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EBPA3UINCKUIA DKOHOMWYECKUIA COIO3
MWHWUCTEPCTBO 30PABOOXPAHEHWS PECNTYBJIIKA BEJIAPYCb

COOTBETCTBUS NPOM3BOLACTBA NEKAPCTBEHHbIX CPE[
TPEBOBAHWSIM MPABMA HALNEXALLEN NMPOU3BOACTBEHHOW
EBPA3UINCKOIO 9KOHOMWYECKOIO COIO3A
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Cpoxk aeiictus ¢ 19 monst 2026 r. no 18 nions 2029 R

Bbigan mo uroram mnpoBedeHUs (apMaLeBTHYECKOHW HHCIEKUUH B TBeTCT@Qﬁ ¢ [lpaBunamu
nposefeHus (GapMaleBTHUECKUX WHCMEKUMH, YTBEPXKIEHHBIMH Pem ng/\éeTa EBpasuiickoh
9KOHOMHUECKOU KOMHUCCHH OT 3 HOs16pst 2016 r. Ne 83. ov)é

MuHucTepCTBO 3/[paBooxpaHenus Pecnybnuku benapychb @

(monHoe U coKpalieHHOEe HAaUMEHOBAHHUS YIOJIHOMO oro oprgﬁ’a)

N

NOATBEP>KAACT CIIelyOLLee: $
nposejeHa apmalieBTHUECKash HHCTIEKLIHUA
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Ferring International C ey

(nonHoe HAaUMEHOBAHHE TIPO nﬂb‘o
Chemin de la Vergognausaz 50, 11 %‘t— ex, Switzerland
(anpec NPOM3BOJCTBEH )

Ha OCHOBAaHHWH:
npukaza MuHHCTepCcTBa 3ApaBoOXpaHeHus Pecn effapych oT 3 anpens 2026 r. Ne 374 «O6
OpraHM3alMyi UHCMIEKTUPOBAHHUS Y. Q}i‘
Ha ocHOBaHWM CBEIEHHI, MOJYUEHHBIX MPH NPO eanarfrJ MHCMEKTHPOBAHHUS, TIOCIEAHEE U3 KOTOPBIX
6bL10 ipoBesieHo ¢ 15 urons 2026 r. no 19 mo&% L& YCTaHOBIEHO, UTO IAHHOE apmaLeBTHYECKOE
NPOM3BOJICTBO COOTBETCTBYET TpeOOBaH pa HaJUIeKaIEH MPOU3BOACTBEHHON IIPAKTHKH
EBpa3zuiickoro 3KOHOMHUECKOro COk3a, 3 e&\%ﬁzlx [Tpunuunam U PykoBoactsy Epponeiickoro
coro3a Mo Hajasexatien npon330;1cme@n KTHKE JIeKapCTBEHHBIX CPEICTB ISl MEHLIMHCKOTO U
BETCPUHAPHOTO TNPHUMEHEHUs! U n%ﬁ CucreMbl COTpy/AHHUECTBa (hapMaLEBTHUECKUX
uHcnekuuii (PIC/S). > ;
Hacrosiuuii cepTudukar orpaxaet CTaT\_{Z)QanOI/lBBOHCTBeHHOﬁ TUIOLIaAKH HAa MOMEHT MPOBEAECHUS
(apmaLeBTHYECKONH MHCMEKLH 0 UgTeUeHUH bosiee 3 JieT OT aThl MOCIAEAHErO AHS MOCAEHEro
MHCMEKTUPOBAHUS HE MOJKET, bCS>IOKYMEHTOM, CBUETENBCTBYIOLIUM O CTaTyCce COOTBETCTBHS.
Cpok pelicTBus cepmdm&m ObITh COKpalleH TPH MCMOJb30BAHMH COOTBETCTBYIOLIMX
MPUHLMITOB yNpaBieHUs p Kalxyll\@ MpM HaMuMM COOTBETCTBYIOILEH 3amucu 06 3TOM B rMoje
«OrpaHuueHus WM eablble 3aMETKH, Kacarouliecs O0NacTH NPHMEHEHHS HACTOsUIero
ceprudukaray. \%}Qr
Cepruduxar sasns CTBUTENbHBIM B Cllyuae MpeacTaBlieHHs BCEX €ro JIMCTOB (KaKk OCHOBHBIX
JIUCTOB, TaK U 3 n@re bIX JIUCTOB).

OCTb) HAacTOslIEro cepTudUKaTa MOXHO MNPOBEPUTL B 0Oasze JaHHBIX

oxpanenus  Pecry6nuku  Bemapych,  pacmonoKeHHOW MO ajpecy:

ministerstva-zdraveokhraneniya/index.php (Peectp

Ecau cepmdm@q? HE TMpelCTaBileH B yKasaHHO
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Ne GMP/EAEU/BY/00508-2026
M JlekapcTBEHHbIE CPEACTBA /ISl MEAMLIMHCKOTO MPUMEHEHHS
O JlexapcTBenHble npenaparhi A/s KIMHUUECKUX UCCIIeJOBaHUH (MCMbITAHMIA)
Kog l HaumeHnoBaHue
1. TPOU3BOJICTBEHHBIE OINEPAIIMU — JIEKAPCTBEHHAS ITPOAYKLIMA
1.2 |HecrepunbHas npoayKuus

1.2.1. HecrepunbHas npoayKuus (TEXHOJIOrHYECKHE ONepalyy AMs NOaYyUYSHHs CleAYIOUIH
nexapcTBeHHBIX POpM):

1.2.1.8. TIpoune TBepable JeKapCTBEHHbIE (JOPMBI: FPaHyJIbl
1.2.1.12. CBeuu (Cynno3uTopun)

1.2.1.13. Tabnerku

1.2.2. Brinyckaroliuii KOHTpOJIb KauecTBa (CepTH(HKaLIUs CEPUN)

A

Hpoqaﬂ JICKapCTBEHHAas NPOAYKLHA UIIU NMPOU3BOACTBECHHAA N€ATECILHOCTD

1.4.1. TlpousBoncTBO:

1.4.1.3. [Ipouast npoayKLKs: TOPMOHBI

'YrakoBka

1.5.1. TlepsniHas ynakoBka:

1.5.1.8. Ilpoune TBepable JeKapcTBEHHbIE (POPMBbI: FPaHyJibl
1.5.1.12. Cpeuu (cynno3utopuu)

1.5.1.13. Tabnetku

1.5.2. BropuuHas ynakoBka

KonTtponb kauectpa

: —
1.6.2. MUKpoGHONOrHYecKHe UCTIbITAHNS: MHURPOOHOIIOLHUECKAs YMCTOTa

T
1.6.3. Xumuueckue (pusnueckuie) HCIBITAHNS XX

3

OrpaHuueHus WM NOACHUTENBNbIE 3aMETKH,
Kacaroluecs 06/1acTH NpUMeHeHus gepmidukdra: 1.2.1.13 B Tom umcie 1.4.1.3.

Heuaii C.B., - $
3aMeCTHTEIb
MuHucTpa 30paBooxpaHeHus — [ TaBHBIA
roCy/JapCTBEHHBIN CAHUTAPHBIN Bpad
Pecny6auku benapych v~ -

(®.H.0., 10HKHOCTD)

22 urons 2026 r.
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