3BIT Nel

Npo KJAiHiYHe BHNPOOYBaHHSA

1. Hasga nixapcrkoro 3acoby (3a
HasiBHOCTI - HOMEP
[PEECTPALIIAHOTO ITOCBITUESHHS)

Harmid® [Iyo, TabreTKH, BKPUTI IITIBKOBOO 000JI0HKOIO,
no 5/1000 mr

2. 3asgBHUK AT «Dapmak»
3. BupoGrux AT «Dapmaxy
4. IIpoBeneHi qOCHiIKEHHA: Xtax Omi  sxwo #i, 06rpyHTYBaTH

1) Tam mixapeskoro 3acofy, 3a
SIKAM IIPOBOMIIAcS abo

TUTaHY€ThCA PEECTpalist

Ieneprunmit nikapcekuii 3aci6. BaraToKOMIOHEHTHHIA.

5. IloBHa Ha3Ba KIIHIYHOTO
BHIIPOOYBaHHS, KOXOBAHHH HOMED
KITIHI9HOTO BHIIPOOYBAHHS

[TopiBHsAnEHE, paHIOMi30BaHE, ABOX MNEpiOiB Ta BOX
NOCTIOBHOCTEH, BIIKpHTE, NEpEXpecHe IOCIiKCHHS
010€KBIBAIEHTHOCTI onHiel J03H
manariigaosury/MeThopminy rigpoxmopuny 5 mr/1000 mr,
TabneTKH, BKpUTi 0bononkoro (AT «Dapmaxy», Ykpaiza) Ta
Kcirmyo 5wmr/1000 wmr, TtabGmeTkm, BKpUTi 0GOIOHKOO
(«Actpa3enexa AB», IlIBeuis) y 310poBEX J0GPOBONBIIB B
YMOBaXx HaTIIE.

Kon mporoxomy: FK/DZ/MET/1000/22, Bepcis 00 Bin
18.12.2023

6. @aza KIigiyHOrO
BUNIPOOYBaHHS

Hocnimxenns 010eKBiBaTeHTHOCTI

7. Ilepion npoBeneHHs KIiHigHOrO
BHIIPOOYBaHHS

3 11.02.2024 no 04.03.2024

8. Kpainu, ne nposomunocs
KTiHIYHE BUOPOOYBaHHS

HWopnaris

9. KinpxicTs focimxyBanux

3alIaHoBaHa: 32
daxtryna: 30

10. Merta Ta BTOpuHHi mim
KITIHIYHOTO BHNIPOOYyBaHHS

OuinnTn 610eKBIBANIEHTHICTE
Hanarnipnosuny/Merdopminy —rigpoxmopmn, TaGneTox,
BKPUTHX IUTIBKOBOIO 06010HKOM0, 5 Mr/1000 mr, Bix mBox
PI3HMX BHPOOHHKIB.

Ounirutn Beznexy Ta IEPEHOCUMICTD
Hanarmidmosmiy/Merdopminy — rimpoximopmn, TabneTox,
BKPUTHX ILIBKOBOI 000710HKON0, 5 Mr/1000 Mr, Bix mBox
PI3HUX BHPOOHHKIB.

11. JTuzaiig KIiHIYHOTO
BHAIIPOOYBaHHS

Binkpute, pannomisoBane, 3 1BOMa IepiofaMH Ta XBOMA
IIOCJIiIOBHOCTSIMH, NOPIBHAILHE, TEpeXpecHe TOCIiIKEHHS
0l0eKBiBaIEHTHOCTI Pa3oBOi H03M 3 MePioNOM BiIMHBAHHS




Mix mepiogamu 7 JHIB 3a ygacTi 32 310poBHX J06POBOIBLIB
B YMOBax HATUIE

12. OcuoBHI KpuTepii BKIHOYEHHS

3nopoBi cy6'exty BixoM Bix 18 1o 50 pokis (BKMOYHO),
iHgexc Macu Tima Big 18,5 mo 30,0 xr/M® BKmOYHO
(MiniManera Bara 50 KT 1714 4ONOBIKiB Ta 45 KT I XKiHOK),
HEKyplli a00 KOMHINHI KyplIi (KOMHIIHIH Kypelb BH3HAYAETECS
AK 0c00a, AKa IOBHICTIO IPUITMHAIIA BXUBAHHS HiKOTHHOBHX
[IPOAYKTIB, BKIIOYAIOYH TEPAIiO U1 IPUIMHEHHS BXKHBAHHS
HIKOTHHY, IMOHafiMerme mporsroM 180 mHiB mo mepimoro
BBEJICHHS NOCIIKYBAHOTO IIpeapary).

13. JocmimKkyBaHuit TiKapceKuit
3aci0, cnocid 3actocyBanus, cuna
i1

Hanarnidnosua/Merdopminy rinpoxmopuz, 5 mr/1000 mr,
TabJIETKH, BKPHUTI 000I0HKOIO

Bupobruk: AT «®apmaky, Yrpaina

Croci6 3acTocyBaHHS: IEPOPANTBHO

14. Tlpenapar nopieusHHES, 1034,
cocib 3acTOCYBaHHs, CHNA il

Kceirmyo, 5 mr/1000 mr, TabneTku, BKpHTi 060NOHKOIO

Bupobuuk: «Actpa3enexa ABby, IlIBenis

Crioci6 3acTOCyBaHHSA: IepOPaTBEHO

15. CymyTas Tepamis

He 3actocosyeThes

16. Kpurepii oniaxn
e(EeKTUBHOCTI

Ha ocnosi BuMiproBans namarmidmosuay Ta MeThOpPMIHY B
mmasMi - OyayTe  BHSHaYeHi Taki  (hapMaKOKiHeTHuHi
apaMeTpu:

ITepsunni napamerps: Cmax i AUCq.jast

Bropunni napamerpu: AUCo.inf, 0cTaTOUHA [T0IIA, AZ, Tmax T2
tin

17. Kpurepii ouinku 6e3nexu

Hebaxani spmina, nabopatopri o6cTexeH s, GizuKaTEHMi
Ornsn, ouinka mnokasHukis EKI, IOKa3HHKH KHUTTEBO
BOXKIUBUX QyHKILIH,

18. Crartucruyni MeTomu

ANOVA (mucnepciitauii aranis) ta 90% noripui IHTEepBaTH
A1 TpaHC(HOPMOBAHMX 3a JONOMOTOK Ln mammx Cmax T2
AUCo—tast, U1 Tanarnidnosuny Ta Merdopminy.

19. Jlemorpatiuni noka3uuku
IOCITi I3y BaHOT IOy IAmiT (cTaTs,
BiK, paca, TOIIO)

Hobposonsii 4o10Biuoi (16) Ta xinowoi (16) crati BikoM Bix
18 no 47 poxy eBponeoinuoi pacu

20. Pesyneratu edextuBHOCTI

OcHoBHi apmakokizeTryHi MOka3HHKE Crmax i AUCqast

BiJIIOBiAIOTH KPUTEpisM Bl0eKBiBATEHTHOCTI
80.00-125.00 %.

21. PesyneraTn 6e3nexu

Bymun BusBneni taxi mebaxami ssuma: 3aMlaMOpPOYCHHS,
SHIKCHHS DIBHS LYKy B KpOBI, Aiapes, HymoTa, 611 y
XKHMBOTI, OroBaHHS Ta rmoxosypis. YKommoro CepHO3HOTO
HebaXaHOTO ABHINa He GYII0 3apeccTpoBaHO.




22. BHCHOBOK (3aKJIIOYCHHS)

[pyHTyIO4MCh Ha  pesynbTaTax  (apMaKOKiHETHYHHX
napameTpiB Cmax Ta AUCo.1ast, OTPEMAHUX B TOCTIKEHH], T2
BpPaxOBYIOYH IIOPIBHSHY IEPEHOCHMICTH MOCIHiIKYBaHOTO
NIKapchKOro 3acoly, MOXKHA 3pO0HTH 3aKIIOYEHHS, IO
TIKapChKHH 3acid Hanarnigpnozun/Metdopminy
rigpoxnopua, 5 mr/1000 mr, TabraeTkH, BKpUTI 0DOIOHKOIO
BupobrmNTBa AT «@Dapmaky, Ykpaina, € 6i0ekBiBanedTHIM
pedeperTHOMy mpemapary Kcirmyo, 5 wmr/1000 wr,
TabneTky, BKpHUTI o0onoHKOW («AcTpa3eneka AbB»,
[IBemis).

3asABHUK (BIACHHUK

PeeCcTpaniifHoro nOCBiTYCHH)
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