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Ceprudukar anaausa

GMID 682477

ADU, npoussodoumens

IIpooyxm KOPOHAJI
Homep npooyxma 12004765
Homep cepuu 3151120
Jlozuposka 10 mr
Jlexapcmeennas gpopma

000J104KOI
Pasmep ynaxosxu 60 tab.
Jama npoussoocmsa 02.11.2020
Lama ucmeuenus cpoka coonocmu  31.10.2023
Cmpana-umnopmep Poccusa

Ta0JIETKH, TOKPBITHIC IVICHOYHOIT

Cepus LIMS HV 725 661

Pazmep svinywennoii cepuu 22 016 YITAKOBOK
Jlama nposedenus ananuza 23.11.2020
Cneyughuxayus JIC-000943-290119
Pecucmpayuonnoe yoocmosepenue Ne  JIC-000943

Bucomnpoona pymapar, Cepust: 275, Moasxc Karanana C.JI., Cesar Martinell I Brunet, 08191 Rubi,
Barcelona, Poligono Industrial Rubi, Vcnanust

Bucomnponona pymapar (BOIKX)
Cpennsist Macca TabJIeTOK
OTKIIOHEHHS OT cpesiHeil Macchl TableToK

OTKJIOHEHHS OT Cpe/IHel MacChl IOISICHHbIX
TabJIeTOK

OHHOPO}IHOCTL A03UMPOBaAHUA

OMHOPOJHOCTH JO3UPOBAHUS LIEIOW TAOJICTKH
TI0 COZIePIKAHUIO

Pacnagaemocts B Bozie
PacTrBopenue akTHBHOI (papManeBTHYECKOI
cyoctanuuu (BI/KX)

Uepes 20 mun (Q = 80 %)
Iloteps B Macce pu BBICYIIMBAaHUU
PoacrBennsnie npumecu (BI/KX)

[Tpumecs A

IIpumecs E

[Tpumecs G

[Ipumecs L

EnvunyHas HenpeHTHGUIMPOBaHHAS

pUMech

CymMa npumeceit
Muxkpo0OunoJiornyeckas YHCTOTA

-Epp.®.5.1.4.

Oobmiee 9ucio a3poOHBIX

MHUKpPOOPTaHH3MOB

Oo01mee 9UCIIO IPOFOKEBBIX U IIIECHEBBIX

rpuboB

OtcyterBue Escherichia coli
KosmmuecTBenHoe onpeneaenue BIXKX

Saneca Pharmaceuticals a.s.

Nltrlanska 100 - 920 27 Hlohovec Slovenska republika Tel: (+421) 33 736 1111, Fax: +421 33 730 0890, E-mail: info@saneca.com _.“

BY (o6pasia) = BY (cranmgapra)
0,1520-0,1680 r

18/20 Tabx. ne 6onee £ 7,5 %,
2/20 Tab:. ne 6oyee + 15 % ot
YCTaHOBJIEHHOM CpellHel Macchl
29 equnni: 85115 %

Makc. 1 equnauma: 75-125 %

OT YCTaHOBJIEHHOM CPEIHEN MacChl

AV (10 tabn.) < L1 = 15,00 uinm

AV (30 Tabn.) < L1 =15,00 n

X;i He Menee 0,75M u He Oonee 1,25M
He 6oxee 30 mun

He menee 85 %
He 6ouee 6,5 %

He 6omee 0,5 %
He 6omee 0,2 %

He 6omee 0,5 %
He 6omnee 0,5 %
He 6omnee 0,2 %

He 6omnee 1,5 %

He 6onee 1000 KOE/r
He 6omee 100 KOE/r
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Ceprudukar anaausa

IIpooyxm KOPOHAJI
Homep npooyxma 12004765 Cepus LIMS HV 725 661
Homep cepuu 3151120 Pasmep evinywennoii cepuu 22 016 YITAKOBOK
Jlozuposka 10 mr
Jlexapcmeennas gpopma Ta0JIETKH, TOKPBITHIC IVICHOYHOIT
000J104KOI
Pasmep ynaxosxu 60 tab. Jlama nposedenus ananuza 23.11.2020
[lama npouzsoocmea 02.11.2020 Cneyughuxayus JIC-000943-290119
Lama ucmeuenus cpoka coonocmu  31.10.2023 Pecucmpayuonnoe yoocmosepenue Ne  JIC-000943
Cmpana-umnopmep Poccusa
GMID 682477
A®U, npoussooumens Buconponona dpymapar, Cepust: 275, Mosxc Karanana C.JI., Cesar Martinell I Brunet, 08191 Rubi,
Barcelona, Poligono Industrial Rubi, Vcnanust

| Brconponona dpymapar B 1 Tabi. | 9,50-10,50 mr | 10,04 mr |c00TBeTCTByeT |

| COOTBeTCTByeT TpeﬁonammM HOpMaTI/lBHOﬁ AOKYMEHTalMH. |

Hacrosmum s moATBeprkaaio, 4To BhINISyKa3aHHAs HH(OpMAIHS SBISIETCS BEPHOH 1 TOYHOH, YTO YIIAKOBKA COOTBETCTBYET MaKeTaM,
HaXOJAIIMMCs B aKTHBHOM CTaTyce B porpamMme Bucra u nepemennas napopManus (HOMep CepHH, CPOK TOTHOCTH U JaTa
MIPOM3BO/ICTBA) BEPHBI M PACIIOIOKEHBI B COOTBETCTBYIOMMX Housix. [Ipon3BoacTBO MaHHOI cepun MpoIyKTa, BKIOYas yIaKOBKY H
KOHTPOJIb KaueCcTBa Ha COOTBETCTBYIOIINX 00BEKTAX, IOJHOCTHIO cOOTBeTCTBYeT TpeboBanmsiM GMP EC 1 MecTHBIX perynsTopHbIM
OpraHoOB, a TAKXKE HOPMaM, yKa3aHHBIM B PETHCTPAllMOHHOM YJOCTOBEPEHUH CTPAHBI-UMIIOpPTEpa. 3alnCH O IPOU3BOCTBE, YIIAKOBKE U
aHaJIM3€ CepUU ObLIM NPOBEPEHBI M NPU3HAHBI COOTBETCTBYIONMMHU TpeGoBaHusiM GMP.

Paspemeno k npoaake

I[IpousBoacTBeHHAs MIOIALKA: MecTo BbIIIYyCKa U KOHTPOJISl KayecTBa:
«Caneka ®apmacerotukaic a.c.», Hurpuancka 100 «Caneka ®apmaceroTukaic a.c.», Hurpuancka 100
92027, I'morosen;, CnoBaukas PecrryOnuka 92027, I'morosen;, CnoBaukas PecrryOnuka
Perucrpannonnsiit Homep: V-15/2019 Perucrpannonnsiit Homep: V-15/2019
Cepruduxar GMP Ne: SK/019V/2020 Ceprudukxar GMP Ne: SK/019V/2020
VYr1BepxaeHo, ynonHomouenHoe nuno Farkasova Emilia (moamucs) JHara: 01.12.2020

Saneca Pharmaceuticals a.s.
Nitrianska 100 - 920 27 Hlohovec Slovenska republika Tel: (+421) 33 736 1111, Fax: +421 33 730 0890, E-mail: info@saneca.com
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Certificate of analysis

Pharmaceuticals
Product CORONAL
Product number 12004765 Batch LIMS HV 725 661
Batch number 3151120 Released quantity 22016 PACKS
Dosage strength 10 mg
Dosage form film-coated tablets
Packaging size 60 tbl flm Date of analysis 23.11.2020
Manufacture date 02.11.2020 Specification 1.S-000943-290119
Expiry date 31.10.2023 Marketing authorisation ~ 1S-000943
Importing country Russia No.
GMID 682477
API lot: BISOPROLOLI FUMARAS, Manuf. batch: 275, 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 g t0 0.1680 g 0.1608 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 thl.) <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 % 98,96,98,98,95,98 % complies
Loss on drying NMT 6.5 % 3.8% 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 % ND complies
Unknown impurities individuallyy NMT 0.2 % <0.05 % 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)
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Saneca Certificate of analysis

Pharmaceuticals

Product CORONAL

Product number 12004765 Batch LIMS HYV 725 661

Batch number 3151120 Released quantity 22016 PACKS
Dosage strength 10 mg

Dosage form film-coated tablets

Packaging size 60 tbl flm Date of analysis 23.11.2020
Manufacture date 02.11.2020 Specification 1.S-000943-290119
Expiry date 31.10.2023 Marketing authorisation ~ 1S-000943
Importing country Russia No.

GMID 682477

API lot: BISOPROLOLI FUMARAS, Manuf. batch: 275, 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 absenceinl g absence complies
Content HPLC
Bisoprolol fumarate in 1 tbl. 9.50 mg to 10.50 mg 10.04 mg complies
Conformity with the specification.

1 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
Authorisation number : V-15/2019
GMP Certificate No : SK/019V/2020

Certified by QP:

FarkaSova Emilia

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

Certified on: 01.12.2020
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