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Crpannua 1 u3 2

Ceprudukar anaausa

Ipooyxkm KOPOHAJI
Homep npodyxma 12004766 Cepus LIMS HV 741 765
Howmep cepuu VEF271A Pasmep svinywennoii cepuu 44 359 YITAKOBOK
/lozupoexa 5wMmr
Jlexapcmeennas ¢opma TaOJETKHU, MOKPHITHIC INICHOYHON
obooukoit
Pasmep ynaxosxu 60 Tabur. Jlama npogedenus anauza 11.01.2022
Jlama npouzgoocmea 10.12.2021 Cneyughuxayus JIC-000943-290119
Jlama ucmeuenus cpoxa coonocmu  30.11.2024 Pezucmpayuonnoe yoocmogepenue Ne  JIC-000943
Cmpana-umnopmep Poccus
GMID 682478
HcnbiTanue Hopmbl Pe3yabTaTsl OueHka
Onucanue
Ommcanve Kpyribie 1BOSKOBBITYKIIbIE CBETIIO- |COOTBETCTBYET COOTBETCTBYET
PO30BOTO IBETa TAOJIETKH C PUCKOIA,
TIOKPBITHIE IIIEHOYHOH 000I0UKOI.
IlopnuuHOCTH
Buconponona pymapar (BOKX) BY (o6pasua) = BY (crannapra) MOJI0KUTENBHBIA COOTBETCTBYET
pe3yabTaT
Cpennsist Macca TabIeTKU 0,1520-0,1680 r 0,1594 r COOTBETCTBYET
OTKIJIOHEHHS OT CPETHEH MacChl TaOJICTOK 18/20 Tabu. ue 6onee = 7,5 %, COOTBETCTBYET COOTBETCTBYET
2/20 tabun. He 6onee + 15 % ot
YCTaHOBJIEHHOM CpeHEN MaccChl
OTKJIOHEHUSI OT CpeIHEN MacChl 29 equnmir: 85 — 115 % COOTBETCTBYET COOTBETCTBYET
MOJICTIEHHBIX TaOJIETOK Mmakc. 1 equanna: 75 — 125 %
OT YCTAQHOBJICHHOI CpeHel Macchl
OaHOpPOAHOCTH 103UPOBAHUS
OIHOPOIHOCTH JO3MPOBAHUS LETIOM AV (10 tabn.) < L1 = 15,00 uin COOTBETCTBYET COOTBETCTBYET
TaOJIETKHU 10 COACPIKAHHIO AV (30 Tabn.) <L1=15,00 u
X; He MeHee 0,75M u He Goiee
1,25M
Pacnagaemocts B Bozie He 6onee 30 mun 2 MuH COOTBETCTBYET
PacrBopenne akTuBHOM
papmaneBTnueckoi cyocranuuu (BIXKX)

Yepes 20 mun (Q = 80 %) He menee 85 % 91;91;92;92;91;91 % COOTBETCTBYET
Iloteps B Macce pu BHICYIIMBAaHUU He Gouee 6,5 % 3,9% COOTBETCTBYET
PoncrBennsbie npumecu (BIXKX)

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

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

IIpumecs G He 6onee 0,5 % <0.05 % COOTBETCTBYET

IIpumecs L He 6onee 0,5 % <0.05 % COOTBETCTBYET

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

IpUMech

CymMma npumeceit He 6oiee 1,5 % <0.05 % COOTBETCTBYET
MuxkpoOunoJiornyeckas YHCTOTA

MukpoOuoIoruyeckas YucToTa

EBp.®apm.5.1.4.

O6mee 4nciIo adpoOHBIX He 6onee 1000 KOE/r 10 KOE/r COOTBETCTBYET
MHUKpPOOPTaHU3MOB

O6mee yncio

JIPOKKEBBIX/TIIECHEBBIX IPHOOB He 6onee 100 KOE/r 0 KOE/r COOTBETCTBYET
Orcyrcrue Escherichia coli OtcyTcrBUE B 1 T OTCYTCTBHE COOTBETCTBYET
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Jlama ucmeuenus cpoxa coonocmu  30.11.2024
Cmpana-umnopmep Poccust

GMID 682478

Ipooyxkm KOPOHAJI

Homep npodyxma 12004766

Howmep cepuu VEF271A

/lozupoexa 5wMmr

Jlexapcmesennas popma TaOJIETKH, TOKPHITHIC IUIEHOYHOIT
obooukoit

Pasmep ynaxosxu 60 Tabur.

Jlama npouzgoocmea 10.12.2021

Cepusa LIMS HV 741765
Pasmep svinywennoii cepuu 44 359 YITAKOBOK
Jlama npogedenus anauza 11.01.2022

Cneyughuxayus JIC-000943-290119
Pezucmpayuonnoe yoocmogepenue Ne  JIC-000943

Komnuecrsennoe onpenesnenne BIKX

Buconponona ¢pymapar B 1 Tabdi. 4.75-525mr

5,09 mr COOTBETCTBYET

COOTBeTCTByeT TpeﬁonammM HOpMaTl/lBHOﬁ AOKYMEHTalMH.

HacrosimuM s NOATBEpKAA0, YTO MPECTABICHHAS Bbllle HHGOPMALMS SBIACTCA HOUIMHHONW 1 TOYHOH. JlaHHas cepus mpenapara Obuia
NPOU3BE/ICHA, BKIIIOYas YNAKOBKY M KOHTPOJIb Ka4ecTBa, HA HIDKEYHNOMSHYTOH ILIOLIAJKE B IIOJHOM COOTBETCTBHH C TPeOOBaHHAMHU
Hamnexxameit mpowsBojctBeHHoi mnpaktuku (GMP) MecTHOro peryisTOpHOrO OpraHa W B COOTBETCTBHH CO CICIH(HKAIUIMU,
YKa3aHHBIMU B PerucTpannoHHOM yZOCTOBEPEHUH CTpPAHBI-MMIIOPTEpa. 3alMCH 10 IIPOM3BOJCTBY, YIIAKOBKE M aHAIM3Y CEpHU ObLIH
MIPOBEPEHBI W MPU3HAHBI COOTBETCTBYIOMMUMH TpeboBanmsiM GMP. MapkupoBka BBIONHEHa B IOJHOM COOTBETCTBHHU C IOCIEIHUMHU
onobpeHHsIMH  MunncrepcTBoM 3apaBooxpaHeHus Poccumiickoit @Dexpepanmy BepcHsSMH MaKeTOB YIAKOBOYHBIX MaTepUaloB H

HUHCTPYKIHHU 110 METULUHCKOMY NIPUMEHEHUIO.

Pa3pemeno k npoaaixe

HpOPBBO}.ICTBeHHaﬂ miomaaka:

«Caneka PapmacbloTHKaIIC a.c.», Hurpuancka 100
92027, I'morosen, Cnosarkas Pecrrybnnka
Perucrpanmonnsiit Homep: V-15/2021
Ceprugpurxar GMP Ne: SK/019V/2020

YTBep:kaeHo, ynoanomouennoe auno: Farkasova Emilia

«Canexa ®apMacbIOTHKAJIC .C.»

Mecto BBIIIYCKA U KOHTPOJIA KavyecTBa:

«Caneka PapmacbloTHKaIC a.c.», Hurpuancka 100
92027, I'morosen, Cnosarkas Pecrrybnnka
Perucrpanmonnsiit Homep: V-15/2021
Ceprugpurar GMP Ne: SK/019V/2020

Jara: 12.01.2022 »
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Certificate of analysis

Product CORONAL
Product number 12004766 Batch LIMS HV 741765
Batch number VEF271A Released quantity 44 359 PACKS
Dosage strength 5 mg
Dosage form film-coated tablets
Packaging size 60 tbl. Date of analysis 11.01.2022
Manufacture date 10.12.2021 Specification L.S-000943-290119
Expiry date 30.11.2024 Marketing authorisation  LS-000943
Importing country Russia No.
GMID 682478
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 0.1520gt00.1680 g 0.1594 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 (10tbl.)<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 % 91;91,92;92;91,91 % complies
Loss on drying NMT 6.5 % 39% complies
Purity HPLC
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 individually NMT 0.2 % <0.05% j complies
Sum of impurities NMT 1.5 % <0.05 % c complies
Microbiological quality
Microbiological purity
Ph.Eur.5.14.
Total aerobic microbial count | NMT 10° CFU/g 10 CFU/g complies
(TAMC)
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Certificate of analysis

Product CORONAL
Product number 12004766 Batch LIMS HV 741 765
Batch number VEF271A Released quantity 44 359 PACKS
Dosage strength 5 mg
Dosage form film-coated tablets
Packaging size 60 tbl. Date of analysis 11.01.2022
Manufacture date 10.12.2021 Specification LS-000943-290119
Expiry date 30.11.2024 Marketing authorisation  1S-000943
Importing country Russia No.
GMID 682478
Total combined yeasts/moulds| NMT 102 CFU/g 0 CFU/g complies !
(TYMC)
Absence of Escherichia coli absenceinl g absence complies
Content HPLC
Bisoprolol fumarate in 1 tbl. 475 mg to 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.

Manufacturing site:

Release for sale

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:

Saneca Pharmaceuticals a.s.

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

Farka3ova Emilia
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Certified on:

i Saneca Pharmaceuticals a.s.
: Nitrianska 100

i 920 27 Hlohovec

: Slovenska republika

: 1CO: 46 833 323

i IC DPH; SK2023509842 55

12.01.2022
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