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12 anpens 2010 roga N 61-®3

POCCUUCKAA ®EOEPALMA
®EOEPAIbHbIA 3AKOH
Ob OBPALLEHWUN NNEKAPCTBEHHbIX CPEACTB

[Ipunst
l'ocynapcrBennoit ymoi
24 mapta 2010 roga

Onobpen
Coserom Penepanuun
31 mapra 2010 rona

CHuCcoK M3MEHSIOIINX JTOKYMEHTOB
(B pen. @enepanbHbix 3aKk0HOB 0T 27.07.2010 N 192-®3,

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

0T 22.12.2014 N 429-®3 (pen. 13.07.2015), ot 08.03.2015 N 34-D3,
ot 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-D3,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-03,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-D3,

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

Masa 1. OBLWUE NOJIOXKEHUA
CraTtbsa 1. NMpeameT perynupoBaHusa HacTosilero ®eaepanbHOro 3akoHa

1. Hacrosmmuit ®enepanbHblii 3aKOH pEryaupyeT OTHOILIEHHs, BO3HHMKAIOIIHE B CBA3U C
oOparieHueM - pa3paboTKOH, MOKIMHUYECKHMMH MCCIEJOBAHUAMH, KIMHMYECKMMH HCCIIEeIOBaHUAMH,
JKCIEPTHU30M, TOCYJApPCTBEHHOM perucrpanued, co CTaHJapTH3alued W ¢ KOHTPOJEM KadecTsa,
IIPOU3BOJCTBOM, H3IOTOBJIEHHEM, XPAaHCHUEM, IEPEeBO3KOM, BBO30M B Poccuiickyro denepaunuto,
BbIBO30M U3 Poccuiickoit denepannu, pekiamoil, OTIIYCKOM, pealu3alue, nepenadeid, TpuMEeHEHUEM,
YHUUTOKEHUEM JIEKAPCTBEHHBIX CPEJCTB.

(B pen. ®exnepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hacrosmmii @enepanbHblii 3aKOH yCTaHABIMBAET MPUOPUTET FOCYJAPCTBEHHOTO PETYIMPOBAHUS
0e30MacHOCTH, KauecTBa U 3(h(PEKTUBHOCTHU JIEKAPCTBEHHBIX CPEJCTB MPU UX 0OpaIICHUN.
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(B pen. @enepanpHoro 3akona ot 25.06.2012 N 93-D3)
Cratbs 2. Chepa npumeHeHns HacTosiwero ®egepanbLHOro 3akoHa

Hacrosimuit ®enepanpHplil 3aKOH IPUMEHSAETCS K OTHOLIECHHSAM, BO3HUKAIOLIUM MpPU OOpaLEHUH
JIGKapCTBEHHBIX CPEJICTB HA TeppuTOopun Poccuiickoit denepanuu.

CraTtba 3. 3akoHoAaTeNnbLCTBO 06 OOpaLleHUn NeKkapCcTBeHHbIX CpeacTB

1. 3akoHOmATENHCTBO 00 OOpaIIeHUH JIEKAPCTBEHHBIX CPEACTB COCTOMT U3 HACTOSIIETO
®denepanbHOrO 3aKoHA, IPYruX ¢GeaepalibHbIX 3aKOHOB W HHBIX HOPMATHMBHBIX IPABOBBIX aKTOB
Poccuiickoit @eneparuu.

1.1. 3akoHOIaTENBCTBO 00 OOpAIllEHUH JIEKAPCTBEHHBIX CPEJICTB B OTHOIIEHUH FOPUIMYECKUX JIUIL U
WHIUBUAYAIBHBIX  TpENNpUHUMATENCH,  OCYIIECTBISIONIMX  JEATEJIBHOCTh  HAa  TEPPUTOPHH
MEXTYHApOJAHOIO MEIUIMHCKOrO KjacTepa, MPUMEHSETCSl C y4eTOM OCOOEHHOCTEH, yCTaHOBJIEHHBIX
@OenepanbHbIM 3akOHOM "O MEXAYHApOAHOM MEIUIMHCKOM KJIacTepe U BHECEHWHM H3MEHEHHH B
OTJIeTIbHBIE 3aKOHOaTeNIbHbIC akThl Poccuiickoit denepanun.

(uactsp 1.1 BBenena @enepasibHbIM 3aKOHOM OT 29.06.2015 N 160-D3)

2. JletictBue Hactosmiero denepalbHOTO 3aKOHA PACIIPOCTPAHSIETCS Ha OOpalleHne HapKOTHIECKUX
JIEKapCTBEHHBIX CPEJACTB U TCHXOTPOIHBIX JIEKAPCTBEHHBIX CpPEICTB C YYETOM OCOOEHHOCTEH,
YCTAHOBJICHHBIX  3aKOHOAATENbCTBOM Poccuiickoii ®enepanim 0 HAPKOTHYECKHUX  CPENICTBAX,
MICUXOTPOIHBIX BEIIECTBAX M 00 UX MPEeKypcopax.

3. HeiictBue Hacrosimero @DenepaqbHOTO 3aKOHA  PACTIPOCTpAHSETCS Ha  oOpalieHue
paanodapMalleBTHUECKUX JIEKAPCTBEHHBIX CPEACTB C Y4YETOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
3aKoHoMaTtenbcTBOM Poccuiickoit deneparuu B o6mactu odecrieueHrs paarualiioHHON 0€301acHOCTH.

4. Ecnn MexxayHapoaHbeIM oroBopoM Poccuiickoit ®denepany yCTaHOBIIEHBI MHBIE NPABUJIA, YEM
T€, KOTOpbIE€ TMpeaycMOTpeHbl HacrosimuM DefepanbHbIM  3aKOHOM, MPHUMEHSIOTCS IpaBuiia
MEXYHapOAHOIO JOrOBOpa.

5. B Poccuiickoit @enepanuu B COOTBETCTBUU C MEXKIYHAapOJIHBIMU JoroBopamu Poccuiickon
@enepa ¥ (MIM) HAa OCHOBE NPUHIMUNA B3aUMHOCTH TPU3HAIOTCA pE3yJIbTaThl KIMHUYECKHUX
UCCIIEIOBAaHUM JIEeKapCTBEHHBIX MIPENapaToB s MEIULUHCKOIO TNPUMEHEHHs, NPOBEICHHBIX 3a
npezaenaMu reppuropun Poccutickon denepanum.

CtaTbsA 4. OCHOBHbIE NOHATUA, UCNONb3yeMble B HacTosieM PegepanbHOM 3aKOHe

I[J'I}I LeJIe HacCTOSIIEr o qDCI[CpH.J'IBHOFO 3aKOHa UCITOJIB3YHOTCA CICAYIOINEC OCHOBHBIC ITOHATH:

1) nexkapcTBEHHBIE CpEJCTBA - BEIIECTBA MM HMX KOMOMHALMM, BCTyMAlOIIME€ B KOHTAKT C
OpPraHU3MOM 4YEJIOBEKA WM JKUBOTHOI'O, IPOHUKAIOIIME B OPraHbl, TKAHM OpraHU3Ma 4eJIOBEeKa WU
KUBOTHOTO, TPUMEHSEMble ISl MPOPUIAKTUKH, TUArHOCTUKU (32 HUCKIIOYEHHEM BEUIECTB WU HUX
KOMOMHAIMH, HE KOHTAaKTUPYIOIIUX C OPraHW3MOM YeJOBEKa MM JKUBOTHOTO), JieueHHs 3a00JeBaHus,
peadumuTaliu, JUIsl COXpaHEHUs, MPEIOTBPALICHUS I MpepbIBaHUs OEPEMEHHOCTH U MOJIy4YEHHbIE U3
KpOBH, IUIa3Mbl KPOBHU, U3 OPraHOB, TKAHEH OpraHU3Ma 4eJI0BEKAa MM )KMBOTHOI'O, pAaCTEHUI, MUHEPAJIOB
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MCTOAaMH CHUHTE3a HJIM C NMPHUMCHCHUCM Ouonornyeckux TexHojoruii. K JICKAPCTBCHHBIM CPCACTBAM
OTHOCATCA (bapMaHeBTI/I‘{CCKI/Ie C}’6CTaHHI/II/I H JICKApCTBCHHEBIC IIpCIIapaThl;

2) dapmaneBTHUeckas CyOCTaHIHS - JIGKAPCTBEHHOE CPEACTBO B BUAE OJHOTO WM HECKOJIBKUX
obnamaromux (GapMakoIOrn4eckoi akTHBHOCTBIO AEHCTBYIOIINX BEIIECTB BHE 3aBUCUMOCTH OT MPUPOJIBI
MPOUCXOXKACHUS, KOTOpPOE IMpeaHa3HAueHO JJIsi MPOU3BOJCTBA, M3TOTOBICHHUS JIEKAPCTBEHHBIX
IpenaparoB U onpeaesieT ux 3pGeKTUBHOCTD;

(n. 2 B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) BCIIOMOT'aTCJIbHBIC BCIICCTBA - BCIICCTBa HCOPraHN4€CKOro U1 OpPraHnu4cCKoro
MMPOUCXOKACHUA, UCITOJIB3YEMBIC B ITPOLECCE IMPOU3BOACTBA, U3TOTOBJICHUS JICKAPCTBCHHLIX ITPCIIApaTOB
IJI1 IpUJAaHuAa UM H606XOI[I/IMBIX (bHSHKO-XPIMI/I‘{eCKI/IX CBOﬁCTB;

4) nexapcTBEHHBIE Mperaparbl - JIEKAPCTBEHHBIE CPEJACTBA B BUAE JIEKAPCTBEHHBIX (HOpM,
IpUMEHsieMble I NMPO(UIAKTUKM, JUArHOCTUKU, JIeYeHMs 3aboieBaHus, peadMIuTaluu, A
COXPaHEHHUs, IPEIOTBPALLCHHSI UJIU IPEepbIBaHUs OEPEMEHHOCTH;

5) nekapcTBeHHass opMa - COCTOSHUE JICKAPCTBEHHOT'O Iperapara, COOTBETCTBYOIIEE crocobam
€ro BBEJCHHS M MPUMCHCHHSI 1 00ECIICUHBAOIICe JOCTHKEHIE HEOOX0IMMOTO JiedueOHOTOo 3 dekTa;

5.1) mo3upoBKa - cofepKaHue OJJHOTO WU HECKOJIBKUX JEHCTBYIOIIUX BEIIECTB B KOJIMYECTBEHHOM
BBIDQKCHUM Ha EAMHUIYy JO03bl, WIM EIUHUIy 00beMa, WM EIWHUIy MacChl B COOTBETCTBHH C
JIeKapCTBeHHOW (opmoii MO0 1T  HEKOTOPHIX BHJIOB  JIGKAPCTBEHHBIX (OPM  KOJUYECTBO
BBICBOOOKITAEMOTO U3 JIEKAPCTBEHHOU (POPMBI IEHCTBYIOIIETO BEIIECTBA 32 EUHUILY BPEMEHH;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

6) TepeueHb XKU3HEHHO HEOOXOIMUMBIX W Ba)KHEHIIMX JIEKaPCTBEHHBIX IPENapaToB - €KEroJHO
yrBepxkaaeMmblii [IpaBurensctBoM Poccuiickoii denepanuu nepeyeHpb JIEKapCTBEHHBIX IPENApaToOB IS
MEJUIIMHCKOTO TTPUMEHEHH s, 00ECTIeYNBAIOIINUX MPUOPUTETHBIC TOTPEOHOCTH 3IPAaBOOXPAHEHUS B TEISX
npoUIaKTUKK U JIedeHus 3a00JIeBaHUi, B TOM YHCIIe TIPeoOIadarouX B CTPYKType 3a001eBaeMOCTH B
Poccuiickoit deneparnuu;

6.1) opdaHHBIE JEKapCTBEHHbIE IpemnapaTbl - JIEKapCTBEHHbIE Ipernaparbl, MpeJAHa3HaYeHHbIE
WCKJTFOUUTENIFHO ISl TUAarHOCTHKU WM TIAaTOT€HETWYECKOTro JieueHHs (JIeYeHWs, HAIpPaBICHHOTO Ha
MEXaHU3M pa3BUTHUsA 3a00sIeBaHus) peakuX (ophaHHbIX) 3a00JIeBaHMIA;

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

6.2) Ouosoruyeckue JEeKapCTBEHHBbIE Ipernaparbl - JIEKAPCTBEHHbIE Mpenapatsl, JAEHCTBYIOLIEe
BEILIECTBO KOTOPBIX MPOM3BENECHO WM BBIIEICHO M3 OMOJOTMYECKOTO0 MCTOYHHKA WU JUISl ONpEeIeHUS
CBOMCTB M KayecTBa KOTOpPHIX HEOOXoauMa KOMOMHAIMS OHOJOTMYECKMX M (DU3MKO-XMMHUYECKUX
MeTosoB. K  Oumonormyeckum JI€KapCTBEHHBIM IpenapaTtaM OTHOCATCS HMMYHOOHOJOTHYECKHE
JIEKAPCTBEHHBIE IIpenapaThl, JIEKAPCTBCHHBIE IIPENapaThl, IOJYyYEHHbIE W3 KpPOBHU, ILIa3Mbl KpPOBHU
YelloBeKa U JKMBOTHBIX (32 HCKIIOUYEHUEM IEIbHONH KpOBH), OMOTEXHOJOTMYECKUE JIEKapCTBEHHBIE
Ipenaparsl, FTeHOTEpaneBTUUECKHE JIEKaPCTBEHHBIE IIpENapaTsl;

(m. 6.2 BBeneH denepanbHbIM 3aK0OHOM 0T 22.12.2014 N 429-03)

7) I/IMMyHO6I/IOJ'IOFI/I‘-ICCKI/IC JICKApCTBCHHBIC npemnaparTsl - JICKAapCTBCHHBIC npenaparkl,
npeaAHa3HAUYCHHBIC JIA q)OpMI/IpOBaHI/ISI AKTUBHOI'O HMJIKM ITAaCCMBHOTO HMMMYHUTETA 00 JUarHOCTUKH
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HaJIn4us HMMYHHUTCTA NI JUArHOCTUKU CHCLII/I(bI/I‘-IeCKOI‘O HpI/IO6pCTCHHOFO HU3MCHCHUA
MMMYHOJIOTMYECKOTO  OTBETa Ha  ajuleprusupyrome BemectBa. K MUMMyHOOMOJIOTHYECKUM
JICKAapCTBCHHBIM npenaparam OTHOCSATCA BaKIINMHBbI, AHAaTOKCHUHBI, TOKCHUHBI, CBIBOPOTKH,
MMMYHOTJIOOYJIMHBI U aJUIEPIeHBI;

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

7.1) 6GMOTEXHOJIOTUYECKHE JIEKAPCTBEHHbIE TPEraparhl - JIEKApCTBEHHbBIE MTPernapaTsl, IPOU3BOICTBO
KOTOPBIX OCYIIECTBIISIETCSI C UCIIOJIb30BAHUEM OMOTEXHOJOTUYECKUX MPOIIECCOB U METOJIOB (B TOM UHUCIIE
JIHK-pekoMOMHAHTHON TEXHOJOTHH, TEXHOJIOTMU KOHTPOJIUPYEMOW SKCIPECCUU T'E€HOB, KOAUPYIOLIUX
OMOJIOTMYECKH aKTUBHBIE OCJNKHM B MPOKAPHOTaX MW DJYKApHOTaX, BKIIOYas W3MEHEHHBIC KIETKU
MJICKOTHUTAONINX ), THOPUIOMHOTO METO/Ia M METO/1a MOHOKJIOHAJIBHBIX aHTHUTEI;

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

7.2) TeHOTepaleBTUYECKUE JIEKAPCTBEHHBbIC TMperaparbl - JIEKAPCTBEHHBIE Ipenaparsl,
dapmarieBTHuecKass CyOCTaHIUs KOTOPBIX SIBISETCS PEKOMOWHAHTHON HYKIEMHOBOW KHCIOTOH WIIN
BKJIIOYaeT B ce0fd pEKOMOWHAHTHYIO HYKJICHMHOBYIO KHCJIOTY, IO3BOJISIIOIIYI0 OCYIIECTBIIATH
peryivpoBaHue, pernapanuio, 3aMeHy, 100aBlIeHUE WIH Y1aJeHUE TeHETHUECKOM I0CIIe10BaTEIbHOCTH;
(m. 7.2 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

8) HapKOTHYECKHE JIEKapCTBEHHBIE CPENICTBA - JIGKAPCTBEHHBIC NpenapaThl U (papManeBTHUYECKHEe
cyOCTaHIIMM, COJepKallie HApKOTUYECKHUE CPEACTBa M BKIIOUEHHble B llepedeHb HApKOTUYECKUX
CPEICTB, TCHXOTPOIHBIX BEIIECTB M HMX MPEKYypCOpOB, MOAJEKAIIMX KOHTpoiito B Poccuiickoi
®denepann, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoilt @enepanuu, MeXAyHApOIHBIMU
noroBopamu Poccuiickoit @enepanun, B ToM yncie EAMHON KOHBEHIIMEN O HAPKOTHUYECKUX CPENCTBAX
1961 ropa;

9) NMCUXOTPOITHBIE JIEKAPCTBEHHBIE CPEJICTBA - JICKAPCTBEHHBIC MperapaThl U (hapMaleBTHUECKUE
cyOCTaHIIMM, COJeprKallhe MCUXOTPOIMHBIE BellecTBa W BKIOUeHHble B [lepedueHb HApKOTHYECKHX
CPEACTB, IICUXOTPOIHBIX BEIIECTB W HX MPEKypCOpPOB, MOJJIEKANMX KOHTpoiIw B Poccuiickoi
Odenepanny, B COOTBETCTBUHU C 3aKoHoAAaTenbCTBOM Poccuiickoir denepannu, MeEXAYHAPOIHBIMU
noroBopamu Poccuiickoit ®denepanun, B ToM uncie KoHBeHIMeW O MCUXOTPOMHBIX BemecTBax 1971
rojaa;

10) pamuodapmanieBTHUECKHE JICKAPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE CPEICTBA, KOTOPHIE
coJZiep>KaT B TOTOBOM JUIsI MCIIOJIb30BaHUS (hOpME OJUH PAAMOHYKIH] WM HECKOIBKO PaTHMOHYKIHIOB
(paanoaKTUBHBIX U30TOTIOB);,

Koncynprantllntoc: npumeuyanue.
C 01.03.2020 ct. 4 nononusiercs m. 10.1 (@3 ot 27.12.2019 N 475-D3). Cm. OyaylIyro peaaKuio.

KoncynbrantlIntoc: npumedanue.
C 01.03.2020 m. 11 cr. 4 u3naraetcs B HOBoM peaakiuu (D3 ot 27.12.2019 N 475-03). Cm. Oyayuryro
pEIaKIuio.

11) pedepeHTHBIN JeKapCTBEHHBIA MpemapaT - JEKapCTBEHHBINH TMpernapar, KOTOPBI BIIEpPBbIC
3apeructpupoBan B Poccumiickoit deneparuu, kadectBo, 3(PGEeKTHBHOCT, U 0€30MaCHOCTh KOTOPOTO
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JIOKa3aHbl Ha OCHOBAHUU pE3YNbTATOB JOKIMHUYECKUX MHCCIEIOBAaHUMN JIEKAPCTBEHHBIX CPEJICTB U
KIMHUYECKUX MCCIEIOBAHMN JIEKAPCTBEHHBIX IIPENaparoB, IPOBEIEHHBIX B COOTBETCTBUHM C
TpeboBaHusIMH dYactei 6 u 7 cratbu 18 Hacrosimero @enepasbHOrO 3aKOHA B OTHOIICHUH
JIEKapCTBEHHBIX CPEJICTB JJISI MEIUIMHCKOIO IPUMEHEHMsI INOO B COOTBETCTBUU C TPEOOBAHUSIMU CTAaThU
12 wnacrosmero denepanbHOr0 3aKOHa B OTHOLICHWM JICKAPCTBEHHBIX CPEJCTB AJISi BETEPUHAPHOTO
IIPUMEHEHMsI, U KOTOpBIH HCHOJB3YeTCs JI OLEHKM OMO3KBUBAJICHTHOCTH MJIM TepaneBTUYECKON
SKBUBAJIEHTHOCTH, KauecTBa, 3(pPEeKTUBHOCTH U 0€30IMaCHOCTH BOCIIPOU3BEICHHOTO WM OMOaHAJIOTOBOTO

(6rormog00HOT0) JIEKaPCTBEHHOTO IIpernapara;
(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

Koncynbrantllmtoc: npumeuanue.
C 01.03.2020 1. 12 cr. 4 uznaraercs B HoBou penakuuu (D3 ot 27.12.2019 N 475-D3). Cm. Oynymryro
PEIaKIHIO.

12) Bocnpou3BeEHHBIN JEKApPCTBEHHBIN Mpenapar - JEKapCTBEHHbIN Ipernapar, KOTOpPbIil MMeeT
TaKOM jK€ KayeCTBEHHBIM COCTaB M KOJMYECTBEHHBIM COCTAaB JEHCTBYIOIIUX BELIECTB B TaKOW K€
JIeKapCTBEHHOH (opme, uTO M pedepeHTHBIN JIGKAPCTBEHHBIN Ipernapar, U OMO’KBUBAICHTHOCTh HIIU
TEpaneBTHYECKasi  SKBUBAJIEHTHOCTb  KOTOPOro  pedepeHTHOMY  JIEKapCTBEHHOMY  Ipemnapary
IIOATBEPKIEHA COOTBETCTBYIOLIMMU UCCIIEI0BAHUIMU;

(m. 12 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

KoncynsrantlIntoc: npumedanue.
C 01.03.2020 m. 12.1 cr. 4 m3naraerca B HoBou pemaknuu (D3 ot 27.12.2019 N 475-®3). Cwm.

OyIyIIyIO PEAAKIIUIO.

12.1) TepameBTHYecKass OSKBUBWIEHTHOCTb - JIOCTWXKEHHE KIMHHYECKHM  COIMOCTaBUMOTO
TepaneBTHUecKoro 3¢d@exra npu NPUMEHEHUU JIEKapCTBEHHBIX MIPENnapaTtoB Uil MEIUIIMHCKOTO
MIPUMEHEHMS [Tl OJJTHOM M TOM e IPYIIIbl O0JIBHBIX O OJTHUM U TEM K€ MOKa3aHUSIM K IPUMEHEHHUIO;

(m. 12.1 BBenen PenepasbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12.2) 6uoananorosblii (0MOMOAOOHBIN) JIEKapCTBEHHBINM MpemnapaT (0MoaHanIor) - OHOJOTHYECKHIA
JIEKapCTBEHHBIN Tperapar, CXOXKHi 10 MapaMeTpaM KadecTBa, 3((EKTHBHOCTH M OE€30MacHOCTH C
pedepeHTHBIM OHOJOTHYECKHM JICKAPCTBEHHBIM MIperapaToM B TaKOM ke JIeKapCTBEHHOH dopme u
MMEIOIINHA HIEHTUYHBINA CITI0CO0 BBEICHUS;

(m. 12.2 BBeneH PenepasbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

12.3) B3ammo3aMeHsieMblil JIEKapCTBEHHBIN IpernapaT - JEKapCTBEHHbIN IMpernapaT ¢ JOKa3aHHOU
TEPaNeBTUYECKOW HKBUBAIEHTHOCTHIO MM OHOPKBHUBAJIEHTHOCTHIO B OTHOIIEHUWH pedepeHTHOro
JIEKAPCTBEHHOTO Tpernapara, UMEIOIINN YKBUBAJICHTHBIE €MY KaY€CTBEHHBIM COCTAaB M KOJIMYECTBEHHBIN
COCTaB JECUCTBYIOIIUX BEIIECTB, COCTAB BCIIOMOTATEIbHBIX BEILIECTB, JEKAPCTBEHHYIO (hopMy U crocod
BBEJICHUS;

(n. 12.3 BBeneH PenepasbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

KoncynbrantlIntoc: npumedanue.
C 01.03.2020 ct. 4 nononusiercst m. 12.4 (O3 ot 27.12.2019 N 475-03). Cm. Oyaymiyro peiakiuio.

www.consultant.ru Crpanuna 6 n3 137
HaJeKHasl IpaBoBasi MOAAEPIKKa


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

®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pen. ot 27.12.2019)
"O6 obparieHnH JIeKapCTBEHHBIX CpecTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 21.02.2020

13) nexapcTBEHHOE PAaCTUTEIBHOE CHIPhE - CBEKHME WM BBICYIICHHBIC PACTEHUS JIMOO UX YaCTH,
UCTIOJb3yeMbIe U TPOM3BOJCTBA JICKAPCTBEHHBIX CPEJACTB OpPraHM3alUsSIMU - TPOU3BOAMUTEIISIMU
JICKApCTBCHHBIX CPCACTB HJIM U3TOTOBJICHHA JICKAPCTBCHHLIX MPCIApPaTOB allTCYHBIMHA OpraHu3allusaIMU,
BETCPUHAPHBIMU ANTEYHBIMH OpPTaHHU3AIUSIMHU, WHIMBUAYAJIHHBIMH TMPEAPHHAMATEISIMEI, UMEIOIIAMU
JMIIEH3UIO HA (papMalleBTUYECKYIO I€ATEIbHOCTD;

14) nexapCTBEHHBIH PACTUTEIBHBIN TIpemapar - JIGKApCTBEHHBIM MperapaT, MPOW3BEICHHbBIN WITH
M3TOTOBJICHHBIM U3 OJHOIO BHUJIA JICKAPCTBEHHOTO PACTUTENILHOTO CHIPhSI UM HECKOJIBKUX BUAOB TAKOTO
CBIPBS M peann3yeMblil B pacacOBaHHOM BHUJIE BO BTOPUYHON (OTPeOUTENbCKOI) YyIIaKOBKE;

15) romeonaruyeckuil JeKapCTBEHHBIN Mpenapar - JeKapCTBEHHbIN Mpenapar, IPOU3BEACHHbIN WIH
U3TOTOBJICHHBI U3  (papManeBTUUECKOM CcyOcTaHIMM WM (papMaleBTUUECKUX CYOCTaHIMi B
COOTBETCTBUH C TpeOOBaHMAMH OOIIMX (papMaKOMEHHBIX CTaTeld K TOMEONaTHYECKHM JIEKapCTBEHHBIM
mpernapataM WIM B COOTBETCTBUUM C TpeOOBaHUSAMM (apMakoleu CTpaHbl IMPOU3BOAUTEINS TaKOIo
JIEKApCTBEHHOIO MpeIapara;

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

16) MexxayHapOIHOE HETIATCHTOBAaHHOE HAMMEHOBAHKE JICKAPCTBEHHOTO CPEJCTBA - HANMEHOBAHHE
JCUCTBYIOIIETO  BemiecTBa  (apMaleBTHUECKOW  CyOCTaHIIMM, PEKOMEHIIOBaHHOEe  BcemupHO#
OpraHu3aIyel 3[paBOOXPAHCHHUS;

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

17) ToproBoe HaMMEHOBAHHE JIEKAPCTBEHHOTO CpEACTBA - HAMMEHOBAaHUE JIEKAPCTBEHHOTO
CpeICTBa, NPHUCBOEGHHOE €ro pa3padOTYMKOM, JAepKaTeleM WIH BIaJeiblleM pPETUCTPAMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara;

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

17.1) rpynmupoBOYHOE HAUMEHOBAaHUE JIEKAPCTBEHHOI'O  Ipernapara - HaWMEHOBaHHE
JIEKAPCTBEHHOI'O IIperapara, HE UMEIOIIEro MEKIYHapOJHOIO HENAaTeHTOBAHHOIO HAWMMEHOBAHUSA, WIH
KOMOMHAIMM JIEKapCTBEHHBIX MPENapaTroB, UCHOJIb3yeMOE B ILENAX OOBbEIMHEHHUS HMX B TPYHIY IMOJ]
€VMHBIM HAMMEHOBAHUEM UCXO/S U3 OJUHAKOBOIO COCTaBa JACHCTBYIOIIUX BEILECTB;

(n. 17.1 BBenen PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

18) obmas dapmakoneiiHas cTaTbs - TOKYMEHT, YTBEP)KJICHHBIN YIIOJTHOMOYEHHBIM (heaepanbHbIM
OpPraHOM HCHOJHUTEIBbHOM BJIACTH M COJAEpXKALUMN INepedyeHb MoKa3aTeNeill kauecTBa U (MJM) METO/0B
KOHTPOJISl KauecTBa KOHKPETHOW JIEKapCTBEHHOW (DOPMBI, JIEKAPCTBEHHOTO DPACTHUTEIBHOIO ChIPhS,
ONMCaHUs OMOJOTMYECKUX, OMOXUMUYECKUX, MUKPOOHOIOTHUYECKUX, PU3NKO-XUMHUECKUX, (PU3NUECKHUX,
XUMAYECKHX U JPYrMX METOJOB aHajlu3a JIEKapCTBEHHOIO CpEJICTBA, a Takke TpeOoBaHUS K
UCIOJIb3YEMBIM B LEJISAX NPOBEIACHHS JaHHOIO aHajlu3a peakTUBaM, TUTPOBAHHBIM pPaCcTBOpPaM,
MHIMKATOpaMm;

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

19) dapmakoneiiHas craThsi - JOKYMEHT, YTBEPXKJECHHBIH YHOJIHOMOYEHHBIM (hereparbHbIM
OpPraHOM HCIOJHUTENIbHOM BJIACTH M COJEp AN IepeueHb MoKa3zaTeiei KauecTBa U METOJJOB KOHTPOJIS
KauecTBa JIEKAPCTBEHHOT'O CPEJICTBA;

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

19.1) crangapTHBle 00pa3lbl - BEIIECTBA, MOCPEACTBOM CPAaBHEHHS C KOTOPBIMH OCYLIECTBISETCS
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KOHTPOJIb KadeCcTBAa HCCIEAYEMbIX JIEKaPCTBEHHBIX CPEACTB C IMOMOIIBI0 (PU3UKO-XUMHUYECKHX U
OMOJIOTMYECKUX METOZOB B LIEJIAX MOATBEP)KICHHUS COOTBETCTBHSI JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUAM
HOPMAaTUBHOH JIOKYMEHTAllU{, YCTAHOBJIEHHBIM IIPU OCYIIECTBIEHUHU T'OCYJAapPCTBEHHON perucTpanuu, u
KOTOpbIE€ IPHUMEHSIOTCS JJI KaJuOpOBKM CTaHJIAPTHBIX OOpAa3lOB NPOU3BOIAUTENS JIEKAPCTBEHHBIX
CPEACTB, HCIOJB3YEMBIX JUIsI KOHTPOJS KadecTBa M HMHBIX Leleld NMpu OOpalleHUH JIeKapCTBEHHBIX
CPEACTB;

(m. 19.1 BBenen PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

19.2) dapmakoreiHplii CTaHAAPTHBIM 00pa3el] - CTaHAApTHBIA o00pasel, NPOU3BEICHHBIH B
COOTBETCTBHH € (hapMaKONEHHON CTaTbeH;
(m. 19.2 BBenen @enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

20) HOpMaTHBHas JOKyMEHTalUs - JOKYMEHT, COJEpXalluii IepeyeHb OINpeAesieMbIX IO
pe3ysibTaTaM COOTBETCTBYIOIIMX OKCIIEPTU3 IIOKA3aTelell KadecTBa JIEKapCTBEHHOIO CPEACTBA Ul
MEIULUHCKOTO IPUMEHEHMS, METOI0OB KOHTPOJIS €ro Ka4eCTBa U YCTAaHOBJIEHHBIN €r0 IIPOU3BOJAUTEIIEM;

21) HOPMATUBHBINA JOKYMEHT - TOKYMEHT, COJIep Kal1il epeyeHb ONpeesieMbIX [0 pe3ybTaTam
COOTBETCTBYIOILIMX JKCHEPTHU3 IIOKa3aTesied KayecTBa M (WJIM) METOJOB KOHTPOJISI KadyecTBa
JeKapCcTBEHHOM  (opMbl, omucaHus OHMOJIIOTUYECKUX, OHOXUMHUYECKUX, MHMKPOOMOJIOTHYECKUX,
(U3NKO-XUMHUYECKUX, (PU3UUECKUX, XUMUYECKUX U JIPYTUX METOJOB aHAJIM3a JICKAPCTBEHHBIX CPEJICTB
JUIs BETEPUHAPHOTO NMPUMEHEHUs], TPeOOBaHUS K UCIOJIb3yEeMbIM B LIEJSIX NPOBEJCHUS JAHHOTO aHAJIM3a
peaKkThBaM, TATPOBAHHBIM PACTBOPAM, NHIMKATOPaM U YCTAHOBIIEHHBIN €r0 IPOU3BOAUTEIIEM;

21.1) oOmmii TEeXHUYECKH MOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTe€pHalIOB, COCTOSIIUN U3
HECKOJIbKUX  pPa3feioB -  JOKYMEHTAIlMd  aJIMUHHCTPATUBHOTO  XapakTepa,  XUMHYECKOMH,
(dapmaiieBTHUECKO W OHMOJIOTMYECKON JOKYMEHTAaluH, (HapMaKoIOTHYECKOW, TOKCHKOJIOTHYECKON
JOKYMEHTAIMH, KJIMHUYECKOW JIOKYMEHTAIlMM W TMPEACTABISIEMBI OJHOBPEMEHHO C 3asBIIEHUEM O
rOCy/IapCTBEHHON PETUCTPAIIUHU JIEKApPCTBEHHOTO Mpernapara i MeJUIIMHCKOTo IpUMEHEHHs B popmare,
YCTaHOBJICHHOM YITOJIHOMOYEHHBIM (peiepaabHbIM OpPraHOM MCTIOJHUTEIBLHOM BIACTH;

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

22) Ka4ecTBO JIEKAPCTBEHHOT'O CPEJICTBA - COOTBETCTBHUE JIEKAPCTBEHHOT'O CPENICTBA TPEOOBAHUSIM
(bapmakomneiHol cTaThy MO0 B Cllydae ee OTCYTCTBUS HOPMATUBHON JOKYMEHTAIIMU I HOPMATUBHOTO
JIOKYMEHTA;

23) 0e30macHOCTb JIEKAPCTBEHHOT'O CPEACTBAa - XapaKTePHCTUKA JIEKAPCTBEHHOI'O CpeJCTBa,
OCHOBaHHas Ha CPaBHUTEIILHOM aHalin3e ero 3p(GeKTUBHOCTH U PHCKa MPUYMHEHUS Bpea 3/10pPOBbIO;

24) >(p¢eKTUBHOCTh JEKApCTBEHHOTO Ipernapara - XapaKTepUCTUKa CTENEeHHM MOJ0KHUTEIbHOTO
BIIUSIHUSL JIEKAPCTBEHHOIO IIpernapara Ha TEYeHHUe, MPOJOJDKUTENbHOCTh 3a00JieBaHUsl WM €ro
NpeJOTBpalleHHe, peabuIuTaIuIo, Ha COXpaHEeHUe, TPeI0TBpallleHHe WK IpepbIBaHie OEPEMEHHOCTH;

25) cepusi JIEKapCTBEHHOT'O CPEJICTBA - KOJUYECTBO JIGKAPCTBEHHOTO CPENCTBA, MPOM3BEICHHOE B
pe3yabTaTe OJJHOTO TEXHOJIOTHYECKOTO IIUKJIA €r0 MPOU3BOIUTEIICM;

26) perucTpaloHHOE yJIOCTOBEPEHHE JIEKAPCTBEHHOTO IMpernapaTa - J0KyMEHT, TIOATBEPK A0
(akT rocy1apcTBEHHON PErMCTPaLMy JIEKAPCTBEHHOTO IpenapaTa;
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26.1) ngepxatenb WU BIIaJeiel] PerucTPallMOHHOTO YAOCTOBEPEHUs JIEKAPCTBEHHOTO Ipemnapara -
pa3paboTUMK JIEKapCTBEHHOTO CpEJICTBA, IPOU3BOJUTEND JIGKAPCTBEHHBIX CPEACTB MM HHOE
IOPUINYECKOE JIMIo, OOJanaromiee MpaBoM BIIAJCHHS PETUCTPAMOHHBIM YIOCTOBEPEHHEM, KOTOPHIE
HECYT OTBETCTBEHHOCTh 32 Ka4eCTBO, 3(pPEeKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOT'O MIperapara;

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

27) perucTpaMoHHbIIl HOMEp - KOJOBOE 0003HAUYEHHE, TPUCBOCHHOE JIEKAPCTBEHHOMY IpernapaTy
IIPU €ro rOCyIapCTBEHHON PETUCTPALINN;

28) oOpaiieHue JIEKapCTBEHHBIX CPEACTB - pa3paboTKka, MOKIMHHYECKHE HCCIEeIOBaHUS,
KIIMHUYCCKHUE MCCICIOBAHUA, SKCIICPTU3A, TOCYAAPCTBCHHAA PErUCTpalys, CTaHAapTU3alusd U KOHTPOJIb
KauecTBa, MPOU3BOJICTBO, H3TOTOBJICHUE, XpaHEHHUE, IIEpeBO3Ka, BBO3 B Poccuiickyro dexeparuio, BbIBO3
n3 Poccuiickoin ®eaepanuu, pekiiama, OTIYCK, peanu3alnus, nepenadya, NTPUMEHEHUE, YHHUYTOKECHHUE
JIEKapCTBEHHBIX CPE/ICTB;

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

29) cyObekTbl OOpalleHHs] JEKapCTBEHHBIX CpPEACTB - (U3WYECKUE JHUIa, B TOM UHUCIE
WHJMBUIYAJIbHBIC TPEANPUHUMATEIN, W OPUAMYECKHE JIMIA, OCYIIECTBISIIOUINE ACATEIHHOCTh MPH
oOpallleHUH JIEKApCTBEHHBIX CPEJICTB;

30) pa3paboTUUK JICKAPCTBEHHOTO CPEJICTBA - OpraHu3aIys, 00Ia1amas mpaBaMyd Ha Pe3yIbTaThl
JNOKIIMHUYECKUX  MCCIEJAOBAaHUN  JICKAPCTBEHHOTO  CPEICTBA,  KIMHUYECKUX  HCCIEIOBAHHM
JIEKapCTBCHHOT'O TIperapaTa u (W) Ha TEXHOJOTHIO TPOU3BO/ICTBA JICKAPCTBEHHOTO CPE/ICTBA;

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

31) mpoM3BOACTBO JIEKAPCTBEHHBIX CPEJCTB - NEATEIBHOCTh MO TMPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEACTB OPraHU3ALMUSAMU - IPOU3BOAUTEISAMU JIEKAPCTBEHHBIX CPEIACTB HA OJHOW CTaINUH, HECKOJIBKUX
WA BCEX CTAJUAX TEXHOJOTHYECKOTO IMPOIECcCa, a TAKKE MO XPAHCHUIO U pealu3alli MPOU3BEICHHBIX
JIEKaPCTBEHHBIX CPEJICTB;

31.1) npou3BoACTBEHHAs TIJIOMIAKA - TEPPUTOPUATIBHO 000COOICHHBIM KOMIUIEKC MPOU3BOIUTENS
JIEKApPCTBEHHBIX CPEICTB, MpPEIHA3HAYCHHBIA JJIS BBINOJHEHHS BCEro Ipolecca MpOU3BOACTBA
JIEKApCTBEHHBIX CPEJICTB WM €r0 OMPEIeICHHON CTa/INH;

(m. 31.1 BBenen @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

32) npou3BOAMTEND JEKAPCTBEHHBIX CPEACTB - OpPraHU3alMsl, OCYLIECTBIISIONIAsl MPOU3BOICTBO
JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBUU C TPEOOBAaHUSAMH HacToslIero denepaibHOTO 3aKOHA;

33) ¢dapmaneBTHueckas AESITEIBHOCTb - JESTENbHOCTb, BKIIOYAlOIasi B ce0sl ONTOBYIO TOPIOBIIIO
JIEKApCTBEHHBIMU  CPEJICTBAMU, HX XpaHEHWE, TMEPeBO3KY U (WIM) PO3HUYHYIO TOPTOBIIO
JIEKapCTBEHHBIMHU TIpenapaTaMu, WX OTIYCK, XpaHEHHE, MEePEeBO3KY, H3TOTOBJIEHHE JIEKAPCTBEHHBIX
MpernapaTos;

34) opraHu3anus ONTOBOM TOPrOBJIM  JIGKAPCTBEHHBIMU CpPEIACTBAMH -  OpTaHU3allus,
OCYLIECTBJIAIOIIAs ONTOBYIO TOPIOBIIKO JIEKAPCTBEHHBIMM CPEACTBAMHU, HUX XpaHEHHUE, IEPEBO3KY B
COOTBETCTBHUH C TpeOOBaHUAMH HacTosIIero deaeparTbHOro 3aK0HA;

35) amTeuHas opraHu3anUs - OpraHM3alus, CTPYKTYpHOE IOAPA3JEICHUE MEAUIMHCKON
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OpraHM3aIfy, OCYIICCTBISIONIME PO3HUYHYIO TOPTOBIO JICKAPCTBEHHBIMH MpenaparaMu, XpaHCHHE,
MEPEeBO3KY, M3TOTOBJICHHE M OTIYCK JIGKAPCTBEHHBIX MPENapaToB Il MEIWIIMHCKOTO NMPUMEHCHHS B
COOTBETCTBHH € TpeOoBaHMSAMH HacTosmero deaepanbHOro 3aK0Ha;

(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

36) BerepuHapHas anTe4yHas OpraHU3alus - OpraHu3alus, CTPYKTYpHOE IOJApa3JelIeHNe
BETEpUHAPHOW OpraHU3allM, OCYLIECTBIAIOIINE PO3HUUHYIO TOPrOBIIIO JIEKAPCTBEHHBIMHU MpenapaTaMy,
XPaHCHUC, HU3IOTOBJICHUC M OTIIYCK JICKAPCTBCHHLIX IIPCIApAaTOB I BCTCPUHAPHOI'O IMPUMCHCHHUA B
COOTBETCTBHUH € TpeOOBaHUAMMU HacTosiero degepaibHOro 3aKoHa;

37) panscupumMpoBaHHOE JIEKAPCTBEHHOE CPEJCTBO - JIEKAPCTBEHHOE CPEJICTBO, COMPOBOKIAEMOE
JI0KHOM H(OpMalmeii o ero coctaBe U (WJIK) IPOU3BOIAUTEIIE;

38) HemoOpOKayeCTBEHHOE JICKAPCTBEHHOE CPEICTBO -  JIGKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIIEe TPeOOBaHUAM (hapMaKOICHHOI CTaThu JIMOO B CiIydae €€ OTCYTCTBHS TPEOOBaHUIM
HOpMaTHBHOfI JOKYMCHTAIUU UJIX HOPMATHUBHOI'O JOKYMCHTA,

39) xoHTpadakTHOE TEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEACTBO, HaxoslIeecss B 000poTe
C HapyILLIEHUEM IPakJJaHCKOI'0 3aKOHO/1aTeNIbCTBA,

40)  [OKIMHMYECKOE  HCCIEeOBAaHUE  JIEKAPCTBEHHOI'O  CpPEACTBA -  OMOJIOTHYECKHE,
MUKPOOHOJIOTHYECKHE, UMMYHOJIOTHUYECKHAE, TOKCHUKOJIOTHYECKUE, (apMaKoJIOTHICCKUe, (U3HUYECKUE,
XUMHUYECKHUE U JIPYTUe UCCIEeIOBAHUS JIGKAPCTBEHHOTO CPE/ICTBA MyTEM IMPUMEHEHUS HayYHBIX METO/IOB
OLICHOK B LIEJISIX TOJYyYEHHs JOKa3aTeJlIbCTB O€30MacCHOCTH, KauecTBa U 3P (PEKTUBHOCTH JIEKaPCTBEHHOTO
CPEICTBa;

41) KIMHUYECKOE HCCIIeJOBaHUE JIEKapCTBEHHOTO TMperapara - H3y4YeHHE JIHarHOCTHYECKHX,
Je4eOHbIX, MPOPUIAKTUYECKUX, (HAapMAaKOJIOTHYECKUX CBOMCTB JIEKAPCTBEHHOI'O Ipenapara B Ipolecce
€ro TMPHMEHEHHs y 4YellOBeKa, XKMBOTHOTO, B TOM YHCJIE MPOIECCOB BCACHIBAHUS, paCIpEIEICHUS,
U3MEHEHMsI W BBIBEIEHUS, IyTeM IPUMEHEHHMs HayyHbIX METOJOB OIIGHOK B LENAX IOJTy4eHUs
JI0Ka3aTeNbCTB 0€30IacHOCTH, KadecTBa U A (EKTHUBHOCTH JIEKAPCTBEHHOTO Ipenapara, JaHHBIX O
HEeXXEJaTeNbHbIX pEaKUUsAX OpraHM3Ma 4YelOBeKa, >KMBOTHOTO Ha IPUMEHEHHE JIEKapCTBEHHOI'O
npernapata U o0 3(dexre ero B3aUMOJEHUCTBUSA C JIPYTUMH JIEKAPCTBEHHBIMU IpernapaTamMu U (WUJIn)
MUIIEBBIMU IPOAYKTaMH, KOPMaMH;

42) MHOTOLIEHTPOBOE KIMHMYECKOE HCCIIEeI0BAaHUE JIEKAPCTBEHHOIO IpernapaTa Juisi MEIUIIMHCKOTO
IIPUMEHEHUsI - KJIMHUYECKOE HCCIIEIOBAaHUE JIEKAPCTBEHHOIO IIpernapara Uil MEOUIMHCKOTO
MIPUMEHEHHUsI, IPOBOJIMMOE Pa3pabOTUMKOM JIEKapPCTBEHHOI'O Mpernapara B JIByX M 0ojiee METUIIMHCKUX
OpraHM3alMsIX [0 €AUHOMY IIPOTOKOITY KIMHHUYECKOIO UCCIIEJOBAHUS JIEKAPCTBEHHOIO IIPENapara;

43) MeXIyHApOJAHOEC MHOTOIIEHTPOBOE KIMHHYECKOE HCCICIOBAHUE JIEKAPCTBEHHOTO Tperapara
JUIE  MEJMIUHCKOTO TPHUMEHEHHS - KIMHHYECKOE WCCIICIOBAaHUE JIEKAPCTBEHHOTO IMperapara s
MCIUIHUHCKOI'0 MPUMCHCHUSA, ITPOBOANMOC p33p360T‘-H/IKOM JICKAPCTBCHHOI'0 IIpf€rapata B Pa3JIMYHBIX
CTpaHax 1Mo eIMHOMY MTPOTOKOJTY KIMHUYECKOTO UCCIIC0BAaHUS JISKAPCTBEHHOTO TIpernapara;

44) NOCTperucTpalMOHHOE KIHWHUYECKOE HCCIeJ0BaHUWE JIEKAapCTBEHHOrO Tpemapara Ui
MEIUIMHCKOTO MPUMEHEHHUsS - KJIMHMYECKOE HCCIIEIOBAaHUE JIEKAPCTBEHHOIO IIpernapara  Juis
MEIUIIMHCKOTO MPUMEHEHUs, TPOBOAUMOE MPOU3BOJUTENIEM JIEKAPCTBEHHOI'O IMpemnapara, IpaxIaHCKHUM
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000pOT KOTOPOTO OCYIIECTBIISIETCS TOCJIE TOCYJapCTBEHHON PEruCTpaliiy, B IENAX JOMOJHUTEIHHOTO
cbopa IaHHBIX 0 ero 6e30macHOCTH U A3PGEKTUBHOCTH, PACIIUPEHUS TOKa3aHUIN K MPUMEHEHHUIO JaHHOTO
JIEKApCTBEHHOTO MperapaTa, a TAK)Ke BhISIBJICHUS HEXKEJIATeIbHBIX PEAKINi MallMeHTOB Ha €To ICUCTBHUE;

45) wuccnenoBaHne OMOAPKBHBAJICHTHOCTH JIEKAPCTBEHHOI'O TIperapara - BHUJI KIMHHYECKOTO
UCCIIEJOBAaHMsI JIEKAPCTBEHHOTO IIpenapaTa, MPOBEAEHHE KOTOPOro OCYLIECTBISETCA IS ONpPEAEICHUs
CKOPOCTH BCAaChIBaHUS M BBIBEICHHS OJHOTO WM HECKOJIBKHX OO0Jagaronmx (apMaKoIOrH4ecKon
aKTUBHOCTBIO JICHCTBYIOIIMX BEIIECTB, KOJMYECTBA JICKAPCTBEHHOI'O TMperapara, JIOCTUTAIOLIETO
CHCTEMHOTO KPOBOTOKA, W PE3YJIbTAaThl KOTOPOTO IO3BOJSIOT CAEIATh BBIBOJ O OMOAKBUBAJICHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOI'O NIperapaTa B ONPE/eJICHHbIX JIEKapCTBEHHON (opme U TO3HMPOBKE,
COOTBETCTBYIOIIMX (hopMe U 103MPOBKE peePEHTHOTO JIEKAPCTBEHHOT'O MPerapaTa;

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

46) wuccienoBaHUWE TEpaANeBTUYECKOM HKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB - BHJ
KJIMHAYECKOT'0 MCCIIEJOBAHNUs JIEKAPCTBEHHBIX IPENApaToOB, MPOBEICHUE KOTOPOr0 OCYIIECTBIISIETCS AJIS
BBISIBJICHUS] OJTUHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX IPENapaToB ONpeeIeHHOMN JIeKapCTBEHHOM (OpMBbI, a
TAaKKe HaJIMYUS OJMHAKOBBIX TIOKaszarenell Oe3omacHOCTH W 3(PQPEKTHBHOCTH JIEKAPCTBEHHBIX
IIPEnapaToB, OJJMHAKOBBIX KIMHUYECKUX 3(P(PEKTOB NpU UX NPUMEHEHUHY;

47) npoTOKOJA KJIMHUYECKOTO HCCIIEJOBAHMSI JIEKaPCTBEHHOI'O Ipenapara - JOKYMEHT, B KOTOPOM
OIIpeNIeNIAI0TCA 11eH, (POPMBI OpraHU3alMid U METOO0JIOTUS MIPOBEACHUS KIMHUUYECKOrO MCCIEe0BaHuUS,
CTaTUCTUYECKUE METO/bl 00pabOTKMU pEe3ylbTATOB TAKOIO HCCIEJOBAHMS M MEpbl MO 00ECHEYEHHUIO
06e30macHOCTH (U3MYECKUX JIMI, YYaCTBYIOIIMX B KIMHHYECKOM HCCIEJIO0BAaHUM JIEKAPCTBEHHOTO
Ipernapara;

48) 6p0m10pa HCCICAOBATCIIA - CBOAHOC U3JIOKCHHUEC PE3YIIbTATOB JOKIIMHUYCCKOI'0 UCCIICAOBAHUA
JICKAPpCTBCHHOTO  CpCACTBA W  KIIMHHUYCCKOrO HCCICAOBAaHHA JICKAPCTBCHHOI'O IIp€rapara IJId
MCIUITUHCKOT'O IPUMCHCHU

49) nHpopMaLMOHHBIN JIMCTOK MAllMEHTa - JOKYMEHT, B KOTOPOM cojepkKarcsl B TOCTYIHOU Gopme
CBEJICHHMsI, KacarollMecs MPOBOJMMOIO KIMHHUYECKOIO MCCIEN0BAaHUS JIEKAPCTBEHHOIO Ipemnapara, U B
IIUCBbMEHHOW (hopMe 10OpPOBOJIBHOE COINIACHE MALMEHTa HA Yy4acTUE B KIMHUYECKOM MCCIIEJOBAHUU
JIEKapCTBEHHOT'0 Tpernapara Mocjie O3HAaKOMJIEHHS C OCOOCHHOCTSIMM KIMHMYECKOTO HCCIIEI0BaHMS,
MMEIOLIUMU 3HAYE€HUE JJI BBIPAKEHUS TAKOTO COTJIACHS;

50) MOOOYHOE JeicTBue - pcaknuug OpraHnu3Ma, BO3HUKINAA B CBA3M C [PUMCHCHUCM
JICKApCTBCHHOT'O IIpfriapata B [J03aX, PEKOMCHAYCMbLIX B HHCTPYKIUU II0 €TI0 IMIPUMCHCHHIO, [JIA
HpO(bI/IJ'IaKTI/IKI/I, JUArdHOCTUKH, JICUCHUA 3a00JIeBaHUS WIIH JJIsA pea6I/IJ'II/ITaI_II/II/I;

50.1) HexenarenpHas peaklUMsl - HENpeJHAMEepeHHas HeOJarompusiTHas peakius OpraHu3Mma,
KOTOpast MOKET OBITh CBsI3aHa C MPUMEHEHUEM JICKApCTBEHHOTO Mpernapara;
(. 50.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepre3Has HeenarenbHas pPEAKIMUSA - HEXKEJIaTelbHAs peakUus OpraHu3Ma, CBsI3aHHAas C
MIPUMEHEHUEM JIEKapCTBEHHOrO IpernapaTa, MpHUBeAlass K CMEpPTH, BPOXJICHHBIM aHOMAIMSIM HWIIH
MOpOKaM pPa3BUTHs JIMOO MpeJCcTaBIsAoNias coOOH Yrpo3y JKM3HH, TpeOyrolas OCHUTAIM3ANU WU
MpUBEALIAs K CTOUKON yTpaTe TPYAOCIOCOOHOCTH U (M) UHBATUAHOCTH;
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52) HempeaBUACHHAs HEXeNaTelIbHAsl peaKkius - HeXelaTesbHas peaklus OpraHu3Ma, KoTopas
CBsi3aHA C TPUMEHCHHEM JICKApCTBEHHOTO Ipernapara B J103aX, PEKOMEHIYEMBIX B IPOTOKOJIE €ro
KIMHUYECKOTO HCCIICOBaHMs, OpoIIope HcciaenoBareis, Wi C MPUMEHEHHEM JICKapCTBEHHOTO
mpernapara B J103aX, PEKOMEHIYEMBIX B HMHCTPYKIIUH [0 €ro MPUMEHEHHIO Ui NPOQUIAKTUKH,
JUArdHOCTUKH, JICUCHUA 336OHCBaHI/I$I NI MCHHHHHCKOﬁ pea6I/IJII/ITaI_[I/II/I MnanuceHTa, U CymHOCTb, TAXKCCTb
WIH HUCXOJ KOTOPOW HE COOTBETCTBYET MH(OPMAIMU O JICKAPCTBEHHOM IIperapare, CoJepiKaileics B
MIPOTOKOJIE €ro KIMHUYECKOTO WCCIEAOBaHUs, OpOIIIOpe HCCICIOBATENS WIM B HHCTPYKIHH I10
MPUMEHEHHIO JICKAPCTBEHHOTO Mperapara;

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

52.1) ¢dapmakoHan30p - BHJ JAEATEIBHOCTH 110 MOHMTOPUHIY 3(P(GEKTUBHOCTH U 0€30IacHOCTU
JIEKapCTBEHHbIX  IIpENapaToB, HANpaBJIEHHbIH Ha BBIIBICHHE, OLEHKY M  IpeIoTBpalleHUE
HE)XeJaTeNbHbIX NOCIEICTBUNA IPUMEHEHHUS JIEKAPCTBEHHBIX MPENapaToB;

(m. 52.1 BBeneH PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

52.2) mnaH ymnpaBieHUs PUCKAMU - MOAPOOHOE ONMMCAaHHE MEPONPUATHH 1o (dapMakoHaI30py,
HaIPaBJICHHBIX Ha BBISBJIEHUE, OLEHKY U MPENOTBPALIEHUE WIM MUHUMHU3ALHUIO PUCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMHU ITpenapaTtaMu, BKIIto4ast OLIeHKY 3()(PEeKTUBHOCTH JaHHBIX MEPOIPUATHI;

(. 52.2 BBeneH PenepasibHBIM 3aK0HOM OT 22.12.2014 N 429-03)

53) peuent Ha IJIEKapCTBEHHBIA Mpenapar - MEIUUIUHCKUNA JTOKYMEHT YCTaHOBIEHHOW (OpMBI,
coJiepKalllMii Ha3HAaYeHHE JIEKApCTBEHHOTO Ipernapara JUisi MEJUIMHCKOrO IMPUMEHEHHUs, BbIJAHHBIN
MEIULUHCKUM pabOTHHKOM B LEISIX OTIYCKa JIEKAPCTBEHHOTO Mperapara MM €ro M3roTOBJIEHUS U
OTITyCKa Ha OyMa)KHOM HOCHUTEJIE UJIU C COTJIACHS MAllMEeHTa WM €r0 3aKOHHOTO MPEJCTABUTENS B popme
JIEKTPOHHOTO JOKYMEHTA, IOANUCAHHOTO C HCHOJb30BAHUEM YCHJIEHHOW KBaIM(PUIUPOBAHHON
ANEKTPOHHOW TMOAMKMCH MEIUWLUHCKOIO pabOTHUKA, JUOO JIOKYMEHT YCTaHOBJIEHHOW (OpMBI,
COJIepKalllMii Ha3HA4YEHHE JIEKApCTBEHHOI'O Ipenapara Uil BETEPUHAPHOIO INPUMEHEHMS, BbIJAHHBIN
CHEeMAIMCTOM B O00JIaCTU BETEpUHAPUU B LENSIX OTIYCKa JIEKapCTBEHHOI'O IIpernapara WU €ro

M3TOTOBIICHUS U OTITYCKa Ha OyMa)XHOM HOCHTEJIE;
(B pen. deaepanbHbIX 3aK0HOB OT 29.07.2017 N 242-03, ot 02.08.2019 N 297-D3)

54) rt1peOoBaHMEe MEAMIIMHCKOM OpraHu3allMy, BETEpUHAPHOW OpraHM3aldd - JIOKYMEHT
YCTaHOBJIEHHOW (POPMBI, KOTOPBIM BBIMHCAH MEIUIIMHCKUM PaOOTHUKOM WJIM CIELUAINCTOM B 00JaCTH
BETEpUHApUH, MMEIOIMMH Ha 3TO NPaBO, M COAEPKUT B NMHCbMEHHOH (opMe yKazaHUE amnTedHOMH
OpraHM3aly WIK BETepUHAPHON alTeYyHOW OpraHu3aluu 00 OTIYCKE JIEKapCTBEHHOIO Mpernapara Win O
€ro M3rOTOBJIEHUH U 00 OTIIyCKe JUIsl oOecreueHust JeueOHOro mnporecca B MEIUIIMHCKON OpraHu3aluy,
BETEPUHAPHOMN OpraHU3alny;

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

55) KOMIUIEKCHasE OIleHKa JIGKapCTBEHHOTO TIpernapara - OIIHKAa 3aperucTPUPOBAHHOTO
JIEKapCTBEHHOTO Tpernapara, BKIYarolias B ce0s aHainu3 WHGOOPMAIMK O CPAaBHUTEIBHON KIIMHUYECKOU
3G GEKTUBHOCTH 1 0€301TaCHOCTH JIEKAPCTBEHHOTO TIpernapara, OIeHKY SKOHOMHUYECKUX TTOCIIEACTBAN €ro
MPUMEHEHUS, M3YyUeHHUE JIOTIOJHUTENbHBIX TMOCIEICTBUN MPUMEHEHUS JEKapCTBEHHOIO Ipernapara B
oeIAX IMPUHATUSA peIHeHI/Ifl O BO3MOXHOCTH BKIIIOYCHHA JICKAPCTBCHHOI'O IIpfriapara B IICPEUYCHDb
KU3HEHHO HEOOXOJMMBIX U BOKHEHIIMX JEKapCTBEHHBIX IMPEmapaToB, HOPMATUBHBIC MPABOBHIE aKThI U
HWHBIC TOKYMCHTBI, OIIPEACTIAIONIUEC MMOPAIOK OKa3aHUA Me}II/IHHHCKOI\/’I IIOMOIIIH, UJIN UCKIIKOYCHHUA €T0 U3
yKa3aHHBIX MIEPEYHs, aKTOB U JJOKYMEHTOB;

(. 55 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)
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56) cucreMa MOHUTOPWHTA JBIDKEHHUS JICKAPCTBCHHBIX MPEMAapaToB Uil MEAHIIMHCKOTO
npuUMeHeHHs - QenepaibHas TOCYIapCTBeHHass HMH(OpMaIMOHHAs CHUCTeMa MOHHUTOPHHTA JIBHYKCHUS
JIEKapCTBCHHBIX TPEMapaToB ISl MEAMIIMHCKOTO TPUMEHEHUS OT NPOU3BOIUTENS 10 KOHEYHOTO
NOTPeOUTENST C KCIOJIb30BAHHEM B OTHOIICHUH JICKAPCTBEHHBIX MPEMapaToB Uil MEIUIITHCKOTO
MIPUMEHEHHUS CPEJICTB UACHTU(DUKAIIIH.

(. 56 BBenen denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

Mnasa 2. MOJTHOMO4UA ®PEAEPAJIbHLIX OPTAHOB I/ICI'IOJ'IHVITEHbI-jOVI 5
BJIACTU, OPFAHOB UCIOJIHUTEJIbHOU BJTIACTU CYBBEKTOB POCCUNCKOU
®EAEPALUMU NPU OBPALLEHUUN NEKAPCTBEHHbLIX CPEACTB

Cratba 5. lNonHomouusa denepanbHbIX OPraHOB MWCMNONIHUTENbLHOW BRacTu nNpwu
obpalleHnu fnekapCcTBEHHbIX CPeacTB

K noxHoMounsIM (1)6I[CpaJH>HI)IX OpraHoB HCIIOJIHUTEILHOM BIACTH pn O6paHIeHI/II/I JICKApCTBCHHBIX
CpCaACTB OTHOCATCA:

1) npoBenenue B Poccuiickoit @enepan €IUHOW TIOCYJAapCTBEHHOM MOJIMTUKH B 00JacTH
obecreyeHus JIeKapCTBEHHbIMU IIpenapaTamMu rpaxjad B Poccuiickoit ®enepanuuy;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yrBepxkiaeHue oOmMX (papMakoneHHbIX CTaTei, (apMaKONEWHBIX CTaTel, W3JIaHHE
roCy/IapCTBEHHOU (hapMaKoIeH, CO3IaHNe U BeICHHE peecTpa (papMaKkoneHHbIX CTaHIapPTHBIX 00pa3IoB;
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) ocyliecTBIeHHE TOCYIapCTBEHHOTO KOHTPOJsi (Haa3opa) B cepe oOpaleHus JEeKapCTBEHHBIX
CPEACTB;
(B pen. ®exnepanbHOro 3akoHa ot 25.06.2012 N 93-d3)

4) nuieH3upoBaHUE TPOU3BOJICTBA JEKAPCTBEHHBIX CPEACTB U (hapMaIleBTUUECKON JIeATETHbHOCTH B
COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickon denepannu;

5) opraHuzanys SKCHEPTHU3bl JEKAPCTBEHHBIX CPEACTB, ITHUECKOW SKCIEPTU3bl BO3MOXKHOCTU
MPOBCACHUA KIIMHUYCCKOI'0 UCCIICAOBAHUA JICKAPCTBCHHOI'O IMperiapara A1 MCIUIUHCKOTO MPUMCHCHUS,
OKCIIEPTU3bl  JOKYMEHTOB, MPEACTABIECHHBIX JUII ONPENEJICHHS BO3MOXKHOCTH paccMaTpHUBaTh
JIEKAPCTBEHHBIA TIpernapaTr A1 MEIUIMHCKOrO IMPUMEHEHHs] NPH TOCYJApCTBEHHOM pPETUCTpAlUd B
KayecTBe OppaHHOTO JIEKAPCTBEHHOI'O IpenapaTa;

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

5.1) opraHu3anMs TOpPOBEACHMUsS] KOMIUIEKCHON OLIEHKM JIEKAPCTBEHHOI'O IIpenapara B ILENAX
MIPUHATHS PEMICHU O BO3MOXXHOCTH BKJIFOYEHMS JIEKAPCTBEHHOIO Iperapara B MEPEYEHb KXU3HEHHO
HEOOXOJMMBIX W BAXKHEMIIMX JICKapCTBEHHBIX IMpEnapaToB, HOPMATHUBHbIE MPABOBBIC AKThl M HHBIE
JOKYMEHTBI, OINpPEACIAIONINE MOPANOK OKa3aHWs MEIMIMHCKONM IOMOIIM WM HCKIKYEHUS €ro H3
YKa3aHHBIX [IEPEYHs, AKTOB U JJOKYMEHTOB;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

6) BbI1aua pa3pelleHnii Ha IPOBEICHUE KIMHUYECKUX UCCIIEI0BAHUM JIEKapCTBEHHBIX MPENnaparos,
BEJICHUE PEecTpa BbIIAHHBIX pa3pellleHUui Ha MpoBeleHNEe KIMHUYECKUX HCCIEIOBAHUN JIEKapCTBEHHBIX
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IIpenapaTos;

7) rocymapcTBEHHas pETUCTpallvs JIEKapCTBEHHBIX IIPernaparoB, BEACHHE TOCYIapCTBEHHOIO
peecTpa JIeKapCTBEHHBIX CPEJICTB;

8) opranuzanus u (WIin) NpOBEACHUE HHCIEKTUPOBAHUS CyOBEKTOB OOpallleHHs JIEKAPCTBEHHBIX CPE/ICTB
Ha COOTBETCTBHE MPaBUIIaM HaJyIexkKallel 1abopaTopHON MPaKTUKH, TpaBUIaM HaJIeKaIen
KJIMHUYECKOW MPAKTUKH, IPABWIIAM HAJJIeXkKallled MPaKTUKUA XPAHEHHS U IEPEBO3KU JIEKAPCTBEHHBIX
MpernapaToB, MpaBWIaM HaJIeXKAIIEH TUCTPUOBIOTOPCKON MPAKTUKHU, TIPABHIIAM HAJIJICKAIISH anTeqHon
MPAKTHUKU;

(n. 8 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

8.1) opranuzanus u (WIiKM) IPOBEACHUE MHCIIEKTUPOBAHUS CYOBEKTOB OOpaIIeHUsI JIEKaPCTBEHHBIX
CPEIICTB Ha COOTBETCTBHE TPEOOBAHMIM IMPaBWI HaJIEKAIICH MPOU3BOJCTBEHHON MPAKTHKH, BbIIaya
3aKJIIOYEHUH O COOTBETCTBUU TPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB TpeOOBAHUSIM IPaBUII
HaJJIeKallel MPOU3BOICTBEHHON MTPAKTUKH;

(m. 8.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

8.2) ycTaHOBJEHHE MOpsAKAa BEACHUS M BEACHHUE TOCYJApCTBEHHOIO peecTpa 3aKIIOYEeHUH O
COOTBETCTBUM  INPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpPeOOBaHMSM IpaBWJ  HaJulexarlei
IIPOU3BOJICTBEHHOM IIPAKTUKH;

(. 8.2 BBeneH denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

9) rocynmapcTBeHHas pETUCTpAlMsi MPEOENbHBIX  OTIYCKHBIX II€H IPOW3BOJAWTENICH Ha
JIEKapCTBEHHbIE MPENaparhl, BKIIOUYEHHBbIE B IMEPEYEHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIINX
JIEKApCTBEHHBIX IPENapaToB, W BEACHHWE TOCYJApCTBEHHOTO peecTpa IPEAeIbHBIX OTIYCKHBIX II€H
IIPOU3BOIUTENIEH Ha JIEKapCTBEHHBIE IpenapaThl, BKIOYEHHBIE B ME€peYeHb )KU3HEHHO HEOOXOAMMBIX U
BaXHEUIINX JIEKAPCTBEHHBIX MIPETIapaToB;

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

9.1) cornacoBanue MPOEKTOB PEIICHUI OPraHOB UCIOJHUTEILHON BIACTH CyOBekTOB Poccuiickoii
@enepan 00 YCTaHOBJIEHWM W (MJIM) HM3MEHEHHM IpeNleNbHBIX pPa3MEpPOB ONTOBBIX HAA0aBOK H
MpesiebHBIX Pa3MEpPOB PO3HUYHBIX HAJ0aBOK K (PAaKTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM
IIPOU3BOJUTENAMHA JIEKAPCTBEHHBIX IpENapaTroB, Ha JIEKAPCTBEHHBIE IIpeNapaTsl, BKIIOUEHHBIE B
NepeyeHb )KU3HEHHO HEOOXOUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

(m. 9.1 BBenen @enepanbHbpiM 3aK0HOM 0T 13.07.2015 N 241-D3)

10) Bblmaya, YCTAaHOBJIGHHWE TMOpsIKA BbIIAYM pa3pellieHHuss Ha BBO3 KOHKPETHOW MapTHH
JIeKapCTBEHHOTO cpenicTBa B Poccuiickyto denepario;
(m. 10 B pen. denepanpHoro 3akoHa oT 02.08.2019 N 297-D3)

10.1) BeIaua, ycTaHOBIEHHE TOPSIIKA BhIAAYU U (POPMBI JOKYMEHTA, KOTOPbIM MOATBEPKIAET, UTO
MIPOU3BOJCTBO JIEKAPCTBEHHOIO Ipernapara i MEJUIUHCKOTO IPUMEHEHHsS OCYIIECTBICHO B
COOTBETCTBUM C TpeOOBAHUSAMHU TPABWJI HAAJEXKaed MPOU3BOJACTBEHHONM TPAKTUKU WM 4TO
JIEKapCTBEHHBIA TIpenapar Jjisi BETEPUHAPHOTO NMPUMEHEHHS JOMNYyIIeH K oOpameHuio B Poccuiickoii
denepanyi, U TMOMJISKUT NPEIACTABICHUIO IO TPeOOBAHUIO YIOJIHOMOYEHHOTO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN ITpenapar;

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

10.2) BbIIa4ya, yCTAaHOBJICHHUE TOPSIKA BhITAYM M (DOPMBI TOKYMEHTA, COACPIKAIIETO CBEACHUS O
CTagusIX TEXHOJIOTMYECKOTrO IpoIlecca MPOU3BOJCTBA JICKAPCTBEHHOI'O CPENICTBA Il MEIUIIMHCKOTO
MPUMEHEHHSI, OCYIIECTBIISIEMBIX HA TePPUTOpHH EBpa3niickoro SKOHOMUYECKOTO COK03a;

(n. 10.2 BBenen PenepasnbHbiM 3akoHOM OT 22.12.2014 N 429-03, B pen. denepalibHOr0 3aKOHa OT
13.07.2015 N 241-@3)

11) cozmanue cOBETOB MO BOMPOCAM, CBSI3aHHBIM C OOpaIIeHUEM JIEKAPCTBEHHBIX CPE/ICTB;
12) aTrecranus U CepTH(PUKAINS CIICIIHATUCTOB;
13) yrparun cuny ¢ 1 centsiops 2013 roga. - @enepanpusiii 3akoH ot 02.07.2013 N 185-D3;

14) ocymiecTBienue papMakoHa130pa;
(n. 14 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

15) yuactue B MEXIyHAPOAHOM COTPYJHHUYECTBE;

16) mony4enwue 1mo 3arnpocaM yroIHOMOYEHHOTO (helepaTbHOro OpraHa UCTIOTHUTEILHOW BJIIACTH OT
OpPraHOB WCIIOJIHUTEIILHOW BIAacTH cyObekToB Poccuiickoit ®enepanum, a Takke OT CYOBEKTOB
06pa1ueH1/I$1 JICKAPCTBCHHLIX CPCACTB JId MCIAUIHMHCKOIO MNPUMCHCHHA I/IH(bOpMaIII/II/I Imo BoOIIpoCaM
YCTAHOBJICHHS U TIPUMCHEHUS 1ICH Ha JICKApCTBCHHBIC MTPETapaThl U HAT0ABOK K HHUM;

17) npumeHeHne Mep OTBETCTBEHHOCTH 3a HapyIlIeHUE 3aKOHOaaTeNbcTBa Poccuiickoit deaepannu;

18) yTBepkaeHHE TpaBWJ HaJuIeXkalled JabopaToOpHOM NPAaKTUKW, MpPaBUI  HaAJexXallen
KJIMHUYECKOW IPAKTUKH, MPAaBWJI HAJUIEKAIEH IPOU3BOACTBEHHOM IPAKTHKH, MPABWII HaJUIeKAIEH
NIPAKTUKU  XPAaHEHWs W I[IEPEBO3KM  JICKAPCTBEHHBIX  IIPENAparoB, IpaBHUIl  HaJUIeKallen
JUCTPUOBIOTOPCKON MPAKTUKK, MpaBWJI HaJJeXalleld anTeyHoW MpakTUKW, NpaBUIl HaJJIexallen
MPAKTUKU (hapMaKOHa/130pa JIEKAPCTBEHHBIX MpenapaToB A MEIULIMHCKOTO IPUMEHEHUS;

(n. 18 BBeneH denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-03)

19) ycranoBnenue nopsiaka GoOpMUPOBAHUS PETUCTPAIIMOHHOTO JI0ChE HA JIEKAPCTBEHHBIN Mpemnapar
1 TpeOOBaHMM K IOKYMEHTaM B €r0 COCTaBE;
(m. 19 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

20) yTBepKJIeHHE MPABIJI PAllMOHAIBHOTO BEIOOpAa HAaMMEHOBAHUH JIEKAPCTBEHHBIX MPENapaToB JUis

MEAUIMHCKOTO IPUMEHEHHS],
(. 20 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

21) yrBepkJeHHEe epeyHs HAMMEHOBaHUM JIEKAPCTBEHHBIX (OPM;
(m. 21 BBenmen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Kouncynbrantlntoc: npumeyanue.
C 01.03.2020 m. 22 crt. 5 yrpauuBaet cuiry (P3 ot 27.12.2019 N 475-D3).

22) (¢opmupoBaHME peecTpa THUMOBBIX HMHCTPYKIMH 1O MEIUIMHCKOMY MPUMEHEHUIO
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B3aMIMO3aMEHSIEMBIX JICKAPCTBCHHBIX MPENapaToB;
(. 22 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

23) yrBepxkjacHHE TPEOOBAHWN K WHCTPYKIUHU MO MEIUIIMHCKOMY MPUMEHEHHIO JEKAPCTBEHHBIX
MIpernapaToB U K MHCTPYKIIUU MO BETEPUHAPHOMY IPUMEHEHHUIO JIEKAPCTBEHHBIX MIPENapaToB;
(. 23 BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

24) nocyneOHOE 3aKphITHE CaWTOB, COJEpPKAUUMX HHPOPMAIMI0 O PO3HUYHOM mpojaxke
JTUCTAHIIMOHHBIM CIOCOOOM, TPEIOKEHHE O MPUOOPETECHUH UCTAHIIMOHHBIM CIIOCOOOM, JOCTaBKE
JUCTAaHIIMOHHBIM CcrocoboM u (wiu) mnepefade (U3MUECKOMY JUIy JUCTAaHIIMOHHBIM CIIOCOOOM
JIEKAPCTBEHHBIX  MPEMApaToB, HAPKOTHYECKUX JIEKAPCTBEHHBIX TPEMApaTOB M  TCHUXOTPOITHBIX
JIEKapCTBEHHBIX MPENapaToB, 3a UCKIIOUEHUEM CIy4yaeB, ycTaHOBIEHHBIX [IpaBurensctBoM Poccuiickoii
®denepauuu;

(m. 24 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

25) BbIaua pa3pelieHuid Ha BBOJ B TPAKIAHCKUN 000POT KMMYHOOHOJIOTHYECKUX JICKApPCTBEHHBIX

Ipenaparos.
(. 25 BBeneH denepanbHbiM 3aKk0oHOM 0T 28.11.2018 N 449-03)

Koncynbrantllmtoc: npumeuanue.

Cr. 5.1 pacmpoctpaHsieTcsi Ha MOJTHOMOYHS, KOTOPbIE HE MEpeNaHbl JJISI OCYIIECTBICHHS OpraHam
rOCYJapCTBEHHOM BiacTU CyObeKTOB PD M opraHaM MECTHOTO CaMOYIPABJICHUSI COOTBETCTBYIOIIMMHU
denepanbabiMu 3aKkoHaMu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. [lepemaua ocywecTBneHUss mnosiHoMouun epepanbHbIX OpPraHoB
MUCNOSIHUTENNbHOW BNacTM nNpuM obpalleHMn neKapCTBEeHHbIX CpeacTB opraHam
MUCNONMHUTENbLHOW BnacTn cyobekToB Poccumnckon Pepgepaumm

(BBeneHa ®enepanbHbIM 3ak0HOM OT 13.07.2015 N 233-D3)

[TomHOMOUMST (perepaIbHBIX OpPraHOB HCIIOJHHUTEIBHOW BJIACTH TPH OOpAICHUHU JIEKAPCTBEHHBIX
CPEACTB, MPEAYCMOTpEeHHBbIE HacroAwnM DenepaabHbIM — 3aKOHOM, MOIYT II€pENaBaTbCsi  JUIA
OCYILIECTBJICHUS] ~ OpraHaM  HCIOJHHUTENbHOM  Biactu  cyObekToB  Poccuiickoit ~ ®denepaunn
nocra”oBieHussMM [IpaBurenscTa Poccuiickonn @enepannu B NOpsAAKE, yCTaHOBIEHHOM (DenepanbHbIM
3aKOHOM OT 6 okTs0ps 1999 roga N 184-®3 "O6 o0umux NpUHLIKIAX OPraHU3AMM 3aKOHOJATENIbHBIX
(peacTaBUTENbHBIX) W WCIOJHUTENBHBIX OPraHOB TOCYAapCTBEHHOW BIacTH CcyOBeKTOB Poccuiickoit
Oenepanun.

Cratba 6. [lonnHOMOYMA OpraHoB MUCMNOSIHUTENbLHOM BRacTu cybbekta Poccumnckom
deaepaumm npm odpaLieHUn NeKapcTBEHHbIX CPeaAcTB

K mnonHomMouMsM OpraHoB HCHOJHHUTENBbHOM BiacTH cyObekTa Poccuiickoit ®@enepamuu mpu
oOpallleHU ! JIEKAPCTBEHHBIX CPEICTB OTHOCSTCS:

1) pa3zpaboTka U peanu3anus peruoHaJbHBIX MPOTrpaMM 0OecreueHUs] HacelleH sl JIeKapCTBEHHBIMU
rpernapaTamy;

2) yCTaHOBJIEHHUE TPENENbHBIX pa3MEPOB ONTOBBIX HAJ0ABOK M MPECIbHBIX Pa3MEepOB POZHUYHBIX
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Ha/10aBOK K (aKTHUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM IPOU3BOAUTEISMU JIEKAPCTBEHHBIX
IIpPeraparoB, Ha JICKApCTBEHHbIC IpenapaThl, BKIIOYEHHbIE B IEPEYEHb JKU3HEHHO HEOOXOAMUMBIX U
BAKHEHIIINX JICKAPCTBEHHBIX IIPENApaToB;

Koncynprantllmoc: mpumeuanwue.
C 01.03.2020 B m. 3 cr. 6 BHOcsaTcs usmenenus (@3 or 27.12.2019 N 475-@3). Cm. Oyaymiyro
PEIaKIuIO.

3) OCyIIECTBIEHHE PETHOHAIBHOTO TOCYAApCTBEHHOTO KOHTPOJIS 3a MPUMEHEHHEM IIEeH Ha
JICKapCTBEHHBIC TIIperaparhl, BKIIOYEHHbIE B IEPEYeHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX
JICKApCTBCHHBIX IMPCHaparoB, OpraHu3alnyusiMu ONTOBOM TOProBJiM, alTCYHBIMHW OpraHU3alusaIMU,
VHIUBHUIyaIbHBIMU MTPEINPHHAMATEISIMU, UMEIOLMMU JIMIIEH3UIO Ha (apMaleBTHYECKYIO JeSTEIbHOCTD;
(B pen. @exnepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

4) npuHsATHE pemieHHs 00 HCIOJb30BaHMM Ha TeppuTopHH cyObekTa Poccuiickoit denepanun
HapsIy C perenTaMy Ha JIEKapCTBEHHBIE TpenapaTsl, 0OpMIIEHHBIMU Ha OyMa)KHOM HOCHTEJE, PELEITOB
Ha JICKapCTBEHHBIE Npernaparsl, cQOPMHUPOBAHHBIX B POPME FIMEKTPOHHBIX JOKYMEHTOB.

(1. 4 BBeneH ®enepanbHbIM 3ak0HOM 0T 29.07.2017 N 242-D3)

Mnasa 3. TOCYOAPCTBEHHASA ®APMAKOIEA

Cratba 7. PaspaboTka u usgaHume rocyaapcTtBeHHOM hapmakoneu, pasmelleHue
AaHHbIX O HEeW

1. [lon rocynapcTtBeHHOM (hapmakomneeil MOHMMaeTcst CBOJ OOMmMX (hapMakoONeHHbIX cTaTed U
(hapMaKoOIEeHBIX CTaTeH.

2. PazpaboTtka oOmmx ¢apMakonelHblx cTarel U (apMakoNeHHbIX cTaTeld, B TOM 4HCIE
(dapMakoreiiHbpIX cTaTed Ha (QapMakomnelHble CTaHAapTHbIE oOOpaslbl, W BKJIOYEHHE HX B
TOCYJapCTBEHHYIO (D)apMaKOINeK OCYIECTBISAIOTCA B IOPSJIKE, YCTAHOBJIEHHOM YINOJHOMOUYEHHBIM
(denepanbHBIM OPraHOM UCIIOTHUTENIBHOM BJIACTH.

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

3. Pa3zpabotka papmakoneiiHol cTaTby Ha peepeHTHBIN JIEKapCTBEHHBIN IpenapaTr U BKIIOUYEHUE
ee B roCyJapCTBEHHYIO (apMakolelo B TEUEHHE CpOKa JEWCTBUS 3allUThl MCKIIOYUTEIBHOTO TpaBa,
YIIOCTOBEPEHHOTO MAaTEeHTOM Ha pedepeHTHBIN JIEKApCTBEHHBIN Mperapar, OCYIMECTBISIOTCS ¢ COTJIACHS
€ro pa3paboTyHKa.

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

4. TocynmapctBeHHas (¢apmakornes U3JaeTCsl YINOJTHOMOYEHHBIM  (hefepaibHbIM  OpPraHOM
WCTIOJTHUTEIBHOM BIIACTH 3a CYET CPEICTB (pelepaabHOro OIOpKeTa U MOJUICKHT TIEPEH3IaHusIM HE PeKe
4eM OJIMH pa3 B MATh JIET, B MEPUOJA MEXIY KOTOPHIMU H3AI0TCA MPUIOKEHHS K TOCYAapCTBEHHOM
dapmakoriee, coxaepxamue oOmme ¢apmakornelHple cTaThu W (Win) (apMakoIlelHble CTaThH,
YTBEPKICHHBIE TTOCIIE U3/IaHUs WK TIepEer3AaHus TOCYIapCTBEHHON (hapMaKOTeH.

5. YnomHomMoueHHBIH (enepanbHBI OpraH HCIOTHUTEIBHOM BJIACTH pa3MENIaeT JaHHBIE O
rocyIapcTBeHHOU (hapmakoree U MPIIOKEHHUSIX K Hell Ha cBoeM OUITMaIbHOM caiite B cetu "MHTEepHET"
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B YCTAaHOBJICHHOM UM IIOPAIKE.

aea 4. FTOCYOAPCTBEHHbIA KOHTPOJIb NPU OGPALLEHUA
NEKAPCTBEHHbIX CPEACTB

Ctatba 8. JlMueH3MpoBaHMe NPOU3BOACTBA JIEKAPCTBEHHbIX CpPeAcTB U
dapmaueBTMUYECKON AeATENBLHOCTHU

1. JlnneH3upoBanue MPOM3BOJICTBA JIEKAPCTBEHHBIX CPEICTB U (papManeBTUUECKON AEATeIbHOCTH
OCYILIECTBIISIETCS] B COOTBETCTBUHM € 3aKOHOAATENbCTBOM Poccuiickoit Penepanuu.

2. O0s13aTeIBHBIM YCIIOBHEM IMIPEIOCTABICHUS JINIIEH3UN HA TPOM3BOJICTBO JIEKAPCTBEHHBIX CPECTB
ABJISICTCS TPUIOKEHUE K 3asBJICHUIO COUCKATElNs JIMLEH3UM IepeuHs JIeKapCTBEHHBbIX (opM U (WiIM)
BUJIOB (hapMaleBTHUECKUX CYOCTaHIMN, KOTOpPBHIE MPOU3BOAUTEINH JIEKAPCTBEHHBIX CPEACTB HaMEpEeH
IIPOU3BOJIUTD.

3. B ciryuae HEOOXOMMOCTH pacIIMpeHHs MPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB 3a CUET HOBBIX
JICKapCTBEHHBIX (opM W BUIOB (papmManeBTUUECKUX CYOCTaHIMHA MPOU3BOIUTENL JIEKAPCTBEHHBIX
CPEACTB AOJDKEH MepeoOPMHUTD JHIIEH3UIO Ha TPOU3BOJICTBO JICKAPCTBEHHBIX CPEICTB.

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

Koncynprantlntoc: npumedanue.
C 29.12.2020 cr. 8 mononusiercs 4. 4 (O3 o1 27.12.2019 N 481-D3).

Koncynprantllinroc: npumeyanue.
C 29.12.2020 gannbli foKyMeHT gononHsercs cT. 8.1 (O3 ot 27.12.2019 N 481-D3).

Cratba 9. [locymapcTBeHHbIN KOHTponb (Hag3op) B cdepe obGpaweHus
NeKapCcTBEHHbIX CPeaAcTB
(B pen. @exnepanbHoro 3akona ot 25.06.2012 N 93-D3)

1. l'ocynapcTBeHHBIN KOHTPOJIb (Haa30p) B chepe oOpalleHus JIeKapCTBEHHBIX CPEJICTB BKIIIOYAET B
ceos:

1) NUIEH3MOHHBIH KOHTPOIb B cdepe MPOU3BOJCTBA JICKAPCTBEHHBIX CPEIACTB U B cdepe
(hapMaIreBTHUECKOM JIeATeTLHOCTH;

2) denepanbHbIN rocy1apcTBEHHBIA HA/I30p B cepe 0OpalieHus IeKapcTBEHHBIX CPEJICTB;

3) BBIOOPOYHBIH KOHTPOITh KA4eCTBA JICKAPCTBEHHBIX CPEIICTB.
(. 3 BBeneH DenepanbHbIM 3akoHOM 0T 22.12.2014 N 429-D3)

2. JluueH3WOHHBIH KOHTpOJIb B cdepe MNPOM3BOACTBA JIEKAPCTBEHHBIX CPEICTB U B cdepe
(bapMarieBTUYECKONH JEATETbHOCTH OCYLIECTBISETCS YINOJHOMOYEHHBIMH  (eiepabHbIM  OPraHOM
WCTIOTHUTEIPHOW BJIACTM W OpraHaMU HCIIOJTHUTEIbHOW BIIacTH CyOBekTOB Poccuiickoit denepannn
COTJIACHO MX KOMIIETCHIIMM B TOPSJKE, YCTaHOBIEHHOM PDenepanbHbIM 3aKOHOM OT 26 nexadbps 2008
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roga N 294-®3 "O 3amure npaB IOPUAWYECKUX JIML M UHAUBUAYAJIbHBIX IpEANpPUHUMATENEH IpU
OCYIIECTBJICHUN TOCYAApPCTBEHHOTO KOHTpOJIS (Haa30pa) WU MYHHUIMIIAIBLHOTO KOHTPOJA", C y4ETOM
0COOCHHOCTEH OpTraHU3aIMK U MPOBEICHUS MPOBEPOK, YCTAHOBICHHBIX DeiepanibHbBIM 3aKOHOM OT 4 Mast
2011 roma N 99-@3 "O nuneH3upoBaHUU OTJEIbHBIX BUJIOB JIEITEIHHOCTH" .

3. ®enpepanbHBIi TOCYJAapCTBEHHBI Haa30p B cdepe oOpalieHus: JEKapCTBEHHBIX CPEICTB
OCYILLIECTBIISICTCS YIOJHOMOUYEHHBIMH (pellepajbHbIMU OpraHaMHM MCIOJHUTEIbHOM BilacTH (nanee -
Opranbl TOCYJapCTBEHHOTO HAaJ30pa) COMIACHO HUX KOMIETEHIHMH B TMOPSAKE, YCTAaHOBICHHOM
[IpaBuTenscTBOM Poccuiickoit @enepanum.

4. ®enepalbHBI TOCYHAPCTBEHHBIM Ham30p B cdepe oOpaiieHus JIEKApCTBEHHBIX CPEICTB
BKJIIOUYAET B ceOsl:

Koncynsrantlntoc: npumedanue.
C 01.03.2020 B . 1 4. 4 cr. 9 BHOCATCA M3MeHeHus (D3 ot 27.12.2019 N 475-03). Cm. Oyayuryro
pelaKuuio.

1) opranuzanuio U MPOBEACHUE MPOBEPOK COONIOACHUS CyObEKTaMH OOpaIIeHUs JIEKapCTBEHHBIX
CPEIICTB YCTAaHOBJICHHBIX HacTOSIUM DefepanbHbIM 3aKOHOM M TMPUHATHIMH B COOTBETCTBUHM C HUM
WHBIMH HOPMATHBHBIMU MpPaBOBbIMU akTaMu Poccuiickoit denepaunuu TpeboBaHUN K HTOKIMHHYECKUM
HCCTIEOBAHUSM JICKAPCTBEHHBIX CPEICTB, KIMHUUYECKUM HCCIIECIOBAHUSIM JIEKAPCTBEHHBIX IPENapaTosB,
XpaHEeHUIo, NepeBo3ke, BBO3y B Poccuiickyro ®enepaiuio, OTIYCKY, pealu3allid JIEKapCTBEHHBIX
CPENICTB, TPUMEHEHHUIO JIEKAPCTBEHHBIX MPEMapaToB, YHUUTOKECHHUIO JICKAPCTBEHHBIX CPEJICTB, a TakKKe
COONIOZICHUST  YIIOJIHOMOYEHHBIMU OpraHaM{ HCIOJMHUTENTbHOW BiacTH cyObekToB Poccuiickoi
denepaiu METOJIMKU YCTAHOBJICHHUSI TIPENEIbHBIX pPa3MEpPOB OMNTOBBIX HAJ0ABOK U MPEaeiIbHBIX
pa3MepoB PO3HUYHBIX HA/I0aBOK K (PaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBIECHHBIM ITPOU3BOIUTENISIMHU
JIEKApCTBEHHBIX TMpEnapaTroB, Ha JIEKAPCTBEHHBIC Ipenaparhl, BKIIOYCHHBIE B MEPEUYCHb KUZHEHHO
HEO0OXOIMMBIX M BaKHEUIIIHNX JIEKApCTBEHHBIX MpenapaToB (aajnee - 00si3aTeNIbHbIE TPeOOBaHN);

2) opraHu3aIMio ¥ MPOBEJECHUE MPOBEPOK COOTBETCTBUS JICKAPCTBEHHBIX CPENICTB, HAXOIAIIUXCS B
rpaxaaHCKOM 000pOTe, YCTAHOBJICHHBIM TPEOOBAHHSIM K X KaYECTBY;

2.1) mpoBenieHUE KOHTPOJIbHBIX 3aKYIOK B LENSIX MPOBEPKU COONIOEHUS CyObeKTaMu OOpalleHus
JIEKapCTBEHHBIX CPEACTB, OCYLIECTBISIOIIMMHU PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMHU IpernapaTaMu
JUI. MEJIMLMHCKOTO TNPUMEHEHMsI, MPaBUJ OTIYCKa JIEKAPCTBEHHBIX MPENapaToB IS METUIIMHCKOTO
npuMeHeHus ©  (Wim) 3ampera  npofaxd  (GalbCU(UIMPOBAHHBIX  JIGKAPCTBEHHBIX  CPEJICTB,
HEZ00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB U KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPE/ICTB;

(m. 2.1 BBenen denepanbHbiM 3aKoHOM 0T 27.12.2018 N 511-D3)

2.2) npoBe/ieHuEe KOHTPOJIbHBIX 3aKYIMOK B LENSIX MPOBEPKU COONIOICHUS CyOBEeKTaMu OOpalieHus
JIEKapCTBEHHBIX CPENICTB, OCYIIECTBISIOUMMHU PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU IIpenapaTaMmu
JUIS  BETEPUHAPHOTO TNPUMEHEHHs, TMpaBWJI HaJUIeXalled anTeuyHOM TMpaKkTUKU JIEKapCTBEHHBIX
IpernapaToB JUis BETEPUHAPHOTO MPUMEHEHHs W (WJIM) 3ampera MNpoJaxu (GalbCUPUIIMPOBAHHBIX
JIEKapCTBEHHBIX  CPEACTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB U  KOHTpadaKTHBIX
JIEKapCTBEHHBIX CPEACTB;

(. 2.2 BBeneH denepanbHbiM 3aKoHOM 0T 02.08.2019 N 297-03)
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3) opranu3anuio u nposeneHne GhapmMakoHaA30pa;

4) mpuMeHeHne B TIOPSAJKE, YCTAHOBICHHOM 3aKoHOJaTenbecTBOM Poccuiickoit @enepannu, Mep 1o
MIPECEUYEHUIO BBISBICHHBIX HApYIICHUH 00s3aTeNbHBIX TpeOOBaHMN M (MJIM) YCTPaHEHUIO TMOCIEIACTBUN
TaKUX HapyIICHWH, B TOM 4YHCJIEC NPUHATHE pEIICHHS O HAXOXKICHUHM JICKAPCTBEHHBIX CPEJICTB B
oOpalleHny, BpIAaYy MPEaNICcanuii 00 yCTpaHEHUH BBISABICHHBIX HAPYIICHHH 003aTeNbHbBIX TPeOOBAHHIMA
Y TIPUBJICYCHNE K OTBETCTBEHHOCTH JIUI], COBEPIIMBIINX TaKUE HAPYyIICHUS.

(dactb 4 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. ®epepanbHbI TIOCYJapCTBEHHBIN Haa30p B cdepe oOpalleHus JIEKapCTBEHHBIX CPEICTB
OCYIIIECTBIISICTCS B TOPsIKE, ycTaHOBICHHOM DenepanbHbiM 3aKOHOM OT 26 nexadpst 2008 roma N
294-®3 "O 3amure MpaB IOPUAMYECKUX JIMII ¥ WHAWBUAYAIBHBIX IpeIlpUHUMATENed Npu
OCYILIECTBICHUN TI'OCYAAPCTBEHHOIO KOHTPOJIS (HaA30pa) M MYHULUIAIBHOIO KOHTpOJA", C Yy4eTOM
0CcOOEHHOCTEH, yCTAaHOBJEHHBIX HacTosled crarbed. IlpeaBapuTenbHOE cOrjacoBaHHE C OpraHamMu
MPOKYpPATypbl CPOKOB MPOBEICHUS] BHEIUIAHOBOW MPOBEPKH CYOBEKTOB OOpAaIIeHHUs! JIEKAPCTBEHHBIX
CpPeACTB, a TakXke MpPeJBapUTEeIbHOE YBEAOMIIEHHE IOPUIMYECKUX JIML, HHIUBUAYaAJIbHBIX
IpealpuHUMaTeaeii o Havajie MpoBelIeHUs 3ToiMl mpoBepku He Tpebyercs. OpraHbl NPOKypaTyphbl
U3BEUIAIOTCA O IPOBEIEHUM BHEMJIAHOBOW MPOBEPKH CYOBEKTOB OOpAILICHMs JIEKAPCTBEHHBIX CPENICTB
IMOCPCACTBOM HAIIPABJIICHUA COOTBCTCTBYIOIIUX AOKYMCHTOB B TCUCHUC TPCX pa60q1/1x I[Hefl C MOMCHTa
OKOHYaHUs MPOBEICHHsI yKa3aHHON BHEIIJIAHOBOW IPOBEPKH.

(uactb 5 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. JloKHOCTHBIE nMIla OpraHa TOCYAapCTBEHHOTO Haja30pa B TMOPSAKE, YCTAaHOBJICHHOM
3akoHoJaTenbCcTBOM Poccuniickoi denepanniv, UMEIOT MPaBo:

1) monmyyaTh Ha OCHOBaHWW MOTHMBHUPOBAHHBIX MUCHMEHHBIX 3aIPOCOB OT CYOBEKTOB OOpaIeHUS
JIEKApCTBEHHBIX CPEJICTB, OPTraHOB HCIOJIHUTENBHON BiacTH CcyObekTOB Poccuiickoit deneparuu u
OpraHOB MECTHOTO CaMOYMNpaBleHUS JOKYMEHThl M HH(OpMalMio 1O BompocaM oOpalieHus
JIEKaPCTBEHHBIX CPEJICTB;

2) OecrnpensTCTBEHHO IO TMPEIbSBICHUH CIYKEOHOTO YIOCTOBEPEHHMs W KOMHH IpHKa3a
(pacnopsikeHMs) opraHa rocy/1apCTBEHHOTO0 HaJ30pa O Ha3HAYEHMH IPOBEPKHU MOCEUIaTh UCIOJb3yeMble
IOpUANYECKUMH  JIMIIAMH, WHAMBUAYAJIbHBIMH TPEANPUHUMATENSAMU, SBISIONIMMUCST CyObEeKTaMu
oOpareHust JIeKapCTBEHHBIX CPEACTB, MPU OCYIIECTBICHUU CBOEH ACATEIHLHOCTH TEPPUTOPHUH, 3JAHUS,
MMOMEUIEHUS U COOPYKEHHUS B LEJISIX TPOBEACHUS MEPOIIPUATHIA 110 KOHTPOJIIO;

3) mpoBoauTE O0TOOp 00Opa3loOB JEKAPCTBEHHBIX CPEICTB, MPEAHA3HAYEHHBIX I peai3alliu |
peain3yeMbIX CyObeKTaMH OOpaleHusl JEeKapCTBEeHHBIX CPEACTB, s MPOBEPKM UX KauyecTBa,
MIPOBEJICHUSI  UCCIICJIOBAHMIA, WCIBITAHUA B COOTBETCTBHU C TIpaBWJIaMd o0TOOpa 00Opas3IloB,
YCTaHOBJICHHBIMU YITOJIHOMOUYEHHBIM (heZiepaabHbIM OPTraHOM UCTIONHUTENBHOM BIIACTH;

3.1) TNpoBOAUTH KOHTPOJBHBIE 3aKYNKHU JIEKAPCTBEHHBIX IMpENapaToB Ui MEAUIIMHCKOIO
MPUMEHEHHUST B IENAX TMPOBEPKH COONIOICHUs CyOBEeKTaMu oOOpalieHus JEKapCTBEHHBIX CPENCTB,
OCYIICCTBIIAIOIMIMMHA PO3HUYHYIO TOPIOBJIIO JICKAPCTBCHHBIMH IIpfliapataMu I MCEAUILIUMHCKOTO
MIPUMEHEHHUS, TPABUJI OTIYCKa JIGKAPCTBEHHBIX MPEMapaToB IJIs MEAMIIMHCKOTO MPUMEHEHHS U (W)
3ampera Tpojaxu  QanbCUPUIIMPOBAHHBIX  JIGKAPCTBEHHBIX  CPENCTB, HEAOOPOKAYECTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB U KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPE/ICTB;

(. 3.1 BBeaeH denepanbHbIM 3akoHOM OT 27.12.2018 N 511-D3)
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3.2) NpoBOAUTH KOHTPOJIBHBIE 3aKyNKHU JIEKAPCTBEHHBIX IIPENaparoB Uil BETEPUHAPHOIO
IPUMEHEHHUs] B LEJIAX IPOBEPKU COOJIOJEHUSA CYObEKTaMU OOpalleHusl JIEKAPCTBEHHBIX CPEACTB,
OCYILECTBISIOIMMU PO3HUYHYIO TOPIOBJIIO JIEKAPCTBEHHBIMM IIpenapaTaMu JJjsi BETEPUHAPHOIO
IPUMEHEHMs], NpaBWI HaJJdeXalled anTeyHOM IMPAaKTUKU JIEKAPCTBEHHBIX IpernapaTroB  AJs
BETEPUHAPHOTO MPUMEHEHHS U (MJIH) 3arpeTa IpoJaxu (hanbcuGUIMpOBaHHbIX JIEKAPCTBEHHBIX CPE/CTB,
HEeI00pOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEJCTB U KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEJICTB;

(m. 3.2 BBeneH denepanbHbeiM 3aK0HOM 0T 02.08.2019 N 297-03)

4) BbIIaBaTh CyOBEKTaM OOpAIICHUs JIGKAPCTBEHHBIX CPEACTB MPEIANHCAHUS O MPEKpaIlCHUH
HapyIICHU 00s3aTeNbHBIX TPeOOBAaHUN W 00 yCTpaHCHHWH BBISIBICHHBIX HApYIICHUH 00S3aTEIbHBIX
TpeOOBaHUN;

5) HAIpaBJIATh B YIIOJTHOMOYCHHBIC OpTraHbl MaTCpUalibl, CBA3aHHBLIC C HAPYIICHUSIMU 00513aTENIbHBIX
Tpe60BaHPII>i, IJI1 pCIICHUS BOIIPOCOB O BO36y>K,Z[CHI/II/I YIr'OJIOBHBIX ACJ IO IPpU3HAKAM HpeCTYHHCHHﬁ.

7. BBI60pO‘IHbeI KOHTPOJIb Ka4CCTBA JICKAPCTBCHHLIX CPCACTB OCYHICCTBIACTCA YIIOJITHOMOYCHHBIM
q)eﬂepaJ'ILHLIM OpranomM HCIIOJIHUTEILHOM BIACTU B YCTAHOBJICHHOM UM HOPAAKE U BKIIFOYACT B cebs:

1) 06paboTKy CBeICHHI, B 005S3aTEIHLHOM TOPSIKE MPEAOCTABISEMBIX CYOBEKTaMU OOpaIieHUs
JICKApPCTBEHHBIX CPEJICTB, O CEPUSAX, NMAPTHUAX JIEKAPCTBEHHBIX CPEJCTB, IMOCTYIAOIIUX B TPAXKITAHCKUN
obopot B Poccuiickoit denepannu;

2) ot60op 00pa3OB JEKAPCTBEHHBIX CPEACTB y CYOBEKTOB OOpaleHUs JEKAPCTBEHHBIX CPEACTB B
LESAX MPOBEICHHS UCIBITAHUN HAa UX COOTBETCTBHME TPEOOBAHUSM HOPMATHBHOM JOKYMEHTAIIMHM WIIH
HOPMATUBHBIX JOKYMEHTOB;

3) npuHATHE TO pe3yJbTaTaM IMPOBEIECHHBIX MCHBITAHUIN pEHIeHHs O JajbHEHIIeM Ipa)JIaHCKOM
000pOTE COOTBETCTBYIOLIETO JIEKAPCTBEHHOI'O CPENICTBA;

4) TpUHATHE YIOJIHOMOYECHHBIM (elepaTbHbIM OpPraHOM HCIIOJIHUTEIFHONW BIIACTH PEIICHUS O
NepeBO/Ie JIEKAPCTBEHHOTO CPEACTBA Ha MOCEPHIHBIN BHIOOPOUHBIH KOHTPOJIb KayecTBa JIGKAPCTBEHHBIX
CpeACTB B cCllydyae IIOBTOPHOTO BBISBICHUS HECOOTBETCTBHS KauecTBa JIEKAPCTBEHHOTO CpPENCTBA
YCTAQHOBJICHHBIM TpeOoBaHMsIM M (IIpU HEOOXOJMMOCTH) O TpOBEpKe CyObeKkTa oOpalleHus
JIEKapCTBEHHBIX CPEACTB. PacXo/pl, CBS3aHHBIE C MPOBEJCHHEM ITOCEPUIHOTO BBIOOPOYHOTO KOHTPOJIS
KayecTBa JIEKAPCTBEHHBIX CPEJCTB, OIMJIAYMBAIOTCS IMPOM3BOAMUTENEM JIEKAPCTBEHHOI'O CpEACTBa JMOO
Jiep KaTeNIeM WK BIIAJETbIIEM PETUCTPAIIHOHHOTO YAOCTOBEPEHHUS JIGKAPCTBEHHOTO TIperapara.

(uacth 7 BBeneHa denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

nasa 5. PASPABOTKA, AOKITMHWYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KIITMHUWYECKUE UCCJIEAOBAHUA
NEKAPCTBEHHbIX NMPEMNAPATOB AJi4 BETEPUHAPHOIO NPUMEHEHUA

CraTtba 10. Pa3paboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka JEeKapCTBEHHBIX CpEACTB BKIIOYAEeT B ce0s MOMCK HOBBIX (hapMaKOJIOTHYECKU
aKTUBHBIX BEILIECTB, MOCJIENYyIOlee H3yYeHHEe MX JIeKapCTBEHHBIX CBOMCTB, JOKJIMHHYECKHE
UCCIIeIOBaHMs, Pa3pabOTKy TEXHOJIOTMH MPOU3BOACTBA (hapMaleBTHUECKUX CyOCTaHIUM, pa3paboTKy
COCTaBOB M TEXHOJIOT'MI MPOU3BOJICTBA JIEKAPCTBEHHBIX IPENapaToB.
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2. @uHaHcoBOE obecnieueHne pa3padOTKU JIEKAPCTBEHHBIX CPEJICTB OCYLIECTBIISIETCS 3a CUET:
1) cpenctB deaeparbHOTO OKOKETA;
2) cpeAcTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CpeICTB POU3BOIUTENIEH JIEKapCTBEHHBIX CpEeICTB npu BBIMIOJTHEHUH
HAYYHO-HMCCIIEOBATENBCKUX PA0OT MO JOTOBOPY MEXAY pPa3pabOTUYMKOM JIEKapCTBEHHBIX CPEICTB U
MIPOU3BOIUTENIEM JIEKAPCTBEHHBIX CPEJICTB;

4) UHBIX HE 3aIPEIIeHHBIX 3aKOHOIATENLCTBOM Poccuiickoit denepaniiu HCTOYHUKOB.

3. HpaBa pa3pa60TqI/H<a JICKAPCTBCHHOI'O CPCACTBA OXPAHAIOTCA I'PAKIAAHCKUM 3aKOHOAATCIILCTBOM.

Cratba 11. [OKNUHMYECKOe MUcCcrnefoBaHWE JeKapCTBEHHOro cpeacrtea Ans
MeAULMHCKOro npumMmeHeHus

1. JIOKJIMHUYECKOE HCCICIOBAHUE JICKAPCTBEHHOIO CPEACTBA IS MEAMIIMHCKOTO MPUMEHEHHUS
MPOBOJIUTCSI IMyTEM TNPUMEHEHUsT HAYYHBIX METOJIOB OIICHOK B IICNSX MOJYYCHHUs JOKa3aTelIbCTB
0e30MmacHOCTH, KauecTBa U A3PPEKTUBHOCTH JICKAPCTBEHHOT'O CPEICTBA.

2. JIOKIMHUYECKOe HCCIe0BaHUE JIEKAPCTBEHHOTO CPEACTBA ISl MEIUIIMHCKOTO MPUMEHEHUS
IIPOBOAMUTCS. B COOTBETCTBUU C IpaBWIaMM Hajylexallell J1abopaTOpHOM NMPaKTUKU, YTBEP:KIECHHBIMU
YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPTaHOM HCIIOTHUTEIHLHON BIACTH.

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

3. Jlns opraHu3aiuy ¥ MPOBEJAEHUS JOKIMHUYECKOT0 MCCIIEJOBAHUS JIEKAPCTBEHHOTO CPEeICTBA TS
MEAUIITMHCKOI'O MMPUMCHCHU A p33pa6OT‘~II/IKI/I JICKAPpCTBCHHBIX CpCacTB MOTYT IIPHUBJICKATh
Hay4YHO-MCCIIEI0BATEIbCKUE OpraHM3allui, 00pa3oBaTeNbHbIE OpPraHMW3allMU BBICHIETO0 00pa3oBaHUS,
HMMEIOIUE HEOOXOAUMYI0 MaTepualbHO-TEXHUUYECKYIO0 0a3y M KBaJU(UIUPOBAHHBIX CHEIHAIUCTOB B
COOTBETCTBYIOLIEH 0071aCTH HCCIIeI0BAHMUS.

(B pen. @enepanbHoro 3akoHa ot 02.07.2013 N 185-03)

4. JIOKJIMHUYECKOE HCCIIEOBAHUE JIEKAPCTBEHHOIO CPENCTBA ISl MEIULUHCKOTO IPUMEHEHMS
MIPOBOAUTCS MO YTBEPXKIACHHOMY pPa3paOOTUMKOM JIEKAPCTBEHHOTO CpEJICTBAa IUIaHY C BEICHHEM
IIPOTOKOJIA 3TOTO0 MCCIEAOBAHUSA M COCTABICHUEM OTYETA, B KOTOPOM COZIEPXKATCS PE3yJabTaTbl 3TOTO
UCCIIEIOBAaHUsI W  3aK/II0YeHHE O BO3MOXHOCTH MPOBEIEHUS  KIMHUYECKOTO  HCCIEAOBAaHUSA
JIEKapCTBEHHOI'O IIpernapara Juisi MEAULMHCKOTO IPUMEHEHUS.

5. [IpoBenenue npoBepok cOOMIOACHUS MPAaBUJI Ha/IeXKalel 1abopaTOPHON MPAaKTUKU U MTPABOBBIX
HOPM HCIIOJIb30BaHUsl >KMBOTHBIX IPHU IPOBEIEHUU JOKIMHUYECKMX HCCIEIOBAHUN JIEKAPCTBEHHBIX
CpEACTB AJid MCIUIHWHCKOro IMPHUMCHCHUS OCYIICCTBIIACTCA YIOJHOMOYCHHBIM Q)euepanLHHM OpraHomMm
WCIIOJIHUTEJILHOH BJIACTH.

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

6. Pe3ynpraThl AOKIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOI'O CPEACTBA I MEAMIIMHCKOIO
MIPUMEHEHUSI MOTYT OBITh INpPEACTaBIEHbl B YHNOJHOMOYEHHBIN (enepabHblil opraH MUCHOJHUTEIbHOU
BJIACTU B YCTAHOBJICHHOM IIOPSAKE B LEISAX TOCYNapCTBEHHON PETUCTPpALMU JIEKapCTBEHHOIO IIpernapara.
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Cratba 12. [loknuMHMYecKOoe wuccrnenoBaHMe JeKapCTBEHHOro cpeacrtea W
KNUHMYECKOe uccriefoBaHWe JieKapCTBEHHOro npenapata Ans  BeTepuUHapHOro
npUMeHeHuns

1. HOKJ’II/IHI/I‘ICCKOC HCCICAOBAHUC JICKAPCTBCHHOI'O CPCACTBA JId BECTCPHHAPHOI'0 IPHUMCHCHHA
MIpOBOAUTCA IYTEM HNPUMCHCHHA HAYUYHBIX MCTOAOB OICHOK B MLCJIX IOJTYYCHHUA OOKA3aTCIbLCTB
6630HaCHOCTI/I, Ka4dyeCTBa " B(b(beKTI/IBHOCTI/I JICKAPCTBCHHOI'O CPEACTBA, B TOM YHUCIIC OIIPEACICHUA CpOKa
€r0 BBIBCACHUA U3 OpPraHu3Ma JXKUBOTHOI'O, B LECIIAX obecnieueHust 0€30IaCHOCTH IpOAYKIHNU KHUBOTHOT'O
IMPOUCXOKACHUA MTOCJIE IPUMEHCHHUA COOTBETCTBYIOIIECTO JICKAPCTBCHHOI'O IIpC€Iiapara.

2. JIOKJIMHHUYECKOE HCCIE0BaHUE JIEKAPCTBEHHOIO CpPEACTBA M KJIMHMYECKOE MCCIIEI0BAHUE
JIEKapCTBEHHOIO TMpemnapara JUis BETEPUHAPHOTO MPUMEHEHHs, HCCIeAOBaHWE OHMOIKBUBAICHTHOCTH
YKa3aHHOTO JIEKAPCTBEHHOT'0 Tpernapara MPOBOASTCS B COOTBETCTBUHU C IMPABHIIAMHU, YTBEPKICHHBIMH
YIIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOHUTEILHOU BIACTH.

3. JIOKJIIMHUYECKOE HCCIEI0BAaHUE JIEKAPCTBEHHOIO CPEJCTBA M KJIMHMYECKOE MCCIIEA0BAHNE
JIEKapCTBEHHOI'O TperapaTta [Uisi BETEPUHAPHOTO NPHUMEHEHHUS NPOBOAATCA IO YTBEPKICHHOMY
pa3padOTYMKOM JIEKAPCTBEHHOTO CpPEACTBA IUIAHY C BEJIECHHEM MPOTOKOJIOB 3THUX HCCIEIAOBAHHHA U
COCTaBJICHHEM OTYETOB, B KOTOPBIX COAEPKATCSA PE3yIbTaThl ITHUX UCCIICTOBAHHA.

4, I[JISI oprannu3alvi U MPOBCACHHUA HOKIMHUYCCKOTO MCCICAOBAHUSA JICKAPCTBCHHOT'O CPCACTBA U
KIIMHUYCCKOT'0 UCCIICAOBAHUS JICKAPCTBCHHOT'O IIpLCIiapaTa JJIs1 BETCPUHAPHOI'O0 IPUMCEHCHUSA paBpa6OT‘II/IK
JICKApCTBECHHOT'O cpeacrsa MOXKET IMPUBJICKATH opraHusanuu, UMCIOIINEC H€06XOI[I/IMYIO
MaTCpHaAJIbHO-TCXHUYCCKYIO 633y n KBaJII/I(i)I/ILII/IpOBaHHBIX CIIcouaJIuCToB B COOTBCTCTBYIOH_Ieﬁ o0iactu
HUCCICIOBAaHUs.

5. Kinuawmueckue HUCCIICAOBAaHUA JICKAPCTBCHHBIX IIPCIIapaTOB JIA BETCPUHAPHOTO HNPHUMCHCHUS
MMpOBOAATCA B BCTCPUHAPHBIX OpraHyu3alvax W B OpraHu3aludgx, OCYHICCTBIAIOIIHUX pPasBCACHUC,
BbIpalllUBAHUEC U COACPKAHNC ) KUBOTHBIX, B LCJIAX:

1) ycraHOBIIEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MIPENAapaTOB 3/10POBBIMH KUBOTHBIMU;

2) mombopa ONTUMAIBHBIX JO3MPOBOK JIEKAPCTBEHHBIX INIperapatoB W Kypca JI€YeHUsS Ha
KOHKPETHOU T'PYIIIE )KUBOTHBIX C OMPEIETICHHBIM 3a00JI€BaHHUEM;

3) ycraHoBieHus 6e30macHOCTH U AP (GEKTUBHOCTH JIEKAPCTBEHHOTO Mpenapara, mpeaHa3HauYeHHOTO
JUTS JISYCHUST OTIPEICICHHBIX 3a00JIEBaHUM KUBOTHBIX, WM 3()(PEKTUBHOCTH JICKAPCTBEHHOTO Tperapara
Ui Tpo(pUIIaKTUKK 3a00JIeBaHUN 3/TOPOBBIX )KUBOTHBIX;

4) wn3ydeHHs] BO3MOXHOCTEH pACHIMPEHHs MOKa3aHWH K MNPUMEHEHHUIO 3aperucTpUpOBAHHOTO
JIEKapCTBEHHOT'O Mpernapara U BbISBICHUS paHee HEU3BECTHBIX MOOOUHBIX JIEHCTBUH.

6. KnuHudeckoe wucciiejoBaHME JIEKapCTBEHHOI'O Npernapara JUisi BETEpUHAPHOIO MPHUMEHEHUs
OCYILECTBISIETCS 33 CUET CPEACTB pa3paboTUMKa JIEKAPCTBEHHOT'O CPECTBA.

7. OtueTl © pe3yiabTaTax JOKIMHHUYCCKOro HUCCICAOBAaHUA JICKAPCTBEHHOI'O0 CpEACTBA U
KIMHUYCCKOrO  HMCCJICHOBAHUA  JICKAPCTBCHHOI'O  IIpfriapara [Jid  BCTCPUHAPHOIO  IMPUMCHCHHA
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COCTABIISIFOTCSL  Pa3pabOTUYMKOM JIEKAPCTBEHHOTO CPEJACTBA C YYETOM 3aKIIOYCHHH OpraHHU3alui,
IIPUHUMABIINX Y4aCTHE B OPraHU3ALMU U IPOBEJCHUU ITUX UCCIIEOBAHUM.

8. KoHTposib 3a mpoBeleHHEM JOKIMHUYECKUX MCCIENOBAHUN JIEKAPCTBEHHBIX CPEICTB U
KIMHUYECKUX  HCCIEIOBAaHMM JIEKAPCTBEHHBIX IpenaparoB s BETEPUHAPHOIO IMPUMEHEHUs
OCYIIECTBISICTCS YIIOJIHOMOYEHHBIM (heiepabHbIM OPTaHOM UCTIOJHUTEIIBHON BIACTH.

Maea 6. OCYLWWECTBJIEHUE FOCYJAPCTBEHHOW PETMCTPALIUN
NEKAPCTBEHHbIX NMPEMAPATOB

CraTtba 13. locygapcTBeHHas permcrpauuvsa nekapcTBeHHbIX nNpenapaToB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Poccuiickoit @eaepannn AOMYCKAIOTCS MPOU3BOJICTBO, U3TOTOBJICHHE, XpaHEHUE, MTEPEBO3Ka,
BBO3 B Poccuiickyto ®@enepanuto, BeiB03 U3 Poccuiickoit Peaepannu, pekiiama, OTIYCK, peanu3anus,
Hepez[aqa, HpI/IMCHCHI/Ie, YHI/I'-ITO)KGHI/IG HeKapCTBCHHI)IX HpenapaTOB, €CJIn OHH SapeFI/ICTpI/IpOBaHI)I
COOTBETCTBYIOIIUM yIOJTHOMOUYEHHBIM (peiepaibHbIM OPraHOM HCIOIHUTEIBHOMN BIIACTH.
(uactb 1 B pen. @enepanproro 3akoHa ot 13.07.2015 N 241-D3)

2. 'ocynapcTBeHHOM perucTpauu mojyiexar:

1) Bce nexkapcTBEHHBIE Ipemaparhbl, BIEPBbIE IOJUIeKAINIMe BBOAY B oOpamieHue B Poccuiickoi
Oenepanny;

2) nexkapcTBEHHbIE IpenapaThl, 3aperUCTPUPOBAHHBIE paHEE, HO IMPOU3BEAEHHBIE B JIPYIHX
JIEKapCTBEHHBIX (OpMax B COOTBETCTBUHU C MEPEUHEM HAUMEHOBAHMH JIEKapCTBEHHBIX (hOpM, B HOBOM
JIO3UPOBKE MPH JI0KA3aTENbCTBE €€ KIMHUUYECKON 3HAUMMOCTH U 3()(PEKTUBHOCTH;

3) HOBBIC KOM6I/IH8.I_II/II/I 3apCTUCTPUPOBAHHBIX PAHEC JICKAPCTBCHHLIX IPETIApPAaTOB.

3. T'ocynapcTBeHHasi perucTpanus JEeKapCTBEHHBIX MPEnapaToB OCYIIECTBISETCS MO pe3ylbTaraM
9KCHEPTHU3bl JIEKAPCTBEHHBIX CPEJICTB, a TOCYAAapCTBEHHas perucrpanus oppaHHBIX JIEKAPCTBEHHBIX
[IpenapaToB OCYILIECTBISIETCS [0 pe3yslbTaTaM JKCHEPTHU3bl JOKYMEHTOB, IPEICTaBICHHBIX IS
OIIpeENIEHUsI BO3MOKHOCTH PAcCMaTpHUBaTh JIEKAPCTBEHHBIN Mpenapar A1 MEAULIUHCKOIO IPUMEHEHUs
IIPU  OCYILECTBICHUH TOCYIapCTBEHHONW perucTpalyyl B KadyecTBe OpQpaHHOrO JIEKApCTBEHHOTO
Ipenapara, U o pe3yJbTaTaM 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB.

4. I'ocymapCTBEHHAs perUCTpaIlis JEKapCTBEHHOTO Mpenapara OCyIIEeCTBIISIETCS COOTBETCTBYIOIINM
YIIOJTHOMOYEHHBIM (heJiepabHBIM OPTaHOM HCIOJIHUTENBHOM BIACTH B CPOK, HE MPEBBINIAIOIIANA CTa
MIECTUACCATH pabOuMX [HEW CO JHS TPHUHITHS COOTBETCTBYIOMIETO 3asBICHHUS O TOCYIapCTBEHHOU
perucTpanuy JIeKapcTBEHHOTO Mpemnapara. B yKka3aHHBIN CPOK BKJIIOYAETCS BpeMs, HEOOXOIUMOE s
MMOBTOPHOTO TPOBEJACHUSI DKCIEPTU3BI JICKAPCTBEHHOTO CPEICTBA B COOTBETCTBHM CO CTaTbe 25
Hacrosimiero ®enepanbHoro 3akoHa. Cpok rocyAapCTBEHHOM pPErucTpalvy JIEKapCTBEHHOIO Ipernapara
WCUYUCISIETCST CO JHS TPUHATHAS COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (eepaibHbIM OpPTaHOM
WCIIOHUTENIBHOW  BJIACTHU  COOTBETCTBYIOLIETO  3adBJICHHMS O TOCYJIapCTBEHHOW  pErucTparuu
JIEKApCTBEHHOTO Tperapata ¢ MPUJIOKEHHEM HEOOXOJUMBIX JOKYMEHTOB TIO JIeHb BBIJA4H
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO TIpernapaTa. BpeMs, HeoOXoaumMoe Jj1sl HarmpaBIeHHs
YIOJHOMOYEHHBIM (efiepaibHbIM OPraHoM HCIOJIHUTENBPHOM BIIACTH 3ampoca O MpeAcTaBICHUN
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HEOOXOIMMBIX MAaTEPHAJIOB U TPEJCTABICHUS 3asBUTEIIEM OTBETA HA JAHHBIN 3alPOC B COOTBETCTBHH CO
cratbsiMu 16, 19 u 23 nacrosimero denepanbHOr0 3aKOHA, HE YYUTHIBACTCSA NPU HCUYUCICHUU CPOKa
rocyJIapCTBEHHOM perucTpalu JIEKapcTBEHHOTO Mperapara.

5. T'ocynapCcTBEHHOW perucTpalumy He MOAJIeKaT:

1) nexapcTBeHHbIE Ipenaparbl, W3rOTOBJIEHHBIE ANTEUHBIMM OPraHU3aALUSIMH, BETEPUHAPHBIMU
anTEeYHbIMM OpraHU3alMsIMU, UHAUBUIYAIbHBIMU MPEAIPUHUMATEISIMUA, KOTOPbIE UMEIOT JIMIEH3UI0 Ha
(bapMareBTHYECKYI0 JACSITEIbHOCTh, IO pEleNnTaM Ha JIEKApCTBEHHBIC IpenapaTsl M TpeOOBaHUSAM
MEIULMHCKUX OpraHU3al1i, BETEpUHAPHBIX OpraHU3aluii;

2) JIeKapCTBEHHBIC TIPEapaThl, IPHOOPETEHHBIC GU3NISCKUMU JTUIAMU 3a TipeaenaMu Poccuiickoi
denepauny U NpeIHA3HAYCHHBIE IS JIMYHOIO UCIOJIb30BAHMUS;

3) nekapcTBEHHBIE Mpenapatsl, BBO3UMbIe B Poccuiickyro denepaliuio aiis okazaHusi MEIUITMHCKON
MOMOIIM IO XU3HEHHBIM MOKA3aHMUSIM KOHKPETHOI'O MAalMEeHTa Ha OCHOBAaHUM pa3pELICHUs, BBIIAHHOIO
YIIOJTHOMOYCHHBIM ()eIepaTbHBIM OPTaHOM HCIIOTHUTEILHOM BIIACTH;

4) JICKaApCTBCHHLIC CPCACTBA, BBO3UMBLIC B POCCHﬁCKYIO CDeL[epauI/Ho Ha OCHOBAaHHUHM BBIAAHHOI'O
YIIOJIHOMOYCHHBIM (PCHGp&JII)HI)IM OopraHom HCIIOJIHUTEILHON BIIACTH paspeliCHud U NMPCAHA3HAUYCHHBIC
A1 IIPOBCACHHA KIMHHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ JICKApCTBCHHLIX IIPCIIapaToB M (I/IJ'II/I) IIPOBCACHUS
OKCIICPTU3BI JICKAPCTBCHHBIX CpCaAcCTB JUIA OCYHICCTBJICHUA FOCYI[apCTBeHHOfI perucTpanmuu
JICKaAPCTBCHHLIX IIPCIIApaTOB;

5) dbapmanieBTHUECKHE CyOCTaHIINM;

6) paﬂHO(bapMaHCBTquCKHC JICKApPCTBCHHBIC IIpCIiapaThbl, HU3TOTOBJICHHBIC HCEIIOCPCACTBCHHO B
MCIUIHMHCKUX OpraHu3alnuiax B IMOPAAKE, YCTAHOBJICHHOM YIIOJHOMOYCHHBIM @enepanLHmM OopraHom
HUCIOJIHUTEIbHOM BJIaCTH,

7) AeKapCTBEHHBIE TIPETapaThl, MPOU3BOAUMBIE JJISI SKCIIOPTA.
6. He nomyckaetcst rocy1apcTBEHHAs! perUCTPALIUS:

1) 7nexapcTBEHHBIX IMpenapaToB, OTIMYAIOUIMXCA JpPYr OT JApyra KayeCTBEHHBIM COCTaBOM
JENCTBYIOLIUX BELIECTB, 101 OAMHAKOBBIM TOPrOBBIM HAUMEHOBAHUEM;

2) OHOTO JIEKapCTBEHHOI'O Ipenapara, MpeJCTABIEHHOIO Ha TOCYAAPCTBEHHYIO PErMCTPaldIO B
OTHOIIEHUH OJHOTO W TOTO K€ Jep)KaTeias WM BIAJENbla PETUCTPALMOHHOIO YIOCTOBEPEHHUS
JIEKapCTBEHHOI'0 IMpernapaTa B BHUAE JBYX U 0OoJjiee JIEKapCTBEHHBIX NpEnapaTtoB MOJ pPa3IMYHBIMU
TOPrOBBIMH HAMMEHOBAHUSIMHU.

(m. 2 B pen. DenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Ilo 3ampocy (B 3JeKTpOHHOH ¢opme WM Ha OyMaXHOM HoOcUTelle) CyObeKkTa oOpalleHus
JIEKapCTBEHHBIX  CPEJICTB  COOTBETCTBYIOIIMM  YIIOJHOMOYEHHBIM  (efiepaibHbIM  OpPraHoM
WCIOJIHUTEJIBHON  BJAcTH, OCYIIECTBISIOIIMM TOCYJapCTBEHHYIO PErMCTPAlUI0  JIEKAPCTBEHHBIX
MIpernapaToB, B yCTAHOBIEHHOM UM IOPSJIKE OCYIIECTBISIETCS HAyYHOE KOHCYJIBTHPOBAHUE 110 BOIPOCaM,
CBA3aHHBIM C IIPOBEJEHUEM  JOKIMHUYECKUX  HCCIENOBAaHUM, KIMHUYECKMX  MCCIEIOBAaHUMN
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JICKaApCTBEHHBIX TPENapaToB, SKCIEPTU3bl KauyecTBa JIEKAPCTBEHHBIX CPEICTB, A(PPEKTUBHOCTH U
0€30IIaCHOCTH, C OCYILECTBJIEHHEM TIOCYAAPCTBEHHOW pErucTpaly JIEKapCTBEHHBIX IpEnaparos.
KoHcynbTupoBaHHe OCYIIECTBIISCTCS C IMpHUBICYEHUEM (peaepanbHbIX TOCYAAPCTBEHHBIX OFOJIKETHBIX
YUPEKACHUH, IOABEJOMCTBEHHbIX IAHHOMY (enepanbHOMY OpraHy HCIOJIHHUTEIBHOM BIacTH M He
YHaCTBYIOIIUX B OpraHu3aluu IMPOBCACHUA OSKCHICPTU3LI KAa4YCCTBA JICKAPCTBCHHLIX CPCACTB B LCIIAX
OCYILIECTBIEHUSI MX TOCYJAapCTBEHHOM pErucTpalud B COOTBETCTBHM CO cTarbed 16 Hacrosmero
denepanbHOTO 3aKOHA, B BUJIE OTBETA B MHUCbMEHHOW (hOpME YHOTHOMOYEHHOTO (eepaIbHOro opraHa
UCIIOJIHUTEJIBHOM BJIACTH Ha 3ampoc. PasMep B3uMaeMol C 3asdBUTENs IUIaThl OIPENESACTCS B
COOTBETCTBUHM C 3aKOHOIATeNbCTBOM Poccuiickoit ®exepanuu 00 OpraHu3ani MpeIOCTaBICHUS
rOCYJapCTBEHHbIX Y MYHHLUUNAIbHBIX ycinyr. HWHpopmanuss 00 OCyHIECTBICHMHM HAy4HOTO
KOHCYJIbTHUPOBAHUA, B TOM 4YMUCJIC CTATbHH, O630pI>I, CIIPpaBOYHBIC MaTCpUAJIbl U MHaA PIH(i)OpMaIII/ISI 00
OCYILECTBJICHUH HAyYHOT'O KOHCYJIbTUPOBAHUS, Pa3MEIIAeTCsl Ha OQUIIMATbHOM CaliTe YIIOJTHOMOYEHHOTO
(denepanbHOro OpraHa WCIIOTHHTEIBHOW BIAacTH B cetH "MHTepHET" ¢ COOMIONCHHEM OrpaHUYCHHA,
YCTAQHOBJICHHBIX  3aKOHOJATEIbCTBOM O IEPCOHAJBHBIX  JAHHBIX, KOMMEpUYecKOM U  (Win)
roCyZapCTBEHHOM TalHe.

8. T'ocynmapcTBeHHass perucrpanus JEKapCTBEHHBIX IpENnapaToB, KOTOPbIE MpPeIHAa3HAYEHBI IS
MPUMEHEHUSI B YCJIOBHUSX BOCHHBIX JCHCTBUM, YpPE3BBIUAWHBIX CHUTYallUd, MPOPUIAKTAKH MU JICUCHUS
3a005IeBaHUN U MOPAKEHUH, MOJYYCHHBIX B PE3yJbTaTe BO3JCHCTBUS HEOIArOMpUATHBIX XMMHYECKUX,
OMOJIOTUYECKHX, PaJUAIMOHHBIX (akTOpoB, W pa3paboTaHbBl MO 3aMaHUI0 (eaepaTbHBIX OpPraHOB
HCIOJIHUTENBHOM BIIACTH, YIIOJHOMOUYEHHBIX B 00JIACTH OOOPOHBI CTPAaHbI U OE30MaCHOCTU TOCYIapCTBa,
OCYILIECTBJISICTCS B MOPSAAKE, ycTaHOBIEHHOM [IpaBuTenscTBoM Poccuiickoit @enepanuu.

Cratbs 14. MpUHUMNbI 3KCNEepPTU3bl NeKapCTBEHHbIX CpeacTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. 3KCHCpTI/I3a JICKAPCTBCHHBIX CPCACTB OCHOBLIBACTCS HA NPUHIHUIIAX 3dKOHHOCTH, CO6J'IIO,I[€HI/IH
nmpaB u CBO6OI[ YCJIOBCKA M TpaXKJaHWHA, IIpaB HOPUAWUYCCKOro JKIa, HC3aBUCHUMOCTU ISKCIICPTA,
O6T>CKTI/IBHOCTI/I, BCCCTOPOHHOCTU U ITOJIHOTHIL PICCJ'IC,Z[OBE[HPIIZ, MNpOBOAUMBIX C HCIOJB30BAHUCM
COBPCMCHHBIX I[OCTI/I)KGHI/If/'I HAaYKM W TCEXHUKH, OTBCTCTBCHHOCTHU q)ej:[epaanoro rocyaapCTBE€HHOT'O
6I-O,Z[)KGTHOFO YUpCKACHUA TI0 MPOBCACHUIO SKCIICPTU3BI JICKAPCTBCHHBIX CPECACTB M I3KCICPTOB 3a
MMPOBCACHUC U KAYECTBO 3KCIICPTUIEI.

2. 3KCHepTI/I3a JICKAPCTBCHHBIX NPCIAPaATOB JJIA MECAUIHUHCKOTO IPUMCHCHH A BKIIFOYACT B ceost:

1) skcrepTH3y JOKYMEHTOB, IPEICTABICHHBIX JUISI OINpENeieHHs] BO3MOXKHOCTH paccMaTpUBaTh
JIEKAPCTBEHHBINM IIpenapar Uil MEAULUHCKOrO IPUMEHEHHs IIpU OCYLIECTBICHUU TIOCYAAPCTBEHHOU
perucTpanuu B kauecTe op(haHHOTO JIEKAPCTBEHHOTO Mpenapara;

2) OKCIICPTUIY NPCIJIOKCHHBIX MCTOJOB KOHTPOJIA Ka4€CTBA JICKAPCTBCHHOTO CPCACTBA U KAYCCTBA
MMpEACTAaBJICHHBIX 06pa3u013 JICKAPCTBCHHOI'0O CpCACTBa C HCIOJB30BAHUEM OTHX METOJ0B (nanee -
OKCIICPTHU3a Ka4CCTBA JICKAPCTBCHHOT O CpC,Z[CTBa);

3) oKchepTH3y OTHOLIEHUS OKHUJAeMOW IOJIb3bl K BO3MOXKHOMY PHCKY TMpPUMEHEHUs
JIEKApCTBEHHOTIO IIpernapara.

KoncynbrantlIntoc: npumeyanue.
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C 01.03.2020 4. 2 ct. 14 nononnsiercs . 4 (D3 ot 27.12.2019 N 475-D3). CMm. Oyaymyro peaakiuio.

3. DkcnepTr3a JIGKApCTBEHHBIX MPEMmapaToB JJisi BETEPUHAPHOTO NMPUMEHEHUs BKIIOYACT B ceOs
IKCHEPTU3y KadyecTBa JIEKAPCTBEHHOI'O CPEACTBA M OKCIEPTU3Y OTHOIICHHUS OXKHUIAEMOH IOJB3bI K
BO3MOXHOMY PUCKY MPUMEHEHHUS JIEKAPCTBEHHOTO Mpernapara.

Ctatba 15. ®epepanbHoe rocygapcTBeHHoe GlOMKeTHOe yupexaeHue no
nNpoBeAeHUI0 3KCNepPTU3bl NeKapCTBEHHbIX CPeacTB

DKcnepTusa JIGKApCTBEHHBIX CPEACTB MPOBOAUTCS (eiepalibHBIM TOCYAapCTBEHHBIM OIOIKETHBIM
YUPEKACHUEM COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (heAepasbHOr0 OpraHa MCIIOJHUTEIFHON BIIACTH,
CO3/IaHHBIM JJisi 00ecreYeHUs] MCIONHEHUS TIOJHOMOYUN 3TOro (eaepaabHOr0 OpraHa IO BbIgaude
paspellieHuil Ha MPOBEAECHUE KIMHUYECKUX HCCIEIOBAHUN JIEKAPCTBEHHBIX IpernapaToB U (WIK) IO
roCy/1IapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHBIX MPENaparoB (Jajee - SKCIEPTHOE YUPEKICHHE).

Cratbs 16. OpraHusauus npoBeAeHUs1 IKCNEePTU3bI NIeKapCTBEHHbIX CPeACTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DOkcnepTu3a JIEKApCTBEHHBIX CPEACTB IPOBOJUTCS KOMHUCCHUEH B3KCIEPTOB SKCIIEPTHOIO
YUPEXKIEHUS, HA3HAYCHHON €ro PyKOBOAMTEJIEM, Ha OCHOBAaHUM 3aJaHMs Ha MPOBEACHUE DKCIIEPTHU3BI
JICKApCTBEHHOTO CPEJCTBA, BBIAAHHOTO YIIOJHOMOYEHHBIM (peepalbHBIM OpPTaHOM HCIIOJHUTEIBHON
BJAacTU. PyKoBOIUTENh 3KCIEPTHOTO YUPEKICHUS 00eCreunBaeT HajJIexallee MpoBeAeHNE IKCIIEPTU3HI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUM C 33JaHHEM, BBIJAHHBIM YIIOJHOMOYEHHBIM (eaepanibHbIM
OpraHOM HCIIOJIHUTEJIBHON BIACTH, U OPTaHU3YET MIOATOTOBKY CBOJHOIO 3aKIIIOUEHUs YTOW KOMUCCHUU. B
COCTaB 3TOM KOMHUCCHHM IO PEIICHUIO PYKOBOJAUTENS IKCIEPTHOTO YUPEKIEHUS MOTYT ObITh BKIIIOUEHBI B
KayecTBE KCIIEPTOB JIMIIA, HE paboTarolye B JAHHOM SKCIEPTHOM YUPEKICHUH, €CIIU UX CleHaIbHbIe
3HaHHUA HEOOXOJMMBI JJIsi TPOBEJNCHHUS OJKCHEPTU3bl U TaKue OHKCHEPThl OTCYTCTBYIOT B JAaHHOM
JKCIIEPTHOM YUPEKICHHUH.

2. DKCHepToM IO TMPOBEIEHUIO IKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB SIBISETCS aTTECTOBAHHBIN
paOOTHUK SKCIEPTHOTO YUPEXKJEHHs, KOTOpBI HMEeT BBICIIEE MEAMLUHCKOE, (hapMaleBTHUECKOE,
OMOJI0rMYecKOoe, BETEpUHAPHOE UM XUMUYECKoe 00pa30BaHUE U MPOBOAMUT IKCIEPTU3Y JIEKAPCTBEHHBIX
CPEZCTB B MOPSI/IKE UCTIOIHEHUS CBOMX JOJPKHOCTHBIX 00s13aHHOCTEH (Jaiee - SKCIepT).

3. HpI/I MPOBCACHUHN OKCICPTU3BI JICKAPCTBCHHBIX CPCACTB OJOKCICPT HE MOXKCET HAXOJUTHCSA B
KaKOM-TN00 3aBHCUMOCTH OT Jiuia, HA3HAYMUBLICTO I3TY OJKCIICPTU3Y, pa3pa60TqI/H<a JICKApCTBCHHOT'O
Cp€ACTBA UJIN APYTUX 3aMHTCPECCOBAHHEBIX B PE3YyJIbTaTaX SKCIICPTUIBI JIUII.

4, HpI/I MPOBCACHUUN OKCIICPTU3bI JICKAPCTBCHHBIX CPCACTB HC HOITYCKACTCA I/ICTpe6OBaTB y
3agBUTENS JU00 HMHBIX JIMI[ MaTtepualbl, HGO6XOHI/IMBIG AJid MPOBEACHHUA OKCIICPTU3BI. B cirydae
HEAOCTATOYHOCTHU TIPCACTABJIICHHLIX OJSKCICPTY MATCPUAIOB JIA Ada4U 3aKJIKOUYCHUSA ISKCICPT CTABUT
BOIIPOC O TMPEACTABIICHUU CMY HCO6XO}II/IMBIX MaTC€praioB IMEPEa PYKOBOJUTEIIEM OSKCIIEPTHOTO
YUYpCKACHUA, KOTOpLIf/'I o6pamaeTcsi C COOTBCTCTBYIOIIIUM 3aIlIpOCOM B YHOJIHOMO‘{CHHBII‘;I (I)CﬂepaHBHLIﬁ
opra” HCIIOJIHUTEILHOMN BJIaCTH, BBI}IaBHII/Iﬁ 3alaHUC Ha IMPOBCACHUEC OSKCICPTU3BI JICKAPCTBEHHOI'O
cpeacTBa. YkazaHHBIN (I)CﬂepaHLHLIﬁ opran HCIIOJIHUTEILHOM BIIACTH B T€UCHHUE MATH pa60‘{I/IX JHEH co
AHA TOCTYIUICHUA 3aIlpoCa PYKOBOAUTEIIA SKCIICPTHOI0 YUPCIKACHUA HAIIPABIACT 3aABUTCIIIO 3aIIpOC O
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MPE/ICTABICHIH HEOOXOAMMBIX MaTepuasioB. J[aHHBIN 3ampoC MOXKET OBITh MEpeIaH YIOJTHOMOYCHHOMY
MIPEICTAaBUTEIIO 3asBUTENS JIMYHO O] PACIIMCKY, HAIIPABIICH IO MOYTE 3aKa3HbIM MUCbMOM WM MEepeiaH
B JJIEKTPOHHOH (popMe MO TEIIEKOMMYHHMKAIIMOHHBIM KaHallaM CBsI3U. B ciiydyae HampaBlieHUs TaHHOTO
3arpoca o Mo4Te 3aKa3HbIM MUCHbMOM OH CUUTAETCS MOJTYYCHHBIM [0 UCTEUEHUU HIECTH AHEH C JaThl
HaIpaBJICHUs 3aKa3HOTO MHUChMa.

(dactb 4 B pen. DeaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asBuTens 00s3aH MPEACTABUTH OTBET HA 3alpoOC YIMOJTHOMOYEHHOTO (eAepaibHOr0 opraHa
UCIIOJIHUTEJIBHOW BIIACTU B CPOK, HE MPEBBIMAIOLINM IeBIHOCTa pabouuX AHEH CO JHS €ro MOJYy4YEeHHUS.
YTHOIHOMOYECHHBIH (enepaabHbIii OpraH WCHOJHUTENBHOW BIIACTH, BBIAABIINK 3aJaHUE HA MPOBEACHUE
9KCHEPTHU3bl JIEKAPCTBEHHOTO CPEJICTBA, B TEUYEHHE NATH pabouyux JHEH CcO JHS IOCTYIUICHHS OT
3asBUTENS OTBETA HA JAHHBIM 3allpOC HAIPABISECT TAaKOW OTBET B DKCIIEPTHOE yuypekieHue. B ciydae
HENpeACTaBICHUs [0 MCTEUEHUM JEBSHOCTAa PadOuyMX JHEW 3asBUTE]IEM OTBETAa Ha JAaHHBIA 3arpoc
YIIOJTHOMOYEHHBIN (heiepaabHblii OpraH UCIIOJHUTEFHOW BIIACTH, BBIJABIIMN 33/laHUE HAa MPOBEACHUE
9KCHEPTHU3bl JIEKAPCTBEHHOI'O CPEJCTBA, B TEUEHHE NATH pabouyMx JHEH HampaBiseT B HKCHEPTHOE
YUPEKIACHUE YBEIOMIICHHE O HENPEACTABICHHM 3asBUTEIIEM OTBETa Ha 3alpoC YKA3aHHOI'O OpraHa.
Bpemst co nHS HampaBieHHMs 3amnpoca 3KCIEPTHOTO YUPEKICHHS B YIOJHOMOYEHHBIH (enepaabHbIi
OpraH HCIIOJHUTEIBHOW BIACTH 0 JHS IOJYYECHUS SKCIEPTHBIM YUPEKICHHEM OTBETA HA 3alpOC WU
YBEIOMIIEHHsSI O HEINPEACTAaBICHUM OTBETa HA 3alpOoC HE YUYUTBIBAECTCA IPU HCUYHUCIECHUU CpPOKa
IIPOBEACHUS IKCIIEPTU3BI JIEKAPCTBEHHOTO CPENICTBA.

(uacts 4.1 BBenena @enepaibHbIM 3aKkOHOM OT 25.11.2013 N 317-D3)

4.2. Ecau B cocTraBe perucTpalliOHHOIO J0ChE Ha JIEKApCTBEHHBIN IMpemnapaT sl MEIUIIMHCKOTO
IIPUMEHEHUST CONEPXKUTCA IpenycMOTpeHHass cratbed 18, uacteto 1.1 crarem 30 m crateeit 34
HacTosmero @enepaJbHOrO 3aKOHA KOMMS pEIICHHs YIOJIHOMOYEHHOTO (elepallbHOrO OpraHa
VCIIOJIHUTEJIBHON BJIACTH O TPOBEACHUM WHCIEKTUPOBAHUS IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB,
JKCIEPTY 110 OPOpPMIIEHMSI PE3yJIbTAaTOB AKCIEPTHU3bI JIEKAPCTBEHHOTO CPEICTBA MPEJOCTaBISETCS B
MOpSiIKE U Ha YCIOBHAX, KOTOpbIE MpeaycMOTpeHbl dacTsimMu 4 u 4.3 HacTosAlled cTaTbu, KOMUs
3aKJIIOYEHHUST O COOTBETCTBMM IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMSIM IPaBUI
Ha/IIexalleid MpOM3BOJICTBEHHOM IMPAaKTHKH, BBIJAHHOIO YHOJHOMOYEHHBIM (ellepalIbHbIM OpraHoM
HCIIOJTHUTEIBHON BIIACTH.

(uactsb 4.2 BBeeHa @enepanbHbM 3ak0HOM OT 04.06.2018 N 140-D3)

4.3. 3agBurtens o0s3aH MPEACTABUTh B YIOJIHOMOYEHHBIM (enepalbHblil OpraH HCIOJHUTEIBHON
BJIACTU KOIMIO 3aKIIIOYEHHS O COOTBETCTBUHU IPOU3BOIMTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHUSAM
MpaBUJI HaJUISKAIIeH MPOU3BOJCTBEHHONH MPAaKTUKA B CPOK, HE TPEBBIMIAIOIINN CTa BOCBMHUICCATH
pabounx AHEH co IHS TMOJYYEHHUs 3armpoca O €€ MPEeIOCTAaBICHHUU. YTOJHOMOYEHHBIN (eaepanbHbIii
OpraH WCIIOJIHUTEIFHON BIIACTH, BBHIJABIIMN 33/JaHUE HA TPOBEIEHHE HSKCIEPTH3bI JIEKAPCTBEHHOTO
CpeAcTBa, B TEUEHUE MATH pabouyMx AHEH CO JAHS IMOCTYIJICHHS OT 3asBUTEN KOIUHU 3aKIIOYEHUs O
COOTBETCTBUHM  TPOM3BOAMTENS  JICKAPCTBEHHBIX CPEICTB TPEOOBAaHHWSM MpaBWJI  HaJJIeKalei
MIPOU3BO/ICTBEHHON NPAaKTUKH, HAMpaBISIET €€ B SKCIEPTHOE YUpexJeHue. B ciyuae HenpencTaBieHUs
3asBHUTENIEM B YKa3aHHBIA CPOK KOIMHU 3aKIIOYEHHUS O COOTBETCTBHH IPOU3BOJHMTENS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBaHMAM TMPABWII  HaJUIeXkalleil MPOM3BOJCTBEHHON MPAKTUKH  YIMOJTHOMOYEHHBIH
(denepanbHBIA  OpraH WCIIONHUTEIFHOW BIACTH, BBIJABIIMK 3aJaHWE Ha TIPOBEIEHHE OSKCIIEPTU3HI
JIEKapCTBEHHOTO CPEJACTBA, B TEUEHHE MATH PabOYMX JHEH HamNpaBisieT B IKCIEPTHOE YUpexkAeHUE
YBEIOMJICHHE O HETPEICTABICHUH 3asBHTEIEM KOIHMH 3aKIFOYCHHUS O COOTBETCTBHH ITPOWU3BOIUTEIS
JICKApCTBEHHBIX CPEACTB TPeOOBAaHUAM IMPaBUJ HaJJICXKalIeH MPOM3BOJICTBEHHON MpakTUKH. Bpems co
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THS HaINpaBJICHUS 3ampoca JKCIEPTHOTO YUYPEKJACHHUS B YIOJHOMOYCHHBIH (enepalbHbIi Opran
WCIIOJIHUTEJIBHOM BJIAcTH JO JHS TMOJNYyYEHHUS SKCIEPTHBIM YUPEXKICHHEM KOMHM 3aKIIOYEHHS O
COOTBETCTBUM  MPOU3BOAUTENSI JICKAPCTBEHHBIX  CPEJACTB  TPEOOBAHHSAM TPABHJ  HaJyIekKalen
MIPOU3BOJICTBEHHOW MPAKTUKU MM YBEJOMIIEHUS O €€ HEeNpeACTaBICHUU HE YUYUTHIBACTCA IIPU
HCYHUCJICHUH CPOKa MPOBEJACHUS IKCIIEPTU3BI JIEKAPCTBEHHOI'O CPECTBA.
(dactp 4.3 BBeaeHa DenepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. Dkcnepr mpu MPOBEAECHUU IOPYYEHHOH €My PYKOBOAMTEIEM OHKCIEPTHOIO YUPEXKIECHUS
HKCHEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA 00s3aH:

1) mpoBecTM TIOJHOE UCCIENOBaHUE TMPEACTABIECHHBIX €My OOBEKTOB, MaTepualioB, JaTh
00OCHOBaHHOE UM OOBEKTUBHOE 3aKJIIOUYEHHE 10 IIOCTaBJIEHHBIM Ie€pell HHUM BONpOCaM WM
MOTHBUPOBAHHOE 3aKJIIOYEHHE O HEBO3MOXXHOCTU MPOBEAECHUS WM SKCIEPTH3bl JIEKAPCTBEHHOIO
CpeZCTBa, €ClIU MMOCTABJICHHbIE BOIIPOCH! BBIXOAT 3a MpeAEibl CHEIHUAIbHbIX 3HAHUN IKCIepTa, OObEKTHI
HCCIIEIOBAaHUM UM MaTepHalibl HEIPUTOJIHbl WM HEIOCTATOYHBI JUIsl IPOBEACHUS HCCIIEIOBAaHUN U J1auu
3aKJIIOYEHUs JIMOO COBPEMEHHBIN YpOBEHb PAa3BUTHUSA HAYKH HE MO3BOJISET OTBETUTh HA IOCTaBJICHHBIE
BOIIPOCHI;

2) HC pasrjamarb CBEACHHA, KOTOPBIC CTAJIM €MY U3BCCTHBI B CBA3U C IIPOBCACHUCM 3KCIICPTU3LI
JICKAPpCTBCHHOT'O CPpCACTBA, 4 TAKKC CBCIACHUSA, COCTABIAIOMIUC IOCYJAPCTBCHHYIO, KOMMCPYCCKYIO HJIN
HHYIO0 OXpPaHACMYI0 3aKOHOM TafIHy;

3) obecrneunTh COXPAHHOCTH MPEACTABICHHBIX 00BEKTOB HCCIICIOBAHUN 1 MaTEPHAJIOB.
6. DKcnepT He BIIpaBe:

1) npoBOOUTH SKCHEPTU3Y JIEKAPCTBEHHOI'O CPEJCTBA MO OOpAIEHHIO0 HEMOCPEACTBEHHO K HEMY
OpraHu3anuii Wi GU3NYEeCKUX JIHII;

2) caMOCTOSITENIbHO COOMPaTh MaTepUalbl AJIsl IPOBEIACHMSI KCIIEPTU3bI JIEKAPCTBEHHOTI'O CPEJICTBA;
3) NpoBOAMTH HKCIEPTHU3Y JIEKAPCTBEHHOTO CPEJCTBA B KAUECTBE HETOCYIapCTBEHHOIO HKCIIEepTa.

7. B caydae HeoOXOAMMOCTH OKCHEPT BIpPaBE XOAATAHCTBOBAaTh IIEpEN PYKOBOIUTENIEM
HKCHEPTHOTO YUPEXKJICHHSI O IPUBJICUCHNH K IPOBEICHHUIO SKCIIEPTU3bI JIEKAPCTBEHHOTO CPENICTBA IPYTUX
9KCIEPTOB.

8. Kaxnplii sKcrepT, BXOAAMIMI B COCTaB KOMUCCUHU SKCIEPTOB, KOTOPOH MOPYUYEHO MPOBENCHHE
SKCIIEPTHU3Bl JIEKAPCTBEHHOTO CPEACTBA, HE3aBUCUMO U CAMOCTOATEIBHO MPOBOAMT HCCIIEOBAHUS,
OILICHUBAET Pe3yJbTaThl, MOJYUYEHHBIE UM JUYHO U JAPYTUMHU IKCIEpTaMu, U (HOPMYIHUPYET BBIBOJBI
OTHOCHUTEIILHO TIOCTABJICHHBIX BOTIPOCOB B MIPE/ICNIax CBOMX CIICIIHAIBHBIX 3HAHUM.

0. PCSyHLTaTBI 9KCIICPTU3BI JICKAPCTBCHHOI'0 CpCACTBA O(I)OpMJ'I}IIOTCSI 3aKJIFOYCHUECM KOMHCCHUH
OKCIICPTOB. B 3axmioueHmn kKomMmccuu OKCIICPTOB YKAa3bIBAKOTCA TIICPCUCHBb HCCH@}IOB&HHﬁ, 00beM
MMPOBCACHHBIX KAXKABIM 3KCIICPTOM I/ICCJ'ICI[OBaHI/II\/'I, YCTAHOBJICHHBIC KaKJIbIM N3 HUX (I)aKTBI U CACIaHHBIC
B pE3yJIbTaTe I/ICCJ'IeJIOBaHI/Iﬁ BBIBObI. SKCHepT, MHCHHE KOTOPOIr'0 HE COBIIAAACT C pCHICHUEM KOMHCCUH
9KCIICPTOB, BIIPABC BbIPA3UTh CBOC MHCHHC B MMHMChbMEHHOM (bopMe, KOTOpPOC HpI/IO6H_[aCTCH K 3aKJITIOYCHUTIO
KOMHCCHUH SKCIIEPTOB.
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10. DOkcnepThl, BXOAAIIME B COCTaB KOMMCCHM, IPEAYNPEKIAOTCS 00 OTBETCTBEHHOCTU B
COOTBETCTBUM C 3aKoHojaTesbcTBOM Poccuiickoit denepanuu 3a nady 3aKiIOueHHs, COJEpIKAlEero
HE0OOCHOBaHHBIE WX (aTbCU(PUIIMPOBAHHBIC BBIBOJBI, O YEM OHH JJAIOT MOJIITHUCKY.

11. Onpenenenve ypoBHs MpodeccnoHalbHON MOArOTOBKU AKCIIEPTOB U aTTECTAIUs UX HA MPaBO
MPOBEICHUS HKCIEPTH3bI JICKAPCTBEHHBIX CPEICTB OCYLIECTBISIOTCS 3KCIEPTHO-KBATH(PUKALMOHHBIMU
KOMHUCCHUSIMU B TIOPSZIKE, YCTAHOBICHHOM COOTBETCTBYIOIIMM YIOJIHOMOUYEHHBIM (efepaibHbIM OPraHOM
WCTIOJHUTENIBHOM BIIACTH. YPOBEHb NMPO()ECCHOHAIBHON MOATOTOBKH 3KCIEPTOB MOJUICKHUT MEPECMOTPY
YKa3aHHBIMH KOMUCCHUSIMU HE PEXKE UEM OJIMH pa3 B MATh JIET.

12. IlpaBmia TpOBENEHUS ASKCIEPTH3BI JICKAPCTBEHHBIX CPEICTB W OCOOCHHOCTH AKCIEPTH3BI
OTIENbHBIX BUJOB JIEKAPCTBEHHBIX MpemapaToB (pedepeHTHBIX JIEKAPCTBEHHBIX MPENapaTos,
BOCIIPOU3BE/ICHHBIX JICKAPCTBCHHBIX IPEMapaToB, OWOJIOTHYECKUX JICKAPCTBEHHBIX IPEIapaToB,
OMOaHAIOTOBBIX  (OMOMOJOOHBIX) JICKAPCTBEHHBIX IpenapatoB (OMOAHAIOTOB), TOMEONATHYECKUX
JICKapCTBCHHBIX MPETapaToB, JEKAPCTBEHHBIX PACTUTEIBHBIX MPENapaToB, KOMOWHAIMKA JIEKAPCTBCHHBIX
npemapaToB), (GOpMBbI 3aKIIOYEHUH KOMHUCCHHM OKCIEPTOB YCTAaHABJIMBAIOTCS COOTBETCTBYIOIIMM
YIIOJTHOMOYCHHBIM ()eIepaTbHBIM OPTaHOM HCIIOJTHUTEIILHOW BIIACTH.

(uacth 12 B pen. @eaepanbpHoro 3akona ot 22.12.2014 N 429-03)

Cratba 17. Nopgavya u paccMoTpeHue 3asiBNieHUsi 0 rocyAapCTBEHHOW perncrpauuu
NeKapCcTBEHHOro npenapara AnA BeTepUHaApPHOro NpuMeHeHus
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jlmg rocynapCTBEHHOM perucTpany JIEKapCTBEHHOIO TIpenapara s BETEPUHApPHOIO
MPUMEHEHUsT pa3pabOTUMK TaKOro JEKapCTBEHHOIO Ipernapara WM YHOJHOMOYEHHOE MM JIpyroe
IOPUINYECKOEe JHMIO (Jajiee B HAcTOsIIEH cTaTbe - 3asBUTENb) MPEJCTABISET B YHNOJTHOMOYEHHBIN
(benepanbHbBIi OpraH HUCHOJHUTEIBHOM BIIACTH, OCYIIECTBISIONIUMN TOCYJapCTBEHHYIO PErucTpalfio
JIEKapCTBEHHBIX MPENapaToB /Ul BETEPUHAPHOTO MPUMEHEHHUS, B DJIEKTPOHHOI (opme min Ha OyMaKHOM
HOCUTEJIE 3asBJICHHE O TOCYJAPCTBEHHOW PErMCTPalMM JIEKapCTBEHHOI'O Mperapara sl BETEPUHAPHOTO
NPUMEHEHHMS, a TAK)Ke B TMOPSJIKE, YCTAHOBICHHOM COOTBETCTBYIOIUM YIIOJTHOMOYEHHBIM (eiepaabHbIM
OpPraHOM HCIOJIHUTENBHOHN BJAacTH, B 3JEKTPOHHON (opMe miu Ha OyMa)KHOM HOCHTENE HEOOXOIUMbIe
JOKYMEHTBI, U3 KOTOPBIX (POPMHUPYETCS PErHMCTPALlMOHHOE JI0Che Ha JIEKapCTBEHHBIM INpemapaT ajs
BETEPUHAPHOTO IPUMEHEHUSI.

2. B 3asBI€HUH O rOCYAapCTBEHHOW PETUCTPALUM JIEKAPCTBEHHOIO Ipenapara AJisi BETEPUHAPHOIO
IIPUMEHEHHUS] YKa3bIBAIOTCA:

1) HauMeHOBaHME U aApec 3asIBUTEIA, pa3paboTurKa U MPOU3BOIUTENS JIEKAPCTBEHHOTO Mpemnapara
JUTST BETEPUHAPHOTO TPUMEHEHUS W aJpec MeCTa OCYIIECTBICHUS IPOU3BOJICTBA JIEKAPCTBEHHOTO
npenapara Jjisi BETEpUHAPHOTO NPUMEHEHHs (B Cllydae HaJW4usl HECKOJbKHX YYaCTHHUKOB Ipolecca
MPOU3BOJICTBA HEOOXOAMMO YKa3aTh KaKI0TO U3 HUX);

2) HaAaUMCHOBAHUC JICKAPCTBCHHOI'O IIPCIiapaTa s BETCPUHAPHOI'0 IMPUMCHCHHA (MC)KILYHapOI[HOC
HCIMIAaTCHTOBAHHOC, WJIK I'PYHITHPOBOYHOC, NI XUMHYECKOE U TOPTOBOC HaI/IMeHOBaHI/Ifl);

3) MEpCUCHDb HCﬁCTBymHlHX N BCIIOMOTAaTCJIbHBIX BCHICCTB, BXOAANIUX B COCTAB JICKAPCTBCHHOI'O
npemnapara Jjid BETCPUHAPHOI'0 IPUMEHCHUS, C YKa3aHUEM KOJTMYECTBA KaXKJ10I'0 U3 HUX;
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4) nexapcTBeHHas ¢opMma, JO3UPOBKA, CIOCOOBI BBEJICHUS W NPHUMEHEHHUs, CPOK TOJHOCTH
JICKApCTBEHHOTO Mperapara Jjisi BETEPHHAPHOTO TIPUMECHEHUS;

5) papmakoTepaneBTHUECKas TPYIIIa;

6) HeoOXOIMMOCTh MPUMEHEHUSI YCKOPEHHOM MpoLeAypbl SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B
LEJISIX TOCYIapCTBEHHOM PerucTpanuu JeKapcTBEHHOIO Mpenapara;

7) KOIUH TOKYMEHTOB, MOATBEPKIAIOIINX YIIJIATy TOCYIapCTBEHHOMN MOIUIUHBIL:

a) 3a MPOBEAECHUE HKCIEPTU3bI KayecTBa JIEKAPCTBEHHOI'O CPEJICTBA M 3KCIEPTU3bl OTHOILIEHUS
OKUJAEMOH IOJIb3BI K BO3MOKHOMY PUCKY IPUMEHEHHUS JIEKAPCTBEHHOTO Mpenapara Juisi BETEpUHAPHOIO
IIPUMEHEHHSI IIPU €r0 FOCYAApPCTBEHHON PEruCTpaLuy;

6) 3a BbIAa4y PEruCTpaiuOHHOI'O0 YAOCTOBCPCHUA JICKAPCTBCHHOT'O IIPCIlapara,

8) Haiu4mWe corjacus, MPeAyCMOTPEHHOTO YacThl0 7 HACTOAIIEH CTaTbd, €CIM C MOMEHTa
peructpanyu peepeHTHOro JIEKAPCTBEHHOI'O MpernapaTa i BETEPHHAPHOTO MPHUMEHEHHsS MPOIILIO
MEHEe YeM IIECTh JIET.

(B pen. @exnepanbHoro 3akona ot 13.07.2015 N 241-03)

Koncynprantlntoc: npumedanue.
C 01.01.2021 B a63. 1 u. 3 ct. 17 BHOCsATCS m3meHenust (D3 ot 27.12.2019 N 478-D3).

3. PeructpaniuoHHOE JOChE B LENAX DKCIEPTHU3BI JEKAPCTBEHHOIO Ipenapara JUlsl BETEPHHAPHOTIO
IpUMEHEHHs (GOPMUPYETCS U3 CIASAYIOIUX JOKYMEHTOB:

KoncynprantlIntoc: npumevanue.
C01.01.2021 B 1. 1 4. 3 c1. 17 BHOCsTCs n3MeHeHust (P3 ot 27.12.2019 N 478-D3).

1) Komusl JWIIEH3WHM Ha TPOU3BOACTBO JIEKAPCTBEHHBIX CPENCTB, BBIJAHHON MPOU3BOAUTEIIO
PETUCTPUPYEMOTO JIEKApPCTBEHHOTO IIpernapara Uil BETEPUHAPHOIO IMPUMEHEHHs, A POCCHMCKHUX
MIPOU3BOIUTENEH;

(m. 1 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

KoncynprantlIntoc: npumeyanue.
C 01.01.2021 B . 2 u. 3 cr. 17 BHOCcATCs u3menenust (D3 ot 27.12.2019 N 478-D3).

2) Komusl JHIIEH3UHM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJCTB, BBIJAHHON IPOU3BOJUTEIIO
(bapMareBTHUECKON CyOCTaHIINH, BXOAIICH B COCTaB PETUCTPUPYEMOTO JIEKapCTBEHHOTO TIpernapara s
BETEPUHAPHOTO MIPUMEHEHHUS, JIS1 POCCUHCKUX POU3BOIUTENCH;

(. 2 B pea. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-03)

2.1) xomusl NOKYMEHTa, BbIJIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOJUTENS IJIf
KOKIOW  INPOU3BOJACTBEHHOM  IUIOIIAAKKM  PETUCTPUPYEMOIO  JIEKApCTBEHHOIO  Ipernapara  JUlst
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BETEPUHAPHOTO NPUMEHEHUS U TOJTBEPKIAIOUIEIO COOTBETCTBUE MPOU3BOAMUTENS JIEKAPCTBEHHOIO
npernapaTa TpeOOBaHUAM MPaBUI HAJUJIEKaIIe MPOU3BOACTBEHHON IPAKTUKH, U €T0 MEePEeBO/I Ha PYCCKUIA
SI3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM TMOPSJKE, a TAaKXKE KOMUS 3aKJIIOUYEHHS] O COOTBETCTBHH
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUSAM MPAaBHJ HaJuIekalled MPOU3BOICTBEHHOM
MIPAKTUKH, BBIJJAHHOTO YIIOJIHOMOYEHHBIM ()eIepaIbHBIM OpPTraHOM UCTIOJHUTEILHOW BIACTU IS KaXKIOU
MIPOM3BOJICTBEHHON IUIOMIAJKNA PETUCTPUPYEMOIO JIEKAPCTBEHHOTO Tperapara Jisi BETEPUHAPHOTO
MIPUMEHEHHUS, JINOO KOMHS PEIICHUs O MPOBEACHUH WHCIICKTUPOBAHUS IMPOW3BOJAUTENS JICKAPCTBEHHBIX
CPEICTB, MPUHATOTO YIOJIHOMOYEHHBIM (helepaqbHBIM OPraHOM HCHOJIHHUTEIBHOM BIACTH Ui KaXKIOU
MIPOU3BOJICTBEHHON IUIOIIAJIKM PETMCTPUPYEMOrO JIEKAPCTBEHHOI'O TIpernapara ajisi BETEPUHAPHOIO
MIpUMEHEHUs. YKa3aHHbIE JOKYMEHTHI MPECTABIAIOTCS B CiIydae, €CiIi IMPOU3BOJCTBO JIEKAPCTBEHHOTO
Mpernapara ocyuecTisgeTcs 3a npeaenamu Poccniickoit denepanmu;

(m. 2.1 BBenen denepanbubiM 3aKoHOM 0T 04.06.2018 N 140-D3)

2.2) Komus JOKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpPaHBl IPOU3BOIUTEIS
(bapmaneBTHYECKOI CyOCTaHIMM M TOATBEPXKAAIOIIETO COOTBETCTBUE  INPOU3BOJIUTEINS
(bapMareBTHYECKON CyOCTaHIINM, BXOASAIIEH B COCTaB PETUCTPUPYEMOTO JEKApCTBEHHOTO TpenapaTa Julst
BETEPHHAPHOTO MIPUMEHEHHs, TPEOOBAaHMAM MPABWJI HA/JIeXkKAlIeld MPOU3BOJACTBEHHON NMPAKTUKU, U €T0
NepeBO/l Ha PYCCKUH S3BIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSAKE, B Clydae, €CIU IMPOU3BOACTBO
(apmaneBTHYECKOI CyOCTaHIIMM OCYIIECTBIsIETCS 3a peaenaMu Poccuiickoit denepanuu;

(m. 2.2 BBeneH denepanbHbiM 3ak0HOM 0T 04.06.2018 N 140-D3)

3) TOpOeKT HOPMATHUBHOTO JOKYMEHTa Ha JIEKApCTBEHHBIM TMpemapaT [Jjs BETEPUHAPHOTO
MIPUMCHCHHS,

4) NOKyMEHT, coJepxXaluil cieayoulyo HHGOpManuo o (apmaneBTHUYECKON CyOCTaHIUU WM
(apmalleBTUUECKUX CYOCTaHIMSIX, BXOJSIIUX B COCTaB JIEKAPCTBEHHOI'O IpernapaTa JUlsl BEeTEPUHAPHOIO
IIPUMEHEHHUS:

a) HauMEHOBaHuE (apMalleBTUUECKON CyOCTaHIMM, €€ CTpyKTypa, oOuiue cBoiicTBa (Ipu
TOCYJapCTBEHHON  perucrpalMu  MMMYHOOMOJIIOTMYECKMX  JICKQpPCTBEHHBIX  IpemapaToB  JIs
BETEPUHAPHOTO TNPUMEHEHUS] NPEJCTAaBISIIOTCS CBEACHHUS O IITaMMe, BKJIIOYas €ro HauMEHOBaHHUE,
MH(OPMAIIHIO O TPOUCXOXKICHNUH, €T0 CBOWCTBAX, XapaKTEPUCTUKAX U MECTE JIENOHUPOBAHUS);

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

6) HaNMMCHOBAHUC U aIpCC IIPOU3BOJUTCIIA,

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTaJII/Iﬁ IMPONU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagugX IMPOU3BOACTBA,

r) uHdopmanus o TmpumecsX (HE TpPeACTaBIseTcs NpPU TOCYJAPCTBEHHONW pPErucTpaluu
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MpPEnapaToB JJsl BETEPUHAPHOTO IPUMEHEHHUS);
(B pen. ®exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) cnenuuKanys Ha papMaleBTHYECKYIO CYOCTaHIIMIO (HE MPEACTAaBISAETCS MIPU TOCYAaPCTBEHHOM
perucTpan KIMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB JIJIsl BETEPUHAPHOTIO IPUMEHEHUS );
(B pen. denepanbhoro 3akona ot 02.08.2019 N 297-03)

€) OIucaHie METOIUK KOHTPOJISl KauecTBa;
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) pe3yibTaThl aHanu3a cepuid (papmaneBTUUYECKOH CyOCTaHUIMU (HE MPEACTABIAIOTCA IPH
rOCYJapCTBEHHON  perucrpalMy  MMMYHOOMOJIOTMYECKMX  JICKQpPCTBEHHBIX  IpenapaToB  JJs
BETEPUHAPHOTO IPUMEHEHMUS);

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

3) NEpCUCHb CTAaHAAPTHBIX O6pa3L[OB HJIM BCIICCTB, UCIIOJIB3YCMbIX IIPU OCYIICCTBICHUU KOHTPOJIA
KadecCTBa,

1) OIIMCAHUE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MaTEpUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHble O CTAa0MIBHOCTH (HE WPEIACTABISAIOTCS MpPH TOCYAapCTBECHHOH perucTpaiuu
UMMYHOOHMOJIOTHIECKHIX JICKAPCTBEHHBIX MPEIapaToB JUIsi BETCPUHAPHOTO MPUMEHEHHUS ),
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

J) CPOK F'OJIHOCTH, YCIIOBUSI XPAaHEHMUS;

5) or4er o pe3ynpTarax JAOKIMHHYECKOTO WCCIEJOBAHHUSA JIEKAPCTBEHHOTO CPEACTBA JUIS
BCTCPUHAPHOI'O NPHUMCHCHUA, BKJ'IIOLIaIOH_II/If/'I OIMMCAHUC MCTOAOB ONPCACICHUA OCTATOYHBIX KOJIMYCCTB
JEWCTBYIOILIETO BelIecTBA (IEHCTBYIONIMX BEIIECTB), IOCTHTAIOMIETO (IOCTUTAIOUIMX) CHUCTEMHOTO
KpOBOTOKA, B HNPOAYKHOHUH KHBOTHOI'O HNPOUCXOXKIACHUA ITIOCJIC IMPUMCHCHHUA TAKOI'0 JICKAPCTBCHHOI'O
CPEICTBa, a TAK)Ke TOKYMEHTAJILHOE IOITBEP)KICHNE (BAIMIAIMS) YKa3aHHBIX METO/IOB;

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

6) OTUCT O PpE3yJbTaTaX KIMHHUYCCKOIO HUCCICAOBAHUA JICKAPCTBCHHOTO IIpcIiapara IJIsd
BCTCPUHAPHOI'O MPUMCHCHHA Y KAXKAOTO BUAA )KUBOTHBIX, YKA3aHHBIX B MHCTPYKIUU 11O BETCPUHAPHOMY
MIPUMCHCHUIO,

7) IPOEKT MHCTPYKIIUHU TI0 BETEPUHAPHOMY IPUMEHEHHUIO JICKAPCTBEHHOTO TIpernapara, CoaepxKaieit
CJIEIYIOILLUE CBEJICHUS:

a) HaMEHOBaHUE JIEKapCTBEHHOTO Ipernapara Jijisi BETEpUHAPHOTO NMPUMEHEHHS (MEXIYHApOIHOE
HEeMaTeHTOBAaHHOE, MJIM TPYNIHUPOBOYHOE, MIIM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMUS);

0) nexapcTBeHHas ¢opma ¢ yKazaHUEM HAaUMEHOBAHUM U KOJMYECTBEHHOT'O COCTaBa JACHCTBYIOIIUX
BEIIECTB U KAU€CTBEHHOT'O COCTaBa BCIIOMOTATEIbHBIX BEIIECTB;

B) OIMMCAHUEC BHCIIHETO B A JICKAPCTBCHHOI'O IIpCriapaTta Ajid BETCPUHAPHOTO IPUMCHCHU,

r) dapMakoTepaneBTHUECKas TPYINa JeKapCTBEHHOTO Mpernapara /i BETepUHAPHOTO MPUMEHEHUS
WY yKa3aHHe "TOMEOoNaTUYeCKU JIEKapCTBEHHBIN nmpenapar”;

n)  (QapmakonuHamMMKa M (apMakOKMHETHKa (32  MCKIIOYeHHEM  (apMaKOKHHETHKH
TOMEOIIATHYECKUX JICKAPCTBEHHBIX NpPENapaToB W PACTHUTEIBHBIX JIEKAPCTBEHHBIX IPENapaToB) WU
OIMCaHNe UMMYHOOHOJIOTMYECKUX CBOMCTB JIEKAPCTBEHHOI'O IIpernapara;

e) IMMOKa3aHuAd I MPUMCHCHUSA

)K) MPOTUBOIOKA3aHUS JJII TPUMCHCHU A,
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3) MepbI IPEJOCTOPOKHOCTH IPU IPUMEHEHUU;

I/I) YKa3aHHUEC BO3MOXHOCTHU U 0COOEHHOCTEH IIPUMCHCHUA Y 6epeMeHHI)IX JKUBOTHBIX, Y )KUBOTHBIX B
Nepruona JIaKTallku, y HIOTOMCTBA JKUBOTHBIX;

K) PECKUM OO3UPOBAHUA, croco0 BBCACHHA W IIPUMCHCHU:A, IIpU HCO6XOI[I/IMOCTI/I BpEMsA IIpuEMa
JICKApCTBCHHOT'O IIperiapaTa JJI1 BETCPUHAPHOI'0 NPUMCHCHUA, MIPOAOJDKUTCIIBHOCTD JICUCHU A,

J) BO3MOXHbBIE MOOOYHbIE JIEUCTBUSA, HEXKeENATEIbHbIE PEaKIMK NPH MPUMEHEHUH JIEKApPCTBEHHOTO
npenapara Jijisi BEeTepuHApHOTO MPUMEHEHHUS;

M) CUMITOMBI IIEPEI03UPOBKHU, MEPHI IO OKA3aHUIO TOMOILHU IPH MEPEeI03UPOBKE;
H) B3aUMOJIEHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU IperapaTaMy U (WJIn) KopMaMu;
0) ¢opMBl BBIITyCKA JIEKApCTBEHHOTO Npenapara Ajsl BETEpUHAPHOI0 IPUMEHEHUS;

n) ykasanue (Mpu HEOOXOIUMOCTH) OCOOCHHOCTEW NEHCTBHSI JIGKAPCTBEHHOTO Mperapara s
BETEPUHAPHOTO IPUMEHEHUS [IPU IEPBOM IIPHEME HJIU IIPH €0 OTMEHE;

p) onmcanue (TpU HEOOXOJAMMOCTH) JCUCTBHI CICIHAIUCTA B 00JaCTH BETCPUHAPHH, BiaJeiblla
KUBOTHOTO MpPH MPOMYyCKe MpHeMa OJHOW WM HECKOJBbKHX J103 JIEKAPCTBEHHOIO Ipernapara Jyis
BETEPUHAPHOTO IPUMEHEHUS;

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

C) CPOK TOAHOCTHM H YKa3zaHHUC Ha 3anpeT MNPHUMCHCHUSA JICKAPCTBCHHOTO IIplrapara IJId
BCTCPUHAPHOI'O MPUMCEHCHUSA 110 UCTCUCHUHN CPOKa I'OJHOCTH;

T) YCJIOBUS XpPaHEHUS;

y') YKa3aHue Ha HCO6XOI[I/IMOCTB XpaHCHUA JICKApCTBCHHOI'O IIpClapara Uil BETCPUHAPHOI'O
INPUMCEHCHUSA B MECTaX, HCAOCTYITHBIX IJIA I[eTeﬁ;

(1)) YKa3aHUue (HpI/I HCO6XO,[[I/IMOCTI/I) CIICHUAJIBHBIX MCP MNPEAOCTOPOKHOCTH IIPH YHUUTOXKCHUU
HCHUCIIOJIb30BAHHBIX JICKAPCTBCHHBIX ITPEIIApaTOB AJId BETCPUHAPHOTIO IPUMCHCHHA

X) CPOKH BO3MOKXHOI'O HCIIOJIB30BAHUA NPOAYKIUH KUBOTHOTO IMPOHUCXOKACHUSA ITOCIIC BBCIACHHUA
KHUBOTHOMY JICKAPCTBCHHOTO IIpEriapara JJIs1 BETCPUHAPHOT'O IPUMCHCHUS

11) YCJIOBUS OTITYCKa;

‘-I) HaMMCHOBaHUA MW aJpeca MNMPOU3BOACTBCHHLIX IIJIOIMAA0OK IIPOU3BOJUTEIA JICKAPCTBEHHOT'O
npemnapara JJjid BETCPUHAPHOI'0 MIPUMCHCHUS

HI) HAaMMCHOBAHUC, aapcC OpraHu3anunu, YHOHHOMO‘IGHHOI)’I ACPKATCIIEM WM BJIaACIbLEM
PEruCTpalliOHHOTO  YAOCTOBCPCHUSA JICKAPCTBCHHOI'O IIpCllapaTa HaA HNPUHATUC HpeTCH3I/II71 oT

MOTpeOUTENs;

8) MPOEKTHl MAKETOB IIEPBUYHON YIIAKOBKU M BTOPUYHOM YIIAKOBKH JIEKAPCTBEHHOIO IIpenapara ajs
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BETEPUHAPHOTO MPUMEHEHHUS;
9) cnenyromue CBeICHHs O JISKAPCTBEHHOM TIpernapare il BETePUHAPHOTO IPUMEHCHUS:
a) OIMMCaHKE U COCTaB JICKAPCTBEHHOTO TIperapara Juisi BETePUHAPHOTO MPUMEHEHHUS;
0) onucanue (papMareBTHIECKOMN pa3pabOTKH;

B) OIMCaHKE IIpOIiecca MPOU3BOJICTBA U €ro KOHTPOJIS, IIOAIUCAHHOE B MOPSIIKE, YCTAHOBICHHOM B
COOTBETCTBHH C YacThIO | HACTOSAIIEH CTaThy;
(B pen. @exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

I') ONUCAaHWE KOHTPOJS KPUTHUECKUX CTaJWii IMPOU3BOACTBA M IMPOMEKYTOYHOU IPOIYKIIUH,
MTOJINMMCAHHOE B MOPSIJIKE, YCTAHOBJICHHOM B COOTBETCTBHH C YaCcThIO | HACTOSAIICH CTAThU;
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

J) HaMMEHOBaHUS MW ajapeca pa3paboTymKka, JAepiKaTeNss WIM BIAAENbIa PEruCTPAMOHHOTO
yIIOCTOBEPEHHsI  JICKAPCTBEHHOTO  Mperapara, MPOW3BOJICTBEHHBIX  IUIOMIAJOK  IPOHU3BOJUTEIS
JIEKapCTBCHHOT'O TIperapara i BETCPUHAPHOTO MPUMEHEHHUS C YKa3aHHEM CTaJIUi TEXHOJIOTHYECKOTO
mporecca, OCYIIECTBIISIEMBIX Ha IPOU3BOJCTBEHHBIX IUIOMAJKAX MPOU3BOAUTEINS JICKAPCTBEHHOTO
mpernapara Jiyisi BETepUHAPHOTO IPUMEHCHUS;

(B pen. @enepanbHbix 3aKk0HOB OT 13.07.2015 N 241-D3, ot 02.08.2019 N 297-D3)

e) ¢apmareBTUIeCKasi COBMECTUMOCTb;

) MUKPOOHOJIOTHYECKHE XapaKTEePUCTHUKH;

3) MaTepuaIbHbIN OaaHC JJI MPOU3BOJICTBA CEPUU TOTOBOTO MPOJIYKTA;

1) OMMCAaHUE XapaKTEPUCTHK U CBOWCTB YIAaKOBOYHBIX MAaTepHANIOB U YKYIIOPOUYHBIX CPEJCTB;
K) JOKYMEHTaJIbHOE MOATBEPKACHNE (BalMIalusl) MPOLIECCOB U (UJIN) UX OLIEHKA;

7) TpeOoBaHMsI K KayeCTBY BCIIOMOTAaTENbHBIX BeEIIeCTB (cepTHU(UKAT, crenudukanus Ha
BCIIOMOTaTeNIbHBIE BEIIECTBA U UX 00OCHOBAHHE);

M) AHAIIUTUYCCKUC MCTOAUKHU, HUCIOJIB3YyECMbIC TIpH OCYHICCTBJICHHUN KOHTPOJIA Ka4YCCTBa
BCIIOMOT'aTCIBbHBIX BCIICCTB,

H) JAOKYMCHTAJIbHOC TTOATBCPIKICHUC (BaJ'II/I,Z[aI_II/ISI) AHAIIUTUYCCKUX MCTOAUK, UCIOJB3YCMBIX IIPU
OCYIICCTBIICHHNU KOHTPOJIA Ka4€CTBAa BCIIOMOT'aTCIIbHBIX BEIICCTB,

0) I/IH(I)OpMaI_[I/I}I 00 HCIIOJB30BAHMM BCIIOMOTATEIbHBIX BCIICCTB YCJIIOBCUYCCKOT'O MW XHWBOTHOI'O
IMIPOUCXOKIACHUSA,

1) yrpatuia cuiy. - @enepanpHbiii 3akoH o1 02.08.2019 N 297-03;

p) TpebOoBaHWS K KauyeCTBY JIEKAPCTBEHHOTO IIperapara i BETEPUHAPHOTO IPHMEHEHHUS
(ceprudukar, cienuduKays Ha JIEKapCTBEHHBIN Mpenapar u uX 000CHOBAHUE);
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C) AHAIIMTUYCCKUC MCTOAWKH, HCIIOJB3YCMBIC TIpH OCYIICCTBJICHUHW KOHTPOJA KAa4YCCTBaA
JICKApCTBCHHOT'O ITpCriapara AJIs1 BETCPUHAPHOI'O IPUMCHCHU A

T) JOKYMEHTQJIbHOE MOJTBEP)KACHHUE (BaJIUJALIMS) aHATUTUYECKUX METOAMK, UCIOJIb3YEMbBIX IPHU
OCYIIIECTBICHUN KOHTPOJISI KAYECTBA JIEKAPCTBEHHOTO Mpemnapara JJjisi BETEPUHAPHOTO IPUMEHEHHS;

y) JAOKYMEHT, MOATBEPXKAAIOIIMNA KadecTBO JIEKAPCTBEHHOrO IIpernapara TPEX HPOMBIIIIEHHBIX
cepuil (MPOTOKOJ aHaNu3a WK cepTU(UKAT aHAIN3A), OJTHA CEpUs KOTOPOTO JO0JKHA COBMAIaTh C cepuei
o0pasia JIeKapCTBEHHOT 0 Mpernapara, MoJJaHHOT0 Ha PErUCTPAINIO;

() XapaKTepHUCTHKA TPUMECEH;

X) MepeueHb CTaHIAPTHBIX 00pa3loB, MCIHOJIb3YEMBIX IPU OCYILECTBICHUH KOHTPOJII KauecTBa
JIEKApCTBEHHOTIO IIperapara JJis1 BETEpUHAPHOTO IPUMEHEHUS;

11) JaHHBIE O CTA0MIIBHOCTH JIEKAPCTBEHHOI'O IIpenapara Jyisi BETEpUHAPHOTO IPUMEHEHUS;

10) xomus IOKYMEHTa, COJAEp)Kalero HHQPOpPMAIMI0 O HAIMYUU HIU 00 OTCYTCTBUU (HAKTOB
perucTpaumu JEKapCTBEHHOrO IMpenapara Jyisi BETEPUHAPHOIO MPUMEHEHUA 3a npeaenamu Poccuiickoin
®enepanuu;

11) cormacue B MUCHMEHHOH (hopMme, MPeTyCMOTPEHHOE YacThiO 7 HACTOSAMICH CTAaThU, B CIIydae
perucTpanyy BOCIpOU3BEICHHOIO JIEKAPCTBEHHOI'O IpenapaTa;
(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) xomMs JOKyMEHTa Ha pPYCCKOM S3bIKE, 3aBEPEHHOTO B YCTAHOBJIIEHHOM TMOpPAJIKE U
MOATBEPK/IAOIIEr0 IPABOMOYHOCTh 3asBJICHHUS O TOCYJAapCTBEHHOM PpErHCTpalyu JIEKapCTBEHHOTO
npernapara Juisi BETepUHApHOTO MPUMEHEHHs (J0BEPEHHOCTh);

13) cBemeHuss O TOCYIApCTBEHHOW PETUCTPALlUM TE€HHO-WHXEHEPHO-MOAU(PUIIMPOBAHHBIX
OpPraHM3MOB, TMpEIHAa3HAYCHHBIX [UIsI BBITYCKA B OKPYXKAOIIYI0 cpeny (Ipu TOCyIapCTBEHHOU
perucTpany JIEKAPCTBEHHBIX TMpErnapaToB Ui BETEPUHAPHOTO TMPUMEHEHHUS, TOJIYYCHHBIX C
MPUMEHEHHEM T€HHO-MH)KEHEePHO-MOIU(UIIMPOBAHHBIX  OPraHM3MOB WM  COAEpXKAIIUX  TaKHe
OpPTraHU3MBI).

(m. 13 BBenen denepansubiM 3aKkoHOM 0T 02.08.2019 N 297-03)

4. Ilpm mnpoBeAeHUM YCKOPEHHOW MNPOLEAYpPhl JKCIEPTU3bl JIEKAPCTBEHHOrO IIpernapara s
BETEpUHAPHOTO MPUMEHEHHUS B LIEJSIX €ro TOCYAapCTBEHHOM perucTpaluu BMECTO OoT4YeTa pa3paboTyuka
O pesyilpTaTax [JOKJIMHHYECKOTO MCCIENOBAHMS JIEKAPCTBEHHOIO CPEICTBA JJII BETEPHHAPHOTO
NPUMEHEHHsT MOXKET OBITh IpEACTaBIe€H 0030p HAay4HBIX pabOT O pe3ysibTaTax JIOKIMHUYECKOTO
uccienoBaHusl peepeHTHOrO JIEKAPCTBEHHOTO IpenapaTa JUisi BETEpUHAPHOTO MPUMEHEHHs, a BMECTO
OoTYeTa O pe3yJbTaTax KIMHUYECKOIO MCCIENOBaHUs JICKAPCTBEHHOIO IIpernapara Uil BETEPUHAPHOIO
MPUMEHEHHUsSI OT4YeT O pe3ylbTaTaXx HCCIeAOBaHU OHWOAKBHUBAJIEHTHOCTH BOCHPOU3BEIEHHOTO
JIEKApCTBEHHOTIO IIpernapara JJis BETEpUHAPHOI0 IIPUMEHEHUS.

(uactsb 4 B pen. enepanbroro 3akoHa ot 02.08.2019 N 297-D3)

5.Ha OKCIICPTU3Y PA3TINYHBIX JICKAPCTBCHHBIX (I)OpM OIHOTO M TOI'O K€ JICKAPCTBCHHOI'O IIpCIlapaTa
AJI1 BETCPUHAPHOI'O MPUMCHCHHA 3asdBUTCIIb MPEACTABIIACT OTACIBHBIC 3aABJICHUSA WU PETUCTPALIMOHHBIC
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J0ChE Ha KaXIYI0 JIeKapcTBEHHYIO (hopmy. [IpH yciioBuM 0JHOBPEMEHHOM MMOIa4M HA SKCIEPTU3Y OTHOU
JIEKapCTBEHHOM (POPMBI C pa3IMYHBIMU JO3UPOBKOM, KOHIIEHTpAIHEe, 00beMOM 3asBUTEIb MPEICTABIACT
OJTHO 3asIBJICHHE M PETUCTPAIIIOHHOE JI0ChE C MPUIIOKEHUEM MAKETOB MEPBUYHON YIAKOBKH M BTOPUYHOM
ynakoBkH. Ha MakeTax mepBUYHON YIIaKOBKH M BTOPHYHOH yIMaKOBKH yKa3bIBAIOTCSI BCE MPOM3BOANMBIC
J03UPOBKH, KOHIEHTpAaWU, 00BEMbl M KOJMYECTBO /103 B YIAKOBKE JICKAPCTBEHHOTO Ipenapara s
BETEPHHAPHOTO IIPUMEHECHUSI.

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

Koncynprantlntoc: mpumedyanue.
C 01.01.2021 4. 6 ct. 17 uznaraercs B HoBoM penakuuu (O3 ot 27.12.2019 N 478-D3).

6. 3asgBuUTENb BIpaBE INPEACTABUTb 10 COOCTBEHHOM HMHULMATHBE BMECTE€ C 3asBICHUEM O
rOCyJapCTBEHHOM pPErucTpallM¥ JIEKAPCTBEHHOIO IIpenapara Juisli BETEPUHAPHOIO IIPUMEHEHUS
JOKYMEHTBI, NTOATBEPKAAIOIINE YIUIATy IOCYJapCTBEHHOM IMOLJIMHBI U YKa3aHHBIE B IIYHKTE 7 4acTu 2
HacTosIel cTatbu. B ciyyae X HeNmpeaCcTaBIeHUS COOTBETCTBYIONIMNA YIOJTHOMOUYEHHBIH (enepanbHbIi
OpraH MCIIOJIHUTEIbHON BJIACTH HpoBepseT (akT ymaThl 3asBUTEIEM T'OCYJAapCTBEHHOM IOIIIHMHbI
MOCPEJICTBOM HCIIOJIb30BaHU WH(pOpMAMKA 00 yIUIaTe TOCYJapCTBEHHOM MOIUIMHBI, COAEp)KalIeics B
I'ocynapcTBeHHOM MH(OPMAIIMOHHONW CHUCTEME O TOCYAAPCTBEHHBIX M MYHUIMNAJIBHBIX IJIaTeXax, Ha
OCHOBAaHMHM  IIPEACTABICHHBIX  3asABUTEIIEM  KONUM  JOKYMEHTOB, IOATBEPKAAOIIMX  YIUIATY
roCy1apCTBEHHON MOLIMHBI.

7. He pomyckaeTcsi HCIOJIb30BaHME B KOMMEpPYECKMX LeNsIX HMHpOpMalMM O pe3yiabTaTax
JOKJIIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKHUX UCCIIEI0BAaHUM JEKapCTBEHHBIX
MpENnapaToB JJisi BETEPUHAPHOTO MPUMEHEHUS, MPEACTABICHHOW 3asBUTEIEM I TOCYAapCTBEHHOM
perucTpanuy JeKapCTBEHHBIX IIpernaparoB, 0e3 ero corjacus B TeUeHHE LIECTH JIET C JIaThl
roCyJIapCTBEHHOM perucTpanuu peepeHTHOro JeKapcTBEHHOTo npenapara B Poccuiickoit deneparuu.

8. JlepxaTenp MM BIaAENel] PETUCTPALlMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Mpenapara Juis
BETEPUHAPHOTO MPUMEHEHUS MPEJCTaBISIET B YIOJIHOMOYEHHBIN (pesiepaibHblii OpraH UCHOJHUTEIbHOU
BJIACTH OTYET MO pe3yibTaTaM (apMakOHaI30pa OAMH Pa3 B IIECTh MECALEB B TEYEHUE JBYX JIET MOCIE
rOCyJIapCTBEHHOW PETUCTPALNU JIEKApCTBEHHOT 0 Tpernapara B Poccuiickoit denepannu, 3aTe€M €KEeroaHo
B TEYEHHE MOCIEAYIOLUX TPEX JIET U B AAJBHEHNIIIEM OJIMH Pa3 B TPHU Tofa.

(uactb 8 BBeneHa denepanbHbiM 3aKkoHOM 0T 02.08.2019 N 297-03)

Cratba 18. Nopaya u paccMmoTpeHue 3asiBfIeHUA O rocyfAapCcTBEHHOW perucTpauum
nekapcTBeHHOro npenaparta aAns MeaAuLMHCKOro npumMeHeHus
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

. Jng rocynapCTBEHHOM pETHCTpaldy JIEKAPCTBEHHOrO Ipernapara Uil MEIUIUHCKOTO
IPUMEHEHHs IOPUMUYECKOe JIMI0, JEHCTBYIOIEe B COOCTBEHHBIX WHTEpPECaxX WM YHNOJHOMOUYEHHOE
MIPEACTABIIATE MHTEPECH! JPYroro IOPUAMYECKOTO JIMIA W 3asBILSIIOLIEE JICKAPCTBEHHBIM Ipenapar Ha
rOCy/lapCTBEHHYIO pETHCTpalMio (Jajgee B HACTOSIIEH CTaTbe - 3asBUTENb), NPEICTaBISIET B
YIOJHOMOYEHHBIN (eiepalibHbIil OpraH HCIOJIHUTEILHON BIACTH, OCYILECTBISIONINI roCyAapCTBEHHYIO
PETUCTpaIHIO JIEKAPCTBEHHBIX MPENapaToB A MEIUIIMHCKOIO IPUMEHEHNs, B SJIEKTPOHHOH opMe U Ha
OyMa)XHOM HOCHTEJE 3asBICHHE O TOCYAAPCTBEHHOM PpErucTpaluM JIEKAPCTBEHHOro Ipernapara Jyis
MEIULUHCKOTO TPUMEHEHHUs, a TaKKe B TOPSJIKE, YCTAHOBJIEHHOM YIIOJHOMOYEHHBIM (elepaabHbIM
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OpPraHOM HCITOJIHUTEIPHON BIIACTH, B JJICKTPOHHOW (QopMmMe M Ha OyMa)kKHOM HOCHTENE HEO0OXOIUMbIC
JOKYMEHTBI, U3 KOTOpBIX (hopMHpyeTcs perucTpalyioHHOE JO0Che Ha JICKapCTBEHHBIN Mpemapar aiis
MEJIULUHCKOTO IPUMEHEHUSI.

(dactb 1 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3asBJIeHHH O TOCYAapCTBEHHOW PErMCTPalUU JIEKAPCTBEHHOIO IMpernapara sk MEIUIUMHCKOTO
IIPUMEHEHUS] YKa3bIBAKOTCS:

1) HamMeHOBaHME, aJpec 3asBUTEISI M TNPOU3BOJUTENS JIEKAPCTBEHHOTO Iperapara JJis
MEIUIMHCKOTO MPUMEHEHUs, CBEACHUS 00 MX PETHCTPAllM B KA4eCTBE HAJIOTOILIATEINBIINKA B CTpaHE
peructpanyu (s pOCCUHCKUX IOPUANYECKHUX JIUI] - UACHTU(UKAMOHHBIA HOMEpP HAJIOTOIUIATEbININKA
(MHH), nnst “HOCTpaHHBIX IOPUIMYECKHX JIUI] - CTpaHa PETUCTPALUK, HAMMEHOBAaHHE PETHCTPUPYIOLIETO
OpraHa, perucTpallMOHHBIM HOMEp, KOJ HAJOroIUIaTebIIMKa B CTPaHE perucTpanuu (MHKOPIOpal|H)
WIN €ro aHajor) M aJIpec MEecTa OCYIIECTBICHHUS MPOM3BOJCTBA JIGKAPCTBEHHOTO IperapaTa (B ciydae
HAIMYHAS HECKOJBKUX YYaCTHHKOB TIpOIlecCa €ro IMPOM3BOJACTBA HEOOXOMUMO YyKa3aTh KaxJIOro
y4acTHHKA B COOTBETCTBUH C OCYIIECTBIISIEMOH CTa el IPOU3BOJICTBA);

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

2) HAaMMCHOBAHHUC JICKAPCTBCHHOI'O IIpfIiapaTta I MCAULIHWHCKOI'O IIPUMCHCHHA (MC)K,HYHB.I)OI[HOG
HCIMIAaTCHTOBAHHOC, WJIK I'PYHITMPOBOYHOC, NI XUMHUYCCKOC U TOPTOBOC HaI/IMeHOBaHI/Iﬂ);

3) MEPCUCHb ﬂeﬁCTBYIOLHHX H BCIIOMOI'aTCJIbHBIX BCIICCTB, BXOIAIIMUX B COCTAB JICKAPCTBCHHOI'O
npemnapara ajid MCIUIUHCKOTI 0 IPUMCHCHH, C YKa3aHUEM KOJIMYCCTBA KAXKI0I'0 U3 HUX,

4) JICKApCTBCHHAA (I)OpMa, AO3UPOBKa, CITOCOOBI BBCACHHUA U IMPUMCHCHHS, CPOK TOAHOCTHU
JICKApCTBCHHOTO Iperiapara JJisi MCAUITUHCKOI'O MPUMCHCHUS

5) bhapmakoTepaneBTHUECKas TPYIINa, KOJ aHATOMO-TE€PaNeBTHUECKO-XUMUUYECKOM KiIacCu(PHUKaIUH,
PEKOMEHJIOBaHHOW BcemupHOl opraHu3anuend 3ApaBOOXpPAHECHUS, 3adBISIEMble ITOKa3aHUSA  JIs
IIPUMEHEHUSI JIEKAPCTBEHHOTO Tperapara s MEAUIUHCKOTO IPUMEHEHNUS;

6) OTCYTCTBME€ HEOOXOJUMOCTH TPEIOCTaBICHUS OT4YeTa O pe3yibTaTaXx KIMHUYECKOTO
WCCIIEIOBaHMS, HCCIEA0BaHUS OMOIKBUBAJICHTHOCTH JIEKAPCTBEHHOIO Mpernapara, pa3perieHHOro IS
MeIUIIMHCKOTO TpuMeHeHus B Poccuiickoit deneparuu 6omee ABAAIATH JIET, C YKa3aHUEM HOPMAaTUBHBIX
MPaBOBBIX AKTOB, MOJATBEPKAAIOIINX TAHHBIN CPOK IPUMEHEHHUS;

7) HeoOxomuMocTh odopmieHHsT paspenieHus Ha BBo3 B Poccuiickyro ®Denepamnuio KOHKPETHOM
MapTUM  3apPETUCTPUPOBAHHBIX ¥ (WJIM)  HE3apPETUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  CPEACTB,
Npe€aAHa3HAUCHHBIX JIA MPOBCACHHA OSKCICPTHU3BI JICKAPCTBCHHBLIX CPCACTB B LCIIAX FOCY}IapCTBeHHOﬁ
perucTpanvy;

8) HeoOXOIMMOCTh TPOBEACHMSI SKCIEPTHU3bl JOKYMEHTOB, MPEACTABIECHHBIX IJIS OMNpEesIeHUs
BO3MOXXHOCTH paccMaTpuUBaTh JIEKAPCTBEHHBIN Mpenapar i MEAMIMHCKOrO IPUMEHEHUs IIpH
OCYILECTBICHUH IOCYJapCTBEHHON PErUCTpaliy B KadyecTBE Op(PaHHOrO JIEKapCTBEHHOT'O Npenapara;

9) HeoOXOIMMOCTh MPUMEHEHHUSI YCKOPEHHOH MpOLeayphl KCIEPTU3HI JEKAPCTBEHHBIX CPECTB B
LETISIX TOCY/TapCTBEHHON PETUCTpaIliy JIEKapCTBEHHOTO Mpenapara;
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10) xonuu JOKYMEHTOB, MOATBEPKAAIOINX YIUIATy TOCYAapCTBEHHOM MOIINHBL:

a) 3a MPOBEJIEHUE SKCIEPTU3bl JTOKYMEHTOB, MPEACTABICHHBIX AJIS ONpEIesieHUsT BO3MOKHOCTH
paccMaTpuBaTh JICKAPCTBEHHBIN Mpernapar Uil MEIUWLIMUHCKOTO TPUMEHEHHsS] TPU OCYILECTBICHUU
rocy/1apCTBEHHON PETUCTpallMi B KadyecTBe OpPaHHOIO JEKApCTBEHHOTO Mpenapara;

0) 3a IpoBeJIEHUE 3KCIEPTU3bl KAUEeCTBA JIEKAPCTBEHHOI'O CPEACTBA U IKCIEPTU3bl OTHOLUEHUS
OKUJAEMOH IOJIB3BI K BO3MOKHOMY PUCKY ITPUMEHEHHMS JICKAPCTBEHHOTO Ipenapara, pa3peeHHoro A
MEIUIMHCKOro npuMeHeHus B Pocculickoit ®enepanuu Oojee ABaALATH JIET, IPU OCYLIECTBICHUU
roCyIapCTBEHHOW PETMCTPALiH JIEKapCTBEHHOTO IIpenapara;

B) 32 NPOBEICHME HSKCIEPTH3bl KauecTBA JIEKAPCTBEHHOI'O CPEACTBA M AKCIEPTHU3bl OTHOIICHUS
OKUJAEMOH IOJIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHHUS JIEKAPCTBEHHOTO IIperapara AJil MEAULUHCKOTO
IIPUMEHEHHSI IIPU €r0 FOCYAApPCTBEHHOM PEruCTpaluy;

I') 32 IPOBEIEHUE SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOTO CPEJCTBA M SKCIEPTU3bl OTHOIIECHUS
0’KMJIa€MOH IO0JIb3bI K BO3MOKHOMY PHUCKY IIPUMEHEHUS JIEKaPCTBEHHOTO IIpernapara Uil MEIULMHCKOTO
IIPUMEHEHHs], B OTHOLIEHUHU KOTOPOIO IPOBEIEHBI MEKIYHAPOIHBbIE MHOTIOLIEHTPOBBIE KIMHUYECKHE
HCCIEAOBAHMUA, YacTh M3 KOTOpBIX MpoBeneHa B Pocculickoi @enepanuu, IpU OCYLIECTBICHUH
roCylapCTBEHHON PETUCTPaLiH JIEKapCTBEHHOTO Ipenapara;

11) Hanmuume coryacus TPOU3BOAMUTEINS JICKAPCTBEHHOTO IMperapara, MPOU3BOJCTBO KOTOPOTO
ocymiecTBisieTcss 3a mnpenenamu Poccuiickoit  ®exepanuu, Ha [POBEICHHE WHCIEKTUPOBAHUS
MIPOM3BOJIUTEIIS HA COOTBETCTBHE TPEOOBAHUSAM IPAaBUJI Ha/IJIEKAIEH MPOU3BOICTBEHHOMN NPAKTUKH;

12) Hanuyue coryiacusi, peIyCMOTPEHHOr0 YacTbio 18 HacTosIel cTaTh;

13) yka3zaHue BuJa JIEKapCTBEHHOTO Iperapara, MpeAcTaBIeHHOro Ha perucTpanuio (pedepeHTHbIN
JIEKapCTBEHHbIN  mpemapaT, BOCHPOM3BEACHHBIM  JIEKapCTBEHHBIM  mpemapar, OHWOJIOTHYECKUi
JIEKapCTBEHHBbIN IpernapaT, OHoaHaJOToBbIM (OMOMOJOOHBIN) JeKapCTBEHHBIN mpenapar (OunoaHasor),
roMeoInaTHYECKU JIeKapCTBEHHBIH Mpenapar, JIeKapcTBEHHBIH paCTUTENbHBIN Mpernapar).

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

3. PerucrtpanuoHHoe 10Ch€ Ha JIEKApCTBEHHBIM NpenapaT A MEIUIMHCKOrO MpPUMEHEHHUs
MpeaocTaBiseTcs B GopMe 00IIET0 TEXHUUECKOTO IOKYMEHTA.
(uactp 3 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

4. Paznien MOKyMEHTalMK aIMUHUCTPATUBHOTO XapakTepa BKIIOYAET B ce0s:

1) 3asBieHHE O roCylapCTBEHHOW pErucTpalyy JIEKAPCTBEHHOIO Ipernapara JUisi MEAUIMHCKOIO
MIPUMEHEHHUS B AJIEKTPOHHOU (hopme 1 Ha OyMa’kHOM HOCHUTEIIE;

2) KOIMMKO JOKYMCHTA Ha PYCCKOM A3bBIKC, 3aBCPCHHOIO B YCTAHOBJICHHOM IIOpSAAKEC U
MOATBCPKAAIOMICTO IMPAaBOMOYHOCTD 3aABUTCIIA IIOJABATH 3adBJICHHUC O FOCYJIapCTBeHHOI\/’I peructpanmuun
JICKApCTBCHHOTO ITperiapaTa i1 MCAUITUHCKOTI'O IPUMCHCHUSA (,Z[OBCpCHHOCTB);

KoncynsrantlIntoc: npumeyanue.
C01.01.2021 B 1. 3 4. 4 c1. 18 BHOCsTCS M3MeHeHust (D3 ot 27.12.2019 N 478-D3).
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3) KOmWIO JUIEH3MM Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB WJIM KOIHUIO 3aKIIOUYEHHS O
COOTBETCTBUM  IPOU3BOAMUTENS JICKAPCTBEHHBIX CPEACTB TPeOOBaHHMSAM MpPaBHJ  Hajulexalen
MIPOU3BOJICTBEHHOW TMPAKTUKH, BBIJAHHBIX YIIOJTHOMOYEHHBIM (eJepalbHbIM OPraHOM HCIIOTHUTEIBHOM
BJIACTU B OTHOILLUEHUU IPOU3BOACTBEHHOH IUIOMIAJIKKM PETUCTPUPYEMOTO JICKAPCTBEHHOTO Ipernapara, B
cly4ae, €clid POU3BOJCTBO JEKapCTBEHHOr0 IIpenapara ocyuecTtsisiercs B Poccuiickoit denepanuu;

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

Koncynsrantlntoc: npumedanue.
C 01.01.2021 B m. 4 4. 4 cr. 18 BHOCsATCS m3MeHenust (D3 ot 27.12.2019 N 478-D3).

4) XOmWIO BBIIAHHOW YIOJHOMOYEHHBIM OPTraHOM CTpPaHbl TPOM3BOIUTENS JIUICH3WH Ha
MIPOU3BOJICTBO JICKAPCTBCHHOTO IMIpermapara M €€ TIepeBOJl Ha PYCCKUHM S3bIK, 3aBEpPECHHBIC B
YCTaHOBJICHHOM MOPSAKE, a TAK)KE KOIMHUIO 3aKIFOYEHUSI O COOTBETCTBUH IPOU3BOIUTENS JIEKAPCTBEHHBIX
cpeacTB  TpeOOBaHMSM  MpPaBWJI  HAJICKAINEH  NPOW3BOJICTBCHHOM  MPAKTHUKH,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (pe/IepaIbHbBIM OPTaHOM HCIIOJIHUTENIFHOW BJIACTH B OTHOIIEHHH IPOU3BOICTBEHHOU
IUTOIIAJIKA PETUCTPUPYEMOTO JIGKAPCTBEHHOTO TIpenapara, WM KOIHIO PEHICHUsS YHOJIHOMOYEHHOTO
(benepanbHOrO OpraHa HCIOJHUTENBFHONW BIACTH O TPOBEACHUM HHCIEKTHPOBAHUS TPOU3BOIUTEIIS
JICKApPCTBEHHBIX CPEJICTB, B CIydae, €CIIM MPOU3BOJICTBO JIGKAPCTBEHHOTO Tpernapara OCyIIECTBISETCS 3a
npeaenamu Poccniickoit denepanuu;

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

5) NpPOEKT MHCTPYKIMH 0 METUILIMHCKOMY IIPUMEHEHUIO JIEKApCTBEHHOT0 IIperapara, cojaepkariei
CIIEYIOINE CBEIACHUS:

a) HaMMEHOBaHHWE JIEKAPCTBEHHOrO Tmpemapara (MEXJIYyHApOJHOE HEMAaTeHTOBAHHOE, WU
TPYIIIUPOBOYHOE, MIIM XUMUYECKOE U TOPIrOBOE€ HAUMEHOBAHMS);

0) nexapcTBeHHas ¢opma ¢ yKazaHHEM HAaUMEHOBAaHUM U KOJMYECTBEHHOTO COCTaBa JACHCTBYIOIIUX
BEIIECTB U KaUECTBEHHOTO COCTaBa BCIIOMOTATENIbHBIX BEUIECTB (IIPU HEOOXOJIUMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOTaTeNbHBIX BEIIECTB);

B) ONMCAaHUE BHELIHETO BUA JEKapCTBEHHOTO Mpernapara Jjsi MeJUIIMHCKOTO IPUMEHEHUS;
I) pusuKo-XxuMu4ecKre cBOMCTBA (U1 paarodapMaleBTHYECKUX JIEKapCTBEHHBIX IIPENapaToB);

n) (apMakoTepaneBTUYECKasi TPYMMa, KOJ JIEKAPCTBEHHOrO TMpemapara A MEAUIIMHCKOTO
MIPUMEHEHHUS 10 aHATOMO-TEPANEBTUYECKO-XMMUIECKOHN Kiaccu(UKaIuy, peKoMeH10BaHHOU BecemupHoii
OpraHu3aluei 3JpaBoOXpaHeHMs], UM YKa3aHHUE "TOMEONaTUYeCKHi JIeKapCTBEHHBIN mpernapart”;

e) dapmakoguHamMuka W (dapMaKOKMHETHMKAa (32  HCKJIIOYeHWeM  (papMaKOKWHETUKH
TOMEOMATHYECKUX JIEKAPCTBEHHBIX MPENapaToB M PACTUTEIBHBIX JICKAPCTBEHHBIX MPENapaToB);

)K) IMOKa3aHuA )1 IPUMCHCHUA
3) MMPOTHUBOIIOKA3AHUA IJId IPUMCHCHU,;

1) MEpHI MIPEIOCTOPOKHOCTU TP IPUMEHEHNH;
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K) YKa3aHWe BO3MOXXHOCTH U OCOOCHHOCTEW NpPHUMEHEHHUs JIEKApCTBEHHOrO TIperapara s
MEIUIIMHCKOTO TMPUMEHEHUS OepeMEHHBIMU IKCHIIMHAMH, OJKCHIMUHAMH B TEPUOJA TPYIHOIO
BCKapMJIMBaHUs, AE€THbMU, B3POCIIBIMU, UMEIOIIUMH XPOHUUYECKHE 3a00JICBAHMS;

J) PSKUM JO3UPOBAHMS, CIIOCOOBI BBEACHHUS U MPUMEHEHUS, NMPH HEOOXOIUMOCTH BpeMs IpHeMa
JIEKApCTBEHHOT'0 Tpernapara i MEAUIIMHCKOrO0 MPUMEHEHUS, MPOJOLKUTEIBHOCTh JICYCHUS, B TOM
YHUCIIe Y ACTEH 10 ¥ TIO0CIIe OTHOTO T0/1a;

M) BO3MOJHBIC HCKCIIATCIIBHBIC PCAaKIMU IIpHU IMNPHUMCHCHUHU JICKAPCTBCHHOTO Ipfclapara Ijisd
MCIUIHUHCKOI'O IPUMCHCHUA

H) CUMIITOMBI IEPETO3UPOBKH, MEPHI IO OKA3aHUIO TIOMOILLY IPU NEPETO3UPOBKE;
0) B3aUMOJICHCTBUE C JPYTUMU JIEKaPCTBEHHBIMU NpenapaTaMu U (WIn) NUIIEBBIMU IPOAYKTAMU;
1) pOpMBI BIIIYCKA JIEKAPCTBEHHOI'O IIPEnapara;

p) ykazaHue (Mpu HEOOXOAUMOCTH) OCOOCHHOCTEH NEHCTBHUS JIEKApCTBEHHOrO MpemapaTa Jis
MEIUIIMHCKOTO MPUMEHEHUS TIPU IIEPBOM MIPUEME WIIH TPU €r0 OTMEHE;

¢) onucanue (Ipu HEOOXOAUMOCTH) NeicTBH Bpaya ((enpamiepa) U (M) NaueHTa Mpu IponycKe
MprieMa OJTHON WIIM HECKOJIBKHX 103 JIEKAPCTBCHHOTO IIperapara Jyisi METUIIUHCKOTO IPUMEHEHHUS;

T) BO3MOXHOC BJIMAHUC JICKAPCTBCHHOI'O IIpflilapara A MCEAUIUHCKOIO TMPUMCHCHHA Ha
CIIOCOOHOCTH YIIPABJIATH TPAHCIIOPTHBIMU CPECACTBAMH, MCXaHU3MaMM

y') CPOK TOAHOCTU M YKA3daHUC Ha 3alpeT MNPHUMCHCHUA JICKAPCTBECHHOI'O IIpeliapara JId
MCIUIUHCKOI'O IPUMCHCHUS 11O UCTCUCHUH CPOKA 'OJHOCTU,

&) ycnoBus XpaHeHuUs;

X) YKa3zaHuc Ha H€06X0]:[I/IMOCTI) XpaHCHUA JICKAPCTBCHHOI'O IIp€riapara A MCEIUIHHCKOI'O
NMPpUMCHCHUS B MECTAaX, HCAOCTYIIHBIX IJIA ,Z[CTCI\/’I;

1) yKa3aHue (Ipu HEOOXOAMMOCTH) CIELHATbHBIX MEp MPEIOCTOPONKHOCTU HPU YHUUTOXKEHUU
HEHUCII0Ib30BAHHBIX JIEKAPCTBEHHBIX IIPENAPATOB ISl MEAULIMHCKOIO IPUMEHEHUS;

Y) YCIIOBUS OTITYCKa;

1) HAaUMCHOBAHHWS M ajJpeca MPOM3BOJCTBCHHBIX IUIOIMIAJOK MPOU3BOIAMTENS JIEKAPCTBEHHOTO
npernapara;

1) HaMMEHOBaHHWE, aJpec OpraHu3allH, YIOJHOMOUYEHHOM JepXKaTeleM WM BIaJAeIbleM
PETUCTPALIMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO Mpemnapara JUisi MEAUIMHCKOrO MPUMEHEHHs Ha
MPUHATHE MTPETEH3UH OT MOTPEOUTENS;

6) MHCTPYKIUIO 110 MEAUIIMHCKOMY IPUMEHEHHUIO UM KPaTKYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOI'O
Ipenapara, yrBepKICHHbIE B CTpaHe IIPOU3BOAUTEIIS;
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7) IPOEKThl MAKETOB IEPBUYHOMN YIIAKOBKHM U BTOPUYHOW YIIAKOBKH JIEKAPCTBEHHOIO Mpenapara ajs
MEIULMHCKOIO IPUMEHEHMS;

8) MpOEKT HOPMAaTHUBHOW JOKYMEHTALlMM WJIM HOPMAaTHUBHOIO JOKYMEHTa Ha JIEKApCTBEHHBIN
npenapart JJIsl MeIMLMHCKOrO IPUMEHEeHHs JTM00 yKa3aHue COOTBETCTBYIONICH (papmakomneitHON cTaThu;

9) moKyMeHT, conxepKamuii MHPOPMALUIO O HAIMYMM WIH 00 OTCYTCTBUH (PAaKTOB PETHCTPALUU
JIEKapCTBEHHOTO IIpenapara Juisi MeIUIIMHCKOTo IpUMEHeHHs 3a npeaenamu Poccuiickoii deneparum;

10) xommm OKYMEHTOB, 3aBEPCHHBIX B YCTAHOBJICHHOM TOPSAKE M TMOATBEPKIAOMIMX (HaKT
perucTpaluy JIeKapCTBEHHOTO TMpenapara B HMHOCTPAHHBIX TOCyJapcTBaX B KadecTBe OPQaHHOTO
JIEKapCTBEHHOI'O IIperapara;

11) IUIaH  YIPAaBJICHUA pPUCKAMU IS OMOJIOTUYECKHX JICKAPCTBCHHLIX IIPCIIapaToB  AJIA
MCIUIIMHCKOI'O IPUMCHCHUA

12) nokymMeHT o cucteme ¢apMakoHaa30pa JAepiKarels WM BIaJeiblla PEruCTPalMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOT0 Mpenapara;

13) moKyMeHT, MOATBEPKIAOIIUN KadecTBO JICKAPCTBEHHOTO Iperapara TPeX HMPOMBIIIICHHBIX
cepuil (MPOTOKOJ aHAIN3a WM CEPTU(UKAT aHAIHM3A), OJTHA CEPUs KOTOPOTO JOJKHA COBMAIATh C Cepuei
oOpasma JICKapCTBEHHOIO IIpemapara JJii MEIUIIMHCKOrO IPUMEHEHHUs, IIPEICTAaBICHHOIO Ha
roCyJIapCTBEHHYIO PETUCTPAIHUIO.

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

5. Paznen xumumdeckoi, ¢apmManieBTUUECKON M OMOJIOTMYECKOM TOKYMEHTAlluu BKJIIOYAeT B cels
JOKYMEHTBI, coJiepKalie HHGopMaIuio o papMalieBTUYECKOi CyOCTaHIIMM U JIEKAPCTBEHHOM Ipernapare
JUI. MEIUIIMHCKOTO NMPUMEHEHHMs, MPOLIecce ero MPOM3BOACTBA U METOJAaX KOHTPOJsS KauyecTBa, B TOM
quClIe:

1) KomHIO JOKYMEHTA, COAEPIKAIIETro CIASAYIONYI0 HHPOPMAIIHIO O papMarleBTUIECKON CyOCTaHIIUN
Wi QapMaleBTUYECKUX CYOCTaHIMSAX, BXOASIIMX B COCTaB JICKApCTBEHHOTO Tpemapara, 3a
UCKIIIOYeHHEM HH(opManuu o (apMaleBTUUECKUX CYOCTaHIUSX, BKIIOUYEHHBIX B TOCYIapCTBEHHBIN

peecTp JeKapCTBEHHBIX CPEACTB B COOTBETCTBUHM €O cTaThel 34 HacTosiero denepaabHOro 3aK0Ha:
(B pen. ®enepanbHoro 3akoHa ot 27.12.2019 N 462-03)

a) HaUMEHOBaHMe (apMaleBTHUECKON CyOCTaHINH, €€ CTPYKTypa, 0OIIe CBOMCTRA;
0) HauMEHOBAaHME U a/IpEC MPOU3BOAUTENS;

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMCAHUCM craguii MMPONU3BOACTBA U MCTOAOB KOHTPOJISA Ha BCCX
CTagugX IMPONU3BOACTBA,

I') ONKCaHKe pa3pabOTKH Mpoliecca MPOU3BO/ICTBA;
1) ONUCaHNe KOHTPOJISI KPUTUYECKUX CTAJi MPOU3BOACTBA U IPOMEKYTOUHOU MPOTYKINH;

€) TOKYMEHTaJIbHOE TIOITBEPKACHUE (BaIMIalIMsl) IPOIIECCOB U (UJM) UX OLIEHKA,
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7K) CBOMCTBA U CTPYKTYpa JIEHCTBYIOIINX BEIIECTB;
3) XapakTepHCTHKa ITpUMeceii;
1) cnenudukanys Ha hapMaleBTHUECKYIO CyOCTaHIINIO U ee 000CHOBAHME;

K) aHaJUTHYECKUE METOAMKH, HCIOJIb3yeMble TMPH OCYILIECTBICHUH KOHTPOJIA KadyecTBa
(hapmaleBTHUECKON CyOCTaHIINY;

J) JOKYMEHTAJIbHOE IMOATBEPXKAEHUE (BalMJalMsl) aHATUTUUECKUX METOAUK, UCIONIb3YeMbIX IMPH
OCYIIECTBICHUH KOHTPOJIS KauecTBa (hapMaleBTHIECKON CyOCTaHIINY;

M) pe3yJIbTaThl aHaIKM3a cepuil (hapMaleBTUUECKON CyOCTaHIINN;

H) MEpCUCHb CTaHAAPTHBIX 06pa311013 HJIM BCIICCTB, UCIIOJB3YCMbIX IIPHU OCYHICCTBICHUN KOHTPOJIA
Ka4yCCTBa,

0) OTHMCAHNE XAPAKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MAaTEPHATIOB H YKYIIOPOYHBIX CPE/ICTB;
1) JaHHBIE O CTA0MIBHOCTH (papMaleBTUYECKOM CyOCTaHINY;
P) CpPOK FOJIHOCTH;

1.1) B oTHomeHHH ¢apMaleBTUYECKUX CYOCTaHIMN, BXOJSIIMX B COCTaB JIEKAPCTBEHHOI'O
rpenapara U BKJIKOYEHHBIX B TOCYJAapPCTBEHHBIN pPEECTp JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUHU CO
cratbeil 34 Hactosdwmero denepanbHOro 3aKOHA, - KONHUS JOKYMEHTA, COJEPIKAIIEro CIEAYHOIIYIO
nH(pOpMaLHIO:

a) HaUMEeHOBaHMe (apMaleBTUUECKON CYOCTaHIINH, €€ CTPYKTypa, o0II1e CBOUCTBA,
0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTENS;
B) pe3yJIbTaThl aHAJIN3a cepuil papMalieBTUIECKOl cyOCTaHIINN;

T') CPOK TOJTHOCTH;
(m. 1.1 BBenen denepanbHbiM 3aK0HOM OT 27.12.2019 N 462-D3)

2) JOKYMEHT, COIEPKAIUI CIIEAYIOIINE CBEACHUS O JIEKapCTBEHHOM IIpenapare A MeIUIUHCKOrO
IIPUMEHEHHUS:

a) OIMHUCAHUE U COCTaB JICKAPCTBCHHOTO ITperapara JJI1 MCAUIUHCKOTI0 IPUMCHCHNA

06) omnucanue ¢apMaleBTUUECKOH pa3paboTku (0OoCHOBaHME BBIOOpa COCTaBa, IEPBHUYHOU
YIaKOBKU U UHOTO);

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUCM craguii MMPOU3BOACTBA U MCTOAOB KOHTPOJISA Ha BCCX
CTagugX IMPONU3BOACTBA,

1") OMMHMCAHUC KOHTPOJA KPUTUUYCCKUX cTaguit nponecca Mnpou3BOACTBA U HpOMC)KWO‘IHOfI
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POJYKIUK;

,I[) HAanMMCHOBAHUEC U aJApeC MECTa OCYHICCTBJIICHUA IIPOU3BOJACTBA JICKAPCTBCHHOI'O IIp€riapara Ijisd
MCIUIIMHCKOI'0O HNPHUMCHCHUSA (B CJIydac HaJIu4usgd HCCKOJIBKUX YYAaCTHHUKOB IIponecca IMpPOU3BOACTBA
HeO6XOI[I/IMO YKa3aTb KaXXJ101ro u3 HI/IX);

e) apmarieBTHYECKasi COBMECTUMOCTb;

’K) MUKPOOHOJIOTHYECKHE XapaKTePUCTUKHY;

3) MaTepHaIbHBIN OanaHc s MPOU3BOACTBA CEPUH TOTOBOTO MPOIYKTA;

1) OMUCaHNE XapaKTePUCTHK U CBOWCTB YIIAKOBOYHBIX MAaTEPUAIOB U YKYIOPOUHBIX CPEJICTB;

K) TOKYMEHTAJIBbHOE MOATBEPKICHUE (BaTuIaIusl) IPOLIECCOB MTPOU3BOICTBA U (MJIM) UX OLICHKA;

J) TpeOOBaHMS K Ka4yecTBY BCIIOMOTATCIILHBIX BEHICCTB (CEpTHU(UKAT, crenupuKaims Ha
BCIIOMOTaTeJIbHBIE BEIIECTBA U UX 00OCHOBAHUE);

M) AHAIIUTUYCCKUC MCTOAUKH, HUCIIOJIB3YEMbIC TIpH OCYHICCTBJICHHU KOHTPOJIAA Ka4YeCTBa
BCIIOMOT'aTCIBbHBIX BCIICCTB,

H) AOKYMCHTAJIbHOC TTOATBCPIKIACHUC (BaJ'II/II[aI_II/IH) AHAIIUTUYCCKUX MCTOJUK, HCIIOJIb3YCMbIX IIPpU
OCYIICCTBJIICHUU KOHTPOJIA Ka4€CTBAa BCIOMOT'aTCIIbHBIX BEIICCTB,

O) I/IHCI)OpMaI_[I/IH 00 HCIIOJB30BAHMHM BCIIOMOTATEIbHBIX BCIICCTB YCJIIOBCUYCCKOT'O M XHWBOTHOI'O
IMPOUCXOKIACHUSA,

H) I/IHq)OpMaI_II/IH 00 MCIOJIb30BaHUN HOBBIX BCIIOMOTaTeIIbHBIX BCHICCTB,

p) TpeOoBaHWsSI K KadyecTBY JIEKAPCTBEHHOTO TWperapara i MEAMIWHCKOTO TPUMEHEHUS
(ceprudukar, cienuduKams Ha JIeKapcTBEHHBIN Npenapar u uX 000CHOBAHUE);

C) AHAIIUTUYCCKUC MCTOAWKH, HCIIOJB3YCMBIC TIPH OCYHMICCTBJICHUHW KOHTPOJIA Ka4YCCTBa
JICKApCTBCHHOTO IIperiaparta JJIis1 MCAUTTHUHCKOTI'O IPUMCEHCHUS

T) JOKYMCECHTAJIbHOC MOATBEPKACHHUC (BaJ'II/I}IaI_[I/ISI) AHAIIUTUYCCKUX METOJHK, UCIIOJbB3YCMBIX ITPpU
OCYHICCTBJICHUU KOHTPOJIA Ka4€CTBA JICKAPCTBCHHOI'O ITperiapara it MECIUIUHCKOTO TIPUMCHCHU A,

y) pe3yJbTaThl aHAJM30B CEPUI JIEKAPCTBEHHOTO TpernapaTa JUisi MEMIIMHCKOTO TPUMEHEHHS;
&) xapakTepucTHKa puMeceii;

X) TMepeueHb CTaHJAapPTHBIX 00pa3loB, MCHOJIb3YEMBIX IMPU OCYIIECTBICHUU KOHTPOJS KayecTBa
JIEKApCTBEHHOTIO IIperapara JJisi MEIULIUHCKOTO IIPUMEHEHUS;

11) IaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOT'O IIpernapara Juisi MEJUIIMHCKOTO TPUMEHEHHUSI.
(uactp 5 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)
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6. Paznen ¢apmMakoIOrn4ecKoi, TOKCHKOJIOTUYECKOW JOKYMEHTAIIUU BKJIIOYAeT B c€0sl OTYETHI O
pe3ylbTaTax JOKIMHUYECKUX HCCIEI0BaHUH JIEKAPCTBEHHOTO CPEACTBA ISl MEIUIIMHCKOTO IPUMEHEHUS,
B TOM 4HCJIC:

1) otuet o papMakOJUHAMUYECKHUX UCCIIEJOBAHMSIX;
2) otueT 0 (apMAKOKUHETHUECKUX MCCIIETOBAHUSX;

3) OTYET O TOKCHKOJIOTUIECKUX MCCIEOBAHUSAX.
(uactsb 6 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Pazgen KIMHUYECKOM AOKYMCHTAIIUK BKJIKOYACT B cebs1 OTUeThl O pe3yiibTaTax KIMHUYCCKHUX
HCCIICIOBAHUM JICKAPCTBCHHOTO IIpfIiapara 41 MCAUITUHCKOI0 IpUMEHCHUS, B TOM YUCJIC!

1) ordyersl 00 wHccieAOBaHUAX OWOJOCTYIIHOCTH W OHMOOKBHBAJICHTHOCTH, WCCIEIOBAHMSAX,
YCTaHABJIMBAIOLINX KOPPEISIHMIO PE3YIbTATOB, MOMYYSHHBIX B YCIOBUSX in Vitro u in vivo;

2) oTueThl 0 (papMaKOKUHETUYECKUX HCCIICTOBAHMSIX;
3) ot4eTsl 0 (hapMaKOAUHAMUYCCKUX UCCIICIOBAHUSX;
4) 0TYeTHI O KIMHUYECKUX HCCIeT0BaHUAX 3(PPEKTUBHOCTU U OE30MACHOCTH;

5) OTYET 0 MOCTPETUCTPALIMOHHOM OIBITE MPUMEHEHHUS (ITPU HATMYUN).
(uactp 7 BBenieHa DenepanabHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

8. TpeboBanusi k 00beMy HH(MOpPMAIUHU, TTPEIOCTABISIEMON B COCTaBE PETMCTPALIMOHHOTO JOCHE,
JUISL OTJIETBHBIX BHUJIOB JIEKAPCTBEHHBIX MPENapaToB JUIsl MEAUIMHCKOTO MPUMEHEHHS YCTaHABIMBAIOTCS
YIOJIHOMOYEHHBIM (peiepaabHbIM OPraHOM UCTIOTHUTEIHLHOM BIIACTH.
(uacTh 8 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

KoncynsrantlIntoc: npumedanue.
C 01.03.2020 B 4. 9 cr. 18 BHOcATca m3meHeHHs (D3 ot 27.12.2019 N 475-D3). Cm. Oynymiyro
penaKIuIo.

9. B oTHOIIIEHHWH JEKAPCTBEHHBIX MPENapaToB, Pa3pelICHHBIX A MEAUIIMHCKOrO MPUMEHEHUs B
Poccuiickoit ®enepanmu Oosiee ABaAnaTH JET (3a HMCKIOYECHUEM OHMOJOTHYECKUX JIEKAPCTBEHHBIX
MpemapaToB), JOMYCKAeTCs BKIIOUEHUE B COCTaB pasfena (papMakoIOTHUYeCKON, TOKCHKOIOTHYECKOM
JOKYMEHTAIIMU U pa3jiefia KIMHAYECKOW JOKYMEHTAIlMM BMECTO OTYeTa pa3padoT4yMKa O pe3ysibTaTrax
COOCTBEHHBIX JOKIMHUYECKUX HUCCIIEJIOBAHUN JIEKAPCTBEHHBIX CPEJICTB U KIMHHYECKUX HCCIEIOBaHUN
JIEKApPCTBEHHBIX TPENapaToB I MEAUIIMHCKOTO MPUMEHEHHUS 0030pa HAyIHBIX padOT O pe3ysibTarax
JOKJIMHUYECKUX MCCIEIOBAHUN JIEKAPCTBEHHBIX CPEJICTB W KIMHUYECKHX HCCIIEIOBAaHUM JaHHBIX
JIEKApCTBEHHBIX IIPETMapaToB, B TOM YKCJIE BKIIIOYAs OMBIT UX MOCTPETUCTPAITMOHHOTO MPUMECHECHHS.
(uacth 9 BBenena denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

10. Ilpn rocymapCTBEHHON pErucTpalMd BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX IPENapaTroB Ui
MEIULMHCKOTO TPUMEHEHHUsl JONYyCKaeTcss BKIIOYEHHE B COCTaB paszzena (hapMaKoIOrMYecKoH,
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TOKCUKOJIOTMUECKOM JOKYMEHTAIlMd U pa3jeia KIMHUYECKOW JOKYMEHTAIlMM BMECTO OT4eTa
pa3zpaboTunka O pe3yiabTaTax COOCTBEHHBIX IOKJIMHUYECKHX HCCIIEIOBAaHUM JIEKAPCTBEHHBIX CPEICTB
0030pa Hay4YHBIX pabOT O pe3yabTaTax JOKIMHUYECKUX HCCIEIOBAaHHN peepeHTHOTO JEKapCTBEHHOTO
npernapaTa U MpeJCTaBIeHHE BMECTO KIMHMYECKUX HCCIEOBAaHUI B IMOJHOM 00beMe, YCTaHOBICHHOM
pa3zesoM KIMHUYECKOW JOKYMEHTAIlMH, OTYeTa O pPe3ylbTaTax HCCIEAOBAHHA OWO3KBUBAICHTHOCTH
BOCIIPOU3BE/ICHHOTO JIGKAPCTBEHHOT'O TMpemnapara [uisi MeIulMHCKOro mnpumenenus. He tpeOyercs
NpEJCTaBICHUE OTYeTa O pe3yiabTaTax MCCIeIOBaHUNA OMOIKBUBAJICHTHOCTH BOCIIPOU3BEIEHHOIO
JIEKapCTBEHHOTI'O IpernapaTa Jjsi MEAUIIMHCKOTO IPUMEHEHHSI, €CITU PETUCTPUPYIOTCS BOCIIPOU3BEICHHBIE
JIEKapCTBEHHBIE MTPenapaThl JJisi MEAUIIMHCKOTO TPUMEHEHUs, KOTOPbIE:

1) mpeaHa3Ha4yeHbl [UIs NApEHTEPAIBHOrO (IOJKOKHOTO, BHYTPHUMBIIIEYHOTO, BHYTPUBEHHOIO,
BHYTPUIJIA3HOTO,  BHYTPUIIOJIOCTHOIO, BHYTPUCYCTaBHOTO, BHYTPUKOPOHAapHOIO) BBEJIEHUS W
IIPEJCTABIAIOT cO00I BOAHbBIE PACTBOPHI;

2) npelCTaBISIIOT COOON PacTBOPHI AJIsl HEPOPATILHOTO PUMEHEHMUS;
3) npou3sBesieHbl B OpME MOPOLIKOB UM JTHUO(DUIN3ATOB I IPUTOTOBIECHHS PACTBOPOB;
4) ABIAIOTCS ra3aMu;

5) ABIAIOTCS YIIHBIMU MJIM IJIA3HBIMU JIEKAPCTBEHHBIMU IIpenapaTaMu, IPOU3BEACHHBIMU B (hopme
BOJIHBIX PaCTBOPOB;

6) npeaHa3Ha4YCHbI AJIsI MECCTHOT'O MIPUMCEHCHUS U ITIPUTOTOBJICHLI B Q)opMe BOIHBIX paCTBOPOB;

7) IpeACTaBISIIOT cOOO0M BOJIHBIE PACTBOPHI JJIsI UCIIOIB30BAHMS B (DOPME MHTAIAIMNN C TTOMOIIBIO
HeOynaii3epa WK B Ka4eCTBE HAa3aJIbHBIX CIIPEEB, IPUMEHSIEMBIX C TOMOIIBIO CXOAHBIX YCTPOMUCTB.
(uacth 10 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. Jlna ciydaeB, yKkazaHHbIX B myHKTax 1 - 3, 5 - 7 wuactu 10 HacTosmed craThH,
BOCIIPOU3BE/ICHHBIN JIEKAPCTBEHHBIN IpenapaTr Ui MEIWLHUHCKOIO MPUMEHEHMs JOJDKEH COIepXkKaThb
TaKHe K€ BCIIOMOTAaTellbHbIE BEIIECTBA B TAKUX K€ KOJMUYECTBAX, Kak M pedepeHTHHIN JeKapCTBEHHBIH
npenapaT. Eciu cocTaBel BCIIOMOTaTeNbHBIX BEIIECTB Pa3IMyaroOTCsl, 3asBUTENIb JOJDKEH MPECTABUTH
JI0Ka3aTesIbCcTBa TOTO, UYTO HCIOJNb3YEMbIE B JAHHBIX KOHIIEHTPALMIX BCIOMOTATEIbHBIE BELIECTBA HE
BIMAIOT Ha Oe3omacHOCTh M (WiH) 3¢ (EKTUBHOCTh JIEKAPCTBEHHOTO TMpemapara Ijisi MEIUIIMHCKOTO
npuMeHeHus. B cinyyae, ecnu 3assBUTETh HE MOXKET MPEACTABUTh TaKHe OKa3aTeNbCTBA U (WIIM) HE UMEET
JOCTyNa K COOTBETCTBYIOIUM JIaHHBIM, OH JIOJDKEH IMPOBECTH COOTBETCTBYIOIIME HCCIEIOBAHUS JUIS
JI0Ka3aTelIbCcTBa OTCYTCTBUS BIIMSIHUS PA3HBIX BCIIOMOTaTENIbHBIX BEUIECTB HJIM BCIIOMOTATEIbHBIX
yCTpOHCTB Ha Oe3omacHOCTh W (Miau) 3(PGEeKTUBHOCTH JICKAPCTBEHHOTO Mpemnapara il MEIUITMHCKOTO
MIPUMEHEHUS B TIOPSIKE, YCTAHOBICHHOM YIOJHOMOYEHHBIM (pelepalbHBIM OpraHOM HCHOTHUTEIHHOM
BJIACTH.

(uacth 11 BBegena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12. Ilpu rocyaapcTBEHHOM perucrpanuy KOMOUHAUI paHee 3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX
[penaparoB  Uid  MEQUIUHCKOIO IPUMEHEHUS JIOIYCKAaeTCs BKIIOYEHHE B COCTaB  pasfiena
(hapMaKoJIOTHYECKOM, TOKCHKOJOTUYECKOW JOKYMEHTAllMM W pasjiena KIMHUYEeCKOW JIOKyMEHTalluu
BMECTO OT4eTa pa3paboTyMKa O pe3ylabTaTax COOCTBEHHBIX JIOKIMHHUYECKHUX HCCIEIOBAHUMN
JIEKapCTBEHHBIX CPEICTB 0030pa HayyHbIX pabOT O pe3yiabTaTax JAOKIMHUYECKHX HCCIIEIOBaHHUM
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pedepeHTHBIX JIEKaPCTBEHHBIX IMPENapaToB, BXOMSIIAX B COCTaB KOMOWHAIMH JIEKAPCTBEHHBIX
[pernapaToB, U 00 OTCYTCTBHH UX B3aUMOJICUCTBUS B OJIHOM JIeKapCcTBEHHOU (hopMme.
(dactb 12 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

13. Ha »skcnepTu3y pasiMuHBIX JIEKapCTBEHHBIX (OPM OJHOIO M TOrO XK€ JIEKAPCTBEHHOIO
npernapata A8 MEAULMHCKONO INPUMEHEHHUS 3asBUTENb IPEJICTABISIET OTACIBHBIE 3asBICHUS WU
perucTpanoHHble JOChEe Ha KaXKIYIO JIeKapcTBEHHYIO (Gopmy. Ilpu ycioBuM oAHOBpEMEHHOM MOJauu Ha
SKCHEPTU3y OJHON JIEKApCTBEHHOH (POPMBI C Pa3IMYHBIMH JO3UPOBKOM, KOHLEHTpaIHend, oO0beMoM
3asiBUTEIIb IIPEICTABIISIET OJHO 3asiBJICHUE U PETUCTPALIMOHHOE JOChE C MIPUIIOKEHUEM MAKETOB YIIaKOBOK
Ha KaXIYIO JO3UPOBKY, K&KIYI0 KOHIIEHTPALUIO, K&KABIH 00bEM U KaX/10€ KOJIMYECTBO /103 B YIIAKOBKE.
(uacth 13 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

14. Tlpu rocymapCTBEHHOW perucrpanuy oppaHHOTO JIEKAPCTBEHHOTO Mpemnapara 3asBUTEIb
mpecTaBiseT nHpopMannoo, HeoOX0TUMYIO Ui (POpMHUPOBAHUS pasjiena KIMHUYECKOU JOKYMEHTAIIHUH,
B 00bEeMe, YCTAaHOBJICHHOM YITOJITHOMOYEHHBIM (PeepaibHbIM OPraHOM HCTIOJHUTEILHOM BIACTH.

(uacth 14 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

15. Ilpu perucrpanuu OMOJOTMYECKOro JEKAPCTBEHHOIO IIpernapara, IMOJy4YEeHHOIO M3 KpOBH,
IUIa3Mbl KPOBM YEJIOBEKa, B COCTABE PETUCTPALMOHHOIO JOChe Ha JIEKAPCTBEHHBIM Ipemapar s
MEAUIIMHCKOTO IPUMEHEHUSI TOJIKHBI OBITh IPECTABIECHBI JOIIOJIHUTEIbHO:

1) B pa3zmene J[AOKyMEHTalMM aJMUHUCTPAaTUBHOTO XapakTepa JOKYMEHT, COJAEpKallui
nH(pOpMALIHIO 0 CyOBEKTaX OOpaIIeHUs JOHOPCKOW KPOBH M (WJIM) €¢ KOMIIOHEHTOB, O TOM, IJie ObuIa
OCyILIECTBIIEHa JOHAIMs (KpoBU M (MJIM) IUIa3Mbl KpPOBHM), a TaKXKe JaHHble 00 MH(EKIHOHHBIX
3a00JIeBaHUAX, TEPEAAIOIINXCS MapeHTepalbHbIM IyTeM, HHQOpMAIUs O CcyObeKTax oOpalieHus
JIOHOPCKOM KpOBM M (WIM) €€ KOMIIOHEHTOB, B OTHOLIEHHH KOTOPBIX OCYIIECTBISIETCS KOHTPOJb
JIOHOPCKOW KPOBH U (MJIM) €€ KOMIIOHEHTOB;

2) B pazaene XUMUYECKOH, (hapMarieBTHUECKON U OMOIOTUYECKON TOKYMEHTAINU:

a) KpUTEpUU U CIOCOOBI 0TOOpa, TPAaHCIOPTUPOBAHUS M XPAHEHHUS] JOHOPCKOW KpPOBH M (WiIH) ee
KOMIIOHEHTOB;

0) pe3yabTaThl UCCIIEIOBAaHUI OTOOpPaHHBIX JOHOPCKOW KpOBU M (WMJIM) IJIa3Mbl KPOBU U IYJIOB HA
HaIM4YMe Bo3OyauTened WHGEKIMH, BkIOYas HHGPOpMAIMIO 00 HCHOJb30BAHHBIX METOAMKAX
UCCIIEIOBAaHUM M B ciydyae HCCIEIOBaHMS TYJOB IUIa3Mbl KpPOBU pPE3yJbTaThl JOKYMEHTAJIbHOTO
MOJITBEPXKIEHUS (BaMAIIMN) UCIIOIB30BaHHBIX METO/IUK;

B) TEXHMUYECKHE XaPAKTEPUCTUKH YITAKOBKH ISl OTOOpA JIOHOPCKOW KpOBU M (WJIM) TJIa3Mbl KPOBH,
BKIIIOUasi HH(GOpMAIKIO0 00 UCTIONB30BAHHBIX PACTBOPAX AHTHKOATYISHTOB.
(uacth 15 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

16. KnuHuueckue ucclieIoBaHUs JIEKApCTBEHHOTO Mpernapara Uuisi MEAUIIMHCKOrO0 MPUMEHEHHS B
[EeJIIX €ro TOCYJapCTBEHHOM perucrpanuu npoBoasrcss B Pocculickonn ®enepaunu B MOPSIKE,
YCTAaHOBJIIEHHOM cTaThsiMu 38 - 44 mnHacrosimero ®PenepanbHOro 3akoHa. OTYET O MPOBEIECHHBIX
WCCTIEOBAHUSAX BKJIFOYACTCS B COCTAaB pasjelia KIMHUYECKON TOKYMEHTAIMHU PETUCTPAIIMOHHOTO JI0ChE
Ha JIEKAPCTBEHHBIN Mpenapar Ajs MEIULUUHCKOro mpuMeHeHus. s JieKkapCTBEHHBIX IMpenapaToB s
MEIMIIMHCKOTO TPHUMEHEHUs, B OTHOLICHHH KOTOPBIX B PE3YIbTATE€ HSKCIEPTU3bl JOKYMEHTOB,
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MPEACTABICHHBIX [UJII OMNpENeNICeHUs BO3MOXHOCTH pPAacCMAaTpUBATh JICKAPCTBEHHBIN Ipenapar s
MEIUIIMHCKOTO MPUMEHEHHsSI B KayecTBe OpGaHHOro JIEKapCTBEHHOIO IpernapaTa, Takask BO3MOXKHOCTb
MpU3HAHA M B OTHOIIEHWU KOTOPBIX IPOBEACHBI KIMHUYECKUE WCCIICIOBAHUS, BBIMOJHEHHBIE 3a
npeaenamu Poccuiickoit ®denepanii B COOTBETCTBMM C IIpaBWJIAMH HaJIeKalleld J1abopaTOpHOM
MPaKTUKU M TpaBWJIAMHU HaJUIeKalled KIMHUYECKOW NPAKTUKH, TOMYCKAeTCs BKIIOUYEHHE B COCTaB
paszena KIMHMYECKOW JTOKYMEHTAalUM BMECTO OTYETa O PE3yJbTaTaxX KIMHUYECKUX HCCIEeI0BaHUM
JIEKApCTBEHHOIO IIpenapara Juisi MEAUIIMHCKOIO IPUMEHEHUS, IPOBEIEeHHbIX B Pocculickoi Penepanny,
oTyeTa O pe3yJbTarax KIMHUYECKUX HCCIEA0BAHMM, BBINOJHEHHBIX 3a mnpenaenamu Poccuiickoi
denepauuu.

(dactb 16 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Koncynsrantlntoc: npumedanue.
C 01.01.2021 4. 17 ct1. 18 u3naraercs B HoBou peaakuuu (O3 ot 27.12.2019 N 478-D3).

17. 3asBuTenp BIpaBe MPEACTaBUTh MO COOCTBEHHOW WHHUIIMATHBE BMECTE C 3asBICHUEM O
rOCy/IapCTBEHHOM PETUCTpallMd JIEKQpCTBEHHOrO TMpemapara i MEAUIMHCKOTO MPUMEHEHHUS
JOKYMEHTBI, TTIOATBEPK/IAIONINE YIUIATy TOCYIapCTBEHHOW MONUIMHBI M yKa3aHHbIe B TyHKTe 10 vactu 2
HacToAIIEeH cTaThu. B ciyyae WX HempencTaBiIeHHs] COOTBETCTBYIOIIMN YIOTHOMOYEHHBIN (henepanbHblil
OpraH HCIIOJIHUTEIbHON BJIACTH TpoBepseT (akT yruiaThl TOCYAApCTBEHHOW TMOLUIMHBI 3asBUTEIIEM
MIOCPEACTBOM HCHOJb30BaHUsI MHPOpMAMu 00 yIuiaTe TOCYJapCTBEHHOM MOIUIMHBI, CONEpIKalleiics B
locynapcrBerHON MH(DOPMAMOHHOW CHCTEME O TOCYIapCTBEHHBIX W MYHHIIMITAJIBHBIX IIIATEXax, Ha
OCHOBaHMM  NPEACTABICHHBIX  3afBUTEIIEM  KOMMI  JOKYMEHTOB, MOATBEPXKIAIOIIMX  YIUIATY
rOCyJIapCTBEHHOM MOUIUHBI.

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

18. He nomyckaercs HCHOJB30BaHWE B KOMMEPUECKHUX IENAX HHPOpMAIMU O pe3ysbTaTax
JOKJIMHUYECKUX UCCIEAOBAaHUM JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKHUX MCCIIECIOBAaHUMN JIEKAPCTBEHHBIX
MpenapaToB Ui MEAWIIMHCKOTO TPUMEHEHHS, MPEACTABICHHOW 3asBHUTENIEM [JIsi TOCYIapCTBEHHOMU
perucTpalyy JIEKapCTBEHHOro TpemapaTta, Oe3 ero corjacuss B TEUEHHUE IIeCTH JeT C JaThl
rOoCyJapCTBEHHOM perucTpaiu peepeHTHOro JIeKapCTBEHHOT O npemnapata B Poccuiickoit @eaeparui.
(uacTh 18 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19. [epxarenp win Biaaesiel] peruCTPAIIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO Tperapara Ha
OMOTEXHOJIOTHUECKUN WK OpdaHHBIA JTEKapCTBEHHBIN MpemnapaT 00s3aH MPEAOCTaBISITh Ha BO3ME3THON
OCHOBE 00pa3Ifsl pe)epeHTHOTO JICKAPCTBEHHOTO TperapaTa 3asBUTEISAM ISl POBEACHUS KIMHUYECKUX
uccinenoBanuii. CtomMocTh oOpasnia pedepeHTHOrO JEKapCTBEHHOTO Mpernapara, BKIIOUYEHHOTO B
TepevYeHb KU3HEHHO HEOOXOIMMBIX ¥ BaXKHEHIIINX JICKAPCTBEHHBIX MPENapaToB, HE TOJDKHA TPEBBINIATH
3apEruCTPUPOBAHHYIO TMPENETbHYI0 OTIIYCKHYIO IIeHY Ha pedepeHTHBIN JIeKapCTBEHHBIN Mpernapar WiH
IIEHY Ha JICKapCTBEHHBIN MperapaT B CTPaHE MPOU3BOIUTEIIS.

(uacth 19 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

20. 3asBiIeHNE O TOCYAAPCTBEHHOW PETrMCTPALMM BOCIPOU3BEAEHHOTO JEKaPCTBEHHOTO Mpenapara
JUIE MEIHMIIMHCKOTO NPUMEHEHHsS MOXKET OBITh IO0JIaHO B YIOJHOMOYEHHBIH (enepanbHblii opran
WCIIOJIHUTENIBHON  BJIACTH, OCYLIECTBISIIOIIMM  TOCYJAapCTBEHHYIO PErHCTPAllMIO  JIEKAPCTBEHHBIX
IpernaparoB, MO HMCTEYEHHWH 4YEThIpeX JET C JaThl TOCYAAPCTBEHHOM perucrpauuu pedepeHTHOTro
JIEKapCTBEHHOT 0 Tipemnapara B Poccutickoit @enepanuu.
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(uactb 20 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21. 3asBieHWe O TOCYJApCTBEHHOW  perucTpanuu  OmoaHaysoroBoro  (6mormogo0HOTO)
JIEKapCTBEHHOTO Mpenapara (6noaHanora) MOxeT ObITh ITOAAHO B YIIOJHOMOYEHHBIN (hefepanbHbIid OpraH
WCIIOJIHUTENIBHON  BIIACTH, OCYLIECTBIISIIOIIMI  TOCYJapCTBEHHYIO PErHCTpPAllHIO  JIEKapCTBEHHBIX
IpernaparoB, IO MCTEYEHUH TpeX JeT C JAarThl TOCYJapCTBEHHOH perucrpanuud pedepeHTHOro
JIEKapCTBEHHOT 0 Tipemnapara B Poccuiickoit deaepanuu.

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

22. JlepxaTenb WM BIAJAENCl PErUCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOrO Iperapara
MIPEJICTABIISICT B YIOJHOMOYCHHBIN (henepaibHbId OpraH HCIOJHUTEIBHON BIACTH, OCYIIECTBIISFOIIHMA
(GYHKIIUM 110 KOHTPOIIIO U HAJ30PY B cepe 37ApaBOOXpaHEHHs], OTUET M0 pe3ysibTaTaM (apMaKoHaI30pa
OJIMH pa3 B LIECTh MECSLEB B TEUCHHUE ABYX JIET IMOCJE IOCYAAPCTBEHHON PETUCTPALIMU JIEKAPCTBEHHOTO
npenapara B Poccuiickoil @enepannn, €KEerogHO B TEUCHHE MOCIEAYIOUIMX TPEX JET U B JalIbHEUIEM
OJIH Pa3 B MSATh JIET.

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

Cratba 19. lpuHATME pelleHMA O Bblgave 3KCNepTHOMY YUYpPeXAeHUI 3aAaHusa Ha
npoBeAeHMe 3KCNepTU3bl NeKapCTBEHHOro cpeAcTBa
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Teuenue necaru pabouux IHEH co JHS NPUHATUSA 3asBICHUS O FOCYJapCTBEHHOW pErucTpanuu
JIEKapCTBEHHOI'O  IIpernapara  COOTBETCTBYIOIIMM  YIOJIHOMOYEHHBIM  (denepanbHblii  opras
UCTIOJHUTEJIBHOW BJIACTH MPOBOJUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABUIBLHOCTH O(OPMIIEHUS
NpEACTABJICHHBIX AOKYMCHTOB PETUCTPAlMOHHOIO0 JOCHE Ha HeKapCTBGHHBIfI npemnapatr U MNpUHUMACT
pelIeHue O BbIIaYe 3aJaHus Ha IIPOBEICHHUE:

1) sKkcmepTU3sl TOKYMEHTOB, MPEICTABICHHBIX [JIsl OMPEETICHUS BO3MOXHOCTH pPacCMaTpUBATH
JIEKApCTBEHHBIA TMpenapar s MEAUIMHCKOrO MPUMEHEHHUsI MPU OCYUIECTBIECHUU TOCYAApCTBEHHOU
pEerucTpanuy B Ka4ecTBe op(haHHOTO JIEKApCTBEHHOTO Mperapara;

2) 9KCIICPTU3BI JICKAPCTBECHHOI'O CPCACTBA B YACTH 3KCIIEPTU3LI KAUCCTBA JICKAPCTBECHHOTI'O CPEACTBA
M OKCIICPTU3bl OTHOLICHUSA O)KHI[aCMOﬁ IMOJIB3bI K BO3MOKHOMY PHUCKY HNPHUMCHCHHA JICKAPCTBCHHOTIO
npemnapara i MEAUIUHCKOTO IIPUMCHCHU,

3) sKcepTHU3bI JEKApPCTBEHHOTO CPEACTBA B YACTU HKCIEPTU3bl KAUECTBA JIEKAPCTBEHHOTO CPEACTBA
U DKCIEPTU3bl OTHOLICHUS OXUIAACMOW IOJIB3bI K BO3MOKHOMY PUCKY IIPUMEHEHUs JIEKaPCTBEHHOI'O
mpenapara s MEIWIAHCKOTO NPUMEHEHUs B TMOPSAAKE YCKOPEHHOM NPOLEIypbl 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEICTB B COOTBETCTBUU CO CTaThell 26 HacTosmero denepanbHOro 3aK0Ha;

4) HSKCIepTU3bl JIEKAPCTBEHHOTO CPEACTBAa B OTHOIIEHWH JIEKAPCTBEHHOTO TIpermapara s
BETEPUHAPHOTO TPUMEHEHUSI.

2. YOTHOMOYEHHBIHN (efepaibHbIi OpraH HCIOIHUTEILHOW BIACTH YBEJOMIISET B AJIEKTPOHHOU
¢dopme nnu Ha OyMa)XHOM HOCHUTENE 3asSBUTENS U HKCIEPTHOE YUPEXKIEHHE O MPUHSATOM DPEUICHUU O
BbIJ]a4€ 33JJaHUI Ha IPOBEICHHUE IKCIEPTHU3, IIPETYCMOTPEHHBIX YaCThIO | HACTOSIIEH CTaTbH, U B CIIydae
HE0O0XOAMMOCTH O BblJaue paspelieHus: Ha BBo3 B Poccuiickyto denepaniio KOHKpETHON MapTuu, CepUn
3apETUCTPUPOBAHHBIX U (MJIM) HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WIM 00 OTKase B
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IIPOBEIEHUH NIPEAYCMOTPEHHBIX 3KCIEPTU3 C YKa3aHUEM IPUYMH TaKOI'0 OTKa3a.

3. B cnyuae BbISBICHHS OTCYTCTBHUS WM HEAOCTOBEPHOCTH HMH(OpPMALMM, COAEpIKalleics B
MPEJCTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHBIH (elepaibHblii OpraH HCIIOJIHUTEIBHON
BJIACTH HAmNpaBiseT 3asiBUTENIO 3ampoc 00 yTOYHEHMHM 3TOM uHpOpManuu (Jauee - 3ampoc
YIIOJIHOMOYEHHOTO (pelepajIbHOr0 OpraHa HMCIOJHUTEIBHON BIACTH), KOTOPBIM MOXeT OBbITh mepenaH
YIOJHOMOYEHHOMY HIPEACTABUTENIO 3asiBUTENS JIMYHO IOJ PACIUCKY, HAIlPaBJi€H IO MOYTE 3aKa3HbIM
MUCHbMOM WM TNEpeAaH B 3JEKTPOHHON (GopMe MO TeJIeKOMMYHHUKALMOHHBIM KaHalaM CBs3H. B cimyuae
HaIpaBJIEHUsl 3alpoca YMOJHOMOYEHHOTO (efepanibHOr0 OpraHa HCIOJHUTEIBHONW BIACTH IO MOYTE
3aKa3HbIM IUCBMOM OH CUYHUTAETCsS IOJYyYEHHBIM [0 MCTEYEHMM ILIECTU THEH C JaThl HaIpaBJICHUSA
3aKa3HOro MUChMa.

4. 3asBuTenb 0053aH MpPEICTaBUTh OTBET HA 3alpOC YIOJIHOMOYEHHOTO (eAepalbHOro opraHa
UCIIOJHUTEJILHOM BJIACTU B CPOK, HE MPEBBIMAIOLINN JIeBIHOCTa pabouuX JHEH cO JHS ero MoJy4yeHHUs.
Cpok, yka3aHHbIM B yacTu | HacTosEN CTaTbH, MPUOCTAHABIMBAETCS CO JIHS HAIIPABJICHUS 3asBUTEIIO
3arpoca YHOJIHOMOYEHHOIo (elepajbHOro OpraHa HCIOJHUTENbHONW BJIACTU 0 JHSA HOJYYEHUS UM
COOTBETCTBYIOLIETO OTBETA.

5. OcHoBaHueM JIsl OTKa3a B OpraHU3allid 3KCIEePTHU3, MPEAYCMOTPEHHBIX YacThi0 | HacTosIIe
CTaThH, SBISETCA TMPEACTABICHUE HEOOXOAUMBIX Jisi MPOBEACHHUS MPEIYCMOTPEHHBIX OSKCIEPTH3
JOKYMEHTOB B HEIIOJIHOM 00beMe WJIM HENpeCTaBICHUE 3asBUTEJIEM B YCTAHOBJICHHBIN CPOK OTBETA Ha
3aMpoc  YMOJHOMOYEHHOTO (hefepalbHOTO OpraHa HCIOJHHUTEIBHON BIACTH, a TAKXKE IPEICTaBICHUE
JIOKYMEHTOB, HE COJIEPKaIIX NCUYEPIBIBAIOIIETO MepeuHs HeOOXOIUMBIX CBEICHUN.

6. Ilpu oTkase B opraHu3ali 3KCHEPTU3bI, MPEAYCMOTPEHHOM NMyHKTOM 4 yacTu | Hacrosien
CTaTbH, JOKYMEHTBI, BXOJAILIME B COCTaB PETMCTPALIMOHHOIO JOChE HA JIEKAPCTBEHHBIM Ipenapar s
BETEPUHAPHOTO NPHUMEHEHHUs, MOTYT OBITh BO3BpAILlEHbl 3asBUTEII0 Ha OCHOBAaHHM €r0 MUCHBMEHHOTO
3arpoca, HampaBJIEHHOTO B YIIOJHOMOYEHHBIN (enepaiabHblil OpraH NCHOJIHUTENbHOM BIacTH B T€UEHUE
TPUALIATH pabOUYMX JHEW CO JTHS MPUHATUS YIOJHOMOYEHHBIM (eiepaibHbIM OpraHOM HCIOJIHUTEIbHOU
BJIACTH peleHust 00 OTKa3e B OpraHM3allii TaKOH SKCHEepTU3bl. YIIOJIHOMOUYEHHBIH (peepanbHblii opran
WCIIOJIHUTENIBHON BJAcTH BO3BpAlaeT 3asBUTENI0 yKa3aHHbIE JOKYMEHTHI B TEUEHHE JECSITH pabouux
JHEH CO JIHA IOIYYEHUsI COOTBETCTBYIOLIETO 3aIpOca 3assBUTEII.

(uactb 6 BBeneHa PenepanbHbIM 3aKk0HOM OT 02.08.2019 N 297-D3)

Cratba 20. 3KcnepTusa [OKYMEHTOB, MpeAcTaBNeHHbIX ANA onpeaeneHus
BO3MOXHOCTM paccMaTpuBaTb JleKapCTBEHHbIM npenapar AnA  MeAULUHCKOro
NPMMEHEHUA TMpPU OCYLUEeCTBIEHUN TFOCYyAapCTBEHHOW perucrtpauMm B Ka4vecTBe
opdraHHOro nekapcTBeHHOro npenapara

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

1. DxcrnepTusza JOKYMEHTOB, MPEACTABIECHHBIX AJS ONpeAeNieHUsT BO3MOKHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIN Mpenapar A MEAMIMHCKOrO NPUMEHEHHUS IPU OCYIIECTBIEHUH TOCYAAPCTBEHHOU
perucTtpanyy B KauecTBe Op(haHHOIO JIEKapCTBEHHOI'O Iperapara, COCTAaBICHHE KOMHUCCHEH JKCIIEpPTOB
3aKJIIOYEHHS O BO3MOXHOCTHM WM HEBO3MOYKHOCTH pAacCMaTpUBATh JIEKAPCTBEHHBIN Ipenapar yis
MEIUIIMHCKOTO TPUMEHEHHUS TpPU OCYIIECTBIEHUH TOCYIapCTBEHHOW pErucTpaiul B KadyecTBe
ophaHHOTO JIEKApCTBEHHOI'O IIperapara M HalpaBle€HHE JaHHOTO 3aKIIOUEHUS B YINOJIHOMOYEHHBIH
(benepanbHBI OpraH MCIOJHUTEIBHON BJIACTH OCYUIECTBIIAIOTCS B CPOK, HE MPEBBIMIAIOMNN TPUALATH
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paboumx JHEH co JAHS MOTYYCHHS SKCIIEPTHBIM YUPESKISHUEM 3aaHUsI YIIOJTHOMOYCHHOTO (heepaabHOro
opraHa MCTOJHUTEIBLHOMN BJIACTH U B JIEKTPOHHOW (popMe miii Ha OyMa)KHBIX HOCUTENISIX HEOOXOIMMBIX
JOKYMEHTOB, yKa3aHHBIX B myHKTax 1, 2, 5, 6, 10 wactu 4 u B uwactu 7 crarbu 18 HacTosmiero
deneparbHOTO 3aKOHA.

2. JIoKyMEHTBI, COJEpXAIIUEeCs B PETrUCTPAIMOHHOM JOCh€ Ha JIEKapCTBEHHBINM Mpemapar u
MOCTYNUBIINE HA OYMa)KHBIX HOCUTEJNIAX B OKCIIEPTHOE YUPEXKICHUE I OCYIIECTBICHUS UX SKCIIEPTH3BI
JUISL  ONPEAEIIEHUST BO3MOXHOCTH pacCMaTpUBaTh JICKAPCTBEHHBIM IMIpenapar il MEIHUIMHCKOrO
NpUMEHEHUsT B KauecTBe oOpdaHHOrO JIEKAPCTBEHHOTO IIperapara, MoJJeXaT BO3BpaTy B
YIIOJTHOMOYCHHBIN (peIepabHbIi OpraH HCIOJHUTEIHHOW BIACTH OJHOBPEMEHHO C 3aKIIOYCHHUSIMH
COOTBETCTBYIOIIMX IKCIEPTHU3.

Cratba 21. PeweHMe 0 BO3MOXHOCTWU paccMaTpuMBaTb JleKapCTBeHHbIW npenapar
npuM oOcCywecTBNeHUM TrocyAapCTBEHHOW perucTtpauMm B KadecTBe opdaHHOro
neKkapcTBeHHOro npenapara

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

1. B cpok, He npeBbILIAOIU MITH padounx JTHEH CO JIHA MOJIyYEHUs 3aKJIIOUEHUs, YKa3aHHOIO B
gactu 1 crateum 20 Hactosimero @enepanbHOro 3aKoHa, YINOJIHOMOYEHHBIH (heaepanbHblii OpraH
WCIIOJIHUTEJIBHON BJAcCTU OCYILIECTBIISIET OLEHKY IOJYyYEHHOTO 3aKJIIOUEHHUS Uil OIpPENEICHUs €ro
COOTBETCTBUS 33JaHUI0 HAa IPOBEJIECHHE COOTBETCTBYIOILEH AKCHEPTH3bl U YBEJOMIISIET 3asBUTENS B
AJIEKTPOHHOW (opMe WM Ha OyMaXHOM HOCHUTENIE O pEe3ylbTaTax HpPOBEIEHHOW HKCIEPTH3BI C
MPUIIOKEHUEM KOITUH HKCIEPTHOIO 3aKJIIOYEHHS (C COXpaHEHHEM KOH(PUASHIUATIBHOCTH HHPOpMALIUU O
COCTaBe KCIEPTHOW KOMHUCCUHU) U O BO3MOKHOCTH MJIM HEBO3MOXKHOCTH paccMaTpUBAaTh JIEKAPCTBEHHBIN
mpenapaTr sl MEIULUHCKOIO IPHUMEHEHHUS IPU OCYIIECTBIEHUU TOCYAApPCTBEHHOH perucrpanuv B
KauecTBe OppaHHOTO JIEKAPCTBEHHOI'O IIpernapara.

2. Ilpy BBIHECEHMM KOMHCCHUEH DKCIEPTOB 3aKIYEHHs O BO3MOXKHOCTHM paccMaTpUBaTh
JIEKapCTBEHHBIN Mpenapar A MEAMIMHCKOrO NMPUMEHEHHUS NpPU OCYIIECTBIEHUU TOCYAApCTBEHHOU
perucTpanuy B kauyectse ophaHHOI0 JIEKapCTBEHHOT'O IpenapaTa yIoJHOMOYEHHBIN (eaepanbHblii opran
WCIIOJIHUTEJILHON BJIACTH B CPOK, HE MPEBBIMIAOMUN MSITH pabouux AHEW CO JHS MOJy4YeHHUS JaHHOTO
3aKJIIOYEHHUs, IPUHUMAET pELIEHUE O BbIAYE 3aJaHus HAa NPOBEINEHHE DKCIEPTHU3bl KadecTBa
JIEKapCTBEHHOI'O CPEACTBA M HKCIEPTHU3bl OTHOLIEHUS O0KMJIA€MOHW MOJb3bl K BO3MOXKHOMY PHCKY
IIPUMEHEHHs] JIEKAPCTBEHHOI'O Ipenapara Uil MEOUIMHCKOTO INPUMEHEHMSI B IOPSIKE YCKOPEHHOU
MPOLEAYPBl SKCHEPTHU3Bl JIEKAPCTBEHHOIO CPEJICTBA B COOTBETCTBHUM CO CTaTbed 26 HACTOSILIETO
@DenepallbHOTO 3aKOHA.

3. B cinydae mpuHATUS PELICHHUS] O HEBO3MOXHOCTH pacCMaTpUBAaTh JIEKAPCTBEHHBIN Ipenapar s
MEIHUIIMHCKOTO TPHMEHEHUS TpU TOCYJApCTBEHHOH  perucTpanud B  KadecTBe Op¢aHHOTO
JIEKApCTBEHHOTO MperapaTa YINOJTHOMOYEHHBIM QefepanbHbIi  OpraH HCHOJHUTEIBRHOW  BIIACTH
MpeKpaniaeT npoueaypy rocy1apCTBEHHOW perucTpanuu JIEKapCcTBEHHOTO Mpemnapara. 3asBUTEIb BIIpaBe
00paTUThCA B PETUCTPUPYIOMIMA OpraH C 3asBICHHEM O TOCYJAPCTBEHHON PETHUCTPAIMH YKa3aHHOTO
JIEKApCTBEHHOTO MpernapaTa B COOTBETCTBUU CO cTaThel 18 HacTosmero denepalbHOrO 3aKOHA.

CraTtba 22. YTpatuna cuny ¢ 1 nrons 2015 roga. - PegepanbHbiv 3aKOoH oT 22.12.2014
N 429-®3.
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Cratba 23. JKcnepTu3a KayecTBa JieKapCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLUEHUA OXWAAaeMOMW MNOSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsI JfleKapCTBEHHOro
npenapara Ans MeAULUHCKOro NpuMeHeHus

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

1. DkcnepTu3a KayecTBa JIEKAPCTBEHHOI'O CPEJICTBA U 3KCIEPTHU3a OTHOLIEHUS OXKHUIA€MOM I10JIb3bI
K BO3MOYKHOMY PHCKY IPUMEHEHHs JIEKapCTBEHHOI'O Ipernapara Uil MEIULHUHCKOTO IPUMEHEHHs,
COCTaBJICHME KOMHUCCHSIMHM DOKCIIEPTOB 3aKIIOUYEHUH 10 pe3ylbTaTaM IIPOBEACHHBIX OKCIEPTU3 U
HaNpaBJICHUE JTUX 3aKJIIOYCHHH B YIOJHOMOYEHHBIH (epepalbHblii OpraH HCIOJHUTEIBHON BIIACTH
OCYLLECTBIISIIOTCS B CPOK, HE MPEBBIIAIOIIUIN CTa AECATH PabOUYMX JTHEH CO JIHA MOTyYeHUs SKCIEPTHBIM
YUPEKACHUEM COOTBETCTBYIOLIETO 3a/laHUs YIIOJTHOMOUYEHHOIO (pe1epaabHOr0 OpraHa MCIIOJIHUTEIbHOM
BJIACTU M HEOOXOAUMBIX IOKYMEHTOB B 3JIEKTPOHHOM (popMe Ml Ha OYMakKHbIX HOCUTEISX.

2. B TedeHue AeBsIHOCTA JHEH CO JHS TOJIYYCHHUS PEIICHUS YIOJIHOMOYCHHOTO (eAepaibHOrO
OpraHa HCIIOJIHUTEIbHOW BIACTH O MPOBEIECHUHU HKCIEPTHU3, MPEAYCMOTPEHHBIX 4YacThio | Hacrosiei
CTaThH, 3asBUTEINIb MPEACTABIISICT B JKCIEPTHOE YUPEKICHUE ISl MPOBEACHHUS SKCIEPTH3bl KadecTBa
JIEKapCTBEHHOT'O CpEeICTBa 00paslibl JIEKapCTBEHHOIO Mpernapara Ajisi MEAUIHUHCKOTO MpHUMEHEHUS,
MIPOU3BEICHHOTO B COOTBETCTBUM C TPEOOBAHUSMHU OIBITHO-IIPOMBIIIIICHHOTO U (MJIM) TMTPOMBIIUICHHOTO
PErJIaMEeHTOB, YTBEP)KIEHHBIX PYKOBOIUTENEM IPOU3BOAUTENS JEKAPCTBEHHBIX CPEICTB, a TaKKe B
COOTBETCTBYIOIIMX CIydasx 00pasibl (papManeBTHUECKON CyOCTaHIIMHU, TECT-IITAMMa MUKPOOPTaHU3MOB,
KYJIbTYpPBI KJIETOK, 00pa3libl BEIIECTB, IPUMEHIEMBIX JUIsI KOHTPOJISI Ka4yecTBa JIEKapCTBEHHOTO CPE/ICTBA
MyTEM CPAaBHEHHSI C HUMH HCCIIEAYEMOT0 JICKAPCTBEHHOTO CPEJICTBA, B KOJIMYECTBAX, HEOOXOAUMBIX JIJIst
BOCIIPOM3BE/ICHUS] METOJIOB KOHTPOJISI KauecTBa.

3. Ilpu momydeHum 0Opa3IOB JICKAPCTBEHHOTO Tpemapara W ¢apMaleBTUUECKOH CyOCTaHITUU
SKCIEPTHOE YUPEXKICHHE BBIIAET 3asBUTEII0 JIOKYMEHT, MOATBEPKIAIOIIMNA IMONTYyYEHUE YKa3aHHBIX
00pasIioB, U B CPOK, HE MPEBBIIIAIOIINI TpeX padovmX JHEH, yBeIOMIISIET B AJIEKTPOHHON (opMe WM Ha
OyMa)XHOM HocuTese 00 STOM YIOJTHOMOYEHHBIN (eiepalibHbIi OPTaH UCTIOTHUTENBHOM BIACTH.

4. YxazaHHBIC B YacTsIX 2 U 3 HACTOSIIECH CTAThbH CPOK ISl TIPEICTABICHUS 3asBUTENIEM 00pa3IoB
JIEKapCTBEHHOTO Tpenapata W (apMaleBTUUECKOW CYOCTaHIIMM M CPOK YBEJOMJIEHHS AKCHEPTHBIM
yuUpexKIeHueM o0 9JToM Ha OyMaXHOM HOCUTENE YIOJHOMOYEHHOro (eaepaibHOTO OpraHa
HCIIOJIHUTEJILHON BJIACTU HE BKJIIOYAKOTCS B CPOK ITPOBEIEHUS DKCIEPTU3, IPENYCMOTPEHHBIX YacCThIO 1
HAaCTOSIIEN CTATHHU.

5. JIOKyMEHTBI, IOCTYIUBIIME B OJKCIEPTHOE YUYPEXKACHUE [UIA IPOBEIEHUS DKCIEPTHU3,
MIPEelyCMOTPEHHBIX YacThIO | HACTOSIIEN CTaThH, MOJIEKAT BO3BPATY B YIIOJTHOMOUYEHHBIH (erepanbHblii
OpraH HCIIOJHUTEIBHOW BJIACTH OJHOBPEMEHHO C 3aK/IIOYCHUSAMH, IIOJIYYEHHBIMU II0 pe3yibTaTaMm
COOTBETCTBYIOIIMX IKCIEPTHU3.

Cratba 24. JKcnepTu3a KayecTBa JleKapCTBEHHOro cpeacTBa M 3KcnepTu3a
OTHOLWEHNUA OXMAAaeMOMW NOSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsI NeKapCTBEHHOro
npenapara Ans BeTepMHapHOro NpMMeHeHuUs

1. DxcniepTH3a KauecTBa JEKapCTBEHHOTO CPEJICTBA U AKCIIEPTHU3a OTHOIICHUS 0KHIA€MOU TOJIB3BI
K BO3MOXXHOMY pPHUCKY IPUMEHEHMS JIEKapCTBEHHOIO Ipenapara A BETEPUHAPHOIO INPUMEHEHUS,
COCTAaBJICHHME KOMHUCCHSIMU OKCIEPTOB 3aKJIIOUYCHHH TI0 pe3ysbTaraM yKa3aHHBIX »JKCIEPTU3 U
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HaNpaBJICHUE TaKUX 3aKIIOYCHHA B YIMOJHOMOYEHHBIH (hefepalbHBI OpraH HMCIOJHUTEIBHON BIACTH
OCYILLECTBIISIIOTCS B CPOK, HE MPEBBIIAIOIINN cTa AeCATH padouuX JHEH CO JHA MOJIy4eHHs IKCIEPTHBIM
YUpEXJICHUEM 3aJaHusl yHNOJIHOMOYEHHOro (hefepajibHOr0 OpraHa HCHOJIHUTENBHOH BIAaCTH C
JOKYMEHTaMH, YKa3aHHbIMU B 4acTu 3 craThu 17 Hacrosmero denepanbHOro 3aK0Ha.

(B pen. @enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 13.07.2015 N 241-D3)

2. B Teuyenue TtpuanaTh pabouMX JHEH CO JHS TIOJNyYeHHs PELICHUs YIIOJHOMOYCHHOTO
(benepanbHOro OpraHa UCIOJHUTEIHHON BJIACTU O MPOBEJICHUM YKa3aHHBIX B YacTH | HACTOSIICH CTaThH
IKCIIEPTH3 3asSBUTEIb MPEACTABISICT B AKCIIEPTHOE YUPESIKACHHUE JUIS IPOBEICHUS SKCIEPTU3bI KauecTBa
JICKapCTBEHHOTO CPEJCTBAa O00pa3lbl JICKAPCTBEHHOTO IperapaTra Ui BETEPUHAPHOTO NPUMCHEHHS,
MPOU3BE/ICHHOTO B COOTBETCTBUH C TPEOOBAHMSIMH TEXHOJIOTHYECKUX PErJIAMEHTOB, YTBEPIKICHHBIX
PYKOBOJUTCIICEM ITPOU3BOJUTCIIA JICKAPCTBCHHBIX CPCACTB, a@ TAaKXE B COOTBCTCTBYIOIIHX ClIydasax
TECT-LITAMMBl MHKPOOPTaHU3MOB, KYIBTYPbl KJIETOK, 00pa3ibl (hapMaleBTHUSCKOH CyOCTaHINH,
O6pa3HBI BCIICCTB, NPUMCHACMBIC JIsI KOHTPOJISA Ka4€CTBa JICKAPCTBCHHOI'O CpCACTBA, B KOJIMYCCTBAX,
HEOOXOIUMBIX ISl BOCIIPOU3BE/ICHHSI METOIOB KOHTPOJISI KaueCTBa.

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

3. Ilpu nomydeHun oOpa3lOB JEKApCTBEHHOIO Ipernapara M (apManeBTUYECKON cyOcTaHLUU
JKCIIEPTHOE YUYPEXKICHHE BBIIACT 3asABUTEII0 JOKYMEHT, IOATBEPKIAIOIINN ITOJIYYEHUE YKa3aHHBIX
00pa3ioB, 1 B CPOK, HE MPEBBIAIOLINNA TpeX padounx JHEH, yBeIoMIIseT B UCbMEHHON (popme 00 3ToM
YIIOJTHOMOYEHHBIN (hefepaibHbIA OpTaH UCIIOIHUTEIHHON BIACTH.

4. Cpox ans TpeACTaBiIeHUs 3asBUTE]IEM 00pas3loB JICKAPCTBEHHOIO Ipenapara H
(apmaleBTUUECKON CYOCTaHIIMM M CPOK YBEJIOMIIEHUS OKCIEPTHBIM YUpEXKIEHHEM 00 3TOM B
MUCHbMEHHON (hOpMe YIOIHOMOYEHHOTO (eIepaIbHOI0 OpraHa UCIOJHUTENIBHONW BIIACTH, YKa3aHHBIE B
gacTsaX 2 ¥ 3 HACTOSIIIEH CTaThu, HE BKIIFOYAIOTCS B CPOK NMPOBEJCHHS YKa3aHHBIX B 4acTH | HacTosIei
CTaTbU DKCIIEPTHU3.

5. JIOKyMEHTBI, MOCTYIUBIINE B SKCIIEPTHOE YUPEXKJEHHUE JI NMPOBENCHUS YKa3aHHBIX B yacTH |
HAcTOsIILIEH CTaThbM OKCHEpPTH3, IMOJUIeKaT BO3BpPAaTy B YINOJHOMOYEHHBIH (enepaibHbIil  oprax
WCIIOJIHUTEJILHOM BJIACTH OJJHOBPEMEHHO C 3aKJIFOUEHUSIMU TI0 Pe3yJbTaTaM YKa3aHHbBIX dKCIIEPTH3.

CraTtbsa 25. nOBTOpHoe npoeeneHue 3KCNepTmn3bl JieKapCTBeHHbIX CpeacTB
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cnmyuasix He1OoCTaTOYHON 00OCHOBAHHOCTH WU HEMOTHOTHI 3aKIIOYCHHSI KOMHCCHUU DKCIIEPTOB,
HaJu4usl B HEM MPOTHBOPEUMBHIX MAHHBIX, (adbCU(UKAIIMN BBIBOJOB SKCIEPTHU3bI JIEKAPCTBEHHOTO
CPEICTBa, COKPBITHSI OT YIOJIHOMOYEHHOTO (heJepaibHOr0 OpraHa MCIOJHUTENFHON BIACTH OCHOBAHHMA
JUISL OTBOAQ OJKCIEepTa BCIECACTBHE €r0 3aMHTEPECOBAHHOCTH B pe3yJbTaTax COOTBETCTBYIOIIEH
OKCIEPTHU3bl, HANWUYMs JAHHBIX O TPSIMOM JHUOO KOCBEHHOM BMEIIATENbCTBE B  MPOIECC
COOTBETCTBYIOIIECH SKCHEPTHU3bI JIUI[, HE YYaCTBYIOIIMX B €€ MPOBEACHUH, HO OKa3aBIIUX BIHMSIHUE Ha
MPOLIECC U PE3YNbTATHl €€ MPOBEACHHUS, YIMOIHOMOYEHHBIM (eiepallbHbIM OpPraHOM HCTOTHUTEIHLHOM
BJIACTH HA3HAYAETCS MOBTOPHAS IKCIIEPTU3A JIEKAPCTBEHHOTO CPEACTBA U (MJIH) STHYECKAsk HKCIIEPTH3A.

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

2. TloBTOpHas 3KcrepTH3a JEKAPCTBEHHOI'O CPEICTBA MPOBOJUTCS C yYETOM pe3yJbTaTOB paHee
MIPOBEJICHHOM OKCIEPTU3bl B CPOK, YCTAHOBICHHBIM YIIOJTHOMOYEHHBIM (peneparbHbIM OpraHOM
WCIIOJIHUTEJILHOM BJIACTH M HE MPEBBIIAIONINN TpUAIATH pabounX AHEH CO THS MOIYYEHUS SKCIEPTHBIM
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YUPEKICHUEM 3a/IaHUS HA TIPOBEICHUE IIOBTOPHOM IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEICTRA.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. ®wunaHcoBoe oO0ecleYeHHE BBIMOJHEHHUS 33/JaHUS Ha TPOBEJICHHE IOBTOPHOH OSKCIEPTU3HI
JIEKapCTBEHHOI'O CPE/ICTBA HE OCYILECTBIISAETCS.
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbs 26. YCKOpeHHaﬂ npoueanypa 3KCnepTu3bl NIeKapCTBeHHbIX cpeacTe

1. YckopeHHas mpoueaypa SKCIEPTH3bl JIEKAPCTBEHHBIX CpPEACTB B IENAX TOCYIapCTBEHHOU
perucTpanuy JIeKapCTBEHHBIX IpernapaToB HPUMEHSETCSs B OTHOIIEHUU OpQaHHBIX JEKapCTBEHHBIX
IIpenaparoB, MEPBLIX TPEX JEKAPCTBEHHBIX IIPENapaToB, perucTpupyemsix B Poccuiickon denepanuu B
KAaueCTBE BOCIIPOM3BEICHHBIX JIEKAPCTBEHHBIX IIPENApaToB, OUYEPEIHOCTb KOTOPBIX OIpPENENsIeTCs B
COOTBETCTBMM C HOMEpPOM M JaTOM BXONAIIMX 3asABICHUNM O TOCYAApPCTBEHHOW pPErMCTpPaLiU
JIEKapCTBEHHBIX IIPENapaToB B paMKaxX OJHOIO MEXIYHapOAHOIO HENAaTEHTOBAHHOIO HAaWMEHOBAHMS
JIEKAPCTBEHHOI'0 IIpernapara WIA I'PYNIIMPOBOYHOIO HAMMEHOBAaHHMs JIEKAPCTBEHHOIO IIpenapara, u
JIEKapCTBEHHBIX IIpenaparos, IIpEeIHa3HAYECHHBIX UCKJIIOYMTEIIBHO JUISt IIPUMEHEHUS

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

2. YckopeHHas mpoleaypa 3KCIEPTU3bl JICKAPCTBEHHBIX CPEACTB B LEISAX TOCYIAapCTBEHHOM
perucTpaluy JeKapCTBEeHHBIX MIPENapaToB HE IPUMEHSETCS B OTHOIIICHUH:

1) 6uoaHanoroBhIX (OMOMOTOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (OM0aHAIOTOB);

2) pedepeHTHbIX JIEKAPCTBEHHBIX MpenapaTroB (3a MCKIOYEHHEM OpP(AHHBIX JIEKapCTBEHHBIX
[IpenapaToB);

3) BOCHpPOU3BEIEHHBIX JIEKAPCTBEHHBIX IMpemapaToB (3a HCKJIIOYEHHEM TMEpPBBIX  TPex
peructpupyemMbix B Poccuiickoin @enepaunu B KayeCTBE BOCIHPOU3BEICHHBIX JIEKAPCTBEHHBIX
MPENapaToB M JIEKapCTBEHHBIX IIPENApaTOB, NPEAHA3HAYEHHBIX HCKIIOYUTEIBHO Ui NPUMEHEHUS
HECOBEPIICHHOJETHUMHU TPaKIaHAMU );

4) HOBBIX KOMOMHAIIMH 3apETUCTPUPOBAHHBIX paHee JeKapCTBEHHbBIX IPENnapaToB;

5) IeKkapCTBEHHBIX MpPENnaparoB, 3aperMCTPUPOBAHHBIX paHEe, HO MPOM3BEIEHHBIX B JPYIHX
JIEKapCTBEHHBIX (hopMax B COOTBETCTBUH C MEPEYHEM HAMMEHOBAHUU JIEKAPCTBEHHBIX ()OPM U B HOBOM
TI03UPOBKE.

(uactp 2 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3. VYckopeHHas mpoleaypa 3KCIEpPTU3bl JIEKApCTBEHHBIX CPEJICTB IPOBOJUTCA IO PEIIEHUIO
COOTBETCTBYIOILIETO YIOJIHOMOYEHHOTO (hefepabHOr0 OpraHa MCIHOJIHUTENbHOW BIACTH HA OCHOBAaHHUH
3asIBJICHUS 3asBUTENS B CPOK, HE MPEBBILIAIOIIMI BOCBMUJECATH pabounx nHei. [Ipu stom sxcneprusa
JOKYMEHTOB, COJAEP KALUXCS B PErMCTPAllMOHHOM JIOChE€ Ha JIEKApCTBEHHBIN IpemnapaT, MPOBOJUTCS B
CPOK, HE TPEBBIIIAIOUINI JecATH padoyux JHEH, JKclepTh3a KadyecTBa JIEKapCTBEHHOTO CpeACTBa U
9KCIIEPTH3a OTHOIICHMS OXHAAEMOH IOJIb3bl K BO3MOKHOMY PHUCKY IPUMEHEHMs JIEKApCTBEHHOTO
npernapaTa MpoBOJATCS B CPOK, HE MPEBBIMIAIOLINHN MIECTUAECATH padounX JTHEH.

(uactsb 3 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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3.1. B oTHOmIeHNH OpQaHHBIX JIEKAPCTBEHHBIX MPENapaToB MOTYT OBITh IPEICTABICHBI PE3yIbTAThI
JOKJIMHUYECKUX UCCIEAOBAaHUM JIEKAPCTBEHHBIX CPEACTB U KIIMHUYECKUX MCCIIEIOBAHUN JI€KaPCTBEHHBIX
MPENapaToB ISl MEIUIIMHCKOTO IMPUMEHEHHUS], BBIITOJIHEHHBIX 3a mpeaenamu Poccuiickon denepannu B
COOTBETCTBUM C NpaBWJIaMHU HaJJIekaliel 1abopaTopHON MNpakTUKU U TpaBUIaMM HaJJiexariein
KJIMHUYECKOU IPAKTHUKHU.

(dactp 3.1 BBeaeHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4. YckopeHHas Mporeaypa dKCIEPTU3bl JICKAPCTBEHHBIX CPEJICTB IPOBOJAUTCS B TOPSJKE,
yCTaHOBJICHHOM cTatbsiMu 17 - 20, 23 u 24 nactosimero denepaabHOT0 3aK0HA, M HE 03HAYAET CHIDKCHHS
TpeOoBaHMIT K 6€3011aCHOCTH, Ka4eCTBY U 3(PPEKTUBHOCTH JICKAPCTBEHHBIX MIPEMapaToB.

CraTtbAa 27. PewweHne o rocyaapCTBEHHOW perucTpauuvm fieKapcTBEHHOro npenapara

1. B cpok, He mpeBBIIAIONMINNA ACCITH padOunX JHEH CO JHS MOJTYYEHHUs 3aKIIOYECHUNH KOMHUCCUU
JKCIEPTOB IO pe3yJbTaTaM HKCIIEPTU3bl KAUECTBA JIEKAPCTBEHHOI'O CPEACTBA U HKCIEPTU3bl OTHOLICHUS
0’KMJIa€MOMH I10JIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHHMS JIEKAPCTBEHHOIO Mperapara, COOTBETCTBYIOIUN
YIIOJTHOMOYEHHBIH (eepalbHbIi OpraH UCIOTHUTEIbHONU BIACTH:

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

1) pasmemaer Ha cBoeM oduIUMANIbHOM caiiTe B ceTu "MHTepHET" COOTBETCTBYIOIINE 3aKIIIOUCHUS
KOMHCCHHM SKCIIEPTOB M OCYIIECTBIISIET WX OLEHKY JJIS ONpPENeNeHUsS COOTBETCTBHUS 3aJaHUI0 Ha

MPOBEJCHUE STHX SKCIEPTH3;
(n. 1 B pea. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) mpUHHMMAaeT peUIeHHEe O TOCYAApCTBEHHOM PETrHCTpallMM JEKapCTBEHHOTO Mpemapara wid o0
OTKa3€ B rOCYJIApPCTBEHHON PETUCTPAIlMH JICKAPCTBEHHOTO IIpernapara;

3) BHOCHUT NpH NPUHATUU PELICHUs O TOCYJapCTBEHHON PErucTpaliy JIEKApCTBEHHOrO Iperapara
JaHHBIE O 3apErHCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare, B TOM uucie O (apMaleBTUYECKOU
CcyOCTaHIIMM, BXOJfIIed B COCTaB JIEKApCTBEHHOrO IIperapara, B TOCYAApCTBEHHBIM peectp
JIEKapCTBEHHBIX CPEJCTB M BBIJAET 3asBUTENIO PETUCTPALMOHHOE YJIOCTOBEPEHHUE JIEKApPCTBEHHOTO
npemnapara, popMa KOTOpOro yTBep»kaaeTcsi yIOJITHOMOUYEHHBIM (peiepanbHbIM OpraHOM MCIIOJHUTEIbHON
BJIACTH, COTJIACOBAHHbIE HOPMATHUBHYIO JOKYMEHTAllMIO, HOPMAaTUBHBIM JOKYMEHT, MHCTPYKIUIO IO
IIPUMEHEHHUIO  JIEKapCTBEHHOIO IpernapaTa W MAaKeTbl [EpBUYHOM YNAKOBKM M BTOPHUYHOHN
(moTpeOuTeNnbCKOW) YHNAKOBKM C YKa3aHMEM Ha HHUX HOMEpa pEerucTpaloHHOTO YAOCTOBEPEHUs
JIEKapCTBEHHOI'O IIpernapaTa M JaThl €ro TOCYJAapCTBEHHOW PETUCTPALlMM WM B Cllydae IPHUHSITHS
pemieHrst 00 OTKa3e B TIOCYJAapCTBEHHOW pPETUCTpallMM JIEKapCTBEHHOTO IIpenapaTra yBEIOMISIET B
NUCHbMEHHOW (¢opme 3asBuUTENs 00 H3TOM C YKa3aHHEM MpPUYMH TaKoro OTKa3a. 3a BbIgauy
PETUCTPALIMOHHOTO YOCTOBEPEHHUS JIEKaPCTBEHHOI'O MpernapaTa B3UMaeTcsl roCcy/1apcTBEHHAas! MOLUIMHA B
COOTBETCTBHH C 3aKOHOZaTeNbcTBOM Poccuiickoit @enepannu o Hajorax u coopax.

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

2. OcHOBaHMEM MdJi1 OTKa3a B TOCYJapCTBEHHOM pErucTpaiuu JICKapCTBEHHOTO mpemnapara Jis
MEIUIIMHCKOTO  TPUMEHEHHUSl  SIBJIAETCSA  3aKIIOUYEHHWE  COOTBETCTBYIOIIETO  YIOJHOMOYEHHOTO
denepanbHOrO0 OpraHa HUCHOTHUTENBLHOM BIACTH O TOM, YTO KauecTBO M (wiu) 3PQPEeKTUBHOCTH
PErUCTPUPYEMOTO JICKAPCTBEHHOTO IMpernapara i MEAWIIMHCKOTO MPUMEHEHHs] HE TOATBEPIKICHBI
MOJIYYEHHBIMH JAaHHBIMU WJIM YTO PUCK MPUUYMHEHHUS Bpela 3J0POBBI0 UETOBEKA BCIEACTBUE IpUEMa
JIEKapCTBEHHOI0 IMpernapara s MEIUIMHCKOTO TPUMEHEHHUs TMpeBbIaeT 3(PQPEKTUBHOCTh €ro
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MIPUMEHEHUS.
(dactb 2 B pen. DeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. TloBTOpHOE NpEACTAaBICHWE B COOTBETCTBYIOUIUI YIOJIHOMOYEHHBIH (eepanbHblii Ooprax
UCIIOJIHUTEJIBHOM BJIACTH JIEKAPCTBEHHOI'O IIpenapara, B OTHOLIEHWU KOTOPOIrO IIOJy4eH OTKa3 B
roCyZapCTBEHHOM PErucTpalvi U KOTOPBIM BIIOCJIEACTBUH IOJBEPICS U3MEHEHHIO B YACTH €ro COCTaBa,
paccMaTpuBaeTCsl Kak IPEACTaBICHUE HOBOIO JIEKAPCTBEHHOIO IIpernapara Ha €ro rocyAapCTBEHHYIO
PEruCTPaLMIO HE3aBUCUMO OT COXPAHEHHUs €ro IIEPBUYHOIO HAUMEHOBAHUS.

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

4. Ilpu mpenocTaBieHUM 3asABUTEIIEM B COCTAaBE€ PETHUCTPAIMOHHOIO JOChE Ha JIEKApCTBEHHBIN
npemnapaT Juisi BETEpUHAPHOTO MPUMEHEHUS! KOMUU PEeHIeHHs YIIOJIHOMOUYEHHOro (heaepaabHOro opraHa
WCTIOTHUTEJILHOW BJIACTH O TMPOBEICHUU HMHCIIEKTUPOBAHUS TMPOU3BOJIUTEINS JICKAPCTBEHHBIX CPEICTB
CPOK TPUHATUS pEHIeHHs O TOCYJAapCTBEHHOM pEerucTpaluy JIEKapCTBEHHOro IpemapaTta s
BETEPUHAPHOTO MPUMEHEHHS MPUOCTAHABIMBACTCS CO JIHA MOJYYCHHS 3aKJIIOUCHUM, YKA3aHHBIX B YaCTH
1 nacTofmel cTaThH, 10 AHS MPUHATHUS YIOJTHOMOYEHHBIM (eepallbHBIM OPraHOM HCIOJIHUTEIBHON
BJIACTH PEIICHUS O BbIaue WM OO0 OTKa3e B BbIAUe 3aKIIOYCHHUS O COOTBETCTBHH IPOHM3BOIUTEIIS
JIEKapCTBEHHBIX CPEJCTB TPeOOBAHUAM MPABIII HAJUIEKAIIeH MPON3BOJACTBEHHON MPAKTUKU, HO HE OoJee
9eM Ha CTO BOCEMBJCCIT PabOUHX JTHEH.

(uactb 4 BBenena denepanbubiM 3aKkoHOM 0T 04.06.2018 N 140-D3)

5. OcHOBaHMEM Jisi OTKa3a B TOCYAAPCTBEHHOW PErHCTpPallMM JIEKAPCTBEHHOI'O Iperapara Jyist
BETEPUHAPHOTO TPUMEHEHHUsSl SBISETCS 3aKII0UYEeHHE YIOJHOMOYEHHOTO (emepanbHOro oOpraHa
WCTIOTHUTEIPHOW BJIACTH O TOM, 4YTO KadecTBO H (wiu) 3(P(HEKTUBHOCTH PETUCTPUPYEMOTO
JIEKApCTBEHHOT'0 Tpernapara Juisi BETEPUHAPHOTO NPUMEHEHUST HE MOATBEPXKIEHbI MOJIYYEHHBIMU
JAHHBIMHU WM YTO PUCK MPUYUHEHUS Bpea 3I0POBbIO JKUBOTHOT'O BCJIEACTBUE MPUEMA JICKAPCTBEHHOTO
mpemapaTa Afs BETePUHAPHOTO MPUMEHEHHUs TMpeBbImaeT 3(PGEKTUBHOCTh €ro MPUMEHEHHS, OTKa3
YIOJIHOMOYEHHOTO (he/IepalIbHOTO OpraHa WCIOTHUTEIBHOW BJIACTH B BBIJAYe 3aKIIOYEHUS O
COOTBETCTBUM  MPOU3BOAMUTENs JIEKAPCTBEHHBIX CPEIACTB TPEeOOBAHHSAM TpPaBHI  HaJuiexalien
MPOU3BOJICTBEHHON TMPAKTUKA JUISI K&KJIOHW TMPOU3BOJCTBEHHOW IUIOMIAIKA PETUCTPUPYEMOTO
JIEKApCTBEHHOr'0 Ipenapara Juisi BETEPUHAPHOTO MPUMEHEHHS B CJly4yae, €clid IPOU3BOJCTBO
JIEKApCTBEHHOT'0 TpenapaTra Il BETEPUHAPHOTO TMPUMEHEHHUS] OCYIIECTBISIETCA 3a TMpeAesiaMu
Poccuitckoii denepanuu, i OTCYTCTBUE TAKOTO 3aKJIFOUEHUS.

(dactb 5 BBenena MenepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

Koncynprantllntoc: npumeuanue.
C 01.03.2020 cr. 27.1 uznaraercst B HoBoM pemakuuu (D3 ot 27.12.2019 N 475-®3). CMm. Oynymryro
peNaKIuIo.

Cratba 27.1. I'Iop;mox onpeaneneHna B3aMMO3aMEeHAEMOCTU JIeKapCTBEeHHbIX
npenapartroB And MeauUuMHCKOro npnmMmeHeHuns
(BBeneHa PenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. Bs3anMo3ameHsseMoCThb JICKApCTBCHHBIX npernaparoB JJISL MCECIUIUHCKOI'O MMPUMCEHCHUA
orpeeNseTcss B mopsjke, ycraHoBieHHOM [IpaBurenbctBom Poccuiickoit denepaiiuu, Ha OCHOBaHUH
CIIETYIOIIHUX MapaMeTPOB:

www.consultant.ru Crpanuna 56 u3z 137
HaJeKHasl IpaBoBasi MOAAEPIKKa


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

®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pen. ot 27.12.2019)
"O6 obparieHnH JIeKapCTBEHHBIX CpecTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 21.02.2020

1) DSKBHUBaJNEHTHOCTh (IIsi OMOAHANOTOBBIX (OMOIMOMOOHBIX) JIEKAPCTBEHHBIX IIPEMapaToB
(OuoanamoroB) -  CONOCTaBUMOCTb)  Ka4eCTBEHHBIX U KOJUYECTBEHHBIX  XapaKTEPUCTHUK
(dhapmaleBTHUECKUX CyOCTaHIIM (HMCIIOJIb30BAHKUE PA3IMYHBIX COJICH, YPHPOB, KOMILJICKCOB, U30MEPOB,
KPUCTAINIMYECKUX (OPM U JPYrHX MPOU3BOJAHBIX OJHOIO M TOTO K€ JIEHCTBYIOILIETO BEIIeCTBA HE
SIBJISICTCSL TIPETIATCTBUEM ISl B3aMMO3aMEHSIEMOCTH JICKAPCTBEHHBIX MPEMapaToB, €ClIU MPU MPOBEICHUH
uccienoBaHusl OWMOAPKBHBAJICHTHOCTH JIEKAPCTBEHHOTO IIpernapaTta WM B cllydae HEBO3MOKHOCTH
MIPOBEJICHUS] ATOTO UCCIICOBAHUS TPU MPOBEACHUU HCCIEIOBAHUS TEPANICBTHUECKON SKBHUBAICHTHOCTH
JIEKapCTBEHHOI'O Tperapara J0Ka3aHO OTCYTCTBHE KIIMHUYECKU 3HAUMMBIX pa3inyuuil papMaKOKHHETUKH
1 (nn) 6e3onacHOCTH U 3(PPEKTUBHOCTH JICKAPCTBEHHOTO Mpernapara sk MEAUIIHHCKOTO TPUMEHECHHUS );

2) PKBUBAJICHTHOCTh JIEKAPCTBEHHOW (OpMbI (IO SKBUBAJICHTHBIMHU JICKAPCTBCHHBIMU (hOpMamMu
MOHUMAIOTCSI Pa3HbIe JIEKAPCTBEHHBIE (DOPMBI, MMEIOLINE OJMHAKOBBIE CIIOCOO BBEACHUS M CIIOCO0
NpPUMEHEHHS, OO0JaJarolIue  COMOCTAaBUMBIMU  (hapMAKOKUHETHUYCCKHMMHU  XapPaKTCPUCTUKAMHU U
(hapMaKoJIIOTHIECKUM JIEHCTBHEM U 00ECTIICUYMBAIOIINE TAKXKE TOCTHKEHUE HEOOXOAUMOTO KIMHUYECKOTO
a¢dekra. Paznuums nekapcTBEHHBIX (OPM HE SBIJISIOTCS MPEISITCTBUEM JJISI X B3aMMO3aMEHSIEMOCTH,
€CITU TIPH TPOBEIECHUH HCCIIEIOBAaHUS OMOPKBHUBAJICHTHOCTH JIGKAPCTBEHHOTO TIpernapaTa WM B Cllydae
HEBO3MOXXHOCTH TPOBEJCHHUS 3TOTO MCCIICIOBAaHUS NPU MPOBEIACHUU HCCIEIOBAHUS TEPANICBTHYCCKON
SKBHUBAJICHTHOCTH JICKAPCTBEHHOT'O TpernapaTa JI0Ka3aHO OTCYTCTBHE KJIMHUYECKH 3HAYUMBIX PazIIHUnil
(apmakokuHeTHKH M (WiH) Oe30macHOCTH M A(PQPEKTHBHOCTH JIEKAPCTBEHHOrO Ipernapara s
MEIULUHCKOTO TPUMEHEHH);

3) 5KBUBQJIEHTHOCTb WJM COINOCTABMMOCTb COCTaBa BCIOMOTATENIbHBIX BEIIECTB JIEKAPCTBEHHOI'O
mpernapata Ui MEAMIMHCKOIO TpUMEHEHHUs (pa3luuusi cocTaBa BCIIOMOTATENIbHBIX —BEIIECTB
JIEKapCTBEHHOI'O IIpenapaTta Uil MEIMLUHCKOIO IPUMEHEHHUs HE SBISIOTCS NPEMATCTBUEM I UX
B3alMO3aMEHSIEMOCTH, €CIM TpU MPOBEACHUM HCCIENOBAaHUS OMOIKBHUBAJIEHTHOCTH JIEKAPCTBEHHOTO
mpenapata JUis MEAMIMHCKOIO IPUMEHEHUS WM B CIIy4ae HEBO3MOXKHOCTH IIPOBEINEHHUS ITOTO
UCCIIEIOBaHMsI TPU TPOBEJIECHUU HCCIEIOBaHUS TEPANEeBTUYECKONW SKBHUBAIEHTHOCTH JIEKAPCTBEHHOIO
npenapaTa Juii MEAMLIMHCKOIO NPHUMEHEHUS JOKa3aHO OTCYTCTBUE KIMHHUYECKH 3HAUYUMBIX pa3In4Hui
¢dapmakokuHeTHKH M (wiau) Oe3onmacHOCTH M A(P(GEKTUBHOCTH JIEKAPCTBEHHOI'O Ipenapara s
MEIUIMHCKOro npuMeHeHus. [Ipm sToM pasnuumsa cocTaBa BCIOMOIATEIBHBIX BELIECTB HE JIOJIKHBI
MPUBOJIUTh K PHUCKY BO3HMKHOBEHMSI CEpPbE3HBIX HEKENATEeNIbHbIX pEaKUUid Yy OTIENbHBIX TIpYMI
MAIMEHTOB WJIH MOBBIILIEHUS YaCTOThl MX BOZHUKHOBEHU);

4) HIEHTUYHOCTh CIIOCO0a BBEJICHUS U IPUMEHEHHS;

5) oTcyrcTBHE  KIMHUYECKH 3HAUMMBIX  pa3lW4yMii MpU  TMPOBEICHUU  HCCIEIOBaHUS
OMODKBUBAJIICHTHOCTH JIEKAPCTBEHHOTO Mperapara WM B CIydae HEBO3MOXKHOCTH IIPOBEICHHS ITOTO
UCCIIEIOBAaHUsI  OTCYTCTBHE KJIMHUYECKHM 3HAUMMBIX pa3MyMii mokas3areieid O€30MacHOCTH U
3pGEKTUBHOCTH JIEKapCTBEHHOTO TIperapara TpU TPOBEIECHUH HCCIEIOBAaHUS TepPareBTUIECKON
DKBUBAJIEHTHOCTU. JlaHHBI mMmapamMeTp He TPUMEHSETCS B OTHONICHUHM BOCIPOM3BEICHHBIX
JIEKAPCTBEHHBIX IpENapaToB, yKa3aHHbIX B yacTu 10 craten 18 Hacrosmero denepanbHoro 3akoHa. B
OTHOIICHUH OMOAHAIOTOBBIX (OMOIMOMOOHBIX) JIEKAPCTBEHHBIX MpernapaToB (OMOAHATIOTOB) JaHHBIE 00
OTCYTCTBUHM KIMHUYECKH 3HAYMMBIX pa3nuuuii OezomacHOCTH, 3()(PEKTHBHOCTH WM HMMMYHOTEHHOCTH
JEKapCTBEHHOTO  Tpermapara IO  pe3yibTaraM  MpPOBEACHHS  KIMHUYECKUX  HCCIIEeIOBaHUI
MIPEIOCTABIISIIOTCS B TIOPSIJIKE, YCTAHOBIEHHOM HACTOSIIEH YacThIo;

6) COOTBETCTBHE MPOM3BOAMTENS JIGKAPCTBEHHOTO CpPEACTBA TPEeOOBAaHUSM  HaJUIekKaIlen
MIPOU3BOJICTBEHHOM MPAKTHKH.
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2. CpaBHEHHE NapaMeTPOB PErHCTPUPYEMBIX JIEKAPCTBEHHBIX IPENapaToB I MEIULMHCKOTO
MIPUMEHEHHUsI OCYILECTBIISIETCS KOMHUCCHUEH SKCIEPTOB HKCIEPTHOIO YUPEXKACHUS IPU NPOBEICHUU
AKCMEPTU3BI TAKUX JICKAPCTBEHHBIX MPENapaToB B MPOLIECCE UX TOCYTAPCTBEHHON peructpanuu. BoIBobI
JKCIEPTOB O B3aMMO3AMEHSIEMOCTH WJIM HEB3aUMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPENapaToB s
MEIUIIMHCKOTO TMPUMEHEHHsSI, CICIIaHHbIE B pE3yJIbTaTe€ 3TOr0 CPAaBHEHHS, OQOPMIISIIOTCS B BUJC
MPUIOXKEHUS K 3aKIIOUYEHHI0 JKCHEPTOB MO (hopMe, YTBEP)KIECHHOW YMOJIHOMOYEHHBIM (eiepalbHbIM
OpraHOM HCHOJHUTEIbHOMN BIACTH.

3. TlonokeHusi HACTOAIIEH CTAaTbU HE PACHPOCTPAHSIOTCA Ha pedepeHTHbIE JIeKapCTBEHHbBIC
rpenaparsl, JIEKApCTBEHHbIE PACTUTEIIbHBIE MpenapaThl, TOMEONaTUYECKUE JIEKApCTBEHHBIC MIPernapaThl U
JIEKapCTBEHHbIE TIperaparbl, KOTOpbIE pa3pelieHbl UIsi MEIULIUHCKOro mnpumeHeHus B Poccuiickoii
Odenepanuu OoJiee TBAJIIATH JIET M B OTHOIICHUH KOTOPBIX HEBO3MOXKHO TPOBEACHHUE MCCIICTOBAHUS MX
OMOPKBHUBAJIEHTHOCTH.

CraTtbAa 28. PeructpauymoHHoe yaoocToBepeHne nekapCTBeHHOro npenapara

1. PerucrpaunoHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOI'O Ipernapara ¢ yKa3aHUEM JIEKapCTBEHHBIX
dbopM U JO3MPOBOK BBIAACTCS OECCPOYHO, 3a HCKIIOYEHHEM DPETHCTPALMOHHOTO YIO0CTOBEPEHHS
JIEKApCTBEHHOT'O IIpenapara, BbIIaBa€MOro CO CPOKOM JIEUCTBHS IATH JIET, HA BIIEPBBIE PETUCTPUPYEMBIE
B Pocculickoit @enepannu JeKapCTBEHHbBIEC MPeNapaThl.

2. Tlo ucTeyeHMM YKa3aHHOro B 4yacTW | HacTosIled cTaTbM CpoKa BblIaeTcs OeccpouHoe
PETUCTPALlMOHHOE YAOCTOBEPEHUE JIEKApCTBEHHOI'O IIpernapaTra IpU YCIOBUM TMOATBEPXKICHHUS €ro
roCy1apCTBEHHON PETUCTPALIUH.

3. B ciiyuae BHeceHmst B cooTBeTCTBUU co cTaThsiMu 30 m 31 HacTosmero depepabHOTO 3aKOHA
W3MEHEHUN B COJIepKallluecs] B PErMCTPAlMOHHOM JOChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar JOKYMEHTBI, 3aTparuBalOIIUX CBEICHHUS, OTPAXKEHHBIE B PErHCTPALIMOHHOM YIOCTOBEPECHUU
JIEKapCTBEHHOTO TperapaTa, YIOJIHOMOYEHHBIN (enepalbHblil OpraH MUCHOJHUTENHFHOW BIIACTH BBITACT
HOBOE PErHCTPAIIMOHHOE YJOCTOBEPEHME JIEKAapCTBEHHOIO Tpemnapara, cojaepkKaliee BHECEHHbIE B HETO
W3MCHCHHUS.

(uactb 3 BBeneHa denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

4. B caywyae yTpaTbl WM TOBPEXACHHUS PErHMCTPALMOHHOTO YIOCTOBEPEHHMsS JIEKAPCTBEHHOTO
mpernapaTa IO 3asBJIEHUI0 B MHCbMEHHOM (QopMme [epikarens WiIu BiajJenblla PerucTpanoHHOTO
YJIOCTOBEPEHMS JIEKAPCTBEHHOT'O Tpenapara Uik YIOJIHOMOYEHHOT0 UMM JIPYroro IpUINYECKOTro JINLA O
BblIaue AYyOJIMKaTa PerucTPaliiOHHOTO YJOCTOBEPEHHMsI JIEKAPCTBEHHOIO Ipemnapara yINoJIHOMOYEHHBIH
(benepanbHBI OpraH UCIOJHUTEIFHON BIACTH B CPOK, HE MPEBBILIAIONIUI JecaTu pabounx AHEH co JHS
MOCTYIUIEHUSI 3asBJICHHS, BbIIAaeT JyONMKAT PEruCTPAlMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpemnapara. 3a Bblady JyOJiMKaTa pPEruMCcTPallMOHHOTO YIAOCTOBEPEHHS JIEKapCTBEHHOIO Iperapara
B3UMAETCs TOCYIapCTBEHHAS MOIIJIMHA B COOTBETCTBUU C 3aKOHOAATENBCTBOM Poccuiickoit denepannu o
Hajorax u coopax.

(uactb 4 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

Cratba 29. [lloarBepxaeHue rocyAapCTBEHHOW perucTpauvm rneKapcTBeHHOro
npenapara
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)
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1. IMoaTBepkaeHHE TOCYIAPCTBEHHON PETHUCTpAIlMU JICKAPCTBEHHOTO Ipernapara OCYIIECTBIISCTCS
pHu BbIFaue OECCPOYHOr0 PETUCTPANMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO IpermapaTa B ciydae,
YKa3aHHOM B 4acTu 2 crtaTtbu 28 Hactosimero denepasbHOro 3aKOHAa, B CPOK, HE IPEBBIIAIONIMN
IIECTUICCATH padOYuX THEH CO JHS TMOJIYYCHHS] COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (heepanbHbIM
OpraHOM HCIIOJHUTEIBHOW BJIACTH 3asBIICHUS O TMOATBEPKICHUHM TOCYAApPCTBEHHOM pPETUCTpalluu
JIeKapCTBEHHOro mpenapara. He ocymiecTBisieTcss MOATBEPKACHUE TOCYAapCTBEHHOM pPETUCTpalluu B
OTHOIIIEHWH JICKAPCTBEHHOTO IperapaTa, He HaXouBIIerocsi B oopamiennu B Poccuiickoit deneparuu B
TEYCHHE TpexX W Ooyee JIeT, a TaKKe B OTHOIICHUH JICKAPCTBEHHOTO CpPEICTBA, MPOU3BEIECHHOTO C
HapylIeHueM TpeOOBaHMs, YCTAHOBJIEHHOTO YacThio 3.7 ctatbu 71 HacTosmiero deaepaibHOro 3aK0Ha.

2. 3asBiIeHUE O MOJTBEPXKJEHUU IOCYIapCTBEHHOW pErucTpaiuu JEKapCTBEHHOTO IpernapaTa JJis
MEIUIIMHCKOTO IMPUMEHEHUS MPEACTAaBISCTCS B COOTBETCTBYIOIIUI YHNOJHOMOYEHHBIH (eneparbHbli
OpraH HMCIIOJHUTEIHHON BJIACTH HE PaHEe YeM 3a CTO BOCEMBJECST AHEU J0 MCTEUYEHUS CPOKa JCHCTBHS
PETHCTPAIOHHOTO YIO0CTOBEPEHHS JIEKAPCTBEHHOTO Mpernapara Juisi MeIUIIMHCKOTO IIPUMEHECHUSI.

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

2.1. 3asBieHUE O NOATBEPXKICHUH IOCY1apCTBEHHON pErucTpaliuy JIEKapCTBEHHOTrO Mpenapara Juis
BETEPUHAPHOTO TMPHUMEHEHHs TPEICTABIACTCS B COOTBETCTBYIOIIMI YIOJTHOMOUYEHHBIN (enepanbHbIi
OpraH UCIIOJHHUTEIFHON BIACTH HE PaHEe YeM 3a CTO BOCEMBJECAT JHEW 10 MCTEUYEHHs CpOKa JAEeHCTBHUS
PETUCTPAIIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO TpenapaTa Jjisi BEeTepUHAPHOTO MPUMEHEHUS U He
NO3/IHEe OKOHYAHMUS CPOKa €ro JeHCTBUSI.

(uactsb 2.1 BBeneHa @enepanbHbIM 3akoHOM OT 02.08.2019 N 297-D3)

3. HO,I[TBCp)KI[CHI/Ie FOcyILapCTBCHHOﬁ peructpanuu JCKApCTBECHHOTO Ipflapara OCYIICCTBIISACTCA
Mo pe3yjibTaTaM OBKCICPTU3BI OTHOLICHUSA 0XKHJAEMOM TOJB3BI K BO3MOXHOMY PHUCKY HNPHUMCHCHHA
JICKApCTBCHHOT'O IMpeTiapaTa Ha OCHOBAHUU PE3YJIbTATOB MOHUTOPHHIA 3(1)(1)CKTI/IBHOCTI/I 1 0e30MMacHOCTH
JICKApCTBCHHOT'O  Ipfrapara, MOPOBOJUMOIO ACPKATCICM MWK  BJIAACIbOEM  PETHCTPALMOHHOI'O
YAOCTOBCPCHUA JICKAPCTBCHHOTI'O ITpeIiapaTa 0o YIIOJIHOMOYCHHBIM MU IOPUIUYCCKUM JIMIOM, a TAKKE
COOTBCTCTBYIOIIUM YITOJTHOMOYCHHBIM (benepanLHHM OpraHom HCIIOJIHUTENLHOMN BJIACTH B COOTBETCTBUU
C Tpe6OBaHI/I}IMI/I crateu 64 HaCTOAIICTO d)ez[epanLHoro 3aKOHa.

4. K 3asBi€eHHIO O MOATBEPKIEHUH I'OCYAapCTBEHHOM perucrpaiuy JeKapcTBEHHOI 0 Ipernapara Jyist
MEIULIMHCKOTO MPUMEHEHUS TPUIIAraroTCs:

1) nHOKyMEeHTBI, cojaepXkallue pe3ylabTaTbl MOHUTOPUHTAa 3(PGEKTUBHOCTH U 0O€30MacHOCTU
JIEKapCTBEHHOI'O IIpernapara [uisi MEJUIUHCKOrO IPUMEHEHUs, IPOBEAECHHOTO JEp)KaTeleM WU
BJIAJIEJIBLIEM PETUCTPALIMOHHOIO YIOCTOBEPEHMs JIEKAPCTBEHHOIO Ipernapara [yl MEIULMHCKOIO
OPUMEHEHHUs JMOO YIOJHOMOYEHHBIM UM IOPUAMYECKHM JIMIOM, 1O (opme, yTBEpKICHHOMN
YIIOJTHOMOYEHHBIM (e/iepaibHbIM OPTaHOM HCIIOIHUTEIbHOM BIIACTH;

Koncynbrantlntoc: npumeyanue.
C 01.01.2021 B m. 2 4. 4 ct. 29 BHOCATCs m3MeHenust (D3 ot 27.12.2019 N 478-D3).

2) KOIIHUg JIMOCH3HMKU Ha HOPOU3BOACTBO JICKAPCTBCHHBLIX CPCACTB WM KOIMUA 3aKJIKOUYCHUA O
COOTBECTCTBUH MMPOU3BOAUTCIIA  JICKAPCTBCHHBIX CpEaAcCTB Tpe60BaHI/I$IM ImpaBuJI Hannemameﬁ
HpOI/ISBOI[CTBeHHOﬁ MMPAaKTHUKHU, BbIAAHHBIX YITOJITHOMOYCHHBIM (bellepaHLHBIM OopraHomM HWCIIOTHUTEILHOM
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BJIACTM B OTHOLUIEHHUM IMPOU3BOACTBEHHOW IUIONIAJAKHA JIEKAPCTBEHHOrO Iperapara Juisi MEAULHUHCKOIO
MIPUMEHEHHUs], TOCYJapCTBEHHAsA PErUCTPALMS KOTOPOIO MOATBEPKAAETCS B CIy4ae, €CIM IMPOU3BOJICTBO
JICKapCTBEHHOI'0 IMpernapara Uil MEOUUMHCKOIO NPUMEHEHHUS OCYLIECTBIsAeTCS B Poccuiickoin
denepanuu;

Koncynsrantlntoc: npumedanue.
C 01.01.2021 B . 3 4. 4 ct. 29 BHOCsATCS m3MeHenust (D3 ot 27.12.2019 N 478-D3).

3) KOIIUA BBII[aHHDfI YIIOJITHOMOYCHHBIM OPraHoM CTpaHbl MPOU3BOJUTCIIA JIMIOCH3UMKW HaA
MIPOU3BOJICTBO JIEKAPCTBEHHOTO Iperapara il MEAMIMHCKOrO MPUMEHEHUS U €€ MEPeBOJI Ha PYCCKUH
A3BIK, 3aBCPCHHBIC B YCTAHOBJICHHOM IIOPAAKE, a TaKKC KOIIUA 3aKIOYCHHUA O COOTBCTCTBHU
MIPOU3BOJIUTENSL JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TPAaBWII HAJJICKAIICH IPOU3BOJACTBEHHON
IMPAaKTUKH, BbIAAHHOTO YIOJHOMOYCHHBIM q)enepaanLIM OopraHomM HCIIOJIHUTEILHOM BJIACTH B
OTHOIIICHUHA TPOU3BOJCTBCHHON IUIOMAJKK JICKAPCTBEHHOTO Tpernapara JUis  MEIMIIMHCKOTO
IIPUMEHEHHNS, TOCYHNApPCTBEHHAs pETUCTpalMs KOTOPOIO IIOATBEPKIAETCS, WA KOIUS PEIICHUS
YIIOJIHOMOYEHHOTO (pelIepaIbHOr0 OpraHa HCIOJHUTEIbHONH BIACTH O MPOBEJACHUU WHCIICKTUPOBAHUS
MIPOU3BOIUTEIIS JIEKAPCTBEHHBIX CPEACTB B CIy4ae, €CIIM MPOU3BOJICTBO JIEKAPCTBEHHOTO Mpernapara s
MEIUIMHCKOTO MPUMEHEHHUS OCYIIECTBISIETCS 3a nipeaenamu Poccuiickoit denepanuu.

(dactp 4 B pen. @eaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOImEHNN OMOJOTMYECKUX JICKAPCTBEHHBIX MPENaparoB JUIsi MEAUIMHCKOTO MPUMEHEHUS
3asBHUTENb JOMOJHHUTEIBHO TPEACTABISACT pPEe3yabTaThl MEPONPHUATHIH, NPEIYCMOTPEHHBIX ILIAHOM
yIIpaBJIEHUs] PUCKaMM, YTBEPXKIEHHBIM YHNOJIHOMOYEHHBIM (hefepalbHbIM OpPraHOM HCIIOJHUTEIbHON
BJIACTH TIPH OCYIIECTBICHHH TOCYIAapCTBEHHOW pEruCTpalliil JIEKAPCTBEHHOTO TIpemapara s
MEIULUHCKOTO IPUMEHEHUSI.

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

4.2. K 3asgBiIeHUI0 0 MOATBEPKACHUHN TOCYAAPCTBEHHOW PETUCTpAIMK JEKAPCTBEHHOTO Ipernapara
JUTsl BETEPUHAPHOTO TMPUMEHEHHUsS MPUJIAraloTCs JOKYMEHTBI, COJEpXAIUe pPe3yJbTaThl MOHUTOPHHTA
¢ dekTUBHOCTH U 0€30MacHOCTH JIEKapCTBEHHOTO IIpermapaTa A BETEPUHAPHOTO TMPUMEHEHHS,
MPOBOJIUMOTO JIep)KaTelieM WM BJIQJACNbIEM PErUCTPAIMOHHOTO YAOCTOBEPEHUSI JIEKAPCTBEHHOTO
mpemapaTta JIjs BETEPUHAPHOTO MPUMEHEHHs MO0 YIMOJTHOMOUYEHHBIM MM IOPUIUYECKHM IUIOM, IO
dbopme, yTBEPKICHHOW YIOJHOMOYEHHBIM (eepaibHbIM OpPraHOM HCIOJHUTEIBbHON BJIAcTH, U
JOKYMEHTBI, YKa3aHHbIE B MyHKTax 1, 2 - 2.2, moamynkTax "a", "6", "k", "n" nmynkra 4 gactu 3 crareu 17
Hacrosiiero denepanpHOro 3aKkoHa. B oTHOMEHNM IMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MTPENapaToB
JUIsl BETEPUHAPHOTO IPUMEHEHUSI HE TIPEJICTABIISAIOTCS CBEIACHUS, YKa3aHHbIE B MOANYHKTe "K" myHKTa 4
yactu 3 ctatbu 17 Hactosmero deaepaibHOro 3aKOHa. B OTHOIIEHWM JIEKAPCTBEHHBIX MpenapaToB IJIst
BETEPUHAPHOTO TMPUMEHEHHsI, IMOJYUYEHHBIX C MPUMEHEHHEM Te€HHO-UHXEHEPHO-MOAU(PHUIIMPOBAHHBIX
OPTraHW3MOB WJIMA COJEpPXKAIIMX TaKUe OPTraHW3MBbl, JOMOJHHUTEIBHO TIPEICTABIAIOTCS CBEICHUS,
yKa3aHHbIe B TyHKTe 13 yactu 3 crarbu 17 HacTosiero @enepalbHOTO 3aKOHA.
(dactp 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. DeaepanbHOro 3aK0HA OT

02.08.2019 N 297-03)

KoncynprantlIntoc: npumedanue.
C 01.01.2021 4. 4.3 cr. 29 uznaraercsa B HoBoM penakuuu (O3 ot 27.12.2019 N 478-D3).
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4.3. C 3asBieHUEM O MOJATBEPKACHUHN TOCYJapCTBEHHON PETUCTpalliu JIEKApCTBEHHOTO Mperapara
3as1BUTEJIb MPEJCTABISAET KOMMIO TOKYMEHTA, TOATBEPKIAIOIIET0 yIUIaTy FOCYAapCTBEHHOM MOIUIMHBI 32
MOATBEPIKICHUE TOCYIAPCTBEHHON PErHCTpaIiK JICKApCTBEHHOTO Mpernapara, 100 MOKET MPEJCTaBUTh
YKa3aHHBIN JIOKYMEHT 110 COOCTBEHHOW MHUIMAaTHBE. B ciyuae HempeacTaBiieHus: yKa3aHHOTO IOKYMEHTa
YIIOJTHOMOYCHHBIN  (efiepanbHblii  OpraH HCIOJHUTEIBHOW BJIACTH MpoOBepseT (akT  yruiaThl
roCy/IapCTBEHHOW TMOLUIMHBI 3asBUTENEM IOCPEIACTBOM HCIOJB30BaHUsA HHPoOpManuu o0 yruiare
rOCy/IapCTBEHHOW TMOILINHBI, COJepKamieiics B [ocymapcTBeHHOW WH(POPMAIMOHHOW CHUCTEME O
rOCyJapCTBEHHBIX M MYHULMIIAJIBHBIX IUIATEKAaX, HA OCHOBAHHMM IPEJCTABICHHOW 3asABUTENIEM KOIUHU
JIOKYMEHTa, MOATBEPKAAIOIIET0 YIUIATY TOCYIApCTBEHHOW MMOLIJIMHBI.

(dactp 4.3 BBeaeHa DenepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. B Teuenue pecatu pabouux JHEHM CcO JAHS MPHUHATHUS 3adBICHUS O TOATBEPKACHUU
roCylapCTBEHHON PETUCTPALMU JIEKAPCTBEHHOI'O IpernapaTa M JIOKYMEHTOB, COIEPKalIUX PE3yJIbTaThl
MOHUTOPHUHTA 3()(HEKTUBHOCTH M OE30MACHOCTH JEKAPCTBEHHOTO Iperapara, MpOBOJIUMOTO JepiKaTesieM
WIM  BJAJEIbIEM  PErMCTPALlMOHHOTO  YJOCTOBEPEHMs  JIEKAPCTBEHHOro  Ipemapara  JinOo
YIOJHOMOYEHHBIM UMH IOPUANYECKUM JIMIOM, YIIOJHOMOYEHHbIN (he/iepaibHblii OpraH UCIOJHUTEIbHOM
BJIACTH:

1) mpoBOOUT HPOBEPKY MOJHOTHI CBEACHHI, COJEpXKAIIMXCSA B IMPEJCTABICHHBIX 3asiBUTEIEM
JNOKYMEHTaX;

2) IpUHUMAET pelIeHUuEe O MPOBEACHUU WM 00 OTKa3e B MPOBEICHUU IKCIEPTU3BI OTHOIICHUS
0’KMJIa€MOM TMOJIb3bl K BO3MOKHOMY PHCKY IPUMEHEHHUs JIEKApCTBEHHOTO IMpernapaTta Ha OCHOBAaHUU
pe3yIbTaTOB MOHUTOPUHTA d()PEKTUBHOCTU U OE30MACHOCTH JIEKAPCTBEHHOTO Ipernapara, MpoBOJAUMOTO
JepKaTelleM WU BIAAENbIEM PETUCTPAIIMOHHOTO YIOCTOBEPEHMs JIEKApCTBEHHOTO MpemapaTta Jubo
YIOJIHOMOYEHHBIM UMH IOPUIUYECKUAM JIUIIOM, a TaKkxke (eepaibHbIM OPTaHOM UCTIOTHUTEIHFHOM BIACTH
B COOTBETCTBUU C TpeOOBaHUAMHU CTaTh 64 HacTosero OenepaibHOro 3aKOHa;

3) yBemomuisieT B ODJIGKTPOHHOM (opmMe WM THUChMEHHON (opMe 3asgBUTENS] M IKCIEPTHOE
YUpPEKIEHHE O TPHUHATOM pElIeHUWU THOO0 B Cllyuyae MPUHATUS pElIeHHs 00 OTKa3ze B MPOBEIACHHUU
AKCTEPTU3BI YKA3bIBACT MPUUMUHBI TAKOTO OTKa3a.

6. B ciiydae BBIABICHHS HEJJOCTOBEPHOCTH U (MJIM) HEAOCTATOUHOCTH UH(POPMALIMH, COEpIKaIIENCs
B NPE/CTaBIEHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHbIN (hefepaibHblii OpraH UCIOJIHUTEIbHON
BJIACTU HANpPaBIseT 3asBUTENI0 3alpoc 00 YTOYHEHMH YKa3aHHOW uHpopmauuu. 3ampoc
YIOJHOMOYEHHOTO  (hefiepabHOr0 OpraHa HCIOJHUTENbHOM BJIACTH MOXET ObITh IepeaH
YIIOJIJHOMOYEHHOMY IIPEACTABUTEINIO 3asBUTENS JIMYHO IIOJ PACIUCKY, HAIPaBJICH IO IOYTE 3aKa3HbIM
MMCBMOM WM TI€pe/iaH B JIEKTPOHHOH (hopMe Mo TeIeKOMMYHHMKAI[MOHHBIM KaHaiaMm cBsi3u. B ciydae
HampaBJIeHUsl 3ampoca YIMOJIHOMOYEHHOro (hefepalbHOr0 OpraHa HMCIOJHUTENBHONW BJIACTH IO IOYTE
3aKa3HbIM IIMCBMOM OH CYHTAETCS IIOJYYEHHBIM II0 HWCTEYEHWN ILIECTH JHEM C JaThl HANpPaBICHUS
3aKa3HOro NKUCbMa.

7. 3asBHUTENb 0053aH TPEACTABUTH OTBET HA 3aIlpOC YIMOJIHOMOYEHHOTO (eaepalbHOrO0 OpraHa
WCIIOJIHUTENBHON BIACTU B CPOK, HE MPEBBIMIAIONINN AeBIHOCTA paboduX AHEH CO JHS €r0 MOJTYYCHHS.
CpoK, yKa3aHHBIM B YaCTH 5 HACTOSIIEH CTaThW, IPUOCTAHABIMBAETCS CO JHS HAMPABJICHUS 3aIBUTEIIO
3armpoca YMOJTHOMOYEHHOTO (heaepaqbHOr0 OpraHa WCHONHUTENBHON BIACTH N0 JHS TMOJYYCHUS UM
COOTBETCTBYIOIIETO OTBETa M HE YYUTHIBACTCS MPH HCUHUCICHUM CpOKa TMOATBEPKACHUS
rOCYJIapCTBEHHOW PErUCTpaLlUM JICKAPCTBEHHOTO IIperapara.
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8. OcHoBaHMEM Ul OTKa3a B IIPOBEJEHUM SKCIEPTU3bl OTHOIIEHUS O0XXMIAeMOM NOJb3bl K
BO3MOXHOMY PHUCKY NPHUMEHEHHUs JIEKApCTBEHHOI'O Iperapara SBJSEeTCs MpelCTaBlIeHHE JOKYMEHTOB,
COZIepIKALINX Pe3yIbTaThl MOHUTOPUHTA 3()(PEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Mpernapara, 1
(uM) B OTHOLIEHUM OHMOJOTMYECKHX JIEKAPCTBEHHBIX IMIPENapaToB pe3yslbTaTOB OCYIIECTBIICHUS
MEpONPUITHII B COOTBETCTBUU C IUIAHOM YIIPABIICHUS PUCKAMH, YTBEP>KICHHBIM YIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIHOJHHUTENBHOM BJIACTU MPU OCYIIECTBICHUU TOCYIApCTBEHHOM perucTpanuu
JICKApCTBEHHOTO TIpernapara, B HEMOJHOM 00beMe, OTCYTCTBHE MH(OpMAIMH, MOATBEpXKIAIoen (akT
yIJiaThl ~ TOCYJApCTBEHHOM  MOLUUIMHBI 32  HOJATBEPKICHHE  TOCYJAapCTBEHHOM  perucTpanuu
JIEKapCTBEHHOI'O IIpernapara, Ju00 HENpEeACTaBICHUE 3asABUTEIEM B YCTAHOBJIEHHBIH CPOK OTBETAa Ha
yKa3aHHbII B dYacTu O HACTOAILIEH CTaTbU 3ampoc YIOJIHOMOYEHHOro ¢eAepanbHOro opraHa
WCIIOJIHUTEJILHOM BJACTH, a TAKXKE OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaX MH(POpMAIUHU, KOTOPasl TOJIKHA
OBITh B HUX OTpaKeHa.

9. DOkcmepTuza OTHOUIEHMSI OXHUAAEMON TOJb3bl K BO3MOXXKHOMY pPHUCKY MPHUMEHEHUs
JIEKapCTBEHHOI'O IIperapara B LEJAX MOATBEPKICHHS NOCYAapCTBEHHOW PETrMCTPalliU JIEKAPCTBEHHOTO
IpenapaTa MpOBOJUTCS KOMHUCCUEH IKCIEPTOB 3KCIIEPTHOTO YUPEXKIEHUS B CPOK, HE IPEBBILIAIOLINM
COpOKa pabo4MX JHEH.

10. B cinyuyae HEAOCTAaTOYHOCTU IPEACTABICHHBIX IKCHEPTY MaTEpUaOB JUIS JAaud 3aKJIIOYEHUs
SKCHEepT 00palaeTcss K pyKOBOAUTEIIO SKCIIEPTHOIO YUPEXKICHHS O MIPEIOCTABICHUU €My HEOOXO0AUMBIX
MaTepuaiaoB. PykoBoauTENb 3KCHOEPTHOTO YUYPEkKACHUs 0OpaliaeTcs ¢ COOTBETCTBYIOIIMM 3alpoCcOM B
YIIOJIHOMOYEHHBIN (esiepaibHblil OpraH UCIOJIHUTEILHON BJIACTH, BBIJABIIMM 3a/laHUE Ha MPOBEACHUE
OKCHEPTU3bl OTHOIIEHHS OKHUIAEMOH TMOJIB3BI K BO3MOXKHOMY PHCKY TPHMEHEHHs JIEKapCTBEHHOTO
mpernapata Ha OCHOBAaHMU JOKYMEHTa, COJEpXAllero pe3yiabTaTbl MOHUTOPHUHTA 3((GEKTUBHOCTH U
0€301MacHOCTH JIEKApCTBEHHOT O npenapara. B Teuenue nartu pabounx JHEH co AHS MOCTYIJIEHUS 3arpoca
PYKOBOJIUTENST HKCHEPTHOTO YUPEXAECHHUS YyKa3aHHbBIM (elepaibHbIil OpraH HCIOJHUTENBHONH BIACTH
HaIpaBJIAET 3asBUTENIO 3allpOC O MPEICTaBICHUM HEOOXOIUMBIX MaTepUaioB, KOTOPHI MOKET OBITh
nepeaaH YNOJHOMOUYEHHOMY MPEACTABUTENIO 3asBUTENs JIMYHO MOJI PACcIMCKY, HAlpaBieH IO Io4YTe
3aKa3HbIM MMCbMOM WJIM NIE€PENIaH B AJIEKTPOHHOU (pOpMe MO TeIEeKOMMYHHKAIIMOHHBIM KaHanaM cBsi3u. B
cllyyae HalpaBJIEHUS 3alpoca YMOJHOMOUYEHHOIo (efepallbHOrO OpraHa HMCIOJHUTEIbHOM BIAcTH IO
MOYTE 3aKa3HBIM MMUCHMOM OH CUHTAETCS TOJTYYEHHBIM 110 UCTEUSHHUH IISCTH AHEW C JaThl HAIpPaBICHUS
3aKa3HOI'o MHChMa.

11. 3asBuTenp 0053aH NMpEACTaBUTH OTBET HA 3alpOC YINOJIHOMOUYEHHOTO (eepajabHOro OpraHa
WCIIOJTHUTENBHON BJIACTH B CPOK, HE MPEBBIMIAIONINI MIECTUACCATH Pado4uX JHEH CO JHS MOTYYCHHS
YKa3aHHOTO 3arpoca. YTOJHOMOYEHHBIH (enepaibHbli OpraH HMCIOJHUTEIHLHOW BIIACTH, BBIIABIINAN
3a/laHl€ Ha TPOBEJICHUE OHKCIEPTU3bl OTHOIICHHUS OXUIAAEMOM IOJIb3bI K BO3MOKHOMY PHUCKY
MIPUMEHEHHUs JICKaPCTBEHHOTO TMperapaTa Ha OCHOBAaHMHM JOKYMEHTA, COJIEPXKAIIETO pPe3YyIbTaThl
MOHHUTOPHHTA 3()PEKTUBHOCTH U 0E30MaCHOCTH JIEKAPCTBEHHOTI'O Tperapara, B TEUEHUE MATH pabouux
JHEN co JTHS MOCTYIUIEHUS OT 3asBHUTENS OTBETa Ha 3alpoC YMOJIHOMOYEHHOIO (elepalbHOro OpraHa
WCIIOTHUTENILHON BJIACTH HAIPaBJISET 3TOT OTBET B AKCIIEPTHOE YupexaeHue. B ciiyuae HenpeacTaBieHus
110 UCTCUYCHHUHN IECTUACCATU pa60q1/1x I{Heﬁ 3asBUTCIIEM OTBETA Ha YKaSaHHBIﬁ 3arpoc yHOHHOMOquHBIﬁ
denepanbHBIA OpraH HUCHOTHUTENHHON BIACTH, BBUIABIIMK 3a/laHWE Ha TMPOBEICHUE DKCIEPTHU3BI
OTHOILLICHU L O)KH)IaeMOfI IIOJIB3bI K BO3MOXXHOMY PHCKY HNPUMCHCHHA JICKAPCTBCHHOI'O IIpfliapara Ha
OCHOBaHUHU JOKYMEHTa, COJEPIXKAIIETO pPe3ylbTaTbl MOHHUTOpUHTa J3(PGEKTUBHOCTH M 0O€30MacHOCTU
JIEKapCTBEHHOI'O Tperapara, B T€YEHHE NATH pabouux JHEH HalpaBisieT B 3KCIEPTHOE YUpPEkKICHHE
YBEJOMIICHHE O HEMPEJCTaBICHUU 3asBUTEJIEM OTBETa Ha 3alpoC YKa3aHHOTO opraHa. Bpems co nHA
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HamNpaBJICHUsl 3ampoca HKCHEPTHOTO YYPEKIEHHS B  YIOJIHOMOYEHHBIH (efepanbHbBlii  OpraH
WCIIOJTHUTEJIBHOW BJACTU JI0 JIHS IMOJYYEHUs SKCIEPTHBIM YYPEKICHUEM OTBETa Ha 3alpoc WIIU
YBEIOMJIEHHSI O HEINPEACTABICHUM OTBETa Ha 3alpoC HE YUUTBHIBAETCS IPU MCUYUCIEHUU CpOKa
MPOBEACHUS 3KCHEPTU3bl OTHOLICHUS OXHMJIA€MOM TMOJb3bl K BO3MOXXHOMY pHUCKY NPHUMEHEHUs
JIEKapCTBEHHOI'O IIpernapara Ha OCHOBAHMM JOKYMEHTA, COJEpKallero pe3ysibTaThl MOHMTOPHUHIA
3¢ (heKTUBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOTO Mpenapara.

12. B cpok, He MPEeBBIIAIOMUI AeCATH pabounX THEH cO IHS MOJTYYEHHUsS 3aKIIOYCHUS KOMHCCUHU
JKCIIEPTOB IO pe3yJIbTaTaM 3KCIEPTU3bl OTHOLIECHUS OXUIACMOM IIOJIB3bl K BO3MOKHOMY DPHCKY
NPUMEHEHHS JIEKAPCTBEHHOTO IpenapaTa, COOTBETCTBYIOUIMI YIMOJTHOMOUYEHHBIN (penepanbHblii opran
HCIIOJIHUTEJIBHOM BIIACTH:

1) OCYHICCTBIACT OLCHKY OTOr0 3aKJIIOYCHUSA MJIA OIPCACICHUA €TI0 COOTBCTCTBUA 3aJaHHUIO HaA
IIpOBCACHUC YKaSaHHOfI OKCIICPTHU3BI;

2) IpUHMMAET pEUIeHHE O IMOATBEPXKACHUU TOCYJAapCTBEHHOM pEerucTpanuu JEeKapCTBEHHOIO
mpenapara wid o0 OTKa3e B HOATBEPKICHUM TOCYAapCTBEHHOW pEruCTpaluy JICKapCTBEHHOI'O
npenapara;

3) BHOCUT TMpU TMPUHATHH PELIEHUS O TMOATBEPKACHUU TOCYIJapCTBEHHON perucTpanuu
JIEKapCTBEHHOI'O IIperapaTa CBEJIEHUS B IOCYJAapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEJICTB U BBIIACT
3asIBUTEI0 OECCPOUHOE PErHCTPAIlMIOHHOE YA0CTOBEPEHHUE JIGKAPCTBEHHOTO Mpernapara.

13. OcHOBaHMeM /JIsl OTKa3a B MOJTBEPKICHUHM TOCYIApCTBEHHON PETHUCTPAIMU JIEKAPCTBEHHOTO
mpernapara sBISETCS 3aKJIOYEHHE COOTBETCTBYIOIIErO YHOJIHOMOYEHHOTO (heepasbHOro oprasa
HWCIIOJHUTEIBHON BIACTH O TOM, YTO PHUCK INPUYUHCHHA Bpcaa 3J0POBbBIO YCJIOBCKA HIIM XKHUBOTHOTO
BCJIEJICTBHE IIPHUEMa JISKapCTBEHHOT'O MpernapaTa npeBbimaeT 3 (HeKTUBHOCTh €r0 MPUMEHEHHUS.

(B pen. ®exnepanbHoro 3akoHa ot 04.06.2018 N 140-03)

14. B mnepuox mnpoBEeAECHHS TMPOUEAYPhl MOATBEPKICHUS TOCYAAPCTBEHHOM pErucTpaluu
JIEKapCTBEHHOTO MperapaTa ero odparieHue B Poccuiickoii denepanui He MPUOCTAaHABINBACTCS.

15. Jlomyckaercss oOpalieHHe JIeKapCTBEHHBIX IpPErnapaToB A0 HCTEYEHHUS CpPOKa TOJHOCTH,
MIPOM3BEICHHBIX B TEYEHUE CTa BOCBMMJIECATH KAJNCHAAPHBIX JHEH IIOCJIE JaThl IPUHATHUSA
YIIOJIHOMOYEHHBIM (eiepalibHbIM OpPraHOM HCIHOJHUTENBHOM BIACTH pELIEHUS O MOATBEPXKACHUU
rOCy/IapCTBEHHOW pEerucTpanuy, B COOTBETCTBUM ¢ HHoOpMaiueil, conaepkauieiics B JOKYMEHTax
PETUCTPALIMOHHOIO JIOChE Ha JIEKAPCTBEHHBIN MTpenapaT 10 1aThl IPUHATHS TAKOTO PEILICHUS.

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

Ctatba 30. BHeceHne U3MeHeHUMn B  AOKYMEHTbI, copgepxawmecs B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbLIA JIeKapCTBEHHbIM npenapaTr Ans
MeAULMHCKOro npumMmeHeHus

l. B mensix BHECEHMS M3MEHEHUN B JOKYMEHTHI, COAEPIKAIIUECS B PETMCTPALlMOHHOM JOChE Ha
3apETrUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipernapar Uil MEIULUHCKOIO IPUMEHEHUs, Iep)KaTellb WU
BIIAJICJICl] PETUCTPAllMOHHOIO YIOCTOBEPEHHS JIEKAPCTBEHHOIO IIpenapara WM YIOJIHOMOYEHHOE WM
Jpyroe IpUANYECKOe JHIIO (Jlanee B HaCTOALIeH cTaThe - 3asBUTEIb) NPEACTABISET B YIOTHOMOYEHHBIH
(benepanbHbIl OpraH HMCIOJHUTEIBHON BIIACTH 3asBICHHUE O BHECEHMM TAaKUX W3MEHEHHMH 1o ¢dopme,
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yCTaHOBHeHHOﬁ YIIOJITHOMOYCHHBIM (l)ellepaﬂbeIM OopraHomMm HUCIIOJHUTEILHOMN BJIaCTHU, U MPUJIAracMbIC K
HEMY HU3MCHCHHA B YKAa3aHHBIC JOKYMCHTBI, 4@ TAKXKE AOKYMCHTEHI, IIOATBCPKAAIOIINC HeO6XOI[I/IMOCTB

BHECECHUS TAaKUX U3MEHECHHIA.
(B pen. @enepanbHbIX 3ak0HOB OT 22.12.2014 N 429-03, ot 04.06.2018 N 140-D3)

Koncynsrantlntoc: npumedanue.
C 01.01.2021 B u. 1.1 ct. 30 BHOCsTCS M3MeHenus (D3 ot 27.12.2019 N 478-D3).

1.1. [Ipu HEOOXOAMMOCTH BHECEHHS B JIOKYMEHTHI, COAEPIKAIIMECs B PETUCTPAIIMOHHOM J0ChE Ha
3apETrUCTPUPOBAHHBIA JICKAPCTBEHHBIM Mpenapar [ MEAMIMHCKOIO IPUMEHEHUs, HW3MEHEHH,
YKa3aHHbIX B IIYHKTE 3 4yacTU 2 HACTOSIIEH CTaTbU M TPEOYIOUIMX IPOBEACHMS IKCIIEPTH3bl KayecTBa
JIEKapCTBEHHBIX CPEJICTB, 3asIBUTEIb JOMNOJHUTEIHLHO MPEICTaBISIET B YIOJIHOMOYEHHBINH (eepalibHbIi
OpraH UCITOJIHMTEJILHOM BIIACTH KOIIMIO JIMIICH3UH Ha IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB I KOIHIO
3aKJIIOUYEHUS O COOTBETCTBHM IPOM3BOJAUTENSI JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM IPaBUII
Ha/IJIeKaIIed MPOU3BOACTBEHHON MPAKTUKH, BBIIAHHBIX YIOJTHOMOUYEHHBIM (hefepalbHbIM OpraHoM
WCIIOJIHUTENILHON BIACTH B OTHOIICHWHM W3MEHEHHOW M (WJIM) JIOTOJHEHHON MPOU3BOJICTBEHHOM
IJIOIIAJKK JIEKAPCTBEHHOI'O Mperapara, B CiIy4ae, €ClIM IPOM3BOJCTBO JIEKAPCTBEHHOIO IIpernapara
ocymectBisiercss B Poccuiickoit ®enepanuu, au00 KONUIO BBIJAHHON YIOJHOMOYEHHBIM OpPraHOM
CTpPaHbl MPOU3BOJUTENS JIMLIEH3UU HA IPOU3BOJACTBO JIEKAPCTBEHHOI'O Ipernapara M €€ IepeBOj Ha
PYCCKHUI S3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSAKE, a TAKKE KONUIO 3aKJIIOUYEHHS O COOTBETCTBUU
MIPOU3BOJIUTEINSL JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TNPABWII HAJJIKAIIed IPOMU3BOACTBEHHON
MPAKTUKH, BBIJAHHOTO YIMOJIHOMOYEHHBIM (elepalbHbIM OpPraHOM HCIIOJHUTENBHON BIACTH B
OTHOIIEHWHW W3MEHEHHOM u (WJIM) JIOMOJIHEHHOW MPOU3BOACTBEHHON TUIOMIAJAKU JIEKAPCTBEHHOTO
mpernapaTa, Uiu KOIMUIO PelIeHUs] YIIOJTHOMOUYEHHOTO (eAepaibHOro opraHa HCIOTHUTEIFHOW BIACTH O
MIPOBEACHUN MHCIIEKTUPOBAHUS MPOU3BOJUTENS JEKAPCTBEHHBIX CPEJICTB B CIy4yae, €CIM IPOU3BOJICTBO
JIEKApCTBEHHOTIO IIperapaTa OCyLIECTBIAETCs 3a npenenamu Poccuiickon @enepanuu.

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

Koncynbrantllmtoc: npumeyanue.
C 01.01.2021 B u. 1.2 ct. 30 BHOCsTCS M3mMenenus (O3 ot 27.12.2019 N 478-D3).

1.2. Ilpu HeoOXOIMMOCTH BHECEHUS B JOKYMEHTHI, COJEpKaIINecs B PETUCTPAIMOHHOM JIOChE Ha
3apEeruCTPUPOBAHHBIA  JIEKAPCTBEHHBIM TMpenapar s MEIUIMHCKOrO0 TPUMEHEHUS, HW3MEHEHMUI,
yKa3aHHBIX B MYyHKTe 4 4acTW 2 HACTOAIIEH CTaThu M TPEOYIOMIMX MPOBEACHUS IKCIEPTU3BI KauecTBa
JIEKApCTBEHHBIX CPEJCTB, 3aABUTENIh JOMOJHUTEIHHO MPEICTABISAECT B YIIOJTHOMOUYEHHBIN (eaepaabHbIil
OpraH UCIOJHUTEIBHON BIACTH KOIUIO JIMIIEH3UHU Ha IPOU3BOICTBO JIEKAPCTBEHHBIX CPEICTB MUIIU KOIHUIO
3aKJTIOYEHUST O COOTBETCTBHMU TMPOM3BOJIUTENS JICKAPCTBEHHBIX CPEJACTB TPEOOBAHUSM IPABHII
HaJJIeXxaleld MPOU3BOACTBEHHON MPAKTUKU, BBIAAHHBIX YIIOJIHOMOYEHHBIM (eAepalbHBIM OpraHOM
HCTIOJIHUTEIBHON BJIACTH B OTHOIIEHWHW MPOU3BOACTBEHHOW IUIONMIAJKU JICKAPCTBEHHOTO Mpemnapara, B
cly4dae, €CliM IIPOM3BOJACTBO JIEKAPCTBEHHOrO Ipernapara ocyuiectsisieTcss B Poccuiickoit ®denepannu,
MO0 KOTHIO BBIJAHHOW YIIOJITHOMOYEHHBIM OPTaHOM CTPaHbI MPOU3BOIUTES JIMIICH3UN HA TIPOU3BOCTBO
JIEKapCTBEHHOTO IIperapara U €€ NePEBO Ha PYCCKUM SA3BIK, 3aBEPEHHBIC B YCTAHOBJIEHHOM IOPSJIKE, a
TaK)Ke KOIMIO 3aKIIOUEHUS] O COOTBETCTBUHU TPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUSIM
MpaBWJI HaJUIekKalled MPOU3BOJICTBEHHOW TMPAKTUKU, BBIIAHHOTO YIOJHOMOYEHHBIM (eaepanbHbIM
OpraHOM HCIIOJIHUTEJIIBHOM BJIACTH B OTHOLIEHHMH MPOM3BOJACTBEHHOM ILIOIIAIKH JEKAPCTBEHHOIO
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npernapara, Uik KOIHUIO PEUICHUs YIIOJIHOMOYEHHOro (heepalbHOr0 OpraHa MCHOJHUTEIBHON BIIACTH O
IIPOBE/ICHUU MHCIIEKTUPOBAHUS [TPOU3BOANUTEIIS JIEKAPCTBEHHOI'O CPEJICTBA B ClIydae, €CIM IPOU3BOACTBO
JIEKApCTBEHHOTIO IIperapaTa OCYLIECTBIAETCS 3a npenenamu Poceniickon @enepanuu.

(dactp 1.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.3. [lpunstue peuieHUss O BHECEHUM HU3MEHEHUW WM 00 OTKa3e BO BHECEHUM H3MEHEHUU B
JOKYMEHTBI, COJep>Kallfecss B PETrMCTPAllMOHHOM JOCh€ Ha 3aperucTPUpPOBAHHBIA JIEKapCTBEHHBIH
npenapart s MEAULIMHCKOIO IPUMEHEHHUS], B CIIyyae HEOOXOAMMOCTH IPOBEACHUS SKCIIEPTU3bl KaueCcTBa
JIEKapCTBEHHBIX CPEACTB U (WJIM) DKCHEPTU3bl OTHOIICHUS OKUIAEMOU MOJIb3bl K BO3ZMOXKHOMY PHUCKY
IIPUMEHEHHUS JIEKAPCTBEHHOTO Mpenapara Juisi MEAULIMHCKOIO MPUMEHEHHS OCYILIECTBIISIETCSI B CPOK, HE
MIPEBBILIAIOIINM IEBSIHOCTA Pa0OUUX JHEH, a B OCTAIBHBIX CIy4yasX B CPOK, HE MPEBBIIAIOIINI TPUIATH
pabounx QHEW CO AHS MPHUHATHS YIOJTHOMOYEHHBIM (hefepalbHbIM OPraHOM HCIOJHHUTEIBHOW BIACTH
3asIBJICHUS O BHECEHUU TaKUX U3MEHEHHI.

(uactb 1.3 BBenena @enepasibHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

Koucynprantlntoc: mpumedanue.
C 01.03.2020 ct. 30 momonusiercst 4. 1.4, 1.5 (P3 ot 27.12.2019 N 475-D3). Cm. Oyaynryro peqaxiurio.

2. DKcnepTr3a JIEKApCTBEHHBIX CPEICTB B YACTH IKCIIEPTU3bI KAYECTBA JIEKAPCTBEHHOI'O CPEICTBA U
(un) SKCIepTU3bl OTHOLLIEHUS 05KMJIa€MOM IOJIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHMSI JIEKAPCTBEHHOTO
npenapara sl MEAULUHCKOTO IPUMEHEHUS IPOBOAUTCA B Clydac BHECEHHs MU3MEHEHHUH B JIOKYMEHTHI,
coJlepKalMecs B PETUCTPALlMOHHOM JOChE Ha 3apEerHCTPUPOBAHHBIM JIEKAPCTBEHHBIN Ipenapar, B
OTHOILIEHUU:

1) cBeneHuil, yka3aHHBIX B HHCTPYKLUUU [0 MEIHWLHUHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOI'O
npenapara:

a) JIeKapcTBEHHas opMa ¢ yKazaHMEM HaMMEHOBAHMM M KOJMYECTBEHHOI'O COCTaBa JEHCTBYIOIINX
BEIIECTB U KaUECTBEHHOTO COCTaBa BCIIOMOTATENIbHBIX BELIECTB (IIPU HEOOXOIUMOCTH KOJIMYECTBEHHOIO
COCTaBa BCIIOMOTaTeNbHBIX BEIIECTB);

6) dapmakoguHamMuka M (QapMakOKMHETHKa (32  UCKJIIOYEHHEM  (apMaKOKHHETHUKU
TOMEOTATHYECKUX JIEKAPCTBEHHBIX MPETapaToB M PACTUTEIBHBIX JIEKAPCTBEHHBIX MTPETIAPATOB);

B) MOKa3aHUs AJI IPUMEHEHUS;
T') IPOTUBOINOKA3aHUs JJIsl IPUMEHEHUS;
1) MEPBI MTPEIOCTOPOKHOCTH NP IPUMEHEHHH;

€) YKa3aHHE BO3MOXXHOCTU M OCOOEHHOCTEH NPUMEHEHHUs JICKapCTBEHHOIO IIpenapara Juis
MEIULIMHCKOTO TNPUMEHEHHUs] OCpeMEHHbIMHM IKCHIIMHAMH, SKEHIIMHAMH B MEPUOJ] TPYIHOTO
BCKapMJIMBaHUs, I€TbMH, B3POCIIBIMU, UIMEIOIIUMU XPOHHUECKHE 3a00JIeBaHuUs;

) pPeXKUM JO3HPOBAHMS, CIIOCOOBI BBEACHHS M MPUMEHEHUS, IPU HEOOXOIMMOCTH BpeMs MpHemMa
JIEKApCTBEHHOTO Tpernapara, MpoJI0KUTEIBHOCT JICUCHUS, B TOM YHCIIE y JETeH 10 W IMOCJe OJHOTO
roja;
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3) BO3MOXKHBIC TIOOOUYHBIC ICHCTBUS M HEXKEIATeNbHBIC PEaKIIMK MPY MPUMEHCHHH JICKAPCTBEHHOTO
Ipernapara;

1) CUMIITOMBI IEPEJO3UPOBKH, MEPHI IO OKA3aHUIO IIOMOLLY IPU NEPEJO3UPOBKE;
K) B3aUMOJICHCTBHE C APYTUMHU JIEKAPCTBEHHBIMHU ITpenapaTaMu U (WiIH) MUIIEBBIMU IPOAYKTAMU;
1) (OpMBI BBIITyCKa JICKAPCTBEHHOTO TIpenapara;

M) yka3zaHue (mpu HEoOXOIMMOCTH) OCOOCHHOCTEHM AEWCTBUS JIEKAPCTBEHHOrO IpernapaTra Ipu
IIEPBOM IIPUEME UJIU NIPU €TI0 OTMEHE;

H) CBCACHHUS O BO3MOKXHOM BJIMAHUHU JICKAPCTBCHHOI'O IIpCliapaTta AJisd MCAUIMUHCKOI'O IIPUMCHCHHA
Ha CIIOCOOHOCTh YIIPaBJIATH TPAHCIIOPTHBIMHA CPCACTBAMH, MCXaAHU3MAMMU,

0) CPOK TOAHOCTH M yKa3aHWE Ha 3alpeT MPUMEHEHUs JEKapCTBEHHOIo Iperapara Mo UCTEYCHUU
CpOKa IrOJJHOCTH;

1) YCIIOBUS XPaHCHUS;

P) YCTIOBUS OTITYCKa;

2) cocTaBa JICKapCTBEHHOT'O Mpernapara ik MeIUIIHHCKOTO IIPUMCHEHUS;

3) U3MEeHEeHUs MeCTa MMPOU3BOJICTBA JICKAPCTBEHHOTO Mpenapara JJis MEUIIMHCKOTO TPUMCHCHHST,

4) u3MeHeHus Moka3aTelieil KauecTBa JeKapCTBEHHOI O Mpernapara JUisi MeJIUIIMHCKOTO TPUMEHEHHS
1 (MJIM) METOI0B KOHTPOJISI KauecTBa JIEKApCTBEHHOTO Mpenapara AJi MEAUIIMHCKOTO IPUMEHEHNS;

5) HU3MCHCHUA CPOKA I'OJHOCTH JICKAPCTBCHHOTO IIpCIiapaTa JJIsI MCAUTTUHCKOI'O IPUMCHCHUS

6) cBeneHUl 0 HEOOXOAMMOCTH BHECEHUS WHBIX M3MEHEHMH B HMHCTPYKLHUIO 1O MEIUIMHCKOMY
IIPUMEHEHUIO JIEKAPCTBEHHOI'O IIpenapara, a TakKKe B MHBIE JOKYMEHTBI, COJEpKalluecs B
PEruCTpallMOHHOM J0Ch€ Ha 3aperucTpUpOBaHHBIN JIeKapcTBEHHBbIM mpenapar. [Ipu sTom pemeHue o
IIPOBEICHUU OKCIEPTU3bl KauyecTBa JIEKAPCTBEHHBIX CPEACTB M (MJIM) OSKCIEPTH3bl OTHOIIEHUS
OKHJaeMOH TOJIb3bl K BO3SMOYKHOMY PUCKY IPUMEHEHHUS JIEKApCTBEHHOTO Ipenapara AJisi MeIULHUHCKOTO
PUMEHEHHs IPUHUMAETCSI B COOTBETCTBUU C YTBEP)KJCHHOM YITOJTHOMOUYEHHBIM (heiepalibHbIM OpPraHOM
WCIIOJIHUTENIBHON BIAacTH Kiaccudukaieil M3MeHeHWil, BHOCUMBIX B JOKYMEHTBI, COJEp)Kalluecs B
PETUCTPALIMOHHOM JIOChE Ha 3apErNCTPUPOBAHHBIN JIEKApPCTBEHHBIN ITpenapar.

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

Koncynprantllntoc: npumeuanue.
C 01.01.2021 4. 3 ct. 30 uznaraercst B HoBo penakiuuu (D3 ot 27.12.2019 N 478-D3).

3. C 3asBiI€HUEM O BHECEHHM U3MEHEHHI B TOKYMEHTBI, COAEPKALIUECS B PETUCTPALIMOHHOM J0CHE
Ha 3apervuCTPUPOBAHHBIN JIEKAPCTBEHHBIM TMIpemapar JUisi MEIUIMHCKOTO TPUMEHEHHS, HapsAay ¢
JIOKYMEHTaMH, YKa3aHHBIMHU B 4acTH | HAcTOsIIEN CTaThH, 3aBUTEIb MPEACTABISAET KOMMMHU JOKYMEHTOB,
MOJTBEPKIAIONIUX YIUIATY TOCYAapCTBEHHOW MOIUIMHBI 32 BHECEHHE B JIOKYMEHTBI, COJEpIKAIIHECS B
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PEruCTPallMOHHOM JIOCh€ Ha 3apeTrUCTPUPOBAHHBIA JIGKAPCTBEHHBIM Mpemnapar s MEIULUHCKOTO
MPUMEHEHUSI, W3MEHEHUH, TpeOyIoIUX NPOBEACHHSI SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B YacTu
SKCIEPTU3bI KAYECTBA JIEKAPCTBEHHOTO CPEICTBA U (UJIM) SKCIEPTU3bl OTHOIICHUS 0KUAAEMOU TOJIb3BI K
BO3MOKHOMY PHUCKY NIPUMEHEHHUs JIEKapCTBEHHOrO Ipemnapara Jii MEIUIMHCKOIO IPUMEHEHHS,
rocyJapCTBEHHOM MOILIUHBI 32 BHECEHUE B JIOKYMEHTBI, COJIEpKAIIHecs] B PErUCTPALIMIOHHOM JIOChE Ha
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar Ajii MEJULUUHCKOrO INPUMEHEHHUs, WU3MEHEHHH, He
TpeOYIOIMX MPOBENCHUST OSKCIEPTU3bl JIEKAPCTBEHHOTO CPEICTBa, JMOO BIpPaBE TMPEJACTABUTH IIO
COOCTBEHHOM WMHHUIIMATHBE yKa3aHHbIE JOKYMEHTHL. B ciyyae MX HempeacTaBieHHs YHNOJIHOMOYEHHBIN
(denepanbHBIA OpraH WCIOJHUTEIBHON BIACTH TPOBEPSET (aKT YIUIATHI TOCYJAPCTBEHHBIX TMOIUIAH
3asiBUTENIEM [IOCPEJCTBOM HCIOJIb30BaHUS HHGoOpManuu 00 ymjaaTe TOCyJapCTBEHHBIX IOIUIMH,
conepkarieiics B ['ocymapcTBeHHOM HHPOPMAIIMOHHOW CUCTEME O TOCYAaPCTBEHHBIX U MYHHUIIUITATBLHBIX
IJIaTexax, Ha OCHOBaHUM IPEJICTABJICHHBIX 3asBUTENIEM KOIUWA JOKYMEHTOB, MOJATBEPKAAIOUIUX YIUIATY
rOCyJ1IapCTBEHHOM MOUIUHBI.

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

4. B TedyeHue aecsaTH pabouux AHEW co JAHS MOCTYIJICHUS yKa3aHHOTO B 4acTH | HacTosIel cTaTbu
3a8BJICHUS. U HEOOXOAMMBIX JIOKYMEHTOB YIIOJHOMOYEHHBIH (enepaabHblii OpraH HCIOJHUTEIbHON
BJIACTH:

1) MMpOBOAUT MPOBEPKY HOJIHOTHI U JOCTOBEPHOCTHU CBeHeHHﬁ, COACPIKAUXCA B IIPCACTABIICHHBIX
3aABUTCIICEM MaTCpUualiax,

2) mpUHUMAET pellIeHUE O MPOBEICHUH YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaThU COOTBETCTBYIOLIUX
AKCIIEPTU3 JIEKAPCTBEHHOT'O CPE/ICTBA MIIM 00 OTKAa3€ B UX MPOBEACHUU;

3) yBeOMJISieT B AJIEKTPOHHOW MM NMHUCBMEHHOH (opMe 3asBUTENS O NPUHATOM pEIeHUH WU B
cjIydyac IMPUHATHA PCUHICHUA 00 OoTKaze B MMPOBCACHNU COOTBCTCTBYIOHICﬁ SKCHICPTU3BI C YKA3aHUCM
IIPUYMH TAKOTO OTKa3a.

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

4.1. B ciny4ae BBIABICHUS HEIOCTOBEPHOCTU CBEACHMM, COJIEPXKALIUXCA B IPEACTABICHHBIX
3asiBUTENIEM MaTepuaiax, yIoJIHOMOUYEHHBIN (efepabHbIil OpraH UCIIOJIHUTEIbHON BIACTH HAIpaBIISIET
3asBUTENIO 3alpoc OO0 YTOYHEHMM YKa3aHHBIX CBeAeHuil. JlaHHBIH 3ampoc MoXKeT ObITh mepelnaH
YIOJHOMOYEHHOMY MPEACTABUTENIO 3asBUTENS JIMYHO IOJ PACHMCKY, HAIpaBJieH IO IMOYTE 3aKa3HbIM
MIUCHbMOM WJIH NeEpefiaH B 3JEKTPOHHOH (GopMe Mo TeIeKOMMYHHMKAIlMOHHBIM KaHajlaM CBs3U. B ciyuae
HaIpaBJIEHUsl TaHHOTO 3aIlpoca IO MOYTEe 3aKa3HbIM MUCbMOM OH CUMTAETCS MOJyYEHHBIM 10 UCTEYEHUH
LIECTH JHEH ¢ JaThl HAPaBJICHMS 3aKa3HOTO IIMChMa.

(uacTsb 4.1 BBeeHa PenepasibHbIM 3aKk0HOM OT 25.11.2013 N 317-03)

4.2. 3asBuTenb 00s3aH MPEACTaBUTh OTBET HA 3alpoC YIMOJIHOMOYEHHOro (heepalbHOro opraHa
WCIIOJIHUTEJILHON BJAacTH B CPOK, HE MPEBBIIAIONIMN AeBSIHOCTA pabounx JHEW CO JHS TOJY4EeHHUS
naHHoro 3ampoca. Cpok, yKa3aHHbI B 4YacTHM 4 HACTOSALIEH CTaTbU, MPUOCTAHABIMBAETCS CO OHS
HaIpaBJICHUs 3aBUTEIIO 3alIpoca YIIOJIHOMOYEHHOTO (peiepalbHOro opraHa UCIOJHUTEIbHON BIACTH 10
JHS TIOJy4EHWs] UM OTBETA Ha JIaHHBIM 3aIpOC M HE YUYMTHIBAETCS NPU HUCUYHUCIECHUU CPOKa IMPHUHSITHS
pelleHrs O BHECEHHMM H3MEHEHM B JOKYMEHTHI, COJEp’Kallhecs B PETUCTPAllMOHHOM J0Che Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar A MEAUIIMHCKOTO TPUMEHEHUS.

(uacTsb 4.2 BBesieHa PenepanibHbIM 3aKk0HOM OT 25.11.2013 N 317-®3)
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5. OcHoBaHHMEM JUTsl OTKa3a B MPOBEICHHWM yKA3aHHBIX B YacTH 2 HACTOSIICH CTAaThU KCIEPTHU3
SIBIISICTCS TIPE/ICTABICHUE JOKYMEHTOB, IEPEYHCIICHHBIX B YacTsX | ¥ 3 HACTOAIICH CTaThU, B HEIIOJHOM
o0BEMe, HETPE/ICTAaBICHUE 3asBUTEICM B YCTAHOBJICHHBI CPOK OTBETa HAa YKa3aHHbIH B yacTu 4.1
HACTOSIIIEH CTAaThH 3aMpOC YIOTHOMOUYEHHOTO (eIepalbHOTO OpraHa UCIIOJHUTEIILHOW BJIACTH, a TaKKe
OTCYTCTBHE€ B  TMPEICTaBICHHBIX  JOKYMEHTaX JIOCTATOYHBIX  CBEACHUN,  IOATBEPIKIAIOIINX
HEOOXOJMMOCTh BHECCHHUSI U3MEHECHUH, MM OTCYTCTBHE MH(OPMAIIUH, MMOATBEPKAAONMICH (PakT yruiaTel
rOCy/IapCTBEHHBIX MMOIUINH, YKa3aHHBIX B YaCTH 3 HACTOSAIICH CTAThU.

(B pen. @enepanbubix 3akoHOB 0T 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

6. YKa3aHHbIE B 4acTU 2 HACTOSIIEH CTAaThbU 3KCIEPTU3bI IPOBOAITCA B MOPSIIKE, YCTAHOBIEHHOM
crarbel 23 HacToswero PenepaqbHOrO 3aKOHa.

7. B cpok, HE MPEeBBINAIOMUN AeCATH paboyux AHEH CO JHS MOJYYCHHS 3aKJIIOUCHUM KOMUCCHUM
AKCIIEPTOB MO pPe3yjibTaTaM yKa3aHHBIX B YaCTH 2 HACTOSIICH CTaTbH IKCIEPTHU3, YIIOTHOMOUYEHHBIH
(denepanbHBI OPraH UCIIOTHUTEIIBHON BIIACTH:

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

1) npyHUMaeT peleHUe O BHECEHUH U3MEHEHUM B TOKYMEHTBI, COIEPIKAILUECS B PETUCTPALIUOHHOM
JI0OChE Ha 3aperuCTPUPOBAaHHBIN JIEKAPCTBEHHBIN Ipenapar A MEAMLUHCKOrO NPUMEHEHHUs, WM 00
OTKa3€ BO BHECECHUM TAKUX U3MECHEHHUI;

2) BHOCUT B FOCYﬂapCTBeHHLIﬁ peeCTp JCKAPCTBCHHLIX CPCACTB Ha OCHOBAHHM PCHICHUA O
BHCCCHUU H3MCHCHHI B AOKYMCHTBI, coAcpiKamurecs B PEruCTpalluoOHHOM J0OChC Ha
BapeFI/ICTpI/IpOBaHHHﬁ HeKapCTBeHHBIﬁ npenapar migd MCAUIHUHCKOI'O IIPUMCHCHUA, HCO6XOI[I/IMBIC
HU3MCHCHUA U BO3BPAIIACT UX 3asABUTCIIIO,

3) BBIOACT 3aABHUTENI0 HOBOE PETUCTPAIIMOHHOE YJOCTOBEPEHHE JIEKApCTBEHHOTO IMperapaTa B
Cily4ae U3MEHEHHs CBEJCHUM, COJIEPIKAIIUXCS B HEM.
(. 3 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. OcHoBaHumeM g OTKa3a BO BHECEHHM HW3MEHEHUW B JIOKYMEHTHI, COJEpKaliuecs B
PETUCTPAlMOHHOM JOCh€ Ha 3aperHUCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar s MEIULMHCKOIO
MIPUMEHEHUSI, SBIIACTCS 3aKII0UEHUE YITOJTHOMOYEHHOTO (helepaIbHOTO OpraHa UCIOJHUTEILHON BIACTH
0 BO3MOXHOCTH CHIDKEHHS O€30MacHOCTH, KadecTBa, 3(PPEKTUBHOCTH JEKAPCTBEHHOTO CPEJCTBa B
CJIy4yae BHECEHMS TAKUX U3MEHEHHU.

9. Homyckaercst oOpallleHHe JeKapCTBEHHBIX IPENnaparoB s MEAULMHCKOrO TNPHUMEHEHHUsS 10
UCTEUYEHHUsI CPOKA TOJHOCTH, MMPOU3BEACHHBIX B TEUEHUE CTa BOCBMHJIECATH JHEW MOCIE aThl IPUHATUS
YIIOJIHOMOYEHHBIM (peiepanibHbIM OPraHOM MCIIOJHUTEIBHOM BIACTH PELICHUs O BHECEHUM U3MEHEHUH B
JOKYMEHTBI, CoOJepXaliuecs B PETrUCTPALlMOHHOM JIOCh€, B COOTBETCTBUM C UHGOpMaIueil,
coJiepiKalleiicss B JOKYMEHTaX pPETUCTPAllMOHHOIO JOChE€ Ha JIEKapCTBEHHBIM Ipenapar A0 JaThl
MIPUHSTHS TAKOTO PELLICHUS.

(uactp 9 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

Cratba 31. BHeceHMe WM3MeHeHMM B [OOKYMEeHTbl, cogepXxawmecsa B
perucTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIA JleKapCTBEHHbIM npenapart Ansd
BeTePMHAPHOIro NpMMeHeHu A
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"O6 obparieHnH JIeKapCTBEHHBIX CpecTB" Hara coxpanenns: 21.02.2020

Koncynprantlnroc: mpumedyanue.
C 01.01.2021 B a63. 1 u. 1 ct. 31 BHOCcsATCS M3MeHenus (D3 ot 27.12.2019 N 478-D3).

1. B mensix BHECEHUS M3MEHEHUN B JOKYMEHTBI, COJEPXKAIIUECS B PETUCTPALMOHHOM J0ChE Ha
3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM Ipenapar A BETEPUHAPHOTO IMPUMEHEHMS, IEpKaTellb WU
BJIQJIENICL] PETUCTPALMOHHOTO YJIOCTOBEPEHHMS JIEKAPCTBEHHOI'O Ipernapara WM YINOJIHOMOYEHHOE UM
JPyroe IpUANYEcKoe JIMLO (Jajee B HACTOSIIEH CTaThe - 3asBUTENb) NPEJCTABIISAET B YIIOJIHOMOUYEHHBIN
(benepanbHBIA OpraH HCIOJIHUTEIBHOW BJAcTHU 3asBJICHHME O BHECEHHWU TaKMX H3MEHEHUil mo Qopwme,
YCTAHOBJICHHOH YIIOJIHOMOYEHHBIM (eiepabHbIM OPraHOM HCIOJHUTEIBHON BIIACTH, M MpHJIaraeMble K
HEMYy M3MEHEHHs B yKa3aHHBIE OKYMEHTBI, a TaKKe JOKYMEHTHI, MOATBEPKAAI0IINE HEOOXOIUMOCTh
BHECEHUS TaKuxX U3MeHeHul. [Ipy HeoOX0IMMOCTH BHECEHUSI U3MEHEHUN B IOKYMEHTHI, COepXKaIlUecs B
PErUCTPAallMOHHOM JO0ChE€ Ha 3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpenapar [jsi BETEPUHAPHOTO
NPUMEHEHUs, B CIy4asX HW3MEHEHMss M (WIK) JOIOJIHEHUS TPOU3BOJACTBEHHOM  IUIOIIAJKU
JIEKApCTBEHHOT'O0 CPEJICTBA, a TAKKe U3MEHEHMS MOKa3aTesled KayecTBa JIEKapCTBEHHOIO IMpernapaTa JJis
BETEPUHAPHOTO0 NPUMEHEHUS U (WJIM) METOAOB KOHTPOJS KayecTBa JIEKAPCTBEHHOrO Iperapara Jyis
BETEPUHAPHOTO IPUMEHEHHUs 3aABUTENIb  JIONOJHUTEIBHO MPEACTABISIET B  YHOJHOMOYEHHBIN
(benepanbHBI OpraH UCIIOTHUTEIBHOMN BIACTH CIEAYIONINE JOKYMEHTBI:

Koncyasrantllmtoc: nmpumedanue.
C01.01.2021 Bm. 1 4. 1 cr. 31 BHOCaTcs u3menenus (D3 ot 27.12.2019 N 478-D3).

1) Komusi JMIIEH3MHM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJICTB, BBIJAHHOM MPOU3BOAUTEIIO
JIEKapCTBEHHOI'0 IIpernaparta Jisi BETEpUHAPHOTO IPUMEHEHUs, 111 POCCUMCKUX MTPOU3BOIUTEIEH;

KoncynprantlIntoc: npumevanue.
C01.01.2021 B 1. 2 4. 1 c1. 31 BHOCsTCs u3MeHeHus (P3 ot 27.12.2019 N 478-D3).

2) xomus JUIEH3UU Ha NPOM3BOJACTBO JIEKAPCTBEHHBIX CPEJACTB, BBIJAHHOW IPOU3BOIUTEIIO
(bapmMarieBTHUECKONH CYOCTaHIIMM, BXOJALIEH B COCTaB JIEKAPCTBEHHOrO MpemnapaTa A BETEPUHAPHOTO
IIPUMEHEHHS, UIsl POCCUNCKUX MTPOU3BOIUTEIICH;

3) Komnusl TOKyMEHTA, BBIIAHHOTO YIIOJTHOMOYEHHBIM OPIaHOM CTPAHbI IPOU3BOIUTEINS ISl KAKIOU
MIPOU3BOJCTBEHHON IUIONIAJKM JIEKAPCTBEHHOIO IIpemnapara JUisi BETEPUHAPHOIO IIPUMEHEHUs U
MOJITBEPKIAIOIETO COOTBETCTBUE IMPOU3BOAUTENS JIEKAPCTBEHHOTO Ipernapara TpeOOBAaHUSAM MpPaBHI
HaJUIeKalleld IMPOW3BOJACTBEHHONM NIPAKTUKH, W €ro IEepeBOJ Ha PYCCKHM S3bIK, 3aBEPEHHBIC B
YCTAaHOBJICHHOM IOPSIKE, a TAK)KE KOIMS 3aKJIIOUEHHs] O COOTBETCTBUM IPOU3BOJUTENS JIEKAPCTBEHHBIX
CpeacTB  TpeOOBaHUSM  MpaBU  HajuleXkalled  MPOM3BOACTBEHHOM  MPakTUKW,  BBIJAHHOIO
YIOJTHOMOYEHHBIM (pe/lepabHBIM OpPraHOM MCIIOJIHUTEIBHON BJIACTH JUISI KaXKIOW MPOM3BOJACTBEHHOM
IUTOIIAJIKK JICKApPCTBEHHOTO TMpernapara JUlsi BETEPUHAPHOTO MPUMEHEHMs, JIMOO KOMUS peIIeHUs o
MIPOBEACHUN MHCIEKTUPOBAHUS TPOU3BOANTEIS JIEKAPCTBEHHBIX CPEICTB, IPUHITOTO YIOJHOMOYEHHBIM
¢benepanbHBIM  OPraHOM HUCIOJHUTENBHOW BIACTH IS KaXA0H NPOM3BOJICTBEHHOM IUIONIAJKH
JIEKAPCTBEHHOTO Ipenapara JJisi BETEpPUHAPHOIO ITPUMEHEHHUs. Y Ka3aHHbIE JTOKYMEHTHI MPEACTaBISIOTCS
B ClIy4yae, €CId IPOU3BOJACTBO JIEKAPCTBEHHOIO IIpernapara i BETEPUHAPHOIO IIPUMEHEHUs
ocylecTBisieTcs 3a npeaenamu Pocculickoit @enepanuu;
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4) KomMsi JIOKYMEHTa, BBIJIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOJUTENS
(bapmaleBTUYECKOM cyOcTaHIMH u MOJITBEP K IAIOIIETO COOTBETCTBUE MIPOU3BOIUTEIIS
(dapmaieBTHUECKON CyOCTaHIIMU, BXOMSIIEH B COCTaB JICKAPCTBEHHOIO TperapaTa JUisi BETEPHHAPHOTO
MPUMEHEHUsI, TPEOOBAaHUSM MpaBWJI HAAJEXKAILEH MPOU3BOJCTBEHHOW MPAKTUKU, U €ro MepeBoj Ha
PYCCKUU  5I3bIK, 3aBEPEHHbIE B YCTAHOBIEHHOM TIOpsAJKEe, B Ciy4dae, €CId MPOU3BOJICTBO
(hapMmareBTHUeCKOi CyOCTaHITMU OCYIIECTBIISETCS 3a npeaenamu Poccuiickoit denepammm.

(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 dYacTh | HacTosAmeld CTaTbH, MPEICTABISIOTCS 3asBUTENEM B
OTHOIICHNH W3MEHSAEMOW M (WJIM) JOMOJIHAEMOW IPOU3BOJICTBEHHON IUIOLIAKH JIEKapCTBEHHOTO
cpexacrtsa. Pemenre o BHECEHMH U3MEHEHUH B JOKYMEHTBI, COJIEPIKAIINECS B PETUCTPAIMOHHOM JJOChE HA
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIH Mpenapar [Jisi BETEpUHAPHOTO MPUMEHEHUS, WM 00 OTKa3e B MX
BHECCHHH MIPHUHUMACTCS B CIIydae HEOOXOJMMOCTH MPOBEJICHUS SKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEICTBA B
CPOK, HE NPEBBIMIAONINHA IeBIHOCTa pabOYNX THEH, a B OCTAJIBHBIX CIIydasX B CPOK, HE MPEBBIIIAFONTIHNA
TpUIUATH pabOYMX JHEU CO JHS MPUHATHS YIIOJIHOMOYEHHBIM (e/iepalbHbBIM OPraHOM HCIIOJHUTELHON
BJIACTH 3asIBJICHUS O BHECEHUH TaKHX M3MEHEHUI.

(uactsb 1.1 BBenena @enepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

1.2. B ciydae peopraHu3aluy [Eep;KaTeslsd WIA BIAJENbLIA PErUCTPALMOHHOIO YAOCTOBEPEHUS
JICKApCTBEHHOTO TIperapara Jjisi BETEPUHAPHOTO MPHUMEHEHHs, pa3paboTyhKa WM MPOU3BOIUTEIIS
JIEKapCTBEHHOI'O IIperapara Uil BETEPUHAPHOIO IPUMEHEHHS B 3asBJICHUHM O BHECECHMM HM3MCHEHHUU B
JNOKYMEHTBI, COJAEpXKAIIUEC B PETUCTPAMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mmpenapar sl BETEPUHApPHOIO IPUMEHEHUS, YKa3bIBAIOTCSA AAHHBIE JOKYMEHTA, IOATBEPXKIAIOLIErO
BHECEHUE COOTBETCTBYIOIIMX M3MEHEHUN B EMuHBIA rocyaapcTBEHHBIH peecTp IOPUANYECKUX JHILL (IS
OpraHu3alyii, 3aperucTpupoBaHHbIX Ha Tepputopuu Poccuiickoit Penepannu), Ui UHOTO JOKYMEHTA,
MTO/ITBEPIK/IAIOIIEr0 PEOPraHU3alMIo IOPUINYECKOro Juia (i OpraHu3aluii, He 3aperucTpUpPOBAHHbBIX
Ha Tepputopun Poccuiickoit ®enepanuu). 3asBI€HHE O BHECEHUHM W3MEHEHMH B JOKYMEHTHI,
CoJlepKalMecs] B PETUCTPAMOHHOM JOChE€ Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipernapar s
BETEPUHAPHOI0 NIPUMEHEHMS, U NPUJIAracMble K HEMY JOKYMEHTBI IPEICTABISAIOTCS B YIIOJHOMOUYECHHBIN
(benepanbHBI OpraH MCIOJHUTENIBHON BJIAcTU HE MO3/HEE YeM 4epe3 TpUauaTh padouux AHEH co THS
BHECEHHs COOTBETCTBYIOIIMX M3MEHEHUIl B ENUHBIN rocyaapcTBEHHBIH peecTp IOpUANYECKHUX JHL (15
OpraHM3alyii, 3aperucTpupoOBaHHbIX Ha Tepputopuu Poccuiickoit denepanun) wnu co AHS TPUHATUSA
COOTBETCTBYIOLIIETO JIOKYMEHTa, MOJATBEPXKIAIOLUIET0 PEeopraHu3alMio OpUAMYECKOro Juua (Juis
OpraHM3aluii, He 3aperucTpUpoBaHHbIX Ha TeppuTopun Poccuiickoii ®enepauun). B cmyuae
peopraHusanuy JAepKaTess WIA BlIaJenbla PEruCTPalMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOIO
mnmpenapara Juisi BETEPUHAPHOIO IPUMEHEHHs 3asBJIICHHME O BHECEHMM W3MEHEHUH B JOKYMEHTBHI,
coJepaKallvecss B PETUCTPAllMOHHOM JOChE€ Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpernapar s
BETEPUHAPHOTO NPHUMEHEHMS, IMOJACTCS IOPUAUYECKUM JIMIIOM, KOTOPOMY B XOJE€ pEOpraHu3aluu
IIepeAaHo MpaBo BIAJACHUSA TAKUM PErUCTPALMOHHBIM yIOCTOBEPECHUEM.

(uactsb 1.2 BBeneHa @enepanbHbM 3akoHOM OT 02.08.2019 N 297-03)

2. B cny4yae BHeCEHUsI U3MEHEHUH B JIOKYMEHTBI, COAEP)KAIMECS B PErMCTPALMOHHOM JIOChE Ha
3aperucTpUpPOBAaHHBIM JIEKAPCTBEHHBIN Npernapar il BETEepUHAPHOIO MPUMEHEHHS, B OTHOUICHHH
CBEJICHMH, yKa3aHHbIX B noamyHkrax 'e", "x", "k", "n", "H", "c¢", "x" mynkra 7 wactu 3 crateu 17
Hactosuero denepanbHOro 3aKoHa, U3MEHEHUS U (WJIM) JOTMOJIHEHHs] MPOW3BOJICTBEHHOW IUIOMIAIKH

JICKApCTBCHHOT'O CPCACTBA, a4 TAKKC B CJIydaC H3MCHCHHA IokKasaTelieil KadecTBa JICKAapCTBCHHOT'O
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npenapara i BETEPUHAPHOIO TMPUMEHEHHS U (WIM) METOJOB KOHTPOJII KadecTBa JIEKapCTBEHHOTO
rpernapara il BETEPUHAPHOTO IIPUMEHEHUs IMPOBOIAUTCS JKCIIEPTH3a JIEKAPCTBEHHOI'O CpPEIACTBA IS
BETEPUHAPHOTO TMPUMEHEeHHs. B ciaydae HEOOXOIMMOCTH BHECEHUS WHBIX H3MEHEHHH B JOKYMEHTHI,
coJiepKallvecs B PErucTpalMOHHOM JOCh€ Ha 3aperMCTPUPOBAHHBINA JIEKAPCTBEHHBIM Ipenapar i
BETEPUHAPHOTO MPUMEHEHUSI, SKCIIEPTH3a JIEKAPCTBEHHOI'O CPEJICTBA JJIsI BETEPUHAPHOTO IPUMEHEHUS HE

IIPOBOJIUTCSL.
(B pen. @enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-®3, o1 22.12.2014 N 429-D3)

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

3. C 3a4BIEHUEM O BHECEHUU U3MEHEHUH B IOKYMEHTHI, COJAEPKAIIUECA B PETUCTPALIMOHHOM J0ChE
Ha 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapar [Uisi BETEPUHAPHOIO IIPUMEHEHHs, Hapsay ¢
JOKYMEHTaMH, yKa3aHHbIMH B 4acTHU | HACTOSILEH CTAaTbH, 3asIBUTEIIb NIPEACTABISAET KOIUU JOKYMEHTOB,
MOATBEPKAIOIINX YIUIATY TOCYAAPCTBEHHOW MOLUIMHBI 32 BHECEHHE B JOKYMEHTBI, COJEpIKAIIUECST B
PETUCTPALIMOHHOM JOChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar il BETEPUHAPHOIO
NPUMEHEHHS, W3MEHEHHUH, TPEeOYIOIUX NPOBENEHHS AKCIEPTH3Bl JICKAPCTBEHHOTO CPEICTBA, WU
U3MEHEHMH, He TpeOYIoUMX NpPOBEICHHUsI SKCIEPTH3bl JIEKapCTBEHHOIO cpeiacTBa. B ciyuae
HEOOXOJMMOCTH HW3MEHEHHS CBEICHHI, COJEPXKAIMUXCA B PErHCTPALMOHHOM  YAOCTOBEPECHUU
JIEKapCTBEHHOI'O Ipernapara s BETEPUHAPHOIO IPUMEHEHMS, C 3asBICHHMEM, YKAa3aHHBIM B 4YacTu |
HACTOSIIEH CTaTbU, 3asABUTEIb JIOIOJHUTEIBHO IIPEACTABISIET KOIUIO JOKYMEHTA, MOATBEPKAAIOLIErO
yILIaTy TOCYAAPCTBEHHOW IOIUIMHBI 3a BblAA4y PErMCTPALlMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOTO
npenapaTta. 3asBUTENb IO COOCTBEHHON HWHHMIIMATHBE BIPABE IPEACTaBUTh JOKYMEHThI 00 yruiare
rOCYJapCTBEHHbIX MNOLUIMH. B ciydyae HempeacraBieHus 3asBUTENEM JIOKYMEHTOB 00 yruiate
roCy/1apCTBEHHBIX IMOIIJIMH YIIOJTHOMOUYEHHBIN (efiepaibHblii OpraH UCIOJHUTEIBbHON BIACTU IMpPOBEPSIET
¢bakT ymiatel 3asBUTENIEM T'OCYIApCTBEHHBIX IMOLUIMH IMOCPEICTBOM MCIOIb30BaHUA HMH(pOpMau 00
yIuiaTe rocyJapCTBEHHBIX MOLUIMH, coJepralielica B ['ocynapcTBEeHHON MH(OPMAIIMOHHOW CUCTEME O
rOCyapCTBEHHBIX M MYHMIMIIAJBHBIX IUIATEXaX, HA OCHOBAHWU IIPEACTABICHHBIX 3asBUTEIEM KOIMU
JOKYMEHTOB, MOATBEPKAAIOIINX YIUIATY TOCYAAPCTBEHHBIX MOILINH.
(B pen. ®enepanbHbIx 3aKk0HOB OT 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

4. B cpok, He MPEBBIMIAONINN JAeCATH paboyuX JHEW CO JTHS MOCTYIUJIEHUS YKa3aHHOTO B 4acTH |
HACTOAIIEH CTaThbU 3asBIICHUS M HEOOXOIMMBIX JOKYMEHTOB, YIIOJHOMOYEHHBIH (elepalibHbIil opran
WCTIOJIHUTEJILHOM BIACTHU:

1) MMpOBOAUT MPOBCPKY MHOJIHOTHI U JOCTOBECPHOCTHU CBCﬂCHHﬁ, COACPpKAINXCA B IMPEACTABIICHHBIX
3aABUTCIIEM JOKYMCHTAX;

2) IPUHUMAET PELIEHUE O IPOBEAEHUH IKCIIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA 1JI1 BETEPUHAPHOIO
MIPUMEHEHHUS WIH 00 OTKa3e B €€ MPOBEACHHH;

3) YBCAOMIISICT B MMMChbMEHHOM (I)OpMC 3as4BUTCIIA O MPUHATOM PCHICHHUU UJIM B CIIy4aC NPHUHATHUA
peicHuA 00 oTKase B IMPOBCACHUN OKCIICPTHU3BI JICKAPCTBCHHOI'O CpeACTBA JIA BCTCPHUHAPHOI'O
MNPUMCHCHUS C YKAa3aHUEM IIPUYIHUH TAKOI'O OTKa3sa.

4.1. B ciiy4ae BBISIBJICHUSI HEJJOCTOBEPHOCTH U (WJIM) HETOCTATOUYHOCTH CBEJICHUM, CONEPKAIIMXCS B
MPEJICTABICHHBIX 3asBUTENIEM JOKYMEHTAX, YIOJHOMOUYEHHBIH (efepanbHblii OPraH HCIOIHUTEIBHON
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BJIACTH HANpPABJISIET 3asABUTEIIO0 3apoc 00 YTOYHEHHUM YKa3aHHBIX CBEACHHM. 3ampoc MOXKET ObITh
nepesiaH yIoJIHOMOYEHHOMY IPEICTaBUTEINIO 3asBUTEINS MO PACHKCKY, HAIIPABIIEH IO MOYTE 3aKa3HBIM
MMMCHMOM WJIM TIePE/IaH B JEKTPOHHOH (hopMe IO TeIIEKOMMYHHKAIIMOHHBIM KaHajlaM CBs3H. B ciydae
HaIpaBJIeHUs 3ampoca 00 YTOYHEHUH YKa3aHHBIX CBEJACHUN IO MOYTE 3aKa3HBIM MHCbMOM OH CUUTAeTCA
MOJIYYEHHBIM 110 UCTEYEHUH IIECTH JIHEW ¢ JaThl HAIIPABJIEHUS 3aKa3HOTO MHUChMa.

(dactp 4.1 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. 3agButens 00s3aH MPEACTABUTH OTBET HA 3alPOC YIMOJIHOMOUYEHHOTO (eepaibHOTO OpraHa
WCIIOJIHUTEJIBHON BJAacTU B CPOK, HE MPEBBILAIONIUN AeBSIHOCTA pabouux JHEW €O JHS MOJTY4YEeHHUS
naHHoro 3ampoca. Cpoku, ykazaHHble B 4yacTu 1.1 Hacrosimiedl craTbd, MPUOCTAHABIMBAIOTCS CO JIHS
HaIpaBJICHUs 3asBUTEIIO 3aIIPOCa YIIOJIHOMOUEHHOTO (eiepaibHOr0 OpraHa UCIIOTHUTENBLHOM BIacTH 110
JHSL TIOJyY€HWs OTBETa Ha JAHHBIM 3alMpoCc W HE YYUTHIBAIOTCS TPH HCYHUCICHHH CPOKa MPUHSATHUS
pelleHrs O BHECEHHWH H3MEHEHUl B JOKYMEHTHI, COJEpKallhecss B PErucTPalliOHHOM J0Che Ha
3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar 1Jisi BETEPUHAPHOTO IPUMEHEHHUS.

(uactsb 4.2 BBeneHa @enepanbHbM 3akoHOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMeM JuIs OTKa3a B IIPOBEIEHUM OKCIEPTU3bl JIEKAPCTBEHHOIO CpPEACTBA s
BETEPUHAPHOTO IMPUMEHEHUs SBJSIETCS IPEJICTaBICHUE TOKYMEHTOB, yKa3aHHbIX B dacTsax |1 u 3
HACTOAIIEH CTaThU, B HEMOJIHOM O0BEME MM OTCYTCTBHE B IPEJICTABICHHBIX JOKYMEHTAX JIO0CTATOYHbBIX
CBEJICHUH, TNOATBEP)KIAIOIIUX HEOOXOJUMOCTh BHECEHMs HW3MEHEHUH, MO0 HenpencTaBlieHUe
3asiBUTEJIEM B YCTAHOBJICHHBI CPOK OTBETAa Ha yKa3aHHBIM B yacTu 4.1 HacTosled CTaTbHU 3ampoc
YIIOJIHOMOYEHHOTO (heiepabHOrO OpraHa UCIOJHUTEIbHOMN BIACTH.

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

6. DKcrepTusa JEKApCTBEHHOIO CPEACTBA ISl BETEPUHAPHOIO MPUMEHEHHUs B LIENIIX BHECEHMS
W3MEHEHUH B JOKYMEHTBI, COJEpXKallMecs B PETrUCTPALMOHHOM JOCh€ HA 3aperHCTPUPOBAHHBIN
JIEKAapCTBEHHBIA MpenapaT JUisi BETEPUHAPHOTO MPUMEHEHHUs, OCYIIECTBISIETCS B  MOpPSIKE,
YCTaHOBJIEHHOM CTaTbeil 24 HacTosero deaepaibHOro 3aKoHa.

6.1. B cpok, He MpeBBIIAIOMUI 1eCATH PadOUYMX JHEH cO JTHS MOJIydeHHs 3aKIIOUEHHUsST KOMHCCUU
SKCIEPTOB IO pe3yJibTaTaM YKa3aHHOM B YacTH 2 HACTOSIIEH CTaThbU AKCHEPTHU3bI, YIOJIHOMOYECHHBIN
(benepanbHBIA OpraH UCMOTHUTENBHON BIACTH:

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

1) npuHUMaeT perieHnue 0 BHECEHUU U3MEHEHUH B JOKYMEHTBI, COJIEpKAIUECS B PETUCTPALIMOHHOM
JI0OCb€ Ha 3apEerUCTPUPOBAHHBINA JIEKAPCTBEHHBIM Mpenapar Ajs BETEPUHAPHOTO MPUMEHEHHUs, WU 00
OTKa3€ BO BHECCHUM TAKUX U3MEHEHHUI;

2) BHOCHUT B TOCYJapCTBEHHBI peecTp JIEKapCTBEHHBIX CPEJICTB HAa OCHOBAHMMU PEUICHHS O
BHECECHMM  WM3MEHEHHMH B  JOKYMEHTBI, COJAEpXallMecs B  PETHCTPAllUOHHOM  JIOChE€  Ha
3aperucTpUpPOBAaHHBIN JIEKAPCTBEHHBIA Mpenapar [js BETEPUHAPHOTO MNPUMEHEHHs, HEO0OXOJIMMBbIe
M3MEHEHUs U BO3BPAILAET ITH JOKYMEHTHI 3asBUTEIIO;

3) BBIZACT 3asBHUTENIO HOBOE PETHCTPAIIMOHHOE YAOCTOBEPEHHE JIEKAPCTBEHHOTO Iperapara s
BETEPUHAPHOTO MPUMEHEHUS B ClIy4ae HEOOXOIMMOCTH MU3MEHEHHS CBEJIEHUH, COJAEPIKAIIUXCS B HEM, C
COXpaHEHHEM HOMEepa paHee BBIIAHHOTO PErHCTPAMOHHOTO YAOCTOBEPEHHUS JIEKApPCTBEHHOTO IpenapaTa
JUTSL BETEPUHAPHOTO MPUMEHEHUSI.

(. 3 BBennen denepanbHbIM 3aKk0HOM OT 02.08.2019 N 297-D3)
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(uactsb 6.1 BBeneHa @enepasibHbIM 3ak0HOM OT 22.10.2014 N 313-D3)

6.2. B ciiydyae BHeceHUs U3BMEHEHUN B JOKYMEHTBI, COJIEPIKAILUECS B PETUCTPALIMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIA  JICKAPCTBEHHBIN MperapaT il BETEPUHAPHOIO MPUMEHEHHS, B YacTH,
Kacarolleicss M3MeHEeHusT W (Wiau) [OMOJHEHHUS IPOU3BOJICTBEHHOM IUJIOMIAAKH JIEKAPCTBEHHOTO
npenapara, npu Npe/ICTaBICHUN 3asBUTENIEM B COOTBETCTBUHU C MYHKTOM 3 yacTu | HacCTOSIIENH CTaTbu
KOIUU PEIICHUs YIMOJHOMOYEHHOIO (eiepaibHOr0 OpraHa HCHOJHUTEIBHON BIACTH O MPOBEICHHUU
WHCIIEKTUPOBAHUS MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHBIM B uactu 6.1 Hacrosmieit
CTaTbH, MPUOCTAHABIMBAETCS CO JIHA MOJYYEHHS 3aKIIOYCHHS] KOMUCCUHM SKCIEPTOB A0 JHSA MPUHATHUSA
YIIOJTHOMOYEHHBIM (pe/iepalIbHBIM OPTaHOM HCIIOTHUTEIHLHOM BIIACTH PEIICHHS O BbIlade Wi 00 OTKa3e B
BBIJIaYe 3aKJIIOYEHHS O COOTBETCTBUM MPOU3BOAMUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM IPaBHUII
HaJjIeKallen MPOU3BOJCTBEHHON TPAKTUKH, HO HE 0O0JIee YeM Ha CTO BOCEMBJIECAT PabOUYnX JTHEH.

(uacTsb 6.2 BBeneHa @enepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHoBaHuMeM JUIsl OTKa3a BO BHECEHHMM W3MEHEHUNW B JOKYMEHTBHI, COJEp)Kalluecs B
PETUCTPALIMOHHOM JOCb€ Ha 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIA TMpenapar i BETEPHUHAPHOTO
MIPUMEHEHHUSI, B CITydasx, HE TPEOYIONIUX MPOBEAEHHUS IKCIEPTU3BI JEKAPCTBEHHOTO CPEJICTBA, SIBISETCS
MIpe/ICTaBJICHUE JTOKYMEHTOB, YKa3aHHBIX B 4acTax | u 3 HACTOSAIIEH CTaThbU, B HEMOJHOM O0BEME WIH
OTCYTCTBHEC B IPEJICTABICHHBIX TIOKYMEHTAX CBEICHUN, KOTOPBIE JIOJDKHBI OBITh B HUX OTPAXKCHBI, JINOO
HEMpEeJICTaBICHUE 3asBUTENIEM B YCTAaHOBIICHHBIM CPOK OTBETa Ha yKa3aHHBIM B yacTu 4.1 HacTosuIeH
CTaThU 3aIPOC YIIOJIHOMOYEHHOTO (heepabHOTO OPTraHa HCIIOJHUTEIHHON BIACTH.

(uactb 7 B pen. ®enepanbuoro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHoBaHMEM Ui OTKa3a BO BHECEHWH W3MEHEHHH B JIOKYMEHTHI, COJep)Kallfecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIM NpenapaTr il BETEPUHAPHOTO
MPUMEHEHHS, B CIIydasx, TPEOYIOIIMX IMPOBEACHUS SKCIEPTU3BI JICKAPCTBEHHOTO CPEICTBA, SIBISETCS
3aKJIIOYEHHE YIIOJHOMOYEHHOro (he/iepalbHOro OpraHa MCIOJHUTENBHOM BJIACTH O BO3MOXKHOCTH
CHIDKEHHsI 0€3011acHOCTH, KadecTBa, 9(h(heKTHBHOCTH JIEKapCTBEHHOTO TpenapaTa BCICICTBIE BHECCHHS
M3MEHEHHMH B yKa3aHHbIE JOKYMEHTBI, OTKa3 YIIOJIHOMOYEHHOT0 (eIepabHOrO OpraHa MCIOJHUTEIbHON
BJIACTH B BBIAAU€ 3aKIIOYCHUSI O COOTBETCTBUHU MPOU3BOAUTEIS JICKAPCTBEHHBIX CPENICTB TPEOOBAHUSIM
NpaBU HaJUIeKallell MPOU3BOACTBEHHON NpPAaKTUKW B clydae M3MEHEHUs U (WIM) JIOMOJHEHUS
IIPOM3BOACTBCHHONW IUIOMIAZKK JIEKAPCTBEHHOTO MIpenapara, ecCld IPOU3BOJCTBO JIEKAPCTBEHHOTO
mpernapara Ui BETEpUHAPHOIO NMPUMEHEHUs OcyIlecTBiseTcs 3a npeaenamu Poccuiickoit denepanun,
WJIN OTCYTCTBHE 3TOTO 3aKIIFOUCHHS.

(vactb 7.1 BBeneHa @enepanbHbM 3ak0HOM OT 04.06.2018 N 140-D3)

8. Jlomyckaetcsi OOpalleHHe JIEKapCTBEHHBIX MpPErnapaToB Il BETEPUHAPHOIO MPUMEHEHHS M0
HCTEUYEHHUsI CPOKA TOAHOCTH, NPOU3BEACHHBIX B TEUEHUE CTa BOCBMUJIECATU JAHEW NOCIE JAaThl IPUHSITHS
YIOJIHOMOYCHHBIM q)ellepa.]'H)HBIM Oopranom HUCIIOTHUTETbHON BIIACTH pE€UICHUA O BHCCCHUU N3MEHEHUH B
JOKYMEHTBI, COAEPKAIINECS B PETUCTPALIMOHHOM JI0ChE Ha JIEKAPCTBEHHBIN IIpenapaT, B COOTBETCTBUHU C
nH(popmaluen, coaepkamiencs B JOKyMEHTaX PErUCTPallMOHHOIO JOChE Ha JIEKapCTBEHHBIH Mpenapar 10
JaThl IPUHATUS TAKOTO PELICHHUS.

(uactb 8 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

CraTtbsa 32. OTMeHa rocyaapCcTBEHHOW perncrpauumm fieKapcTBEHHOro npenapara

Pemenne 06 oTMeHE roCynapCTBEHHON PETHUCTpAIMU JICKAPCTBEHHOTO MperapaTa W UCKITFOYCHUH
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JICKApCTBCHHOT'O IIpfriapara M3 TOCYyAapCTBCHHOI'O peeCTpa JICKAPCTBCHHBLIX CPCACTB IMPUHHUMACTCA
YIIOJITHOMOYCHHBIM (beﬂepaJ'II)HI)IM OpraHomM HCITOJIHUTEILHOM BIACTH B ciIy4dac:

1) npeacTaBiIeHUsI COOTBETCTBYIOIIUM YIOJTHOMOUYEHHBIM (e/iepaaIbHbIM OPraHOM HCTIOTHUTEIIbHON
BJIACTU 3aKJIIOYEHHUS O PUCKE WM 00 Yrpo3e 370pOBbIO, JKM3HM YEIOBEKAa WIM JKUBOTHOIO IpHU
NPUMEHEHUH JIEKapCTBEHHOTO Tpernapara, MNPEeBBIIAINMX ero 3(QQeKTUBHOCTb, IO pe3yibTaTamMm
OCYILECTBIISIEMOI0 UM MOHUTOPUHIa O€30I1aCHOCTH JIEKApPCTBEHHOTO IIPEnapara;

2) mojmaym JeprKaTelieM WIH BJIAQJEIbIIEM PETUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBECHHOTO
mpernapara WM  YHOJHOMOYCHHBIM WM JPYTUM HOPUAMYESCKHM JIMIIOM 3asBJICHUS 00 OTMEHe
rOCyIapCTBEHHOW PETUCTPAIINH JICKAPCTBEHHOTO Mpernapara;

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

3) HeNmoATBEPKIEHUSI TOCYJAPCTBEHHON pPETUCTpaIluU JICKAPCTBEHHOTO Mpernapara Mo HUCTCYCHHUH
CpOKa JIeUCTBUS PETUCTPALMOHHOTO YAOCTOBEPEHUSI, BIJAHHOTO Ha MSTh JIET;

4) HenpeacTaBiIeHUS 3asBUTENEM MH(OpMaLMK, KOTOpask MOKET MOBJIEYb 32 COOON HEOOXOIUMOCTh
BHECEHUS U3MEHEHMH B JJOKYMEHTBI, COJIepKallecs B PETUCTPAllMOHHOM JI0ChE Ha 3aperucTPUPOBAHHBIN
JICKapCTBCHHBIN Tperapar, B TSUCHNUE TPUIATH pabovrX JHEH CO JTHS HACTYIUICHHS STUX H3MEHCHHIA,

5) ocyuecTBiIeHHsI TOCYIapCTBEHHONW pErucTpalMy JEKapCTBEHHOIO Ipernapara IoJ TOPTOBBIM
HAaNMMCHOBAHUCM 3apCruCTpUpOBAHHOI0 pPaHEC IIOA 3TUM TOProOBbIM HAMMCHOBAHUCM JICKAPCTBCHHOI'O
npernapara, OTJIMYAIOLIErocss KaYeCTBEHHBIM COCTaBOM JICHCTBYIOIINX BEIECTB;

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

6) ocyIIecTBIEHHS TOCYJapCTBEHHOMN pEerruCcTpaliii OJJHOTO U TOTO K€ JIEKapCTBEHHOTO Mpernapara B
OTHOIICHWH OJHOTO W TOTO JK€ JepKaTelas W BIAJCNIbIIa PETUCTPAIMOHHOTO YIOCTOBEPECHUS
JIEKapCTBEHHOTO TMpemapaTa B BHUAE JBYX W Ooliee JIGKAPCTBEHHBIX MPENapaToB MO/ Pa3IHYHBIMU
TOPTrOBBIMH HAMMECHOBAHUSIMU;

(m. 6 B pea. ®exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHHMSI CYZIOM pELIeHMs O HapyLIeHUH MpaB MpaBooOIagaTeiss 00beKTOB MHTEIUIEKTYalbHON
COOCTBEHHOCTH MPH 00paIlleHUH JIEKApCTBEHHBIX CPEJICTB;

8) OTCYTCTBHS JIEKAapCTBEHHOI'O Tpermapara B oOparieHuu B Poccuiickoit denepanniyi B TeueHUe
Tpex u Oolee JeT;
(. 8 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HeBHIIONHEHWS  JepXkKaTeleM WM BJIAAEIbLEM  PETUCTPALMOHHOIO  YAOCTOBEPEHUS
JIEKapCTBEHHOI'O Tpemnapara Ju00 yIMOIHOMOYEHHBIM UMHU JPYTUM FOPUIUYECKUM JIMIIOM MEPOIPHUSATHIMA
no o0ecrnedyeHno 0e30MacHOCTH JIEKApCTBEHHBIX IPEnapaToB, YCTAHOBIEHHBIX YIMOJTHOMOUYEHHBIM
(dbenepaibHBIM OpPraHOM HCIIOJHUTEIHHOM BJIACTH B COOTBETCTBHHM ¢ dYacTsMu 3 u 4 cratbu 64
Hacrosiero deaepanbHOro 3aK0Ha, B paMKax OCYIIeCTBICHHS (hapMaKoHaI30pa;

(. 9 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) orkaza pnepxaTenss WM BIAJeNblla PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara JMOO YHOJIHOMOYEHHOTO WMH JIPYroro HOPHUIWYECKOTO JIIA OT BHECEHWS HW3MEHCHHH B
WHCTPYKIMIO 10 MPUMEHEHHMIO JIEKapCTBEHHOIO Ipernapara, KacalolIUXCsS HOBBIX IOJITBEPKICHHBIX
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JAHHBIX O TOM, YTO PUCK NMPUYUHEHHUS BpeJia 3JI0POBBIO UYETOBEKA WIIA KUBOTHOI'O BCIIEJICTBHE MpUEMa
JIEKapCTBEHHOT'O Ipernapara npeBbiaeT 3QPeKTHBHOCTD €ro NPUMEHEHHS.
(n. 10 BBenen @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Koncynbsrantllimtoc: mpumedanue.
C 01.01.2023 cr. 32 nomonusercsa . 11 (@3 o1 27.12.2019 N 475-D3).

CraTtba 33. locyaapcTBeHHbIN peecTp NieKapCTBEeHHbIX CpeacTB

1. T'ocymapcTBEHHBI peecTp JIEKAPCTBEHHBIX CPEICTB COJEPKHUT IEPEUYEeHb JIEKapCTBEHHBIX
MIpermapaToB, MPOIIEAMNX TOCYIAPCTBEHHYIO PETUCTPAIINIO, MTepeueHb (hapMarleBTHUSCKUX CyOCTaHITHH,
BXOJIAIIMX B COCTAB JIEKAPCTBEHHBIX MIPEMApPaTOB, U CIEAYIOIIYI0 HHPOPMAIUIO:

1) B OTHOIIEHNH JIEKAPCTBEHHBIX IIPENIAPaTOB:

a) HAMMCHOBAHME JIEKAPCTBEHHOrO Tpenapara (MEXIyHapOJHOE HEMAaTeHTOBAHHOE, WM
TPYIIHPOBOYHOE, WM XUMUYECKOE U TOPrOBOC HAUMEHOBAHWS ),
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

0) nexapcTBeHHas1 (popMa ¢ yKazaHUEM JIO3UPOBKH JICKAPCTBEHHOTO IpenapaTa M ero KOJM4ecTBa B
MOTPEOUTENHCKOIN YIIaKOBKE;

B) HAHMEHOBAHHE JIepKATeJsl MM BIIAJIEbIla PETUCTPAIIMOHHOTO yOCTOBEPEHHUSI JICKAPCTBEHHOTO
rpenapara U CBEIEHHUS O PErHUCTpPallMM JEp>KaTelis WM BIAJIEIbla PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKApCTBEHHOTO TperapaTa il MEIUIIMHCKOTO TPUMEHEHHUSI B KQUeCTBE HAJIOTOIIATENBIINKA B CTPaHe
peructpanuu (Ui POCCUUCKHUX IOPUAMYECKUX JUI] - UACHTU(OUKAIIMOHHBIA HOMEp HAIOToIIaTeIbIInKa
(MHH), nyist ”HOCTpaHHBIX IOPUIUYECKUX JIUI] - CTPaHa PErUCTPAIMK, HAMMEHOBAHUE PETUCTPUPYIOIETO
OpraHa, perucTpalMOHHBIA HOMEp, KOJ HAJOTOIUIaTeNbIINKa B CTPaHE pErucTpanuu (MHKOPIIOpAIUH)
WJTU €T0 aHaJjor);

(nm. "B" B pen. ®enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

F) HAaMMCHOBAHUC WU aJIpC€C MPOMU3BOAUTCIIA JICKAPCTBCHHOI'O MMpeTiapaTta U CBCACHUA O pEerucTpanuun
IIPOU3BOJUTENS  JIEKAPCTBEHHOIO  Ipernapara Ui MEIWLUHCKOTO IPUMEHEHMS B  KAauecTBE
HaJOroIiaTeNblIMKa B  CTpaHe  perucrpanuuu (A  pOCCUMCKMX  IOPUIMYECKHX  JIML -
UACHTU(UKAIMOHHBIA HoMep Hanoromiarensiuka (MHH), mis MHOCTpaHHBIX IOPUAMYECKUX JHUI] -
CTpaHa perucTpany, HAaUMEHOBAHHME PETUCTPUPYIOLIEr0 OpraHa, pPEerucTpPalOHHBIM HOMEp, KOJ
HAJIOTOIJIATEIIbIIMKA B CTPaHe PErucTpalui (MHKOPIIOPAIMK) HIIM €0 aHAaJIor);

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

1) dapmakoTepaneBTHUECKas rpylIma, KOJ{ JIEKApCTBEHHOIO npenapara o
aHaTOMO-TEpareBTHUECKO-XUMHUYECKON KilacCU(pUKallMU, peKOMEeHI0BaHHOW BcemupHoil opranusarueit
31paBOOXpPaHEHUS;

(nmm. "n" B pea. @enepanbHOro 3akona ot 22.12.2014 N 429-03)
€) MOKa3aH!s U MPOTUBOINOKAa3aHUs K IPUMEHEHUIO JIEKapCTBEHHOTO Mpenapara;

) TTOOOYHBIE ICHCTBUS JIEKAPCTBEHHOTO Mpernapara;
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3) CPOK T'OJTHOCTH JIEKaPCTBEHHOTO Mperapara;
1) YCIIOBHS XpaHEHHUS JICKAPCTBEHHOTO MTPETapara;
K) YCJIOBHSI OTITYCKa JIEKAPCTBEHHOTO IIpernapara;

J) Homep ¢apMakonelHoil cTaTbu WM B Cly4ae €€ OTCYTCTBHSL HOMEP HOPMAaTUBHOM
JOKYMEHTAIUH JINO0 HOPMATUBHOTO JIOKYMEHTA;

M) JaTa TOCYIApCTBEHHOH pEerucTpaluu JEeKapCTBEHHOI'O Ipernapara U €ro perucTpaliOHHBIHN
HOMEp, JaTa 3aMEHbl PETUCTPALMOHHOIO YJOCTOBEPEHMs JICKApCTBEHHOIO Ipernapara Ha OeccpodHoe
pErucTpaliMOHHOE  YAOCTOBEPEHUE JIEKapCTBEHHOI'O IpenapaTa, Jara I[OAayd  3asBJIEHUS O
IMOATBCPIKACHUU FOCYIIapCTBeHHOﬁ perucTpanvn JICKApCTBECHHOI'O nmpemnapara, Jara OTMCHBI
rOCyJJapCTBEHHOH perucTpanuu JeKapCTBEHHOI'O Npenapara;

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

H) KaueCTBEHHBI COCTAaB U KOJUYECTBEHHBII COCTAaB JEHCTBYIOIIMX BEIIECTB M KauyeCTBEHHBIN
COCTaB BCIIOMOTATEIbHBIX BEIIECTB JIEKAPCTBEHHOTO Mperapara;
(nm. "u" BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

0) naH(OpMaIus 000 BCEX pa3pelIeHHbIX BUJaX BTOPUYHOH (TOTPEOUTENLCKOM) YIAaKOBKH;
(nm. "o" BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

KoncynsrantlIntoc: npumedanue.
C 01.03.2020 B m. """ m. 1 4. 1 ct. 33 BHOCATCA M3MeHeHHs1 (D3 ot 27.12.2019 N 475-03). Cwm.

OyIyIIyIO PEAAKIIUIO.

M) JaTta TPUHITHUS PEHIeHHs O BO3MOXKHOCTH paccMaTpUBaTh JIEKapCTBEHHBIA MpemapaTr Mpu
roCyJapCTBEHHOM pErucTpaIii B KauecTBe OpPaHHOTO JICKAPCTBEHHOTO IIpernapara;
(nm. "n" BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

KoncynsrantlIntoc: npumedanue.
C 01.03.2020 B . "p" m. 1 4. 1 ct. 33 BHOCcATCs m3meHeHus (D3 ot 27.12.2019 N 475-D3). Cwm.

OyIyIIyIO PEAAKIIUIO.

p) HAJIMYUC JICKAPCTBCHHOI'O IIpCliapaTa B ICPCYHC KU3HCHHO HCO6XO,[[I/IMBIX U BaXKHEHUIIHX
JICKApCTBCHHBIX NPECIIapaToB;

nn

(mm. "p" BBenen denepanbHbIM 3akoHOM 0T 22.12.2014 N 429-D3)

C) HaJIMYMe B JIEKAPCTBEHHOM IpernapaTe HapKOTUYECKUX CPEICTB, IICUXOTPOMHBIX BEIIECTB M MX
IIPEKypCOpPOB,  MOJUIEKaMX KOHTpoiro B Poccuiickoit ~ ®exepanuu, B COOTBETCTBHHM  C
3aKoHoarenbcTBOM Poccuiickont denepanuu, MexxIyHapoAHBIMU JoroBopamu Poccuiickoit @enepannu,
B TOM uucie EnnHoil KoHBeHIMEW O HapkoThueckux cpeacrBax 1961 roma m KonBeHuueinn o
MCUXOTPONHBIX BeniecTBax 1971 roga;

(mm. "c" BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)
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T) uHboOpManus O TOM, SBJSIETCA JM JaHHBIA JICKApPCTBEHHBIM mpenapar peQepeHTHHIM
JIEKapCTBEHHBIM IIPENapaToM;
(nm. "T" BBeneH denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

y) CBEeIEHUs O Iojauye 3asBJICHUS O BHECEHUU M3MEHEHUH B JOKYMEHTBI, COJeprKalluecs B
pPErUCTPallMOHHOM JI0OChE Ha JIEKapCTBEHHBIN Ipenapar;

nen

(. "y" BBeneH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

Koncynsrantlntoc: npumedanue.
C 01.03.2020 rmn. "¢" m. 1 4. 1 ct. 33 yrpauuBaer cuiy (O3 ot 27.12.2019 N 475-D3).

&) cBeneHus 0 B3aMMO3aMEHSIEMOCTH JIEKaPCTBEHHOTO IIpernapara;
(nm. "¢" BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

X) CPOK BBECHHUSI JIEKAPCTBEHHOI'O IIpenapaTa B rpaKIaHCKuil 000poT;
(nm. "x" BBeeH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

2) B OTHOLIEHUHU (PapMaLIeBTUUECKUX CYOCTAHIIMMA:

a) HauMCHOBaHHE (papMaleBTUYECKON CyOcTaHIMKH (MEXKIYHAPOIHOEC HENAaTCHTOBAHHOE, WIIH
TPYIIHPOBOYHOE, WIM XUMUYECKOE U TOPrOBOC HAUMEHOBAHWIS ),
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

0) HAaMMEHOBaHUE U aIpec TPOU3BOAUTEISI (PpapMaIleBTUUECKON CyOCTaHIINN;
B) CPOK FOJTHOCTH (papMarieBTHUECKOM cyOCTaHInY;
T) yCJIOBUS XpaHeHUs (papMalleBTUYECKON cyOCTaHIINu;

1) HoMep ¢apMakomeWHOW CcTaTbu WM B CJIy4ae €€ OTCYTCTBUSI HOMEpP HOpPMaTHBHOM
JOKYMEHTAIMH JINO0 HOPMATUBHOTO IOKYMEHTA;

€) Hamuuue (papmManeBTUUECKOM CyOCTaHIIMM B MEpeyHe HApKOTHYECKHX CPEJCTB, IMCUXOTPOIHBIX
BEIIECTB M HMX MPEKYPCOPOB, MOJIEKAIIUX KOHTPOJO B Poccuiickoit denepannu, B COOTBETCTBUU C
3akoHonarenbCcTBOM Poccuiickon denepanuu, MexxyHapoaHbIMU JoroBopamu Pocculickoit @enepannu,
B TOM uyuciie EauHON KOHBEHIMEH O HapkoTHyeckux cpeactBax 1961 roma m KonBenmuen o
NICUXOTPOIHBIX BemecTsax 1971 roxaa.
(nm. "e" BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

2. ®apmarieBTHYecKas cyOCTaHIMs, MPOU3BEJCHHAs Ui pealu3alli, MOXKET ObITh BKIIIOYEHA B
rOCy/IapCTBEHHBI PEECTp JIEKApPCTBEHHBIX CPEJICTB HAa OCHOBAaHUHU 3asBIIEHUS pPa3pabOTUMKa WIH
MIPOU3BO/IUTENSL JIEKAPCTBEHHOT'O Cpe/CTBA JHOO YIOJIHOMOYEHHOTO HMH IOPHJIMYECKOro JHIA INpHU
YCIIOBUU TPOBEJCHHUS B OTHOIIEHWU Takoi QapMaineBTHYecKol CyOCTaHIMM SKCIEPTU3bl KauecTBa
(bapmarieBTHUECKONH CyOCTaHIIMU B TOPSAJKE, YCTAHOBJICHHOM cTaTheill 34 Hacrosiuero ®enepaibHOro
3aKkoHa. B oTHomeHUM ¢apManeBTUYECKUX CYOCTaHLIUN, MPOU3BENEHHBIX J[UIS pealu3aluH, B
TOCYJJapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEACTB COJEPKUTCA CleAyrolIast UH(OpMaIHs:
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1) HauMeHoBaHWE (apMaleBTHUECKOW CyOCTaHIUM (MEXIyHApOJAHOE HEMAaTCeHTOBAHHOE, WU
IpyNIIMPOBOYHOE, MM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHMS);

2) HaMMEHOBaHUE, aApec MPOU3BOAUTENS (papMaleBTUUECKON CyOCTaHIIMM, a TAK)KE B OTHOLICHUU
JIEKAPCTBEHHBIX CPEJICTB JJII MEIUIIMHCKOTO TPUMEHEHHUS CBEIEHHSI O PETHCTPALMHM MPOU3BOIUTEIS
(dapmaineBTHUECKON CyOCTAaHIIMM B KadeCcTBE HAJOTOIUIATENBIIUKA B CTpaHE perucTpanuud (Juis
POCCUICKHMX IOPUIAMYECKUX JIMIl - HJACHTU(PHUKAIMOHHBIM HOMep Hayoromiatenpinuka (MHH), mis
WHOCTPAHHBIX FOPUIUYECKHUX JIMI[ - CTpaHa PETUCTPAIMH, HAMMEHOBAaHWE PETHCTPUPYIOIIETO OpraHa,
PEruCTPAallMOHHBI HOMEp, KOJI HAJOTOIUIATEIbIIMKA B CTPaHE PETUCTPAIMU (MHKOPIIOPAIIMU) W €ro
aHajor);

(m. 2 B pea. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMaIeBTHUECKON CYyOCTaHINN;
4) ycnoBusi XpaHEeHUs (hapMaIleBTUYECKON CYOCTaHITIH;

5) HoMmep (apmakomeiHOH cTaThM IJMOO B Cllydyae €€ OTCYTCTBUS HOMEpP HOPMAaTHBHOMN
JOKYMEHTAIMN UM HOPMATUBHOTO JOKYMEHTA;

6) Hanumure (GapMareBTUICCKOW CYOCTAHIIMHM B MEPEYHE HAPKOTHUYECKUX CPEIICTB, MCUXOTPOITHBIX
BELIECTB U UX MPEKypCOpOB, MOJUISKAIINX KOHTpodo B Poccuiickoii denepaiinu, B COOTBETCTBUH C
3aKoHomarenbCcTBOM Poccuiickon denepanuu, MexxIyHapoaHbIMU JoroBopamu Pocculickoit @enepannu,
B TOM uucie EauHoil KOHBEHIMEH O HapkoTHyeckux cpeactBax 1961 roma u KonBeHmuen o
TICUXOTPOMHBIX BemecTBax 1971 roxa;

7) mara BKJIIOYEHUsS (hapMaleBTHUECKOW CyOCTaHIIMU B IOCYJapCTBEHHBIN peecTp JIEKApCTBEHHBIX
CPEICTB, /JaTa BHECEHUS MU3MEHEHHM B JOKYMEHTHI (papMaleBTUYECKOW CyOCTaHLIMH, JaTa MCKIIOUEHUs
(bapMarieBTHUECKON CyOCTaHIIUM U3 FOCYJapCTBEHHOI'O peecTpa JeKapCTBEHHBIX CPECTB.

(gactb 2 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. HOpHI[OK BCACHUA TOCYHAapCTBCHHOI'0 pPEeCTpa JICKAPCTBCHHBIX CPEACTB IJIsI MCIUIHUHCKOI'O
MNPpUMCHCHUA W TMOPAAOK BCACHUA TOCYAAPCTBCHHOIO pEeCTpa JICKAPCTBCHHBLIX CpPCACTB I
BCTCPUHAPHOI'O IPUMCHCHHUA YTBCPKAAKOTCA COOTBECTCTBYIOIIHUM YIIOJTHOMOYCHHBIM Q)enepanLHHM
OopraHom HCIIOJIHUTEILHOMN BIACTH.

Cratba 34. BknroyeHuMe B rocyfapCTBEeHHbIM peecTp NeKapCTBEHHbIX CpPeacTB WU
MUCKITIOYeHue u3 rocynapcTBeHHOro peecTpa neKapCTBEHHbIX cpeacTts
c¢hapmaLeBTUYECKOWN CyOCTaHLMKU, NPOU3BEAEHHON ANA peanv3auum
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

1. Jns BkIoueHus ¢apMaleBTUYECKOH CyOCTaHIIMM, MPOU3BEACHHOW Ul peaju3aluu, B
rOCy/1IapCTBEHHBIN pPEeecTp JIEKapCTBEHHBIX CPEICTB, IPOBOAUTCS IKCIIEPTH3A €€ KauecTRa.
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

KoncynprantlIntoc: npumedanue.
C 01.01.2021 B a63. 1 4. 2 ct. 34 BHOCcsATCS m3MeHeHus (D3 ot 27.12.2019 N 478-D3).
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2. DKcrepTH3a KauecTBa yKa3aHHOW B yacTH | HacTosmeil cratbu (apMarieBTUYeCKol CyOCTaHIuy,
COCTaBJICHHE KOMHMCCHEH KCIIEPTOB 3aKIYCHUN 110 PEe3yIbTaTaM 3TOM dKCIIEPTU3bI U UX HAIIPABJICHUE B
YIIOJIHOMOYEHHBIA (efiepalibHblii  OpraH HCIOJHUTENBHOW BJIACTH OCYHIECTBISIIOTCS B CPOK, HE
IPEBBILAIOIINNA LIECTUAECATH pabo4yux JAHEH CcO JHS IOJIy4EHMsI SKCIEPTHBIM YUpEKACHUEM
COOTBETCTBYIOLIETO 33JaHUS YIOJIHOMOUYCHHOrO (helepaabHOr0 OpraHa HCIOJHUTEIBHOH BIIACTU U
CIIELYIOIINX JTOKYMEHTOB:

Koncynsrantlntoc: npumedanue.
C 01.01.2021 B m. 1 4. 2 ct. 34 BHOCcsATCs m3MeHeHust (D3 ot 27.12.2019 N 478-D3).

1) xomwsi JUIICH3WU HA TPOU3BOJICTBO JICKAPCTBEHHBIX CPEJCTB WM KOMHS 3aKJIIOYCHUS O
COOTBETCTBUHM  NPOU3BOAMTENS  JICKAPCTBEHHBIX CPEIACTB TPEOOBAaHHMSM MPaBHJ  HaJUICKAIICH
MTPOU3BOJICTBEHHON TMPAKTUKH, BBIJAHHBIX YIIOJTHOMOYEHHBIM ()eJepaTbHBIM OPraHOM HCTIOTHUTEILHOM
BJIACTH, B CJy4ae, €CIM TPOM3BOJCTBO JIEKAPCTBEHHOTO CPEICTBAa OCYILIECTBIIsAETCS B Poccuiickoi
®denepauuu;

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

2) xomWs JOKYMEHTAa, BBIIAHHOTO YIIOJHOMOYCHHBIM OpPraHOM CTpPaHbl POWU3BOIUTEIIS
JICKaPCTBEHHOI'O CPEJICTBA M MOATBEPIKIAAIOIIECTO pa3pelleHre MPOU3BOICTBA JICKAPCTBEHHOIO CPEJICTRA,
Y €ro MepeBOJI Ha PYCCKUH s3bIK, 3aBEPCHHBIC B YCTAHOBICHHOM IOPSJIKE, a TAKXKE KOTHS 3aKJIFOUCHUS O
COOTBETCTBUHM  IIPOM3BOJMUTENSA JICKAPCTBCHHBIX CPEJACTB TPEeOOBaHHMSAM IPaBHJI  HaJyIeXkKalnen
MTPOU3BOJICTBEHHON MPAKTUKH, BBIIAHHOTO YIOJHOMOYCHHBIM (eepabHBIM OPTaHOM HCTIOTHUTEIHLHOM
BIIACTH, JIMOO KOMHUS PEIICHHs] YIOJHOMOYEHHOTO (elepallbHOr0 OpraHa HCIOTHUTEIBHOW BIACTH O
MIPOBEJICHUN WHCIICKTUPOBAHUS TTPOU3BOJUTEIS JICKAPCTBEHHOT'O CPEICTBA. YKa3aHHBIC JOKYMEHTBI
MIPEJICTABJISIIOTCS B Ciydae, €CIM TPOU3BOJICTBO JIEKAPCTBEHHOTO CpPEICTBA OCYIIECTBISETCS 3a
npeaenamu Poccniickon denepanny;

(m. 2 B pea. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3) IOKYMEHT, COZIEp KAl CIeAYIONINEe CBEICHUSI O (DapMalleBTHUECKOM CyOCTaHITUU:
a) HaUMEeHOBaHMe (apMaleBTUUECKON CYOCTaHIINH, €€ CTPYKTypa, o0II1e CBOUCTBA;
0) HauMEHOBAaHUE U a/IpEC MPOU3BOAUTENS;

B) TCXHOJIOTHA IMMPOU3BOACTBA C OIMMMCAHUCM craauit MMPONU3BOACTBA U MCTOAOB KOHTPOJISA HAa BCCX
CTagugX IMPONU3BOACTBA,

1") OIIMCaHHC pa3pa60TK1/1 ponecca nponu3BoOACTBA,

J1) ONHCaHHE KOHTPOJIS KPUTHYECKUX CTaAuil IMpolecca MNPOU3BOACTBA U IPOMEXKYTOUHOM
HPOAYKIINH;

€) TOKYMEHTaJIbHOE TTOATBEPIKICHNE (BATH/IAIINS) POIECCOB U (MJIN) UX OIECHKA;
’K) CBOICTBA U CTPYKTYpa JACUCTBYIOIINX BEIIECTB;

3) XapaKTEePUCTHKA TPUMECEH;
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1) cnenudukanys Ha papMaleBTHUECKYIO CyOCTaHIIMIO U ee 000CHOBAHHUE;

K) aHaJUTHYECKHE METOJMUKH, WCIOJb3yeMble MPHU OCYILIECTBICHHUH KOHTPOJIA KadyecTBa
(hapmaleBTHUECKON CyOCTaHIINY;

J) JOKYMEHTAJIbHOE IMOATBEPXKACHUE (BalMJalMsl) aHATUTUUECKUX METOAUK, UCIONb3YeMbIX IMPH
OCYIIECTBICHUH KOHTPOJIS KauecTBa (hapMaleBTHUECKON CyOCTaHIINY;

M) pe3yJIbTaThl aHaIKu3a cepuil hapMaleBTUUECKOI CyOCTaHIINN;

H) MNEpCUCHb CTaHAAPTHBIX 06pa3u013 HJIM BCUICCTB, UCIIOJB3YCMbIX MPHU OCYHICCTBICHUN KOHTPOJIA
Ka4yCCTBa,

0) OTMCAHNE XAPAKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MAaTEPHAJTIOB H YKYIIOPOYHBIX CPE/ICTB;
1) JaHHBIE O CTA0MIBHOCTH (papMaleBTUYECKOM CyOCTaHINY;
P) CPOK TOAHOCTH;

4) TOKYMEHT, COJICPIKAIIHN CBEICHHUS O PETUCTPAIIMH IPOU3BOUTEINS JICKAPCTBEHHBIX CPEACTB IS
MEIUIUHCKOTO MPUMEHEHHs B Ka4eCTBE HAIOTOIUIATEbINNKA B CTPAHE PETUCTPAMU (U1 POCCHICKHUX
IOPUIMYECKHUX JIMIl - HICHTH(UKAIMOHHBIM HOMmep Hajoromtarenbimka (MHH), ans umHOCTpaHHBIX
IOPUINYECKHX JIUI] - CTPaHa PErUCTPallii, HANMEHOBAHNE PETUCTPUPYIOIIETO OpTraHa, PEerUCTPAIIIOHHBIN
HOMEp, KOJI HAJIOTOIIaTeNbIMKA B CTPaHE PErUCTpalui (MHKOPIIOPALMK) HIIK €T0 aHAJIOT).

(1. 4 BBeneH PenepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)
(uacts 2 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pex. 13.07.2015))

3. Jling mpoBeACHHMS OSKCHEPTH3bl KadyecTBa YKa3aHHOM B dYacTu | Hacrosmied CcTaTbu
(dapmalleBTHUECKO CyOCTaHIIMKM 3asBUTENb MPEJCTABIAECT B YIMOJIHOMOYEHHBIH (enepanbHblii opraxn
WCTIOJIHUTEIHbHOM BIACTHU:

1) 3asBieHHE O BKJIIOUYEHHH B TOCYIAPCTBEHHBIH pEeCcTp JEKapCTBEHHBIX CPEACTB JaHHOM
(hapmareBTUUECKON CyOCTaHITNH;

2) Konus JTOKYMEHTa, MOJTBEPXJAOLIET0 YIJIATy IOCYJapCTBEHHOMN MOILIMHBI 332 BKIIOYEHUE B
rOCy/IapCTBEHHBI PEECTp JIEKaPCTBEHHBIX CPEACTB (hapMalleBTUUECKON CyOCTaHIMH, MPOU3BEIEHHOU
Ui pealn3auuu, 00 1O COOCTBEHHOW WHMIIMATHBE YyKa3aHHbIM JOKyMeHT. B ciydae ero
HEMpPEeJICTAaBICHUS 3asiBUTENIEM YIIOJIHOMOYEHHBIH (efepaibHbli OpraH HUCHOJHUTENbHON BIACTH
npoBepseT (akT ymiaThl TOCYAapCTBEHHON MOIUIMHBI 3asBUTENIEM C UCIOJIb30BaHUEM MH(pOpManuu o0
yIuiaTe ToCy/IapCTBEHHOM MOLUIMHBI, cofepxaiieiics B ['ocynapcTtBeHHON MHGOPMAIMOHHON CHCTEME O
rOCy/lapCTBEHHBIX M MYHHUIMMNAIBHBIX IJIATEKaX, HA OCHOBAHUH IIPEICTABICHHON 3asBUTENIEM KOIHH
JNOKYMEHTA, MOATBEPKAAIOLIETO YIUIATy TOCYIapCTBEHHON ITOIUINHBL;

(m. 2 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

3) IOKyMEHTBI, YKa3aHHBIC B UaCTH 2 HACTOAIICH CTaThU;
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

4) 3asBNeHUE O BbIJaye paspelieHus Ha BBO3 B Poccuiickyto denepainio KOHKPETHON MapTUH
HE3apEeruCTPUPOBAHHOIO JIEKAPCTBEHHOI'O CPEACTBA, NPEAHA3HAYECHHOIO I IPOBEICHUS YKa3aHHOU
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IKCIIEPTH3BIL.
(1. 4 BBennen denepabHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynsrantlntoc: npumedanue.
C 01.01.2021 cr. 34 nononnsiercs 4. 3.1 (D3 ot 27.12.2019 N 478-D3).

4. B Teuenue necsatu pabounx JHEH CO THS MPUHATHA 3asiBICHUS O BKIIOUYCHUH YKA3aHHOW B YaCTH
1 HacTosmed craThM (hapMaleBTHUECKOW CYOCTAaHIIMM B TOCYJApCTBEHHBIH peecTp JIEKapCTBEHHBIX
CpCACTB MU OJOKYMCHTOB, IMNCPCUHUCIICHHBIX B YaCTU 1 n ITYHKTC 2 yactu 3 HaCTOSIH_Ieﬁ CTaThbu,
YIIOJIHOMOYEHHBIN (heiepabHbli OpraH UCIOJHUTEIbHOM BIIACTH:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) mpOBOJUT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTH JAHHBIX, COJACPKAIIUXCS B MPEICTABICHHBIX
3asiBUTEIIEM JIOKYMCHTAX;
(B pen. @exnepanbHoro 3akona ot 25.11.2013 N 317-03)

2) NpUHUMAET pELICHUE O HANpaBICHUM B SKCIEPTHOE YUPEXKJICHUE 3a/laHus Ha IPOBEACHUE
HKCHEPTHU3bl KauecTBa yKa3aHHOM B yacTH | Hacrosell ctaTbu GapMaleBTHYecKOl cyOCTaHIIMU Ui 00
OTKa3€ B TAKOM HallpaBJICHUU;

3) yBeOOMJISIET B 3JEKTPOHHOM WM MUCbMEHHOHN (hopMe 3asBUTENSI O MPUHATOM PELICHUH WIH B
Cily4yae OTKa3a ¢ yKa3aHHeM MPUYMH TaKoro OTKa3a.
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4.1. B ciuyvae BBISBICHHS HEIOCTOBEPHOCTH CBEICHUM, COJIEP)KAIIUXCS B MPEACTaBICHHBIX
3asiBUTENIEM MaTepuanax, yIOJTHOMOUYEHHBIH (erepalbHblil OpraH WCIOIHUTENBHON BIACTH HAIPABIISET
3asBUTEIIO0 3alpoc 00 YTOYHEHHWU YKAa3aHHBIX CBeACHHWM. JlaHHBIM 3ampoc MoKeT ObITh TepenaH
YIOJHOMOYEHHOMY MPEACTABUTENIO 3asIBUTENS JIMYHO MOJ PACIUCKY, HAIllpaBJ€H MO MOYTE 3aKa3HbIM
MUCbMOM WJIM TIEPENIaH B AJIEKTPOHHOU (opMe MO TeIeKOMMYHUKAITMOHHBIM KaHajaM CBsi3u. B ciyuae
HaIpaBJIEHUs JJAHHOTO 3aIpoca MO MOYTE 3aKa3HbIM MHUCbMOM OH CUUTAETCS MOJTYYEHHBIM 110 UCTEYEHUN
IIECTH JTHEH C JIaThl HAMpaBJICHUsI 3aKa3HOTO MUCHMA.

(uacTsb 4.1 BBeneHa @enepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

4.2. 3agButens 00s3aH MPEICTaBUTH OTBET Ha 3alpoC YIMOJIHOMOUYEHHOTO (eAepanbHOro opraHa
WCTIOJTHUTENBHON BJAacTU B CPOK, HE MPEBBIMIAIONINN JEBIHOCTA PAOOYMX AHEH CO JHS TMOTYYCHHS
naHHoro 3ampoca. Cpok, yka3aHHBIH B 4acTH 4 HACTOAMIEH CTaThW, NMPHUOCTAHABIMBACTCS CO JIHSA
HaIpPaBIICHUS 3asIBUTEIIO 3aIPOca YIIOJIHOMOUYEHHOTO ()eIepaIbHOTO OpraHa UCTIOTHUTEIBHON BIACTH JI0
JTHSI TIOJTyY€HUsI UM OTBETa Ha JAHHBIA 3alpOC M HE YYUTHIBACTCS MPH MCUYUCICHHH CPOKa AKCIIEPTU3BI
KauecTBa (hapMalleBTUUECKONW CyOCTaHIIMK, HEUCIOJIb3yeMOW TMPH MPOU3BOJCTBE JIEKAPCTBEHHBIX
Mpenaparos.

(uacTsp 4.2 BBeeHa @enepanbHbIM 3ak0oHOM OT 25.11.2013 N 317-D3)

5. OcHoBaHMEM JJis OTKa3a B HAaIPaBICHUU B IKCIEPTHOE YUPEKJEHUE 3aJaHMs HA MPOBEACHUE
OKCIIEPTH3bl KadyecTBa yKa3aHHOW B dYacTu | Hacrosimeld cratbu ¢apMaleBTUYECKOW CyOCTaHIINH
ABJICTCA HEMPEACTABIICHHUEC OOKYMCHTOB, YKa3aHHBIX B 4YaCTHU 2 HaCTOHHIeﬁ CTaTbu, OTCYTCTBHC
uHpopManuy, TOATBEpXKIaroe (akT ymiaaTel TOCYJApCTBEHHON TIONUIMHBI 32  BKIIOYCHHE
(hapMmareBTHUeCKO CyOCTaHIIMM, TPOU3BEACHHOW I pealu3allid, B TOCYAAPCTBEHHBIM peEecTp
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JIEKapCTBCHHBIX CPEJCTB, HEMPEICTABICHNE 3asIBUTEIIEM B YCTAHOBJICHHBIN CPOK OTBETA HAa yKa3aHHBINA B
yacT 4.1 HACTOSIIEH CTaThU 3alPOC YIOITHOMOUYEHHOTO (heZiepalbHOTO OpraHa HUCIOIHUTEIBHOMN BIACTH
WJIM TIPE/ICTABIICHUE IOKYMEHTOB, HE COJICPIKANIUX HCUEPITBIBAIOIIETO MEPEYHSI HEOOXOIUMBIX CBEICHHIMA.

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

6. B TeueHue mnATHagUATH paboOUYMX JHEHW CO JAHS IOJYYEHUS pELIEHUS YHIOJHOMOYEHHOI'O
(benepanbHOro OpraHa UCHOJHUTEIbHOM BJIACTH O HANpaBJIEHUU B HKCHEPTHOE YUPESKICHHUE 3aJaHUs Ha
MIPOBEJICHUE DKCIEPTH3bl KadecTBa yKa3aHHOW B dYacTU | HacTosimeld cratbu (apMareBTUYCCKOM
CyOCTaHIIMM 3asiBUTENb MPEJICTABIAET B SKCIIEPTHOE YUPEKICHUE IS MPOBEICHUS JaHHOM 3KCIEPTU3bI
o0pa3ubl (hapMaleBTHUECKOW CyOCTaHIIMH B KOJMYECTBE, HEOOXOIUMOM I BOCIIPOM3BECHUS METOJIOB
KOHTPOJISl KauecTBa. ODKCHEPTHOE YUPESKICHHE IpHU IOJy4yeHHMH OO0pa3lloB yKa3zaHHOM B uactu 1
HaCTOsIIEH cTaThll (hapMaleBTHUECKOW CyOCTaHIIMU BBLIAET 3asBUTEIIO JOKYMEHT, ITOATBEPKIAIOIINI
NOJIlydeHHe 3TUX O0Opas3loB, M B CPOK, HE MPEBBIIAOLIMN Tpex pabouux JHEH, yBeAOMIIAET B
QJIEKTPOHHOW WJIM TMUCBbMEHHOW ¢opme 00 93TOM  yIMOJTHOMOUYEHHBIH (emepanbHbIi  opraH
HCIIOJIHUTEJILHOM BJIACTU. DTH CPOKH HE BKJIFOYAIOTCS B CPOK ITPOBEIECHUS JAHHON SKCIIEPTU3HI.

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

7. JIOKyMEHTBI, IIOCTYNHUBILINE B 3KCIIEPTHOE YUPEXKACHUE Ul IPOBEICHUS DKCIEPTU3bl KauecTBa
yKa3aHHOH B uacth | Hacrosimeidl craThi (hapMareBTHUECKOW CyOCTaHIIMHM, MOJUIekKAT BO3BPATy B
YIIOJIHOMOYEHHBIN (eiepaabHblii OpraH UCHOJIHUTEIBHOW BIACTH OAHOBPEMEHHO C 3aKIIIOYEHUSMH 110
pe3yiabpTaTaM IPOBENCHHON SKCIEPTHU3BI.

8. B cpok, He MpeBBIIAIONINI TATH pabouux AHEW CO JHS MONYYEeHUS 3aKIIOYEHHS KOMHUCCHH
SKCIEPTOB IO pe3ysibTaTaM »JKCIEPTU3bl KAayeCTBA YKA3aHHOM B 4YacTh | HaACTOSAIIEH CTAaThbU
(bapmalleBTHUECKOI CyOCTaHIINU, YIIOJIHOMOYEHHBIN (hefiepaibHblid OpraH UCIIOIHUTENBHON BIACTH:

1) OCYHICCTBIIAACT OLUCHKY TAKOT'O 3aKJIIOUCHUA 1A ONPCACICHHA €ro COOTBCTCTBUA 3aJaHUIO Ha
IIPOBEACHUC JTaHHOM OKCIICPTU3BI;

2) mpyUHUMAET pellieHUe O BKJIIOUEHNHU yKa3aHHOU B yacTu | Hacrosmen ctaThi papMalieBTUYECKOM
CyOCTaHIIMM B TOCYJIapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEJCTB WM pelieHHe 00 OTKa3e B TakoM
BKJIFOYEHUH;

3) BHOCUT MpH TPHHITHM PEUICHHS O BKIIOUYEHWH YKa3aHHON B yacTu | HacTosmed cTaTbhu
(dapmarieBTHUECKOM  CyOCTaHIIMM B TOCYJApPCTBEHHBIM  PEeCTp  JIEKAPCTBEHHBIX  CPEACTB
MPEeIyCMOTPEHHYIO 4acThio 2 cTaThu 33 HacTosmiero denepalbHOTO 3aKOHA HHGOPMAITUIO U YBEIOMIISIET
00 3TOM B 3JIEKTPOHHOMN WJIM TUCbMEHHOM (opMe 3asiBUTEIIS.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 27.12.2019 N 462-D3)

9. OchHoBaHMeM s OTKa3a BO BKIIOYEHHWHW VYKA3aHHOW B 4YacTu | HacTosIIEd CTaThbH
(dapmalleBTHUECKON CYOCTaHIIMM B TOCYIApCTBEHHBIM peecTp JEKApCTBEHHBIX CPEACTB SIBISETCS
3aKJII0OYEHNE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (peepaaIbHOTO OpraHa MCIIOJHUTEIHHOU BIIACTH O
TOM, YTO Ka4ecTBO (hapMarleBTHUECKON CYOCTaHIINH HE TIOITBEPKIEHO MOTYUYeHHBIMH JTAHHBIMU.

(uacth 9 BBeneHna denepanbHbiM 3akoHOM OT 22.10.2014 N 313-@3; B pen. PenepalibHOrO 3aKOHA OT
04.06.2018 N 140-®3)

10. He nomyckaeTrcsi BKIIOUEHHE B TOCYJApPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB OIHOU
(bapMarieBTHUECKON CyOCTaHLIMU, NMPOU3BEACHHON JUIsl pealu3aliil U BBITYCKAaeMOH OJHMM U TeM Xe
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IIPOM3BOJIUTENIEM, B BUJE JBYX U 00JI€€ PEECTPOBBIX 3aIIUCEH.
(dactp 10 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. BHecenue n3MeHEHUH B JOKYMEHTHI Ha (DapMalleBTHUECKYIO CYOCTaHIIUIO, IIPOU3BEICHHYIO IS
peaiv3allii U BKIIIOUYEHHYIO B TOCYAApCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISICTCS B
nopsiike, ycraHoBieHHOM crtaThsiMu 30 m 31 Hactosmero @enepanbHOrO 3aKOHA, C YIJIATON
roCyJ1apCTBEHHOM MOLUIMHBI, TPEAYCMOTPEHHOM 3aKOHOAATEILCTBOM Poccuiickoit denepanuu 0 Hajorax
u cOopax.

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

12. Jlonyckaercs oOparnieHue GpapManeBTHICCKIUX CyOCTaHIIUi|, IPONU3BEICHHBIX IS Peallu3allii, B
TEYCHHE CTa BOCBMUJECSATH JHEH A0 M TOCJE MPHUHITHUS YIOJIHOMOYEHHBIM (erepalbHbIM OpPraHoOM
WCIIOJIHUTEIIBHON BJIACTH PEIICHUS O BHECCHWM HW3MCHCHHHA B JIOKYMEHTHI Ha (DapMareBTHYECCKYIO
CyOCTaHIIMIO, MPOW3BEACHHYIO [UIs pealu3allid M BKIIOUYEHHYID B TOCYIapCTBEHHBIH peecTp
JIEKApCTBEHHBIX CPEJICTB.

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

13. PemeHue 00 HCKIIOYEHUM U3 TOCYJapCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPEACTB
(bapmaneBTHYECKO CyOCTaHIMM, TPOW3BEACHHON Ul peanu3aliy, NPUHUMAETCS YIIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM UCTIOTHUTENILHOW BIACTH B CIIyYae:

1) MNpEeaACTaBJICHUA COOTBECTCTBYHOIIUM YITOJIHOMOYCHHBIM (I)G,Z[CpaJIBHBIM OpraHomM HUCITOJIHUTEILHOU
BJIACTU 3aKIIOYCHUA O PHCKEC HIIN 00 Yrpo3€ KHM3HU WM 3J0POBBIO YCIIOBCKA 00 KUBOTHOI'O npu
HCIIOJIb30BAHHHU JICKAPCTBCHHOI'O CPCACTBA;

2) momayu pa3pabOTUYUKOM JIEKAPCTBEHHOTO CPEJCTBA MJIM TPOU3BOAUTENIEM JIEKAPCTBEHHOTO
cpeacTBa JUOO YHMOTHOMOYEHHBIM UMHU APYTUM IOPUIMYECKUM IJUIIOM 3asBICHHUS 00 UCKIIOYCHHH U3
TrOCYJapCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPENCTB (DapMalleBTHUECKOW CyOCTAaHIIMH, MPOU3BEICHHON
JUTSL peau3aluy;

3) orcyrcTBUS (DapMaleBTHYECKON CYyOCTaHIINH, MPOU3BEICHHON I peaiu3aliui, B 00palleHuu B
Poccuiickoif @enepanuu B TeUeHUE TpeX U Oojee JeT.
(uactb 13 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

CraTtba 35. YTpatuna cuny ¢ 1 nrons 2015 roaa. - PegepanbHbIv 3aKOH oT 22.12.2014
N 429-®3.

KoncynprantlIntoc: npumedanue.
C 01.03.2020 B ct. 36 BHOCsATCs u3MeHeHus (P3 ot 27.12.2019 N 475-D3). Cm. Oynyuiyro peaakiuio.

Cratba 36. OGxanoBaHue peweHUst 006 OTKasze B Bblgaye paspeleHns Ha
npoBeAeHMEe KIIMHUYECKOro MuccreaoBaHUA JeKapCTBEHHOro npenapara, pewweHusi o6
OoTKasze B rOCyAapCTBEHHOW perucTpauuMm JeKapCTBEHHOro nmnpenapara, 3aKni4YeHusi
KOMMCCUM IKCNEPTOB IKCMEPTHOrO yUYpPEXAEeHUSI UMM 3aKNHOYEHUA coBeTa No 3TUKe

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

Pemenrie COOTBETCTBYIOIIETO YIMOJIHOMOYEHHOTO (hefepaibHOr0 OpraHa HCIOJIHUTEIbHOW BIacTU
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00 OTKa3e B BbayYe pa3pelieHUs] Ha MPOBEACHUE KIMHUYECKOTO HCCIICAOBAHUS JIEKApCTBEHHOTO
mpenapaTta, pelIeHHe YKa3aHHOTrO (enepaibHOro oOpraHa HWCIHOJHUTENbHON BIIAaCTH 00 OTKa3e B
rOCy/lapCTBEHHON PETUCTPALMK JIEKAPCTBEHHOI'O IIpernapaTa, 3akKIlO4eHHEe KOMHCCHUU JKCIIEPTOB
HKCIIEPTHOTO YUPEKACHUS WIM 3aKIIOUEHHE COBETa IO ITUKE MOXET OBbITh 00KaloBaHO B IOPSIIKE,
YCTaHOBJICHHOM 3aKOHOJATeNbLCTBOM Poccmiickoii denepanuu. 3akaodeHne dKcnepTa, 0POPMIICHHOE TI0
WUTOTaM 3KCIEPTU3bI B LENSAX OMPEACIICHNUS B3aUMO3aMEHAEMOCTH 3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOIO
mpernapara, MOXKeT ObITh 00)KaJIOBaHO JAEpKaTesIeM MJIH BJIaJIENIbLIEM PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JIEKAPCTBEHHOTO IperapaTa B KOMUCCHIO SKCIIEPTOB 3KCIEPTHOIO YUPEKJICHUS. 3aKIOUEHUE KOMUCCHU
HKCHEPTOB 3KCIEPTHOTO YUYPEKIACHHsS, O(GOpPMIEHHOE [0 HTOTaM MEPecMOTpa 00KaIOBAaHHOTO
3aKJIIOUEHHUs] JKCIEpTa, MOXKET ObITh OCHOPEHO JepiKaTelieM WM BiaJelblleM PEerucTPallOHHOTO
YIOCTOBEPEHUSl JIEKapCTBEHHOI'O IIpernapara JuOO YIOJIHOMOYEHHBIM MMM JIMLIOM B TOpPSAKE,
YCTaHOBJIEHHOM 3aKoHOJaTenbcTBOM  Poccuiickoit  ®enepauuu. Ilpu oOxanoBaHuu  perieHus
VIIOJTHOMOYEHHOTO (peiepaibHOTO OpraHa HWCIOJHUTEIBHON BIIACTH, 3aKIIOYCHHS JKCIepTa MU
KOMMCCHH 3KCIIEPTOB SKCIEPTHOTO YUPEKICHUS, 3aKIIOUEHHUS COBETA 10 3THKE JEPKaTeNb UM Biaaeler
PErUCTPALlMOHHOTO YJOCTOBEPEHUSI JIEKAPCTBEHHOrO IIpernapara JMOO YHNOJIHOMOYEHHOE HMHU JIUIO
BIIPAaBE MPEJICTABUTh PE3YJbTAaThl HKCIEPTU3bl JIEKAPCTBEHHOI'O MperapaTa, MPOTOKOIbl MOTYyYEHHBIX
AKKPEIUTOBAHHBIMM UCHBITATEIbHBIMU  J1a0OpaTOpusiMU  (LEHTpaMU) pPE3yJbTaTOB HCCIEIOBAHUM,
HCIIBITAHUM.

Cratba 37. WHdopmauusa, cBA3aHHaA C OCYLWECTBIEHMEM TrOCyAapCTBEHHOW
perucTtpauum neKkapCcTBEeHHbIX MnpenapaTtoB, WHopmMauus O 3aperucTpupoBaHHbIX
NneKapCcTBEHHbIX npenapatax W JeKapCTBEHHbIX Mpenapartax, WCKIIYEHHbIX U3
rocyaapcTBEeHHOro peecTpa fiekapCcTBeHHbIX CpeAcTB

1. CooTBeTCTBYIOUINI YITOJIHOMOUYEHHBIN (heiepaabHblii OpraH UCIIOJIHUTEIbHON BIACTH pa3MellaeT
Ha cBoeM oduimaabHoM caiite B cetu "VHTepHer" uHGoOpManuio, CBA3aHHYI C OCYIIECTBICHHEM
rOCYAapCTBEHHON pPETUCTpAlUU JIEKAPCTBEHHBIX IPENApPaTOB, B TOM YHUCJIE IPOBENCHUEM HKCIIEPTU3BI
JIEKapCTBEHHBIX CPEICTB (BKJIIOYAsi Pe3yibTaThl €€ MPOBEACHUS), MHOOPMAIMIO O 3apEerUCTPHUPOBAHHBIX
JIEKAPCTBEHHBIX IIpenaparax M JEKAPCTBEHHBIX IPENaparax, HCKIIOYEHHBIX M3 TOCYAapCTBEHHOIO
peecTpa JIEKapCTBEHHBIX CPEJICTB, HE IO3]HEE uYeM 4Yepe3 MATh padouyux JHEeH co JHsS MOITydeHUs
YIOJTHOMOYEHHBIM (e/IepabHbIM OPIaHOM HCIIOIHUTEIBbHON BIACTH COOTBETCTBYIOIIEH HH(DOpMAaLIUH.
(B pen. deaepanbHbIX 3aK0HOB OT 22.12.2014 N 429-03, ot 02.08.2019 N 297-D3)

2. Cpoku M TOpAIOK pa3MeEIleHHs YKa3aHHOW B yacTu | Hacrosimied cTatbu HHQOpMAIUH
yCTaHABJIMBAIOTCS YIOJIHOMOYEHHBIM (hefiepalibHbIM OpPraHOM HCIOJHUTENbHON BiacTH. MHpopmarus,
yKa3aHHas B 4acTU | HACTOSIIEH CTaThH, SBISETCS OTKPHITOW M OOIIETOCTYITHOW W TPEAOCTaBIIACTCS
3aMHTEPECOBAHHBIM JIMIAM B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickon denepannu.

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

Mnaea 7. KMIMHWYECKUE UCCIIEAOBAHUA JIEKAPCTBEHHbIX
NPEMAPATOB ANnA MEANWLUMHCKOIO NPUMEHEHUA, OrOBOP
Ob UX NMPOBEAEHUW, MPABA NALUMEHTOB, YYACTBYIOLLUX
B 3TUX UCCITIEAOBAHUAX

Cratba 38. KnuHuuyeckue wuccnemoBaHMA FNeKapCTBEHHbIX npenapaTtoB Ans
MeAULIMHCKOro NpMMeHeHus
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1. Knmuandeckue ucciaenoBaHUs JIGKAPCTBEHHBIX MPENaparoB I MEAMIIMHCKOTO NMPUMECHEHHUS, B
TOM YHCIIE MEKYHAPOJIHbIE MHOTOIICHTPOBBIC, MHOTOIICHTPOBEIE, MOCTPETUCTPAIIMOHHBIE, POBOISATCS B
OJTHOM MM HECKOJBKUX MEIUIMHCKUX OPTaHU3alUSIX B COOTBETCTBHHM C MpaBWJIAMH HaJIeXKalleu
KIIMHHYECKOW TPAKTUKHU, YTBEPKICHHBIMU YIIOJTHOMOUYCHHBIM (pe/iepaibHBIM OPraHOM HCIIOIHUTEIHHON
BJIACTH, COOTBETCTBEHHO B CICAYIOUIHNX IIIsAX:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) ycranoBneHue 6€30MacCHOCTH JIEKAPCTBEHHBIX MPENapaToB ISt 3J0POBBIX JOOPOBOJIBIIECB U (HIIH)
MIEPEHOCUMOCTHU UX 3J0POBBIMH 100POBOJIbLIAMH, 32 UCKIIOYEHHEM TaKUX MCCIICOBAHUN JIEKaPCTBEHHBIX
MpernaparoB, NPOU3BEICHHBIX 3a npeaenamu Poccuiickonn enepanmu;

2) HO,I[60p OINITUMAJIBHBIX TO3UPOBOK JICKAPCTBECHHOI'O IIPCIIapaTa U KypcCa JICYCHHUA [JIA MAlUCHTOB
C ONpCaACJICHHBIM 336OJICBaHI/ICM, OIITUMAJIBHBIX 03 WM CXEM BaKIMHAIlH I/IMMyH06I/IOJIOFI/I‘-IeCKI/IMI/I
JICKaApCTBCHHLIMMU IIpCIIapaTaMu 310POBbIX I[O6pOBOJ'IBLIeB;

3) ycranoBieHuEe 0€30MaCHOCTH JIEKApCTBEHHOTO Tpenapara u ero 3(h()EeKTUBHOCTHU ISl MAIIEHTOB
C ONpeACICHHBIM 3a0oJieBaHHEM, NPOPHIAKTHYCCKOH S()(OEKTUBHOCTH HMMYHOOHOJIOTHYCCKHX
JICKapCTBCHHBIX MPENapaToB IS 37J0POBBIX TOOPOBOJIBIICE;

4) n3ydyeHue BO3MOXKHOCTH PaCIIMPEHUs NOKa3aHUN [yl MEAMLIMHCKOTO MPUMEHEHUS U BBISBICHUS
paHee HEN3BECTHBIX MMOOOYHBIX JIEHCTBUI 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB.

2. B otHOIIEHNHN BOCIIPOU3BCACHHLIX JICKAPCTBCHHBIX IIPCIIAPATOB AJIA MECAUIMHCKOI'O IIPUMCHCHHA
IMPOBOAATCA HCCICAOBAHUA OMOPKBHBAJICHTHOCTH U (I/IJ'H/I) TepaHeBTHqCCKOfI OKBHUBAJICHTHOCTHU B
NnopAAKe, YCTAHOBJICHHOM YITIOJTHOMOYCHHBIM (l)enepaanHM OpraHomMm HCIIOJIHUTEILHOMN BIACTH.

3. OpraHmaumo MNPOBCACHUA KIMHHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ JICKAPCTBCHHOT'O TIIpf€riapara IJid
MCIUITUHCKOI'O IPUMCHCHUS BIIPABC OCYHICCTBIIATD!:

1) pa3paboTuuK JeKapCTBEHHOT'O Mpernapara Wik yIOoJIHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTelbHbIE OpraHU3allMd BBICIIETO O00pa30BaHUS, OpPraHM3AIMH JOMOJHUTEIHLHOTO
po¢eCCHOHAIIBHOTO 00pa30BaHUs;
(m. 2 B pea. @exnepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4HO-UCCIIEA0BATENBCKUE OPraHU3aluH.

4. KiuHMuYeCKHE HCCIIEeIOBaHUs JIEKapCTBEHHOIO Ipenapara Uil MEAMIMHCKOIO INPUMEHEHMS
MIPOBOJATCS. HA OCHOBAHUM Pa3pelICHUs] HA MPOBEJACHUE KIMHUYECKOTO MCCIIEIOBAHMS JIEKAPCTBEHHOIO
mperapara, BbBIAHHOTO  YIIOJIHOMOYEHHBIM  (efiepaibHbIM  OpPraHOM — HCIOJHHUTEIbHOM  BIIACTH.
YnonHoMO4YeHHBIN (eiepalibHbIM OpraH MCIOJHUTENBHON BIACTH BEJET PEECTP BBIIAHHBIX Pa3pelIeHHH
Ha IIPOBEICHUE KIIMHUYECKUX UCCIEA0BAHUM JIEKAPCTBEHHOIO IIpernapara, CoOACpKallui yKka3aHue Ha UX
LEJIb WM LIEJIA, B YCTAHOBJIIEHHOM 3TUM OPTraHOM HOPSJIKE.

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

5. Yrparun cuiy ¢ 1 utong 2015 roga. - @enepanbusiii 3akoH o1 22.12.2014 N 429-D3.

6. K opraHu3alv MPOBCACHUA KIIMHUYCCKUX HCCIIeTOBaHUM JICKAPpCTBCHHOTO IMpfcriapara IJid
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MEIULUHCKOTO TIPUMEHEHHUsI pa3pabOTYMKOM JIEKAPCTBEHHOI'O Tpemapara MOTYT IPHBIIEKATHCS
IOpUANYECKUe JIMIa JI000M  OpraHU3allMOHHO-TIPaBOBOM  (GOpMBI  MPU  YCIOBUHM OOecreyeHUs
COOTBETCTBHS 3TUX UCCIIEIOBaHMUN TpeOOBaHUAM HacTosero denepanrbHOro 3aK0Ha.

7. KnuHuueckue HCCleOBaHUS JIEKApCTBEHHBIX MPENapaTtoB il MEAMIMHCKOTO HPUMEHEHUs
MMpoOBOAATCA B MCIAUIMHCKUX OpraHu3anugx, aKKpCIUTOBAHHBIX YIIOJHOMOYCHHBIM (benepaanHM
OpraHOM HCIIOJIHUTEIbHOW BJIACTH B TMOpAAKe, YycTaHoBiIeHHOM IlpaBurensctBom Poccuiickoit
denepauuu.

8. [IlepeueHb MEOMIIMHCKUX OpTraHU3alUid, HWMEIOUIMX MPaBO MPOBOAUTH KIMHUYECKUE
WCCTIEOBAHUS JICKAPCTBEHHBIX MpENapaToB i MEIUIMHCKOTO TPUMEHEHUsS, U PEECTP BBIAAHHBIX
paspelieHuid  Ha  TPOBEJACHHE  KIMHUYECKHX  HMCCIEAOBAaHMW  JIEKAPCTBEHHBIX  IpEnapaToB
OITyOJIMKOBBIBAIOTCS M Pa3MEMIAIOTCS YIIOJTHOMOYEHHBIM (pelepalIbHBIM OPTaHOM  HCIIOJTHUTEIHLHOU
BJIACTH B YCTAHOBJICHHOM UM TOpPSAKE Ha cBoeM ouIManbsHOM caiiTe B cetu "MHTepHeT".

Cratbsa 39. PeweHue o npoBeaeHUN KIMHUYECKOro UCCrneaoBaHUA NeKapCTBeHHOro
npenapara Ansa MeauUMHCKOro npMMmeHeHus
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Kinumanueckoe HCCIICAOBAHUEC JICKAPCTBCHHOI'O IIpfliapara A4 MCAUIHUHCKOI'O IIPUMCHCHHA
IMPOBOAWUTCA Ha OCHOBAHWM PA3pCHICHUA Ha IMPOBCACHHUEC KIMHUYCCKOIO MCCICAOBAHNA JICKAPCTBECHHOI'O
npemnapara, BbIAAHHOI'O YIOJIHOMOYCHHBIM (be,I[epaJ'ILHbIM OpraHnomM HWCHOJHUTEIBHOM BIAacTU IO
pe3yjibTaTaM JSKCICPTHU3bI ATOKYMCHTOB, HCO6X0)II/IMBIX JJId TIOJYUYCHHA pPaspClICHHA Ha ITPOBCACHUC
KIIMHUYCCKOT'O UCCIICAOBAHUA JICKAPCTBCHHOT'O IIPCIlapaTa U ATUYECKOU OKCIICPTHU3BI.

2. Jlng mojydyeHusl pas3pelieHHs] Ha MpPOBEACHHE KIMHUYECKOTO HCCIIEIOBaHUS JIEKapCTBEHHOIO
npernapara Jjs MeIMIMHCKOr0 MPUMEHEHUs 3asiBUTENb MPEJICTABIISAET B YIIOJIHOMOYEHHBIN (heaepanbHbIit
OpraH HCIIOJIHUTENIBHOM BIIACTH!

1) 3asBJICHUC O BbIAAYUC PA3PCHICHU HA MPOBCACHNUC KIIMHUYCCKOTO UCCICIOBAHUS JICKAPCTBCHHOT'O
npenapara sk MEIUIUHCKOIro MpUMECHCHMU A,

Koncynbrantllmtoc: npumeuanue.
C 01.01.2021 B m. 2 4. 2 ct. 39 BHOCsATCS m3menenust (D3 ot 27.12.2019 N 478-D3).

2) KOnuM JOKYMEHTOB, MOATBEPXKAAIOIIMX YIUIATy TOCYAAPCTBEHHOW IONUIMHBI 32 MPOBEACHUE
ATHUYECKOM SKCIEPTHU3bl, SKCIEPTH3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Mpemapar A IOJTYy4YeHUs
paspellleHuss Ha NPOBEACHHE KIMHUYECKOTO MCCIENOBAaHUSA JIEKapCTBEHHOTO Ipenapara Juis
MEIUIIMHCKOTO TPHUMEHEHUs, 3a BbIJAuy pa3pellieHusi Ha IMpOBEIECHUE KIMHUYECKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOI'O Ipenapara il MEIULUHCKOTO IIPUMEHEHHUS, 3a IPOBEACHHUE DKCIEPTU3Bl JOKYMEHTOB
Ha JIEKapCTBEHHBIM TMpemnapar MJisg [OJIyYeHHUsS pa3pelleHuss Ha MPOBEIACHHE MEeXIYHAapPOTHOTO
MHOTOLIEHTPOBOTO KJIMHMYECKOTO HCCIIEIOBaHUS JIEKapCTBEHHOIO IIpernapara i MEIUIMHCKOrO
MPUMEHEHUsI, 3a BbIJAUy pa3pelieHuss Ha MPOBEIEHHE MEXIYHapOJHOIO MHOTOIIEHTPOBOTO
KJIMHUYECKOTO HCCIIEJOBaHM JIEKAPCTBEHHOI'O IIpernapara Uil MEOULMHCKOrO IPUMEHEHMs, 32
MIPOBEJIEHUE OSTUYECKOW HKCIEPTHU3bl, IKCHEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM mpernapar Jyis
MIOJIyYEHHUs] Ppa3pelleHHs] Ha MPOBEACHHUE IOCTPETUCTPALMOHHOTO KIMHUYECKOIO MCCIEA0BAHUS
JIEKapCTBEHHOI'O Iperapara Uil MEAMIMHCKOrO IMPUMEHEHHUs, 3a BbIJA4y Pa3pelIcHMs Ha IPOBEICHHE
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MMOCTPErUCTPALUOHHOIO KIIMHUYECKOTO MCCIEAO0BAaHMS JIEKAPCTBEHHOrO Ipernapara il MEAULHUHCKOIO
MPUMEHEHHUS, WK 10 COOCTBEHHOW WMHHUIMATHBE yKa3aHHbIE JOKYMEHTHL. B cimyuyae HempencraBieHHs
3asiBUTENIEM YKa3aHHBIX JIOKYMEHTOB YITOJIHOMOYEHHBINH (hefepanbHblii OpraH MUCIOTHUTEIHLHOW BIACTH
mpoBepsieT (pakT ymiIaTel TOCYIApCTBEHHOM MOIUIMHBI C HKCIOJIb30BaHHEM HHQpOpMAIMU 00 yruiare
rOCy/IapCTBEHHOW TMOILIMHBI, CoJepkamieiics B [ocymapcTBeHHOW WH(DOPMAIIMOHHOW CcHUCTEME O
rOCyJapCTBEHHBIX M MYHHUIMIAIbHBIX IJIATEkKaX, HA OCHOBAHMM IPE/ICTABICHHBIX 3asABUTEJIEM KONUMN
JIOKYMEHTOB;

3) IIPOTOKOJI KIMHHUYECKOI'O HCCICAOBAHHUA JICKAPCTBCHHOI'O IIpf€napara ajid MEAUIHUHCKOI'O
MMPHUMCHCHUS

4) Oporrropy rccaeaoBaTens;
5) nHpOPMAIOHHBII JIUCTOK MAIUCHTA,

6) CBCACHMUA 00 ombITe pa6OTBI I/ICCJ'IGI[OBaTeJ'IeI‘/'I MO0 COOTBCTCTBYIOIIHUM CIICHHUAJIBHOCTAM U HUX
OIIBITC pa6OTBI 110 IPOBCACHUIO KIIMHUYCCKUX HCCHGHOBaHHﬁ;

7) cBeAeHHS O MEIUWUWHCKUX OpraHu3alMsX, B KOTOPBIX IMPEAINOJaraeTcss IpOBeIeHUE
KJIMHUYECKOTO0 MCCIICOBAHUS JICKAPCTBEHHOTO Mperapara JJisi MEIUIMHCKOTO MPUMEHEHHS (IIOJIHOE U
COKpallleHHOE€ HAaUMEHOBAHUS, OpPraHU3allMOHHO-TIpaBOBas (opMa, MECTO HaXOXKICHUS M MECTO
OCYIIIECTBIICHUS JCATCILHOCTH, TEIC(OH, Ternedakc, apec ICKTPOHHON MOYTHI KaXJI0H MEAUIIMHCKOM
OpraHU3aINH ),

8) cBemeHUsT O TMPEANOJIATa€MbIX CpPOKax TMPOBEICHUS  KIMHHUYECKOTO  HMCCIEIOBAHUS
JIEKapCTBEHHOTO MpernapaTa JJisi MEIULIUHCKOTO IPUMEHEHUS;

9) xomuio AOroBOpa OO0s3aTEIBHOTO CTPAXOBaHUSI, 3aKIFOYEHHOTO B COOTBETCTBHU C THUIIOBBIMH
MpaBWJIaMU  O0SI3aTENBHOTO CTPAaxOBaHHs, C YKa3aHUEM NPEIeNbHON YHCIEHHOCTH TMallMeHTOB,
YHAaCTBYIOIIMX B KIMHUYCCKOM HCCICAOBAHUU JICKAPCTBCHHOI'0 Impfrnapara ajd MCIUIHUHCKOIO
MIPUMEHEHUS,

10) uadopmaruio o coctaBe JIEKapCTBEHHOTO Mpernapara s MEIUIIMHCKOTO TPUMEHEHUS;

11) mOKyMEHT, COCTaBJICHHBIH MPOU3BOAUTENEM JIEKAPCTBEHHOIO Mpemnapara sl MEAUIIMHCKOTO
MPUMEHEHUSI U COJEpKaIlllMi MoKazaTelnu (XapaKTepUCTHUKH), a TaKKe CBEJEHHUS O JIEKapCTBEHHOM
npernapare  JUisi MEIUIMHCKOTO IPUMEHEHHUs, NPOU3BEAECHHOM JUI NPOBEACHUS KIMHUYECKHUX
HCCIIECIOBAHNH];

Koncynprantllmtoc: npumeuanue.
C01.01.2021 B m. 12 1. 2 ct. 39 BHOCsATCs n3meHeHus (D3 ot 27.12.2019 N 478-D3).

12) xomnuio JUIIEH3UU Ha MPOU3BOJCTBO JICKAPCTBEHHBIX CPEACTB B Clydae, €CIu IMPOU3BOACTBO
JICKapCTBEHHOTO Tpemnapara ocyiiecTtisiercss B Poccuiickoin ®Denepannu, WA KOMHUIO 3aKIIOYEHUS O
COOTBETCTBUHM TPOM3BOAUTENS JIEKAPCTBEHHOTO IpemapaTa TpeOOBaHUSAM TMPaBWII  HaJIekKalen
HpOHSBOI[CTB@HHOfI MOPaKTUKH, BBIAAHHOI'O YIIOJJHOMOYCHHBIM OpPraHoM CTpaHbl IIPOHU3BOAUTEIIA
JIEKApCTBEHHOTO Tpernapara.
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(B pen. @exnepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

Koncynprantllitoc: npumeuanue.
C 01.01.2021 ct. 39 nononnusiercs u. 2.1 (®3 ot 27.12.2019 N 478-D3).

3. B cpok, He npeBbIIaomuil IATH padounx JHEH co THS MPUHATHS yKa3aHHOTO B MyHKTE | yactu
2 HaCTOSIICW CTaThU 3asiBIICHUS M HEOOXOJMMBIX JOKYMEHTOB, YIOJHOMOUYEHHBIH (enepaabHbIil opran
WCIIOJTHUTEJIBHON BIIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEJIEHUH, COAEPKAILMUXCS B MPEICTaBICHHbBIX
3asiBUTEJIEM JOKYMEHTAX;

2) NpUHUMAET PEUICHHE O MPOBEJECHUU SKCIEPTU3bl TOKYMEHTOB JUIsl MOJIyYE€HHUS pa3pelieHus Ha
[IPOBEACHUE KIMHUYECKOI0 MCCIIEIOBAaHU JICKAPCTBEHHOIO IIpenapara Juisi MEIULMHCKOIO IPUMEHEHUS
Y 3TUYECKOH SKCIIEPTU3bI WM 00 0TKa3e B MPOBEICHUH YKa3aHHBIX IKCIEPTH3;

3) YBCAOMISICT B SHGKTpOHHOﬁ (I)opMe WK Ha 6YM8_)KHOM HOCHUTCJIC 3asABUTCIISI O IIPHHATOM
peiCHUN 1100 B cJIydac NpUuHATUS PCIICHUA 00 OTKa3e TaKke C YKa3aHHuEM IIPUYIXH TAKOI'0 OTKas3a,

4) NMOATOTABJIMBACT M HAIPABJIACT B I3KCIHCPTHOC YUYPCKIACHUC M COBCT IO 3THKC 3aJaHHUC Ha
IMPOBCACHUEC COOTBCTCTBYIOIINX SKCIICPTHUS.

4. B ciay4ae BbISABJIEHHUS HEMOJHOTHI U (WJIM) HEJOCTOBEPHOCTH MH(pOpPMAlMU, cojepikalieiics B
MIPE/ICTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHBIH (efepanbHblii OpraH HCIOJHUTEIbHOU
BJIACTH HAIPABIISET 3asBUTEIIO 3alpoc 00 YTOYHEHUH yKa3zaHHON MH(popMmanuu. J[aHHbII 3ampoc MokeT
ObITh TNEpeaH YIOJIHOMOUYEHHOMY MpPEICTaBUTENIO 3asBUTENS JIMYHO IOJ PACHUCKY, HaIpaBlIeH IO
MOYTe 3aKa3HbIM NMHMCHbMOM WM TNEpeJaH B AJIEKTPOHHOH (opMe MO TeJIeKOMMYHHKAIIMOHHBIM KaHallaM
cBA3U. B ciydae HampaBieHHs J@aHHOTO 3alpoca IO TMOYTE 3aKa3HbIM IHUCBMOM OH CYHMTAETCs
MOJTyYEHHBIM MO UCTEYEHMHM IECTH JHEW C JaThl HaIpaBJCHUs 3aKa3HOTO MUChbMA. 3asBUTENb 00s3aH
MIPE/ICTaBUTh OTBET Ha 3alpoC YNOJIHOMOYEHHOTO (elepalbHOr0 OpraHa HCIHOJHUTENbHOM BIACTH B
CPOK, HE MPEBBIILAIOIINN JIeBSHOCTA pabouux AHEH co AHA ero noxydeHus. Cpok, yka3aHHBIA B yacTu 3
HACTOAIIEH CTaThbU, MPUOCTAHABIMBAETCSA CO JIHA HaNpaBlIECHUS 3asBUTEINIO 3alpoca YHOJHOMOYEHHOIO
(benepanbHOro OpraHa UCHOJIHUTENBHOM BIACTH IO JHS MOJIYYE€HHUS UM COOTBETCTBYIOLIETO OTBETA U HE
YUNUTBHIBAETCSI TPU HMCUUCICHUHM CPOKA MPHUHITHS YHOJHOMOYEHHBIM (peepalIbHbIM  OpPraHoM
HCIIOJIHUTEJILHOM BIIACTH PELIEHMSI O MPOBEACHUN dKCIIEPTU3bI JOKYMEHTOB /IS ITOJIYYE€HHUS pa3peIICHUs
Ha [IPOBEJIEHUE KIMHUYECKOTO MCCIEAOBAaHUS JIEKAPCTBEHHOrO TMpemnapara JUisi MEAUIIMHCKOTO
IIPUMEHEHHSL.

5. OcHoBaHMeM JJisl OTKa3a B MPOBEACHUM KCHEPTU3bl JOKYMEHTOB JJISl MOJIyYE€HUsl pa3pelieHus
Ha [IPOBEJEHUE KIMHUYECKOIO MCCIEA0BAaHNS JIEKAPCTBEHHOIO TMpenapara Juisi MEAUIMHCKOTO
MPUMEHEHUSI U STUYECKOM HKCIEPTU3bl SBJSETCS MpPEICTaBlICHHE JOKYMEHTOB, MpPEIlyCMOTPEHHbBIX
YacThI0 2 HACTOSALIEW CTaThbU, B HEMOJHOM OOBbEMe, HENpe/CTaBlICHHE 3asBUTENIEM B YCTaHOBJIEHHBIN
CPOK OTBETa Ha YKa3aHHBIH B 4acTH 4 HACTOSIIEH CTAaThU 3alpoC YINOJIHOMOYEHHOro (elepaibHOro
OpraHa HCHOJHHUTENbHON BIacTU JIMOO OTCYTCTBHE B IPEJCTABICHHBIX JOKYMEHTaX HCUEPIIBIBAIOIIETO
nepeyHsi HeoOXoAUMON HMHQOpMAIMK WM WH(OpMalWU, KOTOpas JOKHA ObITh OTpa)keHa B HHUX, a
TaKXkKe OTCYTCTBUE HMH(OpManuu, MOATBEpXkaarouiei (akT yriaTtel roCcyJapCTBEHHOM IOIUIMHBI 3a
IIPOBEICHUE ITHYECKOW HKCHEPTHU3bl, SKCIEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Ipemnapar ajs
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MOJIYYEHUSI pa3pelieHusl Ha MPOBEICHUE KIMHUYECKOTO HUCCIEA0BaHUs JIEKAPCTBEHHOrO Mpenapara Jjs
MEIUIIMHCKOTO TPUMEHEHUs, 3a BbIJA4y pa3pellieHusi Ha IMPOBEICHHE KIMHUYECKOTO HCCIIEIOBAHUS
JIEKApCTBEHHOT'0 Tpernapara Jjsi MEIUIIMHCKOTO MPUMEHEHHUs], 32 MPOBEJACHUE SKCIEPTU3bI JOKYMEHTOB
Ha JIEKapCTBEHHBIM mpenapar g [OJY4YEeHHs pa3pelleHds Ha MPOBEJICHHE MEXIYHapOIHOTO
MHOTOLICHTPOBOTO KJIMHMYECKOTO HCCIEAOBaHUS JIGKAPCTBEHHOTO TIpernapara s MEAUIIMHCKOIO
MPUMEHEHUsI, 3a BBIJAYy pa3pelieHuss Ha [POBEIECHUE MEXKIYHApOJAHOTO MHOTOLEHTPOBOTO
KJIIMHUYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOTO TMpernapara s MEIMIIMHCKOTO MPUMEHEHUs, 3a
MIPOBEJICHUE OSTUYECKOM HKCIEPTHU3bl, IKCHEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipernapar Jyis
MOJIYYEHUsSI pa3pellieHus] Ha TMPOBEIACHUE MOCTPErUCTPALMOHHOIO KIMHUYECKOrO0 HCCIEI0OBaHUS
JIEKapCTBEHHOI'O Mperapara i MEAUIMHCKOrO MPUMEHEHHMs, 32 Bblady pa3peuieHus Ha MPOBEICHHE
MOCTPETUCTPAIMOHHOTO KJIMHUYECKOTO HCCIEOBaHUS JIEKAPCTBEHHOIO Mpernapara s MEIUIIMHCKOTO
MIPUMEHEHHS.

6. IlpoBenpeHue SKCHEPTU3bl JOKYMEHTOB JUIsl TOJYyYEHHS pa3pelieHuss Ha IPOBEICHUE
KJIMHUYECKOT0 MCCJIeI0BaHU JIEKApPCTBEHHOIO Ipernapara JJisi MEIUIIMHCKOTO IPUMEHEHUSI U ATUYECKOU
9KCIEPTU3BI, COCTABIIEHUE KOMUCCUEH IKCIIEPTOB U COBETOM I10 STUKE 3aKITIOYCHUN O BO3MOKHOCTH WUITU
HEBO3MOKHOCTHU MPOBEACHUS TAKOTO KIMHUYECKOTO MCCIEIOBAHMS U HAIMPABJICHUE ATHUX 3aKJIIOYCHUN B
YIOJHOMOYEHHBIN (efepanbHblii OpraH MCIOJIHUTEIbHOW BIJACTH OCYILECTBISIIOTCS B CpPOK, HE
MIPEBBIIAIONINA TPUALIATH PAaOOYMX JHEH CO AHS MOJTYYEHHs] SKCIEPTHBIM YUPEKICHHEM 3aJaHUS
YIOJTHOMOYCHHOTO (eCpaTBbHOIO OpraHa HUCHOJHUTEIBHON BIACTH C TPHUIOKEHUEM JIOKYMEHTOB,
yKa3aHHbIX B myHkTax 3, 4, 10 m 11 yactu 2 HacToslled CTaTbU, U COBETOM IO 3THUKE 3aJaHUS
YIIOJTHOMOYECHHOTO ()eepaTBbHOIO OpraHa HUCHOJHUTEIBHON BIACTH C TPHUIOKEHUEM JIOKYMEHTOB,
yKa3aHHBIX B MyHKTax 3 - 6, 8 1 9 yacTu 2 HacTOSAIICH CTAThU.

7. B cpoK, HE IPEBBIMIAIOIMINN MATH paboYuX THEH cO JHS MOJYYEeHUs 3aKIIOUYEHUH, YKa3aHHBIX B
4yacTu 6 HACTOSIIEH CTaThU, YIOJTHOMOUYEHHBIH (peepanbHblii OpraH UCTIOIHUTENLHON BIACTH:

1) OCYHICCTBJIACT OLCHKY NOCTYIIUBIINX 3aKJITFOUCHUM AJId onpeACICHUA NX COOTBETCTBUA 3aJIaHUSAM
Ha MPOBCACHUEC COOTBCTCTBYIOIIUX DKCIICPTU3;

2) NpUHUMAET pEeUIeHHE O BblJaue pa3pellieHuss Ha IPOBEIECHHE KIMHUYECKOIO MCCIIEI0BaHUs
JIEKapCTBEHHOT'O Tpemnapara Uil MEIULIUHCKOrO NPUMEHEHHs WM o0 OTKa3e B BblJauye yKa3aHHOTO
paspeleHus;

3) BbIIACT PA3pCHICHUEC HA MPOBCACHUC KIIMHUYCCKOI'O UCCICAOBAHUA JICKAPCTBCHHOI'O IIPCIlapaTa
A MECIUOUHCKOroO MNPUMEHCHUSA WIIH PCUHICHUC 00 OTKa3e B BbIJIAYC YKA3aHHOI'0 pa3pClICHUSA C
YKa3aHHUEM IMPUYIHNH OTKa3a.

8. OcHOBaHHEM Ul OTKa3a B BbIJAYE PA3PEHICHUS HA NMPOBEACHHUE KIMHUYECKOTO HCCICIOBAHUS
JIEKAPCTBEHHOIO IIpernapara Uil MEAUIMHCKOIO IIPUMEHEHUS SBIIAETCS HAIUYKME 3aKIIOUYEHUs KOMUCCHU
JKCIEPTOB WM 3aKJIOYEHUs COBETa II0 3THKE O HEBO3MOXKHOCTH IIPOBEICHUS KIMHUYECKOTO
HCCIEAOBAHUA JICKApCTBEHHOIO IIpernapara Uil MEAULUHCKOrO IPUMEHEHHS II0 pe3ylbTraram
MIPOBEACHHBIX IKCIIEPTU3, IPEAYCMOTPEHHBIX YaCThIO 6 HACTOSIIEH CTAThU.

9. Pemenne 00 oTKa3ze B MPOBEACHHH SKCIEPTH3bI JOKYMEHTOB ISl TMOJYYCHHs pa3pelieHus Ha
MPOBEACHUE KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO TMpemnapara Jijisi MEIUIIMHCKOTO MPUMEHEHHS
U STUYECKOM HKCIEPTU3bl M B BbIJAU€ pa3pelliCHUs HA MPOBEIACHUE KIMHUYECKOIO HCCIEAOBaHUS
JIEKapCTBEHHOI'O IpernapaTta A MEAUIMHCKOTO NMPUMEHEHHUS MOXKET ObITh 00XaJoBaHO B TMOpSIKE,
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YCTaHOBJICHHOM 3aKoHoAarenbcTBOM Poccuiickoit denepanumn.

CraTtbsa 39.1. 3TnYeckas akcnepTusa
(BBenena denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

1. DTdueckas OKCIIEPTHU3a IMMPOBOAUTCA COBETOM I10 3THUKE, CO3JJaHHBIM B INOPAAKE, YCTAHOBJICHHOM
YIIOJIHOMOYCHHBIM (pe;[epaanHM OopraHomMm HCIIOJIHUTEILHOM BJIaCTH, B ICIAX BbIAA4YM 3aKJIIOYCHUSA 00
ITHYECKOH 000CHOBAHHOCTH BO3MOYKHOCTH IMPOBCACHUA KIIMHUYCCKOTO HMCCICAOBAHUA JICKAPCTBEHHOI'O
npenapara ajid MCIUIUHCKOTO NPUMCHCHHU .

2. DKcrnepTaMu COBETa MO STUKE MOTYT OBITh MPEICTABUTENIN MEIUIIMHCKUX OpraHu3auil, Hay4HbIX
opraHuzanuii, 00pa30BaTENbHBIX OpPraHU3AIMK BBICHIETO OO0pa30BaHUsA, a TaKXKe MPEICTABUTEIN
OOIIECTBEHHBIX OPTaHU3ALNNA, PEIUTHO3HBIX OPraHU3AlMi U CPEJCTB MaccoBoi MHpopmanuu. /JaHHbIE
SKCMEPThl HE JOHKHBI HAXOMUTHCA B KAKOW-THOO 3aBUCUMOCTH OT Pa3paOOTYMKOB JIEKAPCTBEHHBIX
MIpernapaToB U JPYTHUX JIULl, 3aMHTEPECOBAHHBIX B Pe3y/IbTaTax 3TUYECKON IKCIIEPTHU3HI.

3. Ommara yciayr H3KCIEPTOB COBETa MO JTHKE OCYIIECTBIISIETCS HAa OCHOBAaHUHM JOTOBOPA,
3aKJIFOUEHHOTO MEX]y YIMOJIHOMOYEHHBIM (heliepaabHbIM OPTraHOM MCIIOJHUTEIBHONW BIACTH, KOTOPHIM
CO3/IaH COBET TIO0 OTUKE, W DKCIEPTOM COBETa IO JTHKE, 3a CYCT OFO/DKETHBIX aACCHUTHOBAHUH,
MIPEIyCMOTPEHHBIX YIOJHOMOYEHHOMY (heepaqbHOMY OpraHy HMCIOJHUTEIBHOW BIACTH, KOTOPBIM
CO3/IaH COBET IO 3THKE, B (efcpaTbHOM OIO/PKETE HAa COOTBETCTBYIOIIMHA TOJ Ha 00ECIEYCHHE ero
JeATENIbHOCTH, B pa3mepax, ycraHoBiIeHHbIX [IpaBurensctBoM Poccuiickoit denepanuu.

4. DKcHepThl COBETa MO ITHUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOJATEIHCTBOM
Poccuiickoit denepanun.

5. CocraB coBeTa 110 3THKE, IIOJ0XKEHNUE 00 3TOM COBETE, OPSIOK €ro AEeSITeIbHOCTH, TPEOOBAaHUS K
KBAJIM(HUKALMU U ONBITY PaOOTHI 110 SKCIIEPTHOM OLIEHKE HaY4YHbIX, MEIUIIMHCKIX U ATUYECKHX aCleKTOB
KJIMHUYECKUX  HCCIIEOBAaHUM  JIEKAPCTBEHHBIX MpEnaparoB g MEAUIMHCKOTO INPUMEHEHHUS,
IIPENBABISAEMBIE K DKCIIEPTaM COBETa IO JTHUKE, MOPAJOK OpPraHM3allMd U IPOBEACHMS ITUYECKOU
SKCIEPTU3BL, (hopMa 3aKITIOUYEHUS COBETA MO 3TUKE YCTAHABIIMBAIOTCS YIOJIHOMOYEHHBIM (heepanbHbIM
OpPraHOM MCIOJIHUTEIBPHOW BJAacTH. UMCIO MpencTaBUTENed MENUIMHCKUX OpraHu3aluil HE MOXKET
MIPEBBILIATH MOJOBUHY OT OOIIETO YKCIIa IKCIIEPTOB COBETA MO ITUKE.

6. Mndpopmanus o coctaBe coBeTa MO ITHKE, IMJaHAaX €ro paboThl M TEKyIleH AeATelbHOCTH
pasmeniaercs Ha OQUIMAIBLHOM CalTe YHNOJHOMOYEHHOTO (heAepallbHOTO OpraHa HCIOJIHUTEIbHON
BJIACTH B ceTH "VMIHTEpHET" B yCTAaHOBJIEHHOM UM MOPSAIKE.

CraTtba 40. NpoBegeHne KINMHUYECKOro UCCreaoBaHNA JNTIEKapCTBEHHOroO npenapara
OnA MeaULMHCKOro NnpuMeHeHus

1. PykoBoauTenb MEIUIIMHCKOW OpraHu3alvu, KOTOpas MPOBOJMUT KIMHUYECKOE HCCIEI0BaHUE
JICKapCTBEHHOI0  @penapara g MEIUIMHCKOrO  NPUMEHEHMWS, Ha3HA4aeT  MCCIEeNO0BaTeNs,
OTBETCTBEHHOTO 3a TMPOBEJACHUE TAaKOTO HWCCIEAOBAaHUS M HWMEIOMIETO JICUeOHYIO CIEeIHAIBHOCTD,
COOTBETCTBYIOLIYIO IPOBOAMMOMY KIMHUYECKOMY HCCIEAOBAHUIO JIEKAPCTBEHHOrO Ipenapara, co
CTakeM PabOThI MO MporpaMMaM KIMHUYECKHUX HCCIICIOBAHHUM JICKAPCTBEHHBIX IMpEnapaToB HE MEHEe
YyeM TpU roJa M II0 €ro MPEIJIOKEHUIO HAa3HAYaeT COMCCIENOBATENIe W3 4YWclia Bpayed 3TOou
MEIMIIMHCKON OpraHu3alluH.
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(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. I/ICCJ'IGI[OBaTeJ'IB OCYHIECTBIIACT BBI60p MNanuEHTOB, KOTOPBIE 110 MCAUIHWHCKHM IIOKa3aHUSIM
MOTYT OBITH IMPUBJICYCHBI K Y4YaCTUIO B KJIMHHUYCCKOM HCCIICAOBAHWH JICKAPCTBCHHOI'O IIpC€riapara IJId
MCIUIHUHCKOI'O IPUMCHCHHUS.

3. HccnemoBaTenr ©  COHMCCIEAOBATCIH  JIOJDKHEI OBITh O3HAKOMIICHEI C pe3yjibTaTaMu
JOKIIMHUYECKOI'O HCCIICIOBAHUA JICKaApCTBCHHOI'O CpeacTna, COACPIKAIUMUCA B 6p0m10pe
HCCIICA0BATCIIA, NPOCKTOM IMPOTOKOJIA KIIMHUYCCKOI'O0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIpCriapara IJId
MCIUIHUHCKOI'O IpHUMCHCHUA, p33pa6OTaHHBIM paBpa6OT‘II/IKOM JICKApCTBCHHOI'O IIpfriapaTra WKW HHBIM
OPUIUYCCKUM JIMIIOM, IIPHUBJICKACMBIM K OpraHu3alliid IMIPOBCACHHA KIMHHUYCCKOTO HCCICAOBAHUA
JICKApCTBCHHOI'O IIp€rapara i1 MCEAUIUHCKOTO IMPHUMEHCHUS, U APYTUMH MATCpUalaMHd TaKOIro
HUCCICIOBAaHU.

3.1. PykoBoauTeNb MEAUIIMHCKON OpPraHU3allii B CPOK, HE MPEBBIIAIONINI TpeX pado4yux JHEU co
JTHSL Hayaja MPOBEACHUS KIMHHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOrO Ipernapara Jjisi MEIUIIMHCKOTO
MIPUMEHEHHUsI, co00IIaeT 00 3TOM B YMOJIHOMOYEHHBINH (heepaabHbli OpraH HCIOIHUTEIBHOM BIIACTH,
BBIJIABIINH pa3pellIeHre Ha MPOBEACHUE TAKOTO UCCIIEI0BAHMS, IO YCTAHOBJICHHOU UM (popme.
(uacts 3.1 BBenena @enepanbHbIM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYHIECTBISIOIIME OPraHU3aLUI0 IPOBEACHMS KIMHUYECKOIO HCCIECI0BaHMS
JIEKapCTBEHHOI'O IIpernapaTta JUlsi MEIMLMHCKOIO IPUMEHEHHsS W yKa3aHHble B 4YacTu 3 craThu 38
Hacrosero denepanbHOrO 3aKOHA, B Cllydae HEOOXOJUMOCTH BHECEHHMsS] WM3MEHEHUIl B IPOTOKOI
KJIMHUYECKOTO MCCIIE0BAHUS JIEKAPCTBEHHOTO Ipernapara JUlsi MEIUIUHCKOIO MPUMEHEHUS! COOOLIatoT
00 3TOM B YIIOJIHOMOYEHHBIN (efiepabHbIi OpraH WCIOJIHUTEIBHON BIACTH, BbIIABIINI pa3pelleHue Ha
MIPOBE/IEHUE TAKOTO MCCIIEJOBAHUS, 110 YCTaHOBIEHHON UM (hopMe.

(B pen. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4.1. cDOpMEl COO6H.[CHI/I$I O BHECEHMH H3MEHEHHH B MPOTOKOJI KIMHHUYCCKOTIO HCCIICAOBAHUS
JICKApCTBCHHOTO Iperapara JJIid MECAUIHUHCKOIo IpUMEHCHUA JOJKHA COACPIKATE CIICAYIOINEC CBCACHUA:

1) HaumeHOBaHUe, HICHTU(UKAIIMOHHBIA HOMEP U JIaTa MPOTOKOJIa KIMHUYECKOTO UCCIIETOBAHMUS;
2) nata BHECEHUsSI K3MEHEHUM B MPOTOKOJI KIIMHUYECKOTO UCCIIEA0OBAHUS;
3) HaMMEHOBaHUE U MECTO HaXOXKICHUS 3asIBUTEIIA,

4) HaMMEHOBaHME OpraHU3alui, MPUBJICYEHHON pa3pabOTUYMKOM JIEKAaPCTBEHHOIO Ipenapara K
OpraHU3aIMK IPOBEACHUS KIMHUYECKOTO UCCIIE0BaHuUS (IIPU HAINYHHN);

5) HaAaMMCHOBAHUA M MECTa HaAXOXICHHA MCIHUITMHCKHX opraHmauHﬁ, B KOTOPBIX IMPOBOAUTCA
KIIMHUYCCKOC NCCICIJOBAHUC,

6) nata BBIJAYM pa3pelieHHs Ha MPOBEACHHE KIMHUYECKOTO HCCIEIOBaHMUS M HOMEp 3TOro
paspeuieHus;

7) ©3MEHEeHUs, BHOCUMBIE B POTOKOJI KIIMHUYECKOTO UCCIIEIOBAHUS.
(vactsb 4.1 BBeneHa @enepanbHbM 3ak0HOM OT 11.10.2010 N 271-D3)
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5. B cpok, He MPEeBBIIIAOMUN TPUALIATH PAOOYNX AHEH CO JHS MOTYYEHUs YKa3aHHOTO B yactu 4
HACTOsIILIEH CTaThU COOOILLEHMs, YIOJHOMOYEHHBIH (enepaabHblii OpraH HCHOJIHUTENBHOM BIACTH
paccMaTpuBaeT 3TO COOOIIEHHE B YCTAaHOBJIEHHOM MM TOpPSJIKE M NMPUHUMAET pEIleHHEe O BHECEHUHU
U3MEHEHHUH B IPOTOKOJ KJIMHUYECKOTO HCCIIENOBaHMS JIEKAPCTBEHHOIO Ipenapara il MEAULMHCKOTO
NpUMEHEHHs WM 00 OTKa3e BO BHECEHMM TakuxX wu3MeHeHWH. [Ipu paccmorpeHuu cooOumeHus o
HEOOXO/JMMOCTH BHECCHMsI M3MEHEHUH B IPOTOKOJ KIMHMYECKOI'O MCCIIEJOBAaHUS JIEKApCTBEHHOI'O
npenapata Uil MEIWLUHCKOIO IPUMEHEHMsT B LEISAX OLEHKM OOOCHOBAaHHOCTH IpEAJIaraéMbIX
U3MEHEHHH U ONPEICIICHUS CTEIICHW PUCKA Ul MALMECHTOB, NMPUHUMAIONIMX YYacTHE B KIMHUYECKHX
UCCIICIOBAHMSX, YIIOJHOMOYEHHBIM  (pellepalbHBIM OpPraHOM  HUCIOJHUTEIBHOW BIACTH  MOTYT
IIPUBJIEKATHCS OKCIIEPTHI COBETA 10 ITUKE.

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

6. Kinumnuyeckoe ucciegoBaHUE JIEKApCTBEHHOIO Mpernapara Juisi MEIULMHCKOTO MPUMEHEHHUS
MOXET OBITh TPUOCTAHOBJICHO WM TPEKPAIIeHO, €CIM B MpOIecce ero MpoBelAeHHs OOHapyKeHa
OMAacCHOCTb JIJISl ’KU3HHU, 3/10POBbS MMALIUEHTOB. B cilyuae BOSHUKHOBEHUSI OACHOCTH JJISl ’KU3HHU, 3710POBbS
MalUeHTa, Y4YacTBYIOIIENO0 B KIMHUYECKOM HCCIIEJOBAaHMM JIEKApCTBEHHOIO Ipemapara Juis
MEIHUIIMHCKOTO TMPUMEHEHHsI, WCCIIEeN0BaTeNn O0sf3aHbl MPOHMH(POPMHUPOBATH OO0 3TOM PYKOBOJIUTEIS
MEIUIMHCKOW OpraHu3alMyd M  OpraHu3aluio, I[OJYYMBIIYIO pa3pellieHUue YIOJIHOMOYEHHOTO
denepanbHOrO0 OpraHa MCHOJHUTENBHOM BJIACTH HA OpPraHU3alUI0 TMPOBEACHUS KIMHHYECKOTO
HCCIIEIOBaHMs JIEKapCTBEHHOI' O npenapara. Pemenre o mpruocTaHOBIEHUN KIMHUYECKOIO MCCIIEI0BAHUS
JIEKApCTBEHHOT0 MpernapaTa sk MEAUIIMHCKOIO MPUMEHEHUSI IPUHUMAIOT PYKOBOJUTEIb MEIULIUHCKON
OpraHu3aly 1 (WIM) OpTaHU3aIMsl, TOJYYUBIIAs pa3pelIeHne YIIOJIHOMOYEHHOTO (peepatbHOTo OpraHa
VCIIOJIHUTEJIBHON BJIACTH HA OPTraHM3ALMIO MPOBEJIEHUS KIMHMUYECKOTO HMCCIENO0BAHUS JIEKAPCTBEHHOTO
mnpernapata Ui MEAMIMHCKOTO TPUMEHEHUs, peIIeHHWe O TMPEeKpalleHud TaKoro MCCIeIOBAHUS
IIPUHUMAET YIOJIHOMOYEHHBIH (efepaabHblil OpraH UCIOJHUTEIBHOMN BJIACTH HA OCHOBAaHMU COOOILEHUS
B IHCBMEHHOM (opmMe pyKOBOIUTENS MEIUIMHCKOM OpraHu3alliyd WIM OpraHu3alus, MOJy4YHBIIAs
paspelieHre YIoJIHOMOYEHHOro (efepaJbHOr0 OpraHa HCIOJHUTENBHOW BJIACTH Ha OPIaHU3aIUI0
MIPOBEICHUS KJIMHUUECKOT0 UCCIeA0BaHUs JIEKapCTBEHHOT O IIperapara Jyuisi MEIUIIMHCKOTO IPUMEHEHHS.

7. B cpok, He MpeBBIIAONNN MATH pabouux AHEWH CO JHS 3aBepILICHMs, MPUOCTAHOBICHUS WIN
NpeKpalmiCHusd  KIIMHUYCCKOIro HUCCIICOOBaHMA  JICKAPCTBCHHOTO  IIp€riapara Ajd MCIUIHUHCKOI'O
IPUMEHEHHMsI, COOOIIeHne 00 TOM HamlpaBIeTCsl OpraHU3alMsIMHU, YKa3aHHBIMH B YacTH 3 cTaTbu 38
HacTosuero denepaabHOro 3aK0Ha, B YIOJTHOMOYEHHBIN (eiepalibHbIil OpraH UCIOJIHUTEIbHOW BIACTH
10 YCTAaHOBJICHHON UM (hopMe.

8. dopma coOOIIEeHUsT O 3aBEPIICHUU, MPUOCTAHOBJICHUH WJIH TMPEKPANICHUN KIWHUYECKOTO
HCCeA0BaHMS JIEKAPCTBEHHOTO MIpenapara Jijisi MEAUIMHCKOTO MPUMEHEHHUS I0J>KHA COAEPKATh:

1) uadopmanuo 0 MEIUIIMHCKOW OpPraHM3aluyd WM MEIUIUHCKUX OpPraHU3alUsX, MPOBOIUBIINX
JAHHOE UCCIIEI0BAHNUE;

2) onucaHue JaHHOTO MCCIIEIOBAHNS,

3) nmanuble uccrnenoBarens (haMuiaus, UMs, OTYECTBO, MECTO PabOTHI, 3aHMMaeMasi JTOJKHOCTb,
CHENUAIbHOCTh, CTOX paldOThl MO TMporpaMMaM KJIMHHUYECKHX HCCIIEIOBAHUM JIEKApPCTBEHHBIX
MpenaparoB, IepeYeHb KIMHUYECKUX HCCIEAOBAaHUN JIEKAPCTBEHHBIX IpENnapaToB, B KOTOPBIX OH
MpUHUMAJ ydacTue (TIEpHOIbl YIacTHs) B Ka4ECTBE UCCIIEA0BATEIIS UM COMCCIICIOBATEN);

(B pen. @enepanbuoro 3akoHa ot 11.10.2010 N 271-D3)
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4) pe3yabpTaT JAaHHOI'O MCCIEA0BAHUA (3aBEpILIEHUE, IPUOCTAHOBIICHUE UM MIPEKpAILEHUE JaHHOTO
UCCIIEJOBAaHMS C YKa3aHWEM MX IPUYUH M BIMSHUS Ha OIICHKY €r0 Pe3yJbTaToB, OOIIYIO OIEHKY pPUCKA U
OKU/IaeMOW TIOJNB3bl OT TPUMEHEHHUS HCCIEIyeMOro JIeKapCTBEHHOIO TpenapaTra, a Takke
npearnoaraeMple TanbHEHINe 1eHCTBUSA).

8.1. Ilpu BeIABIEHHH (QenepaTbHBIM OpPraHOM HCIIOJHUTENFHONW BIIACTH, OCYIIECTBIISIOIIUM
(GYHKIIMK 10 KOHTPOJIIO M Haa3opy B cdepe 3apaBOOXpaHEHHs, HAPYIICHUW TNpaBWI HaJUIekKaIleH
KIIMHUYECKOW TPAKTHKU TPU TPOBEIACHUHM KIMHUYSCKOTO HCCICIOBAHUS JIGKAPCTBEHHOTO Ipernapara,
BJIMSIFOIIMX HA TOJIHOTY W (WMJIM) JOCTOBEPHOCTH JIAHHOTO KIIMHUYECKOTO HCCIICJOBAaHUS, YKa3aHHBIN
(beIIepaJIBHBIfI opran HCHOJIHUTEIBHON BJIACTU MNPUOCTAHABIMUBACT MPOBCACHUC NAHHOTO KIIMHHUYCCKOI'O
WCCIICIOBAHMSI M BBIHOCHUT MEIMIIMHCKON OpraHHW3alud, B KOTOPOH MPOBOJUTCS JNaHHOE KIMHUYECKOE
UCCIIeIOBAaHMEe, TMpeanucaHue o0 yCTpaHEHWH BBIABICHHBIX HapymeHuil. [lpm HeycTpaHneHuu
MEIUIIMHCKOW OpraHu3alueil BBISABICHHBIX HApYIICHUH B YCTAHOBJICHHBIH B NPEINHCAHUH CPOK
yYKa3aHHBIA (elepanbHblii OpraH WCIOJHUTEIFHOW BIIACTH MPHHAMAET pEUICHHE O TPEKpalIeHUN
MPOBEJICHUST KJIMHUYECKOTO HMCCIICOBAHUS JIGKAPCTBEHHOTO Mperapara W HampasisieT B (eaepaibHbIi
OpraH HCIIOJIHUTENbHOM BJIACTH, OCYIIECTBISAIOIIMN (QYHKIUMM 10 BbIPaOOTKE U peanu3aluu
TOCYJJapCTBCHHOM IMOJIMTUKH M HOPMATHBHO-IIPABOBOMY PETYJIMPOBAaHHIO B chepe 3apaBOOXpaHCHHS,
3aK/IIOYCHHUEC O BLIABJIICHHUU IIPU MPOBCACHHUU NAHHOI'O KIIMHHUYCCKOI'0 MCCICAOBAHUA HapymeHHﬁ IMpaBUI
Ha/IJIeKAIIeH KIIMHUYECKOW MPAKTUKH ISl IPUHATUS PEIICHUS 00 OTMEHE pa3peIleHus] Ha OPraHUu3aIHio
MMPOBCACHUA MJAHHOI'O0 KIIMHHUYCCKOI'O HCCICAOBAHHA C HOAThl NPUHATUA PCIICHHUA O IMPUOCTAHOBJIICHHUU
MPOBEJICHUS KIIMHUYECKOTO UCCIIC0BaHUS JIEKAPCTBEHHOIO TIpenapara.

(dactb 8.1 B pen. denepanpuoro 3akona ot 13.07.2015 N 241-D3)

9. VnonHoMOYeHHBIH (enepanbHBIi  OpraH MCHOJHHUTEIbHON BJIACTH OMYyOJMKOBBIBAET U
pasMeniaer Ha cBoeM oOduIuaibHOM caiite B ceth "MHTepHer" cooOlieHne O 3aBeplleHUH,
MPUOCTAHOBIICHUH WM TpPEKpalleHHUH KIMHUYECKOro HCCIEeOBaHMs JIEKapCTBEHHOIO Ipernapara s
MCIUIIUHCKOI'o MPpUMCHCHUA B CPOK, HEC HpCBI)IIHaIOHII/Iﬁ IIATH pa60q1/1x )IHGI\/JI CO JIHA €T0 IIOJIYy4YCHHA, B
YCTQHOBJICHHOM UM TOPSIJIKE.

10. YnomHoMo4eHHBIH (enepanbHbIi OpPraH HCIOTHUTEIBHOM BIIACTH OCYIIECTBIISET BEICHHE
peecTpa uccieaoBareniel, NPOBOASAIIMX WIK IPOBOJUBIINX KIMHUYECKHE UCCIIEI0BAHMS JIEKAPCTBEHHBIX
MpenapaToB JUisi MEIUIIMHCKOTO TPUMEHEHHUS, B COOTBETCTBUM C YTBEP)KIECHHBIMHU MM TMpPaBWIAMU U
pa3Meniaer ero Ha cBoeM oduuuanbHOM caiite B cetd "MHTepHET" B YCTAaHOBIEHHOM UM TMOPSJKE.
VYkazaHHBIN peecTp CONEePKUT HHPOPMAITUIO, TPETYCMOTPEHHYIO ITYHKTOM 3 YacTH 8 HACTOSIIEH CTaThH.

11. Oryer o pe3ynapTaTax KIMHUYECKOIO MCCIEN0BAaHUS JIEKAPCTBEHHOrO IIpernapara i
MEIULUHCKOTO MPUMEHEHUS COCTABIISIETCS] OPraHU3aliel, YKa3aHHOM B 4acTH 3 CTaThbu 38 HACTOSIIETO
@denepallbHOTO 3aKOHA, HA OCHOBAaHUM 3aKJIIOUEHUI MENMLMHCKUX OpraHU3aluil, MPOBOAUBIIUX 3TO
UCCIIeIOBaHNe, U MPEICTABIAETCS B YIMOJIHOMOYEHHBIH (efiepanbHbli OpraH MUCIOJHUTENbHOM BIACTH,
BBIIABIINI pa3pelIeHUE Ha MIPOBEIECHUE ITOT0 UCCIIEI0BaHUS, B CPOK, HE MPEBBIIAIOIINMN TPEX MECALIEB
CO [JHS €ro 3aBeplleHHs, NPHUOCTAHOBIEHUS WM NPEKpalleHus, B TOPSAKE, YCTaHOBIEHHOM
YIIOJIHOMOYEHHBIM (he/iepabHBIM OPTaHOM HCIIOJIHUTENIBHON BIACTH.

12. Hapymienue npaBuil Haajexamled KIMHUYECKOW NpPaKTHKH, (anbcudukanus pe3ynbTaToB
KJIIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO Mpernaparta Uisi MEAUIIMHCKOIO NMPUMEHEHHs BJIEKYT 3a
co00l OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOJATENHCTBOM Poccuiickoit denepanum.

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)
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13. [Ipu npoBeieHNH KJIMHUYECKOTO UCCIIEI0BAHMS JICKAPCTBEHHOTO MIpenapara Jijisi MEIUIIUHCKOTO
MIPUMEHEHUS JOIycKaeTcsl 3a00p y MaIlMeHTOB OMOJOTMYECKHX MaTepuasioB (00paslbl OMOJOTHYECKUX
KUJKOCTEH, TKAHEHW, CEKPETOB W MPOJYKTOB >KU3HEICATEIHHOCTH 4YEIOBEKa, (U3HOIOTHYECKUX H
MATOJIOTUYECKUX BBIJICTICHUN, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHW3MOB, OMOIICHIHBIN MaTepuan)
Jutst ux u3yuyenus B Poccuiickoit @enepanuu u (win) 3a npeaenamu Poccuiickoit @epepanuu.

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

14. Tlopsimok BBO3a B Poccuiickyto ®Denepanuio U BbIBO3a 3a mpenaeibl Poccuiickoit denepannu
OMOJOTMYECKUX  MaTepualioB, IMOJNYYEHHBIX TPU MPOBEACHUH  KIMHUYECKOTO  HCCIEIOBAHUA
JIEKApCTBEHHOr'0 TperapaTta s MEIUIMHCKOrOo TPUMEHEHMs, YycTaHaBinuBaercs [IpaBurenbcTBoM
Poccuiickoit @eneparuu.

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

Cratbsa 41. [loroBop 0 npoBeAeHUU KITMHUYECKOro uccrnenoBaHUs NeKapCTBEHHOro
npenapara ans MeaUUUHCKOro NpuMeHeHus

1. KnuHuyeckoe wucciefoBaHuEe JIEKAPCTBEHHOTO IIpermapaTa A METUIIMHCKOTO HPUMEHEHUs
MIPOBOJIUTCSI B COOTBETCTBHUH C JIOTOBOPOM O MPOBEACHUH KIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO
mpemapata AJii MEIULMHCKOTO TNPUMEHEHHs], 3aKI0YaeMbIM MEXIYy OpraHu3alueil, MoIy4YuBIIeH
paspelieHrne YIoJIHOMOYEHHOTO (eAepabHOr0 OpraHa WCIIOJHUTEIFHOW BIIACTH HAa OPTaHU3AIUI0
MIPOBEJICHUSI TAKOTO HCCIEAOBAHUSA, M MEAMIIMHCKOW OpraHU3alMel, OCYIIECTBIISIIONICH IpOBEICHHE
TaKOI'0 UCCJIEJOBAHMSL.

2. I[OFOBOp O TPOBCACHUU KIUMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIpCIllapaTa IJId
MCIUIUHCKOI'O IPUMCHCHUS JOJKCH COACPKATD!:

1) YCJIOBUA U CPOKH TPOBEACHUA NAHHOTO UCCICAOBAHUS

2) ompenaenieHHe OOIIEH CTOMMOCTH MPOTPaAMMBI JAHHOTO HCCIIEIOBAHUS C YKAa3aHUEM CYMMHBI,
MpeIHa3HavaIonIecst s BBITIJIAT UCCIEeIOBATeNsIM, COUCCIIEI0BATESIM;

3) onpenenenue GopMbl MPECTABICHUS PE3YJIHTATOB IAHHOTO UCCIIEIOBAHUS B YITOJTHOMOYEHHBIH
(benepanbHBIA OpraH UCMOTHUTENBHON BIACTH.

Cratbna 42. duHaHcoBoe obecnevyeHue KNMUHUYECKOro nccnenoBaHus
NeKapCTBEHHOro npenaparta ansa MeauLMHCKOro NpuMeHeHus

dunaHcoBoe oOecHeUeHHe KIMHHYECKOTO HCCIICAOBAaHUA JICKAPCTBCHHOI'O IIpCriapara I
MCIUIUHCKOT'O IPUMCHCHUS OCYHICCTBIIACTCA 3a CUCT:

1) cpenctB deneparbHOTO OFOIKETA;

2) CpCACTB OpFaHI/I3aI_II/II71, MOJIYYMBHINX PAa3pCIICHUC HA OpTraHU3alrdi0 MPOBCACHUA OAHHOI'O
HCCIICO0BaHMsA, B COOTBETCTBHH C YCIOBUAMU JOTOBOpA O €T0 IMPOBEACHHHU,

3) HHBIX HC 3alIpCHICHHBIX 3aKOHOAATCIILCTBOM Poccuiickoit Gbenepam/m MCTOYHHKOB.

Cratba 43. lpaBa nauveHTOB, Y4YacTBYWOLWMX B KIMMHMYECKOM WCCrefoBaHUU
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JIeKapCcTBeHHOro npenaparta AgnAa meanumnHCKoro npuMmeHeHus

1. VYwuacrue MNalnuCeHTOB B KIIMHUYCCKOM HCCIICAOBAHUHM JICKAPCTBCHHOI'O IMpfcliapara I
MCIUIHUHCKOI'O IPUMCHCHUS ABJISACTCSA I[O6pOBOJ'IBHBIM.

2. TlanueHT WM ero 3aKOHHBIA MPEJCTABUTENh JOJDKEH OBbITh MH(OOPMHUPOBAH B MUCHBMEHHOU
dhopwme:

1) 0 JICKapCTBCHHOM IIpfriapare Ijid MCIAUIHUHCKOr0 IMPUMCHCHUA W CYIIHOCTU KIIMHHYCCKOI'O
HCCICO0BAaHM 3TOT'O JICKAPCTBCHHOI'O IIpCIiapara,

2) o 6e30IMacHOCTH JICKAPCTBEHHOTO IperapaTa Il MEIUIIMHCKOTO MTPUMEHEHUS, €ro 0KHUIaeMOU
3¢ (HEeKTUBHOCTH U CTENIEHU PUCKA I MAIUEHTA,

3) 00 YCIOBUAX YHACTHA MAaWMCHTA B KIIMHUYCCKOM HMCCICIOBAHUU JICKAPCTBCHHOI'O IIpcriapara AJId
MCAUIHUHCKOI'O IIPUMCHCHUS

4) 0 OCIM WM HCIAX W MTPOAOJDKUTCIIBHOCTHU KIMHHUYCCKOIO HMCCICAOBAHUA JICKAPCTBCHHOI'O
mnpcraparta 11 MCAUIUHCKOI'O IIPUMCHCHUA,

5) o JeHCTBUSAX NAUMEHTa B CIy4yae HENpPEIBUJIECHHBIX 3()(EKTOB BIUSHUS JIEKAPCTBEHHOTO
rpenapara s MEJUIUHCKOrO IPUMEHEHMS Ha COCTOSIHUE €0 310POBb;

6) 00 yCJIOBHSIX 0053aTEILHOTO CTPaXOBAHUS KU3HU, 3/I0POBbsI MAIMEHTA;

7) 0 TapaHTHAX KOH(I)I/IILCHLII/IaJ'ILHOCTI/I ydqaCTtusa IMalueHTa B KIMHHUYCCKOM HCCICAOBAHUU
JICKApCTBCHHOTO Iperapara JJIid MCIUIUHCKOTO IPUMCHCHH.

3. Z[O6pOBOJ'ILHOC COrJIaCu¢€ IMalfuCHTa HAa Y44aCTUC B KIMHHUYCCKOM HCCICIOBAHUU JICKAPCTBECHHOI'O
npemapara i1 MCIUIHUHCKOrO MPHUMEHCHUS IOATBCPKAACTCA €Tr0 IMOAINUCBIO HWIIM IMOAINUCBIO €T0
3aKOHHOT'O TPCACTABUTCIIA HA I/IH(i)OpMaLII/IOHHOM JIUCTKE NallkuCHTA.

4, HaHI/IeHT WIN €ro 3aKOHHBIN MnNpeaACTaBUTCIIb HMMCECT IIPpaBO OTKAa3aTbCA OT YYaCTUA B
KIIMHUYCCKOM HCCIICAOBAHUUN JICKAPCTBCHHOTO IIpCIliapaTa A1 MCAUIMHCKOI'O IMPUMCHCHUA Ha 000
CTaguu MPOBCACHUA TaKOI'0 UCCICAOBAHMA.

5. TlpoBeneHue KIMHUYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOIO Mpenapara JUlsi MEAULUHCKOTO
IMPUMEHCHUSA C YJaCTHEM B KA4YCCTBE IMALIUCHTOB )IeTefI AO0IMYCKa€TCA TOJBKO C COorjiacus B MMACHEMEHHOMN
dopme ux poaurenei, ycblHOBUTeNeH. JleTH MOTYT paccMaTpuBaTbCcs B KauyecTBE MOTEHIHMAIBHBIX
MAIMEHTOB TAKOTO HCCIIEIOBAHUS, TOJIBKO €CIIH €T MPOBEICHIE HEOOXOIMMO [T YKPEIUICHHS 3J0POBbS
netel UM NpoUIaKTUKY WHPEKIIMOHHBIX 3a00J€BaHU B IETCKOM BO3pacTe JMOO €CliU LEbI0 TaKOro
WCCIICIOBAHMS SIBJISIETCS TIOTYYCHUE JaHHBIX O HAWIydIIeld JO3MPOBKE JIEKAPCTBEHHOTO Mperapara Jjs
neueHust aereil. B 3Tux ciyuasx TakoMy HCCIEIOBAHUIO JIOJDKHO NPEAIIECTBOBATH KIMHUYECKOE
WCCIIe/IOBAaHHE JIEKAPCTBEHHOTO TIperapara JUisi MEIUIIMHCKOTO TMPHMEHEHHsS Ha COBEPIICHHOJICTHHX
rpaxjaaHax, 3a HCKIIOYEHHEM CIIyyaeB, €CJIM HUCCIeAYeMbli JIeKapCTBEHHbIM mpenapaTr ajs
MEAUITMHCKOI'O MIPUMCHCHUA npe€aHa3Ha4YcH HUCKIIIOYUTCIIbBHO JJIsA HCII0JIb30BaHUA
HECOBEPIICHHOJIIETHUMHU TpakJaHaAMHU.

(B pen. ®exnepanbHoro 3akoHa ot 22.10.2014 N 313-03)
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6. 3ampemiaercsi MpOBEJCHHE KIMHUYECKOTO MCCICAOBAHUS JICKAPCTBEHHOIO TIperapara Jyis
MEJIUIUHCKOTO IPUMEHEHHUS C Y9aCTHEM B Ka4eCTBE IMallMCHTOB:

1) netrel-cupoT u JIeTei, OCTaBIIUXCS 0€3 MONEUYCHUS POTUTEIICH;

2) JKEHIIMH B TMepuo] OEepeMEHHOCTH, JKEHIIMH B NEPUOJ TPYAHOTO BCKAapMIIMBAaHHUA, 3a
UCKJIIOUYEHUEM CIIy4aeB, €CJIM IPOBOJUTCS KIMHUYECKOE HCCIIEI0OBAaHUE JIEKApCTBEHHOIO IIperapara,
MpeIHa3HAYEHHOTO JUIsl YKa3aHHBIX KEHIIWH, IPU YCIOBUU HEOOXOAMMOCTH MOJIY4YeHHs] MH(POpMAIUU
TOJIbKO BO BpeMs IPOBEJIEHUS COOTBETCTBYIOIIMX KIMHUYECKUX MCCIEAOBAaHUN U MPHUHATUS BCEX
HEOOXOIUMBIX MEp M0 HCKIIOYEHHUIO pUCKAa HAHECEHHUs Bpelda >KEHIIMHE B IMepHoJ OepeMEHHOCTH,
KEHILMHE B IEPUO/ IPYAHOI0 BCKAPMIIMBAHUSL, IIJI0y UIH PEOCHKY;

3) BOGHHOCTYXKAalMX, 3a HUCKIIOYCHHEM CIlydaeB MPOBEACHUS KIMHUYECKOTO HCCIeI0BaHUS
JICKapCTBCHHOTO IIpernapara, CICIHAIbHO pa3pabdOTaHHOTO Il NMPUMEHEHHUS B YCIOBUSX BOCHHBIX
NEUCTBUM, 4Ype3BBIYANHBIX CHUTyalMi, NpOQUIAKTUKA U JiedeHHs 3a00JeBaHH U MOpaKeHUH,
MOJIYYEHHBIX B  pe3ylbTaTe BO3JCUCTBHUS  HEONArONPHUATHBIX  XUMHUYECKHUX, OHOJIOTHUYECKHX,
paauanuoHHbIX (akTopoB. KimHuYeckoe uCClIeJOBaHHE TaKOTO JIEKAPCTBEHHOTO IMpernapara MOXKET
MIPOBOJIUTHCS C YIACTHUEM B KQUE€CTBE MAI[MEHTOB BOCHHOCIYKAIIMUX, 32 UCKIIOYEHUEM BOCHHOCTYKAIIUX,
MPOXOISAIINX BOCHHYIO CIYXOY 1O MPU3BIBY, C COOMIOCHHEM TpeOOBaHHI, YCTAHOBIEHHBIX HACTOSIIUM
®denepanbHBIM 3aKOHOM B OTHOIICHHUH TPAKIaHCKUX JIUIL,

4) COTPYIHUKOB MTPABOOXPAHUTENILHBIX OPraHoOB;

5) nui, oTOBIBAIOIIMX HAaKa3aHUE B MECTax JIMIIEHUs CBOOOJBI, a TAKXKe JIUI, HAXOJAIIUXCS IO
CTpa)KeH B CIIEICTBEHHBIX U30JATOPaX.

7. JlomyckaeTcs TNpOBEJCHHE KIMHMYECKOrO HCCIEAOBAaHUS JIEKAPCTBEHHOrO IIpernapara Ais
MEIULMHCKOTO MMPUMEHEHHUS], TpeTHa3HAu€HHOT' 0 JJIsl JISYeHUs IICUXUYECKUX 3a00JIeBaHUM, C y4acTHEM B
KauyecTBE MAI[MEHTOB JIUI[ C ICUXUYECKUMH 3a00JI€BaHUSAMH, IPU3HAHHBIX HEJIEECIIOCOOHBIMU B MOPSIJIKE,
YCTaHOBJIEHHOM  3akoHojaTesnbcTBoM  Poccuiickonn  ®enepanuun.  KimHnyeckoe — ucciiejoBaHHe
JIEKapCTBEHHOI'O Tpernapara B 3TOM ClIy4ae MPOBOJUTCS MPH HAJIWYUM COIJIacUsi B MUCbMEHHOU (opme
3aKOHHBIX MPEJCTaBUTENIEH YKa3aHHBIX JIULI.

Cratba 44. OOs3atenbHOe CTpaxoOBaHUe XXU3HW, 300pPOBbsA  MNaLUEHTa,
yyacTBylOLWero B KNMHMYECKOM WCCNefoBaHMM NeKapCTBEHHOro npenaparta AnAd
MeAULIMHCKOro NpMMeHeHuns

(B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

I. Opranuzanus, MOOJy4YHMBIIAS pa3pelIeHHEe HA OPraHU3aIMI0 TPOBEACHUS KIMHHUYECKOTO
WCCIIEIOBAHMS JIEKAPCTBEHHOTO Tpernapara Ais MEIUIMHCKOTO TMpUMEHEeHHs, 00s3aHa B KadecTBe
CTpaxoBaTelsl CTPaxOBaTh PHUCK MPUUYMHEHUS Bpeda KU3HHU, 3I0POBBIO TAlMEHTa B PE3YyJbTaTe
MPOBEICHUS KIIMHUYECKOIO0 UCCIIEIOBAHUs JIEKAPCTBEHHOr0 Mpenapara JJisi MEAUIUHCKOTO IPUMEHEHUS
3a CBOM CUeT MyTeM 3aKJIF0UEHUS 1I0r0BOpa 003aTeIbHOTO CTPAaXOBaHUS.

2. OOBekTOM 00s3aTeILHOrO CTpaxOBaHUA SBJISACTCA HMymeCTBCHHLIﬁ HHTCPCC IalluCHTA,
CBSI3aHHBIN C MNPUYUHCHUEM BpEaa €Tro XU3HU WK 3JOPOBBIO B PE3YJIbTATE MPOBCACHUA KIMHHUYCCKOTO
HCCIICAO0BAaHUA JICKAPCTBCHHOI'O IIpCriapaTta IJjist MCAULIMHCKOTO ITPUMCHCHMU .
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3. CTpaxoBBIM CllydyaeM IO JOTOBOPY 00s3aTEIBLHOIO CTPAXOBAaHUS SBISIETCS CMEPTh MAIlMEHTa WU
YXYALIEHUE €ro 3I0pOBbs, B TOM YHCIIE BIEKYIIee 3a CO00M YCTaHOBJIEHUE UHBAIUIHOCTH, IPH HATUYUHI
MIPUYUHHO-CTICJICTBEHHON CBSI3M MEXAY HACTYIJICHMEM J3TOTO COOBITUS M YYacTHEM TAaIlleHTa B
KJIIMHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOI'O MIperapara.

4, Tp€6OBaHI/I$I 0 BO3MCHICHHMM BpCld, MNPUYUMHCHHOI'O JXHW3HW WKW 3A0POBBIO ITAMCHTA,
IpCaABABIIAOTCA B TCUCHHC CPOKOB HCKOBOI JaBHOCTH, YCTAaHOBJICHHBIX I'paXKaaHCKUM
3aKOHOJAaTCIIbCTBOM.

5. Pa3Mep CTanOBOfI BBIIIJIATHI 11O IOT'OBOPY 00513aTeNLHOr0 CTpaxOBaHHs COCTABJIACT:

1) B ciydyae cMepTu MalMeHTa JBa MUJUIMOHA pyOsield Ha Ka)XJ0ro MalKdeHTa, y4aCTBOBABIIETO B
KJIIMHUYECKOM HCCIIEOBAaHUU JICKAPCTBEHHOTI'O IIpErapara;

2) npu yXyALUIEHUU 3]J0POBbs MAlIUEHTA!

a) TIOBJIEKIIIEM 3a COOOM yCTaHOBJIIEHHE WHBAJIUTHOCTU | rpynmbl, OAMH MWLIHOH MSATHCOT ThHICSY
pyOneit Ha KaxAoro IMalHMeHTa, YY4acTBOBABIIETO B KIMHUYECKOM HCCJIEAOBAHUM JIEKAPCTBEHHOTO
npernapara;

0) moBiekiIeM 3a co0O# ycTaHOBIEHWE WHBAIUAHOCTH Il Tpynmel, oAMH MWUIMOH pyOsied Ha
KaXJIOTO MAaIllMeHTa, Y4aCTBOBABILETO B KIMHUYECKOM HCCIICIOBAaHUH JICKAPCTBEHHOT'O Mperapara;

B) MOBJEKIIEM 3a co0oil ycraHoBieHue HHBalWgHOCTU III rpynmbl, mATbCOT ThICSY pyOsiel Ha
Ka)KJI0T0 MalMeHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIEJOBAaHUU JIEKAPCTBEHHOTI'O IIpenapara;

I') HE TIOBJIEKIIEM 32 COOOM YCTAaHOBJICHUSI MHBAJIMIHOCTH, HE OOJiee YeM TpHCTa ThICSY pyOsei Ha
Ka)XJIOTO TMAalMEHTa, Y4YaCTBOBABIIETO B KIMHUYECKOM HCCIEAOBAaHUU JIEKAPCTBEHHOIO IIpernapara,
WCXOMSI W3 HOPMATHBOB, OTPAXAIONIMX XapakTep U CTENEHb TMOBPEKICHUS 3I0POBBS, a TaKkKe
(aKkTUYECKH TIOHECEHHBIX TMAIlMEHTOM pPAcXOJI0OB, BBI3BAHHBIX TIOBPEKICHUEM 3JI0POBBS, Ha
MEIUIIUHCKYIO TTOMOIIb, TPHUOOPETEHHUE JIEKAPCTBEHHBIX MTPENapaToB.

(nm. "r" B pea. @exnepanbHOro 3akona ot 22.12.2014 N 429-03)

6. Yrpatun cuny ¢ 1 utons 2015 roxa. - @enepanbublii 3akoH oT 22.12.2014 N 429-D3.

7. CpOK A0rosopa 00513aTeIbHOTO CTpaxOBaHUAd HEC MOIKET OBITh MCHCC, UCM CPOK ITPOBCACHUA
KIIMHUYCCKOT'0 UCCIICOBAHUA JICKAPCTBCHHOT'O ITpEIriapara.

8. YcnoBus J0roBopa 0053aTENBHOTO CTPAXOBaHUS, B TOM YHCIIE CTPaxoBble Tapudbl 1o
00s13aTeIbHOMY CTPaxXOBaHUIO, MEpeueHb HEOOXOAMMBIX JOKYMEHTOB JJI OCYILECTBJICHHS CTPaxOBOU
BBIIJIATHI, TMOPSJIOK YCTAaHOBJEHUS CTPAaXOBaTelleM HWHAWBUAYAIBHOTO HJIEHTHU()UKALMOHHOTO KOJa
ManueHTa, MOpsAJa0K I/IH(bOpMI/IPOBaHI/ISI CTpaxoBaTCIEM CTpaxOBIIUKaA O IMPUBJICYCHHBIX K KIMHUYCCKOMY
HCCIIEIOBAaHUIO JIEKAPCTBEHHOI'O Ipenapara Uil MEOUIMHCKOrO IPUMEHEHUs IalMeHTaX, MOpPsI0K
yI1aTbl CTanOBOI\/’I MMpEMHH, MOPAAOK p€ain3aliuu OIMPCACICHHBIX HACTOAIIUM q)ejlepaJ'H)HI)IM 3aKOHOM U
IpyrumMu  (peaepanbHbBIMU 3aKOHAMHM IpaB MU O00sA3aHHOCTEH CTOPOH MO JIOTOBOpPY 0053aTeIbHOTO
CTpaXxOBaHHiA, a TaKXKXE HOPMATHBBI, OTpaXAOOUME XapaKTEp W CTCICHb MOBPCKACHUA 3I0POBbA,
yCTaHaBJIMBAIOTCS TUIIOBBIMH MTPaBHJIAMH 0053aTEIbHOTO CTPAXOBAHUS.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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9.B CJIydac NpUYUHCHUA BpEAa ) XKU3HU MMAIUCHTA, YHaCTBOBABIICT'O B KIIMHUYCCKOM HUCCIICAOBAHNN
JICKApCTBECHHOI'O IIpf€riapara, BBIFO,Z[OHPI/IO6peTaTeJ'I$IMI/I o J0roBopy 00513aTENIbHOTO CTpaxoOBaHUA
ABJIIOTCA T'paXJaHC, HMCIOMIUC IIPpaBO Ha BO3MCHICHHUC Bpclda B ClIydac CMCEpPTU KOpPMUJIIbLA B
COOTBETCTBUH C TI'paXIAaHCKUM 3aKOHOAATCIbCTBOM, IIPHU OTCYTCTBUHM TaKHUX TI'paXJaH - POAUTCIIH,
Cymnpyr, ACTU yMCPLICTIo ManyveHTa, y4aCTBOBABHICIO B KIIMHUYCCKOM HCCICAOBAHHUHN JICKAPCTBCHHOTO
mnmpemnapara, B cCiIyda€ CMCPTH MalMCHTA, Y4YaCTBOBABIICIO B  KIHMHHUYECKOM  HCCICAOBAaHHUU
JICKApCTBCHHOT'O IpfrapaTra U HC HMMCBLICTO CAMOCTOATCIBHOI'O O0XOJ4d, - IpakAaHC, Ha WKIAWUBCHUU
KOTOPBIX OH HaxoAWJICsA, B OTHOHIICHHMHW BO3MCHICHUA pacXodO0B Ha norpe6eHHe nmanucHTa,
Y4aCTBOBABIICTO B KIIMHUYCCKOM HCCICAOBAHHUH JICKAPCTBCHHOI'O Ipfriapara, - JUIO0, IMOHCCIICC TaKUC
Pacxobl.

10. CTanOBaﬂ BbIIlJIaTa B CUCT BO3MCHICHHMA BpC€ad, IMNMPUYMHCHHOI'O JKU3HU IIallMCHTA,
Y49aCTBOBABIICTO B KIIMHUYCCKOM HCCICAOBAHUU JICKAPCTBCHHOI'O IIpCIiapaTa, pacCHpCACIIICTCA MCEKIAY
BI)IFOI[OHpI/IO6p€TaT€JI$IMI/I IMPOMNMOPUUOHAIBHO UX KOJIMYCCTBY B PaBHBIX JOJIAX.

11. Ilpum HacTymieHuu CTPaxoBOrO cCiydass HalMEeHT, Y4YacTBOBAaBLIMM B KIMHUYECKOM
UCCIIEIOBAaHUM  JIEKAPCTBEHHOI'O  IIpernapara,  BbIFOJONpUOOpeTaTeNlb  BIpaBe  NPEAbIBUTH
HEMOCPEJCTBEHHO CTPaXOBILUKY TpeOOBaHUE O BO3MELICHUU NPUUMHEHHOro Bpena. CTpaxoBas BbIILIATa
OCYILIECTBIISIETCSl CTPAXOBIIMKOM B TEUEHUE TPUJALATU JHEH CO JHS IpEACTaBICHUS HEOOXOIMMBIX
JNOKYyMEHTOB. [lanueHT, y4acTBOBABIINKI B KIMHUYECKOM HCCIEN0OBAaHUU JIEKaPCTBEHHOIO IIpenapara, uiu
BBITOJIOTIPHOOpETaTe s 0053aH COOOUIMTH CTPAXOBIIUKY JUIS OCYIIECTBICHHS CTPaXOBOW BBIIIATHI
WH/IMBUYAJIbHBIA HACHTU(GUKALIMOHHBIN KOJ| TALMEHTa, YCTAHOBJIEHHBIN CTpaxoBaTejIeM B COOTBETCTBUU
C TUMOBBIMH NPaBUJIAMH 0053aTEIbHOTO CTPAXOBaHUS.

12. Jlo MONHOrO ONpeNeNeHHs pa3Mepa IMOAJEKAIETO BO3MEIIEHUIO Bpela CTPAaXOBIIUK IIO
3asBJICHUIO NAI[MEHTA, YYaCTBOBABIIETO B KIIMHUYECKOM MCCIIEJOBAHNUH JIEKAPCTBEHHOIO ITpenapara, Win
3asBJICHUIO BBITOAONPUOOpETaTENs BIIPAaBE OCYIIECTBUTh YAaCTh CTPAXOBOI BBIILIATHI, COOTBETCTBYIOIIYIO
(akTUYECKH OIpeeICHHON YacTh MPUUYMHEHHOTO Bpe/a.

13. CTanOBaﬂ BbIIlJIaTa B  COOTBCTCTBUU C JOrOBOPOM 00513aTENBHOTO CTpaxOBaHUA
OCYHICCTBIIACTCA HE3aBUCUMO OT BBITIIAT, IPUYUTAIOIINUXCA IO APYTUM BHAaM CTPaXOBaHUs.

14. He pomyckaeTcs ydvacTMe TAlMEHTa B MPOBEIACHUM KIMHHUYECKOTO HCCIICIOBAHUS
JICKapCTBEHHOTO Ipernapara Mpu OTCYTCTBHHU JIOTOBOPA 0053aTEIbHOTO CTPaXOBaHUSI.

15. KoHTponp 3a HCIOJIHEHHEM OpraHM3alMel, MOJY4YMBIIEH pa3pelleHue Ha OpraHHU3alUIo
MIPOBEJICHUS KIIMHUYECKOIO MCCIIEI0BaHuUs JIEKApPCTBEHHOTO Mpernapara Jisi MEAULUHCKOTO IPUMEHEHMS,
YCTAQHOBJICHHOHN HAcCTOAIIEH CTaTheil 00S3aHHOCTH MO 00S3aTEIbHOMY CTPAaXxOBAaHUIO JKU3HH, 3/10POBBS
ManueHTa, Yy4acTBYIOLIEro (y4acTBOBAaBUIETr0) B KIMHUYECKOM HCCIEIOBAHUU JIEKAPCTBEHHOTO
mpernapara, OCYIIECTBIISIETCS YIOJHOMOUYEHHBIM (eiepaJbHbIM OpPraHOM HCIOJHUTENBHOW BJIACTH,
BBIIABILIMM pa3pellieHrue Ha MPOBe/IeHNE KIMHUYECKUX HMCCIEI0BaHUMN JIEKaPCTBEHHBIX MPENnaparoB JUIs
MEAUIIMHCKOT0 MPUMEHEHHUS.

naea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEOCTB
Crtatbs 45. [Mpou3BoACTBO NeKapCTBEHHbIX CpeacTB

1. TIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB JOJDKHO COOTBETCTBOBATh TPEOOBAHMSM IPaBUII
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HaJJIeXaIel MpOU3BOJICTBCHHON MPAKTUKH, YTBEPKICHHBIM YIIOJTHOMOYECHHBIM (eIepallbHBIM OpraHOM
WCIIOTHUTEIBbHON BIacTH. OCOOCHHOCTH IMepexo/ia MPOU3BOICTBA OTACIBHBIX JIEKAPCTBEHHBIX CPEICTB K
WX MPOU3BOJICTBY B COOTBETCTBUU C TPEOOBAHUSIMHU MPABHII HAJIEKAIIEH MPONU3BOACTBEHHON MPAKTUKH
yctaHaBiauBarotcst I[IpaButensctBom Poccuiickoit ®denepanuu. Bpiaua 3akiroyeHUl O COOTBETCTBUH
MIPOU3BOJIUTEINS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAaHHSAM TIPABHJ HAJJIeXkKAIIeld MPOU3BOJICTBEHHON
MPAKTUKU OCYIIECTBIACTCS IO pe3yJbTaraM MHCIEKTUPOBAHUS TPOU3BOJUTEIEH JIEKAPCTBEHHBIX
CpPEACTB B MoOpsnKe, ycraHoBiaeHHOM IIpaButensctBom Poccuiickont @enepauuu. Pazmep miarer 3a
BBIJIa4y 3aKJIIOYCHHUSI O COOTBETCTBUHU IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TPaBUII
HaJUIe)Kallled  IPOM3BOACTBEHHOM  IpaKkTUKU  ycraHaBinuBaercs IlpaBurensctBoM — Poccuiickon
®enepanuu. [lopsnok opraHuzanuv U TPOBEACHUS UHCIEKTUPOBAHUS TPOU3BOIUTEIICH JIEKAPCTBEHHBIX
CpPEICTB Ha COOTBETCTBHE TpPEOOBAHUSM TPaBUJ HAJJICKAIIEW MPOU3BOJACTBEHHON MPAKTHKU
ycraHasiuBaercs [Ipasurensctsom Pocculickon @enepanuu.

(B pen. ®enepanbHbix 3akoHOB OT 25.06.2012 N 93-@3, or 22.10.2014 N 313-®3, ot 22.12.2014 N
429-03)

2. IlpousBoxacTBo JsekapcTBEHHBIX cpelacTtB B Poccuiickoit ®enepauuu  oCyliecTBIsSETCS
MIPOU3BOJIUTENSAMU JIEKAPCTBEHHBIX CPEICTB, UMEIOLIUMH JUIEH3UIO Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX
cpenctB. [loaTBepxaeHHEe COOTBETCTBUS JIMLIEH3MaTa MpaBUiaM HaJyleXkKalled IPOU3BOJCTBEHHOU
MIPAKTUKU OCYIIECTBIISIETCS B paMKax JIMIIEH3MOHHOTO KOHTPOJSl B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccuiickoit denepaiuu ¢ yaeToM 0COOCHHOCTEM, YKa3aHHBIX B YaCTH | HACTOAIIEH CTaThH.

(B pen. @enepanbHbix 3aK0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. TIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISIETCS C COOJIOJeHHEeM TpeOOoBaHMIA
MPOMBIIIJICHHOTO PErJIaMeHTa, KOTOPBIA YTBEPKIAeTCs pPyKOBOAUTEIEM MPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEICTB M BKIIOYaeT B ce0s TMepedeHb MCMHOJIb3YEMbIX (apMalleBTUYECKUX CYOCTaHLMHA U
BCIIOMOTATENbHBIX BEIIECTB C yKa3aHHEM KOJIMYEeCTBAa KaXJOro M3 HHUX, JaHHbIE 00 MHCIOJIb3yeMOM
00OpYyJIOBaHUM, ONHMCAaHUE TEXHOJIOTHYECKOTO IIpOIlecca W METOJOB KOHTPOJII Ha BCEX JTarax
MIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB.

Koncynsrantlntoc: npumedanue.
C 29.12.2020 B 4. 4 ct. 45 BHOCsATCs u3meHeHus (D3 ot 27.12.2019 N 481-D3).

4. Tlpu mpou3BOJCTBE JIEKAPCTBEHHBIX CPEICTB HMCIOJB3YIOTCS (papMalieBTUYECKHUE CYOCTaHIWU,
CBEIEHUS O KOTOPBIX CoOJepKarcsi B TOCYJapCTBEHHOM PEECTpe JIEKApCTBEHHBIX CPEACTB, 3a
WCKIIIOYeHHEM (hapMalleBTUUECKUX CYOCTaHIMN, TPOM3BOAUMBIX [IJI1 TPOBEACHHS KIMHUYECKUX
uccienoBaHuil u st akcropta. K mporeccy nmpoun3BoacTBa papmarieBTHIeckoil CyOCTaHIIUU OTHOCSTCS
mo0ble  CTaJAMM  TEXHOJIOTHYECKOTO TIpollecca, TMO3BOJSIONMIAE TOJYYUTh TOTOBBIM  MPOAYKT,
COOTBETCTBYIOIIUK TpeOoBaHUAM (HapMaKONeHHOW cTaThd, B TOM YuCie (QepMeHTaIus, SKCTPAKIIUS,
OYHNCTKA, BBIJICTICHUE, TIEPEKPUCTAIITU3AIINS, BRICYIIIMBAHNE, U3MEIHUCHHE.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-D3)

4.1. HepequL JICKApCTBCHHBIX MpC€raparoB A MCIUIHUHCKOrO IHIPHUMCEHCHUSA, B OTHOIICHHUHN
KOTOPLBIX YCTAHABJIMBAKOTCA Tp660BaHI/IH K 061>eMy Tapbl, YIIAKOBKEC MW KOMIUICKTHOCTH, IICPCUCHb
JICKApPCTBCHHBIX MPEIapaToB JJIA BETCPHUHAPHOI'0 MPUMEHCHUS, B OTHOICHUH KOTOPBIX YCTAHABJIMBAKOTCSA
Tpe60BaHI/I$I K O6’beMy Tapbl, a TaK¥XeC Tpe6OBaHI/I$I K 06’LCMy Tapbl, YIIAKOBKC W KOMIIJICKTHOCTU
JICKApCTBCHHBIX IIpemapaTroB A MCIAUIUHCKOIO MNPHUMCHCHUA, Tpe6OBaHI/I$I K 061)eMy Tapbl
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JIEKapCTBEHHBIX IPENapaToB JUIsl BETEPUHAPHOIO IPUMEHEHHS ONPEIENSIOTCS COOTBETCTBYIOLIMMHU
YIOJTHOMOYEHHBIMHU (eiepalbHBIMU OpraHaM{ HCIOJHUTEIBHON BJIACTH B MOPSAIKE, YCTAaHOBIEHHOM
IIpaBurensctBoM Pocculickoit denepanun.

(dactb 4.1 B pen. denepanpHoro 3akona ot 14.12.2015 N 374-D3)

Koncynsrantlntoc: npumedanue.
C 29.12.2020 B u. 4.2 ct. 45 BHOCsTCS n3MeHeHus (D3 ot 27.12.2019 N 481-D3).

4.2. Opranuzanuu, OCYIIECCTBIISIONINE IMPOU3BOACTBO (hapMalleBTUYECKONW CYOCTaHIIMU CIHPTa
STHJIOBOTO (9TaHONA) AJS MPOU3BOJCTBA CHUPTOCOACPKAIIUX JIEKAPCTBEHHBIX IPENapaToB, OO0sI3aHBI
OCYIIECTBIISITh YYET U JIEKJIapUPOBAHHE B MOPSJAKE, YCTAHOBICHHOM cTaThsiMu 8 u 14 denepanbHOro
3akoHa oT 22 Hos0Opa 1995 roma N 171-@3 "O rocymapcTBEHHOM peryjiHpOBaHUHM IMPOU3BOJICTBA U
000poTa ATHJIOBOTO CHHPTA, AJKOTOJBHOW W CHHPTOCOJEpIKAIlel NPOAYKIHMH B 00 OrpaHUYCHHUH
noTpebiieHus (pacnuTHs) aIKOTOJILHOM MpoayKiuu'.

(uactsb 4.2 BBeneHa PenepanibHbIM 3ak0HOM OT 03.07.2016 N 261-D3)

4.3. UnnuBuayanabHble MPEANPUHUMATENN U IOPUAMYECKHUE JIMIA, OCYIIECTBIAIONINE 3aKYNKy U
WCTOJIBb30BaHUE (apMaIleBTUYECKON CyOCTaHIIMHM CIIMPTa STHIIOBOTO (3TAaHOJIA), a TaKKe MPOU3BOJICTBO,
U3rOTOBJIEHHE H (WiIM) o000poT (32 HCKIIOUEHHUEM PO3HUYHOW TMPOJAXH) CIUPTOCOAEPIKALIUX
JIEKapCTBEHHBIX IpEnaparoB, O05S3aHbl OCYLIECTBIATh MX Yy4Ye€T M JEKJIApUpOBaHUE B TOPSAKE,
yCTaHOBJIEHHOM cTaThsiMu 8 u 14 degepanbHOoro 3akoHa ot 22 HosiOops 1995 roma N 171-®3 "O
roCy/lapCTBEHHOM pPETyJIMpPOBaHUM TMPOU3BOACTBA M 00OpOTa STUJIOBOTO CHHUPTA, AJIKOTOJBHOM H
CIUPTOCOEpIKAIICH MPOIYKIIMH U 00 OrpaHHYEeHUHU TOTPeOIeHH (PACIUTHSA) AIKOTOIBHOM MPOTYKITHH .
(uactsb 4.3 BBeieHa DenepasibHbIM 3aKk0HOM OT 29.07.2017 N 278-D3)

4.4. Ilpu npoOU3BOJACTBE JIEKAPCTBEHHBIX MPENapaToB JJs BETEPUHAPHOTO TMPUMEHEHUS
JOMTyCKAETCsl HMCIIOJIb30BAaHUE TPOM3BENCHHBIX Ui peanu3aluyd  (papManeBTHUYECKUX CyOCTaHIIHH,
BKJIFOYEHHBIX B T'OCYJapCTBEHHBIM PEecTp JIEKAPCTBEHHBIX CPEJCTB YIOJHOMOYEHHBIM (erepaabHbIM
OpPraHOM  HUCIIOJIHUTEIBHOW BIIACTH, OCYIIECTBISIOIIMM BEACHHE TOCYAAapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEICTB I MEIUIIUHCKOTO IPUMEHEHUSI.

(uactb 4.4 BBeieHa PenepanbHbIM 3ak0HOM OT 02.08.2019 N 297-D3)

5. 3ampemmaercs IpOU3BOACTBO:

1) nekapCTBEHHBIX CPEJCTB, HE BKIIIOUEHHBIX B TOCYJApCTBEHHBIN pEeeCTp JIEKapCTBEHHBIX CPE/ICTB,
34 HCKJIIOYEHUEM JIEKAPCTBEHHBIX CPEIACTB, IMPOU3BOAMMBIX I IIPOBEICHUS KIMHUYECKUX
UCCIIEIOBAHUM U JUI DKCIIOPTA;

2) danbcuuIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) nekapCTBEHHBIX CPEJCTB O€3 JMIEH3UN Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPECTB;

4) JICKAPCTBCHHBIX CPCACTB C HAPYHICHUCM IpPABUJI OpTraHHU3aluH TPOU3BOACTBA WU KOHTPOJIA
KaueCTBa JICKAPCTBCHHBIX CPECACTB,

Koncynprantllntoc: npumeuanue.
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C 29.12.2020 . 5 4. 5 ct. 45 yrpauuBaer cuiy (P3 ot 27.12.2019 N 481-D3).

5) ¢dapmaneBTHUeckoil CcyOCTAaHIIMM COUPTAa OSTUIOBOTO (dTaHONA) HAa TEXHOJOTHYECKOM
000pynOBaHUH, KOTOPOE HE 3apErUCTPUPOBAHO WM 3aKOHCEPBUPOBAHO B cOOTBETCTBUU ¢ DeepaibHbIM
3akoHOM OT 22 Hosi0pss 1995 roma N 171-®3 "O rocynapcTBEHHOM pPETYJIMPOBAHUU MPOHM3BOJACTBA U
000poTa ATUJIOBOTO CHHPTA, AIKOTOJBHOM W CHUPTOCOJEpKalle NpoAyKIUH M 00 OrpaHu4YeHUU
notpe0ieHus (pacuTs) aIKOTOJIBHOM MPOAYKIUH".

(. 5 BBennen denepanbHbIM 3aKOHOM OT 29.07.2017 N 278-D3)

KoncynsrantlIntoc: npumedanue.
C 29.12.2020 4. 5 ct. 45 nononusiercan. 6 u 7 (O3 ot 27.12.2019 N 481-D3).

6. Ilpu BBOJE JIEKapCTBEHHBIX CPEACTB B TPaXJaHCKUH 0OOpPOT YIOJIHOMOYEHHOE JIMIIO
MPOU3BOJUTCIIA JICKAPCTBCHHBIX CPEACTB OCYIICCTBIIACT MOATBCPIKACHNUEC COOTBECTCTBUSA JICKAPCTBCHHBIX
CpeAcTB TpeOOBAaHUAM, YCTAHOBJIEHHBIM IIPU HUX TOCYIAapPCTBEHHOW pErucTpaluy, U TapaHTHUPYeT, 4To
JICKApCTBCHHBIC CpCACTBA HNPOU3ZBCACHBI B COOTBCTCTBUU C Tpe60BaHI/I$IMI/I IIpaBHJI Haﬂnemameﬁ
IIPOU3BO/ICTBEHHOMN MPAKTUKH.

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

7. YIOJTHOMOYEHHBIM JIIIOM TPOU3BOJHUTENS JIEKAPCTBEHHBIX CPEICTB SIBISAETCS €ro pabOTHUK,
aTTECTOBAHHBIA B YCTAaHOBJIIEHHOM YIOJIHOMOYEHHBIM (peiepaibHbIM OPTaHOM HCIOJHUTENBLHOM BIacTH
MOPSAJIKE M UMEIOLIUI cTaX padoThl HE MEHEe YeM IISATh JIET B 00JaCTH MPOU3BOJCTBA U (UJIM) KOHTPOJIS
KayecTBa JIEKapCTBEHHBIX CPEJCTB, BhICIIEE 00Opa30BaHHE COOTBETCTBEHHO 10 OJJHOM M3 CHelUalbHOCTEH
u (Wou) OJHOMY U3 HampaBJICHUN TMOATOTOBKU: OWOJOTHSA, OWOTEXHOJOTHS, BETECPUHAPUS,
BETEPUHAPHO-CAHUTAPHAA JKCIEpPTH3a, KIMHUYECKAas MEIMIIMHA, paJHallMOHHAs, XUMUYECKas U
Ouosoruyeckas 3amura, papmanus, GpyHaaMeHTalbHas MEAUIIMHA, XUMUYECKask TEXHOJIOTHSI, XUMHSL.

(B pen. ®enepanbHbIx 3aKk0HOB OT 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

8. [IpousBoauTenu JIEKapCTBEHHBIX CPEACTB (3a MCKIIOYEHHEM (apMalleBTUUECKON cyOcTaHIUU
CIMpPTa 3TUJIOBOTO (3TaHOJIA) MOT'YT OCYILECTBIIATH MPOJAXy JIEKaPCTBEHHBIX CPEACTB WM Iepe/laBaTh
UX B YCTAaHOBIIEHHOM 3aKOHOJaTenbCTBOM Pocculickoit @enepanyu nopsiake:

(B pen. @enepanbHoro 3akona ot 29.07.2017 N 278-D3)

1) ipyrum IpOU3BOAUTEISAM JIEKAPCTBEHHBIX CPEJICTB JIJIsl TPOU3BOCTBA JICKAPCTBEHHBIX CPEJCTB;
2) opranu3anusM ONTOBOM TOPTOBJIH JIEKAPCTBEHHBIMHU CPEJICTBAMU;

3) AllTCUHBIM OpraHu3alvsaM, BCTCPUHAPHBIM aIITCUHBIM OpraHu3alvuaM, WHAWBUAYAJIbHBIM
npeaApuHUMAaTCIIAM, UMCHOIIUM JIMICH3UIO Ha (I)apMaI_ICBTI/I‘-IeCKy'IO ACATCIIBHOCTh WJIM JIMICH3WIO Ha
MCIUIHUHCKYIO JCATCIbHOCTD,

4) HAaYYHO-UCCJICAOBATCIILCKUM OpraHu3alusaIM IJIsd HaquO-HCCHCZLOBaTCHBCKOﬁ pa6OTBI;
5) MCIUIIMHCKUM OpraHu3alvsiM U BETCPHUHAPHBIM OPraHU3aIlusaM;

6) opranu3anvsiMm W HWHIAUBUAYAJIbHBIM MNPCANIPUHUMATCIIAM, OCYHICCTBIIAIOIIUM PpPa3BCIACHUC,
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BEIPAIIUBAHUE M COJICPKAaHWE JKUBOTHBIX (32 MCKIIOYCHHEM MPOJAKA UM  (papMareBTUICCKIX
CyOCTaHIIMI WK UX TIePeIadun ).
(. 6 B pen. ®enepanbuoro 3akoHa ot 02.08.2019 N 297-D3)

Koncynbsrantllimtoc: mpumedanue.
C 29.12.2020 B 4. 9 ct. 45 BHOCsTCS n3MmeHeHUs (D3 o1 27.12.2019 N 481-D3).

9. IlpomsBoaurenu QapManeBTUUECKOH CYOCTaHIIMM CHUpPTa 3TUJIOBOrO (dTaHOoNa) 0OsA3aHbI
OCYUIIECTBJISITh peann3anuio (mepeaady B YCTaHOBJICHHOM 3aKOHOJATeIbCcTBOM Poccuiickoit denepanuu
nopsanke)  (apmManeBTHUYECKOW  CYOCTaHLIMM  CIHUpPTa ATHIOBOrO  (3TaHONAd)  MPOU3BOJIUTENSM
JIEKapCTBEHHBIX CPEJCTB JUIsl POU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB B €MKOCTSIX 00beMoM He Oonee 1
mutpa u (nnn) He MeHee 1000 TuTpoB, a opraHu3anysaM, YKa3aHHbIM B TyHKTax 2 - 6 yacTu 8 HacTosIIeH
CTaTbH, B Tape 00beMoM He Oosee 1 nuTpa.

(uactp 9 BBenena denepanbHbiM 3aKk0HOM 0T 29.07.2017 N 278-D3)

Koncynprantlntoc: npumeyanue.
C 29.12.2020 cr. 45 nomonnsiercs 4. 10 m 11 (D3 ot 27.12.2019 N 481-D3).

CraTtbsa 46. MapkupoBKa nekapcTBEHHbIX CPeAcTB

1. HeKapCTBeHHI)IG nmpemnaparbl, 3a HCKIIOYCHUCM JICKAPCTBCHHBIX IPCIapaToB, H3TOTOBJIICHHBIX
AlITCUHBIMU  OpTraHU3alUsAMH, BCTCPHUHAPHBIMH AlTCHYHBIMH OpraHu3alluaAMu, HWHIAWBUAYAJIbHBIMU
npeaAupuHUMaTCIIIMM, HWMCIOIIMMHA JIMOCH3HUIO Ha q)apMaHeBTI/ILIeCKYI-O JACATCIIBHOCTh, OOJI?KHBI
IOCTYyNaThb B o6pa1ueHHe, CCJIN:

1) Ha WX TEpPBUYHON YMAaKOBKE (32 HWCKIIOYEHHEM MEPBUYHON YIAKOBKH JIEKApCTBEHHBIX
pacTUTENBHBIX IpPenapaToB) XOPOIIO YUTAEMbIM IIPU(TOM Ha PYCCKOM SI3bIKE yKa3aHbl HAMMEHOBAaHUE
JIEKaApCTBEHHOTO Tpenaparta (MeXIYHApOJHOE HEMaTeHTOBAaHHOE, WJIM TPYNIUPOBOYHOE, WIIH
XMMUYECKOE, WM TOProBOE€ HAMMEHOBAHUE), HOMEP CEpUH, JaTa BhIycKa (111 UMMYHOOMOJIOTHYECKUX
JIEKQpCTBEHHBIX TPENapaToB), CPOK T'OJHOCTH, JO3WPOBKA WM KOHIICHTpalus, 00beM, aKTHBHOCTH B
eIMHUIIAX AEHCTBHS WM KOJIMYECTBO J103;

(B pen. denepanpubix 3akoHOB OT 11.10.2010 N 271-03, ot 22.12.2014 N 429-D3)

2) Ha MX BTOPUYHOH (HMOTPEOUTEITHCKOW) YIAKOBKE XOPOIIO YHUTAEMBIM HIPU(TOM Ha PYCCKOM
S3bIKE yKa3aHbl HaMMEHOBAHME JIEKApPCTBEHHOTO Ipemnapara (MeXIyHapOJHOE HENaTeHTOBAHHOE, WM
IPYNIUPOBOYHOE, WJIM XHMHUYECKOE W TOProBO€ HAMMEHOBAHMS), HAUMEHOBAHUE IPOU3BOIUTEIS
JIEKapCTBEHHOI'O Iperapara, HOMEp CepuH, J1aTa BBIIycKa (IS IMMYHOOUOJIOTUYECKUX JIEKAaPCTBEHHBIX
MpernapaTroB), HOMEP PEruCTPALMOHHOTO YIOCTOBEPEHHUS, CPOK TOJHOCTH, CIIOCO0 NpPUMEHEHUs,
JO3UPOBKA WJIM KOHLIEHTpalus, o0beM, aKTUBHOCTb B €IMHHIAX AEHCTBUS JUMOO KOJIWYECTBO 103 B
yIaKoOBKe, JIeKapcTBEHHas (popmMa, YCIIOBHS OTITYCKA, YCIOBHSI XpaHEHHs, IPeAYIpeAUTEIbHbIE HAAMNCH.
(B pen. ®enepanbHbix 3aKk0HOB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-D3)

2. dapmareBTHUECKUE CYyOCTaHLMU JOJDKHBI MOCTYNaTh B OOpallleHHe, €clM Ha UX MEepBUYHOM
YIaKOBKE XOPOILIO YUTAEMbIM MIPU(TOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHHE (apMalleBTUYECKOM
cyOcTaHIMK (MEXAYHApOIHOE HENaTeHTOBAaHHOE, WM TPYNIHPOBOYHOE, WIIM XUMHUYECKOE U TOPrOBOE
HAaMMEHOBAHMSI), HAUMEHOBAHUE MPOU3BOAUTENS (papMalleBTUYECKOM CyOCTaHLIMM, HOMEp Cepuu U JaTa
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HU3TrOTOBJICHUS, KOJIMYCCTBO B YIIAKOBKEC W CAMHUIBI UBMCPCHUA KOJINYCCTBA, CPOK I'OJHOCTHU U YCJIOBHA

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

3. HeKapCTBeHHBIe Cp€AcTBa B KaUCCTBEC ChIBOPOTOK JOJIXKHEBI ITOCTYIIATh B o6pameHHe C YKa3zaHHuEM
JKUBOTHOI'0, U3 KPOBH, IJIa3MbI KPOBH, OPraHOB U TKaHeH KOTOPOIr'0 OHHU ITOJIYUCHBI.

4. Ha BropuuHyio (HOTpeOUTEIHCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPECTB, NOMYyYEHHBIX U3 KPOBH,
IJa3Mbl KPOBHM, OPraHOB M TKAaHEW 4eNOBEKa, JOKHA HAHOCUTHCA Haamnuch: "AHtHTena k BUY-1,
BHY-2, x Bupycy renaruta C 1 TOBEpXHOCTHBII aHTUIE€H BUpYca remnaruta B orcyrcrByrot".

3. Ha  nepsuunyro YIaKOBKY  H BTOPUYHYIO (TOTpEOUTENBCKYIO) YIIaKOBKY
panuodapmManeBTHYECKUX JIEKAPCTBEHHBIX CPEJCTB JOHKEH HAHOCUTHCS 3HAK PaJMAllMOHHOM OMAaCHOCTH.

6. Ha Bropuunyto (MoTpeOUTENbCKYI0) YIMAKOBKY TOMEONATHYECKUX JICKAPCTBEHHBIX IpEnapaToB
IOJKHA HAHOCUTHCI Haamuck: ""I'oMmeonartnyeckuii”.

7. Ha BrOpuuHyl0 (NIOTPEOUTENIBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX PACTUTENbHBIX IMPENapaToB
JOJKHA HaHOCUThCS Haanuck: "[Ipoaykuuns npouuia pagualioHHbI KOHTPOJIb' .

8. Ha mnepBuuHyr0 ymakoBKy (€ciyd [JIsi ITOTO CYIIECTBYET TEXHUYECKas BO3MOXKHOCTH) U
BTOPUYHYIO (MOTPEOUTENHCKYIO) YHNAKOBKY JIEKAPCTBEHHBIX MPENapaTroB, MpeIHA3HAYCHHBIX IS
KJIMHUYECKUX MCCIICAOBAHNUM, TOJKHA HAHOCUTHCS HAIMUCh: " J[J1s1 KITMHUYECKUX UCCIeOBaHMM".

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

9. VmakoBka JICKAPCTBCHHBIX CPCACTB, IMPECAHA3HAYCHHBIX HWCKIOYHUTCIBHO JId J3KCIIOpTa,
MapKUpyeTCAa B COOTBECTCTBUU C Tpe6OBaHI/I${MI/I CTpaHbI-UMIIOPTEpPA.

10. Ha TpancnopTtHyro Tapy, KOTOpas HE IMpeIHa3HaueHa Jisl TOTpeOuTeneld W B KOTOPYIO
MIOMEIICHO JIEKAPCTBEHHOE CPEICTBO, JIOJDKHA HAHOCUTHCS HHPOpPMALUs O HAUMEHOBAHMHU, CEpUHU
JIEKapCTBEHHOI'O CpPEJICTBA, JaTe€ BbBINYCKAa, KOJWYECTBE BTOPUUYHBIX (HMOTPEOUTEIBCKUX) YIIAKOBOK
JIEKApCTBEHHOT'O CPEJCTBA, MPOU3BOAUTENE JIEKAPCTBEHHOIO CPEJCTBA C YKa3aHHWEM HAMMEHOBAaHHUS U
MECTOHAXOXKIEHHUS TPOU3BOIUTEINS JICKAPCTBEHHOTO CPEICTBA (apeC, B TOM UKCIIE CTpaHa U (W) MECTO
IIPOU3BO/ICTBA JIEKAPCTBEHHOI'O CPE/CTBA), a TAK)KE O CPOKE T'OAHOCTU JIEKaPCTBEHHOI'O CPEJCTBa M 00
YCIIOBHSIX €r0 XpaHEHHS W MEePEBO3KH, HEOOXOAUMBIE MPEIyNPEeINTEeIbHBIC HAAMUCH U MAaHHITYJII TOPHBIE
3HAKH.

11. Ha nepBuuyHyi0 yHakoBKYy W BTOPHUYHYIO (TOTPEOUTENHCKYIO) YIAKOBKY JIEKapCTBEHHBIX
CPEICTB JJisl BETEPUHAPHOIO IPUMEHEHMS JOJDKHA HAHOCUThCS Haanuch: "Jlns BeTepuHapHOro
MIPUMEHEHHUS "

12. Ha BropuuHylo (MOTPEOUTENbCKYIO) VIIAKOBKY JIEKAPCTBEHHOTO TIperapara HAHOCUTCS
IITPUXOBOM KOJI.

nasa 9. BBO3 JIEKAPCTBEHHbLIX CPEOCTB
B POCCUNCKYIO ®EOEPALMIO U BbIBO3 NNEKAPCTBEHHbIX CPEACTB
U3 POCCUACKOWN ®EOEPALIUU
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)
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CraTtba 47. Nopsanok BBO3a nekapcTBeHHbIX cpeacTtB B Poccumnckyro denepaumio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB u3 Poccumnckon depepaummn
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1. BBo3 nekapctBeHHBIX cpenactB B Poccuiickyro @enepanuio OCYIIECTBISETCS B IMOPSJIKE,
yctaHoBJIcHHOM IIpaBurensctBoMm Poccuiickoin ®expepanuu, B COOTBETCTBUM C TaMOYKEHHBIM
3aKOHOJIaTeILCTBOM TaMo)keHHOro coro3a B pamkax EBpA3DC (manee - TamokeHHBIH cOr03) U (WIIH)
3aKoHoJaTenbcTBOM Poccuniickoin denepaniv 0 TaMOKEHHOM JIEIIE.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

2. BBosumbie B Poccuiickyro ®enepanuio JIEKapCTBEHHBIE CPEJCTBA JOJKHBI COACPIKATHCS B

TOCY/IapCTBEHHOM PEECTpe JEKaPCTBEHHBIX CPEJICTB.
(B pen. @enepanbbix 3aKk0HOB 0T 06.12.2011 N 409-®3, o1 27.12.2019 N 462-D3)

3. Jonyckaercs BB03 B Poccuiickyro ®enepaiinio KOHKPETHON MapTHH 3apETUCTPUPOBAHHBIX U
(w1M) HE3aperucCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJACTB, MPEAHA3HAYEHHBIX Ui  MPOBEACHUS
KIIMHAYECKUX WCCJICIOBAHUM JICKAPCTBEHHBIX IIPENapaToB, MPOBEICHUS AKCIEPTU3BI JICKAPCTBEHHBIX
CPEICTB JUIsl OCYIIECTBJICHUS TOCYAAPCTBEHHOM DPETUCTpAIlMU JIEKAPCTBEHHBIX IPENapaToB WU s
OKa3aHUsl MEIUITMHCKOW IMOMOIIM IO >KM3HEHHBIM IOKa3aHUSAM KOHKPETHOTO IMAallMeHTa Ha OCHOBaHUU
pa3pelieHus, BBIIAHHOTO YIOJHOMOYCHHBIM (helepaabHbIM OpPraHOM HCIOJHUTEIBHON BJIACTH TIO
3asiBJICHUSAM JIUI], YKa3aHHBIX B cTaThe 48 Hacrosimero dexepanbHOro 3akoHa. PaccMoTpeHue Takoro
3asBJICHUST W TPUHSATHE PEIIEHUWS O BbIJade pa3pelieHrss Ha BBO3 KOHKPETHOM MHapTHH
3aperuCTPUPOBAHHBIX U (MJIM) HE3apETUCTPUPOBAHHBIX JIEGKAPCTBEHHBIX CPEACTB, MPEIHAZHAYCHHBIX IS
MPOBEACHUS KJIMHUYECKUX MCCIICIOBAHUM JIEKAPCTBEHHBIX TMPEMapaToOB, MPOBEACHHUS OKCIEPTU3BI
JIEKAPCTBEHHBIX CPEACTB JUISl OCYILECTBIECHUS TOCYAAPCTBEHHOM pPETrHCTpaluy JIEKapCTBEHHBIX
MpenapaTtoB WM JUIsl OKa3aHWS MEIWIMHCKOW TMOMOIIM IO KU3HEHHBIM TOKa3aHUSIM KOHKPETHOTO
narueHTa Jubo 06 oTka3e B BbIaue YKa3aHHOTO pa3pellieHHs TPOU3BOISATCS B CPOK, HE MPEBBIIIAIOIIHIA
natu pabounx aHei. [1narta 3a BeIjauy yKa3aHHOTO pa3pelieHust He B3UMAeTCsl.

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

Koncynsrantlntoc: npumedanue.
C 01.03.2020 cT. 47 nononusiercs 4. 3.1 (D3 o1 27.12.2019 N 475-03). Cm. Oyaymiyro peaakiuio.

4. B Poccuiickyro ®denepannio MOKHO BBO3HUTH JIEKAPCTBEHHBIE CPEJCTBA, KAYECTBO KOTOPBIX
MOJTBEPKICHO  CEPTU(PHUKATOM  INPOUZBOAMTENS  JEKAPCTBEHHBIX  CPEJACTB,  YAOCTOBEPSIOIIUM
COOTBETCTBHE BBO3UMBIX JIEKAPCTBEHHBIX CPEICTB TPeOOBAHUAM (hapMaKoINeHHbIX cTaTel a0 B ciiydae
UX OTCYTCTBHUSI HOPMaTUBHOM JOKYMEHTALlMU WJIK HOPMaTUBHOT'O IOKYMEHTA.

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

5. 3ampemaercs BBo3 B Poccuiickyto deaepannio GpanbCupUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
HEeT00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, KOHTPA(PaAKTHBIX JICKAPCTBEHHBIX CPECTB.
(B pen. denepanbhoro 3akona ot 06.12.2011 N 409-03)

6. @anbcuduIUpPOBaHHBIE JIEKAPCTBEHHBIE CPENCTBA, HEIOOPOKAYECTBEHHbBIE JIEKAPCTBEHHbBIE
CPEICTBA MOJUIEKAT U3BATHIO U NOCIEAYIOLUIEMY YHUUTOKEHHIO WK BbIBO3Y U3 Poccuiickoit denepanny,
KOHTpa(aKTHbIE JEKapCTBEHHBIE CPEACTBA - U3BATUIO U MOCIEAYIOEMY YHUUYTOXKECHUIO. Y HUUTOXKEHHE
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wm BbBO3 U3 Poccuiickoit ®enepanym  QpanbCHPUIMPOBAHHBIX  JIGKAPCTBEHHBIX  CPEJICTB,
HEI00pOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB, KOHTpa(aKkTHBIX  JIEKAPCTBEHHBIX  CPEICTB
OCYLIECTBJISIETCA 3a CYET JIMLA, OCYLIECTBUBILNETO HX BBO3. [lOpSAOK YHUYTOKEHHS H3BATHIX
¢banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEI0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
KOHTpagaKTHBIX JEKapCTBEHHBIX CpeACTB ycTaHaBnuBaercs [IpaButensctBoM Poccuiickoit @enepanuu.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

7. Jluma, ocymectBistomme BBo3 B Poccuiickyro  @enepanuio  (hanbCUPUIMPOBAHHBIX
JICKapCTBEHHBIX  CPEACTB, HEIOOPOKAYECTBCHHBIX  JIGKAPCTBEHHBIX  CPEACTB, KOHTpPA(aKTHBIX
JICKApCTBCHHBIX CPCACTB, HCCYT OTBCTCTBCHHOCTb B COOTBCTCTBUU C TAMOKCHHBIM 3aKOHOJATCIBCTBOM
TamoxeHHOTO coro3a 1 (WiIH) 3aKOHOAATeNLCTBOM Poccuiickoit @enepanyuu 0 TaMOKEHHOM JIElie.

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

8. BbIBO3 JekapcTBEHHBIX cpencTB U3 Poccuiickoit denepanuu ocymecTBisieTcss 0e3 mpuMeHeHUs
OTpaHUYCHUM, YCTAHOBJIEHHBIX TAMOXXEHHBIM 3aKOHOJIATEIHCTBOM TaMOXXEHHOro coro3a u (WiH)
3akoHoAaTensCcTBOM Poccuiickoit denepanu 0 rocylapCTBEHHOM PEryJIHMpOBAaHUU BHEUTHETOPrOBOM
NESITEIbHOCTH.

(B pen. @enepanpubix 3akoHOB OT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N
429-D3)

9. BBon B rpaxkaaHcKuii 000pOT JIEKAPCTBEHHBIX IMPEMapaToB A MEIUIIMHCKOTO MPUMEHEHUs,
BBe3eHHBIX B Poccuiickyro deneparuto, oCyecTBIsSETCS C COONMIOACHUEM TPeOOBAaHUM, YCTaHOBICHHBIX
crathelt 52.1 Hacrosmero deaepalbHOrO 3aKOHA.

(uactb 9 BBenena denepanbHbiM 3aKk0HOM 0T 28.11.2018 N 449-03)

Cratbs 48. lOpuanyeckue nuua, KOTOpbIM pa3pelleH BBO3 NleKapCTBEHHbIX CPeACcTB
B Poccumnckyro ®epepauuto
(B pen. denepanbroro 3akoHa ot 06.12.2011 N 409-D3)

JlexapcTBeHHble cpencTBa B Poccuiickyro denepaiuo MOryT BBO3UTH:
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) mnpou3BOAUTENM JIEKAPCTBEHHBIX CPEACTB JUId Lened COOCTBEHHOrO IPOM3BOJICTBA
JIEKapCTBEHHBIX CPEACTB;

2) WHOCTpaHHblE pPa3pabOTYUKU JIEKAPCTBEHHBIX CPEJICTB M HMHOCTPAHHBIE MPOU3BOJIUTENN
JIEKapCTBEHHBIX CPEJICTB WM APYrHe IOPUAMUYECKHIE JTUIa 110 TOPYUYEHHUIO pa3padoTUYHKa JIEKaPCTBEHHOTO
CpelncTBa JUisl MPOBEACHUS KIMHUYECKUX HCCIEAOBAHMM JIEKAPCTBEHHOIO Ipernapara, OCYIIECTBICHUS
TOCYJapCTBEHHON  perucTpaluy  JIEKapCTBEHHOTO — Iperapara, BKIIOYEHHA  (apMalleBTUYECKOH
CyOCTaHIIMM B TOCYJAapCTBEHHBIA pEECTp JIEKAPCTBEHHBIX CPEJCTB, KOHTPOJISI KayecTBa JEKapCTBEHHBIX
CPEeACTB MpHU HAJIMYUM pa3pellieHus YIIOJIHOMOYEHHOro (peepalbHOro OpraHa MCHOJHUTEIbHOM BIIACTH
Ha BBO3 KOHKPETHOH MapTHH JIEKAPCTBEHHBIX CPEJICTB;

3) OopraHu3alnu OIITOBOM TOPrOBJIN JICKAPCTBCHHBIMU CPCACTBAMU;

4) Hay4yHO-HCCJIEIOBATEeNIbCKHE OpraHu3anud, oOpa3oBaTelibHble OpraHU3allid  BBICIIETO
00pa3oBaHMs, MPOU3BOAUTENN JIEKAPCTBEHHBIX CPEICTB s pa3pabOTKH, HCCIEI0BAaHHMM, KOHTPOJI
0€30MacHOCTH, KauecTBa, 3(PPEKTUBHOCTH JEKAPCTBEHHBIX CPEACTB MPU HAIWYUM pa3pelieHus
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YIIOJIHOMOYEHHOTO (heAepaTbHOr0 OpTraHa UCIIOJHUTEIHHON BIIACTH;
(B pen. @enepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

5) MEIUIIMHCKUE OpraHu3alluy, NHbIE YKa3aHHbIE B ITyHKTaxX | - 4 HacTosIIeNd CTaTbU OpraHu3aluu
JUIS OKa3aHMsI MEIULMHCKON ITOMOIIM I10 )KM3HEHHBIM [TOKAa3aHUAM KOHKPETHOI'O MAallMEeHTa IIPU HATUYHH
pa3pelieHrs: yrnoJIHOMOYEHHOTO (eaepaqbHOr0 OpraHa MCIOJHUTEIBHOW BIACTH HA BBO3 KOHKPETHOU
[apTUHU JIEKapCTBEHHOTO IpenapaTa, BBIIAHHOTO B YCTAHOBJIEHHOM IOpsAJKE B (OpME 3IEKTPOHHOIO
JOKYMEHTA, MTOANMCAaHHOTO YCHIICHHON KBAIN(UIIMPOBAHHON IEKTPOHHON TOAMHUCKHIO.
(B pen. denepanpHoro 3akoHa ot 12.03.2014 N 33-D3)

KoncynprantlIntoc: npumeyanue.
C 01.03.2020 cr. 48 nomonnsiercs 1. 6 (D3 ot 27.12.2019 N 475-D3). Cm. Oyayuryro peaakiuio.

Cratba 49. [lokyMeHTbl, npeAcTaBnsieMble B TaMOXeHHble opraHbl Poccuuckown
Penepaumnm npu BBO3e NeKapCTBeHHbIX cpeacTB B Poccunckyro ®epepaumio
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. [Ipu BBO3e jexkapcTBeHHbIX cpeAcTB B Poccuiickyro denepannio B TaMOXEHHbIE OpraHbl
Poccuiickoit @enepauyu Hapsaxy C JOKYMEHTAaMHU, IIPEACTABICHUE KOTOPBIX MPEAYCMOTPEHO
TaMOXXEHHBIM 3aKOHOAATEIbCTBOM TaMOXXEHHOro coro3a u (WIM) 3aKOoHOJATeNbCTBOM Poccuiickoit
Denepany 0 TAMOKEHHOM J€JI€, PEACTABIAIOTCS CIEAYIOIINE JOKYMEHTHI:

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

1) ceprudukar npoU3BOAMUTENS JEKAPCTBEHHOTO CPEICTBA, YIOCTOBEPSIOMIMNA COOTBETCTBHE
BBO3MMOI'O JIEKAPCTBEHHOI'O CpejcTBa TpeOoBaHUsAM (apmakomnmeHol craThu JHOO B ciydae ee
OTCYTCTBHSI HOPMAaTHUBHOM TOKyMEHTAIIUU MJIM HOPMAaTHBHOTO IOKYMEHTA,

2) paspelieHre YIOoJIHOMOYEHHOro (peepaJbHOr0 OpraHa HCIIOJHUTENBHOM BJIACTM Ha BBO3
KOHKPETHOW MNapTUM JIEKapCTBEHHOTO CpEACTBAa B CIydasx, YCTAaHOBJIEHHBIX 4acTbio 3 crtarbu 47
Hacrosmiero dexepanbHOro 3aKOHa.

2. JIOKyMEHTBI, yKa3aHHble B NyHKTax | W 2 uvacTu 1 Hacrosmiel craTeu, NPEACTABISAIOTCA B
TaMO>KeHHbIe opranbl Poccuiickoit @enepanuu npu npuObITUM JIEKAPCTBEHHBIX CpeACTB B Poccuiickyro
denepanuro.

(B pen. ®exnepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BBo3 nekapcTtBeHHbIX npenapatoB B Poccuuckyro ®Pepepauuio ans
JINYHOIO UCMOJSIb30BAHUSA U UHbIX HEKOMMEPUYECKUX Lerier, a Takke ANs UCNOoNb30BaHUA
Ha TeppuTOpUN MeXAYyHapoaAHOro MeAULIMHCKOro Knacrepa
(B pen. @enepanbHbix 3ak0HOB OT 06.12.2011 N 409-D3, ot 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIE TpemnapaThl MOTyT ObITh BBe3eHbl B Poccuiickyro ®enepauuto 6e3 yudera
TpeboBaHUH, TPETYCMOTPEHHBIX YacTsiMu | - 4 crateu 47, ctatbsamu 48 u 49 HacTosmero denepaabHOTO
3aKOHA, €CJIM OHU MpeIHa3HAUYEHbI IS
(B pen. ®exnepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) nMuYHOTO MCTHONB30BaHUS (PU3MUECKUMH THUIaMH, TpuOBBIIMMU B Poccuiickyro ®eneparuto.
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IIpu stom BBO3 B Poccuiickyto ®Denepanuro JIEKapCTBEHHBIX  IPENAPATOB,  COAEPIKAIIUX
CWIbHOACHUCTBYIOIIME U (WIM) SJOBUTHIE BEIIECTBA, BKIIOYEHHBbIE COOTBETCTBEHHO B CIIMCOK
CUJIBHOJICUCTBYIOLMX BEUIECTB JUIA LEJIEH YroJIOBHOTO 3aKOHojarenbeTBa Poccuiickoit denepauuu U B
CIMCOK SIIOBUTBIX BEIIECTB JJisi LieJIed YroJIOBHOIO 3akoHozjaTenbcTBa Poccuiickoin ®enepaunu,
yrBepxkaeHHble [IpaBurensctBoM Poccuiickoit denepanuu, OCyLIECTBIAETCS NIPU HAJIUYMU JTOKYMEHTOB
(3aBepeHHBIX KOMHUN JOKYMEHTOB WJIM 3aBEPEHHBIX BBIMHCOK W3 HHX), MMOATBEPIKAAIONIMX HAa3HAUCHUE
¢u3nvYeckoMy JIMIy YKa3aHHBIX JIEKAPCTBEHHBIX TMPEMapaTtoB (3a HCKIIOYEHHUEM JIEKapCTBEHHBIX
MpenaparoB, 3aperucTpupoBaHHblx B Poccuiickoit ®expepaiuu U OTIyckaeMbix B Poccuiickoit
Denepanuu 6€3 perernTa Ha JeKapcTBeHHBIN npenapar). [loarBepknatoniue JOKyMEHTHI (UX 3aBEpEHHBIC
KOIUU WJIM 3aBEPEHHBIC BBIMUCKHU U3 HUX) JIOJKHBI CO/IEPKATh CBEICHUS O HAUMEHOBAHUU U KOJIUYECTBE
Ha3HAYEHHOr'0 JIEKapCTBEHHOIO Ipemnapara. B ciydae, eciu NOATBEp)KIAOIIME JOKYMEHTHI (UX
3aBepEHHBbIC KOMHHM WJIM 3aBEPEHHBIC BBIMHCKU W3 HUX) COCTABJIICEHbI HA WHOCTPAHHOM SI3bIKE, K HHUM
IpUlaraeTcs HOTapualbHO 3aBEPEHHBIN NIEPEBO] HA PYCCKUM S3BIK;

(m. 1 B pea. @exnepanbHoro 3akona ot 02.06.2016 N 163-03)

2) WCTONB30BaHMS  PaOOTHUKAMH  JIUIJIOMATHYECKOTO KOpIyca WM  IPEACTaBUTEISIMU
MEKIYHAPOAHBIX OpraHu3alni, akKpeIuToBaHHbIX B Poccuiickon denepannu;

3) Je4eHHsT MACCAXHPOB M WICHOB SKHUIIAXEW TPAaHCHOPTHBIX CPEACTB, MOE3THBIX Opuraax u
BOJUTENEH TPAHCIOPTHBIX CPeICTB, NpuObIBIINX B Poccuiickyro denepanyio;
(B pen. denepanbuoro 3akoHa ot 06.12.2011 N 409-03)

4) neyeHus y4yaCTHHUKOB MEXAYHApPOJHBIX KYJIbTYPHBIX, CIIOPTUBHBIX MEPONPUATHIA U YyUaCTHHKOB
MEXIYHApOAHBIX SKCIEIULNI;

5) nedyeHHs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajax, IHMpKax, OKeaHapuymax,
nenb(pUHaApUAX, JIEYEHUS ITUKHUX >KUBOTHBIX, IMOCTOSIHHO WM BPEMEHHO HACENSIOIUX TEPPUTOPUIO
Poccuiickoit ®enepanuyu, HaXOMSIIMXCA B COCTOSHUM €CTECTBEHHOW CBOOOJBI M MpUHAUIEKAIIUX K
BUJaM, 3aHeceHHBIM B Kpachyro kuury Poccuiickoit ®@enepanuu 1 (WaM) KpacHble KHUTH CYOBEKTOB
Poccuiickoii denepanun, a TakKe >KUBOTHBIX, BBO3UMBIX B Pocculickyro denepauuro mis y4acTus B

CTIOPTUBHBIX ¥ 3PEITUIIHBIX MEPOTIPHSITHSIX;
(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-D3, ot 02.08.2019 N 297-D3)

6) HCIIOJIF30BAHMS HA TEPPUTOPHH MEKIYHAPOIHOTO MEAUIIMHCKOTO KIlacTepa.
(. 6 BBeneH DenepanbHbIM 3akoHOM 0T 29.06.2015 N 160-D3)

2. B ciyyasx, NpeayCMOTPEHHBIX YacThiO | HacToAIIEN cTaThH, TONyCcKaeTcs BBO3 B Pocculiickyro
denepanuio JIEKApCTBEHHBIX PENApaToB, HE 3apErUCTPUPOBaHHBIX B Poccuiickoit denepanui.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHbBIE TpenapaThl, peHa3HAYeHHbIE JJIs TYMaHUTapHOW OMOIIH (COJEHCTBUSA) MU
IIOMOIIM TIPU 4YPE3BBIYAMHBIX CHTyaluusx, BBO3sATcA B Poccuiickyto ®enepanuio B NOpSIKE,
ycraHoBieHHOM lIpaBurensctBom Poccuiickoit ®epepanuu. 3anpemaercss BBo3 B Poccuiickyro
Qdenepanvio  HE3aPETMCTPUPOBAHHBIX  JICKAPCTBEHHBIX  IPENaparoB,  NPEIHA3HAYEHHBIX IS
TYMaHUTapHON MOMOIIH (COAEMCTBHS) NN MIOMOILM IIPY YPE3BBIYAIHBIX CUTYALIMSIX.

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

Cratba 51. CotpyaHuyecTtBO dheaepanbHOro opraHa MWCNONHUTENbLHOW BRAacTM,
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YNOSIHOMOYEHHOrO B 06NacTU TaMOXEHHOro pgena, M ApPYrux YNONHOMOYEHHbIX
depepanbHbIX OpraHOB UCMOJIHUTENIbHOW BNacTu

1. VYnomHoMoueHHble (enepalbHble OpPraHbl HCIOJHUTEIBHOW BIACTH MPENOCTABISIOT B
pacriopsbkeHre (enepaJbHOro OpraHa HCHOJHHUTENbHOM BIACTH, YIOJHOMOUYEHHOTO B 00JacTu
TaMOXXEHHOT'O JleNla, TOCYAApCTBEHHBIH DPEECTp JEKApCTBEHHBIX CPEACTB, a Takxke HH(opManuio o
BBIAHHBIX pA3pElICHUs X Ha BBO3 KOHKPETHOW MapTHM JIEKAPCTBEHHBIX CpPEICTB B ClydYasx,
YCTaHOBJICHHBIX 4acThl0 3 craThu 47 HacTosero denaepanbHOro 3aK0Ha.

2. @enepanbHbIl OpraH HMCHOJHUTEIBHON BIIACTH, YIOJHOMOYEHHBIH B 0OJACTH TaMO>KEHHOTO
nena, ”HGOPMUPYET yKa3aHHBIE B YaCTH | HACTOAIIEH CTaTbU YIOJIHOMOYEHHBIE (peiepalibHbIe OpPraHsbl
HCIOJIHUTEIBHOM BJIACTH O BBO3€ JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyro Penepaunio W BBIBO3E
JeKapCTBeHHBIX cpeacTB u3 Poccuiickoit denepanuu no ¢Gopme U B MOPSAKE, KOTOPbIE yCTaHOBIICHBI
[IpaBurensctBoM Pocculickoit denepanun.

(B pen. @exnepanbHoro 3akona ot 06.12.2011 N 409-03)

Masa 10. PAPMALEBTUYECKAA OEATENNIbHOCTb
CraTtba 52. OcyuwecTBneHue ¢papmMaLeBTUYECKON AeATENbHOCTH

1. dapmaneBTHUecKas JAEATENBHOCTb OCYILECTBIIETCS OpraHMU3aLUsAMU ONTOBOM TOProBiIU
JIEKapCTBEHHBIMU  CpPEACTBAMM,  aNTEYHbIMU  OpPraHU3alUsIMH, BETEPUHAPHBIMU  ANTEUHBIMU
OpraHM3alysIMHM,  HWHIUBUAYAIbHBIMH  NPEANPUHUMATEISIMM,  HMMEIOIIUMMHU  JIMLEH3MIO  Ha
(apMaleBTUUECKYIO JAESITENbHOCTb, MEIUIIMHCKUMHU OpraHu3alisIMM, HUMEIOIMMHU JIMIEH3UI0 Ha
(bapMareBTUYECKYI0 JeSATEeIbHOCTb, MW HMX O00O0COOJIEHHBIMU THOJpa3fencHus MU  (aMOyIaTopusMuy,
denpamepckuM U QeNbIIIepCKO-aKyIIepCKUMH  MMYHKTaMU, ULEeHTpaMu (OTIeseHUusMU) oO1ie
BpaueOHOM (ceMeiHOI) MpakTHKH), PACIONOKEHHBIMH B CEIIbCKUX HACEIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allT€YHblE€ OpPraHM3alM, U BETEPUHAPHBIMM OPraHU3aLUsSMHU, UMEIOUIMMH JIMLIEH3UI0 Ha
(bapMareBTUYECKYIO JeSITeIbHOCTD.

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

2. ®usnueckue JHUIAa MOTYT OCYIIECTBIATH (DapMaIeBTUUYECKYIO NEATEIbHOCTh MPH HATUYUU
BBICIIETO WM CpeaHero (papMaieBTHYECKOTO 00pa3oBaHMs U cepTU(]UKaTa CIEIUaIncTa, BhICIIEr0 WIn
CpeIHET0 BETEPHUHAPHOTO O00pa30BaHMS M CepTU(UKATA CIEIUATNCTA, a TAK)KE BBICIIETO UM CPETHETrO
MEIUIIMHCKOTO 00pa3oBaHusl, cepTU(dUKATa CICNHATNCTA W JOMOJHUTEIBHOTO MPOohecCHOHATBHOTO
o0pa3oBaHMs B YaCTH PO3HUYHOW TOPTOBIH JICKAPCTBEHHBIMU IperapaTaMy MpU YCIOBHH UX PabOTHI B
000COOJIEHHBIX MMOAPA3ACICHUSIX METUIIMHCKUX OPTaHU3aIlii, YKa3aHHBIX B YaCTH | HACTOSIICH CTaThH.
(uactp 2 B pen. @enepanbHoro 3akoHa oT 27.07.2010 N 192-D3)

KoncynsrantlIntoc: nmpumevanue.

Cr. 52.1 Berynaer B cuity ¢ 29.11.2019. JlekapcTBeHHBIE npenapathl A1 MEAUIMHCKOTO TPUMEHEHU,
BBEJIEHHbIE B TrpakaaHckuii obopor a0 29.11.2019, mojyexaT XpaHEHHIO, MEPEBO3KE, OTIYCKY,
peanu3anuy, mnepenave, NPUMEHEHUIO 10 ucredeHusi cpoka ux rogHoct (D3 or 28.11.2018 N
449-D3).

Cratba 52.1. BBoa B rpaxaaHCKun oOOOpPOT neKapCTBEHHbIX npenapaTtoB Ans
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MeaAULUUHCKOIro npuMmeHeHusA
(BBenena denepanbHbIM 3aK0HOM OT 28.11.2018 N 449-D3)

1. ITepen BBOJIOM B IpakIaHCKUH 000POT KaKJIOH CEPUHU WIIM KaXKJOW MapTHU MPOU3BEICHHOTO B
Poccuiickoil @enepannn JIEKapCTBEHHOIO IIpenapara i MEAULMHCKOTO ITPUMEHEHNS, 32 UCKIIFOYEHUEM
MMMYHOOHMOJIOTUYECKMX JIGKAPCTBEHHBIX IpENapaToB, MPOU3BOJUTENh TaKOrO JIEKAPCTBEHHOTO
mpermapara MnpeacTaBisieT B (eiepaibHbIN OpraH UCIOTHUTEIBHOW BIACTH, OCYIIECTBISIONUN ()YHKIHH
[0 KOHTPOJIIO U HaA30py B cdepe 3IpaBOOXpaHEHUS, AOKYMEHT MPOU3BOJIUTEINA JIEKAPCTBEHHOTO
CpelcTBa,  MOATBEPKAAIOMIMI  KAayecTBO  JIGKAPCTBEHHOTO  Npemapara, W HOATBEPXKICHUE
YIOJIHOMOYEHHOTO JIMLA IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB COOTBETCTBUS JIEKAPCTBEHHOIO
npenapara TpeOoBaHUsIM, YCTAHOBIICHHBIM TP €0 TOCYIapCTBEHHOU PETHCTPALIUH.

2. Ilepen BBOJOM B TIpa)KAAHCKUN OOOpPOT KaXJOH CepUM MM KaXIOW NapTUU BBO3MMOIO B
Poccuiickyro ®@enepanuio JIEKapCTBEHHOTO Ipenapara Uil MEIHWLIMHCKOTO IIPUMEHEHHMs, 34
UCKJIIOYEHUEM HMMYHOOHOJOIMUECKUX JIEKAPCTBEHHBIX IPENapaToB, OPraHU3alUsl, OCYILECTBIISIOIIAS
BBO3 JIEKapCTBEHHOIo Ipernapata B Poccuiickyro ®exnepanuio, npeicrasiseT B (efepaibHbIi oprat
UCTIOJHUTEJIBHOM  BJIACTH, OCYLIECTBISIOMMKA (YHKIMM IO KOHTPOJIO M Haa3opy B cdepe
3paBOOXPAHEHMs, CEPTHU(PHUKAT IPOU3BOAUTENS JIEKAPCTBEHHOI'O  CPEACTBA,  YAOCTOBEPSIOILUI
COOTBETCTBHE BBO3UMOI'O JIEKAPCTBEHHOTO MpenapaTta TpeOoBaHUsIM (GapMakoneiHON CTaTby, a B cliyyae
OTCYTCTBHS (hapMaKONEWHOW CTaThbW TPEOOBAHMSAM HOPMATHUBHOW TOKYMEHTAIlMH, W IOJATBEPKICHUE
IIPECTAaBUTENST OpraHU3alyy, OCYLIECTBIIOIIEH BBO3 JIEKapCTBEHHOro Ipenapara B Pocculickyro
@enepanvi0 W YNOJHOMOYEHHOM HMHOCTPAHHBIM  INPOM3BOJIUTEIEM  JIEKAPCTBEHHBIX  CPEICTB,
COOTBETCTBUSI BBO3MMOIO JIEKAPCTBEHHOI'O Ipenapara TpeOOBaHMSAM, YCTaHOBJIEHHBIM IIPU €ro
roCyAapCTBEHHOMN pPEruCTPALNH.

3. Tlopsaok TpeacTaBieHUs B COOTBETCTBUU C YacTsAMU | M 2 HACTOAIIEH CTaThU JOKYMEHTOB U
CBEJIEHMH O JIEKApCTBEHHBIX TIpernaparax, BBOJAMMBIX B TPaXIAHCKUNU 0OOPOT, YCTaHABIMBAETCS
[IpaBurenscTBOoM Poccuiickon denepanuu.

4. B OTHOUIEHMM MEpPBbIX TPEX CEpUN WIM MapTHH JIEKApCTBEHHOrO Ipernapara, BIIEPBBIE
npousBeneHHOro B Poccuiickoii denepauuu Wi BIEpBble BBO3UMOro B Poccuiickyro Penepanuto, B
(benepanbHbI OpraH MCIOJHUTEIBHON BIIACTH, OCYLIECTBISIIOIIMMA (PYHKIIMK IO KOHTPOJIIO M HAaJa30py B
cdepe 31paBOOXpaHEHUS, JOMOTHUTEIBHO MPEACTABISETCS MPOTOKOJ UCIIBITAHUH O COOTBETCTBUH CEPUU
WY TapTUM JIEKAPCTBEHHOrO Ipernapara s MEIHWIMHCKOTO IPUMEHEHMS II0Ka3aTelsiM KadecTsa,
MPEeJyCMOTPEHHBIM HOPMAaTHBHOM JOKyMEHTalue (jajgee - MPOTOKON MCIBITaHUM), MPOBOAMMBIX
AKKPEIUTOBAHHBIMU B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit deneparuu 00 akKpeaUTaINK B
HAIlMOHAJILHOW  CHCTEMe  aKKpeAuTaluuu  (efepaJbHbIMH  TOCYJAapCTBEHHBIMH  OIO/KETHBIMHU
YUpEXKJIEHUSMH,  IOJBEJOMCTBEHHBIMH  (efepalbHOMy  OpPraHy  HCIOJHHUTENbHOM  BIIacTH,
OCYLIECTBISIONIEMY (YHKIMHM TO BbIpabOTKE M peaju3allMd TOCYAApCTBEHHOM MOJUTHKU H
HOPMAaTUBHO-TIPAaBOBOMY pETyJIHUpOBaHHIO B cdepe 3apaBooXpaHeHHs, U (deaepaibHOMy OpraHy
UCTIOJHUTEIBHOM BJIACTH, OCYHIECTBISIOIEMY (YHKIMM 10 KOHTPOJIO U Haa30py B cdepe
3npaBooxpaHeHus. [lopsiiok BelgauM yka3zaHHBIMU (efepalbHbIMU TOCYAApCTBEHHBIMH OIOKETHBIMU
YUPEXKACHUAMHU JaHHOI'O IIPOTOKOJIA U pa3Mep IUIATHI 3a €0 BblAady ycTaHaBIuBaroTcs IIpaBurenscTBoM
Poccuiickoit @enepanuu.

5. Exeromno He mo3aHee 1 ¢eBpans MpoU3BOIUTENN JIEKAPCTBEHHBIX CPEICTB WM OpPTaHU3AIHH,
OCYILIECTBISIONINE BBO3 JIEKAPCTBEHHBIX IpernapaToB B Poccuiickyro ®dexpepaiuio, NMpeAcTaBisioT B

www.consultant.ru Crpannna 109 u3z 137
HaJeKHasl IpaBoBasi MOAAEPIKKa


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

®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pen. ot 27.12.2019)
"O6 obparieHnH JIeKapCTBEHHBIX CpecTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 21.02.2020

(benepanbHBI OpraH UCIOJHUTEIBHON BIACTH, OCYHISCTBISIOMNNA (YHKIIMUA IO KOHTPOJIIO U HA/I30pYy B
cdepe 31paBOOXpAHEHUS], IPOTOKOJI UCIIBITAHUI MOCTYIUBIIETO B TEYEHUE IOJla B IPAXKAAHCKUN 000pOT
JEKapCTBEHHOIO IIpernapara KOHKPETHOIO IPOM3BOAUTENS (HAa OJHY CEpPHI0 KaXJIOro TOProBOro
HalMEHOBAHUS C Y4ETOM JIEKapCTBEHHON (OpMBI U JO3MPOBKH), MPOBOJUMBIX AKKPEIUTOBAHHBIMHU B
COOTBETCTBUHM C 3aKOHOIATeNbCTBOM Poccuiickoit ®Dexepannu 00 aKKpeAWTAMM B HALMOHAIBHOM
CHCTEME aKKPEIUTALUU UCIBITaTeIbHBIMU JIA00PATOPUAMHU (LIEHTPAMU).

6. IlpouwsBomuTenu JIEKapCTBEHHBIX CPEJACTB WM OpPraHU3AlMH, OCYIIECTBIISIONIME BBO3
JIEKapCTBEHHBIX TIpemnapartoB B Poccuiickyro deneparuio, He MEHEE YeM 3a OJIMH TOJ JI0 TUIAaHUPYEMBbIX
MIPUOCTAHOBJICHUS] WJIM TPEKPAIIEHUs TMPOU3BOJICTBA JIEKAPCTBEHHBIX IpPENaparoB WJIM HUX BBO3a B
Poccuiickyro @enepaiuio yBeIOMISIOT 00 3ToM QeaepanbHbli OpraH HWCHOJHUTEIBHONW BIIACTH,
OCYIIECTBISIONUH (DYHKIIUU 10 KOHTPOJIIO ¥ HAA30pY B cdepe 3apaBooxpaHeHHs U (heaepaabHbId Opran
UCIIOJIHUTENBHOM  BIACTH, OCYIIECTBIAIOIIUNA (QYHKIMM 1O JHUICH3UPOBAHUIO IMPOU3BOJCTBA
JIEKApCTBEHHBIX CPEJICTB.

7. BBoA B TpakIaHCKUN OOOpPOT KAXKIOW CEpUM WM Ka)XAO0H MapTHH UMMYHOOHOJIOTHYECKOIo
JIEKapCTBEHHOT O Mpenapara, npous3BeieHHoro B Poccuiickoit denepaunn niv BBO3UMOro B Poccuiickyro
@denepannio, OCYIIECTBISETCS HAa OCHOBAaHUHM pa3pellieHus, BBLAAHHOTO (enepalbHbIM OpPraHOM
WCTIOJHUTEIBHOM  BJIACTH, OCYHIECTBISIOMMM (YHKIMHM TI0O KOHTPOJII H Haa3opy B cdepe
3IpaBOOXpAaHEHUS, HAa OCHOBAaHUM BBIIAHHOTO (eAepalbHBIMU TOCYAapCTBEHHBIMU OIOKETHBIMU
YUPEXKJIECHUSAMHU, YKa3aHHbIMU B 4acTu 4 HACTOAILIEH CTAaTbU, 3aKIIOYEHHUS O COOTBETCTBUM CEPUM WIIU
MapTUl UMMYHOOHOJIOTUYECKOTO JICKAPCTBEHHOTO Mpernapara TpeOOBaHUSM, YCTaHOBJICHHBIM IIPHU €ro
rocyapcTBeHHOU peructpauuu. [Topsaok Bblnauu pasperieHysi Ha BBOJ B I'Pa)JIaHCKHM 000poT cepuu
WIN NApTUU UIMMYHOOHOJIOTHYECKOTO JIEKAaPCTBEHHOIO Ipernapara, a Takke MOpsI0K BblJIaul yKa3aHHOTO
3aKJIIOYEHUs W pa3Mep IUlaTel 3a €ro Bbyaady YycraHaBimBaroTcs IIpaBurenscTtBoM Poccuiickoi
denepanuu.

8. 3a HempeICTaBIEHHE WIM HECBOEBPEMEHHOE IIPEJCTAaBICHUE JOKYMEHTOB M CBEACHHUH,
IPEeIyCMOTPEHHBIX YacTsaMu 1, 2, 4, 5 u 6 HacTosIel cTaThy, IPOU3BOANUTEINN JIEKAPCTBEHHBIX CPEACTB U
OpraHu3alyM, OCYHNIECTBISIOIINE BBO3 JIEKAPCTBEHHBIX IpenapaToB B Pocculickyro ®denepanuio, HECYT
OTBETCTBEHHOCTb B COOTBETCTBUH C 3aKOHOJATENbCTBOM Poccuiickoi denepanyu.

Koncynsrantlntoc: npumedanue.
C 01.03.2020 B 4. 9 cr. 52.1 BHOCaTCs u3mMeHeHust (O3 ot 27.12.2019 N 475-D3). Cm. Oyayuryro
penaKIuIo.

9. IlpencraBneHne JTOKYMEHTOB M CBEIEHUH, MpPeayCMOTpeHHBIX dacTsMu 1, 2 u 4 HacTosuen
CTaTbM, M TMOJY4YEHHE MPETyCMOTPEHHOTO YaCThi0 7 HACTOSILENH CTaTbU pa3peuieHus] Ha BBOJ
MMMYHOOHOJIOTHYECKOTO JICKApCTBEHHOTO IMIpenapata B TpakIaHCKUA 000poT He TpeOyloTcs B
OTHOIICHWU JIEKAPCTBEHHBIX TIpEnaparoB, MpEeAHA3HAUYEHHBIX I TMPOBEACHUS  KIMHUYECKHX
HCCIIEIOBAaHUM JIEKapCTBEHHBIX IPENApaTOB, MPOBEIEHUS 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB IS
OCYILIECTBJIEHUS! TOCYAapCTBEHHOW pPErvCTpalliy JEKapCTBEHHBIX NPENapaTroB, a TaKKe B OTHOLIEHUH
HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENAapaToB, MPEAHA3HAYECHHBIX U1 OKa3aHUs METUIMHCKOU
MTOMOIIH T10 ’KU3HEHHBIM MOKa3aHUsM KOHKPETHOTrO MalueHTa, BBO3UMbIX B Poccuiickyio ®dexnepanuio B
COOTBETCTBHHM C 4acTbio 3 cTaThu 47 HacTosimero PenepajbHOrO 3aKOHa.

10. Tlpu BBIABICHHH B TPaKIAHCKOM O0OpPOTE CEpPUH WM TApPTHH JIEKAPCTBEHHOTO Ipernapara,
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JOKYMEHTBl M CBEICHHUSA O KOTOPBIX, NMPEAYCMOTpeHHbIE YacTsMu 1, 2 u 4 Hacrosmieil craTbu, HE
IpeJCTaBlIeHbl B (hefepasbHblii OpraH MCIOJHUTEIbHOM BIIACTH, OCYLIECTBISIOIIMNA (YHKUUU 110
KOHTPOJII0O U Haa30py B cepe 3ApaBOOXpaHEHHUs, MO0 CEpUM WIM MapTHM UMMYHOOHOJIOTHYECKOTrO
JIEKapCTBEHHOI'0 IpenapaTa, HE MMEIOLUX pa3pelleHuss Ha BBOJ B TIpakXIaHCKUH 000poT,
MPEIYCMOTPEHHOTO 4YacThlO0 7 HACTOSIIEH CTaTbd, (eepasbHbId OpraH HCIOJHUTEIBLHONH BIACTH,
OCYLIECTBISAIONIMNA (DYHKIIMM 1O KOHTPOJIO M Haa30py B cdepe 3paBOOXpaHEHHs, B IOPAIKE,
ycraHoBileHHOM IIpaButensctBom Poccuiickonn ®enepanuu, IPUHUMAET pEUICHUE O IPEKPALLECHUN
IpaXJaHCKOro 000pOTa TaKWX CEpUM WM NapTHM 0 IMPEACTaBIECHUS YKa3aHHbIX JOKYMEHTOB U
CBEJCHUH 100 MOTy4eHHs YKa3aHHOTO pa3peIleHHs.

Cratbsa 53. Npoaaxa, nepeaaya NekapcTBeHHbIX CPeACTB OpraHU3auMaMu onToBOM
TOProBINy NeKapcTBeHHbIMU cpeaAcTBaMu

Koncynprantlntoc: npumedanue.
C 29.12.2020 B a63. 1 4. 1 ct. 53 BHOCcsATCS m3MeHeHus (D3 ot 27.12.2019 N 481-D3).

1. Opranu3zanuu ONTOBOW TOPIOBJIM JIEKAPCTBEHHBIMU CPEJCTBAMH MOT'YT OCYLLECTBIISTH MPOJIAXKY
JICKapCTBEHHBIX CPEACTB WM IepeJaBaTb UX B YCTAHOBJIEHHOM 3aKOHOJATENbLCTBOM Poccuiickoit
denepanuu NopsaKe:

1) ApyrumM opraHu3aiusiM ONTOBOM TOPTOBJIN JICKAPCTBEHHBIMU CPEICTBAMU;

2) NPOU3BOIUTENSM JICKAPCTBEHHBIX CPEJCTB IS 1IeJIel MTPOU3BOICTBA JICKAPCTBEHHBIX CPEJICTB;
3) anTeyHBIM OpraHU3aIUsAM U BETEPUHAPHBIM allT€YHBIM OPTaHU3aAIUSIM;

4) HayYHO-UCCIIEIOBATEIHLCKUM OPTaHU3AIUSAM JJIsl HAyYHO-HCCIIEI0BATEIhCKONU PaObOTHI;

5) WHAWBUAYAJIBHBIM MPCANPUHUMATCIIAM, HUMCHOIIUM JIMIOCH3WIO HaA Q)apMaI_IeBTI/I‘-IeCKYIO
ACATCIIBHOCTD WJIN JIMICH3HUIO HA MEIUINHCKYIO ACATCIIbHOCTD,

6) METUIIMHCKUM OpraHMU3alUsAM, B TOM YUCIIE CO3/IaHHBIM U 3apPETrMCTPUPOBAHHBIM B COOTBETCTBUHU
C 3aKOHOAATENBCTBOM MHOCTPAHHOIO rocyaapcrsa - uwieHa OpraHusaluy 3KOHOMHUYECKOTO
COTPYAHMYECTBA W  Pa3BUTUA  MHOCTPAHHBIM  IOPUJMYECKUM  JIMIAM,  WHAMBHUIYAIbHBIM
MpeANPUHUMATENISM, SBIISIOIIMMCS YIaCTHUKAMHU MPOEKTa B COOTBETCTBUM ¢ DenepalibHbIM 3akoHOM "O
MEXIYHapOJAHOM MEIUIIMHCKOM KJIACTEPE U BHECEHUM M3MEHEHUN B OTIENIBbHBIE 3aKOHOAATEIbHBIE AKTHI
Poccniickoit ®denepanun', 1 BETEpUHAPHBIM OPraHU3ALMIM;
(B pen. denepanbHoro 3akoHa ot 26.07.2019 N 240-03)

7) opraHuzalusM W UHAUBUAYAIBHBIM MPEANPUHUMATENSAM, OCYLIECTBISIIOMIUM pa3BeACHUE,
BBIpAIllUBaHUE U COJEP)KaHHE >KUBOTHBIX (32 MCKIIOYEHHEM TMPOJaKd UM (apMaleBTUYECKUX
CyOCTaHIIMI UM UX Tepeaayn).

(m. 7 B pen. @enepanbpHoro 3akona ot 02.08.2019 N 297-D3)

KoncynbrantlIntoc: npumeyanue.
C 29.12.2020 4. 2 ct. 53 uznaraercs B HoBoH penakuuu (P3 ot 27.12.2019 N 481-D3).
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2. OpraHu3anuy ONTOBOM TOPTOBIIH JIEKAPCTBEHHBIMHU CPEACTBAMH 00sI3aHBI XPAaHUTh 3aKYIUICHHYIO
(bapMaleBTUYECKYI0 CYOCTaHLMIO CIUpPTA 3TUIOBOrO (3TAHOJIA), OCYIIECTBISATH €€ peaTu3alMio MU
repefady B YCTAaHOBJIIEHHOM 3akoHoAarenbcTBOM Poccuiickoit denepanuu NopsIKe OpraHU3aLUsM,
yKa3aHHbBIM B ITyHKTax | - 7 yactu 1 Hacrosiel craThy, B Tape 00beMoM He Oosiee 1 muTpa.

(dactp 2 BBeneHa denepaibHbIM 3aK0HOM OT 29.07.2017 N 278-D3)

Cratbs 54. lpaBuna onToBOM TOProBJU JIeKAPCTBEHHbLIMU cpeaAcTBaMu

OnToBasi  TOProBiIsl  JIGKAPCTBEHHBIMU ~ CPEICTBAMU  OCYIIECTBIISICTCS  MPOU3BOIUTEIISIMH
JICKQPCTBEHHBIX CPEACTB W OpPraHM3alUsSMU ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMU CPEICTBAMH 1O
MpaBWJIaM HAJUJICKAIICH TUCTPUOBIOTOPCKON MPAKTUKU M TIPABHIIAM HAJ[IC)KAIICH TPAKTHKU XPAHECHUS H
MEPEeBO3KU JIGKAPCTBEHHBIX IPEMApaToB, YTBEPXKICHHBIM COOTBETCTBYIOIIMMHU YIOJIHOMOYECHHBIMHU
(benepanbHBIMU OPraHAMHU UCTIOJTHUTEIIEHOHN BJIACTH.

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

CraTtba 55. MNopsanok pO3HMYHOM TOProBIY NeKapCTBEHHbIMM NpenapaTtaMmu

1. Po3Hu4Has TOProBisl JIEKAPCTBEHHBIMU IIperaparaMd B KOJIWYECTBAX, HEOOXOAMMBIX IJis
BBITTOJIHEHUST BpaueOHbIX ((enpaAmepcKknx) Ha3HAYCHWH WM HA3HAYEHUH CHEIHAINCTOB B OOJACTH
BETEPUHAPUU,  OCYILECTBISETCS  ANTEUHbIMH  OpPraHMU3AlMsIMH, BETEPUHAPHBIMU  ANTEUHBIMH
OpraHu3alusIMH, WHAUBUYAJIbHBIMU npeapuHUMAaTENsIMH, UMEIOUIMMH  JIMLEH3UI0  Ha
(bapmalleBTUUECKYIO AESITeNbHOCTh, MEIUIIMHCKUMH OpTaHU3alUSIMU, HUMEIONIMMH JIMIEH3UI0 Ha
(apMalleBTUUECKYIO JESITeNbHOCTb, W HUX O000COOJEHHBIMU MOApa3feneHussMu (amMOylaTopusMu,
¢denpamiepckuMu M QeIbALIepCKO-aKyIIEpCKUMU  IYHKTaMH, LEHTpaMHu (OTIAEeNEeHUsIMH) oOIei
BpayeOHON (CEeMEIHOM) MpPaKTUKU), PACMOJIOKEHHBIMH B CEJIbCKUX HACENIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allT€4YHbIE OpPraHM3alMM, U BETEPUHAPHBIMM OPraHU3alUsAMU, UMEIOUIMMH JIMLIEH3UI0 Ha
(bapmalleBTUUECKYIO JI€ITEIbHOCTh. Pa3pelieHa po3HWYHasE TOPIroOBIS TOJBKO JIEKAPCTBEHHBIMU
IpenapaTamy, 3aperucTpupoBaHHbIMM B Poccuiickoii @enepanuu WM W3TOTOBICHHBIMU ANTEUYHBIMU
OpraHu3alusIMH, BETEPUHAPHBIMU anTeYHbIMU OpraHU3alHsIMHU, WHIUBUTyIbHBIMH
NpEeINpUHUMATEISIMYA, HUMEIOIUMH JIMIEH3HI0 Ha (apMaleBTHYECKYIO JesTelbHOCTb. Po3HMYHas
TOProBJI JIEKAPCTBEHHBIMU IpernapaTaMH OCYIIECTBISETCS IO MpaBuUjaM HaAJexalleil anTedyHoi
MIPAKTUKH, YTBEPKJAECHHBIM YITOJTHOMOUYEHHBIM (e/iepaaIbHbIM OPraHOM HCIIOJHUTENBHON BIIACTH.

(B pen. @enepanbHbix 3akoHOB OT 25.11.2013 N 317-03, ot 22.12.2014 N 429-D3)

2. Buapl anTeuHbIX OpraHu3alliid M IpaBWiIa OTIyCKa JIEKAPCTBEHHBIX IIPENnapaToB AJis
MEIUIIMHCKOTO MPUMEHEHUS aNTeYHbIMH OpraHu3alUsMU, WHIUBUAYATbHBIMU MPEANPUHUMATEISIMH,
MMEIOIIMMHU JIMIEH3HIO Ha (apMalleBTUYECKYIO AESITEIbHOCTb, @ TAKXKE MPaBHJIA OTIIYCKA JIEKAPCTBEHHBIX
MpernapaToB Uil MEAMIIMHCKOTO MPUMEHEHHUS MEAMIIMHCKUMH OpraHU3alUsMHU, UMEIOIUMHU JIMLIEH3UIO
Ha (apMaleBTUYECKYIO AEATENbHOCTh, U HMX 00O0COOJIEHHBIMU NOJpa3feneHus MU (amMOyIaTopusMu,
denpamepckuM U QeNbIIIepCKO-aKyIIEpCKUMH  MYHKTaMH, LeHTpaMu (OTIeNIeHUusMHU) oOmien
BpaueOHOM (ceMeiHO) MpakTHKH), PacloNOKEHHBIMH B CEJIbCKUX HACEIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTEUHblE€ OpTraHU3al[UM, YTBEPXKAAIOTCS YIOJIHOMOYEHHBIM (henepaJbHbIM OpraHoM
WCIIOJIHUTEJILHOH BJIACTH.

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. IlpaBuiia OoTIycKa HapKOTUYECKUX CPEACTB U MCUXOTPOIHBIX BEIIECTB, 3aPETMCTPUPOBAHHBIX B
KauecTBE JIEKAPCTBEHHBIX IPEMapaToB, JEKApPCTBEHHBIX IMPENapaToB, COAEPXKALIUX HAPKOTHUECKUE
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CpeICTBAa W TICUXOTPOIHBIC BEUIECTBA, YTBEPXKIAIOTCS YIOJTHOMOYECHHBIM (eAepaibHBIM OpPraHOM
WCTIOJTHUTEJIGHOM BIIACTH IO COTJIACOBAaHHMIO C (elepansbHBIM OpraHOM HCIIOJHUTEIBHOW BIIACTH,
YIIOJTHOMOYEHHBIM B cpepe BHYTPECHHUX JIEII.

(B pen. @enepanbHoro 3akoHa ot 03.07.2016 N 305-D3)

4. JlexapcTBeHHbIE IIpenapaTbl JJii BETEPUHAPHOIO IPUMEHEHUS IOJUIEKaT  OTIIYCKY
BETEPHHAPHBIMU aNTEYHBIMU OPraHM3alMsIMU, BETCPHHAPHBIMU OPraHU3alMsIMU, WHAWBUIYaTbHBIMU
npeaAupuHuMarTesiMiM, HWMCIOIIMMHU  JIMICH3UIO Ha q)apMaLICBTI/I‘IGCKYIO ACATCIIbHOCTBD. OTHYCK
JIEKapCTBEHHBIX IIPENapaToB Uil BETEPUHAPHOTO TNPHMEHEHHUS OCYIIECTBISETCS B COOTBETCTBUH C
ImpaBUJIaMH Hannexcameﬁ anTeyHoM MPAKTUKU JICKAPCTBCHHBIX IMPLCIapaToB [JIsI BCTCPHUHAPHOI'O
NPUMEHEHHSI, YTBEP)KICHHBIMH YIIOTHOMOYEHHBIM (peJiepaibHBIM OPTaHOM MCIOJTHUTEIHHOM BIACTH.

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

5. TlepeyeHb MEOUIIMHCKUX OpraHU3allMi, MMEIONIMX JIMICH3UI0 Ha (apMaleBTHYECKYIO
HeSITeNbHOCTh, W WX  000COONIEHHBIX  mojapasaeneHuid  (amOynmatopuid,  (QenpaImIepcKux U
(benpamepcKo-aKyIepcKux MyHKTOB, LIEHTPOB (OTAeNeHH) obmel BpaueOHOI (ceMelHOM) MpaKTUKH),
PAacIIONIOKEHHBIX B CEIIbCKUX HACEIEHHBIX MTyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEYHBIC OPraHU3aLNH, a
TaKXKe TIepeueHb JIGKAPCTBCHHBIX MPENapaToB (32 HCKIOYCHUEM HAPKOTHYECKHX JICKApCTBEHHBIX
MPErapaToB M MCUXOTPOITHBIX JEKAPCTBEHHBIX MPEMapaToB), MPOJaka KOTOPBIX MOXKET OCYIIECTBIISATHCS
yKa3aHHBIMH OPTaHU3alMsIMH M UX 00O0COOJICHHBIMHU IOJIPA3/ICIICHUSMH, YCTAaHABIUBAIOTCS OpPraHaMu
HCIIOJIHUTENIbHOM BiiacTu cyobekToB Poccuiickoit denepanun.

(B pen. @exnepanbHoro 3akona ot 25.11.2013 N 317-03)

6. AnrteuyHble OpraHu3allid, WHAUBUAYAJIbHbIE MpPEANPUHUMATENN, HMEIOIIME JIMLEH3UI0 Ha
(bapMareBTUYECKYI0  JeSTEeIbHOCTh, 00s3aHbl  OOecleunBaTh  yTBepKACHHBIH [IpaBUTEnbCTBOM
Poccuiickoit denepannu u GopMHUpyeMbIil B yCTAHOBICHHOM UM HOPSAJIKE MUHUMAJIbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOIUMBIX Ul OKa3aHUS MEIULUHCKON TTOMOIITH.

(dactb 6 B pen. DeaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnrteuyHsle OpraHu3allid, WHIUBUAYAJIbHBIE MpPEANPUHUMATENN, HMEIOIUE JMIECH3UI0 Ha
@apMaHGBTI/ILIeCKYIO ACATCIBHOCTh, HapAAy C JICKAPCTBCHHBIMU IIperapataMd HUMCIKOT IIpaBO
npuoOpeTaTh U MPoAaBaTh MEAULIMHCKUE U3AEIH, Ne3UHPHUIHPYIOIINE CPEICTBA, IPEAMETHI U CPeJICTBA
JIMIHON TMTUCHBI, TOCYAYy I MCOAUIUHCKUX ueneﬁ, npeaMeTel U CPpCACTBA, NMPCAHA3HAUCHHBIC JIA
yxoJa 3a 00JIbHBIMU, HOBOPOKAECHHBIMU U JI€THMH, HE IOCTUTTLIUMH BO3pacTa TpeX JeT, OYKOBYIO ONTUKY
U CpeACTBa yxo/a 3a HEW, MHHEpalbHbIE BOJbI, NMPOIYKTHl JIEYEOHOIO, NETCKOTO U JUETUYECKOTO
MUTaHUs, OMOJOTMUYECKH aKTUBHBIE 100aBKU, MapproMepHble 1 KOCMETUYECKHE CPEICTBA, MEAUIIMHCKUE
U CAaHHUTApPHO-IIPOCBCTUTCIIBHBIC IMMCYATHBIC HU3JaHHA, MPECAHAZHAYCHHBIC [JIA IIpomaraHiibl 3J0pOBOTO
o0pasa KU3HH.

(B pen. ®enepanbHbIx 3aK0HOB 0T 27.07.2010 N 192-®3, o1 25.11.2013 N 317-D3)

8. JlearenpHOCTh anTe4HbIX opranu3auuii Boopyxennsix Cun Poccuiickoit @enepanuu, Ipyrux
BOMCK, BOMHCKUX (DOPMHUPOBAHMI M OPraHOB, B KOTOPBIX 3aKOHOJaTenbcTBOM Poccuiickoit denepannu
NPEJYCMOTPEHO TPOXOXKAECHUE BOEHHOM CIYKObI MM (QenepaibHOll TocylapCTBEHHOW —CIIyKOBbI,
CBA3AHHOM C MNPAaBOOXPAHUTEIBHOM JIE€ATEIBHOCTBIO, PETJaMEHTUpYyeTCs HacTosmuMm DeneparbHbIM
3aKOHOM U YTBEPXKJAEHHBIMU COOTBETCTBYIOLUIMMH (peepanbHbIMU OpraHaMH HCIIOJHUTEIHHON BIIACTH
nosioxkeHussMHU. KoHTposib 3a coOio/ieHueM yKa3aHHBIMM anTEeYHBIMA OPraHU3alUsSMU TOJOKEHUH
Hacrosiero PenepaabHOr0 3aKOHA OCYLIECTBISETCS COOTBETCTBYIONIMMHU (peepalbHBIMU OpraHaMu
WCIIOJIHUTEIIBHOH BJIACTH.
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(B pen. @exnepanbHoro 3akoHa ot 13.07.2015 N 262-03)
CraTtba 56. U3aroToBneHne 1 oTNYCK NeKapCTBEHHbIX NpenapaToB

1. W3rortoBneHue JE€KapCTBEHHBIX IMPENApaToB AaNTEUHbIMM OPraHU3aLUSIMH, BETEPUHAPHBIMU
anTeYHbIMU OPraHM3alUsAIMH, WHIUBUIYAIbHBIMU IPEANPUHUMATEIAMU, HMEIOLIMMU JIUUEH3UI0 Ha
(bapMareBTHYECKYIO0 JeSITeIbHOCTD, OCYIIECTBIICTCS MO pelenTaM Ha JICKapCTBEHHBIE Mpernaparsl, 1o
TpeOOBAHUAM MEAMLMHCKUX OpPraHU3allii, BETEPUHAPHBIX OpraHU3aluil B COOTBETCTBUU C IPaBUIAMU
U3TOTOBJICHUS M OTIIyCKA JIEKAPCTBEHHBIX IIPENapaToB, YTBEPKICHHBIMU  YIIOJHOMOYECHHBIM
(benepanbHbIM OPraHOM HCIIOJIHUTEIBHON BIIACTH.

2. HpI/I H3TOTOBJICHUHN JICKAPCTBCHHLIX MPCIApaTOB allTCYHBIMH OpraHu3alusIMH, BETCPHUHAPHBIMU
anTEeYHbIMM OPraHU3ALUAMM, HHIMBUAYAJIbHBIMUA MPEANPUHUMATENIMH, HMEIOIIMMH JIMIIEH3UI0 Ha
(dapMaIleBTHUECKYIO JCATCIBHOCTh, HCIIOJIB3YIOTCS (papMareBTUYECKHEe CYOCTAaHIIMM, BKIIFOUCHHBIC
COOTBETCTBEHHO B TOCYAAPCTBEHHBINH PEECTp JEKAPCTBEHHBIX CPEIACTB JUIsI MEAUIIMHCKOTO IPUMEHEHUS U
FOCYZ[apCTBeHHBIfI peecCTp JICKAPCTBCHHBIX CPCACTB JJIsI BETCPUHAPHOIO NMPUMEHCHUSA B YCTAHOBJICHHOM
nopsiake. He nomyckaercss M3roTOBJICHHE alTEYHbIMH OpPIraHU3AlUSIMH, BETEPUHAPHBIMU alTEUHBIMU
opranu3anusimu, HHIWBUAYAJIbHBIMHA npeaAnpruHUMaTCIIsIMU, UMCIOIIIUMHU JIUICH3UIO Ha
(bapMareBTUYECKYIO JESATEIbHOCTh, JIEKAPCTBEHHBIX IPENnapaToB, 3aperuCTpUpPOBaHHBIX B Poccuiickoit
denepanuu.

3. MapKI/IpOBKa JICKAPCTBCHHLIX IIPCIIApaTOB, H3rOTOBJICHHBLIX AaIllITCUHBIMU OpPraHu3alusaAMU,
BC€TCPUHAPHBIMH allTCYHBIMW OpraHu3alluiaMH, WHAUBUAYAJIbHBIMUA MNPECANTPHUHUMATCIIIMU, UMCIOIIUMU
JJUIICH3HUIO Ha (bapMaI_[eBTI/ILIeCKYIO ACATCIIBHOCTb, H Oq)OpMJ'IeHI/Ie TaKUX IIpernapaToB HOJI?KHbBI
COOTBCTCTBOBATH ITpaBUJIaM, YKa3aHHBIM B YaCTHU 1 HaCTOSIHIeﬁ CTaTbH.

4. AnTeyHble OpraHM3alli{, BETCPUHAPHBIE alTE4YHbIE OPraHU3alMM, HWHAWBHUYAIbHBIC
npeaApUHUMATEIN, UMCIOIHUEC JIMICH3UIO HA Q)apMaHeBTI/I‘-ICCKYI-O ACATCIIBHOCTE, HECYT OTBETCTBCHHOCTD
32 HEecOOJIOZIeHHEe MpaBWJI M3TOTOBJIEHUS M OTIyCKa JIEKApCTBEHHBIX IPENapaToB B COOTBETCTBHM C
3aKoHoarenbcTBOM Pocculickon denepanu.

Cratba 57. 3anpeweHue npogaxu ¢anbCUPULMPOBAHHBLIX JleKapCTBEHHbIX
CpeAcTB, HenoOpoOKa4yeCTBEHHbIX  JIEKAPCTBEHHbIX  CPeACTB,  KOHTpadaKTHbIX
neKapcTBEHHbIX CPeacTB

[Tponaxa dhanbcuuIupoBaHHBIX JTEKAPCTBEHHBIX CPEICTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CpeICTB, KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEJCTB 3aMPEIacTCsl.

CraTtbs 58. XpaHeHue nekapCcTBEeHHbIX CpeacTB

1. XpaHeHue JEKapCTBEHHBIX CPEJCTB OCYILIECTBISETCS MPOU3BOAUTENIAMHU JIEKAPCTBEHHBIX
CpPEACTB, OpraHu3alMsIMH  ONTOBOM  TOPrOBIM  JIEKAPCTBEHHBIMHM  CPEACTBAMH,  aANTECYHBIMU
OpraHU3aLUsIMU, BETEPUHAPHBIMU arTeYHbIMU OpraHU3aLUsIMH, VHIMBUyalIbHBIMU
MpEANPUHUMATENISIMI, UMEIONUMHU JIMIICH3UIO0 Ha (PapMarieBTUYSCKYIO NEITeIbHOCTh MW JIUIEH3UIO Ha
MEIHUIMHCKYIO AEATEIBbHOCTh, MEAULUMHCKMMHM OpraHU3alMsMH, BETEPUHAPHBIMU OPTaHU3ALUSAMH U
WHBIMH  OpPTaHM3AIMsSIMU, OCYIIECTBISIIONIUMU OOpaIlleHue JIEKApCTBEHHBIX CPEICTB. XpaHEHUE
JICKaPCTBEHHBIX CPEACTB I BETEPUHAPHOTO MPHUMEHEHHS OpraHu3alusMU W WHIWBUAYAJIbHBIMHU
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MPEeANPUHUMATETIIMA B CIIydasX, €CIM OHH WCHOJB3YIOTCS HCKIIOYHUTEIBRHO TIPH pa3BeIcHUH,
BBIpAIIMBaHUM, COJICPYKAHUH U JICYCHUU KHUBOTHBIX, MOXKET OCYHIECTBIISATHCS O€3 MOJTYYCHUs JIMIICH3UU
Ha (apMaleBTUYECKYIO ICATEIHHOCTb.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

2. IlpaBwia  XpaHEHMs]  JIEKAPCTBEHHBIX  CPEJICTB  YTBEPXKAAIOTCA  COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (he/iepabHbIM OPraHOM HCIIOJIHUTEIIBHON BIACTH.

3. XpaHeHHe HAapKOTUYCCKUX JICKAPCTBCHHBIX CPCACTB, INCUXOTPOIIHBIX JICKAPCTBCHHLBIX CPCIACTB,
pannodapmManeBTUYECKUX  JIEKApPCTBEHHBIX  CPEJICTB  OCYIIECTBISETCS B COOTBETCTBUM  C
3aKoHoarenbcTBOM Poccutickon denepanuu.

Cratba 58.1. lpeAMeTHO-KONMUYECTBEHHbLIA Y4eT JleKapCTBEeHHbIX CcpeacTB Ans
MeAULIMHCKOro NpMMeHeHuns
(BBeneHa PenepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. TlepeueHbp JEKApCTBEHHBIX CPEACTB JJs MEIUIMHCKOTO TPUMEHEHHUS, MOJICKAIUX
MIPEIMETHO-KOJIMYECTBEHHOMY ~ YUeTy, YTBEP)KIAeTCs YINOJHOMOYEHHBIM (heaepaibHbIM OpraHOM
HUCIIOJIHUTEILHON BJIACTH.

2. Topsmok BKIIIOUEHHS JICKAPCTBEHHBIX CPEIACTB JUIS MEJUIMHCKOIO NMPUMEHEHHS B NEpEUeHb
JICKApCTBCHHBIX CPEACTB IS MCAUIUHCKOIO NPUMCHCHUA, MOAJIC)KAIUX NPCIMECTHO-KOJINYCCTBCHHOMY
y4yeTy, YCTaHaBIUBAeTCS YIMOJIHOMOYEHHBIM (eepanibHbIM OpPraHoM HCHOJIHUTENBHOM BIIACTH IO
COTJIACOBAaHUIO C (eepaibHBIM OPraHOM HCIIOJHHUTEIBHON BIIACTH, YIIOJTHOMOYEHHBIM B cdepe
BHYTPEHHHUX JIEJI.

(B pen. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-03)

3. IIpenMeTHO-KOIMYECTBEHHBIM Y4ET JIEKAPCTBEHHBIX CPEIACTB JII MEIUIUHCKOTO IPUMEHEHUS
BEIyT IPOM3BOJIUTEIN JIEKAPCTBEHHBIX CPEJCTB, OPraHU3allMd ONTOBOW TOPIOBJIM JIEKAPCTBEHHBIMU
CPEICTBAMHM, allTEYHbIE OPraHU3alUy, WHIMBHUAyaJbHbIC NPEANPUHUMATEIN, UMEIOIUE JIMLEH3UI0 Ha
(hapMalleBTUUECKYIO JI€ATEIbHOCTh WM JIMLIEH3UI0O HAa MEIUIMHCKYIO JeSATENbHOCTh, U MEIULIMHCKUE
OpraHu3aliK, OCYIIECTBISAIOIINE 0OpallleH!e JIEKapCTBEHHBIX CPECTB A MEAULIMHCKOTO MPUMEHEHNS,
IIyTEM PErucTpanuy JIOObIX CBSA3aHHBIX C MX OOpalleHHEeM OIepaluil, Mpu KOTOPbIX M3MEHSETCS HX
KOJINYECTBO U (WJIM) COCTOSIHUE, B CIIELMATIBHBIX J)KypHAJIaX ydeTa Oneparuii, CBsI3aHHbIX C OOpalieHueM
JIEKapCTBEHHBIX CPEJICTB JUIsl MEUIIMHCKOTO MPUMEHEHMS (JjaJiee - CTIeUaIbHbIe KYPHAJIbI).

4. HpaBI/IJ'Ia peructpanmuun onepaunﬁ, CBA3aHHBIX C 06paIJ_[CHI/ICM JICKApCTBCHHBIX CPCACTB IJIA
MCIUIHUHCKOro IMPHUMCEHCHUSA, BKIIOUCHHLIX B IEPCUYCHb JICKAPCTBCHHBIX CPCACTB ]I MCAUIIMHCKOIO
IMPUMCHCHUS, MMOMJIC)KAIUX MMPEAMCTHO-KOJIMYCCTBCHHOMY YUYCTY, B CIICHUAJIBHBIX KYpHAJIaX W IIpaBUJia
BCACHUA MW XPaHCHHA CICHUAJBHBIX JXYPHAJIO0B YTBCPXKAAKOTCA YIIOJIHOMOYCHHBIM (bellepaJ'H)HI)IM
OpraHomMm HCIIOJIHUTEILHOM BIACTH.

5. KouTtposs 3a coOntojieHHeM TpaBWJl PErHCTPAllUM OTEpallnii, CBS3aHHBIX C OOpaIieHuEM
JIEKapCTBEHHBIX CPEICTB Ul MEIULUHCKOIO NPUMEHEHMSI, BKIIOYEHHBIX B IIEPEUEHBb JIEKAPCTBEHHBIX
CPEICTB Il MEIWLMHCKOTO TNPUMEHEHUs, MOJIekKAIIUX IPEeIMETHO-KOJINYECTBEHHOMY Y4YeTy, B
CHELUANbHBIX JKYpHalax, a Takke 3a COONIOJIEHHMEM IpaBHJl BEACHUS W XPAHEHUs CIEHHATIbHBIX
KYPHAJIOB BO3JIaraeTcsl Ha yIOJIHOMOYEHHbIE (pesiepalibHble OpraHbl HCIOJHUTEIBHON BIACTH M OpraHbl
UCTIOJHUTENBHOW BiacTH CcyObekToB Poccuiickoit deneparnuu, OCYHIECTBISIOMINE JHIIEH3UPOBAHUE
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MPOM3BOJICTBA  JICKAPCTBEHHBIX CPEICTB, (apMaleBTUUCCKOW JEATEIBHOCTH H  MEIUIUHCKON
JeSITeIbHOCTH, U OCYILIECTBIISIETCS B paMKax JIMIIEH3UOHHOTO KOHTPOJIS.

Maea 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPECTB
CrtaTtba 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUSI NeKapCTBEHHbIX CPeAcTB

1. HemoOpokauecTBeHHbIE JIEKAPCTBEHHBIE CPENCTBa, (anbcu(PUIMPOBAHHBIE JIEKAPCTBEHHBIC
CpEeIACTBA MOAJIEXKAT U3BATHI0 W3 OOpallleHuss M YHUYTOXKEHUIO B IOPAIKE, YCTaHOBICHHOM
[IpaButensctBoM Poccuiickoit @enepanun. OCHOBAHUEM JIi YHUUYTOXKEHHUS JICKAPCTBEHHBIX CPEJICTB
SBJIAETCS  pElIeHWE  BJIAJeNIblla  JIEKAPCTBEHHBIX  CPEJICTB,  PEIIEHHWE  COOTBETCTBYIOIIETO
YIIOJTHOMOYEHHOTO (peIepaIbHOr0 OpraHa UCMOIHUTEIBHON BIACTH WK PELICHUE CyAa.

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

2. KontpadakTHble TeKapCTBEHHBIE CPEACTBA MOANEKAT U3BATUIO U3 OOpAIEHUsI U YHHUTOKEHHUIO
10 pemieHuio cynaa. Ilopsaaok yHUUTOKEHHUsI KOHTpaQaKTHBIX JIEKAPCTBEHHBIX CPEACTB YCTaHABIMBAETCS
[IpaBuTenscTBoM Poccuiickoit denepanuu.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxogpl, CBsi3aHHBIE C YHUYTOKEHHEM KOHTPA(AKTHBIX JICKAPCTBEHHBIX CPEICTB,
HET0OPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPENCTB, (anbCU(UIIMPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB,
BO3MEILIAKOTCSA UX BIAACIBLEM.

4. Brnanener J1eKapCTBEHHBIX CPEACTB JOJDKEH MPEJCTaBUTh B YIOJHOMOYEHHBIN (erepabHbIii
OpraH KCIOJHUTEIbHOM BIIACTU JOKYMEHT WM 3aBEPCHHYIO B YCTAHOBIEHHOM IOPSAIKE €ro KOIIHUIO,
MOATBEPKIa0IUe (PaKT YHUUTOKEHHS JIEKAPCTBEHHBIX CPE/ICTB.

5. CoOTBeTCTBYIOIIMH yIOJIHOMOYEHHBIH (heaepabHbli  OpraH HCIHOJIHUTENBHOM  BIIACTH,
NPUHSABIIMKM pelieHne 00 YHMUYTOKEHUHU JIEKapCTBEHHBIX CPEJACTB, OCYIIECTBISET KOHTPOJIb 3a HX
YHUUYTOXKEHUEM.

6. VYHUYTOXKEHHE JIEKAPCTBEHHBIX CPEJICTB MPOM3BOAUTCS OpPTaHHU3AIUAMH, WMEIOIUMHU
COOTBETCTBYIOIIYIO JIMIIEH3HIO, HAa CIIEIIUAIIBHO 000PYIOBAaHHBIX TIOIIAIKAX, TOJIUTOHAX U B CIIELIUATHHO
000py/I0BaHHBIX MOMEILEHUAX C COONIOICHUEM TpeOOBaHUM B 00JIACTH OXpaHbl OKPY)KAIOIIEH Cpelbl B
COOTBETCTBHUU € 3aKOHOJATeNbCTBOM Poccuiickoi denepanni.

7. HapkoTuueckue JEKapCTBEHHBIC CPEACTBA, TICHUXOTPOIHBIC JIEKAPCTBEHHBIE CPEJICTBA,
paanodapMalieBTHUECKUE  JICKAPCTBEHHBIE  CPEJICTBA  YHHUTOXKAIOTCI B COOTBETCTBHUM  C
3akoHoJaTenbcTBOM Poccuiickoit denepanum.

nasa 12. TOCYOQAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA JIEKAPCTBEHHbBIE NMPENAPATbLI A1 MEAULUUHCKOIO NPUMEHEHUA

Cratba 60. NlocynapcTBeHHOe perynupoBaHue LieH Ha NeKapCTBeHHble npenaparbl
ANnsa MeauLMHCKOro NnpuMeHeHus

['ocymapcTBeHHOE peryiMpoBaHHWE II€H Ha JIGKQPCTBEHHBIC TIpemaparsl JJs MEIUIIHHCKOTO
MIPUMEHEHHUSI OCYILIECTBIISIETCS] TOCPEACTBOM:
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1) yrBepxnenus [IpaBurensctBom Poccuiickoii deaepanuu nepedHs KU3HEHHO HEOOXOAMMBIX U
BaXHEHIIMX JIEKAPCTBEHHBIX IpPENapaToB, KOTOPBIH CHOPMHUPOBAH B YCTAHOBIEHHOM WM IOpAIKE Ha
OCHOBE KOMIUIEKCHOH OLICHKH JIEKAPCTBEHHBIX IPENapaToB, BKIIOYAsl AaHAINU3 CBEACHUN O CPAaBHUTEIILHON
KJIMHUYECKOH 3((eKTUBHOCTH M 0€30MaCHOCTH JIEKApPCTBEHHOI'O CPEJCTBA, OLEHKY 3KOHOMHUYECKHMX
IIOCJIEICTBUM IIPUMEHEHHs JIEKAPCTBEHHOI'O CPEACTBA M H3YyYEHHUE JOIOJIHUTENBbHBIX IOCIEACTBUN
IIPUMEHEHHUS JIEKAPCTBEHHOI'O CPEICTBA;

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

2) yTBEpXKIEHHUS METOAMKH pacyera MpeIeIbHBIX OTIYCKHBIX IICH IPOM3BOJUTEICH Ha
JIEKapCTBCHHBIE TMpENaparhl, BKIIOYEHHBIC B IMEPEUCHb JKU3HCHHO HEOOXOAMMBIX U BaKHEHUIINX
JICKApCTBEHHBIX IPEIapaToB, a TAK)KE BHEAPEHHUS MEXaHHM3MOB ()OPMHUPOBAaHUS CHCTEMBI pedepeHTHBIX
LICH;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)

3) TroCygapCTBEHHOW pPETUCTPAMA TPEICIBbHBIX OTIYCKHBIX IIEH TPOW3BOAMTEICH Ha
JICKApCTBEHHBIC TMPENapaThl, BKIIOUYCHHBIE B TMEPEYCHb J>KU3HCHHO HEOOXOMMMBIX W BaKHEHIINX
JICKapCTBCHHBIX MPENapaToB;

(B pen. @exnepanbHoro 3akona ot 06.06.2019 N 134-03)

4) BeneHUs TrOCYHApCTBEHHOIO peecTpa MpEeAesIbHbIX OTIYCKHBIX IIEH IPOU3BOJAUTENIEH Ha
JICKapCTBEHHbIE MPENaparhl, BKIIOUYEHHbIE B IMEPEYCHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIUX
JIEKApCTBEHHBIX IIPENApaTOB;

5) yTBepKIEeHHS METOJMKH YCTAHOBJICHMsS OpraHaMHM MCIOJHUTEIbHONH BJIACTH CYOBEKTOB
Poccuiickoit ®enepanuu OpelenbHBIX Pa3MEPOB ONTOBBIX HAJA0aBOK U IPEAETbHBIX pa3MepoB
PO3HMYHBIX HaI0aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX IPENapaTroB, Ha JIEKAPCTBEHHBIE IIPENaparhl, BKIIOYEHHBIE B IEPEUYCHb KU3HEHHO
HEOOXOAMMBIX M BaKHEUIINX JIEKaPCTBEHHBIX MTPENapaToB;

6) yCTaHOBIICHHUSI TPEJCITHHBIX Pa3MEPOB ONTOBLIX HAJ0ABOK U MPEIEIbHBIX Pa3MEPOB PO3ZHUYHBIX
Hag0aBOK K (DAaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX
MpenapaTroB, Ha JIEKAPCTBEHHBIC Mpemaparhbl, BKIIOYEHHBIE B TEPEUCHb KU3HEHHO HEOOXOIUMBIX H
BOXKHENIIMX JIEKAPCTBEHHBIX IPENapaToB;

7) yTBEpKIEeHMsI TIOpsAJKA BBIJAYM TPEANHUCAHUN OpraHamM HCIOJHUTEIBLHON BJIACTH CyOBEKTOB
Poccuiickoit denepanuu o NpUBEAECHUN B COOTBETCTBUE € 3aKOHOJATENBCTBOM Poccuiickon Penepannu
pereHuit 00 YCTaHOBJIICHHHM TIPEACIBbHBIX Pa3MEpPOB OINTOBBIX HAA0ABOK M TPEAEITbHBIX Pa3MepOB
PO3HUYHBIX HaA0aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTAaHOBJIEHHBIM MPOU3BOJUTEISIMH
JICKapCTBEHHBIX MpenapaToB, Ha JIEKAPCTBEHHbIC MpenapaThl, BKJIIOYECHHBIE B MEPEUYCHb >KU3HEHHO
HEOOXOUMBIX M BAXHEWIIUX JIEKAPCTBEHHBIX MpENaparoB, €CIM OHU TPUHATHI C HaPYIICHHEM
3akoHojarenbeTBa Poccuiickoit @enepanuu, B opsiake, ycranoBieHHOM [IpaButensctBom Poccuiickoit
denepanny;

8) HampaBlieHUS YIOJIHOMOYEHHBIM (eiepaibHbIM OpPraHOM HCIOJIHUTEIRHOM BJIACTH OpraHam
UCTIOJHUTENBHOM BiacTu cyobekToB Poccuiickoit ®exepanuu npeAnucaHuii o MPUBEICHUU B
COOTBETCTBME C 3aKOHomarenscTBOM Poccmiickoit ®Denepanu NPUHATBIX C  HapyLIEHUEM
3akoHojaTenbcTBa Poccuiickoit denepannu pereHnit 00 yCTaHOBJIEHUH MPEAETbHBIX Pa3MEPOB OMTOBBIX
Ha/J0aBOK M IPEJENIbHBIX pa3MEpoOB PO3HUYHBIX HAJ0ABOK K IL€HAM Ha JIEKAPCTBEHHBIE Ipenaparsl,
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BKJIFOYCHHBIC B IICPCUCHDb JKU3HCHHO HCO6XOI[I/IMLIX M BaXHEHIIMX JICKApCTBCHHBIX IIPCIIapaTOB;

9) ocymectBnenus ¢eaepaibHOro rocy1apcTBEHHOr0 Ha30pa B cpepe oOpallieHus JeKapCTBEHHbIX
CPEICTB M PErHOHAIBHOIO TOCYJAPCTBEHHOIO KOHTPOJISI 3a MPUMEHEHHWEM II€H Ha JICKapCTBEHHbIC
rpernapaThl COOTBETCTBEHHO YIIOJTHOMOYEHHBIMH (eZiepalbHbIMU OpraHaMHi UCHOJHUTENbHON BJIacTU U
OpraHaMH UCTOJHUTEIILHON BIACTH cyOBeKTOB Poccuiickoii denepamnuu COTIacHO WX KOMIETCHIIMH B
nopsake, ycranosieHHoM [IpaButensctBom Poccuiickoit denepanuu;

(n. 9 B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-03)

Koncynprantllmoc: npumeuanwue.
C 01.03.2020 B m. 10 ct. 60 BHOCsTCS M3MeHeHUs1 (D3 ot 27.12.2019 N 475-D3). Cm. Oynyuryro

pPECaAaKIHIO.

10) npumeHeHHs TPESYCMOTPEHHBIX 3aKOoHoAaTeabcTBOM Poccuiickoit  @enepanuu  Mep
OTBETCTBEHHOCTH 3a HapylLICHHE MOPsIKa LIeHO0Opa30BaHUs HA )KU3HEHHO HEOOXOJUMbIC U BaKHEHIIHE
JIEKapCTBEHHbIE MPENapaThl.

Koncynprantllntoc: npumeuanue.
3apeructpupoBanabie 10 07.06.2019 mpenenbHble OTHYCKHBIE IIEHBI TOAJEXKAT 00s3aTeIbHOMN
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBUU €O CT. 2 @3 0T 06.06.2019 N 134-D3.

Ctatba 61. Focy,qapCTBeHHaﬂ pernctpauma " nepeperucTpauna npegeribHbIX
OTNYCKHbIX UeH I1pOVI3BO,D,VIT9ﬂEﬁ Ha JIneKapCcTBeHHble npenapartbl, BKNKO4Ye€HHbLIE B
nepeyeHb XU3HEeHHO HeO6XOAMMbIX N BaXXHeULWwux JIeKapCTBeHHbIX npenapatosB

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. IlpenenbHass OTHYCKHas LI€Ha NPOU3BOAMTEINS HAa JICKAPCTBEHHBIN Ipenapar, BKIOYEHHBIN B
MepevYeHb IKU3HEHHO HEOOXOIMMBIX M BAXKHEWIIWX JICKAPCTBEHHBIX TMPEMaparoB, MOJICKUT
rOCyJIapCTBEHHON PErucTpaluu B MOpsAAKe, ycraHoBiIeHHOM [IpaButensctBom Poccuiickonn denepanuu,
Ha OCHOBAHUU TPEJICTABIEHHOTO B YIOJHOMOYEHHBIN (eepalbHbIlii OpraH HMCIOJHUTEIHHOM BIACTH
3asBJICHUS Jep KaTessl WIM BJIaJIeNIblla PETUCTPALMOHHOTO YAOCTOBEPEHHUSI JIEKAPCTBEHHOIO IIperapara
(YNOJTHOMOYEHHOI'O UM JIULIA).

2. 3aperucTpupoBaHHas IpeAeibHAas OTHYCKHass L€Ha NPOU3BOAMTENS Ha JIEKapCTBEHHBIN
mpernapaTr, BKIIOUEHHBIH B TIE€peuYeHb >KU3HEHHO HEOOXOJAMMBIX M BaXXHEHIIUX JIEKapCTBEHHBIX
IPerapaToB, MOKET OBITh MEPEPErUCTPHUPOBAHA B CTOPOHY YBEIMUYEHUS OAMH pa3 B KaJIEHAAPHOM IOy
Ha OCHOBaHUH MPEJCTABIEHHOTO B YIIOJHOMOYEHHBIN (efiepaibHblii OpraH UCIOJIHUTENbHON BiacTu 10 1
OKTSOpsl KaXJOro Troja 3asBICHUS JAep)KaTesls WM BIAAETbIa PETUCTPAL[MOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOTO MperapaTa (YIOJJHOMOYEHHOTO UM JINIIA).

3. 3apeructpupoBaHHasl IpeleibHas OTIYCKHAas II€HAa IPOU3BOJAUTENS Ha JIEKAPCTBEHHBIN
mpernapaT, BKIIOUEHHBIH B TIepeuYeHb JKU3HEHHO HEOOXOAMMBIX M BaXXHEHIIHMX JI€KapCTBEHHBIX
MPErapaToB, MOKET ObITh MEPEPErUCTPUPOBAHA B CTOPOHY CHI)KEHHUS! HA OCHOBAHUU PEACTABICHHOTO B
YIOJTHOMOYEHHBIN (eiepalibHbIil OpraH MCIOJIHUTEILHON BIACTU 3asBIICHUS Jep)KaTess WU BiaJenbla
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara (yoJIHOMOYEHHOTO UM JIUIIA).
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4. Jlepkarenb WIM BIAJENEll PErMCTPALMOHHOTO YIOCTOBEPEHMS JIEKApCTBEHHOTO IIpernapara
(YNoJIHOMOYEHHOE MM JMIO) o00sf3aH NpPENCTaBUTh B YIOJIHOMOYEHHBIH (enepanbHblii  oprax
WCTIOJTHUTEJIBHOM BIIACTH 3asIBIICHUE O MEPEPETUCTPAIMH 3apETUCTPUPOBAHHON NPEIeTbHON OTITYCKHOMN
LIEHBI [TPOM3BOANTEIIS HA JICKAPCTBEHHBIN IIpenapar, BKIOYEHHBIH B IIepeUYeHb KU3HEHHO HE0OXOAUMBIX
Y BaKHEHIINX JIEKapCTBEHHBIX MPEnapaToB, B CTOPOHY CHUKEHHUS B CIEAYIOMINX CIyYasX:

1) cHI)KEHUE 1IeHbl B MHOCTPAHHOW BAJIOTE HA JIEKAPCTBEHHBIN IpenapaTr B CTpaHe MIPOU3BOANUTEIIS
n (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBINM IIpemapaT 3aperucTpUpoBaH M (WIM) B KOTOpBIE
MIOCTaBJISETCS IPOU3BOJUTEIIEM;

2) cHWXEHHE IIeH Ha pedepeHTHBIC JIGKAPCTBEHHBIC IMpermapaThl B COOTBETCTBUHU C ITYHKTOM |
HacToAlel dYacTh (Vi1 COOTBETCTBYIOLIMX BOCIPOU3BEACHHBIX, OMOaHATIOrOBBIX (OMOMOJOOHBIX)
JICKapCTBCHHBIX MPENapaToB);

3) mpeBbIIIEHUE TPeNeIbHON OTIIYCKHOM IIeHbl Ha MEPBbI BOCIPOU3BEACHHBIN, OMOaHAIOTOBBIN
(6uoroAOOHBII) JIEKAPCTBEHHBIN TpenapaT MHOCTPAHHOTO IMPOW3BOJCTBA HAJl MPEJCIbHOU OTIYCKHOU
LIEHOW MPOU3BOAUTENS HA BTOPOM BOCIIPOU3BEACHHBIN, OMOaHATOTOBBIN (0MOMOAO0HBIN) JTeKapCTBEHHBIH
rpenapar, pacCUuTaHHOM B COOTBETCTBHUU C METOAMKOM, yTrBep:kIeHHOH [IpaBurensctBoM Poccuiickoi
®enepanuu;

4) mpeBbIIICHUE TMPEIEIbHON OTITYCKHOM IIEHBI Ha TEPBBIA BOCIPOW3BEICHHBIN, OMOaHAIOTOBBIH
(OmoronoOHBIi) JIeKapCTBEHHBIH NpenapaT NpPOM3BOAUTENS rocyaapcrsa - uwieHa EBpasuiickoro
SKOHOMHYECKOIO  COK03a HAaJ IPENEeIbHOM OTIIYCKHOW IIEHOM IPOM3BOAMTENS HAa  BTOPOU
BOCIIPOU3BE/ICHHBIN, OHOaHaNOroBblii (OMOMOMOOHBIN) JIEKAPCTBEHHBIH Mpenapar MpPOU3BOIUTENS
rocynapcrsa - WieHa EBpa3sMiCKOrOo SKOHOMHMYECKOIO COI03d, PAaCCYMTAHHOM B COOTBETCTBHH C
METOAMKOH, yTBepxkAcHHOM [IpaBuTensctBom Poccuiickon denepannu.

5. Ilopanok nepeperucTpanuy 3aperucCTpUPOBAHHBIX MPEAEIIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTEIICH
Ha JIEKapCTBEHHBIC TMpenaparbl, BKIIOUYEHHBIE B TMEPEUYCHb KU3HEHHO HEOOXOMUMBIX M BaKHEHUIIUX
JIEKApCTBEHHBIX TMIPEMapaToB, B Ciy4yasx, MPEIyCMOTPEHHBIX dYacTsIMU 2 - 4 HacToslmed CTaThH,
ycranasiuBaercs [Ipasurensctsom Pocculickon @enepanuu.

6. DKOHOMHYECKUH aHalMu3 MpeleiabHOW OTHYCKHOM ILIEHbl MPOU3BOAMTENS HAa JIEKapCTBEHHBIN
Ipernapar, BKIIOYEHHBIH B TepeuyeHb MKU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIHMX JIEKAPCTBEHHBIX
IpenaparoB, MpPH €€ TOCYJAPCTBEHHOW PpErucTpalvy WIM NEPEPErucTpalli  OCYLIECTBISAETCS
¢benepanbHBIM OPraHOM HCHOJHMTENBHOM BIIACTH, OCYIIECTBISAIOUIMM (DYHKIUM 1O MPUHATHIO
HOPMAaTHUBHBIX IIPaBOBBIX AaKTOB M KOHTPOJIIO 3a COONIOJIGHUEM 3aKOHOJATENbCTBA B  cdepe
rOCYJJapCTBEHHOTO PEryJIMpOBaHUs 1ieH (Tapu(doB) Ha TOBapHI (YCIYTH).

7. Pacuer mpeAenbHbIX OTIYCKHBIX I1I€H, YKAa3aHHBIX B 4acTsaX | W 2 HacTosIIeW CTaTbM, MpPU UX
rOCYAapCTBEHHOM PETUCTpALMU WM NEPEPETUCTPALUUA OCYIIECTBIISIETCS B COOTBETCTBUU C METOIMKOM,
yTBep)kieHHOM [IpaButensctBoM Poccuiickoit denepaliny v yYUTHIBAKOIIECH B TOM YUCIIE:

1) cobmonenne 6anaHca MHTEPECOB MOTpeOUTENEH JIEKAPCTBEHHBIX MPENapaToB, BKIIOUEHHBIX B
nepeyeHb KU3HEHHO HEOOXOJMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX IPernapaToB, W IMPOU3BOAUTENEH
JICKapCTBEHHBIX IPENaparoB, BKIIOYEHHBIX B IMEPEYCHb XU3HEHHO HEOOXOMUMBIX U BaXKHEUIIHMX
JIEKapCTBEHHBIX MPENapaToB;
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2) (hakTHUECKYIO OTITYCKHYIO IICHY Ha JIeKapCTBEHHBIE Ipenapatsl B Poccuiickoit deneparuu, neHy
BBO3a JIEKAPCTBEHHBIX IpenapatoB B Poccuiickyro ®Penepanuio, a TakKe LEHbBI HAa aHAJIOIMYHBIC
JIEKapCTBEHHBIE TIPENapaThl, HaxosIecs B oopariennn B Poccuiickoit @enepanuuy;

3) 3aTpaThl TPOHM3BOIUTENS JIEKAPCTBEHHOI'O TIpenapara Ha IPOM3BOJCTBO M pealTU3aIlUio
JICKapCTBEHHOTO Iperapara;

4) neHy Ha JIEKapCTBEHHBIN Mpenapar, €ro 1eHy B CTpaHe MPOU3BOAMTENS U B CTpaHaX, B KOTOPBIX
JIEKapCTBEHHBIN Mpenapar 3aperucTpupoBaH U (Ujin) B KOTOPHIE TOCTABIISIETCS POU3BOAUTEIIEM.

8. He nomyckaroTcs peanu3aiys U OTIYCK JIGKAPCTBEHHBIX MPENapaToB, BKIOYCHHBIX B MEPEYCHb
KHU3HCHHO HCO6XOIII/IMI)IX U BaXKHEUIIHNX JICKApPCTBCHHLBIX IMPCIapaToB, Ha KOTOPBLIC MPOU3BOAHUTCIAMUA
JICKapCTBEHHBIX MpPENapaToB HE 3aperHCTPUPOBaHA MpeeibHas OTIYCKHAs II€HA, peaan3alus
MPOU3BOJUTCIIIMU JICKAPCTBCHHBIX NPCIAapaToB IO IEHaM, MPCBLIIAIOIIMM 3apCTUCTPUPOBAHHBIC HIIN
[epePEruCTPUPOBAHHBIC TPEIeIbHBIC OTIYCKHBIC IICHBI Ha JIEKAPCTBEHHBIC MpPEaparhl ¢ YI€TOM HaJlora
Ha JI00ABJICHHYIO CTOUMOCTb.

9. OcoOeHHOCTH TOCYIapCTBEHHOTO PETYIUPOBAHUS MPEACTBHBIX OTITYCKHBIX 1I€H MPOU3BOIUTENCH
Ha JIeKapCTBeHHLIC HpenapaTLI, BKJIOUCHHBIC B HCpC‘ICHI) JKN3HCHHO HCO6XOIII/IMI>IX nu Ba)KHeI\/JIIHI/IX
JIEKAPCTBEHHBIX IIPEMapaToB, B 3aBUCHMOCTH OT JKOHOMHMYECKMX M (WJIM) COIMAIbHBIX KPHUTCPHUEB
(I/I3M6H6HI/IC yCHOBHﬁ, HOp?II[Ka U CTOUMOCTH HpOI/ISBO[[CTBa HeKapCTBeHHLIX HpenapaTOB, HUCITIOJIB30BAHUEC
HOBBIX ()OpPM, METOJOB U CIOCOOOB TOCYJApPCTBEHHOTO PETYJIHUPOBAHHS II€H Ha JIEKapCTBEHHBIC
rpenaparsl, B TOM YHCIIe HA OCHOBE ME€XaHHW3Ma PePEpPeHTHOr0 IIEHOOOpa30BaHusl, U3BMEHEHUH MOpsIKa
OKa3aHUsl MEIUIIMHCKOM MOMOIIM, U WHbIE U3MEHEHUs) ycTaHapnuBatorcs [IpaBurensctBom Poccuiickoit
denepanuu.

Cratba 62. [ocymapCTBeHHbIU peecTp npeAeribHbIX  OTMNYCKHbIX  LeH
npousBoauTenien Ha NeKapcTBEeHHbIe npenapaTbl, BKNOYEHHbIe B NepevyeHb XXU3HEeHHO
Heob6XoAUMbIX U BaXKHEULLUX NEeKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHbIE WM MEPEPETUCTPUPOBAHHBIE TPEJCIIbHbIE  OTIYCKHBIE  I€HBI
MIPOU3BOIUTENEH Ha JIEKapCTBEHHBIE NpenapaThl, BKIOYEHHBIE B NEPEYCHb JKU3HEHHO HEOOXOIUMBIX U
BaKHEHUIITIX JICKAPCTBCHHBIX IIpCIapaToB, IMOAJICKAT BKIOUYCHUIO B FOCYI[apCTBCHHBIfI peecTp
IpEeJeNbHBIX OTIYCKHBIX LI€H MPOU3BOINTENEH Ha JIEKapCTBEHHBIE Mpenaparhl, BKIIOUEHHBIE B IEPEUCHb
KHU3HCHHO H€O6X0]II/IMI>IX 7 Ba)KHEUTIINX JICKAPCTBCHHLIX IIPCIIapaToB.

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

2. l'ocynapcTBeHHBI PEECTp MPEIETbHBIX OTIIYCKHBIX ILIEH MPOU3BOAUTENIEH Ha JIEKAPCTBEHHBIE
mpemapaTsl, BKIIOYCHHBIE B TMEpPEYCHb JKU3HEHHO HEOOXOMUMBIX M BaXXHEUIIUX JE€KapCTBEHHBIX
MpenapaToB, COACPKUT B ceOe CIenyIonTyro HH(pOopMaIno:

1) HaumeHOBaHUE AepKaTes WIK BIaJENbla PErUCTPAIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOI O
rpenapara, HaMEHOBAHHWE IPOM3BOJIUTENS JIEKAPCTBEHHOIO IIperapaTra, CBEACHHS O pPETHCTpaluu
JepKaTels WK BJIAJEIbla PETUCTPALIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOIO Iperapara, CBEECHUs O
pErucTpanyy MPOU3BOAUTENS JIEKAPCTBEHHOTO MpernapaTa Uil MEIUIMHCKOTO NMPUMEHEHHUS B Ka4eCTBE
HaJIOroIiaTeNblIMKa B CTpaHe  perucrpaiuuu (A  pOCCHUMCKMX  IOPUIMYECKMX  JIML -
UICHTUPUKAMOHHBI HoMmep Hanoromatenbiiuka (MHH), nias vHOCTpaHHBIX IOPUAMYECKHX JIUI[ -
CTpaHa pErucTpalyy, HAUMEHOBAHWE PErMCTPUPYIOLIETO OpraHa, PErucTPALMOHHBIA HOMED, KOJ
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(pen. ot 27.12.2019)
"O6 obparieHnH JIeKapCTBEHHBIX CpecTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 21.02.2020

HaJIOTOIUIaTelNbIIMKa B CTPAaHE PErUCTpalrH (MHKOPIOpAIMU) WIM €ro aHajlor), MECTO HaXOXICHUs
IIPOU3BOJICTBEHHBIX IJIOLIA/I0K, YYACTBYIOIIUX B MPOIECCE IPOU3BOJICTBA JIEKAPCTBEHHOI'O Mpenapara, ¢
yKa3aHHUEM CTaJluu Ipolecca Npou3BOICTBA;

(n. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

2) HauMEHOBaHUE JICKAPCTBEHHOTO Tpemnapara (MEXIyHApOJAHOE HEMATEeHTOBAHHOE, WJIHN
TPYIIHPOBOYHOE, WM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HOMEp PerucTpPaIOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOTO Mpenapara;

4) nexapcTBeHHas GopMa C yKazaHHEM JO3UPOBKH JICKAPCTBEHHOT'O Iperapara U ero KOJIM4YecTBa
BO BTOPUYHOH (ITOTPEOUTEIHCKON) YIIAKOBKE, A TAK)KE KOMIIJIEKTHOCTD;
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynbrantllmtoc: npumeuanue.
C 01.03.2020 B m. 5 4. 2 cr. 62 BHOCcaATcs uamenenus (O3 ot 27.12.2019 N 475-03). Cm. Oyayuryro
PEIaKIHIO.

5) 3aperucTpupoBaHHas Mpe/eabHask OTIIYCKHAs 1IeHa B PYOJIsIX;

6) mata U HOMeEp MpHKa3a YMOJHOMOYEHHOTO (helepaibHOro OpraHa MCIHOJIHUTEIBHOM BIIACTH O
rOCYJIapCTBEHHOM PETrUCTPALMM WIIN MTEPEPErUCTPAllH MPEACIIbHON OTIYCKHOW IIEHBI Ha JIEKapCTBEHHBIN
mpemnapaT, BKIIOUEHHBIH B TMeEpeUYeHb JKU3HEHHO HEOOXOAWMBIX M BaXXHEHIIUX JE€KapCTBEHHBIX
MpENapaTos.;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)

6.1) mata BCTyIUIEHUs B CUJTy TIpUKa3a YIOJHOMOYEHHOTO (eJepaTbHOrO OpraHa UCIOTHUTEIHHOU
BIIACTH O TOCYIApCTBEHHON pErucTpaluu WIH TMepeperucTpanuy MpeaelbHOl OTIYCKHOW IEHBI
IMPOU3BOJUTCIIA HaA HeKapCTBeHHBIﬁ npemnapar, BKJIIOUECHHEIA B NEPCUCHb KN3HCHHO H€O6XO)II/IMI>IX n
BKHEHIIINX JICKAPCTBEHHBIX MPENapaToB;

(m. 6.1 BBenen denepanbHbiM 3ak0HOM 0T 06.06.2019 N 134-03)

7) WTPUXOBOM KOJ, HAHECEHHBI HA BTOPUYHYIO (MIOTPEOUTENHCKYIO) YIaKOBKY JEKapCTBEHHOTO
npenapara;
(n. 7 BBennen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) KOjA JNeKapCTBEHHOro Ipernapara MO aHAaTOMO-TEParneBTUYECKO-XMMHUYECKON KilacCU(pUKALINUH,
PEKOMEHI0BaHHOM BceMupHOU opraHu3anuei 34paBoOXpaHeHHUs.
(. 8 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. TocynmapcTBeHHass perucTpanusi WU TepeperucTpanus MNpeAeNbHbIX OTHYCKHBIX II€H Ha
JICKApCTBCHHBIC TIIpCrapaThbl, BKIIOYCHHBIC B IIEPCUCHb KHU3HCHHO HGO6XO,Z[I/IMI>IX A BaXHEHUIINX
JIEKApCTBEHHBIX MPENapaToB, BEACHHE TOCYAAPCTBEHHOTO peecTpa MpEeAeNbHBIX OTHYCKHBIX IIEH
HpOH?;BOJII/ITeJ'Ieﬁ Ha JICKApCTBCHHBIC NpCrapaThbl, BKIIOYCHHBIC B ICPEUYCHb KU3HCHHO HGO6XOJII/IMI)IX n
BOKHEWILIMX  JIGKAPCTBEHHBIX  MpENapaToB, OCYIIECTBIAIOTCA B  MOPSAKE,  YCTAaHOBIEHHOM
[IpaBuTenscTBOM Poccuiickoi @enepanum.
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(B pen. @enepanbuoro 3akoHa ot 06.06.2019 N 134-D3)

Koncynprantlntoc: npumedyanue.
C 01.03.2020 B HaunmenoBanuu cT. 63 BHOcsATca u3MeHeHus (D3 or 27.12.2019 N 475-03). Cwm.

OyAylUIyI0 peAaKIuio.

Ctatbsa 63. YcTtaHOBNEeHue opraHamMu MCMOSIHUTENIBHOW BNacTU CyOGBLEKTOB
Poccuinckon depepaumm npepenbHbIX pasMepoB ONTOBbIX HafabaBOK U npeaenbHbIX
pa3mMepoB PO3HUYHbLIX HafbGaBOK K (haKTUHYECKUM OTNYCKHbIM LieHaM, YCTaHOBIIEHHbIM
npousBoAUTENSIMU NeKapCTBeHHbIX MpenapaTtoB, Ha NeKapcTBEHHble npenapaTtbl Ans
MeAULIMHCKOro NpuMeHeHus

Koncynbrantllmtoc: npumeuanue.
C 01.03.2020 B 4. 1 cr. 63 BHOcATcs m3meHeHUs (D3 ot 27.12.2019 N 475-®3). Cm. Oynymryro
PEIaKIHIO.

1. Opranpl HUCHOJHUTENBHOW BiacTu CcyObekToB Poccuiickoit @enepanuu ycTaHABIUBAIOT
npeesbHbIe Pa3Mephl ONTOBBIX HA/I0aBOK U MPEACTbHBIC pa3Mepbl PO3HHYHBIX HAaI0aBOK K (PaKTHUECKUM
OTITYCKHBIM II€HaM, YCTaHOBJIEHHBIM IPOU3BOAUTEISIMU JIEKAPCTBEHHBIX MPENapaToB, Ha JIEKapCTBEHHBIE
npemnapaThl, BKIIOYCHHBIE B IEPEYCHb JKU3HEHHO HEOOXOMUMBIX M BaXXHEHIINX JEKapCTBEHHBIX
[IpernapaToB, B COOTBETCTBUM C YTBEPXJACHHOH B TMOpSAJAKE, YyCTaHOBJIEHHOM IIpaBuTEnsCcTBOM
Poccuiickoit @enepanuu, METOAMKOW YCTAHOBJICHHS OpPraHaMH HCIOJHUTENHHOW BIACTH CYOBEKTOB
Poccuiickoit ®enepanyu OpeeNbHBIX Pa3MEPOB ONTOBBIX HAA0ABOK M IPEAETIbHBIX pa3MepoB
PO3HMYHBIX HaI0aBOK K (PaKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOU3BOAUTEISAMU
JIEKapCTBEHHBIX IMPENapaToB, Ha JIEKApCTBEHHBbIE Ipenaparbl, BKIOYEHHBbIE B IE€PEYEHb >KU3HEHHO
HEOOXOAMMBIX M  BaXHEWIIMX JIEKAPCTBEHHBIX  MpemnapaTtoB. [IpoekThl  pemeHuil  opraHoB
WCIIOJIHUTENBbHON BiacTH cyObekToB Poccuiickoit ®@enepanuu 00 ycTaHOBIEHUH M (WIKM) U3MEHEHHU
NpEJeNbHBIX pPa3MEpOB ONTOBBIX HAJ0ABOK W MPEJENbHBIX pPa3MepoB pPO3HUYHBIX HaA0aBOK K
(aKTUYECKUM OTHYCKHBIM I1I€HAaM, YCTaHOBJIEHHBIM MPOM3BOAMUTENSIMU JIEKAPCTBEHHBIX IperaparoB, Ha
JIEKapCTBEHHbIE MpPEenaparhbl, BKIIOUEHHBIE B TMEPEUYEHb JKU3HEHHO HEOOXOMUMBIX M BaXXHEHUIIMX
JIEKapCTBEHHBIX IpEnapaToB, IMOJAJEKAT COTJacOBAHUIO C (elepajbHbIM OpPraHOM HCHOJHUTEIbHON
BJIACTH, YIOJHOMOYEHHBIM OCYIIECTBIATH IPaBOBOE pEryIMpOBaHUHE B cdepe TocydapCTBEHHOTO
perynupoBaHusi 1eH (TapudoB) Ha ToOBaphl (YCIyru), B MOpsIKe, ycTaHOBIeHHOM [IpaBHTEnbCTBOM
Poccutickoit denepanuu.

(B pen. ®exnepanbHoro 3akoHa ot 13.07.2015 N 241-03)

Koncynprantllntoc: npumeuanue.
C 01.03.2020 4. 2 ct. 63 uznaraercst B HoBou pemakuuu (D3 ot 27.12.2019 N 475-D3). Cm. Oyaymryro
peNaKIuIo.

2. OpraHuzanudyd ONTOBOM TOProBiM M (WJIM) AamnTeYHble OpraHu3allid, WHIWBUIYyaJIbHbIE
NpeINpUHUMATENIN, HMEIOIIKE JIMIEH3UI0 Ha (apMaleBTUYECKYIO JIeSTeNbHOCTh, OCYIIECTBISIOT
peain3alMio JIEKApCTBEHHBIX IIPENapaTroB, BKIIOYEHHBIX B IEpEeYeHb JKU3HEHHO HEOOXOIUMBIX H
BAKHEUINX JICKAPCTBEHHBIX IIPENApaToB, IO IL€HAaM, YPOBEHb KOTOPBIX HE IIPEBBILAET CYMMY
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(aKTHUYECKOW OTHMYCKHON IICHBI, YCTAHOBICHHOW IPOU3BOJIUTENIEM JICKAPCTBEHHBIX MPENapaToB U HE
MIPEBBIIAIONICH 3aperuCTPUPOBAHHON WM TMEPEPETUCTPUPOBAHHON MPEAETBHON OTIIYCKHOM LIEHBI
IIPOU3BOJUTENA (HA AATy pealn3alliy JIEKApCTBEHHOTO Iperapara IpOM3BOAUTENIEM), U pa3MeEpP ONTOBOU
Han0aBku U (WIM) pa3Mep pPO3HUYHOM HaA0aBKH, HE MPEBBIIAIONIME COOTBETCTBEHHO pa3Mepa
MpeAesIbHONW ONTOBOM Haa0aBKHU U (WJIM) pa3Mepa MpeAesibHOW POSHUYHOW HaJ0aBKH, YCTAHOBJIICHHBIX B
cyowekte Poccuiickoit denepanuu.

(B pen. @exnepanbuoro 3akoHa ot 06.06.2019 N 134-D3)

Koncynprantllmoc: npumeuanwue.
C 01.03.2020 4. 3 cr. 63 uznaraercs B HoBou pegakuuu (O3 ot 27.12.2019 N 475-D3). Cm. Oyayuryro
PEIaKIHIO.

3. Oprasbl HCIOJHUTEIBHOW BiacTu cyObekToB Poccuiickoir denepauuu pasmeliaroT B CETU
"NuTepHer" unu onmyOIMKOBBIBAIOT HH(OPMALIUIO O 3apEerUCTPUPOBAHHON MpeIeIbHON OTIYCKHOM 1IeHe
Ha JIEKAPCTBEHHbIEC IMpENaparbl, BKIIOUEHHbIE B MEPEUYEHb XU3HEHHO HEOOXOIUMBIX MU BaKHEHUIIUX
JIEKapCTBEHHBIX IpemapaToB, 00 yCTaHOBJIEHHBIX B cyObekTe Poccuiickoit ®epepanuu pasmepe
MpeAeIbHONW ONTOBOM Ha/I0aBKU U (WJIM) pa3Mepe MpeaesibHON POSHUYHONW HaI0aBKH K YCTAHOBJICHHBIM
MIPOU3BOJIUTENSAMH JIEKAPCTBEHHBIX MpenaparoB (aKTUYECKUM OTIYCKHBIM II€HAM Ha JIEKapCTBEHHBIE
IpenapaThl, BKJIIOYEHHbIE B IE€PEUYEHb >KU3HEHHO HEOOXOJUMBIX M BaXXHEMIIMX JIEKapCTBEHHBIX
npemnapaToB, U 00 yka3aHHOH B yacTu 2 HacTosued ctatbu cymme. MHpopmanus, npenycMoTpeHHas
HACTOAIIEH 4acThl0, JOJKHA pa3MELaThCsl TAKXKE B alITEUHBIX OpraHU3alUsaX B JOCTYIHOM /ISl CBEACHUS
BCEX 3aMHTEPECOBAaHHBIX JHI (hopMe 1 OOHOBIIATHCS 10 MEPE €€ ONyOIMKOBAHMS.

KoncynsrantlIntoc: npumedanue.
C 01.03.2020 4. 4 ct. 63 yrpaunBaet cuiy (O3 ot 27.12.2019 N 475-D3).

4. Ilpunarele ¢ HapylleHHEeM 3akoHojaTenbcTBa Poccuiickoil denepanuu pemieHUs OpraHoB
UCTIOJHUTENIbHOW BiacTH cyObekTa Poccuiickoit deneparn 00 yCTaHOBJIEHUH MPEEIbHBIX pa3MepoB
OITOBBIX Ha/10aBOK U MPEENbHBIX Pa3MEPOB PO3SHUYHBIX Ha10aBOK K 3apEerMCTPUPOBAHHBIM MPENEIbHBIM
OTITYCKHBIM II€HaM Ha JIEKapCTBEHHBIE MTPenapaThl, BKIIIOUCHHbIE B IEPEUYEHb KU3HEHHO HEOOXOIUMBIX U
BaYKHEHININX JIEKAPCTBEHHBIX MPENapaToB, MOJUIEKAT OTMEHE B CYA€OHOM MOPSAKE.

Mnasa 13. MOHUTOPUHI QPPEKTUBHOCTU U BE3OIMNMACHOCTHU
JIEKAPCTBEHHDbIX NMPEMAPATOB, HAXOOALWLUNXCA B OBPALLEHUA
B POCCUNCKOW ®EOEPALINU
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

CraTtbsa 64. ®PapmakoHagsop
(B pen. denepanbHOro 3akoHa oT 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE MperapaThl, Haxoasdmuecs B oopamieHuu B Poccuiickoit deneparuu, moajiexar
MOHHUTOPHUHTY J(P(GEKTUBHOCTH W O€30MacHOCTHM B IIENAX BBIABICHUS BO3MOXHBIX HEraTUBHBIX
MOCTEACTBUN WX NPUMEHEHUS, WHIUBUIYyAIbHON HENMEPEHOCHUMOCTH, NMPEAYNPEXACHUS MEAUIUHCKUX
pabOTHUKOB, CIENHMATUCTOB B O0JIACTH BETEPUHAPHH, IMAIMEHTOB WM BJIAJEIbIEB >XHUBOTHBIX U HUX
3alUThI OT MPUMEHEHHUS TaKUX JIEKAPCTBEHHBIX MPENAPATOB.
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(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. dapmakoHAA30p OCYIIECTBISETCS COOTBETCTBYIOIIMM YIIOJHOMOYCHHBIM  (eaepaabHbIM
OpPraHOM HCHOJIHUTEIBHOM BJIACTU B YCTAHOBJICHHOM MM MOPSJAKE IMYyTEM aHajiu3a MNpPeHOCTaABISEMOU
cyObeKTaMu  OOpalieHHus JIEKApCTBEHHBIX CpeACTB HWH(OpManmuu O MOOOYHBIX  JEHCTBHUSX,
HE)KEJIATEJIbHBIX PEAKIMUAX, CEPbE3HBIX HEXKEIATEIbHBIX PEAKIUAX, HENPEABUICHHBIX HEXKEIATEIbHBIX
peaknusaXx IpH TPUMEHEHUH JIEKAPCTBEHHBIX IIpenapaTroB, 00 HWHAMBUAYAIbHON HENEPEHOCHUMOCTH,
oTcyTcTBHH (PPEKTUBHOCTH JIEKAPCTBEHHBIX MPEMApPaTOB, a TAKKe 00 MHBIX (aKTaX U OOCTOSTEIHCTBAX,
MPEACTABISIIONIUX YIPO3Y JKM3HW WM 3J0POBBIO 4YelloBeKa JUOO J>KUBOTHOTO TIPH INPUMEHCHHUH
JIEKApCTBEHHBIX MPENapaTroB U BBIABICHHBIX Ha BCEX 3Tanax OOpalleHus JEKapCTBEHHBIX MPENapaToB B
Poccuiickoit denepaiuu 1 Ipyrux rocy1apcTBax.

3. CyOBeKkThl O0OpaleHus JICKAPCTBEHHBIX CPEJCTB B MOPSIKE, YCTAHOBICHHOM YIIOJIHOMOYCHHBIM
denepaabHBIM  OPraHOM — HCIOJHHUTEIBHOM BIACTH, O0sA3aHBI COOOWMATh B  YHOJHOMOYCHHBIH
denepanbHBIi OpraH HCIOJHUTEIBHON BIACTH O TOOOYHBIX JEHCTBUSX, HEKENATEIHHBIX PEAKITUSIX,
CEpBE3HBIX HEXKEIATEIbHBIX PEAKIUsIX, HEMPEIBUICHHBIX HEXKEIATeIbHBIX PEaKIUsIX MPU MPUMEHECHUH
JICKapCTBCHHBIX TIPEraparoB, 00 WHAMBHIYAJILHOH HENEPEHOCHMOCTH, OTCYTCTBHH J(PQPEKTHUBHOCTH
JICKApCTBEHHBIX ITPENapaToB, a Takke 00 MHBIX (pakTax U OOCTOATENBCTBAX, MPEICTABISAIONUINX YTPO3Y
KU3HU WIA 3JI0POBBIO YEIIOBEKA JIMOO >KUBOTHOTO MPH MPUMEHEHHH JICKAPCTBCHHBIX IPENapaToB M
BBISIBJICHHBIX Ha BCEX 3Tamax OOpalleHUs JICKApCTBEHHBIX mpernapatoB B Poccuiickoit denepanuu u
JIPYTHUX TOCYIapCTBaX.

4. JlepaTenu WU BIAAENBIBI PETUCTPAIMOHHBIX YJOCTOBEPEHMI JIEKAPCTBEHHBIX IMPEMapaToB,
IOPUINYCCKUC JINLA, HA UM KOTOPBIX BbIAAHBI PA3pCIICHUA HAa IMPOBCACHUC KIIMHUYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ
B Poccuiickoii ®enepanuu, 1100 YHNOTHOMOYEHHBIE HMH JpYrHe IOpUAMYECKHE JHMIIA B pPaMKax
obecrnieueHrs 0€30TIaCHOCTH JICKAPCTBEHHBIX MIPEMApaToB B MOPSJIKE, YCTAHOBICHHOM COOTBETCTBYIOIIHM
YIIOJTHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCHOJHUTENBHON BIACTH, O0S3aHBI OCYIIECTBISTH MPHEM,
y4er, o00paboTKy, aHaJiu3 W XpaHEHHE TMOCTYMaloluX B WX aapec OT CYOBEKTOB OOpalleHus
JIEKapCTBEHHBIX CPEACTB M OPTraHOB TOCYJAapCTBEHHON BJIACTU COOOIICHUH O TMOOOYHBIX ACHCTBHUSAX,
HCKCIATCIbHBIX PCAKIHAX, CEPBbE3HBIX HEKECIATCIbHBIX U HCIPCABUACHHBIX HEKCIATCIbHBIX PCAKIHAX
Mpy TPUMEHEHHH JIEKapCTBEHHBIX IMpEenapaToB, 00 OCOOCHHOCTAX HMX B3aUMOACWUCTBUS C APYTUMHU
JICKApCTBCHHBIMU IIpPCIiapaTaMu, HHI[HBHI[yaJ'IBHDfI HCIMICPCHOCUMOCTH, a TaK¥XE 00 HHBIX q)aKTaX n
00CTOSITENTLCTBAX, MPEACTABISIONIMX YIPO3y >KU3HU WM 3I0POBBIO UEIOBEKAa OO XKUBOTHOTO WIIH
BIIMAOIIUX HA HW3MCHCHUHEC OTHOIICHUSA O)KH)IaeMOﬁ MOJIB3bI K BO3MOXHOMY PHCKY HIPHUMCHCHUA
JIEKapCTBEHHBIX MPEMapaToB.

5. Ilpu BbIsBIEHUM HH(OPMALUKA O CEPHE3HBIX HEKEIATEeIbHBIX PEaKIMSIX U HENPEeABHIAECHHBIX
HEXXEJIATeNbHbIX PEAaKIUAX TNpUd IPUMEHEHHU JIEKapCTBEHHBIX NpenapaToB, 00 OCOOEHHOCTAX HX
B3aMMOJICICTBUS C OPYTMMH JIEKapCTBEHHBIMH IpenapaTaMd, WHIUBUIYalbHOW HENEpPEHOCHUMOCTH, a
Takke 00 MHBIX (paKTax U 0OCTOATEIHCTBAX, BIMSIOIIMX HA M3MEHEHUE OTHOIIEHUS 0KMIAaeMOil MOJIB3bI K
BO3MOXHOMY PHUCKY TPHUMEHEHHUs JIEKapCTBEHHBIX MpernapaToB, JAepXKaTelud WIA  BIAAEIbIbI
PETUCTPALIMOHHBIX YIOCTOBEPEHUH JIEKApPCTBEHHBIX NPENApaTOB, IOPUIANYECKUE JIMIIA, HA UMs KOTOPBIX
BBIIaHBI pa3pellieHus Ha NpOBeIeHHE KIMHUYECKHX HccaenoBaHuil B Poccuiickoit ®enepanuu, 1mbo
YIIOJIHOMOYEHHBIE MMM JpYyrde MOpUAMYECKHe JHIa O0O0sf3aHbl HPUHATH MEpbI, HANpaBJICHHbIE Ha
YCTpAaHEHUE  HEraTUBHBIX  MOCIEACTBHM  NPUMEHEHHS  TaKUX  JIEKAPCTBEHHBIX  IpPEnaparos,
IpeaynpexaeHue NPUUNHEHHUs Bpesia )KU3HU WM 3JJ0POBBIO YeloBeKa JHMO0O0 KUBOTHOTO, 3aUTY UX OT
MIPUMEHEHHUSI TAKUX JIEKAPCTBEHHBIX MPENapaToB, HA TOMOJHUTENbHBIN cOOp NaHHBIX 00 3((EeKTUBHOCTH

www.consultant.ru Crpannna 124 u3 137
HaJeKHasl IpaBoBasi MOAAEPIKKa


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

®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pen. ot 27.12.2019)
"O6 obparieHnH JIeKapCTBEHHBIX CpecTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 21.02.2020

1 0€30M1aCHOCTH TAKUX JIEKAPCTBEHHBIX IIPENapaToB.

6. 3a HECOOOIICHUE UITH COKPBITHE MH(POPMAIIMH, TIPETYCMOTPEHHON YacThIO 3 HACTOSIIIECH CTaThH,
JepKaTed WA  BJIQAENbLbl  PErUCTPALMOHHBIX  YIOCTOBEPEHUHN JIEKAPCTBEHHBIX  IpPENaparos,
IOPUANYECKHE JIUIA, HA UMSI KOTOPBIX BbIJIAaHbI pA3pEIICHUs Ha TPOBEACHUE KIIMHUYECKUX HCCIIeI0BaHUN
B Poccuiickoit ®enepanmu, a1O0 YIOJIHOMOUYEHHBIE WMH JPYTHE MOPUIUYCCKUE JIMIA, a TaKKe
JOJDKHOCTHBIE JIMIA, KOTOPHIM 3Ta WMH(OpManus craja W3BECTHA MO POay HMX MNPOodhecCHOHATHHOU
JEATEIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHMH C 3aKOHOAATENLCTBOM Poccuiickoit @enepauuu.

7. Ilpu mosiydeHUH YMOJIHOMOYEHHBIM (pe/iepaJbHBIM OpraHOM HCIOJHUTENBHOMN BJIACTH B paMKax
OCYIIECTBIICHUSI MM (hapMaKoOHAA30pa JTOKAa3aTeNbCTB O HECOOTBETCTBHH JICKAPCTBEHHOTO Ipenapara
YCTaHOBJICHHBIM TpPeOOBAaHUSM WU MpPH NOTy4YeHHUH HWHGOPMAlMKU O HECOOTBETCTBUU IaHHBIX 00
3G GEKTUBHOCTH ¥ 0 0€30MaCHOCTH JIEKAPCTBEHHOTO Iperapara JaHHBIM O JIEKAPCTBEHHOM IIperapare,
COJIEP>KaIIMMCSI B MHCTPYKIIMHU 10 €ro MPUMEHEHHIO (B TOM YHCIIE BBISBICHHBIX B XOJI€ OCYIIECTBICHUS
(bapMakoHaa30pa KOHTPOJIBHO-HAJ30PHBIMUA OpPTaHAMH WHOCTPAHHBIX TOCYAApCTB), YHMOJHOMOYEHHBIN
(benepanbHBIA OpraH UCIIOJHUTEIBHON BJIACTU B YCTAHOBJICHHOM UM MOPSAKE paccMaTpUBaeT BOIPOC O
IIPUOCTAHOBJIEHUU PUMEHEHHS TAKOT0 JIEKAPCTBEHHOI'O IIperapara.

CrtaTba 65. [lpuocTaHOBNEeHMe NPUMEHEHUS NIeKapCTBEHHOrO Npenapara
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. ITpu monyyeHun uHGpOpMALMK O HEXKEJIATEIBHBIX PEAKUUAX MPHU NPUMEHEHUH JIEKapCTBEHHOI'O
npenapaTa, He YKa3aHHBIX B WHCTPYKLUHH [0 HNPUMEHEHUIO JIEKapCTBEHHOI'O Ipernapara, Cepbe3HbIX
HEeXXEJIaTeNbHbIX pPEaKUUsiX, 00 OCOOEHHOCTAX €ro B3aWMOJEHCTBHUA C JPYTUMHU JIEKapCTBEHHBIMHU
IpernapaTamMu, KOTOpbIE MOTYT IIPEJICTABISTh YIPO3Y KU3HHU WU 3[I0POBBIO YelIOBEKa 100 )KUBOTHOTO, a
TaKXXe€ O HECOOTBETCTBUHU JaHHBIX 00 3((EeKTUBHOCTH U O OE30MaCHOCTH JIEKAPCTBEHHOI'O Mpenapara
JAHHBIM O JIEKApPCTBEHHOM IIpernapare, CoIep KaluMcsi B MHCTPYKIIMHU 110 €ro IPUMEHEHHIO, B TOM YHCIIe
OT YHNOJHOMOYEHHBIX OPraHOB HWHOCTPAaHHBIX TOCYIapCTB, OOMEH KOTOPOH OCYIIECTBISIETCS B
COOTBETCTBUM C COTJIAIIEHUSMU MEXJY YHOJHOMOYEHHBIM (elepallbHbIM OPraHOM HCIIOJHUTEIbHON
BJACTU U YHOJHOMOYEHHBIMH OpraHaMHM HHOCTPAHHBIX TOCYAApCTB, YINOJHOMOYEHHBIH (enepanbHbIit
OpraH HMCIIOJHUTEIbHOW BJIACTH pacCMaTpUBAET BOMPOC O BO3ZMOKHOCTH NMPHOCTAHOBJIEHUS OOpallleHus
TaKOro JIEKApCTBEHHOIO IIpernapara B MOpPSAAKE, YCTAaHOBJIEHHOM YIIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM MCIOJIHUTEIbHON BIACTH.

2. llpy HEWUCNIOJIHEHWU WM HEHAJJIEXKAallleM MWCIIOJIHEHUN JEep)KaTesIMU WIA BIAJeNbllaMU
PETUCTPAllMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX MPENapaToB, IOPUAMYECKUMHU JIMLIAMH, HA UMS
KOTOPBIX BBIJAHBI Pa3peUICHMs Ha MPOBEACHUE KIMHUUECKUX HccaenoBanuil B Poccuiickoit Penepanum,
WM YIOJTHOMOYEHHBIMU UMH JIPYTUMH IOPUIUYECKUMH JTUIAMHU 0053aHHOCTEN, YCTAaHOBJIEHHBIX YacTsIMU
3 u 4 cratbu 64 Hacrosero deaepanbHOrO 3aKOHA, JIMOO B CIIydasX MPEACTaBIECHUS COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (eiepalbHbIM OPraHOM HCHOJHUTENBbHOM BJIACTH 3aKIIOYEHHUS O HEJOCTOBEPHOCTH
PE3yJIbTaTOB KJIMHUYECKOTO UCCIIEIOBAHMSI JIEKAPCTBEHHOTO Mpenapara il MEJUIMHCKOTO IPUMEHEHU,
KOTOpOE€ OCHOBAaHO Ha pe3yjbTaTaX MPOBEPKH MEAUIIMHCKOW OpraHM3alliy, MPOBOJUBIIEH yKa3zaHHOE
KJIIMHUYECKOE MCCIIE0BAHNE C HAPYIIEHUEM ITPaBWJI HAAJIEKAEH KIMHUYECKON MPAKTUKH, U IPUBEIIO K
MOJIYYEHUIO HEJAOCTOBEPHBIX PE3YyJIbTATOB, JIMOO B CiIy4ae HEBBIMOIHEHMS NPEANHCAHUS, BBIIAHHOTO
YIIOJIHOMOYEHHBIM  (pe/iepabHbIM OpPraHOM HCIIOJIHUTENBHOW BIIACTH 110 WTOTaM  OCYIECTBIICHUS
BBIOOPOYHOI'O KOHTPOJISI KauecTBa JIEKaPCTBEHHOI'O INpernapara, yIoJIHOMOUYEHHBIH (eepalbHbIil opran
UCIIOJIHUTEJILHON BJACTH B YCTAaHOBJIEHHOM MM IOPSIKE pAacCMaTpUBAET BOIPOC O IMPHUOCTAHOBIECHUH
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MPUMCHCHUS TAKOI'O JICKAPpCTBCHHOI'O IIpCIiapara.

3. YnomHoMO4YeHHBIH (enepaabHblii OpraH HMCIOJHUTEIBLHON BIACTH NMPU TPEICTABICHUU €My
CBEICHMI O HECOOTBETCTBUU MPOU3BOJUTENS JIGKAPCTBEHHBIX CPEICTB TPEOOBAHUSM IPaBUII
HaJIexallel Mporu3BOICTBEHHOM NMPAKTUKU U (WJIM) O HAPYLICHUU JIMIIEH3UOHHBIX TpeOOBaHUM, KOTOpbIE
OBUTH BBISIBJICHBI B XOJI€ MPOBEICHUS MHCIICKTHPOBAHHS MPOU3BOAUTENS JICKAPCTBEHHBIX CPEIICTB WU
OCYILIECTBIICHUS JIMLIEH3HOHHOTO KOHTPOJIA B cpepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB U MPUBEIN
WM MOTYT MPHUBECTH K MPOU3BOJICTBY JIEKAPCTBEHHBIX MPENapaToB JJisi MEIUIMHCKOTO MPUMEHEHUS,
MIPUYMHUBIIUX UM CIIOCOOHBIX TPUYUHUTH BPE]l )KU3HU WK 3I0POBBIO FPaXKAaH, pacCMaTPUBAET BOIPOC
0 TPHUOCTAHOBJIECHUU MPUMEHEHHUS JIEKAPCTBEHHBIX IMpENnapaToB Isi MEAUIIMHCKOIO NPUMEHEHHS B
YCTaHOBJICHHOM UM MOPSAKE B CIEAYIONUX CIydasK:

1) cocraB M (MIM) TEXHOJOTWs IMPOU3BOJCTBA JEKAPCTBEHHOI'O IIpenapara s MEAUIIMHCKOIrO
IIPUMEHEHHs (C ONMCAaHMEM CTaJuil MPOMU3BOJCTBA) OTIMYAKOTCS OT 3asBJICHHBIX B PETUCTPALMOHHOM
JI0ChE;

2) HeKapCTBeHHBIﬁ npemapar aji MCAUIUWHCKOIO NpUMCHCHUA IMPOU3BCIACH Ha HpOHSBOI[CTBCHHOﬁ
IIomaaKke, He YKa3aHHOfI B PEruCTpaiiOHHOM JOCKE;

3) Yy HOpOoU3BOAUTECIIA JICKAPCTBCHHBIX CPEACTB OTCYTCTBYIHOT JOKYMCHTBI, ITOATBCPIKAAIONINC
COOTBCTCTBHUEC KauCCTBA JICKAPCTBCHHOI'O IIpfriapara s MCIUUOMWHCKOTrO IMPUMCHCHHUA, BBOJHUMOI'O B
l"pa)KI[aHCKI/Iﬁ 060pOT, Tpe6OBaHI/IHM, YCTAHOBJICHHBIM IIpH €TI0 FOCYﬂapCTBeHHOfI perucrpanmnm;

4) npou3BOAMTENEM JIEKApCTBEHHBIX CPEACTB B  COTJIACOBAHHBIMH C  COOTBETCTBYIOIIMM
YIIOJIHOMOYEHHBIM (heZiepalIbHbIM OpraHOM HCIIOJIHUTENIBHONW BIACTH CPOK HE YCTPAHEHBI HapyIIEHUS
TpeOOBaHUI MpaBUJl HaJyIeXkKalleld MPOU3BOJACTBEHHOW MPAKTUKU U (WIK) JULEH3UOHHBIX TpeOOBaHUI,
KOTOpble OBUTM BBISBICHBI B XOJ€ NPOBEIEHUS HMHCIEKTUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEICTB WJIM OCYILECTBICHUS JINLIEH3MOHHOTO KOHTPOJIS B chepe Mpor3BOJCTBA JIEKAPCTBEHHBIX CPE/ICTB
U TpUBEIM WM MOTYT INPHUBECTH K IMPOU3BOJACTBY JIEKAPCTBEHHBIX IPENaparoB sl METULIMHCKOTO
MPUMEHEHHS, IPUIMHUBIINX MM CIOCOOHBIX MPUYNHUTH BPEJT )KU3HU WM 37I0POBBIO TPAXKIaH.

(uacth 3 BBeneHa denepanbubiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

4. YnonHoMoueHHbIH (efepanbHblil OpraH UCIOJHUTENBHOMN BIACTH IIPU HAIMYUU Y HETO CBEIECHUN
O HECOOTBETCTBHM IPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEACTB TpPeOOBAaHMAM IpaBUJ HaJyIeXallei
IIPOM3BOJICTBEHHOW MpPaKTUKW U (WIM) O HApYLIEHUHU JIMIEH3UOHHBIX TpPeOOBaHUM, KOTOpBIE OBLIM
BBISIBJIEHBl B XOJE€ IIPOBEJCHHS WHCIEKTUPOBAaHUS IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB WIH
OCYILIECTBIICHUS JINLIEH3UOHHOTO KOHTPOJIA B cpepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB U MPUBEIN
WIM MOTYT IPUBECTU K MPOU3BOJCTBY JIEKAPCTBEHHBIX IMPENApaToB A BETEPUHAPHOIO NMPUMEHEHUS,
MPUYMHUBIIUX WM CIIOCOOHBIX MPUYUHUTH BPE >KU3HU WM 3J0POBBIO KMUBOTHBIX, PacCMaTpHUBAET
BOIIPOC O TPUOCTAHOBJIEHUM pealM3allud M TPUMEHEHMs JIEKApCTBEHHBIX IIPEMAapaToB IS
BETEPUHAPHOTO IPUMEHEHHSI B YCTAHOBJICHHOM UM HOPSAKE B CIEAYIOIUX CIydasx:

1) coctaB W (WIM) TEXHOJOTHS IMPOU3BOJCTBA JICKAPCTBEHHOTO Tpernapara s BETCPUHAPHOTO
HpI/IMeHeHI/ISI (C OITMCAaHUECM CTa}II/II\/II HpOI/ISBOJICTBa) OTJINMYAIOTCS OT 3adABJICHHBIX B peFI/ICTpaHI/IOHHOM
JIOCBE;

2) neKapCTBEHHBIN TpemaparT i BETEPUHAPHOTO MPUMEHEHHS MPOU3BEACH Ha TPOU3BOCTBEHH ON
IUTONIAJIKE, HE YKa3aHHOM B PETUCTPALIMOHHOM JIOChE;
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3) y HOpou3BOAMTENS JEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOATBEPKAAIOIINE
COOTBETCTBUE KauyeCTBA JIEKAPCTBEHHOI'O IIperapara Ui BETEPUHAPHOrO NPUMEHEHMS, BBOAUMOIO B
rpaXIaHCKH 000poT, TpeOOBAHHSM, YCTAHOBJICHHBIM IIPH €0 TOCYIapCTBEHHON PErHCTPALIUY;

4) Tpom3BOAWTENEM JIEKAPCTBEHHBIX CPEACTB B  COIJIACOBAaHHBIH C  COOTBETCTBYIOIUM
YIIOJIHOMOYEHHBIM (heZiepalbHbIM OPraHOM HCIIOJHUTENBHOW BIACTH CPOK HE YCTPAHEHBI HAPYIICHUS
TpeOOBaHMH MPaBWI HaUISKAIIEH MPOM3BOACTBCHHOW MPAKTHKH M (WJIHM) JMIEH3UOHHBIX TPeOOBaHMI,
KOTOpbIE€ OBUTM BBISBICHBI B XOJ€ MPOBENEHHUS HMHCICKTHPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEIICTB MJIM OCYILECTBIICHUS JIMIICH3NOHHOTO KOHTPOJIS B chepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB
U TIPUBEIM WIM MOTYT NPHUBECTH K HPOHM3BOJCTBY JIEKAPCTBEHHBIX IpPENapaToB JJIs BETEPHUHAPHOTO
NPUMEHEHHS, TPUYNHUBIINX WK CITIOCOOHBIX NPUYMHHUTE BPE/I )KU3HU WM 3JJ0POBBIO KHBOTHBIX.

(uactb 4 BBeneHa denepanbHbiM 3aKkoHOM 0T 04.06.2018 N 140-D3)

Koncynbrantllmtoc: npumeuanue.
C 01.01.2023 cr. 65 gononnsiercs 4. 5, 6 (O3 ot 27.12.2019 N 475-D3).

Koncynprantlntoc: npumedanue.
C 01.03.2020 ct. 66 uznaraercss B HoBoM pemakiuu (D3 ot 27.12.2019 N 475-D3). Cm. Oyayuryro
pEeNaKIuIo.

CraTtbsa 66. UHcpopmauma o pesynbtaTax hapmakoHagsopa
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

YrnonHoMoueHHBIM  enepanabHBIi  OpraH  UCIOJMHUTEIBHOW  BIACTH,  OCYIIECTBIISFOITUI
dapmakoHanzop, Haxoadmmuxcs B oOpamenun B Poccuiickoit ®expepanuu, 1O pe3yibTaTam
(apmakoHag30pa pa3MeniaeT Ha cBoeM oduiuanbHOM caiite B cetu "UnTtepner" wmudopmaruio o
MPUHATBIX PEUICHUSX O BHECEHUM HU3MEHEHMS B HHCTPYKLHUIO MO IPUMEHEHHIO JIEKAPCTBEHHOTO
npenapaTa, 0 MPUOCTAHOBJIEHUU NMPUMEHEHHsI JIEKapCTBEHHOT'O Ipernapara, 00 W3bATUU U3 OOpalleHUs
JIEKapCTBEHHOT'O TIpernapaTa Uil 0 BO30OHOBICHUH TPUMEHEHUS JIEKAPCTBEHHOTO MIperapaTa.

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

Masa 14. N(HOOPMALUA O JIEKAPCTBEHHbBLIX NMPEMAPATAX. CUCTEMA
MOHUTOPUHIA OBUWXEHUA NEKAPCTBEHHbIX MPEMAPATOB
ana MEQUUMHCKOIo NnPUMEHEHUA
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratbsa 67. UHdopmauma o nekapcTBeHHbIX npenaparax. Cucrema MOHUTOpPUHra
ABUXEHUS NeKapCcTBEHHbIX NpenapaToB ANA MeAULUMHCKOro NpUMeHeHus
(B pen. denepanbHoro 3akona ot 28.12.2017 N 425-03)

1. I/IH(I)OpMaI_II/ISI 0 JICKApCTBCHHBIX IpCIaparax, OTIIYCKAEMbIX IIO0 PCHCIITY Ha J'ICI(&pCTBCHHLIfI
mnmpemnapar, AOJDKHAa COACPKATHECA TOJBKO B CICHUAIM3UPOBAHHBIX H3JAHUAX, MNPCIHA3HAUCHHBIX JJIA
MCIHUIMHCKUX, (I)apMaL[eBTI/I‘-ICCKI/IX pa6OTHI/IKOB, CIICIUaJIuCTOB B obiactu BCTCPUHAPUH. I/IH(pOpMaLII/IH 0
JICKApCTBCHHBIX IIperiaparax Ijid CIICHuaJIrCTOB B obnacTu 06pameHI/m JICKAPCTBCHHBIX CPCIACTB MOXKECT
COACPIKAThHCA B MOHOFpa(I)I/ISIX, CIIpaBOYHHKAX, HAYYHBIX CTaTbiAX, B MOOKJIaJaX Ha KOHIPECCax,
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KOH(I)epeHI_[I/ISIX, CUMIIO3WYyMAax, HAY4YHbIX COBCTAX, a TAaKXC B MHCTPYKHOUAX 110 IIPHUMCHCHUIO
JIEKapCTBEHHBIX IPETapaToB.
(B pen. @exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. Nndopmanusi 0 JEKapCTBEHHBIX Iperaparax, OTIIyCKaeMbIX Oe3 pelenTta Ha JIeKapCTBEHHBIN
mpernapar, MOXXET COAEP)KaThCs B MyONMKamMAX M OOBSIBICHUSX CPEIACTB MAcCOBOW HH(pOpMaluy,
CHEIHATM3UPOBAHHBIX M OOLIMX TMEYaTHBIX M3AAHUSX, MHCTPYKIHSIX MO MPUMEHEHHUIO JIEKapCTBEHHBIX
MPEerapaToB, MHBIX U3JAHUAX CYOBEKTOB OOpaIIeHHUs JIEKApCTBEHHBIX CPEACTB. PexiiamMmHble MaTepHalibl O
JIEKapCTBEHHOM IIperapaTe, OTIycKaeMoM Oe3 pelenta Ha JEKapCTBEHHBIM Mpenapar, JdOMKHBI
COOTBETCTBOBATh MHCTPYKIUU 110 IPUMEHEHHUIO JICKAPCTBEHHOTO IIperapara.

3. JlomyckaeTcsi UCHOJIb30BAHUE JIOOBIX MaTepHAIbHBIX HOCUTENEH, MO3BOJIAIOLIMX XPaHUTb,
nepeaaBaTh U UCIOIB30BaTh HH(POPMAIIKIO O JIEKApCTBEHHBIX MpernapaTax 0e3 ee HCKaKCeHHUS.

Koncynprantllinroc: npumeyanue.
Y. 4 cr. 67 Bcrynaer B cuity ¢ 01.07.2020.

4. Jlnsa ueneil uACHTHU(PHUKAIMU YIIAKOBOK JIEKAPCTBEHHBIX MPENaparoB [Uisi MEAUIIMHCKOTO
MIPUMEHEHHUS TPOU3BOJIUTEIN JICKAPCTBEHHBIX CPEACTB B MOPSAKE, yCTaHOBIEHHOM [IpaBUTEnHCTBOM
Poccuiickoit denepannu, HAHOCAT HA MEPBUYHYIO YIIAKOBKY (B OTHOIICHUH JIEKAPCTBEHHBIX MPEMapaToB
JUTSI MEIUIIMHCKOTO TPUMEHEHUS, U1 KOTOPBIX HE MPEAYyCMOTpPEHAa BTOPUYHAS YITAKOBKA) U BTOPUUHYIO
(MOTPeOUTENBCKYI0) YIIAKOBKY JIEKAPCTBEHHBIX MpENapaTroB A MEIUIIMHCKOTO MPUMEHEHHS CpelCTBa
UIeHTU(DUKAIIMK, 32 WUCKIIOUYCHHEM JIEKAPCTBEHHBIX IPENapaToB IJs MEIUIIMHCKOTO MPUMEHEHUS,
MPOU3BOJUMBIX JUIsl MIPOBEACHUSI KIMHUYECKUX HCCIEIO0BAHMM, SKCIOPTA, JIEKAPCTBEHHBIX IPENapaTroB
JUIT MEAUIMHCKOIO NMPUMEHEHMS, YKa3aHHBIX B 4dacTsax 5 W 8 cratbu 13 Hacrosmero denepanbHOro
3aKOHa, paauodapMaleBTUYECKUX JIEKQpPCTBEHHBIX TMIPENapaTroB, MHSIBOK MEIUIIMHCKAX U Ta30B
MEIUIIMHCKHX.

(uacTh 4 BBeneHa denepanbHbiM 3aKk0HOM 0T 28.12.2017 N 425-03 (pen. 27.12.2019))

5. XapaKTepuCTUKH CPEJICTBA UACHTH(DHUKAINY, TOPSIOK €r0 HAaHECCHHS U TPEOOBAHUS K CTPYKTYpe
u ¢dopmary wuHbOpMAIMK, KOTOPYIO COAEPKUT CPEACTBO HACHTU(DUKAIMU, OMPEIENITIOTCS
[IpaBurensctBOoM Poccuiickoit denepanun.
(uacTh 5 BBeneHa denepanbHbiM 3aK0HOM 0T 28.12.2017 N 425-03)

6. Ilopsmok co3maHMs, pa3sBUTHs, BBOJA B OKCIUIyaTallMIO, SKCIUTyaTaldd M BBIBOJA W3
JKCIITyaTallud CUCTEMBbl MOHWTOPHHIA J[IBUJKEHHUS JIEKAPCTBEHHBIX INPENaparoB JUIsl MEAUIMHCKOIO
MPUMEHEHHUS], MOPAJOK TNPEJOCTaBICHUS HHPOpPMAIMK, COAEpKallleiici B CHUCTEME MOHUTOpPUHTA
JBUKEHMSI JIEKAPCTBEHHBIX IPENApaTOB Ul MEAUIMHCKOIO MPUMEHEHHUS, U MOPSIOK B3aUMOACUCTBHUS
YKa3aHHOM  CHCT€MBbl C HMHBIMH  TOCYJApCTBEHHBIMM  HH(OPMAlMOHHBIMH  CHCTEMaMU H
MH(GOPMAIIMOHHBIMH CUCTEMaMH FOPUIMUYECKUX JIUL ¥ MHIUBUYaJIbHBIX MIPEIIPUHUMATENEH, YKa3aHHBIX
B vactax 7 m 10 mHacTosmed crarbm, yctaHaBinuBaroTcs I[IpaButenbctBoM Poccmiickoit deneparmm.
OneparopaMu CHCTEMbl MOHUTOPHHIA JIBUKEHUS JIEKAPCTBEHHBIX IIPENapaToB il MEAMIIMHCKOIO
MPUMEHEHUSI SIBJIAIOTCS  (peiepalibHbIil OpraH HCHOJHUTENbHON BiacTh W (WIKM) OpraHu3anus,
ynosHoMmoueHHble [IpaBurenscTBoM Pocculickon denepanuu.

(uacTb 6 BBeneHa denepanbHbIM 3aKk0HOM 0T 28.12.2017 N 425-03)
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Koncynprantllinroc: npumeyanue.
Y. 7 cr. 67 Bcrynaer B cuity ¢ 01.07.2020.

7. FOpuanueckue JIMla U UHAUBUAYAIbHBIE MPEIIIPUHUMATENH, OCYIIECTBIISIIOIIME TPOU3BOACTBO,
xpa"HeHue, BBO3 B Poccuiickyro ®denepanuio, OTIYCK, pealM3alyio, Iepenady, NIPUMEHEHUE U
YHUUTOKEHHUE JIEKApPCTBEHHBIX MPENapaToB ISl MEAUIIUHCKOTO MPUMEHEHHS, 00eCIIeYuBaIOT B MOPSIKE U
B cOCTaBe, KOTOopble YycraHOBJeHbl IIpaBurensctBoM Poccuiickoir Penepauuu ¢ yd4eToM BHAA
OCYILIECTBIISIEMOM HUMHU JEATEIbHOCTH, BHECEHHE HWH(GOpMalUKd O JIEKAPCTBEHHBIX IIpernapaTax s
MEIULHUHCKOTO IPUMEHEHUS B CHCTEMY MOHMTOPUHIA [BH)KCHMS JICKAPCTBEHHBIX IPENapaToB IS
MEIULHUHCKOTO IPUMEHEHUSI.

(uactb 7 BBenieHa denepanbHbiM 3aKk0HOM 0T 28.12.2017 N 425-03)

7.1. JlekapcTBeHHBIE TMpemnaparbl Ui MEAULIUHCKOTO TMPUMEHEHHs, NpeJHa3HAYeHHbIE MJis
obecrniedeHus UM, OOJMBHBIX TeMO(HIUEH, MYKOBUCIHI030M, TUIIOPU3APHBIM HAHU3MOM, OOJIE3HBIO
l'ome, 3m0KavyecTBEHHBIMH HOBOOOpPA30BaHUSMHU JUM(OUAHON, KPOBETBOPHOM U POJICTBEHHBIX WM
TKaHEH, pacCesTHHBIM CKJIEPO30M, JIMII MOCIe TPAHCIUIAaHTAI[MU OPTaHoB U (WJIM) TKaHEH, MPOU3BEACHHBIC
1o 31 mexabps 2019 roga, a Takke MHBIC JIEKAPCTBECHHBIC MpeEnapaThl JUIsl MEAUIIMHCKOTO MMPUMEHEHHS,
npousBeneHHble 10 | wurong 2020 roma, moanexar XpaHEHHIO, INEPEBO3KE, OTIYCKY, pealu3alui,
nepenaye, MPUMEHEHUIO 0€3 HAaHECEHUs CPEACTB UACHTU(PHUKAIIMY 10 UCTEYEHHS CPOKA X TOJJHOCTH.
(uactb 7.1 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 462-03)

8. Opranuzanus HHOOPMALMOHHOTO B3aUMOJICUCTBUS CHUCTEMBbl MOHUTOPUHTA JIBHXKEHUS
JIEKApPCTBEHHBIX ~TMPEMApaToB IS MEIUIMUHCKOTO TPUMEHEHHS C WHBIMA TOCYAapCTBEHHBIMU
MH(OPMALIMOHHBIMU CUCTEMaMH OOecreYnBaeTcs B TOM YHCIE TOCPEACTBOM HMH(PACTPYKTYPHI,
obecrieunBaroniel MHGHOPMAITMOHHO-TEXHOJIOTHUECKOE B3aUMOJICHCTBHE HMH(POPMAIIMOHHBIX CHCTEM,
WCIONB3YEMBIX JUISI MPEJOCTABICHHUS] TOCYIapCTBEHHBIX M MYHUUHUIAIBHBIX YCIYI WM HCIOJIHEHUS
roCyJIapCTBEHHBIX U MYHUIIUTIATBHBIX (DYHKIIUI B 2JIEKTPOHHOM (opMme.

(uacTh 8 BBeneHa denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-03)

9. OOmenoctynHas uHpOpMALMs, COAEpKAIIAsACI B CHUCTEME MOHUTOPHHTA JBHKCHUS
JIEKapCTBEHHBIX IIpenapaToB JUIS MEIUIIMHCKOTO IIPUMEHEHUS, pasmMeniaercs B
MH(}OPMAaLIMOHHO-TEIIEKOMMYHUKAIIMOHHOM cet "MHTepHer" (B TOM uucie B GopMe OTKPBITHIX JTAHHBIX)
B nopske, ycraHoBiaeHHOM [IpaBurensctBom Pocceuniickoit denepanumu.

(uactb 9 BBenena denepanbHbiM 3aKk0HOM 0T 28.12.2017 N 425-03)

10. IIpon3BoauTENN JIEKAPCTBEHHBIX CPEACTB IMOIYYAIOT COAEPIKAILYIOCS B CUCTEME MOHUTOPHHIA
JBUKEHMSI JIEKAPCTBEHHBIX IPENapaToB ISl MEAULMHCKOTO MPUMEHEHHs HH(OpMalMIoO O CepHusix U
NapTUsAX JEKapCTBEHHBIX MpenapaToB, NPOU3BOJUMBIX UMU M HAXOISIIUXCS B TPaKIAHCKOM 000pOTE B
Poccutiickoit deneparuu, 6€3B03MeE3HO.

(uactp 10 BBenena denepanbHbiM 3akoHOM 0T 28.12.2017 N 425-D3)

KoncynprantlIntoc: npumedanue.
Y. 11 ct. 67 Bectynaer B cuiny ¢ 01.07.2020.

11. 3a mpou3BOACTBO WM MPOAAXKY JIEKAPCTBEHHBIX MpenapaToB Uil MEIUIIMHCKOTO TPUMEHEHUS
0e3 HaHECeHHs CPEACTB HICHTU(UKAIUU, C HAPYIICHHEM YCTAaHOBJICHHOTO MOPSIKA WX HAHECCHHUS, a
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TaK)Ke 32 HECBOCBPEMEHHOE BHECCHHE JAHHBIX B CHCTEMY MOHHTOPHHIA JBIIKCHUS JICKAPCTBEHHBIX
IpernapaToB JUis MEIUIMHCKOTO TPUMEHCHHsT WM BHECEHHE B HEE HEIOCTOBEPHBIX JaHHBIX
IOPUAMYECKHE JINIAa ¥ WHAMBUAYAJIbHBIC TPEINPUHUMATEIN, YKa3aHHbIC B YacTAX 4 W 7 HACTOSAIICH
CTaThH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.

(dactb 11 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

12. TIlpaButensctBo Poccuiickoii ®enepanuui BIpaBe YCTAHOBHTh OCOOCHHOCTH BHEAPCHHUS
CHUCTEMbl MOHHUTOPWHIA JBUKEHHUS JIEKAPCTBEHHBIX IPENapaTroB Il MEIULMHCKOTO MPUMEHEHUS,
BKIJIIOYAsi CpPOKM €€ BHEAPEHUs, B OTHOIICHWU JIEKAPCTBEHHBIX IMpEnapaToB Mg MEIUIIMHCKOTO
MPUMEHEHHUSI, BKJIIOYEHHBIX B TMEPEUYCHb >KU3HEHHO HEOOXOJUMMBIX M BAKHEUIIWX JIEKAPCTBEHHBIX
MIpernapaToB, JEKApPCTBEHHBIX IMpEmapaToB, MpeIHA3HAYEHHBIX JJs OO0ecleueHus: Jnil, OOJbHBIX
reMouineil, MyKOBHUCIMIO30M, TUMO(HU3apHBIM HAHU3MOM, Oose3Hpr0 ['omie, 370KadyecTBEHHBIMU
HOBOOOpa30BaHUAMU JTUMGOUIHON, KPOBETBOPHON U POJACTBEHHBIX UM TKAHEH, pacCeSHHBIM CKJIEPO30M,
JUI| TOCJi€ TpaHCIUIAHTAllMM OpPraHoB U (MJM) TKaHEH, HWHBIX JIEKapCTBEHHBIX MpPENnaparoB IS
MEIUIIMHCKOTO MTPUMEHEHHUS.

(uactp 12 BBenena denepanbubiM 3akoHOM 0T 28.12.2017 N 425-D3)

Nnasa 14.1. OTPAHUYEHUA, HAJTATAEMbIE
HA OPTAHU3ALUWW, OCYLLECTBIAKLWUE OEATENBbHOCTDb
MO OBPALLEHUIO JIEKAPCTBEHHbLIX CPEACTB
(BBenena denepanbHbIM 3akOHOM OT 25.11.2013 N 317-D3)

Cratba 67.1. OrpaHuyeHus, Hanaraemble NpPU OCYLIECTBNEHUN [EeATEeNIbHOCTU B
cthepe obpaleHNsA nekapCcTBEHHbIX CPeacTB

1. Opra#uzanuu, 3aHUMAalONMEcs pa3pabOTKOM, TMPOU3BOACTBOM H (WMJIU) peaau3aluen
JIEKapCTBEHHBIX MPENaparoB A MEAUIIMHCKOTO MPUMEHEHHs], OpraHu3alluy, o0iagarole npaBaMy Ha
WCTIOJIh30BaHNE TOPTOBOTO HAUMEHOBAHHMS JIEKAPCTBEHHOTO Mperapara sl MEAHIIMHCKOTO TIPUMEHEHUS,
OpraHM3alliil ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMH CPEJICTBAMH, aNTeuHble OpraHu3anuu (ux
MPEJCTaBUTENN, UHBbIE (U3NYECKUE W IOPHIMYECKHE JIMIA, OCYIIECTBISIONINE CBOIO ICATEIBHOCTH OT
MMEHHU JTUX OpraHu3alliii) B OTHOUICHHH MEIUIIMHCKUX PAaOOTHUKOB U PYKOBOAUTEIEH METUITMHCKUX
OpraHu3alyii He BIPABE:

1) BpyuaTh MOJApKH, BBHIIUIAYMBATH JACHEKHBIE CPEACTBA (32 MCKIIOYEHHEM BO3HATPAKICHHI IO
JIOTOBOpAM TpHU TMPOBEJACHUW KIWHUYECKHX HWCCIAEAOBAHWN JICKAPCTBEHHBIX IMpenapaToB s
MEJIUILUHCKOTO TPUMEHEHHUs, BO3HATPAXKIECHUW, CBSA3aHHBIX C OCYUIECTBICHUEM MEIUIUHCKUM
PaOOTHHKOM TIETArOTHUECKO U (WIJIM) Hay9HOU JEATEIHHOCTH), B TOM YHCIIe OTUIAYMBATh Pa3BJICUCHUS,
OTJZIbIX, TIPOE€3/] K MECTY OTHbIXa, a TaKKe€ MPUBJIEKATh K YYaCTHUIO B Pa3BJIEKATEIbHBIX MEPONPUATHUSIX,
MMPOBOJIUMBIX 3a CYET CBOMX CPEJICTB;

2) 3aKJIII0YaTh COIJIalICHUSA O HAa3HAYCHUU HWIIM PCKOMCHAAIHWU TMAallUCHTAM JICKAPCTBCHHBIX
mnmpemnapaTroB A1 MEAUIUHCKOIO IPpUMCHCHUS (33 HUCKIIIOYCHHUEM JOTr0OBOPOB O IMPOBEACHUHN KIIMHUYCCKUX
I/ICCJ'IC,Z[OBaHI/Iﬁ JICKAPCTBCHHBIX MPCIIapaToB JJIs1 MCAUITHUHCKOT'O HpI/IMCHCHI/I}I);

3) npenocTaBisaTh 00pa3libl JIEKAPCTBEHHBIX MPENapaToB /s MEIUIIMHCKOTO MPUMEHEHHS B LEISIX
BPYUYCHHUsI TalMeHTaM (32 HCKJIIOYEHHUEM CIIy4yaeB, CBS3aHHBIX C TPOBEIEHUEM KIMHUYECKHUX
MCCIIETOBaHMM JIEKapCTBEHHBIX NPENapaToB /Il MEIULIUHCKOTO IPUMEHEHU);
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4) MpeIoCTaBIATh HEOCTOBEPHYIO U (WJIM) HEMOTHYI0 HH()OPMAIIHIO O JICKAPCTBEHHBIX Mpernaparax
JUISL MEUITMHCKOTO MPUMEHEHUS,

5) mocemate ux B pabouee BpeMs Ha pabOYMX MeECTaX, 3a MCKIIOUYEHHEM CIIy4aeB, CBS3aHHBIX C
MPOBEACHUEM  KIMHUYECKUX HCCJIEJIOBAHMM  JIEKAPCTBEHHBIX MPENaparoB Uil  MEAUIMHCKOIO
IIPUMEHEHHUs], C Y4aCTUEM B IOPSJKE, YCTAHOBJICHHOM PYKOBOAMUTEIIEM MEIMIIMHCKON OpraHU3allvM, B
COOpaHMSIX MEAMLHUHCKUX Pa0OTHUKOB M HMHBIX MEPONPUSITHUSIX, HAMPABICHHBIX Ha IOBBIIICHUE HX
npo(eCCHOHATFHOTO YPOBHA WM Ha NPEAOCTaBICHHE WH(POpPMAINHU, CBSI3aHHOH C OCYIIECTBICHHUEM
MOHHUTOPHHTa 0€30M1aCHOCTH JIEKApPCTBEHHBIX MPENapaToB;

6) HO6y‘)KI[aTI) K BBIIIKMCBIBAHUIO JICKAPCTBCHHBLIX HNpCapaTroB I MCAUIIMHCKOrO IMPUMCHCHUS Ha
6HaHKaX, COoACPpIKAINX I/IH(bOpMaL[I/II-O PCKIIAMHOTI'0 XapaKTCpa, a4 TAKKE Ha PCUCITYPHBIX 6J'IaHKaX, Ha
KOTOPBIX 3apaHEC HallcedYaTaHO HAMMCHOBAHHUC JICKAPCTBCHHOI'O IHpfrapara jd MCEIAUIUHCKOTO
IIPpUMCHCHUA.

2. Opranu3zanuu, yKkazaHHble B a03alie mepBoM 4acTu | HACTOSAIIEH CTaThbH, U UX MPEJICTABUTEIU B
OTHOIICHUH (hapMalleBTHUECKUX paOOTHUKOB U PYKOBOJIUTENEH aNTEUHbIX OpraHU3alliil He BIIPaBe:

1) BpydaTh mojapku, BBIILJIAYMBATH JICHEKHBIE CPEICTBA, B TOM YHCJIE OIUIAYMBATh Pa3BIICUYEHUS,
OTIBIX, IPOE3J K MECTy OTAbIXa, U IMPUBJICKATh K YYaCTUIO B DPA3BICKATEIBHBIX MEPOIPUATHUAX,
IIPOBOJIMMBIX 34 CYET CBOUX CPEJ/ICTB;

2) mpenocTaByATh OOpa3lbl JIEKAPCTBEHHBIX IPENapaTroB A MEIULUHCKOIO NPUMEHEHHs [Uis
BPY4YEHMS HACEJICHUIO;

3) 3aKJII04YaTh CONIAlICHUA O IMPCHIIOKCHHUU HACCICHUIO OHNPCACICHHBIX JICKAPCTBCHHBIX
mnpenapaTtoB AJIsI MCAUIIUHCKOT'O MPUMEHCHU A,

4) npenoCcTaBIATh HEIOCTOBEPHYIO U (MJIM) HEMOJIHYIO HH(POPMAIIHIO O JIEKAPCTBEHHBIX Mpenaparax
JUIS  MEOUIMHCKOTO TNpPUMEHEHUs, B TOM YHCI€ HUMEIOUIMX OJIMHAKOBOE MEXKIYyHapOJIHOE
HENaTEHTOBAaHHOE HAMEHOBAHMUE.

Cratba 67.2. TpeboBaHMA K opraHM3auMm U NMPOBeAEHUI0 HayYHbIX MEpPOnpUATUN,
MHbIX MepPONpPUATUNA, HanpaBfieHHbIX Ha NOBbIWeHWe Nnpo¢eCcCUOHANbLHOIO YPOBHSA
MeAULIMHCKMX PpaboOTHMKOB WM Ha npeaocTaBrieHne WHopMauuu, CBA3aHHOW C
ocyLiecTBNeHUeM MOHMTOPUHra 6e3onacHOCTM NieKapCTBEeHHbIX NpenapaToB

1. IIpm mpoBeneHNM HayYHBIX MEPONPUITHI, MHBIX MEPOIPUATUN, HAIIPABICHHBIX HA MOBBIIICHHE
npo(ECCUOHATBHOTO YPOBHS MEIWIMHCKUX pPAaOOTHUKOB WM Ha IPEJOCTAaBICHHE CBSI3aHHOM ¢
OCYILIECTBJIEHMEM  MOHHUTOpUHITa  O€30MacCHOCTH  JIEKAapCTBEHHBIX  IpenaparoB  HHpopmanuu,
OpraHU3yeMbIX OpraHM3alMsMHU, yKa3aHHbIMM B a03aue mepBoM uacTu | crateu 67.1 Hacrosiuero
@denepalibHOTO 3aKOHA, HMX MPEACTaBUTENSIMU U (WiIM) (UHAHCHUPYEMBIX 3a CYET CpPEICTB OITHUX
OpraHM3allMii W UX [PEJICTaBUTENIEH, 3alpeniaeTcs MPENsITCTBOBaTh YYaCTUI0 B YKa3aHHBIX
MEPOIPUATHIX MHBIX OpraHU3alui, KOTOpbIE MPOU3BOJIAT WM PEATU3yIOT JEKapCTBEHHbIE MpemnapaThl
JUIE MEIHMIIMHCKOTO TPUMEHEHHUS CO CXOXKUM MEXaHU3MOM (PapMakoJOrH4ecKOro AEUCTBUS, JMOO
CO3/1aBaTh JHUCKPUMHUHAIIMOHHBIE YCJIOBHUS JJs OJHMX YYAaCTHHUKOB II0 CpPaBHEHHUIO C JAPYTUMHU
y4aCTHUKaMH, a UMEHHO:
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1) npenocTaBiIsATh pa3IMUHOE KOJIMUYECTBO BPEMEHM I BBICTYIUIEHUN YYaCTHHUKOB, pa3jIMYHbIE 110
pasMmepy 3aHUMaeMOll IUIOIIAAX MecTa JJsl JEMOHCTpaluu 0Opas3loB JIEKAPCTBEHHBIX IPENaparoB JUis
MEIULMHCKOIO INPUMEHEHUS WIM pPEKIAMHBIX MAaTepUalOB O JIEKAPCTBEHHBIX IIperaparax s
MEIULHUHCKOIO NPUMEHEHHS HA DKCIIO3ULUAX, CTEHAX, 38 UCKIIOYEHUEM CIIy4YaeB, €CJIM TaKUe YCIOBUS
3aKpeIUIeHbl B COTJIALICHUSAX 3TUX OPraHM3alMd, MX MpeJcTaBUTENed O (PMHAHCHPOBAHUU YKa3aHHBIX
MEpONPUATHI U 00YCIIOBJIEHBI PA3IMYHBIMU 3aTPaTaMH YYaCTHUKOB Ha UX OPraHU3ALUIO;

2) ycraHaBIMBaTh pa3Mep B3HOCA JJISi YYACTHUKOB MEPOINPHUATHH, yKa3aHHBIX B al3alie MepBOM
HACTOSIIEN YaCcTH, MPEBBIIAIONIUMN CYMMY 3aTpaT Ha OPTaHU3aLHUI0 YKa3aHHBIX MEPONPUATHI U BEAYIIUN
K HEOOOCHOBAHHOMY OTPaHHUYCHHIO YUCIIA UX YYaCTHUKOB.

2. Opranuzanuu, ykasaHHble B a03ane nepBoM dactu 1 ctatbu 67.1 Hactosmero denepanbHOro
3aKOHA, WX IMPEIACTABUTENH, OCYIICCTBIISIONINE OPraHU3aui0 U (Hiu) (UHAHCUPOBAHUE MEPOIPHUSITHH,
yKa3aHHBIX B 4acTu | HacTosIIel cTaThH, 00s13aHbI 0OecIeYnBaTh TOCTYI K HH(OpMALIMU O JaTe, MEeCTe U
BPEMEHU TIPOBEICHMS YKa3aHHBIX MEPONPUATHM, IIJIaHAX, IporpaMmax IPOBEACHUS YKa3aHHBIX
MEpPOIPHUATHIA U TeMaX, IJIAHUPYEMbIX ISl pACCMOTPEHUS, COCTaBE MX YYaCTHUKOB MyTEM Pa3MEIICHUS
COOTBETCTBYIOIIEH MH(OpMAIMK HA CBOMX OQHUIMAIBHBIX caiiTax B cetu "MHTepHEeT" HE mo3aHee ABYyX
MecCSIEB 0 Havaja MPOBEACHUS YKA3aHHBIX MEPOIIPUSITHIA.

3. Madopmanus o mpoBeIeHNH MEPOIPHUITUH, YKa3aHHBIX B YacTH | HACTOSIIEH CTaTbd, B CPOK,
YCTaHOBIICHHBIH YacThi0O 2 HACTOSALICH CTaThH, JIOJDKHA OBITH HampaBlieHa B (elepaibHbIil opraH
UCITIOJIHUTEIBHON BJIACTH, OCYIIECTBILIIONMM (YHKIMM 1O KOHTPOJII M Ham3opy B cdepe
3/IpaBOOXPAHEHMsI, JJIs MOCIEAYIOIIEro pa3MelleHusl ee Ha o(pUIMaNbHOM caifiTe 3TOro opraHa B CETH
"NuTepuer".

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYWWEHUE 3AKOHOOATEJNIbCTBA
POCCUNCKON ®EQEPALIUM NPU OBPALLEHUU NNIEKAPCTBEHHbIX CPEICTB
N BO3MELLEHUE BPEOA, NTPUMUHEHHOIO 300POBbLIO NPAXKOAH
BCNEACTBUE NPUMEHEHWUA NEKAPCTBEHHbBIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapyleHue 3akoHogatenbcTBa Poccunckon
deaepaumm npm odpaLleHnn NeKapcTBeHHbIX CPeaAcTB

1. Hapymenue 3akoHonatenbcTtBa Poccuiickoit ®enepanuu npu 0oOpalieHUH JIEKapCTBEHHBIX
CpeACTB BjeuYeT 3a c000il OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoii
denepanuu.

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

2. 3a HempenCTaBJICHHE WM HECBOEBPEMEHHOE MpeCTaBleHne HHPopMauu U (WIK) TOKYMEHTOB
nu00 TpeICTaBiIeHHE HEAOCTOBEPHbIX HHGpopManMu # (MIM) JOKYMEHTOB, MPEIyCMOTPEHHBIX
HacrosiuM ~ DeiepadbHBIM  3aKOHOM, CYOBEKTBI OOpallleHus JIEKAPCTBEHHBIX CPEJICTB  HECYT
OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOJATeNbCTBOM Poccuiickoit Penepanui.

(uacTthb 2 BBeneHa denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-03; B pen. PenepalibHOrO 3aKOHA OT
04.06.2018 N 140-93)

Cratbsa 69. Bo3meweHue Bpena, NPUYMHEHHOro 300POBLIO rpaxaaH BcrneacrBue
NPUMEHEeHNs NeKapcTBEHHbIX NpenapaToB
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1. HpOI/I3BO,I[I/ITeJ'IB JICKApPCTBCHHOI'O IIp€Iiaparta 00s13aH BO3MECTUTh Bpca, HpH‘lHHeHHBIfI 300POBbBIO
rpaxJiaH BCJICACTBHUC IIPUMCHCHUA JICKAPCTBCHHOI'O IIpcIiapara, €CJin J0Ka3aHo, 4YTO:

1) nexkapcTBEeHHBIH Mpenapar MPUMEHSJICS MO Ha3HAYEHHUIO B COOTBETCTBHM C HMHCTPYKLHUEH IO
NPUMEHEHHIO JICKApPCTBEHHOTO Ipernapara ¥ MPUYMHOW Bpela SBHJICS BBOJ B TIPa)KIAaHCKUH 000pOT
HeZ00POKaYECTBEHHOIO JIEKapCTBEHHOTO Mpernapara;

2) Bpel 3I0pOBBI0 TPUYMHEH BCIICJICTBHE HEAOCTOBEPHON WH(GOpMAIUU, COJEpIKAIICHCs B
MHCTPYKLHUHU 10 MPUMEHEHUIO JIEKApCTBEHHOTO Mpernapara, U3JaHHOM MPOU3BOUTENIEM JIEKAPCTBEHHOTO
npemnapara.

2. B ciyugae, eciu Bpell 30pOBbIO IPaXKAaH MPUYMHEH BCIIEICTBHE NMPUMEHEHMs JIEKapCTBEHHOIO
npernapara, MPUIIEANIET0 B HETOJAHOCTh B pPE3yNIbTaTe HapYIICHUS NMpPaBUJI XPAHEHUS JIEKAPCTBEHHBIX
CpPEeACTB, MPaBUJ ONTOBOW TOPrOBIM JEKAPCTBEHHBIMM MpenapaTaMu, MPaBUI OTIIYCKa JIEKAPCTBEHHBIX
MpernaparoB, MPaBHJ HM3TOTOBICHHUS W OTIIyCKAa JICKAPCTBEHHBIX IIPENapaToB, BO3MEIICHUE Bpeaa
OCYILECTBIISICTCS COOTBETCTBEHHO OpraHu3alMedl ONTOBOH TOProBJIM JIEKAPCTBEHHBIMU CpPEICTBAMH,
anTeYHOH OpraHu3anuel, WHAMBHIYATbHBIM NpPEANPUHUMATEIEM, HMCIOIUMH JIMIEH3UIO Ha
(bapMaleBTUYECKYIO JESATEIbHOCTh WM JIMLIEH3UI0 Ha MEIULMHCKYIO JIeSTeNbHOCTh, MEIUIIMHCKOM
OpraHu3alyell, WMEIOIeH JMIEH3UI0 Ha (apMaleBTUYECKYI0 IeSITeIbHOCTh (ee 000COOICHHBIM
nojpasnenenueM (amOynaropueil, GenpamepckuM U (QesbAmepCcKo-aKyIepCKUM MYHKTaMH, LEHTPOM
(otnenenuem) oOuiell BpaueOHOM (ceMeNHOM) NMPAaKTHKHU), PACIONOKEHHBIM B CEIBLCKOM HACEIECHHOM
IIYHKTE, B KOTOPOM OTCYTCTBYET alTe€4YHas OpraHu3alusl), JOMYCTUBIIMMH IPOAAXy UM OTIIYCK TaKOTo
JIEKapCTBEHHOTO TIperapara.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. Bo3Mmemienwe Bpeaa, NPUYMHEHHOIO 3JO0POBBIO TpaxJaH BCJIEICTBUE MPUMEHEHUs
JIEKapCTBEHHBIX TPENapaToB WU COBEPIICHHsS MPOTUBOMPABHBIX JEHCTBUN CyOBEeKTaMu OOpaIieHHs
JICKaPCTBEHHBIX CPEJICTB, OCYIIECTBISAECTCS B COOTBETCTBHUM C 3aKOHOAATENBCTBOM PocCcHiicKON
denepanun.

Mnasa 16. 3AKITFOMUTEJIbHBIE NMOJIOXXEHUA

Cratbsa 70. O Npu3HaHMK YTPaTUBLUMMU CUNY OTAESNbHbIX 3aKOHOAATENbHbIX aKTOB
(nonoxeHun 3akoHoAaTenbHbIX akToB) Poccunckon ®epepauum

IIpu3HaTh yTpaTUBIIMMU CUILY:

1) ®enepanbubiii 3akoH oT 22 uwoHA 1998 roma N 86-®3 "O nexapcTBEHHBIX cpenacTBax”
(Cobpanue 3akonomarenscTBa Poccuiickoit @eneparuu, 1998, N 26, ct. 3006);

2) ®enepanbHblil 3akoH OT 2 sHBaps 2000 roga N 5-®3 "O BHeCceHMH U3MEHEHUS U JOTOJHEHUN B
Oenepanpubiii 3akoH "O jexapcTBeHHBIX cpeacTBax" (CoOpaHume 3akoHOmaTenscTBa Poccuiickoi
®enepauun, 2000, N 2, cT. 126);

3) crarpio 40 @enepanbHoro 3akona ot 10 sHBaps 2003 roma N 15-O3 "O BHeceHUN W3MEHEHUH 1
JOTIOJTHEHUH B HEKOTOpPbIE 3aKOHOJATeNbHbIE aKkThl Poccuiickoit denepanyii B CBSI3U C NPUHITHEM
®enepanpHoro 3akoHa "O  JUIEH3WPOBAHUM OTACIBHBIX BUAOB nearenbHocTu"  (CoOpanue
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3akoHoarenscTBa Poccuiickoit denepanuu, 2003, N 2, cr. 167);

4) crarpio 31 ®enepansHoro 3akoHa ot 30 utons 2003 roga N 86-D3 "O BHeceHHH U3MEHECHUN U
JIOTIOJIHEHUH B HEKOTOpPBIE 3aKOHOJAATENbHbIE akThl Poccuiickon Penepanyu, NpU3HAHUU yTPATUBIIUMU
CUJIy OTHCJIbHBIX 3aKOHOJATENbHBIX akToB Poccuiickoi ®enepanuu, NPEAOCTaBICHUM OTACIbHBIX
rapaHThil COTPYJAHUKAM OPTraHOB BHYTPEHHHUX JI€J1, OPTaHOB MO KOHTPOJIIO 32 00OPOTOM HAPKOTUUYECKHUX
CPEIICTB M TICUXOTPOIHBIX BEIICCTB M YNPa3JaHICMbIX (eepalbHBIX OPraHOB HAJIOTOBOW MOJIMIIUHA B
CBSA3U C OCYILECTBICHHUEM MEp MO COBEPIICHCTBOBAHUIO rocyiaapcrBeHHOro yrpasieHus" (CoOpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateio 101 denepanpuoro 3akona ot 22 aBrycra 2004 roga N 122-03 "O BHeceHUU U3MEHEHUIN
B 3aKOHOJATeNbHble akThl Poccuiickoii Denepanvii U MPU3HAHUM YTPATUBIIMMHU CHIIy HEKOTOPBIX
3aKOHOJATeNbHbIX akToB Poccuiickoit ®denepanu B cBsizu ¢ npuHsitueM DenepanbHbIX 3aKoHOB "O
BHECEHUU H3MEHEHUIl u fomnonHeHuid B DenepanbHblii 3akoH "OO 00IMIMX NPUHIMIAX OpPraHU3AINU
3aKOHOJIATENbHBIX (MPEICTABUTEIbHBIX) U HCIOJHUTEIBHBIX OPraHOB TOCYIApCTBEHHOW BIACTH
cyobektoB  Poccuiickoit  ®enepanuu" wu  "OO oOmMX OpUHIMIAX OPraHU3aldd  MECTHOTO
camoynpasnienus B Poccuiickoii @enepanuu" (CoOpanue 3akoHomarenbctBa Poccuiickoit denepannu,
2004, N 35, ct. 3607);

6) crarpio 28 denepanbHoro 3akoHa oT 18 nexadbps 2006 roga N 231-®d3 "O BBeneHUM B IeHCTBUE
yacTu dYeTBepToi ['paxkmanckoro komekca Poccuiickoit ®denepanun" (CoOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

CraTtba 71. BctynneHue B cuny HacTtosiwero PefgepanbHOro 3akoHa

1. Hacrosimuit @enepanbHblil 3aK0H BeTymnaeT B cuiy ¢ 1 centsops 2010 rona.

2. JlexkapCTBEHHBIE CpEACTBA, 3aPErMCTPUPOBAHHBIE O [HSA BCTYIUIEHUS B CHJIy HAaCTOSILErO
@DenepallbHOTO 3aKOHA, MMOJIEKAT BKIYEHHUIO B TOCYAAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPENCTB C
BHECEHHEM YyKa3aHHbIX B yacTu 1 ctarbu 33 Hacrosmero denepanbHOTO 3aKOHa CBEIEHUM 00 ITHX
JIEKapCTBEHHBIX CpPEACTBaX 0€3 NPOXO0XAECHHS BHOBb MPOLEAYPbl T'OCYJapCTBEHHOW perucTpanuu
JIEKapCTBEHHBIX NIPENApaTOB.

3. 'ocynapcTBeHHast perucTpamnus JeKapCTBEHHBIX MPENapaToB, 3a UCKIIOUEHUEM JIEKapCTBEHHBIX
IIPENapaToB s MEIUIMHCKOTO NPHUMEHEHUs, NPEICTaBICHHBIX HAa YKAa3aHHYIO PErHMCTpalyio 10 JHS
BCTYIUIEHUS B CHITy HacTosimero denepaabHOro 3aK0Ha, OCYILECTBIIETCSI B COOTBETCTBUH C HACTOSIIIUM
@denepalbHBIM 3aKOHOM HAa OCHOBAaHUU JIOKYMEHTOB U JaHHBIX, IPEICTABICHHBIX /10 HS BCTYIUIEHUS B
cuity Hacrosiero denepanbHOro 3aKoHa.

(B pen. denepanphoro 3akona ot 11.10.2010 N 271-03)

3.1. 'ocynapcTBeHHasi perucTpaIus JEKapCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO MPUMEHEHNS,
MPEACTABICHHBIX Ha TOCYJApPCTBEHHYIO PETUCTPALMIO JO0 [JHS BCTYIUIGHHS B CHJIy HACTOSILIErO
denepanbHOTO 3aKOHA, W TOCYAApPCTBEHHAss pPETUCTpaIvs JICKapCTBEHHBIX TMpenapaToB s
MEIULUHCKOTO NPUMEHEHHS, NPEJCTABICHHbIX Ha OJKCHEPTU3y JIEKAPCTBEHHBIX CPEJICTB 10 JIHSA
BCTYIUIEHUSI B Cuily HacTtosimero denepalibHOrO 3aKOHA B LENSAX MX MOCIEAYIONIEH TOCYIapCTBEHHOU
pEerucTpanuy, OCYUIECTBISIOTCSI HAa OCHOBAHMM JOKYMEHTOB U JAHHBIX, MPEJACTaBICHHBIX 10 JIHA
BCTYIUICHUSI B CHIy Hacrtosiero denepaqbHOr0 3aKOHA, a TaKXKe 3asABICHUS O TOCYAapCTBEHHOM
pEerucTpaly JEKapCTBEHHOIO Mpernapara, MpPEeACTaBICHHOTO IMPOU3BOIUTENIEM JIEKAPCTBEHHBIX
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IIPENnapaToB WM YIIOJHOMOYEHHBIM UM JIMLIOM B COOTBETCTBUU C HacTosuMM PDenepanbHbIM 3aKOHOM B
YIOJIHOMOYCHHBIN (peepanbHbIi Oprad UCIOJHUTEILHOM BiacTu 10 1 mapta 2011 roxa, 6e3 TpeboBaHus
YILUIAThl TOCYJAPCTBEHHOM MOLUIMHBI, IIPEAYCMOTPEHHOM 3aKOHOAATeNbCTBOM Pocculickon denepanuu o
Hajorax u coopax.

(uactsb 3.1 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-P3)

3.2. lloatBepkieHue TroCyJapCTBEHHOM perucTpaly JIeKapCTBEHHBIX IMpernaparoB s
MEIUIIMHCKOTO MPUMEHEHMS, PEACTABIEHHBIX I MMOATBEPKIAECHUS FOCYIapCTBEHHOW PETUCTPALUU [0
IHS BCTYIUIGHHS B CWily Hacrosimero denepanbHOro 3aKOHA, W MOJITBEPKICHHE TOCYAapCTBEHHOM
perucTpanMy JIEKApCTBEHHBIX IPENaparoB JUIsli MEIMLIMHCKOIO IPUMEHEHMs], IPEACTAaBICHHBIX Ha
SKCIIEPTHU3Y JIEKAPCTBEHHBIX CPEJCTB A0 THS BCTYIUIEHUS B cuily Hacrosimero denepanbHOro 3akoHa B
LEeISIX TIOCIENYIOIIEr0 IMOATBEPKAECHUS HMX TOCYJAapCTBEHHOH perucTpalnyy, OCYILECTBISIOTCS Ha
OCHOBAaHUU JOKYMEHTOB M JaHHBIX, MPEACTaBICHHBIX JO JHS BCTYIUICHUS B CUJIy HACTOSILEro
@denepalibHOTO 3aKOHA, a TaKXKe 3asdBJIEHUS O MOJATBEP)KJIEHUU TOCYJApPCTBEHHOM pPETUCTpaLUu
JIEKapCTBEHHOIO Ipernapara, MNPEeJCTaBICHHOTO MPOU3BOJUTENIEM JIEKAPCTBEHHBIX MPENapaTroB WIH
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM ¢ HacTosmuM DenepanbHbIM 3aKOHOM B
YIIOJTHOMOYEHHBIN (eiepalibHbIN OpraH UCIIOIHUTENbHOM BiacTu 10 1 mapta 2011 rona, 6e3 TpeboBaHus
yIUIaThl TOCYIapCTBEHHOM MMOLUIMHBI, IIPEyCMOTPEHHOM 3aKOHOAaTenbCcTBOM Pocceniickoit @enepannu o
Hajorax u coopax.

(uactsb 3.2 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. IlpunAtne pemeHuss O BHECEHMM M3MEHEHMM B JOKYMEHTBI, COJEp)Kalluecs B
PErUCTPAllMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar i METUIMHCKOTO
IIPUMEHEHUST U TPEACTABIEHHBIE 0 IHS BCTYIUJIEHUS B CWIYy Hacrosiiero denepasbHOro 3aKOHA, W
MIPUHSATHE PEIICHUS O BHECEHUH U3MEHEHUI B JOKYMEHTHI, COJIeprKalleecs] B PETUCTPALlMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN NIpenapaT il MEAULUHCKOTO IPUMEHEHHNS U TIPEJCTABICHHbIE HA
JKCIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB 10 JHS BCTYIUICHUs B CHIIy HacTosuero denepaibHOro 3aKOHa,
OCYILIECTBISIOTCS Ha OCHOBAaHUM JOKYMEHTOB M JAHHBIX, NPEACTABICHHBIX O JHS BCTYIUIEHHUS B CHILY
Hactosamero ®enepanbHOro 3aKOHA, a TakKXKe 3asABJICHUS O BHECEHWHM H3MEHEHUH B JOKYMEHTHI,
coJiepiKallyecs B PETUCTPALIMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar Jyis
MEIUIIMHCKOTO MPUMEHEHHUs, NPEJICTaBICHHOIO IMPOU3BOAMUTEIEM JIEKaPCTBEHHBIX IPENnapaToB WM
YIIOJTHOMOYEHHBIM MM JIMIIOM B COOTBETCTBMM C HacToAmuM @DenepalbHbIM  3aKOHOM B
YIIOJITHOMOYECHHBIN (peiepaabHbIi OpraH UCMOJHUTENbHOM BiacTu 10 1 mapta 2011 roga, 6e3 TpeboBanus
YILUIaThl TOCYAAPCTBEHHOM MOLUIMHBI, IIPEAYCMOTPEHHON 3aKOHOAATENbCTBOM Poccutickon denepanuu o
Hajorax u coopax.

(uactsb 3.3 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.4. Bpimaua pazpenieHuil Ha TPOBEICHHE KIMHUYECKUX HCCIEIOBAHUM JIEKAPCTBEHHBIX
npenaparoB Uil MEIUIUHCKOTO NMPUMEHEHHUS 1O 3asBICHUSM, MOJAaHHBIM A0 JHS BCTYIUICHHS B CHUILY
Hacrosiero denepanbHOTO 3aKOHA, a TAK)KE 10 3asABJICHUSM, TTOJAHHBIM TTOCIIE JHS BCTYIUICHUS B CHUITY
Hacrosiniero denepanbHOro 3aK0HAa HA OCHOBAHUM SKCHEPTU3, TPOBEJAEHHBIX /10 JIHS BCTYIUIEHUS B CUITY
Hacrosiero denepasbHOTO 3aKOHA, OCYIIECTBISETCS B COOTBETCTBUM C HacTosmmMm DeneparibHbIM
3aKOHOM Ha OCHOBAHHMM JOKYMEHTOB U JaHHBIX, MPEJCTABICHHBIX WM MOJYYEHHBIX J0 JHS BCTYIUICHUS
B cmily Hactosiero denepanbHOro 3aK0Ha, a TakK€ Ha OCHOBAHWU KOIMU MPEIBAPUTEIHLHOTO JOrOBOpa
00s13aTeTLHOTO  CTPAXOBAaHUS KU3HU, 3JIOPOBBS IMAIMEHTOB, YYACTBYIOIIUX B KIUHUYECKOM
WCCTIEIOBAHUM JICKAPCTBEHHOTO TIperapara Jii MEIUIIMHCKOTO MPUMEHEHHS, WJIH KOMUU JOTOBOpa
00s13aTeTLHOTO  CTPAaXOBAHWSI KU3HU, 3JI0POBbS MAIMEHTOB, YYaCTBYIONIMX B KIMHUYECKOM
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WCCIICIOBAaHUH JICKApPCTBEHHOTO Mpernapara Jjis MEIUIMHCKOTO MPUMEHEHHs, JHOO0 IMpeCcCTaBIeHHON
KOIIMM J0rOBOpa 00s3aTeIbHOI0 CTPAXOBAHUS, 3aKJIIIOUEHHOTO B COOTBETCTBUHU C THIIOBBIMU IpPaBUIIAMHU
00513aTENIFHOTO CTPaxOBaHUs, C YKa3aHUEM NpPEACTbHONW YMCIEHHOCTH NAIMEHTOB, YYaCTBYIOIIUX B
KJIMHUYECKOM HCCIIEZIOBAaHUM JIEKAPCTBEHHOI'O IIpernapara Al MEIULUHCKOro IpUMEHEeHHs, O0e3
TpeOOBaHUS YIUIATHl TOCYJAPCTBEHHON IMOILIMHBI, MPEAYCMOTPEHHON 3aKOHOMATENLCTBOM Poccuiickoit
®enepanuu 0 Haorax u coopax.

(uactb 3.4 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHblE B HMHOCTPAaHHOM BaJll0T€ A0 AHS BCTYIUIGHHS B CHJIY HACTOSIIETO
®denepanbHOrO 3aKOHA MPEIEIbHbBIE OTITYCKHBIE LIEHBl MHOCTPAHHBIX TPOU3BOAUTEIICH HA JIEKAPCTBEHHbBIE
mpemnapaTsl, BKIIOYCHHbIE B IE€pPEUYEHb >KU3HEHHO HEOOXOMUMBIX M BaXKHEHIINX JIEKapCTBEHHBIX
MpermapaToB, MOIJISKAT Tmepecdery B pyosu mo kypey LlenrpanpHoro 6anka Poccuiickoit @eneparnuu Ha
naty, ycraHoBieHHylo IIpaButenbctBoM Poccuiickoit ®eneparuu, 6e3 NpeacTaBieHUs 3asBICHHUS O
repecyeTe eHbl ¢ BHECEHUEM COOTBETCTBYIOIIUX M3MEHEHUN B TOCY/IAPCTBEHHBIH PEECTpP MpeaeabHBIX
OTIIYCKHBIX IIEH IMPOU3BOAMTENECH Ha JIEKAPCTBEHHBIC MpEnaparhbl, BKIIOUYECHHbIC B MEpPEUYeHb JKU3HEHHO
HEO0OXOIMMBIX M BOXKHEUIIIHMX JICKAPCTBEHHBIX TIPEIIapaToB.

(uacts 3.5 BBeneHa @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIE JO JHS BCTYIUIEHUST B cuiy Hactosmero ®denepaibHOro 3akoHa
npeleiabHble OTIYCKHBIE IIEHbl POCCHUMCKUX MPOU3BOJIUTENICH Ha JIGKAPCTBEHHBIC IpENapaThl,
BKJIFOUCHHBIC B TIEPEUCHb JKU3HEHHO HEOOXOAMMBIX M BAXHCHUINUX JIEKAPCTBEHHBIX IPEIapaToB,
noanexxar uuaekcauu c¢ 1 HosOps 2010 roma wmcxois M3 MPOTHO3UPYEMOTO YPOBHS HHGISAINH,
ycTaHoBieHHOTr0 dDeepanbHbIM 3aKkoHOM 0T 2 niekadpst 2009 rona N 308-D3 "O denepanbHoM OroKETE
Ha 2010 rox u Ha nnanoBsli nepuog 2011 u 2012 ronos" Ha 2011 rox.

(dactp 3.6 BBeneHa denepanbubiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapta 2011 roga He nomyckaroTcs IPOU3BOACTBO U BBO3 B Poccuiickyro Denepanuo
JIEKapCTBEHHBIX MPENapaToB B yIIAaKOBKaX ¢ MapKUPOBKOM, KOTOpast Obljla HAHECEHA 710 THS BCTYIUICHUS B
cuiy Hactosawero PenepanbHoro 3akoHa. 1Io McredyeHMM yka3aHHOTO CpOKa JaHHBIE JIEKAPCTBEHHBIE
npenapaTbl MOTYT OTIIYCKaThbCsl, pPEaIn30BbIBATHCS, MEpeaBaThbCsl M NPUMEHATHCS A0 HCTEUYEHHUS HUX

CpOKa TO/THOCTH.
(B pen. deaepanbHbix 3aKk0HOB OT 29.11.2010 N 313-@3, ot 06.12.2011 N 409-D3)

4. Co nHa BCTyIuleHMsI B cuily Hactosawmero PenepanbHoro 3akoHa U no 30 ampens 2011 ronpa
BKJIIOUMTENBHO JONYCKAeTCs IMPOBEJIEHUE DSKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB  SKCIEPTaAMHU
OKCIIEPTHOTO  YUPEXKACHUS [0 TPOXOXKIAEHUS MMM aTTECTallUd B TOPSAAKE, YCTAaHOBIEHHOM
YIOJTHOMOYEHHBIM (pe/IepalbHbIM OPTaHOM MCTIOTHUTEIbHON BIACTH.

5. Co gus BeTyruleHus: B cuiy Hacrosuiero ®enepanbHoro 3akoHa u no 31 gexadbps 2013 rona
BKJIFOUMTEIBHO OCYIIECTBISIETCS MEPEeXo/l K MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUU C
IIpaBWJIaMH OpPraHU3alMM MPOM3BOACTBA U KOHTPOJISI KAYECTBA JIEKAPCTBEHHBIX CPENCTB, YKa3aHHBIMU B
gacti 1 cratebum 45 Hactosmero @denepaqbHOrO 3aKoHa, B TOJHOM oObeMe. Cpoku mepexonaa
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K MX IPOU3BOJICTBY B COOTBETCTBUHU C KOHKPETHBIMHU
TpeOOBaHUSAMHU JTaHHBIX MpPaBWJI, BKJIIOYAs CPOKM AaTTECTAl[MM YIOJIHOMOYEHHBIX JIHUI], yYKa3aHHBIX B
gactax 6 m 7 crateum 45 Hacrosmero ®enepanbHOro 3aKOHA, ycTaHaBiauBaroTcs lIpaBurenscTBOM
Poccuiickoit @enepanuu.

6. JIuueH3un Ha NPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, BblAaHHble A0 | sHBapsa 2014 rona,
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neiictByror nocie 1 sHBaps 2014 roma 10 ncTed4eHUs CpOKa MX JIEHCTBUS MPU YCIOBUU COOTBETCTBHUS
JMIIEH3MaTa NpaBUIaM OPraHM3aLUU IPOM3BOJCTBA M KOHTPOJIA KauecTBa JIEKAPCTBEHHBIX CPEJCTB,
yKa3aHHBIM B yacTH 1 ctarbu 45 HacTosero denepalbHOTO 3aKOHA.

7. ®opMupoBaHHE TOCYIapCTBEHHOI'O 3a/laHdsi Ha IPOBEICHUE OHKCHEPTU3bl JIEKAPCTBEHHBIX
cpencTB (eaeparbHOMY TOCYAAPCTBEHHOMY OIO/DKETHOMY YUPEKIACHHIO MO TPOBEACHHIO AKCIIEPTHU3BI
JIEKapCTBEHHBIX CPEJICTB U (PMHAHCOBOE OOECIeueHUE BBIMIOJHEHUSI 3TOTO 3a/laHUsl OCYIECTBIISIIOTCS B
nopsiike, ycranoBjieHHOM DenepaibHbIM 3aKOHOM 0T 12 siuBapst 1996 rona N 7-®3 "O HekoMMepUeCcKux
opranu3anusx".

(dactpb 7 BBeneHa denepanibHbIM 3aKk0HOM OT 29.11.2010 N 313-D3)

IIpe3nnent
Poccuiickoit @enepanuu
JA.MEJIBEJIEB
Mocksa, Kpemib
12 anpens 2010 rona
N 61-d3
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