JEKJIAPATIUA O COOTBETCTBHH

JEKJIAPAHT, IPUHUMATOI AN JEKJIAPAITMIO O COOTBETCTBHH

AQ "Canoghu Poccun"

Csedenus o pezucmpayuu opzanuzayuu: Mexcpaiionnan uncnexyus Qedepanvroii Haro2o6ot cayxicovt Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npucsoenus OI'PH 19.08.2002.

Aodpec: 125009, 2. Mockea, ya. Teepckan, 0. 22. Tenegpon/cpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanohsiii dupexmop Monxc O.A.

Hoeepennoe nuyo: Cmenanos C.C., dosepennocms 6/n om 01.12.2017

3AABJAET, UTO

nexapcmeenHoe cpedcmeo. Koponan, mabnemxku nokpeimere nienoyroi obonouxou 5 m2 10 wum., ynaxoexu
Ayeiikogole koumyprute (10), nauxu kapmonnote, PY Ne JIC-000943 om 04.04.2011 (0ama 3amenvt 09.08.2017)
avtoano AO "Canogu Poccun”, cepusn 3030119, napmus 13163 ynaxosox, zo0en 0o 31.12.2021, npouzesdcmsa
Canexa @apmacwviomuxarc a.c., Cnosayxan Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27
Hlohovec, Slovak Republic xoo OKIIJ2 21.20.10.146, koo TH B3] 3004900002, xonmpaxn Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085323603 om 15.02.2019

COOTBETCTBYET TPEEOBAHHUAM
JIC-000943-040411 uzm. Ne 1 om 05.06.2013, Nel om 16.08.2013, Ne 3-8

JEKJIAPAIINA TTIPUHATA HA OCHOBAHHH
npomoxon uchuimanuii Ne 5060 om 26.02.2019 H/I 000 HI] "®APMOBOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21®J140, Cepmucpuxam POCC SK. ®M08.C34733 om 26.02.2019

JATA TIPUHATHS JEKJIAPAITUH 26.02.2019
A A].[HH JEUCTBHUTEJBHA J10 3/.12.2921

Crenanon C.C.

r% ©.H.O

Vsl
CBEJAEHUS O PETUCTPAIIIHA

OPTAH 10 CEPTUO®HKAIIMH, 3APETUCTPHPOBABIIHI JEKJIAPAITAIO

RA.RU. 11dMO8 OPTAH ITO CEPTHOHKALIHH TPOAYKIIHH OFLECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XHOH [JEHTP KOHTPOJIA KAYECTBA",

aopec opzanusayuu. 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. 1, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, zopod Mockaa, yn. Macmepxoea, 0. 4, am. 5., men.: (495)788-02-88, ee6-
catim: oykr.pg.

AEKJAPALIAS O COOTBETCTBHH 3APETHCTPHPOBAHA N POCC RU J-SK.@M08.A.17020/19
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Saneca

Pharmaceuticals
Crpannna 1 m3 2
Ceprnduxar ananusa
Hpodyrm KOPOHAJI
Homep npodyxma 12004762 Cepus LIMS HY 652087
Homep cepuu 3030119 Pasvep eximpnyennoli cepuu 13 163 ¥TIAK.
Hosupoexa 5wMr
Jlexapcmeennan hopma TabNeTKH, NOKPLITHIE NIEHOYHOH
obonouxoif
Pasmep ynavosru 100 Tabn. Hama nposedenus ananusa 17.01.2019
| Jama npoussodcmea 02.01.2019 Creyughurayun JIC-000943-040411
 Jama ucmevenun cpoxa zodnocmu  31.12.2021 Pezucmpeuonnoe yoocmosepenue Ne  JIC-000943
Cmpana-umnopmep Pocchs
HcnsiTanne Hopmbl PesyabTatsl
Onncanne
Onucanne TabneTkn KpyTIIble ABOSKOBLITYKTEIE COOTBETCTBYET

CBETIIO-PO30BOTD UBETA C PHCKOH Jns
HeAeHNA Ha ABE YACTH, NOKPUTEIE
nnenoyHoH obonoukol

IoannuHocTh

Buconponona dymapar (BIMX) BY (ofpasua) = BY (craunapra) NOROKHUTEALABE DEIYNLTAT
Cpenssaa Macca rabnerok 0,1520-0,1680 r 0,1601
OmnopoanocTs HOIHPOBAHMA 110 Macce 18/20 Tabn. e Gonee + 7,5 %, COOTBETCTBYET

2/20 Tabn. He Gonee = 15 % or

ycTaHOBAeHHON cpeaHel Macckr
OxHOPOAHOCTL MACCH! NIONOBHHOK 29 ey 85-115 % COOTBETCTBYET
Tabnerok maxc. 1 ezunmna; 75-125 %

OT yCTaHOBREHHOH cpeadefi Macch
OnnopoaHocTL A03NPOBAHNA
OnHOpOZHOCTE NO3NPOBAKMA LIET0H AV (10 Tabn.) L1 = 15,00 wmn COUTBETCTBYET
TalNeTKH NO COAEPKEHHIO AV (30 Tabn.)<LI=1500u

xi ne menee 0,75M u ne Gonee 1,25 M

PacnmanaemocTh B Bofe He 6onee 30 Mun 1 Mun
Pactsopenne akTHBHO#H
$apmanesTHueckoli cybeTanuny
(BIXKX)

Yepes 20 mun (Q = 80 %) He menee 85 % 100; 99; 103; 102; 100; 102 %
Tlorepa B Macce NpH BHICYINMBAHHK He Gonee 6,5 % 3,4%
Ipumect (BIKX)

Tlpumecs A He 6onee 0,5 % H/O

Hpumecs E He Gonee 0,2 % H/O

IprMece G He 6onee 0,5 % <0,05 %

Ipumecs L He Gonee 0,5 % H/OQ

Jlwban npyras npHMech He Gonee 0,2 % <0,05 %

Cymma npumeceis He Gonee 1,5 % 0,05 %
MuxpoGnonoruteckan yncrora

- I'®X1, xareropus 3A

Obmee uHCeNO A5pOBHED He Gonee 1000 KOE/r 0KOE/r
MHKPOOPTraHW3IMOB
O6mee uncno rpubos He 6onee 100 KOE/r 0KOE/r
Orcyrersue Escherichia coli OrcyrcTeHeB 1 1 OTPHLIATENLHO
KonuuecTeeHHoe onpenenenne BIKX
Buconponona dymapar B 1 Tabn. 4,75-5,25 Mr 5,15 wr >

«Canera GapmackioTRRAAC 8.¢.» - Hurpuanewa 100, 92027, Thoropey, Crosankas Pecnybanxs

Ten (+421) 33 736 1111, Paxce (+421) 33 730 0890, E-mail: saneca@sancca.com ~ www.Sances.com

ICO 46 833 323 — IC DPH SK2023599842 - Tartubanka 2.5 — c.u 2920123416/1100




Saneca

Pharmaceuticals
Crpannua 2 uz 2

Cepruduxar anaansa

Tipodyxm KOPOHAN

Homep npodyxma 12004762 Cepus LIMS HV 652087

Homep cepuu 3030119 Paamep exnymennosi cepuu 13 163 VI1AK.
Hozuposxa 5wMr

Jlexapcmeennan gpopma TabneTky, NOKpLITLE

nnenovtol obonoukod

Pazmep ynarosxu 100 TaGn. Hama nposedenus ananusa 17.01.2019

 Hlama npoussodcmea 02.01.2019 Creyughmeayun JIC-000943-040411
Hdama ucmevenun cpoxa zodvoemu  31,12,2021 Pezucmpayuonnoe ydocmosepenue Ne JIC-000943
Cmpana-usnopmep Poccus

| CooTBeTCTBYET TpeGoBAHNIM HOPMATHEHOM NOKYMEHTALHA.

Hacrosuwm 2 noATBEpsKAAIO, YTO BLINEYKAIAHHAA HHPOPMALIA RBAACTCS BepHO} 1 TouHeH. TTpoHsroncTBO ABHHOK CEPHH NPOAYKTH,
BKIIOA YTIAKOBKY # KOHTPOJIE KAYECTBA HA COOTBETCTRYIONWX OGBEKTAX, NOAHOCTEIO COOTBETCTBYET TpebopauaM GMP EC n
MECTHLIX PErY/STOPHLIM OPraloB, 2 TAKOKE HOPMaM, YKA3AHHEIM B DETHCTPAUHOHHOM YOCTOBEPEHHH CTPAHbI-HMIIOPTEpa. 3amHCH 0
TIPOM3BOACTEE, YNAKOBKE H AHANHIE CEPHM G4 NPOBEPEHE! H NPHIHAHDI

COOTBETCTBYIOMHMY Tpefoparmam GMP,

Pa3pemeno k nponaxe

IlponsBoacTBerAan maoIagKa: Mecro BEINyCKa 15 KOHTPONS KAYECTBA:
«Canexa ®apMachioTakanc a.c.», Hurpuancxa 100 «Caneka ®apmacbioTnranc a.c.», Hurpaancka 100
92027, I'norosen, Crosaxas PeciyGnika 92027, I'noroeen, Cnopauxas PecnyGmika
Perncrpaivonseri nomep: VL. 059/13-2 Perncrpamonusiit HoMep: VL 059/13-2
Cepruguxar GMP Ne: SK/A009V/2017 Cepraguxar GMP Ne: SK/009V/2017
YrBepxneno, ynonnomoyentoe muuo Gapracosa Svuma Jara: 08.02.2019

«Canera QapmackioTHKanC 8.¢.» - Herpuaucsa 100, 92027, Tacronen, Cropaucas Pecnybanka
Ten (+421) 33 736 1111, ®axrc (+421) 33 730 0890, E-mail: saneca@saneca.com — Www.,Sanecs.com
ICO 46 833 323 - IC DPH SK2023599842 - Tartabanka a.s ~ c.u 2920123416/1100




Page 10f2

Certificate of analysis

Saneca
Pharmaceuticals

Product CORONAL
Product number 12004762 Batch LIMS HY 652087
Batch number 3030119 Released quantity 13163 PACKS
Dosage strength S5mg
Dosage form film-coated tablets
Packaging size 100 thl, Date of analysis 17.01.2019
Manyfacture date 02.01.2019 Specification LS-000943-040411
Expiry date 31.12.2021 Marketing authorisation L5-000943
Importing country Russia No.
Test Limits Results
Appearance
Description light yellow round bicanvex complies
film coated tablets, half-scored
Identification
Bisoprolol fumarate (HPLC) identical RT positive
Axverage weight of 1 tablet 0.1520 g tv 0.1680 g 0.1601 g
Uniformity of mass 18/20 o). NMT + 7.5 %, complies
2/20 thl. NMT = 15 % from
determined average mass
Uniformity of mass of divided 29 subunits: 85-115 % complies
tablets max. | subunit: 75 -125 %
from determined average mass
Uniformity of dosage unirs
Content uniformity of whole AV (10thl.)y<L1=150or complies
tablets AV (30 1b].) <L1=15.0 and
xi <0.75; 1.25M>
Disintegration time in water NMT 30 min 1 min
Dissolution active substance
(HFLC)
After 20 min. (Q=80%) NLT85% 100;99;103;102;1060;102 %
Lass on drying NMT6.5% 3.4%
Purity HPLC
Impurity A NMT 0.5 % ND
Impurity E NMT 0.2 % ND
Impurity G NMT 0.5 % <0,05 %
Impurity L NMT 0.5 % ND
Any other impurities NMT 0.2 % <0.05 %
Sum of impurities NMT1.5% <0.05 %
Microbiological quality
« GF XII, category 3A
Total aerobic bacteria NMT 1000 CFU/g 0 CFU/g
Total Fungi NMT 100 CFU/g 0CFU/g
Absence of Escherichia coli absencein 1 g negative
Content HPLC
Bisoprolol fumarate in ] tbl. 475 mgt05.25mg 515mg
Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hichovet - Slovensks tepublika
Tel: (+421) 33 736 1111, Fax' (+421} 33 730 0890, E-malt $ENeca@sanac.com - www.sanaca.com

IC0: 46 833 323 - K DPH. SK2023500842 - Tarrabanka a.3. - & 1. 2020123416/5100

Otchodny regieter Qlrssnéln s0du Tinavs, Ocdust: Sa, Vindks &ao 1o50uT
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Certificate of analysis

Product

Product ninmber
Barch number

Dosage strength
Dosage form
Pachaging size
Manufacture dare
Expiry date
Importing country

CORONAL
12004762 Batch LIMS HY 652087
3030119 Reieased quantity 13163 PACKS
Smg
film-coated tablets
100 bl Date of analysis 17.01.2019
02.01.2019 Specification LS8-000943-040411
31.12.2021 Marketing authorisation LS-000943
Russia No.

Conformity with the specification.

1 hereby confinm 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

Manufacturing site:

compliance with GMP.

Release for sale

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.5, Nitrianska 100
92027 Hlchavee, Slovak Republic 920 27 Hlohovec, Slovak Republic
Authorisation number : VL 059/13-2 Authonsation number : VL 059/13-2
GMP Certificate No : SK/009V/2017 GMP Certificate No : SK/009V/2017

| i

b
Certified by QP: Farkafovi Emilia [} ‘ Certified on: 08.02.2019
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Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hiohovec - Slovenska republika
Tel: (+421) 33 736 1117, Fax: (+421) 23 730 0800, E-mall: saneca@sanaca.com - www.Sanecs.com

1IE0; 46 £33 323 - IC DPH. SK2023599842 - Talrabanka a.5. — & ¢ 2020123416/1100
Obhodny regrster Giresnbho sidu: Trvva. Oddel Sa. Viotha Bisie’ 108617




