AEPKABHA CHYXKBA 3 JIIKA PCLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMW y m. KMEBI
npos. Hanii Crivamunoi. 3. 02099, rey. (044) 295-26-85
L-mail: dis.kyiv@dls.gov.ua. Koa CIUPITOY 37079055

BUCHOBOK

Npo SAKICTH BBE3CHOIO B Ykpainy sikapebkoro 3acoly

09.07.2024 Ne 35101/24/26

INPOHOPAH®
(Haéisienynatns Aikapenkor o SRCOBN L0 3 PeceTpan i HOCRIAUCHTIAN)
TabaeTM, BRPUTI 06010HK 00, npoJsronrosanoi v, no 50 mr; no 15 raéiaerow y Ouaricrepi; no 2
Guricrepu y kaprowmiiii Kopooi
(dopsa munyexy. rosyrarnis. g HIRVBRHII JTKAPCHROIO sacoly )

Howmep pecerpaniiinoro nocaipiens UA/4995/01/01 cipor aii peecTpuitiiinere nocniaucHs HCOOMCHCH M1
Cepis nixapenkoro sacoby No 6103259 Kinbkicrs spesenoro nikapenkoro sacody 7036

Bipotuui Jlaboparopii Cepn'e Lunacrpi, ®panis

(nadimMesyBaris sposiky ATRBPCLROO sacody . kpaita HOXO/IKCTHIS )

Baeseno s Yipainy Topapucrso 3 06meskenoio sinosinassuicrio "CEPR'C VKPAT A,
inenr. kon: 33643340

(radvenysanng ma ko CHPHOV opreniol oeodn aeo HPESBEIILC, INCH, 10 Garukosi isinior
Ocodu - nianpuesmit, i vicne HPOTMBALINS Ta pecepaniiinmii nosep of: kool RUPYERH T 131K
HOANTRIB abo cepis Ta nosep nacuopTa)

poroxon sisyannuoro conrposio sin 09.07.2024 No 2330/2.

3a pesyavratamu  pepaasnoro ROHTPOMO — BCTAHOBACHO. 110 AIKAPCHLRHIT  3acif  BBescho & YRpainy 4

fApCHKs sacobin.

)101"pnmam~l SIM BHUMOT 3aKOHOAABCTBA OO 3a0C31eHCHIN SIKOCT]
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ES LABORATOIRES SERVIER INDUSTRIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT SIKOCTI IKAPCHKOY'O 3ACOBY

Name of the Manufacturer & Address/
Hassa ta agpeca BUpoOHHKa

Name of Importer and Address/
Hazsa ra anpeca imnoprepa

Which Consignment of product is delivered/
Bun npoiykitil, Lo MocTavasTses

Pharmaceutical form/JTixapcska Gopma

Name of the Product/Hassa nixapcskoro 3acoby
Dosage / Crana aif

Type and size of packaging/Bu ra posmip yrtakoBky

Finished product batch number/
Homep cepil roToBoro JiikapcsKoro 3acofy

Manufacturing date//{ara supobnuurea
Expiry date/Tepmin npuaaTHocTi
Batch size/Kimpxicrs y cepil

Manufacturing Licence number/
Homep nivensii va BUpoOHMUTEO

Registration Number/Peecrpaniiite nocsiuerHs

Les Laboratoires SERVIER Industrie 9035, route
de Saran 45520 Gidy France/JlaGoparopii
Ceps'e Inpactpi 905 pyr ne Capan, 45520
Kind, Oparia

Servier Ukraine LLC/TOB "Cepn'e Vkpaina"
41, Naberezhno-Khreshchatytska St./

sy, Habepesxno-Xpemaraupbka, 41

Kyiv, 04070/, Kuis, 04070
Ukraine/Yxpaina

Pharmaceutical Product/Jlikapcekuit 3aci6
Sustained release coated tablets / Tabaerku,
BKPUTI 0BOJIOHKOIO, ITPOJIOHIOBAHOT I
PRONORAN®/ [TPOHOPAH®

50 mg/ SO mr

15 tablets in the blister; 2 blisters in the carton box /
1o 15 tabnerok y Guicrepl; no 2 Grictepun y

KaprouHii xopobui

6103259

03/2024
03/2027
50 000 boxes/ynaxkosok

2022_188_1_2 dated 20.12.2022
2022188 1 2 min 20.12.2022

UA/4995/01/01
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Pirtbedil 30 mg / {lipnies

PROMORAN

o

MEZIPOHOPAYL

sarad elease von

SRR RIS AR

Ay 30 M1

Manulacteeing product bateh mumber / Hosep wipodsiai cepii mapeskaro 1acoby 6097692
Analysis £ armary 260422024
Frmshed product bateh number/ Hoxep copit rovosore sisapcuiors 3acod) 6103239

TESTS 7 IMOKATHMEH

STANDARDS 7 CTAHILAPTH

Characters / Onue
Average mass / Cepeans sgiey
Microbiological quality (skip testing)/

BMiwpoiiionariang snerorn {(exin-reer)

Identification of druy substance /
Lien rpiicanin ahowat pruonmim

- by liguid chromatoprphy @ METO0 pltIno|
¥ g Bgrap i

Xpaostarorpadid

~ by thin-fayer clirommography - arerogom

TOHKOUAPOBOT Xposarorpadil

Assay of drug substance (mg) / Kinskicne 475

st ghouol pesosnus ()

Conteol of gurity (% mim)! Kourpods
sneror i (Yo saiv)
~content sader Y 44
~ contentd paer § 584

content waer ¥ 193
- content. Bawet § 3284
- individunl content of ather impurnites
FHAHILIY AW SACT TN JOMIOS
- Tatal content of impunties  Jaratuia
KURICTE 08 1UI0K
Kinetics of dissolution ¢ Kinerura
poramienin (%a)
2h
4 b

tdentifiention of colurants 1 testad)
{xewrndixanis Sapsmncds (iwo

upmm R )

Round, red, coated tablet 7 Tabnersy spyrmoi Gopsiy. uepponors
BEPIT OGONONIKOIO

2905 -
204

3 M (90 %0 to 110 % of thearetical s
VHO % 1o ulaiomwening 4o veoperisuol sack 328w

Totul aerobic microbial counl ¢ aragnie wiieno sepobdix MIKPOOPraisin
(TAMCY: % 1000 CFU 000 KY O
Total combined yeasts monids court/ 3aranue WICRO IPIaGHROMIS 13
nscesenns rpudis (TYMC): ¢ 100 CFUg - 2 100 KYQ/r
Eseherichin Coli © absenset ¢ nigeyrni?l ¢

The retention time of the peak corresponding to the drag substance
solution must be identicat to that of the peak corresponding to the datg
substance in the analytical relesence solution/ Bianosiuiers sacy yipn \mmm
PRy HHOMOT PEHOBIILL HL XPOMATOFPHARX AGRATDKYBAHOTO PO3UIIY Tit
AHANTTIHOTD POTUIHY NOPIBHIHI,

The spot curresponding ta the drug substance in the chromatogram of the test
solution must have the same RE vadue, colour and intensity as the spot
corresponding o (he drug substance in the chromatogeam of the auslyneal
referenee solutiond M JUIN0Y pLUDRIIN HI SPOMATOTPANIS
AOCHUDRYRRHONG POTHINY Ta AHMUITINHOI pOTUNY NOPIMIRNG Nonnam
enipragant o RES3mseiano. RUIsOpy 1t Here o

593 % w 105 % of theoretiva) content . 95 9
BIHIOLWICTIG L0 TEQPETIIHOTO BACTY)

- 105 % s

2%y
< (0,2 %
02 %
20,2%
202 %

Skip wst -
10

Skip lest -
<10

Skip test -
Absen

Pasitive

Passes
Passes

Passes

g

Vorpersioeo

Positive ' Tlosrenniia

Pozitive

Pegitive

43 fporadnicns - Blup (28

Responsiide for

Bonn - S8nas das - Absenr 1y

B0

Conformiy Comprad Laboraiorics Bulaosdammn s doemasgmcmsy sadopis




LES LABORATOIRES SERVIER INDUSTRIE

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/ Llnm s 3acsinuyio, mo napesena Buue indopmanis € roctosiproto Ta Tounoio. Lo cepiio npoaykuii 6yno
BUPOOIIeHO (BIUTIOUAI0UH NAKYBAHHA/MAPKYBaHHS) Ta NPOBENCHO KOHTPOAb T AKOCTI Ha BHINE3a3HAUEHIR ATBHULT Y
nosHii BianosignocTi 3 pumoramu GMP, BCTAHOBICHHMM MICHIEBUM PErY/IATOPHAM OPraHoM, a TAKOXK BIANOBILHO 10
CTICLM(IKALIH, O MICTSTBCS Y peecTpaLtiitnoMy Jocke. [IpoTokony supoBHHMIITEa, HAKYBAHHS Ta anaizis Gyno
MEePerjsuyTo Ta BCTAHOBNCHO BiuIoBinHicTs GMP

Date of batch release / ITara purnycky cepii : 05/06/2024
Name and Position/Title of person authorising the Batch Release/ Ilpizsuine Ta noca/ia/ 3samus ocobn, sika BRaaxa

RO3BLY HA BHIYEXK cepii
Emmanuelle LORANS, Qualified Person/¥YnosHosaxena ocoba

ek .»l,’v."'” K
Signature/TTignuc: Date/Hara: (f H“ﬂ. Lidand. 52951((

Finished product batch number/ Homep cepii rotosoro nikapcbkoro 3acoby: 6103259
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