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CrieunduKauns Ha HCXOAHBIC MATEPHANEI kﬂ —KGWO -14-0283/2-02
H3EMIJIAP Cip.l 33
Jlara seenenus c: BeoauTes B3aMen: JleficTayeTmo—Hpmmmar arTywinsaumus
OY.0% 2023 CIIC-KO-14-0283/2-01 feccpouno
ot 30.07.2020
BUCOITPOJIOJIA ®YMAPAT
BISOPROLOL FUMARATE
Kontpoas kauecrsa no H/L PB 1370C-2019
CocraBuian CoraacoBajin Yreepana
JlomxrocTs: xumuk 11 kateropun AJl | omkuocets: Havansuuk OKK JIO/KHOCTE: 3aMECTHTEIb I'CHE
HO®: M.B.babxanuesa HO®: O.W// HOD: T. P
IMoanucs: GO TMoanucs: [oanuee:
Nara: Z8 06 1023 Jlara: 30.06 2073 Jara: 3 0. % 23

JlomksocTs: mukpoGuosnor Il kare-
rOpHH

JIOIKHOCTE: 3AMECTHTE/Ib HAYAIBHH-
ka AJl

HO®D: B.O.P: = HO®: HA Manbirusa *
Moanues: .~ Z Ioanmce: Zhif—
Jlara: & Of 2043 Jara: 3 0.06 20237

JlomxnocTs: Havansunk MBJ1

HO®D: C.B.I'

TMoanuce: [~

JlonxuocTs: Havansauk OCuP

HOD: O.A.Bpem
[Toanwues: 7
Jlata: 2 a3

JIOMAKHOCTE: 3aMECTHTE b HAYARLHH-
xa O3 7’

HO®: U.A Hosak
TMoanuce: e
Jlata: A& i
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KOHTDONbHBIW

CrieunpUKALMA HA HOXO/IHBIE MATEPHATE!

i 3 %

-0283/2-02

2.3 lNommanOCTDL
(naeHTHQUKALMA):
AGcopbunonHas
cnekTpodoToMeTpHA
B HH(paxpacHOH
obnactu

2.4 ConyreTByioune
NPHMECH:

- npUMecs A

- npumecs E

- npumeck G

- mobas apyras
HpUMeECh

- CyMMa npuMecei
2.5 OcrarouHsie Ko-
NHYeCcTsa opraiuye-
CKHX pacTBOpHTE-
net:

- AleToH

- METAHOJ!

- 2-npona’on

- TONYO

2.6 Bona

2.7 Cyasparnas 30-
na

2.8 Pa3mep wacTuul

2.9 KonnuecTseHHOe
onpejesicHne

roPsll,2.2.24

ropPblIl, 22.29

I'dPBII, 24.24

FePBII, 2.5.12

FOPBILL24.14

o PBIL, 2.9.31

I'®PBII, 2.2.20

HJI PB 1370C-2019

Pasaen «ITommHHHOCTS
(naeHTHUKaLHS)»
HJ1 PB 1370C-2019

Paszen «Conyrerayio-
LHIHC IIPHMECH»
HJ1 PB 1370C-2019

Pasnen «Ocratoynbie

KOJIHYeCcTBa oprasuye-
CKMX pacTBopuTeseHy
HJ1 P 1370C-2019

Pasnen «Bona»

HJ1 PB 1370C-2019
Paznen «Cynsdarnas
30/1a»

HJI PB 1370C-2019
Pasznien «Pasmep gac-
THIL»

HJ1 PB 1370C-2019

Pasnen «Konnvecrsen-
HOE Onpeie/icHHe
HJ1 PB 1370C-2019

Ne [MTapamerpsl Meros! MeTtoanku Kpurepun npuemMieMocTH
n/n KOHTPOJI HCTILITAHKI
1 [Tpumenenne - - Buconponon, TabneTky, MOKphIThHIE
IIeHO4HOM 0GonovuKkoi, 2,5 Mr,
5 mru 10 mr s PB, PO
2 HanmenoBanue no-
Kazareneit KkauecTsa:
2.1 Onucanue BusyanbHbif COIT-KO-14-102 Benwifi man nourn Gensiit nopo-
woK. Cnerka rurpocKOrnHYeH.
2.2 Pacreopumocts | T®@PBII, 5.11 Pasnien «PactBopumoctsy | O4eHb IErkopacTBopuM B BOJIe,

JIErKOPAaCTBOPHM B METAHOJIE.
O6nanaet nonuMopduiMom.

UK-criekrp cybcTranuun J10IKeH
coorsercTeoBats  MK-cnexrpy
CO Ouconponona ¢ymapara
(CRS Y0000812) unu cnexrpy,
NPEJACTABICHHOMY Ha PUCYHKE
#1710-1 (I'd PB II)

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

He Gonee 0,5 %
'OPBIL 54

He 6onee 200 ppm
He Gonee 200 ppm
He Gonee 500 ppm
He 6onee 50 ppm
He 6onee 0,5 %

He Gonee 0,1 %

He menee 10 % wacTHi AOMKHO
HMETh pasMep MeHLIIHH WK pas-
HEl 20 MKM.

He menee 95 % 4acTHIl JO/DKHO
HMETH pasMep MCHbLIHA WIH paB-
ueiit 100 mrM.

He menee 99,0 % u ne Gonee
101,0 % (B nepecuere na 6e3soi-
HOE BELECTBO)
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CrneundHKaums Ha HCXOAHLIC MATEPHUAIILI -KO-1440283/2-02
snseﬁmi’%JE 3
Ne [MapameTpsl Merobl MeToaHKn Kpurepuu npuemiaeMocTs
n/n KOHTPOJIA HCNbITAHHHA
2.10 Muxpobuono- | '@ PBII, 2.6.12, | Metoanka neneira- I'oPBILS5.1.4
ruYecKas YHCToTa: 2.6.13 HH#
- ofmee KOJIH4ECTBO AM-12-0283/2
aspoGos (OKA) COI1-KO-12-197 10° KOE/r
- ofee KOIHYECTBO
rpubos (OKI') 10° KOE/r
- Escherichia coli Orcyrersue B 1 r
3 | OrGop npob - B coorsercTBHH €O -
CTAHJapPTHOH  ornepa-
HOHHOH  npoueay-
poii:
COI1-KO-14-057,
COI1-KO-12-024
4 | O6GbeM  KOHTPOIb- - - AJl:250r
HO# npoOsl MBJI: 10,0 r
5 YenoBus XpaHeHHs - - XpaHHTb B  BO3JYXOHENPOHHLAE-
MOM KOHTEHHEpe B 3alUMUICHHOM
OT CBETA MECTE MpH TEMMeparype
He suime 25 °C
6 Cpok roiHocTH - - 5 ner
7 Vnakoska - - [ToNMITHNEHOBLIE MEUIKH, BIO-
JKCHHBIC B KapToHHblie GapaGansl, a
TAKKE ApYrHe BWIbI YNAKOBKH,
obecneyMBalOIHe KAaueCTBO CHIPLS
Ha NMPOTKEHHH CPOKA MOAHOCTH
8 Harorosurens - - Arevipharma GmbH, I'epmanus
9 | Koa - - 120200




