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TPeOOBaHHH K HHCTPYKIHM N0 MEAHIMHCKOMY IPUMEHEHHIO
JIEKAPCTBEeHHbBIX NpeNnapaToB

B coorBerctBUM ¢ myHKToM 23 cratbu 5  (DenepaipHOro  3aKOHa
ot 12 ampens 2010 r. Ne 61-®3 «O6 obpauieHnn jekapcTBeHHBIX cpeacTs» (Cobpanue
3akoHomarelnbcTBa Poccuiickoit ®emepammu, 2010, Ne 16, cr. 1815; 2012, Ne 26,
cT. 3446; 2013, Ne 27, cr. 3477; 2014, Ne 52, cr. 7540; 2015, Ne 29, ct. 4367),
noanyukroM 5.2.148(6) Ilonmoxenns o MuHucTepcTBe 34paBOOXpaHeHHs Poccuiickoii
depnepanui, yTBepXAeHHOro noctaHopneHueM IlpaButenscrsa Poccuiickoli ®@enepariuu
ot 19 urons 2012 r. Ne 608 (Cobpanue 3akoHonarenscTBa Poccuiickoit ®enepanun, 2012,
Ne 26, cT. 3526; 2013, Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, ct. 2812; Ne 45, ct. 5822;
2014, Ne 12, ct. 1296; Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37, ct. 4969; 2015, Ne 2,
cT. 491; Ne 12, cr. 1763; Ne 23, cr. 3333; 2016, Ne 2, cT. 325; Ne 9, ct. 1268; Ne 27,
cT. 4497; Ne 28, c1. 4741; Ne 34, c1. 5255), npu ka3 bl Balo:

1. YTBepauTh TpeOOBaHHMA K UHCTPYKUMH II0 MEAHLIMHCKOMY npnmeHeHmo
JIEKapCTBEHHBIX MIPENapaTOB COIACHO IPUIIOKEHHIO.

2. TpeGoBanmsi,  YTBEpXIEHHBIE  HACTOAIIMM  IIPUKa30M,  IIPUMEHAIOTCH

K HHCTPYKITHSM 10 MEAHUIIMHCKOMY NPYMEHEHHIO JIEKAPCTBEHHBIX NIPENapaToB, 3asdBICHUS
0 TOCYIapCTBEHHOM perucTpali¥i KOTOpBIX IIpeJcTaBleHsl B MHHHCTEPCTBO
3apaBooxpaHenus Poccuiickoit ®enmepanvu mocje BCTYIUICHHS B CHIYy HaCTOSIIETO
IpHKa3a.

H.A. XopoBa

.B. Kynewosa




IIpunoxxenue
K MpuKa3sy MUHHUCTEPCTBA 3/IpaBOOXpaHEHUs
Poccuiickoii ®enepanuu

ot «Z7 » WMZOM r. Ne #5 0

TpeboBanus
K HHCTPYKIHH M0 MeJHIIHHCKOMY NPHMEHEHHUIO
JIEKAPCTBEHHBIX NpeNnapaToB

1. UHCTpYKIIUS TIO METULMHCKOMY HpPUMEHEHHIO JICKapCTBEHHOrO Iperapara
(manmee — MHCTPYKIMS) TOJKHA COAEPKATh CIIEAYIOLIHE CBEICHHS:

a) HAaMMEHOBaHKeE JIEKapCTBEHHOTO Ipenapara (MeKAyHapoJHOE HENAaTeHTOBAHHOE,
WM IPYIIIAPOBOYHOE, WM XUMHYECKOe U TOPrOBOe HAUMEHOBAHUS);

0) exapcTBeHHas popMa ¢ yKa3aHUEM HaUMEHOBAHHUH M KOIMYECTBEHHOTO COCTaBa
NEeHCTBYIONIMX BEIIECTB W KadeCTBEHHOIO C€OCTaBa BCIIOMOTATENBHBIX  BELIECTB
(pu He0GXOAMMOCTH KOJIHYECTBEHHOTO COCTaBa BCIIOMOTaTeNIbHBIX BELLECTB);

B) ONMCaHWE BHEUIHEr0 BHUJA JIEKApCTBEHHOIO Tperiapara s MEIUIHHCKOTO
IpUMeHEeHNS,

r) pU3NKO-XHMHUIECKHEe CBOWMCTBA (Ui paauodapManeBTHYECKHX JIEKAPCTBEHHBIX
npenapaTos);

n) papMakoTepaneBTHYeckass  Ipylma, KoJ  JIEKapCTBEHHOrO  Ipemapara
T MEOMIHMHCKOIO  INPUMEHeHHs 1[0  aHaTOMO-TepaleBTHYECKO-XMMHYECKOH
KJIacCHPUKAIMKA, PEKOMEHIOBaHHOM BceMupHO#l opraHmsanued 3ApaBOOXpaHCHUS,
UK YKa3aHHe «TOMeoNaTHIeCKull IeKapCTBEHHBIN NIpernapaTy;

e) GapmakoiHaMuKa B (hapMaKOKMHETHKa (32 UCKIIOYEHHEM (PapMaKOKHHETHKH
rOMEOTIATHYECKMX JIEKAPCTBEHHBIX IIpellapaToB W  PACTHTENBHBIX JIEKAPCTBEHHEIX
npernaparoB);

) IIOKa3aHus JJIs IPUMEHEHUS;

3) MPOTUBOTIOKA3aHUS A/ IPUMECHEHUS;

1) MEPHI MPEeJOCTOPOKHOCTU NPH MPUMEHEHNH;

K) YKa3aHue BO3MOXHOCTH M OCOOEHHOCTeH MPHMEHEHHS JIEKApCTBEHHOIO
npenapara Jjis MeIUIMHCKOTO HPHMEHEHUs OEepPEeMEHHBIMH JKEHINMHAMM, JKEHIIUHAMH
B IIEPHOJ TPYJHOTO BCKapMIIMBaHHWS, NETbMM, B3POCIBIMH, HUMEIOIIMMM XPOHHYECKHE
3a00JIeBaHus;

J1) peXKUM TO3UPOBaHMS, CIOCOOB! BBEACHMS U IPHMEHEHMs, IPH HEOOXOIUMOCTH
BpeMsi [pHeMa JIeKapCTBEHHOIO IIpemapara Mg MEIMLIUHCKOTrO TMpHMEHEHHS,
IPOIOJDKUTENBLHOCTD JIEYSHHS, B TOM YHCNIEe y JeTel [0 U I0CIIE OIHOTO roia;

M) BO3MOXKHEIE HEXeJlaTeNbHBIe peakiuy IIpY IPUMEHEHHH JIEKapCTBEHHOTO
npernapara il MeIUHUHCKOTO IPUMEHEHHS,

H) CUMIITOMEI IT€PE03UPOBKH, MEPHI [0 OKAa3aHUIO IOMOIIH IPH MEPEAO3UPOBKE;

0) B3aUMOJIEHCTBHE C APYTUMH JIeKapCTBEHHBIMH MpeTapaTaMy U (MJIN) MUIIEBBIMU
pOayKTaMH,

1) popMEI BEIITyCKa JIEKApPCTBEHHOI'O Mperapara;
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p) ykaszanue (MpH HEOOXONMMOCTH) OCOOEHHOCTEW MHeHCTBUS JIEKapCTBEHHOIO
Tpenapara [isl MEAUIHCKOr0 IPAMEHEHHUS IIPH NEPBOM NPHEME HIIH NPY ero OTMEHE;

c) omucanme (mpu HeoGxomumocTtn) JAeficTBuit Bpaua (denpamepa) u  (WIH)
HaleHTa Ipy TPOITycKe MpHeMa OJHON MM HECKOJIBKHX 103 JIEKAPCTBEHHOTO IpernapaTa
U MEIUIIMHCKOTO IIPUMEHEHUST,

T) BO3MOXXKHOE  BJIMSHHE JIEKAPCTBEHHOIO  Ipelapara Uil ~ MEIHUIMHCKOIo
IpUMEHEHHS Ha CIOCOOHOCTH YIPABIIATh TPAHCIOPTHBIMY CPEACTBAMHU, MEXaHU3MaMH,;

y) CPOK TOJIHOCTH M yKa3aHUe Ha 3allpeT IPHMEHEHHs JIeKapCTBEHHOIo IpenapaTa
IUTS MEAMIIMHCKOIO IPUMEHEHHUS 110 HCTEYEHUH CPOKa TOIHOCTH;

&) ycloBUs XpaHEHUs,

X) yKazaHhe Ha HeoOXOJUMOCTh XpaHEHHMs JIEKapCTBEHHOTO  Mpernapara
IS MEAMIMHCKOTO [IPUMEHEHHS B MECTaX, HEJOCTYIHBIX JJIS NETEH;

1) ykazanue ([pd HEeOoOXOMUMOCTH) CHENMANBHBIX Mep INPEAOCTOPOXKHOCTH IpH
YHMYTO)KEHUM HEUCIIONB30BAHHBIX JIEKAPCTBEHHBIX MpEnaparoB Ajis MEIUIMHCKOIo
IpUMeHEHUS;

4) YCIIOBHUS OTILYCKa,

1) HAMMEHOBAHUS W aJpeca IPOU3BOACTBEHHBIX IUIOMIAMOK IPOU3BOAUTEN
JIeKapCTBEHHOTO Mperapara;

) HAUMEHOBAHKE,  aApec  OpraHU3alMyk,  YIOJHOMOYEHHOW  JAepxkareleM
WUIM BIAJENBIEM PpErMCTPAlMOHHOTO YyIOCTOBEpEHMs JIEKAPCTBEHHOrO Ipernapara
[T METUITMHCKOTO IPHMEHEHHs Ha MPUHATHE NPEeTeH3HH 0T moTpeduTeIs.

2. IHCTpYKIIMsST BXOAWT B COCTaB PETrHCTPAlMOHHOIO JIOCHE Ha JIEKapCTBEHHBIN
mpenapar NS MeIWIMHCKOro [NpHMeHeHHs (nanee — JIeKapCTBEHHBIA Ipenapar),
COTMacoBBIBaeTC ¢ MHUHNUCTEPCTBOM 3ApaBooxpaHeHHs Poccuiickoit ®@enepanuu
B paMKaX MpOIEAypbl TI'OCYJapCTBEHHOH PErMCTpaluy JIEKApCTBEHHOro Iperapara
M BBIAAETCA OJHOBPEMEHHO C PETUCTPALMOHHBIM YAOCTOBEPEHHEM JIEKAPCTBEHHOIO
npenapara ¢ yKasaHHeM Ha Hell HoMepa JaHHOTO DPETMCTPalMOHHOIO YIOCTOBEPEHHSA
JIEKapCTBEHHOTO TIpenapaTa 1 AaThl FOCY JApCTBEHHOM PEruCTPaIliH.

3.7lpy MOATBEPXKOECHMH TOCYJApCTBEHHONW  PETMCTPAlliM  JIEKapCTBEHHOTO
nperiapata’, BHECEHHi H3MEHEHHH B COCTaB PErMCTPAallHOHHOrO JOChE Ha JIEKApCTBEHHbIH
nperapar ANd  MEOMIUHCKOIO IpUMEHEHHs . COIJIacoBaHMEe C MHHHCTEpPCTBOM
3gpaBooxpanenuss Poccuiickoli Peflepaluil HMHCTPYKLHH OCYLIECTBISIETCS B CIy4ae
BHeCeHHS B Hee M3MEHEHHH ¢ MpOCTaBIIeHHEM Ha COIJIACOBAaHHOM WHCTPYKIHMH HOMepa
PEriCTPAlIOHHONO Y/IOCTOBEPEHHMS JICKAPCTBEHHOTO IIpenapata M JaThl BHECCHHS
U3MEHEHMUI.

4. MUacTpyKuMst  COTNacoBbIBaeTcs €  MUHHCTEPCTBOM  3IpaBOOXpaHEHUS
Poccuiickoit ®enmepanuu A5 OJHOIO JIEKAPCTBEHHOIO Mperaparta Ui METULMHCKOIO
IpYMEHEHHS B OHOM JIeKapCTBEHHOM dopme.

! Crates 29 ®@enepansHoro 3akoHa oT 12 ampensa 2010 1. Ne 61-®3 «OG obpameHuy JieKapcTBEHHbIX cpeacts» (CoGpaHue
3akoHOZaTeNbeTBa Poccuiickoil ®eaepanuu, 2010, Ne 16, ctr. 1815; Ne 42, c1. 5293; Ne 49, cT. 6409, 2013, Ne 48, cT1. 6165;
2014, Ne 43, c1. 5797; 2015, Ne 29, c1. 4367).

2 Crarpa 30 ®enepansHoro 3akona ot 12 ampeis 2010 r. Ne 61-®3 «O6 obpawieHuy JEKaPCTBEHHBIX CPEACTBY (CobpaHue
3aKOHOZATENLCTRBA Poccuiickoit ®epepaum, 2010, Ne 16, cT. 1815; 2013, Ne 48, c1. 6165; 2014, Ne 43, cr. 5797).




5. ComeprkaHue MHCTPYKIMM IpU 0OpallleHMH JIEKapCTBEHHOTO MpernapaTa JODKHO
COOTBETCTBOBAThH MHCTPYKLHH, COIJIACOBAaHHOW C MMHHCTEPCTBOM 3APABOOXpaHEHUS
Poccuiickoit ®enepanuu.

6. Cnenyer uzberats HCIOJB30BAHKS CIIOB, HAOpaHHBIX 3aINaBHBIMH OyKBaMH, 3a
UCKJIIOYEHHEM 3arojloBKa, C KOTOpPOro HadyMHAeTCsd TEKCT IpPOeKTa HMHCTPYKIHH:
«MHCTPYKLIA 110 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O
TTPEITAPATA», nociie KOTOpOro MPUBOAUTCS TOProBo€ HaMMEHOBAHUE JICKAPCTBEHHOTO
CpeACTBa Ha PYCCKOM f3bIKe (a TaKKe Ha aHIVIMCKOM M JIATUHCKOM S3BIKE, €C/d
IIPUMEHUMO) B UMEHHUTENIBHOM INaJexKe.

7. CokpallleHHe CJIOB B TEKCTE€ HHCTPYKLUHH JOILyCKAaeTCsA C IpeJBapUTEeIIBHBIM
yKazaHHeM, 4YTO Jajee II0 TEKCTy MHCTPYKIMH I10J] COKpaluleHHeM I1IOHHUMAaeTcs
COOTBETCTBYIOIIEE COUETaHUE CIIOB.

8. B TekcTe MHCTPYKIIMH MOTYT HCIIOJB30BAThCSI PUCYHKH, CXEMBbI, IIHKTOTPaMMBEI,
UIUTFOCTPAIIVH, TaOIMHLIBL, TpaQUKU pa3bsACHIIONIEr0 XapaKTepa.

9. UHCcTpyKIUs HE OOJDKHA COAepKaTb IOJAPOOHBIE PpE3YNbTaThl KIMHHUYECKHX
WCCIIEOBAaHMI JIEKAPCTBEHHOI'O TMperapaTa, CTaTUCTHYECKHE IIOKas3aTesId, OIMCaHue
au3aiiga, neMorpaduuecKkue XapaKTepUCTHUKH, a TAKKe YKa3aHHM Ha €ro nmperMyIlecTsa
nepel APyTrUMH JeKapCTBEHHBIMHU IIpenapaTaMu.

10. CBefieHUss B MHCTPYKIMH, SBISIOIIKMECS OOMMMHU KakK Ui HWHCTPYKIIWH,
TaK W A9 HOPMATHBHOM [OKYMEHTAallUM JICKapCTBEHHOIO IIpemapara, H3Jaratorcs
B peIaKiMi HOPMATUBHOM JOKYMEHTALIUH.

11. TekcT MHCTPYKLMU PEKOMEHAYeTCs IeyaTaTh CHMBOIaMM HE MEHbIUE 8 Kerys —
mpudToM TaKoro pasmepa, YTOOBI CTPOUHBIH CHMBON «X» HMMeNnl He MeHee 1,4 MM
B BBICOTY, pPAcCTOSIHHE MEXAy CTpoKaMu — He MeHee 3 MM. Hassaums pasjenos
BBIIENAIOTCS MOCPEACTBOM MCIIOJB30BaHUS oOpamieHHoro TekcTa (Oenbie  OYKBBI
Ha TeMHOM ()OHE), WIH YBEIMYEHHOIO IIOJNYXXMPHOrO TEKCTa HasBaHUA pasferna
110 CPaBHEHHIO ¢ MH(OpMAIHeH, clleyomel 3a HUM, UM yBEJIMIEHHOI0 TeKCTa Ha3BaHUA
pasfiena C BBIPAKEHHBIM KOHTPACTHBIM I[BETOM [0 OTHONIEHHIO K HH(OpMaluH,
cleayIolen 3a HUM.



