AEKJAPAIIASI O COOTBETCTBUHI

AEKJAPAHT, IPMHUMA YO M1 AEKTAPAITAIO O COOTBETCTBHUH

AO "Canogpu Poccus”

Ceedenus o pecucmpayuu opeanusayuu: Meoicpationnasn uncnexyus Dedepanvroii Hano2060% cayxcbor No 46 no
2. Mockee 01.01.2008, OT'PH 102 7739079940, dama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mocxea, yn. Teepcxasn, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00 / 721-14-11

B nuye: I'enepanvruiii Oupexmop Mownc O.4.

Hosepenrnoe nuyo: Knoxoea IO, C., dosepennocms 6/n om 01.12.2017

3AJBJSIET, 9YTO
flekapemsennoe cpeocmeo. Koponan, mabnemnu NOKpbImble RAeHOYHON obonokodi 5 m2 10 wm., ynaxoexu

Ayeliroevie xKonmypusie (10), nauxu xapmoutnvie, PY Ne JIC-000943 om 04.04.2011 (dama samens: 09.08.201 7)
evidano AQ "Canogu Poceun", cepus 3530918, napmun 13077 ynaxoeox, z0den do 31.08.2021, npouseodcmsa
Canexa @apmacviomuxanc a. c., Crnosayras PecnyGnuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27
Hiohovee, Slovak Republic, k00 OKIIN? 21.20.10.1 46, koo TH B3 3004900002, Kounparm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9083308660 om 09.10.2018

| COOTBETCTBYET TPEEOBAHWSIM

: JIC-000943-040411 uzm. Ne I om 05.06.20] 3, Nel om 16.08.2013, Ne 3-8

i| AEKJAPAIIUS ITPUHATA HA OCHOBAHIH ,

| npomokon ucneumanuti Ne 2989 0 om 16.10.2018 HIT 000 HI] "OAPMOBFOPOHA", ammecmam
axxpedum:czgquu. POCC RU.0001.217140, Cepmughuxam POCC SK.PMO8.C25150 om 16.10.2018
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| CBEJEHHS O PEFHCTPALIH

OPTAH IIO CEPTHDOUKAIHH, 3APETMCTPHPOBABII I JAEKJIAPAITNIO
| RA.RU 11 @MDS OFIAH IIO CEPTHDHKAITHH IIPOOVKITHH OFIIECTBO C OI'PAHHYEHRHOH
| OTBE ]CTQE{EHHOCTBIO "OKPYKHOH IJEHTP KOHTPOJIS KAYECTRA",
| adpec opaé:?mqqz;;u: 115280, 2. Mocxea, ya. Macmeprosa, 9. 4, sm. 5, nom. I, xom. 1, adpec opzana no
: cepmugbwc_'?;i;uuf j15280, POCCHA, 20pod Mockea, ys. Macmepxosa, 0. 4, sm. 5., men. :(495)788-02-88, aco-
caim: oyripeh. |
l{EKJIAPAlly;g O COOTBETCTBHUN 3APETHCTPUPOBAHA M POCC RU H-SK. DM0O8.A.04115/18

HATAg mg_?:g@;} M 16.10.2018
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SANOF|

Canera PapmaceioThkainc a.c., Cnosauxas Pecnyfnuka

Hurpuancka 100, 920 27 Cnarogeny

CEPTHOHKAT AHAJIA3A

Koponan, TadneTin, noKpoIThIi€ IIEHOYHOH 0603049K06H 5 Mr Ne 100

Jlara parotonenus: 06/09/2018
31/08/2021

Tonen go:
Cepua: 3530918

HJI JIC-000943-040411

IIOKA3ATEJIb HOPMBI PE3VILTATHI
Onucanue KPYTIIBIE ABOAKOBBINYKIIBIE CBETAO-HKEITOrO COOTBETCTBYET
HBCTA TABNETKH ¢ PUCKOM, NOKpPLIThIE
IJIEHOYHO#H 00010MKoH
Hoaanunocts
- buconponona gymapar (B3XX) Rt(obpasua) = Rt (cranpapra) TIOJIOXKMTENLHO
- Cpennsas macca 1 Tabnerkn o1 0,1520 r 10 0,1680 r 0,1607r
- OTknoHenus OT cpeaneil Macchl TpeGosanue Epp. ®apmaxoneu COOTBETCTRYET
NOAENEHHBIX TabaeTok
- OnHOPOJHOCTE JO3MPOBAHMS Tpebosanne Esp. ®apmakonen COOTRETCTBYET
Pacnanaemocts B Bone He Honee 30 MHH 2 My
Pacrsopenue aeiicrayroutero selecrea [He Menee 80% uepes 20 mun (Q 80%) COOTBETCTBYET
(B2XKX)
[Toreps B Macce npu BoicymuuBanuu*  |He Gonee 6,5% 4,4 %
Tlocroponame npamecu (BIAKX)
Ifpumecs A He Gonee 0,5% COOTBETCTRYET
Ipumecs E He Gonee 0,2% COOTBETCTBYET
[Mpumecs G ke Goaee 0,5% 0,06 %
Ipumecs 1. He Bonee 0,5% COOTBETCTBYET
Envrnanas veunenruduumposannas [ne Gonee 0,2% <0,05 %
NpHMeECh
CyMMa BceX npuMecH He Donee 1,5% 0,06 %
Muxpobuonoruueckas uucToTa
- I'® XI1II, kareropus 3A
Obee uncno aspobusix Gakrepuii He Gonee 1000 KOE/r 0 KOE/r
Obiuee umcio rpubos He 6onee 100 KOE/r 0 KOE/r
Orcytereue Escherichia coli OTCYTCTBHE B | T OTCYTCTBYET
Ko/muyecTBeHHOE onpeneienne
- buconponona gymapar B 1 Tab. ot 4,75 Mr 10 5,25 Mr 5,15 mMr

*TlokasaTe b MOKET OTCYTCTBOB&Th B CEpTH(MKAaTE aHATM3A ¢upmpl. Komnauus rapanTHpyeT Kauecrso

[npenapara 10 J1aHHOMY MOKA3aTeNMO.

3AKITIOUEHHE: CooteercTByeT TpeGoBaHHIM cneuudUKaLmm,

3neck A NOATEEPKAAIO, YTO NIPHUBEAEHHAS BBILE HHGOPMALMA SB/ISETCA npasuiabHOR ¥ TouHoi. lannas cepus
MPOAYKTa NpPOW3BEACHA, BKIIOYAA YMAKOBKY/MapKuWpOBKY M KOHTPOJL KAYECTBA, HAa YKA3aHHOH Hwke
NPOK3BOACTBEHHON TLIOMMANKE B TIONHOM COOTBETCTEMM TpeGosanusm GMP MecTHOTO PErUCTPALIMOHHOIO
OpraHa ¥  3aperWCTPHPOBAHHOH HA PHIHKC CTPAHBI-MMIIOPTEPA CHeUMMKALUMM WM HOPMATHEHOI
AOKYMEHTALMH Ha TIPOAYKT /11 HCCNEAYEMBIX MENMUIMHCKHX NPEapaToB. 3anyuCH MPOH3BOACTEEHHOrO
TIpolcCed, yNakoBKY M aHANIN3A IPOBEPEHB! H IPU3HAHBI COOTBETCTBYIOWUKMH TpeboBanam GMP.

Pemenne: Brinyinen 05/10/2018 Ynonuomouernoe nuio: Holickova Jaroslava
AQ «CaHodiu Poccuns

Aapec 125009, Mockea, yn. Teepckas, 22. Ten. (485) T21-1400. dakc: (495) 721-1411. www.sanofi.ru
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Certificate of analysis
Product CORONAL
Product number 12004762 Batcel LIMS HV 648505
Baich number 3530918 Released quanting 13677 PACKS
Dosage strength Smg
Dosage form film-coated tablets
Packaging size 100 bl Date of analysis 04.10.2018
Manufactre dare 06.09.2018 Specification LS-000943-040411
Expiry date 31.08.2021 Marketing authorisation L§-000943
Importing country Russia Na.
Test Limits Results
Appearance
Description tHght yellow round biconvex complies
film coated tablets,half-scored
1dentification
Bisoprolol fumarate (HPL.C) identical RT positive
Average weight of 1 tablet 0.15202100.1680 ¢ 0.1607 ¢
Mass variation 18/20 thl. NMT £ 7.5 %, complies
2720 tbl. 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 {l0thl)<LI=15.00r complies
tablets AV (30thl)<LI=150and
%i <0.75; 1.25M>
Disintegration time in water NMT 30 min 2 min
Dissolution active substance
(HPLC)
After 20 min. (Q=80%) NLT 85% 92;91.89,70;87,92,69,97,80;95,92:87 %
Loss on drying NMT 6.5 % 4.4 %
Purity HPLC
Impurity A NMT 0.5 % ND
Impurity E NMT 0.2 % ND
Impurity G NMT 0.5 % 0.06 %
impurity L. NMT 0.5 % ND
Any other impurities NMT 0.2 % <0.05 %
Sum of impurities NMT 1.5 % 0.06 %
Microbiological quality
- 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 absencein I g negative
Content HPLC
Bisoprolol! fumarate in | tbi, 4.75 mgto 5.25 mg 5.15mg

Sangca Pharmaceuticals a.s. - Nitnanske 106 - 620 27 Hichovee - Siovenska republika

Yel (+421333 738 1111, Fax: (+421) 33 730 0890, E-mai: SARECEUSANECE COMT ~ Wivw SBNECE COM

100 48 £33 373 - 1C DFH SK2023585847 - Tatratankaa s - & 0 2920123416/ 10
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Certificate of analysis

Product CORONAL
Product number 120047062 Batch LIS 11 648505
Batch number 3530918 Released quantin: 13077  PACKS
Dosuge strength Smg
Dosage form film-coated tablets
Packaging size 106 tbl. Date of analysis 04.10.2018
Manufaciure date 06.09.2018 Specification LS-000943-040411
Expiry date 31.08.2021 Marketing authorisation 1.5-000943
Importing counrry 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 EL 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 to be in
compliance with GMP.

Release for sale

Manufacturing site: Quality control and release site:

Saneca Pharmacewticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic 920 27 Hlohovee, Slovak Republic
Authorisation number : VL $59/]3.2 Authorisation number : VL 059/13.2
GMP Centificate No : SK/009V/2017 GMP Certificate No : SK/009V/2017
Certified by QP; Holitkova Jaroslava Certified on: 05.10.2018
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Saneca Phaimaceulicals a.5. - Nithanska 160 - 920 27 Hichoves - Stovensks refiubling
Tel (+421333 736 1111, Fax (#4213 33 730 D890, E-mail: 58NeCalsanecs.com — www SENECE com
GO 48 §33 323 - 1L DPH SK2023560845 - Taratankaas - & 2G20123446/1100
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