[okyMeHT BCTYnun B cuny - 24.03.2022.

IMPABUTEJBbCTBO POCCUHUCKOM ®EJEPAIIUA

MNOCTAHOBJIEHUE
ot 23 mapTta 2022 r. Ne 440

OB YTBEPKJIEHUU OCOBEHHOCTEM
BHECEHUS N3BMEHEHU B JOKYMEHTbBI, COJEPKAIIIUECS
B PETUCTPAIIMOHHOM JIOCHE HA 3APETICTPUPOBAHHBIN
JEKAPCTBEHHBIN NPENAPAT JAJIS1 MEJUIIMHCKOI'O MPUMEHEHMUS, B
CJIYYAE JIE®EKTYPHI NJIA PUCKA BOSHUKHOBEHUS JEPEKTYPHI
JEKAPCTBEHHBIX ITIPEITAPATOB B CBS134 C BBEJJEHUEM B
OTHOIIEHUUA POCCUMCKON ®EJEPAIINN
OI'PAHUYHUTEJBHBIX MEP S KOHOMHUYECKOI'O XAPAKTEPA

B cootBercTBUUM ¢ yacthio 10 ctathu 30 denepanpHoro 3akoHa "OO6 obOpamieHUU
nekapcTBeHHbIX cpenacTB” [IpaBuTenscTBO Poccniickoit denepannv TOCTAaHOBIISIET:

1. YTBepauTh mpuiaraeMbie OCOOCHHOCTHM BHECEHHS W3MEHEHUH B JOKYMEHTBHI,
coJiepKalluecs B PErHCTPAllMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN JIEKApCTBEHHBIN
npenapar i MEIWLUHCKOTO MPUMEHEHHUsA, B ciaydae Je(eKTypbl WIM pHCKa
BO3HUKHOBEHHUS JI€PEKTYphl JICKAPCTBEHHBIX IIPENapaToB B CBSI3M C BBEJICHUEM B
oTHomieHun Poccuiickorn @Penepauuy  OrpaHUYUTEIBHBIX MEpP OKOHOMHYECKOTO
xapakrepa.

2. Hacrosdiee NOCTaHOBJIEHHWE BCTYHNAeT B CHWIY CO JHS €ro OQHUIMAIbHOIO
omyOnuKoBaHuA U AeicTByeT 10 1 suBaps 2023 T.

IIpencenarens I[IpaBurenscrBa
Poccuiickon ®enepanuu
M.MUITYCTUH
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Y TBepKICHBI

nocraHoBseHueM [IpaButenbcTBa
Poccuitickon denepanmnu

ot 23 mapta 2022 r. Ne 440

OCOBEHHOCTH
BHECEHUS NBMEHEHUI B JOKYMEHTBI, COAEPKAIIIUECSH
B PETUCTPALIMOHHOM JIOCBE HA 3APETMICTPUPOBAHHBIN
JEKAPCTBEHHBIN

NPENAPAT JUISI MEJUIIMHCKOI'O IPUMEHEHMUS, B CJIYUAE

NE®EKTYPBI
NJIN PUCKA BOSHUKHOBEHUS JEDPEKTYPHI JEKAPCTBEHHBIX
IPEIIAPATOB
B CBS131 C BBEAEHUEM B OTHOILIEHUY POCCUNCKOMN ®EJEPALININ
OI'PAHUYUTEJbHBIX MEP DJKOHOMUYECKOI'O XAPAKTEPA

1. Hacrosmmii AOKyMEHT ompezenseT OCOOEHHOCTH BHECEHMsSI W3MEHEHUH B
JOKYMEHTBI, COJEpXKaIlMecs] B PETUCTPALMOHHOM JOChE Ha 3apErMCTPUPOBAHHBIN
JIEKapCTBEHHBIN MpenapaT Juisi MEAMIMHCKOIO NMPUMEHEHHs (Jajiee COOTBETCTBEHHO -
JIEKapCTBEHHBIN MpemnapaT, pErucTPalMOHHOE JI0OChE), B  cCiydae JAePeKTypsl
JEKapCTBEHHBIX MPENapartoB B CBA3M C BBEICHUEM B OTHOWICHWM Poccuiickoi
®denepanuy OrpaHUYUTEIBLHBIX MEpP 3KOHOMHUYECKOTO XapakTepa (nainee - nedexTypa)
WJIM pUCKa BO3HUKHOBEHUS A€(PEKTYPHI.

2. Jlepextypa i puUCK BO3HUKHOBEHHs AE(EKTYphl C yKa3aHUEM HAMMEHOBAHUIA
JIEKapCTBEHHBIX NpenapaTtoB (MEXIYHAPOAHBIX HEMATEHTOBAHHBIX, WU XUMHUYECKHUX,
WY TPYNIUPOBOYHBIX), UX (OPM, TO3UPOBOK, TpeOyeMbIX 0OBEMOB MIJisl 1I€Jiei BBO3a B
Poccuiickyto @enepaiiito 1 B UHBIX CIIydasiX oOparieHus JICKapCTBEHHBIX MperapaToB
ONPENEISAIOTCS MEKBEIOMCTBEHHOM KOMHUCCHUEHN, MOJIOKEHUE O KOTOPOM MU COCTaB, a
TaK)Ke KPUTEpUU ACPEKTYphl WM PUCKA BO3HMKHOBEHMS Je(EKTYypbl YTBEPKIAIOTCA
MunuctepcTBOM 3ApaBOOXpaHEHUSA Pocculickon Oenepanum. Pemenne
MEXBEIOMCTBEHHOW KOMHCCHMM OQOpMIIIeTCs 3akiodeHueM, ¢opMa KOTOPOro
yTBEp)KIaeTcss MUHACTEPCTBOM.

B cocraB  MEXBEIOMCTBEHHOM KOMMCCHUM  BKJIKOYAKOTCA  NPEACTABUTEIN
MuHHUCTEPCTBA NPOMBILIIIEHHOCTH U TOproBiau Poccuiickonn @enepanuu, denepanbHon
TaMOXEHHOU CTy>KObI, DefepanbHON Ciy)O0bl IO HAJI30py B cpepe 31paBOOXpaHEHUS U
JIPYTUX 3aMHTEPECOBAHHBIX (peiepaIbHbIX OPraHOB UCIOJHUTEIHLHOM BIACTH.

3. BHeceHre U3MEHEHU B IOKYMEHTBI, COJIEpKAIINECs] B PETUCTPAI[MOHHBIX JJOChE,
B OTHOILIEHUU KOTOPBIX MEXBEIOMCTBEHHOW KOMHCCHEH yCTaHOBIIEHA AeeKTypa HId
PHUCK BOSHUKHOBEHHUS 1e(DEKTYphI, OCYIIECTBIIAECTCS B CICIYIOUIUX CIydasx:

a) 6e3 MpOBEICHUS SKCIEPTU3bI KAaUeCTBA JIEKAPCTBEHHBIX MPETapaToB:

3amMeHa W (i) no0aBlieHUE MPOW3BOIUTENCH M (WJIM) MOCTABIIMKA MCXOJHBIX H
BCIIOMOTaTEJIbHBIX MAaTepuagoB W (WIM) TAaKUX K€ HMCXOAHBIX M BCIOMOIATEJIbHBIX
MaTEepUajIOB, UCIOIb3YyEMbIX B IIPOLECCE MPOU3BOACTBA (hapMalleBTUYECKON CyOCTaHIIUU
WIM  JIEKapCTBEHHOTO  Ipenapara  (peakTHBBI,  MPOMEXKYTOUHBIE  IPOIYKTHI,
KYJbTYpaJIbHBIE CPEbl U UX KOMIIOHEHTHI, (GUIBTPBI, COPOCHTHI, paCXOJHbIE MaTEPHUAIIBI,



MEILIKY, [IUIAHTU U JIp.);

3ameHa 1 (M) g00aBlieHUE IPOU3BOUTENIEH 1 (MJIM) TOCTaBIIMKAa O00PY/I0BaHUS U
(wnM) aHaJOTUYHOTO OOOpYAOBAaHMS, WCIOIL3YEMOTO B IMpoIlecce MPOU3BOJICTBA
(dapmaneBTHYECKON CyOCTaHIIMU WJIU JIEKapCTBEHHOTO Mpernapara, a Takke M3MEHEHUsI B
mpolecce  MPOU3BOJCTBA,  CBSI3aHHBIE €  KCIOJB30BAHMEM  AJIbTEPHATUBHOTO
000py10BaHUS;

3amMeHa W (WiIM) 100aBiIeHUE MPOU3BOAMUTENICH M (WMJIM) MOCTaBIIMKA CTaHAAPTHBIX
oOpa3ioB H (MIM) AHAJOTMYHBIX CTAHJAPTHBIX OOpa3loB, aTTECTOBAaHHBIX B
COOTBETCTBUM C  TOCYJapCTBEHHOMW  ¢apmakorneeld, pEaKkTUBOB, MaTEpHAJIOB,
0o0Opy/lOBaHUs,  HUCHOJB3YEMBIX B  TMpoleccax  aHAIUTUYECKOTO  KOHTPOJIA
MOJIYIPOAYKTOB, (papMareBTUYECKOW CyOCTaHIIMM WM JIEKapCTBEHHOTO Mpermapara, a
TaK)K€ M3MEHEHHE aHATUTUYECKUX METOJUK, CBA3AHHBIX C BKIIOYCHHEM, M3MEHEHHEM
Wi J00aBJICHHEM albTEPHATHUBHBIX MATEPHAIOB, PEAKTUBOB, OOOpPYIOBaHUS H
CTaHAApTHBIX 00Pa3IOB, UCIIOIb3YEMbIX B AaHATUTUYECKUX METOJIUKAX;

3amMeHa W (wiaM) 100aBJI€HHE  TPOU3BOAMUTENICH  IMEPBUYHOM  yIMaKOBKH
dapmareBTUYECKON CyOCTaHIINN;

U3MEHEHHE pa3Mepa cepuu (BKIItOUas TUANa3oHbl pa3Mepa Cepuu) JIEKapCTBEHHOTO
npenapara uin gpapmareBTHIeCKOl CyOCTaHIINU;

U3MEHEHHUE KaKOW-T1M00 COCTABIISIONIEH YITaKOBKU (YITAKOBOYHOI'O MaTepuaia);

3aMeHa W (Wiu) J00aBiIeHUE NPOU3BOAUTENS (apMaleBTUUECKOW CyOCTaHIIMU
(BKJTFOUAs M3MEHEHUE IUIONIAJIKHM dTana IpOU3BOACTBA (PapMalleBTUUECKON CyOCTaHIINM)
MIPH YCJIOBHH, YTO Takas (apMaiieBTU4IecKasi CyOCTaHIUs BKIIIOUEHA B TOCYAapCTBEHHBIN
pEecTp JIeKapCTBEHHBIX CPEJICTB;

0) c mMpoBeACHUEM IKCIIEPTU3HI KAUECTBA JIEKAPCTBEHHBIX MPENapaToB:

3amMeHa U (Win) 100aBJIeHUE MPOU3BOAUTEIEH BCIIOMOTATENIbHBIX BEIIECTB U (UJIN)
TaKUX >K€ BCIIOMOTATENbHBIX BEIIECTB, BXOMAINIMX B COCTaB (papMareBTUYECKOU
CyOCTaHIIUM WJTU JICKAPCTBEHHOTO Mpenapara. CornocTaBUMOCTh KauecTBa MpeJiaraéMbIxX
K BKJIFOYEHHUIO BCIIOMOTATEIHHBIX BEIIECTB M PaHEE YTBEPXKICHHBIX BCIIOMOTATEIbHBIX
BEIIIECTB JIOJDKHA OBITh M3yu€Ha JepiKaTelieM WIM BJIAJCNbLEeM PETUCTPAIIMOHHOTO
yIOCTOBEPEHUSI JICKAPCTBEHHOTO TIpenapara WWIM YIOJHOMOYEHHBIM WM JAPYTUM
IOPUINYECKUM JIMIIOM (J1ajiee - 3asBUTEIb) HA OCHOBAHHWH MOKa3aTeed MOJTUHHOCTH U
(MM) YUCTOTHI;

3ameHa W (wiM) po0aBiIeHHE  TPOU3BOAMTENICH  MEPBUYHOM  yIMaKOBKH
JIEKapCTBEHHOTO TIpernapaTa;

3amMeHa W (Wiau) ao0aBiIeHUE NPOU3BOAUTENS (HapMalEeBTUUECKOW CyOCTaHIIMU
(BKJItOUAss W3MEHEHHEe MecTa NPOU3BOJACTBA (PapMalleBTUUECKOW CyOCTaHLMM) TIpH
yCJIOBUH, 4TO MHGOpMALUs O TaKOH (papMalleBTUYECKONW CYOCTaHIIMM HE COACPYKUTCS B
roCyIapCTBEHHOM PeecTpe JIEKapCTBEHHBIX CPE/ICTB;

3aMeHa W (W) a00aBiIeHHE OAHOrO0 WM HECKOJbKMX YYaCTHHUKOB IIpoliecca
MIPOM3BOJICTBA JIEKAPCTBEHHOTO IpenapaTa (MEeCT OCYILECTBICHHS MPOU3BOICTBA);

u3MeHeHne u (wim) noOaBieHHE TMOKa3aTelleld KauecTBa, METOJOB OINpeAesICHUs
rmokKaszaTesield kadectBa W (win) moOaBieHue (yAalieHHE) albTEPHATUBHOTO METOAA
OTIpe/ieNICHUs] KaueCTBa.

4. B umenmsx BHeCeHUS W3MEHEHMA B JIOKYMEHTBI, COJEp)Kaluecs B
PETHCTPAIIMOHHOM JI0ChE, 3asBUTEIb MPEACTABISIET B MUHUCTEPCTBO 3IPAaBOOXPAHEHUS



Poccuiickoii  ®enmeparun B ¢dopMe DIEKTPOHHBIX JTOKYMEHTOB, MOIIMHCAHHBIX
AJIIEKTPOHHOM MOJIUCHIO0, MM HA OYMa)KHOM HOCHTEJIE CIEAYIONINEe JOKYMEHTHI:

a) 3adBJICHHE O BHECEHUM U3MEHEHHH B JOKYMEHTHI, COJEpKalluecs B
PETUCTPALlMOHHOM JOChE€, U NpPUJIAracMble K HEMY W3MEHEHHS, KOTOPbIE BHOCSTCS B
yKa3aHHbIE JOKYMEHTBI;

0) mnpemIoxKeHUss O BHECEHUU W3MEHEHUW B JIOKYMEHTBI, COJEpKalluecs B
PErUCTPALIMOHHOM JI0ChE, C MOTUBHPOBAHHBIM 00OCHOBAaHUEM TaKUX U3MEHEHHI;

B) CBEICHHUS O 3aK/IIOYEHUU MEKBEIOMCTBEHHOW KOMHUCCHU O HaJIUYUU B
OTHOIIECHUHU JICKAPCTBEHHOTO Tmpemnapata AePeKTypbl WIA pPHUCKa BO3HHUKHOBEHUS
nepeKTyphl;

T') PEKBU3UTHI JOKYMEHTOB, MOJTBEPKIAIOIINX YIUIATY TOCYAAPCTBEHHON MOILUIAHbI
3a BHECEHHE U3MEHEHU B JIOKYMEHTBI, COJAEPKAIINECS B PETUCTPALIMOHHOM JIOCKE.

5. Ilpu HeoOXOOUMOCTH BHECEHHUS B  JOKYMEHTHI, COJIEpXKallhecs B
PErUCTPAlIMOHHOM JO0ChE, HM3MEHEHUMU, MPEAYCMOTPEHHBIX al3alaMu 4YEeTBEPTHIM U
ISATHIM TOANMYHKTA "0" MyHKTa 3 HACTOSIIETO JAOKYMEHTA, 3asBUTEINb JOTOJHUTEIHHO
npeAcTaBisieT B MUHUCTEPCTBO 3apaBooxpaHeHust Pocculickoit denepanniu cBECHUS O
JaTe MPENOCTaBICHUS M PETUCTPALIMOHHOM HOMEpPE JIMIEH3UMH Ha IPOU3BOJCTBO
JIEKapCTBEHHBIX CPEACTB, BbIJAHHOW MUHHCTEPCTBOM MPOMBIIIIEHHOCTH U TOPTOBIIH
Poccuiickoit @enepannn, Wid CBEACHUS O AaTe NMPEAOCTABICHUS U PETUCTPALMOHHOM
HOMEpE 3aKJIIOYEHHSI O COOTBETCTBUU MPOU3BOJIMTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM TMPABUJI HAJIeKaAIleW MPOU3BOJCTBEHHONW TMPAKTUKH, BBIAAHHOTO
(npenocTtaBiaeHHOr0) MUHHCTEPCTBOM MPOMBIIIIEHHOCTH W ToproBiu Poccuiickoi
®denepanuy B OTHOLICHUH MPOU3BOJACTBEHHOMN TUIOIIAKH JIEKAPCTBEHHOTO Mpenapara, B
CJy4dae, €Clid MPOU3BOJICTBO JIEKAPCTBEHHOTO Mpernapara ocyuectnisiercss B Pocculickon
®denepanuu, aUO00 CBEJAEHUSI O JaTe€ MPEJOCTABICHHUS U PETHCTPAIMOHHOM HOMEpe
BBIJJAHHOM  YMOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOJMUTEINSI JIMIICH3UM Ha
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O MIpenapaTa v €€ MepeBo/l Ha PyCCKUI SI3bIK, 3aBEPEHHBIE
B YCTAaHOBJIEHHOM TOPSJIKE, WJIM CBEICHUS O AaTe MPEIOCTABICHUS U PETUCTPALIMOHHOM
HOMEpE 3aKJIIOYEHHS] O COOTBETCTBUU MPOU3BOJIMTENS JICKAPCTBEHHBIX CPEACTB
TpeOOBaHMSIM TpPaBUJ HaAJEXKaIle MPOU3BOJACTBEHHOM TMPAKTHKH, BBIJAHHOTO
MuHUCTEPCTBOM MPOMBILIIICHHOCTH U TOProeiu Poccuiickorn denepanuu B OTHOLICHUU
POU3BOJICTBEHHON  IUIOLIAAKK  JIEKAPCTBEHHOrO IMpernapara, B  Cily4dae, €ciu
IIPOU3BO/ICTBO JIEKAPCTBEHHOI'O MpenapaTa OCYIIECTBISIETCS 3a nmpeaenamu Poccuiickoi
denepanum.

6. B ciyyae HEBO3MOXXHOCTH TMpEICTaBICHUS HHPOPMALMHU WM JOKYMEHTOB,
NPEAYCMOTPEHHBIX TMYHKTOM S5 HACTOAIIETO JTOKYMEHTa, 3asBUTENbh IMPU T0jaue
3asBJICHUS] O BHECEHUU M3MEHEHUH, MPETyCMOTPEHHBIX a03aliaMyd 4€TBEPThIM U MSATHIM
noAnyHkTta "O" myHKTa 3 HACTOSIIEro JOKYMEHTa, TMPEACTaBISICT CIEayIOIne
JIOKYMEHTBI U CBEJICHHUSI:

a) NEeUCTBYIONIUE IOKYMEHTBI, TOATBEPKAAIOIINE COOTBETCTBUE MPOU3BOICTBEHHOMN
IJIOIIAAKU (MPOU3BOACTBEHHBIX IUIOMIAJ0K), OCYIECTBIISIIONIEH MTPOU3BOJICTBO TOTOBOM
JIEKapCTBEHHOW (OPMBI U BBITYCKAIOMIMK KOHTPOJIh Ka4decTBa JIEKAPCTBEHHOTO
npenapara, TpeOOBaHUSM HaJJIeKamled MTPOU3BOJACTBEHHOW TMPAKTUKHU, BBIJAHHBIC
MIPOU3BOJIUTEIIIO;

0) Komus oOT4eTa O pe3yiabTaTax IMOCIEAHEH WHCIEKIIMA TPOU3BOJICTBEHHOM



MJIOIIAAKK (TIPOU3BOJCTBEHHBIX IUIOIIAIOK HA 3Tamax MPOU3BOJICTBA), MPOBEICHHOU
YIOJHOMOYEHHBIM OpPraHOM CTPaHBI-MPOU3BOAUTENS U (WMJIM) UHBIM YIOJIHOMOYEHHBIM
OpraHOM B TEUEHHE MOCIECIHUX 3 JIET;

B) CBEACHHUS O pe3yibTaTaXx BCEX MHCIEKIUMN MPOU3BOJCTBEHHON ILUIOIIAIKH
(IpOM3BOJICTBEHHBIX IUIOMIAJ0K) HA COOTBETCTBUE TPEOOBaHMSIM IMpaBWi HaJJiexKaliel
IPOU3BOJICTBEHHON NPAKTUKH, IPOBEAEHHBIX B TEUEHUE MTOCHEAHUX 3 JIET;

I') CBEJCHHUS O peKjiaMalliiaX B OTHOLICHWU KadyecTBa JIEKAPCTBEHHBIX MPENapaTos,
MIPOU3BEICHHBIX HA MPOU3BOJICTBEHHON IUIONIAIKE (MPOU3BOJACTBEHHBIX IIOMIAJKAX), 3a
nocJieHue 3 roja;

J) coriacue Ha TpoBeleHHE (papMaleBTUYECKOW HHCIEKIUA Ha COOTBETCTBUE
TpeOOBaHUAM TMpaBUJ HaJJIeKAlled MPOU3BOJCTBEHHOM MpakTHUKU EBpasuiickoro
SKOHOMMYECKOTO COI03a;

€) KOMMS OCHOBHOIO JOoche (MmacTep-(ailyl) NpOU3BOACTBEHHOW ILUIOIIAIKH
(TpOM3BOJICTBEHHBIX TUIOMIA/IOK).

B pamkax npoBenieHHs TPOLEAYpPbl BHECEHUSI N3MEHEHHI B PETUCTPALIMOHHOE JOChE
MunucrepctBo  3apaBooxpaHeHuss  Poccuiickon — ®enepanui Ha  OCHOBaHUU
NPEACTABICHHBIX 3afBUTEJIEM JOKYMEHTOB, VYKa3aHHbIX B HACTOSIIEM IIyHKTE,
UHUIMUPYET  TPOBEJICHUE  BHEIJIAHOBOW  (DapMaleBTUUECKOW  WHCIEKIMU  Ha
COOTBETCTBHE TpeOOBaHUSM TMPaBUJ HaJIEKAIICH MPOU3BOJCTBEHHON MPAKTUKU
EBpazuiickoro 3KOHOMHYECKOTO CO03a B IEPBBIE 3 rojia IOCIE COOTBETCTBYIOIIETO
WHUIIMUPOBAHUS.

7. llpunsiTHEe pELICHUS O BHECEHUM W3MEHEHUM B JOKYMEHTBI, COJCPIKAIIHUECS B
PErHCTPAlMOHHOM J0ChE, WM 00 OTKa3e O BHECEHWUM B HUX H3MEHEHUH B Ciyyae
HEOOXOAMMOCTH TIPOBEICHUS OKCIEPTU3bl KAayeCTBA JIEKAPCTBEHHBIX IpEnapaToB
OCYUIECTBJISIETCS B CPOK, HE MPEBBIIAIONINN 25 paboyuX THEW, B UHBIX CIy4Yasx - B CPOK,
He npeBblmatomui 10 paboumx pAHE co JHA NOCTyIUieHHss B MMHHCTEPCTBO
3apaBooxpanHenus Poccuiickon ®Penepanuy JTOKYMEHTOB M CBEJICHUHM, YKA3aHHBIX B
MYHKTaX 4 U 5 HACTOSIIETO JOKYMEHTA.

[IpoBeneHNne 3KCIEPTU3bl KauyecTBa JIEKAPCTBEHHOIO Ipenapara OCYLIECTBIISIETCS
yUpexJCHUEM, YyKa3aHHbIM B cTathe 15 @DenmepanpHoro 3akoHa "OO oOparieHUn
JIEKapCTBEHHBIX CPEJCTB" (J1anee - IKCIEePTHOE YUPEKIEHUE), B CPOK, HE MPEBBIIIAIONTUN
15 paboumx nHEW co JHSA TOCTYIUIEHUS 3anaHus MHHHCTEpCTBA 3ApPaBOOXpPAHEHUS
Poccuiickon ~ @enepauuun.  JlomyckaeTcs — IPOBENEHUE  DKCIEPTHU3bl  KayecTBa
JEKapCTBEHHBIX  MPENaparoB C  HCHOJIB30BAHHEM  CPEACTB  JUCTAHLIMOHHOTO
B3aUMOJICHCTBUS, TOPSAIOK M (POPMBI  KOTOPOTO  OMNPENSTSIOTCS  DKCIEPTHBIM
YUPEKICHUEM IO COTIIACOBAHUIO C 3ASIBUTEIIEM.

Cpoxk npoBeAeHUS SKCIIEPTU3bI KaUECTBA JIEKAPCTBEHHBIX NIPENapaToB, MOJIYYEHHBIX
U3 KPOBH, TJIa3Mbl KPOBH UEJIOBEKA WJIM KMBOTHBIX (32 MUCKIIOUCHHEM IIEJILHON KPOBHU),
OMOTEXHOJIOTUYECKUX  JIEKAPCTBEHHBIX  IIpenapaToB WM  T€HOTEPareBTUYECKUX
JIEKapCTBEHHBIX MPENapaToB, OMPEACISIETCS JJIUTEIbHOCTHIO MPOBEACHUS WCIIBITAHUM,
MPEAYCMOTPEHHBIX METOJIMKAMHU, BKJIIOUEHHBIMU B HOPMATHUBHYIO JIOKYMEHTALMIO Ha
JIEKapCTBEHHBIN TMpernapaT, U MOXeT ObITh mpomieH. B cimydae mpojuieHust cpoka
MIPOBEJICHUSI HKCIIEPTU3bI KAUeCTBA JIEKAPCTBEHHOIO IIpenapaTa SKCIEPTHOE YUPEKICHUE
70 UICTEUEHHUS YCTAHOBJIECHHOTO CpOKa MPOBENECHUS SKCHEPTU3bI HHPOPMUPYET 00 ATOM
3asBUTEISI MO AJIPECy DJICKTPOHHOM MOYTHI, YKA3aHHOMY MM B 3asBJICHUM O BHECEHUU
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W3MEHEHHI B JOKYMEHTHI, COJIEpKAIMECS B PETUCTPALIMOHHOM JI0ChHE.

8. Ilpu mocTymieHUM TOKYMEHTOB M CBEJIEHUMN, YKAa3aHHbIX B NYyHKTax 4 H 5
HACTOSIIIETO TOKYMEHTa, MUHUCTEPCTBO 3/1paBooxpaneHus Poccuiickont denepannu:

a) B TeyeHue 5 paboyux JHEH MPOBOAMUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH
CBEJICHUI, COJIEPKAIIUXCS B MPEIACTABICHHBIX 3asBUTEJIEM TIOKYMEHTAaX U CBEACHUSX, U
OPUHUMAET pEHIeHHe O HEeOoOXOJAMMOCTH MPOBEIEHUS DKCIEPTU3bl  KadecTBa
JIEKapCTBEHHOTO TMpenapara (eciu 3asBJICHHbIC U3MEHEHUS IPETyCMOTPEHBI MTOAITYHKTOM
"0" myHKTa 3 HACTOSIIETO TOKyMEHTa) WM 00 OTCYTCTBUHM HEOOXOIUMOCTH €€
MIPOBEICHUS;

0) B ciydae MPHUHATHS PEIICHUS O HEOOXOJUMOCTU MPOBEACHUS SKCIEPTU3bI
KadecTBa JIEKAPCTBEHHOTO IIpemapara B TEUeHHE 2 padoumx JHEH HampaBlisieT B
AKCIIEPTHOE YYPEXKIACHUE COOTBETCTBYIOIIEE 3aJaHUE€ W YBEIOMIISIET 3asBUTENS O
MPUHATOM pPEIICHUH, a TakKe O HEOOXOIUMOCTH MPEACTaBICHUS B OSKCIEPTHOE
yupexaeHrue oO0pa3loB JIEKapCTBEHHOTO IIpenapara [jisi MPOBEICHUS] DKCIEPTHU3BI
KauecTBa JIEKApCTBEHHOTO IMpEMnapara;

B) B Ciy4a€ OTCYTCTBUSI HEOOXOJUMOCTH TMPOBEICHUSI HKCIEPTU3bI KadecTBa
JIEKapCTBEHHOI'O TMpernapara B TeYeHHE S5 pabouux AHEH NpUHUMAET pEIICHHE O
BHECEHUU U3MEHEHUI B JIOKYMEHTBI, COJIEpKAIUECS B PETUCTPALIMOHHOM JIOChE, U 00
OTKa3¢ O BHECEHUM YKA3aHHbIX H3MEHEHUW W YBEIOMIIAECT 3aABUTEIS O NPUHATOM
pelIeHNY;

r) B TeueHue 3 paboyux AHEH CO JHS TOCTYIUICHUS 3aKJIIOUEHHUS SKCIEPTHOTO
VUPEKICHUS 10 pe3yJibTaTaM »JKCHEPTU3bl KauyecTBa JIGKAPCTBEHHOrO Mpenapara
MPUHUMAET pElIeHHe O BHECEHUU M3MEHEHUN B JOKYMEHTBI, COJIepXkKaliuecs B
PETUCTPAllMOHHOM JI0Che, WM 00 OTKa3e O BHECEHUU YKa3aHHBIX H3MEHEHUU W
YBEJIOMJISICT 3aBUTENS O MPUHSITOM PEIICHUHU.

9. B cnydae BbISIBIECHUS HEIOCTOBEPHOCTU CBEACHHUH, COJEpXKAIIUXCS B
NpEACTAaBICHHBIX  3asBUTEJIEM  JOKYMEHTax W  CBEACHUAX, MHHUCTEPCTBO
3npaBooxpaHeHusi Poccuiickoit ®denepanuu  HampaBisieT 3asgBUTENIIO0 3ampoc 00
YTOYHEHUHN YKa3aHHBIX CBEJICHUMN, HA KOTOPBIN 3asiBUTENH 00s3aH MPEJICTABUTh OTBET B
CpoK, He mpeBbimatomuii 20 padbounx AHE co aHs HampaBiieHus 3amnpoca. Cpok co JTHA
HaIlpaBJICHHUs 3ampoca J0 JHS IMOJYYEHHs] Ha HEr0 OTBETAa HE YUYHUTHIBACTCA IIPHU
UCUYUCJIEHUU CpOKa NPUHATHS PENIEHUST O BHECEHWM W3MEHEHUW B JOKYMEHTBHI,
COJZIEpIKaILIUECS B PETUCTPALMOHHOM J10CHE.

10. B Teuenne 10 pabouux AHEH cO OHS TOJMyYeHHs pelleHus MUHHUCTepCcTBa
3npaBooxpaHeHusi Poccuiickoii denepanuu 0 NpoBeIEHUU yKa3aHHBIX MOANYHKTE "O"
NyHKTa 3 HACTOSIIETO JOKYMEHTa JKCIEPTHU3 3asBUTEIb NMPEACTABISECT B IKCIEPTHOE
YUpPEXKJCHHE JUIS TPOBEICHHUS DKCIEPTU3bl KadyecTBa JICKAPCTBEHHOTO Mpenapara
00pa3Iibl JICKAPCTBEHHOTO TIpenapaTa, MpOU3BEICHHOTO B COOTBETCTBUU C TPEOOBAHUSAMU
MIPOU3BOJICTBEHHON pelenTyphl U (WJIK) MPOMBIIIJIEHHOTO PErIaMeHTa, YTBEPKICHHBIX
PYKOBOJIUTENEM  MPOU3BOAUTENS  JIEKAPCTBEHHBIX  IIpenapaTtoB, a Takke (B
COOTBETCTBYIOIIMUX CIIy4asix) oOpasiibl (papManeBTHUECKOW CyOCTaHIIMM, TECT-IITaMMa
MUKPOOPTAaHU3MOB, KYJIbTYpPbI KJIETOK, 00pa3iibl BEMIECTB, MPUMEHSIEMBIX ISl KOHTPOJIS
KauecTBa JIEKApPCTBEHHOTO Ipernapara IIyTeM CpPaBHEHUS C HUMHU HCCIETYyEMOTO
JIEKapCTBEHHOTO TIpernapara, B KOJMYECTBAX, HEOOXOIWMBIX Il BOCHPOU3BEACHUS
METOJI0B KOHTPOJISI KaueCTBa.



11. B cinydae HeIOCTaTOYHOCTH TMPEACTABICHHBIX JSKCHOEPTY MaTepUaIoB
AKCIIEPTHBIM YUPEKICHUEM HAIMpAaBISAECTCA 3alpoc O MPEACTABICHUH HEO0OXOAMMBIX
MaTepuasioB B (OpMe IJIEKTPOHHOTO JOKYMEHTa, MOANMMCAHHOTO 3JIEKTPOHHOMN
NOJMUCHIO, WIM Ha OyMa)XHOM HocuTele. 3asBUTEIb O0sf3aH MPEICTaBUTh OTBET Ha
3aMpoc B AKCIEPTHOE YUPEKIECHUE B CPOK, HE MpeBblmaronuii 20 pabounx aHei co nHA
MOJIyYEHHUsI YKa3aHHOTO 3anpoca. Cpok co JTHS HaIpaBIICHHS 3ampoca A0 JHS MOJTyYCHUS
Ha HEro OTBETA 3asBUTENISI HE YUYUTHIBAETCA IIPU MCUYUCIEHUU CPOKa NPOBEACHUS
3KCIIEPTU3BI.

12. OcHOBaHMsIMH [JIsl OTKa3a O BHECEHUM YKa3aHHBIX B IMYHKTE 3 HACTOSIIETO
JOKYMEHTA HM3MEHEHHW B JOKYMEHTBI, COJEPKAIIMECS B PETUCTPALHMOHHOM JOChE,
SIBJISTFOTCSL:

a) HENpeJCTaBIICHWE 3asBUTEJIEM B YCTAHOBJIEHHBI CPOK OTBETa Ha 3amlpOChl
MunucrepctBa  3apaBooxpaHeHust Poccuiickor  @enepanuu, MpeayCMOTPEHHBIE
nyHkTaMu 9 u 11 HacTodIero J0KyMeHTa;

0) OTCyTCTBHE B TMPEJCTAaBICHHBIX JOKYMEHTaX JOCTATOYHBIX CBEJCHUMH,
MOJITBEPKIAAIONIUX HEOOXOIMMOCTh BHECEHHUS M3MEHEHHUM B PETHCTPAIMOHHOE JOChE,
WK UHPOPMaIIUY, TOATBEpKAatoel (GakT yriaTsl ToCyAapCTBEHHOM MOIUIUHBI;

B) 3aKJIIOYEHUE DKCIEPTHOIO  YUPEKIEHHS O BO3MOXHOCTH  CHHIKEHUS
0e3omacHOCTH, KaudecTBa, HS()PPEKTUBHOCTH JIEKAPCTBEHHOI'O IIpenapara B clydae
BHECEHMS U3MEHEHUN B PETUCTPALIMOHHOE J10ChE.

13. BBox B rpaxkgaHckuii oOOpOT JIEKapCTBEHHOTO Mpernapara, 3a HUCKIIOUYECHHEM
MMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX IpENnapaToB, MPOU3BEAECHHOr0 B Poccuiickoii
®enepanuu Wi BBo3uMoro B Poccuiickyro denepanuio nociie BHECEHUSI U3MEHEHUN B
PETUCTPALIMOHHOE JOChE€ B COOTBETCTBUM C NOAMYHKTOM "a" IyHKTa 3 HAaCTOAIIETO
JOKYMEHTA, OCYLIECTBJISIETCSI B COOTBETCTBMM C 4YacTamMu | wm 2 crateu S52.1
®denepanbHOro 3aKkoHa "O06 oOpaleHun JIeKapCTBEHHBIX CPEACTRB".

BBon B rpaxkmaHckuii 000pOT MEPBBIX TPEX CEpUil WIM MApTUN JIEKAPCTBEHHOTO
npernapara, 3a HMCKIIOYECHHEM HWMMYHOOHMOJOTUYECKUX JIEKAPCTBEHHBIX IpenapaTos,
npousBeieHHOro B Poccuiickoint denepannn nim BBo3uMoro B Poccuiickyro denepannro
IIOCJIE BHECEHUSI U3MEHECHUN B PETMCTPALMOHHOE JOCHE B COOTBETCTBUU C ITOAITYHKTOM
"a" u ab3amamMu BTOPHIM, YETBEPTHIM U MATHIM MOJMyHKTa "O" MyHKTa 3 HACTOAIIETO
JIOKYMEHTA, OCYIIECTBIISICTCS B COOTBETCTBUU C 4HacThio 4 ctathu 52.1 denepaibHOTO
3akoHa "O06 oOpalleHuH JICKapCTBEHHBIX CPEACTB".

[IpoBenenue npeaycMOTpeHHBIX YacThio 4 cratbu 52.1 denepanbHoro 3akona "OO6
oOpallleHUW JIEKapCTBEHHBIX CPEJICTB" HCHBITAHUM YKa3aHHBIX JICKAPCTBEHHBIX
MPENapaToB JOMYCKAETCS C UCMOIb30BAHUEM CPEACTB IUCTAHIIMOHHOTO B3aUMOJICUCTBHS
B PEKHMME PEATTBHOTO BPEMEHH MOCPEACTBOM BUICOCBSA3H.

[IpencraBieHre JOKYMEHTOB, TIPEIyCMOTPEHHBIX dYacTbto S5 cratbu 52.1
@®enepanpHoro 3akoHa "OO oOpalleHHHM JIEKapCTBEHHBIX CpPEICTB", B OTHOIICHHUH
JIEKapCTBEHHOTO IIpernapara, npou3BeeHHOro B Poccuiickort deaepannu Wi BBO3UMOTO
B Poccuiickyro @enepanuro nocie BHECEHHS U3MEHEHUW B PETMCTPALIMOHHOE JOCHE B
COOTBETCTBHUH C HACTOSIIUM JOKYMEHTOM, HE TpeOyeTcsl.

BBoj B rpaxmanckuii 000pOT IMMYHOOHOJIOTHYECKOTO JIGKAPCTBEHHOTO Tperapara,
npousBeneHHoro B Poccuiickon denepannn nim BBo3uMoro B Poccuiickyro denepannto
[I0CJIE BHECEHUS U3MEHEHUN B PETMCTPALIMOHHOE JTIOChE B COOTBETCTBUHU C IOJIITYHKTOM
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"a" u ab3amamMu BTOPBIM, YETBEPTHIM U MATHIM MOANMYHKTA "0" MyHKTa 3 HACTOAIIETO
JOKYMEHTa, OCYILIECTBIISIETCA B COOTBETCTBUHU C 4acThio 7 ctarbu 52.1 denepanbHOro
3akoHa "OO0 oOpalieHnu JIeKapCTBEHHBIX CPEJCTB".

[TpoBeneHne uUCHOBITAaHUNA KadecTBa HMMYHOOHMOJOTHYECKOIO JIEKApCTBEHHOTO
npenapara, NOpeIycMOTpeHHbIX [IpaBuiamu BblIauum  paspelieHus Ha BBOJA B
IPaXIaHCKUM 000pPOT CepUM WIM MapTUM HWMMYHOOHOJIOTMYECKOTO JIEKAPCTBEHHOI'O
npernapaTta,  BblAAUM  3aKJIIOUYEHUST O  COOTBETCTBUM  CEpUM  WIM  NApTUH
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOIO IMpernapata TpeOOBaHUSM, YCTaHOBICHHBIM
IpU €ro TOCYJAAPCTBEHHOW  PETUCTPALMH, YTBEPKAECHHBIMH  ITOCTAHOBJICHHEM
[IpaBurensctBa Poccuiickoit @enepanuu ot 26 HOoAOps 2019 r. N 1510 "O nopsnke
BBOJa B TPAXIAHCKUH O0OOPOT JICKAPCTBEHHBIX MPENaparoB sl MEAUIIMHCKOTO
MpUMEHEHUA",  JOMYCKAaeTcs C  HCIOJb30BAHWEM  CPEACTB  JUCTAHLIMOHHOIO
B3aUMOJICHCTBUS B PEKUME PEATLHOIO BPEMEHH MOCPEACTBOM BUACOCBSI3H.
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