MNPUJIOKEHME I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HNME HA JJEKAPCTBEHUSA ITPOAYKT

TREVICTA 175 mg uHXeKIIMOHHA CYCIIEH3US C YABIKEHO OCBOOOXKIaBaHE
TREVICTA 263 mg uHXeKIIMOHHA CYCIIEH3Hs C YIBJDKEHO 0CBOOOXK/IaBaHe
TREVICTA 350 mg uHXeKIIMOHHA CYCIIEH3US C YABIDKEHO OCBOOOXKIaBaHE
TREVICTA 525 mg nHXeKIIMOHHA CYCIIEH3Us C YABIKEHO OCBOOOXKIaBaHe

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB

175 mg MHKEKIIMOHHA CYCIEH3HUsI C VABDKEHO 0CBOOOXKIaBaHe

Bcsika mpeiBapuTeTHO HAITBIIHEHA CIIPHHIIOBKA ChIBpKa 273 mg MalunepuIoHOB MAIMHTAT B
0,88 ml, exkBuBanenTeH Ha 175 mg manunepuaoH (paliperidone).

263 mg MHKEKIIMOHHA CYCIEH3H C VIBIDKEHO OCBOOOXKIaBaHe

Bcesika nipeiBapuTEIIHO HAITBJIHEHA CIIPUHIIOBKA ChABPKa 410 mg maaunepu0HOB NATMHUTAT B
1,32 ml, ekBuBanenTen Ha 263 mg nanunepuon (paliperidone).

350 mg MHXKEKIIMOHHA CYCIIEH3HS C VABIDKEHO 0CBOOOXKIaBaHe

Bcesika nipeiBapHUTEIIHO HAIBJIHEHA CIIPUHIIOBKA ChABPKA 546 mg Maaunepu0HOB NATMHUTAT B
1,75 ml, exkBuBanenten Ha 350 mg nanunepuon (paliperidone).

525 mg MHXKEKIMOHHA CYCIIEH3HS C VIBIKEHO 0CBOOOXKIaBaHE

Bcesika ipeiBapuTeIHO HAITBIHEHA CIIPUHIIOBKA ChABpkKa 819 mg manunepuoHOB NATIMHUTAT B
2,63 ml, ekBuBasienTeH Ha 525 mg nanunepunoH (paliperidone).

3a IBJIHUS CIIMCHK Ha IIOMOIIHUTE BEIECTBA BIDKTE TOUKa 6.1.

3. JIJEKAPCTBEHA ®OPMA

UmKeKInoHHa CyCIIeH3Hs C yIBDKEHO 0CBOOOXKJaBaHe
bsina no mourn Osna cycnensusi. Cycrnensusita e ¢ HeytpanHo pH (mpubmmsurenso 7,0).

4. K/IMHUYHU JAHHU
4.1 TepaneBTHUYHHU MOKA3AHMSI

TREVICTA e unxekuus, KOSITO ce Ipujiara BeAHbX Ha 3 Mecela, MoKa3aHa 3a NOJIbpXKAaIIO JeUeHUe
Ha MU30(PEHUS P Bh3PACTHH NAUEHTH, KOUTO Ca KIMHUYHO CTAOWIIN3UPaHU MIPH JICUCHHUE C
MaJIUNEePUIOHOB MAJIMUTAT 32 MHXKEKIIMOHHO MPUIIOKEHUE BEIHBK MECEUHO (BXK. Touka 5.1).

4.2 Jlo3upoBKa M HAYMH Ha NPHIIOKEHHE

2 103H[20BKa

HaHI/IeHTI/I, KOUTO Ca aJICKBATHO JICKYBAHN BEAHBK MECECYHO C MATUIICPUIOHOB IMAJIMUTAT 3a
HMHXCKIMOHHO MMPUJIIOKECHUE (38. npeaArnovYnuTaHe 4Y€TUpU MeCcela Ui HOBe'—IC) " IIPU KOUTO HE CE€
HN3HUCKBAa KOPUTHUPAHC HA N03aTa, MOraT aa 6”b,Z[aT IMPEBKIIIOYCHHN HA JICUCHHUEC C MAJIMIICPHUIOHOB
nmaJMUTaT 3a MHXXEKIUOHHO ITPUITIOKEHUE, KOMTO ce nmpujiara BEAHBXK Ha 3 Mecena.



TREVICTA TpsiOBa aa ce mpuitoku BMECTO Clle/[Ballara IulaHupaHa 1032 MaIUIIEPHIOHOB aIMUTAT
32 MHXKEKIIMOHHO MPHIIOKEHNE BeTHBXK MeceuHo (+ 7 aum). lozata TREVICTA Tps6Ba na ce 6asupa
Ha TpeJuITHATa U3II0JI3BaHa 1032 MMaJUIepUI0HOB MAJIMHUTAT 33 HHXKEKIIMOHHO MPUIIOKEHNE BEIHBK
MeCeUHO U Ja 0bJe 3,5 MbTH NMO-BHCOKA, KAKTO € TIOKa3aHO B Ta0JIUIIATa IMO-0IY:

Jo3u TREVICTA npu nainuenTu, aIeKBaTHO JIEKYBaHH € MAJTUIIEPHIOHOB NAJIMHUTAT 32
HH)KEKIIMOHHO NMPHUJI0KeHNe BeIHbK MeCeYHO

AKo0 mocjerHaTa 103a NAJUIEPHIOHOB NNAJIMHUTAT 32 Mpuiaoxere TREVICTA B
HHKEKIIMOHHO NMPUJI0KEeHNE BEIHBK MECEUHO €: ChOTBETHATA /1032
50 mg 175 mg
75 mg 263 mg
100 mg 350 mg
150 mg 525 mg

He e npoyuena takaBa 1o3a TREVICTA, xodTo fja € ekBUBaJeHTHA Ha 25 mg /1032 NaJUIIEPUIOHOB
NaJIMUTAT 33 UHXKEKLIUOHHO IIPUJIOKEHHNE BEIHDBK MECEUHO.

Cnen mepBonavannara 103a TREVICTA, TREVICTA Tps6Ba na ce mpritara KaTo HHTpaMycKyJTHa
UHKEKIUS BEJHBK Ha BCEKU 3 Mecela (+ 2 ceMuUIy, BX. Cbl1o Touka [IpomycHatu 1o3u).

Kopurupane na nozara TREVICTA moxe aa ce HalpaBH MOETAIHO, aKO € HEOOXOANMO, Ha BCEKH

3 Mecena B quanasoHa ot 175 mg 1o 525 mg Ha 6a3aTa Ha MHAWBHUYyalHATa IOHOCUMOCT Ha
MaMeHTa W/IiH epUKACHOCTTA Ha MPOAyKTa. OTroBOPHT HA MAIMEHTA CIPSMO KOPUTHPAHATA 1032
MOXe J1a He ce MPOsIBU B IPOABIDKEHHE Ha HAKOJIKO Mecela (BXK. Touka 5.2), mopaau
XapaKTepUCTUKUTE Ha yIbJKeHOTO ocBoOokaaBane Ha TREVICTA. Axko cumnTomMute npy nanueHTa
HEPCUCTUPAT, TOH TpsIOBa Ja ce JeKyBa B ChOTBETCTBUE C KIIMHUYHATA MTPAKTHKA.

Tlpeskntousane om Opyeu AHMUNCUXOMUYHU TEKAPCMBEEHU NPOOYKIMU

[ManuenTure He TpsiOBa Ja OBAAT NPEBKIIIOYBAHHU TUPEKTHO OT JAPYTH aHTUTICUXOTHIIU, ThI KaTO
MaTUTIEPUIOHOB MAJIMUTAT 32 MHXKEKIIMOHHO IIPIJIOKEHHE, KOWTO Cce Mpujiara BeIHBXK Ha 3 Mecela,
TpsIOBa Jla ce 3armoyHe caMo clie/l CTabUIM3upaHe Ha MalueHTa ¢ TATMIepUI0HOB MaJIMHUTAT 32
WHXEKIIMOHHO MPHIIOKEHNE BETHBK MECEUHO.

Ipesknousane om TREVICTA xvm Opyeu anmuncuxomuytu j1eKxapcmeeru npooyKmu
IMpu mpekpatsasane npmtoxkennero Ha TREVICTA, tps6Ba na ce B3eMaT npeBUI XapaKTEPUCTHKUTE
Ha YABIDKEHOTO OCBOOOXKIaBaHE Ha MPOIYKTA.

IIpeskmousane om TREVICTA xvm narunepudoHo8 naimumanm 3d UHHCEKYUOHHO NPULONCEHUE
BEOHDBIC MECEUHO

[Ipu npeskirouBane or TREVICTA xbM manumepu10HOB TAIMUTAT 38 WHKEKIIHOHHO MPHUIIOKEHHIE
BEJIHBK MECEUHO, J03aTa NAMIIEPUIIOHOB ITaJIMUTAT TPsOBa Ja ce 0a3upa Ha clieJBalara IiaHupaHa
no3a TREVICTA u tpsibBa na 0b/1e 3,5 mbTH MO-HUCKA 7033, KAKTO € TIOKa3aHO B TaOJUIIaTa IMO-J0Ty.
He ce u3nckBa npuinaraHe Ha HadaIHA 1033, KAKTO € OMKMCaHO B MH(OpMAaIUsITa 3a MIPEAMUCBAHE Ha
TIAJIMITEPUIOHOB MAIIMUATAT 32 HHXEKITHOHHO MTPUIIOKEHUE BeIHBX MecedHo. Toif TpsiOBa ga
MPOJBJIKH JIa C€ J03Mpa Ha MECEUHU MHTEPBAJIU, KAKTO € OMKCAHO B HH(GOPMAIIHSITA 32 IPEITUCBAHE.

Jo3u npu nanuenty, npepkjodeHn oT TREVICTA kbM nanunepuioHoB NaJIMHUTAT 32
HHKEKIIMOHHO NMPHJIOKEHHE BeIHbK MeCeYHO

Axo nociaegnara 103a TREVICTA e: IIpunosxere naJunepuIoHOB NAJMHUTAT 32
MHKeKIHOHHO MPHJIOKeHHE BeTHBK MeCeqTHO
3 Mecela TO-KBCHO B ChOTBETHATA /1032:

175 mg 50 mg
263 mg 75 mg
350 mg 100 mg
525 mg 150 mg




IIpesknrousane om TREVICTA xvm nepopanen nanunepudon madiemku ¢ yObadceHo 0c806024coasane
BEOHBIC OHEBHO

[Tpu npeBkimouBane or TREVICTA kbM nanurepu1oH TabJIETKH C YABIKEHO 0CBOOOXKIaBaHEe
BEJIHBK JHEBHO, TIPUIIOKESHUETO UM TPsIOBa Ja 3anouyne 3 Mecena cien mocineanata 1o3a TREVICTA
U JICYEHUETO C IIepOpajIeH NaTUIEePUIOH TaOIETKH ¢ YIBIKEHO OCBOOOXKIaBaHe BEAHBK JHEBHO
Tps0Ba Ja MPOABIKH, KAaKTO € OIMCAaHO B Tabiauuara 1no-1oiy. B tabnunara e nokasana
MperopbUYNTEIHATA CXeMa Ha IpeoOpa3yBaHe Ha J103aTa, 3a Ja ce JaJie Bb3MOXKHOCT Ha TTAlUeHTHUTE,
crabunusupanu npeau Tosa ¢ paznnyan o3 TREVICTA na nocturHar nmogoOHa eKCro3uiius Ha
MAMTIIEPUIOH C MATUTIEPUAOH TaOJIETKU C yIBIKEHO OCBOOOXKIaBaHe.

Jo3u npu nanuenT, npepkaovyedn oT TREVICTA* kbpM nepopasieH najunepuaioH
TA0JICTKH C YIbJKEHO 0CBO00K/AaBaHe BeJHbK JHEBHO

Bpoii cenmunm ciaen nocaennara xo3a TREVICTA
Ilocaenna no3a Ceamuna 12 110 Cexvuna 19 110 OT ceqmuna 25
TREVICTA (cenmuua 0) cenmuua 18, ceamuua 24, HATATBK
BKJJIYUTEIHO BRKJJIKYUTEITHO
JHeBHA 1032 MAJMNIEPUAOH Ta0JETKHU € YIbJIKEHO 0CBO0OKIABAHE
175 mg 3mg 3mg 3mg
263 mg 3mg 3mg 6 mg
350 mg 3 mg 6 mg 9 mg
525 mg 6 mg 9 mg 12 mg

Beuyku 1034 MaaunepuioH TabJIeTKH € yIbDKEHO 0CBOOOKIaBaHe BEAHBXK JHEBHO,TPAOBA 114 C€ WHMBHIyaIu3Upar
3a KOHKPETHHsI MAl[MEHT, KaTo CE B3EMAT MPEIBU MPOMEHIMBH, TAKMBA KaTO MPUYMHHM 3a PEBKIIIOYBAHE, PE3YJITAT OT
MPEIHUIIHOTO JICYCHUE C MAJTUTIEPU/IOH, TEKECTTA HA ICHXOTHYHUTE CUMIITOMH, H/WJIH CKIIOHHOCT KbM CTPaHHYHU
edekru.

IIponycHatu go3u

o306 npo3opey
TREVICTA Tpsi0Ba 1a ce MHXEKTUpa BeIHBK Ha BCEKH 3 Mecena. 3a 1a ce n30erHe npomnyckaHe Ha

no3a TREVICTA, Ha nanueHTUTE MOXeE Ja C€ MPUIO0KU UHKEKLUA 0 2 CeAMUIIM MPEIU WX cien 3-
HsI MECEII.

IIponycHaTH 1031

AKO 103aTa 1o cxema e JleiictBue
NMPOIMYCHATA U BPEMETO OT
MOCJIeJHOTO HHKEKTHUPAaHe €:

> 3% Mmecena 10 4 mecena NuxexnusTa TpsiOBa fa ce MpUII0kKH Bb3MOXKHO Hai-CKOPO 1
CJIe/ TOBA Ja e Bb30OHOBH 3 MecedHaTa cxema 3a
WHXEKTHpaHE.

4 mecena 10 9 Mecena Uznon3eaiiTe npenoprunTeIHATA CXEMA 32 BH3CTAHOBSBAHE
Ha JICUCHHUETO, MTOKa3aHa B TabJIMIaTa 1o-110J1y.

> 9 mecena Bb3cranoBeTe j1eueHHETO C MMAIUIIEPHIOHOB MAJIMUTAT 32

WHXXEKITUOHHO TPUIIOKEHUE BETHBK MECEUHO, KaKTO €
OmHcaHo B HH(POPMALIKATA 32 TPEAMUCBAHE HA TO3U MPOIYKT.
Jleuennero ¢ TREVICTA Moxke na Ob/1€ Bb300OHOBEHO, CIIET
KaTo MAlMEHTHT € aICKBATHO JICKYBaH C MATUIIEPHIOHOB
MAJIMUTAT 32 HHXEKIIMOHHO MPUIIOKEHHUE BEHBK MECEUHO, 32
MIPEJIMOYUTAHE YSTUPH MeCela UITH MOBEYE.




IIpenopbsunTeaHaTa cXeMa 32 Bb3CTAHOBsIBaHe Ha JedeHuero cjea mponycnata TREVICTA
o1 4 10 9 Mecena

IIpunoxere ¢ pa3cTosIHUE OT €HA CeIMHIA Ciaen ToBa
JIBe J103M MAJUNEPUTOHOB MAJIMMTAT 32 NpUJIoKeTe
HHKEKIMOHHO NPHUJI0KeHHe BeIHbK MeCeYHO TREVICTA (B
AKO IOCIE/HATA /1032 (B 1eITOUAHUA MYCKY.JI) NeJTOMTHUSA® WIH
TREVICTA e ouia
celaJHITHUS
MYCKY.JI)
Hen 1 Jen 8 1 mecen cjieq aeH 8
175 mg 50 mg 50 mg 175 mg
263 mg 75 mg 75 mg 263 mg
350 mg 100 mg 100 mg 350 mg
525 mg 100 mg 100 mg 525 mg

Buwxre cbiio Augopmayus, npeonasnavena 3a MeOUYUHCKY U 30pAsHU CReYUAIUCHY 32 IPETIOPBUUTETHUS pa3Mep
Ha MHXXEKIIMOHHATA UIJIA 32 IIPUJIOKEHUE B JISTITOUIHUS MYCKYJI, CbOOPa3eH C TENECHOTO TETJIO.

CroenyanHy MonyJaalun

Cmapuecka év3pacm
E¢dukacHocTTa M1 6e30macHOCTTa IPH MAIEHTH B CTapUecka Bb3pacT > 65 TOAMHM HE ca YCTaHOBCHH.

[To mpunmn npenoprunrtennara go3a TREVICTA npu nanueHTr B cTapyecka Bb3pacT ¢ HOpMaiHa
O0bOpeuHa QyHKIHSA € chIaTa KaTo MY MO-MJIai Bh3pACTHH NAMEHTH C HopMasiHa ObOpedHa
¢yHkuus. Tpi KaTo IPH MALMEHTUTE B cTapyecka Bb3pacT ObOpeuHaTa (pyHKIUSI MOXKE J1a €
HaMalleHa, BX. ,,bb0peuno yspescoarne o-1071y OTHOCHO MPETNOPBKUTE 3a MpHIIaraHe npy MalueHTH
¢ ObOpeUHO YBpeXKIaHE.

bvbpeuno ygpeoicoane

TREVICTA He e npoy4BaH nipu naiueHTu ¢ 0b0pedHo yBpexaane (Bx. Touka 5.2). [Ipu nanuenTu ¢
nexo OpOpeuHO yBpekaaHe (KpeaTHHHHOB KIMPBHC > 50 10 < 80 ml/min), go3aTa TpsiOBa 1a ce
KOPUTHpa U MAaUEeHTHT Aa ce CTa0MIN3Upa C MAIUIEPUIOHOB MAIMUTAT 32 HHKEKIIMOHHO
TIPIJIO’KEHUE BETHBK MECEUHO U cief ToBa aa nmpemune kbM TREVICTA.

TREVICTA He ce npenopby4Ba IpH MaMeHTH ¢ YMEPEHO JI0 TeXKO OBOpEUHO yBpeKIaHe
(xpeaTHHUHOB KIHPBHC <50 ml/min).

Yeprnoopobro yspexcoare

TREVICTA He e npoy4BaH Mpu NalMeHTy ¢ YepHoApoOHO yBpexkaane. He ce Hanara kopurupasne Ha
Jl03aTa IIPU NaLMEeHTH C JIEKO WM YMEPEHO YepHOAPOOHO YBpEXkAaHe, Bb3 OCHOBA Ha OIHUTA C
repopajieH naaunepuaoH. Thil KaTo He ca MPOBEXKIaHU NMPOYUYBAHUS HA MAJTUIEPUAOH PU MALUEHTH
C TEXKO YepHOIPOOHO yBpEeXIaHe, IPU Te3H MALMEHTH ce IIPENopbyBa OBUILEHO BHUMaHUE. (BXK.
TouKa 5.2).

Tleouampuuna nonynayus
BeszonachocrTa n epuxacHoctra Ha TREVICTA npu nena u roromu < 18 roanHu He ca YCTaHOBEHHU.

Jluncsar DaHHU.

Hauux Ha npuioxeHue

TREVICTA e npegHa3HadeH caMo 3a HHTPaMyCKYJIHO npuiioxenue. He TpsOBa na ce mpusara 1o
HUKaKbB JpyTr HauMH. Beska nHKeknus TpsOBa J1a ce IOCTaBsa caMO OT MEAMLMHCKH CIELUaIUCT,
Karo Is1aTa /103a ce mpujiara ¢ eJ{Ha MHKeKIus. Tps0Ba ja ce MHKEKTUpa OaBHO, IbIO0KO B
JEeNTOUIHUS UM CelalUIIHUA MycKyJ. IlpeMrHaBaHEeTO OT CeNaNUIHUSA KbM AITOMIHUS MYCKYJI (U
00paTHOTO) TpsIOBa J1a ce 0OCHIM IPH CIICABAIIOTO MIXKEKTHPAHE B CIIydail Ha TUCKOM(OpT Ha
MSCTOTO Ha HHXKEKTHpaHe (BX. Touka 4.8).



TREVICTA TpsiOBa fa ce nmpuiara KaTo ce M3M0I3BaT CaMO ThHKOCTEHHUTE HMIJIH, KOUTO ca
npenocraBeny B onakoBkata Ha TREVICTA. Urnu ot onakoBkarta Ha MMajuIepuI0HOB MAJIMUATAT 32
HMH)KEKLMOHHO IPUWIOKEHHUE BEIHBK MECEUHO MIIU JIPYTH HAJMYHU B ThProBCKaTa Mpeska UIJIH, He
TpsiOBa Ja ce u3moi3ear 3a npunoxenue Ha TREVICTA (Bx. Mnghopmayus, npeonasnauena 3a
MEOUYUHCKU UTU 30PABHU CREYUATIUCTIL).

ChIbpIKaHUETO HA MPEABAPUTEIIHO HAIIbJIHEHATA CIIPUHIIOBKA TPOBA J1a CE MPOBEPU BU3YaTHO 32
Yy YaCTUIIM ¥ MPOMSIHA Ha LIBETa Py MPHUIIoKeHue. BajkHo e 1a pa3kjiaTuTe eHEPruaHO
CIIPUHIIOBKATA ¢ BbPXAa Harope, 6e3 /a Hanpsrate KUTKaTa, Haii-mauko 15 cekynam, 3a 1a ce
rapanTupa xomoreHHocT Ha cycnen3usaTa. TREVICTA TpsioBa 1a ce npu/ioku B paMKHTEe HA
5 MuHyTH cjieq pa3kJaniaHe. AKO ca MHHAJIM [TIOBEYE OT 5 MUHYTH, Pa3KJIaTeTe OTHOBO CHEPTUIHO
Hal-Manko 15 cekyH/H, 3a TOBTOPHO CYCIICHUPaHe Ha JICKapCTBEHUS IPOAYKT. (Bx. Mupopmayus,
npeoHa3Havena 34 MeOUYUHCKU UIU 30PAGHU CReYUATUCIUL).

Tpunooicenue 8 0enmouoHUs MyCKyL
IIpenopbunrennusaT pasmep uria 3a npunoxenue Ha TREVICTA B nenTouaHus MycKyI ce OIpeaes
OT TEIJIOTO Ha MaleHTa.

. [pu nanumenTty ¢ terno > 90 kg, TpsAOBa Aa ce U3MOA3BaT ThHKOCTEHHH UTJIH C TPENOPBUNTEICH
pasmep 1% urua, 22 G (0,72 mm x 38,1 mm).
. [pu nanuentu ¢ terio < 90 kg, TpsOBa a ce U3MOI3BAT ThHKOCTCHHH UIJIH C TIPENOPbUUTENICH

pasmep 1 uny, 22 G (0,72 mm x 25,4 mm).

TpﬂGBa Aa CC IMPUJIOXHU B HCHTHpPA HA ACITOUAHUS MYCKYIJI. HMrxekuuuTe B ACATOUTHUAS MYCKYJI
TpH6Ba Jia C€ peayBaTt MEXIYy ABaTa ACITOUIHU MYCKYJIa.

Ipunoscenue 6 cedanuwnus Myckyi

[IpenoprunTenHUAT pazMep ThHKOCTEHHA Uria 3a npuioxkenne Ha TREVICTA B cepanuuaus
myckya e 1% unda, 22 G (0,72 mm x 38,1 mm), He3aBHCHMO OT TEJIECHOTO Terno. MHkekiusiTa
TpsOBa Jja ce MOCTaBU B TOPHUS BBHIIICH KBAIPAHT HA CeJaluiHaTa o0suact. MIHxeKuuTe B
CelaJIMIIHUS MYCKYJ TpAOBa Jja ce pelyBaT MEXAy ABaTa CelaIMIIHU MyCKYyJa.

Henwvano npunoscenue

3a na ce nzberne HembaHO npuioxkenne Ha TREVICTA, npeaBapuTenHo HamrbJIHEHATa CIIPUHIIOBKA
TpsOBa Ja ce pa3KiaTh eHePruyHO Hal-MaJKo 15 ceKyHIU B paMKUTE HA 5 MUHYTH MpeIu
IIPUJIOKEHHE, 3a Jla C€ TapaHTHpa XOMOT'€HHOCT Ha CyCIeH3uATa (Bx. Mugopmayus, npeonasnavena
3a MEOUYUHCKU UNU 30PABHU CREYUATIUCTUL).

Bbnpexu ToBa, B ciayuyail Ha HEMBJIHO MH)KEKTHUPAHA 1034, 103aTa OCTaHAJIa B CIIPUHIIOBKATa HE
TpsiOBa J]a ce MHXKEKTHUpa MMOBTOPHO U HE TPsiOBa Ja ce mpuiiara olle eHa J103a, Thil KaTo € TPYAHO J1a
CE OMpEeJIENIN KOJIMYECTBOTO HAa PEATHO MPUIIOKeHaTa 1o3a. [lanmeHTsT TpssOBa 1a ce HabmonaBa
BHHMATEITHO U Ja Ce JIEKyBa MOIXOIIO 0 cienBamiara HacpoueHa nrxkekiuss TREVICTA 3a
MPUIIOKEHUE BEAHBXK Ha 3 Mecela.

4.3 IIporuBomokaszaHus

CBpPBXYYBCTBUTEIIHOCT KbM aKTHBHOTO BEIIECTBO, KbM PUCIIEPUJIOH WK KbM HAKOE OT TIOMOIITHUTE
BelleCTBa, N30poeHH B TouKa 6.1.

4.4 ChoeumnajHu npeaynpe:KIeHus U NpeANa3HU MePKHU NPHU ynoTpeda

YHOTDCGa OpH NaUMEHTHU B OCTPO AXKUTHPAHO MJIN TCXKKO IMCUXOTHYHO ChCTOSHUC

TREVICTA ne Tpsi6Ba 1a ce U3M0I3Ba 3a JICYEHHE HA OCTPH CHCTOSHUSI Ha Q)KUTAIUS HIIH TEXKKH
NCUXOTUYHH ChCTOSHHUS, KOTaTo CE Hajlara He3abaBeH KOHTPOJ Ha CUMIITOMMUTE.



QT uHTepBan

Tpsi6Ba na ce BHUMaBa, KOraTo NaJMNEPUIOH CE MPEANHCBA HA MALUEHTH C U3BECTHO
CBPJICYHOCHI0BO 3a00IIsIBaHE WM C (haMHIIHa aHaMHe3a 3a yabokeH QT uHTepBai, KakTo U MpH
€HOBpPEeMEHHa ynoTpeba ¢ Apyrd JeKapCTBEHHU MPOIYKTH, 33 KOUTO CE CMATA, U€ BOIAT 10
yabiskaBane Ha QT uHTepBana.

HGBQOHCHTI/I'-ICH MAJIWUTHEH CUHAPOM

CroO1iaBany ca Cilydad Ha HeBposenTrueH Manuraed cuaapom (HMC), koiTo ce xapakTepusupa ¢
XUIIEPTEPMUS], MyCKyJIHA PUTHAHOCT, HECTAOMIIHOCT HAa aBTOHOMHATa HEPBHA CUCTEMA, IPOMEHU B
CHh3HAHUETO U TIOBUILICHH HUBA Ha cepyMHAaTa KpeaTnuH(poc(hOKHHA3a, TP MPUEM Ha MATUTIEPUIOH.
JIONBbIHHUTETHUTE KITMHUYHY MPU3HAI MOJKE JIa BKIIFOYBAT MUOTTIOOMHYpHS (pabIoOMHOIH3a) U OCTpa
O0BbOpedHa HeZOCTaTHYHOCT. AKO HAKOW MALMEHT pa3BUe MPU3HALU WM CUMIITOMH, KOUTO Ca
nokazarenuau 3a HMC, nanunepuion tpsoBa na 0b1e cipsiH. TpsaoBa qa ce uMa NpeaBujl yIbJIKEHOTO
ocsoOoxmaBane Ha TREVICTA.

Ta[)gI/IBHa QI/ICKI/IHGBI/IH/eKC rpanvupaMuii CUMIOTOMHA

JlexapcTBEeHUTE NPOLYKTH, KOUTO Ca aHTarOHUCTH Ha IOTIAMHHOBHTE PELIEITOPH, CE CBBP3BaT €
WHAYLUMpPaHEe Ha TapAMBHA AUCKUHE3WS, XapaKTEpPHU3HUpaIlla Ce C pUTMUYHH, HEBOJIEBU JIBIKEHUS,
MIPEeJUMHO Ha €3MKa W/UIIN Ha JIULETO. AKO ce MOABAT NPU3HALM U CUMIITOMU Ha TapAKWBHA
JMCKHUHE3Us, TpA0Ba Jja ce€ 00CHAN CIIUPAHETO Ha BCUUKU aHTUIICUXOTULM, BKIIIOUUTEIHO Ha
nanunepunoH. TpsabdBa na ce uMa npeABH] YABIDKEHOTO ocBoOoxknaBane Ha TREVICTA.

Heo0xonumo e moBuIleH0 BHUMaHUE MPH NAUEHTH, MOJTyYaBally eJHOBPEMEHHO ICUXOCTUMYIaHTH
(namp. MmeTwiiheHUIAT) U TATUIIEPUIOH, ThI KaTO MOTaT Aa Bb3HUKHAT eKCTPaupaMUAHU CHMITOMH
IIpY KOPUTHpaHe Ha 103aTa Ha €IMHMS WIN U Ha JBaTa JIEKApCTBEHHU Ipoaykra. [Ipenopsusa ce
MOCTETNIEHHO CIIMPaHEe Ha JICYEHUETO ChC CTUMYJAHTH (BXK. Touka 4.5).

.HGBKOHCHI/ISI, HCYTPOIICHHUS U arpaHyJIoIIMuTO3a

[pu sieueHue ¢ magUIepuIoH, ce ChOOIABAT CIIydar Ha JICBKOIICHUS, HEYTPOIICHHS U
arpanynouuTosa. [lanuenTu ¢ aHaMHe3a 3a KJIMHUYHO 3HAYUM HUCHK Opoif Ha GeNuTe KPbBHU KIIETKH
WM JIEBKOIIEHUS/HEy TPONICHUS], MHAYLIPaHa OT JIEKapcTBa, TpsAOBa Jja ce MPOCIIeAsBaT Ipe3 IbPBUTE
HSKOJIKO Mecella OT TepalusiTa U Tps0Ba 1a ce 0OMHCIIM NPeyCTaHOBSIBaHE Ha JIEYEHUETO C
TREVICTA npu mbpBHS MpU3HAK HA KIMHUYHO 3HAYMMO MTOHIDKAaBaHE Ha Oposi Ha OeTuTe KPhbBHU
KIICTKH TIPY OTCHCTBHETO HA JIPYTH MPUYUHHO-CIIeCTBeHH (hakTopu. [lanneHTn ¢ KITMHUIHO 3HAYNMa
HEYTpPOIIeHUs TpsiOBa BHUMATEIHO JIa c€ MPOCesIBaT 3a TpecKa WK APYTH CUMIITOMH WM MIPU3HAIH
Ha MH(EKIM U J1a ce JIEKyBaT CBOEBPEMEHHO IIPU M0ABaTa Ha MOJA00HN CUMIITOMM WU IPU3HALM.
[amuenTH ¢ TexKa HeyTponeHus (abcomoTteH 6poii Ha HeyTpoduute <1 x 10°/1) Tpadsa na
nipeyctanoBsT jiedennero ¢ TREVICTA u Oposit Ha Oenute uM KpbBHHU KJIIETKH TPsiOBa 1a ce
MpocCIie/isiBa 10 TAXHOTO Bb3CTaHOBsIBaHe. Tps0Ba 1a ce uMa NpeABH]] YABIDKEHOTO OCBOOOKIaBaHe
Ha TREVICTA.

Peakium Ha CBPBXYYBCTBHUTCIHOCT

Peakiiu Ha CBPBXUYBCTBUTEIHOCT MOTAT /1 CE MOSBAT OPH U TP MAIIMEHTH, KOUTO MPEAH TOBA ca
TIOHACSITH T00pe TepopalieH pUCIepuIOoH WK TIepopaieH NaIUIepuIoH (BXK. Touka 4.8).

XUnepriuKeMHus U 3axapeH auader

[Ipu nedeHune ¢ NaNKUIEPUIOH ce ChOOIABA 32 CIIydan Ha XUIEPTIUKEMUs, 3aXapeH quabdeT u
o0ocCTpsiHE Ha Be4e ChINECTBYBAII AUA0ET, BKIIOYUTETHO AMa0ETHA KOMa M KETOAIH103a.
[IpenopbunTeHO € MOAXOAAIIO KIMHUYHO MOHUTOPUPAHE B CHOTBETCTBHE C IPUETUTE HACOKH 3a
aHTUIICUXOTUYHO JieueHue. [lanuenTu, nexkysanu ¢ TREVICTA, tps6Ba na ce mpocnenssar 3a
CHMITTOMH Ha XUTIEPTIMKEMUs (KATO TIOJIHIUIICHS, TOJTUYPHS, TOJIM(aris ¥ OTHAJIHAIOCT), a



MAIMEHTH ChC 3aXapeH AuadeT Tps0Ba peoBHO J1a ce IPOoCcieIBaT 3a BIOIaBaHe Ha [NIIOKO3HHS
KOHTPOIL.

IloBumraBaHe Ha TETJIOTO

CroOmiaBa ce 3a 3HAYMMO ITOBUIIaBaHe Ha TeryioTo npu ynotpedara Ha TREVICTA. Ternoro tpsioBa
Jia ce U3MEpBa PEIOBHO.

Ynorpeba pu NaUeHTy ¢ IPOJAKTUH-3aBUCHMU TYMODH

IIpoydBaHmsATa C TPKAHHH KYITYPH ITOKa3BaT, Y€ PACTEKBT HA KIIETKUTE HA TYMOPH Ha I'bpaTa IpH
YOBEKA BEPOATHO € CTUMYJIMPAH OT NpoiakTuH. HezaBucuMo 4e npu KIMHUYHY U €IUAEMUOIOIUIHU
M3IUTBAHUS 10 MOMEHTA HE € JI0OKa3aHa sICHAa BPBb3Ka C NPUJIAraHeTO Ha aHTUIICUXOTHUIH, CE
IIpenopbyBa IOBUIIEHO BHUMAHUE [IPU NALIMEHTUTE ChC ChOTBETHATA aHaMHe3a. [lanunepunon
TpsA0Ba J1a ce Mpuara ¢ IOBUIIEHO BHUMAHUE PU MALIUEHTH ChC ChILECTBYBAILU TYMOPH, KOUTO
MOTAaT J1a ca NMPOJaKTHH-3aBHCHMH.

OpTocTaTHYHA XUITOTOHUS

[ManunepumoH MoXe Ja MpeAN3BIKA OPTOCTATHYHA XUIIOTOHUS MTPH HAKOU ITallMEHTH, TOPaaH
OJIOKHPAIIOTO CH JICHCTBHE BHPXY Ha al(a-apeHeprUIHNTE perenTopu. [Ipy KIMHUYHN H3TUTBAHHS
¢ TREVICTA, npu 0,3% oT nanueHTuTe ce choO0IIaBa 3a OpTOCTATUYHA XUITIOTOHUS KaTO HEXKelaHa
peaknusi. TREVICTA TtpsiOBa n1a ce n3mosn3Ba ¢ MOBUIIIEHO BHUMAaHUE TPH MTAIIUEHTH C U3BECTHU
ChPJCUHOCHIOBH 3a00JsBaHuUs (HAIP. ChpJICUHA HEIOCTATHUHOCT, MH(PAPKT HA MUOKAP.Ia MK
HCXEMHS, IPOBOJIHU HAPYIIEHHS ), MO3bYHOCHA0BA OOJIECT MIIN CHCTOSIHHSI, KOUTO Tpepasroiarat
MaIMeHTa KbM XUIIOTOHHS (HaIlp. 00e3BOJHABAHE M XUITOBOJIEMHS).

I'spuose

TREVICTA Tps0Ba aa ce u3moi3Ba ¢ MOBUIICHO BHUMAHUE MTPU MAIIMEHTH C aHAMHE3a 3a I'bPYOBe
WJIU IPYTH CHCTOSIHUS, KOUTO MOTEHIUAIHO IIOHMKABAT I'bPYOBHS IIPAr.

Br0peuno yBpexaane

[Ipu nauuenTu ¢ 6b0pevHO yBpeXJaHe IIIa3MEHUTE KOHIIEHTPALMK Ha AJIMIIEPUIOH Ca IIOBUIIECHH.
[Ipu manueHTH ¢ J1eko OBOPEUYHO yBpexkIaHe (KpeaTHHUHOB KIHUPBHC > 50 1o < 80 ml/min), no3ara
TpAOBa Jja ce KOpUrupa U NalMeHTHT Ja ce cTabWIn3npa ¢ NaIUIepUA0HOB aJIMUTAT 3a
WHXEKIIMOHHO MTPUIIOKEHUE BeTHBHXK MecedHo u cief ToBa aa npemune kbM TREVICTA. TREVICTA
HE ce IPenopbyBa IpH MAEHTH ¢ YMEPEHO MM TeXKOo ObOpeyHo yBpekaaHe (KpeaTHHUHOB
xmpbHC < 50 ml/min) (Bx. Touku 4.2 u 5.2).

YepHOAPOOHO YBPEKIAHE

JluncBar JaHHM TIPH MAIMEHTH C TeXKO uyepHoapoOHo yBpexaane (Child-Pugh knac C). [Ipenoprusa
ce MOBHIICHO BHUMAaHHUE, aKO MAIUIICPUIOH CE U3ITOJI3BA IIPH TaKMUBA MAI[MECHTH.

IlanenTH B cTapyecka Bb3pacT ¢ JICMEHITUS

He ca nmpoBexxganu npoyuBanust Ha TREVICTA npu manmeHTH B cTapyecka Bb3pacT C JeMEHIIUS.
TREVICTA He ce mpenopbyBa 3a JIeUeHUE MPH MALMEHTH B CTapyecka Bh3PacCT C NEMEHIIHS, TOPaaH
MOBULIEH PUCK OT 0011a CMBPTHOCT U MO3bYHOCHIOBH HEXEJaHU PEaKIHH.

ONuUTHT ¢ pUCIIEPHIOH, IUTHPAH II0-0J1y, CE CMATA 33 BAJMIEH U 3a NAJUIIEPUIOH.
Obwa cmvpmuocm

Meraananu3bT Ha 17 KOHTPOJIMPpaHU KIMHUYHHA U3IUTBAHUA IMTOKa3Ba, Y€ MAMUCHTUTE B CTapyeCKa
BB3PACT C IEMCHIUA, JICKYBAHU C APYTrd aTUIIUIHN aHTUIICUXOTUIIN, BKIIIOUUTEIIHO PUCIICPUIOH,



ApUITMTIPA30J1, OJIAH3AIIMH ¥ KBETHAIIMH, Ca UMaJIM TIOBHIIIEH PUCK OT CMBPTHOCT B CPaBHEHHE C
TIAIUEHTHTE, TpueMaiy miane6o. CMbPTHOCTTA MPH MALMEHTHTE, JIEKYBAaHU C PHCTIEPHUIOH, € 4%
cupsimo 3,1% 3a mnane6o.

Mo3vuHOCHO008U Hedcenanu peakyuu

HabnronaBa ce npubau3uTenHo 3-KpaTHO NOBUIIEHHE HA PUCKa OT MO3bYHOCHA0BH HEXXETaHU
peaKkMy Ipu paHJOMHU3UPAHH, TIAe00-KOHTPOIUPAHH KIMHUYHU IPOYYBaHUs MIPH TOMyJIalusaTa Ha
MAIUEHTHTE C IEMEHIINS, JIEKYBaHU C HAKOU aTUIWYHHU aHTUIICUXOTULM, BKIFOUUTEIIHO PUCTIEPUIOH,
apUITUIIPA30JI U OJIAaH3AMUH. MeXaHU3MbT 32 TO3M MTOBHILEH PUCK € HEU3BECTEH.

bonect na IlapkuacoH B feMeHINS ¢ Tenna Ha Lewy

Jlexapure TpsiOBa BHUMATEIHO JIa TIPELIEHST pUCKa CIPSMO 1on3aTa, korato npennucsar TREVICTA
Ha nanueHTH ¢ 6onect Ha [lapkuHcoH unu ¢ nemennus ¢ Tenna Ha Lewy (ATJI), Twit kaTo u npu
JBETE TPYIH MOJKE J]a HMa MOBUILIEH PUCK OT pa3BUTHE Ha HEBPOJIENTUYEH MAJIUTHEH CUHIPOM, KaKTO
¥ TIOBHIIICHA YYBCTBUTEITHOCT KbM aHTHIICUXOTHUIM. [IposBUTE Ha Ta3W MOBHUIIEHA YyBCTBUTEIHOCT
MOJKE J1a BKJIIOYBAT OOBPKAHOCT, 3aMbIJIECHO Ch3HAHHE, IOCTypaJIHAa HECTAOMITHOCT € YECTH NaJaHus B
JOI'BJIHEHUE KbM €KCTpanupaMuiHa CHMITOMATHKA.

Ipuanuzem

CpoO1maBar ce ciy4au Ha HHIYIUPaHE Ha MPHATIM3BM OT AaHTHIICUXOTHYHH JICKAPCTBEHHU MPOIYKTH
(BKITIOUUTENHO TAJIHIIEPHIOH), Orokupary aida-agpeHepruaHuTe penentop. IlanueHTnTe TpsoBa
Ja 0bpaat uHPOpPMUpPaHU He3a0aBHO Ja MOTHPCIT MEIUIMHCKA IIOMOIII, aKO TO3U PHANTU3bM HE
OT3BYy4YH JI0 4 Jaca.

Perynupane Ha TelecHaTa TeMIepaTrypa

AHTHIICUXOTUYHHUTE JIEKAPCTBEHH MPOAYKTH UMAT CBOMCTBOTO J1a HApPYIIABaT CIOCOOHOCTTA Ha
OpraHr3Ma Jia HaMaJisiBa TeJIecHaTa TeMiieparypa. [IpenoppuBat ce moaXoasMIIN TPHKH, KOTaTo
TREVICTA ce npeamnucsa Ha TallMeHTH, KOUTO IIe ObJAT U3JI0)KEHU HA YCIIOBHS, TOTPHHACSIIH 32
[IOBULICHUE HA TeJeCHaTa TeMIlepaTypa, HalpuMep YCHIeHH (PU3UUECKU YIPaKHEHHs], H3JlaraHe Ha
TIpeKOMepHa ropelnHa, 1 KOUTO TOJTy4YaBaT ChITBTCTBAIIIA TEPAITHUS C IEKAPCTBEHU MPOIYKTH C
AQHTUXOJIMHEPTUYHO JEeHCTBHUE, WM ca AeXUApaTHUPaHU.

Benosed TpoM00eMO0IH3EM

CrobmaBa ce 3a ciryvau Ha BeHo3eH TpomOoeMOom3sM (BTE) npu aHTHIICUXOTHYHUTE JICKAPCTBEHU
npoaykTH. Thil KaTo MalMEeHTHUTE, JIEKYBaHHU C aHTHUIICUXOTHLH, YECTO ca ¢ MPUAO0OUTH PUCKOBH
(akropu 3a BTE, Bcnuku Bp3MoxHH puckoBH (paktopu 3a BTE TpsioBa na 6b1at naentndumupanu
npenu U o Bpeme Ha nedenueto ¢ TREVICTA, kakTo u 1a ObJat npeanpueT NIpeBaHTUBHU MEPKH.

Antnemernuer eexT

[pn npeaKITMHNYHATE N3MUTBAHMS C TMATHIICPHIOH € HaOJIolaBaH aHTHEMETHUICH eekT. AKO TO3H
e(eKT ce MOSIBU IIPH XOpa, TOH MOXKe []a 3aMacKupa MPU3HALUTE ¥ CHMITOMHUTE Ha Ipe03UpaHe Ha
OIIpEe/ICIICHH JICKapCTBEHH TIPOAYKTH WM Ha CHCTOSIHUS, KaTO YpeBHA OOCTPYKIMS, CHHIPOM Ha Reye
Y MO3BYEH TyMOD.

IIpunoxxenue

Tps6Ba na ce BHUMaBa, 3a J1a ce u30erue ciyyaiiHoro nmkekrupase Ha TREVICTA B kpbBOHOCEH
CBb/.



HH! PAOCPATUBCH 51)]'[01'[1/1 HPpUC CUHAPOM

WnuTpaoneparusen ¢uomu npuc cunapom (MDUC) e HabnronaBaH o BpemMe Ha orepanus Ha
KaTapakTa [pH NalHUeHTH, JICKYBaHU C JIKAPCTBEHH MPOMYKTH ¢ eekT Ha anda la -axpeHepriuycH
anTaronuct, kato TREVICTA (Bxk. Touka 4.8).

HNDUC moxe 1a MOBUIIK PUCKA OT OYHH YCJIOXKHEHUS M0 BpeMe Ha U cien onepanusta. Hacrosmmara
WJIM TIPEJIUIIIHA yIIoTpeda Ha JIEKapCTBEHH MPOIYKTH ¢ ayia la-aapeHepriuieH aHTarOHUCTHYEH eeKT
TpsIOBa J]a ca U3BECTHY HA OYHUS XUPYPT Npeau oneparusata. [loreHImainaTa mojisa oT ClIMpaHeTo Ha
TepanusTa ¢ anda 1 6Iokepu npeau oneparysl Ha KaTapakTa He € yCTaHOBeHa U TpsiOBa j1a ObJie
TIpeTeHeHa CIPSIMO PUCKa OT CIIMpaHe Ha TePanusiITa C aHTHIICUXOTHIIH.

IlomonHu BemecTBa

To3u gexapcTBEH NPOAYKT ChIbpkKa Mmo-Majiako oT 1 mmol Hatpuit (23 mg) Ha 1034, T.€. IPaKTHYECKH
HE ChIbprKa HATPHH.

4.5 BzaumopeiicTBHe ¢ IPYru JIeKAPCTBEHU NMPOAYKTH U APYyru (popmu Ha B3anMoelicTBue

[IpenoppuBa ce moBumeHo BanManue, korato TREVICTA ce npenmnucsa ¢ JekapcTsa, 3a KOUTO €
U3BECTHO, e yabipkaBaT QT unTepBaia, kato kiac IA aHTHapUTMUYHY CpeAcTBa (HaNp. XUHUANH,
nusonupamun) u knac [l anTnapuTMHUYHM cpecTBa (Hamp. aMHOAAPOH, COTANON), HAKOU
AQHTUXUCTAMUHU, HIKOU aHTUOMOTUIM (Harp. (IIyOpPOXUHOIOHH), HIKOU JPYTH aHTUIICUXOTHULIH,
KaKTO U HSKOW aHTHUMaJapHitHu cpencTsa (Hamp. medaoxuH). To3u CIUChK € MHANKATUBEH U HE €
n34eprareseH.

Ilorenmman Ha TREVICTA 51a moBausiBa Apyry JIEKApCTBa

He ce ouakBa manunepuoH Aa NpeAn3BUKBa KIMHUYHO 3HAYUMHU (PapMaKOKHHETUIHU
B3aMMO/ICHCTBUS C JIEKapCTBa, KOUTO ce MeTaboIn3upar upe3 nuroxpom P-450 u3oeHszumure.

Karo ce nma npeaBui OCHOBHUAT e€(eKT Ha MaIUIepUAOH BbPXY LIEHTpalHaTa HEpBHA CUCTEMa
(IHC) (Bx. Touka 4.8), TREVICTA TpsiOBa aa ce M3mos3Ba ¢ MOBUIICHO BHUMAaHUE B KOMOWHAIHS C
JpyTH JeKapcTBa, Kouto aerctsar Bbpxy LUHC, kaTo aHKCHOIUTHUIIN, TOBEUETO AaHTUIICUXOTHLIH,
CBHHOTBOPHH, ONUATH U T.H., UM aJIKOXOJL.

[Maymnepumon MoXxe J1a aHTaroHU3Mpa edexra Ha JIEBOJIONA U APYTH JOTTAMUHOBH arOHUCTH. AKO ce
CMsITa, 4e Ta3u KOMOHMHAIMS € Heo0Xoauma, 0coOeHO B KpaliHus cTaauii Ha Oonectta Ha [lapkuHCOH,
TpsiOBa J1a ce MpeanucBa Hal-HUCcKaTa eeKTHBHA 7032 OT BCIKO JIEKAPCTRO.

[Mopaau moTeHnuana Ha JeKapCTBEHHUs IPOIYKT Ja IPEIU3BHKBA OPTOCTATUYHA XUTIOTOHHUS (BIK.
touka 4.4), npu npunaraseto Ha TREVICTA 3aenHo ¢ qpyru jiekapcTBEHH MPOIYKTH, KOUTO CHIIO
MMarT TaKbB MOTEHIHAI, HAIP. APYTH aHTUTICUXOTHILHN, TPHLUKIMYHHA aHTUACTIPECAHTH, MOXKE J1a ce
Ha0JII0/1aBa aINTUBEH €(EKT.

[IpenopbuBa ce MOBUILICHO BHUMAaHKE, B CIy4ail ye MalunepuioH ce KOMOWHHpA ¢ APYTH JeKapCTBa,
3a KOHWTO Ce 3Hae, 4e MMOHMKABAT Mpara Ha I'bpUoBeTe (Hanp. (eHOTHA3UHH WK OyTUPODECHOHH,
TPULUKINYHN aHTUACTPECAHTH WM CENIEKTUBHA MHXHUOUTOPU Ha 00paTHOTO 3aXBalllaHe Ha
cepotonuHa (SSRI), Tpamanon, medmoxus u ap.).

EnHoBpeMeHHOTO NpUiIaraHe Ha nepopajieH NaTUIepHIOH TaOJIeTKH ¢ YABIKEHO OCBOOOXKIaBaHE B
cTannoHapHO cheTosiHME (12 Mg BEAHBX THEBHO) C TUBAIMPOEKC HATPUN TAOJIETKH C yIBIKEHO
ocoboxaBane (500 mg 1o 2 000 mg BeAHBXK THEBHO) HE OKa3Ba epeKT BbpXy (papMaKkoKWHETHKATa
B CTALlMOHAPHO CHCTOSHUE Ha BaJIIIpoaTa.

He ca npoBexxnanu nmpoyuBaHus 3a B3aumonericteusaTa Mmexxty TREVICTA u nutuid, BpIipeku ToBa
CBIECTBYBA MaJIKa BEPOSATHOCT OT (DapMaKOKHHETHYHH B3aUMOJICHCTBUSL.
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Ilorenumnan Ha apyru gekapersa ga nosiausasat TREVICTA

IIpoyuBanus in vitro nokassar, ue CYP2D6 u CYP3A4 Morar 1a uMaT MUHUMAJIHO Y4acTHE B
MeTaboaM3Ma Ha MAIMIEPUIOH, HO HUTO in Vitro, HUTO in Vivo UMa NPU3HALY, Ye Te3U U30€H3UMHU
UrpasT 3HauuMa poJid B MeTabosin3Ma Ha NajaunepuoH. EAHOBpeMEHHOTO mpuilarase Ha nepopajeH
MAIMTIEPUIOH C MTapOKCETHH, MomeH nHxuouTop Ha CYP2D6, He moka3Ba KIMHUYHO 3HAUYUM e(heKT
BBPXY (hapMaKOKMHETHKATa Ha MaJUIIEPUIIOH.

EnHoBpeMeHHOTO MpUiIarane Ha NepopajieH NaTUuIepuIOH C YIBIKEHO 0CBOOOXKIaBaHEe BEIHBK
nTHEBHO ¢ kapbamazenud 200 mg 1Ba IbTH JHEBHO BOJIM /10 HAMaJsiBaHe ¢ mpuOmm3utenHo 37% Ha
cpenHata Cpax 1 AUC Ha manunepuoH B CTAIIMOHAPHO CHCTOsIHUE. TOBa HAMaJICHHE B 3HAUUTENIHA
CTEeIleH ce MPUUYUHSIBA OT yBenuyaBaHe ¢ 35% Ha ObOpeuHHs KIMPBHC Ha NaJUIIEPUIOH BEPOITHO B
pe3yaTat Ha MHAynupaHe Ha P-gp B 0p0penurte ot kapbamazenuH. OT JIEKOTO HaMallsiBaHe Ha
KOJINYECTBOTO Ha aKTUBHOTO BEILIECTBO, EKCKPETUPAHO HENIPOMEHEHO B ypHHATa, MOXeE Ja Ce
MIPEJIITOJIONKH, Ye € uMaito ciaab edekt Bbpxy CYP merabosnmama uinr OMOHATMYHOCTTA HA
MAJMIEPUIOH IO BpeMe Ha eTHOBPEMEHHOTO IpuiiaraHe Ha kapboamasenuH. [Ipy mo-BUCOKH 103U Ha
KapOama3enuH MoraT Jia ce IoJlyyaT [0-T0JIeMH HaMaJIeHUs Ha IJIa3MEHUTE KOHIIEHTpalluK Ha
nanunepunoH. [Ipu 3amouBanero Ha kapOamaszernuH no3ara Ha TREVICTA Tps6Ba aa ce npepasriena
¥ yBEIIM4H, aKo € HeoOxoanMo. ChOTBETHO IIpH CIMpaHeTo Ha kapbamasenuH go3ata Ha TREVICTA
TpsOBa Jia ce mpepasriie/ia ¥ HaMajd, ako € Heooxoaumo. TpsOBa a ce Ma MPeIBU yIBIIKEHOTO
ocBoOoxnasane Ha TREVICTA.

EnHOBpeMEHHOTO NpuiiaraHe Ha €IMHUYHH JIO3U MIEPOPAJICH MATUIICPUIOH TA0JETKU C YIBIIKECHO
ocBoOOXIaBane 12 mg ¢ qUBANIPOEKC HATPUI TAONETKH C YIBJIDKEHO 0CBOOOKIaBaHe (/1BE TaOIETKH
ot 500 mg BeIHBK JJHEBHO) BOAM JI0 yBenuuaBane Ha Cmax 1 AUC Ha NaJIMTNIEPUJIOH € PUOTU3UTEITHO
50%, K0eTo BEpOsTHO Ce IBbJKH HA YBeIMUeHaTa repopaiiHa abcopouums. Thii kato He ce HaOr01aBa
e(eKT BbpXY CHCTEMHUS KIIMPBHHC, HE C€ OYaKBa KIIMHUYHO 3HAYUMO B3aUMOJICHCTBHE MEXITY
JUBAJIIPOCKC HATPUI TaOJETKH ¢ YABKeHO ocBoOoxknaBane 1 TREVICTA unTpamyckyinHa
nmkekuus. He ca nposexianu npoyusanus 3a Tosa Bzaumopeiictsue ¢ TREVICTA.

Ennospemenna ynorpe6a Ha TREVICTA ¢ pucnepuoH WK HepopaicH MaTHIEPHI0H

Toii KaToO MaNUNEPUAOH € OCHOBHUAT aKTUBEH METa0OIUT Ha PUCIIEPHIIOH, TpsOBa J1a ce BHUMaBa IpH
ennoBpemeHnHoTO nprioxenne Ha TREVICTA c¢ pucnepusoH wiu ¢ nepopajieH majurnepuaoH 3a
MIPOBIDKUTEIICH MEepUo OT BpeMe. Jlanaute 3a 6e3onacHocT npu yrnorpedbara Ha TREVICTA ¢ npyru
AQHTUIICUXOTHILHY Ca OTPaHUUYEHH.

Ennospemenna ynorpeba Ha TREVICTA ¢ ncHXOCTUMYJIAHTH

EnHoBpeMeHHaTa ynoTpeba Ha ICHXOCTUMYJIAHTH (HATp. METUIGEHUIAT) C MATUIIEPUIOH MOXKE 13
JIOBE/IE 10 eKCTPANMPaMUAHN CUMIITOMH [IPHU [IPOMSIHA HA e[HATA HJIM M Ha JBETE TepanuH (BXK.
ToukKa 4.4).

4.6 ®@eprTHianTeT, )PEMEHHOCT H KbpMeEHe

bpemennoct

Hsima nocTaThyuHO JaHHM 3a ynoTpebara Ha MaTUIEPUIOH 110 BpeMe Ha 6peMeHHOCT. MHTpaMyCKyIHO
HMH)KEKTUPAHUST NaIUNEPUOHOB NAIMUTAT U IIEPOPATHO NPHIOKEHUAT NATUICPUAOH HAMAT
TepaToreHeH e(eKT B MPOYyUBAHUATA IPH XKUBOTHHU, HO C€ HAOJIF0OAaBaT APYTU BUIOBE PENPOLYKTHBHA
TOKCUYHOCT (B3K. Touka 5.3). IIpu HOBOpOJEeHH, ¢ EKCIO3ULMS Ha NAIUIEPUIOH [IPE3 TPETUs
TPUMECTBP Ha OPEMEHHOCTTa UMa PUCK OT HEXETaHH JEKapCTBEHH PeaKIUU, BKIIOUBALIH
€KCTpaMpaMUIHH CUMITOMHU H/WIIM CUMIITOMH Ha OTHEMAHe, KOUTO MOTaT J1a BapupaT 1o TeXECT U
IPOIBIDKUTEIHOCT ClIe] paskaaHeTo. JloknaaBaHu ca Cilydau Ha B30y, XUIEPTOHUS, XUIOTOHHS,
TPEMOp, COMHOJIEHTHOCT, PECITUPATOPEH AUCTPEC UM XPAaHUTEIIHU pa3TpoiicTBa. 3aToBa
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HOBOpoOJIeHUTE TpsiOBa Aa ObnaT BHEMaTenHo MoHuTopupanu. TREVICTA ne TpsiOBa na ce u3non3pa
pu OPEMEHHOCT, OCBEH B ClTydail Ha KaTeropudHa HEOOX0ANMOCT.

Tl KaTo MajMIEepUIOH ce OTKpHBA B Tu1a3Mara 1o 18 mecena cnex equanyHa 103a TREVICTA,
TpsiOBa J]a ce uMa MpeaBuJ YIbIKeHOTO ocBoOoxnaBane Ha TREVICTA, Thit kaTo eKcro3unus Ha
TREVICTA mnpu Maiikara, mpein U 110 BpeMe Ha OpeMEHHOCT MOJKE Ja JIOBEJIE 10 HEeXEJIaH! peaknu
MIPU HOBOPOJCHOTO.

Kopmene

[IpusoxeH B TepaneBTHYHH 03U Ha )KEHH, KOUTO KbPMST, MAIUIICPUIOH CE EKCKPETUPa B KbpMara JI0
CTETICH, TIPU KOSTO UMa BEPOSITHOCT 32 MOsiBa Ha €(heKTHU MpHU KbpMaueTo. [lanunepuion ce OTKpuBa B
ma3mara 1o 18 mecena cnen enuanyana no3a TREVICTA, 3aToBa TpsiOBa aa ce MMa mpenBu
YABIDKEHOTO MY OCBOOOX/1aBaHe, Thil KATO KbpMaueTaTa MoraT Jia ObJaT U3JI0KEHH Ha PUCK OT
npuitoskeHaTa MHOTO nipean kKbpmeHeto TREVICTA. TREVICTA ne TpsiOBa na ce u3mon3Ba no
BpeMe Ha KbpMEHE.

Deprunurer

He ca nabiogaBanu cbOTBETHU €(EKTH IPU HEKJIMHUYHU NIPOYYBaHHUS.

4.7 EdekTn BbpXy ciocoOOHOCTTA 32 IIO(pHpaHe U padoTa ¢ MAIIMHHU

[Nanunepunon Moxe Ja MOBIHsIE B MaJIka I yMEPEHa CTETEeH CIIOCOOHOCTTA 3a modupaHe u padbora
C MallMHY, IOpaIy NOTEHIMATHNTE e(eKTH BbpXY HEpBHATA CUCTEMA U 3PEHUETO, KaTo cefalus,
COMHOJICHTHOCT, CHHKOII, 3aMbIJIEHO 3peHue (Bxk. Touka 4.8). [lopaau ToBa, Ha MaeHTUTE TPsIOBaA 12
ce mpemnopbya Ja He mopupaT U pabdoTAT ¢ MAIMHH, JOKATO HE CTaHE U3BECTHA TAXHATA
uHAuBUAYyanHa qayBcTBUTeNHOCT KbM TREVICTA.

4.8 Hesxenanu JiekapcTBeHH PeaKLUH

O0600menue Ha npoduia Ha 0€30I1aCHOCT

Haii-yecto HaOmoaBaHNTE HEXENAHU PEAKLUUH, ChOOLEHU NP > 5% OT NalMeHTUTE B ABE
JIBOMHOCIIENT KOHTpoJMpanyu KiinHuYHY rpoyuBanus Ha TREVICTA, ca yBenudeHo Terio, nHpeKnus
Ha TOPHUTE TUXATEIHU IbTHUILA, TPEBOKHOCT, IM1aBo00IMe, 0€3ChbHUE U peaKlysl Ha MACTOTO Ha
HH)KEKTUpaHe

CuchbK Ha HSXKEIIAHUTE PCaKu B TaOINYEH BU

CreaBaT BCHUKH HEXKENIAaHHM PEAKIIHH, KOUTO Ce ChOOIIABaT 3a MATUIEPUIOH 110 KATETOPHH IO
YeCTOTa, OIICHEHH B KIIMHUYHU MPOYYBAHHS C MAIUIICPUTIOHOB MaIMUTAT. M3MON3BAaT Ce CIEAHUTE
TEPMHHU 32 KaTETOPUUTE 110 YecTora: MHo20 yecmu (> 1/10); wecmu (> 1/100 no < 1/10); neuecmu
(= 1/1 000 o < 1/100); pedku (= 1/10 000 mo < 1/1 000); mHo20 pedxu (< 1/10 000) u ¢ Heuzsecmua
yecmoma (OT HAIMIHUTE TaHHU HE MOXKeE J1a Ob/Ic HAPABEHA OI[CHKA).
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Cucremo-opranex

Heskesianu peakuuu

KJjac YecroTa
Mmuoro Yecrn Heuyectn Penxn C Hen3BecTHa
4ecTH yecrora®
Nupexnun nu nHpexuus Ha [THEBMOHUS, OPOHXUT, | MH(EKIHs Ha
unpecTanuu TOPHHTE nHpexuus Ha OKOTO,
JINXaTEeITHH JIMXAaTeJHUTE IbTHINA, | aKapoIEepPMaTHT,
ITBTHLIA, CHHY3UT, LUCTHT,
HH}EKLHs Ha nH(peKuUs Ha yX0To,
MTHUKOYHUTE TOH3UIUT
IIbTHILA, TPUI OHHXOMHUKO3a,
LEITyJIUT, HOJKOXKEH
adcuec
Hapymenus Ha HamaJieH Opoit 6enu HEYTpOIeHus, arpaHyJIoLUTO3a
KPbBTA U KPBBHHU KIICTKH, TPOMOOLIMTONIEHH
anvM¢naTa aHeMust s1, TIOBHILIEH Opoi
cucremMa €031UHOGHIN
Hapymenus Ha CBPBXUYYBCTBHTEIHOCT aHaMIaKTHYHA
HMYHHATa CHCTEMA peakius
Hapymenus Ha XHUIEPHPOIAKTUH HapyIIeHa
eHZlOKpl/IHHaTa CMI/ISI6 CeKpeuus Ha
CHCTEMA AQHTUJINYPETHYCH
XOPMOH, HaJIM4ue
Ha 3axap B
ypuHara
Hapymenus na XUNCPIIINKEMUs, |3axapeH auader’, quadeTHa BOJHA
MeTabom3mMa u MOBHIIABAHE HA | XMIIEPUHCYJIMHEMHs, | KETOALMI03a, HMHTOKCHKAIUS
XpaHeHeTo TErJ0To, HOBHUIICH aNeTHT, XHUIOTJIUKEMHSI,
MOHIWKABAHEe HA | AHOPEKCHUSI, TIOBUILICHO | OJIUIUIICHS
TErJIOTO, HHMBO Ha TPUIIIULEPUIH
HAMaJICH alleTHT | B KPbBTA, IIOBUILICHO
HHMBO Ha XOJIECTEPOJI B
KpPBBTa
Meuxuann MHCOMHUS® | @)KUTalu, HApYyLICHHs HA CBbHS, | KaTaTOHM, pascTpoiicTBO Ha
HapyIIeHus! Jenpecus, MaHUs, HaMaJIeHO CBCTOSIHYE Ha XPaHEHETO,
6€3MoKOCTBO JTUOUI0, HEPBHOCT, 00BpPKAHOCT, CBBP3aHO ChC CHHS
KOIIMapH COMHaMOYJIH3bM,
MPUTHIICHA
4yBCTBHTEIHOCT,
aHOprasMust
Hapymenus Ha MAPKMHCOHU3BM®, | TADAMBHA JUCKHHE3US, | HEBPOJENTHYCH | AuabeTHa KoMa
HEepBHATA CHCTEMa aKaTI/I3I/I$IB, CHUHKOII, MaJIMTHCH
cenarus/ MICHXOMOTOpHA CHUHZPOM,
COMHOJICHTHOCT, | CBPBXaKTHBHOCT, HCXEMHS Ha
JUCTOHUSA®, HOCTypanHa MO3bKa, JIUICa Ha
3amaiiBaHe, 3aMasHOCT, HapyIICHUE | peaKIus Ha
JIMCKHHE3Us®, Ha BHUMaHHETO, CTHMYIIH, 3aryba
Tpemop, JM3apTpHsl, UCTEeY3Usl, | Ha Chb3HAHUE,
riaaBodoue XUIOECTE3Ns, HOHIDKEHO HUBO
napecTe3us Ha Ch3HAHME,
KOHBYJICUH",
HapYILECHUs B
PaBHOBECHETO,
HapylIeHa
KOOp/AMHALUS,
TuTyOanus Ha
riaBaTa
Hapymenus Ha 3aMBIJIEHO 3pEHHUE, riaaykoma, ¢utoru upHc

OYHuTEe

KOHIOHKTHUBHUT, CyXOTa
B O4YHUTC

HapyIICHNUS HA
JBIKEHHUSITA HA
OuHTEe, BBPTCHE
Ha OYHTE,
¢doropobdus,
MOBHILECHO
CBII300T/CTISHE,
OKyJTapHa
XUIIEPEMHUS

CHHIPOM
(MHTpaomeparu
BEH)
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Hapyumenus Ha

BEpPTHIO, LIIyM B
yiuTe, 60JIKa B yXOTO

YXO0TO U
JIa0MpPHUHTA
Copaeunu TaxuKapaus ATPUOBEHTPUKYJIAPCH | IPEACHPAHO
Hapyme]."/]ﬂ 6JIOK, HapyuicHa MBXKJCHE,
MIPOBOAUMOCT, CHHYCOBa
yaboken QT-uHTepBai | apuTMUsL
HAa EJIeKTPOKAPIHO
rpama, CHHJpPOM Ha
HOCTypanHa
OpPTOCTATHYHA
TaxuKapaus,
Opanukapausi,
POMEHH B
€JIeKTPOKapauorpama
Ta, MAIIHTAIHH
CbaoBu XHUIEPTOHHS XUIOTOHUS, 6enoapodHa HCXEMUS
HApyLIEHHs OpTOCTATHYHA embouus,
XHIIOTOHHS BEHO3HA
Tpom003a,
3auepBsiBaHE Ha
JIMIETO
PeciupaTopun, KalLIUIa, JTUCITHES, CHH/IPOM Ha XUIIEPBEHTHIIA
rpPBLIHA U HazajJaHa (hapuHronapuHreanHa | ChHHA alHEs, [Usl, aCITUPAMOHHA
MeTHACTHHATHH KOHI'ECTHSI 60JIKa, EMUCTAKCUC 6enopodHa [THEBMOHWSI,
HApYLIEHHs! KOHTECTHS, nuchonus
KOHIECTHsI Ha
pecrnupaTropHus
TPAaKT, XPUIIOBE,
XpHUOTEHE
CroMauHo- KOpeMHa 00JIKa, | KOpeMeH AUCKOMQOPT, | TaHKPEaTHT, uieyc
4YpeBHH MOBpPbLIAHE, racTpOCHTEPHT, YpeBHA
HApYLIeHHSI rajexe, nmucarus, Cyxora B HEMPOXOIMUMOCT,
KOHCTHIIALIKS, ycrara, uaTyneHuus | moJayBaHe Ha
Japusi, e3uKa, (hexanHa
JTUCTICTICHSI, MHKOHTHHEHIINS,
3600001 (exanoma,
XEHJIUT
XenaroouianapHu [TOBHUILIEHH MOBHUIIIEHA Tama- JKBJITEHULA
HapyumeHust TpaHCaMHHa3:u FJ'IyTaMI/I.]'ITpaHC(bepa?,a,
[OBUILIECHH
YEPHOAPOOHH CH3UMH
Hapymenus Ha ypPTHKApUs, IPYPHUTYC, |JIeKapCTBEH CHH/IPOM Ha
KOKaTa u 0o0puB, anornenys, 00pus, Stevens-
MOAKOKHATA eK3ema, cyxa Koxa, xurnepkepatosa, |Johnson/rokcuuna
TBKAH epuTeMa, aKkHe cebopeeH enuepManHa
JepMATHT, HEKpOJIH3a,
MTBPXOT aHTHOEJIEM,
[IpOMsIHA B IBETA
Ha KOXKara,
Hapymenust Ha MYCKYJITHO- MOBHUIIIEHA KPEaTHH pabmoMuonusa, | HeoOWUaiiHa M03a
MYCKYJIHO- ckeneTHa Ooska, | docdokrHasza B MO/JlyBaHe Ha
CKeJIeTHATA Oonka B repoa, KPBBTa, MyCKYJIHH CTaBHTE
CHCTEMA H apTpairus cIia3Mu, CKOBAaHOCT B
CTaBUTE, MyCKYJTHA
CheIUHUTEJHATA
ciaaboct
ThbKaH

Hapywmenust na
OBOpenuTe N

He3aabpikaHe Ha
YpUHA, TOJAKHYPHS,
JU3ypust

peTeHIus Ha
ypHuHa

NMUKOYHUTE
bTHINA

CbcTosinus, CHH/IPOM Ha
CBbp3aHu C OTHEMAHE CJie]]
GpeMeHHOCTTA, paxkaaneTo (BiK.
POaOBHS TouKa 4.6)
TOCJIEPOAOBHSI

nepuoj
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Bb3HUKHAJIHU B
pe3yaTart Ha

Hapylﬂel—[ﬂﬂ Ha aMceHOpesl, CPCKTUIIHA IpuanusbMm,
Bb3NPOU3BOIUTE]H AuchyHKums, muckoM¢popT B
aTa cucTeMa u HapyllIeHHe Ha rbpjara,
r'bp}IaTa CiAKYyJanusiTa, KPBbBOHAIIbJIBAHE
HepeIoBHA Ha I'bpaaTa,
MEHCTpyanus”, yroJeMsBaHe Ha
TUHCKOMACTHA, TbpPAUTE,
TrajlakTopes, CEKCyaliHa | BArMHAJIHO
nuchyHkius, 6oka B | TeYCHHE
rbpjara
06]]_[](1 Hapy]_l_[eﬂ]/lﬂ IUpEeKCus, OTOK Ha JIUIETO, OTOK’J, XUIIOTEPMUS, IIOHM)XCHA TCIICCHa
u edeKkTH Ha acTeHHs, yMopa, |IOBHUIIEHA TeJIecHa BTpHCaHE, TeMIepaTypa,
MSICTOTO HA peaxmus Ha TeMIepaTypa, JKa)k[a, CHHIPOM | HEKpo3a Ha
le/lﬂo)l(eﬂl/le MsSCTOTO Ha HapyuieHa noxoaka, Ha OTHECMaHE, MACTOTO Ha
WHXXCKTUPAHE 0oJIKa B I'bpaAUTE, a6cuec Ha WHXXCKTHUPAHEC, sI3Ba
nuckomdopT B MSICTOTO Ha Ha MACTOTO Ha
obnacTra Ha I'bpAUTE, WHXXCKTUPAHE, WHXCKTUPAHE
HEPA3MOJIOKECHHUE, LCITYJIUT Ha
UHAYypauus MSCTOTO Ha
WHXXCKTHUPAHE,
KHCTa HAa MsCTOTO
Ha MHIKEKTHPAHE,
XEMaToOM Ha
MSCTOTO Ha
HWHXXCKTUpPaHE
HapaunsBanus, najaHe
OTpaBSIHUS U
YCJIOKHEHM S,

HHTEPBEHIHHU
a

YecroTaTa Ha HEXKEJTAHUTE peaKnuu € OoIpeACiICHa KaTO KaTCropus "C HEU3BECTHA ‘ICCTOTa", 3alI0To HE Ca

HaOJIF0JaBaHU B KIIMHUYHU U3MHUTBAHUS C MAIMIEPHIOHOB ManMuTar. Te ca MoiydeHH Wid OT CIIOHTAaHHH
MOCTMAPKETHHIOBH ChOOIICHHUS U YECTOTATa UM HE MOXKE J]a C€ ONPEACIIH, HIH Ca HOJIyYeHU OT KIMHIUYHU W3MUTBAHUS
W/WITH OCTMApKETHHTOBH CHOOIEHHUS C PUCTICPUIOH (BCSIKAKBa JIeKapcTBeHa (hopMa) WilM ¢ TiepopalieH MaauIepUIOH.

Buxre mo-momy ,, XUneprpoaakTHHeMus:”
BmwxTte mo-gony ,,Exctpanupamunau cumnromu’.

B nnaie60-koHTpOIMpaHu U3MUTBAHKS CIy4a Ha 3axapeH auadet ce crobuasat npu 0,32% oT yyacTHULHTE,

JIEKYBaHM BEJHBX MECEYHO C MHXKEKIIMOHEH MAINIEPHIOHOB MAIMUTAT B cpaBHeHHe ¢ yectoTa oT 0,39% B rpymata ¢
miare6o. Obmiara 4ecToTa OT BCHUKU KIIMHUYHY n3nuTBaHus € 0,65% Mpu BCHUKU yYaCTHHIIH, JIEKYBaHH BEIHBK

MCECCYHO C MHXKCKIMOHCH ITAJIUIICPUJOHOB ITaJIMUTAT.

A MHcOMHHS BKJIKYBA: 3aTPyIHEHO 3aCIUBAHE, MOBBPXHOCTEH ChH; KOHBY/ICHSI BKIIOUBA: TIPUNAABK ,,grand mal”;
OTOK BKJIIOYBA: T€HEPATM3UPAH OTOK, MepUdepeH 0TOK, MeK 0TOK. MeHCTpya/iHO HapylIeHHe BKJII0YBA: 3a0aBeHa
MEHCTpYalMs; HepeAOBHA MEHCTPYaLHs; OJIUTOMEHOpEsL.

Hexenanu PCAKIINU, Ha6J'IIOgaBaHI/I C JICKApCTBECHU Q)O[ZMI/I Ha pUCIICPUTOH

Twit kaTo NaJIMNIEpUAOH € aKTUBCH MeTaboJIUT Ha PpUCTIEPHUIOH, HpO(l)I/IJ'IHTe Ha HEXCJIAaHU PCAKIINU Ha
TEC3W AKTUBHHU BCIICCTBA (BKJ’IIO‘H/ITGIIHO TICPOPATTHN U WHIKCKIITMOHHN q)OpMI/I) ca CbOTHOCHUMH.

Onwcanyve Ha W30paHu HeXKETaH! PEaKIUU

Anagpunakmuuna peaxyus

Ilo BpEME Ha IMMOCTMAPKETUHI'OBUS OITUT PAKO Ca C’bO6HIaBaHI/I ClIy4an Ha aHa(l)I/IJ'IaKTI/I‘{Ha peakuusd
CJIEA MHXKCKIUOHHO IMPUJIOKEHNE Ha NATTUIICPUIOHOB NAJIMHUTAT BEAHDBXK MECEYHO IPU MALIUEHTH,
KOHUTO MpEAU TOBA Ca UMAJIU ITIOHOCUMOCT KbM NEPOPAJICH PUCIICPUAOH HUIIU IIEPOPAJICH MATUTICPUIOH

(BX. Touka 4.4).

Peaxyuu na macmomo na undicekmupamne
B xnuanunute npoyusanus Ha TREVICTA, npu 5,3% 0T yyacTHUIMTE Haii-uecTo choOlaBaHaTa
HE)XeJlaHa peaklys, € CBbp3aHa ¢ MACTOTO Ha MH)XKeKTupaHe. HUTo euH OT Te3u ciydyau He e Oun
OIMCaH KaTo CEPHO3EH U HE CE € CTUTHAJIO JI0 MPEKPATABAaHE Ha JieueHueTo. B3 OCHOBa Ha OLIEHKA Ha
u3cienoBaTenuTe, B > 95% ot ciyyaute, MHIAypaLys, 3a4epBsiBaHe U [10lyBaHe ca OTChCTBAJIM UJIM ca
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OIICHCHHU KaToO JICKHU. OI_IeHKI/ITe Ha YYaCTHHUIHUTE 3a 0oJIKaTa Ha MSCTOTO Ha HWHXXCKTUpAHC Ha Oazata
Ha BU3yaJilHa aHAJIOTOBA CKajla Ca HUCKU U C HAMAJICHUE IO UHTECH3UTET C TECYCHUC HA BPEMETO.

Exempanupamuonu cumnmomu (EIIC)
B xnunnunute npoyuBanusa Ha TREVICTA, akatusus, JUCKUHE3Us, TUCTOHUS, MAPKUHCOHU3BM U
TpeMop ca cboOIIeHH choTBEeTHO TipH 3,9%, 0,8%, 0,9%, 3,6% u 1,4% oT nauueHTuTe.

Excrpanupamunaute cumntomu (EIIC) BritrouBaT cOOpeH aHANIU3 Ha CICIHUTE TEPMUHH:
MApKUHCOHU3BM (BKIIIOYBA €KCTpAaTUpaMHIHI HAPYILICHHs, €KCTPATUPAMHUIHI CUMIITOMH, on U off
(benomen, Oonect Ha [TapkUHCOH, MTAPKUHCOHOBA KPH3a, XUIIEPCATUBALHS, MYCKYJIHO-CKEIETHA
CKOBaHOCT, MAPKWHCOHMU3HM, H3THYAHE Ha CIIIOHKA, PUTUAHOCT THUI ,,3609aTO KOJIEN0”,
OpaluKuHE3Hs, XUTIOKUHE3Us], MACKOBUIHO JIMIIE, MyCKYJIHAa CKOBAaHOCT, aKHHE3Hs, BpaTHA
PHUTHIHOCT, MyCKyJIHa PUTHIHOCT, TAPKUHCOHOBA ITOXO/IKA, IIATOJIOTHYCH pedJiekc Ha riadernara, U
MAPKUHCOHOB TPEMODP IPH MOKOI), aKaTU3Us (BKIIFOUBA aKaTHU3Us, 0€3M0KOICTBO, XUTIEPKUHE3HS U
CHHZPOM Ha HECIIOKOMHUTE KpaKa); TUCKUHE3Us (IUCKUHE3Hs, XOpes, IBUTaTeIHO Pa3CTPOICTBRO,
MYCKYJIHHU MTOTPETBaHU, XOPE0aTET03a, aTET03a U MHOKJIOHYC); AUCTOHUS (BKJIFOUBA TUCTOHHS,
LEPBUKAJICH CIIa3bM, EMIIPOCTOTOHYC, OKYJIOTHPHA KpHU3a, OpOMaHIUuOyIapHa TUCTOHHS, CapJOHHICH
CMSIX, TETAHUS, XUIIEPTOHUS, TOPTHKOJIIC, HEBOJIEBH MYCKYJHHA KOHTPAKIUH, MyCKYyJIHa KOHTPaKTypa,
OnedapocnazbM, OKyJIOTHpAIKs, Tapajin3a Ha e3HKa, JINIEB Ca3bM, JIAPUHTOCTIa3bM, MHOTOHHUS,
OITICTOTOHYC, OPO(hapHHTealIeH ClIa3bM, INIEBPOTOTOHYC, CIIa3bM Ha €3UKa U TPH3MYC) U TPEMOD.

THosuwasane na meenomo

B nparocpodHo paHIOMU3UPAHO IPOYUYBaHE 3a NPEYCTAHOBIBAHE HA JIEYEHUETO, HEECTECTBEHO
MOBHUIIIABaHE Ha TETIIOTO C > 7% OT ABOMHOCISAIO U3XOIHO HUBO JI0 IBOMHOCIIANA KpaiiHa TOYKa ce
Habmronasa pu 10% ot yuactHunure B rpynara Ha TREVICTA u nipu 1% ot yyacTHULIUTE B
wrane6o rpymnarta. OT Apyra cTpaHa, HEeCTECTBEHO HaMalsIBaHe Ha TEJIECHOTO Tero (> 7%) oT
JBOMHOCIIAIO U3XOAHO HUBO JI0 IBOMHOCIIANA KpaliHa Touka ce Habmogasa npu 1% oT mauueHTuTe B
rpynata Ha TREVICTA u npu 8% oT ydacTHUIMTE B IUanebo rpymnara.

Cpenuute IpOMEHHU B TEIECHOTO TETJI0 OT ABOMHOCISIIO U3XOAHO HHUBO JI0 ABOMHOCTANA KpaiiHa
Touka ca choTBeTHO: 10,94 kg u -1,28 kg 3a rpynure Ha TREVICTA 1 rurane6o.

Xunepnponakxmunemusi

ITo Bpeme Ha nBOMHOCHAMATA (ha3a Ha ABITOCPOYHOTO PAHJOMH3HPAHO IIPOYIBAHE 32
[IpeyCcTaHOBsABaHE Ha JICUSHUETO, ce 3a0esI3Ba MOBUILIEHNE Ha IPOJIaKTHHA HaJ pedepeHTHUTe
rpanui| (> 13,13 ng/ml npu mbxe u > 26,72 ng/ml npu >xeHN) B TTO-BUCOK MPOIICHT 338 MBXKETE U
xeHute B rpynara Ha TREVICTA, otkonkoto B mane6o rpynata (cpotBeTHO 9% cpenty 3% u 5%
cpemy 1%). B rpynara na TREVICTA, cpennara npomsiHa 0T ABOHHOCIAIO U3XOIHO HUBO JI0
JIBOMHOCIIATIA KpaiiHa Touka e +2,90 ng/ml 3a mbxke (cpemry -10,26 ng/ml B mianebo rpymara) u
+7,48 ng/ml 3a >xxenu (cpeuty -32,93 ng/ml B rutane6o rpynata). Exna sxena (2,4%) B rpynata Ha
TREVICTA e nony4uiia KaTo HeXXeJlaHa PeaKiiisi aMeHopesl, I0KaTO HeKeJIaHH PeaKIiH,
MOTEHIIMAIHO CBbP3aHU ¢ HUBOTO HA IMPOJIAKTHH He ca HabJI01aBaHU MIPU JKEHUTE B IUianedo rpynara.
He ca naGntofaBanu HexenaHy peaklUy, IOTEHLHATHO CBbP3aHU C HUBOTO Ha MPOJIAKTUH NIPU
MBKETE B IBETE IPYIIH.

EdexTu Ha TepaneBTHYHUS KJIac

[Ipu aHTUTICHXOTHUIINTE MOXKE Jla Bh3HUKHAT yIbikaBaHe Ha QT MHTepBasa, BEeHTPUKYJIAPHU apUTMHUH
(BeHTpUKyIapHa GUOpMITAINs, BEHTPUKYJIApHA TaXUKapAKsl), BHE3aTHa HEOOSICHIMA CMBPT, ChPIACUCH
apecr u Torsade de pointes.

CroO1iaBar ce cirydan Ha BEHO3HA TPOMOOEeMOOITHSI, BKITFOUUTENHO Cly4Yan Ha 0eIopo0eH
eMOOIM3BM U IBIIO0KA BEHO3HA TPOMOO03a IIPH aHTHUIICUXOTHYHUTE JICKAPCTBEHHU MPOJYKTH (C
HEHM3BECTHA YECTOTA).

Cpo0OuiaBaHe Ha IOO3UPAHN HEXKEIAHN PEAKIINU
Cro0maBaHeTo Ha MOJIO3UPAHN HEeXEIIAaHH PEaKI|H CIIC/ pa3pellaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOJYKT € BakHO. TOBa MO3BOJISIBA J]a MPOIBIKU HAOIIOIEHUETO HA ChOTHOIIICHUETO T0J13a/PHCK 3a
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JIEKapCTBEHUS MPOLYKT. OT MEULIMHCKUTE CIIELIMAIUCTH C€ U3UCKBA Ja ChOOLIABAT BCSIKA
MOA03MpaHa HeXKeTaHa PeaKIlys Upe3 Hal[lIOHATHATa CUCTEMA 3a ChOOIIaBaHe B:
W3nbiHUTENHA areHnus 110 JieKapcTBaTa

yi. ,,Jlamsn I'pyes” Ne 8

1303 Cocdus

Ten.: +359 2 8903417

yebcaiit: www.bda.bg
4.9 Ilpeno3upane
CumMnromu

ITo npuHLKII, OYaKBAHUTE MPU3HALM U CUMIITOMH Ha MPEJO3MPaHe Ce U3pa3siBaT B yCHIBaHE Ha
U3BeCTHUTE (HapMaKOJIOrHYHM e(EeKTH Ha MATUIICPUIOH, T.€. CHHINBOCT U CEAALUs, TAXUKAPIUS U
XHIIOTOHMS, yAbDKaBane Ha QT maTepBana n ekcrpanupamuaan cumnromu. Torsade de pointes u
KaMepHa ¢pudpuiiaLus ce cho0IaBaT PY MALUCHT B CIy4ail Ha pelo3upaHe Ha IepopaieH
HalunepuaoH. B ciyuait Ha octpo mpenosupane TpsOBa Ja ce UMa IPeABHU]] Bb3MOXKHOCTTA Jia ca
NPHETH PA3THIHH JICKApCTBA.

JleueHue

Koraro ce npeneHsBaT TepaneBTHYHUTE HYKIX U IepHOJia Ha Bh3CTAHOBSIBaHE, TPSOBA a ce UMa
IpPEeBUJL ECTECTBOTO HA JIEKAPCTBEHUS MIPOLYKT C YIBIKEHO OCBOOOXKAaBaHE U ABITHS MOTYKUBOT Ha
eMMMUHHpaHe Ha nanunepunoH. [lamumepnnon HaMa cneruduaeH aHTrAoT. TpsaOBa fa ce mpuiIokar
o0y noagbpkanm Mepku. TpsOBa fa ce OCUTypAT U MOAABPIKAT CBOOOIHH AUXATECIHU IHTUINA,
HACHIIAHE C KHCIOPOJI M BEHTHJIMPAHE.

Tps6Ba na 3an04yHe He3a0aBHO HAOJIOAEHUE HA ChPAEUYHOCHI0BATA CUCTEMA, KOETO J1a BKJIIOYBA
MIPOJBIDKUTEIHO EIEKTPOKAPINOTpadcKo MOHUTOPUPAHE 33 CBEHTYaIHH apUTMUU. XUIIOTOHUSATA H
LUPKYJIATOPHUAT KOJaIc TpsiOBa a ObJIaT JEKyBaHH CbC CHbOTBETHUTE MEPKH, KATO HHTPABEHO3HU
BJIMBAHUA HAa TEYHOCTH W/UJIM CUMIIATUKOMUMETHUIIM. B ciydail Ha TEXXKU eKCTpanupaMuIHu
CHUMIITOMH Tpsi0Ba 1a ObJaT MPHUIIOKEHN aHTUXOJIMHEPTHYHH cpeacTBa. HemocpeacTseHoTo
HabJroeHNe U IpociieAsBane Tps0Ba 1a MPOabKaT, JOKATO MALUEHTHT CE Bb3CTAHOBH.

5. DPAPMAKOJIOI'NYHHU CBOUCTBA

5.1 ®apmakoguHAMHYHM CBOWCTBA

®apmakoTepaneBTuyuHa rpyna: [lcuxonentumy, npyru antuncuxotunu, ATC kox: NOSAX13

TREVICTA cpabpika parieMu4Ha cMec OT (+)- U (-)-IaJHInepuoH.

Mexann3bM Ha JeiicTBHE

[ManmnepuoH e cenekTUBEH OJIOKep Ha ePeKTUTE HA MOHOAMUHA, YHHTO (HapMaKOJIOTHYHH CBOWCTBA
ca pa3IM4HU OT TE€3U Ha TPAJUIHOHHUTE HEBpoJenTHIH. [laaunepunon ce cBbp3Ba 3IpaBo ChC
cepotornHepruanute 5-HT2- u nomamunepruannre D2-penentopu. [lanunepuaoH 6JI0Kupa CIIO
anda l-anpeHepruuHUTE PELEnTOpU U B mo-cnaba crenen H1-xuctamunepruanure u anda 2-
azpeHeprugHuTe perentopu. GapMakoIorniaHara akTHBHOCT Ha (+)- 1 (-)- CHAaHTHOMEPHTE Ha
MAJMTIEPUIOH Ca KOIMYECTBEHO M KAYECTBEHO CXOIHH.

[TanunepumoH He ce CBbP3Ba C XOJIMHEPTHYHUTE PEIENTOpH. BhIpekn e manunepuion e momeH D2-
AHTArOHHUCT, MOPAU KOETO CE CMSTA, Y€ TOW OBJIAJSBA TTO3UTUBHUTE CUMIITOMHUTE Ha IIHU30(pEHUs,
TO MpeIn3BHUKBA MO-cilada KaTalercus U 1mo-ciabo HamalsiBa MOTOPHUTE (PYyHKIIMU B CpaBHEHHE C
TPaJMIMOHHUTE HeBpoJienTuiy. [Ipeo0ianaBanusir EHTPAICH aHTArOHU3bM CIIPSIMO CEPOTOHHH
MOXe€ J1a HaMaJii IOTEeHIIMAaJla Ha MaJMIIEPUIOH a IPUYMHABA EKCTPAUPaMUIHU HEXKEJIaH! PEaKIUu.
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Kinnanyna edukacHocT

Eduxacnocrra Ha TREVICTA 3a nogbpixamio JieueHre Ha MU30(QPEHUs IPH NAUSHTH, aJIeKBaTHO
JIEKyBaHH MTOHE YETUPH Mecella ¢ NAIUIIEPUIOHOB NAJIMUTAT 32 HHKEKIIMOHHO MPUIIOKEHUE BETHBK
MECEYHO, KaTo MOCIETHUTE JBE TO3H Ca C €IHO U CHINO KOJUIECTBO HA AKTUBHOTO BEIIECTBO, €
YCTaHOBEHA B €/IHO ABJITOCPOYHO, PAHAOMH3HPAHO, ABOHHOCIIAIO, MIane00-KOHTPOIHNPAHO
MIPOy4YBaHE 3a MPEyCTaHOBSIBAHE HA JIEUEHUETO U JPYTO ABJITOCPOYHO ABOMHOCIANO, AKTUBHO
KOHTPOJHMPaHO HeMH(pepHopHO npoyuBaHe. [IbpBUYHUAT pe3ynTaT U 3a IBETE IPOYYBAHUS Ce
OCHOBABa Ha PEIUIUB.

B nbpnrocpodHo paHIOMU3MpaHO IPOYYBaHE 3a IIPeyCTaHOBABaHE Ha JieueHneTo 506 Bb3pacTHH
MalIMEeHTH, KOUTO OTrOBapAT Ha KpuTepuure 3a musoppenus no DSM-IV ca BxitoyeHu B 0TBOpeHaTa
mpexoHa ¢asza u ca JISKyBaHU C IPOMEHJIMBYU 03U MANTUTNIEPUIOHOB TAJIMHUTAT 32 MHXKEKIIHOHHO
MIPUII0KEHUE BEIHBX MECEUHO B JENTOUAHUS WM ceflanuiuHus Myckya (50-150 mg) B npoxbikeHue
Ha 17 cemmuny (KOPEKIIMHU Ha J103aTa € UMaJlo Ha ceAMUIy 5 1 9 ). O0mio 379 manueHTH ciel| ToBa, ca
nonyuniu equHryHa Qukcupana no3a TREVICTA (no3ara e 3,5 mbTH M0-BHCOKa OT TOCJIEIHATA /1032
Ha MaJUIepUAI0HOB NAJIMUTAT 32 HHXKEKI[MOHHO NPUJIOKEHNE BEIHBXK MECEUHO), IPUIOKEHA B
JEeNTOUIHUS WM CENANUIIHUS MYCKYJ. YUaCTHUIIUTE, KOUTO CE€ CUUTAT 3a KIMHUYHO CTAaOMIH3UPaHU
B Kpas Ha 12 cepmuyHara (aza Ha cTadMIM3MpaHe, Clie]] TOBa ca paHIoMHu3upaHu 1:1 KpM
TREVICTA wim mnane6o B IBoWHOCIMNA (a3a ¢ MPOMEHIINBA MPOABIDKUTEIHOCT (J103aTa
TREVICTA e cpmara, KaTo rmocieaHara /103a, mojy4eHa o BpemMe Ha ¢a3aTta Ha CTaOWIH3UpaHe;
Ta3y J103a ocTaBa (pukcupaHa npes Lsara JBoiHocsna ¢asa). B to3u nepuon 305 cumnroMaTuuHO
CTaOMIM3UPAHH MAIIMEHTH ca PaHAOMHU3MpaHu Aa npoabinkaT nedeHnero ¢ TREVICTA (n = 160) uin
miane6o (n = 145) 1o nosiBa Ha peUANB, PAaHHO OTTETIISIHE, MIIN 10 Kpasi Ha TIPOYYBAHETO.
[IppBUYHATA KpaiiHa TOUKa 3a e(PUKACHOCT € BpEeMETO [0 N0sIBa Ha IbPBHS peuuans. [IpoyuBanero e
MIPEKpaTeHo Bb3 OCHOBA HA MPEIBAPUTENHO INIaHUPAaH MEKAUHEH aHAlIU3, IPOBEAEH IPH
panzomMu3upane Ha 283 manueHTH U HabOoAaBaHu 42 ChOUTHUS HA PELIUIUB.

B®3 ocHoBa Ha okonvatenHus aHanu3 (N = 305), 42 nanuentu (29,0%) B mianedo rpynara u

14 marment (8,8%) B rpymata Ha TREVICTA, ca umanu csOuTHE Ha pEIMINB 10 BpeMe Ha
nBoitHocismata ¢asza. Koedumuentst Ha puck e 3,81 (95% CI: 2,08; 6,99), koeTo moka3Ba HamaJieHHE
cbe 74% Ha pucka 3a penuaus ipu TREVICTA B cpaBHenue ¢ mnane6o. Kpusara va Kaplan Meier 3a
BpPEMETO J0 MOsIBa Ha PELUUB B 3aBUCMOCT OT JIEYEHHETO € MoKa3zaHa Ha ¢urypa 1. Fma
3HauuTenHa pasiuka (p < 0,0001) mexy nBeTe JIeKyBaHHU TPYITH 32 BPEMETO 0 MOSIBa HA PEIUNB B
non3a Ha rpynata Ha TREVICTA. Bpemero 1o nosiBata Ha pennuB B miaie0o rpymnara (CpeaHo

395 mHM) e 3HAYHUTENHO MMO-KPaTKo, OTKONKOTO B rpynara Ha TREVICTA (Menuanara He MOXKe Aa ce
OTICHY TIOPaJ¥ HUCKUS TIPOIICHT Ha MaIlueHTH ¢ peruaus [8,8%]).
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Mayncnen NpoueHT NauKeHTH Ges peunaoue

2B EE 24 M2 140 168 196 224 ZEZ 2ED 308 335 364 192 420 44B

Bpewme (QHK) OT pPAHOOMKWINPAHETO

®urypa 1: Kpusa Ha Kaplan-Meier 3a Bpeme 10 1osBa Ha peUUANB — OKOHYATEIICH aHATTN3

B orBopenara (aza Ha HeMH(PEPHOPHOTO NMPOYyIBaHE ca BKIIOUeHH 1 429 marmeHTn ¢ ocTpa popma Ha
30 peHusi, OTroBapsIy Ha KpuTepuuTe 3a mu3odpenus mo DSM-IV (cpenen 061 c6op Ha
n3xonHoto HUBO 10 PANSS: 85,7), nekyBaHM ¢ TAIMIIEPUIOHOB TAIMUTAT 38 HHKEKIIHOHHO
MPUIIOKEHUE BETHBX MECEUHO, B MPOABIDKeHNE Ha 17 ceqmuiii. B3MOKHOCT 3a KOPEKITUS Ha 103aTa
(tr.e. 50 mg, 75 mg, 100 mg unu 150 mg) e umMano Ha ceMUIH 5 1 9 ¥ MACTOTO 32 HHIKEKTUPAHE
JENTOUIHUS UM CelaUIIHUA MycKyi1. 1016 yuacTHUIM, OT T€3U KOUTO OTIOBapAT Ha KPUTEPUUTE 3a
pangomu3upane Ha ceqmuua 14 u 17, ca pangoMusupanu B CboTHOIIEHHE 1:1 1a mpoabmkar
MAJIMIEPUIOHOB NAIMUTAT 332 MHXEKIIMOHHO IIPUIIOKEHUE BEHBX MECEYHO WM Jja Obaat
npeskirouenn Ha TREVICTA ¢ no3a 3,5 nbTr mo-BUCOKa OT Jj03aTa Ha MAUIIEPUIOHOB MAIMHUTAT 3a
HMH)XEKLMOHHO IPUWIIOKEHHE BEIHBK MECEUHO, Ipuiarada Ha ceamuua 9 u 13, 3a 48 ceamunu.
VYuactaurute ca monyyaBanu TREVICTA Benubxk Ha Bcekd 3 Mecena, a pe3 OCTaHAIMTE MECeI ca
MOJTy4yaBajy I1ane0o HHXEKIMOHHO, 3a Jia ce MOoAAbpiKa 3aciensBaHeTo. [IbpBuuHaTa KpaiiHa TouKa
3a e(pMKACHOCT Ha IPOYYBAHETO € MPOICHTHT HA MAIIMEHTUTE, KOUTO HE Ca MMAJIH PEIHIUB B Kpas Ha
48 ceqmuuHaTa IBoiHOCHAMNa (a3a Ha Oa3a 48-cenmuunara onenka mo Kaplan Meier (TREVICTA:
91,2%, nmanunepuI0HOB MATMUTAT 32 MHXKEKIIMOHHO NMPUJIOXKEeHHE BeAHBK MeceuHo: 90,0%).
CpenHoTo BpeMe 710 T0siBa Ha PELUIUB U B IBETE IPyNU HE MOXKe Ja ObJie OLICHEHO, TOpaIy HUCKUS
IIPOLIEHT Ha NalueHTuTe ¢ peruauB. Paznukarara (95% CI) mexxny nexyBanute rpynu e 1,2% (-2,7%,
5,1%), moxpuBaIa KpuTepus 3a HemHOEPHOPHOCT, Oa3upaH Ha paznuka oT -10%. Taka rpynara Ha
neuenue ¢ TREVICTA e nHenndepuopHa cripsmMo NalUINEpUI0HOB NAIMUTAT 32 WHKEKIIHOHHO
IIpUJIOKEHUE BeHBXK MeceuHo. [lonobpsBaHe Ha PyHKIIMOHUPAHETO, OLIEHEHO C IIOMOILTa Ha cKajlaTa
3a Jlnuno u Conmanno @yukuuonupane (Personal and Social Performance scale, PSP), e
HabJr01aBaHo 10 BpeMe Ha OTBOpeHaTa (a3a Ha cTabMIM3UpaHe U OJABPKAHO 110 BpeMe Ha
JBOHHOCIANATA (ha3a 3a ABETE TPYIH Ha JieueHHe.
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TREVICTA (MN=438)

------ Eamomecsuss NamOTap M 0H TEMICTST 23 HECESFIMOEE 0 Mpnosasme (=450

Aayucned npolyeHT naumenTy bea peungne
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Bpeue (1HH) 0T paHIOMHIHPAHETO
Qurypa 2: Kpusa na Kaplan-Meier 3a Bpeme 10 nosiBa Ha perunuB nipu cpasasiBane Ha TREVICTA ¢
MAJIMTIEPUIOHOB MAIMHUTAT 32 HHKEKIIMOHHO MPUJIOKEHHE BEAHBHK MECETHO

Pesynrarute 3a eprKacHOCT ca CXOJIHU BbB BCHUYKH IMOIYJIAIIMOHHH TOATPYIH (TI0JI, BB3pacT U paca)
1 32 IBETE IIPOYyYBaHUS.

HezmanHqHa TOITyJIalust

EBporneiickara areHuus 1o JiekapcTBaTta 0CBOO0XkK/1aBa OT 3a/bJDKEHUETO 32 IIPEOCTaBsIHE Ha
pesynratute oT npoyusanusita ¢ TREVICTA BbB BcHuKy NOATPYIIM Ha MEAUATPUYHATA MTOIYJIaus
npu mm3odpenus. Biskre Touka 4.2 3a mH(pOpPMAIHI OTHOCHO yHnoTpe6a B MeauaTpHsTa.

5.2 ®apmakoKkuHETHYHH CBOWCTBA

A6copb1ius ¥ pa3npeacacHue

[Mopaau M3KITIOYUTENHO cliabaTta pa3TBOPUMOCT BBB BOJIA, HAIUIICPUIOHOB IaJIMUTAT B TO3U BUJ
JIeKapcTBeHa (opMa, 3a IPIIIOKEHIE BETHBXK Ha 3 Mecena, ce pa3TBaps 0aBHO CIIell HHTPaMyCKyJTHa
WHXXEKIUS, Tpean Aa ObAe XUAPOIU3UPaH J0 NaJuIepuoH 1 abcopOupaH B CHCTEMHOTO
KpBbBoOOpBILeHNe. OCBOOOKIaBaHETO HA AKTUBHOTO BEIIECTBO 3al04Ba OILE HA JICH 1-BH U
MpobJDKaBa Hal-Manko 18 mecerna.

JlaHHWTE, IPEICTABEHU B HACTOSIIUS pa3/iel, Ce OCHOBABAT Ha MOMYJIAMOHEH (DapMaKOKHHETHUYCH
ananu3. Cnex enuanyHa nHTpamyckyinHa n1o3a TREVICTA, nmnazMenara KOHIIEGHTpaIus Ha
TIJIMIIEPHUIOH TTOCTETIEHHO HApacTBa J0 JOCTHTaHe Ha MaKCUMaITHA TUIa3MeHa KOHIICHTPAIHS MTPH
Meanana Ha Tmax OT 30-33 nuu. Cren mHTpaMycKyJIHO puiiokeHre Ha equandHu 1031 TREVICTA
175-525 mg B nentoumHust Mycky ce HaOmronaBa cpenHo 11-12% mno-Bucoka croMHOCT Ha Crax B
CpaBHEHHE C WHXKEKIUS B CeAUIIHUS MYycKyJ. [IpopunbT Ha 0cBOOOKAaBaHe U cXeMara Ha
npuiarane Ha TREVICTA BonsT 10 OCTOSIHHA TepareBTU4HAa KOHIeHTpaus. O01ara eKCIo3uuus
Ha nanunepuoH ciey npuiarane Ha TREVICTA e nponopunonanHa Ha 103aTa B I030BHS THANa30H
175-525 mg v npuOIU3UTEITHO MPOTOPIHOHATTHA Ha /103aTa 38 Cmax. CPEAHOTO CHOTHOIICHUE
MMMKOBA/Hali-HUCKa KOHIICHTpAIKs B CTallMOHApHO cheTosiHue Ha o3a TREVICTA e 1,6 ciien
TIpIJIarane B CeNaIMIHISA MYCKyJI U 1,7 cien mpuiarase B ISNTOUIHUS MYCKYII.

CBBp3BaHETO C IUIa3MEHH [IPOTEUHH Ha palleMUyeH NanunepuaoH e 74%.

Cnen npunaraneto Ha TREVICTA, (+) u (-) eHaHTHOMEPUTE HA TATUIIEPUJIOH C€ B3aUMOIIPEBPBIIAT,
nocturaiiku cboTHOIeHne Ha AUC (+) kbM (-) oT mpubnusutenso 1,7-1,8.
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EI/IOTDaHCd)ODMaIII/IH 1 CIMMHUHHUPAHC

B npoyusane ¢ nepopanen '*C-nanunepusion ¢ He3abaBHO 0CBOOOKIABAHE, €1HA CEIMUIIA CIIE
NpUIaraHeTo Ha eJMHUYHA TepopanHa 1o3a 1 mg '*C-namunepuion ¢ He3abaBHO 0CBOGOXKIaBaHe,
59% oT no3aTa ce eKCKpeTHpa HEMPOMEHEHa C ypUHaTa, KOeTo [10Ka3Ba, 4e IaJUIepUIOH He ce
MeTaboIM3upa eKCTEH3UBHO B YepHHUs Apo0. [Tpubmusurenno 80% oOT npunoxkeHaTa paguoakTHBHOCT
ce oTkpuBa B ypuHara u 11% BbB ¢pexanuure. aeHTUGHUINPAHU ca YeTHPH METAOOIUTHH IIBTA in
Vivo, KaTo HUTO €JIMH HE € OTroBopeH 3a noseue oT 10% oT no3ara: neankuianupaHe, XUApOKCUIUpPaHe,
JeXUIpOreHupaHe 1 OTAeNAHE Ha OeH3UCOKca30il. Brlpeku ue in vitro mpoy4BaHHUsTa Ipeanosarat
ponst Ha CYP2D6 u CYP3A4 B MmeTtabonn3ma Ha NATMNEPUIOH, i Vivo HAIMA IaHHU, Y€ TE€3H
W30€H3MMH HTPasT 3HaYMMa poJisl B MeTa00IM3Ma Ha nanunepuaoH. [lomynanuonHuTe
(hapMaKOKMHETHUYHM aHAJIU3H HE ITOKa3BaT 3a0eyie)XuMa pa3jiuka B IPUBUIHUS KIMPBHC Ha
MAMTIEPUIOH CJIE/ IPUIIaraHe Ha TIepOpajieH NaTUIepuIOH MEeXI1y eKCTeH3UBHU H Ca0H
Metabommzaropu Ha CYP2D6 cy6erpatu. [IpoyuBanusita in vitro ¢ 4OBEIIKH Y€pHOAPOOHU
MHUKPO30MH TI0Ka3BaT, 4e MAIUIICPUIOH HE MHXUOUPA B 3HAUYUTEIIHA CTETICH MeTa00IM3Ma Ha
JeKapcTBaTa, Merabonu3upanu upe3 nuroxpom P450 uzoenzumure, Brimountenno CYP1A2,
CYP2A6, CYP2C8/9/10, CYP2D6, CYP2EL, CYP3A4 u CYP3AS.

[IpoyuBaHusTa in vitro nokassar, 4e NajJuNepuaoH e cyocrpar Ha P-gp u ci1ab uaxuburop Ha P-gp
MIPH BUCOKHW KOHICHTpaluu. JINTICBAT JaHHHM in Vivo ¥ KITMHHYHATA 3HAYMMOCT € HEU3BECTHA.

BB3 ocHOBa Ha monynanuoHeH papMakOKHHETHYEH aHaIN3, MeaHaTa Ha MPUBUIHUS TOJTYKUBOT Ha
nanunepunoH ciuen npmiaraie Ha TREVICTA B go3oBust auamas3os ot 175-525 mg, Bapupa ot 84-

95 nHu cnen npunarane B AenTougHus Myckys U 118-139 nuu cnen npunaraHe B ceqaUIIHAS
MYCKYIL

JbIroaelcTBall NaaTunepuaI0HOB MAIMUATAT 32 MHKEKITMOHHO MPUIOKEHUE BEIHBK Ha 3 Mecena
CIIpAMO NEPOpaAICH NATUIICPUIOH C YIBIIZKCHO OCBO60)KI[aBaHe

TREVICTA e npeanasHaueH i1a AOCTaBs MATUIEPUIOH Hall 3 Mecela, JOKaTo MajJuIepuI0HOB
TAJIMHTAT 32 MHXKEKIIMOHHO TIPUIIOKEHNE BEAHBX MECEUHO ce Ipuiiara Ha MmeceyHa 6aza. Koraro
TREVICTA ce npunara B 1034, KOUTO ca 3,5 MbTH MTO-BHCOKM OT CHOTBETHATA 7032 Ha
MaJIUIEPUIOHOB MAIIMUTAT 32 HHXEKIIMOHHO MPUIIOKEHUE BEIHBXK MECEHHO (BXK. ToUKa 4.2),
EKCITO3UIIMSITA Ha TTAJTUIIEPUIOH € IT0I00Ha Ha TE3H, OJIYYEHH ChC ChOTBETHUTE MECEUHH JIO3U OT
MaJUNIEPUIOHOB MAJIMUTAT 32 UHKEKIIMOHHO NPUJIOKEHHUE BEITHBK MECEUHO U ChOTBETCTBRAILA
€HOKpaTHa JHEBHA 71033 Ha MAMIIEPUIOH TabJIETKH ¢ yIBIDKEHO 0CBOOOX/1aBaHe. J[nana3oHbsT Ha
excrio3unyst Ha TREVICTA e B pamknTe Ha [uana3oHa Ha €KCIIO3UIUS Ha 0100pEeHUTE BUIOBE
TaOJIETKU C Pa3IMYHO KOJIMYECTBO MAIUIIEPUIIOH, C YABIDKEHO OCBOOOXKIaBaHE.

YepHOoAPOOHO YBPEKIAHE

[Nanunepunon He ce MeTaboMM3MpPa eKCTEH3UBHO B YepHUs Jpo0. Bepeku de He ca MpoBexXIaHN
npoyuBanust Ha TREVICTA npu manueHTH ¢ 4epHOpOOHO YBpEXKIaHe, HE Ce Hajara KOpUrupaHe Ha
7103aTa IIPH MAIMEHTH C JIEKO JI0 YMEpEHO YepHOApoOHO yBpexaane. Ilpu exHo mpoydBaHe ¢
NepopalieH MaTUNepUIOH MPU Xopa ¢ yMepeHo yepHoapoOHo yBpexaane (Child-Pugh kiac B),
IUTa3MEHHUTE KOHIIEHTPAIIMU Ha CBOOOIHUS MAIHIIEPUIOH ca MOJ00HH HA TE3U MPH 3JIPaBU MAIUCHTH.
He ca npoBexnany mpoy4yBaHus Ha NATUIEPHIOH IPHU MAHEHTH C TEXKO YePHOAPOOHO YBPEXKIaHE.

BrOpeuHo yBpexaane

TREVICTA He e cucTeMaTHYHO TIPOY4YBaH MpH MalMeHTH ¢ 0bOpeyHo yBpexnane. Panpenenenuero
Ha eJMHUYHA IepopajHa 1032 MaIUIepUuaoH TabaeTku 3 mg ¢ yIBDKEHO 0CBOOOXKAaBaHe € MPOYyUEHO
IIPU YYaCTHULIM C pa3jIMyHa cTeleH Ha ObOpedHa GpyHkMs. EnMMuHpaHeTo Ha Nalunepuion
HaMaJIsiBa ¢ HAMAJISIBAHETO HAa U3YUCIICHUS KPEATUHUHOB KIIMPBHC. O6IIII/I$IT KIIMPBHC Ha
MAJIMIIEPUIOH € HaMalleH IIPU Xopa ¢ yBpeneHa 0b0peuna QpyHKIus cpeaHo ¢ 32% mnpu J1eKko

(CrCl =50 o < 80 ml/min), 64% npu ymepeno (CrCl =30 o < 50 ml/min) u 71% npu TexKo
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(CrCl =10 o < 30 ml/min) 6B0peuHO yBpeKAaHe, CbOTBETHO Ha CPEJIHO YBEINUCHHUE Ha
excriozunusTa (AUCin) ¢ 1,5, 2,6 1 4,8 mpTH B CpaBHEHHUE ChC 37paBU yIYACTHHIIM.

Crapuyecka Bb3pacT

[NomynanoHHUAT (apMaKOKMHETHYEH aHAIN3 He [T0Ka3Ba JaHHU 3a Pa3JIUKU BbB
(hapMaKOKHHETHKATa, CBbP3aHU C Bb3PacTTa.

Munexc Ha tenecua maca (MTM)/renrecHo Terino

[Ipu nanueHTH C HAJHOPMEHO TETJIO U 3aTIBCTABaHE ce HaOMoaaBa Mo-HUCKa Crax. [Ipu ipuBUIHO
crarmoHapHo cheTtosgaue mpu JieueHue ¢ TREVICTA, Hail-HUCKUTE KOHIICHTPAIMH Ca CXOTHU MEXIY
MAIUEHTH ¢ HOPMAITHO TETJI0, C HATHOPMEHO TETJIO M ChC 3aTIICTSIBAHE.

Paca

[NonmynannoHHUAT GpapMaKOKMHETHYEH aHAIN3 He MOKa3Ba JaHHU 3a Pa3jinuus BbB
(hapMaKOKMHETHKATa, CBbP3aHU C pacaTa.

Iloxn

q)apMaKOKI/IHeTH'-IHI/IﬂT NOIMMyJIallMOHEH aHAaJIM3 HE ITOKa3Ba JaHHU 3a pa3JInius BbB
(I)apMaKOKI/IHeTI/IKaTa, CBBP3aHH C I10JIa.

TroTIOHONYIIIEHE

B®3 ocHOBa Ha MPOYYBaHUS in Vitro ¢ U3MOI3BaHE HA YOBEIIKU YEPHOAPOOHH CH3UMHU € YCTaHOBEHO,
4e maannepuIoH He e cyoctpar Ha CYP1A2, cienoBaresiHO TIOTIOHOIIYIICHETO He Ou TpsiOBasio 1a
uMa eekT BbpXy (papMaKOKMHETHKATa Ha MATHIEPUI0OH. BIMSHIETO HA TIOTIOHOMYIICHETO BBPXY
(apmMakoKHHEeTHKaTa Ha manunepunoH He e npoydeHo ¢ TREVICTA. [omynarimoHHusT
(hapMaKOKHHETHYEH aHATHU3 B3 OCHOBA HAa JAHHHU C NIEPOPAJICH NANUIEPUIOH TAOICTKU C YIBIKEHO
0CBOOO’K]aBaHE TIOKa3Ba MAJIKO M0-MaJIKa €KCIIO3ULIMS Ha NAUNEPUI0H NIPH MyIIAauyUuTe B CPaBHEHHUE
¢ Henmyuiaunte. Majiko BEpOATHO € Ta3y pa3iuKa /1a € OT KJIMHUYHA 3HAYMMOCT.

5.3 TlpeakIMHUYHU JaHHU 32 0€30MACHOCT

M3nuTBaHusaTa 32 TOKCUYHOCT IIpU MHOT'OKPATHO MHTPAMYCKYJIHO IIPHUJIOXKCHUE HA MAJIMIICPHIOHOB
TaJIMUTAT U TIEPOPATTHO MPUIIOKEHNE HA MATTUIICPUIOH IIPU INIBXOBE U KyU€Ta IMOKa3BaT IJIaBHO
(bapMaKOJ'IOFI/I‘{HH G(I)CKTI/I, KaTo ceaanus U MpoJJaKTUH-MECAUHNPAaHN e(l)eKTI/I BBpPXY MJICHHHUTE KIJIIE3U U
TCHUTAJINMUTC. HpI/I JKUBOTHHU, TPCTUPAHU C NAJIUIICPHUIOHOB MTAJIMUTAT, CE Ha6n}oz[aBa BB3IMAJIUTCIIHA
peaKkiyrg Ha MACTOTO Ha MHTPAaMYCKYyJIHAaTa WHXCKIUA. Ilonsixora ce o6pa3yBa a6cuec.

B npoyuBaHus 3a penpoayKIusTa IpH IITHXOBE ¢ IEpOpalieH PUCIIEPUIOH, KOWTO EKCTEH3UBHO Ce
MIpeBPbLIA B NAIUIIEPUIOH MPH IUTBXOBE U XOpa, ce HAbJIr01aBaT HeXXelaH! e(heKTH BbPXY TErI0TO
TIpH paXJaHe U BbPXY MPEKUBIEMOCTTa Ha MOTOMCTBOTO. He ce HabmoaBa eMOPHOTOKCHYHOCT WIIH
ManopManuu ciell HHTPaMyCKyJIHO PUIaraHe Ha MajJulepruI0HOB NaTIMHUTAT Ha OpEeMEHHH TUIBXOBE
10 Haii-BucokuTe 103U (160 mg/kg/neH), choTBETCTBAIIO HA 2,2 TTHTH HUBOTO HAa €KCIIO3HIIUS TPH
XOpa Ha MaKCUMaJIHaTa NMPenopbuuTeNHa 103a oT 525 mg. Jpyru 1onaMuHOBH aHTarOHUCTH,
IIPUJI0KEHU Ha OpeMEeHHHU )KUBOTHH, IPUYMHABAT HEIaTUBHU €(eKTH BbPXY CIIOCOOHOCTTA 33 YUEHE U
JIBUTATEITHOTO Pa3BUTHE TPU IIOTOMCTBOTO.

[NanunepumoHOB MAIMUTAT M MAJTMIIEPUIOH HE ca FreHOTOKCHYHU. [Ipu u3nuTBanus 3a
KapIIMHOTEHHOCT Ha TIepOpaJicH PUCIICPUIOH MPHU TUTHXOBE M MHUIIKK ca HAOJII0IaBaHK yBEIHUCH Opoi
aJICHOMU Ha xuno¢u3sHarta xie3a (IIpy MUIIKK), aJ€HOMHU Ha TTaHKpeaca (IIPH IUIbXOBE) U aJICHOMH Ha
MJIeUHaTa Kiie3a (M npu Bara Buja). KaplinHOTeHHUSIT MOTEHIIMAN HA HHTPAMYCKYJTHO HH)KEKTUPAH
MAJMICPUTIOHOB MATIMHUTAT € OIICHEH MPH TUTbXOBE. [IpH KEHCKH IIBXOBE ce HAabr01aBa
CTaTHCTUYECKH 3HAYMMO yBEJINUYCHNE Ha aJleHOKAPIIMTHOMH Ha MiieyHaTta xuie3a mpu 10, 30 u
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60 mg/kg/mecen. IIpu MBKKHTE TUTHXOBE CE HAOIIO/1aBa CTATUCTUYECKH 3HAYMMO yBEJIMUYCHUE Ha
aJICHOMU M KapIIMHOMH Ha miieuHara xie3a npu 30 u 60 mg/kg/mecer, koeto e 6,0 u 1,2 mbTH HUBO
Ha eKCIIO3HIHS ITPU MaKCHMAITHO MPENopBUNTEIHATA IIPH Xopa 1o3a 525 mg. Te3u Tymopu Morar ja
CE CBBPXKAT C MPOIBJDKUTSIHUS JOTTAaMHH D2 aHTarOHU3BM H C XUIIEPIPOIAKTHHEMUATA. 3HAYCHUETO
Ha Te3W HaXOJKH IIPH I'PH3a4H [0 OTHOIICHHE HA PHCKa IIPH XOpa € HEH3BECTHO.

6. DPAPMAIIEBTUYHU JAHHHU
6.1 Chnucnk HAa NIOMOIIHUTE BelecTBa

[omucopbar 20

INomuerunenrauxon 4 000

JluMoOHEeHa KHCelIMHAa MOHOXHUIPAT
Hatpues nuxunporendocpar MOHOXUAPAT
Hatpues xunpokcun (3a kopexuus Ha pH)
Bopa 3a unxexkuuun

6.2 HecbBMecTHMOCTH

Tosu nexapcTBeH NPOMYKT HE TPIOBa Jla ce CMeCBa C APYTH JIEKaPCTBEHH MPOIYKTH.
6.3 Cpok Ha rogHoct

2 TOIMHA

6.4 CrneuuaJiHu YCJOBHS HA CbXpPaHeHHe

TOSI/I JICKapCTBEH MPOAYKT HE M3UCKBA CIICHHUAIHA YCJIOBUS Ha CbXpaHCHUE.

6.5 Buau cpabpikaHue Ha ONMIAKOBKAaTa

175 mg
0,88 ml cycrieH3us B IpeABapUTEIHO HAITbIHEHA CIPHHIIOBKA (IIMKI00Ie()UHOB CHIIOJMMED) C IIaBa

Ha OyTaJio, 3aJieH OrpaHMYMTEN U Npea3Ho Karnade (OpoMoOyTHIOBa T'yMa) ¢ ThHKOCTeHHa 22G, 172
nH4a obezonacena urina (0,72 mm x 38,1 mm) u 22G, 1 uny obe3omnacena uria (0,72 mm x 25,4 mm).

263 mg
1,32 ml cycnieH3us B mpeBapuUTEIHO HAITbJIHEHA CIIPUHIIOBKA (LIUKJIO0NEe()UHOB CHIIOJIMMED) C IllaBa

Ha OyTayo, 3a/ieH OTpaHWIHTEN U MPEAna3Ho Kamade (OpoMoOyTHIIoBa r'yMa) ¢ TEHKOCTeHHa 22G, 1%
nH4a obezonacena urina (0,72 mm x 38,1 mm) u 22G, 1 uay ob6e3omacena uria (0,72 mm x 25,4 mm).

350 mg
1,75 ml cycnien3us B mpeBapuTEIHO HAITbJIHEHA CIIPUHIIOBKA (LIUKJIO0NEe(HUHOB CHIIOIMMED) C IllaBa

Ha OyTaio, 3a/ieH OTpaHWIHTEN U MPEANa3Ho Kamade (OpoMoOyTHIIoBa r'yma) ¢ ThHKOCTEHHA 22G, 172
nH4a obezonacena uria (0,72 mm x 38,1 mm) u 22G, 1 unu o6e3omnacena uria (0,72 mm x 25,4 mm).

525 mg
2,63 ml cycrnieH3Hs B IPEIBAPUTEITHO HAITBJIHEHA CIIPUHIIOBKA (I[UKJIO0IE()MHOB CHIIOIMMED) C IiaBa

Ha OyTaJio, 3aJicH OrpaHHUYUTEIT U MPEANa3Ho Kanade (OpoMoOyTHIIOBAa r'yMa) ¢ ThHKOCTeHHA 22G, 1%
uH4Ya obe3onaceHa urna (0,72 mm x 38,1 mm) u 22G, 1 uny obe3onacena urna (0,72 mm x 25,4 mm).

BupgoBe onakoBku:
OmakoBKaTa CbhAbpPiKaA 1 MNpeaABapuUTCIHO HAITBJIHCHA CIIPUHIIOBKA U 2 urnm.
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6.6 ChenuajaHu mpeana3Hu MepPKHU NPH U3XBBPJIsTHE

Hewuznon3sanusr MNPOAYKT HUJIK OTIIAABYHUTE MATEPpUAIN OT HETO TpH6Ba Ja €€ U3XBBPJIAT B
CBOTBCTCTBHUEC C MCCTHUTC N3UCKBAHMSI.

[IenHuTE YKa3anus 3a ynorpeda u padbora ¢c TREVICTA ca npenocraBeHr B IMCTOBKATA 3a MallueHTa
(Bx. Mndopmanus, mpegHa3HAUCHA 38 MEAUIIMHCKU U 3[PaBHU CIICIIHATIHCTH).

7. HNPUTEXATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/14/971/007

EU/1/14/971/008

EU/1/14/971/009
EU/1/14/971/010

9. JATA HA ITBPBO PAZPEIIABAHE/IIOJTHOBAABAHE HA PAZPEIIEHUETO 3A
YIIOTPEBA

[Jara Ha mbpBo pazpemanane: 05 nexemspu 2014 r.
Jlata Ha IIOCJI€IHO NTOJIHOBSABAHE:

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

05/2023

[MonpoOHa uH(popManus 3a TO3M JEKAPCTBEH MPOIYKT € MpeAocTaBeHa Ha yeOcaiita Ha EBporelickara
areHuus 1o Jekapcreara:_http:/www.ema.europa.eu/.
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MNPUJIOKEHHUE I1

MPOU3BOAUTEJL, OTTOBOPEH 3A OCBOBOKJIABAHE HA
IHAPTUIUN

YCJOBUA NI OT'PAHUYEHUA 3A TOCTABKA U YIIOTPEBA

APYI' YCJI0BUA U N3BNCKBAHUSA HA PASPEINEHUETO 3A
YIIOTPEBA

YCJIOBUA NN OTPAHUYEHUS 3A BE3OITACHA U EOEKTUBHA
YIHOTPEBA HA JIEKAPCTBEHUS TPOAYKT
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A. NPOU3BOAUTEJL, OTTOBOPEH 3A OCBOBOK/IABAHE HA ITAPTHUHN

HMe v agpec Ha TPOM3BOJIUTENIS, OTTOBOPEH 32 OCBOOOXKIaBAHE HA MAPTUIANTE

Janssen Pharmaceutica N.V.
Turnhoutseweg 30

B-2340 Beerse

benrus

b. YCJIOBUSA NJIM OTPAHUYEHUSA 3A JOCTABKA U YIIOTPEBA

.HeKapCTBeHI/IHT MIPOAYKT C€ OTITYCKa 11O JICKAPCKO IMPEANNCaHueC.

B. JAPYI'N YCJIIOBUSA U NBNCKBAHMUSI HA PASPEHHIEHHUETO 3A YIIOTPEBA
. Iepuonnynu akTyaau3npaHu aokjiaau 3a 6ezonacuoct (ITAJIB)

WznckBanusTa 3a nonasane Ha [TIAJIb 3a To3u ekapcTBEH MPOLYKT ca IOCOUEHH B CIIUCHKA €
pedepentHute natu Ha EBponeiickus cvio3 (EURD crucek), npensuaeH B wi. 1078, an. 7 ot
Hupexrusa 2001/83/EO, 1 BbB BCUUKH CJIEBAIM aKTYAIN3ULINH, ITyOJIUKYyBaH Ha EBPOTICHCKUS
yeOnopTa 3a JiekapcTBa.

r. YCJIOBUs WJIN OTPAHUYEHNSA 3A BE3OITACHA U EGEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS TPOAYKT

. IInan 3a ynpasienue Ha pucka (ITYP)

[IpurexatensaT Ha pa3penienuero 3a ynorpeda (IIPY) TpsOBa na M3bIHABAa U3UCKBAHUTE NEHHOCTH H
JeCTBY, CBBP3aHHU C MPOCIIEAsBaHe Ha JIeKapcTBeHaTa 0e301macHOCT, HocoyeHu B ogobpenus I1YP,
npeacraBeH B Moy 1.8.2 Ha Pa3pemienuero 3a ynorpe6a, KaKTO U MPH BCUYKHU CIIC/IBAIIHA 0JJOOpEHH
akTyanu3anuu Ha [TYP.

Axryammupas [IYP TpsOBa na ce nmonasa:

U 1o nckane Ha EBporeiickaTa areHus 1o jJeKapcTBara;

. BUHAry, KOraTo ce U3MeHs cucTeMara 3a ylpaBlieHHe Ha pUCcKa, 0COOEHO B pe3yJiTaT Ha
NoJy4aBaHe Ha HOBa WH(POPMALUs, KOSTO MOXKE J1a IOBEJe O 3HAaUUMH TPOMEHH B
CHOTHOILEHUETO I0JI13a/PUCK, WK CIIe]l JOCTUIaHE Ha BayKeH eTall (BbB Bpb3Ka C MPOCIesBaHe
Ha JIeKapCTBEHATa OE30MACHOCT JIH CBEXKJIAaHE HA PHCKA JI0 MUHUMYM).
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NPUJIOKEHMUE III

JAHHH BBbPXY OITAKOBKATA U JIMCTOBKA

27



A. JAHHH BBPXY OIIAKOBKATA
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JAHHH, KOUTO TPSBBA JIA CbABPXA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUSA

1. HNME HA JIEKAPCTBEHUA ITPOAYKT

TREVICTA 175 mg uHXeKIIMOHHA CyCIIEH3Hs C YIBJDKEHO 0CBOOOXK/IaBaHe
TIAJTATIEPHIOH

2. OBSIBABAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika mpeaBapuTennHO HaTbJIHEHA CIIPUHIIOBKA ChIBPrKa MATUIEPUIOHOB MaJIMHUTAT, EKBUBAICHTEH
Ha 175 mg nanunepuoH.

3. CIIUCBK HA TOMOIIHUTE BEIMECTBA

[Tomomram BemectBa: nmonucopoar 20, monuerwnenrivkon 4 000, TMMoHeHa KUCelTnHAa MOHOXU/IpaT,
HaATpHUeB JuXUAporeHpochaT MOHOXUAPAT, HATPUEB XUAPOKCHJI, BOJIA 32 HHIKCKIHH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WmxekuuoHHa CycIieH3Hs ¢ YIBIKEHO OCBOOOXK1aBaHe
1 mpenBapuTenHo HamrbIHeHa cprHIoBKa 0,88 ml
2 urnu

5. HAYUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBbBE/KJAHE

[Ipenu ynotpeba npoyereTe ITMCTOBKATA.
WHTpamMyCKyIHO NPUIIOKEHUE

Ja ce npunara Ha Bceku 3 Mecela

'T@ Pa3zknaTtere eHepruyHO CIPUHIIOBKAaTa Hall-MalKo 15 cexyHau
ol

6. CIHHEOUAJIHO NPEAYHPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPSIGBA
JA CE CBXPAHABA HA MSICTO JAJIEUE OT INOIVIEJA U TOCEI'A HA JEITA

I[a C€ CbXpaHsaBa Ha MACTO, HEAOCTBHITHO 3a ACIa.

‘ 7. APYT'U CIHEMAJIHU ITPEAYIPEXXIEHWA, AKO E HEOBXOJUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'onen mo:

9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

10. CIHENOUAJIHM ITIPEAITAZHU MEPKU ITPU U3XBBHPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NWJIN OTHAABYHU MATEPHUAJIA OT
TAX, AKO CE N3UCKBAT TAKHUBA

11. HMME U AIPEC HA IPUTE/KATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrns

12. HOMEP(A) HA PASPEHIEHUETO 3A YHHOTPEBA

EU/1/14/971/007

13. TMAPTHUJIEH HOMEP

[TapTuna:

| 14. HAYHMH HA OTIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. MH®OPMAIIUSI HA BPAIJIOBA A3BYKA

trevicta 175 mg

‘ 17. YHUKAJIEH HJEHTH®UKATOP — IBYU3MEPEH BAPKO/{

JByn3mepeH 6apKoJI ¢ BKIIOYEH YHUKAICH HACHTH()HUKATOD
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18. YHMKAJIEH HIEHTH®UKATOP — JIAHHU 3A YETEHE OT XOPA

PC:SN:
NN:
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MUHHUMYM JAHHHU, KOUTO TPSBBA JIA CBABPXAT MAJIKUTE EJUHUYHU
II'bPBUYHHU OITAKOBKH

NPEIBAPUTE/IHO HAITBJIHEHA CITPUHIIOBKA

‘ 1. HUME HA JIEKAPCTBEHUSA INTPOAYKT U ITbT(MIIA) HA BBBEKJIAHE

TREVICTA 175 mg uHxeKus
MaJTUIICPUIOH
1.m.

2. HAYNH HA ITPNJIOKEHHNE

4% Paskmarere eHepruuHO

‘ 3. JATA HA T3TUYAHE HA CPOKA HA I'OJJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

S. CBABbP/KAHUE KATO MACA, OBEM WJIHN EIMHUIIN

175 mg

| 6. JPYIO
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JAHHH, KOUTO TPSBBA JIA CbABPXA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUSA

1. HNME HA JIEKAPCTBEHUA ITPOAYKT

TREVICTA 263 mg uHXeKIIMOHHA CYCIIEH3Hs C YIBJDKEHO 0CBOOOXK/IaBaHe
TIAJTATIEPHIOH

2. OBSIBABAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika mpeaBapuTennHO HaTbJIHEHA CIIPUHIIOBKA ChIBPrKa MATUIEPUIOHOB MaJIMHUTAT, EKBUBAICHTEH
Ha 263 mg najunepuoH

3. CIIUCBK HA TOMOIIHUTE BEIMECTBA

[Tomomram BemectBa: nmonucopoar 20, monuerminenrivkon 4 000, TuMoHeHa KUCelTnHa MOHOXU/IpaT,
HaATpHUeB JuXUAporeHpochaT MOHOXUAPAT, HATPUEB XUAPOKCHJI, BOJIA 32 HHIKCKIHH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WmxekuuoHHa CycIieH3Hs ¢ YIBIKEHO OCBOOOXK1aBaHe
| mpenBapuTenHO HarbJIHEHA cpuHIoBKa 1,32 ml
2 urnu

5. HAYUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBbBE/KJAHE

[Ipenu ynotpeba npoyereTe ITMCTOBKATA.
WHTpamMyCKyIHO NPUIIOKEHUE

Ja ce npunara Ha Bceku 3 Mecela

3]@ Pasknarere eHepruyHoO CIpUHIIOBKAaTa Half-Masko 15 cekyHIu
ol

6. CIIEIIMAJIHO ITIPEAYIIPEXJIEHUE, YE IEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTJVIEJIA 1 IOCET'A HA TEINA

I[a CC€ CbXpaHsBa Ha MCTO, HEAOCTBITHO 3a ACIa.

‘ 7. APYI'U CHEOUAJIHA NPEAYIIPEXKAEHUS, AKO E HEOBXOAUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'onen mo:

9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

10. CHENOUAJIHM ITPEAITA3HU MEPKU ITPU U3XBBHPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NWJIN OTHAABYHU MATEPUAJINA OT
TAX, AKO CE N3UCKBAT TAKHUBA

11. HMME U AIPEC HA IPUTE/KATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrns

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIHOTPEBA

EU/1/14/971/008

13. TMAPTHUJIEH HOMEP

[TapTuna:

| 14. HAYHMH HA OTIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. MH®OPMAIIUSI HA BPAIJIOBA A3BYKA

trevicta 263 mg

‘ 17. YHUKAJIEH HJEHTH®UKATOP — IBYU3MEPEH BAPKO/{

JByn3mepeH 6apKoJI ¢ BKIIOYEH YHUKAICH HACHTH()HUKATOP
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18. YHMKAJIEH HIEHTH®UKATOP — JIAHHU 3A YETEHE OT XOPA

PC:SN:
NN:
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MMUHHUMYM JAHHHU, KOUTO TPSBBA JIA CBABPXAT MAJIKUTE EJUHUYHU
II'bPBUYHHU OITAKOBKH

NPEIBAPUTE/IHO HAITBJIHEHA CITPUHIIOBKA

‘ 1. HNME HA JIEKAPCTBEHMA NPOAYKT U IIBT/ITBTUIIA HA BbBEKJ/IAHE

TREVICTA 263 mg uHXeKIus
MaJTUIICPUIOH
1.m.

‘ 2. HAYNH HA ITPNJIOKEHHNE

iy
j\\ Pasknarere enepru4ano
oy

| 3. JIATA HA MU3TUYAHE HA CPOKA HA TOTHOCT

EXP

4. IMAPTUJAEH HOMEP

Lot

5. CbABPKAHUE KATO MACA, OBEM WJIHN E/IMUHUIIN

263 mg

6. JPYTO
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JAHHH, KOUTO TPSBBA JIA CbABPXA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUSA

1. HNME HA JIJEKAPCTBEHUA ITPOAYKT

TREVICTA 350 mg uHXeKIIMOHHA CYCIIEH3Hs C YIBJDKEHO OCBOOOXKIaBaHe
TIAJTATIEPHIOH

2. OBSIBABAHE HA AKTUBHOTO BEIIECTBO/AKTUBHUTE BEIHLIECTBA

Bcesika mpeaBapuTennHO HaTbJIHEHA CIIPUHIIOBKA ChIBPrKa MATUIEPUIOHOB MaJIMHUTAT, EKBUBAICHTEH
Ha 350 mg nanunepuoH

3. CIIUCBK HA TOMOIIHUTE BEIMECTBA

[Tomomram BemectBa: nmonucopoar 20, monuerminenrivkon 4 000, TuMoHeHa KUCelTnHa MOHOXU/IpaT,
HaATpUEB quXUAporeHpochaT MOHOXUAPAT, HATPUEB XUAPOKCHJI, BOJIA 32 HHIKCKIHH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WmxekumoHHa cycIieH3us ¢ YIbIKEHO OCBOOOXK1aBaHe
| mpenBapuTeNHO HaITBbJIHEHA CpUHIIOBKA 1,75 ml
2 urnu

5. HAYUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBbBE/KJAHE

[Ipenu ynotpeda npoyereTe IUCTOBKATA.
WHTpamMyCKyIHO NPUIIOKEHUE

[a ce npunara Ha Bceku 3 Mecena

'T@ Pa3zknaTtere eHepruyHO CIPUHIIOBKAaTa Hall-MalKo 15 cexyHau
ol

‘ 6. APYI'U CHEOUAJIHA NPEAYIIPEXKIAEHUS, AKO E HEOBXOAUMO

I[a CC CbXpaHsBa Ha MsCTO, HECAOCTBHITHO 3a ACIa.

‘ 7. JAPYT'U CHENNUAJIHU ITPEAYIPEXXKAEHUA, AKO E HEOBXOJUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'onen mo:

9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

10. CIHENOUAJIHM ITPEAITAZHU MEPKU ITPU U3XBBHPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHMTE ITPOAYKTHU WJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AIPEC HA IPUTE/KATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrns

12. HOMEP(A) HA PASPEHIEHUETO 3A YHHOTPEBA

EU/1/14/971/009

13. TMAPTHUJIEH HOMEP

[TapTuna:

| 14. HAYHMH HA OTIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. MH®OPMAIIUSI HA BPAIJIOBA A3BYKA

trevicta 350 mg

‘ 17. YHUKAJIEH HIJEHTH®UKATOP — IBYU3MEPEH BAPKO/{

JByn3mepeH 6apKoJI ¢ BKIIOYEH YHUKAICH HACHTH()HUKATOD
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18. YHMKAJIEH HIEHTH®UKATOP — JIAHHU 3A YETEHE OT XOPA

PC:SN:
NN:
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MUHUMYM JAHHU, KOUTO TPSABBA JJA CbABPXKXAT MAJIKUTE EJJUHUYHHN
II'bPBUYHHU OITAKOBKH

NPEIBAPUTEJIHO HAITBJIHEHA CITPUHIIOBKA

‘ 1. HNME HA JIEKAPCTBEHMA NPOAYKT U IIBT/ITBTUIIA HA BbBEKJ/IAHE

TREVICTA 350 mg uHXeKIus
MaJTUIICPUIOH
1.m.

‘ 2. HAYNH HA ITPNJIOKEHHNE

3 =
ﬁ PasknaTere enepruaHO
B,

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJAEH HOMEP

Lot

5. CbABbPKAHUE KATO MACA, OBEM WJIN E/IMHUIIN

350 mg

| 6. JPYIO
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JAHHH, KOUTO TPSBBA JIA CbABPXA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUSA

1. HNME HA JIEKAPCTBEHUA ITPOAYKT

TREVICTA 525 mg uHXeKIIMOHHA CyCIIEH3Hs C YIBJDKEHO 0CBOOOXKIaBaHe
TIAJTATIEPHIOH

2. OBSIBABAHE HA AKTUBHOTO BEIIECTBO/AKTUBHUTE BEIHLIECTBA

Bcesika mpeaBapuTennHO HaTbJIHEHA CIIPUHIIOBKA ChIBPrKa MATUIEPUIOHOB MaJIMHUTAT, EKBUBAICHTEH
Ha 525 mg najunepuoH

3. CIIUCBK HA TOMOIIHUTE BEIMECTBA

[Tomomram BemectBa: nmonucopoar 20, monuerminenrivkon 4 000, TuMoHeHa KUCelTnHa MOHOXU/IpaT,
HaATpHUeB JuXUAporeHpochaT MOHOXUAPAT, HATPUEB XUAPOKCHJI, BOJIA 32 HHIKCKIHH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WmxekuuoHHa CycIieH3Hs ¢ YIBIKEHO OCBOOOXK1aBaHe
| mpenBapuTETHO HAITBJIHEHA COPUHITOBKA 2,63 ml
2 urnu

5. HAYUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBbBE/KJAHE

[Ipenu ynotpeda npoyereTe IUCTOBKATA.
WHTpamMyCKyJIHO NPUIIOKEHUE

[a ce npunara Ha Bceku 3 Mecena

i

'$ Pa3zknaTtere eHepruyHO CIPUHIIOBKAaTa Hall-MalKo 15 cexyHau
ol

6. CIHHEOUAJIHO NPEAYHPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPSIGBA
JA CE CBXPAHABA HA MSICTO JAJIEUE OT INOIVIEJA U TOCEI'A HA JEITA

I[a C€ CbXpaHsaBa Ha MACTO, HEAOCTBHITHO 3a ACIa.

‘ 7. APYT'U CIHEMAJIHU ITPEAYIPEXXIAEHWSA, AKO E HEOBXOJUMO

41



‘ 8. JATA HA U3TUYAHE HA CPOKA HA IT'OJHOCT

T'onen mo:

9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

10. CHENOUAJIHM ITPEAITA3HU MEPKU ITPU U3XBBHPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NWJIN OTHHAABYHU MATEPHUAJINA OT
TAX, AKO CE N3UCKBAT TAKHUBA

11. HMME U AIPEC HA IPUTE/KATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrns

12. HOMEP(A) HA PASPEHIEHUETO 3A YHHOTPEBA

EU/1/14/971/010

13. TMAPTHUJIEH HOMEP

[TapTuna:

| 14. HAYHUH HA OTIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. MH®OPMAIIUSI HA BPAIJIOBA A3BYKA

trevicta 525 mg

‘ 17. YHUKAJIEH HJEHTH®UKATOP — IBYU3MEPEH BAPKO/{

JByn3mepeH 6apKoJI ¢ BKIIOYEH YHUKAICH HACHTH()HKATOD
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18. YHMKAJIEH HIEHTH®UKATOP — JIAHHU 3A YETEHE OT XOPA

PC:SN:
NN:
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MUHHUMYM JAHHH, KOUTO TPSBBA JIA CBABPXAT MAJIKUTE EJJUHUYHU
II'bPBUYHHU OITAKOBKH

NPEIABAPUTE/IHO HAITBJIHEHA CITPUHIIOBKA

‘ 1. HNME HA JIEKAPCTBEHMA NPOAYKT U IIBT/ITBTUIIA HA BbBEKJ/IAHE

TREVICTA 525 mg uHxeKus
MaJTUIICPUIOH
1.m.

‘ 2. HAYNH HA ITPNJIOKEHHNE

e
ﬁ Pasknarere eHepruaHo
)

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA T'OJHOCT

EXP

4. IMAPTUJAEH HOMEP

Lot

5. CbABPKAHUE KATO MACA, OBEM WJIN EJMHULIN

525 mg

6. JPYTO
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b. JUCTOBKA
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JlucroBka: uHGopManus 3a NoTpedUTENs

TREVICTA 175 mg nH:KeKIINOHHA CYCTIeH3HsI € YABJKEHO 0CBO00KIaBaHe

TREVICTA 263 mg HHAKeKIUOHHA CYCIIeH3Hs C YAbJIAKEHO 0CBO00KIaBaHe

TREVICTA 350 mg nH:keKIIMOHHA CYCNIeH3Ms ¢ YIBJLKEHO 0CBO0OKIaBaHe

TREVICTA 525 mg nn:KeKIINOHHA CYCTeH3HsI € YABJIKEHO 0CBO00KIaBaHe
nanunepunoH (paliperidone)

IIpoyeTeTe BHUMATETHO HSAJIATA JUCTOBKA, NPEAH /1a 3aNI0YHeTe 1a U3M0J3BaTe TOBA

JIEKAPCTBO, Thil KATO TS ChAbpPiKa Ba:kHa 3a Bac undopmanus.

- 3amaszeTe Ta3u JMCTOBKA. MOXKe 1a ce HaJIOKH Ja 1 IIPOYETEeTe OTHOBO.

- AKO MMaTe HSIKaKBH JIOITBJIIHUTEIHU BBIIPOCH, IONUTaiTe Bammus ekap, ¢papmaneBT uim
MEIUIMHCKA CEecTpa.

- AKO IOJTyYuTe HSKAKBU HEXKEJIaHU JIEKAPCTBEHM peakiuy, yBeromere Bammus nekap,
(hapMaleBT WM MeULIMHCKA cecTpa. ToBa BKJIIOYBA U BCUYKU Bb3MOYKHH HEXXEJIaHU PEaKIty,
HEONHMCAaHHU B Ta3W JIMCTOBKA. BrkTe Touka 4.

KakBo cbabpika Ta3u JIUCTOBKA:

Kaxso mpencrasnsasa TREVICTA u 3a kakBo ce U3I0I3Ba
Kaxkso TpsiOBa na 3Haere, npean aa nznonssate TREVICTA
Kak ma msnonssare TREVICTA

BBb3MOXHUM HEXEJIaHU peakluu

Kak na cexpansBare TREVICTA

ChappkaHue Ha ONTAKOBKATA U JOMBJIIHUTEIIHA HHPOpMALIHS

Uk~

1. Kaxso npeacraBiassa TREVICTA u 3a kakBo ce H3mo0Ji3Ba

TREVICTA cbabppxa akTHBHOTO BEILLIECTBO MAIUIIEPHUJIOH, KOETO IIPUHAAIEKH KbM TpyTaTa Ha
AHTHUIICUXOTUYHHTE JIEKAPCTBA U CE€ M3MO0J3Ba KAaTO MOIBPIKAIIO JeUeHUE 32 CHMIITOMHTE Ha
mu30(pPEHUs IPH Bb3PACTHU MALlUSHTH.

AKO CTe ce MOBIHSIIN J00pE OT JICYCHHE C TATUICPUIOHOB MATMHUTAT 33 HHXKEKIIMOHHO MPUIOKCHUE
BEIHBX MeceuHo, BamusT nexap moxe na 3anouyte neueHue ¢ TREVICTA.

[Mnzodpenusira e 3ab0sABaHeE C ,,[IOZUTUBHU U ,,HETATUBHHU * CHMIITOMU. ,,][03UTUBHU 0O3HaYaBa
MpOsIBa HA CUMITTOMH, KOMTO HOPMAaJTHO He ce HabionaBaT. HanpumMep yoBek ¢ mu3odpeHus Moxe 1a
YyBa IJIaCOBE WJIM JIa BIDKJA HElla, KOUTO HE ChIIECTBYBAT (HApEUCHH XaIIONMHAINN), 1a BIPBa B
Hellla, KOUTO He ca BEpHHU (M30TMaYeHO Bh3NpPUEMaHe Ha JCHCTBUTEIHOCTTA) HITH J1a CE YyBCTBA
HeOoOWYaiHO MOA03pUTEIIEH KbM JpyTHTE. ,,HeratuBHM" 03HauaBa JIMIICA HA TTOBEICHUE WITH YyBCTBA,
KOUTO HOPMAITHO ChIllecTBYyBaT. HanpruMep 4oBek ¢ mm3opeHust MOXe J1a U3TIeK/1a OTUYKIEH H
M3001110 J1a HE pearupa eMOLMOHAITHO WX Ja UMa 3aTPyIHEHUS J1a TOBOPH 110 SICEH U JIOTHYEH HaYWH.
Xopara ¢ ToBa 3a00JIIBaHE MOXKE JIa CE YyBCTBAT JACTIPECUPAHU, J]a M3IIMUTBAT TPEBOXKHOCT, YYBCTBO 32
BHHA WJIW JIa Ca HAIIPETHATH.

TREVICTA Mo3xe 1a IoMOTrHe 3a o0JeK4yaBaHe CUMIITOMUTE Ha Bamrero 3a0oaaBaHe U fa
MPEIOTBPATH TSIXHOTO Bb30OHOBSIBAHE.

2. Kakgo TpsoBa na 3Haete, npeau Aa npuemere TREVICTA

He u3nossBaiite TREVICTA

- aKO CTE aJePrHYHU KbM MAIUIEPUAOH WIH KbM HIKOSl OT OCTAHAIIUTE CHCTABKH HA TOBA
nexapcTBo (M30poeHH B TOUKa 6).

- aKo CTe aJEePruuHU KbM JPYTrO aHTHUIICUXOTUYHO JIEKAPCTBO, BKIFOYUTEITHO BEIIECTBOTO
PHUCHIEPHIOH.
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Ipeaynpeskaenus v NpeAnasHu MepKU

ToBopete ¢ Bammus siekap, ¢papmaieBT Wik MEAUIIMHCKA cecTpa, npenu na npuemere TREVICTA.
ToBa nexkapcTBO HE € MPOYUYEHO MPH MALMEHTH B cTapyecka Bb3pacT ¢ aeMeHuusd. Obaue, npu
TIAIMEHTH B CTapyecKa Bb3pacT C JEMEHIINsI, KOUTO ca JIEKYBaHHU C IPYTH MMOJ00HN BUIOBE JIEKapCTBa,
MOJKE J1a ©UMa MOBHILIEH PUCK OT MHCYIT WIH CMBPT (BHXKTE TOUKa 4).

Benukn JICKapCTBa UMaT HEXECIIAaHU PCAKIINH, a HAKOU OT HEXCIIAHUTE PEAKIINU Ha TOBA JICKAPCTBO
Morart Ja BJiomaT CUMIITOMUTE Ha ApYyTHU 3a00JISIBaHMS. Hopa/:m Ta3u NMpuInHa € 0CO0EHO BaXKHO Ja
06C’I>[[I/ITC ¢ Bamus JICKap BCAKO OT IMMOCOYECHUTE IMO-A0J1y CbCTOAHHSA, KOETO IMOTCHIIMAIIHO MOXKE 1a CE
BJIOIIX 1O BPpEME Ha JICUCHUETO C TOBA JICKAPCTBO:

- aKo UMate IMapKUHCOHOBA 0oJecT

- ako Hsakora Bu e Ouia mocraBeHa quartosa 3a 3a00Js1BaHe, YUUTO CUMIITOMH BKJIIOYBAT BUCOKA
TeMIIepaTypa U CKOBaHOCT Ha MYCKYJIHTE (ITO3HATO OLIE KaTO 3J0KAYeCTBEH HEBPOJIEIITUYCH
CUHJIPOM).

- aKO HSKOTA CTEe M3MUTBAIY IMOTPENBAIIN WU PE3KU IBUKCHUS, KOUTO HE MOXKETE Ja
KOHTPOJIMpATE, Ha JIMLETO, €3UKa WK IPYTH YacTH Ha TSAJIOTO CU (TapJUBHA AUCKUHE3HS),

- ako Bu e n3BecTHO, 4Ye B MMHAIOTO CT€ UMaJId HUCKHU HUBA Ha OeuTe KPbBHU KJIETKH (KOETO
MOXe Jia € OWIIo MM Jia He € OWIIO CIIeICTBHE OT IPYTH JIEKapCTBa)

- aKo uMmare auabeT UM CTe NPeApa3noNoKeH! KbM 1uadeT

- aKo CTe UMali paK Ha I'bpJaTa WX TYMOp Ha XUNo(pHU3HATa jKJIe3a B MO3bKa

- aKo UMate ChplIeuHo 3a00IsABaHe UM JIEYEHUE Ha ChPIeYHO 3a00IIsBaHe, KOETO BOIH J10
Ipeapa3noIokeHiue KbM HUCKO KPBBHO HaJIATaHe

- aKO UMaTe HUCKO KPbBHO HAJISATaHE IPU BHE3AITHO IPEMHHABAHE OT JIETHAJIO B CEAHANIO WIH
U3IPaBEHO T0JI0KEHHE

- aKO UMaTe eMUIIeTICHS

- aKko uMare npodiemMu ¢ ObOpennTe

- aKO MMaTe MPoOJIEeMH ¢ YepHUS IPO0

- aKO MMaTe MPOJIBDKUTEIIHA 1/1TH 00JIe3HEHA SPeKIIUs

- aKo UMare IMPoOJIEMH ¢ KOHTPOJIUPAHETO HA TeIeCHAaTa TeMIepaTypa Wi IperpsBaHe

- aKo MMaTe HeoOM4YaifHO BUCOKM HHMBA Ha XOPMOHA MPOJIAKTUH B KPBBTA HIIK aKO BEPOSTHO
uMare MpoJJaKTHH-3aBUCUM TyMOD

- ako Bue nnm HAKo# Apyr BBB Baieto cemMelcTBO MMa aHaMHe3a 32 KpbBHU ChCHPELH, Thi KaTo
AQHTUTICUXOTHUYHUTE JIEKapCTBa ce CBBbP3BAT ¢ 00pa3yBaHETO Ha KPbBHU ChCUPELH.

AKO MMaTe HIKOe OT Te3u 3aboiisiBaHus, MoJIsL, HH(popMmupaiite Bamus nexap, Thil KaTo TON/TS MOXKe
Jla kopurupa no3ata Bu unu na Bu Ha0nroznaBa 3a H3BECTHO BpeMe.

B MHOTO penku ciaydan Opy MalUSHTHTE, IPUEMAIM TOBA JEKapCTBO, ce HAaOMI01aBa OIaCHO HUCHK
Opoii Ha ornpenesneH B Oeny KpbBHU KJIETKU B KPBBTA, He0OXoauMu 3a 6opOa ¢ nHpekuunre u
3aToBa Bammsr nekap Moxxe qa npoBepu Opos Ha Oenute Bu KpbBHH KIETKH.

Psaxo moraT 1a BE3HUKHAT aJIeprUyHU peakuuu cien nonydaBane Ha nmkekiuu TREVICTA, nopu u
aKo Mpe/M TOBA CTe MOHACSIIN 100pe MepopasieH NaUIIEPUIOH WIH NIEPOPajIeH PUCIIEPHIOH.
[ToTppcere MeaUIIMHCKA TIOMOIII BEHATA, aKO TOJIy4YUTe 0OPHB, MOAyBaHE HA T'bPIIOTO, ChPOEK UITH
MpOoOJIEMH C TUIIAHETO, Thii KATO TOBA MOXE Jla Ca IPU3HALIM HA CEPHO3HA AJIEPTUYHA PEaAKIIHSL.

ToBa JICKaApCTBO MOXKE J1a IOBEAC N0 IOBUIIIAaBAHE HA Barrero terno. 3HaUUTEIIHOTO YBECJIMYCHUE HA
TErJIOTO MOXKE J1a UMa HebJaronpusTeH edeKT BbpXY 3ApaBeTo Bu. Bamusat nexap TpsioBa pejoBHO 1a
H3MepBa TeIecHOTO Bu Tero.

Ipu manuenTH, MpHUEMAIIX TOBA JEKapCTBO, Ce HAOIIOAaBa MOBSABA HA 3aXapeH AUa0eT WITH
BJIOILIABAHE HA CHIIECTBYBAII 3aXapeH JuadeT u 3aToBa BammsaT nekap TpsOBa na Bu mpernena 3a
MPU3HALY HA BUCOKA KPBBHA 3axap. IIpu manueHTu ¢ ycTaHOBEH 3axapeH JuabeT TpsiOBa peloBHO Aa
ce ClIeld HUBOTO HA III0K03aTa B KPBBTA.
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Twii kaTo TOBa JICKapCTBO MOXKE 1a TIOTUCHE ITO3UBUTC 3a MOBPHIIAHE, UMA BEPOSATHOCT TO Aa MaCKHpa
HOpMAaJIHUA OTTOBOP HAa OpraHnu3Ma KbM IOTIIBIIAHETO HAa TOKCUYIHH BEIECTBA UJIN APYTU
MCIUIMHCKH CBCTOSAHHA.

[To Bpeme Ha omeparyst Ha OKOTO 32 IOMBTHSABAaHE Ha JielaTa (KaTapakTa WiH Iepae), 3eHuiara
(uepHUAT KpBI' B CpeiaTa Ha OKOTO Bu), Moke 1a He ce yBeIu4H 10 Heooxoaumus pazMep. Coio
Taka, 0 BpeMe Ha OIepalisi UpUCHT (OIBETEHATA YACT HAa OKOTO) MOXKeE Ja 3aryOu TOHYC, KOETO MOXKe
Jla IOBeZIe 10 YBpEXIaHe Ha ounTe. AKO IUIaHUpaTe olepalys Ha OKOTO, He 3a0paBsiiTe a
uHpopmupare Bammst oueH nekap, ye mpuemare ToBa JIEKapCTBO.

Jeua u roHo1mIH
He uznon3Baiite TOBa JI€eKapcTBO MPH Jella U IOHOIIN Ha Bb3pacT nox 18 roaunu. bezonacHocTra u
e(UKacHOCTTa IIPU TE€3U NALUEHTH HE Ca YCTaHOBEHM.

Jpyru aekapcrBa u TREVICTA
Wndopmupatite Bamms nexap, ako npremare, HaCKOpo CTe MIPHEMali WK € B3MOXKHO Jla IIpHeMeTe
JpyTy JEKapCTBa.

3amouBaHe WIK CIIHPAHE Ha JIEYeHUE ¢ KapOaMa3enuH (aHTHETTMIISTITHYHO JIEKAPCTBO U CTaOMIIN3aTOP
Ha HaCTPOEHHUETO) MOXKeE Ja HAJIOKH Jja IPOMEHUTE Jl03aTa Ha TOBa JEKapCTBO.

T KaTo TOBA JIEKAPCTBO AECHCTBA OCHOBHO B MO3bKa, N3IIOJI3BAHETO HA APYTH JIEKapCTBA, KOUTO
CBILO JIEHCTBAT B MO3bKa, MOKE J]a JOBEJIE 10 YCHWIIBAHE HAa HEXKEJIaHU PEAKIUU KaTO CHHIUBOCT WIH
JIPYTH peakIMM Ha MO3bKa, HAIIpUMeEp JPYTH JIEKapCTBa 3a MCUXUYHU pPa3CTPONCTBA, OITMOUIH,
AHTUXUCTAMHHH U JIEKapCTBA 3a ChH.

Twit kaTo TOBA JICKapCTBO MOXE J1a MOHWXXHU KPBbBHOTO HAJIATAHE, Tp5{6Ba Ja ce 06’LpHe 0co0€eHo
BHUMAHHEC, KOTraTO TOBA JIEKaAPCTBO CE€ U3II0JI3BA C IPYTHU JICKAPCTBA, KOUTO IMOHMKABAT KPBBHOTO
HaJsraHe.

ToBa nexapcTBO MOXKe Ja HaManu eeKTa Ha JIeKapcTBa IIPOTUB MaPKHHCOHOBA 0OJIECT U CHHAPOMA Ha
HECIIOKOWHUTE KpaKa (HalpuMep JIEBOJONIA).

ToBa nexapcTBO MOXe Ja NpeAU3BHKA NATOJIOTHYHH ITPOMEHH B enekTpokapauorpamara (EKD),
IIPOSIBSIBAILY C€ KaTO JIbJIBI IIEPHOJ 3a IPEMUHABaHE Ha UMILYJIC IIPe3 OIpeiesIeHa 4acT OT ChPLETO
(u3BecTHO KaTo ,,yAbwkaBane Ha QT untepsana‘). Ipyru gexapcTBa, KOUTO UMAT TO3U €(DEKT,
BKJIIOYBAT HSIKOU JIEKApCTBa, U3IOI3BaHHU 3a JICUeHHE Ha PUTHMHU HapyIIEHHs Ha ChPLETO UM 3a
JiedeHre Ha WH(EKIMU, KAKTO U JAPYTH aHTUTICHXOTHIIH.

AKO CTe CKJIIOHHH KbM Pa3BUBAHC HA I'bpYOBE, TOBA JICKAPCTBO MOXKE J1a YBCJIHNYU BEPOSATHOCTTA Ja '
MOJTy4UTE. I[pyFI/I JICKapCTBa, KOUTO UMAT TO3H e(l)eKT, BKJIIOYBAT HAKOMU JIEKApCTBA, U3IIOJI3BAHU 3a
JICYCHUEC Ha ACTIPECHs UJIM HA I/IH(beKHI/II/I, KaKTO U APYT' aHTUIICUXOTUIIH.

TREVICTA TpsiOBa aa ce U3noa3Ba ¢ MOBUIICHO BHUMAHHE C JIEKAPCTBA, KOUTO TOBUIIIABAT
AKTUBHOCTTA Ha IICHTpPAJTHATA HEpBHA cUCTeMa (TICHXOCTHUMYJIAHTH KaTo METHII()EeHHIAT).

TREVICTA c anxoxoJ
AJKOXOJIBT TPsIOBa Ja ce n30srBa.

BpeMeHHOCT M KbpMeHe

AKo cTe GpeMeHHa UITH KbPMHUTE, CMATATE, Y€ MOXKeE Jla CTe OpeMeHHa WX IUTaHUpaTe GPEeMEHHOCT,
MmochBeTBalTe ce ¢ Bamms nexap wmu papmaneBT npeau ynorpedaTta Ha ToBa jiekapcTBo. He TpsOBa
Jla M3I0J13BaTe TOBA JIEKAPCTBO MO BpeMe Ha OPEMEHHOCT, OCBEH aKo He CTe 00CHANIHN ToBa ¢ Bamms
nekap. ClielHUTe CUMIITOMU MOT'aT Ja Ce MOSBSIT IPH HOBOPOJCHH, YHUTO MallKH Ca H3IMOI3BAIH
MATUIEPUIOH TIPe3 MOCIeIHNUS TPUMECTBP (IOCISTHUTE TPU Mecela OT OPEMEHHOCTTA): TPEHepeHe,
CKOBAaHOCT Ha MYCKYJIUTE /UK C1aboCT, ChHINBOCT, Bb30YyAa, IPOOIEMH C IUIIAHETO U 3aTPYIHCHUS
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B XpaHeHeTo. Ako npu Bamero 6e6e ce posiBH HAKOH OT T€3U CUMIITOMH [OThPCETE MEAUIIMHCKA
oMol 3a Bamrero 6e6e.

ToBa nekapcTBO MOXKe Ja IpEeMIHAaBa OT MaiikaTa KbM 0e0eTO MMOCPEICTBOM KbpMaTa H MOXKeE Ja
HaBpenu Ha 6ebero. [Topaau ToBa He TpsiOBa Aa KbPMHTE, KOTATO U3IOJI3BATE TOBA JICKAPCTBO.

Hlodupane n padora ¢ MaIIMHA

[To BpeMe Ha I€UEHUETO C TOBA JIEKAPCTBO MOXKE J1a Bh3HUKHAT 3aMaiBaHe, CHIIHA YMOpa U Mpo0IeMu
ChC 3peHueTo (BrkTe Touka 4). ToBa cienBa aa ce uMa MpeJIBU B CIyYauTe, KOTaTo Ce M3UCKBA
ITBJIHO BHUMAaHUE, HAIIPUMEp NpH MoGUpaHe WK padoTa C MaIIHHH.

TREVICTA cbabpika HaTpHid
ToBa nexapcTBO chABpKa mo-Manko ot 1 mmol Hatpuii (23 mg) Ha 103a, T.e. MOXe J]a Ce Kaxe, ue
MIPAKTUYECKU HE ChIbPKa HATPUH.

3. Kaxk na m3nozBare TREVICTA

ToBa nekapcTBO ce mpuiara ot Bammst nekap nin Jpyr MEAMLIMHCKY CIenManicT. Bammsr gekap mie
Bu xaxe xora e HyHO Ja Bu 6b1e nocTaBeHa cieBalnaTa HHxeKLus. BaxHo e 1a He npomyckare
Bamrara nnanupasa 103a. AKo He MOKeTe Jia clia3uTe yropopeHus Bu yac npu nexapsi, yBepere ce, ue
CTE€ My IO3BBHUIIM CBOEBPEMEHHO, 32 /1a C€ YTOBOPHU APYT 4ac Bb3MOKHO Hal-CKOpO.

Unxekmuute TREVICTA me Bu ce mocTaBaTt B ropHaTa 4acT Ha pbKaTa WX B CEJATUIIHAS MYCKYJT
BEJHBK Ha BCEKH 3 Mecela.

B 3aBucumocT ot cumnromute Bammst JICKap MOXKE Ia YBCJIMYHN WU HaMaJId KOJIUYECTBOTO Ha
JICKaApCTBOTO, KOETO IIOJIy4aBaTe 1m0 BPpEME Ha Cii€ABaliaTa Bu IUTaHUPpaHa WHXKXCKITNA.

IMaumentu ¢ 6p0peuHM POOICMU

Axko nmare ek 60peuHn nmpobiaeMu, Bammar iekap e onpeaeny mpernopbynTeIHaTa 103a
TREVICTA, cp00pa3Ho 103aTa NajIuIepuI0HOB MAIMUATAT 32 HHKEKITUOHHO MPUIIOKEHNE BETHBK
MECEYHO, KOSITO CTE MOTydaBain. AKO IMaTe YMEPEHH WIH TeXKN OBOpedH: mpodiieMu, ToBa
JIEKapCTBO HE TPsiOBa Ja ce M3MOM3Ba.

Crapuecka Bb3pact
Bammsar nekap e onpezeny go3aTa Ha TOBa JEKapcTBO, ako 0b0peuHaTa Bu ¢yHkIms e HamaneHa.

Axo Bu e npuiioxkena nosede ot HeoOxoaumaTta 103a TREVICTA
ToBa nexkapcTBo e Bu Ob/1e pHUII0KEHO MO MEIUITUHCKO HAOIIOICHHE U 3aTOBA € MAJIKO BEPOSITHO
Ja Bu Ob1e mpuiioxxeHo noBedye OT He0O0X0IUMOTO.

[NManmenTH, Ha KOUTO € OWIJI PUIIOXKEH TBBPJE MHOTO MAJMIIEPUIOH, MOXKE Ja MOTy4aT CISIHUTE
CHUMIITOMH: CHHJIMBOCT WJIH CEaIMsl, YCKOPEH ChpJCUeH PUTHM, HUICKO KPBBHO HalAraHe, abHOpMHa
eNIeKTpOKapAnorpaMa (IpocieasBaHe Ha eNeKTPHIeCKaTa akTHBHOCT Ha CHPIETO) WiIH 3a0aBeHH, MITH
HeOOMYaifH! IBUKEHUS Ha JIUIIETO, TSII0TO, PHIETE HIIH KpaKara.

Ako cte cnpesan u3no3BaHero Ha TREVICTA
AKO cripeTe PUIIOKEHUETO Ha JIEKAPCTBOTO, CUMIITOMHTE Ha MU30(pPEHUsT MOXKe 11a ce Biomat. He

TpsIOBa J]a CIIMpaTe TOBa JEKapcTBO, OCBEH ako He Bu e kasaHo ot Bammst siekap.

AKO UMaTe HSIKaKBU JIOMBIIHUTEIHN BBIIPOCH, CBBP3aHH C YIOTpedaTa Ha TOBa JICKaApCTBO, MOJIS,
nonuTaiite Bamms nexap uinu papMariesT.
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4. Bb3MOKHU HeKeJIaHU peaKknuu

Kakro Bcuuku JICKApCTBAa, TOBA JICKAPCTBO MOXKEC Ia IMPEAU3BHUKA HEKCIIAHU PCAKINU, BBIIPEKH Y€ HE
BCCKH I' T10JTy4aBa.

He3a6aBHo ch0011eTe Ha Bammus nekap, ako:

. uMare KPbBHHU ChCUPELH BB BEHUTE U MO-CIEUATHO B KpakaTa (CHMITOMHTE BKJIIOYBAT
nojJyBaHe, O0JIKa U 3a4epBsABaHe Ha Kpaka), KOUTO MOXe Jia C€ MPUIABIKAT [0 KPHbBOHOCHHUTE
CHJIOBE KbM OenuTe APoOOBE U Aa MPUIMHSAT OO0JKA B IbPIUTE U 3aTPYAHEHO AUIIaHE. AKO
3a0enexuTe HAKOU OT T€3H CUMIITOMH, He3a0aBHO MOTBPCETE JIEKAPCKU CHBET.

. uMare IeMEeHLUS U IoIy4nuTe BHE3alHa IPOMSHA B ICUXUYHOTO CHCTOSIHUE WM BHE3alHa
c1abocT, WM CKOBAaHOCT Ha JIMLETO, PhLETe WIK KpakaTa, 0cCOOEHO OT eHaTa CTpaHa, WiH
HesICeH rOBOD, IOPH U 3a KPaThK Mepuos oT Bpeme. ToBa Moe Jja ca CHMITOMH Ha MHCYIIT.

. uMare TPecka, CKOBAHOCT Ha MYCKYJIMTE, IOTEHE WM IOHMKEHO HUBO HA Ch3HAHUETO
(HapyuIeHHe, HApUYAHO ,,3]I0KAYECTBEH HEBPOJICNITHYCH CHHIPOM ). Moxe a € He0OXOAUMO
He3a0aBHO MEIUIIMHCKO JeYEeHHUE.

. CTE MBX U MOJYYUTE MPOIBIKUTEIHA U O0JIe3HeHA epekius. ToBa ce Hapuda NpUanu3bM.
Moske 1a € He0OX0AMMO He3a0aBHO MEIUIIMHCKO JIEUECHHE.

. MOJTyYUTe HEBOJICBH PUTMUYHHM JIBM)KCHUS Ha €3HKa, yCTaTa U JIUIETO. MOoXKe Jla ce HaJIOXKHU
CIUpaHe Ha JICUCHUETO C MATUIICPUIOH.

. MOJTyYUTE TEXKKA allepruiHa PeaKiys, XapaKTepru3upallia ce ¢ Tpecka, 1o {lyBaHe Ha ycTara,

JIUIIETO, YCTHUTE WM €3HMKa, HEIOCTUT Ha BB3AyX, ChPOEK, KOXKEH 00pHUB, a TIOHSIKOTa U
CraJaHe Ha KPbBHOTO HaJATaHe (CUMIITOMH Ha ,,aHauinakTuiHa peakiusa’). Psaako morar na
BB3HUKHAT aJISpIMYHU PEAKLUH CJIe]] [I0Jy4YaBaHe Ha MHXKEKIMHU aJUIIEPUIOH, JOPU U aKO
NpeaH TOBA CTE MOHACSIN A0Ope MepopalieH PUCIIEPUAOH WIH epOopaicH MaIUIEPHIOH.

. aKo IUIaHUpaTe oNepalys Ha OKOTO, He 3a0paBsiiTe na nHpopMmupare Bamms oueH nexap, ye
npuemare ToBa JekapcTBo. [1o Bpeme Ha omepaliis Ha OKOTO 3a TOMBTHSBAHE Ha JielaTa
(xarapakTa), UpUCHT (OIBETEHATA YACT HA OKOTO), MOKE 3ary0u TOHYC 0 BpeMe Ha
omepanusiTa, (i3BECTeH Kato "(1onu upuc CHHAPOM" ), KOETO MOXKE Ja IOBEJIE JI0 YBPEXKIaHe
Ha OYUTE.

. aKo UMate OMacHO HUCHK Opoii onpeeneH BuA Oeli KpbBHU KIETKH, Heo0Xoaumu 3a 6opda ¢
uH(EeKIuuTe B KphBTa BH.

Morat ga ce MosBAT CAEIHUTE HEXKEIaHU peaKknunu:

MHOro0 4ecTH HeKeJIaHU PeaKIuM: MOKe 1a 3acerHat nosede ot 1 Ha 10 gymmu
° TPYIHO 3aCITUBAHE WJIH MOIbpKaHe Ha ChHS.

YecTH HeKeTaHU peakuu: MosKke 1a 3acerHat 10 1 va 10 xymmu

. CHUMIITOMH Ha HACTHHKA, MH(EKINS Ha MTMKOYHUTE MIBTUIIA, TPUTIONOI00HO 3a00IIBaHe

. TREVICTA Mo’xe 1a MOBHUILIK HUBAaTa HA XOPMOH, Hape4yeH "MpoJIaKTUH", KOETO CE OTKPHUBA
IIpU M3clieBaHe Ha KPbBTa (MOXKE /1a IPeAN3BUKBA W J1a HE Ipean3BuKa cuMmntomu). Koraro
CE MOSBAT CUMIITOMH Ha MOBHIIICH MMPOJIAKTHH, TE€ MOXeE [1a BKITIOUBAT: (IIPU MBXKETE) MOyBaHE
Ha I'bPAUTE, 3aTPYJTHEHO MTOCTUTaHE WK TOALBP)KAaHE HA ePEKIIMU WIIH Jpyra CeKCyaaHa
muchyHKIHS; (IPYU KEHUTE) TUCKOMBOPT B THPIUTE, OTACISIHE Ha KbpMa OT I'bPIUTE,
NPOITYCHATH MEHCTPYAIHU LUKIM WK IPYTH IPOOIeMH ¢ MECEUHUS LIUKBIL.

BHCOKa KpbBHA 3axap, [IOBUIIaBaHE Ha TEIJIOTO, 3ary0a Ha Teryio, HaMaJleH aleTUT
pa3apasHUTENHOCT, ACTIPECHS], TPEBOKHOCT

YyBCTBO Ha O€3MOKOHCTBO

NapKUHCOHU3BM: TOBA ChCTOSHUE MOXKE J1a BKJIIOUBA 3a0aBEHO MJIM HApyILIEHO JBH)KEHHE,
yCellaHe 3a CKOBAaHOCT WJIM HAIIPEXEHHE B MyCKYJIHUTE (KOETO IMpaBy ABWKeHMsITa Bu peskn), a
MIOHSKOTra JOPH ycellaHe 3a "3acTuBaHe" U MOCie Bb3CTaHOBSABAaHE HA IBUIKEHUETO. pyru
IPU3HAIM Ha IapKUHCOHU3bM BKJIIOUBAT OaBHA MOXOJKa C IPOBJIAUYCHHU KPAayKH, TPEMOP B
MIOKOH1, TOBUIIIEHO CIIIOHOOT/IEINIIHE /WM JIMTaBeHe U 3ary0a Ha U3pakeHHe Ha JIMLETO.

. 0€3M0KONUCTBO, CHHIIMBOCT MJIM HaMaJIeHO BHUMaHUE
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JIICTOHUS: TOBA € ChCTOSHHUE, BKIFOYBAINO 3a0aBEHU HIIH MPOIBIKUTCIIHA HEBOJICBH
KOHTPAKIIMU Ha MyCKyJIHTe. Makap 4e MOXe Ja 3aCerHe BCsAKa 4acT OT TSUIOTO (M MOXKe Jia
JI0Beie 710 HeoOnYaiiHa CToiKa), IMCTOHHUATA YECTO 3acAra MYCKYJIUTE Ha JIUIIETO,
BKIIFOUMTEITHO HEOOWYalHY JIBIDKCHHS Ha OUUTE, YCTATa, €3UKa MU YeIFOCTTa.

3aMastHOCT

JICKHHE3US: TOBA € ChCTOSHKE, BKITFOUBAIIO HEBOJICBH JIBUKCHUS Ha MYCKYJIUTE U MOXE Jia
BKJIFOYBA TIOBTAPSIIH C€, CIIACTHYHHU MIIU I'bPYCIIN CE IBHKCHHUS WU TOTPETIBAHUS
TpeMop (Tpenepene)

raaBo0oIIHe

YCKOPEH ChpJlIeYeH PUTHM

BHUCOKO KPBBHO HaJISITaHE

KallTHIIA, 3amyIIeH HOC

KOpeMHH OOJIKH, TIOBPBIIAHE, TaJIcHe, 3alleK, TUapusl, JOII0 XpaHOCMHIIaHe, 3600001
MOBHILIEHU CTOMHOCTH Ha YePHOPOOHUTE TPAaHCAMHUHA3U B KPHBTA

00JIKa B KOCTUTE MM MYCKYJIUTE, OOJKU B T'bp0a, OOJIKH B CTABUTE

CIMpaHe Ha MEHCTPYaTHHS [TUKBI

BUCOKa TeMIiepaTypa, ciabocT, OTnaaHanocT (yMmopa)

peakius Ha MACTOTO Ha HHXKEKTHPaHe, BKII0YBaIa ChpOexk, O0JIKa WK IOy BaHe.

HeuecTu HexeIaHM peakuMu: Mo:Kke Aa 3acerHat A0 1 Ha 100 gymu

MTHEBMOHUS, TPbIHA HHPEKIHs (OPOHXUT), MHPEKIUI HA JUXATSIHUTE MHTUINA, HHPEKIHIS Ha
CHUHYCHTE, UHPEKIH Ha TUKOYHHUSA MEeXYp, HHPEKIHs Ha yXOTO, TOH3WIUT, T'hONMYHN HH(DEKIUU
[0 HOKTHTE, HH(PEKIHUS Ha KOXKaTa, abciec Mo KoxKarta

HaMaJleH Opoit 6enr KphBHU KIICTKU, HaMaieH Opoil Ha BUI OeH KPBBHU KIICTKH, KOUTO
criomaraT 3a 3aliuTa cpeury HHQeKIus, aHeMus

alepruvHa peaKiys

I0SIBa MUK BJIOIIABAHE HA JHa0eT, HOBUIICHO HUBO Ha HHCYJIHMH (XOPMOH, KOHTPOJIHPAII
HUBOTO Ha KpBbBHATA 3aXap) B KPbBTa

HOBUIICH aleTUT

3ary0a Ha aleTuT, BOJEIIa IO HEAOXPaHBaHE U HUCKO TEJIECHO TETIIO

MOBUIICHO HUBO HA TPUTIHULEPUIN (MACTH) B KPBBTA, TIOBUILIEHO HUBO HA XOJECTEPOII B KPHBTA
HapyIICHHE HA ChHs, TOBUILICHO HACTPOCHHE (MaHMUs), HAMAJICHO CEKCYaTHO JKEJIaHue,
HEPBHOCT, KOIIMapH

KBbCHA AUCKWHE3MS (IIOTPENBAIM WK PE3KH ABHKCHUS HA JINIETO, €3UKa WU IPYTH YacTu Ha
TSUTOTO, KOMTO HE MOKeTe Ja KoHTposmpate). Kakere HezabaBHO Ha Bamms iekap, ako

MOy YHTE HEBOJICBH PUTMHUYHHY JIBYDKCHHS Ha €3WKa, yCTaTa U JIMIeTo. MOoXKe J1a ce HAIOKH
CIIHpaHe Ha JICYEHHETO C TOBA JICKAPCTBO

IPHUITIBIN, HEPEOIOINMO JKEJIAaHNE 33 ABM)KEHHE HA YacTH Ha TSUIOTO, 3aMastHOCT IIPU
U3MpaBsiHe, HapylIeHne Ha BHUMAHUETO, IPOOJIEMH ¢ peuTa, 3aryda Ha BKyca WM IPOMEHEH
BKYC, HaMaJleHa YyBCTBUTEIHOCT Ha KOXKaTa KbM 0OJIKa M JIONHp, yCeIlaHe 3a MpaByJKaHe,
OoIKaHe WM U3TPBIIBAHE HA KOXKAaTa

3aMBIIICHO 3pEHUE, HHPEKIUI HA OKOTO HJIM KOHIOHKTUBHT, CYXOTa B OUUTE

YyBCTBO 33 CBETOBBPTEXK (BEPTHUIO), IIIyM B YIIHTE, OOJIKA B YIIHTE

NpPEeKbCBaHE Ha MPOBOIMMOCTTA MEX/IY TOPHHUTE U JIOJHUTE OTJEIH HA ChPIIETO, HeOOUYaitHN
SNIEKTPUYCCKU UMITYJICH Ha ChPLETO, yabkaBaHe Ha QT HHTepBaia, yCKOPEH ChPICUCH PUTHM
NP U3IpaBsHE, 320aBEH CHPJCYCH PUTHM, IIPOMCHH B 3aIIica Ha SICKTPHYCCKUTE CHTHAIIN Ha
cbpuero (enexTpokapaunorpama win EKT), ycemane 3a TpenteHe win cbpreOreHe B IbPAUTE
(manmuTanym)

HUCKO KPBBHO HaJsiraHe, HUCKO KPhBHO HAJISITaHE NPH M3IMPaBsiHE (3aTOBA HAKOH X0Da,
IOpUEMAIH TOBA JEKapCTBO, MOXKeE JIa Ce MOYYBCTBAT 3JI¢, 3aMasHU HJIH Ja MPHUIIATHAT IPH
BHE3AITHO PEMHIHABAHE OT JICTHAJIO B CETHAJIO MJIM M3IIPABEHO ITOJIOKEHHE)

3ajlyX, BB3IAJICHO I'bPJIO, KPHBOTEUEHUE OT HOCA

KOpeMeH IUCKOMQOPT, HH(EKIHM Ha CTOMAaXa WM YepBaTta, 3aTPyJHEHO MPerabliaHe, CyXoTa B
ycTara, 3aCHJICHO OT/CJISTHE Ha Ta30Be
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noBuuieHy croiHocty Ha I'TT (uepHOIPOOEH eH3UM, HapedyeH raMa-IiIyTaMuil TpaHcepasa) B
KPBBTA, TOBUIICHH CTOWHOCTH HA YePHOAPOOHHUTE €H3MMH B KPBBTA

ypTHKapus (Wi ,,KONpUBHA Tpecka), cbpOex, 0OpHUB, Kocomal, eK3eMa, cyxa Koxa,
3ayepBsBaHE Ha KOXaTa, aKHE

nosumeny HuBa Ha CPK (kpeatun ¢ocdoknHaza) B KpbBTa, €H3UM, KOHTO HOHIKOTA CE OTACILI
IpU MYCKYJIHa TpaBMa

MYCKYJIHHM CIIa3MM, CKOBaHOCT Ha CTaBUTE, MyCKYJIHa cJIaboCT

WHKOHTHHEHIHA (M3IyCKaHe) Ha YpHUHA, YeCTO YPHUHUPaHe, O0JIKa U YPHUHUPaHE

epeKTUIIHA TUC(YHKIMSA, HapyllIeHa eSKyIalus, IPOIyCHATH MEHCTPYaIHH LUK UK JPYTH
MpoOJIEMH ¢ MECEUHHS IUKBJI (3KEHH), pa3BUBaHe Ha I'bPAM MPH MBKETE, CEKCyaTHa
muchynknms, 6omka B 0071acTTa Ha IBPAUTE, OTACISIHE Ha KbpPMa OT I'bPAUTE

[IOJyBaHe Ha JIMLIETO, YCTaTa, OUUTE WIN YCTHUTE, IIOJyBaHe Ha TAJIOTO, PhLETE WK KpakaTa
HOBHUIIIEHA TeJIECHA TeMIIepaTypa

MPOMSIHA B ITOXOKATA

0oJKa B I'bpAUTE, IPBACH TUCKOMGOPT, IPU3IABAHE

BTBbP/SBAaHE Ha KOXKaTa

najiaHe.

Penxu Hexkes1aHu peakuum: Mo:xe 1a 3acernat 10 1 na 1 000 gymu

OouHa UH(EKIHS

KOKHO BB3MaJCHHE, IPUINHEHO OT aKapH, ChbPOEK M JIIOCIIH 110 CKaJIIa MM KoXKaTa
noBuIIeH Opoit eo3nHOGIIHN (BUA OeIH KPbBHU KJIETKH) B KPBBTA

HaMalieH Opoil TpoMOoIUTH (KPBBHH KJISTKH, KOUTO CIIOMArar 3a CIIMPaHe Ha KbPBEHETO)
HeaJeKBaTHaA CEKpeIHs Ha XOPMOHA, KOMTO KOHTpoJIHpa obeMa Ha ypHHaTa

3axap B ypuHaTa

JKMBOTO3aCTpAIIaBaIld yCIOKHEHUS HA HEKOHTPOJIUpaH auader

HHCKa KPBBHA 3aXap

MPEKOMEPEH IpUEeM Ha BOJA

00BpKBaHEe

TpernepeHe Ha IriaBaTa

JIMIICA Ha IBUKEHUE WIH OTTOBOP B OYJIHO ChCTOSTHHE (KaTATOHMS)

XOJICHE Ha CbH

JIMIICA HAa eMOLIUH

HEBB3MOXKHOCT 32 JIOCTHTaHE Ha Opra3bM

37I0Ka4eCTBEH HEBPOJIENTUYCH CHHAPOM (00BbpKBaHe, MOHMKEHO HUBO MJIH 3ary0a Ha
Cb3HaHKE, BUCOKA TEMIEpaTypa U CHIIHO U3pa3eHa MyCKYyJIHA CKOBAaHOCT), IPOOJIEMH C
KPBBOHOCHHTE ChJIOBE B MO3bKa, BKIIFOUHTEIIHO BHE3AITHO CITUPAHE HA KPHBOCHAOASBAHETO Ha
MO3bKa (MHCYNT WK "MUHHHHCYNT"), HE CE pearrpa Ha CTUMYIIH, 3aryda Ha Ch3HaHHE,
MOHW)XEHO HUBO Ha Ch3HaHHE, KOHBYJICHH (TIPUCTHIIN ), HAPYIICHO PAaBHOBECHE

HapylIeHa KOOPAHHAIHSA

riaykoma (OBHIIEHO HAIISTAHE B OUHUTE SIOBJIKH)

npo0JIeMH ¢ ABHXKCHHUETO Ha OYKTE, BPTEHE HA OUUTE, CBPBXUYBCTBUTEIHOCT HA OYUTE KbM
CBETIIMHA, IPEKOMEPHO CHI3EHE, 3aU4ePBsIBAHE HA OUHTE

OPENCHPIHO MBXKICHE (HEOOUYaeH ChPICUCH PUTHM), HEPABHOMEPEH CHPICUCH PUTHM
KPBBHHU ChCHUPEIH BbB BEHUTE, OCOOCHO Ha KpakaTa (CHMITOMHUTE BKJIFOUBAT MOTyBaHe, OOJKa
W 3auepBsABaHE Ha Kpaka). AKO 3a0eNeXUTe HIKOU OT Te3U CHMIITOMH, He3a0aBHO OTBPCETe
JIEKapCKU ChBET

KPBBEH ChCUPEK B OenuTe Ap0oOOBE, KOUTO MpeTu3BHUKBa O0JIKa B IBPAUTE U 3aTPYTHEHO
JqunraHe. AKO 3a0eJIeKUTe HIKOU OT Te3U CUMIITOMH, He3a0aBHO MOThPCETE JICKAPCKU CHBET.
3adyepBsiBaHE

3aTpyIHEHO TUINAHe M0 BpeMe Ha ChH (ChbHHA arHes )

OenonpoOeH 3acToM, 3amyIiBaHe Ha AUXATEITHUTE IBTUILA, CBUPKAIIH XPHIIOBE

CBHPKAIIH XPUIIOBE B OenuTe ApodoBe

Bh3NAJICHHE Ha MTAHKpeaca, MoIyBaHe Ha €3UKa, He3aIbpKaHe Ha U3NPAKHEHHSI, MHOTO TBBPIH
U3TPAKHEHHS
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3amyIIBaHe Ha YepBaTa
HaITyKaHH yCTHH

00pHUB CBBP3aH ¢ JIEKapCTBOTO, yAeOeNnsBaHe Ha KOXKaTa, IbPXOT

NOZyBaHE Ha CTABUTE

HEBB3MOXKHOCT 32 YpUHHUPaHE

JUCKOM(OPT B IbPANTE, yrojJeMsBaHe Ha MICUYHHUTE JKJIE3H, YTOJIeMsBaHe Ha I'bpPAUTE
BarMHaIHO TCUCHHE

NpUanHu3bM (MIPOABIDKUTEHA SPEKIHS Ha TIEHHUCA, TPH KOSITO MOXKE JIa C€ HAJIOXKH OIEPaTHBHO
JICUCHUE)

MHOT'0 HHCKA TEeJIECHA TeMIIepaTypa, BTPHCAHE, Kaxaa

. CHUMIITOMH Ha CHHJIPOM Ha OTHEMaHe

. cbOMpaHe Ha THOH B pe3ynTaT Ha HHPEKIHS Ha MACTOTO Ha WHXKEKTUpaHe, IbJI00Ka HHpeKIusI
Ha KOKara, KACTa Ha MJCTOTO Ha MHXKEKTUPaHE, TOCHHSBAHE Ha MACTOTO HA HH)KEKTHpPAHE.

C HeW3BeCTHA YeCTOTA: OT HAJJMYHHUTE JAHHHU He MO3Ke /1a Ob/ie HATIPABeHA OLeHKA

. OTIACHO HUCBHK OpOii Ha OTpe/ieNieH BUA Oelli KPhbBHH KIIETKH, He0OX01uMu 3a Oopba ¢
WH(EKIHUUTE B KPbBTA
. TEXKKA allepruyHa PeakLusl, KOsATO ce XapaKTepu3upa ¢ BUCOKa TeMIIepaTypa, MOAyBaHe Ha

ycTaTa, JIMIETO, yCTHATA WITH €3UKa, 3a]lyX, ChpOek, KOKEH OOpHB U MOHSIKOTa MOHW)KaBaHEe Ha

KPBBHOTO HalAraHe

IIPEKOMEPEH IIPUEM Ha BOJA, KOWTO MOXe 1a Ob/ie OnlaceH

Pa3CTpOICTBO Ha XPaHEHETO, CBBP3aHO ChC CHHS

KOMa B pe3yiTaT Ha HEeKOHTPOJIUpaH quadeTt

YCKOPEHO, INTUTKO AUIlIaHe, THEBMOHHUS B pe3yJITaT Ha BAMIIAHA XpaHa, HapyllIeHUe Ha Ijaca

MOHIKEHO HUBO Ha KMCIIOPOJ B HIKOM YaCTH Ha TSUIOTO (TIOpaay HaMajleH KPhBOTOK)

JIMIICa Ha IBUIKEHHUE Ha yepBaTa, KOETO MPUYMHSABA 3allyIlBaHe

HOXBJITABAHE HA KOXKaTa U O4uTe (PKBITECHULA)

TEXBK WU )KUBOTO3ACTpallIaBall OOpUB C MEXypH H OeJeHe Ha KoXKaTa, KOWTO MOXe J1a

3aroyHe BbB M OKOJIO YCTaTa, HOCA, OUUTE U MOJIOBUTE OPTaHU U Jia e Pa3NpOCTPaHH MO APYTH

YyacTH Ha TsU10TO (cuHApoM Ha CTUBBHC-/DKOHCHH WIIM TOKCUYHA €MUepMallHa HEKPOJIU3a)

. CEpHO3Ha aJlepIUyHa peakiys ¢ IoAyBaHe, KOATO MOXE Jja 3aCerHe I'bPIIOTO U 1a A0BEJE J10
3aTpyAHEHO AUIIaHe

. IPOMSIHA Ha 1IBeTa Ha KOXKaTa

. HeoOMuaifHa cToika
HOBOpOJIeHH OebeTa, pojieHH OT Makiku, kouto ca nprueman TREVICTA mo Bpeme Ha
OpEMEHHOCTTa, MOTAT JIa MOJTyYaT HeKeJIaHH PEaKIUU OT JICKapCTBOTO M/HJIM CUMIITOMH Ha
OTHEMaHe, KaTo Pa3Ipa3sHUTETHOCT, OaBHU MM MPOIBILKUTEIIHU MYCKYITHH KOHTPAKIUH,
TpelnepeHe, CbHIUBOCT, IPOOJIEMHU C TUIIAHETO WIN XPAHEHETO
HaMaJlsIBaHE Ha TEJIEeCHATa TeMIleparypa

. MBPTBU KOXKHH KJIETKH Ha MSICTOTO Ha MH)KEKTHPAHE U SI3BU Ha MICTOTO Ha MHXKEKTHPAHE.

Crno0aBaHe HA HesKeJIaHH PeaKLIuH

AKO TIOITyYnTe HIKaKBH HEXKEJIaHH JEKapCTBEHH Peakiuy, yBegomere Bammst nekap, papmaneBT mim
MeIUIMHCKA cecTpa. ToBa BKITFOYBa BCUYKH BH3MOXKHU HEOITMCAHU B Ta3H JINCTOBKA HEXEIAHU
peakun. MoxeTe ChIIO Ja ChOOIIUTE HEXKENIAaH! PEaKUK AUPEKTHO Ype3 HAIIMOHATHATA CHCTEMA 3a
CHOOIIaBaHE B:

V3npIHUTENHA areHnuns 110 JIeKapcTBaTa

yi. ,,Jlamsia I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

Kato chobmiaBaTe HexenaHu PeakiMy, MOXKETe Ja aleTe CBOsI IPUHOC 32 MMOJTy4aBaHe Ha MOBEYe
nH(opMaIs OTHOCHO 6€30ITacCHOCTTa Ha TOBA JIEKAPCTBO.
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5. Kak na coxpansiBate TREVICTA
Jla ce chxpaHsBa Ha MSCTO, HEOCTBITHO 32 JIela.

He u3nonssaiite ToBa JICKapCTBO CJIeA CpOKa Ha rOAHOCT, oTOens3an BBHpPXY KapTOHCHATa OIMNaKOBKa.
CpOK”bT Ha TOAHOCT OTroBaps Ha NOCJICAHUS ACH OT MOCOYCHU MECCII.

To3u JICKapCTBCH MPOAYKT HEC M3UCKBA CIICHUAJIHA YCIIOBHS Ha CbXpaHEHUE.

He u3xBbpisiiTe JekapcTBaTa B KaHAIM3alMUATa WM B KOHTEHHEpaA 3a JOMALIHH OTHAIbIIH.
INomuraiite Bamms papmaneBT Kak 1a H3XBBPIIATE JIEKapCcTBaTa, KOUTO Bede HE M3Io3Bare. Te3n
MEPKH Il CIIOMOTHAT 3a OIIa3BaHE HA OKOJIHATA CPela.

6. ChbabpikaHue HA ONAKOBKATA M TONMbJIHUTETHA HHpoOpManus

Kakso coabpixka TREVICTA

AKTUBHOTO BEILIECTBO € HaJUIEPUIOH.

Besika TREVICTA 175 mg npeaBapuTeIHO HaITbJIHEHA CIIPUHIIOBKA ChABPka 273 mg
najunepuroHoB nanmurat B 0,88 ml.

Beska TREVICTA 263 mg npeBapUTeIHO HallbJHEHA CIIPUHIIOBKA Chabpka 410 mg
MaJUIEePUI0HOB anMuTat B 1,32 ml.

Besika TREVICTA 350 mg npeaBapuTeTHO HAITbJIHEHA CIIPUHIIOBKA ChABPKaA 546 mg
MaJUIepPUIOHOB nanMurat B 1,75 ml.

Besika TREVICTA 525 mg npeaBapuTeTHO HAITbJIHEHA CIIPUHIIOBKA ChABpka 819 mg
MaJUIEePUIOHOB aJIMUTaT B 2,63 ml.

JpyruTe CbCTaBKH ca:

[omucopbar 20

IMomueTmnenrimkoin 4 000

JIuMoHeHa K1ceTMHa MOHOXHUIpaT
Hatpue nuxuaporendocdar MoHOXHIPAT
Harpues xuapokcun (3a kopekius Ha pH)
Bopa 3a nnxekiyu

Kak n3ranexnaa TREVICTA u kakBo ChbABpPKa ONIAKOBKATA

TREVICTA e 0s1a 1o mourty 6siy1a HH)KEKIIMOHHA CYCIIEH3HUs C YIBIDKEHO 0CBOOOXK/IaBaHE B
MPEIBAPUTEIHO HAITbJIHEHA CIIPUHIIOBKA, KOSATO BalllusaT Jiekap win MEIUIIMHCKA CeCTpa IIe
Pa3KJIATAT EHEPrUYHO, 32 Ja PeCyCICHIUPAT CyCIICH3UATa, MPEIX HHXEKTHPAHE.

Bcesika onakoBka CbAbpiKa 1 MMpeABapUTCIIHO HAITBJIHCHA CIIPUHIIOBKA U 2 Wriu.
He Bcuuku BHUJOBC OIIAKOBKH MOrat aa 61)[LaT ITyCHaTu B nponam6a.

IIpuTtexaTes HA pa3pelIeHNETO 32 YNOTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IMpousBoauTes

Janssen Pharmaceutica N.V.
Turnhoutseweg 30

B-2340 Beerse

benrus
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3a nombiHUTEHA HHGOPMAILMS OTHOCHO TOBA JISKAPCTBO, MOJIsI, CBBPIKETE CE C JIOKAITHHS
MpeICTaBUTEN Ha MPUTEXATEIIs Ha Pa3peleHneTo 3a yrnorpeba:

Belgi¢/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 14 64 94 11

Bbarapus
”IxxoucwsH & JIxonchH bearapus” EOO/]
Ten.:+359 2 489 94 00

Ceska republika
Janssen-Cilag s.r.o.
Tel:+420 227 012 227

Danmark
Janssen-Cilag A/S
TIf: +45 4594 8282

Deutschland
Janssen-Cilag GmbH
Tel: +49 2137 955 955

Eesti
UAB “JOHNSON & JOHNSON?” Eesti filiaal
Tel.: +372 617 7410

EXrada
Janssen-Cilag ®appokevtikiy A.E.B.E
TnA: +30 210 80 90 000

Espaiia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00

France
Janssen-Cilag
Tel: 0 800 25 50 75 /+33 1 55 00 40 03

Hrvatska
Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

Island
Janssen-Cilag AB
C/o Vistor hf

Simi: +354 535 7000

Italia
Janssen-Cilag SpA
Tel: 800.688.777 / +39 02 2510 1

Lietuva
UAB “JOHNSON & JOHNSON”
Tel: +370 5 278 68 88

Luxembourg/Luxemburg
Janssen-Cilag NV
Tél/Tel: +32 14 64 94 11

Magyarorszag
Janssen-Cilag Kft.
Tel.:+36 1 884 2858

Malta
AM MANGION LTD.
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: +31 76 711 1111

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351 214 368 600

Romania
Johnson & Johnson Roméania SRL
Tel: +40 21 207 1800

Slovenija
Johnson & Johnson d.o.o.
Tel: +386 1 401 18 00

Slovenska republika
Johnson & Johnson, s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy
Puh/Tel: +358 207 531 300
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Kvnpog Sverige

Bopvafog Xattnrovayng Atd Janssen-Cilag AB

TnA: +357 22 207 700 Tfn: +46 8 626 50 00

Latvija United Kingdom (Northern Ireland)
UAB “JOHNSON & JOHNSON?” filiale Latvija  Janssen Sciences Ireland UC

Tel: +371 678 93561 Tel: +44 1 494 567 444

medinfo@its.jnj.com

JlaTta Ha nocJieiHo npepa3rie;aaHne Ha Jucropkara 05/2023

[onpobHa nHpopMaLus 3a TOBa JIEKapCTBO € MpelocTaBeHa Ha yeOcalita Ha EBponeiickaTa areHIus
T10 JIeKapcTBara: http://www.ema.europa.eu/.
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HH¢0thlI4u}l npe&uasnaqeua 3a Meduuuncmtme cneuuaaucmu

ITocouenara no-goJ1y MHGopManus e NpeJHA3HAYEHA CAMO 32 MEJIMIUUHCKH CIIEHUATHCTH U
TpsidBa 1a Ob/le MPOYETeHA OT MEJIMIUHCKHUTE CIIENMATUCTH 32€/IHO ¢ IbJIHATA HH(poOpMaLus 32
npeanucsane (KpaTka xapakTepucTHKA HA IPOAYKTA).

[a ce npunara Ha Bceku 3 Mecena

7@ Pa3zknaTere eHepruyHO CIPUHIIOBKAaTa Hall-MaKko 15 cexyHau
o

CaMo 3a HHTPaMYCKYJIHO npujio:kenue. He npunaraiite 1o HUKakbB APYT HAUMH.

Basxkno

[Ipouerere mbaHUTE HHCTPYKIMK NTpean yrnoTtpeda. [Ipu ynorpedara Ha TREVICTA e Heodxomumo
Jia ce oOpbIIa CrenuaIHO BHUMAaHUE Ha TE3H ,,CTHIIKA MO CThITKA  HCTpYKIMU 3a ynoTpeda, 3a aa ce
rapaHTHpa YCIIEIIHO PUIOKEHNUE.

TREVICTA Tps0Ba 1a ce npuiara OT MeJIUIMHCKA CIICIUAIICT KaTo enHa nHxekuus. HE
pazaensaiTe 103aTa B HAKOJIKO WHKEKITUH.

TREVICTA e npeana3HaueHa caMo 3a HHTPaMYCKYJIHO MpUIIoKeHue. MmkekTupaite 0aBHO, THIO0KO
B MYCKYJIa, KATO BHUMAaBaTe Jia n30erHeTe HHKSKTHPaHe B KPbBOHOCEH Ch/I.

Ho3upoBka
TREVICTA Tps0Ba aa ce mpujiara BeIHbK Ha BCeKH 3 Mecela.

[Ipurorssue

Otnenere eTukeTa OT CIPUHLIOBKATA U I'O 3aJIeIIeTe B KAPTOHA Ha MAlEHTa.

TREVICTA usuckBa o-IbJI'0 1 MHOTO II0-€HEPIru4HO pa3KilaliaHe OT NaJUIepUIOHOB aJIMUTAT
332 HH)KEKLMOHHO NPUIIOKEHUE BEIHBX MECeuHO. PaskiiaTere eHEpruuHO CIPUMHLOBKATA C BbpXa
Harope, Hali-MaJKo 15 ceKyHAU B paMKHTe Ha 5 MUHYTH npean npuiioxkenue (Bx. CTeika 2).

I/I360p Ha TBHKOCTEHHA 00e30maceHa uria

Treukocrennute (TC) obe3omacenn uriu ca npeaHazHadeHu 3a usnoissane ¢ TREVICTA. MHuoro e
Ba)XHO a2 U3MoJI3BaTe caMo urJjute ot onmakoBkara Ha TREVICTA.
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ChabpiKaHUe HA ONMAKOBKATA C eIHHUYHA 1032

CLHLD}HEHHE Ha OoNnaKoBKaTa
¢ eAMHWU4YHa Oo3a

MNpeaBapuTenHo TBHKOCTEHHA
HanbNHeHa obesonaceHa
CNpPUHLUOBKA wrna

Bpwx Ha

cnpuHUoEKaTa PO30B HaKpalHMK

MNymena
Kana4ka
Nyep
HAKPAWHHE

MNpeonazed
MEXAHHIBM

Kana4ka
Ha Wrnarta

OnakoBka
— | Hawurmara

.H{bm HaKpaHHHE

22Gx1'2"

—— Bytano

MNpegnazed
MEXaHHIBM

Kana4ka
Ha Wrnarta

— OnakoBka L..J
Ha Wrnara
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1 N360p Ha nrna

I/I350P'I>T Ha UrJjia ce onpeaeisi OT MACTOTO HA HHIKEKTUPAHE M TEIJIOTO HA MAallUEHTA

Ako ce nipwiiara B JleaToniHust MyCKyI1 Ako ce npunara B CelaTHIHAA MYCKYJT
@
AKO TErJIOTO Ha MAlKEHTa €: He3aBucHMO OT TErJ10TO HA MAIHEHTA:
no-maiko or 90 kg JKBJIT HAKPAWHUK

PO30B HaKpalHUK 1.7
22G x1” 22G %1

90 kg niu noseue
JBJIT HAKpPaWHUK

22Gx12"

A

He3zabaBHO M3XBBpIIeTe HEU3MOI3BaHATA UIJIA B ITOAX OIS
KOHTEWHep, IpeJHa3Ha4yeH 3a ocTpu npeametu. He nmazere 3a
ObJienia ynorpeoa.
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2 NMoparotoBka 3a NMHXEeKTUupaHe

PA3BKJIATETE EHEPTUYHO
Hail-manko 15 cekynan
PA3KJIATETE EHEPTUYHO
CIPUHIIOBKATA ¢ BbpXa Harope, 6e3
Ja HampsArare KUTKaTa, Hail-MaJko
15 cexynmm, 3a 1a ce rapaHTHpa
XOMOTEHHOCT Ha CYCIICH3HATA.
BHUMAHMHE: Tosa nexapcTBo €
HE00XOIMMO J1a Ce pa3KJialia 1mo-
JBJITO U IO-€HEPrUYHO OT
NaJTMIEPUIOHOB IMAJIMUTAT 3a
HWH)XEKLIMOHHO NPUIIOKEHHE BEIHBK
MECEUHO.

A

TlpemuHere KbM creBaara
CTBIIKA BeJIHAra e[| pazKialiane.
AKoO ca MHHAJIM IOBEYE OT

5 MHHYTH NpeIn HHKEKIUATA,
pa3kjiaTeTe eHepru4Ho
CNPUHIIOBKATA ¢ BbPXa Harope
OTHOBO Hali-MaiKo 3a 15 cexyHnu,
3a MOBTOPHO CyCIIEHAUPaHE Ha
JIEKapCTBEHUS MPOIYKT.
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IIpoBepere cycneH3usiTa

Crep pa3kiallaHe Ha CIPUHLIOBKAaTa B IPOABIDKEHNE Ha IIOHE 15 ceKyHaM, IPOBEpETE BHHIIHUS BUJ
Ha CYCIICH3HUs B OTKPUTATAa 4acT Ha CIPUHIIOBKATA.

Cycnensusra TpsiOBa 1a IMa XOMOT€HEH MIIETHO OSIT I[BSIT.

CpI110 Taka € HOPMAJIHO J1a BUAUTE MAJIKU MEXypueTa Bb3IyX.

OTBOpeTe OMMAaKOBKAaTa Ha MIJIaTa U OTCTPAaHETE KalmavykaTa

H'LpBO, OTJICIETE IO MOJIOBUHATA MPEAIIA3HOTO IMOKPUTHUE HA OITAKOBKATa Ha HUIJjaTa. IlocTaBere Ha
YHCTa MOBBPXHOCT.

Hocne, KaTO AbPKUTE CIIPUHIIOBKATA U3IIPABCHA, 3aBBbPTETC U APBIIHETC 'YMEHATA Kallavuka, 3a 4 s
OTCTpaHUTE.

XBaHeTe ONMaKOBKATAa HA MTJIaTa

HperLHeTe HasaJ MpEeANa3sHOTO NOKPUTHE U IJIaCTMacOBaTa OIIaKOBKa Ha UIJIaTa. CJICII TOBA XBAHCTC
3ApaBO MPEANA3UTEIIA HA UIJIaTa IMTPE3 OINIAKOBKATA, KAKTO € ITOKAa3aHOo.
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IIpukpenere urjaara

JpbxTe cnpuHIIOBKaTa HacoueHa Harope. [Ipukpenere obezomacenara uriia KbM CIPHUHLIOBKATA C
JIeKO BBPTEJIMBO JIBH)KEHHE, 3a J1a n30erHeTe o0pasyBaHe Ha MyKHATHHHU WJIM MOBpea Ha HaKpailHUKa
Ha WriaTa. BuHaru npoBepsiBaiite 3a MpU3HAILM Ha MIOBPE/a WK U3THYAHE TPEJIN TPHIIOKCHNUE.

OTtcTpaHere npeanasuTe/s Ha HIJIaTa

OTCTpaHeTe MPEATIa3uTeId OT Urjiata, KaTo ro U3TCTJIMTE IIPpaBO HArope.
He orsBatite npeamnasnuTesis, TBH KaTO UrjiaTa MOXKe Ja ce pa3xna6H OT CIIpUHIIOBKATa.

OTtcTpaHeTe Bb31yXxa

JpBbXTe CIpUHIIOBKATA U3IPaBeHa U NMOTYIAlTe JIeKO, 32 Ja MOXKe BB3yIIHUTE MEXypUeTa Ja ce
U3AWUTHAT 10 BbpXa.
Haruchete BHMMaTesIHO OyTalOTO HArope, 3a ja OTCTPAHUTE Bh3AyXa.
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UHXeKTupaHe

HuxexTupaiite no3ara

OentonaHo #

po3oB

HaKpanHuk
Hnn
KbNT
HakKpanHWK
FnyTeanHo EE—
WbNT

HaKpanHWK

BaBHO nHKeKTHpAliTe UAJ0TO CHAbPKAHUE HA CIIPUHIOBKATA HHTPAMYCKYJIHO, ABI00KO B
n30paHust IeATONACH WIN CETATNIIEH MYCKYJL.
He npuiaraiiTe no HIUKaKbB Apyr HA4YMH.

Crnepn HXeKTun paHe

Oo0e3onacere urJjara

Crent 3aBBpIIIBaHE HA MHKEKIUATA U3MONI3BANTE WK Majela CH, WK IJIaJKa OBbPXHOCT, 3a J1a
o0e30ImacuTe uriiara Karo akTHBUpaTe MpeAna3Hus MexaHu3bpM. Mrirata e obe3onaceHa, KOraTo ce 4ye
HIpaKBaHE.
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HN3xBBpJIETE IPABUIHO

H3XB’BpJ’IeTe CIIPUHIOOBKATAa 1 HEU3IIOJI3BaHATa UIJ1a B IPCAHA3HAYCHUTE 3a 1ICJITa KOHTCfIHCpPI 3a

OCTpHU IIPEAMETH.

TBHKOCTEHHHTE 00€30aCEHH UTJIH Ca pa3pabOTeHHU CIIEIHATTHO 3a
nznon3eane ¢ TREVICTA. Heusnon3Banata uria tpsiOBa Jia ce
M3XBBPIH U J]a HE Ce 3ara3Ba 3a MOBTOpHA ynoTpeoda.
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