SANDOZ

Ne: 1705241455

OchopmneHo:

lNlex @apmaueBThIHa KOMAaHIA 4.4,
BepoBwkoea 57

1526 MoBnana

CnoseHia

Ten.. +386 1 5802111

dakc.; +386 1 5683517

www. fek si

CeprtudikaT BignosigHocTi

Hassa matepiany: GEPPYM NEK 100MI 30KXT O1 YKP

ToprisencHa HazBa: DEPPYM NEK

Cuna giifakTUBHICTEL! 100 MI™

Nikapcbka ¢hopma: TABIETKA, »KYBANIbHA
Twvn ynakoBku: BNICTEP

Posmip ynakoBku: 3WTx10WT

Ne MaTtepiany: 44110632

Ne cepif: NM4488

fara BupoGHuurea: 30-NNC-2023

Tepwmin npugaTHocTi: 31-2K0OB-2028

AineHuUA BURYCKY:
BepoBLukora 57
1526 NMKOBITAHA
Cnoeenis

NEK PAPMALEBTUYHA KOMMAHIA O.4.

Tun Bunycky: CEPTU®IKALIIA CEPII

17-TPA-2024
19272 Y1
800-16/2023-6

Hata Bunycky:
Kinbkictn;
Homep niueHaii:

MonoxeHnHA Npo ceprudikauio

NiKapceKoro 3acody.

ctaHgaptam GMP.

Lvm nigTeepmkyio AOCTOBIPHICTD Ta TOUHICTL BriieHaseaeHol iHtbopmauil. Lia cepis nikapcskore aacoby
Oyna BWroTOBMNEHA, BKMIOYHO 3 YNAKCBKOK/MapKYBaHHAM Ta KOHTPOREM SKOCTI Ha BULLIEHaBEOEMNX
BUPOGHWIMX JiNbHWUSX ¥ NOBHIN BigNosigHOGTI Ao Bumor GMP micueByx perynaTopHuX opraHis, a Takok 40
cneumndikaiii Peectpauiinora  [locke KkpaiHu mnopTepa abo daitny cneuwndikauii  gocnimpkyBaHoro

Hari npo BuroToBNeHHs, ynakesky Ta aHariau cepil Byno nepesipeHo Ta MATBEPANKEHO iX BiAMOBIAHICTS

KomeHTap no ceprudikaty:

{

B npoueci BupoGHuLTEa He Byno BUABNEHO BiAXMNEHDb, WO NOTEHUIRHO MOrmw BMUHYTK Ha BiAMNoOBigHICTs

Bumoram GMP ta/abo PeecrpauiiiHore noceigueHHs.

M3 enpobnero nig kogom: 44059768
Homep PM: UA/Q127/62/01
KpaiHa npuaHaveHHs: Yikpaina

Bunyck cepii / Ceprudpikauia BukoHaHa:
Bunyck cepii / Ceptuchikauis Oara/Mac:
Hara/Mac othopmnenns ceprudikary:

Cropinka: 1/1
enekTpoHHWX nignucis Cangos

O o« Spevev, a=

Martina Skoda Birk, YnosHoBaxeHna ocofa
17-TPA-2024 / 08:07:25 BKY
17-TPA-2024 / 12:55,20 BKY

“CepTudsikaT Ninnncano enekTPOHHUM NiGMMCOM BIANOBIAHO 40 cTaHaapTie




! NOVARTIS

BupaHo: Jlek PapmauesTiuyHa koMnatis a.4.
Bepoeukosa 57

1526 NMwBrisna

Cnoeedia

Ten.: +386 (0)1 5803681

®ake.: +386 (0)1 580 26 81

CepTudikat AHanisy

Homep ssity CcA: 110282

Haaea Mpopy«ry:

SEPPYM NEK 100MF 30TAE YKP

Homep matepiany: 44059766 Cepina Ne: NM4488
Homep matepiany bulk 1: 337960 Cepisa bulk Ne 1: NK5482
Cepia LIMS: 36707
fata BupoBHuuTEAa: 30-T1C-2023
Mounorpadia Tectysannn: BHYTPILLHA
TecTt Cneuwndpikauin Pe3zynbTatn
KoneopoBicTh
(Nocunanna Ha meToa: WP-8060088)

Konip KopuuHeso-6inoro konbopy 3 BrpanneHHIMu Bignosigae
Onuc
(Nocunanna Ha meTon: WP-8060088)

QOnwue Kpyrni, nnocki, 3i ckoleHMN Kpasmu Biarnoeigae
Maca, OgHopigHicTs macu
{Mocunanns Ha meToa: WP-8064353)

OnHopiaHicTe Macu +5%, €ep.0., BP. Bignosigae

Po3nagaunna
(Mocunanda Ha MeTop;
PROC_ANPR_00822773)

PoanagaHus

< 30 x8., 3 BUKOpUCTaHHAM Auckis, €8p.®., BP. Bignosigae

laeHTudpikauia Yo
(NocunaHHA Ha MeToq;:
PROC_ANPR_00423363)

lneHTndikauia Yo 3aniao Bianoeigae
KinbkicHe BU3HayeHHA YO
{flocunaHHA Ha meToa:
PROC_ANPR_00423475)

Kinbkictie BusHadeHHs Y 95 — 105 mriTabn. 100,86 mritabn.

3anizo, 100 mr/tabn. Mexi Bunycxy: 95 — 105 %

OpnHopigHicTe no3oBanuX

OAuHKUUE Yepe3 OgHopIAHICTL

Bmicty

{Mocunanuna Ha meToq:

PROC_ANPR_00423475, WP-8064353)
OgHopiaHicTe Jo3oBaHNX
oauHWUb

3anizo; Bignosigae Bumoram €ep.®., ¢. CLLUA Bignosiaae

OnHopigHicTL A030BaAHNX
oAWHWUbL / OOUHMLIO

102,0 98,5 99,5 1014
99,2 100,2 98,8 100,0
102,8 103,6 %

OaHopigHicTs go3oBaHux 100,68 %
OAWHYLUb / cepegHe
GoHopigHicTe Jo30BaHUX 4.2

oouHAUL / AV

Cropivka 132 Lleti CepTudhikaT cTBOpEHHO enekTporHO. Poaapykosaro: 17-TPA-2024 09:55:08 AM BKY +2




Bupauo: Jlek Papmausatruia komnanis a.4.

...... B 57

! NovarTIs
CnoeeHin

Ten.: +386 (0)1 5803681
®akc.: +386 (0)1 580 26 81

CepTudpikar AHanisy

Hemep asity CoA: 110262

Hazea MNpoaykry: GEPPYM NEK 100MI” 30TAB YKP

Homep marepiany: 44059766 Cepin Ne: NM4483
Homep marepiany bulk 1: 337960 Cepisa bulk Ne 1: NK5482
Cepin LIMS: 36707

Po3uuHeHHAa meTogom YO — 30 xa.
(Nocunarin Ha metog:

PROC_ANPR_00431414)

PosunHenns metogom Yo 3aniso; He meHiue 75% (Q) 3a 30 xa. Bignoeigae
Po3zuuHeHHs: / oguHnLie 80 89 86 92 90 90 %
PosynneHHs f cepegHe 89 %

lorHe 3aniso

(MocunaHHA Ha MeTon:

PROC_ANPR_00422750)
Mpopyktu Aerpagalii: loHHe BiacyTHi Bianosigae
3anizo

MikpoGionoriuna yucrora
(Mocnnanus Ha MeTog;:
PROC_ANPR_00427017)

3ararnbHe Yneno aepobHux < 103 KYO/r

He Bumaraerscs
MikpoopraHiamis (TAMC)

JaransHe MMCNO APIKIKOBUX | <102 KYO/Ir He Bumaraersca
nniceqesnx rpuis (TYMC)

Escherichia coli BigcyTHi/r He BumaraeTsca

36epiranun: 3Gepiratn npu TeMneparypi He euwe 25°C.

Nigreepmxenun:
Bignoeigae cneundikauii Peectpauiiroro Jocee,

MpumiTkn:

AKWo pesynbTaT 3aaHaveHo Ak «He BumaracTbesy, L€ 03Ha4ae, WIo TeCTYBaHHS He NPOBOANTLCA PYTUHHO.
TecTyBamHa 3aiicHI0ETLCS BiANORIAHO 3aTBEXEHHOI YacToTy,

Hani 3aTBEpAXEHO KMM: Margita Gal

DYHKLIA: KepisHuk Komanau 3 sikocti ia KA Fedochenko &iamziumee
Oara saTBepmxeHHn: 16-KBI-2024 Tetiana gﬂ nz;‘:goggummwm
Kum Bungano: Klemen Mikic

Dy Hkuin: YnosHosaxeHa Ocoba

Aara sngaui: 17-TPA-2024

CropiHka 232 Llefi CepTudhikaT CTBOPEHHO ENeKTPOHHO. Posapyxosano: 17-TPA-2024 08:55:08 AM BKY +2




AEPKABHA CJIVIKBA 3 JIIKAPCI;KI_/_IX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥y KHUIBCBKIU OBJIACTI

npos. CeitnuyHoi Hant, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
-mail; dls.ko@dls.gov.ua, Kon €APTIOY 37078774

BHCHOBOK
IIPO SIKICTH BBE3€HOIr0 B Yxpainy nikapenkoro 3acoly

12.06.2024 Ne 28269/24/10

DEPPYM JIEK

(naiivenysanns JKAPCLKOro 3ac00y 3rijgHO 3 peecTpauiiinmm TOCBITIEHHSM)
Tab1eTky KyBaabui no 100 Mr; no 10 Tabaerok y Oaicrepi, mo 3 Onicrepn B kapTouwmiii
KOpooui

(thopma BHIYCKY, M03yBAHNA, BII NAKYBAHHS JKapCLKOro 3acofy)
Howmep peectpauiiinoro nocsinuenns UA /(] 27/02/01 crpox aii peectpaniiinoro nocsinuenns 01.01,2099
Cepis nikapcskoro 3aco6y Ne NM4488 Kinexicts mreseroro nikapenkoro 3acody 19272

Bupobuuk Jlek ®apmanestuyna KOMIaHis 1.4., Crosenis
(naiivenysanns BHPOOKHKA iKapCLKOro 3aco0y, kpaina TOXO/IKEHHS )

Beesero B Vkpainy ToBapucrso 3 o6mexenor BimoBinanbnicTio "Cannos Ykpaiua",
izent. kou: 38419586

(naitmenyBanus Ta kop 133 CAPIIOY 1opummunol ocobn a6o Opi3RHIE, iM's, 10 GaThkoB] Qizuanol
0coOH - rmianpueMi, i micue NPOKUBAHHA Ta peecTpaLiiinmit HOMEp 00J1iKOBOT KapTKI MNaTHIKA
NOAATKIB aGo cepis Ta HOMEp Iiacriopra)

Iporoxon sisyannnoro konrposso six 06.06.2024 N» 1595/7.

3a  pesynbratamu [ICPKABHOTO  KOHTPOIO BCTAHOBNIEHO, 10 nikapchkuii  3aciG BBE3€HO B Vkpainy 3

AOTPHMAHHAM pumor 3AKOHOAABCTBA L0/0 3abe3neqeHus SIKOCTI MiKapebkux 3acobis,

(irinianu Ta npizanule)
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