A

SANDOZ

Na: 2204241348

Odhopmneno:

Beposiukosa 57

1526 Miobnsana
CnoBeHis

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

JliueHaia Ha BUpo6ruLTBO:

800-16/2023-6

CeptudikaT BignosigHoOCTI

Tlek ®apmatieBTUYHA KoMnaHis A.4.

Ha3sga marepiany:
ToprieenbHa HazBa:

Cuna gii/akTUBHICTB:

HNikapcbka hopma:
Twvn ynakoBku:
Poamip ynakoBku:
Ne Marepiany:

Ne cepil:

[arta BupobHuuTBa:

TepmiH npuagarHocTi:

BupobHuyreo:

Bunyck cepii:

TecTyBaHHsA:

Kpaina-imnoprep:
Ykpaina

KETOHAIT 100MI" 12CYI B3 YA
KETOHAJI®

100 MI 3

CYNO3UTOPIN

CTPUN

2WTx6 WT

44091170

AA17963

28-1INC-2023

31-)KOB-2025

FEHBEOH INTAK CAHAW BE TIKAPET
IHOEHIO MAX. TEB3E MNACTIKUINEP OCB
Ne2

ATATYPK BINB. 9 KALLE

MEB3E

41400 KOKAENI

Typeuuunna

JIEK SAPMALIEBTUYHA KOMMAHIA 4.0.
Beposiukosa 57

1526 IFIOBNAHA

CroBeHis

Canpgos C.P.J.

BYI. NIBE3EHI 7A

540472 Tupry-Mypew

PymyHis

Homep PeecTpauliitHoro nocsig4eHHn:
UA/8325/06/01

Trn BUNYCKY:

Darta Bunycky:
KinbkicTb:

Howmep niyeHail:

CEPTU®IKALIA CEPI

22-KBI-2024
4022 YN

800-16/2023-6

MonoxeHHs npo cepTudikadir

Lum nigTeepmxylo [OCTOBIPHICTE Ta TOYHICTE BuLLEBkasaHoi iHdgopmauii. OaHa cepia npenapaty 6yna
BUIOTOBNEHA, BKIOYAKOUYM YINaKoBKy/MapKyBaHHs | KOHTPONb AKOCTI, Ha BULLIEBKa3aHi BUPOBHWYIR OinbHUL B
MoBHIA BignosigHocTi 3 Bumoramu GMP pepxaBHuX opraHiB peectpauii i cneuudikalinamy, BKasaHUMU B
PeecTpauiinomy [Jocke kpaiHu imnopTepa. [aHi W040 BMIrOTOBIEHHSA, YMaKoBKM Ta TecTyBaHHs cepil 6ynn
nepesipeHi i ninTBepaKeHa ix signosigHicte ymosam GMP.

KomeHTtap pno ceprudpikary:

B npoueci BupobHULTEA | NakyBaHHS He BUSIBNEHO BigxuneHsb, WO 34aTHi BIAWHYTU HA BUAYCK NPOAYKTY.

CropiHka; 1/2

*3aBipeHo eneKTPOHHUM Rianvcom BiANoBiAHO A0 cTaHgapTis enekTpoHKvx nignucie CaHaos

A an 5719

13 0b.LY




SANDOZ Nk Gapunie
- F O Ilek ®apMatieBTMYHa KoMnaHia A.4a.
Beposuikosa 57

1526 Miobnsaxa
CnoBeHist
Ten.: +386 1 5802111
daxc.: +386 1 5683517
www.lek.si
NiyeHsis Ha BUpoDHNMUTBO:
800-16/2023-6

Ne: 2204241348

CepTudikar BignosigHOCTI

Hassa marepiany: KETOHA 100MI" 12CYT1 B3 YA

ToproBa Ha3Ba: KETOHAIN®

Ne Marepiany: 44091170 Ne cepit: AA17963
Bunyck cepii / Ceprudikauin BukoHaHa: Irena Lahajnar, YnoeHoBaxeHa ocoba

Bunyck cepii / Ceptudikauia Odara/lac: 22-KBI-2024 / 11:47:49 BKY

Oata/Mac ochopmneHHs cepTrdikaTty: 22-KBI-2024 / 11:48:52 BKY

Cropinka: 2/2 *3aRipeHo eNeKTPOHHUM NIZNUCOM BIAMOBIAHO A0 CTAHAAPTIB eIeKTPOHHUX nignucie CaHpos




I NOVARTIS

Ped: 0503241543

Odopmneno: CAHOO3 C.P.JL.
BYI. NIBE3EHI Ne 7A, 540472
Tupry-Mypeui, PymyHist
Ten: +40 265 208 120
dake: +40 265 254 767
www.sandoz.ro

Ceptudbikar AHanisy

Hazsa maTepiany: KETOHAN 100MIC 12CYIN B3 YA_44091170

MatepianbHui Ne: 52006083 Cepis Ne: AA17963
[HcnekuinHui Neo: 008900324305 MoHorpadis TectyBanna: HALIOHANBHA
IHCcnekUinHKiA Nnax: RO03E225/1

MokasHunku Bumoru PesynbTatun
30BHIWKIN BUrnsg i konip Bini, rnagxi ogHopiaxi cynoauTopii Bignosigae
MeTog gocnigkKeHHs:

ANM_BFDF 00133429 (4854/01)

PoanapaHHs mMakc. 30 xB 19 xB

MeTtog gocnimKeHHs:

ANM_BFDF_00133429 (4854/01)

OpHopigHicTe macu: IHauvBigyansHa maca Maca KoXHOro OKpeMOoro CyrosuTopito He Bignosigae
MeTog gocnigkerHst: NOBUHHa BigxunaTuca Ginbw Hix Ha 5% Big
ANM_BFDF_00133429 (4854/01) BCT@HOBIEHOI cepedHbol Macu

lneHTndikauin KetonpodeH MoauTneHO MosutueHO

MeToa gocnigXeHHs:
ANM_BFDF_00133435 (4854/02)
KinbkicHe Bu3Ha4erHs1 Ketonpodery
(mr/cyn)

(UA, HR, CZ, s, XK)

MeToa gocnigXeHHs:
ANM_BFDF_00133443 (4854/03)

CyriposifiHi AOMiLLKu:
3-aueTnnbensodeHoH

(UA, SI, CZ, HR, XK)

MeTopn pocnigxkeHHs:
ANM_BFDF_00133456 (4854/05)

CynpoBigHi foMilKn:

2-(3-kapBokcudeHin) nponioHoBa kKucrioTa

(UA, SI, CZ, HR, XK)
MeTopn AochipKeHHs:
ANM_BFDF_00133456 (4854/05)

95,0 — 105,0 minirp.cyn.

makc. 0,2 %

makc. 0,2 %

100,5 minirp.cyn.

<0,0 %

<0,0%

CropiHka 1 3 2 *3aBipeHo eneKTPOHHUM NIANMCOM BiAMoBIAHO A0 CTaHAAPTIB enekTpoHHMX nignucie Cangos

CropiHka HanexuTk Ao Marepiany 52006083 Cepis AA17963 MoHorpadis TectysaHHa NATIONAL




: ? , Odopmneno: CAHIO3 C.P.JI.
éﬂ, NOVARTIS BYJ1. NIBE3EHI Ne 7A, 540472
Tupry-Mypew, PymyHis
Ten: +40 265 208 120
®akc: +40 265 254 767
www.sandoz.ro

Pech: 0503241543 CEPTUDIKAT AHAII3Y

lMoka3sHuKu Bumoru PesynbTatn
CynposigHi gomiluku: IHWnX make. 0,2 % 0,0%
iHAMBIgyanbHNX

(UA, SI, CZ, HR. XK)
MeTtoa gocnigXKeHHst:
ANM_BFDF_00133456 (4854/05)

CynposigHi gomiwku: Cyma iHWnX makc. 0,5 % 0,1%
(UA)

MeTog pochigKeHHs:

ANM_BFDF_00133456 (4854/05)

3aranbHe 4Mcno aepoBHMX makc. 2000 KYO/r < 100 KYO/r
mikpoopraHiamis: bakrepii
MeToa ACCNifKEHHS:
ANM_MIBI_00263452 (3641/B)
makc. 200 KYO/r <10 KYO/r
3aransHe ynicno aepobHux
MiKpoOOpraHiamie:
Opixmpxosi i nniceresi rpmbu
MeTopn gocnimKkeHHs:
ANM_MIB]_00263452 (3641/B)

MinTBepKeHHA:
Cepisi Bignosinae MoHorpadisiM TecTyBaHHsA. LivM nNiATBEpAXYETLCA, WO BULLEBKasaHa iHpopMaLis € [OCTOBIPHOIO | TO4HOM, a
TaKoxX, L0 NPOTOKONM pesynbTaTis TecTyeaHHs 6ynu nepesipexi | 6yna BcTaHoBneHa TxXHA BignosigHicTs cTaHaapTy GMP.

CepTudikaT ochopmneHo: Alexandra florin Dumitriu, KepieHuk KoHTponio sikocTi

[arta 3aTBepAXeHHA; 05-BEP-2024 14:42:31 BKY
Hara/yac cTBOpeHHs cepTudikary: 05-BEP-2024 14:43:00 BKY
Digitally signed by Fedachsnio Tetiana
Fedochenko : s
Tetiana Rt et e 3 oot
CropiHka 2 3 2 *3aBipeHo enekTPOHHUM MignMcom BiANOBIAHO A0 cTaHAapTiB enekTpoHHuxX nignucis CaHpos

CropiHka HanexuTs 0o Martepiany 52006083 Cepist AA17963 MoHorpadist TecTysaHHs NATIONAL




