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JJOIIEPAMUJIA THAPOXJIOPHU

Loperamidi hydrochloridum

LOPERAMIDE HYDROCHLORIDE
Kountpoas kayecrsa no H/L Pb 1791C-2017, n3m. Nel

Cocrasua

CoraacoBajn

Yreepauna

JlonxsoeTs: xumuk 11 kareropuu
All

JlomxnoeTs: Havansauk OKK

IIOJ'I)KHOCTBI JAMECTHTE/Tb MCHEPAIBHOIO JIH-

PEKTOPA M0 KAYECTBY <

HO®: M.B . babxanuesa

HOD: TB.Ratypo / /

Moanucek: Htecwsd

HOD: O.B.W/
[Toanuce: L_ [Moanues:

Jlata: 10 03 1022

Jlara: 15.03. 2022 S

Jlata: 4503 2022

JlomknocTs: Mmukpoduonor 11 ka-

JIONAKHOCTS: 3aMECTHTE /b HAYAIIb~

TeropuH Huka All

HO®D: B.O.P Ba HO®: HA Mansirnsa s,
Moanues:~ Ao [Moanuce: s/
Jlata: 740 03 1022 Nlara: 45 03 022 =~

JlomxHocTs: Havanbiuk MBJT

HOD: C.B.I" Ba
IMoanucs:
Jlara: {4 03, AJ22

JlomknocTs: HavanbHuk OCuP

HO®D: O.A.bpem P
[Moanues: @L
Jara: 4103 Zoa pal

Jlo/mkHOCTS: Hauatbrmk O3/

HO®D: B.B.Jlatorype
S

[Toanucs:
Jlara: 414 03 Z052" /




OAOWBIMIy 11

CreundMKaums Ha HCXOIHBIC MATEPHANbI

'3

T1C-KO-14-0105/1-03

P gy -
T .t’..‘fi;

(cBoiicTBa)

2.2 llojHHOC T
(uaenTudukanus)
UK-criekTp

2.3 ConyrcrBytomue
NPHMECH!

- npumecu B, D

- mobas necneundu-
LUHPOBaHHANA NPHMECH
- CyMMma npuMeceif

2.4 Ocratounsle Ko-
JIMYMECTBA  OpraHuye-
CKHX pacTBOpPHTENICH:
- METaHo:

- aUeTOH

- METHJICHXJIOPHIL

- H30NPOIHJIOBBIH

CIUpT

- Xxnopogopm
- TOJyOI

2.5 lloTeps B macce
NPH BhICYLIHBAHHA

2.6 Cynbparnas 3o01a

2.7 KonuvecTseHHOE
onpejeicHue

2.8 Mukpobuosoru-
yecKas HHCTOTa:

FOPBIL ST

F'®PBILS5.9

'®PBII 2.2.24

e PBIIL, 2.2.29

®PBII, 2.4.24,
2.2.28

F'oPBII, 2.2.32

I'OPBIL 24.14

e PBIIL 2.2.20

I'® P 2.6.12,
2.6.13

Pazgen «lloanuarocTs
(naenTudukanms)y
HJ1 Pb 1791C-2017,
Him. Nel

Paznen «Conyrersyio-
LHE IPHMECH))

HJL PB 1791C-2017,
n3m. Nel

Pasgen «Ocratounbie
KOJIHYECTBA Opraiuye-
CKHMX pacTBopHTeIeiy
HJ1 PB 1791C-2017,
mam. Nel

Paszen «[loreps B mac-
ce MpH BHICYIIHBAHHHY
HJL PB 1791C-2017,
u3M, Nel

Paanen «Cynndarnas
3onan»

HJI PB 1791C-2017,
n3im. Nel

Pasnen «Konnyecrsen-
HOE OnpeeneHHE)

HJ1 PB 1791C-2017,
n3m. Nel

MeToanka HCnbITaHHA
AM-12-0105/1

Crp.2m33
Ne [Mapamerpri Metonnl MeToaukn Kpurepun npuemieMocTH
n/n KOHTPOJISA HCITBITAHHI
1 [Tpumenenne - - Jlonepamuzia ruJIpOXJI0pHA, Kan-
cynwt 2 mr s [pysun, Pb, Tan-
KHKHCTaHa, TypKMEHHCTaHa
2 Haumenosanue noka-
3aresieH KauecTsa:
2.1 Onucanue Busyansubii COI1-KO-14-102 Benwtit uan noyru Genawli no-

POLLIOK.
Ouenb MAJIO PacTBOPHUM B BOJIE,
pacTeopHM B 96 % cnupre U B
MeTaHoe.

O6nanaet nonuMophHIMoM

Undpakpacubiii  cnekrp npo-
MyCKaHWs HCneITYeMoro obpai-

ua JA0/DKEH COOTBETCTBOBATH
MH(PaKpacHOMY CIHEKTpY Ipo-
nyckanus CO nonepammuaa rua-
poxnopuaa (EP CRS)

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

He Gonee 0.3 %
I'dPBIL 54

He 6onee 3000 ppm
He Gonee 5000 ppm
He Gonee 600 ppm

He Gonee 5000 ppm

He 6onee 60 ppm
He Gonee 890 ppm
He Gonee 0,5 %

He 6onee 0,1 %

He menee 99,0 % u ne Gonee
101,0 % B nepecuére Ha cyxoe
BELECTBO

®PBILS5.1.4
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IR Y Crp. 3 w3 3
Ne [TapameTpel MeTtoan! MeTtonukn Kputepun npuemaemocTu
n/n KOHTPOJIA uCnbIradui
- of1ee KOJIMYECTBO COIT-KO-12-197
aspoGos (OKA) 10* KOE/r
- o01ee KOIHYEeCTBO
rpuGos (OKI) 10° KOE/r
- Escherichia coli Orcyrcreue s 1 r
3 | Or6op npob - B coorsercTBum co -
CTaHAApTHOMH onepaiu-
OHHOM MpoNEYPON:
COI1-KO-14-057,
COI1-KO-12-024
B O0BveM KOHTPOILHOM - - All: 270 r
npoObl MBJI: 20,0 r

5 Yeaosus XpaHeHus - - B 3ammimeHHoM OT CBETa MecTe

6 CpoK rojiHocTH - - S ner

7 Ynakoska - - B asyxcnoiiusie noaHaTHIEHO-
BBIC MAKETHI, BJIOKEHHBIC B Kap-
TOHHbIC KOpoOa, a Takke JApyrue
BHIIBI YIAKOBKH, 00eCieYHBalo-
L1HE COXPAHHOCTD CHIPBS B Te-
YEHHE CPOKA IOJIHOCTH.

8 | Uarotosurens - - Vasudha Pharma Chem Ltd,
Muus

9 Koxa - - 120139




