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MVHWMCTEPCTBO SZ[PABOOXPAEHVIH PECITYBJIVIKV BEJIAPYCb

CEPTUOUKAT
COOTBETCTBUSI IPOMBIIIIIEHHOT O TPOU3BOJACTBA
JEKAPCTBEHHBIX CPE/ICTB TPEFOBAHUSIM
HAJUIEXKAIEN TPON3BOJICTBEHHOM IIPAKTUKH (GMP)

Ne 213/2022/GMP

BBIJAH M0 UTOraM MNpPOBEACHHUS WHCIEKTUPOBAHUA B COOTBETCTBUM ¢ [lonokeHueM o mopsake u
YC/IOBUSIX ~ MHCMEKTUPOBAHMSI MPOMBILIIEHHOTO TPOM3BOACTBA  JIEKAPCTBEHHBIX CTB Ha
cooTBeTcTBME TpeboBaHMAM Haanexawedl npOM3BOACTBEHHOM MPaKTHKH, £YTBePKIEHHBIM
nocraHoBjieHueM MHHKCTEpPCTBA 3/1paBooXpaHeHus Pecry6ivku Benapych ot 18
102. .
Munucreperso 3apaBooxpanenus Pecry6inku Benapych nonreepkaaer cigily
MPOBENEHO UHCIIEKTHPOBAHHE

O6uiecTBa ¢ orpandueHHoi otBeTcTBeHHOCTRIO « MHKPACJIABY

(HaMMEHOBaHUE IPOM3BOAMTEIIS, IPOM3BOACTBEHHON(BIX) IO (ox),
Pecny6nuka Benapyce, 223053, MuHckas 06:1., Musckuit P-H, 1. 0 HLI,.\L%‘
MecTo(a) HaXOXAEHHS, TeneOH, aIpec EKTPOH noyThr) ,° ,’\\,\‘

ya. 40 ner ITobeawl, a. 19, 19/3, 19B, 19B/1; Ten.: +3751751 8, e-mailc}nfo@inkraslav.org

/

Ha OCHOBaHMM NIPHKa3a MUHHCTEpCTBA 31paBOOXpaH g&cny u benapyce
ot 02.02.2022 Ne 121 «O npoBeicHAH HHCIIEKTH . Q(b'
Ha ocHoBaHuM cBeJeHMIA, TIOyUYSHHBIX NP MPOBE HCTl pOBaHusl, NOCNEHEe U3 KOTOPbIX
Ob10 npoBeaeHo ¢ 28.02.2022 1002.03.2 TaHO 0, 4YTO JaHHbIH TNPOU3BOIUTE/Ib
JIEKapCTBEHHBIX CPEACTB COOTBETCTBYET TPE Haag'e alleH pon3BOJACTBEHHON MPAKTHKH.
Hacrosumii ceprudukar orpaxaer cr (%&TBeHHoﬁ(blx) IUIOIIAAKH(OK) Ha MOMEHT
NPOBEAECHUS WHCNIEKTUPOBAHUS U 10 % JIET OT JaThbl MOCJEIHEero OHS TOCJIEIHEro
MHCIIEKTUPOBAHUS HE JOJDKEH NPUH cAB KEL;{@TBe JOKyMEHTA, CBUJETENILCTBYIOLIErO O CTaTyce
coorsercTBusa. [lpu onpenene Ka, \HdO KOTOpBIH BblOaeTcs cepTUdHKAT, YUHUTHIBAIOTCA
OPUHLMIBL  YNIPaBICHUS P ‘cODTBETCTBUM C JIOKYMEHTAMH CHMCTEMBI KauecTBa
dapMuHCHIEKTOpaTa M OTPAKAKTCA xFone «OrpaHvYeHUss WM TOSCHUTENIbHBIC 3aMETKH,
Kacarouyecss  00JacTu pumeHeH%Q HacTosero  ceprudukaray. Ceprudukar — sBiasercs
JeHCTBUTEIbHBIM B ClyMg PEACTABJIEHHs KaK OCHOBHBIX, TaK H JIOTOJIHHTEIbHBIX JIUCTOB.

AYTEHTUYHQ OCTb) HACTOAILEro CcepTUdHUKaTa MOXKHO IPOBEPUTL Ha

o(uLMaIbHOM CTBa 3/paBooXpaHeHuss PecnyOnuku benapyck B rnoGanbHoi
KOMIMBIOTEPH:
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MVHMCTEPCTBO 3/IPABOOXPAHEHWMA PECITYBJIVIKI BEJIAPYCb

CEPTUOUKAT
Ne 213/2022/GMP

] JlekapcTBeHHbIE Npenaparsl 17 MEAWLIMHCKOTO MPUMEHEHHUs!

U] dapmauesTiueckue CyOcTaHINM

[J BerepHHapHble JIeKapCTBEHHbIE MPenapaThl

L] JlexapcTBeHHBIE MpenapaThl Ui KITHHAYECKUX UCCAEeA0BaHUH (MCTIbITaHHH)

Kon HaumeHnoBanue

HanmeHoBaHHe BHAQ NPON3BO/ACTBA, JeKAPCTBEHHOH (PopMBI
IIpombimieHHOEe NPOM3BOACTBO HECTePHJIbLHBIX J1EKAPCTBEHHBIX €
(nau) papmaneBTHIECKHX CYOCTAHIMIT M X ONTOBas peajn3anus
Kunakue nexapcrBeHHble (opMBI ISl HAPYKHOIO H ?ﬂ HOT'

A
At,

HpHMEHEHH

pacTBOpPbI

Boinyckawmuii KOHTPOJIb A
IIpombinieHHOe IPON3BOACTBO CNHPTOCOAEPKAIHX Jie Beﬂﬂb%\?pe)ICTB
H MX ONTOBasl peaju3anus

Kuakue cimprocogep:kamne JeKapcTBeHHbIE 4)0‘&9;1 Ha@Qmoro U (HJIH)
MECTHOr0 NpUMEHeHHs

PacTBOPbI AHTUCENTHUECKHE [b

Broinyckaomuii KOHTPOJIb % \'\(b‘

IIpomMblmieHHOE NPON3BOACTBO JIeKa BIX c@cﬂ\‘:’m B 4acTH (PACOBKH H
(111) YNAKOBKH JI€eKAPCTBEHHDIX € (lm apMaleBTHYCCKHX
cyOcTaHIMil B MX ONTOBas peajin3a

9.1 BTOPHUYHAs YNAKOBKA JIEKAPCTBEE opﬁ (}%'V

9.3 (acoBka 1 MepBHUYHAS YITAKO n\ﬁﬁmx JIeKapCTBEHHBIX OpM

9.9 Beinyckawumnii KOHTPO )~

11 KonTtpoas kauectBa /Y |

11.3 XUMUUYECKHE ((]mmyncw
OrpaHuueHHs UK TOACHUTE T DHbIS 3aMe1@r Kacarouyecs odnacTu MpUMEHeHNS
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