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IIpooyxm KOPOHAJI
Homep npodyxma 12004763 Cepus LIMS HV 748 096
Howmep cepuu V66052A Paszmep evinywennoii cepuu 43 465 YIIAKOBOK
Jlosuposka 10 mr
Jlexapcmesennas popma TaOJIETKH, TOKPHITHIC IUIEHOYHOIT
000J104KOI
Pasmep ynaxosxu 30 Tab. Jlama nposedenus ananusza 21.06.2022
Jlama npouzgoocmea 30.05.2022 Cneyughuxayus JIC-000943-290119
Jlama ucmeuenus cpoxa 2oonocmu  30.04.2025 Pezucmpayuonnoe yoocmogepenue Ne JIC-000943
Cmpana-umnopmep Poccus
GMID 682475
HcnbiTanue Hopmbi PesyabTaThl Onenka
Onucanue
Omnucanve Kpyriibie 1BOSKOBBITYKIIbIE CBETIIO- |COOTBETCTBYET COOTBETCTBYET
PO30BOTO IIBETA TAOIETKH C PUCKOH,
MIOKPBITHIC INICHOYHOH 000JIOUKOMH.
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IIpooyxm KOPOHAJI
Homep npodyxma 12004763 Cepus LIMS HV 748 096
Howmep cepuu V66052A Paszmep evinywennoii cepuu 43 465 YIIAKOBOK
Jlosuposka 10 mr
Jlexapcmesennas popma TaOJIETKH, TOKPHITHIC IUIEHOYHOIT
000J104KOI

Pasmep ynaxosxu 30 Tab. Jlama nposedenus ananusza 21.06.2022
Jlama npouzgoocmea 30.05.2022 Cneyughuxayus JIC-000943-290119
Jlama ucmeuenus cpoxa 2oonocmu  30.04.2025 Pezucmpayuonnoe yoocmogepenue Ne JIC-000943
Cmpana-umnopmep Poccus
GMID 682475
KosmuecTBenHoe onpenesenue BIXKX

Bucomnposnona pymapar B 1 Tabn. 9,50-10,50 mr 10.02 mr COOTBETCTBYET

CooTBeTcTBYET cienu (KA.

HacrosmuM st monTBepkK/Iato, 94To IpecTaBiIeHHas BhIIle HHGOPMaIns SBISIeTCs NOAIMHHON U TOUHOH. [laHHas cepus mpemnapaTa Oblia
NIPOM3BE/ICHA, BKJIIOUAsl YIIAKOBKY M KOHTPOJb KAa4ecTBa, HAa HIDKEYHMOMSHYTOH IUIOIIAJKe B MOJHOM COOTBETCTBHH C TPEOOBAHHUSIMHU
Hamnexxameit npowsBojctBenHoi npaktuke (GMP) MecTHOro peryisTopHOro opraHa W B COOTBETCTBHH CO CIIEIM(HKAUIMU,
YKa3aHHBIMU B PerucTpanoHHOM YyHZOCTOBEPEHUH CTpPaHBI-MMIOpPTEpAa. 3alMCH 10 IIPOM3BOJACTBY, YIIAKOBKE M aHAIM3Y CEpHU OBLIH
MIPOBEPEHBI W MPU3HAHBI COOTBETCTBYIOMUMHU TpeboBaHusiM GMP. MapkupoBka BBIMONHEHA B MOJHOM COOTBETCTBHHU C MOCIECAHUMHU
onoOpeHHbIME  MuHHCTEPCTBOM 3apaBooxpaHeHust Poccuiickoit denepauuy BepcHsIMH MaKeTOB YIIAKOBOYHBIX MaTepHalOB U
HUHCTPYKIHHU 110 METULUHCKOMY NIPUMEHEHUIO.

HpOM3BO}1CTBeHHaﬂ IJIoIaaAKa:

«Caneka @apmacbsroTukaic a.c.», Hurpuancka 100
92027, I'norosen, CnoBaukas PecryOiuka

Peructpanmonnsiii Homep: V-15/2021
Ceprudukar GMP SK/019V/2020

Pa3pemeHo k npoagaxe

Mecto BBIINIYCKA U KOHTPOJIA Ka4yeCcTBa:

Peructpanmonnsiii Homep: V-15/2021
Ceprudukar GMP SK/019V/2020

YTBep:kaeno, ynoanomouennoe aumno: Farkasova Emilia (noonuce) Hara: 21.06.2022
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Certificate of analysis

Product CORONAL
Product number 12004763 Batch LIMS HV 748 096
Batch number V66052A Released quantity 43465 PACKS
Dosage strength 10 mg
Dosage form film-coated tablets
Packaging size 30 tbl flm Date of analysis 21.06.2022
Manufacture date 30.05.2022 Specification LS-000943-290119
Expiry date 30.04.2025 Marketing authorisation ~ 1S-000943
Importing country Russia No.
GMID 682475
Test Limits Results Evaluation
Appearance )
Description light pink round biconvex film | complies complies
coated tablets,half-scored
Identification
Bisoprolol fumarate (HPLC) identical RT positive complies
Average weight of 1 tablet 0.1520 210 0.1680 g 0.1586 ¢ complies
Mass uniformity
Uniformity of mass 18720 tbl. NMT + 7.5 %, complies complies
2/20 tbl. NMT + 15 % from
determined average mass
Uniformity of mass of divided 29 subunits: 85-115 % complies complies
tablets max. 1 subunit: 75 -125 %
from determined average mass
Content uniformity
Uniformity of dosage units
Content uniformity of whole AV (10thl.) <L1=15.0 or complies complies
tablets AV (30 tbl.) <L1=15.0 and
xi <0.75; 1.25M>
Disintegration time in water NMT 30 min 4 min complies
Dissolution active substance
(HPLC)
After 20 min. (Q=80%) NLT 85 % 96;97,97;97;100;101 % complies
Loss on drying
Loss on drying NMT 6.5 % 3.7% complies
Purity HPLC
Impurity A NMT 0.5 % ND complies
Impurity E NMT 0.2 % ND complies
Impurity G NMT 0.5 % <0.05% 4 complies
Impurity L NMT 0.5 % <0.05% o) complies
Unknown impurities individually NMT 0.2 % <0.05 % complies
Sum of impurities NMT 1.5 % <0.05 % * complies
Microbiological quality
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Certificate of analysis

Product CORONAL
Product number 12004763 Batch LIMS HV 748 096
Batch number V66052A Released quantity 43465 PACKS
Dosage strength 10 mg
Dosage form film-coated tablets
Packaging size 30 tbl flm Date of analysis 21.06.2022
Manufacture date 30.05.2022 Specification LS-000943-290119
Expiry date 30.04.2025 Marketing authorisation ~ 18-000943
Importing country Russia No.
GMID 682475
Microbiological purity
Ph.Eur.5.1.4.
Total aerobic microbial count | NMT 10° CFU/g 0 CFU/g complies
(TAMC)
Total combined yeasts/moulds| NMT 10? CFU/g 0 CFU/g complies
(TYMC)
Absence of Escherichia coli absenceinl g absence complies
Content HPLC
Bisoprolol fumarate in 1 tbl. 9.50 mg to 10.50 mg 10.02 mg complies
Conformity with the specification.

I hereby certify that the above information is authentic and accurate. This batch product has been manufactured including packaging and quality
control at the below mention site in full complience with the GMP requirements of the local Regulatory Authority and with the the
specifications in the Marketing Authorization of the importing country - Normative Document specifications. The batch processing, packaging
and analysis records have been reviewed and found to comply with GMP. Labelling is in full compliance with the last approved by Ministry of
Health of the Russian Federation version of packaging and leaflet artworks.

Release for sale

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2021

GMP Certificate No : SK/019V/2020

Certified by QP: Farka$ova Emilia
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Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2021

GMP Certificate No : SK/019V/2020

Certified on: 21.06.2022

Nitrianska 100 « 920 27 Hlohovec ¢ Slovenskd republika * t: +421 33 736 1111 « f: +421 33 730 0890 * e-mail: info@saneca.com

1€0: 46 833 323 » IC DPH: SK2023599842 » OR 0S Trnava, odd.: Sa, vi. &.: 10601/T * Tatra banka, a.s. * IBAN: SK22 1100 0000 0029 2012 3416

www.saneca.com





