I'matupamepy auerat (Glatiramer acetate) RMP v8.0

YACTHHA VI. PE3IOME IIVIAHY YIIPABJIIHHSA PUSUKAMUAU

Pe3rome muiany ynpasJiiHHS pU3HKAMHM VIS JiKapcbkoro 3aco0y Komakcon 40
(Copaxone® 40) Ta KOMAKCOH®-TEBA (COPAXONE®-TEVA)
(raaTupamepy anerar)

Jlani BUKIaieHe pe3ioMe rany ynpasininas pusukamu (ITYP) nns nikapeskoro 3aco0y Komakcon
40 (Copaxone® 40) Ta KOITAKCOH®-TEBA (COPAXONE®-TEVA). YV ITYP onucani BaxxIuBi
PHU3HKH, TIOB’sI3aH1 13 3acToCyBaHHsM Tpenapary KomakcoH®, muisxy MiHIMi3alii IUX PU3UKIB Ta
OTpUMaHHs OunblI AeTanbHOI iH(poOpMalii Nmpo PHU3HKK 1 HE3 sSCOBaHI NMUTAaHHS (BiACYTHA
iHdopmartis) oo npemnapaty Komakcon®.

VY THCTpyKIii UIsI MEIUYHOTO 3aCTOCYBaHHSI JIIKAPCHKOTO 3ac00y, Y KOPOTKIM XapaKTePUCTHUIII
(SmPC) Ta nucTKy-BKIIaANi Jikapcbkoro 3aco0y KomakcoH® BukianeHa BakivBa iHpOpMaLis
JUTsI MEIMYHUX TIPAIiBHUKIB 1 MAIlIEHTIB PO HAJISKHE 3aCTOCYBaHHs npernapaTy KomakcoH®.

BaxxnuBi HOBI mpo0OJIeMH YH 3MiHU IOTOYHUX MPOOIIEM BiJOOpaKaTUMYTHCSI B OHOBJICHHX BEPCIsIX
[TYP ansa nikapcbkoro 3aco0y Komakcon®.

I. Jlikapcbkmii 3aci0 Ta MoKa3aHHSI AJI MO0 32CTOCYBAHHS

Komakcon® 3apeectpoBaHuid ISl JTIKyBaHHS PEHUIMBYIOUUX (OPM PO3CISTHOTO CKIIEPO3Y
(meranmpHa iH(OpMaIliS IOI0 MOKa3aHb HaBeleHa y [HCTPYKIT IsI MEIUYHOTO 3aCTOCYBaHHS
Jikapcebkoro 3acody Ta SmPC).

[Ipenapat MicTUTh rIaTUpaMepy aleTaT SK aKTUBHY PEUYOBHUHY 1 BBOIUTHCS y (GOpMI MiAMKIpHOT
1H €exIIii.

I1. Pu3uku, acouiiioBaHi 3 JiKapcbKUM 32C000M, TAa 3aX0AH s MiHiMiI3awii 200
OTPUMAHHS OiJIbII AeTAJBHOI iHpopMaLil PO XapAKTEPUCTHUKH TAKUX PU3HKIB

Hwxue BUKIaeHi BaXIMB1 pU3HKH, TTOB’s13aH] 13 3acTOCyBaHHAM Mpenapary KomakcoH®, a Takox
3aX0/H, CIPSMOBAaHI Ha MIHIMI3AIlIO WX PU3HMKIB, 1 3aIPONOHOBAHI JAOCTIHKCHHS IS O1IbII
JeTaTbHOTO BUBUEHHS PU3UKIB, TIOB’3aHUX 13 3aCTOCYBAHHAM JIiIKapchbKoro 3aco0y KomakcoH®.

3axoaamu, CIpSMOBAHMMH Ha MIHIMI3aIlil0 PU3HKIB, 1IEHTU(IKOBAHUX IS JIIKAPCHKUX 3acO0iB,
MOXYTb OyTH:

e CremianbHa 1HGOpPMAaITis, Taka SK 3aCTEPEKCHHS, MOMEPEIHKEHHS Ta pPeKOMEHAAIlil
II0JI0 HAJIEXKHOTO 3aCTOCYBAHHS Mpenapary, BUKIaaeHi y [HCTpyKiii A/is METUIHOTO
3aCTOCYBaHHSI JIIKapChKOTo 3aco0y, B JUCTKY-BKJIAMIl Ta KOPOTKIA XapaKTEPUCTHIII
TKapChKOTO 3ac00y ¥ MpU3HAYCH] [ MAII€HTIB 1 MEAMYHUX MPAI[iBHUKIB,;

e BaxnuBi pekoMeHallii, HaBeIeHI Ha yIaKOBIIi JIIKApChKOTO 3ac00y;

e 3aTBep/UKCHUN pO3MIp YMAKOBKM — KUIBKICTH JIKapchKoro 3aco0y B yHaKoOBII
00MpaETHCSA TAKMM YHMHOM, 1100 3a0€3MeUYUTH HOTO HaJIe)KHE 3aCTOCYBaHHS;

e Jlopsamok BiAmycKy JiKapchKoro 3aco0y — crmoci0, B KWW mpemnapar MOTparvise A0
TMalieHTiB (MPUMIpPOM, 3a perienToM abo 6e3 perenTa), MoKe JOTIOMOTTH MiHIMI3yBaTH
PU3HKH, TIOB’s13aH1 3 HOTO 3aCTOCYBAHHSIM.

Pa3zom Taki 3ax01u CKIaAat0Th pYMUHHI 3aX00u 3 MiHIMI3ayii pu3uxis.

JlonaTKkoBO [0 3a3HAYEHHMX 3aXOJIB MPOBOJAMTHCS Oe3MepepBHHM 30ip Ta PETYISIpHHUI aHami3
iHpopmanii mpo HebakaHi peakiii, BKIIOYHO 3 OILIHKOIO PeryisipHO OHOBIIOBaHUX 3BITIB 3
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oesmnexu (PSUR), 110 3a6e31euye MOKITUBICTh BXKUTTS, P HEOOX1THOCTI, HEBIAKIATHUX 3aXO0/TI1B.
Taki 3ax0u CKIAIAI0Th PYMUHHY OISIbHICIb 3 DapMaAKOHA2TAOY .

SIkmo BaxuMBa 1HQOpMALlis, 1O MOXeE BIUIMBAaTH Ha O€3MeKy 3acTOCYBaHHS IIpernapary
Komakcon®, 11e He oTpuMaHa, Ipo 1€ BKa3yEThCS y PO3/LII «BIACYTHS 1H(POpMAIIish HIKYE.

I1.A Ilepenik BakJIMBUX PU3HKIB TAa BiICYTHBOI iH(popMamii

BaxxnuBumu pusukamu aiis npernapary KomakcoH® € pusukH, siKi MOTPeOYIOTh 3aCTOCYBaHHS
CreIiaJbHUX 3aXO0/IiB 3 YIPABIIHHSI PU3UKAMU /IS TOAAIBIIOTO BUBYCHHS a00 MIHIMI3allil pU3UKY
3 METOI 3a0e3reueHHs O€3MEeYHOT0 3aCTOCYBAaHHS JIKApChKOro 3aco0y. BaxkiauBi pusuku
NOJUISIOThCA Ha ieHTH(iKOBaH1 a00 MoTeHMiiHI. [nenTndikoBaHi pu3uku — 11e TpoodIeMH, 11010
SKUX 310paHO JIOCTAaTHHO CBIYEHB, SIKI JOBOIATH iX 3B'A30K 13 3aCTOCYBAaHHSIM IperapaTy
Komakcon®. [ToTeHIIIHHUMH pU3HKaMU BBa)KAIOTHCS MPOOJIEMH, SIKi MOXKYTh OyTH IOB’s3aHi 13
3aCTOCYBAaHHSIM IIbOTO TPENapary, BUXOISYH 3 HASIBHUX JaHUX, OJHAK JUIS SIKUX TaKWH 3B'S30K
OCTaTOYHO HE BCTAHOBJICHUH 1 MOTpelye I0IaTKOBOro BHBYEHHS. BiacyTHs indopmariis —
iH(OopMartis o0 6e3MmeKu JIKapChKOTo 3ac00Yy, sIKa € BIICYTHBOIO Ha IIeH Yac 1 Mae OyTH 310paHa
(TIpuUMipoM, IIIO CTOCY€ETHCS JOBTOTPUBAIOTO 3aCTOCYBAHHS MIpemapary).

Taoauus 21. IlepeJik BaXJIMBUX PU3HKIB Ta BiACYTHBLOI iHGopmaumii

Ilepestik BaxkINBUAX PU3UKIB Ta BicyTHHOI iH(opmanii

Basxnusi inenrudikopani ®  VpakeHHS NEYiHKH

pH3HKH

BasxuBi NOTEHLINHI pU3UKH e  Hemac

Bincyras inpopmanis ®  Dbesmeka 3aCTOCYBaHHS JITHMH Ta I TITKAMA
®  Dbesmeka 3acTOCYBaHHS y Mepioj BariTHOCTI

I1.B Pe3rome Ba:KJIMBUX PU3UKIB

Tabaununs 22. Baxkausuii ineHTH(IKOBAHUI PU3HK: YPasKkeHHS NeYiHKH

BaxauBuii inenTudikoBaHuii pu3nK:

YpakeHHS Ne4iHKH

CBiTYCHHS  HASBHOCTI | Y KIIHIYHUX JOCIHIDKCHHSX YaCTO CIIOCTEPIralucs BUITAJKU BIIXWICHHS BiJl HOPMU
3B’513Ky MK PU3MKOM Ta | MOKa3HUKIB (yHKIIOHANBHHUX MPOO NEYiHKH.

3aCTOCY BaHHAM V nicnspeectpaniiiHoMy Iepioai HAAXOIWIM MOBIAOMIIEHHS PO PIAKICHI BHOAIAKA

JUKAPCHKOTO 3ac00y TSDKKOTO YPaXKEHHS NEeYiHKH (y TOMY YHCI MPO TeNaTUT 3 KOBTAHUIICIO, IEIiHKOBY
HEIOCTATHICTE T4, B OKPEMUX BHIIA/KAX, TPAHCILIAHTALIIO TIEYiHKH) TP 3aCTOCYBAHHI
[IaTHpamMepy aeTary.

dakropu pu3uky Ta | Jlo cymyTHIX cTaHiB, po sKi MOBIIOMIISUIOCS B IICJISIPEECTPALIIMHUX 3BITaX, HaJEKaJIH
IPYIIH PU3UKY HaJMipHE B)XMBaHHS aJKOTOJIIO, HasIBHE 3apa3 ado B aHaMHE31 ypasKeHHs NEeUiHKU Ta
3aCTOCYBAHHS IHIIMX MOTEHLIIHO IelaTOTOKCHYHUX JIIKAPCHKUX 3aC00iB.

3axomu 3 MiHIMI3aWIl | PymunHi 3aX00u 3 MiHIMI3ayil pusuxy
PHU3HKY Indopmanis, Buknagena B Posainax 4.4 ta 4.8 SmPC.

Indopmarnis, Buknagena B Pozainax 2, 4 nuctka-BKIa KU,

Indopmarmis Bukmanena y Poszmimax «OcobmmBocTi 3actocyBaHHA.» Ta «IloOidHi
peakii» [HCTPYKIIii 11 MEIUNYHOTO 3aCTOCYBAaHHA JTIKApCHKOTO 3ac00y.




I'matupamepy auerat (Glatiramer acetate) RMP v8.0

Baxnusuii ineHTH(IiKOBAHUI PU3HK:

YpakeHHs NeYiHKH

| Le#t mikapcbkuii 3aci0 BiAIyCKAETHCS BUHATKOBO 32 PELICIITOM.

Taboauus 23. Bincyrhs indpopmanisi: be3neka 3actocyBaHHs JiTbMH Ta NiAJIITKAMHU

BigcyTHs indopmanin:
Be3neka 3acTocyBaHHA AITbMH Ta NiNIITKAMHU

3axomu 3 MiHIMI3AIl | PymunHi 3axX00u 3 MiHIMI3ayil pusuxy

PU3HKY Indopmaniss moa0 OOMEXKEHOCTI JaHWX NPO 3aCTOCYBaHHS IpernapaTry AITbMH Ta
MiUTITKAMH, a TAKOXK IIOJI0 TOTO, B SIKMX TpyHax MeJiaTpUYHUX MAli€HTIB HE CIiJ
3aCTOCOBYBATH JIIKapChKHiA 3aci0, BukianeHa B Po3nini 4.2 SmPC.

Iadpopmartis, Bukinagena B Po3mim 2 IucTka-BKIAIKH.

Indopmaris mom0 OOMEKEHOCTI JaHUX MPO 3aCTOCYBaHHS IMpernapary JiThbMH Ta
MiUTITKAMH, a TAKOXK IOJ0 TOTO, B SKMX TpyHax MeJiaTpUYHUX MAIli€HTIB HE CIiJ
3aCTOCOBYBATH JKapChKUi 3aci0, BukimageHa B Po3aimi «Cnoci0d 3acToCcyBaHHS Ta
J03W» [HCTPYKIIT VT MEIUIHOTO 3aCTOCYBAHHS JTIKApCHKOTO 3ac00y.

et mikapcbkuit 3aci0 BiAITyCKAETHCSI BUHATKOBO 32 PELICIITOM.

Taboauus 24. BincyTHs indopmaunisi: be3neka 3acTocyBaHHsl B mepioJ BariTHOCTI

BincyTHs ingopmanin:
Be3neka 3acTocyBaHHs B NepioJ BariTHOCTI

3axomu 3 MiHIMI3ALIl | Pymunni 3ax00u 3 MiHIMI3ayil pusuxy
PHU3UKY Pexomenpanis, Bukiaaena B Posaini 4.6 SmPC.

Iadopmartis, Bukiagena B Po3mim 2 IucTKa-BKIAIKH.

Pexomenparist, BukmageHa y Posmimi «3actocyBaHHsS y mepion BariTHOCTi abo
TOyBaHHS IPyAro» [HCTPYKIIT 11 MEAUYHOTO 3aCTOCYBAHHS JIIKapCHKOTO 3ac00y.

Le#t mikapcbkuii 3aci0 BiAITyCKAETHCSI BUHATKOBO 32 PELIEIITOM.

I1.C Ilnan nicasipeecTpauiiiHOro po3BUTKY

II.C.1 locaigskeHHs, 10 € YMOBOIO OTPUMAHHS PEECTPAII{HOI0 MOCBiTYeHHS

HocmimxenHs abo crerianbHi 3000B’sI3aHHS, M0 € YMOBOI OTPHMaHHS PEECTPALIHHOTO
MOCBITUEHHS Ha JiKapchkuii 3aci6 KomakcoH®, BiiCyTHI.

I1.C.2 Inmi gocaigskeHHs B IJIAHI MICAsIPeECTPANiiHOr0 PO3BUTKY

Hemae mocmimkenb, IPOBESHHS SKUX BUMATa€eThCs I Jlikapcbkoro 3aco0y KomakcoH®.
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