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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHPIKAT SIKOCTI JIKAPCLKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hazea Ta agpeca supoSuuxa

Name of Importer and Address/
Hasga Ta anpeca iMrropTepa

Which Consignment of product is delivered/
By sipomyxnil, mo nocravaetses

Pharmaceutical form/Jlikapcska thopma

Name of the Product/Hassa iKapebKkoro 3acoby
Dosage / Cuna aii

Type and size of packaging/Bux ta poamip YIIAKOBKH

Finished product batch number/
Howmep cepii rotosoro ILKAPCBKOTo 3acofy

Manufacturing date//lata BUpOSHULTEA
Expiry date/Tepmin npugathocri
Batch size/Kinskicts y cepii

Manufacturing Licence number/
Homep nivensii Ha supoSumirso

Registration Number/Peectpaniiine MOCBIAYeHHs

Les Laboratoires SERVIER Industrie 805, route

de Saran 45520 Gidy France/JTaGoparopit
Ceps'e Inmactpi 905 pyr ze Capan, 45520
XKini, Opannis

Servier Ukraine LLC/TOB "Ceps'e Ykpaina"

41, Naberezhno-Khreshchatytska St./
syi1. Habepexno-Xpewariuska, 41
Kyiv, 04070/m. Kuis, 04070
Ukraine/Yxpaina

Pharmaceutical Product/Jlikapcokmii zaci6

Film-coated tablets/Ta6aerkn, BKpPHUTI
TiBKOBOK 0B0IOHKOIO

CORAXAN®7,5 mg/KOPAKCAH® 7,5 Mr

TSmg/7,5mr

14 tablets in blister, 4 blisters in the carton box/

1o 14 tabnetox y Gaicrepi; no 4 Gnicrepn B
KOpoOUi 3 kapromy

6106635

03/2024
03/2027

71 000 boxes/ymaxosok

2022 188_1 2 dated 20.12.2022
2022_188_1 2 min 20.12.2022

UA/3905/01/02

Siage seclal 1 205 raute de Saran - 45520 GIDY - france | +33 (2 38 23 87 00 - www.sender.com

S.AS au capital de 3 080 D00 suros - 402 222 483 RCSH Oriéans
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Reference method / Tocstnanus na meroy DTC_S16257 PF_T CTR_S5612_EN_3.0
Reference specifications / Nacuaasus na cneunthirauito : DTC_SI 6257 _PF N_SPE_1260_EN_4.0

NAME ' HA3BA CORAXANY 7.5 mg / HOPAKCAIF® 7,5 mr
Film-couted tablets . Tabnevsn, p&{ITi MuaKeE0W0 0BONOINOIO

Ivabradine 7.5 mg / Isabpanin 7,5 mr

rl\-mnul'amuring product batch number / Fomep mipobiive cepii nikaperkore 3acoDy 6096521
Analysis / anania 93/4/2024
Finished product batch number/ Homep cepif rovesoco afkapeuroro Facaly 6106635
TESTS / TIQIKA3HMICH STANDARDS / CTAHAAPTH RESULTS 7 PEIVIIRTATH *

Appearnnce / Jouniwseii mirrsg

identification of drug substance/

EaenTudirauin piteued peuunmig ¢

- Liquid chroimatography / metogon plansnicl xpeMarorpadsi
(FX)

- Thin-layer clyomntography ! seronons TOHKIUADARDT
xposatorpadsi (THIX)

Average mass (mg) / Cepeann maea {mr)

Disintegration time {min) / Posnonanus {xn.}

Alierobiolegienl quality {skip tesling)
Mikpobionorives wucroTn {Bubiprune nunpofyaniam)

Salmon coloured, teiangular-shiaped, film-coaled tublels. enpraved witl "7,5" on
0& . L.

ore face and <27 on the other (e TaBnetsn tpitsyTIol Qofist, BRpima

nakkoure ofononkemn DRIEAHEBO-NOAMCADI T KONBORY, 3 THENEMINN «7 .55 3

[ .
0AHOTO GOKY T8 €7 W -1 Bjfgro

The mtio olihe relention timas of the prineipal penk from the test sclution and

from the reference sofution must be between .93 and 1 05/ Bianowenin saey

FFPURKLIGR GCHOBNOrD (iKY HE XPOMATOrPANMOX AGCAINHYEANOrD POy TD
POIY NOPInHAKIS MAE CTAHORGTH 0,95-.05

Main spol idensteal in position, colour aad size for test and relerence! Oenoski

RAAMH inCKTING 33 NosoweRnAk, RONLOAOM Ta POIMIN0M Afk NoCALT a0

padtienRy Ta po3uuiy nopisianua

96.9 10 107.1 {95 2 15 103 % ol inoretienl mass of 102 np)
96.9-107,1 {95-105 % win Teuperianai secn 3 102 wr)

515

Totat aerohie nicrobial count {TAMC) 7 Jaraanna KiaLkictt nepabiuns
wikpoapranimis (FAMCH:
& 1P CFL— = 407 1Ky
Tolal combined yessts'moulds count {TYMC)-
HEANLIE KIANKICTL ApTIRRORTE T ety mubis (TYMC): £ 10° CFUy -
S 10T Kyor
Escherichis coli: absence') g -- vincyriicTs b

Passes / Bunoinac

1.0G

Posstive 7 Momtriomne

101.7

w

Skip test - Not Applicabls

Skip test - Nat Applicable

Skip fest - Not Applicable

Sl vt HOF coe e Barea
S it 3 0sG BLD suas - 0T 223 452 ROS Ol

AF320 GION « Mrance . £33 112 T8 1387 00 - ww wrenwr com

Drug substunce cantent (LC) (mg expressed as base/tublet) / 7.13 to 7.B8 {95 °% t0 105 9% of the theoretical content of 7.5 mg} 7,12-7.88 (95, Td|
IKinnkione guannwewns riosog praonin {PX) (mriTaBneriy) 165 5 nin reepemusnorg aaicTy weabpaauny 8 7,5 wr}
Degradntion preducis content (LE) (% a/m) { Baicr
npenykrie pasnaay (°X) % ik
- Y 655 5.2 Q.10
- degradaiion produst of RRT - 0,53 - NROSYKT peLEY 1 RRT = 502 -0.10
L33
SA(B3IMTE §31173, 5 32174) 502 -0.10
-Y e ¥ <010
=Y {023 £0.2 <{,10
- mdividual other degradation product / umier WX nponyKTin <02 <0.10
po3nany
- suin of degradation praducts  3aramsunil smicT HAOMYKTIE s 0.6 <040
posnany
Uniformity of dusage units (Eur.Ph. 2.9.40%/ Omiopianicn, Stage: Number tested Acceplance crilesdn Hoavemig Pagses  Dinnonixae
SROBBBILBLY oOUHALL €43 (2,9,40) Cranin Kuinxicn, KPUTEpii
+ eontent wnifomaity (L0 % label chrim - OINOPLAHICTE vaieTy JOCRILKYBIH I
{PX}€° riz 2ananencl miinen) O L
S1 10 AV =150%
527 +20{30 AV =150% 3.0
0.75 M 2 caeh umi/komna oy «
.13 0
Batch necepled/ Cepin npidinnTa ;
*Nerdesscisd He svuwcwenn - Nor epplicable - He mpucadies - Skip tost ~ Passer = Butiprsnee verrgmdiyiaan - Becina ~ddbzenr’ly  Hescrmmonn ¢
Stz #050 ~ Not mpplicable = Hirtlifiaene capoiyimm — He HftaiEuCs
Responsible for Conformity Control Laboratories - Bionasidansnui 3a Jocmasipuicims Aatopamopiveo x 10
Julie BERNARD
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established/ ITum 2 3aCBIYYI0, 10 HABECHA BAIE iHopmartiz e ROCTOBIPHOO Ta TouHo, Ilio cepiro mpoxyruii Gymo
BHPOBIEHO (BRIMOYAIOYH THaKyBaHHA/MAPKYBaHHA) TA IPOBEAEHO KOHTPOIIb 11 SKOCTI Ha BHile3a3HaveHiil ginpuuni y
TIORHIA BIANIOBIAHOCT] 3 BUMOraMu GMP, BCTAHOBNEHUMH MicIIeBIM PETYILITOPHIM OPraHOM, a TAKOX BiANORINHO fo
cnerudikanifi, wo MictaTees y peecTpaniiinomy nocse. Hporokonn BUPOOHHIITEA, [IAKYBAHHS T2 AHANI3IB Bymo
NCPErIIAHYTO Ta BCTAHOBCHO BiamosinuicTs GMP

Date of batch release / Jara BUITCKY cepil : 19/08/2024

Name and Position/Title of person authorising the Batch Release/ Hpizsnme Ta nocana/ ssanns ocobu, Aka Bagana
J03BLI Ha BHUYCK cepil
Emmanuelle LORANS, Qualified Person/V MOBHOBaXKEHA 0coba

Signature/Tlinnuc; n (\ Date/I(aTa: ,9 V@“‘nﬂx\/cg{,_p\/ 0293.(4

CAL=—

Finished product batch number/ Homep cepif roTosoro nikapcekoro 3acofy: 6106635
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