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JJOIIEPAMUJIA T'HAPOXJIOPHU/L
Loperamidi hydrochloridum
LOPERAMIDE HYDROCHLORIDE

Kontpoas kagecrsa no H/L PB 1791C-2017, uzm. Nel

Cocrasna Coraacosajm Yrsepana
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HJI PB 1791C-2017,
H3M. Nel

OAO lgyn;ﬂ:ﬂﬁ MiaHblA
CrneundHKaLMa Ha HCXOAHBIE MATEPHATBI » BHC-KO-M-OIOSII-M
i ICtp. 2 u3 3
Ne [TapameTpsi Meronn Meroauku Kpurepun npueMaeMocTH
n/n KOHTPOJIA HCTILITAHHI
1 ITpumenenne - - Jlonepamuia ruipOXIOPHIL, Kan-
cynst 2 mr ans 'pysnn, Pb, Tan-
KuKucTana, Typkmenucrana, ¥3-
Gekucrana
2 HanmenoBanue noxa-
3aTeiei kauecTna:
2.1 Onucanne Busyanbubiit COIT-KO-14-102 Beneiii wimm nourn Oenwift no-
(cBoiicTsa) 'O PBIL S.11 POIIOK.
Ouenb Mao pacTBOPHM B BOJIE,
pactsopuM B 96 % cnupre M B
MeTaHole.
I'PPBIL 5.9 O6nanaer nomuMopdhH3IMOM
2.2 lNowmHAOCTE
(uaeHTHHKALHA)
HK-cnekTp IF'd PBIL 2.2.24 | Pasnen «lloumunocts | Mudpakpacheif  cnektp mnpo-
(uaenTHdHKaLHA)» IyCKaHHA HCnbITyeMoro obpas-
HJI PB 1791C-2017, Ha JIOJDKEH COOTBETCTBOBATH
u3Mm. Nel HH(ppakpacHOMY CHEKTPY [po-
nyckanus CO nonepamuja ruji-
poxaopuzaa (EP CRS)
2.3 Conyrcrsytiome | '® PB 11, 2.2.29 | Pasnen «Conyrersyio-
NPHMECH! [L{HE TIPHMECH»
- npumecu B, D HJ Pb 1791C-2017, He Gonee 0,2 %
- moGas Hecneundu- u3mM. Nel He Gonee 0,10 %
LIHPOBaHHAA NTPUMECH
- cymMMma npumecei He Gosnee 0,3 %
2.4 Ocrarounsie ko- | '® PB1I, 2.4.24, | Pasnen «Ocrarounsie I'oPBIL 54
nnYecTsa opranuue- | 2.2.28 KOJIHYECTRA OpraHuye-
CKHX pacTBOpHTENEH: CKHX pacTBopHTesei»
- METaHoJ HJ1 PB 1791C-2017, He G6onee 3000 ppm
- alleToH uam, Nel He Gonee 5000 ppm
- METHJICHXJIOPH/L He Gonee 600 ppm
- H30MPOITHJIOBbIH He Gonee 5000 ppm
CITHPT
- xa0podopm He Gonee 60 ppm
- TOJTYON He Gonee 890 ppm
2.5 lNoTeps B Macce I'®PB1I, 2232 | Pasaen «Iloteps B mac- | He Gonee 0,5 %
NPH BHICYLIHBAHHH CE TPH BBICYIIHBAHHH Y
HJ1 PB 1791C-2017,
u3m. Nel
2.6 Cynsparnas sona | T® PB1I,2.4.14 | Pasnen «Cynsdarnas He Gonee 0,1 %
30na»
HJ1 PB 1791C-2017,
niMm. Nel
2.7 Komnuecrsennoe | F® PB1I, 2.2.20 | Pasnen «Komuuectsen- | He menee 99,0 % u ne Gonee

101,0 % B nepecu&re Ha cyxoe
BEIIECTBO
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CneundHKaums Ha HCXOHBIE MATEPHABI Ay il 5 (FKO-14-0105/1-04
QUICMIAR | Crp.3ws3
Ne [MapameTpsi Merozs Meromnkn Kpurepuu npuemMaeMocTy
n/n KOHTPOJIS HCIIBITAHMH
2.8 Mukpobuosnioru- | '® PB 11, 2.6.12, | Meroanka ucnerranuit | T® PBIL, 5.1.4
yecKas YHCTOTa: 2.6.13 AM-12-0105/1
- of1iee KOJM4eCTBo COI1-KO-12-197
aspobos (OKA) 10° KOE/r
- of1ee KOIM4ecTso
rpu6os (OKI) 10 KOE/r
- Escherichia coli Orcyrersue B 1 r
3 Or6op npod - B coorsercTBHH CO -
CTaHJapTHOMH onepaiu-
OHHOMH TPOLEYPOH:
COIT-KO-14-057,
COI1-KO-12-024
4 O6beM KOHTPOJILHOMN - - All:270r
npobbt MBJI: 20,0 r
5 Yenosus XpaHeHus - - B 3ammmeHHoM OT CBeTa MecTe
6 | Cpok rogHocTs - - 5 ner
7 | Ynakoska - - B aByxcioifHble NOMHITHICHO-
BBIE MAKEThI, BJIOXEHHBIE B Kap-
TOHHBIE KOpo0a, a TaKxke JIpyrue
BH/IBI YTIAKOBKH, 00€CeYHBalo-
e COXPAHHOCTH CHIPbS B Te-
YeHHE CPOKa roJIHOCTH.
8 | UsroroBurens - - Vasudha Pharma Chem Ltd,
Unjus
9 | Kon - - 120139




