JNEKJIAPAIIVISI O COOTBETCTBUH

JEKJIAPAHT, IPHHUMAIOIIHI JEKJIAPAITHIO O COOTBETCTBHH

AO "Canoghu Poccun"

Csedenus o pezucmpayuu opeanuzayui: Mexcpaiionnan uncnexyus Pedepanvroi Hanozoeow cayxucbor Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, oama npucaoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22, Tenegon/axc: 8 (495) 721-14-00/721-14-11

B nuye: lenepanvubiit dupexmop Monyc O.A.

Hosepennoe nuyo: Cmenanoe C.C., dosepernocms 6/u om 01.12.2017

3AABJIAET, UTO

nexapcmeenroe cpedcmeo. Koponan, mabnemxu nokpvimvie nieHounoi oboroukoi 10 m2 10 wm., ynaxoexu
Avelixoabie Konmypusie (6), navxu xapmonnsie, PY Ne JIC-000943 om 04.04.2011 (0ama 3amenst 09.08.2017)
avidano AO "Canogu Poccun", cepus 3030219, napmus 22225 ynaxoeox, 200ex 0o 31.01.2022, npouszecocmsa
Canexa ®apmacwviomuxanc a.c., Croeayxan Pecnybnruxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27
Hlohovec, Slovak Republic, ko0 OKIT[2 21.20.10.146, koo TH B3/ 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085327917 om 25.03.2019

COOTBETCTBYET TPEBOBAHMAM

JIC-000943-040411 uzm. Ne I om 05.06.2013, Nel om 16.08.2013, Me 3-8

JEKJIAPAHASI TIPUHATA HA OCHOBAHHHA

npomoxon ucnuimanuii Ne 9080 om 01.04.2019 H/I OO0 HL] "®APMOBEOPOHA", ammecmam axkpeoumayuu
POCC RU.0001.21®DJ140, Cepmugpuxam POCC SK.®M08.C37245 om 01.04.2019

JATABPHSTUS NEKJIAPAIAH 01.04.2019
; J1 MCTBUTEJLHA 10 31.01,2022
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CBEJIEHHS O PETUCTPALINHU

OPTAH IO CEPTHO®HKALIUM, 3APETHCTPUPOBABIINAIN JEKJIAPAIIUIO

RA.RU.11®M08 OPTAH IO CEPTH®HKALIMH ITPORVKLIHH OFL[ECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)XHOH [JEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzara no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxosa, 0. 4, 3m. 5., men.:(493)788-02-88, 6eb-
catim: oykK.pep.

NEKJAPAIIUS O COOTBETCTBHH 3APETMCTPUPOBAHA M POCC RU J-SK. ®PM08.A.20296/19
JATA PETHCTPALIMM 01.04.2019

zi 1 Junenxo U.B.
NOANMED | Pykosomurens OC




Pharmaceuticals
Crpanyua 1 m32
Cepruduxar ananuza

Hpodyrm KOPOHAJ
Homep npodyxma 12004765 Cepus LIMS HV 653963
Homep cepuu 3030219 Pasmep avnywennoii cepuu 22 225 YIIAKOBOK
 fosupoexa 10 mr
Jexapemeennan dopma Tabnerky, noxpeITee

nneHouHOH obonoukoit
Pasmep ynaroerxu 60 Tabnetok, nokpesx Hama npogedenun ananusa 27.02.2019

NIeHOYHOH obonovkoi
Hama npouzeodcmea 06.02.2019 Creyugpunayun JIC-000943-040411
Hama ucmevenus cpoxa zodnoemy 31 01.2022 Pezucmpayuonnoe yoocmosepenue Mo JIC-000943
Cmpana-umnopmep Poccus

| Hembiranne

PesyabTaThl (- oo .

Onncanue
Omucanne

Topnnunrocts

Buconposnona gymapar (B2XX)
Cpenuas Macca TaGrerox
OznxoponnoeTs Aoamporanus no macce

OnsopoaHOCTS Macck NonoBHHOK TabeTok

OaunopoanocTs no3HpoBaHus

Onnopoanocts zosnposarms uenof Tabrern
TIO COAEPAHUIO

Pacnanaemocts B Boze

PacTeopenne aktusuoii

bapmauesTnyecicoit cyberanunn (BIXKX)
Uepes 20 M (Q = 80 %)

oreps B Macce npu BrICymMBaNMY

Tpumecs (BIXKX)

Nprmecs A

[TprmMecs E

lpumecs G

Tpumecs L

Jhobas apyras npumecs
Cymma npumecei
Mukpobuonoruyeckas uncrora

- T'®XH, kareropus 3A
O6wee uncno aspobHEx

Hopitir

Tabnetxku xpyrnzie JBOAKOBLITYKIIbIE
CBETIIO-PO3OROTO LUBETAC pucKOM La
ACNEHNA RA JIBE YACTH, TIOKDLITHIE
FeHo4BoH obonoyxol

BY (obpasua) = BY (crannapra)
0,1520-0,1680 r

18/20 tabn. ne Sonee + 7.5 %,
2/20 Tabn. ne Gonee £ 15 % or
YcTaHoBaeHHOM cpenueil Macchr
29 enunmn; 85-115 %

Maxe. | enuumua; 75-125 %

OT YCTAHOBNEHHOH cpenueit macer)

AV (10 Tabn.) SL1=15,00 wm
AV (30 rabn)<L] = 15,00 1
Xi He meHee 0,75M u e Gonee 1,25M

He 6onee 30 muy

He menee 85 %
He bonee 6,5 %

He 6onez 0,5 %
He Gonee 0,2 %
He 6onee 0,5 %
He 6onec 0,5 %
He 6onee 0,2 %
He Gonee 1,5 %

He Gonee 1000 KOE/r

MHKPOOPTaHHIMOR
Obmee ancno rpubon He Gonee 100 KOE/r
Orcyrerere Escherichia coli Oreyrerepe B 1 r
Koauuectennoe onpesenenne BIMCX
Buconponons dymapar s 1 Ta6. 9,50-10,50 Mr

COOTBETCTHYET

NONOKHTENLHEN) pe3ynbTaT
01586 r
COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYeET

2 MMH

100; 98; 100; 99; 96; 96 %
3,2%

He o6xapyxeno
He o6uapyseno
<0,05%
He obuzpy:xeno
<0,05%
<0,05%

«Caneia dapracsoTiicanc a.¢. - Hurpusucka 100, 92027, Faorosen, Crosauxas Pecny6nnsa
Ten (+421) 33 736 111, Daxe (+421) 33 730 0890, E-mail: sanecal@sancci.com — www.sancea.com
1CO 46 833 323 - IC DPH SK2023599842 — Tartabanka 0.5 —¢.u2920123416/1100




Sanecs

Pharmaceuticals
Crpanuua 2 ma 2
CepTaduxar ananmnsa
IIpodyxm KOPOHAJ
Howmep npodyxma 12004765 Cepun LIMS HV 653963
Homep cepuu 3030219 Pasmep evnywsennon cepuu 22225 YIIAKOBOK
dozuposxa 10 Mr
Jexapemeennan gopma TabneTky, NOKpLITHE
nneHogHol obonoukoit
Pasmep ynaxosxu 60 Tabnerok, HOKPEITBIX Hama nposedenus anaruza 27.02.2019
TINEHOYHOHR 000noYKOi
Aama npoussodemea 06.02.2019 Creyudurayus JIC-000943-040411
Hama uemeuenun cpoxa zodnocmu  31.01.2022 Pecucmpayuonnoe ydocmosepenue e JIC-000943
Cmpana-umnopmep Poceun
L CooTBeTcTByer TpeGoBaunsam HOPMATHBHO AOKYMEHTALNH.
L) 3 A Hacrosmmm 5 TIOATBEPHAAND, UTO BHILEYKa3aHHAS wuHOpMauns sensercs BepHON U TOUHOMN, Hpomao_nb‘ma..uauﬁoﬁ,;bcpnu NPOAYKTE,

BKII0YaN YNAKOBKY H KOHTPONb KAYECTBA Ha COOTRETCTBYIOIIMX 00BEKTAY, IOAHOCTDIO cooTBercTByer TpeGosanuam GMP EC u
MECTHEIX PETYAATOPHEIX OPTaHOB, & TAIOKE HOPMaM, YKa3aHHbIM B PETHCTPAUOHHOM YAOCTOBEDEHHH CTPANMI-HMIOPTEpA. 3amicH o
NPOHIBOACTEE, YIIAKOBKE H AHANM3E. CEpUH GLlmy NPOBEPEHL! H NPUIHANLL -~ == .
COOTBETCTBYIOIIMME Tpeforamiam GMP.

Paspemwenc k npogame

IponsBoacTeennas maomsaaxa:

«Canexa GapMackiOTHKAIC a.C.», Hurpuancka 100
92027, T'norosen, Cropaukas Pecrybmuka
PeructpaunonHsii nomep: VL 059/13-2
Cepruduxar GMP Ne: SK/009V/2017

YTeepsaeno, ynoaHomodeHHoe Ao Xonwuxopa Spocnasa

«Canexa dapmacbioTiRnae 8.0 - Hurpuauncka 100, 92027, Inorosen, Crosauras PecnyGnika
Ten (+421) 33 736 1111, @axc (+421) 33 730 0890. E-mail: sancca@sancen.com — WWW.SARCCA.00m
ICO 46 833 323 - IC DPH SK2023599842 — Tartabanka o.5 — .o 2920123416/1100

Mecro Beinycxa 1 xouTpons kauecTsa:

«Canexa PapMackioTHRaC 8.¢.», Hurpuancka 100
92027, Tnorosen, Cnopankas Pecny6nnxa
Pernctpauwontsii nomep: VL 059/13-2
Cepmuukar GMP Ne: SK/A009V/2017

Hara: 18.03.2019
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Certificate of analysis

Saneca
Pharmaceuticals

Product CORONAL
Product mumber 12004765 Batch LIMS HY 653963
Batch number 3030219 Released guantity 22225 PACKS
Dosage strength 10mg
Dosage form film-coated tablets )
Packaging size 60 tbl flm Date of analnis 27.02.2019
Manmufacture date 06.02.2019 Specification L5-000943-040411
Expiry date 31.01.2022 Marketing authorisation  15-000943
Importing country Russia No.
Test Limits Results
Appearance
Description light pink round biconvex film _ cgmf?ﬂie'g; 5
coated tablets half-scored At
Identification
|- Bisoprolol-fumarate (HPLC)——|— identical RT—— = —{positive —— e ==
Average weight of 1 tablet 0.1520 gt0 0.1680 g 0.1586p
Uniformity of mass 18/20 tbl. NMT % 7.5 %, complies
2/20 1bl. NMT 15 % from
determined average mass
Uniformity of mass of divided 29 subunits: 85-115 % complies
tablets max. ! subunit: 75 -125 %
from determined average mass
Uniformity of dosage units
Content uniformity of whole AV(10tbl)<L1=1500r complies
tablets AV (30 tbl)y £ L1=15.0 and
xi <0.75; 1.25M>
Disintegration time in water NMT 30 min 2 min
Dissolution active substance
{(BPLC)
After 20 min, (Q=80%) NLT85% 100;98;100;99,;96;96 %
Loss on drying NMT 6.5% 32%
Purity HPLC
Impurity A NMT 0.5 % ND
Impurity E NMT 0.2 % ND
Impurity G NMT 0.5 % <0.05 %
Impurity L NMT0.5% ND
Any other impurities NMT02% <0.05 %
Sum of impurities NMT 1.5% <0.05 %
Microbiolegical quality
- GF X11, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0 CFU/g
Total Fungi NMT 100 CFU/g 0 CFu/g
Absence of Escherichia coli absencein] g negative
Content HPLC
Bisoprolo] furnarate in 1 tbl. 9.50 mg to 10.50 mg 10.07 mg

Saneca Pharmaceuticals a.s, - Nitrianska 100 - 920 27 Hiohovec - Slovenska republika
Tel:{+421) 33 738 1111, Fax: (+421) 33 730 0890, E-mail: saneca@saNeca com ~ www.SBNECa CoMm

HCO. 46 833 323 - 1L DPH, SK2023508842 - Tatrabanka a.s - & i 2920123416/1100
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Certificate of analysis

Saneca
Pharmaceuticals

Product

Product number
Batch number

Dosage strength
Dosage form
Packaging size
Manvfacture date
Expiry date
Importing country

CORONAL

12004765
3030219

10 mg
film-coated tablets
60 tb] fim
06.02.2019
31.01.2022

Russia

Bartch LIMS HY
Released quantiry

Date of analysis
Specification

Marketing authorisation
No.

653963

22225 PACKS

27.02.2019

L5-000943-040411

L5-000943

Conformity with the specification.

T hereby confimm that the above. informatio
and quality control at site fully operating i
authorisation of the importing coun

Manufacturing site:

n is authentic and accurate. This baich of
n compliance with EU.GMP requirements, the local Regulatory

try. The batch processing. packaging and an

compliance with GMP,

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic
Authorisation number : VL 059/13-2
GMP Certificate No : SK/009V/2017

Certified by QP:

Holitkova Jaroslava

idta Foagimaceulitais ns
i Mhindiske 108
nit PEID T Hichnusg
: Sovenisia cebaniin:

PO 4EEAD 2
£GP 3R 25ER8512 8BS

Release for sale

Quality control and refease site:

product has been manufactured including packaging
Authority and the ‘marketing
alysis records were reviewed and found 1o be in

Saneca Pharmacenticals .5, Nitranska 100
920 27 Hiohovec, Slovak Republic
Authorisation number : VL 059/13-2
GMP Certificate No : SK/009V/2017

Certified on:

Saneca Pharmaceuticals a.s, - Nitnansks 100 - 920 27 Hichovec - Slovenska republiks
Tel. {+421} 33 736 1111, Fax {+421) 33 730 0890, E-mail: sanecafiisaneca.com — www saneca.com

1£0. 45 832 323- 1IC DPH: SK2023598842 - Tatrabankz a.5. =40 2920123416/1100
Obchodty mgister Okrusndii widu Tmins, Oddisl. Sa, Viadea ERis. 106917

18.03.20i9




