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Cepruduxkar anaausa

Ipooyxkm KOPOHAJI
Homep npodyxma 12004761 Cepus LIMS HV 743 404
Homep cepuu 27F012A Pasmep evinywennoii cepuu 12 929 YITAKOBOK
Jlosuposka 10 mr
Jlexapcmeennas gpopma Ta0JIETKH, TOKPBITHIC IVICHOYHOIT
obooukoit
Pasmep ynaxosxu 100 tabm. Jlama npogedenus ananuza 21.02.2022
[lama npouszeoocmea 07.02.2022 Cneyughuxayus JIC-000943-290119
Jlama ucmeuenus cpoka coonocmu  31.01.2025 Pezucmpayuonnoe yoocmosepenue Ne  JIC-000943
Cmpana-umnopmep Poccust
GMID 682472
HcnbiTanne Hopmbi Pe3yabTaThl Onenka
Onucanue
Ornucanne Kpyriibie 1BOSKOBBIITYKIJIbIE CBETIO-  |COOTBETCTBYET COOTBETCTBYET
PO30BOTO 11BeTa TAOJIETKH C PUCKOH,
HOKPBITBIE
TUIEHOYHOH 060/I0UKOA.
HopmuanoCcTHL

Buconponona dpymapar (BOXKX) BY (o6pa3na) = BY (crangapra) MIOJIOKUTENIBbHBII pe3yabTaT |COOTBETCTBYET
Cpennsist Macca TaOJIETKH 0,1520-0,1680 T 0,1615r COOTBETCTBYET
OTKIIOHEHHS OT Cpe/iHeil Macchl TablIeTOK 18/20 Tabx. ne Goxee £ 7,5 %, COOTBETCTBYET COOTBETCTBYET

2/20 Tabx. He Goxnee £ 15 % ot

YCTaHOBJIEHHOM cpeiHe MacChl
OTKJIOHEHHUs OT CpeHel MacChl 29 enunui;: 85 — 115 % COOTBETCTBYET COOTBETCTBYET
TIOZIENIEHHBIX TaGIETOK makc. 1 eqununa: 75 — 125 %

OT YCTaHOBJIEHHOM CpelHEN MacChl
OHOPOHOCTD 103UPOBAHMS
OIHOPOJHOCTH 103UPOBAHMS LIETOMH AV (10 tabn.) <L1 = 15,00 ummn COOTBETCTBYET COOTBETCTBYET
TaOJICTKH 110 COJIEPKAHUIO AV (30 Tadbn.) <L1=15,00 u

Xi ne menee 0,75M u He 6oee 1,25M
Pacnagaemocts B Bozie He 6onee 30 mun 2 MUH COOTBETCTBYET
PacrBopenne akTuBHOM
(papmaneBTHYeCKOH cyOcTAaHIUU
(B9KX)

Yepes 20 mun (Q = 80 %) He menee 85 % 94,95;97;95;97;93% COOTBETCTBYET
IloTtepst B Macce npu BBICYIIMBaHUH He 6omnee 6,5 % 3,7% COOTBETCTBYET
PoacrBennsnie npumecu (BI/KX)

IIpumecs A He 6o1ee 0,5 % <0.05% COOTBETCTBYET

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

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

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

Enunnunas HenaeHTHGUIUPOBaHHAS He 6omee 0,2 % H/O

HpUMeECh

CymMma npumeceit He 6omnee 1,5 % <0.05%
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[lama npouszeoocmea 07.02.2022 Cneyughuxayus JIC-000943-290119
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Mnxpoﬁnonornqecxaﬂ YUCTOTA

Mukpobuonorugeckast IMCTOTa
EBp.®apm.5.1.4.

O6mee 4nciIo adpoOHBIX He 6omee 103 KOE/r 0 KOE/r COOTBETCTBYET
MHKPOOPTaHU3MOB

OO0iee yncio

JPOMOKEBBIX/TIECHEBBIX TPUOOB He 6osee 10?2 KOE/r 0 KOE/r COOTBETCTBYET
Ortcyrcrue Escherichia coli OtcyTcrBUE B 1 T OTCYTCTBHE COOTBETCTBYET

KosmuecTBenHoe onpenesenue BIXKX

Bucomnposnona ¢ymapar B 1 tabm. 9,50 — 10,50 mr 10,10 mr COOTBETCTBYET

CooTBeTcTBYET TPeOOBAHMSIM HOPMATHBHOI JOKYMEHTALMH.

HacrosimuM s NOATBEpKAA0, YTO MPECTABICHHAS Bbllle HHGOPMALMS SBIACTCA HOUIMHHONW M TOYHOM. JlaHHas cepus mpenapara Obuia
NPOU3BE/ICHA, BKIIIOYAs YNAKOBKY M KOHTPOJIb Ka4yecTBa, HA HIDKEYNOMSHYTOM ILIOMIAJKE B IIOJHOM COOTBETCTBHH C TPEOOBaHHAMU
Hamnexxameit mpowsBojcTBeHHoi npaktuku (GMP) MecTHOro peryisTopHOrO opraHa W B COOTBETCTBHH CO CICIH(HKAUIMH,
YKa3aHHBIMU B PerucTpannoHHOM YZOCTOBEPEHUH CTpPAHBI-MMIOpPTEpa. 3alMCH 10 IIPOM3BOJACTBY, YIIAKOBKE M aHAIM3Y CEpHU ObLIH
MIPOBEPEHBI W MPU3HAHBI COOTBETCTBYIOMUMH TpeboBannmsiM GMP. MapkupoBka BBIIIONHEHA B HOJHOM COOTBETCTBHH C HOCIECTHUMH
ono0peHHBIMH  MuHncTepcTBoM 31paBooxpaHeHus Poccuiickoit @depepanmy BepcHsSMH MaKeTOB YIIAKOBOYHBIX MAaTepUalioB H
HMHCTPYKUHUH 10 MEIUIUHCKOMY IIPUMEHEHHUIO.

Pa3peuieHo k npojaxe

IIpou3BoacTBEHHAS IIOMIA/IKA: MecTo BBINIyCKa H KOHTPOJISI Ka4ecTBa:
«Canexa dapmaceroTukaic a.c.», Hurpuancka 100 «Caneka dapmacerotTukaic a.c.», Hurpuancka 100
92027, I'morosen;, CnoBankas PecrryOnuka 92027, I'morosen;, CnoBaukas PecrryOnuka
PerucrpaunonHsiii Homep: V-15/2021 PerucrpannonHsiii Homep: V-15/2021
Ceprudurar GMP Ne: SK/019V/2020 Ceprudurar GMP Ne: SK/019V/2020
YTBep:KIeHo, yIOJTHOMOYEHHOe 0. Vicenova Maria Jara: 9.03.2022

Saneca Pharmaceuticals a.s.
Nitrianska 100 = 920 27 Hlohovec = Slovenskd republika = &= +421 33 736 1111 = f; +421 33 730 0890 » e-mail; info@ saneca.cam
IED; 46 833 323 = IC DPH: 52023590862 « OR 05 Trava, odd.: Sa, vl &: 10601,T » Tatra banka, a_s. « IBAN: 5522 1100 00000029 2017 3416




Page 1 0of2

Certificate of analysis
Saneca

Pharmaceuticals
Product CORONAL
Product number 12004761 Batch LIMS HV 743 404
Batch number 2TFO12A Released quantity 12929 PACKS
Dosage strength 10 mg
Dosage form film-coated tablets
Packaging size 100 tbl flm Date of analysis 21.2.2022
Manufacture date 7.2.2022 Specification LS-000943-290119
Expiry date 31.1.2025 Marketing authorisation ~ LS-000943
Importing country Russia No.
GMID 682472
Test Limits Results Evaluation
;prearance .
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 0.1615¢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 % 94;95;97;95;97,93 % complies
Loss on drying NMT 6.5 % 3.7% 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 % ND complies
Sum of impurities NMT 1.5 % <0.05 % - complies
Microbiological quality
Microbiological purity
Ph.Eur.5.1.4. 2
Total aerobic microbial count | NMT 10* CFU/g 0 CFU/g complies
(TAMC)

Saneca Pharmaceuticals a.s.
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Product

Product number
Batch number

Dosage strength
Dosage form
Packaging size
Manufacture date
Expiry date
Importing country
GMID

CORONAL

12004761
27F012A
10 mg

film-coated tablets
100 tbl flm

7.2.2022

31.1. 2025

Russia
682472

Batch LIMS HV
Released quantity

Date of analysis
Specification

Marketing authorisation

No.

743 404
12929 PACKS

21.2.2022
1S-000943-290119
LS-000943

(TYMC)

Content HPLC

Total combined yeasts/moulds

Absence of Escherichia coli

Bisoprolol fumarate in 1 tbl.

NMT 102 CFU/g

absenceinl g

9.50 mg to 10.50 mg

0CFU/g

absence

10.10 mg

complies

complies

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.

/

Vicenova Maria

Saneca
" Pharmaceuticals

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:

: Saneca Pharmaceuticals a.s.
¢ Nitrianska 100

i 900 27 Hiohovec

: Slovenska republika

£ 1C0: 46 833 323
: |G DPH: 8K2023599842 55

9.3.2022
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