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Ceprudukar anaausa

Ipooyxm

Homep npooyxma
Howmep cepuu
Jlozuposka

Jlexapcmeennas gpopma

KOPOHAJI

12004762
3060321
5wmr

TaGJIeTKH, TOKPBITHIC IICHOYHOM
000JI0YKOM

Cepus LIMS HV
Pazmep svinywennoii cepuu

Jlama npoeedenus ananuza

Pezcucmpayuonnoe yoocmosepenue Ne

AU, npoussooumens

Pasmep ynaxosxu 100 tabm.

[lama npouzsoocmea 25.032021 Cneyughuxayus
Jama ucmeuenus cpoxa coonocmu  29.02.2024

Cmpana-umnopmep Poccusa

GMID 682473

731777
26 489 YITAKOBOK

21.04.2021
JIC-000943-290119
JIC-000943

Bucompoona dgymapar, [Ipouss. Cepusi: 287, Moaxc Karanana C.JI., Cesar Martinell I Brunet,
08191, Rubi, Bapcenona, Poligono Industr. Rubi, ES

HcnbiTanue Hopmbl Pe3yabTaTsl OueHka
Onucanue
Ommcanve Kpyriibie 1BOSKOBBIYKIIBIE CBETIIO- | COOTBETCTBYET COOTBETCTBYET
JKEJITOTO IIBETa TAOJIETKH C PUCKOA,
MOKPBITHIC INICHOYHOH 000JI0UKOM
IlopnuuHOCTH
Buconponona pymapar (BOKX) BY (o6pasua) = BY (cranmapra) MOJI0KUTENBHBIHA COOTBETCTBYET
pe3yabTaT
Cpennsist Macca TabJIeTOK 0,1520-0,1680 r 0.1588 r COOTBETCTBYET
OTKIJIOHEHHS OT CPETHEH MacChl TaOJIETOK 18/20 tabmn. ne 6onee £ 7,5 %, COOTBETCTBYET COOTBETCTBYET
2/20 tabmn. ve 6onee £ 15 % ot
YCTaHOBJIEHHOM CpeHEeN MacChl
OTKJIOHEHUSI OT Cpe/IHEN MacChl 29 equnun;: 85-115 % COOTBETCTBYET COOTBETCTBYET
OJIEJIEHHBIX Ta0JIETOK Mmakc. 1 equanna: 75-125 %
OT YCTaHOBJICHHOI cpeHel Macchl
OaHOpPOAHOCTH 103UPOBAHUS
ORHOPOJHOCTD A03MPOBAHUS LETON AV (10 Tabn.) <L1 = 15,00 wmm COOTBETCTBYET COOTBETCTBYET
TabJIETKHU 110 COEPKAHUIO AV (30 Tabn.) <L1=15,00 u
X;i He meHee 0,75M u He 6oace 1,25M
Pacnagaemocts B Bozie He 6onee 30 mun 1 Mun COOTBETCTBYET
PacrBopenne akTuBHOM
(papmaneBTHYeCKOH cyOcTAaHIUU
(BIXKX)
Yepes 20 mun (Q = 80 %) He menee 85 % 93;94;92;93;93;98 % COOTBETCTBYET
Iloteps B Macce pu BBICYIIMBAaHUU He Gomnee 6,5 % 33%
PoacrBennsnie npumecu (BI/KX)
[Tpumecs A He 6o1ee 0,5 % H/O COOTBETCTBYET
ITpumecs E He 6onee 0,2 % H/O COOTBETCTBYET
IIpumecs G He 6omnee 0,5 % <0.05% COOTBETCTBYET
ITpumecs L He 6omee 0,5 % H/O COOTBETCTBYET
EnvunyHas HenpeHTHGUIMPOBaHHAS He 6omnee 0,2 % H/O COOTBETCTHS
puMech &
Cymma npumecei He 6omnee 1,5 % <0.05%
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Ceprudukar anaausa

IIpooyxm KOPOHAJI
Homep npooyxma 12004762 Cepus LIMS HV 731777
Homep cepuu 3060321 Pasmep evinywennoii cepuu 26 489 YITAKOBOK
Jlozuposka 5wMmr
Jlexapcmeennas gpopma Ta0JIETKH, TOKPBITHIC IVICHOYHOIT
000J104KOI
Pasmep ynaxosxu 100 tabm. Jlama nposedenus ananusa 21.04.2021
[lama npouzsoocmea 25.032021 Cneyughuxayus JIC-000943-290119
Jama ucmeuenus cpoxa coonocmu  29.02.2024 Pecucmpayuonnoe yoocmosepenue Ne  JIC-000943
Cmpana-umnopmep Poccusa
GMID 682473
A®U, npoussooumens Buconpomnona dpymapar, IIpouss. Cepust: 287, Mosxc Karanana C.JI., Cesar Martinell I Brunet,
08191, Rubi, Bapcenona, Poligono Industr. Rubi, ES

MuxkpoOunoJiornyeckas YHCTOTA

MukpoOHoIorHyecKas YucToTa
EBp.®apmak.5.1.4.

Oo0uiee 4ucio adpoOHBIX He 6onee 10° KOE/r 0 KOE/r COOTBETCTBYET
MHUKpPOOPTAaHU3MOB
Oomiee 9ucio APOKIKEBBIX U He 6omee 10> KOE/r 0 KOE/r COOTBETCTBYET
IUIECHEBBIX TPUOOB
Ortcyrcrue Escherichia coli OrcyrctBUE B 1 T OTPHULIATEILHO COOTBETCTBYET

KosmmuecTBenHoe onpenesenue BIXKX

Bucomnposnona gymapar B 1 tabm. 4.75 -5.25 mr 4,83 mr COOTBETCTBYET

CooTBeTcTBYET cnenupuKanmuu.

HacrosmuM 51 moaTBep /a0, UTO BbILIEyKa3aHHAsT MH(POpPMALs SBIAETCS BepHOU M TouHON. JlaHHAs cepuM MpOJyKTa MPOU3BEICHA,
BKJIIOYAsl yNMaKOBKYy M KOHTPOJb KauyecTBAa, HA HIDKEYKa3aHHOM IIIOIIAJKEe B MOJHOM COOTBETCTBUHM C TpeboBanusM Hamnexamieit
npousBoAcTBeHHOM mnpakTuku (GMP) mecTHbIX PerynaTopHeix opraHoB u crnenuduKaiusM PerucTpariioHHOTO yZOCTOBEpEHUS
UMIOPTHPYIOLIEi cTpaHsl — cienndukaiuam HopmarusHo# JlokyMeHTaIMK. 3al1CH 110 IPOU3BOACTBY, YIAKOBKE M aHAIIM3Y CEPHU ObLIN
MIPOBEPEHbI ¥ MPU3HAHBI COOTBETCTBYIOIUMH TpeboBanusiM GMP. MapkupoBka B IIOJTHOM COOTBETCTBHH C MOCIEIHIMH 0T00PEHHBIMH
MunuctepctBoM 3apaBooxpaHeHus Poccuiickoii ®defepanuu BepcHAMU MAaKeTOB YHNAKOBOUHBIX MaTEpHAIOB U HHCTPYKLIHU IIO
MEAUIMHCKOMY NIPUMEHEHUIO.
Paspemieno k npogaie

IIpousBoacTBeHHAS MIOMIAIKA: MecTo BBIITyCKa H KOHTPOJISI Ka4ecTBa:
«Caneka PapmacbloTHKaIC a.c.», Hurpuancka 100 «Caneka PapmacbloTHKaIC a.c.», Hurpuancka 100
920 27, I'norosen, CnoBankas PecriyOmika 920 27, I'norosen, CnoBankas PecriyOmika
Perucrpannonnsiit Homep: V-15/2019 Perucrpannonnsiit Homep: V-15/2019
Cepruduxar GMP Ne: SK/019V/2020 Cepruduxar GMP Ne: SK/019V/2020

YTBep:kaeHo, ynoaHoMmoueHHoe juno: Gulasova Maria Hdara: 23.04.2021
/TIoanucey/
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Certificate of analysis

Product CORONAL

Product number 12004762 Batch LIMS HV 731777

Batch number 3060321 Released quantity 26489 PACKS
Dosage strength Smg

Dosage form film-coated tablets

Packaging size 100 tbl. Date of analysis 21.04.2021
Manufacture date 25.03.2021 Specification LS-000943-290119
Expiry date 29.02.2024 Marketing authorisation  LS-000943
Importing country Russia No.

GMID 682473

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

Test

Appearance
Description

Identification
Bisoprolol fumarate (HPLC)

Average weight of 1 tablet

Uniformity of mass

Uniformity of mass of divided
tablets

Uniformity of dosage units
Content uniformity of whole
tablets

Disintegration time in water

Dissolution active substance
(HPLCO)
After 20 min. (Q=80%)

Loss on drying
Purity HPLC
Impurity A
Impurity E
Impurity G
Impurity L
Unknown impurities individually
Sum of impurities
Microbiological quality
Microbiological purity
Ph.Eur.5.1.4.

Total aerobic microbial count
(TAMC)

Limits

light yellow round biconvex film
coated tablets,half-scored

identical RT
0.1520 2t0 0.1680 g

18/20 tbl. NMT =+ 7.5 %,

2/20 tbl. NMT =+ 15 % from
determined average mass

29 subunits: 85-115 %

max. 1 subunit: 75 -125 %
from determined average mass

AV (10 tbl) <L1=15.0or
AV (30 thl.) <L1=15.0 and
xi <0.75; 1.25M>

NMT 30 min

NLT 85 %
NMT 6.5 %

NMT 0.5 %
NMT 0.2 %
NMT 0.5 %
NMT 0.5 %
NMT 0.2 %
NMT 1.5 %

NMT 10° CFU/g

Results

complies

positive
0.1588 g

complies

complies

complies

1 min

93;94:92;93;93,98 %
33%

ND
ND
<0.05 %
ND
ND
<0.05 %

0 CFU/g

Evaluation

complies

complies
complies

complies

complies

complies

complies

complies

complies

complies
complies
complies
complies
complies

complies

complies
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i .
Saneca Certificate of analysis

Pharmaceuticals

Product CORONAL

Product number 12004762 Batch LIMS HV 731 777

Batch number 3060321 Released quantity 26 489 PACKS
Dosage strength 5mg

Dosage form film-coated tablets

Packaging size 100 tbl. Date of analysis 21.04.2021
Manufacture date 25.03.2021 Specification 1.§-000943-290119
Expiry date 29.02.2024 Marketing authorisation ~ 1.5-000943
Importing country Russia No.

GMID 682473

API lIot: 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 absenceinl g absence complies
Content HPLC
Bisoprolol fumarate in 1 tbl. 4.75 mg to 5.25 mg 4.83 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

/!
Certified by QP: GulaéovéZ/éria Certified on: 23.04.2021
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