AEKJIAPALIISA O COOTBETCTBUU

AEKJIAPAHT, MPUHUMAIOMIAN JEKIAPALIMIO O COOTBETCTBHMA
AQ "Canogpu Poccun”

3apezucmpuposarno : Mesxcpaiionnas uncnexyus MHC Poccuu Ne39 no o Mockee OIPH 1027739079940 om
19.08.2002

Aodpec: 125009, 2. Mocxeaa, yn. Teepcras, d. 22. Tenegon:8 (495) 721-14-00

B nuye: Ienepansuwiii dupermop Adaman H.B.

Hoeepennoe auyo: Knoxosa I0.C., dosepennocme 6/n om 01.12.2017

3AABJIAET, UTO

Aekapemeertoe cpedcmeo.: Kopownan mabremu nokpvimsie nienounoli 06o10uxoi 10 me 10 wm., ynarosxu
AuenKosbie Konmyprble (3), nauxy kapmonnve, PY Ne JIC-000943 om 04, 04.2011 (dama samens: 09.08.2017)
sbidano AQ "Canogpu Poccus", cepus 3070318, napmus 43920 ynarogok, zoden oo 28.02.2021, npoussodcmsa
Canexa @apmacvriomuxanc a.c., Crosayrasn Pecnybrura, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27
Hlohovec, Slovak Republic, kod OKIT/2 21.20.10.146, koo TH B3 3004900002, konmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic No 9085289931 om 03.05.2018

COOTBETCTBYET TPEEOBAHHSIM

JIC-000943-040411 usn. Ne I om 05.06.2013, Nel om 16, 058.2013, Ne 3-7

JEKJAPAITHSI IPUHATA HA OCHOBAHUH

npomoxon ucnemanui Ne 1303 0 om 15.05.2018 HJI 000 HIJ "PAPMOBOPOHA " ammecmam
axxpedumayuu POCC RU.0001.21 ®J140, Cepmugpuxam POCC SK.OMO8.C13820 om 15.05.2018
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CBEJAEHHS O PETUCTPAIIUA

OPTAH IO CEPTU®UKAIWH, 3APETVCTPUPOBABIIWIT AEKJTAPAITH IO

RA.RU.1I OMO8 OPIAH ITO CEPTHOHKALINH HPORVKIHH OBHIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH IIEHTP KOHTPOJIS KAYECTBA "

adpec opzanusayuu: 115280, 2. Mockea, yx. Macmeprosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opeanda no
cepmupurxayuy: 115280, POCCHAH, z0pod Mocxsa, ya. Macmeproea, 0. 4, am. 5., men. :(495)788-02-88, eeb-
canm. oyrr.pgh.

AEKJIAPAITUA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC SK. DPMO8./[00711
AAFAPEFMCTPALIAH /5.05.2018
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Canexa ®apmacsiorukanc a.c., Ciosankas PecryGauxa
Hurpuancka 100, 920 27 narosen

CEPTUDUKAT AHAJIM3ZA
Koporax, Tabnerkn, HOKPBITLIC IVIEHOYA 0 060a09K0i1 10 Mr Ne 30

Hata uzrorosnenns: 21/03/2018
INonen mo: 28/02/2021

Cepns: 3070318

HJT JIC-000943-040411

HOKA3ATEJIH HOPMEI PE3VJIbBTATHI
Onucanpe KPYIIbIE IBOAKOBBITYKIBIE CBETIIO-PO3OBOIO COOTBETCTBYET
UBETA TAONIETKY C PHCKOM, MOKPHITHIE
TICHOYHOH 00onoukoit
IopnunuocTs
buconponona gymapar (BXX) Rt(o6pasna) = Rt (crannapra) COOTBETCTBYET
Cpennag mMacca TaBerox 01 0,1520r 10 0,1680 1 0,1599r
Otxnonenns or cpenteit maccs 18/20 rabn. - 1e Gonee + 7,5 %, COOTBETCTBYET
Tabnetok 2/20 Taba. - He Gonee +15% ot
ONpesieIeHHOH cpenneil Macchl
OrxoHenus o cpenHeil Macch Tpeboranne Esp. ®apmaxonen COOTRETCTBYET
[00eI¢HHEIX TabneToK
OnrropomHocTs A03KpoRaHMs Tpebosanne Esp. dapmakonen COOTBETCTBYET
Pacrnianaemocts B Boae He 6ozee 30 mun 2 Mun
Pacteopenne aelicTeyiomero BeliccTBa [He Menee 80% uepes 20 mim (Q 80%) COOTBETCTRYET
(BOXX)
Tlotepsa B Macce npu BLICYIHBaRMU™ He Bonee 6,5% 3,3%
HNocroponnue npuveck (BOXAX)
- Ilpumecs A He bonee 0,5% 0%
- lpumecr E He Douee 0,2% COOTBETCTEYET
- lpumecs G He Gonee 0.5% 0,06 %
- [Tpumeck L ne Oonee 0,5% COOTBETCTEYET
~ Ennnyanas nennenmudiminposannas  [se Gonee 0.2% <0,05 %
npHMech
- Cymma Beex npumeceit He bonee 1,5% 0,06 %
Myikpobuonoruyeckas uncrora - 1., XII, xateropus 3A COOTBETCTBYET
KomsecrsenHoe onpenenenue
buconponona dymapar & 1 Taba. 01 9,50 Mr 10 10,50 mr 9.80 Mr

*Ioxazatenb MokeT OTCyTcTEOBaTh B cepruukare abamnza (GupMel Komnanms rapa’THpyeT KauecTBO
IIpenaparta No AaHHOMY NOKa3aTemo.

SAKTIOYEHUE: Cootserctayer TpeboBanmnam cnenuduKaluy.

31eck 5 MONTBEPIKIAIO, UTO NPUBENCHHAS BHILLE MHQOPMANYA ABIRETCS NPABUALHON M TOYHOI. HMannaa cepus
NpOAYKTa FApOM3BeIeHa, BKiOYadg YNaKOBKY/M2PKMPOBKY M KOHTpO/b KayecTBa, Ha YKa3aHHOH HIDKe
IIpOM3BOACTEEHHON NJOMIAAKE B HOMHOM COOTBETCTEBMH TpeGoBannsM GMP MecTHOrO PErMCTPALIOHHOTO
OpraHa H 3aperuCTPUPORAHHON Ha phIHKe CTpaHbI-UMIIOpTepa cneHHdMUKALMY HiN HOPMATHBR&ULAOKYMEHTALHH
Ha NPOOYKT AN HCCNEAYEeMEIX MeIMLMHCKMX npenaparos. 3anucu npomso,ucraeﬁno%&ﬁ{’ g;.’ge‘éca;ﬁyﬁggglsm H
AHajn3a NPOBEPEHB! H NPU3HAHE! COOTBETCTBYIOLMH Tpebosannam GMP. £ R

Pewenne: Bomyien 26/04/2018

RUS-CoA-S5-0013 v.1.0 AD «Canothu Poccusy

P
Aapec: 125009, Mockea, ya. Tespcran, 22. Ten.: (485) 724-1400. axc: {495) 721-1411. www.sanofi.ru iy i
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Certificate of analysis

Saneca
Pharmaceuticals

Frodict CORONAL
Product number 12004763 Batch LIMS HYV 642602
Baich number 3070318 Released quantizy 43920 PACKS
Dosage strength 10 mg
Dosage foim film-coated 1ablets
Packaging size 30 1b! fim Date of analysis 17.04.2018
Manufacture. dare 21032018 Specification LS-000943-040411
Expiry date 2R.02.2021 Marketing authorisation LS-000943
Tmporting couritry Russia No.
Test Limits Results
Appearance
-Description light pink round bicanvex film complies
coated tablets hatf-scored
Identification
Bisoprolol fumarate (HPLC) identical RT positive
Average weight of 1 tablet 0.1520 210 0.1680 ¢ 0.1590 ¢
Nass variation 1820 thl. NMT = 7.5 %, complies
2/20 thl. NMT £ 15 % from
determined average mass
Uriformity of mass of divided 29 subunits: 85-115 % complies
{ablets max. 1 subunit: 75 -125 %
from determined average mass
Uniformity of dosage units
Content uniformity of whole AV (10 tbL) S Li=15.0 or complies
tablets AV (30 tbl.) <L1=15.0 and
xi <0.75; 1.25M>
Disintegration fime in water NMT 30 min 2min
Dissolution active substance
{HPLQ)
Afier 20 min. (Q=80%) NLTBS % 92,92,95:102;93:92 %
Loss on dryving NMT 6.5% 33%
Purity HPLC
Impurity A NMT0.5% 0%
Impurizy E NMT 0,2% ND
fmpurity G NMT0.5% 0.06 %
Impurity L NMT 0.5 % ND
Any other impurities NMT 0.2 % <0.05 %
Sumi of impurities NMT 1.5 % 0.06 %
Microbiolagical quatity
- GF XII, category 3A
Total aerabic bacteriz NMT 10060 CFU/g 8 CFl/g
Total Fungi NMT 100 CFU/g O CFup
Absence of Escherichia coli absencein 1 g negative
Conient HPLC
Bisoprolo! famarate in | thl. 9.50 mg 10 10.50 mp 9.80 mg

Saneca Pharmaceuticals a.s, - Nitranske 100 - 8201 27 Hiohovec
Teil (+421) 33 738 1494, Fax (+421)32 730 0
ICO 46 833 323 - ¢ DPH' SK2023500847 - Tatrabankz 2.5, - & 4 2920423416/1100

Giranay wg816: Ortpsoehs Sufu Tamna O5%ed 5o Vigdie Snlz 10401

- Blovenska republike

820, E-miafl: saneca@sanecs.com - VWW.SENECR.Com
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Certificate of analysis

Product CORONAL
Froduct number 12004763 Barch LIMS HY 642602
Batch number 3070318 Released quantity 43920 PACKS
Dosage strength 10 mg
Dasage form film-coated tablets
Packoging si-e 30 thi fim Bate of analysis 17.04.2018
Manufacture dare 21.03.201% Specification : L8-000943-040411
Expiry date 28.02.2021 Marketing anthorisation LS-000943
Importing country Russia No.

Conformity with the specification,

I hereby confirm that the above information is authentic and accurate. This batch of preduct has been manufactured including packagig
and quality contzol at site fully operating in compliance with EU GMP reguirements, the local Regulatory Authority and  the marketing
authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found o be in

compliance with GMP. '

Release for sale

Manufacturing site: Quality control and refease site:

Sanece Pharmaceuticals a5, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hiohovec, Slovak Republic 920 27 Hlohovec, Slovak Republic
Authorisation number ; VL 059/13.2 Authorisation number : VL 059/13-2
GMP Certificate No : SK/A009V/2017 GMP Cetificate No : SK/009V/2017

Certified by QP: FarkaSova Emflia Er/ulf L Certified on: 26.04.2018

Saneca Pharmaceuticals a.s, - Nitianska 0% - 820 27 Hishover - Slovenska republikz

Tel (+421) 33 738 1111, Fax: (+421) 33 730 0880, E-mail: saneca@sansca.com — www £3nsca com
G0 46 833323 - 18 DPH, SK2023550842 - Tatrabarka 5.5 — & © 2520123416:1100

Qbahoiiny tegister Cirgsnths sotu Tmava Odve! Sa Vietks &sts- HEL LT




