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EBPA3UNCKIA SKOHOMUYECKIIA COIO3
MWHWUCTEPCTBO 3[PABOOXPAHEHWS PECMYBINKW BENTAPYCb

COOTBETCTBUA NMPON3BOACTBA JIEKAPCTBEHHbIX CPEACTB
TPEBOBAHUAM MNMPABWJT HAAJIEXXALLEEW NMPOU3BOACTBEHHOW NMPAKTUKW
EBPA3UIACKOIO 9KOHOMMWYECKOIO COIO3A

Ne GMP/EAEU/BY/00272-2023
Cpoxk pedictsus ¢ 13.09.2023 no 12.09.2026

Bbiman no uroram npoBeieHust (apMalEeBTHHECKOW HHCHEKUMH B COOTBEICTB +
¢ IlpaBunamu npopeneHUs (apMaLieBTHUECKUX MHCMEKLMH, yTBepxaeHHbIMH PemeHnem Co
EBpazuiickoii skoHOMuYecKoi koMHccHu oT 3 HOs6ps 2016 . Ne 83. N ) \\

MumnucrepcTso 3apaBooxpanenus Pecry6inku Benapych nonmepmﬂa@f’ 'éhie;'[‘y}om%.(b'

npoBefeHa hapMalieBTHYECKas MHCIEKLIUS = ~ L \\3\'

Teva Czech Industries s.r.o. N A
: (TIOJHOE HAMMEHOBAHUE TIPOMBBOINTENA). 4 1y AY
Ostravska 305/29, Komarov, 747 70 Opava, Czech Republie;Prerovecka 304/2A,
(azpec NMPOU3BOACTBEHHOM IIOW@AKA), {0z
747 95 Opava, Suché Lazce, Czech Republi¢™

Ha OCHOBaHWM Mpukaza MuHHCTEpPCTBA 3;1}2;{3 O}gpéHeHuQ@ecnyGImm benapych
ot 10.08.2023 Ne 1165 «O6 opraHu3aLiy HHCIIEKTHPOBAHMSN: O}' :

Ha ocHoBaHuy cBeNeHMIA, MOTYYEHHbIX NMPH POBEAEHNH MEeKTUPOBaHHUS, MOC/eHee 3
KOTOPBIX GbU10 MpoBeaeHo ¢ 06.09.2023 1o 09.092023 uc 11 23 no 13.09.2023, ycraHOB/EHO,
YTO 1aHHOE (hapMaLEBTHYECKOE MPOU3BOACTBO CORTBETCTRYET TpeGoBaHuamM [IpaBun Haanexalueit
POU3BOJICTBEHHON MPAKTHKU EBpasuiickord 3KQHOMHUY IO COK03a, SKBUBAJICHTHBIX [IpHHIIMIaM
v Pykosoncrsy Espormeiickoro coesa W > JKalled MPOW3BOACTBEHHOM  MpaKTHKE
JIEKAPCTBEHHBIX CPEACTB  JIs Me%ﬁ@gbm’f €PUHAPHOIO TNPUMEHEHUS M NPUHLMIIAM
CucreMsl coTpyAHHYECTBA ¢apMaueBTH§eCKux k@nexumﬁ (PIC/S).

Hacrosmmii  ceprudukar otpaxaer yC  NPOM3BOACTBEHHOHM MIIOLA[KH HAa MOMEHT
npoBeeHus hapMaLeBTUYECKOH WHCTIEKLMITI IO HeTedeHHH Goiee 3 JIeT OT AaThl MOCIEIHEro AHs
TIOCJIE/IHENO MHCTIEKTHPOBAHHSIE € MOXKER EUNTATHCS JOKYMEHTOM, CBUAETENbCTBYIOLIHM O CTATYCE
cooTBeTcTBUsA. CpOK _JACHCTBUS® MKaTa MOXeT ObITb COKpalleH TMpH HCTOIb30BaHUH
COOTBETCTBYIOIIMX MPUHLIUIIOB Ksuanem/m pHCKaMU MPH HAJMYWK COOTBETCTBYIOLLIEH 3alUCH B
none «OrpaHuY€HUs. Wik JOsCHUTENbHBIE 3aMETKH, Kacaloliuecs o0MacTH MpUMEHEHHs
HAaCTOSIIETO erTH'(hHKaTa>>OA

Ceprudukatd ﬂBnﬂeQ JEHCTBUTEIIbHBIM B Cilydae TMpEJCTaBJICHUsI BCEX €ro JIMCTOB (Kak
OCHOBHbIX JIUCTOB, Ta (OTIONIHUTEJIBHBIX JINCTOB).

AyTeHTnuHo TIOJJTMHHOCTD) HACTOSILEro cepTuduKaTa MOXKHO NPOBEPUTDH B 6a3e JaHHbIX
MunncrepcTsa 3apaBooxpanenns Pecny6iuku  Benapych, pacroNOKeHHOH 110 azapecy:
https://minzdl;(i‘!g ov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-
sootvetstvié(‘&%bovanivam-gmp.php (Peectp ceprudukaros GMP EADC).

W cepTU(UKAT HE NPEACTaBleH B YKa3aHHOW 0ase NaHHBIX, ClielyeT OOpaTHTbCA B

E
yno@t YEHHBIH OpraH, ero BbIIaBUIMH.
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1.2.1. HectepunbHas npoayKius (TEXHOIOMHYECKUE ONIEPALMH 1A MOTyYEHUS

CIIEAYIOLINX JIEKAPCTBEHHBIX QOpM)
1.2.1.5. XKuzkue nekapcTBeHHble HOPMbI i HAPYIKHOTO MPUMEHEHHS

1.2.1.2. Kancynbl B MsArkoit oGonouke

1.2.1.6. XKuzkue nekapcTBeHHbIe (GOPMBI

1.2.1.13. TabneTku ’

1.2.2. BeimmyckaroLuii KOHTPOIb KauecTsa (cepTUdHKALMS CepHH)
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1.5.1.6. XKupkue nexapcTBeHHbIE (bop

1.5.1. [NepBuuHas ynakoska

1.5.1.13. Tabnetku
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