JAEPXABHA CIYXBA 3 JIKAPCHEKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMY v KHIBCHKIIl OBJIACTI

npoB. CeiTinyHoj Hapnii, 3, m.Kuis, 02099, ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox E€PTIOY 37078774

BUCHOBOK
PO sIKicThL BBe3enoro g Ykpainy JiKapcbKoro 3aco0y

17.10.2024 Ne 52029/24/10

KETOHAJI® YO

(natimenyganns TKapChKoro 3acoby 3rigno 3 peectpauiitnum TTOCBIAUCHH M)
Kancynu 3 moaudicosannm BUBIILHEHHsIM TBepi 1o 150 mr; o 10 Kancymny 6aicrepi; o 2
aicTepu B kapronmiii Kopoo6mi
(thopma BUTYCKY, 03yBatus, Buj NaKyBaHHS JIIKapChKOro 3acoby)

Homep peectpauiiinoro nocsiguery UA/8325/03/02 CTPOK Iif peectpauitinoro nocsinuenns 0.0 .2099
Cepis nikapcrkoro 3acoby Ne PA7132 Kinskicts BBesenoro miKapenKoro saco6y 27734

Bupo6uuk Jlex ®apmanersTiuna Komnauis n.x., CiioBenis
(naiiMenypanng BUPOOHHKa JTiKapchKoro 3acoby, kpaina TTOXO/KCHHS)

Baeseno B Vpainy Torapucrso 3 odMesxceHo10 BiAnoBizanLHicTio "Cangos Yxpaina',
inenr. xon: 38419586

(HafiMenyBanHs Ta kon 3a €IIPTIOY HOPHIHTHOT 0c06H abo npi3BHILe, iM's, mo 6aTkKoRi dismnof
ocobu - nignpuemus, i Micle IpoxHBaHHs Ta peecrpaniinnmii HOMep obnikoBof KapTKi NaaTHka
nonarkis ao cepis ta HOMep nmacriopra)

Mporoxon Bizyanbuore Kkonrpouio six 11.10.2024 Ne 3097/3,

3a  pesymbtatamu ACPKABHOTO  KOHTPOIIO BCTAHOBJIEHO, Mj0 miKapenkuit - 3aci6 BBE3CHO B Vikpainy 3

AOTPUMAHHSAM sivor 3aKOHONABCTBA WOJIO 3a6e3rIeuenns sKocT] THKapChKHX 3aC06iB,
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g ; OchopmrieHo:
S A N D O Z Nex DapmatesTuuna Komnakis 4.4,

Beposuosa 57

1626 Mobnaua
Crogetis

Ten.: +386 1 5802111
dakc.: +386 1 5683517
www.lek.sj

Ne: 2709240816

CepTtudikar BignosinHocTi

Hasga marepiany: KETOHAR AYO KMC.20X150Mr 01 YKP

Toprisensha Hazsa: KETOHAN® AYO

Cuna gillakrugricrs: 150 MIr

Nlikapckka hopma: KANCyYnn TBEP[I, 3 MOOUDIKOBAHUM BVBIAbHEHHAM

Tun ynakosku: BAICTEP

Poamip ynakosku: 2WTx10WT

Ne Mavepiany: 44119497 Tun aunycky: CEPTU®IKALISA CEPI]
Ne cepif: PA7132

Aara BUPOBHUYTRA: 17-4EP-2024 Bara sunyciy: 09-BEPR-2024
Tepmin npugarHocTl: 31-TPA-2026 KinekicTh: 27734 Y

BupoBuuua AinbHuus;: NEK OAPMALIEBTUYHA KOMMAHIS A.4. Homep niueHsit: 800-6/2024-14
TPIMNIHI 27
9220 NEHAABA
Cnosekig

AinsHuys BUNycKy cepii:  NIEK DAPMALIEBTUYHA KOMMAHIA A.A. Homep niuenaiit  800-6/2024-14
Beposikosa 57

15626 MOBNSAHA

Cnosenis
Kpai‘na—imnop’rep: Homep Peecrpaulitnoro Moceigvennn:
YkpaiHa UA/8325/03/02

MonoxenHs npo ceprugikauiro

Linm niATBEPAKY IO, Wo HagaHa iHdopmauis ¢ AOCTOBIPHOI | TOYHOW, La cepis roTosoro nikapebkoro
3acoby Gyna BuUroTosnena (BKMOUHO 3 ynakoakom/MapKyBaHHﬂM) i KoHTpOnem akocti Ha 3asHayeHux
RiNbHALSX Linkom BIANOBIAHO BUMOr GMP  micuesoro Peecrpauyitinoro nocBig4eHHs Ta signosigHo go
3aTBEPAXEHOT cneyncpikauii Peecrpauiiinoro Locbe kpaiuu-imnoprepa. MpoTokonu BUPOBHULTRA,
ynakoskn Ta aHanituyxoro TECTyBaHHs Gynu nepesipeHi i NIBTBEPAKYETLCS ix BignosinHicTs cTanaapTam
GMP,

B npoueci BUPoBHUUTBA Ta nakyBaxHs He Byno sissneHo BIAXUNEHD, Wo 3aaTH BAKHYTY Ha BuNyCcK

3apeecTpeoanuii Poamip ynakosku: no 10 kancyn y 6nicrepi, no 2 Bnicrepy y Kopo6yi

Bunyck cepii / Ceprudikauis BUKOHaHa: Danila Benko, YnosHosaxeHa ocoba

Bunyck cepii / CepTudikauyis fara/Yac; 09-BEP-2024 / 10:40:39 BKY

Rara/Mac opopmnenng ceprudbixary: 27-BEP-2024 / 06:16:02 BKY

Cropinka: 1/1 *Ceprucbixar nignucaro NEeKTPOHHUM nianucom BianosiaHo ao CTakaapTis

ENEeKTPOHHNX nignucia Cangos

F/OY wa o7 LY Ko

nor, /€ e
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HoMmep AoKyMEHTY: FRM-8060878

ANDOZ S

oopma Ao P1-8099158

LLia6s10H IHCTPY KUt CoA flex dapMauesTUUH2 xomnatla a.p. Jlenpasa

AinbHuus BUNYCKY cepii:
ek wapmaueaTwma komnaHia A8
BeposlUKBa 57

1526 fiobnana

CnogeHia

Ten.: +386 (0) 2 577 3333
NiyeHsin Ha BUpoBHULTEO:
800-16/2023-6

CEPTU®IKAT AHANI3Y

I Bepceia: 1 Jata: 25.00.2024
Hasoa Matepiany: KETOHAN AYO 150MI JOMPKX B1 YKP
Toproea Haasa: KETOMPO®EH
Cepin bulk NV9367
Homep matepiany pbulk: 42037660
Cepin [M3: PAT7132 [ata ampoGHmuTaa:‘ 17.06.2024
Homep matepiany mMa3: 44119497
Moworpabisn TecTyBaHHM 3.2.p.5.1- specifications = 547 TepMmiH npmnaTHocﬂ: 05.2026
Homep Pt UA/8326/03/02

__[\l_e‘aocnyuggyaaHoro noty: 61657

i

TecTh BumMory pPesynuTaTh

Konip 78 soniLHiR BUNAA kansyn ﬂpoaopvm Kopnyc, cuta Kpuuieuxa pipnosipac

e e

Konip T2 30BHiLLHIA BUMAA BMICTY Bini i wosTi nenem gianosifae
I S — /ﬂ___’_‘
Maca BMICTY kancyn 225 mr ginnosinae

i

OpHopiaHicTs MacV BmicTy + 10%, €8p.P. signoeinae

meumcbixau'm BEPX gipnosinae
o —

Ketonpodier
(1425 M0~ 147 8 wr/kan.

N KetonpodpeH 150,0 Mr/kanc 5%
KinbKicHe BUZHAUEHHA BEPX 157 5 wrlkan.)

Po3unHEeHHA Ketonpodet Bipnosinae
P OguUMHEHHSA, 2. roauHw/cepeaHe 15 -35% 21 %
pPosunHenHs; B. ropun/cepeane 50 - 80 % 59 %
PoaunHerHs, 8. ropur/cepeate 285 % 95 %

Cynpoemui AOMILLIKA, nPOAYKTY posnagy

2-(3-Kap60r(cmcberin) nponioHosa kucnoTa . £02% <0,02%
- 3—aue'rwn6eusocbeHOH . $03% 0,03 %
. nesipomi h—lnmnigyanbui . 502% 0,05%
. pesipomi: cyma . s05% 0,19 %
—_ TndopMauiAHa CTOpIRa Tinbkw A“W
. Cropitka132 ESOPS D2
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Homep nokymenry: FRM-8060878

g .@a N @ @ Z Bepeis: 3.0

®opma go PI-8099158

WaGnow HCTPYKUIT CoA Nek dapmaleBTUYHA KoMNaHis A.4. Nevgasa

Mikpo6ionoriuna umcroTa*

- 3aransHe uucno aepobHux

i /
MiKpoopraHismis: s 103 KYOrr
- Saram?He HUCNO APIKANKOBUX | NniceHeruy < 102 KyOyr )
rpubis;
Escherichia coli BigcyTHifr )

'Tecrycrbcn oaKa cepls Ha pik —
Niarsepaxents:

Mapis signosinae MOHOrpadii BunpoBysats, Lum niaTeepmxyeThes, Lo Hasefena sule iHhopmallis e aBTEHTUYHO
Ta TOYKOI, a 3anucu ananisy 6ynu NePEernanyTi Ta BusHaHi Takmu, o BignosigaioTs BUMOram GMP,

Ceptucikar ohopmneHo: Pomberg Katja
Hara: /Enekmponuui nidnuc: 25.09.2024 07:45:15 +02°00"/

Bunyck Cepw‘ubixa‘ry

NiATBEPIKEHO: Benko Danila
Aara: /Enekmpontu nidnuc: 26, 09.2024 13:49:52 +02°00"/
Fedochenko s
Tetiana
chbopmauiaHa CTOPiHKa Tineku gnn cnyx6osoro BUKOPUCTaHHA
Cropinka 2 3 2 ESOPS D2
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S A N D o z Issued by:
Lek Pharmaceuticals d.d.

Verovskova 57

1626 Ljubljana
Slovenia

Tel: +386 1 5802111
Fax: +386 1 5683517
www.lek.si

Ref: 2709240816

Certificate of Conformity
\\\\_M

Material Name: KETONAL DUO 160MG 20MRCH V1 UA
Trade Name: KETONAL® DUO
Strength/Potency: 150 MG
Dosage Form: CAPSULE, HARD GELATIN, MODIFIED RELEASE
Package Type: BLISTER
Package Size: 2PCx 10 PC
Material No.,: 44119497 Release Type: BATCH CERTIFICATION
Batch: PA7132
Date of Manufacturing: 17-JUN-2024 Release date: 08-SEP-2024
Expiry Date: 31-MAY-2026 Released Quantity: 27734 pc
Manufacturing site LEK PHARMACEUTICALS D.D, License number: 800-6/2024-14
TRIMLINI 2D
9220 LENDAVA
Slovenia
Releasing Site : LEK PHARMACEUTICALS D.D. License number: 800-6/2024-14

Verovskova ulica 57
1526 LJUBLJANA
Slovenia

Importing country: Marketing Authorization Number;
Ukraine UA/8325/03/02
———

Certification Statement

Certificate comment;

During the course of manufacturing and packaging there were no deviations that may influence the release of the product,
Registered package size: 10 capsules in blister; 2 blisters in carton,

Batch Release / Certification performed by: Danila Benko, QP

Batch Release / Certification Date/Time: 09-8SEP-2024 / 10:40:39 uTtc

Certificate Creation Date/Time: 27-SEP-2024 / 06:16:02 uTe
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