KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. MME HA JIEKAPCTBEHMS IIPOAYKT A0Y3 7

Konuepra 18 mg 1abnetku ¢ yabmkeno ocBoboxKIaBaHe
Concerta 18 mg prolonged release tablets

2. KAYECTBEH H KOJMHMYECTBEH ChCTAB

Enna tabnetka ¢ yanmxeHo ocBoboapane chaspxa 18 mg MeTundennmar xuapoxnopua
(methylphenidate hydrochloride).

IToMoOIIHK BELIECTBA C H3BECTHO BEACTBHE

Bcsaka Tabnetka ceabpxa 6,5 mg naxkrosa.

3a TBNHUA COHMCEHK HA MOMOIIHHTE BELLECTBA BHKTE TOUYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka ¢ yaskeHO 0cBOOOKAABAHE.

LoV 60y

13-01- 2026

Xunth TabneTky ¢ popMa Ha Kancyna, OT €AHaTa CTPaHa € OTIEYaTaHO ¢ YepHO MacTuio “alza 18”.

4. KJIHHHUYHHA JAHHH
4.1 TepaneBTHYHH MOKAIAHHA

PasctpoiicTBo ¢ aebHuMT Ha BHHMaHHeTo H xunepaktueHocT (PJABX)

Konuepra € nokasana KaTo 4acT OT IIAT0CTHA TEPANEBTHYHA IPOrpaMa 3a JIEYEHHE Ha Pa3CTPONCTBO C

nedHUHT Ha BHUMaHHETO M XunepakTueHocT (PIBX) npy meua Ha 6 M noBeye roAMHM K OpH
Bb3pPacTHH, KOraTo jieuebHUTE MEPKH CaMOCTOATEMHO ca C¢ OKA3ANY HENOCTAThYHH.

Jleuenuero TpadBa Na ce NpoBexKAa MOX HAGMIONEHHETO HA JeKap, CIEUHATUCT MO JIeYeHHe HA
PIBX, kaTo cHenHATHCT-NIEANATHP, NCHXHATHP - CHEHUAIHACT 0 JeYeHHe HA Jela H IOHOWH H

NCHXHATHP - COSUHATHCT MO JeHeHHE HA Bb3PACTHH.

Crienpanuy quarHoCTHIHN chobpakeuns npu P/IBX opu neua

Huarnosara Tpabsa na O6ue nocrapeHa cnopea HacToamuTe DSM-IV kputepun nnn MKB ykasauus
¥ TpsOpa Ja ce OCHOBaBa Ha LAIOCTHA AHAMHE3A M OLICHKA Ha mauueHTa, JXKenarenHo e notsspxaeHme

OT Tp€Ta CTpaHa H IHarHo3a HE MOXKE Ha CC IIOCTaBH MPH HAIHYHETO CaMO Ha €IHH HIIH NOBEYEe

CHMIITOMH.

Cneum]mqnaTa €THOJIOTHA Ha TO3H CHHAPOM HE € H3BECTHA M JIUIICBA CaMO €AHH AHATHOCTHYEH TECT.

l'IpaBunHaTa JHAarHO3a H3HCKBA H3MOI3BAHETO Ha MEAHLIIMHCKH H CIIEUHATIH3INPAaHH NCHXOIQLM

00pa3oBaTENHH H COLIHAIHK PECYPCH.

LlanocTHaTa TepaneBTHYHA NpoTrpamMa 00MKHOBEHO BK/IOYBA NCHXOI0rHYHY, 06pa
COLIMAJIHA MEPKH, KAKTO H (papMaKoTepanus, M MMa 3a 1ie Aa CTabHIH3Kpa CbeTod
NOBEACHYECKH CHHAPOM, XapaKTepH3Hpalll Ce ChbC CHMITOMH, KOHTO MOXE Aa BKJIH
aHAMHE3a 33 KPATKOTPaiHa KOHLEHTpPALKs, pa3ce HOCT, EMOIIHOHANHA JabunuocT,
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YMEPEHa 10 TEXKa XHIEPAKTHBHOCT, MHHHMA/IHH HEBPONOrnaHH Oenesu u abuopmua EEL.
Cnoco6HocTTa 33 yueHe MOXe [1a €, HO MOJKEe H JIa He € HapylleHa.

Jleuenneto ¢ MeTrndeHHAaT HE € MOKA3aHO NPH BCHUKH Acua ¢ PIBX u peennero 3a ynotpe6ara
Ha JIEKapCTBOTO TpsAOBa Ja ce OCHOBABA HA MHOTO 3aABJIGOYEHO HICAEABAHE HA TEXECTTA H
XPOHHYHOCTTA HA CHMITOMHTE Ha OETETO, JOKONKOTO Ca CBBP3aHH € BE3PAcTTa My.

IpaeunnoTo pasnpeneneHue Ha 06pa3oBaTelIHMA MATEPHAI € OT CHILECTBEHO 3HAYEHHE, 4
[CHXONOTHYECKaTa HaMeca € NPHHNKMIHO HeoOxoauma. Korato neueGuuTe Mepku ce okaxat
HENOCTaThYHH, PELICHHETO Aa Ce MPEANHMILE CTHMYMAHT TpAOGBa 2 ¢€ OCHOBAaBa HA TOYHA OLIEHKA Ha
TEKECTTA HA CHMITOMMTE Ha JeTeTo. MeTHndenunar suHaru Tpsa6Ba na ce npuiara o TO3H Ha4KH, B
CHOTBETCTBHE ¢ 0A00pPEHHTE MOKA3aHUA M CBITIACHO PHKOBOACTBATA 32 MPeAnKCBaHe/AHarHo3a.

Crneuyanny JHarHoCTHYHH cboOpaxenns npu PIBX npu Be3pacTaH

Huarnoszara TpabGea na 6bae nocrabena cnopen Hactosmmte DSM-IV kpurepun nnn MKB yxasauus
M TpAOBa Aa ce OCHOBABa Ha 111/10CTHAa AHAMHE3a M OLIEHKA Ha NALNeHTa.

CrieuxpHYHaTa ETHONOIHA HA TO3H CHHAPOM HE € H3BECTHA H JIMIICBA CAMO ¢IMH AHATHOCTHYEH TECT.
Beapactuure ¢ PIBX HMaT CHMOTOMH, KOHTO Ce XapaKTepPH3HpaT ¢ 6e3MoKOHCTRO, HEThPIIEHHE U
HeBHMMaHHne. HMa TeHeHIHA CHMITOMM KaTo XHIIEPAaKTHRHOCT [1a HAMANIABAT ¢ YBEIHYaBaHE Ha
BB3PacTTa, BEPOATHO IOPAJH ananTauus, HEBPOpPa3BUTHE M camoleveHne. CHMOTOMHUTE Ha
HEBHHMaHHE Ca IMO-H3Pa3eHH H HMAT N0-TOJIAMO Bb3AcHCTBHE BBPXy Bb3pacTHu ¢ PJIBX. Juaruosara
pH BB3PacTHHUTE TPAOBA Aa BKMIOYBA CHCTEMATHYEH PA3roBOp C MALMEHTA, 3a A ¢e ONpeaenaT
TekymmuTe cumMnToMi. Heobxonumo e Hannuune sa PJIBX B nerckata Bb3pact ¥ ToBa TpaGsa aa ce
ONpeie/IH PETPOCNEKTHBHO (OT MEAMLMHCKATA JOKYMEHTALMA Ha ALMEHTAa MK, aKO JIMIICBA TAKABa,
Ype3 NOAXOAAIIH H CHCTEMATH3IHPAHH MHCTPYMEHTH/pa3rosopH). JXenaTemHo ¢ NOTBEPXIEHHE OT
TpETa CTpaHa M JIEYEHHETO He Tpa0Ba Ja ce 3anouBa, Koraro NpoBepKaTa 3a cHMnToMuTe Ha PBJIX B
JETCTBOTO € HECHIYpHa. JlnarHo3sa He MoXe Jia ce MMOCTARH MPH HANHYHETO CaMO HA €IHH HIIH MOBeYe
cuMnTomMM. PemieHHeTo fa ce npeanuiie CTHMYAHT NPH Bb3pacTHH TPAOBaA Aa ce OCHOBABA HA TOYHA
OLIEHKA M THarHo3aTa TpAGBa a BKIOYRA YMEPEHO HAH TEXKKO QYHKUHOHAIHO yBpEXAAHE B Hail-
Manko 2 cdepd (HanpuMep COLHMANHO, aKaJEMHYHO H/WIH npodecHOHaNHO QYHKUHOHHpaAHE),
3aCATALIM HAKOIKO acNeKTa 0T XHBOTA HAa HHIMBH/A.

4.2 JI03HPOBKA H HAYHH HA NPUJIOKeHHe

Jleuennero TpAGBa Aa ce NpOBekIa MOa HAGNIOAEHHETO HA JIeKapP, CHEUMATIMCT MO JICUeHHe HA
PABX, kaTo cHeUHAIHCT-EAHATHP, ICHXHATHP - CHEUHATHCT N0 JIeYeHHE Ha AeNa H IOHOILH, H
NCHXHATLP - CHEUHAJHCT MO JeveHHe Ha Bb3PacTHH,

Ipernen (CKPHHUHI) NpEAH NIEHEHHETO

Bb3pacThH, HeneKyBahu nocera ¢ Konuepra u ako ce H31CKBA OT HAIIMOHANHATA IPAKTHKA, NPEXH
3aro4BaHe Ha JIEYCHUETO € HEOOX0AHMa KOHCYITALHA C KapJHOJIOT, 3a la Ce MPOBEPH JIMINCATa Ha
CBPACYHO-CHAOBH MPOTHBONOKA3aHHA.

Ipenu aa ce npexnviue IEKapcTBOTO, TPAbBa Xa ce M3BBPUIM OCHOBHO M3CJIENBAHE Ha CHCTOAHHUETO
HA ChPIEYHO-ChAOBaTa CHCTEMA Ha MAaLMEHTa, BKIIOYBALLO H3MEPBAHE Ha KPHBHOTO HANArAaHE U
CbhpAeYHHA PHTHM. B mbanaTa aHaMHe3a TpaGBa Aa ce cCHEMAT CHbIBTCTBALIMTE JICUEHHA, MUHAIH
HACTOSAILM TPHAPYXKABALIM METHUMHCKH TEAECHH M ICHXHYHU 3a0014BaHKA MIH CHMOTOMH, (haMHIHA
AHAMHE3A 34 BHE3AMHA CbPACYHA/HEODACHHMA CMBPT, PETHCTPHPAHE HA TOYHHA PBCT H TETNIO NPEaU
JIEYEHHETO B JHATpaMa Ha pacTexka (BK. Touky 4.3 u 4.4).

JwarorpaiiHo npocneagpade

PacTeXxbT, MCHXHYHOTO CHCTOSHHE H ChbCTOAHMETO Ha CHP/IEYHO-CHAOBATa CUCTEM
HENMpeKbCHATO Aa ce cnelat (Bx. Touka 4.4).




. KpbBHOTO Handraxe ¥ nynacsT TpabBsa fa ce perucTpUpar B ZMarpaMa npu BCAKa IPOMsHA Ha
7l03aTa ¥ Hal-Ma/IKO Ha BCEKHU 6 Mecelia ciel ToBa;

. PBCTBT, TErIOTO M aNETHTLT NpH AeLiaTa TpA6Ba Na ce PErHCTPHPAT HaM-MaKo Ha BCEKH
6 Mecella BBB BOJICHATA RHATPAaMa Ha PacTeka,

. Ternoto npu BB3pacTHHTE TPAOBa 1a Ce PETHCTPHUPA PENOBHO;

L Pa3sBHTHETO HA HOBH WIIH BJIOUIABAHETO HA CBUICCTBYBAIIH IMCHXWYIHH pa3crpoﬁcma Tpaﬁna Ja
€€ NpocncasBa NpH BCAKa MpoOMAHA Ha [103aTa H Hal-MaJIKko Ha BCeKH 6 Mecella ¢ciel TOBa H Ha
BCAKA BH3HTA.

[Tanmentute TpsbBa na ce NpocNEAABaT 3a PHCK OT OTKIOHSABaHE (HE3aKOHHO PaslpOCTPAaHEHHE),
Henpaeunta ynotpeba u 3noynotpeba c Metrndenuaar.

Turpupane Ha fo3aTa

Ho3ata TpAGBa BHMMATENHO Aa CE MOBHILABA B HAYAJIOTO HA JICYEHHETO C METH/IPEHMIAT.
IToBumapaHero (THTpUpaHeTO) TPAOBa fa 3aN0YHE OT BH3MOXKHO HaM-HUCKATa J03a.

Moxe aa ce npeasaraT ApYTH KOMHMYECTRA Ha aKTHBHOTO BEILECTBO B [0308a €IMHULA OT TO3H
TIEKapCTBEH MPOAYKT, KAKTO M APYTH NPOAYKTH, ChAbPXALIM METHI(PEHHAAT,

Ho3ata MOxe Aa ce MHAMBHAYyanu3Hpa ¢ nokayranud oT 18 mg. Kato usino kM kopekuys Ha J03aTa
MOXKe€ J1a ce NpHOArea Ha HHTEPBaJIK OT MPHOIH3UTENHO €JHA CEAMHMLIA.

Makcumannata auesna nosa Koxuepra e 54 mg npu geua.
Makcumannarta nueBHa go3a Koluepta € 72 mg npu Bb3pacTHH.

ﬂ,ompoalca

Heua

Aeya, nenexysanu doceza c memungperudam: KoHuepra Moxe fa He € MOKa3aHa IIPH BCHUKH JIENA ChC
cuuapom Ha PJIBX. Ilo-HuckuTe no3n METHIPEHUAAT B KPaTKOAEHCTBAILM JIEKaPCTRERH HOPMK
MOxe 12 ObIAT JOCTaTHYHH 3a ICYEHHE Ha JeLla, HENIeKYBaHH 1ocera ¢ MeTHAdennaar. 3a aa ce
HPEOTBPATAT H3NHUIIHO BUCOKH O34 METHII(QEHHAAT C¢ H3MCKBA BHUMATEIHO THTPHPAHE Ha HO3KTE
moJ HaGMOACHHETO Ha NeKyBalKA nexap. [IpenoprunTentaTa Havanua fo3a KoHuepra npu neua,
KOHMTO HE IPUEMAT B MOMEHTA METHIPECHHAAT HITH NMPH LA, KOHTO €a HA CTHMYJIAHTH, Pa3AHYHH OT
MeTrnpeHHAAT, € 18 mg BeAHBK AHEBHO,

BwapacTHn

Buv3pacmnu, neaexyeanu doceea ¢ menuigherudoam: KoHUepTa MOXKe J1a He € NOKA3aHa [PH BCHYKH
Bb3pacTHH ChC CHHAPOM Ha PIIBX. [lo-HuckuTe mo3u MeTundeHNaT B KpaTKoAeHCTBAIH
NEKapcTBEHH GOPMH MOXE Jia OBAAT IOCTATBYHH 3a NICUCHUE HA BB3PacTHH, HENEKYBaHH J0CCTa C
metundeHuzar. 3a ia ce OPeAOTBPATAT HANHILHO BUCOKH JO3M METHIPEHHIAT C& H3HCKBa
BHHMATEJIHO THTPHPAHE HA AO3HTE M0 HaOMIOAEHHETO Ha JeKyBaiHs nekap. [IpenopsunTenuara
HavyajHa A03a KoHuepTa npH Bb3pacTHH, KOUTO HE NPHEMAT B MOMEHTA METHI(GEHHAAT, WIH PH
BB3PaCTHH, KOUTO Ca HA CTHMYJIAHTH, Pas/IH4HH OT MeTHAdeHUAaT, e 18 mg BeAHbX AHEBHO.

Hozupare npu nayuenmu na rexenue c memungenuoam xom momenma: [Ipenopwunrennara go3a

HaCTOAIIHA PEXHM Ha AO3HPAHC ¥ KNHHHYHATa NIPELCHKA.




TABJIMLA 1
IIpenopBL4YATEAHOTO JO3HPaHE 32 TPeMHHABAHE OT JAPYIU PeKHMH HAa MeTHidernIaT
XHAPOXJOPHA, KOTATO Ca HAJIWYHH, KbM Koxuepra

IIpeanitHa ATHeBHA 1032 MeTHAGeHnAaT Xuapoxaopua | Ipenoprumtenna ao3a Konuepra
5 mg MeTHN(HEHUAAT TPH TBTH JHEBHO 18 mg BeaH®X AHEBHO
10 mg MeTHA(EHNIAT TPH IBTH AHEBHO 36 mg BeAHBK AHEBHO
15 mg MeThndeHNIaT TPH NBTH JHEBHO 54 mg BeAHBK JHCBHO
20 mg MeTHAQEHNIAT TPH NBTH JHEBHO 72 mg BeAHBX AHCBHO

AKO He ce HabmoaaBa nonoﬁpeﬂue CJIe] afCKBaTHO JO3HPAHE B [TPOARJDKCHHE HA €AHH MECEL,
NpHEMBT HA MCOHKaMCHTa 'I‘pﬂﬁBa Ja Onae CIp:#H,

Hwvazocpouna (nogeve om 12 meceya) ynompeba

BesonacHocTTa H edeKTHBHOCTTA Ha MpOABIDKMTENHATA yNoTpeda Ha MeTundeHuaaT He ca
CHCTEMAaTHYHO H3CNICABAHH B KOHTPONHPAHH NMpoyuBanus. JledeHneTo ¢ MeTHNdeHHaAT He TpabBa U
HE € 3aIb/DKHTENHO Ja € Heorpanu4eHo. [Ipy neua v IHOIM To OOMKHOBEHO MOKE Aa CE
NpeyCTaHOBH 110 BpeMe Ha nybeprera uiu cnex Hero. Jlekapsr, koHto u3bepe Aa npunara
MeTHIHEHHAAT 32 MPOABLKHTENHH IEPHOM OT BpeMme (noeede ot 12 Mecena) NpH NalMEHTH ¢
P/IBX, Tpabsa nepHonu4Ho Aa H3CIEABA ZArOCPOYHATA MON3a OT ACKAPCTBEHHS MPOAYKT 33 BCEKH
OTHENEH NAaUHEHT ¢ NpobHH nepuoay 6e3 NpuIoXKeHHe Ha MEKAPCTBOTO, 3a 13 oLeHH QyHKLMHTE Ha
nauueHTa 6e3 dapmakorepanus. [Ipenopsusa ce ynotpeGarta na MeTuadeHuaaT aa ce cnupa Haii-
MaJIkO BCAHBK TORHMILHO, 3@ 1a C€ OLIEHH ChCTOAHHETO Ha NaLHeHTa (IIpH ACUA 3a NpeanoYuTaHe 1o
BpeMe Ha yumInmHATe BakaHUuH). [Togobpennero moxe aa e HanMue, fopH Korato ynorpe6ara Ha
NEKapCTBEHHA MPOAYKT € BpEMEHHO HIIM OKOHYATETHO [IPEYCTaHOBEHA.

Hamanseane na dozama u npeycmanogagane Ha mepanuama

Jleuenuero TpsabBa na ce cripe, ako HAMa NoAOOPEH e HA CUMIITOMMTE Clef| ChOTBETHATA MPOMAHA Ha
1103aTa B paMKHTE Ha | mecel. B cayuaii Ha mapanokcanHO BNOIIABaHE HA CHMIITOMHTE HITH NOSABA Ha
OPYTH CEPHO3HH HEXeNaHH chOMTHA no3ata TpAGRa Ja ce HAMANH WK TEPATHATA 1A Ce MPEYCTAHOBM.
Creyuannu nonyrayuu

ITayuenmu e cmapuecka év3pacm

Metundenunar He Tpabra fa ce npuara Npy NaLKEHTH B cTapyecka Bb3pact. BezomacHocTTa ¥
€()eKTMBHOCTTA B Ta3M BE3DPAcTOBa IPyIa He ca ycTaHoBeHH. KoHuepTa He e npoyusana npu PJIBX
NpH MaUHEHTH HAA 65 FOOHHH.

Yepnodpobro yepeooane

Metundennnar He e npoyyBaH NpH NMALHEHTH ¢ YEPHOAPOOHO YBpeXaaHe.

Bvbpeuno vepexncoane

Metundennaar He € NpoyyBaH NPH NaLHEHTH ¢ GpOpPEUHO yBpexnane.

Heya nod 6 zodunu

Metundennnar He Tpa6Ba Aa ce Npunara npu Aeua noa 6 roauun. besonacHocTTa U
Ta3H Bb3PAcTOBA IPyNa He Ca YCTaHOBEHH.




Hauwu Ha npuaoxeHHe

KonuepTa € 3a nepopanHo npunoxeHHe BEAHEXK JHEBHO CYTPHH.

Konuepra Moxxe na ce npunara cxe 1 6e3 xpaHa (Bx. Touka 5.2).

Kowunepra Tpabea fa ce nornsiua Usna ¢ MOMOLUTA Ha TEYHOCT, He TpAGBa Aa ce AbBYE, pa3ac/s KM
uynH (Bx. TouKa 4.4).

4.3 IMpornBonoxaszanus

® CBpBX4yBCTBHTEHOCT KbM MCTHI(EHHAAT HIIH HAKOE OT IIOMOILHHUTE BEIIECTBA, H3OPOEHH B
TOuKa 6.1.

. I'nayxoma

. deoxpomouTOM

. ITo Bpeme Ha nedeHHE C HECENEKTHBHH HEOOPATHMH HHXHOHTOPH Ha MOHOaMHHOOKCHIa3aTa

(MAO) unn B cpok ot Hali-manko 14 AHE cnes NpeycTaHOBABaHE Ha TEPANKATA C TE3H
JIeKapcTBa [OpajgH PHCK OT XHIEPTOHHYHA KpH3a {BXK. To4ka 4.5)

. XHUNepTUpeouIU3bM KM THPEOTOKCHKO3a

* Huar€o3a nnu aHaMHE3a 3a TEXKA JENPecHs, aHOPEKCHS HEPBO3a/XPaHHTENHH Pa3CTPOICTEa,
CKJIOHHOCT KbM CaMOYOHICTBO, ICHXOTHYHH CHMITTOMH, TEXKH pa3cTpoiicTBa Ha
HacTPOEHHETO, MaHU, IH30(PEHHS, TICHXONATHA/ TPAaHHYHO THYHOCTHO PA3CTPOHCTEO

° Jnart#osa Wiy aHaMHe3a 3a TeXKO M ennsoandHo (Tum [) 6unonapro adekTHBHO pascTpoiicTBO
(xoeto He e nobpe KOHTpONKMpPaHO)

. [IpepuiecTBamy chbpAeYHO-ChAOBH 3a00/ABAHMA, BKIIOUBAIIH TEXKKA XHIIEPTOHHA, ChPACYHA
HEROCTATHLYHOCT, ApTEPHANHO OKJIY3HBHO 3a00NMABaHE, aHFHHA, XeMOIHHAMHYHO 3HaYHMa
BPOJEHa ChPACYHA HEAOCTATLYHOCT, KAPAHOMHONATHH, MHOKapJeH HHDAPKT, NOTEHIHATHO
KHBOTO3aCTpalllaBalll ApDHTMHH, KaKTO H KaHAJIONAaTHH (HApYLUEHHS, NPeAN3BHKAHH OT
JuchYHKUMS HA HOHHHTE KaHAIH)

L] Hpe.nmecmaum MO3BYHO-CBAOBH SaGOHﬂBaHHH, uepeﬁpanﬂa aHEBpH3Ma, CbAOBH aHOMAJHH,
BKJIOYHTC/IHO BACKYJIIHT HNH HHCYIIT.

4.4 Criennanuu npeaynpekacHHs H Npeana3HH MePKH NpH ynorpeda

Jleuennero ¢ MeTHNEHHAT He € MOKA3aHO NPH BCHYKH nanneHTH ¢ PABX o pemenuero 3a
yrnoTpebaTa Ha JieKapcTBOTO Tpsa0Ba Aa ce OCHOBaBa Ha MHOTO 33ABJA00YEHO H3C/AEABaHE HA CTEMEHTA
1 XpoHndHLMpaHe Ha CHMITOMHTE Ha naukeHTa. Koraro ce obmucis neuenne Ha nena, OlIEHKaTa Ha
TEKECTTa M XPOHH(PHLIMPAHE HAa CHMIITOMHUTE Ha JeTeTo TpabBa a GbAAT CBLP3aHM ¢ BB3PacTTIa My
(6-18 roauuwn).

Jwnrocpouna ynorpeba (nopeye or 12 mMecena)

Be3onacHoCTTa M eeKTHBHOCTTA Ha MPOABIDKUTENHATA ynoTpeda Ha MeTHIDCHUAAT He ca

CHCTEMATHYHO H3CJICABAHH B KOHTPOJIHpaHH npoyusaHus. JleyeHneTo ¢ MeTHIpeHHAAT He Tpsfs
HE € 3aABIDKHTENIHO Aa € HeorpaHuyeHo. IIpu rena v IOHOWH TO 0OHKHOBEHO MOXE Ia Ce
[PEYCTAHOBH MO BpeMe Ha NyGepTeTa uau cnen Hero. [lauMeHTHTE Ha MPOABIKKUTENHA
Haz 12 meceua) Tpsa0Ba Aa 6bAaT 00EKT HA BHHMATENHO ABATOTPAHHO MPOCIEIABAHE B
C HAaCOKHTE, JaleHH B TOUKH 4.2 1 4.4 ¢ ornen Ha CHCTOAHHETO HA CHPIAEYHO-ChIOBATS
pacTexa (nena), TerjuoTo, aneTHTa, PELIHAHBHPAHETO HIIH BAOLIABAHETO HA MUHAIH TIC
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BB30YAICHOCT, TPEBOXKHOCT, IEMPECHH, NICHX03a, MAHHA, HIKO3HH, Pa3APasHUTENHOCT, JIMICA HA
CIMIOHTAHHOCT, 3aTBOPEHOCT H NPEKOMEpPHa NepCeBepaLivs.

JlekapuTe, KOMTO peLIaT Aa NpHIaraT MeTHI(EHHAAT 32 NPOABIDKUTENHH MEPUOIHM OT BpeMe (roBeye
ot 12 meceua), TpabBa nepHONHUHO Aa H3CIEABAT ABJINOCPOHHATA MM0/132 OT JICKAPCTBOTO 3a BCEKH
OTJENEH MIALIHEHT C NPoOHN NepHoRH 63 NPHIIOKCHHE Ha IEKapCTBEHNUS IPOAYKT, 3a 12 OLEHAT
¢yHxuunTe Ha manuenTa 6e3 gapmakorepanus. [Ipenoprusa ce ynorpeGara Ha MeTHI(QEHHAAT Ka ce
CNHpa Haif-MaNnKo BEAHEX FOAHIIHO, 33 11 C¢ OLIEHH ChCTOAHMETO Ha NanueHTa (NpH Aeua 3a
NPeANOYNTAHE 0 BpEME Ha YYHIMIIHKUTE BakaHUHH). [TonobGpennero moxe Aa € HanMuUE, AOPH KOIraTo
ynorpebara Ha NEKAPCTBEHHA NPOAYKT € BPEMEHHO MIIH OKOHYATEITHO MPeyCTaHOBEHa.

Ynoorpeba MpH DaUMeHTH B CTAPYECKA Bb3DAacT

Merundenunar e TpAGBa Aa ce NpHaara NpM NaUMeHTH B CTapuecKa Bb3pacT. BesonacHocTTa H
edexTHBHOCTTa B Ta3H BH3PAcTOBa IPyna He ca ycTaHoBeHH. KoHuepra He e npoyusana npu PBX
NpH DaLKEHTH Hax 65 roauHm.

Ynortpe6a npu xeta noa 6 roAMHU

MetungennaaT He Tpa6Ba Na ce npuiara npu geua noA 6 roavHH, NOPa/JH JIMNCATa Ha JAHHH 33
6ezomacHocTTa M ePeKTHBHOCTTA B Ta3H BB3PACTOBA IPyNa.

CacTogHME Ha CBPACYHO-CBIOBATA CHCTEME

3a mauMEHTHTE, Ha KOMTO MPEACTOM JIEYEHHE ChC CTHMYJIHPAILH JIEKAPCTBA, ¢ HeobXoAnMa
BHHMATe/IHA aHaMHe3a (BKTIOYHTENHO M Npoy4BaHe 3a ¢paMuIHA aHaMHE3a 32 BHE3AMHA ChPAEYHA HIH
HEOOACHMMA CMBPT HJIH 3/I0KaY€CTBEHA apUTMHA) M QHIHKANCH Mpernen, 3a Aa Ce YCTAHOBH
EBEHTYAIHO HAJIHYHE Ha ChbpAcuHO 3abonaBaHe, 1 Te TpAGBA Aa NPEMUHAT AOITEIHUTEIHH
H3CNEABAHUA [IPH CHELMATHCT KApAKOJIOT, B C/ydail Ye MbPBOHAYANIHUTE PE3yNTAaTH MPEANONaraT
HAMHYHETO Ha NOAOOHA aHaMHe3a Wi 3abonsaBaHe. [TaunenTuTe, pa3sBUIKH CHMITOMH KaTo
nannurauuy, 60NKH B rpANTE NPH (H3UYECKO HATOBapBaHe, HEOBACHHM CHHKOII, IMCIIHES HITH
APYTH CUMIITOMH, MPEANOAarally ChpAeHHO 3a00MABaHE 110 BPEME HA JIEYEHHETO C METHN(EHHAAT,
Tpabea He3a0aBHO Na MPEMHUHAT H3C/IEBAHHUS [IPH CHELIHANKCT KapAHOJIOT,

AHaJIM3HTE HA JaHHH OT KIMHMYHH NPOYYBaHHA HAa METHN(EHNIAT IPH AcuA U 1oHoIK ¢ PIBX
IOKa3BaT YECTH CI1y4aM Ha IPOMEHH B JHACTONHOTO H CHCTONMHOTO KPBBHO HAJIATAHE HA NALMEHTH,
npHeMaili Metundenuaar, ¢ nopeye ot 10 mmHg B cpaBHEHHE ¢ KOHTPONHKTE IALMEHTH.
IMoBMIEHHA Ha CTOHHOCTHTE HAa AMACTOIHOTO M CHCTONHOTO KPBBHO HaJlAraHe ca HaGliofaBaHu U B
O@HHHTE OT KIMHHYHUTE M3NMTBAHMS NIPH Bb3pacTHHU nauneHtH ¢ PIBX. KpaTkocpoyHHTe u
ABNTOCPOYHHTE KIHHUYHK MOCAEANLIH OT Te3H eEeKTH BEPXY ChPICYHO-CBHI0BATA CHCTEMA NPH Aela
H IOHOILM He ca u3BeCcTHH. He Moxke na ce n3kmoun Bb3MOXXHOCTTA OT I0SABATA HA KAMHHYHH
YCIOXHEHHA NPEABKMA ePEKTHTE, HabmioJaBaHN B AAHHUTE OT KNMHWYHHTE POYYBaHUs 0COGEHO B
CITy4aH, KOraTo JIEYCHHETO 110 BPEME HA IETCTBO/IOHOMIECTRBO € MPOAB/DKHIIO U B 3psia Bb3PacT.
Tpsfsa 1a ce noaxoxkaa c MOBUINEHO BHHMAHHWE NPH JIeYeHHETO HA MANHEHTH, YHETO
TLPBOHAYATHO YCTAHOBEHO 3PABOCNIOBHO ChCTOAHHE MOXe Aa Obae N3105KeH0 Ha PHCK T
MOBHIIABAHETO HA KPHLEHOTO HANATAHE HJIH YUeCTRBAHETO HA ChPACYHHA PHTHM. Bikre
TOUKa 4.3 32 YCIOBHA, IPH KOUTO JIEYEHHETO ¢ METHA(EHHAAT € NPOTHBONOKA3aHO.

CBCTOAHMETO HA CHPAEYHO-CHI0BATA CHCTeMA TPAGBA BHUMATENHO Aa ce ciead. KpbeHoOTO
HaNAraHe K NyJIchT TPAGBA Ba ce PerHCTPHPAT B AHATPAMA NPH BCAKA NPOMAHA HA Ao3aTa u
Haif-MaJIKo Ha BeeKH 6 Mecela ciiell TOBa.

MeTtaadenunar Tpaépa aa 0bde NpeycTAHOBEH NPH NAIHEHTH HA JIEUEHHe ¢
TAXHKAPAHA, APATMHA HIH NOBHIIEHO CHCTOJIHO KPbBHO Hanarane (>95-TH ffed
TpadBa Aa ce 0OMHCIN HaCOMBAHE KBM KapAHOOT.




Ynotpebara Ha METHAGEHNIAT € MPOTHBOMOKA3AHA [IPH AHAMHE3A 33 HAKOH ChPASYHO-ChAOBH
sabonsBanusa, OCBEH AKO He Ce BleMe NPenopbKa 0T CHeMHAIHCT M0 KAPAHOJOrHS (BK.
Touka 4.3).

Brezanna cuypm u Munaiu cmpykmypru CopOEUHY QHOMARUY WIYU OPY2U CepUoIHU CoPICHHY
HapyuieHus

Cpo6masa ce 3a BHE3aNHA CMBPT, CBLP3aHa ¢ ynoTpebaTa Ha CTHMY/IAHTH HA LIEHTPaNHaTa HEpPBHa
CHCTEMa B 00MYaiHM 03K NPH MAUMEHTH, HAKOH OT KOHTO €a ChC CTPYKTYPHH ChPACYHH aHOMATHH
HJIH IPYTH CEPHO3HM Npobnemu Ha cbpreTo. Bunpeku ye HAKOH CepHO3HHM ChpASHHH NpobaeMH Moxe
camu 1o cebe cu 1a NpeCTaB/ABAT NOBHIEH PHCK OT BHE3AIHA CMBPT, YIIOTpe6aTa Ha CTHMYMpALIH
NPOJYKTH HE Ce NPENopb4Ba IIPH MALMEHTH ¢ YCTAHOBEHH CTPYKTYPHH CHPACYHM aHOMAaNHH,
KapAMOMMOMATHS, TEKKH HAPYILICHHs HA CHPACYHHA PUTBM HWIK OPYTH CEPHO3HH ChPACHHH
npo6eMH, KOHTO MOJKE Ja TH IOCTaBH B T0JI0KEHHE Ha MOBHLUEHA YI3BHMOCT KbM
CHMITATOMHUMETHYHHTE ePeKTH Ha CTUMYNIHPALIOTO JEKapCTBO.

Boapactan

Cnobmenn ca BHE3AMHH CMBPTHH CIyYaH, HHCYIT H HHOAPKT Ha MHOKAapAa OpH Bb3PacTHH,
[pHEMALIK CTHMYHPAIUH JIEKApCTBa B 00HYaiinn nosu 3a PIIBX. Bunpeku ye ponsta Ha
CTHMYRAHTHUTE B TE3Y Cy4aH Ha Bb3PaCTHH € HEM3BECTHA, BB3PACTHHTE MMAT MO-T'OJIIMa BEPOATHOCT
OT flelaTa Aa MMAT CEPHO3HH CTPYKTYPHH ChPJAECYHH aHOMANHH, KapAHOMHOMATHSA, CEPHO3HH
AHOMAJIMH HA CBPOCYHHA PUTHM, KOPOHApHA apTepHania GonecT HAH APYry CEPHO3HK ChPACUHH
npobneMu. Be3pacTHH ¢ TakinBa aHOMANHH CHILO KAaTO L0 He TPAGBA Aa Ce IeKyBaT Che
CTHMYJHpAILH JIEKapCTRa.

Henpagunna ynompeba u cvpoeuHo-cv008u peaxijuu

Henpapunnarta ynorpe6a Ha CTHMYNaHTHTE Ha HEHTPaIHATa HEPBHA CHCTEMa MOJKE J1a JIOBEJAT A0
BHE3aITHa CMBPT M PYTH TEXKH ChPACUHO-CHAOBH HEXENAHH PEAKLIHH.

MozrwuHocsn08H 3aGonapaHns

3a MO3BYHOCBIOBHTE CHCTOAHMA, MPH KOMTO JIEYEHHETO ¢ METHI(EHUAT € MPOTHBONIOKA3aHO, BHIKTE
To4ka 4.3. ITauMeHTHTE ¢ IOMBAHUTEAHY PHCKOBH (PAKTOPH (KaTO aHAMHE3A 33 ChPACYHO-CHAOBO
3a00/19BaHE WM CBITBTCTBAILH JIEYSHHUS, MOBHIIABAIIY KPBBHOTO HansAraHe) TpAbBa Ha BCAKA BH3HTA
CIIEA 3aMOYBAHE HA JICYCHHETO ¢ METHA(EHHIAT 1a TPEMHHABAT MpPEIJIc] 32 HEBPOJIOTHYHHA TIPH3HALH
H CHMIITOMH.

[lepebpanHuAT BaCKy/IHT € MHOTO PAAKO CPELaHA HAMOCKHKPATHYHA PEAKLIHA KbM H3NIaraHeTo Ha
METHIQeHHAAT. ChIueCTBYBAT MANIKO IOKA3aTENCTRA 32 TOBA, Y€ NALMEHTHTE C MOBHIIEH PHCK MOTaT
Aa ObAAt pasno3HaTH M IbPBATa MPOABA HA CHMOTOMHTE MOXeE Ja GbAC [ILPBUAT MPH3HAK 3a
CBIUECTBEH KIMHHYEH npobneM. PanHaTa auarHosa, nocrasena Ha 6a3ata Ha BHCOKA CTENEH Ha
APEANONI0KCHHE, MOXE Ad TO3BOJIM HABPEMEHHOTO NMPEYCTAHOBABAHE HA TEPANUATA ¢ METHIDEHUAAT
1 paHHo JieyeHHe. 3aToBa TpAOBA Ja c¢ AMArHOCTHLMPA BCEKH MALHEHT, Pa3BUII HOBH HEBPONIOTHYHH
CHMOTOMH, KOMTO OTrOBapAT Ha nepedpanHa HCXEMHA 10 BpeMe Ha TepanuaTa ¢ Metundenuaar. Tesu
CHMITOMH MOX€E Aa BKJIIOYBAT TEXKKO r1aBobosxe, CKOBAHOCT, OTIAJHANIOCT, MAPaiu3a U HAPYLIEHHE
Ha KOODAHHALMATA, 3pEHHETO, FOBOPA, €3HKA HIIH MaMEeTTA.

Jleuenuero ¢ meTHndeHMIAT HE € NPOTHBOIOKA3AHO NPH NALMEHTH C XEMHUIVIErHYHA uepebpanna
napesa.

Tlcuxuunm pascTpoiicTBa




Touka 4.2). B ciry4aii Ha nosABa Ha NCHXHMYHH CUMIOTOMM HITH BIOILABAHE Ha MHHAIH MCHXHYHH
pa3cTpoiicTea He TpsbBa Oa ce npuaara MeTHI(EeHHAAT, OCBEH aKO ITOJI3HTE HE Ca MO-TONEMH OT
PHCKOBETE 3a MALMEeHTa.

IIpn Bcaka npoMaHA Ha A03aTa TPA6BA Aa ce CJIe[H 3a NOABA HA HOBH WJIM BJIOMIABAHE HA
MHHAJIH MCHXHYHH PA3CTPOHCTBA, 4 ¢J1e]l TOBA Hal-MadK0 HA BCeKH 6 Mecela H Ha BeAKa
BH3MTA. MoXe 1a € yMECTHO Aa ce NPeyCcTAHOBH TepanuaTa,

3acunsane Ha MUHANY NCUXOMUYHY WIH MAHULHY CUMPMOMU

[Ipunoxennero Ha MeTHNHEHNAAT NPH MCHXOTHYHM MALHEHTH MOXE [1a 3aCH/IM CHMIITOMHTE Ha
MOBEJIEHYECKO CMYILIEHHE i MHCIIOBHO Pa3CTPOMCTRO.

ITonsa na nosu RCUXOMUNHU WU MAHULIHU CUMRINOMU

B13HHKHAIMTE N0 BPEME Ha JICYECHHE NMCHXOTHYHH CHMOTOMH (3pHTEITHH/ OCe3aTeHI/CIyX0BY
XATICLMHALMH M HIIIO3HMH) MITH MaHH NpH nanvenTy 6e3 MHHasa aHaMHe3a 32 NCHXOTHYHU
3a00NABAHMA HIM MAHHA MOXE Aa Ca NPHYHHEHHM OT METHN(GEHHAAT B o6Myaitnu no3u (Bxk. Touka 4.8).
B cnyyaii Ha noABa Ha MAHHHHY MK ICHXOTHYHH CHMIITOMH TPAGBA 13 C€ 0TUETE BE3MOXKHATA
MPHYHHHA POMIA HA METHIMEHHAAT H MOXE A € YMECTHO JICYCHHMETO A CE MPEYCTAHOBH,

Azpecugno uru epadicoebno nosedenue

JIe4yeHHETO CHC CTHMYJIAHTH MOKE 13 IPHYHHY I10ABA HIIH 3aCHITBAHE HA [IPOABMTE HA arpecHs MIIH
BpaxcAeGHOCT. 3a MPOABH Ha arpechs ce chobLIABA NIPH NALHEHTH, IEKYBaHH ¢ METHI(EHHIAT (BXK.
Touka 4.8). [lauventure, nexyBanu ¢ MeTHI(peHUAAT, TpAOBa BHHMATENHO A4 CE CIEAAT 3a N0ABA /U
3aCHJ/IBAHE Ha NPOABHTE Ha arpeCHBHO MOBENCHHE HIH BPaXAeOHOCT B HAYAJIOTO HA JICHCHHETO, NMPH
BCsIKa NPOMsHA Ha [103aTa, CIIE] KOETO Haii-MaJIKo Ha BCCKH 6 Mecelia M Ha BCAKa BH3MTA, Jlekapure
TpAOBa [a NMPCLCHABAT HYX/IATA OT NPOMAHA HAa PEXKHUMA HA NIEYEHHE TIPH MALKCHTH C TIPOMAHA B
NOBEACHHUETO HMARKH NPEABHI, Y€ MOXKE Ja € YMECTHO NOBHILIABAHE HIIH HaMaNsBaHe Ha A03aTa.
Moske na ce 06MHCIHM NpekpaTABaHe Ha IEYEHHETO,

Craornnocm xvm camoybuiicmeo

IManyeHTHTE, NOKA3BAIIY CYMUMAHH HACALMH HIH NOBEACHHE 110 BPEME Ha NeueHneTo 3a PIIBX,
Tp0Ba He3abaBHO Aa GBAAT NpernelaHl OT CBOA Nekap. TpaOea fa ce 0TYETE BIOMIABAHETO HA
TbPBOHAYAIHO YCTAHOBCHOTO IICHXHYHO CHCTOSHHE H HA BEPOATHATA MPUYHWHHA POJIA HA JIEYEHHETO C
meTundenmnaar. Moxe fa ce HanoXH JIEYEHHE Ha TbPBOHAYANIHOTO NCHXUYHO 3ab0nsBaHe U TpaGBa
Ja ce 006chAH BL3MOXHO NPEYCTAHOBABAHE Ha TEpaluaTa ¢ MeTHa(eHHAAT.

Tuxose

EdexTsT Ha MeTHI(ERNAT € CBLP3aH ¢ MOABATA HIH BAOLIABAHETO HA ABHUTATENHH M BepOaIHH
TKOBE. Cho6llaBa ce ChIO M 33 CIyYaH Ha BAOLIAaBaHe HA cuHApoMa Ha Type (Bx. Touka 4.8).
Tpabsa aa ce mpoyuu gaMuIHaTa aHAMHE3a H JICYEHHETO ¢ MeTHI(eHHaaT TpsabBa aa e
NpEeAIEeCTBAHO OT KIHHHYEH MpPErie]] 3a THKOBE MM ciHapoM Ha Type. [Taunenture Tpabea peaosro
A2 ce NpPOCeABaT 33 M0ABa HIIH BAOLIABAHE HA THKOBETE MO BPEME HAa JIEUCHHETO C MECTHN(EHMIAT.
ITaunenTHTe TPAOBA Na ce MPOC/IEAABAT NPH BCAKA MPOMAHA HA J034Ta, CJIe] KOeTO HAl-MaJKo
Ha BCeKH § Mecella HAH Ha BCAKA BH3HTA.

Tpesooicnocm, ew3byoenocm wnu HanpezrHamocm

IIpu nauveHTH, NEKyBaHH ¢ METHIPEHUAAT C€ ChOOLIABAT NPOSBH Ha TPEBOXKHOCT, BB3{
HanpernaTocT (Bx. Touka 4.8). EdexTeT Ha MeTundeHNIaT € CBBP3aH CBUIO ¢ BOIIAB]
MHMHAJIM NIPOSBH Ha TPEBOXKHOCT, Bb30YAEHOCT HIIH HanperHatoct. TpeBokHOCTTA BOJ,
Ha JICYCHHETO ¢ METUI(EHHAAT NPy HAKOH NMalueHTH. YnoTpebarta Ha MeTHNpCHUAAT |
MpeAecTBaHa OT KIIHHHYHA OLIEHKA Ha TPEBOKHOCTTA, Bb30YAeHOCTTa HIIM HAaNPEerHaT
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NAHHCHTHTE 'I'pHGBa PeaOBHO Aa Ce MPOC/ICARBAT 34 ITOABA H/H BAOIUNABAHE HA TE3H CHMIOTOMH IO
BpeMe Ha JI€YeHHETO, IIPH BCAKA NPOMAHA Ha 103aTa, Clieq KOETO Haii-MaNnKo Ha BceKkH 6 Mecena
HJ/IH HA BCAKAa BH3IHTA.

Dopsu Ha BUROAAPHO PA3CHIPOICMBO

[Ipu ynotpebarta Ha MeTundenmnaar 3a neyenre Ha PIIBX npu nauveHTH ¢ napaieaHo GHIONIpHO
PasCTPOICTBO (BKJIIOYMTENHO M HENEKYBAHO SHIONAPHO pascTpoiicTeo TuM | wu apyrd dopmu Ha
OunonApHO pa3scTpoHcTBO) TpAbBa Aa ce MoaXokaa ¢ 0co0EHO BHUMAHKE, Thil KaTo € BE3MOXKHO TOBa
Jia IpeaM3BUKa NOSABATa Ha CMECCHW/MaHMIAHH enu3ony y Tax. [Ipeau aa 3ano4Har jieuenue ¢
METHI(EHIAAT, MALMEHTHTE CBC CBITBTCTBAILUM AENPECHBHH CHMITOMH TPAOBA A2 IPEMUHAT TIpernen,
3a J1a ce YCTaHOBH [IAJTH ¢a H3NOXKEHH Ha pHcK oT GunonsapHo pasctpoiictso. [IperneasT Tpabea na
BKJII0YBa MMOZIpo6Ha aHAMHE3a Ha NCHXOTHYHATE 3a00/1ABaHHA, BKIIIOYHTENHO M (aMHIIHA aHAMHE3A 33
Cny4yan Ha camoyOuicTBo, GMIOASpHO pa3cTpoiicTRO KM aenpecks. Hempexbenaroro aAnaroTpaiino
NpPOC/IeAABAHE € OT ChbUIECTBEHO 3HAYeHHEe NPH Te3H NANHEHTH (BX. ,JICHXHYHH pa3cTpoiicTBa”
no-rope u To4Ka 4.2). IlanuenTnTe TPAOBa Aa ce Mpoc/IeAABAT 32 CUMITOMH PH BCAKA
NPOMIHA HA 03aT4a, /el KOeTo HAH-MaJIKo Ha BCeKH 6 Mecela H HA BCAKA BH3HTA.

Pactex

IIpu npoxsmxuTenHa ynotpeba Ha METHIGEHNIAT NPH Aeua ce choblaBa 3a yMEPEHO MOHKKABAHE B
HaJUIaBaHETO Ha Terso u 3abaBane Ha pacTexa. Crobimaga ce 32 HAMaNgBaHe Ha TETOTO MPH JIEYEHHE
Ha BB3pacTHH ¢ MeTHA(EHHIAT (BXK. ToUKa 4.8).

EQ)CKTHTC Ha METHJIQJGHH.I[aT BBPXY BHCOYHHATA H TETJIOTO BCE QLUEC HE €3 H3BCCTHH M C& H3y4aBarT.

Ilo Bpeme Ha NeyeHHeTO ¢ MeTHAGEHHAAT TPSAOBA Aa Ce CJIeAN PACTEKbT HA MANHEHTHTE.
PLCTBT, TEMVI0TO H ANETHTBLT TPAGEA Na ce PErHCTPUPAT Hal-MaNKo HA BCeKH 6 Mecela B
AHArpamMa Ha pacrexa. [lannenture, YHHTO TEMIO HIH PBCT HE C€ MOKAYBAT CHIMIACHO 0YAKBAHUATA,
MOJXE 12 C€ HaJIOKH Na npeycraHosar neyenuero. [Ipu pp3pacTHuTe Ternoro Tpadea na ce
IpocneaAaBa pEAoOBHO.

punagsun

Metundennaat TpadBa Aa ce npuaara C MOBHIEHO BHUMAaHHE MPH MAlLHEHTH ¢ eNWIencHus.
MeTtundennaaT Moxe 1a MOHHXH KOHBY/ICHBHHS NPAr NPH MauHeHTH C aHAMHE3A 33 IIPHIATBLMY,
nauxcHtn ¢ muHana EEI oTknonenus npu 0TCHCTBHME HA NPUNAABLY N B PEAKH CIIyYau [pH
nauneHTH 6€3 aHamHesa 3a rbpuose u 6e3 EET oTiioHeHHA. AKO YeCTOTaTa Ha NPUNANBLKTE ce
YBENHYH WM C€ MOABAT HOBHM NPHNAAbLH, TEPAMNKATA C METHIDEHUAAT TPAGEa Ha CE MPEYCTAHOBH.

Ilpuanu3sm

Hma cho0ueHHs 32 MPORbIKHTENHH K GONE3HEHH EPEKITHM, CBBP3aHH C IPHCM Ha MPOMYKTH,
ChABPXKALIHM METHAGEHHAT, IPEMMHO BB BPB3Ka C MPOMAHA HAa CXE€MaTa Ha IEYCHHE C
meTHiadenuaat. [TalMeHTH, NpH KOMTO Ce NOABAT HeoOUYaiHO NPOAB/IKHTENIHM HAH YECTH H
GonesHeHH epeKLHH, TPAGBa Aa MOTHPCAT He3a0aBHO MEAHIMHCKA MOMOIL.

Ynorpeba chC CEPOTOHHHEPTHYHH NEKAPCTBEHH MPOAYKTH

CepoTOHHHOB CHHAPOM ¢ ¢hobInaBaH cnen eAHOBpeMeHHa ynoTpeba Ha MeTHIGeHUAAT U
CEPOTOHHHEPTHYHH NEKAPCTBEHH NPOJYKTH. AKO CIHOBpEMEHHaTa ynoTpeba Ha MeTHI(C)
CCPOTOHHHEPTHYCH JEKAPCTBEH MTPOAYKT € ONpaBhaHa, Obp30TO pa3NO3HABAHE HA CHMITH
CEPOTOHHHOB CHHIPOM € Ba)KHO. Te3n CHMNTOMH MOTAT Jja BKJIOMBAT NPOMEHH B 1ICH
CbCTOAHME (Hanp. B30y /a, XaNoLHHALMK, KOMa), ARTOHOMHA HecTabHiIHOCT (Hamp.
nabMIHO KPBBHO HANAraHe, XMIIEPTEPMHA), HEPBHO-MYCKYJIHH aHOMAaNHH (Hanp. Xumnd
HEKOOPAMHKPAHOCT, CKOBAHOCT) M/WIH CTOMALUIHO-YPEBHH CHMIITOMY (Hanp. rajieHe,




auapus). [pu chbMHEHHE 33 CEPOTOHMHOB CHHAPOM NpHEMa Ha MeTHidennaar Tpabsa na 6bae
NPEYCTaHOBEH Bb3MOXKHO HaH-CKOpO.

3noynorpeba, HenpasuaHa ynorpeba ¥ OTKIOHEHHE

[TauuenTtuTe TpAGBA Aa ce MpOCNEAABAT BHUMATEIHO 33 PHCK OT OTKJIOHABaHE (HE3aKOHHO
pasnpocTpaHeHHeE), HelpaBHiHa ynotpeba u 3noynorpeda ¢ MeTundeHHIAT.

Metundennnar tpabea na ce ynmotpebasa c BHHMAHHE NMPH NAUHEHTH ¢ HAPKOTHYHA HMITH ANKOX0JTHA
3aBHCHMOCT MOPAajAH PHCK OT 3NoynoTpeda, HenpasriHa yrnorpeba H OTKIOHEHHA,

XpoHHUYHaTa 3710ynoTpeba ¢ MeTrideHHIaT MoXe Aa JoBeAe IO U3pa3eHa MOHOCKMOCT H IICHXHYecKa
3aBHCHMOCT C pas/IMYHH CTENCHH Ha aOHOPMHO NoBelcHHe. Br3MokHa € mogsaTa Ha ABHH
MCHXOTHYHH eNnu30aH 0coOEHO B Pe3yATaT Ha IIapeHTepaliHa 3Moynotpeba.

ITpn B3eMaHeTO Ha pelueHHe 3a kypca Ha neueHne Ha P/IBX rpabsa na ce B3eMe npensmna Bp3pactra
Ha NalMeNTa, HATMYHETO Ha PUCKOBH (aKTOPH 3a pa3cTPOHCTRA ChC 3MOYNOTpe6a ¢ HAPKOTHYHM
BEILECTBA (KaTO NapanesHo OMO3HIMOHHO-aTPECHBHO MITH MOBEIEHYECKO Pa3cTPOACTBO H GHNONAPHO
pascrpoiicteo). [Ipenoprusa ce ocobeHo BHIMaHHE NPH €MOLIMOHATHO HECTAOMIHH TIALIMEHTH,
HanpuMmep MaLMEHTHTE C aHAMHE32 33 HAPKOTHYHA HIIH JIKOXOJIHA 3aBUCHMOCT, Thil KaTo Te MOXe J1a
YBEJIHYaT A03aTa 110 CBOA HHHLIKATHBA.

Tepanuﬂra C MC’I‘HJ’I{!)CHHH&T HIH APYTH CTHMYMAHTH MOXe da HE € MoAXoAsaia 33 HAKOH MaLMeHTH C
BHCOK pHCK OT 3ﬂ0y1'lOTp363 C HApKOTHLH H TpﬂﬁBa Ja ce NPEABHAH JICYCHHUE C HECTHMYIHPAIUH

BCLIECTEA.

Cnvpane Ha JICKapCTBOTO

Cninpanero Ha ynotpe6aTa Ha 1eKapcTBOTO H3MCKBa BHUMATENMHO Habnionente, Thil KaTo TORA MOKE
Jla NpeAM3BUKA AENPECH:A, KaKTO M XPOHHYHA CBPBXaKTHBHOCT. [IpH HAKOH MaLIHEHTH MOXeE [1a Ce
HaJI0XH MPOAB/DKUTENHO HPOCAEIABAHE.

Cnmpanero Ha 3m0ynoTpedarta ¢ IeKapcTBOTO H3HCKBA BHUMATENHO HaOMIOIeH e, Thil KATO MOXeE Aa
CC ITOSBH TEKKA JAETIPECHS.

Ymopa

Metundenunar e Tpa6sa fa ce H3M0/13Ba 33 NPOGHIAKTHKE HIH IEYEHHUE HA HOPMANHH ChCTOAHHA
Ha yMopa.

HOMOQ!HI/I BELICCTBA B KOHHE[!TEI

To3u nekapcTBeH NPOAYKT ChOBPKA JNAKTO3a: MALMEHTH C PEOKH HACMEACTBEHH NpobnemMy Ha
HEMOHOCMMOCT KbM FaflaKT03a, MbJIEH NaKTa3eH NeQHLUHT HIIK MMIOK030-ralakTo3Ha Manabeopbups He
TpsA0Ba 1a NpHEMAT TOBa JICKApCTBO.

Bceska Tabnetka cbabpka no-Manko ot | mmol Hatpwii (23 mg), T.e. NpaKTHYECKH HE CHABPXKA
HaTpHil.

HBGOQ Ha JICKAPCTBEHA QOQMa Ha MCTHJIQEHHgaT

W360psT Ha NnexapcTBeHa GopMa Ha NPOAYKT, ChAbPIKALL MeTHAGEHU AT, TpAbBa 1a ce A
NEKYBALHs CIEUHANHCT 32 BCEKH OTHAEJCH NMAUMEHT H 3aBHCH OT IUTAaHHPAHATA NPOIHIH
edekrTa.

Tect 33 HADKOTHIYM B KDBETA



To3u npoayxT ceABpKa METHI(QEHHAAT, KOHTO MOXKeE Aa MPEIH3BHKA OTPEILEH MONOKHUTENCH
Pe3yNaTaT npH NabopaTopHH H3CIEABAHHA 33 aM(PETaMHHH H NO-CMEUHATHO ¢ UMYHOJIOTHYEH TECT.
CrnopTucTuTe Tpabsa Aa ca HaACHO, Y€ TO3H JICKAPCTBEH MPOLYKT MOXE Ja NPEAH3BHKA I0JI0KHUTEIHA
peakuHs Ha ,, AHTHIONKMHIOBH TECTOBE.

br6peyHa nnx yepHOApOoOHA HENOCTATEYHOCT

Jlnnceat nanHu 3a ynotpebara na MeTHIpEHHIAT NPH NauueHTH ¢ O6pedHa naK yepHonpobua
HENOCTATLYHOCT.

Bauanue BBpXy KphBHATA KapTHH3

Hbnrocpounara 6e30nacHOCT Ha JIEYEHHETO ¢ METHAGEHNNAT HE € HAaITBJIHO U3BeCTHA. B cnyvait Ha
NE€BKOTICHUA, TPOMOOIIMTONEHHS, aHEMHS HITH JPYTH H3MEHEHHS, BKIIOUMTENHO H H3MEHEHHATA,
NOKa3aTeNHH 3a cepHo3HH 6b0pedHn unu yepHonpobHu 3abonaBanus, TpAGEa Aa ce obcnan
TIPEKbCBAHE Ha JiedeHHeTo (BK. Touka 4.8).

BB3MOKHOCT 33 CTOMALIHO-UYPEBHA 0GCTPYKIIHA

Twit kato Konuepra TabneTky ca HeneopMHpyeMH M He MPOMEHAT Oce3aTeNHO GopmaTa cH B
CTOMAlIHO-4YPEBHHA TPAKT, 0OMKHOBEHO He TPAOBA [a Ce NPUAAraT NPy NaLHEHTH ¢ IPEAECTBALINA
TEXKKH CTCCHCHHA Ha TpaKTa (NaToNOrH4HH WK ATPOTEHHH) HIIH NPH MALlMEHTH ¢ Aucharus 1M
3HAYMTENHO 3aTPYAHEHO NOrTbIIAHe Ha TabneTku. B peaxu cnyyau ce chobmara 3a 06CTPyKTHBHK
CHMNTOMH TIPH NALHEHTH ChC CTECHEHHE, BBB BPB3Ka ¢ MOTTbILAHETO Ha IEKAPCTBa B
HesteopMupyeMa nekapcTBeHa (opMa ¢ yaBIkeHO 0cBoOOXAaBaHe.

Hopanu nuzaiiHa Ha yasmxexo ocBoboxaasaHe, Tabnetkute KoHuepTa Tps6sa na ce npunarat camo
NpH NAUKHEHTH, KOWTO MOTaT Aa ri normemar uens. [Tauuenture Tpabera ga 6baat nudopMupanu, ye
TabneTknte Konuepra Tpabpa fa ce rbaTaT I1e/H ¢ MOMOLITA Ha Te4HOCT. Te He TpsbBa na ce AbBYaT,
JynsT MITH HaTpollasaT. JIekapcTBoToO ce chabpika B Heabcopbupyema Kancyna, KoaTo €
MpejHa3HayeHa Aa ro ocBoOOKIaBa ¢ KOHTpOaHpaHa ckopoct. Kancynara Ha TabneTkata ce naxsbupis
OT OpPraHH3Ma, 3aTOBAa NMAMEHTHTE He TPAOBA Ala ce MPHUTECHABAT, aKO ClydaiiHo 3abenexar B
H3NPaXXHEHHATA CH HEILO, KOETO NPHUANYa Ha TabneTka.

IoBuieHO BETPCOYHO HAJLIFAHE H TNaYKOMa

HMMa cpobuierns 3a noBumeHo BbTpeouHo Hansarane (BOH) ¥ rmaykoma (BKIIOYHTENHO
OTKPUTOBIB/HA FJIAYKOMa H 3aKPHTOBIBJIHA INIAYKOMa), CBBP3aHH ¢ JICYEHHUE C METHIQEHHAT (BIK.
Touka 4.8). [launenture TpsabBa na ce MOCHBETBAT Ha CE CBBPKAT C JIeKaps CH [IPH MOABA HA
CUMNTOMH, npeanonaramy nopameHo BOH u rnaykoma. Tpabea na ce HanpaBu KOHCY/ITaLms C
odranmonor 1 fa ce 0OMHCIH NPeyCcTaHOBABaHEe Ha npieMa Ha MeTwidenuaar, ako BOH ce nopumu
(sx. Touka 4.3). [IpenopruBa ce odTanMonoruyHo HabMIOAEHHE HA MALMEHTH ¢ aHaMHe3a 32
nosueHo BOH,

4.5 B3aumoaeiicTBHe ¢ APYIH JieKapPCTBEHH NPOAYKTH K APYTH GOPMH Ha B3aumofeiicTBHe

dapMaKOKHHECTHYHH B3aHMOICHCTBHA

EdexTrT Ha MeTHAGDEHNAAT BEPXY NMIa3MEHHTE KOHLEHTPAUHH HA €IHOBPEMEHHO NPHNATakH
TEKapCTBA HE € M3BECTEH. 3aTOBA CE€ NPENOpbYBa Aa C€ BHHMABa NpH KOMOMHHPAHETO Ha
MeTHIhEHUAAT C APYTH JIEKapCcTBa, 0COOCHO TAKHBA € TECEH TepaneBTHYEH NIPO30PELL

Metundennnar ne ce metabonusupa upes uuroxpom P450 1o crenen oT KIMHHYHO 3
0YaKBA MHOYKTOPHTE M HHXHOMTOpPHTE Ha IMTOXpoM P450 na okaxar BaMsHHE BBHPX
(apmakoKHHETHKaTa Ha MeTHdenuaar. K obpatHo, d- u l-enanTHOMepHTE Ha MeTH)
HHXHOMpaT croTBETHO LUTOXpoM P450 1A2, 2C8, 2C9, 2C19, 2D6, 2E1 unu 3A.
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Criopen nsakon moknaau obade MeTHNhEHHAAT MOXE Na HHXHOMpa meTabonu3ma Ha KyMapHHOBHTE
aHTHKOAry/laHTH, aHTHKOHBYNCaHTUTE (Hanp. ¢eHobapbuTan, GeHHTOMH, NPHMOMOH) H HAKOH
aHTHEMPECAHTH (TPHUMKIHIH U CENEKTHBHH HHXHOUTOPH Ha 0OPaTHOTO 3aXBall@He Ha CEPOTOHUH).
Koraro ce 3arno4pa yiu NpeycTaHOBABa JIEYEHHE C METHIPCHHAAT, € HCOOXOAMMO Aa Ce MPOMEHH
Jl03aTa Ha NPHEMAHHTE B MOMEHTA JICKAPCTBA H 12 C& M3MEPAT TEXHHUTE NNa3MEHH KOHIICHTPALMH
(MnH BpeMeTo Ha ChbCHPBAHE 32 KYMapHH).

(Dapmalco,unnamuqnn B3aHMOACHCTBHA

AHmuxunepmeﬂs'usHu Jexapemed

Metundenngat Moxke Ja Hamany e)eXTHRHOCTTA Ha JICKAPCTBATA, M3MI0M3BAHM 3a JIeUeHHE Ha
XHACPTOHUS.

Vnompeﬁa C leKkapcmed, nogutiasalijit KPpov8HROMO HAARZAHe

[Tpu nanuenTuTe, NeKyBanu ¢ METHIPEHHIAT, CE NIPEMOPBYBA MOBHUILEHO BHHMAHKE [IPH yroTpebarta
Ha ApYrH IEKapCTBa, KOUTO CBIIO NOBHIIABAT KPEBHOTO HANATAHE (BXK. CHILO H pa3jelIuTe 3a
ChCTOAHMETO HA CBPACYHO-CHROBATa H MO3BYHO-CBHAOBATAa CHCTEMA B TO4Ka 4.4).

[Topaan BEPOATHOCTTA OT 11051BA HA XHNEPTOHMYHA KPH3a METHN(ECHHIAT € IPOTHBONOKA3aH [IPH
NaLMEHTH, JIEKYBaHH (B MOMEHTA HMJTH TPE3 H3MHHAIHTE 2 CeAMHUH) C HECENEKTHBHH HEoOpaTHMH
MAO-unxubutopu (Bx. Touka 4.3).

Ynompeba c ankoxon

ANKOXOJNBT MOXKE [a 3aCH/IH HeOaaronpHaTHuA edeKT Ha MCHXOAKTHBHHUTE JIEKAPCTBCHH NPOAYKTH
BBPXY LIEHTPA/IHATa HEPBHA CHCTEMA, BKIIFOMHTENHO M Ha MeTHI(heHUAaT. [laHHuTe in vitro noxa3sar,
Y€ anKoXONMHH KOHUESHTpaluH Haza 10% noBuimaeaT KyMynaTHBHOTO ocBobokmasaHe Ha MPH ot
Konuepra Tabnerkn. KnuanyroTO 3HaYeHHE Ha Ta3H HaxonKa 3a excrosuumata Ha MPH cren
nepopaliHo NpHaoxeHne Ha KoHuepra B koMOMHALUA C aIKOXON HE € H3BECTHO.

3aroBa ce npenopBYEa MALUMEHTHTE Aa CC PL3ABPXKAT OT ynoTpebaTa Ha aNKOXO0J [0 BpeMe Ha
JICYCHHETO.

Ynompeba cvc cepomonunepauunu nekapcemieent npooykmu

CepoTOHHHOR CHHZIPOM € ChoOINaBaH ciel eAHOBpEMeHHa yrnoTpe6a Ha MeTHNDEHKUIAT 1
CEPOTOHMHEPTUYHY JIEKADCTBEHH MPOAYKTH. AKO €IHOBPEMEHHATA ynoTpeba Ha MeTundeHUAaT 1
CEPOTOHMHEPTHYEH JICKAPCTBCH MPOAYKT € OnpaBaaHa, 6sp30To pa3no3HapaHe Ha CHMIITOMHTE Ha
CEpPOTOHHMHOB CHHAPOM € BaXXHO (BXK. To4Ka 4.4). [Ips cbMHEeHHE 3a CEPOTOHHHOR CHHIPOM NPHEMA Ha
MeTHAdEHHNAT Tpabsa fa 6bAe NpeycTaHOBEH BH3MOXKHO HaH-CKOPO.

Ynompeba c xanrozennu anecmemuyu

ChlecTBYBa PHCK OT BHE3AIHO MOBHIIABAHE HA KPBBHOTO HANATAHE H ChPAEYHATA YECTOTA [10 BpeMe
Ha onepauuA. AKO ONEPAUMATA € IIAHMPaHa, IEYEHHETO ¢ MeTH(EHUaaT He Tpabea aa ce mpunara B
JieHsl Ha OTepPaLHATa.

Ynompeba c angha-2 azonucmu ¢ yenmpanro deticingue (HANP. KIOHUOUH)

CepHO3HH HEXENaHH CHOHTHA, BKIIOYHTENHO BHE3AMHA CMBPT, Ca AOKAALBAaHH LPH €AHOP
ynotpeba Ha MeTHNQEHHAAT H KJIOHHAHH.
besonacHoCTTa npy NpoOABL/HKUTENHA YOTpeda Ha METHIpEHUOAT, NPHAAraH eQHOBHE
KAOHHHH HAH OPYTH aNda-2 aroHUCTH C LEHTPAIHO AEiCTBHE, HE € CHCTEMATHYHO

Ynompeba c donavunepzuynu nexapcmed
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[Ipenoprusa ce 0C0OGECHO BHHMAHHUE IIPH NPHIOKEHHETO Ha METHN(EHHIAT ¢ JONAMHHEPTHYHH
JIEKApCTBa, BKIIOYHTEAHO M aHTHIICHXOTHIM. Tbi KaTo €1HO OT OCHOBHHTE AeHCTBHA Ha
MeTHA(EHHIAT € A OBHINABA HHBATa Ha M3BBHIJIETEYEH JIONIAMHH, TOM MOXKE [a CE OTHECE KBM
(apmakoaMHAMUYHHTE B3aHMOJISHCTBHA, KOTATO ce ynoTpebsBa €HOBPEMEHHO ¢ JUPEKTHA U
HHAHPEKTHH JONaMHHOBH aroHHUCTH (BKIMIOYHTENHO H AMXHApokcudennnananus /DOPA/ u
TPHUHMKIMYHH AHTHACIIPECAHTH) HIHM C JI0NIAMMHOBH aHTarOHHCTH, BKJIIOUHTEHO H AHTHIICHXOTHLIM.

4.6 DepTHIHTET, GpeMEHHOCT H KbpMeHe

BpemenHocT

JaHHUTE OT €IHO KOXOPTHO Npoy4BaHe Ha 06w NpHEIH3KTeIHO 3 400 GpeMEHHOCTH C EKCMO3HLIMA
Ha METHI(QEHHAAT [PE3 NBPBHS TPHMECTDBP HE NPEANONAraT MOBHIICH PUCK OT 0OLIM BPOAEHH
nediextn. HMa cabo noBHIIEHNE HA YECTOTaTa Ha ChpAeuHH Mandopmaumu (COOpeH KOpUrupaH
oTHocHTeneH prck 1,3; 95%Cl, 1,0-1,6), k0eTo CLOTBETCTBA H Ha 3 HOBOPOJEHHM C BPOAEHH ChPACYHH
mandopmanuy Ha Beeku 1 000 xeHn, KOHTO NOMTy4aBaT METHI(EHUAAT Npe3 MbPBHS TPUMECTBP HA
GpemMeHHOCTTa, B CpaBHEHHE ¢ GpeMeHHOCTH 6e3 EKCIIO3HLNS HA METHI(EHHUAAT,

CrobiueHu ca CTIOHTAHHH ClTy4aH Ha HEOHATa/lHA KAPAMOPECHPAaTOPHA TOKCHYHOCT, 10-KOHKPETHO
TAXMKapAHA Ha $ETyca H pecrnHpaTopeH AHCTPEC.

[IpoyuBanuATa NPH XMBOTHH MOKA3BAT CAMO PENPONYKTHBHA TOKCHYHOCT MIPH TOKCHYHH 3a MaiiKkaTa
10031 (BXK. TOYKa 5.3).

Merundennnar He ce npenopbyBa 3a ynotpeba mo BpeMe Ha GPEMEHHOCT, OCBEH aKO € B3€TO
KJIHHHYHOTO PELIEHHE, Ye OT/AraHeTO Ha IYEHHETO MOXKE J1a AOBEAE N0 NO-TOIAM PHCK 3a
6peMeHHOCTTA.

Knpmene

MerungennaaT ce eKCKpeTHpa B KbpMara. B3 ocHoBa Ha cbobLIeHNHA 3a B3eTH npo6K OT KbpMaTa Ha
NeT MaiKH, KOHUEHTPALMUTE Ha METHIIDEHHAAT B KbPMAaTa BOJAT J0 03M 3a KbpMaderaTa ot 0,16 mo
0,7% ot MaliunHaTa no3a, aganTHpaHa CIPAMO TETTIOTO HAa MaiKaTa H CHOTHOLIEHHE MEXY KbpMaTa

H MAa3Mara Ha MaHkara, BapHpaiio Mexay 1,1 u 2,7

Hma enaHo cwoblieHHe 3a HOBOPOACHO, KOCTO MMOKAa3Ba HCCHCI.IHCbH‘IHO [MOHHUKABAHE HAa TETMOTO MO

BpEME Ha €KCMO3HIHA, HO CC nonoﬁpasa H HaJlaBa Ha TETOo, Ciie] KaTo MaiKaTa MMpEKBCBa JICYCHHUETO
c Memnd;)emma'r. PuckeT 32 KbPMAUETO HE MOXKE Ja CC H3KIIOYH.

Tpaﬁsa fa €€ B3CMC pCHICHHE 33 CMMHPAHEC HA KbPMCHCTO HIIM 34 CMTHPAHE HA JICYEHHETO €

METHN(EHHAT MPEIBHI NON3aTa OT KEPMEHETO 3a JETETO M MOJ3aTa OT TEPANHATA 33 KbpPMEILIATa
Maiika.

Qeprunurer

Hsima HanuuHy JaHHH pH Xopa 3a edekTa Ha MeTHA(EHUAAT BEPXY QepTHIHTETA.
[Ipn HEKNMHUYHK NPOYYBAHMSA HE ca HabMI0JaBaHK CLOTBETHH eEKTH.

4.7 EdexTu BLpXy cnocofHocTTa 33 wodupane u pafora ¢ MALUKAA

Metundennaar Moxe 1a MPUYHHH 3aMAsHOCT, CHHITMBOCT H 3PUTENHH HAPYILCHHA, B
3aTpynHEHO (GOKycHpaHe, NHIUIONHSA U 3aMBIJIeHO 3penne. Toil Moke 1a MoBnuse B
crnoco0HOCTTa 32 wodupane H pabota ¢ MawmHK. [MTanmenTuTe TpAGBa na ce npenynfje
Bb3MOXKHH e(EKTH H NOCHBETBAHH, Y€ aKO CC [I0YYBCTBAT 3ACETHATH, Te TPAGBa 1a
NOTEHLIHAIHO OIIaCHHUTE AEHHOCTH KaTo modHpaHe U paboTa ¢ MalllHHH.
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4.8

Hexenann JIEKAPCTBEHH PeaKIHH

Tabnuuarta no-10/y noKassa BCHYKH HEXeEAHH PeakUiM , HabMIOAaBaHH PH KIMHUYHM IPOYyYBaHHA
TIPH [Ied, FOHOILIH K BB3PacTHH H MOCTMAPKETHHIOBH CIIOHTAHHU chobuienus ¢ KoHuepTa, 1 Tesn,
KOHTO ¢4 ¢hOOLIEHH C APYTH IEKapCTBEHH NPOAYKTH ¢ METHI(PEHHIAT XHAPOXIOPHA. AKO YECTOTHTE

Ha HEXCIIAHHUTE pEaKLHH C Konuep-ra H C APYTHTE NICKAPCTBEHH NMPOAYKTH C Memmpennnar

XHAPOXJIOpHA C€ pa3NHYaBaT, OT AaHHUTE CE H3M0JI3Ba MMO-BHCOKATA YECTOTA.

Onenka Ha 4eCcTOTA:

MHOT'O YeCTH
4eCTH
HEYECTH
peaKu

MHOTO PENKH

C HCHU3BCCTHA YeCTOTA

(=1/10)

(=1/100 no <1/10)

(=1/1 000 o <1/100)

(=1/10 000 no <1/1 000)

(<1/10 000)

(oT RANMYHMTE JaHHU He MOXe A ObJC HaNpaBeHa OLEHKa).

Cucremo- HexenaHa peanun
OPraHHA YecToTa
kaacadpuka | Muoro YecTn Heuecrn Penxn MHoro peaku C
. HecTH HEM3BeCTHa
4ecToTa
Hudexuun Hasodapunrur,
H HHpEKLMA Ha
HHjecTaAUMH TopHHTE
H IHUXaTeqHU
neTHIA ¥,
CHHY3HT
Hapywenus ; Asemua’,
Ha KPpbBTa = NIEBKOMEHHS", Mauuuronenus
u TpoMOoUBONeHHS,
anmnaTa TpOMGOUHTONEHH
CHCTEMA HHa mypliypa
Hapyiwenusn Peaxuus Ha
HA CBPBXYYBCTBHTE
HMYHHaTa JTHOCT KaTo
cHCTeMa AHTHOHEBPOTHY
€H efIeM,
: aHaHNAKTHIHH
peaKLuH,
aypHKynapeH
0TOK, 6yno3HH
CbCTOAHHUA,
exconHaTUBHU
ChCTOAHMSA,
YPTHKapHa,
npypHTYC,
o0pHBH U
» KOXHH epyILIHHI
Hapymennsn AHopekcnus,
Ha HamaleH
MeTaBoanzm anerut’,
au YMEPEHO
XpaHeneTo* sabasetio
NOKAYBAHE Ha
TEr/10TO H
NOBHLIABAHE HA
PBCTA 110 BpeMe
Ha
NPOABIKHTENHA
ynotpeba rpH

14
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Cucremo- i Hexenana peauusn
OpraHHa - YecToTa
Kaacuduka | Muoro | Yectn Heuecru | Penxmu Mmuoro peaxu C
1):5:] JecTH HEH3BeCTHa
i 4ecroTa
Deua* :
I[IcHXHYHU Bescbun | AdekTHBHa ITcuxoTHyau Manua*?, OnutH 32 Jemozun*",
Hapylleuus | ¢ nabHIHoCT, | pascrpoiicTsa*, | Ie30pHEHT caMoyOHiicTBO HapyLIEHO
* HEpBHOCT | arpecua®, CIIYXOBH, auud, (BK/IIOMUTESIHO H MHCIIEHEY,
Bb30ymeHoCcT*, | BU3YanHH H CMYUIEHUA | HIBBPIIEHO 33aBHCHMOCT,
TpeBoxHocT*!, | ocesatennu B camoyOuiicTeo)* | onucaHu ca
aenpecua*, xamoudHauHe*, | ubugorto, | 7, mpexonHo CIIy4YaH Ha
pa3npasHHTENHO | THAB, CYHUHONH | ChCTOSHHME | AEMPECHBHO 3noynoTtpeba u
cT, abHOpMHO Hoeauun®, Ha HacTpoeHue®, | 3aBHCHMOCT
MOBEICHUE, NpPOMEHH B obbpKaHoc | aGHOPMHH MHCHH, | 110-4€CTO C
koneGauus B HacTpoenuero, | T', anatua’ NEKapCTBEHH
| HACTPOEHHETO, HecnoxoicTo’, | obcecusHo bopmu c
THKOBE™, CBIA3AHBOCT, - He3zabasHo
Oe3cBHUE B BJIOIIABAHE HA KOMIYACH ocBoboKAaBaH
Ha4anoTo Ha MMHAIH THKOBE | BHH e.
neyenuero”, MIIH Ha HapyLIEHH
TIOTHCHATO CHHIPOMA HA A
HacTpoenue?, Type*, noropes, | CUMITTOMH
HaManeHo CBPBXORMTENHO | (BRIIOYMTE
nuéunof, CT, HADYUIEHHA | JIHO
HepsHocT?, Ha CbHA TPHXOTHIIO
Gpykcussm® | MaHHS,
NpHCTLIH Ha AC€pMaTHAO
nanuka® MaHus,
HaTpam4us
H MHCJTH,
| HaTpanuue
OCTH)
Hapywienns | [nasobo | 3amasnocr, Cenauus, I'vpuose, Mo3buHOCHLA0B
HA nHe JUCKHHEIHS, Tpemop!, X0peoaTeTO3HH H
HepBHaTAa NCHXOMOTOpHa | neTaprus JBHXEHHA, yBspexnauua* '
cucTeMa XHMEePaKTUBHOC obpaTumM {BKAIOYHTENIHO
T, ; HCXEMHYEH H BaCKYJMT,
COMHOJIEHTHOCT, HEBPONOTHUCH MO3BUHH
napecre3ua®, JedHIUT, KPBBOM3NHBH,
TEH3HOHHO MaJUrHeH MO3BYHH
rnasoGonue’ HEBPOJIENTHYCH CMYIUCHHS,
cuapom (MHC; MO3BYEH
ACKITAAUTE ca apTEPHHT,
HEMLJAHH H B OKMY3HS Ha
rO/AMa YacT OT uepebpanta
chy4yaurte apTepua),
NaLyeHTHTE ca rpasn Man
napHeManH H NPUCTBIIH*,
, ApYri NeKapcTsa, | Murpea’,
' 3aTOBa pONATA HA | 3aeKBaHe
MeTHI(QeHHaT He
€ M3BECTHA).
Hapymenusn Hapyiena 3aMbriaeHo 3aTpynncH Mugpuasa,
HA QUMTEe aKOMOIlaLlHH# BH)KJ.'laHe_, [s] MNOBHIUCHO
CYXOTa B OKOTO" | BM3yanHo TR0 RS
npHcoocoed
ABaHe,
HapYyUIEHO
3peHue,
AUNNONHA
Hapymenus Bepruro® )




Cucremo- Hesxkesana peauns
opraHHa YecToTa
knacupuxa | Muoro YecTu Heuectn Peakn Mhmuoro peaku C
nusa YecTH HEH3BECTHA
HecTora
HA YX0TO H
JAOUpHHTA
Copaeunn ApHUTMHZ, Bonku B AHrvna Copneuen apect, | CynpaBeHTpHK
HapYIIeHHS TaxHKapana, I'bpIOHTE : NEKTOPHC MHOKapACH yjapHa
* NMaNnUTaLHK HHbAPKT TaxHKapaui,
Opanukapaua,
BEHTPHKYAApH
"
eKCTPacHCTOMH
1
EKCTPACHCTONH
y
Cnaosu Xuneprouua | Topemw pbnH" Mo3sbuen
HApYIIeHHA apTEPHHT H/HIH
* OKIIY3HA, CTyACHH
kpaitHuum’,
tbeHoMeH Ha
Raynaud
Pecniupatop Kaumuua, Hucnues' EnucrakcHe
HH, TPbAHH Opodapunreant
" a 6onxa
MeIHacTHHA
JIHH
HAPYLUEHHA
Cromamno- Bonku B Zanex’
4pEBHA rOpHATa 4acT Ha
HApYUICHHA Kopema,
AHapus,
ranene’,
aGaoMHuHaneH
auckomopr,
MOBpBILAHE,
CYyX0Ta B
ycraral,
aucnencus ”
Xenaro- [ToBumenn ToruweHu Hapyuiena
Gunnapun CTOHHOCTH Ha CTOHHOCTH Ha yepHOAPOOHa
HapyUeHHs ATAHMH uepHoapobaHTE tyHKuMS
aMHHOTpaHctep | eH3HMH BIJTIOUHTEITHO
aza’ octpa
yepHoapobHa
HEOCTATBYHOCT
H HepHOIpobHa
KOMa, TIOBHIIEHH
CTORHOCTH Ha
aNKanHaTa
docdatasa B
KPbBTA,
MOBHLIEHH .
CTOHHOCTH Ha oot
Gﬂnnpyﬁuﬂ
kpoBTa’ N de
Hapywennn Anoners, Aurnonespotnu | Maxynape | Epurema &/ A
HA K0KaTa cbpbesx, 0bpus, | eH eneM, H 00pHB, myntadop
- ypTHKApHA, Oyno3uu epuTeMa excdonua
NOAKOKHAT xunepxuaposa' | chCTOAHMA, LCPMATHT,
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Cucremo- Hexerana peauns
OpraHHa YecToTa
knacupuka | Muoro YecTH Heuecrn Peaku MHmuoro peaxu C
uns 4eCTH HEH3IBECTHA
4ecToTa
a ThKaH excomHaTHBHH ¢uxcupaHa
CBCTOSHHA JICKAPCTBEHA
cpynuug

Hapymienns ApTpanrus, Muanrus’, Myckynuu TpHamyc
Ha MYCKYJIHA MYCKYJIHH cnasMu
MYCKYJIHO- Hanpersatoct’, | moTpbneanua
CKe/leTHATA MYCKyJTHH
cHCTEMA H CrasMu
ChEeHHHTEN
HATA TEKAH
Hapywenns Xemarypus, HHKOHTHHERIH
HA NOoJAKHYPHSA a
6nOpeunTe
]
NMHKOYHUTE
MbTHINA
Hapyweuusn Epextunna nuexoma [pnanuzsM*,
Ha nuchynxums® CTHA 3aCH/ICHA
BLINPOH3BO epexuua®,
AMTENHATA YABIDKCHA
cHeTeMa M SRR
repaaTa
O6mu [Tupekchs, bonku B Bre3zanHa Huckomdopr B
HADYIUEHHS 3abaBeH pacTexk | rbpauTe, ctpaeuHa cMbpT* | repaute’,
H eeKTH no BpeMe Ha XHMEPIUPEKCH
B2 MSCTOTO NPOABAKHTENHA 1
. ynotpeGa npu
NPHAOKEHH Aeua®, ymop’,

pa3sapa3sHHUTENHO
. ct,

HECTIOKOMCTRO",

actenns’,

waxaa
HzcnenBanu IIpomenu B CopaeveH Hamanen 6poit
a KPBBHOTO mym™* TpomMBoLTH B

HanaraHe H KpbBTa,

ChpAEYHHA abuopMmeH Opoit

PHTBM Ha GenuTe KPLBHK

(obuxHOBEHO KJETKH

yBenuueHue)*,

HAMAJIEHO

Terno*
* Box.touxa 4.4
#

KOHOIIH; MOKE 14 € OT 3HAYCHHE H [IPH O¢UA H HOHOIIH.
¥ HexenaHa JIEKApPCTBEHA pEAaKUHA OT KJIHHHYHH NPOYYUBAHHA MPH BE3PACTHH NMAlIHCHTH, KOATO ce cbobuiaBa ¢
Mo-rojMa 4eCcToTa OTKOIKOTO NPH Aclia H FOHOIIH.

MIPOYYBAHHA [IPH MeAHATPHYHH MALKEHTH).

CrobiliapaHe Ha NOJ03MPAHH HEXEIAHKE PEaKLIUK
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Ha 6a3a Ha yecToTaTa, M3uMCIeHA NpH Npoyusanus Ha ADHD npu BE3pacTHH (HAMA cLoOGLLE

‘{ecrora, MoJay4eHa OT KNTHHHYHH H3NMHTBAHHA MPH Bb3PACTHH, & HE OT JAHHHK OT H3NMUTBAHHUA NPH Aela H




neKapcTBeHUs NpoAyKT. OT MeAHUMHCKHTE CCLHANHCTH ¢C M3HCKBA Aa ChoOLIaBaT BCaka
NOAO3HPAHA HEXENaHa PeaKilid upe3 HallHOHAJIHATA CHCTEMA 33 ChobIllaBane B:
M3nbasuTenHa areHuMa no 1eKapcTBaTa

yn. ,JJamau Ipyes” Ne 8

1303 Codna

Ten.: +359 2 8903417

yeOcaiit: www.bda.bg

49 [Ipeposupane
[Ipu neyeHye Ha MaUKEHTH, MPHEIH CBPBXA03a, TpA6Ba fa ce MMa NPEABHI YABIDKCHOTO

ocBoboxc1aBaHe Ha METHI(EHHIAT OT JICKapcTBeHH GOPMH, YHETO AEiiCTBHE € C YABKEHA
NPOB/KUTEIHOCT.

Hpnzuagn H CHMIITOMH

OcTpoTo npego3upaHe, KOETO YECTO C€ ABJKH Ha CBPbXCTHMY/IHPAHE Ha LEHTPAIHATA H
CHMIATHKOBATA HEPBHA CHCTEMA, MOXKE Ja JOBEAE A0 MOBPHILAHE, AXKHTALHA, TPEMOP,
xuneppediexcus, MycKyJTHH MpaBy4KaHHs1, KOHBYJICHH (Morat Aa Gbaar nocaeaBaHH OT KoMa),
eydopus, 00bpKBaHe, XanoLHHALMM, NETHPHYM, MIOTEHE, 3a4CpPBABAHE, IABOOONHE, XHIEPIIUPEKCHS,
TaXUKapAus, NaIMHTAlUHH, CbPASYHH aPUTMHH, XHIIEPTOHHA, MHAPHA3a H CYXOTA Ha JINFABHLIUTE.
JNeuenue

Hsma cneunguuen aHTHAOT NpH npeAo3vpaHe ¢ METHI(EHUAAT.

JleyeHueTo ce CBCTOH OT NOAXOAALH NOAOBLPIKALIH MEPKH.

ITauneHTsT TpAGBa Aa GBAE 3aIUHMTEH OT CAMOHAPAHABAHE M CPELY BHHUIHH CTHMYJIH, KOHTO MOXE Aa
BIOLIAT BEYE HANMYHATA CBPBLXCTHMYIAUHA. EQEKTHBHOCTTa Ha aKTHBHHSA BbIJIEH HE € YCTAHOBEHA.

TpabBa a ce OCHTYPAT HHTEH3HBHH IPHXKH 33 IOAAbPIKAHE HAa ANEKBATHA UMPKYIAUMA H
pecnuparoped obmeH. [Ipn xunepnupekcHs MOXe Aa C¢ HANOXKAT BHHIUHH NPOLIEAYPHU 3a OXNaKAAHE.

He e ycraHoBeHa epekTHBHOCTTA Ha NEPHUTOHEANHATA AHANN3A MK €KCTPAKOPIOpanHa XeMOAHAIN3a
NpH npefosHpaHe ¢ MeTHadeHnaar.

5. ©®APMAKOJOI'MYHH CBOMCTBA

5.1 PapMaKkoAHHAMHYHM CBOHCTBA

dapMaKoTepaneBTHYHA IPyNa: LEeHTpaNHo-AeHcTRaM cuMnaTikoMuMeTuin: ATC xoa: NO6BA04

Mexaun3bM Ha geﬁCTBHCI

MeTtundeHnaar XHAPOXIIOPHA € MEK CTHMYJIAHT HAa LEHTpanHaTa HepBHa cuctema (IJHC). He e
M3BECTEH MEXAHM3MBT Ha ACHCTBHE npH PascTpoiicTBo ¢ AePHUHT Ha BHHMAHHETO H XHIIEPAKTHEHOCT
(PABX). Cunra ce, ue MeTHI(peHMAAT O10KHpa 0OpaTHHA 3aXBaT Ha HOPAAPCHANHHA H JIONAMHHA B
NpeCHHaNTHYHHA HEBPOH H MOBHIIABA 0CBOGOKIABAHETO HA TE3H MOHOAMHHH B EKCTPaHEBDOHATHOTO
npocTpaHcTBo. MeTudennnar ¢ pauemMuyHa cMec, chabpkama d- u I-u3omepn. D-usomepsT €
thapMaKoIOrM4HO NO-aKTHBEH OT [-H30Mepa.

Kinunnyna edimkacHOCT M Ge30aCHOCT

Heua
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B mun0THH KNMHKHYHH poyusanus Konuepra e ouenssana npu 321 neaMaTpH4YHy NALIMEHTH, KOUTO
Beye ca 6unn crabunuznpann ¢ MmeTungeHnIaT noA Gopmara 3a HezabaBHO 0CBOGOXKIABAHE H NPH
95 neauaTpHuHH nauxenty 6e3 NnpeaMILHO NedeHKe ¢ HOPMH Ha METHIPCHHUAAT ¢ He3abaBHO
oceoboXKaaBaHe.

KAMHHMYHHTE MPOYYBaHHs NPH NEAHATPHYHH NaLMEHTH NMoKa3Bat, ye edekTHTe Ha Konuepra ce
noaAbpikat A0 12 yaca cnen npueM Ha 103aTa BEAHBX JHCBHO, CYTPHH.

Br3pacTan
Kpatkocpoyna edukacnoct Ha KoHuepTa e fokasaHa B JO30BHA AHana3oH ot 18 fo 72 mg AHEBHO.

Xunana neTcToTHH npageceT H Tpu (1 523) pu3pacTay namments ¢ PABX (Mexay 18 u 65 romuun) ca
OLIEHEHH B NET [BOHHO-CNIENH, NJ1aLe60-KOHTPOAMPaHH NPOYYBAHHA C MPOABIKHTENHOCT OT 5 110

13 ceamuuu. KoHuepTa ¢ oneHsaBaHa B 2 mpoy4BaHHA ¢ HKCHpaHa 033 H 3 NPOyYBaHMA C IbBKaBa
no3sa cnopest DSM-1V xpurepHy 3a olicHKa Ha TexecTTa Ha cumiToMute Ha PIIBX npu sn3pactuu. B
I8¢ MpoyyBaHus ¢ PHKCHpaHa Ko3a oblyTe ckopoBe 3a cHMNTOMH Ha PZIBX no ckanute va Conner
3a ouenka Ha PZIBX npu b3pactuu (Conner’s Adult ADHD Rating Scales, CAARS) namansaar,
KOETO NOKa3Ba NoKoOpeHHe Ha TEXECTTA Ha cHMNTOMKTE Ha P/IBX oT U3X0QHOTO HHBO 10 ABOHHO
3acieneHara KpaiiHa Touka. B enno npoyuBaHe ¢ pHkcHpaHa 103a Ha BCHYKH J030BH HHBA Ha
Komnepra ce ycTaHOBABA KIMHHYHO 3HAYHM HO-rONsSM KOHTPON Ha cumiromAute (p<0,05 3a BcHukn
N030BH HHBA) B CPABHEHHME C Nyanebo, H3MepeH upe3 HaManaBaHe Ha obwus CAARS ckop.

Bsa BTOpOTO NpoyuBane ¢ dukcnpana noza Konuepra 72 mg/aeH nperb3Xo/kAa CTATHCTHYECKH
3Ha4YHMO [U1aLe00 No OTHOLICHHE HAMAJIABAHETO Ha 061MA cKOp Ha cuMnToMuTe Ha CAARS PJIBX
OT H3XOAHOTO HHBO 110 ABOHHO 3ac/eneHara KpaiiHa Touka npu Bb3pacTHH nuua ¢ PIIBX (p-croitnoct
0,0024).

B 1Be npoyuBaHKA ¢ IbBKaBa 1032 CPEAHNTE NPOMEHH OT H3XOAHOTO HHBO Ha 00LIMSA CKOp Criopen
CKaJaTa 3a oleHka Ha cumnromute PIBX npu pr3pacTiu or nicnenosatens (ADHD Investigator
Symptom Rating Scale, AISRS) ca craTicTHuecku 3HaunMH B KpaitHara Touka (Knuuuuso npoyysane
1: p=0,012; Knunuuno npoyysane 2: p<0,001) cnpaMo nnauebo 3a neseHHeTO ¢ KpaiiHara nosa
Konuepra (Knuanuno npoyusade 1: -10.6 3a Konuepra copamo —6.8 mnaue6o; Knuunyno
npoyueane 2: -16.9 3a Konuepra cnpamo -12.0 nnaue6o). B TpeToTo NpoyyYBaHe ¢ reBKaBa A03a
Konuepra nokassa KMHH4HO 3HAYUM NO-TONAM KOHTPOA Ha cummromMute (p<0,0001) B cpaBHeHHe ¢
nnanebo, u3MepeH 4pe3 HamangBaHe Ha obmusa CAARS ckop.

Cpennara mpoMsHa OT H3XOJHO HHBO JIO KPaiHOTO noceiueHHe (ceamuua 8) B ofLIuTe peayTaTH 3a
cumirromu Ha PJIBX na CAARS-O:SV e -10,9 B rpynara Ha Konuepra u -6,9 B rpynara Ha nnaue6o
(ua 6a3ata Ha ITT nonynauusara).

B npoyusare ¢ reskasu no3u, KnuHudHo npoyyeare 2, cTeneHTa Ha noxobpenue B obmure
pe3ynTarty Criopex CKajaTa 3a OLCHKa Ha cumnTomuTe PABX npu Br3pacTHe oT H3cneaoBaTens
(ADHD Investigator Symptom Rating Scale, AISRS) e craTHCTHYeCKH 3HaYMMO MO-TONAMA B IPyNaTa
Ha KoHuepTa, 0TKOAKOTO B rpynata Ha niaauebo (p=0,0037). Paznnkata B cpeanara npomsada (95%
CI) copamo nnauebo ¢ -5,3 (-8,9, -1,7). B apyro npoy4sane ¢ reskasa go3a, Kinunuuno npoyusatie 3,
cTeneHTa Ha roxodpenue B pesynratute oT CAARS-O:SV e cTaTHCTHYECKH 3HAYHMO TTO-TONAMA B
rpynara sa Konuepra, 0TKoAKOTO B rpynata Ha nnauebo (p=0,0063). Cpennara npoMsana (95% CI)
cnpamo manebo e -3,9 (-6,6, -1,1).

Bwipactuute, nexysanu ¢ Konnepra B 4eTHpH IBATOCPOYHH OTKPHTH NMPOYYBAHUA B IPOXB/KCHHE Ha
6 no 12 meceua, uMaT noaobpeHne Ha BCHYKH OLICHABAHH KpaHHH TOUKH 3a e(pHKAacHOCT, KaTo
MoKa3Bat cTabuiHu edekTH BHB BPEMETO N0 OTHOLIEHHE Ha HaMalABaHe Ha cuMnToMuTe Ha PJIBX. B
€HO OTKPHTO MpoyuBaHe B 00IHOCTHA cpeAa NeveHueTo ¢ KoHuepTa 1o 9 Mecena Boau ao
noA0OpeHHe CNPAMO H3XORKOTO HHBO HA CTOMHOCTHTE Ha CPEAHMTE CKOPOBE Ha IobanHaTa o
3a ehMKACHOCT M Ha MALMEHTa, M Ha n3cneoBaTens. B apyro npoyusaue, B KoeTo Bh3pagy#
nony4yasaT Konuepta Ao 1 roauna B cpeaHa kpaiiHa no3a 67.4 mg/neH, ce yCTAHOBABA 4
3Ha4KMO nofoOpeHne 0T H3XOAHOTO HHBO Ha obwuTe AISRS ckopose cbe cpenHa mp .
NOCJICIHOTO MocelieHue. B TpeTo pbarocpoyto npoyuBane ot 48 ceAMHIIM, B KOeTO Ht
PABX nony4asar Koxneprta B cpenHa kpaiita no3a 46.6 mg/neH, ce yCTaHOBSBA npo
H3XOJHOTO HHBO Ha cpennua o6 CAARS ckop 3a cumnromu Ha PJIBX B cnoTBETCTR
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kputepuute DSM-IV -17.2 B xpaitnarta Touka. B 4eTBbproTo npoyysane Konuepra e ougHaBana B 52-
CEIMUYHO OTKPHTO NPOYYBaHE IIPH YIaCTHHLM, KOMTO NPeJH TOBA Ca 3aBbPIUIHIIN KPATKOCPOIHO
M/1aLe60-KOHTPOMHPAaHO KIHHHYHO H3NIMTBAHE H KPATKOCPOYHO OTKPHTO NPOAbIDKEHHE. BripacTHu ¢
PJIBX, nony4asann Konniepta B cpeana kpaiina no3a 53,8 mg/uen, nokassar ctabunuu epexTH BLB
BPEMETO 10 OTHOILEHHE HA HaManxnBaHe Ha cumnromute Ha PJIBX. Ouenkara Ha CAARS ot
M3CNIe0BaTENs Ce NoA0DpABa Npe3 OTKpHTaTa ¢asa K € no-HUCKa B KpaiHaTa TouKa (CpeaHo
HaMmaneHHe ¢ 1,9 or H3X0aHOTO HHBO).

5.2 ®apmMaKoKHHeTHYHH CBOMCTBA

Abcopbius

Metundenunar ce abcopbupa 6sp30. Crien nepopanuo npunoxenne Ha Konuepra mpu pbapactan
Haf-BbHIIHATA 00BHMBKA Ha JIEKAPCTBEHHA MPOAYKT CE€ pa3TBapaA KaTo OCHTYPABAa HadalnHa MaKCHMAallHa
KOHLEHTPAUMA Ha MEIMKaMEHTa Ha okono 1* — 2P" yac. MeTtundenumat, KOHTO ce cCbaALpKa B [BaTa
BBLTPEILHH C/10s HA MEAMKAMEHTA ce 0CBO0OK/1aBa NOCTENEHHO NIPe3 CeABAINIMTE HAKOJIKO Yaca.
[TuxoBH NyIA3MEHH KOHLIEHTPALMH Ce AOCTHTaT Ha OK0Ao 6™ no 8" yac, cne KoeTo MIa3sMeHHTe HHBA
Ha MeTHIpEHHAAT MOCTENEHHO HaManaBaT. Kouuepra, nmpyera BeAHBX AHEBHO CBEXA 0 MUHHMYM
(pryxTyaumnTe MEXAY MHMKOBE M CMAJAOBE B KOHUEHTPALMHTE, CBLP3aHu ¢ GopMuTe 3a He3abaBHO
ocBobOXKIaBaHe Ha METHNGCHUAAT, HA3HAYABAHH TPH MBTH AHeRHO, CTeneHTa Ha abcopbuus Ha
KoHlepTa BeIHEX THEBHO € KaTO LAJI0 CPaBHUMA C KOHBEHUHOHAIHHUTE GOPMH ¢ He3abaBHO
ocBOGOXKaBaHe.

Cnen npunoxenne Ha Konuepra 18 mg BeXHBK AHEBHO NPH 36 BB3PACTHH CPEAHUTE CTOHHOCTH Ha
dapMakokHHETHYHHTE napaMeTpH ca: Crax 3,7 = 1,0 (ng/mL), Tmax 6,8 + 1,8 (h), AUC;n¢ 41,8
+ 13,9 (ng.h/mL), u t:; 3,5 £ 0,4 ().

He ca nabmonapanu pasnuku BB papMakoKHHeTHKaTa Ha KOHIEpTa NIPH €IHOKpaTHO K
MHOTOKPAaTHO, BEAHBXK JHEBHO JO3HPaHE, KOUTO 1a [IOKa3BaT 3HAYHTEITHO IEKAPCTBCHO HATPYIBAHE.
AUC u ti2 cen MHOTOKpaTHO J03HpaHe BEIHEXK AHEBHO ca NONOOHM Ha Te3u, Cell IbPBATa 1033
Konuepra 18 mg.

Crnen npunoxcenue Ha Konuepra B eaHokpatHa no3a ot 18 a0 72 mg/nHesHO Ha BL3pacTHH, Crax K
AUC s Ha MeTHRdEHAAT ca NPONOPLUMOHATHY HA H03aTa.

PaznpeneneHue

[InasMeHHTE KOHUEHTPALMH Ha METHIPEHNAT NIPH BB3PACTHH MAJaT GHEKCIIOHEHIHANHO Cle]
nepopanto npunoxenue. [lonyxHpoTsT Ha MeTH(EHNAT NP BB3PACTHH CIEH MEPOPANTHO
npunoxenne Ha Koxuepra e npubnusurenyo 3,5 yaca. CTeNeHTa Ha cBbp3BaHe Ha METHI(EHHIAT K
HETOBHTE METabOMHUTH € IIIA3MEHHTE NPOTENHH € NpHbau3nTenHo 15%. SApuust 06eM Ha
pasnpezneneHye Ha MetuadeHHAaT € npubausuTenHo 13 nurpakg.

Buotpauchopmanus

[Ipr xopa MeTHndeHRAAT ce MeTabONH3HPa OCHOBHO 4pe3 AeecTepHduKauua o alpha-phenyl-
piperidine acetic acid (PPA, npubausutento 50 mbTH HHBOTO HA HEMPOMEHEHO BEMECTBO), KOHTO HMa
MaJka WM HAMa dapMakonoruyHa akTueHoCT. [Ipu Bb3pacTHH MeTaGonuaMbT Ha KoHuepTa BeAHBX
JHEBHO, oLeHsBaH Ype3 MeTabonusMa o PPA e nopoben Ha To31 Ha MeTHI(EHHAAT, TPH NBLTH
aHesHo. MetabonusmeT Ha Kornepra npy eXHOKpaTHO H MHOTOKPATHO, BEIHBX JHEBHO J03APAHE
noaodeH.

EnumMuHupane

[lepronbT Ha NONYKHBOT Ha MeTHN(EHHIAT MPH BB3IPACTHH CNEll NpHUNokeHue va Kok
npubnusurenHo 3,5 yaca. Cnex nepopanto npunoxerue, okono 90% oT J03aTa ce exc
ypuHata 1 | no 3% B M3npaXKHEHUATA KaTo MeTabONTHTH B paMKHTE Ha 48 o 96 yaca.
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KO/IHYECTBA HEMPOMEHEH METHNGEHHAAT ce OTKPHRAT B ypHHATa (no-manko ot 1%). OcHOBHHAT
ypuHeH metabonut e alpha-phenyl-piperidine acetic acid (60-90%).

Cnen nepopanHo A03HpaHe Ha paAHOMapKHPaH METHN(QEHURAT MPH Xopa, okoao 90% ot

PaAHOaKTHBHOCTTA CE OTKPHEBA B yYpHHaTa. OCHOBHUAT MeTabonut B ypurata € PPA, otueren kato
npubnuznrento 80% ot go3zara.

EdekTH Ha xpaHaTa

[IpH nauneHTHTE HAMA Pa3IMKK HUTO BBB (JapMAaKOKHHETHKATA, HUTO BBE (hapMakoJHHAMHKATA Ha
Kounnepra, xorato € npusoxeHa ciie 3aKycka, Gorata Ha MasHHHH, TIPHETA HA NPA3€H CTOMaX.

Crnenvajiy nonynauHy

Ion

Ilpu 3npaBu Bb3pacTHH, CPEHUTE ANaNTHPAHH KbM Jo3aTa croiHocTH Ha AUCiy 3a KoHuepra ca
36,7 ng.W/mL 3a mbxe u 37,1 ng.h/mL 3a xenm, Oe3 Habn0JaBaHH Pa3NUKH MEXAY ABETE TPYIIH.

Paca

[Ipu sapaen BB3pacTHH, Mony4aeamu KoHuepra, anantupannte kM go3ata AUC iy ca ChBMECTHMH
MEXAY ETHHYCCKHTE IPYIH; BBIPEKH TOBA, pazMePET Ha H3BAAKATA MOJKE Ja HE € JOCTAThYEH 3a
3acHYaHe Ha €THHHYECKH BAPHALKMH BbB (apMaKkOKMHETHKATA.

Bvzpacm

®apMaxokHHeTHKATa Ha KonuepTa He e npoyusaHa npw Aela Ha Bb3pact nop 6 roausw. [Ipu geua Ha
BB3pactT 7 — 12 roaunu, papmakokuHeTnkata Ha KoHuepra cnen 18, 36 n 54 mg e (cpeano+SD): Cuux
6,0+13;11,3£2,6n 15,0+ 3,8 ng/mL, cborBeTHO, Tmax 9,4 +0,02; 8,1 £1,1;9,1 +25h,
cwotBeTHO, H AUCh.,5 50,4 £ 7.8; 87,7 £ 18,2; 121,5 + 37,3 ng.h/mL, croteeTHO.

Bvbpeuna nedocmamuvynocm

Hsama onut ¢ ynotpebara Ha Konuepra npu nauuent ¢ 6u6peuna segoctarbutoct. Clien nepopaHo
[IpHIIOKEHHE HA PAJIMOMAPKHPaH METHADEHHAT NPH X0pa, MeTHI(EHHAAT ce MeTaboHanpa
€KCTEH3HBHO M MpubAusuTenHo 80% oT panuoakTHBHOCTTa ce eKCKPETHpa B ypHHATA Moj (opMaTa
Ha PPA. Twii kaTo 650peyHHAT KIHPBHC HE € BaXKeH BT 32 KIHPLHCA Ha METHIQEHHAAT, CE OYAKBa
GnOpeyHaTa HEOCTATEYHOCT Ja MMa MalbK eekT BbpXy (apMakokuHeTHKaTa Ha KoHuepTa.
Yeproopobna HedocmansuHocm

Hsma onur ¢ ynorpe6ara Ha KoHuepTta npu nauuesTH ¢ 4epHoApobHa HENOCTATLYHOCT.

53 IIpeakAMHUYHK AaHHH 32 Ge3onacHoOCT

KaplHHOreHHOCT

[Ipx nposexauin ce npoy4BaHMA 33 KAPUMHOTEHHOCT NPH ITHX0BE M MMUIKH ce 3a6ena3Ba.
TOBHIIECH OPOMH 3/10KaUECTBEHH TYMOPH Ha YepHHA Apob caMO NpH MBKKH MHIIKH. 3
TE3H JaHHH NPH XOpa € HEH3BECTHA.

Merundennaar He NOBIHABA PENPOAYKTHBHUTE XapaKTEPHCTHKH HIH QepTHIIHTETA
HaJBHIUABAILH KIHHHYHATA 103a.

bpemenHoct — emOpuoHanHo/derTanto pa3BuTHe
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MeTungeHnaar He ce CMATA 3@ TEPATOreHeH IPH ILUTEXOBE H 3aiiun. MeTanHa TOKCHYHOCT
(r.e.TOTanHa 3aryba Ha nyoja) H TOKCHYHOCT 3a MaifkaTa ce 3a0es13BaT NpH IUIBXOBE IIPH TOKCHYHH
03 3a MaliKara.

6. PAPMALEBTHYHH JAHHH
6.1 CnMchK HA NIOMOLIHHATE BelllecTBa

byrunxuapokcuronyen (E321)
LlenynoseH auerat

XumnpoMmenosa (E464)

®octopHa KHCeNHHA, KOHLIEHTPHpaHa
[Tonoxcamep 188

Ionnernnenosn okcann 200K 1 7000K
[Toeuacu K29-32

Harpues xnopun

CteapuHOBa KHMCEMHA

CyKIMHOBA KHCETHHA

Yepen xenezen okcua (E172)

Kbt xeneseH okcun (E172)

PHAMOBO NOKPUTHE:

Hent wenesex okcun (E172)
Xunpomenosa (E464)
JlakTo3a MOHOXHpAT
CreapuHoBa KMCEIHHA
Turanos anokcua (E171)
Tpuanerun

IIpo3payHo nokpHTHE:
Kaphraybckn Bocbk
Xunpomenosza (E464)
Makporon 400

IleuaTHO MacTHIO:

Yepen xenesen okcua (E172)
Xunpomenosa (E464)
[Iponuaex raukon

6.2 HecnBMecTHMOCTH
Henpunoxumo

6.3 Cpok Ha rogHocT
3 rogmHu.

6.4 CrenmajHH yC/I0BHA HA ChbXpaHeHHe

CobxpanssaiTe 6yTHIKaTa MILTHO 3aTBOPEHA, 3a Oa ce IpeAnasy ot Biara. Jla ue
30°C.

6.5 JaHHH 32 oNAKOBKATA
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byTuika ot nonuerunex ¢ pucoka mubstHocT (HDPE) cbe 3amuTena ot gena nonunponunaeHosa
3alyLiaKa H NPUIOKEHH €IHH HIH f1Ba abcopOeHTa 3a BlIara ot cenmkaren.

28 unu 30 Tabnerku ¢ yOBIDKEHO 0cBOOOXKIABAHE,

He Bcruku BHIOBE OMaKoBKH MOTAT fa GbaaT mycHat B npoaaxba.

6.6 CrenuaaHg Npeana3Hi MepKH NpPH H3XBLPJIAHe H patoTa

HeH3non3panuAT JiekapcTBEH NPOAYKT HIIH OTNABYHHTE MATCPHANH OT HEro TpabBa J1a ce H3XBLPIAT

B CBOTBETCTBHE C MECTHHTE H3HCKBAHHA.

7. IIPUTEXATEJI HA PA3PEIIEHHETO 3A YIIOTPEEBA:

»JKOHCBH & JhxoncsH Brarapua® EOO/]

*.K. Mnagocr 4, busnec Ilapk Codus, crpana 4

Codun 1766

bwnrapus

8. HOMEP HA PASPEIIEHHETO 3A YIIOTPEBA:

20060458

9. JATA HA ITBPBO PA3PEIUABAHE/IIOJJHOBSABAHE HA PA3PILEHHETO 3A
YIIOTPEBA

Jlata Ha nupBo paspemasane: 18 aeryct 2006 r.

JaTta Ha nocneaHo nozHoBABaHE: 9 Hoemspw 2012 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA:

09/2025
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