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06 yTBep:kIeHHM
nopsiaxa ¢GopMHPOBAHHA PErHCTPAIMOHHOIO JOChe
HA JIeKapCTBEeHHbIH NpenapaTt 1 TpeOOBaHHUIH K IOKYMEHTAM B €ro coCcTaBe,
TpeboBaHuii k 00beMy HHGOpPMALHH, IPEOCTABJISIEMOMH B COCTABE

perncTpalHOHHOrO 10Che, A1 OTAENbHBIX BHAOB JIEKAPCTBEHHBIX NIPenapaToB

AJISi MEAMIHHCKOr 0 IPMMEHEHHS U NMOPAIKA NpeJCcTaBJIeHus JOKYMEHTOB,

U3 KOTOPBIX GopMHpYyeTcs perncTpalHOHHOE 10Che HA JIeKapCTBeHHbIH npenapart

AJIA MeJMIMHCKOrO NIPHMEHEeHHS B [eJIfIX ero rocy1apcTBeHHON perncTpanuu

B cootBercTBHHM ¢ mnommyHKTamMu 5.2.148, 5.2.1481, 5.2.148% TlonoxeHus
o MunucrepcTBe  3ApaBooxpaHeHHss  Poccmiickoit ~ ®enepauuy, YTBEpXKACHHOIO
noctaHoslieHneM [IpaButensctBa Poccuiickoit ®@enepanun ot 19 mrons 2012 r. Ne 608
(Cobpanue 3axonoparensctBa Poccuiickoit deneparu, 2012, Ne 26, cr. 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, c1. 1763;
No 23, cr. 3333; 2016, Ne 2, cT. 325; Ne 9, cT. 1268; Ne 27, ct. 4497; Ne 28, ct. 4741,
Ne 34, ct. 5255, Ne 49, ct. 6922; 2017, Ne 7, cT. 1066), i p K a 3 BI B 2 10:

1. VTBepauTs: |

MOPSAAOK (OPMHUPOBAHUS PETUCTPALMOHHOIO J0Che Ha JIEKapCTBEHHBIN Npernapar
Ui MEIUIHHCKOTO NMpUMEHEeHNS U TpeOOBaHUSA K JOKYMEHTaM B €r0 COCTaBe COITIaCHO
npunoxeHuro Ne 1;

TpeGoBaHMs K o0peMy UHHQOpMalMH, MpPEAOCTaBIsIeMOH .B  COCTaBe
PErHCTPallMOHHOTO J10Che, U1 OTHAENBHBIX BHIOB JICKAPCTBEHHBIX IIPENapaTroB
JUIS METUITHHCKOTO MIPUMEHEHHS COTIIaCHO NpUiIoXKeHHIo Ne 2; ,

TIOPSIJIOK Ipe/CTaBIeHUss  JAOKYMEHTOB, U3 KOTOpPBIX  (opmupyeTcs
PETHCTPALIMOHHOE J0Che Ha JIEKapCTBEHHBIH Ipemapar Ui MEAHLIMHCKOro NpUMEHEHHs
B LIEJISX €r0 FOCYIApPCTBEHHOM PErvCTpaIiHi, COTJIACHO TIPHIIOXKeHUIo Ne 3.
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2. Hacrosimuit iprKa3 NprMeHseTcs K periCTPallMOHHBIM TIOChe Ha JIEKapCTBEHHEBIE
mpenaparsl JAJid  MEIUIUHCKOrO IPUMEHEHHUs, NpelCTaBI€HHBIM B MUHHCTEPCTBO
3apaBooxpaHeHus Poccuiickoii ®epepanuu C  3asgBICHUAMH O TOCYJapCTBEHHOMH
pErucTpalliy JIEKapCTBEHHBIX MpenapaTtoB AjIsi MEAULNHUHCKOTO IIPUMEHEHHs TIIOocCIe
BCTYIUJICHUS B CHJIy HACTOSIIEro IpUKa3a.

3. Ilpu3Hate yTpaTHBIINM CWIy MpHKa3 MUHHCTEPCTBA 3APaBOOXpaHEHHS
U conpanibHoro pasBuTus Poccuiickoil denmepauumu ot 26 asrycra 2010 r. Ne 759H
«O06 yTBepxKAEeHUU nopsaka IIpEJICTaBICHUS HEOOXOTUMBIX JOKYMEHTOB,
M3 KOTOPBIX (POpMHpYETCsl pPeriMCTpalliOHHOE IOChe Ha JIEKapCTBEHHBIN Iperapar Ams
MEJUILMHCKOrO TIpUMEHeHHs] B [eNIX €ero TroCyJapCTBEHHOM  perucrpaium
(3aperucTpupoBaH MunucTepcTBOM FOCTULIAH Poccuiickoit Oepepauyu
2 centa6ps 2010 r., perucrpanmonnsiii Ne 18331).

Munuctp B.A. CkBopuoBa
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Haganeunk
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IIpunoxenue Ne 1
K TIpHKa3y MuHHCTepCcTBa 31paBoOXpaHeHuUs
Poccuiickoil ®eneparuu

OT « /Z» upy 2017 r. Ne 4”?//

Hopsnox
¢opMupOBaHHS PErnCTPAMOHHOIO A0Che HA JIEKapCTBEHHDII Npenapar
AJISi METHIIHHCKOrO NPHMEHEHHsl H TpeGOBaHHA K JOKYMEHTAM B €ro COCTaBe

1. Hactosmi HOPAA0K yCTaHaBIIHBAET IIpaBuia dopmMupoBaHUs
PErucTpalliOHHOTrO J0ChE Ha JIEKAPCTBEHHBIH Ipenapar Iy MeJUIMHCKOTO IPUMEHEHH ],
npencTaBiseMoro B MHuHHCTEPCTBO  31paBooxpaHeHHs Poccwuiickoit ®enepanuu
IOPUANYECKHM JIMIIOM, AEHCTBYIOIMM B COOCTBEHHBIX MHTEPECAX MM YIIOJHOMOYEHHBIM
IPENCTABIATh UHTEPECH! JPYIOro IOPUANYECKOrO JIHIA U 3asBISIONIAM JIEKApPCTBEHHbIH
Mpenapar Ha rocylapCTBEHHYIO PETMCTDAIMIO', ¥ TPeGOBAHHS K JOKYMEHTaM B COCTABE
TaKoro JAOCKE.

2. PeructpaniioHHoe JOCh€ Ha JIeKApCTBEHHBIM Mpemapar [uis MEJHIHHCKOTO
npuMeHeHNs B GopMe 00IIEero TEXHHIECKOro JOKYMEHTA MPEACTABIAET cOO0M KOMILIEKT
JOKYMEHTOB M MAaTEpHalOB, COCTOAMMH M3 HECKONBKHX pa3lelioB — JOKyMEHTAlUH
aJIMUHHCTPATHBHOIO XapaKTepa, XUMHYECKOW, (apMaleBTHYECKOH H OGHOJOru4ecKoi
JOKyMEHTalHH, (papMaKoIOrH4ecKoi, TOKCUKOJIOIMIECKON JOKYMEHTAIUH, KINHUIECKOMH
JOKYMEHTAIHH.

3. Pasnen noxyMeHTalu aIMUHACTPATUBHOIO XapakTepa GopMHUpyeTcs H3:

1) 3adBNeHMs O rocyJapCTBEHHOM PpEruCTpallMé JIEKApCTBEHHOIro Ipemapara s
MEAUIUHCKOrO IPUMEHEHHS, B KOTOPOM YKa3BIBAIOTCS :

a) HAMMEHOBaHUE U aJ[pec 3asABUTENS M MPOU3BOAUTEIIA JIEKAPCTBEHHOTO Ipernapara
IJI1 MEOMLIUHCKOTO IpPUMEHEHHs H aJipec MecTa OCYHIECTBIIEHHS €ro IpOM3BOJCTBA
(B cmyyae HanmM4YUs HECKOJBKUX YYaCTHHUKOB IIpoIlecca IIPOM3BOACTBA HEOOXOIMMO
yKa3aTh KaXX0Tr'0 YYacTHUKA B COOTBETCTBHH C OCYILECTBIIAEMOM CTaiuel IpOU3BOICTRA);

0) HauMeHOBaHWe JIeKAPCTBEHHOTO Iperapara U1 MEIHIIMHCKOTO IPUMEHEHHUS
(MexayHapoJHOe HeaTeHTOBaHHOE, WM IPYNITUPOBOYHOE, HIIH XUMHYECKOE H TOPTOBOE
HaMMEHOBaHUsN);

B) IepeveHb IEHCTBYIOIIMX M BCIIOMOTaTeNbHBIX BEIIECTB, BXOJAIIHUX B COCTAaB
JIEKapCTBEHHOTO Tperapara AJS MEIUIIMHCKOTO IMPUMEHEHHS, C YKa3aHHEM KOJHYeCTBa
KaXI0T0 U3 HUX;

I) lekapcTBeHHas (opMa, HO3UPOBKA, CIOCOOBI BBEACHWS W IPUMEHEHHS, CPOK
TOJHOCTH JIEKAPCTBEHHOTO Ipernapara A1 MEIUIHHCKOro TPHUMEHEHNS;

n) dbapMaKkoTepaneBTH4ecKasl TpyNna, KOA aHaTOMO-TepaleBTHIeCKO-XUMHUIECKOM
KJIaccH(UKaIuy, peKOMeHAoBaHHOH BceMupHoO# opraHuzanueil 37paBOOXpaHEHHS,

"Yacrs 1 crateu 18 denepansHOro 3akona ot 12 anpens 2010 r. Ne 61-®3 «O6 obpanieHHH JIEKapCTBEHHBIX CPEACTBY
(CoGpanne 3akoHonatenbecTBa Poceniickoii ®denepauun, 2010, Ne 16, c1. 1815; Ne 42, ct. 5293; Ne 49, ct. 6409; 2014, Ne 52,
cT. 7540; 2015, Ne 10, c1. 1404; 2016, Ne 27, ct. 4283) (nanee — @exepanbHsiii 3akoH Ne 61-03).




3asBJII€MBble TIOKa3aHMs [UI IPUMEHECHHUS JIEKapCTBEHHOTO Mpenapara A8 MEAUIIMHCKOTO
pUMEHEHUS,

€) OTCYTCTBME  HEOOXOAMMOCTH  INpPEeJOCTaBIEHHMS OT4eTa O  pe3ylbTaTax
KIMHUYECKOr0 HCCIIEIOBaHUsA, HCCIICOBAHUS OHO3KBHUBAJICHTHOCTH JIEKAPCTBEHHOTO
Ipernapara, paspeleHHoro s MeIUIMHCKOro NmpuMeHeHHs B Poccuiickoit ®exepanun
Oonee mBanuaTH J€T, ¢ yKa3saHHEM HOPMATHBHBIX IIPABOBBIX aKTOB, MOATBEPIAAIONINX
JAHHBIN CPOK NPUMEHEHUS; |

) HEOOX0MMMOCTL OOPMIICHHUS pa3spellleHHs Ha BBo3 B Poccuiickyio ®ezepanuio
KOHKPETHOW  MapTMH  3apErMCTPHPOBAaHHBIX W (WIH)  HE3aperdCTPHPOBAHHBIX
NEeKapCTBEHHBIX  CPeACTB,  NPENHA3sHAYEHHBIX U1  INIPOBEHACHUS  OKCIIEPTHU3EI
JIEKapCTBEHHBIX CPENCTB B LENAX FOCYAAPCTBEHHOM PErHCTPalIUH;

3) HeOOXOMUMOCTh IIPOBENECHUS SKCHEPTHU3Hl JOKYMEHTOB, IPEACTABIEHHBIX IUIA
ONpeleieHHs  BO3SMOXHOCTH  pacCMaTpMBaTh  JIEKApDCTBEHHBIA  IpemapaT Uit
MEJUIIUHCKOrO TMPUMEHEHUS MPH OCYIIECTBICHHM TIOCYAapCTBEHHOH perucTpanuu
B KadecTBe Op(aHHOro JEKapCTBEHHOI'O MPENapara;

M) HeOOXOMMMOCTh ~ NpPUMEHEHHS  YCKODEHHOW  NpOUEypsl  SKCIEpPTH3HI
JIEKapCTBEHHBIX CPEICTB B LENAX TIOCYAAapCTBEHHON pEerdcTpaliH JIEKaAPCTBEHHOI'O
Iperapara, ,

K) KOIMM  JOKYMEHTOB, HOATBEPXKIAOIIMX  YIUIaTy  COOTBETCTBYIOIIEH
rocy1apCTBEHHOMH IOILIHHEI:

32 NPOBEJEHHE OSKCIEPTU3Bl JOKYMEHTOB, HPEACTaBIEHHBIX IS OIpeJeIeHHs
BO3MOXXHOCTH PacCMaTpHBATh JIEKapCTBEHHBIH IIpernapat [l MEJUIUHCKOTO IPUMEHEHMS
NpH  OCYIIECTBICHHWM TOCYJapCTBEHHOH perncTpallii B KadecTBe OpPGHaHHOIrO
JIeKapCTBEHHOTO Npenapara; '

3a NPOBEJEHUE DKCHEPTH3bl KadecTBa JIEKAPCTBEHHOTO CPEJCTBA U SKCIEPTH3EL
OTHOLIEHHSI OXXHJAeMOH IOJIB3bl K BO3MOXKHOMY PHUCKY NpPHMEHEHHs JIEKapCTBEHHOI'O
npenapara, pa3pellleHHOro Ui MeAMLMHCKOro npuMeHeHus B Poccuiickoii ®enepanuu
Oonmee ABaAuATH JIeT, @PHU  OCYHIECTBIEHHH TOCYJAPCTBEHHONM  PErHCTPAILH
JIeKapCTBEHHOTO Ipernapara;

3a IPOBEJEHHE DJKCIEPTH3bl KadecTBa JIEKAPCTBEHHOTO CPEJCTBA U OSKCIEPTH3EI
OTHOLICHHSI OXHJAAEMOH TIOJIb3bl K BO3MOXXHOMY DPHCKY NpPHMEHEHHS JIEKAPCTBEHHOI'O
npenapata AJisi MEJULIMHCKOTO IIPUMEHEHHUS IIPH €r0 roCyJapCTBEHHOM perucTpayy;

3a IPOBEJECHHE 3KCIEPTHU3bl KauyecTBa JEKapCTBEHHOTO CPEACTBA M 3KCIIEPTH3EI
OTHOLICHHSI OXHAAeMOH MOJb3bl K BO3MOXXKHOMY DHCKY TNpPHMEHEHHS JIEKApPCTBEHHOI'O
npernapata ANA MEOWUMHCKOIO IIPUMEHEHHsS, B OTHOUIEHWH KOTOPOTO IIPOBENEHH! -
MEXIyHApOIHblE MHOTOLIEHTPOBBIE KIMHHUYECKHE WCCIENOBaHMs, 4YacTh W3 KOTOPHIX
nposecHa B Poccuiickoit ®enepamuu, OpH OCYHIECTBICHHH TIOCYAapCTBEHHOM
perucTpaluy JIEKapCTBEHHOTO NIperapara,; ‘

J) HaIU4ue CoINachs IIPOU3BOJUTENS JIEKAPCTBEHHOrO INperiaparta, IPOW3BOJCTBO
KOTOPOr'O OCYIIECTBIIIETCS 3a TMpenenamu Poccuiickoiit ®Penepanuu, Ha NpOBeAEHHUE
MHCIEKTUPOBAHMS MPOU3BOAUTENS HA COOTBETCTBHE TPeOOBaHUAM IMpaBWI HajaJexalei
POW3BOICTBEHHOM MPAKTHKH;

M) HaJIM4Yue coryiacus paspaboTunka pedepeHTHOro JIEKapCTBEHHOTO IIpenapaTa Wil
YIIOTHOMOYEHHOTO UM JIMLa Ha HCHOJh30BaHHE B KOMMEPYECKHX IENIX HH(OpMaIHH



O pe3ynbTaTax JOKIMHUYECKMX HCCIENOBaHUH M  KIMHWYECKHX HCCIeIOBaHHi
pedepeHTHOrO  JIeKapCTBEHHOrO MpemapaTa IS MeXUIMHCKOrO IIPUMEHEHU I,
IIp¥ TIPEICTABICHUN 3asBICHUS O IOCYJapCTBEHHOH PErMCTPALlMH BOCIPOM3BEICHHOTO
JEKapCTBEHHOIO TMpenapaTa [0 KCT€YEHHd IIeCTH JIET € JaThl TOCYAapCTBEHHOMH
perucTpauun pedpepeHTHOrO JIeKapcTBEHHOro npenapara B Poccuiickoit @enepanyu;

H) yKa3aHWe BHJa JIEKAPCTBEHHOI'O IIpenapara, IPeCTaBIeHHOTO Ha PErHCTPALMIO
(pedbepeHTHBIN eKapCTBEHHBIN MpeapaT, BOCIPOU3BeA€HHEIN TeKapCTBeHHbII npemnapar,
OHoNOrMdYecKUH  NEKApCTBEHHEIM — mpemapar,  GHOAHANOroBEIH  (6HOMOZOGHELN)
TIeKapCTBEHHBI} npenapar (OHoaHasor), roMeoraTHYecKHil JTeKapCTBEHHBIM Ipenapar,
JEeKapCTBEHHBIM PaCTUTENBHBIN Ipenapar);

2) KoMK NOKyMEHTa Ha PYCCKOM S3BIKE, 3aBEPEHHOrO B YCTAHOBIEHHOM MODSIKE
Y OATBEPXKAIOIIETO IIPaBOMOYHOCTH 3asBUTENA 1oJlaBaTh 3asiBIICHHE
O TOCYTapCTBCHHOW pPErMCTpalliM JIEKAPCTBEHHOrO TMpemapara s MEIULIHHCKOTO
IpUMEHEHMS (JIOBEPEHHOCTH ),

3) KonmuM JHUIEH3UH HA IPOM3BOACTBO JIEKAPCTBEHHBIX CpEJCTB MM KOIMH
3aKIIOYCHUST O COOTBETCTBHM IIPOU3BOAMTENS JIEKApPCTBEHHBIX CPEICTB TpeOOBaHUAM
NpaBU  HaUIeXalllel IPOM3BOACTBEHHOH MPAKTHKH, BBIIAHHBEIE YIIOJHOMOYEHHBIM
(enepanbHEIM OpPraHOM HCTIONHHUTENBHOM BIACTH, B Cly4ae, €CIH HPOU3BOICTBO
JIeKapCTBEHHOTO NpenapaTa ocyiecTsigercs B Poccuiickoit ®enepaumu;

4) KOom¥M  BHINAHHOH  YNOJNHOMOYEHHBIM OPraHOM CTPAaHBl  IPOM3BOIUTEINS
JULIEH3UH Ha MPOU3BOJICTBO JIEKApCTBEHHOTO MpenapaTa U ee IepeBolia Ha PYCCKUIA S3bIK,
3aBEPEHHBIX B YCTAHOBICHHOM IIOpAJKe, M KONHH 3aKII0YeHHS O COOTBETCTBHUU
NPOU3BOAMTENSA  JIEKAPDCTBEHHBIX CPENCTB  TpeOOBaHMSIM MpaBH  HaIIEKalei
IPOU3BOJCTBEHHON MPAKTUKH, BBIJAHHOIO YIOJHOMOYEHHBIM (elepalbHBIM OpraHoM
UCITIOJTHUTEJIbHON BJIaCTH, B CJIy4Yae, €CIId IPOU3BOJICTBO JIEKAPCTBEHHOrO IIpernapara
OCYyIIECTBIIAETCA 3a mpeenaMu Poccuiickoit @eneparuu;

5) mpoekTa HMHCTPYKIMH IO MEIUIMHCKOMY NPUMEHEHHIO JIeKapCTBEHHOI'O
mpernapara, COAep)Kallled CBeJeHHWs, yKa3aHHble B NyHKTe S5 uactd 4 crateu 18
denepanbHOro 3aKkoHa Ne 61-D3%;

6) HHCTPYKIIMH 110 MEIUIMHCKOMY NpPUMEHEHHIO HJIH KPaTKOM XapaKTepHCTHKH
JIEKapCTBEHHOTO IIpenapaTa, yTBepKICHHbIEe B CTPaHe PON3BOIUTENS;

7) IpOEKTOB ~ MAaKeTOB  II€PBHYHON  YINAKOBKA W  BTOPUYHOM  YIIAKOBKH
JIEKapCTBEHHOTO Iperapara sl MEJULMHCKOTO IPUMEHEHHUS,

8) mpoekTa HOPMAaTHBHOI JOKyMEHTAllMM Ha JIEKAPCTBEHHBIA Mpenapar i
MEIMIIMHCKOI0 IPHUMEHEHMS, CONEPXKAIIEro IepedyeHb ONpeleNsIeMbIX 10 pe3yibTaTaM
COOTBETCTBYIOLIMX 3KCIIEPTHU3 IIOKa3areledl KadecTBa JIEKApCTBEHHOTO CpeNCTBA IS
MEIMIMHCKOIO NPHUMEHEHUs, METOLOB KOHTPOJIS ero KavyecTBa W YCTAHOBIICHHBIM €ro
TIPOM3BOHTENIEM’, JINOO YKA3aHUS COOTBETCTBYIOMIEH (hapMaKoIeitHo cTaThu’;

2 Cobpanue 3akoHoxarenscTBa Poccniickoit ®eneparmu, 2010, Ne 16, ct. 1815; Ne 42, cT. 5293; Ne 49, ct. 6409; 2014, Ne 52,
cT. 7540; 2015, Ne 10, ct. 1404, 2016, Ne 27, cT. 4283.
* [ynxt 20 cratbu 4 OenepaisHOro 3akoHa Ne 61-03.
* ITynxkr 19 ctaTeu 4 GepepaibHoro 3akoxa Ne 61-®3.



9) moxymeHTa, coziepxaniero HHGOPMAIMIO O HAINYMA WM 00 OTCYTCTBHH (DaKTOB
PETHCTPALMK JIEKapCTBEHHOTO Ipernapara A MEAUIMHCKOTO MPUMEHEHHS 32 MPeIeIaMu
Poccuiickoit @enepannu;

10) xonuit JIOKyMEHTOB, 3aBEPEHHBIX B YCTaHOBJIEHHOM opsIKe
H TIOATBEPKAAOMKX (DAaKT PErucTpallM JIEKapCTBEHHOTO TNpeapaTa B MHOCTPAHHBIX
roCyJapCTBax B Ka4yeCcTBE Op(paHHOT'O JIEKapCTBEHHOrO MpenapaTa;

11) nnana ynpaBneHust puckaMu Uil GHOJOTMYECKHX JIEKAPCTBEHHBIX IIPENAapaToB
IJIL METUIIMHCKOTO IIPUMEHEHHS], COJIepKalllero MoAPOOHOe ONUCAHHE MEPOIPHITHI I10
dapmakoHaa30py, HalpaBIe€HHBIX Ha BbISBIEHME, OIEHKY M IpEeJOTBpAllleHHe WM
MHHMMHU3ALHIO PUCKOB, CBA3AHHBIX C JEKApCTBEHHBIMHU IpenapaTramMH, BKIIOYAs OLEHKY
3¢ EKTHBHOCTH JAHHBIX MEPOIPUSTHI ;

12) nokymeHTa o cucreMe ¢apMakoHaj30pa AepxaTelsd MM  BIafeabla
PETHCTPALMORHOTO YOCTOBEPEHHS JIeKapCTBEHHOTO Hpenapata’, conepiaIero cBeeHus
O CHUCTeMe, OpraHM3yeMOH JepkaTeleM MM BlafelbleM pPerHCTPalHOHHOIO
YIOCTOBEPEHHUs  JIEKapCTBEHHOrO INpenapara, INpelHa3sHAYeHHOW M1 KOHTPOJIA
0€30MacHOCTH JIeKapCTBEHHOTO IpenapaTa, CBOEBPEMEHHOTO BBISIBIEHHS BCEX M3MEHEHMM
B OLEHKE OTHOIIEGHUSA OXHIaeMON IOJIb3HI K BO3MOXXHOMY PHCKY NpPHMEHEHHS
JIEKapCTBEHHOro mpenapara Uil MEJULHUHCKOTO HPUMEHEHUs, pa3paboTKh U BHEAPEHUS
Mep o obeclieueHHI0 NpHMEHEHUs JIeKapCTBEHHOIO Iperapara C LeNbI0 COXPaHEeHHS
IIOJIOKUTENIBHOTO OTHOILEHHUS OXXUAAeMOH IOJIB3H K BO3MOXKHOMY PHCKY HpHUMEHEHHMS
JIEKapCTBEHHOTO IpemnapaTa JUisi MeAUIUHCKOTO TIPUMEHEHH;

13) nokymMeHTa, MOATBEPXKIAIOIIET0 Ka4deCTBO JIEKAPCTBEHHOrO IIperapara Tpex
OTIBITHO-IIPOMBININIEHHBIX U (WJIM) NPOMBIIIICHHBIX CepHil (IPOTOKOJI aHallu3a HIIH
cepTuduKaT aHaiIHM3a), OJHA CepUs KOTOPOro MOJDKHA COBMAAaTh C cepueil obpasna
JIEKapCTBEHHOr0 IIpemapaTa Ml MEIWIIMHCKOTO IIPUMEHEeHHs, IPEACTaBICHHOro Ha
roCyJAapCTBEHHYIO PETMCTPALMIO .

4.Pazgen xumudecko, ¢apMareBTHYeCKOH ¥ OHMOJOIMYECKOW JOKyMEHTaIluH
dopMupyeTcsi W3 JOKYMEHTOB, colepxamux wuHpopMalmo o (apMaleBTHIECKOid
CyOCTaHIIMM U JIEKapCTBEHHOM IIpernapare AJIs MeIUIIMHCKOTO IPUMEHEHHSI, IIPOIEcCe €ro
MIPOU3BOJACTBA U METO/IaX KOHTPOJIS Ka4eCTBa, B TOM YHCIIE U3:

1) xormiu JIOKyMEHTAa, coZiepXKaIlero CJIe AYIOLIYIO HHGbOPMAaITHIO
o papMarieBTHUeCKON CcyOCTaHUMH WU (PapMaleBTHYECKUX CyOCTaHLMSX, BXOMSIIHAX
B COCTaB JIEKapCTBEHHOT'O Ipenapara:

a) HaMMeHOBaHUe (apMalleBTUUeCKOH cyOcTaHIMH, ee CTpyKTypa, oOIue
CBOMCTBA,;

0) HaMEHOBaHHUE U JIpeC IPOU3BOIUTEIIS;

3 [ynxr 52.2 crath 4 denepanbHoro 3akona Ne 61-D3.
® IMynxr 12 wactu 4 crateu 18 ®enepanbHoro 3akoHa Ne 61-D3.
7 IMynxr 13 yacTu 4 cratey 18, yacts 2 craThu 23 PeaepanbHoro 3akoHa Ne 61-D3.
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B) TEXHOJIOTHS IIPOM3BOJCTBA C ONUCAHWEM CTaJul IIPOU3BOLCTBA U METOMAOB
KOHTPOJIS Ha BCeX CTaJUsIX IIPOU3BOJCTBA;

I') OIICaHKe pa3pabOTKH Ipoliecca MPOU3BOACTBA B BUJE €ro KPaTKOro ONKCaHuUs;

1) OITUCAHUE KOHTPOJNSA KPUTUYECKUX CTaJMui MPOM3BOACTBA M INPOMEXYTOUHOU
IPOAYKIIMY, BKJIIOYAIONIee IaHHbE, KOTOpble MOTYT OBITh IpEeACTaBIE€HBI B BUIE
OJIOK-CXeMBI, C MEepPeYHeM CBEJEHUN O CTanusX MPOU3BOJCTBA, BUJaX M (WJIK) MeToAax
KOHTPOJISI Ka9eCTBa MPOMEXYTOYHBIX IPOAYKTOB;

€) TOKyMEHTAJIbHOe TIOATBEpXJACHUE (BalWgalus) IPOIECCOB, B TOM YHCIE
CBEJICHUS, IIOATBEPXKIAONINE NPUMEHHMMOCTh BHIOpaHHOW CXeMBl IIPOM3BOJCTBA
JIEKapCTBEHHOTO TIperaparta, U (UJI1) UX OLEHKa;

) CBOMCTBAa M CTPYKTypa HEHUCTBYIOIIMX BEIIECTB, B TOM YHUCIE CBeJeHMI 00 HX
(OU3UKO-XMMHUYECKUX CBOMCTBAX;

3) XapaKTEepUCTUKa IpUMeceld, BKIIOUarollas CBeAeHUS 00 HX IPONCXOKICHHUU
W CBOWCTBAX;

1) ciendukays Ha ¢papMaleBTUYecKyIo cyOCcTaHIuIO U ee 000CHOBaHHUE;

K) aHAJIUTHYECKHE METOAUKH, MCIOJb3yeMble IMpPH OCYIIECTBICHUHU KOHTPOIA
KauecTBa (hapMarieBTUIeCKoi cyOcTaHImy;

J) TOKYMEHTAJIbHOE TOATBEpXACHHE (BaIMOAIUA) aHAIUTHYECKUX METOJUK,
HCIIONB3YEMBIX IIPH  OCYINECTBIEHMM KOHTPOJIA KadecTBa  (papMaleBTHYECKOM
CyOCTaHIIMH, B TOM YHCIIE CBEIECHU, IOATBEP)KAAIOINE IPUMEHUMOCTE X JOCTATOYHOCTD
METOJOB KOHTPOJIS KadecTBa (papMalieBTHIECKON CyOCTaHLINY;

M) pe3ynbTaThl aHajM3a cepuil QapmaneBTHUYEeCKOi cyOcTaHIMM, B TOM 4YHCIE
aHAINTHYECKHe JaHHble, [OATBEPXKAAIOIIME YHUCIOBBIE IIOKa3aTelu  KadecTBa
dapMarieBTHIecKoil CyOCTaHIIMM B BHJE IPOTOKOJIOB (CEpTU(HKATOB WIM IacIOPTOB)
aHaJu3a;

H) Iepe4eHh CTaHAApTHBIX OOpa3lOB MJIM  BEIIECTB, MCIIOJIb3yeMBIX IIpH
OCYIIECTBJICHUH KOHTpPOJIL KayecTBa, B TOM HHCIE C YKAa3aHMEM HX IIPOU3BOAMTEJIEH
Y Ha3HA4YeHUS;

0) ONHCaHHe XapaKTePUCTUK U CBOMCTB YNaKOBOYHBIX MATEPHUANOB U YKYIOPOUYHBIX
CpEeICTB;

11) JaHHbIE 0 CTaOMIBHOCTH (apMalleBTHUECKON CyOCcTaHIIY;

P) CPOK TOAHOCTH;

2) IOKyMeHTa, COAepXKallero CleAylollie CBelIeHHs O JEeKapCTBEHHOM IIperapare
JUIS MEAUITMHCKOTO IPUMEHEHMUS:

a) ONMMCaHHE MW COCTaB JIEKApCTBEHHOro Ipemapara JAId  MEIHLIMHCKOIO
IIPUMEHEHUS;

0) onmcanve (apmaneBTHYeCKoil pa3paboTkm (00OCHOBaHHE BBIOOpA COCTaBa,
HIEPBUYHOMN yIIaKOBKH U HHOTO);

B) TEXHOJIOTHS TIPOM3BOJICTBA C OINMCAaHWEM CTaAWil IIPOM3BOACTBA M METOMAOB
KOHTPOJIS Ha BCeX CTaIUiAX NPOU3BOACTBA, B TOM YHCJIE C YKa3aHMEM CXEMBI |
TEXHONOTHYECKOr0  IIpolecca  MpousBojcTBa  (dapManeBTHYEeCKOM  cyOcTaHIMM
U ee ONHMCAaHHA, B KOTOpOe MOTYT OBITh TaKXXe BKIIOYEHBI CBEICHHUSA O KOHTPOJE
MCXOTHOTO CHIPbS, KPUTHYECKVX CTaauil IPOM3BOACTBA U NPOMEXYTOYHBIX MPOMYKTOB,




METOJBI KOHTpPOJII 3a BCIIOMOTATeNbHBHIMHM BEIIECTBAMHU, HCHOIL3YEMBIMH IIpU
IIPOU3BOACTBE JICKAPCTBEHHOTO Mpernapara;

r) OIHCaHWe  KOHTPOJS  KPUTHYECKHX  CTaiuii  Tpouecca  IPOU3BOJCTBA
Y IPOMEXYTOYHOM NMPOAYKLHH, KOTOPOE MOXXET BKIIFOUATh IIOCIEI0BATENBHOE U3JI0XKECHHE
BCEX CTaJHi TEXHOIOIHYECKOTO Mpoliecca NPOU3BOACTBA;

1) HAaMEHOBaHWE ¥ aJpec MecTa OCYLIECTBIEHUS HpPOM3BOJACTBA JIEKAPCTBEHHOI'O
npernapara JUisi MEIAIIUHCKOTO NpUMeHeHUs (B Cllydae HAJM4YHs HECKOJBKMX YYaCTHHKOB
mpoliecca MPOM3BOJICTBa HEOOXOAUMO yKa3aTh KaXJI0r0 U3 HUX);

e) ¢apMarieBTHUECKas COBMECTHMOCTB®, BKIIOYAIONIas JaHHbIE, MOXTBEPK/IAOIIHE
COBMECTHMOCTEL JEHCTBYIOUIMX M BCIIOMOTATENIbHBIX BEIIECTB, BXOAAIIMX B COCTaB
JIEKapCTBEHHOIO TIpenapara,;

) MUKpOOHOJIOrMYECKHEe XapaKTePUCTUKH;

3) MaTepUATBHBIA OaaHC IJis MPOM3BOACTBA CEpHUH I'OTOBOIO IPOAYKTA’, KOTOpbIii
MOXXeT OBITh IPEICTaBICH B BHAE OJIOK-CXeMbl, OTOOpakarolieil Mociea0BaTeIbHOCTh
BEIIIOJIHEHHS BCEX OTallOB M CTaguil (Omlepaluii) TEXHOJIOIMYECKOro Imporecca,
C YyKa3aHHEM OCHOBHBIX MAaTEepHAJBbHBIX IOTOKOB (CHIpbE, MaTepHaibl, IOIyYeHHE
IIPOMEXYTOYHBIX MTPOXYKTOB, BEIXOJ] TOTOBOTO JIEKAPCTBEHHOTO NIpernapara);

1) OIIHCaHWe XapaKTEPUCTHK M CBOWCTB YIAaKOBOYHEIX MAaTepHANIOB M YKYIOPOYHBIX
CPEeIICTB;

K) JIOKYMEHTAJIbHOE TOATBEpXKACHUEe (BaluAalysl) MNpOLECCOB IPOU3BOJICTBA,
BKJIIOYaiomiee WHGOPMAIMIO TO0 BalWJalld¥ I[polecca INPOU3BOJACTBA M BHIOOPY
KOHTPOJIBHBIX ~ TapaMeTpoB M HUCHBITaHWM B MpoLEcce  NPOM3BOJCTBA,
" (WIM) UX OLEHKa;

a) TpeGoBaHMsT K  KAyecTBy  BCIIOMOTaTeNBHBIX  BeIIeCTB  (cepTHQHKAT,
cnenuduKannsd Ha BCIOMOraTejbHbIE Bel[ecTBA M HX OOOCHOBaHME), B TOM YHCIE
B KauecTBe 00OCHOBaHMS MPEIOCTABISAIOTCS CBEACHUS, IMOATBEPXKAAIOLHE BO3MOXHOCTH
IpUMEHEHHs] BCIIOMOTaTeNIbHBIX BEIIECTB JUIs MPOM3BOJCTBA JIEKAPCTBEHHOTO IIpernapara
B IIeJIsAX oOecreueHns CTaOMIBHOCTH JIEKapCTBEHHOH (POPMBEI;

M) aHAJIUTHYECKHE METOAWKH, HCIIONb3yeMble IPH OCYIIECTBIEHHH KOHTPOJISA
KayecTBa BCIIOMOTaTEIbHBIX BEIIECTB, B BU/E ITEPEYHs C KPaTKUM OIIMCaHUEM;

H) JOKYMEHTAIbHOE TMOATBepXKIeHHe (BalIUJalUs) aHAIUTHYECKMX METOMUK,
HCIIONIb3YEMBIX TPH OCYIIECTBIEHMH KOHTpOJS KadecTBa BCIIOMOTaTeNIbHEIX BEIECTB,
KOTOpOE MOXET ObITh MPEACTABIECHO B BUJIE CBEICHUH, IIOATBEPKJAIOIIMX IPUMEHUMOCTD
¥ JOCTATOYHOCTH METOJIOB KOHTPOJIS KayeCcTBa BCIIOMOTaTENIbHBIX BEHIECTB,;

o) uadopmanusi 00 HCIIOIB30BaHHH BCIOMOTaTeNbHBIX BEIECTB YEIOBEYECKOIO
1 )KHBOTHOTO TIPOUCXOXKJICHHS;

1) MHGOpManus 00 UCITOIH30BaHUH HOBBIX BCIIOMOIaTeBHBIX BEIIECTB;

8 MonmyskT «e» myHkTa 2 9acTu 5 crathy 18 denepanbHoro 3akona Ne 61-@3.
? TloamyHKT «3» MyHKTa 2 yacTu 5 crateu 18 ®enepansHoro 3akona Ne 61-03.
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p) Tpe6oBaHMs K KadecTBY JIEKQpCTBEHHOTO Mpelapara Juisi MEIUIHHCKOTO
NpUMeHeHns (cepTUQuUKaT, cHelMUKalUs Ha JEKApCTBEHHBIM IIpenapaT M HX
o6ocHOBaHuE),

C) aHAIMTHYECKHE METOJMKH, WCIONb3yeMble MpPH OCYINECTBJIEHMH KOHTPOJS
Ka4ecTBa JIEKAPCTBEHHOIO Ipernapara Al MEeJULUHCKOro NPHMEHEHHS, KOTOPHIE B TOM
YHCIIe MOTYT OBITH yKa3aHHI B BUJIE CCHUIOK Ha (hapMaxorneiHble CTaThH WM NOAPOGHOro
IIEpEYHs UCTIONIB3YEMBIX METOOB KOHTPOJIS Ka4ecTRa;

T) JOKyMEHTAJIbHOE IIOATBEpPXKAEHHE (BAIHAALMA) QHATATUYECKAX METOAMK,
UCIIOJIB3YEMBIX IIPH OCYILIECTBIIEHHH KOHTPOJIS KauecTBa JIGKapCTBEHHOIO Hpernapara Jjis
MEIUIMHCKOrO NIPUMEHEHHS, B TOM YHCJE CBEJICHHUS, IIOATBEPXKAAIONINE TPUMEHUMOCTE
Y TOCTaTOYHOCTE METOAOB KOHTPOJS KayecTBa JIEKapCTBEHHOT'O IPenapara;

y) pe3yJbTaThl aHAIM30B CEpHid JIEKApCTBEHHOrO Mpenapara sl MeTHIHHCKOTO
IpUMEHEHHS,

¢) xapaKTepuCTHKa IpUMeCEii;

X) lepedeHb CTaHAAPTHHIX 00pa3suoB, HMCHONB3YEMBIX IIPH  OCYIIECTBICHHH
KOHTPOJIA Ka4eCTBa JIEKAPCTBEHHOTO TIpernapara JUisi MEOUIUHCKOTO IIPHMEHEHHNS;

II) JaHHBIE O CTaOMIBHOCTH JIEKQpPCTBEHHOIO Ipernapara JJjid MeIULIMHCKOIO
IPUMEHEHHS.

5. Paznen ¢dapMakonoruueckoi, TOKCHKOIOTHYECKOH NOKyMEHTalMH (HOPMHUPYETCs
13 OTYETOB O pe3yabTaTax JOKIMHUYECKHUX UCCIIEeNOBaHMl JIEKAPCTBEHHOTO CPEICTBA [Is
MEIUIIMHCKOTO IPUMEHEHHS, B TOM YHCIIE H3:

1) otyueta 0 ¢apMakoAHHAMHYECKHX HCCIIEHOBAHUAX, B TOM YHCJIE MOXET OBITh
IPEICTABIIEHO KpaTKOE pe3loMe O NPOBEJIEHHBIX (hapMaKOAMHAMHYECKHX HCCIIEI0BAHUAX
B Clly4ae, €ClId TaKUX UCCIIeHOBaHM TPOBEAEHO HECKOIBKO;

2) otueta 0 (papMaKOKHHETHYECKHX HCCIEJOBAHHUAX, B TOM YHCIE MOXET OBITH
IPEJCTABIEHO KpPAaTKOe Pe3toMe O MPOBEAECHHBIX (hapMaKOKUHETHYECKHX HCCIIEIOBAHUAX
B ClIydae, €I TaKUX UCCIIEOBaHUH IPOBEIEHO HECKOIBLKO;

3) oTueTa O TOKCHKOJNOTHYECKHUX HCCIEAOBAHUAX, B TOM YHCIE MOXET OBITH
MIPEJICTAaBIIEHO KpPaTKOE pPEe3lOMe O IIPOBEJEHHBIX TOKCHKOJIOTHYECKHX HCCIEHOBAHUAX
B ClIy4ae, €ClI¥ TaKUX UCCIIeJOBaHUIt ITPOBEAEHO HECKOJBKO.

6. Pazmen ximHM4YecKol JoKyMeHTanmu (OpPMHpPYETCS M3 OTYETOB O pe3yibTarax
KIMHUYECKUX  HCCIEIOBAaHMM  JIGKAPCTBEHHOrO Ipemapara Ui  METUI[HHCKOIO
IIpUMEHEHUs, B TOM YHCIIE U3:

1) otuetoB 00 wucclenoBaHMAX OHOMOCTYIMHOCTH ¥ OHO3KBUBAJIEHTHOCTH,
WICCIIEZIOBAHUAX, YCTaHABINBAIOIUX KOPPETAIHIO Pe3yIbTaToB, HOMYYSHHBIX B YCIOBHAX
in vitro # in vivo;

2) oT4eTOB 0 (PapMaKOKMHETHIECKHUX UCCIIEIOBAHUAX;

3) oTueToB 0 (papMaKOAUHAMHUIECKUX MCCIIEIOBAHMAX;

4) oTUETOB O KIMHUYECKHX HCCIeTOBaHHSIX 3((EKTHBHOCTH M 0€301acHOCTH,
BKJIIOYash OTYETHI O pe3yJbraTax KIMHUYECKUX HCCIENOBAaHUHA JIeKapCTBEHHOTO
mpernapara, He OTHECEHHOTO K ophaHHBIM JIeKapCTBEHHBIM IIpelapaTaM, NPOBEJEHHBIX
B Poccuiickolt ®@enepanuu, Wi MEXIYHAPOAHBIX MHOTOLEHTPOBBIX KIMHUYECKHX
WCCJIEJIOBAaHUNA  JIEKAPCTBEHHOIO  IIpemapara, He OTHECEHHOro K  opdaHHBIM
JleKapCTBEHHBIM IperaparaM, 4acTh U3 KOTOPHIX IpoBeseHa B Poccuiickoit ®exnepanyu;
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5) oT4eTa 0 MOCTPErHCTPAMOHHOM OIIBITE IIPUMEHEHHs (IPH HAJTMYMH).

7. TpeboBanmst kx 00beMy wuH(pOpPMalUM, IPeJOCTAaBISEMOH B  COCTaBe
PETHCTPalliOHHOIO JOChe, [UIA OTAEHBHBEIX BHJOB JIEKAPCTBEHHBIX IIPENAparoB JUIs
MEJHMLUHCKOTO IIPUMEHEHHsI OnpeneneHsl mpunoxenrem Ne 2 x npukasy MuHucrepcTsa
3npaBooxpaHeHus Poccuiickoil @enepanun ot <<ﬁ » g Ne 4, 09




IIpunoxenue Ne 2
K Iprka3zy MuHUCTEpCTBa 3ApaBOOXpaHEHHS
Poccuiickoit ®enepanuu

OT « /pZ» %] LS 2017 r. Ne %ﬂ%//

TpeOoBanusn
K 00bemy HHGOpMANHH, IPEIOCTABANIEMOH B COCTABE PETHCTPAIIHOHHOIO JOChE,
JJIA OTAEJIBHBIX BHIOB JIEKAPCTBEHHbIX NPENapaToB AJIs1 MEANIIHHCKOTO MPHMEHEHHS

1. B oTHOWIEHWM NE€KapCTBEHHHIX IPENapaToB, Pa3pelIeHHBIX T MEIUIMHCKOrO
npuMeHeHuss B Poccuiickoii ®enepanuu Oonee aBagnaTH jJeT (3a HCKIIOYEHHEM
OHOIOTHYECKUX JIEKAPCTBEHHBIX [IPEMapaToB), JOIyCKAETCs BKIIOYEHHE B COCTAB pasjena
(bapMaKoNOrn4ecKkoi, TOKCHKOJIOTMYECKOH NOKYMEHTAllMd M pasfeia KIMHHYECKOH
JIOKyMEHTallul  BMECTO OT4YeTa pa3paboTuyhka O pe3yjabTaTaXx COOCTBEHHBIX
JOKJIIMHUYECKHX HCCIECIOBaHMI NeKapCTBEHHBIX CPEICTB U KIMHHYECKHX HCCIIETOBAHHI
JIEKapCTBEHHBIX IPENapaTtoB Ui MEAUIMHCKOTO NMPUMEHEHHs 0030pa HaydHBIX paboT
O pe3yibTaTax NOKIMHUYECKUX KCCIEeNOBAaHMH JIEKApPCTBEHHBIX CPEJICTB M KIMHHYECKUX
UCCIIEIOBAaHUM JAHHBIX JIEKAPCTBEHHBIX IPENaparoB, B TOM YHCJIE BKJIOYas OMBIT HX
HOCTPETUCTPALIMOHHOTO IIPUMEHEHUS.

2.Ilpu rocymapCTBEHHOH pErHCTpallid BOCIPOM3BENEHHBIX JIEKAPCTBEHHEBIX
IpernaparoB A1 MEAULMHCKOrO IMIPUMEHEHUs JOIMYyCKaeTcs BKIIOUEHHE B COCTAaB pasjieia
¢bapMakKoIOTHYecKol, TOKCHUKOIOTHYEeCKON OKYMEHTAlMH M pas3feNia KIHHUYECKOM
IOKyMEHTAaIlil BMECTO OT4eTa pa3pabdoTiMka O pe3ysibTaTaX COOCTBEHHBIX
OOKIMHUYECKUX WCCICIOBAaHUN JIEKapCTBEHHBIX CpENCTB 0030pa Hay4HBIX paboT
O pe3ylbTaTax JOKIMHHYECKHX UCCIeIoOBaHUi pedepeHTHOro IeKapCTBEHHOro Mpenapara
M [peiCTaBlIeHHWE BMECTO KIMHMYECKUX HCCIeAOBaHUM B IIONHOM 0OBeMe,
YCTAaHOBJICHHOM pa3feioM KIMHUYECKOM [OKYMEHTallid, OT4eTa O pe3ylbTarax
UCCIIEJIOBaHUNA OHMO3PKBHUBAIIEHTHOCTH BOCIPOHM3BENEHHOIO JIEKAPCTBEHHOI'O Ipernapara
JUIA MEIMIMHCKOrO IpHUMEHEHHS WIM OT4YeTa O pe3ylibTaTaX HCCIeTOBaHUiI
TepamneBTHUeCKOl SKBHBaTeHTHOCTH . He TpebyeTcs mpecTaBieHue oT4eTa O pesyIbTaTax
UCCIIeIOBaHUH OMO3KBHBAJIEHTHOCTH BOCIPOHM3BEIEHHOIO JIEKAPCTBEHHOro IIpernapara
IUIA  MEJMIMHCKOrO TMpUMEHEHHS WIM OT4eTa O pe3ylbraTaX HCCleloBaHui
TepalleBTUYECKOM SKBUBAJIEHTHOCTH JIEKAPCTBEHHOro IIperapara Uil MeAULUHCKOTO
IpPUMEHEHUS, €CJIU PErUCTPUPYIOTCA BOCIIPOU3BEACHHbIE JIEKapCTBEHHEBIE MpernapaThl st
MEAUIIMHCKOTO IPIMEHEHH, KOTOphIe:

1) npeqHasHAYeHBl [ NapeHTEPalbHOro  (MOAKOXHOTO, BHYTPHMEIIIEYHOTO,
BHYTPUBEHHOTO, BHYTpPUIIIa3HOTO, BHYTPHITIOJIOCEHOTO, BHYTPHUCYCTaBHOTO,
BHYTPUKOPOHAPHOTI'0) BBEIEHU U IPEACTABIAIOT COO0H BOJHBIE paCTBOPHI;

2) npeAcTaBIAIOT coO0 pacTBOPHI I NEPOPANEHOrO IIPHMEHEHNS;

3) npousBeieHE! B (opMe MOPOIIKOB WIHM JMOGUIN3AaTOB AN IIPUTOTOBIECHHUS
PacTBOpPOB;

"Mynxr 12 crates 4, yacts 10 crateu 18 ®enepanshoro 3akosa oT 12 anpens 2010 r. Ne 61-®3 «O6 obpawiennu
JiekapcTBEHHBIX cpeacTB» (CobpaHHe 3akoHoxaTenbcTBa Poccuiickoit ®enepanuu, 2010, Ne 16, cr. 1815; Ne 42, cr. 5293;
Ne 49, ct. 6409; 2011, Ne 50, ct. 7351; 2013, Ne 48, ct. 6165; 2014, Ne 52, ct. 7540; 2015, Ne 10, ct. 1404; 2016, Ne 27,
cT. 4283).



4) SBISAIOTCS Ta3aMu;

5) aBnsroTcs  YIIHBIMH WM TIJa3HBIMH  JICKQPCTBEHHBIMH  MpenapaTaMH,
IpON3BEIEHHBIMU B ()OpME BOAHBIX PACTBOPOB;

6) npeHa3HAYEHBI YIS MECTHOTO NPUMEHEHHS M IPHUTOTOBIIEHBI B ()OpME BOMHBIX
pacTBOpOB;

7) npencTaBisioT co0o0ii BOAHBIE PACTBOPEI JJIs HCIIOJIB30BaHUA B (hOpMe HMHTAIAIHIA
c IIOMoIIbI0 HeOynaif3epa WIK B KaueCTBe Ha3alIbHEBIX CIIPeeB, MPHUMEHAEMBIX ¢ TOMOIIBIO
CXOJHBIX YCTPOUCTB.

3. Ana cnywaeB, yKa3aHHBIX B HOANyHKTax 1-3, 5-7 myHKTa 2 HACTOAIIMX
TpeOOBaHMI, BOCHPOU3BENCHHBIH JIEKAPCTBEHHBIH TMpemapar Mii MeIUIHHCKOro
IIPUMEHEHHUs1 JOJKEH COJep)KaTh TaKUE K€ BCIOMOTaTelbHBIE BEIIECTBA B TaKHX XKe
KONMYeCTBaX, Kak M pedepeHTHBIH JIeKapCTBeHHBIH mpemapaT. Ecioum cocTaBsl
BCIIOMOTAaTENbHBIX  BEIIECTB  pa3iMYalOTCs, 3asBUTENbh  JODKEH  MPeICTaBUTh
JI0OKa3aTeNbCTBa TOTO, YTO HCNOJIb3yeMble B JAHHBIX KOHIIEHTPAIUAX BCIIOMOTaTeNIbHEIE
BEIIECTBA HE BIHMAIOT Ha OesomacHOCTh M (WiM) 3(QQEKTUBHOCTH JIEKAPCTBEHHOTO
mperapara Ajs MEIUIMHCKOTO IpHUMeHEeHHs. B ciydae ecnu 3asBUTENh HE MOXKET
Ipe/ICTaBUTh TaKHe JOoKa3aTelnbcTBa M (WIM) He MMeeT JOCTyHa K COOTBETCTBYIOLIMM
IaHHBIM, OH JOJDKEH NPOBECTH COOTBETCTBYIOIINE HCCIIEOBAHHUS IS JOKa3aTelabCTBa
OTCYTCTBUSA BIUSHHUSA pPa3HBIX BCIIOMOTaTENBHBIX BEIIECTB MM BCIIOMOTATEIBHEBIX
YCTpOHCTB Ha Oe3omacHOCTh M (MiK) 3¢ (EKTUBHOCTH JICKAPCTBEHHOTO IMpernapara s
MEAMIIMHCKOIO INPUMEHEHHs B  MOpSAAKE, YCTAHOBJIEHHOM  YIIOJIHOMOYEHHBIM
(benepalbHBIM OPraHOM HCIIOJTHUTENBHOM BIACTH.

4.Tlpu rocynapcTBeHHO# perucTpalu KOMOWHAIMii paHee 3aperdHCTPHPOBAHHBIX
JIeKapCTBEHHBIX NpPeraparoB AJS MEIVLIMHCKOTO NMPUMEHEHHUS MOIYCKAeTCs BKIIOUEHHE
B COCTaB pazlena (apMaKOJIOTUYECKOM, TOKCHMKOJOTHYECKOH NOKyMEHTAaIllMu H pasjela
KJIMHUYECKOH JOKyMEHTaIlil BMECTO OT4eTa pa3paboTyhka o pe3ynbraTtaX COOCTBEHHBIX
JOKIIMHUYECKNX HCCIIeJOBaHUN JIeKapCTBEHHBIX CpelICTB 0030pa HAy4YHBIX paboT
O pe3yJapTaTax  JOKIMHMYECKUX  HCCIEeNOBaHMA  pedepeHTHBIX  JIeKapCTBEHHBIX
IpenapaToB, BXOMMIIXX B COCTaB KOMOWHAIMM  JIEKApCTBEHHBIX  IIpeNaparos,
¥ 00 OTCYTCTBUU HX B3aUMOJEHCTBUA B OJJHOH JiekKapCTBEHHOHU opMe.

5.B memsax OSKCHepTH3Bl JOKYMEHTOB, TNPEACTaBIEHHBIX [UISL ONpeAeleHHs
BO3MOXXHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIH Mpenapar i1 MEAUIMHCKOTO IPUMEHEHUS
IpH  OCYIIECTBIEHMM TIOCYAapCTBEHHOH perucTpalud B KadecrBe Op¢aHHOIO
JIEKapCTBEHHOTO IIperiapara, 3asBUTENIb MpEJICTaBlIIeT B DJIEKTPOHHOH ¢opMe U Ha
OyMaXHBIX HOCHUTENSIX JOKYMEHTHI, yKa3aHHble B moAmyHkrax 1, 2, 5, 6, 10 mynxra 3
4 IIyHKTe 6 mnopsaka ¢OpMHPOBaHUSA PpErMCTPAIIOHHOTO JOChE Ha JIEKapCTBEHHBIN
npenapar Ui MEIUIUHCKOTO MPUMEHEeHHs M TpeboBaHMM K JOKyMEHTaM B €ro COCTaBe,
yTBEP)KJIEHHBIX NpUKa3oM MuHKCTepcTBa 31paBooxpaHeHus Poccuiickoit ®enepanuu
OT « /L. » #/oN 5 2017 . Ne %24, .

6. IIpn rocymapCTBEHHOH peructpandd Op(aHHOTO JEKapCTBEHHOTO IIperapaTa
3agBUTEb IIPEACTaBlgeT HMHGMOpMAIMIO, HeoOXoAuMYIo AN (GOpPMHpPOBaHUS pasjena
KINHHYECKON  NOKYMeHTalud, B o00beMe, YCTaHOBIEHHOM MMHHUCTEPCTBOM
3ApaBooxpa”eHus Poccuiickoi (I)enepaunnz.

2 MMommynKT 5.2.148% Tlonoxenus o MUHHCTEPCTRE 34paBOOXpaHeHHs Poccuiickoii Menepaumy, YTBEPKIEHHOTO
nocranoBicHneM IIpaBurensctBa Poccuiickoii @epepaunn ot 19 mona 2012 r. Ne 608 (CobpaHue 3aKOHOAATENBCTBA
Poccuiickoit ®epepauny, 2012, Ne 26, cr. 3526; 2013, Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, ct. 2812; Ne 45, cr. 5822; 2014,
Ne 12, cT. 1296; Ne 26, ct. 3577; Ne 30, c1. 4307; Ne 37, ct. 4969; 2015, Ne 12, ct. 1763; Ne 23, c1. 3333; 2016, Ne 9, cT. 1268;
Ne 27, cT. 4497; Ne 34, cT. 5255; Ne 49, c1. 6922; 2017, Ne 7, ct. 1066).




7. Ilpu peructpanyy OHOJIOTHYECKOTO JIEKAPCTBEHHOIO Mperapara, MOJIy4eHHOTO U3
KpOBH, IJIa3Mbl KPOBU YEJIOBEKA, B COCTABE PErUCTPALIMOHHOTO J0Che Ha JieKapCTBEHHBIH
npernapar  JUis  MEAMLMHCKOrO  IPUMEHEHUS  JOJDKHBI  OBITh  NPEACTaBICHEI
JOTIOJTHUTENBHO:

1)B pasnmene OOKyMEHTaUMH AAMHHUCTPATMBHOIO  XapaKTepa JOKYMEHT,
colepxanmii uHpopMamMio o CcyObekTax oOpameHHus MSOHOPCKOM KpoBH M (HIIH)
€e KOMIIOHEHTOB, O TOM, rAe Oblaa ocymiecTBieHa AoHaimA (KpoBu U (WIH) TUIa3MBI
KpOBM), aTaKXke JaHHble 00 HWHQEKIHOHHBIX 3a00NeBaHMAX, IEepeNaroIIUXCs
NapeHTepallbHbIM IIyTeM, HHbopMauus o cyObekTax oOpallleHHs JOHOPCKOH KpOBH
Y (ATH) ee KOMIIOHEHTOB, B OTHOIIEHHH KOTOPHIX OCYLIECTBISAETCS KOHTPOJIb NJOHOPCKOI
KpOBH U (WJIH) ee KOMIIOHEHTOB,

2) B pazJienie XUMHUYECKOH, (papMalleBTHIECKOH M OHOJIOTHYECKOM JOKYMEHTALIHH:

a) KpUTEpHH U CTIOCOOBI 0TO0pa, TPaHCIIOPTHUPOBAHUS M XPaHEHHUS JJOHOPCKO KPOBH
U (WJIH) ee KOMIIOHEHTOB,

0) pe3ynbTaThl UCCEN0BaHM 0TOOPaHHBIX JOHOPCKOH KPOBU M (MITH) TNTa3MbI KPOBH
U TOyJoB Ha Haimgyue Bo3Oyautened wuwHQeKuMHd, BKIOYas  HHGOPMAIIHIO
00 MCTOJIB30BaHHBIX METOAMKAX HUCCIICAOBAHUMA U B CIIy4ae MCCIIEIOBAHMS ITYJIOB IIa3Mbl
KpOBH pe3yJbTaThl JOKYMEHTAJIBHOTO MNOATBEPXKIeHMs (BalMAalHH) HCIOJIB30BaHHBIX
METOJIUK;

B) TEXHUUYECKHE XapaKTEPUCTUKH YIAKOBKH Ui 0TOOpa JTOHOPCKON KpOBH M (WJIH)
IU1a3Mbl  KpPOBM, BKJIOYas HHGoOpManuio o0  HCIONB30BAaHHBIX  pacTBOpPax
AHTUKOAT'YJISTHTOB.

8. Iy nexapCTBEHHBIX MpenaparoB s METULUHCKOTO NMPUMEHEHHS, B OTHOIEHUH
KOTOPBIX B pE3yJbTaTe SKCIEPTU3Hl JOKYMEHTOB, NPEICTABIEHHBIX IJIsA OIpedeseHus
BO3MOXXHOCTH paccMaTpHBaTh JIEKapCTBEHHBIH Npernapar Jisi MEAULIMHCKOTO NPUMEHEHHS
B KadecTBe Op¢)aHHOrO JIEKapCTBEHHOTO IIpemapaTa, Takas BO3MOXHOCTh IpH3HAHA
Y B OTHOILIIEHUHN KOTOPBIX NPOBEJEHB KIMHWYECKHE HCCIIECJOBAHHS, BBITOJHEHHBIC 3a
npeaenamu Poccuiickoit @enepaniii B COOTBETCTBUM C HpaBWJIaMU HaJJexalien
7abopaToOpHOM IMpPakTUKM MW TpaBWIaMH HaJjiexamed KINHUYECKOH IIPaKTHKH,
IOIyCKaeTcs BKJIIOYEHHE B COCTaB paszelia KIMHUYECKOH JTOKyMEHTAllid BMECTO OTdYeTa
O pe3yJibTaTax  KJIMHMYECKUX  HCCIIEJOBaHHMH  JIEKAPCTBEHHOrO  Ipenapara Ui
MEIUIIMHCKOTO IIpUMEHEHWs, TMpoBeleHHBIX B Poccumiickoit ®@epepanuu, otyeta
O pe3yJibTaTaxX KIMHUYECKUX MCCIIEeIOBaHWHM, BBIINOJHEHHBIX 3a mpeaenaMu Poccuiickoi
denepanuu.



IIpunoxenue Ne 3
K IIpHKka3y MuHHCTEpCTBA 3ApaBOOXPaHEHHS
Poccuiickoit ®eneparnuu

OT « /1» ury 2017 r. Ne 4/%/7

Iopsaaox
NpPeACTABJICHUS JOKYMEHTOB, H3 KOTOPBIX GOpMHpYyeTCcH perHcTPallHOHHOE A0Che
HA JIEKAPCTBEHHBIi Npenapar AJs MeJHINHCKOTO NPUMEHEHHs
B LIeJISIX €r0o rocyJapCcTBEHHOMH perucrTpanun

1. HacTosmuii nopsfoK ycTaHaBIMBAaeT IpaBWIa IPEACTABIEHHS HOPUIMIESCKHM
JIULIOM, JEHCTBYIONIMM B COOCTBEHHBIX MHTEpecaX WIH YIOJTHOMOYEHHBIM MPEICTaBIsATEh
UHTEPECHl IPYroro IOPHAMYECKOro JIHIA M 3asfBIIIIOIINAM JIEKapCTBEHHEIM Ipemapart
Ha TOCYJapCTBEHHYIO pETrMCTpanMio (majnee — 3asBUTENh), B MHHHCTEPCTBO
3apaBooXpaHeHus: Poccutickolt @efepaliuyl 3a8Ble€HHS O FOCYAApPCTBEHHON PETHCTPALAH
JIEKapCTBEHHOI'O IIpenapara Iuis MEAWIMHCKOro NpUMeHeHHs (Hanee — 3asBIEHHUE)
Y HEOOXOJVMBIX JIOKYMEHTOB, K3 KOTOPBEIX (OPMHPYETCS PETUCTPALMOHHOE JOCHE
Ha JICKapCTBEHHBIA MpenapaTr A MeIULMHCKOro NpUMEHeHWs (fajiee — JOKYMEHTBI
PETUCTPALIMOHHOTO JI0CKE).

2. 3asBieHHe ¥  JOKYMEHTBl  PETHCTPALIOHHOTO  JOChE  IPENCTABISIOTCA
B DJIEKTPOHHOH Qopme 1 Ha GyMaKHOM HOCHTEJEe Ha pyccKoM A3bIKe aub0 ¢ IepeBoAOM
Ha pyCCKUH S3bIK, 3aBEPEHHBIM B YCTAHOBIIEHHOM ITOPSIKE .

3. B cirydae ecny JOKyMEHT pErUCTPALlHOHHOTO OChE MMEET HECKOJIBKO JUCTOB, OHU
IIPOLIMBAIOTCS, HPOHYMEPOBHIBAIOTCS M Ha 00OpOTE NOCIEAHEro JIMCTa JOKYMEHTa
Ha MECTe CKpEIUICHMs 3aBepsIOTCA IOJNKCHIO YIOJIHOMOYEHHOTO JIMLa C yKa3aHHeM
obmiero Kojiu4ecTBa JIHCTOB JOKyMEHTa. B ciyd4ae mpeAcTaBleHUS 3asBHUTEIEM
JOKYMEHTOB DPETHCTPAIliOHHOTO J0Che, MMEIOUIMX HECKOJIBKO JIUCTOB M 3aBEPEHHEIX
B yCTaHOBJICHHOM TIOpA/IKE, TaHHOE TPeOOBaHME K TAKMM JOKYMEHTaM He IpeIbsIBIETCS.

4. Ha rocyqapcTBEeHHYIO PErMCTPalMIO Pa3jIdyYHBIX JIEKAPCTBEHHBIX (OPM OIHOTO
M TOro J>X€ JIeKapCTBEHHOro Iperapara A MEIUIMHCKOrO IIpUMEHEHHsS 3asABHUTEID
MIPEZICTaBIsAET OTAEIbHBIE 3asBICHUS M JOKYMEHTH! PETHCTPAIIMOHHOTO TOChe Ha KaX IO
JeKapCcTBeHHYIO popMy. B ciiyyae omHOBpeMEHHOTr0 NpeicTaBIEHUS Ha FOCYIapCTBEHHYIO
pETHCTpallii0O  OOHOM  JIEKapCTBEHHOH (opMBI ¢  pa3MuYHBIMH  HO3HPOBKOIA,
KOHIIEHTpaIueld, 00beMOM 3asdBUTENb IPEACTABISIET OAHO 3asABlIEHHE O rOCyapCTBEHHOM
pPEerucTpalyy JEKapCTBEHHOro mpernapara i MeJULIMHCKOTO MPUMEHEHUS U JOKYMEHTHI

* OcHOBHI 3aKkoHOAaTenscTBa Poccuiickoil deaepanuy o Hotapuare oT 11 ¢eppans 1993 r. Ne 4462-1 (Bepomoctn Cresna
Hapoaseix AenyTatoB Poccuiickoit ®eaepauimu m BepxorHoro Cosera Poccuiickoit ®@eaepamun, 1993, Ne 10, cr. 357;
Cobpanue 3akoHozaTenscTBa Poccutickoit @eneparuy, 2003, Ne 50, cr. 4855; 2004, Ne 45, cr. 4377; 2005, Ne 27, ct1. 2717,
2007, Ne 1, ct. 21; Ne 27, ct. 3213; 2008, Ne 52, ct. 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, ct1. 6699; 2014, Ne 26, ct. 3371; Ne 30, cr. 4268, 2015,
Nel,ct. 10; Ne 13, cr. 1811; Ne 29, cr. 4385; 2016, Ne 1, cT. 11; Ne 27, ct. 4293);

KonBeHnus, OTMEHsIOIas TpeGoBaHME Jeralnu3allyd HHOCTPAHHBIX O(MIUANLHLIX JOKYMEHTOB, 3aKilodeHHas B [Taare
S oxtabpsa 1961 roxa (patuduumporana Poccuiickoii ®enepauueii 4 ceHrsabpa 1991 r., BrowieteHb MeXIyHapOAHBIX
JOroBOpoB, 1993, Ne 6).
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5. 3agBneHNe O TOCYNApCTBEHHOM perucTpalliii JIeKapCTBEHHOTO Npernapara A
MEJMLMHCKOIO IPUMEHEHUs, JOKYMEHTHI PETUCTPAllIOHHOTO JOChE M MHBIE TOKYMEHTBI,
CBS3aHHBIC C IPOLEAYpPOl rOCYJapCTBEHHOM pEeruCTpaliy JIEKApCTBEHHOI'O Iperapara
JUId MEJMLHHCKOIO INpHUMEHEHUs, oQopMisioTcs JlemapTaMeHTOM TocyAapCTBEHHOTO
perynupoBaHus OOpalleHus JIEKapCTBEHHBIX CPEeICTB MHHHCTEPCTBA 3paBOOXPAaHEHHUS
Poccuiickoii ®epnepaudd B OTAENBHOE €0, KOTOpOe XpaHUTCA B (deaepalbHOM
rOCyJapCTBEHHOM OI0/DkeTHOM ydpexaeHun «HayuHBI# IIeHTp SKCIEPTH3BI CPENCTB
MEAMIMHCKOro IpUMeHeHNs» MuHUCTepCcTBa 3paBooxpaneHns Poccuiickoiit deneparumn.



