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Crtp. 1 u3 3

JlaTa BBeJICHUS C:

BBoauTcst B3ameH

Heticsyer o: 6/0

HpI/I‘-II/IHa: aKTyaJIu3alunsl

« 12 » 01 2018 | CIIC-KO-14-0018a-02
ot 04.04.2014 r.
IMPOIIPAHOJIOJIA THAPOXJTOPU
Propranololi hydrochloridum
PROPRANOLOL HYDROCHLORIDE
HIA Pb 1221C - 2017
CocraBui CortacoBanu YTBepauu

,ZIOJ'[)KHOCTI)I Ha4daJIbHUK CCK- I[OJ'I)KHOCTI:Z HavaibHUK OKK I[OJI}KHOCTBZ 3aM. r€HEpPaJIbHOTO JUPECK-
TOpa BXOJJHOT'O KOHTPOJIA TOpa IO Ka4Y€CTBY N

NO®: H.M. KoTosa

MO®: OB.3expr0. ./

VO®: T.B. batypo

[Toamuce: ,/

TMoamuce: [ /ZZ#V

&

[Tonmuce: 27

Jlara: b5 o 20/P2

Hata: st or 2077, (/

Hlata: 77 o/ 2os/F=

JlomKkHOCTE: 3aM. HayaJibHuKa AJl

NO®: H.A. ManbiryHa ,

ITonnuce: M

ata: 05, o2 20/,

JomxHocTh: HauanbHUK MBJI

NO®: C.B. I'ogogkosa /
[Tonmuce: %y’

Hata: 09 o7 20/ 8.

JomxHocTh: HagansHuK OCuP

NMO®: H.A. Tlgniopa

Tonmuce: (Af

Hata: 2% od zovt.. .

JlomxHOCTS: HavabHjig O3

MO®: B.B. Hamgpﬁ&ﬁ;i

[Toamnuce:

Hara: 70 0)*7/0/?: !
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Crnenndnkanust Ha HCXOAHbIE MATEPHAJIBI

CI1C-KO-14-0018/1-03

 —— Rk Ctp. 2 u3 3
Ne IMapameTpbl KOHTPOJISI MeToabl Kpurtepnn npuemiaemocTi
n/n
1 [TpumeneHue Amnanpuinus, tTabnetku 40 mr
2 AHaIM3UpyemMble MOKa3aTeH

Ka4yecTBa:
2.1 Onucanue (CBOMCTBA)

2.2 llopmuHHOCTD (MICHTH-
bukanus):

A. Temneparypa miaBieHHs
B. UK-criexTp

C. TCX

D. Peakuus (a) Ha XJIOpHU/IBI
2.3 IIpo3payHOCTh pacTBOpa
2.4 IIBeTHOCTH pacTBOpPA

2.5 KHCIOTHOCTE WU 111e-
JIOYHOCTH

2.6 CoryTCTBYIOLIME TPUMECH:
- mobast npuMech

- cyMMa Ipumecei

2.7 Tskenble MeTaJlJIbl

2.8 Ilotepst B Macce pHu BhI-
CYUIUBAaHUU

2.9 Cynearnas 30m1a

2.10 OcTraTouyHbIE KOIHYECT-
BA OPraHUYECKUX PACTBOPH-
Tenen:

- OTAHOJI

- KCHJIOJ

2.11 KonnuecTBeHHOE OIpe-
JleieHue

2.12 Muxkpobuonoruyeckas
qUCTOTA:

- o0111ee KOJIMYecTBO adpoboB

Busyanwnerit, ['® PB 11,
tom 1, 5.11

['®PBII, Tom 1, 2.2.14
[®PEII Tom 1, 2.2.24

I'd PBII, tom 1,2.2.27

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

Meton HJI Pb

BOXX, I'® PB II, Tom 2,
2.2.29

I'd PEII, tom 1, 2.4.8,
meto B
I'o PBII, Tom 2, 2.2.32

'@ PHII, Tom 1, 2.4.14

['® PBII, Tom 1,
2.4.24,2.2.28

I'® PBII, ToMm 2, 2.2.20

I'd PBII, Tom 1,
2.6.12,2.6.13

Bestbiit wim oyt Oesblif TOPOLIOK.
PactBopum B Bojie ¥ B 96 % criupte.

Ot 163 °C o 166 °C

NK-criekTp nporycKkaHusi UCIIBITYEMOTo 00-
pasua jomkeH coorBeTcTBoBaTh MK-cniekTpy
npornyckanust CO mporpaHoJioia rupoxJIo-
puna (EP CRS)

Ha xpomaTtorpamMMe HCHIBITYyEMOIO pacTBOpa
oOHapy»XHBaeTCsi OCHOBHOE ISITHO, COOTBET-
CTBYIOILIEE 10 PACIOJIOKEHHUIO, IIBETY W pas-
Mepy OCHOBHOMY IISITHY Ha XpoMaTOrpamme
pacTBOpa CpaBHEHUS

JlaeT peakuuro (a) Ha XJIOPUIbI

PacTBop S n0KeH OBITh MPO3pavHBIM
Oxpacka pacTBopa S n0KHA OBITH HE UHTEH-
CHBHEE INECTOr0 3TajoHa MIKAIbl Haubosee
MOJIXOJISIIIIETO [[BETA

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

He 6osee 0,4 mi1 0,01 M pactBopa NaOH

He 6omnee 0,1 %
He 6omee 0,4 %
He 6ouee 0,002 % (20 ppm)

He 6omee 0,5 %

He 6omee 0,1 %
['®PBII, Tom 2, 5.4

He 6onee 5000 ppm

He Gonee 2170 ppm

Ot 99,0 % mo 101,0 % B mepecueTe Ha cyxoe
BEIIECTBO

[®PEI, ToM 1, 5.1.4

(OKA) 10° KOE/r
- of111ee KOJIMYeCTBO IpuOOB
(OKI) 10* KOE/r
- Escherichia coli OtcyrctBHE B 1 T
3 OT6op pod B cooTBEeTCTBUYU C KOHTPOJIBHOH ONepanuoH-

/7

HOU MpOLeAypOr
COII-KO-12-024;
COII-KO-14-057

/A
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{ 2o | Ctp. 3133

Ne ITapameTpbl KOHTPOJIsSK MeToabl Kpurepun npuemiaeMocTn

n/n

-+ O6beM KOHTPOJIBHOH TPOOBI AJl: 36,0 r MBJI: 20,0 r

5 VYcnoBus XpaHEHHS] B BO3myXOoHENpoHUIITaEMOM KOHTEHHEPE
B 3alIUIIEHHOM OT CBETA MECTE MPH TEM-
nepatype He Bbie 25 °C

6 Cpok ronHocTH 4 rona

7 VYakoBka [TonMaTHIEHOBBIE MMAKETHI, BIOKEHHBIE B
KapTOHHbIe OapabaHbl, a TaKXKe Ipyrue
BUJIBI YNAKOBKH, OO€CrednBarolye co-
XPaHHOCTB CBHIPhSl HA MPOTSKEHUU CPOKa
TOJTHOCTH.

8 M3roToBuTeNb Changzhou Yabang Pharmaceutical Co.,
Ltd., Kuraii

9 Kox 120111





