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06 yTBep:xaennu
nopsiaxka (popMHPOBaHHS PErHCTPALHOHHOIO JOChe
Ha JIEKapCTBEHHDII Npenapar H TpeGoBaHHH K JOKYMEHTaM B €ro cocTaBe,
TpeOoBaHHH k 00beMy HHOpPMaLHH, NPeOCTABJIsIEMOIi B cocTaBe

peracTpalHOHHOrO 0Che, JJIfl OTIEJbHLIX BHIOB JIEKAPCTBEHHBIX NPeNapaToB

AJiISi MEAHITHHCKOrO NPHMEHEeHHsI B NOPSIAKA NpeACTABJIEeHHSA NOKYMEHTOB,

M3 KOTOPBIX (popMHpYeTCH perncTpalioHHOE J0Che HA JIEKapCTBEHHBIH npenapar

AJIS MEIMIIHHCKOrO NPHMEHEHHS B HeJIsIX ero rocyAapcTBeHHOi perucTpaniu

B cooTBercTBHMH ¢ HOAIMyHKTamu 5.2.148, 5.2.1481, 5.2.148% Tlonoxenus
o MunucrepctBe  3apaBooxpaHeHus  Poccuiickoli ~ Denepainuu,  YTBEPXKAEHHOTO
nocranopnenneM IIpasurensctsa Poccuiickoit ®enepanun ot 19 urons 2012 r. Ne 608
(Cobpanue 3akoHoparenscTBa Poccuiickoit denepanum, 2012, Ne 26, c1. 3526; 2013,
Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, c1. 2812; Ne 45, ct. 5822; 2014, Ne 12, ct. 1296;
Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37, ct. 4969; 2015, Ne 2, ct. 491; Ne 12, ct. 1763;
Ne 23, ct. 3333; 2016, Ne 2, ct. 325; Ne 9, .ct. 1268; Ne 27, ct. 4497; Ne 28, ct. 4741;
No 34, ct. 5255, Ne 49, cr. 6922; 2017, Ne 7, cT. 1066), 1 p H X a2 3 B B & 10:

1. VrBepauTs: |

NOPSAOK (OPMHUPOBAHUS PETHCTPALIHOHHOTO JOChE HA JIEKapCTBEHHBIA MNperapar
I MEJUIMHCKOIO IIPUMEHEHHUA U TpeGOBaHUS K JOKyMEHTaM B €ro COCTaBe COIVIaCHO
npuwioxeHuro Ne 1;

TpeGoBanust K o0beMy HHQOpPMAIMH, MPEJOCTABIAEMOH ~ .B  COCTaBe
PETHCTPALMOHHOTO  JIOChe, JUIi OTHAENbHBIX BHJIOB JICKAPCTBEHHBIX IIPENapaToB
1L METUIMHCKOTO IIPUMEHEHHS COTIACHO NPHIIOKEHHIO Ne 2; .

NOPSANOK  TpEeACTaBIEHHS  JOKYMEHTOB, M3  KOTOPBIX tdopmupyercs
PETUCTPALIMOHHOE JOChe Ha JIEKAPCTBEHHEIN Ipenapar Ul MeIHMIUHCKOTO NMPHMEHEHHS
B LIEJSIX €r0 TOCYAAPCTBEHHOMN PErHCTPALUH, COTTIACHO TIPUIIOKEHMIO Ne 3.
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2. Hacrosmuii mpukas NprAMEHseTCs K PerHCTPAHOHHEIM JOChe Ha JIeKapCTBEHHbIE
OpenapaTel A4 MEAWIMHCKOrO IpPUMEHEHMs, IPEACTaBICHHBIM B MHMHHUCTEPCTBO
3apaBooxpaHeHust Poccuiickoii @enepanuu ¢ 3ajBICHMAMHM O TIOCYIAPCTBEHHOIM
PETHCTpallUK JICKApCTBEHHBIX INPENapaTroB i MENUIIMHCKOTO INPUMEHEHHS II0CIe
BCTYIUICHHSA B CHJIy HACTOSIIErO IpUKasa.

3.llpusHaTte yTpaTUBIIMM CHIy MpHKa3 MUHHCTEPCTBA 3ApaBOOXPAHEHHS
U colMajbHOro paspurud Poccmiickoit denepaumm ot 26 asrycra 2010 r. Ne 759
«O06 yTBep)KAEHUH nopsiika IIpEACTaBIICHUSA HEOOXOIUMBIX JIOKYMEHTOB,
M3 KOTOPEIX ()OPMHpYETCS PEriMCTPAliOHHOE NOChE Ha JIEKAPCTBEHHBIA Npenapar I
MEIUIMHCKOTO IIpUMEHEHMS B LEIIX €ro TOCyAapCTBEHHOM  perucTpamum»
(3aperucTpupoBaH MunucrepcTBOM FOCTALIMH Poccuiickoit Oenepanuu
2 centa6ps 2010 r., peructpanmonnsiit Ne 18331).

MmunuCTp B.H. CxBopiosa
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Ilpunoxenne Ne 1
K pukasy MMHHCTEpCTBa 3/IpaBOOXPaHEHHU
Poccutiickoit @enepanuu

OT « /Z» uhs g 2017 r. Ne 4/%?//

Iopsgox
¢opMupOBaHHS PErHCTPAMOHHOTO A0CHe Ha JeKAPCTBEHHEI Npenapar
AJSl MEJHIHHCKOr0 NPHMEHEHHS H TPeGOBaHHS K JOKYMEHTAM B €ro cocTaBe

1. Hactostuit IIOPAZI0K yCTaHaBIIMBAcT ‘mpaBuia (opMHpOBaHHUS
PETUCTPALlMOHHOTO JOChe Ha JICKAPCTBEHHEIH Ipernapar Ajis MeIUIUHCKOTO MPUMEHEHNH,
npeicraBisieMoro B MuHHCTEPCTBO  31paBooxpaHeHus Poccwuiickoit ®emepaumn
IOPHTHYECKUM JIMIOM, JEHCTBYIOIIUM B COOCTBEHHBIX HHTEpPECaX WM YIIOJIHOMOYEHHBIM
IPEICTaBIAT, HHTEPECH [PYroro IOpUAMYECKOro JIMNA U 3asBIAIOMIMM JIEKapCTBEHHEIH
IpenapaT Ha TOCYJApPCTBEHHYIO PETMCTPAIMIO’, H TpeGOBAHMS K JOKYMEHTAM B COCTaBe
TaKoro JOChE. '

2. PerucTpalluoHHOE JOChe Ha JIEKapCTBEHHEBIH Tpenapar il MeTHUIHHCKOTO
IpYMeHeHHs B popMe OOIIEro TEXHUIECKOro JOKYMEHTa MPEeACTaBIgeT CO00M KOMILIEKT
JOKYMEHTOB M MaT€pHAlIOB, COCTOSILINA M3 HECKONBKHX pPasfelioB — JOKYMEHTalluu
aJMVHHMCTPATUBHOIO XapaKTepa, XUMHYECKOH, ¢apMalieBTHUYeCKOH M Ouonorudeckoi
JOKyMEHTaMH, (GapMaKOIOTHIEeCKOH, TOKCUKOJIOrHIECKOH JOKYMEHTALMH, KITHHHIECKOM
JOKYMEHTaLIHH.

3. Pazgen moxkyMeHTaIMu aIMUHUCTPAaTUBHOIO XapakTepa GopMHpYeTCs U3:

1) 3asBNeHUs O roCyJapCTBEHHON perucTpaluy JIEKapCTBEHHOIO Ipemnapara i
MEJUIIMHCKOrO IIPUMEHEHHUS, B KOTOPOM YKa3BIBalOTCS: '

a) HAaMEHOBaHUE M aJpec 3asABUTENS U [IPOU3BOAMTENS JIEKAPCTBEHHOrO Nperapara
JUIS MEIWLMHCKOro INPHMEHEHHS U aJpec MecTa OCYIUECTBIIEHHMS €ro IIPOM3BOJCTBA
(B cilydyae HaIMYMA HECKONBKHX YYaCTHHUKOB IIpoliecca NPOH3BOIACTBA HEOOXOAHUMO
YKa3aTh Ka)KIOr0 Y4aCTHHKA B COOTBETCTBHH C OCYLIECTBIIAEMOM cTanuell Npon3BOCTBa);

0) HaMMeHOBaHMEe JIEKApCTBEHHOI'O IpenapaTta Ul MEIMIMHCKOIO IpUMEHEHHs
(MexIyHapoIHOe HelaTeHTOBaHHOE, WK IPYNIIMPOBOYHOE, HIIM XHMHYECKOE U TOProBOE
HAWMEHOBAHHUA); |

B) IepeueHb [eHCTBYIOIIMX M BCIIOMOIaTENBHBIX BEIIECTB, BXONAIIHX B COCTaB
JIEKapCTBEHHOIO Mperapara Ijis MEAHULHHCKOTO NPUMEHEHHs, ¢ yKa3aHHEM KOIHWYecTBa
KaXJI0TO U3 HHUX;

r) JleKapcTBeHHas (opma, HO3UPOBKA, CIIOCOObI BBEINEHHMS M IIPHMEHEHHS, CPOK
T'OJHOCTH JIEKapCTBEHHOI'O Iperapara Uil MEAULIMHCKOIO IPUMEHEHNS;

1) dbapMakoTepaneBTHYecKas IpyINa, KOJ aHATOMO-TEPAleBTUYECKO-XHMHUYECKOH
knaccu(UKanpy, pPEKOMEHIOBaHHOHK BgeMHpHO# oOpraHusaluieil 3IpaBOOXpaHEHHS,

"Yacts 1 craten 18 denepanbhoro 3akona ot 12 ampens 2010 r. Ne 61-®3 «O6 obpalieHuH JIEKapCTBEHHBIX CPECTB)
(CoGpanune 3akononarensctsa Poccuiickol denepammy, 2010, Ne 16, cr. 1815; Ne 42, c1. 5293; Ne 49, ct. 6409; 2014, Ne 52,
c1. 7540; 2015, Ne 10, cT. 1404; 2016, Ne 27, ct. 4283) (nanee — QenepanbHbili 3akoH Ne 61-03).
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3ajBJIIEMEIE TI0Ka3aHUA IJI1 IPUMEHEHH JIEKapCTBEHHOIO Npenapara i MeIUIMHCKOTO
IIpPUMEHEHUS,

€) OTCYTCTBHE  HEOOXOAMMOCTH  IIPEJOCTABIEHHS OT4ETA O  pe3ylbTarax
KIIMHUYECKOrO HMCCIIENOBAHUA, MCCIEN0BaHMsS OHOPKBUBAIEHTHOCTH JIEKAPCTBEHHOTO
npernapara, paspelIeHHOro s MeIULMHCKOro mpumeHeHus B Poccuiickoii ®epepanun
Gonee gBaquaTH JIET, C YKa3aHHEM HOPMATUBHBIX IPAaBOBEIX aKTOB, NMOATBEP)KAOLIMX
JaHHEIN CPOK NPUMEHEHUS; ,

) HeoOX0MMOCTs 0OPMIICHHS paspelleHHs Ha BBo3 B Poccuiickyro ®eseparuro
KOHKPETHOM  MapTHH  3apETMCTPUPOBAHHBIX ¥ (MIM)  HE3aperHCTPMPOBAHHBIX
JCKapCTBEHHBIX  CPEACTB, MNpeJHa3sHAYEHHBIX Ui  NPOBEACHUS  DKCIEPTHU3EI
JIEKapCTBEHHBIX CPEJICTB B LENIAX IOCYJAapCTBEHHOM PerucTpaliimg,

3) HEOOXOUMOCTh NPOBENEHUS OSKCIEPTH3bl AOKYMEHTOB, IPEINCTABICHHBIX s
ONpeieNieHHss  BO3MOXHOCTH  pacCMaTpUBaTh  JIEKAPCTBEHHBIM  mpenapar  [uis
METHUIHHCKOIO0 IPUMEHEHHUS! [P OCYIIECTBICHHH TIOCYJapCTBEHHONH perucTpaiyu
B KauecTBE Op(paHHOIO JIEKApCTBEHHOTO Ipenapara;

M) HeOOXOAMMOCTh  IPUMEHEHHs  YCKOPEHHOH  IpOUeNyphl  OSKCIEPTH3BI
JIEKapCTBEHHBIX CPEACTB B LENIX IOCYAApCTBEHHON perucTpalyyl JeKapCTBEHHOTO
Ipenapara; .

K) KOTIMH JIOKyMEHTOB, MOATBEPXKAAOIMUX  YILIaTy COOTBETCTBYIOLICH
roCyAapCTBEHHOM IMOLILIHUHEIL

3a IIPOBEACHUE OJKCIEPTH3bl JOKYMEHTOB, IPENCTaBICHHBIX IS OIpeAeSICHH
BO3MOXKHOCTU paccMaTpUBaTh JEKapCTBEHHBIH MpernapaT Al MEAULIMHCKOTO IPUMEHEHMA
IpY OCYINECTBIEHMH TOCYJapCTBEHHOH perucrpallid B KadecTBe OpQpaHHOro
JIEeKapCTBEHHOIO Ipenapara; '

33 MpPOBEJIEeHHE HKCIEPTU3El KayecTBa JIEKapCTBEHHOIO CPENCTBa M SKCIEPTHU3BI
OTHOHIEHUS OXKHMJAaeMOW MOJNB3bl K BO3MOXHOMY PHMCKY IIPMMEHEHHS JIEKapCTBEHHOI'O
Ipenapara, paspelleHHOro LIS MeAMULIHHCKOro npuMeHeHHs B Poccuiickoit Denepaiyn
Gomee MABANIATH JIET, TPH OCYNIECTBIEHNWH TOCYAApPCTBEHHOM  PErHCTpaIvy
JIEKapCTBEHHOI'O IIpenapara;

3a MIpOBEAEHHE SKCHEPTH3hl KadecTBa JICKAPCTBEHHOIO CPEACTBA U OKCHEPTU3bI
OTHOLIIEHMS OXXHMIAEMOM TMONB3Bl K BO3MOXXHOMY PHCKY HPHMEHEHHS JIEKapCTBEHHOIO
npernapara 11 MeIHIHHCKOTO IPUMEeHEHHS IPH €r0 I'OCy JapCTBEHHON PEerHCTpalluy;

‘33 IpOBeleHHEe OKCIEPTU3Bl KadeCTBa JIEKApCTBEHHOIO CpPEACTBA M IKCIEPTH3BI
OTHOLUECHUS OXMIAeMOH IMONB3bl K BO3MOXHOMY DHCKY HpHMMEHEHMS JIEKapCTBEHHOIO
npemapata IUI1 MEIOMIMHCKOTO IpPUMEHEHHs, B OTHOIICHWH KOTOPOTO IPOBENCHEI -
MEXIyHApOAHBIE MHOTOIEHTPOBBIE KIMHHYECKHE HCCIEeOBaHUI, 4YacTh H3 KOTOPBIX
npoBeneHa B Poccumiickoii Qefepaiui, IpH OCYIIECTBIEHHH TIOCYJapCTBEHHOH
perucTpalyH JIEKApCTBEHHOI'O IpenapaTa;

JT) HaIM4Ke COTJIacCHs MPOM3BOAMTENS JIEKAPCTBEHHOI'O IIpernapara, IPOH3BOACTBO
KOTOPOTO OCYIIECTBiseTcss 3a Ipenenamu Poccuiickoii Pexpepalud, Ha MPOBEACHHES
MHCIIEKTHPOBAHUS NPOM3BOAUTENS Ha COOTBETCTBHE TPeOOBaHUSM HMPaBHI HaJJIexKauen
IIPOU3BOACTBCHHOM IIPAaKTHKH,

M) HaJIMYHUE cOoriiacys pa3paboTdyrka pedepeHTHOro JIeKapCTBEHHOrO Mpenapata Wik
YIIOJJHOMOYEHHOTO UM JIMIAa Ha HCIOJIB30BaHHE B KOMMEPYECKHX NEIAX uHGOpMaLUK




O pe3ynpraTax JOKIMHHYECKHX HCCIENOBaHMM W  KIMHHUYECKMX  HCCIeIOBaHHUi
pedepeHTHOro  JeKapcTBEHHOro mpemapata UIi  MEIHIAHCKOTO IpPYMEHEHHS,
IpY NPEICTAaBICHUH 3a4BIICHUS O IOCYNapCTBEHHOM PErUCTpPALMH BOCIIPOM3BENEHHOTO
JICKapCTBEHHOr0 INpenapaTa 10 HCTEYSHHs MIECTH JIET C Jarhl TOCYAapCTBEHHOMH
PETUCTpaIMK PeEPEHTHOTO JIEKAPCTBEHHOTO Npernapara B Poccuiickoii Peneparuu;

H) yKa3aHue BHIA JNEKapCTBEHHOTO MNpelapata, TPEICTARIEHHOTO Ha PErHCTPALIHIO
(pedepeHTHELI TeKapCTBEHHBIH Npenapar, BOCIPOM3BeIeHHEIH JeKapCTBEHHEI Ipenapar,
Gronoruyeckuit  JEKapCTBEHHBIM  Ipemapar, GHOAHANOrOBEIA  (GHOMOMOGHBL)
JIeKapCTBEHHBIH Mperapar (OHOaHANOr), TOMEONaTHYeCKui JIeKapCTBEHHBIN MpeHapar,
JIEKapCTBEHHBIN paCTUTENBHBIN Npenapar);

2) KonMH JOKYyMEHTa Ha PYCCKOM SI3BIKE, 3aBEPEHHOTO B yCTAHOBJIEHHOM IIOpSIKE
U NIOATBEPKAAIOIIETO IIPaBOMOYHOCTb 3asBUTENA 110/1aBaTh 3asBJICHUE
O FOCYZITapCTBEHHOM PETUCTpalMy JIEKapCTBEHHOTO Ipemnapara Misfd MEeIULHHCKOTO
IIpUMeHeHUs (I0BEpeHHOCTS );

3) KonMM JMIEH3WH Ha TIPOM3BOICTBO JIEKAPCTBEHHBIX CPENCTB MM KOIHH
33KJIIOYE€HHS O COOTBETCTBHH IIPOU3BOIUTENS JIEKQpPCTBEHHBIX CpPEICTB TPeOOBaHHAM
IpaBUl HaJUIeXallel IPOU3BOACTBEHHOM IIPAKTUKH, BHIJAHHBEIE YIIOJTHOMOYEHHBIM
(eneparbHEIM OpPraHOM MCIIONHHUTENBHOW BIACTH, B CilIydae, €CIH IPOU3BOACTBO
JIEKapCTBEHHOIO IpenapaTa ocymecTBisieTcs B Poccuiickoit ®enepanym;

4) KoN¥KX BBIIAHHOH  YNOJHOMOYEHHBIM OpPraHOM CTPaHbl  [POM3BOIMTEN
JMLIEH3UH Ha MPOM3BOJICTBO JIEKAPCTBEHHOTO IIperapara 1 €€ IepeBoja Ha PyCCKUM A3HIK,
3aBEPEHHBIX B YCTAHOBIEHHOM IODS/KE, W KOMNUM 3aKIIOYEHHS O COOTBETCTBUH
IIPOM3BOJUTENS.  JICKAPCTBEHHBIX CpeACTB TpeOOBaHMAM MHpaBUiI  HaAJeXalleh
IPOM3BOJCTBEHHON MPaKTHKH, BEIJAHHOTO YIIOJHOMOYEHHHIM (efepallbHBIM OpraHOM
HCIIOJIHUTEIBHON BIIACTH, B Cllydae, €ClIM IIPOM3BOACTBO JIEKAPCTBEHHOrO IMpenapara
ocyIecTBIseTCs 3a npenenaMmu Poccuiickoit ®enepanuy;

5) npoexkta HHCTPYKIMHM II0 MEIHUUHCKOMY INPUMEHEHHUIO JIEKapCTBEHHOI'O
nperapara, cojAepXkamieil CBENEHHs, YKa3aHHblE B IyHKTe 5 4acTH 4 cratem 18
denepanbHOTO 3aKk0Ha Ne 61-®3%

6) MHCTPYKIIMM IO MEAMIMHCKOMY IPUMEHEHHMIO WJIM KpaTKOH XapaKTepUCTHKH
JIEKapCTBEHHOTO Ipelapara, yTBepXACHHEIE B CTPaHe IPOU3BOJAUTEIS;

7) IPOEKTOB ~ MaKeTOB  MEpBHYHONH  yNAaKOBKM M  BTOPUMYHOM  YIaKOBKH
JIeKapCTBEHHOIO Nperapara i1 MeAULMHCKOTO IPUMEHEHHS,

8) mpoekTa HOPMATHBHOW JOKYMEHTaIlUd Ha JIEKapCTBEHHBIM IIpemapar it
MEIUIHHCKOTO TIPUMEHEHUS, CONEPIKAIIero NepedeHb ONpelelseMBIX II0 pe3ybTaraM
COOTBETCTBYIOLIUX OKCHEPTU3 IIOKa3aTelell KadecTBa JIEKAPCTBEHHOIO CpeACTBa JJis
MEIMIMHCKOTO ITPUMEHEHNs, METOAOB KOHTPOJS €ro KadecTBa M YCTaHOBJIEHHBIA €ro
TIPOM3BONHTENEM , THG0 YKa3aHUI COOTBETCTBYIOMIEH papMaKomeiiHoM CcTaTHH

2 Cob6panue 3axoHoparenscTsa Poccuiickoit ®enepammn, 2010, Ne 16, cr. 1815; Ne 42, cr. 5293; Ne 49, ct. 6409; 2014, Ne 52,
CT. 7540; 2015, Ne 10, ct. 1404; 2016, Ne 27, cT. 4283.
3 Mynkr 20 cratsu 4 PenepansHoro 3axoHa Ne 61-03.
* Mynxr 19 cratbu 4 GepepansHoro 3akona Ne 61-03.



9) HoKymeHTa, ComepHKaIero MHPOPMALHMIO 0 HATMYMK WIH 06 OTCYTCTBUH (aKTOB
PErucTpaIiy JIEKApCTBEHHOrO Mpemnapara Ui MeJUIMHCKOTO [IPHMEHEHMS 3a Ipeie]laMu
Poccuiickoii ®enepanmm;

10) xormmi HOKyMEHTOB,  3aBEPEHHBIX B  YCTAaHOBIEHHOM  IIOpsJKe
M IOATBEPXKAAIOMMUX (aKT PETHUCTPaldM JIeKapCTBEHHOTO Mpenapara B HHOCTPAHHBIX
rocylapcTBaX B KauecTBe Op(paHHOrO JIEKApCTBEHHOTO Ipenapara;

11) nnana ympapneHus pHcKaMM JUIS GHONOTMYECKHMX JIEKAPCTBEHHEIX MPEHapaToB
IJI1 MEIHUIIUHCKOTO MPUMEHEHHs, COJep Kallero NoApoOHOe ONKMCaHNe MEPONPHATHHA IO
(apmakoHan30py, HaNpaBICHHBIX Ha BbHIABJEHHE, OLUEHKY M IPENOTBPAlcHHE MU
MUHHMMH3AIHI0 PUCKOB, CBA3aHHBIX C JIEKAPCTBEHHBIMH IIpeNapaTaMi, BKIIOYAs OLEHKY
3 (hEKTHBHOCTH JAHHBIX MEPOLPHATHIL ;

12) noxymeHTa © cHcTeMe (apMakoHaA30pa HepKaTels MIHM  Blajielbla
PETHCTPAUMOHHOTO YAOCTOBEPEHHS JIEKapCTBEHHOTO MPeNapaTa’, conepiKamero CBeAeHus
O CHCTeMe, OpraHu3yeMOHl JepXaTeleM WIH BIAAeNbIEM PEruCTPaliOHHOTO
YyIOCTOBEPEHMs  JIEKapCTBEHHOrO IIpemapara, IpefAHa3HaYeHHOM I  KOHTPOJA
6e30MacHOCTH JIEKapCTBEHHOTO IIpernapara, CBOeBPEMEHHOTO BBISBJICHHSA BCEX M3MEHEHMIH
B ONEHKE OTHOUICHWSA OXHI3aeMOH IIONb3bl K BO3MOXHOMY PpHUCKY IIpUMEHEHUS
JeKapCTBEHHOr0 Ipernapara Ui MEeIULMHCKOTO IPUMEHEHHUs, pa3pabOTKU M BHEIPECHHUS
Mep I0 0oOeclleYeHHMIO NMPUMEHEHHUS JIEKapCTBEHHOro Iperapara C ILEJIbI0 COXPaHCHHMs
MOJIOXKUTEIIFHOTO OTHOIIEHUSA OXHAAeMOH IONB3Bl K BO3MOXHOMY PUCKY IpPHMEHEHHS
JIeKapCTBEHHOIO IIpenapara JJisi MeJUIIMHCKOro IpUMEeHEeHNUS;

13) noxyMeHTa, INOATBEPXKJAIOIIEr0 KadecTBO JIEKapCTBEHHOIO IIpenapara Tpex
OTBITHO-TIPOMBIIIUIEHHBIX W (WIHM) TNPOMBIIUIEHHBIX Cepuil (IIPOTOKOJ aHalu3a WU
cepTuUKaT aHaNM3a), OJHA CEpUS KOTOPOTO JOJDKHA COBIAmaTh ¢ cepueil obpasua
JIEKQpCTBEHHOro IipeliapaTa Ul MEJULMHCKOrO IPHMEHEHUs, MpPEICTaBICHHOTO Ha
TOCYIapCTBEHHYIO PETHCTPALHIO .

4. Pa3sfien XUMHYeCKO#, ¢apManeBTHIeCKO H OHMONOrHYeCKOH JOKYyMEHTAIlMH
dopmupyeTcss U3 IOOKYMEHTOB, coiepxamux HHGopMamumo o GapMaleBTHIECKOM
CyOCTaHIINH U JIEKapCTBEHHOM IIperapare Uil MeJUIMHCKOro IPUMEHEHHS, IIpoLiecce ero
IIPOM3BOJICTBA ¥ METOAaX KOHTPOJIA Ka4eCTBa, B TOM YHCIIE H3:

1) xkommu IIOKyMEHTa, COZIepPXKAILETO CJIEYIOLIYIO “HGbOpMaITUIO
o bapManeBTHUECKOM CcyOCcTaHIUKM WM (apMalleBTHYECKHX CyOCTaHUMAX, BXOASAIIMX
B COCTAaB JIEKapCTBEHHOTO IIpernapara:
| a) HaUMEHOBaHWe (apMalleBTHUECKOM CyOCTaHIMHM, ee CIpyKTypa, oOmme
CBOMCTBA,;

6) HauMeHOBaHUE U afpec NPOU3BOIUTELS,

3 Tynkt 52.2 cratsu 4 Depepaibroro 3akona Ne 61-@3.
S IMynkr 12 uacty 4 cratsu 18 ®epepabHoro 3akona Ne 61-03.
7 TMynxr 13 wacTu 4 cratbu 18, yacTs 2 crateu 23 denepanbHoro sakona Ne 61-@3.




B) TEXHOJIOTHS IIPOM3BOJCTBA C ONHCAaHWEM CTaaWii IMPOU3BOACTBA U METOHOB
KOHTPOJIS Ha BCEX CTaIUIX MPON3BOJICTBA;

r) onucanue pa3paboTKu Ipolecca NPOU3BO/ICTBA B BUJE €r0 KpaTKOro ONMCaHHS;

I) OTIMCaHUe KOHTPONSA KPUTHUYECKHX CTaAuii IpPOMU3BOACTBA M IIPOMEXYTOYHOH
IPOAYKLUHH, BKIIOHYAIONmiee JaHHBIe, KOTOpEE MOIYT OBITh MNpPEACTAaBICHBl B BHIE
OJIOK-CXEMEI, C IIepedHeM CBEIEHHH O CTagMAX MPOW3BOACTBA, BHIAaX W (MIM) MeToAax
KOHTPOJI KauecTBa IPOMEXYTOYHBIX IIPOLYKTOB;

€) JOKyMEHTAIbHOe TOATBEp)KAeHNe (Banupalys) IPOIECCOB, B TOM 4HCIE
CBEIIEHNs, ITOATBEPIKAAIOMIHE MPUMEHUMOCTh BBIOpaHHOM CXEMBI IPOU3BOJICTBA
JIeKapCTBEHHOTO TIperapaTa, 1 (M) HX OLIeHKa;

X) CBOMCTBA M CTPYKTypa NEHCTBYIOLIMX BELIECTB, B TOM YHCIE CBEJEHHA 00 ux
(GbU3UKO-XUMUYECKUX CBOMCTBAX; '

3) XapaKTEPUCTHKA MpHMeceif, BKIOYalomias CBeleHHs 00 MX NPOMCXOXIECHUM
¥ CBOICTBAX;

1) crieldHKaLUs Ha papMaLeBTUYECKYIO CyOCTaHIMIO H ee 000CHOBaHUE;

K) aHAJIUTHYECKHE METOJUKH, MCIONb3yeMble IIpH OCYUIECTBIEHHHM KOHTDOJIA
KauecTBa (hapManeBTHIeCKON CyOcTaHLuH,

) IOKyMEHTQJIbHOE IOATBepXAcHHE (BanmMIalus) aHAIMTHYECKUX METOIHK,
HCIIONB3YeMBIX TPH  OCYLIECTBICHMHM KOHTpOIs KadecTBa  (apMalleBTHIECKOH
CyGCTaHIMH, B TOM YHCI€ CBEIEHM, IOATBEPKAIOHe IPUMEHUMOCTE H J0CTATOYHOCTE
METOIOB KOHTpOJIS KauecTBa (papMalieBTHIECKO# cyGcTaHIuH;

M) pe3yNbTaThl aHaiu3a cepHil (apMaleBTHYEeCKOH CyOCTaHLMHM, B TOM YHCIe
aHaTUTHYeCKUe  JaHHble, IOATBEP)XJAlOIMME  YHCIOBEIE  IIOKa3aTelM  KadecTBa
dapManeBTHIECKOM CyGCTaHIMM B BHJE NPOTOKOJOB (CepTHQHUKATOB HIH TIacIIOpTOB)
aHanmmn3a;

H) IepeueHb CTAHOAapTHHIX O00pa3soB MJIM  BEIIECTB, HCIOJB3YEMBIX IIPH
OCYIIECTBJICHMH KOHTPOJ KauecTBa, B TOM YHCIE C YKa3aHMEM HX IIpOM3BOUTEIIECH
Y Ha3Ha4YeHMUs,

0) OIMCaHWE XapaKTePHUCTHK U CBOKCTB yNaKOBOYHBIX MATEpPHANIOB M yKYNOPOIHBIX
CpeICTB;

1) JaHHbBIE O CTAGMIBHOCTH (apMalleBTUYECKOH CyOCTaHINH;

P) CpOK FOIHOCTH;

2) DOKyMeHTa, COJEpXKallero CIemylolue CBEeACHUs O JeKapCTBEHHOM IIpernapare
U1 MEIUIHHCKOTO IPUMEHEHHA!

a) ONMCaHWE M COCTaB JIEKapCTBEHHOro IIpemapara i MEJHIMHCKOTo
IIpUMEHEHHS,

6) onucanye (apManeBTHIECKOH pa3spaGoTKH (o6ocHoBaHMe BBEIOOpPa COCTaBa,
TIepBUYHOM YIIaKOBKH M HHOTO);

B) TEXHOJIOTHs MpPOM3BOACTBA C ONHCAHWEM CTalMH MpPOU3BOACTBA U METOAOB
KOHTPONS HA BCEX CTAjMAX NPOM3BOACTBA, B TOM HHCIE C YKAa3aHMEM CXCMBI
TEXHONOTHYECKOTo  Ipoliecca  IIPOM3BOACTBA  (hapManeBTHIECKOH cyOcTaHIUH
U ee OMMHCAHMA, B KOTOPOE MOIYT OBITH TAKKe BKIIOUEHBI CBENCHHS O KOHTPOIES
MCXO/HOTO CHIPHS, KDHTUYECKHX CTajlHi MpOU3BOACTBA M TPOMEXYTOYHBIX IPOAYKIOB,




METOAbl KOHTPOJIE 3a BCIIOMOraTelIbHBIMU  BCIIECTBAMH, HCIOJB3YEMBIMH IIpH

IPOU3BOJICTBE JIEKAPCTBEHHOIO Ipernapara;

) OIIMCaHWE  KOHTPONS  KPUTHYECKMX  CTagWifi  mpormecca  IPOU3BOIACTBA
Y IPOMEXYTOYHON IPOAYKIMH, KOTOPOE MOXKET BKIIIOUYATH II0CIEeA0BATENbHOE U3IIOKEHNE
BCEX CTaJAHH TEXHOJOTUYECKOTro Ipollecca MPOU3BO/ICTBA; ‘

J1) HauMEHOBaHNEe M aJpec MecTa OCYIIECTBIEHHS IPOM3BOACTBA JIEKAPCTBEHHOI'O
mperiapaTa i MEIULWHCKOTO IpUMeHEHNS (B Clydae HaJM4YusA HECKONBKUX YYaCTHHKOB
Tpoiiecca IMPOM3BOACTBa HEOOXOAUMO YKa3aTh KaX0ro U3 HUX);

e) hapMarieBTHYeCKas COBMECTHMOCTS®, BKIIOUAIONMAs JAHHEIE, MOATBEPKNAIONIHE
COBMECTUMOCTh JEHMCTBYIOIIMX M BCIIOMOTaTeNbHBIX BENIECTB, BXOAAIIHMX B COCTaB
JIEKapCTBEHHOT'O MpernapaTa;

) MEKpOOHOJIOTHIECKHE XapaKTePUCTUKY;

3) MaTepUaNbHBIN OajaHC 111 NPOM3BOACTBA CEPUU FOTOBOIO IIPOAYKTA’, KOTOPKIi
MOJXXET OBITh TIPEACTABIE€H B BHJIE OJIOK-CXeMBI, OTOOpakaroliel I0CIeIOBaTENbHOCTD
BHIMOJIHEHMS BCEX OJTAaloB H CTaguii (omepanuii) TEXHONOTHYECKOro IpoIlecca,
C YyKasaHHWeM OCHOBHBIX MAaTE€pHAIbHBIX IIOTOKOB (CBHIPbE, MAaTE€pHalEbl, IOIyYeHHE
MPOMEKYTOYHBIX IIPOLYKTOB, BEIXOJ TOTOBOTO JIEKAPCTBEHHOTO Ipenapara);

1) ONMCaHNe XapaKTePUCTHK U CBOMCTB yNaKOBOYHBIX MaTEpPHANOB H YKYNOPOYHBIX
CpelCTB;

K) IOKYMEHTAJIbHOe MOATBEp)XKIeHHe (BajJujalusa) IPOLECCOB IIPOU3BOICTBA,
BKIIOYalOIee HHOOpMAlMI0O 10 BaJIMAAllMM I[polecca IPOM3BOACTBA H  BHIOOPY
KOHTPOJBHEIX ~ IapaMeTpoB M  MCOBITAHMH B Ipollecce  IPOU3BOACTBA,
1 (MJIA) X OLICHKA;

n) TpeGOBaHMSA K  KadecTBY  BCIIOMOraTelBHBIX  BemlecTB  (cepTudukar,
crenAdUKaUUs HAa BCIOMOTaTeNbHEIE BEIECTBA M HMX OOOCHOBaHHE), B TOM YHCIe
B KauecTBe 0OOCHOBaHHS IPEIOCTABIIIOTCS CBEACHHS, ITONTBEPKAAIOIINE BO3ZMOXHOCTD
TpUMEHEHHs BCIIOMOTATENBHBIX BEIIECTB AJIs MPOM3BOICTBA JICKApCTBEHHOTO Mperapara
B LeJIAX obecreyeHus CTabHUIBHOCTH JIEKapCTBEHHOH GOpMEI,

M) QHAJIMTHYECKHE METOIMKH, HCIONB3yeMBlE MpPH OCYIIECTBICHHH KOHTPOJIA
KauecTBa BCIIOMOTaTENBHEIX BEIIECTB, B BUJE IEpeYHsI C KPATKHM OIIMCAaHUEM,

H) JOKYMEHTAIBHOE [OATBEpXIEHHe (Balumalys) aHAIATHYECKHAX METOMUK,
HCIIOJIB3YEMBIX TP OCYLIECTBICHMH KOHTDOJS Ka4yecTBa BCIOMOTaTeNBHBIX BEIIECTB,
KOTOPOE MOXET OBITH IPeCTaBIeHO B BUJE CBEICHUHN, TOATBEPKAAIOIIMX MPUMEHUMOCTB
¥ NOCTAaTOYHOCTh METOJOB KOHTPOJIS Ka4eCTBa BCIIOMOraTeIbHBIX BELIECTB,;

o) uHpopMalHs 00 HCIIONB30BAHMH BCIIOMOTATENBHBIX BEIIECTB YEIOBEIECKOro

1 )KMBOTHOTO ITPOUCXOXICHHS;
1) nHGOpMalst 00 UCTIONB30BAHNM HOBBIX BCIIOMOTaTeIbHEIX BEIIECTB;

® [MoamyHKT «e» TyHKTa 2 4acTH 5 cTaThi 18 DenepanbHOro 3aKoHa Ne 61-@3.
® [ommmyHKT «3» IMyHKTa 2 wact 5 cTathy 18 desepaibHOro 3aK0Ha Ne 61-93.
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p) TpebOBaHMA K Ka4yeCTBY JIEKQPCTBEHHOrO Imperapara JUIs MEIULIUHCKOro
npuMeHeHHs (cepTHduKaT, crenudUKalUid Ha JEKapCTBEHHBIA IIpernapar H HX
000CHOBaHHE);

C) aHAIUTUYECKHE METOAMKH, WCIONb3yeMble IIPH OCYILIECTBICHHH KOHTPOJIS
KajyecTBa JIEKAPCTBEHHOIO INpenapara Ajs MeAUUUHCKOrO NPUMEHEHHUs, KOTOpPBIE B TOM
quclie MOTYT OBITh YKa3aHBI B BUJIe CCHUIOK Ha (apMaKoneiHsle CTaTbi WIH MOIPOOHOro
NEepeYHs UCIONB3YEeMBIX METOIOB KOHTPOJIS KauecTBa;

T) JOKYMEHTaJIbHOE TOATBEPXKICHUE (BAIMIAIMSA) AQHANUTHYECKNX METOAMK,
HCIIONB3YEMBIX IIPH OCYIIECTBIEHHH KOHTPOJIA KadyecTBa JIEKapCTBEHHOroO Mpemnapara Jiist
MEIUIMHCKOTO IIPUMEHEHNS, B TOM YHCJIe CBEACHHUS, MMOATBEPXKIAIOLIUE [IPUMEHUMOCTh
U JIOCTaTOYHOCTh METOAOB KOHTPOJIA KauecTBa JEKapCTBEHHOIO Mpenapara;

y) pe3yJbTaThl aHAJIW30B CEPHH JIEKApCTBEHHOro Mpemnapara AjsS MeAULUHCKOro
NpUMEHEHMS;

&) XapaKTepUCTHKA IIpUMeECeif;

X) IepedeHb CTaHAApPTHBIX 00pa3suoB, HCHNONB3YEMBIX IIPH  OCYLIECTBICHHH
KOHTPOJIS Ka4eCTBa JIEKapCTBEHHOTO Ipernapara Ui MEAUIIMHCKOTO IPUMEHEHHUS,;

Il) JaHHble O CTa0HJIBHOCTH JIEKaPCTBEHHOIO Ipelapara Uil MEAHULHUHCKOIO
IpUMEHEHUS.

5. Pa3nmen (apMakoIOTH4eCKOM, TOKCHKOJIOIHIeCKOH NOKyMeHTanuu (opMHpYeTcs
U3 OTYETOB O pe3yJIbTaraXx AOKIMHHUYECKHX HUCCIIeIOBaHUM JIEKapCTBEHHOIO CPENCTBA I
MEIMIIMHCKOT0 IPUMEHEHHUS, B TOM HHCIIE U3:

1) otuera 0 apmMakoAMHAMHYECKHX HCCIENOBaHHSAX, B TOM YHCIE MOXXET OBITH
IIPEICTABIIEHO KpaTKoe pe3toMe O MPOBeIECHHBIX (hapMaKOAWHAMUYECKHUX HCCIEIOBaHUAX
B CJIydae, eCIIM TaKUX HCClIeI0BaHUH IIPOBEIEHO HECKOIBKO;

2) otueTa O (papMaKOKUHETHYECKHX HCCIENOBAHUAX, B TOM 4HCIIE MOXET OBITh
HpENCTAaBICHO KpaTKoe pe3roMe O IPOBEJICHHBIX (PapMaKOKMHETHYECKHX HCCIENOBAHUAX
B ClTy4yae, eClIM TaKuX MCCIeIOBaHUM IPOBEIEHO HECKOIBKO;

3)oTyeTa O TOKCHKOJIOTMYECKMX WCCIEOBAaHUSIX, B TOM YHCIE€ MOXET OBITH
IPEACTaBIIEHO KpaTKOe pe3lOMe O IPOBEIEHHBIX TOKCHKOJIOTMYECKMX HCCIENOBaHUAX
B Cllydae, eCIi TaKMX MCCiieJ0BaHUll IIPOBEJEHO HECKOJIBKO.

6. Pasnen KIMHWYECKOM HOKYMEHTalMd (OpPMUpYeTCcs H3 OTHETOB O pe3yibTrarax
KIMHWYECKHX  HCCIEJOBaHUH  JIEKAPCTBEHHOro Ipemapara I  MEIUIMHCKOIro
IIPUMEHEHMS, B TOM YHUCIIE U3:

1) oTyeToB 06 HCCIENOBAaHHUAX OHONOCTYTHOCTH U  OHOSKBHBAJIEHTHOCTH,
UCCIIEOBaHUAX, YCTAHABIMBAIONIUX KOPPEIIHIO Pe3yIbTaToB, IIONyYEHHBIX B YCIOBHIAX
in vitro u in vivo;

2) oTueToB O (papMaKOKUHETHUECKUX UCCIEAOBaHHAX;

3) oT4eToB 0 (papMakoUHAMUYECKUX UCCIIEAOBaHNAX;

4) OTYETOB O KIMHWYECKHUX HCCIeNOBaHusX dSGhdexTuBHOCTH W 6e30MacHOCTH,
BKJIIOYAs OTYETHl O pe3yjibraraX KIMHHYECKAX HCCIENOBaHUN JIEKAPCTBEHHOIO
nperapaTta, He OTHECEHHOro K ophaHHBIM JEKapCTBEHHBIM MpernaparaM, IPOBEIEHHBIX
B Poccuiickoit ®@enepanuy, WIM MEXIYHapOOHBIX MHOTOLEHTPOBBIX KIMHHYCCKHX
WCCIIEOBAHUI  JIEKAPCTBEHHOTO  Mpemapara, He OTHECEHHOro K  Op(aHHBIM
JleKapCTBEHHEIM MPENaparaM, 4acTh H3 KOTOPHIX mpoBelieHa B Poccuiickoit Oenepammiy;
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5) 0T4eTa 0 MOCTPETUCTPALIOHHOM OIIBITE IPUMEHEHHS (IIPH HAIUYHH).

7. TpeboBanus k 00beMy HHOpMAanWW, TIPEJOCTABIEMOH B  COCTaBe
PETUCTPAalIAOHHOTO [IOChe, Ui OTHAENBHBEIX BHJOB JIEKAPCTBEHHBIX IIPENApaToB s
MEIUIMHCKOro IPUMEHEHHs OMpe/ieNieHbl MpuioxeHneM Ne 2 Kk mpukasy Munucrepcta
3paBooxpaHeHus Poccuiickoit ®enepanmu ot <<ﬁ » WAL Ne 409k




Ipunoxenne Ne 2
K NpuKa3y MHHHCTEPCTBa 3ApaBOOXpaHEHHS
Poccuiickoit @eneparuu

OT « //Z» [M/ .4 2017 r. Ne %ﬂﬁﬂ

TpeboBanus
K 06beMy WHpOpMAaLKH, NPEIOCTABIIAEMOI B COCTABE PErNCTPALHOHHOIO JOChe,
AJisSl OTACJILHBIX BH/IOB JIEKAPCTBEHHDLIX NPENapaToB A/ MeAHLUHHCKOr0 NIPHMEHEeH S

1. B OTHOLIEHHH JEKApCTBEHHBIX HpPENAapaToB, pa3spelIeHHBIX JUI1 METUI[HHCKOrO
npuMmeHenus B Poccuiickoit ®epepanyu Gonee aBaguaTH JeT (3a HCKIIOYEHHEM
OHONOTHIECKUX JIEKAPCTBEHHEIX [IPENApaToB), JOIYCKACTCA BKIIIOUECHHE B COCTAB pazzena
(papMaKooru4ecKol, TOKCHKONOTMYECKOM NOKYMEHTAIMH | paszena KIMHUYECKOI
JAOKyMEHTaIlMM BMECTO OT4era pa3paboT4Wka O pe3yisraraX COOCTBEHHBIX
JOKIMHUYECKHX HCCIIEIOBAaHUH JIEKApCTBEHHBIX CPEJCTB M KIHHHYECKHX MCCIIETOBAaHUM
JIEKapCTBEHHBIX IIPENapaToB 1 MEIUIMHCKOIO NpUMeHEeHHS 0030pa HaydyHBIX paboT
0 pe3yJbTaTax AOKIMHHYECKUX HMCCIECIOBAHUN JIEKapPCTBEHHBIX CPEICTB U KIMHHYECKHMX
YICCIIEIOBaHUN JAaHHBIX JIEKAPCTBEHHBIX IIPENapaToB, B TOM YHCJIE BKJIIOYas ONBIT HMX
ITOCTPErUCTPalMOHHOr0 PUMEHEHHS.

2.1Ipu rocynapCTBEHHOH PpPErHCTpalli¥ BOCIPOM3BEINECHHEIX  JIEKAPCTBEHHEIX
[IpenapaToB AJii MEJUIMHCKOro IPUMEHEHUs JOMYyCKAaeTCs BKIIIOYEHHE B COCTaB paszena
(bapMaKoIOTH4ECKOH, TOKCHKOJIOTHYECKOH JOKYMEHTAlMi M pasfielia KIMHAYECKOH
JOKyMEHTallM BMECTO OTdeTa paspaboTymka O pe3yibrataXx COOCTBEHHBIX
OOKIMHUYECKUX WCCICNOBAaHMH JIEKApCTBEHHBIX CPEJCTB 0030pa Hay4HBIX paboT
0 pe3ynibTaTax JOKIMHMYECKUX HCCIeAOBaHUN peepeHTHOIO JIEKapCTBEHHOIO IIpenapara
U TpeICTaBIeHHe BMECTO KIHHHYECKMX HCCIEHOBaHMA B MOJNHOM 00BeMe,
YCTaHOBIICHHOM Da3felioM KJIMHHYECKOH JOKyMEHTAallMM, OT4YeETa O pe3ynbTarax
HCCNENOBaHHA OMO3KBHBAJIEHTHOCTH BOCIPOU3BEACHHOIO JIEKAPCTBEHHOIO Ipernapara
I8 MEOWIMHCKOrO TpPHMEHEHHWS WM OTdeTa O pe3ydbTaTax MCCIeNOBaHHUM
TepaneBTHIECKON skBuBanenTHoctH' . He TpebyeTcs mpeAcTaBlIeHHe OTYeTa O pe3yJibTaTax
UCCIENOBaHUYM OHMO3KBHBAJIEHTHOCTH BOCIIPOM3BEACHHOIO JIEKapCTBEHHOro IIpernapara
I8 MEIOUIMHCKOrO TMpHMEHEHHs WIH OT4eTa O pe3ynbTaTax HCCIeIOBaHUMA
TepaleBTUYECKON OSKBHUBAJICHTHOCTH JIEKapCTBEHHOIO Ipemnapara I MEIULIHHCKOro
IPYMEHEHHS], €CII PETUCTPUPYIOTCA BOCIIPOU3BECHHbIE JIEKapCTBEHHBIC IIPENapaTsl JUIL
MEIUITTHCKOIO IIPUMEHEHHUs], KOTOpPEIE:

1) mpenHa3HayeHbl IUId IapeHTEPaIbHOro (rg}omcomﬂoro, BHYTPUMBIILIEYHOTIO,
BHYTPUBEHHOIO, BHYTPUIJIa3HOTO, BHYTPHIIOJIOCEHOTO, BHYTPHCYCTaBHOTIO,
BHYTPUKOPOHAPHOr0) BBEIIEHHS U MPEJCTaBIAIOT CO60H BOJHEIE PACTBOPEI;

2) npecTaBisIOT co60¥ pacTBOPHI Al IIEPOPANBEHOTO IIPUMECHEHN;

3) npousBeieHsl B (opMe TOPOIIKOB MM THOQWIN3ATOB JJI1 IPUTOTOBICHUS
pacTBOpPOB;

'Tynxr 12 crates 4, wacte 10 cratey 18 DenepansHoro 3akoHa oT 12 ampens 2010 r. Ne 61-®3 «O6 obpaieHHH
nexapcTBeHHBIX cpeicTs» (CobpaHue 3aKOHOAATENLCTBA Poccuiickoit ®enepauuu, 2010, Ne 16, cr. 1815; Ne 42, crt. 5293,
Ne 49, ct. 6409; 2011, Ne 50, ct. 7351; 2013, Ne 48, c1. 6165; 2014, Ne 52, ct. 7540; 2015, Ne 10, cr. 1404; 2016, Ne 27,

cT. 4283).




4) ABIAIOTCA ra3aMmu,

5) ABNAIOTCA  YWIHBIMH WM  [Ia3HBIMH  JIeKapCTBEHHBIMH IperapaTamu,
IPOM3BEAEHHBIMH B (hOpMe BOAHEIX PaCTBOPOB;

6) npeaHa3HAYeHE! NI MECTHOTO NPHMEHEHHS U IPHTOTOBIIEHBI B bopme BOAHBIX
PpacTBOpPOB;

7) IpeACTaBISIOT c000H BOAHBIE PACTBODPHL IS HCIIONE30BaHMS B hOpPME MHIANSLMIA
¢ noMoLpio HeGynaiizepa UM B Ka4eCTBE Ha3aJbHBIX CIIPEEB, NPUMEHIEMBIX ¢ IIOMOLIBIO
CXOJIHEIX YCTPOHUCTB.

3. lna cimydyaeB, YKa3aHHBIX B IOANYHKTax 1-3, 5-7 myHKTa 2 HacTOSALIHX
TpeOOBaHUM, BOCIIPOM3BECHHBIN JIEKAPCTBEHHBIA INpemapar Jisi MeIULHHCKOTO
NpUMEHEeHHS JO/DKEH COoAepXaTh TaKUe XK€ BCIIOMOTaTelIbHbIE BEIIECTBA B TAaKHX XKe
KOJMYECTBAX, Kak M pedepeHTHBIH JeKapCTBeHHbIM mnpemapar. EciaM  COCTaBEI
BCIIOMOTATENIbHEIX ~ BEIIECTB  Pa3iMYaloOTCs, 3asiBUTENbh  JODKEH  IIPEACTaBMTH
JI0Ka3aTeJIbCTBA TOI0, YTO HMCIOJb3yeMbI€ B JJAHHBIX KOHIIEHTPALUAX BCIIOMOTaTeILHEIE
BEIleCTBa He BIMAOT Ha Oe3omacHocTh U (W) 3G (eKTHBHOCTH JIEKAPCTBEHHOI'O
npernapara s MEOMLIMHCKOrO NpHUMeHeHHsI. B ciiydae eciid 3asBHTENs HE MOXET
IIPEJCTaBUTL TaKHe NOKAa3aTelbCTBA M (WIM) HE MMEET NOCTYNMa K COOTBETCTBYIOIIMM
IAHHBIM, OH JOJDKEH IPOBECTH COOTBETCTBYIOUIHE HCCIICHOBAHMS IJIA IHOKA3aTeJILCTBA
OTCYTCTBUS BIMSAHMSA pa3HBIX BCIIOMOTaTENBHBIX BEIIECTB MJIH BCIOMOIaTeIbHBIX
ycTpoiicTB Ha 6e3omacHocTh M (WiH) 3¢ ¢EeKTHBHOCTH JIEKAPCTBEHHOro mpemnapara Ijs
MEIUIMHCKOTO  IIPUMEHEHHd B  IIOpPSAAKE, YCTAaHOBIEHHOM  YIIOJIHOMOYEHHBIM
(denepanbHBIM OPraHOM HUCTIOTHHUTEIBHOM BIIACTH.

4.Tlpu rocymapcTBeHHON perucTpaluy KOMOWHAIMii paHee 3aperuCTpUpPOBaHHBIX
JeKapCTBEHHBIX IIPenaparoB Ui MeAULIUHCKOro NPUMEHEHHS AOIyCKAaeTCsl BKIIOYEHHE
B COCTaB pasjena (papMaKoJOrHYeCKO, TOKCHUKOIOTHIECKONH NOKyMEHTallud M pasfena
KIMHAYECKOM JOKYMEHTAI[MH BMECTO OTYeTa pa3paboTduka O pe3ylnbTaTaX COOCTBEHHBIX
IDOKIMHUYECKHX MCCIIC[OBaHMI JIEKAPCTBEHHBIX CPEJACTB 0030pa HaydHBIX pPaboT
O pe3yjpTaTaXx  JOKIAHHYECKMX  HCCleloBaHMH  pedepeHTHBIX  JIEKapCTBEHHEBIX
IpenapaToB, BXONAIIMX B COCTaB KOMOMHAIMM JEKapCTBEHHBIX IIPEIapaToB,
1 06 OTCYTCTBUH HX B3aUMOJAEHCTBUA B OJHO# JIEKapCTBEHHOH popMe. ‘

5.B 1mensx OKCHEPTH3Bl JOKYMEHTOB, IIPEICTABICHHBIX M ONpeleliCHHs
BO3MOXHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIN Npeliapat AJid MEAUIHHCKOrO IPUMEHEHHS
IpH  OCYINECTBJIEHMM TOCYJapCTBEHHOH PpErHCTpallii B KadecTBe OpGaHHOrO
JIEKapCTBEHHOIrO IIpenapara, 3asBUTe]lb IPEACTaBIIeT B JJIEKTPOHHOHX ¢opMe U Ha
GYMa)KHBIX HOCHTEJISX JOKYMEHTHI, yKasaHHEIe B mojmyHkTax 1, 2, 5, 6, 10 myHkra 3
W IIyHKTe 6 mOpsiika (OPMUPOBaHMSA PETHCTPAllHOHHOTO IOChE HA JIeKapCTBEHHBIH
npenapar Ijis MeIULHHCKOTO INpUMEHEHH:A U TpeOoBaHMil K IOKYMEHTaM B €ro COCTaBe,
YTBEp)KIEHHBIX NpPHKa3oM MuHucTepcTBa 3/ipaBooxpaHenus Poccuiickoit Denepanun
oT K 74» (rwN 9 2017 . Ne 479, .

6.IIpu rocymapcTBeHHON perucTpalyu OpQaHHOTO JeKapCTBEHHOIO Iperapata
3afBUTENb IIpeJCTaBseT uHdOpMaIio, HeoOXOoAuMyro i (GOPMHUpPOBaHHSA pasiena
KIMHMYECKON  JOKyMEHTalud, B  o0beMe, YCTaHOBIEHHOM  MHHHCTEPCTBOM
31paBooXpaHeHus Poccuiickoit d)enepaunnz.

2 Mommynkr 5.2. 148> Tlonoxenus o MuHucTepcTBe 3apaBooxpaneHus Poccuiickoli ®@enepaluy, YTBEPKIEHHOTO
nocraHoBieknem Ilpaputensctea Poccuiickodt ®epepamuu or 19 mons 2012 r. Ne 608 (Cobpanne 3aKOHOIATENBCTBA
Poccniickoii denepauny, 2012, Ne 26, cr. 3526; 2013, Ne 16, cT. 1970; Ne 20, cr. 2477; Ne 22, c1. 2812; Ne 45, ct. 5822; 2014,
Ne 12, cr. 1296; Ne 26, cr. 3577; Ne 30, ct. 4307; Ne 37, c1. 4969; 2015, Ne 12, cr. 1763; Ne 23, cT. 3333; 2016, Ne 9, ct. 1268;
Ne 27, ct. 4497; Ne 34, cT. 5255; Ne 49, c1. 6922; 2017, Ne 7, cT. 1066).
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7. Ilpu peructpauuu 6HONOTHIECKOro JIEKapCTBEHHOTO IIPENapaTa, IOMy4eHHOro 13
KpOBH, IIIa3MEI KPOBH YeJIOBEKa, B COCTABE PErMCTPAlIOHHOTO JIOChE Ha JIEKAPCTBEHHBINH
npenapat Uil MEAWLMHCKOrO  IPHMEHEHUS  JOMKHBI  OBITh  IIPeJCTABIECHEI
JOIOJTHUTENBHO:

1)B  paspene [MOKyMeHTalMM aIMHHHCTPaTHBHOTO  XapaKTepa OOKYMEHT,
coflepxalliuii HHQOPMALMIO O CyGBeKTax OOpalleHHs NOHOPCKOM KpOBM M (HIIH)
€€ KOMIIOHEHTOB, O TOM, Iie Oblla OCyllecTBIeHa MOHauus (KpOBH ¥ (MIM) ILIA3MBI
KpOBH), aTaKke JaHHBlE 00 HHQEKUMOHHBIX 3a60JNeBaHHAX, IlepeNaFOLIHXCS
NapeHTepajlbHBIM IIyTeM, HMHQOpMaIms o cyObekrax OOpalleHMsi JOHOPCKOH KpOBH
¥ (W11) ee KOMIIOHEHTOB, B OTHOIICHUH KOTOPBIX OCYIIECTBISAETCA KOHTPOIb JOHOPCKOM
KPOBH H (WJIH) ee KOMIIOHEHTOB;

2) B pa3aene XUMHUYECKOH, hapMaLeBTHIECKON U GHONOTHYECKOH TOKYMEeHTaIMH:

a) KPUTEPUH M CIIOCOOBI 0T6Opa, TPAaHCIIOPTUPOBAHHSA M XPaHEHHS JOHOPCKOM KPOBH
U (WIH) ee KOMIIOHEHTOB;

6) pe3ynbTaThl HCCIIEIOBAHUM OTOOPAHHEIX JOHOPCKOM KPOBH M (MIIM) TIJ1a3MEl KPOBH
U TIyJOB Ha Hajuyde Bo3OyauTeneidi wumHOexkuu#d, Bxkmo4as — HH(GOPMAIUIO
00 MCTIOTB30BaHHBIX METOJMKAX HCCIIENOBAHHUMN U B CIIyYae MCCIIEHAOBaHHS MyJIOB ILIA3MBI
KPOBH DE3yJIbTaThl AOKYMEHTAIbHOTO MOINTBEPXAEHHUA (BaIHMAAMH) HCIIOIB30BAHHBIX
METOJMK;

B) TEXHHYECKHE XapaKTEPHCTHKH YIAKOBKU IjIS 0TOOpa MOHOPCKOM KpoBH M (HMIIH)
IUIa3MBl  KPOBH, BKIIOYas HHQopMammioo 00  HCIONB30BaHHBIX  pacTBOpax
aHTHUKOATyJITHTOB.

8. Jlns jeKkapCTBEHHBIX MpenapaToB ISl MEJULIMHCKOTO IPUMEHEHHUs, B OTHOIICHUH
KOTOPBIX B pe3yibTaTe SKCIEPTU3bl JOKYMEHTOB, NPEACTaBIECHHBIX UL OIpeneNeHUs
BO3MOYKHOCTH paccMaTpUBaTh JIEKapCTBEHHEBIH Mpenapar 111 MeAUIHHCKOro IpUMEHEHNUs
B KayecTBe Op¢aHHOTO JIeKapCTBEHHOro IiperiapaTa, Takad BO3MOXXHOCTh IIpHU3HaHa
Y B OTHOIICHUM KOTOPBHIX IPOBENEHBl KIMHUYECKHE MCCIEJOBaHMS, BBINIOJIHEHHBIE 3a
npenenamu  Poccuiickoit ®epepanyii B COOTBETCTBHM C IpaBHJIAMH HaaJexalnei
nabopaTOpHOW TMpPaKTHKM M IpaBWIaMH HaieXamed KIMHUYECKOW IIPaKTHKH,
IIOITyCKaeTCs BKJIIOYEHHE B COCTaB pasjielia KJIMHHUYECKOH NOKyMEHTAllMd BMECTO OTYeTa
0 pe3yibTaTax KJIMHHAYECKHX  WCCIENOBaHWM  JIEKApPCTBEHHOIO  Iperapara  JUId
MEIMIMHCKOIO IpUMEHEHHUs, IpoBedeHHBIX B Poccumiickoit @exnepauuu, ordera
0 pe3ynbTaTax KIMHUYECKHX HCCIeOBaHWH, BHIIONHEHHBIX 3a mpeaenamu Poccuiickoi
Qenepanum.




IIpunoxenue Ne 3
K IIpHKa3y MuHuCTEepCTBa 31paBOOXpaHEHHSA
Poccuiickoii @enepaunu
OT«7A»  ries 2017 r. Ne %/y

IHopanox
OpeACTaBJIeHHsI JOKYMEHTOB, H3 KOTOPBIX (POpMHPYeETCH perncTPAlHOHHOE 10Che
HA JIEKAPCTBEHHBIH NpenapaT AJs MeAHIHHCKOI0 PpHMeHeHHs
B IIEJISIX €r0 rocylapcTBEeHHOMH perucTpanun

1. Hacrosmmii NopsooK yCTaHaBIMBAeT INpaBHia IPEACTABICHHS IOPUAHMYECKHM
JIMLIOM, JEHCTBYIOIIUM B COOCTBEHHBIX MHTEpecax WU YIOTHOMOYEHHBIM IPEACTABIATH
HMHTEPECH] [PYroro IOPHAMYECKOTO JHIa M 3asBIIONIAM JIEKapCTBEHHBIH Impernapar
Ha TOCYINAapCTBEHHYIO PpErucTpaiuio (namee — 3asBUTENh), B MUHHCTEPCTBO
3apaBooxpaHeHus Poccuiickoii @enepanny 3asBlICHHS O TOCYAapCTBEHHOW pETHCTpalllu
JIeKapCTBEHHOTO IMperaparta MiS MEIUIMHCKOrO INpHMeHeHus (Iajee — 3asBICHHE)
¥ HEOOXOAMMBIX JOKYMEHTOB, U3 KOTOPBIX (DOpMHUpYyeTCs PpETrHCTPALIOHHOE 0Che
Ha JIEKapCTBEHHBIH TMpenapar Uis MEIULMHCKOro NpHUMeHeHHs (Hajsee — JOKYMEHTBI
PETUCTPALIIOHHOTO JIOCHE).

2.3asBreHHe W JOKYMEHTHl  PETUCTPAllMOHHOIO  JOChE  IIPEACTaBIAIOTCS
B DJIEKTPOHHOM (hopMe M Ha OYMaKHOM HOCHTeNle Ha PyCCKOM s3bIKe JINOO ¢ IEPEBOJIOM
Ha PYCCKHUH A3BIK, 3aBEPEHHBIM B YCTaHOBJIEHHOM TOpSIAKE .

3. B cnyuae ecnu JOKYMEHT PETUCTPALIMOHHOTO JOCHE UMEET HECKOJIBKO JIUCTOB, OHU
IPOIINBAIOTCS, MPOHYMEPOBBIBAIOTCA M Ha 00OpOTE MOCIENHEro JIMCTa JOKYMEHTA
Ha MeCTe CKpPEIUICHHS 3aBepSIOTCS IIOANHMCHIO YNOIHOMOYEHHOTO JHMLA C yKa3aHHeM
o0IIero KoJM4YecTBa JIHMCTOB JOKyMEHTa. B ciydae TIpeACTaBICHHA 3ajgBUTEIIEM
JOKYMEHTOB PErHCTPalMOHHOTO JOChE, HMMEIOIIMX HECKOJIBKO JIMCTOB M 3aBEPEHHBIX
B YCTAHOBJICHHOM MOpAZKE, TaHHOE TPeOOBaHHE K TAKMM JTOKYMEHTaM He NPEABABIACTCS.

4. Ha rocyJapcTBeHHYIO PETMCTPALMIO Pa3iIMYHBEIX JIEKapCTBEHHBIX (OpM OIHOro
U TOro € JIEKApCTBEHHOTO IMpenapara A MEIMIUHCKOrO NPHMEHCHMs 3asiBUTEIBb
IIPEACTABIIAET OTAENbHBIE 3aABICHHIA H JOKYMEHTHI PETHCTPAIOHHOTO JOChE HA KX YO
JNeKapCcTBEHHYIO popMy. B ciryuae oTHOBpEMEHHOI'O NPEACTABICHHS HA TOCY IapCTBEHHYIO
PETHCTPALMIO  OAHOM  JIeKapCTBEHHOM (GOpMBI €  PasnU4HBIMH  JO3HPOBKOH,
KOHIIEHTpaIHel, 06BEMOM 3asBUTEINb IIPEACTABISET OJHO 3aABJIEHAE O TOCYJaPCTBEHHOH
PETMCTPALMH JIEKAPCTBEHHOTO Ipenapara Uil MEUIHHCKOTO NPUMEHEHUS 1 NOKYMCHTBI

* OcHOBbI 3aKOHOATeNbCTBA Poccuiickoil Denepatuu o Hotapuare oT 11 gespana 1993 r. Ne 4462-1 (Benomoctu Cresna
HapomHBIX AenyTatoB Poccuiickoli ®enepaumn u BepxosHoro Cosera Poccuiickoit denepaumu, 1993, Ne 10, ct. 357;
Co6panue 3akoHoaTenbcTBa Poccuiickolt ®enepaumu, 2003, Ne 50, cr. 4855; 2004, Ne 45, ct. 4377; 2005, Ne 27, cr. 2717;
2007, Ne 1, ct. 21; Ne 27, cr. 3213; 2008, Ne 52, cr. 6236; 2009, Ne 1, cT. 14, 20; Ne 29, ct. 3642; 2010, Ne 28, ct. 3554;
2011, Ne 49, ct. 7064; Ne 50, ct. 7347; 2013, Ne 14, c1. 1651; Ne 51, cT. 6699; 2014, Ne 26, c1. 3371; Ne 30, ct. 4268; 2015,
Ne 1, cr. 10; Ne 13, cr. 1811; Ne 29, cr. 4385; 2016, Ne 1, cr. 11; Ne 27, cT1. 4293);

KoHBeHLHMs, OTMeHsIomas TpeGOBaHMWe JIEralM3aliy HHOCTPAHHBIX OQUIMANLHLIX NOKYMEHTOB, 33KIIOHCHHAA B I'aare
5 oxtabps 1961 ropa (paruduumposaHa Poccubickor denepanyeit 4 cenrabps 1991 r., BroeTeHs MEXIyHapOIHBIX

JIOTOBOPOB, 1993, Ne 6).
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PETHCTPAIHOHHOTO JIOChE C NPUIOKEHHEM MAKETOB YNAKOBOK Ha KaKIYIO JO3UPOBKY,
KaKIyI0 KOHUEHTPAIMIO, KX bl 00beM M KaX0€ KOJHYECTRO 103 B YIAKOBKE.

5. 3adBNeHHEe O TIOCYAapCTBEHHOL PerucTpanuu JIEKapCTBEHHOIO IMpenapara st
MEUIHUHCKOro NMPUMEHEHNS, TOKYMEHTBl PETHCTPALIAOHHOTO JOCHE M MHBIE JOKYMEHTS,
CBA3aHHBIC C IPOHENYPOH IOCYNapCTBEHHOH PErdCTpallMH JIEKapCTBEHHOTO Ipernapara
AN MEIULMHCKOTO IpPUMEHEHHUs, oQopMiLtioTcs JlemapTaMeHTOM TIoCyHapCTBEHHOTO
peryaupoBaHusi oOpailleHHsI JIeKapCTBEHHBIX CPENCTB MunncrepctBa 3apaBooxpaHeHHs
Poccuiickoii ®enepanud B OTAENBHOE [eio, KOTOpOe XpaHHUTCA B (eaepajbHOM
TOCyJapCTBEHHOM OHOKETHOM yupexaenun «Hayunsrit LIEHTP S5KCHEPTU3Bl CPEICTB
MEJMLIMHCKOr0 MpUMeHeHUs» MuUHKUCTepCTBa 3/ipaBooxpaHeHus Poccutickoit deneparium.



