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Ceprudukar anaausa

Saneca
Pharmaceuticals

AU, npoussooumens

Pezcucmpayuonnoe yoocmosepenue Ne

IIpooyxm KOPOHAJI
Homep npodyxma 12004764 Cepus LIMS HV
Homep cepuu 3050221 Paszmep svinywennoii cepuu
Jlosuposka 5 mr
Jlexapcmeennas gpopma Ta0JIETKH, TOKPBITHIC IVICHOYHOIT
000J104KOI
Pasmep ynaxosxu 30 Tabu. Jama nposedenus ananusa
[lama npouzsoocmea 11.02.2021 Cneyughuxayus
Jlama ucmeuenus cpoxa coonocmu  31.01.2024
Cmpana-umnopmep Poccusa
GMID 682476

730 662

76 200 YITAKOBOK

19.03.2021

JIC-000943-290119

JIC-000943

Buconposona ¢pymapa, [Ipoussoncreennas cepust: 287, Moaxc Karanana C.JI., Cesar Martinell |
Brunet, 08191, Rubi, Barcelona, Mcnauust (ITonuron Muapactp. Pyou, EC)

HcnbiTanue Hopmbl Pe3yabTaTsl OueHka
Onucanue
Ommcanve Kpyriibie 1BOSKOBBIMYKIIBIE CBETIIO COOTBETCTBYET COOTBETCTBYET
JKEITOr0-IBeTa TaOIETKU ¢ PUCKOH,
MOKPBITBIE
IUICHOYHOM 000JIOUKOHA.
IlopnuuHOCTH
Buconponona pymapar (BOKX) BY (o6pasua) = BY (cranmapra) MOJI0KUTENBHBIA COOTBETCTBYET
pe3yabTaT
Cpenssist Macca TabIeTKH 0,1520-0,1680 r 0,159 r COOTBETCTBYET
OTKJIOHEHHs OT CpeiHel Macchl TabIeToK 18/20 Tabx. ue 6oxee + 7,5 %, COOTBETCTBYET COOTBETCTBYET
2/20 tabmn. ve 6onee £ 15 % ot
YCTaHOBJICHHOM cpesiHeil Macchl
OTKIJIOHEHHUs OT CpeiHEeH MacChl 29 eqmaut;: 85 — 115 % COOTBETCTBYET COOTBETCTBYET
MOIEJIEHHBIX TaOIETOK maxc. 1 equanma: 75 - 125 %
OT YCTaHOBJICHHOI cpeHel Macchl
OaHOpPOAHOCTH 103UPOBAHUS
ORHOPOJHOCTD A03MPOBAHMS LETON AV (10 Tabn.) <L1 = 15,00 nm COOTBETCTBYET COOTBETCTBYET
TaOJIEeTKHU 10 COACPIKAHHIO AV (30 Tabn.) <L1=15,00 u
X1 e menee 0,75M u He Oonee 1,25M
PacnamaeMocTs B BoJie He 6omee 30 mun 1 mun COOTBETCTBYET
PacTrBopenne akTuBHOI
(papmanesTHYeckol cybcTaHIUK
(BKX)
Yepes 20 mun (Q = 80 %) He menee 85 % COOTBETCTBYET
IToTepst B Macce nipu BHICYIIMBAaHUU He 6onee 6,5 % ", |cooTBETCTBYCT
BN
PoncrBennsbie npumecu (BIXKX) TN
\ERE
IIpumecs A He 6omnee 0,5 % . GTBETCTBYET
IIpnmecs E He 6omnee 0,2 % 3‘\(?0',’;}BGTCTByeT
Ipumecs G He 6omee 0,5 % ~|{/oo jBercTByer
TIpumecs L He 6onee 0,5 % '10'0. BETCTBYET
Enunanyanas HeuneHTHOUINPOBAHHASL He 6omnee 0,2 % ’:‘,‘;G/_')‘JTBGTCTBYCT
IpUMech / ;:
Cymma npumeceit He 6onee 1,5 % <¥[cooTBeTCTBYET
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Ceprudukar anaausa

Ipooyxm

Homep npooyxma
Howmep cepuu
Jlozuposka

Jlexapcmeennas gpopma

Pasmep ynaxoexu

Jama npoussoocmsa

Jama ucmeuenus cpoxa 2o0nocmu
Cmpana-umnopmep

GMID

AU, npoussooumens

KOPOHAI

12004764 Cepus LIMS HV 730 662

3050221 Pasmep evinywennoii cepuu 76 200 YITAKOBOK
5wmr

Ta0JIETKH, TOKPBITHIC IVICHOYHOIT

000J104KOI

30 tabu. Jlama npogedenus ananuza 19.03.2021
11.02.2021 Cneyughuxayus JIC-000943-290119
31.01.2024 Pezucmpayuonnoe yoocmosepenue Ne  JIC-000943

Poccus

682476

Buconposona ¢pymapa, [Ipoussoncreennas cepust: 287, Moaxc Karanana C.JI., Cesar Martinell |
Brunet, 08191, Rubi, Barcelona, Mcnauust (ITonuron Muapactp. Pyou, EC)

MuxkpoOunoJiornyeckas YHCTOTA

MukpoOHoIorHyecKas YucToTa
EBp.®apm.5.1.4.
Oo0uiee 4ucio adpoOHBIX
MHKPOOPTaHHU3MOB
O6mee yncio

OrtcyterBue Escherichia coli

JIPOKKEBBIX/TIECHEBBIX IPHOOB He 6onee 100 KOE/r 0 KOE/r COOTBETCTBYET

Komnuecrsennoe onpenenenne BI7KX

Bucomnposnona gymapar B 1 Tabi.

He 6onee 1000 KOE/r 0 KOE/r COOTBETCTBYET

OTCyTCTBI/Ie Blr OTCYTCTBHUEC COOTBETCTBYET

4.75-5.25 mr 5,09 mr COOTBETCTBYET

CooTBeTCTBYeT TPeOOBAHMSIM HOPMATHBHOI JOKYMEHTALMH.

HacrosmuM 51 moATBepskAaro, YTO IMPEACTABICHHAs BHINIE MH(GOPMAINS SBISETCS MOIMHHOM M TOYHOH. JTa cepus npemapaTa Oblia
M3TOTOBJIEHA, BKIIIOYAsl YIIAKOBKY M KOHTPOJIb KauecTBa, Ha YKa3aHHBIX BBINIE IUIOM[AJKAaX B ITOJHOM COOTBETCTBHH C TPEOOBAHHSIMHU
Hapnexxameit npousBoactBeHHol npaktukun (GMP) MecTHOro KOHTPOJNHPYIOIIEr0 OpraHa M B COOTBETCTBHUH CO CHEHH(DUKALMSIMHU,
YKa3aHHBIMH B PETHCTPALIMOHHOM YAOCTOBEPEHHH CTpaHbl-ummoprepa. OTdeTsl Mo 00paboTKe, YNAKOBKE M aHAIU3Y CEpUH ObUIH
MPOBEPEHbl M MPU3HAHBI COOTBETCTBYIOIMMHU TpeboBaHusM mpaBun GMP. MapkupoBka BBITIONHEHa B TIOJHOM COOTBETCTBUH C
nocneHUMH 0J00peHHbIME MuHHCTEpCTBOM 31paBooxpaHeHus Poccuiickoit denepariny BepcHsIMU MakeToB yrakoBku u IMIL

HpOM3BO}1CTBeHHaSl IJIoIaaAKa:

«Caneka dapmacerotTukaic a.c.», Hurpuancka 100
92027, I'norosen, CnoBaukas Pecry0iuka

Pa3pemeno k npoaa:ke

MecTo BBIIIYCKAa U KOHTPOJIS KayecTBa:

"H! SR &
Perucrpanuonnsiii Homep: VL-15/2019 PCFPICTpaL[I/IOHHLII/I HQ| yfepf, ’}fL 15/2019

Ceprudurar GMP Ne: SK/019V/2020

YrBep:kaeHo, ynoanomouennoe auno Karlovska Mariana /noonuce Jara: 22.03.2021

«Canexa ®apMacbIOTHKAJIC .C.»

Cepruduxatr GMP Nﬂ S?f 019V/2020 5
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Certificate of analysis

Product CORONAL
Product number 12004764 Batch LIMS HV 730 662
Batch number 3050221 Released quantity 76200 PACKS
Dosage strength Smg
Dosage form film-coated tablets
Packaging size 30 tbl. Date of analysis 19.03.2021
Manufacture date 11.02.2021 Specification LS-000943-290119
Expiry date 31.01.2024 Marketing authorisation  1.S-000943
Importing country Russia No.
GMID 682476
API lot; BISOPROLOLI FUMARAS, Manuf. batch: 287, Moehs Catalana S.L., César Martinell i Brunet,
08191, Rubi, Barcelona, Poligono Industr. Rubi, ES
Test Limits Results Evaluation
Appearance
Description light yellow 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 0.15% 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 1 min complies
Dissolution active substance
(HPLC)
After 20 min. (Q=80%) NLT 85 % 96;96;96;96,96,94 % complies
Loss on drying NMT 6.5 % 3.6% complies
Purity HPLC
Impurity A NMT 0.5 % ND 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 individually NMT 0.2 % complies
Sum of impurities NMT 1.5 % complies
Microbiological quality
Microbiological purity
Ph.Eur.5.14.
Total aerobic microbial count | NMT 10° CFU/g complies
(TAMC)
Saneca Pharmaceuticals a.s.
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Saniacs Certificate of analysis

Pharmaceuticals

Product CORONAL

Product number 12004764 Batch LIMS HV 730 662

Batch number 3050221 Released quantity 76 200 PACKS
Dosage strength 5mg

Dosage form film-coated tablets

Packaging size 30 tbl. Date of analysis 19.03.2021
Manufacture date 11.02.2021 Specification LS-000943-290119
Expiry date 31.01.2024 Marketing authorisation  1.5-000943
Importing country Russia No.

GMID 682476

API lot: BISOPROLOLI FUMARAS, Manuf. batch: 287, Moehs Catalana S.L., César Martinell i Brunet,
08191, Rubi, Barcelona, Poligono Industr. Rubi, ES

Total combined yeasts/moulds| NMT 102 CFU/g 0 CFU/g complies
(TYMC)
Absence of Escherichia coli absenceinlg absence complies
Content HPLC
Bisoprolol fumarate in 1 tbl. 4.75 mgto 5.25 mg 5.09 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: Quality control 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/019V/2020 GMP Certificate No : SK/019V/2020
Tl

Certified by QP: Karlovskd Mariana Certified on: 22.03.2021
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