AEKJAPALIAS O COOTBETCTBHA

AEKJIAPAHT, IPUHAMA KON JEKJIAPAITHIO O COOTBETCTBHH

AO "Canogu Poccus"

Ceedenun 0 pezucmpayuu opeanusayuu: Mesxcpationnas uncnexyun Pedepanvroii Han0z060t cryuchvt M 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npucsoenus OT'PH 19.08.2002.

Aodpec: 125008, 2. Mockea, yr. Teepcran, 0. 22. Teneon/harc: 8 (495) 721-14-00/ 721-14-11

B nuye. Ienepanvrviii dupexmop Monaic O.A.

Hosepennoe nuyo: Knoxoea FO.C., doaepennocmp 6/n om 01.12.2017

3ASIBJSIET, UYTO
nexapcmeentoe cpeocmeo: Kopownan, mabremicu noxpulinsie wienownot obonouxoil 5 me 10 wm., ynaxosxy
Auelxosvie konmypuwvie (10), nauxu xapmonnvie, PY Ne JIC-000943 om 04.04.2011 (dama 3amens: 09.08.2017)
evt0ano AO "Canogpu Poccun”, cepun 3490818, napmus 6670 ynaxosox, z00en do 31.07.2021, npoussodemea
Canexa Papmaceiomuxanc a.c., Crosayxan Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27
Hlohovee, Slovak Republic, koo OKITZ2 21.20.10.146, xod TH BT 3004900002, xonmpaxm Ne

| 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085308660 om 09.10.2018

| COOTBETCTBYET TPEBOBAHWAM

| JIC-000943-040411 usm. Ne 1 om 05.06.2013, Nel om 16.08.2013, Ne 3-8

AEKJIAPAIIASA IIPHHATA HA OCHOBAHHUH

| npomoxon ucnvimanuit Ne 2987 0 om 16.10.2018 HIT OO0 HIJ "®APMOEOPOHA", ammecmam
axxpedumayuu ROCC RU.0001.21DJT40, Cepmugruxam POCC SK.PM08.C25148 om 16.10.2018
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CBEJEHUSA O PETUCTPAIINN

OPTAH HHO CEPTU®MKAIAM, 3SAPETHCTPUPOBABIIHEL IEKJIAPAIIHIO

RA.RU.11 ®MO08 QPI'4H IO CEPTHOHKALIHH IMTPONVKIIHH OFU[ECTBO C OFPAHHYEHHOH

| OTBETCTBEHHOCTBIO "OKPYXHOH LEHTP KOHTPOJIT KAYECTBA",

| adpec opeanuzayuu: 115280, 2. Mockea, yr. Macmepxoea, O, 4, sm. 5, nom. I xom. I, adpec opzana no
cepmuq'm:r;caz;uu: 115280, POCCHA, 20pod Mockea, ya. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, eeb-
| caiim: oyrx.pg.
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SANOFI

Caneka ®apmacsroTukanc a.c., Cnosatikas Pecriy6nanka

Hutpuancka 100, 920 27 I'naroseu

CEPTHPUKAT AHAJHU3A

Koponan, TabjeTKH, IOKPLITHIC INIEHOUHOH 000x0uK0i 5 mr Ne 100

Hara warororneuns: 21/08/2018
31/07/2021

Tonen no:
Cepus: 3490818

HJ JIC-000943-040411

HOKA3ATEJIb HOPMBEI PE3YJBTATHI
Onucanne KPYTJible JBOSKOBBITYKNBIC CBETIIO-MENTOrO COOTBETCTBYET
UBeTa TabJICTKH ¢ PHCKOH, NOKPbHIThIE
ieHoYHOH 000a0uKoH
Hogannuocrts
- Buconponona gymapar (BOKX) Rt(obpasua) = Rt (crangapta) NOJIOKHTENBHO
- Cpennss Macca 1 rabnerkn ot 0,1520 r no 0,1680 r 0,1608 r
- OTKJIOHEHHS OT CpefiHel Macchl Tpebosanne Epp. ®apmakoneu COOTBETCTBYET
OJEIEHHEX TabNeToK
- OnHOPOIHOCTL AO3UPOBARMS Tpeboranue Erp. ®apmakornieu COOTBETCTBYET
PacnazaeMocTs B Boae He Sonee 30 mMuH 1 Mun
Pacreopenne neficTylolero Bewectra [He MeHee 80% uepes 20 mun (Q 80%) COOTBETCTBYET
(BOXX)
Totepsa B Macce npu BeicyindBaHuk®  |He Gosee 6,5% 4,7 %
Hocroponuue npamecu (BIXX)
[pumece A He Gonee (,5% COOTBETCTBYET
Ilpumecs E He Gonee 0,2% COOFBETCTRYET
Mpumecs G He bonee 0,5% <0,05 %
[pumecs L He bonee 0,5% COOTBETCTBYET
Enununynas Hennentuduuupopannas e Gonee 0,2% <0,05 % <0,05 %
NIPUMeECh
CyMma BceX IpUMecH He Gonee 1,5% <0,05 %
MukpoGuonoruueckas qucToTa
- TP XHI, kareropus 3A
Obuiee uncno aspobHbIX BakTepHii He Gonee 1000 KOE/r 0 KOE/r
Obd1uee yucno rpubor He 6onee 100 KOE/T 0 KOE/T
Orcyterere Escherichia coli OTCYTCTBHE B 1 1 OTCYTCTBYET
KoamuecTBeHROE onpeesienne
- Buconponona gymapar B 1 Tabn. or 4,75 mr o 5,25 mr 4,96 mr

*IlokasaTens MOMXeET OTCYTCTBOBATH B cepTHduKare aHanusa Gupmbl. KoMnawus rapaHTHPYET Kauecrso

npenapara rno JaHHOMY InoKasarTearo.

3AKJIIOUYEHHE: CooTBercTBYeT TpeboBaHHAM CCUH(UKALIHN.

31ech 1 NOATBEPIKAAIO, YTO NPHBEACHHAN BhiLlle HEGOPMaLUs SBJIAETCI NPaBUBLHON M ToYHOM. Jlannas cepua
NPpOYKTa NPOM3BENSHA, BKIIOHAA YNAKOBKY/MapKHPOBKY M KOHTPONb KadecTsa, HA YKA3aHHOH HubKe
NPOU3BOACTBEHHON IUIOLIA/JKE B MOAHOM COOTBeTcTBHH TpeGoBanuaM GMP MeCTHOro perucTpanyoHHoro
OpraHa W 3apPErMCTPHPOBAHHOA Ha pPbIHKE CTPaHbI-UMIIOPTEPE CHEUH(UKAMKE  HIWM  HOPMATHBHOM
AOKYMEHTAUMH Ha 1IPOAYKT A HCCASAYEMBIX MEAMIMHCKMX NPerapaToB. 3alMcH INPOM3BOACTBEHHOTO
npouecca, yNakoBKH H aHATH3a NPOBEPEHLI U NPH3HAHBL COOTBETCTBYIOIMMY TpeboBaruam GMP.

Pemenue: Beimymen 05/10/2018

YnoadgoModeHHOe 1Mno: Holickova laroslava

AO «Canodih Poccuay

Agpec: 125009, Mockea, yh. Teepokas, 22. Ten.: (495) 721-1400. ®akc: (495) 721-1411. www.sanofi.ru
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Certificate of analysis

Saneca

Pharmaceuticals

Product CORONAL
Product number 12004762 Batch LIMS HY 648503
Barch nunber 3490818 Released guamtity 6 670 PACKS
Dosage strength S5mg
Dosage form film-coated tablets
Packaging sice 100 tbl. Date of analysis 10.06.2018
Manmufacture date 21.08.2018 Specification 1.§-000943-04041 |
Expiry date 31.07.2021 Marketing authorisation [.S-000943
Importing country Russta No.
Test Limits Results
Appearance
Description light yeltow round biconvex complies
film coated tablets.half-scored
Identification
Bisoprolo! fumarate (HPLC) identical RT positive
Average weight of 1 tablet 0.1520 g0 0.1680 g 0.1608 g
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. 1 subunit: 75 -125 %
from determined average mass
Uniformity of dosage units
Content uniformity of whole AV (10tbl)<sLi=1500r complies
tablets AV (30 thl.) <L1=15.0 and
xi <0.75; 1.25M>
Disintegration time in water NMT 30 min ! min

Dissolution active substance
{HPLC)
After 20 min. (=80%)
Loss on drying
Purity HPLC
Impurity A
Impurity E
Impurity G
Impurity L.
Any other impurities
Sum of impurities
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria
Total Fungi
Absence of Escherichia coli
Content HP1.C
Bisoprolol fumarate in 1 tbi.

NLT 85 %

97,97,92,93;97:102 %

NMT 6.5 % 4.7%
NMT 0.5 % ND
NMT 0.2 % ND
NMT 0.5 % <0.05 %
NMT 0.5 % ND
NMT 0.2 % <0.05:<0.05 %
NMT {.5% <0.05 %
NMT 1 000 CFU/g 0 CFU/g
NMT 100 CFU/g 0 CFU/g
absenceinl g negative
4.75mgto5.25 mg 4.96 mg

Saneca Pharmacewticals a.s. - Nitrian

ska 100 - G20 27 Hichover - Siovenska republina

Te! (+4213233 73€ 1111 Fax (#4213 33 730 G830, B-mad. sanecadlisaneca Som ~ www SaNECE Com
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Sanecs

Pharmaceuticals

Fage 2 0f 2

Certificate of analysis

Product CORONAL
Product number 12004762 Barch LIMS HV 648303
Bateh number 3490818 Released gquantity 6670 PACKS
Dosage strengih S5mg
Daosage form film-coated tahlers
Packaging size 100 1bl. Date of analysis 14.09.2018
Manufacture date 21.08.2018 Specification 1.8-000943-040411
Expiry dare 31.07.2021 Marketing authorisation LS-000943
Importing country Russia No.

Conformity with the specification.

I hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured incleding 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 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 Hiohovec, Slovak Republic
Authorisation number : VL 059/13-2 Authorisation number : VL 059/13-2
GMP Cenrtificate No : SKA09V/2017 GMP Certificate No : SKA09V/2017
Certified by QP: Hoiiékov? Jaroslava Certified on: 05.10.2018

ﬂ‘%

i

Saneca Pharmaceuticals 2.5, - Nsiznsks 100 - 920 27 Highovee - Slovenska republika
Tel (+421)33 736 1111 Fax (+421) 25 730 0880, F-mail szneca@@sanesa com — www S3neca com
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