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AEPKABHA CJIIY/XBA 3 JIKAPCBbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KUIBCBKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
Mpo SAIKICTH BBE3eHOro B YKpaiHy JiKapcbKOro 3acody

27.12.2023 Ne 64419/23/10

TAKJIAK® ID

(nalfiMeHyBaHHA TiKapchKOro 3acofy 3rigHo 3 peecTpaniiiHum MOCBIIYEHHM )
TabJaeTKH 3 MOAHGiKOBaHUM BHBiIbHeHHSAM 10 150 mr; no 10 Ta6iaerok y 0aicrepi; mo 10
OJticTepiB y KapTOHHii Kopooui
(hopma Bumycky, 103yBaHHS, BU/ NAKyBaHHS TiKapChKOro 3acoby)

Homep peectpauiiinoro nocsimuenns UA/9808/01/02 crpox aii peecrpauiiinoro nocsiguenns 01.01.2099

Cepis nikapcekoro 3acoby Ne NK2931 Kinekicte BBe3eHOro Jikapchkoro 3acoby 6069

Bupobtuuk Camorac @apma I'm6X, Himeuunna

(HaliMeHyBaHHA BUPOGHIKA JTIKaPCHKOTO 3ac00y, KpaiHa MOXOKEHHs)

BeseHo B YkpaiHy Tosapucrso 3 o6mesxenoro BixmosizanbuicTo "Cangos Ykpaina',

ixeHT. xkoa: 38419586

(HaumeHyBaHHH Ta kox 3a €JIPIIOY ropumuanoi ocobu abo npiseuie, im's, no 6aTekosi GizuuHoi

0Co0uU - mAnpHeMIL, i Miclie IPOXUBAHHSA Ta pEECTpEH.{lHHHH HOMeEp 00JIIKOBO1 KapTKH IIaTHHKA
MOAATKIB a60 cepis Ta HOMEp nacnopTa)

[Iporoxos BizyaasHoro konrposio Bix 27.12.2023 Ne 4110/10.

3a pesyibTaTaMM [EPXKABHOTO KOHTPONIO BCTAHOBJEHO, IO MKapCeKui 3aci6 BBe3eHO B VYKpaiHy 3
AOTPHMAHHSAM BHMOT 3aKOHO/IaBCTBA 100 3abe3neyeH s SKOCTi T1iKapChKUX 3aco6iB.
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: ; Odopmneno:
SANDOZ ;o= AR g
Ot70-BOH-TIOpiKe-Annee 1
39179 Bapneben
HiMeuunHa
Ten.. 039203/71-0
Qake: 039203/71-77 70
NiueHsis Ha BAPOBHMUTBOD:
DE_ST_01_MIA_2023 0004
Ne: 2711231513
CepTudikar BignosigHocT]
Haaea marepiany: AVKINAK ID 150MI" 100NPT B1 YKP
ToprisenwHa Hazga: ANKNAK® ID, TABNETKWY 3 MOOUDIKOBAHMM BUBINBHEHHAM 150 MIT, 10
TABJNIETOK B BIICTEPI, 10 BNNIICTEPIB B KAPTOHHIN KOPOBL
Cuna piifakTuBHicTe: 150 MIr
Nikapcbka thopma: TABNETKA, 3 MOOUNDIKOBAHNM BUBINLHEHHAM
TN YyNakoBKu: BIICTEP
Po3mip ynakosiu: 10 WIT x 10 WUT
Ne Matepiany: 44066704 Tun Bunycky: CEPTUDIKALIA CEPI|
Ne cepii Cangoa: NK2931
Hata BUPOBHKMUTRA: 06-NM-2023 Hata Bunycky: 27-JIMC-2023
TepmiH npugaTHoCTI: YEP-2026 KiNnbKicTe: 6069 YN .
Bupo6huva ginsHunys: CANMKOTAC PAPMA M'MBEX Homep niuensir: DE_ST_01_MIA_202
38179 Bapneben (HIMEYYHA) 3 0004
Himeuyuna -
AineHuus Bunycky cepii: CAIMIOTAC ®APMA TMEX Homep niuenaii: DE_ST_01_MIA_202
OTro-soH-Mopike-Annee 1 3 0004
39179 BaprieSeH (HIMEYYHA) -
HimeyyuHa
OinbHuys TeCTyBaHHA cepii: CANKOTAC DAPMA MIBX Homep nivenaii: DE_ST_01_MIA_202
OTro-BoH-TMopike-Annec 1 3 0004
39179 Bapneben (HIMEY4IMHA) -
HiMeyuuHa
Kpaika-imnoprep: Homep Peectpauinnoro nocein4eHHs:
YKpaiHa UA/9808/01/02
KoMnouenTu:
Hazea mavepiany: ANKIIO®EHAK COA NPT 150Mr IE21 €BP
Ne Matepiany: 501521 MNpoaykTinbulk  Cepis Ne: NF4305
3aranbHa kinbkicTs in bulk: 9541 oo wT |
Bupo6uuya ginsHuus: CANKOTAC PAPMA MMBX JiueHsin Ne: DE_ST_01_MIA 202
O1To-BoH-Tlopike-Annee 1 3_0004
39179 bapnebex (HIMEYYIUHA)
HimMeuunHa
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: Odropmneno:
gi\ﬁg{;ﬂla CanwoTtac ®apma MNvbx

OT10-80H-Tt0pike-Annes 1
39179 Bapneben
HiMeyyuHa

Ten.: 039203/71-0
®akc: 039203/71~77 70

JliyeHsia Ha BUpobHUUTBO:
Ne2: 2711231513 DE_ST__O‘I_M!A_2023_0004

CepTudikaT BianoBigHocTi

SANDO

Hassa marepiany: AVKIIAK ID 150MI 100MPT B1 YKP
Toproea HazBa: ANKITAK® ID, TABIIETKU 3 MOOUDIKOBAHUM BUBIMBHEHHAM 150 M,
10 TABNETOKB BIICTEPI, 10 BIICTEPIB B KAPTOHHIN KOPOBL|
Ne matepiany: 44066704 Ne cepii Cannos: NK2931
KoMrnoHeHTH:
Haspa matepiany: AAKIIOPEHAK CO[1 H AMOP B K EBP
Ne maTepiany: 977227  AKTUBH. tbapm. iHrpegicHT Cepis Ne: B660618
BupotHuua AiNbHUUS: AMOIJI OPTAHIKC NMIBT nrtha
HapeHapa Exasan
NJIOT HO.322/4
WEAAPEATIAC IM1.A.C 40
396195 BAI|
[HAiS
Cepist BUpoBHuka: A22370D252
KomnouwenTn:
Hazea marepiany: AMKITO®EHAK COO H AMOP [1B K EBP
Ne matepiany: 977227  AkTueH. apm. iHrpegicHT Cepin Ne: B668744
BupoBuuua ginbHuys: AMOJTI OPTAHIKC MBT NTA |
HapeHapa Bxasan
(WNOT HO.322/4
WEAAPEAMAC FILA.C 40
396195 BAIN|
lHAiR
Cepin BUpoGHUKa: A22370D252

NosmoxeHHn npo cepTudpikauiio

PHICTE Ta TOYHiCTb BullleHasejeHOT iHhopmauii. Ua cepis nikapcbkoro 3acoby Oyna
ynakosKkow/mapkysaHHsSM Ta KOHTpONnem sKkocTi Ha BUulleHase1eHUX BUPOBHUYMX ANbHUL 51X
| A0 BUMOr GMP micyesmx PErynATOPHUX opraMis, a Takox AC cneundikauii PeecTpauiitoro
danny cneymdikauii AOCHIAXKYBAHOMO NiKAPCHKOro 3acoly. MaHi npo BUrOTOBREHHSA,

0 NepeBipeHo Ta NIATBE PAXKEHD §X BIANOBiAHICTB CTanpgaptam GMP.

NCaHHA He BUABMeHO BigxuneHb, LLO 30aTHI BANKMHYTW Ha BUMYCK NpoaykTy.

aBIPEHO ENEKTPOHHUM MANKCOM BignosigHo A0 CTaHAAPTIE NeKTPOHHUX nignucie CaHpos




SANDOZ ;)\

Ne: 2711231513

Ochopmneno:

Canotac Gapma 'mbX
OTT0-BOH-TH0pike-Annece 1
38179 BapnebeHx
HiMewunra

Ten.: 039203/71-0

Pake: 039203/71~77 70
JliueHsia Ha BUPOOHUUTBO:
DE_ST_O1__MIA_2023_OOO4

Ceptudikar BignoesigHocTi

HazBa Matepiany:
ToproBa Hazga:

N2 martepiany:

AMKINAK ID 150MI 100MNPT B1 YKP

AVKIAK® ID, TABJIETKU 3 MOOUGIKOBAHUM BUBINbHEHHAM 150 M,
10 TABJIIETOK B BIWCTEPI, 10 BAICTEPIB B KAPTOHHIN KOPOBL|
44066704 Ne cepii Canfios: NK2931

Bunyck cepii / Ceprudpikauin Bukonana:
Bunyck cepii / Ceprudikauis Qara/lac:
Aata/Yac ohopmnenus cepTudpikary:

Cropinka; 3/3

Sebastian Gerth, YnoBHoBa)eHa ocoba Tg KepieHnk BKH
27-JINC-2023 / 14:13:01 BK4
27-JINC-2023 / 14:13:04 BKY




A Novartis OdopmneHo: CanroTac ®apma 'M6X
Division OTr0-BOH-TIOpiKe-Annee 1

| 398179 bapne6en, Himeyunua

Peecr.: 000000502909 Temn.: 039203/71-0
®akc: 03 92 03/ 71 — 77 70

NiueH3in Ha BUPOOHMUTBO:
DE_ST 01_M IA_2023 0004

Ceptudikar AHanisy

HazBa npogyxry: AUKIAK ID 150MI™ 100NPT B1 YKP
Toproea Hasga: AUKITAK® ID, TABJIETKY 3 MOOUDIKOBAHUM BUBINbHEHHSAM 150 Mr,
10 TABNETOK B BINICTEPI, 10 BNICTEPIB B KAPTOHHIN KOPOBLI

Ne martepiany: 44066704 Ne cepii Cangoz: NK2931
Ne marepiany in buik 1: 501521 N2 cepii in bulk: NF4305
N2 KoHTponeHoi naprii: 000408884724
HaTa Bupo6HuuTBA: 06-11MN-2023 Tepmiv npugarHocTi: HEP-2026
TepMiH NnpuaaTHoCTI Ha 06/2026
ynakogdi 1:
OtpumyBavy: Cangos YkpaiHa, Ykpaina
TecT Bumoiru PesynnraTy
30BHILLHIN BUMMAA ABOLlapoBi TaBneTkn Gino-poxesoro KOnbopy, kpyrni, Bianosigae
(DpFEIHDJ‘IEI‘ITW—IHD) NITOCKI, 3i CKOLLEHUMM Kpaamu i rnagerekoo MOBEPXHe!o,

POXEBUA Llap MOXe MICTUTH BKpanneHus Ginoro KOnbopy
HiameTp 9,8 -10,2 mm 10,1 mm

(MeTog BUPOOMMKa)

Bucota 4,2 -~ 4.6 mm 4.4 Mm
(MeTog BUPOBOHMKa)

CepeaHs Maca 408,5 — 451 5 yr 428,86 mr
(20 0aWHMLL)

OaHopignicTs AO30BAHWUX OAMHWLL Mae Bignosigati BUMOram €8p.®. 2.9.40 Binnosigae (n=10)
(€Bp.@. 2.9.40) -

MpuAmansHe yucno £15,0 2.3
(€ep.®. 2,9.40)

CrifkicTe a0 PO3gaBnoBaHMA =250 H 100 H
(EBp.®. 2.9.8)

CrupaHicrs =1.0% 0,2 %
(€8p.®. 2.2.7)

lAeHTUikayis Avknocenak Mae Bignosigatu Bignoeigac
(BEPX)

lAeHTMGikauis 3anisa OKCHUA Mae BignosigaTn Bianosigae
(TECTYBaHHS BUXigHOrO MaTepiany]

(xiMiuna peakuin)

Cropinka 134 3agipeHo SNEKTPOHHUM nignucom Big MNOBIAKO A0 CTaHaapTIB enekTpoHHMX nianvcie




SANDO

PeecT.: 000000502909

A Novartis OdopmneHo:
Division

Cantorac ®apma 'M6X
OtTo-BOH-TOpike-Annec 1
39179 bapnebeH, HimeyunHa
Ten.: 039203/71-0

®akc: 039203/71~-77 70
NiueHzsin Ha BMpo6HULTBO:
DE_ST_01_MIA_2023 0004

Ceptudcbikar AHaniay

Hazea npogykry:

AUKNAK ID 150MI 100NPT B1 YKP

Ne matepiany: 44066704 Ne cepii Canpoa: NK2931

TecT BUMOru PeaynknTaru
IReHTUGiKaLia 3anisa okcug Mac signosigaTu (*)

(ximiuna peakuin)

KinbkicHe BU3HaueHHs Arknoderax 1425 - 167 5 mr 150,3 mr

HaTpRiw

(BEPX)

Kinekiche BusHaveHns Quknodenax 95,0 -105,0 % 100,2 %

HaTpiro [%]

(BEPX)

Poa4ynreHHn Yepes 15 xas. 5-25% Bianosigae {n 1-6)
(UV)

Po34nHeHHn cepeaHe 5-25% 16 %

(UV)

Po3unHeHHs Make. Ans iHdbopmadii 18 %

(UV)

Po3unHeHHA MiH. Ans iHdhopmauii 14 %

(UV)

PoayvreHHn yepes 360 xB. 40 -60 % Bianosigae {n 1-6)
(V) :
PosunHeHHR cepepHe 40 -60 % 54 %

(UV)

PoaunHeHHs makc. Ana ingopmadii 58 %

(UV)

PoayureHHa Min, Ans indbopmauii 47 %

(UV)

PosunHeHHs yepea 960 xs, 275 % Bianosigae (n 1-6)
(UV)

Po34uHeHHs cepepHe 275 % 93 %

(UV)

CTopiHka 2 3 4

3aBipeHo eNeKTPOHHUM NIANUCOM BIANOBIAHO A0 CTaHaapTiB ENMEeKTPOHHUX NiZNKCIB

CaHgos




| A Novartis Odopmneno: Caniotac Dapma T'M6X
SANDO Division O1ro-BoH-Tiopike-Annec 1
39179 Bapne6eH, Himeuyunna
Peecr.: 000000502909 Ten.; 039203/71-0
Qakc: 039203/71-7770
NiueHsis Ha BUPOBHULUTRO:
DE_ST_01_MIA_2023 0004

Ceprudbikar Ananisy

Ha3ssa npogykry: AVKNAK ID 150MI 100MNPT B1 YKP

N2 marepiany: 44066704 N2 cepil Cangoa: NK2931
TecT Bumoru PesynLTtatn
Po3unseHHs makc. Hns iHchopmalyii 99 %

(UV)

PO34nHEeHHS MiH. Ina indopmauii 84 %

(UV)

Oomitwka 14(2,6-Onxnopdhenin)-2- =0.2% <01%
IHAONIHOH

(BEPX)

KW iHavBiayanehi JOMILLIKK =02% <0,1%
(BEPX)

CyMa gomitok =0,5% <01%
(BEPX)

MikpoBionoriyna uncrora Mae BignosigaTn ("

(CBp.®. 5.1.4)

TAMC (saranbHe 4ncno aepoBHux He Binbwe 10° KYOrr {(*)
Bakrepii)

(€Bp.®. 2.6.12)

TYMC (zaranbre uncno - He Binblue 102 KYO/r (*)
APPKAKOBUAX | nniceHeBux rpubie)
(CBp. ©.2.6.12)

Escherichia colj BiacytHis 1 r
(€Bp. ©. 2.6.13)

Mepesipka nakyeanbHoro INakysanobHuii maTepian BiAnoBigae BUMOram.
marepiany XapakTepncTuky PIBHOMIPHI i po3bipnuei
MpumiTku:

Tectn, BigMiueni ("), BUKOHYIOTLER B peXKrmi MOHITOPUHIY 3 BKa3aHO YacTOoTOH.




SANDO

Peecr.: 000000502909

A Novartis Odopmneno: Canmorac ®apma I'moX
Division OT1Tro-BOH-INOpike-Anniec 1
39179 Bapneb6eH, Himeyunna
Ten.: 039203/71-0
®Qakc: 039203/71-7770
JineHsis Ha BUpoGHULTRO!
DE_ST_01_MIA_2023 0004

CepTudikar AHanisy

Hasea npoaykry:

AUKNAK ID 150MI" 100F1PT B1 YKP

Ne¢ matepiany: 44066704 Ne cepii CaHpo3: NK2931
Bunyck cepii / Ceptudikanis BukoHana: Sebastian Gerth, YnoeHoBaxeHa ocoba Ta KepisHuk BKA
Bunyck cepii / Ceprudhikauii lata / Yac: 27-NINC-2023 14:13:01 BKY

CeptudbikaT ocpopmnenuin gata / vac: 27-1TNC-2023 14:13:08 BKY

Exgata ly slgned by Fedochenko Teliana

Fe d 0 Ch e n ko O0: dtmcom, de=novartis, ouzpascpls,

=G X, anrinfumber 2116816,
= adoefitbo Tatiane

Te t i a n a . Rewson; Sendoz L Braioe &P onimpe

Cale; 202212 11 17.40:30 + 200

CTopiHKa 4 3 4

3aBipeHo eNeKTPOHHUM NignMcom BIAMNOBIAHO A0 cTaHaapTie ENeKTPOHHUX nianucis CaHgos




