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OdopmneHo: CanoTtac ®apma Fmb6X
A Novartis O1ro-BOH-THopike-Annee 1
Division 39179 Bapneben, Himeuuunna
Ten.: 039203/71-0
dakc: 039203/71-7770
NMiveH3in Ha BMPODHUUTBO:
DE_ST_01_MIA_2023 0004

Ceptudikar AHanisy

SANDO

PeecT.: 000000493598

Hassa npoaykTy: ALIUK 400MI 35TAG B1 YKP

Toproea HasBa: ALMKK®, TABIIETKW NO 400 MI", 5§ TABINETOK B BNICTEPI, 7 GNICTEPIB B
KAPTOHHIW KOPOBLUI

Ne maTepiany: 44056747 Ne cepii CaHpoa: NG7174

Mavepian in bulk 1: 42022796 Ne cepii in bulk: NF2080

KoxTtponkHa cepin Ne: 000408852324

JlaTta BupoSHuyTBa: 22-CEP-2023 TepMiH npuaaTHocTi:  JIUM-2026

TepMiH npugaTHOCTI Ha 07/2026
ynaxoeui 1:

3aMoBHMUK: CaHnpoz YkpaiHa, YkpaiHa
TecTH Bumoru PeaynbTaTtn
30BHiLLHiN BUIMSIA 6ini, kpyrni, asoonykni TaBneTku 3 nNinicto Bignosigae
(OpPraHonNenTUYHO) poanomy 3 oaHoro 6oky
OiameTp 11,8 —12,2. MM 12,1 mm
(MeTog dipmn)
CepepgHst maca 541,5-598,5 mr 569,7 Mr
(EBp. ©. 2.9.5)
OaHopigHIcTE Mack 18 1ab, £ 5%, 2 Ta6. £ 0% Big cepenHbol Bignosigae:
(€sp. . 2.9.5) Macu
TeepgicTb 280N 109 N
(€sp. ©. 2.9.8)
Po3napaHHa <1500 x8 < 4-XB
(€ap. . 2.9.1) |
laeHTudbikauis Aunknosip Mae BignoeigaTu Bigriogigae.
(BEPX)
|aeHTudikaLis AUMKNoBIp Mae signosigaTtm Bignosigae:
(TCX) . _.
KinekicHe BUSHaYeHHs ALnkioaip 380,0-420,0mr /& o/ | 394,2 mr
(BEPX) £
KinbkicHe BuzHaueHHs AunknoBip [%]  95.0— 1050 % #2 1 98.5 %
(BEPX)
Po3yviHeHHs yepes 45 XBANWH > 80% (Q) Bianosigae (n 1-6)
(Y)

Canpos
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- OchopmnieHo: Canmorac Papma 'ME6X
A Novartis OtTo-BOH-T1OpPiKe-Annec 1
Division 39179 bapne6ben, Himey4unHa
Ten.: 039203/71-0
Gakc: 039203/71-7770
JligeHsia Ha BUpoGHMUTBO:
DE_ST_01_MIA_2023 0004

CepTudcikaT AHaniay

SANDO

Peccr.: 000000493598

Hazea npoaykry: ALK 400MI" 35TAB B1 YKP

Ne Matepiany: 44056747 Ne cepii CaHpo3: NG7174 -
TecTH Bumoru Pesynstatu
PO3YnHEHHSA cepeHe 2 80 % 95 %

(YO)

PO3uynHeHHA Makc. IHdopmaTusHO 98 %

(Y)

Po34yuHeHHs MiH. |HpopmaTUBHO 92 %

YP)

Myanin (AoMiluka B) <1,0% 0,2%
(BEPX)

Okpemoi HeBinoMOT AOMILLIKK <01% 201%
(BEPX)

Bcboro HeeigoMux aomiluok (BEPX) <10% <0,1%
Bcworo gomiwok (BEPX) <2.0% 0,2 %
Oxpemoi Bigomoi gomiliku (BignoeiaHo <0,5 % < 0.1 %
40 MoHorpadil €ep.®. Wwoao

AUuKnoBipy)

(BEPX)

MikpoBionoriyHa uucroTa Maé Bigriosigaru Bignosigae
(€8p.®. 5.1.4) -

Nepesipka nakysanbHOro marepiany MakysansHun Marepian BiANOBigae suMoram.  Bigriosigac

XapakrepucTUKi HaseleHi arigHo 3i

cTaHAapToM i po3bipnueo.
MiaTBepaXeHHA:
Lis cepist npoaykry Bianosinae metonam KOHTPON0: Takum YUHOM, NIATBRPAMYETLCA, O BALLIEBKA3ZaHA
IHCDOPMaLlist € AOCTOBIPHOO | TOUHO, & TaKOX, L0 peaynbTaTi aHani3is nepesipeHi | BignosigaoTs BUMOram
HaneXHol BUPOBHNYOT NPaKTMKW.

*3aBipeHc eNekTPOHHUM rMigNUCOM BIANOBIAHO A0 CTaHAapTIB NeKTRPOHHMX NigANNCIs
CaHgos




SANDOZ: 5

PeecT.: 000000493598

- OdvopmneHo: CantwoTtac CDapma'l'MIGX

OtTo-BOH-TIOpPiKe-Annee 1

39179 bapnebeu, HimeyuuHa

Ter.: 039203/71 -0
dakc: 03.9203/71-77 70
INiuen3sin Ha BUPOOHUUTEO!
DE.ST_01_MIA_2023 0004

Ceptudcikar AHanisy

Hazea npoayxry:
‘Ne Marepiany:

Bunyck cepii / Ceptvdikauis BukoHaHa:
Bunyck cepii / Ceptndpikauii fara / Mac:

CepTudikaT ohopMmnennit gata / vac: -

ALWK 400MI" 35TAB B1 YKP

44056747

Ne cepii Cangos:

05-XKOB-2023 12:31:59 BKY

NG7174

Sebastian Gerth, YrioBHoBa)eHa 0coba Ta KepiBHuk KS-ITd
05-KOB-2023 12:31:54 BKY

Dightaly signed by Fedoghanke Tetana

Fedochenko fEZeia™
H © ehmFodochanko Tetlans )
Te tl a n a " Faasan Sandoz Lkialne QP onietpon

Crate: 2023 5019 1224140 +03 00




SANDOZ 5~

Ne: 0510231431

Odopmneno;

Caniwotac Qapma F'mbX
OrT0-BOH-[tOpike-Annee. 1
39179 bapneben

Himevynna

Ten.: 038203/71-0
daxe. 0392 03/71-7770
NiyeHsia Ha BupobHUUTEO:
DE_ST_01_MIA_2023 0004

CepTudikat BignosigHocti

Haaea marepiany:
Toproea Ha3Ba:

Cuna ailfakTuBHICTb:
JlikapcbKka ¢popma:
Tun ynakoBkm:

Po3Mip ynakoBku:

Ne Matepiany:

Ne cepii Cangoa:

Hdarta upoGHuuTBa:
TepwmiH NpuaaTHoOCTI:
BupobHuya ginbHuus:

RinbHUUA BUNYCKY cepil:

AinsHUUs TecTyBaHHA cepil:

OT1T0-BOH-[HOpIKE-Annee 1
39179 bapneben (HMEYYUHA)
Himeuuuna

ALIUK 400MI” 35TAE B1 YKP
ALWK®, TABJNIETKA MO 400 MI", 5 TABJIETOK B BNICTEPI, 7 BNICTEPIB B

KAPTOHHIN KOPOBLI|

400 MI”

TABJIETKA

BIICTEP

7T x5 WT

44056747 Tun BUNycKy: CEPTU®IKALIA CEPIT
NG7174

22-CEP-2023 darta eunycky: 05-XKOB-2023
JTINF1-2026 Kinbkictn: 3041 YT

CATHOTAC ®APMA TMBX Homep niueHsii: DE_ST_01_MIA 202
39179 bapneben (HIMEYYNHA) 3 0004

HiMeuymrHa

CANKTAC PAPMA TMBEX. Homep niueHaii: DE_ST_01_MIA._202

30004

CAIMOTAC ®APMA MMBX. Homep niueusii:  DE_ST 01_MIA. 202

Otro-BOH-T10piKe-Armee 1 3_0004
38179 bapneber (HIMEYYUHA)
Himevuunna
Kpaina-imnoprep: Homep PeecrpauiitHoro nocsigueHHR:
Ykpaina _UAM4s84/01002
KoMnoHeHTH:
Hassa matepiany: ALMKIIOBIP TAB 400MI E21 EBP 04
Ne MaTepiany: 420227986 MpoaykT in bulk  Cepis Ne: NF2080 .
3aranbHa KinbKicTL in'bulk: 664181 WIT
Bupo6Huua ginsHuuA: CANMIOTAC dAPMA TMEBX: Niuensia Ne: DE_ST.01_MIA_202

OtTo-BOH-[tOpike-Annee 1
39179 bapnebex (HIMEYYMHA)
HimeyuynHa

3_0004

*3aBipeHo enekTPOHHUM MiATIMCOM BiANOBIAHO A0 CTAHAAPTIE ENEKTPOHHIX AiATUCIE
Caupos




: OdropMmneno:

SANDOZ ;'
OTT0-BOH-TIOpike-Annee 1
39179 bapnebeH
HimMeuyuuHa |
Ten.: 039203/71-0
®ake: 039203/71-~-7770
NiyeHnaia Ha BMPOBHULTROD:.

| DE_ST_01_MIA_2023_0004

Ne: 0510231431

CepTtudikar BignosigHocTi

[ HasBa marepiany: ALLMK 400MI 35TAB B1 YKP
Toproea HasBa: ALNK®, TABNIETKU MO 400 MI", 5 TABNETOK B BINICTEPI, 7 BIIICTEPIB B
KAPTOHHIW KOPOBLI|
N¢ Martepiany: 44056747 Ne cepii Canpoas: NG7174
KOMNOHeHTH:
[ Hazga matepiany: ALIMKIMOBIP H 3XKA B C EBP 01
Ne MaTepiany: 40001798  AkTMBH. thapm. iHrpegieHT Cepin Ne: B678919
Bupo6H1Ya AinbHULS: UskeussH YapioTup dapmaceioTikan
ToHraHbci HA
‘YxxeusaH | -
317321 OaxaHe CaHbto “hxeussiH MposiHuis
| Kutan
Cepia BUpOOHMKa: 226451142

| MlonoxeHHnA npo cepTudikauito

Lium nigTeepaxyro ROCTOBIpHICTL Ta TOYHICTL BULLEHaBeASHO! IHGopmaLlil. Lis cepis nikapcskoro sacoby Gyna
BUrOTOBN@HA, BKNIOYHO 3 YNAKOBKOI/MapKyBaHHAM Ta KOHTPONEM SIKOCTi Ha BULLEHaBeAeHUNX BUPOOHUYMX SinbHULAX
y MOBHi¥ BiagnoBigHocCTI o eumor GMP micuesux. PErYNATOPHUX OpraHis, a Takox Ao cneuudikauii PeecTpauyiiiHoro:
flocbe KkpaiHu iMnoprepa ato daitny cneuudikauii AochiaxysaHoro rikapcbkore 3acoby. [laHi npo BUFOTOBHEHHS,
YNaKoBKY Ta .aHani3n cepii 6yno nepesipeHo Ta NigTBEpPAXEHO 1X BIANOBIAHICTE CTangapTam GMP.

KomeHTap no ceptudikary:

B'npoueci BUpoGHWUUTBA | NaKyBaHHA HE BUSBNEHO BIAXUNEHD, LLO 344aTHI BMINHYTW Ha BANYCK NMPOAYKTY..

Bunyck cepii / Ceptudikanin BUKoHaHa: _Seb'astian_G'érth, YnosHoBa)keHa ocoba KepiBHuk KA-ITid
Bunyck cepii/ Ceptuddikauin fJara/Mac: 05-XKOB-2023 / 12:31:54 BKY |
Hata/Yac ocopmneHHa cepTudpikary: 05-XK0OB-2023./ 12:31:56 BK\Y

*3aBIPEHO ENEKTPOHHIAM NIANACOM BIANOBIAHO 40 CTAHAAPTIE @NEKTPOHHMX NiANUCIE
Cannos




