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6 CTucanii BUKJIA/ IJIAHY YNPABJIiHHS PU3MKAMU

6.1. CTucauil BUKJAA IJIAHY YHPaBJiHHA pU3HKaMM s npenaparty Ozemmik
(cemarayTua y ¢popmi mixmkipHux in’ekuii aias jgdikyBanus [27T)

e crucnumii Buknan minany ynpapiiHHsA pusukamu (ITYP) mana mpemapary Ozemmik. Y IIYP
OXapaKTEePHU30BAaHO BaXKJIMBI PU3UKH, MOB’sA3aHI 13 3aCTOCYBaHHAM Ipenapary O3eMIiK, 1 OMHcaHo,
SKMM YMHOM iX MOKHA MIHIMI3yBaTH Ta SK OTpUMATH JETaNbHIIIy iH(GOpPMALi0 MPO PUKKH i
(hakTopu HEBU3HAUEHOCTI (BIJCYTHI JaHi), OB’ A3aH] 13 3aCTOCYBaHHAM IpenapaTty O3eMIliK.

[HCTpyKIis yIi MEIWYHOTO 3acTOCyBaHHs Jikapchkoro 3aco0y (IIM3JI3) MicTuth BaxiIuBy
iHpopMalio A7 MEAWYHUX HPALIBHUKIB 1 MAlli€EHTIB PO OCOOJMBOCTI 3aCTOCYBaHHs IpenapaTy
Ozemmik.

Heit ctucnuii Buknan [IYP mist npenapary O3eMmik ciiiji YUTaTH B KOHTEKCT] ycCi€l BUIIEHABEAEHOL
iH(dopmartii, y ToMy 4ucIIi 3BITY 3 OIIIHKK Ta CIPOIIECHOI aHOTaIlli, SIKl € YaCTHHAMH €BPOTIEHCHKOTO
3BITY 3 OLIIHKH JIiIKapchbkoro 3aco0y (€30J13).

Hosgi BaxuBi (hakTopu HeOe3NeKk: YU 3MiHU B MOTOYHUX (haKkTOpax HeOe3meku Oye BKIOYEHO J10
oHoBieHuX penakuiii [IYP s pikapceskoro 3aco6y O3emmik.

6.1.1 Jlikapcbkuii 3aci0 i moka3aHHs 10 32CTOCYBaHHS

OszeMmmiK CXBaJIEHO M JIKYyBaHHSA JIOPOCIUX TALI€HTIB 3 HE3aJ0BUIBHO KOHTPOJbOBAHUM
LYKpPOBUM JiabeToM 2-r0 THUIY, K JTOJATOK 0 Ji€eTH Ta (i3WYHMUX BrpaB (MOBHY iH(oOpMaliio
10710 MOKa3aHb JI0 3acToCcyBaHHs HaBeaeHO B [JIM3JI3). [lir0uoio peuoBHHOIO JTIKAPCHKOTO 3aC00Y
€ cemarnyTua. Jlikapcbkuil 3acid 3acTOCOBYEThCS Y (hOpMI MITMIKIPHUX 1H €KIIIH.

JleTanpHimnny iHGOpMAIIitO MPO OIIHKY acMeKTIB KOpHUcTi mpenapary O3emirik BukiageHo B €30J13,
KM BKJIIOYA€E CHPOILEHY AaHOTAallil0 3pO3yMUIOI0 MOBOIO Ta pO3MIIlEHHMH Ha BeO-caiTi
€BpOMEICHKOT0 areHTCTBa 3 JIIKapChKuX 3aco0iB (€AJI3) Ha CTOPIHIN JaHOTO JIIKApPCHKOTO 3ac00y
3a MOCUJIAHHSIM: (mocunanus Ha cTopiaky €30J13)

6.1.2 Pu3uku, moB’sA3aHi i3 3aCTOCYBAHHSAM JIIKAPCHLKOIo 3aco0y, i 3axoau 3 MiHimizamii ado
AeTAJbHOI XapaKTepPUCTHKH PU3HNKIB

Hwmxue okpecneHi BakJIHMBI pU3WKH, TOB’s3aHI 13 3acTOCyBaHHsM mpemapary O3eMImiK, a TaKox
3aX0M 3 MiHIMI3allli PU3UKIB Ta 3aMpPOTIOHOBAHI JOCIIKEHHS, 3 AKUX MOXHA JI3HATHCH OUIBIIE
TIPO 11l PU3HKHU.

3axo/u 3 MiHIMi3allli pU3KKIB, BCTAHOBJIEHI /IS JIIKAPCHKOTO 3ac00y, MOXKYTh BKIIOYATH:

— KonkpetHy iH(poOpMarito, Taky sIK 3aCTEpeKEeHHs, paBuiIa O0e3MeKy Ta opaayu 00 KOPEKTHOTO
3aCTOCYBaHHs B IHCTPYKIIi JUIs MEIWYHOTO 3aCTOCYBaHHS JIIKAPChKOTO 3aco0y, aapecoBaHy
MarieHTaM Ta MEAMYHUM TpalliBHUKaM,

— BaxxnuBi nmopaau 1moA0 maKyBaHHS JIIKapChbKOTo 3ac00y;
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— CxBajieHUll 00’€M YNAaKOBKM — OOHMPAETHCSA KUIBKICTH JIIKAPCHKOTO 3acO0y B YMAaKOBLI JUIS
3a0e3nedyeHHs HOro KOPEeKTHOTO 3aCTOCYBAaHHS;

— IIpaBoBuii cTaTyc JiKapchKOro 3aco0y — KaTeropis BIAMYCKY Ipemnapary marieHTaMm (HampuKIiIa,
3a pelentoM 4u 0e3 pelenTy) MOXe IOIMOMOTTH MiHIMI3yBaTH pPH3UKH, IOB’S3aHI 3 MOro
3aCTOCYBaHHSM.

Pazom 111 3ax0111 CKIIaIal0Th pYMUHHI 3aX00U 3 MIHIMI3ayii pU3UKIG.

[Topsia 13 MU 3ax0aMu MTOCTIHHO 30UPAIOTHCS Ta PETYISPHO aHAI3YIOTHCS JIaHi IIO0 MOOIYHUX
edekTiB, BKIOYaoun ouiHKy Ilepioguunoro 3BiTy 3 Oesmeku Jikapcbkoro 3acody (I13BJI3), mis
TOTO 1100 32 HEOOXITHOCTI MOKHA OyJIO HEraHO JiSITH.

i 3ax0au SABISAIOTH COOOI0 pymuHHi 3aX00U hapMaKoHazisioy.

6.1.2.1 IepeJtik BaxkJIMBUX PU3HKIB i BiICYTHIX TaHNX

BaxuinBi pu3uku, NOB’s3aHI 3 3aCTOCYBAaHHAM JIKapchbKoro 3aco0y O3emmik, — L€ pU3UKH, SKi
noTpeOyroTh CIEIiaIbHUX 3aXO[iB 3 YHPABIIHHSA PU3UKAMH JUIS TMOAAJIBIIOTO JTOCIIIKEHHS a00
MIHIMI3al[il pU3UKY 3 METOI0 0€3MEeYHOro MpUiloMy JiKapchbKOro 3aco0y. BaxuinBi pU3uKu MOXKYTb
PO3IIISIIATHCH SIK BCTAHOBJICHI 200 MOTEeHIT1HHI. BcTaHOBIICH] pU3UKH — 11€ GaKTOpPH HEOE3IMeKH, /IS
SAKMX ICHYIOTH JIOCTaTHI JOKa3M ILIOJO0 IXHBOTO 3B’SI3KYy 13 3acTOCyBaHHAM mpemnapary O3emmik.
[orenmiiini pusuku — 1e ¢GakTopu HEOE3MEeKH, Uil SKUX 3B’S30K 13 3aCTOCYBaHHSM I[HOTO
JKapChKOTO 3ac00y € MOKJIMBUM Ha TIiJICTaBl HAIBHUX JAHUX, aJie 1Iei 3B sI30K I1e HE JOBEICHHM 1
notpeOye MmoaanbInoi OmMiHKKA. BifcyTHI MaHi — 1€ aHi o0 0e3MeKH JTIKapchKoro 3acoly, sKi Ha
JaHWH Yac BIACYTHI 1 sKi HEOOXiMHO 3i0paTu (HAMpHKIAJ, MO0 JTOBrOCTPOKOBOTO 3aCTOCYBaHHS
JTKapChKOTO 3ac00Y).

Ta6auns 6-1 Iepesik BakJIMBUX PU3UKIB i BiICyTHIX 1aHnX

IlepeJtik BaxkJMBHX PU3MKIB i BiICYTHIX IaHUX
BaxJ11Bi BCTAaHOBJICHI PU3HKH — YckiaiHeHH 11a0eTHYHOT peTHHOMATI|
BaxnuBi OTEHIIHI pU3HKU — Pak miauumyHKOBOI 3271031
— MenynsapHuid pak HMTONOI0HOT 331031
BincyTHi nani — BaritHicTb 1 TaKTaris
— ITamieaTnn 3 TSHKKOIO [IEYIHKOBOIO
HEIOCTATHICTIO

6.1.2.2 KopoTka XapaKTepHCTHKA Ba;KJIUBUX PU3HKIB

Tabauus 6-2 YckinagHeHHs Aia0eTHYHOT peTHHONATIY

Jani, gkl | Pu3uk  ycknmagHeHb ia0eTudHOi peTuHomatii OyJo BCTAHOBJIEHO 3a

MiATBEPKYIOTh pe3ylbTaTaMu  JIOCIIDKCHHS 3 OIIHKU CePIEeBO-CyJAMHHUX HACHIJIKIB

38’530k pusuky 3 | (JOCCH; SUSTAIN 6), mo sxoro B 1ijioMy OyJl0 BKJIIOYEHO

JTIKapChKUM 3297 yuacuukiB 3 JI2T Ta Bucokum ceprieBo-cyauaaum pusukom. 3 JIOCCH

3aco0om (SUSTAIN 6) He BUKIIOYAIUCh YYaCHUKH 3  JIIarHOCTOBAHOIO
npoiepaTUBHOIO PETHHOMATIEID a00 MaKyJOoMaTielo, fKi MoTpedyBamu
HEB1JIKJIQJIHOTO JIIKYBaHHSI.
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@dakTopu PHU3UKY 1
IpYyNHU PUBUKY

daxTopu PU3UKY AJIS MaLll€HTA BKJIIOYAIOTh CTApIIUH BIK, JOBIY TPUBAIICTb
niabeTy, He3aJ0BUIbHUI KOHTPOJb TJiKeMii, HasSBHICTh A1a0eTHYHOT
peTHHOMATIi B aHaMHe31 Ta CTpiMKe 3HWKEHHs piBHA HbA1c.

3axoau 3
MIHIMI3allil pU3HUKY

Pymunni 3axoou 3 minimizayii pusuxy:
Pozninu «OcobnuBocti 3actocyBanHsa» Ta «Ilo0iuni peakuii» [JIM3JI3.

Jooamxkosi 3ax00u 3 Minimizayii pusuxy:
Hemae

JlogaTtkoBi  3axonu
(bapmakoHarsLy

Looamxkosi 3axo0u gpapmaxonaznaody:
Hocnimxenns NN9535-4352 (JloBrocTpoKOBi aclieKTH BIIUBY CEMAarIyTUAY
Ha nepeOir aiadbernunoi perunonatii y nauieHTis 3 J2T [FOCUS])

Oruisiz m1aHy MOCTPEECTPAIMHUX JTOCIIKEHb BUKIaeHo B Po3mimi 6.1.2.3.

ITepestik ckopoueHb:

JNOCCH = mocnikeHHS 3 OLIHKU CepIeBO-CyIMHANX Hacaiaki; [JIM3JI3 -

THCTPYKIIIS JUTsl MEAMYHOTO 3aCTOCYBaHHS JIIKApChKOTO 3aco0y; JI2T = mykpoBwuii giaber 2-ro TUIy.

Ta6auusa 6-3 Pak niamiyHkoBoi 32,1031

Hami, K1
MiATBEPIKYIOTh
3B’SI30K PHU3UKY 3
JTIKapChKUM

3acoboM

[MamienTu 3 [12T, a TakoX NaliEHTH 3 HAAJIUIIKOBOIO Baroko Yu 0KUPIHHSM,
3HAXOAATbCA B TPYMi MiJBUIIEHOTO PU3MUKY JESKUX BHUAIB 3JI0SKICHUX
HOBOYTBOpEHb, TAKUX SK PaK MiANUIYHKOBOI 3a103u. Ha croronHi BiicyTHI
JaH1 KITHIYHUX JOCTiIKEHb, sIKi O MiATBEPIXKYBalH, 10 TEParis Ha OCHOBI
['TITI-1 migBUIye PU3UK PO3BUTKY paKy HiALLIYHKOBOI 3ai03u. OgHAK pak
MiIITYHKOBOI 3a703M BKIIOYEHO SK BAXIIMBHUN TOTEHIIHHUN PU3WMK Ha
migcTaBi mpoueaypu mneperisimy y 2013 p. 3rigHo 31 Cratrero 5(3)
Pernamenty €C 726/2004 (EMEA/H/A-5(3)/1369)

daxkTopu pPHU3UKY 1
IpyIH PUBHKY

daxkTopu PU3MKY 3T0AKICHUX HOBOYTBOPEHb BKIIIOUAIOThH J11a0€T, XpOHIYHHM
MaHKPEaTHT, OXKUPIHHS, HU3bKHH piBeHb (DI3MUHOI AKTUBHOCTI, CTapIIHii
BIK, TAQJIHHS, 3JIOBKUBAHHS QJIKOTOJIEM, YMOBH JOBKIUIS, 3JIOSAKICHI
HOBOYTBOPEHHSI B OCOOMCTOMY aHaMHe3l Ta paK MiANUTYHKOBOI 3aJl03U B
ciMeliHOMY aHaMHe31 i 1HII1 ()aKTOpU T€HETUYHOI CXMIIBHOCTI.

3axonu 3
MiHIMI3alli1 pU3HUKY

3axo/u 3 MiHIMI3allii pU3HUKY BiACYTHI

JonaTkoBi  3axoau
(hapmakoHarsI Iy

Jooamxkosi 3ax00u ghapmaxonaznsaoy:

Hocnimxenns NN9535-4447 (EnineMionoriuHa OIiHKA PU3HKY PO3BUTKY
paKy MiIIUTYHKOBOI 3aJ03W y 3B’A3Ky 3 MPHUHOMOM ceMariyTuay y
nanienTis 3 J[2T)

Oryisiy IIaHy MOCTPEECTPAIliHHUX TOCIIPKeHb BUKIIaaeHo B Po3im 6.1.2.3.

Ilepenix ckopoyenn: I'TIII-1 =

THUITY.

riokaroH-noaioamii nentun-1; 2T = mykpoBuid miabet 2-ro

Tabauust 6-4 MenyJsipHuii pak mMTONOAIOHOI 321031

JaHi, K1
I ITBEPUKYIOTh
3B’SI30K PHU3UKY 3
JKapChbKUM

3aco00M

Lle#t nmoTeHIMHUI PHU3UK IS TpenapaTiB JaHOTO KIacy IPYHTYEThCS Ha
pesyibpTaTax IOCIDKeHh Ha MUINAX 1 IIypax JUIsi BCIX CXBaJCHUX Ha
crorogai AP TITIII-1 TpuBanoi mii. [laHi MOHITOPUHTY KaJIbLUTOHIHY
(mapkep MPII3) y mmasmi B paMKax MOporpaMH KJIIHIYHUX JOCTIHKCHB
epeKTHUBHOCTI Ta Oe3neku cemartyTuay y ¢opmi 1/m  iH €Kil Ta
NEpOPAIBHOrO CEeMariJyTuay He MiATBEp/UKYIOTh BIUIMB CEMAariyTUAy Ha
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PIBEHb KaJIBIIMTOHIHY Y JIIOJCH.

®dakTopu pPHU3UKY 1
TPYyNH PUBHKY

@akropu puzuky po3Butky MPII3 BKIIOYaOTh HAsBHICTH MHOXKHUHHOI
eHokpuHHOI Heorntasii 2 (MEH2) B cimeliHOMy 9u 0cOOMCTOMY aHaMHE3i.
MEH - wne rpyna 3axBOpIOBaHb, IIOB’Si3aHa 3 HOBOYTBOPEHHSMU B
SHIOKPHHHIN CUCTEMI.

3axonu 3
MIHIMI3allil pU3HUKY

Pymunni 3axo0u 3 minimizayii pusuxy:
Poznin «/loxmnaiuni gaxi 3 6e3mexm» [JIM3JI3.

Jlooamxkogi 3axo0u 3 MiHIMI3ayii pusuxy:
Hemae

JlogaTkoBl  3axomu
(dhapmakoHarsi Ly

Jlooamxkogi 3axo0u papmakonaznsady:
Hocmimxenns MTC-22341 (CnocrepexHe TOCTiIKEHHST MeIyIIPHOTO PaKy
murono1i6Hoi 3ano3u (MPIL3); Peectp cepiii Bunakin)

Oryisiy IaHy MOCTPEECTPAIliHHUX JOCIIPKeHb BUKIIaAeHo B Po3im 6.1.2.3.

Hepesik ckopoyenb: MEH2 = MHOXMHHA eHnoKpuHHA Heomuasig 2; MPL3 = menynsapuuii pak

IIMTOIMOMIOHOT 3aj03M; II/II

migmkipaui  (-0); IAM3JI3 — iHCTpyKuis JUis MEIUYHOTO

3aCTOCYBaHHS JIIKapChKOT0 3aC00y

Taoauus 6-5 BariTHicTb i JakTanis

3axonu 3
MiHIMIi3aIi1 pU3uKy

Pymunni 3axo0u 3 minimizayii pusuxy:

Posnmin «3actocyBaHHs y TepioJl BariTHOCTI ab0 TOXYBaHHS TPYIUTIO»
[IM3JI3.

Jlooamkogi 3axo0u 3 MiHIMI3ayii pusuxy:

Hemae

IlepeJiik ckOpoYeHb:

[JIM3JI3 — iHCTpYKITis JUIsl MEIMYHOTO 3aCTOCYBaHHS JIIKAPCHKOTO 3aC00Y

Taoauns 6-6 IManicHTH 3 TAKKOIO MEUYiHKOBOIO HETOCTATHICTIO

3axonu 3
MiHIMIi3aIi1 pU3uKy

Pymunni 3axo0u 3 minimizayii pusuxy:
Posnmimu  «Croci6 3acTtocyBaHHS Ta 103u» Ta «®DapMakOKiHETHKA» B
IJIM3JI3.

Jlooamkogi 3axo0u 3 MiHIMI3ayii pusuxy:
Hemae

Iepesik ckopo4eHb: 1JIM3JI3 — iHCTpyKILis 1JIsl MEAMYHOTO 3aCTOCYBaHHs JIKAPCHKOTO 3ac00y .

6.1.2.3 [11an nmocTpeecTpaniiiHoi po3podKu

6.1.2.3.1 JocainzkeHHs, ki € yMOBaMH JOMYCKY MpenapaTy Ha pUHOK

Hlono mpemnapaty O3eMmiK HeMae JTOCIIIXKEHb, SIKI € yMOBaMH HOro JOMYCKy Ha PHUHOK, abo
KOHKPETHHUX 3000B’s3aHb.

6.1.2.3.2 Inmi qocaimkeHHs B IUIaHI MOCTPeecTpaliiiHoi po3podKku

NN9535-4352 (FOCUS)
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Meta nocnipkeHHA: MeTa IIbOrO PaHIOMI30BAaHOTO KIIHIYHOTO MJOCHIDKEHHS — BCTaHOBHUTHU
JIOBFOCTPOKOBI HACHIJIKA 3aCTOCYBAaHHS CEMarylyTHAy Ha repelir aiabeTtudHoi peTrwHOmaTii y
MamieHTiB 3 MykpoBuM pgiabetom 2-ro tumy (/[2T) 3a gomoMoror 3araJbHOBH3HAHUX 1
CTaHJAPTU30BAHUX METO/IB O()TAIbMOJIOTIYHOT OL[IHKH.

NN9535-4447

Merta nocnipkeHHs: MeTta 10oCHiKeHHs — 3°sICYyBaTH, Y IPU3BOJINUTh 3aCTOCYBAHHS CEMariyTUIy
JI0 TABUIICHHS PU3UKY PaKy MiANLIYHKOBOI 3a103H y namieHTiB 3 J12T.

MTC-22341

Merta nocnimkenHs: JlaHy mporpamy akTHBHOTO CIIOCTEPEKEHHS 3a 3axBoproBaHicTio Ha MPII3
OyJ0 3alo4aTKOBAaHO 3 METOI MOJANbIIOI OIIHKA MOTEHUINHOrO 3B’S3KYy MIXK JIKyBaHHSAM
aroHicTaMu penenTopiB riokaroH-mogionoro nentuay-1 (AP I'TIIT-1) TtpuBanoi aii Ta 4acTOTOIO
BuHukHeHHs MPIUI3 y mogpell. Peectp Bunankie MPII3 € mnOCTMapKeTMHIOBOIO BHUMOIOIO
VYupasininasa npooBoibeTBa i MequkamenTiB CIIA (VIIM) mnst npenaparis AP T'TIIT-1 TpuBanoi
.



