AEKJIAPAIIFSI O COOTBETCTBUM

AEKJIAPAHT, ITPUHUMAIOIINNA AEKJIAPAIIHIO O COOTBETCTRBUH

| 40 "Canoghu Poccusn"

Jl apezucmpuposano : Mesicpaiionnas uncnexyus MHC Poccuy Ne39 no 2. Mockee OI'PH 1027739079940 om
[ 19.08.2002

| Aopec: 125009, 2. Mockea, yn. Tsepckas, 0. 22. Tereqhon:8 (495) 721-14-00

I‘ B nuye: Ienepanvuuiii Oupexmop Adaman H B,

| Hosepennoe auyo: Knoxoea JO, C., dosepennocmp 6/1 om 01.12.20]7
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3ASIBJSIET, UYTO

Aexapemesennoe cpedemso. Koponan mabnemicy NOKpovimble RIEHOUHOL 06010uK0t 5 M2 10 wm., Yrarogru
Auetikoevie Konmypuste (3), naurcy kapmounvie, PY Ne JIC-000943 om 04.04.20]] (Oama samenst 09.08,.2017)
svidaro AQ "Canogu Poccus” cepus 3090118, napmus 43808 ynaroeox, 200en oo 3] .12.2020, npouzsodcmea
Canera @apmacsiomuxanc a, ¢., Crnosayxan Pecnybnuxa, Saneca Pharmacewticals a.s., Nitrianska 1 00, 920 27
Hiohovee, Slovak Republic, koo OKII2 21.20.10.146, 100 TH B3] 3004900002, konmparm Ne
250/40056192/F-2 om 20.10.2010, unsoiic No 9085284162 om 13.03.2018

COOTBETCTBYET TPEBOBAHUSIM

JIC-000943-040411 wzm. Ne [ om 05, 06.2013, Nel om 16.08.2013, Ne 3-7

AEKJIAPATTUA IPUHSATA HA OCHOBAHUU

npomoxon uchotmanui Ne 711 0 om 20.03.2018 HJT 000 HII "PAPMOEOPOHA " ammecmam GRKPEDUMaY Y
POCC RU.0001.21DJ140, Cepmugpuxam POCC SK. MOS8, C09825 om 20.03.2018
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CBEJAEHUSA O PETACTPAIIUU

|
|
J OPITAH IIO CEPTHOHUKAIINH, SAPETMCTPAPOBABIIMIA AEKJIAPALTUIO
( RA.RU. 11 OMO8 OPI'4AH ITO CEPT, HOHKALHH TPONVKIIHH OBUIECTBO C O PAHHYEHHOMH
i OTBETCTBEHHOCTBLIO "OKPVIKHOE LJEHTP KOHTPOJIS KAYECTBA"

[ adpec opeanuzayuu: 115280, 2, Mocxea, yn. Macmeproea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no

] cepmughuxayuu: 115280, .. Mocxea, yn. Macmeprosa, 0. 4, 5, men. A495)788-02-88, geb-caiim: OYKK.pep.
|
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SANOFI

Canexa ®apmacrrotuxanc a.c., Cnopaikas PecmyGnmka

Hutpuancka 100, 920 27 I'narosen

CEPTHO®UKAT AHAJII3A

Koponan, Tab/1eTKH, NOKPLITHIE IIeHOTH O 0Gon0aKol 5 mr Ne 30

Hara usrorosnenns: 30/01/2018
31/12/2020

Toneu no:
Cepus: 3090118

HIT J1C-000943-040411

- buconponosna dymapar s 1 Tabn.

IIOKA3ATEJIB HOPMLI PE3YJILTATHI
Onucanne KPYTIbie NBORKOBBINYKIIbIE CRETIO-KEATOND COOTBETCTBYET
HBETa TaOJETKH ¢ PHCKOI, TOKPHITEE
TEI€HOYHOH 00010uKOl
HogauunocTs
- buconponona dymapar (BRXX) Rt(obpazua) = Rt (crannapra) [IOOKUTENLHO
- Cpennas mMacea 1 TaGnetin o1 0,1520 r 10 0,1680 1 0,1588 r
- OTKI0HeHus oT cpenHeii Macch Tpeboranne Esp. ®apmaxonen COOTBETCTBYET
TMONEASHHLIX TableToR
- OAROPOAHOCTE AO3MPOBAHMS TpeGosanne Eap. dapmakonien COOTBETCTBYET
Pacnanaemocts B Bone He Gonee 30 Mun 1 MuH
PacTeopenue neiictsytowiero BewecTsa [He meree 80% uepes 20 mun (Q 80%) COOTBETCTBYET
(BIXX)
Horepa B Macce npH Bhicymmupanuu*  |He Gonee 6.5% 3.1 %
Hocroponnre npumecn (BIKX)
IIpumecs A He bonee 0,5% COOTBETCTBYET
Ipumecs E He 6onee 0,2% COOTBETCTBYET
Hpumecs G He Oonee 0,5% 0,07 %
IIpumecs L He Bonee 0,5% COOTBETCTBYET
Enunvunas venpentnduumporanuas |me Gonee 0,2% <0,05%
npHMecs
- Cymma Beex npumecy He bonee 1,5% 0,07 %
Muxpolnonrorageckas ¥neroTa I".®. XII, kateropus 3A COOTBETCTBYET
Konnuecrsennoe onpenesienue
ot 4,75 Mr 10 5,25 mr 5,15 mr

*TlokazaTens MOXeT OTCYTCTRBOBaTh B cepTuduKkare aHanusza Gpupmel. Komnanus rapaHTMpYeT KauecTBo

HIpeniapara ro JXaHHOMY TOKA3aTemmo.

3AKJIIOYEHHME: CooTBeTCTEYET TpeGoBaHmam CTIEUHMPHKALIHH.

31ech 5 NOATREPIKAAIO, YTO HPHBENEHHAS BBIIIE HHGOpMALS ABAseTCS NpaBUibHON 1 TouHOM. JlanHas cepus
TIPONYKTA NPOM3BEACHA, BKIIOYAS YNaKOBKY/MapKHDOBKY KOHTPONb KAaYECTBA, HA VKA3aHHOM HIbKe

NIPGH3BOACTBEHHON IL10LI4/IKe B HOJHOM COOTBETCTRHH TpebosannaM GMP MecTHOro perHcTpalMOHHOTO
OpraHa M 3aperHCTPHPOBAHHOH HA pHIHKE CTpPaHbI
AOKYMEHTAUMK Ha OPOAYKT IS MCCICAYEMBIX METMIMHCKHX NpenaparoB. 3amkcH NIPOH3BOACTBEHHOTO
TIpouecca, ynakoBKK U 2HAW3a [IPOBEPEHE] X IPH3HAHB! COOTEETCTBYIOLLMMH TpeﬁOBaHHHI\;gM&_ i

Pemrenpe: Bomymen 09/03/2018

Aapec: 125009, Mockea, v, Teepckar, 22, Ten.: (495} 7211400, Qakc: {495) 721-1411.

AD «Canogu Poctian

-UMMOpPTEpa  cneudHKalMKH HAM  HOPMATHEBHOM

!
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Certificate of analysis

Saneca

Pharmaceuticals

Product CORONAL
Product number 12004784 Batch LIAMS Hi 640764
Batch number 3090118 Released quontity 43 808 PACKS
Dosage strength Smg
Dosage form film-coated tablets
Packaging size 30 bl Duate of anolysis 15022018
Moanyfacture dote 30012018 Specification LE-000943-040411
Expiry date 31.12.2020 Marketing auihorisation LS-000943
Importing country Russia No.
Test Limits Results
Appearance -
Description light yettow round biconvex complies
film coated tablets half-scored
tdertification
Bisoprolo] fumarate ( HPLC) identical RT positive
Average weight of | tablet 0.15202100.1630 g 0.1588 ¢
Mass variation 18720 (hi. NMT = 7.5 %, compties
2/20 1bl. NMT = 15 % from
determined average mass
Uniformity of mass of divided 29 subunits: 85-115 % complies
tablets max. 1 subunit: 75 -125 %
from determined average mass
‘niformity of dosage units
Conient uniformiity of whoke AV Gl cLI=15.0 or complies
tahlets AV(30tbly<Li=15.0 and
xi<0.75; 1.28M>
Disintegration time in water NMT 30 min | min
Dissolution active substance
(HPLC)
Afier 20 min. (Q=802%) NLT 85 % 86.86:51,91:87.89 %
Loss on drying NMT 6.5% 3.1%
Purity RPLC
Impurity A NMT 6.5 % ND
Impurity E NMT 0.2 % ND
Impurity G NMT 0.5 % 087%
Impurity L NMT 0.5 % ND
Any other impurities NMT 0.2 % <0.05 %
Related substances HPLC
Sum of impuritics NMT15% 007 %
Mlicreobiological quality
- GF X1, category 3A
Total serobic bacteria NMT 1 000 CFiy 0 CFlg
Tota! Fungi NMT 100 CFUig 0 CFU/g
Absenee of Escherichia coli absence in l g negalive
Centent HPLC
Bisoprolef fumarate in | thi, 4.75mg105.25 mg S13img

Sanece Pharmateulicals &5 - Niltorska 157 - 92

Ted (424333 736 1111, Fax {0327} 33 730 0590 E-mal sanezafieaness com
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00 €8 B3 323

Cteriidne g Ohaaraons st Yinacs e §a wadly fos

ek

27 Hishoves

i

Slovengka iepatitha

WY S2AECE COT




Page 2 of 2

Certificate of analysis

Sanecs

Pharmaceuticals

FProduct CORONAL
Product number 12004764 Baich LIMS K 630764
Barck number 3090118 Released guantin 431808 PACKS
Dosage strength Smg
Dosage form film-coated tableis
Pockaging size 30 bl Date of anaiysis 15.02.2018
Manufacture dare 30.01.2018 Specification LS-000943-0404 11
Expiry dare 31.12.2020 Marketing owthoriscrion LS-000943
Importing country Russia No.

i ]

Conformity with the specification,

Fhereby confirm that the

ove information is authentic and accurate. This baich of product has been manufactured including packaging
1

ab
and quality control at site ful ¥ operating in compliance with EU GMp requirements, the local Regulatory Authority and the marketing
authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found 1o be in

compliance with GAMP.

Release for sale

Manufaﬂuring sife: Quality control and release site:

Sanecca Pharmaceuticals a.s, Nitrianska 100 Sanecz Pharmaceuticals a.s, Nitrianska 100

920 27 Hiohovec. Slovak Republic 920 27 Hivhovec, Slovak Republic

Authorisation number : VL 05%/13.2 Authofisation number - VL 059/13.2

GMP Centificate No ; SKACOVII0ET GMP Cerntificate No - SK/09V2017
Fagier €

Certified by QP: Karlovska Marianz Certified on: 09.03.2018

Sanscz Pharmaceutcals as - Nitwanzea 100 424 27 Hiohover - Shwensis fepabhlka
Tel (421732 73R 1311 Fas {82913 750 USBO Foemay SBneCa P eanea oM - wam SRANELE Tum
00 46 3% 323 ol 3107 SKI023559847 . Tavabankias -¢ o LIZOT2INEG 1Dy
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