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Ne GMP/EAEU/BY/00472-2026

Cpox neiicteus ¢ 23 susaps 2026 r. no 22 suBaps 2029°T.

BbIIaH MO MTOTaM MpoBeNeHHs (hapMALICBTHUECKON HMHCIIEKIMH B coome@spm ¢ IlpaBunamu
npoBeJeHHs (papMaleBTHYECKHX HHCIEKLUH, YTBEP)KACHHBIMU PemeHnen@COBeTa EBpasuiickoit
9KOHOMMYECKOH KomMMccuH OT 3 Hos16ps 2016 r. Ne 83. &
MuHucTepcTBO 3npaBooxpaHeHus Pecrry6amku benapycs P Nt 2
(HOHHOC W COKpPALICHHOC HAUMCHOBAHH yHOJ‘IHOMO‘{CHHOI‘O @raﬂa)

NOATBEPIKIAET ClIeAyolIee: N
NpoBe/ieHa (hapMaleBTHYECKas HHCIIeKLHS : \0@

\k.

Q.

ICN Polfa Rzeszow S A.

(moHOE HaUMEHOBaHUE nponwonmp;lfi)

ul. Przemystowa 2, 35-105,Rzeszéw, Poland
(anpec l'IpOI/IBBO,ZlCTBCHHOP[ nno@uxm)

Ha OCHOBaHHH: &
npukasa MUHHUCTEpCTBa 3ApaBOOXpaHEHHS Pecrry6nm<yﬁ$5enapycs ot 2 nexabps 2025 r. Ne 1468
«O06 opraHu3aLy HHCHIEKTHPOBAHUSY. Q)A
Ha ocHoBaHuu cBeneHM, MOMyYEHHBIX MTPH HpOBeLI W WHCIIEKTHPOBAHHS, NOCIeIHEe U3 KOTOPBIX
Obi10 npoeneHo ¢ 20 suBaps 2026 1. “wo 2§HHBap;1 2026 r., YCTaHOBJIEHO, HTO JAaHHOE
(hapmalleBTHYECKOE  NPOM3BOACTBO (COQTBeTETBYeT  TpeGopanusM  Ilpasun  Hamnexaumeii
TPOM3BONICTBEHHOM NMpakTHKK EBpasuiickoro ab@(ﬁommecmro CO1032, 9KBUBANIEHTHBIX [IpuHumnam u
Pykosonctsy Esponeiickoro coroza(no Halm@camen TIPOU3BOJICTBEHHOMN TPAKTUKE JIEKAPCTBEHHBIX
CPEJICTB [T MEAMLUMHCKOTO U BETePHHAPHOIO IPUMEHEHH: U NpUHLHNaM CHCTEMBI COTPYAHHYECTBA
bapmMaLleBTHUECKUX MHCTIEKIIHIA (PIC/ ). & :
Hacrosummii ceprudukar orpaxaer CTa@c MPOU3BOJCTBEHHON IUIOIIAAKH Ha MOMEHT IpPOBEACHHS
(bapmaneBTHUECKOH HHCHEKUHIM [0 HCTeYeHHH Goliee 3 JIET OT JaThl MOCIEAHETO JHS TIOCIEHETO
MHCTIEKTHPOBAHHS HE MOXKET CUTATHEA TOKYMEHTOM, CBUIETENLCTRYIONIMM O CTaTyCe COOTBETCTBHS.
Cpok pelicTBus cepTHdUkaTa eT OBITh COKpAllleH MNPH HCIONB30BAHHKM COOTBETCTBYHOIMX
NPUHLMIOB yTIpaBJIeHAs pncx@m NPy HaJUYUKU COOTBETCTBYIOINEH 3amucH OO0 3TOM B IIOJie
«OrpaHuueHus WM no;xcrxm\émbﬂble 3aMeTKH, Kacarolyecs OO0JacTH NPUMEHEHHUs HACTOSILEro
cepTHduUKaTay. 0}
Ceprudukar sBiseTcs aef@ramenbﬂbm B Cllyyae MpeICTaBICHHs BCEX ero JHMCTOB (Kak OCHOBHBIX
JIMCTOB, TaK U nononﬂmgﬁtﬂmx JINCTOB).
AYTeHTHYHOCTH (nong&m{ocn,) HACTOAILIEro ceprudukaTta MOXKHO TPOBEPHTH B 0ase JaHHBIX
Munncreperga  sapaBooxpanenns  Pecriybmuku  Bemapyceh, pacrionoxeHHOM mo  ampecy:
https://minzdrav. go&\\bv/ru/dlya-spetsmhstov/ lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
m1r11sterstva—zdra§bookhranen1va/ index.php (PeeCTp cemebHKaTOB GMP EADC).
Ecnu cepm(beRaT HE TPEICTaBIEH B/ yKasaHHon ~0a3e [aHHBIX, cleAyeT OOpaTUThCA B
yHOJ'IHOMO‘{egQLIH OpraH, €ro BbIAABIIMI. | =
.\\@
CTpe‘lggha 1us2
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Ne GMP/EAEU/BY/00472-2026

v .HeKapCTBeHHI)Ie CpeAcTBa IJ11 MEOAULIAHCKOr0 NpUMCHCHUA

[ JlexapcTBEHHbIE TIpenapaThl JJIs KIMHAYECKUX HCCIIeJOBAaHUH (MCTIBITAHUH)

HaumeHoBaHue
1. [TIPOU3BOJICTBEHHLIE OIEPALIMU — IEKAPCTBEHHAS TTPOY KA

1.2 |HecrepuibHas npoxyKIus

i

JIeKapCTBEHHBIX HOPM)

1.2.1.5. XKunakue nekapcTBeHHbIE GOPMBI [J1s1 HAPYXXHOrO IPUMEHESHN

1.2.1.13. TabneTkn

1.5.1. IlepBuyHas ynakoBka
1.5.1.13. Tabnetku

1.5.2. BropuuHas yrnakoBKa
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1.6.2. MukpoOHoOJIOruueckie UCIbITaHus
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MHKPOOHOJIOTHY

1.6.3. Xumuueckue (GU3MYECKUE) UCTIBITAHUS
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1.5 |[YmakoBka

1.6 |KoHTpoJib KauecTBa
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BaMeTK

OrpaHquHm HJTH NTOSCHUTEIIbHBIC

Kacaroluecs 061acTH NPUMEHEHHSL C
JIaHHAs ~ JIeSTETbHOCTh OCYIIECTBIACTES
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PecrnyGuku BenapyCL

(®.U.0., DOKHOCTS)

27 despans 2026 r.
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YN «Bymaxnan pabpuka» fo3naka, 3ak. 13818-2022.
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