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Jeiicrayer no: 6/0

[TpuuKHa: aKTyanu3anms

ITPOITPAHOJIOJIA THAPOXJIOPU
Propranololi hydrochloridum
PROPRANOLOL HYDROCHLORIDE

HJI PB 1221C —

2017

CocTaBuin

CoracoBaiu

YTBEepau

JIOJKHOCTD: HAaYaJIbHHUK CEK-
TOpa BXOJHOTO KOHTPOJIs

JomxHocTh: HayapbHHK OKK

JIOJKHOCTB: 3aM. TeHEepabHOrO AUpeK-
TOpa IO KaueCTBY e

MO®: H.U. Kotora

MO®D: O.B. 3ewprd ./

UO®: T.B. Batypo /

Mommucw: A/

Momnuce: ( o7

[Toanuce: P2l

Jlara: 5.0t 10/82

Jlata:  sror zor2 | /

Hara: 77 o/ 2078

JlomKkHOCTh: 3aM. HavasibHHKa AJl

MO®: H.A. Mansirysa ,

IToanuce: KA

Lata: 05 or 20#%1.

JomkHocTh: HayaibHUK MBJI

NO®: C.B. I'ojogkosa,
[Toamnuce: %

Iata: 09 o/. 20/#x.

JlomxHocte: HayanbHUK OCuP

MO®: H.A. Tlgnopa

TTouch: /%7{‘
Nata: 29 0d 2o/b..

JlomxuocTh: Havanbiid/O3

MO®: B.B.Jlatorypékhit” /
!

Mommuce: / /* '

Jlata: 72 oI ZOs Py
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Ne
n/n

IMapameTpbl KOHTPOJISK

MeToabl

Kpurepun npuemjieMocTH

[Tpumenenne

AnanpuinH, Tabnetku 40 mr

AHann3upyeMble MoKa3aTesn
KavecTna:
2.1 Onucanue (cBoiicTa)

2.2 TTommmHHOCTD (MACHTH-
(pukaumns):

A. Temneparypa niaBjaeHus
B. UK-criextp

C. TCX

D. Peakuus (a) Ha XJ0pHJIB]
2.3 Ilpo3paunocts pacTBOpa
2.4 1IBeTHOCTH pacTBOpa

2.5 KHcioTHOCTD UITH 11e-
JIOYHOCTH

2.6 CortyTCTBYIOIIHE ITPUMECH:
- mobas npumech

- cymMMa rpumecei

2.7 Tsoxenble MeTaIIbI

2.8 [ToTepst B Macce npu BbI-
CYUIMBAHUH

2.9 Cynw(arnast 301a

2.10 OcraTouyHble KOJIHYECT-
BA OPraHUYECKHX PacTBOPU-
Teneit:

- DTaHOJ

- KCHJIO

2.11 KonuuecTBeHHOE OT1pe-
NeNieHHe

2.12 MukpoOuonoruueckas
4YUCTOTA!

- obLree KoJIMYecTBO aspoboB

Buzyanpnerii, '@ Pb 11,
ToM 1, 5.11

®PBIL Tom 1, 2.2.14
[®PBIIL tom 1, 2.2.24

I'® PBII, Tom 1, 2.2.27

I'®d PBII, Tom 2, 2.3.1
I'd PBIIL, Tom 1, 2.2.1
[OPBILTom 1, 2.2.2,
meTo 1

Metox HJ Pb

B2XX, I'® PB 11, Tom 2,
2.2.29

I'd PEIL, tom 1,2.4.8,
meTon B
I'd PBII, tom 2, 2.2.32

I'® PBII, Tom 1,2.4.14

['® PBIIL Ttom 1,
2.4.24,22.28

['® PBII, Tom 2, 2.2.20

I'® PBII, Tom 1,
2.6.12,2:6.13

Besbrit uin noutu 6enblit Mopouiok.
PactBopum B Bojie ¥ B 96 % criupre.

Ot 163 °C o 166 °C

UK-criekTp npomnycKkaHus HCIBITYEMOro 00-
pasua goskeH coorBercTBoBath MK-cnexTpy
nponyckanus CO nponpaHosiona ruipoxsio-
puna (EP CRS)

Ha xpomatorpamMMe HCHBITYEMOro pacTBOpa
oOHapy)XHBaeTcsi OCHOBHOE MSATHO, COOTBET-
CTBYIOIIEE 10 PACIOJIOKEHHUIO, LBETY U pas3-
Mepy OCHOBHOMY IMSITHY Ha XpoMarorpamme
pacTBOpa CpaBHEHHS

JlaeT peaxuuio (a) Ha XJIOPHIBI

PacTBop S noyKeH ObITh MPO3payHbIM
Oxpacka pactBopa S n0/kHa ObITH HE HHTEH-
CHBHEE WIECTOr0 ATAJIOHA IIKaIbl Haudosee
MOJXOAIIErO 1BETA

He 6onee 0,2 ma 0,01 M pactBopa HCI

He Gosee 0,4 mn 0,01 M pactBopa NaOH

He 6osee 0,1 %
He 6onee 0.4 %
He 6onee 0,002 % (20 ppm)

He 6oiee 0,5 %

He 6onee 0,1 %
I'd PBIIL, Tom 2, 5.4

He 6onee 5000 ppm

He 6onee 2170 ppm

Ot 99,0 % no 101,0 % B nepecuete Ha cyxoe
BEILECTBO

[®PBI,Tom 1,5.1.4

(OKA) 10° KOE/r
- o01ee KoJIN4ecTBO rpubon
(OKI) 10° KOE/r
- Escherichia coli OrcyrcTBue B 1 1
3 Otdop npod B cooTBeTCTBHM ¢ KOHTPOJIBHOM OMEpalMoH-
HOM mpoLeypoi
COIT-KO-12-024;
e COIT-KO-14-057
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Ne IMapameTpbl KOHTpOJIsS MeTtoabl Kpurepnn npuemiemoctn

n/n

4 O6BeM KOHTPOJILHOH NTPOOHI AJl: 36,0 r MBJI: 20,0 r

5 YenoBus XpaHeHus B BO3/1yXOHENpOHHLIAEMOM KOHTEHHEpe
B 3aLLMIIEHHOM OT CBETa MECTE MPH TeM-
nepatype He Bbiie 25 °C

6 CpoK rogHocTH 4 rona

7 YnakoBka [Tosma THICHOBBIE TTAKETHI, BIOKEHHbBIE B
KapToHHble OapabaHbl, a TakKe Ipyrue
BHJIbI YNAKOBKH, OOECle4YHBaIOLIME CO-
XPaHHOCTB ChIPbSi HA MPOTSIKEHUH CPOKa
rOJTHOCTH.

8 Usrorosurens Changzhou Yabang Pharmaceutical Co.,
Ltd., Kuraii

9 Ko 120111




