Homarok 30

1o ITopsiaKy mpoBeJIeHHS eKCIePTH3H
peecTpanifHuX MaTepialliB Ha JIiKapchbKi
3aco0u, 0 NOJAIOTHCS Ha JICPIKaBHY
peecTpallito (IepepeecTpalliro), a TaKoX
€KCIIEpTU3H MaTepiaiiB IpO BHECEHHS
3MiH JI0 peecTpanifHuX MaTepiajiB
MPOTATOM [Iii peeCcTpamiifHoro
IIOCBi{UEeHHS

(mysKT 4 pozainy IV)

3BIT
npo KjiiHiuHe BunpoOyBanns Nel

1. Ha3Ba sikapchKoro
3aco0y (3a HaIBHOCTI -
HOMED peecTpariitHoro

PiBa6an®, TabeTKH, BKPUTI IUTIBKOBOIO 000JIOHKOIO, 110 2,5 MI'

TTOCB1TYCHHS)
2. 3asiBHUK IIpAT «®apmaneBruuna ¢pipma «lapauiay», Ykpaina
3. Bupobuuk IIpAT «®apmaneruuna dipma «lapaums», Ykpaina

4. ITposeneHi
IOCIIIKEHHS:

Xltax []mi  sxmo =i, o6rpyaTyBaTH

1) Tn JiKapchKOro
3aco0y, 3a IKUM
npoBoauiIacs abo
IUTAHYE€THCS PEECTPAITiS

I'enepuynuii tikapceKuit 3acib (reHepuK)

5. IloBHa Ha3Ba
KJTIHIYHOTO
BUIIPOOYBaHHS,
KOJIOBaHUY HOMEP
KJIIHIYHOT0
BUIIPOOYBaHHS

71a60paTOPHOTO €TaIly VIS MOPiBHSHHS JKapchKoro 3acoby Pisa6an®,

PanpomizoBaHe mepexpecHe BiIKpUTE JOCTIKEHHS 010€KBiBaJICHTHOCTI
3 JABOMa IMepiojaMu ¥ JBOMa IIOCHIJOBHOCTSMH 1 3aciiIUIEHHSIM

TabJIETKH, BKPUTI TUTIBKOBOIO 000JIOHKOO, 110 2,5 Mr puBapokcabany, 3
mikapcekuM 3acoboM Kcapento®, TabmeTku, BKpHTI IUTIBKOBOIO
000JI0HKOIO, 10 2,5 MI' puBapoKcabaHy, 3a y4acTi 3J0POBHX JOPOCIHX
JOOPOBOJIBIIIB YOJIOBIUOi Ta JKiHOYOI cTaTel 3a YMOBH IE€POPAIBHOTO
OJTHOPa30BOT'0 3aCTOCYBaHHS HaTIECEpIe

Kox nocnimkenns: RIVO1-E
[TpoTtokon nocmimxkenns: Bepeis 1 Bix 11.09.2024

6. ®a3a KJIiHIYHOTO
BUNIPOOYBaHHS

JlocmimkenHs 610€KBiBaJIECHTHOCTI

7. Ilepionx npoBeaeHHS
KJIiHIYHOTO

310.12.2024 p. 110 26.12.2024 p.

BUNIPOOYBaHHS

8. Kpainu, e HNopnanis
IIPOBOJMJIOCS KITiHIUHE

BUNIPOOYBaHHS

9. KijipKicTh 3amanoBaHa: 36.
JOCITi JDKY BAHAX ®daktnuna: 36.

Crop. 133



10. Mera Ta BTOpuHHI
i1l KITIHIYHOTO
BHIIPOOYBaHHS

Mera  [JOCHi/DKEHHS: OIHUTH  OiOEKBIBAJIEHTHICTH  TECTOBOTO
JIKapCchKOro 3aco0y MO BiHOLIEHHIO 10 peepeHTHOro JiKapChKOIo
3aco0y IICNIA OJHOPA30BOrO MEPOPAIHHOrO 3acCTOCYBaHHA 2,5 Mr
puBapokcabaHy y 3JJ0pPOBHX JOPOCIHMX HOOPOBOJBIIIB HATIIECEPIIE.

BToprHHa 11k OLiHATH Ge3HeKy Ta IEePEeHOCHMICTh 000X JTIKapChKUX
3aco0iB. Ominka Oe3neKH BKIIIOYAE DPEECTPAIlil0 MOOIYHMX SBUIN Ta
KTiHIYHO 3HAYYIMX BiJIXHIIEHb Pe3yJbTaTiB JIAOOpPAaTOPHUX aHaNi3iB,
disukagpbHOrO0 OOCTEXEHHS 1 MOKA3HHKIB JKMTTEBUX  (yHKIiH
(aprepianbHuil THCK, MyJIbC, YACTOTA AUXAHHSI i TEeMIepaTypa Tina).

11. JIu3aitH KJITiHIYHOTO
BUIIPOOYBaHHS

PanjiomizoBaHe mepexpecHe BiJKpUTe JOCIiKeHHs 610eKBiBaJIEHTHOCTI
3 JBOMa T[epioJaMH, JABOMa IIOCTIJOBHOCTAMH 1 OJHOPa30BHM
NpUHOMOM JIOCTI/KyBaHHX JIKApCBKMX 3aco0iB HaTIIeceple Ta
[epioIoM BiIMUBaHHS [IOHaWMeHIIe 7 THiB.

12. OcHOBHI KkpuTepii
BKJIIOYEHHS

310poBi 1OGPOBOJIBII YOJIOBiYOI Ta XXiHOYOI craTeil BikoM Bix 18 mo
40 pokiB (BKIIOUHO) 3 iHmeKcoM MacH Tina >18,5 xr/m? i <30,0 kr/m?,
HeKyplli ab0 KMHYJIM KypUTH INOHAfMEHIIe 3a 6 MICSIiB 10 BKIIIOYEHHS
B JOCIIDKEHHS, mianucand ¢opMmy iHPOPMOBAHOI 3roAM Ha y4acTh y
nocmipkerni.  [IporpomGiHOBHiT 4Yac, AaKTMBOBAaHWH  YacCTKOBHiA
TPOMOOILIACTHHOBHIA Yac abo KiJIbKICTh TPOMOOIMTIB 3HAXOMUIIMCS B
MeXxax pedepeHTHUX 3HAUCHb.

13. JocmimxyBaHui
JiKapchKuii 3acio,
crocib 3acTocyBaHHS,
cuia il

TecroBuit nikapchkuii 3aci6 (T): PiBa6an®, TabneTku, BKpHUTI ILIIBKOBOIO
000JI0HKOIO, 110 2,5 MT

Cmoci0 3acToCyBaHHS: HaTIIECEeplie IEPOPaJbHO OJHOPA30BO IIO
1 Tabmetmi (2,5 mr) 3 24042 Ma Boau

14. Ilpenapar
MOPIBHSHHS, 11034,
Croci6 3acTocyBaHHS,
cuta Jii

PedepenTuuii mikapcekuit 3aci6 (R): Kcapento®, TaGnetku, BKpATi
IJIiBKOBOIO 000JIOHKOIO, TI0 2,5 MT

Crnoci6 3acTocyBaHHS: HaTIeceple HEPOPaIbHO OIHOPA30BO 110
1 Tabnetmi (2,5 mr) 3 24042 M Boau

15. CynyTHs Tepartis

He 3acTocoByeTbes.

16. Kpurepii ominku
e(peKTHBHOCTI

BioekBiBaJIEHTHICTH JIKapChKHUX 3ac00iB BBa)Kasacs JOBEACHOIO, SKIIO
90% noBipumii iHTepBan IS Pi3HULI JIOTapUPMiYHO NEPETBOPEHHX
3Ha4eHbh MAaKCHMaIbHOi KOHIeHTpauil aHamiTy (Cmax) i momi min
KPHBOIO «KOHIIEHTpAIlis/9ac» 3 MOMEHTY 3aCTOCYBAaHHS JiKapChKOIO
3aco0y 10 OCTaHHBOI TOYKH, 110 Bu3HaYaeThes (t) (AUCo-t), OyB y Mexkax
Bix 80,00% 1o 125,00% s puBapokcabaHy.

17. Kpwurepii oninku
Oe3nexu

Ominky Ge3nekd Ui KOXHOTO JOOPOBOJIBILII IIPOBOAMIMA Ha OCHOBI
aHATi3y OCHOBHMX (hi3iooridaux (BiTalbHUX) MOKA3HHKIB, pE3yJIbTATIB
dizukansHOro, 1a60paTOPHUX OOCTEXEHb Ta eleKTpoKapaiorpadii, a
TaKOXX aHaJIi3y MOOIYHMX SBHIL.

18. Cratuctrysi
METOIN

CratucTiyHMi aHami3 ()apMaKOKIHETMYHHMX [JaHHX IIPOBEJCHHH i3
BUKOPHCTAHHSM BaJIi[0BAHOTO IPOrPaMHOr0 3a0€3IeYECHHS.

Jlns Beix (apMakOKiHETHYHHX IHapaMeTpiB BHKOPHCTaHO IMMOKa3HUKA
OIMCOBOI CTATHUCTHMKH: CTaHmaprHe BimxwieHHs (SD), xoedimieHT
Bapiamii (CV%), craHmapTHa moMmika cepeguboro  (SEM),
reoOMEeTPUYHE CepeiHE, Me/liaHa, MiHIMyM Ta MaKCUMYM.

Bukonano 6aratogakropHmii mucnepciiiumit asamis (ANOVA) 3

BUKODHCTaHHAM 5% piBHS 3Hadymocti s JiorapuMiuHo
nepeTBopeHuX NoKasHUKIB Cmax Ta AUCo.. Mogenp BKIIOYANa TaKi

Crop.233



(haKTopH: «IIOCIiOBHICTD MPHIOMY», «JIKapchKuil 3acib», «mepiom» i
«Cy0’€KTH B ITOCIIIIOBHOCTI pHifoMy». {11 olliHKH 6i0€KBiBaJIECHTHOCTI
PO3paxoBYBaJIH CIIiBBIIHOIIECHHS T€OMETPHIHUX CEPENHIX BETMUHH MiX
TECTOBUM 1 pepepeHTHHM JTiKapChbKUMH 3aco0aMu Ta BiamoBigHi 90%
JIOBipYi iHTEPBAJIA JUIS IIUX CIiBBiTHOIICHb.

19. lemorpadiuni
OKAa3HAKA
JIOCTi 1KY BaHOT

oy Jisii (cTars, BiK,
paca, To1Io)

V nociimkenns 6yii0 paHIOMi30BaHO 3arajioM 27 JOJIOBIKiB Ta 9 XKiHOK
eBporeoinHoi pacu BikoM Bix 18 mo 40 pokis (y cepemnpomy [£SD]
29+6,43 pokm) 3 immexcoM Macu Tima Bix 18,7 mo 29,8 xr/m? (y
cepenaboMy [£SD] 25,1+3,54 kr/m?).

20. Pe3ynbpTaTu OMIHKA
e(eKTUBHOCTI

BioexBiBaleHTHIiCTh JiKapchkoro 3acoby PiBaGan®, TaGmeTxm, BKpuTi
IUTiBKOBOIO OGOJIOHKOIO, 10 2,5 MT, JikapchkoMy 3acoby Kcapenro®,
TableTKH, BKPHTI IUTBKOBOIO 000JOHKOIO, MmO 2,5 Mr, Oyna
npogemoncTpoBana st Cmax Ta AUCo., ockinbku 90% noBipumii
iHTepBa) I BIANOBIAHMX ~ CHIiBBiIHONIEHH  JIOTapH(MidHO
NEPETBOPEHUX  3HAYCHb  BHUINE3rafiaHuX  (apMaKOKiHETHYHHX
TIIOKa3HHUKIB TECTOBOTO JIKAPCHKOTo 3aco0y HMOPiBHAHO 3 pedepeHTHHM
MIiCTHBCS y 3a3[aJ€rifib BH3HAYCHOMY Mialla30Hi IPHAHATHOCTI Bif

80,00% mo 125,00%.

21. Pe3ynbTaTy OLIHKA
6e3mexu

O6uaBa IOCHi/KyBaHi JKapchki 3acobum noOpe mepeHocmimcsa. Y
XKOJHOTO 3 Yy4YacHHKiB He Oyno 3adikcoBaHO JKOAHHX KIiHIYHO
3HAYyIIMX 3MiH JKHTTEBUX IIOKA3HWKIB, pe3yNbTaTiB (i3HKaNIbHOTO
o6cTexeHH s, eleKTpokapaiorpadii um 1abOpaTOpHHX aHAI3IB, IO
IOB’sA3aHi 13 JOCIIiPKYBaHUMHM JIiIKAPCHKHUMHU 3aco0aMu, IO CBIIYHUTH
npo n06pi mpogin Ge3nekd Ta MEePEeHOCHMOCTi K TECTOBOrO, TaK i
pedepeHTHOTO JIiKapChKUX 3ac00iB.

22. BucHoBOK
(3aKiTIO4eHHS)

3a pe3yJibTaTaMu KJIIHIYHOTO BHIIPOOYBaHHS JIOBEIEHO
6iocKBiBaNEHTHICT pPO3pOGJIEHOTO JKapchkoro 3aco0y Pisa6an®,
TabJIETKH, BKPUTI ILTIBKOBOIO OOOJOHKOIO, IO 2,5 MI, BHPOOHHIITBA
[IpAT «®apmaneprnuna ¢ipma «JlapHung»  pedepeHTHOMY
nikapcbkoMy 3acoby Kcapento®, Ta6nmeTkm, BKpHTI ILTIBKOBOIO
060110HKO010, 110 2,5 Mr, Baitep Xenckep Manydakrypinr C.P.JL, Itanis,
BJIACHMK peecTpaliiinoro mocsiguenss — baiiep AI', HiMmeuunna.

3asgBHUK (BIaCHHUK

PeECTpaIiifHOTO OCBiTYEHH) (migfrere)—

Huxudopuns I.B.
(II. 1. B.)

Crop. 333
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