NEKJAPAIIASA O COOTBETCTBHHA

JIEKJTAPAHT, IIPHHAMAIOIIHA JEKJAPALIHIO O COOTBETCTBHHA

AOQ "Canogpu Poccun"

Csedenun 0 pezucmpayuu opzanusayuu. MedjcpaioHHas uHCReKyun @edepansroli nano2o8oti cryoicber Ne 46 no
2 Mockae 01.01.2008, OF'PH 1027739079940, dama npucéoenun OIPH 19.08.2002,

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721 -14-1

B nuye: Tenepanvusiii dupexmop Monac O.A.

Josepennoe nuyo: Knoxosa FO.C., dosepernochiy 6/mom 01.12.2017

3ASIBJSET, UTO
nekapcmeennoe cpedcmeo: Koponan, mabremiu nokpbimole nnexouHot obonouxoi 10 me 10 wm., ynakosku

Aueiixoeste konmypusie (10), nauxu kapmonnsie, PY Ne JIC-000943 om 04.04.2011 (dama samensi 09.08.2017)
evidaro AO "Carogpu Poccus", cepus 3170918, napmus 1 3126 ynaxoeox, z00ex 0o 31.08.2021, npou3800CcMaa
Canexa @apmacviomuxanc a.c., Crosayxasn Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27
Hlohovec, Slovak Republic, koo OKITN2 21.20.10.146, koo TH B3] 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085312598 om 08.11.201 8

COOTBETCTBYET TPEGOBAHH SIM

JIC-000943-040411 uzm. Ne 1 om 05.06.2013, Nel om 16.08.2013, e 3-8

JNEKJAPAITHSE [IPUHSITA HA OCHOBAHUU

npomoxon ucnvimanuii Ne 3347 0 om 14. 11.2018 HJT 000 HI] "®APMOLEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC SK.OM08.C27443 om 14.11.2018

% "Knoxora 10.C.
MHCL o.HN.0

CBEJIEHMSA O PETUCTPATINM

OPT'AH IO CEPTUPHKAIUH, 3APECHMCTPAPOBABIIHA JEKJIAPAIIHIO

RA.RU. 1] M08 QOPIAH 11O CEPTHOHKALIHH ITPOLYKIHH OBIECTBO C OrPAHUYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH JEHTP KOHTPOJIA KAYECTBA "

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzaxa no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
cavim: OykK.peh.

JEKJAPALIMSI O COOTBETCTBHH 3APECUCTPUPOBAHA M POCC RU JI-SK.®®M08.A.07079/18
AATAE EEBCTPAIIAA 14.11.2018

é 2% Kauan E.B.
HOAMMCE ™ 3am. pyxosoautens OC




Ceprudukar ananusa
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"4,-,& Pharmaceuticals

Hexapemeennan ghopria

fIpodyxm KOPOHAJN
Hoxep npodykma 12004761
Houatep cepun 3170918
Hozuposra 10 Mr

Cepus LIMS HV

Pazmep sunyigennodt cepuu

TaGNeTkH, NOKPRITHIE
nneHo4HoH ofonoykoit

649308
13 126 YTIAKOBOK

buconponona gymapar (BIXKX)
Cpeanss macca TabneTok
ORHOPOIHOCTE JOIHPOBAHKA 110 MACCE

OJIHOPOHHOCTB Macchb! [IONOBHHOK TabNeToK

O.IIIIOPOJ.'IIHOCTI: AOIHPOBAHNWA

OnHOPOAHOCTL NO3UPOBAHHA teloi TabneTku
70 COOEPKAHHIO

Pacnanaemocte B BOzE

PacTBoperne aKTHBHOI

thapmanesTuyeckoii cyberanunn (BIWKX)
Yepes 20 mun (Q = 80 %)

[MoTepa B Macce MPH BEICYLIWBAHHH

Mpumecs (BIKX)

Mpusecs A

[Tpumecs E

[MTpumece G

IMpumecs L

JoBas spyran npumMecs

Cymma npumecedi
Mukpobuonoruyeckas 4HCTOTa

- F®XII, kateropns 3A

Obwee yncno a3pobHBIX
MUKPOOPraHH3IMOB

O6utee yncno rpubos
Orcyrcreue Escherichia coli
KoanuecToenHoe onpenenenne BIMWKX

Buconponona ¢pymapat B 1 Tabn,

BY (ofpasua) = BY (crarnapra)
0,1520-0,1680 r

18/20 tabn. He Gonee = 7.5 %,
2/20 taGn. ve 6onee £ 15 % ot
YCTAHOBNIEHHOI cpeaneii Macchl
29 eauunu; 85-115 %

Mmaxc. | eaunuua: 75-125 %

OT YCTaHOB/ICHHOH cpeaHeil MacChl

AV (10 Tabn.} =L1 = 15,00 unn
AV (30Tabn.}=L1 =1500mu
xi He menee 0,75M u ue Gonee 1,25M

He 6onee 30 Muu

He meHee 85 %
He Gonee 6,5 %

He 6onee 0.5 %
He Gonee 0,2 %
He Gonee 0,5 %
He Gonee 0,5 %
He 6onee 0.2 %
He Gonee 1,5 %

He Gonee 1000 KOQE/r

He 6onee 100 KOE/r
OrcytereueB 1

9,50~10,50 mr

Pazvep ynarxoexu 100 TabneTok, NOKPRITHIX HHama npoeedenun ananusa 11.10.2018
niteHouHo i oGonoukoi
 Jama npouszsodcmea 25.09.2018 Cheyugruxayus JIC-000943-040411
Hama ucmevenun cpoxa 200nocmu - 31,08.2021 Pezucmpayuonnoe ydocmosepenne No JIC-000943
Cmipana-usinopmep Poccus
HensiTanne Hopmet Pe3yRLTATDH
Onucanne
Onucanue TabaeTkn Kpyrinie ABOAKOBLINYKILIE COOTBETCTBYET
CBETNO-POIOROTO LBETA C PUCKOH A5
HOENEHHR HA ABE HACTH, OKPRITHIE
naenouHoH oGonovkof
MogannHocTL

HOSMKMKHTENBHBIH pe3yabTar
0.1607 r
COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

2 MuH

99; 101; 102 100; 97, 100 %
39%

He o6napyxeHo
He oGnapy#eHo
< 0,05 %
< 0,05 %
< 0,05 %
< 0,05 %

0 KOE/r

0 KOE/r
OTPHUATENLHO

10,16 Mr

«Canern Gapsackiornuraac ace - i puancica 100, 92027, 1 aorosen, Caesankan PecnyB.auka

Tea (+421) 33736 1L, are (+421) 33 730 0890, E-mail: sancca @ saneca.com — www.sineca.com

[CO 46 833 323 - IC DPH SK2023599842 — Tartabanka a.s - cu 29201234 16/1100
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Cepruduxkar ananusa

Saneca
Pharmaceuticals

ITpooyrm KOPOHAN
Hoxep npodyxma 12004761 Cepua LIMS HV
Hoxep cepiu 3170918 Pasuep evinvujennoi cepun
Hozuposexa 10 Mr
Sexapemeennan popua TabneTxH, NOKpPLITHE
naeHoYHol obonoukoit
Pazviep ynarcoexu 100 TabneTok, NOKPEITRIX Hama nposedenus ananuza
nneHouHoH obonoukok
Hama npouzeodemea 25.09.2018 Cheyugpurxayus
| Jama uemevenus cpoxa 2oonocmu 31.08.2021 Pezucmpayuonnoe ydocmosepenue N
Cmpana-usnopmep Poccua

649308
13 126 YTIAKOBOK

11.10.2018

JIC-000943-040411
JIC-000943

CooTBeTCTBYET TPeboBaHNAM HOPMATHBHON AOKYMEHTALIHM.

HacrosumM 1 monteep#iato, 4To BhllieyKasaHHan HH(OPMALHS ABNIETCA BEPHOH H TouHOM. [TPOHIROACTEO AaHHOH CEPHU NPOLYKTA,
BKJIEOMAA YMAKOBKY H KOHTPOE KaYeCTBa HA COOTRETCTBYHOIHX 00BEKTAX, NOTHOCTLIO COOTBETCTRYET TpeGosannaM GMP EC u
MECTHBIX PErYNATOPHBIX OPraHOB, 2 TAKKE HOPMAM, YKAZAHHEIM B PETHCTPALMOHHOM YIOCTOBEPEHHUH CTPAHLI-HMITOPTEPA. 3anUCH O

NPON3BOACTBE, YNAKOBKE H aHANK3e CEPHU OBIIH NPOBEPEHBI H NPUIHAHLL
COOTBETCTRYIOWUMH Tpebosanuam GMP.

Paipewend K npoaaxe

MpoxiBoacTBEHHARA NAOWIALKA: MecTo BoInycKa H KOHTPOAA Ka4ecTBa:
«Canexa QapMacbrioTukanc a.c.», Hatpuancka 100 «Canexa tbapmaceloThkanc a.c.», Hutpuancka 100
92027, Inoroseu, Cnosaukad Pecny6anka 92027, I'norosen, Crosauxas Pecnybinxa
Peructrpaunonustil Homep: VL 059/13-2 Perucrpaunonneiit nomep: VL 059/13-2
Ceprudurar GMP No: SK/009V/2017 Ceprudukar GMP Ne: SK/009V/2017
YTeepiaeno, ynonnomoseHHoe auuo dapracosa IMUNHR Jara: 05.11.2018

«Canern PaprachiTuRAIC a0 - Hnrpuaaera 10, 92027, 1 wecosen, Caosansan Peenyd mkn

Tea (#421) 33 736 1151, dare (+421) 33 730 0890, E-mail: sances@ sunect.com — www.saneci.com
[CO 46 833 323 - FC DPH SK2023599842 ~ Tartabanka a.5 - c.u 292012344 16/1100
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Certificate of analysis

Saneca
Pharmaceuticals

Product CORONAL
Product number 12004761 Batch LIMS HV 649308
Batch number 3170918 Released quantiry 13126 PACKS
Dosage strength 10 mg
Dosage form film-coated tablets
Packaging size 100 tbl fim Date of analysis 11.10.2018
Manufacture date 25.09.2018 Specification LS-000943-040411
Expiry date 31.08.2021 Marketing anthorisation LS-000943
Importing country Russia No
Test Limits Results
Appearance T ]
Description light pink round biconvex film complies
coated tablets,half-scored
Identification
Bisoprolol fumarate (HPLC) identical RT positive
Average weight of | tablet 0.1520 210 0.1680 g 0.1607 g
Uniformity of mass 18/20 thl. NMT + 7.5 %, complies
2/20tbl. 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=t5.00r complies
tablets AV (30tbl.y < L1=15.0 and
xi <0.75; 1.25M>
Disintegration time in water NMT 30 min 2 min
Dissolution active substance
(HPLC)
After 20 min. (Q=80%) NLT 85 % 99;,101;102;100,97;100 %
Loss on drying NMT 6.5 % 39%
Purity HPLC
Impurity A NMT 0.5 % ND
Impurity E NMT 0.2 % ND
Impurity G NMT 0.5 % <0.05 %
Impurity L NMT 0.5 % <0.05 %
Any other impurities NMT 0.2 % <0.05 %
Sumn of impurities NMT 1.5 % <0.05 %
Microbiological purity
- GF X1, 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 absenceinl g negative
Content HPLC
Bisoprolol fumarate in 1 thl. 9.50 mgto 10.50 mg 10.16 mg

Saneca Pharmaceuticals a.s. - Nilrianska 100 - 820 27 Hichovec - Slovenska republika

Tel {(+421)33736 1111, Fax: {+421) 33 730 0890, E-maii saneca@saneca com — www Saneca com

ICO. 46 833 323 - 1C DPH SK2023599842 — Tatrabanka a.s. - ¢ U 2920123416/1100

Qtchodny teghster Okrasnéto sidu Tinave Qddel $a Viotks Bise: 1080WT



Saneca

Pharmaceuticals
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Certificate of analysis

Product CORONAL
Product number 12004761 Batch LIMS HV 649308
Batch number 3170918 Released quantity 13126 PACKS
Dosage strength 10 mg
Dosage form film-coated tablets
Packaging size 100 tbl fim Date of analysis 11.10.2018
Manufaciure date 25.09.2018 Specification LS-000943-04041 |
Expiry date 31.068.2021 Marketing awrhorisation LS-000943
Importing counury Russia No.

Conformity with the specification.

I hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured including packaging
and quality control at site fully operating in compliance with EU GMP requirements, the local Regulatory Authority and the marketing
autharisation of the importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP,

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 : VL 059/13-2 Authorisation number: VL 059/13-2
GMP Centificate No : SK/000V/2017 GMP Ceriificate No : SK/009V/2017

!
Certified by QP; Farkasova Emilia é /d(/ Certified on: 05.11.2018

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hichover - Slovenska republika
Tel: (#421)33 736 1111, Fax: (+421) 33 730 0890, E-mnail sanecafsaneca com - www.saneca.com

IC0: 46 833 323 - i DPH: 5K2023599842 - Tatrabanka as - & U 2920123416/1100
Dbchoday tegister Okresného sidu Trnava, Oddwl S8 Viodxa tisle 10807/



