JEKJIAPALIUSI O COOTBETCTBUU

AEKJAPAHT, IPHHUMAIOIUKA JEKJAPAIIUIO O COOTBETCTBHH
AO "Canoghu Poccua”

3apezucmpuposano : Mexcpaiionnan uncnexyus MHC Poccuu Ne39 no 2 Mockee OTPH 1027739079940 om
19.08.2002

Aopec: 125009, & Mocxea, yn. Teepckas, 0. 22. Tenegpon:8 (495) 721-14-00
B auye: lenepanvuviii dupexmop Adavan H.B.
Hosepennoe auyo: Knoxosa FO.C., dosepennocms 6/ om 01.12.2017

3AABJMET, YTO

Aexapemeennoe cpeocmeo. Koponan mabremki nokpsimeie nrenounoti oborouxot 10 me 10 wm., ynarosxu
Avetikosvle Koumypuuie (6), nauxu kapmonnvie, PY No JIC-000943 om 04.04.2011 {oama samenor 09.08.2017)
soroano AQ "Canogpu Poccun”, cepun 3080318, napmus 22113 ynaxosox, z0den do 28.02.2021, HpPOoUIBOOCHBY
Canexa Papmaceiomuranc a.c., Crosayxas Pecnybauxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27
Hlohovec, Slovak Republic, koo OKIT2 21.20.10.146, koo TH B34 3004900002, xonmpaxm Ne
250/40056192/F-2 am 20.10.2010, uneoiic Ne 9085289931 om 03.05.2018

COOTBETCTBYET TPEEOBAHUSIM

JIC-000943-040411 usm. Ne 1 om 05.06.2013, Nel om 16.08.2013, Ne 3-7

JAEKJAPAIIUSA TIPHHATA HA OCHOBAHUU

npomokon uchetmanuit Ne 1304 0 om 15.05.2018 HJI 000 HI] "®©APMOBOPOHA", ammecmam
axkpeoumayuu POCC RU.0001.21®JI40, Cepmucpuxam POCC SK.DMO8.C1382] om 15.05.2018

—

% Knokora 10.C.

/ nbﬂnHCb N0

CBEJEHUSI O PETUCTPALIUN

OPTAH IO CEPTH®HUKAIIHH, 3APETHCTPUPOBABIIHI JIEKJAAPALIIIO 5
RA.RU.11OMO8 OPIAH ITO CEPTHOHKALIHHI ITPOAVKIIHH OBIECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH [JEHTP KOHTPOJIA KAYECTBA"

aopec opeanuzayuu: 115280, 2. Mocwea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, kom, 1, adpec opeana no

cepmuchuxayuu: 115280, POCCHA, 20pod Mocksa, yr. Macmeprosa, 0. 4, sm. 5., men, [(495)788-02-88, set-
caim: oyxkx.pe.

AEKJIAPALIUST O COOTBETCTBUH 3APET'MCTPUPOBAHA M POCC SK.®M08./100712

Hunenxo HU.B.
Pyxosonurens OC
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Canexa ®apmacrioTuxanc a.c., Cnoeanxas. Pecrniybmuxa

Hurpuaucka 100, 92027 T Jaroeen

CEPTH®HKAT AHAJIH3A

Koponan, rabneTku, nokpeirsie mienounoi odon0uKoii 10 mr Ne 60

Harta uarotosnenus: 21/03/2018
28/02/2021

Iozexn mo:
Cepus: 3080318
HII JIC-000943-040411

HOKA3ATEJD HOPMBbI PE3YJBTATHI
Omnucanpe KPYTJIEIE ABOAKOBBINYKIEIE CBETI0-PO3OBOT0 COOTBETCTBYET
UBeTa TaOJIETKH C PHCKOH, NOKPHITbIE
TIAEHOYHON 0605109K 0l
HonnuuuocTs
buconposiona gymapar (BOXKX) Rt{obpazua) = Rt (cTanpapra) COOTBETCTBYET
Cpennss macea tabaerox o70,1520 r 1o 0,1680 0,1578 r
Orknonenns ot cpennedt macch 18/20 1a6x. - ne Gonee + 7,5 %, COOTBETCTBYET
TabneTok 2/20 Tabi. - He Gonee+15% or
OIIpelieNNeHHOH cpennei Macchl
Otrxnonenns ot cpegneii Maccr TpeGoranne Esp. ®apmaxonen COOTBETCTBYET
OOOENICHHEIX TabaeTok
OnxoponrocTs aosuposanng TpeGoranue Eap. dapmakonen COOTBETCTBYET
Pacnanaemocrs B Bosie He Bonee 30 mun 1 muH
PacTeopenue nelicteyiomero eemecrsa |He mence 80% vepes 20 mun (Q 80%) COOTBETCTBYET
(B3XX)
loTeps B Macce npu BbICYLUWBAHKHU* He bonee 6,5% 3,7%
IocToponnne npumecu (BOXX)
- ITpumecs A He 6onee 0,5% COOTBETCTBYET
- lpumecs E He Gonee 0,2% COOTBETCTBYET
- Ipumecy G He donee 0.5% 0.05 %
- Ilpumecs L He Gouee 00,5% COOTBETCTBYET
- Eannimunas vennentudunuposannas  |ne 6omee 0,2% <0,05%
IIPHMECE
- CyMma Beex mpumeceii He Donee 1,5% 0,05 %
Mukpobuonoruveckas uncrora - I ®. XII, xareropus 3A COOTBETCTBYET
Koauuectrensoe onpenencaue
- buconponona dymapar & 1 Tab. oT 9,50 mr o 10,50 mr 9,76 Mr

*TlokasaTent MOMKET OTCYTCTBORATH B ce

npenapara noe AaHHOMY MOKa3aTel.

JAXUTIOYEHHE: Cootrercrayer TpeOoBaHMIM creurgHKan.

3,[160]:: A NOATBEPIKAAND, YTO NpHEEASHHAS BLIIIEC HH

IpOayKTa IIpOH3BeNEHa,

(IPOH3BOACTRCHHON IUIOMIAZKE B NOJHOM COOTBETCTBUH
OpraHa x 3aperdCTPHPOBAHHON Ha PBIHKE CTPaHBI-UMITO
HA TIPOAYKT 1A HCCAENYEMBIX METHLIMHCKMX Tipenap.

aHaJIH3a NPOBEPEHD! U IIPH3HAHBT COOTBETCTBYIOUIMMH TpeboBarnaM GMP.

Petuenne: Boimymen 27/04/2018

RUS-CoA-SD-0013 v.1.0

ST,
W

AQ «CaHodu Poccusy»

5
Agpec: 125008, Mocxea, yn. Teepckan, 22, Ten.: (495) 721-1400. axe: (495} 721-1411, www‘sanoﬁw}.ée{
aYs

ATOB. 3aIIHCH NPOH3BOJICTBEHHOTO np
55

YHOJIHOMOHCHHOB JHuo: Ka Tif,ﬁﬁ

prudukare anaimza Qupmer. Komnanuus rapaHTypyeT KauecTBo

hopmauys senserca NpaBWIPHOH W TOUHOMH. JlaHHas cepus
BKIOYAs  ynakOBKY/MapkHpOBKY u KOHTPOL Ka4ecTBd, Ha VYKAZaHHOH HMKe
Tpebosaram GMP mMecTHoro PErtuCTPALIHOHHOTY
PTepa CneunpHKALMY WIH HOPMATHRHOI BOKYMEHTAUKH

%539%;,{3}2

KOBKH K
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Certificate of analysis

Saneca

Pharmaceuticals

LE-000943-040411

Product CORONAL

Product number 12004765 Batch LIMS HP 642603
Batch number 3080318 Released guantity 22 113
Dosage strength 10 mg

Daosage form fitm-coated tablets

Fackaging size 60 tb} flm Date of analysis 17.04.2018
Manufacture date 21.03.2018 Specificarion

Expiry dare 28.02.2021 Marketing anthorisarion L8-000943
Importing country Russia No.

PACKS

Test Limits Results
Appearance
Description light pink round biconvex film  complies
coated tablets half-scored
Identification

Bisoprolol fumarate {HPLC) identical RT positive
Average weight of | tablat 0.1526 g0 0.1680 g G.1578 g
Mass variation 18/20 thl. NMT 2 7.5 %, complies

2/20 b1 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
Uniformity of dosage units
Content unifonmity of whole AV(10thl)<LI=150 or complies
tablews AV (30 thl) <L1=15.0and
Nt <0.75; 1.25M>
Disintegration time in water NMT 30 min } min
Dissolution active substance
{HPLQ)

After 20 min. (Q=80%) NLT 83 % 102;91:92;91:92:91 95
L.oss on drying NMT 6.5 % 7%
Purity HPLC

Impurity A NMT 0.5 % ND

Impurity E NMT 0.2 % ND

Impurity G NMT 0.5 % (1L.05 %

lmpurity L NMT 0.5 % ND

Any other impurities NMT 0.2 % <0.05 %

Sum of impurities NMT 1.5 % 0.05 %
Microbiological quality

- GF X1, category 3A

Total aerobic bacteria NMT 1000 CFU/g 0 CFuU/g

Total Fungi NMT 100 CFurg 0 CFuU/g

Absence of Escherichia coli absencein I g negative
Content BPLC

Bisoprolol fumarate in 1 tbl. S9.50 mgto 10.50 mg 876 mg

Saneca Pharmaceuticals a.s. - Nirianska 100 - 820 27 Hichoves « Siovensks republika
Teli (+421) 33 730 1111, Fax (+421) 33 730 G890, E-mail: sanecs
K0 45832323 - K OPH: SK2023538842 - Tawsbankams - & 4 282012341624100

DObehasdny rogister Shrashiths wadu Trien Oudiuy B2, Viorka disly 950477

Ersaneca com ~www saneca com




Saneca
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Certificate of analysis

Product CORONAL
Product number 12004765 Baich LIMS HI? 642603
Batch number 3080318 Released guaniity 22113 PACKS
Dosage sirength 16 my
Dosage form film-coated tablets
Packoging size 60 thl fim Date of analysis 17.04.2018
Manufacture dare 21.03.2018 Spec:_ﬁcation L8-000943-040411
Expiry dae 28.02.2021 Marketing authorisation 1.5-000943
Importing 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 imponting country. The batch processing, packaging and analysis records were reviewed and found to be in

comphiance with GMP,

Release for sale

Manufacturing site: Quality control and refease site:

Sancca Pharmaceuticals a.s, Nitrianska 100 Saneca Phanmacenticals a.s, Nitrianska 160
920 27 Hlohovec, Slovak Republic 920 27 Hiohovec, Slovak Republic
Authorisation number : VL 059/ 13-2 Autherisation number : VL 059/13-2
GMP Certificate No SKAD9V2017 GMP Certificate No : SK/009V/2017

_\'};f‘éafaaa '
Certified by QP: Karlovska Marfana Certified on: 27.04.2018

Saneca Pharmaceuticals a5, - Nitrianska 100 - 920 27 Hichovet - Slovenska repubika

Tel: {+421) 33736 111 1. Fax (+421)332 73p 0820, E-matl, sagnenafisaners.com ~ WAAY SERECE.COM
1C0 485 633325 - 1€ DPH BK2023599842 - Talrmbanks a 5. - & & 26201234 161 100

Chehodny registe: Ok resnthe sidu Tenave, O3dier Sz Viedaa dive G054




