IMPABUTEJILCTBO POCCHHUCKOHN ®EJEPAIIMUA
IIOCTAHOBJIEHHE

oT 23 mapta 2022 r. Ne 440

MOCKBA

006 yTBepiKaeHHH 0c00eHHOCTeH BHECEHHs H3MeHEeHHHl B JOKYMEHTDI,
coJepskaliHecsi B PerHCTPallHOHHOM JA0Che HA 3aperHCTPHPOBAHHbBIH
JieKapcTBeHHbIH Mpenapar AJIA MeAHIHHCKOIO IPHMEHEHH A, B Cjly4dae
Ae(eKTYPhI HJIIH PHCKA BOSHHKHOBEHHS Xe(peKTYphbl J1eKapCTBEHHBIX
NnpenaparTos B CBS3H ¢ BBeJleHHeM B OTHoIIeHHH Poccuiickoi Pegepanum
OrpaHHYHTEJBHBIX MepP JKOHOMH4Y€eCKOro XxapaKkrepa

B coorBerctBuH ¢ wacthio 10 cratem 30 @enepasbHOrO 3aKOHa
"O6 oOpameHun JnekapcTBeHHbIX cpeacTB" IlpaButensctBo Poccuiickon
QenepalMM NOCTAHOBJAAET

1. YTBepauth nmnpuiaraemMple OCOOGHHOCTH BHECEHHUS  H3MEHEHHUH
B JOKYMEHTHI, coaepalyecs B pErMCTpallMOHHOM 0Che
Ha 3aperMCTPUpPOBAaHHBI I€KApCTBEHHBIH IMpemnapar [ MEIHLHHCKOro
NpUMEHEHUs, B ciydae ae¢eKTypbl WIH pPUCKAa BO3HHKHOBEHHUS Ie(eKTypbl
JIeKapCTBEHHBIX IpeNapaToB B CBA3M C BBEAECHHEM B OTHOLIEHUH Poccuiickoi
®denepalliy OrpaHUYUTENBHBIX MEpP Y9KOHOMHUUYECKOTO XapakTepa.

2. Hacrosimee mnocTaHOBIEHWE BCTyNMaeT B CHIY CO JHS €ro
oduLMaTEHOrO ONMyONUKOBaHUA U AeHcTByeT Ao 1 suBaps 2023 r.

Ilpencenarens [IpaBute

Poccuiickoit @enepapu M.Muuyctun
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YTBEPXJEHBI

nocraHoBieHueM [ IpaBuTenbcTBa
Poccuiickoit ®enepauuu
oT 23 mapta 2022 r. Ne 440

OCOBEHHOCTH

BHECEHHH H3MEHEHHH B JOKYMEHTbI, coAep KalHecs
B PErHCTPALHOHHOM A0Che HA 3aPerHCTPHPOBAHHDIH JleKaAPCTBEHHbIH
npenapart AJisi MEAHIMHCKOI0O IPHMeHeHHs, B cJlyyae AedeKTypbl HIH
pHCKAa BO3HHKHOBEHHS Ae(peKTypbl JIeKapCTBEHHBIX NPeNnapaToB B CBA3H
¢ BBeieHHEM B oTHOLIeHHH Poccuiickoit Peaepaunn orpaHHYHTEIbHBIX
Mep IKOHOMHYECKOro Xxapakrepa

1. Hacrosumii  1OKyMeHT  omnpezgenser  OCOOGHHOCTH  BHECEHHUS
U3MEHEHUH B JOKYMEHTBI, CcOJepXalldecs B pPErUCTPallMOHHOM AOChe
Ha 3aperMCTPUpPOBAaHHBIM JIEKAPCTBEHHBIA TMpenapar Al MEAULUHCKOro
NpYMeHeHUs (Janee COOTBETCTBEHHO -  JIEKAPCTBEHHBIH  Ipenapar,
perucTpaldoHHOe AOChe), B ciyudae AedeKTyphl JeKapCTBEHHBIX IpenapaToB
B CBSI3U C BBelleHHeM B oTHolleHUU Poccuiickoii denepannu orpaHHUUTENBHbIX
Mep 3KOHOMMYECKOro Xxapakrtepa (naiee - fAedekTypa) WM PpHUCKa
BO3HUKHOBEHHSA Ne(DEKTYpHI.

2. [JedexTypa wiM pHUCK BO3HUKHOBEHMS AedeKTypbl € YKa3aHHEM
HaMMEHOBaHHUM JieKapCTBEHHbIX npenapaToB (Mex ayHapoIHBIX
HeNMaTeHTOBAaHHBIX, HWJIM XUMHUYECKUX, WM TPYNIHPOBOYHBIX), HX (OpM,
JN03UpPOBOK, TpeOyeMbix 00beMOB AJisl Leneld BBo3a B Poccuiickyio ®enepanmio
W B HMHBIX cliydyasx oOpallleHWsl JieKapCTBEHHBIX MpenapaTroB OMpeAesioTcs
MEeKBEIOMCTBEHHOH KOMMCCHEH, IOJIOXKEHHE O KOTOPOH H COCTaB, a TaKXe
KPUTEpUH Je(eKTypbl WIM pUCKAa BO3HUKHOBEHMS JAe(heKTypsl YTBEPXKOAOTCS
MuHnucrepctBoM  3apaBooxpaHeHuss Pocculickoit ®enepauuu. Peluenue
MEXBEJJOMCTBEHHON KOMHCCUH OodopMIsercs 3akKiioyeHueM, fopMa KOTOpOro
yTBepxaaeTcs MUHUCTEPCTBOM.

B coctaB MexBeIOMCTBEHHOW KOMMCCHH BKJIOYAIOTCS TMpPEICTABUTENH
MunuctepcTBa MNpPOMBILIIEHHOCTH M ToproBiau Poccuiickoit ®epepanyy,
®denepanpHOii TaMOXXEHHOH ClyxObl, ®enepanbHOH cnyXObl 10 HaI30py

5542091.doc



B cepe 3ApaBOOXpaHEeHHs U APYTUX 3aUHTEPECOBAaHHBIX defiepalibHBIX OPraHoB
HCIIOJHUTENBHOHN BIaCTH.

3. BHeceHue HU3MEHEHUI B JOKYMEHTHI, cojepxaluecs
B PETHCTPAalHOHHBIX JOCBE, B OTHOIIEHUH KOTOPBIX MEXBEIOMCTBEHHOH
KOMHCCHEH ycTaHOBIeHa AedeKTypa WIH PHUCK BO3HHUKHOBEHHS Je(eKTYpHI,
OCYILECTBJIAETCA B CIEAYIOLINX CIIyqasnx:

a) 6e3 MpoBeAECHHUA IKCIIEPTH3HI KauecTBa JIEKapCTBEHHBIX NpenapaTos:

3aMeHa U (MiaHM) pobaBneHWe Tpou3BoAHMTENeH M (WIM) MOCTaBIIHKa
MCXOJHBIX M BCIOMOTaTeNIbHBIX MaTepHaloB U (WJIM) TaKUX Xe HCXOOHBIX
M BCIIOMOTraTelbHBIX MaTepHUasIOB, MCNOJb3YyeMBIX B Npolecce NPOH3BOACTBA
(apManieBTH4YeCcKON CyOCTaHLHMM WM JIEKapCTBEHHOTO Npemnapara (peaxTHBBI,
IPOMEXYTOYHBIE NPOAYKTHI, KYJIbTypajlbHBIE CpeAbl H HX KOMIOHEHTHI,
GUIBTPBI, COPOEHTHI, paCXOIHbIE MATEPHATHI, MELIKH, IJIAHTH U Ip.);

3aMeHa M (wiM) Jo0aBieHWE NPOM3BOAUTENEH M (WJIM) INOCTaBLIMKA
obopynoBaHus H (MNIHM) aHAIOTMYHOro 0OOpYAOBaHUA, HCIONB3YEMOro B
npoLecce MPOU3BOACTBA (papMalleBTHUYeCKOH CyOCTaHLIMH HITH JIeKapCTBEHHOTO
mpernapaTta, a Taloke H3MEHEHHS B IIpoliecce MPOU3BOACTBA, CBS3aHHBIE
C UCIIOJIb30BaHKEM AJIbTEPHATHBHOTO 000pYIOBaHHUS;

3aMeHa 4 (WnM) aobaBieHHe mNpou3BogUTENEed H (HMJIH) IOCTAaBIIMKA
CTaHAapTHBIX 00pa3suoB ¥ (WIM) aHANOTMYHBIX CTaHAApPTHHIX 00pa3loB,
aTTeCTOBAaHHLIX B COOTBETCTBHH C I'OCYNApCTBEHHOH (apmaxorneed, peakTHBOB,
MaTepualoB, 00OpyIdOBaHHMSA, HUCHONb3YEMBIX B Ipoleccax aHaTHTUYECKOTro
KOHTpOJIS  MOJYNPOAYKTOB, ¢apMaueBTHUeCKOl ~ cyOcTaHOMM WM
JIEKapCTBEHHOTO IIpernapara, a TakKe HU3MEHEHHUE AHAUTUYECKHMX METOIMUK,
CBA3aHHBIX C BKJIIOYEHHUEM, M3MEHEHHEM WM J00aBieHHEM albTepHAaTUBHBIX
MaTE€pUaNOB, pEaKTUBOB, OOOpYIOBaHMS M  CTAaHAAPTHRIX 0Opa3loB,
HCIIONIb3YEMBIX B aHAJIUTHYECKHUX METOJIHUKAX;

3aMeHa U (u1M) noGamleHHe NpPOU3BOAMTENEN MNEPBUYHON YIIaKOBKU
¢apmaneBTHYECKOM cybcTaHIINY;

U3MEHEHHEe pa3Mepa cepuH (BKIIOYas [HANa30Hbl pa3Mepa CepHUH)
JIeKapCTBEHHOTO IIpenapara WM ¢papMaleBTH4ecKoi cyOcTaHIINY;

H3MEHEHHE KaKOH-TM60 COCTaBIAOIIEH yNakoBKH  (YMaKOBOYHOIO
MaTepuana);

3aMeHa H (W) poOaBieHHe MPOH3BOIUTENS (apMaleBTHYECKOU
cyOcraHmuu  (BKIIOHAas H3MEHEHHE IUIOMIAJKM  3JTarna IPOM3BOICTBA
(apMaLieBTHYECKOH CyOCTaHIIMK) NPH yCJIOBUH, YTO TaKasd (apMalieBTHYECKas
cyOCTaHIHA BKJIIOYEHA B FOCYIaPCTBEHHBIH peecTp JeKapCTBEHHBIX CPEICTB;
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6) ¢ mpoBeeHHEM 3KCIIEPTU3bI KauecTBa JIEKAPCTBEHHBIX MPENapaToB:

3amMeHa ¥ (win) [obaBrneHWe TNPOU3BOAMTENEH BCIIOMOTaTeNBHBIX
BEIIeCTB M (MJIM) TaKUX OJK€ BCIOMOraTEJIBHBIX BEIIECTB, BXOIAIMINX
B COCTaB (papMalleBTHYeCKOH cyOCTaHUMM HJIH JIEKAPCTBEHHOrO IIpenapara.
ConocTaBUMOCTh KauecTBa MpenaraeMelX K BKJIIOUEHHIO BCIIOMOTraTeNbHBIX
BEILIECTB U paHee YTBEP>KACHHBIX BCIIOMOTaTeNbHBIX BEIIECTB NOJDKHA OBITH
H3y4YeHa [ep)KaTeleM WIM BJaJelblieM pPEruCTPalHOHHOTO YIOCTOBEpEHHUS
JIEKapCTBEHHOI0 Npernapata WId yIOJHOMOYEHHBIM HM IPYTHM FOPHIHYECKHM
JTULOM (Zajiee - 3afBUTENb) Ha OCHOBAaHWH IOKa3zaTesieii MOAJUHHOCTUA U (MIIH)
YHCTOTBHI;

3aMeHa M (unM) gobaBiieHWe TNPOU3BOJUTENEH NEPBUYHON YNAKOBKU
JIeKapCTBEHHOTO Mpernapara,;

3aMeHa 4 (und) [poOaBineHWe NPOU3BOAMTENS (apMalleBTHIECKOR
cyOCTaHLIMH (BKJIIOYas H3MEHEHHE MecTa MPOM3BOACTBAa (apMalleBTHUYECKOH
CyOCTaHLIMH) INpH YCJIOBHH, 4TO WHOpMalMs O Takod ¢apMalleBTUYecKOu
cyOCTaHIIMM HE COAEPXKHUTICA B TOCYHApPCTBEHHOM PEECTpe JeKapCTBEHHBIX
CPEICTB;

3aMeHa M (unM) Jo0aBlneHHe OJHOTO HWIM HECKOJIbKHUX YYaCTHHKOB
npolecca MPOU3BOJACTBA JIEKAPCTBEHHOro Mpenapara (MeCT OCYILECTBICHUS
IPOM3BOJCTBA); '

n3MeHeHHe W (Wwik) poOaBieHHe IoKa3aTelell KayecTBa, METO/I0B
ompefeNieHUs TOKasaTelel KadecTBa M (unu) JobaBrneHue (ynajleHue)
aTbTEPHATHBHOTO METOJA OIpe/ie]ieHUs KayecTna.

4. B upensx BHeCeHMS HM3MEHEHHH B JOKyMEHTHI, cCoJepKaliuecs
B PEeruCTpallHiOHHOM 1OChe€, 3asABUTENb [peJCTaBisieT B MHHUCTEPCTBO
3apaBooxpaHeHHus Poccuiickoit ®egepauuu B QopMe  3IEKTPOHHBIX
JNOKYMEHTOB, IOAMUCAHHBIX O3JIEKTPOHHOM MONNHMCHIO, WIM Ha OyMakxHOM
HOCHTele clelylonie JOKYMEHTBI:

a) 3a9BJI€HHE O BHECEHMH M3MEHEHHH B JOKYMEHTHI, coJepKaliHecs
B PErHCTPallMOHHOM JOChe, M TNpUjlaraeMble K HEMY H3MEHEHHUs, KOTOphIe
BHOCSATCS B yKa3aHHbIE JOKyMEHTEHI;

0) npelsiokeHUss O BHECEHMH H3MEHEHMH B JOKYMEHTHI, COAepXKalluecs
B pErHCTPallHOHHOM JOChe, C MOTHUBHPOBAHHBIM OOOCHOBaHHEM TaKHX
H3MEHEHHI;

B) CBEJEHUS O 3aK/IOYEHHH MEXBEJOMCTBEHHOM KOMHCCHUH O HaJIU4YUH
B OTHOIIEHHH JIEKAPCTBEHHOTO Iperapara JedeKTypbl HJIH pHUCKa
BO3HHKHOBEHHA Je(EKTYPHI;
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) PEKBU3UTHI JTOKYMEHTOB, MOATBEPKIAOIIMX YIUIATy TOCYIapCTBEHHOM
NOIUIMHBI 33 BHECEHHWE M3MEHEHMH B JIOKYMEHTBI, coJAepXaluecs B
PErucTpalioOHHOM JI0Che.

5.1lpu HeoOXOOUMOCTH BHeCEHMS B [OKYMEHTHI, COHep allhecs
B PErHCTPallMOHHOM JOChE€, H3MEHEHWH, MpelyCMOTpeHHbIX ab3anaMu
4YeTBEpTBIM M IIATBIM MOANYHKTa "O" myHKTa 3 HacTOSILEro AOKYMEHTa,
3adBUTENb JOMOJHHTENBHO NpeAcTaBnsier B MUHUCTEPCTBO 3ApaBOOXpaHEHUS
Poccuiickoit  ®enmepanuu  cBefleHMs O  JaTe  MpeJOCTaBIE€HHA U
PETUCTPaLIMOHHOM HOMepe JHUIEH3WH Ha IPOU3BOACTBO JIEKAPCTBEHHBIX
CpPEACTB, BBIAJAHHOW MUMHHUCTEDCTBOM MPOMBIIUIEHHOCTH M TOProBIH
Poccuiickoit  ®enepaumd, WIH CBElleHHd O Jare MNpPeAoCTaBICHHUA
U PpErucTpalMOHHOM HOMEpE 3aKilO4eHUs O COOTBETCTBUM IPOU3BOIUTENS
JIeKapCTBEHHBIX CPEICTB TpeOOBaHUAM TIpaBMII HajexanieH
IIPOU3BOACTBEHHOM MPaKTHKH, BBIJaHHOTO (npenocraBlIeHHOTO)
MuHHICTEPCTBOM MPOMBIIUNIEHHOCTH U TOproBnd Poccuiickoit Penepauyu
B OTHOLIEHHM IIPOM3BOJACTBEHHON IMJIOMIAJKH JIEKApCTBEHHOTO Ipenapara,
B CiIyd4ae, €CJIM IIPOM3BOJICTBO JIEKaPCTBEHHOIO IIperapara OCYILECTBIIAETCS
B Poccuiickoit ®enepanuu, b0 cBedeHHs O JaTe IpeNOCTaBIEHHA
U pEruCTPallMOHHOM HOMEpE BBIOAHHON YIOJHOMOYEHHBIM OpraHOM CTpPaHEI
NPOH3BOAUTENS THIEH3UM Ha MPOW3BOACTBO JIEKAPCTBEHHOrO IIpenapaTa
U ee TIepeBOJ Ha PYCCKHH SA3BIK, 3aBEpPEHHbIE B YCTAHOBJIEHHOM MOpAIKE, WIH
CBEACHUA O JaTe NpEJOCTaB/IeHHWs U PETUCTPALMOHHOM HOMEpE 3aKIIOYEeHHS
O COOTBETCTBHUHU NPOM3BOAUTENS JEKAPCTBEHHBIX CPENCTB TPeOOBAHUSAM NIPaBUII
Haajiexxaued MpOM3BOACTBEHHOM IMPaKTUKHU, BBIIAHHOIO MUHUCTEPCTBOM
HPOMBIIIUIEHHOCTH )74 TOPTOBIH Poccuiickoi ®enepaunu
B OTHOIIEHHM IIPOM3BOJCTBEHHON IIOMAAKH JIEKapCTBEHHOIO IIipernapara,
B Cly4ae, €ClId MPOU3BOIACTBO JIEKApPCTBEHHOI'O IperapaTa OCYyIIEeCTBISETCS
3a npeaenaMu Poccuiickon Penepauyy.

6.B ciydae HEBO3MOXHOCTH IpeACTaBleHHs HHGOpMalud UIH
OOKYMEHTOB, IpPeIyCMOTPEHHBIX IIYHKTOM 5 HacTOAIIEro JIOKyMEHTa,
3asBUTEJIb NPH 0Jaye 3asBICHUS O BHECEHUH U3MEHEHUH, NpelyCMOTpEeHHBIX
ab3allaMH YeTBEPTHIM M MATHIM MNOANMYHKTa "O" MyHKTa 3 HacTOALIETO
JOKYMEHTa, IpeACTaBIsAET CIEAYIONHE JOKYMEHTHI U CBECHHS:

a) JEHCTBYIOIIHE  JOKYMEHTHI,  IOATBEPXKIAIOIIME  COOTBETCTBHE
IIPON3BOACTBEHHOM IUIOIIANKH (Mpou3BOACTBEHHBIX IUTOIIAA0K),
OCYLIECTBIAIOMIE  NPOU3BOACTBO  TIOTOBOM  JIEKAPCTBEHHOH  (OPMEI
M BBIIYCKAIOIMHA  KOHTPOJIb  KadecTBa JIEKApCTBEHHOIO  IIperapara,
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TpeOOBaHUAM  Haule)Kalllel  MPOM3BOJCTBEHHOW  MPaKTHKHM, BBIOAaHHBIE
IPOM3BOIUTEIIIO;

6) konmMsd  oT4eTa O  pe3yiabTatax  MoOCHefHEH  HHCIEKIHH
MIPOU3BOACTBEHHON IUIOMIaAKK (TIPOM3BOJICTBEHHEIX IUIOMIAJIOK HAa 3Tamax
IIPOU3BOJICTBA), INPOBEACHHOH  YNOJHOMOYEHHBIM  OpraHoM  CTpaHEI-
mpou3BoguTeNsl M (WIM) HHBIM YIOJTHOMOYEHHBIM OpPraHOM B TedeHHe
MOCJIEIHHX 3 JIET;

B) CBEJEHH O pe3yJbTaTaX BCeX HHCIEKIUHA NPOU3BOICTBEHHOM
TIOLIAAKH (NPOM3BOJACTBEHHBIX IUIOLIAJO0K) Ha COOTBETCTBHE TpeOGOBaHUAM
[paBUil HaJIEkKallell NpOU3BOACTBEHHOM IMPaKTUKH, MPOBEIAEHHBIX B TEUEHHE
MOCIeaHUX 3 JIET;

I) CBEEHUs O peKIaMalMsIX B OTHOLICHHH KadeCTBa JIEKAPCTBEHHBIX
IIpernaparos, IIPOU3BEACHHBIX Ha NPOU3BOJCTBEHHOM IUIOLIAJKE
(pou3BOACTBEHHBIX MAOIIAAKAX ), 32 IOCAEAHHE 3 roAa;

1) corjlacie  Ha  TpoBeleHHe  (apMalleBTUYECKOH  HHCIEKIIHH
Ha COOTBETCTBHE TpeOOBaHMSAM NPaBHWI HaIUIeXKalled [IPOHU3BOJICTBEHHOM
NpakTUKU EBpa3uiickoro 3KOHOMHYECKOro COI03a;

€) KOITHA OCHOBHOTO JOcke (MacTep-(haiin) Npou3BOACTBEHHON TUIOINAIKH
(MpOoN3BOACTBEHHBIX IIOMIANOK).

B  pamkax npoBeneHHs =~ mpouHedypbl — BHECEHMS  HM3MEHEHHH
B pPEruUCTpallMOHHOe JI0che MUHHCTEPCTBO 3ApaBooXpaHeHUs Poccuiickoi
Qenepauii Ha OCHOBAaHHMM IMPEACTABICHHBIX 3aABHTENEM JOKYMEHTOB,
yKa3aHHBIX B HACTOAIIEM IIyHKTe, MHUIMHpPYET NpoBeJeHHEe BHEIUTaHOBOU
¢apMalleBTHYECKOH HMHCIEKIHH Ha COOTBETCTBHE TpPeOOBaHHMAM IpaBHII
HaJnexalled IpPOU3BOJCTBEHHON NpPakTHKH EBpasuickoro 3KOHOMHYECKOTO
CO103a B MEPBBIe 3 rojja Nocjie COOTBETCTBYIOMIEr0 HHUITUHPOBAHUS.

7. IlpuHsTHEe pelleHHs O BHECEHHH M3MEHEHHH B JOKYMEHTHI,
coeprKallydecs B PErHCTPALIMOHHOM JOChe, WM 00 OTKase 0 BHECEHHHU B HHUX
W3MEHEHUH B cCiydae HeOoOXOOMMOCTH MpOBEOEHHUS 3KCIEPTH3bl KayecTBa
JeKapCTBEHHBIX IIPEnapaToB OCYLIECTB/IETCA B CPOK, HE IpEeBBIIIAIOIIMIA
25 pabounx AHeH, B MHBIX CIly4asX - B CPOK, He npeBblmaromuid 10 paboumx
JHEeH co JHA NOCTyIUIeHHs B MUHHCTEPCTBO 3ApaBooxXpaHeHHs Poccuiickoi
®denepanuy TOKYMEHTOB M CBeJeHHH, yka3aHHBIX B IIYHKTax 4 U 5 HacTosImiero
JOKYMEHTA.

[IpoBeneHne oSKcnepTH3Bl KauecTBa JIEKAPCTBEHHOro  IIpernapara
OCYILIeCTBIIIeTCH y4YpeKAeHHEM, YKa3aHHBIM B cTatbe 15 DenepanbHOro 3akoHa
"O6 obpallieHUH Je€KapCTBEHHBIX CPEACTB" (Hajiee - IKCIEPTHOE YUPEXKICHHUE),
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B CpOK, He npeBblalomMi 15 pabounmx pgHeH coO IOHA MOCTYIUIEHHUA
3agaHusg  MuHuctepctBa  34paBooxpaHeHuss  Poccuiickoit  Penepanum.
Jonyckaercss mpoBeNeHHE DKCNEPTU3bl KayecTBa JIEKAPCTBEHHEBIX NpenapaToB
C HCNOJB30BaHHEM CpPEICTB JUCTAHLIMOHHOTO B3aUMOJEHCTBHUA, MOPAAOK
H  GOpMBI  KOTOPOrO  ONPENENAIOTCS  OSKCIEPTHBIM  YUpeXIeHHEM
10 COTTIACOBAHHIO C 3asiBUTENIEM.

Cpok npoBefeHHs 3KCIEPTH3Bl KayecTBa JIEKAPCTBEHHBIX IIPENaparos,
NONYy4YeHHBIX M3 KPOBH, IUIa3Mbl KpOBH 4eNOBEKa MM KHUBOTHBIX
(38 HCKIIOYEHHEM LIENbHOH KpOBH), OHOTEXHOJOTMYECKHMX JIEKAPCTBEHHBIX
npernapaToB  WIH  TeHOTepalneBTHYECKUX  JIEKApCTBEHHBIX  IIpernaparos,
onpenenseTcs MJIUTENHHOCTBIO MPOBENEHHS HCOBITAHHHM, NpenyCMOTpPEeHHBIX
METOAMKAMH, BKIIOUEHHHIMH B  HOPMAaTHBHYK  JOKYMEHTAallHl0 Ha
JleKapCTBEHHBIN Npenapar, ¥ MoXxeT OBITh poAneH. B ciydae mpoasieHus cpoka
NPOBEAEHUs JKCIEPTU3bl KadecTBa JIEKAPCTBEHHOIO IIpenapaTra 3KCHEPTHOE
yUpeXAeHHe A0 HCTeYeHHS YCTAHOBIECHHOTO CpoKa IPOBENEHUS 3KCIEPTH3BI
HHPOpPMHPYET 00 3TOM 3asABHUTENA MO aApeCy JJIEKTPOHHOM NOYTHI, YKa3aHHOMY
HM B 3a’iBJIE€HHHM O BHECEHMH HW3MEHEHH B [OKYMEHTHI, coIepKaliuecs
B PErHCTPAllMOHHOM J1OChHE.

8. Ilpu mocTyrieHUMH JOKYMEHTOB M CBeJEHHWH, YKa3aHHBIX B IIyHKTax 4
M 5 HacTosIlero JOKyMeHTa, MHHHCTepCTBO 3ApaBooxpaHeHus Poccuiickoii
Qenepauuu:

a) B TeuyeHHe S5 paboumx [AHEH TPOBOAUT IPOBEPKY IOJIHOTHI
U JOCTOBEPHOCTH CBEIEHWH, COAepXKalluxcs B NPECTaBICHHBIX 3asBHUTEIEM
JOKYMEHTaX M CBEJEHHAX, W TpHHHUMAaeT pelleHHe O HeoOXOoAMMOCTH
OpOBENECHUS OKCIEepPTM3bl KayecTBa JIEKapCTBEHHOIO Ipenapara (eciu
3adB/ICHHBIE H3MEHEHUA I[IPeIyCMOTpEHBl MOAIyHKTOM "6" mnyHkTa 3
HaCTOSALIEro JOKyMeHTa) WK 00 OTCYTCTBUH HEOOXOAUMOCTH €€ [IPOBENECHUS;

6) B ciydae IpPHHATHS peElIeHHS O HEoOXOIUMOCTH ITPOBEAEHU
JKCIIEPTH3Bl KauecTBa JIEKapCTBEHHOrO IpenapaTa B TeYeHHe 2 pabouyux AHEH
HanpaBlifseT B JKCIEPTHOE YUYPEXKACHHE COOTBETCTBYIOLEE  3ajaHMe
H YBeIOMJIAET 3aABUTENS O NPHHATOM DEIIEHHH, a TaKXe O HeoOXO0AMMOCTH
NpEeACTaBIEHHS] B JKCIEPTHOE YYpeXJAeHHe o00pa3LoB JI€KapCTBEHHOIO
nperapara 1)1 IpOBeAECHHUS 3KCIEPTU3bI KayeCcTBa JICKApCTBEHHOTO Npenapara,

B) B CJIy4ac OTCYTCTBHUA HEOOXOAMMOCTH IMPOBENEHUS 3SKCIIEPTH3HI
KauecTBa JIEKapCTBEHHOTO Ipenapara B Te4eHHEe 5 paboumx AHeH NPHHHMAET
pellleHHe O BHECEHMM M3MEHEHMH B  JOKYMEHTBI, COJEpIKal[HeCsH
B PETMCTPALMOHHOM JOChe, WM 00 OTKa3e 0 BHECEHMH YKAa3aHHBIX U3IMEHEHHH
U YBEIOMJISET 32 BUTENS O IPHHATOM pEelIEHWH;
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r)B TedeHue 3 pabouux AHEH CO [OHA TOCTYIUIEHHS 3aKIIOUEHUA
3KCIEPTHOrO  yYpeXAEeHHMs 10  pe3ylbTraTaM  JKCIEpPTH3bl  KauecTBa
JIEKapCTBEHHOI0 IIpenapaTa NPUHUMAeT pelIeHHe O BHECEHWH W3MEHEHHH
B HNOKYMEHTHI, COJep)KallMecs B perucTpalMOHHOM Jochke, HWIH 00 OTKaze
O BHECEHUM YKa3aHHBIX W3MEHEHHH H YBEJOMIAET 3asBUTENSA O TNPUHATOM
peLIeHHH.

9.B cny4ae BBISBICHHS HENOCTOBEPHOCTH CBENEHUH, COAEpKaLIAXCA
B TpEACTABICHHBIX 3agBUTENEM AOKYMEHTaX W CBEACHMAX, MUHHCTEPCTBO
3npaBooxpaHeHHs Poccuiickoii ®epepallud HamnpapiseT 3asgBUTENIO 3alpoOC
00 YTOYHEHHMHM YKa3aHHBIX CBENEHHH, Ha KOTOpBIA 3asiBUTENb 00sA3aH
[IPEe/ICTaBUTh OTBET B CpOK, He mnpeBblmaromuid 20 pabouux aHeill co OHA
HanpapieHus 3anpoca. Cpok co AHSA HampaBleHHs 3ampoca A0 AHA NOIydeHHS
Ha Hero OTBeTa HE YYMTHIBAETCA NpPH HCYHCIEHHH CpOKa NPUHATHA pelIeHHS
O BHECCHHH H3MCHEHHMH B INOKYMEHTBI, COJEpXKallUecs B PErUCTPalMOHHOM
JOChE.

10. B Teuennme 10 paboumx aHEH co AHA TOJNYYEHHs peHIeHHA
MpunucrepcTBa 3apaBooxpaHeHusi Poccuiickoil ®Denepauuu O IPOBEACHHH
YKa3aHHBIX MOANMYyHKTe "6" mMyHKTa 3 HacTOsIIEero AOKYMEHTa J3KCIEPTH3
3aSBUTENb MPEICTaBISET B O3KCHEPTHOE YYpeXIeHUe [ [POBEICHHUs
9KCMEPTU3bl Ka4yecTBa JIEKAPCTBEHHOro MpernapaTa o0pasusbl JEeKapCTBEHHOIO
mpenapara,  IpPOW3BEJEHHOI0O B COOTBETCTBHM €  TpeOOBaHUAMH
MPOU3BOACTBEHHON pelentTypsl 4 (WMiIM) TNPOMBILUIEHHOTO peTrjaMeHTa,
YTBEPKIEHHBIX PYKOBOAMUTEIEM IPOU3BOLUTENSA JIEKAPCTBEHHBIX IIperapaTos,
a Takke (B COOTBETCTBYIOIIMX chyyasix) o6pa3insl ¢apMaleBTHYECKOi
CyOCTaHLIMH, TECT-IUTaMMa MHKPOOPTaHW3MOB, KYIBTYPBI KIETOK, 00pasiibl
BEUIECTB, MPHUMEHSAEMBIX AJA KOHTPOJIS KauyecTBa JIEKapCTBEHHOTO IIpenapara
IyTEM CpaBHEHHA C HUMH MCCIEIyeMOro JIEKapCTBEHHOro Iipernapara,
B KOJMYECTBaX, HEOOXOAMMBIX [UIS BOCIPOU3BEIEHUS METONOB KOHTPOJI
KayecTBa.

11. B cnyyae HeOOCTAaTOUHOCTH MPEACTABIEHHBIX 3KCNEPTY MaTepHAOB
3KCIIEPTHBIM  yUYpeXIeHHEeM HampaBisgeTcs 3ampoc O  IIpeACTaBIEeHUH
HeoOXOIMMEIX MaTepHalloB B (opMe 3JIEKTPOHHOIO JOKYMEHTA, [OANHCaHHOTO
3JIEKTPOHHOH MOAIHMCHIO, HJIM Ha OyMaXHOM HocHTene. 3asBUTeNb 00s13aH
NpeACTaBUTh OTBET Ha 3alNpoC B OKCIEPTHOE YUYPEXKIEHHE B CpOK,
He mpesbrualomuil 20 pabounx gHeH co AHA NOIY4YEHHUs yKa3aHHOTO 3alpoca.
Cpox co OHA HampaBleHMs 3ampoca A0 JHA MONyYyeHHs Ha HEro OTBeTa
3adBUTENS HE YUMTHIBAETCS PU UCYUCIIEHUH CPOKA POBENEHUS IKCIIEPTH3HI.
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12. OcHoBanMsAMH 171 OTKa3a O BHECEHMHM YKa3aHHBIX B IyHKTe 3
HacTOSIIEr0  JOKYMEHTAa H3MEHEHHH B  [OKYMEHTHI, COAepXalluecs
B PEFHCTPAIIHOHHOM JI0Che, ABJIAIOTCH:

a) HempeAcTaBJIeHHe 3asBHTENEM B YCTAHOBJEHHBIH CpPOK OTBETa Ha
3anpockl MuHuCTepcTBa  3apaBooxpaHeHHs  Poccuiicko#t =~ ®enepauuy,
npelycMOTpeHHble MyHKTaMH 9 1 11 HacTosIIero JOKyMEHTa,

6) OTCyTCTBHE B NpeNCTaBIEHHBIX NOKYMEHTAX JOCTATOYHBIX CBEIEHHIA,
NOATBEPKIAAIOIUX HEOOXOIUMOCTh BHECEHUS U3MEHEHUI B PErHCTPALHOHHOE
A0cbe, WM HHGOPMALMH, MOATBepXKIamomed (PakT ymiatel rocynapcTBEeHHOM
NOLLUTHHBL;

B) 3aKJII0YCHHE DKCIEPTHOTO YYPEXKIOEHHS O BO3MOXXHOCTH CHIKEHMS
6e30macHOCTH, Ka4ecTBa, 3PPEeKTUBHOCTH JIEKAPCTBEHHOTO MpelapaTa B Cliydae
BHECCHUs U3MEHEHUH B PErHCTPallMOHHOE JOChe.

13. Beon B rpaxaaHckuii 00OpOT JeKapCcTBEHHOro IIpenapara,
33 WCKIIOYEHHWEM HMMYHOOHOJIOTHYECKUX JIEKQpCTBEHHBIX MpenapaTos,
npousBeeHHoro B Poccuiickoit ®denepanun wid BBO3MMOro B Poccuiickyro
Qenepauuio 1Mocle BHECEHHUS H3MEHEHHHA B PErHCTPallHOHHOE JOChe
B COOTBETCTBHM C IIOANYHKTOM "a" MyHKTa 3 HacTOSIIEro JOKYMEHTa,
OCYIIECTRIIAETCS B COOTBETCTBUM ¢ uacTamMu 1 u 2 craten 52' ®enepanbhoro
3akoHa "O6 obpanieHHH eKapCTBEHHBIX CPEACTB".

BBox B rpaxjaaHckuii 00OpOT NeEpBBIX TpeX Cepuil WU NapTUi
JIeKapCTBEHHOTO IpemapaTa, 3a HCKIIOYeHHEM HMMMYHOOHMONIOTHYECKUX
JeKapCTBEHHBIX IIpenaparoB, Npou3BeeHHOro B Poccuiickoit Denepauu UiH
BBO3UMOro B Poccuiickyro @epepaiio 10ci€ BHECEHHS H3MEHEHUMH
B PErHCTPaliIOHHOE JOChe B COOTBETCTBMM C MOJINYHKTOM "a" u ab3auamu
BTOPbIM, YE€TBEPTBIM M MATHIM MOAMYHKTa "6" myHKTa 3 HAacTOSALIEro
JOKYMEHTa, OCYIIECTBIAeTCS B COOTBETCTBMM C dacTelo 4 crathu 52
®enepanpHOro 3akona "O06 obpallieHuH JIeKapCTBEHHBIX CPEACTB".

IIpoBenenre NpeqycMOTPEHHBIX dacThio 4 cratbn 52' denepansHoro
3akoHa "OO oOpamieHUH JEeKapCTBEHHBIX CpPEACTB" MCIBITAHUH YKa3aHHBIX
JEKapCTBEHHBIX IpeNapaToB MAOMyCKaeTcd C MCHNONb30BaHHEM CpEACTB
JUCTAHI[MOHHOTO B3aUMOAECHCTBUS B PEXUME PEANEHOTO BPEMEHH NIOCPEACTBOM
BHIEOCBS3H.

[IpencraBneHune AOKYMEHTOB, NMPEXyCMOTPEHHBIX YacThIO 5 CTATbH 52!
®enepansHoro 3axkoHa "O06 oOpameHMd  JIEKapCTBEHHBIX  CPEACTB',
B OTHOHIEHHMHM JIEKAPCTBEHHOro IpernapaTra, Npou3BeleHHOro B Poccuickoin
®epepamu M BBo3UMOro B Poccmiickyro ®enepanyio mnocrie BHECEHHA
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U3MEHEHUH B pPErucTpallMOHHOE JO0Che B COOTBETCTBHM C HACTOSIIUM
IOKYMEHTOM, He TpebyeTcs.

BBoa B rpaxaaHckuil 000poT HMMYHOOHOJIOTHYECKOTO JIeKApCTBEHHOTO
npenapara, npousseneHHoro B Poccuiickoit ®enepanii HIH  BBO3UMOTO
B Poccuiickyro Qenepanuio nocie BHECEHHS H3MEHEHHH B PETMCTPaLlHOHHOE
JOChE B COOTBETCTBHMHM C MOAIMYHKTOM "a" W a03anamMd BTODBIM, YETBEPTHIM
U MATBIM MOANYHKTa "6" mMyHKTa 3 HacTOAIIEro HOKYMEHTa, OCYIIECTBISETCH
B COOTBETCTBHH C 4acThio 7 ctathi 52' denepansHoro 3axoHa "O6 obpaleHun
JleKapCcTBEHHBIX CPeICTB".

IIpoBenenne VCTIBITAHUH Ka4yecTBa UMMYHOOHOJIOTHYECKOrO
JeKapCTBEHHOrO  Inpenapara, npeaycMoTpeHHblx IlpaBunamu  BblAauu
paspemieHNss Ha BBOJ B TIpaXOaHCKUA 00OpOT CcepMHM MIM TNapTHH
MMMYHOOHOJIOTMYECKOTO JIEKapCTBEHHOr0 IpenapaTa, BBLJAYH 3aKIIOYEHHA
O COOTBETCTBHH CEPUH WJIH MapTHH HUMMYHOOHOJIOrHYECKOro JIeKapCTBEHHOTO
npenapara TpeOOBaHHUAM, YCTAaHOBJIEHHBIM IIPH €ro TrocCyJapCTBEHHOM
pEerucTpaluy, yTBEPXIEHHBIMU nocTaHoBieHueM llpaBurtenscTBa Poccuiickoit
@enepauun ot 26 HOAOps 2019 r. Ne 1510 "O nopsiake BBOAA B rpa’kAaHCKHI
000pOT NEKapCTBEHHBIX IIpenapaToB MAJis MEIULMUHCKOTO NpPHUMEHEHHs",
IOIMyCKAaeTCs C HCHOJIb30BaHHEM CPEICTB AMCTAHLMOHHOTO B3aMMOJCHCTBUS
B PEXXUME peabHOI0 BPEMEHH NTOCPEACTBOM BHAECOCBSA3H.
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