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Cepruduxkar anaausa

Crtpannua 1 u3 2

IIpooyxm KOPOHAJI
Homep npodyxma 12004765 Cepus LIMS HV 741773
Howmep cepuu 82G151A Pasmep evinywennoii cepuu 21995
YITAKOBOK
Jlozuposka 10 mr
Jlexapcmeennas gpopma Ta0JIETKH, TOKPBITHIE IVICHOYHOIT
000J104KOI
Pasmep ynaxosxu 60 Tab1. [lama nposedenus ananusza 12.01.2022
/Jlama npouszeoocmea 09.12.2021 Cneyugpuxayus JIC-000943-290119
Jama ucmeuenus cpoxa coonocmu  30.11.2024 Pecucmpayuonnoe yoocmosepenue Ne  JIC-000943
Cmpana-umnopmep Poccus
GMID 682477
HcnbiTanue Hopmbi PesyabTaThl Onenka
Onucanue
Onucanue Kpyriibie 1BOSKOBBIMYKIIbIE CBETIIO- |COOTBETCTBYET COOTBETCTBYET
PO30BOTO 11BeTa TAOJIETKH C PUCKOH,
MOKPBITHIE TUICHOYHOH 000IOUKOA.
HopmuanoCcTHL

Bucomnpounona pymapat (BOXKX) BY (o6pasua) = BY (cranmapra) TIOJIOXKUTENIBHBIN PE3yNbTaT |COOTBETCTBYET
Cpennsist Macca TabJIeTOK 0,1520-0,1680 r 0,1588r COOTBETCTBYET
OTKJIOHEHHs OT CpeiHel Macchl TabIeToK 18/20 Tabmn. me 6onee + 7,5 %, COOTBETCTBYET COOTBETCTBYET

2/20 Tabx. He Goxnee £ 15 % ot

YCTAHOBJIEHHOW CpeJHEN MaccChl
OTKJIOHEHHS OT CpeiHeH MacChl OAEIEHHbIX 29 equnaui;: 85-115 % COOTBETCTBYET COOTBETCTBYET
TabJIETOK Mmakc. 1 eauanna: 75-125 %

OT YCTaHOBJICHHOI CpeHel Macchl
OmHOPOAHOCTL 103HPOBAHUS
OIHOPOIHOCTH JO3UPOBAHUSI LETI0H TaOIeTKU AV (10 Tabn.) <L1 = 15,00 um COOTBETCTBYET COOTBETCTBYET
0 COJIePIKAHUIO AV (30 Tabn.) <L1=15,00 u

X;i He meHee 0,75M u He 6onee

1,25M
Pacnagaemocts B Bozie He 6onee 30 mun 2 MUH COOTBETCTBYET
PacTBopenne akTHBHOH (papMaLeBTHYECKOI
cyocranuuu (BI7KX)

Yepes 20 mun (Q = 80 %) He menee 85 % 107;105;106;105;106;105 % | cooTBeTCTBYET
ITorepst B Macce IpH BBICYIIMBAHUU He 6omnee 6,5 % 3.5% COOTBETCTBYET
PoncrBennsbie npumecu (BIXKX)

IIpumecs A He 6omnee 0,5 % <0.05% COOTBETCTBYET

IIpumecs E He 6omnee 0,2 % H/O COOTBETCTBYET

[Tpumecs G He 6o1ee 0,5 % <0.05% COOTBETCTBYET

ITpumecs L He 6omnee 0,5 % <0.05% COOTBETCTBYET

EnvanyHas HenpeHTHGUIMPOBaHHAS He 6omnee 0,2 % <0.05% COOTBETCTBYET

IpUMech

CymMma npumeceit He Gomnee 1,5 % <0.05% COOTBETCTBYET
Muxkpo0OunoJioruyeckas YHCTOTA

- Epp.®. 5.1.4.

Oo0uiee 4ucio adpoOHBIX He Gonee 103 KOE/r 0 KOE/r COOTBETCTBYET
MHUKpPOOPTaHH3MOB

Oomiee 9UCIo APOFKIKEBBIX U IIICCHEBBIX He 60mee 102 KOE/r 0 KOE/r COOTBETCTBYET
rpuboB

OrtcyrctBue Escherichia coli OtcyrctBUEe B 1 T OTCYTCTBYET COOTBETCTBYET
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Cepruduxkar anaausa

IIpooyxm KOPOHAJI
Homep npodyxma 12004765 Cepus LIMS HV 741773
Howmep cepuu 82G151A Pasmep evinywennoii cepuu 21995
YITAKOBOK
Jlozuposka 10 mr
Jlexapcmeennas gpopma Ta0JIETKH, TOKPBITHIE IVICHOYHOIT
000J104KOI
Pasmep ynaxosxu 60 Tab1. [lama nposedenus ananusza 12.01.2022
/Jlama npouszeoocmea 09.12.2021 Cneyugpuxayus JIC-000943-290119
Jama ucmeuenus cpoxa coonocmu  30.11.2024 Pecucmpayuonnoe yoocmosepenue Ne  JIC-000943
Cmpana-umnopmep Poccus
GMID 682477
KosmmuecTBenHoe onpeneaenue BIYKX
Bucomnposnona pymapar B 1 Tabm. 9,50-10,50 mr 10.16 mr COOTBETCTBYET

CooTBeTcTBYET cien(puKaIu.

HacrosmuM st monTBepkKIato, 94To IpecTaBiIeHHas BhIIle HHGOPMAIns SBISIeTCs NOAIMHHON U TOUHOH. [laHHas cepus pemnapaTa Obl1a
NIPOM3BE/ICHA, BKJIIOUAsl YIAKOBKY M KOHTPOJb KAa4ecTBAa, HAa HIDKEYNOMSHYTOH IUIOIIAJKe B MOJHOM COOTBETCTBHH C TPEOOBAHHSIMHU
Hamnexxameit mpomsBojcTBeHHoi npaktuku (GMP) MecTHOro peryisTopHOro opraHa W B COOTBETCTBHH CO CIEIM(HKAUIMU,
yKa3aHHbIMU B PerucrpannoHHOM yZOCTOBEPEHHM CTpPaHBI-MMIOpPTEpa. 3alKCH 10 TPOU3BOJACTBY, YNAKOBKE M aHAIM3Y CEPHU ObLIH
MIPOBEPEHbI W MPU3HAHBI COOTBETCTBYIOMUMHU TpeboBaHusiM GMP. MapkupoBka BBINONHEHA B MOJHOM COOTBETCTBHHU C TMOCIECAHUMHU
onoOpeHHbIME  MuHHCTEPCTBOM 3apaBooxpaHeHust Poccuiickoit denepauuy BepcHsIMH MaKeTOB YIIAKOBOYHBIX MaTepHalOB U
HWHCTPYKIUHU TI0 METUIITHCKOMY MTPUMEHEHHIO.

HpOM3BO}1CTBeHHaﬂ IJIoIaaAKa:

«Canexa ®apmacproTukaic a.c.», Hurpuancka 100
92027, I'norosen, CnoBaukas PecryOimka

Peructpanmonnsiii Homep: V-15/2019
Ceprudukar GMP SK/019V/2020

Pa3pemeno k npoaae

Mecto BBIIIYCKA U KOHTPOJIA Ka4yeCcTBa:

Peructpanmonnsiii Homep: V-15/2019
Ceprudukar GMP SK/019V/2020

YTBep:kIeHo, ynoaHoMoueHHoe Jauno: Farkasova Emilia (noonucs) Jara: 13.01.2022
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Certificate of analysis

Pharmaceuticals
Product CORONAL
Product number 12004765 Batch LIMS HV 741 773
Batch number 82G151A Released quantity 21995 PACKS
Dosage strength 10 mg
Dosage form film-coated tablets
Packaging size 60 tbl flm Date of analysis 12.01.2022
Manufacture date 09.12.2021 Specification 1.5-000943-290119
Expiry date 30.11.2024 Marketing authorisation  1.S-000943
Importing country Russia No.
GMID 682477
Test Limits Results Evaluation
Appearance N o
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 gt0 0.1680 g 0.1588 g complies
Uniformity of mass 18/20 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
Uniformity of dosage units
Content uniformity of whole AV (10 tbl.) <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 2 min complies
Dissolution active substance
(HPLC)
After 20 min. (Q=80%) NLT 85 % 107;105;106;105;106;105 % complies
Loss on drying NMT 6.5 % 35% complies
Purity HPL.C
Impurity A NMT 0.5 % <0.05 % complies
Impurity E NMT 0.2 % ND complies
Impurity G NMT 0.5 % <0.05 % complies
Impurity L NMT 0.5 % <0.05 % complies
Unknown impurities individuall]y NMT 0.2 % <0.05 % complies
Sum of impurities NMT 1.5 % <0.05% 4, complies
Microbiological quality
Microbiological purity
Ph.Eur.5.1.4.
Total aerobic microbial count | NMT 10° CFU/g 0 CFU/g complies
(TAMC)
Saneca Pharmaceuticals a.s.
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Certificate of analysis

Product CORONAL
Product number 12004765 Batch LIMS HV 741 773
Batch number 82G151A Released quantity 21995 PACKS
Dosage strength 10 mg
Dosage form film-coated tablets
Packaging size 60 tbl flm Date of analysis 12.01.2022
Manufacture date 09.12.2021 Specification LS-000943-290119
Expiry date 30.11.2024 Marketing authorisation  1S-000943
Importing country Russia No.
GMID 682477
Total combined yeasts/moulds [ NMT 102 CFU/g 0 CFU/g complies |
(TYMC)
Absence of Escherichia coli absenceinlg absence complies
Content HPL.C
Bisoprolol fumarate in 1 tbl. 9.50 mg to 10.50 mg 10.16 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
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Certified by QP: Farka$ov4 Emilia M
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Saneca Pharmaceuticals a.s.

i Saneca Pharmaceuticals a.s,
¢ Nitrianska 100

i 920 27 Hiohovec

! Slovenska republika

: 1C0: 46833 323

: IC DPH: SK2023599842 55

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: 13.01.2022
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