06 yTBepXxneHuu Mopapka oueHKn o6beMa ucnbiTaHUK KavyecTBa
MMMYHOOMOIOrMYECKUX JlIeKapCTBeHHbIX NpenapaTtoB Komuccuen
depepanbHou cnyXxObl N0 Hap30py B chepe 34pPaBOOXPaHEHUS
No Ka4yeCcTBy UMMYHOOMONOrM4eCcKuX JieKapCTBEHHbIX
npenapaTos

Mpuka3s * Ne 5227 - 07 22.09.2025 - ®epepansHan cnyxba no Haasopy B chepe 34paBooxpaHeHns - lencteyeT 6e3
N3MEHEHUN

MUHNCTEpPCTBO CTULMNK
Poccuickon ®egepalimm
3APETMCTPUPOBAHO
PernctpauunoHHbin Ne 83910
0T 22 oKTsA6ps 2025 .

OENEPANIBHASA CJTIY>XKBA NO HAA3O0PY B COEPE 3APABOOXPAHEH4A
MPUKA3

MockBa

22 ceHTs6ps 2025 r. Ne 5227

06 yTBepxaeHun Mopsaka oLeHkn obbeMa NUCNbITaHUI KavyecTBa MMMYHOBNOIOrNYECKMX IEKAPCTBEHHbIX
npenapaTtoB Komuccuen ®eaepasbHoin cny>x0bbl Mo Hag30py B chepe 34paBOOXPaHEHUS MO KAa4yecTBy
NMMYHOBMONOrMYeCKNX NeKapCTBEHHbIX NpenapaTos

B cooTBeTCTBUM C ab3aLieM BTOpPbIM NyHKTa 8 MNpaBua Bbidayn pa3peLleHns Ha BBOA B FpaX 4aHCKNIA
060poT cepum UM NapTum MMMYHOBNOIOrMYECKOr0 IEKAPCTBEHHOMO NpenapaTa, a TakXXe Bblaayu
thefepanbHbIMU FOCYAAaPCTBEHHbIMU BIOAXKETHLIMU YYPEXAEHUAMU, YKa3aHHbIMW B YacTu 4 cTaTbn 52.1
depepanbHOro 3akoHa "06 obpalleHnn IeKapCTBEHHbIX CPeACTB", 3aK/Il04EHNS 0 COOTBETCTBUMN CEPUN UK
napTuu MMMyHOBMONOrMYeCKOro NeKapCTBEHHOMO NpenapaTta TpeboBaHMAM, YCTaHOBIEHHLIM NpU ero
roCyAapCTBEHHOW PerncTpaunumn nan perncTpaunm, yTeep)XaeHHbIX NocTaHoBAeHeM MpaBnTebLCTBA
Poccunckon ®epepaumm ot 31 Masa 2025 r. Ne 815, npukasbiBato:

1. YTBepAnTb Npunaraemolin Mopsfok oLeHky obbeMa NCNbITaHUA KayecTBa UMMYHOBMON0rn4ecknx
NeKapCTBEHHbIX NpenapaToB Komnccren depepanbHON Cnyxbbl M0 Haf30py B Chepe 34paBOOXPaHEHNS MO
KavyecTBy MMMYHOBUONOrMYECKNX NIEKAPCTBEHHbIX MpenapaTos.

2. Mpu3HaTb yTpaTMBLUUM Cuy npuka3s Poc3gpaBHan3opa oT 17 nekabps 2019 r. Ne 9452 "06
yTBepxaeHuu Mopsaka oueHkn obbemMa NCNbITaHUA KayecTBa UMMYHOBMON0rMY4eCKUX IeKapCTBEHHbIX
npenapatoB Komnccuen ®depepasnbHon cnyxbbl Mo Hag30py B chepe 34paBOOXPaHEHUS MO Ka4yecTBy
MMMYHOBMONOrMYECKUX NIeKapPCTBEHHLIX NpenapaToB" (3aperncTpmpoBaH MMHUCTEPCTBOM HOCTULMUN
Poccuiickon ®epepaummn 30 nekabps 2019 r., perncTpaunoHHbiin Ne 57071).

3. HacTosAwwmin npuka3 gencteyet o 10 noHs 2031 r.

PykosoguTtens A.B.Camonnosa

YTBepxaeH

nprkasom ®enepanbHON cny>6bl N0 HaA30py B chepe 3PaBoOOXPaAHEHUS
0T 22 ceHTabpa 2025 r. Ne 5227

NopsAoK OLeHKN 0bbeMa NCMbITAHNA KavyecTBa UMMYHOBUONOrMYECKMX JIEKAPCTBEHHBIX NMPENapaTos
Komunccnein ®epepanbHoii cyxbbl No Haa30py B chepe 34paBOOXPaHEHNS MO KayecTBy
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MMMYHOOMOIOrNYECKUX IEKAPCTBEHHbIX MpernapaToB

1. HacTosiwuin Mopagok oueHK obbeMa UCMbITaHNI KayeCcTBa MMMYHOBNONOrNYECKNX JIEKAPCTBEHHbIX
npenapaTtoB Komnccuen ®depepasbHon cny>xbbl Mo Hag3o0py B chepe 34paBOOXPaHEHUS MO KavyecTBy
NMMYHOBMONOrNYECKUX SIeKaPCTBEHHLIX NMPenapaToB yCTaHaBIMBAET MpaBuia NpoBeaeHnsa Komumccunen
depepanscHon cnyx6bbl N0 Haa30py B chepe 34PaBOOXPAHEHNS MO Ka4eCTBY UMMYHOBMONOrMYeCcKux
JIeKapCTBEHHbIX NpenapaToB (fanee - KoMuccmsa) aHaam3a CBeOEHUN C Liesbio onpeaeneHns obbema
NpPoOBOANMbIX MCMbITAaHU KaYecTBa VIMMyHOﬁI/IOJ'IOFI/I‘-IeCKOFO NeKapCTBEHHOr o npenapaTta KOHKPETHOI O
HaVMeHOBaHMS U NPOM3BOANTENA (C Y4ETOM SIeKapCTBEHHON (DOPMbI 1 LO3MPOBKK) Ha COOTBETCTBME
TpeboBaHNAM HOPMAaTUBHOW JOKYMEHTALUN AN HOPMATMBHOIO AOKYMEHTa MO KayeCTBY B paMKax
npoBefeHns genepasbHbIMU FOCYAapPCTBEHHbIMY BI0AXKETHLIMU YYPEXAEHNAMU, HAXOAALLMMUNCS B
BeAeHUn MnHNCTepPCTBa 3ApaBooxpaHeHns Poccuinckon ®epepaunn n (unn) ®epepansHom ciyxbul no
HaA30py B chepe 34paBOOXPaHEHNS, aKKPEeANTOBaHHbIMU B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuinckon ®egepaumm 06 akkpeauTaumm B HaLMOHaIbHON CMCTEME aKKpeamTaLmm, NCNbITaHWA KayecTBa
I/IMMyH06VIO}'IOFI/I'-IeCKI/IX NIeKapCTBEHHbIX NMpenapaToB C LeNiblo BblAa4n 3aK/Il04eHNA O COOTBETCTBUN Cepun
AN NapTUM MMMYHOBNOIOrNYECKOr0 IEKApPCTBEHHOMO NpenapaTa TpeboBaHNsAM, YCTaHOBJIEHHLIM NPU ero
roCcyoapCTBEHHOW PerncTpauumn nnn peructpaunn (oanee - o06bem UCNbITaHNN KavyecTBa
MMMYHOBMOMOrMYeCcKoro IeKapCTBEHHOr0 NpenapaTa, deaepanbHble YYPEXXAEHNS).

2. OueHka obbeMa UCNbITaHWA KavyecTBa MMMYHOBMONOrMYECKNX IEKAapCTBEHHBIX NMPenapaToB MPOBOANTCA
B OTHOLUEHWNWN 3apPerncTpmnpoBaHHbIX VIMMyHOﬁI/IOJ'IOFVI‘-IeCKVIX NeKapCTBEeHHbIX NMpenapaToB, BBEAEHHbLIX B
rpakaaHCcKun obopoT Ha TeppuTopmm Poccrinckon deaepaunn, MHPOPMaLMA O KOTOPbIX COAEPXNTCA B
aBTOMaTU3UPOBAHHON MHGMOPMaLIMOHHON cucTemMe PeaepasibHol Cny>xbbl Mo Haa3opy B cepe
3[paBOOXPaHEHUS.

3. MpuHSTKE peLLeHnsa No onpeneneHnto obbemMa NCMbITaHNI Ka4eCTBa MMMYHOBMOIOMrMYECKOro
JIEKApPCTBEHHOrO NnpenapaTa KOHKPETHOrO HAaMMEHOBAHUSA 1 MPON3BOAUTENS (C Y4ETOM NEKAPCTBEHHOW
hOpMbI 1 103UPOBKM) OCYLLECTBASETCA KOMUCCUEN Ha OCHOBAHMM NPOBOAMMOro heaepasbHbIMU
yypexgeHnamMmmn aHaain3a Ka4eCTBa I/IMMyH06VIOJ'IOFI/I‘~IeCKI/IX NeKapCTBEHHbLIX MpenapaToB, NpeacTaBasaemMoro
B Komuccmio exxerogHo oo 1 MmapTa, 1 C y4eTOM CBEAEHUI, MOSIyHEHHbIX OT hefepanbHbIX OPraHoB
NCMONHNTENLHOW BNACTKW, OpraHu3aLmin, 0CyLWeCTBASIOWMX NPOM3BOACTBO UMMYHOBMONOr NYECKNX
JIEKapCTBEHHbIX NpenapaToB B Poccuinckon Pepepaunm, opraHm3aLnim, oCyLLEeCTBASIOWNX BBO3
MMMYHOBMONOrNYECKUX NIeKapCTBEHHLIX NpenapaToB B Poccuiickyto Pepepaunto, opyrux cybbekToB
o6pau.|,eva I/IMMYH06I/IOJ'IOFVI‘-IeCKVIX NeKapCTBEHHbIX MpenapaToB, B TOM YMUCE:

pe3ynbTaToB (hefepanbHOro rocy4apCcTBEHHOr0 KOHTPOA (Haa3opa) B cchepe obpalleHns 1eKapCTBEHHbIX
CpencTs, CBeAeHNn 06 0T3bIBE NMPOM3BOANTENAMN (LepXKaTENAMN PEFNCTPALIMOHHbBIX YA0CTOBEPEHNIA)
NMMYHOBMONOrMYeCKNX NEKAPCTBEHHbIX NPEnapaTos;

pe3ynbTaTOB UHCMEKTNPOBaHNA CyObeKTOB 0bpaLLeHNs NeKapCTBEHHbIX CPeACTB Ha COOTBETCTBUE
TpeboBaHMAM NpaBua HafieXallen NPON3BOACTBEHHON NPaKTUKK 1, MMLEH3NOHHOIO KOHTPOS
AesTeNbHOCTM MO NPON3BOACTBY JIEKAPCTBEHHbLIX CPEACTB;

1 PeweHune CoeTa EBpa3mMnckon 3KOHOMUYECKON KOMUCCMM OT 3 Hoabps 2016 r. Ne 77 "06 yTBEpXAEHUM
MpaBunn Hagne)xalen Npon3BoACTBEHHON NPaKTNKM EBPa3ninckoro 3KOHOMMYECKOro cot3a", ABasLeecs
obs3aTenbHbIM Ana Poccminckon defepauum B COOTBETCTBUM € loroBopoM 0 EBpa3snincKoM 3KOHOMUYECKOM
coto3e oT 29 mas 2014 r., patudununpoBaHHbiM PegepanbHbiM 3aKOHOM OT 3 okTA6ps 2014 r. Ne 279-03 "0
paTudmnkauum [lorosopa o EBpasninckoM sKOHOMUYECKOM Coto3e".

BbISIBJIEHHbIX HECOOTBETCTBUI TPeOOBAHMAM NPW FOCYLAaPCTBEHHON perncTpauum namn perncTpaumnm no
pe3ynbTaTaM aHa/n3a KayecTBa MMMYHOOMOMOrMYECKMX IEKAPCTBEHHbIX MpPernapaToB U aHan3a
LNOKYMEHTa NPOV3BOAMTENS UMMYHOOMOOrMYECKOro JIeKapcTBEHHOMO NpenapaTa, Cofep Kallero
MHOPMaLNIO O CTaANAX MPOU3BOLCTBA U KOHTPOJIA KavecTBa CEPUN WK NapTUM NMMYHOOUOIOrMYECKOro
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JIeKapCTBEHHOrO npenapaTa B COOTBETCTBUN C TpeboBaHUSAMMN PErncTPaLMOHHOIO A0CHE Ha
MMMYHOOMONOrMYeCKNN NEKAPCTBEHHGIN Npenapar;

pe3ynbTaTOB CTaTUCTUYECKOr0 aHan3a 3aKOHOMEPHOCTEN KOJIMYECTBEHHbIX AaHHbIX, MOJIy4EHHbIX B
pe3y/bTaTe NPOBEAEHHbIX UCMbITAHNIA KaYeCTBa MMMYHOBMONOrMYeCKNX NeKapCTBEHHbIX MPenapaTos.

4. B TeveHmne 7 pabounx gHen nocne AHA NOAyYeHUS CBEAEHUIN, YKa3aHHbIX B MyHKTE 3 HacToALLero
Mopsaaka, 0OTBETCTBEHHbLIM CeKpeTapeM KoMmuccum ¢ y4eToM nyHKTa 2 HacToswero lMopsaaka hopMupyeTcs
nepeyeHb MMMYHOBMOIOrNYECKNX IEKAPCTBEHHbIX MPenapaTos, B OTHOLIEHUN KOTopbiX Komuccnen bynet
NPOBOANTLCS OLEHKa 06beMa NCMbITaHU KavyeCcTBa.

5. Ha 0CHOBaHUN MMEIOLLNXCA CBEAEHUN KoMUCCUs exxeroHo He no3aHee 1 anpens roga, Cheaytowero 3a
npoLueLlw M, NPpoBOANT 3acefilaHne U NpUHUMAET peLleHne no onpefeneHunio obbemMa NCNbITaHUA KayecTBa
MMMYHOBMONOrMYECKOr0 JIEKAPCTBEHHOMO NpenapaTa KOHKPETHOr0 HaMMEHOBaHUS U Npon3BoanTeNs (C
YY4€TOM JIeEKapCTBEHHON (POPMbI 1 LO3MPOBKK) U NEPUOANYHOCTI NPOBEAEHUS UCMbITAHNIA
NMMYHOBMONOrNYECKUX NIEKAaPCTBEHHLIX NMPenapaToB Mo BCEM MOKa3aTeNsM KayeCTBa, NPefyCMOTPEHHbIM
HOPMATMBHOMN AOKYMeHTaUnen, nnm TpeboBaHUAM, YCTaHOBIEHHbLIM MPU PerncTpaumm B COOTBETCTBMMN C
aKTaMu, COCTaBAALWNMN NpaBo EBPa3ninCcKoro 3KOHOMNYECKOro Cot3a.

6. PeleHne KoMuccum no cokpalleHntio obbemMa UcnbITaHWn KavyecTBa MMMYHOBMONOrNYeCKNX
NeKapCTBEHHbIX NpenapaToB (3a NCK/YEHNEM 3HAYMMbIX MOKa3aTeNen, XapakTepu3yoLLNX KayecTBo)
NpYHMMaeTCca Npyu O4HOBPEMEHHOM OTCYTCTBUN:

MHOPMaLUK O BbISIBJIEHUM HECOOTBETCTBUS TPeBOBaHMAM K Ka4eCTBY MPW rocyapCTBEHHOWN perncrpaummn
AN perncTpauuu;

NHOPMaLIMKN O CEPLE3HbIX HEXENATENbHbLIX peakumax, NPeacTaBASAIOWNX NOTEHUNANBHYIO YIPO3Y XU3HMK,
0 C/lyYasx HaHeCeHUs Bpeda XMU3HU 1 300POBbI0 FPaXAaH, 0 KNacTePHbIX Cyvasx He[oCTaTOYHOW
TepaneBTNYeCcKoN 3pPeKTUBHOCTK;

pe3ynbTaToOB CTAaTUCTUYECKOro aHasiM3a 3aKOHOMEPHOCTEN KOJIMYECTBEHHbIX AaHHbIX, MONy4YaeMbIX B
pe3syfnbTaTe NPOBEAEHHbIX UCMbITAaHUI Ka4yeCcTBa MMMYHOBNONOrNYEeCKMX SIeKapCTBEHHbIX MpenapaTos,
BbIXOAALWMNX 3a Npefesbl JOCTOBEPHOCTY;

rpybbiX HapyLIEHN ANLEH3NOHHbIX TPEOOBAHNI 2 , BbISBAEHHbLIX NPU INLLEH3MOHHOM KOHTPOJe
LeATeNIbHOCTU MO MPON3BOACTBY NEKAPCTBEHHbIX CPELACTB, @ TaKXKe KPUTUYECKUX HECOOTBETCTBMI NO
pe3ynbTaTaM MHCNEKTMPOBAHUS Ha COOTBETCTBME TpeboBaHWAM NpaBua Hagaexallen Npon3BOACTBEHHOM
NPakKTUKK 3 .

2 TyHKT 6 MNonoXxeHns o MMLEH3NPOBAHNN NMPOU3BOACTBA JIEKAPCTBEHHbLIX CPeACTB, YTBEP)KAEHHOIO
noctaHossieHueM lMpasuTenbcTBa Poccunckon ®epepaumm ot 6 nona 2012 r. Ne 686.

3 PeweHune CoseTa EBpa3niickon saKkoHOMUYeCKor komuccum ot 3 Hos6pa 2016 r. Ne 77 "O6 yTBepXAeHUN
MpaBnn Hagnexxawen npon3BoACTBEHHON NPaKTNKKM EBPa3ninckoro 3KOHOMMUYECKOro cot3a", aBasLeecs
obs3aTenbHbIM Ana Poccminckon defepauum B COOTBETCTBUM € loroBopoM 0 EBpa3ninCKoM 3KOHOMUYECKOM
coto3e 0T 29 mMast 2014 r., paTuduumpoBaHHbIM OenepasibHbIM 3aKOHOM OT 3 okTa6psa 2014 r. Ne 279-03 "O
paTudunkauum [lorosopa o EBpasninckoM sSKOHOMUYECKOM Coto3e".

7. PewieHune Komnccum no onpepeneHunio obbema UCnblTaHU KayecTsa UMMYHOBMON0rnieckunx
JIeKapCTBEHHbIX NpenapaToB 0popMaseTcs B OAHOM 3K3eMnasape, NoANUCLIBAETCA BCEMU YneHaMu
KoMunccmm, npucyTCTBYIOWMMMN Ha 3aCeAaHunm.

Konuu peweHna KoMmnuccum HanpasnaoTcs B hefepasibHble yYpexaeHnsa oas opraHmsauum paboTt no
NPOBEAEHMNIO NCMbITAHNA NMMYHOBMONOrNYECKNX NEKapPCTBEHHBIX MpenapaTos.

8. PepepanbHas cnyxxba No Hafa30py B chepe 34paBoOOXpaHeHNs pa3MellaeT pelleHrne KOMUCCUMKU Ha CBOEM
onLMaNbHOM canTe B UHDOPMALMOHHO-TENIEKOMMYHUKALWOHHON ceTun "MIHTepHeT" C cobntogeHnem
TpeboBaHWi 3aKoHOA4aTeNbCTBa Poccunckon depepaLiv 0 KOMMEPYECKON 1 MHOWM OXPaHAEMON 3aKOHOM
TallHe B Te4yeHune 5 pabounx aHen co OHS NPUHATUS pelleHns Komuccren.

9. MnaHoBbIe 3acefaHnsa KoMmuccum npoBoAATCSA HE pexxe 04HOro pa3 B rod. Mo Mmepe HeobxoanmocTu
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(BHeceHWe N3MeHeHUn B HOPMaTUBHYIO LOKYMEHTALMIO JIeKapCTBEHHbIX CPEACTB, PerncTpaumns HoBbIX
NEKApPCTBEHHbIX CPEACTB, YXYALIEHNe KavyecTBa, NpobnemMbl ¢ 3DHEKTUBHOCTLIO U 6€30MacHOCTbI0
MMMYHOBMONOrMYeCKOro IeKapCTBEHHOMO nNpenapaTta) MoryT BbiTb NPOBEeAeHbl BHEMNaHOBbLIE 3acejaHuns
Komuccun,

10. PeweHne KoMumccum o cokpalleHun obbeMa NCnbITaHUA B OTHOLLEHWMW BrepBble NPOM3BOAUMOrO UK
BrepBble BBO3MMOr0 MMMYHOBMONOrMYeCcKOro IeKapCTBEHHOrO NpenapaTta NpUHMMaeTCs noce
NpoBeAeHNs KaXXAbIM (hefepabHbIM yupekaeHneM (04HOBPEMEHHO MW NOCAeA0BaTEbHO) UCMbITaHUN
KayecTBa He MeHee NATHaALaTu Cepuidi MAN NAaPTUA YKa3aHHOr0 MIMMYHOBMOI0MrMYEeCKOro 1eKapCcTBEHHOI0
npenapaTta Nno nokasaTensaM KayecTBa, NPefyCMOTPEHHbIM HOPMATUBHON AOKYMEHTaLMER, nau
TpeboBaHWAM, YCTAHOB/IEHHbLIM MPW perncTpaLmm B COOTBETCTBUM C aKTaMu, COCTaBAAOLWMUMY NPaBo
EBpa3ninckoro sKOHOMUYECKOro Coto3a.

11. OpraHu3auum, ocyLLeCcTBASOLLNE NPOM3BOACTBO MMMYHOBMONOrNYECKNX SIEKAaPCTBEHHBIX NPenapaToB B
Poccuiickon ®epepalimm, Uav opraHm3aunm, oCcyLecTBASIOWME BBO3 UIMMYHOOMOOMrMYEeCKrX
NEeKapCTBEHHbIX MpenapaToB B Poccuinckyto ®epepauimio, MOryT nofaTh 3asaBaeHne B PocsgpaBHaa3op o
BHECEHUW N3MEHEeHWI B pelleHne Komuccun.

MocTynmBLWKe 3a9BNeHNSA pacCMaTPUBaOTCAa KOMMCCUEN B CPOK, HE MPEBLILIAIOLWMNIA ABYX KaNleHAAPHbIX
MecsLLeB C MOMEHTa permcTpaLmm B aBTOMaTU3MPOBAHHON UH(OPMaLMOHHOW cucTemMe PocsagpaBHaa3opa.
PeweHns Komuccmm pasmellaTcsa Ha opurunanbHOM cante B MHDOPMaLMOHHO-TEIEKOMMYHMKaLMOHHOWN
cetn "MHTepHeT" c cobniogeHnem TpeboBaHmii 3aKoHoAaTeNbCTBa Poccuiickon degepaunm o
KOMMEPYECKOWN N MHON OXPaHAEMON 3aKOHOM TalHe 1 HaNpPaBAATCSA 3as8BUTENO0 NOCPEACTBOM
3N1EeKTPOHHbIX CPEACTB CBA3MN.

12. B cnyyae noctynaeHus B Komuccuio uHGopMauum oT defiepasibHbiX OPraHOB UCMOSHUTENLHOM BACTH,
opraHu3auni, ocyLLecTBASIOWNX MPOM3BOACTBO MMMYHOBMOMNOMMYECKUX IeKaPCTBEHHbIX NPernapaTos B
Poccuiickon ®epepalimmn, opraHusaLmin, ocyLLecTBASIOWMX BBO3 UMMYHOBMONOrM4eCKUX IeKapCTBEHHbLIX
npenapaToB B Poccuiickyto ®epepaLmio, OpraHu3aunil, OCyLLeCTBASIOWMNX NHCNIEKTUPOBaHNe CybbekToB
obpalleHns NeKapCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHNAM NpaBua Hagnexallen
NPOM3BOLACTBEHHOW MPAKTUKK 4 , NCblTaTeNbHbIX NabopaTopuin (LEHTPOB), aKKPEeAMTOBAHHbIX B
COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuinckon ®efepaumm 06 akkpeanTaumm B HaLMOHANbHOW CUCTEME
aKkpeguTauuu, aopyrux cybbekTos obpalleHns MMMyHOBUONOrMYEeCKX IEKAPCTBEHHbIX MpenapaTos 0
BbISIBJIEHUU HECOOTBETCTBNSA MMMYHOBMONOrMYECKOro IeKapCTBEHHOMO rnpenapaTta yCTaHOBEHHbIM
TpeboBaHNAM K KQ4eCTBY, CEPbE3HbIX HEXeNaTeNbHbIX peakuunax, NpeacTaBAsoWNX NOTEHUNANbHYIO
YrpO3y XW3HK, CJIy4asX HAHECeHWs Bpefa XM3HW U 300POBbI0 FpaXkAaH, KNacTepHbIX Cayvasx
HeLOCTaTO4YHON TepaneBTUYeCKON 3DHEKTUBHOCTM, rPpyObiX HapyLLUEHWIA MNLEH3NOHHbIX TpeboBaHW,
YyCTaHOBJ/IEHHbIX MPU NINLLEH3VOHHOM KOHTPOE AeATeNbHOCTY MO NPON3BOLACTBY NEKAPCTBEHHbLIX CPELCTB, a
TakKXe KpUTUYECKNX HECOOTBETCTBMI MO pe3yfibTaTaM UHCNEKTUPOBAHUS Ha COOTBETCTBME TpeboBaHUAM
npaBua Hagnexallen Npou3BoACTBEHHON NPaKTMKK, KoMmuccnen npmHuMaeTcs pewleHune 06 ysenmyeHun
obbema NMpPoBOAMMbBIX UCMbITAHUIA Ka4eCcTBa MMMYHOBNOIOrMYECKOro eKapCTBEHHOr0 nNpenapaTa
KOHKPETHOr0 HaVMEeHOBAHWA 1 MPON3BOAMTENS (C YHETOM NIeKapCTBEHHOW (hOPMbI U [,O3MPOBKM).

4 PeweHne CoBeTa EBpa3uninckon 3KOHOMMYECKON KoMMccum oT 3 HoA6ps 2016 . Ne 77 "O6 yTBEp>KAEHMUU
Mpasun Hagnexxallen NPon3BoLCTBEHHON NPAKTUKM EBPa3MNCKOro 3KOHOMUYECKOro Cot03a", ABnstoLLeecs
oba3aTenbHbIM ans Poccuinckon Genepauum B COOTBETCTBUM C [LloroBOPOM 0 EBPa3ninCKoM 3KOHOMUYECKOM
coto3e oT 29 maa 2014 r., paTuduumnpoBaHHbiM PefepasbHbIM 3aKOHOM OT 3 oKTA6pa 2014 r. Ne 279-03 "0
paTudunkauum [lorosopa o EBpasninckoM SKOHOMUYECKOM Coto3e".
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