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Cepruduxar anaansa
fipodyxm KOPOHAN
Hoxep npodykma 12004765 Cepusn LIMS HV 715224
Hoxmep cepuu 3030120 Pazmep evinvijennol: cepui 22 96 YINAKQOBOK
Hoszupoexa 10 mr
Jexapcmeennas gpopma Tabnerky, NOKPLITHIE NASHOUHOH
obonoukoit
Paszmep ynaxosiu 60 Tabn. Hama npoeedenus anaruza 10.02.2020
| Hama npouszgodcmea 22.01.2020 Creyughurxayun NIC-000943-290119
Hama wcmeuenusn cpoxa zodnocmu 31.12.2022 Pezucmpayuonnoe yoocmosepenue N JIC-000943
Cmpana-umnopmep Pocesn
GMID 682477

ADH, npougeodumens

Buconponona ¢pymapar - Mosxe Karanana CJ1. Poligono Industrial Sur, Cesar Martinell 1 Brunet,
12A, 08191 Rubi, Barcelona, Hcnanna

«Canexa PapyMackiOTHRANC a.¢.» - HnTpuancka 100, 92027, 'aoroseu, Chosauxan Pecnybanka
Ten (+421) 33 736 1111, Dawe (+421) 33 730 0890. E-mail: saneca’a'saneca.com — WWW.SANECA.COM
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HenbiTanue HopMmbl PelynbTarbt Quenka
Onucanne
Onucanve Kpyrible 1BOAKOBRINYKLIE CBETNO- | COOTBETCTBYET COOTBETCTBYET
PO30BOTC LBETa TABNETKH C PHCKOH,
MOKPLITHIE NNCHOUHOH 000MOUKOH.
HoanHHHOCTBL
Buconponona dgymapar (B3XX) BY (o6pa3zua) = BY (crangapra) NONOKHTENBHKIH COOTBETCTBYET
pe3ynbTaT
Cpenuas macca Tabnerok 0,1520-0,1680 r 0,1597r COOTBETCTBYET
OTKNOHEHHA 0T cpedHel Macch! TabneTok 18/20 1abn. ue Gonee = 7,5 %o, COOTBETCTBYET COOTBETCTBYET
2/20 TaGn. e Gonee + 15 % ot
yCTaHOBNEHHOM cpenkedi Macchl
OrknoHeHus ot cpeaHel Macchl NOAETEHHBIX 29 eaunuu: 85-115 % COOTBETCTBYET COOTBETCTBYET
TabneTox Mmaxkc. | enunuua: 75125 %
OT YCTAHOBAEHHOH cpeaHel Macchl
OnHOpoaKOCTE A03HPOBAHKA
ORHOpOAHOCTE A03KHPOBaHUS LieAoit TabneTKH AV (10 Tabn.) =LY = 15,00 unu €DOTBETCTBYET COOTBETCTBYET
N0 COAEPKAHNIO AV (30Tabn)=L1=1500wu
Xi ue menee 0,75M u ne Gonee
1,25M
PacnanaeMocTsb B BOZiE He 6onee 30 muu 2 MHH COOTBETCTBYET
PacTeopenne akTHBHO# GapmanesTHaecKol
cyberanunu (BIHKX)

Yepes 20 muu (Q = 80 %) He menee 85 % 95;93;92;93;94;99 % COOTBETCTBYET
[ToTepsa B Macce NPH BLICYLIHBAHHH He Gonee 6,5 %o 32% COOTBETCTBYET
PoacreeHHble npumeck (BDAKX)

Tpumecs A He Gonee 0,5 % H/O COOTBETCTRYET

TMpumecs E He Gonee 0,2 % H/O COOTBETCTBYET

IMpumece G He 6onee 0,5 %o <0.05% COOTBETCTBYET

[Mpumecs L He 6onee 0,5 %o <0.05% COOTBETCTBYET

Eaunnunas nenaeHtudHuupopansan He 6osiee 0.2 % <0.05% COOTBETCTBYET

NpHMECh

CymMa npumeceii He 6onee 1,5 % <0.05% COOTBETCTBYET
MukpoGuonornueckan 4ucTora

-Epp.®. 5.1.4.

Oobwee yueno apobHBEIX He Goree 1000 KOE/T 0 KOET i COOTBETCTBYET

MHKPOOPraHu3MOB s

OB11ee YHCO APORIKEBLIX W [IECHEBBIX He 6onee 100 KOE/T 0 KOE/p™ Ay, |covTBETCTRYCT
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Ceprujukar anannza

fIpooyxm KOPOHAN

Howep npodyxma 12004765 Cepus LIMS HI 715224

Hoxep cepuu 3030120 Pazvep gonyqennot cepun 22 096 YITIAKOBOK

Hosuposxa 10 mr

Jexapemeennas gopma TabNeTKH, MOKPLITBIE MNEHOYHOH
obonoukoii

Pazvep ynarosku 60 Tatn. Hama nposedenun anarusa 10.02.2020

Hama npouzsodcmea 22.01.2020 Creyjugurayua JIC-000943-290119

Hama ucmewenun cpoxa zoonocmu  31.12.2022 Pezaucmpayuonnoe yoocmosepenue Ne  JIC-000943

Cmpana-umnopmep Poccus

GMID 682477

APH, npouneooumens Buconponona dymapar - Mosxe Karanana C.1. Poligono Industrial Sur, Cesar Martinell 1 Brunet,
12A, 08191 Rubi, Barcelona, Micranus

Koauuectaentoe onpenenenie BIIKX

Buconponona gymapar s 1 Ta6n. 9,50-10,50 mr 10,09 mr COOTBETCTBYET

CooTseTeTBYeT TpeGoBaHnam HOPMATHBHOI JoOKYMeHTaA LM,

Hacroawum s noareepinaio, uro BbILLEY KAJAHHAA HHPOPMAUMS ABNKETCA BepHOH H Tounol, Yro YN2KOBKA COOTBETCTBYET MaKeTaM,
HaXOLAUIMMCA B AKTHBHOM cTaTyce B nporpaMsie Bucta u nepemennas WHPOPMALHS (HOMED CepHH, CPOK FONHOCTH U nata
MPOH3BOACTBA) REPHLI W PACTIONOMEHB] B COOTBETCTBYIOIMX MONAX, Tlpou3BoacTBO NAHHOM cepuu npoaykTa, BKIIO4AR YTaKoBKY H
KOHTPOJIb KAYECTBA HA COOTBETCTBYHOLUMX O6BEKTAX, NONHOCTHIO cooraeTcTByetT TpeSopanuaM GMP EC u MecTHBIX PETYNATOPHBIM
OpraHos, a TAKKE HOPMaM, YKa3aHHbIM B PErHCTPaUHOHHOM YAOCTOBEPEHHH CTPaNLI-UMNOPTEpa. 3alkcK O MPOHIROACTBE, YNaKoBke u
aHaNH3Ee CepHH GLITH TIPOBEPEHBI H MPH3IHAHE! COOTBETCTBYIOWMMH TpeGonannam GMP.

Paspeweno k npoaame

IpoussoncreenHan naomagica; Mecro Beinycia M KOHTpOas KavecTBa:
«Caneka PapMachloTHKanC a.c.», Hutpuancka 100 «Caneka GapMacLIOTHEAIC a.c.», Hurpuaticka 100
92027, Tnoresew, Cnosalikas PecnyGnura 92027, [noropew, Cnopaukas PecnyGnnka
Peructpaunonnuiii Homep: V-15/2019 Peructpanmnonusiii nomep: V-15/2019
Ceprudpukar GMP Ne: SK/009V/2017 Ceprudurar GMP Ne: SK/009V/2017
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CepTnduxar ananuza
TIpodvim KOPOHAJ
Hoaep npodykma 12004765 Cepus LIMS HI’ 715224
Hownep cepun 3630120 Pazyep eotnyugennoii cepun 22 096 YITAKOBOK
Hosuposka 10 mr
Jexapemeennan popma TABNETKH, NOKPLITHIE NAEHOYHOM
obonoukoii
Pamep ynaxoexu 60 Tabn. Hama nposedenun ananuza 10.02.2020
Jama nponzeodcmea 22.01.2020 Creyugpurayus JIC-000943-290119
Hama uemevenun cpoxa zodnocmu 31.12.2022 Pezucmpayuonnoe yoocmosepenue Ne  JIC-000943
Cotpana-usnopmep Pocens
GMID 682477
ADPH, npouneodumens Buconponona diymapar - Moaxc Karanana C.J1. Poligono Industrial Sur, Cesar Martinell | Brunet,
12A, 08191 Rubi, Barcelona, Mchauus

YTBepaaeno, ynonnomosennoe anuo Holickova Jaroslava (nodnuce)  Mara: 11,02.2020

§KAMEC ST Ry
9 %

o

\ Sar'.lo_ﬁ. Russia AO i

AN
:‘\\. 5 5 4

& B
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Saneca

Pharmaceuticals

Certificate of analysis

Product CORONAL
Product number 12004765 Batch LIMS HV 715225
Batch number 3030120 Released quantity 22096 PACKS
Dosage strength 10 mg
Dosage form film-coated tablets
Packaging size 60 tbl fim Date of analysis 10.02.2020
Manufacture date 22.01.2020 Specification L8-000943-290119
Expiry date 31.12.2022 Marketing authorisation L5-000943
Importing country Russia No.

GMID 682477

API, manufacturer

Bisoprololi fumaras- MOEHS CATALANA S.L..- Poligono Industrial Sur, Cesar Martinetl | Brunet, i2A,
08191 Rubi, Barcelona, Spain

Test

Appearance
Description

Identification
Bisoprolol fumarate (HPLC)
Average weight of | tablet

Uniformity of mass

Uniformity of mass of divided
tablets

Uniformity of dosage units

Content uniformity of whole
tablets

Disintegration time in water

Dissolution active substance
(HPLC)
After 20 min. (Q=80%)

Loss on drying

Purity HPLC
Impurity A

Impurity E
Impurity G
Impurity L

Any other impurities

Limits Results Evaluation

light pink round biconvex film complies .

coated tablets,half-scored complies

identical RT positive complies

0.1520gt0 0.1680 g 0.1597 g orlics

18/20 tbl. NMT + 7.5 %, complies .

2/20 tbl. NMT 15 % from complies

determined average mass

29 subunits: 85-115 % complies .

max. | subunit; 75 -125 % complies

from determined average mass

AV (10 bl.) <Li=15.0 or complies .

AV (30 tbl.) <L1=15.0 and complies

xi <0.75; 1.25M>

NMT 30 min 2 min complies

» " " . » o,
NLT 85 % 05;93;92;93;94;99 % complies
o,

NMT 6.5 % Lzl complies

NMT 0.5 % ND Somnlies

NMT 0.2 % ND complies
0,

NMT 0.5 % <0.05 % complies
o,

NMT 0.5 % <0.05 % complies
L)

NMT 0.2 % <0.05% = complies

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hiohovec - Slovenska repubhka

Tel: (+421) 33 736 1111, Fax: (+421}33 730 0B90. E-mail saneca@saneca com = www saneca com

16O 46 833 323 - IC DPH. SK2023599842 - Tatrabankaa s - & 0 2920123416/1100
Dbchadny ragister Ckisandho sudu Tmave Oddest Sa Viokka din 1000177
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Saneca

Pharmaceuticals
Page 2 of 3

Certificate of analysis

Product CORONAL

Product number 12004765 Batch LIMS HV 715225
Batch number 3030120 Released quantity 22096 PACKS
Dosage strength 10 mg

Dosage form film-coated tablets

Packaging size 60 tbl fim Date of analysis 10.02,2020
Manufaciure date 22.01.2020 Specification LS-000943-290119
Expiry date 31.12.2022 Marketing authorisation LS-000943
Imporiing country Russia No.

GMID 6824717

API . manyfacturer  Bisoprololi fumaras - MOEHS CATALANA S.L.,- Poligono Industrial Sur, Cesar Martinell | Brunet, 12A,

08191 Rubi, Barcelona, Spain

: - -
Sum of impurities NMT 1.5 % <0.05 % complies
Microbiological quality
Microbiotogical purity
Ph.Eur.5.14.
Total aerobic microbial count | NMT 10 CFU/g 0 CFU/g .
(TAMC) complies
Total combined yeasts/moulds | NMT 102 CFU/g 0CFU/g .
(TYMC) complies
Absence of Escherichia coli absenceinl g absence el
Content HPLC
Bisaprolol fumarate in 1 tbl. 9.50 mg to 10.50 mg 10.09 mg complies

Conformity with the specification.

I hereby certify that the above information is authentic and accurate, and that the packaging materials used are in compliance with
Artworks in Active Boom in Vista and that the variable information (lot number, expiry date, production date) is correct and located in the
appropriate fields. This batch of product has been manufactured including packaging and quality control at site that is fully functional in
accordance with EU GMP requirements, local regulatory authorities and the marketing authorization of the importing country. Batch
processing, packaging and analysis records have been reviewed and found to comply 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 Hiohovec, Slovak Republic 920 27 Hlohovec, Slovak Republic

Authorisation number: V-15/2019 Authorisation number :  V-13201% ™

GMP Centificate No : SK/009V/2017 GMP Certificate No : SKI‘QG‘)VQOI'I e
£ iJ\ AN Ecreq

Saneca Pharmaceuticals a.s. - Nitianska 100 - 920 27 Hiohovec - Slovenska republika
Tel {+421)33 736 1111, Fax {+421) 33 730 0890. E-mail saneca@saneca com — www saneca com

IO 46 833 323 - IC DPH SK2023599842 — Tatrabanka a s = ¢ v 29201123416/1100
Obchodny regrster Qhrssného sidu Tmava Oddel So Violke &sdo 105007



Saneca
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Certificate of analysis

Product CORONAL

Product number 12004765 Batch LIMS HV 715225

Batch number 3030120 Released quantity 22096 PACKS
Dosage strength 10 mg
Dosage form film-coated tablets

Packaging size 60 tbl flm Date of analysis 10.02.2020
Manufacture date 22.01.2020 Specification LS-000943-290119
Expiry date 31.12.2022 Marketing authorisation LS-000943
Importing country Russia No.

GMID 682477

API, manufacturer  Bisoprololi fumaras - MOEHS CATALANA S.L.,- Poligono Industrial Sur, Cesar Martinell I Brunet, 12A,

08191 Rubi, Barcelona, Spain

Certified by QP: Holi¢kova Jaroslaxfa Certified on: 11.02.2020
)

: Saneca Pharmaceuticals a.s
p ¢ Nitrignska 100
:ﬁ'ﬁ'*l Saneca i 920 27 Hiohovec
BRSE Pramxates © Slovenskd republika

: 1C0: 45833323

IC DPH: SK21123599842 55

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hiohovee - Slovenska repubiika
Tel (+421)33 736 1111 Fax: (+421)33 730 0850, E-mail saneca@saneca com = www saneca com
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