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ADPH, npouyeodumens
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Crpanuna 1 w32
Cepruduxar aHannza
fIpodyvkm KOPOHAJ
Homep npodyxma 12004765 Cepus LIMS HV 715224
Hoatep cepu 3020120 Pazmvep ewnyuennoii cepun 22 095 YTTAKOBOK
Hosuposka 10Mr
Jexapcmeennan dropma TAONETKH, MOKPLITBIE NIEHOMHOH
obono4xkoii
Passep ynakogiu 60 Tabn. Hama nposedenun anarusa 07.02.2020
Hama npouzeodcmea 22.01.2020 Creyugpurayun JIC-000943-290119
Hama ucmexenun cpoxa zodwocmu 31.12.2022 Pezucmpayuonnoe yoocmoeepenue No JIC-000943
Cmipana-usmnopmep Poccus
GMID 682477

Buconponona gymapar - Moaxc Karanana CJ1. - Poligono Industrial Sur, Cesar Martinell 1 Brunet,
12A, 08191 Rubi, Barcelona, Mcnauus

OTKNOHEHHA OT cpeaHeH Macchl
noaeneHHbIx Tabnerox

OaHOPOAHOCTE AOIHPOBAHHA

TAGNETKH MO COAEPRAHHIO

HcenbiTanne Hopmur Pe3yabTaThi Ounenka
Onucanue
Onuxcanue Kpyribi¢ ABOAKOBRIMYKABIE CBETI0- | COOTBETCTRYET CDOTBETCTBYET
po30BOTO LBETA TADNETKH ¢ PUCKOH,
NOKPLITEIE
naeHO4HO#H 060104KOiH,
HMoanHuHOCTE
buconposnona ¢pymapar (BIXKX) BY (o6pa3sua) = BY (cTanaapra) NOAOKHTEALHE COOTBETCTBYET
peaynbTar
Cpeanas macca Tabnetku 0,1520-0,1680r 0,1590 r COOTBETCTBYET
OTtkrOHEHHA OT cpeaHeii macen TabieTok 18/20 Tabn. ue Gonee + 7,5 %, COOTBETCTBYET COOTBETCTBYET

OQHOPOAHOCTL A03HPOBAHHA LENOH

1.25M
PacnagaemocTh B BoIE He Gosniee 30 mun 4 muH COOTBETCTBYET
PacTBopenne aKTHBHOIR
¢apmauepThueckoii cyGeTaHUNM
(B3XKX)

Yepes 20 mun (Q = 80 %) He menee 85 % 92,92:92:91;95;92 % CODTBETCTBYET
[Totepsa B Macce NpH BLICY IIMBAHKUU He Gonee 6,5 % 34% COOTBETCTRYET
Poacreennere npumeck (BIXKX)

Mpumeck A He Gonee 0,5 % H/O COOTBETCTBYET

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

MNpumecs G He Gonee 0,5 % <0.05% COOTBETCTBYET

FMpumecs L He 6onee 0,5 % <0.05% =0,

EauHuuHaR HEMAEHTHDHLUHPOBAHHAS He 6onee 0,2 % <0.05%

NIPUMECK

CymMma npuMecei He Gonee 1,5 % <0.05%

2/20 tabn. ve Gonee + 15 % o1
YCTAHOBEHHOH CPEHEr Macchl

29 eauHun: 85-115% COOTBETCTBYET COOTBETCTBYET
Makc. | ennnunua: 75 - 125 %
OT YCTAHOBNEHHO# cpelHel Macckl

AV (10 Tabn.) <L1=15,00 uau COOTBETCTBYET COOTBETCTBYET
AV (30 Tabn)<L1=1500u
Xi He MeHee 0,75M H ne Gonee

«Caunexa @apMaceioTikanc a.c.» - Hurpnanexa 100, 92027, Tnoroseu, Croeaukas PecnyGnuwa
Ten (+421) 33 736 1111, @arc (+421) 33 730 0890. E-mail; sanecaa/saneca.com — www.Saneca.com
1CO 46 833 323 - 1C DPH SK2023599842 - Tartabanka a.s — c.u 2920123416/1 100
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Ceprudukar anaaunza

Tpodykm KOPOHAJI
Howep npodyxma 12004765 Cepus LIMS HV 715224
Hoarep cepuu 3020120 Pazmep eunyujenHol cepui 22 095 YITAKOBOK
Hozuposra 10 Mr
Jlexapemeennan hopaa TabneTKH, NOKPLITLIE MIEHOYHOR
obonoukoi
Pazyep ynaxkoski 60 Tabn. Hama nposedenun ananuza 07.02.2020
Hama npoussedcmea 22.01.2020 Creyughurayus JIC-000943-290119
Hama ucmevenua cpoxa zoonocmu  31.12.2022 Peaucmpayuonnoe yoocmogepenue Ne JIC-000943
Cmpana-usnopmep Poccun
GMID 682477
ADH, npoinyeodumens Buconponona dymapar - Moasxc Karanauna C.J1. - Poligono Industrial Sur, Cesar Martinell I Brunet,

12A, 08191 Rubi, Barcelona, Mcnanua

MHKpOGHOMOrHYECKAR YHETOTA

MHuKpoOHONOrHYEeCKas YHCTOTA
Enp.dapy.5.1.4.
Obee yneno aspoGubix He Gonee 1000 KOE/T 0KQE'r COOTBETCTBYET
MUKPOOPIraHH3MOB
Obmee uucno
NpoxcKeBLIX/nAecHeBbIX rpuios He Gonee 100 KOE/r 0 KOE'r COOTBETCTBYET

Ortcytereue Escherichia coli Orcytersue sl r OTCYTCTBHE COOTBETCTBYET

Konnuecreenuoe onpepenenne B3KX

Buconponona dymapar & 1 Tabn. 9,50 — 10,50 mr 10,04 mr COOTBETCTBYET

COOTBBTCTBY@T TpeﬁOBal-lllﬂM HOpMaTHBHOﬁ AOKYMEHTAUHH,

Hacroaums A noATEEPX A0, YTO BRIWEYKAZAHHAA HHOOPMALHS ABAACTCA BEPHOH U TOYHOH, 4TO YNAKOBKA COOTBETCTBYET MAKETaM,
HaxOoJALIMMCA B AKTHBHOM CTATyce B nporpamMmc Brera n nepemennan vudopmauma (HOMEP CEpHH, CPOK IDAHOCTH ¥ AaTa
MPOH3BOACTBA) BEPHSLI K PACMONOKEHB! B COOTBETCTRYIOUMX NoAsX. [1pon3poacTRO AaHHOH cepHU NPOAYKTa, BKAOYAA YAKOBKY H
KOHTPOJb KAYECTBA HA COOTBETCTBY ILHX O0BEKTaX, MOMHOCTLIO cooTBeTCTBYeT TpebosannaM GMP EC W MeCTHBIX perynaTOpHbIX
OPraHoB, a TaKkxe TpeboBaHHAM PEFPHCTPALMOHHONO YAOCTOBEPEHMA CTPAHbI-UMNIOPTEpa, 3aNUCH O MPOH3BOACTRE, YTIAKOBKE H aHANH3e
cepni 66114 NPOBEPEHDI M NPH3IHAHBI COOTBETCTBY IOWNMH TpeBGoBanuam GMP.

PaipeineHo k npoaaxe

Ipon3BoACTEERHARA NAOWAAKA: MecTo BLINYCKA H KOHTPOAA Ka4ecTBa:
«Caneka PapmackloTHkanc a.c.», Hurpnancka 100 «Caneka ®apmaceioTuxanc a.c.», Hutpuadcka 100
92027, I'noroeeu, Cnopaukas Pecnyfnuka 92027, I'norosen, Cnoralukan PecnyGauxa
Perucrpaudonnstii Homep: VL 059/13-2 Pernerpauvonnsifi Homep: VL 059/13-2
Ceprudmrar GMP Ne: SK/009V/2017 Ceprudmrar GMP Ne: SK/009Vi2017

YTeepxaeno, ynonnomodennoe nuuo INonuukosa HApocnasa Jara: 07.02.2020

daCanera PapsacuioryRaac a.cor- Hurpuancka 100, 92027, [Niorosen, Caosaukan Pecnybanka
Te (+421) 33 736 1111, @ake (+421) 33 730 0890. E-mail: saneca@ saneca.com — www.SAnEca,com
[CO 46 833 323 - 1C DPH SK2023599842 - Tartabanka a.s - ¢.u 2920123416/1100
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Certificate of analysis

Product CORONAL
Product number 12004765 Barch LIMS HV 715224
Batch number 3020120 Released quantity 22095 PACKS
Dosage strength 10 mg
Daosage form film-coated tablets
Packaging size 60 bt flm Date of analysis 07.02.2020
Manufacture date 22.01.2020 Specification L5-000943-290119
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 | Brunet, 12A,
(8191 Rubi, Barcclona, Spain
Test Limits Results Evaluation
Appearance - I
Description light pink round biconvex film comphes :
coated tablets,half-scored CLLICS
Identification
Bisoprolol fumarate (HPLC) identical RT positive complies
Average weight of | tablet 0.1520 gto 0.1680 g 0.1590 ¢ mElics
Uniformity of mass 18720 tbl. NMT £ 7.5 %, complies -
2120 tbl. NMT 15 % from complies
determined average mass
Uniformity of mass of divided 29 subunits: 85-115 % complies complies
tablets max. 1 subunit: 75 -125 %
from determined average mass
Uniformity of dosage units
Content uniformity of whole AV (10tbl)y<L1=15.00r complies complics
tablets AV (30tbl.}=L1=15.0 and :
xi =0.75; 1.25M=>
Disintegration time in water NMT 30 min 4 min complies
Dissolution active substance
(HPLC)
H 0. . " o [l - )
After 20 min. (Q~80%) NLT 85 % 92,92,92:91,95:92 % complies
1 ] 4 % :
Loss on drying NMT 6.5 % 34% complies
Purity HPLC
Impurity A NMT 0.5 % ND complies
Impurity E NMT 0.2 % ND s
Impurity G NMT 0.5 % <0.05 % complies
. <] 0,
Impurity L NMT 0.5 % 0.05 % complies
Any other impurities NMT 0.2 % =0.05 %

Saneca Pharmaceuticals a.s. - Nitnanska 100 - 920 27 Highovee « Slovenska republika
Tel: {+421) 33 736 1111, Fax: (+421) 33 730 0890, E-mail saneca@saneca.com — www.5aneca com

160 46 833 323 - IC DPH $K2023599842 — Tatrabanka a s
Otehodoy reguiter Dkrocnbhn s

€ 4 2820123416/1100
Traes Odsel Sa Viodka by 1080171




. Saneca
P

Page 2 of 3

Certificate of analysis

Product CORONAL

Product number 12004765 Bateh LIMS HV 715224

Batch number 3020120 Released quantity 22095 PACKS

Dosage strength 10 mg

Dasage form film-coated tablets

Puckaging sice 60 1bl fim Date of analvsis 07.02.2020

Manufacture date 22.01.2020 Specification L5-000943-290119

Expiry date 31.12.2022 Mavrketing authorisation L5-000943

Importing counry Russia No.

GMID 682477

AP muanufucturer  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
Microbiclogical purity
Ph.Eur.5.1 4,
Total aerobic microbial count NMT 10° CFU/g 0CFU/'g .
(TAMC) complies
Total combined yeasts'moulds | NMT 102 CFU/ ¢ CFU/ .
(TYMC) . 8 - complies
Absence of Escherichia coli ahsencein | g absence o
Content HPLC
Bisoprolol fumarate in | 1b]. 9.50 mg to 10.50 mg 10.04 mg i

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
Anworks 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.

Rclease 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 Hlohovec, Slovak Republic
Authorisation number : V-15:2019 Authorisation number : V-15/2019

GMP Certificate No : SK/009V/2017 GMP Certificate No : SK/009V/2017

Saneca Pharmaceulicals a.s. - Nitrianska 100 - 920 27 Hiobovec - Slovenska republika
Tel (+421}33 736 117 Fax: (+421)33 730 0890, E-mail. sanecafsaneta Corm — www SHnecs |

1CO 45 833323 - IC DPM SK2023599842 - Tatabankaa s - & i 2920123416/1100
Obchadny vgnstor O resnddn sudy Traava, O'ihet Sa Vielsa Live 100017
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Certificate of analysis

Product CORONAL

Product number 12004765 Batch LIMS HV 715224

Batch number 3020120 Released quantity 22095 PACKS
Dosage strength 10 mg

Dosage form film-coated tablets

Packaging size 60 tbl fim Date of unalysis 07.02.2020
Manufucture date 22.01.2020 Specification L5-000943-290119
Expiry date 31.12.2022 Marketing authorisation LS-000943
Importing country Russiz No.

GMID 682477

APL . manufacturcr  Bisoprololi fumaras - MOEHS CATALANA S.L..- Poligono Industrial Sur, Cesar Martinell | Brunet, 12A.
08191 Rubi, Barcelona, Spain

Certified by QP: Holi¢kova Jaroslava Certified on; 07.02.2020
iz
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Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hiohovec - Slovenska republika
Tel (+421) 33 736 1111 Fax {+421) 33 730 0890, E-mail' saneca@@saneca.com - www saneca com

ICO 46 833323 - IC DPH SK2023599842 — Tatrabankaas - & u 2920123416/1100
Obchodny regeder Okrpandhn sodu Trmava Oddel Sa Violia Blsie 10801/T





