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3A5IBA
Ha NPOBE/IeHHS ePKABHOT OLIHKH MEAHYHHUX TEXHOJIOTIH

1. Tudopmanis npo 3ansuuka:

1) HaiivenyBanHs (npi3Bue, iM’s, no OaTtekoBi) 3asBHHKa — TOB Incen
FOkpeiin Cepgicis, Jlikapuyk Slpocnasa Iropisna (['eHepasibHuil aupekTop), Jleneka
Mapis Bacunisna (MeHemkep 3 10CTYIy Ha PUHKH);

2) MiCUe3HaX0KeHHS (Micue npoxuBanus) — M. Kui, Bya1. Jlertspisceka, 27T;

3) Homep Tenedony (Tenedakcy) — 044-5026529 ;

4) anpeca enekTpoHHoi nowTi — mariya.leleka@ipsen.com.

2. J1ani mo10 3asB1€HOr0 JIiKAPCHKOr0 3ac00y:

1) ToproBesnpHa Ha3Ba JiKAPCHKOro 3306y — ComaryJiiH ayToXellb;

2) MiXHapoiHa HenaTeHTOBAaHA Ha3Ba a00 CHHOHIMiYHe HaiMeHYBaHHS -
NaHPEeOTU;

3) cKkiaax JikapchKoro 3acoby (miroui Ta MONOMDKHI pedyoBHHH) — diloua
peuoeuna: lanreotide; | mornepeaHbO HAMOBHEHMH WIMPHUL MICTHTh JTaHPEOTHA (Y
BUITIAAI aHpeoTHxy auetaty) 120 Mr; donomiscni pedosumu: KUCIOTAa OLITOBA
JIbOJsSIHA, BOJA [UIs 1H €KIIIH.

4) bopma BUIyCKy, 10 MpPOMOHYeThCs I BKIOYeHHs 10 HamioHanbHOro
[epeiKy OCHOBHUX JIiKAPChKUX 3aco0iB Ta (a60) HOMEHKIATYD (MepetiKiB, CnHCKiB,
peecTpiB) | rnomepenHso HAMOBHEHMH WIMPUL MICTUTh NaHPeOoTHA (y BHIUIAM
Nanpeotuny auetaty) 120 mr; Po3uwH ast iH’€KUifl MPOJOHIOBAHOrO BUBIIBHEHHS.
JInsi rnuboKoro miAKipHOro BBEAEHHS.

5) BIIOMOCTI MpoO JepskaBHY PEECTpALilo 3asBIEHOrO JIiKapchKOro 3acody B
Ykpaini l'enepuuni npenapatu B Ykpaini ne 3apeecTpoBani.

COMATVYIJIIH AYTOXEJIb 120 MI' Tepmin peectpauii HeoOMeKeHuil 3
02.01.2019, UA/13432/01/01, Bupobuuk ITICEH ®APMA BIOTEK, ®panuis,
3asBHUK [[ICEH ®APMA, ®panuis

6) bapmakosoriyHa ais JikapcbKOro 3acody:

®apMakoaMHaMIYHI epeKTH

JlaHpeOoTH/1 € OKTaNenTHI0M, aHaJIOrOM TMPUPOTHOrO coMaTocTaTuHy. [ToxibHO
J10  NPHPOIHOrO COMATOCTATHHY, JIAHPEOTH MPHTHIYY€ psA  €HIOKPHHHMX,
HEeMPOEHIOKPHHHHUX, €K30KPMHHMX Ta MapakKpUHHUX MeXaHi3MiB. BussieHO
BUpPaXeHY TPOMHICTh JIAHPEOTH/y 10 COMATOCTaTHHOBUX pelienTopiB moauun SSTR
2 Tta 5, Hu3pka TpomHicTh g0 SSTR 1, 3 Ta 4. BBakaeTbcs, WO akTHBALlis
COMATOCTaTMHOBUX pelenTtopiB MoauHu SSTR 2 Ta 5 € OCHOBHUM MEXaHi3MOM, 110
JIeXKUTH B OCHOBI MPHrHiYeHHs cekpelii ropmony pocty (GH). Jlanpeotua Ginbiu
AKTUBHHH, HDK MPUPOJHUA COMATOCTATHH, Ta Mae Oinbur TpuBaiy Aito. [1pu ubomMy
BHUP@XEHA CEJEKTUBHICT BiIHOCHO FOPMOHY POCTY MOPIBHSHO 3 iHCYTIHOM J1a€ 3Mory
3aCTOCOBYBATH JiKapchKHi 3aci0 y jiKyBaHHI akpomeraii. '

JlanpeoTua, MomiOHO 10 COMATOCTATHHY, YMHWTH 3arajbHy eK3OKPHHHY
aHTUCEKPETOpHY Aito. Bid mpurnivye 6a3anbHy ceKpeuilo MOTHIIHY, UITYHKOBHX
iHriOyIO4YHX NMENTU/IB Ta MOJINeNnTHAIB MiALTYHKOBOT 31031, /e HE YMHUTH 3HAYHOT
Al Ha cexpeuilo TpaBHUX (epMeHTiB abo wUTyHKOBY cekpeliio. OkpiM ToOro, Biu
3HUKYE piBEHb MI1a3MOBOro XpoMorpaniny A Ta S-HIAA (5-rizpokcuinnonourosoi
KUCIOTH) ce4oBOIl KUCIOTH y nauieHTiB i3 GEP-NETSs i niaBuiieHum PIBHEM LIHX
MyxJMHHUX MapkepiB. JlaHpeoTHa 3ma4uHo npurHiuye now’s3ame 3 npUitoMoM DXKi
MoCHJIEHHsT KpOBOOOIry y BepxHiii Gpuikosiii aprepii Ta BopiThiii Beni. JlanpeoTua




3HAaYHO 3MeHIIye i ApoeNeKTPOIITHYHY CEKPeLlito B MOPOXKHIi KL (CEKPELi0 BOJIH,
HaTpilo, Kanilo Ta XJIOPHIB), sIKa CTUMYJIIOETHCS MMPOCTArjJaHAMHOM El. JlanpeoTua
3HMXKYE PiBeHb NPOJAKTHHY y MALI€HTIB i3 aKpOMerali€eto, ki OTPUMYIOTh JIIKYBaHHS
MPOTSIrOM TPUBANOro uacy. JIaHpeoTH YHHUTh MPUTHIYYBaIbHY Aif0 Ha €K30KPHHHY
KHIIIKOBY CEKpelito, TpaBHI FOPMOHH Ta MEXaHi3M yTBOPEHHS KJIITKOBHX MPOTOhiOpHII
MPU HOro 3acTOCyBaHHI B Teparii CHMITOMIB €HIOKPUHHHX MyXJIHH LLTYHKOBO-
KHIIKOBOTO TPAKTY, OCOOJHMBO KapLIMHOTAHUX Ty XJIHH.

7) dapmakoTepaneBTHYHA rpyna JiKapchbKOro 3acody Ta KO 3a aHAaTOMO-
T€PaNeBTUYHO-XIMIYHOK KJIacHDiKaLI€w —

[opmonu rinodisza Ta rimoranamyca Ta iX aHaJOTH; COMaTOCTATHH Ta HOro
ananoru. Kon ATX HO1C BO3.

8) 0/1He MmoKa3aHHs A0 MEAWYHOIrO 3aCTOCYBAHHS, 32 SKMM [OJIA€THCS 3asiBa-

JlikyBaHHsS HeHpOeHIOKPHUHHUX [MyXJHMH LITyHKOBO-KMIIKOBOIO TPakTy ado
miaumnyHkoBoi 3an03u (GEP-NETSs) 1-ro crynens AndepeHLiloBaHHs Ta MiAMHOKHHH
MyxJuH 2-ro cryneHs audepenuiroBands (iHaekc Ki67 mo 10%) mnoxomkeHHsIM 3
CepeaHbOl KHUIUWI, MAULTYHKOBOI 3a03i abo 3 HEBIAOMHM ITOXOUKEHHSM, MpH
BUK/JIIOYEHHI TMOXOUKEHHS 3 AUISHOK 3aIHbOI KHIUKH, Y AOPOCIHMX MALI€HTIB MpH
Hepe3eKTabeIpbHUX MiCIIEBOMOUIMPEHUX a00 MeTaCTaTUYHHUX IMyXJIHHAX.

9) nokazaHHS A0 MEJMYHOIrO 3aCTOCYBAHHS BIAMOBINHO 10 IHCTPYKLII IS
MeIMYHOr0 3aCTOCYBaHHs, 3aTBepkeHol MO3, 3a HagBHOCTI JiepyKaBHOI peecTpalii
niKapchbKOro 3acody B YKpaiHi;

JlikyBaHHs aKpoMeraiii Ipy MiJABUIUEHOMY PiBHI LHMPKYJIIOIOYOr0 TFOPMOHY
pocty (GH) Ta incyniHomoai6uoro c¢axropa pocty (IGF-1) nicns onepatnsHoro
BTpyuaHHs Ta/abo panioTepamii abo y pa3si, SKIWIO NPOTHIIOKa3aHi OMepaTHBHE
BTpy4aHHsi Ta/abo paaioTepariis.

JIikyBaHHs KJIiHIYHUX CUMIITOMIB, CIPUYHHEHUX aKpOMerasi€lo.

JIikyBaHHS KJIIHIYHUX CUMIITOMIB KapUMHOIAHUX MyXJIHH.

JlikyBaHHsI HEHPOEHAOKPUHHHX MyXJHMH UITYHKOBO-KUIIKOBOTO TpPakTy abo
niaunyHnkosoi 3ano3u (GEP-NETS) 1-ro ctynens audepeHuioBaHHs Ta MiAMHOXHHH
MNyXJuH 2-ro CTyneHs nudepenuiroBanns (inaekce Ki67 no 10%) noXomKeHHSM 3
cepeHbOl KMLIL, MALUTYHKOBOT 3ao3i abo 3 HEBIAOMHUM [MOXOMKEHHSIM, IpH
BUK/TFOYEHHI TMOXO/DKEHHs 3 JIISHOK 3aJHBOI KULIKH, Yy AOPOCIHX MAaLI€HTIB MpH
Hepe3eKTabelbHUX MiCUEBOMOIIMPEHUX a0 METaCTaTHYHUX My XJIMHAX.

10) crioci® 3acTOCyBaHHS;

PekoMeH/10BaHa 1032 CTAHOBUTB OJIHY 1H’€KLIO Jlikapcbkoro 3aco0y Comaryiiin
Aytoxens 120 mr koxkHi 28 nHiB. JlikyBaHHsi nikapcbkum 3acobom ComaryiiiH
AyTOXKelb CliJl MPOAOBKHTH CTUIBKH, CKUTBKH HEOOXiZHO Ul KOHTPOJIIO Hal
MyXJIMHOIO.

| 1) HAagBHICTh MMOKa3aHb /IO MEJIMYHOIO 3aCTOCYBAHHSI JIIKADCBKOrO 3aco0y Julsl
BUKOPUCTAHHS MiJl Yac HaAaHHA MEJMYHOI JOMOMOIrM MpPH CTaHaX, 10 3a3HAYEHI Y
[piopUTETHUX HAMPSIMAX PO3BUTKY cepr OXOPOHH 310POB .

MiHicTepcTBO OXOPOHH 310poB’st YKpainu onpuiioaHeHo npoekt [loctanosu
Ka6inety MinictpiB Ykpaiuu «I1po 3atBepmkenus HauioHaabHOT cTpaTerii KOHTPOIIO
OHKOJIOrIYHUX 3axBopioBadb 10 2030 poky», sikuii po3poOaeHO 3  METOI
BJIOCKOHAJICHHA JUSIIBHOCTI AE€PXKaBH OO MOCTYMOBOI0 3HHXKEHHS 3axaoplOBaHOCTi
Ta CMEpPTHOCTI, CIPUYHHEHOT OHKOJIOTIYHUMHU 3aXBOPIOBAHHSIMH, MIOKPALICHHS SKOCTI
JKUTTSl  TMALIEHTIB, 3a0e3neueHHss CTBOPEHHS1 CHUCTEMH HAAAHHS  JOCTYTHHX




BHCOKOSIKICHUX MeauYHuX nociyr B YkpaiHi, po3B’A3aHHs CHCTEMHHX Mpobiiem y
3a3HaueHi coepi.

3. Koporka Npono3Huisi mWoA0 JIKapchbKoro 3acody 3 onucom
3aXBOPIOBaHHSA (cTaHy), Ui1LOBOT KOrOPTH MAUIEHTIB TA PO.li J1iKapebKOro 3acoby
B Npoueci gikyBawusi i3 3a3HA4YeHHSIM KJIHIYHONO MapuIpyTy nauieHTa y
KOHTEKCTI BHKOPHCTAHHS 3aNMpoONOHOBAHOIO JiKapchKoro 3acofy. 3a3Ha4yuTH
nepenik (HoMeHKIaTypy) 260 A10KYMEHT, 10 SIKOTO 3aMpONOHOBAHO BK/IIOYHTH
3asIBJICHHH JliKapebKuii 3acif. 3a3HAauuTH po3aij, A0 SIKOrO 3anpornoHOBAHO

BKJIKWYHTH 3asIBJICeHHH JllKﬂpCbKHH 3aci0. Skuo nyHkTH 4—13 a0cbe MicTATh iH(opmalito 3
OOMEXKEHNM N0CTYNOM, 3a3HAauNTH. SKi YaCTHHM inpopmauii B UMX MyHKTAX € KOH(piZeHUiiiHHMI Ta HazatH
OOrpyHTYBaHHA W00 KoHineHUifiHoro XapakTepy Takoi iHpopmauii.

IIpononyeTbess BKIIOYeHHS: 10 OI0MKeTHHX 3aKyMiBellb 32 HANPSIMOM
3aKyniBe/ib: «XimioTepaneBTHYHI _mpenapaTd, paaiodapm mnpenapatd Ta
NpenapaTtu CynpoBOAY JUls JIKYBAHHS OHKOJIOMYHHUX 3aXBOPKOBAHb»

[linboBa koropra nmauientis 3 HEIT — 300 nauieHTiB.

[Totpeba y nikapcbkomy 3aco6i — 3600 yrnakoBOK Ha piK.

Hanpsim 3akyniBean: «XimiorepaneBTuuHi npenaparu, paaiodhapm
Ipernapary Ta npenapaTu CynpoBOIY JUIS JIiIKYBaHHS OHKOJIOTIYHUX 3aXBOPIOBAHbY

HelipoeHA0KpUHHI MyXJIMHU HA CbOTOHILLIHIN JEHB € aKTYaJIbHOIO [PO0JIEMOI0,
1110 OOYMOBJIEHO SIK 3pOCTAHHSIM 3aXBOPIOBAHOCTI, TaK 1 CKJIAAHICTIO 1IarHOCTHKH, a
TAKOX THUM, LI0 ICTOTHE IMOTipLICHHS SKOCTI KUTTS MAUI€HTIB, HABITh 3a HASBHOCTI
MeTacTa3iB, HACTYIa€ Ha JOCUTH Mi3HIHM cTaall 3aXxBoproBaHHs. «JlaHpeoTH1» B faHUM
yac UIMPOKO 3aCTOCOBYETHCS Y CBITI AN JIIKyBaHHS HEHPOEHAOKPUHHHUX MYXJIMH,
3a0e3revyroud MeIMKaMeHTO3HHI KOHTPOJIb HaJ MyXJIMHOKO 1 3aXHIIAI0YU MALIE€HTIB
BiJl MpPOrpecyBaHHs BaXKOI XBOpOOM, 3aBASKH IPOrHO30BAHOI TPHUBAIOCTI Aii €
MOXKJMBICTH OYTH BIEBHEHHM Yy KOHTPOJII HaJa 3aXBOPIOBaHHSAM, [PUYOMY
3MEHIIYIOThCsSl (IHAHCOBI BHUTPAaTH YCTAaHOBM OXOPOHHM 30pOB's 3a paxXxyHOK
3MEHIUEHHs TEPMIHIB JIIKyBaHHS B CTalllOHapi 1 ONTHMI3Y€TbCS BUKOPUCTAHHS
po6OoUYOro yacy MeIHYHHUM MEPCOHATIOM.

3 orasay Ha MOTpeOH CHUCTEMHM OXOPOHHM 3/10pOB‘s, Ha JaHUH 4ac BIJCYTHE
Halle)kHe 3a0e3leyeHHs] XBOPUX 3 HEHWpPOEHAOKPUHHMMH IyXJIHHAMM LLTYHKOBO-
KHULLIKOBOI'O TPAKTy Oyab-KUMH JIIKapCbKUMH 3aC00aMHU, TOMY BKJIFOUEHHS MEMUYHHX
TEeXHOJIOTiH JiKyBaHHS Li€l aKTyaJbHOI MATOJIOrii M03BOJUTE 3pOOHUTH MOXKIIUBUM
3a6e3MeYyruTH IHHOBALliMHE JIIKYBaHHS /I XBOPUX 3 BIAMOBIIHUM A1arHO30M.
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