KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA

1. MIME HA JIEKAPCTBEHHSI IIPOJXYKT 13MBNHUTEHA ATEHLIUS 10 TEKAPCTBATA |
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Menopucnep 1 mg ¢punmupanu TabneTku _
Medorisper 1 mg film-coated tablets | Kem Pea. Ne

Menopucnep 2 mg hpunmupanu TabieTku !"paswww o
Medorisper 2 mg film-coated tablets i i '2 o 36 _ 5 9 7§ -IF
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2. KAYECTBEH U KOJMYECTBEH CBCTAB | Ouoioime 1

Enna Tabnetka ot Menopucnep 1 mg dpunmupann tabnetku cbabpxka 1 mg pucnepuaon (risperidone)
Enna Tabnerka ot Menopucnep 2 mg ¢punmupanm tabneTk cbhabpxka 2 mg pucnepHaoH (risperidone)

TTOMOLIHO BELUECTBO € W3BECTHO JeHCTBHE:

Beska punmupana tabnerka Menopucniep 1 mg cbabpxka cvorBetHo 117,8 mg nakto3a MOHOXHpAT.
Beska punmupana Tabnerka Menopucnep 2 mg cbabpika cboTBeTHO 116,8 mg 1akTo3a MOHOXHpAT.
Beska punmupana tabnerka Menopucnep 2 mg cbabpika cborBetHO 0,034 mg cbHeeT xbato (E110).

3a MbJIHHA CIUCEK HA MOMOLIHHTE BELLECTBA BHIKTE TOuKa 6.1,
3. JEKAPCTBEHA ®OPMA

O®uimupaHa Tabnerka.

Menopucnep 1 mg: bsana, npoawsaroeata ¢guimupana tabnerka, ¢ pasmep 11 x 5.5 mm u aenurenHa
uepTa, ABycTpaHHo. Tabaerkure Morar na 6baaT pa3neneHH Ha JiBe paBHH JI03H.

Menopucnep 2 mg: OpankeBa, NpoabIropata puaMHpaHa tabsierka, ¢ pasmep 11 x 5.5 mm u nenurenna
yepra, ABycTpaHHO. Tabnerkure Morar na 6baar paszeneHH Ha B PaBHH JI03H.

4. KIMHUWYHHU JAHHH
4.1 TepaneBTHYHH NOKA3ZAHHUSA

Menopucnep e nokasaH 3a JieueHHe Ha LH30dpeHus.

Menopucnep € nokasaH 3a JleYeHHE HAa YMEPEHH 10 TEXKKH MaHWHHHM €NH30AM MNpu OHnosspHo
pa3cTPOHCTBO.

Menopucnep e nokasaH 3a KpaTKOCPOYHO JieyeHHe (10 6 ceJMHMLM) Ha MEPCHCTHpalla arpecust Mpu
NaUMEHTH ¢ yMepeHa [0 TeKKa JEMEHLMs Ha AJxaimep, KOMTO €a HEYYBCTBHTEIHH KbM
He(apMaKOJIOTHYHHMTE TOAXO0/M M MPH KOUTO HMA PHCK OT CAMOHAPAHABAHE WIH HApaHABaHE HA OKOIHHTE.

Menopucnep e nokasaH 3a KpaTKOCPOYHO CHMIITOMATHYHO JieYeHHe (10 6 CeIMHIIM) Ha MepcHcTHpalla
NOBE/ICHYECKA arpecHs MNpH Jeua Ha Bb3pacT Had 5 rOAMHW M [IPH HOHOLWIM C JIMArHO3a CBIJIACHO
KputepuuTe Ha DSM-IV, npu kouTo TekecTra Ha arpeCHMBHOTO WIJIH APYro AECTPYKTHBHO MOBENECHHE
u3nckBa apmakonoruuHo neyenne.dapmMakoIOrHYHOTO JleueHue TpsaOBa Ja Obae HepasieaHa 4acT oT 1o-
IIMpOKa T1porpamMa 3a JIeY€HHE, BKJIOYBAllla TCHXO-coLManHa W oOpasoBaTeiHa HHTEPBEHLMS.
[IpenoppuuTENHO € PHUCNEPUIOH Ja ce MpPEeANHCBAa OT CINEUMATHCT [0 JETCKA HEBPOJIOTrHs, JeTCKO-
FOHOLLECKH NCHXHATBP WM OT JIeKapH, 100pe 3aMo3HaTH ¢ JIeYEHHETO Ha MOBEAEHYECKO pa3crpoucmo npU
Jiena | IOHOIIH.

4.2 lo3MpoBKa H HAYHH HA NPHJIOKEHHE

ﬂo:’.npoaxa




Lluzogpenus
Bw3pacmnu
Menopucnep moxe Ja ce naBa BEAHDBK WIH ABa MBTH AHEBHO.

IMTaunenTuTe TpAGBa Aa 3aMOYBAT ¢ 2 Mg PHCTIEPUOOH HA JEH.

Jo3ata Moxe na Gboe moBumeHa Ha Bropus AeH HA 4 mg. B mocneacTBHe ao3ara MOXe Aa OCTaHe
HENPOMEHEHa WM Ja c¢ HHAMBMIYAIH3HpA MO-HATATBHK, ako € Heobxomumo. [oBe4eTO MALMEHTH ce
JyBCTBAT A00pe npH AHEBHa A03a Mexay 4 U 6 mg. [IpH HAKOM NalMeHTH MOXE A3 € NOAXOAAILO
KOPHIHpaHe Ha A03aTa B NPOABDKEHHE HA MO-ABJIBI NMEPHOA, KAaKTO H MO-HHCKA HAYaJIHA U NOIIBbpKaIla
Ho3a.

Hosure nag 10 mg nHeBHO He ca nokazanu no-no6sp edeKT OT NO-HHCKHTE JO3H H MOXKeE Ja IPHUMHAT 10~
YecTa MosABA HAa eKCTpanupaMMiHa cHMITTOMaTHKa. bezonacHocTTa Ha A03H, mMo-roaeMH oT 16 mg qHeBHO,
He e MOJUIAraHa Ha OLICHKA, H CIIEJOBATETHO Te HE Ce MpPEeNophYBaT.

Iayuenmu 6 cmapvecxa ev3pacm
Tlpenopbusa ce HauanHa go3a ot 0,5 mg OBa NbTH Ha AeH. Tasu no3upoeka Moxe na Obae MHAMBUIYANHO
KOpPHrupaHa ¢ yrenudeHue ot 0,5 mg ABa mbTH Ha AeH 00 | HIH 2 mg ABa MBTH HA [ICH.

Heouampuuna nonynayus
He ce npenoppusa ynorpebaTa Ha pHCHIEpHAOH MPH AeUa M OHOWH nod 18-rogMmHa Bu3pact ¢
wn3ogpeHns NOpaaH HEZOCTATEHHO JAHHH 33 éHKACHOCT.

Manuiinu enuzodu npu bunoaapuu pascmpoticmsa:

Bwapacmuu

Menopucnep Tpabpa na ce naBa BeIHBX JHEBHO, KAaTO C€ 3all0uHe ¢ 2 mg pHcnepHaoH. Kopurupane Ha
J03aTa, aKO UMa [OKa3aHHUA 3a TOBa, TpAOBA Ja ce NpaBH Ha HHTEPBAlM, He MO-MAaJIKH OT 24 Yaca, H TO ¢
yBe/lH4aBaHe Ha A03ata oT 1 mg qHeBHO. PHCIIEpHAOH ce NMpHiara NpH rbBKAaBO A03HpaHe B HHTEPBa OT |
10 6 mg AHEBHO [0 ONTHMMH3HPAaHE Ha HHBOTO HA €(MKACHOCT M TOJMGPAHTHOCT MpPH BCEKH MALUEHT.
JlHeBHa no3a HaJ 6 mg pHCNIepMAOH He € H3CNeABaHa NPH MALHEHTH ¢ MAHUHHH eMH30IM.

KaxTto INpH BCAKO CHMIOTOMATHYHCG JICHCHHE, IIPOAB/DKHTCIIHOTO NCHCHHE C MCJIOpHCI]Gp TpSIGBa
HETIPEKBCHATO A4 CC OLCHABA H obocHoBaBa.

ITayuenmu ¢ cmapuecka ev3pacm

[Ipenopruga ce HayanHa nosa or 0,5 mg ABa mbTH AHeBHO. Ta3u no3a ce NpeLeHsBa HHAKBHAYATHO NpPH
yBennuenue ¢ 0,5 mg fBa MbTH AHEBHO A0 | WK 2 mg aBa MbTH JHEBHO. Thil KATO KJIHHHYHMAT ONHUT NIPH
Xopa B CTapyecKa Bb3pacT e orpaHHeH, ynorpebara Tpabea Aa e BHHMaTeNHA.

Heduampuuna nonyrayun
He ce npenopbusa ynotpebara Ha pHCepHIOH NPH A€La H koHowu noa 18-roauinsa Bbapact ¢ GunonspHa
MaHHS.

llepcucmupawa azpecun npu nayuenmy ¢ yMepena 00 mexcka demMenyus na Amoaimep

[lpenopbuBa ce HauanHa gosa or 0,25 mg aBa meTH aHeBHO. Ta3um Jo3MpoBKA MOXe Ja Obae
HHIMBHAYANHO KOPHIMpaHa ¢ nosHuleHHe ot 0,25 mg aBa MMbTH JHEBHO, HO HE MO-YECTO OT BCEKH BTOPH
JeH, ako e HeoOxoaumMo. OnrumanHara gosa € 0,5 mg ABa MBTH AHEBHO 33 NOBEYETO nauueHTH. Hakowu
naiMeHTH, obaye, Moxe Aa ce UyBCTBAT A0Ope OT H03a 10 1 mg XBa MHTH AHEBHO.

[Ipy nmauMeHTH ¢ MepcHCTHpalla arpecHd MpH AeMeHLMs Ha Auuxaiimep Menopuc
noseye oT 6 cenMHuH. [lo Bpeme Ha neueHueTo nalMeHTHTE TPAGBA Ja Ce MOJIArAT
OLIEHKA U OTHOBO Ja C€ IpeLieHABa HeOGX0IUMOCTTa OT NPOAB/DKaBAHE HA JICYEHUETO),



llosedennecxo pazcmpoiicmeo

Heouampuuna nonyrayus

Heya u ronowu om 5 0o 18-200uwna ev3pacm

3a naumeHTH ¢ Terno =50 kg ce npenopbyBa MbpBoHauaiHa no3a 0,5 mg BeqH®k ueBHO. Ta3M Jo3MpoBKa
Moxke Na Obae MHIMBHAYANTHO KOpHrHpaHa c noBuieHHe or 0,5 mg BeAHBK OHEBHO HE MO-YECTO OT
HHTEPBATH TIPE3 €IHH JIeH, aKO € HeoOXoAMMOo. 3a NoBeYeTo MALMEHTH ONTHMAJIHATa AO3HPOBKa e | mg
BeAHBXK AHeBHO. Hakou naumenTn, obaue, Moxe Aa ce yyecTat aobpe ot 0,5 mg BeAHBK AHEBHO, OKATO
ApYrd MoXke Na HMaT HyXZa oT 1,5 mg BeaH®X AHEBHO. 3a naieHTH ¢ Terno < 50 kg ce mpenoprusa
NBPBOHAYANHA J03HpoBKa OT 0,25 mg BeAH®Bx AHeBHO. Tasn po3upoBKa Moke na Obme MHOMBHIYATHO
KOpHrupaHa ¢ nopHiueHHe oT 0,25 mg BeAHBK AHEBHO HE MO-YECTO OT MHTEPBAH Mpe3 JeH, ako ¢
HeoOxomumo. OmruManHaTa fo03a e 0,5 mg BeAHBXK JAHEBHO 3a MOBEYETO NalMeHTH. HAKOMW naumeHTH
obave moxe aa ce yyecTeat A06pe oT 0,25 mg BeAHBX JAHEBHO, JOKATO APYrd MOXE A3 HMAT HYX1a OT
0,75 mg BeaHbBXK AHEBHO.

KakTo npH BCAKO CHMNTOMATHYHO JIEUEHHE, NPOABLKHTENHOTO JeueHMe ¢ Menopucnep tpabea ma ce
OLIEHABA NIEPHOIHYHO.

MegaopHcnep He ce npenopwYBA NpH AeLA NMOA S-FOAMIIHA BB3PAcT, Thil KATO HAMA OMHT NpH Aelia, Mo-
MAaJIKH{ OT 5 rOJHHH, ¢ TAKHBA Pa3CTPOHCTRA.

bvbpeuno u weproopobuo yspeicoane

MNawenture ¢ OBOpedHO YBpekAaHe HMaT MOHWKEHa CMoCOOHOCT Ja eNMMMHHPAT AKTHRHATA
AHTHINCHXOTHYHA (hpaKums, OTKONKOTO BB3PACTHHTE ¢ HopManHa Obbpeuna dynkums. IlauueHtuTe C©
yBpeJeHa QYHKUHA HA 4epHHs Apob MMaT MOBHILIEHA FUIa3MeHa KOHLIEHTpaLHa Ha cBofoaHaTa (pakims Ha
PHCTIEPHACH.

HesaBHcHMO 0T HHAMKALMHTE, HAYaJTHATA W CNEJBALATE NO3MPORKH TpAGBA Ia ca HAMANIEHH HAMONOBHHA
H KOpHTHpaHeTo Ha Aozata TpsOBa jga ObIe no-0aeHO npu nauueHTH ¢ GBOpedHO WIH YepHOApPOGHO
YBpeKaaHeE, :

Menopucniep Tpadpa aa ce npwiara BHHMATENHO NMPH Te3H IPYITH NALMEeHTH.

Hauux Ha npunoxkeHne
Menopucnep ¢ 3a nepopanHo neveHHe. XpaHaTta He NoRIMARA aGcopOumara Ha Menopucnep.

Ilpy npexpatsaBaHe Ha JICYEHHETO C€ NpPENOpbUBA NMOCTENEHHO HaMalABaHe Ha Oo3ara. MHOrO pagKo ce
OMHCBAT OCTPH CHMITOMHM NPH PA3KO MpeKbCBAHE HA JICUEHHETO ¢ BHCOKH [03H AHTHICHXOTHYHH
JleKkapcTBa, BKMIOUHTENHO rajleHe, MOBpBLLUIAHE, W3NoTABaHe M GescbHue (Bx. Touka 4.8). Moxe na ce
HabmonaBa M BBH30OHOBABAHE HA NCHXOTHYHHTE CUMITTOMH H Ce CchoflllaBa 3a NoABa HA HEBOJIEBU
JABHIaTEHH Pa3CTPoiicTBa (KaTO HANPHMED aKaTU3HA, JHCTOHUA H JAMCKHHE3HA).

IIpemunasarie om Opyeu anmuncuxomuyu

Koraro e MeauiHckH onpaBaano, ce Mpenopbisa MOCTENEHHO CIHPaHe Ha NPeJHUILIHOTO JIEUYEHHE, JOKATO
3ano4yea JieueHHeTo ¢ Meaopucnep. Colllo Taka, ako € MEAHIMHCKM ONpPAaBAAHO, NPH NPEMMHABAHE Ha
NaLHEHTa OT AENO AHTHIICHXOTHYHH NPEnaparH ¢ NpenopbyBa Tepanuata ¢ Mexopucnep na 3anoyHe B
DeHs Ha CNeABallaTa MEDKEKIMA oT cxemara. HeobxoauMocTTa OT NpOAB/KABAHE HA MPOBEKAAHOTO
AHTHIIAPKHHCOHOBO Jle4eHHe TpAGBa NEPHOAMYHO Ja ce Npepas3rnexna.

4.3 IlporuBOonoKa3aHHs

CBpBXYYBCTBHTEIHOCT KbM AKTHBHOTO BEINECTBO HITH KBM HAKOE OT MOMOLLHHTE BE
ToUKa 6.1.




4.4 CpennaHE ODpeTynpexkReHAs H HPeANAZHA MEPKH NpH ynorpeba

ITaneHTH B cTapyecka BB3PACT ¢ AEMEHLHS

Ioswuena cmvpmuocm npu nayuenmu 8 CMapieckd v3pacm ¢ 0emenyis

Ilpu Meraananu3 Ha 17 KOHTPONHpaHH NPOyYBaHWd, NPOBEJEHH ¢ ATHIHMYHH AHTUNCHXOTHLM,
BKIIFOYMTE/IHO PHUCEPHICH, MPH MALUHCHTH B CTApYecKa BB3PACT ¢ NAEeMEHLMA, JIEKYBaHH ¢ aTHIHYHH
AHTHNCHXOTHUH Ce HabmoJapa NoO-BUCOKA CMBPTHOCT B CpaBHeHHe ¢ mnaueGo. Ilpw miauebo-
KOHTPOITHPAaHH MPOYYBAHHSA B MOMYJALMATA NALMEHTH, JIEKYBAHH C PHCIIEPHIAOH, CMbPTHOCTTA € 4% npH
JIEKYBaHH C PHCIEPHIOH MALMEHTH, cpaBHEHO ¢ 3,1% npH naieHTH Ha mwianeGo. CLOTHOIIEHHETO Ha
BEPOATHOCTH (95% ToueH jJoBepuTeneH uurepsan) € 1,21 (0,7; 2,1). CpeaHaTta BE3pacT Ha NALHEHTHTE C
neranen m3xon e 86 rogunn (Mexmy 67-100). JlaHuuTe oT OBe rosieMH OGCEPBALIHOHHM MPOYUYBAHMSA
MOKa3BaT, 4Y¢ TNAalUHEHTHTE B CTApYECKa BB3PACT C [EMEHLMSA, KOHTO Ca JIEKYBa8HH C KOHBEHLHOHAIHH
AHTHIICHXOTHUA CBIIO Ca HIIOKEHH HA JIEKC MOBHIIEH PHCK OT CMBPT B CPABHEHHE ¢ TE3H, KOHTO HE ca
nexysaHH. HAMa 1OCTaThYHO HATHYHH JAaHHH, 33 Aa CE HANPaBH KATErOPHYHA OLEHKA HA TOYHOTO
3HQYEHHE HAa TO3M PHCK H MPHYHHATA 33 NOBHIIABAHETO MY € HeM3BecTHa. CTeneHTa, B KOSTO HAXOIKHTE
MO OTHOLUCHHE Ha MOBMIIEHATA CMBLPTHOCT NpH OOCEePBALMOHHHTE NMPOYYBaHMA MOXE Aa Ce OTAaje Ha
AHTHNCHXOTHYHHTE JIEKAPCTBA, 4 HE Ha HAKOH XapaKTepHCTHKH HA [ALMEHTHTE He € H3BECTHA.

Eonospemenrio npunosicenue Ha @pypozemud

Ilp# maue6o-kOHTPONKHpaHH KIHHHYHH APOYYBAHHS C PHCIIEPHIOH, IPH NZLMEHTH B CTAPYECKA BB3PacT ¢
AeMEHLIUA, JIEKYBaHH €JHOBPEMEHHO ¢ (DypO3EMHI H PHCTIEPUIIOH, ce HabNoaaBa Mo-BUCOKA CMBPTHOCT
(7,3%; cpenna se3pact 89 roaunu, Mexy 75-97) B cpaBHEHHE ¢ MALMEHTH, JIEKYBAHH CAMO C PHCIIEPUIOH
(3,1%; cpenna Bw3pact 84 romunm, mexcny 70-96) wim camo ¢ ¢yposemus (4,1%; cpeana Bnipact 80
roauHu, Mexcty 67-90). VeennueHaTa CMBPTHOCT NIPH MALHEHTH, JIEKYBaHH ¢ YPO3EMH] M PHCTIEPH/IOH, €
HabaonaeaHa npu e OT o6LIO YeTHPH KIHMHHYHH NpOy4YBaHus. EAHOBpEMEHHOTO NpWIOKEHHE Ha
PHCNEPHIOH C APYTH OHYPETHIH (IMaBHO NMPWIOKEHHETO HA THASHIHH MUYPETHLUM B HHUCKH 103M) He ce
CBBP3Ba CbC CHILOTO 3aKTIOUEHHE.

He e namepeH naTodM3HONOrHYEH MEXaHM3EM M HAMAa MOCIEAOBATENEH MOJAEN, KOMTO ma obscHHM
MpU4HHaTa 3a HabogaBanaTta cMbPTHOCT. Bonpeku Tosa Tpa6ea na ce BHUMaBa M Ja Ce B3EMAT NpeABHI
TOJI3UTE ¥ PUCKOBETE OT Ta3W KOMOHHALMA MM CBITBTCTBALIO JICUEHHE C IPYTH MOLIHA ANYPETHLIH, NPeaH
la ce B3eMe pELIeHHe 3a HeliHOTO npwiarade. Hama yBenu4eHa cCMBPTHOCT NpPH MAlHEHTHTE, KOWTO
NpPHEMAT OPYTH JHYPETHLIM KATO CHIIBTCTBALLO JICUCHHE 3aeJHO C pHcrnepuaoH. HaMa nmosmumaBaHe Ha
CMBPTHOCTTA INPH MALKEHTH, KOWUTO NpPHEMAT APYTH AHYPETHLH KAaro CBOBTCTBALIO JICYEHHE Ha
pucnepuaod. He3aBUCHMO OT NEYEHHETO, NEXHIPATALMATA € PHUCKOB (DAKTOP 2a CMBPTHOCT M TpsOBa
BHHMAaTeJIHO Ja ce H36Area NpH NaLHEeHTH B CTapuecKa BBh3PACT ¢ JEMEHIIMA.

Hexenanu Mo3buHO-cb0BH peakitin (HMCP)

Ilpy paHmoMH3MpaHH IUIaLEGO KOHTPONHPAaHH KIWHMYHH TPOYYBAHHS NPH NAUMEHTH C AEMEHLIHS,
JIeKyBaHM ¢ aHTHIICHXOTHULM, € HalmoAaBaH NpHOIH3HTENHO 3-KpaTHO MOBHILEH PHCK OT MO3BYHO-CHAOBH
HexcenaHu peaklH. CpOpaHHTe naHHM OT 6 Mnauebo KOHTPONHPAHH NPOYYBAHHS C PHCTIEPHAOH IJIABHO
MpH DALMEHTH B CTap4yecka BB3pacT (>65 rolMHH) ¢ aemeHuMsa nokasar, ye HMCP (cepuosuu u He-
CEPHO3HH, KOMOHHHpaHK) ce nomyyasat npH 3,3% (33/1009) or naumeHTHTE, JIEKYBaHH ¢ PHCIIEPHACH, H
npu 1,2% (8/712) npu nanmenTHTE, MpHeMaily rnaue6o. OTHOLIEHHETO HA BepOATHOCTTA (95% ToueH
AOBEpHTENIEH uHTepBan) € 2,96 (1,34; 7,50).MexaHH3MBT 3a TO3M NOBMILEH PUCK HE € H3BECTEH.
IToBHIIEHHAT PHCK HE € H3KIIOYEH 3a APYTH aHTHICHXOTHLM HIH IPYTH IPYnH nauyHeHTH. Megopucnep
TpAGBa Ja ce mpuiara ¢ BHHMaHHe NpH NaLHEHTH ¢ PUCKOBH (haKTOPH 33 MHCYIIT.

Puckbrr or HMCP e 3Ha4HMMO NO-BHCOK NMpPH NAUMEHTH ChC CMECEH WIH CBHIOB THI A€
CPaBHCHHE C NeMeHUMA Ha AnixaiiMep. 3aTOBa MAalMEHTH C APYT THI JeMEHLMs, Pasiii
Ha AnuxaiiMep, He TpaOBa Aa ce IEKYBAT ¢ PHCIIEPUIOH.




Jlekapure TpaGea Aa TMpeLEHAT pHCKA M MON3aTa OT NPIIOKEHHeTO Ha MemopHcnep NMpH NalMeHTH B
CTap4eCKa Bb3pacT ¢ JEMEHLHA, KaTO B3EMaT NMpE€ABUI IPOrHOCTHYMHHTE KPHTEPHH 3a MHCYNT IIpH BCCKH
eauH naiueHT. IlalMeHTHTe WIH XOpaTa, KOMTO ce [pIKAaT 3a TAX, Tpabea ma GwniaaT npemynpeaeHu
He3a0aBHO M3 cbOOWIABAT 33 MpH3HaLM U cuMnToMu Ha HMCP kato BHesanHa cnabocT WITH CKOBaHOCT Ha
JIMLETO, PBUETE WIH KpAKaTa, M 3a npobieMH ¢ rOBOpa WIH CbC 3pPEHHETO. BCHYKH BL3MOMKHOCTH 3a
nevyeHwe TpsAGBa Ja ce OOMHCIAT He3abaBHO, BKIOUHTENHO MNpeyCTaHOBABAHE Ha JIEYEHHETO
PHCIIEPHIOH.

Me,uopucnep 'I‘p}IGBa Ja ce€ HINOJ3Ba 3a KPATKOCPOYHO JICHCHHE Ha NEPCHCTHPAINA arpeCHi INpH NalHECHTH
¢ yMepeHa N0 TeXKa AEMEHLHA Ha Anuxaﬁmep caM0O KaTo JONOBJIHEHHE KBbM HeqlapM&KOJIOFH‘-IHHTe
noaAxXo4AHx, KOrato T¢ HMatT OrpaHH4cHa e(beKTHBHOCT HIIH HE Ca etbmcacuu H KOrato HMa NoTEHLHAJICH PHCK
NalHeHTHTE Aa 6BAAT OMACHH 32 CAMHTE TAX WIH OKOJIHHTE.

IMaiyenTuTe Tpabea penoBHO Aa OBAAT MOANATaHM Ha MpPEOLICHKA, KAKTO M HEOOXOQHMMOCTTa OT
NpOALIKABAHE HA NEUCHHETO,

OpTOCTaTHYHA XMIIOTOHUA

[Mopaan anda-6noxkupaloTo AeficCTBHE HA PHCNEPHIOH € BB3MOKHA MOSBATA Ha (OPTOCTaTHYHA)
XHIOTOHHA, 0COOEHO NO BpPeME HAa HAYAIHHA MEPHOJA Ha ajanTHpaHe Ha posata. KnMHM4YHO 3HayuMa
XUTIOTOHHA ce HabmojaBa B MOCTMAPKETHHTOBHA TIEPHOA, MpPH €JHOBPEMEHHO MpPHIOXKEHHe Ha
PHCOEPHIOH W AHTHXMNEPTEH3HBHO neueHWe. Menopucnep Tpabra na ce mpwiara BHHMATENRHO TPH
NAalLHEHTH, 33 KOHTO C€ 3Hae, Ye HMAaT CbPACYHO-CbAOBO 3abonaBaHe (Hanp. ChpAEHHa HEAOCTATBYHOCT,
HHGApKT Ha MHOKapJa, HapyWIEHHd Ha MPOBONMMOCTTA, JeXMApATalldd, XWMOBOJAEMHS, HIH
MO3b4HOCBAOBA GonecT), H Jo3aTa TpaGBa Aa Gne MOCTENEHHO aJaNMTHpaHa COpeR MPENOphEKHTE (BXK.
Touka 4.2).

AKO ce MOSBH XHMOTOHHA, TPAOBa fa ce 0OMHCIIH HAMANEHHE Ha A034TA.

JIeBKOTIEHHs, HeYTPONIeHHA H arpaHyJoLHTO3a

[Ipu nevenue ¢ aHTHNCHXOTHLM, BKIIOYHTENTHO PHCIEPHAOH, ¢a ChOOLIABAHHM CIy4aH Ha JIEBKOTICHHA,
HeyTPOMEeHUA H arpaHyIoUHTO3a. ATPaHyIoLUMTO3a ¢ crodmasaHa MHoro paako {<1/ 10 000 nauuenTa) B
NOCTMapKETHHIOBOTO HabnoneHue,

ITaunwenTure ¢ aHaMHe3a 3a KIMHMYHO 3HAa4WM HUCBLK Opoli Ha NEBKOLMTHTE WIM HHAYLMpaHa OT
JlekapcTBa feekoneHUA/ HeyTponeHus Tpsabea na ObAAT MPOCNSAABAHM NPe3 ITEPBHTE HAKOJIKO MEcela OT
JleyeHHeTo, a4 NPeyCTaHOBABAHE Ha JNedeHueTo ¢ Menopucnep Tpabea ma Onae oOMHCNEHO MpH [THPBHTE
CHMNTOMH Ha KIHHHYHO 3HAYMMO TNOHWKCHHE Ha JIERKOLMTHTE B OTCHCTBHE Ha APYrH MPHYHHHO-
clieICTBeHH daKTopu.

[MaumeHTHTE C KIHHHYHO 3HA4YMMa HEYTponeHus TpsOea Ja GbaaT npocieaqABaHH BHHMATENHO 33 BHCOKA
TEMNEpPATypa WIH APYFrH CHMTOMH WIHM NpH3HaUH Ha HHQeKkuus H Aa 6baaT nekyBaHH He3zaDaBHO, ako
TAKHBA CUMITTOMH HJIH NIPH3HALM CE MOABAT.

TaunenTuTe ¢ Texka HeyrponeHusa {(aGconmoTeH Opoli Ha HeyTpodunure < 1 X 10¥ L) Tpabsa na
NpeycTaHOBAT npHeMa Ha MepopHcrnep, a 6poaT Ha jneskouMTHTe TpabBa na Obae mpocnendBaH Ho
TTBJIHOTO HM BB3CTAHOBABAHE.

KncHa auckubesus/ Excrpanvpamuaan cumoromu (KJI/EIC)
JlexapcTBara cbe CBOMCTRA HA AHTATOHHCTH HAa AONAMHHOBHTE PELIENTOPH, Ca CBBP3aHH ¢ HHAYLIHPAHETO
Ha KbCHA JUCKHHE3HA, KOSTO CE XapaKTepH3Hpa ¢ PUTMHYHH HEBONEBH JBIKCHHA, MPEAMMHO Ha €3HKa
W/ymu nuuero. ITogBaTa Ha eKCTpanHpaMHAHA CHMNTOMATHKA € PHCKOB (hakTop 3a KbCHA AUCKMHE3HA. AKO
C€ NOABAT MPU3HALK M CHMIITOMHM Ha KbCHA AMCKHHe3usd, TpaOBa Ja ce OOMHCIH CIHPAaHETO Ha BCHYKH
AHTHICHXOTHILIH.
Heobxoaumo € BHHMaHMe npH nauHeHTu KOHTO TNIpHEMAaT CbBMECTHO ICHXOC

ajanTHpaHe Ha €AHOTO HWIH H ABeTe JekapcTBa. [Ipenopwpuea ce mocreneHHO
JEYECHHETO ChC CTHMYJIAHTA (BIKTE ToUKa 4.5).




HeeponenrnueHn manuries cuiapom (HMC)

[Ipn npunoxeHHe Ha AHTHIICHXOTHLM, BKIIIOUMTENHO Megopucnep, ce cro0luaBa 3a BBH3HMKBaHE Ha
HEBPOJICTITHYEH MAIHTHEH CHHAPOM, KOHTO ce XapaKTepH3Hpa ¢ XMIEPTepMHS, MYCKY/Ha PHFHIHOCT,
HeCTaCHIHOCT Ha BEreTaTHBHATA HEPBHA CHCTEMa, MPOMEHEHO CH3HAHME W MOBHIIEHH HHBA Ha CepyMHATa
kpeaTHHbocdoknHa3a. JJOIBIHUTETHH CHMITTOMH MoraT ja Objat muornoGuHypus (palaoMHONH3a)
ocTpa OBOpevHa HeZOCTATBUHOCT. B TO3H Ciyvall, BCHYKH aHTHICHXOTHIH, BKIIOYHTETHO PHCIIEPHUIOH,
TpaGBa fa 6baaT cHpeHH.

ITapkuHcoHoBa GonecT U JeMeHLMd ¢ Tenua Ha Lewy
Jlekapure TpabBa fna NpELCHAT PMCKOBETE CIPAMO MON3aTa, KOTATO NPEANHCBAT AHTHICHXOTHLIM,

BrIIIO4YHTENHO Menopucniep, Ha nmaumenTH ¢ IlapkuHcoHopa Oonect wiM fNeMeHLus ¢ Tenua Ha Lewy
(DLB). Bnamoxno e miowasaHe Ha IlapkutcoHoBata Gonect ot pucnephiaol. Ilpu apere rpynu
CHUIECTBYBAa MOBHINEH PHUCK OT pPa3BUTHE HA HEBPONENTHYEH MAIHMIHEH CHHAPOM, KaKTO H TIOBHINEHA
YYBCTEHTEIHOCT KbM AHTHNCHXOTHYHHTE NI€KAPCTBA; TE3H TALUMEHTH CE€ H3KIIOYBAT OT KIHHHYHM
npoyusanui. [IposBaTa Ha Ta3u MOBMIIEHA YYBCTBHTEHOCT KaTO AOITbIIHEHHE KbM €KCTpaliMpaMHAHATa
CHMIITOMATHKA MOXeE Ja BKTIOYBA OOBpPKBaHE, NIPHTHIIEHA YYBCTBHUTENHOCT, NOCTYpasiiHa HecTabWiIHOCT ©
YeCTH MafaHua.

XUNepriuKeMHa M 3axapeH AHabet

3a xumneprivkeMus, saxapeH auaber M obOCTpAHe HA ChILECTBYBAL] oTnpean aAuMaler ca ¢hOGIIABAHH MO
BpEME Ha JICUEHHETO C PHCMEPHAOH. B HAKOM cilydyad € choOILABaHO 33 MpeAlIeCTBal0 MOKAYBAHE Ha
TErJIoTO, KOSTO MOXeE Aa € npeapasnonarau ¢akrop. MHoro paako e crobmaraHa Bpb3Ka ¢ KeTOAIMA03a,
a pagko ¢ auaberHa Koma. [Ipenoppupa ce MOAXOAALIO KNHHHYHO HAOIIONEHHE B CHOTBETCTBHE C
M3NO/M3BAHMTE PBKOBOACTBA 3a JIEYEHWE C AHTHNCHXOTHUHM. [lallMeHTHTe JeKyBaHW ¢ AaTMNHYHM
AHTHIICHXOTHLH, BKIOYHTENHO Menopucnep, Tpabea aa OBAaT npocneasBaHH 3a CHMOTOMH Ha
XHNEPrITHKEMHA (KaTO MONHAHIICHA, TOTIHYpHA, Ioidarus W cnabocT), a TaHEeHTHTE ChC 3aXapel aHaber
TpaA6Ba Na 6BAaT peAOBHO NPOC/IEAABAHM 3a BIIOIIABAHE HA KOHTPOJIA HA TTIIOKO03a.

Hannasane Ha Terno
CrofuasaHo e 3a 3HAYMTENHO HaJaBaHe Ha Terno npu ynorpebarta Ha pucnepuaoH. Ternoro TpsGea aa
6Bae perynspHo npocneasBaHo.

XHneppoaakTHHEMH

XuneprnponakTHHEMMATA € YECTa HeXKellaHa peaklHs NPH JieueHHe ¢ pucnepunod. [penopbusa ce oueHKa
Ha NJa3MEHHTE HHBA HAa NpPOJAKTHH MPH MALMEHTH ¢ NMPH3HAUM HAa HEXENaHa peakluA, CBbp3aHa C
NPONAKTHH (Hanp. rHHEKOMACTHsA, MEHCTPYAJIHH HApYLIEHHA, aHOBYJallMi, HapyLIeHUs Ha (epTHIHTETE,
NOHKKEHO THOHWAO, epeKTHNHA AUCHYHKLHA H ranakToped).

[lpoyuBanus ¢ TEKaHHH KyITYpH NOKa3BaT, Ye PAcTebT HA KIETKH NPH TYMOP Ha bPA&TA NPK 4YOBeKa
MOKe OH ce CTHMynHpa OT npoimakTHH. Makap 4e He € scHa BpB3KaTa ¢ MPWIOKEHHETO Ha
AHTHUIICHXOTHIH, AOKOJKOTO € JOKa3aHO B KIHHHYHH M €NHAEMHONIONHYHH MPOy4YBaHHA, MPENophYBa ce
MOBHIIEHO BHMMAHHE MpH MalMEHTH CBbC 3HAYMMAa aHaMHe3a. Megopucmep Tpabea jna ce npuiara
BHHMATE/IHO TIPH MALMEHTH C MPelNIeCTBAlla XHIEPNPONAKTHHEMHA H NPH MALMEHTH ¢ BEPOATHOCT 3a
NpPONaKTHH-3aBUCHMH TYMOPH.

Y ankasane Ha QT - HHTepBana
B nmocTMapkeTMHroBHA nepHoa MHOTO pAKo ce chobiuaBa 3a yaemkasaHe Ha QT-unreppana. Kakro u ¢
JApYTHTE aHTHIICHXOTHUM, TpAOBa Ja ce BHMMAaBa, KOraTO PHCNEPHAOH C€ NMpeANHCBa Ha MALHEHTH, 3a
KOHTO C€ 3Hae, Y€ CTpanaT OT ChpACYHO-CHAOBH 3a0onsfBaHMA, KOHTO MMAT (paMuiHa oGpemeHeHocT za
yarmxen QT-uHTepBan, 6paaukapaus WM enekTpoauTeH AHcOanaHc (XHNOKATHEMHS, XHIIO
TBH KaTO TOBA MOXKE [1a NOBHIUH PHCKA OT PHTHMHH HapylleHUs, KAKTO H IIPH eJHOBpE
Ha JIEKAPCTBA, 32 KOUTO Ce 3Hae, ue yappkasaT QT-uHTepBana.




Ipunagsim
Menopucnep TpsAGBa na ce M3MON3BAa BHAMATEIHO NMPH NANMEHTH, KOHTO MMaT aHAMHeE3a 3a NpUNagbUH

WIH JPYTH CBCTOAHHA, KOHTO NOTCHLUHANHO MOT'aT Ja HaMaJAT Ipara 3a NpHnaabLM.

IIpnanuzem
ITo BpeMe Ha Jewennero ¢ Megopucnep Moke Ja ce MOMYyHMH NpPHANH3IBM [OpPaaM HEroBHA anda-

afipeHeprudeH GNOKHpall edeKxT.

Peryiupasxe Ha TenecHaTa TeMnepaTypa

CwmsATa ce, Y¢ AHTHIICHXOTHUMTE pascTpoiBaT CrnoCOOHOCTTA HAa OPraHM3Ma Ja perynHpa TelecHaTa
TeMmnepartypa. Jlobpe e na ce BieMaT ChOTBETHH MepkH, Korato Menopucnep ce npeanHcBa Ha MALIHEHTH,
KOHTO C€ M3J1araT Ha ChCTOAHHA, KOHTO MOXKE 1a AONPHHECAT 3a MOBHILABAHE HA TENCCHATA TCMIICpaTypa,
HanpUMep YCWIEHO (H3MYECKO HATOBapBaHe, HITaraHe Ha ToJAMa TOPEIUHHA, TMOMy4YaBaHe Ha
CBIBTCTBALIO JICYCHHE C AHTHXOMHHEPrHIHA AKTHBHOCT, HITH ACXHpaTHPaHe,

AHTHEeMeTHYEH edexT

IIp1 npeaKIHHHYHHTE NPOYYBAHHA Ha PHCTIEPHAOH € HAOMIOAABaH aHTHEMETHYEH ceKT. AKO TO3M edekT
ce MOfABH MpPH XOpa, TOH MOXKE Ja MAckMpa NPU3HALITE M CHMITOMMTE Ha NMpefo3UpaHe ¢ OMpeAeNeHH
JIEKapCTBa MIIH ChCTOSAHHA KaTo YpeBHA oOCcTpykuus, CHHApOM Ha Peit 1 Mo3bueH Tymop.

BrbpeuHo H YepHOOPOOHO YBpexaaHe
IMaumenTHTe ¢ 6BOpevHO yBpexmJaHe HMMAT TO-HHCKA CMOCOOHOCT 3a €MMMHHMpaHeé Ha aKTHBHATA

aHTHICHXOTHYHA (paKLUd B CpABHEHHKE C BB3PACTHH ¢ HOpManiHa 6v6peuna ¢yrkuus. Tpu maumeHTHTE ©
yBpejeHa uepHonpoOHa ¢yHKUMA ce HaOmonapa MHOBHIIEHa IU1a3MeHAa KOHLEHTpauus Ha csobomHa
(dpakLMa HA pHCTIEPHAOH (BIKTE TouKa 4.2).

BenoseH TpomGeMO0IHIBEM
Ilpu ynorpeba Ha aHTMNCHMXOTHYHH JICKapCTBa ca ChOOLIABAHH CIyuaH Ha BeHO3eH TPOoMGeMOOIHILM

(BTE). Tnii xaTo MpH NauMEHTHTE, JIEKYBaHH ¢ AHTHICHXOTHMLIM, YECTO Ca HATHLE NPUAOOHTH PHUCKOBU
tpaxTopu 3a BTE, BcHuKH BB3MOXHH pHCKOBH (akTop 3a BTE Tpabea ma Obaar ycTaHOBeHH MpeJH M Mo
BpeMe Ha Jle4eHHeTo ¢ Menopucnep H Tpa6Ba aa ce B3eMaT NPEeBAHTHBHA MEPKH.

Hurpaonepatusen Ononu Upuc Cunnpom
Hnrpaoneparesen dnonu Hpue Cunapom (MPHC) e nabmonasan npH onepauys Ha kaTapakra npd

MAUMEHTH, JIeKYBaHH ¢ JieKkapcTBa ¢ edekT Ha andal-agpeHeprHued AHTATOHHCT, BKIIOYHTENTHO
pHcnepHaoH (BuxkTe Touka 4.8).

HOHUC moxe Na NOBHIUH PHCKA OT YCNO)KHEHHA, CBbP3AHH C OYHTE O BPEME HA W CIIEA ONEpaLs.
HacrosiuaTa Hau nipeaxoaHa ynorpeba Ha nekapctea ¢ edext Ha andal -aapeHeprHyeH aHTarOHHCT Tpabna
Ia € W3BeCTHA Ha OYHHA XHPYpPr Npeau onepauuarta. [loTeHuManHata monsa OT NPeyCTAHOBABAHETO
npHema Ha andal-6nokupalnara Tepanus NpeaH ONEpalHd Ha KaTapakTa He € yCTaHOBeHa W TpabBa Ja
OBae cenocTaBeHa ¢ pHCKa OT IPEYCTAHOBABAHE HA AHTHUIICMXOTHYHOTO JIEYEHHE.

IeawaTpyyHa NoOyaaLKs

IIpenu u3nMKCBaHE HAa PUCTIEPHIION HA JieLla HITH IOHOIIH ¢ MOBEAEHYECKH Pa3cTpoiicTBa TPAOBa LANOCTHO
OLEHABAHE 32 (PH3MKAIHH H COLIMATIHY NPUYHHH HA arpeCHBHOTO NMOBEACHHE KATO HAIPUMeE] NMPHUKHABAHE
Ha Gonka KM HECBOTBETCTBALIH HA CPENIATA HCKAHKS.

[Ipy Tazu rpyma TpsabBa BHHMATeNHO Ja Ce CNEAH CENATHBHMAT e(eKT Ha pHCTIEPUAOH MNOpaaH
BB3MOXKHKMTE MOCNEIHLH BBPXY cnocoﬁnoc*rra 3a yueHe. IIpomsaHaTa Ha BpemeTro Ha Tpuiarase Ha

KHOIIHTE.




PucnepunioH ce cBbp3Ba CbC CpPEZHO YBENMYEHHE HA TENECHOTO TEIVIO M MHIAEKCA HA TeNecHaTa Maca
(UTM). IpenopruBa ce H3MEpBaHE Ha TENECHOTO TErNO MpeaM 3aI0YBAHE HA JIEYEHHETO H PETYJIAPHO
npocnenapate. JledeHHeTo ¢ PUCTIEPHAOH ¢ TIPONBDKHTENHOCT 40 | roJMHA He INOKa3pa HeKellaHH
JIEKapCTBEHH peaKkilHH BbPXY DacTeKa M I0J0BOTO chipsBaHe. [IpoMEHHMTE B pBCTa NMPH ABINOCPOYHH
CKCTCHIHBHH OTBOPCHH IPOYYEBAHHA Ca B paMKHTE Ha HOpMaTa, O4aKBaHa 34 Bb3pacTra. Ed)elcmre BBEPXY
MOJIOBOTO Ch3PABAHE H PBCTA NPH ABITOCPOYHO JICHEHHE ¢ PHCTIEPUAOH HE ca aJIeKBATHO MPOYYEHH.

lopagu noTeHUHaAHHTE ePeKTH OT NPOALILKHTENHATA XHIIEPIIPONAKTHHEMHA BEPXY PACTEXKA M M10JIOBOTO
Ch3psABaHE NPH JeLia M IOHOIIM TpAGBa Ja ce NMpaBH PeAOBHA KIIMHHYHA OLIEHKA HA €HAOKPHHHHUS CTATYC,
BKJIIOYHTENIHO M3MEPBAHE HAa PBCT, TETVIO H MONOBO Ch3pABaHE, KOHTPON HA MEHCTPYalUMATa W JAPYTH
MOTEHLHANIHO CBBP3aHH C NIPOTAKTHHA e(eKTH.

Pesynrature oT €IHO MAJIKO NTOCTMAPKETHHIOBO 0OCEPBALMOHHO NMPOYYBAHE MOKA3BAT, Y€ NALHEHTHTE ¢
€KCMO3HLHA Ha PHCNEPHAOH Ha Bb3pacT Mexay 8 u 16 rogHun ca 6wnu cpeato ¢ 3,0 go 4,8 ¢M Mo-BHCOKH
OT TE3H, KOWTO ca MOJYYHIH APYrH aTHNHYHK AHTHICHMXOTHYHH AekapcTBa. ToBa poyuBaHe He e
AOCTaTB4HO, 34 A3 €€ ONpEICIH JAJIH €KCIO3HLMATA Ha PHCMEPHAOH HMA HAKAKBO BB3ACHCTBHE BHPXY
OKOHYaTeIHHA PbCT MpPH BB3PaCTHH HMAH JanH pe3yNTaThT Ceé Ib/IDKH Ha NPAKOTO BB3ACHCTBHE HA
PUCTIEPHICH BBPXY KOCTHHA PacTeX WIH Ha edeKTa Ha caMOTO OCHOBHO 3a0oNdBaHe BbPXY pacTexa Ha
KOCTHTE, WIH B pe3yiTaT Ha MNo-J0o0bp KOHTpPoONn Ha momexamoro 3abondBaHe, KOETO € HOBENO 0
yBe/THYaBaHe Ha pbeTa.

ITo BpeMe Ha NeyeHHe ¢ PHCNIEPHIOH PEIOBHO TPAORa Aa ce ClleAM 3a eKCTPArTMpaMMIHA CUMITOMATHKA H
IPYTH NBHTaTEJHH HapyLLUCHHA.
3a cneuMHYHH NIPeNOPEKH NPH AO3HPOBKA MPH Aella H KOHOLUIH BHXXTe To4ka 4.2.

IlomotlHy BetiecTra
dunmHpanuTe TabneTKH CBABPKAT JaKTo3a. [lalMeHTH ¢ peaKH HacieACTBEHM AedekTH KaTo

HEMOHOCHMOCT KbM ranaxkTosa, AeuumT Ha Lapp-nakTasa WM Ha ITOK030-ranakrosHa Manacopbums He
TpAOBa Na NpHeMAT TOBA JIEKAPCTRO.:

Menopucnep 2 mg ¢unmupanu TabneTKH chAbPIKAT olpeTHTens chHcer XxbaTo (E110), Koitro Moxe na
NPHYHHH aJIEPTHYHH peakiiH.

Tosa nexapcTBo chaEpXka No-Manko oT 1 mmol Hatpwii (23 mg) Ha no3a, T.e. ce CuuTa, Ye NPaKTHUECKH He
CbIOBpKA HATPUH.

4.5 BaanmopeiicTBHe ¢ APYTH JleKAPCTBeHH MPOAYKTH H Apyrd IOpMHE HA B3aHMOLelicTBHE

DapMakoIHHAMHYHO-CBbP3AHH B3aHMOAEHCTBHA

Jlexapcmea, 3a xoumo e uzeecmro, ye yovaxcasam QT unmepsanal

KakTo ¢ apyrM aHTHNCHXOTHLM, BHHUMATeNHO ce OGMHCIA H3NMCBAHE HA PHCIEPHAOK ¢ ApYrH
TEKApCTBEHH NMPOAYKTH, 32 KOMTO Ce 3Hae, ue yAnmkasaT QT-uHTeppana, KaTto aHTHAPUTMHLM (HAmp.
XMHHAMH, JH30TMIHPaMHA, NPOKAHHAMKZ, nponadeHoH, aMHOAApOH, COTANOJ), TPHUHKIHYHH
aHTHOENPECaHTH (Hanp. aMHTPHOTWIMH), TETPALUMIVIHYHH AHTMAENpPECAHTH (HAND. MANPOTHAHH), HIKOH
HTHXMCTAMHHH, JIPYTH AHTHIICHXOTHLH, HAKOH aHTHMAalapHiHK NekapcTBa (Hanp. XMHUH H MedokuH), n
¢ JleKapCTBa, KOMTO TPHYMHABAT ENCKTPOJHMTEH AucbanaHc (XxunokaaveMus, XMOOMarHe3HeMHA) WIH
Opaankapana, WIH TaKMBa, KOMTO MHXHOHPAT YepHOAPOOHHS MeTaGoNHIBM HA pUCTIepHAOH. TO3H CHCHK
€ TIPHMEPEH, a He H3ueprareseH.

Lenmpanro oeiicmaaugu rexapcmeens npoOyKmu U ankoxon
Pucnepunion Tpsabea ma ce ynorpeGsBa ¢ TNOBHLIEHO BHUMAHHME [pH xomﬁn{uamu € IOpyru

LEHTPANHOASHCTBAIIN BEIECTBA, OCODEHO BKIIOYBALIM AJKOXOJN, OINMATH, Mu@gm_ H
GeH30aMa3ENHHHN NOPajiH MOBHILIEHUAT PHCK OT CEAUPAHE. é'\‘” Sy
Ly
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Jesooona u donamunosu azonucmu

Menopucnep mMoxe Ja aHTaroHusHpa ed)ekTa Ha JIGBOIONA H Ha APYT'H NONAMHHOBM arOHHCTH. AKO TasH
KoMOHHaLMA ce cuuTa 3a HeobGxoaHuMa, ocobeHo NpH kpaeH cTaguii Ha [Napkuucorosa Gonect, Tps6Gea aa
ce M3MHILe Hali-HMCKaTa eeKTHBHA J1034.

Hexapcmea ¢ xunomensusen eghexm
Knunn4HO 3HauMMa XHIOTOHMA ce¢ HabMNioNaBa B MOCTMApKETHHrOBMA [EPHOA IMPH €IHOBPEMEHHO
NPHJIAraHe HA PHCTIEPHIOH C AHTHXHIEPTEH3HBHO JICUEHHE,

Icuxocmumynanmu
KombunupaHara ynorpeba Ha NcHXoCTUMYTaHTH (Hanp. MeTHN(EHHIAT) C PHCTIEPUIOH MOXeE Ja JOoBefe
J0 eKCTPanHpaMHAHH CHMITTOMM NPH NPOMAHA HA €THO WM H JBETE JICYEHHA (BIKTE TOuKa 4.4).

Hanunepuoon

EnnoBpemenHara ynorpefa Ha mepopaneH pPUCHEPHAOH C NANMNEPUAOH HE CE INpENophuBa, Thil KATO
NaNHNEpHAOH € aKTHBEH MeTabOoJIMT HA PHCTEPHAOH H KOMOMHALMATA OT ABETE MOXKE Ja NOBefe 10
aJMTHBHA €KCMO3HLIMA HA AKTHBHATA aHTHNCHXOTHYHA (paKius.

(Dagmaxoxnﬂe'r HYHO-CBBP3aHH B3aHMONEHCTBHA

XpaHara He NORJIHABA abcopbuuaTa Ha pHCHEPUAOH.

Pucnepunon ce merabonusnpa ocHoBHo upes CYP2D6 u B no-manka crenen upes CYP3A4. Kakto
PHCNEPHAOH, TaKa M HEIrOBHAT aKTHBEH MeTabonuT 9-XHIpOKCH-pHCnepuooH ca cyberpatu Ha P-
raukonporenH (P-gp). Bewectpa, koWTo npoMeHaT aktieHocTTa Ha CYP2D6, WK BElLEcTBa, KOHTO CIIHO
uHxuOHpar win wngyuwpar CYP3A4 wwnm P-gp akTHBHOCTTA, MOrar [a TOBAMSAT BbPXY
¢apMaKOKMHETHKATA Ha AKTHBHATAAHTHIICHXOTHYHA (PPAKLIHS HA PUCTIEPHIOH.

Mowpnu unxubumopu na CYP2D6

EAHOBPEMEHHOTO NPHIOKEHHE HAa PHCTIEPUAOH ¢ MOIHH MHXHOHTOpH Ha CYP2D6 Moxe na yBenuuu
IUIa3MEHHTe KOHLUEHTPALMH HAa DPHCMEPUACH, HO B MO-MajKa CTeNeH HAa aKTKBHATA AHTHIICMXOTHYHA
dpaxums. To-eucoxure n03u Mollen MHXHOHTOp Ha CYP2D6 MOraT [a MOBHINAT KOHLEHTPALMHTE Ha
AKTHBHATA AHTHUIICHXOTHYHA (pakuMs Ha PUCNIEPHIOH (Hanp. MAPOKCETHH, BUXKTE N0-10/y). Ouaksa ce, ye
apyru uHxuburopy Ha CYP2D6, kaTo XHHWIAMH, MOTAaT Ja MOBMHAST IJIa3MEHHTE KOHILIEHTPALMH Ha
pHcrepuaoH no noaobeH HauwnH. KoraTo ce sanmouBa WiIH NPEyCTAHOBABA €JHOBPEMEHHHAT IMPHEM HA
MapoKCeTHH, XHHHJMH MIIH Apyr MoweH HHXubuTop Ha CYP2D6, ocobeHO NMpu BHCOKM AO3M, JIEKAPAT
TpabBa 13 NPEOLICHN N03aTa Ha PUCIIEPHIOH.

CYP344 wuru P-gp unxubumopu

EnHoBpeMeHHOTO NpHAOKEHHE HA PHCTIEPHAOH ¢ MOIHM HHXHOWTOpH Ha CYP3A4 wunu P-gp moxe
3HauUHTENHO [a [MOBHIUM NNa3MEHHTE KOHUEHTPALUMM Ha aKTHBHATA AHTHIICHXOTHMYHA (pakuus Ha
pucnepuioH. Korato ce 3ano4ysa MnM NpeycTaHOBABA €JHOBPEMEHHO NPHIGKEHHE HA MTPaKOHA301 WIH
ApyT MollleH HHxubuTop Ha CYP3A4 w/unu P-gp, nekapsat tpaGea 1a NpeoLieHH 103aTa PHCTIEPUIOH.

CYP3A4 wunu P-gp undyxmopu

ENHOBpEMEHHOTO NpPHIOXKEHHE Ha PHCTIEPHAOH ¢ MolleH HEaykrop Ha CYP3A4 w/unu P-gp moxe na
HaMa/i IU1a3MEHHMTE KOHLEHTPalMH HA AKTHBHATA aHTHICHXOTHYHA (QpaKius Ha pucnepuaod. Korato ce
3ano4yBa WM NpPeyCTaHOBABA CHIBTCTBALA TEPaNMa ¢ kapbaMasenHH WIH ¢ OPYT MOIIEH HHAYKTOpP Ha
CYP3A4 w/una P-gp, nekapar Tpabpa Aa npeoLEHH A03aTa HA PHCTIEPHACH. I/Iw:l;yrcropme Ha CYP3A4

MakcuManeH edekT ciej 3anousaHero. OOGpaTHO, NPH NpPEYCTAHOBABAHE Ha JIEHEHHETO,
NOHE 2 ceIMHIM 33 HaMaABaHe Ha HHOyLHpaHeTo Ha CYP3A4.

Jexapcmeenu npooyxmu ¢ 6UCOK HOMEHYUAR 30 CELP3BANE C NAAIMENUME NPOMEUNY {



Koraro pucnepuaon ce npHema eHOBPEMEHHO C JIEKapCTBEHH MPOAYKTH, KOUTO CE CBBP3BAT BHB BHCOKA
CTeNneH ¢ IUIa3MEHHTE NMPOTEHHH, He ¢ HabmonaBaHO KIMHMYHO 3HAYHMO M3MECTBaHE Ha HAKOH OT
JIEKapCTBEHHTE NIPOAYKTH OT IUIA3MEHHTE [IPOTEHHH.

Koraro ce H3M0/13Ba €JHOBPEMEHHO TIPHIOXKEHHE, TPAOBA JIa ¢e MOTHPCH HHPOPMaHa OTHOCHO Ha4YMHA Ha
GHoTpaHCchOpMAaLIH H BB3MOXKHATA HY>KIa OT aJanTHpaHe Ha J03aTa.

HenuaTpyuHa DomyIanys

[IpoyuBanua 3a B3aUMOICHCTBHA ca MPOBEXIAHU CAMO MpPH BB3PACTHH. 3HAYEHHETO HA Pe3yJITATHTE OT
Te3H NPOYYBAHHA NPH NeIHATPHYHM NALIMEHTH HE € H3BECTHO.

KomOuHMpaHata ynorpefa Ha ncMXoCTHMynaHTH (Hamp. MeTWIQEHHOAT) ¢ PHCMEPUAOH NpH Aeua U
IOHOILIH HE TIPOMEHs (PapMaKOKHHETHKATa H e(pHKACHOCTTA HA PHCTIEPHAOH.

ITpumepn
ITpamepu 3a nekapcTBa, KOHTO MOTEHLHATHO MOTAT /la B3aMMOJEHCTBAT H, 3a KOHTO € MOKa3aHo, 4e He

B3aHMOAEHCTBAT C PUCIIEPHACH ca NOCOYEHH MO-AOIY:

Egpexm na opyeu nexapcmeenu npooyxmu 6bpxy dapmaxoxunemuxama Ha puchepudon

Anmubaxmepuantu npodyxmu

e Eputpomuumn, ymepen uHxuOwtop Ha CYP3A4 u uuxuburop Ha P-gp, He npomens
¢apMakOKWHETHKATA Ha PHUCIIEPHAOH H HAa AKTHBHATA AHTHIICHXOTHYHA (DpaKIlia.

o Pudamnuumn, momen wmuaykrop Ha CYP3A4 u uHayktop Ha P-gp noHWwKapa ILIa3sMeHWTe
KOHLIEHTpPAlHH Ha AKTHBHATA aHTHICHXOTHYHA (pakiums.

Aumuxonunecmepaszu
e JloHeneswn M ranaHTaMuH, cybetpatu kakto Ha CYP2D6, Taka u Ha CYP3A4, He oKkasBaT KIMHMYHO
3HaYHM eeKT BBpXY (hapMaKOKHHETHKATA HA PHCIEPHIAOT U AKTHBHATA AHTHIICHXOTHYHA dpaKiua.

Aunumuenunenmuyu

» Kapbamazenun, momeH HHIykrop Ha CYP3A4 u uugyxrop Ha P-gp, MOHMKABA IUIa3MEHHTE
KOHUEHTPALMH Ha aKTHBHATA AaHTHMCHUXOTWYHA (paKuHi Ha pucnepuaoH. CxoaHu edekr moraT aa
Opnar HabmonapanH HanmpuMep npH QeHuTOHH H (eHoDapbuTan, KOMTO CHIIO HHIYLHMpaT
uyepHOApobHus CYP3A4 eH3HM, KakTO H P-TIIMKONpoTerHa.

¢ Tonupamar ymepeHo noHWKaBa OGHOHANMMYHOCTTA Ha PMCMEPHIOH, HO HE M Ta3H HA AKTHBHATA
aHTHICHXOTHYHA (pakuid. [Topaan ToBa, TOBa He Ce O4AKBA TOBA BIAHMOEHCTEHE /12 € OT KIHHHYHA
3HaYHMOCT.

IIpomusozvbuunu cpedcmea

¢ Hrpakonason, momeH MHXHOHTOp Ha CYP3A4 u uuxuburop Ha P-gp, npu noza 200 mg/ aHeBHO
NOBHLUABA [UIa3MEHHTE KOHLUEHTpauHH Ha aKTHBHATA QHTHIICHXOTHuHa ¢pakuma ¢ okono 70% npu
JO3MpAHE HAa PUCMEPHAOH OT 2 10 8 mg/ AHEBHO.

* KerokoHason, momeH unxubutop Ha CYP3A4 u umxuburop Ha P-gp, npu mosza 200 mg/ aHeBHo
TIOBMIIIABA TIA3MEHKMTE KOHIIEHTPALMH Ha PHCNIEPHAOH M MOHIDKABA MIA3MEHHTE KOHLUEHTpPAUMH Ha 9-
XHAPOKCH-PUCTIEPHAOH.

Arnmuncuxomuyu
¢  (DeHOTHA3HHUTE MOraT jJa NMOBMILAT MIAa3MEHHMTe KOHLEHTpPAallMH HAa PUCIIEPHAOH, HO HE M Te3H Ha
AKTHBHATA aHTHMNCUXOTHYHA (hpaKLius.

Anmusupycruu cpedcmea
» [lpoteasnn HHXMOMTOPH: HAMA OGHLMATHH JaHHH OT MPOYYBaHE; BLOPEKH TOBA,
e MouueH WHXH6uTOp Ha CYP3A4 n cnab unxuburop Ha CYP2D6, puroHasup

jrosasip

)
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PHTOHABHP NMpOTCA3HH HHXHGHTOPH TIOTCHLIMANHO MOraT Oa MOBHINAT KOHLEHTPALMHUTEC HA aKTHBHATA
AHTHIICHXOTHYHA (bpakum Ha pHCTIEPHAOH.

Bema-6noxepu
¢  Hakou Gera-Gnokepu Morar Ja NOBHILAT [UIA3MEHHTE KOHLICHTPALHH Ha PHCMIEPUAOH, HO HE H TE€3H Ha
aKTHBHATA AHTHIICHXOTHYHA (pakuu.

Broxepu na xanyuesume xananu
e Bepanamun, ymepen wumxuburop Ha CYP3A4 u uuxuGurop nHa P-gp, nmopuiaBa nnasmeHara
KOHLIEHTPALMA HA PHCTIEPHIOH H HA aKTHBHATA aHTHIICHXOTHYHA (pakums.

Jlexapcmeenu npodykmu 3a CMOMQUIHO-YPeSHUA mpaxm

¢ H2-penenropnu anTaroHMcTH: LIMMETHANH ¥ PaHUTHAMH, ¥ ABaTa cnabu HHXHOHTOpH Ha CYP2DS$ M
CYP3A4, nosHmapaTa GHOHANTHYHOCTTa Ha PHCIICPUIOH, HO CaMO B HE3HAYMTENHA CTEMEH TasH Ha
AKTHBHATA AHTHIICHXOTHYHA ¢paKLms.

CHO3C (SSRI) u mpuyurxnuunu anmudenpecanmu

*  @uyokceTHH, MoleH HHxuOuTop Ha CYP2D6, nopullaBa nnasMeHaTa KOHLEHTPALMA HA PHCTIEPHIOH,
HO B 10-MaJIKa CTeleH Ha AKTHBHATA aHTHIICHXOTHYHA (ppakups.

¢ TlapoxceTHH, MomeH HHXHOHTOp Ha CYP2D6, noeuinaBa ruiasMeHHTe KOHLIGHTPALMH HA PHCMIEPUAOH,
HO npu no3u 20 mg/ AHEBHO B MO-MaNKa CTENEH Ta3H HA aKTMBHATA AHTHUIICHXOTHYHA (paKuuA.
BbnpekH TOBa, BUCOKH [O3H MAapOKCETMH MOraT Ja TNOBMIIAT KOHIEHTpAllMHTE HAa AKTHBHATA
aHTHIICUXOTHYHA (PaKLUHA Ha pUCTIEPHAOH.

¢ TpUUMKIMYHUTE aHTHAETIPECAHTH MOTAT /ia MOBHLIAT IUIa3MEHHTE KOHLEHTPALMH HA PUCMIEPHIOH, HO
H¢ M Te3d Ha AaKTHBHaTA AaHTHUNCHXOTWYHa ¢pakuus. AMHTPHIITWIMH He IOBIMABA
(bapMaKkOKHHETHKATA Ha PHCIIEPHAOH WIH HA aKTHBHATA AHTHIICHXOTHYHA (paKuHs.

e Ceprpanun, cnab nuxuburop Ha CYP2D6, u dmyBokcamuH, cna6 nuxubutop na CYP3A4, npu ao3u
ao 100 mg/ nHeBHO He ce CBBP3BAT ¢ KIHMHHYHO 3HAYMMHM MPOMEHH B KOHLEHTPALMHTE HA aKTHBHATAa
AHTHMCHXOTHYHA (PAKLMA HA PUCTIEPHAOH. BEMpeKH TOBA, JO3H CEpTPAIHH WIH (UTyBOKCAMHH MO-
BHCOKH oT 100 mg/ AHeBHO MOraT jJa NMOBHIIAT KOHLEHTPALMHTE Ha AKTMBHATA AHTHACHXOTHYHA
¢pakuMa Ha pUCNEPHTIOH,

Egexm na pucnepudon evpxy dapmaxoxunemuxama na Opy2u 1eKapcmeenu npodyxmu

Aumuenunenmuyu

» Pucnepuaon He noka3sa KIHHHYHO 3Ha4uHM edekT BBPXY (ApMaKOKMHETHKATA Ha BalpoaT WM
TOMHpamar.

Anmuncuxomuyu

¢ Apununpason, cyGetpat Ha CYP2D6 u CYP3A4: PucnepunoH TaGNneTkM WiM HHXEKIHMH He
NOB/MMABAT  (papMaKOKMHETHKAaTa HA  APHIMIPA30d W HEroBMs  aKkTHBeH  meTabonur
JEeXHWAPOOPHITHIIPA3ON.

Llueumanucosu enuxozudu
* PucnepunoH He noka3sa KIHHHYHO 3HAUYHM e(eKT BpXy () apMOKMHETHKATA Ha JHIOKCHH.

JTumuii
¢ PucnepuaoH He Nokassa KINIHHWYHO 3HAUHM e(eKT BbpXy (apMOKMHETHKATA Ha TMTHIA.

Eownospemernno npunoxcernue na pucnepudon u yposemud =
* Buxre Touka 4.40THOCHO MOBHINEHAT2 CMBPTHOCT NPH NALMEHTH B CTAPYECKA BH3
KOHTO €JHOBpPEMEeHHO NpueMat ¢ypozeMu.




4.6 PepTHAHTET, 6peMEHHOCT H KbPMeHe

Bpementoct
HsaMa pocTaThuHO JaHHH 32 ynoTpebaTa Ha PHCNIEPHAOH NMPH OpeMEHHH JKeHH. PHCNIepHIOH He € rokasan

TEPATOTEHHOCT MMPH NPOYUYBAHMATA NPH HMBOTHH, HO ca HabmofaBaHW JAPYTH BHIOBE PEMPOIYKTHBHA
TOKCHYHOCT (BI2KTE TOHKA 5.3). [TOTEHUMaNTHHAT PUCK NPH XOpa He e H3BECTEH.

HoBopoaeHHTe, KOHTO Ca HIOXKEHH HA AHTHICHXOTHUH (BKTIOUHTENIHO PUCNEPHAOH) Mpe3 TPETHA
TPHMECTBP OT OPEMEHHOCTTAa Ca MOMIOKEHH HAa PHCK OT HEXeNaHW peaklWM, BKIIOYHTENHO
eKCTpanupaMHIHY W/ HWIM CHMNTOMH HAa OTHEMaHe, KOMTO MOTaT Ja BapHpaT MO TEKeCT H
NPOIB/DKHTENHOCT cnea paxnaHero. CnobinaBaHu ca BB30yna, XHIEPTOHHA, XHMIOTOHMA, TPeMop,
CBHHJIHBOCT, PECTIHPATOPEH AHUCTPEC HIH HapyllleHus B xpaHeHeto. [lopaau Tasu npHunHa HOBOPOJEHHTE
TpsabBa na 6bAAT BHHMATENHO MPOC/IEAABAHH.

Menopucnep He TpabBa na ce H3non3ea npu GPEMEHHOCT, OCBEH B cayuali Ha KaTeropuYHa HEOGXOAHMOCT.,
Ako ¢ HeobxonuMo na 6bae cnpAH Mo BpeMe Ha GpeMeHHOCTTa, TOBa He TpAOBa Ia CTaBa HIBEAHDBK,

Knpmene
Ilpn npoyysaHus C XMBOTHH € YCTAHOREHO, Y€ PHCHEPHIAOH H 9-XHAPOKCH-DHCTIEPMAOH CE OTAENAT B

MJIAKOTO. Y CTAHOBEHO €, U¢ pUCIICpHACH H 9-xu,up01(cu-pncnepwlon CC OTIENd H B KbpMaTa B MAJIKH
KonuuyecTBa. HaMa HanuuyHW OaHHM 3a HEXKeTaHH peaklMH MpPH KbpMa4eTa. Cnepnorarenno nonsara or
KbPMEHETO € 110-T0J1AMA B CPABHEHHE ¢ [TOTCHLUMATTHHA PHCK 38 JETETO.

QepTHINTET ‘ _
[lono6Ho Ha mpyrH nekapcTBa, KOMTO aHTarOHM3Mpar nonameHoBHre D2 peuentopu, Megopucnep

NOBHMIIABA HHUBATA Ha MPOJAKTHH. XHNEPHPONAKTHHEMHATa MOXKE JHa MOTHCHE TOHANOTPONMH-
ocpobokaasauma xopmoH (GnRH), koeto BoaH N0 HamasBaHE HA CEKPEKLMATA HA TOHAZOTPONHH OT
xunogusara. B pesynrar Ha ToBa MOXe Na ce MHXuOWpa penponyKTHBHATA GYHKIMA Ype3 MOBIHABAHE Ha
CTEPOMJOreHe3arTa B [OJNOBHTE JKIIE3H H MPH 3KEHH, H IPH MbXKeE.

He ca Habmogasaly edexTn OT NpaKTHYECKO 3HAYEHHE NPH HEKJTMHHYHHTE POYYBaHHA.

4.7 EdexTn BBPXY cniocoGHOCTTA 32 modupane v paboTa ¢ MANIKHA

Menopucnep Moxe na HMa MMHHMaJIEH WIH yMepeH edekT BEpXY criocoGHOCTTa 3a wodupane v 3a pabora
¢ MAIIMHH NMOPajH NOTEHUMATHHA edeKT BLPXY HepBHATA CHCTEMA H BBPXY 3peHHeTo (B, Touka 4.8).
CnenopatenHo nanueHTHTe TpsaGea na 6baar chBeTBaHM Aa He WodHpar B Ja He pafoTAT ¢ MALIHHH,
AOKATO He CTAHE M3BECTHA TAXHATA HHAWBHAYA/IHA YyBCTBHTENHOCT KbM NEKAPCTBOTO.

4.8 Hexes1aHH JIeKAPCTBEHH PeaKIHH

Haii-uecto cpobliaBanuTe Hexcenanu JexapcTBeHH peakuuu (HJIP) (pasmpocrpanenne > 10%) ca:
NapKHHCOHH3BM, CelHpaHe/ CLHIMBOCT, raBoGoHe H GeachHue.
HJIP, KOHTO M3r/IeXK AT NO303aBHCHMH, BKJIIOYBAT NMAPKHHCOHM3IBM ¥ AKATH3HA.

[Mo-momy cnenpar Bewuxku HJIP, 3a kouwto ce cbpolliaBa B KIMHMYHMTE [POY4YBAHHA H B
NOCTMapKeTHHIOBHs MEPHOJ HA PHCMEPHIOH, rPYNHpaHH Bb3 OCHOBA HA KATErOPHATAa 3a 4ecToTa,
YCTaHOBEHa NpH KJIHHHYHHTE MPOYYBAHHA HA PHCTIEPHAOH. [Ipunarar ce clieqHHTe TEPMHHH 33 YECTOTATA:
MHOTO 4ecTH (= 1/10), uectn (= 1/100 no < 1/10), Hewectn (> 1/1000 mo < 1/100), peaxn (> 1/10,000 mo <
1/1000), muoro peaxu (< 1/10 000) ¥ ¢ HeM3pecTHa uecToTa (OT HAIMYHHMTE JAaHHM He Moxe na Obae
HamnpaBeHa OLICHKa).

B pamkHTe Ha BCAKO rpynHpaHe B 3aBHCHMMOCT OT YECTOTATA HEXENAHHTE Jexa
H30pOABAT B HU3XOMALL pell O OTHOLIEHHE Ha TAXHATA CEPHO3HOCT.



Cucmema Hexcenana nexapecmeena pearyua
op2an Kiac Yecmoma
Mnozo Yecmu Heuecmu Peoxu Mnozo pedru | C neuseecmua
yecmu yecmoma
Hugperyuu u NHEBMOHHA, | WHekuud Ha HHpexuus
unecmayuu HpoHxwur, AWXaTeTHHTE
WH(EKIUA Ha | TbTHIIA,
FOpHHTE L{HCTHT,
JUXATENIHH HH(}pEKUna Ha
MBTHILA, OKOTO,
CHHY3MT, TOH3MWIHT,
HHeKINA Ha | OHHXOMHKO34,
YPHHAPHHA NOKATH3HPaH
TPakT, LIeJTYIHT,
MHdeKuna Ha | BUpYCHa
YXOTO, HH(}eK1IMA,
IpHn aKapoJepMaTHT
Hapywenus na HEYTPONEHHA, arpaHynoluTo3a
Kpvema u TIOHIKeH OpoH | ©
aum@uama Ha
cucmema JIEBKOLIMTHTE,
TpOMOOLIMTONEH
Usl, aHEMHUHA,
MOHIDKEH
XEMaTOKPHT,
noHieH 6poii
Ha
€03HHOHIIHTE
Hapywienua na CBPBXYYBCTBHTE | aHaQWIAKTHYHA
UMYHHAMA JHoCT peakuus®
cucmema
Ednoxpunnu XHnepnpona HapylleHa
Hapyuienus KTH-HEMHA CeKpeLus Ha
aHTHAHYPETHYE
H XOPMOH,
HaJIHYHE Ha
[JI0KO3a B
ypHHaTa
Hapywenus na [OBHIIABAaHE | 3axapeH AuabeT | BoAHa AuabeTHa
Memabonusma Ha Terjoro, | °, WHTOKCHKALHMA®, | KeToaluAo3a
u xpanenemo NIOBHILIEH XHOEPIIIHKeMHA | XHITOTJIHKEMHS,
arneTHT, » IONHAHIICHA, XMNEepHHCYHHE
NOHWKEH MOHKKEHO -MHA ©,
aneTHT TETO, MOBHILEHH
aHOpEKCHH, TPHIIHUEPHIN B
MOBHLIEHH HMBA | KPBBTa
Ha XOJIeCTEPON B
KpBBTa




Hewxuunu GescbHue ¢ | HapywieHus | Manui, KaTaTOHHA,
Hapywenus Ha CbHA, CBCTOSHHE Ha COMHaMOYJIH3b
BB30YyIa, oOBpKaHOCT, M, CBBP3aHO ¢BC
Jernpecus, TIOHHIKEHO CBHA
TPEBOXHOCT | THOHAO, XPaHHUTEITHO
HEpPBHOCT, pa3CTPOHCTRO,
KOLLMapH NpHTBOEH
atpexr,
aHOprazMusa
Hapyuwenua na | cenupase/ | akaTHsua®, TapOHBHA HEBPOJIEIITHYEH
Hepsnama CHHJIMBOCT, | AMUCTOHHAY, ONCKHHE3HA, MaTUTHEH
cucmema AAPKHHCOH | 3aMasHOCT, MO3bYHa CHHIIPOM,
H3EM AMCKUHE3NA!, | MCXeMus, unca | MO3BUHO-
d TpeMop Ha OTrOBOp NPH | CHAORO
rnasobomnne CTHMYJIHpaHe, HApYIICHHE,
saryba Ha nuabeTtHa KOMa,
Ch3HaHHeE, TPEMOp Ha
NOTHCHATO HHBO | IJ1aBaTa
Ha Ch3HaHHE,
repuose’,
CHHKoO,
MICUXOMOTOPHA
XHIIEPAKTHBHOC
T, HApYLIEHHA
Ha bananca,
HapyLieHa
KOOpPAHHALMA,
MOCTypalieH
CBETOBBPTEX,
HapYLIEHO
BHHMaHHE,
AUCApTpHA,
JHUCTey3H,
XHMOACTEHHS,
napecTe3Hs
Hapywenua na 3aMBITIEHO dorodobus, rJIayKoma,
oyume 3peHHe, CYXOTa B OYHTE, | HapYLIEHO
KOHIOHKTHBH | MOBHLLIEHA JBHKEHHE HA
T JaKpHUMAaLIHs, OUHTE, BBPTEHE
OuHa Ha OYHTE,
XUNIEPEMHH, obpasyBaHe Ha
KpycTH no psba
Ha Knenaua,
¢dnonu nprc
CHHAPOM
(UHTpaopenaTH-
BeH)®
Hapywenua na BEpPTHIO,
yxomo u THHHKTYC, Gonka

Aabupunma

B YXOTO




Cupoeunu TAXHKApAHA | NMPEeNcHPAHO CHHYCOB2
HapyueHun MBbKIEHe, APHTMHA
ATPHOBEHTPHKY
napeH 6nok,
HapylleHHs Ha
MPOBOAUMOCTTA,
yawbker QT
WHTEPBaJ NpH
€JIEKTPOKAPAHOT
pama,
6panuxapaus,
aOHOpMHa
€JIEKTpOKapaHor
pama,
NaanUTaLMK
Crwoosu XMNEepTOHHA | XHOOTOHKA, Genogpoben
HAPYUERUs OpTOCTaTHYHA eMOONU3TLM,
XHIIOTOHM, BEHO3HA
3a4yepBaBaHe Tpombo3a
Pecnupamopn JHCITHES, ITHEBMOHHMA, CHHAPOM Ha
U, 2PLOHU U ¢apusro- acnupaums, CbHHa alMHes,
Meduacmunan JIAPHHTEATHA | KOHIeCTHA Ha XHIIEPBEHTHIIA-
KU HAPYUIERUA 6onxa, AHXaTeTHHTE s
KalUTHLA, NbTHINA,
€[IMCKAKCHC, | XPHIIOBE,
3amyIisaHe IHcOHMA,
Ha HOCa pECIHpaToOpHO
HapylieHHe
Cmomawino- 6onku B (dexanna NAHKPEaTHT, Hneyc
upeshu KOpeMa, HHKOHTHHEHLMA | YpeBHA
HapYuienus KOpEMEH , dekanoma, obcTpykuus,
IuckoM(opT, | racTpoeHTepHT, | MogyBaHe Ha
NoBpbllaHe, | Aucdarns, e3MKa,
rajeHe, rasoee XelnuT
3anek,
auapwus,
JHUCTIETICHA,
cyxoTa B
ycrara,
350000
Hapyuenua na obpus, YPTHKApHA, JIeKapcTBeH aHrHOEJAeM Cunapom Ha
KoJCama u epuTeMa OpypHTYC, o6pHuB, NBPXOT CTHBBHC-
nookoxcHama anonewus, JkoHCHH/
moKan XMIepKeparosa, TOKCHYHA
€K3eMa, cyXa enHiepManHa
KOXa, Hekponusa®
obesuBeTaBaHe
Ha Kokara,
akHe, cebopeeH
OepMaTHT,

KOXKHO




-

HapylleHHE,
KOMHH JIE3HH

Hapywenus na MYCKYJTHH NOBHILEHH HUBa | pabxoMHonH3a
MYCKYIHO- CMazMH, Ha KpeaTHHMH
cxenemuama MYCKYJIHO- ¢ocokHHaza B
cucmema u CKeJIeTHH KpBBTa,
CbeOuHUmMenHa Gonkw, HapylleHa
ma meKan Gonku B croiika,
rep0a, CKOBaHOCT B
apTpanrus CTABHTE, OTOK
Ha CTaBHTE,
MYCKYHa
cnaboct, Gonka
BbB BpaTa
Hapywenua na HHKOHTHHEH | MOJakuypHA,
bvbpeyume u IIHA Ha 3agbpokaHe Ha
nuUKoYHUMe YPHHa YPHYHa, TU3YpHA
nemuuia
Crcmonnun, CHHPOM Ha
CEbPIAHU C OTHEeMaHe NpH
bpemennocmm HOBOPOJEHOTO®
a, pooosua u
HOCREPOOOaUR
REPUoo
Hapywenua na €peKTHIHA NpHanHU3IbMS,
DenpodyKmuen JUCHYHKHA, sabaeeHa
ama cucmema HapylleHa MEHCTpyauus,
u 2vpoama eAKynaums, KPBBOHAITBJIBAH
ameHopes, € Ha CBpIMTe,
MEHCTPYaNHH yronemspaHe Ha
Hapywenus’, IbpAHTE,
MHeKOMAacTHs, | CeKpeLHs oT
rajakTopes, TbpANTE
CeKCyalHa
IUCHYHKLNAA,
6onxka B
repaara,
AuckoMdopr B
repaara,
BATAIHIIHO

TCUCHHE




Obwu enem®, OTOK Ha JIHLETO, | XHNOTEPMES,
HapYWeHua u TIHPEKCHA, CTYAeHU NOHKKeHa
ehexmu na Gonka B TPHIIKH, TelecHa
MACHOMO Ha I'BpAHTE, fOBHLIEHS TEMNEpaTypa,
npuroNcerue acTeHH, TenecHa H3CTHBaHE Ha
NpHMANABaH | TEMIIEpaTypa, KpaliHHUuTE,
¢, Gonka HapyleHa CHHIIpOM Ha
MOXO0/JKa, OTHEMaHe Ha
XKax/a, JIEKapcTBOTO,
auckoMdopT B | HHAYpaums®
TBpIHTE,
HepaznofaokeHH
e, HeoBHYaHo
ycelnae,
auckomgopt
Xenamobunu- MOBHINEHH SKBITEHHIIA
apru TpaHCAMHHa3H,
HApyweHs MOBULLIEHA
raMariyTaMuiT
paHc-(epasa,
MIOBHINCHH
| uepHoOApOGHH
€H3HMH
Hapanseanus, nagade Bonka npu
ompaesHus u MHTEPBEHLKA
YCAONCHERUA,
CObPIAH C
uHmepseHyun

® XMNepnponakTHHEMHs B HAKOM CITy4aH BOJAH 10 TMHEKOMAcCTHA, HADYLIEHHS Ha MEHCTpYALMATa,
amMeHOped, aHOBYJaUMA, ranaKropes, HapylleHHe Ha QepTwinTeTa, MNOHIKEHO JNHOMEO, epeKTHIHA
AHCOYHKIHA.

® Mpu miaue60 KOHTPONWPAHW KIHHMYHH NIPOYYBAHMA 3aXapeH AHaber € ChoGILaBaH npu 0,18% ot
NaLUEHTHTE, JICKYBaHH ¢ PHCMIEPHIOH, B CpaBHEHHE ¢ 4ecToTa oT 0,11% npu nnauebo rpynara. OGmara
YECTOTa HA HHLMAEHTHTE OT BCHYKH KIIHHHYHK M3NHTBAaHHA € 0,43% npH BCHUKM MALMEHTH, IEKYBaHH ¢
PHCIIEPHACH.

¢ He e nabmoparaHo nNpH KIMHMYHHTE MPOYYBAHMA C PHCIEPHAOH, HO € HabmIOAaBaHO B
NOCTMAPKETHHIOBUS NEPHOM HA PHCNIEPHACH.

4 Morar ma ce NOABAT eKcKTpanupaMMAHM Hapywlewus: IIapKHHCOHM3LM (OGWTHA canHBaLmf,
BTBBPAABAHE Ha CKENETHATa MYCKYJ1aTypa, NMapKMHCOHHIBM, JIHTABEeHe, PUIHAHOCT KaTo 3u6uaTo koaeno,
OpaaukuHe3us, XHTIOKHHE3Hs, MACKOBH/IHO JTHLIE, MYCKYJTHO HAMPEKEHHE, aKMHE3HA, BPaTHA PUTHAHOCT,
MYCKy/IHa PHIHMOHOCT, MAapKMHCOHOBAa MoOXoaka M abHopMeH peduiekc Ha rnabenara, ocTarbyeH
NapKHHCOHOB TPEMOP), AKATH3IHA (aTaKH3HsA, HECTIOKOHCTBO, XHMEPKHHE3HS H CHHAPOM Ha HECTIOKOMHUTE
Kpaka), TpemMop, NHCKAHEIHA (JAHCKHHE3HS, MYCKY/IHH [IOTperBaHuA, xopeoaTero3a, aTeTosa M
MHOKACHYC), AUCTOHHA.

JdMcToRHATA BKMOYBA [HCTOHHS, XMIEPTOHHA, TOPTHKOJHC, HEBOJIEBH My(:lcynylﬁ/ jﬁpa&thﬁg:‘
KOHTPaKTypa Ha MycKynuTte, Onedapocna3sm, OKylIOrypus, napaiusa Ha ezmca,/ mib,eﬁua \\’O
RS U
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JIAPMHIOCTIA3BM, MHOTOHHA, ONIHCTOTOHYC, OpO()apHHTeANEH CNasbM, TUIEBPOTOTOHYC, CIIA3BM HA €3HKA M
4eIOCTHA CKoBaHOCT. TpaOBa Aa ce oTOenexy, Ye ca BKIIOYCHH IIHPOK CIEKTHP OT CHMITTOMH, HO HeE €
Heo6XonMMO Te Ja UMaT eKCTpamupaMiaeH npoesxol. beschHHETO BKIIOYBA: HAYaIHO Ge3CEHHUE, CPeaHO
6eacoire. KonByacHnuTe BIIIOYBAT: rpaHi Man KOHBYNCHH. MeHCTPyaIARTe HAPYmICHHS BKIIOYBAT
HepeJOBHA MEHCTPYaLHs, ONMUroMeHOpHA. EgeMBT BTIOUBA: 00111 OTOK, nepudepeH OTOK, XJITETHANT OTOK.

Hexenanu peakumu, HabmoaagaHy Npyu NAIMNEPHAOH

ManunepuaoH e aKTHBHAAT META0ONMT HA PHCTICPUACH, TIOPaH KOETO NPOGUINTE HA HEXENAHH peaKliMH
Ha Te3H CheNHHEHHs {BKIIOYHTEIHO NePOPATIHH H HIDKEKIIMOHHH (opMHK) ca ¢Bbp3aHH. B DonmbiiHeHHe KbM
FOPEINOCOYECHHUTE HEXEMAHH PEAKLIMH, CIIEIHHTE HEXKENIaHH peakumi ¢a HabmogaBaHH NpH MPWIOKEHHE Ha
MPOMYKTH, ChABPKALIM NANMNEPHIOH H MoraT Aa 6baaT oYakBaHH H ipH Menopucnep.

C'bp}.'l,e‘lllﬂ HApYIIeHHA: CHHOPOM Ha NMOCTYPallHa OPTOCTATHYHA TaXHKApAHA.

Egexmu na xraca

Kakto M ¢ BCHUYKH ApPYrM AHTHIICHXOTHLH, B MHOTO PeIKH CTy4aM B NOCTMAPKETHHIOBHA NEPHOA ce
cpobiaBa 3a yappkaBaHe Ha QT-HHTepana cief npuem Ha pucnepugoH. Jlpyrd ¢hpaevHH epeKTH oT
TO3H KJIac, 32 KOWUTO ce ¢hoOllaBa NMpH aHTHICHXOTHLIMTE, KOWTO yawmkaear QT-uHTepBana, BKIIOYBAT
KaMepHa apHTMH, BHE3aTHA CMBPT, ¢hpaeyeH apecT H Torsades de Pointes.

Benosen mpombembonuzem
Ipu ynopeba Ha aHTHNCUXOTHLH ca ChOOLIABAHH CNYY4aH HA BEHO3E€H TPOMOGEMOONHILM, BKIIOUMHTETHO
cltydaH Ha GenoapoGeH eMbONH3BM H CiTydaH Ha ABNGOKA BeHO3HA TpoMO03a (HEH3BECTHA YEeCToTa).

Hoxaueane na mezno

I1pu cpaBHeHHe HA rPYIH BB3PACTHH NALMEHTH ¢ WH30GdpeHUs, OTTOBAPALM HA KPUTEPHA 33

NOKa4YBaHe Ha Terno = 7% OT TENEeCHOTO TETIO, TPETHPaHH CHOTBETHO ¢ PHCNEPHUAOH H ¢ IUaueGo B
c60pHH 6- no 8-ceaMHYHH M1aLe60 KOHTPOIHpaHH KTHHHYHH TIPOYYBAHHA, C& YCTAHOBABA

CTATHCTHYECKH 3HAYUMO MO-rONAMO MNOKAYBaHe HA TErJIo NpH rpynara c pucnepuacH (18%), B

cpaBHEHHe ¢ rpynata ¢ mnauebo (9%). [pu cxbupatennu mnaueGo KOHTPOIHPaHH 3-CEAMHYHH
NpOYYBAHHA MPH BL3PACTHH MALIHEHTH ¢ OCTPa MAHHA NMPOLEHTHT HA MOBHILABAHE HA TETJIOTO ¢ > 7% B
Kpas Ha H3CJIEIBAHETO € CPABHHMO MpPH JBETE IPYNH — pHCHepUAcH (2,5%) u nnauebo (2,4%), u e Manko
MO-BHCOK NPH KOHTpoJHATa rpyna (3,5%).

B nomynauua Ha Aela M IOHOINM ¢ MOBEACHYECKH M APYrH pa3cTpOiCTBa ¢ AECTPYKTHBHO MOBEACHHE, IIPH
AOLITOCPOYHH TMpOYUYBaHHMS TErJAOTO C€ yBelHdaBa cpefHo cvc 7,3 kg cnmem 12 Meceua neueHue.
OyakBaHOTO NMOKaYBaHe HA TETJIO 3a 3APaBHTE Aclia Ha BB3pacT oT 5 a0 12 roaund e 3 no 5 kg roamwuHo.
Ot 12 po 16 roauHu ToBa MOKa4YBaHE Ha Terao oT 3 A0 5 kg roAMLIHO ce NMOoANBPKA TPH MOMHYETATA,
JOKaTo MOMueTaTa HanaaBar npubmusuTenHo 5 kg roquuitHo,

OINBJIHHTEAHA HHPOPM A 34 CrieliHalHH H I CHTH
Hexenanure JCKApCTBCHH PEAKIIHH IPH NALHEHTH B ¢Tap4ecKa BB3PACT C OEMCHLMA WK IpH JCLa, 3a
KOHTO ce cpoDInaBa Mo-4€CTO, OTKONKOTO INMPH BBL3PACTHH MNALHEHTH, Ca OITHCAHHA MO-J0Y:

Hayuenmu ¢ cmapuecka sv3pacm ¢ demenyus

IpH KNHHMYHK NPOYYBAHHA C MALMEHTH B CTapyecka Bb3pacT ¢ AeMeHUMA karo HJIP ca cwobweHn
[IPEXOAHH MCXEMHYHH NMPHCTBHIN H MO3BYHOCHIOBH HMHIHIEHTH C YeCTOTa ¢hoTeeTHO OT 1,4% u 1,5%. B
aombaHeHue, cieauute HJIP ca crobmenn ¢ uectora > 5% NpH NallMeHTH B CTApYECKa BB3PAcT C
AeMEHIMA (Te ce HabaroaaBaT MoYTH ABa IMbTH MO-YECTO, OTKOJIKOTO NPH APYTHTE BhL3PacTHH nauue;rm)
MH(EKIMH HA MHKOYHUTE TbTHINA, NEPHPEPHH OTOLH, JIETAPIHA K KALTHLA. oo Rinyg

ITeouampuuna nonyaayun




Haii-o01mo BHABT Ha HexeNaHWTe PeakLMK NpH Jela ce oyakea Aa 6bae CXOAeH ¢ TO3H HabMmoJaBaH MpH
BB3PACTHH.

CrofluaBa ce 3a cnegHHTE HEXENaHH JIEKAPCTBEHH PeaKlHM ¢ 4ecToTa > 5% MpH Jela M IOoHOWH (Ha
BB3PAcCT OT 5 A0 17 roaHHH), KOHTO ce HabMIONABAT NOYTH ABA ITETH FI0-YECTO, OTKOAKOTO NPH KIHHHYHH
H3CNEABAHHA NPH BL3PacTHH: CHHIMBOCT/CENAUMA, YMOpa, IMaBobONIHe, MOBHIIEH aNeTUT, NOBPBILAHE,
HHGEKLHH Ha TOPHWTE AMXATE/IHHM ITHTHINE, Ha3alHAa KOHTECTHA, KopeMHa G0/lKa, 3aMadHOCT, KallUTHLIA,
TEMIEPATypa, TPEMOpP, THAPHA H EHYPE2HC.

EdexTHTe Ha IBJITOCPOYHO JIEYEHHE C DHCIEPHAOH BLPXY IOJIOBOTO Ch3PABAHE M BHCOYMHATA He ca
NPOYHEHH aeKBaTHO (BIKTE Touka 4.4, noaTouka «[leuaTpHIHa NOMYIaIHA»).

Crobuiapate Ha nMoJ03HpaHH HeXENaHH Peakiiy

CrobLiaBaHeTo Ha NMOJOHPAHM HEXKENIAHHM PeaKlUMH clel paspeliaBaHe 3a ynotpeba Ha eKapCTBEHHsA
NpPOAYKT € BaKHO. ToBa I03BONABA Ja NMPOABWDKH HabMIOAEHHETO Ha CHOTHOLUGHHETO MON3a/ PHCK 3a
neKapcTBeHMA NpoAykT. OT MEIUIMHCKHTE CNICLHANHCTH ce M3MCKBa Na choOIIaBaT BCiKa MOA03MpaHa
HEXKENaHa peakuus Ypes HAUMOHANHATA CHCTEMA 34 CHO01IaBaHe,

H30baHATEIHA areHIHs 00 JeKAPCTBATA

yn. ,,Jlamsau I'pye” Ne 8

1303 Codus

Ten.: +359 2 8903417

vebcaiit: www.bda.bg

4.9 Ilpenosupane

CummoroMu

Hai-00110, CHMNTOMHTE W NpH3HALUMTE €a Te3H, KOMTO C¢a Pe3ylITaT OT IO-CMIHO MW3pa3siBaHe Ha
M3BECTHHTE (PapMakoNOr#yHH e€PEeKTH Ha pHcriepuaoH. Te BKIOYBAT CHHIHBOCT H CeAALHs, TAXHKAPIHA H
XHMOTOHHA, H eKcTpanupamMuaHa caMnTomH. [lpH npenosupane ce cholaea 3a yawnpxkasaHe Ha QT-
HHTepBana W 3a repyose. 3a Torsade de Points ce cpoOiuaBa BB Bph3ka ¢ KOMOHHMPAHO NMpefO3KpaHe Ha
PHCTIEPHIOH M NAPOKCETHH.

B cnyuaii Ha ocTpo npenoszupaHe, TpAGBa Na ce B3eMe npegBMA BH3MOXKHOCTTA 12 €A BKJIIOYEHH MHOIO
JIEKApCTRA.

JleueHHe

Ocurypere W noaabpxaiiTe NPOXOAHMH IHMXATeNHHTe MBLTHILA, 3a [Ja MO)Ke Ja HMa aJeKBaTHa
OKCHTeHaUuKd ¥ BeHTunawwa. Tpabea aa ce o6ChAM AaBaHETO H& AKTHBEH BBIVICH 33€AHO CBC clabHTeNnHH
CpeOcTBa CaMO KOraTO JIGKapCTBOTO € MPHETO Npend no-Maiko oT eauH vac. TpaOea na ce 3amoude
He3a0aBHO MOHHTOPHpaHE Ha ChPAEYHO-CHIOBATA CHCTEMA H TOBAa TpAOBa Na BKAKOYBA NPOABILKHTENHO
MOHHTOPHPAHE Ha €JIEKTPOKAPAHOrPamMara, 3a Aa Ce YIOBAT Bb3MOXKHHTE apPUTMHH.

3a Menopucnep Hama cneuuduuer auwtuaor. Iopaam ToBa TpsbBa na Ce TOCTAHOBAT CHLOTBETHM
NOAAbPXALIH MEPKH. XHIIOTOHHATA H UNAPKYJIAaTOPHUA Konamnc TpsGBa Ja GbAatT NeKyBaHH ChC CHOTBETHH
MEPKM K4TO BEHO3HO B/NMBAHE HAa TEYHOCTH HW/WIM Ha CHMMATHKOMHMETHUM. B cnyuali Ha Texka
€KCTPAanHpaMHAHA CHMIITOMATHKAa TpA0Ba 1a ce NaNaT AHTHXONMHEPrMYHH CpeAcTBa. BHHMATETHOTO
MEAMUMHCKO HablloneHHe H MORHTOPHpaHe TpAGBA 1a NPOABIDKAT, JOKATO NALMEHTHT C€ Bb3CTAHOBH.

5. PAPMAKOJIOTHYHH CBOHCTBA
5.1 ®apmaxkoIHHAMHYEH CBOHCTBA

®apmMakoTepaneBTHYHa Ipyna: Apyrd antuncuxotuun, ATC kon: NOSAX08

Mexauu3tM Ha AeiicTBHe




PucnepHnoH e ceneKkTHBEH MOHOAMHHEPrHYEH AHTAlOHHCT ¢ YHMKAIHH cBOMcTBa. Toii MMa BHCOK
adunHTeT KbM CcepoToHuHepriuumTe 5-HT2 u gomamuuepruunwre D2 peuenropw. PucnepHioH ce
CBBP3Ba U ¢ anda;-anpeHEPrHYHHTE PELIENTTOPY, H ¢ NO-HUChK aduHHTeT KbM H)-XucTamMuHepruunuTe H
anda ;-anpeHEprHvHMTE peLenTopu. PucnepuaoH HAMa aGHMHHTET KbM XOAMHEPrHYHMTE PELEITOPH.
BbnipekH 4e pHcnepHaoH € MomeH D; aHTaroHHCT, 3a KOETO Ce CYMTa, Y€ NOoR0o0pABa NMO3UTHBHHTE
CHMITTOMH NPH IH30¢peHNs, ToH BOIH A0 No-c1afo NOATHCKaHe Ha ABMIATE/NHATA aKTHBHOCT M No-cnaba
KAaTajIercHsi, OTKOJKOTO KIACHYECKHTE AHTHIICHXOTHUH. BanaHCHpaHWAT LEHTpaleH CepOTOHHHOB H
JONAaMHHOB aHTAarOHHIBM MOXKE [a HaMaldT BEpOATHOCTTA 33 NMOSABA HA E€KCTPaMMpPaMHAHH HEKEJaHH
peakuMyd W Ja pasUIMpAT TEpPaneBTHYHOTC ACHCTBHE 3a MOBJHABAHE HA HETraTMBHHTE M aeKTHBHHTE
CHMITOMM Ha IIH30(PEHHATA.

®apMakonHHaMH4HH edekTH

Knunuuna egpuxacnocm

IHTuzoppernus

EdeKTHBHOCTTa Ha PHCNEPUMAOH MPH KPATKOCPOUYHO JIeYeHHE Ha IH30(QPEHHA € YCTAHOBEHZ B UETHPH
H3CIIeABAHUA, C MPOABDKATENHOCT OT 4 M0 8 ceqmMulLM, npu KOWTO ¢a BKIoYeHH 2 500 nauuenTH, KOHTO
OTTOBAapAT HA Kputepuute 3a wu3ogpenus, onpegenend B DSM-IV. B emnHo 6-cenmuuno, mianebo
KOHTPOJIMPaHO KIMHHYHO NIPOYYBaHe, KOETO BKIIOYBA KOPMIHpaHe Ha J03aTa Ha pucniepHaoH Ao 10 mg Ha
IeH, pasfieneHa Ha 2 npHeMa AHEBHO, PHCNEPHAOH € ¢ Mo-X00Lp edekT B cpaBHeHHe ¢ mianebo no
OTHOLIEHHe Ha ofLIKA c6op OT KpaTkaTa NCHXMATpPU4HA cKana 3a oueHka [BPRS]. B enHo 8-cenMHuHoO,
naanebo KOHTPOMMPAHO KITHHAYHO TPOYUBaHe ¢ HeTHpH dHkcHpaHu no3u pucnepuaod (2, 6, 10, u 16 mg
QHEBHO, JaJ€HH N1Ba IbTH AHEBHO), BCHYKHTE 4 IPYNH Ha PHCTICPHAOH €a ¢ N0-100bp eeKT B CpaBHEHHE C
nane6o no oTHoWeEHHWe Ha ofuma ¢Gop No ckanarta 3a MO3WTHBHH M HeraTHsHM cummToMi [PANSS). B
€qHO 8-CeAMMYHO KJIHHMYHO NMpOYyYBaHE 3a CPaBHABAHE Ha NO3HTE, BKMOUBAMO 5 (HKCHpaHH A03H
pucnepuaoH (1, 4, 8, 12, u 16 mg AHEBHO, JANCHH JBa NBTH JHEBHO), TPYNHTE HA PUCTIEPHIOH B f03a 4, 8,
1 16 mg AHeBHO MMaT MOo-106Bp eeKT B cpaBHEHHE ¢ IPYTIaTa Ha PHCTIEPUAOH B A03a | mg no oTHOLIEHKE
Ha obung c6bop mo PANSS. B eano 4-cenmuuno, miaue6o KOHTPONMPAHO KIHHHYHO NpOyYBaHe 34
CpaBHABaHe Ha [JO3MTE PHUCNEPHIOH (4 H 8 mg AHEBHO, Na/ieHH BeJHBIK AHEBHO) M [BETE IPYNH Ha
PHCIIEPHIOH HMAT NO-A00Lp edeKT B cpaBHeHHE ¢ MNauebo N0 OTHOLIEHHE Ha HAKOMKO OT PE3Y/ITATHTE [10
PANSS n usmeppaHero Ha orrosopa (> 20% namanenue Ha obuus c6op mo PANSS). B eano no-
IOBJNOCPOHHO KIIHHHYHO TMPOYYBAHE ¢ BE3PACTHH aMOyJNIaTOPHH MAalHEHTH, KOWTO OTTOBapAT HA KPUTEPHH
3a mwusodpperns na DSM-IV 1 kouTo mpH NpHIoKeHHe H& AHTUNCHXOTHYHA TEPANHA €a KIMHHYECKH
CTaCHIIHK MOHE 32 4 CeAMMLIM, ca paHAOMH3HPaHH KbM FpYNa, MOSyYaBalla pUCNEPHACH oT 2 1o 8 mg Ha
ACH, WIH KBbM Ipyna ¢ XalonepHaos, 3a | 1o 2 roauHy, 3a aa 6bpoar nabniogaBaHu 3a nosBa Ha pelWIMB.
TlalueHTHTE, KOMTO MONYYABAT PHCMIEPHIOH, HMAT 3HAYHTENHO MO-ABJIBI EPHOA OT BpeMe 10 PELMIMB B
CpaBHEHHE C TPYNAaTa Ha NALMEHTUTE Ha JICHSHHUE C XaIONepUIoN.

Manuiinu enuzodu npu 6unonspuu pazcmpoticmea
E¢ukacHOCTT2 Ha MOHOTEpANHATA ¢ PUCNIEPHAOH MPH HENOCPEACTBEHO JIEYEHHE HA MAHMITHUTE €MH30H,
CBLP3aHH ¢ OMNONAPHO pa3CTPoOiicTBO I, ca NeMOHCTPHpaHH B TPH JBOHHO-C/ienH, m1aueto KOHTPOIHPaHH
NpoOy4YBaHWs HA MOHOTEpanHATa MpH NpHOAusuTenHo 820 nauMeHTH, KOWTO HMAT GMNONAPHO
pascTpoiicTBo I BB3 0CHOBa Ha KpuTepuuTe Ha DSM-IV. TIpi TpH OT NpoyuBaHMATa PHCIEPHIOH B J1038 OT
1 no 6 mg gHeBHO (HayalHa NO3HMpPOBKA 3 mg B JBE NPOYYBAHWS M 2 Mg B eIHO NpPOydBAaHE) HMa
3HAYUUTENHO NO-100Bp eekT B cpaBHEHHE ¢ MIalebo NMpH NpeABApUTENHO ONpeAeneHus TbPBHYEH KpacH
CPOK, T.€. IpOMsAHaTa Ha o6mua cOop OT olLEHBYHATa cKana 33 MaHHA Ha Young [YMRS] ot usxoasoro
HHBO 10 TpeTara ceAmHia. BTopwdnHTE pe3yaTaTH 32 epHKAacHOCT ca OOMKHOBEHO B CHOTBETCTBHE C
UBPBHYHMA pesynTar. [IpoueHTET OT nauWeHTHTE, KOHTO HMaT HaMmaneHuwe >[150% ua obwms cGop ot
YMRS or u3xoaHOTO HHBO A0 3-TaTa CeAMMLA, € 3HAYMTENHO MO-BHCOK ¢ PHCTIEPMAOH, OTKOJIKOTO C
rnauebo. Eaxo oT TpHTe H3cJaeqBaHHA BKJIIOUBA PYNa 3a JIeUEHHE ¢ XANONepHaoa H 9-CEIlMPl'-lHa JBOHHO-
cnsna ¢asa Ha noaabpxkawo neseHue. EdukacHocTTa ce momabpka no BpeMe Ha




EtekTHBHOCTTa Ha PHCIIEPHIIOH B AOTBJIHEHHE KbM CTAGHIN3aTOPHTE Ha HACTPOEHHETO MPH JIEUEHHETO Ha
OCTpaTa MaHMA € N0Ka3aHa B €IHO OT RBETE 3-CEAMHYHH JBOHHO-CENH MPOYYBAHUS NPH NPHOIH3HUTEIHO
300 nauxeHTH, KOHTO OTTOBAPAT Ha KpHTepHHUTe Ha DSM-IV 3a Gunonspuo pasctpoiictro 1. B eano 3-
CEAMHYHO TPOYUYBaHe PHCIEPH/IOH B 103a OT | A0 6 mg OHEBHO, KATO Ce 3ano4ea ¢ 2 mg JHEBHO, JANCH B
AOMBJIHEHHE KBbM JIMTHH WIH BANNpoat, € ¢ no-nobep edekT oT AMTHA WIH Bainpoara, JageHd Ges
PHCNEPUIOH, NPH NPEABAPHTETHO ONPEIE/ICHATA ITLPBHYHA KpaHHa TO4YKa, T.e. MPOMAHATA Ha o0 cHop
oT YMRS ot u3xonHoTo HHBoO a0 3-ta cenmuua. Ilpu BTOpo 3-ceAMHYHO MpOy4BaHE PHCMIEPHAOH B 103
oT 1 g0 6 mg AHEBHO ¢ HavyanHa A03a OT 2 Mg NHEBHO JafeH 3aeOHO ¢ JIMTHH, BAINpoaT WIH
kapbamasenuu, He e mo-A00Bp OT JNWTHH, BaANpoaT WIK kapbaMasenuH, fafeHu 6e3 pHCNEPHIOH, TpH
HaMangBaHe Ha pesyaraTa or YMRS. Enno BB3MOXHO ODACHEHHE 3a Heyclexa Ha TOBa HM3CJEABaHE €
WHAYKUMATA HA KIMPBHCA HA PHCTICPHIOH M 9-XHIPOKCH-PHCIIEPHAOH OT kapbaMasenuH, KOeTO BOAH A0
NO-HHCKH OT TepaneBTHYHHTE HHBA HA PHUCTICPHAOH H 9-xuapokcH-pucnepugoH. [Ipn u3kmiouBaHe Ha
Fpynara Ha kapbamasenuH ot post-hoc aHanHaa pHcnepHAOH, KOMOMHHpaH € NHTHH WIH BAJlpoaT, HMa
no-006bp epeKT OT AHTHH WNK BanMpoaT, NafieHH 6e3 PHCTHEePHOOH, 33 HAMAneHMe Ha obums cbop or
YMRS.

Hepcucmupawa azpecus npu demenyus

EdukacHocTTa Ha pHCIIEPHIOH NPH JIEYSHHE HA MOBEACHYECKH H MCHXOTHUYHM CHMITTOMH IPH AEMEHLMN
{BPSD), koMTO BKJIIOYBAT HapyILIEHHS B TIOBEAEHHETO KATO arpeCHBHOCT, Bb30yaa, NCHX03a, AKTHBHOCT U
aheKTHBHA HapyIIEHHsA, € NEMOHCTPHpaHa NpH 3 ABOiHO-cNeny, wiauefo KOHTponHpaHH 12-ceMHYHH
npoy4eaHHs Ha 1 150 nauMeHTH B crapuecka BB3pacT ¢ AeMeHUMA. EAHOTO WicnenpaHe BKIIOYBa
ukcupanu 103 pucnepunoH ot 0,5; 1, u 2 mg aHeBHO. JIBeTe MPOYYBAaHHS ¢ I'BBKABH 03M BKIIO4BAT
prcnepuaoH B obxsar ot 0,5 1o 4 mg aHeBHO M choTBeTHO OT 0,5 10 2 mg NHeBHO. PucnepuzioH nokasea
CTATHCTHYECKH 3HAYHMA M KIMHHYHO BaXKHA e(PEeKTHBHOCT NpPH JIEYEHHETO HA arpecHA M MO-MANbK e(eKT
MpH JICYEHHETO Ha Bb30ynaTa m TpeporaTa MpH MALMEHTH B CTApUYECKa BB3PACT ¢ AEMeHUMs (criopen
OLIEHKaTa 32 NaToJIOrHA Ha MOBEACHHETO B OLIEHbYHATA CKana 3a Oonectra Ha Anuxaiimep [BEHAVE-AD)]
H B ckanata Ha Cohen-Mansfield 3a 136yna {CMAI]). EdekThT OT TeUeHHETO C PHCNEPHACH € HE3AaBHCHM
OT pe3yNTaTa OT H3CACIBAHETO HA MHHH-H3CAEABAHETO HAa neuxmyeH cratyc (MMSE) (M cneaoBarenHo ot
TEHKECTTA HA NEMEHUMATA), OT CEIATHBHHTE CBOMHCTBA HA PHCMEPHAOH; OT HAJHYMETO WIH JIHICATA Ha
NCHX03a; OT BHAA Ha JeMeHUMATa — Ha AJlXaiiMep, CbAOBA WIH CMeceHa. (Bx. Touka 4.4)

[NeauaTpuyza NomMynanus

Ilogedenvecku pascmpoticmsa

EdHkacHocTTa Ha pHCNIEPHIOH NPH JECTPYKTHBHO MOBEAEHHE € NEMOHCTPHPAHA MPH JIBE ABOMHO-CENH
wiane6o KOHTPONHPaHH [POYYBaHHA NpH NpHOIH3HTENHO 240 NaLMeHTH Ha BB3pacT OT 5 a0 12 rogmHu ¢
Anardosa cnopen DSM-IV pascrpoficTsa, ¢ aecTpykTBHO noeenesde (PII) ¥ rpaHHYHa HHTENEKTYAIHA
GyHKUMA MAM JieKo, WIM YMEPEHO YMCTBEHO HW30CTaBaHe/3aTpyJHEeHWs IIpH YueHeto. Ilpu npere
npoy4BaHuA pHcnepuaon B gosa 0,02 mo 0,06 mg/kr/meH mnokasa 3Ha4YMTENHO MO-100Bp edeKT B
CpaBHeHHe ¢ Muauebo MpH NpeIBapHTeNHO ONpeAeleHa MbPBUYHA KpalHAa TOYKA, T.6. NPOMAHATa OT
H3XOIHOTO HHMBO A0 6-Ta CeIMHMIA Ha PE3YNTaTHTE OT NOA ckanata 3a [IpoGneMHOTO TIOBeJEHHE OT
@opmynsapa 3a Kn1acHpaHe Ha ETCKOTO nosenexue Ha Nisonger (N-CBRF),

5.2 ®apMaKoOKHHETHYHH CBOHCTBa

Pucnepuaon ce merabonusnpa n0 9-XMAPOKCH-PHCIIEDHIOH, KOMTO Mma monobHa (apaMakoNorHyHa
AKTHBHOCT KaTO pHCNEpUACH (Bow. Buompancgopmayun u enumunupane).

Abcopbyus
Pucnepunon ce abcopbupa HambiHO cned NepopaeH NpHEM, KATO [AOCTHra [HKOBa IUIa3MeHa
KOHUeHTpaums 3a 1 mo 2 4aca. AGcomoTHara nepopanHa OGHOH&IMYHOCT Ha pHCHE
(CV=25%). OrnocuTennara nepopanHa GHOHANHYHOCT Ha PHCIIEPHAOH OT TableTkara e
cpaBHeHUe ¢ pa3Teopa. AGcopbumaTa He ce NOBMMABa OT XpaHa H 3aTOBA PUCIIEPHAOH AOE
Wiy 6e3 xpaHa. PaBHOBECHHTE CTOHHOCTH 32 PUCTIEPHIOH ce AOCTHMraT 3a 1 JeH npu HOBE
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PaBHOBeCHHTe CTOHHOCTH Ha 9-XMAPOKCH-PHCIIEPHAOH €€ HOCTHrarT 3a 4-5 JHH OT Ha4anoTo Ha
JIO3HPaHETO.

Pasnpedenenue

Pucnepunon 6bpso ce pasnpenens B opraHusma. ObeMbT Ha pasnpemenenue e 1-2 I’kg. B mnasmara
PHCIICPHIOH ce CBBp3Ba ¢ anbyMHH M C andal-kncen MMHKONPOTeHH. CBBP3BAHETO HA PHCNEPHIOH C
IiasMeHuTe npoteHHH € 90%, a ToBa Ha 9-xuapokcH-pHcnepuncH e 77%.

buompanchopmayun u enumunupane

Pucnepunon ce merabomusupa or CYP 2D6 po 9-xuapokcu-pucmepeAoH, KoHTo MMa mnomoCHa
¢apMaKkoIOrHuHa aKTHBHOCT KaKTO PHCMEPHIOH. PHCNEPHIOH mmoc 9-XHApOKCH-pHCTIEPHICH 0BpasyBar
AKTHBHATa aHTHICHXOTHYHA pakums. CYP 2D6 e obekT Ha reHeTHueH nonumopdusbm. EkcreH3HBHHTE
merabonuzatopu CYP 2D6 6Bp30 npeBphILAT pUCIEPHACHA B 9-XHIAPOKCH-PHCNIEPHIOH, NOKATO ciabHTe
metaGonusatopu CYP 2D6 ro nperprinaT MHOTO no-6aBHo. Bropeks ye excTeHsusHMTE MeTabonn3aTopu
HMAT MO-HHCKA KOHUEHTPALHA HA PUCTIEPHMIOH M NMO-BHCOKA KOHLUEHTPALHA Ha 9-XHAPOKCH-PHUCTIEPHAOH
or crnabure MetaGonusatopH, (apMakOKHHETHKATZ HA PHCIEPUAOH M 9-XHAPOKCH-PHCIIEPHAOH B
KOMOMHaUMs (T.¢. AKTMBHATA AHTHIICHXOTHMHA (paxuus) cliell eAMHH4YHA H MHOTOKpPATHAa JO3HPOBKA €
CXO/1HA MPH EKCTEeH3UBHHTE M ¢1abure Metabonuzaropu Ha CYP 2D6.

Apyr meraGomuTeH mbT Ha pucnepunod e N-geankwnupanero. MscienBamms in vitro Ha HOBELUKHTE
YEPHOAPOOHH MUKPO3OMH MOKA3BaT, Y€ PHCMEPHIOH B KIMHHYHO 3HAYHMA KOHLEHTpALMi He HHXubupa
3Ha4YMTENHO MeTabo/IM3Ma Ha JIEKapcTBaTa, KOHTO ce MeTaboNM3MpaT oT LMTOXPOM P450 W3oeH3HMHTE,
BinountenHo CYP 1A2, CYP 2A6, CYP 2C8/9/10, CYP 2D6, CYP 2El, CYP 3A4 u CYP 3AS. Enna
ceMHLA crefl KaTo e nazeHa, 70% OT J03aTa ce eKCKpEeTHpa ¢ ypuHara B 14% c ¢ekanuure. B ypurata
PHCIIEPHAOH IUIIOC 9-XMAPDOKCH-PHCNIEPHAOH mpeacTaBaaBar 35-45% ot nosata. OcTaHanoto ca
HeaKkTHBHM MeTabonuTH. Cnien MepopasieH NPHEM TMPH IICHXOTHYHH NALMEHTH PHCTIEPHAOH Ce ETHMHHHpa
¢ MOMYXHBOT OT 0kono 3 4aca. ENMMHHALMOHHMAT NONYKHBOT Ha 9-XMAPOKCH-PUCIIEPHIOH M Ha
AKTHBHAaTa aHTHIICHXOTHYHA (pakuus € 24 yaca.

Jluneitnocm/ neauneiinocm
[lrasmMenaTa KOHIEHTpaUWs Ha PHNEPUAOH € MpPONOPLMOHAIHA HA [03aTA B TEpaneBTHYHMA oOXBaT Ha
no3ara.

THayuenmu e cmapuecka evapacm, ¢ ueprodpobro u 6vbpeuno yepexcoane

Enxo ¢apmakokuHeTHYHO MpoyyBaHe Ha €HOKpATHA NepopaiHa 103a PUCHEPHAOH NOKAa3Ba cpeaHo 43%
N0-BHCOKA aKTHBHA IU1a3MeHA KOHLEHTPAUWA Ha aHTHIICHXOTHYHATa dpakid, 38% Mo-aBJIBI NOMYKUBOT
HaMafieH KIMPBHC HA aKTHBHATA aHTHNCHXOTHYHA (paknua ¢ 30% npH MalMeHTHTe B CTAPYECKA BL3PAcT.
Ilpu BB3pacTHH ¢ ymepeHo 6bOpeuHO yBpexkaaHe KIMPBHCHT Ha aKkTHBHaTa (pakuma e Gmn ~48% ot
KJIHPLHCA B CPaBHEHHE C MJIAIH 31paBM Bb3pacTHH. IIpH BB3PACTHH ¢ Texko OBLOpeuHo yBpexnane
KTHPBHCBT HA akTuBHarta ¢pakuud € O6mn ~31% oOT WIMpBHCA NPH MAaAM 3ApaBH BL3PACTHH.
1lomyxuBOTBT Ha aKTHBHATa (pakiua e Gun 16,7 yaca nMpu MITaaH BL3pAcTHH, 24,9 yaca MPH BL3PACTHH ©
yMmepeHo 6p6peuro yBpexnane (~1,5 WBTH MO-IBLABLE B CpaBHEHMe ¢ MNadH Bb3pacThH) H 28,8 uaca npw
Te3H ¢ Texkko ObOpeyHo yspexknane (MMM ~1,7 MBTH MO-ABIBC B CPABHEHHME C MJIANM BH3PACTHH).
IInasMeHaTa KOHLIEHTpalHA Ha PHCIIEPHAOH € HOPMAIHA MpPH NALMEHTH ¢ YeHONPOGHA HENOCTATBYHOCT,
HO cpeaHaTa ¢Bo0OIHA (ppaKkLHMA HA PUCIEPHAOH B ILNA3MATa ¢e noBuLIasa ¢ okono 37,1%.

HepopanHuaT KIMPBHC W ETHMHHALUMOHHHAT TIOTY)KHBOT HA PHCIIEPHAOH M HA AKTHBHATA (paKlUHA NpH
BB3PaCTHH C YMEPEHO M TEKKO UYEPHOAPOOHO YBpekIaHe HE ¢€ palIHuyaBaT 3HAYHTENHO OT Te3H
MapaMeTpH NpH MIIAAU 3APAaBH BL3PACTHH.

ITeouampuyna nonyaayus -
DapMakOKHHETHKATA HA PHCIIEPUAOH, HA 9-XMAPOKCH-PHUCTICPHIOH M Ha HeaKTHBHATA, aHIHﬂQPlxomtma
¢paxiua npu Aeuara ca NoZoGHH Ha TE3H NPH BH3PACTHHTE.




Ion, paca u momwononyuene
EnvH  ¢dapMakokuHeTH4eH &HanM3 Ha MalHEHTHTE He [O0Ka3a OuYeBHIHO MOBNMABAHE Ha
(apmMaKOKHHETHKATa Ha PHCIIEPHIOH WIH HAa AKTHBHATA AHTHIICHXOTHYHA $PAKLMA OT MONA, PacaTa Wiy
HABHLIHTE 3a TIOTHOHOITYILEHE.

5.3 IlpeaxIHHHYHH AaHHH 32 6e300acHOCT

IIpu npoyusanus Ha (Cy0)XpOHHUYHATA TOKCHYHOCT, IPH KOKTO AO3HPAHETO 3aMOYBa MPH TONOBO HE3PETH
[UTbXOBE M KyveTa, 3aBHCHMH OT J03ara eexTy, ca HaaMle B MBXKKHA K )KCHCKHA IeHHTANleH TPAaKT M B
rpbanuTe *nesu. Tean edextu ca cBbp3aHM ¢ MOBHLIEHWTE CEPYMHH HHBA HA TIPOJIAKTHH, KOHTO ca
pesynTaT oT GIOKMpaInaTa AKTHBHOCT Ha PHCTIEPHAIOH CNipAMo AonaMuHoBHTe D2-penenrropu. OceeH ToBa
MPOYYBaHHATA C THKAHHM KyJITYPH NMOKA3BaT, Y€ PACTEXBT Ha KICTKMTE Ha paka Ha TbpAaTa NpH YOBEKa
BCPOATHO € CTHMYJIHDAH OT MpONaKTHH. PHCMEpHIOH HE € TepaToreHeH MpH IUTbXoBe M 3aiuu. IlpH
MPOYMBAHHA C PHCTICPHAOH Ha PENMpOAYKLMATA Ha 3afiud ca HaOMIONAaBaHH HeXeNaHH NEeKAPCTBEHH
peaxlHy BLPXY HaBHLMTE 33 CHBKYIUJICHHE Ha POAUTEIIHTE, TEIVIOTO NPH paXJaHe H MPEKHBAEMOCTTA HA
noToMcTBOTO. [IpH IUTBXOBE MHTpayTEPHHHATA EKCTIO3HLHA HAa PHUCNEPHIAOH CE€ CBbP3BA ¢ KOrHHMTHBHH
AeUUMTH B HampenHana Bb3pacT. JIpyrH aHTaroHHCTH HA JONAMHH, KOraTo ce JaBaT Ha GpeMeHHH
*HBOTHH, OKa3BaT OTPHLIATENEH €EKT BLPXY YYEHETO H JBHIATe/IHOTO PA3BHTHTE Ha NokoneHueto. [lpu
€[IHO MpOoYYBaHe 3a TOKCHYHOCT [IPH MJafH IUTbXOBE € HaONIONaBaHa MOBHIIEHA CMBPTHOCT MPH MalKMTE
u 3abaBAHe Ha ¢usnueckoTo MM paseurHe. [Ipy 40-ceaMHYHO NPOyYBaHE MPH MAANM KyueTa TNOJOBOTO
cu3psBale e Guno 3abapeno. Bra ocHosa Ha AUC pacTexxeT Ha IB/IrMTe KOCTU He € GHN 3acerHaT mpu
Ky4eTa MpH NpHIOKEHHE Ha 3,6 MBTH MO-BUCOKA OT MAKCHMAlHATA A03a OpH Xopa (1,5 mg/ nHeBHO);
AOKaTO e(eKTH BbPXY ALJIFHTE KOCTH H MONOBOTO CH3pABaHe ca Hab/IOQaBaHH NPH NPHIOKEHHE Ha 15
OBTH NO-BHCOKA OT MAKCHMAlTHATa J03a NpPH XOpa.

B cepus oT m3cneapaHHA pHCTIEpMIOH He IOKa3Ba FEHOTOKCHYHOCT. IlpH mepopanHu npoydsaHMs Ha
KaHLIepOreHHOCTTa Ha PUCTIEPHCH NPH IUTEXOBE H MHILKH ca HaO/MoJaBaHH yBe/THIEHHE HA aIeHOMMTE Ha
xunoguzara (MpH MULIKHK), HA 3J€HOMHTE Ha EHIOKPHHHHUS TIAHKpeac (MPH ILILXOBE) M HAa afieHOMMTE Ha
rPbAHKTE Xkne3n (M NpH ABaTa BHAa). Tesu TyMOpH Morat aa GbAAT CBLP3aHH ¢ YABILKEHHA AHTANOHH3BM
KBbM JOTIAMHHOBHTE D2-peLenTopH H ¢ XHMEPNPOIAKTHHEMHATA. 3HAYCHHETO HA TE3W HAXOAKH HA TYMOPH
NpH PH3a4H [0 OTHOIIEHHE HAa PHUCKA NPH XOpa € HEW3BECTHO. In Vitro W in vivo MOAEHHTE ¢ JKHBOTHH
MOKa3BaT, Y€ BHCOKHMTE J03H PHCMIEPHAOH MOTaT Aa NMpedH3BHKAT yobDkaBaHe Ha QT-unTepBana, KoeTo
TEOPeTHYHO ¢¢ CBbP3Ba ¢ MoBHLIEHHA pHck oT Torsade de Pointes npu nanueHTHTE,

6. PAPMAIIEBTHMHH JAHHH
6.1 ConceEK HA NOMOIHATE BeMIECTBA

ChbplLeBsHHa Ha TabneTkara

Jlakro3a MOHOXHApAT

LlapeBnuHO HALIECTE

Harpues naypun cyngar
MHukpoKpHCTaIHa LeMyo3a
XunpoMenosa

Cunuunes oHokcua, kononaeH, Gespoaex
Marnesnes creapar.

OHIMOBO NOKPHTHE
Xumpomenosa. Tutanos auokcua {E171). Iponunesrnuxon. Tajxk.

JlONbAHUATENTHH MOMOLIHK BELLECTBA!
Menopuacnep 1 mg: onagpaii 6sno: Turanos guokcua (E171)
Mepopucnep 2 mg: onanpai opatkeBo: oparxero xwtro (E110)




6.2 HechBMeCTEMOCTH

He e npunoxumo.

6.3 Cpok Ba roasocT

3 roauHu

6.4 CnenHAJIHH YCI0BHY HA CbXPRHEHHE

To3u IeKapCcTBEH NPOMYKT HE H3MCKBA HUKAKBY CMIELIHAIHH YCJIOBHA HA ChXPAHEHHE.
6.5 JanHH 33 OnaKoOBKATA

bnucrepuu onakosku (PVC/PE/PVDC amymusHif).

Meaoprcnep 1 mg: 6, 20, 30 TabneTku B KAPTOHEHA KYTHA

Menopucnep 2 mg: 20, 30 TaGneTkH B KApTOHEHA KyTHs

He BcHYKH BHIOBE ONAKOBKH Morat Ja 654at MycHaTH B npoaax6a.

6.6 CnennanHH NpeAna3EA MepKH NPH H3XBLpJAHe H paboTa

Hsama crienansm W3MCKBaHHA.

7. IPHTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

Medochemie Ltd., 1-10 Astronafton & Constantinoupoleos, 3505-Limassol, Kumep

8. HOMEP(A) HA PASPEHNIEHHETO 3A YIIOTPEBA

Menpopucoep 1 mg: Per. Ne: 20070088
Meazopucnep 2 mg: Per. No: 20070089

9. JATA HA IIBPBO PA3PEIIABAHE/ IIOJHOBSABAHE HA PA3PENIEHHETO
YIIOTPEBA

Jata Ha mepBo pazpewasane: 25 cenmremspu 2007 r.
Jlata Ha nocnenHo noanosasaxe: 27 wHH 2011 T,

10. TATA HA AKTYAJIM3UPAHE HA TEKCTA

02/2026
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