JAEPKABHA CIIYXBA 3 JIKAPCBbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBKIHN OBJIACTI

npos. CeimimyHoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo SIKiCTH BBE3€HOr0 B YKpaiHy JiKapchLKOro 3aco0y

04.09.2023 Ne 42760/23/10

KETOHAJI®

(HalMeHYBaHHA JIKapChKOTro 3aco0y 3riIHO 3 peecTpalliftHiM HOCBITICHHAM)

reanb 2,5 %, o 50 r y Ty6i; mo 1 Ty6i B kapToHHiii KopoOui

(dopma BUNYCKyY, M03yBaHHs, BUI TAKYBAHHA JKapCLKOTO 3acoby)

Homep peectpauiiinoro nmocsimuenns UA/8325/05/01 crpoxk nii peectpauiiitoro mocsingenns 01.01.2099
Cepis nixapcskoro 3acoby Ne ND1663 KinekicTs BBe3eHOTO JNiKapcskoro 3acoby 19632

Bupo6HHK Camorac ®apma ['M6X, HiMewunna

(HafiMeHyBaHHA BUPOOHMKa JTiKapCcEKOro 3acoby, kpaiHa MOXOMKEHHS)

BBe3seHo B YkpaiHy TosapHcTBO 3 00MexeHOI0 BiTnoBigaasHicTIOo "Canxos Ykpaina",
inent. koa: 38419586

(naiimenyBanHs Ta kox 3a €/IPIIOY ropuanyHOi 0co6u a6o npizBuue, iM's, 110 HATHKOBI p13ugHO1
0co0H - miAmpHeMuZ, il MicLle MPOXKHBAHHA Ta PEECTpalliiiHuii HOMep 06TiKOBOI KAPTKH ILIATHHKA
OAATKIB 260 cepis Ta HOMep acrnopTa)

IIporoxon Bizyansuoro konrpomo Bix 31.08.2023 Ne 2703/2.

3a pesynpTatTamMH EPXaBHOIO KOHTPONK BCTAHOBJIEHO, MO JIKAapChKHH  3aci® BBeseHo B VYkpainy 3

AOTPHMAHHAM BuMOr 3aKOHOAABCTBA IIOAO 3a0e3meueHns SKOCTI J1KapChKHX 3aco0iB.

Ipuna TTAJTIAMAP

(iniuiany ra npizsuiie)




' A Novartis OdropmnieHo: CANIOTAC GAPMA MMEX
. SANDO Division finbnuua OctepBenninren Nanre Mepex 3

39171 Cronsetane OT Octepreaninren,
HimeuyyunHa
Ten: +49 39205 420

. IliueHsis Ha BupOBHNUUTBO:
PeecT.: 000000484178 DE_ST_01_MIA_2022 0023

CepTudixar AHanisy

Hasea npopykry: KETOHAN 2,5 50 MTENb YA

Toprosa Ha3Ba: KETOHAN® MENb, 2,5 %, 50 I' B TYGI, 1 TYBA B KAPTOHHIN KOPOBEL|
Ne matepiany: 902624 Ne cepii Cangoa: ND1663
MaTtepian in bulk 1: 42003353 Ne cepii in bulk: NC1235
KoHTpornbHa cepis No: 000408804981

Harta eupobHuuTea: 15-YEP-2023 Tepmin npuaarudocri: TPA-2026
Tepmin npugaTtHocTi Ha  05/2026

ynakoBui 1:

3aMOBHMK: Cangos Ykpaina, Ykpaina

MokaaHuK: AonycTuMi Hopmu: PesynbraTtw:
30BHIWHIN BUrNAA OAHOPIAHWA NMPO3oPUK renk Bionosinae
(opraHonenTuyHo)

CepenHa maca HanoBHEeHHS 250,0r 51,1r

(KBT)

3Ha4yeHHnA pH: 6,0-7,0 6.4

(€Bp. ©. 2.2.3)

B'A3skicTb: 3-15Pa*s 5 Pa*S

(€Bp. ©. 2.2.8, 2.2.10)

laeHTudpikauis Ketonpoder Mae BianoeinaTu Bianosigac
(BEPX)

lAeHTUbikayis ETanon Maec BianoeigaTu Biariosinae
(rx)

KinbKkicHe Bu3HavyeHHA Ketonpoden 23,75-26,25 mr/r 24 66 mrir
(BEPX)

KinbkicHe BusHaueHHa KetonpodbeH [%] 950 — 105,0 % 08,6 %
(BEPX)

KinbKicHe BU3HaueHHs ETadon 256,5-313.5m 2773 Mmrir
(MX)

KinbkicHe B3HaveHHs ETaHon [%] 90,0 -110,0 % 97,3 %
(rX) e

CynpogigHi gomiwku Ketonpodbery <0,2% N <0,1%
eTNoBuK edip

(BEPX)

CropiHka 13 2 IMiANMCaHHO enexTPOHHO BiANOBILHO A0 CTaHAapTiB eNeKTpoHHUX nignucie Canaos
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A Novartis OdropmneHo: CANIOTAC ®APMA FMBEX

Division AinsHuun Ocrepsepainren Naure Mepen 3
39171 Cionzerans OT OcTepBenaitren,
HiMeyyuna
Ten: +49 39205 420

. Niuensin na BupoSHULTRO:
PeecT.: 000000484178 DE_ST_01 MIA 2022 0023

SANDO

Ceptudpikar AHaniay

Hassa npogykry: KETOHAR 2,5 50I' TENbL YA

Ne¢ MaTepiany: 902624 Ne cepii Cangoz: ND1663
MokasHuk: HonycTumi HopmuK: PeaynbTtaTu:
CynposigHi gomiwku 3-auetunbeHso <0,2% <01%
(peHOH ([omiwka A)

(BEPX)

CynposigHi AoOMILLKW IHLL iHamBiayanbHi < 0,2 % 0,1 %
AOMILLIKA

(BEPX)

CynpoBigHi oMLK cyma JOMILLOK <0,8% 0.1 %
(BEPX)

3aranbHe yucro aepobHUX He Binbwe 102 KYOQ/r <10 KYO/r

Mikpooprauismis (TAMC)
(€Bp. . 26.12)

3aranbHe Yncro ApKIKOBUX | He Binblie 107 KYO/r. <10 KYOI/r
nniceHesux rpubie (TYMC)

(€Bp. ®. 2.6.12)

Pseudomonas aeruginosa BIOACYTHIW / 1 BigcyTHin / r
(€Bp. ©.2.6.13)

Staphylococcus aureus BIOCYTHIA / T BiacyTHii / r
(EBp. ©. 2.6.13)

MikpoGionoriyHa uncrora Mae BignoBigaTu Bignoeigae
(€Bp. ©. 5.1.4)

Nepesipka nakysanbHoro marepiany [laKkyBanbHWiA maTepian signoeinae Bianosigae

BUMOraM. XapaKkrepucTuki HasegeHi
3riAHO 3i cTaHgapTOM | po3bipnueo,

rligrBepaxeHusn:

L5t cepia Bianosiaae mMoHorpadbii TECTyBaHHA. LIUM niaTBepxyeMo, LLO BULLEBKA3aHa IHbopMmaUia e gocTosipHOHO |
TOYHOIO, a TAKOX, Lo pe3ynLTaTy aHanisis nepesipeHi i BiANOBIAAOTL BUMOram HanexHo! BUPOGHUYOT NpaKTUKK.

Bunyck cepii / Ceptuthikauin sukoHaua: Csaba Toth, YnoBHoBaxeHa 0coba Ta KepisHuk KA

Bunyck cepii / Ceptudikauii Qata / Yac: 07-CEP-2023 11:40:49 BKY

CepTudpikaT odropmnennit gara / yac: 07-CEP-2023 11:40:53 BKM  Fedochenko ¥zuiremumie:
Téti ana ﬁ.ﬁﬁ'lmmapn;mm

Date: 2023.08.17 15:34:03 + O30T

Cmp E g B 2 W MianucaHHo enexTpoHHO BigNOBIgGHO g0 CTaHAAPTIB eNeKTPOHHMX nianucie Canaos




SANDO

Ne: 0708231340

A Novartis
Division

Odopmneso:

CAJIIOTAC PAPMA TMBX
AinsHuus Octepseppinren, flanre Mepex 3
39171 Cionzetans OT OctepsegaiHreH

HimMeuyduHa

Ten.: +49 39205 420

JliueHsis Ha BupobHWMUTRO:
DE_ST_01_MIA_2022_0023

CepTtudikaT BignosigHocTi

Haszsa maTtepiany:

ToprieensHa Ha3Ba;
Cwuvna gaii/akTuBHICTD:
Hikapcbka chopma:
TN YyNakoBKu:
Po3amMip ynakoeku:

Ne MaTepiany:

Ne cepii Cangos:
AaTta BupoGHuuTRA:
Tepmix npuaaTHocrTi:

BupobHuya pinLHMys:

HAinbHuus BUNyCKy:

QiNbHUUA TecTyBaHWA:

KpaiHa-imnopTep:
YKpaiHa

KETOHARN 2,5 50T MENb YA

KETOHAN® I'ENb, 2,5 %, 50 ' B TYBI, 1 TYBA B KAPTOHHIM KOPOBU|

2,5%

MEJlb
TYBA

1WT x50
002624 Tvn BUNycKy:
ND1663
15-4EP-2023
TPA-2026

CANMMKOTAC ®APMA MMBX
38171 Cronzeranb OT [ineHuus
OcTepeepaiHrex

HiMeyunHa

CAIMOTAC ®APMA 'MBX

HineHuys OcTepeeaniHred Naxre Mepex 3
39171 Cionsetans OT OcrepeeasgiHreH
HimeydnHa

CAJIMMOTAC PAPMA TMBX

HinbHuua Octepeepaivires MNanre [epeH 3
39171 Cionserans OT OcrepeengivreH
HimeyuyuHa

Homep PeecrpauiiiHoro noceiguenHs:
UA/B325/05/01

AaTta Bunycky:
Kinekicth:

Howmep niueHsii:

OIS PUHKY

07-CEP-2023

19632 YT
DE_ST_01_MIA_202
2 0023

KoMnoHeHTH:

HasBa martepiany:
Ne Matepiany:

3araneHa KinkKicts in bulk:

BupobHuua AinbHUURA:

KETOHANTENL 2,5% AE21 EY B1

42003353 MpoAykT in bulk Cepin Ne:
1983,7 KI

CATIKOTAC ®PAPMA MMBX JliueHain Ne:
HinbHuus Ocrepeepngidren Nanxre

['epeH 3

39171 Conzerans OT
OcTtepseagiHren
Himeyunna

NC1235

DE_ST_01_MIA_202
2 0023

*3aBipeHo eNeKTPOHHUM MigNUCoM BIANOBIAHO AC CTaHaapTie ene KTRPOHHUX Nignucis

CaHgos




SANDOZ: "

Ne: 0708231340

Odropmneno:

Caniotac apma M'mb6X

HineHuus OctepseaaidreH, Namre Mepen 3
39171 Cronzetans OT OctepseagivreH
Himeuwdnna

Ten.: +49 39205 420

Niuensia Ha BUPOBHUUTBO:
DE_ST_01_MIA_2022 0023

CepTtudikar BignosiaHocTi

Haisa maTepiany:

ToproBa HasBa:
Ne Marepiany:

KETOHAN 2,5 50T M'ENb YA

KETOHAN® MES1L, 2,5 %, 50 ' B TYBI, 1 TYBA B KAPTOHHIW KOPOBL]|
902624 Ne cepii Canpos: ND1663

KoMnoHeHTH:

Hassa matepiany:
N2 MaTepiany:
Bupobuuya ginbHuys:

Cepia BupoBHUKa:

KETOMPO®EH H 3X3KW NB C EY
40000765  AxTuBH. hapM. iHrpenicHT Cepin Ne: B647244

HxeussiH Lisiowxoy dapmackiotukan Ko.
Bawwia Poan 99

[MpoeiHyia Ykeusan

PawoH Lissol3saH

318000 Taituxoy Citi U3A0L358H
KuTari

2014005211213

MonoxeHHs npo ceprudikauio

LM niaTeepmiylo [OCTOBIPHICTL Ta TOUHICTS BullieHaeeneHo! iHdopmali. Lis cepis nikapcbkoro 3acoby 6yna
BUFOTOBNEHA, BITTIOYHO 3 YMakoBKOK/MapKyBaHHSM Ta KOHTPOMNEM SKOCT] Ha BULEHaBeAEeHUX BUPOBHWUMX AinbHULAX
Y NOBHIM BIANOBIAHOCTI 40 BUMor GMP MicueBux PENYNATOPHAX OpraHiB, a Takok A0 cneuwdikauil PeecTpaLliiHoro
Hocbe kpaiHu iMmnoprepa abo tbanny cneuudikauili gocnimkysaHoro nikapcbkoro zacody. [aHi Npo BUrOTOBREHHS,
YNAKOBKY Ta aHani3n cepii 6yno nepeBipeHo Ta nigreepxeHo ixX BignosigHicTb ctangapram GMP.

KomeHTap ao ceptudikary:

B npouyeci BupoBHULTBEE | NnakyBaHHs He BUSIBNEHo BIZXWIEHb, WO 34aTHI BNNWHYTU HA BUMYCK NPOAYKTY.

Bunyck cepii / Ceprudchikauis BukoHaHa: Csaba Toth, YnosHosaxeHa ocoba Ta KepiBHuk K&
Bunyck cepil / CepTudikauin Jata/Mac: 07-CEP-2023 / 11:40:48 BKY
fara/ac odropmnenns ceptudixary: 07-CEP-2023 / 11:40:51 BKY

*3aBipeHo enekTPoOHHUM nignucom BIANOBIAHO 40 CTaHaapTiB ENEeKTPOHHNX nianncis
CaHpo3




