AEKJAPALINSI O COOTBETCTBUM

AEKJAPAHT, IIPHHUMAIOHIAH NEKJTAPAIIUIO O COOTBETCTBHH

AQ "Canogpu Poccus”

3apeeucmpuposano : Mexcpationnas uncnexyus MHC Poccuu Ne39 no 2. Mocxee OFPH 1027739079940 om
19.08.2002

Aodpec: 125009, 2. Mocxea, yn. Teepcxas, 0. 22. Teneghon:8 (495) 721-14-00

B nuye: I'enepanvhviit oupexmop Adavsn H.B.

Hoasepennoe nuyo: Knokosa I10.C., doeepennocnn 6/n om 01.12.2017

3AABJSIET, UTO

Aexapcmeennoe cpedemeo: Koponan mabnemeu nokpoimoie nienounot obonouxoti 5 mz 10 wm., ynaxoexu
Aveiikogsle KonmypHsie (6, nauxku kapmouinie, PY Ne JIC-000943 om 04.04.201] (oama 3amenvr 09.08.2017)
so10a10 AQ "Canogpu Poccun”, cepun 3210418, napmus 22240 ynaxosox, 20den oo 31.03.2021, HPOU3EOACmEy
Canexa Papmacviomuranc a.c., Cnoeayxasn Pecnybaura, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27
Hlohovec, Slovak Republic, koo OKII2 21.20.10.146, koo TH B3I 3004900002, koumparm Ne
250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085289931 om 03.05.2018

COOTBETCTBYET TPEGOBAHUAM
JIC-000943-040411 usm. Ne 1 om 05.06.2013, Nel om 16.08.2013, No 3-7

AEKJAPATIM S ITPUHATA HA OCHOBAHUH
npomoxon wcnstmanuu Ne 1306 0 om 15.05.2018 HJT OO0 HI] "®APMOEOPOHA" ammecmam
axkxpeoumayuy POCC RU.0001.2]1 PJI40, Cepmugpuram POCC SK.@MO8.C13823 om 15.05.2018
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CBEJEHUS O PETUCTPAIIUU

OPT'AH 11O CEPTHOHKAIIHH, 3APETUCTPHPOBABIIHHA NEKJIAPAITHIO

RA.RU.1IOMO8 OPTAH 11O CEPTHOHKALIHH ITPORVKIIHH OBLIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH IIEHTP KOHTPOJIS KAUECTBA"

aopec opzanuzayuu: 115280, 2. Mockea, yr. Macmeprosa, 0. 4, sm. 5, nom. I, ko, 1, adpec opzand no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmeprosa, 0. 4, sm. 3., men, [(495)788-02-88, et
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SANOF

Canexa PapmacsioTukanc a.c., Cliosaiikas Pecny6nuxa
Hurpnascka 100, 9202771 naroeer|

CEPTHO®UKAT AHAJIN3A
Koponan, Taf/ieTkn, DOKpHITHIE NiIeHOUHOI obonoukoii 5 mr Ne 60

Hata uzrotosnenns: 03/04/2018
Tonmew no: 31/03/2021
Cepus: 3210418

HI JIC-000943-040411

HOKA3ATEJH HOPMBI PE3YJIBTATHI
Onuncaune KPYTTibie IBOAKOBBITYKIILIE CRETIO-KENTONO COOTBETCTBYET
LBETa TAGIETKH ¢ PHCKOM, NIOKPBITHIE
M7IeHOYHO# obonoukoii
loanunnocTe
- Buconponona ¢ymapar (BI3KX) Rt(obpaziia) = Rt (cranpapra) COOTBRTCTBYET
- Cpennas Macea 1 tabnetkn ot 0,1520 r no 0,1680 r 0,1568r
- OTKiI0HeHHs OT cpegnell Maccs) TpeGopanue Esp. dapmaxonex COOTBETCTBYET
IIO/IEIEHABIX TadneToK
- OmHoponsOeTE N03MpOBaHHS TpeGosanue Enp. (DapMakoneu COOTBETCTBYET
PacrianaemMocTs B Boze He Gonee 30 mun 1 MUl
PactBopenne neficteyiowmero semectsa [ne menee 80% uepes 20 mun (Q 80%) COOTBETCTBYET
(BIXX)
ToTepst B Macce NpH BhICYIHBAHHA® | He Bonce 6,5% 3.7%
Hocropounne upumecn (BIKX)
- Ilpumect A He Gonee 0,5% 0%
- Ilpumecs E He Sonee 0,2% COOTBETCTBYET
- Ilpumecs G He bonee 0,5% 0,06%
- [Tpumecs L He boxee 0,5% COOTBETCTBYET
~ Enunvunas Hennenmndunuposannas lye Gojee 0.2% < 0,05 %;
TipUMech
- CyMMa Beex nipuMecy He Gosee 1,5% 0,06 %
Muxpo6uonoraueckas uncrora I.®. X1, xateropus 3A COOTBETCTBYET
KonuwecTBennoe onpeaesenne
- Buconponona ¢ymapar B 1 Ta6a. ot 4,75 Mr o 5,25 mr 4,92 mMr

*TlokasaTenth MOXET OTCYTCTROBATb B cepThdukate ayanmsa Gupmer. Komnarus rapaHTUpYeT Kaudectso
Npenapata 1o JasBOMYy 10Ka3aTelro,

3AKJIFOYEHHE: CootserctByer TpeGOBaBHAM ClieHmbuKaimH.

31eck s NOATBEPIKHAIO, YTO NPHBEIEHHAR BbllLe HH(OPMANKS ABNSETCH NMPAaBHILHON ¥ TOYHOM. Hannas
Cepni OpOoHYKTa NPOM3BELEHa, BKIIOMAs YTIakOBKY/MapKHPOBKY M KOMTPOJIb KavecTBa, Ra YKa3aHHOH Hibke
TIPOM3BOACTBEHHON IIOMAJKE B TIOJHOM COOTBETCTBMM TpeGosannaM GMP MeCTHOTO PerMCTpaltHOHHOTO
OpraHa W 3apeTHCTPHPOBAHHOH Ha pEIHKe CTpanbl-uMnoprepa  cNeUMOHMKAUME MM HOPMATHEHOM
ACKYMEHTaU|K Ha TPOMYKT Il MCCHEILYEMBIX MeAMIHHCKHX NpenapaTos. 3amuch NPAWBEOACTBEHHOIO
Tiponecea, ynakoBKH H aHalM3a NPOBEPESHE! K NIPH3HAHBI COOTBETCTBYIOMMMH TpeboBanuiiM GMP; - "™

Pemenue: Brmyinen 30/04/2018

AG «Canotu Poccusy Al
Anpec: 125009, Mockea, yn. Teepckas, 22. Ten.: (495) 721-1400. @akc: {495) 721-1411. mw&&guﬁ.‘rq
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Certificate of analysis

Saneca

Pharmaceuticals

Product CORONAL
Product number 12004766 Barch LIMS HY 643252
Baich number 3210418 Released quantity 22240  PACKS
Dosage strength Smg
Dosage form film-coated tablets
FPackaging size 60 thl. Daye of analysis 17.04.2018
Marntifacture date 03.04.2018 Specification LS-000943-040411
Expiry date 31.03.2021 Marketing aiithorisation L8-000943
Importing counpry Russia No.
Test Limits Results
Appearance
Description light yellow round biconvex complies
film coated tablets,half-scored
ldentification
Bisoprolo] fumarate (HPLC) identical RT positive
Average weight of T tablet 0.1520 g10 0.1680 g 0.1568 ¢
Mass variation [B/20 th]. NMT £ 7.5 %, complies
2720 tb]. NMT = 15 % from
determined average mass
Uniformity of mass of divided 29 subunits: 85-115 % complies
tablets max. ] subunit: 75 -125 9
from determined average niass
Uniiformity of dosage units
Content uniformity of whole AV 0t} <Li=1500r complies
tablets AV (30 t).) 2 L1=150and
X <0.75; 1.25M>
Disintegration time in water NMT 30 min 1 min
Dissolufion active substance
{HPLC)
After 20 min. (Q=80%) NLT 85 9% 96,96,96;94;91,01 %
Loss on drying NMT 6.5 % 37%
Purity HPLC
Impurity A NMT 0.5% 0%
Impurity E NMT 0.2 % ND
tmpurity G NMT 0.5 % 006 %
Impurity L NMT0.5% 0%
Any other impurities NMT 0.2 % <¢.05 %
Sum of impurities NMT 1.5% 0.06 %
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria NMT { 000 CFU/g 0CFUg
Total Fungi NMT 100 CFui/g 0 CFL/g
Absence of Escherichia coli absencein ] g negative
Content HPLC
Bisoprolot fumarate in 1 thi, 4.75 mg to 5.25 mg 492 mg
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Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Highoves - Siovenshi republita

Tel: (+421) 33 738 1111, Fax: (+421) 33 730 0850, E-mai sanesatlisansca.com - www.saness com
IC0- 46 £33 323 - IC DPH. SK2023555842 - Tatrabankz a.s. - £ 0. 20201234161 106
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Sanecs

Pharmaceuticals
Page 2 of2
Certificate of analysis
Product CORONAL
Product rumber 12004766 Batch LIMS HY 643252
Batch number 3210418 Released quamiyy 22240 PACKS
Dosage strength Smg
Dosage form film-coated tablets
Packaging size 60 thi, Date af analysis 17.04.2018
Mamyfaciure date 03.04.2018 Specification LS-000943-040411
Expiry date 31.63.2021 Marketing authorisation £5-000943
dmporting country Russia No.
Conformity with the specification,

1 hereby 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 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.5, Nitrianska 100
920 27 Hlohove, Slovak Republic 920 27 Hlohovec, Slovak Repubiic
Authorisation number : VL 0§0/13-2 Authorisation number ;. VL 059/13.2
GMP Certificate No : SK/A009V/2017 GMP Certificate No : SK/009V/2017
Certified by QP: Holi¢kpva Jaroslava Certified on: 30.04.2018
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Saneca Pharmaceuticals as. - Nariancka 100 - 820 27 Hichovec -~ Slovenska republika
Tel: (+421) 32 736 1111, Fax: {+421)33 720 0890, E-mail saneca@saneca.com — winy sanesacem

ICO 48 833 323 - 1 DPH; SK2023589842 - Tarabanka a5 ~ & 0 2920123416/1500
Qochta ragisier Crsawrdne sirdo Trisye, D3, 55 Visils 2isle 10801HT




