HEPXKIIIKCITY KBA
AEPKABHA CJHVYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIH OBJIACTI

npocnekT Banepis JlobanoBcskoro, 51, M. Kiis, 03110, Tem/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https.//www.dls.gov.ua, Koxg €IPTIOY 37078774

BHCHOBOK
Npo SAKICTH BBE3€HOI0 B YKpaiHy JTiKapchbKOro 3acody

27.10.2022 Ne 44670/22/10

PEPPYM JIEK

(HaliMeHyBaHHA TiKapchKOTO 3aco8y 3riJHO 3 peecTpaliliElIM NOCRITIEHHAM)
po3unH A8 iH'ekmii, 100 Mr/2 Ma mo 2 Ma B amnyai; mo 5 amnoya y 6aictepi; mo 1 dmictepy v
KapToHHIi kopobii

{thopMa BUNIYCKY, JOIYBAMHES, BIL HAKYBAHEA MiKAPCHKOIO 3acofy)
HoMep peectpauiiinoro mocsimsenns UA/9347/01/01 ctpox nii peectpaniiinoro mocsimuenns 02.01.2024
Cepis nikapcexoro zacoby Ne MK9332 KinpKicTh BBe3eHOr0 NMikapchkoro 3acody 180607

BupofHux Jlex @apMaleBTHIHA KOMIIAHLA 1. 1., CIIOBeH1A

{HaiiMeHYBaHHS BIIPOOHIIKA IKAPCEKOTO 3ac00Y, KpalHa OXOKeHHA)

BrezeHo B YEpaiHy ToBapucTBO 3 00MexeH010 BinmoBigaapHicTIo "CaHgo3 Yrpaina",
iment. kox: 38419586

{HaiiMeHyBaHHS Ta Ko 3a €IPIIOY ophaimeEei ocodll ado mpizenme, iM'd, 0o DAaTEKOBL (izrgHol
©CODII - MiTOpIeMIZ, ii Miclle IPoKIBAHHA TA peecTPAiiiHIIT HoMep 00:Tik0BCI KAPTKII NIATHIIKA
IONATKIE 200 cepif Ta HoMep OACIIOpTa)

IIpoToxen BisyanbHoro korTpo.o Big 20.10.2022 N 2711/3.

3a  pe3ynpTaTAMII JepAKABHOIC KOHTIPOMIO BCTaHOBIEHO, IO IKApCHKIOI 3acid BBesgHO B YKpaiHy 3

AOTPHMAHHAM BIMOT 3aK0HOJABCTBA MO0 3a0e3MeUeHHA AKOCT] TKapChKHX 3ac00iB.
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s AN Do A Novartis JEI)¢O£M”eHO: _
Division ek apMaleBTUSHaA KOMN2HIA 0.4.

Ne: 1010221524

Bepoewkoea 57

1526 NoGnaHa

CnogeHia

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

NiueHsis Ha eMpobHULTRO:
800-12/2021-9

CepTudpikar BignosigHocTi

Hazpa maTepiany:

TopriBenbHa Ha3Ba:
Cuna pii/akTMBHICTD:
Nikapcoka chopma:
TUN yNakoBKMK:
Po3mip ynakoeku:

Ne MaTepiany:

Ne cepii Canpo3:
Hata upobHuuTBa:
TepMmiH NPpUAATHOCTI:
BupoOGHHULTBO:

Bunyck cepii:

TecTyBaHHA:

KpaiHa-imnoprep:
YKkpaiHa

$EPPYM NEK 2MN 5NIAM YKP

$EPPYM NEK

100 MIC/ 2 M

PO3Y4MH ONd IH'EKLIA

AMMYNA

SWTx2MN

899291 Tun Bunycky: CEPTU®IKALIA CEPII
MK9332

28-\EP-2022 HAarta sunycky: 10-KOB-2022
31-TPA-2027 KinbKictb: 18607 YT
NEK ®APMALIEBTUYHA Homep niueHsii: 800-12/2021-9
KOMMAHIA O.4.

BEFPOBLUKOBA 57

1526 NKOBNAHA

CnoBeHis

NEK ®APMALIEBTUYHA Homep niyeHsii: 800-12/2021-9
KOMMAHIA O.4.

BEFPOBLUKOBA 57

H/A

1526 NKOBNAHA

CnoBeHis

NEK ®APMALIEBTUYHA Homep niuensii:  800-12/2021-9
KOMMAHIA O.4.

BEFPOBLUKOBA 57

H/A

1526 NKOBNAHA

CnoBeHis

Homep PeecTpauiilHoro noceig4yeHHR:

UA/9347/01/01

KoMnoHeHTH:

Hazpa maTepiany:
Ne MaTepiany:
BupobHK4a ginbHALA:

Ne cepii BUpoGHUKa:

SANI3OIN XIAPOKCHMA H 3XXEMNB CTTE
40006430 AKTUBH. cbapM. iHrpegieHT Cepia Ne: BG637224

WHKEL3AH AMNENCA U3AKAHD
GAPMACIKOTIKAN Ko, Nt
NPOMICNOBA 30HA XEHOAH
322118 MICTO AOHAH, YXKELL3AH
NPOBIHLIA

Kutan

1047-2107003

CropiHka: 1/2

*3aceigyeHo eneKkTPOHHMM MigNKWCoM BigNOBIGHO 00 CTaHAApPTIE enekTpoHHUX nignucie CaHaes




SANDOZ . s ﬁ$°£:"e“°' :
Division pMaLeBTUHHa KOMMaHia 4.4a.
Bepoewkoea 57
1526 NoGnaHa
CnogeHia
Ten.: +386 1 5802111
dbakc.: +386 1 5683517
www.lek.si
NiueHsis Ha eMpobHULTRO:
Ne: 1010221524 800-12/2021-9

CepTudpikart BignosigHocTi

HazBa marepiany: GEPPYM NEK 2MN 5NIAM YKP
TopriBenbHa HasBa: GEPPYM JEK
Ne MaTepiany: 899291 Ne cepii CaHpos: MK9332
KoMnoHeHTH:
HazBa marepiany: PEPPYM XYOKC OEKC KOM NIAM 100MI/2MIN CIC3 TE
Ne MaTepiany: 42029995 MNpogykT in bulk Cepina Ne: MG2239
3aranbHa KinbkKictb in bulk: 245518 YT
BupobHK4a gainbHALA: NEK »APMAUEBTHUHA NMiueHzia Ne: 800-12/2021-9
KOMMAHIA O.4.
BEFPOBLUKOBA 57
1526 NKOBNAHA
CnoBeHis

MonoxeHHA npo cepTudikauito

Uwvm nigTeepmkyie, WO HagaHa iHopMauisa e AocToBIpHOK | TodHoW. LS cepia roToeoro nikapcekoro sacoby
6yna BUroTOBNeHa {BKNICYHO 3 YNAKOBKOKYMAapPKyBaHHAM) | KOHTPONEM SKOCTI HA 3a3HAYeHUX AINbHAUAX LiNKOM
gignosigHo ao ctaHaaptie GMP Ta BignoeigHo Ao zateepaxeHol cneundikauil PeecTpauiliHoro Jocke KpaiHn-
imnoptepa. [lpoTokonu BupoBHAUTBA, YNAKOBKM Ta aHaNITUHHOrO TecTyBaHHA Bynu  nepeBipeHi |
niaTeepaXyeTben 1 BignoBigHicTs ctaHaaptTam GMP.

KomeHTap go ceprudiikary:

B npoueci BUpOoOHMUTBA | NakyBaHHS He BUSABNEHO BIgXMNEHb, WO 34aTHI BNAWMHYTU HA BUNYCK NPOOYKTY.
3apeecTpoBaHKWA pOIMIp YNakoBkW: 2 MN B amnyni; 5 amnyn B Bnictepi; 1 6nicTep B KAPTOHHIA KopoGLUi.

Bunyck cepii f CepTudikauin BUKoHaHa: Mateja Novak, YnosHoBaxeHa ocoba
Bunyck cepii f CepTudikauin Qata/ac: 10-KOB-2022 7 13:23:40 BKB
Hata/™ac ochopmneHHs cepTudpikaTy: 10-KOB-2022 / 13:24:11 BKB

CropiHka: 2/2 *Bacrig4eHo eNeKTPOHHUM NIANWCOM BiGNOBIQHC A0 CTAHOAPTIE eneKTPeHHWX nignucia CaHoos



Nek dapmayesTyHa KoMnaHia 4.4.

Bepoewkora 57

Cl-1526 IMwbnsHa, CnoeeHia
Ten.: +386 (0)1 580 21 11
dakc.: +386 (0)1 568 3517

CEPTUGIKAT AHAJII3Y

Biggin akocTi MM

Bepoewkoea 57

Cl-1526 NMebnaHa, CnoeeHia
Ten.: +386 (0)1 580 26 81
dakc.: +386 (0Y1 568 45 81

MpoaykT 899291 ®EPPYM INEK 100 Mrf2 Mn po3duH Ans iH'ekuin

Homep P UA/347/01/01

Kpaina YKP

Cepia Ne MK9332

Cepia in bulk Ne / Mpeaykr MG2239/42029995

MokasHuk Honyctumi Hopmu PeaynbTatn
KonbopoBicTe KOpU4HEBHIA Bignoeigae
BiayanbHa xapakTepucTrka HEMNPO30PUA POIYKMH Bignceinae
BiayanbHWA KOHTpOMb Bea ocagy BignoBigae
MexaHivHi BknioYeHHA: 2 10 MKM < 6000 /amn. 63 /amn.
MexaHivHi BKNIYeHHA: 2 25 MKM = 600 famn. 6 /amn.

pH 52-65 59
laeHTUchikauia peakuis npeyunitauii 3aniso BignoBigae
KinbkicHe BU3HA4YeHHS: 47 50 — 52,50 mr/mn 50,67 mr/mn
KOMNNEKCOMETPHUYHE TUTPYBaHHSA 3anizo: 50,00 mr/mn (95,0 — 105,0%)

KinbkicHe BuaHa4eHHa NaCl = 1,0% m/ob 0,9 % m/ch
CynpogigHi gomiwkKn, NpoaykTn BiACYTHI BignoBigae
gerpagadir:

loHHe 3aniao

BakTepianbHi eHOOTOKCUHN He Ginbwe 10 MO/Mn BignoBigaes

/* He pyTnHHWIA TecT. TecT NpoBOAUTLECS 3i BCTAHOBIEHOK: NepicAnYHICTIO.

MignucaHo eneKTpoOHHWUM MigNUCOM.

CropiHka 1 3 2



Nek ®apmaueBTHHHA KOMMaHIA 4.4. Bigoin akocTi MNP

BepoBuwkosa 57 Bepoewwkoea 57
Cl-1526 Nwbnara, CnoeeHia Cl-1526 NMebnana, CnoeeHia
Ten.: +386 (0)1 580 21 11 Ten.: +386 (0)1 580 26 81
dakc.: +386 (0)1 568 35 17 dakc.: +386 (0¥ 568 45 81
MpoaykT 899291 ®EPPYM INEK 100 Mr/2 Mn po34uH Ans iH'ekuin
Homep PN UA/9347/01/01
Kpaina YKP
Cepis Ne MK9332
Cepia in bulk Ne / Mpeaykr MG2239/42029995
MokasHuk Honyctumi Hopmu PeaynbTatn
CrepunbHicTb CTEPUNBHO BignoBigaes
YMoBK abepiraHHA 36epiraTy npu Temnepartypi He BUwWwe 25°C. He s3amopoxyeaTh.

Bignoeigae cneundikauii PeecTpauiiiHoro [Jocke.

Hata 08.08.2022 Biggin akocTi

Petra Jazbec Krizman

Novak . ) T Py
Mateja <Enekmponnuil nidnuc: 10.10.2022 15:38:21 +02°00">

ChgHally slgned by Fedzchenks Tetiana

Fed Oche n ko G do=com, do=ravarts, cu=peagle.

SU=TC. erlaiMumber=2116815,
sn=Fedochenks Tetana

Tetiana T e Qo

" . . . . CTopiHka 23 2
f* He pyTWHHWA TecT. TecT NPOBOANTLCS 31 BCTAHCBNEHOK NepioAUHHICTH.
MignucaHo enekTpoOHHKUM MigNUCOM.
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