RRRK X XX
RIS S o o RS
& W, N A X Nl
e SRR Rl s o o
i ‘i:f‘\‘}«{}%'.‘\\‘\\‘\; T & 'o"; N /';';;...»::2},;5{ 35 N SN NS qiftofféfz.;:;“;“w,;:w
LRSS LR RSSA KA, RS 35X RSN OIS Z 20 RN (XX
NSNS 7 ot XRS5 SRR (RSN SO XSRS SR YR KON
RS R SR SN sl )

EBPA3UINCKIIA SKOHOMWYECKWA COIO3
- MWUHUCTEPCTBO 3PABOOXPAHEHWS PECNYB/INKW BENIAPYCb
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COOTBETCTBUA NMPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB
TPEBOBAHUAM MNMPABUT HALJIEXXALLIEV MPON3BOACTBEHHON MPAKTUKI
EBPA3UIACKOIO 3KOHOMWYECKOIO COIO3A
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Ne GMP/EAEU/BY/00283-2024 :

Cpox peicrus ¢ 23.11.2023 no 22.11.2026

BbigaH no wuroram mpoBeneHHs  (apMalUEBTHYECKOM HHCHEKLHH B _.COOTBETCTB
¢ ITpaBunamn nposenenus (papmaleBTHYECKHX MHCIICKLUH, YTBEPXKICHHBIMU PéieHem Co‘&‘s. a

EBpasuiickoii skxoHOMIUYecKOH Komuccuu ot 3 nos6ps 2016 r. Ne 83. =N Y
MuHwucTepcTBO 3apaBooxpaHeHus PecryGnyky Benapych nonTBmegg%%cn,eﬁyrouK&
nposeaeHa GpapMaLeBTHYECKas MHCTIEKLIUS : : XN ®)
S Berlin-Chemie AG ?Z?%zz Q
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(IT0JTHOE HAMMEHOBAHUE POU3BONUTENS) ot AO' .
_ Glienicker Weg 125, 12489 BerlingGeérmany 0

' (anpec POM3BOACTBEHHOH IOMAAKH), N
Ha  OCHOBaHMM  TpuKa3a MuHUCTEpCTBA 3ﬂpa306iﬁ%ﬁ‘éﬂm @Qecnywnm benapycb

{3}: <

ot 18.10.2023 Ne 1527 «O6 opranuzaruu HWHCTIEKTUPOBAHMS :

Ha ocHoBaHMK CBeleHHH, MOTYYEHHbIX NPH NPOBENEHAN WHCHEKTUPOBAHMS, MOC/EAHEE U3
KOTOpBIX ObiT0 MpoBeaeHo ¢ 15.11.2023 mo 17.11,2023, ¢20.11 no 23.11.2023, ycraHoBJieHo,
YTO 1aHHOE (hapMalleBTHUYECKOE TIPOU3BOJICTBO COOTBETCTRY ‘s\\\s eGosanuam [IpaBun HatexaleH
NPOU3BOACTBEHHOMH MPAKTUKH EBpaznﬁCKorgpiébgoNi’hqe % COH03a, 9KBUBAIEHTHbIX [ [pyHLIMNIaM
v Pykosoxctsy  Esponeiickoro coio3a Af??r;fo? Ha/ aleil  MPOM3BOACTBEHHOH MpaKkTHKe
JIEKAPCTBEHHBIX CPEACTB ISl MEIULHHEKOTO %M. SPUHAPHOTO NPUMEHEHUS] W TPUHLIMMAM
CucTeMbl COTPYIHHUYECTBA '(bapMaueBTn!ESecﬁx u@xuﬁﬁ (PIC/S). ’

Hacroswmii  cepTudukar OTpamaer CFATYC MPOM3BOACTBEHHON IUIOWAAKKE HA MOMEHT

- MpoBefieHns (hapmaLeBTUHECKIH ‘ugcnekum;@ O UCTeYeHnH BoJiee 3 JIET OT AaThl MOC/EHErO JHS
MOCIIE/IHETO HHCTIEKTHPOBAHMS HE MOXKET/SHUTATECS IOKYMEHTOM, CBUETENBCTBYIOLUM O CTaTyCe 55
cootBetcTBUs. Cpok };_efl‘}'lcmmﬁceg( vKaTa MOXeET ObITb COKpalleH TMpH HCMOIb30BaHUU
COOTBETCTBYIOLMX MPUHLIATIOB Y €HHs PUCKaMU NPHU HaJIMYUK COOTBETCTBYIOLICH 3arucH B
noje «OrpaHuueHWsh> WM NOAOHUTENbHBIE 3aMETKM, Kacarompecs oOMacTM NpPUMEHEHHs
HAaCTOSILETO CepTHHHKATAY.

Cepmq)p‘i_'KaT";.;;iBnﬂeTQ@%eﬁcmmeﬂbHLIM B C/Iy4ae NpPEACTaBJICHUs BCEX €ro JMCTOB (Kak
OCHOBHBIX n;&cﬂjn', ‘Tak T1OJIHUTEITbHBIX JINCTOB).

AyTéntuaHocTs (OMTHHHOCTD) HACTOAIETO CEPTU(UKATA MOXKHO MPOBEPUTD B 6a3€ JAHHBIX
MunucTepctsa BooxpaHenus PecnyGnmku bBenapych, pacrnionoxkeHHoW 1Mo agpecy:
https://minzdrais&v.bv/ru/dlya—spetsialistov/lekarstvennaya—politika/inspektirovanie—na—
sootvetstvietrebovaniyam-gmp.php (Peectp cepruduxaros GMP EADC).

Ec ’)c\emebHKaT He TpefcTaBjieH B yKa3aHHOW 0ase JaHHbIX, clienyer OoOpaTWUThCs B

ynon@&ex—mmﬁ Opras, ero BblJaBUIMN. -
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Ne GMP/EAEU/BY/00283-2024

[ JlexapcTBeHHbIE CPECTBA 1Sl MEAMLIMHCKOTO IPUMEHEHHS 7
O JlekapCTBeHHbIE MpenapaTsl [Tst KITHHAYECKUX MCCIe0BaHUH (MCIIBITaHUH)

Kon | _ ; - HaumeHoBaHue :
1. IPOU3BOJCTBEHHLIE OITEPALIMU — JIEKAPCTBEHHA A ITPO YKL S
1.1  |CrepunbHas npoayKums

1.1.3. Boimyckaroluii KOHTPOJIb kKayecTBa (BBIITYCK CEPHH)
HecrepuibHas npoayKuus

1.2.1. HectrepunbHas npoyKuusl (TEXHONOTHUYECKUE ONEpaLliu IS MOy YeHUS
CJIEAYIOLIMX JIEKapCTBEHHBIX (popm):

1.2.1.6. XKukue nekapcTBeHHbIe HOPMBI /151 BHYTPEHHETO PUMEHEHUs
1.2.1.12. CBeuu (Cynno3uTopum) :
1.2.1.13. TaGneTku :

1.2.1.15. [pouas HecTepHiIbHAS MPOAYKLMS: FPAHYJIAT

1.2.2. Boinyckarouuii KOHTPOIb KauecTsa (cepTH(UKalus cephil)
Buonoruueckas JIeKapcTBEHHAs MPOAYKLHS AL o AN

1.3:2: BbmyCKatomm?l_ KOHTPOJIb (cepTH(buKauHa cepnu)aéq;ggpﬁﬂe Hél@VFBeHHbIe ¢dopmbl
U1 TiprieMa BHYTpPb (TabJIeTKH, KarncyJibl TBEpbIE)
Voakopka '

A

1.5.1. IlepButHas yrakoBka: ,
1.5.1.2. Kancyisl B Msirko#i ofonouke 30 1§ R\
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1.5.1.6. XKunkue nekapcTBeHHbIe HOPMBI s BH:}//Tpe}(ﬁB}'o MIPUMEHEHUS
1.5.1.12. CBeun (Cynmo3HTOpHUH) RO =
1.5.1.13. Tabnetku
11.5.2. BropuuHas ynakoBka
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1.6.3.XuMﬁquKHe'(§gI uleCKH ’ﬁgmanaum :
~_=OrpaHnue @‘ﬁnn TIOACHUTEJIbHBIE 3aMETKH,
Kaca}omnqgg 0J1acTH MPUMEHEHH
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MunucTpa 3fipaBooxpaienns
Pecny6mku bena
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