EBPA3UACKMIA SKOHOMUYECKWIA COIO3
MWHUCTEPCTBO 3[IPABOOXPAHEHWSA PECMYBNNKU BENAPYCh

CEPTeIKAT

COOTBETCTBUSA NPOMN3BOACTBA JIEKAPCTBEHHbIX CPEACTB
TPEBOBAHUAM NPABWUT HAONEXALLEEW NMPOU3BOACTBEHHOW NMPAKTUKA
EBPA3UICKOIO 3KOHOMMWYECKOIO COKO3A

Noe GMP/EAEU/BY/00351-2024

Cpok aeltcteus ¢ 13 wions 2024 . no 12 wons 2027 r.

Bbiaan no wutoram nposeieHus (hapMaLEBTHYECCKONH MHCMeKUun B coorseTcTBuu ¢ llpasunamn
npoeeaeHHs HapMaLEeBTHICCKUX HHCTEKLMHA, Y TBEPIKACHHBIMY Pewiennem Cosera Eppaswmiickoii
IKOHOMMUHECKOH KOoMUcCHH OT 3 HOsOps 2016 1. Ne 83.
MunucrepeTBo 3apasooxpadenus Pecnybauku benapyce
(nonHoe | COKPAICHNOE HAMMEHOBAHMS VIIOTHOMOUYCHIIOrO oprana)
NoATBepIKAALT Ceaylomees:
npopesieHa (papmaLieBTHUECKAs HHCTICKLINS
peciy0IHKaHCKOro _yHHTapHOTO npoussoacTaeHHoro npeanpustus «kBEJIMEJTIPETTAPATBI»
{HOHHOL HAHMCHOBAHWEC TTPOUBBO/IH] l'ﬁ"lﬂ)

220006. Pecnyﬁnuxa Benapychk, . MuHck, yn. Maskoeckoro. 1/5, 1/22

(auIpec IPOH3BOACTBEHHON 110111A/1KH)

Ha OCHOBaHHH:

npukasza Munnerepersa 3apasooxpanequs PecnyGankn benapycs ot 23 mas 2024 r. Ne 719 «O0
OpraHW3aLnK HHCIEKTHPOBAHUS Y,

Ha ocHoBaHuK cBeneHHH. NOJYUYEHHBIX MPH NPOBEIEHUM m—lcnexmpoaanmi, nocleHee U3 KOTOPbIX
6b110 nposesero ¢ 3 utoHs 2024 r. no 13 wions 2024 r., ycTaHOBIEHO, Y4TO AaHHOE hapMaLeBTHIECKOE
NpOM3BOACTEO CooTBeTCTBYET Tpeboanusam [lpaBui Hajexalled NPoOW3BOACTBEHHON MNPaKTHKK
EBpasuniickoro 5KOHOMHYECKOr0 COt03a, 3KkBUBaNeHTHbIX [TpuHimnam u Pykopoactey Esponeiickoro
COK03a 110 HajUIeKaLLel TPOM3BOACTBEHHON MPAKTHKE JEKAPCTBCHHBIX CPEACTE AN MEHLIMHCKOrO 1
BETEPUHAPHOIO NpuUMeHeHus W npuHumnam  Cuctembl  cOTpyaHW4eCTBa  (hapMaleBTHHECKHX
uHcnekuui (PIC/S). _

Hactoswumii ceprudukar orpaskaeT cTaTyc MPOM3BOJACTBEHHOH MIOLIAAKW HA MOMEHT NPOBEIeHUS
dapmanieBTHUECKONH MHCMEKLMK W 110 WCTedeHuH Gonee 3 NleT OT AaThi NOCIEAHEro AHs NOCIESAHEro
WHCIIEKTUPOBAHHS HE MOMKET CUMTATHCA TOKYMEHTOM, CBUACTENLCTBYIOUIMM O CTATYCE COOTBETCTRHSL.
Cpok jpedictBus ceprudukara MoxeT ObITh COKpallleH TPH WCMOAb30BAHUH COOTBETCTBYIOLINX
MPUHLMIIOB YNPaB/IeHHs PUCKaAMW MNPH HATMYKMK COOTBETCTBYHOIUEH 3amucH 00 5Tom B nose
«OrpaHuyeH|s UM NOACHUTE/IbHbIE 3aMeTKH, Kacalouwecs 004acTH NPUMEHEHMS HACTOSLIErO
cepTudmraTay.

Ceprudukar spnsercs NeHCTBUTENBHBIM B ClTyyae NPEACTABICHUS BCEX €ro JIMCTOB (KaK OCHOBHBIX
JTUCTOB, Tak U JI0NOJHHUTEbHBIX JTUCTOB).

AyTEHTHYHOCTb (MOJVIMHHOCTB) HACTOSIUEro ceprUiMKaTa MOXKHO TPOBEpUTH B Dase JaHHbLIX
Munucrepcrea  3apasooxpanenus  PecnyOsuku  Benapycb.  pacnonoseHHol  mo  aapecy:
pttpsiminzdeay gov.bv/nwdlvasspetsialistovilekarstve liii'l".ul-;}kli‘ﬁi::ﬁi.”:..‘ré!E pekirovanic: na-sopivetsivis-

trebovanivam-gmp.php (Peectp CepTH(i)HKaTO

Ecnu ceanc]mKa'r He MpeicTaBieH B A3al clieslyer  00paTtuThCs B
YNOJHOMOYEHHBIH OPraH, ero BbiaBlIHi

Crpannua | w33 - Ne 0000197

¥ «bymamnan pabpuxan Mnanaxa, sax. 13818-2022.




Ne GMP/EAEU/BY/00351-2024

V] JlekapcTBeHHbIE CPE/ICTBA JUIS MEALIMHCKOTO IPUMEHEHHS
| JIeKapCTBeHHble npenapaTbl JU15 KTMHUYECKUX MCCenoBaHui (McnbiTaHuH)

Kon | ' ‘ Haumenosanne

15 HPOI/BBO,HCTBEHHBIE ONEPALIMN — JIEKAPCTBEHHAS INMPOIAVKILIHWA

1.2 |HecTepunbHas npoayKiims

1.2.1. HecTepunbHas npoayKLus (TEXHONOMHYECKUE ONepaLuy A NOAYHESHHS ClelyoLHX
neKapcTBeHHBIX hopm):

2.1.13. Tabnerku

1.2.2. Beinmyckalounii KOHTpoOnb KauecTsa (cepTuduKaLins cepuu)

bronoruyeckas nekapcrseHtas NpoayKLus

1.3.1. Buonoryuyeckas JekapcTBEHHAA NPO/YKLIHA:

1.3.1.6. [lpoayKuus, BLIIENEHHAS U3 IKMBOTHBIX HCTOUHHKOB WIIM OPraHos (TkaHei) yenosexa

1.3.2. Buinyckatouimii KoHTpoib (cepTudikaius cepun) (nepedeHs BUAOB NPOILYKLNH):
1.3.2.6 [MpostyKiuns, BbIETEHHAs W3 HUBOTHLIX HCTOUHMKOB MIIM OPraHoB (Tkakeii) uenoneka
I1povas nexapcrsenHHas NPOAYKIUNMSA WKW NPOM3BOACTBEHHAsS AEATENbHOCTh

1.4.1. [Ipou3BOACTBO:

1.4.1.1. PactuTenbnas npoayKius

1.4.1.3. [lpouas npo;;ykuusi:'ﬂapmmqecxne M NCUXOTPOIHLIE JCKAPCTBEHHbBIE CPENCTBA.
1.4.3. Ilpouce: ;

XpaHenue rotosoit npomykumu — 220007, PeciyGnuka benapyce, r. Munck,

nep. Gabpuuuyca, 3/6;

XpaHeHHe MCXOIHBIX MaTepHaoB 1 roToBoH npoaykiuu — 220036, Pecryérnka benapyce.
1. Munck, betounsiii npoesn, 7/1, 7/6-2, 7/6-4, 7/11, 7/12; 220006, Pecnybauka benapycs,
r. Munck, yn. Maskosckoro, 1/22; :

XpaHEeHWE HAPKOTHYECKMX CPeAcTB W nNcuxoTponHbix Bewects: 220006, Pecnybauka
Benapycs, r. Munek, yi. Maskosckoro. 1/22;

XHMHUECKas 1 MUKpoOHoaoruueckas nabopatopun — 220007, Pecnybauka benapycs,

r. MuHek, - - ya. @aﬁpnuuyca 30; 220006, PecrniyGnuka 'Beﬂ'apbe, r. Munck,
vii. Maskosckoro, 1;

BBIMYCKAKOIMIT KOHTPOSIb KauecTa (BuiTyCcK cepun) — r. Munck, yi. Maskosekoro, 1.
Y nakoska

1.5.1. llepruunas yna«baxa:
1.5.1.13. Tabnetkn -
1.5.2. Bropuunas ynakoska

Kourponb kauectsa

1.6.2. Mukpobuonorudeckue uenbitaius: MUKpoBHoIoruyeckas 4ucToTa

1.6.3. XumMunueckue ((hU3HMUECKUE) HCTILITAHUS

OrpaHuueHnst Wik NOSICHUTEIbHbIE 3aMETKH,
Kacaroliecs 00nacT npuMeHeHus ceprudukara:
JeHCTBHE JaHHOrO cepTHMKATA PACNPOCTPAHSIETCA HA MPOMBILLIEHHOE MPOU3BO/ICTBO
JIEKapCTBEHHBIX CPECTB B Liexe Ne 6:
y4acTok No [: oT/ieneHHe noayHeHus JleKapcTBeHHbIX NPENapaTor W oT/aeneHue ynakosku, 220006,
r. Musick, ya. Masikosckoro, 1/5;

yuacTtok Ne 2: oTaesienue nony4eH!s NeKapeTBEHHbIX NPENapaToB 1 oTAeneH e ynakosku, 220006,
r. MuHek, yn. Maskosckoro, 1/22;

yuactok No 2: oTaeneHHe HoJy eHHs JIEKapCTBEHHBIX MPENapaToR W3 PACTHUTENLHOIO ChIPh.

CTpﬁkua2u33 “ Ne 0000501




Ne GMP/EAEU/BY/00351-2024

220006 r. Manx, yA. Masikogckoro, 1/5.

1.2.1.13, 1.3.1.6, 1.5.1.13, 1.5.2 — yuactok Ne 1: oraenenue MOAYYEHHS JIEKAPCTBEHHbIX

MPENnaparoB \ OT/Ie/IeHHE YIIAKOBKH Lexa No 6,

E2 P 1316, 4443 1,5 1035 1.52 < yHaCTOK Ne 2: otnenenue nonyqe:—ms[ ﬂeKapCTBeHHblK

NPenapaToB U OTAENEHHE YIaKoBkH Lexa Ne 6; : 7

1.2.1.13, 1.4.1.1 — yuactok Ne 2: oTnenetue nonytleﬂ'nﬂ NEeKapcTBEHHBIX MPEnapaTQr H3

PAacTHTENBHOrO ChIpbs Liexa Ne 6. :
Craposoittos A.T'.,
3aMECTHTENb
MuHuceTpa 3apaBoOXpaHeHHs
Pecniy6auku benapychb

(B.1.0.. noikHoCTSL)

22 HoaOps 2024 .

(1arta nojnucatms. JULMEC.ITIT)

0000502







