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1. HMME HA JIEKAPCTBEHUS MIPOJYKT ! 6‘ 7-5}0 29 -ﬂl- 2025 *

Konuepra 18 mg tabieTku ¢ yasmxkeHo oceofoxIaBaHe
Concerta 18 mg prolonged release tablets : e T
2.  KAYECTBEH H KOJIHMYECTBEH ChCTAB

Enua Tabnetka ¢ yaemxeno oceoGoxaaBane ceappxa |8 mg MetHIdeHHIAT XHAPOXIOPHA
(methyiphenidate hydrochloride).

IMoMoIIHH BEIlECTBa C H3BECTHO AeiicTRIE

Beaxa tabneTka chABPXaA 6,5 mg nakTo3a.

3a MBIHHUA CIIHCHK HA TIOMOLIHHTE BELIECTBA BHXTe Touka 6.1.

3. JEKAPCTBEHA ®OPMA
Tabnerxa c yarmxeHo ocBoboXaaBaHe,

XentH TabneTkH ¢ popmMa Ha Kalicyna, OT €/IHATa CTPaHa e OTHEeYaTaHo ¢ YepHo MacTio “alza 18”.

4. KJHHHYHH DTAHHH
4.1 TepaneBTHYHH NOKAIAHHA

PascTpoiicTBo ¢ JedHIHT HA BHHMAaHHETO M xHunepakTHeHOCT (PIBX)

KoHuepra € noxazaHa KaTo 4acT OT LANOCTHA TEPaNeBTUMHA NIPOTpaMa 3a IeUeHHe Ha PascTPoicTBO ¢
Je(HUHT HA BHUMAaHHETO H xHnepaxkTHBHOCT (PJIBX) npu aeua Ha 6 u moBeve roaMHH M NpH
BB3IPACTHH, KOTaTo ieueGHHUTE MEPKH CAMOCTOATENHO Ca Ce 0Ka3aNnH HeJoCTaThYHH.

JlcuenneTo 'rpaﬁna Aa ce IpoBexaa noxg HaOmoneHHeTO Ha JieKap, COCUHAJNHCT 0 JJeUeHHe HA
P}IBX, KATO CICUHANHCT-NEAHATLP, NICHXHATLP - CHEUHANCT IO JICUCHHC HA A¢LA H IDHOLIH H
NCHUXHATDHP - CIOCUHANHKCT 0 JAeHeHNE HA BhIPACTHH.

CrieuyaaHy JHArHOCTHYHH ¢choOpawenna npd PABX npy geua

HuarHozata Tpabea Aa 6be noctaseHa cnopes HacToAuwuTe DSM-IV xpurepuu unu MKbB ykazanus
u TpaORa a ce OCHORABA HA LAIIOCTHA AHAMHE3a H OLEHKA Ha nalMenTa. JXenaTenHo e NoTBbpkAcHUE
OT TpETa CTPaHa M AHATHO3A He Moske Jia ce NIOCTABM MPH HATHYHETO CAMO Ha €IHH HIIH NOBeYe
CHMNTOMH.

CrneunuyHATA €THONOIHA HA TO3H CHHAPOM HE € H3BECTHA M JINNCBA CaMO €AHMH OUATHOCTHYEH TECT.
[paBHAHATA AUATHO3A M3HCKBA M3ON3IBAHETO HA METHLHHCKH M CIIELHATHN3MPAHK IICHXOTIOTHYHH,
obpa3zoBaTeNHH H COLHAMHH PECYPCH.

U,ﬂJ'lOCTHaTa TepalcBTHYHA [IpOorpaMa 00HKHOBEHO BKITIOYBA TICHXONIOTHYHH, oGpaaoBa'rean H
COLIHAMHHA MEPKH, KaKTO H c[)apmaxorepanﬂx, H HMa 33 LIET Ja C'raﬁnnnznpa CBhCTOAHHUETO HA ZeUa C

NMOBEACHYECKH CHHAPOM, XapAKTePH3HPAILL €€ ChC CHMNTOMH, KOHTO MOXKE Ja BKIIOYBAT ABJrOCpOYHaA




yMepeHa 0 TeXKA XHNEePaKTHBHOCT, MMHHMAJIHK HeBponori4aHH Oenesu W abnopmua EET.
CnocoGHocTTa 32 YUEHE MOXKE Aa €, HO MOXE H a3 HE € HapylleHa.

JleueHreTo ¢ MeTHNGEHHOAT He € NoKa3aHo npu BeuyxH feta ¢ PAIBX u peurennero 3a ymotpebara
Ha NexapcTBOTO TpAGBa Ja ce OCHOBaBa HA MHOTO 3aABLNDOYEHO HICTEABAHE HA TEXECTTa B
XPOHHYHOCTTA HA CHMIITOMHTE Ha AETETO, AOKOJIKOTO Ca CBLP3aHH ¢ Bb3PacTTa My,

l'IpaBmmoro pasnpeacieHHEe Ha OﬁpaBOBaTeJIHPIH MAaTepHAal € OT CBIISCTRECHO 3HAYCHHE, a
TICHXOJOTHYECKATA HaMeCa € IPHHLHIIHO Heobxonuma. Korato neuebHute MEPKH €€ OKaXaT
HEOOCTAaTbYHH, PEUICHHETO Aa ce IPSANHILIE CTHMYNaHT 'Ipxﬁaa A4 € OCHOBABA Ha TOYHA OLECHKa Ha
TEKECTTa Ha CHMIITOMHTE Ha OCTETO. MeTl‘lﬂ(beHHﬂaT BHHarn T[)}IﬁBa Aa ce npuaara o To3H HavHH, B
CBHOTBETCTBHE C OJlOGpeHHTe TMOKa3aHNA ¥ ChIMACHO PBEKOBOACTBATA 38 npennucaaﬂe.-'nnamosa.

Crienanuy JHarHoCTHYHH chobpaenus npu PABX npu Be3pacTHH

JluarHo3ara Tpadpa na 6sae nocraBeHa cnoped HacToAwuTe DSM-IV kputepn inu MKB ykazauus
K TpAGBa 1a ce OCHOBaBa HA LAJIOCTHA aHAMHE3a H OLIEHKAa Ha MallHEHTa.

CrneuundryHara eTHONOTMS HA TO3H CHHAPOM He € H3BECTHA H NIUICEA CaMO eIMH AHaTHOCTHYEH TecCT.
Brapactuure ¢ PAIBX uMar cHMNTOMH, KOHTO ce XapakTepH3upaT ¢ 6e3nokoiicTBO, HETBPIIEHUE H
HeBHHMaHue. FMa TeHIeHUMA CHMITOMH KaTO XHIIEPAKTHRHOCT JIa HAMAJIABAT C YBEAHYABAHE HA
BB3pACTT4, BEPOATHO [TOPasH afanTallA, HEBpPOPa3BHTHE H caMosiedeHHe, CHMITOMHTE Ha
HEBHHMAaHHE €A [T0-H3Pa3eHH H HMAT No-TroAMo BE3ACHCTBHE BbPXY BB3pacTHH ¢ PIIBX. Jlnarsosara
NpH BBL3PACTHHUTE TPAOBaA Ia BKIIOYBA CHCTEMATHYEH PA3rOBOP C MALIMEHTA, 34 Aa Ce OHpeNeNaT
TekymmuTe cumntomMu. Heobxoammo e nanuune Ha PIIBX B metckara pp3pacT v ToBa Tpabpa aa ce
onpenenH peTPOCIEKTHBHO (0T MeHIIHHCKATa AOKYMEHTAIMA Ha MaLMeHTa WK, aKo IUNCcBa TaKasa,
4pe3 MOAXOAALM H CHCTEMATH3HPAHH HHCTPYMERTH/pa3rosopH). JenaTenso e noTBLPAKAEHNE OT
TpeTa CTpaHa H TeYeHHETo He TpAbBa Aa ce 3all04Ba, KOraTo npoBepkaTa 3a chMnToMHTe Ha PBIX B
IETCTBOTO € HecHrypHa. [luarHosa He MoXe [a C€ NOCTaRH NPH HAIHYHETO CaMO HAa €AHH HJTH [IoBeYe
cuMnToMH. PenteHHeTo Aa ce npeanuie cTHMYNaHT NPH BB3pacTHH TpAOBa Ja ce OCHOBaBa Ha TOWHA
OLIEHKA ¥ AHAarHo3aTa TpAOBa Na BKIIFOMBA YMEPEHO HINM TeXKO QYHKIMOHAIHO YBpEKIaHE B Haii-
Manko 2 crepu (Hanpumep coOLMANHO, akaAeMHUUHO 1/HIK NPodecHOHANHO PYHKILIHOHHpPAaHE),
3aCATaIH HAKOJKO ACHEKTA OT JKHBOTA Ha MHAKBHAA.

42 Jlo3npoBKa H HAYHH HA NPHIGKEHHE

Jeuennero TpﬂﬁBa aa ce nposexaa noa Ha0AWACHHCTO HA JICKAap, COELHAJIHCT MO JCUYCHHE HA
PJIBX, KaTo CNeUHANHCT-NICAHATHP, NCHXHATLD -~ CNCUHANNKCT O JICUCHHE HA J¢lA H OHOLIH, H
MCHXMATEHP - CNERHAMHCT N0 JEUCHHE HA BLIPacTHH.

Ipernen (cKpHHMHT) NpeH IeYEHHETO

Bn3pacTHu, HenekyBaHH qocera ¢ KoHuepra M ako ce H3MCKBa OT HaLMOHANHATA NIPAKTHKA, [IpeIy
3afovBaHe Ha JISYeHHeTO € HeoOXoAnMa KOHCYATALHA C KapyoJIor, 3a a ce NMpOBEpH AHICATa Ha
CHPASYHO-CHAOBH NPOTHBONOKA3AHHA.

IMpeau [a ce npeanuiie NEKapcTBOTO, TPAGEA a c€ MIBBPLIM OCHOBHO H3CAEBAaHE HA CBCTORHHETO
Ha CHPASYHO-CHAOBATA CHCTEMA Ha NALIMEHTA, BKIIOYBALLO H3IMEPBAHE HAa KPBBHOTO HANATAHE H
chpaeyHHuA pUTHM. B TbnHaTa anamHesa TpAdBa a ce cHEMAT CBITBTCTBALUMTE IEYEHHA, MHHAIH H
HACTOALUM OPHAPYXKABALH METHIIMHCKH TENECHH H TICHXMYHH 3a00N4aBaHUA HAHM CHMNTOMH, (aMHIIHA
aHaMHe3a 3a BHe3anHa chpaedHa/HeoGACHHMA CMBPT, pECHCTPHPaHe Ha TOYHHA PBCT U TErN0 NpeaH
JIeYEHHETO B JHArPaMa Ha pacTexa (Bx. ToukH 4.3 1 4.4),

JbarorpaitHo npocnenssane

PacTeXxbT, ICUXUYIHOTO CHCTOAHHE H CHCTOAHUETO Ha CHPAEYHO-ChAOBATA CHCTeMa TpibBa
HENpeKbCHATO Aa ce CNelAT (BxkK. Touka 4.4),




° KpBBHOTO HANATAHE H MYJCHT TPAOBA Jla ce PETHCTPHPAT B AHArpaMa IpH BCAKA IPOMAHA HA
J03aTa H Hali-Ma/Iko Ha BCekH 6 Mecena cnej ToBa,

® PLCTET, TETIOTO M ANeTHUTHT NPH AelaTa TpAOBa Ja ce PeTUCTPHPaT Hali-MalKo Ha BCEKH
6 Mecela BbB BOJEHATA JMarpaMa Ha pacTeska;

° TernoTo npu BE3pacTHUTE TPABBA Ja ce PErHCTPHPa PENOBHO;
° Pa3sBHTHETO Ha HOBH HITH BICIIABAHETO Ha CHILECTBYBALLH NICHXHYHH pa3cTpoiicTBa Tpabea Aa
Ce NpociAenaBa Npy BCAKA IPOMAHA HA N03aTa ¥ Hal-Manko Ha BCeKH 6 Mecelia c/iell TOBa M Ha

BCJAKA BH3HUTA.

MauueHTHTe TPAOBA Aa ce NPOCAEABAT 3a PHCK OT OTKJIOHABaHe (HE3aKOHHO PajNpocTpaHeHue),
HempaBuiHa ynotpeba U 3moynotpeda ¢ MeTundeHnaar.

TurpHpaHe Ha fo3aTa

Ho3ara Tpa6Ba BHUMATENHO KA c€ [TOBHILIABa B HAYAJIOTO Ha JIEYEHHETO ¢ METHNGIeHH IaT.
[NoeuiapaHeto (THTpUpaHeTo) TPAORA a 3aM0YHE OT BBIMOXKHO Hali-HHCKATA J034.

Moske aa ce npeaarat ApYrd KOMHYECTBA HA AKTHBHOTO BEIIECTBO B JO30BA SAHHHLIA OT TO3H
NEKAPCTBEH NPOAYKT, KAKTO ¥ APYTH NPOAYKTH, ChABKAIM MeTHI(eHnIAT.

I[oza'ra MOXe Ia ¢€ HHIOHBHAYAIN3Hpa C [IOKa4YBaHuA OT 18 mg. Karo usano keM KOpEKLIHA HA no3aTa
MOXE Oa ce npuﬁﬂrna Ha HHTEPBAIH OT npu6nn3n'renﬂo €iHa ceaMHLa.

MaxcHManHaTa AHeBHa ao3a Koxuepra e 54 mg npu Rena.
MakcHManHata AHeBHa ao3a Konuepra e 72 mg npu Br3pacTHH.

Hoaposka

Heua

Heya, nenexysanu doceza ¢ memungpenudam: KoHuiepTa MOKe fla He € TOKA3aHa MPH BCHUKH AELla ChC
cunapom Ha PABX. INo-#nuckure no3u MeTHAdeHHOAT B KpaTkofeiicTBalY NeKapCTBEHH (HOPMH
MOXKe Ja OB/IaT AOCTATHYHH 32 lleueHHe Ha fella, HeNekyBaHH Aocera ¢ MeTunderuaar, 3a aa ce
NPESOTBPATAT H3NKIIHC BHCOKH JAO3H METHI(GEHHAAT ce MIHCKBA BHUMATENHO THIPHPAHE Ha AO3HTE
noj HaGmoAeHHeTo Ha nekysaiyd nexap. [IpenopeyurennaTa HavanHa go3a Konuepra npu jgeua,
KOMTO He MpHeMaT B MOMeHTa METHN{PEHHAT KK [IPH Jella, KOMTO Ca HA CTUMYJIAHTH, Pa3IHYHH OT
MeTHIN(PEeHUAAT, € 18 mg BeAHBXK JHEBHO.

Br3pacTHH

Bw3pacmnu, nenexyeanu ooceza c Memunghenudam: KoHLEPTa MOXke A3 HE € ITOXA3aHA NPH BCHYKH
BB3pACTHH cbC cHHAPOM Ha PIBX. [To-HHCKNTE 103K MeTHI(EHHAAT B KPaTKOASHCTBAILH
AexapcTBeHH OpPMH Moxe Ja OBAAT JOCTATHYHH 3a JIEYEHHE Ha BE3PACTHH, HENEKYBaHH J0Cera ¢
MeTinheRUAaT. 3a Oa ce NPeoTBPATAT HITHLIHO BUCOKH JO3H METHI(EHHAAT Ce HIHCKBa
BHMMaTeJHO THTPHpAHE Ha A03HTe NoJ HabRIoAeHHETo Ha JIeKyBalmuA Aekap. [Ipenopruurentara
HayanHa jo3a KoHuepTa npH Bb3pacTHH, KOMTO HE MpHEMAT B MOMEHTa METHI(EHHAAT, KIH TIPH
BB3PACTHH, KOMTO Ca Ha CTHMY/IAHTH, Pa3NUYHH OT MeTHAdeHHaT, ¢ 18 mg BeAHBX JHERHO.

Hozupawne npu nayuenmu na nevenue ¢ Memungenudam xovsm momenma.: [IperopbuHTEIHATA 8032
KoHuepta 3a mauHeHTH, KOHTO TIOHACTOALLEM TIPHEMAT METHN(QEHHIAT TPH IBTH JHEBHO, B A03H OT
15 no 60 mg/anesHo e npenctareno B Tabmuua 1. [IpenopbkuTe 3a fo3HpaHe ce OCHOBABaT Ha
HACTOALINA PEKHM HA A03MpPaHe M KIMHMYHATA IpeLieHKa.




TAEJMILA 1
IIpenopLYHTENHOTO 103MPaHe 33 NPEeMHHaBaHe OT APYTH PeKHMH Ha MeTHadennaaT
XHAPOXIOPU, KOTATO ca HaNu4HH, KbM Konuepra

Ipeaumna JHeBHa g03a MeT#adennaat xugpoxaopua | IlpenopbunTtenna ao3a Konuepra
5 mg MeTHndeRUIaT TPHU IBTH AHEBHO 18 mg BeAHBX JHEBHO
10 mg meTHAGEHHAAT TPH NBTH AHEBHO 36 mg BeAHBX AHEBHO
15 mg MeTHAGEHHAAT TPH MBTH AHEBHO 54 mg BeAHBX AHEBHO
20 mg MeTun(eHHaaT TPH NBTH AHEBHO 72 mg BeAHBX AHEBHO

Akxo He ce HabmogaBa MoA0OPEHNE CIeA AASKBATHO NO3HPAHE B MPOABIGKEHHE HA €AMH Mecerl,
NpHEMBT Ha MeHKaMeHTa TpAGBa Ja Obae cripAH.

Lerzocpouna (noseve om 12 meceya) ynompeda

BezonacHocTTa 1 ehexTUBHOCTTA Ha NIpOAB/KUTENHATA YoTpeba Ha MeTHI(EHHAAT He ca
CHCTEMATHYHO M3CNe/IBAHH B KOHTPOIHPAHY NpoyyBaHus, JleueHHeTo ¢ MeTHNGEHNIAT He TpaOBa H
He € 3aJBIKHTENHO Ja € HeorpaHuueHo. [Ipu aela 1 1oHoK To 06HKHOBEHO MOXKe Ja ce
NpPEYCTAaHOBH TI0 BpeMe Ha MybepTeTa HNM chel Hero. JlekaparT, koHTo u3bepe ma npuiara
MeTHAGEHHIAT 32 MPOIB/LKHTENHH IepHOH oT BpeMe (oBeye oT 12 Mecena) NIpH NALHEHTH C
PJIBX, Tpa0Ba nepuoAH1HO Oa H3CNEABA AbATOCPOYHATA NOA3a OT JICKAPCTBEHMA NPOIYKT 33 BCEKH
OTHENEH MALHEHT ¢ NPo0HH nepuoay Ge3 NpHIokeHHE Ha JIEKAPCTBOTO, 3a A2 OLeHH QYHKUHHTE Ha
nauueHTa Oe3 dpapmakoTepanus. [Ipenopeusa ce ynotpebaTa Ha MeTHIGEHKHAAT fa ce CIHpa Hail-
MAJIKO BEOHBX TOAHLIHO, 3a a € OLIEHH ChCTOSAHHMETO Ha NalMeHTa (IpH igla 3a IPeAnoYHTaHe M0
BpeMe Ha YYHIIHLIHHTE BakaHIuH). [loqobpeHneTo MoXe da e HanvUe, JOPH KoraTo yrnotpebaTa Ha
JIEKAPCTEEHHSA MPOIOYKT € BpeMEHHO HiIH OKOHYAaTEAHO NPeyCTAHOBEHa,

Hayansigane na 003ama u NPEyCmanoensane Ha mepaniuama

Jleuenuero TpaOBa Oa ce cope, akO HAMA NOJOOPEeHHE HA CHMITTOMHTE CleJl CBOTBETHATA NPOMAHA Ha
Jo3ara B paMKkHTe Ha | Mecent. B ciyyail Ha mapagokcanio BAOIIABAHE HA CHMOTOMHTE HITH NOABA Ha
IOPYTH CepHO3HH HexeNaHH chOMTHA fo3aTa TpAGBa a ce HaMAaNH HJIH TEPANKATa a CE MPeyCTaHOBH.
Creyuannu nonynayuu

flayuenmu 8 cmapuecika gv3pacm

MetundeHuaat He Tpabpa Aa ce npHIara nNpy MalHEHTH B CTap4ecKa Bb3pacT. besonacHocTTa M
eeKTHBHOCTTA B TA3H BBE3PACTOBA TPYHa He ca ycTaHoBeHH. KoHuepra He e npoyueana npu PJIBX
NpH NALKEHTH Hal 65 TOAMHH.

Yepnodpobno yapedcoane

MetundeHunaT He € MpOyUBaH NPH TALHEHTH C YEPHOAPOOHO YBpENAaHE,

Bubpeuno yapexcoare

MeTundeHuaar He ¢ IpoyUBaH NPH NALIHEHTH ¢ 6BOpeyHO yBpexkaaHe.

Jeya nood 6 2oounu

Metnnibenunat He TpaGpa Aa ce Npunara npH Aeta nox 6 roguHH. bezonacHocTTa H epeKTHBHOCTTA B
Ta3H BBE3PacTOBa IPYNa He Ca YCTAHOBEHH.




Haunn na npHnosxeHHe

KoHuepTa e 3a nepopanHo NPHIOKEHHE BEIHBX JHEBHO CYTPHH.

Konuepra Moxe Ia ce npunara cbc U 6e3 xpaHa (Bx. Touka 5.2).

Konuepra TpabBa Oa ce MOrABILA LUANA C TIOMOLLTA HA TEYHOCT, He TpAOBa Aa ce ABRYe, pa3dens HiH
yynH (BX. Touka 4.4).

4.3 IIpoTuBonoKA3aAHHA

) CBpBXYYBCTBHTENHOCT KBM METHI(EHNUAAT HIH HAKOE OT NOMOLIHHTE BenlecTBa, H30poeHH B
Touka 6.1,

. I'nayxoma

. deoxpomonuToM

. [To BpeMe Ha JeYEHNE C HECENEKTHEHM HeoOpaTHMH HHXHOUTOPH HAa MOHOAMHHOOKCHA3ATA

{MAOQO) nin B cpok oT Hal-Manko 14 nuu cnen npeycTaHOBABAHE HA TCPANMUATA C TE3H
JeKapcTRa [OPadH PHCK OT XHIEPTOHMYHA KpH3a (BX. Touka 4.5)

L XHHEPTHPCOHI[HTLM WIH THPEOTOKCHKO3a

. JIMarHo3a WAy aHaMHe3a 3a TeXKa JenpecHs, aHOpeKcHa HepBo3a/XpaHHTENHH palcTpoiicTsa,
CKJIOHHOCT KbM CaMOYOHIICTBO, IICHXOTHYHH CHMIITOMH, TEXKKH Pa3cTpOficTBa Ha
HAcTPOSHHETO, MAHKA, WH3IOPPESHHA, TCHXONATHA/TPAHHYHO IMYHOCTHO PAa3CTPOHCTBO

) JuarHo3a HaM aHAMHE3a 3a TeXKO ¥ enusoauyHo {Tun 1) GumonsapHo adexTHBHO pascTpoiicTBo
{xoeTo He € 100pe KOHTPOIHPAHO)

o [IpeatecTBamy CEpASYHO-CEAORH 3a0019BaHUA, BKIIOYBAILH TEXKA XUNEPTOHUA, ChPIEYHA
HEOCTATEYHOCT, apTEPHANHO OKTY3HBHO 3a00NABaHe, aHTHHA, XeMOAHHAMUYHO 3HAYUMA
BpOJieHa ChpAeYHa HEAOCTATEYHOCT, KapAHOMHONATHH, MHOKAPAEH HH(apKT, NOTEHUHANHO
JCHBOTO3ACTPAILIABAILK APHTMHH, KaKTO H KaHAONMATHH (HapyLIEHHA, IPEAH3BHKAHH OT
JHchYHKUIMA Ha HOHHHTE KaHA/IH)

L] Hpenmecrsamﬂ MO3IBUHO-CBA0OBH '3360.15[3&]-1“}1, uepeﬁpam{a aHCBpH3Ma, CBOOBH aHOMAIIHH,
BKNIOYHUTETHO BACKYJIHT HIIH HHCYIT.

4.4 Cneunannu npeaynpexacHus ¥ NPeINasHH MepKH NpH ynotpeta

Jleuennero ¢ meTundeHUIAT He € NOKA3aHO TpH BCHYKH naureHTH ¢ PJIBX u pemenuero 3a
ynotpefaTa Ha nekapcTBOTO TpAbBa Aa ce OCHOBaBa HAa MHOTO 3aABA60YEHO H3CIeABaHE Ha CTEMIEHTA
H XpOoHH(UIHPaHe Ha CHMIITOMMUTE Ha nanHeHTa. Korato ce o6Mmucis neyeHne Ha Aela, oLlEHKaTa Ha
TEXECTTa W XPOHH(HIMPAHe Ha CUMNTOMUTE Ha AeTeTo TpAOBa Aa OBAAT CRBP3aHH C BBE3pacTTa My
(6-18 roauun).

IuarocpoyuHa ynorpebda (moseue ot 12 Mecewa)

BesonacHocTra 1 edekTHBHOCTTA Ha NPOAEILKUTENHATA yoTpeba Ha MeTHIdeHHAAT He ca
CHCTEMATHYHO H3C/IEABAHH B KOHTPOIHpAaHH npoyuBaHus. JleueHuero ¢ MeTundennaT He tpabea u
HE € 3a0BDKUTENHO Na € HeorpanuueHo. IIpu aena H roHOMK TO OGHKHOBEHO MOXKe A2 ce
HpeyCcTaHoBH 10 BpeMe HA myOepTeTa Wi cnen Hero. [launeHTHTe Ha NpoOBIKHTENHA TepanHs (T.€.
Ham 12 Mecewa) Tpa6Ba aa 6baaT 00eKT HA BHEMATENHO ABITOTPaiiHO NpocieasBaHe B CbOTBETCTBHE
C HaCOKHTe, AaOeHH B TOUKH 4.2 u 4.4 ¢ ornell Ha ChCTOSHHETO HAa CHPAEYHO-CHIAOBATA CHCTEMA,
pacTexa (gera), TErnoTo, all€THTa, PELIHAHBHPAHETO WK BIOIIABAHETO Ha MUHAIH ICHXHYHH
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B'l:36y}13HOCT, TPEBOXHOCT, OEIIPECHA, IICHX03Aa, MAHHA, HIK3HH, pa3Ipa3sHUTEIHOCT, JIHIICA Ha
CMOHTAHHOCT, 3aTEOPECHOCT H NMPEKOMEPHA NEPCEBEpPALINA.

JlexapuTe, KOHTO peLiaT Aa MpHIaraT METHAQEHHAAT 3a IPOIBAXKHTENHH MEPHOAH OT BpeMe (IoBeye
ot 12 Mecena), Tpa0Ba NEPHOAMYHO @ H3CIEABAT ABArOCPOUHATA 1107132 OT JIEKAPCTBOTO 32 BCEKH
OTAe/IeH MAlKeHT ¢ IpoOHY epHoaH Oe3 NpUACKEeHHe Ha JIeKapCTBEHHA NPOAYKT, 32 [a OLIEHAT
$yHKUMHTE HA MauMenTa 6e3 gapMakoTepanus. [Ipenoprusa ce ynotpedata Ha MeTUADEHHAAT Aa CE
CNHpa Hali-ManKo BeAHBK TOMIIHO, 33 1A Ce OUEHH CHCTOAHHETO Ha MauxeHTa (TIpH Aeua 3a
NpeAmoYHTaHe [0 BpeMe Ha yYunuuHuTe eakaniuy). [logo6penreTo Moxke 1a e HanMLle, JOPH KOTATO
ynoTtpefata Ha TeKapcTBeHNA NPOAYKT € BPpeMeHHO HITM OKOHYATENTHO NIPEYCTaHOBEHA.

Ynorpeba npu nallMeHTH B CTapuYecKa BB3PacT

Metnndennaar He Tpabpa a ce IpUiara NpH NALKEHTH B CTapYeCcka BB3pacT. besonacHocTTa 1
eheKTHBHOCTTA B Ta3H Bh3PacTOBA IPyna He ca ycTaHoBeHH. KoHuepTa He e npoyysaHa npu P/IBX
IpH NaUMeHTH Had 65 roAHHH.

VnotpeGa npw jiena nos 6 roanHu

METHHCDEHH,H&T HE TpHGBa Ia ce€ [Ipuiiara 1pH acua nomg 6 FOOHHH, NNOPAJIH JIKIICATA HA JAHHH 3a
6ezomacHOCTTa H E(beKTPIBHOC'ITa B Ta3H BB3pacToBa rpyna.

CheTOsAHME HA ChpACUHO-CHI0BATA CHCTEMA

3a nauMeHTHTE, HAa KOUTO HPEACTOM IeYeHHE ChC CTHMYHPAILH TeKapeTBa, € HeobxoauMa
BHHMAaTeliHa aHaMHe3a (BIUIIOUHMTENHO H MPOy4BaHe 3a (paMH/IHA aHaMHe3a 33 BEE3alHa ChPAEYHa HIH
HeoGACHMMA CMBPT MITH 37T0KAUeCTBEHa apUTMiA) ¥ (PH3HKaNeH Tpernel, 3a 1a ce YCTaHOBH
eBEHTYAJIHO HaNHYHe Ha ChpJevHo 3a0onABaHe, i Te TpAOBA Aa MPeMHHAT SOMBJIHHTEHH
H3CHeBAHUA TIPU CNELHARKUCT KapaHOJIOT, B CIydaii Ye NbPBOHAYATHUTE Pe3yNTaTH NIPEANnoarar
HanM4HeTo Ha NMoA0OHA aHaMHe3a HiIH 3abonaBaHe. [laueHTHTE, Pa3BHIH CHMITOMH KaTo
MannUTaunH, GONAKH B FEPANTE NPH GHINYECKO HATOBAPBAHE, HEOGACHUM CHHKOMN, HCTIHEA HITH
JOpYTH CUMIITOMH, [IPEANOArally cEpAeYHo 3a004BaHe 10 BPpEME Ha JIEYEHHETO C METHI(EHHAAT,
TpabBa He3aGaBHO Na IPEeMHUHAT HACTEABAHHA MPH CIELMANKCT KapAHO/OT,

AHaN{3NTe HA AAHHH OT KJIMHHYHH POYYBaHHA Ha MeTUNdeHUaaT npH geua H toHowu ¢ PIIBX
MOKa3BAT YECTH CNyYad Ha MPOMEHH B JUACTONHOTO [ CHCTOINHOTO KPLBHO HA/ATaHE Ha NMAIMEHTH,
npuemamu MetundreHuaar, ¢ noseue ot 10 mmHg B cpaBReHHE ¢ KOHTPOIHHTE MALIHEHTH.
TopuLeHHA HA CTOMHOCTHTE HA THACTONHOTO H CHCTONTHOTO KPBLBHO HANATaHE Ca HaOMIOAABaHH ¥ B
JAHHHTE OT KIHHHYHHTE H3NHTBAHHA NPH BE3pacTHH mauveHTH ¢ PJIBX. Kpatkocpounute 1
OBITOCPOYHHTE KIHHUYHH NOCAEIHUH OT Te3H edekTH BBPXY ChPAEYHO-CHAOBATAa CHCTEMA NPH Aela
H IOHOLIH He ca u3BecTHH. He Moxe Jia ce M3KIIOYM BB3MOXHOCTTA OT NOABATA Ha KIHHUYHH
yCloxHeHHs NpeaABHA edekTHTe, HAOMORaBaHH B JAHHHTE OT KIIRHHYHHTE NPoy4BaHHA ocobeHo B
CJIy4aH, KOTaTO JIeYeHHETO M0 BpEME Ha JETCTBO/IOHOILECTRO € MPOABIIKMIIO I B 3pAIa Bb3PacT.
Tpadea na ce MOAX0XKAA ¢ NOBHILCH) BHHMAHKE NPH JieYeHHETO Ha NaLUUeHTH, YHETO
NbLPBOHAYANNO YCTAHOBEHO 3PABOCAOBHO CHCTOAHHE MOXKe A2 Gbje HLTOKEHO HA PHCK OT
NOBHIIABAHETO HA KPLBHOTO HAJMAr3HE H/H YMECTARAHETO HA CLPAEYHHA PHTHM. BixTe
To4Ka 4.3 2a yCIOBHA, IPH KOHTO JIEYEHHETO C METH/I(DEHHIAT € NPOTHBONOKA3aHO,

CoheTOnHMeTO HA CbhpaeyHO-CRAOBATA CHCTEMA TpﬂﬁBa BHHMATECJIHO A C¢ ClIeaH. Kp'bBHOTO
HAJIAraHe 1 nyacs»T Tpaﬁna Aa Ce perHCTPpHPAT B AHAIpaMa NpH BCAKA NPOMAHA HA J03aTa H
Haii-MaNKo Ha BceKH 6 Meceua ciel ToBa.

Merundennaar Tpabsa ga 6bie npeycTaHOBEH NPH NALMEHTH HA Je¥eHUe € NOBTAPSALIK ce
TAXHKAPAHA, ADHTMHSA MJIH NOBRINEHO CHCTOIHO KPbBHO HaJAATaHe (>95-TH MepceHTHN) H
TpabBa Aa ce 06MHUCIH HACOUBAHE KBM KAPAHOOT.




Ynortpebara Ha MeTHN(eHHAAT € NPOTHBONOKA3AHA NPH aHAMHE3a 33 HAKOH ChPAEYHO-ChOBH
3afonABaHUA, OCBER AKO He ce BieMe MPenopbka 0T CNelHANHCT N0 KapaHoJ10rus (BxK.
TouKa 4.3).

Brezania cMupm u MURQTU CIPYKIYPHYE CHPOEYHU QHROMATHN LAY OPYEU CEPHOINU ChpOeyHU
Hapywenus

CrobmiaBa ce 3a BHe3alHa CMBPT, CBbP3aHa ¢ ynoTpebara Ha CTUMYNAHTH Ha IIeHTPalHaTa HepBHa
cHCTeMa B OOHIAHHHM /103H IPH MALHEHTH, HAKOH OT KOUTO Ca CBbC CTPYKTYPHH CEPIEYHH aHOMANHH
HITH IPYTH CepHO3HU npobieMH Ha chpleTo. BBIpekH ye HAKOH CepHO3HH ChPAEUHH NPoBIeMu Moxe
camu no cefe cH Ja NpelcTaBABaT MOBHIIEH PHCK OT BHE3AMHA CMBPT, ynoTpefara Ha CTHMYNIHpaLILH
NPOAYKTH He ce MPenophyBa [pH NalHEeHTH C YCTAHOBEHH CTPYKTYPHH CHPAEYHH AHOMAJHH,
KApAHOMMOTATHA, T&KKH HADYIIEHHS HA ChPACYHHA PUTEM HAH APYTH CEPHO3HH ChPACYHH
npobnemu, KOHTO MOXKE 1A TH NOCTABH B TOJI0KEHHE HA MOBHLIEHA YA3IBHMOCT KBM
CHMIAaTOMHMETHYHUTE e(heKTH Ha CTHMYJIHPALIOTO JTEKAPCTBO.

Bs3pacThH

CpoBIueHH ca BHE3AMHH CMBPTHHU CNIYy4aH, MHCYAT M MHGAPKT Ha MMOKApPAA [IPH BB3PACTHH,
NpHEMAILHY CTHMYIHpaIy RekapcTBa B obHYaiinu no3k 3a PIBX. Benpexu ue pondara Ha
CTHMYJIAHTHTE B TE€3H CNyHaH Ha BL3PACTHH € HEWIRSCTHA, BEIPACTHHTE HMAT MO-To/AMa BEPOATHOCT
OT flellaTa Aa HMaT CEpHO3HH CTPYKTYPHH CBPACUYHH AaHOMATHH, KAPJIKOMHOMNATHA, CEPHOIHH
AHOMAJKH HA CHpPOEYHHA PHTHM, KOPOHApHa apTepHanHa GonecT HIIH OPYTH CEpHOIHH ChPAESIHH
npobnemu. Be3pacTHH ¢ TakHBa 8HOMATHH CBILO KATO HANO He TPAOGBaA Ja ce IEKYBAT ChC
CTUMYNHpAIIH TEKAPCTERA.

Henpasunrua ynompeba u copoedno-cv006HU pearxijuu

Henpasunnara ynorpe6a Ha CTHMYJIaHTHTE Ha LEHTPAJIHATA HEPBHA CHCTEMA MOXKe 1a JOBEOaT 10
BHE3aITHA CMBPT M APYTH TEKKH ChPASUHO-ChIOBH HEXXeTaHH PeaKiMH.

Mo3suHOCEI0BH 3a609BAHHS

3a MO3BUHOCBAOBHTE CBCTOAHHA, [IPH KOHTO JICYEHHETO C Memmbeuuua'r € MPOTHBOIOKA3AHO, BIKTE
Touka 4.3. ITaLlHeHTHTE ¢ DOMBIHHTEIHH PHCKOBH cl)axTopu (KaTO aHaAMHE3a 3a ChpAEYHO-CBACBO
3a601ABaHE HIH CHITBTCTBAILH JICYEHHA, IOBHIIABAIIH KPBBHOTO HaﬂHFaHe) 'rpaGBa HA BCAKA BH3IHUTA
CJIEO 3all0vBaAHE HA JICUCHHUETO € MeTHJ’ICbeHHIlaT Aa NpeMHHABAT IPErN€a 3a HEBPONOTHYHH TIPU3HALH
H CHMIITOMH.

[lepeGpanHuaT BACKYIMT € MHOT'O PAAKO CPeliaHa HAMOCHHKPATHYHA PEaKUMA KbM H3TaraHeTo Ha
MeTHnderuaat. ChIECTBYBAT MANIKO AGKAZATENCTEA 34 TOBA, Y€ NALMEHTHTE C IOBHLISH PHCK MOTAT
na GBOAT PA3IO3HATH M THPBATA TPOSBA HA CHMITTOMHTE MOXe Aa ObJle MbPBHAT [IPU3HAK 33
CBHINECTBEH KIHHHYEH npobneM. PaHHaTa AlarHO3a, TOCcTaBeHa Ha 6a3aTa Ha BHCOKaA CTEleH Ha
IPERMONIONKEHNE, MOXE 1A MO3BOIH HABPEMEHHOTO NPEYCTAHOBABAHE HA TepanuaTa ¢ MeTUNdenuaaT
H paHHO MeyeHHe. 3aToBa TpAGBa Aa ce AMATHOCTHLIMPA BCEKH MALMEHT, DA3BHI HOBH HEBPOTOTHYHH
CHMNTOMH, KOHTO OTIOBAapAT Ha Lepebpanta HCXeMHS 10 BpeMe Ha TepanuaTa ¢ MeTaiadeunar. Tean
CHMITOMY MOXe Ia BKJIIOYBAT TEXKO NMaBo0oIHe, CKOBAHOCT, OTHAAHANOCT, Mapaain3a H HapyueHHe
Ha KOOPAVHALHATA, 3pEHHETO, TOBOPa, €3HKa HIIH NaMeTTa.

JlevyeHHeTO ¢ MeTHN(EHUIAT He € MPOTHBOMOKAIAHO NPH MAlHEHTH ¢ XEMHIUIETHYHa LepebpanHa
napesa.

Ilcuxuuny pascrpoiicTRa

PazButHeTo Ha aBe MM MoBeYe MapaelHK IcHXHYHH 3abonaBanus npi PIABX e yecto cpemano

fBNeHHe H T03H (akT TpAGBA Ja ce 0TYMTA, KOraTo ce NpeHCBAT CTHMYIHMpaIlH npoaykTy. [Ipenu
HayanoTo Ha IeMeHHETO ¢ MeTH(EHIIAT NalMeHTHT TPAOBA Aa ce Iperiena 3a HanHYHe Ha
NICHXHYHH pa3cTpoiicTsa H TpAOBRa Ma ce cHeMe daMHiTHa aHaMHe3a 33 IICHXHYHH pascTpo#




Touka 4.2). B cny4aii Ha noABa Ha NCMXHYHH CHMITTOMH MJH BIIOLIABAaHE HA MHHANH NCHXHUYHH
pascTpoiicTBa He TpAGBa 1a ce NpHiIara MeTHngeHUIAT, OCBEH aKO MOA3MTE HE Ca [10-T0NeMH 0T
PHCKOBETE 34 MAaLHeHTa.

“pll BCAKA NPOMAHA HA Ko3aTa TpﬂﬁBa fa ce¢ cJielH 3a NMOABA HA HOBM MJIH BJOIIABAHE HA
MHHAJH NCHXHYHH pascrpo:‘icrna, a ¢Jiell TOBA HAH-MAMKO HA BCEKH 6 Mecena # Ha BCAKA
puiautTa. Moxe 1a e YMECTHO 1a Ce NpeyYCTAaHOBH TepanuAaTa.

3acunaane Ha MUHATY RCUXOIMUYHY WU MAHUIHU CUMNMOMU

anHO)KeHHCTO Ha Me'mmbenu,na'r [IPH NCUXOTHYHH ITALIMEHTH MOXE Aa 3aCHIIH CHMIITOMHTE Ha
MOBEOCHYCCKO CMYLUEHHE K MHCIIOBHO pa3c1‘p0ﬁcmo.

1losga na HOBU NCUXOMUNKY URYH MAHUTHU CUMHIMOMU

BB3HHUKHATHTE MO BpEMe Ha JIeweHue ICHXOTHYHH CHMOTOMH (3PHTENHH/0Ce3aTeNHI/CYXOBH
XANMICHHHALHH ¥ UIHO3HK) HIIM MAHUA NPH TTaUHEHTH 6e3 MHHANA aHaMHEe3a 33 [ICHXOTHYHH
3a60NABAHMA UK MaHHA MOJKE a Ca MPUYHHEHH OT MeTHIdeHHAaT B oOuyaiinn K031 (8. Touka 4.8).
B cnyuait Ha nosBa Ha MaHKHHY MIIH NICHXOTHYHH CHMITOMH TpsA0Ba A ce OTUETE BBIMOXKHATA
NPHYMHHA PO Ha METHAGQEHNIAT H MOXKE Ja € YMECTHO JIEYCHHETO Ia CE [IPEYCTAHOBH.

Azpecuano unu spadicoebno nosederue

JleueHHETO CLC CTHMYJIAHTH MO A2 IPUYHHH ITOABA HIM 3aCHMBAHE Ha MPOABUTE HA arPeCcHs WIH
BpaxcieGHOCT. 3a NposBM Ha arpecis ce cLoGIaBa MPH NAUMEHTH, NEKYBAaHH ¢ METHIGhEHKIAT {BX.
Touka 4.8). TlaLHeHTHTE, NEKYBaHH ¢ METHAQEHHIAT, TPAGB2 BRHMATENHO A3 CE CNeAT 3a [0ABA HIH
3acHIIBaHE HA TPOABHTE HA arpeCHBHO NOBEAIEHYE WIH BpaXAeOHOCT B HAYaN0TO Ha NeueHHUETO, IPH
BCAKA MPOMAHA HA M03aTa, Cel KOETC Hal-MaNko Ha BCEKH 6 Mecella M Ha BCAKa BU3HTA. JlexapuTe
TpaGBa [1a NpeLieHABAT HY)XIaTa OT MPOMAHA Ha PeXHMA Ha JIeUeHHE TIPH NALMEeHTH ¢ IPOMAHA B
NIOBEICHHETO HMAKH TIPEIBH, Ye MOXKE Ja € YMECTHO IOBHIIABAHE WIH HaMalfgBaHe HA A03aTa.
Moske na ce 0OMHCIH TIpeKpaTABaHe Ha JIEHEHHETO.

Crronnocn Kem camoybuiicmso

[TaureHTHTE, NOKA3BAIIH CYMIHARN HASALHHM MM NOBEJEHYe N0 BpeMe Ha JieueHKeTo 3a PIIBX,
TpabGBa He3abaBHO fa GBOAT MperneAaHH oT cBoA Jexap. Tpabsa Aa ce OTYETE BIOLIABAHETO HA
MBPBOHAYAIHO YCTAHOBEHOTO NCHXHYHO CHCTOAHHE H Ha BEpOATHATA NPHYHHHA POJIA HA NIEYEHHETO C
meTundennaatr. Moxe Aa ce HamOXH NeYeHHE Ha ThPBOHAYAIHOTO NCHXHYHO 3a0onaBane U TpabBa
Ia ce 06ChIH BEIMOXKHO NMPeYCTAHOBABAHE HA TEPANMUATA C METHADEHHAAT.

Tuxoee

EdexTsT Ha MeTriIeHHAAT € CBBP3aH C MOABATA HIIH BICWIABAHETO Ha IBHTATENHH U BepHantu
THroBe. CroblIaBa ce Chillo i 3a CyHaH Ha BlOIIaBaHe Ha cHHApoMa Ha Type (BxK. Touka 4.8).
Tpa6sa ga ce npoy4n (amunHaTa aHAMHE3a H JICYEHHETO ¢ MeTHApeHUAaT Tpabea fa e
NpeAECTBaHO OT KIHHHYEH Nperies 3a THKoBe WM curapoM Ha Type. [Taunentute Tpsbsa pegoBHO
1A ce MPOCNEeABAT 3a MOABA WM BIOLIABAHE HAa THKOBETE 110 BPEME Ha JIEYEHHETO ¢ MeTHI(EeHUAAT.
MauuenTnTe TPAGBA 14 CE NPOC/IEAABAT NPH BCAKA NPOMAHA HA /1034TA, C/le]l KOETO Hali-MaIKo
HA BCEKH 6 Mecela HIH Ha BCAKA BHINTA.

Tpesosichocm, ev3bydenacm wuau HANPE2HAMOCM

Ipu nanueHTH, IEKYBaHH ¢ MeTHN(EHHAAT ce CHOOIIABAT NIPOABH HA TPEBOXKHOCT, BB36YAEHOCT H
HanperHatocT (Bx. Touka 4.8). EdextsT Ha MeTHIDEHHAAT € CBBP3AH CBILO ¢ BIOIIABAHETO HA
MHHAIIH IIPOABH Ha TPEBOKHOCT, BBE30YZEHOCT MM HaNperHaTocT. TPeBOXKHOCTTA BOAH [0 CIIHPAHE
Ha NeYeHHETO ¢ METHI(ERUIAT NIPH HAKOH MaLHEHTH, Ynorpeﬁa‘ra Ha MeTHIQeHHAAT Tpﬂﬁna mae




MalHEHTHTS 'rpaﬁaa PEdCBHO 1A c€ NPOoCAEABAT 34 NOABA HIH BJAOLIABAHE HA TE3H CHMNTOMH N0
BpeéMe Ha JledeHHeTO, NIPH BCAKA DPOMAHA HA 03aTa, C/1€A KOETO Hali-ManKo Ha BceKH 6 Mecena
H/IH HA BCHKA BH3NTA.

Dopat Ha BUNOAAPHO PAICMPOTCINGO

IIpu ynotpeBara Ha MeTHNeHUAAT 3a JedeHre Ha PABX npu nanuenTy ¢ napanentHo 6MnonapHo
pazcTpoifcTBO (BIIOYHTEIHO H HeJleKyBaHO OHNONApHO pascTpoiicTBo THN | HiH Apyru dopmu Ha
OumnoApHO pascTpoiicTso) TpAGBa Ia ce Moaxoxna ¢ ocofeHo BHHMaHHKE, Thil KATO € Bh3MOMHO TOBA
Ja NpeAu3BNKa TOABATA HA CMeceHW/MaHuiTHH enusoan y Tax. Hpean ma sanoyHart neweHue ¢
MeTHI(EHHAAT, MALHEHTHTE ¢BC CEIBTCTBAILH AeNPECHBHU CHMIITOMH TpAGBa fa IpeMHHAT Mpernen,
33 1a Ce YCTAHOBH JAJH ¢a M3NQMKEHH Ha pUCK oT HunonsapHo pascrpoiictso. Ilperneast Tpabea na
BKJIIOYBA MoApoOHa aHaMHe3a Ha ICHXOTHIHHTE 3a00N9BaHuL, BKIIOYHTENHO U (paMUNHA aHaMHe3a 3a
clydal Ha camoyOuiicTBo, OunonapHo pa3cTpoiicTBo H AenpecHs. HenpekbenaToTo gparoTpaiino
npocjedABaHe € 0T ChUIECTBEHO IHAYEHHE NPH Te3d naumenTH (BK. ,JIlcuxuunn pascrpoiictea”
no-rope u To4ka 4.2). FlaunenTnte TpAdBa Aa ce NpocieAABAT 33 CHMIITOMH IIPH BCAKA
NPOMAHA N4 103aTAa, CJIeA KOeTo HAll-Ma/1Ko Ha BcekH 6 Mecella H HA BCAKA BH3HTA.

Pacrex

[pu nponbmKHTENHA yioTpeba Ha MeTHIdEHHAAT NPH Aella ce cbolliaBa 3a yMEpeHO MOHKaBaHe B
Ha/RABaHETO Ha Terno H 3abapsHe Ha pactexxa. Crobiuapa ce 3a HaManspaHe Ha TETTIOTO MPH JIEYEHHE
Ha BE3pacTHH ¢ MeTHndieHuAaT (Bic. Touka 4.8).

E(lJeKTHTe Ha MCTHJTCI)EHHI.[aT BBPXY BHCOYHHATA H TETTIOTO BCE OIE HE Ca H3BECTHH H €€ H3YYaBaT.

ITo Bpeme Ha neuenneTo ¢ MeTHIdheHHAAT TPAGBS Aa ce CAeAN PACTEKBLT HA NAUHERTHTE,
PLCTLT, TErJ10TO ¥ ANETHTHT TPAGBA Ja ce PETHCTPHPAT HAH-MAJKO HA BCEKH 6 Mecewa B
Auarpama Ha pacrexa. [TauMeHTHTe, YHHTO TENO HIIH PBCT He CE [IOKa4BaT ChINIACHO OYaKBaHMATA,
MOJKE JIa C& HANOXH /J|a NpeycTaHOBAT NeveHneto. [Ipy BpIpacTHHTE Ternoro TpAaGEa 1a ce
npoclIeansa pefoBHO.

lipunagsuu

Mertundennaat TpabBa fa ce npunara ¢ NOBHIIEHO BHHMAHHE TIPH NALHEHTH C EMHAEICHA.
MeTtniadeHHaaT MOXe Aa MOHKKY KOHBYJICHBHHA Tpar NpH NaLMeHTH ¢ aHAMHE3a 33 IPHNaAbLH,
nauueHTH ¢ MuHanH EEI oTknoHeHHA IpH OTCHCTBHE HA MPHOATBLH H B pelKH CIy4aH NpH
mauHeHTH Oe3 anamResa 3a repyose H 6e3 EEI oTknonenna. Axo dyectoTara Ha NpHNagLIMTE CE
VBEJIHYH HIIH Ce TIOABAT HOBH NPHNATBLH, TEPANUATA ¢ MeTHdheHHaaT TpAOBa J1a ce NpeyCTaHORH.

IpHanu3sM

Hma cro0uIeHNS 32 TPOIKDKUTENHH M O0NIe3HEHH epeKLIHH, CBBP3aHH C IPHEM Ha POAYKTH,
ChIbpIKAIM MeTHN(EeHHAAT, MpeAMMHC BBB BPh3Ka C MPOMAHA HA CXeMaTa Ha NeUeHHe ¢
MmetHndeHuaar. [TauneHTH, NpH KOUTO ce NOABAT HeoOHuaitHO NPOABHKKTENHN HIM YECTH H

fone3HeHH €PEKIHH, TpﬂGBa Ja NOTBPCAT He3a0aBHO MEOHIMHCKA TOMOUL,

Ynotpeba ¢be CEPOTOHHHEPIHYHH TEKAPCTBEHH NTPOIYKTH

CepOoTOHHHOB CHHAPOM € ¢hoBIaBaH cle/l eIHOBPEMEHHA yIoTpeba Ha MeTHIIpeHHAAT H
CEpPOTOHHHEPTHYHH JIeKapCTBEHH NPOAYKTH. AXO e{HOBpeMeHHaTa yrorpefa Ha MeTundennaaT 1
CEpPOTOHHHEPrHYeH NEKAPCTBEH NMPOAYKT € ONPABAaHa, OBP30TO PAINOIHABAHE HA CHMITOMHTE Ha
CEPOTOHHHOB CHHAPOM e BaxKHO. Te3H CHMIITOMK MOTAT Aa BKAIOYBAT IIPOMEHH B IICHXHYHOTO
cheTOAHHKE (Hanp. BB30YAa, XAMOMKHALIAM, KOMa), AaBTOHOMHA HECTaOMITHOCT (Hanp. TaXHKapaHA,
nalHIHO KPBBHO HANATAHE, XHIEPTEpMUA), HEPBHO-MYCKYITHH aHOMANNK (Hanp. xuneppednekcus,
HEKOOPIHHHPAHOCT, CKOBAHOCT) W/IUTH CTOMAILHO-YPEBHH CHMITOMH (Hamp. rafeHe, NOBPLILAHE,
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auapus). [Ipy cbMHeHHe 33 CepOTOHHHOB CHHAPOM NplieMa Ha MeTHiheHnaaT Tpabsa fa 6wae
MpEeyCTAHOBEH BB3MOXCHO Ha-CKOpO.

3noynorpeba, HeMpaBUIHA YIOTPeDA H OTKIOHEHHE

IMaupeHTHTE TPAOBA AA ce npocneAgBaT BHHMATENIHO 3a PHCK OT OTKJIOHABAHE (HE3AKOHHO
paznpocTpaHeHHe), HeNpaBHIHA ynoTpeba i 3NoynoTpeba ¢ MeTHI(pEeHHAAT.

MCTHJICbeHHJIaT TpﬂﬁBa Jace ynorpeﬁzaa C BHHMAaHHE TIPpH NAUHEHTH C HADKOTHYHA HJTH alTKOXOMHA
3aBUCHMOCT I10paayn pHCK OT 3noyn0Tpe6a, HEMNpaBHIHA ynorpeﬁa H OTKIIOHECHHA.

Xpmmtma‘ra :moynm‘peﬁa C METHJ'ITI)EHHIIST MOXKE na JOBEAE A0 H3pa3eHa IIOHOCHMOCT H [ICHXHYECKa
3aBHCHMOCT € pa3snU4YHH CTENEHH Ha aﬁHOpMHO noeeacHHe. Br3MOXHa € noABaTa Ha ABHH
MCHXOTHYHH €NH30aH1 ocobeHo B pesynTar Ha mapeHTEépanHa 3noynm‘peﬁa.

[Ipu B3emaHeTo Ha peleHue 3a Kypca Ha nedenne Ha PIIBX Tpabsa aa ce B3eme npeasui BbIpacTTa
HA MauHeHTa, HATHYHETO HA PHCKOBH (PaKTOPH 3a pa3cTpoHCTBa Che 3NM0yNoTpeba ¢ HADKOTHYHH
BEIUECTBA (KATO MapaneTHo ONO3HLUHOHHO-aTPECHBHO HITH HOBEACHUECKO Pa3CcTPOHCTBO H GHIONAPHO
pasctpoiicTeo). [Tpenopsysa ce ocofeRo BHEMAHHE NPH eMOLMOHANHO HecTabIHH NalMeHTH,
HaTpUMep MALHEHTHTE ¢ aHAMHe3a 3a HAPKOTHYHA HITH af1KO0X0JHa 3aBHCHMOCT, Thil kKaTo T€ MOXKeE Na
yBENHYAT A03aTa M0 CBOA HHHIIHATHEA,

TepanusTa ¢ MeTHI(EHHAAT UIH APYTH CTHMYJIAHTH MO>KE 1a HE € MOAXCAAIIA 33 HAKOH NalHEHTH ¢
BHCOX PHCK OT 3M0ynoTpeba ¢ HapKOTHLM H TpA6Ba Aa ce HpeBHAH JIeUeHHe ¢ HeCTHMYHPALIH
BELIECTBA.

CnHpaHe Ha JI€KapCTBOTO

CnupaHeTo Ha ynorpeﬁaTa Ha JIEKapCcTBOTO H3HCKBA BHHMATEIHO HaﬁﬂlOHEHHe, Thi KaTO TOBa MOXeE
Ha NpcAH3BHKA ACNPECHS, KAKTO ¥ XPOHHYHA CBPBXaKTHBHOCT. an HAKOH MalUNCHTH MOKE Oa CE
HaNoXKH NpOnBIKHICTHO IPOCNENABAHE,

CnupaHeTo Ha :moynorpeﬁaTa C JIEKapCTBOTO H3HCKBa BHHMATENHO HaGJllO,ElCHHC, Tbil kKaTo MOXKe A2
C€ MOABH TEXKKA NCTIPECHA.

Ymopa

MeTundeHnnar se TpAGRA A2 Ce HIMON3BA 32 NPOGHUIAKTHKA HIIH JeYeHHe HA HOPMANHH CBCTOAHUA
Ha yMopa.

Homoinnu BenitecTsa B KoHuepra

To3M lekapcTeeH NPOAYKT CHOBPKA JAKTO3a: MALHEHTH ¢ peKH HacleACTBEHH npobnemMu Ha
HEMOHOCUMOCT KbM allakTo3a, MBJIeH NaKTaseH JedHLMT WIH ITIOK030-TranakTo3Ha ManabeopOuis He
TpabBa Aa NPHEMAT TOBA JIEKAPCTBO.

Bcesxa TabneTka cbOspka no-manko o1 1 mmol Hatpuit (23 mg), T.e. npakTHYeCKH HE CBABPKA
HaTpuii.

Usbop na nexapcTreHa GopmMa Ha MeTunheHHAAT

H300psT Ha AekapcTBeHa dopMa Ha NpOAYKT, CBOLMKALT METHAPEHHAAT, TpAGBa 1a CE HAPaBH OT
NeKyBaliuA CHELHANHCT 3a BCEKH OTAENEH MALMEHT H 3aBHCH OT NIaHHPaHaTa POABHKHTENHOCT Ha
edekra.

Tect3a HapKOTHLH B KPBEBTA
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To3u MpOOYKT CbABPIKA Me’I‘HJ’lCl)EHHJIaT, Ko#TO MOXKE Aa NPEAU3BHKA IIOTPEUICH ITONOMHTEIICH
pe3yiTar rnpH naﬁopaTopHu H3CNIEABAHHA 3a aMCbeTaMHHH H NO-CNEUHANTHO ¢ HMYHONIOIHYEH TECT.
CHOPTHCTHTC Tpﬂﬁﬂa Ja ca HasgCHQ, Y€ TO3H NEKAPCTBEH IIPOAYKT MOKE Ja MPEeaH3IBHKA NONKHTEIHA
PE€aK1HuA Ha .,anmnonuuronu“ TECTOBE.

brbpeyna unu uepHoapobHa HEZOCTATBYHOCT

Juncear nanuu 3a ynorpebara Ha MeTHI(QEHHIAT NPH NanyueHTH ¢ 6e0peyHa WK YepHoApoGHa
HEAOCTATBYHOCT.

Bnuanue BLpXY KpLBHATA KapTHHA

JenrocpouHata Ge30MacHOCT Ha TEYEHHETO ¢ METHA(GEHHIAT HE € HAITBTHO H3BeCTHA. B cayyaii Ha
TIEBKOTEHHA, TPOMOOLIMTONIEHHA, aHEMIUA MK APYTH H3IMEHEeHHH, BKIIOYHTETTHO H H3MEHEHHATA,
NOKa3aTeNHN 33 cepHo3HH OROpedHH WK YepHoapobHu 3abonsgsaHng, TpaOBa Aa ce obchau
NpeKLCBaHe Ha JleyenHeTo (Bxk. Touka 4.8).

BE3MOKHOCT 33 CTOMALIHO-YpEeBHa 06CTPYKLMA

Tsit kaTo KoHuepTa Tabnerku ca HemedopMHpYeMH H He NPOMEHAT ocelaTeNiHo opmaTa cH B
CTOMAIIHO-YpEeBHHA TPaKT, 0OKKHOBEHO He TpAOBA Aa ce MpHIIAraT Npi MalMeHTH ¢ NPEALIeCTBAH
TEKH CTECHEHUA Ha TpakTa {TaTOAOTHYHH HIIH ATPOTEHHH) WM NPH MAUKHEHTH ¢ Aucdarua Him
3HAYATENHO 3aTPYAHEHO MOrmEH(aHe Ha TabreTku. B pesku cnydau ce crobmasa 3a 06CTPYKTHBHH
CUMITTOMH MpH HNALMEHTH ChC CTECHEHHE, BbB BPE3Ka ¢ NOMIBIIAHETO HA JIEKApCTBa B
HeaedopMHpyeMa NeKapcTBeHa JopMa ¢ YIBPKEHO OCBODOXKIaBaHE,

[Topami nu3aiina Ha yasmxeHo oceoboxaaBane, Tabnerkure KoHuepra tpaGea ma ce npuiarat caMo
NpH MaUHEHTH, KOHTO MOTAT a TH Morkiat Leny. [lanueHTuTe Tpabpa aa 6bAaT HHbOPMHUpaHH, ye
TabnerknTe Konuepra Tpafisa Aa ce I'LATAT LeNH ¢ MOMOILTA Ha TeyHocT. Te He Tpabsa ja ce anByar,
UYNAT WM HaTpouraBat. flexapcTBOTO ce ChABpKA B HeabcopOupyema Kanicyna, KOATO e
npeaHa3HAYEHa 1a r'o ocBoO0XKAaBa ¢ KOHTpoAHpaHa ckopocT. Kancynara Ha TabneTkaTa ce U3XBBpPNA
OT OPraHH3Ma, 39TOBA NALMEHTHTE He TpAOBa fa ce NPHTECHABAT, aKo cAy4aiiHo 3abenexart B
M3NPAKHEHHATA CH HEILO, KOETO NIPHIKYA Ha TabteTka.

4.5 BaaumogeficTBHe ¢ IPYrH 1eKapcTEeHH NPOAYKTH H APYrH ¢opMHu Ha B3aHMoaelicTBHe

PapMakOKHHETHYHH B3aHMOLEHCTBHS

E¢extsT Ha MeTUneHUIAT BBPXY NNA3MEHHTE KOHLUEHTPALHH Ha €HOBPEMEHHO NPHAAraHu
NEKAPCTBA HE € H3BECTEH. 3aT0Ba ce NPEenophysa fia ce BHIHMaBa NpH KOMOMHHpPaHETO Ha
meTHadeHUaT ¢ APYTH fekapeTsa, 0co0eHo TaKUBa ¢ TeCEeH TepaneBTHYEH Mpo3opeLl.

Metungrenuaar He ce MeTabonmaupa dpes uuToxpoM P450 1o crenen ot knuHMYHO 3HaYenye. He ce
O4aKBA HHAYKTOPHTE H HHXHOHTOpHTE Ha uuToXpoM P450 f1a okaxaT BIHAHHE BEPXY
bapMaxokuHeTHKaTa Ha MeTHageHupaT. U obpartHo, d-  |-eHaHTHOMepHTE HAa METHN(QEHHAAT He
nuxubupaT croTBeTHO UMTOXpoM P450 1A2, 2C8, 2C9, 2C19, 2D6, 2E1 unu 3A.

Cnopen HikoH AokIagH o0aue MeTHAQEHUAAT MOKe Ja HHXHOHpa MeTabonH3Ma Ha KYMapHHOBHTE
AHTHKOAry/laHTH, AaHTHKOHBYJICAHTHTE (Hanp. peHobapOuTan, GeHUTOHH, NPHUMOJNOH) H HAKOH
AHTHEENPECaHTH (TPULMKIHLM H CeIeKTHBHH MHXHOHTOPH Ha 0DpPaTHOTO 3aXBALAHE HA CEPOTOHNH).
Korato ce 3anmousa WIH NpeycTaHOBABA jleyeHHe ¢ MeTHI(eHUAAT, ¢ HeoOX0AHMO Ja Ce IPOMEHH
103aTa Ha MpHeMaHUTE B MOMEHTA JIEKAPCTBa H [a CE H3MEPAT TEXHUTE MAa3IMEHH KOHLIGHTPALHH
(MM BpeMeTO Ha ChCHPBAHE 3a KYMapHH).

PapMakoIHHAMHYHH B3aHMOIEHCTBHA
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Aumuxunepmeﬂsueﬁu Aexapcmea

METHJ’[CDCHHI[&T MOXe Ja HaMaJIH CqJCKTHBHOC'ITa Ha fICKapCTBaTa, H3MQJI3BAHH 3a JICUCHHE HA
XHIIEPTOHHA.

Ynompeba c nexapcmea, nosumiagaiflt KPo@HOMo HAIA2AaHe

an MALHCHTHTE, NCKYBaHH C MCTHJI(beHHIlaT, C€ [IpenopdYBa MOBHIIEHO BHHMAHHE TIPH ynorpeﬁaTa
Ha JAPYTH JICKapCTBa, KOHTO ChINO NNOBHUIABAT KPBBHOTO HAJIAraHe (B}K. CBhILOQ H pa3sfeiIHuTe 3a
CBCTOAHHETO Ha CHPASYHO-CBACBATA H MO3BYHO-CHAOBATA CHCTEMA B TOUKA 44)

[lopanu BepOsTHOCTTA OT NOSABA HA XMIEPTOHHYHA KPH3a METHI(EnNIaT € IPOTHBONOKA3aH TIpH
NAUMEHTH, JIEKYBaHH (B MOMEHTA HIIH Npe3 HIMUHAMKTE 2 CEAIMHIIH) C HECENEKTUBHH HeoOpaTHMH
MAOQ-unxuburop (Bx. Touka 4.3).

Ynompeba ¢ ankoxon

AJIKOXOITET MOXE 1A 3aCHITH HebaronpuaTHH eekT Ha IICHX0aKTHBHHUTE JIEKAPCTBERH NPOIYKTH
BLPXY LIEHTPANHATA HEPBHA CHCTEMA, BIUIIOUMTENHO H Ha MeTWi(enunar. JaHuuTe in vitro NOKa3Bar,
e anKOXOMHH KoHUeHTpauuu Haj 10% moBHIIaBaT kKyMyfaTHBHOTO ocBoboxaasane Ha MPH ot
Kouuepra tabnetxu. KnMHHYHOTO 3HA4EHME Ha Ta3H HaXO[xa 3a ekcnosuuuata Ha MPH cnen
nepopanHo npuackeHde Ha KoHuepra B koMOHHAINA C aNKOXOJ HE € M3BECTHO.

3aToBa ce [pEenophuBa NAUHEHTHTE Ja ce BL3ALPHKAT OT yroTpeGaTa Ha alkoXoll [10 BpeMe Ha
NeYeHHETO.

Ynompeba coc cepomonuHepeiitu 1eKkapcmaent npooyKmu

CepoToHHHOB CHHAPOM e choBIaBaH cliel eIHOBpeMEHHa YTIoTpeba Ha MeTHIpeHnaaT U
CEepOTOHWHEPTHYHH IEKAPCTBEHH NIPOOYKTH. AKO eIHOBpeMeHHaTa ynotpeba Ha MeTundeHuIaT 1
CEepOTOHHHEPrHYEH JIeKapcTBeH IPONYKT € ONpaBAaHa, Gbp30To palno3HaBaHe Ha CHMIITOMHTE Ha
CEpPOTOHHHOB CHHAPOM e BakHO (Bxk. Touka 4.4). [Ipi cbMHEHHE 33 CEPOTOHHHOB CHHAPOM [IPHEMa Ha
MetrndeHuaaT TpAGBa Aa 6bAe [IpeyCTaHOBEH BhIMOKHO Hall-CKopo.

Vnompe6a ¢ xaiozennu aHecmemuiiji

C’b[ﬂeCTBYBa PHCK OT BHE3aIMTHO MOBHIIABAHE HA KPHBHOTO HANATAHE H ChpAEYHATa 4€CTOTA IO BpeMe
Ha olepanus. Axo OnepalHATa € niIaHHpaHa, NCHEHHETO C Me'mmbe}mna'r HE Tpnﬁna [a ce npunara B
JDEeHA HA ofIepalAaTa.

Ynompeba ¢ aigha-2 azorvucmu ¢ yermpanno delicmeue (Hanp. KIOHUGUH)

CepHO3HY HeXeNaHH chOUTHA, BKIIOWHTETHO BHE3ANHA CMBPT, Ca IOKJIa[BaHH NPH e\HOBpEMEHHA
ynotpeGa Ha MeTHAGEHHAAT ¥ KNOHHAHH.

BesonacHoCTTa npu NPONBIKKTENHA yoTpeDa Ha METHII(pEHH AT, MPHIATaH eJHOBPEMEHHO €
KNOHHAMH MK JpyTH afda-2 arOHUCTH C LEHTPaNHo feificTBHeE, He € CHCTEMAaTHYHO H3Ce/IBaHa.

VYnompeba c donavunepauuny rexapcmsa

TpenopbuBa ce 0co0eHO BHUMAHUE TIPH MPHIKEHHETO HA METHIDEHHAAT C AOIIAMHHEPrHYHH
NeKapCcTBa, BKIIOYHTEAHO U AaHTUNCHXOTHIN. Thil KaTo eHO OT OCHOBHHTE ASHCTRHA Ha
MeTHAdEHHIAT € Ja MOBHILABA HUBATA HA H3BBHKIETBYEH JONAMMH, TOH MOXE Ja Ce OTHECE KbM
¢apMakoaMHAMHYIHHTE B3aHMOAEHCTBHS, KOraTo ce ynoTpe6asa €IHOBPEMEHHO € UPEKTHH H
HHAMPEKTHH NOAMHHOBH ATOHUCTH (BKJIIOMHTEHO M AUXHApokcH$eHNnananuH /DOPA/ u
TPULUHKIAHYHK aHTHRENPECAHTH) MITH C JONTAMHHOBH AHTArOHHCTH, BKJIFOUHTENHO H AHTHIICHXOTHLH.
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4.6 DepruauTeT, GpeMEHHOCT # KbPMeHe

bpemenrocT

JlanHHTe OT €JHO KOXOPTHO NpoyypaHe Ha o610 npubnusuTenHo 3 400 GpeMeHHOCTH € eKCTIOIHUMA
Ha MeTHAQEHUOAT NPe3 ObPBUA TPHMECTHP HE NPENoNaraT OBHILIEH PHCK OT 00IIH BPOASHH
aedextn. Mma cnabo noBHINEHHE Ha HECTOTATa Ha CHpACUHH Mandopmaimu (cbopeH kopHrkpan
oTHocKTeneH puck 1,3; 95%CI, 1,0-1,6), koeTo CHOTBETCTBA H Ha 3 HOBOPOAEHH € BPOAEHH CHPACYHH
manpopMaliii Ha BcekH 1 000 xxenn, xouTo HoTyuaBaT METHI(EHHUIAT TIpe3 MBPBHA TPHMECTED Ha
GpeMEHHOCTTA, B cpaBHeHHe ¢ OpeMeHHOCTH Ge3 excrosnuMs Ha MeThiadeHHAaT.

Cpo6ileHn ca CIIOHTaHHH ¢/iydal Ha HeOHaTaAHa KapOHOPECTHPATOPHA TOKCHYHOCT, MO-KOHKPETHO
Taxukap/us Ha $eTyca H pecliHpaTOPeH AUCTpeEC.

[Ipoy4yBaHHATA OPH HHBOTHU MOKA3IBAT CAMO PENPOAYKTHBHA TOKCHYHOCT IIPH TOKCHYHH 3a Maiikara
O3 {BXK. Touka 5.3).

MetundeHHaaT He ce Mpenopwea 3a ynotpeba no BpeMe Ha OPEMEHHOCT, OCBEH aKO € BIETO
KIMHHYHOTO pellieHHe, Ue 0T/IaraHeTo Ha leU€HHETO MOoXe Ja JOBele 0 No-ToJIAM PHCK 3a
OpemerHoOCTTA.

KnpMmene

MeTnnadeHnOaT ce eKCKPEeTHPA B KbpMaTa. Bp3 ocHoBa Ha cbobLIEHHA 33 B3eTH MpobH OT KbPMATa Ha
neT Mafiky, KOHUSHTPALMKTE Ha MeTHI(EHHIaT B KbpMaTa BORAT A0 OO3H 3a KbpMaderaTa ot {,16 xo
0,7% oT MailapHaTa 1033, ANANTHPAHA CIPAMO TETMOTO HA MaiikaTa M CHOTHOILEHHE MEXIAY KbpMaTa

H [I1a3MaTa Ha MaiikaTa, BapHpailo Mexay 1,1 u 2,7.

HmMa eaHo cpobllieHne 3a HOBOPO/ICHO, KOSTO NOKa3Ba HCCHCL[H(l}HlIHO NMOHIDKaBaHE Ha TETNOTO IO
BpEME Ha €KCMO3ULHA, HO CE no::oﬁpsna H HaJaBa HA Terno, cnef kaTo MaiikaTta MpEKECBA JICUEHHETO
C METHJI[l)SHHI[aT. PucksT 32 KBpPMAuCTO HE MOXKE JIa CE€ H3KNIOYH.

TpabBa na ce B3eMe pelUeHHE 3a CIIHPAHE Ha KEPMEHETO WITH 34 CNHPAHE HA NIEYEHHETO C
MeTHIhEHNAAT IPEIBHA NION34Ta OT KEPMEHETO 33 ASTETO H NOM3ATA OT TEPANHATA 32 KbPMENIaTa
Maiika.

deprunurer

Hsma HanMyHH JaHHH NP Xopa 3a edekTa Ha MeTHIGEHHUAAT BBpXY (epTHINTETA.
[MpH HeKNMHHYHH NIPOYYBaHHA He ca HaOMI0IaBaHH CHOTBETHH epeKTH.

4.7 Edekrn BLpxy cnocobHocTTa 32 mopupane H paboTra ¢ MALIKHHA

MeTHNhEHHAAT MOXKE Ta NPUYHHY 3AMASIHOCT, CHHIIMBOCT H 3PHUTENIHH HapYIUEHHA, BKIIOUHTETHO H
3aTpyAHeHo (oKycHpaHe, AUMIONNA H JaMbriieHo speHue. Toit Moxe a noB/IHAe B H3BECTHA CTENEH
crnocobHocTTa 3a wodwpane 1 paboTa ¢ MammHy. [TanHeHTHTE TpAGBA Na ce NMPeAYTIPENAT 3a TE3IH
BL3MOXHH e(PeKTH ¥ MOCHBETBAHH, Y€ aKo Ce MOYYBCTBAT 3aCeTHATH, Te TpAGBA fa H3bATBaT
MOTEHUHAIHO ONMaCHHUTE ASHHOCTH KaTo WodHpaHe U paboTa ¢ MaLUHHM.

4.8 Hesxenanu eKapcTBeHH peaKuHH

TaGauuaTa Nno-00Y MoKa3ea BCHYKH HEXKEAaHH PEAKLIHH , HabnonaBaHu IIpH KTHHHYHH [IPOY4YBaHHA
NpH AcUa, KHOIWH # Bh3PACTHH H NOCTMAPKETHHIOBH CITOHTAHHH cBOOLICHHA © KOH“CPTa, H TE3H,
KOHTO ¢a ChoOLIeHH ¢ APYIH NEKApCTBEHH MTPOOYKTH € MeTHJ'[ClJEHPIJIaT XHAPOXIIOpHA. AKoO yecToTHTE
Ha HEXKEIIaHUTE PEAKLHH C KOHuepTa H C JPYTHTE JICKAPCTBCHH IIPOOYKTH C METHJ'IEbeHHJIaT
XHAPOXNOPHJ C€ pa3TH4aBaT, OT JAHHHTE C€ H3MQJI3Ba I0-BHCOKATA YECTOTA.
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OueHKa Ha YeCcTOTa:

MHOTO YeCTH =1/10)

4ecTH (=1/100 no <1/10)
HEYeCTH {=1/1 000 go <1/100)
peaxu (=1/10 000 mo <1/1 000)

MHOTI'0 pEOKH
C HEH3IBECTHA 4YECTOTA

{<1/10 000)
(0T HANMYYHMTE JaHHH He MOXe Ha Objie HATpaBeHa OLICHKA).
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Cucremo- Hexesana peanms
OpranHa tipg YectoTa
knacupuxka | Muoro Yeern HeyvecTn Peaxn Muoro peixu C
uHa YecTH Heu3IBecTHa
YecToTa
Hudexunu | Hasodapuernr,
H | uHeKUHa Ha
undecrauu LOPHIZIC
" NUXATENHH _ :
nuTima *, i |
CHHY3HT" i
Hapyweunn Anemus’, ’
Ha KPBBTA NEBKOMEHHA', | MaHuuTONEHHA
" TpOMOOLHONEHNS,
numdHaTa TpoMBOoLMTONEHH
CHCTEMA i ‘iHa fyprypa | 1
Hapymennsn Peakuun Ha
HA CBPLXYYBCTBHTE
HMyHHaTa MHOCT KaTO
CHCTEMA AHCHOHEBPOTHY
eH fIEM,
aHadMIaKTHYHA
peakuuu,
aypHKynapeH
OTOK, GYNO3HH
CBCTOAHHUA, |
eKchonHaTHBHH |
ChCTOAHHA,
YDTHKapus, ;
npypuryc, i
o0pHBH 1
KOMXHH epynuun
Hapymenus AHopexcn, |
Ma HaManeH
MeTadonusm anerwr’,
o yMepeHo
xpaHenero* LD
NoKauBaHe Ha
TErNoTo H
NOBHILABAHE Ha
| pnera no Bpeme
Ha
NPOARIKHTENHA [
ynorpeba npu
N | Ileua* | S -
Meuxuunyr | Beackan | AdexTHBHa MNcuxoTussu Manua*', | Onutu 3a Hemosnu*',
HapyiieHus | © nabunHocT, pascrpofictea®, , Oe30pHeHT | camoyOuiicTeo HapYILEHO
* HEPBHOCT | arpecus®, CNYXOBH, | auus, (BKMIOUMTENHO H | MHCTEHE™,
BL30yaeHoCT®, | BH3YaNHH W | CMyLIEHUA | W3BLPIIEHO 3aBHCHMOCT,
TpesokHocT*!, | ocesaTenum B caMoybniicTBo)* | onHcanH ca
menpecha**, xamomuxaunu®, | nubugoto, | ', npexomno cnydau Ha
PA3IPaIMUTENHO | THAB, CYMUMAHH | CBCTORHME | ACMPECHBHO 3noynotpeda v
cT, abHOpMHO HaeaunH*, Ha | HacTpoenue*, :
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Cucremo- Hexenaka peaums |
Opraima YectroTa
ki1acuduxa | Muoro Yecrn He4ecTn Penkn Muoro peaku C
LHA YecTH ' HeH3BecTHA |
| | YecroTa
' MOBEAEHHE, NPOMEHH B ofbpkaHoc | aGHOPMHH MHCITH, | TO-Y€cTO C
KoneSaHHA B | HacTpoeHueto, | T, anarua' NeKapcTBeHH
HAaCTPOCHHETO, | HecnokoiicTeo', | ofcecusHo topmu c
THKOBEY, ! CHABNNBOCT, - HesabaBHo
Oe3cnHuHe B i BNOILIABAHE Ha KOMMYIICH oceoboxaaBaH
HAYANOTO Ha | Munanu TuxoBe | BHE e
neseHueTo’, HIH Ha HAPYIICHH
OTHCHATO CHHApOMA HA aH
HacTpoeHHe", Type*, noropes, | CHMNTOMH
HaMaNEeHO cBpbXOauTenHo | (BKMOUHTE
nubuao”, CT, HAPYIUEHHA | JIHO
HEPBHOCT', Ha ChHA TPUXOTHAO |
Gpykcuasm® |, | MaHWA, |
NPHCTHIH HA ' HaTpanine |
naHHkKa* H MHCIIH,
HaTpanyus |
OCTH} |
Hapywennn | [nasoGo | 3amasnocr, Cenanus, I"epuoBe, Mospunocnios
Ha e AHCKHHE3NA, Tpemop’, XOPeoaTeTO3HH H
HepBHATA TICHXOMOTOpHA | NeTaprus” ABIDKEHHA, yBpexaanna®!
RCTEN XHIEPaKTHEHOC obpaTHM (BXNQUHTETHO
T, HCXEMHYEH H BacKyRHT,
COMHOREHTHOCT, HEBPOJIOIHYEH MOIBYHH
napecTesua’, aedrumr, KPBBOU3NUBH,
TEH3IHOHHO MaJHrHeH MO3IBYHK
raasoGonue’ HEBPOJIENITHYEH CMYLLEHHA,
cunapoM (MHC; | Mo3mueH

i JOKNAINTE Ca apTepHHT,

l HEMBAHH H B OKJTY3Ins HA
roMAMa 4acT oT uepedpanta
cnydanTe apTeps),
MalKEHTHTE ca rpaHa Man
TIPHEMANH H MpHCTBNN®,
ApYTH nexapcTea, | Murpena’,
3aTOBa PORATA HA | 3aCKBAHE
METHIPEHHIAT HE

= € H3BECTHA). .
Hapywennn Hapywiena 3aMbraeHo 3aTpyauen Mugpuasa
Ha OYUHTE akomogauma’ BHKIAHE, |0
cyxoTa B ounte® | BH3YANHO
! npxcnocot
ABAHE,
HapylueHo
3peHHe,
IHIIONHA
| Hapymenus Bepruro®
| HA YXOTO H
aafupHHTa
Cupaeunn ApHTMHA, Bonxu B AHruHa Crpaeucr apect, | CynpaBeHTPHK
HapyMleHHA TaxHKapona, IepANTE NEKTOPHC MHOKapACH | ynapHa
* MANTHTALUHH nebapxr | TaxMkapaus,
| 6pamukapnus,
BEHTPHKYNApH
"
€KCTPACHCTONH
______.‘:\\




Cucremo- - Hexenana peauns
OopraHHa YecToTa
knacupuka | Muoro Yecru Heuvectn Penicu Muoro peagcu C
LHA YeCTH HEH3IBECTHA
4yecToTa
t
| Chaoeu XunepToHHA 1 Copewy BuAHK" Mo3sueH
Hapyleuus ApPTEPHHT W/HITH
* OKNY3MA, CTYAEHH
kpaitnnuut,
! eHOMEH Ha
Raynaud
Pecnupatop Kamnuua, Jucnues’ Enucrakcuc
HH, TPBAHK Opodapunreant
" a Gonka
MEeAHACTHHA
JIHH
HapylieHns l
CroMalno- Bomxu 8 3anex’ l
peBHH ropHaTa 4yacT Ha |
HApYWIEHHS e
nHapHs,
ragene’, '
abpomunanet
nHckoMboprT,
MOBPBINAHE,
CyXoTa B
yctata',
aucnencus "
Xenaro- [ToBuineHn [NoBHwenu Hapywiena
Onmapun CTOHRHOCTH Ha CTOMHHOCTH Ha yepHOOpobHa
HApYLUIERNS anaHuH yepHoapobHnTe dyrkUMA
aMuHoTpaHcep | eH3HMH BKNIOUHTENHO
aza” octpa
yepHoapobHa
HEJIOCTATBYHOCT
| H yepHoapoOHa
KOMa, NOBHUIEHH
| CTOHOCTH Ha
| anxanHara
tdocdatasa B
| KPBBTa,
| NOBHILIEHH
| CTOHHOCTH Ha
[ 6unupybuna B
kpeeTal
Hapywennn Anoneums, Anrnonespornd | Makynape | Epurema
HA KOXKaTa cupbex, 00puB, | eH eaem, H 0BpHuB, MynThiopMe,
" ypTHKapHA, Oyno3xn epHTEMa ekconnaTuBen
NOAKOKHAT xunepxuapo3a’ | CLCTOAHHA, HOEPMATHT,
Merr T eKC(hOMTHATHBHH thuxcupana
CBLCTOAHHA NeKapcTBeHa
| ) ) epynuug I
Hapywmennsn | ApTpanrus, Muanrua’, Myckynun Tpuamyc
Ha | MycKynHa MYCKYHY cnaIMu
MYCKYJIHO- | HAMpPCTHATOCT', | MOTPLIBAHHA
CKeneTHATA | MycKyTHH
| cnaiMn
CHCTEMA H :
CheAHHHTEN '
HATA ThKaH
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Cucremo-

Hexenana peauns

opraima YecToTa
knacuduka | Muoro YecTH HeuecTn Peaxu Muoro peaku C
uHa YHecTH HeH3IBeCTHa
4£CTOTa

Hapywmeuusn Xematypus, HHKOHTHHEHUM
Ha MonakuypH4 a
onOpeunte
"
MHKOYHHTE
OBLTHIMA
Hapyuenun Epextuna I'unexoma Mprannasbm*,
Ha anchyuxums” cTHs 3acuneHa
BL3MPOHIEO epexums®,
AHTENHATA ym:nme:ia
CHCTEMA K epexLHa
rbpaaTa
Otmn [Mupekcus, Bonku B Bnesanua Huckomdopt B
HapyLIeHNSs 3a6apen pacTex | rbpauTe, chpaeyHa cMbLPT* | rupamte’,
u edexra N0 BpEME Ha XHICPIHPEKCH
e TnCIOTe NPOABIDKHTENHA A
na ynorpeba npu

neua¥*, ymopa',
UPHIMKEHH pasApasHHTCIIHO
. cr,

HecnoKkoHcTEO",

acTeHns”,

Haxga’
Hscnensanu [pomenn B CobpaecucH Hamanen 6po#
a KPBBHOTO mym* TPOMOGOLMTH B

HaAraHe H KpPBETA,

CBLPACYHHA abuopmeH Opoit

PHTBLM Ha OennTe KPHBHH

(o6urHOBEHO KJIETKH

yBenuucHue)*,

HaMalIeHO

Terno*

* Bx.touka 4.4
ﬂaHHH 3a YyecvoTarta, l'lO.le‘IEHH OT KIHHHYHH ﬂpOy'-!BﬂHHﬂ MpH smpacmu, a He l'[pPl neua H OHOLOH; MOKE a

#

€a MpHII0XKHMH H 33 JICLa H IOROLLH.
* Hemenana nekapcTBeHa Peakina 0T KNHHHUHH [IPOYYBAHNS NIPH BB3PACTHH NIALHEHTH, KOATO ce ChobIaBa ¢
NO-roftAMa HecToTa OTKOAKOTO NPH JIENUA H IOHOLIN,
Ha 6a3a na uecToTaTa, H3uNCHIEHa MpH npoyuBaHus Ha ADHD npu Br3pacTHH (HAMA cHOOLICHH CIYYaH OT
NPOYYBAHHA TIPH TIEAHATPHYHA NAUHEHTH).

CrobiliaBaHe Ha M0/103HPAHU HEXETAHH PEAKLHH
CrobiaBaHeTo Ha MOJO3UPAHH HEXENaHH PEaKUHH el paspellaBaHe 3a ynoTpeba Ha NeKapcTBEHHA
NpOOYKT € BaxKHO. T0Ba [103BOJIABA Ja NPOIEIAKY HaOMOACHHETO Ha CHOTHOILIEHHETO N0/13a/PHCK 32
nekapcTBeHUA npoAykT. OT MeJHUHHCKHTE CIIELaTiCTH ce U3HCKRA Aa choOIapar BesAka
NoJ03UpaHa HexeNaHa peaklkd Ypes HallHOHANIHATa CHCTEMa 3a ChoOLIaRaHe B:
HansnHuTENHa areR1Ms 0o JeKapcTeaTa

yn. ,.,Jlamsan I'pyes” Ne 8

1303 Codmsn

Ten.: +359 2 8903417
yebcaiiT: www.bda.bg
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4.9 Ipepo3zupaue

IIps neueHHe Ha NALKEHTH, IPHENH CBPEXA03a, TpAOBa Na ce MMa NpeABHA YALIDKEHOTO
oceofokAapaHe Ha MeTHAMEHHAAT OT JIEKAPCTBEHH (POPMH, YHETO EHCTBHE € C YABIDKEHA
NPOOBAAKHTETHOCT.

[Ipu3Hauu v cUMNTOMH

QOcTpoTo npeavsupaHe, KOETO Y€CTO Ce TBMKH Ha CBPBXCTHMYNHPAHE Ha UCHTPAlHATA H
CHMIATHKOBATA HEPBHA CHCTEMA, MOKe Jla JOBEe /IO OBPBIIAHE, aXKHUTALH, TPEMOPD,
xuneppedrexca, MyCKYJIHH MPABYYKAHHA, KOHBYJICHH (MoraT Ja ObAaT NOCNeABAHH OT KOMA),
eydopus, 00BpKBaHE, XaMIOUMHALMH, ACTHPUYM, TOTEHE, 3a4epBABaNe, TaBobonye, XHIEPIHPEKCHA,
TaXHKAPIMA, MAJANKUTALHH, CBPASHHH APHTMHH, XHNIEPTOHMA, MHAPHA3A H CYXOTA Ha JIKTABHIIHTE.
Jleuenue

Hama crieundryen aHTHAOT IIPH NMpefo3HpaHe ¢ MeTHI(eHHIaT.

JleneuneTo ce CHCTOM OT MOOXOIAAINH noaabpkKaliH MEPKH.

[MaumeHTHT TpﬂGBa Ja 6be 3allHTeH OT CaMOHApaHABAHE W CpeIlly BEHIIHH CTHMYIIH, KOUTO MOXE a
BJIOILAT Be4¢ HATTHYHATA CBPBXCTHMYJTALIHA. E(lJCKTHBHOCTTa Ha aKTHBHHA BBIJICH HE € YCTaHOBEHA.

Tpabsa aa ce OCUTYPAT MHTEH3MBHU IPHXKH 32 MOAAbPIKAHE HA ANEKBATHA LMPKY/IALHA 1
pecnupatoper o6men. [Ipy XunepnupekcHs Moxe Ja ce HAIOXAT BLHIUHH MPOLEAYPH 33 OXJIaxk/aHe.

He e ycranopeHa ed)eKTHBHOCTTA Ha NMEPHTOHEAHATA JHAMH3A MM EKCTPAKOPMOPATHA XeMOIHATH3a
NpH TIpeAO3HpaHe ¢ METHIpEHNAAT.

5. ®APMAKOJIOTHYHH CBOHCTBA

5.1 dapMakoAHHAMHYIHH CBOHCTBA

dapmMaxoTepaneBTHYHA IPYNa; UeHTpaaHo-eiicTBaly cuMnatHkoMuMeTHH: ATC xox: NO6BAO4

MexaHH3BM Ha OeHCTBHE:

MeTtundennaar XuapoXIopHa € MEK CTHMYJIAHT Ha LiEHTpanHaTa HepsHa cucTema (IJHC). He e
H3BECTEH MEXaHH3MBT Ha JeitcTBHe npH Pascrpofictso ¢ fepHLUNT Ha BHEMAHHETO M XHIEPAKTHBHOCT
(PABX). Cuura ce, ue MeTundeHnaaT 6noxupa o6paTHHA 3aXBAT Ha HOPaJAPEHAIMHA ¥ AONAMHHA B
NPECHHANITHYHHA HEBPOH H NMOBHILABA OCBOBMKIABAHETO Ha TE3H MOHOAMHHH B €KCTPAHEBPOHAIHOTO
NpOCTPaHcTBO. MeThadeHUAAT ¢ palieMHYHa cMec, ChABD:Kallla d- M 1-n3oMepH. D-H30MepET €
(hapMaKoIOrHYHO MO-aKTHBEH OT l-M30Mepa.

Knuuuuna edukacHocT ¥ Ge30MacHOCT

leua

B MHIOTHE KIMHHYHHE [IpoyuBaHHA KoHLepTa e oleHABaHa NpH 321 NenHaTpHYHH NaUHEHTH, KOHTO
Bede ca OuIM cTadumusupaiy ¢ MeTunderuat noa opmara 3a HezabasHo ocBoboXIaBaHE H NPH
95 memMaTpUYHK NAaUMEHTH 6e3 IpeAHNIHO NedyeHue ¢ GopMH Ha MeTHI(eEHIAAT ¢ He3abaBHO
oceoboXIaBaHe.

KIMHHYHKUTE MPOYMBAHKA [IPH NeIHATPHIHN NAUMEHTH TOKa3BarT, 4e edektuTe Ha KoHuepra ce
AOAELpKAT Mo 12 yaca crel IpHeM Ha 103aTa BEHBXK JHEBHO, CYTPHH.
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Br3pactHu
KpatxocpouHa epuracHocT Ha KoHliepTa e fokasaHa B 1030BHA AMana3oH of 18 no 72 mg AHeBHO.

Xunsapa meTcToTHH gBageceT H TpH (1 523) Bvr3pacTHu nmauueHTH ¢ PABX (Mexny 18 u 65 roannn) ca
OLlEHEHH B NET ABOHHO-CIENH, IUaueb0-KOHTPOIHpaHH NPOyYBaHHA ¢ NPOOBIKUTENHOCT OT 5 RO

13 cemmuuu. KoHuepra ¢ ougHsBaHa B 2 MpoyusaHus ¢ GpHKcHpaHa Do3a M 3 NpOyYBaHHA ¢ I'bBKABa
no3a cnopea DSM-IV kpuTepuu 3a olieHka Ha TexxecTTa Ha cumnTomuTe Ha PABX npu Be3pacTan. B
JBe [poy4BaHHA ¢ PHKCHPaHa Ro3a ofLKTe cKopoke 3a cHMITToMH Ha PAIBX mo ckanure na Conner
3a onedka Ha PABX npu es3pactan (Conner’s Adult ADHD Rating Scales, CAARS) namanssar,
KOETO MoKa3pa nofobpeHie Ha TexKecTTa Ha cuMiToMuTe Ha PIIBX 0T H3x0AHOTO HMBO A0 ABOHHO
3acyieneHaTa KpaitHa Touka. B enHo npoy4BaHe ¢ ¢duKcHpaHa 1033 Ha BCHYKH JO30BH HHBA Ha
Konuepra ce ycTaHOBABa KIHHHYHO 3HAYHM FO-TOJNAM KOHTPOI Ha cHMATOMHTE (p<0,05 33 BCHYKH
JO30BH HHUBA) B cpaBHeHHe ¢ manebo, H3MepeH upe3 HamanmaBaHe Ha obmua CAARS ckop.

BnB BTOpOTO Npoy4BaHe ¢ fpukcupaHa foza KoHnepra 72 mg/meH Npepp3xokAa CTATHCTHIECKH
3HaYyuMoO mnarefo Mo OTHOLIEHHE HaManIBaHeTo Ha obuiua ckop Ha cuMnToMuTe Ha CAARS PZIBX
OT H3XOAHOTO HUBO J0 ABOHHO 3acieneHaTa KpaiiHa Touka npu Be3pacTHH nuia ¢ PJIBX (p-ctoiinoct
0,0024).

B aBe npoyuBaHKkA ¢ MBBKABA /1033 CPEAHUTE MPOMEHH OT HIXOAHOTO HHBO Ha 0f1IMA CKOp criopen
cKaJlaTa 3a oueHka na cumnromute PIIBX npu pp3pacthu ot nzcnenosatens (ADHD Investigator
Symptom Rating Scale, AISRS} ca craTHcTHUeCKH 3SHaUMMH B kKpalHaTa Touka (KiHHHYHO Tpoy4BaHe
1: p~0,012; Knunnuno npoyusase 2: p<0,001) cnpamo nnauefo 3a nedenverto ¢ kpajinata fosa
Konuepra (Knuuuuro npoyusate 1: -10.6 3a KoHuepra cpamo —6.8 nmaue6o; Knunnuto
npoy4saHe 2: -16.9 3a Konuepra cnpamo -12.0 nnaueo). B peToTo npoy4saHe ¢ reBkapa a03a
KoRruepra nokasea KMHHHYHO 3HAYMM TIO-TOJNAM KOHTpoN Ha cumnTomuTe (p<0,0001) B cpaBHeHuE ¢
wiauefo, H3MepeH upes HamanAeaHe Ha obuua CAARS ckop.

Cpensara MpoMAHa 0T M3XOOHO HHBO 0 KpaifHoTo nocelieHKe (ceamuua 8) B o6muTe pesynratu 3a
cumnTomu Ha PIIBX na CAARS-O:SV ¢ -10,9 B rpynara Ha KoHuepra u -6,9 B rpynara Ha nnaue6o
(na 6azara Ha ITT nonynaumsara).

B npoyusase ¢ rbBKaBH 103H, KiIMHMYHO npoyyBaHe 2, CTENEHTa Ha Mogobpexne B 00WHTE
pe3yNTaTH CIIopef cKalaTa 3a ouenka Ha cumntomute PIIBX npu sn3pacThu ot M3cneaosatens
{(ADHD Investigator Symptom Rating Scale, AISRS) e cratucTHecKkH 3Ha4KMO MO-TONAMA B rpynara
Ha KoHuepTa, 0TK0NKOTO B rpynata Ha miaiebo (p=0,0037). Pasnukara B cpesHata npomsHa (95%
CI) cipamo mauebo e -5,3 (-8,9, -1,7). B apyro npoyusane ¢ rbBkaBa fo3a, Knunnuno npoyusane 3,
cTenedTa Ha nopoGpenue B pesyntatuTe oT CAARS-0:5V e crarucruecky 3HauHMo No-ronima B
rpynara Ha KoHuepTa, OTKONMKOTO B FpynaTa Ha miaue6o (p=0,0063). Cpennara npomana (95% CI)
cnpamo nauebo e -3,9 (-6,6, -1,1).

Bw3pacTHuTe, nTekyBanu ¢ KoHLepTa B YETHPH ABJITOCPOYHH OTKPHTH NPOYYBAHHA B IPOABLIUKEHHE HA
6 no 12 meceia, UMaT nogo0perKe Ha BCHYKH OLIEHABAHH KpaiiHH TOHKH 3a eHKacHOCT, KaTo
nokassaT cTaGuIHM e)eKTH BHB BpeMeTO M0 OTHOLIEHHe Ha HAMANABAHe Ha cummmoMuTe Ha P/IBX. B
e/lHO OTKPHTO MpOYyHBaHe B OGIHOCTHa cpefa neveHHeTo ¢ Konuepra mo 9 Mecewa soau 1o
noaclpenue cnpsaMo M3X0AHOTO HUBO HA CTOHHOCTHTE Ha CPEAHHTE CKOPOBE Ha [T100aMHATA OLIEHKA
33 eMKACHOCT K Ha MalHeHTa, U Ha WaclieAoBaTend. B npyro npoyusaHe, B koeTo Bb3pacTHH ¢ PJIBX
nonyuasat Konuepta o 1 roauHa B cpenHa kpaiina nosa 67.4 mg/nen, ce ycTaHOBABA KIHHHYHO
IHAYHMO [oZo0OpeHHe 0T H3XOAHOTO HKBO Ha obmute AISRS cxopose cbe cpenHa npomsHa -18.7 npu
NOCIeAHOTO NMocellieHne. B TpeTo gearocpouto npoyusade oT 48 ceIMHLH, B KOETO BBIPACTHH C
PIBX nony4aeat KoHuepra B cpellHa kpaiHa mo3a 46.6 mg/neH, ce ycTraHoBsBa NpoMsiHa OT
H3x0AHOTO HHBO Ha cpenHua o6m CAARS ckop 3a cumntomu Ha PIIBX B cnoTBETCTBHE ©
gputepunre DSM-IV -17.2 B xpaiinara Touka. B yeTBbpTOTO Npoy4sane KonuepTa e oucHABana B 52-
CeIMUYHO OTKPHTO RPOYYBaHE NpH YYACTHULIH, KOHTO IIpeNH TORA €a 3aRLPIIHIH KPATKOCPOYHO
mnauedo-KOHTPOIHPAHO KIHHHYHO HAHTBAHE H KPaTKOCPOYHO OTKPHTO NPOdk/bKeHMe. BripacTHu ¢
PIBX, monyyaeanu Konnepra B ¢cpeana kpaiiHa foza 53,8 mg/nen, noka3eat ctabunum edexTy BLB
BPEMETO [0 OTHOLUEHHE Ha HaMalABaHe Ha cumnTomute Ha PIIBX. Onenkara na CAARS or
H3CNENOBATENA ce moaolpssa npe3 oTKpHUTATa ha3a H e No-HHCKa B KpafiHaTa Todka (cpeaHo
HamaneHde ¢ 1,9 oT H3X0OHOTO HUEO),
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5.2 PdapMaKkoKHHETHYHH CBOICTBa

Abcopbunsa

Metundennaar ce abcopbupa 6bp3o. Crea nepopanto npunoxeHue Ha KoHuepra npy Bb3pacTHH
Hali-BRHIIHATA OOBHBKA Ha JIEKAPCTBEHHA MPOAYKT Ce pa3TRaps KaTo OCHUTYpPABA HaYajlHa MAKCHMANHA
KOHUEHTpalliA Ha MeAHKaMeHTa Ha okono 1™ - 27" yac, MeTungenungar, koiiTo ce CbAbLPKa B ABATA
BBTPELIHH CJIOA Ha MeJHKaMeHTa ce 0CcBOOOKIABA IOCTENIEHHO Npe3 ClIeABAHTE HAKOMKO Uaca.
[TnKOBH MIA3MEHH KOHLIEHTPALMH Ce AOCTHRAT Ha okono 6™ no 8'" gac, ciied KoeTo nnaiMeHHTe HHBa
Ha MeTHI(EHHAAT TOCTENEHHO HaMalABaT. KoHuepra, IpHeTa BeJHBX AHEBHO CBEXKIA 10 MHHHMYM
dryxTyaumuTe MeXay NUKOBE M CMIAJ0BE B KOHUEHTPALHHTE, CBbP3aHH ¢ PopmuTe 3a HezabaBHO
ocBoGOXIaBaHe HA MeTHII(QEHNAAT, HA3HAYABAaHY TPH ITbTH JHeBHO. CTenenTa Ha abcopOums Ha
KoHilepTa BEIHEK IHEBHO € KaTO LIANO CPABHUMA C KOHBEHIMOHATIHUTE GopMH ¢ He3abaBHO
ocBoboXxIaBaHe.

Cnen npunoxenue Ha KoHuepra 18 mg Beamss AHEBHO NpH 36 BH3paCTHU CPEIHHUTE CTORHOCTH HA
(hapMakokuHeTHUHHTE NapaMeTph ca: Cuax 3,7 £ 1,0 (ng/mL), Tmax 6,8 + 1,8 (h), AUCinc 41,8
+ 13,9 (ng.WmL), u ty, 3,5 £ 0,4 (9).

He ca HabmogaBaHH pasinkH BEB apMakoKHHeTHKaTa Ha KoHUepTa npu eJHOKpaTHO 1
MHOFOKPATHO, BEHBK AHEBHO JO3HPAHEe, KOHTO Ja TOKA3BaT 3HAYHTETHO IEKapCTBEHO HATPYMNBaHE.
AUC H t;2 clefl MHOTOKPAaTHO N03MpaHe BEAHEX AHEBHO ca NOA0OHU Ha Te3H, cllell MbpBaTa A03a
Konuepra 18 mg.

Cnen npunoxenne Ha KoHuepTa B eAHOKPATHA 2033 0T 18 10 72 mg/AHeBHO Ha BB3PACTHH, Crax U
AUC s Ha MeTundeHHAAT ca NPONOPLHOHANIHY Ha f03aTa.

Pasnpeaenenue

[IrasMeHHTE KOHUEHTPALMH Ha MeTHIdEHHAT NPH Bb3pacTHH MafaT GHEKCNOHEHLHMANHO CIIEl
nepopaiHo npunoxenue. [TonyXHBOTHT Ha METHI(EHUAAT IPH Bb3PaCTHH CIIEL HEPOPANHO
npunoxenne Ha KoHuepTa e npuGnusntento 3,5 9aca. CTeneHTa Ha CBbpPIBAHE HA METHIQEHNIAT U
HET'OBHTE MeTabOMNNTH ¢ [ITa3MenuTe NpoTerHn e npubnuzutento 15%, Ssuuat obem Ha
pasnpesenekie Ha MeTiwideHnaat € npubausutendo 13 nurpakg.

BuoTpauchopmanus

Tpu xopa MeTHIEHHAAT ce MeTaGONM3Npa OCHOBHO 4pes Aeectepupukanya 1o alpha-phenyl-
piperidine acetic acid (PPA, npubmu3sntenio 50 NbTH HUBOTO HA HEIPOMEHEHO BELECTRO), KOATO MMa
Masika MY HaMa dapmMakonoruyHa aktuBHocT. [Ipu pr3pacTHu MeTabonusMsbT Ha KoHuepTa BEIHBXK
HEeBHO, OlIcHABaH upe3 MeTabonnamMa a0 PPA e nonobeH Ha ToIM Ha METHIQEHHAAT, TPH NBTH
JHerHO. MeTaBonusMsT Ha KoHilepTa MpH eTHOKPaTHO H MHOTOKPATHO, BEHEXK IHEBHO NO3HPaHE €
noaobeH.

EnvMHHHpaHe

TMepHoa®LT Ha TONYXKHUBOT Ha MeTHAGEHHIAT PH BRIPACTHH Cle npuaoxkenue Ha Koxuepra e
npubnuautento 3,5 4aca. Cnen nepopaiHo npuiaoxerue, okono 90% ot ao3ata ce eKCKpeTHpa B
yprHata 1 | 10 3% B H3NpaxxHEHHATA KaTo MeTabonuTH B paMKHTe Ha 48 1o 96 yaca. Manku
KOJIHYECTBA HENPOMEHEH MeTHI(EHHIAT Ce OTKPHBAT B YpHHaTa (11o-Manko oT 1%). OcHOBHMAT
ypuHeH MeTaGonut e alpha-phenyl-piperidine acetic acid (60-90%).

Cren nepopalnto A03MpaHe Ha PaAMOMapKHPaR MeTHNGEHHAAT NpH xopa, okono 90% ot

PaAMOAKTHBHOCTTA C€ OTKPHBa B ypHHATa. OcHOBHUAT MeTaboNuT B ypuHata e PPA, oTueTeH kato
npubnusutento 80% ot mosara.
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EtexTH Ha XpaHaTa

HpH TTALHEHTHTE HAMA pa3lHKH HHTO BBB anpmamKHHemxaTa, HHTO BBB cbapmako,unﬂammca'ra Ha
KonuepTa, KOraTo € IpuaQxeHa cliell 3aKycka, Horara Ha Ma3HHHH, NMPHETA HA [Ipa3€H CTOMaXx.

CreuHaaHH MonyIalHy

fTon

ITpu 3apasy BR3pacTHH, CPEAHUTE afaNITUPAHH kM Aa3aTa crofinoctu Ha AUCws 3a Konuepra ca
36,7 ng.h/mL 3a Mmexe u 37,1 ng.h/mL 3a xenu, Ges HaOGnlogaBaHH pa3NHKH MEXAY ABETE TPYIH.

Paca

[Ipu 3apaey Bv3pacTHH, nonyyasau KoHuepra, agantHpanuTte KM 103218 AUCKs ca ChBMECTHMH
MEX Y eTHHUECKHTe IPYTTH, BBIIPEKH TOBa, pasMePBT HAa M3BAAKATA MOXKE A HE € JOCTATHYEH 34
3acHyaHe Ha eTHHUECKH BapHALHK BBB (apMakOKMHETHKATA.

Buipacm

(drapMakoxuHeTHKaTa Ha KoHIepTa He e nMpoy4saHa NpH Jelia Ha Bh3pacT moa 6 roauHu. Ilpu neua Ha
BB3pacT 7 — 12 roaunn, ¢papmakokuseTryxata Ha KoHuepra cnep 18, 36 # 54 mg e (cpeano+SD): Cpan
6,0+13;113+26ul150% 3,8 ng/mL, crorBeTHO, Trax 9,4 +£0,02; 8,1 £ 1,1;9,1+25h,
cboTBeTHO, M AUCy. s 50,4 £ 7,8; 87,7 £ 18,2; 121,5 + 37,3 ng.wmL, cboTBeTHO.

bvbpeuna nedocmamuvurnocm

Hsama onur ¢ ynotpebarta Ha KoHLepTa NpH nanHeHTH ¢ 6:0pevHa HefocTaTh4HOCT. Cliest mepopanHo
MPUACKEHHE Ha paSuoMapkupal Metnidgedniat npu xopa, Metuiagesnaat ce MetalonH3npa
€KCTEHIHBHO W nproausnTenno 80% oT paoHoaKTHBHOCTTA CE EKCKPETHPa B YpHHaTa o[ opMata
Ha PPA. Tuii kaTo OROpeuHMAT KITHPEHC He € BAXKeH MET 3a KIUPLHCA Ha METHA(ERHAAT, ce OYaKBa
6n0peyHaTa HeJOCTATBYHOCT AA HMa MaNbK eekT BppXy (apmaxoknHeTHKaTa Ha KoHuepra.
Heprnodpobra redocmamvunocm

Hsama onut ¢ ynotpebara Ha KoHuepra npu natyeHTy ¢ 4epHOPOOHA HEROCTATBYHOCT.

53 IIpeaxkaunny4nn JauniH 3a GesonacHoCcT

KapunHorenHoct

Ipu npoeex many ce NpOyYBaHHA 3a KAPLHMHOTEHHOCT NPH NITBX0BE H MHIIKH ce 3abenA3sa
MOBHILEH Opoif 370KaYeCcTBEHH TYMOPH Ha YepHHR AP0l caMo TIPH MBAKKH MHIIKH. 3HAYMMOCTTA Ha
Te3H JaHHH NPH XOpa € HEH3BECTHA.

MeTtund eHHIaT He OBAMABA PENPOLYKTHBHHTE XapaKTePHCTHKH HIH GepTHIHTETA IPH J03H, MAJIKO
Ha/IBHIIABALIM KIHHUYHATA K034,

BpeMeHHOCT — eMOpHOHATHO/ DeTAIHO pa3BHTHE

MertundeHnnar He ce cMATa 3a TepaTOreHeH NPH MIIBX0BE H 3aiuH. PeTanHa TOKCHYHOCT
(T.e.ToTanHa 3ary6a Ha nI0Ka) M TOKCHYHOCT 3a MaiiKkaTa ce 3abend3Bat NpH IUTBXOBE NIPH TOKCHYHH
JO3H 3a MalKaTa.
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6. OAPMALEBTUYHHA JAHHH
6.1 CnuchbK HA NOMOIHHTE BEILIECTRA

Byrunxugpoxcuronyen (E321)
IenynoaeH auerar

Xunpomenosa (E464)

®ocdopra kucenuHa, KOHUEHTPHPAHA
IMonoxcamep 188

Ionuerunenoru okcuau 200K u 7000K
INoBupon K29-32

HaTtpues xnopua

CreapuHOBa KHCENIHA

CykuHHOBa KHCENUHa

Yepen xenesed okcun (E172)

Jwnr xeneseH okcun (E172)

DUHIMOBO NOKPHTHE!

Kot xeneseH okcug (E172)
Xunpomenoza (E464)
JlakT033a MOHOXHAPAT
CreapHHOBa KHCERMHA
Turanos avokcua (E171)
TpuaueTtnn

[IpoipauHe nokpHTHE:
KapHayfckuH Bochk
Xwunpomenoza (E464)
Makporon 400

ITewaTHo MacTHAO:

YepeH xeneaex okeua (E172)
Xunpomenosa (E464)
[Tponunen raukon

6.2 HecnBMecTHMOCTH
Henpunoxumo

6.3 Cpok na rogHocT

3 roaHHH.

6.4 CrenuaiH yCIOBHSA HA ChXPaHEeHHE

C'bxpaHaBaﬁTe Gy'mnka'ra NNIBPTHO 3aTBOPEHA, 34 Ja c€ IIpEeana3y OT Blara. J.'Ia HE C€ ChXpaHABa Hajl
30°C.

6.5 JlaHHH 33 OMAKOBKATA

Byrtunka ot nonuernneH c sucoka nusTHOCT (HDPE) ¢be 3aniuTeHa 0T fella NOAUNPONUAEHOBA
3amyllianka H NpHIOKEHH eHH HIIM ABa abcopbeHTa 3a BlIara OT cenyKaren.

28 unn 30 TabrneTku ¢ yaBIKeHO ocBOGMKAABAHE.

He BcHYXH BHIOOBE OIAKOBKH MoraT aa 6baar MyCcHaTH B npo,uamﬁa.
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6.6 CneunanHu npeanaziy MepKH NpH H3XBLPJIAHe H padoTa

Heunsnmonssauuar JICKAPCTBEH [IPOAYKT HJIH OTNAABIHHTEC MATCPHAIH OT HEro Tpxﬁna A2 C€ H3XBLPIAT
B CBOTBETCTBHE ¢ MECTHHTE H3IHCKBaHHA.

7. TIPHTEXATEJ HA PAZPENIEHHETO 3A YIIOTPEBA
wAlKOHCHH & IhroHcsH Brirapus* EQQJ]
#.K. Mnanocr 4, busnec Ilapx Codua, crpana 4

Codbus 1766
Brarapus

8. HOMEP HA PAIPEHIEHHUETO 3A ¥IIOTPEBA

20060458

9. JATA HA ITBPBO PA3PEHIABAHE/TIOJHOBSIBAHE HA PAZPIIEHHETO 3A
YHOTPEBA

Jarta Ha mepBo paspemaBane: 18 aBrycr 2006 r.
Jata Ha nmocnenHo nonHoBABaHe: 9 HoemBpu 2012 r.

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

11/2024
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