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HcnbiTanue Hopmbl Pe3yabTaTsl OueHka
Onucanue
Onucanue Kpyriibie TBOSIKOBBITYKIIBIE CBETIIO- | COOTBETCTBYET COOTBETCTBYET
PO30BOTrO IBETa TAOJIETKU C PUCKOM,
MTOKPBITHIE
IUICHOYHOM 000JIOUKOHA.
IogauHHOCTH
Buconponona pymapar (BOKX) BY (o6pasua) = BY (cranmapra) MOJI0KUTENBHBIA COOTBETCTBYET
pe3yabTaT
Cpenssist Macca TabIeTKH 0,1520—-0,1680 r 0,1570r COOTBETCTBYET
OTKJIOHEHHs OT CpeiHel Macchl TabIeToK 18/20 Tabmn. me 6onee + 7,5 %, COOTBETCTBYET COOTBETCTBYET
2/20 tabmn. ve 6onee £ 15 % ot
YCTaHOBJICHHOM cpesiHeil Macchl
OTKJIOHEHUSI OT CpeIHEN MacChl 29 equnun;: 85 — 115 % COOTBETCTBYET COOTBETCTBYET
OJIEJIEHHBIX Ta0JIETOK Makc. 1 eapanma: 75 — 125 %
OT YCTAHOBJICHHOH CpeHel MacChl
OaHOpPOAHOCTH 103UPOBAHUS
ORHOPOJHOCTD A03MPOBAHMS LETON AV (10 Tabn.) <L1 = 15,00 wmm COOTBETCTBYET COOTBETCTBYET
TabJIETKHU 110 CONEPKAHUIO AV (30 Tabn.) <L1=15,00 u
Xi He Menee 0,75M u He Oojice
1,25M
PacnamaeMocTs B BoJie He 6omee 30 mun 2 MUH COOTBETCTBYET
PacTrBopenne akTuBHOI
(papmanesTHYeckol cybcTaHIUK
(BIXKX)

Uepes 20 mua (Q = 80 %) He menee 85 % 96:;97;97;98,95;102% COOTBETCTBYET
Iloteps B Macce pu BHICYIIMBAaHUU He Gomnee 6,5 % 3,5% COOTBETCTBYET
PoncrBennsbie npumecu (BIXKX)

TIpumecs A He 6o1ee 0,5 %

IIpumecs E He 6o1ee 0,2 %

Tpumecs G He 6omnee 0,5 % OQEBU\"CTB}/CT

IIpumecs L He 6omnee 0,5 % Q()OtigeﬁCTByeT

Enunanyanas HeuneHTHOUINPOBAHHASL He 6omnee 0,2 % coq}“ﬁe CTBYET

TIPUMECh

CymMma npumeceit He Gomnee 1,5 % /j;r /éTCTByeT

£mail: info@saneca.com
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MuxkpoOunoJiornyeckas YHCTOTA

MukpoOHoIorHYecKas YMCToTa
EBp.®apm.5.1.4.
O6mee 4nciIo adpoOHBIX
MHKPOOPTaHHU3MOB
O6mee yncio

Ortcyrcrue Escherichia coli

JIPOKKEBBIX/TIIECHEBBIX IPHOOB

Komnyecrsennoe onpenesnenne BO2KX

Bucomnposnona gymapar B 1 Tabi.

He 601ee 1000 KOE/r

He 6o1ee 100 KOE/r

OtcyTcTBUE B 1 T

9,50 — 10,50 mr

0 KOE/r

0 KOE/r

OTCYTCTBHE

9,92 mr

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

COOTBeTCTByeT TpeﬁonammM HOpMaTl/lBHOﬁ AOKYMEHTalMH.

HacrosmuM st monTBepkK/Iato, YTo IpecTaBiIeHHas BhIIle HHGOPMAIUs sBISIeTCS NOAIMHHON U TOUHOH. [laHHas cepus npemnapaTa Obl1a
NPOU3BE/ICHA, BKJIIOYAs YNAKOBKY M KOHTPOJIb Ka4yecTBa, HA HIDKEYNOMSHYTOHM ILUIOLIAJKE B IIOJHOM COOTBETCTBHH C TPeOOBaHHAMU
Hamnexxameit mpousBoactBenHoi npaktuku (GMP) MecTHOro peryjisTopHOro opraHa W B COOTBETCTBHH CO CHELH(BHKALHUIMHU,
yKa3aHHbIMU B PerucrpannoHHOM yZOCTOBEPEHHM CTpPaHBI-MMIOpPTEpa. 3alKCH 10 MPOU3BOJACTBY, YNAKOBKE M aHAIM3Y CEpHU ObLIH
MIPOBEPEHBI W MPU3HAHBI COOTBETCTBYIOMUMHU TpeboBaHusiM GMP. MapkupoBka BBIMONHEHA B MOJHOM COOTBETCTBHHU C MOCIECAHUMHU
ono0peHHBIMI  MuHncTepcTBoM 3npaBooxpaHeHus Poccuiickoit @dexpepanmy BepcHsSMH MaKeTOB YIIAKOBOYHBIX MAaTepUaloB H
HMHCTPYKIUH 110 METULUHCKOMY IIPUMEHEHHUIO.

HpOM3BO}1CTBeHHaSl IJIoImaaKa:

Paspemeno k npoaaxe
MecTo BBIIIYCKa U KOHTPOJIS KayecTBa:

«Caneka ®apmacerotTukaic a.c.», Hurpuancka 100
92027, I'norosen, CnoBaukas Pecry0imka

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

YT1BepikneHo, ynoaHomouennoe juno Farkasova Emilia

«Caneka ®apMacbIOTHKAJIC .C.»

Hurpnauncka 100, 92027, I'morosen, Cioaukasi Pecnyéiuka, Tea (+421) 33 736 1111, ®daxkc (+421) 33 738

«Caneka dapmacerotTukaic a.c.», Hurpuancka 100
92027, I'norosen, CnoBaukas Pecry0imka
Perucrpaunonnsiit Homep: V-132019
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Certificate of analysis

Product CORONAL

Product number 12004761 Batch LIMS HV 735 486

Batch number 3090621 Released quantity 13376 PACKS
Dosage strength 10 mg

Dosage form film-coated tablets

Packaging size 100 tbl flm Date of analysis 12.07.2021
Manufacture date 24.06.2021 Specification LS-000943-290119
Expiry date 31.05.2024 Marketing authorisation  LS-000943
Importing country Russia No.

GMID 682472

API lot: BISOPROLOLI FUMARAS, Manuf. batch: 296, Moehs Catalana S.L., César Martinell i Brunet,
08191, Rubi, Barcelona, Poligono Industr. Rubi, ES

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 gt0 0.1680 g 0.1570 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 % 96;97,97;98;95;102 % complies
Loss on drying NMT 6.5 % 35% complies
Purity HPLC
Impurity A NMT 0.5 % ND complies
Impurity E NMT 0.2 % ND complies
Impurity G NMT 0.5 % ND complies
Impurity L NMT 0.5 % <0.05 % complies
Unknown impurities individually NMT 0.2 % ND complies
Sum of impurities NMT 1.5 % <0.05 % N2 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.
Nitrianska 100 « 920 27 Hlohovec ¢ Slovenskd republika ¢ t: +421 33 736 1111 + f: +421 33 730 0890 ¢ e-mail: info@saneca.com
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Pharmaceuticals

Product CORONAL

Product number 12004761 Batch LIMS HV 735 486

Batch number 3090621 Released quantity 13376 PACKS
Dosage strength 10 mg

Dosage form film-coated tablets

Packaging size 100 tbl flm Date of analysis 12.07.2021
Manufacture date 24.06.2021 Specification LS-000943-290119
Expiry date 31.05.2024 Marketing authorisation  1S-000943
Importing country Russia No.

GMID 682472

API lot: BISOPROLOLI FUMARAS, Manuf. batch: 296, Moehs Catalana S.L., César Martinell i Brunet,
08191, Rubi, Barcelona, Poligono Industr. Rubi, ES

complies

complies

complies

Total combined yeasts/moulds [ NMT 10? CFU/g 0 CFU/g
(TYMC)
Absence of Escherichia coli absencein 1 g absence
Content HPLC
Bisoprolol fumarate in 1 tbl. 9.50 mg to 10.50 mg 992 mg
Conformity with the specification.

I hereby certity 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
Authorisation number : V-15/2019
GMP Certificate No : SK/019V/2020

Certified by QP:

Saneca Pharmaceuticals a.s.

FarkaZova Emilia

920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2019
GMP Certificate No : SK/019V/2020

Certified on:

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