3BIT

Npo JOKJIIHIYHI 0CTiIKeHAs

1. HasBa nikapcekoro 3acoby (3a
HasBHOCTI - HOMEP PeecTpaliiHoro
[TOCBiTUEHHS):

Tapdpa® Knacuuna, Tabrersn, BKDHUTI  ILTiBKOBOIO
o6oonkor0, 400 Mr

(ibynpoden)

1) THI iKapeBKOTO 3ac00y, 3a AKHM
IPOBO/HJIACs ab0 TIaHYEThCs

peecTpaltis

I'ibpuHuit mikapcekuii 3aci6

2) mpoBeJieHi TOCTi IKEHHS

Orax Xlui AKIIO Hi, 00TpyHTYBaTH

Jlauud nikapcekuit  3aci6  pospobnsBcs AK  TiOpHIHMIA
(BIAMIHHOCTI y TepameBTHIHOMY 3aCTOCYBaHHi) TiKapChKuii
3acib mo pedepentHoro mnpemapary Bpyden, Tabierku,
BKPHTI IITiBKOBOKO 060710HK010 (Munan [HK. ).

Bignosinno no Hakazy MO3 Vkpainu Big 26.08.2005 p.
Ne 426 (umHHa penakiis) Bij 3asBHHKA HE BHMAraeThCs
IIPOBEICHHS BIIACHHUX TOKCHKOJIOTI9HHX Ta
(bapmakonorivHuX BHIPOOYBaHb, a HANAIOTHCS PE3YIHTATH
JOKJIHIYHAX JOCHiDKEHb pedepeHTHOro mpemnapary, ki
BHKJIaJIEH] y BIIMOBIJHUX PO3JiIaX peecTpamiifHoro qocke.

2. ®apMakooris:

1) nepBuHHa (papMakoIHHAMiKa

2) BTOpHHHA apMaKoHHAMIKA

3) dapmakomoria 6e3nexn

JIOKITiHIYHI TOCTI/KEHHS HE IIPOBOIHMIIHCA.

4) dbapmakoHHaMIuHI B3aeMoJIii

3. @apMaKoKiHETHKA:

1) aHayIiTHYHI METOTMKH Ta 3BITH
oo ixX Bamigarii

2) BCMOKTYBaHHS

JIOKMiHIYHI TOCTiIKEHHS He IPOBOIMIIHACH.

3) po3noain

4) meTabouizm




S) BUBEIEHHA

6) papmakokiHeTHUHI B3aemMoil
(moxmiHiHi)

7) iami hapmakokiHeTHYHI
TOCTTi KEHHSI

4. Tokcukomorig:

1) TokcHuHicTh Y pasi
0JTHOPA30BOT0 BBEJACHHS

2) TOKCHYHICTB Y pa3i MOBTOPHUX
BBE/ICHb

JIokiHIYHI JOCTDKEHHS HE MPOBOIMIIMCH.

3) TeHOTOKCHYHICTD:
in vitro

in Vivo (BKJIFOUAKOUH JOJATKOBY
OI[IHKY 3 TOKCUKOKIHETHKH )

JIOKITiHIYHI JOCITIDKEHHS HE IPOBOIMIIMCH.

4) KaHIIEPOTCHHICTD:

,I[OBFOCTpOKOBi JIOC.TIiI[}KeHHFI

KOPOTKOCTPOKOBI JOCITI/PKEHHS
a00 DOCIIi/PKeHHS Cepe/IHbOT
TPHBAJIOCTI

TOJATKOBI OCTI IKEHHS

JIOKITiHIYHI TOCTIKeHHS He TIPOBO/THITHCS.

5) penpoyKTHBHA TOKCHYHICTD Ta
TOKCHYHHIT BIUTMB HA PO3BUTOK
IOTOMCTBA!

BILUTAB Ha QepTUILHICTE 1 paHHIH
eMOpioHATBEHIH PO3BHTOK

eMOpPIOTOKCHYHICTh

npeHaTalbHa | MoCTHATAIbHA
TOKCHYHICTH

UTOCITIKEHHS, [IPU SIKUX IIpenapaT
YBOJUTBCS HOTOMCTBY
(HecTaTeBO3PLIIMM TBApHHAM )
Ta/ab0 OLIHIOETHCS BiUIAJICHA [ist

JIOKJTiHIYHI TOCTIIKEHHS HE TIPOBOIHITHCS.




6) MicIIeBa IIEPEHOCHMICTE

JIOKITiHIYHI JOCTiTKEHHS He TPOBOMINCS.

7) mOAAaTKOBI JOCIIKEHHS
TOKCHYHOCTI:

QHTUTeHHICTE (YTBOPEHHS AHTHTLI)

IMYHOTOKCHYHICTB

ITOCITIKEHHS MEXaHI3MIB il

ITIKapChKa 3aJIeXKHICTh

TOKCHYHICTE METa0OIIITIB

TOKCHYHICTE JOMIiIIOK

ENE

JloxmiHIYHI JOCTIHKEHHS HE IPOBOAUIIHC.

5. BUCHOBKH 11010 JOKJIIHIYHOTO
BUBYEHHS

JIoKTiHIYHI JOCTIHKEHHS He IPOBOIHITHCS.

2

3agBHHK

(BIacCHHUK (/ / )
peecTpaliftHoro

TIOCBiTYCHHS) /{f/ £ . /

/ (n. L5)




3BIT

Nnpo KJIiHiYHe BHNPOOyBaHHA

1. Hazga nikapcekoro 3aco0y (3a

5. IloBHa Ha3Ba KITIHIYHOTO
BUIIPOOYBAHHS, KOJIOBAHHI HOMEp
KJTiIHIYHOTO BHIIPOOYBaHHSI

. Tappa® Knacwuna, Tabmerkm, B i i
HASBHOCTI - HOMEp bd ’ ] KPUTI  IUTIBKOBOIO
=3 : 000510HKOO, 400 MT
[peecTpanifHOro MOCRiTUeHH)
2. 3adBHUK AT «Dapmak»
3. Bupobuuxk AT «®apmak»
4. [TpoBeieH1 JOCiKEHHS: Xltak Oui  gxmo ui, 06rpyHTYBaTH
1) Tun nikapcekoro 3aco0y, 3a
KM IIpoBOMIacs abo I'i6puaHwit TikapchKuit 3aci6
[UIAaHYETHCS PEECTPAIIis
Binkpure, NOpiBHsIBHE, pPaHJOMI30BaHEe, IEpPEXpECHE

KJITHIYHE JOCITI/DKEHHS Ui OI[HKH O0loeKBiBaJEHTHOCTI
pa3oBoi 103M  JOCII/DKYBAHOTO JHKAPCHKOTO  3acoly
[6ynpoden 600 Mr TabneTKH, BKPHTI ITIBKOBOIO 000I0OHKOO
(AT «Dapmak», YkpaiHa) Ta pedepeHTHOrO JHKapCHKOro
3aco0y bpydpen 600 wmr, TabmeTku, BKpPHTI IUTIBKOBOIO
obosionkoro (Munan IPE Xenckea Jlimiten, Ipnmammig) y
3JIOPOBUX, JOPOCINX J0OpOBOIBIIB YONOBIKIB 1 KIHOK B
YMOBax HaTIIE.

EudraCT No: 2022-003782-37
Kon xiinignoro BunpoOysanus: FK/IBPF-600/22

6. ®aza KJIiHIYHOTO
BUIPOOYBaHHS

Jocmipkensas 610eKBiBaJIEHTHOCTI

7. Ilepion npoBeieHHs KIIHIYHOTO
BHITPOOYBaHHS

3 17.04.2023 mo 03.05.2023

8. Kpaiuu, ne mpoBouiocs
KJIIHIYHE BHIIPOOYBaHHS

Yecrka Pecmmyomika

9. KinpKicTh HoCiKyBaHHX

3ariaHoBaHa: 28 10OpOBOIBIIIB
taxTuuna: 28 10O6pPOBOIBLIB

10. Mera Ta BTOpHHHI 1T
KITIHIYHOTO BHUIIPOOYBaHHS

OcHoBHa Meta: oliHKa OioekBiBaleHTHOCTI 10ympodeny,
TaONeTKH, BKPHTI IUIIBKOBOIO OOOJIOHKON, JBOX Pi3HHX
BHPOOHHKIB.

Bropunna nine: gociijpkeHHst Oe3lekd i MepeHOCHMOCTI
ibynpogeny, TabiieTku, BKPHUTI ILIIBKOBOI 0O0OJIOHKOIO,
JIBOX PI3HHX BUPOOHHKIB.

11. JIu3aiin KIiHIYHOTO
BUIIPOOYBaHHS

PanyomizoBane, BiAKpuTe, 3 JBOMa IEpioJaMH, IBOMA
ITOCJTIIOBHOCTSIMH, nmepexpecHe JIOCITi IDKEHHS
6i0eKBiBaICHTHOCTI 3 OJHOKPATHHUM BBEICHHSM J[O3H B
yYMOBax HaTIIe.




12. OcHOBHI KpHTepii BKIIOYEHHS

1. 310poBi HONOBIKM Ta JKiHKH, SIKi He BAriTHI 1 HE TOAYIOTh
rpyamo, Bikom Bim 18 mo 55 pokis BrmouHo (B JI€Hb
nigmacanas ®I3). €sponeoinna paca.

2. Hexypsami YM KOJWIIHI Kypui (sSKi KHHYJIH KYPHTH
OpHHaiMHI 32 6 MicAliB [0 [EpUHIOTO0  BBEACHHS
JOCIIKYBAaHHX JIIKApChKHUX Mpenaparis).

3. Innexc macu tina (IMT) > 18,5 1 < 30,0 KI/M2 BKJIOYHO (B
JeHb CKPHHIHTY).

4. Cy0’exTH JOCTYNHI TPOTATOM BCBOTO MOCIHIIKEHHS i
HaJlaJIv IUCbMOBY 1HQOPMOBaHY 3rofy.

5. Menornsan 6e3 iCTOTHUX BiJIXUJICHB B JIEHb CKPHHIHTY.

6. Xurrepi mokasuukH i EKI” 6e3 icTOTHUX BiJIXHJIEHE B JIEHD
CKPHHIHTY.

7. Bei pesyisibrarti 1a00paTOpHUX aHAT3IB Y MeXax HOPMH
ab0 oniHIIOTECs JIOCIITHUKOM SIK HECYTTERI.

8. 3roga Ha 3acTOCYBaHHS BHCOKOE(EKTHBHHX METOIB
KOHTpALeNIii IPOTATOM YCBOTO IOCHI/KCHHS JKiHKaMH
JITOPOJHOTO BIKY Ta METOMIB KOHTPAIIETIIIT IPOTATOM YChOTO
JOCTIDKSHHS YOJIOBiKaAMH.

9. Yecbke rpoMagssHCTBO.

13. JlocaimpKkyBaHui JTiKapCHKHA
3aci0, crocid 3acTocyBaHHSA, CHIIA
i1

[6ynpoden
TabneTku, BKpUTI IUTIBKOBOIO 00010HK0I0, 600 MI
[Iepopanbuo

14. IIpenapat mopiBHAHHS, 1034,
crioci0 3acTocyBaHHS, CHIa il

bpyden
Tabnetku, BKpUTI ITiIBKOBOIO 00010HKOO, 600 MI

[IepopansHO

15. CynyTHs Teparis

CynyrtHs Tepamis ©Oyna 3a0opoHeHa, 3a
FOPMOHAJIBHUX KOHTPALENTUBIB Y KIHOK.

BHHSITKOM

16. Kpurepii oniHku
e(heKTUBHOCTI

®apmaxokineruyni napamerpu: AUC (o-t), AUC0-0), Cmax, tmaxs
AUCres, L. Ta t12 i0ynpodeny.

3rinno 3 [IpoTokomoMm mJOCHiIKEHHS [UIs [apaMeTpiB
AUC.y, AUC(0w) Ta Cmax 90 % noipumii iHTepBan s
CHIBBITHOINEHHS  JOCII/DKYBAaHOTO Ta  pedepeHTHOro
JiKapchKUX 3aco0iB Mae OyTH B Jliana3oHi NMPHUHHATHOCTI BiJl
80,00 % o 125,00 %.

17. Kputepii oninku Oe3rnexu

OnuryBaHHs J00pOBOJIBILIB 1010 HeOaKaHWUX SBHIIL,
GisukaneHui orysx, oniHka noxasHukiB EKI, moxasHuku
YKHTTEBO BAXKIMBHUX (YHKIIH, TabopaTopHEe 00CTEKEHHS.

18. Craructiuni MeToau

Bbye nposenenuii qucnepciiinuit anamiz (ANOVA) nns
AUCg.t), AUC(9- ) 1 Cmax. BUKOpHCTOBYBaINCH METOTH
OITHCOBOI CTATHCTHKH: CEpEeIHi apH(METHYHI, CTaHIapTHE
BiXHJICHHS, KoeQillieHT Bapiallil, MaKCUMaJIbHe Ta
MiHIMaIbHE 3HaYeHHS, Me/liaHa, TeOMETPHYHA Cepe IHS.
KpiM TOrO BUKOPHCTOBYBABCS HEIIapaMETPHUYHHUH TeCT
Binkokcona.

19. lemorpadiuni mokasHuKH
TOCITIJKYBAHOT OMYJIAIIT (CTaTh,
BiK, paca, TOIIO)

3n0poBi HOOPOBOMBINI €BpoOMeOinHOl pacH 000X crateit
(13 iHok Ta 15 4onoBikiB), BikoM Bijx 25 10 55 pokis.

20. Pe3ynbraTi e)eKTHBHOCTI

90%  moBipui iHTepBamM OIS (papMaKOKIHETHIHHX
nmapaMeTpiB AUCo-) — 98,00-104,62 %, AUC(0-) — 98,26-




104,93 % Ta Ciax — 85,37-95,53 % st jociimkyBaHoro ta
pedepeHTHOro JiKapchbKUX 3aco0iB MpH IX OJHOKPATHOMY
IEepOpaTbHOMY NpUHOMI HATINE BiJIIOBIAAKOTH KPHTEPIO
bioekBiBaneHTHOCTI 80,00-125,00 %.

21. Pesynpratn 6e3mexn

Ilix wac mpoBemeHHS KIIHIYHOIO JOCII/DKEHHS HISKHX
nobakanux ABUIL abo cepilo3HHX HeDaKaHHX SBHIN HE
BiI0yocs.

22. BucHOBOK (3aK/IIOUEHHS)

[pyHTyouucs Ha pesynbTraTax aHaizy
(apMaKOKIHETHUHHX ITApaMETpPiB Ta BPaXOBYIOUH OE3MEKy
Ta INEPEHOCUMICTH IOCIiIKYBAHOTO IKapChKOTO 3acoby,
MOKHa 3pOoOHMTH BHCHOBOK, IO JHKapchkuil 3acid
[6ynpoden, TabneTku, BKPHUTI IIiBKOBOKO 00010HK0H0, 600
Mr (AT «®apmak», VYxkpaiHa) € OioeKBiBaJeHTHHM
pe(pepeHTHOMy JikapcekoMy 3aco0y bpyden, tabietkwu,
BKpHTI IUNBKOBOK 00omoHKOW, 600 mr (Mumman IPE
Xenckea Jlimiten, Ipmammis) mpu iX OFHOKpaTHOMY
IepopaTbHOMY IpPUIfOMi HATIIIE.

3adBHHK (BJIACHUK
peecTpaliifHoro NOCBiTYeHHS)

A

s ?’“"'%/c AL

(Tl.1. B.)




