CEPTUO®UKAT

' COOTBETCTBUSI IPOMBILULIEHHOTO MIPOU3BOACTBA
JIEKAPCTBEHHBIX CPEJCTB TPEBOBAHHSIM
HAJIJIEJKAIIE TPOU3BOJCTBEHHOI MPAKTUKH (GMP)

Ne 193/2021/GMP

BBIIAH MO0 MUTOraM MPOBEAEHHS MHCIIEKTUPOBAHUS B COOTBETCTBUM ¢ [lonockeHnem o mopsake u
YCIAOBHUAX HHCIIEKTUPOBAHMA MPOMBILUIEHHOTO MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEOCTB Ha
COOTBETCTBME TpeOoBaHMAM Hannexameidl NpOU3BOACTBEHHOM MPAKTHUKH, YTBEPIKACHHBIM
nocTaHoBieHHEM MuUHUCTEpCTBA 3apaBooXxpaHeHus Pecry6muku benapyce ot 18 Hosops 2020 r.
Ne 102.

MunucTepcTBO 31paBooxpaHeHus Pecrybnuku Benapycs moaATBepKaaeT caemyromiee:
NPOBEIEHO UHCIIEKTUPOBAHHE

O6mecTBa ¢ orpaHn4eHHoil oTBeTcTBeHHOCTHI0 «DAPMTEXHOJIOI FsI»

(HauMEeHOBaHNe POU3BOAHUTENS, TPOU3BOACTBEHHOM(BIX) MIOWAAKH(0K))

r. Munck, yii. Kop:kenesckoro, 22, Peciy6iuka Benapyce, +375 (17) 309 44 00, ft@ft.by

(mecro(a) HaxoxAeHUS, TenedoH, axpec 3neKTp0HHoﬁ MOYTBI)
Ha OCHOBaHHUHU:
npukasa MunucrepcrBa 3gpaBooxpaHennsi PecnyGanku Beaapycs or 27.05.2021 Ne 608,
npukasa MunucTepeTBa 3apaBooxpaHenusi Pecnyosiukn Berapych ot 02.07.2021 Ne 799.

g (YKa3aTh OCHOBAHHE)

Ha ocHOBaHMM CBEeIESHWH, MOJYyYEHHBIX MPU MPOBENEHUH WHCIEKTHPOBAHHUS, MOCIENHEE W3
KoTOpeiX Ob110 mpoBegeHo ¢ 05.07.2021 mo 09.07.2021, ycTaHOBJEHO, YTO JAHHBIM
NIPOU3BOJIMTENIE  JIEKAPCTBEHHBIX  CPEACTB  COOTBETCTBYeT TpebGoBaHusM  Haanexamei
NPOU3BOACTBEHHOM MPAKTHKH.

Hacrosmmii ceptuduKaT oTpaskaeT cTaTyc MPOM3BOACTBEHHOM(BIX) IUIOMAAKH(OK) HA MOMEHT
MPOBEJCHUSA MHCIEKTUPOBAHMA M MO MCTEYEHUM 3 JIET OT JaThl MOCJEIHEro IHS MOCJIEAHEro
WHCICKTUPOBAHKA HE JOJDKEH NPUHUMATHCS B KauyecTBE JOKYMEHTA, CBUAETENILCTBYIOILETO O
cratyce cootsercTBMs. [lpu ompeneneHuH cpoka, Ha KOTOpHIM BBEIJAaeTCs CepTH(]UKAT,
YYHUTBIBAIOTCA MPHHUMIIEL YIPABIE€HHd PUCKAMH B COOTBETCTBMH C JOKYMEHTAMH CHCTEMEI
KayecTBa (apMHUHCIIEKTOpPAaTa U OTPaXarloTcs B moje «OrpaHu4eHHs MM TMOSCHUTEIBLHEIE
3aMETKH, Kacaloluecs 001acTu IPUMEHEeHHUs HacTosiero ceptudukaray. CepTudukar ssiseTcs
JEHCTBUTENBHEIM B Clly4yae MpEICTaBICHUS KaK OCHOBHBIX, TaK M JOMOJIHUTENIBEHBIX JIUCTOB.
AYTEHTHYHOCTH (MOAIMHHOCTH) HACTOSIIETO CepTU(GUKATA MOXKHO MPOBEPHTH Ha OQULIMATEHOM
calite MunucTepcTBa 3ApaBooxpaHeHus PecryGniku Benapycs B riiobaibHOM KOMIBHOTEPHOM
cety MHTepHeT.
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MVHVICTEPCTBO 3/IPABOOXPAHEHVL PECITYBJIVIKYA BEJIAPYCh

CEPTHUOUKAT
Ne 193/2021/GMP

T

[ JlekapCTBEHHbIE IIPENapaThI A MEUIIMHCKOTO IPUMEHEHHUS
O dapmaneBTHYECKHE CYOCTAHIUN
0 BerepuHapHble JT€KapCTBEHHEBIE IPENapaThl

O Hercg

PCTBEHHBIE NIPENAPATHI AT KIMHUYECKUX UCCIeIOBaHMM (MCIIBITAHMU )

Kopx

HaunMmenoBanue

HanMeHnoBaHHe BHa IPOU3BO/JCTBA, JIEKAPCTBEHHOI GopMbI

ITpombimIeHHOE NPOU3BOJCTBO HECTEPHIIbHBIX JIEKAPCTBEHHBIX CPEJCTB H
(msin) papmaneBTHYECKHX CyOCTAHUHMI U MX ONITOBAS Peau3alus

Kugkne jiekapcTBeHHbIE GOPMBI JJIs HAPY/KHOTO M (1JIM) MECTHOIO
NpUMeHEeHH s

KUIOIKOCTH

Kalljik

PacTBOPHI

cripen

mIaMITyHHU JICKapCTBCHHBIC

OMYJIbCUH

Msrkue jgexkapcTBeHHbIE (POPMBI 1151 HAPYKHOTO H (MJIH) MECTHOTO
NpHMeHeHHsI

réiau

KPEMEI

JIJHHUMCHTEI

MasHu

Kuakue jexapcTBeHHbIE (POPMBI /ISl IPpHEMa BHYTPb

KaIljin

Jluct2 uz 4

N® 0000532
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MVIHVICTEPCTBO 3ZIPABOOXPAEHI/IH PECITYBJIVIKV BEJIAPYCb

CEPTHOUKAT
Ne 193/2021/GMP

PacTBOPHI

CHPOTIBI

CYCIICH3HUH

JKuakne nexapcTBeHHbIe (POPMBI A HHTAISNUA WM HHTAJSIMOHHOTO
HapKo3a

PacTBOPHI

2.7

Treparbie nekapcrBeHHbIe GOPMBI AJIS IPHEMa BHYTPh

2.7.1

TpaHyJIbl

2.7.9

HOPOIIKH

=il

TabIeTKH

2.7.12

TabJIETKH, MOKPHITHIE 000T0UKOM

2.9

Brinyckaromuii KOHTPoJIb

7

HpOMbIIIIJ'leHHOC IIPOHU3BOACTBO CHHPTOCOACPIKAIUX JJCKAPCTBECHHBIX CPEACTB
H UX OIITOBafA peaiu3anust

7.1

Kunkue cnuproconepskamue JeKapcTBeHHbIe (POPMBbI

pacTBOpBI Masioro o6sema (100 M1 nita MeHee)

Knpkue cMpTocoAep kamue JeKapcTBeHHbIe JopMbl 115 IPHeMa BHYTPb

KalllTi

CHPOIIBL

Kunkue cnuprocoaep:kamyue JieKapcTBEHHbIE GOPMBI IJIsI HAPYKHOro U (HJIH)
MECTHOr0 MpUMeHEeHHS :

PacTBOPEI

Jlucr3 uz 4

0000533
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D
MVIHVCTEPCTBO 3IPABOOXPAHEHVA PECITYBJIVIKN BEJIAPYCb

CEPTU®HUKAT
Ne 193/2021/GMP

cripen

Msirkue JiekapcrBeHHbIe (JOPMBI U1l HAPY?KHOI0 H (mm) MECTHOTO
NpUMeHEeHHUs] — TeId

Brinyckaomuii KOHTPOJIb

11

KoHTpoab KayecTBa

112

MI/IKpO6I/IOIIOI‘I/I‘IeCKI/Ie HUCIIBITaHHUSA: MI/IKp06I/IOJ'IOI‘I/I'-IeCKaSI YHUCTOTa

11.3

xumudeckue (pu3nIecKue) UCIbITaHUS

11.4

Buonornueckue UCIBITAHUS

OrpaHHYeHUs. WX MOSACHATEIBHBIE 3aMETKH, KaCarolHecs 00J1aCTH IIPUMEHEHHS
cepTuduKarTa:

D11, 212,215:216.218,2.1.9,22.1,2.2.20Q\88, 2.2 4 24.2.244,2.45,24.7,25.2,
7.1.2,7.2.1,7.2.3,7.3.3, 7.3.4, 7.4 — 1pou3BOJCTBO JaHHBIX JICKAPCTBCHHBIX bopM
OCYIIECTBIIAETCS B LIEXe BOJIHO-CIIUPTOBBIX B MACTIHEIX PACTBOPOB;

2.7.1,2.7.9,2.7.11, 2.7.12 - npou3BOACTBO AaHHBIX JICKapPCTBEHHBIX (GopM OCYIIECTBIISETCS B
11eXe TBEP/bIX JIEKapCTBEHHBIX HOPM;

2.7.9,2.7.11, 2.7.12 - mpou3BoACTBO NAHHBIX JIEKAPCTBCHHBIX bopM OCYIIECTBIIACTCS HA
BELIEJIEHHOM YYACTKe I10 IIPOU3BOJICTBY JIEKAPCTBEHHEIX CPEICTB, CONCPKAIIMX

B- naxTamHbEIC aHTHOMOTHKH.

3amectHTens MuHKcTpa — I TaBHBIA

rOCyJapCTBEHHBIN CaHUTApHBIN Bpa il 2 A.A. TapaceHxo -
Pecmy0muxu benapych F 90y ”“

JlaTa noanHcasus
18 centsOps 2021 .

JIuct4 u3 4
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