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Cpoxk peiictus ¢ 1 mapta 2024 r. no 28 deppans 2026 r
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EBPASUMNCKOIO 3KOHOMWYECKOI'O COHO3A

3 Hos6ps 2016 1. Ne 83

MuHKCTEPCTBO 3apaBooxpaneHus Pecrybaniku benapych

3KOHOMUYECKOH KOMHUCCHU OT

COOTBETCTBMA MPOUN3BOACTBA JIEKAPCTBEHHbIX CPEACTB
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BbizaH no uroram mnpoBeaeHHs (apMaleBTHYECKOH HMHCMEKLMH B COO
nposefeHns (GapMaleBTHUECKUX WHCNEKLUMH, YTBEp)KICHHbIMH PelueHugM

NOATBEPIKAAET ClIeyollee
npoBezeHa hapmaleBTHIeCKass HHCIIEKLUS

Ha OCHOBaHHH

~

IIpaBun  Hajnexaiei

TpeOOBaHHUAM
OMMYECKOr'0 COr03a, SKBUBaJIeHTHBIX [IprHLMNam u

WHCNEKTUPOBAHHU, MOCJICAHCE U3 KOTOPBIX

. no \A mapta 2024 r., yCTaHOBJIEHO, YTO JaHHOE

VKK
BE/l
F yET

COOTB

MPOU3BOACT
E

<

NPOU3BOJCTBEHHOH NPaKTHKH
PyxosoacTey EBponeiickoro
CPEICTB U1 MEAULIMHCKOTO

npuka3 MuUHUCTEpCTBA 3ApaBoOXpaHeHus P
dhapMalneBTUYECKUX UH

opraﬂmaunn HHCHGKTHpOB&HHﬂ».
Ha ocHoBaHuu CBelleHHﬁ, TNOJTYYCHHbBIX

6but0 npoBeaeHo ¢ 27 ¢deBpans

(apmaveBTHUECKOE

CHHbIX

~

TATYC MPOM3BOJCTBEHHOW IUIOIIAJKH HA MOMEHT MpPOBEJCHMs

0 McTeyeHHun Oonee 3 JieT oT JAaThl IOCJICAHEro JHA MOCJICAHETrO

$

PKaleu 'HpOHSBOJ_ICTBeHHOI/I TNpaKTHUKE JICKapCTB
ro NpUuMEHEHUs U MpHUHLIHIIAM CucreMbl COTPYAHHUYECTBA
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dapmaueBTHYECK
WMHCIIEKTUPOBA.

0 3TOM B MoOJie

SICHHUTEJIbHBIC 3aMCTKH, Kacaroluluecsa obsiacTu NPUMEHEHNUA HACTOALICTO
€ro JIMCTOB (KaK OCHOBHBIX

-~

MOXET ObIThb COKpalulcH ‘HpI/I HCITOJIb30BAHUU COOTBETCTBYIOLIHUX
pyUCKaMU TIpU HAJIWYHUU COOTBETCTBYIOHIEH 3alMCH O

UTATHCS JOKYMEHTOM, CBUACTEILCTBYIOLIUM O CTATyCC COOTBCTCTBHA.
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Ne GMP/EAEU/BY/00325-2024

M JlekapcTBeHHbIE CPENCTBA A1 MEAULIMHCKOTO PUMEHEHHUS
[ JlexapcTBeHHbIE TIpenaparhl JJis KIMHUYECKUX HCCIIeI0BaHUH (MCTIBITAHUH)

Kon | : - : HaumeHoBanue
1. TIPON3BOJICTBEHHBIE OIEPALIMU — IEKAPCTBEHHAA ITPOAY KLA
1.1 |Crepunbhas npoaykiuus ' '

1.1.1 ITpousBoaMMas B aCENTUYECKKX YCIOBUSX (onepalun o6paboTKu st CIeAYIOIKX
NleKapCTBEHHBIX (OPM):

1.1.1.3. JInopunuzars

1.1.3. Boinyckatouuii KOHTPOJIb KauecTBa (BbIIMYCK CEPHH)
HectepuibHas npoayKuus N

1.2.1. HecTepuapHas mpoayKUys (TEXHOIOTHYECKUE OTEpaLiiK U1 NOy4eHus CIl
nekapcTBEHHBIX (POpPM):

1.2.1.13. Tabnerku :
1.2.2. BoimycKaroluii KOHTPOJIb KayecTBa (CepTUDHKALHU CEPUM)
VnakoBka = :

1.5.1. TlepBuuHas ynakoBka:
1.5.1.13. Tabnerku
1.5.2. BropuuHas yrakoBKa

S

X

0

KOHTpOJIb KauecTBa |

1.6.1. MukpoOHOJIOrn4eCK1e HCIIbITAaHUS: CTEPUIIBHOCTD ¢
1.6.2. MMKpOOUOJIOrMYECKHE UCTIBITAHUS: MUKPOOH
1.6.3. Xumuueckue (puznyeckrie) UCIbITAHUS

1.6.4. Broslornueckue UCTILITAHUSA

OrpaHuueHHUs WK Nefic
Kacarouyecs obnactd upum epTu¢uKara:
CPOK JI€MCTBHS HACTOSILEro cepTuduka 2 JIET C Y4eTOM OLEHKH BHYTPEHHEro
pHCKa, MPHCYIIEro npoussonCTBeH b mg%@ M PHUCKA, CBA3aHHOTO C COOJIFOJEHUEM
tpeGoBanuit GMP (1o pesynbTaTaMAHCREKTUPOBAHNU).
Heuaii C.B., N
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