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Cepruduxkar aHaausa

Ilpodyxm KOPOHAJ
Homep npodyxma 12004765 Cepus LIMS HV 715222
Homep cepun 3050120 Pazsep suinyujennol cepuu 44 266 YINAKOBOK
Ho3upoera 5wmr
Jlexapemeenian opya TaBneTkH, NOKPBITLIE NNEHOYHOIT
ofonoykoi
Pazmep ynaxoesxu 60 Tabn. Hama npoeederun ananuza 4.2.2020
Hama npouzsodcmsa 15. 1. 2020 Creyughuxayun JIC-000943-290119
Hama ucmeuenun cpoxa codnocmyu 31,12, 2022 Pecucmpationnoe yoocmogepenne Ne JIC-000943
Cmpana-usmnopmep Poccun
GMID 682478

ADH, npouwgodumens Brconponona dymapat - Moaxc Karanaua C.J1. - Poligono Industrial Sur, Cesar Martinell I Brunet,

12A, 08191 Rubi, Barcelona, Mcnanus

«Canexa ®apmacesioTuraice a.co» - Hiurpugnerwa 108, 92027, Tnorosen, Caronansan Pecnyfinka
Ten (+421) 33 736 1111, @axc (+421) 33 730 0890, E-mail: sanecaf saneca.com — www.saneca.com

1CO 46 833 323 - 1C DPH SK2023599842 - Tartabanka a.5 — ¢.n 2920123416/1100

HenbiTanne Hopmpi Pe3yabTaTnl Ouenka
Onncanue
Onucauue Kpyribie ABOAKOBLINYKILIE CBETAO- | COOTBETCTBYET COOTBETCTBYET
PO30BOIO LBETA TAGNETKH C PHCKOH,
NOKPLITBIE
nineHovHoH o6onoukoil.
MoanasuAOCTL
Buconponona dgymapar (BIXX) BY (o6pasua) = BY (crannapra) RONOKHTENbHbIH COOTBETCTBYET
pesyasTar
CpenHna Macca Tabnetxu 0,1520-0,1680r 0,1579r COOTBETCTBYET
OTKnOHEHHA oT cpenmeii Macchl TabreTok 18/20 Ta6n. He Gonee + 7,5 %, COOTBETCTBYET COOTBETCTBYET
2/20 Tabn. ne Gonee £ 15 % o1
YCTAHOBNEHHOIT cpeanei Macesl
OtknoHenns ot cpegteil Maccol 29 ennnmu: 85 - 115 % COOTBETCTBYET COOTBETCTBYET
noaeneHHbIX TabneTox Maxc. | eaunuua: 75 — 125 %
OT YCTAHOBNEHHOH cpeaHed Macchl
OnHOpoOHOCTL A03HPOBAHKS
OmHCePOAHOCTE JO3HPOBAHHA LIENO# AV (10 Tabn.) <L1 = 15,00 unn COOTBETCTBYET COOTBETCTBYET
TabneTkH no coaepRanuIo AV (30 Tabn.) <L1 = 1500 u
X; He menee 0,75M u ve Gonee
1,25M
PacnapaemocThb B BoAg He 6onee 30 mpn 2 MHH COOTBETCTBYET
Pacteopentie akTHBHOI
dapmanesTuyeckoil cyferanunn
(BXKX)

Yepes 20 mun (Q = 80 %) He Menee 85 % 102;98;101;102;100;97 % |cooTBeTCTBYET
[MoTepsa B Macce NpPH BLICYLIHBAHKH He Gonee 6,5 % 34% COOTBETCTBYET
PoncrBennbie npumMech (BIHCX)

Mpumeck A He 6onee 0,5 % H/O COOTBETCTBYET

[pumecs E He bonee 0,2 % H/O COOTBETCTBYET

IMpumecs G He 6onee 0,5 % <0.05% COOTRETCTBYET

MMpumecs L He 6onee 0,5 % <0.05% 3

EAauHuyHad HeuAeHTHEHUMPOBAHHAR He Gonee 0,2 % <0.05%

MpPHMECE

Cymma npumeceit He Gonee 1,5 % <0.05%
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iIpodyxm

Houxiep npodyxkma
Houxsep cepuin
Hozuposxa

Sexapemsennan hopua

Pazvep ynaxoexu

Hama npouszsodcmea

| flama ucmevenua cpoxa zadnocmu
Cmpana-uvnopmep

GMID
ADH, npourysodumens

KOPOHAJ

12004765 Cepun LIMS HV 715222

3050120 Pazxvep sotnyujennoli cepuu 44 266 YINTAKOBOK
5wMr

TalNeTKH, NOKPLITHIE NASHOYHOH

obonoukoii

60 Tadn. Hama nposedenun ananuza 4. 2.2020

15. 1.2020 Creyugpuxayus JIC-000943-290119
31.12.2022 Pezuempayuonnoe yoocmosepenue Ne  JIC-000943

Poccus

682478

Buconpanona diymapat - Moasxc Karanawa C.J1. - Poligono Industrial Sur, Cesar Martinel! 1 Brunet,
12A, 08191 Rubi, Barcelona, Mcnanns

Mukpobioaornueckas yucroTa

Mukpobronoruueckas 4ucrora
Epp.®apm.5.1.4.
O0uee yueno aapobusix
MHKPOOPIaHN3MOB
OGwee uncno

Ortcyterere Escherichia coli

Konanuecteennoe onpeneneane BIMX
Bbuconpoaona ¢ymapar e 1 Tabn,

He Gonee 1000 KOE/r

IPOXOKEBBIX/NNECHEBLIX IrpHboB He Gonee 100 KOE/r

OrcytcrBue s 1 r

4.75 - 525 Mr

0 KOE/r

0 KOE/r

OTCYTCTBHE

5.16 Mr

COOTBETCTBYET

COOTBETCTBY ST

COOTBETCTRYET

COOTBCTCTBYET

CooTBeTeTBYET TPEGOBAHIAM HOPMATHEHOI MOKYMEHTAUIH,

]

HacTosimnm s NOATBEPXAM0, YTO BLIEYKA3AHHAA HHPOPMALIHS ABNAETCA BEPHOH H TOUHOH, YTO YITAKOBKA COOTBETCTRYET MaKeTaM,
HaXOAALMMCS B AKTHBHOM CTaTyce B nporpamme Bucta H nepenennan MHhopmauua (HOMEpP CepHH, CPOK FOAHOCTH 5 aTa
TIPOW3BOACTRA} BEPHLI H PACHONONKEHE B COOTBETCTBYIOUIMX MONAX. [IPOMIBONCTEO JAKHOH CEPUM NPOLYKTA, BKOUAA YIAKOBKY H
KOHTPOIb KA4ECTBA HA COOTBETCTBYIOULX OGBEKTAX, NONHOCTLIO COOTBETCTBYET TpeGosanusM GMP EC H MECTHBIX perynATopHBIX
OpraHoB, a Takie TpeGOBAHHAM PETHCTPALMOHHOIO YIOCTOBEPEHUS CTPAHLI-UMNOpTEpa. 3aMHCH O NPOMIBOAICTEE, YIAKOBKE U AHATH3E

cepui GbUTH NPOBEPEHDI H NPH3HAHBI COOTBETCTBYIOWMUME TpeGoBannam GMP,

“])()IBBOIICTBEIIIIRH naowmanka:

«Caneka ®apmacbloTukanc a.c.», Hutpnancka 100
92027, I'norosew, Cnoeaukas Pecny6nnka
Pernctpausonnbiii Homep: VL 059/13-2
Ceprudmkar GMP Na: SK/A009V/2017

yTBEpHﬂIeIIO, YNONHOMOYEHHOE NHLO I"y.nm.uosa Mapuﬂ

PaipemeHo Kk npoxaxke

MecTo BbiNYCKa H KOHTPOMIA Ka4ecTBA:

«Caneka PapmacbloTikanc a.c.», Hutpuancka 100
92027, Inoroseu, Crosaukas Pecny6nnka
Peructpaunonusift Homep: VL 059/13-2

Ceptndurar GMP Ne: SK/009V/2017

Hara: 6. 2, 2020

«Carrera dapyvaceionnraie a.con - Hirrpuancka 100, 92027, Naorosen, Caopanwan Peenyéanka
Tea (+421) 33 736 1111, @anc (+421) 33 730 0890, E-mail: sancca@ saneca.com - www.sancea.com
1CO 46 833 323 - 1C DPH SK2023599842 - Tartabanka a.s - c.u 2920123416/1100
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Certificate of analysis

Product CORONAL

Product number 12004766 Batch LIMS HV 715222

Batch number 3050120 Released quantity 44 266 PACKS
Dosage strength 5 mg

Dosage form film-coated 1ablets

Packaging size 60 tbl. Date of analysis 4,2, 2020
Manufacture date 15. 1. 2020 Specification 1.5-000943-290119
Expiry date 31.12.2022 Marketing autharisation LS-000943
Importing countiy Russia No.

GMID 682478

API, mamfacturer  Bisoprololi fumaras - MOEHS CATALANA S.L.,- Poligono Industrial Sur. Cesar Martineli | Brunet, 12A,
08191 Rubi, Barcelona, Spain

Test

Appearance
Description

Identification
Bisoprolol fumarate (HPLC)
Average weight of 1 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

light yellow round biconvex film
coated tablets, half-scored
identical RT

0.1520g10 0.1680 g

18/20 tbl. NMT + 7.5 %,
2/20 thl. NMT + 15 % from
determined average mass

29 subunits: 85-115 %
max. 1 subunit: 75 -125 %
from determined average mass

AV (10tbl) <L1=15.0 o
AV (30 tbl.) < L1=15.0 and
xi <0.75; 1.25M>

NMT 30 min

NLT 85 %
NMT 6.5%

NMT 0.5 %
NMT 0.2 %
NMT 0.5 %
NMT 0.5 %
NMT 0.2 %

Results

complies

positive
0.1579g

complies

complies

complies

2 min

102:98:101;102;100;97 %

34%

ND
ND
<0.05 %
<0.05 %
<0.05 %

Evaluation

complies

complies
complies

complies

complies

complies

complies

complies

complies

complies

complies

complies

Sanaca Pharmaceuticals a.s. - Nitianska 100 - 920 27 Hiohovec - Slovenska republika
Tel (+421)33 736 1111, Fax: {+421) 33 730 0880, E-mail: saneca@saneca oM — www Saneca com
I& DPH: 5K2023599842 - Tatrabanka as - & U 2920123416/1100
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Certificate of analysis

Product CORONAL
Product number 12004766 Batch LIMS HI 715222
Batch number 3050120 Released guantiry 44 266 PACKS
Dosage strength 5mg
Dosage form film-coated tablets
Packaging size 60 thl. Date of unahysis 4.2, 2020
Manufacture dare 15. 1. 2020 Specification LS$-000943-200119
Expiry date 31.12,2022 Marketing authorisation [.5-000943
Inporting country Russia No.
GAItD 682478
APL manufacturer  Bisoprololt fumaras - MOEHS CATALANA $.L..- Poligono Industrial Sur, Cesar Martinel | Brunet. 12A,
08191 Rubi, Barcelona, Spain
i Urities INAT K o
Sum of impurities NMT 1.5 % <0.05 % complies
Microbiological quality
Microbiological purity
Phi.Fur.5.14,
Total aerobic microbial count | NMT 16° CFU/g 0CFU/g -
(TAMC) complies
Total combined yeasts'moulds | NMT 10° CFU/g 0CFlg .
(TYMC) complies
Absence of Escherichia coli absence in | g absence complies
Content HPLC
Bisoprolol fumarate in 1 thl, 4.75mg to 5.25 mg 5.16 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
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 produet 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 contro! 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 Centificate No : SK/009V/2017

Saneca Pharmaceuticals a.s. - Mitrianska 100 - 820 27 Hiohoves - Slovenska republika
Tel (+421) 33 736 1111, Fax (+421)33 730 0890, E-mat sancca@saneca.com — www Saneca com

ICO 46 633 323 - I1IC DPH. SK20235%9842 - Talrabankaa s - ¢ O 2920123416/1100
Qhahodny tegistet Chr s At T A O#dnl Sa Nokea sk 108017
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Certificate of analysis

Product

Product number
Batch number

Dosage strength
Dosage form
Packaging size
Manufacture date
Expiry date

GMID

importing country:

CORONAL

12004766 Batch LIMS HV 715222

3050120 Released quantity 44266 PACKS
5mg

film-coated tablets

60 thl. Date of analysis 4.2.2020
15.1.2020 Specification 1.5-000943-290119
31.12.2022 Marketing authorisation 1.5-000943

Russia No.

682478

APl manfactrer  Bisoprololi fimaras - MOEHS CATALANA S.L. - Poligono Industrial Sur, Cesar Martinel] | Brunet, 124,

08191 Rubi, Barcelona, Spain

Certified by QP:

Saneca Pharmaceuticals a.s, - Nitrianska 100 - 920 27 Hivhovec - Slovensha republika
Tel (+421)33 736 1111, Fax: (+421) 33 720 0830. E-mai: saneca@saneca com - www saneca com

ICO 46833323 - IS DPH SK2023599842 - Tatrabanka as - & i 2920123416/1 100
Okchoddey reg-stet Duisandho Bidu Tines Oddkl $2 Viokea Lislo 10601

W
Gulas /’Xaria

Certified on: 6.2, 2020






