MVHVICTEPCTBO SJIPABOOXPHHVIH PECITYBJIVIKV BEJIAPYCh

CEPTUO®OUKAT

COOTBETCTBUA TPOMBIINJIIEHHOT'O TPOU3BOJCTBA
JEKAPCTBEHHBIX CPEACTB TPEBOBAHUSM
HAJJEXAIIEA IPOU3BOJACTBEHHOMN IIPAKTUKH (GMP)

Ne 157/2021/GMP

BBIJIaH I10 UTOTaM IIPOBECHUS HHCIIEKTHPOBAHIS B COOTBETCTBHH ¢ [TosoxeHunem o mopsiaxe
H YCIIOBHSIX HHCIIEKTHPOBAHHUSI TPOMBINLIEHHOTO IIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB Ha
COOTBETCTBHE TpeOoBaHMsIM Hamexxamelt mpou3BOJACTBEHHO!N MPAKTHUKH, yYTBEPKICHHBIM
HOCTaHOBJIEeHHEM MuHHCTepCTBa 3/1paBooxpanenus PecryOnuku bemapyce ot 18 HosOps
2020 T. Ne 102.

MunncTepcTBO 3apaBooxpanenus PecnyOmuku benapych moaTBepkaaeT cieayromiee:
IIPOBEJICHO MHCIIEKTUPOBAHUE

HnocTpanHoro mnpou3BOJCTBEHHOr0 YHHTAPHOrO mNpeanpusaTusi «Mex-MHTepNIACTY,
Y4aCTOK NpPOMBIIIJIEHHOTO MPOH3BOACTBA HECTEPUJILHBIX TBEPIbIX JeKapCTBEHHBIX
CpeCcTB

(HauMeHOBaHMe TTPOU3BOAUTEIIS, IPOU3BO/ICTBEHHOM(BIX) nnoma;um(ox))
222603 r. HecBux, yn. Jlenunckasi, 124/2-1, 124/2-3, Munckasi o6aacrb, PecnyGiuka
benapycb; oraen koHTpoasi kavecrBa: r. Munck, yia. Unxenepuas, 18-3, PecnyGiiuka
Beaapycs, Tea.: (+375 1770) 61939; info@med-interplast.com

(mecro(a) HaxoxeHUs, TeneOH, anpec JNEKTPOHHOM MOUTHI)
Ha OCHOBaHHH:

Ilpuka3 MunucrepcTBa 31paBooxpanenus Pecny6iuku Benapycs Ne 1245 ot 25.11.2020r.
«O npoBeieHHH HHCNIEKTHPOBAHUS)

(HOMEp pacnops>KeHHMs UM HOMEp Mpukaza MUHUCTEPCTBA 34PABOOXPAHEHMUS )

Ha ocHoBaHuM cBeJeHUH, MOJYYEHHBIX NP MPOBEICHUM WHCIEKTHPOBAHWs, MOC/IEAHES W3
KOTOpBIX OB1710 MpoBeeHo ¢ 7 no 8 nexabps 2020 r., ycTaHOBJIEHO, YTO AaHHbBIA POU3BOIUTEND
JIEKapCTBEHHBIX CPEJICTB COOTBETCTBYET TpeboBaHusAM Hannexamielh npou3BOACTBEHHOM
MPaKTUKU.

Hactosamuii ceprudukat oTpakaer crtaTyc NpOU3BOACTBEHHOM(BIX) MIOMIAAKK(OK) HA MOMEHT
NPOBEJECHMS] MHCIIEKTUPOBAHUS U MO MCTEUSHWH 3 JIET OT AaThl MOCJEAHEero JTHs MOC/eIHEero
HUHCIIEKTUPOBAHUs HE JOJDKEH NPUHMMAThCS B KayeCTBE AOKYMEHTA, CBHIETEJILCTBYIOLIETO O
cratyce coorBercTBus. Ilpu omnpeneneHum cpoka, Ha KOTOpBI BBIOAeTCs CepTUQUKAT,
YYUTHIBAIOTCS TPUHLIMIIEL YNPABJIEHUS PUCKaMU B COOTBETCTBUM C JOKYMEHTAMU CHCTEMBI
KayecTBa (apMUHCIIEKTOpaTa M OTpaxkarotcs B mojie «OrpaHHYeHHs] WM TOSCHUTENBHBIE
3aMETKM, Kacaroupecs o00JacTM NpUMEHeHMs Hacrosiero ceptudukaray. Ceprudukar
ABJIAETCS JEHCTBUTEIIBHBIM B Cllyyae MpeJCTaBlIeHUs KaK OCHOBHBIX, TaK U JOMOJIHUTEIbHBIX
JIUCTOB.

AyTEHTHYHOCTB (MOAJMHHOCTb) HACTOSILIETO cepTU(HKATa MOXKHO POBEPUTH Ha OHLIMATEHOM
caiite MunucrepcTBa 31paBooxpaneHust Pecrybmuku benapych B rno6anbHOi KOMObIOTEPHON
cetd MHTepHet: http://minzdrav.gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/index.php
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CEPTUOHUKAT
Ne 157/2021/GMP

M JlexapcTBeHHBIE Mpenapathl IJIsk MEIHIMHCKOTO IIPUMEHEHHUS

O ®apmaneBTHYECKHE CYOCTAHIAN

| O BerepunapHbIe JIeKapCTBEHHbIE PENapaThl

O JlekapcTBeHHBIE IIpenaparhl Al KIMHAYECKUX HCCIeOBaHUH (MCIIBITAHUM)

Kon HaunmenoBanue

HaunmeHnoBaHue BUIa MPOU3BOACTBA, JIEKAPCTBEHHOH (hOpMBbI

IIpoMpbIimIeHHOE MPOU3BOACTBO HECTEPUILHBIX JEKAPCTBEHHBIX CPEACTB H
(nam) papManeBTHYECKUX CyOCTaHIMII U HX ONTOBas Peaiu3alusa

2.7 TBepabie nexkapcTBeHHbIE (POPMBI AJ18 IpHMeMa BHYTPb

2.7.3 |kamcynsl

2.7.9 |mopormku

2.7.11 |TabnmeTKu

2.9 Brinyckaromuii KOHTpPOJIbL

9 IIpombimIeHHOE MPOU3BOICTBO JIEKAPCTBEHHbIX CPEICTB B 4aCTH (PaCOBKH H
(11M) yNAaKOBKY J1eKAPCTBEHHBIX CPeICTB 1 (MIH) papManeBTHYECKHX
cyOcTAaHIUH B HX ONITOBAs Peau3anus

9.1 BTOPHYHAS YIIaKOBKa JIEKAPCTBEHHBIX GopM

9.3 (hacoBKa ¥ TIEpBHYHAS YITAKOBKA HECTEPUIILHBIX JICKAPCTBEHHBIX (hOpM

11 KonTpoas xadyecTBa

11.3 XuMuUeckne (pusznueckue) UCIbITaHUs

OrpaHUYeHHUS WIH TTOSICHUTEIbHBIC 3aMETKH, Kacaroluecst 00J1acTy IPUMEHEHHS
ceprudukara: HeT.

3amectutens MunucTpa —

I'maBHEBIA roCy 1apCTBEHHBIA

CaHUTaApHBIN Bpad ) \

Pecry6muku Benapych S/ O % A.A. Tapacenko
Jlata mognucanus

23.02:2021




