AEKJIAPAIINS O COOTBETCTBUUA

JEKJIAPAHT, IPHHAMAIOI WM JEKJAPAIIMIO O COOTBETCTBUH

AO "Canogu Poccun"”

Ceedenun o pezucmpayuu opzanusayuu: Mexcpationnan uncnexyun Pedepanvroti naro20eoti cayxcber Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08,2002,

Adpec: 125009, 2. Mocksa, yn. Teepckaa, 9. 22. Tenechon/thaxc: 8 (493) 721-14-00/ 721-14-11

B nuye: I'enepansueii oupexmop Monxe O.A.

Hosepennoe nuyo: Cmenanos C.C., dogepenrocmyv 6/m om 01.12.2017

3ASIBJAET, YTO
nexapcmeenHoe cpedcmso: Koponan, mabnemxu noxpeimuie nrenounot oborouxoti 5 Mz 10 wm., ynaxoexu

Avetixosvte konmypuvie (3), naury xapmonnvie, PY Ne JIC-000943 om 04.04.2011 (0ama 3amene 09.08.2017)
gvioano AO "Canoghu Poccun", cepun 3681118, napmus 44203 ynaxoeox, 20den oo 31.10.2021, npoussodcmea
Canexa @apmacvromuxanc a.c., Cnosayxas Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27
Hiohovec, Slovak Republic koo OKII[2 21.20.10.146, koo TH B3 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, ungoiic Ne 9085319936 om 15.01.2019

COOTBETCTBYET TPEBOBAHUAM

JIC-000943-040411 uzm. Ne | om 05.06.2013, Nel om 16.08.2013, Me 3-8

JEKJIAPAIIAA I[TIPHHSATA HA OCHOBAHHH

npomoxon ucnsimarnuii Ne 1520 om 22.01.2019 HJI 000 HL] "OAPMOBOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21DJ140, Cepmughuxam POCC SK. OM08.C32004 om 22.01.2019

JEKJIAPAIIMH 22.01.2019
Y[CTBHTEJH)HA J0 31.10. 2021
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CBEJAEHHUA O PETUCTPAIIUA

OPIAH 110 CEPTHOMKAIIHH, 3APETHCTPUPOBABITHN AEKJAPAITHIO

RA.RU.11DM0O8 OPTAH I10 CEPTHOHKALIHH ITPONYKLHH OBLJECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)XHOH HEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxoaa, 0. 4, sm. 5, nom. 1, xom. 1, adpec opzarna no
cepmugpuxayuu: 115280, POCCHA, 20p0d Mockea, ya. Macmepxoaa, 0. 4, sm. 5., men.. (495)788-02-88, eeb-
caiim: oyxx.pe.

TEKJAPAIIAA O COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU J-SK. ®M08.A. 13334/19
.[IATA PEI‘HC’I‘PAIIPIH 22.01.2019
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Saneca
Pharmaceuticals

Buconponona dymapar (BIXX)
Cpeanss macca TabneTox
OAHOPOAHOCTE O3HPOBAHMA MO Macce

OAHOPOAHOCTE MAcChl NONOBHHOK
Tabnerok

OaHOPOAHOCTE AOIHPOBAHMA

OIHOPOIHOCTL N03MPOBAHKA LIENOH
TABNEeTKH MO CONEPHAHHID

Pacnanaemoctt B Boae
PacrBopeHHe AKTHBHOI
dapmauepTHueckol cybeTanuun
(BIWX)

Yepes 20 muu (Q = 80 %)
[MoTepa B Macce MpH BRICYUWHBAHKUH
Mpumecs (BINX)

[Mpusecs A

Mpumecs E

lpumecs G

IMpumecs L

Jiobaa apyras npumecs

Cymma npumecedi
MukpobHonorinueckan YHCTOTA

- M'®XII, kateropust 3A

Obuee yucno arpobueix

MHKpOOpraHH3MCB

Obwee yucno rpubos

Orcyrersue Escherichia coli
KoauvecTBeHHoe onpedenente BIMKX

Buconponona ¢ymapar B 1 Tabn,

BY (o6pa3ua) = BY (craugapra)
0,1520-0,1680 r

18/20 tabn. ne Honee + 7,5 %,
2/20 Tabn. e Gonee = 15 % ot
YCTAHOBACHHOM CPeaHEN Macchl
29 eauuni: 85115 %

makc. | enuHnua: 75-125 %

OT YCTAHOBNEHHOMH CpeliHel Macchl

AV (101abn.) £ L1 = 15,00 unu

AV (30T1abn)<L1=1500wn

xi He meHee 0,75M M ue Gonee 1,25M
He Gonee 30 muu

He menee 85 %
He Gonee 6,5 %

He Gonee 0,5 %
He Gonee 0,2 %
He Gonee 0,5 %
He 6onee 0,5 %
He Gonee 0,2 %
He Gonee 1.5 %

He Gonee 1000 KOE/r

He Gonee 100 KOE/r
Ortcyrcrere B I

4,75-5,25 mr

Hpodyxm KOPOHAJ
Hoxep npoodykma 12004764 Cepun LIMS HV 651258
Hoxep cepuin 3681118 Pazvep evtnyuennoi cepuit 44 203 YTIAKOBOK
Ho3uposra SwMmr
Jexapcmeennan gopya TaBAETKH, MOKPLITHIE NACHOYHOH
ofonoykoii
Pazmep ynaxosxu 30 Tabn. Hama npogedenun ananuza 13.12.2018
Hama npousscdcmsa 26.11.2018 Creyugurayus JIC-000943-040411
dama ucmevenun cpoxa zoorocmu 31.10.2021 Pezucmpayuonnoe yoocmogepenue No JIC-000943
Cmpana-umnopmep Poccus
HenwiTanue Hopmbi Pe3yneTaThl
Onucanue
Onucanne TabneTkH Kpyrable ABOAKOBBINYKALIE CBETN0- |COOTBETCTBYET

PO30BOFO LBETA C PUCKOH ANS OCNCHUN HA [BE

4acTH, NOKPBITEIE NIeHOYHOH oGonoukoii
MoanuHAOCTL

ROJIOMUTENBHBIR pe3ynbTaT

0,159 r
COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

2 MuH

101; 103; 100; 99; 101,98 %

35%

H/C
H/O
0,09 %
H/O
<0,05 %
0,09 %

0 KOE/r

0 KOE/T
OTPHULATENBHO

4,88 mr

«(Canena @apmaceloTHRAIC a.cr - HuTpiancka 100, 92027, ['aorosen, Caopaukan PecnyBonwa
Tea (+421) 33 736 1111, @ake (+421) 33 730 0890. E-mail; saneca®saneca.com - WWW.saneca.com
ICO 46 833 323 - IC DPH SK2023599842 - Tartabanka a.s — c.u 2920123416/1100
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Ceprudukar ananmnsa

TIpodyxm KOPOHAJ
Homep npodyxma 12004764
Homep cepun 3681118
Hosupoexa 5wMmr
Sexapcmeennan dhopsya

oBonoykoi
Pazvep ynarosku 30 7abn.
Hama npouzeodemea 26.11.2018
Hama ucmevenun cpoxa zoonocmu 31.10.2021
Cmpana-usinopmep Poccua

TabNETKH, NOKPBITHIE NIEHOYHOH

Cepun LIMS HV 651258

Pazatep euinyujenot cepun 44 203 YITAKOBOK
Lama nposedenus anarusa 13.12.2018
Creyugpurayusn JIC-000943-040411

Pezucmpayuonnoe yoocmoeepenue Ne JIC-000943

COOTBETCTBYET TpeﬁosauuaM HOpMaTHBHOﬁ AOKYMEHTAUHN.

HacToaunm 8 noateep:aaio, 4To BeILLEYKasaHHad HHpopMaLus ABAAETCS BEPHOH W T04HO#. [TponsBoacTBO AaHHOH cepHi MpoaYyKTa,
BKMIOYAA YNAKOBKY H KOHTPONb KAa4€CTBA HA COOTBETCTBYIOWHX 00beKTax, NonHOCTEIO cooTeercTryeT Tpebosanuam GMP EC u
MECTHBIX PETYNIATOPHBIM OPraHoB, a TAKKE HOPMaM, YKa3aHHBM B PETHCTPAUHOHHOM YAOCTOBEPEHHH CTpaHbl-HMOOPTEpa. 3anucy o
MPOH3IBOACTEE, ¥IAKOBKE M AHANKIE cepHH OBbIIM NPOBEPEHBI M NIPH3HAHBE
cooTBETCTBYIOWHMI TpeGopanusm GMP.

l'lpomnoncmenuan nnowasKa:

«Canexa apmacbioTHKANC a.c.», Hutpuancka 100
92027, 'noroeeu, Cnosaukas PecnyGnuka
Peructpaunonnbtii Homep: VL 059/13-2
Ceptudmrar GMP Ne: SK/G09V/2017

¥YT1Bepxaeno, ynoaHoModeHHoe auue ['ynawesa Mapus

Paipeweno k nponase

MecTo BLIRYCKS H KOHTPOJIA KAYECTBA:

«Caneka dapmaceloTHranc a.c.», Hurpuancka 100
92027, I'noroseu, Criopaukas PecrtyGnnxa
Peructpaunonuwiii nosmep: VL 059/13-2
Ceprutukar GMP Ne: SK/009V/2017

Jata: 09.01.2019

«Canexa @apuacswTukane a.c.» - Hurpuancka 100, 92027, Faorosen, Chopankan Pecnybinka
Ten (+421) 33 736 1111, ®arce (+421) 33 730 0890. E-mail: saneca@saneca.com = www.Saneca.com
ICO 46 833 323 - 1C DPH SK2(23599842 - Tartabanka a.s - c.u 2920123416/1100
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Certificate of analysis

Product CORONAL
Product number 12004764 Batch LIMS HYV 651258
Batch mumber 3681118 Released quantity 44203 PACKS
Dosage streugth S5mg
Dosage form film-coated tablets
Packaging size 30 thl, Date of analysis 13.12.2018
Manufacture date 26.11.2018 Specification L3-000943-040411
Expiry date 31.10.2021 Marketing authorisation LS-000943
Importing country Russia No.
Test Limits Results
Appearance
Description light yellow round biconvex complies
film coated tablets half-scored
Identification
Bisoprolo} fumarate (BPLC) identical RT positive
Average weight of | tablet 0.1520 g100.1680 g 0.1591 g
Uniformity of mass 18/20 1bl. NMT £ 7.5 %, complies
2720 (bl 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 units
Content uniformity of whole AV(10tbl.)<Li=1500r complics
tablets AV (30 tbl.) <L1=15.0 and
xi <0.75; 1.25M>
Disintegration time in water NMT 30 min 2 min
Dissolution active substance
(HPLC)
Afier 20 min. (Q=80%) NLT 85 % 101;103;100;99;101;98 %
Loss on drying NMT 6.5 % 35%
Purity HPLC
Impurity A NMT 0.5 % ND
Impurity E NMT 0.2 % ND
Impurity G NMT 0.5 % 6.09 %
Impurity L NMT 0.5 % ND
Any other impurities NMT0.2% <0.05 %
Sum of impurities NMT 1.5 % 0.09%
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0CFU/g
Total Fungi NMT 100 CFU/g 0 CFU/g
Absence of Escherichia coli absencein i g negative
Content HPLC
Bisoprolol fumarate in 1 tbl. 4.75mgt05.25 mg 4.88 mg

Sanece Pharmacauticals ».5. - Nitriangka 100 - 820 27 Hiohovec - Slovenska republika
Tel: {+421) 33 736 1111, Fax; (+421) 33 730 0880, E-mait: sanecafPsaneca.com - www saneca com
IO 46 833 323 - L DPH 8K2023599842 - Tatrabanka a s, - & i 29201234181 100
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Certificate of analysis

o Saneca
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Product

Product number
Batch number

Dosage strength
Dosage form
Packaging size
Manvfacture date
Expiry date
Importing country

CORONAL

12004764
3681118

Smg
film-coated t
30 tbl.
26.11.2018
31.10.2021
Russia

Batch LIMS RV
Released quantity

ablets
Date of analysis
Specification

Marketing authorisation
No.

651258
44203 PACKS

13.12.2018
LS5-000943-040411
LS-000943

Conformity with the specification.

Ihereby confirm that the above information is authentic and accurate. Th

is batch of product has been manufactured including packaging

and quality control at site fully operating in compliance with EUJ GMP requirements, the local Regulatory Authority and the marketing

authorisation of the importing country. The batch processing, packaging and an

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hichovec, Slovak Republic
Authorisation number : VL 059/13-2
GMP Centificate No : SKA09V/2017

compliance with GMP.

Relense for sale

alysis records were reviewed and found to be in

Quality vontrol snd release site:

Saneca Pharmaceuticals s.s, Nitrianska 100
920 27 Klohovec, Slovak Repubtic
Authorisation number: VL 059/13-2
GMP Certificate No : SK/009V/2017

Certified by QP: Guladovd Méri% Certified on:

£

&

Ssaneca Pharmaceuticals a.s. - NHrianska 100 - 20 27 Hiohovee - Siovenska rapublika
Tel: (+421) 33 736 1111, Fax: (+421) 33 730 0890, E-mall: saneca@saneca.com — www.Saneca,com

K00 46 633323 - 1€ DPH $K2023590842 - Tatrabanke 8.5, ~ & u 2020123416/1100
Obchoani regetier Okresodha sodu Trmass Odmt Ga Viotks Esio 106017

09.01.2019




