JTEKJAPAIIAS O COOTBETCTBUM

HAEKJIAPAHT, INIPHHEMATIOHIHH JIEKJAPAITUIO O COOTBETCTBHH
AQ "Canoghu Poceua™
Ceedenun o pezucmpayuu opeanusayuy: Mescpationnas uncnexyus Pedepansroii Hanozoeol cayaicbot Ne 46 no

2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenun OTPH 19.08.2002.

Aopec: 125009, 2. Mockea, ya. Teepexan, 0. 22. Tenegon/daxc: 8 (495) 721-14-00/ 721-14-11
B nuye: I'enepanvntii dupexmop Mowsic O.A.

Hosepennoe auyo: Knoxoea ¥O.C., dosepennocmp 6/n om 01.12.2017

3JAMBIAET, UTO _
rexapemeentoe cpeocmeo.: Koponan, mabnemicu noxpuimeie nierounoti oborouxoi 5 mz 10 wm., ynaxoercu
Ayelikogvie konnyprete (10), nauxu xapmonnvie, PY No JIC-000943 om 04.04.2011 {Gama 3amentr 09.08.2017)
surdane AO "Canoghu Poccun”, cepus 3520818, napmus 13391 ynaxoeox, z0den oo 31.07.2021, npou3sodcmsa
Canexa @apmacviomuxanc a.c., Crosayras Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27
Hlohovec, Slovak Republic, koo OKIIJ2 21.20.10.146, koo TH B3 3004900002, xonmparm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085308660 om 09.10.2018

COOTBETCTBYET TPEGOBAHUSIM

| JIC-000943-040411 uzm. No 1 om 05.06.2013, Nel om 16.08.2013, Ne 3-8

[ AEKJIAPAITUS IPHHATA HA OCHOBAHHH E

| npomoxon ucneimanuii Ne 2988 0 om 16,10.2018 HJI 000 HI] "@APMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 PJI40, Cepmugpuxam POCC SK. OMO08.C25149 om 16.10.2018

Knoxosa I0.C.
O.HO

CBEJEHUS O PETUCTPAIIIN

OPT'AH IO CEPTHOHUKAIH, 3APEI'HCTPHPOBABII Il AEKXAAPATTARO

| RA.RU.1IOMO8 OPTAH 110 CEPTHOHKAI[HH TPONVKIHH OFIECTBO C OI'PAHHYUEHHON

| OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIT KAYECTBA", ,

| adpec opeafm:faz;z:m: 115280, 2. Mocxea, yn, Macmepxoea, 0. 4, sm. 5, nam. I xom. |, adpec opaana no

| cepmugpuxayuu: 115280, POCCHA, 20p0d Mocxea, yn. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, ¢e6-
| caiim: oyrxx.pgh.

,ZIE%-%%%Q{I{I}I O COOTBETCTBHM 3APETHCTPUPOBAHA N POCC RU HA-SK.PMO8.A.04114/18
. %’A,éﬁ Y] 16.10.2018
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SANOFI

Caneka ®apmacsiotukanc a.c., Ciiosaukas PecriyGnuka

Hurpuancka 100, 920 27 I'narosen

CEPTHO®UKAT AHAJIM3A

Koponan, TabjieTKH, NOKPLITHIE NJIEHOYHOIT 060a0uKoeit 5 Mr Ne 100

Jlarta usrotosnenus: 21/08/2018
31/07/2021

lomen qo:
Cepus: 3520818

HJI JIC-000943-040411

IHHOKA3ATEJIb HOPMBI PE3VJIbTATHI
Onucanne KPYTJIble JBOAKOBBINYKIIBIE CBETIIO-KENTOro COOTBETCTBYET
1B€Ta TaBNETKH C PUCKOM, MOKPLITLIE
NJIEHOUHOH 0605104k
HNopinunocts
- Buconponona pymapar (B2XX) Rt(obpaszua) = Rt (cTannapra) NOJIOKUTEABHO
- Cpeanas macca 1 tabneTxu ot 0,1520 r 5o 0,1680 r 0,1601 r
- OTKIIOHEHHA OT cpe/Hel Macchl Tpeboranute Erp. @apmakonen COOTBETCTBYET
NoJCIIEHHBIX TabaeTok
- OQHOPOAHOCTH AO3MPOBAHHS Tpeboranne Erp. Gapmaxoneu COOTBETCTRYET
PacnajaemocTts B Boge He 6onee 30 mun 1 Mun
PactBopenyie aeficTrytoluero Bewiectsa |He Mernee 80% vepes 20 mun (Q 80%) COOTBETCTBYET
(BIXKX)
IMoreps B Macce Npy BRICYIIMBaHUU*  [He Gonee 6,5% 4,6 %
Hocroponnue npamecn (BIKX)
[Tpumecs A He Honee 0,5% COOTBETCTBYET
[Tpumeck E He Gonee 0,2% COOTBETCTBYET
Fpumece G He 6onee 0,5% <0,05 %
[Mpumecs L He Gonee 0,5% COOTBETCTRYET
Enunnunas HeuaeHTHOUUMpOBaHHas |He Honee 0,2% <0,05 % <0,05 %
ApUMech
CyMMa Bcex NpUMecH He Bonee 1,5% <0,05 %
MuKpOOHOAOIHYECKas YHCTOTA
- I'® X111, kareropus 3A
Obmee uncno aspobubix Gaktepuii He 6onee 1000 KOE/r 0 KOE/r
Obuee uncno rpubor He 6onee 100 KOE/r 0 KOE/r
Orcyrereue Escherichia coli OTCYTCTBUE B 1 T OTCYTCTRBYET
KoanuecTeBennoe onpeaenenue
- Buconponona ¢gymapar B 1 taén. o1 4,75 Mr g0 5,25 mr 4,93 mr

*Ilokasatens MOXeT OTCYTCTBOBATh B CeprunKkare aHamusa GupMbl. KOMNaHus rapaHTHpyeT KauecTmo
Npenapara no AaHHOMY TOKa3aTeno.

3AKJIKOYEHHME: CoorserctyeT TpeOOBAHMSM crieUM(HKALIMH.

3neck s OATREPHKAALO, UTO NPHBEICHHAA BbILIe HHGOPMAIU ABKETCA NPABMIRHON 1 TOUHO!M. [JaHHas cepust
MpOAYKTA TNPOM3BEAEHA, BKIIOHAs YMAKOBKY/MAPKMPOBKY M KOHTPOAbL KaueCTBa, HA YKA3aHHOH HIKe
MIPOH3BOACTREHHON ILIOMIE/KE B MOIHOM COOTBETCTBUMH TpeGoBanniM GMP MeCTHOTO PerHCTPALHOHHOIO
OpraHa W 3aperHCTPUPOBAHHON Ha phIHKE CTPAaHB-MMIIOPTEpPA CHEHMMKALMM MNH  HOPMATHBHOMN
AOKYMEHTAUMH Ha MPOAYKT s HCC/SAYEMBIX MEIHLMHCKMX TPENaparoB. 3aliCH NPOM3BOICTBEHHOrO
IIpOLECea, YMAKOBKN H aHANM3a NIPOBEPEHb! M IPU3HAHBI COOTRETCTBYIOWMMH TpebosannamM GMP.

Pemenue: Bemyumen 05/10/2018 YrnonHoMo4eHHOe nMLIo: Farkasova Emilia
AQ «Canodi Poccuas

Appec: 125009, Mockea, yn. Teepckas, 22. Ten.. (495) 721-1400 Gake: (495} 721-1411. www sanofi ru
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Certificate of analysis

Product CORONAL
Product number 12004762 Batch LIMS HI 648504
Barch mumber 3520818 Released quantity 13301 PACKS
Dosage strength Smg
Dosage form film-coated tablets
Packaging size 10G thh Date of analysis 11.09.2088
Manufacture date 21.08.2018 Specificarion 1L.S-000943-040411
Expiry date 31.07.2021 Markering authorisarion 1.5-000943
Importing country Russia No.
Test Limits Results
Appearance
Description light yeliow round biconvex complies
film coated tablets half-scored
Identification
Bisoprolol fumarate (HPLC) identical RT positive
Average weight of | tablet 0.1520 g 10 0.1680 g 0.1601 g
Mass variation [8/20 thl. NMT = 7.5 2%, complies
2720 tbl, NMT £ 15 % frem
determined average mass
Uniformity of mass of divided 29 subunits: 85-115 % complies
tablets max, | subunit; 75 -125 %

from determined average mass

Uniformity of dosage units

Content uniformity of whole AV (10tbl) < Li=1500r complies
tablets AV (30 tbl.) = L1=15.0 and
Xi <0.75; 1.25M>
Disintegration time in water NMT 30 min I min
Dissolution active substance
(HPLC)
After 20 min. (Q=80%) NLTE5 % 94;95:97:99;97:95 %
Loss on drying NMT 6.5 % 4.6 %
Purity HPLC
Impurity A NMT 0.5 % ND
Impurity E NMT 0.2 % ND
Impurity G NMT 0.5 % <0.05 %
Impurity L NMT 0.5 % ND
Any other impurities NMT 0.2 % <0.05;<0.05 %
Sum of impurities NMT 1.5 % <0.05 %

Microbiological guality
- GF X1I, category 3A

Total aerobic bacteria NMT 1 600 CFU/g 0 CFU/g

Total Fungi NMT 100 CFU/g 0 CFl/g

Absence of Escherichia coli absencein § g negative
Content HPLC

Bisoprolof fumarate in | thl. 4.75 mgto 5.25 mg 493mg

Saneca Pharmaceuticals a.s « Ninanska 100 - 820 27 Hichoves - Sigvenzka reputling

Tel (4421 SCUVEY Faa 4321033 730 0880, E-ma# sanecafisaneca com - www SBNECA o0

100 46 833 323 - 10 DPH SR2023I569847 - Tawabanha 2€ — € 1) 2920423416/1100
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Certificate of analysis

Product CORONAL
FProduct nuniber 12004762 Batch LIMS [T 648504
Barch number 3520818 Released quantiny 13391  PACKS
Dosage strength Smg
Dosage form filtn-coated tablets
Packaging size 100 bt Dare of analysis 11.09.2018
Manufactwre date 21.08.2018 Specification LS-000943-040411
Fxpiry date 31.07.2021 Marketing authorisation LS-000943
Importing counnry Russia No

Conformity with the specification.

I hereby confirm that the above information is authentic and accurate, This batch of product has been manufactured including packaging
and quality controd 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 to be in
compliance with GMP.

Release for sale

Manufacturing site: Quality control and release site:
Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic 920 27 Hlohovec, Slovak Republic
Authorisation number : VL 059/i3.2 Authorisation number : VL 059/13-2
GMP Certificate No : SK/000V/2017 GMP Certificate No : SKA009V/2017
T

7

Certified by QP: FarkaSova Emilia % 7 Certified on: 05.10.2018

Seneca Pharmaceuticals a.s - Ninanska 100 - 420 27 Hichover - Stovenskd repubika

Vel (+421533 730 1910 Fan (+421)} 53 730 0880, F-mail: EENeCETSANGIE LOM ~ wivw Banecs com
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