ COOBLLUEHMSMN O HEXENATENbHbIX PeaKLUsIX.

7.1.3.1. Ecrm npu nepBoHa4yasnibHOM MOMy4YeHUM COOBLLEHNS O NOAO3PEBaEMbIX
HexxenaTernbHbIX peakumsix WHopMauMs B HUX HeMorHasi, crnegyeT MNpoBOAUTL
nocneayoLyto paboTy ¢ TakMMKU COOBLLEHUSIMU, YTOOLI MONYYUTb AOMOSHUTESNbHYHO
noapoOHY0 MHGOPMaLUIO, SIBMSIOLLYIOCS BaXKHOW A1 HAYYHOW OLLEHKM Crly4aeB
pas3BUTUS HeXenaTenbHbIX peakL .

7.1.3.2. TlpumeHsiemble MeTOAbl BOCCTAHOBREHMA WHGOpMauumM criegyet
HauenMTb Ha onTummsauuno cbopa HegocTarowen nHbopmaumn. o BO3MOXHOCTH
cnegyet nonyvyaTb MUCbMEHHOE NoATBEPXKOEHWE CBELEHWA, NpeacTaBlieHHbIX B
YCTHOM bopme. Ty CTaHOAPTHYK AeATeNnbHOCTb Mo dilapMakoHag3opy crnepyet
OCYLLECTBMATE C MPUMEHEHWEM Mep, MOOLLPSAIOLLMX MEPBOUCTOMHMK (penopTepa)
npeacTaBnATb  HOBYWD  MHGOPMAaLMIO, BaXHYD AN HAyyHOM  OLEHKM
penopTMpyemMoro Bornpoca 6e3onacHocTy.

7.1.3.3. Ecrm vHdpopmMauusa nonydyeHa HenocpeaCTBEHHO OT nauumeHta wmm
notpebutens, NpeanonaralLero HanmMumMe HexenaTtenbHOM peakuun, U siBnsieTcs
HenomnHow, crnegyet nNPeanpuHsaTb  MOMbITKA  MOMlyYeHUs  corfacus  Ha
npeacTasreHne [ OMONHUTENBHON MHdpopMauum y COOTBETCTBYIOLLEIO
MeauLUMHCKOro paboTHuka. Ecnm meguumHCKmin paboTHMK noaTBepaun (NOMHOCTbIO
WNM YaCTMYHO) CIlydal HexenaTenbHOW peakuun, McxodHoe coobligHre no
KOTOpPOMY MpeacTaBrieHo NoTpebutenem nnm nauneHToM, crieayeT TOYHO OTpasuTb
AaHHY0 MHGOPMaLMIO B MHANBMOYANbHOM COOOLLEHUN O HEXENaTeNbHOM peakLum.

7.1.3.4. B oTHOLWeEHUN NOO03peEBaEMbIX HEXeNaTeNbHbIX peakLnii, CBA3aHHbIX C
NeKapCTBEHHbIMM  MpenapaTaMmyM  OGUOMOrMYEcKoro  NMPOUCXOXOEHUsl, OCOOYHo
BaXHOCTb MMEET TOo4Has WAeHTUdMKaLUS COOTBETCTBYIOLLUENO JieKapCTBEHHOTO
npenapata B OTHOLLEHWW €ro M3roToBfieHusi. MoaToMy criegyeT npuHUMaTb Bce
Haanexawme Mepbl A58 TOYHOrO  YyKasaHMa  TOProBOr0  HaMMEHOBaHMWS
NeKapcTBEHHOrO NpenapaTa M HoMepa NapTUK NeKapCcTBEHHOMO Npenapara.

7.1.4. YnpaBneHue gaHHbIMN.



7.1.4.1. OneKTpOHHble AaHHble N COoOoOLEeHNS Ha OyMaxHbIX HOCUTENSX O
nogo3peBaeMblX HexenaTernbHbIX peakuusix crnegyeT XpaHuTb M obpawatbes ¢
HMMW TakuM >ke 06pasom, Kak U C APYrUMW MEOULUHCKUMK 3anucamu (Bkovas
BblNornHeHve TpebosaHuii No obecneyeHnio KOHMOEHUManbHOCTU B OTHOLLIEHWN
MAEHTUULMPYEMOCTM  MaUMEHTOB UM penopTepoB), B COOTBETCTBUMM C
TpeboBaHuAMKM 3akoHoAATeNbCTBa rOCyAapCcTBa-yneHa O HernpUKOCHOBEHHOCTM
AaHHbIX. CrneayeT XpaHWUTb B TariHe naeHTUdmMuupyemble nepcoHarnsHbIe CBeAeHNS
O COCTaBfAlWMX  OTYeTbl  CneumanmcTtax CUCTEMbl  34paBOOXPaHEHUs
(penopTepax).

7.1.4.2. YtoGbl 06ecne4nTb COXpaHHOCTb M KOHMOEHUMANbHOCTb AaHHbIX MO
dhapmakoHag3opy, crieayet o6ecneymTb CTPOrvii KOHTPOMb AOCTYNa K 0KyMEHTaM
n 6azam OaHHbIX M NPedocTaBWTb MNpPaBO AOCTyNa TOMbKO YNONHOMOYEHHOMY
nepcoHany. [aHHoe TpebGoBaHue Mo obecnevyeHno Ge30MacHOCTM AaHHbIX
pacnpoCcTpaHsAeTCs Ha BCe aTarbl NPOXoXOeHUs 1 obpallieHns AaHHbIX. B cBA3u ¢
3TMM criedyeT peanusoBaTh npolenypbl obecnedeHnss 6Ge3onacHOCTM U
COXPaHHOCTM [laHHbIX BO BPEMS! NMepeaaqn AaHHbIX.

7.1.4.3. Ecnv nepegava gaHHbIX No bapmMakoHag30py NpoMcxoaut B npegenax
OpraHM3auumn UM Mexagy opraHusaumsiMi, crefyet MPUMEHATb TakoW MeXaHu3M,
Nnpy KOTOPOM UMEETCs1 NoATBEPKOEHME TOro, YTO BCE YBEAOMIIEHMS MOSyveHbl. B
OaHHOM cnydae cregyeT obecneuntb Mpouecc NoATBEpXAeHUs K (Mnn) CBepKu
nHdopmaumn. NHdopmaumeln o coobLLeHUN O Criydae pasBUTUSA HeXenaTerbHON
peakumm MOryT OOMEHMBAaTbCS TOMbKO 3aUHTEPECOBaHHble Nnua B aHOHUMHOM

dopmare.

7.1.4.4. XpaHeHne OaHHbIX B 3NEKTPOHHOM BuAE AOMMKHO obecneumBaTtb K HUM
OO0CTYN YNONMHOMOYEHHbIX NUL, B PEXUME peanbHOro BPEMEHMW.

7.1.4.5. Tpouenypa MCMonb3oBaHUs cheuuanbHOW TePMUHOMOMMU Mpu BBOAE
OaHHbIX 4OIMKHA MOHUTOPUPOBATLCH U ObiTb BannanpoBaHHOW MyTEM BbINOMHEHUS
ayouta no obecneyeHnio KayecTBa cucTeMatMyeckm nmbo MNocpeacTBOM
npoBeaeHUs MepuoanYeckon BblIOOpPOYHOM oOueHkn. [lepcoHan pgorkeH OblTb
MPOUHCTPYKTMPOBAH O npouedype BBOAA [AaHHbIX C  MCMONb30BaHMEM
TEPMUHOSIOTUN, KBanudmkaumns nepcoHana JorpkHa nepuoanyecku
noareepxaatbcs. CoOOLLEHNsT O HexenaTesnbHbIX peakuusix, MoslyYeHHble OT
NnepBONCTOYHMKA (penopTepa), creqyeTr obpabatbiBaTb HenpeaB3aTo, 6e3s
TpaHcdopMmaumn MHdopMaunuM 1 BMeLaTeNbCTBA B €e TEeKCT, BO Bpems BBOAA
OaHHbIX UMW Mepefadn 3MEeKTPOHHbIX AaHHbIX credyeT u3beratb W3MEHEHWUI
(nobaBneHus wnM  yaanenuss uHgopMmauum). CoobLUEHNs [OIDKHBbI  BKIOYATb
OOCIIOBHbIN TEKCT, NCMOSb3YEMbIA B MEPBOMCTOYHUKE, UM €r0 TOYHbIA NEPEBOA.
McxogHbI OOCNOBHBIA TEKCT credyeT nepekogupoBatb C  MCMOSIb30BaHUEM
COOTBETCTBYIOLLEN TEPMUHOSIOTUN.

7.1.4.6. XpaHeHne [aHHbIX B 3JIEKTPOHHOM BWAe AOIMKHO obecnevnBaTb
npocnexvBaemocTb ("ayauTopckuii creq") BCEX BBEAEHHbIX WM U3MEHEHHbIX
OaHHbIX, B TOM 4ucre gaTtbl U UCTOYHMKOB MOMYYEHHbIX JaHHbIX, a Takke gatbl u
MecTa, B KOTOPOE 3TU JaHHbIE NepeaatoTcs.

7.1.4.7. CnepyeT perynsapHo npoBoauTb npoBepky 6asbl [aHHbIX O
obHapyxeHust 1 0o0paboTkum AOyonupylowmx COOOLLUEHUA O HexenaTenbHbIX
peakuusXx.

7.1.5. YnpaBneHne Kka4ecTBOM.



7.1.5.1. YNONHOMOYEHHbIM OpraHam roCy4apCTB-YNEHOB W AepxaTensam
PErMCTPaLMOHHBIX YOOCTOBEPEHUIA crieqyeT pas3paboTaTb M BHEQPUTb CUCTEMY
yNpaBreHuss KayecTBOM, YTOOblI rapaHTMpoBaTb COOTBETCTBME  CUCTEMbI
dapmakoHag3opa HeoOXoouUMbIM CTaHZapTaM KadvecTBa Ha Kaxdon cTagum
obpalleHnsi ¢ COODLLEHNAMIN O HeXeraTenbHbIX peakuusix (Hanpumep, Ha Takux
cTagusix, Kak cOop [OaHHbIX, nepedada  AaHHbIX, YnpaBreHue OaHHbIMK,
KOOWPOBaHWE W apXMBUPOBAHWE [aHHbIX, BanmMgauusl criydasi, OueHKa crydas,
nonyyeHne nocnegyowen uHgopMauum u npeacTaBneHve UHAMBUAYanbHbIX
COODLLEHN O HexernaTernbHbIX peakuunsx). COOTBETCTBUE COXPAHEHHbIX AaHHbIX
MUCXOOHbIM  COOOLLUEHMSM UK COOOLLUEHUsIM, copepXaumm  uHdopmauuo o
nocrneaytoLwen OueHKe, credyeT NPOBEPsiTb C MOMOLLBK Npoueayp KOHTPOns
KayecTBa, KOTOpble [JenalT BO3MOXHOM BanMOauulo COXPaHEHHbIX AaHHbIX
COMOCTaBMNEHNEM C UCXOAHBIMU AAHHBIMU Ui NX N300 pakeHnsamMn. B cBA3N ¢ 3TUM
crnenyet UMeTb MOCTOSIHHBIA OOCTYN K OaHHbIM NEPBOMCTOYHMKA (Hampumep, K
nMcbMam, COOOLLEHMSIM, MOMyYeHHbIM (nepedaHHbIM) MO 3NEKTPOHHON MouTe,
3anmcsam TernedoHHbIX pas3roBOpoB, KOTOpble codepaT nogpobHble cBeaeHus o
peakuum) Unm n3obpaxkeHsIM OaHHbIX MCTOYHUKA.

7.1.5.2. TNncbmenHble COIN gorkHbl rapaHTUpOBaTh YETKOE pacnpedeneHue
poren n o6a3aHHOCTEN, AICHOCTb MOCTAaBIEHHbIX 3a4ay ANs BCEX y4acTBYOLLMX B
pabote C wuHdoOpMaumMen O HexenaTemnbHbIX pPeakUUsX Ha JeKapCTBEHHble
npenapatbl CTOPOH. [omkHO ObiTb pas3paboTaHO W BHEOPEHO MOMOXeHWEe O
Haanexawlem KOHTposie U npu HeobxogmMMocT 06 M3MeHeHun cucTembl. [aHHoe
TpeboBaHMe pacnpocTpaHAeTCA Ha [OEeATENbHOCTb, OCYLLECTBIIEHWE KOTOPOW
NPON3BOAMTCS MO KOHTPAKTY C TPETbUMW CTOPOHaMM, NMcbMeHHble COI KoTopbIx
cnegyet npoBepsATb, 4TOObI ygocToBepuTbesi, 4To Takme COIl gasnsoTcs
COOTBETCTBYHOLLWMMN 1 OTBEYAIOT NPUMEHSIEMbIM TPEOOBaHUSIM.

7.1.5.3. CnegyeT npoBoauTb Haanexawlee oOy4vyeHWe nepcoHana, KoTopblIi
HernocpeacTBEHHO OCYLUECTBISIET AesTernbHOCTb Mo hapMakoHaa3opy, a Takke
nepcoHana pApyrmx OTAENOB, KOTOpble MOryT 3aHMMaTbCs MOSyYeHWeM Umnm
obpaboTkon coobleHni no 6GeszonacHOCTM (Hanpumep, nogpasfeneHus no
KNMHU4YecKor paspaboTke, npogaxaM, MEAULMHCKONW MHopMaL MK, FopUandYecKom
pabote, KOHTpomno kKadectBa) OOydeHMe  OOMKHO  MPOBOAMTBCA MO
COOTBETCTBYIOLMM pa3fenam 3akoHodaTenbCTBa U PYKOBOACTB B cdpepe
drapmakoHag30pa, a Takke BKMoYaTb creuunansHoe OOydeHue MO BbIMOSIHEHUIO
06paboTkM OTYETOB.

7.1.6. Ocobble cutyaumu.

7.1.6.1. icnonb3oBaHWe NeKapCTBEHHLIX NPenapaToB BO BpeMs 6epeMeHHOCTH
UM KOPMIEHNS rpyablo.



7.1.6.1.1. BepemeHHOCTb.

Cnepyet obecneunTb nocreqytoLlee OTCreXMBaHUE CryvaeB, Korma aMOpUoH
wnM  NNo4  MOr  noAaBepratbCsl  BO3AENCTBUIO  NIEKAPCTBEHHBLIX  CPeacTB
(nocpencTBOM BO3OENCTBUSI HA MaTb MO0 Nepefayn NekapcTBEHHOrO CpeacTBa
yepe3 cnepmy nocre BO3AEWCTBUA Ha oTua), YTobObl cobpaTbh MHGopMauuo ob
ucxoge GepeMeHHOCTU M BO3MOXHOM BIMSHUM IIEKapCTBEHHOro npenapaTta Ha
pa3suTue pebeHka. Ecnm genicteytollee BellecTBo (unm 1 u3 ero metabonuToB)
UMeeT ANUTENbHBLIA Mepuoa MNONyBbiBEAEHUsi, 3TO crnegyetr npuHUMaTb BO
BHUMaHME Npu OL,EHKE BO3MOXHOCTW BO3OEWCTBMUS NEKApCTBEHHOrO npenaparta Ha
nrog, B Criydae ecrv NekapCTBEHHbIV NpenapaTt NpyHUMarncs 40 3a4artus.

Cnepyetr obecneuntb HamMuMe MakKCUMarnbHO MNOAPODOHBIX CBedeHUA B
COO0OLLEHUsIX O BO3OENCTBMUM NEKapCTBEHHBLIX MPenapaToB Ha OpraHn3m maTtepu u
nnoga Bo BpeMsl GEpeMEHHOCTM C Lenbio BO3MOXHOCTU MPOBEAEHMUSI OLEHKU
NPUYNHHO-CNEACTBEHHON CBS3W. [N OUeHKU Takux COoOoOLUeHWn MoryT ObiTb
pa3paboTaHbl 1 UCMONb30BaThCS CTaHAAPTHBIE BOMPOCHUKM.

OTgenbHble  cnydanm C  HexenaTenbHbIM — MCXOOOM, CBsi3blBaeMble  C
BO3JENCTBMEM  IEKapCTBEHHOrO npenapata BO Bpemsi HepeMeHHOCTw,
KnaccudmuupyroTCs Kak cepbesHble HexenaTernbHble peakLum, KoTopble noanexar
CPOYHOMY PEMNOPTMPOBAHUIO B COOTBETCTBUM C TPeBOBaHMAMU MEXOYHAPOOHbLIX
JOroBOpOB M aKTOB, CoOCTaBnsioumx npaso Cowo3a, U 3aKOHOOATENbCTBOM
rocyaapCTB-YJIEHOB.

Takne crnyyau BKMNOYaroT:

COOOLLEHUsT O BPOXOEHHBIX aHOManUaX UMM OTCTaBaHUM B Pa3BUTUMK y Mroaa
nnn pebeHka;

coo0bLLeHUst 0 CMepTy NNoA4a 1 CamMonpoM3BONbHOM abopTe;

Co0OLLEHUs1 O MOA03PEBAEMbIX HEXenaTerbHbIX PeakUnsX Y HOBOPOXOEHHOTO,
KOTOpbI€ KNMacCcuguLMpyrOTCS Kak Cepbe3HbIe.

He nognexart cpoYyHOMY penopTUPOBaHUIO TaKUE UHbIE CryyYau, Kak COoDLLEHWS
O npepbiBaHUM GepemeHHOCTM 6e3 ykasaHua WHGopMaUMM O HamMyui unu
OTCYTCTBUM BPOXOEHHOIO MOpOKa pasBUTUSA, COOOLLEHMS O BO3OENCTBUM
NEeKapCTBEHHOMO Mpenaparta Ha TeyeHue GepemeHHOCTU 6e3 AaHHbix 06 mucxode
UM CoobLLEHUsI, B KOTOPbIX COAEPXUTCH MHGOPMaUMs O HOPMarnbHOM WCXOAeE,
MOCKOINMbKY B HUX HE COOEPKMTCA OOHO3HAYHOIO YKa3aHWs Ha  Hanudve
nogo3peBaemor HexernatenoHon peakumn. OgHako AaHHble COobLeHus criegyeT
obpabaTbiBaTb TaKxXe, Kak U Apyre cOoOLUEHNS O HexenaTenbHbIX peakumsx Ha
nekapcTBEHHbIV Npenapar.

B onpegeneHHbIX crnydasix Bce COOOLUEHUS O BO3AENCTBUM NEKapCTBEHHOIO
npenapata Ha oOpraHusM maTepu K nnoga BO Bpemsi OepeMeHHOCTU MoryT
nognexars CPOYHOMY penopTupoBaHuio. [laHHoe TpeGoBaHve (YCrnoBue) MOXeT
OblTb  BkovyeHo B [IYP 1, «kak npasBuno, 0BYCNoBMEHO HanMM4YneEM
NPOTMBOMOKA3aHWs MO MPUMEHEHNIO NEKApCTBEHHOrO npenapata BO Bpems
6epeMeHHOCTN UMM €r0  BbIPAKEHHOW TEPaTOreHHOCTb) U HEOOXO4MMOCTBIO
06513aTeNbHOrO  TLWATENLHOTO  MOCMEAYHOWEro  MOHUTOpPMHra  ©6e3onacHocTr
(HanpyMep, B OTHOLLUEHUM IEKAPCTBEHHbIX CPeacTB, MOO0OHbIX Tammgomuay,
N30TPETUHOUHY).

Crnegyer  He3amegnuTeNbHO  YBEOOMMSATb  YMOMHOMOYEHHbIE  OpraHbl
rocygapcTB-4fIEHOB O BbISIBIIEHMM CUrHarna o BO3MOXHOM TepaToreHHoMm adhpekTe
(Hanpumep, curHana o rpynne cXofHbIX aHoMarbHbIX UCXOA0B 6epeMeHHOCTH).

7.1.6.1.2. KopmneHuve rpyabio.

Cnepyet coobuwatb O nogo3peBaeMblX HexernaTesibHbIX peakuusx, KOTopble
BO3HMKAIOT Y MradeHueB nocre BO3OeWCTBUSA Ha WX OpraHnsM rekapCTBEHHOro
npenaparta npu ero NPOHUKHOBEHUW B PYAHOE MOSIOKO.



7.1.6.2. \cnonb3oBaHuWe fiekapCTBEHHOro npenapaTa B NneanaTpum 1y noXxunbIX
nogen.

Cnepyet npeanpuHsTb BCE BO3MOXHbIE Mepbl ANS YCTAHOBMEHMS U yKasaHus
BO3pacTa WM BO3PACTHOW Ipynnbl NauyuMeHTa, €cnm O criydae HexenaTernbHOro
aencTenst coobLlaeT cneumanucT CUCTEMbl 30paBOOXPaHEHUsl, MaUWEHT WM
notpeburenb, AN Toro YToObl UMETb BO3MOXHOCTb YCTAHOBUTb MOTEHUManbHble
curHansl no 6esonacHocTH, cneuudmnyHblie And onpeaeneHHon BO3pacTHOW rpynmbl
HacerneHus.

Ecmm ncnonb3oBaHue nekapCTBEHHOrO MnpenapaTta pacnpoCcTpaHeHo cpeawm
rpynn naumeHToB, He BKIMOYEHHbIX B 0pobpenHyto OXJM, BakHO, 4YTOObI
YNONMHOMOYEHHbIE OpraHbl FOCY4ApPCTB-YNEHOB U AepXaTenu perMcTpalMoHHbIX
YAOCTOBEPEHUA OCYLLECTBNANM MOHUTOPUHI NoObIX nocnegyloumx npobrnem no
©e30nacHOCTN M NpUHMManM COOTBETCTBYOLLME Mepbl No pabote ¢ curHanamu ob
3TUX  npobnemax. [epxatenam  perMcTpauMOHHbIX  YAOCTOBEPEHUA W
YMOSIHOMOYEHHbIM OpraHam rocyf4apcTB-4NeHOB CliegyeT NOOLWPATh CNeumanMcToB
CUCTEMbI 3[paBOOXPaHEHUS COCTaBIATb M NPEACTaBNATb cooblleHns 060 Bcex
NOAO3pEBAEMbIX HEXENATENbHbIX PEaKLUsIX, OaKe eClN 3TU peakLum MMET MECTO
cpegu rpynn HaceneHusi, He BKIMHOYEHHbIX B 000peHHy0 obracTb NpUMEHEHUs
nekapcTBEHHOro npenaparta cornacHo ero OXII.

7.1.6.3. CoobLieHns o nepeno3vpoBKe, 3roynoTpebneHnm n HenpaBuITbHOM
NPMMEHEHNN NEKAPCTBEHHOIO npenapaTa, a Takke 0 MegMUMHCKMX owmbkax mmm
BO3LENCTBMN JIEKAPCTBEHHOIO npenapaTta, CBsA3aHHbIX C MpodecCcroHansHom
OEATENbHOCTbIO.

B cnyyae ecrm nepemosvpoBKa,  3roynoTpebneHne,  HenpaBuibHOE
NPMMEHeEHNe, MeOuUMHCKass owmbka WM BO3AEWCTBME  JIEKAPCTBEHHOIO
npenapara, CBfA3aHHble C NpoecCuUoHanbHOM AEeATENbHOCTLIO, HE NnpuBenn K
pPa3BUTUIO HEXernaTenbHOM peakuun, CBEAEHMSI O HMX He Moanexar npouenype
CPOYHOro0 PEenopTUpPOBaHMs. OTU AaHHble CrieQyeT BHOCUTb B COOTBETCTBYHOLLMIA
MOOB u MYP (ecrnn npumeHnmo). Ecnn gaHHble coobLeHus coaepXaTt AaHHble No
©e30MacHOCTY, BIMSIOLLME Ha COOTHOLLEHME "Monb3a - pUCK" nekapCTBEHHOro
npenapara, O HUX CrieayeT yBeAOMMATb YMOSIHOMOYEHHbIE OpraHbl rocygapcTB-
YJIEHOB B COOTBETCTBMUM C TPebGOoBaHMAMN 3aKOHOA4ATENbLCTBA rocyAapcTBa-yneHa.

7.1.6.4. OTcyTCcTBME TEepaneBTUYeCKon ahPeKTUBHOCTI.

CoobLeHnss o6 OTCcyTCTBUM TepaneBTUHeckon adupekTMBHOCTM cregyet
perucTpupoBaTb W BbIMOMHATL NOCNEAyoLWwyo paboTy No MONyYeHUo MNOMHON
nHgopmaumm. [aHHble COoOBLUeHNs, Kak npaBwuio, He MoAnexar CpPOoYHOMY
penopTmpoBaHuio n yuutbiBaloTcsa B [TOOB. B onpegeneHHbIX crydasdx MOXeT
notpeboBaTbCa NpeAcTaBreHne coobLeHnn 06 OTCYTCTBUM TepaneBTUYECKON
3eKTUBHOCTN B TeyeHue 15-OHeBHoro cpoka. K Takum crnyyasdm OTHOCSTCS
OTCYTCTBME TepaneBTU4eckon 3deKTUBHOCTI NPYU NPUMEHEHUN NOA03PEBAEMOI0
NeKapcTBEHHOrO npenapaTa Ans nevyeHns 3abonesaHun, NPeACTaBNAOLWLMX Yrpo3y
XU3HM (BKNOYasi yrpoXarolme XM3HU UMHAEKLUMOHHbIE 3aboneBaHusi, Bbi3BaHHbIE
YYBCTBUTENMbHLIMU MUKPOOPraHM3Mamn nnbo COMNpPOBOXOAOWLMECS MOSABMEHNEM
HOBOrO  YCTOMYMBOrO  LITaMMa  MWKPOOpraHuMama, paHee  CuYuTaBLUeErocs
BOCMPUMMYMBLIM), @ TaKxke B CIydyae ecrnv Mnogo3peBaeMbIMU JIeKapCTBEHHLIMU
npenapatamu SIBMsTCSA BaKLWHbI U KOHTpaL.ENTUBLI.

[ns BakumH cnegyeT coobuwate O crydasx OTCYTCTBMSA 3GdEKTMBHOCTH, B
4YacTHOCTK, YTOOblI BbIAENMUTb MNOTEHUManbHble CUrHambl O  CHWDKEHHON
UMMYHOTEHHOCTW B MOArpynne BakuWH, CHWXEHHOM MMMYHUTETE WU 3aMeLLeHun
wramma. Takue curHanbl MoryT notpeboBaTb OnepaTMBHbIX LENCTBUA U
AanbHENLEro n3y4eHuns B NOCTPErMcTpaLUmMOHHbIX UCCreAoBaHmax 6e3onacHoCTy.



71.7. CpoyHoe npegcrasneHve UHOMBMAYarnbHbIX  COOBOLLEHWI o)
HexenaTternbHbIX peakuunsix 1 MHOM nHdopmMaumm no 6e30nacHOCTY NTEKAPCTBEHHOIO
npenapara.

lMpeacTaBneHnio B YNOSIHOMOYEHHbIE OpraHbl rOCY4apCTB-YIEHOB nognexart
TOMbKO COODLLEHMST O HEXernaTernbHbIX peakuusx, npoweglme sanaauuo. OTcyeT
BPEMEHM BbINOMHEHUST MNPOLEAYpPbl CPOYHOrO0  PEnoOpTUPOBaHUS  COOOLLEHWI
HauYMHaEeTCs C TOro MOMEHTAa, Korda MHdpopMauus, cogepxawas MUHUMarbHbIe
KpUTepUM [LOns  NpencTaBreHus CcoobOLieHWs, cTana [OCTynHa AepxaTernto
perMcTpaumnoHHOro yOooCTOBEPEHUST (BKIOYas MEeOULMHCKUX NpeacTaBuUTEnen u
noapsaYunkoB). OTa AaTta cuMTaeTcs garton Hadana otcyeta ("geHb Homb").

Ecrm pepxaternb  perMcTpauMOHHOIO  yAOCTOBEPEHMS OTAAaeT  4YacTb
OedaTenbHoCTM No hapmMakoHaA30py Ha ayTCopCUHr, Heobxogumo obecneyntb
HamuuMe NPUHATBIX B hopMe MMCbMEHHOrO AOKYMEHTa TOYHbIX mpouenyp wmm
3aKOYEHHbIX  COMMaleHun o  pasgeneHum  obsizaHHocTen B obnactm
hapmakoHaf30pa Mexay ayTCOPCWUHIOBOW OpraHv3auuven (nMuom) u gepxartenem
pPErMcTpaumnoHHOrO  yAOCTOBEPEHMS AN BbIMNOMHEHWA  06a3aTtenbcTB MO
NpeacTaBfeHNio COOBDLUEHU O HeXeraTeribHbIX peakuusx B MOSHOM obbeme.
[aHHble npoueaypbl OOSMKHbI OMNpenensTb, B 4acTHOCTW, npoueccbl obMeHa
nHdopmaumen no 6e3onacHOCTU NEeKapCTBEHHOrO npenapata, B TOM  4ucre
BPEMEHHbIE  WHTEpBanbl MNpeacTaBneHuss  MHdopMauum U 00A3aHHOCTb
npeacTaBnATb COODOLUEHMS O HexenaTernbHbIX peakuusix B YNONHOMOYEHHbIE
opraHbl rocygapcTte-uneHoB. Cnegyetr wusberatb AybnupoBaHus nepegayv
COOBLLEHNI B YNONIHOMOYEHHbIE OpraHbl rocy4apCTB-YNeHOB.

B oOTHOWeHWN uWHAMBMAOYaNbHBIX COOOLUEHWA O HexenaTeslbHbIX peakuusx,
OMMCaHHbIX B Hay4yHO-MEOMLMHCKON nuTepaType, oTcyeT BpemeHn ("OAeHb Homb")
HauYuHaeTca C gaTbl yBeAOMIEeHus O nybrvkauuu, copepXallerd MUHUMAarbHYH
nHgopmaumio. Ecnm ¢ ayTCOpCMHIOBBIM fIMLIOM UiM OpraHu3aumein yCTaHOBIEHbI
[ OrOBOPHbIE OTHOLLEHUSI HA BbIMOSIHEHME NMOMCKa NO NUTEPATYPHbIM UCTOYHMKaM Y
(nnn) cocTaBneHne CoOBLUEHNIA O HexXenaTenbHbIX peakuusix, HeobxogMmo, YToObI
Oblmn  odoopMIeHbl MUCbMEHHbIE MOAPOOHbIE COMMAalIEHUs O pacnpeaeneHuu
00s13aHHOCTEN, NO3BOMAOWLME rapaHTMPOBaTb, YTO AepXKaTernb perncTpalMoHHOro
YAOCTOBEPEHUSA CMOXET BbINONMHUTL TPeOOBaHMSA 3aKoHOA4ATENLCTBA rocy4apcTBa-
YrieHa Nno penopTUPOBaHMIO.

Ecnm nonydyeHa pononHuTenbHas BaxHad  MHQopMauua O paHee
NpeacTaBfieHHOM COOOLLEHMM O HeXenaTernbHOW peakuuu, OTCYET BPEMEHM AOSis
COCTaBMEHMs MOCreayoLwero CcoobLleHnss B OTHOLWIEHWM [aHHOM  peakuuu
HauYMHaeTCsa 3aHOBO (TO €CTb CpPOK Mnodaynm nocreayroLwero coobLieHus
OTCUYMTBIBAETCA C AaTbl MOSlydeHUs BaxkHOW nocnegyowen mnHdopmaumu). MNpu
COCTaBfEHMM COODLLUEHMS BaXXHOW [OMNOMHUTENbHOM MHGpOpMaUMeEn cuyMTaeTcs
HOBasi MefuUMHCKas WnM agMUHUCTPaTMBHAA MHdopMauusa O nogo3peBaemMoit
HexenaTernbHON peakuun, KoTopasi MOXEeT oOKasaTb BIMSHWME Ha OUEHKY Wi
yrpaBfieHUe CIly4aemM WM MOXET W3MEHUTb €ro Knaccudmkauuio Mo CTeneHu
TSHKECTW. HecywlecTteeHHas AononHuTensHas nHdopmMaLms BKIoYaeT
0BHOBMEHHbIE KOMMEHTapuM OTHOCUTESIbHO BbINOMHEHHOW OLLeHKM CrydaeB Wiu
ncnpasrieHns Tunorpadmyeckmx owMboK B NpeablayLiem CoobLLEeHNM O Cryyae.



7.1.71. TpeboBaHns no CPOYHOMY MpeacTaBfieHU0  COOBLIEHMn O
HexxenaTerbHbIX peakumsX.

[epxatenn perMcTpauMoHHbIX YOOCTOBEPEHUN B TeyeHue 15 KaneHaapHbIX
OHen ¢ aaTtbl NofnyyYeHns aepxateneM permcTpaLnuoHHOro yaoCTOBEPEHUS UMK ero
YMONIHOMOYEHHbIM MpeacTaBUTENEM MUHUMarbHOM Tpebyemon wHdopmauum B
COOTBETCTBUM C MyHKTOM 7.1.7 HacToaumx [lpaBun npeactasnsawT B
YMOSNIHOMOYEHHbIN OpraH rocyaapcTBa-yneHa:

COODLIEHNE O Cepbe3HOV HexenaTenbHOW peakuuMn Ha NeKapCTBEHHbIN
npenapar, BbISBIEHHOW HA TEPPUTOPUN TOCYLapCTBa-4IIeEHa;

COOOLLEHNE O Cepbe3HON HenpeaBWAEHHOW HexenaTenbHOM peakuuM Ha
NEeKapCTBEHHbIV Npenapart, BbISIBIIEHHOW Ha TEPPUTOPUSAX UHBIX FOCYAapCTB.

YCTaHOBMEHHbIN CPOK PENOPTMPOBAHMSA PacnpOCTPaHAETCHA Ha NEPBUYHYIO U
OOMOMHUTENBbHYI0 MHAOPMaLMIO O HeXernaTenbHOW peakuun Ha JieKapCTBEHHbIN
npenapar.

B cnyyae nepeBoga HexenaTenbHOM peakuuMu W3 KaTeropum Cepbe3HOn
HeXxenaTernbHON peakuMM B HECEpPbE3HYK HeXeraTernbHyl peakuuo [aHHas
nHgopmMmauma gokHa ObiTb  NpeacTaBneHa B YMOSHOMOYEHHbLIN  OpraH
rocygapcTBa-yneHa B TeveHue 15 kaneHgapHbIX gHEN.

7.1.7.2. Cnocob n dopma NpencTaBreHnst COODLLEHMN O HexenaTerlbHbIX
peakuumsx.

MHovBuayansHble COOBLIEHUsT O HexXenaTenbHblX peakuumsx AepxaTtensm
pervcTpaumnoHHbIX YOOCTOBEPEHUN criegyeT NpeacTaBnAaTb B YNOMHOMOYEHHbIN
opraH rocygapcTBa-unieHa B 3neKTpoHHOM Buae. dopmar uHAMBMAYANbHbLIX
COODLLEHNA O HexenaTenbHbIX peakuusax [OOMMKeH COOTBETCTBOBaTb dopmary,
YyCTaHOBNEHHOMY PYyKOBOACTBOM MexayHapoaHON KOHpepeHLnM No rapmMmoHusaumnm
TEXHUYECKMX TpebOBaHWN K NEeKapCTBEHHbIM npenapataMm Ans MegMLUHCKOro
npumeHenus (ganee - ICH) "YnpaBneHue faHHbIMM MO KIMMHUYECKOW 6e30MacHOCTY.
OnemeHTbl AaHHbIX AN nepedadn coobLlieHnin o0 MHAMBUAOYanbHbIX Cryyasix
HexxenaTernbHbIX peakumn” (E2B).



7.1.7.3. TpeboBaH/s NO CPOYHOMY MNPEACTaBMEHVMIO WMHOM WHopMauuM Mo
©e30MacHOCTM NieKapCTBEHHbIX NPenapaTos.

CpoyHOMy npefcTaBreHuto B TeveHne He Gonee 15 kaneHgapHbIX AHEN
NOANEeXVT creayloLlas BaxHas nHdopmMaumsa no 6e3onacHOCTW, KoTopasi MOXET
cBugeTenscTteoBatb 006 WM3MEHEHMAX B COOTHOWEHUMM "nonb3a -  puck”
nekapcTBEHHOro npenapara:

NPEeBbILLEHNE OXVMOAEMOW YacTOTbl Pas3BUTUS CEPbE3HbIX HeXernaTenbHbIX
peakuuin, KOTOpoe MOXET OKasaTb BIIMSHUE HAa COOTHOLEHMe "nonb3a - puck"
nekapcTBEHHOrO npenapara;

OfpaHU4YEHMs1 B PACNPOCTPaHEHWM FEKApCTBEHHOrO Mpenapara, OT3biB
NEKAPCTBEHHOrO npenapara C pblHKa, HENpoafeHWe, aHHynMpoBaHue Wnm
NPMOCTaHOBKa AENCTBMA PErMcTpauuoHHbIX YOOCTOBEPEHWUA (paspelleHuin Ha
MapKETUHI) Ha TeppuTOpUAX OpPYrMX rocygapcTB MO NpuUYUHaM, CBS3aHHbIM C
©e3onacHOCTbI0O U 3(EKTMBHOCTLIO JIEKAPCTBEHHOTO MpenapaTta, a Takxke
WHWLMUPOBAHHbIE  YMOSMIHOMOYEHHbIMW  OpraHamn  rocydapCTB-4SIEHOB WM
JepxatenaMm  perMcTpauMoHHbIX  YOAOCTOBEPEHUM [OAHHOTO  NEKapCTBEHHOMO
npenapara;

BHECEHME CYLLECTBEHHbIX M3MEHEHWA B pekoMeHZauuM no MeauLUHCKOMY
NPUMEHEHUIO Ha TeppuUTOpUAX APYrMX rocygapcTs MO MNpuUYMHaM, CBA3AHHbLIM C
©e30MacHOCTbIO NlEKapCTBEHHOMO Npenapara;

npobnema no 0e30nMacHOCTW, BbISIBIIEHHAss B X04e HEWHTEPBEHLMOHHOMO
NMOCTPEINMCTPALMOHHOIO  UCCReOOoBaHWs,  KIMHMYECKOrO  UCCMEeLOBaHUS  MIu
[JOKNMMHMYECKOro NCCNeaoBaHNS;

JaHHble no 6e3onacHOCTM, KOTOpble  YCTaHOBfEHbl B pe3ynbrare
OEeATeNnbHOCTM NO BbISIBNIEHWMIO CUMrHaNa U MoryT okasaTb BfMSHWE Ha COOTHOLLEHWNE
"nonb3a - puck";

npobrnembl Mo ©6e30MacHOCTW, CBSi3aHHbIE C MPUMEHEHMEM TeKapCTBEHHOro
npenaparta He B cooTBeTcTBMM ¢ OXIIIT;

npobnembl No 6e30MacHOCTU, CBSA3aHHble C OWMOOYHOW UHopmaumnen B
OXJ1I1, MM (JIB) nnn mapk1MpoBKe NeKapCTBEHHOTO npenapara;

HegocTaTodHasa 3(dEeKTMBHOCTL NEKAPCTBEHHBLIX MpenapaToB, NPUMEHAEMbIX
npyv NaTonorMn, NPEACTaBISIOWEN YIPO3y XM3HW YEroBeKa, a TakKke BaKLWH U
KOHTpaLenTMBHbIX CPeacTB (Unn ee OTCYTCTBME);

npobrnembl No ©e30MacHOCTW, CBs3aHHbIE C WCXOAHbIM  CbhIpbeM  AfiS
Npou3BOACTBA NIEKapCTBEHHOTO Npenaparta u (1) ero NocTaBkamm.

[anHHas nHdopmaums no 6e3onacHOCTU NpeacTaBnseTcs B MMCbMEHHOM Buae
B YMNOIMHOMOYEHHbIN OpraH rocydapCTBa-yfeHa, Ha TepputopuM KOTOPOro
3apermcTpupoBaH Nogo3peBaeMbIN NekapCTBEHHbINM npenapat. [lpeactasneHune
yKkasaHHoW uHdopmaumm no 6esonacHocTn unm 3deKTUBHOCTU NEKAPCTBEHHOMO
npenapara crnefyet BbIMOMHATE HEe3aMeanMTENbHO, Nocsie TOro, Kak O Her cTaro
M3BECTHO nepxarento perMcTpaLmnoHHOro YAOCTOBEPEHMS mnu ero
YrNonHOMOYEHHOMY MpeacTasutento. B npeacrtaBnsemon uHgopmauum cnegyet
MPMBECTU OMWCaHWE BbllleyKasaHHbIX AdaHHblX no  6e3onacHocTM  wmm
3heKTUBHOCTM MNOAO3PEBAEMOrO JIEKAapCTBEHHOrO npenapara, AeWCTBUS Wnm
Mepbl, NpeasiaraemMble B OTHOLLEHMM MO4O3PEBAEMOIO fIeKapCTBEHHOIO Npenapara.
YKaszaHHble acnekTbl npodwmnsa 6Ge3onacHOCTM MNoAnexaT BKIMOYEHUIO B
cootBeTcTBytowme pasgensl [NOOB nekapcTBEHHOro Npenaparta u aHanmay.

7.2. C60p coobLieHMI O HexxenaTerbHbIX peaKkLnax



7.2.1. O6a3aHHOCTY rocyaapCcTB-4IeHOB.

YNONMHOMOYEHHbIE OpraHbl KaXKOoro rocygapcTBa-yfieHa LOIPKHbI pacnonaratb
cuctemon cbopa W permctpauum BCeX COOOLEHWA O nodo3peBaeMblX
HexenaTemnbHbIX peakuusaX, KOTOpble BbIABMNAKTCS Ha €ro TeppuTopum M Ha
KOoTopble O0Opal@iT BHMMaHWE CMEeUnanucTbl CUCTEMbl 34paBOOXPaHEHMS,
naumneHTbl, NOTPEOBUTENN NN AepxaTenu PErmcTpPaLNoOHHbIX YAOCTOBEPEHWUN.

YNONMHOMOYEHHbIE OpraHbl KaXdoro rocygapcTBa-ynieHa AOMkHbI NPUMEHSTb
COOTBETCTBYyIOLWME  Mepbl AN MOOWpPEeHUs  CheuuanMcToB  CUCTEMbI
3[pABOOXPAHEHUsT Ha CBOEN TEPpPUTOPUM K NPeACTaBMNeHU0 COOOLUEHMA O
nodo3peBaeMblX HexenaTerbHbIX peakuusxX Ha NekapCTBEeHHble npenapaTtbl B
YMONMHOMOYEHHbIN OpraH rocygapcTea-yneHa. Kpome Toro, ynonHOMOYEHHbIV opraH
rocygapcTBa-dfieHa  BMApaBe  HanoXuMTb  Ha  CNeumannucTtoB  CUCTEMbI
34paBoOXpaHeHus creymanbHblie 0bs3aTensCTBa NO NPeAcTaBNeHNo COOBLLEHU O
NMOAO3PEBAEMbIX HEXeNnaTembHbIX pPeakuUsaX Ha JleKapCTBEHHble npenapaTtbl B
YMONIHOMOYEHHbIN OpraH rocyaapcTBa-yneHa.

B uenax ontumusauum npouenypbl  NPeAcTaBfeHus  MHopmauum o
HexenaTernbHbIX peakuuax CTaHd4apTHble ¢oOpMbl GMaHKOB C BO3MOXHOCTbIO WX
HenocpeaCcTBEHHOrO  3anofiHeHUs Mnofb3oBaTeneM AOMKHbl  HaxXoAWUTbCHA B
cBobGOOAHOM f[ocTyne Ha odmumManbHbIX CalTax YNONHOMOYEHHBIX OpraHoB
(YNONHOMOYEHHbIX OpraHu3aumin) B MHGoOpMaLMOHHO-TENEKOMMYHUKALMOHHOW CeTn
"HTepHeT" BMecTe C MHGOPMauLMen O pas3nMuHbIX Cnocobax npeacTaBreHus
uMHGopMaLMM O nodo3peBaeMbiX HexenaTernbHbIX peakuusax, CBA3aHHbIX C
NPMMEHEHNEM JlekapCTBEHHbIX NPenapaTos.

YNONMHOMOYEHHBIMM OpraHamm rocyapCTB-4SieHOB OSMKHO ObiTb obecneveHo
BKIOYEHWE B eanHyto 6a3y AaHHbIX HeXenaTesbHbIX peakuui rocygapcTB-4ieHoB
BCEX COOOLUEHWA O Cepbe3HbIX HexenaTeNbHbIX PeaKuusaX, BbISBMAEHHbIX Ha
TEPPUTOPUAX  FOCYLApPCTB-YNEHOB, MNPEACTaBMEHHbIX B COOTBETCTBYHOLLWMIA
YMONIHOMOYEHHbIN OpraH rocyAapcTBa-YneHa 1 OL,EHEHHbIX KaK BanuaHble.

YNONMHOMOYEHHbIM OpraHam rocy4apCTB-YMeHOB creayeT MNPUMEHSATb Mepbl
"BbIPaXEHNSA MpuU3HaTensHOCTM" 3a paboTy Mo NpeacTaBneHuio COOOLUEHWI O
HexxenaTenbHbIX peakuusXx, BKIoYas npeacTasneHve penopTepam
OOMONMHUTENbHOM  MHGOpMaLMM O pesynbTatax [AarnbHenwero paccMOTpeHus
COOBLLEHNI O HEeXenaTeNbHbIX peakUnsiX Ha fiekapCTBeHHbIe NpenapaTbl.

Mpn npeacTtaBneHUMM COOOLLUEHMM O  HeXenaTenbHbIX — peakumsix  Ha
neKapcTBEHHbIe npenapaTtbl AepXaTensMu pPerMcTPauuoHHbIX YO0CTOBEPEHUN,
YMOSIHOMOYEHHbIE OpraHbl rOCY4apCTB-4YNEHOB, HA TEPPUTOPUSIX KOTOPbIX MMena
MEeCTO Nogo3peBaemasi HexenaTernbHaa peakums, BnpaBe NpuBrekaTtb gepxatenemn
pPEerMcTpaumnoHHbIX YAOCTOBEPEHMI K nocnegywowen paboTe Mo AaHHbIM
COOBLLEHNAM.

Kaxxgoe rocygapcTBo-4UneH OommkHO obecneymnTb, YToObl ero ynosIHOMOYEHHbIN
opraH, OTBETCTBEHHbI 3a KOHTPOSb ODpaLLeHUs NeKapCTBEHHbIX NpenapaTos, Obin
NpouHGoOpMMpoBaH O /OO0 MNOAO3PEBAEMON HEXenaTenbHOM peakuun, Ha
KoTopylo obpaTumm  BHUMaHWe crneuuvanucTbl  Moboro  Apyroro  opraHa
rocygapCTBEHHOMO ynpaBrieHUs, BEAOMCTBA, YYPEXOEHUs WM opraHmsauumu,
OTBETCTBEHHbIX 32 6€30MacHOCTb NaUMEHTOB B JaHHOM rocygapcTBe, U YTODbl 3Tu
coobLLeHns Obin NpeacTaBneHbl B HaUMoHanbHyo 6a3y gaHHbiX. B cnyyasax korma
COOOLLEHNsT O MOAO3PEBAEMbIX HEXenaTerbHbIX peakuuax Oblim HanpasreHbl
HenocpeacTBEHHO B WMHble OpraHbl rOCYAapCTBEHHOrO YNpaBrieHUs, BeOOMCTBa,
opraHv3auum n (Unn) y4pexaeHnst B 4aHHOM rocydapcTBe-yreHe, YNnoSIHOMOYEHHbIN
opraH rocygapcTBa-dfieHa, B MNOSIHOMOYMSA KOTOPOro BXOOMUT OCYLUECTBIEeHVe
drapmakoHan3opa B cdepe obpalleHns NekapCTBEHHbIX CPEACTB, AOIMKEH UMETh C
HAMW cornaleHnss o6 obmeHe AaHHbIMKW, AN TOro, YToObl 3TWU COOOLIEHUS
HanpaBfsfUCb B JaHHbIN YNOMHOMOYEHHbIN OpraH rocyaapcTBa-yrneHa. YkasaHHoe
TpeOOoBaHNEe pacnpOCTPAHAETCA TakKke Ha Clnydaum pasBUTUS HeXenaTerbHbIX
peakuuMn Ha nekapcTBeHHble MpenapaTtbl, KOTOpble HBUMCb CReacTBMEM
MeOULMHCKNX OLLMOOK.



7.2.2. O653aHHOCTM AepxaTenen perncTpaLuoHHbIX YA0CTOBEPEHUI.

Kaxabin gepxatenb perMcTpaLyoHHOro YOOCTOBEPEHWS OOMKEH YCTaHOBUTL U
nogaepxuBartb cuctemy cbopa u peructpawmm BCEX COOOLLEHNI O MOJ03PEBaEMbIX
HexenaTenbHbIX peakuusix Ha fekapcTBEHHbIe MpenapaTthbl, KOTOpble NMOCTYMNaloT B
€ro pacnopsbkeHue Kak B pamKax CMOHTaHHOTO penopTMpoBaHUsi crneuuanvctamm
CWUCTEMbI 3[4paBOOXpaHeHWsl, MauveHTaMu Wnu noTpeduTensmn, Tak U B xoge
NpoBeAEHUsI NOCTPEMMCTPALMOHHBIX CCeaoBaHNIA. [lepxaTeny perMcTpaLMoHHbIX
YOOCTOBEPEHUA [OIMKHbI CO30aTh MeXaHu3Mbl, obecneyvmBaroLLme BO3MOXHOCTb
npocnexvBaHusa CcoobLIeHUn K nocredywolern paboTbl € COOBLEHUAMU O
HexenaTerbHbIX peakuusix.

O6si3aHHOCTE NO cbopy CBedeHWd O MNOAO3PEBAEMbIX HexenaTenbHbIX
peakuusix AepxaTensMu perMcTpaLuoHHbIX YAOCTOBEPEHUN pacnpoCcTpaHsaeTcs B
TOM 4uCrne Ha COOOLUEHNs, OTHOCSLIMECS K JIeKapCTBEHHbIM MpenapaTam,
BMafeHne KOTOpbIMU He MOXeT OblTb WCKIMOYEHO WCXOAS M3 YKa3aHHbIX B
CcoOOLUEHUM O MOJO03PEBAEMOW HEXENaTenbHOM peakumu Ha rekapCTBEHHbIN
npenapaT HauMeHOBaHWS OEeWCTBYHOLLEro BeLLecTBa, COCTaBa, HOMepa napTuwm,
crnocoba BBeAeHWsl, rocydapcTBa MEPBOMCTOMHMKA WM rOCY4apCTBa pa3BUTUS
Nnoao03peBaeMoi HexenaTenbHON peakLimu.

7.2.2.1. CnoHTaHHble coobLLEHUS.

[epxatenn perMcTpaumoHHbIX YAOCTOBEPEHMI LOIPKHBbI PErMcTpupoBaTtb BCe
CMOHTaHHble CcOoOoOLWEHNM O MOOO3pPEBAEMbIX HeXenaTerbHbIX  peakuusx,
BO3HUKAIOLMX HA TEPPUTOPUAX rOCYOApCTB-UNIEHOB MM 3a UX npegenamu. Takne
COOOLLEHNST BKIKOYAD BCE CUrHamnbl O NOAO3PEBAEMbIX HEXENAaTENbHbIX peakumsix,
MoOfy4YeHHblEe B 3MEKTPOHHOM BMOE WM KaKMMU-IMOO ApYyrMMW MOAXOASLLMMUN
cnocobamn. [epxaTenu perMcTpaumoHHbIX YOOCTOBEPEHWUA MOIYT UCMOSb30BaTb
CBOM CaiTbl B WHOPMAaLMOHHO-TENEKOMMYHUKaLMOHHON ceTn "UHTepHeT" ans
cogencTBmns cbopy cBeOeHWd O MNOAO03PEBAEMbIX HeXenaTerbHbIX peakuusix,
NnpenocTaBuMB Ha HUX OnaHkM Ons 3arnonHEeHUst COODLUEHWIA O HexenaTenbHbIX
peakumsax UM COOTBETCTBYIOLLME KOHTaKTHble AaHHble Of19 HEenocpeacTBEeHHOW
CBSI3M.

7.2.2.2. CooOLLeHMs1, MOSTyY€eHHbIE MO 3anpocy.

HepxaTtenn perMcTpaunoHHbIX YOOCTOBEPEHUA LOIMKHbI PErMcTpupoBaTbh BCe
COOOLLEHNST O MOAO3PEBAEMbIX HEXenaTenbHbIX peakumsix, BO3HMKAaOLWMX Ha
TEPPUTOPUSAX FOCYOaPCTB-YSIEHOB MMM 3a UX MNpedenamMu U BbISIBIIEHHbLIX B Xo4e
NOCTPErMCTPaUMOHHbIX MUCCcrnegoBaHui. B gaHHble coobLieHMs, MomyvyeHHble Mo
3anpocy, BXOAAT COOOLLEHUSs, MOSlyYeHHble MO pe3yfbTaTtam OpraHW30BaHHOMO
cbopa [aHHbIX, KOTOpPbIN WHULMUPYETCS, YNpaBnseTrcs unm JguHaHCuMpyeTcs
Jepxatenamm perycTpaumoHHbIX YOOCTOBEepeHU. [laHHble COoOOLUeHnst Takxe
BKIOYAKOT CBEAEHUSA MOCTYMMBLUME B XOAE BbINOSIHEHWSA HEWUHTEPBEHLMOHHbBIX
NOCTPEMMCTPALIMOHHBIX CCeg0BaHUA, NPOrpaMM UCMNONb30BaHUA NIeKapCTBEHHOIO
npenapata B CBS3N C UCKIHOYUTESNbHBIMW OBCTOATENBCTBAMUM U3 COODpaXXeHWUi
cocTpagaHus, NepcoHanM3npoBaHHbIX nporpamm ncnonb3oBaHus
He3aperncTpuUpoBaHHOrO  NEKapCTBEHHOro  npenaparta, ApyrMx  nporpaMmm
NoadepKM MNauMeHTOB U  MOHWUTOPMHrA 3aboneBaHui, NporpaMM MNoAOEpPKKU
naumeHToB 1 cbopa wuHdopmaumm o6 3GdEKTUBHOCTU WNN NPUBEPNKEHHOCTHU
NauneHToB NleYeHNto, a TaKkxxe BeeHWs peecTpoB.

[epxatenn permcTpauuoHHbIX  YAOCTOBEPEHUW  AOMKHbI  BHEOPUTb U
ncnonb3oBaTb MexaHn3Mbl cbopa NOMHOM U BCECTOPOHHEN MHGOPMaLMK O CIlydasx
NMOAO3PEBAEMbBIX HeXenaTerbHbIX peakuuin npuv  NepBMYHOM  COCTaBIiEHUU
COOOLLEHNA O MOJO03pEBAEMbIX HeEXenaTemnbHbIX peakuusax no pesynbraTy
MOMy4YEeHUs1 CMOHTaHHbLIX COOOLLUEHUA O TakuUX peakuusix B Lensx obecneyeHus
BO3MOXHOCTW TMPOBEAEHUS] Haanexalweh OLEeHKM COODOLIEHMS M BbINOMHEHWS
TpeboBaHUA MO CPOYHOMY PEMNOPTMPOBAHMIO B  YMOSIHOMOYEHHbIE OpraHbl
rocygapcTB-4rieHoB (eCrv NPUMEHNMO).



7.2.2.2.1. CoobLieHus, nony4yeHHble B xo4e NpoBefeHNss HEMHTEPBEHLMOHHbIX
nccrnenoBaHun.

Ecnm gaHHble 0 nogo3peBaeMon HexenaTenbHOM peakuun nomydeHbl B Xoae
BbIMOSIHEHMST ~ HEWHTEPBEHLIMOHHBIX  MCCReaoBaHWi,  criegyeT  pasgesibHo
aHann3npoBaTb OaHHblE UCCIEAOBAHMIN CO COOPOM NEPBUYHDBIX AaHHbIX HANPsMYyHO
OT MaUMEHTOB M CMELManMCcToOB CUCTEMbI 3[4 paBOOXPAHEHUSA N UCCNELOBAHMSAMUN C
TakMMu ausanHamu, KOTOpble OCHOBaHbl Ha BTOPUYHOM MCMOSb30BaHMM AaHHbIX
(Hanpumep, nccnegoBaHUsl, OCHOBaHHbIE HA MEPECMOTPE MEAULMHCKUX KapT wim
AMEKTPOHHbIX 3anucen 34paBOOXPaHEHMS, CUCTEMATUYECKNE MEPECMOTPbl WK
MeTa-aHanmsbl).

CoolOlleHne  cocTaBnsieTCA  €CnvM  PenopTepoM  unn  agepxaTenem
perncTpaumnoHHOro yAOCTOBEPEHUS NpeanonaraeTca Hanmume, Kak MUHUMYM,
BO3MOXHOW MPUYMHHO-CIIEACTBEHHON CBS3UM C NMOOO03pPEBaEMbIM NEKapCTBEHHbLIM
npenapatoMm. CoobLEHNA O HexernaTernbHbIX SIBIIEHUSX, B KOTOPbIX MPUYUHHO-
ClNeACTBEHHas CBSA3b OLIEHMBAETCHA Kak COMHMWTENbHas, criegyeT BKYaTb B
3aKMYUTENbHBIN OTYET 06 UccneqoBaHNN.

B OTHOWeEHNM HEeWHTEPBEHLUMOHHbLIX WCCIELOBaHM C NepBUYHbIM COOpOM
OaHHbIX HanpsiMyto OT MauUMEHTOB U CMNELNANMCTOB CUCTEMbI 34paBOOXPAHEHUSI
npencTaBreHnIo NOANEXaT COOBLLEHNS O HEXemnaTeNbHbIX peakumsaX, B OTHOLLEHUN
KOTOpbIX penoptep WM AepxaTenb  PEerMcTpaunMoHHOTO  YAOCTOBEPEHUS
nogo3peBaeT, YTO UMEETCS, KaK MUHUMYM, BO3MOXHasi MPUYMHHO-CIIe4CTBEHHON
CBSI3b C MOAO3pPEBaEMbIM JEKAPCTBEHHbLIM MpenapatoM. [lpoyne cooblueHust o
HexernaTterbHbIX peakUumsix, B OTHOLLIEHMN KOTOPbLIX MMEETCS MOA03PEHNE, YTO OHU
CBSI3aHbl C JEKapCTBEHHbIMW MpenaparaMmy, KOTOpble He BXOOAT B 4YUCHIO
nccrieayeMblx JIEKapCTBEHHbIX MNpenapatoB M B KOTOPbIX HE YCTaHOBIIEHO
B3anMOaencTBmne c nccrnegyemblie nexapcTBEHHbIMU npenaparamu,
nuccriegoBatenam criegyeT HanpaensiTb B YMNOMHOMOYEHHbIE OpraHbl rocygapCTB-
4fieHoB (ecnm 3To NPUMEHMMO).

Mpn npoBeAeHNN HEWHTEPBEHLMOHHBIX WCCegoBaHWN, OCHOBaHHbIX Ha
BTOPUYHOM MCMONb30BaHUM AaHHbIX, NPEACTaBNEHNe COOOLLEHUA O BbISIBNSEMbIX
HexenaTerbHbIX peakuusix He Tpebyetrcs. Bce [aHHble MO  BbISBIIEHHBIM
HexenaTerbHbIM — peakuusiM  CYMMUPYIOTCSt B 3aKIIOYMTENbHOM OT4YeTe 00
nccrnenoBaHnn.

[epxatens perMcTpaLyoHHOrO yAOCTOBEPEHUS BrpaBe YTOUHWUTL TpeboBaHus
Nno NPeAcCTaBMeHNO COOBLLEHNI O HeXenaTeslbHbIX peakuusix B COOTBETCTBYHOLLMX
YMONHOMOYEHHbIX OpraHax rocyaapcTea-yreHa.

[epxateno  perMcTpauMoHHOTO  YOOCTOBEPEHUs  criegyeT  cobnopatb
3aKOHO4AaTENbCTBO  FOCYAaApCTBA-yrieHa, MpPUMEHSIEMOE K  MNPEeACTaBlIEHNIO
COOOLLEHNIA O ClnyYasx NOAO3PEBAEMbIX HEXENATENbHbIX Ppeakuuin B HE3aBUCUMbIE
3TUYECKNE KOMUTETbLI FOCY4apCTB-4YNIEHOB U UCCreqoBaTenNsM.



7.2.2.2.2. TporpaMmma MCMONb30BaHUS JIEKApPCTBEHHOrO Mnpenaparta B CBA3W C
WCKIMIOYMTENbHBIMU ~ OBCTOATENLCTBAMU M3 COODOpaXeHui  cocTpagaHus,
nepcoHanM3npoBaHHas nporpaMma  WCMNOfb30BaHWUsA  He3apermcTpupoBaHHOIO
rneKkapcTBEHHOro npenapara.

Ecnm pepxatenb perMcTpauuoHHOro YAOCTOBEPEHMS UMM CheuuanucT
CUCTEMbI 3[,paBOOXPaHEHUS M3BELLEHbI O dlaKTe MOoO03PEBAEMON HEXeNaTernbHON
peakuMn Wnn BbISIBSIOT MOOO3PEBAEMYKO HEXenaTenbHY peakuuto B pamkax
NPOBEAEHUS MPOrpaMmbl UCMOMb30BaHWS NEKApPCTBEHHONO Mpenapata B CBs3W C
WUCKITIOUYUTENBbHBIMU  ODCTOATENbCTBAMU U3 coo6pa>i<eH|/||7| COoCTpagaHmna wunn
NnepcoHanM3npoBaHHOM MporpamMmbl  MCMOMb30BaHUS  HE3apermcTpuUpoBaHHOIO
NEKapCTBEHHOrO  Mpenapata, COoODOLWEHNs O  HeXenaTerbHbIX — peakuumsx
npeacTaBnalTCcsa cregyrowmm obpasom:

B Clly4yae ecriu HexenaTernbHas peakumsi 6bina BbisiBfieHa MyTemM akTUBHOMO
novcka, cnegyeT NnpeacTaBnATh COODLLEHNSI TONBKO O HEXenaTerbHbIX peakuusx, y
KOTOPbIX MNPUYMHHO-CNEACTBEHHAs CBSA3b C MNPUMEHEHWEM MOL403PEBAEMOIO
NeKapCTBEHHOrO npernapaTta onpeaenseTcs NepBOMCTOMHUKOM COOOLUEHUS Unv
AepxaTenem perMcTpalmoHHOTO Y4OCTOBEPEHWUSI KaK BO3MOXHas (Kak MWHUMYM).
OTn coobueHns crnegyeT paccMmaTpuBaTb Kak COODLUEHMS O HexernaTernbHbIX
peakuymnax, nosly4eHHbIX Mo 3arnpocy,

B CIriydae eclqim HexenaternbHaa peakuna Oblfa BbisiBrNeHa He nyTemMm akKTnMBHOIO
rnovcka unmM 3anpoca, BCEe HexernaTenbHble U HernpedHaMepeHHble peakuum Ha
NEKapCTBEHHbIN MnpenapaT CcregyeT paccMatpuBaTtb Kak  COOOLIeHWs O
Nogo3peBaemMolri HexenaTenbHOM peakuwmu, MOMyYeHHOMW He No 3anpocy, W
npeacTaBnsATh Kak COOTBETCTBYHOLLEE COODLLEHME.

7.2.2.2.3. Nporpamma nogaep>ku naLuMeHToB.

MporpaMma nogaepxkyM MaUMEHTOB SBMSTCA PA3HOBUMOHOCTBI CUCTEM
OpraHn3oBaHHOrO cOopa [aHHbIX, NPU KOTOpbIX AepxaTenb PerncTpalMoHHOro
YOOCTOBEPEHUST  coOOMpaeT  [aHHble, OTHOCAWMECA K WCMOSIb30BaHUIO
nekapcTBeHHOro npenapata ©OombwvMK  rpynnamy  nauyueHTtoB. [pymepamu
NOCTPErMCTPaLMOHHBIX MporpaMM MOSAEPXKM MauMeHTOB SBMSIOTCHA MNporpaMMbl
MOHUTOPWHra 3aboneBaHWi, MOHWUTOpPUHra nauueHtoB, cbopa wHdopmauum o
NPUBEPXKEHHOCTU  MaLMEHTOB  FlEYEHUIO, MOHUTOpPWHIa B paMKax CUCTEM
KoMneHcaummn (BO3MeLLEHWS).

[JonyckaeTcs npoBeAeHne akTUBHOTO NOMCKa HeXenaTernbHbIX peakuuin B xoae
BbIMOMHEHMS pasnMyHbIX BUOOB CUCTEM OpraHW3oBaHHOrO cbopa AaHHbIX, B 9TOM
clnydae 9TWM HexenaTernbHble peakuum criegyetr yuuTblBaTb Kak CoOOOLLeHUs,
nornyyeHHble no 3anpocy. OTYeTbl CneayeT COCTaBNATb TOMbKO O HEXemnaTerbHbIX
peakumax, B KOTOpbIX pPEnopTEpPOM WM JAepxaTterneM  pPerncTpaLuoHHOro
YOOCTOBEPEHUSI NMPUYMHHO-CINIEACTBEHHAA CBA3b YCTAHOBIIEHA KaK BO3MOXHAsA (Kak
MUHUMYM).

B cnyyae ecrm B pamMKax CUCTEMbl OpraHu3oBaHHOro cbopa [gaHHbIX
HexxenaTenbHas peakums 6bifa BbisiBfieHa He B MpoLecce akTUBHOMo noucka
(3anpoca), Bce HexenaTernbHble W  HenpedHamepeHHble  peakuMn  Ha
neKkapCcTBEHHbIM  MpenapaTt,  KoTopble  ObimM  coOOLleHbl  Aepxartento
pervcTpaLmnoHHOro yAOCTOBEPEHUS MEAULMHCKMM pabOTHUKOM WM MNauueHTOM,
cnegyet paccmaTpvBaTb Kak COOOLUEHMS O MOMydeHHOM He Mo  3anpocy
NOAO3PEBAEMON  HeXenaTerlbHOM  peakuMnm U NpeacTaBnsaTb  cooblieHue
COOTBETCTBYIOLLMM 06pa3om.



7.2.2.3. CoobLLeHus1, onyGrMKoBaHHbIE B HAyYHO-MEAULIMHCKOW nnTeparype.

JepxatensaMm perucTpaumoHHbIX YOOCTOBEPEHWN CrieqyeT OCyLeCTBRATb
MOHUTOPWHI  nybnvkauMn B  Hay4YHO-MEOWUMHCKOW nuTepaType BO  BCeX
rocyaapcteax, B  KOTOpbIX paspelleHO MpUMEHEeHWe  COOTBETCTBYHOLLMX
neKkapcTBEHHbIX MpenapaTtoB, M nNpeacTaBnAaTb OOHapyXeHHble COooOLleHWs o
HexxenaTenbHbIX peakuusix B  YMOMHOMOYEHHble OpraHbl rocyaapCTB-4YIIEHOB
cornacHo TpeboBaHMAM MeXayHapoOHbIX [AOrOBOPOB W aKTOB, COCTAaBIISIOLLMX
npaso Coto3a.

CpoyHOMY penopTMpOBaHWIO He noAriexar creayloume BbISBEHHbIe Mpu
MOHUTOPVHre  NyOrMMKauum  Hay4yHO-MEAWLMHCKOW  nuTepaTypbl  COODLLEHUS
(MHdpopMaLma) 0 HexenaTenbHbIX peakunsx:

€Cnu BriafeHve nekapcTBEHHbIM npenapaToM AepxatenemM perncTpaunoHHOro
YOOCTOBEPEHNST MOXHO WCKIMIOYUTL Ha OCHOBaHUWM YKa3aHHbIX B COOBLLEHWN
HaumMeHOBaHUM AOENCTBYIOLLIEro BellecTBa, cocTaBe, crnocobe BBedeHUsi, cTpaHe
NepBONCTOYHMKA COOBLLEHNS UM CTpaHe MPOMCXOXOEHUS MNOL403peBaemMon
HexxenaTenbHOW peakuuu;

COObLIEHNsT Ha OCHOBe WHMOPMaLUW HayyHbIX Mybnukauuin, KoTopble
npeacTaBnsAloT cobon 0606LeHHbIE aHanmM3bl AaHHbIX U3 06LIeaoCTynHbIX 6a3
OaHHbIX UMM copepxaT CBeAEeHVs O NnauueHTax B Buae Tabnuy, Ui MOCTPOYHBIX
nepedncneHvn. OaHHbll BUA HaydHbIX MyOMMKauuii ONUCHLIBAET HexenaTenbHble
peakuun, KOTOpble pasBUBaKOTCA B rpynne MauMeHTOB, NPUHUMAOLLMX
onpeferieHHbli  MeKapCTBEHHbI  npenapat, C Uenblo  BbISBMEHUA UMK
KONMMYECTBEHHOM OLEHKWM Yrpo3bl Afd ©6e30nacHOCTU 4YeroBeka, CBA3aHHOW C
nekapcTBeHHbIM  npenapatoM. [aHHble  cTaTbM  4acTO  CBf3aHbl C
cdhapMakoanuaeMmonornyeckuMm MCcneqoBaHUsMm, UX FMaBHOW Lienblo SBMSETCS
obHapyeHne unu oLeHka onpegeneHHbIX PUCKoB, KOTopble MOrMKn Bbl NOBNMATL Ha
COOTHOLLEHME "Norb3a - pUcK" NekapCTBEHHOrO rnpenapaTa B LieSloM.

CepeHuns no 6e3onacHOCTM, NpeAcTaBrieHHbIE B TaKUX HAaYYHbIX Ny6nvkaumnsx,
cnenyeT paccMatpuBaTbh B COOTBETCTBYHOLMX pasgenax NOOB n oHu OOmkHbI
NPUHMUMAaTBLCSA BO BHYMaHWE Npu aHanuM3e BIMSHUSA 3TUX CBEAEHU Ha COOTHOLLEHWE
"nmonb3a - puck" nekapcTBeHHoro npenapata. O mobol HOBOW WMHAOpMaLMn no
6e3onacHOCTW, KOTOpasi MOXET MOBMMATL Ha COOTHOLEHWE "monb3a - puck”
nekapcTBEHHOro  npenapata,  cregyeT  He3aMearmTernbHO  yBeOOMIHATb
YNOMHOMOYEHHbIM  OpraH  rocyAapcTBa-yrieHa, Ha  TepputopuMu  KOTOPOro
3aperucTpupoBaH fekapcTBEHHbIV nNpenapar.

7.2.2.4. Tlopo3speBaeMble HexenaTenbHble peakuun, cBA3aHHble C AedeKToOM
KavecTBa unu dranbCudmLMpoBaHHbIMU NEKaPCTBEHHBIMUW NpenapaTamMu.

Ecnm coobueHne o nogo3peBaeMon HeXernaTenbHOM peakuun CBS3aHO C
NMPUMEHEHNEM  JIEKAPCTBEHHOIO  MpenapaTta,  danbcudmkauus KOTOPOro
nogospeBaetca fmbO  yCcTaHOBMEHa, WM JIleKapCTBEHHOro  npenaparta
HeHafexallero KadecTtBa, [aHHOe COOOLleHVe noanexut penopTvpoBaHuio (B
Cly4ae OTHECEHMS ero K BarnmgHOMy COOBLLEHNIO).

B a9Tux cnyyasx B uUenax oOxpaHbl OOLUECTBEHHOIO 340POBbSA  MOXET
notpeboBaTbCA NPOBEAEHNE TAKNX CPOYHBLIX MEP, KaK OT3bIB C pbiHKa 1 gedekTHom
Cepun nekapcTBEHHOro npenapata wnm Oonee. [depxaTensm pernctpaumoHHbIX
YOOCTOBEPEHUI crnefyeT MCMOMNb30BaTb CUCTEMY, obecneumBaloLLyo npoBeaeHue
He3amMeanmMTENbLHOM OUEHKM W paccrnefoBaHue MOMyYEeHHOro CooOLIeHUs O
nogo3peBaeMort HexernaTernbHOW peakuuun, CBA3aHHOW C dianbCUdULMPOBAHHbBIM
NEKaApCTBEHHbIM  MpenapatoM wn  gedekToM KadecTBa  JIeKapCTBEHHOMO
npenapata. B cnyyae nogteBepxaeHus Hamuuua gedpekta kadectBa Tpebyetcs
He3amemMTenbHOe yBe4OMIIEHNe AepKaTenemM permcTpaLnoHHOro yaocToBepeHmns
HenocpeaCcTBEHHOrO npoussoguTens neKapCTBEHHOIO npenaparta "
YMONIHOMOYEHHbIX OPraHoB roCyA4,apCTB-4YEHOB.



7.2.2.5. TllogpospeBaemass nepejaya  WHGEKUMOHHOrO  areHTa  4vepes
NeKapCTBEHHbIV Npenapar.

MHMEKUNOHHBIM  areHToM cumuTaeTcs JioboM MWMKPOOpraHusm, BUPYC WU
WHGEKUMOHHass  4YacTtuya  (Hanpumep,  MNpUOH,  MPOTEWH,  nepearolme
TPaHCMUCCUBHYHO ryb4aTyto aHUedanonaTuio), NaToreHHbIe U HenaToreHHbIE.

Mogo3peHne Ha @aKT nepegavn  MHQEKUMOHHBIX  areHToB  depes
NeKapCTBEHHbIN MpenapaTr paccMaTpuMBaeTCA Kak Cepbe3Has HexenaTterbHas
peakuus, nognexawias CpoOYHOMY pPEenopTUPOBaHWIO B  COOTBETCTBMM C
TpeboBaHMAMKM 3aKoHOAATENbLCTBA rocyaapcTB-yneHoB. [aHHoe TpeboBaHue
pacnpoCTpaHAETCHA TakXke Ha BaKL MHbI.

Mepepadya BO3OYoMTENs WMHGEKLMM MOXET MOA03PEBATLCS HA OCHOBAHMU
KIMHUYECKMX MPU3HAKOB MM CUMMTOMOB, a Takke NabopaTopHbIX pe3ynbTaTos
nccriefoBaHun, ykasbiBaloLWLMX Ha Hanmume MHeKLmMn y naumeHTa, nogsepriierocs
BO3OENCTBMIO JleKapCTBEHHOro npenaparta. Crneayet yaenaTb ocoboe BHUMaHWe
oBOHapyXeHU0 MHGEKUUA unm Bo3byauTenen WHGEKUMN, O KOTOpbIX MMeEeTCs
MHGOPMaLLMK, YTO OHKM CMOCOOHbLI NepeaaBaTbCs Yepes fekapCcTBEHHLIN npenapar,
HO MpU 9TOM cCregyeT YYWUTbiBaTb TaKXe WM PUCK MOSBMEHUS HEU3BECTHbIX
BO3OyauTenen.

OueHky nogo3peBaeMon nepefadn WMHAGEKLMOHHOTO areHTa nocpeacTBOM
NeKapCTBEHHOrO npenapara criefyeT MpPOBOAUTbL C OCODON OCTOPOXHOCTBIO U
obecneynBaTb, HACKOMbKO 3TO BO3MOXHO, pasrpaHndeHne npudnH MHMLMPOBaHNS
(Hanpumep, WHbEKUWs WM NpueM), WUCTOYHUKA  WHdeKuun  (Hanpumep,
KOHTaMUHaL M NeKapCcTBEHHOTO npenapara) U KMMHUYECKOro COCTOAHMA naumneHTa
Ha MOMEHT npeanoraraemMoro MHMLMPOBaHUS (MMMYHOOENPECCUBHOE COCTOAHME
UnN1 NpegLiecTBYOLLAA BakLMHaLNS).

MoaTBEpXKOEHNE KOHTaMUHaL MK (BKIOYasi HECOOTBETCTBYIOLLYHO MHAKTUBALUIO
unM ocnabneHne BUMPYNEHTHOCTM (aTTeHyauuo) Bo3byguTenem MHEeKUMN Kak
aKTUBHbIX BELUECTB) MOAO3PEBAEMOIO JIEKApPCTBEHHOrO npenaparta MoBbllaeT
CcTeneHb [oKasaTenbHOCTU nepedadun Bo3OyauTens MHeKuun u nogo3peHust Ha
Hannume fedekTa kKadecTBa flekapCTBEHHOro npenapara.

7.2.2.6. Nepuog mexay nogaven 3adBreHNs Ha rocy4apCTBEHHYHO permcTpaLuto
neKkapCcTBEHHOro NpenapaTta v NofydeHneM yaoCTOBEPEHUSA O €ro rocyapCTBEHHOM
perncTpauum.

B nepvog BpemeHn wmexagy nogaven 3asBMeHWs Ha rocygapCTBEHHYHO
perncTpaumnio fiekapCTBEHHOrO npenaparta M MoflydeHMeM YOOCTOBEPEHUS O €ro
rocygapCTBEHHOM perucTpaumm y aepxartens perncTpaumvoHHOro ya4oCTOBEPEHMS
MOXET MOABUTBCS MHAOPMaLUS, U3MEHSIIOLEAA COOTHOLIEHMe "nomb3a - puck"
nekapcTBeHHOro npenapata. B o006si3aHHOCTM [fgepxatens  perncTpaloHHOro
YOOCTOBEPEHUST BXOOAUT obecnevyeHne He3aMeanuTernsHOro npeacTaBreHus
OaHHOW WHGOPMaL MM YMONIHOMOYEHHOMY OpraHy rocygapcTBa-yfieHa, KOTopblIi
NPOBOAUT 3KCMEPTM3Y 1 perMcTpaumio fiekapcTBEHHOro npenapara.

7.227. Tlepyog nocne nNPUOCTaHOBMEHUS  OENCTBMS WM OT3blBa
perncTpaLmnoHHOro yaoCTOBEPEHUS NEKapCTBEHHOTO npenapara.

OepxaTtenb perncTpaLmoHHOro yaoCTOBEPEHUS AOIMKEH NpodomKaTe cobupatb
CBeleHnss O NOJO03peBaeMblX HexenaTerbHblIX —peakuusiX, CBHA3aHHbIX C
paccmatpuBaemMblM feKapCTBEHHbIM MpenapaTtoM, Mocre nNpUOCTaHOBMEHMWS
OEUCTBUS  ero  perMcTpauuMoHHOro  yAOCTOBEpPeHWs  C  BbINOMHEHWEM
penopTypoBaHUs B ClyyasX, KOTOpble YAOBIETBOPSAIOT KPUTEPUSIM CPOYHOTO
penopTUpOBaHus.

B cnyyae oT3biBa permcTpaumoHHOro yaoCTOBEPEHNS YNONHOMOYEHHbIE OpraHbl
OOIMKHBI MOHYXAATb AepXaTens perycTpaumoHHOro yOOCTOBEPEeHUs NpoaorvkaTh
cobvpatb cCBedeHuss O MOO03pEeBaeMblX HexernaTenbHbIX — peakumsx Ha
NeKkapCTBEHHbIN npenapaT (Hanpumep, Anst obrneryeHus BbIMOMHEHUA OLLEHKU B
Cclnyyae pasBUTUS OTCPOMEHHBIX HeXeraTenbHbIX peakuui Ui Ans nonyyeHus
PETPOCMNEKTMBHBIX COOBLLEHUI O HEXenaTeNbHbIX peakLusx).



7.2.2.8. CocTaBreHne OTYETOB B Mepuof 4pesBblHariHbIX CcUTyauuin B cdepe
3paBOOXpPaHEHMS.

UpesBblyanHaa cutyaumss B cdepe 34paBOOXpaHeHMd -  3TO  yrposa
o6LecTBEHHOMY  300pPOBbI,  OdMuUMarnbHO  yCTaHoBfeHHas  BcemuvpHon
opraHusauuven sgpaBooxpaHeHus. B crnydae 4ypesBblyanHOM cuTyauum B cdepe
3[paBOOXPAHEHNN YMOHOMOYEHHbIE OpraHbl BMpaBe BHOCUTb MOMPaBKM B
TpeboBaHUs K perynsapHOCTU COCTaBMeHUs OTYETOB O MNOAO3pEeBaeMbIX
HexernaTternbHbIX peakuunsax. Takme nonpaBky NPUHUMAOTCS OTAENBbHO ANS KaXgoro
Cnyyad u4pesBblMaWHOMW CUTyauMuM W U3BELUEHUS O HUX pasMelialTcd Ha
omumanbHbIX  canWTax  YNOSIHOMOYEHHbIX OpraHoOB  rOCYyAapCTB-YSIEHOB B
NHGOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT".

7.2.2.9. CoobLUeHNs1 OCHOBaHHblE Ha CyAeOHbIX UCKax B OTHOLLEHWM Bpeaa,
NPUYUHEHHOTO NPUMEHEHNEM NEKaPCTBEHHbIX NpenapaTos.

C coobLeHMAMN, BO3HMKAOWMMKN MO pes3yrnbTaTaM pacCMOTPEHMs CyaebHbIX
WCKOB B OTHOLLEHNM MPUMEHEHMS NEKApCTBEHHbLIX NpenapaTtoB, cnegyeT paboTtatb
Kak Cc coobuweHnamKn, nonydeHHbiMn ©6e3 3anpoca. CrnegyeT npencTaBnATb
COOOLLUEHNST TONMbKO O HEeXenaTenbHbIX peakuusix, B KOTOPbIX PEnopTEPOM WU
Jepxartenem perucTpauMoHHOrO YOOCTOBEpPEeHUs npegnonaraeTcs Hanmuve Kak
MWHMMYM  BO3MOXHOW  MPUYMHHO-CNEACTBEHHON  CBA3W  HexenaTenbHOro
BO34ENCTBMA C MOAO3PEBAEMbIM JIEKAPCTBEHHbIM MpenapaTtoM. B aTux criydasax
He3ameamMTensHoe  pernopTUpPOBaHME  OCYLLECTBISETCS, ecrim  coobLleHune
YAOBIETBOPSIET KPUTEPUSM, YCTAHOBIIEHHBIM MEXOYHAPOO4HbIMU O0roBOpamMn 1
akTamu, cocTtaBnsioumMmm npaso Cow3a M 3aKOHOAATENbLCTBOM OCY4apCTB-
YrEeHOB.

7.3.MoaroTtoBka HANUBMAYaNbHbIX COOOLWEHUN O HeXenaTebHbIX
peakumsax

7.3.1. udbopmanimsa o nogo3peBaemMbix, B3aMMOLENCTBYIOLLMX M CONYTCTBYHOLLMX
NeKkapCTBEHHbIX Npenaparax.

B coobLieHnn 0 HexxenaTenbHOW peakuun crieqyeT ykasblBaTb HaVMEHOBaHMWS
Nnogo3peBaemblx, B3aMMOLENCTBYOWLMX U (MnK) CONYTCTBYIOLLMX JIeKaPCTBEHHbIX
npenapaToB, UX peXxuMbl A03MPOBaHNSA U AaTbl Ha4ana u oKoH4YaHusa Tepanun. [ns
KOMOBVHMPOBaHHBIX NeKapCTBEHHbIX NpenapaToB, KOTopble cogepxaT 6onee oagHOro
OelCcTBylOLero  BellecTBa, Heobxogumo  OTAEenbHO  yKasbiBaTb  Kaxaoe
AencTBytoLLee BELLECTBO.

Ecrnm B coobLieHun onucbiBaeMbI Criydart HexenaTenbHOM peakuun ykasaH
KaK CBSI3aHHbIN C TepaneBTUYECKUM KIaCCOM NeKapCTBEHHbIX MpenapaTtoB, Takoe
COODBLLEHNE CUMTAETCHA HEMOMHLIM N HE OTBEYAET KPUTEPUAM He3amMenMUTENbHOro
npeacTaBrneHust B YNONHOMOYEHHbIE OpraHbl. B aToM crnyvae nMuo, OTBETCTBEHHOE
3a npeacTaBrneHne COODLLIEHUSI B YMOSIHOMOYEHHbIE OpraHbl FOCY4apCTB-YSIEHOB,
OOITKHO MPUHATL Heobxoaumble Mepbl MO cbopy HegocTarowen uHgopmaumm o
nogo3peBaeMoM fieKkapCTBEHHOM Mpenapare.

7.3.2. Togo3peBaemasi HexenaTernbHasa peakuusi.
B coobleHun 0 HexenaTenbHOW peakuunm A0mKkeH ObiTb yka3aH Bug wnm
npuBeLEeHO ONMcaHme NoA03pPEBAEMON HEXeNaTeNnbHON peakLnn.



7.3.3. OnncaHne HexenatenbHOW peakuun U OLeHKa NMPUYMHHO-CIEACTBEHHOM
CBSA3MN.

[Ons kaxgoro oTaenbHoro CooOLLEeHWs MpeacTaBnsieTcss BCA UMEOLAscs
MHJpopMaLmMa MO pa3BMBLLENCS HeXenaTensHon peakuun. Hdopmaums o pasBuTum
HexxenaTernbHON peakumn JorpkHa ObiTh NpeacTaBrieHa B JIOMMYECKON U BPEMEHHOM
nocreaoBaTenbHOCTN, B COOTBETCTBUM C XPOHOSIOTMEN M3MEHEHWUs COCTOSHMWS
nauueHTa, BKItoYas KIUHMYECKOEe TedeHue, TepaneBTUYECKUEe Mepbl, uUcxod U
Nomy4eHHy0 nocneayoLLyo nHdopmaumto. OnucaHmne gOrmkHO ObiTb BCECTOPOHHUM
N BbICTYNaTb KakK CaMOCTOATENbHbIA MEOULMHCKUA OTYEeT, COoAaepxalwmi Bce
N3BECTHbIE BaXHbl€ KIUHWYECKME [aHHble WU CBSA3aHHbIE C HMMW CBeLeHus
(nabopaTtopHble, ANArHOCTUYECKUE U MHbIE CBEAEHNWS), BKIOYAS XapaKTEPUCTUKY
naumeHTa, geTanuM3auuilo neyvyeHusi, UCTopuilo OOomMesHW, KIMHWYEeCcKoe TedeHune
NPOSIBMEHWN, [OuarHo3, HexenaTeNbHble peakumm W WX UCXO4, BaXHble
nabopaTtopHble AaHHble M MOy Apyryto MHopMauuo, KoTopaa noaTeBepaaeT
UnM onpoBepraeT nodo3peBaemMble HexenatenbHble peakuuun. [JormkHbl ObiTb
0000LeHbl  BaXHble pe3ynbTaTbl BCKPbITUSE WM pe3yrnbTaTbl  MOCMEPTHOMO
nccrenoBaHms (ecriv NpUMEHUMO).

YNONMHOMOYEHHbIE OpraHbl roCcy4apCTB-YIEHOB U AepXaTenu perMcTpaLoHHbIX
yOOCTOBEPEHMIA BrpaBe caernatb KOMMEHTapun B OTHOLLEHMW XapakTepa U OLLEHKN
NPUYMHHO-CNEACTBEHHON  CBSA3M  Mexgy MNOAO3PEBAaEMbIM  FEKAPCTBEHHbIM
npenapaTtoMm WM HexenaTenbHOW peakunen AOMONHUTENbHO K OLEHKE MPUYUHHO-
CINeACTBEHHOM CBA3W, KOTOPYH cAernan nepBOMCTOYHMK (penopTep), ecrm 3Ta
OUEeHKa npeacTaBneHa.

7.3.4. Pe3ynbTaTbl aHanM3oB U MHCTPYMEHTarbHbIX UCCIEeA0BaHUN.

B onvcaHun HexenaTenbHOM peakuun criegyeT JgMKCMpoBaTb pesynbTaThbl
aHann3oB W MpoLeayp, BbIMOMHEHHbIX C Lerblo AMarHOCTUMKU UK NoATBEPXOeHUs
peakuun (sBneHus) (BKMoYas aHanusbl, nNpoBedeHHble ANs UCCrefoBaHus
MPUYMHBI, HEe CBA3AHHOW C  JleKapCTBEHHbIM  MpenapaTtom  (Hanpumep,
cepornormyeckue aHanmabl Ha MHPEKLMOHHbLIM renatuT Npy NOAO03PEHNN Ha renaTwrT,
BbI3BaHHbIN NeKapCTBEHHbIM npenapaTtom)). CnegyeT coobLaTh O NONOKUTENbHbBIX
1 06 oTpuLaTensHbIX pe3ynbTaTax aHanM3oB U MHCTPYMEHTarbHbIX UCCegoBaHuin.



7.3.5. MNocneaytoLasa nHopmMauus.

OTnpaBuTento coobLIEHNA O HexenaTenbHOW peakuun cnegyeT HanpaBnsTb
nocreayoLLyto MHopMaL o No HexenaTensHON peakumn HesaMeanmMTensHO, ecrnm
nornyyeHa HoBasi BaxHast MegMUUHCKas uHdopmMauums. BaxHasa HoBas nHdopmaums
O3Ha4yaeT B TOM 4MCfe HOBble MNOAO3peBaeMble HexenaTenbHble peakuuu,
M3MEeHeHVe B OUEHKe MPUYUHHO-CNEACTBEHHON CBA3M UM Mobylo  HOBYHO
MHGOpMaLMIO UNM AaHHble 00 WU3MEHEeHWM nepBOHaYanbHOW (NpeaLLecTBYIOLLEN)
uHdopMaumMm O crnydae, €CrM OHW BAMAKT Ha MEOULMHCKY  OLLEHKY
HexenaTernbHOM peakuun. VoeHTudMKaums BaXHOW HOBOM  MHAopMaLumu,
TpeOyloLLE CPOYHOrO PENopPTMPOBaHUS, BCErda HYXOaeTcsa B MEAULMHCKOM
3aKIOYEHNN.

CrnegyeT y4duTbiBaTb Kak 3Ha4YUTENbHble W3MEHeHUs MHdopMauuM o
HeXxenaTenbHbIX peakuusix nobble cuTyaumn, nNpu KOTOpbIX MO  OTAEMbHbLIM
CNy4yasiM  HexernaTerbHbIX  peakuud  NPOUCXOAUT  MOHWXKEHWEe  KpuTepues
Cepbe3HOCTM U1 (MMK) OLIEHKWN NPUYMHHO-CNEeACTBEHHON (Hanpumep, nocneayoLwas
nHdopMaLma NpUMBOOMT K U3MEHEHUIO KpUTEPUEB CEPbe3HOCTU C Cepbe3HONn
HexxenaTenbHOW peakumM Ha HecepbesHyl UMM OLeHKa NPUYMHHO-CreACTBEHHON
CBA3N U3MEHSieTCA C VMeloWen Kakoi-mbo ypoBEHb B3auUMOCBA3N  Ha
COMHUTENbHYKD B3aMMOCBSA3b) M coobOWATb O TakWX Cry4yasx COrmacHo
TpebOBaHUAM K CpPOYHOMY MpeacTaBneHuo uHGopMaumMM O HexenaTerbHbIX
peakuusX.

B cnyyae ecrm nocnegyoowasi MHGOPMaUUs BHOCUT HE3HAYMTEmNbHblE
M3MEeHeHVs B NepBoHaYarbHble AaHHbIE Y OLLEHKY HeXenaTernsHOM peakLummn, oHa He
noanexvT HesameanMTensHOMy npeacTaBneHnio. Kak HeaHauymTenbHble U3MeHeHus
paccMaTpuBaltoTCA M3MEHEHUsS OTAEeNbHbIX XPOHOMorMyeckux gat B npouecce
OMMCaHMA U OLEHKU HexenaTenbHoW peakumm 6e3 BnMAHUS Ha oueHKy nmnbo
nepegadvy criydass vMnuM MUcnpasrieHWst OnevaTok B npedblaylien Bepcum criyyas.
Cnegyetr TeM He MeHee MOMNyYUTb MEOULMHCKOE 3JKCNepTHOe MHeHue
OTHOCMUTEMBbHO 3HA4YMMOCTU MNOCneayrLLen uHdopMaumm, Tak Kak dopmanbHas
OLEeHKa SBMSETCH HEOOCTAaTOYHOM (Hanpumep, W3MEHEHWe B COOOLUEHWM O
HexxenaTenbHOW peakuuMn OaTbl POXOEHUs MauueHTa npeacTaBnser Ccobon
CYLLECTBEHHOE M3MEHEHME MHGOPMaLUM O BO3pacTe nauueHTa, eCrv NpuBOAnT K
nepeHocy MHGOPMaLnM O HeXenaTenbHOM OEACTBUM NEKapCTBEHHOrO npenapara
Ha MHY0 BO3PACTHYIO rpynny NnauneHToB).

7.3.6. AHHYNMpoBaHue crnyyaes.

AHHYNMPOBAHHbLIN Crly4an - 3TO Cnyyawn, uHdopmauuio O KOTOpom Gornee He
crnenyet yuuTbiBaTh B MpoLeaypax OLeHKU. AHHYNMMpOBaHUE BLIMNOMHAETCH, eCnv
ObIN0 0GHapYKeHO, YTO BCS MHpOpMaumMsa O criydae SBfsieTcs OWMOOYHOM UM B
cnyyae AaybrmMpoBaHUA OTHETOB O Clyyae HexenaTenbHon peakuun. [Npouecc
aHHYNMPOBaHWA Crly4ast BbINOMHAETCA NOCPEACTBOM YBEOOMIIEHNS OTMNpaBUTENeM
nony4arens 0 ToM, YTo cnyyan 6onee He paccMaTpMBaETCS Kak OENCTBUTENbHbIN.
OpHako coobleHWe npu 3TOM cnegyeT coxpaHuTb B 6ase  AaHHbIX
cdhapmakoHag3opa oTrnpaBuTens.

7.4. CoTpyaHu4yecTBO co BcemmpHom opraHmnsauuen
3apaBoOOXpaHeHus

YNONMHOMOYEHHbIMU ~ OpraHaMu  TOCyAapCTB-4NieHOB  obecrneyvBaeTcs
perynspHoe npeacTaBreHne COOGLUEHWI O BbISIBIIEHHbIX HA WX TEPPUTOPUAX U
MOAO03PEBAEMbIX HEXenaTenbHbIX peakuusXx Ha JlekapCTBEeHHble npenapatbl B
CoTpyaHuyatowmii LeHTp BcemupHoi opraHusauum 34paBOOXpPaHEHVSI C LIeSbo
BKMOYEHNs1 MHpopMaummM 06 3TUX crnydasx B 6a3y AaHHbIX HexenaTenbHbIX
peakumin BceMnpHoi opraHusaLmm 34 paBoOXpaHEHNSI.

8. Nepuoanyecknin o6HOBNSIEMbIN OTYET NO 6Ge30MacHOCTU



Mepuognyeckmin  obHoBnsiembln  otyeT no  6esonacHoctn  ([1OOB)
npegcrtaeBnseT cobor OOKyMEeHT no hapmakoHad30py, KOTOPbI MO3BOMSET
aepxarernto perMcTpaumoHHOro  ya4oCTOBEPEHMS npegcTaBnTb OLEHKY
COOTHOLLEHNs "Monb3a - puck" NeKapCTBEHHOro npenapata Ha onpeaeneHHbIX
3Tanax nocTperMcTpaumoHHOro nepuoaa.

YNONMHOMOYEHHBIMM  OpraHamMy  roCyAapCTB-USIEHOB [OIPKHA  BbIMOMHATHCSA
oueHka NMOOB c ycTaHOBRNEHMEM BO3MOXHbIX HOBbIX BbISIBIIEHHbIX PUCKOB M WX
BJINSIHUA Ha OLLEHKY COOTHOLLEHMS "nosnb3a - puUcK" nekapcTBeHHOro npenapara. o
pesynstatam oueHkn [1MOOB ynOMHOMOYEHHBIM OpraH rocygapcTBa-yneHa
onpegenser  HeobXOOWMOCTb  BLIMOMHEHUS  AanbHEMLMX  UCCIEAOBaHWN
6e3onacHOCTM nnn 3¢pPEKTMBHOCTU FIEKAPCTBEHHOIO Npenapara, NPUMEHEHNS TeX
WM MHbIX OENCTBUA B OTHOLLEHUM PErMcTpaumMOHHOrO cTatyca fiekapCTBEHHOIo
npenapara uinm BHeceHusi nameHeHnn B ero OXJIIM B uenax obecne4veHus ero
NPMMEHEHNS NPY NPEBbILLEHWN MOSb3bl Hag PUCKOM.

8.1. Uenu NOOB

8.1.1. OcHoBHon uenbto NOOBb sBnNsAeTcs NpeacTaBneHne UcHepnbIBaOLLEro U
KPUTUYECKOro aHanM3a COOTHOLLEHMS "nornb3a - pUck" NekapcTBEHHOro npenapara
C Y4E€TOM BCEX HOBbIX AaHHbIX MO 6Ee30MacHOCTUN U KYMYNATUBHOTO BIMSHUA 3TUX
OaHHbIX Ha npodwmnb ©Ge3onacHOCTM U 3(PGPEKTUBHOCTU  NEKAPCTBEHHOIO
npenapata. MNOOB 4aBNsAeTCA WHCTPYMEHTOM MOCTPErMCTPALMOHHON  OLEHKM
COOTHOLLEHNs "Monb3a - pucK" MneKapCTBEHHOro npenapaTta Ha onpeaeneHHbIX
3Tanax >XM3HEHHOro LKA fekapcTBEHHOro npenapara.

8.1.2. [epxaTenem perncTpaumoHHOrO YO4OCTOBEPEHWUS [OOSTKHbI MOCTOAHHO
BbINOMHATLCA OLLEHKa U aHanM3 BIIMSIHUA HOBbIX JaHHbIX HA COOTHOLLEHME "Mornb3a
- pucK", NpoBOAUTBLCS NepeoLeHka JaHHOro nokasaTens, a Takke onpefendrbes
HeobX0QMMOCTbL ONTUMM3aLUN COOTHOLLEHUS "Morb3a - puUck” nNyTem BBeOEeHMWS
3hdEKTUBHBIX MEP MO YNPaBfEHUO pUCKaMmM N UX MUHUMU3ALUA NPU BbISIBIIEHNN
HOBOW MHpopMaLus no 6e3o0nacHOCTM NeKapCTBEHHOMO NpenapaTa B NpoLecce ero
NMOCTPErMCTpPaLMOHHOIO MPUMEHEHNS.

8.2. MpunHUUNbI OLEeHKN COOTHOLWEeHUA "nonb3a - puck” B NOOB

OueHka cooTHOLLEHMS "Nonb3a - pUCK” AOMKHA HOCUTh HENPEPbIBHBIN XapakTep
Ha MPOTSDKEHWN BCErO >KM3HEHHOMo LMKIa NEKApCTBEHHOro npenapara B Lensix
obecneyeHnss 3awmTbl 300POBbS  HACENeHus W MoBblEHUsT ©Ge3onacHOCTH
nauMeHTOB NocpeacTBOM peanmnsauunm 3¢heKTUBHBIX Mep N0 MUHUMK3ALINM pUCKa.
NHdopmaums no 6esonacHocTn M 3pPeKTMBHOCTM JIEeKapCTBEHHOIO Mnpenapara,
cobupaemasi Ha NPOTSHKEHMM COOTBETCTBYIOLLMX NMPOMEXYTKOB BPEMEHW, KOTOpbIE
COCTaBMAOT OTYETHbIE MEPUOAbI, ABMAETCHA OCHOBOW 4719 TaKON OLLEHKWN 1 aHanm3a.
OueHka BKIO4aeT criegyroume atansbl.

8.2.1. Kputnyecknin aHanms Bcer uHdopmMaumm no 6e3onacHoCTH, Nomy4yeHHoM
32 OTYETHBIV Nepuop, ¢ onpeneneHemM BO3MOXHbIX BbISBIIEHHbIX HOBLIX CUMHASIOB,
CBUAETENBbCTBYIOLMX O HOBbIX MOTEHLMamNbHbIX NI MAEHTUGMLIMPOBaHHbBIX PUCKaxX
Mmbo gononHeHur nHpopMaLMen 3TUX CUrHaMNOB YXXe UMEIOLLMXCSA 3HaHWIA Mo paHee
MOEHTUULNPOBAHHBIM PUCKaM.

8.2.2. Kputnyeckoe 0000OLIeHNE BCEW MONYYEHHON 3a OTYETHbIA Nepuop,
nHdopmaumm no GesonacHocT N 3GAEKTUBHOCTU JIEKAPCTBEHHOMO npenaparta
(kak B paMKax KIMHWYECKMX WCCMNedoBaHUA, Tak W NpuU  MPUMEHEHWUM
neKapCcTBEHHOro npenapata B MEAULMHCKOM MpPaKTMKe) M OLeHKa BIIUAHWUS 3TOW
MHopMaL MM Ha COOTHOLLIEHME "Mosb3a - pUCK" NeKapcTBEHHOO npenapara.

8.2.3. BbINomnHeHne WHTerpanbHOro aHanmsa COOTHOLIeHUS "nornb3a - puck" Ha
OCHOBaHUM BCEX KYMYMATMBHBLIX AaHHbIX HayMHas C AaTbl NepBOM perucTpauumu
nekapcTBEHHOro npenapata wnuM Aatbl NepBOro paspelleHnss Ha npoBedeHune
WMHTEPBEHLIMOHHOTO KIMMHUYECKOTO NCCNEAOBaHNS B KAKOM-TMOO U3 rocyaapcTBs.



8.2.4. O600LeHne uHdopmaunm No MepamMm MUHUMU3aLMU pUCKA, KOTOpble
MO BbINOMHATLCH UMK MIIAaHNPYIOTCS.

8.2.5. OnpepneneHue nnaHa OLEHKN CUrHarioB, PUCKOB W (Unn) NpeasioxkeHui no
AONONHUTENbHBIM Mepam no dapmakoHaz30py.

8.3. MpuHuunbl nogrotosku NMNOOB

JepxaTtenb permcTpauMoHHOIO YOOCTOBEPEHUS1 OOIDKEH TFOTOBUTb €AWHbIN
MNMOOB ans Bcex NPoM3BOAUMBIX NEeKapCTBEHHLIX MpenapaToB, CoAepKalumx 04HO U
TO e AEVCTBYHOLIEE BELUECTBO UMM OOHY M Ty Xe KOMOMHALUIO OEenCTBYHOLLMX
BELECTB MO BCEM OAOOPEHHLIM MOKa3aHWsAM A58 OaHHbIX JIeKapPCTBEHHbIX
npenapaTtoe, cnocobam ux BBeAeHus1, opMam BbiMycka U pexvMamM 403MPOBaHMS.
B uacTHbix cny4asx MoxeT noTpeboBaTbCs NpeAcTaBrieHMe AaHHbIX Mo
OTAENbHBLIM MOKa3aHusIM, popmMaM BbINycka, crnocobam BBEAEHUSI UMM peXUMam
0031poBaHns Kak otaenbHoro pasgena NOOB ¢ cooTBETCTBYIOLLMM ONUCAHMEM U
aHanu3oM acnekToB npodwmna 6GesonacHocTM M 6e3 noaroToBKW OTAENbHOro
NOOB. TllogrotoBka otaenbHoro [1OOB wMoxeT ObiTb 0OOOCHOBaHa B
NCKIOYNTENBHBIX Crydasx (Hanpumep, Npu Hanm4mMm oopMbl BbiMycKa C NOSIHOCTLI0
OT/IMYHBIMM NOKa3aHUSMMN K MeOULMHCKOMY NMPUMEHEHWNIO [ aHHOMo NieKapCTBEHHOro
npenaparta oT Apyrmx ero qopm Bbinycka).

8.4. Copepxanue NOOBb



8.4.1. NOOB pomxeH BkMOYaTb KYMYNATUBHbIE AaHHble, HayuHas C gathbl
nepBoM perncTpaumm JekapCTBEHHOro npenapata W BblAENATb  HOBYHO
MHGOPMALMIO, MOMYYEHHYIO 3a OTYeTHbIM nepuoa. KymynatueHas wHdopmaums
paccmaTtpuBaeTcs npu NnpoBeaeHun obLen oL eHkn 6e30nacHOCTU nekapCTBEHHOIO
npenapara n MHTErpupoBaHHOW OL,EHKN €ro COOTHOLLIEHMS "nosnb3a - puck”.

MOOB pormkeH BKkMtoYaTb 0606LAKOLLYIO MHGOPMaLMI0 060 BCEX UCTOYHMKAX
Mony4yeHuss  3Ha4YMMbIX  AaHHbIX N0 3ddekTMBHOCTM UM 6e3onacHoCTU
NEeKapCTBEHHOrO npenapara, KOTopble AOIMKHblI YYUTbIBATLCA MPU BbINOMHEHWN
ovyepedHOM OLEHKW COOTHOLLeHWs "nomnb3a - pPUCK" W KOTOpble [OCTYMHbI
JepXaTeno  perMcTpauMoHHOro  yAOCTOBEpeHusl. YKasaHHas  mHdopmauus
BKIMOYaET:

obobuatoLyto  nHopMaumio o0 pesynbratax MeaUUMHCKOro NpUMeHeHUs
rfiekapcTBEHHOro npenapara:

OaHHble CMOHTAHHOTO PENOPTMPOBaHWS;

OaHHble MEAULMHCKON NuTepaTypbl;

OaHHble, MoSy4YeHHbIE B XOAE UCMOSb30BaHNS! aKTUBHbIX METOL4,0B MOHUTOPUHIA
(Hanpumep, aHanmM3 BHYTPEHHUX UK BHELLHUX ©ax AaHHbIX);

curHanbl no 6e30nNacHOCTK, KOTOpbIEe eLle MPOXOAAT PacCMOTPEHNE U OLLEHKY
Jepxareriem permcTpaymoHHOro yaoCTOBEPEHWS;

nHdopMaLMIO, NOMYYEHHYIO OT MAPTHEPOB MO MAPKETUHIY UM AUCTPUDbIOLINK;

06006 WwatoLLy0 MHGOPMALIMIO O KIMHUYECKUX NCCENOoBaHUSIX:

006006LLEHNE AaHHBbIX MPOAOIHKAKLMXCS KIIMHUYECKMX UCCIEAOBAHUIA UMM UHBIX
UCCredoBaHWn,  KOTOpble  BbIMOSHAKOTCA  AepxaTerneM  permcTpaluoHHOro
YAOCTOBEPEHNSA UMM ero npeacTtaBuTernemM, nMbo Obinn 3aBepLUeHbl B OTYETHbIN
nepvog;

OaHHble TepaneBTUYECKOro MPUMEHEHMS UCCregyemMoro JieKapCTBEHHOIO
npenapara;

AaHHble 06cepBaLMOHHbIX UMW ANUAEMMUONOTMYECKNX NCCneaoBaHuUI;

JaHHble  UCCnegoBaHWM MO OUEHKe  UCMOMb30BaHWSA  NeKapCTBEHHOro
npenapara;

JaHHble JOKIMHWYECKMX UCCNea0BaHWA (TOKCUKOMOTMYECKUX U NCCNeaoBaHUA
in vitro);

OaHHbIE KIMMHUYECKUX UCCEAOBaHUM, BbIMOSHAEMbIX NapTHEpaMK OepKaTerns
perMcTpaumnoHHOro yooCTOBEpPEHNss MO pa3paboTke WM pasMELLEHUNI0 Ha pblHKe
nekapcTBEHHOro npenapara;

OaHHble  KIMHWYECKUX WUCCNEedoBaHWMW, B  KOTOpbIX Obifa BbigBreHa
HedocTaTo4Haa TepaneBTndeckasa 3¢pPeKTUBHOCTb, YTO MOXET OKasaTb BIMSAHME
Ha OL|eHKY COOTHOLLEHMS "Mosb3a - pUCK" NeKapCTBEHHOrO Npenapara;

0606 LwatoLLyro MHAOPMaLUo 13 APYrMX MCTOYHMKOB:

AaHHble, MOMNyYEeHHbIE N3 UHBLIX UCTOYHMKOB, MMEIOLLMX OTHOLUEHWE K OLIeHKe
3()PeKTUBHOCTM MMM GE30MacHOCTU NIeKapCTBEHHbIX NpenapaToB aHarormyeckomn
drapmakoTepaneBTUHECKOM pynnbi;

AaHHble uHbIX MOOB wunm otyeTtoB no ©GesonacHocTn paspabaTbiBaeMbiX
NEKApPCTBEHHbLIX  MNpenapaToB  (HanpuMMep, KOHTPAKTHbIX MapTHEPOB WM
MHMLMaTOPOB UCCIEA0BAHWN);

BaXkHY0 MHGOPMALMIO, MOMyYeHHYHo nocrie 3asepLueHunst nogrotoskm NMNOOB.

8.4.2. NMOOB porkeH BKMtOYaTh Criegyrolme pasaenbl:

8.4.2.1. TuTynbHbIW NWCT, BKMOYasd MOAMMCb JMUa, OTBETCTBEHHOMO 3a
noarotoeky NMOOB.

8.4.2.2. Kpatkoe nsnoxenve (pestome) NOOB.

8.4.2.3. Cogepxanue NOOB B TabrmyHom dopmare.

8.4.2.4. BeegeHuve.

8.4.2.5. PernctpaumoHHbIn CTaTyC NiekapCTBEHHOTO Npenapara B Mupe.

8.4.2.6. Mepbl, NpuHATbLIE 3a OTYETHbLIM Nepuod, B CBA3M C MNOCTYNUBLLUMMN
AaHHbIMK Mo 6e30MacHOCTH NEKAaPCTBEHHOIO Npenapara.



8.4.2.7. \ameHeHus1, BHECEHHbIE B CMPaBOYHY0 MHpopMaLuio No 6esonacHocTm
NeKkapCTBEHHOIO npenapara.

8.4.28. OueHka uucna nauneHToB, MOAOBEPIUMXCA  BO3OENCTBUIO
nekapcTBEHHOro npenapara:

a) obllee 4ucno naumeHToB, noaBeEpPrMxcsl BO3AENCTBUIO JlEKapCTBEHHOIO
npenapara B KIMHUYEeCKNX nccregoBaHunsx;

6) obliee 4YMCNO NaLMeHTOB, MOABEPrLUMXCA BO3OEWCTBUIO NeKapCTBEHHOIo
npenapaTa no AaHHbIM ero NPUMEHEHUS Ha pPbIHKe.

8.4.2.9. O606LEeHHble TabnMYHble JaHHbIE:
a) cnpaBoYHas MHGopMaLms;

6) 0606LeHHas WHGOPMaUMs MO Cepbe3HbIM HEeXenaTeNnbHbIM peakuusim,
BbISIBIEHHLIM B XOA€ KIMHUYECKMX UCCIeaoBaHUi;

B) 0606LeHHasa nHgopMaumsa No AaHHbIM MNOCTPErncTPaLMOHHOTO NPYMEHEHUs
NeKkapCTBEHHOIO Npenapara;

8.4.2.10. PesioMe 3HA4YMMbIX [AaHHbIX, MOMYYEHHbIX B XO4€ KIUHUYECKUX
nccrnenoBaHui 3a OTHETHbLIN Nepuog;:

a) 3aBepLUEHHbIE KIMHUYECKME UCCNEAOBaHMS;

0) npogorvkatoLmecs KNMHNYECKMUE NCCNenoBaHUS;

B) ANUTENbHbINA NOCNeayoLMiA MOHUTOPUHT COCTOSIHWS NaLMEHTOB;
r) MHOe TepaneBTUYECKOe NPUMEHEHMEe NEKapCTBEHHOo npenapara;

[) HOBble OaHHble No 6e30mnacHOCTU MpY WCMOMb30BaHUN JIeKapCTBEHHOMO
npenapara B (oMKCUPOBaHHbIX KOMBUHALMSAX [03.

8.4.2.11. [1aHHbIE HEVHTEPBEHLMOHHBIX NCCEe40BaHNN.

8.4.2.12. [laHHble OpYyrvMX KMMHUYECKMX UCCNEQOoBaHWUA MU AaHHble, NomnyYeHHble
13 APYrnX UCTOYHUKOB.

8.4.2.13. [1aHHble OOKNMMHUYECKUX UCCTIed0BaHWUN.
8.4.2.14. /icnonb30BaHHbIE UCTOYHUKU NUTEpaTyphbl.
8.4.2.15. [ipyrve neprogunyeckmne obHoBnNsieMble OTYETLI N0 6e30nacHOCTH.

8.4.2.16. HepgoctaTtoyHasa TepaneBTudeckas a(ppeKTUBHOCTb JleKapCTBEHHOrO
npenapara, yCTaHOBIEHHasi B KOHTPONMMPYEMbIX KIMHUYECKUX NCCedOoBaHUsIX.

8.4.2.17. BaxHaa wnHdopmaums, nonydyeHHasa nocre 3aBepLleHust MOLroTOBKU
MNMoOB.

8.4.2.18. O630p curHanoB (HOBbIE, pacCMaTpMBaEMble 1 3aBEPLLEHHbLIE).
8.4.2.19. CurHanbl 1 oLUeHKa pu1cka:

a) o606 watoLasn nHgopmaums no npobremam 6e3onacHoOCTY;

0) oueHka curHana;

B) OLleHKa PUCKOB 1 HOBOW MHopMaLLmu;

r) XapakTepUCTUKa PUCKOB;

4) 9pPeKTMBHOCTL MEP NO MUHUMM3ALIMM pUCKA (€CITM OHU MPUMEHSNIUCD).



8.4.2.20. OueHka nosnb3bl:

a) BaxHaa 6asucHaa uwHdopMauus Mo  3GEKTUBHOCTU NeKapCTBEHHOTO
npenapara, MofydyeHHasi B XOA4e KMMHWYECKMX WCCReaoBaHuii U NpUMEHeHus B
MeOMLMHCKON NPaKTVKE;

0) HoBas BbIsIBrieHHas uHGopMaums No 3dEeKTUBHOCTU, MOMyYeHHasa B Xoae
KJIIMHUYECKMX UCCIEA0BaHUA U NPUMEHEHUS] B MEOULIMHCKON NPaKTUKE;

B) XapakTepucTyka nosb3bl.

8.4.2.21. VIHTErpupoBaHHbIN aHanu3 COOTHOLWEHUs "nmomnb3a - puck" no
04006 peHHbIM NoKa3aHUsIM:

a) VHTErpMpoOBaHHbIN aHanmM3 B KOHTEKCTE COOTHOLIEHMSI "nonb3a - puck”
(BKMtOYaA MeQULMHCKY0 NOTPEOHOCTL N BaXHble anbTepHaTyBhblI);

0) oueHka nNpouenypbl aHanM3a COOTHOLLEHUST "Monb3a - puck”.

8.4.2.22. 3akmoyeHne OOB w npegnaraemble nocriegywolme OeVCTBUS B
KOHTEKCTE COEeNaHHON OLLEHKN.

8.4.2.23. Mpunoxerusa k NMOOB.

8.4.3. TuTynbHbIN NNCT.

Ha TutynbHOM nncTte gormkHbl 6biTh ykaszaHne Homepa MOOB (MOOB gormkHbl
UMeTb MocredoBaTeflbHyld  Hymepauui), HavMMeHoBaHWe  feKapCTBEHHOro
npenapata, MexayHapogHas Aarta peructpauumM, OTYeTHbIW nepuop (nmbo
yKasaHve Ha BHeoudepeaHou nopsigok nogayun NOOB no 3anpocy ynorHOMOYEHHOrO
opraHa rocygapcTBa-ufieHa), JaTa COCTaBMeHUst OTYeTa, AaHHble aepXarens
PEervcTPaLmMOHHOrO yAOCTOBEPEHUS UM YyKa3aHue Ha KOH(MAEeHLMansHOCTb
nHdopmaumm, BkmntodeHHo B TOOB. TutynbHbin nmuct MOOB pomkeH ObiTb
3aBEPEH NoANMCHH0.

8.4.4. Kpatkoe nanoxeHue (pestome) NMNOOB.

Llenbto KpaTKOro U3roxeHWs coaepxaHnsa sIBNAeTCa KpaTkoe npeacTaBneHve B
0606LLeHHOM Buae coaepxaHus U Hanbornee BaxHON MHOPMaL UK, COCTaBNAOLLEN
MNMOOB. OaHHbIN pa3aen AOMmKeH BKMKOYATh CreayoLLyto MHGopMaLLuo:

BBeLEeHue, ykazaHne HoMepa oTyeTa 1 OTYETHOro Nepuoaa;

HanMeHOBaHWe NeKapCTBEHHOIO npenaparta, apMakoTepaneBTUYECKMIA Krnacc,
MExXaHVU3M AEeNCTBUSA, NMOKa3aHWsa K NpUMeEHeHWto, dopma Bbinycka, [o3a, Cnocod
BBEEHUS;

oLieHKa KyMynsTUBHOIO BO34ENCTBUS B XO4€ KMMHUYECKUX UCCIef0oBaHui;

OoLeHKa WHTepBana noCTPErncTPaLmMoOHHOrO MNPUMEHEHNS U KYMYNATUBHOTO
BO34EWCTBMA 3a 3TOT NOCTPErMCTPaLMOHHBIN NepUOA;

nepeyeHb rocygapcTB, Ha TEPPUTOPUAX KOTOPbIX Ppas3pelleHO MpUMEeHeHue
nekapCcTBEHHOIO npenapara;

0606 weHHas nHopmauus 06 oLeHKe COOTHOLLEHMS "Norb3a - pUCK”;

NpuHATBIE M npefnaraemble OEWCTBUS,, CBA3aHHbIE C acnekTamu npodwmns
6e3onacHOCTW, BKMOYas CYLIECTBEHHbIE W3MEHEHWs, BHECEHHble B OpoLuopy
nccrnepoBaTend Ha 9Tane  KnMHudeckux uccnepgosaHun u B OXJIM Ha
NOCTPErMCTPALMOHHOM 3Tane, UM UHble MePbI MO MUHUMU3aL UM PUCKa;

3aKroyeHve.

8.4.5. Pasgen KpaTKOro U3fOXeHUA  cogepXaHua  oTdeTa  [OSDKeH
conpoBoxaaTtbcsa Tabnmuen cogepxanua NMOOB.

8.5. TpeboBaHusA k copepxaHuto Kaxaoro pasaena NMNoOOb



8.5.1. Pasgen NOOB "Beenenue".

BBeneHue gormkHO cogepaTb CnegytoLLyto MHGopMaLmio:

MexayHapoaHas gaTta peructpaumm, OTYETHbIA nepuog 1 NopsaKkoBbIA HOMep
oTyerTa;

HaMmeHOBaHWe nekapCTBEHHOrO npenaparta, dapMakoTepaneBTUYeCKWn Krnacc,
MexaHVW3M OEeNCTBUSA, NoKasaHWs K NpUMeHeHuto, dopma Bbinycka, [o3a, cnocod
BBEOEHS;

KpaTkoe onucaHwe nonynsuuii, KOTopble MOMy4aloT feYyeHne C Ha3HayeHvem
NeKkapCTBEHHOIO npenapara U ObINy BKIMKOYEHbI B KIMHUYECKME UCCIe00BaHus;

KpaTKoe onuncaHue n pasbsiCHEHME MoOON MMEIOLLEN OTHOLLEHNE K Tpebyemoi
nHdpopmanmm B NOOB, koTopas He Gbinia BkMtoYeHa B nogasaembin [NOOB.

8.5.2. Paspen NOOB "PerMctpauymoHHbIn cTaTyc nekapCTBEHHOrO npenaparta B
Mupe".

B paHHom paspgene NMOOB pgomkHa ObiTb NpepcTaBneHa kpaTtkas o630pHas
nHGopMaLMs, BKMOYalWAsA AaTbl MEepBUYHbLIX permcTpauui B rocyoapcTsax,
0400peHHbIe NOKa3aHWs K NMPUMEHEHWIO, 3aperncTpupoBaHHbIe d)opMbl Bbinycka U
[03MPOBKM C yKazaHMeM LENCTBYIOLLMX percTpaumn Ha gaty nogrotoskn NOOB.

8.5.3. Pasgen MNOOB "Mepbl, NpuHATbIE 3a OTYETHLIN NEpUoa, B CBA3N C
AaHHbIMKM Mo 6e30nacHOCTM NIEKapCTBEHHOIO npenapara”.

B pasgene npeactaBnsieTcsi ONMCaHUE  CYLLECTBEHHBIX Mep, MPUHATBIX
YMONMHOMOYEHHbBIMW OpraHamMy rocy4apcTB-4SIEHOB, AepXKaTenem permcTpaLnoHHOro
YOOCTOBEPEHMS, CMOHCOPOM  KIMHWYECKUX  UCCMELOBaHUA, KOMUTETOM MO
MOHUTOPUHIY U OLEHKE OaHHbIX, KOMUTETOM MO 3TUKE HA OCHOBAHWMW AaHHbLIX MO
©e30nMacHOCTU 3a OTYEeTHbI Nepuod Kak B OTHOLUEHUMW MPOAOIDKAKOLLMXCS
KITMHUYECKNX UCCIEA0BAHUN, TaK U NOCTPErMCTPaLMOHHOIO MPUMEHEHMS, KOTOpPbIE:

oKasanu CylleCTBEHHOE BIMSIHME Ha COOTHOWeHWe "momb3a - pucK"
3aperncTpupoBaHHOIO NeKkapcTBEHHOMO Npenapara;

oKasanu BrusiHMe Ha NpOoBeAEeHWEe KOHKPETHOro KIMMHMYECKOro UccrenoBaHus
U1 B LLENOM Ha Nporpammy KIMHUYECKon pa3paboTKu nekapCTBEHHOro npenapaTa.

B pasgene gomkHbl 6bITb YKazaHbl OCHOBaHUSA A8 NPUHATUS AaHHbIX MEp U
npv Heo6X04MMOCTM 4OMNONHUTENBbHAsE MHGOPMaLMA (NP HaNM4mK).

8.5.3.1. Mepbl, NpuHATbIE B OTHOLUEHUN UWCCrEeQyemMoro JekapCTBEHHOIO
npenaparta, MoryT BKo4aTh:

a) OTKa3 B Bblaa4e paspelleHnsa Ha npoBegeHune KIinHn4ecKoro nccrnenoBaHus
no acnekTam 6e30nacHOCTU NN 3TUYECKNM BOnpocawm;

6) YacTnyHas MM nonHas NPUOCTaHOBKA KIMHWYECKOro MccrneaoBaHus nmnbo
nonHas OCTaHOBKa KIMHMYecKas WCCRnefoBaHUsi paHee MraHMpyemoro cpoka no
NMpUYMHEe BbISIBMEHHbIX AaHHbIX N0 ©e3onacHOCTM WNM  HE4OCTaTO4YHON
TepaneBTUYeCcKon 3¢peKTUBHOCTY;

B) OT3blB MCCredyeMoro IeKapCTBEHHOro npenapata WM npenapara
CpaBHEHVS;

r) oTKka3s B BblAaye paspeLlleHns Ha NpUMEHEHNEe Mo NoKasaHUIo, UccreayemMmomy
B X0de KIMMHUYECKOro MUCCleaoBaHus, BKMoYas A06GPOBONbHLIN OTKas OT nogayu
3as8BMNeHNsa Ha PerucTpaLuio;



4) BBeAEeHMe Mep N0 MUHUMM3ALLMN pUCKa, BKIKOYas:

N3MEHEHWS1, BHOCKMbIE B MPOTOKOIT UCCIEA0BaHNSA 1 06YCNOBIEHHbIE AaHHLIMU
no 6esonacHoCTM wnM  3PeKTUBHOCTM  (Hanpumep, W3MEHEHWe pexuma
O03MPOBaHNS, U3MEHEHUS] KPUTEPUEB BKIIOYEHMS WM HEBKIIIOYEHWS!, BBeOeHWe
OOMONHUTENbHLIX Mep MO MOHUTOPUHIY CYOBEeKTOB MCCreaoBaHusl, orpaHUYeHue
NPOOOIPKUTENBHOCTU UCCIenoBaHus);

OrpaHMYeHns uccregyemon NonynsumnmM Ui NokasaHui K NPUMEHEHNIO:

N3MEHEHMS1 MHCPOPMUPOBAHHOIO COrNacusi, CBA3aHHbIE C acnekTamu npodmns
6e3onacHocTy;

N3MEHEHMS1 COCTaBa fleKapCTBEHHOMO Npenapara;

JononHuTensHoe TpeboBaHMe YNONMHOMOYEHHBIX OPraHOB rOCYOapCTB-YNEHOB
no ocobomy nopsgky npeactaeneHud  uHdopmaumm no  6esonacHocTr
NeKkapCTBEHHOIO Npenapara;

cneumnanbHoe WHAOPMMPOBaHWE Bpaven-uccrieqoBatenenn UM MeauUMHCKMX
pabOoTHUKOB;

NnraHMpoBaHWe MPOBEAEHNS HOBbLIX WCCrEedOBaHUA MO OLEHKe acnekToB
npodmns 6e3onacHocTU.

8.5.3.2. Mepbl, NpMHATbIE B OTHOLLEHUN 3apPErMCTPUPOBAHHOIO JIEKAPCTBEHHOIO
npenapara, BK/oYaroT:

a) oTKas B NpoAneHnn eiCcTBUA PEerncTpaLMoOHHOMO YA0CTOBEPEHUS;
6) NproCcTaHOBKa MIM OT3bIB PErMCTPALMOHHOTO YOOCTOBEPEHWS;

B) BBEAEHME MnaHa No MUHUMM3ALLIUM PUCKa, BKIOYas:

CYLLECTBEHHbIE OrpaHMYEeHUss B pacrnpoCTpaHEeHUM unuM BBeOEHVE WHbIX Mep
MWUHUMU3ALLUM PUCKA;

cywecTtBeHHble nsmeHeHna OXJIM, koTopble MOMyT MOBMMATL Ha NporpaMmy
pa3paboTky, BKMOYas OrpaHWYEHUst MOoKa3aHWM K Ha3Ha4YeHuto wunu  rpynn
naumMeHTOoB, KOTOPbIM Ha3Ha4YaeTCs NekapCTBEHHBIN Npenapar;

cneymnansHoe MHGOPMUPOBaHUE MEAULIMHCKUX PabOTHMKOB;

TpeboBaHMe YMOMHOMOYEHHbLIX OpraHoB rOCyAapCTB-YNIEHOB MO MPOBEAEHUIO
NoCTpPerncTpaLMoHHOro UccrneoBaHus.

8.5.4. Pasgen NOObB "N3meHeHUs, BHECEHHbIE B CNPaBOYHY MHOpMaL Mo no
©e30nacHOCTU fnekapcTBEHHOrO npenapaTta”.

B paHHOM pasgene nepeuvncrngeTcsa mHdopmaumss 060 BCeX CYLUECTBEHHbIX
M3MEHEHMSX, BHECEHHbIX B CNPaBOYHYlD WHGOpMauuMio no GesonacHoCcTH
NeKapCTBEHHOrO Mpenapata 3a OTYeTHbI nepuod. [aHHble CyLeCTBEHHbIE
M3MEHEHMSA BKMOYalOT B Ccebs M3MEHeHuss B pas3genbl  NPOTMBOMOKa3aHWn,
NnpenocTepexeHnin, ocobbiX yKasaHwi, AOMOSHEHWe MHopMaUnen O Cepbe3HbIX
HeXxenaTernbHbIX peakLmsaX, HeXenaTenbHbIX peakumsax, NpeacTaBnsowmx ocobblii
WHTEPEC, peakuusx B3auMOOENCTBUS, BaxHble AaHHble MNPOAOITKAOLLMXCA W
3aBEPLUEHHbIX KIIMHUYECKUX WUCCMeqOBaHWA, BaXHble [aHHble AOKIMHUYECKMX
uccriegoBsaHun (Hanpumep, nsydeHue KaHueporeHHocTh). MHdopmaums 0 AaHHbIX
N3MEHEHMNAX OoMmkHa ObITb NpeacTaBneHa B COOTBETCTBYOWMX pasaenax NOOb. B
npunoxeHun k NOOB gorrkHa cogepkaTbCa BEPCUSI CNpaBoYHOM MHGOpPMaLMn No
©e30nacHOCTH NekapCTBEHHOrO npenapata ¢ COOTBETCTBYOLLMMN N3MEHEHNSIMU.

[epxatens  perucTpauMoHHOrO  YAOCTOBEPEHUs  Takke npeacTaBnsier
MHGOPMALMIO O BHECEHHbIX M HaXOOSLMXCA Ha 3Tane BHECEHUS U3MEHEHUSAX B
OXJMM Ha ocHOBaHWMM OOHOBMEHHOM BEPCUM OCHOBHOW WHdOpPMaLMM MO
©e30nacHOCTN AepxaTens perMcTpaumoHHOro yYOO0CTOBEPEHNS C NpeacTaBneHnem
€e B MNPUIIOKEHNN.



8.5.5. Pasgen NOOB "OueHka 4Yncna naumeHToB, NOLBEPIrLUMXCS BO3LENCTBUIO
nekapcTBEHHOro npenapara'.

NMOOB pomkeH cogepxaTb TOYHYKD OLEHKY 4ucria MauMeHTOB, KOTopble
noaBeprinucb BO3OENCTBUIO NEKAPCTBEHHOO nNpenapaTa, BKkrovas Bce AaHHble 00
obbeMe nMpodaX W KONMMYEcTBE HasHayeHWid. [laHHas oueHka [ormkHa
COMNPOBOXOATbCSA KAa4YeCTBEHHbIM W KONMMYECTBEHHbIM aHarnM3oM MNPUMEHEHUs B
peanbHOM MEeAUMLMHCKOM NPaKTUKEe C yKasaHWeM TOro, Kakmm obpasom 3TO MOXET
oTnmMyaTtbCa OT OJO0OPEHHOro MNPUMEHEHWS,, OCHOBbLIBAsiCb Ha BCEX [OaHHbIX
OOCTYMHbIX AepXaTemnto pPerncTpaumoHHOrO YAOCTOBEPEHUS W pesynbTaTax
HabnogaTenbHbIX WCCNEQOBaHUA MO OLEHKE MWCMONb30BaHUS JIEKapCTBEHHOMo
npenapara.

B paHHOM pasgene pommkHa ObiTb npeacTaBrieHa oOueHka obbema u
XapaKTepuCTUKX  MOMynsauuW, NOABEPrIENCss BO3AEWCTBUIO  JIEKAPCTBEHHOIO
npenapata (BKMOYas KpaTKoe OnucaHue MCMofb3yeMoro Afisi OLEeHKM MeToaa U
yKa3aHus HeoCTaTKOB UCMOMb3yeMOro MetToaa).

CornacytoLmecs MeToabl NO OLEHKEe BO3AENCTBUS Ha CyObekTa Uin naumeHTa
OOJPKHBI Mcnonb3oBaThCcsl BO Becex pasgenax NOOB ana ogHoro nekapcTBEeHHOro
npenapata. Ecnm ymecTHON sIBNsieTCsl 3amMeHa MCMOMNb3yeMoro MeToda OLIEHKM,
oba mMeToda M pacdeTbl MO HUM [OIkHbl ObiITb npeacTaBneHsl B MOOB c
00bsACHEHNEM 3aMeHbl.

8.5.5.1. Tlogpasgen [NOOB "O6wee 4MCcno NaUWEHTOB, MNOABEPILLUMXCS
BO34ENCTBM1IO NIEKapCTBEHHOrO npenapaTta B KIMHUYEeCKUX nccreqoBaHmsx".

HaHHbin nogpasgen MOOB gorkeH cogepXaTh CReayowyto MHGopMaumio o
naumeHTax, BKIMOYEHHbIX B KIMHMYECKME WccrnenoBaHust  (pekomMeHayeTcs
ncnonb3oBaTh TabNM4HbIN dropmar):

a) KyMynaTMBHOE 4MCIIO CYOBEKTOB WCCMEeQOBaHUsi, BKIMOYEHHbIX B
NPOAOITKAIOLLMECS U 3aBEPLUEHHbIE KMMHUYECKME UCCMNEAOBaHWS U NOOBEPILUMXCS
BO3JENCTBMIO UCCMEQyeMOro nekapcTBEHHOro npenapata, nnauyebo u  (nnm)
aKTMBHOTO Mpenapata CpaBHEHUss C MexayHapoaHoW pfatbl  ofobpeHus
pa3pabaTbiBaeMOoro nekapcTBeHHOro npenaparta. [ns nekapcTBeHHbIX NpPenapaTos,
ONMTENbHOE BpeMsi Haxogswmxcs B obpalleHun, YykasaHHas [geTarnbHas
nHcpopMaLMs MOXET OblTb HEQOCTYMHA;

6) 6onee geTanbHas KyMynsSTUBHAA MHoOpMaLUA O CyGbeKTax UCCrneaoBaHus,
NOABEPILLMXCS BO3OEWCTBUIO (MpYU HamMumMu) (Hanpumep, CrpynnupoBaHHas mno
BO3pacTy, Norly, pacoBOW NPUHAATIEXHOCTM MO BCel NporpaMmmMe pa3paboTki);

B) BaXHble pasnnyms Mexay UCCNeLoBaHUSIMU B OTHOLLEHUN Ha3Ha4YaeMbIX 403,
nyTel BBeAEHWUS, NOATPYNN NaLeHTOB;

r) B crny4ae ecnm KnMHU4ecKkme UccreqoBaHus MPOBOAMMMCH Ha 0COBbIX rpynnax
nauMeHToB (Hanpumep, OepeMeHHble XEHLUMHbI, MauMeHTbl C  HapyLeHUSIMU
byHKLUMX  MOYEeK, TMNeYeHW, CepaeyHO-COCYAUCTON CUCTEMbI, MauueHTbl C
KIMHUYECKN  3HAYMMbIM  FE@HETUMECKMM  MONMMopdomM3mMoM), OOMKHbI  ObiTb
npeacTaBreHbl AaHHble O BO3OENCTBUM;

4) NpY HanmM4YMn CYLLECTBEHHbLIX PasfM4YMin Mo BPEMEHW BO3AEWCTBUS MexOy
cybobekTamu, paH4OMU3NPOBaHHLIMU Ha nony4yeHune nccrneayemoro
nekapcTBEHHOro Npenaparta wunu npenapara CpaBHEHWs!, UMM HECOOTBETCTBMIN MO
NPOAOITKUTENBHOCTN  BO3AEVUCTBUA  MeXAY KIMHUYECKUMU  UCCIEA0BaHMAMMU
HeobXoQMMO NPOBECTU OLLEHKY BO3OENCTBUSI B BbIPaXEHUM CYOBLEKT-BpEMS
(naumMeHTo-aHn, -MecsLbl UNn -rogbl);

€) [aHHble O BO3AENCTBMM WCCMegyemMoro npenapara Ha 340pOBbIX
0obpoBONbLEB MOIYT WMMETb MEHbLUYIO 3HAYUMOCTb Af1 OLUEHKM npodomns
©e30nMacHOCTN IEKapCTBEHHOIO CpeacTBa B LENOM B 3aBUCMMOCTM OT Tuna
HabnogaeMbiX HexenaTernbHbIX peakuuid, B OCODEHHOCTM €ecnv  MauWeHTbI
NnoABepralTcs BO34eNCTBUO eanHUYHON 403bl. [logo6Hble faHHble AoMmkHbI ObITh
npencTaBneHbl OTAENbHO C NOSACHEHMAMM (NMPU HEOBXOAUMOCTN);



X) B cnyyae ecnm B 000OLLEHHON MHGOPMaLMN O HexenaTenbHbIX peakumsix,
BbISIBIIEHHbIX B  X04€ KIMHWYECKUX WCCIEAOBaHWIA, YKasaHbl CepbesHble
HexenaTerbHble  peakuuMu, [OOMMKHO OblTb MO BO3MOXHOCTM  cAenaHo
COOTBETCTBYIOLLEE YKa3aHUE MO OLLEeHKE BO3AENCTBUS HA NaLMEHTa;

3) nOns  onpedeneHHblX 0co00 BaXHbIX  KIMHMYECKMX  UCCIeOoBaHuWi
aemorpadmyeckasl XapakTepucTvka MauMeHTOB [oibkHa ObiTb NpeacTaBreHa
OTAENBHO.

8.5.5.2. Tlogpasgen TOOB "OOwee u4MCNO MALMEHTOB, MOOBEPILUMXCS
BO3EMCTBMIO NIeKapCTBEHHOIo npenapata, No AaHHbIM ero NPUMEHEHUS Ha PbIHKE".

Mo BO3MOXHOCTM [OMKHbI ObiTb NpeacTaBneHa OTAenbHas  oOleHKa
KYMYNSTMBHOIO BO3OEWCTBMA (HaYuMHas ¢ MeXayHapoA4HOW AaTtbl perncTpauum) m
BO3OEVCTBMA 3a onpefeneHHbI MHTepBan (C AaThl OKOHYaHWa cbopa AaHHbIX Mo
npegwecteyowemy [1OOB). B pasgene [omkHO ObiTb NpuBeAEHbl OLEHKa
KonnyecTBa MauUMEHTOB, MOABEPrLUMXCH BO3AEWCTBUIO, U METOAd, C MNOMOLLBIO
KOTOPOro BbIMOMHAMMCEL onpeferneHve M oueHka. [omkHo 6bITb npegcTaBneHo
oboCcHOBaHMe, ecnM HEeBO3MOXHO MPOBECTW pacyeT uYucra nauMeHToB,
nogBepriumxcs Bo3dencTBuMio. Ecnm HEBO3MOXHO BbINOMHWUTL OLEHKY YuMchna
naumeHToB, AOMMKHbI ObITb NpeacTaBrieHbl anbTepHaTVBHbIE BapUaHTbl OLLEHKU C
yKaszaHnem MeToda WX BbINOMHEHUs. ArbTepHaTUBHbIMU MOKasaTensMu OLLEHKU
BO3[ENCTBMA SABMSAIOTCA MoKasaTeNb nauMeHTo-gHen U YUCIIO0  HasHadYeHui
(BbIMUCbIBaHWN). TONMbKO B TEX Cryvasx, Korda AaHHble nokasaTeny HeOOCTYMHsI,
MOXeT ObITb MCMoOMb3oBaHa oOLeHKa O0bemMa MpoAax, BbIPAXEHHAsk B BECOBbIX
eavHuLax v posax. MoxeT ObiTb NPUMMEHEHa KOHUEeNuus YCTaHOBIIEHHOM
cyTtoyHoun 0o3bl (Defined Daily Dose, DDD) ans nonyyeHns AaHHbIX O BO3AENCTBUU
Ha naumMeHToB.

[aHHble 0 BO3oenCcTBMN A0MmMKHbI BbITb NPYBEAEHB! NO CNeayoLWMM KaTeropmsam
MCMonb30BaHWA ekapCTBEHHOro npenapara:

8.5.5.2.1. TMocTpernctpaunoHHoe NpUMEHeHNe (3a UCKIYEHUEM KIUHUYECKUX
nccrenoBaHni).

HomkHa OblITb npeacTaBreHa ob6was oueHka. [laHHble OOoMmKHbl  ObiTb
npeacTaeneHbl ¢ pa3buBkon Mo Mosy, BO3pacTy, MokasaHuam, gosam, copmam
BbIMyCKa M permoHam, ecrm 370 NpuMMeHMMo. B 3aBMCMMOCTM OT nekapCTBEHHOIO
npenaparta vHble nepeMeHHble MOryT ObITb NpMBEAEHbI, Kak 3HaYUMble (Hanpumep,
YUCIO BbINOMHEHHbBIX BaKUMHALMKA, Crnocob BBeAEHUS U MPOAOIPKATENBHOCTb
neveHuns).

B cnyyae ecnm 6bina BbisiBNeHa cepusi COODLUEHWMI O HexenaTesbHbIX
peakuuax, npegnonararolias Hanvdmue curHana, AOMmkHbl ObiTb MO BO3MOXHOCTU
npeacTaBneHbl [aHHble MO BO3LAENCTBMKO FIEKApCTBEHHOrO Mpenapara Ha
COOTBETCTBYHOLLYIO NOArPYNMy NauMeHToB.

8.5.5.2.2. MNocTperncTpaLnoHHOE NPUMEHEHKE Y 0COBbIX NMOMYNALMOHHbLIX Py,

B cnyyae ecrnv Ha nocTperMcTpauMoHHOM 3Tarne nekapCTBEHHbIV npenapat
UCMomnb3yeTcsl y 0COBbIX MOMYNSALMOHHBLIX TPYMM, OOMKHbI ObiTh NpeacTaBneHsbl
AOCTynHas uHopMauns O KyMyNMSTUBHOM YMClie NalueHTOB, MOoABEepriUMXCS
BO3[1E€MCTBUIO, U UCMNONb3yeMblit MeTod pacdeTa. VICTOYHMKM 3TUX AaHHbIX MOryT
BKMOYaTh HENHTEePBEHLINOHHbIE nccrnegoBaHus, paspaboTaHHble
HernocpeaCcTBEHHO [ANA  NOMyvyeHWss [aHHbIX MO  0CoObIM  MOMYMALMOHHBIM
noarpynnam, BkIodas permcTpbl. Monynsuum, BKIOYaeMble B OLLEHKY MO AaHHOMY
pasgeny, BKIOYaloT B TOM YKCHIE CrieytoLlee:

a) negmaTpudeckas nonynsuus;

0) nonynsauma NoXunoro BO3pacTa;

B) XEHLLWHbI B neproa 6epeMeHHOCTU U KOPMIIEHUS;

r) NauMeHTbl C HapyLLEeHNSIMM PyHKLLMM NeYeHn N (Mn) NoYex;

A) NaLMEeHTbI C MHOW BaXHOW COMYTCTBYIOLLEN NaTornornen;



e) nauneHThl, cTeneHb TSKecTu 3aborneBaHud KOTOpPbIX OT/M4Ha OT
nccrieayemMon B Xoae KNMHUYeCKMUX NCCeqoBaHuni;

) cyGnonynauum ¢ HOCUTENbCTBOM reHETUYECKOro NonMmMmopdmnama;
3) NauMeHTbl C MHOW PacOBOMN UM 3THUYECKON NPUHAANEXHOCTbIO.

8.5.5.2.3. OcoBeHHOCTU NPMMEHEHUS NTeKapCTBEHHOIO nNpenapara.

B cnyyae ecnu pepxatentio perMcTpaumoHHOrO YAOCTOBEPEHUS CTaAHOBUTCS
M3BecTHa WHdopMauusa o6  onpedeneHHbIX  0COOEHHOCTAX — MPUMEHEHMS
NekapcTBEHHOrO npenaparta, [AO/iKHO OblTb MNpUBEOEHO OMMCaHUe OaHHbIX
ocobeHHoCTelN 1 caenaHa COOTBETCTBYIOLLAS OLEeHKa U HTeprnpeTauns AaHHbIX Mo
BesonacHocTu. K yncny Takmx ocobeHHOCTEN OTHOCUTCA B YaCTHOCTU MPUMEHEHME
NEKaApCTBEHHOrO npenapata B MEOWUWHCKOM MPaKTUKE MO MOKa3aHusM, He
BKIMOYEHHBIM B 4YMCNO Of0OpeHHbIX. ECnv umetoTca cooTBeTCTBYOWLME OaHHbIE,
JepxaTternb perMcTpaumoHHOro yAOCTOBEPEHMS MOXET caernartb KOMMEHTapui o
TOM, HaCKOMbKO [aHHOEe MpUMEHEHVME MOOLAEPKMBAETCS  KIMHUYECKUMU
npoTokonamn, [AokasaTenbHon ©0as3oM  KIMMHWMYECKUX  UCCnegoBaHuin  nnbo
00YyCIOBEHO OTCYTCTBMEM B LIENIOM 3apErMcTpMpoBaHHbLIX anbTepHaTuB. [ormkHa
ObITb NpeaAcTaBieHa KOMMYECTBEHHAsA OLeHKa 06bema A4aHHOro NPUMEHEHUS Mpu
HanNMYUM NOA0OHbIX AaHHbIX.

8.5.6. Pasnen NOOB "O600LweHHble TabNMYHbIE AaHHbIE".

Llenbto panHoro pasgena [MOOB saBnsetca npeacTtaBneHne AaHHbIX O
HeXenaTerbHbIX peakumsaX W SABMEHUSAX, BbISBMEHHbIX B XOA4E KIMHWYECKUX
uccregoBaHMn, B ¢opMe 000OLWLEHHbIX TabrmuyHbIX AdaHHbIX. [epxatenb
perMcTpaunoHHOrO yAOCTOBEPEHUS MOXET MNPUMBECTU OMpeneneHHble acnekTbl
AaHHbIX B rpadmyeckoM BUAE C Lenbio 0bner4eHns BOCNpUATHS Y NOHUMaHKS.

OTHeceHMe curHana K 4YUCIly Cepbe3HblX HeXenaTenbHbIX peakunun B
0600 LLEHHbIX TABNMMYHBIX AAaHHBLIX AOIMKHO COOTBETCTBOBATL KraccudmKau My 3Toro
CUrHana no pesynbtatam OLEHKN MHAMBUAYarnbHbIX COOOLLUEHNI O HexenaTenbHbIX
peakumax C  WCMOMb30OBaHMEM  KPUTEPUEB  CEPbE3HOCTW,  YCTaHOBIEHHbIX
3aKoHO4aTeNbCTBOM rOCYOQapCTB-YNEHOB M MEXOYHApOA4HbIMWU [OroBopamMn U
akTamu, cocTaendlowmMmm npaBo Coto3a. OueHka Ccepbe3HOCTU He [OoIpkHa
N3MEHATBLCSA MPW NOATOTOBKE AaHHbIX Ans BktoveHusi B NMOOB.

8.5.6.1. MNMogpasaen NMNOOB "CnpasoyHas nHbopmauns".

B paHHoM noppasgernie  ykasbiBaeTCs  Bepcus TEPMUHOMOTMYECKOro
knaccudmkaTopa, MWCMOMb3yeMoro Ans aHanmsa HexenaTernbHbIX SBAEeHUA |
peakuuin.



8.5.6.2. Tllogpasgen [MOOB "OGoOweHHas wHdopMaunss MO Cepbe3HbIM
HexenaTerbHbIM peakLuMsiM, BbISIBIEHHbIM B X0A€ KIMHUYECKUX UCCeaoBaHmin'.

B paHHom nogpasgene MNOOB pgomkHo ObITb NpvBegeHo 0GOCHOBaHME MO
NPUINOXEHUIO, KOTOPOE BKIOYAET KYMYNSITUBHbIE 0006 LWEHHbIe TabnMyHble AaHHble
Mo cepbe3HbiM HexenaTerlbHbIM SIBNEHUsIM, KOTopble OblfM BbisiBiEHbI B Xode
KIIMHWYECKNX WCCIEAOBaHWIA, OpPraHM3oBaHHbIX OepxaTenem perncTpaLnuoHHOro
YAOCTOBEPEHUS, HAYMHasi C MeXayHapoaHoM AaTbl ogobpeHns pa3pabaTtbiBaeMoro
NeKapcTBEHHOrO npenapaTta [0 AaTbl OKOHYaHMsA cbopa [aHHbIX Mo TeKylemy
MNMOOB. Oepxatenb perncTpaLuoHHOTO YAOCTOBEPEHUS] OOITKEH AaTb OO BACHEHMSA
Mo BCEM WCKIOYAEMbIM AaHHbIM (Hanpumep, AaHHble pe3ynbTaToB KIMHUYECKOro
nccneaoBaHns MOryT ObiTb HEAOCTYMHbI HA MPOTSHXKEHUN HECKOMbKMX NET). [JaHHble
B TabrnmyHom dopMe [oikHbl ObiTb  CrpynnupoBaHbl B COOTBETCTBMM C
Knaccu@UKaUMOHHLIM  OTHECEHMEM  HeXemnaTenbHbIX peakuuint Mo  opraHo-
CUCTEMHBIM Krlaccam A1 UCCIie4yeMoro fiekapCTBEHHOMO npenapara, a Takxe ans
npenapatoB CpaBHeHUst (aKkTWBHbIX W nnauebo). Korga 910 sBRsieTcs
LenecoobpasHbIM, AaHHble AOMKHbI OblTb NPeACTaBeHbl B IPYNNMPOBaHHOM BMAE
Mo KIMHWMYECKUM UCCredoBaHMsIM, MOKa3aHusiM, NyTsiM BBEAEHUS U UHbIM
NnepeMeHHbIM.

[ormkHbl ObITb PaCCMOTPEHbI CreayHoLLME acnekThbl:

NpencTaBreHne OLEHKM  MPUHMUHHO-CIIEACTBEHHOM CBS3UM MO PeOKuM
HexenaTernbHbIM peakunsam. CrieayeT NpeacTaBnsaTb AaHHbIE 060 BCEX CEPbE3HbIX
HexenaTenbHbIX ABIMEHNAX O UCCNeayeMoro fiekapCTBEHHOrO npenaparta v ans
npenapaTtoB CpaBHEHMS (aKTUMBHbIX 1 Nrauebo) ¢ TeM, YTOObl Oblfia BO3MOXHOCTb
caenatb rpynrnoBoe CpaBHEHWE, B TOM YMUCIle B OTHOLUEHUM YacToThl. [lonesHbIM
SABNSETCS npeacTaBneHne AaHHbIX, OTpaXxatollee B3aMMOCBSA3b HasHa4YaeMowm 403bl
N 4YacToThl;

0600LLEHHble Tabnn4yHble AaHHble JOIPKHBbI BKMoYaTh Kak ocrenneHHble, Tak U
pasocrenseHHble AaHHbIE O CEPbE3HbIX HeXenaTernbHbIX ABMEHUAX B KIMMHUYECKUX
uccriegoBaHusx. PasocnenneHHble gaHHble MoryT ObiTb NpeacTaBneHbl MO
pesynbTataM  3aBEPLUEHHbIX  KIMHWYECKUX  WCCNEQOBaHUWA U OTAENbHbIM
MHAMBUAOYANbHLIM CIy4asiM, KOTopble Obli pasocriensieHbl Mo OnpenerieHHbIM
npuymHam (Hanpumep, MO acnektam 0e30MacHOCTU WM AN BbINOMHEHWS
TpeOOoBaHUA He3aMeanMTENbLHOrO  pPenopTupoBaHust). CroHCOpPbI  KIIMHUYECKOro
nccrneaoBaHus U AepkaTeny PermcTpauMoHHbLIX YOOCTOBEPEHUA HE BbIMOSHSOT
pa3socrenneHne HenocpeacTBeHHO B ¢BsA3M ¢ noarotoskon MNOOB;

onpedeneHHble HexenaTteSlbHble peakuum MOryT OblTb  UCKIOYMEHbl U3
obobuwatowen uHdopMaumMnm, HO BCe MNOAOOHbIE  UCKMHOYEHUS  [OOMKHbI
obocHoBbIBaTbCst B NMOOB. Hanpumep, HexenaTternbHble peakuuun, koTopble 6binn
onpenerneHol B NMpoTOKONEe  Kak  MCKIo4varowmecs u3 npoueaypbl
He3aMea MTENbHOrO PENOPTUPOBaHNS U TOMbKO BKItoYaemble B 0Oy 6asy
AaHHbIX MO NPUYMHE TOro, YTO OHU SABMSAOTCS NPUCYLLMMM LIENEBON NONynsaunm um
COBMafaloT C KOHEYHbIMM TOYKaMMW.

8.5.6.3. [logpasgen TlOOBE "OGoOweHHas wHGopMauMs MO  AaHHbIM
NOCTPEerMcTpaLMOHHOrO NPUMEHEHNS NieKapCTBEHHOrO npenaparta”.

B paHHom pasgene MNOOB npegctaengeTca 060CHOBaHWE MO MPUMOXEHMIO,
BKMOYarowemy B TabnuyHon dopme obobuiaowme faHHble O HexenaTernbHbIX
peakumsax KyMynsTUBHO 3a BeCb Mepuog W 3a OTYETHbIM nepuod, OT Aatbl
MeXOYHapOA4HON perMcTpaumu nekapCTBEHHOro npenapaTta Ao AaTbl OKOHYaHWs
cbopa faHHbIX, BKIHOYaTCS CBEAEHWUSI O HEXenaTernbHbIX peakuusX, Nony4eHHbIX
B XOO€ HEWHTEPBEHLMOHHbIX WCCREAOBaHWUA U CMOHTAHHOMO PENOPTMPOBAHMS,
BKMOYasi [daHHble OT MeAUUMHCKUX W dhapMaueBTUYecKux pabOoTHUKOB,
noTpebutenen, MNaUNEHTOB, YMONMHOMOYEHHbLIX OPraHOB rOCY4apCTB-YSIEHOB U
OaHHbIX, OnybnmMKoBaHHbIX B  MeAMUMHCKOM nmTepatype. CepbesHble U
Hecepbe3Hble HexenaTerbHble peakuuM OOMmMKHbl OblTb NpPeacTaBneHbl B
oTAenbHbIX Tabmmuax. B Tabnmue AaHHble AomkHbI ObITb pacnpeaeneHbl CornacHo
Knaccugmkaumm no opraHo-coyHKUMOHanbHbIM - knaccam. Mo ocobo  BaxHbIM
acnektam npodwmna ©e3onacHocTU MoryT ObiTb NpencTaBreHbl OTAENbHbIE
Tabnmubl HexernaTenbHbIX peakuun C rpynnMpoBaHNEM AaHHbIX MO MOKa3aHUsM,
cnocoby BBeAEHMS N MHBIM NapamMeTpam.



8.5.7. Pasgen MNOOBE "PeslomMe 3Ha4YUMbIX [AaHHbIX, MOMyYEHHbIX B XoA4e
KITMHUYECKNX UCCIIEA0BaHUN 3a OTYETHbIN Nepuoa”.

B npuwnoxenun K gaHHOMY pasgeny  gepxatenb  permcTpauuoHHOro
YAOCTOBEPEHNA [OOSDKEH MpeacTaBUTh  MEPEeYUCriEHME  OpPraHM30BaHHbIX WM
WHTEPBEHLIMOHHbLIX KIMHUYECKUX UCCreadOoBaHWiA, KOTopble Obinn 3aBepLUeHbl Mu
NpPOOOIPKAOT  BbIMOMHATECA B OTYETHbIA Mepuof, C  LUenbio  BO3MOXHOCTU
noeHTUMKaunn, XapakTepUCTUKU N KONMYECTBEHHOW OLEHKU YPOBHS PUCKOB,
noaTeBepxaeHns npodmna 6e30MacHOCTM NEKApCTBEHHOTO Npenapata UM OLEHKN
3hEeKTMBHOCTN MeP MO MUHUMMU3ALLUM pUCKa.

Mo BO3MOXHOCTM OaHHble criegyeT pas3duTb Ha KaTeropum no foroBoMy U
BO3PacTHOMY Mpu3HaKy (B OCOOEHHOCTM B3pOCMYHD WM OETCKY Monynsaumu),
nokasaHusimM, pexumam JO3UPOBaHUS U PEMMIOHaM.

CwurHanbl, BbiIBMEHHbIE B XOAE KIMMHUYECKUX WCCIeaoBaHUM, OOMMKHbI ObIThb
npeacTtaefeHbl B TabrmyHon dopme B pasgene NOOB "O63op no curHanam:
HOBblE, HaxoasLmecs B paboTe unmn 3aBepLueHHbIe". [TpoBoanTCS OLEeHKa CUrHaroB
Ha NpegMeT OTHECEHMSA UX K NOTEHLMarbHbIM UM MOEHTUGMLIMPOBAHHBIM PUCKaM.
Puck gorkeH ObiTb OLEHEH M xapakTepu3oBaH B nogpasgenax NMNOOBb "OueHka
pPUCKOB U HOBOM MHopMaLmMn” 1 "Xapaktepuctmka puckos".

B panHom pasgene MOOB pomkHa ObiTb npeacTaBneHa ob6obLatowas
MHGOPMAaLUA O KIMHUHYECKM BaXKHbIX AaHHbIX N0 3dEeKTUBHOCTU U 6e30nacHOCTH,
NOMyY€eHHbIX N3 CreayrLLMX UCTOMHUKOB 3a OTHETHbIN Nepuog;

8.5.7.1. MNogpasnen NOOL "3aBepLUeHHbIEe KITMHUYECKNe UccrneaoBaHus”.

HaHHbin nogpasgen NMOOB porkeH NpedcTaBnsaATb KpaTKyl MHAopMauuio o
KIMHUYECKN BaXHbIX AaHHbIX MO 3dEKTUBHOCTU N BE30MaCHOCTU, NMOMYYEHHbIX B
pe3ynbTate 3aBepLUEHHbIX 3a OTYETHbLIN NEepuoq KIMHUYECKUX WUCCrenoBaHuN.
[aHHas nHdopmauns gorkHa OblTb NpeacTaBreHa B CXaToM Buae unm B oopme
cuHoricuca. OH MOXET BKMYaTb MHAOpMauuo, KoTopasi MOATBEPXKOAET WU
onpoBepraeT paHee MAeHTUMLMPOBaHHbIE CUrHanbl No Ge3onacHOCTU, a Takke
JoKasaTenbcTBa MO HOBbIM CUrHanam no 6e3onacHoCTu.

8.5.7.2. Mopgpaszaen NOOB "Mpogorrkatomecst KNMHUYECKne nccnegosaHms”.

B cnyyae ecrnm pgepxaTtento perMcTpaumMoHHOrO YAOCTOBEPEHUS CTAHOBUTCS
M3BECTHA Kakasa-nbo KIMHUYECKN BaxkHas MHpopmauusi, kotopas Gbina nomny4veHa
B XO4€ NPOOOSTKAaOLMXCS KIIMHUYECKUX UCCIEAOoBaHMIA (HanpuMep, BbisSIBIiEHHas B
XO[e NPOMEXYTOYHOro aHamm3a 6e30nacHoCTM uUnM B pesynbTaTe pasocriensieHns
BbISIBNIEHHbIX CepPbe3HbIX HeXenaTerbHbIX SBMEeHWI), B OaHHOM pasgene [orkHa
ObITb KpaTKO M3MNOXeHa HoBasi MHGopmaums nNo 6esonacHoOCTU. ATOT nogpasgern
Takke MOXeT BKIoYaTb MHAOpMaLUIo, KOTopasa noaTBepXaaeT MM onpoBepraeT
paHee  MOEHTMMUMPOBaHHbIE  CUrHanbl Mo  ©6e3onacHoCcTM, a  Takke
[JoKasaTenbCTBa HOBbIX CUrHanoB no 6e3onacHoCTMW.

8.5.7.3. MNogpasgen NOOB "[nutenbHbIn NOCNEAYHOLMA MOHUTOPUHI COCTOSIHUS
naumeHToB".

Ecnm wumetoTca pgaHHble O  AOnMTENbHOM  nocregylowem  HabnogeHum
MauueHToOB, BKIMOYEHHbIX B KIIMHUMYECKME WUCCreOOBaHus, B nogpasgerne
NpMBOAUTCA  MHGOPMaLMs O TMOMyYeHHbIX B  pe3yfnbrate  AnUTenbHOro
nocrieayowero HabnoaeHnss 3HaYUMbIX C TOYKWU 3peHuss npodwmns 6e3onacHoCTu
OaHHbIX.

8.5.74. Tllogpasgen [OOB "MIHoe  TepaneBTMYECKOE  MPUMEHEHUNE
neKapcTBEHHOro npenapara'.

[aHHbI nogpasgen OOmkeH BKIYaTb KIMMHWYECKU BaXHYH0 MHAopMaumio no
©e3onacHOCTN, MOMyYEeHHYID B pe3ynbrate Apyrux nporpamMm, MpoBeaeHHbIX
Aepxatenem perMcTpauMoHHOrO yOOCTOBEPEHMS, MO chneumanbHbiM MpoTOoKoiaM
(Hanpumep, nNporpaMMbl PacLUMPEHHOrO [OCTYNa, MporpamMmbl MCMOMb30BaHUSA B
CBSI3M C MWCKIIOUYUTENBbHLIMU 0BCTOSATENBCTBAaMM M3 COODPaKEHU COCTpagaHus,
MHAMBUAOYanLHoOro gocTtyna u ap.).



8.5.7.5. Tlogpasgen [IlOOBE "HoBble pgaHHble no 6GesonacHocTU npwu
NCMNONb30BaHUM NleKapCTBEHHOIO npenaparta MKCUPOBaHHbLIX KOMOMHaLMsIX 4o3".

B cnyyae ecnm wuHoe He onpegeneHo  YnoNIHOMOYEHHLIMU  OpraHamm
rocyAapCTB-Y/IeHOB, B OTHOLUEHUM KOMOWHMPOBaAHHOW Tepanuu LOIbkHbl ObiTb
npeacTaBreHbl criefyolme AaHHbIE:

a) B Cfnyvae €eCcfu IeKapCTBEHHbI Mpenapat ofoOpeH OnA Ha3HadeHus B
KayecTBe  KOMMOHEHTa  (MKCMPOBAHHOW  feKapCTBEHHOW  TepanuuM  WUim
MHOFOKOMMOHEHTHOIO pexvMa fekapCTBEHHOW Tepanuu, B noapasgerne OOSHbI
ObiTb  000OWEHbl  BaHble OaHHble No  6e3onacHOCTU  MPUMEHEHMWS
KOMBVHMpOBaHHON Tepanuu;

6) B Cny4yae ecnv neKapCTBEHHbIN npenapaT SBNsSeTCsi KOMOWHMPOBAHHLIM
NEKapCTBEHHbIM MpenapaToM, AaHHblA noapasgen AormkeH obobwaTth BadkHYHO
MHGopMaLMio Mo 6e30MacHOCTM MO KaxkaoMy M3 UHAMBUAYalbHbIX KOMMOHEHTOB.

8.5.8. Pa3gen NMOOB "[JaHHblIe HEMHTEPBEHLIMOHHbBIX UCCeaoBaHNA".

B naHHom pasgene obobLaetcs nHdopmauma no 6€30nacHOCTU U OaHHbIe,
KOTOpble MOfyYeHbl MO  pe3ynbTaTtaM  HEWHTEPBEHLMOHHBLIX  KIMHUYECKMX
nccnenoBaHni (Hanpumep, 06 cepBaLMOHHbIX nccnenoBaHun,
ANUMOEMMONIONMYECKMX  UCCRegoBaHWA,  PEerncTpoB,  NpOrpaMm  akTUBHOTO
MOHWUTOPWHIA), OpraHM30BaHHbIX OEePXaTernemM perMcTpaunoHHOrO Y4OCTOBEPEHUS,
cTanu OOCTYMHbI B OTYETHbIN NEPUOA U BIUSIOT Ha OLLEHKY COOTHOLLEHNS "nonb3a -
puck" nekapcTBeHHOro npenapara. Pasgen gormkeH BKMOYaTb AaHHbIE, MMEHOLMe
OTHOLLUEHME K acnektam npodwmns 6e3onacHoCTM M NofydeHHble Mo pesynbratam
nccrenoBaHniA No OLEeHKE MCMOoNb30BaHUSA NeKapCTBEHHOIO npenapara.

[epxatens permcTpaunoHHOrO  YOOCTOBEPEHUsI [OOIPKEH BKMYaTb B
npunoxeHne k [MOODB nepeveHb BCEX HEWMHTEPBEHLMOHHBLIX WCCIEAOBaHWN,
OpraHM30BaHHbIX AepXaTenem permcTpaLuoHHOro Y40CTOBEPEHUST N BbIMOSTHEHHbIX
C LEnblo BbISIBIIEHUS, XapaKTEPUCTUKU U KONMMYECTBEHHOM OLIEHKM Bbl3blBaOLLMX
onaceHus acnekToB npodwmns ©Ge3onacHOCTW, NOATBEPXOEHUA  Npodmns
©e30nacHOCTN NeKapCTBEHHOrO npenaparta unm oueHkn 3ddbekTUBHOCTM Mep Mo
MWUHMMU3ALUM pUCKa, KOTOpble ObINM BbINOMHEHbI UMM BbIMOMHSOTCS B OTYETHbIN
nepuoa (Hanpumep, NOCTPerMcTpaLoHHbIE UCCreaoBaHNs 6e3onacHoCTy).

OT4yeTbl O CTaguMM BLIMOSIHEHUSA WM UTOMOBblE OTYETHI, KOTOpble Oblnn
NMoAroTOBMEHbl HA MNPOTSDKEHMM OTYETHOro nepuoda, [LOPKHbI BKIOYATbLCA B
npunoxenue k NOOB.

8.5.9. Pasgen MNOOB "[aHHble opyrmx KIIMHUYECKMX NCCIEA0OBAHUN N OaHHbIE,
nony4eHHble U3 ApYrnx UCTOYHNKOB".

B pasgene pomkHa 6biTb 060OLeHa WHOpMauus, KoTopas OTHOCUTCS K
OLEeHKe COOTHOLLIEHMS "norb3a - pUCK" NiekapCTBEHHOro npenapara v normydeHa no
pesynbTataM WHbIX KIIMHUYECKUX WCCReAoBaHMM nMbO nonyvyeHa W3  UHbIX
WUCTOYHMKOB, K KOTOPbIM Yy AepxaTenst perycTpauMoHHOro yAoCToBepeHus Obin
JOCTyn 3a OTYeTHbI nepuog (Hanpumep, pes3ynbTathl  MeTa-aHanM3oB
paHOOMU3NPOBAHHBLIX KIMHUYECKUX WUCCIeAoBaHWMNW, AaHHble no Ge3onacHocTu
napTHepOB No pa3paboTke fiekapCTBEHHOro npenapata v ap.).

8.5.10. Pa3gen NOOBb "[aHHble OOKNMMHMYECKUX UCCTieqoBaHun".

B paspene npencrtaensieTcs o0600wWweHHas wHGopMauMsi O 3Ha4YMMbIX B
OTHOLWEHMN npodmna ©6e30nacHOCTM  OaHHbIX, MOMy4YeHHbIM B pesynbrare
OOKINMHMYECKMX WUCCIEeAoBaHM in vivo u in vitro (Hanpumep, wnccrnegoBaHust
KaHLLEPOreHHOCTW, PEenpoaYKTMBHOMN TOKCUYHOCTU WM MMMYHOTOKCMYHOCTK),
BbIMOSIHAEMbIX WM 3aBEPLUEHHBbIX B OTYETHbIM nepuog. OueHka BNMAHWSA
NonyYeHHbIX OaHHbIX Ha Npodwmrb 6e3onacHOCTU AorbkHa ObITb NpencTaBrieHa B
pasgene NOOB "CurHansl 1 oueHka pucka" u pasgene NOOB "MIHTerpnpoBaHHbIN
aHanuM3 CooTHOLLEHUs "NMofb3a - pUCK” MO 0400 PEHHBIM NoKas3aHKAM".



8.5.11. Pa3gen NOOB "Vicnonb3oBaHHbIE UCTOYHUKW iuTepaTtypbl”.

B pasgene npeactaensetca o6o6LweHHas nHgopmaLms 0 NofyYeHHbIX HOBbIX U
3HaAYMMbIX JaHHbIX N0 B6e30nacHOCTH, KoTopble ObInM oNyonMKkoBaHbI B NpoLleLei
3KCMEPTHYKD  OLEHKY HaydHOMW swmTepatype Jwmbo Obum  nomyyeHbl 13
HeonybrMKOBaHHbIX MOHOrpadmi, KOTOpble OTHOCSATCA K  NEeKapCTBEHHOMY
npenapaty u cTanmm OOCTYNHbl AepXaTernto perMcTpaumoHHOrO yAOCTOBEPEHUS B
OTYETHbIV Nepuroa.

JlntepatypHbii nouck gna nogrotoBkn MOOB pomkeH ObiTb LWMpE, YeEM
nmMTepaTypHbIA MOUCK MHAMBUAOYarbHbLIX COOBLLUEHU O HeXenaTemnbHbIX peakuusix,
MOCKOmMbKY [OOIMKEH BKIOYATb TaKXe WCCREeAoBaHWsl, B Xo4e KOTOpbIX Oblim
OLEHEHbl UCXOAbl C TOYKM 3peHns 6e3onacHoOCTM B Ipynnax CyobLeKToB
nccrieaoBaHus.

Ocobble acnekTbl Npodmns 6e3onacHoOCTN, KOTOPLIE AOIMKHbI NMPUHMMATLCA BO
BHMMaHVe npu noucke MHopMaunmM, HO KOTopble MOryT ObiTb HE BbISIBREHbI Mpu
BbIMOSIHEHMM NOMCKA C LeNblo MOyYeHUs OaHHbIX MO MHAUBMAYAlbHbIM CIy4asm
HeXxenaTerbHbIX PeakLU Wi, BKITHOYatoT:

ucxogbl 6epemeHHOCTM (BKMoYas npepbiBaHWe GepeMeHHOCTH), KOTopble He
COMpPOBOXOAMUCH HeXenaTenbHbIMU NoCneaCTBUAMU;

NPYMEHEHNEe NeKapCTBEHHOMO Npenapara B neguatpudeckoi nonynsaunm;

NPYMEHEHNE NEeKapCTBEHHOro MpenapaTta Mo nporpaMmmamM MCMonb30BaHUS B
CBSI3M C UCKIHOYUTENBbHBIMU OOCTOATENBCTBAMU U3 COODPaKEHUIA COCTPagaHus U
nepcoHanM3npoBaHHbIM NporpaMMamM HasHa4yeHus;

oTcyTCcTBME 3hdPeKTUBHOCTM NIeKapCTBEHHOIO Npenapara;

acuMnTomatmdeckas nepegosvpoBka, HecooTBeTcTBytowee OXIM  un
HenpaBubHOE NPUMEHEHME NIEKapCTBEHHOIO Npenapara;

MEeOMWLMHCKME OLUMOKM, HEe COMPOBOXOABLUMECS Pa3BUTUEM HeEXernaTernbHbIX
ABNEHUN;

BaXkHble pe3yrnbTaTbl AOKIMHNYECKMX UCCIEL0BaHMN.

B cnyyae ecrm 3TO nNpMMEHMMO, B [aHHOM pasfene Takke AoipkHa ObiTb
npoaHanusMpoBaHa nHdopmMaLms o apyrmx aKTUBHbIX BeLleCcTBax
hapMaKkonorMyeckon rpynnbl, K KOTOPON OTHOCUTCS NEKapCTBEHHbIV Npenapar.

8.5.12. Pasgen MNOOBE "[pyrme nepuoguyeckne OBGHOBMSIEMblIE OTYETbI MO
©e3onacHocTH".

HanHbin pasgen MNOOB cosgaeTcss Tonmbko B Tex chyvasx, Korga Mo
[ OrOBOPEHHOCTM C YNOMHOMOYEHHBIMW OpraHamMun rocy4apCcTB-YSIEHOB AepxaTenemM
permcTpaumnoHHOro yaoctoBepeHuss nogrotaenmeaetca 6Gonee 1 NOOB Ha
NEeKapCTBEHHbIN  npenapaTt (B Crydae  NEKapCTBEHHOro  npenapata C
doMKCUPOBaHHON KombuHau men 0os, neKkapCTBEHHOro npenapara c
MHOXECTBEHHLIMU MOKa3aHUSIMM A1 NPUMEHEHUST U (MNK) Pa3nMyYHbIMK hopMamMm
Bbinycka). Kak npaBwurno, gepxarternb perMcTpaumoHHOrO yAOCTOBEPEHUS LOIPKEH
nogrotoButb 1 MOOB Ha 1 gencrteylolwee BewecTBO. B yacTHbIX crnyyasix no
PELUEHMIO  YMOMHOMOYEHHbIX  OpraHoB  rOCY4apCTB-YMEHOB  AepXatenem
nogrotaenuBaetcsa cepusa NOOB ans ogHoro nekapcTBeHHoro npenapata. [pu
3TOM B [aHHOM pasgerne kaxgoro nocregytowero NMNOOB Takon cepum AOMKHbLI
ObiTb 0606LEeHbl 3Ha4YMMble AaHHble no 6esonacHocTy M3 apyrmx MNMOOB, ecrm
TONbKO Takoe 0000LLEHNE He NPEeACTaBNEHO B MHbIX pasgenax gaHHoro NOOb.

Mpy Hamuuum pocTyna Ha OCHOBAHUM KOHTPAKTHbIX [AOroBOPEHHOCTEN K
daHHbiMm - [NIOOB  pgpymmx  gepxatenerd  perycTpauMoHHbIX — YAOCTOBEPEHUN,
CMOHCOPOB KIMMHUYECKNX WUCCIEAOBAHWUIA UMM MHbIX NMapTHEPOB Ha aHarorndHble
NeKapCTBEHHbIE MpenapaTbl AepxaTellb  PEerMcTpPaLMoOHHONO  yAOCTOBEPEHMUS
OOJIPKEH NpeacTaBuTb B 0006LWEeHHOM BMAE 3Ha4YMMble daHHble No 6e3onacHocTy,
nomny4eHHble u3 npeactasnsemblx vm NMNOOB 3a oT4eTHbIN Neproa.



8.5.13. Paszgen MNOOb "HemocTtatodHast TepaneBTUYeckas 3dpeKTMBHOCTb
NeKapCcTBEHHOrO MpenapaTta, YCTaHOBIIEHHAsk B KOHTPOMMPYEMbIX KIMHUYECKMX
nccnepoBaHusax".

Ecnm npu BbINOMHEHMM KIMHWYECKUX WCCMEeqOoBaHUA ANS JIeKapCTBEHHbIX
npenapaToB, KOTOpbIE UCMNOMb3YTCA AN NIeYEHNA U NMPOUIaKTUKN CEPLE3HBIX U
XU3HEYTPOXAKoLWMX  3aborneBaHun,  MNOMyveHbl  AaHHble, KOTOpble  MOryT
cBMAeTenbCcTBOBaTb 00 WX HEOQOCTAaTOMHOM TepaneBTUYECcKOn 3deKTUBHOCTU
mbo  HeJoCTaToOvHOM — TepaneBTMYECKON  3PeKTUBHOCTM B OTHOLLEHMM
NPOBOAMMOTO JfIEYEHNs], TO TakMe AaHHble YKa3blBalT Ha HanMyine 3Ha4ymTernbHOro
pycka Ans ueneBor nonynsiuum n AOMmKkHbl ObiTb NpoaHanM3npoBaHbl U 0600 LLEHbI
B gaHHom pasgene NOOb.

B cnyyae ecrnm 9TO NPUMEHMMO K OLlEHKE COOTHOLUEeHMs "monb3a - puck”,
JaHHble, KOTOpble MNOofyYeHbl MNPy MNPOBEAEHUN KIMHWYECKUX WUCCIEeAoBaHUN W
NOATBEPXOAT HEeQOCTaTOYHYD TepaneBTUYECKY NEKapCTBEHHbIX Mpenapartos,
He nNpefHa3Ha4YeHHbIX AN NIEYEHMS XU3HEYTPOXAOLLEN NaTONOrMK, AOIMKHbI TaKxke
ObITb NpoaHanu3anpoBaHbl B AaHHoM pasgerne MNOOBb.

8.5.14. Pasgen NOOB "BaxHasa vHdopmMauud, nonydyeHHas nocrne 3aBepLueHus
noarotoBku NMNOOB".

B paHHom pasgene MNOOB o6o6wakTcs noTeHunansHoO BaXHble AaHHbIE MO
BesonacHoCTN N 3dPeKTMBHOCTM, KOTOpble ObinM MOMydeHbl MOCSie OKOHYaHWs
cbopa OaHHbIX, HO OO0 NOoAroToBKM OKoH4yaTenbHon pepakuum OOB. Ciopa
OTHOCATCS 3HAYMMblE€ KIMHMYECKME [aHHble HOBbIX MyGnMKauum, 3HauYumble
JaHHble nocrefylwero HabnogeHusa 3a nauneHTamu, KIMHWYECKU BaXHble
TOKCUKOIOMMYECKNE OaHHble, a Takxe BCe AeNCTBUS AepXaTensa perncTpaLoHHOro
YAOCTOBEPEHUS, HE3ABUCUMbBIX KOMUTETOB MO OLIEHKE AaHHbIX, YNOSIHOMOYEHHbIX
OpraHoB rocynapCTB-4YNEHOB, NPeANPUHATLIE B OTHOLLEHWN NPOGEM, CBA3aHHLIX C
npodwmnem 6e30MacHOCTU NnekapCTBEHHOrO npenaparta. HoBble MHOAMBMAOYanbHble
COOOLLEHNST O HeXenaTerbHbIX peakuusix He OOSbkHbl BKMOYaTbCs B pasger, 3a
UCKIMIOYEHNEM CIly4aeB, KOra OHW MOryT NpeAcTaBfsaTb NPUHLUMNMANBHO BaXKHbIN
cnyyan, noaTBepgaloLmi dakT HanMuma HexernaternbHOW peakumm (Hanpumep,
nepBbii  3aperMcTPUPOBaHHbIA  Clydal pPas3BUTMS  BaXKHOTO  HexenaTernbHOro
SIBNEHNST Y YeroBeKa) U BaxkHbIN curHan no 6e3onacHocTu.

[aHHble pasgena [omkHbl ObiTb YY4TEHbl NPU COCTaBfeHWM nogpasgena
"OueHKka puckoB M HoBow MHdpopmauun” pasgena NOOB "CurHanbl M oueHka
pucka".

8.5.15. Pasgen lNOOB "O6G3op cwurHamoB (HOBble, paccMaTpvBaemMble W
3aBepLUeHHbIe)".

Llenblo gaHHOro pasgena SABMsSeTCA NpeacTaBfieHne MakCUMarbHO MOMHOro
0630pa BbISIBIIEHHbIX CUrHAsNoB (OLeHKa KOTOPbIX eLle He HaduHanacb), CUrHaros,
KOTOpble MOSy4yeHbl B MEPUOA MPOBEAEHUS OLLEHKM HexenaTesnbHbIX peakuun, a
TaKXXe CUrHaroB 3a OTYETHbIN Nepros, OLEHKA KOTOPbIX Y)Ke 3aBepLueHa.

[epxaTtenem perMcTpaumoHHOrO YAOCTOBEPEHUSI A0MMKHbI ObITb NPeACTaBNEHbI
KpaTkoe onMcaHue MeTofda, KOTOpbI MCMOoNb3yeTcsl ANsl BbISIBIEHWS CUrHaros, u
WCTOYHMKOB [aHHbIX 719 BbISIBIEHWS CUTHArOB.

K HOBbIM BbISIBMIEHHbIM CUrHaram OTHOCSATCSA CuUrHanbl, KOTopble Obiiu
BbiSIBNEHbl 3a OTYeTHbIN nepuoad. K paccmatpvBaeMblM CUrHarmam OTHOCSTCS
CUrHarbl, KOTOpble NPOXoAunM Npouenypy OLEHKM Ha MOMEHT OKOHYaHus cbopa
OaHHbIX. K 3aBepLUEHHBIM OTHOCATCS CUrHasbl, OLleHKa KOTopbIX Obinia 3aBeplueHa
3a OTYyeTHbI nepuod. CurHanbl, KOTOpble 3a OTYETHbIN NEepuoa SABMAKTCA
OO HOBPEMEHHO HOBbLIMU U 3aBEpLUEHHbIMU (B OTHOLLEHWMM Npoleaypbl NpoBeAeHus
NX OLLEHKM), OOIMKHbI OblTb OTHECEHBLI B pa3fern 3aBepLUeHHbIX CUrHaroB.

Pazgen TMMOOB porkeH BKMOYMATb [OaHHble MO  pacCMaTpvBaEMbIM U
3aBepLUEHHbIM 3@ OTYETHbIA MEepuod CurHanam, NpeacTaBfeHHble B TabrnmyHowm
dopme. Tabrmua sasnserca npunoxeHvem k NMOOB. Mo ycMoTpeHuo aepxarens
pEerMcTpaLmnoHHOro yaoCTOBEPEHNST AaHHAs MHAopMaLmMsa MOXET Takke BKIoYaTb
KYMYNATMBHbIE JaHHble MO curHanam (BKroyasi paHee 3aBepLUEeHHble CurHarbl),
npM a9ToM JofkHa ObiTb yKaszaHa pfJata, C KOTOPOW OTCHUTLIBAETCH CPOK
BbIMOSIHEHHOTO 0606 LLEHMA MO CMrHanNam.

[eTanbHaa oueHka curHanoB BkrtovaeTca B nogpasgenst NMNOOB "OueHka
curHana" u "OueHKa pUckoB U HOBOW MHAbopmaL .



8.5.16. Pasgen NOOB "CurHanbl u oueHka pucka".

8.5.16.1. Togpasgen MNOOB "OGo6uwatowan wHdopmauns no npobnemam
©es3onacHocTK".

8.5.16.1.1. Uenbto nogpasgena MNOOBE saensetcs npencrtaBneHne 6asmcHom
ob6oOLwarowen WHdopMauum Mo BaXHbIM acnektam npodwmns ©e30nacHoCTH,
KoTopble siBnAOTCS npobrnemamn ©Ge3onacHOCTM JNeKapCTBEHHOro npenapara, C
yKa3aHWeM Mo Kaxkgomy acnekty no 6e3onacHocTy CBegeHu O TOM, Kakas HoBas
MHGopMaLMa M HOBasi OLlEHKa MO OaHHbIM acnekTam MOXeT ObiTb caenaHa. [Mpu
onpeneneHnn BaXHOCTU KaxKOOro M3 acneKkToB pucka crieayeT pacCMOTPETb
cregyrowme haktTopb!:

a) CepbesHOCTb pUCKa CBSA3AHHOIO C JIeKapCTBEHHbIM MNpenapatom C
MeOULMHCKON TOYKM 3pEeHUsi, BKMoYas BIMSHWE Ha VMHOMBUAYanbHOE COCTOSHVE
naLmVeHToB;

6) yacToTa, NnpeackasyemMocTb, NPeaoTBPaTUMOCTb 1 06PaTUMOCTb PUCKA;

B) MoTeHUManbHoe BMMsHWE Ha OGLUECTBEHHOE 3[40pOBbe (YacToTa pucka B
nonynsaumM, pasmep nonynsauum, NoaBepriuMincs Bo3gencTBuio);

r) oueHKa obLLeCTBEHHOM NPUEMIIEMOCTM pUCKa B CrlydasiX BO3MOXHOMO BNSHUS
NEeKapCTBEHHOrO Mpenapata Ha O6LIEeCTBEHHOE 340pOBbe (Hampumep, OTKas oT
nporpaMMbl BakLMHaLWK).

8.5.16.1.2. OGo6watoLwan uHdopMaLma OOIPkHa MpPeacTaBnsaATb UMeoLIMecs
CBe[eHUNs1 NO NekapCcTBEHHOMY NpenapaTy OT Hadana otyeTHoro nepuoga NOOB u
oTpaxaTb:

Ba)kHble NAEHTUMLMPOBAHHBLIE PUCKMN;

BaXHble NOTeHUMarnsHble PUCKMY;

Ba)XHYO OTCYTCTBYHOLLYIO MHGpOPMALLNIO.

8.5.16.1.3. B  oOTHOWeEHUM neKkapCTBEHHbIX  MpenapaTtoB,  UMELMX
cneungmkaumio no ©esonacHocT, WHGOpMaUus, BKMOYaeMas B OaHHbIN
noapasaern, AorrkHa coenagaThb ¢ obobLiatolen nHopmaunen, NnpeacTaBneHHoN B
Tekylen Bepcum cneumdmkaumm no 6e3onacHOCTU Ha AaTy Hadana OTYEeTHOro
nepuoga NOOB.

B oTHOWeHUN nekapCTBEHHbIX NpenapaToB, HE MMEKLWMX cheumdukaumio no
©esonacHOCTN, [AdaHHbI nogpasden AofkeH NpeacTaBnAaTb WMHGOPMaUMio O
BaXXHbIX NOEHTUAMLIMPOBAHHBIX, NOTEHLMArbHBIX PUCKAX N BaXXHOM OTCYTCTBYHOLLEN
MHGOpMaL MM, CBSI3aHHOM C NPYMEHEHMEM JIeKapCTBEHHOro npenapata Ha
OCHOBaHUM AaHHbIX MNpegperMcTpaLoHHOIO U MOCTPErMCTPaLMOHHOIO nepuoaa.
MprMepbl MOryT BKIoYaTh B ce05 cregyoLLyto MHopmaLuto:

BaXXHbl€ HEXeraTernbHble peakunm;

CBeAEHUs 0 B3aUMOAENCTBUM C APYMMIMM JIEKApPCTBEHHbIMW NpenapaTamu;

BbISIBMIEHHbIE  MEeAWUMHCKME OWMOKM MM npomaxu, B crydasix, He
COMPOBOXOAILLMXCS Pa3BUTUEM HEXeNaTeNbHbIX PeaKL ui;

B3aMMOOENCTBME C NPOAYKTaMM NUTaHNS UM MHbIMU BeLLeCTBaMM;

pesyrnbTaTtbl BO30ENCTBMS npwm BbIMOSHEHNMN npodeccrnoHansHon
OeaTenbHOCTY;

KrnaccoBble hapmakorornyeckme adhdeKThbl.

O606LWeHne no BaxXHOW OTCYTCTBYHOLEN WHAGOPMaLMN OOSTKHO OLEHUTb
KPUTMYHOCTb MPOOENoB B MMEKOLMXCHA 3HaHWSIX NO OnpeaesrieHHbIM acnekTam
npodwmnsa 6e3onacHoCTK A4Ns LieneBbiX NONyrsiLui.

8.5.16.2. lMNMogpaszgen NMNOOB "OueHka curHana".

8.5.16.2.1. NHdpopmanms, npeactasnaemas B nogpasgene, AomrkHa obobwatb
pesynbTaThl OLLEHKM CurHaroB no 6Ge3onacHocTW, koTopas Obina 3aBeplieHa B
OTYEeTHbIN Nnepuog. MoryT ObITb BE OCHOBHbIE KaTEropum:



a) CurHarbl, KOTOpble MO pe3ynbTataM OLEHKM MOryT OblTb OTHECEHbl K
KaTeropvmn nNoTeHunansHbIX UM naeHTUMLnpyeMbIX PUCKOB, BKIlOYas OTCYTCTBUE
TepaneBTUYECKOMN 3deKTUBHOCTH (pasgen MNoob "HepgocTaTto4Has
TepaneBTMyeckas adpeKTUBHOCTL NleKapCTBEHHOrO npenapaTta, YCTaHOBMeHHas B
KOHTPONMPYEMbIX KIMHUYECKUX UccrneoBaHusX");

6) curHarsnbl, KOTOpble MO pe3yrnbrataM OLEeHKU 6bIJ'IVI OTKIIOHEeHbl KaK JOXHble
CUrHarnbl Ha OCHOBaHWM Hay4YHOM OLIEHKU WMEILWENCHS Ha AaTty nposedeHus
npouenypbl wHdopmaumu. [lo [gaHHOM KaTeropum CuUrHamoB AOMPKHO ObITh
npeacTaBrieHo onncaHne Kaxaoro curHana ¢ Lernbio 060CHOBaHMS ero OTKITOHEHMWS!
OT KaTteropuu curHana. [JaHHoe onuMcaHue MOXeET ObiTb BKMOYEHO B OCHOBHOMN
TekcT MOOB nnu B NpUnoXeHue K oT4eTy.

8.5.16.2.2. [1ns curHanoe, No KOTopbiM Obifia 3aBepLUeHa NpoLeaypa OLEHKN 3a
OTYETHbIV NEPUOL, PEKOMEHOYETCS CODMOAEHNE COOTBETCTBUSA MEXDY OO HLEMOM U
JeTanM3aunen AaHHbIX MO OLEeHKe curHama M 3Ha4YMMOCTbl0 [aHHOro acnekTta
npodmna GesonacHOCTU A OOLIECTBEHHOTO 340pOBbsl, @ TaKXe CTEMNeHbto
JOCTaToOYHOCTM Aoka3aTenbHon 06a3bl, KoTopas BkMovaeT B cebda crnegyloume
acnekTbl:

a) UCTOYHWK UK NOOYANUTENBHBLIN MOMEHT (POPMUPOBAHNSA CUrHAMNa;
6) ob6ocHoBaHMeE, NMELOLLIEE OTHOLLIEHUE K OLLEHKE;

B) MeToAdbl OUEHKW, BKNOYaad WUCTOYHUKKM AOaHHbIX, KPUTEpUM TMOouckKa wunm
aHanMTnyeckune nogxoabl;

r) pesynbtaTtbl (000OLUEHHAn WMHOPMAaLUNS]) KPUTMYECKOrO aHanmu3a daHHblX,
paccmaTpuBaeMbIX NPy OLLeHKe CUrHana;

4) obcyxaeHue;
€) 3aKkrnoyeHne, BKoyas npeanaraeMble 4eNCTBYS.

8.5.16.3. lNMogpaszgen NMNOOB "OueHka pUCKoB 1 HOBOW MHGpopMauun'.

Hepxatens  permcTpaumoHHOrO  YOOCTOBEPEHUss  OOSDKeH  NpeacTaBuTb
KPUTMYECKYIO OLIEHKY HOBOM WMHAOpMauMM 3a OTHETHbIA Mepuog B OTHOLLEHUU
HOBbIX UM paHee BbISIBIIEHHbIX PUCKOB (BaXHYIO UMM MHYIO).

HaHHbin nogpasgen NMOOB porrkeH cogepxaTb ONMcCaHME U OLLEHKY BCeEX
PUCKOB, BbISIBIEHHbIX 3@ OTYETHbLIN NEepuod, a TaKXe OLEHKY BIUSIHUSI HOBbIX
JaHHbIX Ha paHee BbIsIBIIEHHbIE pucku. B pasgen He Bkntovaetcs oboblatoas
UM noBTOpPSIOLWAACA MHGOPMaLUs, BKMOYeHHas B Apyrve pasgensl MOOB, Ho
NPeACTaBseTCsa UHTEPNpeTaLmnsa 1 oLeHKa HOBOM UHopMaL M NPUMEHUTESNBHO K
XapakTepucTrKe Npodmnsa pucka.

Hosas nHdopmauus gorkHa 6biTe NpegcTasieHa no cnegyowmm pasgenam:

HOBbI€ NOTEHUMNarbHbIE PUCKY;

HOBbI€ UOEHTUNLIMPOBAHHBLIE PUCKY;

HOBasd MWH(opMaUuss NO paHee BbISBMEHHbIM pucKaM (NOTEeHUWanbHbIM U
NMOEHTUNLNPOBAHHBLIM);

0GHOBIEHME MO BAXKHOW OTCYTCTBYHOLLEN MHCpOopMaLnN.

MpeacTtaBnaeTcsa KpaTkoe ONUcaHne BaxHbIX PUCKOB. [1Nsi pUCKOB, OTHOCUMBIX
K MUHBIM PUCKaM M HE OTHOCUMMbIX K "BaXkHbIM" pyUCKaMm, Mo KOTOpbIM Obinia nosy4veHa
HoBasi MHdopMauus 3a OTYETHbIN Nepuon, YPOBEHb AeTanu3auuu  OOSDKeH
COOTBETCTBOBATb MMEOLWLENCS [gokasaTenbHo 6ase no 3TUM  puckam WU
3HAYMMOCTU UX BINSIHUSI HA 0D LLIECTBEHHOE 30POBbLE.

Bca HoBas wuHdoOpMaumsi No  BIAMSHUIO JIEKAPCTBEHHOTO MpenapaTta Ha
nonynsaumio nMMbo gaHHble No paHee OTCYTCTBYHOLIEN MHpopMaLun OOSkHbI BbITh
KPUTUYECKN  OLEHeHbl. YKasblBalOTCHA, KakuMe W3  acnektoB  npodwmnen
©e30MacHOCTM, BbI3bIBAKOWMX OMACEHUSA, U HESICHbIX acnekTtoB npodwmns
©e3onacHOCTM OCTarnMcb HEBbIACHEHHBLIMW.



8.5.16.4. lNMogpasnen NMNOOB "XapakTepucTtmka puckos".

B nogpaspene faeTcst xapakTepucTvKa BaXkHbIX MAEHTU(MLMPOBAHHBLIX PUCKOB
N BaHbIX MOTEHLUMaNbHbIX PUCKOB HA OCHOBAHWUM KYMYISITUBHBLIX AaHHbLIX (B TOM
yucrne He OrpaHMYMBaeMblX OTYETHbIM MNEPUOAOM) M OMNUCHLIBAETCSl BaXHas
OTCYTCTBYtOLWAst MHopMaLmsi.

8.5.16.4.1. C y4yeTOM UCTOMHMKA AaHHbIX WHGOPMaUWUs MO pUCKaM OOrkHa
BKMtoYaTb B cebs crnegyioLlee (ecnm npUMMEHNMO):

a) YyacToTa;
6) YMCro BbISBMEHHbLIX Cy4aeB (YUCHUTENb) U TOYHOCTb OLLEHKU;

B) 06beM HasHauyeHuii (3HaMeHaTenb), BblpakeHHOE KaK 4YMCIIo NaLWEeHTOB,
nauMeHTo-MecsILeB (MeT) U Ap. U TOYHOCTb OLLEHKU;

r) OLleHKa OTHOCUTENBbHOTO PUCKA N €€ TOYHOCTb;

[) OLeHKa abConTHOrO p1Ucka u ee TOMHOCTb;

€) BNMsiHMe Ha naumeHTa (CMMNTOMbI, Ka4ECTBO XU3HW);
X) BNMSHUE Ha OOLLEeCTBEHHOE 3[0POBLE;

3) dpakTopbl pucka (Hanpumep, MHOMBMAYanbHble (haKTOpbl pucka (BO3pacT,
6epeMeHHOCTb, Mepuon NakTauuu, HapyleHue YHKLMM NeYeHn WM Mnodek,
3HaYMMasi  COMyTCTBYOLIAs MaTomnorMsl, CTeneHb TshkeCTu  3aboneBaHui,
reHeTU4ecku normmopdmam, pacoBast U (UM) 3THUYECKas MPUHAANEXHOCTb,
A03a);

1) NPOAOIKUTENBHOCTL JIeYEHUs], NEPUO PUCKa;

K) npedoTBpaTUMOCTb  (OUEHMBaeTCsl  MpeAcka3yeMoCTb, BO3MOXHOCTb
MOHWUTOPMPOBATb COCTOSIHME MO MHAWKATOPHLIM CUMMATOMaM UM riabopaTopHbIM
napametpam);

n) obpaTUMoCTb;
M) MOTEHUMANbHBIN MEXaHU3M;

H) YPOBEHb [OOKa3aTenbHOCTU W HEOonpederieHHOCTW, BKMoYas aHanms
npoTMBOpeYaLLMX (hakToB (MpY HanM4um).

8.5.16.4.2. lpn nogrotoBke [NOOB pgna nekapcTBEHHbIX MpenapaToB C
HECKOINMbKUMM MOKas3aHuaMK, ¢opMaMu BbiMycka uin cnocobamu BBeAEHUs B
Clfiyyae HanMuus CYLWECTBEHHbIX pasnMuuiA  No  MAEHTUMUMPOBAHHLIM U
noTeHuManbHbIM prckaMm MoxeT BbITb 060CHOBaHHLIM NpeAcTaBneHne AaHHbIX Mo
puyckam OTAenbHO MO fnokasaHuaM, dopMam Bbifycka uUnv cnocobam BBedeHUs.
MoryT 6bITb NpeacTaBneHsbl cneayolme pasaensi:

a) PUCKMN, XapaKTepHble AN Oe/CTBYIOLLEro BELIECTBA;

6) puCKW, XapaKTepHble ONA onpeaeneHHbiX opm BbiMycka WM cnoco6oB
BBedeHVs (BKMoYas BO3OEUCTBME MpY  BbIMOMHEHUM  NPodeCCUoHanbHOM
AesATENbHOCTH);

B) PUCKM, XapaKTepHble A4S onpeAeneHHbIX NomnysLuii;

r) PWUCKW, CBfi3aHHble C rMpuMeHeHMem Ge3 HasHadyeHuss Bpada (Ond
OENCTBYIOLMX BELUECTB, KOTopble MpeacTaBrieHbl B ¢opmax, OTMyCKaeMblX Mo
peuenTy 1 6e3 peuenTa);

4) npobnembl No 6e3onacHOCTH, CBA3aHHbIE C OTCYTCTBYHOLLEN MHGOPMALMEN.



8.5.16.5. lMogpasgen NOOB "3ddeKTNBHOCTL MEP MUHUMU3ALUN pucka (ecrm
OHV NPUMEHSINNCB)".

Mepbl MUHMMM3ALUM pUCKa BKIOYAOT B Ce0si 4eNCTBMSA, HanpaBfieHHble Ha
npeaoTBpalleHne HexernaTernbHbIX  peakuuid, CBsiI3aHHbIX C  BO3O4ENCTBUEM
NEeKapCTBEHHOrO npenapaTta, MO0 CHWXEHUEe CTeneHu UuX TshkecTu npu
BO3HMKHOBEHMM. Llenbio OeaTenbHOCTM MO  MWHMMM3aUMM pUCKa  SIBMsieTcst
CHWKEHME BEPOSATHOCTM pPas3BUTMS WM CTEMEHN TSHXKECTUM  HeXernaTernbHbIX
NeKapCTBEHHbIX peakuuii. Mepbl MMHUMN3aL MW pycKa BKIOYatOT B ce65 pyTUHHbIE
Mepbl MUHUMM3aLU MK pucka (Hanpumep, nameHeHus B OXJIIM) unu gononHuTenbHble
Mepbl MUHUMKU3ALMM pUcKa (Hanpumep, nNpsiMoe MHAOPMUPOBAHME CMNELNanNCTOB
CUCTEMbI 34paBOOXPaHEHUN UM 0O pa3oBaTeNbHbIE MaTepUarbl).

B nogpasgene OoOmkHbI  OblTb  MPEeACTaBreHbl  pe3yrnbTaTbl  OLEHKU
3hdeKTUBHOCTU MeEpP MUHUMM3aUUM pucka. B 0606LweHHOM Buae npencraensdeTcs
cooTBeTCTBYOWAA WHopMaumss no 3EEKTUBHOCTU U (UNM)  OrPaHNYEHUSIM
KOHKPETHbIX Mep MUHMMM3aLUM pUcKa MO BaXKHbIM MAEHTU(MULMPOBAHHBLIM PUCKaM,
KoTopast Oblfia nosly4yeHa 3a OTYETHbIN Neprod. Pe3ynbtaThl OLEHKN 3a OTYETHbIN
nepvon NpeAcTaBnsoTCS B NMPUIIOXKEHWUN K OTYETY.

8.5.17. Pa3gen NOOB "OueHka nonb3bl".

8.5.17.1. lNopgpa3gen "BaxHaa ©Ga3ucHas wuHdopmaumsa no 3ddeKTUBHOCTU
nekapcTBEHHOro npenapara, nosflydeHHasi B XOA4e KIMHWYECKMX uccregoBaHui v
NpUMeHeHns B MeanLmHckon npaktuke" NOOBb.

B nogpasgene cymmupyetcs OCHOBHas uHdopmaums no 3hdeKTUBHOCTU
NekapcTBEHHOro  npenapata B XO4e  KMWMHWMYECKUX  UccrnegoBaHun w1
3hEeKTMBHOCTb, MPOAEMOHCTPMPOBAHHAA MpU MNPUMEHEHUM B MeAULMHCKOMN
npakTMKe OT Hadvara oTyeTHoro nepwoga. faHHas uHopMauus [OoImkHa MMETb
OTHOLLEHME K 040BPEHHBIM NOKa3aHWAM K MPUMEHEHMUIO.

[na nekapcTBEHHbIX MpernapaToB C HECKOMbKMMW MOKa3aHUsiMK, LieneBbiMU
nonynaumamMu  un  (um) cnocobamu  BBeAeHUs nonb3a  gorkHa  ObITh
oxapakTepusoBaHa B OTAENbLHOCTM MO KaxaoMy hakTopy.

[na nekapCTBEeHHbIX MpenaparoB, Yy KOTOPbIX 3a OTYETHbIN nepuop Obinn
BbISIBMIEHbl  CYLIECTBEHHblE  U3MeHeHWs  npodwmnsa  Ge3onacHOCTM UM
3peKTMBHOCTN, OaHHbI MOApasgen OOIPkeH BKovaTb B cebs gocTaTouHyo
uHdopMaumMio  No  OOOCHOBaHWMIO  OOHOBMEHHOM  XapakTEPUCTUKWM  MOMb3bl
NeKapCcTBEHHOIO npenapara, OTpaXxeHHOW B nogpasaene "XapaktepucTuka nosnb3bl”
NMOOB. CoaepxaHne n cTeneHb eTanu3auum MHgopmauum, NnpeacTaBneHHoOn B
pasgerne, MOXeT BapbUpoBaTbCH NO PasnnyHbIM flekapCcTBEHHbIM nNpenapaTtam (npu
HeobXxoaMMOoCTH) creaytoLme acnekTbl:

3NMOEeMMOSIONs 1 NpomcxoxaeHve 3aboneBaHns;

XapakTepucTuka nonb3bl (Hanpumep, guarHoctudeckas, npodmnakTuyeckas,
cuMmnToMaTtmdeckas, bonesHb-moaugmLmpyoLas);

Ba)XHble KOHEYHble TOYKW, NoaTBepXaatoLme nonb3y (Hanpumep, BMUsiHUE Ha
CMEpPTHOCTb, CUMNTOMAaTUKY, UCXOAbI);

JokasaTenbctBa 9(MPPEKTUBHOCTM B KMUMHUYECKUX  UCCMeaoBaHUsX U
MEOULMHCKON MNpaKkTUKe MO CPaBHEHWIO C MpenapaTtoM CpaBHEHus (Hanpumep,
CpaBHUTESNbHbIE KIMHUYECKNE WCCIeAOoBaHUA C aKTMBHBIM KOHTPONEeM, MeTa-
aHanu3bl, 06cepBaUMOHHbIE NCCNen0BaHUS);

TeHdeHuun W (Mnu) okasaTenbcTBa NOMb3bl MO BaXHbIM NOMYNSLMOHHBLIM
nogrpynnam (Hanpumep, BO3pacTHbLIM, MOSIOBbIM, 3THUYECKMM, MO CTEMNEHN TSXKECTU
3aboneBaHus, reHeTU4eckoMy nonMMopdmsMy) B Clydae, ecnm 3TO WUMeeT
OTHOLLIEHMU K OLLeHKe COOTHOLLEHNS "Norb3a - puck”.



8.5.17.2. Tlogpasgen [1MOOB "HoBass BbisiBNEeHHas uWHdopmauus Mo
3hPEKTMBHOCTH, NOMyYEHHas! B XO4E KIMHUYECKMUX UCCIeLOBaHMN N NPUMEHEHUS B
MeOMLNHCKON NpakTuke".

[1nst HEKOTOpPbIX JIEKAPCTBEHHbIX MPENAPaTOB 3@ OTYETHLIN NEPUOL, MOXET ObiTb
nomny4eHa HoBas UHdopmauns Mo 3PEKTUBHOCTU B KITMHUYECKNX UCCIIEL0BAHUAX
N MeOMUMHCKON NpakTuKe, KoTopas OorpkHa OblTb npeacTaBfieHa B nogpasgerne.
OtgenbHast MHdopmaunst No AokasaTenbHon 6a3e B OTHOLIEHUM Heop00peHHbIX
NnoKasaHui No NPUMEHEHUIO HE BKMKOYAETCS B pa3gen, 3a UCKIMIYEHNEM CIy4aes,
€CJIN 3TO UMEET OTHOLLEHME K OLIEHKE COOTHOLLEHWNS "Nonb3a - puck".

Ocoboe BHUMaHMe B nogpasgene yaenseTcsa BakLMHaM, aHTUMHMEKLMOHHBIM
W WHbIM MpenapataMm, AN KOTOPbIX U3MEHEHUs TepaneBTUYECKOW cpedbl MOryT
MOB/MATH HA COOTHOLLEHME "MOoMnb3a - PUCK" C TEYEHNEM BPEMEHMN.

CopepxxaHue U1 CcTeneHb geTanm3auun WHdopMauun, npeacTaBnisiemMon B
JaHHOM pa3sfene, MOXeT BapbUpoOBaTbCHA B 3aBMCUMOCTU OT NEKapCTBEHHOMO
npenaparta. B criyyae oTcyTCTBMSA HOBOM MHGOPMALMM 3a OTHETHBIN NEPUOL MOXET
NPpMBOAUTCA CCbiNlka Ha pasgen "BawHaa 6GasucHas uMHopmauuss no
3pEeKTMBHOCTN NEKAPCTBEHHOIO npenapaTta, NofnyyYeHHass B Xo4e KIMHUYECKMX
nccneaoBaHuin U NpUMeHeHns B MeguuuHckon npaktuke” NOOBb.

8.5.17.3. Mogpaszgen NMNOOB "XapakTepncTrka nonb3abl”.

B nogpasgene npeacrtaensetca obbeguMHeHHas uHdopmaums no 6asmcHbIM U
HOBbIM [aHHbIM MO TepaneBTUYECKOM MOosfib3e, KOTOpble CTalu M3BECTHbI 3a
OTYETHbIV Nepuoa No 0406pPEHHBIM NMOKa3aHNAM.

B cnyyae oTcyTCTBMA HOBbIX AaHHbIX MO MPOCMI0 Monb3bl U OTCYTCTBUS
3HauYUTENbHbIX U3MEHEeHUN npodmna 6e3omacHOCTW, OaHHbIM Nogpasaen AOMmKeH
cogepxaTb CCbiKy Ha nogpasgen "BaxHaa 6asncHas uWHdopmauus no
3()PEeKTUBHOCTN NEKAPCTBEHHOIO Mnpenaparta, MonyyYyeHHas B XoA4e KIMMHUYECKUX
nccriefgoBaHun 1 npUuMeHeHns B meauumnHckon npaktuke" NOOB.

B cnydae ecnm 3a OT4eTHbIN Nepuod Gbinia nonyvyeHa HoBasi MHGOpPMaUns No
TEpaneBTMYECKOW MOfMb3e U He OblIo  3HAYMMbIX  U3MEHeHMn npodwmns
D©esonacHoCcTH, B pasgene Kpatko npuBogAaTcs oObeduHEHHble [aHHble Mo
©a3ncHomn n HoBoM MHopMaLUN.

B cnyyae Hanmmuus cyllecTBEHHbIX U3MeHeHU npodmns 6esonacHocT nmbo
Mofy4YeHns HOBbIX [OaHHbIX, Mpegnonaralwmx 3Ha4yuTernbHO MEHbLUMA YPOBEHb
TepaneBTUYECKON MOb3bl MO CPaBHEHNIO C U3HAYaNbHO NPOLEMOHCTPUPOBAHHBIM,
B pasaerne forkHa ObiTh NpMBeaeHa KpaTkas Kputudeckas oLeHKka JoKa3aTernbHON
6a3bl No 6e3onacHOCTM U 3PdEKTUBHOCTM B XOA4€E KIMMHUYECKMX UCCREAOBaHUI U
MEeOULMHCKON NPaKTMKN C yKasaHneM cregyoLien nHopmaunm:

KpaTkoe onucaHue [oKasaTerlbHOro YPOBHSA AaHHbIX MO TepaneBTUYEeCKON
nonb3e (NPOBOAUTCS OLleHKa CPaBHUTENbHOMO acnekta 3gdeKTUBHOCTH, CTEMNEHN
BbIpaXXeHHOCTU 3dbdbekTa, NpPaBMIbHOCTM CTaTUCTUYECKON oBpaboTku, cnabbix u
CWIbHbIX  acnekToB  MeTOOOoSiormM,  COOTBETCTBMSA  [aHHbIX B pasHbIX
NccreaoBaHusx;

HOBasA WHGOpMaLMs, MOCTaBMBLUAS MOL COMHEHME CypporaTHble KOHEYHbIe
TOYKM (MpU HaNM4UK);

KIMHUYECKasi 3HaYNMOCTb BbIPaXXEHHOCTU TepaneBTUYECKOro 3ddeKTa;

ob6obLaemMocTb TepaneBTUYeckoro adxpekta Mexay ueneBbiMU NoArpynnamMm
(Hanpumep, uHdOPMaUMs O HegoCTaTOYMHOCTUM TepaneBTuMveckoro adxdekta no
Kakon-nMbo nonynsLMoHHON noarpynne);

afeKBaTHOCTb XapaKTepuUcTMKK "no3a - TepaneBTUYEeCKUn OTBET",

NPOAOITKUTENBHOCTL 3AEKTA;

cpaBHUTENbHas 3hpeKTUBHOCTD;

onpegerieHne cTeneHn, B KOTOPON AaHHble N0 3GdEKTUBHOCTU, NOMyYEHHbIE B
KIMHUYECKNX UCCNEeQoBaHMAX, MOMyT ObiTb 000OLLEHbI C MONynauMen, B KOTOPOW
NPUMEHSIETCS NIEKAaPCTBEHHbIV NpenapaT B Me4M L MHCKON NpaKTUKe.



8.5.18. Pasgen MNMOOB "MHTerpupoBaHHbLIA aHann3 COOTHOLUEHMS "Monb3a -
puck" No ogobpeHHbIM NoKasaHusM".

B pasgene gepxatenem perMcTpauuoHHOIO YAOCTOBEpPEHMs! AOkHa ObiTb
npeacTtaBreHa 0606LLIeHHas OoLeHKa Monb3bl U pUCKa fekapCTBEHHOro npenapara
npu ero NMpPUMEHEHUM B KIMHUYECKOW npakTuke. [NpeacTaBnsieTcsi KpUTUYECKUI
aHanus 1 obbeanHeHHasn nHdopMaLus No Npeablaywmm pasaenamM B YacTy Nonb3bl
n pucka 6e3 oybnmpoBaHua ¢ MHGopMauuen B nogpasgenax "OueHka pucKoB U
HoBoOW MHbopmauun” n "Xapaktepuctuka nonb3sl” NMOOB.

8.5.18.1. Tlogpasgen [MOOLE "WHTerpMpoBaHHbI aHammM3 B KOHTEKCTe
COOTHOLLEHNA "nonb3a - puck" (BKMNYasi MEQULMHCKYI0 MOTPEeBGHOCTb M BaXHble
anbTepHaTuBbI)".

B nogpasgene npeacTtaBnseTtcs kpaTKoe — OnuvcaHve  MeguMUMHCKON
NOTPEGHOCTN B NEKapCTBEHHOM Mpenapate no OAOOPEeHHbIM MNOKa3aHusM U
CYMMWPOBAHO MO anbTepHaTMBaMm (MeLUKaMEHTO3HbIM, XMPYPrMYECKUM UM UHBLIM
noKasaHusIM, BKIMKOYast OTCYTCTBUE NEYEHWS).

8.5.18.2. Tlogpasgen MNMOOB "OueHka npouedypbl aHamm3a COOTHOLUEHMS
"nonb3a - puck".

CooTHoLLeHMe "nosb3a - puck" NMeeT pasnMyHoe 3Ha4YeHne B 3aBMCUMOCTU OT
nokasaHmin 1 uenesblx nonynAuun. CnepgoBaTenbHO, ANS  NIEKAPCTBEHHbIX
npenapaToB, 3aperMcTpMPOBaHHbLIX MO HECKOIbKMM MOKa3aHMsIM, COOTHOLLEHME
"nonb3a - puck" OOIPKHO ObiTb OLEHEHO OTAENbHO MO KakaoMy nokasaHuio. B
Clyyae HanuMumsa CyLLEeCTBEHHbIX pasnuyiui COOTHOLLEHMS "nomb3a - puck" mexay
noarpynnamu B pamkax 1 nokasaHus oL eHKa COOTHOLLEHNs "Nonb3a - puck” gormkHa
OblTb MpeAacTaBrieHa OTAENbHO W ANs  MONYNAUMOHHBLIX — nogrpynn  (ecrm
NPUMEHMMO).

8.5.18.2.1. OcHOBHbIe BONPOCHI B OTHOLLIEHWM MOfb3bl U PUCKOB:

KroyeBas MHdopmauusi, NPeAcTaBneHHas B NpenLecTBYHOWMX pasgenax no
nomnb3e W pUCKY, A0oMmKkHa ObITb 00 beANHEHA C LIENBI0 OLEHKN MX COOTHOLLEHUS;

OLEHMNBAETCS KOHTEKCT MPUMEHEHWNsI NeKapCTBEHHOrO npenaparta (U3nedeHue,
npodwmnakTuka, AMarHOCTMKa), CTEMNeHb TSKeCTU U Cepbe3HOCTb 3aborneBaHus,
uernesas nonynauns (OTHOCMTENbHO 30,0pOBbIe, XpOHMYeCKne 3abonesaHus);

B OTHOLLEHWMM MONb3bl OLEHMBAETCH €€ XapaKTep, KIMHMYeckas 3Ha4yMMOoCTb,
NpoaormMUTENbHOCTE adipekTa, 0606LLEEMOCTb, A0Ka3aTENbLCTBO 3GEKTUBHOCTH
y NauMeHTOB, HE OTBEYalLWMX Ha anbTepHaTUBHOE JieYEHME, BbIPAKEHHOCTb
adhdpekTa, nHamMBMAYyarnbHbIE 3IEMEHTbI NOMb3bl;

B OTHOLLUEHMM pPUCKA OLEHMBAETCH KIMHWYECKas 3Ha4YMMOCTb (Hanpumep,
XapakTtep TOKCUYHOCTW, CEepbE3HOCTb, yacToTa, npeackasyemocTb,
npenoTBpaTUMOCTb, OOpPaTUMOCTb, BIUSIHME Ha MNaUMeHTa), a TaKXe acneKTbl
pucka, CBSI3aHHble C MPUMEHEHMEM He MO OA4OOPEHHLIM MOKa3aHWsIM, HOBbLIM
nokasaHusiM, HenpaBUITbHbIM NMPUMEHEHNEM;

npv OPMYrMpOBKE OLLEHKN COOTHOLLEHMS "Monb3a - pUck" paccmaTpuBaloTcs
cnabble 1 cunbHble CTOPOHbI, @ TakXke HeonpeaeneHHOCTN JokasaTenbHon 6a3bl ¢
onMcaHMeM KX BIMSAHMSA Ha oueHKy. [MpMBoaUTCA XapakTepucTuka OrpaHvyYeHun
BbIMOSIHEHHOW OL,EHKMW.

8.5.18.2.2. TpeactaBnalTcAa oOnMCaHWe W apryMeHTauus UCnonb3yemomn
METOL0MOMMM 4515 OLLEHKN COOTHOLLEHUS "Nonb3a - puck™:

a) NpeanosioXeHns, pPacCMOTPEHMEe, COOTHECEHMSl, KOTOpble MoaTBepXOatoT
cAenaHHbI BbIBO MO OLLEHKE COOTHOLLEHUS "Nomnb3a - puck”;

6) KOMMEeHTapnun B OTHOLUEHUN BO3MOXHOCTWU BblpaXXeHUA MOJib3bl N PUCKa B
npegcTtaBiieHHOM Buae U X COMoCcTaBlieHUA,

B) eCnv npeacTaBrieHa KONMYEeCTBEHHasi OLEeHKa COOTHOLLUEHWs, BKIOYMaeTcs
0006LLeHHOe onnucaHne MeTog0B OLLEHKU;

r) 9KOHOMMYecKas oueHka (Hanpumep, "CTOMMOCTb - 3G)EKTMBHOCTL") He
OOJPKHa paccMaTpuBaTbCS NP OLLEHKE COOTHOLLEHUS "Mofb3a - puck”.



8.5.19. Pasgen MNOOB "3akntoueHue NMOOB u npeanaraemble nocrnegyowme
JEencTBUS B KOHTEKCTE caenaHHOM oL eHKKn".

BaknmoumnTenoHbi pasgen NOOB gomkeH cogepxaTb 3akOYEHME O BITUSHUN
HOBOW WHGOPMaL MK, BbISIBIIEHHOM B OTYETHbIN Nepuod, Ha OOLIyl OUEHKY
COOTHOLLEHNS "Monb3a - pUck" Mo KaxgoMy ogobpeHHOMY MoKaszaHuo, a Takxke Mo
noarpynnam nawmueHToB (ecnm NpUMEHNMO).

OcHoBbIBasiCb Ha OLEeHKE KYMYMATUBHBIX OaHHbLIX MO 6e30nacHOCTM U aHanmay
COOTHOLLEHNsT "nMonb3a - puck", gepxatenb pPerMcTpaunoHHOIO YAOCTOBEPEHMS
OOJKEH OLEHUTbL HEeOoOXOAMMOCTb W3MEHEHUS MHApopMauun O neKapCTBEHHOM
npenaparte 1 NpeasioXnTb KOHTEKCT COOTBETCTBYIOLLUMX N3MEHEHWIA.

3aknioYveHne OOMMKHO BKMOYaTh B ce0s npedBapuTenbHble NpeanoXeHus rno
ONTUMMU3ALUN UMM SarbHENLLEN OLLEHKE COOTHOLLEHMS "NoMnb3a - pUCK" C Lernbio ux
nocriegyowero obcykaeHns ¢ yrnonHOMOYEHHbIMU OpraHamMu rocy4apcTB-YeHOB.
[aHHble npeanoxeHns MOryT BKtoYaTb B ce6a Mepbl MUHUMM3ALMN pUCKa.

B OTHOWeEHWM nekapcTBEHHbIX MpenapaToB, WMEWWMX MraH  no
drapMakoHag30py Y MUHUMM3AL MU pUCKa, NPeanioXeHUs OOSKHbl ObiTb BKIOYEHDI
B NiaH no dsapMakoHag30py M NinaH MAHUMU3aL N pucka.

8.5.20. Pasgen MNOOBb "Mpunoxenus k NOOB".
Paspgen gorkeH Bktoyath B cebs crieayoLme NpunoxXeHns:

a) cnpaBoyHas MHGopMaLms;

0) kymynaATMBHble obobwatowpme TabnmyHble AdaHHble MO Cepbe3HbIM
HexernaTerbHbIM SBMNEHUSAM, BbISIBNIEHHBIM B X0 KIMHUYECKMX UCCNedoBaHNI;

B) KYMyNATMBHbIE W WHTEpBarnbHble 06OOLWaAOLMEe TabnuuHble AaHHble MO
CEpPbE3HbIM U HECEepbe3HbIM  HeXernaTerlbHbIM — peakumsmM Mo AaHHbIM
NOCTPErMCTPALMOHHOIO MPUMEHEHUS;

r) TabnmyHble faHHble No curHanam;
A) oLieHKa curHanos (ecny NpUMeHNMO);

e) nepeyvyeHb BCEX NOCTPErMCTPaALMOHHbBIX UCCIieaOoBaHU MO ©e3onacHocTL.

8.6. Cucrema kauectBa [NOOB Ha ypoBHe gepxaTtens
perMcTpaunoHHbIX yA0CTOBEPEHUN



OepxaTternb PErMcTpaLoHHOro YOOCTOBEPEHUS OOIDKEH UMeTb
cpopMUpOBaHHbIE CTPYKTYPbl U NpoLecchl Afs NOAroTOBKW, KOHTPONSA KavyecTBa,
o630opa u npeactaeneHms NOOB, BkMoYasi KOHTPOb UCMONMHEHMST B MpoLecce U
nocrie ux oueHku. [aHHble CTPYKTypbl M Mpouecchbl OOMkHbl ObiTb OnMcaHbl B
npouenypax, NpUHATBHIX B BUAE MUCbMEHHOTO [OKYMEHTa, CUCTEMbl KadecTsBa
Aepxartens perMcTpauMoHHOro yaoCTOBEPEHMS.

Mpouecchl dapmakoHag3opa BKMAOYaOT B cebs psa HanpaBeHU, KOTopble
MOMyT OKasaTb HEeMNoCpPeACTBEHHOEe BrusiHMe Ha kadectBo [MOOB (Hanpumep,
06paboTka COOOLUEHNN O HexenaTernbHbIX PeakuMsX, MOMyYEHHbIX B pamKax
CMOHTAHHOrO  PEnopTUPOBAHMSA UM KIMHUYECKMX  UCCIe4oBaHWK,  0630p
nUTEpPaTyphbl, BbISBMEHNE, BanMgaumMsa U OLeHKa CurHana, AONonHUTENbHbIE MepbI
no chapmakoHaa30py M NOCTPErMcTpaLMoOHHOM UcCcregoBaTeNlbCKOM AeATeNbHOCTH,
npouenypbl 06paboTkn N ob6beANHEHNA AaHHbIX MPU OLLEHKE MOoSb3bl U pUcka u
ap.). Cuctema kayecTBa OofmkHa OMMCbIBaTb B3aUMOCBSA3b MEXOy npoleccamu,
KaHarnbl MHopMUpoBaHuSa 1 06a3aHHOCTK MO npoleaypam cbopa BCcen UMeroLEn
OTHoLUeHWe nHdopmaumm ana sknoderHusa B NMOOB. [omkHbl 6biTb paspaboTaHbl 1
BHEOPEHbl JOKYMEHTMPOBaHHbIE NPOLLEAYPbl MO KOHTPOMO KadecTBa NpoLEeCcCcoB C
uenbto obecneyeHust NOMHOTbI M TOMHOCTU AaHHbIX, NpeacTasnsembix B MNOOB.
BaxHOCTb MHTErpupoBaHHOW OLEHKM COOTHOLLEHWUs "nornb3a - puck" onpegensier
HeobXoOMMOCTb ObecrneyeHns BKada pasnuuHbiX AenapTaMeHTOB MM OTAENOB
npuv nogrotoske NOOB.

NMOOB porkeH copepaTb OLEHKY chneumarnibHbIX 3anpocoB MO acnekTam
npodmna 6e30nacHOCTM CO CTOPOHbI YNMOFHOMOYEHHbIX OpraHoB rOCygapCTB-
yneHoB. Y Jepxartens pPermcTpaumMoHHOro YO4OCTOBEPEHWss [JOoSkeH ObiTb
pa3paboTaH 1 BHeApeH MexaHn3M, obecnedymBaloLLmii Hagnexailyto obpaboTky n
OTBETbI Ha 3aMpochbl YNOTHOMOYEHHbIX OPraHOB roCyAapCTB-4SIEHOB.

MpeacTtaBneHne obobwaumx TabnMuHbIX OaHHbIX OOSPKHO MNOABEpraTbCs
npouenype BepudMKauuMM OaHHbIX B OTHOWeEHMM 6a3 [gaHHbIX gepxatens
PEervcTpaLmoHHOro yAOCTOBEPEHUS] C Lienbio obecneyeHnss TOMHOCTU U MOSHOThI
npeacTaBnseMbIX OaHHbIX B OTHOLUEHUWM HEXenaTerbHbIX peakuuin 1 SIBNEHWUN.
Mpouecchbl pasMeLLeHMs 3anpocoB B 6a3e faHHbIX, UCNOoMb3yeMble napameTpbl Ans
M3BMEYEHNS OaHHBIX M KOHTPOMb KayecTBa AOSTkHbI ObiTh HagnexawwmmM obpasom
OOKYMEHTUPOBAHbI.

Hagnexawas cuctema KayecTBa aepxarensi perncTpaLmnoHHOro
YOAOCTOBEPEHNSA  AO/DKHA  WCKIMIOMUTb  PUCK  HEBLIMOMHEHUS  AepXaTenem
perncTpaumnoHHOro yaoctoBepeHus TpeboBaHMi 3akoHOA4ATENbCTBA, TAKMX KakK:

HenpeacTaBneHne oT4deTa: nonHoe HenpeactaeneHve [MOOB, HapyweHne
rpadwmka unm cpokoB nogadm MNMOOB (6e3 npenBapuTENbHOrO COrMlacoBaHUSA C
YNOMHOMOYEHHbBIMW OpraHamMu rocy4apCTB-UeHOB);

HeobOCHOBaHHOE HenpeacTaBneHye 3anpoLLeHHON MHpopmaL u;

HM3KOE KayeCTBO OTHETOB (NMOXOe AOKYMEHTMpOBaHWe MMbo HegocTaToyHas
nHGopMaLMa UM OLEeHKa, MPeACTaBMeHHbIE ANsi BbIMOMIHEHUST aHanmM3a HOBOW
nHdopmaumMm no 6e3onacHoOCTM, CuUrHamoB no 6e30MacHOCTM, OLLEHKU PUCKa,
OLEHKM MOfb3bl M MHTErPUPOBAHHOIO aHamm3a COOTHOLWIEHWs "Morfb3a - puck”,
OTCYTCTBME YKa3aHUA O HEeNpaBWUITbHOM MPUMEHEHWW, OTCYTCTBME CTaHO4apTHON
TepMuHomorMm, HeobOOCHOBaHHOE WCKIIOYEHME CryvaeB, HenpeacTaBfieHne
nHdopmMaL MM nNo drakTopam pucka);

npenctaesneHve NOOB ©e3 oTpaxeHWs paHee NOMy4YeHHbIX 3anpocoB OT
YMOSIHOMOYEHHbIX OPraHOB rOCY4,apCTB-4YIEHOB.

Bce 3Hauumble OTKMOHEHWS OT Mpoueaypbl NOAFOTOBKM W NpeacTaBrneHus
NOOB pomkHbl ObiTb  AOKYMEHTUPOBaHbI U MPUHATBI  COOTBETCTBYHOLLME
KOPPEKTUPOBOYHbIE 1 NpeaynpeauTenbHele MeponpuaTus. [JaHHas OoKyMeHTauums
OoJrkHa ObITb 4OCTYNHAa B NMtoboe Bpewmsi.

B cnyyae penervpoBaHus obsi3aHHocTer no noarotoBke MNOOB TpeTbum
CTOPOHaM JepxaTtefle PerMcTpauMoHHOrO YOOCTOBEPEHUss AOivkeH obecnevnTb
Hanuume y TPeTbEeN CTOPOHbI HaAneXallen CUCTEMbI KadecTBa, COOTBETCTBYHOLLEN
TpeboBaHusm npasa Coto3a n 3aKoHoA4aTeNbCTBa rocy4apCTB-4SIEHOB.

8.7. ObyyeHue nepcoHana npoueaypam no NMNOOB



OTBETCTBEHHOCTBIO NMLA, YNONMHOMOYEHHOrO Mo (bapMakOoHaA30py, ABMSETCS
obecnevyeHne Haanexawlen keanudmkauum, onbiTa U oOyvyeHWss mepcoHana no
drapmMakoHag30py, OLEHKe MEAULMHCKOM WMHGOPMauMnM M KOHTPONd Ka4vyecTBa,
3a[eNCTBOBaHHbIX B Mpouedypax noaroToBky, o0030pa, KOHTPONs KavecTBa,
oueHkn wun npeactasneHnss MOOB. Cnegyer ocywecTBnNATb Heobxoanmoe
06y4yeHMe No pasnMYHbIM NpoLeccam, acnekTaMm 3HaHWUA U HaBblkaM, CBA3aHHbIM C
rapmakoHag3opoM. HanpaeneHus obydeHns OorkHbl BKMOYaTh B cebs acnekTbl
npaBa Coto3a U 3akoHodaTenbCTBa rOCY4apCTB-YIIEHOB, PYKOBOACTB, Hay4HYHO
OLEHKY [aHHbIX, MUCbMEHHble npoueaypbl no acnektam nogrotoBku [MOOB.
[okymeHTnpoBaHue npouecca obydeHnss 4OmMKHO NOATBEPXKOATb Ero NPOXoXaeHne
00 Havana BbINONMHeHUss cooTBeTCTBYOLWMX hyHKLMI no MO OB.

8.8. Mopspok npeacrasneHus MOOB

8.8.1. CtangapTtHbI nopsaok npegctaeneHus NMNOOB.

MepyoanyHocTb 1 cpokun npeactaBneHnsa NMNOOB nekapcTBEHHbIX NpenapaToB
onpenernsitTca COrMacHoO NePEYHIo, YTBEPXKOAaeMOMY YNOSIHOMOYEHHbIMU OpraHamu
rocygapCTB-YJIEHOB.

[N nekapCcTBeHHbIX NpenapaToB, MEeXOyHapoAHOe  HenaTeHTOBaHHOEe
HaVMEHOBaHWE WM TPYNMNMPOBOYHOE HaMMEHOBAHME KOTOPbLIX HE BKIMOYEHbI B
yKa3aHHbI nepeyveHb, nepmoguyHocTb NpeacTasnerus NOOB cocTaenseT:

Kaxgble 6 MecsiLeB OT MeXOyHapOo4HOW AaTbl perMcTpauum B TeYEHNE NEPBbIX
2 ner;

€XEerofHO B Te4YEHNe Nnocreayowmx 2 fer;

Janee - kaxgble 3 roga.

Cpok nogaum MNOOBE coctaensieT He Gonee 90 kaneHaapHbIX OHEW C Aarbl
OKOH4YaHus cbopa gaHHbIX.

8.8.2. BHeouepeaHas nogaya NOOB.

NOOB nopnexut nogaye HesamearmTtenobHo. [logrotoBka MOOB pomkHa
OCYLLECTBIATbCA He Oonee, yem 60 KaneHaapHbIX OHEW C AaTtbl MOnyyYeHus
NMMCbMEHHOIO 3anpoca YNosIHOMOYEHHOrO opraHa rocyaapcTBa-yneHa.

8.8.3. ®opma nogaum NMNOOB.

MOOB noanexvT nogade B 3NEKTPOHHOM BMAE C BO3MOXHOCTbIO TEKCTOBOIO
roucka Ha pPyCCKOM 13blKe UM aHIMUNCKOM A3blke ¢ 06s3aTenbHbIM NepeBoaoM Ha
PYCCKMWI 513bIK CMEAYIOLLMX Pa3fernoB: KpaTKoe U3MOXeHNe OCHOBHOMO COAepXaHusl,
WHTErPMPOBaHHBLIN aHamM3 COOTHOLEHUs "Monb3a - pUCK" MO  0O00pPEHHbIM
nokasaHuam 1 3akroveHune. Mo 3anpocy ynoriHOMOYEHHOrO opraHa rocygapcTtsa-
yfieHa Jepxarternb perMcTpauMoHHOro yaoctoBepeHus obdsaH B TedeHun 30
KanengapHbIX OHEW CO AHsSI NOfydeHus Takoro 3anpoca npeacTaBuTb NepeBoq Ha
pycckun a3bik gpyrnx pasgenos NOOB.

8.9. Mpouecc oueHkn NMOOB Ha TeppUTOPUAX rOCy[apPCTB-YIIeHOB

YNOMHOMOYEHHBIMM OpraHamMy rocyaapCTB-YIEHOB AOIMKHO obecneuvmBaTbCs
BbiNorHeHne oueHkn NOODB ¢ uenbio onpegeneHns COOTBETCTBMS TpebOoBaHUAM
npaBa Coto3a M 3aKoHOOATENbLCTBA rOCYO4APCTB-YSIEHOB, a Takke BO3MOXHbIX
M3MeHeHMn npodmnst 6€30nacHOCTN NEKAPCTBEHHOrO npenapata uM BIMSIHUS 3TUX
M3MEHEHMIN Ha OLeHKY COOTHOLLEHNS "Norb3a - pUCK" riekapCTBEHHOro npenapaTa.

9. YnpaBneHue curHasriom

9.1. CTpYyKTYypbl U npouecchl

9.1.1. ACTOYHUKM NonydeHnsa curHanos u nx obpabotka.



9.1.1.1. ACTOYHUKM MONy4YeHust CUrHamoB BKMoYalT B cebs BCe [OaHHble,
nony4yaemble MNpyM  MPUMEHEHMW  JIEKApPCTBEHHbIX NpenapaToB,  BKMo4yas
OOKIMMHMYECKNE M KITMHWYECKME [aHHble, AaHHble MeToOoB dhapmakoHag3opa wu
CUCTEMbI KOHTpOmns KadecTBa. [laHHble MOryT BKMovaTb B ceba cBegeHwus,
nory4Yaemble CUCTEMOW CMOHTAHHOrO PENoOpPTMPOBAHMS, CUCTEMAMWU aKTUBHOIO
MOHWUTOPUWHIA, B pe3ynbTare MNpPOBEAEHUS HEWHTEPBEHLMOHHBLIX MCCrenoBaHun,
KIMTMHUYECKNX UCCIEA0BaHUA N U3 OPYIMX MCTOYHUKOB MHpopMaLmn.

9.1.1.2. CwrHanbl U3 CMOHTaHHbIX COOOLUEHUA MOXHO OOHapyuTb B
MHAOMBUAOYaANbHBLIX COOBLLUEHMSAX O HexenaTenbHbIX peakuusx, BKIMOYEHHbIX B 6a3bl
AaHHbIX O HeXenaTernbHbIX peakLusx, CTaTbsx U3 HaydHow nutepatypsl, [IOOB nnn
apyron  uHdopmauun, NpeacTaBrieHHOW — AepXaTensMu  perucTpauMoHHbIX
YOOCTOBEpPEHUA B pamKkax npouedyp, onpedeneHHbix npasom Cow3a wu
3aKoHOAATEeNLCTBOM rOCY4apCTB-YMEHOB (Hanpumep, U3MEHEHUs U [OMNONHEHWS,
npoaneHve, obsi3atenscTBa MO MNOCTPErUCTPALMOHHBIM UCCNEe0BaHUSAM) UMK
MOCTOSIHHO  BbIMOSIHAEMOr0  MOHUTOPUHra COOTHOLLEHWs "nomb3a -  puck"
neKkapCTBEHHbIX Npenaparos.

9.1.1.3. CurHanbl MOryT ObiTb BbISIBfIEHbI MPWY NPOBEAEHUN Pa3fNYHbIX BUOOB
nccnegoBaHui, BKItoYas OOKMNHUYECKUe, NHTEPBEHLINOHHbIE n
HEWMHTEPBEHLIMOHHbIE UCCMeAoBaHUsi, cuctematTndeckne ob3opbl, MeTa-aHarm3bl.
PaznnyHble BUabl aKTUBHOIO MOHUTOPWHIA MOMYT NOMOraTh B BbISIBIEHWW CUTHAsOB,
a Takke CTUMynMpoBaTb  MPOLECC  PENnopTMPOBaHMS  cneuunanucTamu
onpenereHHbIX TUMOB HeXenaTeNbHbIX peakLuii.

9.1.1.4. [pyrme UCTOYHMKN MHGpopMaLumM BKMOYaOT B cebs MHGOPMaLMOHHO-
TENEKOMMYHUKALMOHHYIO ceTb "UHTepHeT", umdipoBble cpeacTBa (06LwedoCTyNHbIe
BeO-canTbl, couuanbHble ceTu, 6rorn) unu gpyrme CUCTEMbI, Yepe3 KOTopble
naumeHTbl U NoTpedbuTenu Moryt coobwmTb 06 OnbiTe pPasBUTUA HEXenaTerbHbIX
peakuuin Ha NiekapcTBEHHbIE NpenapaThbl.

9.1.2. MeTogororms 06paboTku curHarnos.

9.1.2.1. OBHapyxeHne cuUrHarnoB OOITKHO MPUAEPHUBATLCS CTPYKTYPUPOBAHHOM
W MPU3HaHHOW METOoOOosIoMK, KoTopasi MOXeT BapbMpoBaTbCA B 3aBUMCUMOCTU OT
BMOA JieKapCTBEHHOro npenapata, B OTHOLIEHMM KOTOPOrO  BbIMOMHSAETCH

npoueaypa.

9.1.22. C uenbid OUEHKM [OoKa3aTelbHOM OCHOBbI, MOATBEPXKOANOLIEN
NOCTYMNMBLLMIA CUrHan, HEOOXOANMO MPUMEHSATb CTPYKTYPUPOBAHHYIO U NMPU3HAHHYHO
METOLOMOMMI0, KOTopas AO0SKHA YYUTbIBATb KIUMHUYECKYH 3HAaYUMMOCTb, CTEMEHb
[OCTOBEPHOCTM B3aUMOCBS3M, COMMacOBaHHOCTb [aHHbIX, B3aMMOCBSA3b CTENeHn
BO3AENCTBMA W peakuun, MNPUINHHO-CINIEACTBEHHYIO CBSI3b, OMOMOrM4YecKkyto
npaegonogo6HOCTL, 3KCNepMMEHTarnbHble Pe3ynbTaTbl, BO3MOXHbIE CXOOHblE MO
XapakTepy siBfieHUst aHHbIe.

9.1.2.3. lpn npuopuTM3aLMM CUrHasMOB YYUTHLIBAOT HOBWU3HY BbISIBNIEHHOM
B3aMMOCBS3W UMMM NieKapCTBEHHOrO npenapara, (rakTopbl, MMetoLLMe OTHOLLEHUE K
3Ha4YMMOCTM B3aMMOCBSA3U, CEPbE3HOCTU COOTBETCTBYIOLLEN peakuun n akTopbl,
UMEIOLLME OTHOLLIEHME K JOKYMEHTMPOBAHNIO COOOLLEHMS.

9.1.3. MNpouecc 06paboTku cUrHanoe.
9.1.3.1. BeegeHue.

9.1.3.1.1. lpouecc o06pabOTKM CUrHaANoOB BKMoYaeT B cebs cTagum OT
BbISIBNEHUST curHana [no BbipaboTkM pekomeHaauui. [lpasBuna BbINOMHEHMS
06paboTKN CUrHANOB MMET OTHOLLEHME KO BCEM 3aMHTEPEeCOBaHHbIM CTOPOHaM,
Yy4acTBYHOLLWMM B KOHTpore 0e30nmacHOCTU 3apermcTpuUpOBaHHbLIX NEKapCTBEHHbIX
npenapaTtos.

9.1.3.1.2. Npouecc 06paboTkm cMrHanoB BKMOYAET B cebs cregyroume ctagum:

a) BbISIBMIEHNE CUrHanNa;



0) Banugauusa curHana;

B) aHanu3 1 NpUopUTU3aLIUs cuUrHana;
r) oueHKa curHana;

0) pexomeHaauunm no AenCcTBUAM;

€) 0bMeH nHcopmav men.

9.1.3.1.3. lMpencTaBneHHble Bbile CTagum npouecca o6paboTKM M3NOXeHbl B
fiorndeckon  nmocnepoartenbHocTM. Pabota ¢ oTAenbHbiMM - OOCTYMHLIMU
NCTOYHMKaMMN MHApOpMaLLMK, NCMNONb3yeMbIMU A1 OOHAPYKEHWUSI CUrHArOB, MOXET
notpeboBaTb MMHKOCTM B 06paboTKe CUrHanoB, B YaCTHOCTU:

ecrnn obHapyxeHue curHanoB ©Oasupyetca Ha o63ope wHOUBMAOYaNbHbIX
COOOLLEHNIA O HexenaTerbHbIX peakuusx, npoueaypa MOXET BKMAHO4YaTb
BepudmKkaumnio 1 npegsapuTenbHY0 NPUOPUTM3aLINI0 06HapYXeHHOro curHana;

€CNnM curHan BbisiBieH No o6beaMHEHHbIM pesynbTataM UCCegoBaHud, Kak
NnpaBuno, HEBO3MOXHO OLEHUTb Kaxaoe wHavBMAayanbHoe cooblieHne, 1 B
pesynbTaTte Banvgauum MoxeT notpeboBaTbca cOOp AOMONMHUTENbHBIX AaHHbIX.

PekomeHgaumm no pencteuam (C NOCNEAYIOLMM TMPUHSATMEM peLieHus B
COOTBETCTBUM C MEXOYHAPOAHLIMM LOrOBOPaMUN 1 akTamK, COCTaBIISIOLLMMN MPaBo
Coto3a, M 3aKkoHOAaTenbCTBOM rOCyQapCTB-4neHoB) M obMeH WHdopmaumen
SABNSIOTCS KOMMOHEHTaMK, KOTOpble HEOOXOAMMO y4MTbiBaTb Ha KaOgow cTaguu
npotiecca.

9.1.3.2. BuisiBneHue curHana.

9.1.3.2.1. Ko BCemM MeTo4am BbISIBIIEHUS CUrHana npUMMEHSAIOTCS crieayrowme
TpeboBaHus:

a) wucnomnb3yembld MeTod [OO/PKeH COOTBEeTCTBOBaTb O0O0bEMY [AaHHbIX
(HanpumMep, WCMNonb3oBaHWE CIIOXHbLIX CTATUCTUYECKMX METOAOB MOXET He
noaxoauTb Ans HebonbLworo oobema AaHHbIX);

6) HeO6XO,EI,I/IMO y4nTbiBaThb aHHble N3 BCEX COOTBETCTBYOLLUMX MCTOYHUKOB;

B) OOMKHbI ObITb BHeOpPEeHbl CUCTEMbI, rapaHTUpyroLpe Ka4eCTBo BbINOSTHAEMOWN
OeATenbHOCTU No o6Hapy>Keano AOaHHbIX;]

I') pesynbraTthbl 0630pa KYMYINATUBHbIX AaHHbIX [OOJDKHblI CBOEBPEMEHHO WY
Haanexawmm 06p330M oLeHnBaTbCA KBaJ'IVI(bVILI,MpOBaHHbIM JTMLLOM;

4) npu  OOHapyXeHun yrpo3bl  OOLECTBEHHOMY  3[40POBLIO  AOSDKHbI
npeanpvHUMaTbCs He3amenuTenbHble N 3GEKTUBHLIE LENCTBUS;

€) MpoLecC BbISIBMIEHUS CWUrHamnoB [OIPKeH OblTb Hagnexawmm o6pa3om
[OKYMEHTMPOBaH, BKroyas 060CHOBaHMe METoAa U NepUoaMYHOCTMU BbINONHEHMS
AEeCTBUI No 0GHaPYXEHUIO CUrHarOoB.

9.1.3.2.2. ObHapyxeHne curHanos no 6e3o0macHOCTN MOXHO OCYLLECTBNATL Ha
ocHoBaHUM ob3opa 6a3 AaHHbIX MHAUBMAYaIbHbLIX COODLLEHNA O HexenaTernbHbIX
peakumnsx, CTaTUCTUYECKOro aHammsa Oonbwmx 6a3 OaHHbIX MMM Ha OCHOBaHUK
KOMOMHMPOBAHHOIO NoAXo4a, OCHOBAHHOMO HA COMEeTaHM 3TUX METOAOB.



9.1.3.2.2.1. O630p HAMBMAYANbHBIX OTYETOB MO 6€e30MacHOCTW.

MHamBuayanbHble COOOLUEHMS O HexenaTenbHbIX peakumsax MoryT ObiTb
nory4yeHbl W3 CMOHTAHHOM CUCTEMbl PENOPTMPOBaAHMS, aKTUBHbIX  GOOpM
MOHMWUTOPWHIA, KIIMHUYECKMX WCCReaoBaHWi unm MoryT ObiTb OnybrnmkoBaHbl B
MeaUUUWHCKON nuTepaType. Hammume 1 coobLUEHMS O CEpbEe3HOM WM TSHKENown
HexenaTernbHOM peakuumn (Hanpumep, 06 aHadMNakTUY4ECKOM LLIOKE) MOXET ObITb
JOCTaTovyHO AN Toro, 4Ttobbl 006paTWTb Ha 9TO COOOLUEHWE BHMMaHWE W
NPeanpyHATL AanbHenwme gencteund. MHgopmaums, noanexailast oueHke, AosmkHa
BKMNOYaTb B ce0s1 KONMMYECTBO COOOLLEHWUIA (MOCNE UCKMIOYEHWUS] NMOBTOPSIFOLLMXCS
COOOLEHNA 1M CcOOOLLUEHU,  OdOPMIEHHbIX  HeHagnexawwm  obpasom),
agemorpadmyeckne  OaHHble  naumeHTa  (Hanpumep, BO3pacT U non),
nogo3peBaemMbli  flekapCTBEHHbI npenapat (Hanpumep, BBeAeHHas [Jos3a) wu
HexenaTernbHyl0 peakuuio (Hanpumep, MNpPU3HAKM WM CUMMATOMbI), BPEMEHHYIO
B3aMMOCBSI3b, KIMHUYECKNIA UCXO4 B CBSI3U C NPOAOITKEHNEM WU MpeKpaLleHneM
npuemMa nekapcTBEHHOrO npenapara, HanmuuymMe noTeHuuarnbHbIX anbTepHATUBHbIX
NPUYMH PasBUTUS HEXEnaTenbHOro SIBMIEHUs, OLLEHKY OTMNpaBuUTENEM COODLLEHMS
NPUYNHHO-CNEACTBEHHOM  CBA3W M LOOCTOBEPHOCTb  Guonormdeckon u
(hapMaKkonormyeckon CBA3W.

9.1.3.2.2.2. Ctatuctudeckme aHannsbl B 00rbLUMX 6a3ax AaHHbIX.

CylleCTBYIOT  pasfuyHble CTaTUCTUYECKMe  MeTodbl  aBTOMaTMYEeCKOro
BbISIBIIEHNS] CUMHArOB MCX04si U3 HEMPOMNOPLIMOHANBHOCTU KONMMYecTBa OTYETOB, TO
ecTb Oonee BbLICOKM  ypOBEHb  PEMNOPTUPOBAHUA O  NpeanoraraeMon
NOAO3PEBAEMON HEXemNaTenbHON peakuMnm Ha COOTBETCTBYHOLLEE AeNCTBYOLIEe
BELEeCTBO WNM feKapCTBEHHbIM npenapar MNO CpaBHEHWIO C  Apyrumun
OENCTBYIOLLMMMN BELLECTBAMUN UM NEKAPCTBEHHLIMW Npenapatamu B 6a3e AaHHbIX.
Mcnonb3oBaHne CTaTUCTUYECKUX METOOO0B NOAXOOMUT He AnA Bcex cutyauun. Mpu
MCNOMNb30BaHNM CTaTUCTUYECKNX METOAOB U BbiOOpe KpUTepueB maeHTudmkauum
CUrHasnoB cregyeT y4nTbiBaTb O0BLEM AaHHBIX, MOMHOTY AOCTYMHOW MHAOPMaLun 1
CEepbe3HOCTb HEXenaTeNbHON peakLuum.

[Meproan4HOCTb BBIMOMHEHMST CTAaTUCTMYECKOro aHarmm3a 6asbl AaHHbIX W’
reHepupoBaHNsi  CTaTUCTUYECKOTO  OT4yeTa  3aBUCUT  OT  XapaKTepUCTUKK
OENCTBYIOLLEro BelecTBa WM JEKapCTBEHHOrO Mpenaparta, MokasaHunh K
NPUMEHEHNIO 1 NOTEHUMamNbHbLIX NN NOEHTUMLIMPOBAHHBLIX PUCKOB.

9.1.3.2.2.3. KombGu1Hauust ctaTUCTMYECKUX METOA0B U 0630pa UHAMBUAYANbHbIX
OTYETOB No 6e30MacHOCTM.

Cratnctnyeckme oOT4eTbl MOMYT OblTb NpedHa3HayYeHbl AN9  BbiSIBEHUS
NOAO3pEBAEMbIX HeXenaTerbHbIX peakuuii, COOTBETCTBYIOLMX NPeBapUTESbHO
onpeaeneHHbIM KpUTEPUSIM YacTOTbl, CTENEHU TSKECTU, KITMHUYECKOM 3HAa4YMMOCTH,
HOBU3HbI UMM CTAaTUCTUYECKOW B3aMMOCBA3N. Takme unbTpyloLLme MeToabl MoryT
yrnpocTuUTb  OTOOp HavMbornee BaxHbIX WMHOMBMAYaAlbHbBIX  COOOLUEHMA O
HexernaTternbHbIX peakuusax, paccMmaTpuMBaeMbliX Ha NepBOM CTaguv MNpoLeaypbl.
MpegenbHoe 3Ha4YeHWe nokasaTens, WUCNoMb3yeMoe B 3TOM  UIbTPYIOLLEM
npouecce (Hanpumep, He MeHee 3 COOOLUEHWIA), MOXET BapbuMpoOBaTbCA B
3aBUCUMOCTM OT KIIMHWYECKOMW 3HAYMMOCTU MOAO3PEBAEMON HeXenaTenbHOn
peakuMnm W curHana, BnMSIHUS Ha OOLIECTBEHHOE 340pPOBbE W CTEMEHU
pacnpocTpaHEHHOCTU NCMOSb30BaHMS JIEKapCTBEHHbLIX NPenapaTos.

Mpy rMcnonb3oBaHUM aBTOMATMYECKOrO CKPUHMHIA B npolecce obHapyxeHus
CUrHanoB COOTBETCTBYOLWME WHOMBMAYaANbHbIE COOOLIEHMA O HexenaTernbHbIX
peakuusax crieayeT B AanbHENLWEM n3ydaTtb No oTAeNbHOCTH.

HesaBucMmMo OT UCMonb3yemoro CTaTUCTMYECKOro MeToga npouenypa
obHapyXeHUs1 CUrHanoB Bcerda AOofbkHA BKIMOYaTb B CE0S KIMHUYECKYHD OLIEHKY.
CrtatucTnyeckun metoqd SIBNSETCS OOMONMHUTENbHbIM METOAOM BbISIBMIEHMS U
BanuMaaLum curHana.

9.1.3.3. Banvpauwus curHana.



9.1.3.3.1. lNpn BbISBMNEHNM CUrHana BbINOSHAETCS OLEHKa AaHHbIX C Lerbto
BepudmKaumm 1 nogTBepxOeHus Toro duakTa, 4YTO AOoCTynHas wHdopMaums
COOEPXUT [[OCTaTOuHble [AoKa3aTenbCTBa BbISBIIEHUA HOBOW MNOTEHLWarbHON
NPUYNHHO-CNEOCTBEHHOM CBSA3W MMM HOBOFO acnekTta paHee YCTaHOBEHHOW
B3aMMOCBA3N. Pe3ynbtathl Banugauum onpeaensioT Heo6XoaMMOCTb AanbHeENLen
OLEHKM curHana.

Mpy BbINONMHEHUM NPOLIEAYPLI BanMaauMn curHana He3aBMCMMO OT UCTOMYHMKA
€ro nony4yeHns Heo6XxoaMMO Y4MTbIBaTb:

9.1.3.3.1.1. KnnHn4yeckas 3Ha4MMOCTb, Hanpuvep:

YpOBEHb [0Ka3aTernbHOCTU B OTHOLWEHWWM MPWYKMHBI SBREHUs  (Hanpumep,
KOMMYecTBO COOOLLIEHNA C Y4eTOM BO3AENCTBUS, BPEMEHHOW B3auMOCBSA3MN,
npaBgonogobHOCTN  (BEPOSTHOCTM)  MExaHu3Ma  pas3BUTUS  HexenaTernbHON
peakuun, pesynbTatoB OTMEHbl M MOBTOPHOTO Ha3Ha4YeHWs nekapcTBEHHOro
npenaparta, anbTEPHATUBHOIO OO BSACHEHMS UMW NHBIX NPUYMHHBIX (0AKTOPOB);

Cepbe3HOCTb HexenaTenbHON peakuun 1 ee ucxog;

HOBW3Ha peakumn (HanpuMep, HOBbIE N Cepbe3Hble HeXenaTernbHble peakLmm);

KIMMHUYECKNIA KOHTEKCT (Hanpumep, Nogo3peHne Ha KIMHUYECKUA CUHAPOM,
BKIKOYas apyrve peakuum);

BO3MOXHblE IeKapCTBEHHble B3avMOAEWCTBUS U peakumn y ocoBbix rpynn
nawumeHToB.

9.1.3.3.1.2. MNpeawecTByoWasa MHpopmauus:

uHdopmaums yxe skrodeHa 8 OXI nim UMM (J1B);

CUrHan yxxe oLeHeH YNOrHOMOYEHHbIM OpraHoM rocygapcTtea-yurneHa B NMOOB
wm MYP, nmbo obcyxaeH Ha ypOBHE Hay4YHOrO 3KCMEPTHOrO KoMUTETa, NmMbOo
ABMANCHA OCHOBAHUEM AN1si PErynaTOPHOW NpoLeaypb!.

Kak npaeuno, Banupaumv noanexar curHanel, He OTHocAWwMecs K
BbllLeyKa3aHHbIM. OgHaKo Mo yxe M3BECTHbIM CUrHanam MOoXeT notpeboBaTbces
npoBedeHue Banugauum B crydae NoAO3pPEeBaeMOro BbISIBMEHUS OTMAMYUA MO
4yacToTe pas3BUTUS, AMUTENBHOCTU MNEepPCUCTUPOBAHUS, CTENEHU TSHKECTU WU
ucxoga (Hanpvmep, BbISIBMEHHbI BO B3aMMOCBS3W reTalbHbI UCXOA) MO
CPaBHEHUIO C AaHHBLIMWU UM XapaKTepUCTUKoW, BKtodeHHbIMU B OXJIT unu paHee
paccMaTpuBaeMbIMU YNOMHOMOYEHHBIM OpraHoOM rocyapcTBa-yneHa.

9.1.3.3.1.3. Hannuune gpyrmx MCTOYHMKOB MHpopMaLum, 06beM AaHHbIX KOTOPbIX
Nno OnNpefeneHHOM HexenaTenbHOM peakumM npeBbIaeT NpenLecTBYHLLYO
MHdpopMaLnto:

a) nuTepaTypHble faHHble 0 NOA0OHbIX COOOLLEHNSIX;
6) akcnepMMeHTanbHble pe3ynbTaTbl UM BMONorIMYeckue MexaHU3MbI;

B) o063op 6Gonee KpynHbix 0a3 AaHHbIX (0O0beauWHeHHble 6asbl  AaHHbIX
YNONMHOMOY€EHHbIX OpraHoB FOCy,D,apCTB-‘-IJ'IeHOB).

9.1.3.3.2. CurHan npuobpetaeT cTaTyc BanMaUPOBaHHOMO, €cnvM npoLecc
BepudmKauum BCel MMeLWen OTHOLUEHWE [OOKYMEeHTauun CBUOeTeNnbLCTBYeT O
npeanosioxuMTenbHO HOBOW MPUYMHHO-CIEACTBEHHOW CBSA3W WM HOBOM acrekTe
M3BECTHON B3aMMOCBSI3W, W, CregoBaTenbHO, ABMASETCS  0DOCHOBaHWEM
JarnbHenLen oLeHKN.

9.1.3.3.3. CwurHan, ana KOTOporo B npouecce BanmvMgauum He Obina
NoATBEpXAEHA NPEANONIOXUTENBHO HOBasi MPUYUHHO-CIEOCTBEHHAA CBA3b WM
HOBbIA acCMeKkT W3BECTHOM B3aMMOCBS3M, MOXET MoTpeboBaTh BbINOMHEHMWS
JarnbHenwero aHanuMaa, Hanpumep, B Cllydasx HegoCTaTOYHOCTU KomnmnyecTBa
OOKYMEHTauMM no COOTBETCTBYIOLLEMY Cryyald HexenaTternbHoW peakumn. B
NodoOHbLIX Crydasix HOBble COODLUEHMS O HeXenaTernbHbIX peakumsix umm
pesynbTathl nocrneaylwero HabrmogeHnss No paHee MOSyYeHHbIM CIly4asM U3
nepvoga nocTPErMcTpaLMoOHHOrO HabnaeHNs OOMKHbI NepecMaTpmBaTbCs Yepes
COOTBETCTBYyIOLLME Mepvogbl BpemMeHu C LUerbio obecnedeHua yyeta WU
pacCMOTPEHMS BCEX COOTBETCTBYIOLLMX COOBLLEHNIA.



9.1.3.3.4. [Jepxatenn perycTpaLMoHHbIX YOOCTOBEPEHUA U YNOHOMOYEHHbIE
opraHbl rocyAapCTB-YNEHOB AOSMKHbI MMETb CUCTEMbl OTCMEXVBAHUS C LEMbIO
yyeTa pesynbTaTtoB BanvaauMu CUrHaroB, BKIOYas U3y4eHWe U OTCheXuBaHue
MPUYKMH, NO KOTOPbIM CUrHambl He OblMn MPUHATLI Kak CBUAETENbLCTBYIOLWME O
NpeanorioKMTENbHO HOBOW MPUYMHHO-CNEACTBEHHON CBA3M UMM HOBOM acrnekTte
M3BECTHOW B3aMMOCBSA3W, a Takxe uHdopmauum, Kotopas nomorna bl B noucke
nogobHbIX Cry4aeB U OLEHKE CUrHaroB.

9.1.3.4. AHanm3 1 npuopuUTU3aLusa CUrHaroB.

9.1.3.4.1. Knio4eBbIM 35IEMEHTOM MpoLecca yrnpaBreHus curHanamm sBnseTcs
He3amennuMTenLHOe onpefeneHve Mx BNMSAHUS Ha OOLLECTBEHHOE 340POBbE UMK
COOTHOLLeHWe "nomb3a - puUCK" meKapCTBEHHOro npenapata y nNauneHTos,
nogsepralowmxcs Bo3gencTemio. Npouecc npuoputusauum OOSPKEH BKIOYaTb B
cebs:

a) [okasaTefnbHOCTb W COMMAacoBaHHOCTb  WMHdpopmauuvu,  Hanpumep,
Buvonormyeckas [0OCTOBEPHOCTb, OOMbLUOE KONMMYECTBO AOCTOBEPHbLIX Cry4aes,
COODLLUEHHBIX B TEYEHUEe HEeNpoOOKATENBHOTO Mepuoaa BPEMEHW, BbICOKUE
3HayYeHUs1 nokasatens O AMCMPONOPLUOHANBHOCTKN, ObICTPOE yBEnMYeHue 3TOro
rnokasartens C TeYeHWeM BPeMEHW, UAeHTUdMKALMA CUrHana B pasHbIX YCHOBUSAX
NPUMEHeHNs (Hanpumep, B aMOyrnaTOPHOM U KIMHUYECKOW MpPaKTUKE), UCTOYHUKM
WM CTpaHbl, U3 KOTOPbIX NOMy4YeHbl AaHHbIE;

6) BMMsSHXE Ha NaLWEHTOB B 3aBUMCUMOCTM OT CTEMNeHU TSHKeCTH, o0GpaTMoCTy,
noTeHUMana npegoTBpaLleHUs U KIIMHUYECKOTO UCXO[la HexernaTenbHOW peakLiuu,
pe3ynbTaThl NpPeKpalleHst NeYeHns NPUMEHUTENBHO K TeYeHUo 3aboneBaHus U
Opyrve TepaneBTUYecKue nokasarenu;

B) BIMsSIHNE Ha OOLWECTBEHHOE 340POBbE B 3aBUCUMOCTM OT CTENeHu
MCMNomnb30BaHMs NEKapCTBEHHOro npenapata B oOLWel rpynne nauMeHToB U B
MONynsiLMOHHBLIX  Tpynnax pucka (Hanpumep, fekapCcTBeHHble Mpenaparthl,
ncnonb3yemble 6epeMeHHbIMU KEHLUMHAMKW, OETbMU UMM NOXUMbIMU NI0AbMKU) ©
cnocoba ncnonb3oBaHWs NeKapCTBEHHOro npenapara (Hanpumep, HenpaBuribHOe
ncnonb3oBaHme UM Ncnonb3oBaHMe He NO 3adABIIEHHbIM I'IOKa3aHI/IFIM). BrnmaHue Ha
00 LWeCTBEHHOE 340POBLE MOXET BKINOYATL B CEOS OLIEHKY KONMYecTBa NaUneHTOB,
y KOTOPbIX MOXET pa3BUTbLCS Cepbe3Has HexenaTernbHas peakLumsl, 3T0 KONM4eCcTBO
OOIMKHO ObITb U3Yy4eHO MO OTHOLLEHWMO K obuen BbiGopke nauneHToB B 06Lein
rpynne, rpynne nauMeHTOB C LiENEBbIM 3aboneBaHMeM W Tpynne nauMeHToB,
NoaBEepPriuMXCsi BO3AENCTBUIO;

) NOBbILEHHas YacToTa WM CTEMNEHb TSPKECTU M3BECTHOIO HeXenaTenbHOro
0encTeus;

D,) HOBM3Ha MNOOO3PEBAEMON HeXernaTenbHOM peakuun, Hanpumep, ecrnu
HEen3BeCTHaA nogo3peBaemMan HexenaTtenbHad peakunda pa3BuBaeTCA BCKOpe
nocrne nocTtynineHnA HOBOro JieKapCTBEHHOIo NpoayKTa B MEOULIMHCKYIO NMPAKTUKY;

€) ecnv 3asiBNeHVE Ha MOSyYeHVe PEerMcTpaLUoHHOTO YOOCTOBEPEHMS HOBOIO
[AECTBYIOLLErO BELLECTBA HAXOAUTCS HA PACCMOTPEHUM B YNONHOMOYEHHOM OpraHe
rocyaapcTBa-yuneHa v curHan no 6e3onacHoCTV MorydeH U3 TPeTbell CTpaHbl, B
KOTOpPOW 3TOT NEeKapCTBEHHbI MNpenapaT 3aperucTpupoBaH, WM B WHOM 6ase
AaHHbIX MO HexenaTenbHbIM peakuusam obHapyxeHa Tshkenas HexenaTernbHas
peakuuss M3 TpeTbeil CTpaHbl, 3TOMY CUrHamy Takxe [OO/MKHO ObITb yaeneHo
BHMMaHMe.

9.1.3.4.2. B HeKkOTOpbIX Crnyyasix NPUOPUTETHOE 3HaYeHMEe OLIEHKU MOXET ObITb
OTAAHO CurHanam, Mofy4yeHHbIM B OTHOLLEHWW JIEKAPCTBEHHbIX MpenapaToB WInv
SIBMIEHWIA C MOTEHUMarnbHO BbICOKMM BHMMaHWMEM CO CTOPOHbI CPeACcTB MacCOBOW
MHGopMaLMM U 3aMHTEPECOBaHHLIX CTOPOH (bapMakoHag3opa C  Lenblo
He3ameanUTenbHOro A0OHEeCEeHUst 10 OOLWECTBEHHOCTM U MEAULIMHCKUX pabOTHMKOB
pe3ynbTaToB TaKOW OLLEHKM.



9.1.3.4.3. Pe3ynbtaT npouenypbl NpUopuTU3aLmmn curHana gOrpkeH BKIoYaThb B
cebs pekomeHaaLMIO MO BPEMEHHLIM paMKaMm OLLeHKU curHana.

9.1.3.4.4. Pesynbrar npoueadypbl MpUOpUTU3aLUM CUrHana [omkeH ObiTb
3aHeCeH B CUCTEMY OTCMeXuBaHusi C OOOCHOBaHMEM MPUCBOEHHOMO YPOBHSA
npuopuTU3aLmm curHana.

9.1.3.5. OueHka curHarnos.

9.1.3.5.1. Llenbio OUEHKM CUrHamnoB SBfSETCS WU3Yy4eHWe [oKasaTenbCcTB
NPUYUHHO-CNEACTBEHHON CBSA3WM HEeXernaTenbHOM peakuun n nogo3peBaeMoro
NeKapCcTBEHHOTO CPEeACTBa C LENbl0 KONMMYECTBEHHOM OLIEHKM B3auUMOCBSA3U
(NpegnoyTuTEnbHO B abCOMIOTHLIX BEMMYUHAX) M onpeaeneHus HeobxoammocTu
cbopa [ONOMHUTENBbHBLIX AaHHbIX WM MPUHATMSA perynaTtopHbix mep. OueHka
cocTouT n3 TLWATENBHOro dapMaKkonorm4eckoro, MeAULMHCKOro "
3NUOEMUONIONMYECKOTO  M3YYEHUss  BCEW  uMelowencs  uHdopmaumm  no
cooTBeTcTBytolemMy  curHany. OOG30op  gomkeH  BKMAKOMaTb  AOCTYMHbIE
drapmakornornyeckme, OOKIMHUYECKME W KIIMHUYECKME LaHHble WM LOOMMKeH ObiTb
MaKCMMasbHO MOSHbIM MPUMEHUTENBHO K MCTOYHUKAM MonyveHust nHdopmMaumu,
BKMOYasi JaHHble OCbe NeKapCTBEHHOro npenaparta npu nogadve 3asiBNeHust Ha
perncTpaumnto U nocrnenylowme U3MEHEHWs, MTEpPaTypPHblE CTaTbW, CMOHTaHHbIE
COOOLLEHNST N HEOMNYBIMKOBaHHYHO MHGOPMAaLMIO OT AepXaTernen perncTpaLMoHHbIX
YAOCTOBEPEHUA U YMNONMHOMOYEHHbIX OPraHOB rocydapCTB-YNieHOB.  Takke
HeobGXx0QMMO y4YUTbiBaTb peKkoMeHdauuuM BHELLHUX 3KcnepToB. Ecnv nHdopmauyms
noryyeHa W3 HECKOSMbKUX WCTOYHUKOB, HEOOXOAMMO YYUTbIBaTb YPOBEHb WX
J0Ka3aTenbHOCTU 1 OrpaHNYEHNsT C LiEfbI0 OLLEHKN X BKIaga B OLEHKY Bonpoca rno
6esonacHocTn. CoBOKynHasi MHpopMaLUna M3 pa3HbiX UCTOUHMKOB Takxe Tpebyer
BblOOpa MexayHapoaHOW MPU3HAHHOW TEPMUHOMOMM MeOMUMHCKMX siBreHun. B
clnyyae OTCYTCTBUSI TaKOrO0 TEPMMHOMOMMYECKOro ornpenerneHns HeobxogmMmo
onepaunoHHOe onpeaerneHne.

9.1.3.5.2. B HeKkOTOpbIX crydasix curHarnbl HEOOXO4MMO OLeHMBaTb COrMMacHo
TepaneBTUYECKOMY YPOBHIO WM Kaccy CUCTEMbl opraHoB fMOO Ha YpOBHE
CTaH4apTU3MPOBAHHOIO 3anpoca (NpyM WUCNONb30BaHWM CrioBapsa MeOMLMHCKON
TepmuHonormm MedDRA). TMouck mHopmMauum MoxeT noTpeboBaThb BKIHOYEHUS
ApYrMx rnekapcTBEHHbIX MpenapaTtoB OAHOIO Knacca W ApPYrMx HexenaTerbHbIX
peakuuin, Hanpumep, OTHOCUTENbHO APYrMX TEPMUHOB, UMEIOLLMX OTHOLLEHME K
CINOXHOMY 3a60MneBaHWio (HanpMMep, HEBPUT 3PUTENBHOMO HEPBA Kak BO3MOXHbIN
nepBbIN NPU3HaK MHOXECTBEHHOMO CKrepo3a), paHHeN cTagum peakumm (Hanpumep,
yanvHeHve uHtepBana QT) unM KNMHUYECKMM OCMIOXHEHMAM COOTBETCTBYHOLLEN
HexxenaTenbHOW peakuun (Hanpumep, 0OEe3BOXMBAHME WM OCTpas MNoYeYHas
HEeOOoCTaTO4YHOCTD).

9.1.3.5.3. C6op uHdopmaLnm 13 pasHbiX UCTOYHUKOB MOXET 3aHATb Bpems. B
LEensx onTMMmM3aunm npouecca MoxeT ObiTb MCNOMb30BaH, HAaNPUMEP, NOLLAroBbI
METO4 OLEHKM CcurHana. B OTHOWeHMM HOBOrO CcurHana o  TshKeron
HebnaronpusiTHOM peakLum MOXHO MPUHSITb BPEMEHHbLIE MEPbI, ECIN B pe3yrbTaTe
nepBon CTaaun OLLEHKM Ha OCHOBaHUWM AOCTYNHOW MHOpMauuy caenaH BbIBO4 O
NoTeHLnanbHOM puCKe, KOTOPbIN HeoBXoaNMO NPeaoTBPaTUTD.

9.1.3.6. PekomeHgauum no 4enNCTBUAM YNONTHOMOYEHHbIX OpraHoB rocydapcTB-
YNIEeHOB.

9.1.3.6.1. PexkomeHgaumm nNo pe3ynbratam OLEHKM MOMyT BapbMpoBaTbCs B
COOTBETCTBUM C TpeboBaHUSIMKW, YCTAHOBMEHHbIMM akTamu opraHoB Coto3a unm
3aKOHOAATENbCTBOM OCYAapCTB-Y/IEHOB, M BbiBOAAM MO pe3yrbTaTam OLEeHKU
curHana.

HecmoTpsi Ha TO, YTO peKkoOMeHAaLuM COCTaBISIOTCA MOCIE OLEHKM CUrHana Ha
OCHOBaHUM COBOKYMHOW MHApopMaL MK, HEOOXOAMMOCTb AEWCTBUIA OLLEHMBAKOT B
XO[e BCEro npouecca YynpaereHnss curHarom, onpegensss o60CHOBaHHOCTb U
LenecoobpasHocTb 6onee paHHUX AEUCTBUIA MO MUHMMU3ALIUK pUCKa.



9.1.3.6.2. [JencTtBna No pesynbratam OLEHKM CUrHana MoryT BKtoyaTb B cebs
OOMOMHUTENLHOE U3YYEeHUEe PUCKOB WM Mepbl MUHMMU3aLMU PUCKOB, €Crn
MexaHV3Mbl pa3BUTUS Nogo3peBaeMon HebrnaronpuATHOW peakuun ykasblBalT Ha
BO3MOXHOCTb NpefynpexgeHns UM CHUXEHNE CTENEHN TEXKECTU HexenaTernbHON
peakumn. EcnM BbIBO4 OCHOBaH Ha OrpaHWYeHHOW UWHGopMauuM, MOoXeT
notpeboBaTbCs nposegeHue noCTperncTpaLMoHHOro nccnegoBaHns
6e3onacHOCTV C Lenbi U3ydeHns NoTeHLMansHOro Bonpoca unu npobrnemsl no
6esonacHocTy.

9.1.3.6.3. Ecnm ynonHOMO4YeHHbIV OpraH rocydapcTBa-yfieHa 3anpalmBaeT y
Jepxartena perMcTpauMoHHOrO YOOCTOBEPEHUS MNPOBEAEHUE AOMOSHUTENMbHBIX
OEeNCcTBUIA, B TaKOM 3anpoce HeobXxoauMMO yka3aTb CPOK BbIMOMHEHWUST OENCTBUN,
BKMOYasi OTYeTbl O [AOCTUIHYTbIX LEeNsX W MNPOMEXYTOYHbIX pesyrnbrarax
NPOMNOPLMOHANbHO CTEMEHM TSHKECTU U BIMAHUIO Npobnembl No 6e3onacHoOCTM Ha
obLwecTBeHHOe 340poBbe. [lepxatenb perucTpaumoHHOro YOOCTOBEPEHUS U
YNOMHOMOYEHHbBIE OpraHbl roCy4apCTB-YMEHOB AOMKHbI YYUTbIBaTb BO3MOXHOCTb
NnpoBeAEeHUs UCCrNeaoBaHUsi B YCTaHOBIMEHHbIE CPOKM C YYETOM MapameTpoB
uccrnegyemoro Bonpoca ©e3onacHOCTW, Hanpumep, 4acTOoTbl  Pas3BUTUS U
noTpebHOCTN B MNPOCMEKTUBHOM Au3anHe wuccriegosaHus. CregyeT yyuTbiBaTb
BPEMEHHbIE Mepbl Mo obecnedeHnto Be3onacHoro n 3apeKTMBHOIO NPUMEHEHUS
NeKapCTBEHHOrO Mpenapata WM YCTPaHEHWIO pUCKa, BKIMOYasd BO3MOXHOCTb
BPEMEHHOTO MPUOCTAHOBIIEHNA OEUCTBUA PErMCTPaLMOHHONO  yAOCTOBEPEHMS
nekapcTBEHHOro npenapara.

9.1.3.6.4. B cny4yae OTCyTCTBUS pUcCKa NS NALWEHTOB YNONIHOMOYEHHbIN OpraH
rocygapcTBa-dfieHa MOXeT MNPUHATb pelleHne o6 OTCyTCTBUM HeobxoammocTwu
JarnbHenwwen oueHKN nnn ganbHenwmx encTBum.

9.1.3.7. O6MmeH nHopmaumen.

9.1.3.7.1. Cneagyetr obecneuntb BO3MOXHOCTb BbIMOMHEHMS  OOMeHa
MHGopMaumen  Mexay — YNOSIHOMOYEHHbIMM  OpraHaMu  rocygapCTB-YEHOB,
aepxaTtensMm percTpaunoHHOrO yOOCTOBEPEHUS M OPYrUMKM  ydacTHMKaMU C
Lenblo pacnpocTpaHeHust MHdopMaLMn O curHanax, cbopa [OOMNONHUTENbHbBIX
OaHHbIX, OanbHenwen OueHKU Bonpoca 6e30nacHOCTM W MPUHSATUSE PELUEHUst O
3amTe 300poBbsi NaLMEHTOB. BpemeHHble TpeboBaHMsa No 06MeHy MHdopmauven
MOMyT BapbUpOBaTbCHA B 3aBMCUMOCTM OT npobrembl No 6e30nacHOCTU, HO
MHGopMaLMa 0 CUrHanax gorpkHa OblTb pacnpocTpaHeHa He3aMeaIUTENbHO nocre
BbIMOJIHEHMA NMpoueaypbl X Banuaaunn n npuaHaHna nx sanmgnpoBaHHbIMA.

9.1.3.7.2. [epxatenn permcTpauuoHHbIX YOOCTOBEPEHWU MepenarnT BCHo
COOTBETCTBYIOLLYID MHGpOpPMaLMIO O CUrHanax B  YNOSHOMOYEHHble OpraHbl
rocyapcTB-4NieHoB (4TO COCTaBNseT YacTb 0653aTensCTB Mo hapMakoHaa3opy U
MOHWUTOPWHIY COOTHOLIEHMSA "Monb3a - pPUCK" JeKapCTBEHHOrO npenapara).
BanuoupoBaHHble curHanbl, KOTOpble MOMyT OKa3bliBaTb BIUSIHNE HA 06LLECTBEHHOE
3[10pOBbE U COOTHOLIEHME "MOSb3a - PUCK" NEKapCTBEHHOrO npenaparta, AOSPKHbI
OblTb He3amMeanMTENbHO NepedaHbl B YNOMHOMOYEHHblE OpraHbl rocyaapcTB-
YSIEHOB, @ TaKXe B COOTBETCTBYIOLUMX CIyyasix NMpPeAcTaBreHbl MPELSIoXEHUsT No
BO3MOXHbIM JENCTBUAM.

9.1.3.7.3. YnonHomoyeHHble opraHbl rocygapCTB-4SIeHOB nepeaatoT pesynbraThl
OLEHK/ CUrHanoB AepxaTensam permcTpaummoHHOro YA40CTOBEPEHUS.

9.1.4. TpeboBaHuA Kk Ka4eCTBYy.



9.1.4.1. MNpocnexvBaemocTb.

Banngauusi, npuoputusaumsi, oueHka, BpEMEHHbIE CPOKU, PELLEHUS, OENCTBMS,
nrnaHbl, pPenopTMPOBaHME, a Takke WHble KIoYeBble npoueaypbl  OOSTKHbI
HagnexawyMm obpa3oM [AOKYMEHTUPOBATbCS U MEPUOAMNYECKUN OTCIEXMBATLCS.
CucteMbl oTCneXxmBaHUs Takxe OOSPKHbl OblTb AOKYMEHTUPOBaHbI M BKIOYaTb B
cebsi curHanbl, B pesynbTaTte MNpPOBEPKM KOTOpbIX Obin caenaH BbiBog 00
OTCYTCTBMM HOBOW MOTEHLMANBbHOW MPUYNHHO-CIEACTBEHHOW CBSI3W UMM HOBOMO
acrnekTa U3BecTHOM B3aMMOCBA3U, TaK KaK OHM MOryT npusiieyb ocoboe BHUMaHue
B Crnyyae nocriegylolwero aHanuM3a. Bce 3anvMcu  gomkHbl  nopnexarb
apxXnBMpoBaHNIO N XpaHEHUIO B COOTBETCTBUN C ﬂeVICTBy}OLLMMM npouenypamu.

9.1.4.2. Cuctembl KayecTBa U JOKYMEHTaL WS,

9.1.4.2.1. BaxHol 0COBEHHOCTbIO CUCTEMbI 0BPabOTKM CUrHanoB SBRSiETCS
4yeTKoe AOKYMEHTUPOBAHME C Lienbio obecneveHrs Hagnexallero n 3gdeKTUBHOIO
PYHKLIMOHMPOBAHUSA CUCTEMbl, CTaHgapTusaumMm 006s3aHHOCTEN U Tpebyembix
OEeNCTBUA, BbIMOSIHEHMA  3TMX OEeNCTBUA  fuuaMm € COOTBETCTBYHOLLEWN
KBanudmKkaumen ©n  UX MOHMMAHUSI BCEMW  BOBJIEYEHHLIMW  CTOPOHAMMU,
OCYLLECTBNEHUS] Hagnexallero KOHTpOns n (npwn HeobXxoanMocTH)
YCOBEPLLEHCTBOBAHUST CUCTEMBI. VMicxoas M3 AaHHbIX TpebGoBaHWA OormkHa ObiTb
paspaboTaHa cucTema obecneyveHust U KOHTPONsl kayecTBa B COOTBETCTBUU CO
cTaHOapTamMy CUCTEMbl KadecTBa, KOTopasl [[OIPkHa NPUMEHSATLCS KO BCEM
npoueccam ynpasrieHus curHanamu. JomkHbl 6biTb paspaboTaHbl, JOKYMEHTaNbHO
ocoopMrieHbl U BHeApeHbl MogpoOHble  npoueaypbl  CUCTEMbI  KavecTBa.
Heobxogumo pacnpegenmtb  YHKUMM M 0DS3aHHOCTW  BHYTPU  KOMMaHUM
OTHOCUTENbHO LENCTBUN WM BEOEHUST [OKYMEHTauuW, KOHTPONS W  U3YyYeHUs
BOMPOCOB KayecTBa, a TakKke MPUHSATUS KOPPEKTUPYIOLLMX U NpeaynpeanTeribHbIX
mep. Cioga Takke AOKHbI OTHOCUTLCS 0051I3aHHOCTWU NO ayauTy obecneveHus
KayecTBa B CUCTEME YMpaBIieHWUs1 cUrHanamm, BKSovas ayauT cybnoapsiavymkoB
KOHTPaKTHbIX CTOPOH, BbIMOSHSAOWMX  KakMe-nmbo paboTbl Mo AaHHOMY
HanpaBneHuo. [omkHa ObiTb rapaHTUpoBaHa KOHGMOEHUMANbHOCTb AaHHbIX U
OOKymeHTauun, 6e3onacHoCTb M LOCTOBEPHOCTb AaHHbIX (BKIOYasA LENOCTHOCTb
npu nepegadye).

9.1.4.2.2. Cuctema oTcrexvBaHua OoibkHa obecneymBaTtb MOSyYeHWe BCemmu
BOBMIEYEHHbIMM CTOPOHAMM [aHHbIX MO pesynbTaTtaM ayguToB C  yKasaHUeM
OeNcTBUIA No obpaboTke CUrHanoB, COOTBETCTBYHOLLMX 3aMpPOCOB U UX Pe3ynbTaToB.
MonyyeHHass WHdOPMaUUsl, MOWUCK, pe3yrbTaTbl MOWUCKA, OLEHKWM W  peLleHus
(nonoxuTenbHble U oTpuuaTernbHble) MO MOoTeHUManbHbIM CUrHanam, a Takke
pe3ynbTaTbl MPOBEPKM CUrHana nogsexar apxvuBvMpoBaHuio. [laHHble [AOikHbI
BKIMOYaTL pe3ynbTaTbl Barnvgauum curHana.

9.1.4.2.3. MoxeT noTpeboBaTbCA Wu3y4eHWe [OKYMEHTauuu gepxatens
pPerycTpaLmnoHHOro yaoCTOBEPEHMsT O COBMIOAEHNM AaHHbIX MOSIOKEHWIA 40 W nocre
npoueaypbl  perucTpaumMnm B LensX BbIMOSIHEHUST OUEHKU  BbIMNOSHSEMOMN
OesaTenbHOCTU UMM UHCMEKTUPOBaHUS.

9.1.4.3. ObyueHue.

MepcoHan pomkeH ObiTb chneuvanbHO OOy4veH BbIMOSIHEHWIO AEWCTBMM MO
06paboTKe CUrHanoB COIMacHO pacnpederieHHbIM GYHKLMAM U 00SI3aHHOCTSIM.
Mpouecc MoXeT BKMtoyaTb B cebsl nepcoHan oTAaena no diapMakoHaa3opy, a Takxke
nepcoHasn, KOTOPOMY MOXeT CTaTb WM3BECTHO O MOTeHUMarbHbIX CUrHanax unm
KOTOpLIN y4acTByeT B npouecce 0OpabOTKM CUrHanoB, Hanpumep, nepcoHan
aAMUHUCTPATUBHOIrO  (NPaBOBOro) oOTAena, AOKMMHWYECKUX,  MEOMLMHCKUX,
dapMaKkoaNMOEMMONIOMIMYECKUX M MapKETUHIOBbIX UccrnedoBaHuin. OGyyeHue
AOOJPKHO BKIo4aTb B cebs TEPMUHOIMOTMKO U  AOOCTYMNHbIE 06a3sbl AOaHHbIX C
NCTOYHNKaMWN CUTHAJIOB. I'Ipou,e,qypbl CUCTEMbI o6yqu|/|9| N pas3mMellieHne OaHHbIX
no oby4YeHuo OOSMkHbI ObITb HaaneXxalwum oOpa3oM AOKYMEHTUPOBAHbLI, pe3tome
cneunanncToB U onMcaHue BbINMONMHAEMbIX d.')yHKLl,VIVI nognexart apxmBnpoBaHUIO.

9.2. Ponu u o6sa3aHHOCTH



9.2.1. Ponun 1 0683aHHOCTU YNOSIHOMOYEHHbIX OPraHoB rocy4apCTB-YNeHOB.

YNOMHOMOY€EHHBI OpraH rocygapcTBa-yreHa:

KOHTPONMPYET AaHHble Ha CBOEW TEPPUTOPMU, BKMOYAsS OaHHbIE, NOMyYeHHbIe
N3 MHbIX UCTOYHMKOB, YKa3aHHbIX B nogpasgerne 9.1.1 Hactoawmx MNpasur;

BbIMOSHAET BanMgauuMlo M WHble 3dTanbl nNpoueaypbl 0O6paboTKM CurHarnos,
NOMy4YEeHHbIX U3 JOCTYMHbIX MCTOYHUNKOB;

nepegaeT curHanbl, Npoweflme Yepes npouenypbl Banvaaumm U OLEHKMW, B
COOTBETCTBYKOLUME IKCMEepTHble KOMUTETbl rocyaapCTB C Uenbl onpeaeneHund
Lenecoodpa3HOCTN MOCNEeAYOWMX OENCTBUA MO OarnbHenweMy W3yYeHUo Wnm
MWHUMKN3ALLUN PUCKE;

BbIMOSHAET MHOPMUPOBaAHUE APYMMX YNONHOMOYEHHbIX OpraHoB rocygapcTB-
YIIEHOB O BbISIBMEHHbIX CUrHanax, NpoLeflumx Banmnaauuo, u paspaboTaHHbIX
Mepax.

9.2.2. dyHKUUN 1 0683aHHOCTU AepXKaTens perMcTpaLuoHHOTO YA0CTOBEPEHUSI.

Jepxatens pernctpaLnoHHOro yaoCTOBEPEHUS:

KOHTPONMpPYeT BCE UMEIOLLMECH AaHHble U MHGopMaL Mo MO cUrHanam;

KOHTPONMPYET BCE MOSIBNAIOLMECHA AaHHble B 0asax [aHHbIX M BbINOMHAET
MexagyHapogHoe obOHapyxeHue curHano. OOHapyxeHue CurHamoB [OIPKHO
BKMoYaTb B cebA WX Banmgaumilo C Y4eTOM KOMMOHEHTOB MpeacTaBnsieMon
nHdopmaLmm, ykasaHHon B nogpasgene 9.1.3.3 HacTosawmx MNpaswum;

BbINOMHAET Banuaauuio BCex oBHapyXeHHbIX CUrHamoB M coobLligeT O HUX B
YNOMHOMOYEHHbIE OpraHbl roCcyAapCTB-YNEHOB;

yBeOOMIieT  YMONHOMOYEHHbIE OpraHbl  rOCYAapCTB-YNeHOB B Chnydae
BbISIBIEHUST  3KCTPEHHOM npobnembl no 6e3onacHOCTM B pesynbrare
OCYLLECTBMNEHUSI AEATENBHOCTM MO OOHAPYKEHMIO CUrHArOB;

COTpyAHMYaeT C  YNOMHOMOYEHHLIMW OpraHamy rocygapCcTB-YNeHOB B
BbIMOMHEHMM NpoLedyp OLEHKU CWUrHanmoB MyTeM npeacTaBfeHns Mo 3anpocy
O0MONHUTENBbHOM UHGOPMaLnK;

obecneunBaeT HanuuMe ayguTopcKoro crega Mo  BCeM  npoueaypam
BbISIBIIEHNS CUrHana.



9.2.3. MNpouecchbl NocreayoLLero perynmpoBaHuns.

B cnyyae npuHSTUSE yNONMHOMOYEHHLIM OPraHOM roCyAapCTB-4YJIEHOB PELLEHMS O
HeobXoaMMOCTWN JOMNOSNHUTENBbHBLIX AENCTBUI CUrHAI OLLEHMBAIOT U COrMacoBbLIBalOT
nocrnegylowme AEUCTBUSI B OTHOLIEHUW PErMCTPALMOHHOIO YOOCTOBEPEHUS B
npenenax BpeMeHHbIX CPOKOB, COpasMepHbIX CTEMNEHN N CePbe3HOCTU NPoGnemMsl
no 6esonacHocTu. Mo pesynbTatam npouenyp MoryT ObiTb NPUHATHI credytowme
peLleHuns:

[OMNONMHUTESNbHbIE OLEHKa U SencTBUst He TpebytoTcs;

aepxarernb perncTpaunoHHOro YAOCTOBEPEHMS [ OIMKeH NpoBeCTU
OOMONMHUTENbHYI0 OLIEHKY AaHHbIX W NpeacTaBUTb pe3ynbTaTbl TaKoW OLEHKU
COINAacHO YCTaHOBJIEHHBIM BPEMEHHBIM CPOKaM;

JepxaTtenb permcTpaumoHHOro yaoctosepeHus gormkeH npegoctasutb NMOOB ¢
YYETOM BbISIBIIEHHOrO HOBOIO acnekTa npodmrs 6e30nacHoCTy;

aepxaTtenb pPerMcTpauMoHHOrO Y4OCTOBEPEHWUS OOSKeH MNpodMHAHCUPOBaTh
NnocTperMcTpaunuoHHoe WcCnefoBaHWe B COOTBETCTBUM C  COrMMAcOBaHHbLIM
MPOTOKOSIOM W MPEAOCTaBWUTb  3akflouUTENbHble  pesynbTaTbl  TaKoro
nccrnegoBaHns;

AepxaTtenb permcTpaLnoHHOro yooCTOBEPEHNUsT AoSmkeH npeactasutb MYP nm
ero 06HOBIEHHbIV BapuaHT;

aepxatenb pPerMcTpaLuoHHOrO YOOCTOBEPEHUs [OOIDKEH MPUHSATbL  Mepbl,
TpeOyemble anst obecrneyeHua 6e3onacHoOro M 3dXPeKTUBHOTO MNPUMEHEHMUS
nekapcTBEHHOro npenapara;

PErMCTPALNOHHBIN CTaTyC NOANEXNT U3MEHEHUIO, AENCTBME PETUCTPALIMOHHOIO
YOOCTOBEPEHUS JOIDKHO ObITb NPUOCTAHOBIIEHO, OTO3BAHO UM HE NMPOAJIEHO;

[OIMKHbI ObITb BBEOEHbI CPOYHbIE OrpaHMYeHUsI No 6e30MacHOCTY;

HeobGXoAMMO  BbIMOMHEHWE  BHEMMAHOBOMO  MHCMEKTUPOBAHUS  CUCTEMbI
dapmakoHag3opa € Uenbio  MNOATBEPXKOEHWS  TOro, YTO  AepxaTesb
PerMcTpaumnoHHOrO  yaOCTOBEpeHUss cobrogaeT TpeboBaHUs K cucTeme
rapmakoHaf30pa, YCTaHOBIIEHHbIE akTaMu opraHoB Coto3a 1 3akoHo4aTENbCTBOM
rocygapCTB-4JIEHOB;

HeobXxoQMMO BKIKOMEHME NOQO3PEBAEMOrO JEKAPCTBEHHOrNO Mpenapata B
nepeYeHb NPOAYKLNW, KOTopasi NOANEXUT OOMNONHUTENBEHOMY MOHUTOPUHTY.

9.2.5. OTKpbITOCTb.

locynapcTBa-yUneHbl OOMDKHbl  OCYLLECTBNATb KOHTPONb CBOEBPEMEHHOCTU
[oBefeHnss [0 OOLEeCTBEHHOCTU BaXHOM WHdopMauun o npobrnemax no
©e30nacHOCTK, BbISIBNEHHBLIX CUCTEMON bapmMakoHaa3opa, nyTem nyonukauum Ha
BeO-nopTane v nNpu NoMoLLy ApyrMx OCTYMHbIX CPEACTB AOBEAEHUSA MHopMaLLUN.

10. MocTperncrTpaunoHHble nccregoBaHns 6esonacHoCcTU
10.1. BBeaeHue

MocTperncTpauunoHHoe wuccnegoBaHne 6GesonacHoctn (panee - [1PUB)
NeKapCTBEHHOro Mpenapata MOXeT WHULMUPOBATbCS, KOHTPONMPOBATLCS WK
MHaHCMpOBaTbLCA OepXaTenem pPermcTpaunoHHOro yaocToBepeHus 006poBOnbHO
UM B COOTBETCTBUM C 00A3aTENbCTBOM, HanaraeMblM Ha HEro YNorHOMOYEHHbIM
OpraHoM  rOCyOapCTB-YNEHOB  KakK  yCroBME  Bblgayn  permcTpauyOHHOro
YOOCTOBEPEHMS MM MOCMe Bbl4aynM PErMcTPaLmMOHHOIO YOOCTOBEPEHUs), €Cnuv
cylecTByeT NpPeAnonoXeHne o HanM4mm pUCKOB, CBSA3aHHbIX c
3aperncTpupoBaHHbIM NEKAPCTBEHHbBIM npenaparom, Tpebyowmx
OOMOMHUTENBbHOIO U3YYeHUs NyTeM NpPoBeAeHUs NCccrnegoBaHus.

MPUBE wmoxeT npencTaBnsaATb COOOM  KIMHWYMECKOE WCCriedoBaHME  win
HENHTEPBEHLMOHHOE UCCNeaoBaHMe.

10.2. CTPYKTYpPbl 1 NpoLeccChl



10.2.1. O6nacTb NpUMeEHeHNs.

TpebGoBaHns gaHHOro pasgena NpUMMEHUMbl K HenHTepBEHUMOHHbIM [MPUB,
WHWLMUPOBAHHBIM,  KOHTpPOrMpyeMbIM UM oMHaHCHUpyeMbIM  epXaTenem
pPerMcTpaumoHHOrO  yAOCTOBEPEHUS  HA  TEPPUTOPUM  FOCYOapCTB-YIIEHOB
006pPOBONBHO MM B COOTBETCTBUM C 00s3aTenbCTBaMy, HanaraeMbIMU Ha HEro
YMONIHOMOYEHHbIMW  OpraHamu rocygapcTB-yneHoB. [NPUB  BkmtovaloT B cebs
uccrneaoBaHus, B NpoLecce KOTOpbIX COBMpaloTCA AaHHble OT MauMeHTOB U
pabOTHMKOB CUCTEMbl 3[0pPABOOXPAHEHUsi, @ TaKXe WUCCNeaoBaHus, KOTOpble
MOBTOPHO WCMOMb3YOT [aHHble, MONyYeHHbIE paHee [nna Apyron uemm wu
XpaHsLWwmMecss B MEOMUMHCKMX KapTaxX MauMeHTOB WM gpyrux (B TOM 4ucne
3MEKTPOHHbLIX) POPMaXx XpaHEeHUS AaHHbIX.

Ecrm TPUB npeactaBnsieT cobon KIMMHWYECKOE WCCreqoBaHWe, npu €ro
NpoBeAEHUN [ODKHbI  BbIMOSHATLECA TpeboBaHMSA, NPeayCMOTPEHHblE akTamu
opraHoB Coto3a M 3aKOHOA4ATENbCTBOM [OCYAAPCTB-YMEHOB, K oOpraHusaumm u
NPOBEAEHUIO KITMHUYECKUX UCCMe0BaHNN.

10.3. TepmuHonorus

B HacTodwem pasgene MCMNonb3ylTCH Creaylowme MnoHATUS, KOTopble
O3Ha4varoT crnegytoLlee:

"narta Ha4ana nccrnegoBaHus" - gata Hadana coopa gaHHbIX;

"Hayano c6opa AaHHbIX" - gaTta perMcTpaunM AaHHbIX NO NEPBOMY MaLMEHTY,
BKIOMEHHOMY B 1ccnefoBaHue, B hopme (6ase) cbopa gaHHbIX UCCnegoBaHms um
B CIly4ae NMOBTOPHOIO MCMOMb30BaHUS AaHHbIX - AaTa Ha4Yana u3BneYvyeHns gaHHbIX;

"KoHel, cbopa paHHbIX" - f[aTta, Korga BhnepBble MOMHOCTbIO  OOCTYMHa
aHanuTudeckas 6asa gaHHbIX.

10.4. O6wMe NpUHLUNbI



[MmaBHOM Uenblo HeuHTepBeHuMoHHoro [PUB gomkHo ObiTb  nonyyeHve
HayYHbIX [OaHHbIX, WUMEKLMX MNOTEHUWArbHY0 KIMHUYECKYID 3HA4YMMOCTb Wi
BaXHOCTb ANs 300poBbA  HaceneHus. Takme uCCreaoBaHWs He  AOMDKHbI
NPOBOANTLCS, ECIN UX NPOBEAEHME CNOCOOCTBYET NPOABMKEHNIO NIEKApCTBEHHOIO
npenaparta Ha pblHKe.

3agauu NMPUB moryT BKMtoyaTh B ceO4:

KONMMYECTBEHHYIO OLLEHKY MOTEHLMNaNbHbLIX UM MOEHTUGNLMPOBAHHBIX PUCKOB,
HanpuMep, OLEeHKa 4YacTOTbl BO3HUKHOBEHWUSl, OTHOCUTENbHLIX PUCKOB MO
CPaBHEHUIO C Nonynsaumnen, He NPUMEHSBLLEN AaHHbIA feKapCTBEHHbIM npenapar,
UnM nonynsaumen, nNpUMEHsIBLUEW OPYrON feKapCTBEHHbIM MpenapaTt unuM Kracc
NEKapCTBEHHbIX MpenapartoB, a Takke M3ydeHue akTOpPOB puUCKa U (PaKTOPOB,
MoanMLMPYIOLLIMX OEeNCTBUE NEKapCTBEHHOMO Npenapara;

OLeHKa PUCKOB feKapCTBEHHOro npenapata, NPUMEHAEMOro no 0fg00peHHbIM
noKasaHusaM y rpynn nauneHToB, KOTOPble He U3y4anicb unm Gblfm HeEQOCTaTO4YHO
M3y4yeHbl Ha [JOperncTpaumoHHOM 3Tane (Hanpumep, GepeMEHHbIE JKEHLLWMHBbI,
ocoOble BO3pacTHble Tpynnbl, NaUWEHTbl C MOYEYHOW WM MEYEHOYHON
HEAOCTaTOYHOCTbIO);

OLleHKa puUCKa, CBA3AHHONO C ANMTEMbHLIM MPUMEHEHWEM EeKapCTBEHHOTO
npenapara;

NOATBEPXKOEHNE OTCYTCTBUSI PUCKOB NEKAPCTBEHHbLIX NPENapaTos;

OLEHKa CTaHOapTHOM KIMHWYECKOW NPaKTUKM Ha3Ha4YeHus1 neKapCTBEHHbIX
npenapatoB C MOMy4YeHNeM [OMOSHUTENMbHBIX CBedeHun Mo GesonacHocTr
MEOVLMHCKON NPOAYKUMM (Hanpumep, MoKasaHus K MPUMEHEHMWIO, [A03MPOBKM,
COMyTCTBYOLWAA Tepanusi, MEAULMHCKNE OLLMOKN);

oueHka 3(dEeKTUBHOCTU Mep MO MUHMMU3ALMM pUCKa (Hanpumep, M3yveHue
aCMeKToB MCMNOMb30BaHUS JIEKapCTBEHHOrO Mpenapara, Ofnpoc MauMeHTOB Wiu
MEeOUVLMHCKMX pabOTHNKOB).

Mpn paspaboTke MPOTOKOMOB WCCREAOBaHWUWA, MPOBEAEHUM WCCNEAOBaHUA U
COCTaBMneHMn OT4eTOoB 00 WUCCrneaoBaHUsIX AepxaTensamm perncTpalMoHHbIX
YOOCTOBEPEHWUIA OOIMKHbI YYUTBIBATLCS COOTBETCTBYIOLLME HAyYHblE pPYKOBOACTBA.
YMNONMHOMOYEHHbIM  OpraHaM  roCcyAapCTB-YNEHOB AN OLEHKM MNPOTOKOSIOB
uccrneaoBaHMi M OTYETOB 00 MCCriefoBaHMsAX Takke creayeT npuHMMaTtb BO
BHUMaHME aKTyasibHble BEPCUN MPUMEHUMbIX Hay4YHbIX PYKOBOACTB, METOANYECKNE
cTaHgapTbl Mo hapmMako3aNMaEMMOSIOTN.

Ons MPUB, cnoHcupyeMbix gepxaTtenem perMcTpaumoHHOro Y40CTOBEPEHNS U
paspabaTbiBaeMbIX, MPOBOAMMbBIX WU aHaNMM3MPYyeEMbIX MOSMIHOCTBbK WM 4acTUYHO
uccriegoBatenamMmn, He SABNAIOWMMUCA HaeMHbiMM  paboTHMKaMK  gepxatens
perncTpaumnoHHOro yaoCTOBEPEHUS, AepKaTellb PEMMCTPALIMOHHOIO YA0CTOBEPEHMS
OOIDKEH rapaHTMpoBaTb, 4YTO uccrnegosatenu  obrnagawT  Heobxogumon
kBanudwmkauunen B obnactn o6pasoBaHus, NOAFOTOBKW W OMbiTa AN BbINOMHEHMS
CBOWX 06A3aHHOCTEN.

10.5. MpoTokon uccnegoBaHusA



Bce TMPUB p[omkHbl BbLINOMHATLCA  COMIACHO HaydYHO OBGOCHOBaHHOMY
NPOTOKOMY UCCrieaoBaHus, pa3paboTaHHOMY NinLaMm C COOTBETCTBYIOLLEN HAay4HOW
NMOArOTOBKOW M OMbITOM.

Ona pobpoBonbHO uHUUMMpoBaHHLIX [NPUB pepxartento permcTpauyoHHOro
YAOCTOBEPEHUS pPEKOMeHAYeTCs nepedaTtb MPOTOKON MUCCrenoBaHUA OO Hadana
cbopa OaHHbIX B YMOSIHOMOYEHHbLIN OpraH rocygapcTBa-dneHa, Ha TeppuTopuu
KOTOPOro nsiaHMpyeTcsi NpoBedeHne nocTPErMcTpaunoHHOrO HEUHTEPBEHLMOHHOIO
nccrnenoBaHusa 6e3onacHOCTM NekapCTBEHHOIO Npenapara.

Ona NMPUB, nHMuMupoBaHHbIX AepxaTenemMm perMcTpaunoHHOro yooCTOBEPEHUS
B COOTBETCTBMM C 0053aTENLCTBOM, HAaNOXeHHbIM YMNONMHOMOYEHHBLIM OpraHoMm
rocygapcTBa-dneHa, Aepxartefl pPerMcTpauMoHHOrO yOOCTOBEPEHWUs  [OIDKeH
obecneunTtb npegcTaeBneHne MHdopMaumm od MccnegoBaHuM, BKIOYAsS NPOTOKON
UCCrieaoBaHusl, B YMNOMHOMOYEHHbIM OpraH rocygapcTBa-yfieHa, KOTOopbiM Obiim
HanoxeHbl obsizatenscTea no npoeedennto NPUB, oo Havyana cbopa gaHHbIX. B
cnydae nposegeHus PUB Takke Ha TeppuTopum AOpyrvx rocygapcTB-YSieHoB
cnegyet obecneuntb  MHAOPMUMPOBAHME  YMONMHOMOYEHHBIX OpraHoB  3TWX
rocygapcTB C NPeACTaBfIeHEM KpaTKOro onucaHmnsi NpoToKoa UcCcrneoBaHus.

B uenax BbINOMHEHUS gepxaTenemM perMcTpaumoHHOrO yooCTOBEPEHNS CBOMX
00a3aTenbCTB MO OCYLLUECTBMNEHUIO  AEeATENbHOCTM Mo dhapmakoHaa3opy
YMONHOMOYEHHOE NMLUO NO hapMakoHaa30py AOIimKkHO ObiTb 3a4elCTBOBaHO B
pPacCMOTPEHNN N YTBEPXKOEHMM MPOTOKOSOB mUccreqoBaHMn. KoHTakTHOe nmuo no
OCYLLEeCTBMEeHMI0O hapMakoHaa3opa Ha HauWOHaNbHOM YPOBHE [OOSMKHO ObiTb
npovHdopmmpoBaHo o mwobom  [IPUB, npoBogumom Ha  Tepputopun
COOTBETCTBYIOLLEIO rocygapcTBa-dfieHa, a TaKkke [OIPKHO nonyyatb  KOMuio
NpOTOKOMa UccrnegoBaHus.

10.5.1. ®opmat 1 cogepxaHve NpoToKona UCNbITaHUNA.
MpoToKon uccrenoBaHysa AOIMKEH cCoaepaTb crieaytoLlme pasgensi:

10.5.1.1. HanmeHoeanue MNPUB: nidopmaTtnBHOE HauMeHoOBaHNe, BKIOYaoLLEe
06LweynoTpedunTenbHy0 TEPMUHOSOMIO, ONpeaensitolee An3anH UCCreaoBaHmsa U
uccrieqyeMmbl  NIeKapCTBEHHbIM  nNpenapat WK - rpynny  UCCregyemoro
nekapcTBEHHOIO npenapara, a Takke NoA3aroroBoK C yKasaHWeM pegakumm u nathbl
nocrnegHen pegakumn.

10.5.1.2. [depxaTenb perMcTpauMoHHOrO YO4OCTOBEPEHUS: HaMMEHOBaHvE WU
agpec AepxaTtens perMcTpaLnoHHOro YaA0CTOBEPEHUSI.

10.5.1.3. OTBETCTBEHHbLIE CTOPOHbI: UMEHA, OOIMKHOCTU, KBanudmkauum, agpeca
N CBedeHMs MO BCEM OTBETCTBEHHbIM CTOPOHaM, BKIOYasi MepPBOro aBTopa
NPOTOKONa, MaBHbIX UCCriedoBaTenen, nccnegoBaTenien - KOOpAUHATOPOB Kaxkaon
CTpaHbl U UccregoBaTenbCKUX LEHTPOB, B KOTOPbLIX MPOBOAUTCS UCCRegoBaHue.
lMepeyeHb BCex BOBJMIEYEHHbIX B MUCCMEQOBaHUE Y4YpexOeHWn n uccriegosaTtenem
JokeH OblTb AOCTYNeH Mo 3anpocy YMNOSIHOMOYEHHbIX OpraHoB roCcygapCTB-
YIIEHOB.

10.5.1.4. Kpatkoe onucaHue: oThenbHOEe pestomMe MpOTOKOoMa MCCreaoBaHus,
BKIOYaroLLee cnegyowme nogpasgenb:

HaMeHOBaHWEe UCCIeA0BaHUS C Nog3arofioBkamu, BKIloYas BEPCUKO pedakumm
W gaTy NpoToKoma, a Takke MMsA u ceefeHns 06 0OCHOBHOM MecTe paboTbl NepBOro
aBTOpa NPOTOKOMa;

obocHoBaHWe 1 NpeanocbInky NpoBeaeHUs;

Lenb 1 3agadun uccnenoBaHns;

Au3aiH nccrnegoBaHus;

uccnegyemasi nonynsuus;

MOHUTOPUPYEMbIE MOKa3aTeNu;

WUCTOYHUKWN JaHHbIX;

pa3mep uccnegoBaHus (06 eM BbIOGOPKK);

aHanu3 JaHHbIX;

OCHOBHbIe 3Tansbl.



10.5.1.5. M3meHeHns wn OOHOBMEHWS: BHeceHne nboro CyLeCTBEHHOro
N3MEHEHMS1 1 OOHOBIIEHMST B MPOTOKOS UCMbITAHWNIA Mocsie Hadyana cbopa gaHHbIX,
BKNMtoYass ODOCHOBaHME KaKOOro M3MEHEHUsI UM OOHOBNEHWS, AaTbl Kagoro
N3MEHEHMSA 1 CChINKY Ha pa3fern NpoToKosa, B KOTOPbI BHECEHO M3MEHEHNE.

10.5.1.6. OCHOBHbIE 3Tanbl: AaHHbIE B TAONMYHON hopMe C 3aniaHMpPOBaHHbLIMM
AaTtamu no BbIMOSIHEHNIO CeaYOLLMX OCHOBHbIX 9TanoB UCCIeA0BaHuWs:

Ha4dano cbopa AaHHbIX;

OKOH4YaHue cbopa AaHHbIX;

OTYeTbl O X04e BbIMOSIHEHUS] UCCreoBaHNS,;

NPOMEXYTOYHbIE OTYETLI O pe3ynbTatax UcCriefoBaHns, eCrn 3TO NPUMEHNMO;

UTOrOBbIN OTYET O pe3ynbTaTax UCCReaoBaHNs.

OomiHbl 6bITb NpeacTaBrnieHbl AaHHble MO MObIM OPYrMM BaXHbIM 3Tanam
npoBeaeHust uccnegoBaHus.

10.5.1.7. O60oCHOBaHMEe 1 NPeanOCLINIKN NPOBEAEHUS: onvcaHMe npobremsl no
BesonacHocTn, npodwmna 6Ge3onacHOCTM WM Mep MO YNPaBSIEHUIO pPUCKaMM,
KOTOpble NPMBENMN K MHULMALMM UCCIEAOBAHUS, a Takke KpUTUYECKUIA aHamn3 BCex
OOCTYMHbIX OMNYONMKOBaHHbLIX M HEOMYOSIMKOBAHHBIX AaHHbIX, COAepXalumx OLEeHKY
COOTBETCTBYIOLIEN MHGOpMaLuM no 6e3onacHOCTUM WM yKkasaHue HeaoCTaloLmX
3HaHUA No 6e30nacHOCTU, Ha MOoSlyYeHMe KOTOPbIX HarpaBfieHO UccregoBaHue.
0O630p MOXeT BKIO4aTb B ceb5 pe3ynbTaTbl COOTBETCTBYHOLLMX SKCNEPUMEHTOB Ha
XXUBOTHbIX, KITMHUYECKNX VICCJ'Ie,EI,OBaHVII7I, cTatnucTndeckmne nonynAaunoHHble AaHHbIe
W JaHHble npegbliaywmx 3SnMaeMuoriorndeckux uccriegosanmn. O03o0p [OMmKeH
coOepXaTb CCbIfIKM Ha pe3yrnbTaTbl CXOXMX UCCMELOBaHUA U OXMOAEMbIA BKMag
OaHHOro uccnegoBaHus.

10.5.1.8. 3apaya u” uUenM unccnegoBaHWA:  3adadva UccliegoBaHus,
00 BbsICHSAOWAs, kakum obpa3om mccrnegoBaHne Oyaetr cnocobCTBOBaTb PELLEHMIO
BOMpoca, KOTOpbIA MpUBEN K €ro MHUuMaumu, a Takke LenM uccregoBaHus,
BKIMoYas NMobble NpeaBapuTenbHbIE MMNOTE3bl M OCHOBHbIE TE3UCHI, ONUCHIBaOLLME
CBefeHuss unm MHdopmauuio, KOTopble AOMKHbI OblTb MOMy4YeHbl B pesynbTare
NnpoBeLEeHNS NCCIIEA0BaHUS.

10.5.1.9. MeToabl nccrnegoBaHus: onnucaHne MeToaoB UCCnenoBaHus, BKIOYas:

10.5.1.9.1. [OusarH wuccnegoBaHud: OMMCaHWe [Au3anHa WCCegoBaHus W
obocHoBaHue ero Boibopa.

10.5.1.9.2. Ycnosusa: nonynauunsa uccnegoBaHud, onpegensemMas B KaTteropusix
vy, MecTa, nepuoga BpeMeHM M KpuTepueB BbiGOpkn. Heobxogumo Hanuudune
00BHEKTMBHOTO OOOCHOBaHUS BCEX KPUTEPMEB BKIMHOYEHUSI U HEBKITOYEHUST U
onncaHusl NX BIUSIHASI Ha KONMMYECTBO CYOBHLEKTOB MCCNEQOoBaHUSA, AOCTYMNHbIX A5
nocriegywowero adarmmsa. Ecnm npoBogutcss nobasi Bbibopka M3 LEneBom
nonynsaumm, Heo6xoaAnMbl HamMMuMe onNMcaHusa LieneBon nonynsauum u nogpobHocTH
MeTogoB Bblbopkn. Ecrm  gumsaiH  uccnegoBanust  npedcTaBnsieT  cobon
cuctematmydeckun o63op MM MeTa-aHanms, HeobxoAUMO ODBSICHEHME KpUTEpPMEB
BbIOOpa 1 NpUrogHOCTN NCcrieqoBaHWN.

10.5.1.9.3. lNepemeHHbIe: Ucxoabl, BO3OENCTBUS N OpYrne NepeMeHHbIe, B TOM
yucre uamMepsieMble (QAKTOPbl PUCKA, MOTEHUManbHble (PakTopbl, UCKaKaloLwme
pesynbTaTtbl, U hakTopbl, Mogudmunpyrowme 3dhpekT, BKMOYas onepaumoHHbIe
onpeaeneHus.



10.5.1.9.4. WCTOYHMKM [aHHbIX: CTpaTerMss U WUCTOMHUKM OaHHbIX 45
onpegerneHnss BO34enCTBUN, NCXOO0B M BCEX OPYIMX NEPEMEHHbIX, 3HAa4YMMbIX A1
Luernen wuccrnenoBaHWsl, TakKMX Kak MoTeHuManbHble akTopbl, MWCKaxarolme
pesynetatbl, W dakTopbl, Moaudmumnpyroume addekT. [lpn uMcnonb3oBaHUK
BanMANPOBaHHbIX UCTOYHMKOB AaHHbIX, MUHCTPYMEHTOB U U3MEPEHUN HeobXoaumo
onucaHve MeToga Bammpauun. Ecrim meTogbl  NoOnydeHus  OdaHHbIX UK
WHCTPYMEHTOB  UCMbITbIBAIOT B MWIOTHOM  MCCReaoBaHWM,  Heobxoaumo
npencTaBreHe NfaHOB MPOBEAEHUSI MUIMOTHOMO uccnenoBaHus. Heobxogumo
NPeacTaBuUTb OMMWCaHWE BCEX 3a0EeWCTBOBAHHbIX KOMWUTETOB 9SKCMNEPTOB MU
npouenyp OLEHKWU, KOTopble OyayT UCMoNb30BaHbl 4S8 Banvgauuv amarHo3os. B
Cliyyae MCMonb30BaHUS B MCCMe4OBaHUM CYLLECTBYIOLIErO WMCTOYHMKA OaHHbIX,
Takoro Kak 9neKTPOHHble MeAWMUMHCKME KapTbl, Heobxoammo ykasaHue nobon
MHopMaLmMM B OTHOLLEHWM BanMgHOCTM 3anucel U KOAUPOBaAHWUS AaHHbIX. B
cnyyae cuctematudeckoro ob3opa wnM MeTa-aHanmsa HeobGXO4MMO Hanmuive
onucaHusa cTpaTerMm Wn MNpPOLEeCcCOB MoUCKa, a Takke mMobblX MeToaoB Ans
NOATBEPXAEHWNSI OaHHbLIX UCCriedoBaTenen.

10.5.1.9.5. O6bem BbIOOPKK: MMaHMpPyeMbI 0ObEM BbIOOPKM, MraHMpyeMast
TOYHOCTb pe3yrbTaToB UCCIEAOBAHNSA U pacyeT 00beMa BbIGOPKM, KOTOpbIE MOTYT
MUHUMArbHO OMPEeAenTb NMPeABapUTENbHO 3afaHHbLI PUCK C NpeaBapuTeNibHO
3aaHHO MOLLHOCTbLIO.

10.5.1.9.6. YnpaBneHve AaHHbIMW: yrnpaBfeHne OaHHbIMM U CTaTUCTUYecKoe
nporpaMMHoOe 1 annapatHoe obecrneveHne, KoTopoe OyaeT NCMoMnb3oBaHO B Xo4e
nccnegosanus. Mpouenypbl cOopa, BOCCTAHOBIEHNUS Y NMOLATOTOBKM AaHHbBIX.

10.5.1.9.7. AHanu3 gaHHbIX: BCE BaxHble 3Tanbl OT He0OpaboTaHHbIX AAaHHbIX 40
Nnony4YeHnss WTOrOBOro pes3ynbTata, BKIYas MeToAdbl, MWChnonb3yemble Aans
KOPPEKTUPOBKM HECOOTBETCTBMMA WM OLUMOOK, HEOOCTOBEPHbIX 3HAYEHWN,
Moaudwmkaumnm  HeobpaboTaHHbIX  AaHHbIX,  KaTeropuMsauun, aHanmM3a wu
NpeacTaBreHNss pesynbTaTtoB, a Takke npoueaypbl AN KOHTPONs MCTOYHMKOB
MOrPELLHOCTEN U UX BNUSIHAS HA pe3ynbTaThbl, NoOble CTaTUCTUYECKNE NPOLIEAYPDI,
NPMMEHVMblE K OaHHbIM Ofd NOflydeHUs TOYEYHOM OLLEHKM U A0BEepUTESbHbIX
WHTEPBAJIOB U3MEPEHUN 4YacTOTbl BO3HMKHOBEHMSI MM B3auUMOCBS3M M IOHOro
aHanusa YyBCTBUTENBHOCTM.

10.5.1.9.8. KoHTponb Ka4yecTBa: ONUCaHWE MEXaHW3MOB W npouenyp And
obecneyeHns kKayecTBa U LLefIOCTHOCTU JaHHbIX, BKIloYas TOYHOCTb U YNTAEeMOCTb
MOMyYEeHHbIX [OaHHbIX W MNEPBUHMHOM [OOKYMEHTaLUW, XpaHeHuMe 3anucen wu
apxvBUpPOBaHWE CTaTUCTUYECKUX MporpamMm, OnucaHme AOCTYMHbIX AaHHbIX MO
Banugauum npouenyp BepudmKauum 3anvcen M Banvgauum KOHEYHbIX TOYeK.
Bkrntoyatotcs  gaHHble no  ceptudmkauum 1 (Mnm)  KBanmmdomkauum - nobon
BcnomoratenbHon nabopatopumM MM UccregoBaTenbCkux  rpynn  (ecrm
NPVMEHMMO).

10.5.1.9.9. OrpaHndeHuss MeToAoB WCCNefoBaHMSA: Iobble NoTeHUnanbHbIe
OrpaHMYeHns Ou3aiHa MWCcCreaoBaHWsi, UCTOMHUKOB AaHHbIX W aHamUMTUYECKMX
METOA0B, BKMOYasi NpOGNeMbl UCKaXKeHNs1 pe3ynbTaToB, OLUMOOK, reHepanM3auum u
cnyyanHon norpewHocTn. Heobxogmmo obcyxoeHne BeposTHOCTU ycnexa Mep,
HanpaBJieHHbIX Ha YMEHbLLEHNE KONM4ecTBa OLLMOOK.

10.5.1.10. 3awmta CyObLEKTOB McCCreaoBaHunsi: Mepbl 6€30MacHOCTU C Lienbio
obecnevyeHnss CooTBETCTBUSA TpebOoBaHUSIM 3aKOHOA4aTENbCTBA rocyAapcTBa-yieHa
no obecneyeHuo OraAroCOCTOAHWMA W MpaB  YYaCTHUKOB HEWMHTEPBEHLMOHHBLIX
NoCTPEerMcTPaLNOHHbIX CCreaoBaHniA 6e30nacHoOCTy.

10.5.1.11. YnpaBneHve paHHbIMM W nNpegcTaBneHve  uHdopmauum o
HexxenaTenbHbIX SBMEHUAX W HexemnaTenbHbIX peakuusx: npouenypbl cbopa,
ynpaBneHus 1  npeacTaBneHuss  cooblieHMn o6  OTAEenbHbIX  Crydasx
HexxenaTenbHbIX peakuni 1 mobor HoBOW MHEOPMAaLUK, KOTopas MOXET OKasaTb
BINSIHUE Ha OLLEHKY COOTHOLLEHMS "MOMb3a - pUCK" NTEKapCTBEHHOrO npenapara npu
NnpoBeAEeHUN UCCreoBaHns.



10.5.1.12. TnaHbl NO pacnpoCTPaHEHWNO MOMYyYEeHHbIX AaHHbIX U COODLUEHWIO
pe3ynskTaToB UccrnefoBaHus, BKOYasa niaHbl NoAayn TeKyLMX OTYETOB, UTOTOBbIX
OTYEeTOB M NyBGnKayuu.

10.5.1.13. Ccbinkn.

Pasgen MoxeT Bkmoyatb B ceba  MobOyo  OOMOMHUTENBbHYD — Uin
BCMOMOraTernbHy0 MHOpMaL Mo O cneumgmyIecKknx acnektTax, KoTopble paHee He
paccmatpuBanucb (Hanpumep, aHKeTbl, JOpMbl PENOPTUPOBAHUS).

McecnepgosaHus No oueHKe BbIMONIHUMOCTM, NpoBeAeHHbIe AN NOATBEPXOEeHNS
pa3paboTky nNpPOTOKOMa, Hanpumep, TeCTUpPOBaHWEe aHKeT (OMPOCHWKOB) WIm
npocTble NOACHETbl MEeOULMHCKUX ABNEHUA UM HasHadeHu no 6ase gaHHbIX C
uenoto onpegeneHuss CTaTUCTMYECKOMW TOYHOCTUM WCCredoBaHusl, OOSMKHbI
pa3meLlaTbCsl B COOTBETCTBYIOLLEM pa3zernie NpoToKomna NCCNeaoBaHNs C KpaTkum
onMcaHveM MeTOAOB M pesyrbratoB. VccnegoBaHus No oueHKe BbINOMHUMOCTY,
ABMSAOLLMECS YaCTbIO UCCIeLoBaTENbCKOro npoilecca, AOMkHbl OblTb MOMHOCTBIO
onucaHbl B NPOTOKONE (HanpuMep, NUIOTHas OLEHKa MCMNOSb3yeMOro ONpOCHUKa
09 NauneHToB).

10.5.2. KoHTpOrb 3a BHECEHMEM U3MEHEHWIA B MPOTOKOS MCCRea0BaHus.

BHeceHne u3MeHeHWn M OBHOBMEHWM B MPOTOKON WCCNEAOBaHMSA [OIPKHO
OCYLLECTBIATLCA MO Mepe HeobxoouMMocTM B XOAde uccregoBaHusl. BHeceHwe
MoObIX CYLUECTBEHHbIX M3MEHEHUM B MNPOTOKON MOCfE Hayana uccregoBaHus
OOITKHO ObITb 3adMKCMPOBAHO B MPOTOKOME TakuM 00pas3om, 4YTOObl ero MOXHO
Oblflo OTCrneguMTb M MPOBEPUTb, BKMOYMasd [aTbl BHECEHUSI M3MeHeHun. Ecrm
BHECEHME W3MEHEHUI B MPOTOKOS MPUBENO K TOMY, YTO WUCClegoBaHue Obino
NMPU3HAHO WHTEPBEHLUMOHHBIM KIMHUYECKUM UCCMEeLOBaHNEM, B AalbHEnLwem
uccriegoBaHve NpoBOAMTCH B COOTBETCTBMM C MeEXOYHapoAHbIMM LOroBopamMun u
akTamu, cocTtasnsioummm npaso Cow3a U 3aKOHOOATENLCTBOM OCY4apcTB-
YSIEHOB.

Ona pobpoBonbHO uHMUMMpoBaHHLIX [NPUB pepxartento permcTpauyoHHOro
YAOCTOBEPEHMSA  pPEKOMeHOyeTCsl nepegaTb  MPOTOKON  WUCCrenoBaHUs  C
N3MEHEHMAMWN UM OOHOBIIEHUSAMM B YNONMHOMOYEHHbIN OpraH rocyfapcTBa-yrieHa,
Ha TEPPUTOPUU KOTOPOro NMPOBOAUTCS NOCTPErMCTPaLMOHHOE HENHTEPBEHLIMOHHOE
nccrnegoBaHve 6e30nacHOCTM NekapCTBEHHOIO Npenapara.

Ons MPUB, nHnumMmMpoBaHHbIX AepaTenemM perMcTpaLoHHOrO yaoCTOBEPEHUS
B COOTBETCTBMM C 0053aTENLCTBOM, HANOXEHHbIM YMNONMHOMOYEHHBLIM OpraHoMm
rocygapcTBa-dneHa, Aepxartefls perMcTpauMoHHOrO YOOCTOBEPEHWUs  [OOIDKeH
obecneuntb nNpeacTaBrieHne WHGOPMaUMM O BHECEHMU FHOObIX CYLIEeCTBEHHbIX
M3MEHEHMI B NPOTOKOM UCCMeqoBaHUSA B YMNOMHOMOMYEHHbIV OpraH rocygapcTBa-
ynieHa, KoTopbiM OblM HanoXeHbl obdAsatensctea no nposegerHunio NPUB, go
MOMEHTA NX BBEAEHUS.

10.6. NpeacraBneHune AaHHbIX No ¢hapmakoHan3opy B
YyNOJIHOMOYEHHbIe OpraHbl FrocyAapCcTB-4NeHOB



10.6.2. lNMopo3peBaeMbie HexenaTternbHble peakuum U rMHasa WHdopMauus no
©e3onacHoCTK, noanexallas CPOHHOMY NPEACTaBEHNIO.

MHgopmaLuma no cepbe3HbiM HENPEABUOEHHLIM HEXenaTellbHbIM peakumam U
nHast nHgopmaL s no 6e3onacHOCTY AOMkHA NPEACTaBNATLCA B CPOYHOM NOPSIAKE
B YMONMHOMOYEHHbIE OpraHbl roCyAapCTB-4YNIEHOB B COOTBETCTBUM C TpeboBaHUSIMU
MpaBun Hagnexallen KIMHWYECKOW npakTukM EBpasmnickoro 9KOHOMUYECKOro
cotoza. [lpouenypbl cbopa WHOPMaLMKM N0  HexernaTenbHbIM  peakuusiM,
yNpaBrneHuss OaHHbIMU (BKSOYas 0030p U OLEHKY, BbIMOSHAEMYO AepkaTernem
perncTpaumnoHHOro yaOCTOBEPEHUS, €ClM 3TO MNPUMMEHMMO) M npeacTaBneHus
COO0BLLEHNI O NoA03pEeBaeMbIX HEXeNaTeNbHbIX peakUnsaX AOIPKHbI BbIMOSHATHCS B
LeHTpax NpoBeAEHUS KIIMHUYECKMX MCCredoBaHuA M B KpaTKoOM dhopMe LOImKHbI
ObITb N3MOXeHbl B MPOTOKOSIE UCCIIEA0BAHMS.

10.6.3. OT4eTbl 00 NccneagoBaHUNAX.

10.6.3.1. MNMpomexxyTo4YHas OTYETHOCTb.

YNONMHOMOYEHHbIN opraH rocyaapcTBa-yneHa MOXeT 3anpocutb
npeacTaBfeHne MpPoOMEXyTOYHOro oT4yeta Mo  BbinofnHsemomy [MPUB  Ha
nekapcTBeHHble npenapaTthbl, 3aperMcTpUpoOBaHHbIE HA TEPPUTOPUAX FrocyaapCTB-
yneHoB. 3anpocbl Ha MpeACcTaBrieHNe MPOMEXYTOYHbIX OTYETOB MOryT ObIThb
cAenaHbl 00 Hayana uccrnegoBaHus unv B NMoboe BpeMs B XO4e MpoBeAeHUs
nccnenosarus. [puumHOM 3anpoca MOXET ObiTb WMHGOPMaLMA B OTHOLLEHWUM
npodwmna  adxpekTmBHOCTM M (MM) 6Ge3onacHOCTW, BO3HMKaKWLWaAs B Xoae
uccrnegoBaHus, nmbo HeoBXoAMMOCTb  MofyveHuss uHGopMmaumm O  Xoae
BbINOMHEHNA WCCMEAOBaHNA B KOHTEKCTE perynaTtopHbIX npoueayp, a Takke
BaxkHasi MHdpopmaLmsa no 6esonacHOCTM nekapcTBEHHOro npenapara.

Bpems npeacTaBneHns NPOMEXyTOYHbIX OTHETOB AOIMKHO ObiTh COMMacoBaHo C
YNOMHOMOYEHHbIMWM  OpraHaMmn roCy4apCTB-YMEHOB M YyKasaHo B MPOTOKOne
uccrniegosaHun. Xog BbinonHenuss NMPUVB pormmkeH COOTBETCTBYHOLLWMM 00pas3om
oTtpaxatbcs B [TOOB n B 06HoBNeHusAX MY P (ecnu npumeHumo).

ConepxaHne nNpOMEXYTOYHOrO OTYeTa [OMKHO CriefoBaTb  MOTMYECKOWN
nocrneaoBaTensHOCTU M OOIDKHO BKMOYaTb B cebs BCe AOCTYMHbIE [OaHHbIE,
NPU3HAHHbIE WUMEKLWMMW OTHOLIEHME K XO4y BbIMOMHEHUS UCCreaoBaHus,
HanpuMep, YUCII0 BKMIOYEHHBbIX B MCCregoBaHWe MauMeHTOB, YUCIIO MauMeHTOoB,
noABepriuMxcsa BO3AENCTBUIO NeKapCTBEHHOro npenaparta, UM YMCro NauneHTos, Y
KOTOpbIX 3adMKCUPOBaH MOHUTOPUPYEMbIA WCXOA, CFIOXHOCTM B BbINOMHEHWN
nccrnegoBaHus U OTKIMOHEHUS OT oxudaemoro nnaHa. lMocne paccMoTpeHus oTyeTa
YNOMHOMOYEHHbIM  OpraHoM  rocydapcTBa-yneHa MoxeT ObiTb  3anpolueHa
AornonHuTensHasa nHdopMaLus.

10.6.3.2. IToroBbIn OTYET UCCEOOBaHMS.

Utorosbin otyet MPUB porkeH ObiTb MogaH B YNOSIHOMOYEHHbIE OpraHbl
rocygapCTB-UYIIEHOB KaKk MOXHO CKOpee Mocrie ero 3aBeplueHus 1 B TeyeHne 12
MecsLleB C OaTbl OKOH4YaHusa cbopa AganHbixX. [epxatenb perncTpauyoHHOro
yaocToBepeHuss nogaeTr wutoroBbin otyeT [MPUB B ynonHOMOYEHHbIe OpraHbl
rocygapCTB-4IIEHOB, B KOTOPbIX NPOBOAUTCS NCCe0BaHUE.

Ons NMPUB, pobpoBONbHO WHMLMUMPOBAHHBLIX OepXaTenem perncTpalnoHHOro
YAOCTOBEPEHUS, TaKXe pPeKoMeHOyeTcsi nepegaTb WUTOroBbIM  oTyeT 06
nccrnenoBaHnM YNONHOMOYEHHBIM OpraHam roCy4apCTB-4YMEHOB, Ha TeppuTopuu
KOTOpbIX 3aperMcTpUpoBaH nekapcTBEHHbIN Npenapart.

Ons MPUB, nHMumMmMpoBaHHbIX AepKaTenemM perMcTpaLoHHOrO yaoCTOBEPEHWS
B COOTBETCTBMM C 06A3aTenbCTBOM, HanaraeMblM CO CTOPOHbI YNOHOMOYEHHOIo
opraHa rocygapcTBa-usieHa, ecnm He ObIIO NpedocTaBfeHO paspelleHne Ha
oTCTynneHne o1 TpeboBaHuW, OepxaTenb pPerMcTpauMoHHOMO yA4OCTOBEPEHMS
OOIPKeH B TedeHve 12 MecsueB C OaTbl OKOHYaHMS cOopa [OaHHbIX [OSDKEH
NnpeacTaBvUTb UTOrOBLIN OTYET 00 MUCCnenoBaHUW, BKIKOYas pe3toMe UccrieaoBaHus
ana nyénukaymm.

B cnyyae ocTaHOBKM wuccregoBaHMs NogaeTca  MTOroBbIM  OTYET C
00 BbSACHEHNEM NPUYNHBI OCTAHOBKW UCCe40BaHUS.

Ntoroebin otyeT MPUB pomkeH BkNodaTb B cebs creaytowme pasgenst U

NHGopMaLMIO:



10.6.3.2.1. HanmeHoBaHme: HanmMeHoBaHue, BKMovYawwee B  cebs
06LweynoTpeduTensHyl0 TEPMUHOSOMIO U yKasblBalollee Au3anH MccrefoBaHus,
noa3arornoBkU C AaTOM UTOrOBOro OTYETa, MMEHEM W CBeAeHUsIMU 00 OCHOBHOM
aBToOpe oT4yeTa.

10.6.3.2.2. KpaTkoe coaepaHue: OTAenbHoe pestoMe B NpeaCcTaBreHHOM Huke
dopmare.

10.6.3.2.3. [epxatenb perMcTpaunoHHOrO YOOCTOBEPEHUSA: HauMeHOBaHue
Aepxartens permcTpaLMoHHOro yaoCTOBEPEHMS 1 Ero afpec.

10.6.3.2.4. Wccrneposatenu: uMMeHa, TUTYMbl, Y4YeHble CTeneHu, agpeca WU
cBefeHnsa obo Bcex uccregosaTensx, a Takke nepeyeHb BCEX BOBMEYEHHbIX B
nccnegosaHue opraHnsauui n MecT BbIMNOHEHWS UCCefoBaHus.

10.6.3.2.5. KoHTpoOrbHbIE TOYKM: 3anfaHvpoBaHHble M dhakTudeckue Aatbl Mo
cleayoLwmM KOHTPOSbHLIM TOYKaM BbIMOSTHEHWS NCCNeL0BaHUS:

Ha4ano cbopa gaHHbIX;

KOHeL, cbopa AaHHbIX;

OTYETHOCTb O XOAe WUCCReAoBaHWUs, 3anpoLleHHas YNONHOMOYEHHbIM OpraHoM
rocyaapcTBa-yneHa;

NPOMEXyTOYHas OTYETHOCTb O pesyrnbTaTax UccrneaoBaHus (eCnv NPUMEHUMO);

UTOrOBbIN OTYET O pe3ynbTaTax UCCedoBaHus;

nobble MHble BaXHble KOHTPOMbHbIE TOYKW, NPUMEHUMbIE K WCCREAOBaHUIO,
BKMIOYas Aaty yTBEPXKOEHMS NPOTOKOMa KOMUTETOM NO 3TUKE (eCriv NPUMEHMMO) 1
AaTty peructpaumu nccrnegoBaHus B 3reKTPOHHOM peecTpe UccrneoBaHui.

10.6.3.2.6. ObGocHoBaHME W MNpPennocbifikn NPOBEAEHUS  UCCIeA0BaHUS:
onucaHve npobnembl no ©6es3onacHocTW, KoTopas MpuBena K WHULMauuu
nccnenoBaHust, a Takke KpUTUHMECKUIA aHanM3 BCeX AOCTYMHbLIX ONyOnMKOBaHHbIX U
HeonybMKOBaHHbIX AaHHbIX, COOAepXaLMX OLLeHKY COOTBETCTBYHOLLEN MHdopMaLum
no 6e30MacHOCTM UMM yKasaHue HeOoCTaloWMX 3HaHWW no GesonacHoCcTW, Ha
norny4eHne KoTopbix ObII0 HaNpPaBeEHO NCCrnegoBaHKe.

10.6.3.2.7. Uenb v 3agaun muccrnegoBaHus: Lenb UCCReOoBaHWs M 3agaudn
nccrieaoBaHus, BkMoYas nobble npeaBapuUTenbHble MnoTesbl, B COOTBETCTBUMN C
NPOTOKONOM UCHbITaHUIA.

10.6.3.2.8. N3meHeHMA u OOHOBMEHUS: nepeyeHb fMOObIX CYLIECTBEHHbIX
M3MEHEHWIN 1 OOHOBIEHUIA NEPBOHAYANbLHOMO NPOTOKOMA NCMbITAHUIA NOCIe Havana
cbopa gaHHbIX, BKMoYasi 060CHOBaHME KaXaoro U3MeHeHMs! U 0GHOBEHMS.



10.6.3.2.9. MeToabl nccrnegoBaHust, B TOM YUCTIE:

Ou3ariH 1CcCrefoBaHus: KloveBble 9feMeHTbl Au3arHa WCCNegoBaHusd U
ob6ocHoBaHWe BbIGpaHHOIo An3anHa;

YCroBMA:  yCroBMS,, MecTa W COOTBETCTBYWLME AaTbl NpPOBEAEHUs
UccrieqoBaHus, BKMOYas nepvodbl  Habopa nNauMeHToB,  MoCredyroLero
HabnogeHnsa n cbopa gaHHbIX, B Crlydae cuctematmyeckoro ob3opa nnm meta-
aHanmn3a - XxapakTepUCTUKN UCCNELOBaHUIN, UCMOSNb3yEMblE B Ka4ECTBE KpPUTEPUEB
NPMEMINEMOCTH, C UX 06OCHOBaHNEM;

nauueHTbl: nodas ueneeas Nonynsaunsa U KPUTEPUMA BKIMKOYEHWUS NALMEHTOB B
uccrnegoBanve. [omkHbl OblTb yKasaHbl MCTOMHWKM W MeToabl nogbopa
YYaCTHMKOB, BKMOYas (rAe NpYMMEHUMO) METOAblI MHOMBMAYyanM3auun crnydaes, a
TaKXe Konm4ecTBO U MPUYMHBI UCKIOYEHUS U3 CCrnegoBaHus;

nepemMeHHble: BCe pesyrbTaTbl, BO34ENCTBME, MPOrHOCTUYECKUE (haKTopbl,
noTeHUMarbHble UCKaxatolwme dakTopbl U hakTopbl, Moguduumpyowme sddekT,
BKIOYasi onepaumnoHHblie onpegenenus. Npn HeobxogumocTu, npeacTaBnsAlTCs
ONarHoCTUYECKNE KpUTEpPUU;

WCTOYHMKWN OaHHbIX N USMEpEHME: A9 KaXaon paccmaTpuBaeMon NepeMeHHON
YKa3bIBAOTCS MCTOYHUKU OaHHbIX M NogpobHOE OnucaHne MEeTOAO0B OLEHKU U
n3MepeHns (ecrm NMpUMEHUMO), a TaKKe COMOCTaBMMOCTb METOAOB OLLEeHKM (rpwu
Hannymn Gonee 1 metopa). Ecrnm nccnegoBaHue MCMNoOnNb30Bario CYLLECTBYHOLWMIA
WUCTOYHMK [aHHbIX, TaKOW KaK 3MEeKTPOHHble MeOULWHCKME KapTbl, OOIkHA
coobuwaTbes nodasa nHbopmMaums 0 BanmgHOCTH 3anMCen U KOgMPOBaHUN SaHHbIX.
B cnyyae cuctematnyeckoro ob3opa unm mMeTa-aHanmsa AOibkHbl ObiTb OnucaHbl
BCE MWCTOYHMKM MHCOpMauuM, cTpateryss nowcka, MeTogbl Ans  Bblibopa
nccrieaoBaHvn, MeToabl U3BMeYeHNs AaHHbIX U Ntobble npouecchbl A8 NonyyYeHus
N NoaTBEPXOEHMS AaHHbIX UccrnegoBaTenen;

OLWMOKN: onucaHne npeanpuHATbIX OENCTBUA MMM Mep no obpalleHuio C
noTeHunanbHbLIMM MCTOYHUKaMM OLLMOOK;

06beM BbLIOOPKN: 0O0BEM BbLIOGOPKM M 0OOCHOBaHME fHOOOrO BbIYMCIIEHNS
pa3mMepa BbIOOpKM N MeETOAA AOCTMKEHNS NpegnonaraemMoro pasmepa BblOopKy;

npeobpasoBaHMe [aHHbIX: NpeoOpa3oBaHnsi, BbIYUCIIEHUS UM onepauumn C
OaHHbIMKW, BKMOMas MeTodbl O00paboOTKM  KONMMYECTBEHHbIX AaHHbIX  Mpu
BbIMOMHEHMN aHanM3a, OOOCHOBaHWE BbIOPaHHbIX METOA4OB TIPYNMMPOBaHMS
OaHHbIX;

CcTaTUCTUYECKME METOAbI: ONMCaHNe No CrieayoLwmm acnekTam:

OCHOBHbIEe MeTobl 0000 LLEHUS;

BCE CTaTUCTMYECKME METOAbl, KOTOpble MNPUMEHANMCb B MCCReaoBaHuM,
BKIMOYasi MeToAdbl AN KOHTPONS WMCKaXEeHWW U B OTHOLLEHWM MeTa-aHanm3oB -
MeTOAbl KOMOVMHUPOBaHWSI PE3yNbTaToB UCCEe0BaHNN;

no6ble MeToabl, UCNoMNb3yemble A8 U3ydeHns noarpynn 1 B3aMmogencTBui;

NOAXOA K peLLeHunto NpobnemMbl Mo HEAOCTYMHbIM AAHHbIM;

OLeHKa YyBCTBUTENbHOCTW UCCIIEA0BAHMS;

BCE M3MEHEHUsI MfaHa aHanM3a [OaHHbIX, NPeayCMOTPEHHOro MPOTOKOSIOM
nccrneaoBaHusi, ¢ 060CHOBaHNEM U3MEHEHWN;

KOHTPOMb KayecTBa: MexaHu3mbl W npouenypbl obecneyeHusi KadecTBa U
LLeNTOCTHOCTU AaHHbIX.

10.6.3.2.10. PesynbtaTthl: npeactaBneHue Tabnuu, rpadmkoB M UNMoCTpauuii
ONst OTOOpaXeHUs1 NOMyYEHHbIX AaHHBIX U NPOBEAEHHOro aHanm3a. [JormkHbl ObiTh
npeacTaBreHbl Kak afanTuMpoBaHHble, Tak W HeaganTUpOBaHHble pe3yrbraThbl.
OueHka TOMHOCTU AaHHbIX AOPKHA OblTb BbIMOMIHEHA KOMMYECTBEHHO C YKa3aHuem
AoBepuTenbHbIX MHTepBanoB. ATOT pasfern AOMKeH BKlovaTk B cebsa cnegyrowme
nogpasgerni:

a) YY4aCTHUKN. KONMM4eCcTBO MauUMEeHTOB Ha KaXgomM 3Tane wuccnegoBaHuA
(Hanpumep, 4UCMO MNOTEHUManbHO COOTBETCTBYIOLLMX, MNPOLIEALWMX fpoLeaypy
CKpUHMPOBaAHUA, NOATBEPXOEHHbIX KaK COOTBEeTCTBYyOLLUMEe, BKIMHOYEHHbIX B
uccregoBaHue, 3aBepLLaoLLMX nocnegyoiiee HabrogeHve n
NpoaHanM3MpoBaHHbIX, a TaKkxXe MPUYMHbI BbIOBITUS M3 UCCMEAOBaHUSI Ha NoH6oM
aTane). B cnyyae cuctematuyeckoro ob3opa vnn MeTa-aHanmsa - Konm4ecTBO
CKPVHVMPOBAHHbBIX, OLEHEHHbIX Ha COOTBETCTBME W BKIMOYEHHbIX B 0630p
nccriefoBaHUiA C yKka3aHWEM MPUYMH UCKITOYEHUST HA KaXadoM aTarne;



6) onucaTtenbHble [AaHHblEe: XapaKTEPUCTUKM YYaACTHWKOB UCCIe40BaHMS,
MHcopMaLmsi 0 BO3AENCTBMU M MOTEHUMANbHBLIX NCKaxaloWwmxX hakTopax, a Takxke
KOMMYECTBO  Y4aCTHUKOB C  OTCYTCTBYIOLUMMW  AaHHbIMW A1 KaXKOOM
paccMaTpuBaeMon nepemMeHHon. B cnydae cuctematmndeckoro o63opa unm merta-
aHanmM3a - XapaKTepucTuKa Kaaoro UccrnenoBaHus, AaHHble KOTOoporo Obinu
ncnonb3oBaHbl (Hanpumep, 06beM BbIOOPKM, Nocnegyolwee HabnogeHue);

B) AOaHHble 0 pe3ysibTaTtax: Konn4eCcTBO y4aCTHUKOB NO KaTeropnamM OCHOBHbIX
pe3ynbTaToB,;

r) OCHOBHble pe3ynbTaTbl: pe3ynbTaTbl HeaganTUPOBAHHOM OLEHKM (ecru
NPMMEHVMMO), afanTUPOBaAHHOM OLIEHKM C YYETOM MCKaxalowmx (hakTopoB U UX
TOYHOCTb (Hanpumep, 95% poBepuTenbHbIN MHTepBan). Ecin npMMeHnmo, oL eHKka
OTHOCUTENBHOTO pUCKa AorkHa ObiTb nepeBegeHa B abCOMOTHbIA pUCK Ons
3Ha4YMMOrO NepmoLa BPEMEHM;

,Cl,) apyrue Buabl aHanusa: gpyrme nposefeHHble aHann3bl, Hanpumep, aHannabl
nogrpynn wn B3aMMOAENCTBUSA, a TaKxe aHanm3bl YYBCTBUTEJIbHOCTH;

€) HexerarterbHble SBfIeHUS 1 HexenaTesbHble peakunn: ynpasieHne gaHHbIMn
N npegcTaefieHMe MHAGOPMaULUM O HeXenaTenbHbIX SIBMIEHUSX UM HeXenaTenbHbIX
peakuusax B YMNOMHOMOYEHHbIE€ OpraHbl rocygapcTB-ynieHoB. B oTHoweHun
onpefeneHHbIX Au3alHOB MCCNEedOBaHUW, TakuxX Kak "crydam - KOHTPOsnb" unu
PETPOCNEKTUBHBIE KOTOPTHbIE WCCIEeAoBaHMs, O0COOEHHO BkoYarumx B cebs
aHanu3 gaHHbIX 3NEKTPOHHbBIX MEOMLMHCKMX KapT, CUCTeMaTUYecKkme NepecmoTpbl
N MeTa-aHanm3bl, OOIMKHO ObITb YyKa3aHO O HEBO3MOXHOCTW MPOBECTU OLEHKU
CTEeneHn  OOCTOBEPHOCTU  MPUHMMHHO-CNEACTBEHHOM  CBSA3M  Ha  ypoOBHE
MHAVBMAYASbHbLIX CIly4aes.

10.6.3.2.11. O6cyxaeHve:

a) KrnoyeBble pe3ynbTaThbl. KNo4YeBble pe3ynbTaTtbl, MMELWMe OTHOLUEeHuE K
3afja4Yam UMCCrenoBaHusl, paHee NpPOBEOEHHOEe WCCreAoBaHue, pesynbraThbl
KOTOPOro COrnacytoTCa UM npoTUBOpeYaT MOMyYeHHbIM TEKYLLMM pesyrnbraTtam,
BNMSIHME pe3yNbTaToB Ha COOTHOWEHWE "Momb3a - pUCK" JiekapCTBEHHOro
npenaparta, ecnv 3To NPUMEHNMO;

6) OorpaHn4eHunda: orpaHn4yeHuna wuccrnegoBaHud, npuHMMarwme BO BHUMaHWE
OﬁCTOFITeJ'IbCTBa, KOTOpblE MO NOBINATbL Ha Ka4eCTBO N LENIOCTHOCTb AaHHbIX,
orpaHn4yeHusa nogxona wu MeToaoB, KOTOpble 6bIJ'IVI MCNOJIb30OBaHbl ANA
MUHUMN3aLUUN UX BIUAHUA (Hanpvwlep, OTcyTCTBy}OLLMG N HenosmnHble AdaHHble,
NMPUMEHEHHbIE OLEHOYHbIE 3HaYeHWs1), UCTOYHMKM MOTEHUMasbHbIX OWMOOK 1
HETOYHOCTEN N BanMaHOCTK siBreHun. Heobxoommo obcyxaeHve Kak HanpaBreHus,
TaK U MacluTaba noTeHumanbHbIX OLLMOOK;

B) WHTepnpeTauus: WHTeprnpeTauus pesynbTaToB MCCReAoBaHUA C Y4ETOM
3agay, OrpaHMYeHWn, MHOXECTBEHHOCTM  aHammsa, pes3yfbTaTtOB  CXOXMX
nccrefoBaHn 1 ApyrMx COOTBETCTBYIOLIMX MOOTBEPXKOEHWN;

r) ob6obuwagemocTb: 00606WAaeMoCTb (BHELIHSI BanMOoHOCTb) Pe3ynbTaroB
uccrnenoBaHusl.

10.6.3.2.12. CcbInKu.

10.6.3.2.13. [dpyraa  wuHdopmauusa:  mobas  gonorHuWTensHas  vnm
BCnoMorateneHas MHGoOpMauust O crneumgmuyeckux acnektax uccrnefoBaHus, He
paccmaTpuBaBLUNXCA paHee.

10.6.3.3. Pe3tome uUTOroBOro otyeta mccrnegoBaHns OOMMKHO BKMoYaTb B cebs
0600LLeHHYI0 MHGOpMaUMID O MeTodax W pesynbraTax  UccegoBaHus,
npeacTaBreHHyo B crnegyowem dopmare:

a) HanMeHoBaHWe C noa3arorioBkamMu, BKnoYaa gaTty cocTtaBlieHUA pe3rome, MMa
n ceBeaeHnd no nepsomMy aBTopY,



0) knoyeBble cnosa (He Bornee 5 knOYEBbIX CMOB, OTOOPAKAOLLMX OCHOBHbIE
XapakTepUCTVKN UCCIIEA0BaHUS);

B) 060CHOBaHME U NPeANnOCHISKY;

r) uenb 1 3agavv nccrneaoBaHus;

4) nnaH uccreaoBaHus;

e) ycnoswus;

X) naumneHTbl 1 061bEM BbIGOPKY;

3) NepeMEHHbIE U UICTOYHMKN LaHHbIX;
1) pesynbTaThl;

K) obcyxgeHve (Bkmtovas (ecrm MPUMEHUMO) OLEHKY BIMSHWSA pe3ynbTaroB
uccrieqoBaHusi Ha COOTHOLLEHME "MoMb3a - pUCK” NlekapCTBEHHOMO Npenapara);

n) Aepxarternb permcTpaLoHHOrO Ya0CTOBEPEHNS;

M) UMS1 U CBELEHUS1 MO MaBHOMY MUCCIiefoBaTeNHo.
10.7. Ny6nukaumsa pe3ynbLTaToB UCcrnefoBaHUA aBTOpaMn

[epxateno perncTpaLMoHHOrO YOOCTOBEPEHUST pPEKOMEHOYeTCs 3apaHee
cornacoaTb CTpartervio nyonMkauni ¢ rmaBHbIM UCCreaoBaTeneM B cryyae, ecnm
uccrnegoBaHMe MPOBOAUTCS M AHANM3UPYETCH MOSIHOCTBI MM YacTUYHO
nccnegoBaTtensamm, He ABNSOLLMMUCS COTPYOHMKaMM aepxartens
perycTpaumnoHHOro yaocToBepeHusl. PekomeHayeTcst onpegensaTb  cTpaTernto
nyoénukauuin Takum obpa3oM, YToObl rMaBHbIA MccneqoBaTenb UMEN BO3MOXHOCTb
CaMOCTOSITENIbHO TFOTOBUTbL MNyOnukaumMm no pesynbrataMm MCCredoBaHus BHE
3aBMCMMOCTM OT aBTOpCTBa JdaHHbIX. B 3TtoM cnyvyae gepxarenb
PEerMcTpaLmnoHHOrO YOOCTOBEPEHUS AOMKEH ObiTb YMOMHOMOYEH MPOCMaTpMBaTh
pe3ynbTatbhl U UX WHTepnpeTauuio, BKIOYEHHbIE B PYKOMUCb, W NpeacTaBnATb
KOMMEHTapuM [0 Nepedayn pykonucu B nedvatb, u3beras HeobGOCHOBaHHbLIX
3agepxek nybrmmkaumn. 3anpocbl Ha BHECEHME W3MEHEHWI B PYKOMUCb OOSDKHbI
ObITb Hay4HO 060OCHOBaHbI. [lepkaTenb perMcTpaumoHHOrO YA0CTOBEPEHUS AOIPKEH
MMEeTb NPaBO 3anpocuTb yaaneHue KoHGUAEeHUNansHoOM nHopmaL .

10.7.1. TpenctaBneHve onybrnMKOBaHHbLIX pPe3ynbTaToB UCCNeNoBaHWUsA B
YMNONMHOMOYEHHbIE OpraHbl roCyAapCTB-YfeHOB.

[epxaTtenio perncTpaumoHHOro YAOCTOBEpPEeHUs pPeKoMeHAyeTcs nepenatb
UTOrOBYHO PYKOMUCb CTaTbM B YMOSIHOMOYEHHbIE OpraHbl roCcydapCTB-YreHOB, Ha
TEPPUTOPUN KOTOPLIX 3apermcTpupoBaH NekapcTBEHHbIN npenapaT, B TevyeHve 2
Hegenb ¢ Aatel NpMemMa nybénnkauum B u3gatenscrBe.

10.8. 3awmTa gaHHbIX

[epxaTenn perucTpaLunoHHbIX YOOCTOBEPEHUA U UccnedoBaTenn OOMKHbI
cobrniogaTth 3akoHOAATENbCTBO TOCYAAPCTB-YIIEHOB, HA TEPPUTOPUMN KOTOPbIX
NPOBOAWTCS UCCIieAoBaHMe MO 3alyTe JIMYHbIX OaHHbIX NauueHToB. [epxaTtenb
PErcTpaLMOHHbIX YOOCTOBEPEHWIA OOMKEH obecnedynTb oGpalleHne U XpaHeHve
BCeil MHopMaLuM No UCCIedoBaHUIO TakuM 06pa3oM, YTOObl ee MOXHO Gblno
TOYHO coobuw@aTth, WHTepnpeTupoBaTb W BepudmumpoBaTb. B To e Bpewms
KOHGMOEHUMANbHOCTb AaHHbIX MEOULIMHCKMX KapT NauueHTOB He AomkHa ObiTb
HapyLLieHa.

10.9. CuctemMbl KayecTBa, ayaAnTbl U NPOBEPKU



[epxatenb  perMcTpauuoHHOTO  YAOCTOBEPEHWs  [OSDKeH  obGecneyunTb
BbIMOMHEHME CBOMX 06513aTeNbLCTB Mo hapMakoHaA30py B OTHOLLEHUM BbIMOMHEHNS!
UccrnefoBaHUA, a Takke 00ecneynTb BO3MOXHOCTb ayauTa, MpOBEPKU U
BepUdMKaLuM OaHHOW aeATensHocTu. Jlio6oe M3MeHeHWe B [aHHbIX [OOIHKHO
dmkcupoBaTbcs,  4TOObI  0obBecneunTb  MpocnexueBaemMocTb.  [epxaTtenb
PErMcTpaLMoHHOrO  YOOCTOBEPEHVs [OOMkeH obecnedynTb noadepxaHue B
3MEKTPOHHOM dopmaTte aHanMTUYecKMx HabopoB [AaHHbIX UM CTaTUCTUYECKUX
nporpamm, UCrornb3yemMbIX AN reHepaL iy AaHHbIX, BKIMHOYEHHbIX B UTOMOBbIA OTYeT
Mo UCCNeAOoBaHNio, a Takxe UX AOCTYNHOCTb ANa ayauTta U NPOBEpKM.

10.10. BnusHue Ha cuctemMy ynpasrieHUs pUMcKamm

HeunTepBeHumonHble MPUB (u, B uenom, noboe WHTEPBEHLWOHHOE Win
HEWHTEPBEHLMOHHOE  MOCTPErucTpaunoHHoe uccrnegoBaHne  6e3onacHocTH),
npoBoAuMblE ANsi u3ydeHus npobrnem no 6esonacHocTW, Kak onucaHo B [MYP,
JormkHbl BkNMoyatbea B [MYP. lNMpoTokon uccrefoBaHus OOSMKeH npuraratbCa K
nyp.

B cnyyae ecnm MNYP otcytcTByeT, AormkeH ObiTb paspabotaH HoBbi MMYP,
BKMOYaowmii B ceba  daHHble  NOCTPErycTpaumoOHHOro  MCCriefoBaHus
BesonacHocTn. Bo Bce cooTBeTcTBYlOWME pasgensl n moaynm [MYP BHocaTtcs
COOTBETCTBYIOLLME U3MEHEHVS1 C Yy4eTOM MNpoBedeHUs WCCIefoBaHus, BKIoYas
cneuudmkaumio 6es3onacHoOCTW, nnaH dE@pMakoHags3opa W nnaH MUHUMKU3aLUK
p1CKOB, a Takxe 0630p Mep MUHUMU3ALIUM pUCKa.

10.11. NMpoueaypa ob6sa3aTeNbHbIX NOCTPErNCTPaALMOHHbIX
nccriegoBaHumM 6e3onacHoCTHU

B rocypapcTtBax-uneHax npoBedeHWe MNOCTPErMcTpaLMoHHOro WUCCreaoBaHus
6esonacHocTn (MPNB) MoxeT aBnaTbCca  o06s3aTenbHbIM  MPU OLLEHKE
nepBoHa4yanbHOM 3asiBKMW Ha  [OCYQAPCTBEHHYH  perMcTpauuio wim - Ha
NoCTPerucTpaLMoHHOM 3Tane, ecnm ecTb 00eCrnoKOeHHOCTb (0BocHoBaHHOe
3aKcnepTHoe MHeHune OTHOCUTENBbHO OTCYTCTBUSA BaXHbIX  [AaHHbIX,
Xapaktepusyloumx npodmns  6e3omacHOCTM  MEKapCTBEHHOrO  mnpenapara,
nory4yeHue KOTOpbIX TpeOyeT BhIMOMHEHUA aKTUBHbIX METOA4OB  U3Y4eHus
6e3onacHOCTM MO MPUYMHE HEBO3MOXHOCTU HAANEXallero U3y4eHust UM OLLEHKM
pucka (pUCKoB) NpY NOMOLLM PYTUMHHBIX METoA0B (hapmMakoHaa3opa) B OTHOLLEHUN
npodmns 6e30MacHOCTN  3aperMcTpMpOBaHHOIO NEKAapCTBEHHOrO npenaparta.
[aHHoe TpeboBaHMe YMOMHOMOYEHHOIO oOpraHa AOSkHO ObiTh  Hagnexalwm
obpazom 060OCHOBaHO [f[aHHbIMM  OUeHKM npodmna  GesonacHoCTM U
3hPEKTMBHOCTN, AOIMKHO ObiTb 3adMKCUMPOBAHO B MUCbMEHHOM BMAE W OOSTKHO
BKMOYATbL 3adayM M BPEMEHHbIE paMKW Mogadn M MPOBELEHWUS] UCCIEAOBaHMS.
TpeGoBaHve MOXeT Takke BKMoYaTb B cebsi pekomeHaauuMu nNo KIoyeBbIM
XapaKkTepucTvkam uccnenoBaHvs (Hanpumep, Au3alH WUCCRenoBaHWs, YCIoBMS,
BO34ENCTBME, UCX0Abl, uenesasd nonynaums). B unucno pekomeHgyembix METOAOB
MOMyT BXOAWUTb METOAbl AKTUBHOMO MOHWUTOPWHra (Hanpumep, MOHWUTOPUHI Ha
OnpeferneHHbIX KIMHUYECKNX ©asax, peLenTypHbIi MOHWUTOPWHE, PErucTpbl),
CpaBHUTESbHbIE HabniogartenbHble HEVHTEPBEHLMOHHbIE nccregoBaHus
(Hanpumep, KOropTHOE MccreoBaHne (MOHUTOPUHS), UCCeAOBaHMe Tuna cryvan-
KOHTPOfb, UCCMegoBaHNE CEpUN CIy4aeB U MHbIE), KIMHWYECKNE UCCIiedoBaHus,
nccriegoBaHusa noTpedbnenns, dapmakosanMaeMmosiornieckme nccnegoBaHums.

B Tedenve 30 «kaneHOoapHbIX [OHEW nocne MNOMyvyeHUs  MUCbMEHHOTO
yBEOMIIEHUSI OT YMOMHOMOYEHHbIX OpraHoB O HasHa4veHwun nposegeHns MNMPUB Ha
NoCTpPerMcTpaumoHHOM 3Tane AepxaTeflb PermcTpauuoHHOro  yaoCTOBEPEHUS
BrpaBe 3anpocuTb BO3MOXHOCTb MpeacTasrieHns B kadectBe NPUB nncbMeHHbIX
HabniogeHun  oTHocuTenbHO  6e30MacHOCTU  FIeKApCTBEHHOro  cpeacTBa.
YNONHOMOY€EHHbIE OpraHbl rOCYAapCTB-YNEHOB ONpeaenstoT BPeMEHHble paMKu
nepuoga 3a KOTOpbIA MNpeacTaBnsAloTCA Takue HabnogeHuin. Ha ocHoBaHuu
aHanmmM3a [aHHbIX MUCbMEHHbIX HabnogeHun, npeacTaBfeHHbIX AepkaTenem
perncTpaumnoHHOro y4oCTOBEPEHUs], YNMONMHOMOYEHHbIM OpraH rocygapcTBa-dneHa
OOJSTKEH OTO3BaTb UMM NOATBEPAUTbL 0683aTeNbCTBO.

10.12. KOHTpONb 3a HEMHTEePBEHUMNOHHbLIM NOCTPErucTPaumMoHHbLIMMU



nccneaoBaHMAMM 6e3onacHOCTH

10.12.1. Ponb 1 06513aHHOCTY AepxaTens perMcTpaLMoHHOIO y40CTOBEPEHNS.

[epxaTtens perMcTpaumMoHHOro YyOOCTOBEPEHWUS HeceT OTBETCTBEHHOCTb 3a
obecnevyeHne COOTBETCTBUSA WCCMELOBAHUSA KPUTEPUAM HEWMHTEPBEHLMOHHOMO
nccrieaoBaHus.

HepxaTene perMcTpaunoHHOro ygoctoBepeHusa B oTHoweHun MNMPUB porkeH
obecneynTb BLINOHEHME CBOMX 00s13aTeNbCTB MO (hapMakoHad3opy, a Takxke
BO3MOXHOCTbL NMPOBEAEHUS €r0 ayauTa, NpoBEPKN 1 BepudmkaLum.

10.12.2. YNONHOMOYEHHbIE OpraHbl rocy4apCcTB-4YiEHOB.

lMocne nonyyeHus peleHns  YNOSIHOMOYEHHbIX OpraHoB O Ha3HaYeHuU
npoBedeHnss  HeuHTepBeHUuoHHoro [MPUB  pepxatens  permcTpaunoHHOro
YAOCTOBEPEHUS pa3pabaTbiBaeT NPOTOKON MCCregoBaHUst U NPenCcTaBrseT ero B
YMONIHOMOYEHHbIN OpraH rocygapcTBa-yrieHa Ha paccMoTpeHue. B TeuveHne 60
KanengapHblX OHEW OT  AdaTtbl  NPeACcTaBfeHus  MpoekTa  MpoTokona
YMONIHOMOYEHHbIN OpraH rocyaapcTBa-YreHa COCTaBMsAeT OTBET OTHOCUTESLHO:

YTBEPXKOEHMS1 MPOEKTa NPOTOKOMA UCCRNeaoBaHus;

pekoMeHaaLuni No BHECEHWIO U3MEHEHUIA B MPOTOKOI UCCeA0BaHUs;

OTKasa B COrnacoBaHMM NPOTOKOAa NCCNENOBaHNS;

yBeOOMIIEHUS  gepxartens pPerMcTpaumoHHOrO  yA4OCTOBEPEHMS, yTo
nccrnegoBaHue SBNAETCHA  KIMHUMECKMM UCCredoBaHWEM, noanajalolyMm  nof
TpeboBaHNsi MeXayHapoaHbIX AOrOBOPOB M aKTOB, COCTaBNaoWMX npaso Cotosa u
3aKoHO4aTeNbCTBO rocydapcTBa-yreHa B 00macTu npoBedeHUs  KIMHUYECKUX
nccnegoBaHui.

OTka3 gorkeH BkMoYaTb NogpobHoe 060CHOBaHNE NMPUYMH HECOOTBETCTBUS B
noboM 13 crieayoLmx criy4aes:

€CnM ecTb OCHOBaHWsi norfaraTb, UYTO MPOBEAEHME  MCCredoBaHUs
CNOCOBCTBYET MAPKETUHIOBOMY NMPOABWKEHNIO JIEKAPCTBEHHOIO Npenapara;

€CIN NnaH UCCcNeaoBaHus He NO3BONAET BbINOMHUTL 33484 UCCeqoBaHuS.

WccrnepoBaHve MoxeT ObiTb HAa4aTO TOMBbKO NMOCHE NMMCbMEHHOMO YTBEPXOEHMWS
NpOTOKOMa YrNoSIHOMOYEHHbIM OpraHoOM rocyapcTBa-yseHa.

Mocne Havana uccrnenoBaHusa NMobble CyLECTBEHHbIE N3MEHEHUSA B MPOTOKON
nodawTca B YMOSHOMOYEHHbLIN OpraH rocygapcTBa-yneHa OO0 MX BBeAEHMs.
YNonHoOMoYeHHbIN opraH rocygapctBa-yneHa B TedeHne 30 KaneHOapHbIX OHewn
nocrie nogayv U3MeHeHWn K NraHy UccrenoBaHnst 4OSPKEH BbINOMHUTL OLEHKY 3TUX
M3MEHEHMN U COOOWMTL OEepXaTernto PerMcTpauMoHHOMO YOOCTOBEPEHUst 00 Uux
YTBEPXKOEHUM NI OTKITOHEHUM.

Mo 3aBepLUeHNM NCCeaoBaHUs AepaTenb PerMcTpaLoHHOrO yaoCTOBEPEHMS
npeacTaBnsieT WTOrOBbIM  OT4eT 00 nccrnegoBaHuW,  BKIoYas — pestome
uccregoBaHva ans nyénmkaumu, B YNOSIHOMOYEHHbIN OpraH rocygapcTBa-yrieHa
KaK MOXHO CKopee, HO He no3gHee 365 kaneHgapHbix aHen (12 mecdues) nocrne
OKOH4YaHMsA cbopa AaHHbIX, €CIN YMOSIHOMOYEHHLIM OPraHOM rocy4apcTBa-yrieHa
He ObINO NPedoCTaBreHO MUCbMEHHOE pa3peLleHVe Ha yBEnMYeHve nepuoga
BPEMEHM A719 NpeAcTaBfieHus oTvyeTa. YNOSHOMOYEHHbIM OpraHoM rocyaapcTBa-
yfieHa BbINOMHAETCA PAcCMOTPEHWE UWTOrOBOMO OTYETA C  MOCHenytLmm
npeacTaBreHMeM [OepXaTemnto pPerncTpauyoHHOTO YOOCTOBEPEHNUS pe3ynbTaToB
OLIEHKM OTYETa, KOTOpblE MOIYT BKOYATbL B TOM YMCIIE AOMOSHUTENbHBLIE BOMPOCHI
K OepxaTento perMcTpaumoHHOrO yaocTtoBepeHus. Mo pesynstaTy pacCcMOTpeHus
OTYETA N OLIEHKM BO3MOXHOMO BIMSIHWMS MOSTyYEHHbIX AaHHbIX Ha COOTHOLLEHME
"nonb3a - pUck" nekapcTBEHHOro npenapara YrnonHOMOYEHHbIV OpraH rocyaapcTsa-
yreHa [OdOJDKeH onpedeniTb HeobxoguMOCTb peKoMeHZauui Mo  BHECEHUIO
NM3MEHEHMI B CTaTyC perMcTpaumv fiekapCTBEHHOro npenapara, ero npuMeHeHue
nmMbo onpenenuTb HEOOXOAUMOCTb MPUMEHEHUST MHbIX HagneXalmx Mep C Lenblo
obecnevyeHus NpMMEHEHNs1 NeKapCTBEHHOrO npenapara npy NpeBbILLEHNN NoSb3bl
Had PUCKOM.

11. UHchopmmupoBaHue no 6e3onacHOCTU

11.1. CTPYKTYpPbl 1 NpoLeccChl



11.1.1. 3agaym nHdopmmnpoBaHus No 6e3o0nacHoOCTL.
NHdpopmmpoBaHue no 6e30nacHOCTM HanpaBIieHo Ha:

a) npeacTaBneHMe CBOEBPEMEHHOM, Hay4yHO OBOCHOBaHHOM WHGopMauun no
6e3onacHoMy 1 3dEKTUBHOMY UCMOSNb30BaHNIO JIEKAPCTBEHHbIX MPEnapaToB;

6) cogelicTBME ONTMMM3ALUM MEeOULMHCKON MPaKTUKK (B TOM YuCne NpakTUKK
camoreyeHns) Npu HeobxoauMocTH;

B) U3MEHeHMe NoaXoA0B, CIIOXKVBLUENCS MPaKTUKU 1 XapakTepa UCMOoNb30BaHMs
NeKapCTBEHHbIX NpenapaToB;

r) NOAAEPXKY NeATENbHOCTU, CBA3aHHON C MUHUMU3aLINei PUCKOB;

4) cogencTBne MNpPUHATUIO OOOCHOBAHHbLIX peLeHMn O  paLMOHanbHOM
NCNOMNb30BaHNM NEKaPCTBEHHbIX NPenapaToB.

MoMMmO BbILLEYKA3aHHOrO, Haanexailas WHgopmaums no ©6esonacHoCTH
CNocoBCTBYET YKPENIIEHMIO OBEPUSt HACENEHNS K PErYNATOPHON cUcTeMe.

11.1.2. MprHUMNBI MHGOPMUPOBAHMSA NO 6&30MacHOCTY.
Cnegyetr npumeHATb  criegyloume  MNpUHUMNBL  MHAOPMUPOBaHUS MO
6esonacHocTu:

a) HeobXoAMMOCTb MHAPOPMUPOBaHMS MO 6e3onacHOCTM paccMaTpuBaeTcs Npu
BbIMNOMHEHWUN AEATENbHOCTM MO hapMakoHaA30py U ynpaBneHuo puckamu. [JaHHbIi
KOMMOHEHT JOJDKEeH SIBMSTLCSA YacTbio NPOLIecCa OLLEHKN PUCKa;

6) HeobxoaMMOCTb obecneveHusl Haanexallen KoopauHaum OesTensHoOCTN 1
B3aVMOAENCTBUA MeXay PasfMyHbIMU CTOPOHAMU, y4acTBYIOLWMMU B CO34aHUN U
obmeHe nHdopmaumen no 6esonacHOCTU (YNONMHOMOYEHHbIE OpraHbl rocyaapcTBs-
UMEHOB, WHble TOCYQAPCTBEHHbIE OpraHbl W JAepXaTenu perncTpalMoHHbIX
YOOCTOBEPEHUI);

B) HEOOXOAMMOCTb BKIIHOYEHMS B MHApOopMaLMio N0 6e30MacHOCTU akTyarbHbIX,
YEeTKUX, LOCTOBEPHBIX 1 KOPPEKTHLIX CBEAEHWI ANa nepeayvu Leneson ayauropum
B YCTaHOBIIEHHbIE CPOKM B ULenax obecnevyeHns BO3MOXHOCTU MPUHATUS
COOTBETCTBYIOLLNX MEP;

r) HeobxoAumoCTb agantaumM WHdgopMauum no ©GesonacHOCTU NyTeEM
NCMNOMb30BaHMSA COOTBETCTBYHOLLEIO S13blKa U C YHETOM PasfNYHbIX YPOBHEW 3HAHWN
M NnoTpebHOCTM B MHGOPMaLMU ANs pas3fnyHbIX LEeneBbiX ayautopun (Hanpumep,
NnauMeHToOB U pabOTHMKOB ccbepbl 34paBOOXPAHEHUS), NMPU YCIIOBUN COXPaHEHWs
TOYHOCTU M COOTBETCTBUS NepeaaBaemon nHopmau mu;

) HeobXxooMMOCTb NpPeAcTaBneHNss MHopMauuM O puUckax C y4eTom obLuen
OLEHKM MOrb3bl NEKAapCTBEHHOIO Mnpenapara, BKo4Yas AOCTYMHble U akTyarbHble
CBEOEHUSI O CEePbE3HOCTWN, CTEMEHM TSXKECTU, YacTOTe HexenaTenbHbIX peakuui,
dakTopax pucka Ux pasBuTKs, BPEMEHU Hadyana, obpaTMMOCTK 1, ECIN BO3MOXHO,
npeanonaraemMoM nepuoie BoCCTaHOBIIEHMS;

€) nHdopmMmpoBaHme no 6e3onacHOCTV AOIMKHO CNOCOOCTBOBATL pa3peLLEHUIO
HeonpeaerneHHoCTeN B AaHHbIX MO 6e3onacHOCTW. OTO OCOBEHHO aKTyanbHO B
cnyyae nodaBneHua HOBOM VIHq.)OpMaLI,I/II/I npn BbINONMHEHNN YNONMHOMOYEHHbIMU
opraHamMM TrocydapCTB-YNEHOB MpoLeayp OLEHKU [AaHHbiX Mo Ge3onacHoCcTy.
Monb3a MHOPMMPOBaAHMS Ha OAHHOM 3Tane oibkHa ObiTb COOTHECEHA C PUCKOM
BO3HMKHOBEHMST OLLMOKM, KOTOPasi MOXET BO3HMKHYTb B CIly4ae, eCriv UMEBLLMECS
HeonpeaereHHble acnekTbl Npodmna He cMormM OblTb Hagnexawmm obpasom
pa3bsACHEHDI;

X) B OnNpedereHHblX crydasx npyv  npeacTaBneHuu  uHdopMauuu  no
6e3onacHOCTN HEOOXOAMMO Y4YMTbIBATb KOHKYPUPYHOLLME PUCKU (Hanpumep, pUcK
OTKasa oT feyveHuns);



3) HeoH6X0AMMOCTb MCMNOMb30BaHWA Hanbornee 060CHOBAHHbIX KONMNYECTBEHHbIX
nokasartener npuM OMUCaHWM W CPaBHEHUWM PUCKOB (Hampumep, nokasaTtenb He
TOJIbKO OTHOCUTEIIbHbIX PWUCKOB, HO W abCconoTHbIX pVICKOB). ﬂ,ﬂﬂ CpaBHEHNA
PUCKOB rpynnbl AOJTXHbI ObITb CXOAHbl MO CBOMM XapaKTepucTukam. Takxe MOryT
ObiTb MCNOMb30BaHbl W ApyrMe cnocoObl  NpeacTaBneHns  MHdopMaumm
(rpadmyeckoe npegcTaBrieHMe OLEHKM PUCKOB WU (MM) COOTHOLLEHMS "Momnb3a -
puck");

1) HeoGXOAMMOCTb MPOBEAEHUS NPEABAPUTESIbHOTO KOHCYILTUPOBAHWUSA W
TECTMPOBAHMS MEAVLMHCKMX PabOTHUKOB WM MauUWMEHTOB MNpU  MOATOTOBKE
MHGopMaumMn no GesonacHoCTW, B OCOBEHHOCTUM B Ccrydae MNoAroTOBKM
MHGOPMAaLIMK MO CNOXHbIM NpoGriemam;

K) wHdopMmpoBaHMe Mo 6Ge30nacHOCTM [OOMMKHO BKMOYATh MpeacTaBrieHne
nocriegywowen  uHgopmaumm  (Hanpumep,  Nocrnegylumx  U3MEHEeHUn B
pekoMeHaauusXx, paspeLleHnst npobnemsl no 6esonacHocTH) (npu
HeobxooMMoCTK);

n) BbIMOSMHEHME OLEeHKM 3PEKTMBHOCTU MHAPOPMUPOBaHUSA MO 6e3onacHoCTU
(npn HeobxoamnmocTH);

M) COOTBETCTBME WHCOpMaLMM no ©esonacHocTu Tpe6OBaHI/IﬂM O 3auurte
nepcoHalribHbIX AaHHbIX.

11.1.3. Lenesble aygutopuu.

OcHoBHOW LleneBon ayauTopven, Ha KOTOPYK HanpasreHO WHGOPMUPOBaHMEe
no 6e3onacHOCTW, OCYLLECTBISIEMOE YMONHOMOYEHHLIMU OpraHamy rocygapcTB-
YSIEHOB M AepXaTensamm permMcTpaumoHHbIX YOOCTOBEPEHUN, SBMISOTCA pabOoTHMKK
CUCTEMbI 30paBOOXPaHEHUs] U MaLUEHTbI, KOTOPblE€ MCMOMb3YIOT feKapCTBEHHbIE
npenaparbl.

KntoueByto pornb B OCHOBHOW Li€NIeBOV ayaAnTOPUA UrpatoT paboTHMKN CUCTEMBI
34paBooxpaHeHusi.  OdpbekTuBHOE  MHAOpMMpoBaHMe no  6esonacHocTu
NeKapCTBEHHbLIX NpenaparoB MO3BOMSET MM MPOBOAMTL dbapMakoTepanuio C
y4eToM Hanboree aKkTyanbHbiIX CBegeHu no 6e30macHOCTM U BblpabOTaHHbIX
pekoMeHZauun, a TaKkKe nNpeacTaBnATb MOHATHblIE W MNoMesHble CBeAEeHus
naumeHTam, cnocobcTByst obecneveHnio 6e30MnacHOCTN NaLMEHTOB U MOBLILLEHNIO
NX LOBEPUS K PETYNATOPHON CUCTEME M CUCTEME 30PAaBOOXPAHEHNS.

CpepncTtea MaccoBon MHGOPMaLLUM TaKxe ABMATCA LeneBon ayantopmuen ans
nHdopmaumm no 6eszonacHocTn. CnocobHOCTL CpeacTB MacCoBOM MHAdOpMaL MK
oXBaTblBaTb NaLNEHTOB, PAabOTHMKOB CUCTEMbI 34PaBOOXPAHEHMNS U LLUMPOKME CIIOU
HaceneHns SABNAETCA BaXHbIM (PaKTOPOM pPacnpOCTPaHEHMST HOBOW W BadKHOW
MHGopMaLMM O NeKapCcTBEHHbIX npenapartax. PacnpocTtpaHeHne mHdopmauum no
©e30nacHOCTN Yepe3 CpeacTBa MacCOBOW MHApOpMaLMM OKa3biBaeT BIUSIHME Ha
obLLeCTBEHHOE BOCMPUSATUE, MO3TOMY BaXHO, 4YTOObl CpeacTBa MacCOBOM
nHdopmMaLmm nonydanm MHGopMaLuio no 6e3onacHOCTM HEenocpeaCcTBEHHO OT
YNOMHOMOYEHHbIX OPraHOB roCcy4apCTB-YMEHOB B AOMOMHEHME K TOW MHApopmaLmu,
KOTOPYIO OHWM MOMy4alT M3 AOPYrMX WUCTOYHWMKOB (Hampumep, OT JepxaTeren
perncTpaLmnoHHbIX Y40CTOBEPEHNI).

11.1.4. CopepxaHne nHcopmauum no 6e3onacHoOCTw.
MpuHMMas BO BHUMaHWE MNPUHUKUMBLI, W3MOXEHHble B noanyHkte 11.1.2
HacTosiwmx MNpaewun, nHdopmMaums no 6e3onacHoCTH, AOITKHA COAepXaTb:

a) MOsIBNAIOLMECA BaXHble CBedeHWs O IboM 3apercTpMpoBaHHOM
NeKapCcTBEHHOM MpernapaTe, KOTOpble OKasblBaloT BIMSHME Ha COOTHOLLEeHWe
"nonb3a - pucka" nekapCTBEHHOro npenapara npuy MoGbIX YCIOBUAX NPUMEHEHUS!;

0) NPUYMHBLI MHULMMPOBAHUS NpoLeaypbl MHGOPMMPOBaHMS No 6Ge3onacHOCTU B
MOHATHOW AN LLeNeBon ayantopmm opme;

B) HeobxoauMbie pekomMmeHgauun and pa60THVIKOB CUCTEeMbl 3[paBOOXpaHEeHUA
M nayneHToB, CBA3aHHbIE C npo6neM0|?1 no 6e3onacHoOCTU, B OTHOLLEHWU KOTOpOIZ
BbIMOJIHAETCA I/IH(bOpMI/IpOBaHI/Ie;



r) yKasaHue Ha CoOrNnalweHne Mexay JAepxaTeneMm  perncTpauuoHHOro
YOOCTOBEPEHUST U YMOSMIHOMOYEHHbIM  OpraHoOM  rocydapcTBa-ynieHa O
npegcTasneHn nHcpopmauum no 6esonacHoCT (Npy HEO6X04MMOCTK);

O) cBedeHns 000 BCex MPeAnoXeHHbIX W3MEHEHUsX B WHdopmauum o
nekapctBeHHoM npenapate (Hanpumep, B8 OXIT i UMM (J1B));

e) Gubnmorpadmyeckmii CNNCOK MMM CChINKM Ha UCTOYHUKW, A€ MOXHO HalTu
Gonee nogpoGHyI WHGOPMaLMID O KOHKPETHOM acnekTe 6e3onacHocTy,
yKazaHHOMY B MHGPOPMMPOBaHUM Mo 6e30MacHOCTMY;

X) HanoMuHaHve O HeobxogumocTu coobwaTb O  nogo3peBaeMblX
HexxenaTernbHbIX peakumnsix B YMONHOMOYEHHbI OpraH rocygapcTBa-yfieHa vepes
HaLMOHarbHY CUCTEMY CMOHTAHHOIO PENOPTMPOBAHMS.

NHgopmauma no 6e3onacHOCTM He AOIPKHA BBOAMTL B 3abnyxaeHne n gorkHa
ObITb npeacTaBrieHa 0O0BLEKTUBHO. MHdopmauus no ©6e3onacHOCTVM He A0oIpkHa
coaepxaTtb Kakux-nmbo matepuarnoB U COOOLLEHUA, KOTOPblE MOTYT NPeACcTaBNsaTb
cobo peknamy W WHYH MHoOpMauUuWo, HanpaBfeHHYID Ha NpoABUXKEHME
nekapcTBEHHOro npenapara.

11.1.5. Cnocobbl nHdopmupoBaHnst No 6e3onacHoOCTy.

Mpy  BbINONMHEHUM  MHAGOPMUPOBaHUS Mo  Ge3onacHOCTM  HeobGxoauMOo
ncnonb3oBaTh BeCb CMEKTP pa3HoobpasHbIX cpeacTB nepedayun nHdopmaunm ans
OOCTUXEHUS LIENEBLIX ayAUTOPUIA N YOOBNETBOPEHUS UX PacTyLLMX NOTpebHOCTEN.
PasnnyHble cpeacTBa KOMMYHUKALMM U KaHanbl nepegaydm nHgopmManm, Kotopble
cnegyet uMCnonb3oBaTb, MOOPOOHO paccMaTpyMBalOTCA HWXKe B NOAMNyHKTax
11.1.5.1-11.1.5.5.



11.1.5.1. HenocpegctBeHHoe obpaweHne K  paboTHMKaAM  CUCTEMBI
3paBOOXpPaHEHMS.

Moa  HenocpeacTBeHHbIM — obpaweHnem K pabOTHMKaM  CUCTEMbI
34paBooOxpaHeHnss B HacToAwmx [lpaBunax nogpasymeBaeTcs nNpeacTaBlieHne
aepxatenamy  perMcTpauMoHHbIX — YOAOCTOBEPEHUA WM YNOFHOMOYEHHbIMMU
opraHamMu rocyfapcTB-YfIEHOB Ba)HOW MHApopMauum no 6e30macHOCTM HanpsiMyro
paboOTHMKaM CUCTEMbl 34PABOOXPAHEHMS C  LENbl  COoobWEeHMs uMm O
HeobOX0OMMOCTM COBEpLUEHUS OMpedeneHHbIX AeWCTBMMA WM aganTtauum  ux
NPakTUKM B OTHOLLEHWM NEKApCTBEHHOrO Mpenaparta B COOTBETCTBUM C HOBbIMU
JaHHbIMM Mo 6e30nacHoOCTH.

HenocpencTBeHHoe o6palleHne kK paboTHMKaM CUCTEMbI 34PaBOOXPaHEHMST He
SABNSETCS OTBETOM Ha BOMPOCbl PabOTHMKOB CUCTEMbl 34paBOOXPaHEHMs NGO
y4yebHbIMM MaTepuanamm B pamMKax PYTUHHOW AEeATeNlbHOCTU N0 MUHMMU3aUUK
PVCKOB.

PaspaboTka uMHGOpMaUMOHHOrO Martepuana Ans  HenocpenCTBEHHOrO
obpaLueHust npegnonaraet COTPYAHMYECTBO mMexay aepxarenem
pPEermcTpaumnoHHOro YAOCTOBEPEHUSS M YMNONMHOMOYEHHBIM OpPraHOM Trocy4apcTBa-
yrieHa.

[epxartens perncTpaunoHHOro YOOCTOBEPEHUSI LOIPKEH MOMy4YnTb 0go0bpeHue
COOTBETCTBYHOLLErO YMONMHOMOYEHHOrO OpraHa rocygapcTBa-yfieHa B 4acTu
coaepxaHusi MHopMaLMOHHOIo MaTepuana Ans HENoCpPeACTBEHHOrO obpaLleHus K
paboTHUKaM CUCTEMbI 34PaBOOXPaHEHNS 1 NilaHa MHPOPMUPOBAHUS.

CornacoBaHne Mexgy YMNONMHOMOYEHHbIM OpraHoM rocydapcTBa-yreHa wu
Jepxartenem perycTpaLyoHHOTO YOOCTOBEPEHUss AOMMKHO ObiTb 3aBepLlleHo [0
Hayana pacnpocTpaHeHusl [gepXaTenem PpermcTpaumoHHOro  yaAoOCTOBEPEHMS
NMHGOPMALMOHHBIX MaTepuanos.

OpobpeHne ynorHOMOYEHHOrO oOpraHa rocygapcTBa-dfieHa AOPKHO ObiTb
Mofy4eHo B OTHOLLEHUM COOEpXaHus WHGopMauMM M nnaHa WHAOPMMPOBAHMS,
BKIKOYasi LENeByo ayanToputo 1 rpadmk pacnpocTpaHeHns nHdopmMaL Mu.

Oepxateno permcTpauMoHHOIO YOOCTOBEPEHUS HEeoOXOOMMO BbIAEMUTL He
MeHee 2 pabouymMx OHel Ons NpeacTaBlieHUs KOMMEHTapueB Ha 3amedaHust
YNONMHOMOYEHHOrO  OpraHa  rocygapCTBa-yfieHa B 4aCTu  COAepXaHus
MHGOPMAaLMOHHOIO MaTepuarna nnum nnaHa MHoPMMPOBaHMSI.

B cnyyae Heo6xooMMOCTM Ha [aHHy0 npouenypy MoxeT ObiTb BblgenieHo
fonblue BpeMEHM MO YCMOTPEHMIO YMONMHOMOYEHHOIO opraHa rocyaapcTBa-yreHa,
CPOKM MOryT 6bITb aganTUpoBaHbl C Y4ETOM CPOYHOCTU CUTYaL MU,

Mpy HamMMUMM HECKOMbKMX OepXaTenen perMcTpauMoHHbIX YAOCTOBEPEHMI Ha
OOHO N TO Xe AeNCTBYloLlee BELLECTBO, Af19 KOTOPOro HeoOXoAMMO BbINYCTUTb
MHGOPMaLMIO O HenocpeacTBEHHOro obpaleHus k paboTHMKaM CUCTEMbI
3[1paBOOXpPaHEHMs1, COOOLLIEHNE LOIMKHO HOCUTb €4MHbIN COrNacoBaHHbIA XapakTep.

Mpn noarotoBke uwHopMauum ANt HENOCPEACTBEHHOrO  ObpalleHus
pPEKOMEHAYETCS MpMBMEKaTb B COOTBETCTBYHOLMX Crlydasdx oOpraHusauuu
3[4paBOOXpPaHEHNS1 WM  HaydHble 00WecTBa, 4TOObI rapaHTUpPoOBaTb, 4TO
npeacraensemas MM uWHopmauus OyaeT nonesHoW W aganTUpOBaHHOW [Anis
LerieBon aygnuTopun.

11.1.5.1.1. HenocpeacteBeHHoe oOpalleHne K  paboTHMKAM  CUCTEMBbI
3[1paBOOXPaHEHMS1 MOXET BbICTyNaTb B KayecTBe [JOMNOMHUTENbHbLIX Mep
MUHUMU3aLUum puckos MY P.

WHdpopmauma ona HenocpenCcTBEHHOro obpalleHns K paboTHUKaM CUCTEMBI
3[paBOOXPaHEHNS1 [OSKHA PacnpoOCTPaHATLCA NpU HeOBXOAMMOCTU MPUHATUSA
HEOTMNOXHbLIX Mep WM U3MEHEHUS CYLUECTBYIOLEN MpPaKTUKXW B  OTHOLLEHWM
nekapCTBEHHOro Npenapara B creaytowmux cnyyasx:

a) MNpUOCTaHOBKA WM aHHYNMPOBaHWE YOOCTOBEPEHMS O TOCYLapCTBEHHOWN
perncTpauum, 06ycroBneHHom N3MeHeHUAMN npodomns ©e3onacHocTu
neKkapcTBEHHOro npenapara;

6) BaHOE W3MEHeHMe B PEeKOMEHAAUMSX MO MPUMEHEHWMIO NeKapCTBEHHOOo
npenapata Mo MPUYMHE OrpaHMYeHUst MoKa3aHUM K MPUMEHEHUI0, HOBOTO
MPOTMBOMOKA3aHNA UMM M3MEHEHUs B peKoMeHOyeMblX [03aX, 06YyCroBrieHHble
n3MeHeHneM npodmna 6e30MacHOCTM NekapCTBEHHOro npenapara;



B) OrpaHM4yeHMss B  [AOCTYNHOCTM MMM MpekpallieHne Mpov3BOACTBA
NeKapCTBEHHOrO Mpenapara, YTo MOXeT HeGrnarornpusTHO ckasaTbCs Ha cucteme
OKas3aHWsA MeULIMHCKOW MOMOLLA.

11.1.5.1.2. Cutyauum, Npyn KOTOPbIX OOITKHA paccMaTpmBaTbCs HEOHXOANMOCTb
HenocpeaCcTBEHHOro obpalleHns K paboTHMKaM CUCTEMbI 34PaBOOXPAHEHMS:

a) nodapryieHne B pekomMmeHgauuax rno rnpuMeHeHuo riekapCTBeHHOro npernapara
HOBbIX BaXXHbIX NPeaocTepPEXEHNI UK 0cobbIx yKa3aHvu7|;

6) HOBble [OaHHble O BbIABNEHNN paHee HEU3BECTHOIO pPUCKa, a TakKxe
M3MEHEHUA HYaCTOTbl U CTEeNEeHN TAXXeCTU U3BECTHOIo PUCKa,

B) nosiefieHne OOOCHOBaHHbIX AAHHbIX O TOM, YTO HeKapCTBeHHbIVI npenapar
ABNAETCA He CTOlb Scbq)GKTVIBHbIM, KaK cHUTanocCb paHee;

r) HOBble pekoMeHAaLWuM Mo NPedOTBPALUEHWMI0 Pa3BUTKS, WM KYMUPOBaHUIO
HeXenaTenbHblX peakuui nmMbo  3royrnoTpeGneHnin, WM CHWKEHUIO  pucKa
MeOULMHCKUX OLLMBOK;

) vHdopMauusa no pesynstatam MNOCTOSIHHON OLEHKWN BaXHbIX NOTEHLMarbHbIX
PUCKOB, AOCTYMHbLIE [aHHbIE MO KOTOPbIM Ha ONpPeAErieHHbIi MOMEHT SABMSATCS
HeQoOCTaTOMHLIMU  ANA  MNPUHSATUSE  PErynsaTopHbIX  Mep (B 3TOM  cnydae
HenocpeAcTBeHHOe  obpalleHve  OOMKHO — COOencTBoBaTb  TLUATESNlbHOMY
MOHWUTOPUHIY npobriembl no  6e30nMacHOCTM B KIIMHWMYECKOW  MpPaKTuKe,
NPeacTaBfeHntlo  COODLIEHUA O  HexemnaTemnbHbIX  peakuusax, a TaKke
NMHGOPMMPOBATL O MEpPaxX MUHUMN3ALLMM NOTEHLMANBHOTO pycKa).

YMNONMHOMOYEHHbBIV  OpraH  rocygapcTBa-yfieHa BrpaBe pacnpoCTpPaHWTb
MHGOPpMaLMIO 4N HenocpeacTBEHHOro obpaleHus Kk paboTHUKaM CUCTEMBbI
3[paBOOXPaHEHMST UM 3aNPOCUTb AepxaTensi PermcTpaumoHHOrO Y40CTOBEPEHNS
NnoAroToBUTb, corrnacosaTb " pacnpocTpaHnUTb MHdopMaL Mo ans
HenocpeacTBEHHOIrO ObOpalleHnsi K paboTHMKaM CUCTEMbl 34pPaBOOXPaHEHMSI B
criyyae, €Cnv  YMNOfIHOMOYEHHbLIN OpraH rocydapCTBa-yfieHa cyuTaer 3To
HeoOxogMMbIM ANd AanbHenwero 6e3onacHoro 1 adpeKTMBHOIO MCMNOMb30BaHUS
NeKapcTBEHHOIO npenapara.

YNONMHOMOYEHHbIE  OpraHbl  FOCY4apCTB-4YfiEeHOB  BrpaBe  onybnmnkoBaTtb
OKOHYaTernbHbIA BapuaHT MHGOPMaLMOHHOIO MaTepuarna Ans HenocpeacTBEHHOro
obpalleHnst K paboTHMKaM CUCTEMbI 30 paBOOXPaHEHMs. YNONMHOMOYEHHbIE OpraHbl
rocygapCTB-4YIIEHOB MOIYT TaKXe BbINyckaTb [OMOMHUTENbHOE COO0bLIeHME Mo
f6esonacHocTn (NpM HeOBXOOMMOCTM) W PACNPOCTPaHATbL  UHGOPMALMOHHBIN
mMaTtepuan CcpeouM COOTBETCTBYOLMX OpraHu3auui uM  pabOTHUKOB CUCTEMBI
34paBoOXpaHeHns.

11.1.5.2. IHdhopmauums ans HecneumnanucTos.

MHGopMaLMOHHBIN MaTeprarsn, HanMcaHHbIA NPoCTbiM (HenpodeCccnoHanbHbIM)
A3bIKOM (Hanpumep, B dopMaTte BOMPOCOB M OTBETOB), MOMOraeT nauueHTam u
HaceneHnto pa3obpaTbCs B HAYYHbIX AAHHbIX U PErYNSTOPHbIX MEepax, KacaroLLMXCs
npo6rem no 6e3onacHoOCTW.

[JOoKyMeHTbl Ha  HenpodeCcCUoHanNbHOM  A3blke  AOMKHbl  COAepXaTb
pekoMeHAaUunm n COBETbl YMONHOMOYEHHbBIX OpraHoB rOCy4apCTB-YNIEHOB MO
MWUHMMU3aLLUM PUCKOB ASt NALNEHTOB M PabOTHUKOB CUCTEMbI 34PaBOOXPAHEHMS B
OTHOLLEHMWN NpoBreM, CBA3aHHbIX C 6€30MaCHOCTLIO, N OOIPKHBI COMPOBOXOATHLCS
COOTBETCTBYIOLLEN CNPaBOYHOM MHGOpMaLNEN.

YNONMHOMOY€EHHbIE OpraHbl roCy4apCTB-4YIEHOB pasMeLLalT MHdopMauuo anis
HecneumanucToB Ha MEAUUMHCKMX WHTepHeT-nopTanax rocy4apCTB-4YSieHOB W
MOIYT [OOMONMHUTENBHO PacnpoOCTPaHATb UX CPean COOTBETCTBYHOLMX CTOPOH,
HanpuMep, NaLVeHTOB 1 OpraHn3aLui 34PaBOOXPaAHEHNS.

PekomeHoyeTcsi  npuBnekatb  NauuMeHToB U pabOTHUKOB  CUCTEMbI
34paBoOXpaHeHns K y4yacTuio B Mpouecce MNOAFOTOBKM [JOKYMEHTOB Ha
HenpodecCcuoHanNbHOM si3blke, UTOOblI rapaHTUpPOBaTb, YTO NpeAcTaBnsemasl UMm
nHdopmaLma 6ygeT nonesHon 1 aganTMpPOBaHHOW AN LIeNeBOW ayauTopun.



11.1.5.3. iHdopmaLma B npecce.

K nHdopmaumu, pasmelLiaemon B Npecce, OTHOCATCS Mpecc-pennsbl 1 npecc-
KOHJbepeHLMn, KOTopble B NePBYIO ovepeab NpeaHasHayYeHbl 4115 KyPHanMcToB.

YNONMHOMOYEHHbIE OpraHbl rOCyAapCTB-4YSIEHOB MOMYT HanpaenaTb Mpecc-
penu3bl HaNpsMYI >XypHanmmMcTam B AOMOSMHEHWE K WX pa3MEeLLeHU0 Ha canTax
YMONIHOMOYEHHbIX OpraHoB rOCY4apCTB-YNIEHOB, YTO MO3BOSIAT >KypHaNUCTaMm
HanpsMyl0 MONy4YnTb MHGOPMaLMIO, KOTOpasi COOTBETCTBYET Hay4yHOW OLeHKe
YNOMHOMOYEHHOrO OpraHa rocyaapcTBa-yneHa. Bsaumopenctsne co CMA
SBNSIETCS BaxHbIM CMOCOOOM oxBaTa Oonee LWUMPOKOW aygouTopun, a Takxe
CNOCOBCTBYET YKPENNEHWIO LJOBEPUS K PETYIIATOPHON CUCTEME.

Oepxatenu  perMcTpauuoHHbIX  YAOCTOBEPEHUA  MOMyT  MOAFOTOBUTL U
onybnukosaTtb npecc-penu3 C npegcTaBfeHMeM CBOer nos3vumm no npobreme,
CBs3aHHOM C 6e30MacHOCTbIO, HO OHW [JOMDKHbI COAEepPXaTb CChISIKM Ha BCe
perynsTopHble Mepbl, MPUHMMAEMbIE€ YMONHOMOYEHHbIM OpraHoM rocygapCTB-
yneHoB. CoOOTBETCTBYIOLME BbINOMHsAEMble 0030pbl AOMKHbI ObiThb yKa3aHbl B
mobon  mHdopMauuu, NpeacTaBnAeMoOn  AepxaTenem  perncTpalMoHHOro
YAOCTOBEPEHMS.

MockonbKy npecc-pernmabl, MOMUMO XypPHaNMCTOB, MOMYT ObiTb MNPOYUTaHbI
APYTiMMKW  yuTaTensamm (Hanpumep, pabOoTHMKaMM CUCTEMbI 3[paBOOXPaHEHUS,
nauMeHTaMm Un LIMPOKOW aygouTopuen), B HUX HeobXoauMMo AenaTb CChINKY Ha
MHAOPMALMOHHBIE MaTepuarbl, MMelLMe OTHOLLEHUE K [aHHOW npobneme no
BesonacHocTu. B cnyyasax ecnm roToBMTCS Takxe HenocpeacTBeHHoe obpalleHne K
paboTHUKaM cucTembl 30paBOOXpPaHeHus], cregyeT obecnevynTb MHGOPMUPOBaHME
pabOTHMKOB CUCTEMbl  34paBoOXpaHeHusi, mmbo go nybrukauwmm, mmbo
OOHOBPEMEHHO C MybGnuKauuen wunm pacnpocTpaHeHWeM npecc-pennsa, YTobbl
NnpenocTaBUTb BO3MOXHOCTb MEAULMHCKUM paboTHMKaM OblTb NMOArOTOBMEHHBIMMA
K OTBETaM Ha BOMPOCHI NaLNEHTOB.

B cnyyae ecrn npobrnema no 6e3onacHOCTM MNpeacTaBAET MOBbILEHHbIN
MHTEepec Ana cpeacTB MaccoBOW WMHdopmauun nubo B crnydae HeobxoamMocTu
[oBedeHNs1 0O HacerneHnss MHOTOMNTaHOBOW M CIOXHOW MHGOpMaL MM No BayKHOMY
ONst 300POBbS HAacereHns BOMpOCY, YNOMHOMOYEHHbIMWM OpraHamu rocyaapcTB-
4yneHoB B KavecTBe 3hdeKTMBHOrO MeToda MHGOpMUpPOBaHUS OBLLECTBEHHOCTU
MOXET ObiTb pPacCMOTpPEeH BOMPOC MpPOBEAEHUsI MNpecc-koHdepeHuun ¢
XypHanMctamu.

11.1.5.4. Beb-canr.

Beb-cant npenctaensier coboWi  BaXHbIA  UHCTPYMEHT  UHAOPMUPOBAHMUS
HaceneHns (BKMYas NauueHToB M PabOTHWKOB CUCTEMbI 34paBOOXPaAHEHUS).
YNONMHOMOYEHHbIE  OpraHbl  FOCYOApCTB-YMIEHOB, a TakKxe Jdepxartenm
PErMCTPaLMOHHBLIX  YAOCTOBEPEHUA  LOIDKHbI  rapaHTMpOBaTb, YTO  BaxHas
nHgopmaums no 6e3onacHoCTH, pasMeLLeHHas Ha KOHTPONMpyeMbiX umn Beb-
cavitax, OyaeT NEerkogoCTYynMHOM W MOHATHOM norb3oBatenam. VHdopmaums Ha
canTax [OoJPkHa MOCTOSIHHO OOHOBMSATbCS, a nobas ycTapeBlas MHGopMaLus
OOJPKHa ObITb OTMEYeHa COOTBETCTBYOLLMM 06pa3omM unu yaaneHa.

11.1.5.5. Opyrue cpeacTsa MHTEPHET-KOMMYHUKaL UIA.

MHdopmauma no 6e30nacHOCTM  MOXET Takke pacrnpoCTPaHAaATbCs B
WMHGOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "VIHTepHeT" nocpeacTBOM ApYyrnx
Beb-npunoxeHun. NMpy ncnonb3oBaHnn 6oree HOBbIX, BbICOKOCKOPOCTHBLIX KaHarioB
CBSA3M cregyeT MNpUHSATb Heobxogumble Mepbl, YTOObl HEe AOMYCTUTb HapyLUeHWs
TOYHOCTW NepegaBaemon MHopmauun. B KOMMYHMKALMOHHOW MpakTuKe cnegyet
Y4UTbIBaTb MOSIBIISAOLLMECSH HOBbIE CpeacTBa KOMMYHMKaLWW, UCMOMNb3yemble
pa3nn4YHbIMK LIENEBLIMW ayaUTOPUSIMM.

11.1.5.6. IHdopmaLMoHHbIE MMCbMa 1 BtonneTeHun.

NHdopmaLoHHble nucbMa M GlonneTeHn npefHasHadeHbl AN perynspHoro
npeacTaBreHMs HOBOW MHGpopMauum O JeKapCTBEHHbIX Mpernapatax u  ux
f6esonacHocT 1 adpdekTmBHOCTM. C NOMOLWBD  3TUX  MEXaHW3MOB
NMHGOPMMPOBAHMS YNOMHOMOYEHHbBIE OpraHbl roOCY4apCTB-YSIEHOB MOMYT OXBaTUTb
OonbLUy0 ayauToputo, UCMosb3ys BEG-NPUIOXKEHUS U ApYyrMe AOCTYMNHbIE CpeacTBa.



11.1.5.7. B3aumogencTene mexay YnorHOMOYEHHbIMU OpraHamu rocygapcTB-
YIIEHOB.

Mpn NpUHATUM OOHWM U3 YNOMHOMOYEHHbLIX OpPraHOB roOCYAapCTB-YfeHOB Mep
perynaTopHOro xapakrtepa B OTHOLLEHWUW onpegerneHHon npobnemsl 6esonacHoCcTn y
OPYrMx  YNONHOMOYEHHbIX OpraHoB rOCyAapCTB-YNIEHOB MOXET BO3HUKHYTb
HeobXoOMMOCTb OTBeYaTb Ha 3anpocbl UMM OBMeHMBaTbCHA MHGOPMauuen no
3TOMy e Borpocy. PekomeHayeTca  MCMoOMb3oBaTb  MEXPErynaTopHble
MHQOpMaUMOHHbIE  MaTtepuanbl B OPME  [OKYMEHTOB,  MOArOTOBIEHHbLIX
YNONMHOMOYEHHLIM OpraHoM rocygapcTBa-yneHa, B MOMOLLp CBOWM Konreram Ans
OTBETOB Ha BHELHME 3anpocbl UM obmeHa WHopMaumern No KOHKPETHOM
npob6neme no 6e3onacHocTy.

11.1.5.8. OTBETHI Ha 3anNpPOCbl HAaceneHusl.

YNONHOMOY€EHHbIE OpraHbl rocyAapCTB-4IEHOB U AepxaTeny perncTpauMoHHbIX
YAOCTOBEPEHUA OOIMKHBI pacnonaratb AeVCTBYIOWMMU CUCTEMaMWN pearnpoBaHns
Ha 3anpocbl OTAENbHBLIX PaXKOaH O NeKapCTBEHHbIX npenapaTtax. OTBEThI OOIKHbI
coaepXaTtb MHOPMALMIO, HAXOOSLLYHOCA B OTKPLITOM 4OCTYNE, U BKIOYaTh B ce6s
COOTBETCTBYIOLME peKOMeHZ4auMn s NauMeHTOB UM PabOTHWMKOB CUCTEMbI
3[4paBOOXpaHEeHVsl, NpeacTaBfeHHble YNONMHOMOYEHHbIMWU OpraHamy rocyaapcTB-
yneHoB. Ecnn Bonpockl kKacalTCs KOHCYNbTauui no MHAMBMOYaNsHOMY feYeHuto,
naumeHTy cregyeT nopekoMmeHAoBaTb 06paTUTbCS K cheunanuctaMm CUCTEMbI
3 paBOOXpaHeHNs.

11.1.5.9. Opyrue cpeactea nepegayun nHgopmauun.

KpoMe pacCMOTpPEHHbIX BbIlle CMNOCOOOB MH(POPMMPOBAHNSA, CYLLECTBYIOT
Opyrve WHCTPYMEHTbl M KaHanbl nepejayn wHdopMauunm no 6GesonacHocTm
(Hanpumep, nNybrnukaumMm B HayyHbIX XypHanax W XypHanax npodeccroHanbHbIX
opraHu3sauuin).

HekoTopble ~ MHCTPYMEHTbI n  cnocobbl NHGOPMMPOBaHNS MOryT
ncnonb3oBaTbCa B 06nacTy ynpaenieHns pyuckamm, Meponpusitus no MMHUMM3aL mm
PVYCKOB 4acTo BKIOYalT B cebsa chneumanbHble nporpaMmmMbl UHGOPMUPOBAHKS O
puckax. VIHCTpyMEHTbI, MCMNOfb3yeMble B 3TUX MporpaMmax, Takume Kak namsiTku
ONsi NauMeHToB MM pykoBoacTBa Mo 6esonacHocTU Anst paboTHUKOB CUCTEMBI
34paBooOXpaHeHns, paccmaTtpuBatoTcs B pasgerne 12 HacToawmx [Npasun.

11.1.6. DdpeKTUBHOCTL MHGOPMAaL MM No 6e30MacHOCTMW.

MHdopmaums no  GesonacHocTu  cumtaetcs  3ddeKTUBHOW,  ecrn
nepegaBaemoe coobLLEeHNE NPUHUMAETCSA U MOHMMAETCS LeNIeBOM ayguTopuen Tak,
Kak 3TO ObINio 3agymaHo, M UeneBasl ayautopusi pearvpyet Ha WHdopmauuto
NPUHATMEM COOTBETCTBYHOLMX Mep. OAna oueHkn 3dpekTMBHOCTUM MHpopMauum
OOJDKHbI MPUMEHATLCS COOTBETCTBYIOLLME MEXaHW3Mbl, OCHOBAHHbIE HA YETKUX
napameTpax (nokasartensx). Ha ocHoBaHMW BbINOSIHEHHOW OLEHKN 3hbeKTUBHOCTH
OOSkHbl ObITb cAenaHbl BbiBOAbI, OMpedeneHbl MpPUOPUTETbI B OTHOLLEHUU
JanbHenwen OedaTenbHOCTM No MHAOPMUPOBAHUIO, a TakKXe NMpu HeobxoaumocTn
BbIMOSIHEHA ajanTauns MHCTPYMEHTOB M NPaKTMKU B HanpaBfieHUN COOTBETCTBMSA
notpebHocTAM  LeneBon ayautopun. [ns  yCTaHOBMEHUSs  COOTBETCTBMSA
nHgopmaumm no 6esonacHocTM TpeboBaHuAM nognyHkta 11.1.2 HacToAWmX
MpaBun cnepyeT mcnonb3oBaTb MOAXOA4, OCHOBaHHbIA Ha wuccnegosaHun. [pu
NPMMEHEHNM [OaHHOrO nogxoga MoryT  ObiTb  COMOCTaBMEHbl  pasfnyHble
pe3ynbTaTbl, B TOM YMCIE NOBEAEHME, OTHOLLEHMS N 3HAHUS.

HepxaTtenn percTpauuoHHbIX YOOCTOBEPEHU HECYT OTBETCTBEHHOCTb 3a
OUEHKY 3hpeKTMBHOCTM NPSIMOTO MHAOPMUPOBaAHNS MEOULIMHCKUX PabOTHUKOB MO
npobrnemam ©Ge3onacHocTW. [lepxatenM permcTpauMoOHHbIX — YAOCTOBEPEHUIA
OOSMKHbI  MHGOPMUPOBAThL  YMOMHOMOYEHHbIE  OpraHbl  FOCYAapCTB-YNIEHOB O
Nomny4eHHbIX pesyrbTatax oOueHKM 3hdeKTUBHOCTM MPAMOro MHOPMUPOBaHUS, a
Takke NOObIX BbISBMEHHbIX TPYAHOCTSAX (Hanpumep, npobremax CO CAMCKOM
nony4arenemn UM cpokaMmm n MexaHMaMamm pacnpocTtpaHeHus). CooTBeTCTBYOLLME
KOPPEKTMPOBOYHbIE U NpeaynpeauTenbHble Mepbl OOIMKHbI ObiTb NPUHATBI BO BCEX
ClNy4yasx BbISBMEHUA HEeOOCTATO4HOW  9(PEKTUBHOCTM  HEMOCPEACTBEHHOMO
obpalLeHnst K pabOoTHMKaM CUCTEMbI 34paBOOXPaHEHMS.



11.1.7. TpeboBaHus k cucTeme Ka4yecTBa MHGPOPMUPOBaHMS No 6e3onacHOCTW.

B cooTtBetcTBMM ¢ TpeboBaHMAMM K CUCTEME KadecTBa MHGOPMUPOBAHUS MO
©e3onacHOCTN, W3MOXEeHHbIMWU B pasgene 2 Hactodwmx [lpasun, Tpebyetcs
HamuyMe COOTBETCTBYIOLMX npoueayp, obecneymBalomx COOTBETCTBMUE
MHGOPMMPOBaHNA Mo ©e30nMacHOCTU NpUHLUMNaM, onpeaenseMbiM MNOAMYHKTOM
11.1.2 Hactoawmx [MpaBun. [omkHO ObiTb 0GecnedYeHo BbIMOSHEHWE W
OOKYMEHTUPOBAHME KOHTPOSIbHBIX MNPOLEAYP B OTHOLWEHMW nNepenaBaemMon
nHdopmaumm no 6esonacHoOCTW, NpeAcTaBnsAloWENn coboi 0ObEeKT KOHTpOns
KayecTBa.

11.2. BzanmogencTBue B oonactu nHOopMmMpoBaHus no
6e30nacHOCTMN Ha TePPUTOPUAX rOCyAapPCTB-4YIeHOB

11.2.1. BsaumogencTBme YMNOSHOMOYEHHbIX OpraHoOB rOCYAAapCTB-YSIEHOB B
obnacTn nHdopmMupoBaHnst No 6e3onacHOCTM NeKapCTBEHHbIX NpenapaToB.

B pamkax WHGOpMaLMOHHOIO B3aMMOAENCTBUS YMONIHOMOYEHHbLIX OpPraHoB
roCyAapCTB-YIIeHOB YNOSIHOMOYEHHbLIMM OpraHaMu BbIMOSHAETCS  PerynsipHbIN
obMeH MHopMaL el B OTHOLLEHUM NIaHUPYEMOW K pasMeLLEHU0 MHopmaLmMmn no
©e3onacHoCTW.

11.2.1.1.  HenocpegctBeHHoe  obpaweHne K  paboTHMKaM  CUCTEMBI
34paBoOXpaHeHuss Mo Borpocam 6e30MacHOCTM JIeKapCTBEHHLIX MNpenapaTos,
3aperncTpupoBaHHbIX HA TEPPUTOPUSX FOCYAapPCTB-YIIEHOB

B cnyyae ecnu nekapCTBeHHbIV NpenapaTt 3aperMcTpyMpoBaH Ha TeppuTopuu
OOHOMO WM HECKOSIbKMX  FOCYOapCTB-YNIEHOB,  YMOSIHOMOYEHHbIE  OpraHbl
rocygapcTB-y4fieHOB  OOMeHMBalOTCA  MHGOpMauMen B 4acTu  cogepaHust
MHGopMaLmMM Ons  HEeNocpeacTBEHHOro obpaleHus K paboTHWMKaM CUcTeMbI
34paBooOXpaHeHuss U nfaHa  MHQOPMWUPOBaHMS,  MpoLIeAWwunX  npouenypy
cornacoBaHusi. YMNOMMHOMOYEHHbIE OpraHbl rOCYO4apCTB-4NeHOB OOMEHMBAKOTCS
OKOHYaTenbHbIM BapvaHTOM WMHGOPMAaLMOHHOIO MaTtepuana M nraHa nepegadu
MHopMaL MM C UCMOSTb30BaHNEM CMCTEMbI MHGOPMAaLMOHHOIO B3aMMOLENCTBUSI.

11.2.2. TpeboBaHuA k gepxaTensam perMcTpaumMoHHbIX Y40CTOBEPEHNIA.

Oepxatenb perMcTpauuoHHOrO YyaocToBepeHuss o06s3aH  uHGOpMUpOBaTh
YMNONMHOMOYEHHbIE  OpraHbl  rOCy4apCTB-UYNIEHOB, Ha TEeppUTOPUM  KOTOPbIX
3aperMcTpupoBaH JiekapCTBEHHbIN Mpenapat, O CBOEM HaMepeHun caernartb
nyonMyHoe coobLUeHne, UM MHPOPMUPOBAHME, MM pas3MeLLEHNe MHcopmaLmu,
OTHOCSLLENCS K MHpopMaLmumn no dapmakoHaa3opy, Unv npodrnemam, CBSA3aHHLIM C
©e30nacHOCTbIO, @ Takke C NPYMEHEHWEM COOTBETCTBYHOLLErO JiekapCTBEHHOro
npenapata. [peacTasneHne nHdopmMaumm yrnonHOMOYEHHLIM OpraHam rocygapcTs-
YfIEHOB C LEenblo MHAOPMMPOBAHUS M MOSyYeHUs] COrnacoBaHWS LOSTKHO ObIThb
cAenaHo C YycrioBMeMm 3anpeta Ha ee Mybrnukauumio 0O UCTEYeHUs Cpoka, Kak
MUHUMYM 24 Yaca Jo ee nybnukauun. YBeOoMrieHWe YMONHOMOYEHHbLIX OpraHoB
rocyaapcTB-4YneHOB OOHOBPEMEHHO C MpeAcTaBrieHnemM MHGOpMaLunM HacerneHuio
BO3MOXHO TOJSIbKO B UCKIHOUMTEMBbHBIX CNydasx U N0 BECKUM MpUYMHAM.

K Takmm cnyyasm v npudmHaMm OTHOCATCH OOOCHOBaHHasi yrpo3a XU3Hu,
3[0pPOBbI MnM Brarononyymio LUMPOKMX CIIOEB HACENeHus, a Takke chnydawm,
onpefeneHHsle N 0OOCHOBaHHbIE (MCXOOA W3 MpPELEedeHTHOro onbiTa) B
PykoBogctBe MO KayecTBy  cuUCTeMbl  papMakoHagsopa  gepxartens
perncTpaLmnoHHOro yaoCTOBEPEHUS.

[Jepxaten perncTpaunoHHOrO YAOCTOBEPEHUS HeCeT OTBETCTBEHHOCTbL 3a
06 BEKTVBHOCTL M TOYHOCTL NPEACTaBMSeMOn HaceneHnio nHopmau .

B cnyyae ecnu pepxaTtenb perycTpaumMoHHOrO YAOCTOBEPEHUs nornyvaeT
MHdopMaLMio O TOM, YTO TpeTbs CTOpOHAa HaMepeBaeTCs pacnpoCTPaHWUTb
WMHopMaLMIO, KOTopasi MOXET MOBMMATbL Ha COOTHOLWIEHWe "nonb3bl - pucka"
nekapcTBEHHOro npenapara, 3aperMcTpUpoBaHHOIO Ha TEepPpUTOPUAX rocyaapCTB-
UNeHOB, AepXaTefb PervucTpaumoHHOrO YAOCTOBEPEHUsI OOIKEH CcoodOwmTb 06
3TOM B COOTBETCTBYHOLLME YNONIHOMOYEHHbIE OpraHbl rocy4apCcTB-YreHOB.



11.2.3. BsaumogencTeme ¢ TpeTbMMN CTOPOHAMM.

TpeTbum CTOpOHaM (Hay4HbIM >XypHanam, Hay4yHbIM obLIeCcTBaM, OpraHn3aumsm
nauMeHToB W AOp.) pekomeHAyeTCca WHMOPMMPOBATL YMOMHOMOYEHHbLIE OpraHbl
rocyaapcTB-4YfieHOB O MOSBMSIOWENCA HOBOW WHGopMauum no 6e3onacHocTu
nekapCcTBEHHbIX MpenapaToB, 3aperMcTpyMpoBaHHbIX B pamkax Coto3a. B crnyyae
ecnv nnaHupyetcsa nyérvkaumsa gaHHoW nHdgopmalmmn, HeobxoanMo 03HaKOMUTb C
Heln yNnonHOMOYEHHbIE OpraHbl FOCYAapCTB-4reHOB 40 ee nyGnnkauuu.

12. Mepbl MUHUMU3ALUN PUCKA
12.1. BBeageHue

Mepbl MMHUMU3aL MK pUCKa NPEeACTaBAOT COO0OM AENCTBUSA, HanpaBIieHHbIE Ha
npegoTBpallEHNe pa3BUTUSA  HexenaTemnbHbIX peakuui, CHWKEHWe 4acToTbl
pa3BUTUSA UMM CTENEHMN TSHKECTU HEXENaTEmbHbIX peakLui, a Takke MUHUMU3aL o
HeOraronpusiTHbIX MOCNeaCTBMA  BO3LENCTBMSA Ha MauMeHTa npu  pasBuUTMU
HeXxxenaTernbHON peakLnm Ha NeKapCTBEHHbIN Npenapar.

Mepbl MWHUMM3AUUM pUCKA, BKIOYEHHbIE B [OaHHbIN  MOAYMb, [LOIPKHbI
paccMaTpuBaTbCA B KOHTEKCTE OCHOBHOM 4acTu TpeboBaHui K cucteme
MUHUMM3ALIMM PUCKA B COOTBETCTBMUM C pasaenom 6 HacToswmx Mpaswn.

Mepbl MUHUMM3aLUW pUCKa MOMYT BKHOYaTb PYTUHHbIE MEPbl MUHUMM3AL MU
pUCKa WM JOOMOMHUTENMbHbIE MEepPbl MUHUMK3AUMM puUcKa. PyTUHHbIE Mepbl
MUHMMM3AUMM  pUCKa, YKasaHHble B pasgene 6 Hactoawmx [lpasun,
pacnpoCTPaHSOTCA Ha BCe NeKapCTBEHHbIE Npenaparthbl.

BonbwmHCTBO nNpobGnem, cBA3aHHbIX C  ©Ge3onacHoOCTblo, MOryT ObiTb
Haanexawym obpa3om ynpaBnATbCA PYTMHHBIMM MepaMu MUHMMU3aUMM pucka,
OQHAKO B OTHOLLEHUN HEKOTOPbIX PUCKOB PYTWHHbIE MEPbl MUHUMM3ALMK puUcKa
MOryT ObiTb HeOOCTaTOYHbIMKW, U ANs obecnedeHus Hagsfexallero yrnpaeneHust
puckamu n (MnKn) YnyyleHWs COOTHOLLEHMSA "Momb3a - puUck" neKapCTBEHHOrO
npenaparta noHagobaTCa AONOMHUTENbHBLIE MEPbI YPABEHNS PUCKAMMU.

[aHHbIN paszgen cooepXUT PYKOBOACTBO MO MPUMEHEHWUKO [OMOSNHUTENbHbIX
Mep MMHUMM3ALMN pUcka 1 BbIGOPY MHCTPYMEHTOB MUHMMU3AL MK prUCKa.

Mepbl  MWHUMM3ALMM puUCKa OMPEdEensTCsa Ha OCHOBaHUM  Mpobnem,
CBA3aHHbIX C 6e3onacHOCTbIO, MNpPeAcTaBneHHbIX B cheuudmkaumm Mo
BesonacHocTn. Kaxgyio npobnemy, cBs3aHHyt0 C ©esonacHoCTbio, crnegyet
paccmatpuBaTb B uHAMBMAYyarlbHOM nopsigke, npu Bblbope Hambonee
uernecoobpa3Ho  Mepbl  MMHMMM3AUMM  pUCka  HeobXoAMMO  y4uTbIBaTb
CEepbEe3HOCTb MOTEHUMNaNbHbIX HeXenaTemnbHbIX pPeakuun, CTEneHb WX TSKECTMH,
NnpenoTBPaTUMOCTb UMM KIMHWYECKME OEeNCTBUSl, HEOOXOAUMbIE ANsi CHWXEHMWS
puCKa, MokasaHusi K MPUMEHEHUIO, MyTb U CNOCOD BBEAEHWS NEeKapCTBEHHOTO
npenaparta, UeneBble MOMynsauMU U TUM YYPEXOEHUA 30paBOOXPaHEHus, e
NPUMEHSIETCA NEKapCTBEHHbBIN Npenapar.

Mpobnema, cBsA3aHHas ¢ 6e30nacHOCTLIO, MOXET ObITb agpecoBaHa boree Yem
B OQHOMN Mepe Mo MMHUMM3ALMM pUCKa, a onpederneHHas Mepa MUHUMK3aUuM pucka
MOXeET pacnpocTpaHaTbCcsa 6onee yem Ha ogHy npobriemy no 6esonacHoOCTW.

[epxaTtene perncTpauMoHHOro YOOCTOBEPEHWUS HeceT OTBEeTCTBEHHOCTb 3a
obecnevyeHne Hagnexawero KOHTPONS BbIMOSIHEHWS MEpP MWHUMU3auUUM PUCKa,
KOTOpble BKMOYEHbI B COMACOBaHHbIA YMOSIHOMOYEHHLIMW OpraHamMu rocygapcTB-
yneHoB [MYP wnu kKotopble cqopmynupoBaHbl Kak YCroBWUsi rocygapCTBEHHON
perncTpauum.

YNONMHOMOY€EHHbIE OpraHbl FOCYAapCTB-YfIEHOB HECYT OTBETCTBEHHOCTb 3a
KOHTPOMNb pe3ynbTaToB BBEAEHVMS W pearm3aumm Mep MUHUMK3ALUM  pUCKa,
KoTopble BKMtoYeHbl B [1IYP wnm KoTopble COPMYMpOBaHbl Kak  yCroBuWS
rocygapCTBEHHOW perncTpawum.

12.2. CTpyKTYypbI U NpoLecChl



12.2.1. O6wwme npMHLMMbI.

Mepbl MUHUMM3aLMM pUCKa MMEIOT CBOEW LieNbio onTuMm3aumnto 6esonacHoro u
3hEKTMBHOMO MCMOSb30BaHNS NIEKAPCTBEHHOMO npenaparta Ha NPOTSPKEHUW BCEro
XU3HEHHOro uukna. CooTHOLeEHWe "momb3a - pUCK" NeKapCcTBEHHOro npenaparta
MOXET ObITb YNyYLIEHO MYTEM CHWKEHUS pUCKa M CTENEHM TSXKECTU NOCNEACTBUI
HexenaTernbHbIX PpeakLu Wi, a Takxke onNTMMM3aL M Nosb3bl NyTeM LieneBoro nogbopa
N (MNnN) UCKIKOYEHUST MaLMEHTOB NMMOO NyTEM TLLATENIbHOrO MOHUTOPUHIA JleYeHust
(cneundmdeckas cxema npvema, COOTBETCTBYHOLUMI 1abopaToOpHbIN MOHUTOPUHT,
nocriegyrowiee HabnogeHne 3a nauneHTamu u T1.4.). Mepbl MUHMMU3aAUUKM puUcka
OOIMKHbI  SABMATbCA  PYKOBOACTBOM AN ONTMMAlrbHOMO  MCMONb30BaHUS
NEKAPCTBEHHOrO Mpenaparta B MEAWUMHCKOM TMpakTUKe B Lendx rapaHTum
npegocTaBrieHnss ONTMMAalibHOrO NeKapCTBEHHOrO rnpenaparta Ansd onpegesieHHoro
naumeHTa B OMNTMMAasbHOM [03€ B HYXHOE Bpemsa CheuuanMcToM, WUMEOLLMM
Haanexallyto NogroToBKY MO Ha3HAYeHMWIO NeKapCTBEHHOrO npenapaTta 1 BeAeHUto
naumeHTa, a TaKxe ¢ 4OCTOBEPHOM MHAOPMaLMEN 1 NpU HageXalleM KOHTporne.

CywecTByeT psiq pasHoOOOpa3HbiX METOOOB, WCMOMb3yeMblIX B KadyecTBe
OOMONMHUTENbHBIX Mep MUHMMM3auuM pucka. [aHHbI pasgen perynmpoBaHust
obpalleHnsi NeKapCTBEHHbLIX MPenapaTtoB HaxoguTCsi B CTaguM HENpepbIBHOMO
pasBUTUSA, U UMELIMECS MeToabl OyayT OOMONHSATLCS HOBbIMWM, B TOM 4YuUcCrie
OPVEHTMPOBaHHLIMM Ha Goree LUMPOKOE MWCMONb30BaHUE WHGOPMALMOHHBIX
TEXHOIOMMN.

YcnewHoe OcyllecTBreHWe OOMNOMHUTENbHLIX Mep MUHUMM3auMU  pucka
TpebyeT ydacTus BCEX 3avHTEepecOBaHHbIX CTOPOH, B TOM 4uClie AepxaTtenen
permcTpaumnoHHbIX  YOAOCTOBEPEHUW, MNAUMEHTOB WM COTPYOHUKOB  CUCTEMBbI
3[4paBOOXpPaHEHMS.

[ononHutenbHble Mepbl  MWHUMM3ALMU  pUCKa OOSDKHbl  MMETb  YEeTKO
OonpenerieHHylo  Lefb, COOTBETCTBYWOLLYK  OOWen uenM  MUHUMM3aumu
cneunguYecKnx puUcKoB M (Mnn) ONTUMM3ALUM COOTHOLIEHMS "Momnb3a - puUcK".
KOHKpeTHbIE LenM U 3apaHee onpeferneHHble napameTpbl OLEHKU OOCTUXKEHWUs!
NOCTaBIIEHHON LienM C KIOYEBbLIMM 3TanamMu AOSDKHbl CTaTb PYKOBOACTBOM Mpu
pa3paboTke AONONHUTENBHBLIX MEP MUHMMMU3ALIUK pUCKa.

HomkeH ObiTb obecneyeH Haanexawu  MOHUTOPUMHT MO 3apaHee
onpeaensieMbiM napameTpaM Kak Ha aTane BHegpeHusi, Tak n adpekTMBHOCTM B
npouecce 1 No OKOHYaHMIO BbINOSHEHWS.

XapakTepuctvka npobnembl, CBsI3aHHOM C 6e30MacHOCTb, B KOHTEKCTE
XapaKkTEPUCTUKN COOTHOLLEHWSI MOMb3bl M pUCKA JIEKAapCTBEHHOro npenapara,
TepaneBTUYECKON 3HAYMMOCTW NIEKApPCTBEHHOIO npenapara, Leneson nonynaumm m
HeoBX0OMMbIMU KITMHUYECKUMU OEUCTBUSAMW, HanpaBfiEHHbIMW HA MUHUMMU3ALUO
pucka, sBnsieTcsl GakTopamu, KOTopble HeobXOAMMO YYuTbiBaTb Mpu BbiGOpe
WHCTPYMEHTOB WM METOL4O0B MUHUMM3ALUN pUCKa U CTpaTeErMn BHeOpeHus Mmep
MWUHMMU3aLUM pUCKa C Lenblo obecnevyeHnss JOCTWKEHUS KenaeMblX pe3ynbTaToB
Mo oxpaHe OOLUECTBEHHOrO 340pPOBbSA. BbIMOMHEHUE perynspHON MPOMEXYTOYHON
OLLEHKN 3(PEKTMBHOCTU peanuayemMbiXx Mep MUHUMU3ALUM pUCKa AOIMKHO ObIThb
HanpaBSieHO Ha CBOEBPEMEHHOE BbISBMEHME UX HEAOCTATOMHOM 3OEKTUBHOCTU U
BHEJpeHMEe COOTBETCTBYHOLLMX KOPPEKTUPYIOLLIMIX MEPOMNPUATUNA.

[MnaH Nno MMHMMK3aUMK pUcKa ABMSIeTCS cocTaBnstowen YacTbio [YP. MNnan no
MWUHMMU3aLLUM pUCKa AOSDKEH BKIIOYATb Crieqytolme pa3gernbl:

a) obocHoBaHMe HeobOXOOMMOCTM  BBEOEHMSI  OOMOSNHUTENbHLIX — Mep
MUHUMM3ALMM pUcCKa (B CBSI3U C onpeferneHHbiMM npobremamu 6e3onacHocTu). B
JaHHOM pasfene AoimkHO BbiTb chopmynMpoBaHO OBOCHOBaHWE MPEeaNOXKEHHbIX
OOMOSHUTENbHLIX  Mep MWHUMM3aUMM puUcka, KOTOpOEe [OSDKHO — BKIOYaTb
KOHKPETHbIE Lienn No Kaxkaow M3 NpeanioXeHHbIX mep. [JormkHO ObiTb AaHO YeTKoe
onvcaHve TOro, Kak npeanaraemasi JOMOSHUTENbHAs Mepa MUHUMU3aUMU pUcKa
OyaeT HanpaBrieHa Ha KOHKPETHYL0 Npobremy, CBs3aHHy0 ¢ 6€30NMacHOCTbIO;

6) onucaHue AOMOSHUTENBHLIX Mep MUHMMM3aUMW pucka. B gaHHoM pasgene
OOIKHO OblTb MPEACTaBfeHO oOnvcaHue BblGpaHHbIX OOMONHUTENbHBLIX  Mep
MVHVMM3aLUMN PUCKA, BKIKOYasi ONMcaHWe WHCTPYMEHTOB WM METOAO0B, KOTOpble
6yOyT MCNOmnb30BaHbl, U KMOYEBbBIX ANTIEMEHTOB COAEPKaHUST;



B) nnaH BbINONMHeHuss. B pgaHHOM pasgene AOmMKHO ObiTb NpeacTaBreHo
nogpobHoe onucaHve nNpenfioKEHMN MO BbINOMHEHNIO AOMONMHUTENbHBIX Mep
MUHMMM3aUMM pUcKa (Hanpumep, XapakTepucTvka BMeLaTenbCTB, AeTanbHas
MHGopMaLmMa O LeneBon ayautopuu, MfaH npoBegeHns obpasoBaTesibHbIX
nporpamm un (Unn) pacnpocTpaHeHms o6pasoBaTenbHbIX MUHCTPYMEHTOB, MEXAHU3M
KOOpAWHaUMW [aHHbIX Mep C  ApYrMMUA  OepXaTenaMu  perncTpauMoHHbIX
YOOCTOBEPEHUI, NPy HEOBXOAMMOCTH);

r) nnaH oueHkn. B gaHHom pasgene gorrkeH ObiTb npeacTaBnieH NogpobHbIN
NnaH ¢ Kro4YeBbIMU 3TanamMu Mno oueHke 3deKTUBHOCTU AOMNOMHUTENbHBLIX Mep
MUHMMU3ALIUM pUCKa C TOYKM 3PEHUS BbIMOMHEHUS 3anfaHMpPOBaHHOIO npoLecca u
C TOYKM 3peHUst OOLUMX nokasaTenen BIMsIHUS Ha ucxodbl (Hanpumep, CHUXeHue
pucka).

12.2.2. Mepbl MUHUMU3ALUN pUCKa.

[ononHuTenbHbIE Mepbl MUHUMK3ALLIMK PUCKa NpeararalnTca B Criyvasix, ecnm
OHM OLEeHMBAOTCA Kak ycrosusi 6e3onacHoro n 3pdeKTMBHOMO MUCMOMb30BaHNS
nekapcTBEHHOro  npenapara. Mpeonaraemble  OOMNOMHUTENbHBIE  MeEpbI
MUHUMM3AUUM pUcKa OOSMKHbI ObiTb Hay4YHO OBOCHOBAHHBLIMW, a TakXe OOSTKHbI
pa3pabaTbiBaTbCs W NPeacTaBnNAaTbCA CreunanictamMmu C  COOTBETCTBYHOLLEN
KBanudmkaumen.

JononHutensHble Mepbl MUHUMU3aLMU pUCKa MOryT UMETb pasfnyHble Lenu,
OU3aliH, Lernesyo ayguTopuMio U CIIOKHOCTb. OTU Mepbl MOMYT MUCMOMb30BaTLCS C
uenoto obecneyeHuss Hagnexawen npouenypbl BblOOpa COOTBETCTBYHOLLMX
naumeHToB, ANs KOTOPbIX MOfMb3a MNPUMEHEHUS NeKapCTBEHHOro npenaparta
npeBbillaeT pUCK, W  MWCKMKOYMEHUS  NauneHTOB, KOTOPbIM  MPUMEHEHMWE
neKkapcTBEHHOro  npenapaTta MNpOTMBOMOKa3aHO, C  uUenblo  obecneyeHns
Hagnexalero MOHUTOPWHIa Tepanny, UMEKLLEro OTHOLLIEHWE K KOHTPOIO BaXHbIX
pUCKOB 1 (MNK) Hadnexallero ynpaBneHus HexenaTensHON peakuunen B criyyae ee
pas3BuTUS.

OononHutensHo MoryT  ObiTb  paspaboTaHbl  chneuudmyeckme  Mepbl
MUHUMM3ALNM PUCKA B OTHOLLEHWN pUCKa MEAULMHCKOW OLMBKM 1 (Unun) B Lensix
obecneyeHns Hagnexallero HasHauyeHUsi NekapcTBEHHOro npenapaTa B Criyyasix,
€Cnn JOCTWKEHNE 3TOM Lienn TONbKO NOCPEeACTBOM NpeacTaBrieHus nHopmauum o
nekapctBeHHoM npenapate B VIMI (J1B) nnn nHdopmaummn Ha aTUKeTKe aBnseTcs
NpakTUY4EeCKN HEOCYLLECTBMMbIM.

Ecnm cpoemaH 3anpoc Ha [OMNOMHUTENbHbIE Mepbl MUHUMMU3aUUW  pucka,
obocHOBaHMe A9 3anpoca AOMMKHO OblTb AOKYMEHTUMPOBaHO, a Takke AOMMKHO
ObITb CAenaHo ykasaHue KOHKPETHbIX Npobnem, cBA3aHHbIX ¢ 6e30nacHOCTbIo, U
npeacTaBneHo AeTarnbHoe NiaHMpoBaHWe 3TanoB BbINOMHEHWUS Mep MUHUMU3ALUN
PUCKOB U NX OLLEHKN.

JononHuTenbHbIE MepPbl MUHMMU3aL MM PUCKOB MOTYT BKMKOYaTh crieaytolme:

a) obpasoBaTtenbHas nporpammva;
6) nporpamma KOHTPONMPYEMOro A0CTYNa;

B) ApYrMe Mepbl MO MUHUMM3aL UK pucka.



12.2.2.1. Obpa3oBaTernbHas nporpamma.

[ononHuTenbHble MHCTPYMEHTbI UM METOAbl MUHMMM3ALWUM pUCKa, KOTOpble
MOryT OblTb WCMOMb30BaHbl B OOpasoBaTenbHOW MporpaMme, OCHOBaHbl Ha
LerneBom MHOpPMUPOBaHUM C NpeacTaBneHvem MHopmauum, copepxallencst B
OoXImn wom UM (N1B). Jliobon obpasoBaTtenbHbii MaTepuan AofimkeH ObiTb
OPVEHTMPOBAH Ha AOCTWKEHNE ONpeaerneHHbIX Lenen MMHUMn3aLwmm pycka.

Llenbto obpasoBaTenbHoOM NporpaMMbl SIBNSIETCS ONTUMU3aUUs MPUMEHEHMS
NeKapCTBEHHOrO npenapara nocpeacTBOM MO3UTUBHOIO BIUAHWA Ha OEWCTBUS
COTPYOHVKOB CUCTEMbI 3[4pAaBOOXPAHEHUS M NALUEHTOB B LIEMAX MUHUMMU3ALUM
pucka. OOGpasoBaTenbHble Martepuarnbl OOMKHbl OblTb CO34aHbl UCXodsd U3
NpeanosioKeHNsl, YTO CYLUECTBYET MPAKTUYECKM BbIMOMHUMAA W OENCTBEHHas
pekoMeHgaums Ans uenesoro obpasoBaHWs U YTO MPUMEHEHWE AaHHOW Mepbl
CUMTAETCS BaXHOM M 3HAYMMOW AN MUHUMM3ALMU pyucka U (unm) onTummsaumu
COOTHOLEHNsI "Norb3a - puck”.

Mcnonb3ayemble B KOHTEKCTE 0Opa3oBaTenbHOW Nporpammbl obpasoBaTteribHble
WHCTPYMEHTbI MOMYT MMETb HECKOSIbKO Pa3fMyHbIX LEeNeBbiX ayauTopwui, MOryT
ObiTb HanpaeneHol 6onee 4Yem Ha 1 npobnemy, cBa3aHHyl0 ¢ 6e30MacHOCTLI, U
MOryT nepegaBaTbCsi C UCNOMb30BaHWEM KOMOWHALUM MHCTPYMEHTOB U CPEACTB
mMaccoBoW WHdopMauum (Ha OymaxkHOM HocuTene, ayavo, BWUOeo, B
WMHAOPMALMOHHO-TENEKOMMYHUKALMOHHON  ceTn  "UIHTepHeT", nepcoHarnbHoe
obyyeHune). PekomeHayeTcs npeacTaBneHMe matepuarnoB B guana3oHe opMaToB
B Liensx obecnevyeHns 4OCTyna, B TOM YUCHe B Crlyyae Bbixo4a 13 CTposi cpeacTsa
WHGOPMMPOBAHMS UMM HEBO3MOXHOCTU  MCMOSMb30BaHWA  UHGOPMALMOHHO-
TEeNeKkOMMYHUKaLMOHHON ceTn "UHTepHeT".

CoaepxaHue nobbix o6paszoBaTenbHbIX MaTeprarnoB 4OSTKHO ObiTb MOMHOCTLIO
CornacoBaHoO C [AeWCcTBYOLWEN 0aoOpeHHON WHGopMaumMen Ha neKapCTBEHHbIN
npenapart, takon kak OXJ wnm UMM (JIB). OnemeHTbl peknambl (NpsiMble Uiu
3aByalMpOBaHHblE) He  OOSbkHbl  BKMYaTbCA B codepxaHue.  AKLEHT
obpasoBaTernkbHbiX MaTepuanoB AOmkeH ObiTb cOenaH Ha pucku, nmerome
OTHOLLEHME K IEeKapCTBEHHOMY MpenapaTty, W YMNpaBfieHne TakuMU puckamu,
TpebyroLmMM ONONHUTENBHBLIX MEP MUHMMU3ALUK pyUCKa.

Jliobas obpasoBaTenbHasa nporpaMMa AorkHa OblTb NOMHOCTLIO OTAEeneHa oT
peknamHblX OeWCTBUMA, a KOHTAKTHYI WH(opMauulo Bpaderd U  NauMeHTOoB,
MonyyeHHyl0  nocpeacTBoM  obpasoBaTefibHbIX — MporpaMM, He  criegyet
NCNonb30BaThb B PeKaMHbIX LEeNsX.

O6pasoBaTesibHble UHCTPYMEHTbI, ONUCAHHbIE HUXE, MOXHO paccMaTpuBaTth B
MHAMBUAOYanNbHOM nopsigke Unn B KoMouHauum npy paspabotke obpasoBaTensHom
nporpamMmbl B LLENAX AOMONHUTENBbHON MUHUMM3AL MU PUCKa.

12.2.2.1.1. O6pasoBaTernbHble UHCTPYMEHTHI.

O6pa3soBarenbHble WHCTPYMEHTbI  AOMKHbI UMeTb  onpedeneHHyto
HanpaBfneHHOCTb W BKMOYaTb  OOHO3HAYHOE  OfpederneHne pucka Mo
paccMaTpuBaemoin npobneme, XapakTepUCTUKY [OaHHOrO pUCKa W KOHKPETHbIX
OEeNCTBUM, KOTOpble [AOMKHbl ObiTb  NpeanpuHATbl  paboTHUKaMW  CUCTEMbI
34paBoOXpaHeHunst 1 (Mnn) NaLneHTamm B Liensax MUHUMU3aL M Takux pUcKoB.

[aHHasa nHdopmaumsa gomkHa ObiTbh akLeHTMpOBaHa Ha YeTKO onpedeneHHbIX
OEeNCTBUSIX, UMEIOLLMX OTHOLLIEHME K cneunduyeckum npobrnemam no 6e3onacHocT
B MriaHe MUHMMUW3aLMM pucka, U He OOIkHa BKIoYaTh MHGOPMAaLUo, KOTopas He
MMeeT HEeNOCPeACTBEHHOIO OTHOLLEHMS K nNpobrneme no 6e30macHOCTU U KoTopas
Haanexawmm obpasom npeactaeneHa 8 OXIIM nm UMM (J1B).

OnemeHTbl MHGOPMaLUM Ona BKIOYEHNs B 0bOpa3oBaTernbHble UHCTPYMEHTHI
Wnn MeToAbl MOryT NpeaycMaTpuBaTh:

a) PyKOBOACTBO MO Ha3Ha4YeHWIo fieKapCTBEHHOro npenaparta, BKMoYasa BbiI6op
naumeHTa, KOHTPOMb W MOHWUTOPUHI, HampaBfeHHble Ha MUHMMMU3ALUIO BaXHbIX
BbIGOPOYHBIX PUCKOB;

6) pyKoBOACTBO MO YNPaBIieHNIO TaKUMK PUCKaMU (AN COTPYAHMKOB CUCTEMbI
30paBoOXpaHeHusl, NaLNeHTOB UMK ML, OCYLLIECTBIAIOLLMX YXO4 3a HAMW);

B) PYKOBOACTBO MO MpPEeACTaBlEHUO  MHopMauMM O  BbISIBIIEHHbIX
HexenaTernbHbIX  peakuusx, MNpeacTaBrsloupx  ocobbll  MHTepec  Ans
XapaKTepUCTUKN OnpeaeneHHoro p1cka.



12.2.2.1.1.1. ObpasoBaTesfibHble UHCTPYMEHTbI UIM METOAbl ANS COTPYAHWMKOB
CUCTEeMbI 3paBOOXpaHEHNS.

Llenkto noboro o6pasoBaTenbHOrO MHCTPYMEHTa U MeToga Anst COTPYOAHUKOB
CUCTEMbI  30pPAaBOOXPaHEHUs  SABMSAETCA  NpeacTaBrieHMe  creuudmyeckmx
pekoMeHZauMn No MNpPUMEHEHMO, U (UNM) NpoTMBOMOKAasaHwun, u  (1nm)
NnpenocTepPEXeHNn, CBA3aHHbLIX C JIEKAapPCTBEHHLIM MpenapaTom 1 cneundmieckumm
pycKamu, HyXOgaloWMMUCSt B OOMOMHUTENbHBIX Mepax Mo MUHUMM3aLMK pucka,
BKIoYas:

a) BbI6Op NaLNEHTOB;
0) MeTOANKY NEYEHUS, PEXVM JO3UPOBAHUS, KOHTPOSb Y MOHUTOPWHT,;

B) cneuuarnbHble agMUHUCTPATMBHbIE NPOLEAYPbl UMM OTMYCK JIEKapCTBEHHOMO
npenapara;

r) geTanbHas nHdopmMaums, KOTopyto HeobxoaMMO NpeacTaBUTb NaLneHTam.

Bbibop dopmata obpasoBaTenibHOr0O MHCTPYMEHTa MM MeToda 3aBUCUT OT
npegctasngemMori uMHdopMauun. Ecnnm Heobxogumo coBepLuMTb onpederneHHoe
KONMM4YeCcTBO AENCTBUI Nepep BbIMMCKOW peuenTta MHAMBUAYaNbHOMY NauuneHTy, To
nogxogsawmm ¢opMaToM MOXET OblTb KOHTPOMbHbIA NMCT. Popmat GpoLuopbl
MOXeT ObiTb Gonee noaxoaswWMM ANA OCO3HaHWA cneuuanMcTamym KOHKPETHbIX
PUCKOB C aKLEHTOM Ha paHHEM BbISIBMIEHUM W YMpaBfieHUN HexenarternbHbIMn
peakuusmn, B TO BpeMsA Kak nnakaTbl MOryT coaepxaTb MpUMEHUMbIEe
TepaneBTUYECKUE PYKOBOACTBA UMM CXEMbl MpUeMa fekapCTBEHHOro npenapara.
MoxeT ObITb OTAAHO NpeanovTeHve ApyrMM copmaTtaMm, B 3aBMCMMOCTU OT
HanpaBneHHOCTH, 06 beEMa MHPOPMaLUK, LLIeNEBON ayaUTOPMN M NHbIX )akTOPOB.

12.2.2.1.1.2. ObpasoBaTernbHble MHCTPYMEHTBI UM METOAbI 4S8 MaLWEHTOB U
1L, OCYLLECTBISIOLLMX YXO4 3@ HUMMW.

O6pasoBaresnibHble MHCTPYMEHTbI UNM METOAbl ANsl NauneHTa AOoibkHbl ObiTb
HaLeneHbl Ha  ynydylweHuve  MNOHMMaHusA nauneHTamm M - nmuamm,
OCYLLECTBIISIIOLLMMWN YXOA, MPU3HAKOB MU CUMMNTOMOB, CYLUECTBEHHbIX OfS PaHHEro
BbISIBNEHNST CNeEUNEMYECKUX HeXemnaTemnbHbIX peakuuin, TpeOylowmx MNpUHATUS
OOMOMHUTESNBbHLIX Mep MO  MUHUMM3AUMM pUCKa, a Takke OonTuMmsauum
JanbHenwero BedeHus  nauyveHta. Ecnm 910 gBnsgeTcs yMECTHbIM,
obpasoBaTenbHbI MHCTPYMEHT WM MeTog MoxeT ObiTb Mchnonb3oBaH [Anis
npeacTaBneHra MHopMauum n HaNnoOMUHaHUS NaUMEHTY O BaXKHbIX AeNCTBUAX (MO
BEeOJEHN0 3anucerr NO [A03UPOBAHUIO  NEKAPCTBEHHbIX MpenapaToB MU
OVarHOCTUYECKMM MpoleaypaMm, KOTopble LOIPKHbI ObiTb 3aperMcTpyMpoBaHbl MIn
BbIMOSIHEHBbI NALNEHTOM C NOCReayloLwmM obCcyKaeHneM ¢ paboTHUKaMM CUCTEMBI
3[4paBoOXpaHeHMs1 B Uenax obecnedeHus cobnogeHus nobbix  3Tanos,
HeobxoauMbIX Ans 3dXPEeKTUBHOTO NPUMEHEHMS NEKapPCTBEHHOO Npenapara v ap.).

12.2.2.1.1.3. NamaATka gnsa nayueHTa.

Llenblo gaHHOrO MHCTPYMEHTa SBMSETCSA rapaHTus TOro, YTO cneuunanbHas
MHGOPMAaLMA B OTHOLLEHUN TEKYLLIETO JIeYEHMS NaLMeHTa U CBS3aHHbIX C JIeYEHNEM
puCKoB (Hanpumep, NOTEeHLWarbHbIe B3aUMOAENCTBUSA C APYMMIMU NIEKAPCTBEHHbIMA
npenapatamu) Bcerda WMEETCA B pacrnopshkeHMn nauueHta W OOCTynHa
COOTBETCTBYHOLLUEMY COTPYAHMKY CUCTEMbI 34paBooxpaHeHus. Hdopmaums
OOJTKHa cogepxaTb HEOOX0AMMbIN MUHUMYM O718 Nepeaaqm KIoYeBbiX MHCTPYKLWIA
Nno MUHMMM3ALUM pUCcKa U HEOBXOOAUMbBIX AEACTBUIN, 0bnerHatoLLmx COCTOsIHUE Mpu
nobbix 06CTOATENBCTBAX, B TOM YMCIIE SKCTPEHHbIX. OOHOM U3 KIHOYEBLIX
XapakTepPUCTUK AaHHOMO MHCTPYMEHTa AOIKHA ObITb NOPTATUBHOCTD.



12.2.2.1.2. porpamma KOHTpOnMpyemMoro goctyna.

MMporpaMmma KOHTpOMMpyemoro A[ocTyna COCTOMT W3 OnepaTuMBHbLIX Mep,
HaueneHHbIX Ha KOHTPOMb AOCTyMna K rnekapcTBeHHOMY rpenapaTty 3a npegernamu
YPOBHSI KOHTPONS, rapaHTUPOBaHHOMO CTaHOAPTHbIMKM MepaMu Mo MUHMMU3aLMn
pucka, TO eCTb perynaTopHbIM CTaTyCOM FieKapCTBEHHOro npenapara.
KoHTpornvpyembln  [OCTyn criegyeT paccmaTtpvBaTb B KayecTBe MeToda
MUHMMU3aLUMM CEepPbe3HOro pucka Ana NeKapcTBEHHOro npenapara ¢ JoKa3aHHOW
Nonb3o, KOTOPYK Hemnb3s AOCTUrHyTb 6€3 AONOMHUTENbHBLIX MEep MWUHUMU3ALLUM
BCreACTBME pUCKa BO3AENCTBMA Ha 340pOBbE NaLMEHTOB.

Mpumepbl TpeboBaHWA, KOTOPbIE AOMKHbI OblTb BLIMOMHEHLI A0 HAa3HAYeHUs
nekapcTBEHHOro npenapara, v (1nn) oTnycka, 1 (Mnm) NCNonb30BaHKs B NporpaMmme
KOHTpONMpyemMoro [AoCTyna, nepeyncrnieHbl Hwike (OHM MOryT BbINOMHATLCSH
WMHAMBUOYaNLHO UMM B KOMBUHaLUK C ApyruMn TpeboBaHAMN):

a) cneumq)mqecme MeTOAdbl KOHTPONA WU (I/I.I'II/I) O6CJ'Ie£l,OBaHI/IFI nauneHTa Aand
obecnevyeHns COOTBETCTBUS onpeaeneHHbIM KIMHUYEeCKUM KpUTepuam,

0) Bpay, BbINMCbIBAOWMI fEKApCTBEHHbLIN Mpenapart, dapMaueBTUYECKUi
paboTHUK, OTNyCKalWMA feKapCTBEHHbIM npenapat, W  (MnM)  NaumeHT,
OOKYMEHTAnNbHO MOATBEPXKOAOT CO CBOEW CTOPOHbI MOMyYeHMe W MNOHWMaHue
MHGOPMaL MM B OTHOLLEHWM CEPbE3HOTO PUCKA, COMPSKEHHOTO C MPUMEHEHMEM
nekapcTBEHHOro npenapara;

B) TOYHblE MpoLieaypbl MO CUCTEMaTMYECKOMY NMocreaytoLlemMy HabrniogeHuo 3a
nauMeHTOM NocpeacTBOM perucTpaumm B crneumanbHol cucteme c6opa gaHHbIX (B
perucTpe nauueHToB) U ap.;

r) nekapCTBEHHble MpenapaTtbl MOryT ObiTb MOMyYeHbl TOMbKO B anTekax,
UMEIOLLMX NNLLEH3MIO Ha OTNYCK TaKOro NiekapCTBEHHOrO nNpenapara.

B onpeaeneHHbIX crydasix B ka4ecTBe MHCTPYMEHTa KOHTPOMpyeMoro 4ocTyna
MOryT ©ObiTb MCMOMb30BaHbl TpebGoBaHMA O nNpoBeAeHWMM  crheuumanbHOro
obcrnegoBaHMs WM KOHTPOSST COCTOSIHWMSA  naumeHTa. Hanpumep, KOHTpPO&b
COCTOSIHMSA NaumMeHTa, NabopaTopHbie NokasaTenu U nHble xapaktepucTukmn (K
W Op.) OO neyeHns u (Mnn) B npouecce nedeHus, aHammsbl (OYyHKLMU NeYeHu,
perynsipHble aHanuabl KpoBW, TECT Ha 6EepeMeHHOCTb (KOTOpbI MOXET SABMATHCS
KOMMOHEHTOM NporpaMMbl NpeaoTBpaLleHnst 6epemeHHocTr). Mepbl 4omkHbI ObITh
BBEOEHbl B AENCTBME B Liensx obecneyeHns KOHTponsa B cootBeTcTBMmM ¢ OXIIM,
Korga 3TO SABMSETCHA KPUTUYECKUM (PakTOPOM C TOYKM 3PEHUs COOTHOLLEHMS
"nonb3a - puck" NekapCcTBEHHOro npenaparta.

12.2.2.1.3. pyrve mepbl MUHMMU3aLUA pUCKa.

12.2.2.1.3.1. Nporpamma npenoTBpaLLeHs 6epeMeHHOCTH.

Mporpamma  npegoTBpalleHuss  GepeMeHHOCTW  npeAacTaBnseT  cobon
COBOKYMHOCTb Mep, HarpaBfieHHbIX Ha MWHMMU3aLMI0O pucka BO3AENCTBUS
NeKapCTBEHHOrO npenaparta C M3BECTHbIM WM MOTEHUManbHbIM TepaToreHHbIM
aenctenmeMm Ha nnog B nepuog 6GepemeHHocTW. [aHHaa nporpamMma [orpkHa
obecneynBaTb BHEQPEHME TAKOro MexaHu3ma KOHTPOSSs, MpU KOTOPOM MauWeHTbI
XXEHCKOro nora He ObinM 6epeMeHHbIMM B Havane Tepanum unm He 3abepemeHenmn
Ha MPOTSDKEHUM Kypca JeyeHus u (Mnn) onpedeneHHOro NPOMEXYTKa BPEMEHWU
nocne npekpavleHusa Tepanuun. MNMporpamma npegoTBpaLleHust 6epeMeHHOCTU Takxke
MOXeT OblTb OPWEHTUPOBaHa Ha MNaLMEHTOB MYXCKOro norma B cCryvae, ecrnu
NMPUMEHEHNEe NEKapCTBEHHOrO npenapata GMOMOrMYyeckUM OTLLOM MOXET UMETb
HeraTuBHbIE MOCNEACTBUSA AN ncxoga 6epemMeHHOCTU.

MporpaMma npenoTBpalleHns OEepeMEHHOCTM  COYETAET  NPUMMEHEHUE
obpasoBaTenbHbIX UHCTPYMEHTOB WU COOTBETCTBYIOLLMX MHCTPYMEHTOB KOHTPOSA
JocTyna K nekapcTBeHHoMmy npenapaty. Cregyloume anemeHTbl criegyet
paccmaTtpuBaTb Kak MHOMBMAYanbHO, Tak U B COBOKYMHOCTM NPV MriaHMpOBaHUM
nporpamMmbl NpeaoTBpaLLeHnsi 6epeMeHHOCTH:



a) obpasoBaTenbHble NHCTPYMEHTLI, HanpaBneHHbIe Ha COTPYAHMKOB CUCTEMbI
30paBOOXpPaHEHUs1 W MaUWEHTOB, B LENsX WHGOPMUPOBAHUSI B  OTHOLLEHWUM
TepaToreHHOro pyUcka U He0BXOAMMBIX AEeUCTBUIA 45151 MUHUMMU3AL MM AaHHOTO pUcka
(pykoBOACTBO MO MCMofb3oBaHWto 6Gornee 4Yem 1 MeToga KOHTpauenuun u
PYKOBOACTBO NO pa3nnyHbIM BMAAM KOHTpaLenTUBHbIX CpeacTs, Hdopmauus ans
nauMeHTa B OTHOLUEHWW ANMUTENbHOCTW Nepuoaa, B TEYeHWe KOTOpOro creayet
nsberatb 6epemMeHHOCTH Nocre NPeKpaLUeHVs NieYeHnst U ap.);

0©) KOHTpOSMpyembld LOCTYN Ha YPOBHE Ha3HayYeHus WM OThycka
neKkapcTBEHHOro npenapata ¢ obecrnevyeHMeM BbIMOMHEHWS TecTa Ha
6epemMeHHOCTb M KOHTPONEM OTpuLaTenbHbIX pe3yrnbTaToB MeAWLMHCKAM 1
chapmaueBTUYECKUM  pabOTHWMKOM  neped  Ha3Ha4YeHWEM UMM OTMYCKOM
NeKapcTBEHHOrO Npenapara;

B) orpaHuyeHne mMakcumarbHOro cpoka aenctseus peuenta 30 kaneHZapHbIMK
OHAMU;

) KOHCYNbTMPOBaHWE B Crydae HenpeaHamepeHHON 6epeMeHHOCTU U OLleHKa
ucxoaa crny4anHon 6epeMeHHOCTN.

CrnegyeT Takke paccMOTpeTb Lenecoobpa3HoCTb BHEOPEHWS U Au3aiiH
perncTtpa 6epeMeHHbIX ana permcTpaunn gaHHbIX No BCeEM nauneHTam, KOTopbie
3abepemeHernv B npouecce NeYyeHns Unm B COOTBETCTBYIOLLMIN NEPUOA BPEMEHU C
MOMEHTA OKOHYaHWA NedeHns (HanpymMep, B TedeHne 3 MecsLeB).

12.2.2.1.3.2. HenocpencTtBeHHoe obpalleHMe K COTPYAHMKAM CUCTEMbI
3[1paBOOXpPaHEeHNs.

HenocpepcTteeHHoe obGpalleHe K COTpyAHUMKaM CUCTEMbl 30paBOOXPaHEHVs
ABMNAETCS aKTMBHON POpMON MHGOPMUPOBaHMA Mo Ge3onacHOCTW, NOCpPencTBOM
KOTOpOM  MHGpOpMauuMs  npeacTaBnseTcs  AepxarerneM  permctpaluoHHOro
YAOCTOBEPEHMUS unm YMNONHOMOYEHHbIM OopraHomM rocygapCTB-4IieHOB
HernocpeacTBEHHO  COTPYAHWKaM  CUCTEeMbl  34paBOOXpaHeHus B Lensx
MHAOPMNPOBAHUSE UX O HEOBXOOAUMOCTU MPEANnPUHATL CepbesHble OeVCTBUS UM
aganTupoBaTb MNPUHATYI0 MEOMWLUUHCKYID MNPakTUKy C Uenbld  MUHUMMU3aLUK
onpeaeneHHbIX PUCKOB W (MNN) CHMKEHUS TSDKECTM HexernaTernbHbIX peakuui
nekapCcTBEHHOro Npenapara, ykasaHHbIX B pasgene 11 HacToswmx Mpaswn.

12.2.3. BbINnonHeHVe Mep MUHMMMU3aL MM PUCKOB.

JononHuTenbHble Mepbl MUHUMM3AUWMM  pUCKa MOryT BKmwoyatb 1 wnm
HECKOIbKO aKTUBHBLIX Mep, KOTOPble AOMKHbI BHEAPSATLCS U BbINOMHATLCH B pamMKax
onpeaeneHHoON Leneson rpynne. Hagnexailee BHUMaHWE OOMKHO yAENnATbCH Kak
BPEMEHHbLIM pamMKaM peanusaumv Mepbl MUHUMMU3aLUWM pUCKa, Tak U npouenypam,
HanpaBneHHbIM Ha JOCTUXEHWe Lenen B Luenesown rpynne. Hanpumep, ogHokpaTHoe
BbINOMHeHWe obpasoBaTernbHbIX UHCTPYMEHTOB MM METOOO0B "nepen 3amnyckom"
nporpaMMbl MO peanusalmn Mep MOXeT ObiTb HeAOCTaTOYHbIM Ans obecneveHus
TOro, 4TOObI OXBaTUTb WHpOpMaLMend BCEX MEOULMHCKUMX COTPYLHUKOB,
NOTEHLUManbHO BbINUCLIBAKOLLMX NEKapCTBEHHbIN Npenapar, 1 (unn) notpeduTenen,
B TOM 4MCMNE HOBbIX MEAULMHCKUX pabOTHWMKOB U notpebutenen. Moxet
BO3HUKHYTb HeobxooMMOCTb B OO0MONHUTENbHOM nepnuoanyeckom
nepepacnpegeneHum MHCTPYMEHTOB UM METOAO0B Mocre 3arnycka nporpammbl Mo
peanusauun Mep. Hagnexallee BHUMaHWe OOMKHO yAensaTbcsa obliemy dopmaty
obpasoBaTeribHbIX WMHCTPYMEHTOB WM MeTogoB Anst obecrneyeHus 4eTKoro
pasnMuna  C  pasfuMuyHbIMKM  pekraMHbiMM - MaTepuanamu.  [NpeacTasneHve
obpasoBaTternbHbIX MaTepuarnoB Afd COrfmacoBaHWsS B YNOMHOMOYEHHbIW opraH
rocyaapcTBa-yneHa AOIMKHO OCYLUEeCTBNATLCS OTAENbHO OT nepefaydn peknamHoro
martepuvana, npu 3ToM B COMNPOBOAMUTENBHOM MUCbME AOIMKHO ObiTb 0603HaAYEHO,
ABNAIOTCA m MaTepuarsl peknamHbIMu unm o6 pasoBaTensbHbIMU.
O6pasoBartenbHele  MaTepuansl CrieayeT  pacnpocTpaHATb  OTAENbHO  OT
peknamMHbIX MaTepuaroB C yKasaHMeM TOro, YTO OHU He SBNAITCH peKramMHbIMU.
MexaHnsmbl obecneyeHns KayecTBa LOIPKHbI rapaHTMpoBaTb, YTO UMetOLIMEcs
CUCTEMbI  PacnpOCTPaHEHUsT COOTBETCTBYIOT  MOCTaBMIEHHOW LenM  Mepbl
MUHUMM3ALMM pUCKa U ABMSIOTCSA KOHTPONMpyeMbIMU.



12.2.4. OueHka ahpeKTUBHOCTM MEpP MUHMMM3aLLUK prUcKa.

OueHka 3hdekTMBHOCTM MEP MUHMMM3aAUUM pUcCKa SIBIIAETCS Heobxoaumon
Ona ycTaHoBneHns 3hpekTUBHOCTM aKTUBHbIX MEP MMHUMMU3ALMN PUCKA, NPUYUH
HeadhpeKTMBHOCTH, a Takke HeODXOAMMOCTU KoppekTupylowmx aencteni. OueHka
3hPEKTMBHOCTN MEP BbIMOMHAETCA NO KaXOonW Mepe MUHVMMM3auuM pyucka u ans
nporpamMmbl B LLEMOM.

OueHka addeKTUBHOCTU Mep AOMKHA paccMaTpuBaTb pasfnuMyHble acnekTbl
BbIMOMHAEMON Mepbl MWHUMM3ALMM pucka: cam npouecc (TO €eCTb CTeneHb
BbIMOIHEHWA 3annaHnMpoBaHHON nporpamMmbl), ee BO34eNcTBME Ha
OCBEOMITEHHOCTb Y U3MEHEHNS B NMOBEAEHNM LIENEBOW PyMMbl, a TaKXe pesyrnbtar
(B KakoW cTeneHn ObIMM 4OCTUMHYTHI Len MAHMMU3aLMN PUCKa U 38 KaKOW CPOK).
Bpemsi OuUEHKM Kaxgoro acrnekTta akTUBHOM Mepbl AOMKHO ObiTb  TLLATENbHO
cniiaHMpoBaHo B pamkax [MYP o nHmymmpoBaHus mep.

[nst oueHKkn adpdheKTUBHOCTU MEP MUHUMM3AL MU pUCKa criegyeT UCnosb3oBaThb
2 rpynnbl nokasarernen:

a) nokasaTenu npoLecca;

0) nokasarenu pesynbTara.

MokasaTenn npouecca Heobxoaumbl Ans cbopa gokasaTenbCTB YCMEeLHOCTH
OCYLLUECTBMEHUST BCEX JTanoB Mep MuHMMM3auuM pucka. [aHHas rpynna
rnokasatenen npouecca AorkHa ob6ecneynTb OLEHKY CTEeneHW BbINOMHEHWS
3annaHUpOBaHHOW NporpamMmbl U AOCTDKEHME TpebyemMoro BNMSHUS Ha noBeaeHue
W OencTeus LeneBor rpynnbl. NMokaszaTenu BbIMOMHEHUS MPOrpamMmmbl OOSTKHbI
OblTb OnpefdeneHbl 3apaHee W OTCMEXVMBATLCA Ha MPOTSKEHWM BbIMOSNHEHUS
nporpaMmbl. [lonyyYeHHble AaHHbIE WM OMbIT MOMYT OblTb MCMOMb30BaHbl Ans
ONTMMM3aLUN KOPPEKTMPYIOLMX OENCTBUMA B crnyyae ux Heobxoammoctn. OueHka
BbIMOMHEHMA MpoLecca TaKkKe MOXeT YNyylWWTb MOHMMaHWe MpPOoLECCOB U
MPUYNHHBIX MEXaHW3MOB, B CUITy KOTOPbIX AOMNOMHUTEMbHbIE Mepbl MUHUMU3ALUN
pucka no3BOMMIM WM He NO3BOMMIMM  JOBUTLCS  Keraemoro  KOHTpons
cneuungmyeckmx puckos.

MokasaTenn pesynbtata obecneymBatoT OOLLYIO OLIEHKY CTEMNeHW KOHTPOofs
puCKa, [OOCTWUIHYTOrO MOCPEACTBOM BHEAPEHUSs Mep MWHUMM3aUMM  pUCKa.
Hanpumep, ecrnim uenbio onepaTvBHOW Mepbl ABMSIETCA CHUXEHUE YacTOoThbl U (M)
TSDKECTU HEXernaTenbHON peakLnm, KOHEYHbIV KpUTEpUI ycnexa byaet npmBs3aH K
JaHHOW L enw.

Mo pesynbtatam npouenypbl OUeHKM 3GdEKTUBHOCTU MEP MUHUMU3aLMu
pvCKa AenaeTcs BbIBOA, O BO3MOXHOCTU AarbHenLWwero BbiNoNHEHNs OLeHMBaeMOn
Mepbl MUHUMKM3aL MU pucka 6e3 nameHeHu NBo o HeOBX0OUMOCTU ee U3MEHEHUS.
OueHka addeKTUBHOCTY Mep MUHMMM3aLUKU pUcCKa MOXET CBUOETenLCTBOBaThb,
4YTO OEeATeNbHOCTb MO MUHMMMU3aLMU pUcka SBMSETCS HeQoCTaTOMHOW U AOrmkHa
OblTb ycuneHa (NOCPeACTBOM BHECEHUS WU3MEHEHUA B MPELOCTEPEXeHUS unu
pekomeHgauum B OXIM n UMM (JIB), ynyylleHns 4eTKoCTM peKoMeHAauuin no
MUHUMM3ALMM pUCKa U (MNM) NOAKMOYEHNEM AOMOMHUTENbHBLIX MHCTPYMEHTOB MO
MUHUMM3ALIMM PUCKA UMK YITyYLLIEHNEM CYLLECTBYIOLLMX 1 Ap.). IHbIM pe3ynstaTtomM
npoLeaypbl OLEHKM MOXET CTaTb BbISBIIEHNE HECOOTBETCTBUSI MEP MUHUMMU3ALLUM
pucka nmMbo OTCYTCTBUSi B MpoLedype OLEeHKM Tpebyemon HanpaBrneHHOCTW, B
CBA3M C 4YeM MOXeT ObiTb yMeHblleH obbem paboT no nporpamme WM
paccMOTpeHO ee ynpolleHue (YMEHbLUEeHWEe 4Yucra WHCTPYMEHTOB, UMM METOAOB
MWUHUMMU3ALMN PUCKA, UMM YaCTOTbI BbINOMHEHWS OTAENbHBIX Mep N0 MAUHUMU3ALUN
pucka).

B ponornHeHne Kk oueHke 3(EKTUBHOCTU Mep MUHMMM3aUUW pUCKa B
ynpasneHun npobnemamu, cBa3aHHbIMU C 6€30NacHOCTBI0, TaKKe BaXKHO OLIEHUTb,
MOXET 1 JOMNOSMHUTENbHAs Mepa MUHUMMU3ALUM pUCKa UMETb HenpeaHamMepeHHbIe
(HeraTMBHbIE) MOCMEACTBMA ANA  paccmartpuBaemMon npobremMbl  340pPOBbS
HacerneHus B NpUBIIKEHHOM MUy OTAaneHHOM BPEMEHHOM UHTEpBare.



12.2.4.1. MNokasatenu npoLiecca.

MokasaTenu npouecca sIBMATCS napameTpaMmy OLEeHKM 00bemMa BbINOMHEHNSs]
M3Ha4yanbHOM nporpaMMmbl U (UNM) U3MEHEHW B ee BblMosnHeHun. [lokasartenm
npouecca OOMMKHbI OOMNOMHATL, @ He 3aMeLLaTb OLLEeHKY AOCTUXKEHNS HaMEYEHHbIX
uernen nocpeacTBOM peanm3auMn  Mep MUHUMM3aUuM pucka  (nokasartenm
pesynbTara). B 3aBMCMMOCTHM OT XxapakTepa akTUBHbIX Mep, Pa3finyHble nokasartenm
npouecca MoryT ObITb onpeaeneHbl 418 OLEHKN UX 3dEKTUBHOCTM.

12.2.4.1.1. JocTvkeHne LeneBon nonynsumn.

Koroa mepbl MMHMMM3aL MK pyUCKa BKMOYAIOT NpeaocTaBnenHe HdopMauum un
pyKkoBOOCTB AfA COTPYAHUKOB CUCTEMbl 34paBOOXPaHEHUs M (Mnu) NauueHToB
nocpeacTBoMm obpasoBaTernbHbIX METOAO0B, CrieQyeT MCMonb3oBaTh Mepbl OLEHKU
pacnpocTpaHeHus MHdopMaLum AN nonyYyeHns 6a30BbIX AaHHbIX MO BbIMOMHEHUIO.
[daHHble nokasaTtenn OoMkHbl ObiTb OPUEHTMPOBaHbI Ha OLLEHKY COOTBETCTBUSA
MCMNOmnb3yemMoro MHCTPYMEHTa ANs LeneBor rpynnbl (Hanpumep, COOTBETCTBYHOLLMN
A3blK, PUCYHKM, [Ouarpammbl, rpadmyeckne WHCTPYMEHTbI) WM OLEHKY
PaKTMYECKOro Nony4YeHnss MaTepuaros LieneBon rpynmnoi.

12.2.4.1.2. OueHKa KNMHNYECKUX 3HAHWUN.

B uensax oueHKn OCBeOOMIIEHHOCTW LIeneBOW rpynnbl WU YPOBHS 3HaHWA,
nornyyYeHHbIX NocpeacTBOM oOOpasoBaTerbHbIX OnepaTtuMBHbIX Mep U (Mnn)
npeacTtasneHus uHicdopmavmm (OXJMN n ap.), cnegyet NPUMEHATbL CTPOrME Hay4Hble
METOAbI aHaNMMTUYECKMX ONPOCOB.

AHanMTUYECKUiAi oNpoc OObIYHO BKIKOYAET OCHOBHbLIE CTaHAAPTHbLIE BOMPOCHI,
OTBETbl Ha KOTOpble [AONYyCKAeTCs MPeacTaBrsAiTb MO TernedoHy, B JMYHOM
WHTEPBbIO WM OTNPaBnATb MO MOYTE (BMEKTPOHHOW nouTe). AHanuTnyeckue
onpockl crnegyet BpemMs OT BpeMeHW MOBTOPATb.

Takon noaxog MoxeT ObITb aganTMpPOBaH K  KOHTPOSO OTHOLWEHUS W
OCBEAOMIIEHHOCTM B  penpe3eHTaTUMBHbLIX rpynnax COTPYAHUKOB CUCTEMbI
34paBoOXpaHeHuss W  (Un) NauMeHToB  MOCPEACTBOM  COOTBETCTBYIOLLMX
NMCUXOMETPUYECKUX BenMuMH. [nA BbINOMHEHWS OUEHKW crnegyeT onpeaenuTb
afekBaTHbIi 00beM BbIOOPKKM, BKIHOYEHME B KOTOPYK  BbIMOMHATL C
MCMNOmnb30BaHWEM paHOOMU3aLLNM.

Haonexallee BHMMaHve crieqyeT yaoenuTb LIensM aHanmmMTUYecKoro ornpoca,
Oun3aiHy nccrnefoBaHusi, 06 beMy BbIGOPKM 1 penpe3eHTaTUBHOCTH, ONnepaLOHHbIM
onpedeneHnsiM  3aBUCUMbIX UM HE3aBUCUMBbIX  MEPEMEHHbIX, a  Takxke
CTaTUCTUYECKOMY aHanu3y. TilatenbHoe BHUMaHWE OOIPKHO ObiTh Takke yOoerneHo
BbIGOpy Hambornee COOTBETCTBYHOLLMX MHCTPYMEHTOB MO COOPY AaHHbIX (aHKETbI,
OMPOCHMKN 1 Ap.).

12.2.4.1.3. OueHKa KNMHNYECKNX AeNCTBUNA.

B uenax oueHkn achdekTMBHOCTU 0Opa3oBaTernbHbIX ONepaTUBHBLIX MEP U (M)
nHdopMaLMoHHOro obecneveHns crieqyeT onpeaermtb He TOMbKO KIMHWYECKMe
3HaHWS, HO N OCHOBAaHHbIE HA HUX KIMHWYECKUE OEeNCTBUS (Hanpuvep, HasHavyeHne
nekapcTBEHHOro npenapara).

McecnepgosaHust No MCMOMb30BaHMIO flekapCTBEHHOIO npenapara nocpeacTBOM
BTOPVMYHOMO MCMOSMb30BaHUS AaHHbIX 3NEKTPOHHbIX MeOULUHCKUX KapT criegyet
paccMaTpuBaTb KakK LEHHbIn WHCTPYMEHT ANns  KOMMYECTBEHHOW  OLEHKU
KNMHWYECKMX AEUCTBUI AN NnpeacTaBuTens LeneBou rpynnbi.

AHanuM3 nMCTOB HasHa4YeHUs IeKapCTBEHHbIX npenapaToB, OCOOEHHO BO
B3aUMOCBSA3M C APYMMMU AaHHbIMU NauUMEHTOB (KMMHMYeckue, aemorpadmyeckne
OaHHble U Op.), MOXeT o0ecneunMTb OLEHKY HasHa4YyeHUst NeKapCTBEHHbIX
npenapaTtoB, BKMOYas COBMECTHOE HasHaudeHune 2 B3auUMOAENCTBYHOLIMX
NEeKapCTBEHHbIX NpenapaToB, COOTBETCTBME pekOMeHAauMsaM Mo nadbopaTtopHoOMy
MOHMWTOPWHIY, a TakKe BblOOp 1 KOHTPOSIb COCTOAHUA NaLueHTa.

Mpumensas COOTBETCTBYHOLLWE cTatucTuyeckue mMeToab! (ananu3
ANHaMUYeCKMX psgoB, aHanmsbl BbLIXMBAEMOCTH, NOMMCTUYECKas perpeccus u ap.)
ANs KoropTbl NoTpebuTenen nekapcTBEHHbIX Npenaparos, MOXHO caenaTb OLLEHKY
pasnuM4YHbIX acnekToB Has3Ha4YeHUs! UNn NPUMEHEHWS NeKapCTBEHHbIX NpenapaTos,
YTO MOXET MO3BOMUTbL BbIMOMHUTL MPOrHO3 MUHUMM3ALUN PUCKA, BLIXOASLMA 3a
pPaMK1 UCKITIOYMTESNBHO ONMCAaHUA NOSyYEHHbIX A0Ka3aTeNnbLCTB.



12.2.4.2. MNokasartenu pesynsTaTta.

KoHeYHbIMM uHAMKaTOpamMn YCMewHOCTM NporpaMMbl  MUHMMU3AUMM  puUcKa
ABNAIOTCA pe3yNbTaTbl NOBbIWEHUs 6€30nacHOCTU NPUMEHEHWUsT NeKapCTBEHHOMO
npenaparta (4acTota u (Unm) CTeNeHb THKECTU HEXenaTenbHbIX peakL i B CBA3N C
BO3ENCTBMEM FEKApCTBEHHOrO Mpenapata Ha NauMeHTa BHE  pamokK
WHTEPBEHLIMOHHOMO  UCCreaoBaHusl, TO €eCTb €ero BO34EeNCTBME B  paMKax
HEVMHTEPBEHLMOHHOMO MccreaoBanns). Pesynbtatbl no 6e3onacHOCTVM AOSKHbI
SABNSATLCS UHAMKATOPaMM YCNELLHOCTM NporpamMmMbl MMHUMU3ALMK pUCKa.

OueHka, OCHOBaHHas Ha AaHHbIX MoKasaTensix, 4OIPkHa BKMoYaTb CpaBHEHME
3NNOEMUONIONMYECKMX MEpP YacTOTHOCTWU pesyrbTaTa, TakMe Kak rokasaTterb
4YacTOTbl UMM KYMYNATMBHOW 4acTOTbl HeXenaTesnbHOM peakuun, MOSyYeHHbIn B
KOHTEKCTe uccriegoaHumn 6e3onacHoCTM Ha NOCTperMcTpaumnmoHHOM aTane.

B cootBeTcTBUMM C NOOGbIM NOAXOAOM Hay4yHble W MPU3HAHHbIE MPUHLMMbI
3NMAEMMOSIONMYECKOro UCCrnegoBaHus Bcerda AoimkHbl ObiTb pyKOBOACTBOM AN
OL/€HKM KOHEYHOro paccmaTprMBaeMoro nokasarens pesynbrara.

CnegyeTr yuuTbiBaTb CpaBHEHME 4acTOTbl 4O W MNOCIE BbIMOSIHEHUS Mep
MWHMMMU3aLLUM pUCKa.

Korga BbINOMHEHNE OLLEHKN U pacyeTa 40 M Nocre BbIMONHEHNS Mep SBNSETCS
NPakTU4ECKN HEOCYLLECTBUMbIM (HanpuMep, Mepbl MUHMMMU3AUMM pucka Oblnm
BBEOEHbl B OENCTBME B MOMEHT MOSyYEHUS] PEMMCTPALMOHHOIO Y4OCTOBEPEHUS),
nokasaTtenb 4YacTOTbl MUCXO4a, MOMyYeHHbIA Ha 3Tane Mocrie BbINONMHEHUS Mep,
COOTHOCUTCS C 3apaHee onpeferneHHbIM pehepeHTHbIM 3HaYEHUEM, MOSYyYEHHBLIM
U3 NUTEepPaTypHbIX WMCTOYHWUKOB, PETPOCMNEKTMBHBIX AAHHBbIX MEOULMHCKMX KapT
NnaumneHToB, OXMA4aeMon 4YacToTbl B 0OLWen nonynauum (Habniogaembln aHanms B
CpaBHeHUM C npegnosnaraembiM U Ap.), U OOIPKEH YYUTbIBATb BO3MOXHbIA 3bdeKT
CTUMYNMPOBaHMS penopTupoBaHusi. Bblbop rpynnbl cpaBHEHMs O0O/mkeH ObiTb
Haanexawym o6pa3om 060CHOBaH.

YpoBeHb CNOHTAHHOIO PENOPTUPOBAHNS (YNCIIO COOBLLEHMI O NOAO3PEBAEMbIX
HexenaTernbHbIX peakuusax 3a (MKCUPOBAHHLIA MEPUOA BPEMEHM) He crieayet
paccmaTtpuBaTb Kak MPUEMISIEMYHO OLIEHKY 4acTOTbl HexenaTerbHblX SBMEeHWA B
nonynsuuM, nony4varolen JieveHre, 3a WUCKIYEHMEM O0cCOObIX OBOCTOATENbCTB,
Korga ©asMcHas YacToTa HexenaTenbHOro SIBMeHust B rpynne HeaHauuTernbHas u
CYLLECTBYET BblpaXeHHas B3aUMOCBA3b MeXOy JIEYEHUEM W HeXenaTenbHOn
peakumnen.

Mpn Takux obcToATenbCcTBax, Korma NpsiMoe OnpefeneHve CTeneHn pucka B
paccmaTtpuBaemon rpymnne ABnseTca NpakTUYeCckn HEOCYLLECTBUMbIM, CMIOHTaHHbIE
coobLeHnss mormm  ©Obl NO3BONUTL cAenaTtb NPEANOSioKEHWE OTHOCUTENBHO
NPUONM3UTENBHOIO 3HAYEHUs] 4acTOThbl HEXeraTerlbHOW peakuun B rpynne npu
YCIOBUWN, YTO HEKOTOpble 0OOCHOBaHHbLIE AaHHble MOryT ObITb MOMyveHbl Ans
OLEHKM TMoKasaTens YPOBHA pPEMnopTUPOBaHUSI B  KOHTEKCTE  MPUMEHEHMS
nekapcTBEHHOroO npenapara.

XapaKTepHble MOrpeLlHOCTH, KOTOpble BIMSIIOT Ha YPOBEHb PENOPTMPOBaAHMS B
OTHOLLEHWMN MpeAnonaraeMblX HeXenaTerbHbIX peakuui, MOryT MNpuBECTM K
pesynbratamMm, BBOASWMM B 3abnyxaoeHue. Hanpumep, BBegeHve nporpamMmbl
MUHMMM3ALMM pUCKa Kak peakuus Ha npobrnemy, CBs3aHHyl0 ¢ 6e3onacHOCThIO,
BbISIBMIEHHYI0 Ha 3Tane MnoCcTPerMcTpaumMoHHOrO MOHUTOPUHIa JfieKapCTBEHHOIO
npenaparta, MoXeT cnocobCTBOBATb MOBbILIEHWNIO OCBEAOMIEHHOCTM B OTHOLLEHUN
onpenerneHHbIX HexenaTenbHbIX peakunii, YTO B KOHEYHOM CYETE MOXET NPUBECTU
K MOBbILLEHHOMY MOKa3aTesnto penopTUPOBaHNS.

Mpn TakmMx OBCTOATENbCTBAX aHanM3 CMOHTAHHOIO PEMNOPTUPOBAHUSA MOXET
NpMBECTN K OWMOOYHOMY 3aKIMHOYEHWUD, YTO BMELLATENbLCTBO OKas3anocb
HeadhdekTMBHBbIM.  CHWKEHHbIe MoKa3aTennm OTYETHOCTU 3a OnpefderieHHbIN
BPEMEHHOW MPOMEXKYTOK MOIYT TakxXe NMPMBECTU K OLUMOOYHOMY 3aKIHOYEHUID, YTO
BMeLLaTENbLCTBO OKa3anoch 3(ppekTUBHbIM.



12.2.5. KoopavHauusi.

Ecnm Heckonbko nekapCTBEHHbIX MpenapatoB, B TOM YMCIE NEKapCTBEHHbIE
npenapatbl C OAWHAKOBbIM OENCTBYIOLLWM BELUECTBOM WMMEITCS B HanMyuum Ha
pblHKE, OOoikeH ObiTb BblpaboTaH UENnoCTHbIM  MOoAXo4 B MPUMEHEHUU
[OMONMHUTENbHbIX Mep MUHUMU3AL N pucka, npegycMOTPEHHbIN
YMOSIHOMOYEHHbIMU opraHamu rocygapCTB-YIIEHOB. Korga BO3HUKaeT
HeobX0QMMOCTb B KOOPAMHAUMOHHBLIX OAEWCTBUSAX AON1S TPYMnbl JIEKAPCTBEHHbIX
npenapatoB, [OfkeH ObiTb BblpaboTaH cornacoBaHHbIM noaxod. [py Takux
obcTosATENLCTBAX NpenBapuUTeNbHOE MMNaHMpPoBaHWE OOSMKHO obecneyvnTb, YTobbI
3hheKTMBHOCTb MEP MUHMMU3ALIMM PUCKa OLleHMBaNach ANsl Kaxagoro OTAEeNbHOro
NekapCcTBEHHOrO npenapaTta, a Takke [Ans nekapCTBEHHbIX MpenapaToB B
COBOKYMHOCTMW.

12.2.6. CucTeMbl kKayecTBa Mep MUHUMM3ALUM pUCKa.

XoTs1 B pa3paboTKy U OCYLUECTBIIEHME MEP MUHUMM3ALMN pUcka MOryT ObiTb
BOBJIEYEHbI MHOIME 3KCMEepThl, OKOHYaTefbHask OTBETCTBEHHOCTb 3a KayecTBo,
TOYHOCTb W HayYHY LENOCTHOCTb TakMX Mep BO3fnaraeTcsi Ha Aepxarens
perncTpaLmnoHHOro yaocTOBEPEHUS U YNONHOMOYEHHOTO nua no drapMakoHan30py
B rocygapcTBax-4rieHax.

[epxatens perncTpaymMoHHOro yOOCTOBEPEHWUS HeceT OTBEeTCTBEHHOCTb 3a
obHoBneHve MMYP B cnyvae nosiBneHVMs HOBOW MHApopMauuW, a Takke [OIDKeH
NPUMEHATb MPUHLMNBI KayecTBa, yKasaHHble B pasgerne 2 Hactosawmx [lpasun.
OtcnexvBaemble Bepcun YP gomkHbl ObiTb NepedaHbl ANd pacCMOTPEHUST U
BbIMOSIHEHMS OLLEHKUN YMOSIHOMOYEHHLIMW OpraHamy rocygapcTB-yneHoB. OTyeThl,
MYP n BKNMOYEHHble B MraH CUCTEMbl YMNpPaBliEHUs PUCKOM, a Takxe nodble
OOKYMEHTbI B OTHOLLEHUM MEp MO MUHUMWU3ALMM pUCKa MOTYT NoABepraTbCsa ayanTy
WM UHCMEKTUPOBAHUIO.

[epxaTtenb perMcTpauMoHHOIo yOOCTOBEPEHUSI OOIpkeH obecneyntb, YToObI
MeXaHU3Mbl OTYETHOCTW MO pe3yrbTataM UCCIEAOBaHWI UMM aHaNM30B Mo OLeHKe
3(OPEKTUBHOCTU MEP MWHUMM3ALMM PUCKa MOATBEPKOANMCH LOKYMEHTArLHO.
[aHHble 4OKYMEHTbI MOMyT NoABepraTbCs ayauTy Uin MHCNEKLLUN.

12.3. OTBeTCTBEHHOCTb YNOJNIHOMO4YEHHbLIX OPraHoOB rocyaapcTB-
YfeHoB



YNONMHOMOYEHHbIE OpraHbl FOCY4apCTB-YNIEHOB HECYT OTBETCTBEHHOCTb Ha
HaLMOHaNbHOM YpPOBHE 3a OCYLLECTBIEHME LOMNOMHUTENbHbLIX MEP MWUHUMMU3aLUn
pucka, npuUMeHsieMblX Kak ycroBne no 6e3onacHomy u©  addeKTUBHOMY
NCNob30BaHMIO NIeKapCTBEHHOIO Npenapara.

B oOTHOWEHUN Mep MUHMMM3AUUW pUCKa, KOTOopble ObilM BBeAEHbl MNocre
Bbldayn  PErMcTpauMoOHHOIO  YAOCTOBEPEHUS,  YMONMHOMOYEHHbIE  OpraHbl
rocygapCTB-4YIiEHOB  [OPKHbI  0BGEecnedYntb  OonepaTtMBHOE pPacCMOTPEHWE U
corracoBaHWe nNpPeAcTaBfieHHbIX Mep C  depxaTerneM  perMcTpauMoHHOro
YAOCTOBEPEHMS.

YNONMHOMOYEHHbIE OpraHbl roOCy4apCTB-4YSIEHOB NpW HEeoOXOAMMOCTU MOryT
oKasaTb COOENCTBME COrMAcCOBaHWMIO BHEOPSIEMbIX MEP MUHUMM3ALMU pucka Ons
BOCMNPOU3BEAEHHbIX JleKapCTBEHHbIX MpenapaTtoB (reHEePUMKOB) C OOMHAKOBbLIM
OencTByoLLMM BelecTBOM. B criyyae Heob6xogMMoCcTy BBEAEHUS AOMOSNHUTENMbHBIX
MEp MUHMMM3aUUWM pucka ANl BOCMPOU3BELEHHbIX JIEKapCTBEHHbIX MpenapaTos
(reHepukoB), 0OYyCrnoBneHHbIX npobremamn, cBA3aHHbIMM C  6e30MacHOCTbIO
OENCTBYIOLEro BeLecTBa, Mepbl MUWHUMU3AUUW  pUCKA, MNPUMEHSIEMblE K
BOCMNPOU3BEAEHHLIM NTEKAaPCTBEHHbLIM Npenapatam (reHepukam), criegyeT NpuBecTr
B COOTBETCTBME C MepaMM MUHUMM3ALMM pucka pAna  pedepeHTHOro
nekapcTBeHHOro npenapara. [Npu onpeneneHHbIX 06CTOATENLCTBAX B OTHOLLEHUA
rMOpPUOHbIX NEKapCTBEHHbLIX MpPenapaTtoB MOMYT MNOHaAoOUTLCHA LOMNONHUTENbHbIE
Mepbl MWUHMMM3AUUM puUCKa, MOMUMO MEpP MUHMMMU3AUUW puUcKa, BBOAWMLIX O51S
pedepeHTHOro  riekapcTBeHHOro  npenapata  (Hanpumep,  0BycroBreHHble
pasnuuuaMm B COCTaBe, crnocobe  HasHayeHnss M npobrnemamu
HECOBMECTUMOCTH).

YNONMHOMOYEHHbIE  OpraHbl  roCyQapCTB-YNEHOB  AOMMkHbI  obecnevnTb
npMMeHeHne mOOOro MHCTPYyMEHTa WM MeToga Mo  MWMHUMM3ALMM  puUcKa.
YNONMHOMOYEHHbIE  OpraHbl  FOCY4apCTB-YfIEHOB  AOMDKHbI  COrflacoBatb C
3aaBUTENEM WM AepXaTenemM pPerycTpauMoHHOrO yAOCTOBeEpeHus dopMaT U
CPEeACTBa UHCTPYMEHTOB Wi METOAO0B MUHMMU3ALUMM PUCKA, BKIOYAs neyaTHble
mMaTepuarbl, WHTEPHET-NraTopMbl U MHblEe ayauMo-BMOEO CpencTBa, a Takxke
nnaHnpoBaHne (rpadmk) onepaTuMBHbIX Mep nepen BbIXOAOM feKapCTBEHHOIo
npenaparta Ha X pbIHOK UIN B ApYyroe BpeMsi B Crlydae HeobxoaumoCcTu.

YNOMHOMOYEHHbIN OpraH rocygapcTBa-yfieHa MNPUHMMAET CaMOCTOSTENbHOE
peweHve B OTHOWEHWM  BbiOOpa  COOTBETCTBYIOLMX  HALMOHASbHbIX
obpasoBaTenbHbIX MaTepuanoB W UHbIX WHCTPYMEHTOB WM MEeTO4O0B MO
MWUHMMU3aLNM pUCKa, NMPY 3TOM PEKOMEHAYETCH COrnacoBaHne YNorHOMOYEHHbIMN
OopraHamMu rocygapCTB-4YNIEHOB KIOYEBbLIX 3nemeHToB [TYP. YNonHOMOYeHHbIe
OpraHbl rocydapCTB-YSIEHOB HA HaLMOHANbHOM YPOBHE OCYLLECTBIIAOT KOHTPOSb
pe3ynbTaToB BBEAEHUS MEP MUHUMM3AL MU PUCKa.

12.4. OTBEeTCTBEHHOCTb AepXXaTtenen permcTpaumoHHbIX
yAOCTOBEPEHUN



[epxatens perMcTpaymMoHHOro YOOCTOBEPEHWS [LOIPKeH Oonpegenutb  Liemm
npeanoXeHHbIX JOMNOMHUTESbHBIX MEP MUHMMMU3aLUM pUcka U nokasaTenn OLEeHKN
nx adpdpekTnBHOCTU. JTtoOble AONONHUTENMbHBLIE ONepaTMBHbIE MEPbI MUHUMU3aLUN
pucka AorkHbl ObiTb pas3paboTaHbl B COOTBETCTBUMM C OOLWMM MpUHLMNAMMU,
yKasaHHbIMU B pasgenax 12.2.1 n 12.2.2 Hactoswmx [paBun, N uMeTb MosHoe
OOKYMEHTanNbHoe noATBEPXKOEHME B MNporpaMMe Mo MWHUMW3aLMKM pucka B
COOTBETCTBUM C pasgenomM 6 HacToawmx MNpasun.

Mepbl, 0400OpEHHbIE YMONHOMOYEHHBIM OPraHoOM rocyapCTBa-yfieHa B niaHe
MWUHMMM3AUUM pUCKa, AOMKHbl ObiTb BbIMNOMHEHbI Ha HALMOHANBLHOM YPOBHE.
Jepxaten  perMcTpauMOHHOrO  YOOCTOBEPEHWs  OOSKeH  NpeacTaBnATb
WHGOPMALMIO B  OTHOLLEHWM CTaTyca BbINOMHEHUS OOMOMHUTESNbHBIX  Mep
MUHMMM3aUMM pyUCKa NO pesynbtatam nNpeaBapuTernbHOM LOroBOPEHHOCTU C
YMOSIHOMOYEHHbIMW  OpraHaMu TroCy4apCTB-YfIEHOB, a Takxe WHopMupoBaTh
YMOSIHOMOYEHHbIE OpraHbl roCyAapCTB-YSIEHOB B OTHOLUEHWM MHOObIX M3MEHEHWN,
CIIOXKHOCTEN MIN BOMPOCOB, BO3HMKAIOLLWMX MPW BbIMOMHEHWN LONOSHUTENBHbLIX MEep
MUHMMM3aUMM pucka. Jlobble COOTBETCTBYHOLME WU3MEHEHMS B OTHOLLEHUU
WHCTPYMEHTOB UM METOA0B BbINOSIHEHUS MEP MUHMMU3ALMWA PUCKa O0SDKHbI ObITh
corracoBaHbl C YNOHOMOYEHHbIMY OpraHamMu rocyAapcTB-4I1IeHOB.

Mpn BBEAEHUM B [OENCTBME WHCTPYMEHTOB WM METOAOB Ha OCHOBE
WMHJOPMALMOHHBLIX TEXHONOMM AepxaTeflb  PermcTpaLuoHHOro  yaoCTOBEpPEHUS
OOIDKEH NPUMEHSATL TPebOoBaHMS, XapakTepHbIE 1A KaQoro rocygapcTBa-yneHa, ¢
y4yeTom NoTeHLNanbHbIX npobnem, CBSI3aHHbIX C OOCTYMHOCTBIO,
pacno3HaBaemMoCTblo, OTBETCTBEHHOCTbIO, KOHMAEHLMANbHOCTbIO U 3almTomn
OaHHbIX.

B oTHowWeHMN BOCNpOM3BEOEHHbIX NEKAapPCTBEHHbIX NpenapaToB (FEeHEepUKOB)
aepxartenb perncTpaumMoHHOrO yAOCTOBEpPEHMS [OIpkeH pas3pabotaTb  Mepbl
MWHMMM3AUMM  pUCka B COOTBETCTBMM C OOBHLEMOM, HaMpaBnEHHOCTbIO,
cogepxaHmem n opmMaTtoM MHCTPYMEHTOB WM METOAO0B, NPUMEHSIEMbIX 515
OpUrMHanbLHOrO  nekapcTBeHHoro  npenaparta. CocTaBneHve rpadgumka U
NnaHMpoBaHWE OMepaTMBHBIX Mep AOmkHbl ObiTb Haanexawwmm obpasom
CKOOPAWHMPOBAHbI B LENsSX  MMHUMM3auuMM  Harpy3km Ha  CUCTEMbI
3[paBOOXPaHEHMS.

OueHka 9(PeKTUBHOCTM Mep MUHMMM3AUMM pUCKa B OTHOLUEHMU
BOCMNPOU3BEAEHHbIX fEeKapCTBEHHbIX MpenapaToB (reHepyKoB) OCYLLECTBSETCH
Jepxatenem  permcTpauuoHHOro  YOOCTOBEPEHUss B COTPyAHMYECTBE C
YMOSIHOMOYEHHbIMW OpraHaMu rocydapcTB-ynieHoB. B cnydyae o6ocHoOBaHHOCTM
NPOBEAEHUS WCCNEAOBaHUMA B UENsSX MVHUMMU3ALMU HarpyskM Ha CUCTEMbI
3[paBOOXPaHEHNST HACTOSTENIbHO PEKOMEHAYETCHA MpoOBEeOEHNE COBMECTHbIX
uccregosaHun. Hanpumep, ecnuM HasHavyeHo MpoBedeHUe MPOCNEKTUBHOIO
KOropTHOrO  MUCCrefoBaHWs, BKMOYEHWe B UCCRedoBaHWe [OMmkHO  ObiTb
He3aBMCUMbIM OT Ha3HauYeHUs feKapCTBEHHOro npenapata C onpenerieHHbIM
TOProBbiIM  HaMMEHOBaHMEM UMM OT  OMpPederneHHoro  npousBoauTens
nekapcTBEHHOro npenaparta. B aTux cnyyasx peructpaumsa gaHHbIX onpeaeneHHoro
NEKaAPCTBEHHOIO MNpenapara sIBMSeTCs BaKHOM B Lensx ObICTpon naeHTndmkaumm
no6Ooro HOBOTO p1cKa, NPUCYLLIEro KOHKPETHOMY FlekapCTBEHHOMY Nnpenapary.

[epxatene permcTpaLuoHHOrO YAOCTOBEPEHUS [OOIDKEH KOHTPONMpPOBaTb
pesynbTatbl MEp MWHUMM3AUUW pUCKa, KOTopble BKMoveHbl B [MYP. Obuwme
NPUHLMMbI OLEeHKN 3¢deKTUBHOCTM yKasaHbl B NyHKTe 12.2.4 HacToswmx [Npasun.

[epxartens perMcTpalmoHHOrO YAOCTOBEPEHMS OOIMKEH NpeAcTaBUTL OTYET B
OTHOLLEHMN OLLEHKN 3OEKTUBHOCTU AOMOMHUTESNBbHBIX MEP MWHMMMU3AL MM PUCKa,
NMEOLLMX OTHOLLIEHME K OLLeHKEe COOTHOLLEHUs "nonb3a - puck” B NMOOB.

[epxatenb  perMcTpauuoHHOroO  yAOCTOBEpPEHMs  OoimkeH  obecneyvnTb
CBOEBPEMEHHYIO CBA3b C YMNOSMIHOMOYEHHbIMW OpraHamu rocygapcTB-4YneHOB A5
BbINOMHEHNSA COOTBETCTBYIOLLEN PErYyNATOPHOM OLLEHKN.

12.5. COTpyAHUKUN CUCTEMDbI 34PaBOOXPAaHEHUSA U NALUEHTbI



B3anmopenctene COTPYOHWKOB CUCTEMbl 30paBOOXPaHEHUs W NauMeHTOB
ABNSETCS KpanHe BaxHbIM d)akTOpPOM, HEOOXOAMMBIM ANS YCNELUHOro BbIMOSTHEHNS
obpasoBaTenbHbIX Nporpamm u (Unn) NPOrpaMmM KOHTPONIMPYEMOro A4OCTYNa B Liensx
onTMMM3aUuM COOTHOLWLEHUst "momnb3a - puck". Heobxoammo ypenate ocoboe
BHMMaHMe nMobon Mepe MUHUMM3ALUUM pUcKa, KoTopasi MOXeT ObiTb BBeAeHa Ans
obecneveHnss 6e3onacHoro u 3PEKTUBHOIO WUCNOMNb3OBAHNUSA JEKAPCTBEHHbIX
npenaparos.

12.6. BnusHune ach¢peKTMBHOCTM Mep N0 MMHUMM3aL UKW PUCKa Ha NnaH
ynpasJfieHUs puckamm u nepmoamnyecknm o6HoOBMSAEMbIN OTYET NO
6e3onacHocTu

O6HoeneHust NOOB n MNYP gormkHbl BKNOYaTh CyMMapHYH OLIEHKY pe3yrbTarta
OOMNONMHUTENBHBIX MEP MUHUMU3ALMW PUCKA, BBEAEHHbLIX O718 YMEHbLUEHWS BaXkKHbIX
PUCKOB, CBSA3@HHbIX C NPUMEHeHWeM NnekapcTBeHHoro npenapata. B MYP akueHT
OOJTkeH ObITb caernaH Ha TOM, Kak BbIMOSHsiemMasi eATENbHOCTbL U ee pe3ynbTaThl
OTpaXalTCA Ha MNMaHMpOBaHMM  Mep  MUHMMM3aUMM  pucka un - (Unm)
dapmakoHagsopa. B [MOOB pomkHa ObITb cAenaHa oOueHka BO34EeNCTBUMSA
BBEOEHHbIX Mep Ha npodmrb 6e30nacHOCTU U (M) COOTHOLLIEHUE "nofb3a - puck"
NeKapCcTBEHHOrO npenapata. AKUEHT [oibkeH ObiTb cAenaH Ha WHdopmauumio,
KoTopasi MofiydeHa B nMpouecce OTYETHOro nepuoga WM C  MOMEHTA
OCYLLECTBMEHMS HE4ABHMX MeEpP N0 MUHMMM3aLLUM pucka.

Pesynbtatbl oueHkM 3(EEKTUBHOCTU MEP MUHMMM3aUUW pucka BO BCEX
criydasix nognexat BkoyeHuo B MYP. Kak yacTb TakoW KPUTUYECKOW OLEHKU
aepatenb perycTpaumoHHOro yOOCTOBEpPEHUS OOMKeH caenatb HabnogeHus B
OTHOLUEHMN (PaKTOPOB, CMOCOOCTBYHOLMX LOCTUXEHMIO LLENMN UMM MPUBOSSALLMX K
HeOOCTaTOMHOCTN WM HE3IdXPEKTMBHOCTM Mep MUHMMM3aUMM pucka. Takon
KPUTMYECKUA aHarnmM3 MOXeT BKMoYaTb CCbIfIKY Ha OMbIT 3a npegenamm
rocyaapcTB-4neHoB (Mpy Hamm4uum).

OueHka adpekTMBHOCTM MeEp MUHMMM3AUMM puUcKa [JoribkHa ObiTb
aKUEHTMpoBaHa Ha TO, OblMM N OHW YCMELUHbIMA B OTHOLLUEHUM MWHUMM3AL MU
uernesoro pucka. OueHka BbIMOMHAETCA C  WCMOMb30BaHMEM KOMOWHaLum
nokasarerewn npowecca 1 pesyrnstata B COOTBETCTBUN NMYHKTOM 12.2.4. HAaCTOALLMX
MpaBun. PekomeHayeTcst coenaTtb pasrpaHMdeHne Mexay Mepamv MUHUMU3auum
pucka, BBEOEHHbIMA B MOMEHT BblJauuM YOOCTOBEPEHWUS O roCcy4apCTBEHHOM
peructpauum, “ TeMnU Mepamu, KOTOopble OblMM BBeAEHbl MO3gHEe Ha
nocTperMcTpaumoHHOM aTane.

OueHka 3deKTUBHOCTM Mep MUHMMM3aUUMM pUCKa [JoibkHa  ObiTb
npegcTaBreHa c y4eToM Cnegyowmx peKoMmeHgaumn:

a) oueHKa [oIDKHA NPeACTaBNATb KOHTEKCT NyTeM:

KpaTKOro onucaHusi BBE4EHHbIX MEP MUHUMU3ALIUN PUCKA;
onpeaeneHust ux Lenem;

onvcaHus BbIGpaHHOTro NpoLecca v nokasatenen pesynsTara;

6) OUueHKa [OO0JpKHa  BKJH4aTb COOTBeTCTByI'OLLI,I/IVI aHalim3 Xapaktepa
HeXenaTerbHbIX peakuun, BKYas UX Cepbe3HOCTb WM npenoTBpatuMmocTb. [ae
3TO YMEeCTHO, crieayeT TaKXXe BKIMIOYUTb JIOTMCTU4ecKune hakTopbl, KOTOpblE MoryT
NOBIMMATb Ha KINMMHUYECKOe BbiNOoNHeHne Mep MMHUMU3aunn pucka;,

B) OLleHKa OO0inkHa BKM4YaTtb UccrieaoBaHUE BbIMONHEHUA Mep MUHUMMKU3aLUnn
pucka B py’l’VIHHOl7I KITMHUYECKOM NnpakTuke, BKIo4Yad BCe OTKIMOHEeHUA OT
nepBoHa4arnibHOro nJaHa. Takass oueHKa MOXeT BKM4YaTb pesynbraThbl
nccrnegoBaHUn NCNONb30BaHUA NleKapCTBEHHOIO Npenaparta;



r) nokasatenn pesynbtata (4acToTa U (UNM) Cepbe3HOCTb HexenaTesbHbIX
peakuuin) OOMKHbI SABMSATLCA KIOYEBbIMM  KOHEYHbIMUM TOYKaMu MpU  OLeHKe
CTeneHn JOCTMXEHUSI MOCTaBMEeHHbIX 3af4ayv Npu BbIMOMHEHNM MEeP MUHUMK3aLUK
pucka.

MpeonoxeHnss B OTHOWEHUM W3MEHEHUA MO COBEPLUEHCTBOBAHWIO Mep
ynpaBneHus puckamv AomkHbl ObiTb NpeAcTaBneHbl B COOTBETCTBYIOLLEM pa3gerne
MNOOB. MNnaH MUHUMK3ALMM PUCKOB crneayeT OOHOBMNATL C YHETOM MOCTYMNakoLLen
NHGopMaLLMM B OTHOLLEHUN 3COAPEKTUBHOCTN MEP MUHUMM3AL MU pPUCKA.

Yactota o6OHoBnenus T[MYP pomkHa OblTb NPONOPLUOHANBHOM  pUCKaM,
CBSAI3aHHLIM C MPUMEHEHNEM JleKapCTBeHHOro mnpenaparta. OOHoBneHus TTYP
OOIKHBI  ObITb  AKUEHTUPOBaHbl Ha NporpaMMy  MUHMMM3auMM pucka W
npeacTtaBrneHne OB6HOBMNEHWW MO OCYLUECTBIEHNIO MEP MUHMMUW3auuW pucka, rae
3TO NPUMEHUMO.

B cnyyae oGHOBMEHWS OrpaHWYEHHOro KonuM4ecTBa pasfenoB, OHU AOMMKHbI
OblTb nepeyucrieHbl B  COMPOBOAWUTENbHOM MMUCbME NpW  NpeacTaBneHun
AOKyMeHTauun. B criyyae ecnm no pesynstatam BbIMOMHEHUS Mep MUHUMMU3ALUM
pucka Tpebyetcsa BHeceHue nameHeHuii B OXJI, ocHoBaHWA U AaHHble M3MEHEHUS
OOrKHbI noaTBepxaaTbes nogader NMOOB, oTpaxatowwero ykasaHHble acnekThbl.

12.7. Mpo3payHOCTb

YNONHOMOY€EHHbIE OpraHbl FOCyAapCTB-4ieHOB 06ecneYmBaloT NPo3paqYHOCTb U
AOCTYMHOCTb MHCOPMaL M MO BBEAEHHLIM MepamM MUHUMU3ALUMM pUCKa NyTEM WX
pa3MeLLEHMS Ha COOTBETCTBYIOLLMX MHTEPHET-NopTanax criegyowen nHdopMauum:
aencteyrowen pepakumm OXIM, pestome TMYP c ykasaHuem BBeOEHHLIX Mep
MWHUMKU3aALLUN pUCKa.

13. JonosnHUTeIbHbIA MOHUTOPUHT
13.1. BBeaeHue

dapmakoHaasop ABNseTcs Heobxogmmon yHKLIMEN cucTembl
3[4paBOOXpPaHEHMSI M HanpaBneH Ha ObICTpoe BbISBMEHWE W pearvpoBaHuWe Ha
noTeHunanbHble  yrpo3bl  6e30MacHOCTW, CBA3aHHbIE C  WCMONb30BaHMEM
nekapcTBEHHOro npenapara.

locynapcTBeHHasa perncTpaunsi NekapCTBEHHOrO npenapara OCYLUECTBNAETCS
Ha OCHOBaHMW MONOXUTENbHOTO HA MOMEHT perMcTpauum COOTHOLIEHMS "nonb3a -
pyck" nekapcTBEHHOro npenapata Ans onpegeneHHbI LenesBow rpynnbl nauueHToB
B Npeaenax ogo0peHHbIX NOKasaHW 1 pekoMeHZauni No NPUMEHEHUIO.

OpQHako He BCE PUCKM MOTYT ObiTb BLISIBIIEHbI K MOMEHTY MEepBOHaYaribHON
perncTpaunm, HeKOTopble PUCKM BbISIBIIIOTCA Ha NOCTPErMcTpaLMoHHOM 3Tane npu
LLMPOKOM MPUMEHEHUN JIEKapCTBEHHOrO Mpenapata Ha MpOTSXeHMU BCero
MXU3HEHHOrO LiMKITa NeKkapcTBEHHOMO npenapara.

Ons  obecneyeHns BO3MOXHOCTU BbIMNOMHEHNST KOHTpons ©e3onacHoCcTu
NEeKapCTBEHHbIX NpenapaTtoB MPOMNoOpLMOHAbHO YPOBHIO PUCKA, COMPSXXEHHOMY C
UX NPUMEHEHMEM, LenecoobpasHbiM  SABMAETCA  (opMUpOBaHME  MepeYHs
NeKapCTBEHHbIX NpenapaToB, TPebylouwwmx paclmMpeHHoro cbopa AdaHHbIX Mo
©e30nacHOCTU MOCNe WX perucTpauun, 4YTO O3Ha4YaeT BBeAEHME KOHLEenuumu
OOMONMHUTENBHOIO  MOHWUTOPWHIA B OTHOLLEHWM HEKOTOPbIX JeKapCTBEHHbIX
npenapaTtos.

YNONHOMOY€EHHbIMU opraHamu rocyapcTB-4JIEHOB cosfaeTcs,
NoadepxvMBaeTCs B aKTyaslbHOM COCTOSHUM W MNyOnmMKyeTCca eauHbIA CMMCOK
neKapCTBEHHbIX NpenapaToB, NOANEXaLMX AOMNONTHUTENbHOMY MOHUTOPWHIY (fanee
- CNNCOK) Ha TEPPUTOPUSAX rOCY4apCTB-YNEHOB. Takme fiekapCTBEHHble Npenaparhbl
B OXIM n UM (JIB) o6o3HavatoTca nepeBepHyTbIM YepHbIM paBHOOEeapEHHbIM
TPeyronbHMKOM W, KOTOPbIA COMPOBOXAAeTCA CleaylLlen noACHUTENLHON
Hagnucbto: "[aHHbIN NeKapCTBEHHbIN npenapaTt noanexvT LOMOSHUTENbHOMY
MOHUTOPUHIY. 3TO MO3BOMMT ObLICTPO BbISABUTbL HOBYH WMHGOPMaLMIO MO
6e3onacHocTn. Mbl oGpallaeMcsi kK paboTHWKaM CUCTEMbl 34pPaBOOXPAHEHUS C
npocb0Ooii coobwaTh o NObLIX NOA03PEBAEMbIX HEXENATENBbHbIX peakuusx.".



13.2. CTPYKTYpPbl 1 NpoLecchl

13.2.1. TlpuHUUNBI NPUCBOEHUS cTaTyca OOMOSHUTENBLHOrO MOHUTOPUHIa
nekapcTBEHHOMY npenapary.

Pervctpauma Bcex neKkapCcTBEHHbIX MpenapaTtoB  OCYLECTBMSETCA Ha
OCHOBaHWM MPU3HAHUS COOTHOLLEHUS "Momnb3a - pUcK" NOoXUTENbHbIM C y4EeTOM
UMEIOLMXCA Ha MOMEHT perMctpauuMn CBedeHUA  (OaHHbIX  KIMHWYECKUX
UccrneaoBaHUii, KOTOpble  MPOBOOMNMCL MNpu  pa3paboTKe neKapCTBEHHOTO
npenapata). OQHaKko HexernaTerbHble peakuuu, KOTopble BO3HUKAOT peako nvbo
pa3BMBalOTCA NPU ANMTENBHOM MPUMEHEHUU, MOMYT CTaTb OYEBWAHLIMWU TOMbKO
nocrne npUMEHEHUs feKkapCTBEHHOro npenapata 6ornee LWMPOKMM  KpYrom
naumeHToB M (Mnm) nocne ArutensHoro npuvema. Kpome Toro, npevmylliecTtsa U
PUCKW, CBsi3aHHble C MpPUMEHEHNeM feKapCTBEHHOro npenapara, BO3MOXHO,
OLEeHMBaNMCb B  YCMOBUSIX, OTMMYaOLWMXCA OT YCIIOBMA  MNOBCEAHEBHOMW
MEANLMHCKOW NPaKTUKKN, Hanpumep, KNMHUYeCKne ccneqoBaHmsa MOryT UCKIoYaTh
onpegerieHHble  TUNbl  NaUMEHTOB C  MHOXECTBEHHbIMW  COMYTCTBYHOLLWMMU
3aboneBaHVAMM UMM CONYTCTBYIOLLMMU FIEKAPCTBEHHBIMM MpenapatamMu. Takum
obpasom, nocrne BbIxoda EKApCTBEHHOrO npermapata Ha pPbIHOK  €ro
MCMNOMb30BaHVE Pas3nMYHbIMU MONYMNALMOHHBIMK TpyrnaMmM TpedyeT MOCTOSIHHOTO
MOHUWTOpUWHra. [epxatenn permcTpaLnoHHOro yaoCTOBEPEHMS U YNONHOMOYEHHbIE
opraHbl rocyaapCTB-4YNeHOB  OCYLUECTBMSAT  MOCTOSHHBIA  MOHWUTOPWHI
NeKkapCTBEHHLIX MpenapaTtoB ANs MOnyY4eHus NOSBRSOLWENCS MHopMauumM no
6e3onacHOCTY, a Takxke BbIMNOSHSAIOT OLLEHKY ee BNMAHUS Ha COOTHOLLEHWE "norb3a
- puck" nekapcTBeHHoro npenapata. OpfHako HeKoTOpble feKapCTBEHHbIe
npenapatbl TPeOYIOT BbLINOMHEHUS Gonee WHTEHCUBHOro cbopa AaHHbIX Mo
6e3onacHOCTY Nocne NPOXoXOeHWs rocyaapCTBEHHOM permcTpaumm ¢ TeM, YTobbl
MakCUMarnbHO ObICTPO BbISBMATE HOBbIE 3HAYMMble MPOONEMbl, CBA3aHHbIE C
6e30nacHOCTbIO, WM HEMEANeHHO npeanpuHMMaThb Hagnexauwme wepbl. [Ons
noBbilweHus  3OdEKTUBHOCTU  MOHUTOPMHrA  0e30MacHOCTU  OMpeaerneHHbIX
neKapcTBEHHbIX MnpenapatoB U CTUMYNMPOBaHWA MNpeacTaBneHnUs CMNOHTaHHbIX
COOOLLEHNA O BbISIBMIEHHbIX HeXenaTenbHbIX peakuusx BBedeHa KoHLenuus
OOMOMHUTENBEHONO MOHUTOPUWHTA.

Cratyc AOMOMHNUTENLHOTO MOHUTOPUWHra MOXeT npuceavBaTbCs
nekapcTBeHHOMY  npenapaty BO BpeMs  Bbldads  yOOCTOBEPEHUs O
rocyaapCTBEHHOW percTpauum unm Ha 6onee NO3gHMX aTanax XM3HEHHOro LMKna
neKkapCcTBEHHOro npenapara npy BbISIBIIEHUM B NpoLecce nocTperncTpaLMoHHOro
MOHUTOPVHra HOBOW npobnembl, CBs3aHHOM C ©e3onacHocTbl. B yacTHocTw,
cTaTtyc OOMNOMHUTENbHOMO MOHUTOPWMHIA BaxeH Mpu Bblaade perycTpaLOoHHbIX
YAOCTOBEPEHWI HA NeKapCTBEHHbIE NpenapaThl, CoaepXallme HoBoe AenCTBYoLee
BELWECTBO, AN  BCEX  JIEKApCTBEHHbIX  MNpenapartoB  GMOMNOrM4eckoro
NMPOUCXOXOEHUSA, KOTOpble SBMAOTCA npuvopuTeTamMyM Ans  OCYLEeCTBREHWs
dapmakoHag3opa. YMNOrHOMOYEHHbIE OpraHbl rocygapCTB-UNEHOB MOTMYT Takxe
notpeboBaTb BBedeHWe cTatyca  [AOMNOMHWUTENbHOrO  MOHUTOPWHra  AnS
nekapcTBEHHOro npenapata npu onpeaerneHHbIX o6cToATensCcTBax, Hanpumep, no
pesynstataMm MNpOBEeAEeHWNs MOCTPErvcTpaumoHHOrO MccnegoBaHus Ge3onacHoCTU
WM OrpaHUYeHun B OTHOLLEeHUMM Be3onacHoro M 3ddeKTUBHOrO UCNONb30BaHWA
nekapcTBEHHOrO npenapara.



13.2.2. O6MeH gaHHbIMU 1 NPO3PAYHOCTb.

Cratyc AOMOMHMTENbHOrO MOHWUTOPWHIA AOSMKEH AOBOOMTBCS A0 CBeOeHUs
pabOTHUKOB CUCTEMbI 34PaBOOXPAHEHUs] M NaUMEHTOB Takum obpasom, 4ToObI
4YMco coobLLEHMI O NpeanonaraeMbiX HeXenaTesnbHbIX PpeakLusax NoBbIWanock, HO
npM 3TOM He co3faBanacb Ype3amepHasl TpeBora. OTO MOXHO [OOCTUIHYTb,
HanpumMmep, nogYepkMBasi HEOOXOAMMOCTb Jyudllen XapaKTepuUcTMKU npodmns
Ge3onacHOCTM  HOBOTO  FNEKAPCTBEHHOro  npernapata MyTeM  BbISIBMEHUS
OOMONMHUTENbHBLIX  PUCKOB, HO COOTHOCS 3TWU MNOTEHUMarnbHble PUCKM C
OOKa3aHHbIMW  MpeuMMyLLecTBaMM U TepaneBTUYECKOW MOMb30M  [aHHOro
nekapctBeHHoro  npenapata.  OOLWEOOCTYMHbLIA  CMUCOK  NEeKapCTBEHHbIX
npenapatoB CO CTaTyCOM [OMOMHUTESNIbHOIO MOHWUTOPWHIA AOSPKEH MNOCTOAHHO
06HOBMATLCA YNONMHOMOYEHHBIM OpraHoOM rocyaapcTBa-yreHa B cdpepe obpalleHus
neKkapcTBeHHbIX cpeacTB. Kpome TOro, COTpyaHUKN CUCTEMbI 30paBOOXPaHEHUS U
naumeHTbl OOIMKHbI UMETb BO3MOXHOCTb JIErKO pacrno3HaBaTb 3TW NPOAYKThI MO UX
mMapkupoBke. [llybGnukauua cnvcka BMecTe C COOTBETCTBYHOLLWMM COODGLIEHMEM
OOSkHa nobyxgaTb COTPYOHWKOB CUCTEMbl 3[4paBOOXPaHEHMS W MaLUEHTOB
coobwatb 000 BCex MOOO3pPEBAEMbIX  HEXenaTenbHbIX  peakuusix Ha
neKkapcTBEHHbIE Npenaparthl, NoAneXalme ONONHUTENBHOMY MOHUTOPUHTY.

13.3. Kputepum BKNoYEeHUs NeKapCTBEHHOro npenapara B CNUCOK
OOMNONMHUTENbHOr0 MOHUTOPUHra

13.3.1. O6a3aTenbHbIE KPUTEPUUN BKITKOHEHNS.
B cnucok rnekapcTBeHHbIX MpenapaTtoB, noanexawmx OOMnOonHUTENlbHOMY
MOHMWTOPUHIY, BKIIOYAIOTCA Criedyolme KaTeropmm nekapCTBEHHbIX NpenapaTos:

a) nekapcTBEHHbIe NpenapaTtbl, PErMcCTpUpyeMble Ha TEPPUTOPUSIX FOCYAapCTB-
YNEHOB, CoAepXalye HOBOE AENCTBYIOLLEEe BELLECTBO, KOTOPOe A0 BCTYMMEHVS B
cuny HacToawmx MpaBun He GbISo 3aperMcTpUpPOBaHO HU B OQHOM M3 rocyaapcTB-
YNEHOB B COCTaBe Kakoro-nMbo fiekapcTBEHHOro npenapara;

6) neKkapcTBEHHbIEe npenapartsbl Bu1onorM4eckoro MPOUCXOXKOEHUS,
perucTpuvpyemMble Ha TEPPUTOPWUM rocydapcTBa-yneHa nocne BCTYNNEHWUs B cCuny
HacTosAWwXx MpaBur;

B) JEeKapCTBEHHble npenapaTtbl, Ha KOTOpble YMNONMHOMOYEHHBIM OpPraHOM
rocygapctBa-ynieHa Obinio 3aTpeboBaHO  BhIMOMHEHWE  MOCTPEMICTPALMOHHOMO
uccriegoBaHusi 6e30MacHOCTM  Ha  MOMEHT  BbldadM  YOAOCTOBEPEHMS O
rocyqapCTBEHHOW pPerucTpauumM WM Mocne  Bblgayn  yAOCTOBEPEHUs O
rocyqapCTBEHHON perncTpawmm.

13.3.2. JononHutenbHble (dakyrnbTaTUBHbIE) KPUTEPUU BKITOYEHUS.

Mo 3anpocy YNOMHOMOYEHHOro oOpraHa rocyaapcTBa-yrieHa IeKkapCTBEeHHble
npenapatbl MOryT ObITb BKMOYEHbI B CMAMCOK MoASiexalmx LOMONHUTENbHOMY
MOHUTOPWHIY Ha OCHOBaHWUWN CeayoLmMX AOMONHUTENBHBLIX KPUTEPUEB BKIKOYEHWS:

pekoMeHZauuMM No MPUMEHEHWIO FeKapCTBEHHOro npenaparta coaepxar
CYLLECTBEHHbIE OrpaHnyeHns, Heobxoanmble ans obecneyeHust ero 6esonacHoro u
3dheKTUBHOIO NPUMEHEHMS;

YNOSIHOMOYEHHbLIM OpraHoM rocyAapcTBa-yreHa orpeaeneHo UCnonb3oBaHne
MHbIX Mep No obecneyeHno 6e30NacHOCTM NeKapCTBEHHOro Npenaparta B cucteme
yrnpasrieHUs puckamu;

YNONMHOMOYEHHBIM OPraHoM rocy4apCTBa-yrieHa YCTaHOBMNEHO 0053aTensCTBO
ans aepxarens perncTpaLmnoHHOro YOOCTOBEPEHUS npoBecTU
nocTperMcTpaumnmoHHoe nccrnegosaHue aqpeKkTMBHOCTMU.

PelleHve no BKMIOYEHWIO NEKapCTBEHHOMO npenapara B CMUCOK NoAnexaiumx
OOMOMHUTENBEHOMY — MOHWTOPUHIY — OOMMKHO — Takie  yd4uTbiBaTb  BOMPOC O
uenecoobpa3HOCTM [aHHOrO cTaTyca C Y4ETOM WHbIX  OOMOSHUTESNbHBLIX
MeponpuUATUN papmakoHag3opa, npeanoxeHHoix B MYP.

13.4. Kputepumn onpeageneHua HavyanbHOro BpeMeHU KOPPEKTUPOBKHU
CnUCKa NeKapCTBEHHbIX NpenapaToB, nognexawmx
AONOJIHUTENbHOMY MOHUTOPUHTY



13.4.1. O6sazaTenbHble KPUTEPUN.

[na nekapcTBEHHbIX MpenapaTtoB, COAEpPXalMX HOBble JAenCcTByloLme
BELWeCTBa, a Takke AN BCEeX IeKapCTBEHHbIX NpenapaToB OMOMNoOrM4yeckoro
NMPOVNCXOXAEHNA HayanbHbIA MEpPUoS BKIOYEHUS cocTaBnsieT 5 net ¢ Aathbl
rocyapCTBEHHOWN perncTpaumm Ha TeppUTopuUnN rocyaapcTBa-yneHa.

13.4.2. [JononHuTenbHbIE KPUTEPUN.

[nsi  nekapcTBEHHbIX MPenapaToB, BKMOYEHHbIX CMUCOK Ha OCHOBAHWU
YCTaHOBNEHWNSI OMpederneHHbIX YCroBui (MpoBedeHne MOCTPErncTpaLMoHHbIX
uccriegoBaHMn  6esonacHocTy, adpekTUBHOCTM, TpeboBaHMM K  cuUcTeme
yrnpaBrieHUss puckamu), Nepuog BKIMOYEHUSI B CMUCOK CBSI3aH C BbIMOSIHEHNEM
COOTBETCTBYIOLMX YCMOBMIN U 00683aTenbCTB, BO3MOXEHHLIX Ha Oepxatens
pPerMcTpaunoHHOrO yaoOCTOBEPEHUS, N OMNpPeaenseTca YNnonHOMOYEHHbIM OpraHoMm
rocyAapCTB-4/IEHOB COOOPa3HO UX BBIMOHEHWIO U NOMyYaeMbIM pe3yrbTaTam.

Ha npoTspkeHnn XM3HEHHOro LiKKNa fiekapCTBEHHOroO npenapara BO3MOXHO ero
HeOoOHOKpaTHOE BKIHOYEHME B CMUCOK JIeKapCTBEHHbIX NpenapaToB, NOANneXalumx
OO0MNONMHNUTENBHOMY MOHUTOPWHTY.

13.5. O653aHHOCTM YNOJNTHOMOYEHHbIX OPraHoB rocyfapCcTB-4JIeHOB

Y NOMHOMOY€EHHbIM opraHam rocygapcCTtB-4J1IeHOB ClieayeT:

a) MHGOPMMPOBATL YMNOMHOMOYEHHbIE OpraHbl APYrMX rOCy4apCTB-YfEHOB O
MPUHATOM PpELUEHUM MO BKIMOYEHWUIO PErMcTpupyeMbiX (3apermcTpupoBaHHbIX)
NEeKapCTBEHHbIX MpenapatoB B  CAMCOK  Moanexawmx  AOMOfHUTENbHOMY
MOHUTOPWHIY, 00ecnevnTb NpeacTaBneHne 3MEKTPOHHON CChINKK Ha BED-CTpaHMLY
YNOMHOMOYEHHOIO OpraHa rocygapCTBa-yfieHa, [ae OTKPbIT o0wmiA JocTyn K
nHGopMaLLMM 0 NekapcTBEHHOM npenapare u pestome MYP;

6) onybrnmkoBaTb Ha canTax B MHOPMAaLMOHHO-TENEKOMMYHUKALMOHHON CEeTH
"MIHTepHeT" CMMCOK IeKapCTBEHHbIX MpenapaToB, 3aperMcTpuMpoBaHHbIX Ha
TEpPPUTOPUAX  FOCYOapCTB-YMEHOB, KOTOpble  noAarexar  AOMNOSHUTENbHOMY
MOHUTOPUHIY. B chnucke ykasblBaeTCs SMeKTPOHHas CCblflka Ha  cawT
YMNOSIHOMOYEHHOIO opraHa rocygapcTtBa-ynieHa B NHGPOPMALMOHHO-
TENEKOMMYHUKALMOHHOW ceTn  "MIHTepHeT", r1ae OTKpbIT o0wmi  JocTyn K
MHGopMaLLMM O NekapcTBEHHOM npenapare u pestome [MYP;

B) WMHGOPMMPOBAaTbL YNONHOMOYEHHbIE OpraHbl APYrX rOCYAapCTB-YfEHOB O
3aperMcTpUpoBaHHbIX MO HaLMOHANbHOW Npoleaype fekapCTBEHHbIX npenapaTax,
BKIMOYEHHbIX B CMWCOK  NEKapCTBEHHbIX  MpenapaToB,  MoAsiexalumx
[AOMNONHUTENbHOMY MOHUTOPUHTY;

F) Y4nUTbiBaTb CMNCOK nognexawmx - AONOJIHUTESIbHOMY  MOHUTOPUHIY
JIEKApCTBEHHbIX nMpenapartoB rMpn onpeaeneHnn 4actoTbl WU ocobeHHocTen
BbIMOJIHAEMbIX npouenyp no 06Hapy>KeH|/|+o CUrHarios,;

A) uWHOpPMMpOBATL  COOTBETCTBYIOLLETO  [AepxaTens  permcTpauuoHHOMo
YOOCTOBEPEHMSI O MPUHSATUN PELLEHUS MO BKIMOYEHUIO B CMMCOK JIeKapCTBEHHbIX
npenapaToB, NOANEXaLLMX AOMNOSNHUTEIIbHOMY MOHUTOPUHTY;

e) npnMHMMaTb BCE Haanexaiwpye mepbl Ana Toro, YTOObI COTPYAHUKN CUCTEMBbI
34paBOOXpaHEeHUA n nayneHThbl coo6u.|,an14 o nobbix nogo3peBaeMblX
HexenaTtesbHbIX peakuunax Ha J'IeKapCTBeHHbIIZ npenapar, BKIMHOYEHHbIN B CMMNCOK
JIeKapCTBEHHbIX npenapaTos, noanexawmx 4ononHUTEeNNbHOMY MOHUTOPUHTY;

)K) BbIMOMHATL exeMecsvyHoe OOHOBMEHMEe crnmcka NNeKapCTBEHHbIX Mnpenapartos,
nognexawmx oonoNHNTENbHOMY MOHUTOPUHTY.

13.6. O6s13aHHOCTHN AepKaTenen perncTpaumMoHHbIX YAOCTOBEepPEeHUN

[epxaTtenb perncTpaloHHOro yOoocToBepeHus 0ba3aH:



a) Bkmounte B OXINIM un UMM (JIB) cBoux nekapcTBEHHbIX MpenapaTos,
BKMIOYEHHbIX B CMUCOK MoASexawmx AOMOMHUTENbHOMY MOHUTOPWHIY, CUMBON
4YepHOro TpeyrornbHWKa W, a TaKxe CTaHOapTHOE MOACHEHWE O AOMOSHUTENbHOM
MOHUTOPWHTE;

6) BKMOYUTL MHPOPMALIMIO O CTaTyce AOMOINHUTENbHOMO MOHUTOPKHIa B Mto6oM
maTtepuarn, KOTOpbli OydeT pacnpoCcTpaHATbCA Cpeau PaboTHWKOB CUCTEMBI
3paBOOXPAHEHNs! N NaLWEHTOB, a TakXke AOJDKEH NPUMOXUTb BCE YCUMWSI, YTODbI
CTUMYNMPOBaTb PENOPTUPOBaHUE HEXenaTemnbHbIX peakuuin, Kak 3TO CorfacoBaHo
C YNONMHOMOYEHHbIMW OpraHamu rocyAapCTB-4IIEHOB;

B) npeactaBuTb YNOJIHOMOYEHHbIM OpraHamMm rocyaapcTB-4jieHOB [OaHHble U
noarTeepxaeHua cTtaTtyca BbINOJIHEHUA Kakux-nmbo yCﬂOBVII;I, HaKJ1agblBa€MblIX
OaHHbIMU YNONMHOMOYEHHbIMU OpraHamMu;

r) npegctaButb cooTBeTCcTBYOLME uaMmeHeHuss B OXIM mn VMM (J1B) no
BKIMIOYEHUIO UMM yOANEeHW0 4epHOro CuMBONa WM CTaH4apTU3MPOBAHHOW
NOSICHUTENbHOM  (DOPMYNIMPOBKM B MOPSiAKE, YCTaAHOBIIEHHOM  MpaBuriamm
perMcTpauum u 3SKCNepTusbl JNEKapCTBEHHbIX CPEACTB AN  MeOULUHCKOro
NPUMeEHeHNs, yTBepXadaemMbiMu EBpasnickon 3KOHOMUYECKOW KOMUCCUEW, W
TpeboBaHNSIMM K WHCTPYKLUW MO MEOULMHCKOMY MPUMEHEHUIO NEKAaPCTBEHHbIX
npenapatoB u OOLLUEA XapaKTEPUCTUKE JIeKapCTBEHHbIX nNpenapaToB [Ans
MEOULUMHCKOrO MNPUMEHEHUS, YTBepXaaeMbiMn EBpasninckon 3KOHOMUYECKON
KOMUCCUEN.

13.7. YepHbI CUMBOJ N NOAACHUTENbHAasA 3anucka

[Ona nekapCTBEHHbLIX MNpenapaToB, BKIOYEHHbIX B CNWCOK MOANEXaLIMX
AOoMNonHUTENbHOMY  MoHUTOpWHrY, OXIM u UMM (JIB) gomkHbl  copepxatb
o60o3HayeHne NepeBepHYTOro YepHOro paBHOOEOPEHHOrO  TpeyronbHuka W,
KOTOpPOE COMPOBOXOAETCA CreayoLen NOSCHUTENbHOW HagMUChIO:

"OaHHbIn  NeKapCTBEHHbIN npenapar noasiexuT  AOMONHUTENbHOMY
MOHUTOPVHIY. 3TO NO3BONMMT ObICTPO BbISIBUTL  HOBYK MHAOpMaLMIO MO
BesonacHocTn. Mbl obpallgemcs K COTpyQHUKaAM CUCTEMbl 34paBOOXPaHEHUS C
npocbboK coobLaTh O NMbLIX NOg03PEBAEMBIX HEXENATENbHbIX PpeakUnsx".

Mocne Toro kak nekapcTBeHHbIVW NpenapaT BKMOYEH B CUCOK UMK yaarneH us
Hero, AepXartefnb  pPerMcTpauMoHHOrO  YOOCTOBepeHuss 00s13aH  BHECTU
cootBeTcTBytoupe uameHeHns B OXJIM u UMIT (JIB), 4TOoGbl BKMIOYMTL WM
yoanuTb 4YepHbi cumBon (B 3aBMCMMOCTM OT OOCTOATENLCTB), 3asABrieHVE WU
CTaHOapPTHYH NOACHUTENMBHYIO 3aMM1CKYy.

Ecnm pelleHve o BKMIOYEHWM EeKapCTBEHHOro npenapata B CMNUCOK WU
yaaneHum u3 cnucka Aenaetcs npu BbIMOMHEHWM Mpoueaypbl, YCTaHOBIIEHHOMN
npasom Colo3a wunM 3akoHoO4aTenbCTBOM rocydapctBa-yuneHa (mpouenypbl
perucTpauuM unu nepeperncTpaumm, BHeceHuss usameHeHun B OXJMN u gp.), 1O
cogepxaHue OXJTMN n UMM (JIB) TpebyeTcsa 06HOBUTL 40 3aBepLLEHUS NpOLeaypb!,
YTOObI BKMIOYUTL B WMHGOPMALMIO O flekapCTBEHHOM npenapaTte unu yaamutb K3
Hee YepHbI TPeYronbHUK U CTaHAaPTHYIO NOSACHUTENBbHYIO 3aruncky.

Ecnn pelleHne o BKMOYMEHUM EKapCTBEHHOrO npenapara B CNWCOK Wn
yoaneHum u3 Hero npUvHMMaeTCs BHe paMOK NpOBeAeHus  npoueaypsl,
YCTaHOBMNEHHOW MeXayHapoaHbIMW LOrOBOPaMM U akTaMu, COCTaBnsAloLMMM NPaBo
Cot3a, wunuM  3akoHo4aTenbCTBOM  FOCy4apCTB-YfeHOB, TO  AepxaTterb
pervcTpaLmoHHOro yoocToBepeHnss 06s3aH B YCTaHOBMEHHOM MOpsiAKe BHECTU
cooTBeTcTByoLMe nameHeHusa 8 OXIIM n MMM (JIB).

OneKTPOHHbIN TEKCT AOKYMEHTa
nogrotoeneH AO "Kogekc" n cBepeH no:
odmuManbHbIA cant

EBpaBVIVICKOFO 3KOHOMUMYECKOro cor3a

www.eaeunion.org, 21.11.2016
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