OAO «b3MIT» Hauansnuky AJl
U.A. Esreesoii
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Jlokmajnas 3anucka
02.08.2018 r.

r. bopucos

[Tpocum Bac uckimounts nokasarens «Crerers maMensdenns» 13 CIIC-KO-14-0407-02
Ha cybcranmmio [lapokcetnna ruapoxnopua remuruapar. Jlanueiii nokaszarens Oyuer
BHeceH nocie gopaborkn texnonoruu npoussojctsa JIC [Mapokcerun, tabnerku no-
KpblThie 00010uK0it 20 Mr.
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Crneundukaums Ha HCXOAHBIE MATEPHAITBI

-

aaemnaap¢

[1C-KO-14-0407-05

Crp. | n33
Jlara BBeaeHus c: BBoauTCH B3aMeH! JleficTeyeT no: [Mpuyuna:
Ol 0 dcid CIC-KO-14-0407-04 Beccpouno AKTYATHIALNA

or 16.07.2018 r.

INNAPOKCETHHA I'M/IPOXJIOPHU /]

I'EMUI'H/JIPAT

Paroxetini hydrochloridum hemihydricum
PAROXETINE HYDROCHLORIDE

KourTpoas kauecTsa no

HEMIHYDRATE

Pb 1631C-2016, n3m. Ne 1

Cocrasn.

Corsacosanm

Yrsepana

Jlonwnocts: xumuk 1l kareropun AJl

Homxuocts: Havabuuk OKK

JIONKHOCTD: 3aM. FeHEPAJbLHOrO JIH-
PEKTOpa Mo Kayec

HO®: M.B. Kyxopenko

HOD: T.B. Baryph/ o7

Moanuce: KLY

HOD: O.B.BcW
Moanmce: |~

Monnucp: . ¢ PEF

Jara: oA Q1 Yoad

Jara: ©5 0 acadl /.

Aara: 05 04 Q04

Jlosxnocets: mukpoduonor Il kare-
rOpHH

JIO/KHOCTD: 3aM. HavanbHuKa AJl

HO®: B.O. Papnyx6sa

HO®: H A Mansiruna »~ - -

Moanuce: ~#/—

[Moanues: A7 .//

Jlata: A0 200 A

Hara: ¢ Qd w'i

JloamuocTs: Hayabnk MBJ1

HOD: C.B.I Ba

IToanuce: [ /

Jlata: ©3 Og d-cu A _

JlomknocTs: Havansuuk OCuP

HO®: O.A. bpemisa

[Moanuce: /A

Jlata: Q3 $1 4024

JIoKHOCTE: HauaibHuK O3

HO®: B.B. Jlatorypck .

N

2=

IToanues:

Hata: QM Q) YE1J 7z
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Cneundmkaums Ha uexoaHbie Matepuansi

e | ﬁ‘nc KO-14-0407-05
5 C1p. 2 13 3

No [Mapamerpii Metozamn Meroamnku Kpurepun npuemsaemocty
n/n KOHTPOJIS HCTTRITAHMI
| [Tpumencnue Iapokcernn, Tabaerku no-
KphIThie 000:104K0i 20 M1
2 | Hanmenosanue noka- _
3aTC/ICH KavecTna:
2.1 Onucanne (cBoii- | Busyansnsiii; COIT-KO-14-102 beawiit  wim  nourn  Henwiit

CrRa)

2.2 TopnmunoeTs
(naeHTHpUKaLMs)
A. UK-cnekrp

B. BOXKX

C. Boaa

D. Peakuns (b) na
XJIOPHLI

2.3 Haomepur:
- npumect D

- npumeck E

- CYMMa H30MEpOR
2.4 Conytereyiomue
NpHMECH:

- npuMech A

- HecnenupuimHpo-
BAHHLIC IPHMCCH
- CYMMa npuMmeceit

I'd PB 1L tom 1,
S.11

I'® PB 11, tom 1.
5.9

I'd PBIL tom 1.
2.2.24

I'd PB I, tom 2.
2299

- -

I'® PB I, Tom 2,
2.5.12

‘D Ph l!._mm 2.
3.

I
2.3.1

I'®d PEIL tom 2,
22 29

——

I'd PB 11, toum 2.
2.2.29

Painen alloumnnocts
(maentudukanms) A»
HJL PB 1631C-2016,
n3Mm, Ne |

Paszen «ITopnmuunocts
(naenrTndukanus) By
HJL Pb 1631C-2016,
H3m, No |

Paszaen «ITojummunocTts
(waenTndukanns) Cr»
HJTPB 1631C-2016.
nim. No |

Pasnen «lTojnmunocTs
(HaenTupukanns) Dy
HJIPb 1631C-2016.
nam, Ne |

Paizen «M3omepnin
HJLPE 1631C-2016.
M. No |

‘Pazznen «Conyrerayio-
[IIHE MTPUMECH
HJIPB 1631C-2016.
Him. No |

KPHCTALIHYCCKMIH  MOPOIHOK.
Mano pacrsopum B BOje,
JIErKO PacTBOPHM B MeTaHo-
7€, YMEPECHHO pACTBOPHM B
96 % cnupre M MeTHACHXNO0-
pue.

Obnanaer noaumophuimom.

A. UK-cnextp nponyckanus
HensITyemoro obpasua Jon-
KeH coorsercrsoath MK-
cnekTpy nponyckanus CO
MAPOKCCTHHA  THIPOXJAOPHIA
remuruapara (EP CRS)

B. Ha xpomarorpasme ueribi-
TYEMOIO pacTBopa OCHOBHOI
MK COOTBETCTBYET M0 Bpe-
MCHH VICPKHBAHUS M paiMe-
Py OCHOBHOMY MHKY Ha Xpo-
MaTorpaMMe pacTsopa cpas-
HCHUA, TOJNYYCHHBIX B TECTE
«H3oMmephi»

C. MHenwityembiit  ofpasen
BBUICPIKHBAET  MCHBITAHNE
«Boaa»

D. Menuiryemuiii ofpasen na-
eT peakunio (b) na xaopuis

He Goaee 0,1 %
He 6onee 0,10 %
He 6onee 0.1 %
He 6onee 0.1 %
He Gostee 0,10 %

He Gonee 0.5 %




: OA, —
Crieundmranns na uexoansie Marepnansi mblml C-KO-14-0407-035
23 naso Crp.3m33
&
Ne [MTapameTpsi Merosm Meroaukn Kpurepun npuemiaemoctu
n/n KOHTPO.IA HCIIBLITAHMIT
2.5 llpumecs G * I'® PB I, Tom 2, | Pasuen «lIpumecs G He Goaee 1 ppm
2.2.29 HILPB 1631C-2016,
= Him. Ne |
2.6 Bona I'® PB I tom 2, | Pasaen «Boaa» 0122 % 102.7%
2.5.12 HJIPB 1631C-2016,
H3Mm. No |
2.7 Cynnarnas s3ona | IO PRI, tom 1, | Pasaen «Cynbharnas He 6onee 0,1 %
24.14 30/1a»
HJIPB 1631C-2016,
HiMm. Ne |
2.8 Ocrarouunie Ko- I'® PB I1, Tom 1, |-Paznen «Ocratounsie 'OPBIL tom 2. 54
JIM4ECTRA OpraHuye- 24.24,22.28 KOJIHYECTBA Opranuyc-
CKUX pacTBopHTeneii: CKHX PacTBOpHTEICH »
- aneTon ' HI1 PB 1631C-2016. He Gonee 1000 ppm
= TOAYOA H3Mm. Ne | He Gosiee 890 ppm
2.9 Koanuecrsennoe | I'd PE 11, tom 2. | Paznen «Kommuecrsen- | He menee 98,5 % u ne Goee
onpenelicHne 2.2.29 HOE Olpe/ie/IicHHe» 101,5 % B nepecuere na 6e3-
HJ1 P 1631C-2016, BOJIHOE BEIIECTRO
u3aM. Ne |
2.10 MukpoGuonoru- | I'd PB 1. tom I. | Metoanka npuroamoctit | ' PBII, tom 1. 5.1.4
YecKas YHCTOTa: 2,6.12,2.6.13 AJl-12-0407 -
- 00UICe KOIHYECTRO [IpoTokon Banmaanmum
aspodor (OKA) MMV-MHU-12-1543 10" KOE/r
= OBICE KOTHYCCTBO
rpudos (OKI) 10° KOE/r
- Escherichia coli = - OteyrerBue 8 1 r
3 O16op npo6 - B cootretcTBHY CO -
CTaHapTHON onepanu-
OHHOMH TTpOLEYPOii:
COIT-KO-14-057.
COI-KO-12-024
4 O6bem KOHTPOILHOT - - All: 250r
npookI MBJI: 20,0 r
5 | Yenorus xpanenns - - B niorHo sakpeitom xowTeii-
Hepe
6 Cpok roanocTu - - 6 ser
7 Vnakonka ~ - Moamsrunenosuie  nakersl,
BIIOXCHHBIE B KAPTOHHbIE KO-
poba, a Takke Apyrue BHabI
YINaKoBKH, olecrevnsaonme
- COXPaHHOCTEL CHIPLS B Tewue-
HHE CPOKA FOAHOCTH,
8 Hirorosurens - - Zhejiang Huahai Pharmaceuti-
cal Co., Ltd.. Kuraii
9 Ko ~ - 120106

* - npumecst G Esponeiickoii

(USP).

y.

dapmakoneu (EP) CoOTBeTCTRYCT NpUMeck E Amepukanckoii hapmakonen



