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BUCOITPOJIOJIA ®YMAPAT
Bisoprololi fumaras
BISOPROLOL FUMARATE
H/I Pb 0846C-2019

Cocrasua Coraacosaimn Yrsepana
JIOKHOCTE: HAMANLHKK cexTopa | JlomkHocTs: Havanbink OKK JIOMKHOCTB: 3aM. TEHEPATBHOTO JIMPEKTOPa
BXOAHOTO KOHTPOIA 7 | no kawectny /’?’— )
HOD: A A. Kynnnunk HOD: O.Q.’WL HO®: T.B. Ba%é ;
Moannce: (sl Moamuen: \ IMoanucs: /—//
Jlara: f6.09 2019+ Jlava: 18.09 101§ / Jara: 18 09 10/9,

JlomKkHOCTD: 3aM. HavAbHHKa AJl

HOM: HA. Manwyynya

MNoanucek: .4/

Jlara: 18 09. 1049+

JlonxnocTs: Havwibhink MBJ1

HO®D: C.B. I'on a
[Toanuce: ‘%9

Jlara: {¥ 0972019+

JlomknocTs: HasansHuk OCuP

HO®D: O.B. locnonuyuq

[Moanuce:

Jlara: 16 o9£”o/9= )

JomkHocTs: HauanpHk O3
HO®: B.B. Jlaro, /

Moanwew: -4 //  /

Jlara: {1.0%4076 /
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Ne Mapamerpst Konrpoan Meroas Kpurepun npuemaemoctn
n/n
1 [Tpumenenne buconponon, Tabnetkn NOKpbITHIC
obosoukoii 2,5 mr, Smru 10 Mr
2 | AHumsnpyembie  nokasareny
KavecTsa:
2.1 Onuncanue (csoficTsa) Busyanbubiii benwiit wan nourH Gesbiit NOPOLIOK.

2.2 TopmurocTs (HacHTH(M-
Kaums)
HK - cnexrtp

2.3 Bona

2.4 Cyanparnan 30na

2.5 ConyTcTByIOUHE NIPHMECH:
- npuMech A

- npumecs E

- npumeck G

- mobas apyras Heenenudu-
UHPOBAHHASY NPHMECH

- CYMMa 1puMeceit

2.6 Yron ontuieckoro spatie-
HUs

2.7pH

2.8 Tswesnsle MeTaIbl

2.9 dymaposas Kuciorta

2.10 OcraTounoe KoauHecTBo
OPraHHYeCKHX PacTBOPHTENCH:
- AUCTOH

- METAHOJI

- Genson

- Xnopodopm

- TONYO!

= H30MPOMOKCHATAHOJI

= IMHXIOPTHAPHH

- H3ONPONHIIAMHH

2.11 Konnuecrsentoe onpeje-

NieHue
2.12

YHCTOTA:

Miuxkpobuonoruueckas

'O PBIIL tom 1, 5.

11

I'OPBIL oM 1,59

2

'O PBIL Tom 1,2

I'® PBII, tom 2, 2.
' PH L, tom 1,
I'd PB I, Tom 2,

I'd PHIL tom 1, 2.

I'OPBILTom 1,2

2.24

12

24.14
2.2.29

2.7

2.3

®OPBI, Tom 1,248,

METOL A

B coorsercraun ¢ HJ1

'O PBILTom 1,2
2.2.28

F®PBIL Tom 2,2.2

I'd PB I, tom I,

2.6.13

4.24,

.20

2.6.12,

Cnerka rurpocKonuy4en.

Ouens 7€rK0 pacTBOPHM B BOJE,
JIETKO PACTBOPHM B METaHOJIE.
Ob6nanaer noaumMophuzMom.

MK-cnekTp nponyckanus HCnbITye-
Moro obpaina JI01KeH COOTBETCTBO-
sate UK-cnextpy nponyckanus CO
Guconponona (pymapara (EP CRS)
HIH CHEKTPY, NPEACTABICHHOMY Ha
pucynke |

He Gonee 0,5 %

He 6osnee 0.1 %

He Gonee 0,3 %
He 6onee 0,2 %
He Gonee 0,5 %
He 6onee 0,10 %

He 6onee 0.5 %
Or-20°20+2.0°

01 6,0 10 7,0
He Gonee 0,001 % (10 ppm)

Ot 14,8 % 50 15,4 % B nepecuere na
0e3BOIHOE BENIECTBO
'O PHIL Tom 2,54

He Gonee 100 ppm

He 6onee 500 ppm

He 6onee 2 ppm

He Gonee 50 ppm

He Gonee 100 ppm

He Gonee 100 ppm

He Gonee 2 ppm

He Gonee 75 ppm

He menee 99.0 % u ne 6omee 101,0 %
B nepecyere Ha Ge3BOIHOC BEIECTBO
I'OPBILTom 1,5.14

q./
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Ne IMapamerpei KorTpOAN Metoan Kpurepun npuemaemocts
n/n
- ofuee KoMuecTso apobos
(OKA) 10" KOE/r
- obmee KoaMuyecTso I'pudoB
(OKT) 10 KOE/r
- Escherichia coli Otcyrcrue s | r
3 | OrGop npod B cootsercTBMM €O CTAHAAPTHOM
ONepalHOHHON npoLeaypoi:
COI1-KO-12-024;
COI1-KO-14-057
Rl OGBEM KOHTPOJILHOMN MPOOL! Al 720 r MBJI: 20.0 r
5 Yenosus xpanenus B nnotHo 3akpeirom Koutefinepe s
JAUMIUIECHHOM OT CBETa MecTe.
6 CpoK IroHOCTH 2 rojga
7 | Ynakoska [ToAnITHACHOBBIE MEIIKH, BIOKEH-
Hble B Kapronusie Gapabansl, a Tak-
Ke JPyrHe BHJIbl YNAKOBKH, obecne-
YHBAKONIHE KAYeCTBO CBIPLS HA Npo-
TAKCHHUH CPOKA MOAHOCTH.
8 | WarorosuTens Unichem Laboratories Limited, Wu-
JIHs
9 Kon 120200




