3BIT

Npo JOKJIIHIYHI JoCTaiIKeHH

1. Hazga nikapcekoro 3aco6y (3a
HasgBHOCTI - HOMEP PeecTparifiHoro
MOCB1[4EHHS):

Tadpda® Excrpa, Ttabrnetku, BKpHTI IUIIBKOBOIO
obomnonkoro, 600 Mr

(i0ynmpoden)

1) THm sikapceKoro 3acody, 3a sKum
POBO/(MIIAcs a00 MIaHYEThCS
[peecTparis

I'enepuanumii mikapcbkuii 3acid

2) mpoBeieH] A0CIIIKEHHS

Orak Xlui SIKIIO Hi, 00IPYHTYBATH

Jlanuit mikapchKHi 3acid po3poOnsBes SK TeHEepPHYHHM
JniKapcekuil 3aci6 go pedepentHoro npemapatry Bpyden,
TabIeTKH, BKPUTI IUIIBKOBOIO 06010HKOI0 (Munan IHK.).

Bigmosimno 1o Hakazy MO3 Vkpaiuu Big 26.08.2005 p.
Ne 426 (uMHHA pemaxiisf) BiJ 3adBHHKA HE BHMAracTbes
IPOBEICHHS BJIaCHUX TOKCHKOJIOTIYHHX Ta
(hapMaKoJIOTiYHUX BHIPOOYBaHb, & HAJIAKOTHECS PE3yJILTaTH
JOKJTIHIYHHX JOCIi/KEHb pedepeHTHOro mpemnapary, sKi
BHKJIZIEH] ¥ BIATIOBIIHUX PO3/I1/IaX PeECTPAIiHHOIO JIOCKE.

2. ®apmaxooris:

1) nepeunHa hapMakoiHHAMIKa

2) BropuHHa (papmakoMHaAMiKa

3) papmakosorisa Oe3nexu

JIOKITIHIYHI JIOCIIJDKEHHS HE TPOBOIMITHCS.

4) papmaxouHaMi4HI B3aEMOIT

3. dapMaKkoKiHETHKA:

1) aHaMITHYHI METOMKH Ta 3BiTH
010 iX BasTigamii

2) BCMOKTYBaHHs

3) posmoain

JIOKITiHIYHI TOCTIKEHHS He TIPOBOTHIIHCS.

4) MeTabomi3zm

5) BHBEICHHS




6) bapmakokiHeTHuHI B3aeMoil
(moxtiHIYHI)

7) iHmmi papmakokineTnyHi
IIOCITLIKEHHS

4. Tokcukonorig:

1) TOKCHYHICTB Yy pasi
OJTHOPa30BOTO BBEICHHS

2) TOKCHYHICTB Y pa3i MOBTOPHUX
BBEICHD

JIOKITiHIUHI TOCTi/PKEHHS HE TIPOBOIMIIHCA.

3) TeHOTOKCHYHICTB:
in vitro

in vivo (BKJIIOYAIOYH JIOJATKOBY
OLIIHKY 3 TOKCHKOKiHETHKH)

JIOKITiHIYHI JOCII/KEHHS HE TIPOBOIHIINCA.

4) KaHIIepOTeHHICTh:

JIOBIOCTPOKOBI TOCIT KEHHS

KOPOTKOCTPOKOBI JOCTIIXKEHHS
abo0 TOCTIHKEHHS CepeaHbOT
TPUBAJIOCTI

IlOI[aTKOBi ,HOCJ'IiJI)KGHH)I

JIOKiHIYHI JOCITIKEHHS HEe TIPOBOIHITHCS.

5) penpoayKTHBHA TOKCHYHICTE Ta
TOKCHYHHUH BIUIMB HA PO3BUTOK
[IOTOMCTBA:

BIUTMB Ha (PEPTHIIBHICTE 1 paHHiH
eMOpiOHAIBLHIH PO3BUTOK

eMOPIOTOKCHYHICTh

[peHaTaIbHa i IOCTHATAILHA
TOKCHYHICTH

ITOCITI/DKEHHS], TPH SIKKX IIperapaT
VBOIHTECS IIOTOMCTBY
(HecTaTeBO3PLIHM TBapHUHAM)
Ta/ab0 OIiHIOEThCA BijyiaineHa ais

JloxniHiYHI JOCTIHKEHHS HEe MPOBOIMIIMCS.

6) MiclieBa NEPEHOCHMICTE

JIOKJIiHIYHI TOCITIKEHHS HE TIPOBOIUIIHCH.




7) 1OJATKOBI AOCIKEHHS
TOKCHYHOCTI:

AQHTHIEHHICTH (YTBOPEHHS QHTHTL)

IMYHOTOKCHYHICTE

TOCTIKEHHS MEXaHI3MIB il

JIOKITIHIUHI JOCTIPKEHHS HE IPOBOIHIIHCA.

ITiKapchKa 3aJI€XKHICTh

TOKCHYHICTH METabOJIiTiB

TOKCHYHICTH JOMILIOK

{HIIE

5. BUCHOBKH 1110710 JOKJIIHIYHOTO
BURUYCHHS

JIOKITIHIYHI JOCIi/KEHHS He IIPOBOIHIIACS.
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3BIT

Npo KJIiHIYHe BUNPOOYBAHHS

1. HasBa nikapcbkoro 3aco0y (3a
HAABHOCTI - HOMep
peecTpaliifHOro MOCBiTUeH )

Tadpda® Excrpa, Tabnerku, BKPHTI IIIBKOBOIO 0GOJIOHKO),
600 mr

2. 3asgBHHK AT «®apmak»
3. BupoOHuk AT «®apmak»
4. [IpoBenieni focipKeHAS: Xrax Oui  axmo i, 06rpyHTYBaTH

1) Tun nikapcekoro 3acody, 3a
SIKHM [IPOBOIHIIacst abo
MIAaHYEThCS PeeCTpaIlis

I'enepuynuii ikapchKuii 3aciod

5. IloBHa Ha3Ba KIIHIYHOTO
BHIIPOOYBAHHS, KOJJOBAHUI HOMED
KJIIHIYHOTO BUIPOOYBaHHS

Binkpute, mOpiBHANBHE, paHIOMI30BaHE, IIEPEXPECHE
KITiHIYHE JIOCII/DKEHHS IS OIIHKH Ol0eKBIBaJIEHTHOCTI
pa3oBoi 103M  [OCHIPKYBAaHOTO JIIKApCHKOTO  3acoly
[6ynpoden 600 Mr TabeTkH, BKPHUTI ITIBKOBOK 000JI0HKOIO
(AT «®apmak», YkpaiHa) Ta pedepeHTHOTo JKapChKOro
3aco0y bBpyden 600 wmr, TabneTku, BKPHTI IUIIBKOBOIO
obononkoto (Munan IPE Xenckea Jlimiten, Ipmanmis) y
3JI0POBHX, JOPOCIHX JA0OpPOBOJIBIIB YOJOBIKIB 1 KIHOK B
YMOBax HaTIIE.

EudraCT No: 2022-003782-37
Kop xniniugoro sunpoOysauus: FK/IBPF-600/22

6. @aza KIIHIYHOTO
BUIIPOOYBaHHS

JocnmikenHs 6i0eKBIBAJIEGHTHOCTI

7. [lepiox mpoBeIeHHS KIIIHIYHOTO
BUIPOOYBaHHSA

3 17.04.2023 mo 03.05.2023

8. Kpainu, ne npoBouiiocs
KJTiHIYHe BUIIPOOYBAHHS

Yecpka PecniyOiika

9. KiIbKiCTh JOCITIIKYBaHHX

3aruiaHoBaHa: 28 100poBoJIbIIB
taxTruHa: 28 10OPOBOIBIIB

10. Meta Ta BTOpHHHI I[iTi
KJIIHIYHOTO BHIIPOOYBaHHs

OcnoBHa Meta: omiHka OioekBiBaleHTHOCTI iOympodeny,
TabJIeTKH, BKPUTI IUTIBKOBOK OOOJOHKOIO, IBOX pi3HHX
BHPOOHHKIB.

BropuaHa mine: gocmikeHHs O€3leKH 1 MMEPeHOCHMOCTI
10ynpodeny, TabneTku, BKPHUTI IUIIBKOBOK O0OO0JOHKOIO,
JBOX PI3HUX BUPOOHHUKIB.

11. uzaity k1iHIYHOTO
BUIIPOOYBaHHS

PannomizoBane, BigkpuTe, 3 JBOMa I€piojaMH, JIBOMA
IOCTTiTOBHOCTSAMH, nepexpecHe JOCIiIKEHHS
010eKBIBAJIGHTHOCTI 3 OJHOKPaTHAM BBENCHHSM I03H B
YMOBAaX HaTIIE.




12. OcHOBHI KpHTepii BKIIOYCHHA

1. 310poBi 4omOBIKH Ta JKIHKH, SAKi He BAriTHI i HE TOAYIOTH
rpyumo, BikoM Bim 18 mo 55 pokiB BKmMOUYHO (B II€HE
nignucanss OI3). €pomneoinna paca.

2. Hekypsmi uM xomummi Kkypui (ki KHMHYIH KypHTH
IpUHaiMHI 32 6 MicAiB [0 [EPIIOr0  BBEJCHHS
JOCIIDKYBaHHX JTIKAPCHKHX IIPEraparis).

3. Innexc macu tina (IMT) > 18,5 i < 30,0 kr/mM? BKTIOYHO (B
JIeHb CKpUHIHTY).

4. CyG’exkTH JMOCTYNHI HPOTATOM BCHOIO JOCTIIKEHHS i
Ha/laJId IHCBMOBY 1H(OPMOBAHY 3roy.

5. Menornsy 6e3 icTOTHHX BiIXHIIEHB B JIEHb CKPHHIHTY.

6. XKurreri nokaszauku i EKI” 6e3 icTOTHHX BIIXHICHD B JI€HD
CKPHHIHTY.

7. Bci pesynpTaTd 1ab0OpaTOpPHUX aHANIZIB y MeXkaxX HOPMH
ab0 oLiHIOTHCS JlOCITi THHKOM SIK HECYTTEBI.

8. 3roga Ha 3acToCyBaHHS BHCOKOCQEKTHBHHX METOJIIB
KOHTPAIENIil MPOTAIOM YChOIO MOCIHIMKEHHS IKiHKaMH
JITOPOTHOTO BiKy Ta METO/(iB KOHTPAIEINILii IPOTATOM yChOTO
JIOCTI/IKEHHS 4OJIOBIKAMH.

9. Yecbke rpoMaastHCTBO.

13. NocnikyBaHuit JTiKapchKuii
3aci0, crocib 3acTocyBaHHs, CHIa
i

[Oynpoden
Tabnerku, BKpUTI MIiBKOBOIO 00010HK0I0, 600 Mr
IepopaneHo

14. [Ipenapar nopiBHsIHHS, 1034,
crocid 3acToCyBaHHs, CHJIa il

bpyden
Tabnerku, BKpuTI MIBKOBOK 000/10HK00, 600 MT

[IepopansHo

15. CynyTHs Tepariis

CynyrHs Tepamis Oyna 3aboponeHa, 3a
IOPMOHAJIBHUX KOHTPALICTITURIB Y HKIHOK.

BHHSITKOM

16. Kputepii oliHKH
e(pEeKTUBHOCTI

®apmakoxinerruHi napamerpu: AUC (o-t), AUC 0-0), Cmax, tmax,
AUCres, A, Ta t12 iGynpodeny.

3rinno 3 IlpoTokomoM [OCTIMKEHHS i [apameTpis
AUCt), AUC(0x) Ta Cmax 90 % moBipumii iHTepBaN IIs
CHIBBIJHONIEHHS  JOCTI/DKYBAaHOTO T4  pedepeHTHOro
JTiKapchKUX 3aco0iB Mae OyTH B [iama3oHi NPHHHATHOCTI Bif
80,00 % mo 125,00 %.

17. Kpurepii oninku 6e3nexku

OnuryBaHHs J0OpOBONBIIB MO0 HEOAKAHHUX  SIBMII,
¢i3ukanbHEE ornsy, ouinka mokasuukie EKI, mokxasHuku
YKHTTEBO BaXKIUBUX (PyHKIIH, 1abopaTopHe 00CTe)KEeHHS.

18. CtaTHCcTHYHI METOIH

Bys npoenennit qucnepciitnmii ananis (ANOVA) ms
AUC0-t), AUC(0- w) 1 Ciax. BuKOpHCTOBYBaIHCE METOH
OIIMCOBOI CTATUCTHKY: cepeIHi apudMeTHYHI, CTaHIapTHE
BIJIXWJIEHHs, KoediIieHT Bapiallii, MakCHMaJlbHE Ta
MiHiMaJIbHE 3HAUECHHS, Me/liaHa, TeOMETPHYHA CEPE/THA.
KpIM TOT0 BUKOPHCTOBYBABCS HElapaMeTPHYHHMI TECT
Binkoxcona.

19. Ilemorpadiuai nokasHuKH
TOCITiIKYBaHOT OIS (cTarh,
BIK, paca, TOLIO)

3n0opoBi  10OpPOBONBII €BpOMEOinHOI pacH 060X cTaTei
(13 xinok Ta 15 4onoBikiB), BikoM Bijg 25 110 55 pokis.

20. Pe3ynbTaTu e(peKTUBHOCTI

90% noBipui iHTepBaTH A (PApPMAKOKIHETHUYHHX
napameTpiB AUC . — 98,00-104,62 %, AUC(0-w) — 98,26-




104,93 % Tta Cmax — 85,37-95,53 % s JOCIIKYBAHOTO Ta
pedepeHTHOro JliKapchKHX 3aco0iB IpH X OJHOKPATHOMY
IepOpaIbHOMY TpPHHAOMI HaTINE BiMOBIAAIOTH KPHTEPIKO
OioeksiBanenTHOCTI 80,00-125,00 %.

21. Pe3ynbraru Gesnexkn

ITin wac mpoBeneHHS KIHIYHOTO MOCTI/UKEHHS HISKHUX
nobaxaHuX sBUIM ab0 cepio3HMX HeGAKAHHX SIBUIN HE
BinOymocs.

22. BHCHOBOK (3aKJIIOYEHH)

[pyHTyIOUHChH Ha pe3ynbraTax aHaNi3y
(papmMaKOKiHETHYHHX MapaMeTpiB Ta BPaXOBYIOUH Ge3IeKy
Ta MEPEHOCHMICTh JIOCIIKYBaHOTO JHKApChKOro 3acoby,
MOXHA 3pOOMTH BHMCHOBOK, IO JIKapchbKHMii 3aci
I6ynpoden, TabneTkn, BKPHTI IIIBKOBOIO 0601I0HK00, 600
mr (AT «®apmak», VYkpaiHa) € 6i0eKBiBaJICHTHUM
pedepentHoMy mikapcekomy 3acoby Bpyden, Tabmerkm,
BKPHTI ILTIBKOBOIO o6omonkow0, 600 mr (Mwmmam IPE
Xenckea Jlimiten, Ipmamnmis) npum iX omHOKpaTHOMY
IepopaIbHOMY IIPUHOMI HATIIIE.

3asBHUK (BJIACHHK
peecTpaiifiHOro MOCBiTYeHHS)
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