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OAO «B KanIpoabHhi
CreumduKaums Ha HCXOAHBIC MATEPHAITb! ek i 3 CIIC}KO-14-0240-04
ot iasics P Crp. 1 uad
Jlara speaeHus ¢ BBoauTCs B3aMeH: Jeiicrayer no: [Tprunna: akTyanusaums
46.03 2022 CIIC-KO-14-0240-03 | Geccpouso
ot 05.04.2019

XJIOPITPOTUKCEHA I'HIPOXJIOPU /L
Chlorprothixeni hydrochloridum
CHLORPROTHIXENE HYDROCHLORIDE

Kounrpoas kauecrsa no H/L PB 1326C-2019, nim. Nel

Cocrasmni

Coranacosaiau

Yrsepaua

Jlomknocts: xumuk 11 kareropuu
AJl

Jlomxrocts: Hayansunk OKK

JIOJKHOCTD: 3aMeCTHTE L TbHOTO
JIMPEKTOPA MO Kay -

HO®: M. B.babxanuesa

HO®: T.B.parypo ' /

>

Moanwucy: POLMLY

HOQ): O'B'BMJ . a2 48 2 //
[MToanucs: LW/C/‘ /

Moanuew: N\ C 2727

Jlara: 10.03 2027

Jara: 45.03 20227

Jlata: 74,03 262

Jonxsocts: mukpobuonor I1 ka-
TErOPHH

JIOMKHOCTD: 3aMECTHTE/Tb Ha-
yaabHuka AJl

HO®: H A Manbirungy,

HO®: B.O.P
IMoanucsk,~ e

[Moanwues: Ao A

Jlara: 740 03,2022

Jlata: 15.03 A0 &L

JlomkxocTs: HauaibHuk MBJ1

HOD: C.B. 0 L
[Toanues: £ '
Jlata: A {.03 2022

JomxHocts: HauaisHuk OCuP

HO®: O.A.bpemsa -

[Moanuce: 7y

—

Jara: 44, &3¢ 22

JlonknocTs: Hawaibhuk O3

HO®: B.B.Jlatorypekully /
[Moanuce: X/ /
Jata: ] 4. 0342 X //




OAO «BIMWy, 1 oy

CreundmKralng Ha MCXO/HBLIC MATCPHAILI hecd]| CIICKO-14-0240-04

ORZEMITIAD _ Cp. 2 w3 d

(cBoiicTBa)

2.2 lNowmuHOCT
(vneHTHOHKALHA)
A. UK-cnexrp

B. Temneparypa
TJIABJCHHSA 10Ty~
YEHHOI'0 OCTaTKa

C. KavecrBenuas

peaxins

D. Kavectrenunas
peaKims

E. Peakuus (a) na
XJIOPH/IbI

2.3 Ilpospaunocts

pacTsopa

2.4 lIseTHoCTh pac-

TBOpa

2.5 pH

2.6 Conyrcrsylomme

MPHMECH:

'O PBIL 5.11

F'dPBIIL2.2.14

F'oPBIL, 2.2.24

®PHIL22.14

B cOOTBETCTBHH

¢ HI

B cooTBETCTBHH

cHA

e PBIL 23.1

repsll, 2.2.1

FrePBILL 222,
meton Il

F®OPBIL 223

o PBII, 2.2.29

Pasnen «lloanuanoCcTs
(nnenTuduxanns) A»
HJ1 PB 1326C-2019,
n3Mm, Nel

Pasnen «[ToumuniocTs
(unenTnduramnns) By
HJ1 Pb 1326C-2019,
niMm. Nel

Paznen «lloanmmarocTs
(naenmuduxanmsi) C»
HJ1 PB 1326C-2019,
nam. Nel

Pasnen «[Toanmunocts
(upentuduxanus) D»
HJ1 PB 1326C-2019,
n3m. Nel

Passien «IToamHHOCTD
(uaenTudukanns) E»
HJ1 Pb 1326C-2019,
n3m. Nel

Pazzen «[lpo3paunocts
pacrsopa»

HJ1 PB 1326C-2019,
u3im, Nel

Paszien «l{BeTHOCTH
pacTBopan

HJ1 Pb 1326C-2019,
u3Mm. Nel

Paznen «pH»

HJ1 Pb 1326C-2019,
uim. Nel

Paznen «ConyTcrayio-
HIHE TIPHMECH»

Ne [MapameTpsl Meroant Metonmkn Kputepuu npuemiemMocts
n/n KOHTPOJIs HCIIBITAHHH
1 [pumenenne - - XnopnporukceH, rabnerky no-
KPbIThIE MICHOYHOH 0601049K0#H
15 mr, 25 mr, 50 mr
2 Hanmenosanue ro-
KasaTesieH KauecTna:
2.1 Onucanue BusyanbHbiit COIT-KO-14-102 Benwiit wan nouryn Henbiit Kpuc-

TAVTHYECKHI MOPOILIOK.
Pactsopum B BOe u 96 %
CITHPTE, MO PacTBOPHM B Me-
THIICHXJIOPHJIE.

Temneparypa nuasaeHus OKoJo
220 °C

A. Mudpakpacusiit cnekrp npo-
MYCKaHHA HCNbITYeMOro obpasua

JIOJDKEH  COOTBETCTBOBATH  HMH-
(pakpacHoMy CHeKTpy npomnyc-
kauus CO  xsopnporHkceHa
ruapoxnopuaa (EP CRS)
B. 01 152°C no 154 °C

C. lMossasiercs TEMHO-KPacHOE
OKpalHBaHHe

D. [Monyuenusiit pacTsop uMeeT
3e/IeHY10 (hIIyOpeCUCHIIHIO

E. Mcnbrryemsiit oGpasen aaer
peaxiuio (a) Ha XJIOPH/IbI

Pacteop nomken ObITh npo3-
pavdHbIM

Pacrsop pomken Owirh Oec-
IBETHBIM

Or44 05,2

0
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0AO ‘B " |
CneunduKkalug Ha HCXOIHBIE MATEPHABI \ fi Al o JKO-14-0240-04
JKICMINAD  Erp.3 m3d

Ne [MTapamerphni MeTtonsi Meroauku Kputepuu npuemaemocts
n/n KOHTpOJS HCIIBITAHHH
- npumecs F HJ1 Pb 1326C-2019, He 6onee 0,5 %
(E-n3omep) uam. Nel
- HecneunHIHpo- He Gonee 0,10 %
BaHHbIC IIPHMECH
- CyMMa npumeceii He Gonee 0,8 %
2.7 Tawensie Me- I'®PBIIL, 24.8. | Pasnen «Taxensie me- He 6onee 0,002 % (20 ppm)
TALIbI merton F TAILIBI»
HJ1 PB 1326C-2019,
uiM. Nel
2.8 IMoteps B macce | '® PB 11, 2.2.32 | Pasnen «ITotepa B macce | He Gosaee 0,5 %

MPH BHICYIIHBAHHH

2.9 Cynndarnas
jona

2.10 Ocrarounbie
KOJIH4eCTBa opra-
HHYECKHX pacTBo-
pureneit:

- alETOH

- ATHIALeTaT

- 3TAHOJI

- METaHOII

- Tonyon

- CyMMa OCTaTou-
HBIX pacTBOpHTEeH
2.11 Konuuectsen-
HOE OlpeaeIeHne

IF'®PBIL24.14

I'®PBII, 2.4.24,
2228

®PBIL 2.2.20

NPH BBICYITHBAHHHY
HJ1 Pb 1326C-2019,
n3m. Nel

Pasnen «Cynbdaruas
jo0nan

HJ1 Pb 1326C-2019,
M, Nel

Painen «Ocrarouubie
KOJIMHECTBa Oprannye-
CKHMX pacTBOpHTEACH»
HJ1 Pb 1326C-2019,
M. Nel

Pasnen «KonmnyecTnen-
HOE OIPEC/C/ICHHE)

HJ1 Pb 1326C-2019,
uim, Nel

He 6onee 0,1 %

[®PBILS54

He Gonee 1000 ppm
He Gonee 1000 ppm
He 6onee 500 ppm
He Gonee 1000 ppm
He Gonee 890 ppm
He 6onee 1000 ppm

He menee 99.0 % u ne Gonee
101,0 % B nepecuere Ha Cyxoe
BCLIECTBO

2.12 Mukpobuono- | F® PB I, 2.6.12, | Merosmka ucnuranuit (O PBIL 5.1.4
rudeckas yucrora: | 2.6.13 AM-12-0240
- obmee KoIHueCT- COI1-KO-12-197
80 aspobos (OKA) 10° KOE/r
- obuee Konuuect-
8o rpuos (OKI') 10° KOE/r
- Escherichia coli OrcyrerBue B | r
3 Ot6op npob - B coorsercTBHM €O -
CTaHJapTHOH onepal-
OHHOMN npoueaypoit:
COIT-KO-12-024;
COI1-KO-14-057
4 | O6bemM KOHTPOJIb- - - AJL: 30,0 r
HO# poOs! MBJ1: 10,0 r
5 Ycnosust XpaHeHHs - B B n710THO 3aKpBITOM KOHTEHlHe-

pe, B 3alIHIIEHHOM OT CBETa
BJIArH MECTE NPH TeMIeparype
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Creumdukaums Ha HCXOAHBIC MATEPHAIBI

[1C-KO-14-0240-04

i TR UITEAEIAG

Crp. 43 d

Ai3oMnnep

Ne [NapameTpsi Metozasi Metommnku Kprrepun npuemaemocts

n/m KOHTPO/IA HCIBbITAHHHA
He soime 25 °C,

6 Cpok rojinocts - - 5 ner

7 Ynaxoska - - [TaxeTs! NOJIMITHICHOBbIE,
BIIOKEHHbIC B KapToHHble Oa-
pabaHbl, @ TAKKE JPYrHe BHJIbI
VIIAaKOBKH,  obecreuusalounme
COXPaHHOCTb ChHIPbS Ha MPOTH-
KEHHH CPOKa FOJIHOCTH

8 Hsrotosutens - - Farmak a.s.,Yemckas Pecny6-
JIHKa

9 | Koa - - 120205




