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CrieundHKALNS HA HCXOIHBIE MATCPHAIIBI —

JK3IEM

ArC-KO-14-0407-06
Crp.l u3 3

Jlara BBesigHHA C: BsoauTes B3aMeH: Jedicrayer a0: [MpuunHa: akTyanH3auns
15.03.2023 CIC-KO-14-0407-05 | Gecepouno
ot 08.02.2021
NMAPOKCETHHA I'HIPOXJIOPHU /L
IFEMUT'H/PAT
Paroxetini hydrochloridum hemihydricum
PAROXETINE HYDROCHLORIDE
HEMIHYDRATE
Koutposs kauecrsa mo H/L P 1631C-2016,
m3m. Ne 1, Ne 2
Cocrasua Coraacosau Yreepani
Jlomanocts: xumux I1 kateropun AJl | TomknocTs: navansunk OKK JIOAKHOCTS: 3aMECTHTE/h FEHEPab-
= 7 | moro anpexTopa n
HO®D: M.B.babxanuesa HO®D: T.B

IMToanucs

HOD: o.BW
Moanwes: \_

Jlara: J:O.QLZij

Jlata: A{X.¢3 2043

Jomxnocts: mukpoGuonor Il kare-
rOpHH

JIOAKHOCTS: 3aMECTHTE L HAYAIb-
nuka Al

HO®: B.O.P: HO®: HA Mansirisa
Moanucw: ~ L Aoi— Toanucs: 2L A
Jara: 10.03 2013 Nlata:  14.03 013 “

JlonmxnocTs: Hauansuuk MBJ1

HO®D: C.B.I° oBa
Moanwes: @
Nata: 130> _20Z 3

JlomkurocTs: HavatbHuk OCuP

HO®D: O,A.B%‘
Moanues: —

Jlata: 13 03 2023

JIOAMHOCTS: 3aMECTHTE/Ib HAYAb-
uuka O3

HO®: U.A.Hopak ////
77

Jlava: 13,03

[MToanuce:
g
/
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2.2 louuuoCTh
(naenTHdukanma):
A. UK-cniektp

B. BOXX

C. Bona

D. Peakuus (b) na
XJIOPHJIbI

2.3 Mzomepst:

- npumecs D

- npumecs E

- CyMMa H30MEpOB

2.4 ConyTeTsyionme

MPHMECH:
- IipUMech A

- Hecneunpuunpo-

BAHHBIC IPHMECH
- CymMMa rpaMecei

o PBIL 2.2.24

o PBII, 2.2.29

reprbll, 25.12

'®PBIL23.1

ropPbIl, 2229

e PBIL 2.2.29

Paznen «[lojymmaHOCTS
(naenTndukanns) A»
HJL PB 1631C-2016,
wam. Ne 1, Ne 2

Pasnen «M3omepsi
HJ1 Pb 1631C-2016,
mam, Ne 1, Ne 2

Paanen «Bona»

HJ1 PB 1631C-2016,
u3m. Ne |, Ne 2

Pasnen «llopmuuOCTh
(naenTudukaums) D»
HJ1PB 1631C-2016,
iM. Ne 1, Ne 2

Paznen «HM3omepsi»
HJLPB 1631C-2016,
mam. Ne 1, Ne 2

Paznen «ConyTcTayio-
e MPHMECH »

HJI PB 1631C-2016,
mim. Ne 1, Ne 2

CrneundHKalums Ha HCXOHBIE MATEPHANL! Lo | CJ1C-KO-14-0407-06
JIENTIIAD Cip2 133
Ne INapameTpsi Meroas MeToauKH KpuTepny npHeMIeMOCTH
n/n KOHTPOJIA HCIBITAHHH
1 [Tpumenenue - - [lapokceTin, TabICTKH NOKPLITHIC
ieHouHoM obonotKoit 20 Mr
2 HanMmenosauue no-
Kasareselt kavecrsa:
2.1 Onucanne Busyanensiit COIT-KO-14-102 Benwtt wian noutn Oesbiit KpH-
(ceoiicTna) FOPBILS.11 cra/utHYecKuii nopowok. Mano
pacTBOpHM B BOZE, JIErKO pac-
TBOPHM B METAHOIE, YMCPEHHO
pactBopum B 96 % cnupre U Me-
THACHXIOPHJIE.
F®PBIL 59 O6Gnazaet noaHMOpPH3IMOM,

A. Uudpakpacuslit cnekrp npo-
MYCKaHHA MChbITyemoro obpas-
Ha JODKEH COOTBETCTBOBATDH
HHppPaKpacHOMY CHEKTpY Mpo-
nyckauus CO  napokcerHHa
ruapoxaopuaa remurnapara (EP
CRS) wmn I'CO napokcernHa
THAPOXJIOpHIa reMurujpara
(M23-018) (I'CO 11634-2020
(MC02296:2021))

B. Ha xpomarorpamme HCObITY-
eMOro pacTBopa OCHOBHOH MHK
COOTBETCTBYET 10  BpPEMEHH
YACP)KHBAHHA W PaMepy OCHOB-
HOMY [HKY Ha Xpomartorpamme
pacTBopa CpaBHEHHA, MOIYHYCH-
Hbix B Tecte «M3oMepuI»

C. Mcnwiryemsilt obpasell Bbl-
AepxuBaet uenbitanne «Bozar

D. Hcnsiryemsiii obpasen aaer
peakunio (b) Ha XJ0pHIABI

He Gonee 0,1 %
He 6onee 0,10 %
He 6onee 0,1 %

He Gonee 0,1 %
He 6osiee 0,10 %

He 6onee 0,5 %
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CreundMKauMs Ha HCXO/IHBIE MaTepHANbI

0-14-0407-06

laeming dp3usl

- obuiee KOMHYECTBO

COII-KO-12-197

Ne [MapameTps Merouast Meroaukn Kpurepuu npueMieMocTH
n/n KOHTPOJIS HCIBITAHHH
2.5 IMpumecs G* I'd PB11, 2.2.29 | Pasnen «Ilpumecs G» | He Gonee 1 ppm
HJI PB 1631C-2016,
u3m. Ne 1, Ne 2
2.6 Bona I'd PBII, 2.5.12 | Paznen «Boaa» 0r22%n02,7%
HJI PB 1631C-2016,
m3m. Ne 1, Ne 2
2.7 Cyasaruas 30- | F® PBII, 2.4.14 | Pasnen «Cynsdarnas He 6onee 0,1 %
na 3onay
HJI Pb 1631C-2016,
mam. Ne 1, Ne 2
2.8 Ocrarounsie ko- | '® PBII, Pasznen «Ocratoynbie I'OPBIL 54
nuyecTsa oprannye- | 2.4.24,22.28 KOJIHYECTBa Opranuye-
CKHX pacTBopuTe- CKHX pacTBOPUTENICH»
ne: HJ1 PB 1631C-2016,
- AleTOH Ham, Ne 1, Ne 2 He Gonee 1000 ppm
- TOAIYO He Gonee 890 ppm
2.9 Kommuectsennoe | F'® PB 11, 2.2.29 | Pasnen «Komruecrsen- | He menee 98,5 % u e Gonee
orpeje/icHHe HOE ONPEACICHHE) 101,5 % B nepecuere na Oe3-
HJ1 Pb 1631C-2016, BOJIHOE BELIECTBO
mam. Ne |, Ne 2
2.10 Muxpobuono- | I'® PBII, Meroanka wucnsrranuit | TO PBII, 5.1.4
rHYecKas 4ucrora: 2.6.12,2.6.13 AM-12-0407

aspobos (OKA) 10’ KOE/r
- o0uiee KOAHYeCTBO
rpuGos (OKI) 10* KOE/r
- Escherichia coli OrcyrerBue B | r
3 O16op npobd - B cooTseTcTBHH CO -
cranjapTHO# onepaii-
OHHOI npoLeypoii:
COI1-KO-14-057,
COIl-KO-12-024
4 O6BbeM KOHTPOIIb- - - All: 250r
Ho# npobsl MBJI: 10,0 r
5 Ycnosust XpaHeHHs - - B IJIOTHO 3aKpLITOM KOHTeHHe-
pe
6 CpOK rojtHoCTH - - 6 ner
7 Ynaxoska - - [MonuaTHACHOBBIC TIAKETHI, BJIO-
JeHHBIC B KapTOHHbIE KOpoOa, a
TaKKe JIpyrue BHJIbI YNAKOBKH,
ofecneynBalomMe COXPaHHOCTh
ChIpbSi B TEYEHHE CPOKa rOAHO-
CTH.
8 Harorosurens = - Zhejiang Huahai Pharmaceutical
Co., Ltd., Kurait
9 Kon - - 120106
* - npumecs G Esponetickoii dapmaxonen (EP) coorsercrsyer npumecu E AmeprKaHnckoil (hapmakoneu
(USP).
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