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Ceprudukar ananusza

Tpooykm KOPOHAI
Homep npodyxma 12004704 Cepus LIMS HV 715226
Homep cepuu 3060120 Pazvep eunyugennoii cepuu 88 848 YIIAKOBOK
| {o3uposka Swmr
lexapemeennas opya TalJICTKH, TIOKPLITBIE [UIC1OYHOI
0605104KOi
Pasmep ynaxoexi 30 Taban. Hama nposeoena ananza 10.02.2020
dama npoussoocmea 16.01.2020 Cneyupukeayus JIC-000943-290119
[ lama ucmevenus cpoxa 200no0cmu - 3] 12,2022 Peaucmpayuonnoe yoocmosepenue No JIC-000943
Cmpana-umnopmep Poccus
GMID 682476
ADH, npouyeooumens Buconposnona dymapar - Mosxe Karanana C.JL. Poligono Industrial Sur, Cesar Martinell | Brunet,
12A, 08191 Rubi, Bapcenona, Menanus

Henbrranne Hopmni Pesyabrarn Onenka
Onucanne
Onwucaine Kpyraie asoskosbinyxisie caerio- COOTBETCTBYET COOTRETCTBYET

AKEITOTO 1BeTa TubICTKH ¢ PHCKOI,
NOKPLITHIE IICHOYHO 060104 Koii
Hopaunnoers

buconponona (hymapar (BOAX) BY (o6pasua) = BY (cTanaapra) 110JI0AKHUTEIILHBIH COOTRETCTBYET
pesyanTar

Cpeanss macca ra6ietox 0,1520-0,1680 r 0.1587 r COOTRETCTBYET

OtrkioHenns 0T cpesineii Macen TabieTox 18/20 Tabn. ne Gonee + 7,5 %, COOTBETCTBYET COOTBCTCTBYET

2/20 Taba. e Gonee = 15 % or
YCTAHOBICHHOH cpe/iHeil maccer
Otknonenus ot cpeneii Macens 29 exnnni; 85-115 % COOTBETCTBYET COOTBETCTBYCT
nozenennLx rabierok Make. | esmmnna: 75-125 %

OT YCTAHOBJICHIIOH cpe/iieit Macchl
Oanopoanocrs xosuposanus

OmopoanoeTs 103MpoBanng Leoii AV (10 Tabn.) < L1 = 15,00 uan COOTBETCTBYET COOTBETCTBYET
TabeTkn no conepxanmio AV (30 tabn.) < L1=15,00 u

Xi ne menee 0,75M u ne Gonee

1,25M
Pacnanaemocts B BoJC He Gonee 30 mun 2 MHH COOTBETCTBYET

PacTsopenne axrnsuoii
dapmanesTHyuceroii eyGeTanmm

(BOXKX)
Hepes 20 mun (Q = 80 %) He menee 85 % 99;98;99:100;99:98 % COOTBETCTBYET
Hotreps s macce npu BBICY LIHBAHHH He Gonee 6,5 % 3,5%

Popersenusie npumecn (BYKX)

Ipumecs A He Gonee 0.5 % H/O COOTBCTCTBYCT
Ipumecs, E He 6onee 0,2 % H/O COOTBETCTBYET
Ipumecs G He Gonee 0,5 % <0.05% COOTBETCTBYET
Ipumecs L, He 6onee 0,5 % <0.05%

Emmnnunas nennentudmumposannas He Gonee 0,2 % <0.05%

THIpHMeECH

Cymma npumecei He Gonee 1,5 % <0.05%

Mukpotuonoruueckas uncrora

MukpoGuoaoruucckas uncrora
Enp.®apmak.5.1.4.

«Canera GapMacboTHRANC 2.0 - Hi rpnancka 100, 92027, Cinoronen, Criopankan PecnyGnuka
Ten (+421) 33 736 1111, ®ake (+421) 33 730 0890. E-mail: SANECAESANECA,COM — WWW.SANCCA.Com
ICO 46 833 323 - IC DPH SK2023599842 — Tartabanka a.s — c.u 2920123416/1100
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Cepruduxkar anajnusza

Hpooykm KOPOHAUI
Homep npoovkma 12004764 Cepus LIMS HV 715226
Homep cepuu 3060120 Pazmep sunyujennoi cepun 88 848 YIIAKOBOK
| [losupoera SwMr '
Hekapemeennasn ghopma TaJIeTKH, OKPLITHIE NCHOYHON
060104K0#
Paszmep ynaroexu 30 tabi. Hama nposedernus ananuza 10.02.2020
Hama npoussodcmeaa 16.01.2020 Creyughuraijus JIC-000943-290119
| lama ucmevenus cpoka 2oonocmu 31.12.2022 Pezucmpayonnoe yoocmosepenue Ne JIC-000943
Cmpana-umnopmep Poceus
GMID 682476
ADPH, npouweodumens Buconponona gymapar - Mosxe Karanana C.J1. Poligono Industrial Sur, Cesar Martinell T Brunet,
12A, 08191 Rubi, Bapcenona, cnanus

O06mee ynucno adpoldunix He 6onee 1000 KOE/r 0 KOE/r COOTBETCTBYET
MHKPOOPTanu3MoB
Obmee yneno rpubos He 6onee 100 KOE/r 0 KOE/r COOTBETCTBYET
OrcyteTeue Escherichia coli Otcyrersue s 1 r OTPHIATENBHO COOTRETCTBYCT
Koanuecrsennoe onpeaenenne BIAKX
buconponona diysmapar B 1 tai, 4.75 -5.25 mr 5,13 Mr COOTBETCTBYET
Coorsercryer TpeGoBalnsaM HOPMATHBHOIT MOKYMEHTALNH, —|
Hacrosuum s noarnepsiiaio, 4To BemeyKasalias HHOPMALHA 4 BIseTCH BCPHOH M TOUHOH, 4TO YNIAKOBKA COOTBETCTBYET MAKETaM,

HAXO/IALIMMCA B aKTHBHOM cTatyce B nporpamye Bucra u nepemennas nidiopmauus (nomep cepun, CPOK I'0/IHOCTH H J1aTa
TIPOM3BO/ICTRBA) BEPHbI M PACTIOJIOAKEHE! B COOTBETCTBYIOMMX Nonsx. [Ipon3soactso nanmoii CEPHU NIPOJIYKTA, BKIIOUYAA YIIAKOBKY H
KOHTPOJIL KAYCCTBA HA COOTBCTCTBYIOLNX 0O0BLEKTAX, NOMHOCTLIO COOTBETCTBYET Tpeboranmniym GMP EC u mecThbIX PEryJsTOPHBLIM
OpTaHOB, a TAKKC HOPMAM, yKATAHHLIM B PETHCTPALMOHIOM Y A0CTOBEPCHHH CTPAHLI-HMIIOPTEPa. 3aMHCH 0 NIPOH3BO/ICTBE, YIIAKOBKE H
AHAIM3C CCPHH ObLIIM 1IPOBEPEHLI ¥ TIPHIHAHLI

COOTBETCTBYIOIMME Tpebopannam GMP.

Paspemeno k npogane

Hpﬂli’!BO;’lCTBE}IHaH Jionajaka: Mecro BLINYCKA H KONTPOJIY KAMECTRA:
«Caneka GapMacsioTnkaic a.c.», Hurpuancka 100 «Canexa @apmacsiorukanc a.c.», Hurpuancka 100
92027, I'norosen, Cnosauxan PecnyGnmka 92027, I'norosen, Cnosaikas PecriyGiika
Perucrpanmoniniii nomep: VL 059/13-2 Perucrpaumonnniii nomep: VL 059/13-2
Ceprudpmxar GMP Ne: SK/009V/2017 Ceprudukar GMP Ne: SK/009V/2017

Yreepauieno, ynoanomouenuoe anuo Xonukosa Spocnasa Jara: 10.02,2020

«Canexa GapmacsoTuraic a.c.» - Hurpnancka 100, 92027, Ciorosen, Cropankas PecnyGnuka
Ten (+421) 33 736 1111, Marc (+421) 33 730 0890, E-mail: saneca@saneca,com — Www.saneca.com
ICO 46 833 323 — 1C DPH SK2023599842 — Tartabanka a.s — ¢.u 2920123416/1100
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Certificate of analysis

Product CORONAL
Product number 12004764 Batch LIMS HV 715226
Batch number 3060120 Released quantity 88 848 PACKS
Dosage strength 5 mg
Dosage form film-coated tablets
Packaging size 30 tbl. Date of analysis 10.02.2020
Manufacture date 16.01.2020 Specification LS-000943-290119
Expiry date 3l.12.2022 Marketing authorisation L.5-000943
Importing country Russia No.
GMID 682476
API, manufacturer  Bisoprololi fumaras - MOEHS CATALANA S.L..- Poligono Industrial Sur, Cesar Martinell 1 Brunet, 12A,
08191 Rubi, Barcelona, Spain
Test Limits Results Evaluation
Appearance _
Description light yellow round biconvex film | complies Sisalios
coated tablets,half-scored P
Identification
Bisoprolol fumarate (HPLC) identical RT positive complies
i tablet 0.1587 |
Average weight of 1 table 0.1520 g to 0.1680 g g complies
Uniformity of mass 18/20 tbl. NMT + 7.5 %, complies scvhins
/20 tbl. NMT 15 % from d
determined average mass
Uniformity of mass of divided 29 subunits; 85-115 % complies S
tablets max. | subunit: 75 -125 % P
from determined average mass
Uniformity of dosage units
Content uniformity of whole AV (10thl) <L1=15.0 or complies ’
tablets AV (30 1bl.) <L1=15.0 and complles
x1 <0.75; 1.25M>
Disintegration time in water NMT 30 min 2 min complies
Dissolution active substance
(HPLC)
After 20 min. (Q=80%) NLT 85 % 99;98;99;100;99;98 % complies
; ¢ 0
Loss on drying NMT 6.5 % 3.5% complies
Purity HPLC
Impurity A NMT 0.5 % ND Al complies
Impurity E NMT 0.2 % ND . < sCmplies
L, T TR
Tty o s
Impurity G NMT 0.5 % <0.05 % : 'Q’{mi?iics
Impurity L NMT 0.5 % by caatpi b
.
Any other impurities NMT 0.2 % oy ) %5

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: 46 833 323 - IC DPH. SK2023569842 - Talrabanka a.5. - & U 2920123416/1100

Obchodny register Okrecn, 6ho sudu Treva Oddie!

Sa Vielka tislo: 1060VT
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complies

complies
complies

complies

Product CORONAL
Product mumber 12004764 Batch LIMS HV 715226
Batch momber 3060120 Released quantity 88 848 PACKS
Dosage strength 5mg
Dosage form film-coated tablets
Packaging size 30 thl. Date of analysis 10.02.2020
Manufacture date 16.01.2020 Specification LS-000943-290119
Expiry date 31.12.2022 Marketing authorisation LS-000943
Importing country Russia No.
GMID 682470
API, manufacturer  Bisoprololi fumaras - MOEHS CATALANA S.L..- Poligono Industrial Sur, Cesar Martinell 1 Brunet, 12A,
(8191 Rubi, Barcelona, Spain
Sum of impurities NMT 1.5 % <0.05 %
Microbiological quality
Microbiological purity
Ph.Eur.5.1.4.
Total aerobic microbial count | NMT 10° CFU/g 0 CFU/g
(TAMC)
Total combined yeasts/moulds | NMT 107 CFU/g 0 CFU/g
(TYMC)
Absence of Escherichia coli absencein | g absence
Content HPLC
Bisoprolol fumarate in 1 tbl. 4.75 mgto 5.25 mg 5.13 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.

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100

920 27 Hlohovec, Slovak Republic
Authorisation number : V-15/2019
GMP Certificate No : SK/009V/2017

Saneca Pharmaceuticals a.s. - Nittianska 100 - 920 27 Hiohovec - Slovenska republika

Tel: (+421) 33 736 1111, Fax: {+#421) 33 730 0880, E-mail’ saneca@saneca com - www.5aneca.com

Release for sale

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100

920 27 Hlohovec, Slovak Republic
Authorisation number: V-15/2019
GMP Certificate No : SK/009V/2017

ICO 46 833 323 - IC DPH. SK2023599842 ~ Tatrabanka a.s - & U 2920123416/1100

Ohchodny regisle Okresného sidu Trnava Oodiel Sa, Vielka tisio 106007
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Product

Product number
Batch number

Dosage strength

Dosage form

Packaging size

Manufacture date

Expiry dare

Importing country
GMID

CORONAL

12004764
3060120

5 mg
film-coated tablets
30 tbl.
16.01.2020
31.12.2022
Russia

682476

API, manufacturer Bisoprololi fumaras - MOEHS CATALANA S.L.,- Poli

Batch LIMS HV
Released quantity

Date of analysis
Specification

Marketing authorisation
No.

08191 Rubi, Barcelona, Spain

gono Industrial Sur, Cesar Martinell | Brunet, 12A,

715226
88 848 PACKS

10.02.2020
L.S-000943-290119
LS-000943

Certified by QP:

Holi¢kova Jaroslava

14 " 15
L 1

7 )

Certified on:

: it ska 100
apecs 520 27 Hiohovec
TALEUTERlS: ¢ Slovenska republika
: 1ICO: 46 B33 323

10.02.2020

2 Pharmaceuticals a.s.

¢ IC DPH: 8K2023509842 55

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hiohovec - Slovenska republika
Tel: (+421) 33 736 1111, Fax (+421) 33 730 0890, E-mail; sanecai@saneca com - www.Saneca.com
ICO. 46 833 323 - IC DPH SK20235¢9842 - Tatrabanka a s - & 4 2920123416/1100

Obchodny register Okresneho sidu Trnava, Oddisl Sa Viskks Eisky 10801/T




