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O6 yTrBep:kaeHun
nopsiaika popMHPOBAHHS PEerHCTPALHOHHOIO JOChe
Ha JIeKapPCTBEHHBIH Npenapar H Tpe0oOBaHHH K JOKYMeHTaM B ero cocTaBe,
TpeboBaHHi Kk 00beMy HH(pOpMaLHH, NPeJOCTABJISIEMOIi B cocTaBe

perscTpPalHoOHHOrO A0Che, A/ OTAEJbHBIX BH/IOB JIEKAPCTBEHHLIX NPenapaTos

AJIA MEAHIIHHCKOTO NPHMeHeHHsI H NOPAAKA NpeAcTaBJIeHHsA J0KYMEHTOB,

M3 KOTOPBIX (POPMHPYETCH PerucTPalHOHHOE J0Che HA JIeKapCTBeHHBIH npenapar

AJIA MeIMIIHHCKOTO NIPHMeHEeHHs B IeJIfiX ero rocyAapcTBeHHOIi perncTpaluHu

B cooTBercTBHH ¢ IMOANMyHKTamMH 5.2.148, 5.2.1481, 5.2.148% Tlonoxenus
o MunucrepctBe  3mpaBooxpaHeHMs — Poccuiickodi =~ @enepanyu,  YTBEP)XXICHHOTO
nocraHoBineHreM IlpaBurenscta Poccuiickoit ®enepanun oT 19 urons 2012 r. Ne 608
(Cobpanue 3akoHomarenscrBa Poccuiickoit ®enepanum, 2012, Ne 26, cr. 3526; 2013,
Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, ct. 2812; Ne 45, c1. 5822; 2014, Ne 12, ct. 1296;
No 26, c1. 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, cr. 325; Ne 9, cr. 1268; Ne 27, ct. 4497; Ne 28, ct. 4741,
No 34, ct. 5255, Ne 49, c1. 6922; 2017, Ne 7, ct. 1066), m p M K a 3 BI B 2 10!

1. YTBepauts:

MOPsAZ0K (POPMHPOBaHHMS PETHCTPALMOHHOrO JOChE Ha JIEKapCTBEHHBIH NpenapaT
I METUIMHCKOTO IPHUMEHeHUs W TpeGoBaHUA K JOKyMEHTaM B €ro COCTaBe COIJIACHO
npuioxeHuio Ne 1;

TpeGoBaHuss K  00beMy  HHpOpMAlWH, MPEJOCTaBIsSEMOH ~ .B  COCTaBe
PETHCTPALIMOHHOTO  TOChE, JUIA OTHENBHBIX BHJOB JICKAPCTBEHHBIX IIpEIapaToB
1L MEUITHHCKOTO IIPUMEHEHHS COTVIaCHO IPHIIOKEHHIO Ne 2; .

MOpAMOK  TpelcTaBleHMs  NOKYMEHTOB, M3  KOTOPBIX tdopMmupyercs
PErHCTPALMOHHOE AOChe HA JIEKApCTBEHHBIH Npenapar Mid MEIMIUHCKOro NMPUMEHCHUS
B LIEJSIX €r0 TOCYJApCTBEHHOM PErUCTPALKH, COIIACHO MPUIOXKeHHIO Ne 3.
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2. HacTosmuii npykas NpEMEHSAETCs K PETHCTPAMORHBIM JOChE Ha JIEKapCTBEHHEIE
npenaparel Uil MEJULHHCKOTO IPUMEHEHMs, IIPEJCTaBICHHHIM B MUHHCTEPCTBO
3npaBooxpanenus Poccumiickoii @enepaluu ¢ 3asBIEHHSIMH O TOCYJapCTBEHHOI
PETUCTpallii JIEKAPCTBEHHBIX IIPENapaToB IS MEQUIMHCKOrO IIPUMEHEHHS II0CHe
BCTYIUICHHMS B CHJIy HaCTOSILEro IpuKasa.

3.1Ipu3HaTh yTPAaTHBIUMM CHIY INpHKa3 MMHHCTEPCTBA 3]paBOOXPAHEHHS
¥ connanbHoro passurus Poccuiickoit ¢enepaumn ot 26 asrycra 2010 r. Ne 759
«O0 yTBepXIeHUH nopsiika IIpeACTaBIICHUA HEOOXOIUMBIX JIOKYMEHTOB,
M3 KOTOPBIX (POPMHpYETCS PErHCTPAllMOHHOE IOChE HA JIEKAPCTBEHHBIN Ipemapar uist
MENMLMHCKOTO MpUMEHEHHs B HEIIX €ro TOCYJapCTBEHHOH  perncTpamuu»
(3aperucTpupoBaH MumnucrepcTBOM FOCTULIUU Poccuiickoi Oenepanuu
2 centa6ps 2010 r., peructpanuonnsiii Ne 18331).

Munuctp B.U. CkBopnoBa
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IIpunoxenue Ne 1
K npuKasy MUHHCTEpCTBa 3/IpaBOOXpaHEHHs
Poccuiickoii ®enepanuu

OT « /Z» utsf 2017 r. Ne 4/%?//

IHopsinoxk
¢opMEpOBaAHMS PErHCTPALIHOHHOIO J0CHe Ha JeKAPCTBEHHBII penapar
AJS MEAHUMHCKOro NPpHMEHEHHs H TpeOOBaHHS K JOKYMEHTAM B €ro COCTaBe

1. Hacrostimii IIOPAZIOK yCTaHaBIIUBAET mpaBuia (bopmupOBaHHA
PETUCTPALIIOHHOTO HOChE HA JIEKAPCTBEHHBIM Ipenapar Uil MEAUIUHCKOTO IIPUMEHEHHS,
npeicraBisieMoro B MHuHHCTepCTBO 31paBooxpaHeHus Poccuiickoit  ®@emepamnuu
IOPHAMYCCKHUM JIHIOM, IECHCTBYIOIIHMM B COOCTBEHHBIX MHTEpECaX MIIN YIOJHOMOYEHHBIM
IPEeACTaBIIATE HHTEPECH APYTroro IOPHUAMYECKOro JHIla U 3asBIAIONINM JIEKapCTBEHHEIH
IpenapaT Ha TOCYAapCTBEHHYIO PErMCTDAILMIO’, H TPeGOBAHMS K JOKyMEHTaM B COCTaBe
TaKoro JI0Che.

2. PerucTpallioHHOE JOCh€ Ha JIGKapCTBEHHBIM Mpenapar Uil MeTUIHHCKOTO
IpAMeHEeHHUs B popMe 0oOIIero TeXHUIECKOro JOKYMEHTA MIPEACTABNISIET CO00M KOMILIEKT
JOKYMEHTOB H MAaTEpHAJIOB, COCTOSILIMA M3 HECKOJIBKHMX pasfelioB — JOKYMEHTaluU
aJMMHHCTPAaTUBHOIO XapaKTepa, XUMHYEeCKOM, ¢(apmaneBTHUeckod u Ouoiormyeckoi
JOKYMEHTaLUH, (papMaKoJIOrHIeCKOH, TOKCUKOJIOrHIeCKO! JOKYMEHTALMH, KITMHHIECKOH
JOKYMEHTallUH.

3. Pa3gen noKyMeHTalHy aMUHUCTPAaTUBHOTO Xapakrepa GOpMHUPYETCs U3:

1) 3asgBNeHNs O roOCyJapCTBEHHOW perucTpaldd JEKapCTBEHHOIo Ipemapara Uit
MEIULMHCKOIo IIPUMEHEHMN, B KOTOPOM YKa3BIBAIOTCS: '

a) HaUMEHOBaHUE M aJpec 3asiBUTENA U IIPOM3BOAUTEINA JEKapCTBEHHOIO Iperapara
JUIT MEOMIMHCKOro IIPUMEHEHUsS ¥ aJipeCc MeCTa OCYINECTBJIEHHMS €ro IIPOU3BOJCTBA
(B cilyuyae HaMWYHSA HECKONBKHX YYaCTHUKOB IIpoliecca IPOM3BOACTBA HEOOXOIUMO
yKa3aTh Ka)KAOr0 YYaCTHHKa B COOTBETCTBHHM C OCYLIECTBIIAEMOH CTafyel NPOH3BOACTBA);

6) HauMeHOBaHUE JICKapCTBEHHOI'O Ipemnapara IJjisi MEOMIMHCKOrO TNPHUMEHEHHUS
(MexXIyHapo[HOe HENaTeHTOBAHHOE, UIIY IPYIIIUPOBOYHOE, HIM XHMHYECKOE U TOPrOBOE
HaHMEHOBaHHA); ‘

B) nepeycHb ACHCTBYIOIIMX M BCIIOMOraTENIbHBIX BEIIECTB, BXOMMAIIHX B COCTaB
JIEKapPCTBEHHOTO Tpemnapara [Jis MEeIHIUHCKOrO NPHMEHEHHs, C yKa3aHHEM KOJIM4YecTBa
KaXXJI0ro M3 HHX;

r) JiekapcTBeHHass (opMa, IO3UPOBKa, CIIOCOOBI BBEAECHHSA M IPHMEHEHUS, CPOK
rOJHOCTH JIEKQPCTBEHHOIO IIpenapara Uil MEJUIHHCKOrO MPUMEHEHN;

1) papMakoTepaneBTHIeCKass TIPYINa, KOJ aHATOMO-TEPaIleBTHIECKO-XUMHIECKOH
KIacCHQUKAIMK, pEeKOMEHIOBaHHOK, BeeMMpHOH opraHusalmeil 3IpaBOOXpaHEHHS,

.

"Yacts 1 craten 18 ®enepansHoro 3akona ot 12 ampemst 2010 r. Ne 61-®3 «O6 o6palleHHH JEKapCTBEHHBIX CPEACTB)
(CoGpanue 3axoHonatenscTea Poccniickoli deneparmn, 2010, Ne 16, cr. 1815; Ne 42, ct. 5293; Ne 49, ct. 6409; 2014, Ne 52,
cr. 7540; 2015, Ne 10, ct. 1404; 2016, Ne 27, ct. 4283) (manee — ®enepanbHbiii 3ak0H Ne 61-03).
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3ajiBJACMBIC IIOKa3aHUA IJIs1 IPHMEHEHHS JIEKapCTBEHHOIO MpernapaTa I MeAUIAHCKOro
IIPUMEHEHUS;

€) OTCYTCTBHE  HEOOXOIMMOCTH  INpPENOCTABNEHHS OTY4ETa O  Ppe3yibTarax
KIIMHMIECKOTO HCCJICOBAHUA, HMCCIENOBaHUA OHOIKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO
npenapara, paspelIcHHOro Ajs MeJuLUMHCKOro mnpuMeHeHus B Poccuiickoii ®epepaiun
Gonee ABamUATH JIET, C yKa3saHHEM HOPMAaTHBHBIX MPABOBEIX aKTOB, NMOATBEPKAAOLIMX
JaHHEBIA CPOK IIPUMEHEHHS;

) HeoOX0MMOCTE OGOPMIICHHS paspellleHHs Ha BBo3 B Poccuiickyio ®eneparmio
KOHKPETHOM  IIapTHM  3apeTMCTPUPOBaHHBIX H  (WIH)  HE3aperdCTPHPOBAHHBIX
JCKapCTBEHHBIX  CPEINCTB, MpeJHa3HAYEHHBIX IS  [POBEINCHUS  OKCIEPTH3EI
JIEKapCTBEHHBIX CPECTB B IENSIX rOCYJapCTBEHHOM pPerUCTPAaliH;

3) HEOOXOMMOCTb IPOBENEHUS OSKCIEPTH3bl JOKYMEHTOB, IPEICTABICHHBIX I
ONpEeZNENIeHAs]  BO3MOXHOCTH  pacCMaTpWBaTh  JIEKAPCTBEHHBIA  npenapar s
MEIHUIMHCKOro MPHUMEHEHUsI IMPH OCYLIECTBICHHU TOCYHApCTBEHHON perucrpauu
B KauecTBe OpGhaHHOrO JIEKapCTBEHHOTO Mpenapara;

M) HeOOXOAMMOCTh  INPUMEHEHHS  YCKOPEHHOW  IpOUEeAypHl  OSKCIEPTH3BI
JIEKapCTBEHHBIX CPEICTB B LEJIIX IOCYJapCTBEHHONM pErucCTpallMy JIEKapCTBEHHOTO
Ipenapara; .

K) KOIIUH IIOKyMEHTOB, IIOATBEPXKJAIOIUX  yIUIaTy COOTBETCTBYIOLIEH
rocyAapCTBEHHOM MOLIMHEL

3a IPOBEIECHUE OSKCIEPTU3bl JOKYMEHTOB, NPEACTABICHHBIX IS OIpeAcieHUsA
BO3MOJXKHOCTH pacCMaTpHBaTh JIeKapCTBEHHBIN IpenapaT A1 MEAULIMHCKOIO IIPMMEHEHHUS
IpH OCYINECTBIEHHM TOCYyJApCTBEHHOH pEerucTpali B KadecTBe OpQaHHOro
JIeKapCTBEHHOIO Ipenapara; ‘

33 MPOBEJCHHE DSKCIEPTU3El KayecTBa JIEKAPCTBEHHOIO CPEACTBA M OKCIEPTU3BI
OTHONIIEHHUSA OXKHUIAAEMOM MONBb3bl K BO3MOXXHOMY PHUCKY IPHMMEHEHHS JIEKAPCTBEHHOIO
mpernapara, paspelleHHOro I MEIMIMHCKOro NMPUMEHCHHS B Poccniickoit Penepanuun
Gomee [OBagIaTH JIeT, TpPH OCYLIECTBIEHWM TIOCYJapCTBEHHON  pEeTHCTpaLuu
JIeKapCTBEHHOI'O IIpenapara;

3a MpOBeNEHHe OKCIIEPTU3Bl KadecTBa JIEKAPCTBEHHOTO CPENCTBA M IKCIEPTU3BI
OTHOIIEHHUS OXHAAEMO# TMONB3bl K BO3MOXXHOMY PHCKY IPHMEHEHHS JIEKapCTBEHHOIO
npenapara Ui MeJHIHHCKOTO NPHMEHEHHS IIPH €ro IoCyJapCTBEHHOH perucTpaluHy;

‘33 IpOBEJICHWE OKCIIEPTH3bl KayecTBa JIEKApCTBEHHOTO CpEJCTBA M IKCIEPTH3BI
OTHOLUECHHUS OXHAAEMOH IMONB3bI K BO3MOXXKHOMY PHCKY IpPMMEHEHHS JIEKapCTBECHHOIO
npenapara A8 MEAWIMHCKOrO IPMMEHEHMs, B OTHOIICHMH KOTOPOTO IIPOBEICHBI
MEXIyHApOMHble MHOTOICHTPOBBIE KIWHHYECKME WCCIIENOBaHUA, 4YacTh U3 KOTOPBIX
nposeneHa B Poccuiickodi @enepaivi, 0P OCYLIECTBICHUM roCyJapCTBEHHOU
perucTpaluu JeKapCTBEHHOrO Ipenapara;

JT) HAJIMYKe COrJIacusi MPOHM3BOAMTEN JIEKAPCTBEHHOIO Ipenapara, MPOH3BOACTBO
KOTOPOIO OCyIUecCTBisieTcs 3a mpenenamu Poccuiickoit Penepaluy, Ha NpOBEAeHHE
MHCIIEKTAPOBAHHS TIPOM3BOIUTENS Ha COOTBETCTBHE TPeOOBaHUSM NPABUI HaJlIeXKaleu
IIPOU3BOJICTBEHHOM IIPAKTUKHY;

M) HaJIM4He COIJachs pa3paboTurka peepeHTHOro JIKapCTBEHHOrO Mpenapara Wil
YIOJHOMOYEHHOTO MM JIMIA Ha HCIONB30BAHHE B KOMMEPHYECKHMX LEIAX HHpOpMALIH




O pe3ynbTaTaX JOKIMHMYECKMX HCCIENOBaHMH W  KIHHHUYECKUX  HCCIIEIOBAHHUH
pedepeHTHOTO  JIEKapCTBEHHOrO  Ipemaparta Uil MEIHIHHCKOrO IIPUMEHEHUS,
IpY IPEACTABJICHUH 3aABICHUSA O IOCYHNapCTBEHHOH pPErucTpalid BOCIPOM3BEAEHHOTO
JICKapCTBCHHOTO Ipenapata N0 HCTE€YEHMs INECTH JIET € JaThl TOCYAapCTBEHHOI
perucTpanuu peQepeHTHOTO NeKapCTBEHHOTO NpenapaTa B Poccuiickoit Denepauumy;

H) yKa3aHMe BHJA JIEKapCTBEHHOTO MpenapaTa, NpeACTABIeHHOTO Ha perucTpayo
(pecepeHTHBIH JieKapCTBEHHEIH Npernapar, BOCIPOU3BEAeHHEH JIeKapCTBEHHEIH IIpenapar,
Guonoruyeckuéf  NeKapCTBEHHBI  Ipemapar,  GMOaHANOroBEIH  (6HMOIOZOGHELN)
JIEKapCTBEHHBI Ipenapar (OHOaHANOr), TOMEONaTHYEeCKUl JIEKapCTBEHHEINA IIpenapar,
JIEKapCTBEHHBIN PaCTUTENbHEIN Npemnapar);

2) xonMM JTOKYMEHTa Ha PYCCKOM S3BIKE, 3aBEPEHHOTO B YCTAHOBIEHHOM MOpSIKE
M IOATBEPXKAIOILIET0 IIPaBOMOYHOCTh 3asIBUTEIA [I0/1aBaTh 3asBJICHYE
0 rOCyIapCTBEHHOM PErMCTpallid JIeKapCTBEHHOrO Ipermapara M MEeIUIMHCKOrO
IpUMeHeHHUs (JOBEpEeHHOCTb);

3) KoNMH NHIEH3WH Ha MPOW3BOJACTBO JIEKAPCTBEHHEIX CPEICTB HMIH KOIHH
3aKJIIOYEHHS O COOTBETCTBHM IIPOM3BOJMTENS JIEKAPCTBEHHBIX CPEACTB TpeOOoBaHUAM
IpaBUJl Hamjexamedl IpOM3BOACTBEHHON IIPAKTHKH, BBIZAHHBIE YIIOJHOMOYEHHBIM
(enepanbHBEIM OpPraHOM HCHOJHHUTENBHOW BJIACTH, B CIy4ae, €CIM IPOU3BOICTBO
JIEKapCTBEHHOIO Ipenapara ocymiecTBisiercs B Poccuiickoii Penepanumy;

4) KoNMM BBIIAQHHON YHOJHOMOYEHHBIM OpPraHOM CTpPaHBl  IPOM3BONHTENS
JIMLIEH3UH Ha MIPOU3BOJICTBO JIEKAPCTBEHHOTO IIPEIapara M €€ IEpPEeBojia Ha PYCCKHUM SA3HIK,
3aBEPEHHBIX B YCTAHOBICHHOM MOpSJKE, ¥ KOMHM 3aKIOYEHHS O COOTBETCTBHH
IPOU3BOAUTENISI  JIEKAPCTBEHHBIX CpeACTB TpeOOBaHWAM IpaBUI  HaAJeKalleH
IIPOM3BOJCTBEHHON INPaKTHKH, BBIJAHHOTO YIOJHOMOYEHHBIM (e/lepalbHBIM OpPraHOM
WCIIOJIHUTEJIbHOA BIIACTH, B Clydae, €clI¥ IPOHM3BOJCTBO JIEKAPCTBEHHOIO IIpenapara
ocylecTBiIgeTcs 3a npeaenamu Poccuiickoit Penepanymy;

5) npoexTa UHCTPYKUHH II0 MEIUIMHCKOMY IPHMEHEHHMIO JIEKapCTBEHHOIO
npernapara, colep)xameil CcBeleHWs, yKa3aHHbBlE B IIyHKTe 5 dacTH 4 crateu 18
®enepabHOTO 3aK0Ha Ne 61-03%;

6) MHCTPYKIIMM II0 MEJUIMHCKOMY IPHUMEHEHHIO WM KpaTKOH XapaKTepUCTHKH
JIEKapCTBEHHOTO Ipenapara, yTBEpKICHHBIE B CTpaHe IIPOU3BOMTEII,

7) IPOEKTOB  MakeTOB  TEPBHYHOM  yNAaKOBKH M  BTOPHYHOM  YNAKOBKH
JIEKapCTBEHHOIO Ipernapara s MeAULMHCKOIO IPUMEHEHHS;

8) mpoekTa HOpPMAaTHBHOM [JOKyMEHTallMd Ha JIEKapCTBEHHBIH IIpemapar A
MEIULIMHCKOrO NPUMEHEHUS, COICPIKAILEro IepeueHb OMpeleNseMBIX IO pe3ylbTaraM
COOTBETCTBYIOIIMX SKCIIEPTU3 IIOKasaTeleil KadyecTBa JIEKapCTBEHHOI'O CpelCTBa Ui
MEIUIMHCKOrO IPUMEHEHHS, METOJOB KOHTPOJS ero KayecTBa M YCTAHOBIICHHBIH €ro
nponzBop;HTeJIeM3 , TH6O0 yKa3aHusA COOTBETCTBYOMIIEH papMakonenHoH CTaTHH

2 CoGpauue 3akoHOmaTenbcTBa Poccuiickoit ®enepamyy, 2010, Ne 16, cr. 1815; Ne 42, ct. 5293; Ne 49, c1. 6409; 2014, Ne 52,
cT. 7540; 2015, Ne 10, ct. 1404; 2016, Ne 27, ct. 4283.
3 IMynkr 20 cratbu 4 denepansHoro saxona Ne 61-03.
4 Myrkr 19 crathu 4 PenepanbHoro 3akona Ne 61-@3.




9) noxymenTa, conepXaIero HHGOPMALKIO 0 HAIMYHMK WM 00 OTCYTCTBHH (DaKTOB
PErUCTpaly JIEKapCTBEHHOTO NpenapaTa A MeJUIMHCKOTO IIPMMEHEHMS 3a NIpeaenaMu
Poccuiickoit denepannu;

10) xonmit HOKyMEHTOB,  3aBEPEHHBIX B  YCTAHOBIEHHOM  IIOPSAMIKE
¥ TIOATBEPXAAIOIMX (aKT pPEruCTpalliy JIEKapCTBEHHOrO IIPENapara B HHOCTPaHHBIX
roCyZapcTBax B Ka4eCTBE Op(aHHOTO JIEKAPCTBEHHOTO IIpeNapaTa;

11) nnana ynpapneHus pHCKaMH And GHOJOTMYECKHX JIEKAPCTBEHHBIX MPENapaToB
AT MEIULMHCKOIO NPHUMEHEHHs, COMEpKaIllero MoAPOOHOe ONMUCaHHEe MEPOIPUATHH IO
(apMakoHan3opy, HalpaBICHHBIX Ha BHIABJIEHHE, OLUEHKY H IIPEJOTBPAICHHE HIIH
MHHHMH3AIMIO PHCKOB, CBA3AHHBIX C JIEKApPCTBEHHBIMU IIpenapaTaMi, BKIIOYAs OLIEHKY
3¢ (PEKTHBHOCTH JaHHBIX MEPOIPHSTHIA

12) nokymeHnTa o0 cucTeme (apMakoHag3opa AEpKaTeNs WM BIafeabla
PETHCTPALMOHHOTO yAOCTOBEPEHHS JIEKApCTBEHHOTO IIPeNapaTa’, conepiKaIero cBeAeHus
O CHCTEME, OpraHM3yeMOH JepxaTeleM WIH BIaJelbleM PpPerucTpalOHHOTO
yIOCTOBEPEHUs JIGKApDCTBEHHOrO Ipenapara, IpeJHa3HA4eHHOH M1  KOHTPOJA
6e30MacHOCTH JIEKapCTBEHHOTO IpenapaTa, CBOEBPEMEHHOTO BBIABIICHHS BCEX M3MEHEHHMA
B OLIEHKE OTHOWICHMS OXHAaeMOH INONb3bl K BO3MOXXHOMY pHCKY IpPUMEHEHUS
JeKapCTBEHHOT'O Mpenapara A MEIUIIMHCKOrO MpUMEHEHNs, pa3paboTKi U BHEIpeHUSs
Mep Ho ofecnedeHuIo NMPUMEHEHHUs JIEKapCTBEHHOrO Ipelapara C ILEeNbl0 COXPaHEHHs
HOJIOXKUTEFHOrO OTHOLICHHS OXXHUAAEMOH IONB3Bl K BO3MOXXHOMY PHCKY NpHMEHEHHUS
JIeKapCTBEHHOI'O IIpernapara JUisi MeUIMHCKOro PUMEeHEHNUS;

13) noxymeHTa, NOATBEPXKAAIOIIEr0 KavecTBO JIEKapCTBEHHOIO IIpernapara Tpex
OIIBITHO-TIPOMBINIUIEHHBIX M (WIM) IPOMBIIUIEHHBIX Cepuil (IpOTOKOJI aHalM3a HIH
cepTH(UKAT aHaNM3a), OOHA CEpPHUs KOTOPOrO JOKHA COBIAJaTh C cephedl obpasua
JIEKapCTBEHHOrO IMpernapara Ijis MEIUIMHCKOro INpHMEHEHHs, NpPEJCTaBICHHOrO Ha
TOCYIapCTBEHHYIO PErHCTPALHIO .

4. Paznen XxuMuueckod, ¢QapmMaleBTHYecKoi M OHMONOrMYEeCKOH JOKyMEHTalluu
dopMmupyeTcs H3 JOKYMEHTOB, COIEpXXallMX HHpopMaluio o (GapMaleBTHIECKOM
cyOCTaHIMHU U JIEKApCTBEHHOM IIperiapate Ui MEJMIIMHCKOrO IPUMEHEHHU, [TpoLiecce ero
IIPOM3BOJICTBA M METOLaX KOHTPOJIA Ka4eCTBa, B TOM YHCIIE H3:

1) xonuu IIOKyMEHTa, COZIepKalLEro CIIEAYIOLIYIO HH(pOopMaIUIo
o (bapmarieBTHYeCKOi CyOCTaHIMHM HIM (apMalleBTHYECKHX CYOCTaHIHAX, BXOIAMINX
B COCTaB JIEKaPCTBEHHOTO IpernapaTa:
| a) HauMeHOBaHWe (apMaleBTHYECKOH CyOCTaHIMH, ee CTIpyKTypa, oOiue
CBOMCTBA;

0) HavMeHOBaHUe U aJpec MPOU3BOIUTEIS,

* TTyHkt 52.2 cratsi 4 DepepaibHOro 3akoHa Ne 61-@3.
S Tynkr 12 uacTu 4 cTatsu 18 @efepanbHoro 3akona Ne 61-3.
! TMynxr 13 wactu 4 crareu 18, yacts 2 crathy 23 QenepanbHoro 3akoHa Ne 61-@3.




B) TEXHOJIOTMS TIPOM3BOJACTBA C ONHCAHMEM CTaOWii IMPOM3BOACTBA U METOJOB
KOHTPOJIS Ha BCEX CTaJMUAX MPOU3BOJICTBRA;

r) onucaHue pa3paboTKH Mpoliecca IPOU3BOACTBA B BUJE ero KPaTKOro ONMCaHMS;

1) OIIMCaHue KOHTPONS KPUTHYECKWX CTafAuHd INPOU3BOACTBA U MPOMEXYTOUHOM
NPOAYKIMH, BKIIOYAIOIIee JaHHBIE, KOTOpPble MOTyT OBITh IpEACTaBICHBl B BHIE
OJIOK-CXEMBI, C [epeuHeM CBEIEHHM O CTamusx MPOU3BOACTBA, BHIaX W (WIH) MeTonax
KOHTPOJISL KauecTBa IPOMEKYTOYHBIX IIPOYKTOB;

€) JOKyMEHTaJIbHOe TOATBEpXKJeHHe (BalpAamMs) IPOLECCOB, B TOM HHCIE
CBEIEHUS, IOATBEP)KIAIOIIHE IPHUMEHUMOCTh BBIODaHHONM CXEMBI IPOH3BOJICTBA
JIEKapCTBEHHOTO IIperiapaTta, 1 (MIH) HX OLeHKa;

X) CBO}CTBA M CTPYKTypa AEHCTBYIOLIIMX BEIUECTB, B TOM UHCIE CBeJeHHA 00 ux
(bU3UKO-XUMHUYECKHUX CBOMCTBAX; '

3) XapaKTepUCTHKA IpMMeceif, BKIIIOYAOIas CBeAeHHs 00 MX IPOMCXOXICHHH
1 CBOHCTBAX;

) cnenuduKanms Ha GapManeBTUYecKyIo CyOCTaHIMIO H ee 00OCHOBaHHUE;

K) aHAJIMTUYECKHEe METONUKH, MCIOIB3yeMble IPH OCYIIECTBICHHH KOHTPOJIA
KauecTBa (hapMaleBTHIeCKOH CyOCcTaHIMH,;

J) IOKYyMEHTAIBHOE MOATBepXAeHHE (Banuiallksd) aHAaIUTHYECKUX METONUK,
HCIIONB3YeMBIX TIPH  OCYIIECTBIEHMM KOHTPONA KadecTBa  (apMalleBTHYeCKOH
cyOCTaHIIMH, B TOM YHCIIE CBEJIEHHS, IOATBEPXAAIOLIe IPHMEHUMOCTb U I0CTaTOTHOCTD
METOZI0B KOHTPOJIA KauecTBa (papMalieBTHIECKOH CyOCTaHIkH;

M) pe3yJbTaTsl aHauW3a cepuil (apMaleBTHYECKOM CyOCTaHIMH, B TOM YHCIe
aHaJUTHYEeCKUe  JaHHple, IONTBEP)KIAIONMME  YHCIOBBIE  IIOKA3aTeId  KadeCcTBa
dapMalieBTHYECKON CyGCTaHIMM B BHIE NMPOTOKONOB (CEPTH(HKATOB HIH acropToB)
aHamu3a;

H) IepeyeHh CTaHIAPTHEIX OOpa3sliOB WM BelleCTB, HCIOJB3YEMBIX IIpH
OCYIIECTBJICHAN KOHTPONA Ka4ecTBa, B TOM UHCIE C YKa3aHHEM HX IIPOM3BOAUTENEH
1 Ha3Ha4YeHUS,

0) OIHCaHHE XaPAaKTEPHCTHK M CBOKACTB yNaKOBOYHBIX MATEPHAIOB M yKYMOPOIHBIX
CpEACTB;

IT) JaHHBIE O CTAGIIBHOCTH hapMalleBTHYECKOH CyOCTaHIHH;

P) CPOK I'OHOCTH;

2) DOKYMEHTa, COAEPXKaILEero Cleaylolmue CBeileHHs O JIEKapCTBEHHOM Mpenapare
11 METUIITHCKOTO IPUMEHEHH!

a) ONMCaHHe M COCTaB JIEKAapCTBEHHOTo Ipernapara Ui — MEULAHCKOTO
IIpUMEHEHHS,

6) onucanue (apManeBTHYECKOH pa3paboTKH (o6ocHoBaHMe BHIOOpa COCTaBa,
TIIepBUYHOM YIIaKOBKH U MHOTO);

B) TEXHOJOTHSL TPOM3BOACTBA C ONHCAHMEM CTajuii NPOM3BOACTBA U METONOB
KOHTpOIS Ha BCeX CTajusiX INpOM3BOACTBA, B TOM HHMCIe C YKa3aHMEM CXCMEI
TEXHONOTMYECKOro  Ipolecca  TNPOM3BOACTBA  (hapMaleBTHYECKOH cyOcTaHIMM
U ee ONMCAHHUS, B KOTOPOE MOIYT OBITH TaKXKE€ BKIIIOYCHBI CBEACHUSI O KOHTPOJIE
MCXO/HOTO ChIPhs, KPUTHIECKUX CTa[Hi MpOM3BOACTBA M MPOMEXYTOTIHBIX MPOAYKIOB,




METOABI KOHTPOJIA 3a BCIIOMOraTeJIbHBIMH BEIIECTBAMH, HCIOJB3YEMBIMH IIpH
IIPOM3BOJICTBE JIEKAPCTBEHHOTO Mperapara;

) OIMCaHHWE  KOHTPOJIA  KPUTHYECKMX  CTaidii  mpomecca  IMPOW3BOACTBA
¥ IPOMEXYTOUHOM IIPOAYKLMH, KOTOPOE MOXKET BKIIFOYATh I10CIEeI0BATEILHOE U3I0XKEHNE
BCEX CTaAUN TEXHOJIOTUYECKOr0 Mpolecca NPOM3BOJCTBA,; ‘

J1) HaMMEHOBaHHE M aJpec MecTa OCYILECTBIIEHHA MPOU3BOJACTBA JIEKAPCTBEHHOI'O
nperiapara Ajis MEJUIMHCKOro NMpUMeHeHud (B Cilydae HaJIM4HsA HECKOJIBKHX YYaCTHHKOB
Ipolecca MPOU3BOICTBa HEOOXOAUMO yKa3aTh KaXJOro U3 HUX);

e) apMaleBTHYeCKas COBMECTHMOCTh®, BKIIOYAION[AS JAHHEIE, MOATBEPHKNAIOIIHE
COBMECTHMOCTh ACHCTBYIOIIMX M BCIIOMOTAaTeNBHBIX BEHIECTB, BXOMALIMX B COCTaB
JIEKapCTBEHHOTO IIperapara;

) MHKPOOHOJIOTHYeCKHe XapaKTepPUCTHKH;

3) MaTepUANIbHBIA OalaHc IUIs MPOU3BOACTBA CEPUM I'OTOBOIO pOAyKTa’, KOTOPHI
MOX€ET OBITh IpENCTAaBIeH B BHIE OJIOK-CXeMBI, O0TOOpakaroliel I0C/IEN0BaTENPHOCTD
BHIMOJIHEHMS BCEX OTaloB H CTaiuil (omepamuil) TEXHOIOTMYECKOTO IIpollecca,
C YyKa3aHMEM OCHOBHHIX MAaTepHABHBIX IIOTOKOB (CBIPbE, MAaTEpHaIbl, IOJMy4eHHE
MPOMEXKYTOUHEIX IPOAYKTOB, BEIXOJ TOTOBOTO JIEKAPCTBEHHOTO TIpeNapara);

1) ONMCaHWe XapaKTEPUCTHK U CBOMCTB yNAaKOBOYHBIX MAaTEPHANIOB H YKYIOPOYHBIX
CpeICTB;

K) IOKYMEHTAJIBHOE TOATBEpXIeHHe (Baauauysd) IPOLIECCOB IPOU3BOICTBA,
BKIIOYaloliee HMH(GOpPMAIMIO 10 BaJMAalMH Ipollecca IIPOM3BOACTBA M BhIOOpY
KOHTPOJNBHEIX ~ IapaMeTpoB M  HCOBITAHWH B mpolecce  NPOU3BOJCTBA,
U (MJIN) UX OLICHKA;

) Tpe6OBaHMA K  KA4ecTBYy  BCIOMOraTeNbHBIX  BemecTs  (cepTudukar,
cremHUKalMs Ha BCIOMOraTeNbHEIE BellecTBA M UX OOOCHOBaHHE), B TOM dYHCIe
B KadecTBe OOOCHOBAHHUA IPEIOCTABISIOTCS CBEACHHS, MMOJTBEP)KAAIOIINE BO3MOKHOCTD
TpUMEHEHHUs BCIIOMOTaTeNbHBIX BEIIECTB il IMPOU3BOACTBA JICKAPCTBEHHOTO Mpenapara
B LIEJITX 00€CIEeUEHHs CTAOMIBHOCTH JIEKapCTBEHHOH QOPMBEIL,

M) QHQJINTHYECKHE METOIMKH, MCHONb3yeMEIe MPH OCYIIECTBICHMH KOHTPOJA
KadecTBa BCIIOMOTaTeIbHBIX BEIIECTB, B BUAE IIEpeYHs ¢ KPATKUM ONUCAHUEM,

H) JOKyMEHTAJbHOe IOATBEPXKIEHHE (BamMalys) aHAIHTHIECKHX METOIHK,
HCIIONB3yEMBIX IIPH OCYIIECTBICHMH KOHTPOJS KayecTBa BCIIOMOTraTENBHBIX BEIIECTB,
KOTOPOE MOXET OBITh NPEJICTABIEHO B BHJE CBECHUH, MONTBEPXKAIOIIMX PUMEHIMOCTD
¥ JOCTATOYHOCTh METONOB KOHTPOJIS KauecTBa BCIIOMOIaTe/IbHBIX BEIIECTB;

o) uHpopMalHsi 00 HCIONB30BaHMH BCIOMOTaTeNbHBIX BEIIECTB YEIOBEUECKOTO

H XKUBOTHOI'O IPOUCXOXKACHUA,
1'[) I/IH(I)OpMaI.II/ISI 00 UCIIONB30BaHUH HOBBIX BCIIOMOraTeJIbHBIX BEIIIECTB,

8 MoamyHKT «e» myHKTa 2 4acTH 5 cTaThi 18 PeiepanbHOro 3akoHa Ne 61-@3.
® [lommyHKT «3» IyHKTa 2 4acTH 5 cTaThl 18 PeaepanbHOro 3akoHa Ne 61-03.

.
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p) TpeOOBaHMS K KauyeCTBY JIEKQpPCTBEHHOrO Mpernapara Ui MeIUIIHHCKOro
npuMmeHeHuss (ceptudukar, crneuudHKaUsd Ha JIEKapCTBEHHBIH Ipenmapar M HX
000CHOBaHHE),

C) aHAIUTUYECKHEe METOAMKH, WCIONb3yeMble IpPH OCYIIECTBICHHH KOHTPOJIS
KayecTBa JIEKapCTBEHHOIrO Ipenapara Uil MEeIUIMHCKOrO IPHUMEHEHHs, KOTOphle B TOM
quclie MOTYT OBITh yKa3aHbl B BHJIe CCHUIOK Ha (papMakoIeiHEIe CTaThH WIX NOJpOOHOro
HepeYHs HCIONb3yEeMBIX METONOB KOHTPOJIA KauecTRa;

T) JOKYMEHTAJIbHOEe TOATBEPXIEeHUe (BAIMAALMA) aHAIUTHYECKHX METOJUK,
MCTIONB3YeMbIX NP OCYIIECTBICHUH KOHTPOJII KayecTBa JIEKapCTBEHHOIO Mpenapara Jijis
MEAULIHUHCKOTO NPUMEHEHN, B TOM YHCJIe CBEJEHHS, MOATBEPXKIAIOIINE IPUMEHUMOCTh
¥ JIOCTaTOYHOCTh METOJOB KOHTPOJIA Ka4ecTBa JIEKapCTBEHHOIO IIpernapara,

y) pe3yJIbTaThl aHAJIW30B CEpHil JIEKapCTBEHHOro Ipenapara sl MEAUIUHCKOIO
IpUMEHEHHUS;

&) xapakTepUCTHKa IIpUMeECeii;

X) Iepe4eHb CTaHAApTHBIX 00pa3suoB, HCIONB3YEMBIX IIPH  OCYLIECTBJICHHH
KOHTPOJIS KauyecTBa JICKapCTBEHHOT'O IperapaTa Ui MEAULUHCKOTO IPUMEHEHHH;

I) JaHHble O CTaOHMJIBHOCTH JIEKapCTBEHHOro IIpemapara Ui MEIUIHHCKOro
HpUMEHEHHS.

5. Pazgen ¢dapmakoiorudeckoif, TOKCUKOJIOTHIECKOH JOKyMEHTauu (opMUpPYETCS
U3 OTYETOB O pe3ylbTaTax JOKIUHHUYECKHX HCCIIeIOBaHMM JIEKapCTBEHHOTO CPEACTBA JJIsL
MEIMIIMHCKOrO IPUMEHEHHS, B TOM YHCIIE U3:

1) otueTa 0 ¢apMakoAMHAMUYIECKHX HMCCIEHOBAHUAX, B TOM YHCIIE MOXET OBITh
NPEACTaBICHO KPAaTKOEe Pe3lOMe O IPOBeeHHBIX (apMaKoAMHAMHYECKUX HCCIENOBAHMAX
B CJIy4ae, €CNIH TaKMX HCCIIeI0OBaHHUI IIPOBECHO HECKOJIBKO;

2) otueta 0 (apMaKOKUHETHUECKMX MCCIIEIOBAHUIX, B TOM YHCJE MOXET OBITh
HpPENCTaBIEHO KPaTKOe Pe3FOMe O IPOBE/ICHHBIX (papMaKOKHHETHIESCKUX HCCIENOBaHHIX
B Clly4ae, €CJIU TaKUX HCCIeI0BaHMM ITIPOBEAEHO HECKOJIBKO;

3) oTyeTa O TOKCHKOJNIOIMYECKMX HCCIENOBAHHAX, B TOM YHCIE MOXET OBITh
IPEACTABIEHO KpaTKOe pPe3lOMe O IIPOBEJCHHBIX TOKCHKOJIOIMYECKMX HCCIIEHOBAHMSIX
B CJIydae, eCJIi TaKUX MCCiieJOBaHMi IPOBEACHO HECKOJBKO.

6. Pazmen KIMHMYECKOHM HOKyMEHTAalUWH (POpPMUpPYETCS U3 OTYETOB O pe3yibTarax
KIMHAYECKMX  HMCCIIEJJOBaHMN  JICKAPCTBEHHOro Ipemapara UId  MEAMIMHCKOIO
IIpUMEHEHHU, B TOM YHCIIe 3!

1) otueToB 006 HccleqOBaHHMAX OHONOCTYTHOCTH H  OHMO3KBUBAJIEHTHOCTH,
HCCIIEIOBAaHMSX, YCTAHABIMBAIOIUX KOPPELMIO pe3ybTaToB, IIOJYYEHHBIX B YCIOBUAX
in vitro ¥ in vivo;

2) oT4eTOB O (hapMAKOKUHETHYECKUX UCCIEIOBAHMSIX;

3) oT4eToB 0 dhapMaKOAUHAMHUIECKHUX HCCIIETOBAHUAX,

4) OTYETOB O KIMHHYECKHX HCCIeNOBaHUAX 5(GEKTHBHOCTH U 0e301acHOCTH,
BKJIIOYass OTYETHl O pe3yibrarax KIMHUYECKMX HCCIEIOBaHUN JIEKapCTBEHHOTO
npernapara, He OTHECEHHOro K Op(aHHBIM JIEKapCTBEHHEIM IperapaTaM, NPOBENEHHBIX
B Poccuiickoii ®Deneparuy, HIN MEXIAYHApPOAHBIX MHOIOLEHTPOBBIX KIMHMYCCKHX
WICCIEIOBAaHMH  JIEKApCTBEHHOTO  Mpelapara, He OTHECEHHOro K  Op(paHHBIM
JleKapCTBEHHEIM IIperiapaTaM, 4acTh W3 KOTOPhIX IpoBenieHa B Poccutickoi Oenepammy;
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5) OT4YeTa 0 MOCTPErUCTPAUHUOHHOM OIIBITE IPUMEHEHHS (TIPH HATHYHH).

7. TpeboBanuss Kk oObeMy HH(QOpMAlMH, TPENOCTABNAEMOM B  COCTaBe
PETHCTPallMOHHOTO JIOChE, [UIA OTAENBHBIX BMJIOB JIEKAPCTBEHHHIX MPENapaToB s
MEZIMLUMHCKOTO NMPYMEHEHHUs Olpe/ieNieHbl npuuoxeHueM Ne 2 x mpukasy MunuctepcTsa
3paBooxpaHeHus Poccuiickoit ®enepanuu ot <<_{Z » oA f Ne 4p9#




Ipunoxenne Ne 2
K NpuKa3y MuHHCTepCTBa 3APaBOOXPaHEHHUS
Poccuiickoit @eneparnyu

OT « /X» [M/ V4 2017 r. Ne ?ﬂﬁﬂ

TpeGoBanus
K 00beMy HH(OPMANHH, NPEXOCTABIIAEMOIi B COCTABE PErHCTPALHOHHOIO aocobe,
AJIsl OTAEJILHBIX BH/IOB JIEKAPCTBEHHBIX NPENapaToB JJIA MEAHIHHCKOr0 NPUMEHEHH

1.B OoTHOWIEHHMH J€KapCTBEHHBIX MPENAPaToOB, Pa3peIleHHBIX UIS MeIUIMHCKOTO
npuMeHeHus B Poccuiickoit ®enepanum Gonee aBaauaTH Jer (3a HCKIIIOYEHHEM
OHOJIOTHYECKHX JIEKapCTBEHHEIX IPENapaToB), JOMYCKAaeTCs BKIIIOYEHHE B COCTAB pazzmena
(hapMaKosIOrM4ecKol, TOKCHKOJOTHYECKONM MOOKYMEHTAalluM M pasfeNa KIMHHYEeCKOH
JOKyMEHTAallUH BMECTO OT4eTa pa3paboTdMka O pe3yisTaraX COOCTBEHHBIX
JOKIIMHHYECKHUX HCCIE/IOBAaHHH JIEKApCTBEHHEIX CPEACTB M KIHHHYECKHX HMCCIeIOBaHMIMA
JeKapCTBEHHBIX MpPENnapaTroB i1 METULIMHCKOro NpHMEHeHHs 0030pa HaydHBIX paboT
O pe3yJIbTaTax MOKIMHMYECKUX HCCIEAOBAaHWH JIEKapCTBEHHBIX CPEICTB M KIMHHYECKHX
YCCIIENOBaHUil JaHHBIX JIEKAPCTBEHHBIX IPEINapaToB, B TOM YHCIE BKIIOYasd ONBIT HMX
IIOCTPETUCTPAIIIOHHOr O IPAMEHEHHS.

2.1Ipu rocynapCTBEHHOH pPErMCTpallid  BOCIPOM3BENEHHBIX  JIEKAPCTBEHHBIX
[IpenapaToB Ul MEAUIMHCKOrO MPUMEHEHMSI TOIMYCKaeTCsl BKIIIOUYEHHUE B COCTAB pasjena
¢dapMaKoJIOTUIECKOH, TOKCHKOJOTMYECKOM JOKYMEHTAlldi H pasjelia KIMHAYeCKOM
JNOKyMEHTallUd BMECTO OT4YeTra pa3paboTduka O pe3yibraTaXx COOCTBEHHBIX
JNOKIIMHUYECKHX HCCIEOBaHUH JIEKapCTBEHHEIX CpEJACTB o0030pa Hay4HBIX paboT
0 pe3yJibTaTax JOKJINHIYECKUX HCCIeN0BaHMi pedepeHTHOrO JEKapCTBEHHOIO Ipernapara
U TpeICTaBIeHWEe BMECTO KIHHMYECKHX HCCIENOBaHHA B TMOJHOM 00BEMe,
YCTaHOBICHHOM pa3ZlelioM KJIMHUYECKOM [OKyMEHTalliM, OT4eTa O pe3yibrarax
UCCIIeIOBaHMi OWO3KBHUBAJIEHTHOCTH BOCIPOM3BEINCHHOIO JIEKAPCTBEHHOI'O IIperapara
I8 MEOUIMHCKOro MpUMEHeHHs WM OT4eTa O pe3yibTaTaX HCCIeJOBaHHHR
TepaleBTUIEeCKOH skBHBaeHTHOCTH . He TpebyeTcs NpeICTaBIeHHE OTYeTa O Pe3yIbTaTax
HCCIE0BaHNni OMOIKBHBAIEHTHOCTH BOCIPOM3BEICHHOIO JIEKApCTBEHHOIO IIpemnapara
O MEIMIMHCKOrO TpPHMEHEHHS WIM OTdeTa O pe3yabTaraX MCClIeOBaHUIA
TepaleBTHYEeCKOM SKBUBAJIEHTHOCTH JIEKAPCTBEHHOro Ipenapara Uil MEIULIUHCKOro
NPUMEHEHUS, €CIIM PETHCTPUPYIOTCS BOCIIPOM3BEIEHHbIE JIEKAPCTBEHHBIE ITPETapaThl Ul
MEIUIITHCKOT0 PUMEHEHM s, KOTOPEIE:

1) npenna3HadeHsl [ IapeHTEPaIbHOIO (1;1_0)11(0)1(1101‘0, BHYTPHUMBILIEYHOT O,
BHYTPUBEHHOTO, BHYTPUIJIa3HOIO, BHYTPHUIIOJIOC¥HOLO, BHYTPUCYCTaBHOTIO,
BHYTPUKOPOHAPHOT0) BBEAEHHS U MPE/ICTABIAIOT COO0M BOJHBIE PACTBOPEI;

2) mpencTaBIsIOT co00M PacTBOPHI JIA IEPOPATBHOI0 NPHMEHEHNS,

3) npousBeneHsl B (opMe IOPOIIKOB HIHM JHOQGWIN3ATOB JIJI HPUrOTOBJICHHUS
pacTBOPOB;

"Mynkr 12 crates 4, yacts 10 crateu 18 PepepanbHoro 3akoHa oT 12 ampens 2010 r. Ne 61-®3 «06 obpaiieHHH
nexapcTBeHHbIX cpencTs» (Cobpanue 3akoHoAaTenbcTea Poccuiickoit denepamm, 2010, Ne 16, ct. 1815; Ne 42, cr. 5293;
Ne 49, c1. 6409; 2011, Ne 50, ct. 7351; 2013, Ne 48, ct. 6165; 2014, Ne 52, cr. 7540; 2015, Ne 10, cr. 1404; 2016, Ne 27,

cT. 4283).




4) ABIAIOTCS ra3aMu;

5) ABNAIOTCA  YWIHBIME =~ WIM  [Ia3HBEIMH  JIEKAPCTBEHHBIMH IperapaTamy,
IPOM3BEAEHHBIMU B (hOpMe BOIHEIX PACTBOPOB;

6) npeaHa3HAYEHb! VIS MECTHOTO NPHMEHEHHS H IPHIOTOBIEHH B ¢dopMe BOIHBIX
PpacTBOpPOE;

7) IPeACTaBIAIOT CO0OMH BOXHBIE PACTBOPHI ISl HCIIOIE30BAHMS B (JOPME HHIANSLIMi
C MOMOIIBIO HeOyIal3epa MIIM B Ka4eCTBE Ha3aJIbHBIX CHPEEB, IPUMMEHAEMBIX C IOMOLIBIO
CXOJHEBIX YCTPOMCTB.

3. Ina cmy4yaeB, yKa3saHHBIX B MOANYHKTaXx 1-3, 5-7 mnyHKTa 2 HacTOSIIMX
TpeOOBaHUM, BOCIIPOM3BENEHHEIM JIEKAPCTBEHHBIH MpemapaT [ MeIUIHHCKOTrO
NPUMEHEHHUS JOJDKEH COAEp)KaTh TAKUE JK€ BCIIOMOraTelIbHBIE BEINECTBA B TAaKHX XK€
KOJIMYECTBAX, KaKk M pedepeHTHHIH JIeKapCTBEHHBIM mpemapar. ECId  COCTaBEHI
BCIIOMOTaTENBHEIX  BEIIECTB  DPa3NU4YalOTCs, 3afiBUTENb  JODKEH  INPENCTaBHUTEH
J0Ka3aTeIbCTBA TOr0, YTO HCIONB3yeMble B JAaHHBIX KOHIIEHTPAIMAX BCIIOMOTATENbHEIE
BEIleCTBA HE BIUAIOT Ha GesomacHocth M (Mid) 3((EKTHBHOCTH JIEKAPCTBEHHOIO
npernapara g MEAMLMHCKOro INpHUMEHeHHs. B ciydae ecnu 3adBUTENs HE MOXKET
IIPEJCTAaBUTL TaKHe AOKa3aTeNbCTBa M (WJIHM) HE HMeEET HOCTyna K COOTBETCTBYIOIIHM
IAaHHBIM, OH JOJDKEH NPOBECTH COOTBETCTBYIOIIHME HMCCIEHOBAHHUA IS JOKA3aTENbCTBA
OTCYTCTBUS BIMSHUS pa3HBIX BCIOMOTaTENbHBIX BEMIECTB WJIH BCIOMOIATEIbHBIX
yCTpoiicTB Ha 6e3omacHocTh M (WiH) 3¢ PeKTHBHOCTE JIEKapCTBEHHOro Iiperapara s
MEIUIMHCKOTO IPUMEHEHHUS B  IOpAAKE, YCTAaHOBIEHHOM  YIIOJIHOMOYECHHBIM
(benepanbHBIM OPraHOM HCIIOTHHUTEHHOHR BIACTH.

4.TIpu rocyaapCTBEHHO# perucTpanvu KOMOWHAUUN paHee 3aperuCTpHUPOBaHHEBIX
JIeKapCTBEHHBIX IpENapaToB il MEJUIMHCKOIO NPHMEHEHMs JOITyCKAeTCs BKIIOYEHHE
B COCTaB pasjeiia (papMaKkoJOrudeckod, TOKCHKOJIOTHYECKOA TOKYMEHTAallUd M pasjeia
KIMHAYECKOM JOKYMEHTAIIMM BMECTO OTYeTa pa3paboTdhKa O pe3ynbTaTaX COOCTBEHHEBIX
JIOKIMHMYECKHX MCCIENOBAHMI JIEKapCTBEHHBIX CpeIcTB o0630pa HaydHBIX paboT
O pe3yjpTaTaX  JOKIMHUYECKHX  HCCIeNOBaHMH  pedepeHTHBIX  JIEKapCTBEHHBIX
IpenapaToB, BXOQAUIMX B COCTaB KOMOMHAIMM JIEKAPCTBEHHBIX  IIpenaparos,
1 00 OTCYTCTBUH HX B3aUMOJEHCTBUS B OHOMH JIeKapCTBEHHOH (opMe. ‘

5.B 1mensx SKCIOEPTH3Bl JOKYMEHTOB, IIPEACTABIECHHBIX MJIS  ONpeJesieHHs
BO3MOXXHOCTH PacCMaTpHUBAaTh JIEKAPCTBEHHBIH Npenapar s METUIIMHCKOr0 IPUMEHEHHS
IpH  OCYIIECTBIEHHH TOCYyJApCTBEHHOM pETHCTpallid B KadeCTBe Op(aHHOTo
JIEKapCTBEHHOIO IIpenapara, 3asBHTeNb IIPEACTaBIseT B 3MEKTPOHHOHW ¢(opMe U Ha
GYMa)KHBIX HOCHTENAX JOKYMEHTH, yKa3aHHBIE B HoAmyHkrax 1, 2, 5, 6, 10 nyHkra 3
W IIyHKTe 6 mOOpsiaka (OpMHUPOBaHWS DETrHCTPAlMOHHOTO [0Che Ha JIEeKapCTBEHHBIH
npenapar Qjisi MEIHULHHCKOro IPUMEHEHHs M TpeOOBaHui K TOKYMEHTaM B €r0 COCTaBe,
YTBEP)KIEHHBIX MpHKa3oM MEHHCTEPCTBa 31paBooxpaHeHMs Poccuiickoii Denepanuu
OT K 72» (rwN9 2017 1. Ne 4174, .

6.Ilpu rocynapCTBeHHON perucTpanu Op¢aHHOrO JIeKapCTBEHHOro Ipenapara
3asBUTENb IIPEACTaBisieT HMHGOPMALHIO, HeoOXoauMyro s (OPMHUPOBAHHS pasiena
KIMHAYECKON  JOKyMEHTallud, B o00beMe, YCTAaHOBIEHHOM  MUHHCTEpCTBOM
3apaBooxpaHeHus Poccuiickoi d)enepaunnz.

2 Mommyskr 5.2. 148* Tlomoxems o MunucrepcTee 3apaBooxpaneHus Poccuiickoli efiepally, YTBEPKICHHOTO
nocraHosnekuem IlpasutensctBa Poccuiickoli ®enepamuu ot 19 mona 2012 r. Ne 608 (CobpaHune 3aKOHOIATEIBLCTBA
Poccniickoit denepauuy, 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, cT. 3577; Ne 30, ct. 4307; Ne 37, cT. 4969; 2015, Ne 12, c1. 1763; Ne 23, cT. 3333; 2016, Ne 9, cT. 1268,
Ne 27, cr. 4497; Ne 34, c1. 5255; Ne 49, ct. 6922; 2017, Ne 7, cT. 1066).
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7. Ilpu perucrpaiuy GHONOIHIECKOrO JIEKapCTBEHHOTO NPENapaTa, HONYYeHHOro U3
KPOBH, ITIa3MEl KPOBH YeJIOBEKa, B COCTABE PETUCTPAIOHHOTO TOChE Ha JIEKAPCTBEHHEIM
npenapatr  and = MEJMIMHCKOrO  IPHMEHEHWs  JOKHBI  OBITh  IPEACTABIECHEI
JOIIOJTHUTEIIHLHO:

1)B  pasmene fOKyMEHTALMM  aJMHHHMCTPATHBHOTO  XapaKTepa NOKYMEHT,
coflepKalii HHGOPMAUMIO O cyOBeKTax OOpaiieHHs JOHOPCKOM KpoBH H (IUIH)
€€ KOMIIOHEHTOB, O TOM, Ile OblIa OCyIIeCTBIeHa AOHAUHWs (KPOBH M (HIH) INIa3MBI
KpOBH), aTaKkKe JHaHHEE 00 HHOEKUMOHHEX 3a60NEBAHHAX, MePeNarOIIHXCS
napeHTepanbHbIM IyTeM, HHGOpMalmsa O CyObekTax OOpamieHHs MOHOPCKOH KpOBU
¥ (WIH) ee KOMIIOHEHTOB, B OTHOIICHUH KOTOPHIX OCYIIECTBIIAETCA KOHTPOJIb JOHOPCKOIL
KPOBH H (1K) €€ KOMIIOHEHTOB;

2) B pa3zienie XUMIIECKOM, (apManieBTHIECKON 1 6HONOTrHYecKol JOKyMeHTALMH:

a) KpUTEPUH U CIIOCOOBI 0T6Opa, TPAHCIIOPTUPOBAHUSA B XPaHEHHs JOHOPCKON KPOBH
1 (W1K) ee KOMIIOHEHTOB;

6) pe3yIbTaTHE HCCIeJoOBaH it OTOOPaHHEIX JOHOPCKOM KPOBH M (FJIH) MIa3Mbl KPOBH
U TNyJOB Ha Hanuyue Bo3OyauTened uwHOQekunwil, BKIOYas HHGOPMAIUIO
00 HCIIOIB30BaHHBIX METOAMKAX HCCIENOBAHMUN U B CIIy4ae HCCIEOBaHMS MyNIOB ILIA3MBI
KpOBH pe3ynbTaThl JAOKYMEHTAJIBHOTO MOATBEPKACHHA (BaJHAAlMH) HMCIONBE30BaHHBIX
METOMUK;

B) TEXHHUYECKHE XapaKTEPUCTHKH YIIaKOBKU IS 0TOOpa MOHOPCKOM KpOBH M (HIIH)
IUIa3MBl  KpOBH, BKIIOYasd HMHQopMamuio0o 00  HCIONB30BaHHBIX  pacTBOpax
AHTUKOATyJISHTOB.

8. Jlnd neKapcTBEHHBIX IpenaparoB A MEJULHUHCKOTO IPAMEHEHUS, B OTHOIICHUH
KOTOPBIX B pe3ylbTare SKCIEePTH3bl JOKYMEHTOB, MpPEJACTABIECHHBIX AJIA OIpeleseHHUs
BO3MOXHOCTH PacCMaTpUBaTh JIEKapCTBEHHBIN MpenapaT s MeIULHHCKOro IPHMEHEHUS
B KayecTBe Op(aHHOro JIeKapCTBEHHOro Iiperapara, TaKas BO3MOXHOCTh IpH3HaHa
Y B OTHOIICHHUM KOTOPBIX IPOBEICHBI KIMHHUYECKHE HCCICAOBAHHSA, BBIIIOJIHEHHBIE 3a
npenenamu  Poccuiickoi @exepanyiyi B COOTBETCTBHM C IpaBUWIAMHM Hajexalnei
nabopaTOpHOH INpPaKTHKM M IIpaBWIaMH Hajjexamedl KJIMHUYEeCKOH IpaKTHKH,
JOITyCKAeTCs BKJIIOYEHHE B COCTAB pasjielia KIMHHYECKOM JOKyMEHTAllud BMECTO OTYeTa
0 pe3ysbTarax KIMHHYECKMX  HCCJIEJIOBAaHHMH  JIEKApCTBEHHOrO IIpemapata i
MEIMIMHCKOIO IpUMEHEHUs, IpoBedeHHBIX B Poccuiickoii @exnepauuu, oT4era
0 pe3ynbTaTax KIMHUYECKMX HCCJIeJIOBaHHI, BHIIONHEHHBIX 3a Ipeaeiramu Poccuiickoi
Qenepanum.




[Ipunoxxenue Ne 3
K IIpHKa3y MuHucTepCcTBa 3ApaBOOXpaHEHHU
Poccuiickoit ®enepanuu
OTKZA» iy 2017 r. Ne %/y

IHopsinok
DpPeACTAaBJICHHS JOKYMEHTOB, H3 KOTOPbIX (pOpMHpyeTCs perucTpaliHOHHOE A0Che
HA JIEKAPCTBEHHBIH Npenapar AJisi MEAHIHHCKOIo NpHMeHeHHUst
B LieJIFX €r0 rocyapcTBEHHO# perucrpanun

1. Hactosimuii mOpsSiIOK yCTAaHABIWBAET TMPAaBUIA IPEICTABICHHUS IOPUIAMYECKUM
JIMLIOM, OEACTBYIOIIUM B COOCTBEHHBIX MHTEpECAaX WM YIIOJIHOMOYEHHBIM IPEICTABIAT
HHTEPECHl JpPYyroro IOPHAMYECKOIO JHIAa M 3asiBISIOIIMM JIEKApCTBEHHBIM Ipemnapar
Ha TOCYHApCTBEHHYIO pPETrUCTpalldio (Jamee — 3asdBUTENb), B MHHHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoii @enepanyn 3asaBI€HU O FOCYJapCTBEHHOM perHCTpaluy
JIEKapCTBEHHOTO IpenapaTa Uil MEAWIMHCKOrO NpUMeHeHHs (Hajee — 3asBICHHUE)
U HEOOXOJUMBIX JOKYMEHTOB, M3 KOTOPBIX (OpPMHUPYETCS pPETHCTPAalMOHHOE J0ChE
Ha JIEKAPCTBEHHBIM TNpemnapar s MEIULUHCKOrOo NpUMeHEeHHs (najiee — JOKYMEHTBI
pEerucTpaiOHHOTO AOCKE).

2.3asBieHHMEe M  JOKYMEHTHl  PErMCTPAliOHHOIO  JOChE  IIPEACTaBIIAIOTCH
B DJIEKTPOHHOM (popMe ¥ Ha GYMa)KHOM HOCHTelNle Ha PyCCKOM s3bIKE JTHOO C IEPEBOIOM
Ha PYCCKHUMH S3BIK, 32aBEPEHHBIM B YCTaHOBJIEHHOM nop;mKe*.

3. B cimyuae ecnu JOKYMEHT perMCTPallMOHHOIO JOCHE MMEET HECKONBKO JIMCTOB, OHU
IPOLIMBAIOTCSA, INPOHYMEPOBBIBAIOTCS M Ha 000OpOTE IOCIENHEro JIUCTa JOKyMEHTa
Ha MecTe CKpEIUICHUS 3aBepsIoOTCsS MOANHMCHIO YNOJHOMOYEHHOrO JIMIa € yKa3aHHEM
oOIIETO KOJMYEeCTBa JIUCTOB MJOKyMeHTa. B cilydyae mpeicTaBlIeHHSA 3asiBUTEIEM
JIOKYMEHTOB PETUCTPALIUOHHOIO HOChE, HMMEIOIMX HECKOJBKO JIUCTOB M 3aBEPEHHBIX
B YCTAHOBJIEHHOM IOpsIKe, JaHHOE TPEOOBaHUE K TAKMM JOKYMEHTaM He NPEABABIIACTCS.

4. Ha rocynapcTBEHHYHO PETMCTPAlUIO PasIH4HBIX JIEKapCTBEHHBIX (OPM OZHOTrO
M TOr0 )K€ JIEKapCTBEHHOIO Ipemapara s MEIUIMHCKOrOo MNPHMCHEHHA 3aiBHTCIIB
IIPEACTABISET OT/EbHBIE 3asABICHUA M JOKYMEHTHI PETHCTPALMOHHOTO JOChE Ha KXIYIO
nexapcTBeHHYyIo opMy. B ciiydae oHOBpeMEHHOrO NIPEICTaBICHHs! HA FOCY IapCTBEHHYIO
PErHCTPAaLMIO  ONHOM  JIEKapCTBEHHOH (GOpMBI C  paslIH4YHBIMH JIO3UPOBKOM,
KOHIIEHTpaluell, 06 bEMOM 3asiBUTENb [PEJCTABISET OHO 3aMBJIEHHUE O FOCYNapCTBEHHOH
PETMCTPALMHU JIEKApCTBEHHOT'O Ipemnapara i MeUIMHCKOro NMPUMEHEHHS 1 IOKYMCHTBI

* OcHOBBI 3aKoHOMATENbCTBA Poccuiickoit deepauuu o Hotapuare oT 11 despana 1993 r. Ne 4462-1 (Bemomoctu Cpe3na
naponHbix nemytatoB Poccuiickolt ®enepaumu u Bepxossoro Cosera Poccuiickoit ®enepaumn, 1993, Ne 10, cr. 357;
Co6panue 3akoHomaTenbcTBa Poccuiickoit ®enepauun, 2003, Ne 50, cr. 4855; 2004, Ne 45, ct. 4377; 2005, Ne 27, c1. 2717;
2007, Ne 1, er. 21; Ne 27, cr. 3213; 2008, Ne 52, cr. 6236; 2009, Ne 1, ct. 14, 20; Ne 29, ct. 3642; 2010, Ne 28, cr. 3554;
2011, Ne 49, ct. 7064; Ne 50, c1. 7347; 2013, Ne 14, cT. 1651; Ne 51, cT. 6699; 2014, Ne 26, c1. 3371; Ne 30, ct. 4268; 2015,
Ne 1, ct. 10; Ne 13, 1. 1811; Ne 29, c1. 4385; 2016, Ne 1, ct. 11; Ne 27, c1. 4293);

KOHBEHILMs, OTMEHAIOWAs TpeGOBaHHME JEralM3alyiy HHOCTPAHHBIX OQHUMANbHBIX NOKYMEHTOB, 3aKIIOHCHHAA B I'aare
5 okta6ps 1961 ropa (parupuumpoBaHa Poccuiickoli denepanueit 4 centabpa 1991 r., BronneTenb MexXaAyHapOMHBIX

JIoroBOpoB, 1993, Ne 6).
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PETUCTPallHOHHOTO NOChE C NMPHIOKEHHEM MAaKETOB YNAKOBOK Ha KaXIYIO JIO3UPOBKY,
KaXyi0 KOHUEHTPALHIO, KaX/blii 00beM U KaXI0e KOJIIMIECTBO JI03 B YIAKOBKE.

5. 3adBleHHEe O TOCYAapCTBEHHOM PEruCTpaluy JICKapCTBEHHOIO Mperapara s
METUINHCKOr0 NNPUMEHEHHUS, NOKYMEHTbI PETMCTPALMOHHOTO JOCKE M MHBIE JOKYMEHTSI,
CB3aHHBIE C IPOLENYPOH TrOCYIapCTBEHHOH DETHCTpALMH JIEKAPCTBEHHOTO npenapara
AL MEIHLMHCKOTO NpPMMEHEHHd, OoQopMIsioTcs JIemapTaMeHTOM TI'oCyAapCTBEHHOTO
perynupoBaHus OGpalleHus JEeKapCTBEHHBIX CPECTB MunucrepcrBa 31paBooXpaHeHus
Poccuiickoii ®enepaunu B OTHENbHOE [€jio, KOTOpoe XpaHUTCi B (eaepaibHOM
TOCYapCTBEHHOM OI0KETHOM yupexaeHun «Haydnsrit LIEHTP 3KCIEePTU3Bl CPEACTB
MEJMUMHCKOro NpuMeHeH!s» MuHUCTepCTBa 3apaBooxpanenns Poccuiickoit ®enepanuu.



