Ne: 1208241213

SANDOZ

Odsopmrieno:

Canmworac dapma FMBX
Orro-sor-Topike-Annee 1

39179 Bapneben
HiMeuynHa

Ten.: 039203/71-0

dakc: 039203/71-7770
Niuensia Ha BUPOGHUUTBO;
DE__ST__O‘I__MIA_2023_OOO4

CeptudikaT BianosigHocTi

]

T -
Hassa matepiany:
Toproea Hasesa:

Cuna piifakTuenicTe:
Nikapcbka topma:
Tun ynakosku:

Pozamip ynakosku:

Ne Marepiany:

Ne cepii:

Aarta BupoGuuuTsa:
Tepmin npugartHocTi:
BupoGHuua AiNLHKULR:

AinkHuus Bunycky cepii:

Kpaina-imnoprep:
M{pama

OinsHuua tectyBanns cepii:

AUVIK 400MT" 35TAB B1 YKP

AUVK®, TABNETKM MO 400 M, 5§ TABNETOK B BIICTEPI, 7 BNICTEPIB B

KAPTOHHIN KOPOBLI

400 M

TABNETKA

BNICTEP

7FUTx5WT

44056747

NX8855

30-TPA-2024

KBl-2027

CAIMIOTAC GAPMA MMBX
Or1o-BoH-T0pike-Annee 1
39179 bapnefen (HIMEMYIMHA)
HiMeuuuna

CAIIOTAC ©APMA MVIBX
Otro-Bon-Topike-Annee 1
39179 bapne6en (HIMEYYIHA)
Himeuunna

CAITIOTAC GAPMA MMBX
O1T0-ROR-TI0pike-Annec 1
39179 bapne6en (HIMEYYMHA)
Himeuuyna

Tun eunycky:

RAarta Bunycky:
Kinekictn:
Homep niuenaii:

Homep niuenzii:

Howmep niuenaii;

Homep Peectpauiiinoro nocaigYeHHn:
UA/14584/01/02

KomnoHeHnTu:

CEPTUDIKALIA CEPI

12-CEP-2024
2850 YN
DE_ST_01_MIA_202
3_0004

DE_ST_01_MiA_202
3 0004

DE_ST_01_MiA_202
30004

massa MaTepiany:

Ne Matepiany:

3arankHa KinbkicTs in bulk:
Bupo6uuua AinkHuLA:

ALMKINOBIP TAB 400MI OE21 EBP 04

42022796 MpoaykT in bulk Cepin Ne:
692690 WUT
CAMOTAC ®APMA T'MBEX Miuensin Ne;

OrTo-soH-Tiopike-Annee 1
39179 bapneben (HIMEYYUHA)
HimMeyyuna

Cropinka; 1/2

NU7672

DE_ST_01_MIA_202
3 0004

*3asipeHo ENeKTpOHHUM nignvcom signoeigHo ao CTaHAapTIB @NEeKTPOHHUX mianucia

CaHpoa




! . Cdropmneno:

S A N D 0 Z CaniTac dapma MM6X
OtT0-BOR-[I0piKe-Annee 1
39179 BapnebeH
Himeuunna
Ten.: 039203/71-0
®akc: 039203/ 7177 70
TiueHsis Ha BHPOBHMUTEOD:

Ne: 1208241213 DE_ST_01_MIA_2023 0004

Ceptudikar BignosigHocTi N

Hazea martepiany: ALK 400MI 35TAE B1 YKP

Toprosa Hazga: ALNK®, TABJIETKY MO 400 MI", 5 TAENETOK B BINCTEPI, 7 BENICTEPIB B
KAPTOHH 4 KOPOBLI

Ne Matepiany: 44056747 Ne cepii: NX8855

Komnonentu:

[ Hasea maTepiany: ALIMKNOBIP H 3XKA MNB C EBP 01 T
Ne Marepiany; 40001798 AKTUBH. thapm. iHrpeaieHT Cepin Ne: B709497
Bupo6Huya ginbruus: “bieussH Yapiotup DapmackioThican

ToHrsHBGE HA
UkeyasaH
317321 OaxaHs CstHbio Wxeuasn Mposinyis
Kutai
Cepist BupoGHuKa: 236451044
MonoxeHus npo ceprudixayiic “

Uum ninreepmpkyio HOCTOBIPHICTL Ta TouHICTb BullieHaseaeHol indopmayfi. Lis cepin nikapeskoro 3acoby Gyna
BUroTOBAEHA, BKMOYHO 3 YAAKOBKOW/MapKyBaHHAM Ta KOHTPONEM AKOCTI Ha BULLEHABE A HMX BUPOGBHNYUX AinbHULIAX
Y MOBHIA BignosigHocTi 1o BUMOr GMP Micuesux PerynstopHunx opramis, a Takox Ao cneundikauii PeectpayiiiHoro
Hocke kpaivu iMAopTepa aGo thaiiny cneumdikavii ACCTIAKYBAHOIO SiKapCLKOro 3acoby. JaHi npo BUIOTOBMEHHS,
ynarosky Ta aHaniaw cepii 6yno NepeBipeHo Ta NiaTBepPMKEHO ix BiANOBIAHICTL cTaHgapTam GMP,

KomeHTap no ceprudpikary:

B npoueci Bupo6HuuTea i NAKYBaHHA He BUABIIEHO BIOXMTeHD, WO 3naTH] BINWHYTU Ha BUNYCK npoaykTy.

Bunyck cepii / CepTudikayis sukonana: Roland Gross, YnosHosakeHa ocoBa Kepishuk KS-MMd

Bunyck cepii / Ceptudikavyin fata/Mac: 12-CEP-2024 / 10:13:46 BKY

fNaTa/lac ocpopmnennn cepTudikaTy: 12-CEP-2024 / 10:13:50 BKY

Cropinka; 2/2 *3aBipeHo enekTpoHHIM niamicom eignosigHo o CTaH[apTie eneKTPOHHUX nignucis

Cannos




SANDOZ

Peect.: 000000549939

OdropmneHo:

Canmwotac dapma Mm6X
OrT0-BOH-TOpiKe-Annee 1
39179 Bapne6en, Himewunua
Ten.: 039203/71-0

Parc: 039203/71-7770
NiueHzia Ha BHUPOGHULTBO:
DE_ST_01_MIA_2023_0004

Ceptuddikar AHaniay

Hasea npogyxry:
Toprosa Hazea:

ALIMK 400Mr 35TAB B1 YKP

AUMK®, TABNETKU MO 400 Mr, 5 TABJIETOK B BNICTEPI, 7 BAICTEPIB B

KAPTOHHIM KOPOBLII
Ne matepiany: 44056747 Ne cepii: NX8855
Matepian in bulk 1; 42022796 Ne cepii in bulk 1: NU7672
KoHTponkHa cepin Ne: 000409028027
Dara Bupo6HuuTEa: 30-TPA-2024 Tepmin npuaaTHocTi: KBI-2027
TepMiH npugatHocTi Ha 04/2027
ynakoeui 1;
3aMoBHUK: CaHpos Ykpaina, Ykpaina
Tectn Bumoru Pesynbrartu
30BHilWHIR BUrNAY Bini, kpyrni, ABoONYKNi TaBNeTKN 3 NiHiew Bianosinae
(opraHonenquo) posnomy 3 oaHoro Goky
HiameTp 11,8 12,2 Mm 12,1 mm
(meTon dhipmu)
Cepeann maca 541,5 - 598,5 mr 5B69.,6 mr
(€Bp. ©. 2.9.5)
OaHopighicTs Macn 18 7a6. + 5%, 2 1a6. + 10% 8if cepeaHbof Bianosinae
(Esp. ©.2.9.5) Macu
Teepaictb 280N 121N
(€sp. ¢.2.9.8)
Poanagannsa < 15,00 xs <3 x8
(€ep. ©.2.9.1)
inenTudikayis Aumknosip Mae BianoeigaTu Binnosinae
(BEPX)
laeHTndikayis Auminosip Mae BignosigaTtit Bianoeinas
{TCX)
Kinbkiche Bu3HavenHs Aumknosip 380,0 — 420,0 mr 392,6 mr
{(BEPX)
KinbkicHe eusHavenHs ALMKNOBIp [%) 95,0 -~ 105,0 % 98,2 %

(BEPX)

PosunHeHHs yepes 45 xsunuu

(Vo)

280 % (Q)

Bianosigae (n 1-6)

CropiHka 13 3

“3aBipeHo enexTpoHHM ninnMcom sig
Cannoa

noBigHo Ao CTaHAapTie enNeKTpoHHMX Nignucis




| Odhopmneno: Cankotac Papma Mm6X
s A N D 0 Z Otro-soH-Topike-Annee 1
39179 BapneBen, Himeuymna
Ten.: 039203/71-0
Dake: 039203/71-7770
TNMiyeHsia Ha BUpoGHUUTBO:

DE_ST_01_MIA_2023_0004

Peecr.: 000000549939

CepTudikat AHaniay

Hasea npoayxkry: AUWMK 400MI" 35TAE B1 YKP
Ne Marepiany: 44056747 Ne cepii; NX8855
Tectn Bumoru PesynuraTn
PoaunHenHs cepegHe 280% 96 %
(Yo)
PosuHerHs make, IHopmateHo 97 %
(yo)
PosurHeHHs Min. InchopmatueHo 94 %
(vo)
l'yaHin (momiwka B) £1,0% 0.2 %
(BEPX)
Okpemol HepigomoT gomiLuku £0,1% <0,1%
(BEPX)
Bcboro Hesigomux gomiwok (BEPX) £1,0% <0,1%
Beboro pomiwok (BEPX) =2,0% 0,2 %
Okpemoi eigomoi Aomiliku (BianoeigHe < 0,5 % <0,1%
A0 Monorpadii €sp.®. wopgo
Auuknosipy)
(BEPX)
MixpoGionoriyHa uctoTa Mae BignosigaTi Bianosigae
(€8p.0. 5.1.4)
lNepesipka nakyeansHoro martepiany MakyBaneHuit MaTepian Bianoeinac BUMoram. Bionoeinae

XapakTepucTukn HaseneH] 3riAHO 3i cTaHaapTom |

po3bipnueo,

Niareepaxkennn:

Us cepis NPOAYKTY BiANoBifae MeTonam KOHTPOMIO. TakuMm HuHom, niaTEepaXyeThCs, Lo BMLIEBKAa3aHA
iHtbopmaLina e HAOCTOBIPHOW | ToUHOI, a TaKoX, Lo pesynbTaTi aHanisie nepeeipei i sianosinaleTs BUMOram
HarexHol BUPOBHMYOT MpakTuky,

Cropinka 23 3 *3aeipeHo ©NeKTPOHHUM NiANUcom BignosigHo Ao CTaHAapTis enekTpoHHUX NiaNUcis

CaHnpos




s D o : Odropmnero: Camotac ®apma TmMEX

A N Z OvTo-BoH-Tiopike-Annee 1
39179 BapnebeH, HiMeyuuHa
Ten.: 039203/71-0

Qaxe: 039203/71-7770
Niuensia Ha BMpoBHUYTBRO:
DE_ST_01_MIA_2023_0004

Peecr.: 000000549939

Ceptudpikat Ananisy
Hassa npogyxry: ALIMK 400MI" 35TAB B1 YKP
Ne Marepiany: 44056747 Ne cepii: NX8855
Bunyck cepii / Ceprutpikauis BUKOHAHA: Roland Gross, YnosHoeaxeHa oco6a Ta Kepiexuk KA-rNo

Bunyck cepii / Ceprudikauli Jara / Yac: 12-CEP-2024 10:13:47 BKY

Ceptudpikar obopmnenuii [ata/ vac: 12-CEP-2024 10:14:02 BKY

Fedochenko
Tetiana

Digasy signed by Fadochenko Teliana
DN: dexcom, demnovartls, ou=people,

0U=S5Z, seriaMunibor=2118816,
;  en=Pedochenko Tatana
Resson: Sandoz Ukraine 0P on import

Date: 2024.08.20 17:21:55 +0300"

CropiHka 33 3 *3aBipBHO eneKTPOHHUM nignucom eigneeigHo A0 CTaHAapTiB eReKTPOHHKUX Nignucis Canpos




