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JIOIIEPAMHUJIA 'HAPOXJIOPHU/L

Loperamidi hydrochloridum

LOPERAMIDE HYDROCHLORIDE
Koutpoas kavecrsa no H/L Pb 0252C-2020, uzm. Nel

Cocrasua Cornacosanmn Yreepana

JlomxHocTs: Xumuk 11 kareropun | Jlo/mkHoeTs: Hasansuk OKK JIO/IKHOCTD: 3aMECTHTE b [EHEPAIBHOTO
All AMPEKTOpa 10 mmc::%IR
HO®: M.B.babxanuesa MO®D: O.B3eud? » 2.2 2 2 | HOO: T.B.Barypo / [
Monnuce: Hrowl) IMoanues: W Ioanucee: W
Jlata:  410.03 2022 Tara: 15 03 2022 </ Jara: 44 03 2022
Jomknocts: mukpobuonor Il ka- | JIO/KHOCTS: 3aMECTHTE/ b HAY A/ b

TEropuH Huka AJl

HO®: B.O.Pa HO®D: HAMaasirmia /

Moanwce: ~ L@ Toanues: A

Jlata: /40 .03 2022 Jlata: 1503 2022 7

JlonmxHocTs: HavansHuk MBJ1

HOD: C.B.I'o Bd

&

[Moanuces:

Jlata: {1.03. 202X

JlomkHocTs: HayanbHHK OCuP

HOD: O.A.bpemia -~ /

Moanueh: 247 7Y

Jlata: 11,037 20202 y,

JlomxnocTs: Hauatshuk 034/ /.

HO®: B.B.Jlatorype &5

MMoanuce: L4

lava: 41903 024 7
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TRICT P

Crp. 2 m3 3

- npumecu B, D

- mobas Hecneundu-
MPOBaHHAA IIPUMECH
- CyMMa npumecei
2.4 OcraTo4HbIE KO-
JIMYECTBa OpraHnye-
CKHX pacTBOpHTEJICH:
- METAHOJ

- M30ITPOITHIIOBKIH
CIHPT

- n-reKcan

- 9THHANeTaT

- TeTparuapogypan

- xnopogopm

- METHJIH300Y THIIKCTOH
- TOIyOn

- Genzon

2.5 lloTepsa B Macce
IPH BLICYIIHBAHHH

2.6 Cynsarnas 3ona

I'® PBII, 2.4.24,
2228

®PBII 2232

roPBIlL24.14

Ne INapamerpsl Merozs! MeTtomku Kpurepuu npuemieMocTy
n/n KOHTPOJIA UCIILITAHAH
1 [Tpumencune - - Jlonepamuia ruAPOXIOPHA, Karl-
cyanl 2 Mr s Apmennn, ['pysnn,
Kasaxcrana, Kuprusumu, PB,
Tapkukucrana, TypkMeHHCTaHa,
YibekucTana
2 Haumenosanue noka-
jaresielt KayecTsa:
2.1 Onucanue Busyansusii COI1-KO-14-102 benwiit uax nouyrd Oensit no-
(cBoficTsa) o PBILS.11 POILOK.
Mano pacrsopum B BOJE, JIETKO
pacTBopuM B 96 % cnupre M B
MeTaHoue.
IO PBIL 5.9 O6nanaer nomuMopduzMom
2.2 lNouueHOCTD
(uaenTudukaums)
UK-cnexTp o PBII 2.2.24 | Pasnen «llowmnnocts | Mudpakpacusiit cnekTp npomyc-
(HAeHTHDHKAIINA )» KaHust HcneITyeMoro obpasua
HJI PB 0252C-2020, JOJDKCH COOTBETCTBOBAaTH  HH-
13Mm. Nel (pakpacHOMYy CIEKTPY [poITyc-
kauust CO nonepammuaa ruapo-
xnopuna (EP CRS) mm cnekrpy,
[peCTaBIeHHOMY Ha pucyHke |
2.3 Conyrcereyiomme | F®PBIL 2.2.29 | Pasnea «Conytersyio-
MPHMECH: LIHE IPHMECH»

HJ1 Pb 0252C-2020,
Ham. Nel

Paszien «Ocrarounbie
KOJIHYECTBa Opranuye-
CKHX pacTBOpUTEeH»
HJ1 PB 0252C-2020,
M. Nel

Pasnen «IToreps B mac-
Ce TIPH BBICYIIHBAHHH )
HJ1 PB 0252C-2020,
M. Nel

Pasnen «Cynsdarnas
30J1a%

HJ1 PB 0252C-2020,
H3Mm, Nel

He 6onee 0,2 %
He 6onee 0,10 %

He 6onee 0,3 %
['OPBIL 54

He Gonee 300 ppm
He 6onee 500 ppm

He Gonee 100 ppm
He Gonee 700 ppm
He 6onee 200 ppm
He Gonee 50 ppm
He Gonee 100 ppm
He Gonee 100 ppm
He Gonee 2 ppm
He Gonee 0,5 %

He 6onee 0,1 %
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CrieunHKaLHA Ha HCXOAHBIC MATEPHATILI _L__I_] Pups! b cbolml CIIC-KO-14-0105-10
ICMITIHD Crp. 3 u3 3
Ne IMapamerpsl Merozsl Metoaukn Kpurtepun npuemiieMocTu
n/n KOHTPOJIA HCITBLITAHM
2.7 Kommuectsennoe | IF® PBII, 2.2.20 | Paszaen «Konnuectsen- | He menee 99,0 % wu ne Gosee
onpejeaeHue HOE ONpeeIeHHe» 101,0 % B nepecuére na cyxoe
HJ1 PB 0252C-2020, BEILECTBO
u3M, Nel
2.8 Muxpobuonoru- | I'® PBII, 2.6.12, | Meroauka ncnwrraunit | T® PBIL 5.1.4
yecKkas YHCTOoTa: 2.6.13 AM-12-0105
- ofee KOJMYECTBO COI1-KO-12-197
aspobos (OKA) 10° KOE/r
- ofee KoNH4ecTBo
rpubos (OKI) 10° KOE/r
- Escherichia coli OrcyrcTBue B | r
3 O16op npob - B cooTBeTcTBHH CO -
CTaHIapTHOH onepaiu-
OHHOM] npoueaypoii:
COI1-KO-14-057,
COIT-KO-12-024
4 OO6beM KOHTPOJIBHOM - - AJl: 270r
npoOkbl MBJI: 20,0 r
5 Yenosus XpaneHus - - B m1oTHO 3aKpBITOM KOHTEHHe-
pe B 3alIHINEHHOM OT CBETa
MECTE NpH TeMmneparype He Bbi-
we 25 °C
6 | Cpok roqHocTH - - 5 ner
7 Ynakoska - - B ABYXCHIOHHBIE MOJHITHIICHO-
Bbl€ MAKEThbl, BAOKEHHBIE B Kap-
TOHHBIE KOpoba, a TakKe JApyrue
BH/Ibl YNAKOBKH, oOecrnevHBaio-
IIHE COXPAHHOCTL ChIpbi B Te-
YeHHEe CPOKa IOJIHOCTH.
8 Harorosurens - - Fleming Laboratories Limited,
Wuaus
9 Kox - - 120139




