Honarok 30

1o Iopsiaky mpoBeIeHHS eKCIIepTH3H
peecTpanifHiuX MaTepialiB Ha JTiKapChKi
3aco0m, 10 OJAIOTHCS Ha JIEPXKABHY
peectpartito (mepepeecTpario), a Takox
€KCIIePTHU3H MaTepiaiiB PO BHECEHHS
3MiH JI0 peecTpaliifHuX MaTepiajiB
IPOTSTOM Iil peecTpaniiHoro
MIOCBiTYEHHS

(myHKT 4 po3miny V)

3BIT
npo KiaiHiyHe BUNpoOyBaHHs Ned

1. Ha3Ba sikapcbKoro
3aco0y (3a HassBHOCTI -
HOMEP pPeeCTparlitHOro

PiBa6an®, TabneTky, BKPHUTI IUTIBKOBOIO 0O0JIOHKOIO, 10 20 MI
2

TOCBITYEHHS)
2. 3asiBHUK [IpAT «®apmanepruyna ¢ipma «Japaunsy, Ykpaina
3. BupoOuuk [IpAT «®apmanestryna pipma «Japauns», Ykpaina

4. IlposeneHi
JOCJI JDKEHHS:

tak [ Hi

SIKIIO Hi, OOTPyHTYBaTH

1) Tum JTiKapCchKOTO
3aco0y, 3a IKUM
npoBoamiiacsa abo
TUIaHYETHCSA PEECTpAIlis

I'enepuyHwMii TiKapchKuit 3acib (TeHEPHK)

5. IloBHa Ha3Ba
KJIIHIYHOTO
BUNPOOYBaHHS,
KOJIOBaHUM HOMED
KJIiHIYHOTO
BUIIPOOYBaHHS

PanmoMizoBaHe epexpecHe BiJKpHUTe JOCIiHKEHHS 010€KBiBaJICHTHOCTI
3 [OBOMa IepiogaMH ¥ JBOMa IOCTIOBHOCTAMH 1 3aciillJICHHAM
1a6OPaTOPHOTO €TaIy Ul HOPiBHAHHS JiKapchkoro 3acoby PisabGan®,
TabJIeTKH, BKPHTI ILTIBKOBOIO 000JIOHKOIO, o 20 Mr puBapokcabaHy, 3
JikapcekuM  3acoboM  Kcapento®, TabmeTkw, BKpHTI IUTIBKOBOKO
00o00HKOI0, 110 20 Mr puBapokcabaHy, 3a y4acTi 3JI0POBHX JOPOCIHX
JIOOPOBOJIBIIIB YOJIOBIYOI Ta JKIHOYOi cTaTrell 3a YMOBH IEPOPAIBHOIO

OJTHOPa30BOT0 3aCTOCYBaHHSI IiCIIS Ki
Kox nocmimxenus: RIVO4-E
ITpoTtokon gocmimkenns: Bepeis 1 Big 11.09.2024

6. ®a3a KIiHIYHOTO
BHIIPOOYBaHHS

JlociimkeHnHs 6i0eKBIBaJICHTHOCTI

7. Ilepionx mpoBeneHHs
KJIIHIYHOTO

319.12.2024 p. 1o 03.01.2025 p.

BHIIPOOYBaHHS

8. Kpainu, e Hopnanis
MPOBOIMIIOCS KITIHIYHE

BUINIPOOYBaHHS

9. KinpkicTh 3amanoBana: 36.
JIOCTT DKy BAHHX daxtryHa: 36.
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10. Mera Ta BTOpHHHI
1iJ1i KIIIHIYHOTO
BHUNPOOYBaHHS

Merta: omiHMTH GiOEKBiBAJIEHTHICThH JiKapchKHMX 3acobiB Piaban®,
Ta0JIeTKH, BKPUTI ILIIBKOBOIO 000JIOHKOIO, 0 20 Mr pmBapokcabaHy,
(BupobuuntBa IIpAT «®apmaneBtnuna ¢ipma «JlapHUng») Ta
Kcapento®, TabneTkd, BKpHUTi ILIBKOBOIO OGONOHKOIO, 10 20 MT
puBapokcabany, (BupobuunTsa Bayer HealthCare Manufacturing Srl.,
Itanis, BIacHUK peecTpalifiHoro mnocBiqueHHs — Bayer AG,
HimeuunHa) micis OJHOPA30BOTO IEPOPATBLHOTO 3aCTOCYBaHHSA y 36
3IOPOBHX JOPOCTHX JOOPOBOJIBINB YOJOBIYOI Ta XKIHOYOI cTaTel micis
K.

BropuHHa 11i)1b: OMiHUTH 0€3MEKy Ta HEPEHOCUMICTh 000X JIIKApCHKUX
3aco0iB.

11. JIu3aitd KIiHIYHOTO
BUITPOOYBaHHS

PanmomizoBane mepexpecHe BiIKpUTE MOPIBHLIBHE IOCIIHKEHHS
0i0eKBIBAJIEHTHOCTI, 3 [BOMa MEpioiaMM i JBOMa ITOCIiZOBHOCTSMH i
3aCIIUIEHHSIM JJaOOpaTOPHOTO eTaIry.

12. OcHoBHi kpuTepii
BKJTIOYEHHS

310poBi JOOPOBOJIBIN YOJIOBIUOI Ta XKiHOYOI craTel BikoM Bix 18 mo
40 pokiB (BKIIOYHO) 3 iHJeKcOM MacH Tina >18,5 xr/m? i <30,0 kr/m?,
HEKypIli ab0 KHHYJIM KypUTH IIOHAaHMEHIIIe 3a 6 MICSIIiB 0 BKJIIIOYESHHS
B JIOCIi/DKeHHS, mignucaad ¢GopMy iHPOPMOBAaHOI 3roji Ha y4acTh Y
mocmimkenHi. [IporpomOiHOBHMII uac, aKTHMBOBAaHHH  YaCTKOBHIA
TPOMOOILIACTHHOBUH Yac ab0 KUTBKICTh TPOMOOIUTIB 3HAXOJUIIHCSA B
Mexax ped)epeHTHHX 3HAYCHb.

13. docmimkyBaHuii
JiKapchKuii 3acio,
crocib 3acTocyBaHHS,
cuia mil

TecToBuii mikapchkumii 3aci6 (T): PiBa6an®, Ta61eTku, BKPHTI IUTIBKOBOKO
000510HKO}O, 110 20 MT

Bupoo6uuk: [IpAT «®apmaneBriuna dipma «lapauns» (Ykpaina)
MHH: puBapokcaban

Croci6 3acTocyBaHHS: MicIs DKi TEpopajIbHO OHOPa30Bo 1o 1 Tabnermi
(20 mr) 3 24042 M1 BoaM

14. Ilpemapat
MOPiBHSIHHS, J1034,
crocib 3acTocyBaHHS,
cmia ail

Pedepentrmii nmikapcekmii 3aci6 (R): Kcapenro®, TabneTku, BKpHTI
IJIIBKOBOIO 000JI0HKOIO, 110 20 MT

Bupo6uuk: Bayer HealthCare Manufacturing Srl., Itamis
Brnacuuk peectpaniiinoro mocBimueHHs: Bayer AG, Himeuunna
MHH: puBapokcaban

Crioci6 3acTocyBaHHS: Hicis TKi HepopajibHO 0JHOpa30Bo 1o 1 TabneTni
(20 mr) 3 24042 mu1 BoaH

15. CynyTHs Tepamist

[IpoTokosom He mnepeadadeHO 3acTOCYBaHHS OyIb-SIKOi CYIyTHBOL
Teparrii.

16. Kpurepii omiHku
€(EeKTUBHOCTI

BioekBiBaJICHTHICTH JIIKApPCHKUX 3ac00iB BBaXkanacs JOBEICHOIO, SIKIIO
90% noBipumii iHTEpBaJ IUIA Pi3HMIU JIOTapU(MIYHO IEPETBOPEHUX
3HaYeHb MaKCHUMaldbHOI KOHIEHTpamii aHamiTy (Cmax) 1 IUIOII Hix
KPHBOIO «KOHIICHTpAIlisi/yac» 3 MOMEHTY 3aCTOCYBaHHS JiKapChbKOTO
3aco0y 10 OCTaHHBOI TOYKH, IO BU3HA4aeThCA (1) (AUC).t), 6yB y Mexax
Bix 80,00% mo 125,00% s puBapokcabaHy.

17. Kpwurepii oninku
6e3nexu

Ouinky Oe3leKkd Ui KOXXHOTO JOOpOBOJIBIA IPOBOJMIM Ha OCHOBI
aHaJIi3y OCHOBHUX (i3ionoriynux (BiTaJbHUX) NOKAa3HUKIB, pe3yJIbTaTiB
¢isukanpHOrO, Ta00paTOpHUX OOCTEXKEHBb Ta eleKTpoKapaiorpadii, a
TaKOXX aHaJIi3y MOOIYHUX SIBHIIL.
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18. Craructruni
METOIU

CrarucTrynuii aHami3 (apMakOKiHETHYHHX IaHHUX MPOBEICHHUN i3
BHUKOPHCTAHHSIM BaJliJJOBAHOTO IIPOrPaMHOT0 3a0e3MeYeHHSI.

Jlnst BCix (hapMakOKiHETHYHHX ITapaMeTpiB BHKOPHCTAHO MOKa3HUKU
ONMHCOBOI CTATHCTHKH: cTaHaapTHe BiaxwieHHs (SD), xoedimieHT
Bapiaiiii (CV%), crammaprHa mnommika cepeansoro (SEM),
reOMETpUYHE CepPeHE, MeliaHa, MiHIMyM Ta MaKCUMYM.

Bukonano Oaratodakropuuit aucnepciiiamii ananiz (ANOVA) 3
BUKOpUCTAaHHAM 5%  piBHS 3HA4YymocTi I JiorapupMidHO
nepeTBOpeHnX MOKa3HUKIB Cmax Ta AUCo.. Mogmenp BKIIOYaia Taki
(baKToOpH: «IOCTIJOBHICTh IPHHOMY», «JIIKapChKHii 3acib», «mepiomy i
«Cy0’€KTH B MOCIIIOBHOCTI mpuiioMy». JIis omiHKM 610€KBiBAJICHTHOCTI
PO3paxoByBaJIH CITiBBiTHOIIIEHHS T€OMETPHYHMX CEPEIHIX BETUUNH MiX
TECTOBUM 1 pedepeHTHHM JIiKapchbKUMH 3acobamu Ta BiamoBimai 90%
JOBip4i iHTEpBaJK IS [IUX CIIiBBiTHOIICHB.

19. Jlemorpadiuni
TIOKa3HUKH
JIOCITi XKy BaHOT

MOy JIAIT (CTaTh, BIK,
paca, ToIo)

VY mocnimkenHs Oyo paHIoMi30BaHO 3arajioM 18 4omoBikiB Ta 18 xkiHOK
eBporneoinHoi pacu BikoM Bix 19 mo 40 poki (y cepearpomy [+SD]
28+6,43 poxm) 3 iHgekcoM Macu Tima Big 19,2 go 29,7 xr/m* (y
cepenapoMy [+SD] 24,2+3,32 kr/m?).

20. Pe3yibTaTé OLiHKU
e(eKTUBHOCTI

BioekBiBaNeHTHICTH JiKapchkoro 3aco0y PiBa6an®, Tabmerku, BKpHTI
IUTIBKOBOIO 060JIOHKOI0, o 20 Mr, JikapcekoMy 3acofy Kcapenro®,
TabJIETKN, BKPHUTI IUIIBKOBOIO oOomoHkoo, mo 20 wr, Oyna
npoaeMoHcTpoBaHa I Cmax Ta AUCo+, ockimbku 90% moBipumit
iHTepBal A9 BiANOBIIHMX  CHIBBIAHOWIEHb  JIOTapH(PMIYHO
[EPeTBOPEHMX  3HAYCHb  BHIOIE3rajaHuX  (papMaKOKiHETHYHHUX
MTOKA3HHUKIB TECTOBOTO JIKApChKOT0 3aco0y MOPIBHSIHO 3 peepeHTHUM
MICTHBCS y 3a3fajieriip BHU3HAUYEHOMY Jiala3oHi NPHHHATHOCTI BiJ
80,00% mo 125,00%.

21. Pe3ynbTaty OIiHKA
Oe3mneku

VY xoni mocnmimpkeHHs He 6YJI0 XKOAHOTO NOOIYHOro SBHIIA.

22. BucHOBOK
(3aKITroUeHHS)

3a pe3yJibTaTaMu KJIIHIYHOTO BUNIPOOYBaHHS JIOBEZIEHO
6ioeKBiBaNCHTHICTh PO3pOOJIEHOro Jikapchkoro 3aco0y Pisa6an®,
TabJIeTKH, BKPHUTI ILTIBKOBOIO 00O0JIOHKOIO, 10 20 Mr, (BUpOOHHUIITBa
IIpAT «®apmanestnuna dipma «Jlapaus») Ta npenapaty Kcapenro®,
TabJIETKH, BKPHUTI IUIIBKOBOIO 000JI0HKOIO, 0 20 Mr, (BUpOOHHITBA
Bayer HealthCare Manufacturing Srl., ITanis, BmacHUK peecTpamniiiHoro
mocBimueHHs — Bayer AG, Himeuunna).

3asBHUK (BIIACHHUK

peECTpaIiitHOro MOCBIAYEHHS)

Huxkudopuusn 1.B.

(I.1.B.)
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