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Ceprudukar anaausa

Saneca
Pharmaceuticals

ADU, npouwysooumens

IIpooyxm KOPOHAJI
Homep npodyxma 12004764 Cepus LIMS HV 715226
Homep cepuu 3060120 Pasmep evinywennoii cepuu 88 848 YITAKOBOK
Jlosuposka 5 mr
Jlexapcmeennas gpopma Ta0JIETKH, TOKPBITHIC IVICHOYHOIT
000J104KOI
Pasmep ynaxosxu 30 tabu. Jlama npogedenus ananuza 10.02.2020
[lama npouzsoocmea 16.01.2020 Cneyughuxayus JIC-000943-290119
Jlama ucmeuenusi cpoka eoonocmu  31.12.2022 Pezucmpayuonnoe yoocmosepenue Ne  JIC-000943
Cmpana-umnopmep Poccusa
GMID 682476

Buconposona ¢pymapar - Mosxc Karanana C.JI. Poligono Industrial Sur, Cesar Martinell | Brunet,
12A, 08191 Rubi, Bapcenona, Mcnanus

«Caneka ®@apmacbsloTHKAJIC a.c.» - Hurpuancka 100, 92027, I'torosen, CiioBankas Pecny6uka
Tea (+421) 33 736 1111, ®@axc (+421) 33 730 0890. E-mail: saneca@saneca.com — Www.saneca.com

1CO 46 833 323 - IC DPH SK2023599842 — Tartabanka a.s — ¢.u 2920123416/1100

HcnbiTanue Hopmbl Pe3yabTaTsl OueHka
Onucanue
Ornucanue Kpyriibie 1BOSKOBBIYKIIBIE CBETIIO- | COOTBETCTBYET COOTBETCTBYET
JKEJITOTO 11BeTa TabJIETKU C PUCKOH,
MOKPBITHIC INICHOYHOH 000JI0UKOM
IlopnuuHOCTH
Buconponona pymapar (BOKX) BY (o6pasua) = BY (cranmapra) MOJI0KUTENBHBIHA COOTBETCTBYET
pe3yJbTar
Cpennsist Macca TabJIeTOK 0,1520-0,1680 r 0.1587 r COOTBETCTBYET
OTKIIOHEHHUS OT CpejiHeH Macchl TabIeToK 18/20 Tabn. He 6omee = 7,5 %, COOTBETCTBYET COOTBETCTBYET
2/20 tabmn. ve 6onee £ 15 % ot
YCTaHOBJICHHOH CpelHEel Macchl
OTKJIOHEHHMs OT CpeHel MacChl 29 epunu;: 85-115 % COOTBETCTBYET COOTBETCTBYET
TI0/IENIEHHBIX TaBJIETOK makc. 1 eqununa: 75-125 %
OT YCTaHOBJIEHHOM CpelHEN MacChl
OHOPOHOCTD 103UPOBAHMS
OnHOPOJHOCTD N03UPOBAaHUS LEION AV (10 Tabn.) <L1 = 15,00 COOTBETCTBYET COOTBETCTBYET
TabJNETKH 110 COIEPKAHUIO AV (30 tabn.)<L1=15,00u
Xi He menee 0,75M u He Ooee
1,25M
Pacnagaemocts B Bozie He 6onee 30 mun 2 MUH COOTBETCTBYET
PacTBopeHue akTUBHOM
(papmanesTHYeckoli cybcTaHIUN
(BIKX)
Yepes 20 mun (Q = 80 %) He menee 85 % 99;98;99;100;99;98 % COOTBETCTBYET
IToTeps B Macce MU BEICYIIUBAHUH He 6omnee 6,5 % 35%
PoncrBennbie npumecu (BIXKX)
IIpumecs A He 6omnee 0,5 % H/O COOTBETCTBYET
ITpumecs E He 6omee 0,2 % H/O COOTBETCTBYET
IIpumecs G He 6omnee 0,5 % <0.05% COOTBETCTBYET
IIpumecs L He 6omnee 0,5 % <0.05% TRy €T
Enuanunast HemaqeHTUQUIUpOBaHHAS He 6o1ee 0,2 % <0.05% - i tooTeE CTBY %
pUMeECh "’h S
CymMa npumeceit He 6omnee 1,5 % <0.05% COOTBETCTBIE2,
MuxpoOuosioru4eckas 44cToTa i N
Mukpo6HOIOrHYecKas YucToTa { e 3
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Homep cepuu 3060120 Pasmep evinywennoii cepuu 88 848 YITAKOBOK
Jlosuposka 5 mr
Jlexapcmeennas gpopma Ta0JIETKH, TOKPBITHIC IVICHOYHOIT
000J104KOI
Pasmep ynaxosxu 30 tabu. Jlama npogedenus ananuza 10.02.2020
[lama npouzsoocmea 16.01.2020 Cneyughuxayus JIC-000943-290119
Jlama ucmeuenusi cpoka eoonocmu  31.12.2022 Pezucmpayuonnoe yoocmosepenue Ne  JIC-000943
Cmpana-umnopmep Poccusa
GMID 682476
ADU, npouwysooumens Buconponoia gymapar - Mosxc Karanana C.JI. Poligono Industrial Sur, Cesar Martinell | Brunet,

12A, 08191 Rubi, Bapcenona, Mcnanus

O6mee 4nciIo adpoOHBIX He 6onee 1000 KOE/r 0 KOE/r COOTBETCTBYET
MHKPOOPTaHHU3MOB

O6mee uncio rpuboB He 6onee 100 KOE/r 0 KOE/r COOTBETCTBYET
Orcyrcrue Escherichia coli OtcyrctBHE B 1 T OTpPHIIATEIEHO COOTBETCTBYET

Komnuecrsennoe onpenesnenne BI2KX

Buconponona ¢pymapar B 1 Tabi1. 4.75 -5.25 mr 5,13 mr COOTBETCTBYET

CooTBeTcTBYET TPeOOBAHHAM HOPMATHBHOM TOKYMEHTAIMH.

HacrosmuM st moaTBepikaato, 4To BhIIIeyKa3aHHAs HH()OPMAIHS SBISIETCS BEPHOH M TOYHOI, YTO YIIAaKOBKA COOTBETCTBYET MaKeTaM,
HaXOIAIINMCS B aKTHBHOM CTaTyce B IporpaMme Buicra u nepemenHast mHbopManus (HOMep CepuH, CPOK FOAHOCTH H J1aTa
MIPOU3BO/ICTBA) BEPHBI U PACIIONIOKEHBI B COOTBETCTBYOMMX Mousix. [Ipon3BoacTBO 1aHHOI cepun MpoIyKTa, BKIOUYas YIaKOBKY
KOHTPOJIb KaUECTBA Ha COOTBETCTBYIOIINX 00BEKTAX, MOTHOCTBIO coOTBETCTBYET TpeboBaHusiM GMP EC n MecTHBIX perynsTopHbIM
OpraHoB, a TAKXKE HOPMaM, yKa3aHHBIM B PETHCTPAlMOHHOM YJOCTOBEPEHUH CTPAHBI-UMIIOpTEpa. 3alnCH O IPOU3BOCTBE, YIIAKOBKE U
aHanu3e cepuy OBLIN ITPOBEPEHBI U MIPU3HAHBI

COOTBEeTCTBYOLIMME TpeGoBanusM GMP.

Paspemeno k npoaake

I[IpousBoacTBeHHAs NMJIOIALKA: MecTo BbIIIyCKa U KOHTPOJISl KayecTBa:
«Caneka ®apmaceroTukaic a.c.», Hurpuancka 100 «Caneka ®apmaceroTukaic a.c.», Hurpuancka 100
92027, I'norosen, CnoBaukas Pecry0imka 92027, I'norosen, CnoBaukas PecryOimka
Perucrpaunonusiii Homep: VL 059/13-2 Perucrpaunonusiii Homep: VL 059/13-2
Ceprudurxar GMP Ne: SK/009V/2017 Ceprudurar GMP Ne: SK/009V/2017
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Certificate of analysis

Saneca

Pharmaceuticals

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 31.12.2022 Marketing authorisation LS-000943

Importing country Russia No.

GMID 682476

API , manufacturer Bisoprololi fumaras - MOEHS CATALANA S.L..- Poligono Industrial Sur, Cesar Martinell [ Brunet, 124,

08191 Rubi, Barcelona, Spain
Test Limits Results Evaluation
Appearance
Description light yellow round biconvex film complies .
coated tablets,half-scored cantplis

Identification

Bisoprolol fumarate (HPLC) identical RT positive complies
Average weight of 1 tablet 0.1520 gt0 0.1680 g 0.1587 g complies
Uniformity of mass 18/20 tbl. NMT = 7.5 %, complies sl

2/20 tbl. NMT # 15 % from B
determined average mass
Uniformity of mass of divided 29 subunits: 85-115 % complies sotHlies
tablets max. 1 subunit: 75 -125 % B
from determined average mass
Uniformity of dosage units
Content uniformity of whole AV (10 tbl.) <L1=15.0 or complies —-
tablets AV (30 tbl.) <L1=15.0 and P
xi <0.75; 1.25M>
Disintegration time in water NMT 30 min 2 min ———
Dissolution active substance
(HPLC)

After 20 min. (Q=80%) NLT 85 % 99;98;99;100;99;98 % complies
Loss on drying NMT 6.5 % 35% complies
Purity HPLC

Impurity A NMT 0.5 % ND e '_,,"'-'-;";;""' 2 -_‘.complies

i 0 ND I L N

Impurity E NMT 0.2 % '4_4-‘; ",'-"':--Eiﬁ"?. i ..,};'.;. ; c;"';{hes

. o, S O N
Impurity G NMT 0.5 % <0.05% o J:," ‘ ¥ A ?C‘r_)t-nﬁ_i;es
LAF ok
i o <0.05% FE ofinmha, o b
Impurity L NMT 0.5 % ° ; .;:_;: ,_._‘r‘ “T-;':-if Frep - capits
i o el ey g e 5 F
Any other impurities NMT 0.2 % <0.05% ot  Pizzia Il ¢ fpligs
B i
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Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hlohovec - 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: SK2023599842 — Tatrabanka a.s, — & 0. 2020123416/1100

QObchodny register Okresného siudu

Tmava, Oddiel: Sa, Viozka gislo: 10601/T


I0398200
Stamp


Page 2 of 3

Saneca

Pharmaceuticals

Certificate of analysis

API , manufacturer

Product CORONAL

Product number 12004764 Batch LIMS HV 715226

Batch number 3060120 Released quantity 88 848 PACKS
Dosage strength 5mg

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 31.12.2022 Marketing authorisation LS-000943
Importing country Russia No.

GMID 682476

Bisoprololi fumaras - MOEHS CATALANA S.L..- Poligono Industrial Sur, Cesar Martinell 1 Brunet, 124,
08191 Rubi, Barcelona, Spain

Sum of impurities

Microbiological quality

Microbiclogical purity
Ph.Eur.5.1.4.

Total aerobic microbial count
(TAMC)

Total combined yeasts/moulds
(TYMC)

Absence of Escherichia coli

Content HPLC
Bisoprolol fumarate in 1 tbl.

NMT 1.5 %

NMT 10° CFU/g
NMT 10? CFU/g

absenceinlg

4.75 mgto 5.25 mg

< 0
008 % complies
& i
ViELie complies
0 )
REL complies
BT complies
513 mg complies

Conformity with the specification.

1 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:

Release for sale

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. - 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

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hiohovec, Slovak Republic
Authorisation number : V-15/2019
GMP Certificate No : SK/009V/2017
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Product CORONAL
Product number 12004764 Batch LIMS HV 715226
Batch number 3060120 Released quantity 88 848 PACKS
Dosage strength 5mg
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 31.12.2022 Marketing authorisation LS-000943
Importing country Russia No.

GMID 682476

API, manufacturer 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: 10.02.2020
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: Saneca Pharmaceuticals a.s.
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