3BIT

Npo JOKIIHIYHI K0CaiIKeHH

1. Ha3pa nmikapcskoro 3acoby (3a
HasBHOCTI - HOMEP PEeECTPaIiiHOro
[TOCBiTYEHHS):

Tadpda® 6+, Tabrerku, BKPUTI ILTIBKOBOIO 0BGOIOHKOIO,
200 mr

(ibynpoden)

1) T iKapchKOTo 3aco0y, 3a SIKUM
IPOBOIMIIACS a00 MUIAHYETHCS
[peecTpartis

I'i6Gpuauit nikapcpkui 3acid

2) IpoBe/IeH] JOCTI[DKEHHS

Orax Xlui AKINO Hi, 00IPYHTYBATH

Jlanmii jikapcekuit 3aci6  po3poGnsBest AK  riGpuaHui
(BiIMIHHOCTI y TepaneBTHIHOMY 3aCTOCYBAHH1) JiKapChKHii
3aci6 1o pedepentHoro mpemapary bpyden, Ttabnerw,
BKPHTI IJIIBKOBOKO 000moHK0I0 (Muan [HK.).

Bimmorigao mo Hakazy MO3 Vkpainu Big 26.08.2005 p.
Ne 426 (umHHa pejaxiiisi) BiJ 3asBHHKA HE BHMAracThbCs
IIPOBEICHHS BJIACHHX TOKCHKOJIOTi9HHX Ta
(apMaKoIoriYHUX BHIIPOOYBaHb, & HANAIOTECA PE3yJILTATH
JOKJIHIYHUX JOCTiIXKeHb pedepeHTHOrO Ipemapary, SKi
BUKJIaJIeH] ¥ BIIIIOBIIHUX PO3/LIAX PEECTPALIHHOIO JOCHE.

2. ®apmakooris:

1) mepBuHHA papMaKoIHHAMIKA

2) BTOpHHHA (apMaKoHHAMIKa

3) dbapmaxosoris Ge3nexu

JloKImiHIYHI TOCTIKEHHS HE TIPOBOTHITHCA.

4) hapmakoguHAMIYHI B3aEMOIT

3. dapMaKkoOKiHETHKA:

1) aHamiTHYHI METOMKH Ta 3BITH
010 TX BayTigamii

2) BCMOKTYBaHHS

JlokJiHi4HI JOCITiPKEHHS He TIPOBO/THITHCS.

3) po3momin

4) MmeTaboi3m




5) BUBeIeHHS

6) papMakoKiHeTHYHI B3aeMOZil
(moxTiHiYHi)

7) 1Hm1 papMakoKiHeTHIHI
UTOCTIDKEHHS

4. ToKkCcHKOIIOTIA:

1) TokCcHYHICTB ¥ pasi
OJIHOPa30BOI'0 BBE/ICHHS

2) TOKCHYHICTE Y pa3i MOBTOPHHX
BBE/ICHD

JloxniHIYHI JOCTiKEHHS HE MPOBOIMIIHCS.

3) reHOTOKCHYHICTB:
in vitro

N Vivo (BKJIFOUAOYH JOJAATKOBY
OLIIHKY 3 TOKCHKOKIHETHKH )

JIOKTiHIYHI TOCTIKEHHS HEe IPOBOIMIIHCS.

4) KaHIIEPOTCHHICTH:

TOBTOCTPOKOBI JIOCITi IKEHHS

KOPOTKOCTPOKOBI JOCITIDKEHHS
a00 JIOCTiKEHHS CepeTHBOT
TPHBAJIOCTI

TOIaTKOB1 JOCIIIKEHHS

JIOKJTiHIYHI JIOCITJUKEHHS HE ITPOBOIMIIHCS.

5) penpoAyKTHBHA TOKCHYHICTH Ta
TOKCHMYHHH BIIJIHB HA PO3BHTOK
[IOTOMCTBA:

BIUIMB Ha (PepTUIBHICTE 1 paHHIH
eMOpioHAJIEHHII PO3BUTOK

eMOpPIOTOKCHYHICTh

[peHaTaj bHa i IOCTHATATEHA
TOKCHYHICTH

ITOCTIIDKCHHSA, TIPH AKHX Iperapar
[YBOJUTHCS IOTOMCTBY
(HecTaTeBO3pLINM TBApUHAM)
'Ta/abo OIIHIOETHCA BigfaeHa i

JIOKTiHIYHI TOCITIIKEHHS HE TIPOBOTHIIHCS.




6) MiciieBa MEPEeHOCHMICTh

JIOKITIHIYHI JOCITJPKEHHS HE TIPOBOIHIIHCSL.

7) MOIaTKOBI TOCHiPKEHHS
TOKCHYHOCTI:

AHTHUTeHHICTH (YTBOPEHHS AHTHTLN)

IMyHOTOKCHYHICTh

ITOCIIPKEHHS MEeXaHi3Mie il

TKapchKa 3aJIeKHICT

TOKCHYHICTE MeTadOJIITiB

TOKCHYHICTE JOMIIIIOK

1HIIIE

JIOKIIHIYHI TOCTi/PKEHHS HE IPOBOIMIIHCS.

S. BUCHOBKH 100 OOKITIHIYHOTO
BHBUYCHHS

JIOKTiHIYHI TOCTIIKEHHS HE TIPOBOIHIINCS.
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3BIT

Npo KJIiHIYHEe BHIIPOOYBaHHS

1. Ha3ga mikapcekoro 3aco0y (3a
HasBHOCTI - HOMep
[peecTpaniifHOro MOCBITUSHH)

Tadppa® 6+, Tabnerku, BKpUTI IUIIBKOBOIO 000I0HKOI0, 200
MT

2. 3asBHUK AT «®Dapmak»
3. Bupobruxk AT «®apmak»
4. [IpoBeeHi TOCIIKEHHS: Xltak [Oui  sxmo Hi, 06rpyHTYBaTH

1) Tun mikapcbkoro 3aco0y, 3a
SIKAM IIpoBoanIacs abo
[UIAHYETHCS PEECTpALlis

['iOpumamii nikapchKuit 3aci6

5. [loBHa Ha3Ba KIIHIYHOTO
BUMPOOYBaHHS, KOJIOBAHHM HOMED
KJIIHIYHOTO BUIIPOOYBaHHS

Binkpure, NOpiBHMIBHE, paHAOMI30BaHE, IE€PEXpecHE
KJIiHIYHE JOCHI/KEHHS [UIS OI[HKH O0i0€KBiBAICHTHOCTI
pa3oBOi  JI03M  JIOCITI/DKYBAaHOTO  JKApPCBKOTO  3aco0y
I6ynpoden 600 Mr TabneTku, BKPUTI IUTIBKOBOIO 000IOHKOO
(AT «Dapmak», Ykpaina) Ta pedepeHTHOro JiKapchKOro
3aco0y bpyden 600 Mr, Ttabnerku, BKpUTI ILTIBKOBOK)
obononkoo (Munan IPE Xenckea Jlimiten, Ipnanmis) y
3/I0POBHX, JOPOCIHX TOOPOBOJIBIIB YOJIOBIKIB 1 JKIHOK B
YMOBax HaTlle.

EudraCT No: 2022-003782-37
Kop xminiunoro sunpobysanns: FK/IBPF-600/22

6. ®a3za KIHIYHOTO
BUIIPOOYBaHHA

JocmimkeHns 6i0eKBiBaJIEHTHOCTI

7. llepioa npoBeieHHS KIIHIYHOTO
BHIIPOOYBaHHS

317.04.2023 mo 03.05.2023

8. Kpainu, ae npoBoauiocs
KJIiHIYHE BUIIPOOYBaHHs

Yecnka Pecniybirika

9. KinbKicTh HOCTIIKYBaHUX

3ariaHoBaHa: 28 100poBOJIBIIB
¢axtiuHa: 28 10OPOBOIBLIB

10. Mera Ta BTOpHHHI 1T
KITIHIYHOTO BHIIPOOYBaHHS

OcHoBHa MeTa: OIliHKa OioekBiBaJieHTHOCTI 10ympodeny,
TabJeTKH, BKPHTI IUTIBKOBOIO OOOJIOHKOIO, BOX Pi3HHX
BUPOOHHKIB.

BropuHHa 1iab: JOCHIDKeHHsS Oe3leKd 1 MepeHOCHMOCTI
iOympodeny, TabneTku, BKpPHUTI ILUIIBKOBOK ODOJIOHKOIO,
JIBOX Pi3HUX BUPOOHUKIB.

11. JIu3aiin KIiHIYHOTO
BUNIPOOYBaHHs

PangoMizoBaHe, BiIKpUTe, 3 JBOMa IepiojlaMH, JBOMa
TIOCTTi TOBHOCTSIMH, nepexpecHe JIOCITJKeHHS
0i0eKBIBAIEHTHOCTI 3 ONHOKPATHHM BBEICHHAM JIO3H B
yMOBax HaTIle.




12. OcHOBHI KpHTEpii BKITIOUCHHS

1. 310poBi 4ONOBIKK Ta KIHKH, SIKI HE BAriTHi i HE TOAYIOTH
rpyutro, BikoM Bin 18 1o 55 pokiB BkmOYHO (B J€HB
nigmuacanns @I3). €sponeoinua paca.

2. Hexypsmi 4x kommmHi Kypii (SKi KHHYJIH KYpHTH
OpHHAHMHI 32 6 MiCfIiB 0 [EpHIOro BBEICHHS
JOCIIIKYyBaHHX JIIKapChKHUX MperapariB).

3. Imaexe macu tima (IMT) > 18,5 1 < 30,0 xr/m? Brmo4ro (B
JIeHb CKPHHIHTY).

4. Cy®’ekTH [OCTYNHI MPOTATOM BCHOTO IOCIIDKEHHS i
HaJali IIMCbMOBY 1HQOPMOBaHY 3roy.

5. Menornsaa 6e3 iICTOTHUX BiAXHIIEHD B I€Hb CKPHHIHTY.

6. 2Kurresi mokasuuku i EKI” 6e3 icTOTHHX BiIXHIEHE B JI€HB
CKpPUHIHTY.

7. Bei pesynbratd 1ab0paTOPHHUX aHANI3IB Y MeKaX HOPMH
ab0 oUIHIKTHCS J[0CTITHUKOM SK HECYTTEBI.

8. 3roma Ha 3acTOCyBaHHS BHCOKOS(EKTHBHHX METO/IiB
KOHTpalennii IMpoTArOM YChOTO JOCIIDKEHHS  >KIHKaMH
JITOPOJHOTO BiKy Ta METO/IiB KOHTPAIIEMIIil IPOTArOM YChOT'0
JOCIDKEHHSA YOJIOBIKAMH.

9. YUechKe rpoMaITHCTBO.

13. locnipkyBaHHHE JIIKAPCHKHIA
3aci0, crocib 3acTocyBaHHs, CHIIA
Til

[6ynpoden
Tabnerku, BKpUTI TUIIBKOBOIO 000710HKOK0, 600 M
ITepopansHO

14. [Ipenapat nmopiBHAHHS, 1034,
criocid 3acTocyBaHHS, cHia Ail

bpyden
TabneTku, BKpUTI IUTIBKOBOIO 000710HKOO, 600 MT

[IepopansHo

15. CynyTHs Tepamis

CynytHs Tepamiss  Oyna 3a0opoHeHa, 3a  BHHITKOM

FOPMOHAJIBHUX KOHTPALEHTHBIB Y KIHOK.

16. Kpurepii onisku
eeK THBHOCTI

®apmakokinetnuni napametpu: AUC (0, AUC(0-x), Crnax, tmaxs
AUC:es, Az Ta t12 16ynpodeny.

3rizno 3 [IpoTokomoMm [OCTiMKEHHS MO MHapaMeTpiB
AUC 0ty AUC(0w) Ta Cmax 90 % noBipumii iHTepBam A
CITIBBIJTHOIIEHHS  JOCJI/DKYBAHOTO Ta  pedepeHTHOro
mKapchbKHX 3aco0iB Mae OyTH B Jiana3oHi MPHUHATHOCTI Bil
80.00 % po 125,00 %.

17. Kpurepii ominku Oe3nexu

OnutyBaHHsA A0OPOBOJIBIIB MO0 HeDaXaHUX  SBHII,
¢dizuKanpHUN orysia, oiiHka nokasHukie EKT, moxasHuku
’KMTTEBO BRKIMBHX (QYHKILiH, 1aboparopHe 00CTEKEHHSL.

18. CtaTucTu4Hl METOIH

Bys npoBenennit qucnepciitanii ananiz (ANOVA) as
AUC(0-), AUC(0- 0) 1 Cmax. BUKOpHCTOBYBaIHCH METOH
OITHCOBOI CTATHCTHKH: CepeHi apu(METHYHI, CTAHAAPTHE
BiZIXMiIeHHs, KoedilieHT Bapianii, MakcCUMaIbHe Ta
MiHIMaJIbHE 3HAYEHHs, Me/[laHa, FTeOMeTPUYHA CepeIHA.
KpiM TOro BUKOPHCTOBYBABCS HellapaMeTPHYHUH TECT
Binkokcona.

19. Jlemorpadidni TOKa3HUKH
ITOCITIJPKYBAHOT MOMyYNATii (CTaTh,
BiK, paca, TOIIO)

3/10poBi  OOpPOBOMNBII €BpONEOiNHOI pack 000X cTarek
(13 xinok Ta 15 yonoBikiB), BikoM Bizx 25 10 55 pokis.

20. Pe3ynpTatu eheKTHBHOCTI

90% joBipui imTepBamM A (apMaKOKIHETHIHHX
napametpiB AUC 1) — 98,00-104,62 %, AUC(0-c) — 98,26-




104,93 % ta Cmax — 85,37-95,53 % mnis mocmimpkyBaHoro ta
pe(epeHTHOro JiKapChKUX 3aco0iB MpH 1X OJXHOKPATHOMY
NEPOPAIILHOMY NPHHOMI HATINE BiJIOBIJAIOTH KPHTEPIO
OioekpiBanenTHocTi 80,00-125,00 %.

21. PesyneTaTu Oe3nexu

ITin yac mpoBedeHHS KIIHIYHOrO JOCHTIPKEHHS HisSKHX
nobaxaHux sBHIN abo cepio3HHX HeOaKaHUX SBHIN HE
B0y IOCA.

22. BUCHOBOK (3aKJIFOUCHHS)

[ pyHTyIOUHCE Ha pe3ynbTaTax aHamisy
(apMaKOKIHETHYHHX IIAPaMETPIB Ta BPAaXOBYIOUH Oe3IEKy
Ta NEPEHOCHMICTh IOCHIIKYBAaHOTO JIKApChKOro 3aco0y,
MOXHAa 3poOMTH BMCHOBOK, IO JHKapChKHii 3aci0
I6ynpoden, TabneTk, BKPHUTI ILTIBKOBOIO 000JI0HKOK0, 600
Mr (AT «®apmak», VYkpaiHa) € OioeKkBiBaJleHTHHM
pedepeHTHOMY JTiKapchkoMy 3acody bBpyden, tabrerkw,
BKPHTI IUIIBKOBOKO oOonorKo0, 600 mr (Mmnan IPE
Xenckea Jlimiten, Ipmammis) mpu iX OZHOKpaTHOMY
[IEpPOpaIbHOMY NIPUHOMI HATIIE.

3asgBHHK (BJIaCHHK
PEECTpAIitHOTO MOCBiTYCHH)
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