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NEKJIAPAIIAA O COOTBETCTBHHA

JEKJIAPAHT, MPUHUMAIOIIHI NEKJIAPALIMIO O COOTBETCTBHH

AO "Canoghu Poccun”

Ceedenus 0 pezucmpayuu opearusayuu: Mexcpauonsan uHcnexyus PedepansHoit nanozosoii cayxucbvr N 46 no
2 Mockee 01.01.2008, OF'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, ya. Teepckan, 0. 22. Teneghon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepansuviii dupexmop Monoic O.A.

Jlosepennoe auyo: Cmenanos C.C., dogepennocme 6/w om 01.1 2.2017

3ASIBJISIET, UTO

nexapcmeennoe cpedcmeo. Koporan, mabremku nokpeimole nnenounoll obonouxoti 5 m2 10 wm., ynaxoexu
Aveiixoeste xonmypusie (10), nauxu xapmonneie, PY Ne JIC-000943 om 04.04.2011 (dama 3amenv: 29.01.2019)
evidano AQ "Canogu Poccun”, cepun 3401019, napmua 26518 ynaxosox, 200en do 30.09.2022, npouszsodcmea
Canexa Papmacsiomukanc a.c., Crosaykas Pecnybauxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27
Hlohovec, Slovak Republic, koo OKII/2 21.20.10.146, koo TH B[] 3004900002, konmparxm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085353509 om 14.11.2019

COOTBETCTBYET TPEBOBAHHAM
JIC-000943-290119

JNEKJIAPAIIAA IIPHHSTA HA OCHOBAHHH
npomoxon ucnstmanuti Ne 35880 om 22.11.2019 HJI 000 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®J140, Cepmugpuxam POCC SK. OM08.C55836 om 25.11.2019

JIATA IIPHHSITHS! TEKJIAPAITHH 25.11.2019
WAM-%ﬁCTBHTEﬂLHA 710 30.09.2022
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i CBEJEHMSI O PETHCTPALH

{ OPI'AH IO CEPTH®HUKAIMH, 3APETHCTPUPOBABIIVH JEKJIAPAIIHIO _
RA.RU. 1] ®M08 OPTAH IO CEPTH®HKALHH TPOAYKLHH OFL{ECTBO C OIr'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LJEHTP KOHTPOJIA KAYECTBA'",

adpec opzanusayuu: 115280, 2. Mockea, ya. Macmeprkoaa, 9. 4, am. 5, nom. 1, kom. 1, adpec opeana no
cepmudgpurayuu; 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, 6eb-
| caiim: oyxk.p.

JEKJIAPALIMS O COOTBETCTBHH 3APEFTUCTPAPOBAHA M POCC RU J-SK.®M08.A.46555/19
JATA PETUCTPAIIHM 25.11.2019
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Saneca

Buconponona gymapar (BIXX)
Cpeanns macca tabnerok
OUHOPOAHOCTB HO3HPOBARMA 1O Macce

OnHOPOIHOCTL MACCHI IOAOBHHOK
Tabnerox

OanopoaHoCTE A0IHPOBAHKS

QauopoaHOCT: A03NPOBAHHA LenoH
TabneTKA M0 COASPHARNIO

Pacnanaemocts B Boae
Pacreopenne akTHsHoli
¢apmauesThyeckoi cyGeTaHumMi
(BIXX)

Yepes 20 muH (Q = 80 %)

Pharmaceuticals
Crpannua 1nu32
Cepruduxar anannsa
ITpodyxm KOPOHAN
Hoaep npooyxma 12004762 Cepua LIMS HV 712006
Honep cepuu 3401019 Pasmep gunyujennoi cepuu 26 518 YITAK
Hozuposka SwMr
Jexapcmeennan gropma TabneTku, NOKpLITHIE NNeHOYHOl
oGonotko#
Paimep ynaxosku 100 Tabn. Hama npocedenus ananusa 11.11.2019
fama npoussodemea 14.10.2019 Creyuduxayua JIC-000943-290119
Hama ucmesenun cpoka 200nocmu 30.09.2022 Pezucmpayuonnoe ydocmosepenue Ne J1C-000943
Cmpana-umnopmep Poccus
Henbiranue Hopabl PelyabTaTs!
Onucanue
Onucanne Tabnerku kpyribie ABOAKOBKIYKAbIE COOTBETCTBYET
CBETIIO-KENTOro UBETA C pHckofl Ans
—ZeNeHHs KA JBC YACTH; NOKPLITHE -~
TieHOYHOH o6onoukof
Mopnuunocte

BY (o6pajua) = BY (cranaapra) FIONOKHTENEHBIA pe3ynbTaT
0,1520-0,1680 r 0,1583r
18/20 Tabn. ne Gonee + 7,5 %, COOTBETCTBYET
2/20 1abn. He Gonee £ 15 % or
YCTEHOBNICHHOH cpeanch Macch
29 equnnn; 85-115 % COOTBETCTBYET
Mmake. | enunnna: 75-125 %
OT YCTaHOBNEHHON cpenHeH Maces!
AV (10 Tabn.) <L1 = 15,00 wm COOTBETCTBYET
AV (30 1abn.) <L1=15,00n
xi ne Menee 0,75M u ne Gonee 1,25 M
He Gonee 30 muu 1 MHH

He menee 85 %

95; 97, 95, 95; 97; 97%

TloTepa B MACCE NPH BLICYLIHBAHHK He Gonee 6,5 % 43%
Ipumecs (BIXKX)
HNpumecs A He Gonee 0,5 % H/O
Tpnmecs E He Gonee 0,2 % H/O
INpumecs G He 6onee 0,5 % H/O
Ipumece L He Gonee 0,5 % H/O
JioGas apyrad npimech He 6onee 0,2 % H/O
Cymma npumecei He Gonee 1,5 % H/O
Mukpobiosoruyeckas YHeToTa
- T'®XII, kateropua 3A
O6uiee 4ueno aspobHbix He Gonee 1000 KOE/r 0 KOE/r
MHKDOOPraHK3MOB
O6uiee uncno rpuGos He Gonee 100 KOE/r 0 KOE/r
Orcyrersue Escherichia coli Orcyrereue B I r OTPHLIATENLHO
Konnuecrsennoe onpeaenenne BIMX
Buconponona dymapar 8 1 tabn. 4,75-5,25 mr 4,97 mr

«Canera OapMacbOTHRAIC 8,60 - Hurpusucexa 100, 92027, Nnorosew, Chosaukas PecnyGuinira
Ten (+421) 33 736 1111, @axc (+421) 33 730 0890, E-mail: sancea@saneca.com - WWW.5800C4,C0M

ICO 46 833 323 - IC DPH SK2023599842 - Tartabanka n.s — c.u 2920123416/1100




Sanecs

Pharmaceuticals

Crpanvua 2 w3 2

Ceprudukar aHAJIH3A

Hpodyxm KOPOHAI
Homep npodyxma 12004762 Cepun LIMS HV/ 712006
Homep cepuu 3401019 Pazmep euinyupennon cepunt 26 518 YIIAK
Hosuposxa Swmr
Jlekapemeenran gopma TabNeTKH, NOKPBITLIE NICHOYHOH
obonoukoh
Pasaep ynaxosku 100 Tabn. Hama nposedenur anaruia 11.11.2019
Jlama npouzgodcmea 14.10.2019 Creyugurayus JIC-000943-290119
| Hama ucmevenua cpoxa 200vocmu  30.09.2022 Pezucmpayuonioe ydocmosepenue Mo JIC-000943
Cmpana-ustnopmep Poccus
[ Cooreercryer TpeboBaHNsIM HOPMATHBHON AOKYMEHTALLIIL J

HacTosuum 8 NOATBEPKAAIO, YTO BLILEYKAIAHHAA HHGOPMALHA RBAAETCA Bepuoit i TouHoH, TTpon3BOACTEO AaHHOR CepHH NPOAYKTE,
BK/IIOYAs YNAKOBKY H KOHTPO.Ib K8YECTBA Ha COOTBETCTRYIOWIMX 06LEKTAX, NONHOCTEK cooTseTcTBYeT Tpebosannam GMP EC u
MECTHBIX PErYIATOPHBIM OPFaHOB, 8 TAXKE HOPMEM, YKA38HHEIM B PECHCTPAUMOHHOM YA0CTOBEPEHHH CTPAHLI-HMNOPTEPA. 3AITHCH 0
MPOH3BOACTBE, YNAaKOBKE K HANH3E CePHH ObUIH NPOBEPEHBI H NPHIHAHE
cooTReTCTBYIOWNMK Tpebosaninam GMP. - ez

Paspeweno K nponaxe

Ipon3soacTBeHHAR NIOUIAAKS: MecTo BbINYCKA H KOHTPO/IA KAYeCTBa:
«Caneka Qapmacsiotikanc a.c.», Hutpuancka 100 «Canexa QapmacsioTHkanc a.c.», Hurpuancka 100
92027, I'norosey, Cropaukas PecrryGanka 92027, "'norosew, Cnosaukas Pecnyfnuka
Perncrpawsonnsiit Homep: VL 059/13-2 PerucrpaunonHbii Homep: VL 059/13-2
Ceprudmratr GMP Nu: SK/009V/2017 Cepruduxar GMP Ne: SK/009V/2017
YTBepueno, ynonnomoueHnoe anuo Nynacopa Mapus Hara: 11.11.2019

«Cancka @apmacboTikaic a.c.» - Hurpuaucka 100, 92027, Fnorosen, Crosaukas PecnyGanka
Tena (+421) 33 736 1111, @axe (+421) 33 730 0890. E-mail: saneca@isaneca.com - www.sancca.com
1CO 46 833 323 - 1C DPH SK2023599842 - Tartabanka a.s - c.u 2920123416/1100
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Certificate of analysis
Product CORONAL
Product number 12004762 Bateh LIMS HY 712006
Batch nuntber 3401019 Released guantiry 26518 PACKS
Dosage strength Smg
Dosage form film-coated tablets
Packaging size 100 tbl. Date of analysis 11.11.2019
Manufacture date 14.10.2019 Specification 1.5-000943-290119
Expiry date 30.09.2022 Marketing authorisation  1.8-000943
Importing country Russia No.
Test Limits Results
Appearance o
Description light yellow round biconvex complies
film coated tablets, half-scored
Identification
_ Bisoprolol fumarate (HPLC) identical RT positive .
Average weight of 1 tablet 0.15208100.1680 g 0.)583 ¢
Uniformity of mass 18/20 tb], 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. 1 subunit: 75 -125 %
from determined average mass
Uniformity of dosage units
Content uniforinity of whole AV (10tbl.)<L1=150 or complies
tablets AV (30 1bl.) <L1=15.0 and
xi<0.75; 1.25M>
Disintegration time in water NMT 30 min 1 min
Dissolution active substance
(HPLC)
After 20 min. (Q~80%) NLT 85 % 95,97.95,95,97,97 %
Loss on drying NMT 6.5 % 43 %
Purity HPLC
Impurity A NMT 0.5 % ND
Impurity E NMT 0.2 % ND
Impurity G NMT 0.5 % ND
Impurity L NMT 0.5 % ND
Any other impurities NMT 0.2 % ND
Sum of impurities NMT 1.5 % ND
Microbiological quality
Microbiological purity
Ph.Eur.5.14.
Total aerobic microbial count NMT 10° CFU/g 0CFU/g
(TAMC)
Total combined yeasts/moulds NMT 10° CFU/g 0CFU/g
(TYMC)
Absence of Escherichia coli absenceinl g absence
Content HPLC
Bisoprolo] fumarate in 1 tbl. 4.75 mgt05.25mg 497 mg

Saneca Pharmaceuticals a 5. - Nitrianska 100 - 820 27 Hiohovec - Slovenska regubika

Tel (+421) 33 736 1111, Fax (+421) 33 730 0890, E-mall' saneca@saneca com — www saneca.com

ICO 46 833 323 - IC DPH SK2023566842 - Tatrabanka a.s - & 0. 20201234161100
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Saneca
Pharmaceuticals

Certificate of analysis

Product CORONAL
Praduct number 12004762 Batch LIMS HV 712006
Batch mmber 3401019 Released quantity 26 518 PACKS
Dosage strength 5mg
Dosage form film-coated tablets
Packaging size 100 tbl. Date of analysis 11.11.2019
Manufacture date 14.10.2019 Specification 15-000943-290119
Expiry date 30.09.2022 Marketing authorisation  1.5-000943
Importing country 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 operaling 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 10 be in complicocewith GMP, .. S

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
620 27 Hlohovec, Slovak Republic
Authorisation number : V-15/2019

GMP Certificate No : SK/009V/2017

/
Certified by QP: Gulaﬁow{,@?ﬁ-ia

Saneca Pharmaceuticals a.s. - Nitr anska 100 - 920 27 Hiohovec - Slovenska republia

Tel. (+421) 33 736 1111, Fax (+421) 33 730 0890, E-maii. saneca@saneca com ~ www.saneca.com
1ICO 46 833 323 - IC DPH" SK2023599842 - Tawrsbanka a.s - & O 2920123416/1100

Quctrd oy tegisen Oliesrito sdrt Yo Oodal B Victia &ai 1080477

Release for sale

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hiohovec, Slovak Republic
Authorisation number : V-15/2019

GMP Certificate No : SK/009V/2017

Certified on: 11.11,2019




