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Ontilyv (opicapone)

06w npernea Ha Ontilyv n ocHoBaHUS 3a pa3pellaBaHe B E~§s
S
B&Y

Ontilyv e nekapcTBO, KOETO € MOKa3aHo 3a JIeYeHMEe Ha Bb3pacTH fanecrra Ha Parkinson,
NpOrpecuBHO MO3bYHO HapyLlleHne, KOETO NPUYNHABA TpenepeH,Q CKY/Ha purngHocT n 3abassaHe Ha
ABWXeHusaTa. Qj

KakBo npeacrasnssa Ontilyv n 3a kakBo ce nsnons

Ontilyv ce uanonsea KaTo AOMNbJ/IHUTESIHA Tepanus Npu na HTW, KOUTO MMaT MOTOPHU DNyKTyaumu,
[OKAaTo ce sieKyBaT C KOMBMHMpaHW nekapcTea 3a 6onegza Ha Parkinson, ceabpxawm nHxMbutopm Ha

aona gekapbokcunasa (OKK). Q/
dnykTyauuTe HacTbnNBaT, KOraTo AeNCTBMETO Ha pCTBOTO OTCNabHe M cMMNTOMUTE ce 3aBbpHaT
npeauv Aa ce NpuaoXxu cneaBallaTa Ao3a. Te ¢ p3aHu Cc HamansBaHe edekTa Ha nesogona. Mo

BpeMe Ha Te3u ABUraTenHu GayKTyaumm nauyMeHTsT NpeTbpnsaBa BHE3aMHU ,NPeEBKAOUYBAHNS" MeXay
nepuoan cbC 1 6e3 afleKBaTeH KOHTPOJ H b«t
npo6semMu, a NpM BTOPOTO M3NUTBA 3a eHus ga ce aBwxu. Ontilyv ce nsnonsea, Korato Tesu

NTOMUTE, KAaTo NP NMbpPBOTO HAMa ABUraTeEJIHU

dbnykTyauum He morar ga 6baaT osna@m CaMO CbC CTaHAAPTHUTE KOMBWMHALUUK, CbabpXKalliu
nesojona.

ToBa NeKapcTBO € CbLOTO KaT Jentys, koeTo Beye e paspelueHo 3a ynoTtpeba B EC. dupmara
npounssoanten Ha Ongentys Tla cbrnacue Hay4yHuUTE M AaHHM Aa ce u3nonssat 3a Ontilyv
(,mHdOPMUpaHO cbrnacuey

Ontilyv cbabpxa akTu BelecTBo onnkanoH (opicapone).

Kak ce usnonsg Ontilyv?

NekapcTBEHU %bO,CI,YKT ce oTnycKa no nekapcko npeanucanHue. Ontilyv ce npeanara noa dopmaTta Ha
Kancynu, K’K ce npuemart npe3 ycTtaTa. [penopbynTtenHaTa Ao3a € 50 mg, npueMaHa Be4HbX AHEBHO
npeamu nﬂ@e, Han-mMaskKo eaAnH Yac npeau unu cnes KombuHmpaHuTe nekapcrTea c 1esoaona.

3a nq@ mHdbopMaumsa oTHOCHO ynotpebaTta Ha Ontilyv BuXTe nucToBKaTa wiam ce CBbpXeTe C Bawus

nelc{pvmm dapmaueBT.
¥
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Kak gencrea Ontilyv?

Mpn naumeHTn c 6onect Ha Parkinson MO3bYHUTE KNETKU, KOUTO NpOmM3BeXAaT HEBPOTPAHCMUTEPA
AOoMaMuH, 3anoyBaT ga ymmpaT U KOJIMYeCTBOTO Ha AOMaMWH B MO3bKa HaMansea. B pesyntaT Ha TOB®
naumeHTMTe ry6aT cCNoCoOBHOCT Aa KOHTPONMpAT HALAEXAHO ABMKEHUATA CU. AKTUBHOTO BELLECTBO
Ontilyv, onnkanoH, Bb3CTaHOBSIBa HMBaTa Ha AOMNAaMWH B OHE3M 4YacCTu Ha MO3bKa, KOUTO KOHTponaT
ABWMXEHUATa U KoopauHaumsaTa. Tol nogcunea edeKkTnTe Ha NeBofona, aHasnor Ha HeBpoTpa Tepa
[OMNaMuH, KOWTO MOXe Aa ce npuema npes ycrata. OnmkanoH 6/10Kknpa eH3nM, Hape4deH Ka n-0-
MeTunTpaHcdepasa (COMT), KONTO yyacTBa B pa3rpa)kaHeTo Ha sieBoaona B opraHu3mMa. "B pesyntaT
neBojona ocTtaBa akTMBeH No-Abaro. ToBa nomara ga ce nofobpaT cMMNTOMUTE Ha 6on.§wa Ha
Parkinson, HanpuMep ckOBaHOCT U 3abaBsiHe Ha ABUXEHUATA. /O

KakBu nonsum ot Ontilyv ca ycraHoBeHu B npquBaHmrra?\z\

Monsute ot Ontilyv npu 6onect Ha Parkinson ca uscneasaHu B ABe OCHOB poyuBaHus. B nbpBOTO
npoy4yBaHe Ha 600 naumMeHTN c dnykTyaumm e npunoxeH Ontilyv, eHTa (apyro nekapcTBo 3a
6onectra Ha Parkinson) unun nnaue6o (cnsno neyeHne) B AOMb/HEHMN HacToswaTta UM KoMbunHauus
c nesogona/nHxnbutop Ha AKK. ToBa npoyuBaHe pa3srnexja B Kaxﬁ;cQZneH NleyeHusATa CKbCABaT
BpeEMETO, Npe3 KOeTo NauneHTUTE U3NUTBAT 3aTPYAHEHUS NMpU K BAHETO Ha ABWXEHMUS, HApEeYeHo
BpeMe 6e3 agekBaTeH KOHTPOA Ha cuMmntomuTe. Cnep 14-15 ceuﬁum BpeMeTo 6e3 afgekBaTeH KOHTPO
Ha CMMMNTOMWUTE Ce CKbCABa CbC 117 MMHYTM (NouTn 2 yaca) @ naumeHTn, Komto npuemat Ontilyv

50 mg, B cpaBHeHue c 96 MUHYTK (0KoN0 1 yac u nonosm@ npu NauneHTn, KOUTo npmemaTt
KOHTPOJIHOTO N1IEKAPCTBO €HTakamnoH, U 56 MuHyTn (no—u%mo 0T 4ac) Npu nauueHTnTe, KOUTO Npmemart

nnauebo. @

BbB BTOPO Npoy4YBaHe, KOETO CbLO pa3rnexaa c \?;?BaHeTo Ha BpeMeTo 6e3 ageKkBaTEH KOHTPO/ Ha
cumntomMuTe, Ontilyv ce cpaBHsiBa c nnauebo r% 27 naumeHTU, KOMUTO npuemaT KombuHaums oT
nesogona/vHxmbutop Ha AKK. Cnep 14-15 MUUM BpeMeTo 6e3 afeKkBaTeH KOHTPOJ1 Ha CUMMTOMUTE
ce ckbcsiBa cbC 119 MuHYTM (Nno4Tn 2 qac&@m naumeHTn, konto npuemat Ontilyv 50 mg, B cpaBHeHMe
C 64 MWUHYTM NpY NAUMEHTU, KOUTO HDV@T nnaue6o.

N nBeTe npoyyBaHUA ca yAbIXKEHN Ha AonbiHUTENHA roAnHa v NoTBbpXxAasaT nonsute oT Ontilyv,
KOrato ce msnonssa AbJITOCPOYHO.

N B ABeTe npoy4yBaHus nau,meg&we MMaT cpefiHM BpeMeHa 6e3 aekBaTeH KOHTPOJ1 HA CUMMTOMUTE OT
0KO0M0 6 A0 7 4Yaca KbM HaHG*TO Ha Npoy4yBaHeTo.

v

KakBu ca pucko , CBbp3aHm ¢ Ontilyv?

Han-uectute Hemeng/l peakuuu npu Ontilyv ca HapyweHnsa Ha HepBHaTa cuctema (Mo3bKa 1
rpbbHauHMA cTLNB): Cpea TAX AUCKMHEe3nsaTa (3aTpyAHEeHME NMpu KOHTPOJ1a Ha ABMXKEHMATA) MOXe Aa
3acerHe oko @Ha 10 aywn. 3a Nb/HMS CNUCBK Ha BCUYKW HEXENAHU peakuum, cbobLieHu npu
Ontilyv, BW nncToBKaTa.

Ontilyvqg‘(p;msa Aa ce n3nonssa npu:

° €HTU C TYMOpM Ha HaabbvbpeuHuTe xne3m (Manku xnesun pasnonoxeHn Hag 6vbpeunte) kaTo
eoXpoMouMTOMa U NaparaHrinmoma;

naumMeHTU C aHaMHe3a 3a HeBpOJIeNTUYEeH MaJurHeH cMHaApoM (HapylleHne Ha HepBHaTa cUcTeMa,
KOeTO ce npeam3BmuKBa OT aHTUNCUXOTUYHU fleKkapcTBa), uin pabaommnonnsa (pasrpa)xaaHe Ha
MYCKYJIHM BNlaKHa);
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e MauMeHTW, KOUTO MpuemaT SlekapcTBa, NO3HATU KAaTO HeCceNleKTUBHMU UHXNBUTOPK Ha
MOHOaMuHookcuaasaTta (MAQ), ocBeH B clydanTe, KoraTo ce U3nonssa 3a JiedeHmeTo Ha 6onectra
Ha Parkinson.

3a NMbJHUSA CMUCBK Ha OFpaHMYeHusiTa BUXTE IMCTOBKATA. b@
3awo Ontilyv e paspeweH 3a ynotpebas EC? QQJ
KoOMUTETLT Mo NeKkapCTBEHUTE NPOAYKTU 3@ XyMaHHa ynotpeba (CHMP) Ha AreHuusTta pe e

nonsute ot Ontilyv ca no-ronemn oT puckoBeTe U TO3M NPOAYKT MOXe Aa 6bae pa3spell a ynoTtpeba B
EC. MNoka3zaHo e, ye Ontilyv e no-edekTMBeH oT niauebo U e NoHe ToNKOBa ecbexmseéb

N1leKapCTBOTO 3@ CpaBHeHMe eHTaKanoH Npu CKbCSABAHETO Ha BpemeTo 6e3 aneksa@ompon Ha
CUMNTOMUTE MpW NaumeHTH c 6onect Ha Parkinson, konTo NnpnemMaTt KOM6MHUpPaHW N€kapcTBa C
nesogona. Mo oTHoweHue Ha 6e3onacHocTtTa My, Ontilyv ce cuuTta 3a CpaBHUM pyru nekapcrtsa oT

CblWMA Knac. &

KakBun Mepku ce npeanpueMar, 3a a Ce rapaHTvpa onacHaram
edexkTuBHa ynorpeba Ha Ontilyv?

OJIKOTO

MpenopbknTte N NpeanasHUTE Mepku 3a besonacHaTta u ed)eKTmQ?nOTpeGa Ha Ontilyv, kouTto cnepBa
[a ce crna3BaT OT MEAULUMHCKUTE cneumannct u HaLl,VIeHTVITe@a BKJIlOYUEHM B KpaTkaTa xapakTepuctnka
Ha NpoAyKTa U B IMCTOBKATA.

KaKTo npu BCUYKU leKapcTBa, AaHHUTE BbB BPb3Ka C yqzﬁpe6aTa Ha Ontilyv HenpekbCcHaTO ce
npocnegsasat. CbobweHNTe HEXeNnaHn peakumu, CBb@HM c ynotpebaTa Ha Ontilyv, BHMMaTenHo ce
oueHsiBaT M ce nNpeanpuemaT BCUYKMU He06xo,qMMm,Q|>p|<M 3a 3aliuTa Ha naumeHTuTeE.

AonbaHutenHa nHpopmMmauumsa 3a Oﬁlyv:

JonbnHutenHa nHdopmaums 3a OntinVJM&eTe Aa HamepuTe Ha yebcamnTa Ha AreHuusTa:
ema.europa.eu/medicines/human/EPA tilyv
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An overview of Ontilyv and why it is authorised in the EU /&
What is Ontilyv and what is it used for? A

Ontilyv is a medicine used to treat adults with Parkinson’s disease, a progressivelﬂg; disorder that
causes shaking and muscle stiffness, and slows movement. \z\

Ontilyv is used as an add-on in patients who are having fluctuations in th flity to move while being
treated with combination medicines for Parkinson’s disease that contain dopa and a DOPA

decarboxylase inhibitor (DDCI).

Fluctuations happen when the effects of the combination medicati ear off and symptoms re-emerge
before the next dose is due. They are linked to a reduction in t ect of levodopa. During these
motor fluctuations the patient experiences sudden switches hetwé&en being ‘on’ and able to move, and
being ‘off’ and having difficulty moving about. Ontilyv is useé@hen these fluctuations cannot be
treated with the standard levodopa-containing combina\t%@valone.

This medicine is the same as Ongentys, which is aIreQ(;y authorised in the EU. The company that
makes Ongentys has agreed that its scientific data\} be used for Ontilyv (‘informed consent’).

Ontilyv contains the active substance opicapo%g

How is Ontilyv used? &O

mouth. The recommended dose is g, taken once a day at bedtime, at least one hour before or
after levodopa combination medicines.

\

For more information about ua&g Ontilyv, see the package leaflet or contact your doctor or

pharmacist. A

How does Ontilyéaork?
£~

In patients with Pa son’s disease, the cells in the brain that produce the neurotransmitter dopamine
begin to die and amount of dopamine in the brain decreases. The patients then lose their ability to

J
The medicine can only be obtainediw@prescription. Ontilyv is available as capsules to be taken by

control their g/ements reliably. The active substance in Ontilyv, opicapone, works to restore the
levels of d @uine in the parts of the brain that control movement and coordination. It enhances the
effects of(a/odopa, a copy of the neurotransmitter dopamine that can be taken by mouth. Opicapone
block enzyme that is involved in the breakdown of levodopa in the body called catechol-O-methyl
tran &se (COMT). As aresult, levodopa remains active for longer. This helps to improve the
sw&;ms of Parkinson’s disease, such as stiffness and slowness of movement.

hat benefits of Ontilyv have been shown in studies?

The benefits of Ontilyv in Parkinson’s disease were investigated in two main studies. In the first study,
600 patients with fluctuations were given Ontilyv, entacapone (another medicine for Parkinson’s

Ontilyv (opicapone)
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disease) or placebo (a dummy treatment), in addition to their currentlevodopa / DDCI combination.
This study looked at how well the treatments reduced the time when patients have more difficulty
moving about, called ‘off periods’. After 14-15 weeks, off periods were shortened by 117 minutes
(almost 2 hours) in patients taking Ontilyv 50 mg, compared with 96 minutes (about

1 and a half hour) in patients taking the comparator medicine entacapone and 56 minutes (less @.
1 hour) in patients taking placebo.

In the second study, which also looked at the reduction in off periods, Ontilyv was compa@%ﬁ
placebo in 427 patients who were taking a levodopa / DDCI combination. After 14-15 w f

off periods were shortened by 119 minutes (almost 2 hours) in patients taking Ontily\g mg,
compared with 64 minutes in patients taking placebo. /O

Both studies were extended for one additional year and confirmed the benefits onjwtilyv when used

long-term. *2‘

In both studies, patients had average off periods of about 6 to 7 hours at& start of the study.

What are the risks associated with Ontilyv? QQJ

The most common side effects with Ontilyv are disorders of the n@ous system (brain and spinal
cord). Among these, dyskinesia (difficulty controlling movemenQnay affect around 2 in 10 people. For
the full list of all side effects reported with Ontilyv, see the p@age leaflet.

Ontilyv must not be used in: Qj

e patients with tumours of the adrenal glands (small glands located on top of the kidneys) such as
pheochromocytoma and paraganglioma; \}

e patients with a history of neuroleptic mali g(syndrome (a nervous system disorder usually
caused by antipsychotic medicines) or rhabdomyolysis (breakdown of muscle fibres);

e patients taking medicines known as -selective monoamine oxidase (MAO) inhibitors, except
when used to treat Parkinson’s dis .

For the full list of restrictions, see tb&-package leaflet.
Why is Ontilyv authoriéd\in the EU?

The Agency’s Committee dicinal Products for Human Use (CHMP) decided that Ontilyv’s benefits
are greater than its risk@ it can be authorised for use in the EU. Ontilyv was shown to be more
effective than placeb d at least as effective as the comparator entacapone in reducing off periods in
patients with Parkin%’s disease taking levodopa combination medicines. Regarding its safety, Ontilyv
was considered Qbe comparable to other medicines of the same class.

What meéSures are being taken to ensure the safe and effective use of
Ontily\é

Recot@gndations and precautions to be followed by healthcare professionals and patients for the safe
a ective use of Ontilyv have been included in the summary of product characteristics and the

? age leaflet.
s for all medicines, data on the use of Ontilyv are continuously monitored. Suspected side effects
reported with Ontilyv are carefully evaluated and any necessary action taken to protect patients.
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Other information about Ontilyv

Further information on Ontilyv can be found on the Agency’s website:
ema.europa.eu/medicines/human/EPAR/ontilyv
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