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POCCUUCKASA ®EOQEPALINA
®EQEPAIbHbIA 3AKOH
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I'ocynapcrBennoi [Jymoii
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Coserom Penepanuu
31 mapra 2010 roga

Cnucok U3MEHSIOIINX TOKYMEHTOB
(B pen. ®enepanbHbiX 3aKk0HOB 0T 27.07.2010 N 192-D3,

or 11.10.2010 N 271-®3, ot 29.11.2010 N 313-®3, o1 06.12.2011 N 409-03,
otT 25.06.2012 N 93-®3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,
ot 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, ot 22.10.2014 N 313-D3,

o1 22.12.2014 N 429-@3 (pen. 13.07.2015), ot 08.03.2015 N 34-D3,
o1 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-03,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-D3,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-03,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-D3,

otr 28.12.2017 N 425-®3 (pen. 27.12.2019), ot 04.06.2018 N 140-D3,
or 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, o1 06.06.2019 N 134-D3,
ot1 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-03,

oT 27.12.2019 N 475-®3, ot 26.03.2020 N 67-®3, ot 01.04.2020 N 98-D3,
ot 03.04.2020 N 105-®3)

Maea 1. OBLWUE NMNOJIOXEHUA
Cratba 1. MpeameT perynupoBaHusi HacTosilero PeaepanbHOro 3akoHa

1. Hacrosmmii @enepalbHbII 3aKOH PEryJupyeT OTHOLICHMS, BO3HUKAIOIIME B CBA3M C
oOpalieHueM - pa3pabdOTKON, NOKIMHMUYECKUMHU HCCIEAOBAaHUSAMHU, KIMHMUYECKHMHU HCCIEIOBAHUIMU,
JKCIIEPTU30M, TOCYJAapCTBEHHOM perucrpanued, co CTaHJapTU3alued U ¢ KOHTPOJEM KaudecTsa,
MPOU3BOJACTBOM, M3rOTOBJICHUEM, XPAaHEHHEM, IE€PEBO3KOW, BBO30M B Poccuiickyro @enepanuro,
BbIBO30M U3 Pocculickoni denepannu, pekiIamMon, OTIIyCKOM, pealn3aluei, rnepegayei, IpuMEHEHUEM,
YHUYTOKEHHEM JIEKAPCTBEHHBIX CPEJICTB.

(B pen. denepanbhoro 3akoHa ot 06.12.2011 N 409-03)
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2. Hacrosmmii @enepanbHblil 3aKOH yCTAaHABIMBACT MIPHOPUTET TOCYAAPCTBEHHOTO PETYIMPOBAHMS
0e30macHOCTH, KauecTBa U 3(P(HEKTUBHOCTH JICKAPCTBEHHBIX CPEACTB IIPU UX OOpAIICHUH.
(B pen. denepanpHoro 3akoHa ot 25.06.2012 N 93-03)

Cratbs 2. Cchepa npumeHeHUs HacTosiwero PeaepanbLHOro 3aKkoHa

Hacrosmuit denepanbHblil 3aKOH NPUMEHSIETCS K OTHOIIEHUSM, BO3HUKAIOIIMM NPH OOpaleHuH
JIEKApCTBEHHBIX CPEICTB Ha Tepputopuu Poccuiickon denepannu.

CraTtbsa 3. 3akoHoAaTenbLCTBO 006 OOpaLleHnn nekapCcTBeHHbIX CpeacTB

1. 3akoHomaTenbCTBO 00 OOpAalICHWH JIEKAPCTBEHHBIX CPEACTB COCTOMT U3 HACTOSAIIETO
@denepalibHOTO 3aKOHA, APYTUX (¢eAepalbHbIX 3aKOHOB M HMHBIX HOPMATUBHBIX IPAaBOBBIX aKTOB
Poccuiickoit ®enepanuu.

1.1. 3akoHO1aTENBCTBO 00 OOpAIEHNH JIEKAPCTBEHHBIX CPE/ICTB B OTHOLIEHUU IOPUINYECKUX JIUI U
WHJWBUIYAIBHBIX  NPEIIPUHUMATENEH,  OCYIICCTBIIONMX  JEATENbHOCTh  HAa  TEPPUTOPHHU
MEKIYHAPOJAHOTO MEIUIIMHCKOTO KiacTepa, MPUMEHSETCS C YYeTOM OCOOCHHOCTEH, YCTaHOBIICHHBIX
@enepanbHbiM  3aKk0HOM "O  MEXAYHapOIHOM METUIIMHCKOM KJacTepe M BHECEHWH W3MEHEHHU B
OT/IeIbHBIC 3aKOHOaTeNbHbIE akThl Poccuiickoit @enepanun’.

(uactsb 1.1 BBenena @enepasibHbIM 3aKk0HOM OT 29.06.2015 N 160-D3)

2. [eiictBue Hacrosuiero denepalbHOr0 3aKOHA paclpocTpaHsIeTcsl Ha 00paleHue HApKOTUYECKUX
JIEKAPCTBEHHBIX CPEJCTB U TCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB C YYETOM OCOOCHHOCTEH,
YCTaHOBJICHHBIX  3aKOHOAATeNbCTBOM Poccuiickoit ®denepanmu O HApPKOTUYECKUX  CPEJICTBax,
TICUXOTPOIHBIX BEIIECTBAX U 00 UX MPEKypcopax.

3. JeilictBue Hacrosimero @DenepanrbHOrO 3aKOHA  pacHpoCTpaHseTcs Ha  oOpalleHue
paguodapMareBTUYECKUX JICKAPCTBEHHBIX CPEJACTB C y4e€TOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHoAarenscTBOM Poccuiickoit denepainu B o0mactu obecreyeHus paaualioHHON 6€30MacHOCTH.

4. Ecnu MexIayHapoaHbIM oroBopoM Poccuiickoit @enepanyivi yCTaHOBJIEHBI HHbIE NPaBUiIa, YeM
T€, KOTOpBIE NIPEAYCMOTpeHbl HacroAmuM @DenepanbHbIM  3aKOHOM, MPUMEHSIOTCS IIpaBUia
MEXIyHapOAHOIO JOr0OBOpa.

5. B Poccuiickoit denepanii B COOTBETCTBUM C MEXIYHApOAHBIMU JoroBopamu Poccuiickoit
@enepau M (WIM) Ha OCHOBE NPUHLMIA B3aUMHOCTH TPU3HAIOTCA PE3yNbTAaThl KIMHUYECKHX
UCCIEAOBAHUMN JIEKAPCTBEHHBIX IIPENApaToB Ul MEIULMHCKOTO IMPUMEHEHMS, IPOBEACHHBIX 3a
npeaenamMu treppuropun Poccuiickon denepanuu.

Crtatbs 4. OCHOBHbIE NOHATUS, UCNOSNb3yeMble B HacTosiweM PeaepanbHOM 3aKOHe

s ueneit Hactosimiero denepanbHOro 3aKOHA UCTIOIB3YIOTCS CIIETYIOIINE OCHOBHBIE TOHATHS:

1) nekapcTBEHHBIE CpEICTBA - BEIIECTBA MM WX KOMOWHAIIMM, BCTYMAIOUIME B KOHTAKT C
OpPraHu3MOM YEJIOBEKa WJIM >KMBOTHOIO, MPOHHUKAIONIME B OpraHbl, TKAHW OpPraHW3Ma YeJIOBEKa WIIU
KUBOTHOTO, TPUMEHSEMBbIC JUIsi MPOQPMIAKTUKH, TUATHOCTHKHU (32 HMCKIIOUYEHHWEM BEIIECTB WU HX
KOMOWHAINM, HE KOHTAKTUPYIOIIMX C OPraHM3MOM YeJIOBEKa WJIU JKMBOTHOTO), JICUCHUS 3a00JIeBaHMUSI,
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peadwinTalyy, A1 COXpaHEHMs, IPEJOTBPAILCHHs UM IpepbIlBaHUA OCpPEMEHHOCTH U IOJyYCHHbIE U3
KpOBH, IUIa3Mbl KPOBH, U3 OPraHOB, TKAHEH OpraHu3Ma 4eJ0BEeKa WM )KMBOTHOI'O, paCTEHUI, MUHEPAJIOB
METOAAMHU CHUHTE3a WIM C IPUMEHEHHEM OHOJOrHyeckux TexHosoruil. K jexapcTBEeHHBIM cpeacTBam
OTHOCATCS (papMalleBTUYECKHE CyOCTaHIIUH U JIEKAPCTBEHHBIE IIPENapaThl;

2) ¢apmarieBTHYECKasi CYyOCTaHIUSI - JIGKAPCTBEHHOE CPEICTBO B BHJEC OJHOTO WIJIM HECKOJBKUX
obnanaromux GapMakoIOrHIeCKOl aKTUBHOCTBIO JCHCTBYIONIUX BEIIECTB BHE 3aBUCUIMOCTH OT TIPUPO/IBI
MPOUCXOXKACHUS, KOTOpPOE MpeaHA3HAUYEHO JUIsl TPOW3BOJICTBA, W3TOTOBICHHS JIEKAPCTBEHHBIX
MpermapaToB U onpeenser ux 3hHEeKTHBHOCTS;

(. 2 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) BCIIOMOTaTCJIIbHBIC BCIICCTBA - BCIICCTBA HCOPraHN4CCKOro U1 OpraHu4eCKoro
IMPOUCXOKACHUA, UCITIOJIB3YEMBIC B IIPOLECCE IMPOU3BOACTBA, U3TIOTOBJICHUS JICKAPCTBCHHLIX ITPEIIapaTOB
AJId IpUuAaHusa UM HCO6XOILI/IMLIX CI)I/I?,I/IKO-XI/IMI/IIIGCKI/IX CBOI\/JICTB;

4) nexkapcTBEHHBIE INIperaparbl - JIEKAPCTBEHHBIE CPEACTBA B BHUJE JIEKAPCTBEHHBIX (POpM,
OpUMEHsieMble il NMPO(WIAKTHKH, JIWArHOCTUKH, JICUYCHHS 3a00ieBaHUs, peaOWIuTaluu, s
COXpPaHEHUs, IPEIOTBPAICHHS UITU TPEepbIBaHUs OEPEMEHHOCTH;

5) nekapctBeHHas (hopma - COCTOSIHME JICKAPCTBEHHOTO IIperapara, COOTBETCTBYIOIIEE CHOCOOaM
€ro BBEJICHHS U IPUMEHECHHUS U 00eCIIeunBaroniee J0CTIKEHHE He00X0AMMOro JeueOHOro A dekra;

5.1) no3upoBKa - cofepxKaHUe OJHOTO UM HECKOJIBKUX JEHCTBYIOIIMX BEIIECTB B KOJIMYECTBEHHOM
BBIDQ)KEHUU Ha EIUHUIYy J03bl, WIH E€AUHUIY Oo0beMa, WJIM E€AMHUIY MacChl B COOTBETCTBUH C
JeKapCTBEHHOH ¢GopMoii MO0 UIT  HEKOTOPBIX BHJOB JIEKAPCTBEHHBIX (OPM  KOJIUYECTBO
BBICBOO0KJIA€MOI'0 U3 JIEKAPCTBEHHON (hOpMBI AEHCTBYIOIIETO BELIECTBA 3a €IUHUILY BPEMEHH;

(m. 5.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) mepedyeHb >KM3HEHHO HEOOXOMUMBIX M BaXKHEWIIMX JICKAPCTBEHHBIX MpPENapaToB - €XKEroHO
yrBepxkaaemblid [IpaBurensctBoMm Poccniickoit denepanuy nepedyeHb JIEKAPCTBEHHBIX IPENapaToB UL
MEIULMHCKOTO MIPUMEHEHHsI, 00eCIeUnBaOLINX TPUOPUTETHBIE MTOTPEOHOCTH 3/paBOOXPAHEHUS B LIENIAX
npoUIakTUKU U JiedeHHs 3a00JIeBaHUi, B TOM YHUCIIE€ IPE00IaatoluX B CTPYKType 3a00JI€BA€MOCTH B
Poccuiickoit denepanuu;

6.1) opdanHbIe JIEKapCTBEHHBIE MpenapaThl - JIEKAPCTBEHHBIC Npemaparthl, MpeaHa3HAuYCHHbBIE
UCKITIOYUTENBHO ISl JUArHOCTHKU WM TMaTOT€HETHYECKOTro JIeYeHHs (JIeYeHUs, HaIlpaBJICHHOTO Ha
MEXaHU3M pa3BUTHs 3a00s1eBaHUs) peIKUX (OppaHHbBIX) 3a00JI€BaHNUI;

(. 6.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6.2) Ouonormyeckue JEKapCTBEHHbIE Ipernaparbl - JIEKapCTBEHHBIE IIperaparbl, JEHCTBYIOIIEE
BEIIECTBO KOTOPBIX MPOW3BENCHO WM BBIIEICHO U3 OMONOTMYECKOTO MCTOYHWKA WU JUISI ONpPEIeTICHUS
CBOMCTB M KadyecTBa KOTOPHIX HEOOXOIWMa KOMOWHAIUs OWOJIOTHYECKHUX H (PU3HKO-XUMHUYECKHUX
MeTooB. K OHONOrMYecKMM JIEKapCTBEHHBIM IpenaparaM OTHOCSTCS WMMYHOOHOJOTHYECKHE
JIEKapCTBEHHBIC TIpernapaThl, JIEKAPCTBEHHBIC TpENapaThl, MOJYyYCHHbIE W3 KPOBHU, IUIA3Mbl KPOBH
YeloBeKa U JKMBOTHBIX (32 HCKIIOYEHHEM IIENIbHON KpOBHM), OMOTEXHOJIOTUYECKUE JIEKapCTBEHHBIC
npenaparsl, TeHOTepaneBTUUECKIE JICKAPCTBEHHBIE MpenapaThl;

(. 6.2 BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)
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7) HMMMYHOOMOJIOTMYECKHE JICKAPCTBEHHBIC Ipermapatbl -  JICKApCTBEHHBIE  IIperaparhbl,
MpeHa3HauYeHHbIe I (OPMUPOBAHUS AKTUBHOTO WIIM TACCHUBHOTO MMMYHHUTETa JTMOO JMArHOCTUKH
HAIMYAS ~ UMMYHUTETa  WJIM  JUArHOCTUKU  CHEHU(PHUYECKOr0o  NPUOOPETEHHOTO  M3MCHEHUS
MMMYHOJIOTHYECKOTO ~ OTBETAa Ha  alulepru3upyromme BemectBa. K UMMYHOOHOIOTHYECKUM
JICKApCTBEHHBIM  TIperapaTaM  OTHOCATCS ~ BaKIWHBI,  aHATOKCHHBI,  TOKCHHBI,  CBIBOPOTKH,
UMMYHOTJIOOYJTHBI ¥ aJUICPTCHBI;

(n. 7 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7.1) GMOTEXHOJIOTUYECKHE JIEKAPCTBEHHbIE TIPEaparhl - JIEKAPCTBEHHbBIE IIPENapaThl, IPOU3BOCTBO
KOTOPBIX OCYLIECTBIISIETCS C UCIOJIb30BAaHUEM OMOTEXHOJIIOTMYECKUX IPOLIECCOB U METOJIOB (B TOM YHCIIe
JHK-pexoMOMHAHTHONH TEXHOJIOTUH, TEXHOJIOTUU KOHTPOJHPYEMOH SKCIIPECCUU T'€HOB, KOAMPYIOLIMX
OMOJIOTMYECKHM AaKTHBHbIE O€IKHM B IPOKApUOTaX M DJyKapHOTax, BKIIOYAas H3MEHEHHbIE KJIIETKH
MJIEKOMTUTAIONINX ), TAOPUIOMHOTO METO/Ia ¥ METO/1a MOHOKJIOHAJIbHBIX aHTHUTE,

(m. 7.1 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

7.2) TEHOTEpalleBTUYECKUE JIEKAPCTBEHHBIE IMpernaparbl - JIEKapCTBEHHbBIE Ipenaparhl,
¢dapmarieBTHUYeCKass CcyOCTaHIMS KOTOPBIX SIBISETCS PEKOMOMHAHTHOM HYKJIEMHOBOM KHCIIOTOM WM
BKJIIIOYaeT B Ce0f pPEKOMOMHAHTHYIO HYKJICHHOBYIO KHCJIOTY, IIO3BOJISIIONIYI0 OCYIIECTBISTH
peryaupoBaHue, penaparuio, 3aMeHy, 100aBJIeHUe WIN yJajleHue FeHEeTUYEeCKOM MMocie10BaTeIbHOCTH;
(n. 7.2 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8) HapKOTHMYECKHE JIEKapCTBEHHBIE CPEJICTBA - JIEKAPCTBEHHBIE IpenapaThl U (papmaleBTHUYECKHE
CyOCTaHIIM, COAEpKallhie HApKOTUYECKHE CPEJCTBA M BKIIOYCHHBIE B llepedeHb HapKOTHYECKHX
CPEICTB, IICUXOTPOIIHBIX BEUIECTB M HUX IPEKypCcOpOB, MOUICKAIIUX KOHTpoar0 B Poccuiickon
@enepanuy, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Pocculiickoir @enepanuu, MeXITyHapOIHBIMU
norosopamu Poccuiickoii denepanuu, B ToM uynciae EAVMHON KOHBEHLMEN O HApKOTUYECKUX CPEICTBAX
1961 roxa;

9) mCcUXOTpONHbBIE JIEKAPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE MpernapaTsl U (apMaleBTHYECKHe
cyOCTaHIIMM, COJeprKallhe IMCUXOTPONHbIE BeUlecTBa U BKIIOUYEeHHble B [lepedueHb HApKOTHYECKHX
CPEICTB, IICUXOTPOIIHBIX BEILIECTB M MX IPEKypCOpPOB, NOMIEKAIIMX KOHTpoN0 B Poccuiickon
@enepanny, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoil @enepannu, MeXITyHapOIHBIMU
noroBopamu Poccuiickoit ®@exnepaunn, B ToM uucie KoHBeHUueld O MCUXOTPOMHBIX BemectBax 1971
roja;

10) pagmodapmarieBTHUECKUE JIEKaPCTBEHHbIE CPEICTBA - JIEKAPCTBEHHBIE CPEICTBA, KOTOpBIE
coJiep’KaT B TOTOBOM JUIsl MCIOJIb30BaHUS (OpME OJUH PAAMOHYKIMJI WIM HECKOJIBKO PaJUOHYKIHJIOB
(paznoaKTUBHBIX U30TOIOB);

10.1) opurvHanpHBIM JE€KapCTBEHHBIM THpernapar - JIEKapCTBEHHBI Ipernapar ¢ HOBBIM
JNEUCTBYIOIIMM BEIECTBOM, KOTOPBIM IEPBBIM 3aperucrpupoBaH B Poccuiickonn ®Penepauuu WA B
MHOCTPAHHBIX IOCyJapCcTBax HA OCHOBAHUM PE3YyJIbTaTOB JOKIMHUYECKNX UCCIIEI0BAHUN JIEKAPCTBEHHBIX
CPEICTB M KIIMHUYECKUX HMCCIEHOBAaHUMN JIEKAPCTBEHHBIX IIPENApaToB, MOATBEPKAAIOIINX €r0 KauyecTBo,
3¢ PEeKTUBHOCTH U OE30MTaCHOCT;

(m. 10.1 BBeneH PenepanbHbIM 3aKk0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIN JeKapCTBEHHBIN MpenapaT - JEKapCTBEHHBIN MperapaT, KOTOPbIi HCIOIb3yeTcs
JUIs1 OLIEHKU OMOAPKBUBAJIEHTHOCTH WJIM TEPANIEBTHUECKON IKBUBAJIEHTHOCTH, KauecTBa, 3(pPpeKTUBHOCTH U
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0€30IaCHOCTH BOCIIPOM3BEACHHOTO JICKAPCTBEHHOTO Ipernapara Wid OMOaHaIOroBOro (OMOMmo00HOT0)
JIeKapCTBEHHOTO Tpemnapara (buoananora). B xauecTBe pedepeHTHOro JIeKapCTBEHHOTO MpemnapaTa Jjs
MEAUIIMHCKOTO TPUMEHEHHsI HCIONb3YeTCSd OpPUTMHAIIBHBIN JIEKapCTBEHHBIH mpernapaTr Jubo, eclu
OpPUTMHAIIBHBIA JICKAPCTBEHHBIN IMpernapar HE 3aperucTpUpoBaH WIM HE HAaXoguTcs B o0opoTe B
Poccuiickoit @enepanyiv 1 He HAXOIUTCS B 000pOTE B MHOCTPAHHBIX TOCYIapCTBAX, BOCIPOU3BEICHHBIH
JIeKapCTBEHHBIH MpenapaT Win 0MoaHanoroBblil (0Momo100HbIN) JIeKapCTBEHHBIN Mpenapar (OrnoaHasor),
KOTOpBIM TEpPBBIM 3aperuCTPUPOBaH U3 4YHCIa HaxoAasmuxcs B obopore B Poccuiickoii Denepanuu,
OMODKBUBAJICHTHOCTh WJIM TEPAleBTUYECKas OKBUBAJICHTHOCTb, KadecTBO, dS((HEKTUBHOCTH W
0€30MacHOCTh KOTOPOT'O OLEHUBAIKNCH IO OTHOLIEHUIO K OPUTHHAIILHOMY JIEKAPCTBEHHOMY IIperapary, a
TaKXKe KadecTBO, H(PQPEKTUBHOCTH U O€30MaCHOCTh KOTOPOTO TOATBEPXKAAIOTCA pe3ysibTaTaMu
(dbapmakoHag30pa M MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPENCTB, HAXOJSIIMXCS B TIPa)IaHCKOM
000poTe, YCTAaHOBJICHHBIM TpeOOBaHMAM K MX KadyecTBy. B kadecTBe pedepeHTHOTO JIEKapCTBEHHOTO
mpermapata JUisli  BETEPUHAPHOTO IMPUMEHEHHs] HCIIOJIb3YETCs JIGKAPCTBEHHBIM  mpemapar Juis
BETEPUHAPHOTO NPUMEHEHMS, 3aperucTpupoBaHHbli B Poccuiickoii @enepanud Ha OCHOBaHUHU
pE3yJIbTaTOB JOKIMHUYECKUX HUCCIICOBAHHUM JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIIETOBAHHMA
JIEKapCTBEHHBIX MPENapaToB, NOATBEPKIAIONINX €0 Ka4eCTBO, 3PPEKTUBHOCT U OE30MIaCHOCTD;

(m. 11 B pen. denepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12) Bocipou3BeIEHHBIN JIEKAPCTBEHHBIN Ipenapar - JeKapCTBEHHbIN MpenapaT JUisi MEAULIMHCKOTO
IPUMEHEHMs, KOTOpbIi HMMEeT HKBUBAJIECHTHBI pepepeHTHOMY JIEKapCTBEHHOMY Ipemnapary
KAuYeCTBEHHBIM COCTaB M KOJMYECTBEHHBIM COCTAaB JCHCTBYIOIIMX BEIIECTB B OKBHUBAJIECHTHOU
JeKapcTBEeHHON (opme, OO JIeKapCTBEHHBIN Ipenapar A BETEPUHAPHOIO NPUMEHEHUs, KOTOPBIH
UMeeT TaKhe e, 4YTO0 M pedepeHTHBIH JIEKapCTBEHHBIM TIpemapaT, KadeCTBEHHBIH COCTaB U
KOJIMYECTBEHHBI  COCTaB  JICMCTBYIOIIMX BEUIECTB B TakoW K€ JIEKapCTBEHHOH  opme,
OMODKBUBAJICHTHOCTh ~ WJIM  TEPANEBTHYECKAsh OKBUBAJIECHTHOCTh KOTOPBIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JIEKapCTBEHHOMY Ipenapary MOATBEPKIEHa COOTBETCTBYIOIUMHU UCCIIE0BAHUSAMY;

(n. 12 B pen. denepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12.1) TepaneBTHYECKasi SKBUBAJIEHTHOCTb JIEKAPCTBEHHBIX MPENapaToB - JOCTUKEHHUE KIMHUYECKU
COIMOCTaBUMBIX TepaneBTUYecKoro s¢@dexkra M mnokazarened >PQPEeKTUBHOCTH M OE30MACHOCTH MpHU
IIPUMEHEHUN JIEKAPCTBEHHBIX IPENaparoB Il MEIUIUHCKOTO IPUMEHEHUS, HMMEIOIMX OJHO
MEXIyHapOJAHOE HENaTeHTOBaHHOE (MM XMMHUYECKOE, WM TPyNIHUPOBOYHOE) HAMMEHOBAHHE, B
SKBMBAJIECHTHBIX JIO3UPOBKaxX IO OJHMM M TEM JK€ IOKAa3aHUSAM K NPHUMEHEHHUIO U INPU OJUHAKOBOM
crioco0e BBEJIEHUS Y OHOM U TOH )K€ IpyNIbl OOJIbHBIX;

(m. 12.1 B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6uoananorosblii (6MOMOAOOHBIN) JIEKAPCTBEHHBINH IpenapaT (0MoaHaior) - OMOJOTHYECKHM
JIEKapCTBEHHBIN Ipenapar, CXOXHUil 1Mo mapaMeTpaM KadecTBa, 3((EeKTUBHOCTH M OE30MaCHOCTH C
pedepeHTHBIM OHOJOTMYECKUM JIEKApCTBEHHBIM IIPENapaToM B TakKOil e JeKapCTBEHHOH dopme U
MMEIOIIUI UJICHTUYHBIN cr10cO0 BBEACHUS;

(m. 12.2 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

12.3) B3ammo3aMeHsIeMbIIl JIEKAPCTBEHHBIN IIpenapaT - JEKapCTBEHHBIN IpenapaTr ¢ JAOKa3aHHOU
TEparneBTUUECKON 5SKBHUBAJEHTHOCTHIO WJIM OHOSKBUBAJICHTHOCTbIO B OTHOIIEHUU pPEPEPEeHTHOTrO
JIEKapCTBEHHOI'O IpenapaTa, UMEIOINN SKBUBAJIEHTHBIE €My Ka4€CTBEHHBIN COCTaB U KOJIMYECTBEHHBIN
COCTaB JIEUCTBYIOIIMX BEILECTB, COCTaB BCIIOMOTAaTEIbHBIX BEILIECTB, JIEKAPCTBEHHYIO (POpMY U CHOCOO
BBEJICHUS;
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(n. 12.3 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12.4) OHMOAPKBUBAIEHTHOCTh JIGKAPCTBEHHBIX IMpPENapaToB - JOCTHIKEHHE COMOCTaBUMBIX
1oKa3aTejel CKOPOCTH BCAChIBaHMS, CTENEHU MOCTYIUICHUSI K MECTy ACUCTBUS U CKOPOCTU BbIBEIECHUS
OJTHOTO WJIM HECKOJIBKHX 00JIaAaonmXx (papMaKkoJIOTHYeCKOH aKTUBHOCTBIO ACHCTBYIOIIUX BEIIECTB MPH
IPUMEHEHUH JIEKAPCTBEHHBIX IpenapaToB M MEIUIMHCKOIO INPUMEHEHUs, MMEIOUIMX OIHO
MEX/IyHapOJAHOE HENAaTEeHTOBAaHHOE (MM XMMHYECKOE, WM TIpPyNIHPOBOYHOE) HAUMEHOBAHHE, B
HKBUBAJIEHTHBIX JO3UPOBKAX U MPH OJIMHAKOBOM CIIOCOOE BBEJICHHUS;

(n. 12.4 BBeneH PenepasibHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

13) JICKApCTBEHHOE PACTUTCIBHOC CBIPHE - CBCKHEC HIIM BBICYHICHHBIC PaCTCHHA 100 HuX qacCTu,
HCIIOJIB3YCMBIC [JId MPOU3BOJACTBA JICKAPCTBCHHLIX CPCACTB OpraHu3aluidiMyd - I[MPOU3BOAUTCIIIMUA
JICKApCTBEHHBIX CPCACTB HJIM HU3IOTOBJICHHUA JICKAPCTBCHHBIX IIPEIAPATOB allTCYHBIMHU OpraHHU3allusaIMU,
BCTCPUHAPHBIMH allTCYHBIMW OpraHu3aluiaMi, WHAUBUAYAJIbHBIMU MNPCANIPUHUMATCIIIMY, WUMCIOIIUMU
JIMIICH3HUIO Ha q)apMaL[eBTI/I‘leCKYIO ACATCIIBHOCTD,

14) nexkapcTBEHHBIM pPAaCTUTENbHBII Ipenapar - JEKapCTBEHHbIN Ipenapar, NPOU3BEICHHbIN WU
U3TOTOBJIEHHBIN U3 OAHOIO BUJAA JIEKAPCTBEHHOT'O PACTUTEIBHOIO ChIPbs WM HECKOJIBKMX BHIOB TAKOTO
CBIPBS U pean3yeMblii B pacpacOBAaHHOM BHJIE BO BTOPHUHOMN (TIOTPEOUTENBCKOI) YITaKOBKE;

15) romeonaTuyuecKuii JeKapCTBEHHBIH MpemnapaT - JIeKapCTBEHHBIN Mpenapar, IpOU3BeACHHBIN HITH
W3TOTOBIICHHBI W3  (papMaleBTUYECKOW CyOcTaHIMM Wi  (papMalneBTHUYECKUX CyOCTaHIMA B
COOTBETCTBUH C TPEOOBAaHMAMHU OOLIMX (hapMaKOIEHHBIX cTaTell K rOMEONaTUYECKUM JIEKapCTBEHHBIM
mpernapataM WIH B COOTBETCTBHM C TpeOOBaHUSAMH (hapMakKOIeH CTpPaHbl IMPOU3BOAMUTENS TaKOTO
JIEKapCTBEHHOTO Iperapara;

(m. 15 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

16) MexxayHapoIHOE HEMTaTeHTOBAaHHOE HAaMEHOBAHUE JICKAPCTBEHHOI'O CPEJCTBA - HAUMEHOBaHHE
NEHUCTBYIONIETO0  BemIecTBa  (papMalleBTUYECKONM  CcyOcTaHIUM, peKoMeHAoBaHHOe  BcemupHoii
OpraHu3alyen 31paBOOXpaHEHUS;

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

17) ToproBoe HaMMEHOBaHHE JIEKAPCTBEHHOTO CpEACTBA - HAWMEHOBAHUE JIEKAPCTBEHHOI'O
CPEICTBA, NPHUCBOCHHOE €ro pa3pabdOTUMKOM, JepXKaTellieM WM BJIaAeldblleM pPEruCTPalMOHHOTO
yJIOCTOBEpEHHSI JIEKApCTBEHHOT'O Mpenapara;

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

17.1) rpynmupoBOYHOE HAMMEHOBAaHUE JIEKAPCTBEHHOTO  Tperapara - HaWMEHOBaHHE
JIEKApCTBEHHOTO TperapaTa, HE UMEIOIIET0 MEXIYHAPOIHOTO HEMaTeHTOBAHHOTO HAUMEHOBAHUS, WM
KOMOMHAIIMK JIEKapCTBEHHBIX TMPENapaTroB, MUCHOIb3yeMO€ B IIeNAX OOBEAMHEHHS HUX B TPYIIY MOA
€MHBIM HAMMEHOBAaHUEM UCXO/IS1 U3 OJJMHAKOBOTO COCTaBa JACHCTBYIOIIUX BEIIECTB;

(n. 17.1 BBenen denepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-D3)

18) obmas dapmakoneiitHas cTaTbs - JOKYMEHT, YTBEPKICHHBIN YIIOJTHOMOYEHHBIM (heiepaabHbIM
OpPraHOM HCIOJHUTEIBbHOM BJIACTH M COJAEP)KALMHN IEepedeHb MoKa3aTeslel KadecTBa U (WJINM) METOIOB
KOHTpPOJISI KadyecTBa KOHKPETHOW JIEKapCTBEHHOM (OpMBI, JIEKAPCTBEHHOTO PACTUTEIBHOTO ChIPbS,
OIUCaHUs OMOJIOTUYECKUX, OMOXUMHUYECKUX, MUKPOOUOIOTHYECKUX, PU3UKO-XUMHUECKUX, (PU3HUECKUX,
XUMHUYECKUX W JPYrMX METOJIOB aHaiMu3a JIEKapCTBEHHOI'O CpelICTBa, a Takke TpeOoBaHUS K
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UCTOJNB3YyeMBbIM B IIEJSX TMPOBEICHHS JIAHHOTO aHalM3a pEaKTHBaM, THTPOBAHHBIM pacTBOpaM,
WHUKATOpaM;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

19) dapmakoneiiHas craThsi - JOKYMEHT, YTBEPKICHHBIA YIOJTHOMOUYEHHBIM (heepaabHbIM
OpPTraHOM UCIIOJHHUTEIBHOM BIACTH U COJICPIKAIINN NIEPEeUYeHb NoKa3aTesei KayecTBa U METOI0B KOHTPOJIS
Ka4yecTBa JIKAPCTBEHHOTO CPECTBA;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

19.1) crangapTHbie 00pa3Ilbl - BEIIECTBA, MOCPEICTBOM CPAaBHEHHUS C KOTOPBIMU OCYIIECTBIISICTCS
KOHTPOJIb Ka4yeCcTBAa HCCIEAYEMbIX JIEKAPCTBEHHBIX CPEJICTB C IMOMOIIBI0 (PU3UKO-XUMHUYECKHX U
OMOJIOTMYECKUX METO/OB B LIEJSIX MOATBEPKICHHSI COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM
HOPMATHUBHOM OKYMEHTAIIUH, YCTAHOBICHHBIM IPH OCYIIECTBICHUU TOCYAAPCTBECHHON PETUCTPAINH, U
KOTOpBhIC TPHMEHSIOTCS Ui KaTUOPOBKM CTAHIAPTHBIX O0Opa3IOB IMPOU3BOJUTENS JICKAPCTBEHHBIX
CPE/CTB, HCIOJBb3yEMbIX JUIsi KOHTPOJS KadecTBA M HMHBIX IIEJeH MpU OOpallleHHH JIEKapCTBEHHBIX
CpPEACTB;

(m. 19.1 BBenen @enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19.2) dapmakoneiiHplii cTaHIAPTHBIM OOpa3er] - CTaHAAPTHBIA O0pasell, MPOW3BEIACHHBIN B
COOTBETCTBUH € (papmMaKoneitHON CTaThel;
(m. 19.2 BBenen PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-03)

20) HOpMAaTUBHAaA HOOKYMCHTaLUs - JOKYMCHT, conepmamnﬁ INEpEUCHb OIPCACILICMBIX 10
pe3yjibTaTaM COOTBCTCTBYIOIIUX OKCIICPTU3 IOKa3aTejie KadecTBa JICKAPpCTBCHHOI'O CpPEACTBa MJIA
MCAUIUHCKOI'O IPUMCHCHU S, MECTOJOB KOHTPOJIA €T0 Ka4CCTBA U YCTaHOBHeHHLIﬁ €TI0 IIPOU3BOAUTCIICM,

21) HOpMATUBHBIN TOKYMEHT - JOKYMEHT, COAEpKaIlUil IepedeHb ONPEeNIIeMbIX 0 pe3ybTaTaM
COOTBETCTBYIOIIMX OKCHEPTH3 IIOKa3aTeiaed KadecTBa M (WIM) METOAOB KOHTPOJS KadecTBa
JIEKAapCTBEHHOW  (OpPMBI, OMHUCAHHUS  OMOJOTUYECKUX, OMOXMMHUUYECKHX, MHUKPOOHUOIOTHYECKHUX,
(GU3NKO-XUMHUYECKUX, (PU3HMUECKUX, XUMUUECKUX U JIPYTHMX METOJOB aHallu3a JIEKAPCTBEHHBIX CPEJICTB
JUIs BETEPUHAPHOTO MPUMEHEHHUs, TPeOOBaHMsI K MCIOJIb3YEMbIM B LEJSIX MPOBEACHUS JaHHOIO aHaIn3a
peakTuBaM, THTPOBAHHBIM PAaCTBOPaM, MHAUKATOPAM U YCTaHOBJIEHHBIN €0 IPOU3BOANUTENIEM;

21.1) oOumii TEXHUYECKUN TOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTe€pUalioB, COCTOSILIUNA W3
HECKOJIBKMX  pas3fesioB -  JOKYMEHTalUUuu  aJIMHUHHMCTPATHBHOIO  XapaKTepa,  XHMMHWYECKOW,
(dapMmareBTUUeCKO W OHOJOTUYECKOW JOKYMEHTAIMH, (PapMaKoJIOTMueCcKOl, TOKCHKOJIOTHYECKON
JOKYMEHTAlUU, KIMHUYECKOW JIOKYMEHTALMM U IPEACTABISEMBIM OJHOBPEMEHHO C 3asBICHUEM O
roCy/1apCTBEHHON PETUCTPALIMU JIEKApCTBEHHOTO Mpernapara i MEJUIMHCKOro IpUMEHEHHs B popmare,
YCTQHOBJICHHOM YIIOJTHOMOYEHHBIM (heiepalibHbIM OpraHOM UCIIOJIHUTENBHOM BIIACTH;

(m. 21.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22) Ka4yecTBO JIEKAPCTBEHHOT'O CPEICTBA - COOTBETCTBUE JICKAPCTBEHHOI'O CPEJCTBA TPEOOBAHHIM
(apmakomneHoll cTaTby OO B Cllydae €e OTCYTCTBHS HOPMATUBHON JOKYMEHTAIlMU WJIM HOPMATUBHOTO
JOKYMEHTA,;

23) 06e30MacHOCTh JIGKAPCTBEHHOTO CPEICTBA - XapaKTePHCTHKA JICKApCTBEHHOTO CpPE/CTBa,
OCHOBaHHAas Ha CPAaBHUTEIILHOM aHaIu3e ero 3 ()EKTUBHOCTH U PUCKA IPUIUHEHHS BPE/ia 37I0POBBIO;
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24) 5(h}exTUBHOCTD JIEKApPCTBEHHOTO Ipernapara - XapaKTepPUCTHKAa CTENEHU IOJIOKHUTEIHLHOTO
BIIUSTHUSL JIGKAPCTBEHHOI'O TIperapara Ha TEYEHHE, NPOAODKUTEIBHOCTh 3a00JeBaHUS WU  €ro
MpeIoTBpaleHIEe, peaOuINTAalNI0, Ha COXpPaHEeHUE, MPEA0TBpallleHHe WIN ITpephIBaHie OEpEeMEHHOCTH;

25) cepusi IEKapCTBEHHOT'O CPEJCTBA - KOJIUYECTBO JICKAPCTBEHHOTO CPEICTBA, MPOHM3BEICHHOC B
pe3yabTaTe OJJHOrO TEXHOJIOTHYECKOTO IIKJIA €T0 TPOU3BOINUTEIIEM;

26) perucTpalioOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOTO Mpenapara - JOKYMEHT, MOITBEPKAAI0ITUN
(akT rocy1apcTBEHHOW PErHCTPALINU JIEKAPCTBEHHOTO TIpernapara;

26.1) ngepxartenb WU BIIaJeiel] PerucTPallMOHHOTO YAOCTOBEPEHUS JIKApCTBEHHOTO Ipemnapara -
pa3paboTuMK JIEKapCTBEHHOTO CpEJICTBA, IPOU3BOJAUTENb JIEKAPCTBEHHBIX CPEACTB WM HHOE
IOPUINYECKOe JIMIo, OOJajgaroliee MpaBoM BIAJCHHS PETUCTPAMOHHBIM yJIOCTOBEPEHHEM, KOTOPHIE
HECYT OTBETCTBEHHOCTb 32 Ka4eCTBO, 3 PEeKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOT'O IIPErapara;

(. 26.1 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-03)

277) perucTpanMoHHbIII HOMEp - KOJOBOE 0003HAUYECHUE, TPUCBOECHHOE JIEKAPCTBEHHOMY Ipenapary
IIPU €ro roCyAapCTBEHHON PETUCTPaLllu;

28) oOpaleHue JIEKapCTBEHHBIX CPEICTB - pPa3paboTKa, JOKJIMHUYECKUE HCCIICIOBaHUS,
KIIMHUYCCKUE HUCCICOOBAHUSA, DKCIICPTU3A, TOCYAAPCTBCHHAA PErUCTpalvsd, CTaHAapTU3alHsd 1 KOHTPOJIb
KayecTBa, IPOM3BOJICTBO, U3TOTOBJIEHUE, XpaHEHUE, NTepeBo3Ka, BBO3 B Poccuiickyto ®denepainio, BEIBO3
n3 Poccuiickoit @enepanuu, pekinama, OTIYCK, pealu3alys, Iepeaada, NPUMEHEHHE, YHUYTOXKEHUE
JIEKapCTBEHHBIX CPE/ICTB;

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

29) cyObekTbl oOpalieHHsl JEKapCTBEHHBIX CPEACTB - (U3WYECKUE JHUIla, B TOM UHUCIE
WHJUBUIyAIbHBIC TPEANPUHUMATENH, W FOPUAMYECKHE JIUIA, OCYIIECTBISIONINE ACSITEIBHOCTD IMPHU
oOpallleHUH JIEKApCTBEHHBIX CPEJICTB;

30) pa3paboTuuK JIEKApCTBEHHOTO CPEACTBA - OpraHu3aIlus, 00Jiaariasi mpaBaMu Ha pe3yJIbTaThl
JNOKIIMHUYECKUX  MCCIENIOBAaHUN  JIGKAPCTBEHHOTO  CPEJCTBA,  KIMHUYECKUX  HCCIETOBAHHM
JIEKapCTBEHHOTO TIperapara 1 (WJIM) Ha TEXHOJIOTHIO TIPOU3BOICTBA JICKAPCTBEHHOT'O CPEJICTRA,;

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

31) mpoM3BOACTBO JIEKAPCTBEHHBIX CPEACTB - NEATEIBHOCTh MO TMPOW3BOJICTBY JIEKAPCTBEHHBIX
CPEACTB OPraHU3ALUSAMU - IPOU3BOAUTEISAMHU JIEKAPCTBEHHBIX CPEACTB HA OJHOM CTaIUU, HECKOJIBKHX
WA BCEX CTAIUAX TEXHOJIOTHMYECKOTO IMPOIECcca, a TAKKE MO XPAHCHUIO M PEeATU3alii TPOU3BEACHHBIX
JIEKaPCTBEHHBIX CPE/ICTB;

31.1) npou3BoACTBEHHAs TIJIOMIAKA - TEPPUTOPUATIBEHO 000COOJICHHBIM KOMIUIEKC MPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJCTB, IPEIHA3HAYCHHBIM JUIS BBIIOJHEHUS BCEro Mpolecca NPOM3BOACTBA
JIEKapCTBEHHBIX CPE/ICTB MJIM €T0 ONPEEICHHOM CTau;

(m. 31.1 BBeneH PenepasbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

32) npou3BOAMTENH JEKAPCTBEHHBIX CPEACTB - OpPraHU3alMsl, OCYIIECTBIISIIOIIAs MPOU3BOICTBO
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUH € TPeOOBaHUAMHM HacTosIiero denepanbHOro 3aK0Ha,;
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33) ¢apmareBTHYECKas JCATEIBHOCTD - JNEATEILHOCTh, BKIIOYAKOMIAs B c€0sl ONTOBYIO TOPTOBIIO
JIEKapCTBCHHBIMU ~ CPEJCTBAMH, WX XpaHEHHE, TMEepeBO3Ky © (WIH) PO3HUYHYK) TOPTOBIIIO
JICKQpCTBCHHBIMH TIperaparaMd, B TOM YHCJIEC TUCTAHIMOHHBIM CIIOCOOOM, WX OTIIYCK, XpaHEHHE,
MIEPEBO3KY, U3TOTOBJICHHUE JICKAPCTBEHHBIX MIPETapaToB;

(B pen. @enepanbHoro 3akoHa ot 03.04.2020 N 105-D3)

34) opraHM3anus ONTOBOM TOPrOBJIM  JIEKAPCTBEHHBIMU CpPEACTBAMH -  OpraHU3alus,
OCYILLIECTBJISIONIA ONTOBYI0 TOPIOBIIIO JICKAPCTBEHHBIMH CpEACTBAMH, MX XpaHEHHE, IEpPEBO3KY B
COOTBETCTBHUH € TPeOOBAaHUSIMHU HACTOsIEr0 DeaepalbHOrO 3aKOHA;

35) amnre4yHas opraHu3alMs - OpPraHU3alUs, CTPYKTYPHOE TMOJpAa3[eliecHue MEIUIUHCKON
OpraHM3aIlfK, OCYIICCTBISIONINE PO3HUYHYIO TOPTOBIIO JICKAPCTBEHHBIMH IpermapaTaMi, B TOM YHUCIIC
JTMCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHUE, TIEPEBO3KY, U3TOTOBIICHUE M OTITYCK JICKAPCTBEHHBIX MPENapaToB
TUTSE MEIUITTHCKOTO MPUMEHEHHSI B COOTBETCTBUU C TPEOOBAHUSAMH HacTosmero denepaibHOTo 3aK0Ha;
(B pen. @enepanbHbix 3aK0HOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BerepuHapHas anTe4yHas OpraHU3alus - OpraHu3alus, CTPYKTypHOE IOApa3JeleHNe
BETEpUHAPHOW OpraHU3allM, OCYLIECTBISAIOIINE PO3HUUHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU NpernapaTaMu,
B TOM WYHCJIEC JHWCTAaHIMOHHBIM CHOCOOOM, XpaHEHWE, HW3TOTOBICHHE U OTIYCK JIEKAPCTBEHHBIX
IpenapaToB JUisi BETEPUHAPHOIO IMPUMEHEHUS B COOTBETCTBUM C TPEeOOBAHUSMH HACTOSILIETO
denepanbHOro 3aKOHA;

(B pen. @enepanbHoro 3akona ot 03.04.2020 N 105-03)

37) panscudumMpoBaHHOE JEKAPCTBEHHOE CPEJCTBO - JIEKAPCTBEHHOE CPEJICTBO, COMPOBOKIAEMOE
JI0KHOM MH(OpMalHeil 0 ero coctae U (WIK) IPOU3BOJIUTEIE;

38) HemoOpOKayeCTBEHHOE JICKApPCTBEHHOE CPEICTBO -  JIGKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIIEEe TpeOOBaHUAM (hapMaKOMEHHON cTaThu JIMOO B Cllydae €€ OTCYTCTBHUSI TPEOOBaHUAM
HOpMﬁTI/IBHOfI JAOKYMCHTAUXU UJIX HOPMATHUBHOT'O JOKYMCHTA,

39) xoHTpadakTHOE JIEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEJICTBO, HaxoAsdleecs B 000poTe
C HapyIIEHUEM IPa)IaHCKOTO 3aKOHOJATEIbCTBA;

40) JAOKIIMHUYCCKOC HUCCICIOBAHUC JICKApCTBCHHOT'O cpeacTBa - 6I/IOJIOFI/I‘IGCKI/IC,
MI/IKpO6I/IOHOFI/I‘IeCKI/Ie, HMMYHOJIOTHYECKHUEC, TOKCHUKOJIOIMYCCKHC, q)apMaKOHOFI/I‘ICCKI/Ie, (1)I/ISI/I‘~ICCKI/I€,
XUMHUYCCKUEC U JAPYTruc UCCICAOBAHUA JICKAPCTBECHHOT'O CPEACTBA IMYTEM IMPUMCHCHUA HAYUHBIX METOA0B
OICHOK B IECIAX IOJTYYCHUSA J0KA3aTCIbCTB 6G3OHaCHOCTI/I, KadyeCTBa " 3(1)(1)GKTI/IBHOCTI/I JICKApCTBCHHOT'O
CpCACTBA;

41) KJIMHUYECKOE HCCIIEJOBaHUE JIEKapCTBEHHOTO TMperapara - H3Y4YeHHE JIHarHOCTHYECKHX,
Je4eOHbIX, TPOPUIAKTUIECKUX, (HapMaKOJIOTHYECKUX CBOMCTB JIEKapCTBEHHOI'O Ipenapara B Ipolecce
€ro TMPHMEHEHHs y 4YellOBeKa, KMBOTHOTO, B TOM YHCJIE MPOIECCOB BCACBIBAHUS, paCIpEIEICHUS,
U3MEHEHMsT W BBIBEICHUS, IyTeM IPUMEHEHHs HAayYHBIX METOJOB OLIEHOK B IENAX IOJTy4eHUs
JI0Ka3aTeNIbCTB 0€30MacHOCTH, KadyecTBa U 3G (EKTHUBHOCTH JIEKAPCTBEHHOTO Ipenapara, JaHHBIX O
HEXXEJATeNbHbIX pEeaKUUsX OpraHu3Ma YeJlOBeKa, >KUBOTHOTO HA IPUMEHEHHUE JIEKapCTBEHHOI'O
npernapata U o0 3(dexre ero B3aUMOJEHCTBUSA C IPYTMMH JIEKapCTBEHHBIMU TMpernaparamMd U (WJIH)
MUIIEBBIMUA IPOAYKTaMH, KOPMaMH;
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42) MHOTI'OLICHTPOBOC KIIMHUYCCKOC HCCICAOBAHUE JICKAPCTBCHHOI'O IIp€riapaTta ajd MCAUIIMHCKOI'O
MNPpUMCHCHUA - KIIMHHUYCCKOC HCCIICAOBAHUC JICKAPCTBCHHOI'O IIpfliapara M MCAUIHUHCKOIO
IIPUMEHECHUSA, ITPOBOANMOC pa3pa60TLII/IKOM JICKAPCTBCHHOI'O IIpfriapara B ABYX H Ooiee MCEIULIMHCKUX
opranm3anusax 1Mo CAMHOMY IMMPOTOKOJIY KIMHUYCCKOI'O UCCICIOBAaHUSA JICKAPCTBCHHOI'O ITIpCIiapara,

43) MCKIAYHAPOAHOC MHOI'OLCHTPOBOC KIMHHYECKOC HMCCICIOBAHHE JICKAPCTBCHHOI'O IIpfIiapara
A MCOAULUMHCKOTO MPUMCHCHHA - KIMHUYCCKOC MCCICIOBAHUC JICKAPCTBCHHOI'O IIplriapara JId
MCIUIHUHCKOI'O IMPUMCHCHHUA, IIPOBOAMMOC p33pa60TLII/IKOM JICKApCTBCHHOI'O IIpf€rapara B pPa3IMYHbIX
CTpaHax 1o €AMHOMY IIPOTOKOJIY KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOT'O IIPLCIiapara;

44) NOCTpEerucTpalMOHHOE KIMHUYECKOE HCCIEeIOBaHUE JICKapCTBEHHOIO TMpenapara Ui
MEIUIUHCKOTO TMPUMEHEHUS - KIMHUYECKOE HCCIIEIOBAaHUE JICKAPCTBEHHOIO Ipenapara s
MEIUIIMHCKOTO MPUMEHEHUSs, IPOBOJAUMOE MTPOU3BOJUTENIEM JIEKAPCTBEHHOI'O Mpenapara, IpaxIaHCKUil
000pOT KOTOPOTO OCYIIECTBIISIETCS TOCJIE TOCYAApCTBEHHON PETUCTpAIMH, B IENSX JIOMOJHHTEIHHOTO
cbopa IaHHBIX 0 ero 6e30macHOCTH U AP(HEKTUBHOCTH, PACHIMPEHUS MTOKA3aHUN K MPUMEHEHUIO JTaHHOTO
JIEKApCTBEHHOTO MperapaTa, a TAk)Ke BBISIBICHHUS HEXKEJIATeIbHBIX PEAKIINi MallMeHTOB Ha €T0 JICUCTBHE;

45) wuccnenoBaHue OHMOIKBHBAJICHTHOCTH JICKAPCTBEHHOTO TIIperapara - BHUJI KIMHUYECKOTO
HCCIIEJOBAaHMsI JIEKAPCTBEHHOTO IperapaTa, MPOBEAEHHE KOTOPOTO OCYLIECTBIAETCS IS ONpPEAEICHUS
CKOPOCTH BCAachIBaHUS W BBIBEJCHHS OJHOTO WJIM HECKOJIBKHX O0Jagarommx (apMaKoIoTH4ecKon
aKTUBHOCTBIO JICHCTBYIOIIMX BELIECTB, KOJWYECTBA JICKAPCTBEHHOTO IIperapara, IOCTUTAOIIETO
CHCTEMHOTO KPOBOTOKA, W PE3YJIbTaThl KOTOPOTO IMO3BOJISIIOT CAEIATh BBIBOJ O OMOPKBUBAJICHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOT'O NIpErapaTa B OMPEIeJICHHbBIX JICKapCTBEHHOH (opme U TO3MPOBKE,
COOTBETCTBYIOUIHMX (hopMe U T03MPOBKE Pe(EPEHTHOTO JIEKAPCTBEHHOT'O MpeTapaTa;

(1. 45 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

46) wuccienoBaHUE TEpaNeBTUYECKOM HKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX IPENapaToB - BHJ
KJIMHAYECKOT0 MCCIIEOBAHNUs JIEKAPCTBEHHBIX MPENapaToB, MPOBEICHNE KOTOPOr0 OCYIIECTBIIACTCS IS
BBISIBIIEHUS] OJTMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPENapaToB ONpEAeIEHHON JIeKapCTBEHHOH (opMBl, a
TaK)K€ HaJIM4Yds OJMHAKOBBIX IIOKa3aTened Oe30MacHOCTM U A(PQPEKTUBHOCTH JIEKAPCTBEHHBIX
IPernapaToB, OJJUHAKOBBIX KIMHUYECKUX 3(P(PEKTOB NpH UX MPUMEHEHHH;

47) npOoTOKOJA KJIMHUYECKOTO MCCIIEJOBaHMSI JIEKapCTBEHHOT'O Ipernapara - JOKYMEHT, B KOTOPOM
OIIpeNIeNIAI0TCS 11eH, (POPMBI OpraHu3alMi U METOJOJIOTUS MPOBEACHUS KIMHHUYECKOTO MCCIIEeOBAHUS,
CTaTUCTUYECKUE METO/bl 00pabOTKM pe3yJbTaTOB TAaKOI'O HCCIEAOBAHHUS M MeEpbl MO O0ECIeYeHHUIO
06e30macHOCTH (U3MYECKUX JIMI, YYACTBYIOIIMX B KIMHUYECKOM MCCIIEJOBAHUU JICKAPCTBEHHOI'O
Ipernapara;

48) 6p0m10pa HCCICAOBATCIIA - CBOAHOC U3JIOKCHHUEC PC3YJIbTATOB JOKIIMHUYCCKOI'0 UCCIICAOBAHUA
JICKAPCTBCHHOTO  CpCACTBA U  KIMHHUYCCKOrO HCCICAOBAaHHA JICKAPCTBCHHOI'O IIperiapara I
MCIUIUHCKOI'O IPUMCHCHU

49) uHpopMalMOHHBIN JIMCTOK MAlMEHTa - JOKYMEHT, B KOTOPOM COJepkKaTcs B TOCTyIHOU dopme
CBEJICHHUsI, KacarollMecs MPOBOAMMOIO KIMHHUYECKOIO MCCIEN0BAaHUS JIEKAPCTBEHHOIO Ipemnapara, U B
IUCbMEHHONH (hopMe 10OpPOBOJIBHOE COIIACHE MAalMeHTa Ha y4acTHe B KIMHHUYECKOM HCCIIEAOBAHUU
JICKApCTBEHHOTO Tpernapara Mocjie O3HAKOMJIEHHS C OCOOCHHOCTSIMM KIMHMYECKOT'O HCCIIEeIO0BaHMA,
MMEIOLUMH 3HAYE€HUE JJIs BBIPAKEHUS TAKOTO COTJIACHS;
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50) noGouyHoe [eHcTBHME - peaklus OpraHu3Ma, BO3HHUKIIAS B CBA3M C IPUMEHEHUEM
JIEKApCTBEHHOr'0 IMpenapara B J03aX, PEKOMEHIYeMbIX B HMHCTPYKIHMH [0 €ro MPUMEHEHHUIO, IS
npoUIaKTUKU, AMATHOCTUKH, JIeUEHUs 3a00JI€BaHUS WIH I peaOuIuTaluu;

50.1) HexenarenbHas peakuusi - HENpeJIHAMEpeHHas HeONarompusTHAs peakUus OpraHu3Ma,
KOTOpasi MOKET OBITH CBsI3aHA C IPUMEHEHHEM JICKapCTBEHHOT'O Iperapara;
(m. 50.1 BBeneH PenepasibHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

51) cepre3Has HexenaTeiabHas peakiUs - HeKeJaTelbHas peakiusi OpraHu3Ma, CBsI3aHHAs C
IIPUMEHEHUEM JIEKApCTBEHHOI'O IIpernapaTra, INpHUBEAIIas K CMEPTH, BPOXKIACHHBIM AHOMAIUSM WIH
MOpOKaM Ppa3BUTHs OO MpeACTaBIAOMas cCO00M yrpo3y KH3HHM, TpeOyromias roCHUTaIU3aliud W
MpUBE/IIAs K CTOMKOW yTpaTe TPyI0CIIOCOOHOCTH U (MJIM) HHBAJIMIHOCTH;

52) HempenBuIIcHHAs HEXKeJaTelNbHAs PEaKIUs - HEXelaTelbHas peakiys OpraHu3Ma, KOTopas
CBSi3aHA C TPUMEHEHHEM JICKQpCTBEHHOIO IperapaTa B /033X, PEKOMEHIYEMBIX B IPOTOKOJIE €ro
KIIMHUYECKOTO HCCIICAOBaHUs, OpOIIope UCCIeIoBaTeis, WM C [PUMEHECHHEM JICKapCTBEHHOTO
mpermapaTa B /033X, PEKOMEHIYEMbIX B HHCTPYKIMH [0 €r0 NPUMEHEHHUIO [UIsl MPOQIIAKTHKH,
JMAarHOCTHKH, JICYCHUS 3a00JICBaHUS WJIM MEIUIIMHCKON PeaOMIIMTAIIMY MAIMeHTa, U CYIIHOCTb, TSKECTh
WIA WCXOJ KOTOPOW HE COOTBETCTBYET MH(OPMALMU O JICKAPCTBEHHOM IIperapare, coAepiKaiieiics B
MPOTOKOJIE €ro KIMHUYECKOTO HCCIICIOBAHUS, OpOIIOPE HCCICAOBATENl WIM B HMHCTPYKIHH 10
MIPUMECHECHHIO JICKAPCTBECHHOT'O TIPerapara;

(m. 52 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

52.1) ¢dapmakoHam30p - BHJI JAEATEIHHOCTH 10 MOHHTOPUHTY 3((EKTUBHOCTH U 0€30IMacHOCTH
JICKapCTBEHHBIX  IpernapaTtoB, HAlpaBIE€HHbI Ha BbIABIEHUE, OLEHKY M IMpeAoTBpalleHue
HE)KeJIaTEeJIbHBIX MTOCIEACTBUI IPUMEHEHMSI JIEKAPCTBEHHBIX IPENapaToB;

(m. 52.1 BBenen PenepasibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

52.2) miaH ympaBJeHUsT PUCKAMHU - TMOAPOOHOE OINMHMCAHME MEPOIPUATHH 1Mo (hapmakoHAm30pY,
HaIlpaBJICHHBIX Ha BBISBICHHE, OLEHKY U MPEAOTBPALICHUE WIM MUHUMHU3ALMIO PUCKOB, CBS3aHHBIX C
JIEKapCTBEHHBIMHU TIperapaTamMu, BKIItoUas OleHKY 3()(PEKTUBHOCTH JaHHBIX MEPOTIPUITHH;

(n. 52.2 BBenen denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

53) peuent Ha JIEKApCTBEHHBIH MpenaparT - MEIULUUHCKUAN JIOKYMEHT YCTaHOBJIEHHOW (OpMBI,
COJIepKalllMii Ha3HA4YeHHE JIEKapCTBEHHOTO Ipemnapara s MEIULMHCKOTO INPUMEHEHMS, BbIIAHHBIN
MEIAUIMHCKUM pPa0OTHUKOM B LENSIX OTIYyCKa JIEKApCTBEHHOrO Mpenapara WIM €ro M3rOTOBJICHUS U
OTIIyCcKa Ha OyMa)>KHOM HOCHUTEJIE MJIU C COTJIacHsl MallMeHTa UM €ro 3aKOHHOTO MPEeJICTaBUTENS B opMe
ANIEKTPOHHOTO JTOKYMEHTa, IOJIMUCAHHOIO C MHCIIOJIb30BAaHUEM YCHJIEHHON KBaTU(UIUPOBAaHHOU
AJIEKTPOHHOM MOJNUCH MEIMIMHCKOTO paboOTHHKA, JUOO0 JOKYMEHT YCTAHOBIEHHOH (OpMBI,
CoJlep KAl Ha3HA4YE€HME JICKapCTBEHHOTO Ipernapara JUisi BETEpUHAPHOIO INPUMEHEHHs, BBIIAHHBIN
CIELUAIUCTOM B OO0JacCTH BETEPUHAPUM B LENAX OTHYCKa JEKapCTBEHHOrO IIpernapara WIH €ro
M3TOTOBJICHUS U OTIyCKa HAa OyMa>KHOM HOCHTEIE;

(B pen. deaepanbHbIx 3aK0HOB OT 29.07.2017 N 242-03, ot 02.08.2019 N 297-03)

54) TpeOoBaHMe MEAMIIMHCKOW OpraHu3allid, BETEPUHAPHON OpraHu3almuu - JIOKyMEHT
YCTAHOBJICHHOH (hOPMBI, KOTOPBIM BBIMUCAH MEIUIIMHCKAM PAOOTHHUKOM WJIH CIIEHUAIMCTOM B 001acTH
BETEPUHAPUH, HMMEIOLIMMH Ha 3TO MIPaBO, U COACPKUT B NMUCHbMEHHOM (QopMe yKazaHHWEe anTedHOU
OpraHu3aly WM BETEPUHAPHOW alTeYHOM OpraHu3alu 00 OTITyCKe JIEKAPCTBEHHOIO Mpernapara Ui o
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€ro M3roTOBJIECHUHU U 00 OTIIYCKE IJIA obecrieyeHus 1e4eOHOro Imponecca B MCHHHHHCKOﬁ OpraHusaliuu,

BETEPUHAPHOMN OpraHU3alLlly;
(B pen. @enepanpuoro 3akoHa ot 02.08.2019 N 297-D3)

55) KOMIUIEKCHas OLEHKa JIEKapCTBEHHOIO IIpenapara - OLIEHKAa 3aperuCTPUPOBAHHOIO
JIEKapCTBEHHOT'O IIpenapara, BKIIoYaroIas B ce0s aHaau3 HH(OPMAIMK O CPAaBHUTEIBHOM KIMHUYECKON
3¢ HEKTUBHOCTH 1 0€30MaCHOCTH JIEKApCTBEHHOTO TpenapaTa, OleHKY SKOHOMHUYECKUX TOCIIEACTBUN ero
IPUMEHEHMs, U3Y4YEHUE [OIOJHUTEIbHBIX IOCIEICTBUNA NPUMEHEHUS JIEKapCTBEHHOIO Ipernapara B
LEeISIX IPUHSITHS PEIIEHUH O BO3MOXKHOCTH BKJIIOUYEHHUS JIEKApCTBEHHOIO IIpenapara B I1€pEYEHb
AKHU3HEHHO HEOOXOJMMBIX M Ba)KHEHIINX JIEKAPCTBEHHBIX MPENapaToB, HOPMAaTHUBHbIE MPABOBbIC aKThl U
UHBIE JOKYMEHTBI, OIPEAEISIONINE MOPAI0K OKa3aHUsI MEIUIIMHCKOM ITOMOLIY, WU UCKIIIOUEHUS €ro U3
yYKa3aHHBIX [1€PEYHs, aKTOB U JOKYMEHTOB;

(m. 55 BBeneH denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

56) cucreMa MOHUTOPUHTA JBIDKEHHUS JICKAPCTBEHHBIX MpENaparoB Ui MEIULUHCKOTO
MpUMEHEHUs - ¢eepaibHas TrocyJapcTBeHHass WH(OpPMAIMOHHAS CHCTEeMa MOHUTOPHHIA JIBUKCHUS
JIEKapCTBEHHBIX TIPENapaTtoB [isi MEAMIIMHCKOTO TMPUMEHEHHUS OT MPOM3BOAMTENS 1O KOHEYHOTO
MOTPEOUTENSI C WCIOJL30BAHUEM B OTHOIICHUHM JICKAPCTBEHHBIX IMPEMAapaToB Il MEIUIIMHCKOTO
MIPUMEHEHHUS CPEJICTB UACHTU(DUKAIINH.

(. 56 BBenen DenepanbHbIM 3akOHOM OT 28.12.2017 N 425-03)

Mnaea 2. MOJTHOMO4UA ®EAEPAJIbHLIX OPTAHOB VICI'IOJ'IHI/ITEJ'IbI-JOI?I 5
BJIACTWU, OPTAHOB UCIOJIHUTEJIbHOWU BJTIACTU CYBBEKTOB POCCUUCKOU
®EAEPALUU NPU OBPALLUEHUAUN NEKAPCTBEHHbLIX CPEACTB

Cratba 5. MNonHomounsa denepanbHbIX OPraHOB MWCMONIHUTENLHOW BRacTu npwu
obpalieHnm nekapcTBeHHbIX CpeacTB

K momromounsam Cl)e):[epaJ'ILHLIX OpraHoB HCIIOJIHUTEIBLHOM BJIACTH npu O6paH_[eHI/II/I JICKApCTBCHHBIX
CpCACTB OTHOCATCA:

1) mposenenue B Poccuiickoil Penepanuu eAMHON TOCYJapCTBEHHOM IOJUTHKH B 00JIACTH
o0ecrnieueHuns JeKapCTBEHHBIMU MpenapaTtaMu rpaxiaad B Poccuiickoit @enepanuy;
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2) yTBepxkaeHue oOmMX (¢apMaKoNeWHbIX cTaTed, (QapMakONeWHbIX CTaTed, U3JaHue
roCyJJapCTBEHHOH (papmaxorien, co3gaHne 1 BeJleHne peecTpa papMaKoneiHbIX CTaHIaPTHBIX 00pa3loB;
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) ocyuiecTBiIeHHE TOCYAAPCTBEHHOI0 KOHTPOJs (Haa3opa) B cepe oOpalieHHs JeKapCTBEHHbIX
CPEICTB;
(B pen. deaepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

4) NUIIEH3UPOBAHUE TIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB M (hapMaIleBTHUCCKON JEATEILHOCTH B
COOTBETCTBHUU C 3aKOHOJATENBCTBOM Poccuiickon denepaunu;

5) opraHuW3anus JKCIEPTHU3Bl JIEKAPCTBEHHBIX CPEACTB, ATHYECKON HSKCHEPTHU3BI BO3MOXKHOCTH
MPOBEJICHUS KJIMHUYECKOTO MCCIEN0BaHUs JEKAPCTBEHHOTO MIpernapara sl MEAULIMHCKOTO IIPUMEHEHHS],

www.consultant.ru Crpanuna 13 u3 140
HaJeKHasl MPpaBoBas NMOAAECPIKKA


http://www.consultant.ru/
http://www.consultant.ru/

®Oenepanbhblil 3akoH oT 12.04.2010 N 61-D3
(pen. ot 03.04.2020)
"O6 oOpareHnH JIeKapCTBEHHBIX CPeACTB"

Jokyment npenoctasien Koncynsrantllmoc
Jara coxpanenus: 09.06.2020

SKCHEPTU3bl JTOKYMEHTOB, IPEJCTABICHHBIX [UId ONpPEIENCHHs BO3MOXKHOCTH paccMaTpUBaTh
JIEKAPCTBEHHBIN IIpenapar Il MEIULMHCKOIO IIPUMEHEHHs IPU TIOCYJAapCTBEHHOM pPETUCTpalUU B
KayecTBe Op(paHHOTI0 JIEKaPCTBEHHOI'O IIpernapara;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5.1) opraHuzanusi TpOBEACHHS] KOMIUIEKCHOW OIEHKM JIEKAPCTBEHHOI'O Mpernapara B LENsX
MPUHATUS PEIICHUH O BO3MOXXHOCTH BKJIFOYEHHS JIEKQPCTBEHHOTO IperapaTa B MEpeYeHb KU3HEHHO
HEOOXOJUMBIX M BAXHEHMIINX JIEKAPCTBEHHBIX NpErapaTroB, HOPMATHUBHbBIC IPABOBBIC AKThl M HHBIE
JIOKYMEHTBI, OINpPEACNAIONINE MOPSJIOK OKa3aHUS MEAMIIMHCKOM IMOMOIINM WJIM HMCKJIIOYEHHUS €ro u3
YKa3aHHbIX [I€PEeYHs, aKTOB U JOKYMEHTOB;

(n. 5.1 BBegen denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

6) BbIJaUa pa3pelieHUl Ha MPOBEACHUE KIMHUYECKUX UCCIeI0OBAaHUN JIEKaPCTBEHHBIX IPENapaTosB,
BEJICHUE PEECTPa BBIJIAHHBIX Pa3pEIICHUN Ha MPOBEACHUE KIMHUYECKUX MCCIICIOBAHUM JIEKAPCTBEHHBIX
MpernapaTos;

7) TocynapCcTBEHHasi pPETUCTpalvs JICKApCTBEHHBIX IPENapaToB, BEACHUE TOCYAAPCTBEHHOIO
peecTpa JeKapCTBEHHBIX CPE/CTB;

8) opranmu3anus M (WIK) MPOBEJCHUE HHCTIEKTUPOBAHMS CyOBEKTOB 0OPAICHHUsI JICKAPCTBEHHBIX CPENICTB
Ha COOTBETCTBME IpaBUIIaM HaJylexalel 1abopaToOpHOM MPaKTHUKH, TpaBUIIaM HaJIexalien
KJIIMHUYECKOW MPAKTUKH, IPaBUIaM HaJUIeKallel MPaKTUKKA XpPaHEHUS U IEPEBO3KH JIEKAPCTBEHHBIX
IIpernapaToB, IpaBUIaM HaaJexallel TuCTpuObIOTOPCKOM NMPaKTHKY, ITpaBUIaM HaAJIeKaIleld anTeqyHon
MPAKTUKH;

(m. 8 B pea. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

8.1) opranm3amnus 1 (WIM) IPOBEACHHE HMHCIICKTUPOBAHHS CYOBEKTOB OOpAIICHUS JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEOOBAHMUSM TPAaBHUI HaJUIeKalleld MPOM3BOACTBEHHON MPAKTUKU, BbIayda
3aKJIIOYEHUH O COOTBETCTBUU MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSM IpaBUII
HaJjIeKalleld Mpou3BOJCTBEHHON TPAKTUKH;

(. 8.1 BBenen ®PenepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

8.2) ycTaHOBJEHHE TOpPsIKA BEJCHHMS U BEJCHHE TOCYJapCTBEHHOIO peecTpa 3aKIIoueHH o
COOTBETCTBUHM  TNPOM3BOAMTENS JICKAPCTBEHHBIX CPEJACTB TpPeOOBaHMAM MpPaBHJI  HaJUICKAIICH
MIPOU3BO/ICTBEHHOMN MPaKTHKH;

(. 8.2 BBenen ®PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9) rocynapcTBeHHas perucTpalus MpeaesibHbIX  OTIYCKHBIX 1€H IPOU3BOAUTENIEH Ha
JICKApCTBCHHBIC TIIpCHapaTthbl, BKIIOYCHHBIC B ICPCUCHL KHU3HCHHO HGO6XOI[I/IMI)IX M BaXHEHUITHX
JIEKapCTBEHHBIX MPENapaTroB, W BEJACHHWE TOCYJapCTBEHHOTO peecTpa MNpeAeibHbIX OTIYCKHBIX LEH
HpOH3BOI{HT€J’I€I>i Ha JICKApCTBCHHBIC NpCHapaThbl, BKIKOUYCHHBIC B ICPEYCHL KU3HCHHO HGO6XOI[I/IMI)IX u
BaXHEUIIINX JIEKaPCTBEHHBIX MIPENapaToB;

(B pen. ®exnepanbHoro 3akoHa ot 06.06.2019 N 134-03)

9.1) cornacoBaHue MPOEKTOB PELICHUN OPraHOB MCIIOJHUTEIBHON BiIacTH cyObekToB Poccuiickoit
@enepau 00 yCTaHOBJICHMM M (WJIM) W3MEHEHUHU IpelelbHBIX pPa3MEpOB OMNTOBBIX HaJI0aBOK U
NpeJeNbHBIX Pa3MEPOB PO3HUUHBIX HAN0aBOK K (PAKTMUECKHMM OTIYCKHBIM II€HaM, yCTAHOBJICHHBIM
MIPOM3BOJIUTENSAMUA JIEKAPCTBEHHBIX IpEnapaTroB, Ha JIEKAPCTBEHHbIE IIpernapaThl, BKIIOYEHHbIE B
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MepeYeHb )KMU3HCHHO HEOOXOIUMBIX M BKHEUIIIHNX JICKAPCTBEHHBIX MTPETIAPaTOB;
(n. 9.1 BBegen ®enepanbubiM 3akoHOM OT 13.07.2015 N 241-03)

10) Bblmauya, YCTAaHOBJIEHME TOpPSJIKA BbIIAYM pa3pelICHUs] Ha BBO3 KOHKPETHOH NapTHH
JIEKapCTBEHHOT0 cpeacTBa B Poccuiickyro denepanuio;
(. 10 B pen. ®enepanpuoro 3akona ot 02.08.2019 N 297-D3)

10.1) BeIaua, ycTaHOBICHHE TOPSIIKA BBIAAYU U (POPMBI JOKYMEHTA, KOTOPBIM MOATBEPKIAET, YTO
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O MpermapaTta JAjas MEAMLUHCKOrO TMPUMEHEHUS OCYIIECTBIEHO B
COOTBETCTBMHM C TpeOOBAHMSAMHU TPABWII HAIEKAIIEH MPOU3BOJACTBEHHONM TPAKTUKU MM YTO
JIEKapCTBEHHBIM Ipenapar 1js BETEpPUHApHOrO NMPUMEHEHMs AONylleH K oOpamieHuto B Poccuiickoit
denepany, W TMOMICKUT NPEACTABICHUIO IO TPeOOBAHUIO YIOJIHOMOYEHHOTO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKApCTBEHHBIH ITpenapar;

(n. 10.1 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOoro 3akoHa ot
02.08.2019 N 297-03)

10.2) Bpmaya, ycTaHOBJICHHE TOPSIKA BBIIAYM M (OPMBI JOKYMEHTA, COAEPIKALIETO CBEACHUS O
CTaAMAX TEXHOJOTHMYECKOro IpoIlecca IMPOU3BOJICTBA JICKAPCTBEHHOIO CPEICTBA JUISI MEIUIIMHCKOTO
MIPUMEHEHHUSI, OCYIIIECTBIIIEMbIX Ha TeppUTOprU EBpazniickoro 3KOHOMHUYECKOTO COI03a;

(n. 10.2 BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03, B pen. denepallbHOr0 3aKOHa OT
13.07.2015 N 241-®3)

11) cozmanue coBETOB MO BOMPOCAM, CBA3aHHBIM C OOpaIlieHUEM JIEKaPCTBEHHBIX CPE/ICTB;
12) arrecTamus u cepTHPUKAIUS CIICIIHATUCTOB;
13) yrpatun cuny ¢ 1 centsops 2013 rona. - @enepanbhsiii 3akoH ot 02.07.2013 N 185-D3;

14) ocymiecTBieHue hapmMakoHaI30pa;
(m. 14 B pen. denepanpHOro 3akoHa oT 22.12.2014 N 429-D3)

15) yuactue B MeXIyHapOAHOM COTPYIHUYECTBE;

16) mosryueHue 1o 3anpocam yIoJHOMOUEHHOTO (eiepabHOI0 OpraHa UCTIOJIHUTEIbHON BIACTH OT
OpPraHOB MHCIIOJHUTENBHOW BiacTh cyObekToB Poccuiickoil @enepaiuu, a Takke OT CyObEKTOB
oOpalleHusl JIEKAPCTBEHHBIX CPEACTB IS MEIUIMHCKOIO NPUMEHEHUS HH(POpPMalUU IO BOIpOcCaM
YCTaHOBJICHUS ¥ IPUMEHEHMUSI 1IEH Ha JIEKAPCTBEHHBIE IIPENapaThl U HaJ1I0aBOK K HUM;

17) MPUMCHCHUC MCP OTBCTCTBCHHOCTH 34 HAPYIICHUC 3aKOHOAATCIILCTBA Poccuiickoit CDGI[CpaI_[I/II/I;

18) yTBepkaeHHE TMpaBWJl HaAJexalled J1abopaTOpHOW MpPaKTHKH, TMpaBWI Hajylexalen
KJIIMHUYECKOW MPAaKTHKH, MPaBWI HaJJIEKAIEH NPOU3BOACTBEHHON IpAaKTUKW, NPABUJ HaJUlekKallen
MPaKTUKA  XpaHEHUs M  [EpeBO3KM  JIEKAPCTBEHHBIX  IpenapaToB, MNpaBWil  HaJUIexalei
TUCTPUOBIOTOPCKONW TPAKTUKH, MpaBUJ HaJJIeKalled anTedHol MpakTHKH, NpaBWII HaJuiexkalei
MPaKTUKU (hapMaKOHA30pa JEKAPCTBEHHBIX MPEnapaToB Isl MEAUIIMHCKOTO MPUMEHEHUS;

(m. 18 BBenmeH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

19) ycranosnenue nopsiaka GopMUPOBaHUS PETUCTPALIMOHHOTO JI0ChE HA JIEKaPCTBEHHBII Mpenapar

www.consultant.ru Crpanuna 15 u3 140
HaJeKHasl MPpaBoBas NMOAAECPIKKA


http://www.consultant.ru/
http://www.consultant.ru/

®Oenepanbhblil 3akoH oT 12.04.2010 N 61-D3
(pen. ot 03.04.2020)
"O6 oOpareHnH JIeKapCTBEHHBIX CPeACTB"

Jokyment npenoctasien Koncynsrantllmoc
Jara coxpanenus: 09.06.2020

U TpeOOBaHM K JOKyMEHTaM B €r0 COCTaBE;
(n. 19 BBenen @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

20) yTBepkIeHHE MPABIJI PAllMOHAIBHOTIO BEIOOPAa HAMMEHOBAHUH JIEKAPCTBEHHBIX MPENapaToB Jyis

MEIUIITHCKOTO MPUMEHEHHS;
(. 20 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

21) yTBepkIeHHE IEPEeYHs] HANMEHOBAHHN JIEKAPCTBEHHBIX (OPM;
(. 21 BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22) yrpatua cuity ¢ 1 mapta 2020 rona. - @enepanbHblii 3akoH oT 27.12.2019 N 475-03;

23) yTBepxkAeHHE TPEOOBAHUN K HMHCTPYKLUU MO MEIUIIMHCKOMY NPUMEHEHHIO JIEKapPCTBEHHBIX
MpenapaToB U K MHCTPYKIIMH 110 BETEPUHAPHOMY ITPUMEHEHHUIO JICKAPCTBEHHBIX MIPENapaToB;
(m. 23 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

24) npuHATHE PEIICHUH, SBJISIOUIMXCS OCHOBAHMSIMM JJISl BKJIFOUEHUS JOMEHHBIX MMEH U (WJIH)
yKazaresje CTpaHul] caiiToB B MH(OPMAlMOHHO-TEIEKOMMYHHUKAIIMOHHON cetn "HHTepHer", a Takxke
CETEBBIX AJpPECOB B €IMHYIO aBTOMAaTU3MPOBAHHYIO HHQOpMaIMOHHYI0 cuctemy "Eaunbiii peectp
JOMEHHBIX HMEH, YyKa3aTeled CTpaHull CalTOB B HH(GOPMAlMOHHO-TEIEKOMMYHUKAIIMOHHON CETH
"Unrepuer" u CETEBEIX aJIpeCoB, MO3BOJISTIOIINX UIEeHTU(DUIIMPOBATH CalTEI B
nH(OPMALIMOHHO-TEIIEKOMMYHHUKAIMOHHON ~ cetn  "WHTepner",  cogepxamue  uHDOpMaLHIO,
pacmnpoctpaneHue kotopoil B Poccuiickoit ®enepanuu 3ampemieHo", B OTHONICHHH WH(OpPMAIUH,
coJiep>Kallel Mpeaio’)KeHne O PO3HUYHON TOProBiie JIEKAPCTBEHHBIMH MpernaparaMd, B TOM 4YHCIIE
JUCTAHLIMOHHBIM  CIIOCOOOM, pPO3HMYHAs TOProBJiI KOTOPHIMU OrpaHWY€Ha WJIM 3allpellleHa B
COOTBETCTBHUH ¢ HacTosiuM DeepanbHbIM 3aKOHOM, U (1K) HHGOPMAIUH, COAEPKaIIe MpeIoKEeHHIE
O pPO3HUYHOW TOProBI€ JIEKAPCTBEHHBIMH IIperapaTaMy, B TOM YHCIE TUCTAHIIMOHHBIM CIIOCOOOM,
JULAaMH, HE€ HMMEIOIIMMH JUUEH3UH M pa3pelieHusi Ha OCYLIECTBICHHE TAKOM NEATEebHOCTH, €CIIU
MOJIyY€HHUE JIMLEH3MM W  pa3pelleHHs] MPeayCMOTPEHO 3aKOHOJATEeIbCTBOM 00  oOpalieHuu
JIEKApCTBEHHBIX CPEJICTB;

(. 24 B pen. denepanpHoro 3akoHa ot 03.04.2020 N 105-D3)

25) BblAaua pa3penieHuit Ha BBOJ B TPaKIAHCKUN 000POT KIMMYHOOHUOIOTHYECKUX JEKAPCTBEHHBIX
MIpPeTapaToB.
(. 25 BBeneH denepanpHbiM 3aKk0HOM 0T 28.11.2018 N 449-03)

KoncynprantlIntoc: npumedanue.

Ct. 5.1 pacmpocTpaHsieTcsi Ha MOJTHOMOYHS, KOTOPbIe HE TepeaHbl A OCYIIECTBICHHS OpraHam
rOCyJTapCTBEHHOH BIIACTH CyOBeKTOB PD M opraHam MECTHOTO CaMOYIPABICHHS COOTBETCTBYIOIIUMHU
dbenepanbapiMu 3aKoHaMU (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. lepemaya ocywecTBneHUs nonHomouun enepanbHbIX OpPraHoB
MCNONIHUTENLHOW BMacTu nNpu oOOpalleHUM JeKapCTBEHHbIX CpPeACcTB oOpraHam
MUCNONHUTENbLHOWN BnacTn cyobektoB Poccumckon depgepaumm

(BBenena denepanbHbIM 3akoHOM OT 13.07.2015 N 233-D3)

[TomaoMOUHs (I)C,Z[CpaHBHBIX OpTraHOB HCIIOJIHUTEIILHOM BJIaCTU npu O6paH_[eHI/II/I JICKApCTBCHHBIX
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CPEICTB, MpPEAYyCMOTPEHHbIE HacTosmMM @DenepanbHbIM  3aKOHOM, MOTYT IepefaBaTbCs s
OCYWIECTBIICHHSI ~ OpraHaM  HWCIOJHUTENBbHOW  Bimacth  cyObekToB  Poccuiickoii  Denepanuu
nocranoBieHussMu [IpaButennsctBa Poccuiickoit denepanuuu B nopsjke, ycraHoBieHHOM DenepaibHbIM
3aKOHOM OT 6 OKTA0psa 1999 roma N 184-®3 "OO6 o0muMX NPUHIMUIIAX OPTaHU3ANH 3aKOHOAATEIbHBIX
(mpeacTaBUTENbHBIX) U HCIOJHUTENIBHBIX OPraHOB TI'OCYAapCTBEHHOW BiacTH cyObeKkToB Poccuiickoit
Oenepanun".

Cratba 6. NNonHOMO4YMA OpraHOB UCMOJSIHUTENbLHOW BnacTu cyb6bekta Poccunckon
denepaumm npm obpalieHMn NeKapcTBeHHbIX CpeacTB

K momHOMOUYMsAM OpraHoB HCIOJMHUTEIBHOW BiacTu cyOwbekTa Poccuiickoit denepanuu mpu
oOpaIlleHuy JICKAPCTBEHHBIX CPEICTB OTHOCSTCS:

1) pa3paboTka U peanu3anusi peTHOHAIBHBIX MPOTPaMM OOECIICUCHUS HACeNIeHUs JIEKapCTBEHHBIMU
npenaparamu;

2) yCTaHOBJIEHHUE IPEJIEJIbHBIX pa3MEpOB ONTOBBIX HAJ0ABOK M MPEACIIbHBIX Pa3MEpOB PO3ZHUYHBIX
Ha/0aBOK K (aKTHUECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM IPOW3BOJUTEISIMU JIEKAPCTBEHHBIX
IIpernaparoB, Ha JICKApPCTBEHHbIC NpenapaThl, BKIIOYEHHbIE B IEPEUYEHb MXMU3HEHHO HEOOXOIUMBIX U
BAKHEUIIINX JICKAPCTBEHHBIX IIPENApaTOB;

3) ocylecTBIEHHE PETHOHAIBLHOIO TOCYJAPCTBCHHOTO KOHTPOJS 3a MPUMEHEHHWEM II€H Ha
JIEKApCTBEHHBIC TIpenaparhl, BKIIOYCHHBIE B MEPEYCHb KU3HEHHO HEOOXOAMMBIX U BaXXHEHUIIUX
JIEKapCTBEHHBIX IMPENapaToB, OPraHU3alUSIMH OINTOBOM TOPIOBIM JIEKAPCTBEHHBIMH CPEJICTBAMHU,
anTEYHBIMU OPTAHHU3ALUSAMH, WHIUBUAYAIHHBIMH MPEANPUHUMATEISIMU, HMEIOIIMMUA JUIEH3UI0 Ha
(dbapmaleBTUUECKYIO AESITeNbHOCTh, MEIUIIMHCKUMHU OpTraHU3alMsIMH, HWMEIOUUMH JIMIEH3UI0 Ha
(dapMaIleBTHYECKYIO JCSITeIbHOCTh, W WX O00O0COOJCHHBIMU TMOJApa3fcieHUusIMU (amMOyJIaToOpusMu,
denpamepckuMu U QENpIIIePCKO-aKyIIEPCKUMH  MYHKTaMH, IEHTpaMu (OTIENEeHUsMHU) OOIIei
BpayeOHON (CEMEHOM) MPaKTHUKU), PACIOJIOKEHHBIMH B CEJIbCKUX HACEJIEHHBIX IMYHKTaX, B KOTOPBIX

OTCYTCTBYIOT alIT€YHbIE OpPraHU3alNu;
(B pen. @enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-@3, ot 27.12.2019 N 475-D3)

4) npuHsATHEe pemieHUs 00 HCIONB30BAaHMM Ha Tepputopuu cyowbekra Poccuiickoit deneparmu
HapsTy ¢ perenTaMy Ha JICKapCTBEHHBIC MTPenapaThl, 0POPMIICHHBIMU Ha OyMa)KHOM HOCHUTEIIE, PEIEITOB
Ha JIEKApCTBEHHBIE MIpenapaTsl, CPOPMUPOBAHHBIX B (hOpME AIIEKTPOHHBIX JOKYMEHTOB.

(. 4 BBennen denepanbHbIM 3aKOHOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYOAPCTBEHHAA ®APMAKOIEA

Cratba 7. PaspaboTtka n usgaHume rocygapcTtBeHHou hapmakoneu, pasmelleHue
AaHHbIX O HEX

1. Tlox rocymapcTBeHHOW (apMakoreeil MOHUMAeTCs CBOJ OOmUX (hapMaKOMEWHBIX CTaTed u
(hapMaKOIIeHHBIX CTATEH.

2. Pa3paboTtka oOmuMx ¢apMakonelHeIx cTaTedl U (apMakoNeHHbIX cTaTeld, B TOM YHUCIIE
(dapMakoIeiHbpIX cTaTed Ha (QapMakomnelHble CTaHAapTHBIE oOOpasmbl, W BKJIOYEHHE WX B
rOCYJapCTBEHHYIO (DapMaKoNe OCYIIECTBISIOTCS B IOPSJIKE, YCTAaHOBJICHHOM YIIOJHOMOUYEHHBIM
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(benepanbHbIM OPraHOM HCIIOJIHUTENBHON BIIACTH.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Pa3pabotka dapmakoneiiHoi cTaThu Ha pedepPeHTHBIA JIEKAPCTBEHHBIN MpenapaTr U BKIIOUYCHHE
ee B rOCyIapCTBEHHYIO (apMakorero B TEUEHHE CPOKa JCHCTBUS 3alUTHl MCKIIOYHUTEIBHOTO TIpPaBa,
YAOCTOBEPEHHOI0 MAaTeHTOM Ha pedepeHTHbIN JIEKapCTBEHHBIN Mpenapar, OCYyIIECTBISIOTCS C COTJIacHs
ero pa3padoT4HKa.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. TocynmapctBeHHas ¢apmakornes W3JaeTCsl yIOJHOMOYEHHBIM (helepaibHbIM  OpPTaHOM
WCTIOJTHUTEJIEHOM BJIACTH 3a CUET CPEACTB (eliepaabHOro OIJPKETa U MOJUICKHUT TEPEH3AaHUsIM HE PEKe
9eM OJIMH pa3 B MATh JIET, B MEPUOJA MEXKIY KOTOPBIMU H3JIAIOTCS MPUIOKCHHS K TOCYJapCTBEHHOM
dapmakoriee, coxaepxamiue oOmme ¢apMmakornelHple cTaThu W (Win) (apMakoIleWHbIC CTaThH,
YTBEPKICHHBIC TIOCTIC H3TaHMSI HITH TIEpEU3JaHus TOCYJapCTBEHHOM (papMakorieu.

5. YnonHomoueHHBIH (enepanbHblii OpraH HCHOJHUTENBHON BJIACTH pa3MellaeT JaHHbBIE O
roCyIapCTBEHHOU (hapMakoriee U MPIIOKCHHUIX K HEel Ha CBoeM OQHUITMAIBHOM caiite B cetn "MHTEepHET"
B YCTAaHOBJICHHOM UM TOPSJIKE.

asa 4. FTOCYOAPCTBEHHbIA KOHTPOJb NPU OGPALLEHUA
NEKAPCTBEHHbIX CPEACTB

Ctratba 8. JlMueH3MpoBaHMe nNpPOU3BOACTBA JEeKAPCTBEHHbIX CpPeAcTB U
dapmaueBTUYECKON OeATEeNIbHOCTH

1. JInneH3upoBanue MpOU3BOJCTBA JEKAPCTBEHHBIX CPEJICTB U (hapMaleBTUUECKOHN AeqTelnbHOCTH
OCYILECTBIISIETCSA B COOTBETCTBUU C 3aKOHOaTenbCTBOM Poccuiickoit denepanun.

2. O0s3aTeabHBIM YCIOBHEM MIPEIOCTABIECHUS JIMIEH3UN Ha IPOM3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB
SBJIIETCS MPUJIOKEHUE K 3asBICHUIO COMCKATelNsd JIMIIEH3UM IEepeyHs JIEKApCTBEHHBIX (GopM U (WUin)
BUJOB (hapMalleBTUUECKUX CyOCTaHIMN, KOTOpPbIE MPOU3BOAUTENH JIEKAPCTBEHHBIX CPEACTB HaMepeH
MIPOU3BOIUTE.

3. B ciryuae HEOOXOAMMOCTH paclIMpeHHs IPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB 3a CUET HOBBIX
JIEKapCTBEHHBIX (OpM M BUIOB (PapMalleBTUUECKUX CYOCTAHIIMN MPOU3BOIUTENH JIEKAPCTBEHHBIX
CPEZCTB JA0JDKEH MepeoOPMHTD JIUILIEH3UIO Ha TPOU3BO/ICTBO JEKAPCTBEHHBIX CPE/ICTB.

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

Koncynwsrantllntoc: npumeuanue.
C 29.12.2020 ct. 8 nononusiercs u. 4 (O3 ot 27.12.2019 N 481-D3).

KoncynprantlIntoc: npumevanue.
C 29.12.2020 panHbIi 1okyMeHT gonodHsercs ctT. 8.1 (O3 o1 27.12.2019 N 481-D3).

Cratba 9. [locypapcTBeHHbIn KOHTponb (Hag3op) B cdepe obGpalieHus
neKapcTBEeHHbIX CpeacTB
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(B pen. @enepanpHoro 3akoHa ot 25.06.2012 N 93-03)

1. T'ocyaapcTBeHHBIM KOHTPOIIb (Haa30p) B cdepe oOpalleHus JIeKapCTBEHHBIX CPEACTB BKIIIOYAET B
ceost:

1) JUICH3UOHHBIA KOHTPOJIb B cdepe MPOU3BOJACTBA JICKAPCTBEHHBIX CPEACTB M B cdepe
(hapMaIeBTHUECKOM IeATEITHbHOCTH;

2) henepabHBINA rOCYIaPCTBEHHBIN HAA30p B chepe oOpaleHus JEKapCTBEHHBIX CPEJICTB;

3) BEIOOPOUYHBIN KOHTPOJIb Ka4eCTBA JIEKAPCTBEHHBIX CPEJICTB.
(. 3 BBennen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

2. JIuueH3WOHHBIH KOHTPOJIbF B cdepe TMPOM3BOACTBA JIEKAPCTBEHHBIX CPEICTB H B cdepe
(bapMaleBTUUECKON JEATEIBHOCTH OCYIIECTBISICTCS YHMOJHOMOYEHHBIMU —(peiepalibHbIM  OpraHOM
WCTIOJTHUTEJIbHOW BJIACTU M OpraHaMu HCIIOJHHUTENIbHOW BllacTU CcyOBbekTOB Poccuiickoit deneparnuu
COIJIACHO MX KOMIIETEHIIMM B MOpAJKE, ycTaHOBIeHHOM DenepanbHbIM 3aKOHOM OT 26 aekadpst 2008
roga N 294-®3 "O 3amure npaB IOPUAWYECKUX JIML W UHAUBUAYAIbHBIX IpEeANpUHUMATENEH HpU
OCYIIECTBICHUH TOCYAAPCTBEHHOTO0 KOHTPOJIS (HAA30pa) MU MYHHULHUIAIBHOTO KOHTPOJNA", C Yy4eToM
0COOCHHOCTEH OpTraHU3AIMH U IPOBEICHUS MPOBEPOK, YCTAHOBICHHBIX DeiepaibHbIM 3aKOHOM OT 4 Mast
2011 roma N 99-@3 "O nuneH3upoBaHUU OTJEIbHBIX BUJIOB JIEITEIHLHOCTH" .

3. ®enepanbHBI TOCYJApCTBEHHBIM Ham30p B cdepe oOpalieHus JIEKapCTBEHHBIX CPENCTB
OCYILECTBIISICTCS YHNOJHOMOUYEHHBIMHM (pellepaibHbIMU OpraHaMM MCIOJHUTEIbHOM BiacTH (nanee -
OpraHbl TOCYJApCTBEHHOTO HAaJa30pa) COIIACHO WX KOMIETCHIMH B MOPSAKE, YCTaHOBICHHOM
[IpaBuTenscTBoM Poccuiickoi @enepanuu.

4. @enepaibHBI TOCYAAPCTBEHHBIH HaA30p B cdepe oOpallleHus: JIEKApCTBEHHBIX CPEICTB
BKJIFOYAET B ceO0sl:

1) opraHuzanuio M MPOBEACHUE MPOBEPOK COONIOJEHUS CyOBEeKTaMU OOpalleHHs JIEKapCTBEHHBIX
CPEICTB YCTaHOBJIEHHBIX HacTosAmUM DenepanbHbIM 3aKOHOM M INPUHATBIMH B COOTBETCTBUU C HUM
MHBIMM HOpPMaTHBHBIMU IpaBOBbIMU akTaMu Poccuiickoil denepaunn TpeOoBaHUN K JOKIMHHUYECKUM
UCCJIEIOBAaHMAM JIEKAPCTBEHHBIX CPEACTB, KIMHUYECKUM MCCIEAOBAHMSM JIEKAPCTBEHHBIX IPENApAaTOB,
XpaHEHMIO, IEepeBO3Ke, BBO3y B Poccuiickyro denepanuio, OTIYCKYy, pealu3aluy JIEKapCTBEHHBIX
CPEICTB, IPUMEHEHMIO JIEKAPCTBEHHBIX IIPENApaTOB, YHHUUYTOKEHUIO JIEKAPCTBEHHBIX CPEJCTB,
YCTAHOBJICHUIO ITPOU3BOAMTEISIMHU JIEKAPCTBEHHBIX IIPENAapaTOB ILIEH Ha JIEKAPCTBEHHBIC IIpENaparsl,
BKJIIOYEHHBIE B NIEpEUYEHb KU3HEHHO HEOOXOIMMBIX M BaXKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, a TAKKe
COOJIOJIEHNsSI  YIIOJIHOMOYECHHBIMA ~OpraHaM{  HUCIIOJIHUTENIbHOM BJAcTH CyOBEKTOB Poccuiickoi
denepanii METOJUKH YCTAaHOBJIEHUS HpPEAETbHBIX pasMEpOB ONTOBBIX HaJ0aBOK M MpPEIeNIbHBIX
pa3MepoB pO3HUYHBIX HA/10aBOK K (PaKTUYECKUM OTITYCKHBIM II€HaM, YCTAHOBJIECHHBIM ITPOU3BOIUTENISIMU
JIEKapCTBEHHBIX IPENapaToB, Ha JIEKapCTBEHHBbIE IpPENaparbl, BKIOYEHHBIE B IE€PEUEHb KU3HEHHO
HEO0OXOUMBIX M BaXKHEUIINX JIEKapCTBEHHBIX MpenapaToB (Aajnee - 00si3aTesIbHbIe TpeOOBaHus);

(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-03)

2) opraHu3aIyio ¥ MPOBEJIECHNE TIPOBEPOK COOTBETCTBUS JICKAPCTBEHHBIX CPENICTB, HAXOIANINXCS B
rpa)xaaHCKOM 000pOTe, YCTAHOBIEHHBIM TPEOOBAHUSAM K UX KaUECTBY;

www.consultant.ru Crpanuna 19 u3z 140
HaJeKHasl MPpaBoBas NMOAAECPIKKA


http://www.consultant.ru/
http://www.consultant.ru/

®Oenepanbhblil 3akoH oT 12.04.2010 N 61-D3
(pen. ot 03.04.2020)
"O6 oOpareHnH JIeKapCTBEHHBIX CPeACTB"

Jokyment npenoctasien Koncynsrantllmoc
Jara coxpanenus: 09.06.2020

2.1) mpoBezieHNE KOHTPOJIBHBIX 3aKYNOK B HENSX MPOBEPKH COOMIOACHUS CyObEeKTaMH OOpaIieHHs
JICKaApCTBEHHBIX CPEACTB, OCYUICCTBISIOIIMMHU PO3SHHUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMHU IperapaTaMu
IUIST MEJUIMHCKOTO TPUMEHEHHs, TPaBHJ OTITyCKa JICKApCTBEHHBIX MpPENapaTtoB Uil MEAUIUHCKOTO
npuMeHeHus W (WaM) 3ampera  npofaxku  (anbCU(UIMPOBAHHBIX  JIGKAPCTBEHHBIX  CPECTB,
HeI0OPOKaYeCTBEHHBIX JICKAPCTBEHHBIX CPEJICTB U KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB;

(m. 2.1 BBenen denepanbHbIM 3aK0HOM 0T 27.12.2018 N 511-D3)

2.2) npoBe/ieHUE KOHTPOJIbHBIX 3aKYNOK B LEJSIX IPOBEPKU COOIIOACHUS CyOBEeKTaMH OOpaIieHus
JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIOMIMMHU PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMHU IIpernaparaMu
JUIS BETEPUHAPHOTO TMPUMEHEHHs, TMpaBWJI HaJJIeXalled anTeyHOW TMPaKTUKU JIeKapCTBEHHBIX
MpemapaToB JUIsi BETEPUHAPHOTO MPUMEHEHHs u (WIM) 3ampeTra Mpojaxu Qarbcu(PUIMPOBaHHBIX
JIEKapCTBEHHBIX  CPEJICTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB U KOHTPa(aKTHBIX
JIEKApCTBEHHBIX CPEJICTB;

(m. 2.2 BBenen denepanbHbiM 3akoHOM 0T 02.08.2019 N 297-03)

3) opraHu3aIuio U NpoBeaeHue papMaKoHaI30pa;

4) npuMEHEeHHE B MOPSIKE, YCTAHOBICHHOM 3aKOHOJIATENLCTBOM Poccuiickoit dexepanyu, Mep 1o
MIPECEUCHUIO BBISIBJICHHBIX HApPYIICHUW 00s3aTeIbHBIX TPeOOBaHWN WM (W) YCTPAHCHUIO TMOCIEACTBHIMA
TAaKUX HAPYIICHWH, B TOM YHCJIEC MPHUHATUE PEIICHUS O HAXOXKICHHH JICKAPCTBEHHBIX CPEJICTB B
oOpartieHuy, BeIIa9y IpeIITUCaHNi 00 YCTPAHCHUHN BBISIBJICHHBIX HAPYIIEHUH 00s3aTeIbHBIX TPEOOBAHUN
Y TIPUBJICYCHHUE K OTBETCTBECHHOCTH JIUII, COBEPIIMBIINX TAKKE HAPYIIICHUS.

(dactb 4 B pen. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. ®enepanbHBIi TOCYIApPCTBEHHBIM HAI30p B cdepe oOpalieHus JIeKapCTBEHHBIX CPENICTB
OCYIIECTBIISICTCS B TOPsIKE, ycTaHOBJICHHOM DenepanbHbM 3aKOHOM OT 26 nekadpst 2008 roma N
294-03 "O 3amuTe TMNpaB IOPUAWYECKUX JHMI W HHAWBUAYAIbHBIX MpEANpUHUMATENCH Mpu
OCYIIECTBJICHUN TOCYAAPCTBEHHOTO KOHTPOJIS (HAA30pa) U MYHMIMIAIBHOTO KOHTPOJS', C y4eToM
O0COOCHHOCTEH, YCTaHOBIEHHBIX HacTosmIeld craTheil. [IpeaBapuTenbHOE COTrIacOBaHUE C OpraHaMu
MPOKYpPATyphl CPOKOB TPOBEICHUSI BHEIUIAHOBOW MPOBEPKU CYOBEKTOB OOpAIICHHS JIEKapCTBEHHBIX
CpPEeICTB, a TaKXkKe [MPEABAPUTEIBHOE YBEJOMIICHHE IOPUAMYECKUX JIUL, WHAUBUAYaJIbHBIX
MpeAnpUHUMATENIe O Havyaje MPOBEJACHHUS O3TOM NpoBepkH He TpelOyercs. OpraHbl MPOKYpaTyphl
W3BEIIAIOTCA O MPOBEIEHUU BHEIJIAHOBOM MPOBEPKU CYOBEKTOB OOpaIlleHHs JIEKapCTBEHHBIX CPE/ICTB
MOCPEJICTBOM HANpPABJICHHUS COOTBETCTBYIONIUX JOKYMEHTOB B T€UCHHME TpeX padOuyux JHEH ¢ MOMEHTa
OKOHYAHMS MPOBEICHUS YKa3aHHON BHEIIIAHOBOW MPOBEPKHU.

(dactb 5 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. JloKHOCTHBIE nMIla OpraHa TOCYJapCTBEHHOTO HaJa30pa B MOPSAIAKE, YCTAaHOBIEHHOM
3aKoHoJaTenbCcTBOM Poccuniickoit denepanuu, UMEIOT paBo:

1) monmyyaTh Ha OCHOBAaHWU MOTHBHMPOBAHHBIX MHUCHMEHHBIX 3aMPOCOB OT CYOBEKTOB OOpalleHus
JIEKApCTBEHHBIX CPEJICTB, OPTraHOB HCIIOJTHUTEIBHOW BJIACTU CyOBEKTOB Poccuiickoit ®Denepannu u
OpraHOB MECTHOTO CaMOYIpPaBIEHUS JOKYMEHThl M HH(OpMalIMIO 1O BOMpocaM OOpaIieHus
JIEKaPCTBEHHBIX CPEJICTB;

2) OecmpensaTCTBEHHO TIO0 TPEIBbSBICHHUH CIYKEOHOTO YIOCTOBEPEHHMsS U KOMHUHM IpHKa3a
(pacnopsikeHHs) opraHa rocy1apCTBEHHOIO HaJ30pa O Ha3HAYEHHUU MPOBEPKHU MOCENIATh UCIOJIb3yeMble
IOPUANYECKUMH JIMIIAMUA, WHAWBHAYAIbHBIMH TPEANPUHUMATENSAMH, SBISIOUIUMHUCS CYObEKTaMH
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O6paH_IeHI/IH JICKApCTBECHHBIX CPEACTB, IMPHU OCYIICCTBICHUU CBOCH ACATCIBHOCTH TCPPUTOPHU, 3JIaHUA,
MMOMCHICHUA U COOPYIKCHHA B LCIAX IPOBCACHUSA MepOHpI/ISITI/Iﬁ 110 KOHTPOJIIO,

3) npoBoauTH OTOOP O0Opa3LOB JEKAPCTBEHHBIX CPEACTB, NMpPEIHA3HAYCHHBIX Ui peaju3aluu U
peann3yeMbix cyObeKkTamMu OOpamieHHs JIEKapCTBEHHBIX CPEICTB, JMJsi TPOBEPKM HX KayecTsa,
MIPOBEJICHUSI UCCIICJIOBAHMM, HWCHBITAHUH B COOTBETCTBMM C TpaBUjIaMu oTOopa 0OpasloB,
YCTaHOBJICHHBIMHU YIIOJTHOMOYEHHBIM (he/iepaibHbIM OPraHOM MCIIOJIHHUTENBHOM BIIACTH;

3.1) TOpoBOAUTH KOHTPOJBHBIE 3aKYNKHU JIGKAPCTBEHHBIX IMPENapaToB Ui MEAMIIMHCKOIO
MPUMEHECHHUS B IENAX TMPOBEPKH COONIOICHUsT CyOBeKTaMu oOpalieHus JIeKapCTBEHHBIX CPEJICTB,
OCYIIECTBISIONIMMU PO3HUYHYIO TOPIOBJIIO JIEKAPCTBEHHBIMU IMpermapaTamMu s MEIUIIMHCKOTO
MIPUMEHEHHUS, TMPABUJI OTITYCKa JIEKAPCTBEHHBIX IMPENapaTroB s MEIUIMHCKOTO MPUMEHEHUs U (WIH)
3ampera  npoAaxku  (panbCU(UIUMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB,  HEIO0OPOKAYECTBEHHBIX
JIEKapCTBCHHBIX CPEJICTB U KOHTPa(AKTHBIX JIEKAPCTBECHHBIX CPEJICTB;

(m. 3.1 BBenen denepanbHbiM 3aK0HOM OT 27.12.2018 N 511-D3)

3.2) npoBOAUTH KOHTPOJIBHBIE 3aKyIKM JIEKAPCTBEHHBIX IPENapaTroB [Uisl BETEPUHAPHOIO
NPUMEHEHHsST B IIEJSIX IPOBEPKU COOJIONEHHS CYOBEKTaMU OOpalleHusl JIEKapCTBEHHBIX CpE/ICTB,
OCYHIICCTBIIAIOIMIMMHA  PO3HUYHYIKO TOPIOBJIIO JICKAPCTBCHHBIMU IIpCriapaTaMu JJid BCETCPUHAPHOIO
OPUMEHEHHs, TpaBWJ HAJUIeXKAlleld anTeyHOW MPAaKTUKU JICKAPCTBEHHBIX IIPENapaToB IS
BETEPUHAPHOTO MPUMEHEHHS U (MJIH) 3arpeTa npoaaxu (hanbcuUImpoBaHHbBIX JIEKAPCTBEHHBIX CPEJICTB,
HeJI0OPOKaYeCTBEHHBIX JICKAPCTBEHHBIX CPE/ICTB U KOHTPA(aKTHBIX JICKAPCTBEHHBIX CPEJICTB;

(m. 3.2 BBeneH denepanbHbiM 3akoHOM 0T 02.08.2019 N 297-03)

4) BblIaBaTh CyObEKTaM OOpAIlEHUs JIEKAPCTBEHHBIX CPEACTB MPEANMCAHUS O MpPEeKpalleHUH
HapylleHui oO0s3aTenbHbIX TpeOOBaHMII M 00 yCTpaHEHMM BBISBICHHBIX HapyLIEHMH 00sA3aTeabHBIX
TpeOOBaHUN;

5) HAIpaBJIATH B YIIOJTHOMOYCHHBIC OpTraHbl MaTCpUalibl, CBA3aHHBIC C HAPYUICHUAMU 00s13aTeNIbHBIX
Tpe60BaHPII>i, AJIs peUICHU BOIIPOCOB O BO36y>KI[eHI/II/I YTOJIOBHBIX JCJI IO ITPU3HAKaAM HpeCTynﬂeHI/Iﬁ.

7. BI:I60p0‘IHI>II\/JI KOHTPOJIb Ka4CCTBA JICKAPCTBCHHLIX CPCACTB OCYHICCTBIIACTCA YIIOJTHOMOYCHHBIM
(l)ellepaJ'ILHbIM OopraHoM HCIIOJIHUTEILHOM BIACTH B YCTAaHOBJICHHOM UM HOPAAKEC U BKIIFOYACT B ce0st:

1) 0OpaboTKy cBeneHHi, B 00s13aT€TLHOM TMOPSIKE MPEAOCTABIIEMBIX CYOBEKTaMH OOpaIleHUs
JIEKapCTBEHHBIX CPEJICTB, O CEPUSLX, MAPTUAX JIEKAPCTBEHHBIX CPEACTB, MOCTYMAIOMINX B TPAKIAHCKUN
o0opot B Poccuiickoit deneparnu;

2) otOop 00pa3lOB JEKApCTBEHHBIX CPEJICTB y CYOBEKTOB OOpAIEeHHUs JEeKAapCTBEHHBIX CPEJICTB B
LEeJsIX MPOBEIEHUS UCIBITAHUNA Ha WX COOTBETCTBHE TPEOOBAHMUSIM HOPMATUBHOW JOKYMEHTAlUU WM
HOPMATHBHBIX JIOKyMEHTOB;

3) npuHATHE TO pe3yJibTaTaM IMPOBEIEHHBIX UCHBITAHUIN pElIeHHs] O JajbHEHIIeM Ipa)JIaHCKOM
000pOTE COOTBETCTBYIOLIETO JIEKAPCTBEHHOI'O CPENICTBA;

4) mpuHSATHE YIOJHOMOYEHHBIM (eepaibHbIM OpPraHOM HCIIOJTHUTEIBHOW BJIACTU PEHICHUS O
NepeBO/Ie JIEKAPCTBEHHOT'O CPEACTBA Ha MOCEPUIHBIN BHIOOPOUHBIA KOHTPOJIb KayecTBa JIEKAPCTBEHHBIX
CPEICTB B Clly4a€ IIOBTOPHOIO BBISBIICHHS HECOOTBETCTBUS KadeCTBA JIEKAPCTBEHHOIO CpEACTBA
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YCTAHOBJICHHBIM TpeOoBaHUSIM U (IMPU HEOOXOIMMOCTH) O TIPOBEPKE CyObeKTa oOpalmieHus
JIEKapCTBEHHBIX CPENCTB. Pacxompl, CBI3aHHBIC ¢ MPOBEIACHUEM IMOCEPUHHOTO BBIOOPOYHOTO KOHTPOJISL
KauecTBa JIEKAPCTBEHHBIX CPEJACTB, OIUIAYMBAIOTCS MPOM3BOAMTENEM JIEKAPCTBEHHOTO CPEJCTBA JIMOO
Jep KaTesIeM MU BIIACITIbIEM PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO IIpernapara.

(dactpb 7 BBeneHa denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

Mnasa 5. PASPABOTKA, OKITMHWYECKUE UCCJIIEAQOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHWYECKUE UCCITIEAOBAHUA
NNEKAPCTBEHHbIX MPENAPATOB ANnA BETEPUHAPHOIO NPUMEHEHUA

Cratbsa 10. Pa3paboTka nekapCTBeHHbIX CpeaCcTB

1. Pa3paboTka JeKapCTBEHHBIX CpPEACTB BKJIIOYAeT B ce0s MOUCK HOBBIX (hapMaKOJIOrMYecKu
aKTUBHBIX BEIIECTB, [OCJIEIYIOIIEe H3YYEHHE MX JIEKapCTBEHHBIX CBOICTB, JIOKJIMHUYECKHE
UCCIIeIOBaHMs, pa3pabOTKy TEXHOJIOTUH MPOU3BOJACTBA (hapMalleBTUYECKUX CYOCTaHLIUN, pa3paboTKy
COCTaBOB M TEXHOJIOTUI MPOU3BO/ICTBA JIEKAPCTBEHHBIX IPENapaTOB.

2. dunaHcoBOE oOecIieueHre Pa3padOTKH JICKApCTBEHHBIX CPEJICTB OCYIIECTBISIETCS 33 CUET:
1) cpencTB penepanbHOTO OIOKETA;
2) cpencTB pa3pabOTUNKOB JICKAPCTBEHHBIX CPEJICTB;

3) CPEICTB IPOU3BOJUTENIEH JIEKapCTBEHHBIX CPEICTB npu BBINIOJTHEHUH
Hay4HO-UCCJIE0BATEIbCKUX paboT MO JOrOBOPY MEXIY pa3pabOTUMKOM JIEKApCTBEHHBIX CPEACTB H
MIPOU3BOIUTEIIEM JIEKAPCTBEHHBIX CPEJICTB;

4) HHBIX HC 3alIPpCHICHHBIX 3aKOHOAATCIILCTBOM Poccuiickoit d)e,uepaunn HCTOYHHKOB.

3. IIpaBa pa3zpaboTurKa JEKapCTBEHHOI'O CPEJICTBA OXPAHSIOTCS IPA’KIaHCKUM 3aKOHO/1aTEIbCTBOM.

Cratba 11. [JOKNUMHMYECKOe MuccrefoBaHUe JeKapCTBEHHOro cpeacTtea  Ans
MeAULMHCKOro npuMeHeHus

1. I[OI(J'II/IHI/I‘IGCKOC HCCJIICAOBAHUC JICKAPCTBCHHOI'O CPEACTBA I MCAUIUHCKOI'O IIPHUMCHCHUA
MMPOBOAWUTCA IMYTEM HNPUMCHCHHA HAYYHBIX MCTOAOB OICHOK B MNCIAX TMOJIYYCHHA OOKAa3aTCIbCTB
6630HaCHOCTI/I, Ka4ycCTBa U B(I)q)eKTI/IBHOCTI/I JICKApCTBCHHOT'O CPCACTBA.

2. JIOKITMHUYECKOe WCCIeI0BaHUEe JIEKAPCTBEHHOTO CPEJCTBA ISl METUITMHCKOTO MPHUMECHCHHUS
MPOBOAMTCS B COOTBETCTBUU C TMpaBUJIAMH HaJyIexalield J1adopaTOpHOW MPaKTUKU, YTBEP KIEHHBIMU
YIOJHOMOYCHHBIM ()eIepaTbHBIM OPTaHOM HCIIOTHUTEILHOW BIIACTH.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. Jlns opranuzanuu v MpoBEACHUS TOKINHUYECKOTO UCCIICIOBAHUS JIEKAPCTBEHHOTO CPEACTBA ISt
MEAWIIMHCKOTO  MPUMEHEHHs]  pa3pabOTYMKU  JIEKAPCTBEHHBIX  CPEACTB  MOTYT  IPHBIIEKAThH
Hay4YHO-UCCJIEOBATEIbCKUE OpraHu3allii, 0O0pa30BaTelIbHBIC OPTaHM3aIlMH BBICIIETO OOpa30BaHUS,
UMEIOIINE HEOOXOAUMYIO MaTepUaTbHO-TEXHUYECKYI0 0a3y M KBaTU(UIIMPOBAHHBIX CIEIMATUCTOB B
COOTBETCTBYIOIICH 00IaCTH HCCIICIOBAHUS.
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(B pen. @enepansHoro 3akoHa ot 02.07.2013 N 185-D3)

4, I[OKJII/IHI/I‘-IGCKOC HUCCICAOBAHUEC JICKAPCTBCHHOI'O CpCACTBA JIA MCAUIHUHCKOIO IMPHUMCHCHUA
IIPOBOAUTCA II0 YTBCPKIACHHOMY p83pa6OTLII/IKOM JICKAPCTBCHHOI'O CpEACTBa IIJIaHY C BCIACHUEM
IMPOTOKOJIa 3TOI0 MCCICAOBAHUA U COCTABJICHHUEM OTUYCTA, B KOTOPOM COACPIKATCA PE3YyJIbTAaTbl 3TOIO
HCCICJOBaHUSI MW 3aKJIFOYCHUC (6] BO3MOXHOCTH  HIPOBCACHUA  KIMHHUYCCKOI'O Hucciaca0oBaHus
JICKApCTBCHHOTO IIperiapara 11 MCAUIUHCKOI'O IIPUMCHCHU .

5. [IpoBenenue mpoBepok cOOMIOACHUS MPaBUIT HaAJIexKalel 1a00paTOpHOI MPAKTUKH U TIPABOBBIX
HOPM HCIOJIb30BaHUSl KUBOTHBIX MPH IPOBEICHUU JOKIMHUYECKUX HCCIIEIOBAHUM JIEKApPCTBEHHBIX
CPEICTB JJIsi MEIULMHCKOTO MPUMEHEHHUs OCYIIECTBISIETCS YIOJIHOMOYEHHBIM (efepaibHbIM OpraHOM

WCIIOJIHUTEIIbHOU BJIACTH.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Pe3ynbraThl JOKJIMHUYECKOIO HCCIIEOBAHMS JIEKAPCTBEHHOI'O CpEACTBA I MEAUIIMHCKOIO
MPUMEHEHHUST MOTYT OBbITh MPEACTaBICHBl B YHNOJHOMOYECHHBIN (enepalbHbIil OpraH UCHOTHUTEIbHOM
BJIACTH B YCTAHOBJICHHOM IOPSAKE B LIETSAX TOCYNapCTBEHHON PETUCTPallMU JIEKAapCTBEHHOTO Ipenapara.

Cratba 12. [loknuHu4Yeckoe uccrnenoBaHWe JeKapCTBEHHOro cpeacrtea W
KIIMHNYEeCKOe uUccrnefoBaHMe JEeKapCTBEHHOro npenapara pAansi  BeTepUHapHoro
NpPUMeHeHuns

1. JloxknuHMYECKOE HCCIIEOBAHUE JIEKAPCTBEHHOI'O CPEACTBA JJIsi BETEPUHAPHOIO MPUMEHEHMUS
IPOBOJUTCS IyTeM IMPUMEHEHHUS HAayYHBIX METOJOB OIICHOK B LEJISIX IMOJTY4YEeHUs J10Ka3aTeJbCTB
0e30macHOCTH, KauecTBa U 3((EKTUBHOCTH JIEKAPCTBEHHOT'O CPEACTBA, B TOM YHUCIIE ONPEAEICHUS CPOKa
€ro BbIBEJICHUS U3 OpraHU3Ma JKMBOTHOTO, B LIEJSX oOecriedeHus: 0€30MacCHOCTH MPOIYKIMH KUBOTHOI'O
IIPOUCXOXKACHUS [TOCIIE IPUMEHEHUSI COOTBETCTBYIOILETO JIEKAPCTBEHHOTO Mpernapara.

2. JIOKIMHHYECKOE HCCIENO0BAaHUE JIEKAPCTBEHHOTO CPEACTBA M KJIMHMYECKOE MCCIEIOBAHNE
JIEKapCTBEHHOI'0 Ipernapara Uil BETEpUHAPHOIO INPUMEHEHHs, HUCCIIeOBaHHE OMOAKBHBAJIIEHTHOCTU
YKa3aHHOTO JIEKapCTBEHHOT'O IIpernapaTa MPOBOAATCA B COOTBETCTBUM C IPAaBWJIAMH, YTBEPKICHHBIMU
YIOJHOMOYEHHBIM (eIepaIbHBIM OPTaHOM HCIIOHUTEIbHON BIACTH.

3. JIOKJIIMHMYECKOE HCCIIEN0BAHUE JIEKAPCTBEHHOIO CPEACTBA M KJIMHMYECKOE MCCIEI0BAHNE
JIEKAPCTBEHHOI'0 Ipernapara Juisi BETEPUHAPHOIO IPHUMEHEHHUS NPOBOIATCA 110 YTBEPKICHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CpEACTBA IUIAHY C BEJIEHHMEM MPOTOKOJIOB 3TUX HCCIEI0BaHUM U
COCTABJICHHEM OTYETOB, B KOTOPBIX COAEPIKATCSA PE3YIbTaThl 3TUX UCCIIEIOBAHUMN.

4. Jlng opraHu3aluy U NMPOBEACHUS JAOKIMHUYECKOIO MCCIEN0BaHUS JIEKAPCTBEHHOIO CPEACTBA U
KJIIMHUYECKOTO UCCIIEI0OBaHMS JIEKAPCTBEHHOTO MpenapaTa Jijlsl BETEpUHAPHOIO IPUMEHEHHUS pa3paboTuuK
JIEKapCTBEHHOTO  CPEACTBA  MOXET  INpUBJIEKaTb  OpraHu3aluy, HMEIoIHe  HEeoOXOAUMYIO
MaTepUaIbHO-TEXHUUYECKYI0 0a3y U KBaTU(HUIMPOBAHHBIX CHEIUAINCTOB B COOTBETCTBYIOLIEH 00JacTH
UCCIIEIOBaHUS.

5. KnuHnueckne uCClenoBaHMs JIEKAPCTBEHHBIX IPENapaToB JUIsl BETEPUHAPHOTO INPUMEHEHMS
MIPOBOJATCS B BETEPUHAPHBIX OpPraHMU3alUsAX W B OpPraHU3alUAX, OCYLIECTBISIOLIUX pa3BEACHMUE,
BBIPAIIMBAHUE U COJIEP)KaHUE )KUBOTHBIX, B LEJISIX:
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(pen. ot 03.04.2020) Jokyment npenoctasien Koncynsrantllmoc

"O6 oOpareHnH JIeKapCTBEHHBIX CPeACTB" Hata coxpanenus: 09.06.2020

1) YCTAHOBJICHHS IIEPEHOCUMOCTH JICKAPCTBCHHBIX IIPEIIapaToB 30POBBIMHA ) KMBOTHBIMU

2) momdopa ONTUMAIBHBIX JIO3MPOBOK JICKAPCTBEHHBIX IIPEIapaToB M Kypca JICUCHUS Ha
KOHKPETHOM IpyIIIe )KUBOTHBIX C ONPE/IEICHHBIM 3a00JI€BaHUEM;

3) ycraHoBieHHUs1 6€30MAaCHOCTH U 3((PEKTUBHOCTH JIEKAPCTBEHHOTO IpenapaTa, mpeIHa3HaueHHOTO
IUIs JIeYEHUs ONpPEeAEICHHbIX 3a00JIeBaHUM KUBOTHBIX, WU 3((HEKTUBHOCTH JEKapCTBEHHOTO IIpenapara
U1 PO UIIAKTUKY 3200JIeBaHU 3I0pPOBBIX KUBOTHBIX;

4) u3y4yeHHs BO3MOXKHOCTEH pacHIMpEHHUs MOKa3aHUM K MPUMEHEHUIO 3aperucTPUpPOBAHHOTO
JIEKapCTBEHHOT'O TIpeTapaTa 1 BhISBICHUS paHEe HEU3BECTHBIX MOOOYHBIX JEHCTBUI.

6. Knunnueckoe HCCICAOBAHUC JICKAPCTBCHHOI'O IIp€rapara I BCTCPHHAPHOI'0 IIPHUMCHCHUSA
OCYHICCTBIIACTCA 3a CUHET CPEACTB pa3pa60TqHKa JICKApCTBCHHOI'O CPEACTBA.

7. OtueTl O pe3yjibTaTax MOOKIIMHHUYCECKOI'0 HCCICAOBAHUA JICKAPCTBECHHOIO CpEACTBA U
KIMHUYCCKOro  HMCCJICAOBAaHUA  JICKAPCTBCHHOI'O  IIpfrapara Ojd BCTCPUHAPHOTO  IMPUMCHCHUA
COCTaBJIAKOTCA pa3pa60Ttn/n<0M JICKApCTBCHHOTO CpeAcCTBa € Y4YCTOM 3aKJIIOYCHU N OpFaHHSaHHﬁ,
IMPUHUMAaBIINX YYaCTUC B OpraHu3alui U MMPOBCACHHUU 3THUX I/ICCJIGIIOBaHI/II\/JI.

8. KOHTpOHB 3a IIPOBCACHHUCM JOKIMHHUYCCKUX I/ICCJ'IG,ZLOBaHI/Iﬁ JICKApCTBCHHBLIX CPCIACTB H
KIIMHUYCCKUX I/ICCJIGIIOBaHI/Iﬁ JICKAPCTBCHHBIX  IpCriapaTtoB  Ijid  BCTCPUHAPHOTIO  IMPUMCHCHUSA
OCYHICCTBIIACTCA YIIOJTHOMOYCHHBIM (I)C,HepaJ'ILHLIM OpraHomM HUCIIOJIHUTEIbHOM BIACTH.

Masa 6. OCYLWECTBJIEHUE FOCYJAPCTBEHHOW PETMCTPALIUN
NEKAPCTBEHHbIX NMPEMNAPATOB

Cratba 13. locyaapcTBeHHas perucrpaums nekapcTBeHHbIX NpenapaToB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

KoncynprantlIntoc: npumedanue.

JlonmyckaeTcss MpUMEHEHUE B MEIMUIIMHCKHUX IIEJISIX HE 3aperucTpUpOBaHHBIX B P® jexkapCcTBEHHBIX
MpenaparoB, COACPIKANTUX HAPKOTUUECKHUE CPEJICTBA UM TICHXOTPOITHBIEC BEIIeCTBa, BBE3CHHBIX B PD B
COOTBETCTBUH C 4. 3.1 cT. 47 nanHoro nokymenta (1. 8 ct. 3 @3 o1 27.12.2019 N 475-D3).

1. B Poccuiickoii denepaiun I0MyCKarOTCs MPOU3BOACTBO, U3rOTOBJICHUE, XPAaHEHHUE, TIEPEBO3KA,
BBO3 B Poccuiickyto denepanuro, BeiB03 U3 Poccuiickonn denepanuu, pekiiama, OTIYCK, peanu3alus,
nepeaada, NPUMEHEHUE, YHUYTOKECHHE JIEKaPCTBEHHBIX IIPENapaTroB, €CIM OHU 3aperuCTPUPOBAHBI
COOTBETCTBYIOLIUM YIOJIHOMOYEHHBIM (heiepaibHbIM OPraHOM HMCIOIHUTENbHOM BIACTH.
(dactp 1 B pen. @eaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

2. I'ocynapcTBEHHOM perucTpanuy Moyiexar:

1) Bce jexapCTBEHHbIE Ipenaparhl, BIEpBbIE MOJUIekKaIINe BBOAY B oOpamieHne B Poccuiickoii
Oenepanny;

2) nexkapCTBEHHbIE TIpenapaTrhl, 3apeTUCTPUPOBAHHBIE paHEE, HO IPOU3BEACHHBIE B JIPYTHX
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JIEKapCTBEHHBIX (DOPMAaxX B COOTBETCTBUU C MEPEYHEM HAMMEHOBAHUU JIEKAPCTBEHHBIX (OpPM, B HOBOM
J03UPOBKE IMPU JOKA3aTEIbCTBE €€ KIMHUYECKON 3HAUMMOCTH U 3P PEKTUBHOCTH;

3) HOBBIE KOMOWHAIIMY 3aPETUCTPUPOBAHHBIX paHee JIEKaPCTBEHHBIX MPENapaToB.

3. T'ocynapcTBeHHasi perucrpanus JEeKapCTBEHHbBIX IIPENapaToB OCYIIECTBISAETCS 10 pe3ysbTaTraM
9KCHEPTHU3bl JIEKAPCTBEHHBIX CPEICTB, a IOCYNapCTBEHHas perucrpaunus opgaHHbBIX JIEKapCTBEHHBIX
[IPENapaToB OCYILIECTBIISIETCA 110 pe3ysbTaTaM JKCHEPTHU3bl JOKYMEHTOB, IIPEICTaBICHHBIX IS
OIpeJIeJIEHUs] BO3MOXKHOCTH pacCMaTpUBATh JIEKAPCTBEHHBIN Mpenapar A1 MEAULMHCKOTO TPUMEHEHHUS
IpU  OCYUIECTBICHWU TOCYJApCTBEHHOH perucTpauud B KadecTBe Op(aHHOTO JIEKapCTBEHHOTO
npernapara, v o pe3ysibTaTaM SKCIEePTU3bl JEKapCTBEHHBIX CPEICTB.

4. T'ocynapcTBeHHasi perucTpalus JeKapCcTBEHHOTO Iperapara OCyIECTBIISETCS COOTBETCTBYOIIMM
YIOJHOMOYEHHBIM (he/lepaTbHbIM OPraHOM HCIIOJTHHUTEIBHOM BJIACTU B CPOK, HE MPEBBIIIAIONIMN CTa
HIeCTUJECATH pabouux JHEH cO JHS NPUHATHS COOTBETCTBYIOIIETO 3asBJIEHUS O TOCYAapCTBEHHOU
perucTpalnuy JIeKapcTBEHHOro Mpemnapara. B yka3aHHBIN CpPOK BKIIOYAETCS BpeMs, HEOOXOAMMOE s
[IOBTOPHOTO IPOBEJIEHUS 3KCIEPTU3bl JIEKAPCTBEHHOI'O CPEICTBA B COOTBETCTBMM CO cTartbed 25
Hacrosimiero denepanbHoro 3akoHa. Cpok rocyAapCTBEHHOM pPErucTpalvy JIEKapCTBEHHOI'O Ipernapara
UCYUCIIACTCS CO JHSA NPUHSATHS COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (elepajbHbIM OpraHOM
HCIIOJIHUTEJIBHOM  BJIACTM  COOTBETCTBYIOILIETO  3asABJICHUS O TOCYJApCTBEHHOM  PETrUCTPALIMU
JIEKapCTBEHHOI'0 Ipernapara C [PWIOKEHUEM HEOOXOAUMBIX JOKYMEHTOB 10 JI€Hb BBbIJA4H
PETUCTPALIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO MpenapaTa. BpeMs, HeoOxoaumoe sl HarpaBiIeHUs
YIOJHOMOYEHHbIM (elepaibHbIM OPraHOM HCIOJHUTENBbHOM BJIACTH 3ampoca O MpeACcTaBIECHUU
HEO0OXOIUMBIX MaTEePHAJIOB U MPECTABICHUS 3asBUTEIEM OTBETa Ha JAHHBIN 3alPOC B COOTBETCTBHH CO
cratbsimu 16, 19 u 23 nHactosmero dexepalbHOrO 3aKOHA, HE YYHUTBHIBACTCS TPU HCUUCICHUHM CPOKa
rocyJapCTBEHHOM pEerucTpalu JIEKapCTBEHHOTO Ipernapara.

5. T'ocynapCcTBEHHOW pErucTpalny HE MOJIEKAT:

1) nexapcTBEHHBIE Npenaparbl, M3TOTOBJICHHBIE AaNTEYHBIMU OpraHU3allMsSIMU, BETEPUHAPHBIMU
anTeYHBIMH OPTraHU3ALMAMU, UHIAUBUAYAJIBHBIMHU MPEITPUHUMATEISIMH, KOTOPhIE UMEIOT JIMIIEH3UIO Ha
(bapmalleBTUUECKYIO JAESITeNbHOCTh, MO pelenTtaM Ha JIeKapCTBEHHBbIE Npenaparbl U TpeOOBaHUSIM
MEIHUIIMHCKUX OpraHU3allnii, BETEPUHAPHBIX OpraHU3alni;

2) nexapCTBEHHbIE MpenapaThl, MPHOOpeTeHHbIe (GU3NUECKUMU JIHIIaMU 3a npeaenamu Poccuiickoit
denepanyy U MpeIHa3HaYeHHbIE JIS1 IUYHOTO UCIIOJIb30BAHMUS;

3) JICKApCTBCHHBIC NTPCIIapaThl, BBO3UMbBIC B Poccnﬁcxy}o CDG,Z[epaI_II/IIO I OKa3aHUA MeﬂHHHHCKOﬁ
IIOMOIIIM I10 XU3HCHHBIM IMOKAa3aHHUAM KOHKPETHOI'O IMAalMCHTAa Ha OCHOBAHWM pPa3pCUICHUS, BBIJJAHHOTO
YIOJIHOMOYCHHBIM (I)e)lepaJIBHBIM OpraHomM HCIIOJIHUTEIbHON BJIaCTH,

4) nexapCTBEHHBIE CpeICTBa, BBO3MMBbIe B Poccmiickyio demepaliiio Ha OCHOBAaHWH BBIJAHHOTO
YIOJTHOMOYEHHBIM (pe/lepaqbHbIM OPTraHOM HCIIOHHUTEIBHONW BJIACTH pa3pelieHUs U MpeaHa3HaueHHBIC
JUTSL TIPOBEJCHHS KIMHUYECKHX WCCICOBAHUN JIEKAPCTBEHHBIX TMpenaparoB W (WIM) MPOBEICHUS
SKCIEPTU3bl  JIEKAPCTBEHHBIX  CPEIACTB  JUISl  OCYLUECTBIEHUS TOCYJAPCTBEHHOM  pPErucTpauuu
JIEKaPCTBEHHBIX MPEMApPATOB;

5) dbapmanieBTUUYECKHE CYOCTaHIINH;
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6) panuodapmaleBTUYECKUE JIEKApCTBEHHbIE Ipenaparbl, U3TOTOBJICHHBIE HEMOCPEIACTBEHHO B
MEIUIIMHCKUX OpPTaHM3aIUsIX B MOPSIKE, YCTAHOBICHHOM YIOJHOMOYECHHBIM (elepaibHBIM OpPraHOM
WCIIOJTHUTENIbHOM BIIaCTH;

7) nekapCTBEHHBIE IIpenapaThl, IPOU3BOJUMBIE AJIS IKCIOPTA.
6. He nomyckaetcs rocy1apcTBEHHAs! pEruCTpaLus:

1) 7nexapCTBEHHBIX IIpeNapaToB, OTIMYAIOLIUXCA JpPYyr OT Jpyra KauyeCTBEHHBIM COCTaBOM
JEHCTBYIOIUX BEIECTB, 0] OJUHAKOBBIM TOPrOBBIM HANMEHOBAHUEM;

2) OHOTO JIEKAPCTBEHHOT'O Ipenapara, MPeICTaBICHHOIO Ha TOCYAAPCTBEHHYIO PErHCTPALUIO B
OTHOIICHHH OJHOTO W TOTO JK€ Jep)KaTels WM BIaJelblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JICKapCTBCHHOTO TIperapaTa B BHUJAC JBYX W 0oJiee JIEKAPCTBEHHBIX TPENApaToB IOJ Pa3THYHBIMH
TOPrOBBIMUA HAMMEHOBAHUSIMHU.

(. 2 B pen. @enepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B 37eKTpoHHON ¢opMe WM HAa OyMaXHOM HOCHUTENE) CcyObeKTa oOpalieHus
JIEKapCTBEHHBIX  CPEJCTB  COOTBETCTBYIOIIMM  YNOJIHOMOYEHHBIM  (efepalbHbIM  OpPraHoM
WCIIOJIHUTENIBHOW  BJIACTH, OCYILUECTBISIOIIMM TOCYAAPCTBEHHYIO PErMCTPALUI0  JIEKAPCTBEHHBIX
[IPEnapaToB, B yCTAHOBICHHOM UM IOPSJIKE OCYLIECTBIISIETCA HAYYHOE KOHCYJIbTUPOBAHUE 110 BOIPOCaM,
CBA3AHHBIM C  TPOBEJICHUEM  JIOKIMHUYECKUX  HCCJIEJOBAHMM, KIMHUYECKUX  MCCIEIOBAaHUMI
JICKApCTBEHHBIX TIPENapaToB, OSKCIEPTH3bl KauecTBa JIEKAPCTBEHHBIX CPEACTB, S((EKTUBHOCTH U
0€30MacHOCTH, C OCYIIECTBICHHEM TOCYJapCTBEHHONW PEruCTpalMM JIEKAPCTBEHHBIX IPEnapaToB.
KoHcynbTupoBaHue ocCyIIecTBISETCS C MpUBJICUYEHUEM (elepaabHbIX T'OCYJapCTBEHHBIX OOKETHBIX
YUpEXKIEHUH, IMOJABEAOMCTBEHHBIX JaHHOMY (enepalbHOMY OpraHy HWCIOJHUTEIBHON BIAcCTH U HE
Y4acTBYIOUIMX B OpraHU3allid IPOBEJNEHHUS SKCIEPTU3bl KAYeCTBA JIEKAPCTBEHHBIX CPEACTB B LIEIAX
OCYILIECTBIEHUSI MX TOCYJapCTBEHHOM PpErucTpalMd B COOTBETCTBMM €O cTarbell 16 Hacrosmero
@enepalibHOTO 3aKOHA, B BUJE OTBETA B NMHUCHMEHHOUN (OpME YIOIHOMOUYEHHOTO (eiepaibHOTO OpraHa
WCIIOJIHUTENBHOM BJIACTH Ha 3ampoc. Pa3Mep B3umaemoil ¢ 3asgBUTENs IUIaThl OMNPENETSAETCS B
COOTBETCTBUHM C 3aKOHOAATeIbCTBOM Poccuiickoit ®enepanuu 00 oOpraHu3alud IPeaOCTaBICHUS
TrOCy/IapCTBEHHBIX M MYyHUIMNAIbHBIX ycruyr. Wudbopmaius 00 OCYIIECTBIEHUH HAYYHOTO
KOHCYJIbTUPOBaHHUS, B TOM 4YHCII€ CTaThbd, 0030pbl, CIPAaBOYHBIE MaTepHaibl M MHas MHPopManus 00
OCYIIECTBJICHUH HAyYHOT'O KOHCYJIbTUPOBAHMS, pa3MelaeTcsi Ha OUIMAIbHOM CaliTe YIOJTHOMOUYEHHOTO
(dbenepaibHOTO OpraHa HMCIOJHUTEIBLHON BiIacTH B cetu "HMHTepHET" ¢ COOMIOAEHHMEM OTrpaHUYEHUH,
YCTaHOBJIECHHBIX  3aKOHOJATENBCTBOM O TMEPCOHANBHBIX  JAaHHBIX, KOMMEpUYecKoW u  (WJH)
roCyJapCTBEHHOM TaiiHe.

8. T'ocymapcTBeHHass perucrpanysi JEKapCTBEHHBIX IPENaparoB, KOTOpPbIE NpPEIHA3HAYEHBI IS
IIPUMEHEHHsI B  YCIOBHUSAX BOCHHBIX JECWCTBUM, 4YPE3BBIYAMHBIX CHUTyallUd, MNPEIyNpeKICHUS
Ype3BbIUAHBIX CUTYyalMi, TPOPUIAKTHUKN U JIEYeHUsl 3a00JIeBaHUM, MPEICTaBISAIOMINUX OMACHOCTh JJIs
OKpYKaroIMx, 3a00JeBaHUI U MOPaKEHUH, MOTYYEHHBIX B pe3yJbTaTe BO3ACHCTBUS HEOIAronpUsTHBIX
XMMHUYECKHX, OMOJOIMYECKUX, PaJUallMOHHBIX (aKTOPOB, U KOTOpbIE pa3paboOTaHbl B TOM YHCIE IO
3alaHuI0 (eneparabHbIX OPraHoOB MCIOJMHUTEIbHOW BJIACTH, YMOJIHOMOYEHHBIX B 00JacTh OOOPOHBI
CTpaHbl M 0O€30MaCHOCTH TOCYAapCTBa, OCYLIECTBISETCS B MOpPsKE, yCTaHOBICHHOM IIpaBUTENHCTBOM
Poccuiickoit ®enepanuu.

(uactb 8 B pen. deaepanbHoro 3akoHa oT 01.04.2020 N 98-D3)
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Cratbs 14. MMpUHLUUNDbI 3KCNEepPTU3bl NTIeKapPCTBEHHbLIX CPeacTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. 3KCHepTI/ISa JICKAPCTBCHHLIX CPCACTB OCHOBBLIBACTCS HA NPUHIHUIIAX 3aKOHHOCTH, C06HIOII€HI/ISI
npaB H CB060,Z[ YCJIOBCKAa M TIpaXXJaHHWHA, IIpaB HOPHUAWYCCKOI0 JMIa, HE3aBUCHUMOCTHU JKCIICPTa,
O6’beKTI/IBHOCTI/I, BCCCTOPOHHOCTU U IMOJIHOTLL HCCHGHOBaHHﬁ, MMpOBOAMMBIX C HCIOJB30BAHUCM
COBPCMEHHBIX ,Z[OCTI/I)KGHI/Iﬁ HAayKM WM TEXHUKH, OTBECTCTBCHHOCTHU (benepanLHoro rocyaapCTBEHHOI'O
6IOZ[)KCTHOI‘O YUPCIKACHUA 110 MPOBCACHUIO ISKCICPTU3LI JICKAPCTBCHHBLIX CPEACTB U DOKCICPTOB 3a
IMPOBCACHNUEC U KAYECTBO SKCIICPTUIEI.

2. DKcrnepTr3a JIEKapCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO IIPUMEHEHUS BKIIIOYAET B ceOsi:

1) OKCIIEPTU3Y AOKYMCECHTOB, IPCACTABICHHBIX IJIsI OIPCACIICHHA BO3MOKXHOCTH pacCMaTpuBaThb
JIeKapCTBCHHI)If/'I npemnapar [mjid MCAUIHWHCKOrO HNPUMCHCHHA IPU OCYIICCTBIICHHUU FOCyIIapCTBCHHOﬁ
perucTpalu B Ka4C€CTBC Op(i)aHHOl"O JICKaApCTBCHHOI'O IIpCIIapara,

2) SKCIEPTU3Y MPEIOKEHHBIX METOIOB KOHTPOJISl Ka4ecTBa JICKAPCTBEHHOTO CPEJICTBA M KayeCcTBa
IIPEJCTAaBICHHBIX O0pPa3loB JIEKAPCTBEHHOI'O CPEACTBAa C MCIOJb30BAaHMEM JTUX METOJOB (Jajnee -
IKCIIEPTU3a KAaueCTBA JICKAPCTBEHHOI'O CPEJICTBA);

3) oKcmepTH3y OTHOLICHHS OXXHUIACMOH IOJIb3bI K BO3MOXHOMY PHCKY IPUMCHCHHUS
JICKapCTBEHHOTO Iperapara;

4) SKCHEepTU3y PErUCTPALMOHHOTO JOChE Ha JIEKApPCTBEHHBIM Mpernapar B LEISIX OIMpeleieHUs
B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MTPENapaToB ISl MEAUIIMHCKOTO TPUMEHEHUS.
(. 4 BBeneH DenepanbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

3. DkcnepTr3a JIEKapCTBEHHBIX IpPENapaToB JJsi BETEPUHAPHOTO NMPUMEHEHUs BKIIOYaeT B cels
JKCIIEPTU3Y KadecTBa JIEKaPCTBEHHOI'O CPEACTBA M DKCIEPTU3y OTHOLICHHUSA OXKMIAEMOW IIOJB3Bl K
BO3MOKHOMY PHUCKY IIPUMEHEHHsI JIEKAPCTBEHHOTO Mperapara.

Cratba 15. ®depepanbHoe rocyAapCTBEHHOE OlMKeTHOe yupexaeHue no
npoBeAeHNI0 IKCNEepPTU3bl IeKapCTBEHHbIX CPeACcTB

DKcIepTr3a JIEKapCTBEHHBIX CPEACTB MPOBOAMUTCS (peepanibHbIM TOCYAapCTBEHHBIM OFOJKETHBIM
YUpEXKJIEHUEM COOTBETCTBYIOILIETO YIOJHOMOYEHHOIO (peiepaibHOIO OpraHa HUCIOJIHUTEIbHON BIIACTH,
CO3JIaHHBIM JUIsl OOECleueHUs] HCIOJHEHHsI IOJIHOMOYMH 3TOro (eaepanbHOrO OpraHa IO Bblaaye
paspellieHuil Ha MpOBENEHUE KIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX MpernapaToB M (WJIK) IO
rOCyJJapCTBEHHOI perucTpaiyu JeKapCTBEHHbBIX IpenapaToB (J1ajnee - SKCIEePTHOE YUPEKIECHUE).

CraTtbsa 16. OpraHnsaums npoBeAeHUA 3KCNEepPTU3bl SIEKAPCTBEHHbIX CPeACTB
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

l. DOkcreptusza JIEKApCTBEHHBIX CPEIACTB IPOBOJMUTCS KOMHMCCHEH JKCIIEPTOB 3KCIEPTHOTO
YUpEXKACHUSA, Ha3HAYEHHOU €ro PyKOBOJIUTEIEM, Ha OCHOBAaHUMU 3aJaHMs Ha IMPOBEACHHUE DKCIIEPTU3BI
JIEKapCTBEHHOI'O CPEJCTBA, BBIIAHHOTO YIOJHOMOYEHHBIM (elepabHbIM OpraHOM HCIHOJHUTENbHOM
BJAcTU. PyKOBOIUTENb 3KCIIEPTHOTO YUPEKICHHUS 00ecreuynBaeT HaAJIeKallee IpoBeIeHUe SKCIIEePTU3bI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBHM C 33JaHMEM, BBIIAHHBIM YIIOJIHOMOUYEHHBIM (eepaabHbIM

www.consultant.ru Crpanuna 27 u3z 140
HaJeKHasl MPpaBoBas NMOAAECPIKKA


http://www.consultant.ru/
http://www.consultant.ru/

®Oenepanbhblil 3akoH oT 12.04.2010 N 61-D3
(pen. ot 03.04.2020)
"O6 oOpareHnH JIeKapCTBEHHBIX CPeACTB"

Jokyment npenoctasien Koncynsrantllmoc
Jara coxpanenus: 09.06.2020

OpPraHOM HCIIOJIHUTENBHOM BJIACTH, U OPraHU3yeT MOArOTOBKY CBOJHOIO 3aKJIFOYEHHUA 3TOM Komuccuu. B
COCTaB 3TOM KOMHCCHUH TI0 PEIICHUIO PYKOBOIHUTENS SKCIIEPTHOTO YUPEXKIEHUS MOTYT OBITh BKIIIOYCHBI B
Ka4yecTBEe KCIIEPTOB JIMIIA, HE paboTaroIue B JAHHOM SKCIEPTHOM YUPEKACHUH, €CJIN UX CIelHaIbHbIE
3HaHUS HEOOXOIMMBI ISl TPOBEICHHUS OKCHEPTH3bl M TaKHE OKCHEPThl OTCYTCTBYIOT B JIaHHOM
JKCIIEPTHOM YUPEXKICHHUH.

2. DKCHepTOM IO IMPOBEIEHHUIO IKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB SBISETCS aTTECTOBAHHBIN
paOOTHUK SKCIEPTHOIO YUPEXKICHHsI, KOTOPBIH HMEET BbICIIEE MEAMLUHCKOE, (hapMaleBTHUECKOE,
OMO0JIOTHYECKOE, BETEPUHAPHOE MIIM XUMHUECKOE 00pa30BaHUE U MPOBOAMT IKCIEPTH3Y JIEKAPCTBEHHBIX
CPEACTB B MOPSIIKE UCTIOIHEHUS CBOMX JOJPKHOCTHBIX 003aHHOCTEH (Jaiee - SKCIepT).

3. HpI/I MPOBCACHUUN OKCHICPTU3BLI JICKAPCTBCHHLIX CPCACTB I3KCICPT HE MOXKCET HAXOAUTHCSA B
KaKoi-1u00 3aBHCHUMOCTH OT Jiia, Ha3HA4YMBIICTO 3Ty OJOKCIICPTHU3Y, pa3pa60TqI/H<a JICKApPCTBECHHOTI'O
CpCACTBA UJIK APYTUX 3aMHTCPCCOBAHHLIX B PE3YJIbTaTaX SKCIICPTU3BI JIUII.

4. Tlpym mpoBeNeHMM SKCHEPTH3bl JIEKAPCTBEHHBIX CPEIACTB HE JOIYCKaeTcs UCTpeOoBaTh y
3asiBUTEIISL JTMOO HHBIX JiiL MaTtepualbl, H€O6XOI[I/IMI>I€ IJid TPOBCACHHUA OKCIICPTHU3LI. B cjiydac
HEJIOCTATOYHOCTH MPEACTABICHHBIX SKCIEPTY MaTepualioB Ui Ja4yd 3aKJIIOUEHHsS SKCIEePT CTaBUT
BOIIPOC O IIPEACTABICHUU €My HEOOXOIUMBIX MaTepHaJOB IEpel PYKOBOAUTEIEM 3KCIEPTHOIO
YUPEXJICHUS, KOTOPBI 00paIaeTcsi C COOTBETCTBYIOIIUM 3allpOCOM B YIIOJIHOMOUYCHHBIN (eliepabHbIN
opran HCITOTHUTEIbHON BJIaCTH, BI)II[aBI_HI/Iﬁ 3alaHUC Ha IMPOBCACHHUEC ISKCICPTU3BI JICKAPCTBECHHOI'O
cpencTBa. YKazaHHbBIN (epepanbHbId OpraH UCIIOJHUTEIFHON BIACTH B TEYCHHUE IATH PadoYMX AHEH co
IHSI TIOCTYIUICHHUS 3aIpoca PYKOBOIUTENS SKCIEPTHOTO YUPEXKICHHsSI HANPABISIET 3asABUTEIIO 3arpoc O
IPEICTaBICHUN HEOOXOANMBIX MaTepHaioB. [laHHBIN 3ampoc MOXKET OBITh MepeiaH YHOJTHOMOYSCHHOMY
MPpEACTABUTCIIIO 3aABUTCIIA JIMYHO ITOA PACIIMCKY, HAIIPABJICH 110 IMOYTC 3aKa3HBIM ITMCbMOM HWJIM IICPEAaH
B JJIGKTPOHHOH (pOpME MO TEIEKOMMYHUKAIIMOHHBIM KaHalaM CBsi3U. B ciydae HampaBieHUs JaHHOTO
3arpoca 1mo mo4re 3aKa3HbIM IMMCbMOM OH CUHUTACTCA ITOJYUYCHHBIM II0 UCTCUYHCHHU HICCTU HHGI;'I C JaThl
HampaBJIeHUs 3aKa3HOTO MUChMA.

(uactsb 4 B pen. enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asBuTenb 00s13aH NMPEACTaBUTHh OTBET Ha 3alpOC YHOJHOMOYEHHOTO (eliepanibHOro opraHa
HCIIOJIHUTEJIBHON BJIAacTU B CPOK, HE NMPEBBIMIAIONININ AEBIHOCTA pabOUMX JAHEW CO JHS €ro MOJTY4YEHHS.
YTOIHOMOYEHHBIH (enepaibHbIil OpraH WCHOJHUTENBHOM BIIACTH, BBIAABIINM 3aJaHHE HA MPOBEAECHUE
AKCIIEPTHU3Bl JIEKAPCTBEHHOI'O CPEJCTBA, B TEUEHHE ISTH pabouux JHEH co AHS MOCTYIUIEHUS OT
3asBUTEN OTBETA Ha JAHHBIM 3allpoC HANPAaBISET TAKOW OTBET B DKCIEPTHOE yupexacHue. B ciydae
HEMNpPEeJICTaBICHNUs] 10 HMCTEYEHUU JIeBSHOCTa pabouux JHEHW 3asBUTENEM OTBETa Ha JaHHBIA 3ampoc
YIIOJIHOMOYEHHBIN (e/iepaiabHbIil OpraH HCIOJHUTENbHON BIIACTH, BBIJABIIMM 3a/laHHE Ha MPOBEICHUE
AKCIIEPTHU3Bl JIEKAPCTBEHHOTO CPEJCTBA, B TEUEHUE MSATH pabouyux JHEW HampaBisieT B JKCIEPTHOE
YUPEXKIEHUE YBEIOMIICHHE O HENPEJCTABICHUU 3asBUTEJIEM OTBETa Ha 3allpoC YKa3aHHOI'O OprasHa.
Bpemsi co nHS HampaBlieHUsl 3ampoca SKCIEPTHOIO YUPEKICHHS B YIOJIHOMOYEHHBIH (henepanbHbli
OpraH MCIOJHUTEIbHOW BJIACTU 0 JHS IMOJIyYEHHs DKCIEPTHBIM YUPEKIEHHUEM OTBETA HA 3alpoc WU
YBEJAOMJICHUS] O HENpEACTAaBIEHUU OTBETa Ha 3ampoC HE YUWUTHIBACTCS NPU MCUYUCIEHUU CpOKa
IIPOBEJEHUS SKCIIEPTU3HI JIEKAPCTBEHHOTO CPEJICTBA.

(uacTsb 4.1 BBeneHa @enepanbHbIM 3aKk0HOM OT 25.11.2013 N 317-03)

4.2. Ecau B cocTaBe perMCTpallMOHHOIO JOChE HA JIEKApPCTBEHHBIM IpernapaT Uisi MEAUIIMHCKOTO
IIPUMEHEHHUsI CONEPKUTCA MNpeaycMoTpeHHas cratbed 18, wactero 1.1 crarem 30 wm crateein 34
Hacrosimero dexepalbHOr0 3aKOHa KOMHUS pPELICHHWs YIOJIHOMOYEHHOro (efepalbHOro oOpraHa
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WCIIOJTHUTEJIBHOW BIIACTU O IPOBEJCHUM WHCIEKTHPOBAHUS IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJNCTB,
JKCIepTy 10 OGOPMIICHHS PE3yJIbTATOB SKCIEPTH3bI JICKAPCTBEHHOTO CPENICTBA TMPEIOCTABISETCS B
MOpPSAKE W Ha YCJIOBHSIX, KOTOpbIe NpeaycMOTpeHbl udacTsmMu 4 u 4.3 HACTOALIEH CTaThbu, KOMHS
3aKJIIOYEHUST O COOTBETCTBUU MPOM3BOJIUTENS JICKAPCTBEHHBIX CPEJACTB TPEOOBAHUSIM IPaBUII
HaJJIeXxalled MPOU3BOJCTBEHHONW MPAKTUKU, BBIJIAHHOTO YIIOJHOMOYEHHBIM (erepaqbHbIM OpraHoM
WCIIOJIHUTEJIbHOU BJIACTH.

(dactp 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.3. 3asBuTens 00s3aH MPEICTABUTH B YIOJHOMOUYCHHBIN (enepaiabHbIil OpraH HCIOJHUTEIBHOM
BJIACTU KOIMIO 3aKJIIOYEHHS O COOTBETCTBUHU IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TPEeOOBaHUSAM
NpaBUJl HaJUIekKallell MPOU3BOJACTBEHHON MPAKTUKU B CPOK, HE TMPEBBIIAIOIINN CTa BOCBMHUAECATH
paOouux AHEH €O AHs MOJY4YEHHUs 3ampoca O €€ MPEeJOCTABICHUU. YIOJIHOMOYEHHBIH (enepanbHbIi
OpraH HCIIOJIHUTEIBHON BIIACTH, BBIJABIIMN 33/JaHUE HA TPOBEIEHHE HSKCHEPTH3bI JIEKAPCTBEHHOTO
CpeAcTBa, B TEYEHUE NATH pabouyMX AHEW CO AHSA MOCTYIUICHHUsS OT 3asBUTENs KONUHU 3aKJIIOYEHHUS O
COOTBETCTBHHM  TNPOM3BOAMTENS JICKAPCTBEHHBIX CPEJACTB TpPeOOBaHMAM MpaBHJ  HaJUICKAIICH
IIPOM3BO/ICTBEHHO!N NPAaKTUKHU, HANpaBISIET €€ B 3KCIEPTHOE yupexJeHue. B ciyuae HenpencTaBieHUs
3asBHUTEJIEM B YKa3aHHBIA CPOK KOIMU 3aKIIOYCHHS O COOTBETCTBUH IPOM3BOJUTENS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBaHMSAM MPaBWII HaJUIeXkKallell MPOM3BOACTBEHHON MPAKTUKU  YIOJHOMOYECHHBIH
benepanbHBIi OpraH MCIIOJHUTENFHOW BIACTH, BBIJABIIMN 3aJaHWE Ha TPOBEICHHE SKCIEPTU3BI
JIEKapCTBEHHOI'O CpEACTBA, B TEUEHHE MATH PaboyuX JHEH HampaBisieT B SKCIEPTHOE YUpeKICHUE
YBEIOMJICHHE O HETPEICTABICHUH 3asBUTEIEM KOIHH 3aKIIOYCHUS O COOTBETCTBUU MPOHM3BOIUTEIS
JIEKapCTBEHHBIX CPEACTB TPeOOBAaHUAM IpPaBUJ HajJIeXalled NPOM3BOJICTBEHHON MpakTUKU. Bpems co
IHS HAlpaBJIEHUs 3ampoca SKCIEPTHOTO YUYPEXKIEHUS B YIOJHOMOYCHHBIH (QenepaiabHbIil opraH
UCIOJHUTEIIBHOW BJACTU [0 JHS HOJYYEHUs OHKCHEPTHBIM YUPEXKJEHUEM KONUHU 3aKIIOYEHUs O
COOTBETCTBHHM  TPOU3BOAMTENS JICKAPCTBEHHBIX CPEJACTB TpPeOOBaHMAM MpaBHJ  HaJUICKAIICH
IIPOM3BOJICTBEHHON MpPAKTUKU WJIM YBEAOMIIEHUS O €€ HEINpPEJCTaBICHUM HE YUYUTBIBAeTCA IIpU
WCUMCIICHUH CPOKA MTPOBEICHUS SKCIIEPTU3HI JIEKAPCTBEHHOT'O CPE/ICTBA.

(uactp 4.3 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. Dkcmepr Npu MPOBEIEHUU IOPYYEHHOH €My pPYKOBOAMUTEIEM OHKCHEPTHOTO YUPEKJEHUS
HKCHEPTHU3bI JIEKAPCTBEHHOT'O CPEACTBA 00s3aH:

1) mpoBecTM TIOJHOE WCCIENOBaHUE TMPEACTABIECHHBIX €My OOBEKTOB, MaTepualioB, JAaTh
000CHOBaHHOE U OOBEKTHBHOE 3aKIIOYEHHE II0 T[OCTaBJICHHBIM Tepel HHUM BOIpOcaM HIIU
MOTHBUPOBAHHOE 3aKJIIOYEHHE O HEBO3MOXXHOCTH TMPOBEIEHUS WM SKCIEPTU3bl JIEKAPCTBEHHOTO
CpEeICTBa, €CIIA MOCTaBICHHBIE BOMPOCHI BBIXOJIAT 3a MPeJIeibl ClielUalbHBIX 3HAHUHN dKCIIepTa, 0ObEKTHI
WCCTIEIOBAHUI U MaTepHalIbl HEMPUTOJIHBI WJIM HEJIOCTATOYHBI JIJISi TIPOBENICHUS MCCIIEIOBAHUN U Jauu
3aKJIIOUEHUs MO0 COBPEMEHHBIM ypOBEHb Pa3BUTHs HAayKH HE TMO3BOJIAET OTBETHTh HAa MOCTaBJICHHBIE
BOIIPOCHI;

2) He pa3riamarh CBEJCHMS, KOTOPBIE CTAaJM €My U3BECTHBI B CBS3U C MPOBEACHUEM HKCIEPTHU3BI
JIEKapCTBEHHOT'O CPEJCTBA, @ TAKXKE CBEIECHUS, COCTABIIAIOLINE IOCYAapCTBEHHYI0, KOMMEPUYECKYI0 HIIU
MHYI0 OXPaHAEMYIO 3aKOHOM TaliHy;

3) obecreunTh COXpPaHHOCTH MPEACTABICHHBIX OOBEKTOB HCCIIEOBAaHUN U MaTEPHAIIOB.

6. DKcIepT He BIIpaBe:
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1) mpOBOANTH SKCHEPTU3Y JIEKAPCTBEHHOTO CPEJCTBA MO OOpAIICHUIO HETOCPEICTBEHHO K HEMY
OpraHu3aIyii Uiu GU3NICCKHUX JIHII;

2) caMOCTOSITENILHO COOMPaTh MaTepUaJIbl Ul IPOBEAECHUS 3KCIIEPTU3BbI JIEKAPCTBEHHOT'O CPELCTBA;
3) IpOBOAUTH HKCIIEPTU3Y JIEKAPCTBEHHOT'O CPEACTBA B KAYECTBE HEOCY IaPCTBEHHOIO 3KCIIEPTA.

7. B cnydae HEOOXOAMMOCTH OJKCIEPT BIIPaBe XOAATaliCTBOBATh IMEpell PYKOBOJIUTEIIEM
9KCIEPTHOIO YUPEKACHUS O MPUBJICUYCHUH K MPOBEACHUIO SKCIIEPTU3BI JIEGKAPCTBEHHOTO CPEJCTBA APYTUX
HKCIIEPTOB.

8. Kaxaplii sKcrepT, BXOASAIIMI B COCTaB KOMUCCUHU 3KCIEPTOB, KOTOPOM MOPYUYEHO MPOBEJCHUE
9KCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCHUMO M CaMOCTOATEIBHO MPOBOAUT HCCIIEIOBAHUSA,
OIICHWBAET PE3yJIbTAThI, MOJYYCHHbIC MM JIMYHO W JPYTHMH SKCIIEpTaMH, U (DOPMYIUPYET BBIBOIBI
OTHOCUTEJIbHO TIOCTABJIEHHBIX BOIPOCOB B MIPE/ieNIax CBOMX CIELUAIbHBIX 3HAHU.

9. Pe3ynmbTaThl 3KCHEPTH3BI JIEKAPCTBEHHOTO CPENCTBA O(OPMIIIOTCS 3aKIIOUYCHHEM KOMECCHU
SKCIIEPTOB. B 3aKkiio4eHHMH KOMHCCHUU OKCIEPTOB YKa3bIBAIOTCA IMEPEUYeHb HCCIeIOBaHUM, 00beM
MIPOBEJICHHBIX KAXKIBIM IKCIIEPTOM HCCIICIOBAaHHH, YCTAHOBJICHHBIC KAXK/IBIM U3 HUX (DAKTHI U CICIIAHHBIC
B pe3yJbTaTe UCCIeAOBaHUN BBIBOJBI. DKCIEPT, MHEHUE KOTOPOTO HE COBMAAAET C PEHICHUEM KOMHCCHU
9KCIIEPTOB, BIIPaBE BBIPA3UTh CBOE MHCHHE B MUCHMEHHOHN (hopMe, KOTOPOE MPHOOIIACTCS K 3aKITFOUCHUTO
KOMHUCCHH 3KCIIEPTOB.

10. DOkcnepThl, BXOJALIME B COCTaB KOMHCCHM, IPEAYNPEXIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKoHojaTeslbcTBOM Poccuiickoit ®denepanuu 3a nady 3akiIrOueHUs, COJEpPXKAIEro
HEO0OOCHOBAaHHBIC WIH (HaTbCU(PUIIPOBAHHBIEC BHIBOBI, O U€M OHH JIAIOT IOAIHUCKY.

11. Omnpenenenue ypoBHsl IpoecCHOHAIBHON MOATOTOBKU HKCIEPTOB U aTTECTAlMs UX Ha MPaBO
MIPOBEJICHUS IKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISIOTCS 3KCIEPTHO-KBATH(PUKATUOHHBIMHU
KOMHCCHUSIMHU B MOPSAJIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIUM YIIOJIHOMOUYEHHBIM (hefiepalibHbIM OpraHoM
HCIIOJIHUTENILHON BJacTU. YPOBEHb NMpo(eccHOHANbHON MOJATOTOBKU IKCIIEPTOB MOMJIEKUT MEPECMOTPY
YKa3aHHBIMH KOMHUCCUSIMU HE PEXE YEM OJUH pa3 B IIATH JIET.

12. TlpaBmia TpOBENEHUS AKCIEPTH3BI JICKAPCTBEHHBIX CPEJACTB M OCOOCHHOCTH DIKCIICPTH3BI
OTIENbHBIX BUIOB JIEKAPCTBEHHBIX TMpemnapaToB (pedepeHTHBIX JIEKApCTBEHHBIX IIPENapaTos,
BOCIIPOU3BE/ICHHBIX JICKAPCTBCHHBIX IPEIapaToB, OHOJOTHYECKHX JICKAPCTBEHHBIX IIPEIapaToB,
O0MoaHaANOroBbIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX MpenaparoB (OMOaHAIOroB), TOMEOMATHYECKUX
JICKaPCTBCHHBIX MPETapaToB, JEKAPCTBEHHBIX PACTUTEIBHBIX MPENapaToB, KOMOWHAIMHA JIEKAPCTBCHHBIX
npemapaToB), (GOpMBbI 3aKITIOYEHHH KOMHUCCHH OKCIEPTOB YCTAaHABIMBAIOTCS COOTBETCTBYIOIIMM
YIOJTHOMOYCHHBIM ()eIepaTbHBIM OPTaHOM HCIIOJTHUTEILHOW BIIACTH.

(vactp 12 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CrtaTtba 17. Nopmaya un paccMoTpeHune 3adaBlieHUsa o rocyp,apCTBeHHoﬁ perncTtpauuvmn
NeKapCcTBEHHOro npenapaTa Ans BeTepuHapHOro npMuMeHeHus
(B pen. denepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. I[J'IH FOCYIlapCTBCHHOﬁ peructpanuu JICKApCTBCHHOI'0 IMpfrapara Ajd BETCPUHAPHOTO
MMPUMCECHCHUA p33pa60T‘-H/IK TaKOro JICKApCTBCHHOI'0 Iperapara WM YIIOJIHOMOYCHHOC WM JpYyroc
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IOPUIMYECKOEe JHMIO (Jajee B HACTOSIIEH cTaTbe - 3asBUTEIb) HPEJCTABISET B YIOJHOMOUYEHHBIN
(benepanbHBIi OpraH HUCIOJHUTEIBLHOW BIACTH, OCYIIECTBISIONIMNA TOCYNApPCTBEHHYIO PErUCTPAIUIO
JIEKapCTBEHHBIX IIPENapaToB [yl BETEPUHAPHOTO IPUMEHEHHUS, B SJICKTPOHHOH (opMe min Ha OyMaXKHOM
HOCHTEJIEC 3asBJICHUE O TOCYJapPCTBEHHON PErMCTpalUy JIEKAPCTBEHHOIO IIpernapara A BETEPUHAPHOIO
IIPUMEHEHHMs, a TAK)KEe B TMOPSIJIKE, YCTAHOBJIEHHOM COOTBETCTBYIOIIUM YIOJHOMOUYEHHBIM (hefepallbHbIM
OpPraHOM HCHOJHHUTEIBHOM BIIACTH, B AJIEKTPOHHOW (popMe miu Ha OyMakHOM HOCHTEIE HEOOXOAMMBbIE
JOKYMEHTBI, U3 KOTOPBIX (OPMHPYETCS PETHMCTPALIMOHHOE J10ChEe Ha JIEKapCTBEHHBIM mpemapar Juis
BETEPUHAPHOTO IPUMEHEHUS.

2. B 3asBieHUN 0 rocyJapCTBEHHOM PErucTpalluy JIEKapCTBEHHOTO IpernapaTa Ui BeTEpUHAPHOTO
MIPUMEHEHHUS YKA3bIBAIOTCS:

1) HauMeHOBaHME U aJpec 3asBUTEIIS, Pa3padOTYNKA U MPOU3BOJUTENS JIGKAPCTBEHHOIO IIpenapara
JUIs BETEPUHAPHOIO MPUMEHEHHUS M aJpeC MecTa OCYIIECTBJIEHHS IPOU3BOJCTBA JIEKAPCTBEHHOIO
npernapara Juis BEeTEepUHApHOIO NMPUMEHEHHUs (B Cllyyae HaJIM4Msl HECKOJBKHUX YYAaCTHHMKOB Ipoliecca
IIPOM3BOJICTBA HEOOXOAMMO yKa3aTh KaXJA0I0 U3 HUX);

2) HaMMEHOBaHHE JIEKAPCTBEHHOIO IMpernapara JJisi BETEPUHAPHOTO MPUMEHEHHs (MEXIyHAPOIHOE
HEMAaTeHTOBAHHOE, WIH IPYNIUPOBOYHOE, W XUMUUECKOE U TOPrOBOC HAMMEHOBAHUA);

3) IEPpCUCHb ﬂeﬁCTBYIOIHHX M BCIIOMOI'aTCJIbHBIX BCIICCTB, BXOAAIIHWX B COCTAB JICKAPCTBCHHOI'O
npemnapara JJjid BETCPUHAPHOI0 IPUMCHCHUS, C YKa3aHUEM KOJIMYCCTBA KAXKAO0TI'O U3 HUX,

4) nexapcTBeHHass ¢opMma, AO3UPOBKA, CHOCOOBI BBEJACHUS W MPUMEHEHHUS, CPOK TOJHOCTH
JIEKApCTBEHHOTO TMperapaTa JJisi BETepUHAPHOTO TPUMEHEHUS;

5) dbapmakoTepaneBTHUECKAs TPYIIIA;

6) He0OXOIMMOCTh MPUMEHEHUSI YCKOPEHHOH MpOLEAYyphbl SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B
LEJIAX TOCYIapCTBEHHON PETUCTPALMU JIEKapCTBEHHOIO NIpernapara;

7) KOIIMK TOKyMEHTOB, OATBEPKAAIOIINX YIIJIATy TOCYIapCTBEHHOM MOUUINHBI:

a) 3a IPOBEIEHUE SKCIEPTU3bl KayecTBa JIEKAPCTBEHHOI'O CPEJCTBA M JKCIEPTHU3bl OTHOLICHHUS
OKHJaeMOH IOJIb3bI K BO3MOKHOMY PUCKY IPUMEHEHHUS JIEKApCTBEHHOIO Npenapara JJisi BETepUHapHOTO
IIPUMEHEHHUS IIPU €T0 FOCYAAPCTBEHHON PETUCTPALINN;

0) 3a BbIAAUy PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO Mpenapara;

8) HajnMyMe corjacus, MPeAyCMOTPEHHOTO YacThl0 7 HACTOAILIEH CTaTbH, €CIM C MOMEHTa
perucTpauu peQepeHTHOro JEKapCTBEHHOIO IMpemnapara A BETEpPUHAPHOTO MPUMEHEHHs IPOILIO
MEHEE YeM IIECTbH JIET.

(B pen. denepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

Koncynprantllntoc: npumeuanue.
C 01.01.2021 B a63. 1 4. 3 ct. 17 BHOCcsATCS m3menenust (D3 ot 27.12.2019 N 478-D3).
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3. PeructpannoHHoe J0cbe B LENAX JKCIEPTU3BI JIEKAPCTBEHHOIO Ipenapara Ul BETCPUHAPHOIO
npUMeHeHHs (GOPMUPYETCS U3 CIASAYIOMINUX JOKYMEHTOB!

Koncynprantlntoc: mpumedanue.
C01.01.2021 B 1. 1 4. 3 c1. 17 BHOCsTCs n3meneHust (D3 ot 27.12.2019 N 478-D3).

1) xomusi JMIIEH3UH Ha TMPOU3BOACTBO JIEKAPCTBEHHBIX CPEJICTB, BBIJAHHOW IPOU3BOIUTEIIO
PETUCTPUPYEMOTO JICKAPCTBEHHOTO IMpernapara JIsi BETEPUHAPHOTO MPUMEHEHUS, IS POCCUHCKUX
MPOU3BOAUTENCH;

(n. 1 B pen. ®enepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

Koncynpsrantllimtoc: nmpumedanue.
C01.01.2021 B 1. 2 4. 3 c1. 17 BHOCsTCS n3meneHus (D3 ot 27.12.2019 N 478-D3).

2) KOIIMA JIMOCH3UWKW Ha IPOU3BOJACTBO JICKAPCTBCHHBLIX CPCIACTB, BI)II[aHHOI\/JI IMPOU3BOAUTCIIIO
(bapMareBTHUECKON CyOCTaHIINU, BXOAAIICH B COCTaB PETUCTPUPYEMOTO JICKApCTBEHHOTO TIpernapara Jijis
BETEPUHAPHOI0 IPUMEHEHUS, I POCCUMCKUX IIPOU3BOJIUTEIICH;

(. 2 B pen. @enepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

2.1) xomus MOKYMEHTa, BBIIAHHOTO YIIOJHOMOYEHHBIM OpPraHOM CTPAaHbl MPOU3BOIUTENS IS
KaXJI0M  MPOM3BOACTBEHHOM  IUIOWIAAKH  PETMCTPUPYEMOTO  JIEKAPCTBEHHOIO  Ipernapara  Jyis
BETEPUHAPHOTO MPUMEHEHUS] M TOATBEPXKIAIOIIETO COOTBETCTBUE IPOU3ZBOAMUTENS JIEKAPCTBEHHOIO
npenapara TpeOOBaHUAM MPABHII HAJUICKAIIECH MPOU3BOICTBEHHON MPAKTHKH, U €r0 MEePEeBOJ] HA PYyCCKUM
S3bIK, 3aBEPEHHBbIE B YCTAHOBIEHHOM IMOPSAKE, a TAaKXE KOINUS 3aKJIIOUYEHHUS O COOTBETCTBHUU
MIPOU3BOJIUTEINS JICKAPCTBECHHBIX CPEJCTB TpPeOOBAaHWSAM TIPABHWJ HAJICkKAIIed IMPOU3BOJICTBEHHOM
MIPAKTUKH, BBIJAHHOTO YIIOJIHOMOYEHHBIM (pe/iepalIbHbIM OpTraHOM HCTIOJHUTENHHOM BIACTU AJS KaXKIOM
MPOU3BOACTBEHHON IUIONIAAKH PETUCTPUPYEMOTO JIEKAPCTBEHHOrO IMpenapara sl BETEPUHAPHOTO
MPUMEHEHHUS, JIUOO KOMHS PEIIeHUs O MPOBEACHUM WHCIIEKTUPOBAHUS MPOU3BOAUTENS JEKAPCTBEHHBIX
CPEJIICTB, MPUHATOTO YIMOJTHOMOYEHHBIM (eepaibHBIM OPTraHOM HMCTIOJHUTEIHHOM BJIACTU YIS KaXKIOU
MPOU3BOJACTBEHHON IUIOIIAJKH PETUCTPUPYEMOIO JIEKAPCTBEHHOIO IIpernapara sl BETEPUHAPHOIO
MPUMEHEHUS. YKa3aHHbIE JOKYMEHTBI MPEICTABISAIOTCSA B CIydae, €CiIu MPOU3BOJICTBO JIEKAPCTBEHHOIO
rpernapara ocylecTsisieTcs 3a npeaenamu Poccniickoit denepannu;

(. 2.1 BBegen ®enepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) Komus JOKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpPaHbl IPOU3BOAUTEIS
(bapmaleBTUYECKOM cyOcTaHIn U MOJITBEP K IAIOIIETO COOTBETCTBUE MIPOU3BOIUTEIIS
(bapmarieBTHUECKON CyOCTaHIIMM, BXOAAIIEH B COCTaB PETUCTPUPYEMOr0 JEKapCTBEHHOTO IpenapaTa Juls
BETEPUHAPHOTO0 NMPUMEHEHUs, TPeOOBAaHUSAM IpaBUI HajJIeXalleld MPOU3BOJICTBEHHON MPAKTHKHU, U €ro
IIEPEBOJl HA PYCCKHMM S3bIK, 3aBEPEHHBIC B YCTAHOBJIIEHHOM IIOPSIKE, B CIIy4ae, €CJIM IPOU3BOACTBO
(hapmareBTHUeCKOl CyOCTaHITMU OCYIIECTBIISETCS 3a npeaenamMu Poccuiickoit denepanuu;

(m. 2.2 BBeneH denepanbHbpiM 3aK0HOM 0T 04.06.2018 N 140-D3)

3) TOpoeKT HOPMAaTHUBHOTO JOKYMEHTa Ha JIEKApCTBEHHBIM IMpemapaT sl BETEPUHAPHOIO
[IPUMEHEHUS;

4) MOKYMEHT, COJEpKaIlui CIeAyoIyo HWHpopMaiuoo o ¢apMareBTUYECKON CyOCTaHIIUA WITH
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(bapMaL[eBTI/IquKI/IX CY6CTaHHI/I5[X, BXOIAIIHUX B COCTaB JICKAPCTBCHHOI'O IIpfIriapara AJid BETCPUHAPHOT'O
IMPUMCHCHUS:

a) HaMMEHOBaHHME (apMaleBTUYECKOW CyOCTaHIIMH, €€ CTPYKTypa, oOIIuMe CcBoHcTBa (Mpu
TrOCy/IapCTBEHHOW  PETUCTPAllUd  WMMYHOOHMOJOTHMYECKHX  JICKAPCTBEHHBIX  MPEmapaTtoB  JUIs
BETCPUHAPHOTO TPUMEHEHHS MPEICTABISIOTCS CBEICHHS O INTaMMe, BKIIOYas €ro HauMEHOBaHUE,
MH(OPMAIIHIO O TIPOUCXOKICHUH, €0 CBOMCTBAX, XaPAKTEPUCTUKAX U MECTE JICTIOHUPOBAHHUS );

(B pen. @enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

0) HauMEHOBAaHME U a/IPEC MPOU3BOAUTEIS;

B) TEXHOJIOTHS IPOU3BOJICTBA C OMHCAHUEM CTAJWM MPOU3BOICTBA M METOJOB KOHTPOJISI Ha BCEX
CTaJusAX MMPOU3BOJACTBA;

r) uHpoOpManmus O mnpuMecsix (HE TPEACTaBIsIeTCs TPU TOCYAapCTBEHHOW PErHCTpaIliu
UMMYHOOHOJIOTHIECKHIX JICKAPCTBEHHBIX MIPEIapaToB JUIsi BETCPUHAPHOTO MPUMEHEHUS ),
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

1) cenuduKanus Ha GpapManeBTHICCKYI0 CYOCTaHINIO (HE IPEICTABISICTCS MPU TOCYAapCTBEHHOM
perucTpani UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MTPENapaToB Uil BETEPUHAPHOTO IPUMEHEHUS);
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

e) OIIMCAHHUC MCTOJUK KOHTPOJIA Ka4CCTBA,

K) pe3yJbTaThl aHanu3a cepuil (papmarneBTHYECKOW CyOCTaHmHMH (HE TPEICTABISIOTCS MPH
rOCy/IapCTBEHHOW  PETUCTPAllMd  HUMMYHOOHOJOTHMYECKHX  JIEKQPCTBEHHBIX  MpemapatoB  JUid
BETEPUHAPHOTO TPUMEHEHUS );

(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

3) MNEPCUYCHb CTAaHAAPTHBIX 06pa31103 HJIN BCIICCTB, UCIIOJIB3YCMBIX ITPU OCYHICCTBICHUUN KOHTPOJIA
Ka4dycCCTBa,

1) ONMCAHNE XapaKTEPUCTHK U CBOWCTB yIIaKOBOYHBIX MaT€pUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHblE O CTabuiabHOCTH (HE TPEACTABISIOTCS TPH TOCYAAPCTBEHHOW pEruCTpaluu
MMMYHOOHOJIOTUYECKHX JIEKAPCTBEHHBIX MPETNapaToB /Jisi BETEPUHAPHOTO IPUMEHEHUS);
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

JI) CPOK F'OJIHOCTH, YCIIOBUSI XpaHEHMUS;

5) oTtuer o pe3ynabTaTax JAOKIMHMYECKOIO MCCIEIOBAHUS JIEKAPCTBEHHOTO CpEACTBA s
BCTCPUHAPHOI'O NPHUMCHCHUA, BKJ'IIOLIaI-OHII/Iﬁ OIMUMCAaHUC MCETOAOB ONPCACICHUA OCTATOYHBIX KOJIMYECTB
JeWCTBYIOIIEro BellecTBa (ACHCTBYIONIIMX BELIECTB), JOCTHTaAIOMIErO (JOCTHTaIOIMIMX) CHCTEMHOIO
KpOBOTOKA, B HNPOAYKIHUH KXHUBOTHOTI'O HNPOUCXOXKIACHUA ITOCJIC IMPUMCHCHUA TAKOI'0 JICKAPCTBECHHOI'O
CpeZCTBa, a TaKXKe JOKYMEHTaJIbHOE MMOATBEPKACHUE (BaUIAIHs) YKa3aHHBIX METO/I0B;

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) OTUCT O PpE3yJibTaTaX KIMHHUYCCKOIO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIpCliapaTta IJId
BETCPUHAPHOI'O MPUMCHCHHSA Y KAXKAOTO BUAA )KUBOTHBIX, YKAa3aHHBIX B MHCTPYKIHU 11O BETCPUHAPHOMY
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IIPUMCHCHUIO,

7) IPOEKT MHCTPYKIUHU N0 BETEPUHAPHOMY ITPUMEHEHHUIO JIEKAPCTBEHHOTO Ipenapara, cojepxaiieit
CJIeyIOIINEe CBEACHHUS:

a) HAMMEHOBAHME JIEKAPCTBEHHOTO Ipenapara Jjisi BETEPUHAPHOIO NMPUMEHEHUs (MEXIyHAPOIHOE
HEMaTeHTOBAaHHOE, WM TPYNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHUS);

0) nekapcTBeHHas (hopma C yKa3aHHEeM HAMMEHOBAaHUHN M KOJMYECTBEHHOTO COCTaBa JCHCTBYIONINX
BEIIECTB U KaU€CTBEHHOT'0 COCTaBa BCIIOMOTATEIbHBIX BEILIECTB;

B) OIIMCAHUE BHEIIHEIO BU/IA JIEKAPCTBEHHOIO IIpenapaTa Jijlsl BETEpUHAPHOIO IPUMEHEHUS;

r) dapMakoTepaneBTHUECKas TPYIINa JIEKAPCTBEHHOT0 Mperapara /AJig BETepUHAPHOTO MPUMEHEHUS
WJIU yKa3aHHe "TOMEOIaTHYECKUM JIEKapCTBEHHBIN TTpenapar';

n)  dapmakoguHamMuka W (QapMaKOKMHETHKa (3@  HMCKIIOYeHHEeM  (papMaKOKWHETHKH
TOMEOTIATHYECKUX JICKAPCTBEHHBIX MPEMApaToB M PACTHTEIBHBIX JICKAPCTBEHHBIX MPEIApaToB) WIIH
OINMCaHHE UMMYHOOHOJIOTHUYECKUX CBOWCTB JIEKAPCTBEHHOTO IIperapara;

€) MoKa3aHusl JUIsl IPUMEHEHMUS;
) IPOTUBOIIOKA3aHMsI JUIsl IPUMEHEHHUS;
3) Mepbl IPEJOCTOPOKHOCTU MPU NPUMEHEHUU;

I/I) YKa3aHne€ BO3MOXKXHOCTHU U 0COOEHHOCTEH MMPUMCHCHUA Y 6epeMeHHbIX JKUBOTHBIX, Y )KUBOTHBIX B
Inepuruona JJakKTalu, y HOTOMCTBA JKUBOTHBIX;

K) PEXKUM OO3UPOBAHUA, CIocoo BBCIACHHA U IIPUMCHCHMUS, IIPHU HCO6XO,Z[I/IMOCTI/I BpEMA IIprueMa
JICKApCTBCHHOTO Iperapara JJIis1 BETCPUHAPHOI'0 IPUMEHCHUA, MIPOAOJDKUTCIIBHOCTD JICUCHU A,

J) BO3MOYXKHBIE MOOOYHBIE JEUCTBUSA, HEXKENATENbHbIE PeaKINK MPH MPUMEHEHUH JIEKApCTBEHHOTO
npenapara Jijisi BETepuHaApHOTO MPUMEHECHHS;

M) CUMITOMBI IIEPEI03UPOBKH, MEPHI IO OKA3aHUIO TOMOIIHU IPH MEPEI03UPOBKE;
H) B3aUMOJIEHCTBUE C IPYTUMHU JIEKAPCTBEHHBIMHU IIperapaTaMy U (W) KopMaMu;
0) ¢opMBI BBIITyCKa JEKapCTBEHHOTO Npenapara AJsl BETEpUHAPHOI0 IPUMEHEHUS;

1) yKazaHue (Mpu HEOOXOJMMOCTH) OCOOEHHOCTEM IeMCTBHS JIEKapCTBEHHOIO Ipernapara s
BETEPUHAPHOT'O IPUMEHEHUS NIPU IIEPBOM IIPUEME WIIM IIPU €TI0 OTMEHE;

p) onucanue (pu HEOOXOAMMOCTH) ACHCTBUN CHEIUATNCTa B 00JIACTU BETEPUHAPHH, BIIAJIEIbIA
KUBOTHOTO TMpPH MPOMYyCKe NpHeMa OJHOW WM HECKOJIBKHX J103 JIEKapCTBEHHOTO IMpernaparta Jyis
BETEPUHAPHOTO IPUMEHECHUS;

(B pen. denepanbhoro 3akona ot 02.08.2019 N 297-03)
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C) CPOK TIOAHOCTH H YKa3aHHC Ha 3alpeT MNOPHMCHCHUA JICKAPCTBECHHOI'O IIpfriapara I
BCTCPUHAPHOI'O IPUMCHCHUA 110 UCTCUCHHUHN CPOKaA I'OJJHOCTH;

T) YCJIOBUS XpaHEHUS;

y) yKa3aHME€ Ha HEOOXOAMMOCTb XpaHEHHs JIEKapCTBEHHOI'O IIpernapaTra JUisi BETEpUHAPHOIO
IIPUMEHEHMS B MECTax, HEIOCTYIHbIX AJIS 1eTeH;

¢) yxazanue (Ipu HEOOXOIMMOCTH) CIEHUAIBHBIX MEp IMPEIOCTOPOKHOCTH TMPH YHUUYTOKECHUU
HEHCIOJIb30BAaHHBIX JICKAPCTBEHHBIX IPETIapaToB /sl BETEPHHAPHOTO IPUMEHECHHS;

X) CPOKH BO3MOXHOI'O HCIIOJIB30BAHUA NPOAYKIUH KUBOTHOTO IMPOHUCXOKACHUA ITOCIIC BBCACHHUA
KNBOTHOMY JICKAPCTBCHHOT'O IIpEIriapara JJIs1 BETCPUHAPHOI'O IPUMCEHCHUS

11) YCIIOBUS OTITYCKa;

4) HAMMEHOBAaHUSA U aJpeca MPOU3BOJCTBEHHBIX IUIOMIAJOK MPOU3BOAUTENS JIEKAPCTBEHHOIO
npenapara Jijisi BETepuHApHOTO MPUMEHEHUS;

II) HaWMEHOBaHWE, aJpec OpraHu3alllH, YIOJHOMOUYCHHOW Jiep)KaTejleM WM BIAJACIbIICM
PETUCTPAIIMOHHOTO  yJOCTOBEPEHUS JICKAPCTBEHHOTO TIperapara Ha MPUHATHE MPETCH3UH OT
oTpeOuTeIs;

8) MpOEKThl MAKETOB IIEPBUYHON YIIAaKOBKU U BTOPUYHOM YIIaKOBKH JIEKAPCTBEHHOIO IIpenapara Jjs
BETEPUHAPHOI0 IIPUMECHEHUS;

9) cnenyromue cBeeHHs O JIEKAPCTBEHHOM Tpernapare il BETepUHAPHOTO IPUMEHCHUS:
a) OMUCaHKe U COCTaB JIEKAPCTBEHHOT'O TIperapara Juisi BETepUHAPHOTO MPUMEHEHHUS;
0) onucanue papMaleBTUIECKOM pa3paboOTKH;

B) OMHCAaHME MpoIlecca MPOU3BOACTBA M €r0 KOHTPOJIS, MOJIMUCAHHOE B TIOPSAKE, YCTAHOBICHHOM B
COOTBETCTBHUH C YacThIO0 1 HACTOSIIEH CTAaThU,
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

I) ONHCAaHHWE KOHTPOJS KPUTUYECKUX CTaJui TNPOU3BOACTBA M IPOMEXKYTOUHOM MNPOAYKIHUH,
MOJIMMCAHHOE B MIOPSI/IKE, YCTAHOBJIEHHOM B COOTBETCTBHUH € YAacThIO | HACTOsIIEH CTaThy;
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

I[) HaUMCHOBAHUA M aJpeca p83p8.60T‘-II/IKa, ACPKaTCIIsT WM BJIAACJIblla PETUCTPAIMOHHOTO
YAOCTOBECPCHUSA JICKAPpCTBEHHOT'O nmpemnapara, IMPONU3BOJACTBCHHBIX I10IIaJJ0K IMPOU3BOAUTCIIA
JICKApCTBCHHOT'O Mpfriapara IJid BETCPHUHAPHOI'O0 HNPUMCHCHHA C YKA3aHUEM CTaauil TeXHOJIOTHYECKOTO
mponecca, OCYHECCTBIIIEMBIX Ha IMPOU3BOACTBCHHBIX IUIOMIAAKAX MIPOU3BOJAUTEIA JICKAPCTBECHHOI'O

Ipenapara Jiisl BETEpMHApHOIO IPUMEHEHUS;
(B pen. @enepanbHbIx 3aK0OHOB 0T 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)

C) (I)apMaL[eBTI/I‘-ICCKaﬂ COBMECTUMOCTD,
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’K) MUKPOOHOJIOTMYECKHE XapaKTePUCTUKHY;

3) MaTepUaIbHBIA OallaHC JIJIs TIPOU3BOJCTBA CEPHH TOTOBOTO MPOIYKTA;

1) OMUCaHNe XapaKTePUCTUK U CBOWCTB YIIAKOBOYHBIX MaTEPHAIIOB M YKYIIOPOUHBIX CPEJCTB;
K) TOKyMEHTaJIbHOE MOATBEPKICHUE (BaTuaaIusl) IPOLEecCoB U (W) UX OLICHKA;

) TpeOOBaHUS K KauyeCTBY BCIIOMOTATEIbHBIX BemecTB (ceprudukar, crnenudukamus Ha
BCIIOMOTaTENIbHBIC BEIIECTBA M UX OOOCHOBAHUE);

M) AHAIIUTUYCCKUE MCETOAUKH, HMCIOJIB3YEMBIC IIpH OCYHICCTBICHHN KOHTPOJIA KadeCTBa
BCIIOMOT'aTCIBbHBIX BEIICCTB,

H) AOKYMCHTAJIbHOC TTOATBCPIKIACHUC (BaJ'II/II[aI_II/Iﬂ) AHAIIMTUYCCKUX MCTOAHUK, UCIIOJb3YEMbIX IIPU
OCYIICCTBIICHUU KOHTPOJIA Ka4€CTBAa BCIIOMOTI'aTCIIbHBIX BCIICCTB,

O) PIH(bOpMaI_[I/IH 00 HCIIOJb30BAaHUM BCIIOMOTaTEIbLHBIX BCIICCTB YCJIIOBCUCCKOI'O M KHBOTHOI'O
IMPOUCXOKIACHUSA,

n) yrpatui cuiy. - ®enepanpubiii 3akoH ot 02.08.2019 N 297-03;

p) TpeboBaHHMS K KauyeCTBY JIGKAPCTBEHHOTO TIperapara JUisi BETEPHHAPHOTO TMPUMEHCHUS
(ceprudukar, cnenudukanys Ha JEKapCTBEHHBIN IIpernapar U uX 000CHOBaHHE),

C) AHAIIMTUYCCKUC MCTOAWKH, HCIIOJB3YEMBIC TIIpU OCYHICCTBJICHUMW KOHTPOJIA Ka4dCCTBaA
JICKaApCTBCHHOI'O IIpCIiapaTa JJIsi BETCPUHAPHOI'O IPUMCHCHMA,

T) JOKYMCHTAJIbHOC MOATBCPIKACHHUC (BaJ'II/II[aIII/Ifl) AHAIIUTUYCCKUX METOJUK, UCIOJbB3YCMBIX ITPpU
OCYHICCTBJICHUU KOHTPOJIIA Ka4€CTBaA JICKAPCTBECHHOI'O ITpCTiapara ik BETCPUHAPHOT'O IPUMCEHCHUS |

y) JOKYMEHT, MOATBEPXAAIOIINNA KayecTBO JIEKApPCTBEHHOIO Ipernapara TPeX HPOMBIIIIEHHBIX
cepuil (TPOTOKOJI aHAJIN3a WK CEPTU(UKAT aHAIN32a), OJIHA CEpUsl KOTOPOTO JIOJKHA COBIAATh C CepUei
oOpa31a JIeKapCTBEHHOTO Mpenapara, NoJaHHOT0 Ha pEerucTpaluio;

&) xapakTepucTHKa puMecei;

X) MEepeueHb CTaHJApPTHBIX 00pa3lloB, MCHOJIb3YEMBIX INPU OCYIIECTBICHUH KOHTPOJII KauecTBa
JIEKApCTBEHHOTIO IIpernapara JJisi BETEpUHAPHOTO IPUMEHEHUS;

11) IaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOI'O IIpernapara Jyisi BETEpUHAPHOTO PUMEHEHUS;

10) xomust JOKyMEHTa, cojJeprKamero MHGOpMAIMI0 O HAIMYUM WIH 00 OTCYTCTBUU (PAKTOB
perucTpalmy JIEKapCTBEHHOTO Tperapara Jjisi BETepUHApHOT0 IMpHUMEHEeHus 3a mpenenamu Poccuiickoit
denepanny;

11) cornacue B mucbMeHHON (GopMe, MPEAYyCMOTPEHHOE YacThlO 7 HACTOSIIEH CTaTbU, B Cilydae
pErucTpanvy BOCIPOU3BEIEHHOTO JIEKAPCTBEHHOIO IIpEnapara;
(B pen. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-03)
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12) komus JOKyMEHTa Ha pPYCCKOM SI3bIKE, 3aBEPEHHOTO B YCTAaHOBJICHHOM THOpSAKE H
MOATBEPKIAIOIIETO MPABOMOYHOCTh 3afBJICHHS O TOCYJApPCTBEHHON pETrUCTpaluu JEKapCTBEHHOIO
npernaparta Jiisl BETEpUHAPHOTO IPUMEHEHUSs (JI0BEPEHHOCTb );

13) cBemeHMss O TOCYJApCTBEHHOM pPETHCTpPAallUd TE€HHO-HMHXEHEPHO-MOIU(PHUIMPOBAHHBIX
OpPraHU3MOB, IPEAHA3HAYEHHBIX [UI1 BBITYCKA B OKPYXAWIyl0 cpeay (IpH TIoCyJapCTBEHHOM
perucTpany  JICKApCTBEHHBIX MpENapaToB Ui BETEPUHAPHOTO TPUMEHEHHUS, MOJIYYCHHBIX C
IPUMEHEHUEM TIEHHO-MHKEHEPHO-MOJU(PULMPOBAHHBIX  OPraHU3MOB WM  COAEPXKAIMX  TakKue
OpPIraHU3MBI).

(n. 13 BBenen denepanbubiM 3akoHOM OT 02.08.2019 N 297-D3)

4. Tlpu mnpoBeNeHUU YCKOPEHHOW TMPOLEIyphl 3KCIEPTU3BI JICKAPCTBEHHOTO TNIperapara s
BETEPUHAPHOTO PUMEHEHHUS B LIEJISIX €r0 TOCYJAapCTBEHHOW PETHCTPAIMd BMECTO OT4YeTa pa3paboTunka
0 pe3yibTarax JOKIMHUYECKOTO HCCIEeOBAHUS JIEKAPCTBEHHOTO CpPEICTBAa IS BETEPHHAPHOTO
NPUMEHEHHST MOJXKET OBITh TPEJACTaBICH 0030p HAyYHBIX pabOT O pe3ysbTaTax JOKIMHUYECKOTO
UCCIeIoBaHus peEePEHTHOTO JICKAPCTBEHHOTO TpermapaTa JUisi BETEPUHAPHOTO MPUMEHEHHS, 2 BMECTO
oT4eTa O pe3ysibTaTaxX KIMHUYECKOTO HCCICIOBAHMS JICKAPCTBEHHOIO Iperapara Uil BETEPHHAPHOTO
MMPUMCHCHUA OTUEeT 0 pe3ylibTarax I/ICCJIGI[OBaHI/Iﬁ OHMOPKBUBAJIEHTHOCTH BOCITPOU3BCACHHOI'O
JICKApCTBEHHOTO Mperapara Jjisi BETEPHHAPHOTO IPUMCHEHUSI.

(dactp 4 B pen. @eaepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. Ha skcrniepTusy pa3inuyuHbIX JEKapCTBEHHBIX (POPM OJTHOTO M TOTO XK€ JIEKAPCTBEHHOTO Mpernapara
JUIsl BETEPUHAPHOTO NMPUMEHEHHUsI 3asIBUTENb MPEJCTABISET OTAC/IbHBIC 3aSBJICHUS U PETUCTPAIIMOHHbBIC
JI0Che Ha KaXKIYI0 JieKapcTBeHHYI0 popmy. [Ipu ycnoBun oqHOBpeMEHHOM MoJjauu Ha SKCIIEPTU3Y OJTHOM
JIEKapCTBCHHON (DOPMBI C PA3IMYHBIMU JTO3UPOBKOM, KOHIICHTPAIUEH, 00bEMOM 3asBHTEIb MIPEIICTABIISICT
OJTHO 3asIBJICHHE U PETUCTPALMOHHOE JI0ChE C MPUIOKEHUEM MAaKETOB IIEPBUYHOM YIIAKOBKH U BTOPUYHON
ynakoBku. Ha MakeTax mepBUYHOM YMAaKOBKM M BTOPUYHOM yMaKOBKH YKa3bIBaIOTCS BCE MPOU3BOANMBIC
JO3UPOBKH, KOHIIEHTpAIUHU, OOBbEMBI U KOIUYECTBO 103 B YIAKOBKE JIEKApPCTBEHHOTO Ipemnapara IJis
BETEPUHAPHOTO TPUMEHEHUSI.
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

KoncynprantlIntoc: npumedanue.
C 01.01.2021 4. 6 ct. 17 uznaraercs B HoBoi pepakmuuu (D3 ot 27.12.2019 N 478-D3).

6. 3asBUTEND BIIpaBE TMPECACTAaBHUTL I10 cOOCTBEHHOM HMHHUIIUATUBE BMECTC C 3adBJICHHEM O
FOCYJJapCTBEHHOM PErucTpalyy JICKAPCTBEHHOIO IIpernapara Uil BETEPUHAPHOIO MPUMEHEHMS
AOKYMCHTBI, ITOATBECPIKAAIOIINEC YILIATY FOCynapCTBeHHOﬁ MONIJIMHBI U YKa3aHHBIC B ITYHKTC 7 gacth 2
HacToAIIel cTaThi. B ciyuae WX HempeaCTaBICHUs] COOTBETCTBYIOIIMIA YITOJHOMOUYEHHBIN (eiepanbHbIi
opra”n HWCIIOTHUTETbHON BIACTH IMPOBEPACT (paKT YIUIaTbl 3asABUTCIIEM FOCyI[apCTBeHHOfI TIONIJIMHBI
MOCPEACTBOM HCMOJb30BaHUsI MH(POpPMAIMU 00 yIUlaTe TOCYJapCTBEHHOM MOIUIMHBI, CONEpIKalleiics B
lNocynapctBeHHOW WHDOPMAITMOHHOW CHUCTEME O TOCYJAPCTBEHHBIX W MYHHIIMMAIBHBIX TJIATEkKaX, Ha
OCHOBAaHMM  IPEIACTABICHHBIX  3asBUTEJIEM  KONHMM  JOKYMEHTOB, NOATBEPKIAMOIIMX  YIUIATY
rOCy/1IapCTBEHHOM MOUUIUHBI.

7. He AOMYCKACTCA HUCIOJb30BAHUC B KOMMCPUCCKHUX MNEIIAX I/IH(pOpMaL[I/II/I 0 pe3ylibTaTax
JOKJIIMHUYCCKUX I/ICCJ'IeI[OBaHI/Iﬁ JICKApPCTBCHHBIX CPEACTB U KIIMHUYCCKUX I/ICCJ'IeJIOBaHI/Iﬁ JICKAPCTBCHHBIX
npemnapartoB Jjis1 BCTCPHUHAPHOI'O MNPUMCHCHUA, HpeHCTaBHCHHOf/'I 3ajdABUTCIIEM OJIA T OcyﬂapCTBeHHOﬁ
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perucTpaluy JIEKapCTBEHHBIX IMpernaparoB, 0e3 ero corjacus B TEUEHUE MIECTH JIeT C JaThl
rOCyIapCTBEHHON pEerucTpanuu pedepeHTHOro JeKapCTBEHHOTO npemnapara B Poccuiickoii deneparuu.

8. llepxatTenb WU BIaJENEl] PETUCTPALMOHHOTO YAOCTOBEPEHHUs JIEKApPCTBEHHOTO Mpernapara s
BETEPUHAPHOTO MPUMEHEHHSI MPEICTABISCT B YIIOJTHOMOUCHHBIN (eiepabHbIi OpraH MCIOJHUTEIHHON
BJIACTH OTYET IO pe3yJsibTaTaM (papMakoHaA30pa OJUH pa3 B LIECTh MECALEB B TEUEHHUE JABYX JIET MOCIE
rOCy/IapCTBEHHOM PETUCTPALIU JIEKAPCTBEHHOIO Ipernapara B Poccuiickoit @enepannu, 3aTeM €KEroaHO
B T€UEHHE MOCIEAYIOIUX TPEX JIET U B AaJbHEHIIIEM OJIMH pa3 B TPU Toja.

(uactb 8 BBeneHa OenepanbHbIM 3aKk0HOM OT 02.08.2019 N 297-D3)

Cratbsa 18. Nogaya u paccmoTpeHue 3asiBNEeHUsA O rocyaapCTBEHHOW perncrpauum
neKkapcTBEHHOro npenapara Ans MeAuULMHCKOro NnpuMeHeHus
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Jnga rocyaapCTBEHHOM perucrpalMy JIEKapCTBEHHOIO Ipernapara JUisli MEIULUHCKOIo
IPUMEHEHHs OPUMYECKOe JIMIO, JEeHCTBYyIOIIee B COOCTBEHHBIX HHTEpECax WIM YIIOJHOMOUYEHHOE
MIPEACTABIIITE UHTEPECH! JPYTrOro IOPUAMYECKOTO JIMIA W 3asBJLIIOLIEE JICKAPCTBEHHBIM Ipenapar Ha
TOCYJapCTBEHHYIO PpEerucTpaluio (Jlajee B HACTOALIEW CTaTbe - 3asBUTENb), IPEACTaBISET B
YIOJHOMOYEHHbIN (eiepalibHbIil OpraH MCIIOJIHUTEIbHON BJIACTH, OCYIECTBIISIIOIIMMI FOCy1apCTBEHHYIO
PErucTpalmio JIEKapCTBEHHBIX MPENapaToB A MEIUIMHCKOIO IPUMEHEHNUs, B 3JIEKTPOHHOH (opMe U Ha
OyMa)XKHOM HOCHTEJE 3asSBICHHE O TOCYAAPCTBEHHOW PErHCTpaluy JIGKAPCTBEHHOTO TIIperapara Jyis
MEIMLUHCKOTO IPUMEHEHHUs, a TaKKe B IMOPSJKE, YCTAHOBJIEHHOM YIIOJHOMOUYEHHBIM (eliepaabHbIM
OpPTraHOM HCITOJTHHUTEIBHON BJIACTH, B AJIEKTPOHHON (opMe M Ha OyMaKHOM HOCHTENE HEOOXOIMMEbIC
JOKYMEHTBI, U3 KOTOPBIX (OPMHPYETCS PErHMCTPALlMOHHOE J0ChEe Ha JIEKapCTBEHHBIM mpemapar Juis
MEIUIIMHCKOTO IPUMEHEHMUSL.

(uacth 1 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

2. B 3agBieHHH O TOCYAapCTBEHHOW PErHCTPalMM JIEKAPCTBEHHOTO Tpernapara JIjisi MeTUIIMHCKOTO
IIPUMEHEHUSI YKa3bIBAKOTCS:

1) HamMmeHOBaHME, aJapec 3asBUTEIS] ¥ TNPOU3BOJUTENS JIEKAPCTBEHHOTO TIIperapara JJis
MEIULMHCKOTO MPUMEHEHUS, CBeIeHUsI 00 MX pEerucTpaluy B KayecTBE HAJOTOIUIATENbIINKA B CTpaHe
peructpauuu (Ui pOCCUHCKHUX IOPUANYECKUX JIUI - UACHTU(UKAIIMOHHBI HOMEp HaJIOroIiaTebInKa
(MHH), n1st ”HOCTpaHHBIX IOPUANYECKHX JIMIL - CTPaHa PErHCTpallii, HAUMEHOBAHUE PETUCTPUPYIOLIETO
OpraHa, perucTpallMOHHBIA HOMEp, KOJ HAJOroIUIaTebIIMKa B CTPaHE pErucTpanuu (MHKOPIOpaI|H)
WINA €ro aHajor) U aJpec MecTa OCYLIECTBIEHHs MPOM3BOJICTBA JEKAPCTBEHHOr0 mIpemnapaTa (B ciiydae
HAIMYHAS HECKOJIBKMX YYAaCTHHKOB TIpOIlEcCa €ro MPOW3BOJACTBA HEOOXOOMMO YKa3aTh Ka)JIoro
YUYaCTHHKA B COOTBETCTBUU C OCYILECTBIIIEMON CTauel IPOU3BOICTBA);

(n. 1 B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HAaNUMCHOBAHUC JICKAPCTBCHHOT'O IIpCriapara AJid MECAUIIUMHCKOTO IMPUMCHCHUA (MC)KJIYHS.I)OI[HOC
HCIMMAaTCHTOBAHHOC, NJIK I'PYIIITUPOBOYHOC, WK XUMHYECKOE U TOPTOBOC HaI/IMeHOBaHI/Ifl);

3) MEpCUCHDb I[CﬁCTByIOH.IPIX N BCIIOMOTaTCJIbHBIX BCIHICCTB, BXOAAIIUX B COCTAB JICKAPCTBCHHOI'O
npemnapara Jjid MEAUIUHCKOTI0 IPUMCHCHUS, C YKa3aHUEM KOJINYCCTBA KaXKI0I0 U3 HUX;

4) JICKApCTBCHHAA (I)opMa, A0O3UPOBKa, CIIOCOOBI BBCACHUA U IMPUMCHCHHSA, CPOK TOAHOCTHU
JICKApCTBCHHOTO IMpriapara JJIs1 MCIUITHUHCKOIO MPUMEHCHU S
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5) dapmakoTepaneBTHUECKas TPYIIIA, KOJ aHATOMO-TE€PaneBTHUYECKO-XUMUYECKOM KaccuUKaIuy,
PEKOMEHJIOBAaHHOW BcemMupHO oOpraHu3anuend 3ApaBOOXPAHCHUS, 3adBJISIEMble ITOKa3aHUSA  JJIs
IIPUMEHEHHUSI JIEKAPCTBEHHOTO MpernapaTa il MEAUIUHCKOrO IPUMEHEHUS;

6) oOTCcyTCcTBUE HEOOXOAMMOCTH IIPEIOCTABJICHUS OTYeTa O pe3yiabTarax KIMHUYECKOTO
HCCIIeIOBaHMsI, UCCIIE0BAaHUS OMO3KBUBAJICHTHOCTU JIEKAPCTBEHHOI'O IIpernapara, pa3pelieHHOro s
MeIUIMHCKOTo MpuMeHeHus B Poccuiickoii @eneparun 0onee 1BaALATH JIET, C YKa3aHUEM HOPMATHUBHBIX
IIPABOBBIX aKTOB, IIOATBEPKAAIONINX JAHHBINA CPOK IIPUMEHEHUS;

7) HeobxomuMocTh odopMmIleHUsT pa3pelieHus Ha BBO3 B Poccuiickyro denepanuio KOHKPETHON
MapTUU  3apPETUCTPUPOBAHHBIX M (WJIM)  HE3apETHCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB,
NpeaAHa3HAUYCHHBIX JIA NPOBCACHUA SKCIHCPTHU3BI JICKAPCTBCHHBIX CPCACTB B LCJIAX FOCYI[apCTBeHHOﬁ
pEerucTpaLmy;

8) HGO6XOI[I/IMOCTI> MMPOBCACHHUA OSKCICPTU3bI AJOKYMCHTOB, IPCACTABJICHHBIX IJIA OIIPCACIICHHUA
BO3MOYKHOCTH paccMaTpuBaTh JICKAPCTBEHHBIM Mpernapar s MEAMIUHCKOTO TPUMEHEHHUS TIpU
OCYIIECTBIICHHU TOCYIAPCTBEHHOW PErUCTPALMH B Ka4eCTBE OP(PAHHOIO JISKAPCTBEHHOT'O MpernapaTa;

9) HeoOX0IMMOCTh MPUMEHEHHUSI YCKOPEHHOMN MPOLEAypPhl SKCIEPTU3bI JEKAPCTBEHHBIX CPEACTB B
LEJISIX TOCYIapCTBEHHON PErucTpaIuy JEKapCTBEHHOTO Mpenapara;

10) KOIIMHU JOKYMCHTOB, ITOATBCPIKAAOIIHNX YIUIATY FOCYI[apCTBeHHOﬁ IIOIIJIMHBI:

a) 3a IPOBEICHHME SKCHEPTU3BI JTOKYMEHTOB, MPEICTABICHHBIX ISl ONpPENETICHUs BO3MOXKXHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIM Mpenapar Uisi MEIUWLHMHCKOTrO IPUMEHEHHs] IPU OCYIIECTBICHHUU
rOCy/IapCTBEHHOW PETUCTPAIlMU B Ka4ecTBe OP(PAHHOTO JICKAPCTBEHHOTO Mpenapara;

0) 3a NMpoBEICHHE HKCIEPTH3bl KauecTBa JIEKAPCTBEHHOI'O CPEJCTBA U HKCIEPTH3bl OTHOIICHHS
0KHMJIa€MOM I10JIb3bI K BO3MOKHOMY PHUCKY IIPUMEHEHUS JIEKAPCTBEHHOTO IIpenapara, pa3pemeHHoro s
MeIUIUHCKOro npuMeHeHust B Poccuiickoit ®denepaunu 0Oojee OBaAuLaTH JIET, IPU OCYIIECTBIECHUHU
roCyJapCTBEHHOM PEruCTPALMM JIEKAPCTBEHHOTO MpeIapara;

B) 3a IPOBEACHUE SKCIEPTHU3bl KAauecTBa JIEKAPCTBEHHOI'O CPEICTBA U HKCHEPTH3bl OTHOLICHMS
OKUJAeMOH TMOJIb3bl K BO3SMOYKHOMY PUCKY IMPUMEHEHHUS JIEKApCTBEHHOTO Ipernapara AJisi MeIULHUHCKOTO
IIPUMEHEHHUS IIPU €T0 FOCYAAPCTBEHHON PETUCTPALINN;

I) 3a MPOBEAECHUE HKCIEPTU3bl KAyecTBa JIEKAPCTBEHHOTO CPEACTBA U SKCIEPTH3bl OTHOILICHUS
OKUJAEMOH IOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHHUS JIEKAPCTBEHHOTO IIpernapara AJisi MEAULUHCKOTO
MIPUMEHEHUSI, B OTHOIIEHWU KOTOPOTO IPOBEJIEHBl MEXKIYHApPOJHbIE MHOIOLIEHTPOBBIE KIMHUYECKHE
UCCJIEIOBaHMs, 4YacTh M3 KOTOpBIX IpoBeneHa B Poccuiickoil ®Penepanuyu, NpU OCYIIECTBICHHUH
roCy/1apCTBEHHON PETUCTPALIMU JIEKapCTBEHHOTO Mpenapara;

11) nanuume cormacus NPOU3BOAMTENS JIEKAPCTBEHHOIO IIpemnapara, IpPOU3BOJACTBO KOTOPOIO
ocymecTBisiercss 3a mnpenenamu  Poccuiickonn @enepannu, Ha MPOBEACHUE HWHCHEKTHPOBAHUS
MIPOU3BOIUTENISI HA COOTBETCTBUE TPEOOBAaHUAM MIPABUII HAJIEXKaIeW TPOU3BOJICTBEHHOM MPaKTHKH;

12) Hanuuue cornacus, MpeIyCMOTPEHHOI0 YacThio 18 HacTosIel cTaTbu;
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13) yka3zanue BUJa JIEKQpCTBEHHOTO Iperapara, npeAcTaBIeHHOro Ha perucrpanuio (pedepeHTHbIN
JIEKapCTBCHHBI  Mpemnapar, BOCHPOW3BEICHHBIM  JICKAPCTBEHHBIM  MpemapaTr, OMOJOTUYECKHMA
JIEKApCTBEHHBIM TIperapaTr, OnoaHaOroBbId (OMOMOMOOHBIN) JIEKAPCTBEHHBIM mpemnapar (OuoaHasor),
rOMEONaTUYECKUI JIEKapCTBEHHBIN Npenapar, JIEKapCTBEHHbIN PaCTUTENbHBIN Ipenapar).

(dactp 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PerucrtpanmuoHHoe J0Ch€ Ha JICKApCTBEHHBIM NpenapaTr A METUIMHCKOTO IPUMEHEHHUs
npesocTaBiseTcs B popMe 00IIero TEXHUIECKOTo JOKYMEHTA.
(uactsb 3 B pen. enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

4. Pa3/:[en JOKYMCHTAIMU aAMUHUCTPATUBHOI'O XapaKTEpa BKIKOYACT B cebs:

1) 3asBieHHE O rOCyAApCTBEHHOW pErucTpalnyy JIEKApCTBEHHOrO Ipenapara JUisi MEAULIMHCKOIO
IPUMEHEHHMS B AJIEKTPOHHOH (opMe U Ha OyMakHOM HOCUTEIIE;

2) KOIHUI0O JOKYMEHTa Ha pYCCKOM f3bIKE, 3aBEPEHHOT0 B YCTAaHOBJIIEHHOM TMOpSIKE U
IIOATBEPKIAOLIETO MPABOMOYHOCTD 3asBUTENS IIOJABaTh 3asBJICHUE O FOCYJAPCTBEHHOM PErHCTpaLMH
JIEKapCTBEHHOI'0 IIperapara JUisi METUIMHCKOTO PUMEHEHUS (JOBEPEHHOCTb);

Koncynprantllintoc: nmpumedanue.
C01.01.2021 B 1. 3 4. 4 cT1. 18 BHOCsTCS M3MeHeHust (D3 ot 27.12.2019 N 478-D3).

3) KONMIO JMIEH3MHM Ha MPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB MM KOIHMIO 3aKJIIOUCHHS O
COOTBETCTBUH IMPOU3BOAUTECIIA JICKApCTBCHHBIX CpCaACTB Tpe6OBaHI/I$[M ImpaBuJI Hazmemamei/i
IPOM3BOACTBECHHON MPAKTUKH, BBIIAHHBIX YIIOJHOMOYEHHBIM (eepalbHbIM OpPraHOM HCIIOJIHUTEIHHOM
BJIACTH B OTHOILIEHUU MPOU3BOJACTBEHHOW IUIOIAAKH PETUCTPUPYEMOIO JIEKAPCTBEHHOTO Iperapara, B
cllyyae, ecJid IPOM3BOJICTBO JIEKAPCTBEHHOTO Mpernapara ocyuiectsisercs B Poccuiickoii @eneparum;

(B pen. denepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

Koncynbrantllmtoc: mpumeuanwue.
C01.01.2021 B . 4 4. 4 cr. 18 BHOCATCS m3MeHenust (D3 ot 27.12.2019 N 478-D3).

4) KomMi0O BBIIAHHOM YHOJHOMOYEHHBIM OpPIaHOM CTpPaHbl MPOM3BOIUTENS JIUIEH3UM Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOTO IperapaTta M €€ IMepeBOJl Ha PYCCKUH S3bIK, 3aBEpEHHBbIE B
YCTaHOBJIEHHOM IIOPSIZIKE, a TAKXKE KOIHUIO 3aKIF0UYEHUS O COOTBETCTBUU MPOU3BOAUTENS JIEKAPCTBEHHBIX
CpeacTB  TpeOOBaHUSM  MpaBUI  Hajulekalled  MPOM3BOACTBEHHOM  IMPakTUKH,  BBIJAHHOIO
YIOJIHOMOYEHHBIM (pe/iepabHbIM OPTaHOM HCIIOJHUTEIBHOM BJIACTH B OTHOLIEHHWH MPOM3BOICTBEHHOMN
IUIOUIA/IKM PETUCTPUPYEMOIO JIEKAPCTBEHHOTO IIperapara, WM KOMHMIO PEIIEHUs YIOJIHOMOYEHHOTO
(benepanbHOrOo OpraHa MCIOJHUTENBHONW BIACTH O MPOBEJCHUM HHCHEKTHUPOBAHUS IPOU3BOIUTEIN
JIEKapCTBEHHBIX CPEICTB, B CIIly4ae, €CJIM MPOU3BOACTBO JIEKAPCTBEHHOTO IPENapara OCyIEeCTBIAETCS 3a
npeaenamu Pocceniickoit denepanuu;

(B pen. ®exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

5) MMPOCKT MHCTPYKIUH IO MECAUIIUHCKOMY NPUMCHCHUIO JICKAPCTBCHHOI'O IIpeliapara, co;[epxcameﬁ
CICOYIOIIUE CBCACHUA:

www.consultant.ru Crpanuna 40 u3z 140
HaJeKHasl MPpaBoBas NMOAAECPIKKA


http://www.consultant.ru/
http://www.consultant.ru/

®Oenepanbhblil 3akoH oT 12.04.2010 N 61-D3
(pen. ot 03.04.2020)
"O6 oOpareHnH JIeKapCTBEHHBIX CPeACTB"

Jokyment npenoctasien Koncynsrantllmoc
Jara coxpanenus: 09.06.2020

a) HaMMEHOBAHME JIEKAPCTBEHHOIO Ipenapara (MeXAyHapoJHOE HENaTeHTOBaHHOE, WU
IPyIIUPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) nekapcTBeHHas (hopma C yKazaHHEM HaMEHOBAHHI M KOJMYECTBEHHOIO0 COCTaBa JIEHCTBYIOIIMX
BEIIECTB U KAYECTBEHHOTO COCTaBa BCIIOMOTATENIBHBIX BEIMIECTB (MPU HEOOXOAUMOCTH KOJTHMYECTBEHHOTO
cocTaBa BCIIOMOTaTeNbHBIX BEIIECTB);

B) OMKMCAHUE BHELIHEr0 BHU/Ia JIEKAPCTBEHHOIO Mpenapara Jijisi MEIUIIMHCKOT0 PUMEHEHHUS;
r) pusuKo-xuMudeckre cBOMCTBA (1 paarodapMalieBTHUECKHUX JIEKapCTBEHHBIX MIPENapaToB);

1) (dapmakoTepaneBTHYeCKass TpyMIa, KOJ JIEKAPCTBEHHOrO Npenapara JUis MEAULUHCKOTO
IIPUMEHEHMS 10 aHATOMO-TEePaeBTUYECKO-XUMUUECKOM Kilaccu(uKanuu, pekoMeH10BaHHON BecemupHoit
OpraHu3anuei 31paBoOXpaHeHus], MM yKa3aHUE '"TOMEONaTHYeCKui JIeKapCTBEHHBIN Ipenapart”;

e) dapmakoguHaMuka W (dapMaKOKMHETHKAa (32  HMCKJIOYeHHeM  (papMaKOKWHETHKH
TOMEOTIATHYECKUX JIEKAPCTBECHHBIX MPENApaTOB M PACTUTEIBHBIX JICKAPCTBEHHBIX TPEIIapaToB);

K) TIOKa3aHUs 1Sl IPUMEHEHUS;
3) MPOTUBOMOKA3AHMS IJIsl TPUMEHEHUS;
1) MEpPHI MIPEIOCTOPOKHOCTHU TP IPUMEHEHHH;

K) YyKa3aHHEe BO3MOXXHOCTH W OCOOCHHOCTEW TWPHUMEHEHHUsS JIEKAPCTBEHHOIO TIperapara s
MEIHUIIMHCKOTO TMPUMEHEHUS OepeMEHHBIMU IKCHIIMHAMH, JKCHIMUHAMH B TEPHUOJ TPYIHOTO
BCKapMJIMBaHUs, I€THMH, B3POCIIBIMU, UMEIOIIUMH XPOHUUYECKHE 3a00JICBAHMS;

J'I) PEKUM NO3UPOBAHUA, CITOCOOBI BBCACHUA U NPUMCHCHUSA, TIPU HeO6X0,Z[I/IMOCTI/I BpeMs IIprueMa
JICKApCTBCHHOT'O TIIpf€riapara IJid MCIUIMWHCKOIO MPUMCHCHUA, MPOAOJDKUTCIIBHOCTL JICUHCHUSA, B TOM
quciIC 'y JIeTeH 40 U IOCIE OJJHOTO roaa,

M) BO3MOJXHBIC HCXKCIIATCIIBHBIC PCAKIMKU IIpU NMPHUMCHCHUHW JICKAPCTBCHHOT'O IMpfcrapara ajd
MCIUIUHCKOT'O IPUMCHCHU ;

H) CUMIITOMBI IEPETO3UPOBKH, MEPHI IO OKA3aHUIO TIOMOIIY IPU NEPETO3UPOBKE;
0) B3aUMO/JIEICTBUE C JPYTUMHU JIEKaPCTBEHHBIMU TNpenapaTaMu U (WIK) MUIIEBBIMUA IPOAYKTAMHU;
1) popMBI BhIITyCKa JIEKAaPCTBEHHOI'O MIpernapara;

p) ykazaHue (IpH HEOOXOJUMOCTH) OCOOEHHOCTEeW AEHUCTBHUS JIEKApCTBEHHOIO Ipernapara Juls
MEAUIIMHCKOTO MPUMEHEHHUS TP IEPBOM MPUEME HIIU TIPU €r0 OTMEHE;

¢) onucaHue (Ipyu HEOOXOIMMOCTH) ecTBUI Bpada (denpamepa) 1 (M) HalueHTa MpH MPoITycKe
MpreMa OJTHOM WJIM HECKOJIBKHUX 103 JIEKAPCTBEHHOT'O IIperapara Jyisi METUIIUHCKOTO PUMEHEHUS;

T) BO3MOXHOC BJIMAHUC JICKAPCTBCHHOI'O IIpfcliapata A MCAUIUHCKOIO MNPUMCHCHHA Ha
CITOCOOHOCTH YHOpaBJIATh TPAHCIIOPTHBIMHU CPEACTBAMU, MCXaHU3MAaMU
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y) CpPOK TOJHOCTHM M YKa3aHHe Ha 3ampeT IMpPUMEHEHHUs JEKapCTBEHHOTo Mpernapara JJis
MEJUIIMHCKOTO MPUMEHEHHS TI0 UCTEUEHUHU CPOKa rOAHOCTH;

¢) ycloBUs XpaHCHUS;

X) yKa3aHWe Ha HEOOXOIMMOCTh XPAaHECHHS JIEKAPCTBEHHOTO IIpemapara s MEAHIIMHCKOTO
IIPUMEHEHHUSI B MECTaX, HEJOCTYITHBIX JJIs JETEH;

1) yKa3aHue (Ipu HEOOXOAMMOCTH) CIELHAIBHBIX MEpP IPEIOCTOPONKHOCTU IPHU YHUUTOKEHHUU
HEHCII0JIb30BaHHBIX JIEKAPCTBEHHBIX MPENapaToB A MEJUIIMHCKOTO IPUMEHEHMS;

9) YCJIOBHS OTITYCKa;

II) HAaUMCHOBAHHS M ajJpeca MPOM3BOJCTBCHHBIX IUIOMIAJOK IPOU3BOAMTENS JIEKAPCTBEHHOTO
nperapara;

II) HAaUMEHOBaHWE, aJ[peC OpraHu3aluu, YIOJHOMOYCHHOW Jep)KaTeleM WU BIaJelblieM
PErUCTPAalIMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO Iperapara Uisi MEIUIMHCKOTO MPUMEHEHUs Ha
MPUHATHE IPETEH3UI OT MOTPEeOUTENS;

6) MHCTPYKLHUIO 110 MEAUIIMHCKOMY IPUMEHEHUIO UM KPaTKy XapaKTEPUCTUKY JIEKAPCTBEHHOI'O
rpenapara, yrBepKICHHbIE B CTpaHe IIPOU3BOAUTEILS;

7) IpOEKThl MAKETOB IEPBUYHOM YIIAKOBKH U BTOPUYHON YIaKOBKH JIEKAPCTBEHHOTO Mpenapara ajis
MEIULMHCKOIO IPUMEHEHUS;

8) MpOeKT HOPMATHBHOM ITOKYMEHTAIlMW HJIM HOPMATHBHOTO JOKYMEHTa Ha JIEKapCTBEHHBIN
npemnapar JjIsl MeIMLIUHCKOTO IPUMEHEHHs JTM00 yKa3aHHe COOTBETCTBYIOIICH (papMaKoneitHON CTaThu;

9) moxyMmeHT, coaepaiuii HHHOPMAITUI0 O HAJTUMYUH WM 00 OTCYTCTBHHM (DaKTOB PETHUCTPAIUH
JIEKaApCTBEHHOTO MpernapaTa JJisi MEIULIUHCKOT0 NpUMEHEHUs 3a npeaenamu Poccuiickoit @enepanuu;

10) xomMM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIIEHHOM MOpPSAKE M TMOATBEPXKIAAIOMMX (aKT
perucTpanyy JEeKapCTBEHHOTO IpenapaTa B MHOCTPAHHBIX TOCYAAapcTBax B KadyecTBE OpQaHHOIo
JIEKApCTBEHHOTO Mperapara;

11) IUIaH  YIpaBJICHUA pPUCKAMU I OMOJIOTHYECKUX JICKApCTBCHHBIX IIpCMapaToB  JJIA
MCIUIHUHCKOI'O IPUMCHCHUA

12) nmokymeHT o cucteme (apMakoHaa30pa JAepiKaTeNs WIM BIAJACTblla PErHCTPAIMOHHOTO
yJIOCTOBEPEHHUsI JICKAPCTBEHHOTO Mperapara;

13) nOKyMEHT, MOATBEPKIAIOLIMN KAadeCTBO JIEKAPCTBEHHOI'O IIpernapara TPeX IPOMBIIICHHbBIX
cepuil (IIPOTOKOJI aHAJIN3a WIN CEPTU(PHUKAT aHAIN3a), OHA CEPUs KOTOPOIo JOJKHA COBMAATh C cepuei
oOpa3lia JIeKapCTBEHHOTO Ipenapara s MEIUWIUHCKOro MPUMEHEHMs, IMpPEICTaBICHHOTO Ha
rOCYJapCTBEHHYIO PErUCTPALUIO.

(uactp 4 B pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

5. Paznen xumudeckoi, ¢apMaleBTUYECKONM M OMOJOTMYECKOM TOKyMEHTAllMu BKIIIOYAeT B cels
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JOKYMEHTBI, COJIeprKaIie nHPOPMAIHIO O (papMaIleBTHIECKON CYyOCTaHIIMK U JIEKAPCTBEHHOM MperapaTe
AL MCIUIUHCKOIO IMPUMCHCHUA, TPOUCCCC Cro IMpOU3BOACTBA U MCTOJAaX KOHTPOJIA KAa4CCTBA, B TOM
qHCIIe:

1) KonuIO JOKYMEHTA, COACPIKAIIETO CISAYIONTYI0 HHPOpMAIHIO 0 (hapMaIleBTHIECKON CyOCTaHIINH
win  (papMareBTHYECKUX CYOCTaHIUSIX, BXOAAIIMX B COCTaB JICKAPCTBEHHOIrO IMperapara, 3a
UCKITIOUeHHEeM HWHpopMauu 0 (apMareBTHUYECKUX CyOCTaHIMSAX, BKIIOYCHHBIX B TOCYIApCTBEHHBIN

peecTp JICKapCTBEHHBIX CPE/ICTB B COOTBETCTBUU CO cTaTheil 34 HacTosmero denepanbHOro 3aKoHa:
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 462-03)

a) HaUMEHOBaHMe (apMaleBTUUECKON CyOCTaHIIUH, €€ CTPYKTypa, OOLI1e CBOWCTBA;
0) HauMEHOBAaHUE U a/IPEC MPOU3BOAUTEINS;

B) TEXHOJIOTHS IPOU3BOJCTBA C OMHMCAHUEM CTAJWHA MPOU3BOACTBA M METOJOB KOHTPOJIS Ha BCEX
CTaJusAX MMPOU3BOJACTBA;

T) onucaHue pa3paboTKu Mpolecca MPOu3BOJICTBA;

1) OITUCAHKE KOHTPOJIS KPUTHUYECKUX CTAIUI MPOU3BOJICTBA U MIPOMEKYTOUHOU TTPOTYKIIHH,
€) TOKyMEHTaJbHOE MOATBEPKICHUE (BaTUAALINS) TPOLIECCOB U (MJIN) UX OIICHKA;

’K) CBOMCTBA U CTPYKTYypa JACUCTBYIOIIUX BEIIECTB;

3) XapaKTepHCTHUKa IPUMECEH;

1) cnenudukanys Ha papMaleBTHUECKYI0 CyOCTaHIIMIO U ee 000CHOBAHHME;

K) aHaJUTHYECKWe METOAUKH, WCIOIb3yeMble TPH OCYIIECTBICHHH KOHTPOJIA KadyecTBa
(dhapmareBTUUECKON CyOCTaHITNH;

J) JOKyMEHTAJbHOE IMOJATBEPXkACHUE (BaTMJalMs) aHATUTUYECKUX METOJAUK, UCIONb3YeMbIX IMPH
OCYIIECTBJICHUH KOHTPOJISl KauecTBa (papMalieBTUYeCcKoi cyOcTaHIuY;

M) pe3yJIbTaThl aHAJIN3a cepuil papmaneBTHUECKON cyOCcTaHIINN;

H) NEPCUCHb CTAHAAPTHBIX 06pa311013 HJIM BEIICCTB, UCIIOJB3YEMBIX MPHU OCYHICCTBJICHUN KOHTPOJIA
Ka4dycCCTBa,

0) ONMMCAHNE XAPAKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MAaTEPHUAJIOB U YKYIOPOUHBIX CPE/ICTB;
1) IJaHHBIE O CTA0MIBHOCTH (papMarieBTUYECKON CyOCTaHINH;
P) CPOK TOJTHOCTH;

1.1) B oTHomeHHWH QapMalEeBTUIECKUX CYOCTaHIMI, BXOMAMIMX B COCTaB JIEKAPCTBEHHOTO
mpenapara ¥ BKJIIOYEHHBIX B TOCYJIapCTBEHHBIH pPEeCTp JIEKAPCTBEHHBIX CPENICTB B COOTBETCTBHUHU CO
cratbeil 34 Hacrosimiero @denepanbHOrO 3aKOHA, - KONHUS JIOKYMEHTA, COJEPKAILEro CIEIyIOIIYIO
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nHpopMaIuo:
a) HauMeHOBaHMe (PapMaIeBTUICCKON CyOCTaHIIUH, €€ CTPYKTypa, OOIIIe CBONCTBA;
0) HaMMEHOBAHHUE U aJPEC MPOU3BOIUTEIS,;
B) pe3yJbTaThl aHANIN3a cepuil (hapMarieBTHIECKON CyOCTaHIINH;

I') CPOK TOHOCTH;
(n. 1.1 BBenen denepanbHbIM 3aK0HOM 0T 27.12.2019 N 462-D3)

2) TOKYMEHT, COJIep KAl CIIeTyIONINEe CBEICHUS O JICKaPCTBEHHOM IIpenapare il MeIUIIMHCKOTO
MIPUMEHEHUS:

a) OIIMCAHHC U COCTAaB JICKAPCTBCHHOI'O IIpCIiapaTa I MCAUIUHCKOI'O IIPUMCHCHUA

0) omumcanue (apmareBTHUCCKOH pa3paboTku (000OCHOBaHME BBIOOpPA COCTaBa, IEPBUIHOU
YIIAKOBKH U HHOTO);

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMCAHUEM CTaIII/Iﬁ IMPOMU3BOACTBA U MCTOAOB KOHTPOJISI Ha BCCX
CTauAgX IIPOU3BOJCTBA,

I) ONHUCaHWE KOHTPOJS KPUTHUYECKUX CTaguil Ipolecca IPOU3BOJICTBA U IPOMEXKYTOUHOM
MIPONYKIIMH;

J1) HAUMEHOBAaHUE U a/IpeC MECTa OCYILECTBIIEHUS NIPOU3BOJACTBA JEKAPCTBEHHOIO Ipenapara A
MEIULMHCKOTO0 IPUMEHEHUs (B Cllyyae HaJIW4YMsl HECKOJbKHUX YYAaCTHHUKOB Ipoliecca IPOM3BOJCTBA
HEO0XOIMMO yKa3aTh KKIOTO U3 HHX);

€) (hapmareBTHUECKasi COBMECTUMOCTB;

) MUKpOOHMOJIOTMYECKHUE XapaKTePUCTUKH;

3) MaTepHaIbHbIN OanaHc JUIs IPOM3BOICTBA CEPUH FOTOBOTO MPOIYKTA;

1) OIMCaHNE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MATEPHAJIOB M YKYIIOPOUHBIX CPEJCTB;

K) JIOKyMEHTaJIbHOE OJATBEPKICHHE (BaJIUAALMs) TPOLIECCOB MPOU3BOJCTBA U (WJIM) UX OLIEHKA;

J) TpeboBaHMSI K KayecTBY BCIIOMOTaTEJIbHBIX BeEIIEeCTB (cepTUUKAT, crenupukanus Ha
BCIIOMOTaTeNIbHbIE BEIIECTBA U UX 00OCHOBAHNUE);

M) AHAIIUTUYCCKUEC MCETOJUKH, HMCIOJB3YEMBIC TIIpH OCYHICCTBICHHUN KOHTPOJIA KadeCTBa
BCIIOMOTaTCIBbHBIX BCIICCTB,

H) JOKYMCHTAJIBHOC ITOATBCPKIACHUC (BaJ'II/I)IaHI/IH) AHAIIUTUYCCKUX MCETOJUK, HCIIOJIB3YEMBIX IIPpHU
OCYHICCTBJICHUU KOHTPOJI Ka4€CTBA BCIIOMOT'aTCIIBHBIX BCILICCTB,

0) I/IH(bOpMaI_[I/Iﬂ 00 HCITOJB30BAaHUM BCIIOMOTraTebHBIX BCIICCTB YCJIIOBCYCCKOT'O U XKHUBOTHOI'O
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IIPOUCXOKIACHUSA,
H) I/IH(I)OpMaLII/ISI 00 MCII0JIb30BaHUN HOBBIX BCIIOMOTaTEIbHBIX BCIICCTB,

p) TpeOoBaHMA K KayecTBY JIEKAPCTBEHHOIO Ipenapara s MEIULIUHCKOIO IPUMEHEHHs
(ceprudukar, cienuduKanys Ha JIEKapCTBEHHBIHN Mpernapar U uX 000CHOBAaHUE);

C) AHAIIUTUYCCKUEC MCTOAWKH, HCIIOJB3YEMBIC IIpU OCYIICCTBJICHUHW KOHTPOJIsI KAa4deCTBa
JICKApCTBCHHOTO ITperiapara i1 MCAUITUHCKOI'O MPUMCHCHUS

T) JOKYMCHTAJIbHOC IIOATBEPKACHUC (BaJ'II/II[aI_[I/ISI) AHAIIUTUYCCKUX METOJHK, HUCIIOJIB3YEMEBIX ITPpHU
OCYHICCTBJIICHUU KOHTPOJIA Ka4€CTBA JICKAPCTBCHHOI'O IMperiapara Ajid MECAUIUHCKOTO IPUMCHCHM A,

y) pe3y/bTaThl aHAJIM30B CEPUI JIEKAPCTBEHHOTO IIpernapara JUisi MeAMLIMHCKOTO IPUMEHEHMS,;
¢) XxapakTepucTUKa MPUMECEH;

X) NEePCUCHb CTAaHAAPTHBIX o6pa3u0B, HCIIOJIB3YCMbIX IIPpHU OCYILICCTBJIICHHUU KOHTPOJIA KadeCTBa
JICKApCTBCHHOTO IMplriapara JJIisi MCAUITUHCKOI'O MPUMCHCHU S

11) IaHHBIE O CTA0MIIBHOCTH JIEKAPCTBEHHOT'O IIpenapara Juisi MeJUIIMHCKOTO IPUMEHEHHUSI.
(dactp 5 B pen. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Paznen (I)apMaKOHOFH‘{CCKOI;'I, TOKCHKOJIOTHYECKOU JAOKYMCHTAallUU BKIIFOYACT B ce0s1 OTYETHI O
pe3yiibTaTax JOKIMHUYCCKUX HCCIICTOBaHUM JICKAPCTBCHHOT'O CpCACTBA AJII MCAUIIUHCKOI'O IMPpUMCHCHUS,
B TOM 4HUCJIC:

1) otueT o papMaKOTUHAMUICCKIX UCCIICIOBAHUSIX;
2) otueT 0 hapMaKOKUHETHUECKUX HCCIETOBAHUSX;

3) OT4ET O TOKCUKOJIOTUYECKUX MCCIIEIOBAHUSX.
(uactb 6 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Pa3nen KIMHUYECKOW NOKYMEHTAllMM BKJIIOYAeT B ce€0s OTYETHl O pe3yibTaTax KIMHUYECKHX
HCCIIEIOBaHMM JIEKApCTBEHHOI'O IIpenapaTa JUisl MEIULUHCKOTO IIPUMEHEHUS, B TOM YHCJIE:

1) otuersi 00 wuccAeAOBaHUSAX OMOJOCTYITHOCTH U OHOIKBUBAJIEHTHOCTH, WCCIICIOBAHUSX,
yCTaHABIUBAIOIIUX KOPPETAIUIO PE3yIbTaTOB, MOTYUYEHHBIX B YCIOBHSIX in Vitro U in vivo;

2) oT4eTHl 0 PapMAKOKUHETHUECKUX UCCIIEOBAHUSX;
3) oT4eTsl 0 (hapMaKOAMHAMUYECKUX UCCIICAOBAHUIX;
4) oT4eTHl O KIMHUYECKUX HCCIIeI0BaHUAX () PEKTUBHOCTH U OE30M1aCHOCTH;

5) OT4ET O MOCTPEruCTPALMOHHOM OIBITE MPUMEHEHHUS (TIPU HATHYUH).
(uactb 7 BBenieHa denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-03)
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8. TpeboBanus k 06beMy HHPOpPMAINH, MPEIOCTABIAEMOIl B COCTaBE PErUCTPALMOHHOIO J0CKE,
JUTSL OTJICJIBbHBIX BHUJIOB JIEKAPCTBEHHBIX MPENapaToB JUIsi MEAUIIMHCKOTO MPUMEHEHHS yCTaHABIMBAIOTCS
YHIOJHOMOYEHHBIM (eiepaIbHBIM OPTaHOM HCIIOHUTEILHON BIACTH.
(uactb 8 BBeneHa DenepanibHbBIM 3aKOHOM OT 22.12.2014 N 429-D3)

9. B oTHOIIEHNHU JIEKAPCTBEHHBIX IPENapaToB, Pa3peUICHHBIX Ui MEAUIIMHCKOTO MPUMEHEHUs B
Poccuiickoit @enepanuu Oosee ABaaUATH JIET U B OTHOUIEHUU KOTOPBIX HEBO3MOXKHO IIPOBEJICHUE
UCCIIEIOBAaHUM MX OMOSKBUBAJICHTHOCTH (32 HCKIIIOUEHHEM OHOJOTMYECKHX JIeKapCTBEHHBIX
MpernaparoB), JOIMYCKAaeTCs BKIIOUEHHE B COCTaB pasjeia (papMaKoJIOrHUECKOW, TOKCHKOJIOTHYECKOM
JOKYMEHTAllul U pa3jesia KIMHUYECKOM JOKYMEHTAllMd BMECTO OT4eTa pa3paboTdyHMKa O pe3yibTarax
CO6CTBCHHLIX JOKIIMHUYCECKUX I/ICCJICI[OBaHI/Iﬁ JICKAPCTBCHHLIX CPCACTB U KIMHHUYCCKHUX I/ICCJIeI[OBaHI/If/i
JIEKapCTBEHHBIX MPENnaparoB Ui MEIUIMHCKOrO MPUMEHEHUsS 0030pa HayudyHBIX paboT O pe3yibTarax
JOKIIMHNYCCKUX I/ICCJIGIIOBaHI/Iﬁ JICKAPCTBCHHBIX CPCACTB W KIMHHUYCCKUX I/ICCJIC[[OBaHI/Iﬁ JAaHHBIX
JIEKapCTBEHHBIX MPEMapaToB, B TOM YKCIIE BKIIIOYAs OMbBIT UX MOCTPETUCTPALIMOHHOTO IPUMEHEHHS.
(dactp 9 BBenena denepasibHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. PenepaibHOTO 3aKOHA OT
27.12.2019 N 475-03)

10. IIpu rocynapCTBEHHOW pPETHUCTpallMU BOCIPOU3BEIECHHBIX JIEKAPCTBEHHBIX IpENapaToB Jis
MEIHUIIMHCKOTO TPUMEHEHHs JIOMYCKAaeTCs BKIIOYEHHE B COCTaB paszfjena (HapMakoIOTHYECKOH,
TOKCUKOJIOIMYECKOM JOKYMEHTAallud W pasjena KIMHUYECKOHM JOKYMEHTallud BMECTO OT4eTa
pa3zpaboTunka O pe3yibTaTax COOCTBEHHBIX JOKIMHUYECKHX HCCIIECIOBAHHM JIEKapCTBEHHBIX CPEICTB
0030pa Hay4YHBIX pabOT O pe3yNbTaTax AOKIMHUYECKHX HCCIEIOBAHHHA peepeHTHOTO JIEKapCTBEHHOTO
npernapaTa U MpeJCTaBlICeHHE BMECTO KIMHMYECKUX HCCIEIOBAHUM B MOJHOM 00beMe, YCTaHOBICHHOM
pa3zesioM KIMHUYECKOM JOKYMEHTAllMH, OT4YeTa O pe3yibTaTrax HCCIEIOBaHUM OMO3KBUBAJIEHTHOCTH
BOCIIPOU3BE/ICHHOTO JIEKAPCTBEHHOTO TMpemnapara Juisi MeIWUUMHCKOro mnpumenenus. He tTpeOyercs
IIPEJICTAaBJICHUE OT4YETa O pe3yJbTaTaX MCCIEA0BaHUN OHMO3KBUBAJIEHTHOCTH BOCIPOU3BEIEHHOTO
JIEKApCTBEHHOIO Mperapara JUisi MEAULMHCKOTO0 MPUMEHEHUS, €CIIM PETUCTPUPYIOTCS] BOCIIPOU3BEACHHBIE
JIEKapCTBEHHbIE MPEenapaThl A1 MEAULIUHCKOIO IPUMEHEHHUs, KOTOpbIE:

1) mpeaHa3Ha4yeHbl UIs NApEHTEPAIBbHOrO (MOJKOKHOTO, BHYTPHUMBIIIEUYHOTO, BHYTPUBEHHOTO,
BHYTPUIJIA3HOTO,  BHYTPHIIOJIOCTHOTO, BHYTPUCYCTaBHOTO, BHYTPUKOPOHAapHOIO) BBEIEHUS W
IIPEJCTaBISAIOT cO00I BOAHbBIE PACTBOPHI;

2) mpenCTaBISIIOT COOON PacTBOPHI AJIsl NEPOPATILHOTO PUMEHEHMUS;
3) npou3sBenieHb! B GOpME MOPOLIKOB UM JTHO(DUIN3ATOB Il IPUTOTOBIECHHS PACTBOPOB;
4) ABNAIOTCS ra3aMu;

5) ABAAIOTCS YIIHBIMU MJIM TJIA3HBIMHU JIEKAPCTBEHHBIMU IIpenapaTaMu, IPOU3BEACHHBIMU B (hopme
BOJIHBIX PaCTBOPOB;

6) npeaHa3HauYCHbI AJIsI MCCTHOT'O MPUMCHCHUS U ITIPUTOTOBJICHLI B (I)OpMC BOIOHBIX paCTBOPOB;

7) IpeACTaBISIIOT cOOO0M BOJHBIE PACTBOPHI I UCIIOIL30BaHMS B (DOPME MHTAIAIMN C TTOMOIIBIO
HeOyJaiizepa WK B Ka4eCTBE HAa3aJbHBIX CIPEEB, IPUMEHIEMBIX C TOMOIIBIO CXOIHBIX YCTPOMCTB.
(uactb 10 BBeaena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
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11. Jlna cnyuaeB, ykazaHHBIX B myHkTax 1 - 3, 5 - 7 wactm 10 Hacrosmeld cTaThH,
BOCIIPOU3BE/ICHHBIN JIEKAPCTBEHHBIN IpenapaTr Uil MEIULUHCKOIO NPUMEHEHHS JOJDKEH COAepXkKaTb
TaKHe K€ BCIIOMOTaTelIbHbIC BEIIECTBA B TAKUX K€ KOJUYECTBAX, Kak U pedepeHTHbIN JeKapCTBEHHBIH
npenapaT. Eciu cocTaBbl BCIIOMOTaTENbHBIX BEIIECTB Pa3IMYarOTCsl, 3asBUTEIb JOJDKEH MPEICTABUTH
JI0Ka3aTeNIbCTBA TOTO, UYTO HCIOJb3yeMble B JaHHBIX KOHIIEHTPALUSX BCIOMOTaTEelIbHBIC BEIIECTBA HE
BIMSIIOT Ha Oe3omacHOCTh U (W) 3((HEKTUBHOCTH JIEKAPCTBEHHOTO Iperapara Uil MEIHIIMHCKOTO
npuMeHeHus. B cimyuae, ecnu 3asBUTEIb HE MOXKET MPEACTaBUTh TaKHE JOKA3aTeNbCTBA U (MIIM) HE UMEET
J0CTyla K COOTBETCTBYIOLIMM JIAaHHBIM, OH JIOJDKEH IPOBECTU COOTBETCTBYIOLUE HCCIIEIOBAHUS IS
JI0Ka3aTeNIbCTBA OTCYTCTBHUSI BJIMSIHUSL Pa3HBIX BCIOMOTAaTEIbHBIX BEIIECTB WM BCIIOMOTATENIbHBIX
YCTpOMCTB Ha Oe30macHOCTh U (W) 3(H(HEKTUBHOCTH JEKAPCTBEHHOTO TMpernapara i METUIITHCKOTO
MIPUMEHEHUS B TOPSIKE, YCTAaHOBIEHHOM YIOJHOMOYEHHBIM (peiepaabHBIM OPraHOM HCHOJHUTEIbHOM
BJIACTH.

(dactb 11 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

12. TIpu rocy1apCTBEHHOI peruCcTpaii KOMOMHAINI paHee 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
penaparoB  JJis  MEAULMHCKOIO NPUMEHEHUs JIONYCKAeTCs BKIIOYEHHE B COCTaB  paszfena
(bapMaKoIIOTHYECKOH, TOKCHKOJIOTUYECKOH IOKYMEHTAIlMM M pasjeia KIMHUYECKOH JOKyMEHTAIUH
BMECTO OTYeTa pa3paboTyMKka O pe3ylbTaTaX COOCTBEHHBIX JOKIMHHYECKUX HCCIETOBAHHM
JIEKapCTBEHHBIX CPEJCTB 0030pa HayuyHbIX paboOT O pe3ysbTarax JAOKIMHUYECKHX MCCIIEI0BaHUN
pedepeHTHBIX JICKAPCTBEHHBIX IMPENapaToB, BXOASIIMX B COCTaB KOMOMHAIMHM JIEKAPCTBEHHBIX
MperapaToB, ¥ 00 OTCYTCTBUU MX B3aUMOJICHCTBUS B OJHOM JIEKapCTBEHHOH (opMme.

(uacth 12 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

13. Ha skcnepTusy pasIuvHBIX JICKQPCTBEHHBIX (OPM OJHOTO M TOTO e JICKAPCTBCHHOIO
mpemapata JAias MEAUIMHCKOTO TMPUMEHEHHUS 3asBUTENb MPEJCTABISICT OTACIbHBIC 3asBICHUS H
PETUCTPAIIMOHHBIC JIOChE Ha KAKAYIO JIeKapCcTBEHHYIO (hopmy. [Tpu yciaoBuu 0JTHOBPEMEHHOM MOIauu HA
AKCIIEPTH3Y OJIHOM JIEKapCTBEHHON (OpPMBI C Pa3NMYHBIMHU JO3HPOBKOM, KOHIIEHTpaiueil, o0beMoM
3asBUTEIH MIPEICTABIISIET OJTHO 3aSBJICHHE M PETUCTPAIIMOHHOE JIOChE C MPHIIOKEHUEM MAKETOB YITAKOBOK
Ha KaXIyI0 JO3HPOBKY, KKy KOHIIEHTPAIHIO, KQXK/IbI 00beM U Kaxk/10€ KOTUYECTBO /103 B YIIAKOBKE.
(dactpb 13 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

14. Ilpu rocymapcTBEHHOW perucrpanui ophaHHOTO IJIEKAPCTBEHHOTO TMpemnapara 3asBUTENb
MpeACTaBIsIeT MHPOPMAIIHIO, HEOOXOIUMYIO Il (POPMHUPOBAHUS pa3jiesia KIMHUYECKON JTOKYMEHTAIINH,
B 00beMe, YCTAaHOBIEHHOM YIOJTHOMOYEHHBIM (eiepaibHBIM OPTaHOM HCTIOTHUTEIHHON BIACTH.

(dactp 14 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

15. HpI/I perucTpanmuu OMOJIOTHYECKOTO JICKApCTBCHHOT'O IIpfliapara, IOJYYCHHOI'O H3 KpPOBH,
IJ1a3Mbl KpPOBHU YCJIOBEKA, B COCTABC€ PCTUCTPAIIMOHHOIO J0OCHE Ha J'IGK&pCTBCHHBIfI npemnapar ajid
MCIUIHUHCKOTI'O IPUMCHCHUS JOJIKHBI OBITh MpEaACTaBJICHBI JOIMOJITHUTECIIBHO!

1) B paszmene AOKyMEHTAllMd aJMUHUCTPATUBHOTO XapakTepa JTOKYMEHT, COJEp KAl
nH(popMaIIHI0 0 CyOBeKTaX OOpalleHUs] TOHOPCKOW KPOBH U (WJIM) €€ KOMIIOHEHTOB, O TOM, T1e Oblia
OCYIIECTBICHA JOoHanus (KpoBHM H (WJM) TUIa3Mbl KPOBHM), a TakKe JaHHblE 00 WH(EKIMOHHBIX
3a005IeBaHUAX, TEPEAAIINXCS MapeHTepalbHBIM MyTeM, HHpoOpMAIUs O CyOBeKTax oOpalieHus
JTOHOPCKOW KPOBH W (MJIM) €€ KOMIIOHEHTOB, B OTHOIICHHUU KOTOPBIX OCYIIECTBIAECTCS KOHTPOJb
JIOHOPCKOM KPOBU U (WJIM) €€ KOMIIOHEHTOB;

2) B pa3zzene XuMHUYecKo, hapmarieBTHUeCcKOi 1 OMOJIOTUYECKON TOKyMEHTallUu:
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a) KpUTEpUU U CIOCOOBI 0TOOpa, TPAHCHOPTUPOBAHUSL U XPAaHEHHUS JOHOPCKOW KpPOBH M (WiIH) ee
KOMITOHEHTOB;

0) pe3yabTaThl HCCIEAOBAaHUN OTOOpPAHHBIX JOHOPCKON KPOBH M (WJIM) IUIa3Mbl KPOBH U ITyJIOB Ha
HaIM4YMe BO30yauTeneld WHQEKIWA, BKIOYas uWHPoOpMANUi0O 00 HCHOJIB30BAHHBIX METOIUKAX
UCCICOBaHUH W B CIy4ae MCCICAOBAaHMS MYJIOB IUIa3Mbl KPOBH PE3YJbTaThl JOKYMEHTAJIbHOTO
MOJITBEPKICHUS (BT IAIMH) HCIIOJIb30BAaHHBIX METO/INUK;

B) TEXHUYECKHUE XapaKTEPUCTUKH YIAKOBKH JUIsl 0TOOpa TOHOPCKOI KPOBU U (WMJIH) IJIa3Mbl KPOBH,
BKITFOYast HH(GOPMAIIHIO 00 UCIIOIE30BAHHBIX PACTBOPAX AHTHKOATYJISTHTOB.
(dactpb 15 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

16. KinuHuueckue ucciieJoBaHMsl JIEKAPCTBEHHOrO Ipenapara A MEAUIMHCKOrO IMPUMEHEHUS B
LEeIsIX €ro TrocyJapCTBEHHON perucrpauuu mnposoasaTrcss B Poccuiickoit ®epepanuu B IOpsIKE,
ycTaHOBJIeHHOM craThsiMu 38 - 44 mnacrosuero denepanbHoro 3akoHa. OTYET O NPOBEACHHBIX
UCCIIEIOBAaHMUAX BKJIIOYAECTCA B COCTAB paszella KIMHUYECKOW JOKYMEHTAllMM PETMCTPAalMOHHOIO 1OChE
Ha JIEKQpCTBEHHBIM Npenapar A MEAULMHCKOro NMpuMeHeHus. /[ JekapcTBEHHBIX MpenaparoB s
MEIMIMHCKOTO IPUMEHEHHs, B OTHOLICHMH KOTOPBIX B pe3yJibTare OHKCIEPTU3Bl JOKYMEHTOB,
IIPEJICTABICHHBIX JJIsl ONpEAENIEHUsT BO3MOXXHOCTH paccMaTpuUBaTh JIEKAPCTBEHHBIM Ipenapar i
MEIULUHCKOTO MPUMEHEHHs B KayecTBe Op(aHHOIO JIEKAPCTBEHHOIrO Iperapara, Takas BO3MOXKHOCTh
IIpU3HAaHA M B OTHOLIEHUH KOTOPHIX IPOBEAEHbl KIMHUYECKUE HCCIIEOBAHUS, BBIIIOJHEHHBIE 32
npenenamu  Poccuiickoit @enepanuu B COOTBETCTBMM C IpaBWJIaMM Hajyiexauied JjabopaTOpHOM
MPaKTUKA M MpaBWIaMU HaJJEXKaleld KIMHUYECKOW NPAKTHKHU, JOIYCKAaeTCs BKJIIOYEHHE B COCTaB
pasfena KIMHUYECKOM NOKYMEHTallud BMECTO OTYETa O pe3yibTarax KIMHUYECKHX HCCIIECIOBaHUN
JIEKApCTBEHHOI'O IIpenapara Juisi MEIUIMHCKOrO IPUMEHEHUS, POBEAEHHBIX B Poccuiickon @enepanny,
OoTYeTa O pe3yibTarax KIMHMYECKUX MCCICNOBAaHUM, BBIIIOJHEHHBIX 3a Ipenenamu Poccuiickoin
denepanuu.

(uacTb 16 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

KoncynprantlIntoc: npumeyanue.
C 01.01.2021 4. 17 ct. 18 m3naraercs B HoBol peaakiuu (O3 ot 27.12.2019 N 478-D3).

17. 3asBuTenp BIpaBe MPEACTaBUTh MO COOCTBEHHOW WHUIIMATHBE BMECTE C 3asBJICHUEM O
rOCyJapCTBEHHON pErucTpaluu JEeKapCTBEHHOIrO Ipenapara i MEIULIHMHCKOTO NPUMEHEHHS
JIOKYMEHTBI, TTIOATBEPKIAIONINE YIUIATY TOCYAapPCTBEHHON MONUIMHBI M yKa3aHHbIe B TyHKTe 10 vactu 2
HacToAIIeH cTaThi. B ciyuae WX HEempeaCTaBICHUs] COOTBETCTBYIONIMN YIIOJTHOMOUYEHHBIN (eiepalibHbIHI
OpraH WCIIOJIHUTEIbHON BJIACTH TpoBepseT (akT yruiaTel TOCYJapCTBEHHOW TMONUIMHBI 3asBUTENIEM
MOCPEACTBOM HCMOJB30BaHUsI MHPOpPMAIMU 00 yIUlaTe TOCYJapCTBEHHOM MOIUIMHBI, CONEpIKalleiics B
lNocynapctBeHHOM MHDOPMAIIMOHHOW CUCTEME O TOCYJAPCTBEHHBIX UM MYHHIIMMAIBHBIX IJIaTEXKaX, Ha
OCHOBaHMM  TNPEJICTABICHHBIX  3asBUTEIEM KOMHMM  JOKYMEHTOB, MOATBEPKIAIOIINUX  yIUIATY
rOCy/1IapCTBEHHOM MOUUIUHBI.

(uactb 17 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

18. He nomyckaercs HCIOJIb30BAaHHE B KOMMEPUECKHMX LeNIX HHGOpMaluu O pe3ylibTaTax
JOKJIIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPENICTB M KIMHUYECKUX UCCIIEI0BAHUN JIEKAPCTBEHHBIX
MpernapaToB s MEAUIMHCKOTO MPUMEHEHUs, NPEJCTABICHHON 3asBHUTE]IEM Jsi TOCYAapCTBEHHOU
perucTpany JIeKapcTBEHHOrO Iperapara, 0e3 ero corjacus B TEYEHHME WIECTH JET C JaThl
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roCy/IapCTBEHHON perucTpaluu pedepeHTHOro JeKapcTBEHHOTo npemnapara B Poccuiickoii @enepanuu.
(dactb 18 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19. lepxkarenp Wi Biaaeiel] PErUCTPAlMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOIO Ipenapara Ha
OMOTEXHOJIOTMYECKHI WM Op(aHHBIN JIEKapCTBEHHBIN Mperapar 00s3aH MPeI0CTaBIATh Ha BO3ME3IHOM
OCHOBE 00pa3lbl peepeHTHOro JEKapCTBEHHOr0 IpenapaTa 3assBUTENIAM sl IPOBEACHUS KIMHUYECKUX
uccnenoBanuii. CTOMMOCTh 0OOpasna peepeHTHOro JIEKApCTBEHHOTO Iperapara, BKIOYEHHOTO B
IepevYeHb )KU3HEHHO HEOOXOAMMBIX M BaXKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, HE JOJKHA MIPEBHILIATH
3apETUCTPUPOBAHHYIO TMPECIBbHYIO OTIYCKHYIO IIEHYy Ha pe(epeHTHBIN JIeKapCTBEHHBIN IMperapar Hiu
LIEHY Ha JICKapCTBEHHBIN IIpernapaT B CTPaHE IPOU3BOAUTEIIS.

(dactb 19 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

20. 3asgBiieHHE O rOCYJapCTBEHHOM perucTpaiy BOCIPOU3BEACHHOIO JEKapCTBEHHOTO Mpernapara
JUIST MEIUIMHCKOTO TPUMEHEHHUS MOXKET OBbITh MOJAaHO B YIOJTHOMOYEHHBIN (QefepalbHbli OpraH
UCIIOJIHUTENBHON  BIACTH, OCYIIECTBIISIIOIIMM TOCYJAapCTBEHHYIO PErHCTpalfio  JIEKapCTBEHHBIX
MpermapaToB, MO HCTEYCHWH YETHIPEX JIET C JaThl TOCYAApCTBEHHOW pPETUCTpAalud PePepeHTHOTO
JeKkapcTBeHHOro npemnapata B Poccuiickoit denepanuu.
(dactb 20 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21. 3asgBneHue O TOCYJAapCTBEHHOW  perucrpanuu  OuoaHanoroBoro (0uomogo0HOTO)
JICKapCTBCHHOTO TIperapaTa (0noaHanora) MOKeT OBbITh ITOIaHO B YIIOJIHOMOUYEHHBIN (heepaibHbId OpraH
UCIOJIHUTENIBHON  BIACTH, OCYIIECTBISIONIMM TOCYJapCTBEHHYIO PETHUCTPAlUIO0  JIEKAPCTBEHHBIX
MpermapaToB, IO HWCTEYCHWH TpPeX JIeT C JaThl TOCYJApCTBEHHOW perHCTpanud pPePepeHTHOrO
neKkapcTBeHHOro npemnapata B Poccuiickoit denepanuu.

(dactb 21 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22. JlepxaTenb WM BHAJENEL PErUCTPALMOHHOTO YAOCTOBEPEHUs JIEKAPCTBEHHOI'O Mperapara
MPEACTABIISIET B YIOJTHOMOYEHHBIN (eepanbHblii OpraH WCIOTHUTEIBHON BJIACTH, OCYIICCTBIISIIOIINN
(GYHKIIUH 110 KOHTPOIIO U HAJI30py B cepe 3apaBOOXpaHEHUS, OTUET MO pe3ysbTaTtaM (apMaKkoHaI30pa
OJIMH pa3 B LIECTh MECSLEB B TEUEHUE JABYX JIET MOCIE TOCYJapCTBEHHON PETHCTPAIMU JEKAPCTBEHHOTO
npemnapara B Pocculickoit denepannu, €XErogHo B TEUCHUE MOCIEAYIOINUX TPEX JIET U B JaJbHEUILIEM
OJIH pa3 B MSATh JIET.

(uacTh 22 BBegeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Ctatbsa 19. an/IHFlTMe peweHnsa O Bblaade 3KCNepTHOMY y4pexnaeHuUr 3agaHuA Ha
npoBeAeHne 3KCnepTU3bl NIeKapCTBEHHOro cpeacTBa
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Teuenue necatu pabouux JHEH co AHS MPUHATHS 3asBIECHHUS O FOCYIapCTBEHHON PErHCTpalliu
JIEKapCTBEHHOIO0  Tpernapara  COOTBETCTBYIOIIMHM  yIHOJHOMOYEHHBIM  (denepanpHblii  opras
MCTIOJHUTEJILHOW BIIACTU MPOBOJUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABUIBLHOCTH O(OPMIIEHUS
MNpEACTAaBJICHHBIX JOKYMCHTOB PETUCTPAllMOHHOIO0 JOCHE Ha HeKapCTBeHHBIﬁ npemnapat U MpUHUMACT
pelieHue O BbIaue 3aJaHusl Ha IIPOBEICHHUE:

1) sKkcmepTU3sl TOKYMEHTOB, MPEICTABICHHBIX [JIS OMPEETICHUS BO3MOXHOCTH pPacCMaTpUBATH
JIEKApCTBEHHBIA Tpenapar sl MEAUIMHCKOrO MPUMEHEHHUsI MPU OCYILIECTBIECHUU TOCYAapCTBEHHOU
perucTpaiuu B kKauecTBe op(haHHOTO JIEKAPCTBEHHOIO Mpernapara;
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2) OKCIECPTU3BI JICKAPCTBCHHOI'O CPCACTBA B YACTH SKCIIEPTU3BI KAYECTBA JICKAPCTBEHHOI'O CPEACTBA
M SKCIICPTU3BI OTHOLICHUS 0XXKHMIAEMOM IOJB3ElI K BO3MOXHOMY PUCKY IPUMCHCHHUA JICKAPCTBCHHOI'O
mnpenapara Jjid MEAUIUHCKOI'O IIPUMCHCHUS,

3) BKCIepTHU3bI JIEKAPCTBEHHOTO CPEACTBA B YACTU HKCIEPTU3bI KAUECTBA JIEKAPCTBEHHOIO CPEACTBA
U DKCIEPTU3bl OTHOUICHMS OKMIAEMOW IOJb3bl K BO3MOXKHOMY DPHMCKY IPHMEHEHHUS JIEKAPCTBEHHOTO
mpenapara il MEIULHMHCKOTO IIPUMEHEHUs B IOPSAAKE YCKOPEHHOM IIPOLELypbl HKCIEPTU3bI
JIEKapCTBEHHBIX CPENICTB B COOTBETCTBUU CO CTaThell 26 HacTosmero denepanbHOro 3aK0Ha;

4) OKCIICPTU3BI JICKAPCTBCHHOI'O CPEACTBA B OTHOUICHHWM JICKAPCTBCHHOT'O IIpfriapara IJId
BCTCPUHAPHOI'O IPUMCHCHU .

2. YIOTHOMOYEHHBIH (henepaabHbId OpraH WCIIOTHUTEIHLHOW BIACTU YBEIOMIISCT B AJIEKTPOHHOU
dbopMe uiaM Ha OyMaKHOM HOCHTENE 3asgBUTENS U SKCIEPTHOE YUPEXKIECHUE O MPUHATOM PEUICHHH O
BbIJIa4€ 3aJJaHUI HA TIPOBEJICHUE PKCIIEPTU3, TPEyCMOTPEHHBIX YaCcThiO | HACTOSIIEH CTaTbU, U B CIIydae
He0oOXO0IMMOCTHU O BbIJJaue paspelieHus Ha BBO3 B Poccuiickyro deaepanuio KOHKPETHON MapTuu, CEpUn
3apETUCTPUPOBAHHBIX W (MJIM) HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WM 00 OTKaze B
MIPOBEACHUU MPETyCMOTPEHHBIX 3KCIEPTHU3 C YKAa3aHUEM IPUYUH TAKOI'O OTKa3a.

3. B ciydae BBIBICHHS OTCYTCTBHS WJIM HEIOCTOBEPHOCTH HWH(OPMALUHU, COACpKaIICHCS B
MPEJCTABICHHBIX 3asABUTENEM JOKYMEHTaX, YIOJHOMOYCHHBIH (elepalbHbIii OpraH HCIOJHUTEIbHOMN
BJIACTM HAMNpPABIIAET 3asiBHUTENIO 3anpoc 00 YTOYHEHUH OdTol wuHPopmamuu (Jajmee - 3ampoc
YIIOJIHOMOYEHHOTO (heIepaIbHOr0 OpraHa HMCIOJHUTEIBHON BIACTH), KOTOPBIM MOXET OBITh NepenaH
YIOOJIHOMOYCHHOMY MPEACTABUTCIIO 3aABUTCIIA JIMYHO I1OJ pacClMCKy, HAIIPABJICH IIO IMOYTC 3aKa3HbIM
MUCHbMOM WM TIEpEJaH B 3JICKTPOHHOW (opMe MO TEICKOMMYHHUKAIIMOHHBIM KaHajiaM CBs3H. B ciydae
HaNpaBJICHUsI 3ampoca YIMOJIHOMOYEHHOTO (hefepalbHOTO OpraHa HMCIIOJHUTEIBHONW BIIACTH IO IOYTE
3aKa3HbIM THCBMOM OH CYMTAETCsl TOJYYCHHBIM [0 WCTEYCHHUU IIECTH JHEW C JaThl HalpaBJICHUS
3aKa3HOTO MHCHMa.

4. 3asBUTeNb 0053aH MPEICTAaBUTh OTBET HAa 3alpOC YMOJHOMOYEHHOTO (eAepalibHOr0 OpraHa
WCTIOJTHUTEJIPHON BJIACTU B CPOK, HE MPEBBIMIAIOIINNA IEBIHOCTA pabounX THEH CO JHS €ro MOJydeHHUs.
Cpoxk, yka3aHHbIH B 4acTu | HacTosIel CTaThbH, MPUOCTAHABIMBACTCS CO JHS HAIMPABJICHUS 3asBUTEIIO
3ampoca yHmoJHOMOYEHHOTo (eepalbHOr0 OpraHa HMCHOJHUTENFHON BIACTH 10 JHS TOJYYCHHUS UM
COOTBETCTBYIOIIETO OTBETA.

5. OcHOoBaHuEM JUIsl OTKa3a B OpraHU3allid 3KCIEPTH3, NMPEAyCMOTPEHHBIX 4YacThio 1 Hacrosen
CTaThH, SIBISETCA MPEACTaBICHUE HEOOXOAMMBIX JUIs MPOBEIEHHUS IPEIyCMOTPEHHBIX 3KCIEPTU3
JOKYMEHTOB B HEIIOJIHOM 00bEME WM HENPECTABICHNE 3as8BUTEIEM B YCTAHOBJIEHHBIN CPOK OTBETa Ha
3alpoc YHOJIHOMOYEHHOro (hefepalibHOrO OpraHa HCIOJHHUTEIbHON BIACTH, a TAaKKe Ipe/ICTaBIEHUE
JIOKYMEHTOB, HE COJIEPKall[MX NCUYEPIBIBAIOIIETO MePeUHsl HEOOXOUMBIX CBEIECHUM.

6. Ilpu oTka3e B OopraHM3alMy 3KCIEPTU3bI, NPEAYCMOTPEHHOM MYHKTOM 4 yacTu | Hacrosen
CTaThH, JOKYMEHTBI, BXOJAIIME B COCTaB PETHCTPALIMOHHOIO JOChE HA JIEKAPCTBEHHBIA Ipenapar s
BETEPUHAPHOTO NPUMEHEHUsS, MOTYT OBITh BO3BPAIICHBI 3aSBUTENI0 Ha OCHOBAaHHHM €ro0 MHCbMEHHOTO
3arpoca, HalpaBJIE€HHOTO B YIOJHOMOYEHHbIN (eiepalibHbIil OpraH UCIOJHUTEIbHON BIACTH B TEUCHHE
TpUILATH paboYMX JHEW CO JHS MPUHATHUS YIIOJIHOMOYEHHBIM (pe/iepalbHbIM OPraHOM HCIIOJIHUTETbHON
BJIACTH pellIeHusl 00 OTKa3e B OPraHU3alMK TaKOM SKCIEepPTH3bl. Y IOJHOMOYEHHBIN (erepanbHblii opran
MCTIOJIHUTEJIBHOW BJIACTU BO3BpALIAET 3asBUTENIO yKa3aHHBbIE JOKYMEHTHl B TE€UEHHE JECATH pabouux
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JHEW CO JHS MOJYYCHHsI COOTBETCTBYIOIIETO 3aIpoca 3asBUTEIIS.
(dactb 6 BBeneHa OenepanbubiM 3aKk0HOM OT 02.08.2019 N 297-D3)

Cratba 20. 3kcnepTusa [AOKYMEHTOB, MpeAcCTaBrieHHbIX Ans onpeaeneHvs
BO3MOXHOCTU paccMaTpvMBaTb JeKapCTBEHHbIN nMpenapat AnA  MeAULMHCKOro
NPUMEHeHUs TMpu OCYLIeCTBNIEHUN roCyAapCTBEHHOM perucTpauMm B KayecTBe
Op(*)aHHOFO JIeKapCTBeHHOro npenaparta

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DkcnepTusa JTOKYMEHTOB, MPEACTABICHHBIX JI OINpPEACIICHUs] BO3MOXHOCTH pPacCMaTpUBaTh
JIEKApCTBEHHBIA TIpenapar il MEAUIIMHCKOTO INMPUMEHEHMsI MPU OCYIIECTBIECHUU TOCYAapCTBEHHOM
perucrpanuu B KadecTBe Op(haHHOTO JIEKAPCTBEHHOTO IpermapaTa, COCTaBIEHUE KOMUCCHUEH JKCIIEPTOB
3aKJIIOYEHUST O BO3MOXXHOCTH WJIM HEBO3MOXKHOCTH paccMaTpHBaTh JIGKAPCTBEHHBIM NIpemapar s
MEIUIIMHCKOTO TPUMEHEHHSI TIPU OCYIIECTBICHHH TOCYJAapCTBEHHOM pErucTpaliud B KayecTBe
ophaHHOrO JEKapCTBEHHOTO Mperapara M HalpaBlICHHWE aHHOTO 3aKIIOYEeHHUS B YIOJIHOMOYEHHBIN
denepanbHBIA OpraH HCIOJIHATEIBHON BJIACTH OCYIIECTBIIIOTCS B CPOK, HE TPEBHINIAIOIINNA TPUAIATH
pabounx AHEH co AHS MOITYYeHHsI SKCIIEPTHBIM YUPEKICHUEM 3aJaHHs] YIIOJIHOMOYEHHOTO (peiepaabHOro
OpraHa UCTIOJHUTEILHOW BJIACTH U B AJICKTPOHHOU (hopMe WIIM Ha OYMa)KHBIX HOCHUTEIISIX HEOOXOIUMBIX
JOKYMEHTOB, YKa3aHHBIX B myHKkTax 1, 2, 5, 6, 10 wactu 4 u B uwactu 7 cratbu 18 HacTosIIEro
denepanbHOro 3aKOHa.

2. JlokyMeHTBI, cojepxalyecs B PErUCTPAllMOHHOM [J0Ch€ Ha JIEKapCTBEHHBIN Ipernapar Hu
[IOCTYNUBLINE Ha OyMa)KHbIX HOCUTEJIAX B OKCIIEPTHOE YUPEXKICHUE JUIsl OCYIIECTBICHUS UX 3KCIEPTU3bI
U1 ONpeleNeHUsT BO3MOXHOCTM PpaccMaTpUBaTh JIEKAPCTBEHHBIM Ipernapar Juisl MEIUIUHCKOIo
OpUMEHEHHs B KadecTBe Op(GaHHOTO JIEKapCTBEHHOTO Ipemapara, IOAJeKaT BO3BpaTy B
YIOJIHOMOYEHHBIN (efepanbHblii OpraH HCIOJHUTENBHONW BJIACTH OJHOBPEMEHHO C 3aKJIIOYEHUSIMHU
COOTBETCTBYIOIIUX IKCIIEPTH3.

Cratba 21. PeweHMe O BO3MOXHOCTM paccMaTpuMBaTb JieKapCTBEeHHbIW npenapar
npyM OCyLeCTBMIEHAM TFOCYyAapCTBEHHOW perucTtpauMm B Ka4vecTtBe opcpaHHOro
neKkapcTBeHHOro npenapara

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B cpok, He MpeBBIIAIONUHN MSITH PabounXx THEH cOo JHS MONyYeHHUs 3aKIIOUeHUs, YKa3aHHOTO B
gactu | crarbu 20 Hacrosimero denepaqbHOrO 3aKOHA, YMOJHOMOUYEHHBIN (enepanbHbId OpraH
HCIIOJIHUTEIBHOM BJIACTH OCYIIECTBIIAET OLEHKY ITOJYYEHHOTO 3aKIIOYEHHUS I OIPENEIICHHUS €ro
COOTBETCTBHUSI 3aJJaHHI0 HAa MPOBEICHUE COOTBETCTBYIOIIECH ASKCHEPTU3bl M YBEIOMIISECT 3asIBUTENA B
ANEeKTpoHHOU (opme uaM Ha OyMaKHOM HOCHUTEJE O pe3ylbTaTaX IMPOBEIECHHOW OSKCIEPTU3bI C
MIPUJIOKEHUEM KOIUHU IKCIIEPTHOTO 3aKIIF0UeHUs (C COXpaHeHHEM KOH(PUIEHIIMAILHOCTH UH(OpMaIUU O
COCTaBE HKCIIEPTHON KOMHCCHH) U O BO3MOXXHOCTH MJIM HEBO3MOYKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIN
npenapar g MEAUIUHCKOTO MPUMEHEHHS TPU OCYIIECTBICHWH TOCYJapCTBEHHOW PETHCTpPAIlUU B
KauecTBe oppaHHOTO JIEKAPCTBEHHOTO MIperapaTa.

2. Ilpm BBIHECEHMHM KOMHCCHEH OHKCIEPTOB 3aKIIOYEHUS O BO3MOXXHOCTHM pPacCMaTpuUBaTh
JICKapCTBEHHBIM mpenapar ISl MEAUUMHCKOIO NPUMEHEHHUS IPU OCYIIECTBIECHUM TOCYJAapCTBEHHOMN
pErucTpanuy B Ka4ecTBE OpPaHHOTO JIEKAPCTBEHHOTO Mpenapara yIoJJHOMOYCHHBIN (peepanbHbIi Opran
WCTIOJIHUTENBHON BIIACTH B CPOK, HE MPEBBIMIAIOIMINN MATH pabouuX AHEW CO JHS MOTydYeHUs TaHHOTO
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3aKJIIOYEHUs, IPUHUMAeT pelleHWe O BblAAYe 3aJaHus Ha IPOBEJEHHME SKCIEPTU3bl KadyecTBa
JIEKapCTBEHHOI'O CPEACTBA M AKCIEPTHU3bl OTHOLICHHUS O0XXKUJAEMOW MOJb3bl K BO3MOXKHOMY PHUCKY
IIPUMEHEHMsI JIEKApCTBEHHOr0 IIpernapara Uil MEAULMHCKOTO IPUMEHEHUs B IMOPSAJIKE YCKOPEHHOMH
IIPOLEAYPBl SKCIEPTU3bl JIEKAPCTBEHHOI'O CpPEJACTBA B COOTBETCTBUM CO CTaTheil 26 HACTOALIETO
denepanbHOro 3aKoHa.

3. B cilydyae npuHATHS pPEeLIEHUs] O HEBO3MOKHOCTH paccMaTpHUBaTh JIEKaPCTBEHHBIN Mpenapar Ajis
MEIUIMHCKOTO MNPUMEHEHUS TpU TOCYJApCTBEHHOH  perucTpauud B  KadecTBe Op¢aHHOTrO
JICKApCTBEHHOTO Iperapara YMOJIHOMOYEHHBIA QenepaiabHblii OpraH HCIOJHUTEIBHON  BIACTH
MpeKpaniaeT npoueaypy rocyaapCTBEHHOW perucTpaluuu JIEKapCTBEHHOTO Ipernapara. 3asBUTEIb BIIPaBe
O0paTUTHCS B PETUCTPUPYIOMIMNA OpraH C 3asBICHHEM O TOCYJAapPCTBEHHOW PETHCTpAllH YKa3aHHOTO
JIEKApCTBEHHOTO IIperapaTa B COOTBETCTBUU CO cTaTbell 18 HacTosmero denepabHOro 3aKOHA.

CraTtba 22. YTpaTtuna cuny ¢ 1 nronsa 2015 roaa. - PegepanbHbIv 3aKOoH oT 22.12.2014
N 429-®3.

Ctatba 23. 3KkcnepTu3a KayecTBa JeKapCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLWEeHuUs O)Kmq,aemoﬁ noJib3bl K BO3MOXHOMY PUCKY NMPUMEHEeHUA JeKapCTBEeHHOro
npenaparta gna MmeamumMHCKoOro npuMmeHeHusA

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. DkcnepTu3a KauecTBa JIEKapCTBEHHOIO CPEICTBA U DKCIIEPTU3a OTHOLIECHUS OXKHUIAEMOM IOJIb3bI
K BO3MOYKHOMY DPHMCKY IPUMEHEHHs JIEKaPCTBEHHOI'O Ipernapara Uil MEIULHUHCKOTO IPUMEHEHHs,
COCTaBJICHME KOMHCCHSMHM DOKCIIEPTOB 3aKIIOUYEHUN [0 pe3yibTaTaM IPOBEACHHBIX JKCIEPTU3 H
HaNpaBJICHUE JTUX 3aKIIOYCHWH B YIOJIHOMOYEHHBIH (efepalbHblii OpraH HCIOJHUTEIBHON BIIACTH
OCYILECTBIISIIOTCS. B CPOK, HE MPEBBIIAIOIIUIN CTa AECATH pabOUYMX JTHEH CO JIHS MOTyYeHHsI SKCIIEPTHBIM
YUPEKACHUEM COOTBETCTBYIOLIETO 3a/aHUs YIOJHOMOUYEHHOIO ()eIepaaIbHOr0 OpraHa MCIIOJIHUTEIBHON
BJIACTU M HEOOXOAUMBIX IOKYyMEHTOB B AJIEKTPOHHOM (popMe Wi Ha OyMaXKHbIX HOCUTEIISX.

2. B TeueHue aeBsiHOCTa JHEH CO JAHS IOJIyYEHHUS DPELIECHUS YMOJIHOMOYEHHOIO (eaepatbHOro
OpraHa MCIIOJIHUTENBHON BIIACTH O NPOBENEHUM IKCIEPTHU3, NMPEAYCMOTPEHHBIX 4acThiO | Hacrosmen
CTaTbM, 3asBUTEJb IPEACTABISET B AKCIEPTHOE YUPEXKACHUE NJs MPOBENEHHUS IKCHEPTU3bl KauecTBa
JIEKapCTBEHHOTO CPEJACTBa OOpa3libl JIEKapCTBEHHOTO Ipenapara i MEJUIIMHCKOTO MpPUMEHEHMS,
IIPOM3BEIEHHOTO B COOTBETCTBUH C TPEOOBAHUSMHU OINBITHO-IPOMBIIIIEHHOTO U (MJIM) MPOMBIIUIEHHOTO
PETIIaMEHTOB, YTBEP)KIEHHBIX PYKOBOJUTENIEM IIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB, a TaKKE B
COOTBETCTBYIOILIMX CITydasix 00pa3iibl (hapMalieBTHUECKON CyOCTaHIIMM, TECT-IITaMMa MUKPOOPTaHU3MOB,
KYJIBTYpBI KJIETOK, 00pa3libl BEIIECTB, IPUMEHSIEMbIX /ISl KOHTPOJIS KauecTBa JIEKAPCTBEHHOI'O CPe/ICTBa
IIyTEM CPAaBHEHUSI C HUMU UCCIIEyEMOTO JIEKAPCTBEHHOT'O CPEJCTBA, B KOJIMUYECTBAX, HEOOXOAUMBIX IS
BOCIIPOM3BEJIEHUS METOJ0B KOHTPOJIS KA4eCTBA.

3. Ilpu momyueHun o0Opa3IOB JICKAPCTBEHHOTO Tpemapara W ¢apMaleBTUYECKOH CyOCTaHITUU
AKCIEPTHOE YUPEXKJACHHE BBIJACT 3asABUTENIO0 JIOKYMEHT, MOATBEPKIAIOIIUNA TOJTYyYEeHHUE YKa3aHHBIX
00pasIoB, U B CPOK, HE MPEBBIMIAIOIINI TpeX padovmX JHEH, YBEIOMIISET B AJIEKTPOHHON (hopMe WM Ha
OyMaXHOM HOcHTEJIe 00 STOM YIOTHOMOYCHHBIN (eiepaibHbIN OPTaH UCTIOTHUTENBHOM BIACTH.

4. Yka3aHHbIe B 4acTax 2 U 3 HACTOsIIEN CTaTbU CPOK JJISl IPEICTABICHUS 3asiBUTENIeM 00pa3loB
JIEKapCTBEHHOTO TMpemnapara W (apMaleBTUYECKOW CYOCTaHIIMM M CPOK YBEJOMJICHHS SKCHEPTHBIM
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yupexaeHueM 00 3ToM Ha OyMaXHOM HOCHUTENe YIOJHOMOYEHHOro (elepalbHOTO OpraHa
HCIIOJIHUTEJILHOM BJIACTU HE BKJIIOYAIOTCS B CPOK IIPOBEIEHUS IKCIEPTHU3, IIPELYCMOTPEHHBIX YaCThIO 1
HAaCTOSIIECH CTAThHU.

5. JloKyMeHTBI, IOCTYNUBIIME B 3KCIEPTHOE YUYPEXKACHHE I IPOBEACHUSA DKCIEPTHU3,
MIPEelyCMOTPEHHBIX YacThIO | HACTOsIIEH CTaThH, MOJIEKAT BO3BPATY B YIIOJTHOMOUYEHHBIH (eepanbHblii
OpraH MCIIOJIHUTEIbHOW BJIACTM OJHOBPEMEHHO C 3aKIIOYEHUSMM, IOJYYEHHBIMH IO pe3yjbTaTam
COOTBETCTBYIOIINX IKCIEPTHU3.

Ctatbsn 24. JKcnepTu3a KayecTBa JIeKapCTBEHHOro cpeacTBa M 3KcnepTu3a
OTHOLUEHUSA OXUAaeMOMW MOoSfib3bl K BO3MOXHOMY PUCKY MPUMEHEHUs1 NeKapCTBEHHOro
npenapara Ansa BeTepMHapHOro NnpMMeHeHus

1. DkcnepTu3a KauecTBa JIEKapCTBEHHOI'O CPEICTBA U DKCIIEPTU3a OTHOLIEHUS OXKHUIAEMOM IOJIb3bI
K BO3MOXXHOMY pHCKY IIPUMEHEHHMS JIEKapCTBEHHOI'O IIpenapara i BETEPHUHAPHOIO IPUMEHEHHs,
COCTaBJICHHE KOMMCCHAMM DSKCIEPTOB 3aKJIIOUEHUH IO pe3yibTaTaM yKa3aHHBIX »JKCIEPTH3 U
HaIpaBJICHUE TAaKUX 3aKJIIOUYEHUN B YIOJIHOMOYEHHBIH (efepanbHbli OpraH HCIOJHUTEIbHON BiacTu
OCYILECTBIISIIOTCS] B CPOK, HE MPEBBIIAIOIINN cTa AeCATH pabouuX JHEH CO JHS MOJIyYeHUs SIKCIEPTHBIM
YUPSKACHUEM 3aaHUsl YHOJHOMOYEHHOTO (helepalbHOrO OpraHa HCIOJHUTEIBHONW BIIACTH C
JOKYMEHTaMH, YKa3aHHbIMU B 4acTu 3 cTaThu 17 Hacrosmero denepanbHOro 3aK0Ha.
(B pen. @enepanbubix 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 13.07.2015 N 241-D3)

2. B TeueHue TpuAuaTH paboUMX JHEH CO JHS TIOJNYYCHHUsS] PELICHUs] YIOJIHOMOYEHHOTO
(benepabHOrO OpraHa UCIOJHUTEILHON BIACTH O MPOBEJICHUYU YKa3aHHBIX B 4acTH | HACTOAIICH CTaThU
IKCIIEPTH3 3asBUTEIb MPEACTABISACT B IKCIIEPTHOE YUPESIKACHHUE JUIs IPOBEICHUS SKCIEPTU3bl KauecTBa
JICKAaPCTBEHHOTO CPEJCTBa 00pa3lbl JIGKAPCTBEHHOTO IMperapaTra Uil BETEPUHAPHOIO HPUMCHEHHS,
HPOU3BEICHHOTO B COOTBETCTBUM C TPEOOBAHHSIMH TEXHOJIOTHYECKUX PErJIAMEHTOB, YTBEPIKIACHHBIX
PYKOBOOUTECJIICEM MPOU3SBOJAUTECIIA JICKAPCTBCHHBIX CPCIACTB, a TAaKXE B COOTBCTCTBYIOIIUX ClIydasx
TECT-IUTAMMBl MHKPOOPTaHW3MOB, KYJIBTYPBl KJIETOK, 00pa3ubl (apManeBTHYecKol cyOCcTaHIHH,
O6p33HI>I BCIICCTB, MPHUMCHACMBIC JJIsI KOHTPOJISA Ka4d€CTBa JICKAPCTBCHHOI'O CpCACTBA, B KOJIMYECCTBAX,
HEOOXOAMMBIX JUIsl BOCIIPOU3BEICHUS METOI0B KOHTPOJISI KA4eCTBa.

(B pen. denepanbuoro 3akoHa ot 02.08.2019 N 297-03)

3. Ilpu momydeHun oOpa3lOB JEKApCTBEHHOIO Ipernapara M (apmaneBTHYECKON cyOcTaHIUU
JKCIIEPTHOE YYPEXKJACHHE BBIIACT 3asBUTEII0 JIOKYMEHT, IOATBEPKIAIOMINN IOJIYyYEHUE YKa3aHHBIX
00pa31oB, 1 B CPOK, HE MPEBBIIAIOLINNA TpeX padounx JHEH, yBeIoMIIseT B TUCbMEHHON (opme 00 3ToM
YIOJHOMOYEHHBIN (peiepabHbII OpTraH UCIIOJTHUTEIbHOM BIIACTH.

4. Cpox ans TpeACTaBiIeHUs 3asBUTE]IEM 00pas3loB JICKAPCTBEHHOIO Ipenapata H
(dapmaleBTUUECKON CyOCTaHIIMM M CPOK YBEJIOMIIEHUS OKCIEPTHBIM YUYpEKICHHEM 00 3TOM B
MUCbMEHHOW (OpMe YIOIHOMOYEHHOTO (eIepaIbHOIO OpraHa UCIOJHUTENBHONW BIIACTH, YKa3aHHBIE B
qacTax 2 U 3 HACTOALIEeH CTaThH, HE BKJIIOYAIOTCS B CPOK MPOBENIEHUS YKa3aHHBIX B yacTu | HacTosuiei
CTaTbU DKCIIEPTHU3.

5. HOKYMeHTI)I, MOCTYIIMBIIUE B 3KCIICPTHOC YUPCKACHHUC IJI MPOBCACHHA YKAa3aHHBIX B 4aCTHU 1
HaCTOﬂH_ICﬁ CTaTbW OKCIICPTU3, IIOHJICI)KAT BO3BPATY B yHOJIHOMO‘-I@HHBIfI (I)CHCp&HBHBIfI opran
HUCIIOJIHUTEIHLHOM BIACTH OJHOBPECMCHHO C 3aKJIIOUCHUAMU I10 pE3YJIbTaTaM YKa3aHHBIX SKCIICPTU3.
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Cratbs 25. [loBTOpHOE NpoBeAeHMe 3KCNepTU3bI NleKapCTBEHHbIX CPeaAcTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B ciayuasix HeJ0OCTaTOYHOM 0OOOCHOBAaHHOCTH WJIM HETIOTHOTHI 3aKIIOUEHUsI KOMUCCUH IKCIIEPTOB,
HaJU4us B HEM MPOTHBOPEUMBBIX JAHHBIX, (adbCU(UKAIIMH BBIBOJIOB SKCIEPTH3bI JIEKAPCTBEHHOTO
CPEICTBA, COKPBITHS OT YHOJTHOMOYEHHOTO (heepaabHOr0 OpraHa UCIOJHUTEIBHON BIACTH OCHOBAHHIA
JUIsL OTBOAQ OJKCIEpTa BCICACTBHE €ro 3aMHTEPECOBAHHOCTH B pe3yJbTaTax COOTBETCTBYIOIICH
OKCNEPTU3bl, HAIMYUS JAHHBIX O TMpsAMOM JMOO KOCBEHHOM BMEHIATEIIbCTBE B  MPOLECC
COOTBETCTBYIOIICH 3KCIEPTHU3bI JIUI[, HE YYaCTBYIOIIMX B €€ MPOBEJICHUH, HO OKAa3aBIIUX BJIUSHUEC Ha
MPOLIECC U PEe3yJIbTAThl €€ MPOBEACHUS, YIOJIHOMOYCHHBIM (eiepallbHbIM OpPraHOM HWCTOTHUTEIHLHOM
BJIACTH HA3HAYAETCS IMOBTOPHAS IKCIIEPTU3A JICKAPCTBEHHOT'O CPEACTBA M (MJIN) ATHYECKAs DKCIIEPTH3A.

(B pen. denepanbhoro 3akona ot 22.12.2014 N 429-03)

2. TloBTOpHast AKCHEpPTH3a JIGKAPCTBEHHOTO CPEJICTBA MPOBOIMTCSA C YYETOM pPE3yJIbTaTOB paHee
MIPOBEJICHHOM JKCIEPTH3Bl B CPOK, YCTAHOBIICHHBIM YIOJHOMOYCHHBIM (pelepalbHBIM OpraHOM
WCTIOJTHUTEJILHOM BJIACTH M HE MPEBBINIAONIUI TPUALATH PA0OOYMX THEH CO JAHS MOIYYCHHS SKCIIEPTHBIM
YUpeKICHUEM 3aJaHMsI Ha TPOBEICHUE IIOBTOPHOM IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEJICTRA.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. ®uHaHCOBOE 00€ClEeUYEHHE BBINOJIHEHUS 33JaHHUs Ha IPOBEIACHHE MOBTOPHON HKCIEPTU3BI
JIEKapCTBEHHOT'O CPEJICTBA HE OCYILECTBIIAETCS.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CraTtbAa 26. YcKkopeHHas npoueaypa 3KCnepTusbl NIeKapCTBEHHbIX CPeacTB

1. YckopeHHas mpoleaypa 3KCIEPTH3bl JIEKAapCTBEHHBIX CPEACTB B IENAX TIOCYAapCTBEHHOU
perucTpanuy JICKapCTBEHHBIX IpernapaToB IPUMEHSETCS B OTHOLIEHUM Op(aHHBIX JIEKapCTBEHHBIX
IIpenaparoB, MEPBLIX TPEX JEKAPCTBEHHBIX IIPENapaToB, perucTpupyemslx B Poccuiickon Penepanuu B
KaueCTBE BOCIIPOU3BEIACHHBIX JIEKAPCTBEHHBIX IIPENApaTOB, OYEPEAHOCTb KOTOPBIX OIPEHENSICTCS B
COOTBETCTBMM C HOMEpPOM M [JaTOM BXONAIIMX 3asBICHUM O TOCYJAapCTBEHHOM pETrucTpanuu
JIEKapCTBEHHBIX IPENaparoB B paMKax OJHOTIO MEXIyHapOJHOIO HENAaTEHTOBAHHOIO HAaWMEHOBAHMS
JIEKAPCTBEHHOI'0 IIpernapara WM TPyHIIMPOBOYHOIO HAMMEHOBAaHHMs JIEKAPCTBEHHOIO IIpenapara, u
JIEKapCTBEHHBIX IIpenaparos, IIpEeIHa3HAYEHHBIX UCKIIIOUUTEIIBHO TUIS IIPUMEHEHUS
HECOBEPIICHHOJIETHUMH I'PAKJaHAMU.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

2. YckopeHHas Tpoleaypa AKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B MENAX TOCYJApPCTBEHHOM
PErucTpalvy JIEKApCTBEHHBIX IPENapaToB HE MPUMEHSETCSA B OTHOIICHHH:

1) 6roananoroBbix (6MOMOI00HBIX) JIEKAPCTBEHHBIX MpenapaToB (01oaHaIOToB);

2) pedepeHTHBIX JIEKAapCTBEHHBIX IIPEnapaTroB (3a MCKIOYEHHEM Op(aHHBIX JeKapCTBEHHBIX
MpernapaToB);

3) BOCHpPOU3BEIEHHBIX JIEKAPCTBEHHBIX IMpemapaToB (3a HCKIIOYEHHEM TMEpPBBIX  TpPex
peructpupyeMbix B Poccuiickoit ®enepanuu B Ka4eCTBE BOCHPOMU3BEIACHHBIX JIEKAPCTBEHHBIX
MPENapaToB M JIEKapPCTBEHHBIX IMIPENApPATOB, NPEAHA3HAYEHHBIX HCKIIOUUTEIBHO Ui MPUMEHEHUS
HECOBEPIICHHOJETHUMHU TPaKIaHAMU );
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4) HOBBIX KOMOMHALIMN 3apETUCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX MPENapaToB;

5) JneKapCTBEHHBIX IpEerapaToB, 3aperUCTPUPOBAHHBIX paHEEe, HO MPOU3ZBEIACHHBIX B JIPYTUX
JIEKapCTBEHHBIX (POpMax B COOTBETCTBUU C MEPEYHEM HAMMEHOBAHUU JIEKAPCTBEHHBIX (POPM U B HOBOM
JO3UPOBKE.

(dactp 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. VYckopeHHas mpoleaypa 3KCIEPTU3bl JICKAPCTBEHHBIX CPEACTB IPOBOJIUTCS IO PELICHHUIO
COOTBETCTBYIOILIETO YIOJIHOMOUYEHHOTO (pe/lepallbHOr0 OpraHa HMCIOJHUTENbHON BJIACTH HAa OCHOBAHUU
3asIBJICHUS 3asBUTENS B CPOK, HE MPEBBIMIAIOIINIA BOCBMUECATH pabouux nHei. [Ipu sTom axcneprusa
JOKYMEHTOB, COJAEpKAIIUXCSI B PErHCTPAILlMIOHHOM JOChE Ha JICKAPCTBEHHBIN Mperapar, MPOBOJUTCS B
CPOK, HE MPEBBIMIAIONINN ACCATH padouMXx IHEH, SKCHepTH3a KauecTBa JIEKAPCTBEHHOTO CPENICTBA U
9KCIIEPTH3a OTHOMICHUS OXHAAeMOIl MOJIb3bl K BO3MOXKHOMY PHUCKY MPHUMEHEHHs JIEKapCTBEHHOTO
rperapara MmpoBOJIATCS B CPOK, HE MPEBBIMAIONINI MECTHACCATH PA00UNX THEH.

(uactsb 3 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3.1. B oTHOMICHNN OpQaHHBIX JIEKAPCTBEHHBIX MPENAapaToB MOTYT OBITh MPEICTABICHBI PE3YJIbTaThI
JTOKJIMHUYECKUX UCCIEAOBAHUM JIEKAPCTBEHHBIX CPEICTB U KIMHUYECKUX MCCIETOBAHUN JIEKAPCTBEHHBIX
MPENaparoB sl MEIUIIMHCKOTO NMPUMEHEHHUS, BBIITOJIHEHHBIX 3a npenenamu Poccuiickon denepannu B
COOTBETCTBHUM C TMpaBWIAMH HaJJIeXKallel Ja0opaTOpHOW MPaKTUKH M IpaBWJIaMU HaJJIeKaIen
KJIIMHUYECKOU MPAKTUKH.

(uacts 3.1 BBenena @enepalibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. YckopeHHas MpoIeaypa OdKCIEPTH3bI JICKAPCTBEHHBIX CPEICTB IPOBOIAUTCS B TOPSJKE,
yCTaHOBJIEHHOM cTaThsiMu 17 - 20, 23 u 24 nacrosmero ®enepanbHOro 3aK0Ha, U HE 03HAYAET CHIYKEHUS
TpeOoBaHUi K 6€30IaCHOCTH, KauecTBY M 3(h(heKTUBHOCTH JIEKAPCTBEHHBIX MTPETIApaTOB.

CraTtbAa 27. PewweHne 0 rocyaapCTBEHHOW perncTpauuvm nekapcTBeHHOro npenapara

1. B cpok, HE MpeBBIIAIONIUN AECITH padOYuX JHEH CO JHS MOJYYEHUS 3aKIIOUCHUM KOMUCCHUH
JKCIEPTOB I10 PE3yJIbTaTaM KCIEPTU3bl KaUYECTBA JIEKAPCTBEHHOIO CPEICTBA U IKCIEPTU3bI OTHOLICHUS
0KHMJIa€MOM I10JIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHHS JIEKAPCTBEHHOIO IIpenapara, COOTBETCTBYOIINN
YIOJHOMOYEHHBIHN (peepanbHbIil OpraH UCTIOTHUTEIHHON BIACTH:

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1) pa3meraer Ha cBoeM OpUIMATIBLHOM caiiTe B ceTH "VHTepHEeT" COOTBETCTBYIOILIME 3aKIIOUYESHHUS
KOMHCCHUH DOKCIICPTOB MW OCYHICCTBIACT HMX OHLCHKY A OHNPCACICHUA COOTBETCTBUA 3aJaHUIO HaA
MIPOBE/ICHUE ITUX IKCIEPTH3;

(n. 1 B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) mpUHHMMAaeT peUIeHHe O TOCYJapCTBEHHOW pErucTpaluy JEKapCTBEHHOTO Mpemnapara wid o0
OTKa3€ B TOCY/IapCTBEHHON PETUCTPAIlMH JIEKapCTBEHHOTO Mpemnapara;

3) BHOCHUT NpU NPUHATHUU PELIEHUS O TOCYJapCTBEHHOM perucTpanuu JIEKApCTBEHHOIO Ipemnapara
JaHHBIE O 3apEerMCTPUPOBAHHOM JIEKApPCTBEHHOM IIpernapare, B TOM uucie O (apManeBTHYECKOM
cyOcTaHIIMM, BXOJAIIEH B COCTaB JIGKApCTBEHHOIO Ipenapara, B TOCYJapCTBEHHBIM peecTp
JIEKapCTBEHHBIX CPEJICTB M BBIIAET 3asBUTENIO PETUCTPALIMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOTO
npemnapara, popMa KOTOpPOro yTBEp>kAaeTcsl yYIOJTHOMOUYEHHBIM (peiepanibHbIM OpraHOM HCIIOJHUTEIbHON
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BJIACTH, COTJIACOBAHHBIC HOPMATHBHYIO JIOKYMEHTAIMIO, HOPMATHUBHBIN JOKYMEHT, WHCTPYKIHIO IIO
NPUMEHEHHMIO JIEKAPCTBEHHOT'O Ipernapara W MaKeThl IEPBHUYHONW YMAKOBKM M BTOPUYHOMN
(MOTpeOUTENbCKOM) YIMAKOBKM C YKa3aHHMEM Ha HHX HOMEpPa PETUCTPALMOHHOTO YJOCTOBEPEHHS
JICKApCTBEHHOTO Tperapara M JaThl €ro TOCyJapCTBEHHOW pPETHCTpallud WM B Cllydae NPUHATHA
pemieHuss 00 OTKa3e B TOCYJapCTBEHHOH pETrMCTpaluyl JICKapCTBEHHOTO IIpernapara yBEIOMIISIET B
NUCHbMEHHOW (¢opme 3asBHUTENs 00 O3TOM C YKa3aHWEM IMPUYUH TaKOro OTKasa. 3a BBIIAYy
PETHCTPALIIOHHOTO YI0CTOBEPEHUS JISKApCTBEHHOTO MpernapaTa B3MMAEeTCsl TOCYAapCTBEHHAsS MOIIIMHA B
COOTBETCTBHH C 3aKOHOZaTeNbcTBOM Poccuiickoit @enepanuu o Hamorax u cOopax.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. OcHoBaHMEM JUIsl OTKa3a B IOCYJApCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOIO Ipenapara ajs
MEAUIIMHCKOTO  MPUMEHEHHUsI  SBISETCS  3aKIIOYEHHE  COOTBETCTBYIOIIETO  YIIOJIHOMOYEHHOTO
denepanbHOro OpraHa WCIHOJHUTEIHLHOM BJIACTH O TOM, 4YTO KadecTBo u (wim) 3()QPEeKTHBHOCTH
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO TMperapaTa Ajs MEAMIIMHCKOTO MPUMEHEHHUS HE IOATBEP KICHBI
MOJIYYEHHBIMH JAHHBIMU WJIM YTO PUCK NMPUYMHEHUS Bpela 3J0POBBIO YEJIOBEKAa BCIEJCTBUE MpUEMa
JIEKapCTBEHHOTO TMpernapara MAJig MEIUIMHCKOTO NPUMEHEHHUs TMpeBbIlIaeT 3(PQPEKTUBHOCTh €ro
MIPUMEHEHUS.

(uacts 2 B pen. Denepanbuoro 3akoHa oT 04.06.2018 N 140-D3)

3. IloBTOpHOE ImpEACTaBICHHUE B COOTBETCTBYIOIIMN YIOJIHOMOYEHHBIM (QenepalbHblil oprax
WCIIOJTHUTENIBHONW BJIACTH JIEKAPCTBEHHOTO Iperapara, B OTHOLIEHMHM KOTOPOIrO IIOJIyYeH OTKa3 B
roCy/1apCTBEHHON PErUCTpalliy U KOTOPBIM BIIOCIEICTBUU MOABEPrCs U3MEHEHHUIO B YAaCTH €0 COCTaBa,
paccMaTpuBaeTcs Kak IpEACTaBICHUE HOBOrO JIEKAPCTBEHHOI'O Ipernapara Ha €ro rocyJapCTBEHHYIO
pEerucTpalmio He3aBUCUMO OT COXPAHEHHS €0 MEPBUYHOIO0 HAUMEHOBAHMSI.

(uactsb 3 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

4. Ilpu mpenocTaBieHUM 3asABUTEIEM B COCTABE PETUCTPAIMOHHOTO JOChE€ Ha JIEKaPCTBEHHBIN
npemnapar Juisi BETEpUHAPHOTO MPUMEHEHUS! KOMUU PEeHIeHHs YIOJTHOMOUYEHHOTo (heaepaabHOro opraHa
WCTIOTHUTEJIPHOW BJIACTH O TMPOBEJICHUW HMHCIICKTUPOBAHUS TMPOU3BOIUTENS JICKAPCTBEHHBIX CPEJICTB
CPOK TPUHATUS PEHIEHUS O TOCYJApCTBEHHOW PErucTpaluy JIEKapCTBEHHOTO Mpernapara s
BETEPUHAPHOTO MPUMEHEHHS MPUOCTAHABIUBACTCS CO JTHA MOJIYYCHUS 3aKIIOUCHUM, YKA3aHHBIX B YaCTH
1 Hacrosimied cTaThH, A0 AHS MPUHATHS YIOJTHOMOYEHHBIM (helepaibHbIM OpPraHOM HCIIONTHUTEIHHON
BJIACTH DEIICHUs] O BbIaue WM 00 OTKa3e B BbIJadye 3aKJIIOUEHUS] O COOTBETCTBUHU MPOW3BOJMUTEIS
JIEKapCTBEHHBIX CPEJCTB TPEOOBAHUAM MPABHII HAJISKAIIeH MPON3BOJACTBEHHON MPaKTUKU, HO He OoJee
YeM Ha CTO BOCEMBJIECAT Pa0OUNX JTHEH.

(uacTh 4 BBenena denepansubiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

5. OcHoBaHMEM [UId OTKa3a B TOCYJapCTBEHHOW PETUCTpPAllMU JIEKApCTBEHHOrO Ipemnapara s
BETEPUHAPHOTO TPHUMEHEHUsSl SBIAETCS 3aKIIOUYEeHHE YIOJHOMOYEHHOTOo (emepanbHOro oOpraHa
WCTIOTHUTEIPHOW BJIACTH O TOM, 4YTO KadecTBO H (win) 3(G(EKTUBHOCTh PETUCTPUPYEMOTO
JIEKApCTBEHHOr'0 TMpernapara Juisi BETEPUHAPHOTO TNPUMEHEHUSI HE MOATBEPXKIEHBI MOJIYYEHHBIMU
JAHHBIMHU WM YTO PUCK MPUYHMHEHHS Bpe/a 3J0POBbIO )KUBOTHOTO BCJIEACTBUE MPUEMa JICKAPCTBEHHOTO
mpemapaTa A BETEPUHAPHOTO MPHUMEHEHUS TMpeBbImaeT 3(PGEeKTUBHOCTh €ro MPUMEHEHHs, OTKa3
YIIOJITHOMOYEHHOTO  (helepalIbHOTO OpraHa WCIOTHUTEIBHOW BJIACTH B BBIJAYe 3aKIIOYEHUS O
COOTBETCTBUHM  TPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBAHHSM TIPAaBHJ  HaJIekaren
MPOW3BOJICTBEHHON TMPAaKTUKUA IS KaXKJIOW TMPOW3BOJCTBEHHOW IUIOMAAKA PETUCTPUPYEMOTO
JIEKApCTBEHHOr'0 IMpenapara JUisi BETEPUHAPHOTO TMPUMEHEHHS B Cilydyae, €clid IPOU3BOJCTBO
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JIEKapCTBEHHOI'0 Mpenapara s BETePUHAPHOTO MPUMEHEHMsI OCYIIECTBISIETCS 3a MpeleraMu
Poccuiickoit denepanuu, Wik OTCYTCTBUE TAKOTO 3aKIHOYECHUS.
(dactb 5 BBenena denepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

Koncynsrantlntoc: npumeyanue.
O nopszke ¥ CpoKax ONPENCIICHUS B3aUMO3aMEHSIEMOCTH JIEKApCTB JICKAPCTBEHHBIX IPENaparos,
3apeructpupoBaHHbIx 10 01.03.2020, cMm. ct. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3aMmo3ameHSieMOCTb NeKapCTBEHHbIX nMpenapatoB  AnA
MeAULUHCKOro NpuMeHeHus
(B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

1. B3auMo3aMeHSeMOCTb JIGKAPCTBEHHBIX IMpEmapaToB s MEIUIMHCKOTO MPHUMEHEHUS
OMpeacACTCA YIIOJIHOMOUYCHHBIM q)eﬂepaJII)HBIM opraHomM HUCIIOTHUTEIbHOMN BJIaCTHU, OCYIICCTBIIAIOIINM
rOCy/IapCTBEHHYIO PErHCTPAlMI0 JICKAPCTBEHHBIX IMPENaparoB Ui MEIUIIMHCKOTO TNPUMEHEHHS, B
paMKax OAHOro MCEKAYHApPOJIHOI'0 HEIMAaTCHTOBAHHOTIO (I/IJII/I XUMHUYECKOI'0o, HJIHN prnHI/IpOBO‘IHOFO)
HAUMEHOBAHMSI HA OCHOBE 3aKJIIOUYEHHUS KOMHCCHHM SKCIIEPTOB OKCIEPTHOTO YUYPEKACHUS O
B3aMMO3aMEHIEMOCTH JICKAPCTBEHHOTO MperapaTta il MEIUIMHCKOTO MPUMEHEHHUs JMOO O TOM, 4TO
JIEKapCTBEHHBIN Mpernapar Ui MEJUIIMHCKOTO MPUMEHEHHsI He SBJSETCs B3auMo3aMeHseMbIM. [lopsaok
OIpCaAcCICHUA B3aWMO3aMCHACMOCTU JICKAPCTBCHHBIX IIpE€HapaTroB I MCIAUIHWHCKOIO NPUMCHCHHA U
dbopMa 3aKIIOYEHHS KOMUCCHUU DKCIEPTOB OKCIEPTHOTO YUPESKICHHS O B3aUMO3aMEHSIEMOCTHU
JICKAPCTBCHHBIX NPCapaToB A MEAUIUHCKOTO MPUMCHCHUA JII/I60 O TOM, 4TO HeKapCTBeHHI)If/'I npenapar
JUI MEIUIIMHCKOTO MPUMEHEHUS He SBJISIETCS] B3aMMO3aMEeHseMbIM, ycTaHaBnuBatoTcs [IpaBurenscTBOM
Poccuiickoit ®enepanuu.

2. Komuccus 3KCIepToB 3KCIEPTHOTO YUPEXKIEHHUS JaeT 3aKIYEeHHE O B3aMMO3aMEHSIEMOCTH
JIEKapCTBEHHOTI'O IpenapaTa JJisi MEJUIMHCKOTO IPUMEHEHUs JTM00 0 TOM, 4TO JIEKapCTBEHHBIHN Mpemnapar
JUIE MEIMLMHCKOTO IPUMEHEHHsS HE SBISIETCd B3alMO3AMEHSEMBIM, Ha OCHOBAaHUM CIEAYIOLIUX
KpUTEPUEB (XapaKTEPUCTHUK):

1) oSKBUBaNEHTHOCTh (MIsi OMOAHAJIOrOBBIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX MpENapaTroB
(OnoanamoroB) -  CONOCTaBUMOCTb)  KAa4€CTBEHHBIX M KOJMYECTBEHHBIX  XapaKTEPUCTHUK
(bapMareBTUUECKIX CYOCTaHIIMI MM COMOCTaBUMOCTh aHTUI'€HHOIO COcTaBa BakIMH. lcmonb3oBaHue
Pa3NUYHBIX COJel, 3()UPOB, KOMIUIEKCOB, H30MEPOB, KPHCTATMUECKUX (HOPM U JPYTHX MPOU3BOIHBIX
OJHOTO M TOTO JK€ JEHCTBYIOLIETO BEIIECTBA HE SBIAETCS MPEMATCTBHEM JUIS  OIpeaesIeHUs
B3aMMO3aMEHSEMOCTH  JICKAPCTBEHHBIX  IPErapaTtoB, €CIM TpHU TMPOBEIACHWU  HCCIICAOBAHUS
OMOSKBUBAJIEHTHOCTH  JICKAPCTBEHHOTO  Npemapata  WJIM  HUCCIEIOBaHMA  TEpareBTHYECKOi
SKBUBAJICHTHOCTH JIEKAPCTBEHHOTO TIpernapaTa JI0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAUYUMBIX pPazIIHInit
bapMakokuHeTUKH U (Wiau) 5(Q@eKTUBHOCTH M 0€30HacHOCTH JIEKapCTBEHHOI'O Iperapara Juls
MEIUIUHCKOTO TPUMEHEHHUS;

2) 5KBUBAJIEHTHOCTH JIeKapCTBEHHOH (opMebl. Ilo] SKBHBaJCHTHBIMU JIEKAPCTBEHHBIMU (OpMaMU
MMOHUMAIOTCSl pa3Hble JIEKAPCTBEHHbIE (OPMBI, MMEIOIIME OJUHAKOBbIE CHOCOO BBEJAEHUS U CHOCOO
OpUMEHEHHs, OoO0Jajgaroliue  COMOCTaBUMBIMH  (hapMaKOKMHETUYECKMMHU  XapaKTepUCTUKAMU U
(hapMaKoJIOrHYecKuM JeicTBHEM U 00ecreunBaroIINe TAKXKe TOCTHKEHNE HE0OX0IMMOT0 KIIMHUYECKOTO
spdexra. Paznuums ekapcTBEHHBIX (OpM He SBISIOTCA TMPENSATCTBUEM Ul OIpeJesIeHHs
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B3aMMO3aMCHSEMOCTH  JICKAPCTBEHHBIX  IpEMapaTroB, €CIM NPH  [POBEICHUU  HCCICIOBaHUS
OMOPKBHBAJICHTHOCTA  JIGKAPCTBEHHOTO  Tperapara  WIH  HUCCIEAOBAHUS  TEePareBTUUYCCKOM
SKBUBAJICHTHOCTH JICKAPCTBEHHOTO TIpernapara JI0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAYUMBIX pa3IIHUni
dapmakokuHeTHKU # (win) S(QeKTUBHOCTH © 0€30MacHOCTH JIEKAPCTBEHHOTO Tpernapara Juis
MEJIUIUHCKOTO TPUMEHECHHUS;

3) PKBHBAJIEHTHOCTh WJIHM COIMOCTABHMOCTh COCTaBa BCIIOMOTATEIBHBIX BEIIECTB JIEKAPCTBECHHOTO
mpenapara Ui MEAMIIMHCKOTO TIPUMEHEHHWs. Pa3nuuus coctaBa BCIOMOTATEIbHBIX — BEIIECTB
JIEKapCTBCHHOTO TIperapaTa HE SBISIOTCS MPENSATCTBUEM JJIsl ONPEACNCHUS B3aMMO3aMEHSIEMOCTH
JICKApCTBEHHBIX  TIpenapaToB, €CIM TPU  TMPOBEICHHM  HCCICIOBaHUS  OWOIKBHBAJICHTHOCTH
JIEKapCTBCHHOTO TIperapaTa WU HUCCIEIOBAHUS TEPANEBTHUYECKON SKBHUBAJICHTHOCTH JIEKAPCTBEHHOTO
mpernapara JJOKa3aHO OTCYTCTBHE KIMHUYECKHA 3HAYUMBIX pPa3Nuuuil  (papMakOKHMHETHKH W (WJIH)
3 (HEeKTHBHOCTH W 0E30MACHOCTH JIEKAPCTBEHHOI'O Mperapara Uisi MEAUIIMHCKOro MpuMeHeHus. [lpu
HaJIUYUH KIMHAYECKH 3HAYUMBIX pa3nuuid papMaKOKMHETHKU U (MiK) 3 ()EeKTUBHOCTH U 0€30MacHOCTH
JICKapCTBCHHOT'O Mpernapara JUisi MEAWIIMHCKOTO TPUMEHEHHUS B3aUMO3aMCHICMOCTh ONPEICISICTCS C
yKa3aHHEM Ha MCKIIOYCHUE OT/ICIbHBIX TPYIII HAIlUCHTOB;

4) UOEHTHYHOCTH CITOCO0a BBEICHUS U CIIOCO0A TPUMCHCHHS,

5) COOTBCTCTBHC IIPOHU3IBOAUTCIIA JICKAPCTBCHHOI'O CPCACTBA TpC6OBaHI/I${M IIpaBUJI HaJJIeKanen
HpOPI?;BOI[CTBGHHOfI IMPAKTHUKHU.

3. OnpeneneHue B3aMMO3aMEHSIEMOCTH BOCIPOM3BEJACHHBIX JIEKAPCTBEHHBIX IIPEnapaToB JJis
MEIUIIMHCKOTO MPUMEHEHHMs], yKa3aHHbIX B dactu 10 crtateu 18 Hactosmero denepanbHOrO 3aKOHA,
ocyuiecTBisieTcs 0e3 HE0OXOAUMOCTH JI0Ka3aTeIbCTBA UX OMOIKBUBAIEHTHOCTH.

4. OcoOeHHOCTH ONpPEEIICHNs B3aUMO3aMEHAEMOCTH OUOIOTMUECKUX JIEKapCTBEHHBIX NIPENapaTos,
KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MpenapaTtoB (coaepikallMxX KOMOMHAIUMIO JBYX U Ooiee
HeﬁCTBYIOHIHX BeIIICCTB), JICKAPCTBCHHBIX npemnaparon JJIsL MapCHTCPAJIBHOI'O IIUTaHUA n
HE/I03UPOBAHHBIX JIEKAPCTBEHHBIX IpenapaToB ycraHaBinuBaroTcs IIpaButensctBoM Poccuiickoit
denepanuu.

5. OnpeneneHI/Ie B3aUMO3aMCHACMOCTH HE€ OCYHICCTBIIICTCI B OTHOIICHHU JICKAPCTBCHHBIX
PACTUTCIIBHBIX IPE€IapaToB, rOMCONMATUICCKUX JICKAPCTBCHHBIX IMPEIIapaToB.

6. cDOpMI/IpOBaHI/Ie MEepCUHs B3aNMMO3aMCHACMBIX JICKAPCTBCHHBIX IPCIIApaTOB IAJId MCAHUIMUHCKOTO
MNPUMEHCHUSA OCYHICCTBIIACTCS SKCIICPTHBIM YYPCKIACHUCM IMOCPECICTBOM 06’BGJII/IH€HI/I$I JICKAPCTBCHHBIX
npenaparoB B OTACJIBHBIC TPYIIIbLI, B Ka)I(,[[Oﬁ U3 KOTOPBIX JICKAPCTBCHHLBIC IIPCIIApAThl ABJIAIOTCH
B3aMMO3aMCHSICMbIMHU.

7. B cmydae BKJIIOYEHUS B HMHCTPYKLUUIO MO MEIUIMHCKOMY HPUMEHEHHIO JIEKapCTBEHHOTO
rpenapara Ha OCHOBAHHWH PE3yJIbTaTOB COOTBETCTBYIONINX MCCIICIOBAHUM MOKA3aHUM JJIsi PUMEHEHUS,
KOTOpBIE OTJIMYAIOTCSA OT MOKAa3aHUH Ui MPUMEHEHUS APYTUX JEKApPCTBEHHBIX MPENapaToB U3 TPYIIILI
B3aMMO3aMEHIIEMBIX JICKAPCTBEHHBIX TIPEMapaToB, B TMEPEYHE B3aUMO3aMEHSIEMBIX JIEKAPCTBEHHBIX
MpernapaToB sl METUITUHCKOTO MPUMEHEHHS T0JDKHA ObITh YKa3aHa COOTBETCTBYIOIIAst HH(OpMAIIHsL.

KoncynprantlIntoc: nmpumevanue.
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[lepeuenp B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHBIX IIPENapaToB, B OTHOLICHUHM KOTOPBIX HMEIOTCA
pE3yJIbTaThl MCCIIEOBAHUI OMOIKBUBAJICHTHOCTH WM TEPAIeBTHUECKON SKBHBAJIEHTHOCTH, JTOJDKEH
ObITh c(hOPMHUPOBAH U pa3MelleH Ha opuimansHoM caiite Munzapasa Poccun 1o 01.07.2020. (D3 ot
27.12.2019 N 475-D3).

8. IlepeueHnp B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX MPEMAPATOB IJIsi MEAUIMHCKOTO MPUMEHEHUS
pa3MeniaeTcs ynoJHOMOYEHHBIM (eepalibHbIM OpPraHOM HCIIOJIHUTEIbHON BIIACTH, OCYILECTBISIONINM
rOCyJapCTBEHHYIO PErMCTPALUI0 JIEKAPCTBEHHBIX MPENapaToB JUIsi MEIULMHCKOTO MPUMEHEHUs, Ha
cBoeM odurmansHoM caiite B cetu "MHTepHer". MHbopmamus B mepedyHe B3aMMO3aMEHSIEMBIX
JIEKaPCTBCHHBIX MPEMapaToB ISl MEIUIIMHCKOTO MPUMEHEHHSI OOHOBIISICTCS yKa3aHHBIM (peneparbHbIM
OpPraHOM HCIIOJIHUTENBHON BJIACTH C YYETOM HOBBIX 3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpENapaToB
JUISL MEAUIMHCKOTO TPUMEHEHUS W BHECEHHBIX HW3MEHEHUHW B JIOKYMEHTBHI, COJEpXkallhecs B
PETUCTPALIMOHHBIX JOChe Ha 3apEerUCTPUPOBAHHBIC JIEKAPCTBEHHBIC Mpenaparhl AN METUIIMHCKOTO
MIPUMEHEHUS.

9. Iopsanox ucnonab30BaHUsI UHGOPMAIIUU O B3aUMO3aMEHSIEMbIX JIEKAPCTBEHHBIX Mpernaparax Ais
MCIUIHUHCKOIO HNPHUMCHCHHUA MW TIIOPpAIOK Jadu pa3’I)$ICHeHI/If/'I o BOIIpOoCaM B3aNMMO3aMCHACMOCTU
JIEKapCTBEHHBIX MpENaparoB MAJisi MEIUIIMHCKOTO0 TMPUMEHEHHs YycTaHaBiuBaroTcs IlIpaBuTenscTBOM
Poccuiickoit ®epepanuu.

Koncynprantllntoc: npumeuanue.
JInneHsuu U pasperieHns, CpoKH IeUCTBUS KOTOPBIX ucTekaroT (uctexknn) ¢ 15.03.2020 no 31.12.2020,
npoieHsl Ha 12 mecsnes (ITocranosnenue [IpaButenscrBa PO ot 03.04.2020 N 440).

CraTtbsa 28. PeructpaymoHHoe yaocToBepeHue nekapcTBeHHOro npenapara

1. PerucrpanyoHHOE yJIOCTOBEPEHME JIEKAPCTBEHHOIO Ipenapara ¢ yKa3aHHEM JIEKapCTBEHHBIX
dbopM U J03MPOBOK BBIAAETCS OECCPOUYHO, 3a HCKIIOYEHHUEM pPErHMCTPAllMOHHOTO YJIOCTOBEPEHMS
JIEKapCTBEHHOI'O Mpernapara, BbIaBa€MOI'0 CO CPOKOM JIEHCTBUS MSTh JIET, HA BIIEPBbIE PETUCTPUPYEMBIE
B Poccuiickoit @enepanum JI1€KapCTBEHHBIE IIPENIapaThl.

2. Ilo ucreueHMM yKa3aHHOrO B 4yacTH | HacTosAled cTaThu CpoKa BbLIaeTcs OeccpodyHoe
PEruCTpallMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOIO IIpernapara IpU YCJIOBUM IOATBEPKIAEHUS €r0
roCyJapCTBEHHOUN pEruCTpaLvy.

3. B cnyuae BHecenust B cooTBeTcTBUU co cTaThsiMu 30 u 31 HacTosmero denepanbHOrO 3aKOHA
W3MEHEHUN B COAEPXKAIIMECSd B PETrMCTPALMOHHOM JI0Ch€ Ha 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIN
npenapar JOKyMEHThI, 3aTparuBalOlIUX CBEACHUS, OTPaKEHHbIE B PETHCTPALMOHHOM YIOCTOBEPEHUU
JIEKApCTBEHHOT'O TperapaTa, YIOJIHOMOUYEHHBIN (eepalbHbIi OpraH WCIOJHUTEIbHOM BJIACTH BBIJACT
HOBOE€ PETMCTPALMOHHOE yAOCTOBEPEHUE JIEKAPCTBEHHOIO Ipenapara, COAEpkKallee BHECEHHBIE B HETO
W3MEHEHUS.

(uacts 3 BBeneHa denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

4. B ciywae yTpaTbhl WM TOBPEXIACHUS PETHUCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpemapaTa 1o 3asBICHUI0 B THCHbMEHHOW QopMe [epikarensi WU BIaJelblla PErUCTPALMOHHOTO
YJIOCTOBEPEHHUS JIEKAPCTBEHHOIO IIpenapaTa Wik YIOJHOMOYEHHOTO UMH IPYTOro FOPHANYECKOTO JIMIA O
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BblJlauy€e JyOJIMKaTa perucTpalMOHHOIO YAOCTOBEPEHUS JIEKApCTBEHHOIO Iperapara YINoJHOMOYEHHBIN
(benepanbHBI OpraH UCIIOJHUTEIFHON BIACTH B CPOK, HE MPEBBIIAIONIUN AecATH pabounx AHEH co AHS
IOCTYIJICHUs 3asBJICHUs, BBIAAET JyOJIMKAT pPErMCTPAllMOHHOTO YJIOCTOBEPEHUS JICKApPCTBEHHOI'O
npernapara. 3a Bblady JyOJiMKarta peruCTPallMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOTO IIperapara
B3MMAacTCs roCyAapCTBEHHAs MOIIJIMHA B COOTBETCTBUH C 3aKOHOaTesbcTBOM Poccuiickon denepanuu o
Hajorax u coopax.

(dactp 4 BBeneHa denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynsrantlntoc: npumeyanue.
JlutieH3uu U pa3peneHusi, CPOKH ICUCTBUS KOTOPHIX UCTEKArOT (McTekaun) ¢ 15.03.2020 mo 31.12.2020,
nposuieHbl Ha 12 mecsueB (Iloctanosnenue IIpaBurensctsa PO ot 03.04.2020 N 440).

Cratba 29. [loaTBepXxaeHWe rocyAapCTBEHHOW perucTpauum neKkapcTBeHHOro
npenapara
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. IToaTBepkaeHHE TOCYJapCTBEHHOM perucTpalyy JIEKapCTBEHHOrO Iperapara OCyLIeCTBISeTCs
IIpU BblJa4e OECCPOYHOIO PErMCTPALMOHHOIO YJIOCTOBEPEHMs JIEKAPCTBEHHOIO Ipernapara B Cilydae,
yKa3aHHOM B yacTu 2 cTtarbu 28 Hacrosmero denepanbHOr0 3aKoHa, B CPOK, HE MPEBBILIAIOIIUI
MIECTUACCATH pabounx THEH CO JHS TONYYEHHUS COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (eeparbHbIM
OpPraHOM HCIOJHUTEIbHON BJIACTH 3asBJICHUS O MOIATBEPXKIEHUM T'OCYAApCTBEHHOW pErucTpanuu
JIEKapCTBEHHOro Ipenaparta. He ocyiiecTBisieTcss MOATBEP)KIECHUE T'OCYIApCTBEHHOM PETUCTPALlUU B
OTHOILICHMH JIEKapCTBEHHOI'O Npernapara, He HaxoAuBILerocst B oopamieHuu B Poccuiickoit denepaunu B
Te4eHUue Tpex MU Oojee JIeT, a TAaKkKe B OTHOLICHUU JIEKAPCTBEHHOI'O CPEJACTBA, IPOMU3BEIEHHOIO C
HapylleHHeM TpeOOBaHUs, yCTaHOBIEHHOIO 4acThio 3.7 cTatbu 71 HacTosmero denepanbHOro 3aKoHa.

2. 3asBIeHUE O MOJTBEP)KJIEHUHU I'OCYAapCTBEHHON pEerucTparyy JIEKapCTBEHHOrO Ipenapara Ajs
MEIUIIMHCKOTO MPUMEHEHUS TPEACTAaBISETCS B COOTBETCTBYIOMIMH YIIOJTHOMOYEHHBIN (erepanbHbIid
OpraH UCIOJHHUTEILHON BJIACTH HE PaHEe YeM 3a CTO BOCEMBJCCAT JTHEW 10 UCTECUCHHs CpOKa JCHCTBHUS
PETHCTPAIIIOHHOTO yI0OCTOBEPEHHS JIEKAPCTBEHHOTO Mpernapara Juisi MEeIUIIMHCKOTO IIPUMEHEHUSI.

(B pen. denepanpuoro 3akoHa ot 02.08.2019 N 297-03)

2.1. 3asiBIeHuE O MOATBEPKACHUU TOCYAApCTBEHHOM PEruCTpaIlui JEKapCTBEHHOTO Mpernapara s
BETEPUHAPHOTO TPUMEHEHUS MPEJICTABISACTCS B COOTBETCTBYIONIMH YITOJITHOMOUYSHHBINH (herepaibHbIHN
OpraH UCIHOJHUTENbHOIN BIIACTH HE PaHEe YeM 3a CTO BOCEMBJECIT THEH J0 UCTeUEHUs CpOKa JeWCTBUS
PETHCTPAIIMOHHOTO yIOCTOBEPECHHMSI JICKAPCTBEHHOTO Iperapara Ui BETCPHHAPHOTO MPUMEHEHUS U HE
MO3/JHEE OKOHYAHUS CPOKa €T0 JeHCTBUA.

(dactb 2.1 BBegena denepanbubiM 3akoHOM 0T 02.08.2019 N 297-03)

3. HOI[TBep)KI[eHI/Ie FOCY)I&pCTBGHHOfI perucTtpanu JCKapCTBEHHOI'O HpcIiapaTra OCYHICCTBIIACTCA
Mo pe3yjabTaTaM OSKCICPTU3BI OTHOUICHUA O)KH)IaeMOﬁ IMOJIB3bI K BO3MOXHOMY PHCKY IIPUMCHCHHA
JICKApCTBCHHOT'O IMpeliapaTa Ha OCHOBAHUUW PE3YyJIbTATOB MOHUTOPHHI'A S(I)(I)CKTI/IBHOCTI/I 1 0e30MacHOCTH
JICKApCTBECHHOT'O  IIpfrapara, MIPOBOAUMOIO ACPXKATCIEM WKW  BJIAACIBLOEM  PCTUCTPALIMOHHOIO
YAOCTOBCPCHUA JICKAPCTBCHHOT'O ITPCIiapaTa 0o YHOOJHOMOYCHHBIM UMHU IOPUIUYCCKUM JIMIIOM, 4 TAKIKE
COOTBCTCTBYIOIIHUM YITOJTHOMOYCHHBIM q)eaepam,HHM OpraHom HCIIOJIHUTENLHOMN BJIACTH B COOTBETCTBUHU
C Tpe6OBaHI/I$IMI/I cratou 64 HaCTOAIICTO d)e;[epanLHoro 3aKOHa.
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4. K 3agBneHHIO 0O IOATBECPKACHUN FOCYﬂapCTBeHHOﬁ perucTpanuu JCKapCTBECHHOI'O IIperiapara A1
MCIUIUHCKOI'O IPpUMCHCHUS IPUJIararoTCA:

1) HOKyMEHTBI, cojepXkallue pe3yiabTaTbl MOHUTOPUHTAa J(PGEKTUBHOCTH U OE30MaCHOCTH
JIEKApCTBEHHOr'0 Mperapata i MEAUIMHCKOTO MPUMEHEHHUs, MPOBEACHHOTO JEpXaTeleM WIH
BJIQJIENIBIIEM PErUCTPALMOHHOIO YJOCTOBEPEHUS JIEKAPCTBEHHOIO Ipenapara Uil MEIUIIMHCKOIO
MPUMEHEHHUS JHOO0 YHNOJHOMOYCHHBIM WM IOPUIUYECKHM JHUIIOM, 1O ¢GopMe, YTBEpKICHHON
YIOJHOMOYEHHBIM (eiepabHbIM OPraHOM HCIIOTHUTENBHOM BIACTH;

Koncynsrantlntoc: npumeyanue.
C 01.01.2021 B . 2 4. 4 ct. 29 BHOCATCS m3MeHenust (D3 ot 27.12.2019 N 478-D3).

2) KOIIMA JIMOCH3HMKU Ha HOPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB WM KOIIKMA 3aKJIIOYCHUA O
COOTBETCTBUM  IPOU3BOAMUTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHHSAM TPaBHJ  HaJuiexalien
HpOH3BOI[CTBCHHOfI IMPAKTHUKHU, BbIAAHHBIX YIIOJHOMOYCHHBIM (1)€IIepaJH)HI)IM OopranomMm HCIOJIHUTEIBHOU
BJIACTH B OTHOIIEHUM MPOU3BOJCTBEHHON IUIOMIAAKK JIEKAPCTBEHHOIO Mpemnapara JUisi MEAMIIMHCKOIO
MIPUMEHEHUSI, TOCYITAPCTBEHHAs PErUCTPAIMsl KOTOPOTO MOATBEPKAACTCS B CIy4yae, €CJIM MPOU3BOJICTBO
JIEKapCTBEHHOTO Tperapara i MEAMIMHCKOIO TPUMEHEHHUs ocyllecTBisieTrcss B Poccuiickoit
denepanuu;

Koncynprantllimtoc: nmpumedanue.
C01.01.2021 B 1. 3 4. 4 cT. 29 BHOCsTCSA n3MeHeHus (D3 ot 27.12.2019 N 478-D3).

3) Komusg BBIJAHHOW YIOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOJAUTENS JIMIEH3UW Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O Mperapara Jijisi MEIUIIMHCKOTO MPUMEHEHHS U €€ TIEPEeBOJ Ha PYCCKUM
S3bIK, 3aBEPEHHBIE B YCTAHOBIECHHOM IMOPSAKE, a TaKKe KOMUSA 3aKIIOUEHHUS O COOTBETCTBUHU
MIPOU3BOJUTENSI JICKAPCTBEHHBIX CPEICTB TPeOOBAaHUSIM TIPaBUJI HAJUISKAIEH TMPOU3BOJICTBEHHON
MPAKTUKH, BBIJAHHOTO YIIOJHOMOYEHHBIM (eepaibHBIM OpPraHOM HCHOJHUTENBHOM BIacTH B
OTHOIIIEHWH TIPOU3BOJICTBEHHOM TUIOMIAJKHA JICKAPCTBEHHOTO TMperapata Uil  MEIUIIMHCKOTO
MPUMEHEHHUsI, TOCYJAapCTBEHHAsi PETrucCTpalus KOTOPOrOo MOJATBEPKAACTCS, WM KOMNUS pelIeHUs
YIIOJITHOMOYEHHOTO (PeiepaibHOT0 OpraHa WCIOJHUTEIBHONW BIACTH O TPOBEIECHWU WHCIEKTHPOBAHUS
MIPOU3BOUTEINS JIEKAPCTBEHHBIX CPEJCTB B ClIydae, €Ciu MPOU3BOJICTBO JIEKAPCTBEHHOTO Mpernapara s
MEIUILIMHCKOTO MPUMEHEHUS OCYLIECTBISAETCS 3a npeaenamu Poccniickont denepanun.

(uactsb 4 B pen. Denepanbroro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B oTHOmIEHNH OMOJOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB JJs MEAUIUHCKOTO MPHUMEHEHHS
3asBUTENb JOMOJHUTENIBHO TMPEJACTABIAET pe3yJabTaTbl MEPONpPUATHH, NPESyCMOTPEHHBIX IIAHOM
VIpaBJICHUSI PUCKAMH, YTBEPXKIACHHBIM YIIOJTHOMOYEHHBIM (heZiepalbHbIM OpPTraHOM HCIIOJHUTEIHHON
BJACTH TMPH OCYLIECTBICHHMM TOCYAAPCTBEHHOW pErucTpalyM JIEKapCTBEHHOTO TmpenapaTta s
MEIUIUHCKOTO TPUMEHEHHSI.

(uacts 4.1 BBeneHa @enepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. K 3asBI€HUIO O MOJTBEPKICHUU TOCYIapPCTBEHHOW PETHCTPALIMU JIEKAPCTBEHHOIO IMpernapara
JUIl BETEPUHAPHOIO NMPUMEHEHMs NPUIIATAIOTCS JTOKYMEHTHI, COAEpXKalllue pe3yJbTaThl MOHMTOPHUHIA
3¢ dekTUBHOCTH M 0€30MacHOCTH JIEKAPCTBEHHOIO IIpernapaTa Jjsi BETEpPUHAPHOIO TNPUMEHEHMS,
IIPOBOAMMOIO JEpXkKaTeleM WIN BIAJEIbIEM PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
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npenapaTta il BETEpUHAPHOTO MPUMEHEHUS JUOO YIOJIHOMOYEHHBIM UM IOPUAMYECKHM JIUIOM, IO
dbopMe, YTBEpKICHHOW YIOJTHOMOYEHHBIM (hefepaibHbIM OPTaHOM HCIIOJIHUTEIbHOW BJIACTH, U
JIOKYMEHTBI, YKa3aHHbIE B TyHKTax 1, 2 - 2.2, monmynkrax "a", "6", "k", "n" mynkra 4 gactu 3 crathu 17
Hactosmero deaepanbHOro 3aKkoHa. B OTHOMIEHUN HMMYHOOMOJIOTUYECKHX JIEKAPCTBEHHBIX MPEIapaToB
JUIS BETEPUHAPHOTO MPUMEHEHUS HE MPEACTaBISAIOTCA CBEACHUS, yKa3aHHbIE B MOANyHKTe "K" myHKTa 4
yacTu 3 cratbu 17 Hactosimero deaepanbHOro 3aKoHa. B OTHOIIIEHNHU JI€KapCTBEHHBIX MpEnapaToB s
BETEPUHAPHOTO TMPUMEHEHHMSI, IMOJYYEHHBIX C NPUMEHEHHEM T'e€HHO-UHXEHEPHO-MOAU(PUIIMPOBAHHBIX
OpraHU3MOB WJIM COJEPXAIIMX TaKUE OpPraHU3Mbl, JOMOJHUTEIBHO MPEICTABIAIOTCS CBEJICHUA,
yKa3zaHHble B yHKTe 13 yactu 3 ctatbu 17 Hactosiero deaepaibHOro 3aKoHa.

(uactpb 4.2 BBeaeHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. DeaepanbHOro 3aKoHa OT
02.08.2019 N 297-03)

Koncynprantlntoc: npumedanue.
C 01.01.2021 4. 4.3 cr. 29 uznaraercs B HoBol peaakiuu (O3 ot 27.12.2019 N 478-D3).

4.3. C 3asBiIeHrEM O MOATBEPKACHUH TOCYIapPCTBEHHON PETUCTpaIluy JICKAPCTBEHHOTO Mperapara
3asiBUTENb MPEJCTABISAET KOMHUIO TOKYMEHTA, MOATBEPKAAOIIEr0 YIUIaTy FOCyJapCTBEHHOM MOIIMHBI 3a
MOITBEPIKICHUE TOCYJAPCTBEHHON PErHCTpaIiy JCKapCTBEHHOTO Tperapara, JIn00 MOXKET MPeCTaBUTh
yKa3aHHBII IOKyMEHT 110 COOCTBEHHOW MHUIMATHBE. B ciyuae HempeacTaBleHusl yKa3aHHOTO TOKyMEHTa
VIOJHOMOYCHHBIH  (elepanbHblii OpraH WCIOJHHUTEIBHOW BJIACTH MPOBEpseT (PAKT  YIUIATHI
roCy/IapCTBEHHOWM TMOLUIMHBI 3asBUTEJEM IOCPEICTBOM HCIIOJIb30BaHUA HHGOpManuu o0 ymmaTe
rOCy/IapCTBCHHOW TMOILINHBI, COJepKamieiics B [ocynapcTBeHHOW HWH(POPMAIIMOHHOW CHCTEME O
roCyJapCTBEHHBIX M MYHHUUMIAJIBHBIX IUIATEKaX, HA OCHOBAHUM IPE/ICTABICHHOW 3asBUTENIEM KOIUU
JOKYMEHTA, NOATBEPKAAIOIIET0 yIIaTy roCyAapCTBEHHOM MOILIAHBI.

(uactsb 4.3 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. B TeueHue JCCATH pa60q1/1x I[Hefl CO [JHAd TNPHUHATHA 3adBJICHUA O IIOATBCPKICHHUU
rOCyJapCTBEHHON perucTpanuu JEKapCTBEHHOIO IpernapaTa U JOKYMEHTOB, COJEpKAlllUX pPe3yJbTaThbl
MOHUTOpUHTA 3 (HEKTUBHOCTH U OE€30MACHOCTH JIEKAPCTBEHHOTO Tpemnapara, MpoBOJAUMOrO JIepKaTeaeM
WIM  BIAAENbLEM  PErHUCTPAIlMOHHOTO  YJOCTOBEPEHHS  JICKapCTBEHHOrO  mpemapara  Ju0o
YIOOJIHOMOYCHHBIM UMHU IOPUANYCCKUM JINIIOM, ynOJIHOMO‘{eHHBIfI (peﬂepaHBHI)H\/’I opran HUCIOJIHUTEILHOU
BJIACTH:

1) mpoBOOUT NPOBEPKY IOJHOTHI CBEICHHM, COAEpXkAIIUXCS B IPEACTABICHHBIX 3asBUTEIEM
JNOKYMEHTaX;

2) mpUHUMAET pelieHUuEe O MPOBEJACHUU WM 00 OTKa3e B MPOBEACHUU DKCIEPTHU3bI OTHOIICHUS
O’KHMJIa€MOM TMOJIb3bl K BO3MOKHOMY PHUCKY NPUMEHEHHUs JIEKApCTBEHHOTO MpernapaTra Ha OCHOBAaHUU
pe3yIbTaTOB MOHUTOPUHTA d()PEKTUBHOCTU U OE30MACHOCTH JIEKAPCTBEHHOTO Tpernapara, MpoBOJUMOTO
JepKaTelleM WU BIAAENbIEM PErHCTPAIlMOHHOTO YIOCTOBEPEHMs JIEKApCTBEHHOTO MpemapaTta Jubo
YIIOJTHOMOYEHHBIM UMH IOPUINIECKUM JIUIIOM, a TaKke (eepaibHbIM OPTaHOM UCTIOJTHUTEIHHOU BIIACTH
B COOTBETCTBUU C TpeOOBaHUAMHU CTaThu 64 HacTosero denepaibHOrO 3aKOHA;

3) yBemomuisieT B OJIGKTPOHHOM (opmMe WM THUChMEHHON (opMe 3asgBUTENSI M IKCIIEPTHOE
YUpEKJIECHUE O TPHUHATOM pEIIeHWH OO0 B Cllydae MPUHATHS pElIeHHss 00 OTKa3e B MPOBEACHHUH
IKCTEPTU3BI YKA3BIBACT MPUUHNHBI TAKOTO OTKa3a.
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6. B ciyuae BbIsIBICHUS HETOCTOBEPHOCTH U (MJIM) HEIOCTATOYHOCTH MHPOPMAINH, coAepKalencs
B IPEJCTABICHHBIX 3asgBUTEIEM JOKYMEHTAX, YIOJHOMOYCHHBIN (enepaibHblii OpraH HCIOJIHUTEIbHON
BJIACTH  HAIpaBJISIET 3asBUTENI0 3ampoc 00 yTOYHEHMM YKa3aHHON wuHQoOpMaluu. 3ampoc
YHOJIHOMOYEHHOTO  (hefiepalibHOr0  OpraHa  HCIOJHUTENBHOW BJIACTH MOXET ObITh  mNepeaaH
YIIOJIJHOMOYEHHOMY MPEACTABUTENI0 3asBUTENS JUYHO IOJ PACIHCKY, HANPABIEH IO NOYTE 3aKa3HbIM
MUCHbMOM WM TIEpeAaH B 3JEKTPOHHOU (GopMe MO TeJICeKOMMYHHMKALIMOHHBIM KaHaiaM CBs3H. B cimyuae
HaIpaBlIEHUsl 3aMpoca YMOJIHOMOYEHHOTO (eAepalbHOr0 OpraHa HCIOJHUTEIbHOW BIACTH IO IOYTE
3aKa3HbIM IUCbMOM OH CUYHUTAETCs IIOJYyYEHHBIM MO MCTEYEHHM IIECTU JHEH C JaThl HAlpaBJICHUS
3aKa3HOro MKUChMa.

7. 3asBUTENb 00s3aH NPEJICTaBUTH OTBET HA 3alpoOC YIOJIHOMOUYEHHOrO (elepalbHOrO OpraHa
UCIIOJIHUTEJIBHOM BJIACTU B CPOK, HE MPEBBINIAIOMIUI I€BIHOCTA PabOYMX JAHEH CO JHS €ro MOJy4YEeHHUS.
Cpok, yka3aHHBIH B 4acTU 5 HACTOSILEH CTaTbH, IPUOCTAHABIMBAETCS CO JIHS HAIIPABJICHUS 3asBUTEIIO
3arpoca yHOJHOMOYEHHOIo (elepajbHOro OpraHa HCIOJHUTENbHONW BJIACTU O JHSA HOJYYEHUS UM
COOTBETCTBYIOILIETO OTBETa M HE YUUTHIBA€TCA MPU HCUYHUCIEHUU CPOKAa IOATBEPKACHUA
rOCyJJapCTBEHHOM perucTpaiiy JeKapcTBEHHOTO Mpenapara.

8. OcHoBaHMEM Uil OTKa3a B IIPOBEJIEHUM SKCIEPTU3bl OTHOIIECHUS OXHJAAEMOH IMOJIb3bI K
BO3MOKHOMY PHUCKY IPUMEHEHHs JIEKapCTBEHHOrO IIpernapara sBISIETCS MPEICTaBICHUE JOKYMEHTOB,
COZep KALINX Pe3yIbTaThl MOHUTOPUHTA 3()(HEKTUBHOCTH M OE30MIACHOCTH JIEKAPCTBEHHOTO IIperapara, u
(uu) B OTHOLIEHUM OHWOJOTMYECKHX JIEKAPCTBEHHBIX MPENapaToB pe3yibTaTOB OCYIIECTBICHHUS
MEpPOIPUATHI B COOTBETCTBUM C IUIAHOM YIPABICHUS PHUCKAMH, YTBEPKIECHHBIM YIOJIHOMOYEHHBIM
denepanbHBIM OPraHOM HCIHOTHUTENBHOM BJIACTU MPHU OCYIIECTBICHUU TOCYJApCTBEHHOM perucTpanuu
JICKApCTBEHHOTO TIperapara, B HEMOJHOM 00beMe, OTCyTCTBHE MH(OpMAaIUH, MOATBEpKAatome (akrt
yIUIaThl ~ TOCYJApCTBEHHOW  TOLUIMHBI 32  MOATBEPXKJIECHHUE TOCYJAPCTBEHHOW  perucTpauuu
JIEKapCTBEHHOI'O Ipernapara, 100 HENpeACTaBICHUE 3asBUTEIEM B YCTAHOBJIEHHBIH CPOK OTBETAa Ha
yKa3aHHbII B dYacTu O HACTOALIEH CTaTbu 3ampoc YMOJIHOMOUYEHHOro ¢eAepalbHOro opraHa
HCIIOJIHUTEJILHOM BJIACTH, a TaKXKe OTCYTCTBHE B YKa3aHHBIX JOKyMEHTaxX MH(OpManuu, KoTopas A0HKHA
OBITh B HUX OTpa)KeHa.

9. DOkcmepTuza OTHOUIEHMSI OXHUAAEMON TOJb3bI K BO3MOXXKHOMY pHUCKY IIPUMEHEHUs
JIEKAPCTBEHHOI'O IIpernapara B LENAX MOATBEPKIACHUA IOCYJapCTBEHHOM PErucTpalvy JIEKApCTBEHHOTO
rpenapara IpOBOJUTCS KOMHMCCHEN JKCIIEPTOB JKCIEPTHOIO YUYPEXKICHHS B CPOK, HE INPEBBINIAIONINN
COpOKa pabo4Mx JIHEH.

10. B cinyyae HEZOCTAaTOYHOCTH MPEACTABICHHBIX SKCIEPTYy MaTepUalIOB IS Jaud 3aKIIOYEHHUS
SKCHEepT 00palaeTcss K pyKOBOAUTEIIO SKCIIEPTHOTO YUPEXKICHUS O MIPEJOCTaBICHUN eMy HEOOXOIUMBIX
MaTepuaioB. PykoBoauTe b 3KCHEPTHOTO YUpPEXACHUs oOpaliaeTcs ¢ COOTBETCTBYIOIIMM 3alpoCOM B
YIIOJIHOMOYEHHBIN (e/lepaibHblil OpraH HCIOJHUTEIbHON BIIACTH, BBIJIABIIMN 3a/laHUE Ha NPOBEACHUE
AKCIEPTU3bl OTHOLIEHMS OXHJaeMOM MOJb3bl K BO3MOKHOMY PHCKY NPUMEHEHHS JIEKApCTBEHHOTO
mpernapata Ha OCHOBAaHHMU JOKYMEHTa, COJIEpKAIllero pe3yabTaTbl MOHUTOPUHTA 3((GEKTUBHOCTH U
0€301MacHOCTH JIEKApCTBEHHOI0 Npenapara. B Tedenue natu pabodyux JHEH co AHS MOCTYIUIEHUs 3alpoca
PYKOBOJIUTENSI HKCHEPTHOTO YUPEXAECHUS YyKa3aHHbBIN (elnepaibHbIil OpraH HCIOJHUTENbHONH BIACTH
HaIpaBIIET 3asBUTENIO 3allpOC O MPEICTaBICHUH HEOOXOIAMMBIX MaTepuajioB, KOTOPHI MOKET OBITh
Iepe/laH YIOJIHOMOUYEHHOMY IPEACTABUTENIO 3asBUTENS JIMYHO I0J PACHMCKy, HAlpaBieH IO M04YTe
3aKa3HbIM MMCbMOM WJIM NI€pe/iaH B AJIEKTPOHHOU (popMe MO TeIeKOMMYHHUKAIIMOHHBIM KaHaiaM cBsi3u. B
cllyyae HalpaBJIEHUS 3alpoca YIMOJHOMOUYEHHOro (efepaibHOro opraHa HCIOJHUTENbHONH BIACTU IO
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IIO4YTE 3aKa3HbIM IMMCbMOM OH CUHTACTCA IMOJIYYCHHBIM I10 UCTCYCHHUU IICCTHU ,Z[Heﬁ C JaThbl HalIpaBJICHUA
3aKa3HOI'O0 ITMChMa.

11. 3asBurens 005M3aH MPEACTaBUTh OTBET Ha 3alpOC YIMOJHOMOYEHHOTO (elepalbHOro OpraHa
HUCIIOJHUTEIBHON BJIACTH B CpOK, HC HpeBBIIJ_IaIOL[II/If/’I mMECTUACCATH pa6oqnx I[Heﬁ CO JHS IOJYYCHUA
YKa3aHHOTO 3arpoca. YTOJIHOMOYCHHBIH (eaepanbHblii OpraH HCIOJHHUTEIBHOW BIACTH, BBIIABIINI
3aJJaHMe Ha IMPOBEACHUE OHKCIEPTH3bl OTHOIICHUS OXXUAAEMOW IOJB3bI K BO3MOKHOMY PHUCKY
NPUMEHEHHs JIEKapCTBEHHOTO IMIpenapara Ha OCHOBAaHMM JOKYMEHTa, COJEPIKAIIero pPe3yJbTaThl
MOHUTOPHUHTA 3((HEKTUBHOCTH U 0€30IMaCHOCTH JICKAPCTBEHHOTO IMperapara, B TEUCHHUE MATH paboumx
IHEH CO JHS MOCTYIJICHHUS OT 3asBHTENS OTBETA Ha 3alpoC YIMOJHOMOYEHHOTO (eaeparbHOro opraHa
WCTIOJTHUTEJIbHOW BJIACTH HAIIPABISET STOT OTBET B AKCIIEPTHOE yupexkaeHue. B ciydae HenpencraBineHus
10 NCTEYEHUH IIECTUIECITH PabounX JHEW 3asBUTEIEM OTBETa HA YKa3aHHBIN 3apOC YIIOJTHOMOYEHHBIH
denepanbHBIi OpraH WCHOTHUTEIHLHOW BIACTH, BBIIABIIMK 3a/laHWe HA MPOBEICHUE HKCIEPTU3BI
OTHOIICHHS OKMJAEMOW IIOJIb3bI K BO3MOXKHOMY PHCKY IPHUMEHEHHs JIEKapCTBEHHOTO Iperapara Ha
OCHOBAaHMHU JOKYMEHTA, COJCPKAIIero pe3yjbTaThl MOHHUTOPWHTA S(PQPEKTHBHOCTH MU OE30MAaCHOCTH
JIEKapCTBEHHOTO TIpernapara, B TCUCHHE MATH paboymMx JHEH HampaBisieT B AKCIEPTHOE YUPEKICHUE
YBEIOMJIEHHE O HETPE/CTABICHUH 3asBUTENIEM OTBETa Ha 3alpoCc yKa3aHHOTro opraHa. Bpems co mHs
HalpaBJICHUsl 3ampoca JKCIEPTHOTO YYPEXIEHHS B  YIOJIHOMOYCHHBIH (enepaibHblil  Oopra
HWCIIOTHUTEIbHOM BJACTH A0 OHA MOJYUCHHUA OKCICPTHBIM YYPCKIACHUCM OTBCTAa Ha 3arpoC HIN
YBEIOMIICHHS O HENPEACTABICHUU OTBETa Ha 3alpoCc HE YYMUTHIBACTCS INPH HMCYHCICHUH CpPOKa
MMPOBCACHUA OKCIICPTHU3bl OTHOIICHHA O)KHI[&GMOﬁ MMOJIb3BI K BO3MOXHOMY PHCKY [IPUMCHCHUA
JICKapCTBEHHOTO TIperaparta Ha OCHOBAaHMU JOKYMEHTa, COAEPIKAaIlero pe3yiabTaThl MOHUTOPWHTA
3¢ GEKTUBHOCTH U 0€30IIACHOCTH JIGKAPCTBEHHOTO Ipernapara.

12. B cpok, He MPEeBBILIAIOLINI AecATH pabouux AHEW CO JHS MOITYYSHHS 3aKIIOYCHHS] KOMHCCUU
SKCHEPTOB IO pe3yJibTaTaM JKCHEPTU3bl OTHOILICHHS OXUIAAEMOM IO0Jb3bl K BO3MOXHOMY PHCKY
MPUMEHEHUS JIeKapCTBEHHOTO Ipemnapara, COOTBETCTBYIOUIMI YHOJTHOMOYEHHBIN (enepanpHblii opran
HWCIIOTHUTETbHON BIACTH:

1) ocyuiecTBiseT OIEHKY STOTO 3aKJIIOUEHUs JJIs OMPEIENICHUs €ro COOTBETCTBUS 33/JIaHUI0 Ha
MPOBEACHUE YKa3aHHOW IKCIIEPTHUBHI;

2) npUHMMAaeT pelleHHe O TMOATBEPKJIECHUHM TOCYJapCTBEHHOM perucTpanyy JIeKapcTBEHHOTO
npernapata Wid 00 OTKa3e B TOATBEPKICHUM TOCYJApCTBEHHON pErucTpalyy JIEKapCTBEHHOTO
npernapara;

3) BHOCUT TMpU TMPHUHATHH PELIEHUS O TMOATBEPKACHUU TOCYJAapCTBEHHON perucrpanuu
JIEKApCTBEHHOI'O IIpelapara CBEIEHUsS B T'OCYJAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB U BBIIACT
3asBUTEII0 OECCPOYHOE PETUCTPALIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO IIpenapara.

13. OcHoBaHuEM AJi1 OTKa3a B MOATBEPKACHUHM TOCYJApPCTBEHHON PErHMCTPalMM JIEKAPCTBEHHOTO
mpernapaTa SBJSETCS 3aKJIIOUYEHUE COOTBETCTBYIOLIETO YIOJHOMOYEHHOro (hefepaibHOro opraHa
WCIIOJTHUTENIbHOW BJIACTH O TOM, YTO PHUCK NPUUYMHEHMS Bpela 30POBbIO UEJIOBEKA WU >KUBOTHOTO
BCJICZICTBYE TTpHUEMA JICKAPCTBEHHOTO TIpenapara npesbimaeT 3QGeKTHBHOCTh €r0 TPUMEHEHUS.

(B pen. @enepanbHoro 3akona ot 04.06.2018 N 140-D3)

14. B nepuox mNpoBEeNEeHHS MPOUEAYpPHl IMOATBEPKICHUS TOCYJApPCTBEHHOM PpErucTpalnyu
JIeKapCTBEHHOT O Mpemnapara ero oopaienue B Poccuiickoit depepannu He MPUOCTaHABIMBACTCS.
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15. Jlomyckaercs oOpallleHHe JICKapCTBEHHBIX IIpernaparoB A0 HCTEYEHHUsS CpPOKAa TI'OJHOCTH,
IIPOM3BEICHHBIX B TEYEHHME CTAa BOCBMHMJAECATH KAJEHAAPHBIX JHEW II0ocCie JaThl IPUHATHA
YIOJIHOMOYEHHBIM (he/iepalIbHbIM OpPraHOM HCIOJIHUTEIbHOM BJIACTH pEIIEHHs O TMOATBEP)KICHUU
rOCYJapCTBEHHON pErucTpanuy, B COOTBETCTBHM C HWH(OpMauuei, cojepikamieiics B JOKyMEHTax
PETUCTPALIMOHHOIO JOChE Ha JICKAPCTBEHHBIN ITpenapaT 10 AaThl IPUHATHS TaAKOIO PEIICHUS.

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

Cratba 30. BHeceHMe wu3MeHeHMW B [OKYMEeHTbl, cogepxawmecsa B
perucTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIM NEKapCTBEHHbIW npenapar Ans
MeAULIMHCKOro NpuMeHeHuns

1. B mensix BHECEHHS M3MEHEHUN B JOKYMEHTBI, COJEpXAIIMECS B PETUCTPAIMOHHOM J0Che Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpernapaTr Juisi MEIUUUHCKONO NPUMEHEHUs, Jep)KaTelb WU
BJIQJIEJICL] PETUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKAPCTBEHHOI'O IIpenapara WIM YIOJIHOMOYEHHOE UM
Jpyroe IpUANYecKoe IO (Jajiee B HACTOSIICH CTaThe - 3asSBUTENb) MPEJCTABIAET B YIIOTHOMOYEHHBIH
dbenepanbHBI OpTaH WCIIOTHUTEIBLHOW BJIACTH 3asBICHHE O BHECCHHWU TaKMX W3MEHEHWH mo Qopme,
YCTaHOBJICHHOW YIIOJIHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIIOTHUTEILHOM BIACTH, U MpUilaraeMbie K
HEMYy HM3MEHCHHS B yKa3aHHBIC TOKYMEHTBHI, a TaKKe JOKYMEHTHI, IMOATBEPKIAOIINE HEOOXOIUMOCTh

BHECEHHSI TAKMX M3MEHEHUH.
(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 04.06.2018 N 140-D3)

KoncynprantlInroc: mpumedanue.
C01.01.2021 B 4. 1.1 cT1. 30 BHOCsTCS M3MeneHus (D3 ot 27.12.2019 N 478-D3).

1.1. IIpu HE0OXOAMMOCTH BHECEHMsI B JIOKYMEHTBI, COAEPIKAIIMECS B PETUCTPALIMOHHOM J0ChE Ha
3apEruCTPUPOBAHHBIM JIEKAPCTBEHHBIM Ipenapar s MEIULIUHCKOrO IPUMEHEHUs, HW3MEHEHU,
yKa3aHHBIX B MyHKTe 3 4acTH 2 HACTOSIIEH CTaThU U TPeOyHOIMX MpPOBEIEHHs HKCHEPTH3bl KauecTBa
JIEKapCTBEHHBIX CPEJCTB, 3asBUTEIb JONOJHUTEIBLHO MPEJICTABISIET B YIOJIHOMOYEHHBIN (enepalibHbIHN
OpraH UCIIOJIHUTEIBHON BIACTH KOIMIO JINLEH3UH HA IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB MM KOIIHIO
3aKJIIOYEHUST O COOTBETCTBMM IPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IpaBUII
Ha/IJIeKalleid MpOM3BOACTBEHHON MPAKTUKM, BbIIAHHBIX YIIOJHOMOUYEHHBIM (hefiepalibHbIM OpraHoM
WCIIOJIHUTEJIbHON BIACTM B OTHOIIEHWHM WM3MEHEHHOM M (WJIM) JOTOJHEHHOM IpPOU3BOJICTBEHHOM
IUIOUIAIKK JIEKAPCTBEHHOI'O IIperapara, B Ciydae, €CIIM IPOU3BOJCTBO JIEKAPCTBEHHOI'O IIpernapara
ocymectBisiercss B Poccuiickoit ®enepanuu, 1100 KONUIO BBIJAHHOM YHOJHOMOYEHHBIM OpPraHOM
CTpaHbl TPOU3BOAUTENS JMIECH3UM HA IPOU3BOJCTBO JIEKAPCTBEHHOrO IIperapaTa U €€ IepeBoJ Ha
PYCCKHI $I3bIK, 3aBEPEHHbIE B YCTAHOBJIEHHOM MOPSJKE, a TaKXKE KOMHIO 3aKIIOUYEHUS O COOTBETCTBHU
IIPOU3BOJIUTENSL JIEKAPCTBEHHBIX CpPEACTB TPeOOBAHUSAM NPaBWII HaJJIeXalled MpPOU3BOACTBEHHOMN
MIPaKTUKW, BBIJAHHOTO YIIOJIHOMOYEHHBIM (elepallbHbIM OPraHOM HCIIOJIHUTENbHOM BJIACTH B
OTHOLICHUHM W3MEHEHHOW | (WJIM) JONOJIHEHHOW NPOM3BOJCTBEHHOM IUIOMIAJAKH JIEKAPCTBEHHOTO
npernapaTa, Ui KOIUIO PEeLIeHUs! YIIOTHOMOYEHHOTo (efepalbHOro opraHa HCIOIHUTEIbHOW BJIACTH O
IIPOBEJICHUN MHCIIEKTUPOBAHUS IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJCTB B CIIydae, €CJIU MPOU3BOJCTBO
JIEKapCTBEHHOTO TIpernaparta OCylIeCTBIAETCS 3a npenenamu Poccuiickon denepanum.

(uacts 1.1 BBenena @enepanbHbiM 3ak0HOM 0T 04.06.2018 N 140-D3)

KoncynprantlIntoc: mpumevanue.
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C 01.01.2021 B u. 1.2 c1. 30 BHOCsTCS m3MeHeHus (D3 ot 27.12.2019 N 478-D3).

1.2. Ilpn HE0OXOMMMOCTH BHECEHUS B JOKYMEHTBI, COJICPIKAIINECS B PETUCTPALIMOHHOM JI0ChE HA
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIH IMpenapar [yl MEJUIIMHCKOTO TPUMEHEHUs, HW3MEHEHHUH,
yKa3aHHBIX B IyHKTE 4 4acTH 2 HACTOSINEH CTaThU W TPEOYIOIIMX MPOBEACHHS KCIIEPTH3BI KayecTBa
JICKApCTBEHHBIX CPENICTB, 3asBUTEINb JOMOIHUTEIHLHO MPEACTABIAET B YIIOJIHOMOUYEHHBIN (herepanbHbIi
OpraH UCIOJHUTEIBHON BIACTH KOIHIO JIMICH3UH Ha ITPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB MM KOIIHIO
3aKJIIOYCHHUSI O COOTBETCTBMHU TPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHUSAM  IPABHI
HaJUIeXKaleld MPOM3BOACTBCHHOW IPAKTUKH, BBLAAHHBIX YIIOJHOMOYEHHBIM (eiepaibHbIM OpPraHOM
WCTIOJTHUTEJIBHOW BJIACTH B OTHOIIEHHH INPOW3BOACTBEHHON IUIOINAAKH JIEKAPCTBEHHOI'O Mperapara, B
ciy4yae, €ClM IMPOM3BOACTBO JIGKAPCTBEHHOTO NIpemnapara ocymiecTsisiercs B Poccuiickoit denepannmy,
1100 KOMUIO BBIJAHHOM YIIOJTHOMOYEHHBIM OPTaHOM CTPaHbl IPOU3BOIUTEIS JIMLIEH3UN HA TIPOU3BOJICTBO
JIEKapCTBEHHOTO Mpernapara M ee MepeBOj Ha PYCCKHUH S3bIK, 3aBEPEHHbIC B YCTaHOBJICHHOM IIOPSIKE, a
TaKKe KOMHIO 3aKIIOUYEHHUS O COOTBETCTBHM IPOW3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM
NpaBWJI HAJJIKAIIEH MPOM3BOJCTBEHHON MPAKTHKH, BBIAAHHOTO YIOJHOMOYEHHBIM (eaepalbHbIM
OpPraHOM HWCIHOJHHUTEIBHON BIIACTH B OTHOUICHWH MPOM3BOJCTBEHHOW IIJIOUIAIKU JIEKAPCTBEHHOTO
npenapara, Wid KOIHIO PEHICHHs YIIOJIHOMOYEHHOTO (eIepalbHOTO OpraHa MCIOJHUTEIBHON BIACTH O
MIPOBE/ICHUU MHCIIEKTUPOBAHUS ITPOU3BOANUTEIS JICKAPCTBEHHOTO CPEJICTBA B CIIydae, €CIIH MPOU3BOJCTBO
JIEKapCTBEHHOTO IIpenapara OCyIIecTBIseTes 3a npeaenamu Poccutickoit dexepanum.

(uactb 1.2 BBeneHa @enepasbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

1.3. IlpunsaTHe pelieHUss O BHECEHUU H3MEHEHHWHM WIM 00 OTKa3e BO BHECCHUU H3MEHEHUH B
JIOKYMEHTBI, COJEpIKAIIUECS B PETUCTPAIMOHHOM JOChE Ha 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npemnapar A MEAUIMHCKOTO MPUMEHEHHUS], B ClIyyae HEOOXOAMMOCTH MPOBEACHUS SKCIIEPTU3bI KaueCcTBa
JIEKAPCTBEHHBIX CPENICTB M (MJIM) DKCIEPTU3Bl OTHOILICHUS OXKUIAEMOM MOJB3bl K BO3MOXHOMY PHUCKY
MIPUMEHEHHUS JIEKAPCTBEHHOTO Mpernapara Juisi MEAULUHCKOTO MPUMEHEHHsI OCYILIECTBISETCS B CPOK, HE
MIPEBBIIAIOIINI JEBIHOCTA pAOOYUX JHEH, a B OCTATBHBIX CIydYasX B CPOK, HE TIPEBBIIIAIOIINN TPUIIATH
pabounx AHEH cO IHA MPHUHITHUS YHNOTHOMOYEHHBIM (eAepalibHbIM OPraHOM HCHOJHUTENHHOW BIACTH
3asBJIEHHS O BHECEHUU TaKUX M3MEHEHUH.

(uactp 1.3 BBengena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.4. YnomHoMo4yeHHBIN (enepanbHblii OpraH HCHOJHUTENIBHON BIACTH C YYETOM pe3yibTaToOB
(dapMakoHaa30pa U MPOBEPOK COOTBETCTBUSA JIEKAPCTBEHHBIX CPEACTB, HAXOMAALIMXCS B T'PaXKJTaHCKOM
000pOTe, YCTAaHOBJIEHHBIM TpeOOBaHMSIM K HMX KadeCTBY B TEUYEHHE JECATH paboyux AHEH co JHSA
MOCTYIIJICHUS. COOTBETCTBYIOIEH HH(OpPMALMM pa3MeIlaeT Ha CBOEM O(HIMAIbHOM CalTe B CETH
"UHTepHer" cBeneHUs O HEOOXOIMMOCTH BHECEHMS] B MHCTPYKIHUIO 10 MEIUIIMHCKOMY NPUMEHEHHIO
JIEKapCTBEHHOI'O IIpernapaTa MU3MEHEHMM B OTHOLUIEHUHM CBEACHUN O IOKAa3aHWSX U1 NPUMEHEHMS U
IIPOTUBOMNOKAa3aHUAX Ul TPUMEHEHHUS JIEKapCTBEHHOTO Mpenapara, BbIIBICHHBIX MOOOYHBIX JIEHCTBUSX,
HEeXXEeJaTeNbHbIX pPEaKUUsAX IMpH MPUMEHEHHM JIEKapCTBEHHOTO Ipernapara U yBeJoMiseT o0 3TOM B
JIEKTPOHHOU (hopMe WIM NMUCBMEHHOM (Qopme (Ha OyMa)kHOM HOCHTENE) AepKaTellsd WM Biajelbla
PETUCTPALIMOHHOIO YJOCTOBEPEHHUs JIEKAPCTBEHHOIO Ipenapara (WIM YIOJHOMOYEHHOE UM JApYyroe
IOPUINYECKOE JIMILO), a TakKXke Jep)kKaresiedl MM BIIAJENbLEB PETUCTPALMOHHBIX YIOCTOBEPEHUN
JICKapCTBEHHBIX MpPENaparoB (WiIM YHNOJHOMOYEHHBIX HMH JAPYTHX IOPHUIMYECKHUX JIUI), KOTOpbIE
SIBJIIIOTCS B3aMMO3aMEHSIEMbIMHU.

(uacTh 1.4 BBeneHa @enepasibHbIM 3aK0HOM OT 27.12.2019 N 475-D3)
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1.5. Jlepxatenb WM Biajejel] PerUCTPAMOHHOTO YIAOCTOBEpEHUs JIEKAPCTBEHHOIO Mpernapara, a
TaKKe JIepKaTeIu WK BJIaJIeNbLbl PETUCTPALIMOHHBIX YIOCTOBEPEHHH JIEKAPCTBEHHBIX MpenaparoB (MWin
YIOJHOMOYEHHbIE UMU JAPYTUE IOPUANUECKUE JTUIA), KOTOPbIE SIBJISIFOTCS B3aMMO3aMEHAEMbIMU, 00s3aHbI
MIPEJICTAaBUTh B YIIOJTHOMOYCHHBIN (De/iepanbHblii OpraH UCTIOTHUTEILHOW BIACTH 3asBIICHUS O BHECCHUH
W3MEHEHUH B JIOKYMEHTBHI, COJAEpXKallhecs B PErUCTPALMOHHBIX JOChE€ Ha 3aperucTPUPOBAHHBIC
JIEKApCTBEHHBIC MPENapaThl JUIsi MEIULUHCKOTO MPUMEHEHHUs, B OTHOIICHUHM CBEICHUH, YKa3aHHBIX B
MHCTPYKLUU IO MEIUIIMHCKOMY MPUMEHEHUIO JIEKapCTBEHHBIX IPENapaToB, B TEUEHHUE COPOKa pabouymnx
THEH CO JIHS pa3MEIIeHUs YIOJTHOMOYEHHBIM (helepaibHbIM OpPraHOM HCIOJHHUTEIBHOW BIACTH
nH(popmMaluu, ykazanHol B yactu 1.4 Hactosieit crateu. /laHHoe TpeOoBaHME HE pacIpOCTpaHIeTCs Ha
Cllydyal BHECEHUS B MHCTPYKIHUIO [0 MEIUIMHCKOMY MPUMEHEHHUIO JIEKApCTBEHHOrO Mperapara
M3MEHEHUN B OTHOIICHUU HOBBIX MOKA3aHUH JIJIsl IPUMEHEHUS JIEKApCTBEHHOTO Mpenapara Ha OCHOBaHUH
pE3yJIbTaTOB COOTBETCTBYIOLUX UCCIIEIOBAHUI.

(dactp 1.5 BBeaeHa denepanbHbIM 3akoHOM OT 27.12.2019 N 475-03)

2. 3KCH€pTI/I3a JICKAPCTBCHHLBIX CPCACTB B YaCTHU SKCIICPTU3BI KAYCCTBA JICKAPCTBCHHOI'O CPCACTBA U
(I/IJ'II/I) OKCIICPTHU3bl OTHOLICHUA OH(HﬂaeMOﬁ MOJIB3bl K BO3MOKHOMY PUCKY IIPUMCHCHUS JICKAPCTBEHHOT'O
mnpemnapara ajd MCIUIHUHCKOr0 IMpUMCHCHHUA IMMPOBOAUTCA B ClIy4a€ BHCCCHUA W3MCHCHHI B JOKYMCHTHEI,
CoACpKaIUeCss B PEruCTpalliOHHOM JOCBE Ha 3apCFHCTpHpOBaHHBIﬁ HCKapCTBeHHBIﬁ npcerapar, B
OTHOILICHHHU:

1) cBeneHuil, yka3aHHBIX B HWHCTPYKIHHM IO MEIUIMHCKOMY NPUMEHEHHIO JIEKapCTBEHHOTO
nperapara:

a) JICKApCTBCHHAsA cbopMa C YKa3aHUEM HaMCEHOBAaHUM M KOJIMYSCTBEHHOI'O COCTaBa ILCIZCTBYIOIHHX
BCIICCTB U KAYCCTBCHHOT'O COCTaBa BCIIOMOI'aTCIIbHBIX BCUICCTB (HpI/I H€06XO[[I/IMOCTI/I KOJIMYCCTBCHHOI'O
CcoCTaBa BCIIOMOI'aTCJIIbHBIX BeIJ_[CCTB);

0) dapmakomuHamuka U (papMakokMHeTMKa (32  HMCKJIIOUYEHHEM  (papMaKOKWHETUKHU
TOMEOMAaTUYECKUX JIEKAPCTBEHHBIX MPENapaToB M PACTUTENbHBIX JIEKAPCTBEHHBIX MPENapaToB);

B) MOKa3aHUs AJIsl IPUMEHEHUS;
I') IPOTUBOIOKA3aHUs JJIs1 IPUMEHEHUS;
1) MEPBI IIPEIOCTOPOKHOCTH MIPU IPUMEHEHNH;

e) YKa3aHUue€ BO3MOXHOCTH H 0ocoOeHHOCTEH MNPUMCHCHUA JICKAPCTBCHHOI'O IIpfliapara IJIsd
MCIUIHUHCKOIr0O IMPHUMCHCHUSA 6Cp€M€HHI>IMI/I KCHIIMHAMHM, JKCHIOMHAMM B II€pUOA TPYyAHOIO
BCKapMJIMBaHHsA, 1€TbMU, B3pOCIIBIMU, UMCIOIIUMHU XPOHUYICCKUEC 3360J’ICBaHI/IH;

) pPEeXHUM J03UpPOBaHMs, CIOCOOBI BBEACHUSI M MPUMEHEHUS, IPU HEOOXOIUMOCTH BpeMs Mpuema
JIEKAPCTBEHHOIO IIpernapara, MpOoJOJIKUTEIBHOCTD JICUEHUs, B TOM YHUCIE Yy AETeH N0 U IOCJIEe OJHOIO
roja;

3) BO3MOJXKHBIC TIOOOYHBIC JICHCTBHS M HEXKENIATSIbHBIC PEAKIMU MIPH PUMEHEHUH JICKApCTBEHHOTO
nperapara;

I/I) CUMIITOMBI IEPCAO03UPOBKU, MCPBI IO OKA3aHWUIO IMTOMOIIH IIPHU ICPEAO3UPOBKE;
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K) B3aUMOJICMCTBHE C APYTUMU JIEKAPCTBEHHBIMHU IIpernapaTaMy U (W) MUILIEBBIMU MPOTYKTAMU;
1) (OpMBI BBIITyCKa JICKAPCTBEHHOTO Ipenapara;

M) ykazaHue (Ipu HEoOXOAMMOCTH) OCOOCHHOCTEHM AEWCTBUS JIEKAPCTBEHHOrO IpernapaTra Ipu
IIEPBOM IIPUEME UJIH [IPU €ETO OTMEHE;

H) CBCACHHUA O BO3MOXXHOM BJIMSAHHU JICKAPCTBCHHOI'O IMperiapara Ajid MEAULIMHCKOTO ITPUMCEHCHUA
Ha CIIOCOOHOCTH YHOPaBJIATb TPAHCIIOPTHBIMHA CPCACTBAMH, MCXAHU3MAMMU,

0) CPOK TOJHOCTH M yKa3aHHE Ha 3allpeT MPUMEHEHHS JICKapCTBEHHOTO Tpenapara 1o UCTCUYCHUN
CpOKa TOJIHOCTH;

1) YCIIOBHS XPaHCHUS;

P) YCIOBUS OTITYCKa;

2) cocTaBa JICKapCTBEHHOT'O Mperapara Jjisi MEIUIIHHCKOTO IIPUMECHEHUS;

3) u3MEeHEeHUsI MeCTa MMPOU3BOJICTBA JICKAPCTBEHHOTO Mpenapara JJis MEAUIIMHCKOTO TPUMCHCHHST

4) u3MeHeHus Moka3aTesiel KauecTBa JeKapCTBEHHOIO Mpernapara JUlsi MeJIUIUHCKOIO TPUMEHEHHSI
U (UJIM) METOI0B KOHTPOJIS KauecTBa JIEKAPCTBEHHOTO Mpenapara A MEAUIIMHCKOrO IPUMEHEHNUS;

5) HU3MCHCHUA CPOKA 'OJHOCTH JICKAPCTBCHHOI'O IIpCIiapaTta JJisl MCAUIUHCKOI'O IPUMCHCHU A

6) cBeneHU 0 HEOOXOAMMOCTH BHECEHHUS HMHBIX M3MEHEHUl B MHCTPYKLMIO IO MEIULUHCKOMY
IIPUMEHEHHIO JIEKAPCTBEHHOI'O IIpenapara, a TakkKe B MHBbIE JOKYMEHTBI, COJEpXKalluecs B
PErMCTPAallMOHHOM JI0Ch€ Ha 3aperMCTPUPOBAHHBINA JIEKAPCTBEHHBIM INpenapar. IIpu sToM pemenue o
IIPOBEIEHUN OKCHEPTU3bl KadyecTBa JIEKAPCTBEHHBIX CPEACTB M (MJIM) OSKCHEPTH3bl OTHOIIECHUS
0’KHMJIa€MOM MOJIb3bI K BO3MOKHOMY PHUCKY ITPUMEHEHUS JIEKAPCTBEHHOTO Ipernapara Uil MEIUIIMHCKOTO
PUMEHEHHs IPUHUMAETCSI B COOTBETCTBUU C YTBEP)KJCHHOH YIIOJHOMOUYEHHBIM (heiepalibHbIM OpraHOM
WCIIOJIHUTENIbHON BJacTH KiaccuuKaiuel U3MEHEHHH, BHOCHUMBIX B JOKYMEHTHI, COZAEpXalluecs B
PEruCTpallMOHHOM J0ChE Ha 3apErUCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpemnapar.

(uactsb 2 B pen. enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

Koncynbrantllmtoc: mpumeuanwue.
C 01.01.2021 4. 3 cr. 30 w3naraercs B HOBO# pemakiuu (P3 ot 27.12.2019 N 478-D3).

3. C 3a4BIEHUEM O BHECEHUU U3MEHEHUH B JIOKYMEHTHI, COJAEPKAIINECS B PETUCTPALIMOHHOM J0ChE
Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpemapar Juisi MEIWLIHMHCKOTO INPHUMEHEHMS, Hapsaay ¢
JOKYMEHTaMH, YKa3aHHBIMH B 4acTHU | HACTOSIIEN CTAaThbH, 3asIBUTEIIb NPEACTABIAET KOIIMU JOKYMEHTOB,
MMOATBEPKJAIINX YIUIATY TOCYAAPCTBEHHOW IMOLUIMHBI 32 BHECEHHWE B JIOKYMEHTHI, COJEpIKalluecs B
PErUCTPAllMOHHOM JOChE Ha 3apEerUCTPUPOBAHHBINA JIEKAPCTBEHHBIM Ipenapar i MEAULMHCKOIO
MPUMEHEHUS], W3MEHEHUH, TpeOYIOIUX MPOBEACHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B YacTH
AKCIIEPTU3BI KAUECTBA JIEKAPCTBEHHOI'O CPEACTBA U (WJIN) SKCIIEPTU3bl OTHOLIEHUS 0’KMIAEMOMN MOJIb3bI K
BO3MOKHOMY PHCKY IIPUMEHEHHUs JIEKapCTBEHHOIO IIpenapara i MEIWIMHCKOTO IPUMEHEHHs,
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rOCYy/IapCTBEHHOW IMOLUTMHBI 32 BHECEHUE B JIOKYMEHTHI, COIEPIKAIMECs] B PETHCTPAIIMOHHOM J0Che Ha
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar g MEIUIMHCKOTO NPUMEHEHHUS, W3MEHEHUW, HE
TpeOyIOIUX MPOBENCHHUS HKCIEPTU3bl JICKApCTBEHHOTO CPEJICTBA, JHOO BIpaBe IPEICTABUTH II0
COOCTBEHHOW WHHIIMATHBE yKa3aHHBbIC JOKYMEHTHL. B cilydae MX HempeacTaBIeHUS YIMOJTHOMOYEHHBIN
(benepasbHBI OpraH HCHOJHUTEIBHOW BIACTH TNPOBEpsAET (AKT yIaTel TOCYAAPCTBEHHBIX MOIIIMH
3asBUTEJIEM TMOCPEJICTBOM HCIOJB30BaHUS HWHPOpPMAaLUMU 00 yImjaare TOCyJapCTBEHHBIX MOIUINH,
cozxepikamieiics B ['ocyaapcTBeHHOM HH(MOPMALIMOHHON CHCTEME O TOCYIapPCTBEHHBIX U MyHHUIUITATBHBIX
IJI1aTCXKaxX, Ha OCHOBAHWM NPCACTABJICHHBIX 3as4BHUTCIICM KOITHH AOKYMCHTOB, IMOATBCPKAAOIHNX YIUIATY
rOCy/apCTBECHHOW MOIIIHHBL.

(uactsb 3 B pen. enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

4. B TedyeHue necatu pabovmx JTHEH CO JIHS MOCTYIUICHUS YKa3aHHOTO B 4acTHU | HACTOAIIEH CTaTbU
3asBJICHUS U HEOOXOIUMBIX JOKYMEHTOB YIIOJIHOMOYEHHBIH (eepanbHblii OpraH UCHOTHUTEIbHOM
BJIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEAEHHUH, COAEpKAILUXCS B IPEICTABICHHBIX
3asBUTEJIEM MaTepHUallax;

2) NIpUHMMAET PELLIEHUE O MIPOBEICHUH YKa3aHHBIX B YaCTU 2 HACTOSIIEH CTaThU COOTBETCTBYIOIIUX
HKCIEPTH3 JIEKAPCTBEHHOI'O CPEACTBA MIIM 00 OTKa3e B UX POBEICHUH;

3) yBemOMIISieT B AJIEKTPOHHOW WJIM MHCbMEHHOH (hopMe 3asBUTEINS O MPUHSATOM PEIICHHH WU B
cilydae TPUHATUS pelleHus o0 OTKa3e B INPOBEACHHHM COOTBETCTBYIOLICH HSKCIEPTU3BI C yKa3aHUEM
MPUYMH TAKOTO OTKAa3a.

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B ciyuyae BBISBIEHUS HEIOCTOBEPHOCTH CBEIICHUM, COACPKALIUXCS B MPEACTaBICHHBIX
3asiBUTENIEeM MaTepuanax, yIOJIHOMOYEHHBIN (eepalbHbIil OpraH UCIIOJHUTEIHHON BIACTH HAMpPaBIISIET
3asBUTENIIO0 3apoc 00 YTOYHEHMM YyKa3aHHBIX CBeACHHWU. [laHHBIM 3ampoc MokeT ObITh TepenaH
YIOJHOMOYEHHOMY MPEACTABUTENIO 3asBUTENS JIMYHO MOJ PACHUCKY, HAMpaBJi€H MO MOYTE 3aKa3HbIM
MUCbMOM WJIM TIEPENIaH B AJIEKTPOHHOU (opMe MO TEeTeKOMMYHHUKAITMOHHBIM KaHajaMm CBsi3u. B ciydae
HaIlpaBJI€HUs JJAHHOTO 3aIlpoca MO MOYTe 3aKa3HbIM MMCbMOM OH CUMTAETCS MOJIYUYEHHBIM 110 UCTEYEHUHU
IIECTH JTHEH C JIaThl HAMPaBJICHUS 3aKa3HOTO MUChMA.

(uactp 4.1 BBenena denepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asBUTENb 0053aH MPEICTABUTH OTBET Ha 3alpoC YIMOJIHOMOYEHHOTO (erepaabHOTO OpraHa
WCIIOJTHUTENBHON BJAacTH B CPOK, HE MPEBBIMIAIONIUN AeBIHOCTA pabounx JHEW CO JHSA TMONY4YEeHUS
naHHoro 3ampoca. Cpok, yKa3aHHBIH B 4acTu 4 HACTOAMIEH CTaThbW, MPHUOCTAHABIMBACTCS CO JIHSA
HaIpPaBIIEHUs 3asBUTEIIO 3aIPOCca YIIOTHOMOUYEHHOTO (eepaibHOT0 OpraHa UCIIONHUTENBHOM BIacTH 110
JTHSL TIOTYY€HHUsI UM OTBETA HA JaHHBIA 3alpOC U HE YUYUTHIBACTCS MPHU HCUYUCICHUU CPOKA MPUHATHUSA
peleHuss 0 BHECEHWM HM3MEHEHMl B JIOKYMEHTBI, COJEp)Kallluecs B PErUCTPALMIOHHOM JOChE€ Ha
3apeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN NIpemapar ik MEIUIIMHCKOTO TPUMEHEHUSI.

(uacTsb 4.2 BBeneHa @enepanbHbIM 3ak0oHOM OT 25.11.2013 N 317-D3)

5. OcHOBaHMEM /I OTKa3a B MPOBEACHUM YKA3aHHBIX B YaCTH 2 HACTOAIIEH CTAaTbU JKCHEPTH3
ABIISICTCA MPEACTABICHUE JOKYMEHTOB, IEPEUUCICHHBIX B YacTsaX 1 U 3 HAacTOAIIeH CTaThu, B HEMTOJTHOM
o0ObeMe, HEIpeACTaBICHUE 3asBUTEIEM B YCTAHOBJIEHHBIM CPOK OTBETa Ha yKa3aHHbIM B yactu 4.1
HACTOSIIEH CTAaThH 3alpoc YIOJHOMOUYEHHOTO (peepanibHOr0 OpraHa UCIOJIHUTELHON BJIACTH, a TaKKe
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OTCYTCTBHE€ B  IPEACTaBICHHBIX  JOKYMEHTaX  JOCTAaTOYHBIX  CBEIEHUH, IOATBEP)KIAIOIIUX
HEOO0XOIMMOCTh BHECEHUSI U3MEHEHUH, UM OTCYTCTBHE MH(POPMALIMH, MMOATBEPKAAOMIECH (PakT ymmaTel

rOCyJapCTBEHHBIX IOLUUINH, YKa3aHHBIX B YaCTH 3 HACTOSILEH CTaThH.
(B pen. @exnepanbubix 3aKk0HOB 0T 25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3)

6. YKa3aHHbIE B 4aCTU 2 HACTOSIIEN CTaThbU SKCHEPTU3bI MPOBOJAATCS B MOPSIIKE, YCTAHOBICHHOM
crathelt 23 Hacrosiero depaepaabHOTO 3aKOHA.

7. B cpok, HE MpEeBBIAIONUN AeCATH paboYuX AHEH CO JHS MOJYYCHHUS 3aKIIOUYCHUH KOMUCCHH
9KCIIEPTOB IO PE3yJbTaTaM YyKa3aHHBIX B YaCTU 2 HACTOSIIEW CTaTbU AKCIEPTU3, YIOIHOMOYEHHBIH
(benepanbHBI OPraH UCIOJHUTEIBHON BIACTH:

(B pen. denepanbhoro 3akoHa ot 22.12.2014 N 429-03)

1) npuHUMAaeT peleHrue O BHECEHUH U3MEHEHHH B TOKYMEHTHI, COACPKAIINECS B PETUCTPALMOHHOM
J0ChE Ha 3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpemnapar i MEIUIUHCKOTO TPUMEHEHUs, Wi 00
OTKa3€ BO BHECEHUM TaKUX U3MEHECHUM;

2) BHOCUT B TOCYJIapCTBEHHBI pEECTp JIEKAPCTBEHHBIX CPEJCTB HAa OCHOBAHUU PEUICHUS O
BHECCHMM  WM3MEHEHHH B  JOKYMEHTBI, COJIEpXKaIlMecs B  PETrUCTPALMOHHOM  JOCbE  Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBI TNpenapaTr Uil METUIIMHCKOTO IPHUMEHEHHs, HEeoOXOIuMble
M3MEHEHUs U BO3BPALLAET UX 3as1BUTEIIIO;

3) BBLIACT 3asABUTEIII0 HOBOE PErUCTPALMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOIO Ipenapara B
Cllyyae U3MEHEHUs CBEJICHUM, COACPIKAILIMXCS B HEM.
(. 3 BBeneH PenepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

8. OcHoBaHueM Uil OTKa3a BO BHECCHMM HW3MEHEHUN B JOKYMEHTBI, COJEpXalluecs B
PErMCTPAallMOHHOM JIOChE Ha 3apEerMCTPUPOBAHHBINA JIEKAPCTBEHHBIM Ipenapar il MEAUIMHCKOIO
IPUMEHEHHUS, SIBJISETCS 3aKJII0YEHNE YIOJHOMOUYEHHOTO (hesiepalbHOro opraHa MCHOJIHUTENbHOM BIacTH
O BO3MOXHOCTH CHIDKEHHS O€30MacHOCTH, KadyecTBa, 3(PQPEKTUBHOCTH JIEKAPCTBEHHOI'O CpEACTBA B
CJly4yae BHECEHHUs TaAKUX U3MEHEHUM.

9. Jlomyckaercsi oOpallleHHe JICKQpCTBEHHBIX MPENapaToB IS MEIUIUHCKOTO TMPUMEHEHHS 0
HCTEYEHHUs CPOKA TOAHOCTH, MMPOU3BEACHHBIX B TEUEHHE CTa BOCBMHUAECATU JAHEH MOCIE NaThl MPUHITHS
YIOOJIHOMOYCHHBIM q)ejlepaHBHI)IM OopraHom HUCIOJIHUTEILHON BIIACTH pEeICHNA O BHCCCHHUU U3MEHEHHUH B
JOKYMEHTBI, COJepXalluecs B PETUCTPAlMOHHOM JIOChE, B COOTBETCTBUU C UH(OpMaIUei,
COJIEpIKaIIecsT B JIOKYMEHTaX PETUCTPAIlMOHHOTO JOChe Ha JIGKApPCTBEHHBIM Mpenapar 10 JIaThl
MPUHSITHS TAKOTO PEIIECHUS.

(dactb 9 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratba 31. BHeceHMe wu3MEeHEeHMW B [OKYMEeHTbl, cogepxawmeca B
perncTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIA JeKapCTBEeHHbIA npenapaTr And
BeTepPMHAPHOIro NpMMeHeHuUs

Koncynprantllntoc: npumeuanue.
C 01.01.2021 B a63. 1 4. 1 ct. 31 BHOCsTCS m3Menenust (D3 ot 27.12.2019 N 478-D3).
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1. B mensix BHECEHMS M3MEHEHUN B JOKYMEHTBI, COJAEPIKAIIUECS B PETUCTPALMOHHOM J0ChE Ha
3apEerUCTPUPOBAHHBIA JICKAPCTBEHHBIN Mpernapar Jyuisi BETEPUHAPHOIO TNPUMEHEHHs, JAepxkKaTellb WU
BJIQJIEJICL] PETUCTPALMOHHOTO YJIOCTOBEPEHHMS JIEKAPCTBEHHOI'O Ipenapara WM YINOJHOMOYEHHOE UM
Jpyroe IpUANYECcKOe JIMLO (Jajee B HACTOSIIEH CTaThe - 3asBUTENb) NPEACTABISAET B YIIOJTHOMOYEHHBIN
denepanbHBIE OpraH HCIOIHUTEIBHOW BJAcTU 3asBJICHHE O BHECEHHWU TaKMX M3MEHEHHWil mo Qopwme,
YCTaHOBJICHHON YIOJHOMOYEHHBIM ()eiepaibHbIM OPraHOM HCIIOJHUTEILHON BIIACTH, M MPHUJIAraeMble K
HEMYy M3MEHEHHS B yKa3aHHBIE IOKYMEHTBI, a TaKKe JOKYMEHTHI, MOATBEPXKAAI0IINE HEOOXOIUMOCTh
BHECECHHUS TaKUX U3MeHeHuH. [Ipn HeoOX0AMMOCTH BHECEHUSI H3MEHEHUH B TOKYMEHTBHI, COJIEpKaIInecs B
PErUCTPAallMOHHOM JO0ChE€ Ha 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Hpernapar Uisi BETEPUHAPHOIO
IIPUMEHEHUs, B CIy4asX W3MEHEHMss M (WIM) JOINOJIHEHUS [POU3BOACTBEHHOM  IUIOIIAJIKU
JIEKAPCTBEHHOT'O0 CPEJICTBA, a TAKXKE U3MEHEHMS ITOKa3aTeJIel KayecTBa JIEKAPCTBEHHOIO Mpernapara s
BETEPUHAPHOI0 NPUMEHEHUS U (WJIM) METOAOB KOHTPOJS KayecTBa JIEKAPCTBEHHOrO Ipenapara Jyis
BETEPUHAPHOTO IPUMEHEHHs 3aABUTENIb  JIONOJHUTEIBHO MPEACTABISIET B  YHOJHOMOYEHHbBIN
(benepanbHBIi OpraH UCIIOTHUTEIBHOMN BIIACTH CIEAYIONINE JOKYMEHTHI:

Koncynpsrantllimtoc: nmpumedanue.
C01.01.2021 Bm. 1 4. 1 c1. 31 BHOCsTCS n3MeneHust (D3 ot 27.12.2019 N 478-D3).

1) xomus JMIIEH3UH Ha TMPOU3BOACTBO JIEKAPCTBEHHBIX CPEJCTB, BBIJAHHOW IPOU3BOIUTEIIO
JIEKApCTBEHHOTO MperapaTa JJisi BETepUHAPHOTO TPUMEHEHUS, U1 POCCUICKUX TTPOU3BOAUTEIICH;

Koncynbrantllmoc: npumeyanue.
C01.01.2021 B 1. 2 u. 1 cr. 31 BHOCsATCs m3menenus (D3 ot 27.12.2019 N 478-D3).

2) Komus JMIIEH3UHM Ha IPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJCTB, BBIJAHHOM IPOU3BOAUTEIIO
(dapmaleBTHUECKO CcyOCTaHIIMU, BXOASIIEH B COCTAaB JEKApCTBEHHOI'O Mpenapara Jjsi BETEpUHAPHOIO
IIPUMEHEHHUS, U1 POCCUNCKUX POU3BOAUTENEH;

3) KOIIUA AOKYMCHTA, BBIAAHHOTO YIIOJHOMOYCHHBIM OPraHOM CTPaHbl IPOU3BOAUTCIA JIA Ka)KI[OI\/JI
MIPOU3BOJCTBEHHON IUIONIAJIKM JIEKAPCTBEHHOTO Ipernapara il BETEPUHAPHOIO MPUMEHEHUs U
MOATBEPIKIAIOIIETO COOTBETCTBUE IMPOU3BOIUTEINS JIEKAPCTBEHHOTO MperapaTa TPeOOBAHHUSAM IPaBUIT
HaJIeKalled MPOU3BOJACTBEHHONM NPAKTUKH, U €ro IMepeBOJ Ha PYCCKUM S3bIK, 3aBEPEHHbIC B
YCTAaHOBJICHHOM IOPAAKE, a TAKKC KOIIHA 3aKIIIOYCHUA O COOTBECTCTBHUU MPOU3BOAUTCIIA JICKAPCTBCHHBIX
CpencTB  TpeOOBaHWSM  MpaBUI  HajuieXkalled  MPOM3BOACTBEHHOM  MPaKTUKW,  BBIJAHHOTO
YIIOJITHOMOYEHHBIM (De/iepaibHbIM OPTraHOM HCIIOJHUTEIHHOM BIACTH JJISI KaXIOW MPOU3BOACTBEHHOM
IUIOMIA/IKK JIEKAPCTBEHHOTO Tperapara i BETePUHAPHOTO MPUMEHEHHs, JUOO0 KOMHsS PEIIeHUS O
MPOBCACHUH MHCIICKTHUPOBAHUSA MPOU3BOAUTEIA JICKAPCTBCHHBIX CPCACTB, MPHUHATOTO YIIOJIHOMOYCHHBIM
denepanbHBIM OpPraHOM HCIIOJHUTENBHOM BIACTH JUIS KaXKIOM MPOU3BOJCTBEHHOW TUIOIIAIKU
JICKApCTBCHHOTO IMpfriapaTta i1 BETCPUHAPHOIO MPUMCHCHUS. Yka3aHHbIe JOKYMCHTHI ITPCACTABIAIOTCSA
B Clyyae, €ClIu MPOU3BOJCTBO JIEKAPCTBEHHOTO Mpernapara s BETEPUHAPHOrO MPUMEHEHUs
oCylIlecTBIseTCs 3a npeaenamu Pocculickoit denepanuu;

4) KomMsl JIOKYMEHTa, BBIJIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl IMPOU3BOJUTENS
(hapmareBTHIeCcKou cyOcTaHIm " MOATBEPKIAIOIIETO COOTBETCTBHUE MIPOU3BOAUTENS
(dapmaleBTHUECKON CyOCTaHIIMU, BXOMSIIEH B COCTaB JIEKAPCTBEHHOIO Mperapara Jjis BETePHHAPHOTO
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MIPUMEHEHUs, TPeOOBaHUSAM IMpaBUJI HaAJEXKallell NMPOU3BOJCTBEHHON MPAKTUKU, U €ro MepeBoj Ha
PYCCKUU  5I3bIK, 3aBEpPEHHbIE B YCTAHOBIEHHOM TIOpsAJKEe, B ClIy4yae, €CId MPOU3BOJCTBO
(hapMmareBTHUeCKOi CyOCTaHIIMU OCYIIECTBISAETCS 3a npeaenamu Poccuiickoit deaepanum.

(dactp 1 B pen. @eaepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B ciyyae m3MeHeHus u (WJIM) JONOJHEHHS MPOM3BOACTBEHHOM IUIOMIA/IKU JIEKAPCTBEHHOTO
CpeAcTBa JOKYMEHTBI, yKa3aHHbIe B YacTh | HacTosAlIeld CTaTbH, MPEJCTABISAIOTCS 3asBUTENIEM B
OTHOIICHHHM W3MEHSIEMOW M (WiIM) JOMOJIHSAEMOW IPOM3BOJICTBEHHON IUIOMIAJKU JIEKapCTBEHHOTO
cpeacrtsa. Pemienne o BHECEHMH U3MEHEHUH B JOKYMEHTBHI, COJIEPIKAIMECS B PETUCTPALMOHHOM JIOCHE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIH Mpenapar AJIs BETCpUHAPHOTO MPUMEHEHHS, WK 00 OTKa3e B MX
BHECCHUU MPUHUMACTCS B CIIyyae HEOOXOAMMOCTH MPOBEJCHUS SKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEJCTBA B
CPOK, HE NPEBBIMIAONINNA 1eBIHOCTa pabOYMX JHEH, a B OCTAJIBHBIX CIIydYasX B CPOK, HE MPEBBIMIAFONTHN
TpUILATH pabovMX JHEU CO JHS MPUHATHS YIOJIHOMOYEHHBIM (peliepaibHbBIM OPraHOM HCIIOIHUTEILHON
BJIACTH 3asIBJIICHUSI O BHECEHUH TaKMX M3MEHEHUI.

(uactsb 1.1 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.2. B ciydae peopraHuzanuy [Ep:KaTellsd WIA BIAJENbLIA PErUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOI'0 IIpernapara Juisi BETEpUHAPHOIO MPUMEHEHUs, pa3paboTyMKa WU IMPOU3BOAUTENS
JIEKapCTBEHHOI'O IIperapara JUlsl BETEPUHAPHOIO IPUMEHEHHUs B 3asBICHUHM O BHECECHMM M3MECHEHHUH B
JOKYMEHTBI, COAEPKAIIMECS B PETUCTPALMOHHOM JOChE Ha 3apPETHCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npernapaTr il BETEPUHApPHOIO NPUMEHEHHs, YKa3bIBalOTCS JaHHbBIE JOKYMEHTa, MOIATBEPKIAIOIIETO
BHECEHUE COOTBETCTBYIOIIMX M3MEHEHUN B EMuHBIA rocyaapcTBEHHBIH peecTp IOPUAMYECKUX ML (IS
OpraHu3alyii, 3aperucTpupoBaHHbIX Ha Tepputopuu Poccuiickoit Penepanuu), Ui UHOTO JOKYMEHTa,
MIOJITBEPIKIAIOILIET0 PEOPraHU3alMI0 IOPUINUECKOro Juna (i1 OpraHu3aluid, He 3aperuCTPUPOBAHHBIX
Ha Teppuropun Poccuiickoit @enepauuu). 3asBieHHE O BHECEHMHM HW3MEHEHHH B JIOKYMEHTHI,
COJIepKaIMECs] B PETUCTPAMOHHOM JOChE HA 3apEeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpenapar s
BETEPUHAPHOI0 IPUMEHEHHUS, U IIPUJIAaraeMble K HEMY JOKYMEHTHI [IPEICTABISAIOTCSA B YIIOJTHOMOYEHHBIN
(benepanbHBI OpraH MCIOJHUTENIBHOM BJIAcTU HE MO3JHEE YeM depe3 TpUAuaTh padouux AHEH co THS
BHECEHHs COOTBETCTBYIOIIMX M3MeHEHUIl B ENUHBIN rocyqapCTBEHHBIH peecTp IOpUAMYECKUX JMIL (A1
OpraHM3alyii, 3aperucTpupoBaHHbIX Ha Tepputopun Poccuiickoit denepaunu) wiam co JHS TPUHATHA
COOTBETCTBYIOLIIETO JIOKYMEHTa, MOJTBEPKAAIOLUIET0 pEeOpraHu3alMio OPUAMYECKOro juua (Juis
OpraHM3alyii, He 3aperucTpUpoBaHHbIX Ha TeppuTopun Poccuiickoii ®enepaunun). B cmyuae
peopraHu3anuu JAepiKaTelns WIA BIaJelbla pPETUCTPAMOHHOIO YIOCTOBEPEHHUs JIEKAPCTBEHHOIO
mpenapara Uil BETEPUHApPHOIO IIPUMEHEHHs 3asBJIICHHME O BHECEHMM W3MEHEHUH B JOKYMEHTBHI,
CoJiepiKallMecs B PETUCTPALIMOHHOM JIOChE Ha 3apErHCTPUPOBAHHBINA JIEKAPCTBEHHBIN IpenapaTr i
BETEPUHAPHOIO NPHUMEHEHUS, MOJACTCA IOPUAUYECKHUM JIMIOM, KOTOPOMY B XOJE€ pPEOpPraHHU3aluu
[IepEeAaHo MpaBo BIAJACHUA TAKUM PErUCTPALMOHHBIM yIOCTOBEPECHUEM.

(uactp 1.2 BBegena denepanbubiM 3akoHOM 0T 02.08.2019 N 297-03)

2. B ciny4yae BHeCEHUs U3MEHEHUH B JIOKyMEHTHI, COAEP)KAIUECS B PETMCTPALlMOHHOM J0ChE Ha
3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIN INpernapar JUisi BETEpPUHAPHOIO MPUMEHEHHS, B OTHOLICHHH
CBEJICHMH, yKa3aHHbIX B noamyHkrax 'e", "x", "k", "n", "H", "c¢", "X" mynkra 7 wactu 3 crateu 17
Hactosmero denepanbHOro 3aKoHa, U3MEHEHUS U (WJIM) JTOMOJIHEHHs] MPOW3BOJICTBEHHOW IUIOMIAIKH
JIEKapCTBEHHOI'O CPEJCTBA, a TAaKXKE B Cllydae M3MEHEHMs IOKa3aTelied KayecTBa JIEKAPCTBEHHOTO
npenapaTta s BETEPUHAPHOTO MPUMEHEHUS M (UJIM) METOJOB KOHTPOJS KayecTBa JIEKAPCTBEHHOTO
npenapaTa Juisi BETEPUHAPHOIO NMPUMEHEHMsI IMPOBOAMUTCS JKCIEPTHU3A JIEKAPCTBEHHOTO CPEACTBA AJIS

BE€TCPUHAPHOTI'O IMPUMCHCHMUS. B cjiydac HeO6XO)II/IMOCTI/I BHECEHHsS WHBIX HW3MEHEHHUH B JOKYMCHTBI,
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COJIepIKaIlMecss B PErHCTPAIIMOHHOM JIOChe Ha 3aperHCTPUPOBAHHBIA JICKAPCTBEHHBIN MpernapaT i
BETEPUHAPHOTO MMPUMEHEHHSI, SKCIIEPTH3a JICKAPCTBEHHOTO CPE/ICTBA I BETEPUHAPHOTO MPUMEHEHUS HE
IIPOBOUTCS.

(B pen. @enepanbHbix 3aKk0HOB OT 22.10.2014 N 313-D3, ot 22.12.2014 N 429-D3)

Koncynprantlntoc: mpumedanue.
C 01.01.2021 4. 3 ct. 31 uznaraercs B HoBoM pegakuuu (O3 ot 27.12.2019 N 478-D3).

3. C 3asABIEHUEM O BHECEHUU U3MEHEHUH B IOKYMEHTHI, COJAEPKAIIHUECS B PETUCTPAlMOHHOM J0ChE
Ha 3apErMCTPUPOBAHHBIM JICKAPCTBEHHBIM IIpenapar [Uisi BETEPUHAPHOIO IIPUMEHEHHs, Hapsay ¢
JOKYMEHTaMH, YKa3aHHBIMH B YacTHU | HACTOSILEH CTAaTbHU, 3asIBUTEIIb NPEACTABIAET KOIIMU JOKYMEHTOB,
MIOATBEPKJAOIINX YIUIATY TOCYAApPCTBEHHOW IMOLUIMHBI 32 BHECEHHME B JOKYMEHTBI, COACpIKAIIUECST B
PETUCTPALIMOHHOM JOChE€ Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar il BETEPUHAPHOIO
NPUMEHEHHS, W3MEHEHHWH, TpeOyroImuX MPOBEICHHUS JKCIEPTH3bl JIEKAPCTBEHHOTO CPENCTBA, HIIN
U3MEHEHMH, He TpeOyIoUMX NpPOBEICHHUsI SKCIEpTH3bl JIEKapCTBEHHOIO cpeiacTBa. B ciydae
HEOOXOJMMOCTH W3MEHEHHS CBEICHHH, COJEPXKAIIUXCS B PErHCTPALMOHHOM  YJOCTOBEPEHUH
JIEKapCTBEHHOI'O Ipernapara JIjisi BETEPUHAPHOIO NPUMEHEHMS, C 3asBJICHUEM, YKa3aHHbIM B 4YacTu |
HACTOSIIEH CTaThU, 3asBUTEIb JIONOJHUTEIBHO IIPEACTABISIET KOIUIO AOKYMEHTA, MOATBEPKIAAIOLIErO
yIUIaTy TOCYAAPCTBEHHOW IIOIUIMHBI 3a BbIJady PErMCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOTO
npemnapara. 3asBUTEIb 1O COOCTBEHHOW WHHUIIMATHUBE BIpPABE IPEACTABUTH TOKYMEHTHI 00 yIuiate
rOCYJapCTBeHHbIX NoOUUIMH. B ciaydae HempexacraBieHus 3asBUTENEM JIOKYMEHTOB 00 yIuiare
rOCYJapCTBEHHBIX MOILIMH YIIOJIHOMOYEHHBIN (hefiepaibHbIid OpraH UCTIOTHUTEIBHOW BIIACTH MPOBEPSET
GbakT ymiuaTbl 3asBUTENIEM TI'OCYJApCTBEHHBIX IMOIUIMH IOCPEACTBOM HCIIOJIB30BaHMUs MH(opManuu ob
yIUlaTe TOCYJIapCTBEHHBIX TMOILINH, coaepkamiericss B ['ocynapcTBeHHON MH(GOPMAIIMOHHON CHUCTEME O
rOCy/IapCTBEHHBIX M MYHMIMIIAJIBHBIX IUIATEXaX, HA OCHOBAHUU IPE/ICTABICHHBIX 3aSBUTEIEM KOIMU
JOKYMEHTOB, IOATBEPKAAIOIIUX YIIIATy FOCYJapCTBEHHBIX MTOLUIAH.
(B pen. @enepanbHbIx 3aK0HOB OT 22.10.2014 N 313-D3, o1 02.08.2019 N 297-D3)

4. B cpok, HE MPEBBIMIAIONINN JAECATH paboyuX IHEW CO JTHS MOCTYIUICHHS YKa3aHHOTO B 4acTH |
HACTOAIIEH CTaThbU 3asBIICHUS M HEOOXOJUMBIX JOKYMEHTOB, YIOJTHOMOYEHHBINH (efepalbHbIi OpraH
WCTIOJIHUTEILHOM BIACTHU:

1) MMpOBOAUT MPOBEPKY MHOJTHOTHI U JOCTOBEPHOCTHU CBGI[CHI/Iﬁ, CoACpKanXCs B IMPEACTABIICHHBIX
3asABUTCIIEM JOKYMCHTAX;

2) NpUHUMAET pPELICHUE O TMPOBEIEHUH HKCIEPTU3BI JEKAPCTBEHHOI'O CPEJCTBA AJIsi BETEPUHAPHOTO
MIPUMEHEHHUS WK 00 OTKa3e B €€ MPOBEACHHH;

3) yBenomJisieT B NMUCBMEHHOH (hopMe 3asBUTENS O MPHHATOM PELICHUU WM B ClIydae MPHUHATUS
pemieHns 00 oOTKa3ze B NPOBEACHMM DSKCIEPTU3bl JIEKApCTBEHHOTO CpEICTBA [UIsl BETEPUHAPHOTO
IIPUMEHEHHUS C YKa3aHUEM NIPUUYMH TaKOr0 OTKa3a.

4.1. B ciiy4ae BBISBJICHUST HEJOCTOBEPHOCTH U (WJIM) HETOCTATOYHOCTH CBEJICHUM, CONEPKAIIMXCS B
MIPE/ICTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOUYEHHBINH (eaepatbHblii OpraH HCHOTHUTEIBHOM
BJIACTH HANPABISIET 3asABUTEIIO0 3aMpoCc 00 YTOYHEHHM YyKa3aHHBIX CBEJACHUH. 3ampoc MOXXET OBITh
MepelaH YIIOJHOMOYEHHOMY IPEACTABUTENIO 3asBUTENS MO PACIIUCKY, HAIIPABIICH IO MOYTE 3aKa3HbIM
MMACBMOM WJIM TIEPENIaH B AJIEKTPOHHOU (opMe MO TeIeKOMMYHHUKAITMOHHBIM KaHajaMm CBsi3u. B ciydae
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HaIpaBlIeHUs 3ampoca 00 YTOYHEHUH YKa3aHHBIX CBEACHUI MO MOYTE 3aKa3HBIM IMHCbMOM OH CUUTAeTCA
MOJIYYEHHBIM 10 UCTEYEHUH IIECTH JIHEU ¢ JaThl HAIIPABIEHUS 3aKa3HOTO MUChMa.
(dactp 4.1 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. 3asButens 00s3aH MPEACTABUTH OTBET Ha 3alpoOC YIMOJTHOMOYEHHOTO (eepaibHOro opraHa
WCIIOJIHUTENIbHON BJAacTH B CPOK, HE MPEBBILAIONIUN AeBSIHOCTA pabouux JHEW CO JHSA MOJYy4YEeHHUS
naHHoro 3ampoca. Cpoku, ykazaHHble B yacTu 1.1 Hacrosimieil craTbd, MPUOCTAHABIMBAIOTCS CO JIHSA
HaIpPaBIICHUS 3asBUTEIIIO 3aIIPOCa YIIOJIHOMOUYEHHOTO (eiepabHOr0 OpraHa UCIOJHUTENbHOM BIacTH 110
JIHSL TIOJyYEHHUs OTBETa HA JAHHBIM 3alpoc W HE YUYUTHIBAIOTCS MPU UCUYUCICHHH CPOKa MPUHSATHUS
pelleHrs O BHECEHWM H3MEHEHMl B JOKYMEHTBI, COJEp)KallMecsl B PErHCTPAllMIOHHOM J0Che Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar sk BETEPUHAPHOTO IPUMEHEHHUS.

(dactp 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMeM JUIsl OTKa3a B IIPOBEIECHUU OKCIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA JJIA
BETEpPUHAPHOTO IPUMEHEHUs SBISIETCS IPEJCTaBICHHE TOKYMEHTOB, YyKa3aHHbIX B dacTsax 1 u 3
HACTOALIEH CTaThbU, B HEMOJIHOM O00BbEME WIJIM OTCYTCTBHE B MPEICTABIECHHBIX TOKYMEHTAX JOCTaTOYHbIX
CBEJICHUH, TNOATBEP)KIAIOIIMX HEOOXOAMMOCTh BHECEHMs] HW3MEHEHuH, M0 HenpencTaBlieHUe
3asBUTEJIEM B YCTAHOBJICHHBII CPOK OTBETa Ha yKa3aHHBIM B uyacTu 4.1 HacTosed CTaTbH 3ampoc
YIOJIHOMOYEHHOTO (heZiepabHOIO OpraHa UCIOJHUTEIbHOMN BIACTH.

(B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-03)

6. DKkcnepTu3a JIEKapCTBEHHOI'O CPEACTBA JUIsl BETEPUHAPHOIO NMPHUMEHEHMs B IIENSAX BHECEHHUS
U3MEHEHUH B JOKYMEHTBI, COJEp)KAllMeCs B PErUCTPALMOHHOM JOChE HA 3apEeruCTPUPOBAHHBIN
JICKapCTBEHHBIM Tpemapar Uil BETEPUHAPHOTO INPHMEHEHHUS, OCYIIECTBIACTCS B  IOPSAKE,
YCTaHOBJIEHHOM cTaThell 24 HacTosiero ®denepajibHOrO 3aKOHa.

6.1. B cpok, He MpeBBIIIAIOIINKA JECATH padoYNX AHEH CO JTHS MOMyYeHUS 3aKIIOYEHUS KOMHCCUU
AKCHEPTOB IO pe3yJibTaTaM YKa3aHHOM B YacTH 2 HACTOSIIEH CTAaTbW AKCHEPTHU3bI, YIIOTHOMOYEHHBIN
(benepanbHBI OPraH UCMOTHUTENBHON BIACTH:

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) npuHUMaeT pelieHrne O BHECEHUU U3MEHEHUH B TOKYMEHTBHI, COJIeprKallliecs] B peruCTPalliOHHOM
JI0OCbE€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Ajs BETEPUHAPHOTO MPUMEHEHHUs, WU 00
OTKa3€ BO BHECEHUM TAKUX U3MEHEHHUI;

2) BHOCHUT B TOCYJIapCTBEHHBI pEecTp JIEKaPCTBEHHBIX CPEJICTB HAa OCHOBAHMM PELICHHS O
BHECECHMM  WM3MEHEHHMH B  JOKYMEHTBI, COJAEpXKallMecs B  PETUCTPALlMOHHOM  JOChE  Ha
3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM Mpenapar js BETEPUHAPHOTO NPUMEHEHHs, HEO0OXOJIUMBbIe
M3MEHEHUs U BO3BPALLAET 3TH JOKYMEHTHI 3asiBUTEIIO;

3) BbIIAeT 3asBUTENI0O HOBOE PErMCTPAIMOHHOE YJIOCTOBEPEHME JIEKApCTBEHHOIO Ipemnapara s
BETEpPUHAPHOTO MPUMEHEHHS B ClIydyae HEOOXOIUMOCTH M3MEHEHUS CBEIEHHM, COJepKALIUXCS B HEM, C
COXpaHEHHEM HOMEpa paHee BbIIAHHOTO PETUCTPALMOHHOTO YJJOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara
JUIS. BETEPUHAPHOTO IPUMEHEHUS.

(. 3 BBennen denepanbabiM 3aKk0HOM OT 02.08.2019 N 297-D3)
(uacTsb 6.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 22.10.2014 N 313-D3)

6.2. B ciydae BHECEHUs U3MEHEHUN B JIOKYMEHTHI, COJEPKAIINAECS B PETHCTPALIMOHHOM J0ChE Ha
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3apETUCTPUPOBAHHBIN  JICKAPCTBEHHBIM Iperapar Juisi BETEPHHAPHOTO NPUMEHEHHs, B 4YacTH,
KacammeﬁCﬁ U3MCHCHHUSA U (I/IJII/I) JOIIOJITHCHUA HpOI/I3BOI[CTB€HHOﬁ IIomaaKu JICKapCTBCHHOI'O
npernapara, MpH IMpPEeJACTABICHUU 3asBUTENIEM B COOTBETCTBUHM C IIYHKTOM 3 YacTH | HACTOSIICH CTaTbu
KOIIMK PCHICHUA YIOJHOMOYCHHOI'O (I)e):[epanbﬂoro opraHa HUCIIOJIHUTEIHLHOA BJIACTH O IIPOBCACHNU
WHCIICKTUPOBAHUS MTPOU3BOIUTEINS JICKAPCTBEHHBIX CPEICTB CPOK, YKa3aHHBIA B YacTH 6.1 HacTosmien
CTaTbH, NPUOCTAHABIIMBACTCA CO AHA MOJYYCHHUA 3aKIIIOYCHUSA KOMHCCHU SKCICPTOB OO0 AHA IMPUHATHA
YIOJIHOMOYECHHBIM (he/iepaibHbIM OPraHOM UCIIOJTHUTEIBHOHN BIIACTH PEIICHHSI O BhIZAYe WU 00 OTKa3e B
BbLJAYC 3aKIIHOYCHHA O COOTBCTCTBUU IMPOU3BOAUTCIIA JICKAPCTBCHHLIX CPCACTB Tp660BaHI/I$IM IpaBuJI
Ha/IJICKAIIeH TPOU3BOJICTBEHHOM MTPAKTUKH, HO HEe 00JIee YeM Ha CTO BOCEMBJIECST Pa0OUNX JHEH.

(dactb 6.2 BBeaeHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHOBaHMEM [UIsl OTKa3a BO BHECEHUM W3MEHEHHH B JOKYMEHTBI, COJEpJKaluecs B
PEruCTPallMOHHOM J0ChE€ Ha 3aperMCTPUPOBAHHBIA JICKAPCTBEHHBINM IIpernapar Uil BETEPUHAPHOIO
IIPUMEHEHHUS, B ClIy4asX, He TPeOYIOUIMX MPOBEACHUS YKCIEPTH3bl JIEKAPCTBEHHOTO CPEICTBA, SIBJIAETCS
MpEeJCTaBICHHE JOKYMEHTOB, YKa3aHHBIX B 4yacTAx | W 3 HACTOSIIEH CTaThH, B HEMOJHOM OOBEME HIIU
OTCYTCTBHUE B IIPEJCTABICHHBIX JOKYMEHTaX CBEAECHUH, KOTOPbIE TOJKHBI OBITh B HUX OTPa)KEHbI, JINOO
HEMpPEJICTaBICHUE 3asBUTEJIEM B YCTAaHOBJIEHHBIM CPOK OTBETa Ha yKa3aHHBIM B yacTu 4.1 HacTosuiei
CTaThU 3aIPOC YIOJIHOMOYEHHOTO (heiepalbHOTO OpraHa UCIOJIHUTEIbHOMN BIACTH.

(dactp 7 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHWeM MJi1 OTKa3a BO BHECEHUM H3MEHEHHMH B JOKYMEHTBHI, COJAep:Kalluecs B
PErMCTPallMOHHOM J0ChE€ Ha 3aperMCTPUPOBAHHBIA JICKAPCTBEHHBIM Ipemnapar Uil BETEPUHAPHOIO
MPUMEHEHUS, B CIydasx, TPeOYIOIIMX MPOBEACHUS HKCIEPTHU3bl JIEKAPCTBEHHOTO CPE/CTBA, SIBISIETCS
3aKJIFOYCHUE YIOJHOMOYECHHOTO (hemepaqbHOro OpraHa HCIOJTHHUTEIBHOW BJIACTH O BO3MOXKHOCTH
CHIDKEHHUS 0€30MacHOCTH, KauecTBa, 3(PPEeKTUBHOCTH JEKAPCTBEHHOTO Mperapara BCIeACTBUE BHECEHUS
W3MCHCHUN B yKa3aHHBIC JOKYMEHTBI, OTKa3 yIIOJHOMOYECHHOTO (peiepaibHOr0 OpraHa UCTIOTHUTEIHLHOM
BJIACTH B BbIJau€ 3aKIIOYCHHS] O COOTBETCTBUH IMPOU3BOJIUTEINS JIGKAPCTBEHHBIX CPEICTB TPEOOBAHUIM
MpaBWJI HaJJIeKallell MPOU3BOJICTBEHHOW MPAaKTUKU B Clydyae HW3MEHEHMs U (WIHM) JOMOJIHEHUS
MIPOU3BOJCTBEHHON IUIOLIAJAKHU JIEKAPCTBEHHOTO IIpenapara, €ciid MPOU3BOJICTBO JIEKAPCTBEHHOIO
npernapara JJjisi BETepUHaApHOTr0 MPUMEHEHUsI OCYIIeCTBIsieTcs 3a npeaenamu Poccuiickoit denepanmu,
WJIM OTCYTCTBHE 3TOTO 3aKIHOYEHUSI.

(dactp 7.1 BBenena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

8. JlomyckaeTcsi oOpallleHue JIeKapCTBEHHBIX IMpernapaToB A BETEPHUHAPHOTO MPUMEHEHHUS 0
WCTEUYEHUSI CPOKa TOJHOCTH, TPOU3BEACHHBIX B TEUCHHE CTa BOCBMUJIECATH JTHEW TOCIe AaThl IPUHSATHUS
YIOJHOMOYEHHBIM (heJiepaabHbIM OPTaHOM MCIIOTHUTENBHOM BJIACTH PEUIeHHs] O BHECEHUU W3MEHEHUH B
JIOKYMEHTBI, COJIEpP KAIIUECs B PETUCTPAITMOHHOM JI0ChE Ha JIEKAPCTBEHHBIN MperapaT, B COOTBETCTBUH C
uH(popMaleH, coaepKamieiics B JOKyMEHTaX PETUCTPAllMOHHOTO TOChE Ha JIEKapCTBEHHBIN Mpenapar 70
JIAThI IPUHATUS TAKOTO PEIICHUS.

(uacth 8 B pen. PenepanbHoro 3akona ot 22.12.2014 N 429-D3)

CraTtbsa 32. OTMeHa rocyaapCcTBEHHOW perncTpauumm fnekapcTBeHHOro npenapara
Pemenne 06 orMmeHe FOC}’I{&pCTBCHHOﬁ perucTpanu JCKApCTBCHHOTO IpeliapaTa U MCKIHOUYCHUN

JICKApCTBCHHOT'O IIpfriapata M3 TOCYAAapPCTBCHHOI'0 peeCTpa JICKAPCTBCHHBIX CPEACTB IMPUHHUMACTCA
YIIOJHOMOYCHHBIM (bel[epaHLHBIM OpraHoM HCIIOJHUTEIBLHOMN BIACTH B ciIydac:
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1) mpencraBieHHs] COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM (pe/iepalibHbIM OPTaHOM MCHOIHUTENBHOM
BIIACTH 3aKIIIOUEHUSI O PHCKE WM 00 yrpo3e 3I0pOBBIO, JKM3HH YEJIOBEKa WM >KHBOTHOTO MPH
MPUMEHEHUN JIEKQpCTBEHHOTO IIpenapara, MPEeBbIIAIMX ero 3(Q¢eKTUBHOCTb, IO pe3yJbTaTam
OCYIIECTBIISIEMOT0 UM MOHUTOPUHTA O€30MaCHOCTH JIEKAPCTBEHHOTO MTPEernapara;

2) mojauM JepyKareleM WM BIAaJENbLIEM PEruCTPAlMOHHOIO YJOCTOBEPEHHUS JIEKaPCTBEHHOIO
IpernapaTta WIM YINOJIHOMOYEHHBIM MM JIPYTUM IOPUIMYECKUM JIMLIOM 3asiBI€HHUA 00 OTMEHe
rOCyJJapCTBEHHOI perucTpanuu JeKapCcTBEHHOI'O Npenapara;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HemoATBEP>KIACHHS TOCYAAPCTBEHHOW PETMCTPALUU JEKApCTBEHHOTO Mpenapara Mo HMCTEUYEHUU
CpOKa JIeUCTBUS PETUCTPAIMOHHOTO YJIOCTOBEPEHHUSI, BBIJAHHOTO HA IISITh JIET;

4) HCIIPCACTABJICHUS 3asIBUTCIICM PIH(l)OpMaI_II/II/I, KOTOpasa MOXKCT ITIOBJICYD 34 coboit H606XO,Z[I/IMOCTL
BHECCHHS U3MCHCHUM B AOKYMCHTBI, COACPIKAIIHUECA B pCTrUCTPAIMOHHOM OOCHEC HA 3apeFHCTpHpOBaHHBIﬁ
J'ICKapCTBCHHHﬁ npcerapar, B TCUCHUEC TpUALATHU pa60‘lI/IX I[Heﬁ CO OHA HACTYIUJICHUS OTUX HSMCHGHHﬁ;

5) ocymiecTBIICHUSI TOCYAAPCTBEHHOW PETHCTpAIMK JIEKAPCTBEHHOTO Ipernapara IMoJ TOPTOBBIM
HAaMMCHOBAHHMEM 3apETUCTPUPOBAHHOIO paHee MOJ[ ATHM TOPrOBHIM HAMMEHOBAHHUEM JICKApCTBECHHOT'O
mperapara, OTJIMYAr0IIeTr0Csl Ka9eCTBEHHBIM COCTABOM JICHCTBYIOIINX BEIECTB;

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

6) OCYILECTBJICHUS rOCYIaPCTBEHHON PErUCTPALIMK OJHOT'O M TOTO )K€ JICKAPCTBEHHOT'O Mpernapara B
OTHOIIIEHHH OJHOTO M TOrO K€ JepXKarelisd WIM BIaaeliblla PErUCTPAIMOHHOIO YIO0CTOBEPEHHS
JICKQpCTBCHHOI'0 TMperapara B BUAC ABYX M 00jee JIGKAPCTBEHHBIX IMpEnapaToB IOJ pa3IMYHBIMU
TOPTrOBBIMUA HAUMCHOBAHUSIMH;

(. 6 B pen. @enepanbroro 3akona ot 04.06.2018 N 140-D3)

7) BBIHECEHHMS CY/IOM pEIICHUsI 0 HapyLIEHWHU IpaB MpaBooOagaTesst 00beKTOB MHTEUIEKTYaIbHON
COOCTBEHHOCTHU IIPU 0OpaIll€HNH JIEKapCTBEHHBIX CPECTB;

8) OTCyTCTBHS JIEKQpCTBEHHOTO Tpemnapara B oOpamieHuu B Poccuiickoit denepanuu B TeueHue
Tpex u 0oJiee JieT;
(mi. 8 BBenen demepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

9) HEBBIMONHEHUS  Jep)KaTeleM WA  BIAACIBIIEM  PETHCTPAIMOHHOTO  YIOCTOBEPEHMS
JIEKapCTBEHHOTO TMpenapara Ju00 yMOIHOMOYEHHBIM UMHU JAPYTUM FOPUIXYECKUM JIMIIOM MEPOIPHUSTHIA
Mo oOecrneyeHuto Oe30MacHOCTH JIEKAPCTBEHHBIX IIPENapaTroB, YCTAHOBJIECHHBIX YIOJHOMOYEHHBIM
denepanbHBIM OPraHOM HCIIOJHUTENBHON BIACTH B COOTBETCTBUU € dYacTaMu 3 u 4 crathu 64
HacTodero denepaabHOro 3aK0Ha, B paMKax OCYILECTBICHUS (papMaKkoHaA30pa;

(n. 9 BBenneH PenepanbHbBIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) oTkaza nepxaTedss WM BIAJENblla PETUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npemapaTta JIM0O YIOJIHOMOYEHHOTO MMM JIPYTOro IOPHIWYECKOTO JIMIa OT BHECEHUS W3MEHEHUN B
WHCTPYKIIMIO TI0O TMPHUMEHEHHIO JIEKapCTBEHHOI'O TMperapaTa, KacaloIIMXCs HOBBIX MOATBEPIKICHHBIX
JAHHBIX O TOM, YTO PUCK NMPUYMHEHUS BpeJa 3J0POBbI0 UEIOBEKA WJIU KUBOTHOTO BCIEIACTBUE MpUEMaA
JIEKapCTBEHHOTO MpernapaTa nmpeBbimaeT 3 HEKTUBHOCT €ro MPUMEHEHHUS.

(m. 10 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)
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Koncynpsrantllimtoc: nmpumedanue.
C 01.01.2023 cr. 32 nomonusercsa m. 11 (@3 o1 27.12.2019 N 475-D3).

CraTtbsa 33. [locyaapCcTBEHHbIN peecTp NleKapCTBEHHbIX CPeACcTB

1. T'ocynmapcTBeHHBI peecTp JIEKAPCTBEHHBIX CPEIACTB COJEPXKHUT IE€PEUYEHb JIEKAPCTBEHHBIX
MpermapaToB, MPOIMIEANINX TOCYJApPCTBEHHYIO PETUCTPAIINIO, MTepeueHb (hapMarieBTHUECKUX CyOCTaHITHH,
BXOJIALINX B COCTAB JICKAPCTBEHHBIX MIPEMAapaTOB, U CIEAYIOIIYI0 HH(POPMAIUIO:

1) B OTHOIIIEHHUH JIEKAPCTBEHHBIX MPENapaToOB:

a) HAMMCHOBAHME JIEKAPCTBEHHOIO Tpenapara (MEXIyHapoJHOE HEMaTeHTOBAaHHOE, WU
TPYyNIUPOBOYHOE, MIIM XUMUYECKOE U TOPrOBOC HAUMEHOBAHWS ),
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

0) nexapcTBeHHas (popMa ¢ yKazaHHUEM JIO3UPOBKHU JICKAPCTBEHHOTO Mperapara U ero KOJIM4YecTBa B
MOTPEOUTENHCKOIN YIIAaKOBKE;

B) HAMMEHOBAHHE JIepKATeJIsl WIIA BIIJIEbIla PETUCTPAIIMOHHOTO YIOCTOBEPEHHUSI JICKAPCTBEHHOTO
mpernapaTa U CBEJICHUSA O PETUCTPALMU JAepiKaTels WU BIAJeNblla PETUCTPALMOHHOTO YIOCTOBEPEHHUS
JIEKApCTBEHHOTO TperiapaTa i MEIUIIMHCKOTO MPUMEHEHHUSI B KaUeCTBE HAJIOTOIIATENbIINKA B CTPAHE
perucTpanuu (I POCCHMCKUX IOPUAMYECKUX JIMI - UICHTU(DUKAIIMOHHBI HOMEp HaJOroIuiaTelbIIuKa
(MHH), myist ”HOCTpaHHBIX IOPUIUYECKUX JIUI] - CTPaHa PErUCTPalliK, HAMMEHOBAHUE PETUCTPUPYIOIETO
opraHa, PerHCTPallMOHHBI HOMEp, KOJ HAJIOTOIUIATEIbIIMKA B CTPaHE PErucTpanuu (MHKOPIOPALIUH)
WJTU €0 aHaJor);

(nm. "B" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

F) HAaMMCHOBAHUC WU aJIpC€C MPOMU3BOAUTCIIA JICKAPCTBCHHOI'O Mperiapara U CBCACHUA O pEerucTpanuu
IPOU3BOUTENSl  JICKApPCTBEHHOTO Mpemapata s  MEAWLIUHCKOrO IMpPHMEHEHHsT B  KadyecTBe
HAJIOTOIIATENbIIMKA B CTpaHE  perucrpanmud (i1 POCCHMCKUX  IOPHIMYECKHAX  JIUI[ -
UACHTUDUKAIIMOHHBI HoMep Hanoromiarensiuka (MHH), i MHOCTpaHHBIX IOPUAMYECKUX JHI] -
CTpaHAa PErucTpaliy, HAUMEHOBAHUE PErUCTPUPYIOLIErO0 OpraHa, pPEeruCTPalMOHHBIM HOMEpP, KOJ
HAJIOTOIJIATEIbIIMKA B CTPaHe PEruCcTpalui (MHKOPIIOpAIK) WK €T0 aHaJIor);

(nm. "r" B pea. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1) (dapmakoTepaneBTHUeCKas rpyImna, KOJ{ JIEKApCTBEHHOI'O npenapara o
aHaTOMO-TEparneBTHUECKO-XUMUYECKON KilacCU(pUKalliU, peKOMEH10BaHHOW BceMupHol opranuzanuent
3paBOOXpaHEHUS;

(mm. "n" B pen. denepanpHOro 3akona ot 22.12.2014 N 429-03)
€) MOKa3aHus U MPOTUBOIOKA3aHUS K IPUMEHEHUIO JIEKapCTBEHHOTO Mpernapara;
) TOOOYHBIE ICHCTBUS JIEKAPCTBEHHOTO Mpernapara;

3) CPOK I'OAHOCTHU JICKAPCTBCHHOI'O IIpCIIapara,
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1) YCJIOBHUS XpaHEHUs JIEKApCTBEHHOTO Mpenapara;
K) YCJIOBUS OTITYCKa JIEKApCTBEHHOTO IIpernapara;

J) Homep ¢apMakonelHoil cTaTbu WM B ClIy4yae €€ OTCYTCTBHSI HOMEP HOPMAaTHUBHOM
JOKYMEHTAIUH JIN00 HOPMAaTUBHOTO IOKYMEHTA;

M) JaTa TOCYJapCTBEHHOH perucTpaluy JIEKapCTBEHHOrO IpenapaTa M €ro perucTpaluOHHBIA
HOMEp, JaTa 3aMEHbl PETUCTPALMOHHOIO YJOCTOBEPEHMs JICKAPCTBEHHOIO Iperapara Ha OeccpodHoe
pEerucTpaliioHHOE  YIOCTOBEpPEHHE JIEKapCTBEHHOI'O IIpenapaTa, Jara IOoJadyd  3asBJICHUA O
MOATBEPKJICHUM TOCYAAPCTBEHHOM  pErucTpalMu JIGKAPCTBEHHOTO  Ipemapara, Jara OTMEHBI
rOCyJJapCTBEHHOH perucTpanuu JeKapCTBEHHOI'O Npenapara;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

H) KAueCTBEHHBI COCTAaB U KOJWYECTBEHHBIN COCTAaB JEHCTBYIOMIMX BEIIECTB U KAau€CTBEHHBII
COCTaB BCIIOMOTaTEJIbHbIX BEIIECTB JIEKAPCTBEHHOI'O IIPEapara;
(nm. "H" BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

0) nH(pOpMaIus 000 BCEX pa3peIIeHHBIX BUIaX BTOPHYHON (TOTPEOUTEIIBCKO) YITaKOBKH;
(nm. "o" BBeaeH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1) Jara OPUHITHUS PELIeHHs O BO3MOXKHOCTH paccMaTpuBaTh JIEKApCTBEHHBIM IpemnapaTr Mpu
rOCyJJapCTBEHHOH perucTpanuy B KauecTBe op(aHHOro JEeKapCTBEHHOI'O Mpenapara (s JIeKapCTBEHHBIX
[IPENnapaToB JUIsl MEAULIUHCKOTO IPUMEHEHMS);

(mm. "n" BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepaibHOrO 3aKOHaA OT
27.12.2019 N 475-D3)

p) HAJIMYUC JICKAPCTBCHHOI'O IIpCliapaTa B IICPEUYHEC KU3HCHHO HCO6XOI[I/IM]':>IX U BaKHEHIIINX
JICKApCTBCHHBIX NPCIIapaToB (I[J'ISI JICKAPCTBCHHBIX MPCIIapaToB 11 MCAUITUHCKOTI'O HpI/IMeHeHI/IH);

(mm. "p" BBeneH denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-®3; B pen. PenepallbHOrO 3aKOHA OT
27.12.2019 N 475-03)

C) HaJIIM4YMe B JIEKAPCTBEHHOM IpernapaTe HAPKOTUYECKUX CPEICTB, ICUXOTPOMHBIX BEIIECTB M UX
MPEKYypCOpPOB, NOMJICKAIMX KOHTpodro B  Poccuiicko  @Penepauuu, B  COOTBETCTBUH  C
3aKkoHonarenscTBOM Poccuiickon denepanuu, MexyHapoAHbIMHU JoroBopamu Poccutickoit @enepanuu,
B ToM uucine EguHoil KOHBEHIMEW o HapkoTuueckux cpenactBax 1961 roma u KonBenuuein o
MICUXOTPONHBIX BemecTBax 1971 roaa;

(. "c¢" BBenmen deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

T) uHQOpMalusi O TOM, SBIAETCA JIM JaHHBIA JIEKAPCTBEHHBIM Tpenapar peQepeHTHHIM
JIEKApCTBEHHBIM TIpENapaToM;
(nm. "1" BBeneH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Y) CBCIACHUA O II0Ja4y€ 3asaBJICHUSA O BHCECCHHUU H3MCHEHHI B AOKYMCHTBI, COACpIKAIIHUECA B
PEruCTpaiiOHHOM JOCHC HA HCKapCTBCHHLIﬁ npenapar,

ne,n

(nm. "y" BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

¢) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbublii 3akoH ot 27.12.2019 N 475-03;

www.consultant.ru Crpanuna 78 u3z 140
HaJeKHasl MPpaBoBas NMOAAECPIKKA


http://www.consultant.ru/
http://www.consultant.ru/

®Oenepanbhblil 3akoH oT 12.04.2010 N 61-D3
(pen. ot 03.04.2020)
"O6 oOpareHnH JIeKapCTBEHHBIX CPeACTB"

Jokyment npenoctasien Koncynsrantllmoc
Jara coxpanenus: 09.06.2020

X) CPOK BBEJICHHUS JIEKAPCTBEHHOI'O MIperapaTa B rpaKIaHCKuil 000poT;
(nm. "x" BBegeH denepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-03)

2) B OTHOIICHUH (hapMaIleBTUUECKUX CyOCTaHIIHIA:

a) HaumMEHOBaHWE (hapMaleBTHUECKONH CyOcTaHIMM (MEXKIYHApOJHOE HEMAaTeHTOBAHHOE, WIH
IPYNIUPOBOYHOE, WM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) HaMMEHOBAHUE U aJPEC MPOU3BOAMUTENS (DapMaleBTHUECKOM CyOCTaHIINY;
B) CPOK TOAHOCTH (hapMaleBTUYECKON CyOCTaHINY;
T') YCJIOBHUS XpaHEHUs (hapMaIleBTHYECKON CyOCTaHIINH;

o) HoMep ¢apMakoNeWHOW CTaTbM WM B ClIy4ae €€ OTCYTCTBHS HOMEpP HOPMAaTHBHOM
JOKyMEHTAIUK 100 HOPMATUBHOTO JOKYMEHTA;

¢) HamMuue (papManeBTUICCKONW CYOCTAHIIMH B MEPEUYHE HAPKOTUYECKUX CPEACTB, TICHXOTPOIHBIX
BEIIECTB U UX IPEKYpPCOPOB, MOJUICKAIIMX KOHTpOd B Poccuiickoit denepaii, B COOTBETCTBUU C
3aKoHoarenbcTBOM Poccuiickon denepanuu, MexIyHapogHbIMU JoroBopamu Pocculickoit @enepannu,
B TOM uucie EauHoil KOHBEHIMEH O HapkoTHuYeckux cpenacrtBax 1961 roma um KouBeHuueit o
NICUXOTPOIHBIX BemecTBax 1971 roaa.
(nm. "e" BBeneH denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

2. ®apmalieBTHYECKass CyOCTaHIIMS, MPOU3BEACHHAS Uil peau3allii, MOXKET ObITh BKJIIOUEHA B
rOCy/IapCTBEHHBI pEeCTp JIEKApPCTBEHHBIX CPEJICTB HAa OCHOBAaHUM 3asBICHHUS pPa3pabOTUMKa WIH
MIPOU3BOJIUTEIIS JICKAPCTBEHHOTO CPEACTBA JHOO YIMOJHOMOYCHHOIO UMM FOPHUIUYECKOTO JIHIA TPH
YCIIOBUU TIPOBEACHMSI B OTHOIIEHUU Takoi (papmarieBTHUEeCKOH CyOCTaHIIMM SKCIEPTU3bl KauecTBa
(dhapmareBTUUECKONW CyOCTaHIIMM B TIOPSJKE, YCTAaHOBIEHHOM cTaTheil 34 HacTosmero deaeparbHOTO
3akoHa. B oTHomeHWM ¢apManeBTUYECKUX CYOCTaHIIUN, TPOU3BENEHHBIX I pealu3aluu, B
roCy/1IapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEACTB COACPKUTCS CeAYIOLas HHPOpMaIHs:

1) HauMeHoBaHUE (apMalleBTUYECKONH CyOCTaHIMM (MEXIyHAapOJAHOE HENMAaTEeHTOBAHHOE, WM
IPyNIUPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

2) HaMMEHOBaHUe, aJpec MPOU3BOAUTENS (papMaleBTUUECKOM CyOCTaHIIMM, a TAK)KE B OTHOLICHUU
JIEKAPCTBEHHBIX CPEJCTB Il MEJULMHCKOIO NPUMEHEHHUS CBEICHUS O PETUCTpPalUd ITPOU3BOIAUTEIIS
¢dapmarieBTHYeCKOH CyOCTaHIIMM B KayecTBE HAJIOTOIUIATENbIIMKA B CTpaHe perucrpauuu (ams
POCCHUHCKHMX HOPUIMYECKUX JIMIL - WIACHTUPUKAIMOHHBIM Homep Hanoromnatenbiiuka (MHH), nns
MHOCTPAHHBIX IOPUIUYECKHUX JIAL[ - CTpaHa PETUCTPALMH, HANMEHOBAHUE PETMCTPUPYIOLIETO OpraHa,
PETUCTPALlMOHHBI HOMEp, KOJI HaJOroIUIaTebIIMKa B CTpaHe PErucTpanuu (MHKOPIIOpAlMU) UIH €ro
aHaJjor);

(. 2 B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMalleBTUUECKOM CyOCTaHIINM;

4) ycnoBus XpaHeHus! papMarieBTUIECKON CyOCTaHIINM,
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5) uomep (apmakoneiiHoW craThu JMOO B CiIy4ae €€ OTCYTCTBUS HOMEP HOPMAaTUBHOMN
JIOKYMEHTAIMU UM HOPMATUBHOTO JOKYMEHTA;

6) HayMune ¢apmareBTUYECKONH CyOCTaHIIMU B MEpPEYHE HAPKOTUUYECKUX CPEICTB, MCHUXOTPOITHBIX
BEIIECTB M HMX NPEKYPCOPOB, MOUIEKAIIUX KOHTPOJtO B Poccuiickoir denepauuu, B COOTBETCTBUU C
3aKoHoJaTeNbcTBOM Poccutickoit denepanuu, MexayHapoIHbIMU JoroBopamu Poccuiickoit @enepanuuy,
B TOM uuciae EnnHoil KoHBeHIMEW o0 HapkoThueckux cpeacrBax 1961 roma um KonBeHuuein o
MCUXOTPONHBIX BeniecTBax 1971 roxa;

7) mara BKIIOYEHHUS (hapMaleBTHUECKOW CyOCTaHIIMK B TOCYNApCTBEHHBIN PEECTp JIEKapCTBEHHBIX
CPEACTB, AaTa BHECEHUs M3MEHEHHUH B JIOKYMEHTH! (hapMalleBTHUECKOM cyOCTaHIMHU, AaTa UCKIIOYCHMS
(bapMareBTHYECKON CyOCTaHIIMH U3 TOCYJApPCTBEHHOTO PEeCTpa JIEKapCTBEHHBIX CPEICTB.

(dactb 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Tlopsmok BeAeHUS TOCYJApPCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO
NPUMEHEHUST M TOPSJAOK BEIEHUsS TOCYAapCTBEHHOTO peecTpa JEeKAPCTBEHHBIX CPEIACTB Ui
BETEPUHAPHOTO TPUMEHEHUSI YTBEPXKIAIOTCS COOTBETCTBYIOIIUM YIOJHOMOUYEHHBIM (heiepaibHbIM
OpPraHOM HCTOJIHUTEIbHON BIACTH.

Cratba 34. BknroyeHMe B rocygapCTBEHHbIM peecTp NeKapCTBEHHbIX CPeAcTB U
UCKNoYeHune u3 rocyaapcTBeHHOro peecTpa neKapCcTBeHHbIX cpeacTs
c¢phapmaLeBTUYECKOWN CybCTaHLMU, NPOU3BEAEHHON ANA peanu3auum
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Jns BrmrodeHWs ¢apMaleBTUYCCKOW CYOCTAHIIMM, TPOWU3BEICHHOW IS pealu3alid, B
roCyJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB, IPOBOAUTCS IKCIIEPTU3A €€ KAUueCTBA.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynbrantllmtoc: mpumeyanwue.
C 01.01.2021 B a63. 1 4. 2 ct. 34 BHOCsATCS m3MeHenust (D3 ot 27.12.2019 N 478-D3).

2. DKcnepTH3a KauecTBa yKa3aHHOW B yacTH 1 Hacroseil crateu papMalieBTUYeCKoi cyOCTaHIuY,
COCTaBJICHHE KOMHCCHEN HKCIIEPTOB 3aKII0YEHUHN [0 pe3yIbTaTaM 3TOM 3KCIEPTU3bI U UX HAIlpaBJICHUE B
YIIOJIHOMOYEHHBIA (efepalbHblii OpraH MCIOJHUTENPHOW BJIACTH OCYLIECTBISIIOTCS B CPOK, HeE
MPEBBIIIAIOIIMM  IIECTUACCATH paboyux JHEH Co JHS TMOJIY4YEHHs JKCHEPTHBIM YUpEKICHHEM
COOTBETCTBYIOLIETO 3a/aHUsl YIMOJIHOMOYEHHOTO (heepanbHOr0 OpraHa MCIOJHUTENBHOW BIAcTU M
CJIEAYIOIINX TOKYMEHTOB:

Koncynwsrantllntoc: npumeuanue.
C01.01.2021 B m. 1 4. 2 ct. 34 BHOCsATCs m3MeHenust (D3 ot 27.12.2019 N 478-D3).

1) xomusi JUUEH3UM Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB WM KOMUSA 3aKIOYEHUS O
COOTBETCTBUH  TPOU3BOJIUTENS  JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHUSAM TPaBWI  HaJIeKaIeH
MIPOU3BOJICTBEHHON MPAKTUKH, BBIJAHHBIX YIOJTHOMOUYEHHBIM (efepaibHbIM OPraHOM HCTOTHUTEIHHOU
BJIACTH, B Clly4yae, €CJIM MPOM3BOJICTBO JIEKAPCTBEHHOI'O CpPEACTBa oOcyllecTBisieTcss B Poccuiickoit
denepauny;
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(B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

2) Komus JOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl IPOU3BOAUTEIS
JIEKapCTBEHHOI'O CPEJCTBA U MOATBEPAAIOIIETO pa3pellieHne MpOr3BOICTBA JIEKAPCTBEHHOIO CPEICTBA,
U €ro NepeBoJl Ha PYCCKUH SA3bIK, 3aBEPEHHBIC B YCTAHOBICHHOM IOPSI/IKE, & TAKXKE KOS 3aKIIIOYCHHUS O
COOTBETCTBUM  IPOU3BOAMUTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHHMSAM MpPaBHJ  Hajuiexalien
MPOU3BOJICTBEHHOHN MPAKTHKH, BBIIAHHOTO YIIOJHOMOUYEHHBIM (e/lepalbHbIM OPraHOM HCIIOJHUTEIHHON
BJIACTH, JIMOO KOMHUS PEUICHHs] YHNOJTHOMOYEHHOTO (elepalibHOr0 OpraHa HCIOJIHUTEIbHOM BJIAcTH O
MPOBEICHUU HMHCIIEKTUPOBAHUS IPOU3BOAUTEINS JICKAPCTBEHHOTO CPEACTBA. YKa3aHHbIE JTOKYMEHTHI
MPEJICTABJISIIOTCS B Cly4yae, €CIM IIPOM3BOJCTBO JIEKAPCTBEHHOI'O CpPEJICTBA OCYIIECTBISETCA 3a
npeaenamu Pocceniickoit denepanuu;

(. 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3) TOKyMEHT, COIep KAIUi CIICIYIOIINE CBEACHHS O (hapMalleBTUICCKOM CyOCTaHITUN:

a) HauMeHOBaHue (papMaleBTUYECKON CyOCTaHIIuK, €€ CTPYKTYpa, OOII1e CBONCTBA;

0) HauMEHOBAaHUE U a/1peC MPOU3BOAUTEINS;

B) TEXHOJIOTHS IPOU3BOJCTBA C OMMCAHUEM CTAJWHA MPOM3BOACTBA M METOJOB KOHTPOJISI HAa BCEX
CTaJusAX MPOU3BOJACTBA;

T) onucaHue pa3paboTKu Mpolecca MPOU3BOJICTBA;

J1) ONHMCaHHE KOHTPOJIS KPUTUYECKUX CTaguil Mpolecca MIPOU3BOACTBA U IMPOMEKYTOUHOMN
POy KUK,

€) IOKYMEHTaJIbHOE TTOATBEPKIACHUE (BAIHMIAIIMS) POIIECCOB U (UJIN) UX OIIEHKA;
) CBOMCTBA U CTPYKTYpa JEHCTBYIOIIUX BELIECTB;

3) XapaKTepUCTUKA IPUMECEIA;

1) cnenudukanys Ha (papMaleBTHUECKYI0 CyOCTaHIIMIO U €€ 000CHOBAHMUE;

K) QHATUTHYECKHE METOJIUKH, WCIONb3YeMble TIPU OCYIIECTBICHHUH KOHTPOJIA KadecTBa
(bapMarieBTHUECKON CyOCTaHIIUH;

J) TOKYMEHTaJIbHOE TOATBEpPXKJACHUE (BaTUAAINS) aHATUTUYECKUX METOIHMK, MCIOJIb3YEMBIX TMPHU
OCYIIECTBIEHUH KOHTPOIS KauecTBa (papMarieBTUYeCcKoi CyOCTaHInY;

M) pe3yJIbTaThl aHAIM3a CEPHl (hapMaIleBTUUECKON CyOCTaHIINH;

H) TIepeUeHb CTaHIAPTHBIX 00Pa3IlOB WM BEIIECTB, UCIOIB3YEMbIX TPU OCYIIECTBICHUH KOHTPOISI
Ka4yecTBa,

0) OIMMHUCAHUC XAPAKTCPUCTHUK U CBOMCTB YIAaKOBOYHBIX MATCPUAJTIOB U YKYIIOPOYHBIX CPCIACTB;

1) JaHHBIE O CTA0MIBHOCTH (papMaleBTUUYECKON CyOCTaHIUY;
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P) CPOK Tr'OJIHOCTH;

4) TOKYMEHT, CO/ICpKAIINI CBEICHUs] O PETUCTPALMU MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB IS
MEAHUIIMHCKOTO MPUMEHEHHUS! B KA4eCTBE HAJIOTOIUIATENbIIUKA B CTPAaHE PETUCTpalUU (U1 POCCUMCKUX
IOPUANYECKUX JUI - WICHTU(UKANMOHHBIA HOMep Hamororiarensimuka (MHH), ams wHOCTpaHHBIX
FOPUJINYECKUX JIUL] - CTPaHA PErUCTPALMY, HAMMEHOBAHUE PETUCTPUPYIOLIETO OpraHa, PErucCTpalOHHBIMI
HOMEDP, KOJI HAJIOTOIUIATENbIIMKA B CTPAHE PErUCTpallii (MHKOPIOPALIUN) UIH €r0 aHaJIor).

(1. 4 BBennen denepanbHBIM 3aKOHOM OT 28.12.2017 N 425-D3)
(dactb 2 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jnsa mnpoBeneHHsT DHKCHEPTU3bl KadyecTBAa YyKa3aHHOM B 4YacTu | HacTosimed CTaTbu
(bapMarieBTHUECKONH CyOCTaHLIMM 3asBUTENb MPEACTABIsIET B YHOJIHOMOYECHHBIM (elepanbHblii opraH
HUCIOJIHUTEILHON BJIACTU:

1) 3asBieHHE O BKJIIOYEHHH B TOCYIJAPCTBEHHBIM pPEECTp JIGKAPCTBEHHBIX CPEICTB JAaHHOU
(dbapmaleBTUUECKOIl CyOCTaHIINY;

2) Komus JTOKyMEHTa, MOJATBEP)KJAIOLIEr0 yIUIaTy rOCYJapCTBEHHOM MOLUIMHBI 3a BKJIIOYEHUE B
rOCy/IapCTBEHHBIH PEECTp JEKapCTBEHHBIX CPEACTB (hapMalleBTHUECKON CyOCTaHIIMH, MPOU3BEICHHOM
JUIS  pealM3anud, JHO00 IO COOCTBCHHONW WHHIIMATHBE YKa3aHHBIM JIOKyMEHT. B ciydae ero
HEMpPEJICTaBICHUS 3asiBUTENIEM YIIOJIHOMOYEHHBIH (hefepaibHblii OpraH WUCHOJHUTENbHOW BIACTH
npoBepseT (akT yIiaTbl TOCYAapCTBEHHOW MOIUIMHBI 3asSBUTENIEM C HCIOJIb30BaHHEM MH(pOpManuu o0
yIiaTe TOCYJapCTBEHHOM MOLUIMHBI, cojaepkaieiics B I'ocyjapcTBeHHON MHPOPMAIIMOHHON cucTeMe O
roCy/IapCTBEHHBIX UM MYHHUIMMNAJIBHBIX IJIATEKaX, HA OCHOBAHUU IPEICTABICHHON 3asBUTENEM KOMHHU
JOKYMEHTA, MOJATBEPAKAAIOUIET0 YIUIATy TOCYAApCTBEHHOU MOIUIUHBIL;

(n. 2 B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) 1OKYMEHTBI, YKa3aHHBIE B UaCTH 2 HACTOALIEH CTaTbU;
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4) 3asBNeHUE O BbIJade pa3pelieHus Ha BBO3 B Poccuiickyto denepannio KOHKPETHOW MapTHH
HE3apEerUuCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEACTBA, MPEJHA3HAYEHHOIO JUIsl MPOBEIACHMS YyKa3aHHOU
AKCHEPTU3BI.

(. 4 BBennen DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynsrantllntoc: npumeuanue.
C 01.01.2021 cr. 34 nononusercs 4. 3.1 (O3 ot 27.12.2019 N 478-D3).

4. B Teuenue necsatu pabouux JHEH co THS MPUHATHS 3asBICHHUS O BKIIOUYCHUH YKa3aHHOW B 4acCTH
1 nacrosmeil ctatbu (papmaleBTUUECKONM CYOCTaHIIMM B TOCYJApCTBEHHBIN peecTp JIEKapCTBEHHBIX
CPEACTB M JIOKyMEHTOB, IEPEYUCIEHHBIX B 4YacTU | M INyHKTe 2 4YacTM 3 HACTOSIIEH CTaThH,
YIOJHOMOYEHHBIN (peiepabHbIN OpTraH UCIIOTHUTEIbHOM BIIACTH:
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

1) mpoBOAMT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH JAHHBIX, COJEPKAIIMUXCS B IPEICTaBICHHBIX
3asBUTENIEM JIOKyMEHTAX;
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)
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2) mpuUHUMAET pEeUICHHEe O HANpaBiICHHH B JKCIEPTHOE YUpEXKICHUE 3a/laHus Ha IMPOBEACHUE
IKCIIEPTHU3bI KAaYeCTBAa YKA3aHHOU B 4acTu | HACTOSIICH cTaThyl (hapMarleBTHUECKON CyOCTaHIIUU WU 00
OTKa3€ B TAKOM HalPaBJICHUHU;

3) yBenoMisieT B 3JIEKTPOHHOW WJIM MUCHMEHHOH (opMme 3asBUTENs O NPUHSATOM PEIICHUH WU B
clly4yae OTKa3a ¢ yKa3aHHeM IPUYMH TaKOTO OTKa3a.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cny4ae BbBIIBICHHS HEJOCTOBEPHOCTH CBEICHUH, COJCPIKAIIMXCS B MPEACTaBICHHBIX
3asBUTEJIEM MaTepHajax, YIOoJHOMOUYEHHBIH (enepaabHblii OpraH MCIOJIHUTEIFHONW BIACTH HAINpPaBIIsET
3afBUTENIO 3alpoc 00 YTOYHEHUHM YKA3aHHBIX CBeAeHMH. JlaHHBIA 3ampoc MOKeT OBITh mepenaH
YIOJIHOMOYEHHOMY TPEACTaBUTEIIO 3asSBUTENS JIMYHO IO PACIUCKY, HApaABJICH IO MOYTE 3aKa3HBIM
IMCBMOM WJIM TIepellaH B 3JIEKTPOHHOM (popme 1Mo TeIeKOMMYHHMKALMOHHBIM KaHalaM CBs3H. B ciydae
HaNpaBJICHUs] JAaHHOTO 3aIpoca 10 MOYTe 3aKa3HbIM MMCbMOM OH CUHMTAETCS MOJYYEHHBIM 110 MCTEYCHUHU
IIECTH JHEH ¢ aThl HalpaBJICHHUS 3aKa3HOTO ITHChMA.

(uactb 4.1 BBeneHa @enepasibHbIM 3ak0HOM OT 25.11.2013 N 317-®3)

4.2. 3asBuTenb 00s3aH NMPEACTaBUTh OTBET HA 3alpoC YIOJIHOMOYEHHOro (enepanbHOro opraHa
WCTIOJTHUTEIEHOW BIIACTH B CPOK, HE MPEBBIAIONINNA JEBIHOCTa pabouux IHEW CO THS TONTyYeHHS
nanHoro 3ampoca. Cpok, yKa3aHHBI B 4YacTW 4 HACTOSIIEH CTaThbH, NPHOCTAHABIMBAETCS CO JIHS
HAIIpaBJICHUS 3asSBUTENIO 3a1IpOCa YIIOJIHOMOYEHHOTO (heIepalbHOr0 OpraHa UCHOJTHUTEIbHOM BIACTH /10
IHS TOJTYYEHHUs] MM OTBETa Ha JAaHHBIM 3alpOC M HE YYUTHIBACTCS MPU MCUUCICHUU CPOKA IKCIEPTH3BI
KayecTBa (hapMaleBTHYECKOW CyOCTaHIIMM, HEHCIIONB3YeMOH NpU MPOU3BOJICTBE JIEKAPCTBEHHBIX
Ipenaparos.

(uacTb 4.2 BBeseHa PenepasibHbIM 3aKk0HOM OT 25.11.2013 N 317-®3)

5. OcHOBaHMEM [UIsl OTKa3a B HAIIPaBJICHUU B HKCIEPTHOE YUPEKICHUE 3aJlaHUs Ha MPOBEICHUE
JKCMEepPTU3bl KAauecTBAa yKa3aHHOM B 4YacTH | HacTosmied cTaTbu (apMaleBTUUECKOW CyOCTaHITMN
SIBJISIETCSl HENPE/ICTABICHHE JIOKYMEHTOB, YKa3aHHBIX B YacTW 2 HACTOSIIEW CTaTbH, OTCYTCTBHUE
uHpopManuy, TOATBEpXKIaOMmed (akT yIjaTel TOCYJapCTBEHHONW TMONUIMHBI 33  BKIIOUEHUE
dapmalleBTUUECKO CyOCTaHIIMM, TPOU3BEACHHON M pealu3aldd, B TOCYAapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB, HEMPEACTABICHUE 3asBUTEIEM B YCTAHOBJICHHBIN CPOK OTBETA HA YKa3aHHBIN B
gacTu 4.1 HacTOSIIEH CTaThU 3aIPOC YIOJTHOMOUYEHHOTO (efepatbHOr0 OpraHa UCIIOTHUTENBHOM BiIacTU
WJTU TIPEJICTABIICHHUE JOKYMEHTOB, HE COJEPIKAIMX UCUEPITBIBAOIIETO MEPEYHsI HEOOXOAMMBIX CBEICHHIA.
(uacth 5 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

6. B TeueHue nATHaguATH pabo4YMX JAHEW CO JAHS MOJYYEHHS pELIEHUS YIOJIHOMOYEHHOIO
(benepaabHOro OpraHa MCHOJHUTEIbHOM BIACTH O HANpaBJIEHUH B HKCHEPTHOE YUPEKJICHHUE 3aJaHus Ha
MPOBEACHUE SKCIEPTH3hl KauecTBa YKa3aHHOM B yacTu | HacTosmed cratbu (hapManeBTHUYECKOM
CyOCTaHIIMM 3asiBUTENb MPEJICTABISAET B SKCIIEPTHOE YUPEXkKACHUE JUIs IPOBEACHUS JAHHOM SKCIEePTU3bI
oOpasiibl (hapmMareBTUIeCKor CyOCTaHIIMKM B KOJUYECTBE, HEOOXOIUMOM JIJIsi BOCIIPOU3BEICHUSI METOJIOB
KOHTpOJISl KauyecTBa. ODKCHEPTHOE YUPESKICHHE IpH IOJyuyeHHH OOpa3lloB yKa3aHHOW B uactu 1
HacTodAlel craTbu (hapMalleBTUYECKON CyOCTaHUMU BBIJAET 3asBUTEIIO JTOKYMEHT, MOJITBEPKIAOLINI
MOJlydyeHHe 5TUX o0Opas3loB, M B CPOK, HE MPEBBIMIAONIMN Tpex pabouux IHEW, yBEeAOMIIET B
ANIEKTPOHHOW WJIM TNUChbMEHHOW (¢opmMe 00 HTOM YINOJIHOMOYEHHBIM (denepanbHbli  Opras
HCIIOJIHUTEJILHOM BJIACTU. DTH CPOKHU HE BKIIFOYAIOTCA B CPOK NPOBENECHUS JAHHOW SKCIIEPTU3BI.

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)
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7. JIOKyMEHTBI, IOCTYNMUBIINE B 3KCIIEPTHOE YUYPEXKACHUE [UIsl IPOBEICHUS DKCIEPTU3bl KauecTBa
yKazaHHOH B yactu | Hacrosimeil craTbu (hapManeBTHUECKOW CyOCTaHIMH, TOJIeKAT BO3BpaATy B
YIOJIHOMOYEHHBIH (enepanbHblii OpraH UCHOJHUTEIBHOM BIACTH OAHOBPEMEHHO C 3aKIIIOYEHUSAMH I10
pe3yabpTaTaM IIPOBENCHHON IKCIIEPTU3BL.

8. B cpok, He mpeBbIIAIONINI NATH pabouMx AHEH CO JHS MONYy4YeHHs 3aKIIOYEHHUS KOMHUCCHH
JKCIEPTOB MO pe3yibTaTaM »SKCIEPTU3bl KadyecTBa YKa3aHHOM B dacTh | Hacrosuied cratbu
(bapmaleBTHUECKOI cyOCTaHIIUHY, YIIOJTHOMOUYEHHBIN (hefiepaibHblid OpraH UCIIOJHUTEIbHON BIACTH:

1) OCYHICCTBIIAACT OLCHKY TAaKOI'O 3aKJIOUCHUSA JId OHNPCACIICHUA €TI0 COOTBCTCTBUSA 3aaHUIO Ha
IIPOBCACHUEC ,HaHHOfI OKCIICPTU3BI;

2) npUHUMAET PelIeHre O BKIIOYCHUN YKa3aHHOM B yacTH | HacToOAIIeH cTaThl (papMalieBTUIECKOi
CyOCTaHIIMM B TOCYJIapCTBEHHBIH PEECTp JIEKapCTBEHHBIX CPEACTB WJIM pELICHHE 00 OTKa3e B TaKOM
BKJIIOUEHUU;

3) BHOCHUT MNpH TPUHATHU PEIICHUS O BKJIFOYCHUHM YKa3aHHOW B 4YacTH | HACTOSIICH CTaThH
¢dapmanieBTHUeCKOW ~ CyOCTaHIMM B TOCYHAPCTBEHHBIM  PEECTp  JICKApPCTBEHHBIX  CPEICTB
MPEYCMOTPEHHYIO YacThio 2 cTaTthu 33 Hacrosimero deaepaibHOro 3akoHa HHOOPMAIUIO M YBEIOMIISET
00 3TOM B JIEKTPOHHOM HJIM MMCbMEHHOM (hopMe 3asBUTES.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 27.12.2019 N 462-D3)

9. OcHoBaHueM [Uisi OTKa3a BO BKJIIOYEHUM YKa3aHHOM B dYacTh | Hacrosimed craTtbu
(bapManieBTUUECKOH CyOCTaHIMM B TOCYJAapCTBEHHBIH pPEECTp JIEKAPCTBEHHBIX CPEJICTB SBIISETCS
3aKJIIOYCHUE COOTBETCTBYIOIIETO YIOJHOMOUYEHHOTO (peepanbHOr0 opraHa MCIOJHHUTEIBHON BIAcTH O
TOM, 4TO KayecTBO (papMalleBTUYECKON CYyOCTAaHIIMH HE MOATBEPKICHO MOJIyYeHHBIMU JTAHHBIMHU.

(uactp 9 BBenena DenepanibHbIM 3akoHOM OT 22.10.2014 N 313-03; B pen. denepaabHOTO 3aKOHA OT
04.06.2018 N 140-93)

10. He nomyckaeTcsi BKJIIOUEHHWE B TOCYJAPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJCTB OIHOU
(bapmalleBTUUECKO CyOCTaHIIMM, MPOU3BEACHHON OIS peaau3allid U BBITYCKaeMOW OJHUM M TeM XKe
MIPOM3BOJIUTENIEM, B BUJE IBYX U O0JI€€ PEeCTPOBBIX 3aIUCEH.

(uacth 10 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. BHecenue n3mMeHeHU# B JOKYMEHTHI Ha (papMalieBTUYECKYIO CYOCTaHIMIO, MPOU3BEACHHYIO IS
peanu3alyyi U BKIKOYEHHYIO B T'OCYJApCTBEHHBIA PEECTP JIEKAPCTBEHHBIX CPEICTB, OCYILECTBIISETCS B
nopsiike, ycraHoBineHHOM crtaThsiMu 30 w31 Hactosmero @enepanbHOTO 3aKOHA, C YIUIATON
rOCyIapCTBEHHOM IOLJIMHBI, TPEAYCMOTPEHHOMN 3aKOHOAaTenbCTBOM Poccuiickon denepannu o HaJIorax
U cOopax.

(uacth 11 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12. Nomyckaetcst oOparieHue hapMarieBTHUeCKIUX CyOCTaHIIUN, TPOU3BEICHHBIX JIJIsl pean3allii, B
TEYCHHE CTa BOCBMHUJECSATH JHEH M0 M TOCJIe MPHUHITUS YIMOIHOMOYEHHBIM (eAepatbHbIM OpPraHOM
WCTIOTHUTEIPHONW BJIACTU pEIICHUST O BHECEHWH W3MEHEHMH B JOKYMEHTHl Ha (DapMaieBTHYECKYIO
CyOCTaHIIMIO, TPOW3BENCHHYIO [UIsl pealu3allid ¥ BKIIOYEHHYI0 B TOCYJapCTBEHHBINH peecTp
JIEKapCTBEHHBIX CPEJICTB.

(uacTh 12 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
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13. PemieHue 00 HCKIIOYEHHUH U3 TOCYAApCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEICTB
(dapmalreBTHUECKON CyOCTaHIIMK, MPOW3BEACHHON IS pealu3alliy, MPUHUMACTCS YIIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM UCTIOJIHUTENBHOM BIACTH B CIyYae:

1) npeacTaBiIeHUsI COOTBETCTBYIOIIUM YITOJTHOMOUYEHHBIM (e/iepaIbHbIM OPraHOM HCTIOTHUTEIIbHON
BJIACTU 3aKJIIOYEHUS O PUCKE WM 00 yrpo3e >KU3HU WIN 3]I0POBbIO 4YelIOBeKa JMOO JKUBOTHOIO NpHU
MCI0JIb30BaHUU JIEKAPCTBEHHOI'O CPENICTBA;

2) nomauu pa3pabOTUYUKOM JIEKAPCTBEHHOI'O CPEACTBA WJIM IPOU3BOJIUTEIEM JIEKAPCTBEHHOTO
CpeacTBa JIMOO YMOIHOMOYCHHBIM UMHU APYTUM FOPUIAMYECKUM JIUIIOM 3asIBICHUS 00 HCKIIIOUEHUU U3
roCy/IapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEICTB (apMalleBTUYECKON CyOCTaHIUM, MPOU3BEIECHHOM
U1 pealin3aliuu;

3) orcytcTBUS (hapMalleBTHUECKON CyOCTaHIIMU, MPOU3BEICHHON /TSl pealn3aluu, B OOpalieH!H B
Poccuiickoii @enepanuu B Te4eHUE TPEX U OoJIee JeT.
(uacth 13 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

CraTtba 35. YTpatuna cuny ¢ 1 nronsa 2015 roaa. - PegepanbHbIv 3aKOoH oT 22.12.2014
N 429-P3.

Cratba 36. OOxanoBaHue peweHUMA 006 oOTKase B Bblgade paspelleHuss Ha
npoBeAeHWe KIIMHMYECKOro uccrnefoBaHUs JleKapCTBEHHOro npenaparta, pewweHuss o6
OoTKasze B roCyAapCTBEHHOW perncrpauuu JreKkapCTBEHHOro npenapara, 3aKnyYeHusi
KOMMUCCUM IKCMEPTOB IKCNEPTHOIrO YUpEeXAEHUs1 U 3aKNOYeHUsA coBeTa No 3TUKe

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

PenieHne coOTBETCTBYIOIIEIO YIOIHOMOUYEHHOIO (DeAepalbHOTO OpraHa MCIOJIHUTEIBHOW BIIACTH
00 oOTKa3e B Bblaye pa3pellieHUs] Ha MNPOBEAECHUE KIMHUYECKOTO HCCIIEOBAaHUS JIEKApCTBEHHOTO
Ipernapara, pelIeHHe YyKa3aHHOro (eaepanbHOro oOpraHa HCIONHUTENBHOM BIIACTM 00 OTKa3e B
rOCy/JapCTBEHHON PETUCTPALIMKA JIEKAPCTBEHHOI'O IIpenapaTa, 3akKIlYeHHE KOMHCCHU JKCIEPTOB
OKCICPTHOI'0 YUYpPCKIACHUA HIIUW 3aKIIOUYCHHUE COBCTA IIO OTUKEC MOXKET OLITh 00’KaJIOBAaHO B IopsaKe,
YCTaHOBJIEHHOM 3akoHOAaTenbcTBOM Poccuiickoin Penepanuu. 3akiIrO4eHHE KOMHUCCHUHU OKCIIEPTOB
OKCIICPTHOI'0 YUYPCKIACHHUA O B3aUMO3aMCHACMOCTH JICKAPCTBCHHLBIX IIPCIapaToB I MCEAUIIMHCKOIO
IpUMEHEHHs JH00 O TOM, YTO JIEKAPCTBEHHBIM Mpernapar A1 MEeIUIMHCKOIO MPUMEHEHUs He SBIISETCS
B3alMO3aMEHSIEMbIM, MOXET OBITh O00XaJIOBaHO JepXKaTelieM WIN BIaJeibleM PErUCTPALIMOHHOTO
yJIOCTOBEpEHHsI JIEKApCTBEHHOTO Ipernapara B YIOJIHOMOUYEHHbIH (eaepanbHblii OpraH UCTIOJIHUTEIbHON
BJIaCTH, KOTOpBIfI IIPHUBJICKACT K PaCCMOTPECHUIO YKaSaHHOI\/JI JKaII00bI NMOABECAOMCTBCHHBIC €MY HAY4YHBIC
OpraHu3ali ¥  oOpa3oBaTeJIbHBbIC OpPraHU3allMM  BBICHIETO  00pa30BaHHUs, OCYILECTBIISIOLINE
IeaTeNbHOCTh B c(epe oOpalleHus JIEKapCTBEHHBIX CPEACTB. 3aKIOYEHHE KOMMCCUH D3KCIEPTOB
HKCHEPTHOTO YyUYpexaeHus, O(OpMIEHHOE IO HUTOraM IepecMoTpa OO0KAJIOBAaHHOTO 3aKIIOUEHUS
JKCIEpPTa, MOXKET OBITh OCHOPEHO JAEp:KaTelleM WM BIAAEIbIIEM DPErHMCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOTO IIpernapara 00 YMOJIHOMOYEHHbIM MMM JIMLIOM B TOpPSJIKE, YCTaHOBIEHHOM
3akoHoAarenscTBOM Poccuiickoit @Denepauuu. Ilpu oOXxaloBaHUM pEIIEHUS YIOJIHOMOYEHHOTO
(benepanbHOrO OpraHa HCIOJHUTEILHONW BJIACTH, 3aKIIOUEHHMsS SKCIEpTa HIM KOMUCCHHM SKCIEPTOB
HKCHEPTHOTO YUPEXKIEHUS, 3aKJIIOUCHHs COBETA IO ATUKE Jep KaTellb WIM BIaJesel] PerucTPalluOHHOTO
yJIOCTOBEpEHHsI JICKApCTBEHHOIO TMpenapaTa 00 YHOJIHOMOYEHHOE HWMH JIMIO BIIPaBE MpPEICTaBUTh
PE3YIBTATEI JKCIIEPTU3BI JICKAPCTBCHHOI'O IIp€rapara, IMPOTOKOJbI IMOTYYCHHBIX AKKPECAUTOBAHHBIMH
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DenepanbHblii 3akoH ot 12.04.2010 N 61-3 To e T T p—
(pex. ot 03.04.2020) KyMCHT [pe/l0CTaBIICH v "

"O6 oOpareHnH JIeKapCTBEHHBIX CPeACTB" Hata coxpanenus: 09.06.2020

UCTIBITATEIILHBIMHU JIAOOPATOPUSMH (LIEHTPaMHK) Pe3yIbTATOB HCCIICAOBAHNI, NCTIBITAHHUH.
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Cratba 37. WHdopmauus, cBAizaHHasA C OCYLIECTBIEHUEM TrOCyAapCTBEHHOWM
perucTtpauuMm nekapcTBEHHbIX MpenapaTtoB, WHopmMauusa O 3aperucTpupoBaHHbIX
neKapcTBEHHbIX npenapatax W JfeKapCTBEHHbIX Mpenapartax, WCK/YEHHbIX U3
rocyaapcTBeHHOro peectpa fiekapCcTBeHHbIX CpeAcTB

1. CoOTBETCTBYIOIIMI YITOTHOMOYEHHBIN (he/iepalibHbIN OpraH UCIIOJIHUTEILHON BJIACTH pa3MeliacT
Ha cBOoeM odwuimanbHoM caiite B cetn "HHTepHer" uH(pOpMaNMIO, CBSI3aHHYIO C OCYIIECTBICHHUEM
roCy/IapCTBEHHOW PETrUCTpalMM JIEKAPCTBEHHBIX MpENapaTroB, B TOM YHUCIE MPOBEICHHUEM 3KCIIEPTU3bI
JICKapCTBEHHBIX CPEACTB (BKJIIOYAsi PE3yJbTaThl €€ MPOBEACHHS), MH()OPMAIMIO O 3apeTrUCTPHUPOBAHHBIX
JIEKapCTBEHHBIX IpenapaTtax M JIEKapCTBEHHBIX IIpernapaTax, HCKIIOYEHHBIX W3 TOCYIAapCTBEHHOTO
peecTpa JEKapCTBEHHBIX CPEJICTB, HE TO3JHEE YeM dYepe3 MATh padouyux THEH co JHS MOIy4YeHHUS
YIOJHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HUCIIOJIHUTEIBHON BJIACTH COOTBETCTBYIOIIEH HH(OPMALIUH.
(B pen. @exnepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 02.08.2019 N 297-®3)

2. Cpoku W TOpAOOK pa3MeElleHHs YKa3aHHOW B yacTu | HacTosmied cTatbu HHPOpPMAIUH
YCTaHABIIMBAIOTCS YIIOJHOMOYCHHBIM (eIepaIbHBIM OPTaHOM HCIIOJIHUTEBHON BiacTu. MHpopmarms,
yKa3aHHas B 4acTH | HACTOSIIEH CTaThH, SBJISETCS OTKPBITOM M OOIIEAOCTYMHON M MPEAOCTaBISETCS
3aMHTEPECOBAHHBIM JIMLIaM B COOTBETCTBHH C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu.

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

Mnasa 7. KMMHWYECKUE UCCIIEAOBAHUA JIEKAPCTBEHHbIX
NPEMAPATOB ANA MEANLUMHCKOIO NPUMEHEHUA, OrOBOP
Ob UX NMPOBEAEHUU, NPABA NAUUEHTOB, YYHACTBYIOLLUX
B 3TUX UCCIIEAOBAHUAX

Cratba 38. KnuHuuyeckme wuccnepnoBaHMA neKapCTBEHHbIX MpenapaTtoB AnNA
MeAULMHCKOro NpUMeHeHuUs

1. KnuHnyeckue uccienoBaHUs JIEKAPCTBEHHBIX MpEnapaToB A MEIUIIMHCKOTO NPHUMEHEHUs, B
TOM YHCJIC MCKAYHAPOAHBIC MHOT'OLICHTPOBLIC, MHOTOLICHTPOBBIC, MOCTPECTUCTPALIMOHHBIC, ITIPOBOAATCS B
OJHOW MJIM HECKOJIbKMX MEIMIMHCKUX OpPraHM3alUsAX B COOTBETCTBUHM C TMpPAaBUIIAMU HaJyIexallei
KJIIMHUYECKOW MPaKTUKHU, YTBEP>KIEHHBIMHU YIOJHOMOYEHHBIM (eiepaIbHbIM OPIaHOM HCIOJIHUTEIbHOU
BJIACTH, COOTBETCTBEHHO B CJIEAYIOUINX LIEIAX:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) YCTAHOBJICHUC 0e30IMacHOCTH JICKAPCTBCHHBIX IPCIIapaTOB AJIA 3A0POBBIX ,[[O6pOBOJ'IBI_IeB u (I/IJ'II/I)
MNEPEHOCUMOCTH UX 3JOPOBbIMU I[O6pOBOJ'IBIIaMI/I, 3a UCKJIIOYCHHEM TaKUX HCCIICIOBAHUM JICKAPCTBCHHBIX
npemnaparos, IIPONU3BCACHHBIX 3a MMPCACIIaMA Poccuiickoii (I)C,Z[CpaI_II/II/I;

2) noadop ONTUMAJIBHBIX JO3UPOBOK JIEKAPCTBEHHOIO Mpernapara 1 Kypca JISUeHHs! JUIsl Tal[eHTOB
C OIpeNeIeHHbIM 3a00JIeBaHUEM, ONTUMAIBHBIX /103 U CXEeM BaKIMHALMU HUMMYHOOHOJOTHMYECKUMHU
JIEKapCTBEHHBIMU MperapaTaMu 3I0pPOBBIX J100POBOJIBIIEB;

3) YCTAHOBJICHUC 0e30IMacHOCTH JICKApCTBCHHOTO IIpCIiapara u €ro B(I)(I)CKTI/IBHOCTI/I JJIs TIAaTUCHTOB
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C ompeaencHHbIM 3a0osneBaHueM, mpodumakTuyeckoil dHPEeKTUBHOCTH HUMMYHOOHOIOTHYECKUX
JIEKapCTBEHHBIX MPEMApaTOB IS 3J0POBBIX T0OPOBOIBIICE;

4) n3y4yeHue BO3MOXKHOCTH PaCIIMPEHUs OKa3aHUH I MEJUIIMHCKOTO IIPUMEHEHUS U BBISBICHUS
paHee HEN3BECTHBIX TOOOYHBIX JEHCTBUI 3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB.

2. B oTtHOmICHNHN BOCIIPOMU3BCACHHBIX JICKAPCTBCHHBIX IIPCIIapaToB AJId MEAUIMHCKOI'O IIPUMECHCHUSA
IMPOBOAATCA HCCICOOBAHHA OHMOAPKBUBAJICHTHOCTH U (I/IJII/I) TepaHeBTHHGCKOﬁ OKBHUBAJICHTHOCTH B
MOpAAKE, YCTAHOBJIICHHOM YIIOJTHOMOYCHHBIM (benepaﬂbelM OpraHomM HCITOJIHUTEIHLHOM BJIACTH.

3. Opranuzanuio MpPOBENEHUS KIMHUYECKUX HCCIIEI0BAaHUI JIEKAPCTBEHHOTO Ipernapara s
MEIULUHCKOTO IIPUMEHECHUS BIIPABE OCYILECTBIIATD:

1) pa3paboTuuk JeKapCTBEHHOI'O Ipernapara Wik yIoJHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTenbHBIC OpraHW3allMd BhICIIET0 O00pa30BaHUs, OpPraHMU3ALUU JIOTIOJHUTEILHOTO
poheCCHOHATTLHOTO 00pa30BaHMS;
(m. 2 B pea. @exnepanbuoro 3akona ot 02.07.2013 N 185-03)

3) Hay4YHO-UCCIIEI0BATEIbCKUE OPTraHU3alIUH.

4. KiuHMuYecKkHe HCCIeOBaHUS JIEKapCTBEHHOIO Ipernapara A MEJULMHCKOrO NPUMEHEHUS
IIPOBOJATCS HA OCHOBAaHUM pa3pelICHUs HA MPOBEIACHUE KIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOIO
npernapara, BbIIAHHOTO YIOJIHOMOYEHHBIM (efepaibHbIM OpPraHOM HCHOJHHUTEIbHOH  BIIACTH.
YTOIHOMOYEHHBIH (eepaabHbIil OpraH MCIOJHUTEIBHON BIACTH BEIET PEECTP BBIAAHHBIX pa3pelICHUi
Ha MPOBEJICHNE KIMHUYECKUX UCCIIEI0BAaHUM JIEKAPCTBEHHOIO Ipenapara, CoAepKallui yKa3aHue Ha uX
LIEJIb WM LIEJIA, B YCTAHOBJIICHHOM 3TUM OPTraHOM IOPSJIKE.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

5. Yrparun cuny ¢ 1 utons 2015 roma. - @enepanbhblii 3akoH oT 22.12.2014 N 429-D3.

6. K opraHu3aln IMPOBEACHUA KIIMHUYCCKUX HCCIIeT0BaHUM JICKAPCTBCHHOTO IMpfIiapara IJid
MCIUIHUHCKOIr0 MNPHUMCHCHUA pa3pa6OT‘II/IKOM JICKQpCTBCHHOT'O mpfriaparta MOTYT TIPHUBJICKATLCA
OpUIUYCCKUEC JIMIa 000 OpraHHSaHHOHHO'HpaBOBOﬁ q)OpMBI npu ycJoBHUU obecneueHUs
COOTBETCTBUS ATHX HCCICIOBaHUN Tp€6OBaHI/I$IM HaCTOAIICTO d)ezlepanLHoro 3aKOHa.

7. KinHMuYecKre HCCIeNOBaHUsl JEKApCTBEHHBIX MpEenapaToB s MEAUIMHCKOIO MPUMEHEHUS
MMpOBOAATCA B MCIAUIMHCKUX OpraHu3anugax, aKKpCAUTOBAHHBLIX YIIOJHOMOYCHHBIM (1)€I[epaJ'II>HI>IM
OpraHoOM HCIIOJHUTENBHOM BJIACTU B TOpsAJKe, ycTaHoBIeHHOM IlpaBurensctBoM Poccuiickoi
denepanuu.

8. IlepeueHp MEOUIIMHCKUX OpraHU3alldi, HWMEIONMX MpPaBO IMPOBOJUTH KIWHUYECKUE
WCCIIEIOBaHMs JIEKAPCTBEHHBIX IpEnaparoB s MEAMIIMHCKOTO IMPUMEHEHUs, U PEecTp BbLAAHHBIX
paspelleHuii  Ha  IPOBEACHHE  KIMHUYECKMX  MCCIEAOBAHMM  JIEKAPCTBEHHBIX  IPENapaToB
OIyOJIMKOBBIBAIOTCS U Pa3MELIAIOTCS YIMOJIHOMOYEHHBIM (eepalibHbIM OpPraHoM HCIIOJTHUTEIbHOU
BJIACTH B YCTAaHOBJICHHOM UM IOPsAJKE Ha CBOeM oduunanbHOM caiite B cetu "MHTepHeT".

Cratbsa 39. PeweHue o npoeeaAeHUnN KNMHMN4YeCcKoro nccriegqoBaHnsa neKapcrtBeHHoro
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npenapaTta Ana MeguLuMHCKOro npuMmeHeHus
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. KimHnueckoe wucciaenoBaHue JIEKapCTBEHHOIO IIpernapaTta s MEJUIUHCKOTO IPUMEHEHUS
IIPOBOJUTCS HAa OCHOBAHMM PA3PELUICHUs HA IPOBEICHUE KIMHUYECKOIO UCCIICIOBAHMS JIEKAPCTBEHHOIO
npernapara, BBIAHHOTO YIOJTHOMOYEHHBIM (pelepaibHbIM OpPraHOM HCIIOJHUTEIBHONH BJIACTH II0
pe3yabTaTaM SKCIEPTH3bl JOKYMEHTOB, HEOOXOAUMBIX JUIsl MOJIYy4EHHUs pa3pellieHHs Ha MpOBEJEHHE
KJIMHUYECKOT'0 MCCIIE0BAaHUs JIEKAPCTBEHHOIO IIpenapara U 3TUYECKON IKCIIEPTU3BL.

2. I[J'IH IMOJIYUCHHUA PaspCHICHUA Ha IIPOBCACHUC KIMHHUYCCKOI'O HCCICAOBAHHA JICKAPCTBECHHOI'O
npemnapara ajd MCAUIUHCKOI0 MPpUMCHCHHA 3aABUTCIIb MPCACTABIISICT B yrIOJIHOMO‘IGHHLIfI (beﬂepaHBHLIf/’I
opradn HCITOJIHUTEILHOM BIIACTH:

1) 3asiBeHUE O BbIJAUE pa3pellieHusl Ha IPOBEACHUE KIMHUYECKOTO UCCIEA0BAaHUS JIEKAPCTBEHHOTIO
npernapara Juisi MEAMLIMHCKOTO TPUMEHEHMS;

KoncynprantlIntoc: npumedanue.
C01.01.2021 B 1. 2 4. 2 cT1. 39 BHOCsTCA u3MeHeHus (P3 ot 27.12.2019 N 478-D3).

2) KOMHH JTOKYMEHTOB, TMOJTBEPXKIAIOUIUX YIIATy TOCYJapCTBEHHOM MOUUIMHBI 3a MPOBEIACHUE
STUYECKOM SKCHEPTU3bl, SKCIEPTU3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM Ipenapar sl MOJIy4eHUs
paspemieHuss Ha MPOBEICHUE KIMHUYECKOIO MCCIENOBAHMS JIEKAPCTBEHHOIO IIpenapara s
MEIULHUHCKOTrO MPUMEHEHHUs, 3a BbIJayy pa3pelleHHs Ha MPOBEICHUE KIMHUYECKOTO HCCIEHOBaHUs
JIEKapCTBEHHOT O Mpenapara Jyisi MEAUUMHCKOTO MIPUMEHEHUS, 3a MPOBEACHUE IKCIIEPTU3bl JOKYMEHTOB
Ha JIEKAPCTBEHHBIM IMpenapar s [OJYyYEHHs pa3pelieHuss Ha MPOBEICHHE MEXIyHApPOIHOIO
MHOTOLEHTPOBOIO KJIMHUYECKOTO MCCIEA0BaHUs JIEKAPCTBEHHOrO IIpernapara sl MEIULIHUHCKOIrO
IPUMEHEHHUs], 3a BblJA4y pa3pelieHds Ha IMPOBEICHHE MEXKIYHAPOJHOIO MHOTOLEHTPOBOIO
KJIMHUYECKOTO HCCIEOBAHUS JIEKQPCTBEHHOrO TIpernapara i MEAULIHUHCKOrO0 NPUMEHEHHs, 3a
IPOBEJICHUE ITUYECKOW DKCIIEPTU3bl, DKCHEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Mmpemnapar st
MOJYYECHUSI PaA3pCUICHUS] Ha TMPOBEICHUE MOCTPErMCTPAMOHHOTO KJIMHUYECKOTO HCCIIEIOBaHUSA
JIEKapCTBEHHOI'0 IIpernapara Juisi MEIULMHCKOrO IMPUMEHEHUS, 34 BbIJAYy Pa3pelICHHs Ha IPOBEICHUE
MOCTPETUCTPALMOHHOTO KIIMHUYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOrO Ipernapara s MEAUIUHCKOIO
MIPUMEHEHHUS, WM 10 COOCTBEHHOW WHHUIIMATHUBE YKa3aHHbIE JOKYMEHTHL. B cimyuae HempencTaBieHUS
3asBUTENIEM YKa3aHHBIX JIOKYMEHTOB YTOJHOMOYEHHBIN (heepaibHbIil OpraH MCIOJHUTEIHHOM BIIACTH
npoBepsieT (pakT ymiIaTel TOCYIApPCTBEHHOW MOIUIMHBI C HCIOJIb30BaHHEM HH(pOpMAIMU 00 yraTe
TrOCyJapCTBEHHOW TONLIUHBI, cojepkamelics B [ocymapcTBeHHOW WHGOPMAIIMOHHOW CHCTEME O
FOCYJIapCTBEHHBIX U MYHULMNAIbHBIX IUIATEXKAX, HA OCHOBAaHMUU NPEICTABICHHBIX 3asBUTEIEM KOIUU
JIOKYMEHTOB;

3) MMPOTOKOJI KIIMHUYECKOTIO HCCICAOBAHUA JICKAPCTBCHHOTO IIpenapara il MEAUIUHCKOIO
MMPUMCHCHUS,;

4) Oporropy uccaeaoBaTes;
5) nHGOpPMaAIIMOHHBIH JIMCTOK MAlUEHTA;

6) CBCACHUA 00 ormbITe pa60TBI HccliegoBaTeleil Imo COOTBCTCTBYIOIINM CIICIUAJIBHOCTAM H HX
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OIIBITC pa6OTBI 110 IPOBCACHUIO KIIMHUYCCKUX HCCHCHOB&HHﬁ;

7) CBCACHUA O MCOAMIUHCKUX OpraHu3aluiax, B KOTOPBIX MPCAIOJaracrcda IMpoOBCACHUC
KJIMHUYECKOI'0 MCCIIEI0BAHUS JIEKAPCTBEHHOrO MpernapaTa A MEJUIMHCKOTO NMpUMEHEeHMs (IOJHOEe U
COKpaIllleHHOE HAaUMEHOBAHMs, OpraHU3allMOHHO-TIpaBOBas (opMa, MECTO HAXOXICHHS M MECTO
OCYILECTBIICHUSI I€ATEIILHOCTH, Teae(oH, Teaedakc, agpec IeKTPOHHON MOYThl KaX10M MeIUIMHCKOM
OpraHM3alMn);

8) CBCIACHU () npeamojaara€MabIix CpoKax IIPOBCACHUA KIIMHHUYCCKOI'O HCCICa0BaHUs
JICKApCTBCHHOTO ITperiapara JJIisi MCAUITUHCKOI'O MIPUMCHCHUS

9) KOIIMKO J0roBopa 0053aTeNLHOr0 CTpaxOBaHUs, 3aKJIHOYCHHOTO B COOTBCTCTBUHU C THIIOBBIMU
ImpaBUJIaMHn 00513aTEIILHOTO CTpaxoBaHHid, C YKa3aHUCM HpCIICHBHOﬁ YHUCJICHHOCTH ITAallMCHTOB,
y4aCcTByromux B KIIMHAYCECKOM HCCICAOBAHUU JICKAPDCTBCHHOI'O Ipflapara o MEAUIHUHCKOI'O
IMPUMCHCHUS

10) undopmaruio o coctaBe JEKapCTBEHHOTO Mpernapara 1 MEAUIIMHCKOTO IPUMEHEHHS,;

11) nOKyMeHT, cocTaBiICHHBI MPOU3BOAUTENEM JIEKAPCTBEHHOrO Mpenapara JUisi MEAUIIMHCKOIO
IPUMEHEHHUsST U COJEpKalllMi IOKazaTesn (XapaKTepUCTHKH), a TaKKe CBEIEHHs O JIEKapCTBEHHOM
npernapaTe Uil MEAMLMHCKOIO IPUMEHEHHS, NPOU3BEIEHHOM JUISl MPOBEACHUS KIMHUYECKUX
HCCIICIOBAHUN;

KoncynprantlIntoc: npumeyanue.
C 01.01.2021 B m. 12 4. 2 ct. 39 BHOCATCs n3meHeHus (D3 ot 27.12.2019 N 478-D3).

12) xomwro JIMIIEH3WM Ha TPOU3BOJCTBO JICKAPCTBEHHBIX CPEJICTB B CIIy4ae, €CJIH IPOW3BOJICTBO
JIEKapCTBEHHOTO Tpernapara ocyiecTsiseTcss B Poccuiickoit ®eneparuu, Wik KOMHIO 3aKIIOYSHUS O
COOTBETCTBUHM IPOM3BOJMUTENS JIEKAPCTBEHHOTO TMperapara TpeOOBaHWSAM MPaBUI  HAJJICKAIICH
MIPOU3BOJICTBEHHOW TMPAKTUKHU, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl IPOU3BOIUTEINS
JIEKapCTBCHHOTO TIperapara.

(B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

KoncynprantlIntoc: npumedanue.
C 01.01.2021 ct. 39 nonoausercs 4. 2.1 (@3 ot 27.12.2019 N 478-D3).

3. B cpok, He npeBbILaouUil NATH padounx JHEH co THS MPUHATHS YKa3aHHOTO B MyHKTE | yactu
2 HacTOsIIEeH CTaTbU 3asBICHHUSI U HEOOXOAMMBIX JOKYMEHTOB, YIOJHOMOYEHHBIH (enepanbHblil opran
VICIIOJTHUTEJIBHON BIIACTH:

1) MMpOBOAUT MPOBCPKY MHMOJIHOTHI U JOCTOBECPHOCTHU CBCﬂCHHﬁ, COACPpKANXCA B MPECACTABJICHHBIX
3asABUTCIIEM JOKYMCHTAaX;

2) MNPUHUMACT PCHICHUC O MPOBCACHUHU SKCIICPTHU3BI JOKYMCHTOB JIS IMOJYYCHHA PA3PCIICHUA Ha
IMPOBCACHUEC KIIMHUYCCKOr0 UCCIICAO0BAHUA JICKAPCTBECHHOT'O IMperapara A MEAUIUHCKOTO IMMPUMCHCHU A
U dTUYECKOH SKCIICPTU3LI TN 00 oTKaze B MMPOBCACHNHN YKA3aHHBIX SKCIICPTHU3,
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3) yBenomisieT B JJIEKTPOHHOM (opme miM Ha OyMa)XHOM HOCHUTENE 3asBUTEIS O MPHUHITOM
penreHny 100 B cliydae MPUHATHS PEIICHUS 00 OTKa3e TAKKe C YKa3aHUEM IMPUYHH TAaKOTO 0TKa3a;

4) IMOATOTAaBJIMBACT M HAIPABIACT B OSKCICPTHOC YUPCKIACHHUC M COBET IO OTUKEC 3aJJaHUC Ha
MMPOBCACHUEC COOTBCTCTBYIOIINX SKCIICPTUS.

4. B cnydae BbISBICHUS HEMOJTHOTHI M (WUJIM) HEJOCTOBEPHOCTH HH(pOpMAINH, cOoAepkKalleics B
NPEJCTaBICHHBIX 3asABUTENEM IOKYMEHTAaX, YIOJHOMOYEHHBIH (elepantbHblii OpraH HCIOJIHUTEIbHON
BJIACTH HAIPABIIAET 3aSBUTENIO 3aIPOC 00 YTOUYHEHUH yKa3zaHHOW mHpopManuu. [[aHHBINA 3a1IpOC MOXKET
OBITH TNepeJaH YHNOJHOMOYEHHOMY MpPEICTABUTENIO 3asBUTES JIMYHO IOJ PACIUCKY, HAIpaBJeH IO
MOYTEe 3aKa3HbIM MHCHbMOM WJIM MEpellaH B JEKTPOHHOU (opMe Mo TeJIeKOMMYHHKAIIMOHHBIM KaHalaM
CBA3U. B ciywyae HampaBieHHs [aHHOrO 3ampoca IO I0YTE€ 3aKa3HbIM IIMCBMOM OH CYMTAeTCs
MOJIyYEHHBIM 10 MCTEYEHHH IIECTH JHEH ¢ JaThl HANpaBJICHMs 3aKAa3HOTO MHUCbMA. 3asgBUTENb O0s3aH
MPEJCTaBUTh OTBET Ha 3alpoCc YHNOJHOMOYEHHOTO (heliepalbHOr0 OpraHa HMCIOJHUTEIHHON BIACTH B
CPOK, HE TIPEBBIMIAIOIINN IeBIHOCTa pabouux aHEH co qHs ero noiaydyeHus. Cpok, yKa3aHHBIN B yacTtu 3
HACTOAILIEH CTaThbU, IPUOCTAHABIMBAETCSA CO JIHA HAIpaBJICHUS 3asBUTEINIO 3allpoca YIOJIHOMOYEHHOIO
(benepanbHOro opraHa MCHOTHUTENLHOM BIACTH O JHS MOJTYYEHHs] UM COOTBETCTBYIOIIEIO OTBETA U HE
YUUTBIBACTCSI TPHU HMCYUCICHHH CpPOKa TMPHHATUS YHOJHOMOYECHHBIM (elepaJbHBIM  OpraHOM
WCIIOJTHUTENIBHON BJIACTH PELUEHHUS O MPOBEIECHUU SKCIEPTU3bI JOKYMEHTOB ISl IOJIYYEHUS pa3pelieHus
Ha [IPOBEJICHUE KIMHUYECKOIO MCCIEA0BAaHUS JIEKAPCTBEHHOrO Mpenapara JUisi MEAUIIMHCKOTO
MIPUMEHEHUS.

5. OcHoBaHMEM /JIsl OTKa3a B MPOBEACHUU SKCIEPTU3bI JOKYMEHTOB JJISl MIOJyUYEHUsl pa3pelleHust
Ha TpOBEJEHHE KIMHUYECKOr0 MCCIEJOBAHUS JIEKApCTBEHHOTO IpemnapaTta Uil MEIUIMHCKOIo
IPUMEHEHUST U OTUYECKOW HKCHEPTU3bl SBISIETCS NPEJICTaBICHUE JOKYMEHTOB, IIPEILyCMOTPEHHBIX
YacThl0 2 HACTOALIEH CTaThbU, B HEMOJHOM OOBEME, HENpe/ACTaBICHUE 3asBUTEIEM B YCTaHOBJICHHBIN
CPOK OTBETa Ha yKa3aHHBIH B 4acTH 4 HACTOSIIEH CTAaThU 3alpoOC YIOJHOMOYEHHOTO (enepaibHOro
OpraHa HCHOJHMTENbHOM BiIacTu JIMOO OTCYTCTBHE B IPEJCTABICHHBIX JOKYMEHTaX HCUEPIIBIBAIOLIETO
nepeyHss HeoOXoAUMON HMH@OpMaluu WM UHGOpMaluU, KOTOpas JO0JKHA ObITh OTpa)Ke€Ha B HHX, a
TaKXke OTCYTCTBHE HH(OpPMAalLMH, MOATBEpKAAOLIEH (akT ymiuaTel rocy1apcTBEHHOW MOLUIMHBI 32
MIPOBEJICHUE OSTUYECKOW HKCIEPTU3bl, IKCHEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipernapar Jyis
MIOJIyYEHHUsI pa3pellieHUs] Ha MPOBEIEHUE KIMHUYECKOIO MCCIIEN0BAaHUs JIEKaPCTBEHHOIO IpenapaTa AJs
MEIUIMHCKOTO TPUMEHEHUs, 3a BbIJAuy pa3pellieHus Ha IMPOBEIECHUE KIMHUYECKOTO HCCIIEAOBAHUS
JIEKapCTBEHHOI'O Ipenapara Uil MEIULUHCKOTO IPUMEHEHHUS, 3a IPOBEICHUE SKCIEPTU3bl JOKYMEHTOB
Ha JIEKapCTBEHHBIM Mpemnapar MJisi I[OJIy4€HHs pa3pellieHuss Ha MPOBEIACHHE MEXIYHapOIHOTO
MHOTOLICHTPOBOTO KJIMHMYECKOTO HCCIIEOBaHUS JIEKapCTBEHHOIO IIpernapara s MEIUIMHCKOrO
NPUMEHEHUs, 3a BbIJA4y pa3pelieHuss Ha [POBEJIEHUE MEXKIyHapOJAHOIO MHOTOLEHTPOBOTO
KJIIMHUYECKOTO HCCIIEJOBaHUS JIEKAPCTBEHHOI'O IIpernapara Uil MEOULUHCKOTO IPUMEHEHMs, 3a
MIPOBEJICHUE OSTUYECKOW HKCIEPTU3bl, IKCHEPTU3bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIM mpernapar Jyis
IIOJIyYEHUsI PA3pEUICHMs] Ha MPOBEACHHE IOCTPETUCTPALMOHHOTO KIMHUYECKOIO HCCIIEIOBAHUS
JIEKapCTBEHHOI'0 Mperapara Ui MEAMIIMHCKOrO0 MPUMEHEHHUs, 3a BblJauy pa3pellieHHs] Ha IpPOBEICHHE
MIOCTPETUCTPALIMOHHOIO KJIMHUYECKOTO HMCCIIEIOBAHUS JIEKAPCTBEHHOIO IpenapaTa Ajas MEAMIIMHCKOIO
MIPUMEHEHHUS.

6. HpOBe,Z[CHI/IC OKCIICPTHU3bI JOKYMCHTOB JUIA TIOJYUCHUA pPa3spClIiCHUd Ha MIPOBCIACHHUC
KIIMHUYCCKOI'0 UCCICA0OBaHUs JICKAPCTBCHHOTO Mpcrapara A MCAUIIUHCKOIr0 MPpUMEHCHUA U ITHYCCKOM
9KCIICPTU3BI, COCTABJICHUC KOMHCCHEN OKCIICPTOB U COBCTOM I10 3TUKEC 3aKJIIOUYCHHUM 0 BO3MOKHOCTH HJIN
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HEBO3MOKHOCTH TPOBEJICHMS TAKOTO KIMHUYECKOTO MCCIACAOBAHUS M HAIPaBJICHUE ITHX 3aKIIOUCHUN B
YIOJHOMOYCHHBIN (efiepaibHBIi OpraH HCIOJHUTEIBHOW BIACTH OCYIIECTBISIOTCS B CPOK, HE
MPEBBIMIAOIINN TPUALIATA PaOOYUX JHEH CO JHS TOJYYCHHUS SKCIIEPTHBIM YUYPESKICHHUEM 3alaHus
YIOJHOMOYEHHOTO (eepaTbHOTO OpraHa WCHOJHUTEILHOW BIACTH C TPUIOKEHUEM JIOKYMEHTOB,
yka3aHHbIX B myHkTax 3, 4, 10 m 11 wactu 2 Hacrosmed CTaTbM, U COBETOM II0 JTHUKE 3aJaHHS
YIOJHOMOYEHHOTO (heepaTbHOTO OpraHa HUCHOJHUTEILHOW BIACTH C TPUIOKEHUEM JIOKYMEHTOB,
yKa3aHHBIX B MyHKTax 3 - 6, 8 1 9 yactu 2 HaCTOAIIEH CTaThH.

7. B cpok, HE TPEBHIMIAOIINN TATH padOYUX THEH CO JHS MOJYYCHUS 3aKITIOUYCHUN, YKa3aHHBIX B
yacTu 6 HACTOsIIIEN CTaTbH, YIOJHOMOYEHHBIHN (elepanbHblii OpraH UCIIOJIHUTEILHON BIACTH:

1) OCYHICCTBIIACT OLCHKY NMOCTYIIMBIINX 3aKJIF0YCHUM AJI onpeACIICHUA UX COOTBCTCTBHUA 3aJaHUAM
Ha NPOBEACHUE COOTBECTCTBYIOIUX OKCIICPTHU3,

2) NpuUHUMAET pEUIeHHE O BblJaue pa3pellieHUss Ha IPOBEIECHUE KIMHUYECKOIO MCCIIEI0BaHUs
JIEKapCTBEHHOI'0 Ipernapara il MEIULIUHCKOIO NPUMEHEHHs WM o0 OTKa3e B BblJauye yKa3aHHOI'O
paspelIeHus;

3) BbIJACT PA3PCUHICHUC HA IIPOBCACHUC KIIMHUYCCKOI'O MCCICAOBAHUS JICKAPCTBCHHOI'O IIpCIlapara
AJd MCOUOUHCKOrO MHPHUMCHCHUSA WM PCUHICHUC 00 oTkKase B BbLIAYC YKa3aHHOI'0 pa3pClICHUs C
YKa3aHHuEM IIPUYIHNH OTKa3a.

8. OcHOBaHUEM JUIsl OTKa3a B BblJaye pa3pellieHUs] Ha MPOBEJCHHE KIMHUYECKOIO HMCCIEI0BaHUs
JIEKApCTBEHHOIO IIpenapara Uil MEIULUMHCKOIO IPUMEHEHUS SABIIACTCA HAIUYME 3aKII0YEHUs KOMUCCHUU
JKCIIEPTOB WIJIM 3aKJIIOYEHUS COBETa II0 3THKE O HEBO3MOXKHOCTH IIPOBEIACHUS KIMHUYECKOIO
UCCIEAOBAHUA JICKAPCTBEHHOIO IIpenapara Uil MEAMIUHCKOrO IIPUMEHEHHUSA II0 pPe3yJbTaraM
IIPOBEJICHHBIX 3KCIEPTHU3, IPEYCMOTPEHHBIX YacThi0 6 HACTOALIEH CTAaThU.

9. Pemienne 00 oTka3ze B MPOBEACHHUM SKCIEPTH3bI JOKYMEHTOB JJIsl TOJTYYEHHS pa3pelieHus Ha
MPOBEJICHUE KIIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOr0 Ipemnapara Juisi MEAUIUHCKOTO MPUMEHEHHUS
U OTUYECKOM DKCIEPTU3bl M B BbIJau€ pa3pelleHUss Ha NPOBEIAEHUE KIMHUYECKOTO HCCIIEIOBaHUs
JIEKApCTBEHHOT'O TIperapara JUisli MEIUIIMHCKOTO TPUMEHEHUSI MOXKET OBITh 00XaJOBAaHO B TOPSIKE,
YCTaHOBJICHHOM 3aKOHOAATENLCTBOM Poccuiickon ®denepauuu.

CtaTtbsa 39.1. 3Tnyeckas akcnepTusa
(BBeneHa PenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. Otrueckas OKCIICPTHU3a MPOBOAUTCA COBETOM 11O 3THUKE, CO3JJAHHBIM B IMOPAJAKE, YCTAHOBJICHHOM
YIOJIHOMOYCHHBIM q)enepaanHM OpraHomMm HCIIOJIHUTEIbHOMN BJIaCTH, B ICIIAX Bbla4YU 3aKIHOYCHUSA 00
THYECKON 000CHOBAHHOCTH BO3MOXXHOCTH MPOBCACHUA KIIMHUYCCKOTO MCCJICAOBAHUA JICKAPCTBCHHOT'O
npenapara i MCIUIUHCKOTO IIPUMCHCHH .

2. DKcrepTaMy COBETa MO 3TUKE MOTYT OBITh MPEACTABUTEN MEIUIIMHCKAX OPraHU3aINi, HAYIHBIX
OpraHm3aiuii, 00pa30BaTeNbHBIX OpPraHM3AIMA BBICIIETO OOpa3oBaHMs, a TaKXKe NPEICTaBUTENN
OOIIIECTBEHHBIX OpPTaHU3AINi, PEIIUTHO3HBIX OPTraHU3AIMK M CPEACTB MaccOBOW MH(popManuu. J[aHHBIE
OKCIIEPTHl HE JIOJDKHBI HAXOAUTHCA B KAKOW-THOO 3aBHUCHMOCTH OT Pa3paOOTUYUKOB JIEKAPCTBEHHBIX
MPENapaToB U APYTUX JIUI, 3aUHTEPECOBAHHBIX B PE3YJIbTATaX 3THYECKON IKCIIEPTU3BI.
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3. Omnata yciayr SKCIEPTOB COBETa IO JTHKE OCYILIECTBIISIETCS HAa OCHOBAaHUM JOrOBOpa,
3aKJIIOYCHHOTO MEX/y YHNOJHOMOYECHHBIM (peliepalbHbIM OPraHOM HCIIOJHUTENBHON BIIACTH, KOTOPBIM
CO3JIlaH COBET IO 3THUKE, M OKCIEPTOM COBETa IO O3THKE, 3a cyeT OIOPKETHBIX aCCUTHOBAHMUH,
MPEIYCMOTPEHHBIX YHNOJIHOMOYEHHOMY (elepaIbHOMy OpraHy HWCIHOJIHUTENBHOW BJIACTH, KOTOPBIM
CO3JlaH COBET IO 3THUKE, B (elepanbHOM OIOIKETe Ha COOTBETCTBYIOIIMH Toj Ha OOecreueHHe ero
NEesATEIbHOCTH, B pa3Mepax, ycraHoBieHHbIX [IpaBurensctBoM Poccniickoit denepanuu.

4. DkcnepTbl coBeTa MO ATHKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEIIHCTBOM
Poccuiickoit ®enepanuu.

5. CocTaB coBeTa MO ATUKE, MOJOKEHHE 00 ATOM COBETE, MOPSAO0K €Tro ASATEIbHOCTH, TPEOOBAHUS K
KBTM(DUKAIIMH U OIBITY Pa0OTHI MO SKCIIEPTHOM OIEHKE HAYYHBIX, MEIUIIMHCKUX H 3TUYCCKUX ACTIEKTOB
KJIMHUYECKUX  HMCCICOBAHUN  JICKAPCTBEHHBIX MpEnapaTtoB Ui MEIUIMHCKOTO IMPUMEHEHHS,
MPEIBbABISIEMbIE K JKCIEPTAM COBETA MO 3THKE, MOPAJOK OpPraHu3alld W MPOBEICHHS ITUYECKOU
SKCIEePTU3bL, (hOpMa 3aKITIOUEHUS COBETAa MO STUKE YCTAHABIMBAIOTCA YIOJIHOMOYEHHBIM (helepaabHbIM
OpPraHoM HCIOJIHUTEIbHOM BJIACTU. YMCIIO MNpencTaBUTENCH MEAUUMHCKUX OPraHU3alMil HE MOMKET
MPEBBILIATH MMOJOBUHY OT OOIIETO YHCIIa HKCIIEPTOB COBETA MO STUKE.

6. Uudopmanus o cocraBe coBeTa IO 3THKE, IJIaHAX €ro paboThl M TEKyLIeH HEATEIbHOCTH
pa3merniaercs Ha OQUIMAIBLHOM CalTe YIOJHOMOYEHHOIo (elepanbHOr0 OpraHa HCIHOJIHUTEIbHON
BJacTH B ceTu "MIHTepHET" B yCTAaHOBJIIEHHOM UM MOPSAJIKE.

Cratbsa 40. lNpoBeaeHne KNMHUYECKOro UCCreaoBaHUA NeKapCTBEHHOro npenapara
AnA MeAULMHCKOro npuMeHeHus

1. PykoBoauTenb MEIMIMHCKON OpraHM3alllH, KOTOpas MPOBOIAUT KIMHUYECKOE HCCIIECOBAHHE
JIEKApCTBEHHOTO0  TIpermapara s  MEIUIMHCKOTO  TNPUMEHEHHs, Ha3HauaeT  MCCIeqoBaTes,
OTBETCTBEHHOTO 3a TMPOBEJCHHWE TAaKOro MHCCIENOBAHUS W HMEIOLIEro Je4eOHYI0 CHelHalbHOCTD,
COOTBETCTBYIOIIYIO MPOBOJUMOMY KIMHUYECKOMY HCCIIEIOBAHHUIO JIEKAPCTBEHHOTO IMpernapara, co
CTakeM paboThl MO MporpamMMmaM KIMHHYECKUX HCCIEAOBAaHUMN JIEKapCTBEHHBIX IMpENapaToB HE MeHee
YyeM TpU roja M IO €ro MPEeIOKEHUIO0 HA3HAYAeT COMUCCIENOBATENIC W3 4YHWClia Bpayed 3Tou
MEIULHUHCKON OpraHu3aluu.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. HccnenoBarenn OCYHICCTBJIACT BBI60p MNanueHTOB, KOTOPBIC IO MCIUIHWHCKUM IIOKA3aHUAM
MOTYT OBITH MIPHUBJICYCHBI K YYAaCTHUIO B KIIMHUYCCKOM HCCICAOBAHUU JICKAPCTBCHHOTO Ipfrapara IJId
MCIUITUHCKOI'O IPUMCHCHUS.

3. UccnemoBaTenrs ©  COMCCIIEAOBATSIIN JOJIXKHBI OBITb O3HAKOMIIEHEI C pe3yjibTaTaMn
JAOKIIMHUYCCKOI'O HUCCICI0BaHUA JICKApCTBECHHOI'O cpeacTna, COJACPKaAIUMHUCA B 6p01u10pe
HCCIICO0BATCIIA, INPOCKTOM IMPOTOKOJIAa KIIMHUYCCKOI0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIperiapara IJId
MCIUIHUHCKOI'O NMPHUMCHCHUA, pa3p8.60TaHHLIM pa3p360T‘-II/IKOM JICKAPCTBCHHOT'O IIpCliapaTa WJIW HHBIM
OPUINYCCKUM JIMIIOM, IPHUBJICKACMBIM K OpraHu3allvi IPOBEACHHA KIMHHUYCCKOTO HCCICAOBAHUA
JICKApCTBCHHOT'O IMpfriaparta I MCAUIUHCKOrO MNMPUMCHCHUSA, U APYTUMH MaTCpUalaMHd TaKOro
HUCCICIOBaHUs.

3.1. PykoBoauTens MEAMIIMHCKOW OpraHU3alMy B CPOK, HE MPEBBIMIAIOLINA TpeX pabouux JIHEH co
JTHSI Havajia MPOBEIEHUS] KIIMHUYECKOTO HCCIEA0BAaHUS JIEKAPCTBEHHOrO Mpernapara Jisi MEAUIIMHCKOTO
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MIPUMEHEHHUs, coo0IIaeT 00 3TOM B YIOJHOMOYEHHbIN (hefepaibHblii OpraH HMCIOJHUTEIBHON BJIACTH,
BBIJIABIINI pa3pelieHre Ha TPOBEICHUE TAKOTO UCCIICIOBAHMS, 10 YCTAaHOBICHHOHN UM hopme.
(dactp 3.1 BBeaeHa denepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

4. Opranuzauuy, OCYILIECTBIIAIOIINE OPraHU3alMI0 IPOBEAEHUS KIMHUYECKOIO HCCIEIOBAHUS
JIEKapCTBEHHOI'O IIpernapara Uil MEIWLUHCKOIO IPUMEHEHUs W yKa3aHHble B 4YacTu 3 craThu 38
Hacrosniero denepaabHOr0 3aKOHA, B CIydae HEOOXOAMMOCTH BHECEHHsS] W3MEHEHUH B IPOTOKOIN
KJIMHUYECKOI'0 MCCIIEIOBAHUS JIEKAPCTBEHHOIO Ipernapara JUlsi MEAULIUHCKOrO MPUMEHEHUS COOOLIAt0T
00 3TOM B YIOJIHOMOUYEHHBIH (hesiepasibHbIi OpraH UCTIOJHUTENFHON BIIACTH, BBAABIINMA pa3pelieHne Ha
IIPOBE/IEHUE TAaKOT'O UCCIIEJOBAHUS, 110 YCTAHOBJIEHHON UM (hopme.

(B pen. denepanbuoro 3akona ot 11.10.2010 N 271-03)

4.1. CDopMa COO6H.[CHI/IH O BHECCHMH H3MCHCHHH B IIPOTOKOJ KIMHHUYCCKOI'O HCCIICAOBAaHUSA
JICKApCTBCHHOTO IIperiapara 11 MCAUIUHCKOIO IPUMCHCHUA JOJKHA COACPKATE CIICAYIOINEC CBCACHUA!

1) HauMeHOBaHKE, UICHTU(PUKAIIMOHHBIN HOMEP U J1aTa MPOTOKOJIa KIMHUYECKOTO MCCIICIOBAHNS,
2) nata BHECEHUSI K3MEHEHUM B MPOTOKOJI KIIMHUYECKOTO UCCIEA0OBAHUS;
3) HaMMEHOBAHHME U MECTO HAXOXKJCHUS 3asIBUTEIIS;

4) HaMMEHOBaHUE OpraHU3allMU, IPUBJICYEHHON pa3pabOTUMKOM JIEKaPCTBEHHOI'O Ipenapara K
OpraHu3al1M IPOBEACHUS KIMHUYECKOTO UCCIIe0BaHuUs (IPH HATUYHH);

5) HaAaNMMCHOBAHUA M MECTa HaAXOXIACHHA MCIHUIHMHCKHX opraHmauHﬁ, B KOTOPBIX IMPOBOAUTCA
KIIMHUYCCKOC UCCICA0OBAHUC,

6) narta BbIJAYM pa3pelIeHHs Ha IMPOBEACHHUE KIMHUYECKOTO MCCIEAOBAHHUS M HOMEP 3TOrO
paspelieHus;

7) ©3MEHEHUs1, BHOCUMBIE B TIPOTOKOJI KIIMHHYECKOTO MCCIIETIOBAHUS.
(dactp 4.1 BBenena denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He mpeBbIIAMUNA TpUAUATH padoYnX JHEH co IHA MOJIy4eHHs YKa3aHHOTo B 4actu 4
HACTOsIIIEeH CTaThU COOOIEHHs, YIOJHOMOYEHHBIH (enepaabHblii OpraH HCHOJIHUTENBHOM BIACTH
paccMaTrpuBaeT 3TO COOOIIEHHWE B YCTAaHOBJIEHHOM UM MOPSAKE W NPUHUMAET PEIICHHWE O BHECEHHH
U3MEHEHUN B IIPOTOKOJ KIMHUYECKOTO HMCCIIEIOBAaHUS JIEKAPCTBEHHOIO Ipernapara I MEIULUHCKOIO
NpPUMEHEHHUsT UJIM 00 OTKa3e BO BHECEHUMM Takux u3MeHeHui. Ilpu paccmoTpeHuu cooOuieHus o
HEOOXO/MMOCTH BHECEHMsI HM3MEHEHUH B IPOTOKOJ KIMHMYECKOIO MCCIIEOBAHUS JIEKApCTBEHHOIO
npernapata JJii MEIULUMHCKOTO MPUMEHEHHS B LEIAX OLEHKM OOOCHOBAaHHOCTU IpeAJiaraeéMbIX
U3MEHEHUN U OIpPENENICHUs CTEIEHU PUCKA Ul MAlUEHTOB, NIPUHUMAIOLIUX y4acTUE B KIMHUYECKHUX
UCCIIEIOBAHMX, YIOJIHOMOYEHHBIM (efepalbHbIM OpPraHOM MCIOJHUTEIBHOW BJIACTH  MOTYT
IIPUBJIIEKATHCS SKCIIEPTHI COBETA I10 DTUKE.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Kiaumnuyeckoe ucciaegoBaHUE JIEKApCTBEHHOIO Mperaparta Juisi MEIUIMHCKOTO MPUMEHEHUS
MOKET OBITh MPHOCTAHOBJIEHO WJIM MPEKpAIIeHO, €CIM B IpOILecce €ro NpoBeAeHHs OOHapy)KeHa
OMAaCHOCTb JIJISl KU3HHU, 3I0POBbS MALMEHTOB. B cilyyae BO3HUKHOBEHUSI ONACHOCTH JIJIsl dKU3HU, 3JI0POBBS
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MallUEeHTa, YYaCTBYIOIIETO B KIMHUYECKOM HCCIEAOBAaHUM JIEKAPCTBEHHOrO Mpernapara s
MEIUIMHCKOTO TPUMEHEHHUs, HMCCIIEeNOBaTeNd 005M3aHbl MPOUH(DOPMUPOBATH 00 3TOM PYKOBOJIUTENS
MEIULMHCKOM OpraHu3aldd W  OPraHU3aluio, [OJIYYMBIIYIHO pa3pelieHHue  YIOJIHOMOYEHHOTO
benepanbHOrO OpraHa HCIOJHUTENBHONW BIACTH Ha OPraHU3alUI0 TPOBEACHHUS KIMHUYECKOTO
HCCIIEA0BAHMS JIEKAPCTBEHHOTO Ipenapara. Pemenue o npruocTaHOBICHUN KIMHUYECKOTO UCCIEA0BaHUS
JIEKapCTBEHHOI'O IIperapara JUisi MEAULUHCKOIO IPUMEHEHNS NPUHUMAIOT PYKOBOAUTEIb MEIULIMHCKON
OpraHu3aiuu 1 (Uiu) OpraHu3aiius, MoTy4YuBIIas pa3pelieHue yIoJIHOMOYEHHOro (peepaabHOro oprana
HCIIOJIHUTEJIBHOM BJIACTH HA OPraHM3alMI0 MPOBEJIEHUS KIMHMYECKOTO MCCIIEI0BAaHUS JIEKAPCTBEHHOTO
npenapara Juisi MEIWLMHCKOTO NPUMEHEHUs, pEeIIEHWE O MPEKpPalleHUHd TAaKOTO MCCIIEI0BAaHUsA
IMPUHUMAET YIOJHOMOYCHHBIH (eiepabHblii OpraH UCIOTHUTEIBHON BIACTH HA OCHOBAaHUU COOOIEHUS
B IHCBMEHHOW (opMe PyKOBOIUTENS METUIMHCKOM OpraHu3alydyd WIM OpraHu3anus, MOJy4YHBIIAs
paspelieHre yHoJIHOMOYEHHOTo (heAepaqbHOr0 OpraHa HWCIOJIHHUTENBHOM BJIACTH HA OPraHU3ALHUI0
MIPOBEACHUS KIIMHUYECKOIO NCCIEA0BAHMS JIEKAPCTBEHHOTO ITpenapara sl MEAUIIMHCKOIO IPUMEHEHHUS.

7. B cpok, HE NpEeBbIAIUN NATH padOYMX AHEW CO JHS 3aBEpIICHUS, TPUOCTAHOBJICHUS WU
IIPEKPALEHUs]  KJIMHUYECKOTO  HMCCIEJOBAHMs JIEKapCTBEHHOIO Ipenapara Uil  MEJUIMHCKOIO
MPUMEHEHHs, COOOIIeHne 00 ITOM HAIpaBIIETCS OpraHU3alMsAMH, YKa3aHHBIMH B YacTH 3 cTaThbH 38
Hacrosero degepaibHOro 3aKoHa, B YIIOJIHOMOUYEHHBIN (eliepanbHblil OpraH UCIOIHUTEILHON BIACTH
10 YCTaHOBJIEHHON UM (opMme.

8. d)opMa COO6I_I_[€HI/IH O 3aBCpHICHHMH, IHIPHUOCTAHOBJIICHUMHU WJIK IPCKpAIICHUHN KIMHHUYCCKOI'O
HCCIICO0BaHMA JICKAPCTBCHHOI'O IIpCriaparta Ajid MEAUIUHCKOTO IMPUMCHCHUA NOJIKHA COACPKATh:

1) madOpMaIIO O MEAUIIMHCKOW OpPraHU3allud WM METUIIMHCKUX OpraHU3alMsIX, MPOBOIUBIINX
JIaHHO€E MCCIIEIOBAHUE;

2) OIMHUCaHUEC JaHHOI'O UCCIICAOBAaHMA,

3) manHble uccienoBarens ((paMuiIusi, UMs, OTYECTBO, MECTO PadOTHI, 3aHUMaeMas JOJIKHOCTD,
CHEIHabHOCTh, CTaX pabOThl MO MporpaMMmaM KIMHHYECKUX HCCIEAOBAHUN JIEKApPCTBEHHBIX
MpernaparoB, TepedyeHb KIMHUYECKUX WCCIIEIOBAHUN JIEKApCTBEHHBIX MPENapaToB, B KOTOPHIX OH
MpUHUMAN yyacTre (IEpUOAbl yUacTHs) B KaueCTBE UCCIEA0BATENS HIIM COUCCIEI0BATENS);

(B pen. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pe3ynbpTaT JAHHOTO MCCIEAOBAaHUA (3aBEpIleHUE, TPUOCTAHOBICHNE WU MIPEKpallleHue JaHHOTO
HUCCIICOOBAHUSA C YKaSaHI/IGM nux HpI/I‘II/IH 1 BJIUSIHUA HaA OHGHKy ero pCSyJ'II)TaTOB, O6HIYIO OIIGHKy pI/ICKa 158
O0KMJAEMOM MOJIb3bl OT INPUMEHEHHUS MHCCIEAYEeMOro JIEKapCTBEHHOIO Ipemnapara, a TakkKe
npeArnoaraeMbie JaabHEHIITNE T1eUCTBUS).

8.1. Ilpu BeIABIECHMM (elepalbHbIM OpPraHOM HCIIOJHUTENbHON BIACTH, OCYIIECTBIISIONIUM
(GYyHKIMU 1O KOHTPOJIIO M HaA30py B cdepe 31paBOOXpaHEHUs, HapYyLIEHUIH MNpaBUJ HaaJexallei
KJIIMHUYECKOW NPAKTUKU NPU NPOBEICHUM KIMHUYECKOIO HCCIIEIOBaHMs JIEKAPCTBEHHOIO IIpenapara,
BIUSIONIUX HAa TOJHOTY U (WJIM) JOCTOBEPHOCTh JAHHOTO KIMHHYECKOTO HCCIIEIOBAHUS, yKa3aHHBIH
(benepanbHBIl OpraH MCHOJHUTEIBHON BIACTH MPUOCTAHABIMBACT MPOBEIEHUE JAHHOTO KIMHUYECKOTO
WCCIEAOBAHUS Y BBIHOCUT MEIUIIMHCKOW OpraHW3allH, B KOTOPON IPOBOJAWTCS JTAHHOE KIMHHYECKOE
UCCIIe/IOBaHKNe, TMpeanucaHue o0 YCTpaHEHUHM BBIABICHHbIX HapymeHuil. [lpu HeyctpaHeHuu
MEIUIMHCKOM OpraHu3alieil BBIABICHHBIX HApyUICHWH B YCTAHOBIIEHHBIM B IPEIIIMCAHUH CPOK
yKa3aHHbIN (enepanbHblii OpraH MCIOJHUTEIBHOM BIIACTH NPUHUMAET peIleHHe O IpeKpalleHuu
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MPOBE/ICHUS] KIIMHUYECKOTO HMCCIIEOBAHUS JIGKAPCTBEHHOTO Mperapara W HampasisieT B (eaepabHbINn
OpraH HCIIOJHUTEIBHON BIIACTH, OCYLIECTBISIOMMKA (YHKIMM 1O BBIPAa0OTKE U pealu3alnuu
TOCYJJAPCTBCHHOHN IOJIMTHKH M HOPMATHBHO-TIPABOBOMY PETYJIMPOBAHHIO B chepe 3apaBOOXpaHCHHS,
3aKJIIOYCHHUC O BBIABJICHHUU IIPU MMPOBCACHHUU NAHHOTI'O KIMHHUYCCKOI'O0 UCCICAOBAaHUA HapymeHI/Iﬁ IIpaBuiI
Ha/IJICKAIICH KIIMHUYECKOW MPAKTHKH ISl IPUHATHUS PEHICHUS 00 OTMEHE pa3pelieHHsi Ha OPraHUu3aIUuio
MMPOBCACHUA NJAHHOI'O0 KIIMHHUYCCKOIO HMCCICAOBAHHA C OATbl NPUHATHUA PCIICHHA O IMPUOCTAHOBJIICHHUU
MPOBEJICHUS KIIMHUYECKOTO UCCIICI0BAaHUS JIEKAPCTBEHHOTO TIpenapara.

(uactb 8.1 B pen. denepanbuoro 3akona ot 13.07.2015 N 241-D3)

9. VnomHOMO4YeHHBI (eAepadbHbIi OpPraH WCIOJHHUTEIBHONH BJIACTH OMYOJIMKOBBIBAECT M
pasmemiaer Ha cBoeM o¢uuuansHoM caiite B cetn "HMHTepHeT" cooOIieHHe O 3aBepIICHHH,
MIPUOCTAHOBIIEHUU WJIM MPEKPalIeHUH KIMHUYECKOTO HCCIEI0BaHUs JIEKapCTBEHHOTO Iperapara Jis
MEIUIUHCKOTO MPUMEHEHHS B CPOK, HE MPEBBIIIAIONINNA MATH pabodnx IHEH cOo JHS ero MoJy4eHus, B
YCTaHOBJICHHOM UM MOPSJIKE.

10. YmonHOMOUYEHHBINH (henepaabHbli OpraH HCIOJHUTEIBHON BJIACTH OCYIIECTBISICT BEICHUC
peecTpa uccienoBarene, NpoBOASAIIMX WIA IPOBOAUBIINX KIMHUYECKHE UCCIIEIOBAHUS JI€KAPCTBEHHbBIX
MPENapaToB il MEIUIMHCKOTO NPUMEHEHUS, B COOTBETCTBUU C YTBEPXKICHHBIMH MM NPaBUJIAMH H
pa3Meniaer ero Ha cBoeM o¢uuuaibHOM caiite B cetu "MHTepHET" B yCTaHOBIEHHOM UM TOPSJKE.
VYka3aHHBIN peecTp COACPKUT HHPOPMALIUIO, TPETYCMOTPEHHYIO ITYHKTOM 3 YacTH & HACTOSIICH CTAThU.

11. Ordyer o pe3ynapTaTax KIMHMYECKOIO MHCCIECNOBAHUS JIEKAPCTBEHHOIO IIpernapara s
MEAUIIMHCKOTO MPUMEHEHUS COCTABIIIETCS OpraHU3allel, yKa3aHHOW B 4acTH 3 cTaTby 38 HACTOALIETO
@DenepallbHOTO 3aKOHA, HA OCHOBAaHMM 3aKJIIOYEHMM MEIULMHCKUX OPraHU3aldl, MPOBOAMBILHX 3TO
WCCIICIOBAHME, M MPEJCTABISACTCS B YIOJHOMOYCHHBIN (helepalibHblii OpraH MCHOJHHUTEIBHON BIACTH,
BBIIABIINI pa3pelIeHUE Ha MIPOBEIECHUE ITOT0 UCCIIEI0BaHUS, B CPOK, HE IIPEBBIIAIOIINN TPEX MECALIEB
CO [JHS €ro 3aBepIlCHUs, IPHUOCTAHOBIEHUS WJIM MPEKPALIEHUs, B MOPSAKE, YCTaHOBJICHHOM
YIOJIHOMOYEHHBIM (heiepabHbIM OPTaHOM HCTIOJIHUTENIbHON BIACTH.

12. Hapymienue npaBuil Haajexamled KIMHUYECKONW NpPAaKTHKH, (anbcudukanus pe3yiabTaToB
KJIIMHUYECKOTO HCCIIEI0BAaHUs JIEKAPCTBEHHOrO INpenapara A MEIUIMHCKOrOo NPUMEHEHHS BIEKYT 3a
c000i1 OTBETCTBEHHOCTh B COOTBETCTBHUH C 3aKOHOAATENbCTBOM Poccuiickoit denepanun.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

13. Ilpu nmpoBeeHNHN KIMHUYECKOTO UCCIIEA0BAHNS JIEKaPCTBEHHOI O IIpenapara sl MEIULUHCKOTO
IPUMEHEHMs JOMyCKaeTcs 3a00p y MalMeHTOB OHMOJIOTHYECKHUX MaTepHajoB (00pa3libl OMOIOTHYECKUX
KHUJKOCTEH, TKaHeHW, CEKpPeTOB U MPOAYKTOB >KU3HEIEATEIBHOCTH 4YEJIOBEKa, (U3MOIOTMYECKUX H
MATOJIOTMYECKUX BbIIEIEHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPI'aHU3MOB, OMONCUIHHBIA MaTepua)
g ux usyuyeHus B Poccuiickoit @enepaunu u (win) 3a npegenamu Poccuiickoit @enepanuu.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

14. Tlopsanok BBO3a B Poccuiickyro @eaepanuio U BbIBO3a 3a npeaensl Poccuiickoit denepanun
OMOJOTMYECKHX  MaTepUaloB, TONYYEHHBIX TIPU TMPOBEACHUM  KJIMHUYECKOTO  HCCIEIO0BaHUS
JICKApCTBCHHOT'O IMpfrapara A MCAUIUHCKOIO MNPHUMCHCHHA, YCTAaHABJIWMBACTCA HpaBI/ITeJ'H)CTBOM
Poccuiickoit denepanun.

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbsa 41. [loroBop 0 NpoBeAeHUM KIMHUYECKOro uccrnenoBaHUs NeKapCTBEHHOro
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npenapara agnd MmeanUuuMHCKOro npmMmeHeHus

1. KiuHuyeckoe wucciefoBaHHE JIEKaPCTBEHHOIO IpermapaTa A METUIMHCKOTO HPUMEHEHUs
MIPOBOJIUTCSI B COOTBETCTBHUH C JIOTOBOPOM O MPOBEACHUH KIIMHUYECKOTO HMCCIEAOBAHUS JIEKAPCTBEHHOTO
mpernapaTta JJii MEIULUMHCKOTO TMPUMEHEHMs, 3aKII0YaeMbIM MEXKIY OpraHu3alMel, MOoTydUBIICH
paspeleHrue ymoJIHOMOYEHHOTO (eAepalbHOrO0 OpraHa WCIOJHUTEILHOW BIACTH HA OPraHU3aIHIo
MIPOBEJICHUSI TAKOIO MCCIEAOBAaHUA, M MEAMIMHCKOW OpraHM3alMel, OCYIIECTBISIOUIeH MpoBeaecHUE
TaKOI'0 UCCIIEJOBAHMSL.

2. I[OFOBOp O IPOBCACHHUHU KIMHHUYCCKOTIO HCCICAOBAHUA JICKAPCTBCHHOI'O IIp€rapara i
MCIUIHUHCKOI'O IPUMCHCHUS JOJIKCH COACPIKATD:

1) YCIIOBUSA U CPOKHU IIPOBCACHUSA JAHHOI'O UCCIICAOBAHMA,

2) ompexaelieHHE OOIIEH CTOMMOCTH MPOTPAMMbI JAHHOTO HMCCIIEIOBAHUS C YKa3aHHEM CYMMBI,
NpeHa3HAYAIOIICHCS TSI BBITUIAT UCCIIE0BATEISIM, COMCCIICIOBATEIISIM;

3) ompenencHue (GOpMBI MPEACTABICHUS PE3yIbTATOB JAHHOTO MCCIICAOBAHUS B YIIOJHOMOYCHHBIN
(benepanbHBIN OPraH UCHOIHUTEIBHOM BIACTH.

Cratbs 42, duHaHcoBoe obecneyeHue KIMMHUYEeCKoro nccnepoBaHus
NleKapCTBEHHOro npenapara ans MeguLUHCKOro npuMeHeHus

duHaHCcOBOEC oOOecHeUeHHEe KIMHHYSCKOTO HCCIICAOBaHUA JICKAPCTBCHHOI'O IIpCriapara I
MCIUIHUHCKOI'O IPUMCHCHUS OCYIICCTBIIAACTCA 3a CUCT:

1) cpencTB penepanbHOTO OIOKETA;

2) CpCACTB 0pFaHI/I3aI_[I/II71, MOJIYUYMBHIUX PAa3pClICHUC HA OpTraHHu3allii0 MPOBCACHUA OAHHOI'O
HCCIICO0BaHNA, B COOTBCTCTBHUU C YCIIOBUAMU AOTOBOpA O €TI0 MPOBCACHHNHU,

3) HHBIX HC 3alIpCHICHHBIX 3aKOHOAATCIILCTBOM Poccuiickoit d)e,uepaunn HCTOYHHKOB.

Cratba 43. I'IpaBa naunMeHToB, y4YaCcTBywWUX B KIIMHUWU4YeCKOM wuccnegoBaHuun
JNIeKapCTBeHHOro npenaparta agnd meguUMHCKOro npuMmeHeHuns

1. VYuacthe manueHTOB B KJIMHUYECKOM UCCICIOBAHMM JICKAPCTBEHHOTO TMpernapara JJis
MEIUIIMHCKOTO MPUMEHEHHUS SABIISETCS JOOPOBOIBHBIM.

2. TlauueHT WM ero 3aKOHHBIM MPEACTAaBUTENb JOKEH ObITh MHQOPMHPOBAH B MHUCHMEHHOM
dopme:

1) 0 JICKapCTBCHHOM IIperiapare Mjid MCIUIHHCKOro MNMPUMCHCHHA W CYIIHOCTH KIMHHUYCCKOTO
HCCIICAO0BaHUA 3TOTO JICKAPCTBCHHOI'O IIpCIIapara,

2) 0 6e30MacHOCTH JIEKapCTBEHHOTO IMpernapaTa il MEIUIIMHCKOTO MTPUMEHEHHUS, er0 OKUIaeMOM
3¢ (HEeKTHBHOCTHU M CTETIEHU PUCKA IS MAIUEHTa,
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3) 00 YCIIOBUAX YUACTHUA IMAlIUCHTA B KIIMHUYCCKOM HCCICAOBAHUHU JICKAPCTBEHHOI'O IIp€riapara JJId
MCIUIIUHCKOI'O IPUMCHCHU

4) 0 OCIM WM LOCIAX M MOPOAOJIKUTCIBHOCTH KIMHHUYCCKOIO HMCCICAOBAHUA JICKAPCTBEHHOI'O
npemnapara ajii MCIUIUHCKOTO IIPUMCHCHUS

5) o [neHCTBUSX NalMEHTa B Cllydyae HENPEeABUACHHBIX 3(Q(EKTOB BIUSHUS JIEKaPCTBEHHOI'O
npenapara Jijisi MeAUIMHCKOr0 PUMEHEHHS Ha COCTOSTHUE €T0 3/10POBbS;

6) 00 YCIOBHUAX 0053aTeNLHOr0 CTpaxOBaHUs JKU3HU, 3J0POBbS IMALIUCHTA,

7) 0 TapaHTUugax KOH(i)I/IILGHLII/IaJIBHOCTI/I ydaCTus IMalueHTa B KIMHHUYCCKOM HCCICAOBAHHUN
JICKApCTBCHHOI'O IIpIiapaTra il MCAUIUHCKOT'O IIPUMCHCHUA.

3. I[O6p0BOJH)HOC corjraCue nmaiueHTa Ha y4aCTUC B KIMHHUYCCKOM HCCICIOBAHUU JICKAPCTBCHHOI'O
npceiapara i MCIAUIOMUHCKOI'O IMPHUMCHCHHA IMOATBCPXKAACTCA C€ro IIOAIIMCBIO HIIM ITOAIHMCBIO Cr'o
3aKOHHOI'O MPCACTAaBUTCIIA Ha I/IH(i)OpMaIII/IOHHOM JIMCTKEC IMallUCHTA.

4. HaI_II/IeHT WA €ro 3aKOHHLIN NpeACTaBUTCIIb HMECT IPaBO OTKa3aTbCsd OT YYACTUA B
KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOT'O IIpfliapara A4 MCAUIMHCKOI'O IMPUMCHCHUA Ha JIF000H
CTaiyuu MPOBCACHUA TAKOI'O UCCIICIOBAHUSI.

5. TlpoBeneHne KIMHUYECKOTO MCCIEIOBAHUS JIGKAPCTBEHHOTO Mpernapara Uil MEIUIUHCKOTO
IPUMEHEHMS C YYacTUEM B KauecTBE MAIMEHTOB JeTel JOIMYCKaeTCsl TOJIBKO C COIIacusi B MUCbMEHHOMN
dopme ux poaurenei, ycplHOBHUTENEH. JleTH MOTyT paccMaTpuBaThCsl B KAadyeCTBE IMOTEHIIMAIBHBIX
HAIMEHTOB TaKOI'0 MCCIEeI0BaHUs, TOIBKO €CIIM €ro MIPOBEACHNE HEOOX0IUMO Ul YKPEIUICHHs! 30pPOBbs
neTel wiM nMpo(UIaKTUKA WHPEKIMOHHBIX 3a00J€BaHU B IETCKOM BO3pAacTe JIMOO €CITU LEThI0 TaKOTO
HCCIIEIOBAHMSI SIBJIIETCS TOTY4YEeHUE JaHHBIX O HaWIydlleld JO3MPOBKE JIEKAPCTBEHHOI'O IMperapara s
JedeHust JaeTeil. B 3THX cilydasx TakoMy HCCIIEOBAaHUIO TOJDKHO MPEIIIECTBOBATh KIMHHYECKOE
HCCIIeIOBAaHUE JIEKAPCTBEHHOIO TMpenapara Uil MEIUIIMHCKOIO MPUMEHEHHS Ha COBEPIICHHOJETHUX
rpaXaaHax, 3a HWCKIIOYEHHWEM CIydyaeB, €CIIM HWCCIEAYeMbId JIEKapCTBEHHBIM TpenapaTr s
MEIULUHCKOTO IpUMEHEHHUs npeaHa3HaYeH UCKJTFOUUTENIEHO ISt UCIOJIb30BaHUSA
HECOBEPIICHHOJIIETHIMH TPaKJaHAMHU.

(B pen. @enepanbHoro 3akona ot 22.10.2014 N 313-03)

6. 3anpen1aeT051 MMPOBCACHUEC KIIMHHUYECKOIO MCCICIOBAHUA JICKAPCTBCHHOI'O IIpfriapara IJid
MCIUIUHCKOI'O IPUMCHCHUS C YUACTUCM B KAYCCTBC MMAITUCHTOB!

1) neTeli-CUPOT U ACTEH, OCTABIINXCS O€3 TTOTICUCHHS POIUTEIICH;

2) JKEeHIIUH B TMepuo] OepeMEHHOCTH, JKEHIIMH B TEPUOJ TPYAHOTO BCKAapMIIMBAaHHUA, 3a
HCKIIFOYEHUEM CJIy4aeB, €CJIM IPOBOJANUTCA KIMHUYECKOE MCCIEJOBAaHUE JIEKAPCTBEHHOrO Ipenapara,
MpeIHa3HAYEHHOTO ISl YKa3aHHBIX KEHIIWH, TIPU yCIOBUU HEOOXOAMMOCTH TOMydYeHUs MHPOpMAIUN
TOJBKO BO BpEMs IMPOBEICHHS COOTBETCTBYIOIIMX KIMHUYECKHX HCCIEAOBAHMN W TPUHATHS BCEX
HEOOXOJUMBIX MEp IO HCKIIOUEHHUIO pPUCKAa HAHECEHHWs Bpela JKEHIIMHE B IMepHoJ] OepeMEHHOCTH,
KEHITMHE B TIEPHOJI TPYAHOTO BCKapMIIMBAHUS, TIJIOTY WIIH PEOCHKY;

3) BOCHHOCIIYKalllnX, 3a HCKIOYCHHUEM CJIIYUYAaCB MNPOBCACHUA KIIMHHYCCKOI0 HUCCICIAOBAHUA
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JIEKapCTBEHHOI'0 IpenapaTa, CHEelMaIbHO pPa3pabOTaHHOrO [yl IMPUMEHEHHs] B YCJIOBUSX BOEHHBIX
JCWCTBUHM, YpEe3BbIUANHBIX CHUTyalMid, NPOPUIAKTHKH W JIe4eHUs 3a00JIeBaHUA U TMOpaXEHUH,
IOJyYEHHbIX B  pe3yJibTaTe BO3JACUCTBUS  HEOJArONPUATHBIX ~ XMMHUYECKMX, OHOJOIMYECKHX,
panuanoHHbIX (akTopoB. KinmMHMYeckoe wHccieoBaHHE TAaKOro JIEKApCTBEHHOTO Iperapara MOXKET
IIPOBOAMTHCS C yYaCTUEM B Ka4ECTBE IMALIMEHTOB BOCHHOCIYKAILUX, 3d HCKJIIFOUEHUEM BOCHHOCIIYKAILUX,
MIPOXOJISAIINX BOCHHYIO CITY>KOY IO TIPU3BIBY, C COOIOIcHUEM TPeOOBaHMI, YCTAHOBJICHHBIX HACTOSIIIHM
DenepalbHBIM 3aKOHOM B OTHOLICHHUH I'PaXKIAHCKUX JIMLL;

4) cOTpyIHUKOB IIPAaBOOXPAHUTEIILHBIX OPraHoOB;

5) nui, oTOBIBAIOIIMX HaKa3aHUE B MECTax JIMIIECHUS CBOOOJBI, & TAKXKE JIUI, HAXOAITUXCS IO
CTpa)Kel B CIEJCTBEHHBIX H30JISITOPaX.

7. JomyckaeTcss TNpOBEICHHE KIMHUYECKOTO HCCIIEAOBAaHUS JIEKAPCTBEHHOIO Ipernapara ajis
MCIUIHUHCKOI'O MPUMCHCHHU, ITPEAHAZHAYCHHOI'O JJIA JICUCHUA IICUXUYCCKUX 32160J'I€B21HI/H71, C y4aCTucMm B
KayecTBE MAIEeHTOB JIUI[ C ICUXUYECKUMHU 3200JI€BaHUAMU, IPU3HAHHBIX HEJEECIIOCOOHBIMU B TIOPSIIIKE,
YCTAaHOBJIEHHOM  3akoHoaarenbcTBOM  Poccumiickoit  ®enepanuu. KinmHuyeckoe  MCCIEIOBAaHHE
JIEKapCTBEHHOT'0 IpenapaTta B 3TOM Cllyyae MPOBOJUTCS MPH HAJMYUU COIJIacHsl B MHCbMEHHON (hopme
3aKOHHBIX HpCIICTElBPITGJICfI YKa3aHHBIX JIMII.

Cratba 44. OOs3zaTtenbHOe CTpaxOBaHME XU3HW, 300pPOBbA  MNaLMEHTa,
yyacTBylLWero B KNMHMYECKOM WCCnefoBaHMM JeKapCTBEHHOro npenaparta AnAd
MegULUHCKOro NpUMeHeHus

(B pen. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

1. OpraHI/IBaHI/Iﬂ, IoJiyuuBlIasas pa3pCliCcHUC Ha OpraHU3alui0 IMPOBCACHUSA KIMHHUYECKOI'O
HCCIICAO0BaHUA JICKAPCTBCHHOI'0 IIpfrapara ajd MCECAULIUHCKOIO IPHUMCHCHUA, 0o0s3aHa B KadyeCTBE
CTpaxoBaTCJIsl CTPaxoBaTb PHUCK IMPUYUHCHUSA BpEAa KU3HU, 3I0POBBIO IMAMCHTA B PE3YJIbTATC
MPOBCACHUA KIMHUYCCKOTIO UCCIICA0BAHUSA JICKAPCTBECHHOT'O IMMpCrapara Ajd MEAULUHCKOTO IMTPUMCHCHU A
3a CBOM CUeT IMMyTEM 3aKIIFOYCHHA JOTOBOpA 00513aTeNIBLHOTO CTpaxOBaHUH.

2. OOBexkToM 0053aTeTBbHOTO CTPAaXOBAaHUS SIBISIETCS MMYIIECTBEHHbI HWHTEpEC IalleHTa,
CBSI3aHHBIN C MPUYMHEHUEM BpeJa €ro KU3HU WU 370pPOBBIO0 B pe3yJbTaTe MPOBEICHHUS KIMHUYECKOTO
WCCIIEIOBAHMSI JICKAPCTBEHHOTO Tpernapara JAJisi METUIIHHCKOTO IIPUMEHEHUSI.

3. CTpaxoBbIM CITyyaeM IO JOTOBOPY 005S3aTEIILHOTO CTPAXOBaHUS SABJISETCS CMEPTh MAllMEeHTa WIN
YXYAILLIEHUE €ro 3/10pOBbs, B TOM YHCJIIE BIEKYIEe 3a COOON YCTaHOBJIEHUE MHBAIMIHOCTH, IIPU HATUYUU
NPUYMHHO-CJIEJICTBEHHON CBSI3M MEXAy HACTYIUIGHHEM 3TOro coOBITUS M YYacTHeM IMalleHTa B
KIIMHUYECKOM HCCIIEI0BAaHUH JIEKAPCTBEHHOTO IIpenapara.

4, Tpe6OBaHI/I$[ 0 BO3MCHICHUWHM BpCld, NPUYUHCHHOIO JKWU3HW WK 3J0POBBIO ITallUCHTA,
MPEABABIAIOTCA B TCUCHHUEC CpPOKOB HCKOBOI1 JaBHOCTH, YCTaHOBJICHHBIX TpaXXJaHCKUM
3aKOHOAAaTCIIbCTBOM.

5. Pa3mep cTpaxoBoil BRIIIATHI IO JOTOBOPY 00SI3aTEILHOTO CTPAXOBAaHUS COCTABIISET:

1) B CJIydac CMCPTHU MMAaMCHTA ABa MUJIJIMOHA pY6J'ICI7I Ha KaXJO0ro mnmanueHTa, y4aCTBOBABIICTO B
KIIMHUYCCKOM HUCCIJICO0OBAHUM JICKAPCTBEHHOTO ITpeIiapara,
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2) mpu yXyAIIEHUHU 3J0POBbs MAlIUEHTA!

a) TOBJEKIIEM 3a co00i ycTaHOBJICHHE MHBAIMIHOCTH | rpymnmbl, OMMH MWIIHOH HSATHCOT THICSY
pyOsieli Ha KaXIOro MalMeHTa, y4YacTBOBABIIET0 B KIMHUYECKOM MCCIEIOBAHUN JICKAPCTBEHHOI'O
npenapara;

0) momiekmeM 3a co0oil ycTaHOBIeHHWE HHBaIMAHOCTU Il rpynmbl, oguH MWUIMOH pyOied Ha
Ka)KJIOTO MAalMEeHTa, y4aCTBOBABIIETO B KIIMHUYECKOM UCCIICIOBAHUU JICKAPCTBEHHOTO MIpenapara;

B) TOBJICKIIEM 3a CO0O0W ycTaHOBiIeHHEe WHBAIMAHOCTU III rpymmbl, msaThCcOT THICSY pyOseH Ha
Ka)KJIOTO MallMEeHTa, y4aCTBOBABIIETO B KIIMHUYECKOM UCCIIEOBAaHUU JICKAPCTBEHHOTO MIpernapara;

I') HE TIOBJICKIIEM 3a COOOHM YCTaHOBJICHUS WHBAJIUIHOCTH, HE O0JIee YeM TPHUCTA ThICSY pyOJieid Ha
KaXJIOTO TAalMeHTa, y4YacTBOBABIIETO B KIMHUYECKOM HCCIEJOBAaHUU JICKapCTBEHHOIO IIpernapara,
WUCXOJI W3 HOPMATHBOB, OTPAKAOIIMX XapaKTEp M CTENEHb IOBPEKICHUS 3J0POBBS, a TaKKe
(aKTUYECKH TIOHECCHHBIX TAIMEHTOM PACXOJIOB, BBI3BAHHBIX IOBPSKICHUEM 3JIOPOBBS, Ha
MEAHUIMHCKYIO MOMOIIb, TPUOOPETEHHE JIEKAPCTBEHHBIX MTPEmapaToB.

(nm. "r" B pen. denepanpHoro 3akona ot 22.12.2014 N 429-®3)

6. YTpatun cuny c 1 urons 2015 roxpa. - @enepanpHblil 3akoH 0T 22.12.2014 N 429-03.

7. Cpok moroBopa 0053aTEIbHOTO CTPAXOBAaHUS HE MOXET ObITh MEHee, YeM CPOK INPOBEICHHS
KIIMHUYECKOTO UCCIIEIOBaHMS JIEKAPCTBEHHOTO MIpernapara.

8. VYcioBus norosopa 0043aTENbHOTO CTPAaxOBAaHUS, B TOM YHCIE CTPAaxoBble TapU(bl 110
00513aTeIbHOMY CTPaXOBaHMIO, MEepeueHb HEOOXOAUMBIX JIOKYMEHTOB Uil OCYLIECTBJIEHHUS CTPaxoOBOii
BBIIUIAThl, MOPSAOK YCTAHOBJIEHUS CTPaxoOBaTEJIEM WHJAWBUIYAIbHOTO HUACHTU(PUKAIIMOHHOTO Kojda
NalueHTa, NopsI0K HHHOPMUPOBAHHS CTpaXxoBaTeIeM CTPaXOBIIMKA O MPUBJICYEHHBIX K KIMHUYECKOMY
HCCIIEIOBAaHUIO JIEKAPCTBEHHOI'O Ipenapara JUisi MEAUIMHCKOTO NPUMEHEHHUs MallUeHTaX, MOpPsI0K
YIUIaThl CTPaX0BOM IPEMHUH, NOPSAJOK peaTn3aluy ONPEACIEHHBIX HacToAIMUM DeepalbHbIM 3aKOHOM U
IpyruMu  (enepabHBIMM 3aKOHaMHM MpaB U 00S3aHHOCTEH CTOPOH IO JIOrOBOpPY 00s3aTeIbHOTO
CTPaxOBaHHsA, a TaKK€ HOPMATUBBI, OTPAXAKOUIUE XapaKTep M CTENEHb IOBPEXACHUS 310POBbS,
YCTaHABJIMBAIOTCS TUITOBBIMU MTPaBUJIaMU 0053aTE€ILHOTO CTPaxOBaHUS.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

9.B CJIydac NpUYUHCHUA BpE€aa ) XU3HU MMAIUCHTA, YH4aCTBOBABIICT'O B KIIMHUYCCKOM HMCCICAOBAHUN
JICKApCTBCHHOT'O TIIp€rapara, BLIFO,ZLOHpI/IO6peTaTCJ'I$IMI/I o J0roBopy 00513aTEILHOTO CTpaxOBaHUA
ABJIAIOTCA TpaxJaHC, HMCIONIUMC IIPpaBO HaA BO3MCIICHHWE Bp€da B Cliydya€ CMCEPTH KOpMWIIbLa B
COOTBCTCTBUU C TPAKAAHCKUM 3aKOHOAATCIBCTBOM, IIPU OTCYTCTBUHU TaKHUX TpaXJaH - POAUTCIIH,
Cynpyr, ACTH yMCPLICTO MAalMCHTA, YYaCTBOBABLICIO B KIIMHUYCCKOM HCCICAOBAHUU JICKAPCTBECHHOI'O
npenapara, B ClIyda€ CMCPTH MallMCHTA, YYACTBOBABIICTO B KIMHHUYECKOM  HCCICAOBAHHUU
JICKApCTBCHHOT'O IIpfraparta U HEC HMEBLICTO CaAaMOCTOATCIBHOI'O J0XOId, - IpaXaaHC, Ha WXKIAWBCHUU
KOTOPBIX OH HaxoAWJICsA, B OTHOWICHUHW BO3MCHICHUSA PpPaCXOdOB Ha norpeGeHHe naluecHTa,
Y4aCTBOBABIICTO B KIIMHUYCCKOM HCCIICAOBAHUUN JICKAPCTBCHHOTI'O IIpfIriapara, - JTHUIO, IMOHCCHICC TAKHC
pacxoasbl.

10. CrpaxoBas BbIIUIaTa B CYET BO3MENICHHMS BpeAa, NPUUYMHEHHOTO JKW3HU MalMEHTA,
Y4aCcTBOBABUIETO B KJIMHUYECKOM MCCIIEJOBAHUU JIEKAPCTBEHHOTO Mpernapara, paclpeiessieTcs] MexIy
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BBIFO,I[OHpI/IO6peTaTeJ'I${MI/I IIPOIMOPHHUOHAIBHO UX KOJIMYECTBY B paBHBIX JOJIAX.

11. Ilpm HacTymjaeHUM CTPAXOBOrO Ciy4yas [MAlMEHT, YYacTBOBABIIUA B KIMHHUYECKOM
UCCIIEIOBAaHUM  JIEKAPCTBEHHOIO  Iperapara,  BbIFOJONpUOOpeTaTeNlb  BIpaBe  NPEAbIBHUTH
HEMOCPEJCTBEHHO CTPaXOBIIMKY TPeOOBaHKME O BO3MEIICHUU MPUIMHEHHOTO Bpeaa. CTpaxoBas BhIILIATA
OCYIIECTBIISICTCSl CTPAXOBIIMKOM B TEUEHUE TPHUALIATH JHEH CO JHS MPEACTaBICHUS HEOOXOIUMBIX
JOKYMEHTOB. [laliueHT, y4acTBOBABIIMI B KIIMHUYECKOM HCCIIEJOBAaHUH JIEKAPCTBEHHOTO IMpenapara, Win
BBITOIONIPHOOpETaTeNb 005f3aH COOOLIUTH CTPAXOBIIMKY JJISi OCYIIECTBICHHS CTPaXOBOMl BBHIILIATHI
WHIVUBUAYTBHBIN UICHTU(UKAIIMOHHBINA KO/ MallMeHTa, YCTAHOBICHHBIN CTPAaxOBaTeJIeM B COOTBETCTBHH
C TUNOBBIMH NPaBUJIAMH 003aTEIbHOTO CTPAXOBaHUSI.

12. Jlo TONHOrO OmpelelieHus pa3Mepa MOJUICKAIIEro BO3MEIICHHIO Bpela CTPAXOBLIMK 10
3asBJICHHIO TAlMEHTA, YYACTBOBABIIECTO B KIIMHUYECKOM UCCIICIOBAaHHUH JICKAPCTBEHHOTO TIperapara, iu
3asBJICHUIO BI)IFOI[OHpI/IO6peTaTeJI$I BIIpaBC OCYIICCTBUTDH 4aCTb CTanOBOfI BBITIJIaTbI, COOTBCTCTBYIOIYTO
(aKTUYECKHU OIPEIeIICHHON YacTH MPUYUHEHHOTO Bpea.

13. CrpaxoBass BbIILIATAa B COOTBETCTBUU C JIOTOBOPOM  00S3aTE€IBHOTO CTPaXOBaHUs
OCYILECTBIISETCS HE3aBUCUMO OT BBIILIAT, IPUUUTAIOIIUXCS IO APYTUM BHJAM CTPAaXxOBaHUS.

14. He AOIMYCKACTCA y4aCcTUC IMalMCHTa B MPOBCACHUN  KIMHHYCCKOI'0 HCCICAOBAHUA
JICKApCTBCHHOT'O IIpeIiapaTa npu OTCYTCTBHUU AOTOBOpa 00513aTEJIbHOTO CTpaxoBaHUs.

15. KoHTposib 3a HCIOJTHEHWEM OpraHU3alMel, IMOJY4YMBIICH pa3pelieHue Ha OPTraHU3aIUIo
IIPOBE/ICHUS KIIMHUYECKOTI'O UCCIIE0BAHMS JIEKAPCTBEHHOIO Mpenapara sl MEJUIIMHCKOTO IPUMEHEHUS,
YCTaHOBJICHHOW HACTOAIIEH cTaThell O0S3aHHOCTH MO 005S3aTEIbHOMY CTPaXOBAaHUIO KU3HH, 370POBbS
NalMeHTa, YYacTBYIOIIEro (y4acTBOBABILEro) B KIMHUYECKOM HCCIEIOBAaHUU JIEKApPCTBEHHOI'O
mpernapara, OCYIIECTBIISIETCS YIOJHOMOYEHHBIM (eiepaJbHbIM OpPraHOM HCIIOJHUTENBHOW BIIACTH,
BBIIABIIMM pa3pelliEeHUE Ha NPOBEIECHUE KIMHUYECKUX HMCCIIEN0BAHUM JIEKaPCTBEHHBIX NPENapaToB IS
MCIUIUHCKOI'O IPpUMCHCHUS.

Mnaea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
CraTtba 45. NMpon3BoacTBO NEeKapCTBEHHbLIX CPeAcTB

1. TIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB JOHKHO COOTBETCTBOBATh TPEOOBAHUSAM IPaBUI
HaJJIexaleld MpOU3BOJACTBEHHON MPAKTUKH, YTBEPKACHHBIM YIOJTHOMOYEHHBIM (pe/iepallbHbIM OpraHOM
WCTIOTHUTENIbHON BIacTH. OCOOEHHOCTH TMepexo/ia MPOU3BOICTBA OTACIIBHBIX JIEKAPCTBEHHBIX CPEJCTB K
WX MPOU3BOJICTBY B COOTBETCTBUU C TPeOOBAHUAMHU MPABHI HaANEXKaIEH MPON3BOACTBEHHON MPAKTUKH
ycranaBiauBarotcs [IpaButensctBom Poccuiickoit ®denepanuu. Bpinada 3akiro4eHHl O COOTBETCTBHH
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBaHHUSAM TPAaBHJ HaJJIekalleld MPOU3BOJICTBEHHOM
MPAKTUKU OCYHIECTBIIIETCA MO pPE3yJbTaTaM HWHCIEKTUPOBAHUS TMPOU3BOJUTENICH JIEKAPCTBEHHBIX
CPEACTB B MOpslKe, ycraHoBiaeHHOM IIpaButensctBom Poccuiickont @enepanuu. Pazmep mmarer 3a
BBIJIa4y 3aKJIOUYCHUS] O COOTBETCTBUHU TMPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHHSM IPABHII
HaJUIeXKalleld  MPOU3BOACTBEHHOM MpakTUKM  ycraHaBiauBaercs IIpaBurensctBoM  Pocculickoit
®enepanuu. [lopsanok opraHuzanuv U NPOBEACHUS MHCIEKTUPOBAHUS MTPOU3BOUTENICH JIEKAPCTBEHHBIX
CpPEeICTB Ha COOTBETCTBHE TpPEOOBAHMUSM TIPAaBUJ HaJUIekKalled TMPOU3BOJACTBEHHONH MPAKTUKU
ycranasnuBaercs [IpasutensctBom Poccniickoint denepannn.

(B pen. ®enepanbHbix 3akOHOB OT 25.06.2012 N 93-®3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N
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429-®3)

2. Ilpou3BOACTBO JieKapCTBEHHBIX cpeAcTB B Poccuiickoit ®enepanuu  OCYIIECTBISIETCS
MIPOU3BOJIUTENIIMU JIEKAPCTBEHHBIX CPEACTB, UMEIOUIMMH JIUICH3UIO Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX
cpenctB. [loaTBepaxaeHHE COOTBETCTBUS JIMLEH3MATa IpaBUaM HaJyleXkalled IPOU3BOJCTBEHHOU
MIPAKTUKU OCYUIECTBIIIETCS B paMKax JIMLIEH3MOHHOTO KOHTPOJSl B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccuiickoii @enepanuu ¢ yueToM 0COOCHHOCTEH, YKa3aHHBIX B YaCTH | HACTOSAIIEH CTaThH.

(B pen. @enepanbHbix 3akoHOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-03)

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB OCYLIECTBIIAETCA C COOMIOJEHHEM TpeOoBaHHM
IPOMBIIIUICHHOTO PErjaMeHTa, KOTOPBIH YTBEPKAACTCS PYKOBOAUTEIEM MPOU3BOANUTENS JIEKAPCTBEHHBIX
CpPEeACTB W BKJIIOYAaeT B ce0s MepeueHb HCIOJIb3YeMbIX (hapMaleBTHUECKUX CyOCTaHIUH W
BCIIOMOT'aTEeNIbHBIX BEIIECTB C YKa3aHMEM KOJIMYECTBA KaXKIOTO W3 HHX, JTaHHBIE 00 HCIIOJIB3yeMOM
000py/IOBaHUY, ONHMCAHHE TEXHOJIOTMUECKOTO IIpoIecca M METOAOB KOHTPOJS Ha BCEX JTamax
IPOM3BOICTBA JIEKAPCTBEHHBIX CPE/CTB.

KoncynprantlIntoc: npumedanue.
C 29.12.2020 B u. 4 crt. 45 BHOCsATCs u3MeHeHus (D3 or 27.12.2019 N 481-D3).

4. Tlpu mpOW3BOJACTBE JICKAPCTBCHHBIX CPEJCTB HCIIOJIB3YIOTCS (papMaleBTUYCCKUE CyOCTaHITNH,
CBEICHHUS O KOTOPBIX COAEpXKAaTcsi B TOCYJapCTBEHHOM peecTpe JeKapCTBEHHBIX CpPENCTB, 3a
UCKITIOYCHUEM  (apMaleBTUICCKUX CyOCTaHIIUH, TPOW3BOAMMBIX [UISI TIPOBEACHHUS KIMHUYICCKUX
uccienoBaHuil u s skcrnopTa. K mpoueccy mpou3BoacTBa GpapMarneBTUYECKOW CyOCTaHIIUU OTHOCSTCS
mo0bIe  CTaJAMM  TEXHOJIOTMYECKOTO TPOllecca, TMO3BOJISIONIME TOJYYUTh TOTOBBIM  MPOAYKT,
COOTBETCTBYIOIIUN TpeOoBaHUAM (hapMaKoNelHOW cTaTbu, B TOM 4uCie (epMeHTaIus, SKCTPAKIIUS,
OYHMCTKA, BBIJICJICHUE, TEPEKPUCTAIITU3ALINS, BRICYIIIMBAHNE, U3MEJIbUCHUE.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 27.12.2019 N 462-D3)

4.1. TlepeueHb JEKAPCTBEHHBIX MpENapaToB JJisi MEIUIIMHCKOTO TMPUMEHEHHUS, B OTHOIICHUHU
KOTOPBIX YCTaHABIMBAIOTCS TpeOOBaHMS K OObBEMY Taphl, YHaKOBKE M KOMIUIEKTHOCTH, IEpEYeHb
JIEKApCTBEHHBIX MPEMapaToB JJIsi BETEPUHAPHOTO TPUMEHEHHUS, B OTHOIICHUH KOTOPBIX YCTAHABIMBAIOTCS
TpeboBaHusI K 00BEMY Tapbl, a Takxke TpeOoBaHUS K OOBEMY Tapbl, YIAaKOBKE U KOMILIEKTHOCTH
JIEKApPCTBEHHBIX TPENapaTroB JUId MEAWIIMHCKOTO TMPUMEHEHHs, TpeOOBaHUA K O0bEMYy Taphl
JIEKAPCTBEHHBIX MPEMapaToB JII BETEPUHAPHOTO MPUMEHEHHUS OMNPENENsIOTCS COOTBETCTBYIOIIMMHU
YIIOJITHOMOYEHHBIMH (peIepaTbHBIMU OpTraHaMU HCTIOJHUTEIHHOM BJIACTU B TOPAJKE, YCTAaHOBICHHOM
[IpaBurenscTBOoM Poccuiickon Penepanuu.

(uactsb 4.1 B pen. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

Koncynbrantlntoc: npumeyanue.
C 29.12.2020 B u. 4.2 ct. 45 BHOCsTCS n3Menenus (D3 ot 27.12.2019 N 481-D3).

4.2. Opranuzaiuy, OCYIIECTBIIAIONINE MPOU3BOACTBO (hapMalleBTUYECKONW CYOCTaHIIMU CIHPTA
STUJIOBOTO (9TaHONA) A MPOU3BOJACTBA CHUPTOCOAEPKAIIUX JICKAPCTBEHHBIX IPENapaToB, O0O0s3aHbI
OCYILIECTBIATh YUET U JIEKJIAPUPOBAaHUE B MOPSAKE, YCTAaHOBJIEHHOM cTaThsiMu 8 U 14 denepanbHOro
3akoHa oT 22 HosiOpa 1995 roma N 171-®@3 "O rocynapcTBEHHOM pEryIHMpOBaHUU IMPOU3BOJICTBA U
0o0opoTa ATHJIOBOTO CHMPTA, AJKOTOJBHOM W CHHPTOCOJEpKamlell MpOoAyKIUHM M 00 OrpaHUYEHUH
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noTpeOaeHus (PacUTH) aJTKOTOJILHON POTYKIIAN".
(uactp 4.2 BBeaena denepanbubiM 3akoHoM 0T 03.07.2016 N 261-03)

4.3. NnnuBuayanbHble MPEIIPUHUMATEIN U IOPUIUMYECKHE JIMIA, OCYIIECTBISIOUINE 3aKyNKy MU
UCTOJIb30BaHUE (apMaIleBTUYECKON CYOCTaHIIMM CIIMPTA STHJIOBOTO (3TAaHONA), a TaKKe MPOU3BOJCTBO,
M3TOTOBJICHHE W (WiaM) 000pOT (32 HCKIIOUYEHHEM PO3HUYHOW MPOJAXKU) CIIMPTOCOACPIKAIINX
JIEKapCTBCHHBIX MPENapaToB, O0sM3aHbl OCYIIECTBISITH HMX Y4YeT H JICKIAPUPOBAHUE B TIOPSIKE,
YCTaHOBJICHHOM cTaThsiMu 8 u 14 denpepanpHoro 3akoHa oT 22 Hos0ps 1995 roma N 171-d3 "O
rOCy/IapCTBEHHOM PETYJIMPOBAHUM TIPOM3BOACTBA M 00OpPOTa STUIOBOTO CIUPTA, AIKOTOJILHOW W
CHUPTOCOJEpIKAIIECH MPOIYKIIUN U 00 OrpaHNYEeHUU TOTpeOIeHHs (PACIIUTHSI) aTKOTOJILHON MPOAyKIUuU".
(dactb 4.3 BBegeHa denepanbuHbiM 3akoHOM OT 29.07.2017 N 278-D3)

4.4. Tlpu UpPOU3BOJACTBE JIEKAPCTBEHHBIX NpENapaToB JUIsl BETCPUHAPHOTO IPHUMCHEHHS
JIOITYCKAeTCsl HWCIOJB30BaHUE IPOM3BEACHHBIX JUIsI peaau3anuu  (apMaleBTHUSCKUX CyOCTaHITHM,
BKJIFOYCHHBIX B T'OCYJIApCTBEHHBIN PEECTp JIGKAPCTBEHHBIX CPEICTB YIOJIHOMOYECHHBIM (enepaabHbIM
OpPraHOM  WCIOJHHUTEIBHOW  BIACTH, OCYNIECTBISIONIMM BEJICHHE TOCYJapCTBEHHOTO peecTpa
JICKAPCTBEHHBIX CPEACTB I MEITUITUHCKOTO TIPUMCHEHUSI.

(uacTs 4.4 BBeiena @enepabHbIM 3akoHOM OT 02.08.2019 N 297-D3)

5. 3anpemaercst MPOU3BOJICTBO:

1) nexapCTBEHHBIX CPEJCTB, HE BKJIIIOUEHHBIX B TOCYJJapPCTBEHHBII PEECTp JIEKApCTBEHHBIX CPENICTB,
34 HCKIIOYEHMEM JIEKAPCTBEHHBIX CPEACTB, IMPOU3BOAMMBIX Uil IPOBEACHUS KIMHUYECKHUX
UCCIICIOBAHUM U JUIA DKCIIOPTA;

2) panbcupUIMPOBAaHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) nekapCTBEHHBIX CPEACTB 0€3 JUIEH3UU Ha MPOU3BO/ICTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) JICKAPCTBCHHBIX CPCACTB C HAPYHMICHUCM IpPaBUJI OpraHu3aluu IMPOU3BOACTBA U KOHTPOJIA
KaueCTBa JICKAPCTBCHHBIX CPCACTB,

Koncynbrantllmtoc: npumeyanue.
C 29.12.2020 1. 5 u. 5 ct. 45 yrpauuBaet cury (D3 ot 27.12.2019 N 481-D3).

5) ¢dapmaneBTHUeckoi CcyOCTaHIIMM CHOUPTa OSTUJIOBOrO (dTaHONA) Ha TEXHOJOTHYECKOM
000pYyI0BaHWH, KOTOPOE HE 3apETUCTPUPOBAHO WIIM 3aKOHCEPBUPOBAHO B COOTBETCTBUU ¢ DenepatbHBIM
3akOHOM 0T 22 Hos0ps 1995 roga N 171-®3 "O rocynapcTBEHHOM pEryJIMpOBaHHUU MPOMU3BOJCTBA U
000poTa ATHJIOBOTO CHHPTA, AaJKOTOJBHOW W CHHPTOCOJEpIKAmlel NPOAYKIUH W 00 OrpaHUYCHUH
noTpebneHus (pacmuTHs) aTKOTOJILHON MPOoayKIuu' .

(. 5 BBeneH DenepanbHbIM 3ak0HOM OT 29.07.2017 N 278-D3)

Koucynprantlntoc: npumeyanue.
C 29.12.2020 4. 5 ct. 45 nononusierca . 6 u 7 (O3 ot 27.12.2019 N 481-D3).

6. HpI/I BBOJIC JICKAPCTBCHHBLIX CpCIACTB B l“pa)K,Z[aHCKI/Iﬁ 060pOT YHOOJIHOMOUYCHHOC JIMIIO
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MIPOU3BOIUTENISA JIEKAPCTBEHHBIX CPEICTB OCYIIECTBIISIET MOATBEPKACHUE COOTBETCTBUS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBAaHUSAM, YCTAHOBJICHHBIM IPH HUX TOCYAAPCTBEHHOW PETUCTPAIMU, M TapaHTHUPYET, 4TO
JIEKapCTBEHHbIE CPEJICTBA TMPOM3BEIEHHl B COOTBETCTBUM C TpPeOOBaHHSIMH MpPaBHII HaJIeKallen
IIPOU3BOJCTBEHHOM IPAKTUKH.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. YNOTHOMOYEHHBIM JIUIIOM IPOU3BOJIUTEINS JICKAPCTBEHHBIX CPEJICTB SBISETCS €ro pabOTHUK,
aTTECTOBAaHHBI B YCTAHOBJICHHOM YITOJTHOMOYEHHBIM (e/IepabHbIM OPTaHOM HCIIOJHHUTEIBHOMN BIIACTH
MOPSJIKE ¥ UMEIOIIUI CTaX pabOThl HE MEHEe YeM IISATh JIET B 001aCTH MPOU3BOJCTBA | (VIIM) KOHTPOJIS
Ka4yecTBa JICKAPCTBEHHBIX CPEJICTB, BHICIIEE 0Opa30BaHHE COOTBETCTBEHHO IO OJHOM M3 CIIENUAIBHOCTEH
u (W) OJHOMY U3 HANPaBICHWNA TMOATOTOBKH: OWOJIOTHS, OWOTEXHOJOTHUS, BETCPUHAPHSI,
BETCPUHAPHO-CAHUTAPHAsT OKCIEPTU3a, KIMHUYECKAas MEIUIMHA, paJuallioHHas, XUMHUYECKas |
Ouosorudeckas 3amura, papmarus, GyHIaMeHTaIbHAS MEAUIIMHA, XUMUYECKash TEXHOJIOTHS, XHMHSL.

(B pen. @enepanbHbix 3aKk0HOB OT 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

8. Ilpom3BomuTeNnn JEKApCTBEHHBIX CPEICTB (32 UCKIIOUEHHEM (papMareBTUYECKOH CyOCTaHINU
CIHUPTa STUIOBOTO (3TaHOJA) MOTYT OCYIIECTBIIATH MPOAAXy JIGKAPCTBEHHBIX CPEJICTB WIIU IepelaBaTh
HX B YCTAaHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoi denepaunn Nopske:

(B pen. @enepanbHoro 3akona ot 29.07.2017 N 278-03)

1) ApyruM npou3BOIUTENSM JIEKAPCTBEHHBIX CPEJICTB AJIs IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/CTB;
2) opranu3aiysM ONTOBON TOProBIIM JIEKAPCTBEHHBIMU CPEJICTBAMM;

3) anTe4yHbIM OpraHU3aIUsM, BETEPUHAPHBIM aIlTEYHBIM OPTaHHU3ALUAM, HWHIUBUIYATHHBIM
MpeaNpPUHUMATENSIM, UMEIOIIUM JIMIEH3UI0 Ha (apMaleBTUYECKYIO NEATEIbHOCTh WU JUIEH3UI0 Ha
MEIUIMHCKYIO JEATEIIbHOCTD;

4) HAYYHO-UCCJICAOBATCIILCKUM OpraHnU3alusaIM IJIs Hay‘{HO'HCCHe,HOBaTeHLCKOﬁ pa6OTLI;
5) MCIUIUHCKUM OpraHu3alvsaM U BETCPHUHAPHBIM OPraHU3alusaM;

6) opraHuzalnUsIM W UHAUBUAYAIbHBIM MPEANPUHUMATENSAM, OCYIIECTBISIONINM pa3BeacHHeE,
BEIpANIUBAHUE W COJICPKAHWE JKUBOTHBIX (32 WCKIIOYCHHEM TMPOJaXKH UM (apMareBTUICCKUX
CyOCTaHIIMI UM UX TIepeaayn).

(. 6 B pen. ®enepanbuoro 3akoHa ot 02.08.2019 N 297-D3)

Koncynwsrantllntoc: npumeuanue.
C 29.12.2020 B u. 9 ct. 45 BHOCsATCS u3MeHeHus (D3 ot 27.12.2019 N 481-D3).

9. IlpomsBoaurenu QapmaneBTHUECKONl CyOCTaHIMM CHHpPTa ATUIOBOTO (3TaHOJa) OO0s3aHbI
OCYILIECTBIIATh peaIN3aLuio (Iepefady B yCTaHOBIEHHOM 3aKOHOJATeIbcTBOM Poccuiickoit deneparuu
nopsiake)  (apmaneBTHUECKOM  CcyOCTaHIMM  COUpPTAa ATHIOBOTO  (9TaHONA)  HPOM3BOJIUTENSM
JIEKapCTBEHHBIX CPEACTB JJIsi MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB B €MKOCTAX 00BeMOM He Ooiee 1
mutpa u (wim) He MeHee 1000 uTpoB, a opraHu3anysM, yKa3aHHbIM B IyHKTax 2 - 6 4yacTu 8 HacTosAIeH
CTaThbH, B Tape 00beMoM He OoJee 1 nuTpa.

(uactp 9 BBeneHa DenepanbHbIM 3aK0OHOM OT 29.07.2017 N 278-D3)
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Koncynpsrantllimtoc: nmpumedanue.
C 29.12.2020 ct. 45 nononusercs 4. 10 u 11 (D3 o1 27.12.2019 N 481-D3).

CtaTtbsa 46. MapknpoBKa fiekapCTBEeHHbIX CPeacTB

1. JlekapcTBEeHHbIC INpenaparbl, 3a HCKIIOYCHHEM JIEKapCTBEHHBIX MPENapaToB, HU3TOTOBJICHHBIX
AllTCUHBIMU  OpTraHHU3alusAIMHU, BCTCPHUHAPHBIMHU AlTCUYHBIMHU OpraHU3allUsAMH, HWHIAHUBUAYAIbHBIMU
OpeIIPUHAMATEISIMY, WMCIOIIMMU  JIMLIEH3UI0 Ha  (DapMaleBTUYECKYIO JESTEIbHOCTh, JIOJDKHBI
MOCTYTaTh B OOpallieHue, eciu:

1) Ha WX TEPBUYHON YIAaKOBKE (32 HCKIIOYEHUEM MEPBUYHON YIAKOBKH JICKAPCTBEHHBIX
PaCTHTEIBHBIX IMPEMapaTOB) XOPOIIO YHTAEMbIM MIPU(TOM HA PYCCKOM SI3BIKEC YKa3aHbl HAMMCHOBAaHUE
JICKApCTBEHHOTO Tpenaparta (MEXIyHAapOJHOE HEMAaTEHTOBAHHOE, WM TPYNIUPOBOYHOE, HIIU
XUMHYECKOE, WM TOPrOBOC HAUMEHOBAHKE), HOMEP CEPHH, JaTa BBITyCKa (Isi IMMYHOOHOJIOTHICCKUX
JICKApCTBEHHBIX IpENapaToB), CPOK T'OJHOCTH, JO3MPOBKA WJIM KOHICHTpAIUs, 00beM, aKTUBHOCTh B
SIMHUIIAX TSHCTBUS WIH KOJIMYECTBO J103;

(B pen. @enepanbubix 3akoHOB 0T 11.10.2010 N 271-D3, ot 22.12.2014 N 429-D3)

2) Ha WX BTOPUYHOH (HOTPEOUTETHCKOW) YMAKOBKE XOPOIIO YHUTAEMBIM MIPU(TOM Ha PYCCKOM
A3bIKE YKa3aHbl HalMMEHOBAHUE JICKAPCTBEHHOI'O Ipernapara (MEeXIyHapOJHOE HEMaTeHTOBAaHHOE, WU
IPYNIUPOBOYHOE, WJIM XHMHYECKOE U TOProBO€ HAUMEHOBAHHSA), HAUMEHOBAaHUE IPOU3BOJIUTEIS
JIEKapCTBEHHOT'O Ipernapara, HOMEp CepHH, AaTa BbIITYCKa (11 UMMYHOOUOJIOTHUECKUX JEKapCTBEHHBIX
MpernapaTroB), HOMEP PErHCTPAMOHHOTO YAOCTOBEPEHHUS, CPOK TOJHOCTH, CIIOCO0 TPUMEHEHHS,
J03UpPOBKAa WM KOHLIEHTpalus, o0beM, aKTUBHOCTb B €AMHULAX ACUCTBUS JUOO KOJIMYECTBO 103 B
YIaKOBKE, JIEKapCTBEHHas (opMa, YCIOBUS OTIIYCKa, YCIOBUS XPaHEHMUs], IPEeLyIPEIUTENbHbIE HAJITUCH.
(B pen. ®enepanbubix 3aKk0HOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2. ®apmaneBTHUYECKHE CyOCTaHIIMU JOJDKHBI MOCTYINaTh B OOpalleHHe, €CcId Ha UX MEepBUYHOU
YIaKOBKE XOPOLIO YUTAEMbIM HIPU(TOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHHUE (apMalleBTUYECKOM
CY6CT3HHI/II/I (MG)KIIYHapOI[HOC HCMMATCHTOBAHHOC, WJIM TPYHNIIMPOBOYHOEC, WM XHUMHUUYCCKOC U TOProBOC
HalMEHOBaHMA), HAMMEHOBAaHUE MPOU3BOAUTENS (hapMalleBTUUECKOW CyOCTaHIIMM, HOMEp CEepuH M JaTa
HU3TOTOBJICHUS, KOJIMYCCTBO B YIIAKOBKEC W €AMHUIBI U3BMCPCHUA KOJIMYCCTBA, CPOK T'OJHOCTH U YCIOBUA
XpaHEeHHSI.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. .HeKapCTBeHHBIe CpeACTBA B KaUCCTBC ChIBOPOTOK JOJI’KHBI ITOCTYIIAThH B o6pa1ueHHe C YKa3aHuemM
JKMBOTHOI'O, U3 KPOBH, IJIa3MBI KPOBH, OPTraHOB U TKaHel KOTOPOIr0 OHHU IOJYUCHBI.

4. Ha BTOpHYHYIO (TOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJCTB, MOITYYEHHBIX U3 KPOBH,
MJIa3Mbl KPOBHM, OPraHOB M TKAaHEW dYeNOBEKa, JIOJDKHA HAHOCHTHCS Haamuch: "AHtutena k BUY-1,
BHY-2, x Bupycy renarura C 1 NOBEpXHOCTHBIM aHTUT€H BUpyca renaruta B orcyrcrByror”.

5. Ha  mepBuuHyr0  ynmakoBKy M BTOPHUYHYIO (MOTpPEeOUTENBCKYI0)  YMAKOBKY
panuodapmaneBTHYEeCKUX JICKAPCTBEHHBIX CPEACTB JJOKEH HAHOCUTHCS 3HAK PaJIMallMOHHON OMACHOCTH.

6. Ha BrOopuuHy0 (MOTPEOUTENHCKYIO) YITAKOBKY TOMEOMATHYECKUX JICKAPCTBEHHBIX IpEnapaToB
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OJKHA HAaHOCUTBCI Haamuck: "T'omeonatnueckuii".

7. Ha BTOpuYHYIO (TIOTPEOHMTENHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX PACTUTENBHBIX IpEnapaToB
JIOJKHA HAHOCUTBCS HAamUCh: "[Ipoaykius nponuia paauaiiiOHHbIA KOHTPOJIb' .

8. Ha mnepBuuHyi0 ymakoBKy (eciid Il 3TOrO CYIIECTBYET TEXHUYECKas BO3MOXXHOCTb) U
BTOPUYHYIO (IIOTPEOUTENTHCKYIO) YIAKOBKY JIEKQpPCTBEHHBIX IIPENapaTroB, MpeIHA3HAYCHHBIX IS
KJIMHUYECKUX MCCIICAOBAaHUM, TOJKHA HAHOCUTHCS HAIMUCh: " J{J11 KITMHUYECKUX UCCISIOBaHUM".

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

9. VYnakoBka JIEKQpCTBEHHBIX CPEACTB, MNPEIHA3HAYCHHBIX MCKIOYUTENBHO IS HKCIOPTa,
MapKUPYETCs B COOTBETCTBHH C TPEOOBAHUSIMH CTPAHBI-UMIIOPTEPA.

10. Ha TpancnopTHyio Tapy, KOTOpas HE MpeaHa3HaueHa JUIsl MOTpeOuTened W B KOTOPYIO
MOMEIIIEHO JIEKApCTBEHHOE CpPEICTBO, JOJDKHA HAHOCUTHCS HWHGOpMallMs O HAMMEHOBAHUU, CEPHH
JICKQpCTBEHHOTO CPEJICTBA, JIAaT€ BBHIMYCKA, KOJUYECTBE BTOPUYHBIX (TOTPEOMTENHCKHX) YIAKOBOK
JIEKapCTBEHHOTO CPEACTBA, MPOM3BOAMTENE JIEKAPCTBEHHOTO CPEJICTBA C YKa3aHMEM HAUMEHOBAaHUS U
MECTOHAXO0XKCHUS TPOU3BOIUTEIS JIEKAPCTBEHHOTO CPEJICTBA (apec, B TOM UUCIIE CTpaHa U (UITH) MECTO
MIPOM3BOJICTBA JIEKAPCTBEHHOT'O CPEJCTBA), & TAKXKE O CPOKE T'OJHOCTU JIEKAPCTBEHHOT'O CPEACTBA U 00
YCIOBUAX €0 XpaHCHHUA U IICPEBO3KU, HCO6XOILI/IMI>IC npeaynpeaAUTCIbHBIC HAAIMUCU U MAHUITYJIATOPHBIC
3HAKHU.

11. Ha nepBuuHyr0 ynakoBKy M BTOPUYHYIO (IOTPEOUTENBCKYIO) YHAKOBKY JIEKapCTBEHHBIX
CPeACTB JJisi BETEPUHAPHOIO IMPUMEHEHHUs JIOJDKHA HAHOCUThbCA Haanuch: "I BeTepuHapHOro
IIpUMEHEHUs".

12. Ha BropuuHyto (IOTpeOMTENbCKYIO) YIAKOBKY JIEKAPCTBEHHOI'O IIpernapara HaHOCHTCSA
IITPUXOBOM KOJI.

Mmasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUNCKYIO ®PEAEPALIMIO Y BbIBO3 NEKAPCTBEHHbIX CPEOCTB
U3 POCCUUCKOW ®EOEPALUU
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

CraTtbsa 47. Nopsaaok BBO3a nekapcTBeHHbIX cpeacTtB B Poccumnckyro deagepauuio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB 3 Poccunckon Pegepauum
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BBo3 nekapcTBeHHbIX cpenctB B Poccuiickyro ®Denepanuio oCylIecTBISETCS B MOPSIKE,
ycraHoBieHHOM [IpaBurensctBoM Poccuiickori ®Penepauuu, B COOTBETCTBUM C TAMOKEHHBIM
3aKOHOAATETHCTBOM TaMOKEHHOTO coro3a B pamkax EBpA3DC (manmee - TaMOKEHHBIN cO103) U (HIIN)
3aKkoHOJaTenbcTBOM Poccuiickoi denepanrivi 0 TaAMOKEHHOM JIEIIE.

(B pen. denepanbhoro 3akoHa ot 06.12.2011 N 409-03)

2. BBosumble B Poccuiickyto ®enepannio JIEKApCTBEHHbIE CPEACTBA JIOJKHBI COJIEPKATHCS B
rOCYJIapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPELCTB.
(B pen. @enepanbubix 3akoHOB 0T 06.12.2011 N 409-03, o1 27.12.2019 N 462-D3)

www.consultant.ru Crpanura 105 u3 140
HaJeKHasl MPpaBoBas NMOAAECPIKKA


http://www.consultant.ru/
http://www.consultant.ru/

®Oenepanbhblil 3akoH oT 12.04.2010 N 61-D3
(pen. ot 03.04.2020)
"O6 oOpareHnH JIeKapCTBEHHBIX CPeACTB"

Jokyment npenoctasien Koncynsrantllmoc
Jara coxpanenus: 09.06.2020

3. Honyckaetrcs BBO3 B Poccuiickyro Denepanvito KOHKPETHOM MapTHUU 3apETrUCTPUPOBAHHBIX U
(w1M) HE3aperucCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB, MPEAHA3HAYEHHBIX JUISI  MPOBEIACHUS
KIIMHUYECKUX KCCIEAOBAaHUN JIEKapCTBEHHBIX MPENapaToB, MPOBEACHUS 3KCIEPTU3bl JIEKAPCTBEHHBIX
CPEICTB JUIsl OCYILIECTBJICHUS TOCYAApPCTBEHHOM pPETUCTpallMu JIEKAPCTBEHHBIX IMPENapaToB WU s
OKa3aHusl MEJAMIIMHCKOW MOMOIIM IO >KU3HEHHBIM MOKa3aHUSIM KOHKPETHOTO MallMeHTa Ha OCHOBAHHUHU
pa3peleHus, BBIIAHHOTO YIIOJHOMOYEHHBIM (helepaabHbIM OpPraHOM HCHOJIHUTEIBHON BJIACTH TIO
3asBJICHUSAM JIUI, YKa3aHHBIX B cTaThe 48 Hacrosiero denepanbHOro 3akoHa. PaccMoTpeHue Takoro
3asBJCHUSL U TPUHATHE PpEUICHUsS O BbIJA4Ye pa3pelieHuss Ha BBO3 KOHKPETHOW MapTUU
3aperuCcTPUPOBAHHBIX U (WJIM) HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MPEIHAZHAYCHHBIX IS
MPOBEACHUS KJIMHUYECKUX MCCIICIOBAHUM JIEKAPCTBEHHBIX IPENapaToB, MPOBEACHHUS SKCIEPTU3BI
JIEKapCTBEHHBIX CPEACTB JJIsi OCYLIECTBIIEHUS TOCYAApCTBEHHOW pErucTpaluu JIeKapCTBEHHBIX
npenaparoB WM JUIsl OKAa3aHUsS MEIULMHCKOM IMOMOIIM IO KU3HEHHBIM IOKa3aHUSIM KOHKPETHOTO
nanueHTa Jubo 06 oTkase B BblAau€ YKAa3aHHOTO pa3pellIeHHs TPOU3BOJIATCS B CPOK, HE MPEBBIIIAIONIHIA
natu padounx auei. [1naTta 3a Beaduy yKa3aHHOTO pa3pelieHus HE B3UMAETCA.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

Koncynprantlntoc: npumedanue.
C 01.01.2024 4. 3.1 cr. 47 yrpauuBaet cuiry (D3 ot 27.12.2019 N 475-D3).

3.1. Honyckaercst BBo3 B Poccuiickyto denepannio KOHKpPETHOW NapTUU HE3aperucTpUpPOBAaHHBIX
JIEKAPCTBEHHBIX MPENAPATOB, COAEPKAIIUX HAPKOTHYECKUE CPEJICTBA WIIM IICUXOTPOIHBIE BEIECTBA, B
nopsiike, ycraHoBiieHHOM IlpaButensctBoMm Poccuiickoir Penepauuu, g OKa3aHUS MEIUIIMHCKOW
MIOMOIIIM 10 >KM3HEHHBIM IOKAa3aHUAM KOHKPETHOT'O MAllMeHTa WM IPYIIbl NAUEHTOB B ClIyyae, €Clid
UMEETCSl pEIICHHE BpadeOHOW KOMHUCCHH MEIUIIMHCKOW OpraHu3anuu O HEdPPEKTUBHOCTH WIIH
HEBO3MOKHOCTU NPUMEHEHUs y KOHKPETHOrO IMAllMEHTa HWHBIX 3apErHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
[IpernapaToB, B TOM YHCJE COAEpXKAIIUX JApPYyrue JACUCTBYIOLIME BEIIECTBA, U O HEOOXOJUMOCTH BBO3a
ONPENIETICHHOT0 HE3apEruCTPUPOBAHHOTO JIEKAPCTBEHHOTO MIpenapara ¢ yKa3aHueM €ro MeKIyHapOJHOTO
HEMAaTeHTOBAHHOTO (MJIM XMMHUYECKOT0, WJIM TPYHNIUPOBOYHOTO) HAWMEHOBaHMs, ()OPMBI BBIMyCKa M
KoiuuecTBa. llepeyeHn 3a0oneBaHUil M COCTOSIHMI U COOTBETCTBYIOIIMX JEKAPCTBEHHBIX MPENaparos,
coJiepKalnX HAPKOTUYECKHE CPEICTBA U IMICUXOTPOITHBIE BEIIECTBA, B IEJISAX OCYIIECTBIECHUS UX BBO3a B
COOTBETCTBUHM C TpPEOOBAHUSMH HACTOSIIEH YacTU YTBEP)KIAeTcs YIMOIHOMOYEHHBIM (eaepaabHbIM
OpraHOM HMCTIOJHUTEIHHOM BJIACTH.

(uactp 3.1 BBengeHa denepanbHbIM 3aKOHOM OT 27.12.2019 N 475-03)

4. B Poccuiickyto @enepanyito MOKHO BBO3UTH JIEKAPCTBEHHbBIE CPEJICTBA, KAaYECTBO KOTOPBIX
MOJTBEPKIEHO  CEpTU(PHUKATOM  TMPOUZBOAMTENS  JIEKAPCTBEHHBIX  CPEJACTB,  YAOCTOBEPSIOIIUM
COOTBETCTBHE BBO3UMBIX JIEKAPCTBEHHBIX CPE/ICTB TPeOOBaHUAM (hapMaKONEeWHbIX cTaTel JIubo B ciiydae
UX OTCYTCTBUSI HOPMaTUBHOM JOKYMEHTALlMU WJIK HOPMaTUBHOT'O IOKYMEHTA.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

5. 3ampemaercs BBo3 B Poccuiickyro denepannio GpanbcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
HEZ00POKaYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPAPAKTHBIX JIEKAPCTBEHHBIX CPECTB.
(B pen. deaepanbhoro 3akoHa ot 06.12.2011 N 409-03)

6. danscuduIpOBaHHBIE JIEKAPCTBEHHBIE CPEACTBA, HEAOOPOKAYECTBEHHBIC JIEKAPCTBEHHBIC
CPEACTBA MOMJIEKAT UZBATHUIO U MOCIEAYIOLIEMY YHUUTOKEHUIO WM BbIBO3Y U3 Poccuiickon denepannu,
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KOHTpa(aKTHbIE JIEKAPCTBEHHBIE CPE/ICTBA - U3BATUIO U MOCIEAYIOIIEMY YHUUTOXKEHHUIO. Y HUUTOXKEHUE
wim BbBO3 U3 Poccuiickoit ®enepanyn  QanbCHPUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJICTB,
HEI00pOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEACTB, KOHTpPA(aKTHBIX  JIEKAPCTBEHHBIX  CPEICTB
OCYLIECTBJISIETCA 3a CYET JIMLA, OCYLIECTBUBIIEIO HX BBO3. IlOpSNIOK YyHUYTOXKEHHS H3BATHIX
¢banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEI0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
KOHTpagaKTHBIX JEKapCTBEHHBIX CPEICTB ycTaHaBnuBaercs [IpaButensctBoM Poccuiickoit @enepannu.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

7. Jluma, ocymectBisiomme BB03 B Poccuiickyto  @enepanuio  (hanbCUBUIMPOBAHHBIX
JIEKAPCTBEHHBIX  CPEICTB, HEAOOPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEICTB, KOHTPAa(aKTHBIX
JIEKAPCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBUU C TAMOXXEHHBIM 3aKOHOJIATEIHCTBOM
TamoxeHHOT0 cor03a U (MJIM) 3aKOHOIaTeIhCTBOM Poccuiickoit deaepannn 0 TaMOKCHHOM JIeJIe.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

8. BrIB03 sekapcTBeHHBIX cpeAcTB U3 Poccuiickoil denepanyu ocyiiecTisercs 6e3 NpUMEHEHUs
OTpaHUYEHUI, YCTAaHOBJIEHHBIX TaMOXXEHHBIM 3aKOHOJATEIbCTBOM TaMO)XEHHOTro coro3a u  (WiIH)
3aKoHoAaTenscTBOM Poccuiickoit denepanuu 0 rocylapCTBEHHOM PEryJIMpOBAaHUU BHELIHETOPrOBOU

JCSTCIILHOCTH.
(B pen. ®enepanpubix 3akoHOB OoT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N
429-D3)

9. BBox B rpaxkaaHcKuii 000OpOT JIEKAPCTBEHHBIX MPEMapaToB AN MEIUIIMHCKOTO MPUMEHEHUs,
BBe3eHHBIX B Poccuiickyro deneparuio, oCymecTBIsSETCs C COONMIOACHUEM TPeOOBaHUM, YCTAHOBIEHHBIX
cratbeit 52.1 nacrosiero @eaepaibHOTO 3aKOHA.

(dactp 9 BBeneHa denepanbHbIM 3aKOHOM OT 28.11.2018 N 449-D3)

Cratbsa 48. lOpuanyeckue nuua, KOTOpbIM pa3spelleH BBO3 NleKapCTBEHHbIX CpeAcTB
B Poccumnckyro ®enepauuio
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBeHHsle cpenctBa B Poccuiickyro denepanuo MOryT BBO3UTH:
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) mnpou3BOAUTENM JIEKAPCTBEHHBIX CPEACTB JUId Lened COOCTBEHHOrO IPOU3BOJICTBA
JIEKapCTBEHHBIX CPE/ICTB;

2) WHOCTpaHHbIE pPa3pabOTYUKU JIEKAPCTBEHHBIX CPEICTB M HMHOCTPAHHBIE MPOU3BOJIUTENN
JIEKapCTBEHHBIX CPEJCTB WM APYTHe IOPUAMYECKHE JIUIA 110 MOPYUYEHHUIO pa3paboTUnKa JeKapCTBEHHOTO
CpelIcTBa JUIsl MPOBEACHUS KIMHUYECKUX HCCIEAOBAHUM JIEKAPCTBEHHOI'O IIpernapara, OCYLIECTBIICHUS
rOCYJapCTBEHHON  perucTpanMy JIEKapcTBEHHOrO  Iperapara, BKIIOYEHHA  (apMalleBTUYECKOH
CyOCTaHIIMM B IrOCYAApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEJICTB, KOHTPOJS KayecTBa JIEKapCTBEHHBIX
CPEeZACTB IPHU HAJIMYUM pa3pelieHus YIOJIHOMOYEHHOTo (peaepanibHOro opraHa MCIOJHUTEILHON BIACTH
Ha BBO3 KOHKPETHOH MapTHH JIEKAPCTBEHHBIX CPEJICTB;

3) OopraHu3alnu OIITOBOM TOPrOBJIN JICKAPCTBCHHBIMU CPCACTBAMU;

4) Hay4yHO-HCCJIEIOBATEeNIbCKHE OpraHu3alu, oOpa3oBaTelibHblE OpPraHU3alldid  BBICIIETO
o0Opa3oBaHMsl, MPOU3BOAUTENH JIEKAPCTBEHHBIX CPEICTB A pa3pabOTKH, HMCCIEAOBAHUN, KOHTPOJIS
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0€30macHOCTH, KadecTBa, A(PGEKTUBHOCTH JICKAPCTBEHHBIX CPEACTB NPU HAIUYUAU  Pa3pelICHHS
YIOJIHOMOYEHHOTO (hesiepalibHOro OpraHa UCIOJHUTEILHON BIACTH;
(B pen. @enepanpHoro 3akoHa ot 02.07.2013 N 185-D3)

5) MEIUIIMHCKNE OpraHu3alluy, NHbIE YKa3aHHbIE B ITyHKTax | - 4 HacTosIIEeNd CTaTbU OpraHu3aluu
IUI OKa3aHWsI MEIULIUHCKON IIOMOIIM I10 )KM3HEHHBIM [TOKA3aHUAM KOHKPETHOTO ITALIMEHTA IIPH HAJTUYUU
paspelIeHnss yIoJHOMOYEHHOTO (eepabHOr0 OpraHa MCIIOJHUTEIBHON BIIACTH HAa BBO3 KOHKPETHOMH
[apTUHU JIEKApCTBEHHOI'0 IpenapaTa, BbIAAHHOTO B YCTAHOBJIEHHOM IOpsAJKE B (OpME 3JIEKTPOHHOI'O
JOKYMEHTA, MOANMCAaHHOTO YCHJICHHON KBATU(UITMPOBAHHOM 3JI€KTPOHHON MOIHCHIO;
(B pen. denepanpHoro 3akoHa ot 12.03.2014 N 33-03)

Koncynprantlntoc: npumeyanue.
C 01.01.2024 1. 6 ct. 48 yTpauuBaer cuiy (P3 ot 27.12.2019 N 475-D3).

6) TOCyJapCTBEHHBIE YHUTAPHBIC MPEANPUATHS, UMYIIECTBO KOTOPHIX HAXOAWUTCS B (enepaabHOi
coOcTBeHHOCTH, onpenensemble [IpaButensctBoM Poccuiickoit ®enepanuu, B 4YacTd BBO3a B
Poccuiickyro  ®Denepanuio  HE3aperHCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IPENAPATOB,  COAEPKAIIMX
HApKOTUYECKHE CPEACTBA WJIM IICHUXOTPOMHBIE BEIECTBA, I OKa3aHUS MEIUIIMHCKON MOMOIIHM IO
KU3HEHHBIM TOKa3aHUSAM KOHKPETHOTO MallMeHTa UM TPYIIIbl NallMEHTOB B COOTBETCTBUU € 4acThio 3.1
ctatbu 47 HacTosmiero deneparbHOTO 3aKOHA.

(. 6 BBeneH PenepanbHbIM 3aK0HOM 0T 27.12.2019 N 475-D3)

Cratba 49. [IoOKyMeHTbl, nNpeacTtaBnsieMblie B TaMOXeHHble opraHbl Poccumnckowm
Penepauum npu BBO3e NeKapCcTBEHHbIX cpeacTB B Poccumnckyro deagepauyuto
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. Ilpu BBO3e JeKapcTBEHHBIX cpeACTB B Poccuiickyro @Denepanuio B TaMOXEHHBIE OpIraHbI
Poccuiickoit @enepauyu Hapsaxy ¢ JOKyMEHTaMH, IIPEACTABIEHUE KOTOPBIX MPELYCMOTPEHO
TaMOXXEHHBIM 3aKOHOJATEbCTBOM TaMOXXEHHOro coro3a M (WIM) 3aKOHOAATeNbCTBOM Poccuiickoit
denepany 0 TAMOXKEHHOM JIEJIE, IPEACTABIAIOTCA CIEIYIOIINE JOKYMEHTHI:

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) ceprudukar npoU3BOAUTENS JEKAPCTBEHHOTO CPEICTBA, YJIOCTOBEPSIOMIMNA COOTBETCTBHE
BBO3MMOI'O JIEKAPCTBEHHOI'O CpejicTBa TpeOoBaHUsAM (apmakomneiHol crtaThu MO0 B cCilyyae ee
OTCYTCTBUSI HOPMAaTHUBHOM TOKYMEHTAIIMU WJIM HOPMAaTHUBHOT'O IOKYMEHTA,

2) paspelieHre YMNOJIHOMOYEHHOro (elepaqbHOro opraHa HCIOJHUTENBHOM BJIACTM Ha BBO3
KOHKPETHOW MNapTUM JIEKapCTBEHHOTO CpEACTBAa B CIIy4Yasx, YCTAaHOBJIEHHBIX 4acTbio 3 ctarbu 47
Hacrosmero desepanbHOro 3aK0Ha.

2. JIOKyMEHTBI, yKa3aHHble B IyHKTax | u 2 yacTu 1 HacTosmiell craTbu, NMPEACTABISAIOTCA B
TaMOKeHHbIe opranbl Poccuiickoit ®@enepanuu npu npuObITHM JIEKApCTBEHHBIX CpeACTB B Poccuiickyro
denepanuro.

(B pen. denepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccunckyro ®depepauuio ans
JINYHOrO UCNOJSIb30BaHUA U UHbIX HEKOMMEPYECKUX Lerien, a Takke Ans MCNoNb30BaHUA
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Ha TeppuTopun MmexgyHapoaHoro MeanMuuMHCKOro Knacrepa
(B pen. @exnepanbubix 3aKkoHOB 0T 06.12.2011 N 409-®3, ot 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIE TpemnapaThl MOTyT ObITh BBe3eHbl B Poccuiickyro ®expepaumio 6e3 ydera
TpeOOBaHUH, TPETYCMOTPEHHBIX YacTsMu 1 - 4 crateu 47, ctatbamu 48 u 49 Hactosmero denepaibHOTO
3aKOHa, €CJIM OHM IIPEIHA3HAYEHBI JJIA:

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1) nuaHOrO MCMONB30BaHU (U3NYECKUMHU JUIaMu, NpuObBIIMMH B Poccuiickyro Penepanuto.
IIpu »toM BBO3 B Poccuiickyto @epepanuio JEKapCTBEHHBIX IIPENaparoB, COAEPIKALIUX
CWIbHOAEWCTBYIOIME U (WIKM) SJOBUTHIE BEILIECTBA, BKIIOUEHHBIE COOTBETCTBEHHO B CIIMCOK
CUJIBHOJICUCTBYIOIIUX BEIIECTB JJIA €€l YroJIOBHOTO 3aKoHoJarenbcTBa Poccuiickoit denepanuu U B
CIIMCOK SIIOBUTBIX BEIIECTB Ui LeJIed YrOJIOBHOIO 3akoHozarenbcTBa Pocculickon @enepauuu,
yrBepxkacHHbIE [IpaBurensctBoM Poccuiickont denepannu, oCyIeCcTBIAETCS IPU HAIUYNU JOKYMEHTOB
(3aBEpeHHBIX KOINUN JOKYMEHTOB WJIM 3aBEPEHHBIX BBINUCOK W3 HUX), MOATBEPIKIAIOLIMX Ha3HAUEHUE
¢u3nyeckoMy JIMIly YKa3aHHBIX JIEKAPCTBEHHBIX IpenapaTroB (3a MCKIIOYEHUEM JIEKapCTBEHHBIX
IIpenaparoB, 3aperucTpupoBaHHbIX B Poccuiickon @Pexnepaunu M OTmyckaemelx B Pocculickon
@enepanuu 0e3 perenra Ha JIeKapcTBeHHbIN mpemnapar). [loaTBepkaaronue J0KyMEHThI (UX 3aBEepEHHbIE
KOIIMYU WJIM 3aBEPEHHBIE BBIMUCKHU U3 HUX) JIOJIKHBI CO/IEPKATh CBEICHUS O HAUMEHOBAHUU U KOJIMYECTBE
HA3HAUYEHHOI'0 JIEKapCTBEHHOI'0 IpenapaTta. B cioywae, eciau NOATBEpXkAAIOLIME JOKYMEHTHI (MX
3aBEpEHHbIC KOMHWM WM 3aBEPEHHBIC BBIMMCKU W3 HUX) COCTABJIEHbl HA MHOCTPAHHOM SI3bIKE, K HUM
IIpUJIaraeTcs HOTApUAJIbHO 3aBEPEHHBIN NIEPEBO] HA PYCCKUH SA3BIK;
(n. 1 B pea. @enepanbHoro 3akoHa ot 02.06.2016 N 163-03)

2) uCHONb30BaHUS PpabOOTHUKAMM  AWIUIOMATUYECKOTO KOpIyca WIM  HIPEICTaBUTENSIMU
MEKIYHApOAHBIX OpraHu3alnid, akKpeIuToBaHHbIX B Poccuiickoi denepannu;

3) 5edeHUsT MAcCaXMpPOB M WIEHOB SKUIAXeW TPaHCHOPTHBIX CPEACTB, MOE3IHBIX Opuraa u
BOAMTENEH TPAHCIIOPTHBIX CPEACTB, NpUOBIBIINX B Poccuiickyto denepanuio;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) nedeHus: y4aCTHUKOB MEXKIYHAPOJHBIX KYJIbTYPHBIX, CHOPTUBHBIX MEPONPUATUN U YYACTHUKOB
MEXIYHAPOIAHBIX HKCIICIULINN;

5) 7nedeHHs KOHKPETHBIX JKMBOTHBIX B 300HapKax, 300cajax, I[HUpKaxX, OKeaHapuyMax,
nenb(UHApUAX, JIEYEHUS AMKUX JKUBOTHBIX, MOCTOSHHO HWJIM BPEMEHHO HACENSIOUIMX TEPPUTOPHUIO
Poccuiickoit deneparnuu, HaXOIANIUXCS B COCTOSIHUM E€CTECTBEHHOM CBOOOJBI M TPHUHAIJICKANIUX K
BUJaM, 3aHeceHHbIM B KpacHyro kuury Poccuiickoit @enepauuu M (WiaM) KpacHble KHUTU CYyOBEKTOB
Poccuiickoit denepanuuy, a Takke KUBOTHBIX, BBO3MMBIX B Poccuiickyto denepanuio Ui ydacTus B
CIIOPTUBHBIX U 3PEJIMILHBIX MEPOIPUATHUAX;

(B pen. @enepanbhbix 3aKk0HOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) UCTIOIB30BAaHUS HA TEPPUTOPUN MEXKTYHAPOJIHOTO MEIULIMHCKOIO KIacTepa.
(1. 6 BBeneH DenepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. B ciayuasx, npelyCMOTPEHHBIX 4acTblO | HacTOSIIEH CTaTbU, AOIyCKaeTcsl BBO3 B Poccuiickytro
denepannio JIEKapCTBEHHBIX MIPENApaToB, HE 3apErUCTPUPOBAHHBIX B Poccuiickont @enepanuu.
(B pen. denepanbhoro 3akoHa ot 06.12.2011 N 409-03)
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3. JlekapcTBeHHbIE Mpenapatkl, MpeIHa3HauYeHHbIE /Ul TYMaHUTAPHOW MOMOIIM (CONEHCTBUS) WK
IIOMOIIM IIPYM 4YPE3BBIYAMHBIX CHUTyalusax, BBO3sATCA B Poccuiickyto @Denepauuio B NOpSIKE,
ycraHoBieHHOM [IpaButensctBom Poccuiickoit ®Depeparuu. 3amnpemaercss BBo3 B Poccuiickyro
@denepallio  HE3APETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IPENaparoB,  IPEJHA3HAYEHHBIX A
rYMaHUTapHON MOMOIIHU (COACHCTBHS) UM MIOMOILY IPU YPE3BbIYAIHBIX CUTYyAIHUSIX.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 51. CoTtpyaHuyecTBO heaepanbLHOro opraHa MCMNOSIHUTENbHOM BIacTH,
YNOMHOMO4YEHHOro B 06flacTM TaMOXEHHOro pgena, M APYrux YNONMHOMOYEHHbIX
deaepanbHbIX OPraHOB UCNOSTHUTENLHOM BNacTm

1. VYmonHoMoueHHbIe (enepanbHble OpraHbl HCHOJHUTEIBLHON BIACTH MPEIOCTABISIOT B
pacriopsbkeHue (peepaJbHOr0 OpraHa HCHOJHMUTENbHOM BIAcTH, YIOJIHOMOYEHHOTO B 00JacTu
TaMOXXCHHOTO JIeJla, TOCYAAapCTBEHHBIH PEECTp JEKAPCTBEHHBIX CPEACTB, a Takke HH(OpMAIMIo O
BBIIAHHBIX pa3pelIeHUs X Ha BBO3 KOHKPETHOW NapTHUM JIEKapCTBEHHBIX CPEICTB B  ClydyasXx,
YCTaHOBJIEHHBIX 4acThlo 3 craThu 47 HacTosero deaepanbHOro 3aKOHa.

2. @enepanbHblil OpraH HCHOJHUTEIbHON BIIACTH, YIOJIHOMOYEHHBIH B 00JAaCTH TaMO>KEHHOI'O
nena, nHQOPMHUPYET yKa3zaHHBIC B YaCTH | HACTOAIICH CTaTbU YIOJHOMOYEHHBIE (e/epaibHbIe OpraHbl
UCIIOJIHUTEJIBHOM BJIACTM O BBO3€ JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyro Penepanuio U BbIBO3E
JIeKapCTBEHHbIX cpencTB u3 Poccuiickoit denepanuu no popme u B NopsaKe, KOTOPbIE YCTAHOBIICHBI
[IpaBuTenscTBoM Poccuiickoit denepaiuu.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Masa 10. PAPMALEBTUYECKAA OEATENbHOCTDb
Cratbsa 52. OcywecTBneHue ¢papmaLeBTUHECKON AEATENIbHOCTH

1. dapmanieBTHuecKkasi JEATEILHOCTh OCYIIECTBISETCS OPTraHU3allMsIMH OINTOBOM TOPTOBIIH
JIEKAPCTBEHHBIMU ~ CPEACTBAMH,  aANTE€YHbIMM  OpPraHU3alUsIMH, BETEPUHAPHBIMU  ANTEYHBIMU
OpraHu3alMsIMH, WHIUBUTYy ATbHBIMU MpeANPUHIMATEISIMH, UMEIOIIUMH  JTUIEH3UIO Ha
(bapmalleBTUUECKYIO0 AESITeNbHOCTh, MEAUIIMHCKUMH OpTaHU3alUSIMU, HUMEIONIMMH JUIEH3UI0 Ha
(hapMareBTUUECKYI0 JESATENbHOCTh, M WX OOOCOOJCHHBIMH TOJApa3JeIeHUsIMUA (aMOyJIaTOpUsIMU,
benpamepckuMu U QENpAIMIePCKO-aKYIIEPCKUMH  IMyHKTaMHU, IIeHTpaMu (OTIENeHUsMHU) OOmIei
BpayeOHON (CEeMEHOM) MPaKTHUKU), PACIOJIOKEHHBIMH B CEJIbCKUX HACEJIEHHBIX IMYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTEUHbIE OpraHU3allMi, U BETEPUHAPHBIMU OPraHU3ALUSIMU, UMEIOUIUMHU JHUIEH3UIO Ha
(hapMareBTUUECKYIO IeSITeIIbHOCTD.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

KoncynprantlIntoc: npumedanue.

06 ycnousx gomycka B 2020 romy K OCYIIECTBICHHIO (hapMalleBTHUECKONW AEATENbHOCTH JIUL 0e3
ceprudukarta crneuuamucra U (WIM) MO CHEHUAIBHOCTSM, HE NPETyCMOTPEHHBIM CepTHU(HUKATOM
cnenuanucra, cM. [Ipukaz Munsapasa Poccun ot 14.04.2020 N 327=.

2. ®usnueckue JHIa MOTYT OCYLIECTBIATH (DapMaleBTHUECKYIO NEeATENbHOCTh MpPU HAJIUYUU
BBICIIIETO WJIM CPEIHEro (hapMaleBTHUECKOro o0pa3oBaHus M cepTU(UKaTa CHEIMAINCTA, BHICIIETO MU
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CpEIHEro BETEPHUHAPHOTO0 00pa30BaHMs U cepTU(UKATa CIEUATUCTA, a TAK)KE BBICIIETO WM CPEIHEr0
MEIUIMHCKOTO0 00pa3oBaHus, CepTH(HKATA CIEIHATUCTa W JOMOJHUTEIBHOTO NPOPECCHOHATHHOTO
o0pa3oBaHMs B YaCTH PO3HUYHOU TOPTOBIH JIEKAPCTBEHHBIMU IpernapaTaMy MpU yCIOBUHM UX PabOTHI B
000CO0JICHHBIX TIOIpa3eNICHUSX METUIIMHCKUX OpTraHU3allii, YKa3aHHBIX B YaCTH | HACTOSIICH CTAaThU.
(dactp 2 B pen. DeaepanbHoro 3akoHa ot 27.07.2010 N 192-D3)

Koncynsrantlntoc: npumeyanue.

JlekapcTBEHHbIE ITpenapatsl Uil MEAULUHCKOIO IPUMEHEHHUs, BBEICHHbIE B TPAKAAHCKUN 000pOT /10
29.11.2019, noanexatr XpaHEHHIO, MEPEBO3KE, OTIYCKY, pealn3alliy, Iepeaaye, NPUMEHEHUIO 10
nucredeHus cpoka ux rogHoctd (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxpaHCKMmM oOOOpPOT neKapCTBEHHbIX MpenapaTtoB AN
MeAULIMHCKOro NnpuMeHeHus
(BBeneHa ®enepanbHbIM 3aKk0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOAOM B TpaskJaHCKHA 000POT KaXIOW CEpUM WM KaXIOH MapTUU MPOHU3BEIEHHOTO B
Poccuiickoit @enepanun J€KapCcTBEHHOIO Mpenapara Juisi MEAULUHCKOIO IPUMEHEHMS], 38 UCKIIOYCHUEM
MMMYHOOHOJIOTHUECKUX  JICKAPCTBEHHBIX IPEMapaToB, MPOU3BOIUTEIh TAaKOTO JIEKAPCTBEHHOTO
npernapara MnpeJjcTaBiseT B (hefepabHblii OpraH MCIOJHUTEIBHON BJIACTH, OCYLIECTBISIOINN (QYHKINU
[0 KOHTPOIIO W Haa30py B cdepe 3ApaBOOXpPAHEHUS, JOKYMEHT NPOU3BOJIUTENS JIEKAPCTBEHHOTO
CpPEICTBa, IOATBEPXKAAIOIIMN  KAa4ecTBO  JIEKAPCTBEHHOIO  IIpernapara, MW MOATBEPKICHHE
YIIOJIJHOMOYEHHOI'O JIMLA ITPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBUS JIEKAPCTBEHHOIO
npemnapara TpeOOBaHUAM, YCTAHOBJIEHHBIM IIPU €0 rOCyJ1apCTBEHHON perucTpanum.

2. Tlepen BBOAOM B TIpakIaHCKUH OOOPOT KXKIOM CEpPUM WM KaXKJOM MapTUU BBO3UMOTO B
Poccuiickyto ®enepanuio JIEKapCTBEHHOTO Ipenapara JUisi MEIWLUMHCKOTO IPUMEHEHHMs, 3a
HCKIIIOYEHHEM HMMYHOOMOJIOTHYECKUX JICKAPCTBEHHBIX MpenapaToB, OpraHu3alus, OCYIIECTBIISIONIAs
BBO3 JIEKapCTBEHHOTo Mpemapata B Poccuiickyto ®enepaiuio, mpeacTaBiseT B (eaepaibHbId Opra
UCIIOJIHUTENIbHON  BJAacTH, OCYUIECTBIAIOIIMNA (YHKIMM 10 KOHTPOJIIO M Haa3opy B cdepe
3paBOOXpaHEHUs, CepTU(PUKAT TMPOUZBOJIUTENS JIEKAPCTBEHHOTO CPENCTBA,  YIOCTOBEPSIOIHIA
COOTBETCTBHE BBO3UMOTO JIEKAPCTBEHHOTO TIpenapara TpeOoBaHUsIM (hapMaKkomneitHoi CTaThy, a B CIydae
OTCYTCTBHS (hapMaKONEeWHON CTaTbu TPeOOBaHUSM HOPMATHBHON JOKYMEHTAIMH, U TOATBEPXKIACHUE
MIPEACTABUTENS OpPraHU3alliH, OCYIIECTBIAIOIIEW BBO3 JIEKApCTBEHHOro Ipenapara B Poccuiickyro
@enepaio ¥ YHOJHOMOYEHHOW HMHOCTPAHHBIM  IPOU3BOJIMTENIEM  JIEKAPCTBEHHBIX  CPEICTB,
COOTBETCTBUSI BBO3MMOIO JIEKAPCTBEHHOTO TIpemapara TpeOOBaHUSM, YCTAHOBJIECHHBIM TIPH €ro
rOCy1IapCTBEHHOM PETUCTPaLUH.

3. opsnok mpeAcTaBiIeHUs B COOTBETCTBUM C YacTsMHU | M 2 HacToOsIel CTaTbu JTOKYMEHTOB M
CBEICHUI O JIEKapCTBEHHBIX IIpernaparax, BBOJAMMBIX B TPaXJAHCKHM 0OOpOT, yCTaHaBIMBAETCA
[IpaBurensctBoM Poccuiickoit denepanun.

4. B OTHOUIEHMH TMEPBBIX TPEX CEpUld WIM MNapTUM JIEKAPCTBEHHOrO Ipenapara, BIEpPBbIE
npousBeqieHHOro B Poccuiickoir denepanuu wiv BOEpBbIE BBO3UMOTo B Poccuiickyio denepanuio, B
benepanbHBIA OPraH UCMOIHUTEIBHON BJIACTH, OCYIIECTBISIFOMIMKA (PYHKIIMHA TTO KOHTPOJIIO U HAA30pY B
cdepe 31paBOOXpaHEHUS, IOMOJTHUTEIBHO MPEACTABIISIETCS TPOTOKOJ UCIIBITAHUN O COOTBETCTBUHU CEPUU
WM TapTUU JIEKapCTBEHHOTO Mpemnapara Ui MEOUUMHCKOrO IMPUMEHEHHUs ITOKAa3aTesiiM KadecTBa,
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IPEeJYyCMOTPEHHBIM HOPMAaTHBHOM JOKyMEHTalue (jajgee - MPOTOKON MCIBITaHUl), MPOBOAMMBIX
aKKpEJUTOBAaHHBIMHU B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu 00 akKpeIuTanuu B
HallMOHAJILHOW  CHCTEeMe  akKKpeAuTauuu  (efepalbHbIMH  TOCYJAapCTBEHHBIMH  OO/KETHBIMHU
YUPSKACHUSAMH,  IOJBEJOMCTBEHHBIMH  (efepalbHOMY  OpraHy  HCIOJHUTEIbHOM  BIIACTH,
OCYLIECTBISIONIEMY (YHKIMHM TIO BbIpaOOTKE M peajau3allMd TOCYJapCTBEHHOH MOJUTHUKU MU
HOPMATHBHO-TIPABOBOMY PETYJIHPOBAaHHUIO B cdepe 3IpaBOOXpaHeHHs, U (eaepaibHOMY Oprany
UCIIOJHUTEJIBHOM  BJIACTH, OCYLIECTBISAIOIIEMY (QYHKIMUM 110 KOHTPOJIK W HaaA30py B cdepe
3npaBooxpaHeHus. [lopsaoK BbIauM YKa3aHHBIMU (pelepalbHBIMH TOCYAaPCTBEHHBIMU OFOKETHBIMHU
YUPEXKAECHUIMHU JaHHOTO IPOTOKOJIA U pa3Mep IUIATHI 3a €ro Bbllady ycTaHaBiuBaroTcs lIpaBurenscTBoM
Poccuiickoit ®enepanuu.

5. Exeronno He mo3aHee 1 ¢eBpans MpoU3BOIUTENN JIEKAPCTBEHHBIX CPEICTB WM OpraHU3aliy,
OCYIIECTBISIOLIME BBO3 JIEKAPCTBEHHBIX IIpemnapaToB B Poccuiickyro ®Pexpepainuio, NpeAcCTaBiIsOT B
benepanbHBIA OPraH UCIOIHUTEIBHON BIACTH, OCYIIECTBISIONMA (PYyHKIIMH 1O KOHTPOJIO U HAJ30PY B
cdepe 31paBOOXpaHEHHs], TPOTOKOJ HUCIBITAHUHA TOCTYIUBIIETO B TEYEHUE roJja B TPAKIAAHCKANA 000pOT
JIEKapCTBEHHOTO Tpernapara KOHKPETHOTO MPOHM3BOAMUTENS (HA OJHY CEpPUI0 KaXJA0ro TOProBOTO
HAaUMEHOBAHMSI C yYETOM JIEKAPCTBEHHOW (OPMBI M JIO3UPOBKH), TMPOBOJUMBIX AKKPEIUTOBAHHBIMU B
COOTBETCTBUHM C 3aKOoHOJAaTelnbcTBOM Poccuiickoit @enepanuu 00 aKKpeIWTAlMd B HAlMOHAIBHOM
CUCTEME aKKPEIUTAIIMH HCIIBITATeILHBIMA JTa00paTOpusMHU (IICHTPAMHU).

6. IlpousBoauTenn JEKAPCTBEHHBIX CPEJICTB WM OpPraHU3alMHM, OCYLIECTBISIOUINE BBO3
JIEKapCTBEHHBIX IpenapatoB B Pocculickyro denepanuio, HE MEHEE YEM 3a OJIUH TOJ 0 IUIAHUPYEMBIX
IPUOCTAHOBIICHUS] WM IPEKpAIlEHUs MPOU3BOJCTBA JIEKAPCTBEHHBIX IpenaparoB HJIM HMX BBO3a B
Poccuiickyro ®enepanuio yBeIOMISIOT 00 3TOM (elepaibHBI OpraH HCIOJHUTEIBHONH BIACTH,
OCYILLECTBISIONIMNA (PyHKIIMHU IO KOHTPOJIIO U HAA30pY B cepe 3apaBooxpaHeHus U (penepaabHbI opran
WCIIOJIHUTEIIGHON ~ BIACTH, OCYMIECTBISIONIMA  (QYHKIMH TIO JUICH3UPOBAHUIO  TPOM3BOJICTBA
JIEKapCTBEHHBIX CPE/CTB.

7. BBoa B TpaxkJaHCKUH OOOpOT KaXKIOW CepUU WM KaKJIO0M MapTUH MMMYHOOMOJIOTHMUYECKOIO
JIEKapCTBEHHOI'0 Ipenapara, npousseeHHoro B Poccuiickon denepanuu wim BBO3UMOro B Poccuiickyro
denepannio, OCYIIECTBISICTCS HAa OCHOBAaHUHM Pa3pellIeHUs, BBIAAHHOTO (eneparbHbIM  OpPraHOM
WCIIOHUTENBHON BJIACTH, OCYHIECTBISIOMUM (YHKIMM TI0O KOHTPOJK U Haa30py B cdepe
3IpaBOOXpPAHEHUS, HAa OCHOBAHUHM BBIJAHHOTO (enepabHBIMH TOCYJAPCTBEHHBIMH OIOKETHBIMHU
YUPEXKACHUSMHU, YKA3aHHBIMM B 4acTU 4 HACTOAILIEW CTaThbU, 3aKIIOYEHHUS O COOTBETCTBUU CEPUU WU
MapTUU MUMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOTO Tpernapara TpeOOBaHUSAM, YCTAHOBJIECHHBIM TIPH €ro
rocyapcTBeHHOU peructpanuu. [Topsmok BbIaym paspelieHusl Ha BBOJ B TPaXXTaHCKHI 000pOT cepuu
WJTU TTAPTHH UMMYHOOHOJIOTHYECKOTO JICKAPCTBEHHOTO Mpemnapara, a Takyke MopsI0K BbIAa4l YKa3aHHOTO
3aKJIFOYEHUsT U pa3Mep IUIaThl 3a €ro BblAauyy ycraHaBiauBaroTcs IIpaBurensctBoM Poccuiickoi
denepanuu.

8. 3a HempeACTaBIEHUE WJIM HECBOEBPEMEHHOE IMPEACTaBICHUE JOKYMEHTOB W CBEJICHHIA,
MPEAYCMOTPEHHBIX YacTsiMu 1, 2, 4, 5 u 6 HACTOSIIEH CTaThH, MPOU3BOIUTEIH JIEKAPCTBEHHBIX CPEJICTB U
OpraHu3ally, OCYIIECTBISIONINE BBO3 JIEKAPCTBEHHBIX IpemnapaToB B Poccuiickyro ®denepaiuio, HECyT
OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.

9. IlpencraBneHne JTOKYMEHTOB M CBEACHUH, MPEAyCMOTPEHHBIX 4acTsMu 1, 2 u 4 Hactosuen
CTaTbM, M TMOJY4YEHHE MPETyCMOTPEHHOIO YacCThi0 7 HACTOSILENH CTaTbU pa3pelieHus] Ha BBOJ
MMMYHOOHOJIOTHUECKOTO JICKApCTBEHHOT'O Ipenapata B TpakKAaHCKUH 000poT He TpeOyloTcs B
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OTHOLICHUM JIEKAPCTBEHHBIX IPENapaToB, MPEeIHA3HAYECHHBIX [UId IPOBEACHUS KIMHUYECKHUX
HCCIIEIOBAaHUM JIEKaPCTBEHHBIX IPENAapaToB, IPOBEIEHUS 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JUIf
OCYILLIECTBJICHUSI TOCYAAPCTBEHHOM pPErucTpaluy JIEKAPCTBEHHBIX IPENapaToB, a TAKXKe B OTHOIIECHUH
HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENApaTOB, MPEAHA3HAYECHHBIX JUISl OKa3aHUS MEIUIIMHCKOU
IIOMOILM IO >KU3HEHHBIM IOKa3aHUSIM KOHKPETHOIO NalMeHTa WM IPYIIbl MAlUEHTOB, BBO3UMBIX B
Poccuiickyro @enepaunio B cooTBETCTBUM € 4dacTsaMu 3 u 3.1 crateu 47 Hacrosuiero denepanbHOro
3aKOHa.

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

10. Ilpu BBIABIEHHMH B IpakKJaHCKOM 000OpOTE CEpUM WM MApPTUH JIEKAPCTBEHHOI'O Iperapara,
JOKYMEHTBI M CBEJCHHUS O KOTOPBIX, MPEAyCMOTpeHHbIE YacTsMu 1, 2 u 4 HacTosell cTaThbu, HE
IpeJCTaBiIeHbl B (hefepasibHblii OpraH MCIOJHUTEIbHOM BIIACTH, OCYLIECTBISIOIIMNA (YHKLUU 110
KOHTPOJIIO U HAJI30py B cepe 3ApaBOOXpaHEHHUs, JIMOO CepuM WIM HNapTHUH UMMYHOOUOJIOIMYEeCKOro
JIEKapCTBEHHOI'0 IpenapaTa, HE MMEIOLIIUX pa3pellieHuss Ha BBOJ B TpakXIaHCKUA 000poT,
MPEIyCMOTPEHHOTO YacThl0 7 HACTOSIIEH CTaTbd, (elaepasbHbId OpraH HCIOJHUTEIBLHONH BIACTH,
OCYLIECTBISAIONMNA (DYHKIMM 1O KOHTPOJI M HAA30py B cdepe 3ApaBOOXpAaHEHUs, B IOPSJIKE,
ycraHoBieHHOM IlIpaBurensctBoM Poccuiickoin denepanuyu, NPUHUMAET PEIICHHE O IIPEKPalleHUH
IpaXJaHCKOro 000pOTa TaKWX CEpUM WM NapTHM [0 MPEACTaBICHUS YKa3aHHbIX JOKYMEHTOB U
CBEJIEHUI 1100 MOJIyYeHHs] yKa3aHHOIO pa3pelIleHHsl.

Cratbsa 53. lNpopaxa, nepenavya nekapCTBeHHbIX CPeACTB OpraHU3auusiMm onToBOMU
TOProBnu NneKapcTBeHHbIMU cpeacTBaMu

KoncynprantlIntoc: npumedanue.
C 29.12.2020 B a63. 1 4. 1 ct. 53 BHOCcsATCS m3MeHeHust (D3 ot 27.12.2019 N 481-D3).

1. Opranu3zanuu ONTOBOW TOPrOBIIH JIEKAPCTBEHHBIMU CPEJCTBAMH MOTYT OCYILECTBISATH MPOJIAXKY
JIEKApCTBEHHBIX CPEICTB WJIM TNepelaBaTh MX B YCTAaHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickoii
®denepanuu NOPsIIKE:

1) ApyrumM opraHu3aiusM ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

2) NPOU3BOIUTENSAM JICKAPCTBEHHBIX CPEACTB /IS LIeJIel TPOU3BOACTBA JICKAPCTBEHHBIX CPE/ICTB;
3) anTeyHBIM OpraHU3aIUsAM U BETEPUHAPHBIM allT€YHBIM OPTaHU3AIUSIM;

4) HayYHO-UCCIIEIOBATEILCKUM OPTaHU3AIMSM JIJIs1 HAyYHO-UCCIIEI0BATEIhCKONU PabOTHI;

5) WHIUBUAYAJBHBIM TPCAINPUHUMATCIIAM, HMCHOIIUM JIMIOCH3UIO HA (l)apMaI_[eBTI/I‘IeCKYIO
ACATCIIBHOCTD WJIN JIMICH3HUIO HA MECIUINHCKYIO ACATCIIbHOCTD,

6) MEAUIIMHCKUM OpPTraHM3aLMSIM, B TOM YHCJIE CO3/IaHHBIM U 3apETUCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOAATEJICTBOM MHOCTPAHHOIO rocyjaapcrBa - uwieHa OpraHuszalnuy SKOHOMHYECKOTO
COTPYJHMYECTBA W  Pa3BUTUS  MHOCTPAHHBIM  IOPUAUYECKMM  JHUIAM,  HWHIUBUAYAIbHBIM
MpeNNPUHUMATENSAM, SBIISIOIIUMCS YUaCTHUKAMU MPOEKTa B cooTBeTcTBUU ¢ DenepanbHbIM 3aKoHOM "O
MEXyHapOJAHOM MEIUIIMHCKOM KJIACTEPE U BHECEHUM M3MEHEHUN B OTIENIBbHBIE 3aKOHOAATEIbHBIEC AKTHI
Poccuiickoit ®denepanun', 1 BETEpUHAPHBIM OPraHU3aALHSIM;
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(B pen. @enepanbHoro 3akoHa ot 26.07.2019 N 240-D3)

7) opraHuzanusM W WHIAUBUAYAIbHBIM TPEATNPUHAMATENSM, OCYIICCTBISIONINM pa3BelcHHE,
BBIpAIlMBaHUE W COJEP)KAHWE >KUBOTHBIX (32 WCKIIOUCHHEM TMPOJAKU MM (apMalleBTUYCCKUX
CyOCTaHIIMI UM UX TIepeadn).

(n. 7 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

Koncynsrantlntoc: npumeyanue.
C 29.12.2020 4. 2 ct. 53 uznaraercs B HoBou pegakuuu (D3 ot 27.12.2019 N 481-D3).

2. OpraHu3anuy ONTOBOM TOPTOBIIH JIGKAPCTBEHHBIMHU CPEACTBAMH 0053aHBI XPAaHHUTh 3aKYIUICHHYIO
(bapMaleBTUYECKYI0 CyOCTaHLIMIO CIIUPTa 3TUIOBOTO (3TaHOJA), OCYLIECTBIATh €€ pealu3alfio WU
repeaady B yCTAaHOBJIIEHHOM 3akoHoaarenbcTBOM Poccuiickoit denepanuu NOpsAIKE OpraHU3aLUsM,
yKa3aHHbBIM B ITyHKTax | - 7 yactu 1 Hacrosiel craThy, B Tape 00beMoM He Oosiee 1 muTpa.

(uactb 2 BBeneHa denepanbHbIM 3aKk0HOM OT 29.07.2017 N 278-D3)

CraTtbsa 54. NMpaBuna onToBOW TOProBIM JIEKAPCTBEHHbIMU CpeacTBaMun

OnToBasi  TOProBJIsSI  JIGKAPCTBEHHBIMA ~ CPEJICTBAMU  OCYIICCTBIIICTCS  IPOU3BOIUTEIISIMH
JICKQpPCTBEHHBIX CPEJACTB W OpPraHU3alUsSMHU ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMU CPEJICTBAMH 1O
MpaBWJIaM HAJUJISKAIICH JUCTPUOBIOTOPCKON MPAKTUKU M TIPABHIIAM HAJUIC)KAIICH TPAKTHKU XPAaHEHUS U
MEPEeBO3KM JIGKAPCTBEHHBIX IPEMApPaToB, YTBEPXKICHHBIM COOTBETCTBYIOUIMMH YIIOJIHOMOYEHHBIMHU
benepanbHBIMU OPraHAMU UCTIOTHUTEIIBHOM BJIACTH.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbs 55. I'Iopap,ox pO3HI/I'-IHOﬁ TOproBnun nekapCTtBeHHbIMU NpenapartamMmu

1. Po3HHMYHas TOpProBis JEKapCTBEHHBIMM IpenapaTaMM B KOJIMYECTBAX, HEOOXOIUMBIX s
BBITIOJTHEHUST BpadeOHbIX ((eNpaIIepCcKuX) Ha3HAYEHWH WM Ha3HAuYE€HUM CIENHAINCTOB B 00JACTH
BETEPUHAPUH,  OCYIIECTBISAETCS  ANTEUYHBIMM  OpPraHM3AlMsAMHM, BETEPUHAPHBIMH  ANTEYHBIMU
OpraHu3alusIMH, WHAMBUAYAIbHBIMU  TNPEANPUHUMATENISAMH, UMEIOUIMMH  JIMIEH3UI0  Ha
(bapMareBTUYECKYI0 JESITEIbHOCTb, MEIUIMHCKMMU OpTraHU3alMsIMM, HMMEIOLUIMMH JIMLEH3UI0 Ha
(bapMalleBTUUECKYIO JESTeNIbHOCTb, U HUX O000COOJEHHBIMU MOJApa3JeseHus MU (amMOynaTopusMu,
denpamepckuMu ¥ QEIbALIEPCKO-aKyIIEPCKUMHM  ITyHKTaMH, LEHTpaMH (OTJEeNeHUsIMH) oOIei
BpayeOHON (CEeMEMHOM) MPaKTHUKU), PACIOJIOKEHHBIMH B CEJIbCKUX HACEJIEHHBIX IMYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allT€YHbIE OpPraHM3alMM, U BETEPUHAPHBIMM OPraHU3alUsMHU, UMEIOLIMMH JIMIEH3UIO Ha
(apMalleBTUUECKYI0 JEATEIbHOCTh. PaspemieHa po3HWYHash TOProOBIs TOJBKO JIEKAPCTBEHHBIMU
IpernapaTamy, 3aperucTpupoBaHHbIMM B Poccuiickoii @enepanuu WM W3TOTOBICHHBIMU ANTEUYHBIMU
OpraHu3alusIMH, BETEPUHAPHBIMU anTeYHbIMU OpraHHu3aUsIMH, UHIUBUAYaIbHBIMU
OpeINpUHUMATEIIMY, HWMEIOIUMH JIMIEH3HI0 Ha (apMaleBTUUECKylO JesTelNbHOCTh. Po3HMYHAs
TOProOBJI JIEKAPCTBEHHBIMU IIpernapaTaMH OCYIIECTBISETCS IO MpaBUjaM HaAJeXaleil anTedyHoi
MPAKTUKH, YTBEP>KACHHBIM YIIOJIHOMOYEHHBIM (e/iepaIbHbIM OPraHOM HCIIOJIHUTENBHON BIIACTH.

(B pen. @enepanbHbix 3ak0HOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-03)

1.1. Po3nuunas TOProBJId JICKAPCTBCHHBIMHU IIpeliapaTaMu IOJid MCAUIUHCKOTO ITPUMCHCHUA (3a
HUCKIIIOYCHHUEM JICKAPCTBCHHBIX IIPEIapaToB, OTIIYCKACMBIX IO PELCIITY Ha HeKapCTBeHHBIﬁ mpenapar,
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HapKOTUYECKUX JIEKAPCTBEHHBIX IPENapaToOB U ICUXOTPOIHBIX JEKAPCTBEHHBIX IPENapaTroB, a TaKkKe
CIUPTOCOJEPIKAIINX JICKAPCTBEHHBIX IMpEnapaToB ¢ OOBEMHOW [OJIEH ITHJIOBOTO CHHPTA CBBIIME 25
MPOLIEHTOB) MOXET OCYUIECTBIATHCA ANTEUYHBIMH OPTraHU3AlMSIMH  JTUCTAHIMOHHBIM CIIOCOOOM.
Po3Huunyto  TOProBii0  JIEKAPCTBEHHBIMU  Mpenaparamud  JJis  MEIUIMHCKOTO  IPUMEHEHUSs
JUCTAHIIMOHHBIM CIOCOOOM MOTYT OCYIIECTBISATh aNTeUHble OpPraHU3allid, UMEIOIIME JUIEH3UI0 Ha
(apMarieBTUYECKYI0 JCATEIbHOCTh M  COOTBETCTBYIOIIEE paspemieHue (¢eaepaabHoro  oprasa
UCIIOJIHUTEJIBHON  BJIACTH, OCYLIECTBIISIIOIIET0 (YHKIMM 1O KOHTPOJIK M Haa3opy B cdepe
3npaBooxpaHeHus. [lopsimok  BbIauum  pa3pelieHuss Ha OCYIIECTBICHHE PO3HUYHON TOPIOBIIU
JIEKapCTBEHHBIMU MpenapaTaMH JMCTAaHIIMOHHBIM CIIOCOOOM, TpeOOBaHUS K alTEYHbIM OpraHU3aIUsIM,
KOTOpBIE MOTYT OCYIUECTBJISITh TAKYI0 TOPIOBIIO, U IMOPSAJOK €€ OCYILECTBJIECHHUSA, a TAKXKE IpaBuia
JIOCTABKU JIEKAPCTBEHHBIX IIpENapaToB rpaxaaHaMm ycraHaBiuBaroTcs IIpaBurenscTtBoM Poccuiickoi
Oenepannn. Uadopmanus 06 oruraueHHBIX (OTHYIICHHBIX) U MOJYYCHHBIX JICKAPCTBEHHBIX IpermapaTax
BHOCUTCS B CHCTEMY MOHUTOPHHIA [IBJKEHHS JIEKAPCTBEHHBIX IPENapaTroB JUIsl MEAMIIMHCKOIO
MIPUMEHEHUS B MIOPSIKE, TPEAYCMOTPEHHOM 4YacThi0 7 cTaThu 67 HacTosmiero deaepaabHOTO 3aKOHA.
(uactsp 1.1 BBenena @enepanbubiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buapl anTeuHbIX OpraHu3aldidé M IpaBWia OTIYyCcKa JIEKapCTBEHHBIX IIpernapaTroB s
MEAUIIMHCKOTO MPUMEHEHUS aNTeYHbIMH OpraHU3alUsMU, WHIUBUAYaTbHBIMU MPEANPUHUMATEISAMH,
MMEIOIIMMHU JIUICH3HUIO Ha (papMaIleBTUYECKYIO JeSITeIbHOCTD, & TAK)KE MPABUIIA OTITYCKA JIEKAPCTBEHHBIX
MpernapaToB Uil MEAUIIMHCKOTO MPUMEHEHUS MEIUIMHCKUMH OpPTaHHU3alUsIMH, UMEIOLIUMHU JTUICH3UIO
Ha (apMareBTUYECKYIO AEATEIbHOCTh, M HMX O00O0COOJICHHBIMH TOpa3JefeHusIMA (aMOyIaTOpHUsIMH,
denpamepckuMu U QENbIIIePCKO-aKyIIEPCKUMH  MMYHKTaMU, LEHTpaMu (OTIENICHUsMHU) OOIIei
BpayeOHOU (CEMEHOM) MPaKTUKU), PACIOJIOKEHHBIMH B CEJIbCKUX HACEJIEHHBIX IYHKTaX, B KOTOPBIX
OTCYTCTBYIOT AamnTeUHble OPTraHHU3aIl[UM, YTBEPKAAIOTCS YHIOJTHOMOYEHHBIM (penepanbHbIM OpraHoM
WCTOJIHUTEIIbHOM BJIACTH.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. IlpaBuiia OTIyCKa HapKOTUYECKUX CPEACTB M MCUXOTPOIMHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B
KauecTBE JIEKapCTBEHHBIX IpPENapaToB, JIEKAPCTBEHHBIX IMPENapaToB, COJAEPKAIIUX HAPKOTUYECKUE
CpelICcTBa M TICUXOTPONHBIE BEIIECTBA, YTBEPHKAAIOTCSA YIOJHOMOYEHHBIM (eJepaibHBIM OpPTaHOM
UCIIOJIHUTENBHON BJAcTU MO COTJACOBaHUIO C (elepalibHBIM OpPraHOM HCHOJNHUTENBHON BJIACTH,
YIIOJIHOMOYEHHBIM B Cpepe BHYTPEHHUX JICII.

(B pen. @enepanbHoro 3akona ot 03.07.2016 N 305-03)

4. JlexapcTBeHHblE TIpenapaTbl JJii BETEPUHAPHOTO IPUMEHEHUS MOJJIEeXaT OTIYCKY
BETEpUHAPHBIMU AaNTEYHBIMU OPTraHU3ALUSAMH, BETEPUHAPHBIMU OpraHU3alMsIMU, WHIUBUAYaTbHBIMU
nNpeaApuHUMaTCIIMM, HWMCIOIIMMU  JIMICH3WIO Ha Q)apMaueBTquCKon JACATCIIbHOCTD. OTHYCK
JIEKapCTBEHHBIX MPENaparoB JUIsl BETEPUHAPHOTO NPUMEHEHHUS OCYIIECTBISETCS B COOTBETCTBUM C
mpaBUJIaMHn Haz[nexcameﬁ anTeyHoi IMPAKTUKNU JICKAPCTBCHHBIX IMPCIapaToB MO BETCPUHAPHOTO
MPUMEHEHHMS], YTBEP>KACHHBIMU YIIOJTHOMOUYEHHBIM (e/iepaibHbIM OpPraHOM HCIIOJHUTEIbHOMN BIACTH.

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. IlepeyeHb MEOUIIMHCKUX OpraHM3allMi, MMEIONIMX JIMIEH3UI0 Ha (papMaleBTHUECKYIO
NesTeNIbHOCTb, M WX  00O0COONIEHHBIX  mojpasneneHuil  (amOynaTopui,  (QenpAlIepcKUX U
(enpamepeKo-aKyepcKux MyHKTOB, LIEHTPOB (OTAeNIeHUi) o01meil BpaueOHOoM (ceMeiHOi) MpakTUKH),
PacMoJIOKEHHBIX B CEIbCKUX HACEJIEHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT alTeUHbIe OpraHU3aliy, a
TaK)K€ NEPEUYEHb JIEKAPCTBEHHBIX IIPENapaToB, MPOoJaka KOTOPBIX MOYKET OCYIIECTBIATHCSA yKa3aHHBIMU
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opranm3alsiMM ¥ UX  00OCOOJEHHBIMH  TOJPA3ACICHUSMHU,  YCTaHABIMBAIOTCS  OpraHaMu
HCIIOJIHUTENIbHOM BiiacTu cyobekToB Poccuiickoit denepannu.
(B pen. @enepanbubix 3akoHOB 0T 25.11.2013 N 317-03, ot 03.04.2020 N 105-D3)

6. AnreuyHble OpraHu3allid, WHIAUBUAYAJIbHbIE MPEANPUHUMATENN, UMEIOIIME JIMLEH3UIO Ha
(bapMaleBTUUECKYI0  JeSITEeIbHOCTh, 00s3aHbl  OoOecneunBaTh  yTBEpKACHHBIH [IpaBuTenbcTBOM
Poccuiickoit @enepaunu U GOpMHUPYEMBIN B YCTAaHOBICHHOM MM TOPSAIKE MHHUMAIbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX IIPENapaToB, HEOOXOIUMBIX Ul OKa3aHUs MEIULUHCKON TTOMOIIH.

(uactsb 6 B pen. denepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnrtedHble OpraHM3allM, WHIUBHIyalbHbIE MPEANPHHUMATENN, HMEIOIINE JHICH3UI0 Ha
(bapMarieBTUYECKYI0 JI€ATENIbHOCTh, HapsAgy C JIEKAPCTBEHHBIMH IMperaparaMH HMEIOT IPaBo
npuoOpeTaTh M TpOJaBaTh, B TOM 4YHCJIE JAUCTAHIMOHHBIM CIIOCOOOM, MEIMIMHCKHE W3JeIus,
Ne3MH(PHUIMPYIONINE CPECTBA, MPEAMETHl M CPEICTBA JIMYHON TUTHEHBI, MOCYAY IS MEIUITUHCKUX
1eJIeH, IPeIMETHI U CPEACTBA, MTPeHa3HAYEeHHbIE Ul YX0/a 32 OOJILHBIMH, HOBOPOX/ICHHBIMU U JIETbMH,
HE JOCTHTIIMMHU BO3pacTa TpeX JIET, OYKOBYIO ONTHUKY M CPEICTBA yXOJa 3a Hei, MUHEpaIbHbIC BObI,
IOPOXYKTHl JIE4e0HOTO, JAETCKOr0 W JUETUYECKOrOo IHTaHHs, OWOJOTMYECKH aKTUBHBIE HT00aBKH,
nap@roMepHbIle M1 KOCMETHYECKHE CPEJCTBA, MEIUIIMHCKUAE W CAHUTAPHO-TIPOCBETUTEIHHBIC IEYaTHBIC
U3/IaHus, IpeHa3HAuYCHHBIC JUTS IPOTIaraHabl 3[0pPOBOr0 00pa3a KH3HH.

(B pen. ®enepanpHbix 3akoHOB OoT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-®3)

8. JlearenpbHOCTh anTe4yHbIX opranu3zauuii Boopyxennbix Cun Poccuiickoit ®enepauuu, Ipyrux
BOMCK, BOMHCKUX (POPMUPOBAHUI M OpPraHoB, B KOTOPBIX 3aKOHOZAATenbcTBOM Poccuiickoit ®enepanuu
IPEAyCMOTPEHO MPOXOXKAEHHE BOEHHOH CiIyXObl MM (enepanbHOH TOCYyIapCTBEHHOW CIIyXKOBI,
CBSI3aHHOM C IPaBOOXPAaHUTENBHOM JESATEIBHOCTBIO, PErIaMEHTUpYyeTcss HacTosmuM denepanbHbIM
3aKOHOM W YTBEP)KACHHBIMH COOTBETCTBYIOIIUMH (peeparibHbIMU OpraHaMHU HCIIOJHUTEIBHON BIIACTH
nojioxkeHussMU. KOHTponb 3a COOJIOJIEHHEM YKa3aHHBIMM allTeUYHbIMU OPraHMU3aLUsAMHU TOJ0XKEHUH
Hacrosero denepaabHOro 3aKOHA OCYILIECTBISETCA COOTBETCTBYIOIIMMU (DeIepalIbHBIMU OpraHaMu
VCIIOJIHUTEJILHOM BJIACTH.

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 262-03)

Koncynwsrantllntoc: npumeuanue.
C 01.01.2021 4. 9 ct. 55 yrpauuBaet cuiy (D3 ot 03.04.2020 N 105-D3).

9. B ycnoBusix upe3BbIYaiHOM cUTyaluu W (WJIM) NP BO3ZHUKHOBEHUH YIpO3bl pacCIpOCTPAHEHUS
3a00yieBaHus, MPEJCTABISIIOIIET0 ONAcHOCTh s OKpyxatoummx, IIpaBurensctBo Poccuiickoit
@enepan Ipu HEOOXOAMMOCTU BIIpaBE YCTAaHOBUTh BPEMEHHBIM MOPSAIOK PO3HUYHOW TOPTOBIH
JIEKapCTBEHHBIMHU IpernapaTaMu Uil MEIULHUHCKOrO INpPUMEHEHHs (32 HCKIIOYEHUEM HapKOTUYECKUX
JEKapCTBEHHBIX  INpPENaparoB W IICUXOTPOINHBIX  JIEKAPCTBEHHBIX  IPENaparoB, a  TaKke
CIIUPTOCOIEPKANTUX JICKAPCTBEHHBIX TPEMapaToB ¢ OOBEMHOW JOJieH STHUIIOBOTO CHUPTAa CBBIIIE 25
MPOIEHTOB) AMCTAHIIMOHHBIM CHOCOOOM, MOPSIOK BBLIAYM Pa3pelIeHus] Ha OCYLIECTBICHHE TOPrOBIIH,
MPEelyCMOTPEHHON HACTOSIIIIEH YacThlo, TpeOOBaHMS K AaNTEUHbIM OpraHM3alUsM, KOTOpPhIE MOTYT
OCYLIECTBJIATh TaKyl0 TOPIOBIIIO, a TAK)KE€ BPEMEHHBIC IPAaBUJIA JOCTAaBKU JIEKAPCTBEHHBIX IPENApaToOB
rpaKJaHaM.

(uactp 9 BBeneHa PenepanbHbIM 3aKk0HOM OT 03.04.2020 N 105-D3)
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CraTtbsa 56. UsaroToBneHue n oTNYCK NieKapCTBEHHbIX NpenapaToB

1. H3rortoBneHue JE€KapCTBEHHBIX IPENApaToOB AaNTEUYHbIMM OPraHU3alUsSMH, BETEPUHAPHBIMU
anTeYHbIMU OPraHM3alUsAMH, WHIUBUIYaJIbHBIMU MPEANPUHUMATEIAMY, HMEIOLIMMU JHUUEH3UI0 Ha
(bapMaIeBTHYECKYIO JeSITeIbHOCTh, OCYIIECTBIIACTCS IO pelenTaM Ha JIeKapCTBEHHBIE Mpernaparsl, 1o
TpeOOBAHUAM MEAMLIMHCKUX OpraHU3alMid, BETEPUHAPHBIX OpraHU3alUi B COOTBETCTBUU C IpPaBUIIaAMHU
U3TOTOBJICHUS M OTIIyCKAa JIEKAPCTBEHHBIX IIPENapaToB, YTBEPKICHHBIMU  YIIOJIHOMOYECHHBIM
(benepaabHbIM OPraHOM HCIIOJIHUTEIBHON BIIACTH.

2. HpI/I HU3TOTOBJICHUU JICKAPCTBCHHBIX MPCIAPATOB allITCYHBIMU OpraHU3alusaIMH, BETCPUHAPHBIMUA
anTEeYHbIMM OPraHU3ALUSAMH, WHIMBUAYAIBHBIMU MPEANPUHUMATENSIMH, HMEIOIIUMH JIMIEH3UI0 Ha
(hapMaleBTHUECKYIO JCATEIHOCTh, HCIOJIB3YIOTCS (hapManeBTUUYECKHEe CYOCTAaHIIUU, BKIFOUCHHBIC
COOTBETCTBEHHO B T'OCYAAPCTBEHHBIN peecTp JEKapCTBEHHBIX CPEACTB JUIsl MEJUIIMHCKOTO IPUMEHEHUS U
FOCYI[apCTBeHHBIfI peecTp JICKAPCTBCHHLBIX CPCACTB AJId BCTCPHUHAPHOI'O IMPUMCHCHUA B YCTAHOBJICHHOM
nopsiake. He nomyckaercss M3roTOBICHHME alTEYHbIMH OpPIraHU3aLUSIMM, BETEPUHAPHBIMU alTEUHBIMU
opranusanuvsimu, HHIAUWBHUYaJIbHBIMU npeanpruHUMarCiIsiMu, UMCIOIITUMU JINIICH3UIO Ha
(bapMaleBTUYECKYIO JESTEeIbHOCTh, JIEKAPCTBEHHBIX MPENapaToB, 3aperucTpUpoBaHHbIX B Poccuiickoii
denepanuu.

3. MapKI/IpOBKa JICKAPCTBCHHLIX IIPCIIApaTOB, H3rOTOBJICHHBLIX aIllTCUHBIMU OpPraHU3alusaAMU,
BCTCPUHAPHBIMH allTCYHBIMWU OpraHu3alyuiMy, WHIWBUAYAJIbHBIMU IMPCATIPUHUMATCIIAMU, UMCHOIIUMUA
JJMIICH3UIO Ha Q)apMaHCBTI/ILIeCKy}O ACATCIIBHOCTh, H 0(1)OpMJ'IeHI/Ie TaKuX [IpCIlapaToB OOJIKHBI
COOTBCTCTBOBATH IIpaBUJIaM, YKa3aHHBIM B YaCTHU 1 HaCTOSIHIeI\/JI CTaTbu.

4. AnTeyHble OpraHu3allid, BETEpUHAPHBIC alTEYHbIE OPraHU3alluM, WHAWBUyallbHbBIE
HpeZIHpI/IHI/IMaTeJII/I, NMCHOIIIHNEC JIMIICH3UIO HA (1)apMaHeBTI/I‘~I€CKy10 JACATCIIBHOCTD, HCCYT OTBECTCTBCHHOCTH
3a HecoOJIOJIeHHE MPaBWJI W3TOTOBJICHHS U OTIYCKa JIEKAPCTBEHHBIX MPENapatoB B COOTBETCTBUU C
3akoHo aTenbcTBOM Poccuiickoit denepanmm.

Cratba 57. 3anpeweHue npogaxu danbcnPUUMpPOBaHHbIX JEeKapCTBEHHbIX
cpencTs, HeaoOpOKa4YeCTBEHHbIX  NIeKapCTBEHHbIX  CpPeAcTB, KOHTpadaKTHbIX
neKkapcTBEHHbIX CPeaAcTB

[Iponaxa dhanbcuUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CpEeICTB, KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPECTB 3aMpenaeTcs.

CraTtbsa 58. XpaHeHuMe nekapCTBEHHbIX CPeACcTB

1. XpaHeHue JEKapCTBEHHBIX CPEICTB OCYILIECTBISETCA MPOU3BOAUTENISAMHU JIEKAPCTBEHHBIX
CpPEACTB, OpraHu3alMsIMH  ONTOBOM  TOPrOBIM  JIEKAPCTBEHHBIMHM  CPEACTBAMH,  aNTECYHBIMHU
OpraHu3aLUsIMU, BETEpPUHAPHBIMU arTeYHbIMU OpraHu3aLUsIMU, VHIUBUYaJIbHBIMU
MPEANPUHAMATENISIMHI, UMEIONTUMHU JIUIICH3UI0 Ha (apMaIleBTUUYECKYIO NESITSIIBHOCTD WM JUIICH3UIO Ha
MEIUIMHCKYIO JEATEIbHOCTh, MEAULUMHCKUMH OpraHU3alUsMH, BETEPUHAPHBIMU OPTraHU3ALUSAMHU U
WHBIMH OpTaHM3AIMsMU, OCYIIECTBISIONIMMU OOpallieHne JIeKapCTBEHHBIX CPEACTB. XpaHEHUe
JIEKapCTBEHHBIX CPEACTB I BETEPUHAPHOTO NIPUMEHEHHUS OpraHu3alysIMd WM WHIUBUILYAIbHBIMU
NpEINPUHUMATENSIMA B CIIy4asix, €CIM OHHM MCIOJB3YIOTCA HCKIIOYUTEIRHO TIPU Pa3BEIICHUH,
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BBIpAIIMBAaHUH, COJICPYKAHUH U JICUCHUU KUBOTHBIX, MOXKET OCYIIECTBISIThCA 0€3 TOJTYYCHUS JIUIIECH3UU
Ha (apMaleBTUYECKYIO IeATEIHHOCTb.
(B pen. denepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

2. IlpaBuwia  XpaHEHMs]  JIEKAPCTBEHHBIX  CPEJICTB  YTBEP)KAAIOTCA  COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCIIOJIHUTENIBHON BIACTH.

3. XpaHeHne HapKOTUYECKUX JIEKAPCTBEHHBIX CPEJCTB, MCUXOTPOMHBIX JIEKAPCTBEHHBIX CPEJICTB,
panuodapManeBTHYECKUX  JIGKAPCTBEHHBIX  CPEJICTB  OCYIIECTBISETCS B COOTBETCTBUM  C
3aKoHoarenscTBOM Pocculickon denepanuu.

Cratba 58.1. lpeaMeTHO-KONMMYECTBEHHbIA Y4YeT JeKapCTBeHHbIX CpeacTB Ans
MeAULUHCKOro NpuMeHeHus
(BBeneHa denepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. TlepeueHp JEKApCTBEHHBIX CPEICTB JJsi MEIUIMHCKOTO TPUMEHEHHUS, MOJICKALIUX
MPEeIMETHO-KOJIMYECTBEHHOMY ~y4YeTy, YTBEP)KIAeTcsl YIOJIHOMOYEHHBIM (heepaabHbIM OpraHOM
HUCIIOJIHUTEIHLHOM BJIACTH.

2. Topsmok BKIIIOUEHHS JICKAPCTBEHHBIX CPEIACTB JUIsI MEJUIMHCKOTO NMPUMEHEHHUS B IEpeyeHb
JICKApPCTBCHHBIX CPCACTB I MCAUIUHCKOI'O NPUMCHCHUA, MOAJIC)KAIIUX NPCIMETHO-KOJINYCCTBCHHOMY
ydeTy, yCTaHaBIMBAeTCS YIOJHOMOYECHHBIM (ellepallbHbIM OPraHOM HCIOJHUTEIBHOW BJIACTH 10
COTJIACOBAaHUIO C (elepalbHbIM OpPraHOM HCIOJHHUTEIBHON BJIACcTH, YIOJIHOMOYEHHBIM B cdepe
BHYTPEHHHX JIEJI.

(B pen. @enepanbHoro 3akoHa ot 03.07.2016 N 305-03)

3. IIpenMeTHO-KOIMYECTBEHHBIM YYET JIEKAPCTBEHHBIX CPEICTB I MEIULMHCKOTO IPUMEHEHUS
BEIyT IPOU3BOJUTEIN JIEKAPCTBEHHBIX CPEACTB, OPraHM3allMd ONTOBOM TOPIOBIIM JIEKAPCTBEHHBIMHU
CPEICTBAMHM, allTEYHbIE OPraHMU3alUy, WHIMBHUAyaJbHBIC IPEANPUHUMATEIN, UMEIOIUE JIMLEH3UI0 Ha
(hapMalleBTUUECKYIO JI€ATEIbHOCTh WM JIMLIEH3UI0O HAa MEIUIMHCKYIO JIeATENbHOCTh, U MEIULUHCKUE
OpraHu3aliK, OCYLIECTBISAIOIINE 0OpallleH!e JIEKApCTBEHHBIX CPEACTB s MEAULIMHCKOTO MPUMEHEHUS,
IIyTEM PErucTpaluy JIOObIX CBS3aHHBIX C MX OOpalleHHEM OIepaluil, Mpu KOTOPbIX M3MEHSETCS HUX
KOJINYECTBO U (WJIM) COCTOSIHUE, B CIIELMATIBHBIX J)KypHAJIaX y4yeTa Oneparuii, CBI3aHHbIX C O0palleHneM
JIEKapCTBEHHBIX CPE/ICTB JUIsl METUIIMHCKOTO MPUMEHEHMSI (Jjajiee - CTIeUaIbHbIE KYypPHAJIbI).

4. TlpaBuna perucTpaluu olepanui, CBSI3aHHBIX C OOpAaILIeHHEM JIEKapCTBEHHBIX CPEACTB JUIS
MEIUIMHCKOTO MPUMEHEHHUSI, BKIIIOUEHHBIX B MEpPEYEHb JIEKAPCTBEHHBIX CPEJICTB I MEAUIIMHCKOTO
IIPUMEHEHHS, TI0UIEKAIINX PEIMETHO-KOJIMUECTBEHHOMY Y4€Ty, B CIEIUAJIBHBIX )KypHAJIaX U MpaBuia
BEJCHUS M XPAaHEHUS CHEIUAIbHBIX >KYpPHAJIOB YTBEP)KIAIOTCS YIOJIHOMOUYEHHBIM (heiepaabHbIM
OpPraHOM HMCIOJIHUTEIbHON BIACTH.

5. KonTposmb 3a coOmio/ieHHEeM TpaBWJ PErUCTPAIMK OMEpAaIHii, CBSI3aHHBIX C OOpalIeHHuEeM
JIEKAPCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO NMPUMEHEHHMs, BKJIIOYEHHBIX B IMEpPEUYEHb JIEKAPCTBEHHBIX
Cp€ACTB aJId MCEAULIMWHCKOTO TMPHUMCHCHHA, IMMOJICKAINNX MNPEAMETHO-KOJIUYCCTBEHHOMY YUCTY, B
CHeNHMANbHBIX JKypHalax, a TakXe 3a COONIOJICHHEM IMpaBWJI BEACHUS M XPaHEHHS CHEIHaTbHBIX
YKYpHAJIOB BO3JIaraeTcsl Ha YIOJTHOMOYEHHBIE (efiepaabHbIe OPraHbl UCIIOTHUTEILHON BIACTH U OPTaHbI
UCTIIOJHUTENbHON BiacTH cyOnekToB Poccuiickoit ®eneparuu, OCYIIECTBISIONINE JUIEH3UPOBAHUE
MPOM3BOJICTBA  JIEKAPCTBEHHBIX  CPENCTB, (apMarieBTUYECKON  JEATEIBHOCTH M MEIUIIMHCKOU
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ACATCIIBHOCTH, U OCYHIECTBIACTCA B paMKaX JIMOCH3UOHHOI'O KOHTPOJIA.
Masa 11. YHUHTOXEHUE NEKAPCTBEHHbIX CPELCTB
CraTba 59. OcHOBaHUA M NOPAAOK YHUUTOXEHMUA NeKapCTBEeHHbIX CpeacTs

1. HenoOpokauecTBeHHbIE JIEKAPCTBEHHBIE CpPENCTBa, (anbcu(PUIMpPOBAHHBIE JIEKAPCTBEHHBIC
CpeAcTBa TMOJUIEKAT W3BATUI0O W3 OOpalleHUs W YHUYTOXKEHUIO B TOPSAJKE, YCTAaHOBICHHOM
[IpaBuTensctBoM Poccuiickoit ®enepanuu. OCHOBAHUEM [JIi YHUUTOXKEHUS JICKAPCTBEHHBIX CPEJCTB
ABJIAETCS ~ pElICHHWE  BJIAJENIblla  JIEKAPCTBEHHBIX  CPEJICTB,  PEIIEHUE  COOTBETCTBYIOLIETO
YHOJHOMOYEHHOTO (heiepabHOr0 OpraHa UCIOIHUTENBHON BIACTH WK PELICHUE Cya.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. KontpadakTHble TeKapCcTBEHHBIE CPEACTBA MOAJIEKAT UZBATUIO U3 OOPAIEHUS U YHHUUTOKEHUIO
o penreHuto cyaa. [Topsaok YyHUYITOXKEHHSI KOHTPA(PaKTHBIX JICKAPCTBEHHBIX CPEJCTB YCTaHABIMBACTCS
[IpaButensctBOM Poccuiickoit @enepanuu.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxompl, CBsi3aHHBIE C YHUYTOXKEHHMEM KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEACTB,
HET0OPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPENCTB, (anbCu(UIIMPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB,
BO3MEILIAKOTCS UX BJIAJIEIBLIEM.

4. Bmagener| JIEKapCTBEHHBIX CPEICTB JIOJDKEH MPEACTABUTh B YIOJTHOMOYEHHBINH (elepatbHbIi
OpraH KCIIOJHUTEIbHOW BIIACTU JOKYMEHT WM 3aBEPCHHYI0 B YCTAHOBJICHHOM IIOPSAKE €0 KOIIMIO,
MOJTBEPXKAAIONINE (PAaKT YHUUTOKEHHS JICKAPCTBEHHBIX CPEACTB.

5. CoOOTBETCTBYIOIIMKA YHNOJTHOMOYEHHbIH (hefepaiabHbli OpraH HWCHOJHUTENBHON BIACTH,
MPUHSBIIANA pelieHne 00 YHMUTOXXCHHH JIEKaPCTBEHHBIX CPEACTB, OCYIIECTBISIET KOHTPOJb 3a HX
YHUUYTOXKEHUEM.

6. VYHUYTOXKEHHE JIEKaPCTBEHHBIX CpPEJICTB MPOU3BOIAUTCS OPTaHHU3AIUAMH, WMEIOIIUMHU
COOTBETCTBYIOIIYIO JIMIIEH3HIO, HA CIIEIIUAIBHO 000pYA0BaHHBIX TUIOIIAIKAX, TOJUTOHAX U B CIEIIMAIBLHO
000pYy/I0BaHHBIX MOMEILEHUSAX C COONIOIEHHEM TpeOOBaHUI B 00JIACTH OXPAaHbI OKPYXKaloIIeH cpenbl B
COOTBETCTBHUU € 3aKOHOJATENbCTBOM Poccuiickon denepannu.

7. HapkoTuueckue JE€KapCTBEHHBIC CPEACTBA, ICHUXOTPOIHBIC JIEKAPCTBEHHBIE CPEJICTBA,
paauodapmalleBTUUECKUe  JICKAPCTBEHHBIE  CPEACTBA  YHMUYTOXKAIOTCA B COOTBETCTBHH  C
3akoHo aTenbcTBOM Poccuiickoit denepanmm.

Mnasa 12. FTOCYOAPCTBEHHOE PETYJINPOBAHUE LIEH
HA NEKAPCTBEHHbIE NMPEMAPATbI ANnA MEAUMUUWHCKOIO NPUMEHEHUA

Cratba 60. NlocynapcTBeHHOe perynupoBaHMe LEeH Ha JfleKapCTBEeHHble npenapartbl
ANns MeAULIMHCKOro NnpMMeHeHus

1. TocymapcTBeHHOE peTyJIUpOBaHHE II€H Ha JIGKAPCTBEHHBIC MpENapaThl I MEIUITUTHCKOTO
MPUMEHEHHS OCYIECTBIISETCS TOCPEICTBOM:
(B pen. ®enepanbHoro 3akona ot 26.03.2020 N 67-D3)
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1) yrBepxknenus I[IpaBurensctBoM Poccuiickoii denepaniuu nepedHsi )KU3HEHHO HEOOXOAMMBIX U
BOXHEHINIUX JICKAPCTBEHHBIX IMPENapaTroB, KOTOPBIA cHOPMHUPOBAH B YCTAHOBICHHOM MM TOPSIKE Ha
OCHOBE KOMIUIEKCHOM OILIEHKH JIEKAPCTBEHHBIX MPENapaToB, BKIKOYAs aHAJIN3 CBEACHHUIN O CPaBHUTEIbHON
KIIMHUYECKOW 3PQPEKTUBHOCTH U 0€30MacHOCTH JIEKAPCTBEHHOI'O CPEICTBA, OIEHKY IKOHOMHUYECKHX
MOCJICACTBUI MPUMEHEHUS JIEKQpCTBEHHOTO CPEJICTBA M H3Y4YEHHE JOIMOJIHUTEIbHBIX MOCIEACTBHIMA
MIPUMEHEHHUS JIEKAPCTBEHHOT'O CPEJICTBA;

(n. 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2) yTBepXKIEHUS METOAMKH pacyera IMpeAebHBIX OTIYCKHBIX IIeH TPOM3BOJUTENCH Ha
JICKapCTBEHHBIC TIIperapaThl, BKIIOUYCHHbIE B MEPEUYCHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX
JICKapCTBEHHBIX IPENapaToB, a TAK)Ke BHEAPEHHS MEXaHU3MOB (DOPMHUPOBAHUS CHCTEMBI pe(epeHTHBIX
LIeH;

(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

3) T OCYﬂapCTBeHHOﬁ perucrpanuu  MIpCACIbHBIX  OTIIYCKHBIX  ILICH HpOHSBOI{HTGJ’IGﬁ Ha
JICKApCTBCHHBIC TIIpCHapaThbl, BKIIOYCHHBIC B ICPCUCHL KHU3HCHHO H€06XOIII/IMI)IX W BaXKHEHUIIHX

JICKaApCTBEHHBIX TPENapaToB;
(B pen. @enepanpuoro 3akoHa ot 06.06.2019 N 134-D3)

4) BCACHUA TOCYHNApCTBCHHOI'O peeCTpa IMPEACIIbHBIX OTIYCKHBIX IICH HpOHSBOI{HTGJ’ICﬁ Ha
JICKApCTBCHHBIC TIIpCHapaThbl, BKIIOYCHHBIC B ICPCUCHL KHU3HCHHO HGO6XOIII/IMI)IX U BaXKHEHUIIHX
JICKaApCTBCHHLIX IIPCIIapaTOB;

5) yTBEp)KIEHUS METOJMKH YCTAHOBJEHMUS OpraHaMU MCIIOJIHUTEIbHOW BIIACTH CYOBEKTOB
Poccuiickoit @enepanyiu TpeaeNbHBIX Pa3MEPOB OMNTOBBIX HAA0AaBOK U MPEAETbHBIX pa3MepoB
PO3HUYHBIX HaA0aBOK K (DAKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOHU3BOJUTEIISIMH
JIEKAPCTBEHHBIX IIPENapaTroB, Ha JIEKAPCTBEHHbIC Ipenaparbl, BKIIOYEHHbIE B IEPEYEHb >KU3HEHHO
HEOOXOAMMBIX U BOKHEUIITUX JIEKAPCTBEHHBIX MIPEMapaToB;

6) yCTaHOBIJIEHUS TpeJIeNIbHBIX pa3MepOB ONTOBBIX HAJ0aBOK M MPEAEIbHBIX Pa3MEPOB PO3HUUHBIX
Ha70aBOK K (PaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOU3BOJUTENSMU JIEKaPCTBEHHBIX
IpernapaToB, Ha JIEKApCTBEHHbIC MpenapaThl, BKIIOYEHHbIE B IEpEUYeHb XMU3HEHHO HEOOXOIUMBIX U
BAKHEHIIINX JICKAPCTBEHHBIX IIPENApaTOB;

7) yTBep:KIEHHUs TOpAIKAa BbIIAYU TPEINHCAHUI OpraHaM HCIOJTHUTEIbHOW BIACTH CyOBEKTOB
Poccuiickoit denepanu 0 NpUBEAECHUHA B COOTBETCTBUE C 3aKOHOAATENILCTBOM Poccuiickoil denepannun
pemieHnit 00 YCTAaHOBJIICGHHWU TPEAENBHBIX Pa3MEpPOB OMNTOBBIX HAA0ABOK M TMpEIENbHBIX pPa3MepoB
PO3HUYHBIX Han0aBOK K (PaKTMUECKHUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM TPOU3BOAUTEISIMU
JICKapCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIC IIPENapaThbl, BKIIOUYEHHBIE B IIEPEYEHb KU3HEHHO
HEOOXOAMMBIX M BAXXHEWIIMX JIEKAPCTBEHHBIX TPEMAapaToB, €CJIW OHH TMPHUHATHI C HapyIICHUEM
3akoHogarenbeTBa Poccuiickoit denepanuu, B opsiake, ycranoBieHHoM [IpasurensctBom Poccuitckoit
denepanuu;

8) HampaBlieHHs] YIIOJHOMOUYEHHBIM (peepaabHbIM OpPraHOM HCIIOJHUTEIBHON BJIAcTH OpraHam
UCIIOJIHUTENBbHON Biactu cyObekToB Poccuiickoit @enepanuu MNpeANnucaHud O TMPUBEACHUU B
COOTBETCTBHE C 3aKoHoAarenbcTBOM Poccuiickoii ®enepanny OpUHATBIX € HapyLIEHUEM
3akoHoAarenbcTBa Poccuiickoit @enepanuu pemeHnii 00 yCTaHOBICHUH TPEIEIbHBIX Pa3MEPOB ONTOBBIX
Ha/J10aBOK M MpPEJENbHBIX pa3MEpoB PO3HUYHBIX HAA0ABOK K L€HAM Ha JIGKAPCTBEHHBbIE Mpenaparthl,
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BKJIFOYCHHBIC B IICPCUYCHD )KU3HCHHO HCO6XO,Z[I/IMI)IX M BaXKHEHUIITHX JICKApCTBCHHBIX IIPECIIapaToOB;

9) ocymiectBieHus (eaeparbHOro roCyIapCTBEHHOTO Ha30pa B chepe oOpalieHus JeKapCTBEHHBIX
CPEICTB M PErMOHAIBHOIO TOCYJIApPCTBEHHOIO KOHTPOJISI 3a NPUMEHEHHEM LIeH Ha JIeKapCTBEHHbIE
IpernapaTbl COOTBETCTBEHHO YIIOJTHOMOUYEHHBIMH (e/lepalbHBIMI OpraHaMH HMCIIOJHUTEIHHON BIACTH U
OpraHaMy UCHOJHUTENbHOM BiacTH cyObekToB Poccuiickoii @enepanuu coriacHO UX KOMIIETEHIIMH B
nopsiike, ycranosieHHoM lIpaBurensctBom Poccuiickont @enepanny;

(n. 9 B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

10) npuMmeHeHHs TPEAYCMOTPEHHBIX 3aKkoHoJaTenbcTBOM Poccuiickoit @Denepauuu  Mep
OTBETCTBEHHOCTH 3a HapyllleHHe MOpsaKka IeHOOOpa30BaHUS Ha JICKApCTBEHHbIC Ipenaparsl,
BKJIIOYCHHBIE B IIEpEUEHb )KU3HEHHO HEOOXOIMMBIX U BAXKHEHIIINX JICKAPCTBEHHBIX PENapaToB.

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

2. B ycnoBusix 4pe3BblYaiiHONW cuTyallMy M (WIK) IPU BO3HUKHOBEHUHU YIPO3bl PACIpPOCTPaHEHUS
3a005ieBaHusl, MPEACTABISIONIEIO OMACHOCTh JI OKPY)KAIOIIMX, a TakKe B cllydyae, €CId B TEUCHUE
TPUAUATH KaJeHAAPHBIX JHEH mocie npuHsatus [IpaButenscrBom Poccuniickoit denepanuu peuieHus o
MIPOBEACHUN MOHUTOPHUHIA PO3HUYHBIX LIEH Ha JIEKAPCTBEHHBIE MIpenaparbl, HE BKIIOYEHHBIE B IEpPEUEHb
KU3HEHHO HEOOXOJMMBIX M BaXHEHMIINX JIEKAPCTBEHHBIX IIPENapaToB, HA TEPPUTOPUSAX CYOBEKTOB
Poccuiickoit @eaepanny BBISIBIEH POCT PO3HUYHBIX LIEH HAa YKa3aHHbIC JICKAPCTBEHHBIE Ipenaparbl Ha
TPUILATH IPOLIEHTOB U Ooiee, [IpaBuTenscTBO Poccuiickoit deepaniv BpaBe yCTAHOBUTH MPEIETbHbIE
OTIIyCKHBIE II€Hbl IPOW3BOJAMTENICH HAa yKa3aHHBIE JICKAPCTBEHHBIE IpENaparthl, MpeAesibHbIE pa3Mepbl
OIITOBBIX HAJ0ABOK W IMpPEICIIbHBIC pa3Mephl PO3HUYHBIX HA/0ABOK K (PAKTUYECKHM OTIIYCKHBIM II€HAM
MIPOU3BOJUTENECH HA yKa3aHHbIE JIEKAPCTBEHHbIE Npenapathl. [lepedeHs 1ekapCTBEHHBIX MTPEenaparoB, HEe
BKJIFOUEHHBIX B IE€PEUYEHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKApPCTBEHHBIX MpENaparoB, U
nopsAIoK ero popmupoBanus onpexaenstorcs [IpasurensctBom Poccuiickoit denepanuu.

(dactp 2 BBeneHa deaepanbHbIM 3aKk0HOM OT 26.03.2020 N 67-D3)

3. B Teuenue aeBsiHOCTa KaJleHOAPHBIX JHEN co nHA yTBepkaeHus IIpaBurensctBom Poccuiickoit
denepanny NepedHsi, yKa3aHHOTO B YaCTH 2 HACTOSIIEW CTAaTbU, HE JOIYCKAKOTCS pealn3alus U OTIIyCK
BKJIFOYCHHBIX B HETO JIEKAPCTBEHHBIX IIPENApaToB I10 LIEHAM, IIPEBBILIAIOIINM IIPEACIIbHBIE OTIIYCKHbIE
LIEHBl TMPOW3BOJMTEIEH HAa YKA3aHHBIC JIEKAPCTBEHHBIC IIPENaparhl, MPEAEIbHBIE pa3Mepbl ONTOBBIX
Ha/J0aBOK M TMpe/ieibHble pa3Mepbl PO3HUYHBIX HAA0aBOK K (DAKTUUYECKUM OTITYCKHBIM II€HaM
MIPOM3BOJUTENIE Ha YyKa3aHHbIE JIEKapCTBEHHbIE Ipenaparbl C Y4YeTOM Hajlora Ha J00aBJICHHYIO
CTOUMOCTb.

(dactb 3 BBeneHa DeaepanbHbIM 3aK0HOM OT 26.03.2020 N 67-D3)

Koncynwsrantllntoc: npumeuanue.
3apeructpupoBanubie 10 07.06.2019 mpenenbHble OTHYCKHBIE IIEHBI TOMAJIEXKAT 00s3aTeIbHOM
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBUU €O CT. 2 @3 0T 06.06.2019 N 134-D3.

Cratba 61. locymapcTBeHHass perucTpauuMa WM nepeperucrtpauus npepenbHbIX
OTNYCKHbIX LeH Mnpou3BoAUTEsien Ha JeKapCTBeHHble MnpenapaTtbl, BKMNIOYEHHble B
nepeyeHb XXU3HEHHO HEOOXOAUMbIX U BaXXHEMLLUX NleKapCTBEHHbIX NpenapaTos

(B pen. denepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

1. Hpe,Z[CJ'IBHaSI OTIIYyCKHasl ICHAa MPOHU3BOAUTCIIAA Ha HeKapCTBCHHBIﬁ Ipenapar, BKJIIOUEHHBLIM B
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NepeyeHb KU3HEHHO HEOOXOIMMBIX Y BaXKHEHIIMX JIEKApPCTBEHHBIX IMPErnapaToB, IMOAJIEKUT
rOCy/IapCTBEHHOW PErucTpaluu B MOpsake, ycraHoBieHHOM [IpaButensctBom Poccuiickonn denepanuu,
Ha OCHOBAHHUM IPEACTABICHHOIO B YIOJHOMOYEHHBIH (efepanbHbli OpraH HCIHOJIHUTEIBHOM BiacTH
3asBJICHUS JEpKaTels WIM BJAAENIblia PErMCTPALMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOIO Ipenapara
(YIIO;THOMOYEHHOTO UM JIMIIA).

2. 3aperucTpupoBaHHas IpeAeibHAs OTIYCKHas 1I€HAa IPOU3BOAMTENSl Ha JIEKApCTBEHHBIN
npernapaTr, BKIIOUEHHBIH B IE€peUYeHb JKU3HEHHO HEOOXOJMMBIX M BaXXHEHIIMX JIEKapCTBEHHBIX
IPEerapaToB, MOKET OBITH MEPEPETUCTPHPOBAHA B CTOPOHY YBEIUYEHUS OAMH pa3 B KaJICHAAPHOM TOIy
Ha OCHOBaHUH MPECTABICHHOTO B YIIOJHOMOYEHHBIN (efiepanbHbIii OpraH UCIOIHUTENBHO BiacTu 10 1
OKTSOpST KaXJOr0 ToJa 3asBICHUS JAepiKaTellsl WIM BIAJAEIblla PETUCTPAIIMOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOT'0 Ipernaparta (yInoJIHOMOUYEHHOTO UM JIUIA).

3. 3apeructpupoBaHHas IpejaeiabHas OTIYCKHas LE€HAa [POU3BOAUTENSI Ha JIEKAPCTBEHHBIN
mpemnapaT, BKIIOUEHHBIH B TMEpeUYeHb JKU3HEHHO HEOOXOAMMBIX M BaXXHEHIIHUX JIEKapPCTBEHHBIX
[IpenapaToB, MOXKET ObITh IEPEPETUCTPUPOBAHA B CTOPOHY CHUIKEHMSI HA OCHOBAaHUU IIPEJICTABICHHOTO B
YIOJHOMOYEHHBIN (eliepalnbHblii OpraH UCIIOJHUTENBHON BIACTH 3asBICHUS JIepKaTelsl WU BIIaJelblia
PErUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpenapara (YIoJHOMOYEHHOTO UM JIMIIA).

4. Jlepxarenb WM BIAJENEL PErMCTPALMOHHOIO YJIOCTOBEPEHHUs JIEKAPCTBEHHOI'O Iperapara
(YIIOJITHOMOYEHHOE WM JIMIIO) OO0s3aH TPEACTaBUTh B YIOJHOMOYCHHBIH (enepanbHblii  OpraH
WCIIOJTHUTENIBHON BJIACTH 3asBJICHHE O NEPEPEruCTPALMU 3apErUCTPUPOBAHHOMN MPEAEIbHONW OTIYCKHOM
LIEHBbI MPOU3BOIUTENS HA JICKAPCTBEHHBIN Mpenapar, BKIIOUCHHBINA B MEPEUEHb )KM3HEHHO HEOOXOUMBIX
Y BOKHEUILUX JICKAPCTBEHHBIX MIPENApaTOB, B CTOPOHY CHUKEHUS B CIEAYIOIIUX CIIyYasx:

1) cHI>KEHME 1IeHbl B MHOCTPAHHOM BAJIIOTE Ha JIEKAPCTBEHHBIN MpErapaT B CTPaHE POU3BOAUTEIIS
u (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIA MpemapaT 3aperucTpUpOBaH U (UJIM) B KOTOpHIE
MIOCTAaBJISIETCS] IPOU3BOAUTETIEM;

2) cHWXKeHUEe IIeH Ha pedepeHTHBIE JIeKapCTBEHHBIC MperapaThl B COOTBETCTBHHM C MYyHKTOM |
HacTosie dYacTu (VIS COOTBETCTBYIOIIMX BOCIPOU3BEACHHBIX, OHMOAHAIOTOBHIX (OHOIMOJOOHBIX)
JIEKapCTBEHHBIX MPEMapaToB);

3) mpeBbllIEHUE TMpeNeIbHOW OTITYCKHOM IIEHbl Ha MEpPBbI BOCIPOU3BEACHHBIN, OMOAHAIOTOBBIN
(Onomo00HBI) JEKapCTBEHHBIN MpenapaT HHOCTPAHHOTO MPOW3BOJCTBA HAJA MPEAETbHOM OTIYCKHOU
[IEHOM MTPOU3BOIUTEINSI HA BTOPOM BOCTIPOU3BEICHHBIN, OMOaHAIOTOBBIN (OMOTI01I00HBIN) JIEKAPCTBEHHBIN
Ipernapar, pacCCUMTaHHOW B COOTBETCTBUM C METOJIMKOM, yTBEpkAeHHOM [IpaButenscTBom Poccuiickoit
denepanuu;

4) mpeBblllIEHHE MPEISIbHON OTIYCKHOM IIEHbI Ha MEpBBIH BOCIPOM3BEICHHBIN, OMOaHAIOTOBBIH
(6uomogOOHBI) JIEKAPCTBEHHBIM TIpernapar MpPOU3BOJAUTENST TocyaapcTBa - ujeHa EBpaswuiickoro
SKOHOMHYECKOTO  COK03a HAJ MPEACIbHOM OTIIYCKHOM IIEHOM MPOU3BOJIMTENIE Ha  BTOPOU
BOCIIPOU3BE/ICHHBINH, OHOaHAIOroBbll (OMOMONOOHBIN) JIEKAPCTBEHHBIM MpenapaT MPOU3BOJUTEINS
rocyiapcrBa - wieHa EBpa3nMiiCKOro 3KOHOMHMYECKOIO COI03a, PACCUMTAHHONM B COOTBETCTBHM C
METOAMKOM, yTBepKaeHHOM [IpaButenscTtBoMm Poccuiickont @enepannu.

5. HOpHIIOK NepeperucTpa 3apCruCTpupOBaAHHBIX TPCACIIbHBIX OTITYCKHBIX IICH HpOHSBOHHTeHeﬁ
Ha JICKAQpCTBCHHBIC IMPCrapaTbl, BKIIOYCHHBIC B IICPCUCHL KWU3HCHHO HeO6XO}II/IMI)IX U BaKHEHIIIMX
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JIEKapCTBEHHBIX IMpernapaToB, B CIy4YasX, MNPEIyCMOTPEHHBIX dYacTaMu 2 - 4 HacToAIlIEH cTaThu,
ycranaBiuBaercs [IpaBurensctBoMm Poccuiickon @enepanuu.

6. DKOHOMUYECKUU aHalu3 MPEeNebHOW OTHYCKHOM II€Hbl MPOM3BOJUTEINS Ha JICKAPCTBEHHBIN
mpemapaTr, BKIIOUEHHBI B TMEpPEUYCHb JKU3HCHHO HEOOXOJUMBIX M BaXXHEHINIUX JICKAPCTBEHHBIX
MpenapaTroB, MPHU €€ TOCYJAAPCTBEHHOW PETHUCTpAllMM WM TEPEPEerucTpali  OCYIIECTBIISETCS
denepanbHBIM OPraHOM HWCIIOJHUTEIBHOW BIIACTH, OCYIIECTBISIONIMM (YHKIUU 1O TPUHSATHIO
HOPMATHBHBIX IPaBOBBIX aKTOB M KOHTPOJIIO 3a COOJIOJIEHHEM 3aKOHOJATelbCcTBa B cdepe
rOCYJapCTBEHHOTO PETyJINPOBaHUs LieH (Tapu(doB) Ha TOBApHI (YCIyTH).

7. Pacuer mpenenbHbIX OTIYCKHBIX IIEH, YKa3aHHBIX B 4acTsX | M 2 HACTOSIIEH CTaTbH, IPU UX
roCyJapCTBEHHOM PEerucTpanuy WId NepeperucTpalui OCYUIECTBISETCS B COOTBETCTBUU C METOJIUKOM,
yTBepkIeHHOM [IpaButenbctBoM Poccuiickoit denepaiiny v yYUTHIBAIOIICH B TOM YHUCIIE:

1) cobmonenne Gananca MHTEPECOB MOTPEOHTENEH JIGKAPCTBEHHBIX INPENapaToB, BKIIOUCHHBIX B
IepeueHb XM3HEHHO HEOOXOAMMBIX M BAXKHEHIINX JIEKAPCTBEHHBIX IPENapaToB, M MPOHM3BOAMUTEINCH
JICKApCTBCHHBIX IMPCIapaToB, BKIIOYCHHBLIX B IICPCUCHL KU3HCHHO HCO6XOI[I/IMI>IX A BaXHESHITHX
JIEKapCTBEHHBIX MPETapaToB;

2) (hakTHUECKYIO OTITYCKHYIO IIEHY Ha JIEKapCTBEHHBIE mpernapatsl B Poccuiickoit Denepanuu, neHy
BBO3a JIEKAPCTBEHHBIX IpenapaTtoB B Poccuiickyro ®enepanuio, a TakKe LEHbBl Ha aHAJIOTMYHBIC
JIEKapCTBEHHBIE MIpenapaThl, Haxosiuecs B oopamenun B Poccuiickoit denepanuu;

3) 3aTpaThl NPOM3BOIUTENS JIEKAPCTBEHHOIO TIpenapara Ha IPOHM3BOJCTBO M  peallU3aIlUio
JICKapCTBEHHOTO Iperapara;

4) ueHy Ha JIEKapCTBEHHBIH Mpenapar, ero IeHy B CTpaHe NPOU3BOAMTENS U B CTPaHaX, B KOTOPBIX
JIEKapCTBEHHBIN Mpernapar 3aperucTpupoBaH U (W) B KOTOPBIE TOCTABIISAETCS IPOU3BOJUTEIEM.

8. He momyckaroTcst peanuzaiysi 1 OTIYCK JIEKapCTBEHHBIX MPENapaToB, BKIOYEHHBIX B MEpeueHb
KNU3HCHHO HCO6X0)II/IMI)IX U BaXHEUIINX JICKApPCTBCHHEBIX IIPp€IIapaToB, Ha KOTOPBIC IMPOU3BOJUTCIISAIMU
JIEKapCTBEHHBIX IMpermapaToB HE 3aperiucTpupoBaHa MpefelbHas OTIMYCKHAs I1IeHa, pealn3alus
MPOU3BOJUTCIIAMU JICKAPCTBCHHBIX MPEIApaToB IO LEHAM, IMPEBBIIIAIOIINM 3apCTUCTPUPOBAHHBIC HIIN
MepeperucTpUpoOBaHHbIC TPEeNIbHBIE OTITYCKHBIE IIEHbI Ha JIEKapCTBEHHBIE MpenapaTsl ¢ y4eTOM Hallora
Ha J00aBJIEHHYIO CTOUMOCTb.

9. OcoOeHHOCTH TOCYJAPCTBEHHOTO PETYIUPOBAHUS MPEACTbHBIX OTITYCKHBIX 1I€H MPOU3BOIUTENEH
Ha J'IeKapCTBeHHI)IC npenapaTLI, BKIIOUCHHBIC B nepequL KN3HCHHO H€06XOI[I/IMI)IX n Ba)KHefIHIHX
JIEKapCTBEHHBIX MPENapaToB, B 3aBUCHUMOCTH OT DKOHOMHUYECKUX U (WIJIM) COLHUATBHBIX KPUTEPHUEB
(I/ISMGHCHI/IC YCHOBHﬁ, HOprI[Ka U CTOUMOCTH HpOI/ISBOI[CTBa J'IeKapCTBeHHI)IX npenapaTOB, HUCITIOJIB30BAHUC
HOBBIX ()OpPM, METOJOB M CMOCOOOB TOCYJapCTBEHHOTO PETyJIMpPOBaHHUS II€H Ha JIEeKapCTBEHHBIE
mpenaparsl, B TOM YHCJie HA OCHOBE MEXaHW3Ma PePEepeHTHOr0 IIEHOOOpa30BaHusl, M3MEHEHHUH TOpsIKa
OKa3aHMUsl MEIUIIMHCKOM MOMOIIM, U UHbIE U3MEHEHHUsI) ycTaHaBnuBatoTcs [IpaBurensctBoM Poccuiickoit
denepanuu.

Cratba 62. [locymapcTBeHHbIA peecTp npeAenibHbIX  OTNYCKHbIX  LEH
npousBoauTesien Ha fieKkapCTBeHHble npenapaTtbl, BKMHOYEHHbIe B NMepevyeHb XU3HEHHO
Heo6XoAUMBIX U BaXXHEULLMX NIeKapCTBEHHbIX NpenapaToB
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1. 3aperucTpupoBaHHBIC WM TEPEPETUCTPUPOBAHHBIE TPEICIBHBIC  OTIYCKHBIC  IICHBI
MIPOU3BOIUTEIICH HA JIEKApPCTBEHHBIC NpenapaThl, BKIIOYCHHBIC B IEPEUCHb )KU3HEHHO HEOOXOJMMBIX U
BOXHEHIIUX JICKAPCTBEHHBIX MPENaparoB, MOJJICKAT BKIOYCHHIO B TOCYAAPCTBEHHBIA pPEECTp
MPEJebHBIX OTITYCKHBIX [IEH MPOU3BOIUTEIICH Ha JIGKAPCTBEHHBIC MPENapaThl, BKIFOUCHHBIE B IIEPEYCHb
KHU3HEHHO HEOOXOIMMBIX Y BaXKHEUIITNX JICKAPCTBEHHBIX MPEIapaToB.

(B pen. @enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

2. T'ocynapcTBeHHBIA peecTp MPEeeIbHBIX OTIYCKHBIX ILIEH MPOM3BOJAUTENCH HA JICKAPCTBEHHBIE
npernaparbl, BKIIOYEHHBIC B IMEPEYCHb J>KU3HEHHO HEOOXOAMMBIX M BaKHEHIIHMX JIEKAPCTBEHHBIX
MpermapaToB, COEPIKUT B ceOE CIeMyIONTYI0 HH(POPMAIIHIO:

1) HauMeHOBaHuUe JiepXKaTessl UM BIIaJEblla PErUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
rpenapara, HauMEHOBAHME IIPOM3BOJUTENS JIEKAPCTBEHHOIO IIperapaTra, CBEACHHMS O pPETUCTpauuu
JiepKaTells WIK BIIaJeIbla PEruCTPAalMOHHOIO YOCTOBEPEHHUS JIEKapCTBEHHOIO Mperapara, CBEICHU O
perucTpanuy IIPOU3BOAUTEIS JIEKAPCTBEHHOTO Iperapara Uil MEIUIMHCKOTO NMPUMEHEHHUS B Ka4eCTBE
HQJIOroIjiaTeJbIlMKa B  CTpaHe  perucrpaiuuu  (IUis  POCCHUMCKMX  IOPHJIMYECKHUX  JIML[ -
UACHTU(DUKAIMOHHBIA HOoMep Hanoromarenbinuka (MHH), mis MHOCTpaHHBIX IOPUAMYECKUX JIUI] -
CTpaHa perucTpaluy, HAaUMEHOBAHME PETUCTPUPYIOLLIErO OpraHa, PErucTpPalMOHHBIM HOMEp, KOJ
HaJIOrOIJIaTeNbIINKA B CTpAaHE pErucTpauuu (MHKOPHIOpAlMH) WM €ro aHajor), MECTO HaXOXKACHUS
IIPOU3BOJICTBEHHBIX IIJIOIIA/I0K, YYaCTBYIOIIMX B IIPOLECCE IPOU3BOJCTBA JIEKAPCTBEHHOIO Mperapara, ¢
yYKa3aHUEM CTaJuu IIpouecca IpOu3BOCTBA;

(m. 1 B pea. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMMEHOBAaHME JIEKApPCTBEHHOrO Ipenapara (MEXAyHapoJHOE HEMaTeHTOBAaHHOE, WU
IpYNIHPOBOYHOE, MM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HOMep PerucTpaluoOHHOTO y10CTOBEPEHHs JICKApCTBEHHOTO Npernapara;

4) nexapcTBeHHas GopMa C yKazaHHEM JO3UPOBKHU JIEKAPCTBEHHOT'O Tperapara U ero KOJU4ecTBa
BO BTOPUYHOH (MMOTPEOUTENHCKOM) YIIAKOBKE, a TAK)KE€ KOMIUJIEKTHOCTB;
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHasi MpeJiebHas OTIYCKHas IeHa Ha JIeKapCTBEHHBIH Mpenapar B pyoisix;
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

6) mata U HOMeEp MpHKa3a YINOJTHOMOYEHHOTO (efepaibHOr0 OpraHa HCIOJIHUTEIbHOW BIIACTH O
rOCY/IapCTBEHHOW PETUCTPALIMU WU MEPEPErUCTPALUK TPEACIBbHON OTIYCKHOM IIEHBI Ha JIEKAPCTBEHHBIN
mpemapaT, BKIIOUEHHBIH B TMEpeuYeHb JKU3HEHHO HEOOXOAWMBIX M BaXXHEHIIHUX JIEKapPCTBEHHBIX
MpPEnapaTos.;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 06.06.2019 N 134-D3)

6.1) mata BCTYIUICHUS B CHIIY IPHKa3a YIOJTHOMOYEHHOTO (eaepalbHOro opraHa UCIOJTHUTEIEHOM
BJIACTH O TOCYJapCTBEHHOM PETHCTPAllid WM TEPEeperucTpaliy MpeeIbHON OTIYCKHOH IICHBI
IMPOU3BOJUTEIISL HA HeKapCTBeHHBIﬁ npemnapar, BKJIIOUEHHBIA B NEPCUCHb XHU3HCHHO H€O6XOHI/IMBIX n
BO)KHEHINNX JICKAPCTBEHHBIX MPETapaToB;

(. 6.1 BBenen ®@enepanbHbIM 3aK0HOM OT 06.06.2019 N 134-D3)
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7) WTPUXOBOW KOJ, HAHECCHHBIH Ha BTOPUYHYIO (ITOTPEOUTEILCKYIO) YIAKOBKY JICKAPCTBEHHOTO
npernapara;
(n. 7 BBennen denepabHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) Koja NEeKapCTBEHHOrO Mpemnapara MO aHAaTOMO-TEPANEeBTHYECKO-XUMUYECKON KIIACCU(PUKAIINH,
pEeKOMEHI0BaHHOW BcemMupHo# opranu3anueit 31paBoOXpaHeHus.
(. 8 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

3. TocymapcTBeHHasi perucTpamnus WM [epeperucTpamnusi MpeneiabHbIX OTIYCKHBIX IIeH Ha
JICKapCTBEHHbIC MpENapaTrhl, BKIIOUEHHBIE B TMEPEYEHb JKU3HEHHO HEOOXOJMMBIX M BaXKHEUIINX
JIEKapCTBEHHBIX IpEnaparoB, BEACHHE TOCYAapCTBEHHOTO peecTpa MpelelbHBIX OTIYCKHBIX IIeH
MIPOU3BOIUTENCH Ha JIEKapCTBEHHBIE IpenapaThl, BKIOYEHHBIC B MEPEYCHb )KU3HEHHO HEOOXOAUMBIX U
BOXKHEHIIUX  JIGKAPCTBEHHBIX  IpENapaToB, OCYUIECTBISAIOTCS B  MOPSAAKE, YCTAaHOBIEHHOM
[IpaBurensctBoM Poccuiickoit denepanun.

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

Cratba 63. YcraHoBneHue opraHamMu MWCNOSIHUTENIbLHOM BNacTM Ccyb6bLekToB
Poccunckon ®epepaumm npepesnbHbIX pasMepoB ONTOBbIX HagabaBOK U npeAenbHbIX
pa3mMepoB PO3HUYHbIX HaAbGaBOK K (haKTUYECKMM OTNYCKHbIM LeHaM, YCTaHOBMEHHbIM
Npou3BOAUTENAMU JeKapCTBEHHbIX MpenapaTtoB, Ha JleKapCTBeHHble npenaparhbl,
BKJIFOYEHHbIE B NepeYeHb XWU3HEHHO HeoOXOAMMBbIX U BaXHeMWMUX neKapCTBEHHbIX
npenapaToB
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

1. Opranbl HCIOJHUTEIBHOM BiacTu cyObekToB Poccuiickoit ®Penepanuu ycTaHaBIMBAIOT
npeesbHbIe Pa3Mephl ONTOBBIX HAI0aBOK U MPEeNbHbIC pa3Mephl PO3HUYHBIX HaZ0aBOK K (PaKTHIECKUM
OTIIyCKHBIM IIeHaM (0e3 ydeTra Hajiora Ha 100aBJI€HHYI0 CTOUMOCTb), YCTaHOBJICHHBIM IPOU3BOIUTEISIMU
JIEKapCTBEHHBIX IPENaparoB, Ha JIEKapCTBEHHBbIE Ipenaparbl, BKIOYEHHbIE B MEPEUEHb MKUZHEHHO
HEOOXO/IMMBIX U Ba)KHEHIIINX JIEKAPCTBEHHBIX IPENapaToB, B COOTBETCTBUM C YTBEPXKIEHHON B MOPSJIKE,
ycraHoBieHHOM [IpaButensctBom Poccuiickonn ®enepanny, METOAUKON YCTAHOBJIECHHS OpraHaMH
UCTIOJHUTENIbHOM BracTu cy0bekToB Poccuiickoit denepannu npeaeabHbIX pa3MepoB ONTOBBIX Ha/10aBOK
U TpeleibHBIX Pa3MEPOB PO3HUUYHBIX HAA0aBOK K (PaKTUUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM
IIPOU3BOJUTENISAMA JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHBIE IIpENapaThl, BKIIOUEHHBIE B
NepeyeHb >KMU3HEHHO HEOOXOJMMBIX M BaKHEHIIMX JIEKapCTBEHHBIX IpenapaToB. [IpoekTsl perieHuit
OpPraHOB HCIOJHMUTENbHON BiacTH cyOBbekToB Poccuiickoit ®enepanuu 00 yCTaHOBJIEHUM U (WIIN)
M3MEHEHHUH TPEIETbHBIX Pa3MEPOB ONTOBBIX HA/0aBOK U MPEAEIbHBIX Pa3MEPOB PO3HUYHBIX HAJI0aBOK K
(aKTHYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM MPOU3BOAUTENSMHU JIEKAPCTBEHHBIX IpernapaToB, Ha
JIEKapCTBEHHbIE TMpenaparbl, BKJIIOUYEHHbIE B IME€PEUEHb >KU3HEHHO HEOOXOAMMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX MpPENapaToB, MOJUIEkKAT COIVIACOBAHUIO C YIMOJHOMOUYEHHBIM (elepajbHbIM OpraHoM
HCIIOJIHUTEJIBHOM BJIACTH, OCYLIECTBIIAIOMNM (YHKLIUU MO IPUHATHIO HOPMAaTUBHBIX MPAaBOBBIX aKTOB U
KOHTPOJIIO 3a COOJIIOJICHMEM 3aKOHOJATeNbCTBA B c(epe TrocylapCTBEHHOTO pPEryJupOBaHMS LEeH
(TapudoB) Ha ToBapsI (YCIyTH), B MOpsiAKe, ycTaHOBIeHHOM [IpaBuTenscTBoM Poccutickoit deneparmm.
(B pen. deaepanbhbix 3aKk0HOB OT 13.07.2015 N 241-03, ot 27.12.2019 N 475-03)

2. OpraHmaum/I OIITOBOM TOProBJIW JICKAPCTBCHHBIMU CpCACTBAMH, allTCYHBIC OpPraHu3aiuu,
HHAUBUAYAJIBHBIC MTPCAINPUHUMATCIIM, HUMCIOIINC JIMOCH3WIKO Ha (bapMaI_ICBTI/I‘{CCKYIO ACATCIIBHOCTD,
MCIUIHUHCKUEC OpraHu3alnvi, HWMCIOIIHWEC JIMICH3WIO Ha (bapMaHeBTI/I‘-IeCKYIO JACATCIbHOCTh, H HX
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o0ocobneHHbIe ToApaszaeneHus (amOynaTopuu, Qenpamepckue U (eabaIepCcKo-aKymepcKue MyHKTHI,
HEHTpbl (oTHmeneHus) oOmield BpaueOHOW (CeMeWHOW) NPAKTHKH), PACIOJIOKEHHBIE B CEIBCKUX
HACEJICHHBIX MyHKTaX, B KOTOPHIX OTCYTCTBYIOT allT€YHbIE OpPraHU3alMH, OCYIIECTBISIOT pealli3allio
JICKApCTBEHHBIX MPENaparoB, BKIIOYCHHBIX B IMEPEYCHb >KU3HEHHO HEOOXOMUMBIX M BaKHEUIIMX
JIEKapCTBEHHBIX IIperapaToB, IO II€HaM, KOTOpble (OPMUPYIOTCSI B COOTBETCTBHHM C MOPAIKOM,
ycranoBneHHbIM [IpaButenscTBoM Poccmiickoii @eneparuu, U ypoBeHb KOTOPHIX (0€3 yueTa Haiora Ha
N00aBJICHHYIO CTOMMOCTb) HE JIOJDKEH IMPEeBBIIaTh CyMMY (DaKTU4EeCKOH OTHYCKHOW IIEHBI,
YCTaHOBJICHHOW ITPOM3BOJUTENIEM JIEKAPCTBEHHOTO IpernapaTa, He IPEBbILIAIOIIEH 3aperuCTPUPOBAHHON
WIN TePeperucTpUpOBAHHON MPEAETbHOM OTHYCKHOW IIEHBI MPOM3BOJAUTENs (HAa JaTy pealu3aluu
JIEKapCTBEHHOI'O IIpernapara IPOM3BOJIMTENIEM), M pa3Mepa ONTOBOW Haa0aBku U (WiIM) pasMepa
PO3HUYHOI Han0aBKHU, HE MPEBBIMIAIOIINX COOTBETCTBEHHO pa3Mepa IpelelbHON ONTOBOW HAaI0aBKU U
(unm) pa3mepa mpenesbHOM PO3SHUYHON Ha0aBKH, YCTAaHOBJICHHBIX B cyObekTe Poccuiickoit dexepanuu.
(dactp 2 B pen. DeaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Opransl HCHOJHUTEIBHON BiacTu cyOBekTOB Poccuiickoit ®enepannu pa3MmemaloT B CETH
"NuTepHer" nH(OpMAIMIO O 3apEerMCTPUPOBAHHBIX MPEJIEIbHBIX OTIYCKHBIX IIEHAaX NMPOU3BOAMUTENEH Ha
JIEKapCTBEHHbIE Ipenaparbl, BKJIIOUYEHHbIE B I[E€PEUEHb >KU3HEHHO HEOOXOAMMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX IIpernaparoB, 00 YCTaHOBJIEHHBIX B cyObekre Poccuiickoil denepanuu npenenbHbIX
pa3Mepax ONTOBBIX HAM0AaBOK M (WJIM) MPEAEIbHBIX pa3Mepax PO3HUYHBIX HAI0ABOK K YCTaHOBJIECHHBIM
IIPOU3BOIUTEINISIMU JICKAPCTBEHHBIX IpenapaToB (aKTUUECKUM OTIIyCKHBIM II€HAM Ha JIEKapCTBEHHbIE
npernapaTrel, BKJIIOYEHHBIE B TEpEUCHb JKU3HEHHO HEOOXOAWMBIX W BAKHEHIIUX JIEKAPCTBEHHBIX
IIPEenapaToB, a TAKXKE O CyMME 3apEerMCTPUPOBAHHBIX MPEJEIbHbIX OTITYCKHBIX LI€H IMPOU3BOIUTENIECH Ha
JIEKapCTBEHHbIE Ipenaparbl, BKJIIOUYEHHbIE B I[E€PEUEHb JKU3HEHHO HEOOXOAMMBIX U Ba)KHEHIINX
JICKapCTBEHHBIX IIpenapaToB, YCTAHOBJIEHHBIX B cyObekTe Poccuiickoii ®enepauuu mnpenenbHbIX
pa3MepoB ONTOBBIX Ha/I0AaBOK M MPEIEIbHBIX Pa3MEpPOB POZHUYHBIX HAJ0AaBOK M HAJIOTa HA JO00AaBICHHYIO
croumMocTb. MHdopmanus, nperycMOTpeHHas HACTOSIIENH 4YacThlO, JOJDKHA HAaXOIUThCA TaKXkKe B
aNTEeYHBIX OPTaHMU3ALMUAX B JIOCTYITHOM JJISl BCEX 3aMHTEPECOBAHHBIX JIUI] (hOpME B OOHOBIIATHCS MO MEpe
ee pa3MelLIeHMs OpraHaMH HCIOJHHUTENbHOM BiacTh cyObekToB Poccuiickoit ®enepauuu B ceTH
"UnTepuer".

(uactb 3 B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

4. Yrparun cuiy ¢ 1 mapra 2020 roga. - @enepanbHblit 3akoH oT 27.12.2019 N 475-D3.

Masa 13. MOHUTOPUHIT 3®PEKTUBHOCTU U BE3OINMACHOCTHU
JIEKAPCTBEHHbIX NMPEMAPATOB, HAXOOALLUXCA B OBPALLEHUA
B POCCUNCKOWN ®EOEPALIUU
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbsa 64. PapmakoHaa3op
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE MperapaThl, Haxo smecs B oopamieHuu B Poccuiickoit deneparuu, moajiexar
MOHHUTOPHHTY A(P(GEKTUBHOCTH W O€30MacCHOCTH B IIENIAX BBISBICHUS BO3MOXHBIX HETaTHBHBIX
MOCTEJACTBUI WX TPUMEHEHUS, WHIUBUAYAIbHON HEMEPEHOCUMOCTH, MPEAYNPEKICHUS MEIUIIMHCKUX
pabOTHUKOB, CHIENMATUCTOB B O0JIACTH BETEPUHAPHUH, IMAIMEHTOB WM BJIAJEIBIEB KHUBOTHBIX U HUX
3alIUThI OT MPUMEHEHHUS TAaKUX JIEKAPCTBEHHBIX MPEMAPATOB.

(B pen. denepanbroro 3akoHa ot 02.08.2019 N 297-03)
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2. ®dapMakoHAJ30p OCYIIECTBISETCS COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (heaepaabHbIM
OpraHOM HCIIOJHUTEIHHOW BIACTH B YCTAHOBJICHHOM MM IMOPSAKE MyTeM aHalIM3a IpeloCTaBIsieMOM
cyObeKkTaMu  OOpalleHHs JIEKapCTBEHHBIX CpeACTB HMHGOpMaluMu O TMOOOYHBIX  JIEHCTBUSX,
HEXEJaTeNIbHBIX PEaKIMsIX, CEPbE3HBIX HEXKEJATEIbHbIX PEAKIUAX, HENPEABUICHHBIX HEXeNaTeIbHbIX
peakuusx Opu NPUMEHEHHH JIEKapCTBEHHBIX IpernapaToB, 00 WHAMBHAYyAIbHONH HENEPEeHOCHMOCTH,
OTCYTCTBHUH 3PPEKTUBHOCTH JIEKAPCTBEHHBIX MPEMAPATOB, a TakKe 00 HHBIX (aKTax U 00CTOSITEIHCTBAX,
MPEJICTABISIONINX YIPO3y JKU3HU WM 370POBbIO 4YEJOBEKa JIMOO KUBOTHOTO MPU MPUMEHEHHUH
JIEKapCTBCHHBIX MPENapaToOB M BBISABICHHBIX HA BCEX ATAmax oOpalleHUs JICKaApCTBEHHBIX MPErmapaToB B
Poccuiickoit denepannu u Apyrux rocy1apcrnax.

3. CyOBexTsl 0OpallleHus JIEKApCTBEHHBIX CPEJICTB B MOPSAIKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM
dbenepanbHbIM  OpPraHOM HCIOJIHHUTEIBHOW BIIACTH, OO0s3aHBl COOOINATh B  YIOJIHOMOYEHHBIN
(benepanbHBIi OpraH MCHOJHHUTEIBHON BIACTH O TMOOOYHBIX JEHCTBUAX, HEXKEIATEIbHBIX PEaKIHiX,
CEPBE3HBIX HEXKENATENbHBIX PEAKUUAX, HENPEABUACHHBIX HEXENATEIbHBIX PEAKLUHUIX MPU NPUMEHEHUU
JICKApCTBEHHBIX IPErapaToB, 00 WHAWBUAYAIBHOW HENEPEHOCHMOCTH, OTCYTCTBHH 3((eKTHBHOCTH
JIEKapCTBEHHBIX IMPENapaToB, a Takke 00 MHBIX (PakTax M 0OCTOSATENHCTBAX, MPEACTABISIONIUX YIPO3y
KU3HU WINA 3]I0pPOBBIO YelloBeKa JIMOO >KMBOTHOIO IMPH NPUMEHEHHH JIEKAPCTBEHHBIX IPENapaToB U
BBISIBJICHHBIX HA BCEX 9JTamax oOpalleHHs JIeKapCTBEHHBIX mpemnapatoB B Poccuiickoit denepanuu u
JAPYTUX roCy1apCTBax.

4. JlepaTenu WU BIAAENbIBI PETUCTPALMOHHBIX YJIOCTOBEPEHHH JEKapCTBEHHBIX MpENnaparos,
FOPUIMYECKUE JIMIIA, HA UMsI KOTOPBIX BBIJIAaHBI Pa3peIieHus Ha MPOBEACHUE KIMHUYECKUX UCCIIEIOBAaHUMN
B Poccuiickoii ®eneparuu, au00 YMOIHOMOYCHHBIE MMM JpYyrHe IOpUAMYECKHE JIHMIIA B pPaMKax
obecniedeHrst 6€30MaCHOCTH JIGKAPCTBEHHBIX TPENApPaTOB B MOPSIKE, YCTAHOBICHHOM COOTBETCTBYIOIIHM
YIOJHOMOYEHHBIM (efiepaibHbIM OPraHOM HUCHOJHUTENbHON BIAcTH, OOSI3aHBI OCYILECTBISATH MPHUEM,
ydeT, 00paboTKy, aHalIM3 W XpaHEHHE NOCTYMAIOMIMX B HUX aApec OT CYOBEKTOB OOpalieHus
JIEKapCTBEHHBIX CPEACTB M OPraHoOB TOCYJApCTBEHHOH BJIAcTH COOOIICHUH O TMOOOYHBIX ACHCTBHUSAX,
HEXEJIAaTeIIbHBIX PEaKIUAX, CEPhE3HBIX HEXKEIATeNbHBIX U HEMPEABUICHHBIX HEXKEIATSIbHBIX PEaKIIUsIX
IpU NPUMEHEHHH JIEKapCTBEHHBIX IMpemapaToB, 00 OCOOCHHOCTSX MX B3aUMOJACWUCTBUS C APYTUMHU
JIEKApCTBEHHBIMU TIpenapaTamMy, WHIWBHIYyaJIbHOM HEMEPEHOCUMOCTH, a TakkKe 00 HHBIX (akTax u
O0CTOSITENCTBAX, MPEACTABISAIONINX YIPO3y JKU3HHM WU 30POBBIO YellOBeKa JHOO >KMBOTHOTO HIIU
BIUAIONINX HAa WM3MEHEHHE OTHOIICHHUS OXHIAEMOW TMOJb3bl K BO3MOXXHOMY PHUCKY NPUMEHEHUS
JIEKapCTBEHHBIX MIPENapaToB.

5. Ilpu BbIsSBIEHUM HMH(OPMALUU O CEPbE3HBIX HEKEIATEIbHBIX PEAKIMSIX M HENPEaBHIEHHBIX
HEXXEJATeNbHbIX PEAaKUUAX NpPUd NPUMEHEHHUH JIEKapCTBEHHBIX IIpenapaToB, 00 OCOOEHHOCTSIX HX
B3aMMOJICHCTBUS C JPYIMMH JIEKapCTBEHHBIMH IpenapaTaMi, WHIUBUIYalbHOW HENEpEHOCHUMOCTH, a
Takxke 00 MHBIX (pakTax u 0OCTOATENBCTBAX, BIUAIONIMX HA U3MEHEHHE OTHOLIEHUS 0’KU1aeMON MOJIb3bI K
BO3MOKHOMY PpHUCKY TPUMEHEHHUS JIEKapCTBEHHBIX IIPENapaToB, JAepXaTelud WIM  BIAAEIbIbI
PETUCTPALIMOHHBIX yIOCTOBEPEHUH JIEKApCTBEHHBIX NPENApaTOB, IOPUANYECKUE JIMIIA, HA UM KOTOPBIX
BBIIAHBI pa3pellieHus] Ha NpOBEJEHHE KIMHUYECKUX HccienoBaHuil B Poccuiickoit ®eneparuu, n1mubo
YIIOJIHOMOYEHHBIE MMM JpPYTUe MOpUAWYECKHE JMIa O0sS3aHbl NPUHATH MEpbl, HalpaBICHHBIE Ha
yCTpaHEHUE  HEraTUBHBIX  MOCIEACTBUM  NPUMEHEHHS  TaKUX JIGKAPCTBEHHBIX  IPENapaTos,
IpeaynpexaeHue NPUUMHEHNUS Bpesla >KU3HU WM 3[I0POBBIO YelloBeKa MO0 KUBOTHOTO, 3ALIUTY UX OT
MIPUMEHEHHUS TAKUX JIEKAPCTBEHHBIX IIPENapaToB, Ha JOMOJIHUTEIbHBIA cOOp TaHHBIX 00 3(pPeKTuBHOCTU
1 0€30MaCHOCTH TaKHX JIEKAPCTBEHHBIX MPETapaToB.
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6. 3a HECOOOIICHUE UITH COKPBITHE MH(POPMAIIMH, TIPETYCMOTPEHHON YacThIO 3 HACTOSIIIEH CTaThH,
JepKaTed WA  BJIQAENbLbl  PErUCTPALMOHHBIX  yJOCTOBEPEHUHN JIEKAPCTBEHHBIX IpEnaparos,
IOPUANYECKHE JIUIA, HA UMSI KOTOPBIX BbIJIAaHbI pa3peIICHUsI Ha IPOBEACHUE KIMHUYECKUX MCCIIeI0BaHUN
B Poccuiickoit ®enepanmu, auO0 YIOTHOMOYEHHBIE HMH JPYTHE HOPHIMYCCKUE JIMIA, a TaKKe
JOJDKHOCTHBIC JIMIIA, KOTOPHIM 3Ta WH(OpMalus crajga HW3BECTHA IO POy HMX HpodecCHOHATbHOU
JEATEIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHMH C 3aKOHOAATENLCTBOM Poccuiickoit @enepanuu.

7. Ilpu mosiy4eHUH YTOJTHOMOYEHHBIM (heiepaabHbIM OpPraHOM HCIOJHUTENILHOMN BJIACTH B paMKax
OCYIIECTBICHUSI MM (hapMakoHaA30pa JI0Ka3aTeIbCTB O HECOOTBETCTBHM JICKAPCTBEHHOTO Ipenapara
YCTaHOBJICHHBIM TPEOOBaHUSAM WM MPU MOJYy4YeHUHU HH(OpPMALMM O HECOOTBETCTBUU JIaHHBIX 00
3¢ HEKTUBHOCTH M 0 0€30IaCHOCTU JIEKapCTBEHHOI'O Iperapara JaHHBIM O JIGKAPCTBEHHOM IIpernapare,
COJIEp>KaIMMCSI B MHCTPYKLMHU 10 €ro MPUMEHEHUIO (B TOM UYHKCJE BBISIBJICHHBIX B XOJ€ OCYIIECTBIICHUS
(dapMakoHaa30pa KOHTPOJIHHO-HAJ30PHBIMU OpPTaHAMH WHOCTPAHHBIX TOCYAApPCTB), YHNOJHOMOYEHHBIH
denepanbHBIA OpraH UCIIOJHUTEIBHON BIACTH B YCTAHOBICHHOM UM MOPSIKE paccMaTpPHUBAET BOIIPOC O
IIPUOCTAHOBJIEHUU IIPUMEHEHUS TAKOT0 JIEKAPCTBEHHOI'O IIperapara.

CraTtba 65. NMpuoctaHoBNeHMe NpMMEHEHUSA NeKapCTBEHHOro npenapara
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. ITpu mosmyueHnu uHpoOpMAIMKM O HEKENATEJIBbHBIX PEAKLUUAX MPU MPUMEHEHUH JIEKAPCTBEHHOTO
IpenapaTa, HE yKa3aHHbIX B MHCTPYKLUUHU IO NPUMEHEHUIO JIEKapCTBEHHOI'O IIpernapara, CEepbe3HbIX
HEXXEJATeNbHbIX pEeakUusiX, 00 OCOOEHHOCTAX €ro B3aUMOJCHCTBHUA C JPYI'MMHU JIEKapCTBEHHBIMHU
IpernapaTamMmu, KOTOPbIE MOTYT MPEACTABIATh YTPO3Y KU3HU WK 3/I0pPOBBIO YEJIOBEKA JTUOO KUBOTHOTO, &
TaKXe O HECOOTBETCTBUHU JAHHBIX 00 3((eKTUBHOCTH M O 0€30MACHOCTH JIEKAPCTBEHHOI'O Ipernapara
JAHHBIM O JIEKQpPCTBEHHOM IIpernapare, CoAepKaluMcsi B MHCTPYKIMH 110 €ro IPUMEHEHHIO, B TOM YUCIIE
OT YIOJHOMOYEHHBIX OPraHOB HWHOCTPAHHBIX TOCYIAapcTB, OOMEH KOTOPOH OCYIIECTBISETCS B
COOTBETCTBUM C COTJIAILIEHUSMU MEXJY YIOJHOMOYEHHBIM (elepallbHbIM OPraHOM MCIIOJHUTEIbHON
BJACTU U YHNOJHOMOYEHHBIMM OpraHaMHM HHOCTPAHHBIX TOCYAApCTB, YHOJHOMOYEHHBIH (eaepanbHbIi
OpraH MCIIOJHUTEIbHOW BJIACTH PAacCMaTpHUBAaeT BOMPOC O BO3ZMOXKHOCTU MPHOCTAHOBIIEHUS OOpalleHUs
TAKOro JIEKApCTBEHHOTO IIpernapara B MOPSAIKE, YCTAaHOBJIEHHOM YIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCIOJIHUTEIbHON BIACTH.

2. llpn HEHUCIIONIHEHNMM WM HEHAJJIEXallleM MHCIOJIHEHUN JIep/KaTelsIMM WIH  BIAJENbllaMH
PETUCTPALIMOHHBIX YIOCTOBEPEHUHN JIEKAPCTBEHHBIX IPENapaToB, IOPUIAWYECKUMHU JIMIAMHU, HA WM
KOTOPBIX BBIJAHBI Pa3peLICHMs Ha MPOBEACHUE KIMHUYECKUX HccaenoBanuil B Poccuiickoit Penepanum,
WM YIOJHOMOYEHHBIMU UMH JIPYTUMU IOPUINYECKUMU JIULAMU 0053aHHOCTEN, YCTaHOBJIEHHBIX YacTsIMU
3 u 4 cratbu 64 Hacrosero deaepanbHOro 3aKOHA, JIMOO B CIIydasx MPEACTaBIECHUS COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM (eiepanbHbIM OPraHOM HCIOJHUTENIbHOM BIIACTH 3aKJIIOUYEHUS O HEJOCTOBEPHOCTH
PE3yJIbTaTOB KJIMHUYECKOTO UCCIIEJOBAHMsI JIEKAPCTBEHHOTO Mpenapara il MEJUIUHCKOTO IIPUMEHEHUS,
KOTOpOE OCHOBAaHO Ha pe3yJibTaTaX MPOBEPKH MEAUIIMHCKOW OpraHu3alliy, MPOBOJUBLIEH yKa3zaHHOE
KIIMHUYECKOE MCCIIE0BAHNE C HAPYIIEHUEM MTPaBWJI HAJIEKAEH KIMHUYECKON NMPAKTUKH, U TIPUBEJIO K
MOJIyYEHUIO HEJAOCTOBEPHBIX PE3YyJbTaTOB, JIMOO B CiIydae HEBBINOJIHEHUs MPEANHUCAHUS, BBIJAHHOTO
YIIOJIHOMOYEHHBIM  (peJiepalbHbIM OpPraHOM HCIIOJIHUTENFHOW BIACTH 10 HTOTaM OCYILECTBIICHUS
BBIOOPOYHOI'O0 KOHTPOJIS KauecTBa JIEKaPCTBEHHOI'O INpernapara, YIOJIHOMOUYEHHBIH (eepalbHbIil opran
WCIIOJIHUTEJILHON BJIACTH B YCTAaHOBJIEHHOM MM IIOPSIIKE pacCMaTpUBAET BOIPOC O MPUOCTAHOBJICHHUH
MIPUMEHEHHUS TAaKOT'O JIEKAPCTBEHHOTO Mpernapara.
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3. YnomHoMO4YeHHBIN (enepaabHblii OpraH HMCIOJHUTEIbHON BJIACTH TPHU IPEICTABICHUH €My
CBEJICHMI O HECOOTBETCTBUU MPOU3BOJIUTENS JIGKAPCTBEHHBIX CPEICTB TPEOOBAaHUSM IPaBUII
HaJJIexallel Mporu3BOJICTBEHHON MPAKTUKU U (WJIK) O HAPYIIEHUH JIMLIEH3UOHHBIX TPeOOBaHUI, KOTOPHIE
OBUTH BBISIBJICHBI B XOJI€ MPOBEICHUS MHCIICKTHPOBAHUS MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB WIIH
OCYIIECTBJICHUS JIMIIEH3HOHHOTO KOHTPOJIA B cpepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB U IPUBEIN
WM MOTYT MPUBECTH K MPOU3BOJICTBY JIEKAPCTBEHHBIX MPENapaToB IJsi MEIUIMHCKOTO MPUMEHEHUS,
MPUYMHUBIINX WM CIIOCOOHBIX TPUYUHUTD BPE]] KU3HU WIH 3I0POBBIO IPAXKIaH, paCCMAaTPUBAET BOIPOC
O TPHUOCTAHOBJICHUU MPUMEHEHHUS JIEKAPCTBEHHBIX IMpENapaToB JIsi MEAUIIMHCKOIO MPUMEHEHHS B
YCTaHOBJICHHOM UM HOPSAKE B CIEAYIOIIUX CIyyasx:

1) cocraB u (MiIM) TEXHOJOTWs IPOU3BOJCTBA JIEKAPCTBEHHOI'O Ipernapara JJisi MEAMIIMHCKOrOo
IPUMEHEHHs (C ONMCaHMEM CTaIuil MPOMU3BOJCTBA) OTIMYAKOTCS OT 3asBJICHHBIX B PErUCTPALlMOHHOM
J0ChE;

2) HeKapCTBeHHBIﬁ npemapar aji MCAUIUWHCKOIO NpUMCHCHUA IMPOU3BCIACH Ha HpOHSBOI[CTBCHHOﬁ
IIOmaaKe, HE yKa3aHHOI71 B PEruCTpaiiOHHOM JOCKE;

3) Yy IMIPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB OTCYTCTBYIOT JOKYMCHTBI, IIOATBCPKAAOIINC
COOTBCTCTBHUEC KauCCTBA JICKAPCTBCHHOI'O IIpf€riapara Ajd MCIUWIHUHCKOr0 HNpPUMCHCHHA, BBOJAUMOI'O B
Fpa)K,[[aHCKI/Iﬁ O60pOT, Tpe6OBaHI/I$IM, YCTaHOBJICHHBIM IIPpHU €TO FOCY)I&pCTBGHHOﬁ perucrpanmnm;

4) TpPOUW3BOAUTENEM JICKAPCTBEHHBIX CPEACTB B  COIVIACOBAHHBIA C  COOTBETCTBYIOUIUM
YIOJHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIOJTHHUTEIBHOM BJIACTH CPOK HE YCTpPaHEHbl HAPYLICHHS
TpeOOBaHUI TPaBUI HAJUICKAIICH POU3BOJCTBEHHONW MPAKTHKU W (WJIM) JTUICH3MOHHBIX TPeOOBaHUIHA,
KOTOpbI€ OBbLIM BBISBICHBI B XOJ€ MPOBEACHUS WHCIEKTUPOBAHUS IPOU3BOIUTEINS JIEKAPCTBEHHBIX
CPEJICTB WJIH OCYIIECTBICHHUS JINIIEH3MOHHOTO KOHTPOJIS B chepe MPOU3BOACTBA JIGKAPCTBEHHBIX CPEICTB
U TpPUBEIM WJIM MOTYT NPUBECTH K MPOU3BOJCTBY JIEKAPCTBEHHBIX IPENApaTroB s MEIULIMHCKOIO
MIPUMEHEHUSI, MPUINHUBIIUX WIN CIIOCOOHBIX MPUYUHUTD BPEJ] )KU3HU WJIH 3JOPOBBIO TPAXKIaH.

(uacts 3 BBenena denepanbubiM 3aKk0oHOM 0T 04.06.2018 N 140-D3)

4. YnonHoMoueHHbIH (efepanbHblil OpraH UCIOJHUTENBHOMN BIACTU IPU HAJIMYUU Y HETO CBEACHUN
O HECOOTBETCTBHM IPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM MpaBWII HaJjeKalei
MIPOM3BOJICTBEHHOW MpPaKTUKW U (MJIM) O HApPYIIEHUU JIMLEH3UOHHBIX TpPeOOBaHUM, KOTOpbIE ObUIM
BBISIBJICHBl B XOJE IPOBEICHMS HWHCIEKTUPOBAHUS IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB WIH
OCYIIIECTBIICHUS JIMIIEH3UOHHOTO KOHTPOJIA B cpepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB U MPUBEIH
WIM MOTYT IPHUBECTU K MPOU3BOJCTBY JIEKAPCTBEHHBIX MPENaparoB AJI BETEPUHAPHOTO NPUMEHEHMS,
MPUYMHUBIIUX WM CIIOCOOHBIX HPUYUHUTH BPEJ >KU3HU WM 30POBBIO KMUBOTHBIX, PACCMaTpHUBAET
BOIIPOC O TIPUOCTAHOBJICHMM pEAIU3allUd M TNPUMEHEHMsI JIEKAPCTBEHHBIX IpPENapaToB Ul
BETEPUHAPHOTO IPUMEHEHHSI B YCTAHOBJIEHHOM UM TOPSAKE B CIECAYIOIUX CIydasx:

1) coctaB W (WJIM) TEXHOJOTHS MPOU3BOJCTBA JIEKAPCTBEHHOTO Tpernapara i BETCPUHAPHOTO
HpI/IMeHeHI/Ifl (C OITMCAaHUECM CTa,ZII/II\/'I HpOI/ISBOJICTBa) OTJIMYAKOTCS OT 3adABJICHHBIX B peFHCTpaHI/IOHHOM
JIOChE;

2) NeKapCTBEHHBIN TpemapaT JJisi BETEPUHAPHOTO MPUMEHEHHS MPOU3BEICH Ha TTPOU3BOACTBEHHOM
IUIOIA/IKE, HE YKA3aHHOM B PETMCTPALlMOHHOM JIOCHE;

3) y HOpOU3BOAMTENS JEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IMOATBEpPXKAAIOIINE
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COOTBETCTBUE KayeCTBA JIEKAPCTBEHHOI'O IIpernapara Uil BETEPUHAPHOIO NPHUMEHEHHS, BBOJUMOIO B
rpakIaHCKH 000pOT, TpeOOBAHHSIM, YCTAaHOBJICHHBIM IIPH €r0 TOCYAapCTBEHHON PErHCTPAlny;

4) TpOW3BOAMTENEM JICKAPCTBEHHBIX CpPEACTB B COIJIACOBaHHBIH C  COOTBETCTBYIOLIUM
YIOJHOMOYCHHBIM (De/iepaTbHbIM OPraHOM HCIOJHUTEIILHON BJIACTH CPOK HE YCTPAaHEHBI HAPYIICHUS
TpeOOBAaHUH MpaBUII HAUICKANICH TMPOU3BOJCTBEHHON MPAKTUKA W (WJIM) JMIICH3UOHHBIX TPeOOBaHUH,
KOTOpbI€ OBUTM BBHISBICHBI B XOJI€ NPOBEACHHS HWHCICKTHPOBAHUS IPOU3BOIUTENS JICKAPCTBEHHBIX
CPE/CTB WM OCYIIECTBICHUS JUIIEH3MOHHOTO KOHTPOJIS B chepe MPOU3BOACTBA JICKAPCTBEHHBIX CPECTB
¥ TPHUBEIW WIA MOTYT NPUBECTH K MPOU3BOJCTBY JIEKAPCTBCHHBIX IMPEMApaTOB sl BETCPUHAPHOIO
MPUMEHEHHS, TIPUIMHUBIIUX MK CIIOCOOHBIX MPUYUHUTD BPEJT )KU3HU WM 3JI0POBBIO KHBOTHBIX.

(uactb 4 BBeneHa OenepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

Koncynbrantllmoc: mpumeuanwue.
C 01.01.2023 cr. 65 gononnsiercs 4. 5, 6 (O3 o1 27.12.2019 N 475-D3).

CraTtbsa 66. UHcpopmauma o pesynbTaTtax hapmakoHaasopa
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

YrnonHoMoueHHBIM  (enepaibHbIi  OpraH  WCIOJHUTEIBHOW  BIACTH,  OCYIIECTBIISFOIIUI
(dbapmakoHaa30p, MO €ro pesyibTaraM pa3MellaeT Ha cBoeM oduiuanbHOM caiite B cetu "HHTepHet"
UH(POPMALIHIO O:

1) BBIABICHMHM HOBBIX MOJTBEPXKIEHHBIX JaHHBIX O MMOOOYHBIX JEHCTBUAX, HEXKeIaTelIbHbIX
peaKkuMsaX, CEpPbE3HBIX HEXKEJATEIbHBIX PEAKLUAX, HENPEIBHUICHHBIX HEXEIATEIbHBIX PEaKUMIX IIPH
IIPUMEHEHUH JIEKAPCTBEHHOI'O IIpernapara, B TOM YHCJIE BIMSIOIIMX HA OTHOLIEHUE 0KMIaeMOU MOJIb3bI K
BO3MOKHOMY PHUCKY IIPUMEHEHHsI TaHHOTO JIEKAPCTBEHHOIO IIperapara;

2) MPUHATBIX PCHICHUAX O BHECCHUUN W3MEHEHHUH B HHCTPYKIHUIO IO MPUMCHCHUTIO JICKAPCTBECHHOT'O
npemnapara, 0 NPpUOCTAHOBJIICHUN IMPUMCHCHHA JICKAPCTBCHHOI'O IIpCriapara, 00 UBBATHH U3 o6pa1ueH1/m
JICKApCTBCHHOTO IIpeliapaTa Uiu o BO300HOBJICHUU MMPUMCHCHUS JICKApCTBECHHOTI'O ITpeTiapara.

Nnasa 14. U(H®OPMALUA O JIEKAPCTBEHHbIX MPENAPATAX. CACTEMA
MOHUTOPWUHIA OBUWXXEHUA NEKAPCTBEHHbIX NMPEMNMAPATOB
ansda MEAUUUHCKOIo NPUMMEHEHUA
(B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHdopmauma o nekapCTBeHHbIX npenapatax. Cucrema MOHMTOpPMHra
ABUXEHUS NeKapCcTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMeHeHus
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. NUadopmariust o JIeKapCTBEHHBIX Mpenaparax, OTIIYCKaeMBIX IO PEIEeNnTy Ha JIeKapCTBEHHBIHN
npenapar, J0JKHA COJIEPXKAThCsl TOJIBKO B CIEHMATM3UPOBAHHBIX W3/IAHUSX, NMPEAHA3HAYEHHBIX IS
MEIUIIMHCKUX, (papMarieBTHYECKUX paOOTHUKOB, CIICIMAJIMCTOB B 00actu BeTepuHapuu. Uudopmanus o
JIEKapCTBEHHBIX IMpemnapaTax JUisl CIIeNUaINCTOB B 00JIacTH OOpalleHusl IEKapCTBEHHBIX CPEICTB MOXKET
colepkaTbCsi B MOHOTpadusix, CHPaBOYHHUKAX, HAYYHBIX CTaThbsX, B JIOKJIagaX Ha KOHTpPeccax,
KOH(MEpEeHIMsIX, CHUMIIO3UyMaX, HAYYHBIX COBETAaX, a TaKKe B HHCTPYKIUAX MO MPUMEHEHUIO
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JIEKapCTBEHHBIX MPETapaToB.
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. Nndopmanusi 0 JEKapCTBEHHBIX Iperaparax, OTIIyCKaeMbIX Oe3 pelenTta Ha JIeKapCTBEHHBIN
mpernapar, MOXXET COAEP)KaThCs B MyOIMKAIMAX M OOBSIBICHUSX CPEICTB MAacCOBOM HH(pOpMaluy,
CHEIHATM3UPOBAHHBIX M OOIIMX MEYaTHBIX M3JAHUSIX, MHCTPYKIUSAX 1O MPUMEHEHHUIO JEKAapCTBEHHBIX
MPEerapaToB, MHBIX U3JAHUAX CYObEKTOB OOpAICHHUs JEKApCTBEHHBIX CPEICTB. PexiiaMHble MaTepHalibl O
JIEKapCTBEHHOM IIperapaTe, OTIycKaeMoM Oe3 pelenTta Ha JIEKapCTBEHHBIM Mpenapar, JdOMKHBI
COOTBETCTBOBATh MHCTPYKLUU 10 IPUMEHEHHUIO JICKAPCTBEHHOTO IIperapara.

3. JlomyckaeTcsi UCHOJIb30BAHUE JIOOBIX MaTepUAIbHBIX HOCUTENEH, MO3BOJIAIOLIMX XPaHUTh,
nepeaaBarh U UCIOIb30BaTh HH(POPMAIIMIO O JIEKApCTBEHHBIX MpernapaTax 0e3 ee HCKaKeHHUS.

Koncynprantllinroc: npumeyanue.
Y. 4 ct. 67 BcTynaer B cuity ¢ 01.07.2020.

4. Jlna ueneil uACHTHU(PHUKAMU YHIAKOBOK JICKAPCTBEHHBIX MPENaparoB [isi MEAUIIMHCKOTO
MIPUMEHEHHUS TPOU3BOJIUTENN JICKAPCTBEHHBIX CPEACTB B MOPSAKE, yCTaHOBIEHHOM [IpaBUTENHCTBOM
Poccuiickoit @enepannu, HAHOCAT Ha MEPBUYHYIO YIIAKOBKY (B OTHOIICHUHU JIEKAPCTBEHHBIX MPEMapaToB
JUTSI METUIIMHCKOTO TIPUMEHEHUS, I KOTOPBIX HE MPEAYyCMOTPEHa BTOPUYHAS YITAKOBKA) U BTOPUUYHYIO
(MOTPeOUTENbCKYI0) YIIaKOBKY JIEKApPCTBEHHBIX MpEnapaTroB A MEIUIIMHCKOTO MPUMEHEHHS CpelICTBa
UICHTH(UKAIINKN, 33 WUCKIIOYCHHEM JICKApPCTBEHHBIX TIPENapaTroB JJIsi MEIUIIUHCKOTO IMPUMEHCHUS,
MIPOM3BOUMBIX JUIsSI MPOBEJACHUS KIMHUYECKHX HCCIICIOBAHMM, SKCIIOPTA, JIGKAPCTBECHHBIX IPEMapaToB
JUTS MEUIIMHCKOTO TPUMEHEHUS, YKa3aHHBIX B 4acTsax 5 u § crateu 13 Hacrosimiero denepalibHOTO
3aKO0Ha, paauodapMaIeBTUUECKUX JICKAPCTBEHHBIX IperapaToB, MHABOK MEIUIIMHCKUX W Ta30B
MEIULMHCKUX.

(uacth 4 BBeneHa demepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-®D3 (pex. 27.12.2019))

5. XapaKTepUCTUKH CPEJICTBA UACHTH(DHUKAINY, TOPSIOK €r0 HAaHECCHHS U TPEOOBAHUS K CTPYKTYpE
u ¢dopmary wuHbOpMAIUU, KOTOPYIO COJEPKUT CPEACTBO HJICHTU(UKALUU, OMPEACNSIOTCS
[IpaBurenscTBoM Poccuiickoit denepanun.
(uacth 5 BBeneHa denepanbHbiM 3aKk0HOM 0T 28.12.2017 N 425-D3)

6. Ilopsmok co3maHusi, pa3BUTHs, BBOJA B OKCIUIyaTallMlo, SKCIUTyaTallud M BbIBOAA W3
JKCIUTyaTallUd CHUCTEMbl MOHMTOPUHIA [BIIKEHUs JICKAPCTBEHHBIX IIPENApaToB Il MEAULUHCKOIO
MIPUMEHEHHUS, MOPAJOK MPEJOCTaBICHUS HHPOpPMAIMK, COAEpKallleicss B CUCTEME MOHUTOPUHIA
JBIKEHUS JIEKAPCTBEHHBIX IPENapaToB I MEIULUHCKOIO NPUMEHEHHUs, U MOPAI0K B3aUMOACUCTBUSA
YKa3aHHOM  CHCTEMBl C HMHBIMH  TOCYHapCTBEHHBIMM  HH(OPMAllMOHHBIMH  CHCTEMaMH H
MH(GOPMALMOHHBIMH CUCTEMaMH IOPUAMYECKUX JIUL M UHIAUBU Y aJIbHBIX MPEANpPUHUMATENEH, YKa3aHHBIX
B yacTsx 7 u 10 mHacrosmie# crareu, ycraHaBnuBaiorcs [IpaButensctBoM Poccuiickoit Demeparu.
OneparopaMu CHCTEMbl MOHUTOPHHIA JIBUJKEHUS JIEKAPCTBEHHBIX IIPENApaToB Jii MEAMIMHCKOIO
MPUMEHEHUS SBJIAIOTCS (elepalibHblil OpraH HWCHOJHUTENbHON BiacTh W (WIKM) OpraHu3anus,
ynosiHoMoueHHble [IpaBurenscTBoM Poccuiickont denepanuu.

(dactpb 6 BBeneHa DeaepanbHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

Koncynprantllntoc: npumeuanue.
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Y. 7 ct. 67 BcTynaer B cuity ¢ 01.07.2020.

7. FOpuanueckue JIMla U UHAUBUAYAJIbHbIE NPEAIPUHUMATENN, OCYLIECTBIISIOIINE TPOU3BOICTBO,
XxpaHeHue, BBO3 B Poccuiickyro @Depepanuro, OTNYCK, pEaIM3alMI0, Mepeaady, HPUMEHEHUE U
YHUYTO)KEHHE JICKApPCTBEHHBIX MTPENapaToB ISl MEAUIIUHCKOTO MPUMEHEHHS, 00eCIIeYuBaIOT B MOPSIKE U
B COCTaBe, KOTOpble YycraHOBJeHbl IIpaBurensctBoM Poccuiickoin @Penepauuu ¢ y4eToM BHUAA
OCYIIECTBISIEMOM HUMHU JEATEIbHOCTH, BHECEHHE HWH(GOpMalUKd O JIEKAPCTBEHHBIX IMpernapaTax i
MEJIUIUHCKOTO TPUMEHEHUsI B CHCTEMY MOHHUTOPUHTA JBW)XCHHS JIEKaPCTBEHHBIX IpernapaToB s
MEIULHUHCKOrO NPUMEHEHMUS.

(uactb 7 BBeneHa OenepanibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHbIE IpenapaTbl A MEAULUHCKOrO IPUMEHEHMs], IpeJHa3HaueHHbIE IS
obecriedeHust JHI, OOJMBHBIX TreMo(UiInel, MYKOBHCIUAO030M, THIO(U3aPHBIM HAHU3MOM, OOJIE3HBIO
I'omie, 3710KaueCTBEHHBIMH HOBOOOPA30BaHUSAMHU JUM(OUIHOM, KPOBETBOPHON U POJCTBEHHBIX UM
TKaHEW, pacCestHHbIM CKJIEPO30M, JIUI] [10CJI€ TPAHCILIAHTALIMM OPraHOB U (MJIM) TKaHEH, IPOU3BEICHHBIE
1o 31 mexabps 2019 roga, a Takke WHBIC JIEKAPCTBEHHBIC MpeEnapaThl JUIsl MEAUIIMHCKOTO MMPUMEHEHNS,
npousBeneHHbie 10 | wurong 2020 roma, moanexaT XpaHEHHIO, MEPEBO3KE, OTIYCKY, pealu3alui,
nepeaaye, IpUMEHEHHUIO 0e3 HAaHEeCEeHUsI CPEJCTB UIACHTU(UKAIIMH JIO UCTEUEHUS CPOKA UX TOJTHOCTH.
(uactb 7.1 B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 462-D3)

8. Opranuzanus WHOOPMAIMOHHOTO B3aUMOJCHCTBUS CHCTEMbl MOHHMTOPHHTA JIBHIKEHUS
JIEKAPCTBEHHBIX TMPEMApaToB I MEIULIMUHCKOTO TMPUMEHEHHS C WHBIMA TOCYAapCTBEHHBIMU
MH(OPMALIMOHHBIMU CUCTEMaMH OOECIeYMBaeTCs B TOM UHCJIE TIOCPEACTBOM HH(DPACTPYKTYpBHI,
obecnieunBaromield WHPOPMAITMOHHO-TEXHOJIOTHYECKOES B3aUMOJICHCTBUE HWH(POPMAITMOHHBIX CHCTEM,
UCIOJIb3YEMBIX JJISl TPEAOCTaBICHUS] TOCYAAPCTBEHHBIX M MYHHIMIAIbHBIX YCIYT W HCIOJIHEHHS
rOCyJapCTBEHHBIX U MyHUIIUTIATBHBIX (DYHKIIMI B 3JIEKTPOHHOM opme.

(uacth 8 BBeneHa denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-03)

9. OOmenoctynHas wuHpOpMaLMs, COJAEpKalIasics B CHUCTEME MOHUTOPHHTA JBH)KCHUS
JIEKapCTBEHHBIX IpenapaTroB JUIS MEIUIIMHCKOTO IIPUMEHEHUS, pasMeniaercs B
MH(}OPMaLIMOHHO-TEIIEKOMMYHHUKAaIMOHHOM cet "MHTepHer" (B TOM uucie B GopMe OTKPBITHIX JaHHBIX)
B IIOpsiiKe, ycTaHOBIIEHHOM [IpaButensctBoM Pocculickon denepauuu.

(dactpb 9 BBeneHa DenepanbHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

10. IIpousBoauTeNH JTEKAPCTBEHHBIX CPEJCTB MOJIYUYaIOT COAEPKALLYIOCS B CUCTEME MOHUTOPUHIA
JBIDKEHUS JICKAPCTBEHHBIX MPENapaToB ISl MEAUIIMHCKOTO MPUMEHEHHS WH(OpPMAIUI0 O Cepusx U
MapTUSIX JIEKAPCTBEHHBIX MpernapaToB, MPOU3BOJMMBIX UMHU M HAXOMAAIIUXCS B TPAKIAHCKOM 000pOTE B
Poccuiickoit deneparuu, 6€3B03MeE3THO.

(uacth 10 BBegena denepanbHbIM 3akOHOM OT 28.12.2017 N 425-D3)

KoncynprantlIntoc: npumedanue.
Y. 11 ct. 67 Bectynaer B cuiny ¢ 01.07.2020.

11. 3a mpou3BOACTBO WM MPOAAXKY JICKAPCTBEHHBIX MpenapaToB Uil MEIUIIMHCKOTO MTPUMEHEHUS
0e3 HaHEeCeHUs CPEACTB HJICHTU(UKAIUU, C HAPYIICHHEM YCTAHOBJIEHHOTO MOPSJKAa MX HAHECEHHWs, a
TaKK€ 332 HECBOEBPEMEHHOE BHECEHHE JIAHHBIX B CHUCTEMY MOHUTOPHHIA JBUKEHHS JIEKAPCTBEHHBIX
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IpernapaToB JUisi MEIUIUHCKOTO TIPUMEHEHUS WM BHECEHHE B HEE HEJIOCTOBEPHBIX JIaHHBIX
IOPUANYECKHE JIMIAa W WHAUBHUIyAIbHbIC TPEINPUHUMATEIN, YKa3aHHbIC B YacTAX 4 W 7 HACTOSAIICH
CTaThH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.

(uactb 11 BBenena denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

12. TIlpaButenscTtBo Poccuiickoii ®enepanuui BIpaBe YCTAHOBHUTh OCOOCHHOCTH BHEAPCHHUS
CUCTEMbl MOHHUTOPUHIA JBWKEHHUS JIEKAPCTBEHHBIX MPENaparoB Il MEIULHUHCKOTO MPUMEHEHUS,
BKIJIIOYasi CPOKM €€ BHEAPEHUs, B OTHOIICHWU JIEKAPCTBEHHBIX IMPEnapaToB i MEAUIMHCKOIO
MPUMCHCHHS, BKIIOUEHHBIX B IMEPEUCHb J>KU3HCHHO HEOOXOAMMBIX W BAXHEHUIIUX JICKAPCTBEHHBIX
MpernapaToB, JEKAapCTBEHHBIX IMpernapaToB, MpeIHA3HAYEHHBIX [UIsl OOecreyeHusl JuL, OOJIbHBIX
reMo(uIueii, MyKOBHUCIUI030M, TUMOGU3APHBIM HAHU3MOM, O0JIe3HBIO [oIlIe, 370Ka4eCTBEHHBIMH
HOBOOOpa30BaHUAMHU JTUM(OUIHON, KPOBETBOPHOU U POJACTBEHHBIX UM TKaHEH, pacCeSHHBIM CKJIEPO30M,
JUIl TOCNe TPAHCIUIAHTAllMM OpPraHoB W (WJM) TKaHEH, HHBIX JICKAPCTBEHHBIX MpEnaparoB Jis
MEAUIIMHCKOTO MIPUMEHEHHS.

(dactb 12 BBenena denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

nasa 14.1. OTPAHUYEHUA, HAJIATAEMbIE
HA OPTAHU3ALUU, OCYLWLECTBNAWUE OEATEJNIbHOCTb
MO OBPALLEHUIO NNEKAPCTBEHHbLIX CPEACTB
(BBenena denepanbHbIM 3akOHOM OT 25.11.2013 N 317-D3)

Ctatba 67.1. OrpaHuueHusi, Hanaraembie NPU OCYLUECTBIEHUM [OeATeNbLHOCTU B
cchepe obpalueHns NneKkapCcTBEHHbIX CPeaCTB

1. Opra#uzanuy, 3aHAMAOIUAECS pa3pa0dO0TKOH, MPOM3BOJCTBOM H (WIM) pealn3amuen
JIEKapCTBEHHBIX MPENapaToB A MEAUIMHCKOTO MPUMEHEHUsI, OpraHu3aliuy, o0JiaJarole npaBaMy Ha
MCTOJIH30BaHNE TOPTOBOIO HAUMEHOBAHHSI JIEKAPCTBEHHOTO Mperapara sl MEIUIIMHCKOTO TPUMEHEHHS,
OpraHM3aliii  ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMU CPEJICTBAMH, aNTeuHble OpraHu3anuu (ux
MIPEJICTAaBUTENN, UHBbIE (U3NYECKHE W IOPHINYECKHE JIMIA, OCYIIECTBISIONINE CBOIO ICATEIBHOCTH OT
WMEHU 3TUX OpraHu3aluii) B OTHOUICHUH MEAUIIMHCKUX PAOOTHUKOB U PYKOBOAMUTENEH MEIUIIUHCKUX
OpraHu3alyii He BIPABE:

1) BpydaTh MOAAPKH, BBHIIUIAYMBATH JCHEXKHbIE CPEJICTBA (32 UCKIIOUEHHEM BO3HATrpaKACHUH IO
JIOTOBOpaM TpU  TPOBEACHUM KIMHUYECKMX HCCIIEJOBAHUNM JIEKAPCTBEHHBIX IMPENapaToB JUis
MEIUIMHCKOTO TPUMEHEHUs, BO3HArpaXkIC€HUM, CBA3aHHBIX C OCYLIECTBIEHUEM MEAMIMHCKUM
pabOTHUKOM IMEJaroruueckoi M (WiM) Hay4YHOU JEesTebHOCTH), B TOM YMCJIE OIUIauYMBaTh Pa3BIeUEHUS,
OTIBIX, TPOE3]T K MECTY OTIbIXa, a TAKXKE IPHUBJIEKATh K YYaCTHIO B Pa3BJIEKATEIbHBIX MEPONPHUATHIX,
MIPOBOAMMBIX 3@ CUET CBOUX CPE/CTB;

2) 3aKJIII04YaTh COIJIalllCHUS O HAa3HAYCHHUU WKW PCKOMCHAAIMKU IMallUCHTAM JICKAPCTBCHHBIX
npemnaparoB A1 MEAUIUHCKOIO IMPpUMCHCHUS (3& HCKIIIOYCHHUEM OOTr0OBOPOB O MPOBECACHUHN KIIMHUYCCKUX
I/ICCJ'IC,Z[OBaHI/Iﬁ JICKAPCTBCHHBIX NPCIIapaToB JJIsI MCAUITUHCKOT'O HpI/IMCHCHI/IH);

3) npenocTaBisaTh 00pa3libl JIEKAPCTBEHHBIX MPEnapaToB JUIsl MEIUIIUHCKOTO MPUMEHEHHS B LENSIX
BPYUYCHHUsl TalMeHTaM (32 HUCKJIIOYEHHEM CIIyyaeB, CBS3aHHBIX C TIPOBEJICHHEM KIMHUYECKUX
UCCIIETOBAaHUM JIEKapCTBEHHBIX MPENapaToB /Il MEIULIUHCKOTO IPUMEHEHUS);

4) nmpenoCTaBIIATh HEIOCTOBEPHYIO U (MJIM) HEMOJIHYI0 HHPOPMAIIHIO O JIEKAPCTBEHHBIX Mpernaparax

www.consultant.ru Crpanura 133 u3 140
HaJeKHasl MPpaBoBas NMOAAECPIKKA


http://www.consultant.ru/
http://www.consultant.ru/

®Oenepanbhblil 3akoH oT 12.04.2010 N 61-D3
(pen. ot 03.04.2020)
"O6 oOpareHnH JIeKapCTBEHHBIX CPeACTB"

Jokyment npenoctasien Koncynsrantllmoc
Jara coxpanenus: 09.06.2020

A MEAUITUHCKOT'O ITPUMCHCHMS

5) mocemate uX B pabouee Bpems Ha pabOYMX MeCTaX, 3a UCKIIOUEHHEM CIIy4aeB, CBA3aHHBIX C
MIPOBEACHUEM  KJIMHUYECKUX HUCCJIEJIOBAHMM  JIEKAPCTBEHHBIX MPENaparoB Uil  MEAUIMHCKOIO
IIPUMEHEHHUs], C YYaCTHUEM B IMOPAJKE, YCTAHOBICHHOM PYKOBOIUTEJIIEM MEIULMHCKOM OpraHU3alliy, B
COOpaHMSIX MEIULHUHCKUX PAa0OTHUKOB M HMHBIX MEPONPUSTHUSIX, HANPABICHHBIX HA TMOBBIIICHHE HX
npo(eCCUOHATBHOTO YPOBHSA WM Ha NPEAOCTaBICHHE WH(GOpPMAlNHU, CBSI3aHHOH C OCYIIECTBICHHUEM
MOHHUTOPHHTa 0€30M1aCHOCTH JIEKApPCTBEHHBIX MIPENapaTos;

6) moOyX/1aTh K BBHIMMCHIBAHUIO JIEKAPCTBECHHBIX MPEMAPATOB IS MEAWIIMHCKOTO MPUMEHEHUS Ha
OnaHKax, coaepKalux HUHPOPMAIMIO PEeKJIaMHOTO XapakTepa, a TakKe Ha PeLenTypHBIX OJaHKax, Ha
KOTOPBIX 3apaHee Hale4aTaHo HaMMEHOBAaHUE JIEKAPCTBEHHOrO IIpemnapara s MEIUIMHCKOIro
MIPUMEHEHHS.

2. Opranu3zanuu, yKazaHHble B a03alie mepBoM 4acTu | HACTOsAIIEH CTaThbH, U UX MPEICTABUTEIU B
OTHOIICHUH (hapMalleBTUYECKUX PAOOTHUKOB U PYKOBOJIUTENEH alTEUHBIX OpraHU3alliil He BIIPaBe:

1) BpydaTh mojapku, BBIILJIAUUBATh JECHEXKHBIE CPEACTBA, B TOM YMCJIE OIUIAYMBATh pPa3BICUEHUS,
OTIBIX, IPOE3J K MECTy OTAbIXa, U IMPUBJICKATh K YYAaCTHIO B DPA3BIEKATEIbHBIX MEPOIPUATHAX,
IIPOBOJIMMBIX 34 CYET CBOUX CPEJICTB;

2) mpenocTaBiIATh OOpa3libl JIGKAPCTBEHHBIX IPENapaTroB A MEIUIUHCKOIO MPUMEHEHHs JUIs
BPYYEHMS HACEIICHUIO;

3) 3aKJII04YaTb COIJIAIICHUA O IMPCATOKCHHUHU HACCICHUIO OIPCACICHHLIX JICKAPCTBCHHBIX
npenaparoB AJis1 MCAUIUHCKOI'O IPUMCHCHU A,

4) npenoCTaBIIATh HEIOCTOBEPHYIO U (MJIM) HEMOJIHYI0 HHPOPMALIHIO O JIEKAPCTBEHHBIX MTpernaparax
JUIS  MEQUIMHCKOTO TNpPUMEHEHHUs, B TOM 4HCI€ MMEIOMMX OJMHAKOBOE MEKIYHapOJIHOE
HENaTECHTOBAaHHOE HAaMEHOBAHMUE.

Cratba 67.2. TpeboBaHMA K opraHM3aumm U NpoBeAeHUID Hay4YHbIX MEpPONpPUATUMN,
MHbIX MEpPONPUATUNA, HanpaBfieHHbIX Ha MNOBbIWEHUe NpPoPecCUOHANBLHOIO YPOBHSA
MeAULMHCKMX pPaboOTHUKOB WM Ha npeaocTtaBneHne WHgpopmauum, CBsSI3aHHOU C
OCYyLLEeCTBJIEHUEM MOHUTOPUHra 6e3onacHOCTM NeKapCTBEHHbIX NpenapaTos

1. IIpn mpoBeneHNM HAYYHBIX MEPONPHUATHH, UHBIX MEPOIPUATHNA, HAIIPABICHHBIX HA IOBBILICHHUE
npo(EeCCHOHATLHOTO YPOBHSA MEAWLIMHCKUX pPAOOTHUKOB WM Ha IPEAOCTABICHHE CBS3aHHOW C
OCYIIECTBJICHUEM  MOHHUTOpHUHIa  O€30MaCHOCTH  JIEKAPCTBEHHBIX  IpenaparoB  HH(opmanuu,
OpraHU3yeMbIX OpraHM3alMsMHU, yKa3aHHbIMH B a03aue mepBoM uactu | crateu 67.1 Hacrosiuero
@denepalibHOTO 3aKOHA, WX MPEACTaBUTENSIMU U (MiIM) (UHAHCUPYEMBIX 3a CHET CpEeACTB ATHX
OpraHM3alMii W UX [pPEJICTaBUTENIEH, 3alpeniacTcs NpPensTCTBOBaTh YYaCTUIO B YKa3aHHBIX
MEPOIPUATHIX MUHBIX OpraHU3alui, KOTOPHIE MPOU3BOAAT WM PEaTU3yIOT JIEKapCTBEHHbIE MpenapaThl
IUIE MEIHMIIMHCKOTO TPUMEHEHHUS CO CXOKUM MEXaHU3MOM (apMaKoJOTHUECKOro JAEHCTBHS, OO
CO3/1aBaTh JIMCKPUMHUHAIIMOHHBIE YCJOBHSI JJIsi OJHMX YYaCTHUKOB II0 CPaBHEHHUIO C JAPYTUMHU
y4aCTHUKaMH, a UMEHHO:

1) npenocTaBiIsATh pa3iIMyHOE KOJIMYECTBO BPEMEHH IS BHICTYIUIEHUN YYaCTHUKOB, pa3IMYHbIE 110
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pasMeEpy 3aHUMaeMOH miomaan MeCta I ACMOHCTpaluu O6p&3HOB JICKApPCTBCHHEBIX IIPEIapaToB IJIsA
MCIUIHUHCKOIO MPHUMCHCHUSA WM PCKIAMHBIX MATCPUAIOB O JICKAPCTBCHHBIX IIpCliaparax JIsd
MCIUIHUHCKOI'O IPUMCHCHH Ha SKCIIO3UIUAX, CTCHAAX, 3a UCKIIIOUCHHUEM CIIYy4acB, €CJIIM TaKHUE YCIOBHA
3aKPCIVICHBI B COTIAICHUAX 3TUX OpFﬁHH?;&L[HfI, nux HpeI[CTaBI/ITCJIeﬁ (O) q)HHaHCI/IpOBaHI/II/I YKa3aHHBIX
MepoanﬂTHﬁ u O6YCJ'IOBJ'ICHBI Pa3IMYHBIMU 3aTpaTaMi YHAaCTHHUKOB Ha UX OpraHU3aluio;

2) ycTaHaBJIMBAaTh pa3Mep B3HOCA JJI1 YYaCTHUKOB MEpOIpPUATUM, yYKa3aHHBIX B al3alle MepBOM
HACTOSIIEH YaCTH, MPEBBIIIAIONINI CYyMMY 3aTpaT Ha OPraHU3aLUI0 YKa3aHHBIX MEPONPUATHI U BEAYILUN
K HEOOOCHOBAHHOMY OTPaHMUYCHHIO YUCIIA UX YYACTHUKOB.

2. Opranuzanuu, yka3aHHbIe B a03are rnepBoM vactu 1 ctateu 67.1 Hacrosmiero denepaibHOTO
3aKOHA, MX IMPEJICTABUTENN, OCYIIECTBISIONME OpraHu3aluio U (Win) GUHAHCUPOBAHHE MEPOIPHITUH,
yKa3aHHbBIX B 4acTH | HacTosIIeH cTaThu, 00s13aHbl 0OecIeYnBaTh HOCTYI K MH(OpMALIUU O JaTe, MEeCTe U
BPEMEHM NIPOBEJCHUS YKa3aHHbIX MEpPONPUATUHN, IUIaHaX, IpPOrpaMMax IPOBENCHUS YKa3aHHbIX
MEPOMPHUATHA U TeMaX, IUIAHUPYEMbIX ISl paCCMOTPEHUS, COCTaBE MX YYaCTHUKOB MyTEM pa3MEIICHHUS
COOTBETCTBYIOIIEH MH(OpMAIK HA CBOMX OQUIMATIBHBIX caiiTax B cetn "MHTepHeT" He mo3aHee ABYX
MecCSIEB 0 Havaja MPOBEACHUS YKa3aHHBIX MEPOIPHUSITHIA.

3. Uadopmanus o mpoBeIeHNH MEPOIPHUITUH, YKa3aHHBIX B YacTH | HACTOSIIEH CTaTbd, B CPOK,
YCTaHOBIJICHHBIH YacThi0O 2 HACTOSALICH CTaThH, JIOJDKHA OBITH HampaBlieHa B (QelepaibHbIil opraH
UCTIOJIHUTEIBHON  BJIACTH, OCYIIECTBISIIONMM (YHKIMM 1O KOHTPOJII M Hau3opy B cdepe
3PaBOOXPAaHEHHUs, VIS MOCIECIYIOUIETO pasMElIeHUsI e Ha O(QHIMAIBFHOM caiiTe 3TOro opraHa B CETH
"UnTepuer".

naea 15. OTBETCTBEHHOCTb 3A HAPYLWEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EQEPALIUU NPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB
N BOSMELLEHUWE BPEOA, NPUYNHEHHOIO 30OPOBbLIO NIPAXXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbBIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaaTenbcTBa Poccunckon
depepaumm npu obpaLieHUn NNeKapcTBEeHHbIX CpeacTB

1. Hapymenue 3akoHonatenbcTtBa Poccuiickoit ®enepanuu npu 0oOpalieHUH JIEKapCTBEHHBIX
CpeACTB Bj€uYeT 3a c000l OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoit
denepanuu.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. 3a Hempe/aCTaBICHUE WM HECBOEBPEMEHHOE MpejcTaBleHne HHPOopMaK U (WIK) TOKyMEHTOB
au00 TpeACTaBiIeHHE HEAOCTOBEPHbIX HHGopManMu M (MIM) JOKYMEHTOB, IpPEeIyCMOTPEHHBIX
HacToamM DenepanbHbIM  3aKOHOM, CYOBEKTHl OOpalleHHs] JIEKAapCTBEHHBIX CPEACTB HECYT
OTBETCTBEHHOCTb B COOTBETCTBUH C 3aKOHOJATENbCTBOM Poccuiickoi denepanyi.

(uacTth 2 BBeneHa denepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-03; B pen. PenepalibHOTO 3aKOHA OT
04.06.2018 N 140-93)

Cratba 69. BoamelweHune Bpeaa, npuinHeHHoOro 3A0poBbHK rpaxgaH BcreacTteue
npuMeHeHusa nekKapCcTtBeHHbIX NpenaparTtoB
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1. HpOI/I3BO,I[I/ITCJ'IB JICKApCTBCHHOI'O IIp€riapaTta 00s13aH BO3MECTUTh BpC, HpH‘lHHeHHBIfI 3010POBbBIO
rpaxxziad BCJICACTBHUC IIPUMCHCHUA JICKAPCTBCHHOI'O IIpcriapara, €CJIn J0Ka3aHo, 4YTO:

1) nexkapcTBeHHBIH Mpenapar MPUMEHSIICS MO Ha3HAYEHHWIO B COOTBETCTBHM C HMHCTPYKLHEH I10
NPUMEHEHHIO JICKApPCTBEHHOTO Ipernapara ¥ NPUYMHOW Bpela SBHJICS BBOJ B TIPa)IAaHCKUH 000pOT
HeZ00POKaYECTBEHHOIO JIEKAPCTBEHHOTO Mpernapara;

2) Bpel 3I0pOBBI0 TPUYMHEH BCIIEJICTBHE HEAOCTOBEPHON WHGOpMAIUU, COJEpKAlICHCs B
WHCTPYKIIMU TI0 MMPUMEHEHHUIO JIEKAPCTBEHHOTO Ipernapara, U3J1aHHOW TPOU3BOIUTENIEM JIEKAPCTBEHHOTO
npenapara.

2. B ciryyae, ecnu Bpen 30pPOBBIO TPaXK/IaH NMPUYMHEH BCIEICTBHE NPUMEHEHHS JEKapCTBEHHOTO
npernapara, MPUIIEANIET0 B HETOJHOCTh B pE3yJbTaTe HAPYIICHUS NPAaBWII XPAaHEHHS JIEKapCTBEHHBIX
CPEICTB, MPaBUJ ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMHU IpeNapaTaMy, IMPaBHJ OTIYCKa JIEKapPCTBEHHBIX
MpernapaToB, MPaBHJ M3TOTOBICHUS W OTIIyCKAa JICKAPCTBEHHBIX IIPEMapaTroB, BO3MEIICHUE Bpeaa
OCYIIECTBIISICTCS COOTBETCTBEHHO OpraHM3alllell ONTOBOW TOPIOBJIM JIEKAPCTBEHHBIMH CPEICTBAMH,
anTeYHOH OpraHu3anuel, WHANBHAYaJIbHBIM TMpPEANPUHUMATENEM, HWMCIOIIUMH JIMLIEH3UI0 Ha
(apMaLeBTHYECKYIO NESATEIBHOCTh WM JIMLIEH3HIO HAa MEIULIUHCKYIO JeSTEIbHOCTh, MEIUIMHCKON
OpraHu3alyell, WMEIoIeH JMIEH3UI0 Ha (apMaleBTUYECKYIO0 JesITeIbHOCTh (ee 000COOJICHHBIM
nojpaszaeneHueM (amOynaropued, (enpAmepckuM U (GerpamepcKo-aKyIepCKUM ITyHKTaMH, LEHTPOM
(ornenenuem) oOuell BpayeOHOM (CeMENHHOM) MPaKTHKH), PACIONIOKEHHBIM B CEIbCKOM HACEICHHOM
IIYHKTE, B KOTOPOM OTCYTCTBYET alTe€4YHash OpPraHu3alys), JOMYCTUBIINMH MPOJAXy WM OTITYCK TaKOTO
JIEKaApCTBEHHOTO Tperapara.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. BosMmemnienue Bpeaa, NPUYMHEHHOIO 3J0POBBIO Tpa)JaH BCJIEICTBUE MPUMEHEHUs
JICKapCTBEHHBIX IPENapaTroB MM COBEPILEHHUS NPOTUBONPABHBIX JAECHCTBUM CcyObeKTaMH OOpalieHus
JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIETCS B COOTBETCTBUM C 3aKOHOJATEIbCTBOM Poccuiickoin
denepanuu.

Mnasa 16. 3AKITIOYUTEJIbHbLIE NMOJIOXEHUA

Cratbs 70. O Nnpu3HaHMKM YTPaTUBLUMMMU CUNY OTAESNbHbIX 3aKOHOAAaTeNbHbIX aKTOB
(nonoxeHun 3akoHoaaTenbHbIX akToB) Poccumnckon ®epgepaumm

IIpu3HaTh yTpaTUBIIMMU CUITY:

1) ®enepanbubiii 3akoH OoT 22 utoHa 1998 roma N 86-®@3 "O nexapcTBEHHBIX cpencTBax'
(Cobpanue 3akonomarenscTBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) denepanbubiii 3akoH 0T 2 sHBapst 2000 rona N 5-d3 "O BHeCEHUM W3MEHEHUS U JOIMOJIHEHUN B
Oenepanpubiii 3akoH "O nexapcTBeHHBIX cpeacTtBax" (CoOpaHue 3akoHomarenbcTBa Poccuiickoi
®enepanun, 2000, N 2, cT. 126);

3) crarpio 40 @enepanbHoro 3akona ot 10 sHBaps 2003 roma N 15-O3 "O BHeceHUH W3MEHEHUH 1
JIOTIOJTHEHUH B HEKOTOpPbIE 3aKOHOJATeNbHble akThl Poccuiickoil denepannu B CBS3U C NPUHATHEM
®enepanpHoro 3akoHa "O  JUIEH3WPOBAHMM  OTACIBHBIX BUIOB jaestenbHocTH"  (CobOpanue
3akoHonarenbcTBa Poccuiickoit denepanuu, 2003, N 2, cr. 167);
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4) crarpio 31 ®enepansHoro 3akoHa ot 30 utons 2003 roga N 86-D3 "O BHeceHHH U3MEHEHUN U
JOTIOJIHEHU B HEKOTOPBIEC 3aKOHOAATeNbHbIE akThl Poccuiickon denepanuu, NpU3HAHUU yTPATUBIIUMHU
CUJIy OTJACJIbHBIX 3aKOHOJATENIbHBIX akToB Poccuiickoit ®enepaunu, NPEAOCTaBICHUM OTACIBHBIX
rapaHTUil COTPYJHUKAM OPraHOB BHYTPEHHUX JI€J, OPTaHOB MO KOHTPOJIIO 32 00OPOTOM HAPKOTUUYECKHUX
CPEIICTB M TICUXOTPOITHBIX BEIIECTB W YIMPa3JaHIEMbIX (elepabHbIX OPraHOB HAJIOTOBOW MOJHWIIUUA B
CBSI3M C OCYIIECTBICHHEM MEp IO COBEPIICHCTBOBAHMUIO rocyaapcTBeHHoro ympasienus" (CoOpanme
3akoHoarenbcTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateio 101 denepanbHoro 3akona ot 22 asrycra 2004 roga N 122-03 "O BHeceHUU U3MEHEHUMN
B 3aKoHOJATellbHbIe akThl Poccuiickoit deneparuu W TPU3HAHUM YTPATHBIIUMHU CHIY HEKOTOPBIX
3aKOHO/aTeNbHbIX akToB Poccuiickoit ®denepauu B cBsizu ¢ npuHstueM DepepanbHbiX 3aKoHOB "O
BHECCHMHM HM3MCHECHHMH M nomnojHeHuid B denepanbHbiii 3akoH "OO 0O0mMMX MPUHIMIIAX OpPTraHU3AIMH
3aKOHOJIATENbHBIX (MPEICTABUTEIbHBIX) U HCIOJHUTEIBHBIX OPraHOB TOCYAapCTBEHHOM BIACTH
cyorekTtoB Poccuiickoit  ®enepanuu" wu  "OO oOmMX OpPUHIMIAX OPraHU3aldd  MECTHOTO
camoynpasnienus B Poccuiickoit @enepanun" (CoOpanue 3akoHonarenbctBa Poccuiickoit denepannu,
2004, N 35, ct. 3607);

6) crarpio 28 denepanbHoro 3akoHa oT 18 nexadbps 2006 roga N 231-®d3 "O BBeeHUH B IeCTBUE
yacTu dYeTBepToi ['paxkmanckoro komaekca Poccuiickoit ®denepanun" (CoOpaHHe 3aKOHOATEIHCTBA
Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

Cratbsa 71. BctynneHue B cuny Hactosiwero ®egepanbLHOro 3akoHa

1. Hactosammuit denepanbHeblii 3aKoH BeTynaet B cuity ¢ 1 ceHtsiops 2010 roaa.

2. JlexkapCTBEHHBIE CpEACTBA, 3APETMCTPUPOBAHHBIE 1O JHSA BCTYIUICHMS B CHJIy HAaCTOSILErO
DenepallbHOTO 3aKOHA, IMOJIEKAT BKIYEHHUIO B I'OCYJaPCTBEHHBIC PEECTPHI JIEKAPCTBEHHBIX CPEICTB C
BHECEHHEM yKa3aHHBIX B yacTu 1 ctarbu 33 Hacrosmero denepaibHOrO 3aKOHA CBEAEHUH 00 3THX
JIEKapCTBEHHBIX CpeACTBaX 0€3 MPOXOKJIEHUS BHOBb MPOIEAYpbl TOCYIapCTBEHHON pEerucTpanuu
JIEKApCTBEHHBIX IIPENAapaToB.

3. T'ocynapcTBeHHas perucTpaiys JEKapCTBEHHBIX MPENapaToB, 32 UCKIIOYCHUEM JIEKaPCTBEHHBIX
MpenaparoB AJii MEAUIMHCKOrO MPUMEHEHHS, MPEACTABICHHBIX HAa YKa3aHHYIO PETUCTPAIUIO 10 JHS
BCTYIUICHUS B CHIIy HacTosmero denepaabHOTO 3aKOHA, OCYIIECTBISIETCS B COOTBETCTBUU C HACTOSIIIMM
®denepanbHbIM 3aKOHOM HAa OCHOBAaHUU JOKYMEHTOB M JaHHBIX, IPEICTABICHHBIX 10 JHS BCTYIUICHUS B
cuity Hacrosiero deaepanbHOro 3aKOHa.

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

3.1. I'ocynapcTBeHHas perucTpanus JeKapCTBEHHbIX IPEernapaToB s MEJUIUHCKOTO IPUMEHEHMS,
IIPEJICTABICHHBIX Ha TOCYAAPCTBEHHYIO PETUCTPALMIO 1O JAHS BCTYIUIEHUS B CHIIy HACTOSILErO
@denepalbHOTO  3aKOHa, M TOCYAApCTBEHHAas perucrpalnus JEKapcTBEHHbIX IMpernaparoB s
MEAUIMHCKOTO IPUMEHEHHS, NPEICTABICHHBIX Ha JKCIEPTH3y JIEKAPCTBEHHBIX CPEICTB 10 JHS
BCTYIUIEHHsI B CHJy Hacrosiuero denepajbHOro 3akoHa B LEISIX MX MOCIEAYIOUIEH roCyIapCTBEHHON
pPETUCTpALMM, OCYILECTBIISIFOTCS HAa OCHOBAaHMM JOKYMEHTOB M JaHHBIX, NPEICTABICHHBIX [0 OHS
BCTYIUIEHHs B CHIIy HacTosimero @DenepanbHOro 3aKOHA, a TaKKe 3asABJICHUSA O TOCYJIapCTBEHHOU
pEruCTpallMM  JIEKAPCTBEHHOTO Ipenapara, IPeJCTaBICHHOIO IPOU3BOJUTENIEM JIEKAPCTBEHHBIX
MpernapaToB WK YIOJHOMOUYEHHBIM UM JIMLIOM B COOTBETCTBUU € HacTosuM deaepanbHbIM 3aKOHOM B
YIIOJIHOMOYEHHBIN (hefepabHbIi OpraH UCIIONHUTENbHOU BiacT 10 1 mapra 2011 rona, 6e3 TpeGoBaHus
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YILIaThl TOCYAapCTBEHHOW MOIUIMHBI, TPEAYCMOTPEHHOM 3aKoHO1aTeNbecTBOM Poccuiickoit denepanuu o
Hajorax u coopax.
(dactb 3.1 B pen. @enepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.2. lloxarBepxaeHUE TOCYJAAPCTBEHHOW PErMCTpAllUd  JIEKAPCTBEHHBIX MPEMapaToB IS
MEIUIIMHCKOTO MPUMEHEHHUS, MPEACTaBICHHBIX JJIS MOATBEPIKACHUS FOCYIapCTBEHHONW PErUCTpaldU [0
JHSL BCTYIUIEHMs B cuily Hactosimero denepanbHOro 3akoHa, W MOJITBEPKACHUE TOCYIapCTBEHHOU
perucTpaluy JIEKApCTBEHHBIX MPENaparoB [Uisi MEIWLMUHCKOTO MPUMEHEHHUS, MPEACTaBICHHBIX Ha
AKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB J0 JHS BCTYIUICHUS B cuily Hactosiero denepanbHoro 3akoHa B
LesIX TOCIEeAYIOUIero IMOATBEPKACHUS HX TOCYJAapCTBEHHOM pEerucTpalnuu, OCYIIECTBISIOTCS Ha
OCHOBAaHMM JOKYMEHTOB U JI@HHBIX, MPEJCTAaBICHHBIX JO [JHS BCTYIUIGHUS B CHJy HACTOSIIETO
@DenepallbHOTO 3aKOHA, a TaKXKe 3asdBJICHUS O MOJITBEPXKIECHUU TOCYJIApPCTBEHHON pPErucTpaluu
JIEKApCTBEHHOT'0 TIpernapara, MPEeJCTaBICHHOTO IPOU3BOJUTEIEM JIEKAPCTBEHHBIX MPENapaToB WIH
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHMM C HacToAmuMm @DenepalbHbBIM 3aKOHOM B
YIOJHOMOYCHHBIN (eficpaTbHBIN OpTaH HCIIOHUTENbHON BiacTu 10 1 mapta 2011 ronxa, 6e3 TpeboBaHus
yIUIaThl TOCYJAPCTBEHHOI MOIUIHHBI, TPEyCMOTPEHHOMN 3aKoHOAaTeIbCTBOM Poccuiickoit @eneparuu o
Hajorax u coopax.

(uactsb 3.2 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. IlpunATHMe pemeHUss O BHECEHWHM W3MEHEHHWH B JIOKYMEHTHI, COJAEp)Kalmecs B
PErUCTpPallMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIA JIEKApCTBEHHBIM Ipernapar ais MeIUIMHCKOIo
IIPUMEHEHUSI U TpEACTaBIEHHbIE /0 JHSA BCTYIUIEHUS B CWIy Hacrosimero denepanbHOro 3akoHa, U
IPUHATHE PEILIEHUS O BHECEHUN M3MEHEHUH B JOKYMEHTBI, COJIeprKallleecs] B PeruCTPAaLlMOHHOM JI0Che Ha
3aperuCcTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT i MEIULIUHCKOTO IPUMEHEHHUS U NPECTABICHHbIE HA
9KCHEPTHU3Y JIEKApCTBEHHBIX CPEACTB /10 THS BCTYIUIEHHMsS B CHly HacTosiiero denepanbHOroO 3aKoHa,
OCYIIECTBISIOTCS Ha OCHOBAaHUM JOKYMEHTOB U JAaHHBIX, NPEACTABIECHHBIX JIO JIHA BCTYIUIEHUS B CUILY
Hacrosimero denepaqbHOrO 3aKOHA, a TaKXKe 3asBJIEHUS O BHECEHUHM M3MEHEHUH B JIOKYMEHTHI,
coJiepKalivecs B PErUCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUpPOBAHHBIA JIEKAPCTBEHHBIN Mpernapar A
MEIUIMHCKOTO MPUMEHEHHUs, NPEICTaBICHHOIO IPOU3BOAMUTEIEM JIEKAPCTBEHHBIX IIPENApaToB WM
YIOOJHOMOYEHHBIM KM JIMIIOM B COOTBETCTBUM ¢ HacTosiiiuM DenepanbHbIM  3aKOHOM B
YIIOJIHOMOYEHHBIN (hefiepalibHbI OpraH UCTIONHUTENbHOU BiacTu 10 1 maprta 2011 rona, 6e3 TpeboBaHuUs
yIUIaThl TOCYIapCTBEHHOM MOLUIMHBI, PEyCMOTPEHHON 3aKOHOAaTenbCcTBOM Poccniickoit @enepannn o
Haylorax u coopax.

(dactb 3.3 B pen. denepanpHoro 3akona ot 29.11.2010 N 313-D3)

34, Bbmaqa pa3pemeHI/H7I Ha TMPOBCACHUC KIIMHUYCCKUX I/ICCJ'IeI[OBaHI/Iﬁ JICKAPCTBCHHBIX
npemnapaTroB Ajid MCIUIHMHCKOI0 IMPUMCHCHHA 110 3aABJICHUAM, INOAAHHBIM OO IHSA BCTYIUJICHHA B CUITY
HaCTOAIICTO q)ez[epaanoro 3dKOHa, a TAKXKC 110 3a4BJICHUAM, ITIOJAAHHBIM IMOCJIC OIHA BCTYIUICHUA B CUITY
HaCTOAIICTO dDeI[epanLHoro 3aKOHA Ha OCHOBAHUU JKCIICPTHU3, MPOBCACHHLIX 10 JHA BCTYIIJICHUA B CUITY
HaCTOAIICTO q)ez[epanLHoro 3dKOHa, OCYHICCTBIIFICTCA B COOTBECTCTBUU C HACTOAIIHUM d)eﬂepaanHM
3aKOHOM Ha OCHOBAHHHU JOKYMCHTOB W JAaHHBIX, IPCACTABJICHHBIX WJIA MOJYUYCHHBIX 0 AHA BCTYIJIICHUA
B CUJIY HACTOSAICTO q)CIICpaJ'ILHOFO 3daKOHA4, a TAKXKC Ha OCHOBAHUU KOIIUH MPCABAPUTCIIBHOTO JOT0OBOpPa
00513aTeJILHOTO CTpaxOoBaHUA JKH3HHM, 3J0pPOBbA MAIMMCHTOB, YYaCTBYIOIIMX B KIMHUYCCKOM
HCCIICAOBAaHUU JICKAPCTBCHHOI'O IIpfrapara A MCEIUIHUHCKOrO HNPUMCHCHUA, HWIIM KOIIMK JOroBOpa
00513aTeJILHOTO CTpaxOoBaHUA JKHU3HH, 3J0pPOBbA MAIMMCHTOB, YYaCTBYIOIIMX B KIMHHUYCCKOM
HCCIICAOBAaHUU JICKAPCTBCHHOT'O Iperapara Ijid MCAUIHUHCKOIO MNMPUMCHCHHA, 0o HpeHCTaBHCHHOﬁ
KOITMKU AOTOBOpa 00513aTEJILHOTO CTpaxoOBaHHs, 3aKITFOUCHHOTO B COOTBETCTBHUU C THUIIOBBIMH IIpaBUJIaMU
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00513aTENILHOTO CTPaxXOBaHUs, C YKa3aHUEM TNpPEACIbHONH YHCICHHOCTH ITAllMEHTOB, yYaCTBYIOIIUX B
KJIMHUYECKOM HCCIICIOBAaHUM JIEKAPCTBEHHOI'O IMperapara s MEIUIUHCKOro MpHUMEHEeHHs, 0e3
TpeOOBaHUs YIUIAThI TOCYAAPCTBEHHOW IOILIMHBI, TPEAYCMOTPEHHOW 3aKOHOAATEILCTBOM Poccuiickoi
denepanun 0 HaJOrax v cOOpax.

(dactb 3.4 B pen. GenepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHbIE B WHOCTPAHHOW BaJIOT€ 10 AHS BCTYIUICHUS B CHJIY HACTOSIIETO
denepanbHOrO 3aKOHA IPEIEIbHBIE OTITYCKHBIE LIEHBI MHOCTPAHHBIX IPOU3BOAUTEINICH HA JIEKAPCTBEHHbIE
mpemapaTsl, BKIIOYCHHBIE B IEPEUYCHb JKMU3HEHHO HEOOXOMUMBIX M BaXKHEWINIHUX JIEKAPCTBEHHBIX
IpernapaToB, MOJJIeKaT nepecuery B pyonu no kypcy LlentpansHoro 6anka Poccuiickoit ®enepanuu Ha
naty, ycraHoiieHHyto IIpaButenbctBom Poccuiickoit denepainuu, 0e3 MpeACTABICHUS 3asBICHUS O
IepecyeTe LeHbl C BHECEHUEM COOTBETCTBYIOIIMX M3MEHEHUH B rOCYIAapCTBEHHBIM PEECTp MpPENeNbHbBIX
OTIYCKHBIX II€H MPOU3BOJUTENCH Ha JICKAPCTBEHHBIE IMpenapaThl, BKIIOUYEHHbIC B MEPEYEHb KM3HEHHO
HEOOXOUMBIX M BaKHEUIIIHX JIEKApPCTBEHHBIX MPEMapaToB.

(dactp 3.5 BBeaena denepanbubiM 3akoHoM oT 11.10.2010 N 271-03)

3.6. 3aperucTpupoBaHHbIE 10 JHS BCTYIUIEHUsT B cuily Hactosmero ®denepanbHOro 3akoHa
MpeAelibHbIE OTIMYCKHBIE II€Hbl POCCHUUCKUX IPOU3BOJUTENEH Ha JICKAPCTBEHHBIC IIperaparhl,
BKJIIOYCHHBIC B TMEpPEYEHb J>KM3HEHHO HEOOXOAUMBIX M BaXKHEUIIUX JICKAPCTBEHHBIX IIPEHapaToB,
noanexar uuaekcauuu c¢ 1 HosiOps 2010 roma umcxons W3 MPOTHO3ZUPYEMOro YpOBHA HMHQIALUH,
ycraHoBieHHOro denepanbHbIM 3akoHOM 0T 2 nekadps 2009 roga N 308-D3 "O denepanbHOM Or01KETE
Ha 2010 rox u Ha nmanoBsIit mepuod 2011 u 2012 ronos" na 2011 rox.

(uacTsb 3.6 BBenena @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 roga He qomycKaroTCs MPOU3BOJACTBO U BBO3 B Poccuiickyro denepariuio
JIEKapCTBEHHBIX MPENapaToB B YIIAaKOBKAaX ¢ MApKUPOBKOM, KOTOpast Oblila HAHECEHA J0 JAHS BCTYIUICHUS B
cwry Hactosmero dexepanbHOro 3akoHa. [lo WcTedeHMHM YKa3aHHOTO CPOKa JIaHHBIC JIGKAPCTBEHHBIC
mpemnapaTsl MOTYT OTIYCKaThCs, PEaIM30BBIBATHCS, MEpPEAaBaThbCsl M MPUMEHSATHCS 0 HCTEUEHUS HUX
CpOKa rOJHOCTH.

(B pen. @enepanbHbix 3aK0HOB OT 29.11.2010 N 313-D3, o1 06.12.2011 N 409-D3)

4. Co nmHa BCcTymieHus B cuily Hactosimero ®denepanbHoro 3akoHa u mo 30 ampens 2011 rona
BKJIFOUMTENBHO JIOMYyCKAaeTCcs TMPOBEIEHUE OKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB  AKCIEPTaMHU
OKCICPTHOI0  yUYpCXKIACHUA OO0 MNPOXOXKIACHUA HWMH aTTeCTaluu B MOPAAKE, YCTAaHOBJIICHHOM
YIOJHOMOYEHHBIM (pe/iepalIbHbIM OPTaHOM HCIIOTHUTEILHON BIACTH.

5. Co mHsa BcTyruieHUs: B cuily Hacrosimero ®denepanbHoro 3akoHa u no 31 mexabpst 2013 roma
BKJIFOUNTENBHO OCYILECTBIISIETCS MEPEXO K MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
IIpaBWJIaMU OpTaHM3aIMK MPOU3BOJICTBA U KOHTPOJII KauecTBa JIEKAPCTBEHHBIX CPEJCTB, YKa3aHHBIMU B
gactu | crateu 45 Hactosmero ®enepalpHOrOo 3aKoHa, B MOJHOM oObeme. Cpoku mnepexoja
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K MX IPOU3BOJICTBY B COOTBETCTBUHM C KOHKPETHBIMU
TpeOOBAaHUSAMHU MAHHBIX MpPaBUJ, BKIIOYAs CPOKM ATTECTAIlMM YMOJHOMOYEHHBIX JHUI], YKa3aHHBIX B
gacTax 6 m 7 crareum 45 Hacrosmero denepanpHOro 3aKOHa, ycTaHaBiMBaroTcs [IpaBHTENBCTBOM
Poccuiickoit denepanun.

6. JIuneH3uu Ha TPOU3BOJCTBO JICKAPCTBEHHBIX CPEACTB, BbIAaHHbIe 10 1 sHBapsa 2014 rona,
neictBytoT nociie 1 ssBaps 2014 roga 10 ucTedeHUs Cpoka UX ACHCTBUSA MPHU YCIOBUM COOTBETCTBUS
JIMIIEH3haTa MpaBuiaM OpraHu3alyHd MPOU3BOACTBA M KOHTPOJISI KadeCTBA JIEKAPCTBEHHBIX CPEJICTB,
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®Oenepanbhblil 3akoH oT 12.04.2010 N 61-D3
(pen. ot 03.04.2020) Jokyment npenoctasien Koncynsrantllmoc

"O6 oOpareHnH JIeKapCTBEHHBIX CPeACTB" Hata coxpanenus: 09.06.2020

YKa3aHHbIM B 4aCTHU 1 craTbu 45 HacTOSIIETO (DellepaﬂbHOFO 3aKOHaA.

7. ®dopmupoBaHHE TOCYAApPCTBEHHOTO 3aJlaHUs Ha IPOBEACHHE OSKCIEPTU3bl JIEKAPCTBEHHBIX
cpencTB (eaepaabHOMY TOCYAApCTBEHHOMY OIOJDKETHOMY YUPEKICHHIO MO MPOBEACHHUIO SKCIIEPTH3BI
JIEKapCTBCHHBIX CPEJCTB M (PMHAHCOBOE OOCCIICUCHUE BBITIOJHEHUSI 3TOTO 3aJIaHUsl OCYIIECTBIISIFOTCS B
nopsijike, ycranojaeHHoM DenepaibHbIM 3aKk0HOM OT 12 siuBapst 1996 roga N 7-@3 "O HeKOMMeEpUYECKUX
opraHuzanusx".

(dactp 7 BBeneHa denepanbHbIM 3aKk0HOM OT 29.11.2010 N 313-D3)

[Ipe3unent
Poccuiickoit denepanuu
JA.MEJIBEJIEB
Mocksa, Kpemiib
12 anpens 2010 roga
N 61-®3
www.consultant.ru Crpanura 140 u3 140

HaJeKHasl MPpaBoBas NMOAAECPIKKA


http://www.consultant.ru/
http://www.consultant.ru/

