JNEKJAPALIMS O COOTBETCTBUU

JEKJAPAHT, IPUHEMAION M JEKJIAPAIIHIO O COOTBETCTBHA

AQ "Canogu Poccus"

3apezucmpuposano : Mexcpationnan uncrexyus MHC Poccuu Ne39 o 2. Mocree OT'PH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mocksa, yn. Teepcras, 0. 22. Teaepon:8 (493) 721-14-00

B auye: enepanvrutii Qupexmop Aoamsan H.B.

Tosepennoe auyo. Knoxoea I0.C., dosepennocms 6/n om 01.1 22017

3AMBIISET, UTO
rexapemeennoe cpedcmeo: Koponar, mabnemyu noxpuimuie nienoinou oborouroti 5 mz 10 wim., ynarkosxu

suetixosbie konmyprsie (6), nauxi xapmonnsie, PY No JIC-000943 om 04.04.2011 (dama 3amenb 09.08.2017)
aoidano AQ "Canogu Poccua”, cepus 3370618, napmus 22096 ynaxosox, 200en 00 31.05.2021, npouzeoocmsa
Canexa @apmaceiomuranc a.c., Crosayxan Pecnybauxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27
Hlohovec, Slovak Republic, ko0 OKITJ2 21.20.10.146, koo TH B3/ 3004900002, konmpaxm Ne
250/40056192/F-2 om 20.10.2010, unsoiic No 9085300948 om 01.08.2018

COOTBETCTBYET TPEBOBAHUAM

JIC-000943-040411 wam. Me 1 om 05.06,2013, Nel om 16.08.2013, Ne 3-8

NEKJTAPAIIMSI IPUHATA HA OCHOBAHNH

npomoxon ucnwimanii Ne 2278 0 om 08.08.2018 Hil 000 HI] "©APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC SK. DMO08.C20275 om 08.08.2018

BRIEKJIAPAITAN 08.08.2018
HETBUTEJLHA 10 31.05.2021
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CBEJIEHHSI O PETUCTPALIAA

OPTAH 110 CEPTH®HKAIIH, 3APETHCTPHPOBABIIIMH JEKJIAPAIIHIO

RA.RU.11DM08 OPTAH IO CEPTHOHKALIHH TPOSYKLHH OELJECTBO C OF PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPV)KHOH HEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu. 115280, 2. Mockea, yn. Macmepiosa, 0. 4, om. 3, nom. I, xom. 1, aopec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocksa, yr. Macmeprosa, 0. 4, am. 5., men. (495)788-02-88, seb-
caiim: oyrk.pe.

JEKJIAPAIINS O.COOTBETCTBHH 3APEI'HHCTPHPOBAHA N POCC SK.OdM08.7109587

JATA PEFIUCTPALIMM 08.08.2018
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SANOFI

Canexa @apmaceloTikanc a.c., Ciosauxas Pecniybnuxa

Hurpuancka 100, 920 27 I'narozey

CEPTHOHKAT AHAIM3A

Koponaa, Ta0aeTKH, NOKPHITHIE IIEHOUHOM 000304K0§1 5 Mr Ne 60

Jara mrorosnenuns: 01/06/2018
31/05/2021

Tozen no:
Cepus: 3370618

HJI J1IC-000943-040411

- Buconponona gymapar B 1 Tabun.

HOKA3ATEJIb HOPMBI PE3VJILTATHI
Onucanne KPYTABIC ABOAKOBLHIYKIIE CBETIO-ENTOrO COOTBETCTBYET
1BeTa TabJIETRN ¢ PHCKOM, NOKPhITbIE
IICHOUHOH 000mouKofi
Hogannnocts
- Buconponona gymapar (B2XX) Rt{obpazna) = Rt (crangapra) COOTBETCTRYET
- Cpeansg macca 1 rabnerin or 0,1520 r 20 0,1680 r 0,1599r
- OTKNOHEHHA OT CpeHel Macch! Tpebopanue Epp. Gapmakonen COOTBETCTRYECT
MIOAENEHHRIX TabneToK
- OnnopoanocTh AO3HPOBAHHS Tpebopanue Esp. Gapmakonen COOTBETCTBYET
Pacnanaemocts & BOJIE He bonee 30 mun 9 MuH
PacTeopenye AelicTByIOLErO BellecTRa |He Menee 80% yepes 20 mun (Q 80%) COOTBETCTBYET
(BOXX)
loreps B Macce npy Bhicymsanun*  [He Goaee 6,5% 4,8 %
Hocroponnne npumecu (BIIKX)
- [lpumect A He 6onee 0,5% COOTBETCTBYET
- Hpumeck E He Bonee 0,2% COOTBETCTRYET
- lpumecs G He bonee 0,5% <0,05%
- lpumecs L. He Bosee 0.5% COOTBETICTBYET
- Enunnynas nennentuduumposannas [me 6onee 0,2% < 0,05 %:;
NpUMeECh
- CymMa Beex npuMecH He boaee 1,5% 0,05 %
Muxpobuo.Jjorudeckast YncToTa I".®. XII, xateropus 3A COOTBETCTBYET
KoanyecTeennoe onpeaenenne
oT 4,75 Mr z0 5,25 mr 4,94 mr

*[lokazarens MOXET OTCYTCTBOBaTh B

npenaparta no NaHHOMY NOKa3aTelro.

ceprugrxare asamsa dupmsl. KoMnasus rapaHtvpyer kauecTso

3AKJIIOUEHHME: CooTeetcTByeT TpeGoBaHUM cnebHKauMH.

31ech S NONTBEPIKNAID, UTO IPUBEAEHHAS Bhille MHGOPMAILLL SEAAETCA NPABWILHON M TOYHOM. Hannas
CEpHA NPOIYKTA NPOM3BENCHA, BKIIOYAR YNAKOBKY/MaPKHPOBKY H KOHTPO/b KA4eCTBa, Ha yngaaliﬂmd HiDKe

il

NpPOM3BOACTBCHHON NIOAAKE B MONHOM COOTBETCTBHM Tpebopanuam GMP Mecmorog,‘{iemmpa@bggom
Ao s O Ny

opralHa H 3apemmpnp03atmon Ha pbIHKE CTpaHbi- HMIOpTepa CH&L{HQJH!\&L{H <
JAOKYMEHTAllMH HAa JIPOAYKT AN HCCNEAYEMEBIX MERULIHHCKHX npernaparog. 3&1’1

AD «Canothk Poceuss
Adpec: 125009, Mockea. yn, Teepckan, 22. Ten {495} 721-1400. @arc. (495) 721-1411. www.sanofi.ru
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Certificate of analysis

Froduet CORONAL

Prodict number 12004766 Barch LIAMS HY 645533

Barch number 3370618 Released guantity 22496 PACKS
Dosage sirength Smg

Dosage form film-coated {ablets

Packaging size 60 thl. Daie of analysis 2266.2018
Manufacture date 01.06.2018 Specificarion 1.5-000943-040411
Expiry date 31.05.2021 Marketing anthorisation L.8-000943
Importing country Russia No.

Test Limits Results
Appearance
Description light yeflow round biconvex complies
film coated tablets half-scored
Identification
Bisoprolol fumarate {(HPLC) identical RT positive
Average weight of 1 tablet 0.1520g100.1680 g 0.1599¢
Mass variation 18720 thl. NMT + 7.5 %, complies
2/20 tbl. NMT #+ 15 % from
determined average mass
Uniformity of mass of divided 29 subunits:; 85-115 % complies
tablets max. I subunit: 75 -125 %
from determined average mass
Unifermity of dosage units
Content uniformity of whole AV{10wl)<LI=1500r complies
tablets AV (301bL) 2 L1=15.0 and
xi <0.75; 1.25M>
NMT 30 niin 9 min

Disintegration time in water
Pissolution active substance
(HPL.C)
After 20 min. (Q=80%)
Loss on drying
Purity HPLC
Impurity A
Impurity E
Impurity G
impuriry 1.
Any other impurities
Sum of impuritics
Microbiological quality
- GF X1, category 3A
Total aerobic bacteria
Total Fungi
Absence of Escherichia coli
Content HPLC
Bisoprolol fumarate in 1 thl.

NLT 85 %
NMT 6.5 %

NMT 0.5 %
NMT 0.2 %
NMT 0.5 %
NMT 0.5 %
NMT 0.2 %
NMT 1.5 %

NMT 1 000 CFU/g
NMT 100 CFU/g
absenceinl g

4.75mgto 525 mg

94,92;94,05,03:94 %
4.8 %

ND
ND
<{.05 %
ND
<0.65 %
<0.05 %

5CFulig
0 Criig
negative

4.94 mg

Saneca Pharmaceuticals a.s. - Nenanska 100 - 920 27 Hionover - Sicvenska repeblivs
Tel (+421}33 736 1111 Fax (+421) 33 730 0820, E-mail. sanecaflsanecs Com - wwiw S3Ne2E Lo

ICC. 48 §33 323 - I DPH SK2023389867 ~ Talrebanka o & ~¢ U 292012341671400
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Certificate of analysis

Product CORONAL
Product number 12004766 Barch LIMS HF 645533
Buatch nimber 3370618 Released guandiy 22096 PACKS
Dosage strength S5mg
Dosage form fiim-coated tablets
Packaging size 60 thl. Date of analysis 22.06.2018
Manufacture daie 01.06.2018 Specification LS-00(943-040411
Fxpiry date 31.05.2021 AMarketing authorisation L&-000543
Importing country Russia Ao,

Conformity with the specification,

Fhereby confirm that the above information is authentic and accurate. This batch of product has been manufactured including packaging
and quality control at site fully operating in compliance with EU GMP requirements, the local Regulatory Authority and the marketing
authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found 10 be in

compliance with GMP,

Release for sale

Manufacturing site: Quality controf and release site:

Saneca Pharmaceuricals z.5. Nitrianska 100 Saneca Pharmaceuticals a.s. Nitrianska 100
920 27 Hiohovec, Slovak Repubtic 920 27 Hlohovec, $Slovak Republic
Authorisation pumber ;. VL 659/13-2 Authorisation number : VL 039/13-2
GMP Cenificate No : SK/Q09V/2017 GMP Cenificate No 1 SKA009V/2017
Certified by QP: Farkadovd Emilia pi l Certified on: 26.07.2018
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Saneca Pharmaceuticals a.s. - Ninanska 100 - 820 27 Hiohover, - Siavenska repubiks
Tet (#3213 33 736 1111 Fax: (+421) 33 730 0890, E-mall sanecs{Dsaneca.Con — wwiw Sanena oorm
150 48 B33 323 - 10 DPH SK2023559647 - Tauabanks a.s ~ & 0 29E0123318/1100
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