1. Cnonyka N-(2-6pomdeHin)-N'-{((R)-1-(5-TpudTopmeTun-2-nipuamn)niponignH-3-in)jcevosnHa abo ii hapMmaLeBTNYHO
NPUIHSTHA Cinb abo conbBar.

2. Cnocib ogepxaHHs cnonyku N-(2-6pomdpenin)-N'-[((R)-1-(5-TpudTopmeTun-2-nipugun)niponignH-3-in)lce4osmHn abo
il papmaLeBTUYHO MpUMHATHOI coni abo conbBaTy BigNOBIAHO ZO N. 1, nMpuvdYoMy B AaHOMy crnocoli NpoBoasTb
B3aemogito cnonyku copmynm (Il):
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ge A i B € npygatHUMn pyHKUiOHaNbHUMK rpynaMu, 3gaTHAMW BCTYNaTv B peakuilo OgHa 3 OOHOI 3 OAepKaHHSM
CEYOBMHHOIO KOMMOHEHTA, i Nicns uboro, 3a HeobXiHICTIO, 3AINCHIOITL 0AHY abo AekinbKa Taknx peakuin:

(i) BuganeHHs 6yab-sKoi 3aXUCHOT rpynu;

(i) opeprkaHHsa coni abo conbBaTy TaKMM YMHOM OLEPXKAHOT CMOTYKW.

3. Cnonyka N-(2-6pomdeHin)-N'-[((R)-1-(5-TpudTopmeTun-2-nipugun)niponigunH-3-in)jcevosnHa abo ii dhapmaueBTU4HO
NPUMHATHA cinb abo conbBaT 3a N. 1 AN BUKOPUCTaHHS K aKTUBHOTO TepaneBTUYHOro 3acoby.

4. Cnonyka N-(2-6pomdeHin)-N'-[((R)-1-(5-TpudpTopmeTnn-2-nipngun)niponignt-3-in)lcedosrnHa abo ii dpapmaLeBTU4HO
NpUAHATHa cinb abo combBaT 3a N. 1 AnNs BMKOPUCTaHHA Mpw NikyBaHHI Ta/abo npodinakTuui nopyleHs, abo npu
nikyBaHHi 60510, WO CynpoOBOMAXYE iX, TaKkuX, AK: 6inb, XpoHiYHUIA Binb, HeBponaTnyHMi Ginb, nicnsgonepadiiHui Binb,
6inb Npu nocTpeBmaToigHoMy apTpuTi, 6inb Npu ocTeoapTpuTi, 6inb y nonepeky, BicuepanbHui 6inb, 6inb Npn paky,
nigBuLLeHa YyTnueicTe Ao 6onto, HeBpanrisi, 3y6HWiA Ginb, ronoBHUIA Ginb, MirpeHb, HeBponaTii, CUHAPOM KaHany
3an'sctq, piabeTuyHa HeBponaTis, HeBponartia, nos'a3aHa 3 BIJl, noctrepnetnyHa HeBpanria, cibpomianris,
HEBPWT, iWiac, YLWKOMKEHHS HEPBA, iLUeMisi, HepBOBa AMCTPOQIs, IHCYNbT, MOCTIHCYNbTHWUIA Binb, PO3CiAHWIA CKNepoas,
3axXBOPIOBaHHA OpraHiB AWXaHHHA, acTma, Kallenb, XPOHiYHe OOCTPYKTMBHE 3axBOPHBAHHA NereHis,
OpOHXOCTEHO3, 3ananbHi NOpYLUEHHs, 3ananeHHsa cTpaBoxoay, nevid, metannasia bappetTa, yTpyaHeHe KOBTaHHs,
ractpoesocpareansHa pedokcHa xBopoba (FEPX), Bupasku wWinyHka i ABaHagUATUNANoi KULWKK, (OYHKULioOHanbHa
Aucnencis, CMHGPOM NoApa3HeHOoT TOBCTOI KULLKM, 3ananbHa XBopoba KWLLIEYHWKY, KOMIT, rpaHynomaTo3Ha xsopoba,
rinepyyTnuMBiCTb y Ta3oBil obnacti, 6inb y Ta3oBin obnacTi, MeHCcTpyaneHun Ginb, HUPKOBA KOMika, HETPUMAaHHS Ceui,
LMcTUT, onikn, ceBepbnsyka, ncopias, LWkKipHa cBepbnsayka, 6noBaHHS.

5. Cnonyka N-(2-6pomdenin)-N'-[((R)-1-(5-TpudTopmeTun-2-nipngmnn)niponignH-3-in)lcevosuHa abo ii hapmaueBTUYHO
NPUAHATHA cinb abo conbeat 3a N. 1 AN BUKOPUCTaHHA Npw NikyBaHHI Ta/abo npodinakTuvui 6onto.

6. Cnocib nikyBaHHs i/abo NpodinakTMKM NOpYLUEHb, Y SIKUX CNPUATINBY Ail0 BUKMMKATUME aHTaroHiam 40 BaHinoigHoro
peuentopa (VR1), y ccaBuiB, BKMtoYaoun NOAUHY, NPpU SKUX 30INCHIOIOTb BBEAEHHS CCaBLEBi, SKMN Lporo notpebye,
TepaneBTUYHO ePEKTUBHOI KiNbKOCTI cnonyku 3a n. 1 abo ii dhpapMaueBTUYHO NPUAHATHOI coni abo conbBary.

7. Cnoci6 3a n. 6, ge 3ragaHVMmn NopyLUeHHAMY € nopyLueHHs abo Binb, Lo cynpoBOaXyeE iX, Taki, aK: 6ifb, XPOHIYHMIA
Oinb, HeBponaTuyHui Oinb, nicnsonepadiiHMii 6inb, 6inb nNpu nocTpeBmaToigHOMYy apTpuTi, Oinb npwu
ocTeoapTpuTi, Ginb y nonepeky, BicuepansHui 6inb, Ginb Npu paky, niaBuULieHa 4yTNMBICTL A0 Oonto, HeBparris,
3yGHUI Oinb, ronoBHWi 6inb, MirpeHb, HeBponaTii, CMHAPOM KaHany 3an'dcTa, AiabeTuyHa HeBponarig,
HeBponaris, nos'sdaHa 3 BIJ1, nocTrepneTnyHa HeBpanrisi, dibpomianris, HeBpUT, iLliac, YLWKOMKEHHS HEPBa, iLlemis,
HepBOBa AUCTPOdisi, IHCYNbT, MOCTIHCYNbTHUIA Binb, PO3CiAHUIA CKNEPO3, 3aXBOPHOBaAHHA OpraHiB AMXaHHSA, acTMa,
Kawernb, XpoHiYHe OBCTPYKTMBHE 3axBOPIOBaHHA nereHiB, 6POHXOCTEHO3, 3anarnbHi MOPYLIEHHS, 3anarneHHs
cTpaBoxofy, nedvisi, metannasis bappeTTa, yTpyaHeEHe KOBTaHHsl, ractpoesodareansHa pedrokcHa xsopoba (MEPX),
BMpa3ku LUNyHKa i ABaHagUAaATUNaNol KULWKW, YHKLiOHanbHa guMcnencid, CUHAPOM noApa3HeHOi TOBCTOI KULLKW,
3ananbHa xBopoba KWMLIEYHMKY, KOMIT, rpaHyriomMmarto3Ha xBopoba, rinep4yTnueiCTb y TasoBin obnacTi, 6inb y TasoBii
obnacTi, MeHcTpyanbHuin 6inb, HWpKOBa KoMika, HETPMMaHHS Cevi, UUCTWUT, Oniku, cBepbrnsyka, ncopias, LWKipHa
cBepbngayka, 6noBaHHs.

8. BactocyBaHHs crnonykn N-(2-6pomdpenin)-N-[((R)-1-(5-TpudTopmetun-2-nipugun)niponiguH-3-in)jcevyosuHn abo i
bapMaueBTUYHO MPUAHATHOI coni abo conbBaTy ANs OfepXaHHsA fikapcbKoro npenapaty Ans nikyBaHHSA abo
NpoiNakTUKN NOpyLUEHb, Y SKUX CIPUATNMBY Ait0 BUKNUKATUME aHTaroHiam Ao BaHinoigHoro peventopa (VR1).

9. 3actocyBaHHsi 3a M. 8, sike BiAPI3HAETbCA TWM, WO 3ragaHMMKU MOPYLUEHHSMWU € MopyLueHHs abo 6inb, wWo
CynpoBoaXye ix, Taki, sik: 6inb, XPOHiYHWMI 6inb, HeBponmaTuyHui 6inb, nicndonepadiviHun 6inb, 6inb npwu
nocTpeBmMaToigHOMY apTpuTi, Oinb npu octeoapTpuTi, Ginb y nonepeky, BicuepanbHUi Oinb, Ginb npu paky,
nigBuLleHa YyTnueicTe o 6onto, HeBpanris, 3yOHWI Ginb, ronoBHU Ginb, MirpeHb, HeBponarTii, CUHAPOM KaHany
3an'sctqa, giabetuyHa HeBponarTisi, HeBponartid, noe's3aHa 3 BIJl, noctrepnetnyHa HeBpanris, dibpomianris,
HEBpPMWT, illiac, YLKOMKEHHS HEPBA, iLIeMis, HepBOBa AMCTPOdisi, iHCYNbT, NOCTIHCYNbTHWIA Binb, PO3CiSHUI CKNepos,
3axBOPIOBaHHA OpraHiB AuWXaHHsA, acTma, Kalenb, XPOHiYHe OOCTPYKTMBHE 3axBOPKBaHHA IereHis,
6pOoHXOCTEHO3, 3ananbHi MOPYLUEHHs, 3ananeHHs cTpaBoxody, nevis, Metannasis bappeTTa, yTpyaAHeHe KOBTaHHS,
ractpoesocpareansHa pedritokcHa xBopoba (FTEPX), Bupasku wwnyHka i ABaHagUsTUNANoi KUWwKW, yHKUioHanbHa
auncnencis, CMHAPOM MoApa3HeHOol TOBCTOI KMLLKM, 3anarnbHa XBopoba KWLLIEYHWKY, KONIT, rpaHyromaTo3Ha xsopoba,
rinepyyTnuBicTb y Ta3oBin obnacTi, 6inb y TasoBi obnacTti, MeHCTpyanbHUin 6inb, HUPKOBA Korika, HETPUMAaHHS Ceui,
LmcTUT, onikn, ceepbnsuka, ncopias, WKipHa cBepbnsayka, 6noBaHHS.

10. ®apmaueBTUYHa KOMMO3MLs, WO MICTUTb CMonyKy 3a n. 1 abo ii dapmaueBTUYHO NPUAHATHY Cinb abo conbear i
dapmMaLeBTUYHO NPUNHATHUI HOCIA 200 HanoBHIOBaY ANs Hel.






