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MVHVICTEPCTBO 3IPABOOXPAHEHWMA PECITYBJIVIKM BEJIAPYCh

CEPTUO®UKAT

COOTBETCTBHSI IPOMBIILIEHHOTO TIPON3BOICTBA
JEKAPCTBEHHEBIX CPEJICTB TPEGOBAHUSIM
HAJUIEXKALIEN TTIPON3BOACTBEHHOM TIPAKTUKH (GMP)

Ne 218/2022/GMP

BBIIaH TI0 HTOraM IPOBENCHHsS HHCIEKTHPOBAHMS B COOTBETCTBUH ¢ I[lonoxemsem o
TOPSIIKE M yCIOBUSIX HHCIEKTHPOBAHHS MPOMBIIUIEHHOTO IIPOM3BOJCTBA JIEKa HBIX
CPEICTB HAa COOTBETCTBHE TpeGoBaHWsM Hajurexamedl NPOM3BOACTBEHHOM \MpaRPuKH,
YTBEPKIEHHBIM IIOCTaHOBICHHEM MUHHCTEpCTBA 3[paBOOXpaHeH s Pectt ap@
oT 18 Hos6ps 2020 1. Ne 102. Q
MunucTepcTBo 31paBooxpaneHus Peciybmuku Benapycs noarsepxaaet cie/yio e%‘F
IPOBEJCHO HHCIIEKTHPOBAHUE S
OTKPBITOr0  aKuuoHepHoro obmecrsa «HecBukcxmii %{] Mié}lul/lHCKl/IX
IpenapaTrosy (\Y XN

(HauMEeHOBaHUE NMPOU3BOJUTENS, MPOU3IBOJACTBEHHOM(BIX HOMM(OK) Y
222603, n. Aabba, yn. 3aBoackas, 1, 1/6, 1/8, 1/1 p-H, Munckas
obaacTn, Pecmy6inka benapycs; Teu.: (8-10-375 1770) '0154?‘5 c: (8-10-375 1770)
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(mecro(a) HaxoxIeHUs!, TenedoH, aapec pOHHCéP:@‘-;TbI)
Ha OCHOBAHUMH: 4

Ne 977 «O npoBeieHHN HHCIIEKTHPOBAHH! >

X
npukasa Munucrepcrsa 3zxpaBooxpaﬂean o '%Ee.napycs ot 21 uroas 2022 r.
aTb. H
n

Ha ocHOBaHUM CBeAEHHil, MOJYYESHHEM, IT
KOTOpBIX ObIJIO TMPOBEAEHO C a 2022 r., YCTaHOBJEHO, 4TO MAAaHHbIH
MPOU3BOAMTENL  JIEKAPCTBEHH € TBE§COOTB€TCTBYCT TpeboBaHusaM  Hannexaiueit
NPOU3BOACTBEHHON MPAKTHKH. XS

Hacrosimii ceprudukar ompaxkaer CT%Q% NPON3BOJCTBEHHOM(BIX) MIIOWAAKH(OK) HA MOMEHT
MPOBEIEHHUS HHCIIEKTH 1 U1 TEUEHHUHU 3 JIET OT AaThl MOCJIEAHErO JIHS MOCJIENAHErO
WUHCTNIEKTUPOBAHUS H K MaThCsl B Ka4ecTBE JOKYMEHTA, CBUIETEIbCTBYIOILETO O
craryce cootBeTciBus. [Ipu «\OTIpeeNieHMH cpoka, Ha KOTOpbIM BblgaeTcsi cepTUdUKarT,
YUMTBIBAIOTCS bl %BJ‘ICHI/ISI pUCKaMH B COOTBETCTBHM C JOKYMEHTAMH CHCTEMbI
KayecTBa (b% em@éfa 1 otpaxarorcs B nosne «OrpaHu4eHust WM MOSICHUTEJbHBIE
3ameT miye ;?006nacm NPHUMEHEHUs1 HacTosilero ceptudukara». Ceprudukar
SBJISIETC eﬁcmg&g HbIM B Clly4yae MPEJCTABIEHHUS KaK OCHOBHBIX, TaK M JIOTIOJIHUTENbHBIX

( oBal B\E}
pCé[leHHI/I HHCIICKTHPOBAHUSA, MOCJHCAHCE U3

JIMCTOB.

AyTCHTPI‘H[OQ@i\/ (MOJJIMHHOCTB) ~ HACTOSILIErO  cepTUUKaTa MOXKHO TPOBEPUTH HA
odmuuaniié& calite MunucTepcTBa 31paBooxpaHenus Pecnybnuku benapych B rio0asibHoi

KOMITBIOT!
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NS Jlucr 1 u3 2

HoH cetn UHTepHeT.
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MVHUCTEPCTBO SZ[PABOOXPHV[H PECITYBJIVIKV BEJIAPYCb

AR

CEPTUOUKAT
Ne 218/2022/GMP

M JlekapcTBeHHbIE Tpenapathl JJist MEAULIMHCKOTO NIPUMEHEHHS

O dapmanepTrueckue cybcTaHunm

1] BetepuHapHbie JieKkapCTBEHHBIE MpenapaThl

0 JlekapcTBeHHbIe penapaThl Ui KIMHAYECKUX HCCIeA0BaHUH (McnIbITaHHH)

Kog HaumMeHoBaHHe

HaunmenoBanune Buaa MpoOU3BOACTBA, HeKapCTBeHHOﬁ (l)Oprl

HpOMLlIHJ'leHHOB NMPOU3BOACTBO CTEPHJIbHBIX JIEKAPCTBCHHBIX C
Kl)apmaueBTuqecKux CYGCTaHHPIﬁ H HX 0IITOBasl peajn3amusi A

1.2 JlexapcTBeHHbIE (pOpPMBI, NOABEpPraeMble (GHHHIIHONH CTEPUIM3ANAA

1.2.1 Knnxue JexkapcTBeHHBIE (POPMBbI

1.2.1.6  |pacTBOpHI HombLIOrO 06bEMa (Goniee 100 m)

1.2.1.7 |pacTBOpbl Masnioro odbema (100 Ma unu meHee)

1.3 Brinyckaommnii KOHTPOJb

11 KonTpoas kayecTBa

11.1 MHKpPOOHOJIOIMYECKHE UCTIBITAHHUS: CTEPUIbHOCTD

Yy
11.2 MHKpPOOHOJIOrHYeCKHE UCTIBITAHHUS: MUKPOOHO, Kas 'y’ib}om
] N4
11.3 xuMudeckue (pruzuveckue) UCTIBITAHUS Q

&
11.4 OMOJIOTHYECKHE UCTIBITAHNS /&\X/ LY

OrpaHH4eHHs! WK MOSCHUTEbHbIE 3aMETKH, WMec SbhacTu npuMeHeHus cepTrdukara:
nelcTBre JaHHOro cepThduKara pacrpoc Csl Ha Qué MO MPOU3BOJACTBY HH(Y3HOHHBIX PaCTBOPOB
1B [TOJIMITUIICHOBOM Tape.
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