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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT SIKOCTI JIKAPCHKOLO 3ACOBY

Name of the Manufacturer & Address/
Hazssa Ta anpeca BupoGumka

Name of Importer and Address/
Hasea Ta agpeca IMITOpTepa

Which Consignment of product is delivered/
By uponykuii, mo nocrasactscs

Pharmaceutical form/Jlikaperka gopma

Name of the Product/Hasga AIKAPCEKOro 3ac0fy
Dosage / Cuna nit

Type and size of packaging/Buy ta PO3MIp ynaxoexu

Finished product batch number/
Howmep cepif rotosoro JiKapekKoro 3acoby

Manufacturing date/flara BHpoDOHHUTEA
Expiry date/Tepmin npaparnocr
Batch size/Kinexicts y cepif

Manufacturing Licence number/
Homep ninensii na BHPOOHHITBO

Registration Number/Peectpaniiitie moceinuens

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/J1a6oparopif
Cepr'e Innactpi 905 pyr ne Capan, 45520
XKini, ®pannis

Servier Ukraine LLC/TOB "Cepn'e Ykpaina"
4], Naberezhno—Khreshchatytska St/

BYIL Haﬁepemo-Xpema’muhKa, 4]

Kyiv, 04070/m. Kuis, 04070
Ukraine/Yxpaiua

Pharmaceutical Product/JTikapeskuii 3aci6

Sustained release coated tablets / Tabnerxn,

BKPHTI 0B0JOHKOIO, NIPONGHIOBaHO] aii
PRONORAN®/ [IPOHOPAH®
50mg/ 50 mr

15 tablets in the blister; 2 blisters in the carton box /
Io 15 tabnerok y Gnicrepi; no 2 Grictepn y
KapTonHiif xopobnj

6094497

10/2023
10/2026

50 000 boxes/ynaxorok

2022_188_1_2 dated 20.12.2022
2022_188_1 2 8ixn 20.12.2022

UA/4995/01/01

Siege sockal 1 905 oute de Saran - 45520 GIDY - France © +33 (02 38 23 87 00 - wwnw senvier.com
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Reference method © Docsnanng na sicron: DTC

Reference specifications / Tlocusanmy g coenmbirania;

SERVIER ¥

roved by you

S004200_PF_T_CTR_I8523 EN_2.0
DTC_S004200_PF_N_CTR_34046_EN 1.0

NAME 1ATBA

PRONORANY/ IPOHOPAIL
Suslained relense coated tablots

Pirikedil 50 mg / {lipudeaun 50 mr

Tadrerku, repayi efononkoo,

nposonrossie; 17

Manulseturing product bateh number, Hosep aupotisiuor cepit aixsprororo yacody 6089116
Analysis / quanis 03/01/2024
Finished produet buteh number/ Hosmep cepif rovonora Hixepeakora Jacody 6094497
TESTS / NOKASHUKH STANDARDS / CTA! IBAPTIA RESULTS / PEIYRLTATH +

Characlers / One

XpoMararpaiit

SHUETOTI (Ya mia)

KERbKICTE 20Mimox

potHstenun (%)
2 1t/ rosnnn

4 b / ronis

& v/ ronng

16 17 ronun

#pOBOANIALA}
{E [24)

(E171)

Average mass / Cepelits aucn

Microbiolagical qeality (skip testing) /
Miwpobianuriana vucrora (erin-reer)

Identification of drug substance {
Ltewrudivauin xisongi petanien
- by liquid chiomustogrphy / sietanon pinse

- by thin-layer chromulography « sreroson
TIkoWmapoani xpawaterpadii

Assuy of drug substance (mp)/ Kinexicue
BIIHEICINH Ailogpt PesoBnE {mr)

Centrol of purity (% m/m)/ Konrpane

- conleal! amicr Y 44

- contert/ aicy § 584

- conlent/ nyict Y 193

= coalenl nMicr 8 1284

- Individunl content of other impuritics

mminyaavaii ssier iy ROMitltox
- Total content of impurities 3w

Kineties of dissolution / Kinerunn

Identifieation of colarants {if tested} /
luen ensirauin Sapeyuxis (aREng

- Ponceau 4R (E124) 7 wowentim, Hepsona A

- Titanium dioxide(E17) Y vsmany niokcing

Round, red. couted whlet Tagner Rpyrnet upan,
BRpITH ofodcikain

2915 3575 mgf mr (90% 10110

<02%
=02 %
=024Y%
<0.2%
=02%

<0.49%

0%-40%
A% - 64 %
64 %% - 90 %
0 %- 110%

Positive - Flommimng

Paositive : Thosimimuag

% of theoreticn| mass: 135 mg -
90 % - 110 %o alAHOleHHIO 1o TEapeTuuNGy mMack: 325 pr)

Total acrobic microbinl count / Jarantite vucno aepnBnnX Mikpooprauiip
{TAMC): £ 1000 CFU/g - <1000 KYO/ir
Tatal combined yeasts/mouids count / 3arauite ucig APINIBHONNX Ta
rusicelen mudin (TYMCY: < 160 CFU/g -5 100 KYOIr
Escherichis Coli : absencea/] 2~ mineymiifl r

The retention time of the peuk corresponding 1o the drug substance in the 1eg
solution must be identical to thay of the peak cormresponding Lo the drug
subslance in the aralytical reforence saylion’ Binnosianicr, qucy yrpHmMainm
iKY Aitouol pescanrm 1a XPOMETOrPEMIX H0CT] Acysanoro POSHEIY Tu
SHIERITIN YOI POTNNY nopignaing.

The spot corresponding io the drug substance in the chromatogrum of the Lest
solution must have the seme R value, eolovr and intensity ns the spot
comesponding to the drug substunce in (he chromstogmm of the analytical
reference salution/ i nitoHof pesossan 1 AROMATOrRaMax
Roeniukysunoro pozniy Te augAiTIrGrD POIIIIY nopisuatg nogina
crinnasanI no REgmnuernno, HONLEPY TB ATelcHRnaeT.

475 52,5(95 %10 105 % of theoretical conteny /
BIICWENIG 40 TeopeT)Muora sMicTy)

HERIHBIOTO KONKOpY, Passes / Bignosinae

346

Skip test - Not Applicable
Skip test - Not Appliabie

Skip test - Not Applicable

Positive : [Toarmipnio

Fositive * Mogermmi

95 % - 105 % mo

<0.05
<1105
<0.05
<0.05
<0.05

<0.05

a7
49

97

Positive " Towmmno

Pozitive ! Mowrmmie

Baich accepied - Cepin nputhuir

Ship test ~ Not appicable =

“ Noi delacled = Hi avwnanens -

No! appticabie = He fpoaodunacs - Skip tesi - Passes = Buipxase sunpaBysanm - Bidnoa.dar -

BuSiprcee aunpéﬁyaanﬂn = He npoaodumocs

fesponsibie for Conformity Contrel Luborarorics

Bidnosioae sa docmoeipricme Jtadopamopngy

Atigent/1g = Bidcymmsmes 1 2

Sidpe social : YOS e do Sargn 5520 GIDY - Franee ; +33 N2 IM IIET 0N - v wAIVier emm
S.A.5. uu capital de 3 0B 006 eurps - 402 111 +83 RCS Orléuns

Page 2 of 3




¥
LES LABORATOIRES SERVIER INDUSTRIE SERVIER

moved by you

I hereby declare that the abovementioned information is reliable and accurate. This batch of products was manufactured
{including packaging/labeling) and its quality control was made at the abovementioned site in full compliance with the
GMP requirements provided by the local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and GMP compliance was
established/ ITum s 3ACBIAYYIO, N0 HAREHEHA BHIIE iHbOpMalis € JOCTOBIPHO Ta TOTHOMW. Lo cepiro mpomyxuit 6ysmo
BHPOGIICHO (BIIIOYaKY M NAKYBaHHs/MAPKYBAHHA) Ta IPOBEAEHO KOHTPOE i AKOCTI Ha BUIIE3A3HAYCH R ALTBHUL] y
TNOBHIH BIANOBIAHOCTI 3 REMOraMHK GMP, BCTAHOBTEHHMH MiclieBHM PErYJIATOPHHM OPraHOM, @ TAKOXK BiAMOBIZHO g0
criengikalif, mo micrsrpen y peecTpariitnomy gocse, IIpoTokonu BUPOOHHMIITBA, NAKYBAHHA TA aHANI3iB 6ymo
TIEPErNITHYTO Ta BCTAHOBNEHO BIANORinHicTs GMP

Date of batch release / ata BHITYCKY cepil : 12/03/2024

Name and Position/Title of person authorising the Batch Release/ Ilpizsrme Ta nocaga/ spannn ocoln, AKa BHIaIA
/LO3BLI HA BHIYCK cepif

Pierre GENOT, Qualified Person/YnoeHosakena ocola

13 MARS 2024

Signature/Tlimnac: Date//Tara:

Finished product batch number/ Homep cepii rotosoro NiKapceKOro 3acoby: 6094497
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