MVHVICTEPCTBO 3IPABOOXPAHEHVIS PECITYEJIMKY BEJIAPYCH

CEPTHOUKAT

COOTBETCTBUSI IPOMBIIIJIEHHOI'O ITPOU3BOJACTBA
JEKAPCTBEHHBIX CPEJCTB TPEBOBAHUSIM
HAJUIEXKAIIEN IPON3BOJACTBEHHOM ITIPAKTUKH (GMP)

Ne 186/2021/GMP

BBIIAaH 110 UTOr'aM NPOBEJECHUS HHCIIEKTUPOBaHMs B cOOTBETCTBUH ¢ [ToJiokeHneM o nmopsake u
YCIIOBHUSAX WHCIIEKTHPOBaHHS MPOMBILIUICHHOTO TMPOW3BOACTBA JICKAPCTBEHHBIX CPEACTB Ha
cooTBeTcTBUE TpeOoBaHMAM Hannekameil npon3BOACTBEHHOH NPAaKTMKH, YTBEPIKICHHBEIM
rocTaHoBjieHHeM MUHHCTEpCTBa 3apaBooxpaneHus Pecry6nuku benapych ot 18 Hos6ps 2020
r. Ne 102. '

MuHnucrtepcTBo 3apaBooxpaHeHus Pecrybnvku benapycs MoATBEp:KAaET ClELyIOIIEE:
NPOBEIEHO UHCTIEKTHPOBAHHUE

Chanelle Medical, Upianaus

(HaMMEeHOBaHKe IPOM3BOUTENs, IPOU3BOICTBEHHOM(BIX) TIOMIANKH(OK))

Dublin Road, Loughrea, Co Galway, H62 FH90, Ireland
Teaedon: (091) 841788; e-mail: mburke@chanelleqroup.ie

(MecTo(a) HaxoxaeHus, TeNnedOoH, anpec NEKTPOHHOH MOYTHI)
Ha OCHOBaHHUHU:
npuka3a MuHncrepcerBa 3apaBooxpaHenusi Pecny6anku bemapycs ot 07.05.2021 Ne 509
«O npoBeileHNH HHCIIEKTHPOBAHMSD)

(Yka3aTh OCHOBaHHE)

Ha ocHoBaHuM cBeJeHMH, MONyYEHHBIX MPH TPOBENEHUM WHCIIEKTHUPOBAHUS, MOCJIEOHEE W3
KOTOpEIX OblTO mpoBefeHo ¢ 21 wioHs mo 25 wroHa 2021 r., YCTaHOBJEHO, YTO IaHHBIM
NPOU3BOJUTENb  JIEKAPCTBEHHBIX CPEICTB COOTBETCTBYeT TpeOoBaHusM Haanexamei
MPOU3BOACTBEHHON MPAKTUKH.

Hacrosmuii ceptudukaT orpaxkaer craTyc NpOU3BOJACTBEHHOM(BIX) MIOLIAAKH(OK) HA MOMEHT
NPOBECHN MHCIIEKTUPOBAHKS U MO UCTEYEHHUH 3 JIeT OT JaThl MOCIEIHEro AHS MOCJEIHEro
WHCIIEKTUPOBaHUsA HE JOJDKEH MPUHUMATBCSA B KaueCTBE JOKYMEHTA, CBUACTEIBCTBYIOLIErO O
cratyce cooTeercTBusA. I[Ipm ompenmeneHuHM cpoka, Ha KOTOpHIM BBIJAaeTcsl CepTUQUKAT,
YUYHTHIBAIOTCSl TIPUHLIMITEL YMPABIEHUS PUCKAMU B COOTBETCTBHUU C JOKYMEHTaMH CHUCTEMBI
KayecTBa (hapMHUHCIEKTOpaTa M OTpakaroTcs B moje «OrpaHUYEeHUs WM TOSACHUTENBHBIE
3aMeTKH, Kacaromuecs o00JacTM NpUMEHeHUs Hactosimero ceptidukaray. Ceprudukar
ABJISIETCS NEHUCTBUTEIBHBIM B Cllyyae NpENCTAaBJICHHS KaK OCHOBHBIX, TAK W JOMOJHUTEbHBIX
JIUCTOB. \

AyTeHTHYHOCTh  (TIOAJIMHHOCTB) HACTOSIIEr0 cepTUUKATa MOXHO MPOBEPUTh Ha

opumansHoM calite MuHuCcTepcTBa 3npaBooxpanenus PecnyGuku Benapyck B rioGanbHoM
KOMITBIOTEpHOH ceTi MIHTepHeT.

Jluctrl u2




CEPTHO®HKAT
Ne 186/2021/GMP

M JlexapcTBEHHBIE MPeNApaTH! IS METUIIHHCKOTO IpUMEHEHHS

U ®apMmarieBTHyeckie cy6cTaHIUA

01 BeTtepunapHzie eKapcTBeHHbIE IIpenapartbl

0 JlekapcTBEHHBIE IIPENAPATH IS KIMHEECKHX HCCIIeIOBAHMIE (ucripITaHmin)

Kox HaumenoBaune

HaumenoBaHue Buia npousBoacTea, JeKapCTBEHHOIT (hopmEbI

IIpoMbImIIenHOe NPON3BOACTBO HeCTePHILHBIX JIEKAPCTBEHHLIX CPEICTB H
(nsn) papmaneBTHYECKUX CyGCTAHLMIA M MX ONTOBAS peaauzanus

2.1 Kunkue JekapcerBennbie GopMbl st HAPYKHOI0 U (HJIM) MECTHOTO
NpPHMeHEeHHUs

2.1:1 KHIKOCTH

2.9 Boimy ckaromuii konTposn

11 KoHTpoJsb kauecTBa

113 | xummdeckne (Qpu3myeckue) HCIBITARNS

3amecTurtens Munuctpa — I'maBHEIH
TOCYJapCTBEHHBIN CAHUTAPHBIN Bpad
Pecnry6nuxu Benapyce

% Hata noxmucanus
: 20 cenTsa6ps 2021 r.
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