e EBPA3VIVICKI/IV| 3KOHOMW-IECKVIVI Colo3
MVIHI/ICTEPCTBO 30PABOOXPAHEHUA PECI'IYB.HVIKVI BEJIAPYCb

COOTBETCTBWS NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB
TPEBOBAHUSAM NPABUT HALJEXKALLIE NPOU3BOACTBEHHOW MPAKTUKNA
EBPA3UICKOIo 3KOHOMWYECKOIO COIO3A

Ne GMP/EAEU/BY/00500-2026

Cpok neiicraus ¢ 26 (epans 2026 r. no 25 despans 2028 r.

BbilaH no wWToram npoBeleHHs d)apmaueamqecxou WHcrnekuuu B cooTBercTBuM ¢ [lpaBunamu
NpoBeeHHS clJapMauequecimx HcheKuHH yTBep)K,IlCHHbIMH Peumtennem Cogera Espaszuiickoi

MUHHCTEPCTBO 3,E[paBOOXpaHeHH8 Pecnyﬁﬂukn Benapyc:;
(I'[OJ'IHOC H coxpameunoe HaHMCHOB&HHﬂ }’HOJIHOMO‘IBHHDT‘O opraua)
MOATBEPKIAET cnenyromee - ' :
npoBesieHa rbapmauemuqeckaﬂ HHCI'ISKHHS!
_World Medicine Ilac San. Ve Tic. A. S

~ (mosHOE HAMMEHOBAHHE MPONU3BOAUTENS)

15 Temmuz MahalleSI Cam1 Yplu Caddesi No: 50, Gunesli, Bagcilar, Istanbu] Republlc of Turkey

(anpec npoussonmenaoﬁ MIOIAIKH)
Ha OCHOBaHWM: =
npuKasa MHHHCTepCTBa 311paaooxpaHeHml Pecnyﬁnmm benapyck ot 2 nelcaﬁpﬂ 2025 r. Ne 1468 «O6
OpraH13al{K HHCTIEKTHPOBAHHA).
Ha ocHoBaHMM CBeJeHUH, MOTYYEHHBIX MPH nposeneﬂuu uncnemnposaﬂua nocieHee M3 KOTOPbIX
b0 mpoBeaeHo ¢ 17 “despans 2026 r. no 26 deppans 2026 r., yCTaHOBIEHO, YTO JaHHOE
(]Japmaues'mqecme nponaao,ucmo cootserctByer  TpeGoBanmam  [lpapun  Hajanexaiei
MPOM3BO/ICTBEHHOH NPaKTHKK EBpasniickoro aKOHOMHUECKOTO COK3a, IKBUBANICHTHBIX [MpuHuMnam u
PykoBozcTey EBponeHckoro corosa no Hamnexatiei l'lpOHBBOIlCTBeHHOH MPaKTHKE JIEKaPCTBEHHBIX
CPENCTB LIS MEIMLIMHCKOTO W BeTepuHapHoro npﬂmeneﬁm H npnﬂuunam CucTeMbl COTPYAHHYECTBA
hapmaLieBTHIECKUX HHCTIEKLIUA (PIC/S)
Hacrosiumii ceprudmkar orpaxaeT CTaTyc npousnoncrneﬂﬂoﬁ TUIOLIAZKK HA MOMEHT NPOBEIEHHUS
papMaleBTHUECKOH MHCMIEKLIMM 1 10 MCTEYeHHH Gosiee 3 JIeT OT AaThl MOCIE/HEro [Hs MOC/IEAHErO
WHCMIEKTUPOBAHUS HE MOYKET CUMTATHCS JOKYMEHTOM, caune’renbr:"rsy}omum 0 CTaTyCe COOTBETCTBHS.
Cpok neifctBus cepTh(uKata MOxKeT ObiTh COKpAIleH NP MCMOIB30BAHMH COOTBETCTBYHOLUMX
NPUHLMIIOB YTNIPABIEHMS PHCKAMM MPH HAMYHM COOTBETCTBYIOLUEH 3amucH 00 3TOM B Mone
«OrpaHMyeHds WM TIOSCHHTENbHbIE 3aMETKM, Kacaroliuecs o00/acTH MPHMEHEHHS HACTOSLEro
cepTudHKaTay.
CeprudHKaT ABNAETCS NEHCTBUTENBHBIM B CIyyae MPEICTABICHHS BCEX €r0 JIMCTOB (KaK OCHOBHBIX
JIMCTOB, TAaK M IONIOJHUTENBHBIX JIMCTOB).
AyTeHTHYHOCTh (MOJIMHHOCTB) HACTOALIEro CepTHMKATA MOXKHO TMPOBEPUTL B 6aze JnaHHBIX
MunncrepeTBa  3apaBooxpaHenns  PecnyOnuku  Benapyce, pacroyiokeHHol  no  ajapecy:
https://minzdrav.gov.by/ru/dlya-spetsialistov/lekar stvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstva-zdravookhraneniya/index.php (Pe ceprudukaros GMP EADC).
Ecnu  ceprudmkar He NpeacTaBleH B W 6asze HaHHBIX, caeayer o0paTHTbea B
YNOIHOMOY€EHHbIH OPraH, ero BbIAABLIMHL
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- Ne GMP/EAEUfBY/OOSOO 2026
IZI JIeKapcmeHHme CpC,LlCTBa ,u.nsl MCJIHLIHHCKOI"O npumenenm
O JTeKapCTBeHHHe npenapaTbl ;:Um KJ‘iHHquCKHX HCCTIe0BaHM (HCHbITaHHH)

Kon | 2 = ~ HauvenoBanue
1 HPOI/IBBO)ICTBEHH]:IE OHEPALH/IH HEKAPCTBEHHA}I HPOHY KL[I/[H
1.1 |[CrepunbHas npo,uyxunﬁ >

1.1.1 [TpouzBoaMMas B aCENTHUECKHX ycnoanﬂx (onepaunu oﬁpaﬁonm LTS CHEAYOLIMX
ieKapcTBeHHBIX hopM):

1.1.1.2. XXunxue JekapcTBeHHble GOPMbI MAOro ooseMa
1.1.3. Beiityckatomui KOHTPOIb KayecTBa (BbIYCK CepHH)
HectepunbHas npoayKuus

1.2.1. HecrepunbHasg npoayKuus (TeXHONOrHYECKUE ONEPALIMM 15 TTOYUEHUs ClIeYIOIHX
JleKapcTBeHHBIX GopMm):

1.2.1.1. Kancynel B TBEpOH obosouke

1.2.1.2. Kanicynbl B Msrkoi 060310111(&

1 2 1 6 }Kmume nexapc: _BeHHbre diepmu s BHyTpeHHero HPHMGHGHHH
1218 Hpoque TBep,rxme HeKapCTBeHHbIe d)oprl Kancyﬂb ,EI,J'[H HHFaJ‘[HLI,HH MOPOLLKH,
rpaHyJibl % :

1.2.1.9. Hpenapan H&XQI[HU.IH&CH o ,ElaBIIeHHCM

1.2.1.11. Msirkue flekapcTBeHHble hOpMbl

L2 Caeun (cyhnosmopun)

1.2.1.13. Tabnetkn .

122 Bbmycxarom_ i KOHTpOﬂb KauecTBa (cepmq)nxaum cepnn) =5
[pouas . nekapcmeﬂﬂaa NPOAYKLMSA UK nponzso,ucmeﬂuaﬂ .I].CHTCHBHOCTB
1.4.1. Hponsaogc*rso

1.4.1.1. Pacturensnas NpoayKUHA . -

1.4.1.3. ﬂpoqaﬂ npo;gylcumr' KOpTHKQCTepOHﬂHbIe FOpMOHbi :
'YnakoBka

1.5.1.1. Kancynsi BTBepﬂQP] 060110%_,

1.5.1.2. Kanicyibl B MSTKO#H 060/104Ke.

1.5.1.3. XKeBatenbHble RekapCTBeHHble opmsr

1.5.1.5. uakue nexapcTBeHHble q:oth! U1 HAPYKHOTO NIPUMEHEHHS
1.5.1.6. XKunkue nexapcrBeHHbie (GOPMBI 11 BHYTPEHHETO PUMEHEHHS
1.5.1.8. lpoune TBepable JjieKapcTBeHHbIe (OPMBI: Kancy/ibl A HHCASLUMH, [OPOLIKH,
rpaHyJibl

1.5.1.9. [penapatsl, HAXOAALIMECS N0 AABISHHEM

1.5.1.11. Msrkue nekapcTBeHHbIe HOpMBI

1.5.1.12. Ceeun (cynnoam‘opuu)

E5:13: TabneTky- :

1252, BTomeHaﬂ ynaxoaxa

Kom‘pona KaveCTBa -

I 6 2 Mmcpoﬁuonomqecxue WCTIBITAHUA: Mnxpoﬁnonornqecxaﬂ 4HCTOTA -




No GMP/EAEU/BY/!

11.6.3. Xumuseckue (pusnteckue) uenbiranus

1.6.4, Bronoriuueckue UCHBITAHNA
. Orpanndenys K NOACH
~ kacawoumecs obnacti npw
|1.4.1.1 - pacnpoctpansercs Ha 1.2.1.1, 1 :
1.4.1.3 — pacnipoctpansiercs Ha 1.1.1.2, 1.2.1.5, 1.
Cpok AeficTBHS HACTOSILErO CepTHdHMKaTA COKpALEH

[PUCYLLIEro NPOU3BOACTBEHHOM TIIOMIAZIKE, H PHCKA, CBA3AHHOTO
(no pe3yabTaTaM MHCTIEKTHpOBaHWs).

‘WHransLmi), 1

4ETOM OLEHKH BHY

2.19,12.1.11.
TPEHHEr O PHCKA,|

Craposoiitos A.I'.,
JAMECTHTEND
MunucTpa 31paBooXpaHeHHs
Pecny6nuku benapych
(®.H.0.. nomxHOCTS)

19 uroHs 2026

(nara NoATMHCANHS, JULMEC.TTTT)




[ROWUTO, NpoHyM






