3BIT

npo KJIiHiYHe BUNPOOYBaHHSA

1. Hassa nikapcskoro 3acoby (3a
HasBHOCTI - HOMED
PEECTPALIMHOrO IOCBITYCHHS)

Axanenna®, Tabnerxu o 0,05 T

(1-(eiopasunoxapbonin)-memun-7-6pom-5-penin-1,2-
Ouziopo-3H-1,4-6en3diazenin-2-on)

2. 3asBHUK

AT «Dapmaky

3. Bupobuux

AT «Dapmary

4. Ilposeneni mocmimKeHHs:

Xltax DOui  sgxmo =i, 06rpyHETYBaTH

1) Tvn mixapceKkoro 3acoby, 3a
SIKHM [IpoBOAMIACS 260
[UTaHYEThCS PEECTPALlis

['emeprynmil nikapeskuit 3aci6

5. IloBHa Ha3Ba KIIiHIYHOTO
BUIIPOOYBaHHs, KOJOBAHHUIHA HOMED
KITHIYHOTO BHIIPOOYBAHHA

Kriniyne BunpofyBaHHS 3 OWIEKH 6i0EKBiBATEHTHOCTI
NiKapcekux 3aco6iB Iinasemam, tabnerxu mo 0,05 r (AT
«®Dapmax», Ykpaina) ta [inasenam IC®, tabmerxu 0,05 r
(TAB «lmrepXim», VkpaiHa) 3a yd4acTio 31OpOBHX
10GpOBONBIIB IPH OTHOPA30BOMY IPHHOMI HATIIE.

Koz kninivynoro sunpobysauss: FK/GDZ_50/24

6. @aza KIigiyHoro
BUIIPOOYBaHHs

Hocnimxenns 6i0ekBiBaIeHTHOCTI

7. Ilepion nmpoeeaeHHs KIiHIYHOTO
BUIIPOOYBaHHS

3 24.04.2025 1o 24.06.2025

8. Kpaiun, ne mposommmocs
KITIHI9HE BHITPOOYBaHHS

VYkpaina

9. KimpxicTs mocnimxyBaHmx

3amnanoBanga: 28 1oGpoBoIbLiB
taxTrana: 27 no6poBOIBLIB

10. Mera ta BTOpuHHI i
KJIIHIYHOT'O BHIIPOOYBaHHS

OcHoBHa MeTa: o1iHKa 6i0eKBIBaIEHTHOCT] ABOX TKAPCHKUX
3aco0iB, mo MicTsTe rigasenam ([igasemam, TaBmeTKH mo
0,05 r (AT «®apmax», Vxpaina) ta [igasemam IC?,
Tadnerkr 0,05 r (TAB «IaTepXim», Vipaina)), musxom
NOPIBHAIBHOTO BHBYEHHS 6i0H0CTYIHOCTI rifjasenamy Ipu

OpUHOMI  OfHOPa30BOI  JO3M  HATIiE  3JOPOBHMH
T0OPOBOJIBIAMY.
Bropunna MeTa: Bupuenns IIEPEHOCHMOCTI

JoCIiIKyBaHoro i pedepentroro JI3 mpu OJTHOpPa30BOMY
IPUHOMI HATINE 3MOPOBHMHE JOOGPOBOIBIAMH.

11. Iuzaiiy knigigeoro
BUIIPOOYBaHHS

IopiBusnbHe, paHmoMmisoBaHe, mepexpecHe 3 aBOMa
nepiojamMud  Ta  JBOMa  IIOCHiIOBHOCTSMH  KTiHiuxe
JOCTDKEHHS 110 BHUBYEHHIO OlOEKBiBaJEHTHOCTI IpH
IpUHOMI 3T0POBUMHA ITOOPOBONBIAMH HATINE OJTHOKPaTHOI
A03M KOXKHOTO 3 MOPIBHIOBAHHX JHKADCHKUX 3ac06iB, i3




«3aCNIIUICHHAM»  aHANTHYHOrO  eTanmy  KIIHIY9HOTO
IOCIIKEHHS.

12. OcHOBHI KpuTepil BKIIOYEHHS

1. 3nopoBi no6GpoponsLi-eBponEeoiny, KiHKM Ta HOIOBIKH,
BixoM Bix 18 10 50 pokis (BKOUHO), siKi HE MATATE.
2. Hamauus 310poBEM 106poBonbIeM iHGOpMOBaHoT 3roIu Ha
Y9acTh B KIIHIYHOMY JOCIHIIKEHHI 1O IIOYaTKy 6yIb-sIKuX
IPOLENYD CKPHHIHTY
3. Inpexc Macu Tina 3HAXOMUTHCH B MEXKax HOpMU Binm 18,5
kr/m? 10 30,0 kr/m? (BKIOUHO); Maca Tina He MeHIme 50 K.
4. HeratuBHHH pe3yILTAT TECTy cedi Ha:
a) BMICT HapKOTHYHHX DEYOBHH (MapHXyaHa, MopdiH,
KOKaiH, aMmpeTamin, MeTaMmperamin);
0) HasBHICTB KOTHHIHY.
5. Bincyrtmicts xiiniumHO 3HAYYIOHX BIOXWIEHbL IIPH
(i3UKaTEHOMY OIS
6. 3HavyeHHS mapaMeTpiB TaGOPATOPHOTO OBCTEKEHHS
3HAXOIUITHCS B MEXKaxX HOpMH abo BiIXUIIEHHS Bl HOPMH HE €
KJIIHIYHO 3HAYYIHM.
7. BitaneHi nani Ta mapamerpu EKT v 12 sinsemenmsx 6es
KIHIYHO 3HAYYINKX BiIXUICHD Bi HOPMH.
8. Pesynbraru $imooporpadii/pentrerorpadii/komm’oTeprot
ToMorpaii opraiB rpynHO! MOPOXHEHH B Mexax HOpPMH
(obcrexenns mMae GyTH NpoBejeHO He paHime Hik 3a 9
MICSIIB 10 MOMEHTY CKPHHIHTY).
9. 3n0poBi no6poBoNBLi-KiHKY, AKi GepyTh Yy4acTh Y LEOMY
KIHIYHOMY JOCTIDKEHHI:
a) € OC3IITHIMH (HalpAKIa/, MEeHONAy3a (SK MiHiMyM 12
Micanis  6e3  MeHcTpyaiif), IEpEB’A3ka  Tpyo,
ricrepexToMis)
abo
6) 3roaHi IPOTAroM yYacTi y KIHIYHOMY DOCTimKeHH] Ta
nporaroM 30 IHIB ICHA 3aKIOYHOTO BI3HTY He MaTH
CTATEBMX CTOCYHKIB (HE BCTYIIaTH B CTAaTEBHIT aKT)
abo
B) 3TOMHI BHKODHCTOBYBATH HamifHMil HETOPMOHATIBHUH
METON KOHTpanenuii (momsiixumit Gap’epHuit) mpoTArom
y9acTi y KimiHiYHOMY nocmimkenni ta 30 nmi micis
3aKJIFOYHOTO BI3HTY.
10. 3nopoBi nobposonbi-uoTOBIKH, SKi NPUAMAIOTE Y4acTh y
OBOMY KJIIHIYHOMY JOCTIIKEHHI:
a) 3TOJHI BUKOPUCTOBYBATH Haiiini 3aco6u KOHTpaIenii
IIPOTATOM  yCBOrO JochikeHHs Ta 30 jquiB  micns
3aKITFOYHOTO BI3UTY
abo
0) 3sronHi yTprMyBaTHCH BiJ] CTATEBHX KOHTAKTIE TPOTATOM
YCBOTO JOCHIIKeHHS Ta 30 AHIB micns 3aK/I0YHOr0 BI3UTY.
11. 3n0poBi 106poBOIBLI-YONOBIKH 3r0mH] He OyTH noHOpamu
CIIEPMH 3 MOMEHTY BKIIOYCHHH Y JOCTIDKEHHS Ta IPOTIIOM
30 nuiB micis Horo 3aBepruenss.
12. IIBmaxicts KmyGoukosoi ¢inbTpamii cranoBuTE > 90
MJI/XB.




13. ocnimxyBaHui TiKapChLKUi
3acib, crocib 3acTocyBamus, cHuia
it

T'igazemam, Tabnetxy o 0,05 r

[lepopansho

14. TIpenapaT nmopiBHAHHS, 1034,
crocid 3acTOCYBaHHs, CHIIA il

limazenam IC®, Tabnerku, 0,05 r

[TepopansHo

15. CynyrHs Tepamnis

CynyTtas Tepanis 3abopoHeHa

16. Kpurepii oninku
e(heKTHBHOCTI

Qapmaxoxinetnyni napamerpu: AUC (0.1, AUC0-0), AUC(0-72),
Cmax, tmax, AUCres, Ke, Ta tip mma rimazemamy Tta NI-
JIe3aNIKiIri 1a3enamy.

Hns papmakokiHeTHUHHX Iapamerpis rigazenamy AUC ) Ta
Cmax 90% onoBipamii imTepean Juis  CHiBBiIHOINEHHS
JIOCTIDKYBaHOTO Ta pedepeHTHOro IiKapchKHX 3acobis Mae
OyTH B miamazoni npuitastaocTi Bix 80,00 % mo 125,00 %.
90% mosipudi iHTepBaNM NI CHiBBIIHOIIEHHS TEOMETPHYHIX
cepenHixX cykynHocti 3HadeHb At AUC0.72) Ta Cmax it N1-
Je3aNKinrigasenamy PO3paxoBYBAIHCH, Ta
BUKOPHUCTOBYBAIMCS B SIKOCTI JONATKOBUX TaHUX (Supporting
data) mna omiHKE (hapMaKOKIHETHKH IOCTIIKYBAHOTO Ta
pedepeHTHOro  Jikapchkmx  3acobie  (6e3  oIiHKH
010eKBIBATIEHTHOCTI).

17. Kpurepii ouninku 6e3nexu

IlepeHOCHMICTE ONIHIOBATH Ha MiNCTaBi 3apeecTPOBAHMX
IOOIYHEX peaKiiil / moGiuHuxX ABUIY (CKapru 106pOBOIBIIB,
pe3yIbTaTI (hi3HuKaIEHOTO T2 n1abopaTopHO-
iHCTpyMeHTanmbHOro obctexenus — EKI, Bitamemi mawmi,
reMaTOoJIOTi9HIH, OioXiMIvHKH aHani3yu KpoBi, aHamtis ceqi).

18. Cratuctuudi MeToau

Bye mposememuit mucrnepciiinumit amamiz (ANOVA) misa
AUC 0y Ta Cmax 11t rigazenamy; AUC(0-72) Ta Cmax— ang N1-
Ne3anKinrigazenamy. BUKOpHCTOBY Bamicsa METOIH OMIHCOBOT
CTaTHCTHKH: CEpefHE apa(pMeTHIHEe 3HAYCHHS, CTAHIAPTHE
BIAXHMJICHHS, CTaHAapTHA IOXKUOKa cepeqHboro, koedimieHT
Bapialii, MaKCHMaibHe Ta MiHIMalbHE 3HAYEHHS, MeliaHa,
CepeIHE TEOMETPHYHE, MIHIMATBHI T4 MaKCHMAJbHi
3HaYeHHIL.

19. lemorpadivsi moxasHuKu
MOCIi Ky BaHOoT nomy iAnii (CTaTs,
BIK, paca, TOIIO)

3nmoposi nobpoBombni eBponeoinHoi pack obox crarteit (12
YOJIOBIKIB Ta 16 xiHOK), BikoM Bix 20 10 49 poxis.

20. Pesynsratu edekTUBHOCTI

Ilepsunni apmaxoxinerwyni napamerpa AUCq.y Ta Crmex
(rinasemamy) mmg  JOCHIDKYBaHOTO Ta pedepeHTHOTro
TKapCBKUX 3aCO0iB IPH 1X OJHOKPATHOMY HEPOPaTBEHOMY
IpHioMI HaTIle 3HaXomaThes B Mexax 90% moBipuoro
iHTepBany 80,00-125,00 %.

21. Pesyneraru Gesnexn

B mamomy KJI 6ymu 3apeectpoBami 8 sumamkis IIP y 5
ZI0OPOBOIIBIIIB.

Bei pumamxkm ITP/HSI knacudikosami  gx Hecepho3Hi,
pesysbTart Beix TP — onyanus 6e3 3aIHIIKOBHX SBHILL.




22. BUCHOBOK (3aK/TFOUEHHS)

IpyHTYIO9HCh Ha pe3yIbTaTax aHami3y (apMaKOKiHETHIHAX
[apaMeTpiB Ta BPaxOBYIOUH OE3IEKy Ta IIEPEHOCHMICTE
AOCTIDKYBAHOTO JTIKapchKOTO 3aco0y, MOXHA 3pPOOHTH
BHCHOBOK, IO JIKapchkui 3aci® [imaszemam, TabneTxd mo
0,05 r (AT «®apmak», Yxpaina) ¢ 6GioexsiBaTeHTHHM
pedepeHTHOMY JikapcekoMy 3acofy [limasemam ICP,
tabnerku 0,05 r (TIAB «lurepXim», Ykpaina).

3asBHUK (BIACHHK
PEECTPAIiHOTO IOCRITYEeHHS)

G ez A F

/ (ILLB)
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