KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA -
4 AVITENHA ACEHUNS 10 11cKAPCTBA"

’ 7.'}; mka Xapakmepucmuxka Ha npogyxma - lpusroxenue 1

i oron e B00COYIE

Konuepra 18 mg TabneTku ¢ yab/keHO 0CBOOOK/A1aBaHE * PaapelueHue Ne

Conobisy 15 g yeluaged rel et tablets somame- . X500 130 N
{Dgo6perun Ne JI

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Enna Tabnerka ¢ yab/keHo ocBoOok1aBaHe chabpka 18 mg meTHiadeHnaaT XuapoxiopH
(methylphenidate hydrochloride).

[ToMoOLIHH BELIECTBA C M3BECTHO JICHCTBHC

Besika Tabnerka chabpika 6,5 mg nakrosa.

3a TBJIHHUA CITHCHK Ha TMOMOIIHUTE BELICCTBA BHXKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA
TabneTka ¢ yABIKEHO 0CBOOOXKIaBaHE.

bty TabneTku ¢ popma Ha Karcysia, OT eHaTa CTPaHa ¢ OTIeYaTaHo ¢ YEPHO MacTwIIO “alza 18”.

4. KJIMHHUYHH JAHHU
4.1 TepaneBTHYHH NOKA3AHUA

PascTpoiicTBo ¢ geduumut Ha BHUMaHHeTo B xunepaktusHoct (PJIBX)

KoHuepTa ¢ Mmoka3aHa KaTo 4acT OT LAIOCTHA TCPAncBTHYHA NIPOrpama 3a JICYCHHE Ha Pa3CTPOHCTBO €
nedUIHT Ha BHUMaHHeTo M xunepakTusroct (P/IBX) npu neua Ha 6 1 noBeve roanHy 1 npu
BH3PaCTHH, KOraTo JicueOHUTE MEPKH CAaMOCTOATEIIHO €a C€ OKa3alll HE0CTAThYHH.

JleyenneTo TpAGBa 1a ce MPOBeK/IA MO HAGIIONEHHETO HA JIeKap, CIENHAIMCT M0 JJeYeHHe Ha
PIABX, KaTo ceIHAJHCT-NIeAHATHP, ICHXHATBP - CHENHAJIHCT MO JieYeHHe HA Jena H I0HOLIH H

MNCHXHATHP - CNEUHAIHCT 110 JIeYeHHe HA Bb3PAaCTHH.

CreunanHy JMarHOCTHYHH ChOOpaXKeHUs NpPH P/IBX npu jena

Jluarnosara TpsaOBa ja Obae nocraBeHa cnopea Hactoswure DSM-IV kpurepun wim MKD ykaszanus
1 TpsabBa Ja ce OCHOBABa HA LIAJIOCTHA AHAMHE3a M OLCHKA Ha nauueHTa. JKenaTenHo € noTBbpxkKICHHE
OT TpeTa CTPaHa M JIMarHo3a He MOJXKE J1a ce MOCTABH NPH HAJIMYMETO CaMO HA €JIMH MJIH MOBECYE
CHUMIITOMH.

CrieuuryHATA €THONOTHA HAa TO3M CHHJIPOM HE € M3BECTHA M JIMIICBA CAMO €/IMH JHAarHOCTHYEH TECT.
[IpaBuiHaTa MarHo3a M3MCKBA M3II0JI3BAHCTO HA MEMIIMHCKH H CHEUHATH3HPAHH ICHX0IO0THYHH,
o0pa30oBaTENHH H COLIHAJIHH PECYPCH.

[snocTHaTa TepaneBTHYHA MPOrpamMa 0OHKHOBEHO BKJIKOYBA [ICHXO0JIOTHYHH, 0Opa3oBaTten
COLMAJIHM MEPKH, KaKTO ¥ (hapMaKoTepanus, 1 UMa 3a LeJl J1a CTaOMIN3Hpa ChCTOAHHETO
MOBEJAEHYECKH CHHIPOM, XapaKTEepH3Hpall CE CbC CHMIITOMH, KOHTO MOXKE /1a BKIIKOYBAT
aHaMHe3a 3a KPaTKOTPaiHa KOHIEHTPALUA, PAa3CESHOCT, EMOLHOHAHA Ta0HIHOCT, HMITY I



yMEpEHa IO TEXKa XUNEPAKTHBHOCT, MEHUMAIHH HEBPONOTH4HH Gene3n u abnopmua EET.
CrnocoGHOCTTa 33 ydeHe MOXKE 3 €, HO MOXKE U JIa HC € HapylleHa.

JleuenHeTo ¢ MeTHNEHNUIAT He € TIOKa3aHo npu BeudkH Jeua ¢ PJIBX u pemennero 3a ynorpebara
Ha NekapcTBOTO TPAGBaA a ce OCHOBaBa Ha MHOTO 3aXBI60UEHO HICIEBAHE HA TEXECTTA ¥
XPOHMYHOCTTA HA CHMIITOMHTE Ha JETETO, JOKOJIKOTO Ca CBbP3aHH C Bb3pacTTa My.

IIpaBunHOTO pasnpeaencHue Ha 06pPa3OBATEIHHUS MATEPHAT € OT ChUIECTBEHO 3HAYCHHE, 2
[ICHXONIOrHYECKaTa HaMeca € MPHHIMNHO Heobxoauma. KoraTo neyeOHHTE MEPKH CE OKaxat
HEOCTAThYHH, PEIICHHETO Ja Ce NpeAnHLIe CTHMY/IaHT TpAGBa 1a c€ OCHOBABa HAa TOYHA OLICHKA Ha
TEXeCTTa HAa CHMITOMUTE Ha aeTeTo. MetundeHuaaT BHHary Tpabea na ce pHara no To3H HA4MH, B
CHOTBETCTBHE C OA0OPEHITE NOKA3aHMS H CHIIACHO PHKOBO/ICTBATA 32 NPENHCBaHe/ AMATHO3A.

CrneuparHi NHArHOCTHYHH cboOpakenns npu PABX npu Bb3pacTHH

JluarHosata TpaGsa na 6uae nocraBena cnopel Hacrosmure DSM-1V kpurepun win MKB ykazaHus
1 Tpsa6Ba A2 ce OCHOBaBa Ha LIATIOCTHA aHAMHE3a M OLICHKA Ha MaLMeHTa.

CrieunduvHaTa €THONOTHA HA TO3HM CHHIPOM HE € H3BECTHA M JIMICBA CAMO €IMH THArHOCTHYCH TECT.
Buapactaute ¢ P/IBX umat CMMITTOMHE, KOMTO CE XapaKTEpPH3HpaT C 6e3mok0iCTBO, HETHPIICHHE H
HepHuManne. HMa TeHIeHUUA CEMIITOMH KAaT0 XMIIEPAaKTHEHOCT Ja HAMANABaT ¢ yBeIMIaBaHe Ha
BB3pAcTTa, BEPOATHO [IOPAHM aJANTAlHA, HEBPOPA3BUTHE H camonedeHHe. CHMITOMHTE Ha
HEBHHMAHHE Ca M0-H3Pa3eHH U MMAT NO-TONAMO BB3/eHCTaHE BEPXY BB3pacTHH ¢ PIIBX. JluarxHosara
TIpH BB3pacTHHTE TpAGBA Aa BKIIOYBA CHCTEMATHYECH PA3roBOP ¢ MNALMEHTA, 33 a Ce onpenesar
TekymmTe cumiTomu. Heobxoaumo e nannune Ha PIABX B netckara Be3pacT M ToBa TpaOBa na ce
OIMpe/IE/IH PETPOCIIEKTHBHO (OT MEIMIHMHCKATA JOKYMEHTALMA HA [TIAUMEHTA MK, aKO JIUIICBA TAKABA,
ype3 NOAXOAAIHA ¥ CHCTEMATH3UPAHH HHCTPYMEHTH/PasroBopH). XKenatenHo € noTBbpKICHAE OT
TpeTa CTpaHa M JIEUEHHETO He TP:AOBA Ja ce 3aMo4Ba, KOraTo nposepkaTa 3a cumnromure Ha PBJIX B
JETCTBOTO € HECHIYPHA, JIHarHo3a He MOXeE Aa C€ [IOCTaBH NPH HAMHYHETO CAMO HA €/IWH HIIH NIoBEYe
cuMnToMH. PeleHneTo aa ce npeAnuiue CTHMYNIAHT NPH BB3pacTHH TpabBa Ja ce OCHOBaBa Ha TOYHA
OLICHKA M AMarHo3arta Tpsa6Ba 1a BKMIOYBA YMEPEHO KM TEKKO QYHKUHOHATHO YBpEXJaHe B HaH-
Manko 2 cdepH (HampuMep COLMAIHO, aKAXEMHYHO H/KITH NPO(hecHOHANHO GYHKHHOHHpaHE),
3acArauM HAKOMKO acreKTa OT )KHBOTa Ha MHIHBHAA.

4.2 Jl03HpOBKA H HAYHH HA NPHI0KEHHEe

Jleuenuero TpaGBa A4 ce NpoBexIa N0A HAOAIOACHHETO HA JIEKAD, CNIEHANNCT 110 JIeYeHAE HA
PJBX, KATO CHEMHANHCT-IEAHATLP, ICHXAATHD - COSNHANKCT N0 JieYeHHe HA Jela H IOHOWIH, B
[ICHXHATEHP - CIIEUHAIHCT [0 JieYeHHe Ha BB3PACTHH.

[Iperaen (CKPMHUHT) OPEIH JEYEHHETO

BrapacThy, HeneKyBaHH Jocera ¢ KoHuepra i ako ce H3MCKBa OT HAMOHAIHATA NPAKTHKA, MPEIH
3a[IOYBAHE HA JIEYEHHETO ¢ HEOOX0AMMA KOHCYNTAlMA C KapAHOJIOT, 32 [a Ce NPOBEPH JINICATa Ha
ChPAEYHO-CBAOBH MPOTHBONOKA3AHHA.

[Tpeau na ce mpeanuiLe NEKapcTBOTO, TPAOBa 1a €& H3BbPLIH OCHOBHO M3CNEABaHE HA CECTOAHHUETO
Ha ChpPAEYHO-CHA0BaTa CHCTEMA Ha MALMEHTa, BKIIOYBALIO H3MEPBAHE HA KPBBHOTO HAJLATaHe H
ChpIcuHHs PUTEM. B ImbiiHaTa aHaMHesa TpAGBA a ce CHEMAT CHIBTCTBALLUTE JEYEHHS, MUHAIH H
HACTOAIIM MPHAPYXABAH MEAWLMHCKH TENECHH H NCHXHYHH 3a6015BaHNA MM CMITOMA, damMiiHa
aHAMHe3a 33 BHE3aMnHa ChpAe4Ha/HeoOACHHMA CMEPT, PETHCTPHUPAHE Ha TOYHHA PBCT H TEIMO NPEAH
NEYCHUETO B fHarpaMa Ha pacTexka (Bx. Touku 4.3 u 4.4),

JdbarotpaiiHo npocneasapate

PacTexbT, ICHXHYHOTO ChCTOSHHE M ChCTOAHHETO HAa ChPASYHO-CB0BATA CHCTEMa TpAGBa
HEnpeKbCHATO Aa ce Caeant (BXK. Touka 4.4).




] KpbBHOTO HansraHe v MyAcsT TpA6Ba ia € PETMCTPHPAT B JMarpaMa MpH BCAKa NPOMAHA HA
03aTa ¥ Hal-MaJIKO Ha BCeKH 6 Mecela cell TOBa;

. PBCTBT, TErMIOTO H aNeTHTHT NPH Jeuarta TpAOBa na ce perucTpHpaT Hal-MalKo Ha BCCKH
6 Mecenia BbB BOJICHATA AHArpaMa Ha pacTexa,

. Ternoto MpH Rb3pacTHUTE TPAOBA Aa €€ PETMCTPHPa PEAOBHO;
. Pa3BMTHETO Ha HOBM MM BIOLIABAHETO HAa CHLIECTBYBALIK [ICHXHYHM pa3cTpoHcTea TpabBa aa
ce mpoc/Ie/ABa MPH BCAKA MPOMsAHA HA [103aTa M Hal-Manko Ha BCEKH 6 Meceua el TOBa H Ha

BCAKA BH3HTA.

MManuenTuTe Tp26Ba Ia ce MPOCIEAABAT 32 PUCK OT OTK/IOHSBAaHE (HE3aKOHHO Pa3npoCTpaHeHue),
HenpasuiIHa yrotpeba 1 3noynorpeda ¢ METHI(EHHAAT.

TurpupaHe Ha 003aTa

Ho3ara TpAGea BHHMATEIHO Aa CE NOBHINABA B HAYI0TO HA JIEYEHHETO C MeTuIeHHaaT.
[MosHmaBaneTo (THTpUpPaHETO) TPAOBA a 3aN0YHE OT Bb3MOXKHO HaH-HHCKaTa J103a.

Moke Aa ce NpeanaraT JAPyrd KONMYecTBa Ha AKTHBHOTO BELIECTBO B I030Ba EIMHHLA OT TO3H
NEXapCTBEH NPOLYKT, KAKTO H APYTH MPOAYKTH, ChAbPKAIIK MCTHI(ECHHUAAT.

Jlo3zaTa MOXe Jla Ce MHAMBHAYAJM3Hpa ¢ nokausaHui oT 18 mg. Kato 1ano KeM Kopekins Ha fo3aTa
MoOe fa ce npubArBa Ha HHTEPBANH OT NPHOIHIMTEIHO €IHA CEAMMIIA.

Maxkcumannara AHeBHa A03a Konuepra e 54 mg npu aeua.
MakcumainHaTa qHeBHa J03a KoHuepta e 72 mg NMpH Bb3pacTHH.

goznpoaxa

Jeua

Heya, nenexysanu doceza c memur@ernudam: KoHIEpTa MOXe [1a HE € [IOKa3aHa NPH BCHUKH JCLA ChC
cunapom Ha PIIBX. Io-Hucknte 4034 METRAGEHNIAT B KPaTKOAEHCTBALIM JIEKAPCTBEHH popMu
Moxe aa 6bIaT AOCTATHLYHH 3a JIeYeHHe Ha Aela, HEMCKYBaHM Jocera ¢ MeTungeHniart. 3a aa ce
AIPEJOTBPATAT M3NTHILIHO BHCOKH 103H METHI(EHNUAAT CE HIHCKBA BHUMATEIHO THTPAPAHE Ha A03HUTE
nog HaGMoOAEHHETO Ha NeKyBawus nekap. [penopsunTenHaTa HavanHa go3a KoHuepra npu neua,
KOMTO He NIPUEMAT B MOMEHTa METHII(QEHHAAT HIIH NPH JELa, KOHTO €a HAa CTUMYNAHTH, Pa3fiHYHH OT
meTHadeHHaaT, € 1§ mg BeaHBK JHEBHO.

BoipacTHi

Buapacmuu, Henexysanu doceca ¢ memungpenudam: KOHLEPTa MOXE a HE € MOKa3aHa NpH BCHYKH
BB3pacTHH Ch¢ curapoM Ha P/IBX. INo-uuckuTre n03u MeTHAdEHHIAT B KPATKOACHCTBALIH
nexapcTeeHH hopMH MOXKe Ha OBIAT NOCTATBYHM 3 JIEYEHHE HA BLIPACTHH, HEJICKYBAHH I0CETa C
MeTHAhEeHUIAT. 3a 1a ce NPeJOTBPATAT H3MHLIHO BUCOKH JI03H METHNGEHHAT CE H3UCKBA
BHAMATE/THO THTPHPAHE HA AO3MTE N0J HAGMOAECHHETO Ha JIeKyBallus Jekap. IIpenoprunTenHara
HavanHa n03a KoHuepra npH Bb3pacTHH, KOHTO HE NIPHEMAT B MOMEHTA METHI(EHHAAT, WIIH IIPH
BB3PACcTHH, KOMTO €2 HA CTUMYJIAHTH, Pa3lIMYHH OT METHI(DEHKAAT, ¢ 18 mg BEIHBXK AHEBHO.

Jlozupane npu nayuenmu na nevenue ¢ memuigenudam kom momenma. IlpenopsunTenHaTa no3a
KoHuepTa 32 [AAEHTH, KOUTO IIOHACTORIIEM IPHEMAT METHIQEHHAAT TPH IBTH JHEBHO, B I03H OT

HacTOAIIMA PEKHM HA NO3HPAHE M KIMHHYHATA NPCIICHKA.



TABJIHIA 1
[IpenopLYHTENHOTO A03HPAHE 32 IPEMUHABAHE OT APYI'H POXHMH HA MeTHIpeHuaaT
XHAPOXJ0pHI, KOTATO €A HAJHYHH, KbM Konuepra

Npenumupa JHEBHA 1038 MeTHIpeHHAAT Xuapoxaopaa | Mpenopwunrenna n03a Konuepra
5 mg MeTHndeHHAAT TPH TBTH AHEBHO 18 mg BeANEXK AHEBHO
10 mg MeTHN¢¢HUAAT TPH OBbTH AHEBHO 36 mg BeOHBX JHEBHO
15 mg MeTHA(eHHAAT TPH IETH RHEBHO 54 mg BEOHBXK THEBHO
20 mg MeTHA(EHHAAT TPH TBTH AHEBHO 72 mg BeOHEX KHEBHO

AKo He ce HabmogaBa HOI{OﬁpCHHC Cl1eA ANEKBATHO JO3HPAHE B NPOIBIIKEHHE Ha €IHH MCCEI,
OpHEMBT Ha MCTHKAMEHTA TpﬂﬁBa na osae CIIPAH.

Mwazocpouna (noseve om 12 meceya) ynompeba

BezonacHocTTa H epeXTHBHOCTTa Ha IPOAL/DKHTEIHAT ynoTpe6a Ha MeTHhEHHIAT He ca
CHCTEMATHYHO M3CNE/IBaHY B KOHTPOIMpPAHH Mpoy4sanus. Jledenuero ¢ MeTwideHnaaT He Tpabsa u
He € 3aJBIKUTENHO Ja e HeorpaHHueHo. IIpH feua u HOLIH TO OOHKHOBEHO MOXE Ja ce
NpeycTaHORH MO BpeMe Ha mySepTeTa win e Rero. Jlekapar, koiTo usbepe fa npunara
meTHndeHHIAT 32 NPOAB/DKUTENHH NEPHOAH OT BpeMe (MoBeye OT 12 Meceua) npH MaHeHTH ¢
PIBX, TpsOBa nepHoINYHO Ja M3CNEABA JbIrOCPOYHATA 1032 OT IEKAPCTBEHHA IIPOAYKT 38 BCEKM
OTAENEH MALMEHT ¢ Mpobuu nepuoan Ge3 MPHIOKEHHE Ha JIEKAPCTBOTO, 32 1a OLEHH QYHKUMHTE HA
nauuenta 6e3 hapmakorepanus. [Ipemopsisa ce ynorpefara Ha METHAQEHUAAT a Ce COMPa Hak-
MANIKO BEAHBXK FOMHIIHO, 32 [1a CE OLECHH CECTOSHUETO Ha MallHeHTa {IpH ACLA 32 NPEANOYHTaHe Nno
BpeMe Ha yUMIMIHNTE Bakaruue). [Tofo6peHHETO MOXE Ja € HalMue, 0PH KoraTo yrnorpebara Ha
NIEKAPCTBEHUA NPOAYKT € BPEMEHHO MITH OKOHYATE/IHO NPEyCTaHOBEHA.

Hamanaeane na 0o3ama u npeycmanoeasane Ha mepanuama

Jleyennero TpsOBa aa ce crpe, ako HAMa NoAOGPEHHE HA CHMATOMHTE ClIe]l CBOTBETHATA NPOMAHA Ha
no3aTa B paMKHTE Ha | Mecew. B ciydaii Ha napaZoKCanHo BIOIIABAHE HA CHMITTOMUTE MIIH 1I04BA Ha
IPYTH CEPHO3HM HeXeNaHN chbOUTIs A03aTa TPAOBA ja C€ HAMAIM WM TCPanuATa Ja C¢ NpeyCTaHOBH.
Cneyuaanu nonyiayuu

Hayuenmu 8 cmapyuecka gv3pacm

Metungenuaat He Tps6Ba A2 ce MpHIara NpH NaLWEHTH B CTapyecka Be3pacT. besonacHocTTa M
eeKTHBHOCTTA B Ta3y Bb3PACTOBA IPYNa HE ca ycTanoBeHH. KoHuepTa He € NpoyYBaHa IpH PIABX
NpH NaLUMeHTH Had 65 TOJHHH.

Heprodpobro yapedicoane

MeTnndeHHAAT He € IPOYYBaH NPH NALUMEHTH ¢ HEPHOAPOOHO YBPEKAAHE.

buvbpeuno yspencoane

MeTund)eHHAAT He € NPOYUBaH MpPH MalHEHTH ¢ 6u0peyHo yBpexiaHe.

Heya noo 6 codunu

Merundenunar ve Tpabea aa ce npuiara npu Aena nox 6 roauns. belonackHocTTa ¥ edek
Ta3H BBL3PACTOBA IPYNA HE Ca YCTAHOBEHH.



Hauun Ha OpHIOXKEHHE

KoHuepTa e 3a nepopajHo NPHI0KEHHE BEAHBK JHCBHO CYTPHH.

KoHuepTa MOXe Aa ce nmpiuiara cke H Ge3 xpaHa (BK. Touka 5.2).

Konnepra Tpatpa fa ce normeuia usna ¢ NOMONITA Ha TEYHOCT, He TpAbBa na ce apBue, pasaens Uin
gynu (BXK. Touka 4.4).

43 IIpoTnBONOKA3AHHA

. CBpPBXUYBCTBUTENHOCT KbM MCTHIPEHANAT WIH HAKOE OT MOMOLIHHTC BEWLECTBA, H30pOeHH B
TO4Ka 6.1.

. naykoma

. deoxpoMOLIHTOM

. ITo BpeMe Ha JIeYeHHe ¢ HECEIeKTHBHH HeoOpaTHMH MHXHOHTOpH Ha MOHOAMHHOOKCH/a3aTa

(MAOQ) unu B cpoK OT Hait-Manko 14 AxH C/lel NPeyCTAHOBABAHE HA TEPANMATA C TE3H
NIEKapCTBa NIOPaiH PUCK OT XUIIEPTOHMYHA KpH3a (BX. Touka 4.5)

L4 XHHEPTHPEOH)JHB’BM HITH THPEOTOKCHKO3a

. JIHarHo3a wiM aHaMHe3a 32 TeXKa JEnpecus, aHOPEKCHA HEPBO3a/XPaHHTENHY Pa3CTPOHCTEA,
CIJIOHHOCT KbM CamMOyOHHCTBO, ICHXOTHYHH CHMITTOMH, TEXKH Pa3CTPOHCTBA Ha
HACTPOEHHETO, MaHusl, K30 PEHHA, MCHXOMATHA/TPAHMYHO THHHOCTHO Pa3CTPOHCTBO

. JIMarsosa wix aHaMHe3a 3a TEXKO U emu3oaudHo (Tun I) GunongpHo adekTHBHO pascTpoiicTBO
(koeTo He & 10o6pe KOHTPONUPAHO)

. IIpeauiecTBallH ChPACYHO-ChAOBH 3a00NABaHNMA, BKAIOYBALIM TEXKKA XHIIEPTOHUA, ChPACHHA
HEJAOCTATHYHOCT, APTEPHATHO OKIY3UBHO 3a00/11BaHe, aHTHHA, XEMOJHHAMHYHO 3HaYMMa
BPOJICHA ChPIEYHA HEAOCTATHYHOCT, KAPAHOMHOTIATHH, MHOKApAEH HHGAPKT, NOTCHUHATHO
’MBOTO3aCTPALLABALLA APHTMHH, KAKTO H KAHATONATHH (HAPYIICHHS, NPEAH3BMKAHH OT
AKCHYHKUHA Ha HOHHHMTE KAHAJH)

. [IpenwecTBaiy MO3BYHO-Ch/I0BH 3abonABanua, nepebpanna aHeBpU3Ma, ChAOBH AHOMAITHH,
BKIIOYHTEITHO BACKYIIMT MM HHCYJIT.

4.4 Creuna/JHR NpeIynpexIeHHA ¥ MPeANAa3HH MEPKH NPH ynoTpeta

Jleuenneto ¢ MeTundeHHOAT HE € MOKA3aHO MPH BCHUKH nauueHTH ¢ PABX u pemenuero 3a
ynotpefara Ha 1eKapcTBOTO TPAGBa a ce OCHOBABA Ha MHOIO 3a1b/IG0YEHO M3CIICBAHE HA CTENEHTA
H XpOHHGHLMPaHe Ha CHMITTOMHUTE Ha nanueHTa. Korato ce o6mucnAa NeveHne Ha fena, OLeHKaTa Ha
TEKECTTAa K XPOHH(PHLMPAHE HA CHMITOMMTE Ha JETETO TpAOBa na 6baT CBBP3aHH ¢ Bb3PACTTa MY
(6-18 rogunu).

Iwenrocpouna ynorpeba (noseye ot 12 Mecena)

BesonacHocTTa M eeKTHBHOCTTA HA TIPOBIDKMTENHATA ynoTpeba Ha METHIhEHN AT He ca
CHCTEMATHYHO H3C/IEABAHK B KOHTPONHPaHH npoy4saus. Jleuennero ¢ metundenuaar He Tpabea v
He e 3aIbIDKMTENHO Na € HeorpannyeHo. [Ipy oeua u 10HOMIM TO OOHKHOBEHO MOKE J1a C€

NpeycTaHOBM MO BpeMe Ha MyGepTeTa winn cnen Hero. ITauMeHTHTe Ha NPOABIDKHTENHA Tepany
nan 12 mecena) Tpabea ga 6saat 06eKT HAa BHUMATENHO ABJATOTPaiHO MPOCNEAABAHE B CHOTB
C HACOKHTE, JafcHH B TOUKH 4.2 1 4.4 ¢ orjici Ha CbCTOAHHETO Ha CHPAEYHO-ChAOBATA CHCT
pacTexa (aeua), TerIoTo, aNeTHTa, PEMAMBHPAHETO WIH BAOMIABAHCTO HA MMHAITH IICHXHY
pascrpoiicTsa. [TcuxuuaHTe pa3cTpoiicTBa, KOHTO C/EBa 1a Ce MpociessarT, ca u3bpoenn n
BKJIIOUBAT (HO HE CaMO) JABHMIATE/MHY 1 BOKAIHK THKOBE, arpeCHBHO MK BpaxaeOHO MOBEAEH
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BB30YAEHOCT, TPEBOXKHOCT, JEMPECcHs, IICHX03a, MAHKS, HII03MH, Pa3apa3HUTENHOCT, IUIICa Ha
CMOHTAHHOCT, 3aTBOPEHOCT M NMPEKOMEPHA NIEPCEBEPALIHA.

JlexapuTe, KOKTO pelaT Aa NpuiaraT MeTHN(EHUIaT 32 NPOALDKKUTEIIHA NEPUOIH OT BpeMe (noBeve
ot 12 Meceua), TpabBa NepHOAHIHO A2 H3CMEABAT ALAIOCPOUHATA N0M3a OT ICKAPCTBOTO 32 BCEKH
OTAENEH NauMeHT ¢ NPoOHH nepHoax 6e3 NpHIoKEHHE Ha ICKapCTBEHHA MPOAYKT, 33 Ja OLEHAT
dyskunuTe Ha nauuenta 6e3 dpapmakorepanusd. [penoprura ce ynorpebara Ha MeTUndeHUIAT 12 ce
CAMpA Hal-MaJKO BEJHBX FOZHIIHO, 33 JIa CE OLIEHH CHCTOAHMETO Ha MAUKMeHTa (MpH feua 3a
peMOYHTaHE O BPEME Ha YYHITHILHHTE BakaHIKH). [lomobpenueTo Moxe a € HaIMLE, IOPH KOraTo
ynotpeGaTa Ha IEKAPCTBEHHA [IPOSYKT € BPEMEHHO HJIH OKOHYATENIHO MPeyCTAaHOBCHA.

Yoorpeba Ipy DaMEHTH B CTAPYECKA BB3PACT

MeTundenunaar He TpsGBa Aa ce mpuiara Npy NalUKEHTH B CTapIecKa B3pacT. besonacHocTra u
etheKTHBHOCTTA B Ta3M Bh3PACTOBA IPyNa He ca yctaHoseHH. KonuepTa He € npoy4sana npu PABX
NpH NaUHEHTH HaJ 65 roguHy.

Ynortpeba npu Aena nos 6 ronuHx

MerundreHuaat He TpadBa Na ce MpHIAra npH JcUa Noa 6 TOAMHHM, MOPAAH JIMIICATA Ha JAHHH 3d
Be3onmacHOCTTa 1 eeKTHBHOCTTA B Ta3H Bb3pacToRa rpyna.

ChCcTogHHE HA ChpACYHO-ChA0BATA CHCTCMA

3a nalHEHTHTE, Ha KOKTO NPENCTOM JICYCHHE ChC CTHMYMHPAILLH IEKapCTBa, € HeoOxoauMma
BHUMATENHA aHaMHE3a (BKIIIOYHTEITHO M MPOYYBaHE 3a aMUIIHA aHAMHE34a 3a BHE3aITHA ChpACYHA HIIH
HeoBACHHMA CMBPT MITH 3/10KaYeCTREHa apUTMHUS) H QHIMKAJIEH NPErne, 3a 1a ¢e yCTaHOBH
€BEHTYATHO HATMYHE Ha ChpACHHO 3abonsasaHe, H T¢ TPADBA 1a NPEMUHAT QOMBIHHTENHH
M3CNEBAHMA IIPH CIICLHAIACT Kap/HOTIOT, B CIIy4al Ye mMbPBOHAYAIHHTE PE3Y/ITATH NpeANonarat
HANMYUETO Ha nogobna aHamuesa unu 3abonapsale. [lammeHTHTE, Pa3BHIN CHMITOMH KaTo
NannuTanKH, 60NKH B MbPAXTE MPH (PH3MYECKO HATOBapBaHe, HEODACHHM CHHKOI, THCITHES HITH
APYTH CMMITOMH, NPeoaralii CbpAeYHo 3a00/14BaHe 110 BPEME Ha JIEHEHHUETO ¢ METUA(EHKAAT,
Tpabea He3a0aBHO 13 NPEMHHAT H3CICABAHMA MPH CHELHANHCT KapAHOJIOT.

AHaNH3UTE Ha AAHHY OT KIMHUYHHU NPOYYBAaHMs Ha MeTHN(EHNIaT npH Jeua 1 jonomu ¢ PABX
MIOKA3BaT YECTH CAyYaM HA MPOMEHH B AUACTONIHOTO M CHCTOJHOTO KPBBHO HAIAraHE Ha NMAlHEHTH,
npuemamy MeTwipeHHaar, ¢ nosede ot 10 mmHg B cpaBHEHHE ¢ KOHTPOHHTE NALIHEHTH.
[ToBHIIICHHA HA CTORHOCTHTE HAa JHAcTONHOTO ¥ CHCTOJNHOTO KPBBHO HansraHe ca HabmoJaBaHy U B
JAHHHTE OT KIMHHYHHUTE HIHTBAHKUA NPH Bb3pacTHY nauyeHTH ¢ PJIBX. Kpatkocpounure v
ABLATOCPOYHHUTE KNMHUYHH MOCTEARLH OT Te3H eeKTH BbPXY ChPACYHO-CBAOBaTa CHCTEMA NPH A€La
W IOHOLIH He ca N3BeCTHH. He MOXe Ja ¢& M3KITIOMH BBEIMOKHOCTTA OT NOKBATA HA KIHHHYHK
ycnoxseHus npeasua edextrte, HabnogaBaHy B JAHHUTE OT KTMHHIHKTE NPOYYBaHUsA ocofeHo B
CJIydYaH, KOTaTo JEYEHHETO MO BPEME Ha JETCTBO/IOHOILIECTBO € MPOIB/KHIIO H B 3pANia Bb3PacT.
Tpabsa aa ce HOZX0XK3a ¢ NOBHIIEHO BHHMAHHE NPH JE4EHHETO HA NAUMEHTH, YHETO
NBPROHAYMATHO YCTAHOBEHO 31PaBOCIOBHO CHCTOAHHE MOXKe Aa 6bae H3N0KeHo HA PHCK OT
NOBHINABAHETO HA KPBHBHOTO HAJIATAHE HJIH Y4eCTABAHETO HA ChbPACYHAN PHTBM. Bixre
Touyka 4.3 3a YCJIOBHA, IPH KOUTO JICYEHHUETO C METHI(EHNIAT € MPOTHBONOKAZAHO.

ChCTOSHHETO HAa ChPIEYHO-CHA0BATA CHCTeMa TpalBa BHHMaTeIHO aa ce caeau. Kpnenoto
HAJIATAHE H MY/JICHT TPAGEA A3 Ce PErHCTPHPAT B AHATPAMA IIPH BCAKA NPOMAHA HA /103474 H
Hali-MaJKo Ha BcekH 6 Mecena ciel TOBA.

MeTnadennaar Tpadea a1a 6bae npeycTaHOBEeH NPH MANHEHTH HA JIeUeHHe ¢ NOBTAPAIRH
TAXHKAP/JAHA, APHTMHS HJIH MOBHUIEHO CHCTOIHO KPBBHO HAJAraHe (>95-TH NepCeHTHI
TpabBa 1a ce 06MHUCTH HacoUBaHE KbM KAPAMOJIOT.



Vnotpebara Ha METHI(EHHAAT € MPOTHBONOKA3aHA PH aHAMHE3A 33 HAKOH ChPICYHO-ChIOBH
3a60/MABaHHA, OCBEH AK0 He Ce B3eMe NMPENopbKa OT CNeUHATHCT II0 KAPAHOIOTHA (BK.
Touka 4.3).

Buezanua cMupm u MUHARU CIRPYKMYPHU CHPOEYHYU QHOMQIUY Ul OPY2U CEPUO3HU CoPOCYHU
Hapyuienua

CrofuraBa ce 3a BHE3AaNHA CMBPT, CBBP3aHa ¢ ynorpedara Ha CTHMYJIGHTH Ha LEHTPAIHATA HEPBHA
cHucTeMa B 06HYaiHK 1034 NIPH NANMEHTH, HAKOH OT KOHTO €4 ChC CTPYKTYPHH CHPACYHH aHOMAITHH
WIH IPYTH CEPHO3HHM NpobieMu Ha ChPLETO. BBIPEKH Ye HAKOH CEPHO3HH CHPAEHHH NPOLIEMH MOXKe
caMH 1o cebe cH A2 NPeACTAB/IABAT NOBUIICH PHCK OT BHE3aNHa CMBPT, yroTpebaTa Ha CTHMY/IHPALIH
NMPOJYKTH HE ¢¢ NPENOpbHBA [PH MALKEHTH C YCTAHOBEHH CTPYKTYPHH ChPACHHH aHOMAJTHH,
KapJIHOMMOIIATHA, TEXKH HAPYLICHHA Ha ChbPJCHHAS PHTHM WIH APYTH CEPHO3HH CBPACHHH
npo6aeMH, KOUTO MOXKE A1a TH MOCTARH B MOJIOKEHHUE Ha [IOBHILEHA YA3BHMOCT KBM
CHMIIATOMMMETHYHNATE ePEKTH Ha CTUMYIHPALLIOTO JICKAPCTBO.

Bn3pacThn

ChoOILLEeHHM ¢a BHE3ANHH CMBPTHH CIIydaH, HHCYNT ¥ MHGapKT Ha MHOKAp/Ia TIPH Bb3PacTHH,
npHeMalld CTHMYJIHPALIH JIeKapcTBa B obnuaituu no3u 3a PIIBX. Baupeku e ponsra Ha
CTHMYNaHTHTE B TE3H CJY4aH Ha BB3PacTHH € HEM3BECTHA, BH3PACTHUTE UMAT [10-TOJ1AMA BEPOATHOCT
OT JIeliaTa Jja iMaT CEPHOIHH CTPYKTYPHH ChPASTHH aHOMANKH, KAPAMOMHONATHS, CEPHO3HU
AHOMAJIMH Ha CHPACYHHA PUTHM, KOPOHAPHA apTepHaHa GONECT WK APYTH CEPHO3HH CHPACHHH
npo6aemu. Bs3pacTHu ¢ TAKHBa aHOMA/HMH CBIIO KATO LAO0 He TPAOBa na ce NIEKyBaT Che
CTHMYJ/IHpAIIY JIEKAPCTBA.

Henpasuana ynompeba u cbpdeuno-cv006u peaxyuu

chpammﬂaTa yl'IOTPCﬁﬂ Ha CTHMYJIAHTHTC Ha ICHTpANIHATa HEPBHA CHCTEMA MOXKE a NOBCHAT AC
BHE3aMHAa CMBPT H APYTH TCXKKH CBPACHHO-CBIOBH HEXEIAHH PCAKIIVH.

Mo3LUHOCELOBH 3a00ABAHKA

3a MO3BYHOCHAOBHUTE CHCTOAHHMA, IPH KOUTO JIEIEHHETO ¢ METHI(EHUAAT € NPOTHBOMOKA3AHO, BHKTE
touka 4.3. [TanueHTHTE ¢ JOITBIHHTEIHH PUCKOBH (paKTOPH (KaTO aHAMHE3a 32 ChpPASYHO-CBAOBO
3a6onaBaHe HIM CHITBTCTBAMIM I€UEHHA, MOBHIIABAILA KPBBHOTO HAJIAraHe) TpAGBA Ha BCAKA BU3UTA
C/Iel 3aMOYBAHE Ha JCUEHHETO ¢ MeTHIGEHHIAT Oa NPEMHUHARAT MPETe/] 32 HEBPOIIOTHYHH [PH3HALM
M CHMIITOMH,

[{epeOpanuusT BaCKYJIHT € MHOTO PANKO CPEIiaHa HANOCHHKPATHYHA PEAKLMS KbM HINTAraHETo Ha
meTrdeHuat. CollecTBYBaT MAIKO A0KA3aTE/ICTBA 32 TOBA, Y€ MAUHEHTHTE C MOBHLIEH PUCK MOTaT
na 6baaT pa3no3HaTH K IILPBATA NPOABA Ha CHMIITOMATE MOXC [a OB1€ MBPBHAT NPH3HAK 32
ChILECTBEH KAMHHYeH npobnem. PanHaTa quarto3a, NoctareHa Ha 6azarta Ha BHCOKA CTCNCH Ha
IperIoNOKEHHE, MOXe A2 N03BOJIM HABPEMEHHOTO NPEYCTAHOBABANE Ha TEPaNusTa ¢ METHI(EeHH AT
¥ paHHO JiedeHHe. 3aToBa TpAOBa 1a Ce AMArHOCTHUMPA BCCKH NALMEHT, Pa3BHJI HOBH HEBPOJIOTHYHM
CHMIITOMH, KOHTO OTTOBAPAT HA llepeGpanHa HCXeMHA [o BpeMe Ha TepanuaTa ¢ meTwidennaar. Tesn
CHMITTOMH MOXE /13 BKJIIOYBAT TEIKKO [11apo00He, CKOBAHOCT, OTNAJHANIOCT, Mapann3a v HapyweHHe
Ha KOOPAHHALHATA, 3PEHHETO, rOBOPA, €3MKA HIIM MAMETTa.

Jleuenueto ¢ MeTundeHHAaT He € NPOTHBONOKA3aHO ITPH NALHEHTH C XEMHIIErHYHa LepebpanHa
napesa.

McuxuyHu pa3cTpoiicTBa

Pa3BHTHETO Ha JIBE HIIH NOBEYE Napanie/iny ncuXu4Hn 3abonapanua npu PIBX ¢ yecto cpema;
ABIEHHE U TO3M dakT TpadBa Aa ce OTHHTA, KOTaTo C€ MPEANKUCBAT CTHMYMHPALIH MPOLYKTH.
HauaJIoTO Ha NeYeHHeTO ¢ MeTHA(EHHUIAT MAUMEHThT TPAOBa Ja CE nperieaa 3a HaTM9He Ha
NCHXMYHH PA3CTPOHCTBa K TpA6Ba Aa ce cHeMe aMHIHA aHAMHE3a 3a IICHXHYHH Pa3CTPOHCTB
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Touka 4.2). B cnyvai Ha nosgBa Ha NCHXMYHH CUMITOMH HITH BIIOIIABAHE HA MHHAIH NCHXHYHH
pascTpoiicTBa He TpAGBa A2 ce npuiara MeTuA(eHHAAT, OCBCH aKO IOJI3HTE HE Ca MO-TOJEMH OT
PHCKOBETE 3a NalUEHTA.

IIpu BesiKa MPOMAHA Ha 103aTa TPAOBA Aa ce c/1e1H 32 NOABA HA HOBH WJIH BJIOIIABAHE HA
MHHANH OCHXHYHH Pa3CTPOHCTRA, 2 ¢JIeA TOBA HAH-MAIKO HA BCeKH 6 Mecelta H HA BCAKA
BH3ATA. MoXke A3 ¢ YMECTHO Aa Ce NPeycTAaHOBH TepanHATAa.

Jacuneane HQ MUNAAY NCUXOMUYHYU WIH MAHUUHY CUMIIMOMU

anJIO)KeHHeTO Ha MCTHJ](I)CHH,IIEIT Np¥ NCUXOTHYHH [NAIHEHTH MOXKC a 3aCHJIH CHMIITOMHTE HA
MOBEACHUYCCKO CMYILICHHE H MACIOBHO pa3c1poﬁcrso.

ITonea na nogu ncuxomuunHy UK MAHULIHY CUMRIMOMU

BB3HKHKHAIHTE N0 BPEME Ha JICYCHHE NCUXOTHYHH CHMITOMH (3pHTENHH/OCE3aTEIHH/CITYXOBH
XaMOUMHALIMY M WIO3HH) WIH MaHHA NpyU NalHcHTH 63 MUHaa aHaMHE3a 33 IICHXOTHYHH
3a60NABaHNA HIH MAHHA MOXKE [Ia Ca IPHYHHEHH OT METHIIheHHAAT B oOOHYaHHH N03H (BX. Touka 4.8).
B cnyuaii Ha mosBa Ha MaHHIHH MJIH ICMXOTHYHH CHMIITOMH Tp:AbBa 1a ce oTUeTe BL3MOXKHATA
[pHYMHHZ POJIA Ha METHIPEHHIAT M MOXE 2 € YMECTHO JICYCHHETO Ja Ce MPEYCTaHOBH.

Azpecuano unu gpadcoebno nosedeHue

Jle4eHHETO ChC CTHMYJIAHTH MOXKE a IPHYHHK NT0SBA H/IH 3aCHIIBAHE HA MPOABHTE HAa arpecHs HIH
BpakaeOHOCT. 3a MPOABH Ha arpecHs c¢ cxobIapa U NalKReHTH, NEKYBaHH C MeTHN(EHHIAT (BXK.
touka 4.8). [TaunenTute, nekyBasy ¢ MeTHI(GEHHIAT, TPAOBA BHUMATEIIHO [a CE CICAAT 3a M0ABa WK
3aCHIIBAHE HA MPOABHTE HAa arPCCHBHO MOBEIEHHE MM BPaXkAeOHOCT B HAYANIOTO Ha JICYEHHETO, NIPH
BCAKA IPOMAHA HA [103aTa, CMie KOETO Hali-MaNKo Ha BCEKH 6 Mecella H Ha Beaka Bu3MTa. Jlekapute
TpaGBa Ja NpeueHsBaT Hy#IaTa OT [POMAHA Ha PEXXHMA HA JICYCHHE NIPH NALMEHTH C POMSAHA B
HOBEAEHUETO UMAHKK NPESABRHI, Y€ MOXE Jia € YMECTHO HOBHILABAHE WM HAMAIABAHE Ha J03aTa.
Moxe 1a ce 0OMHCIIH IPEKPAaTABaHE HA IEYEHHETO.

Crronnocm koM camoybuiicmeo

TManuedTHTE, MOKA3BAIH CYKIMIHH HACAHHH WIIH NOBEJEHNE [0 BpEME Ha fiedenHero 3a PIABX,
TpAOBa He3abarHO na 6BAAT Nperneaany oT cBos nekap. TpabBa na ce oTueTe BIOIIABAHETO Ha
MTbPBOHAYAIHO YCTAHOBEHOTO NICHXHYHO CHCTOAHHE M HAa BEPOATHATA NPHYHHHA POJIA Ha JICUCHHETO €
smetniadernaat. MoXe Ja ce HaIOXH JIEYEHHE HA ITLPBOHAYANHOTO [ICHXHYHO 3abonaBaHe U TpsabBa
Ja ce 00chay Bb3MOXKHO NPEYCTaHOBABAaHE Ha TCPANMUATA ¢ MeTHI(EHHaT.

Tuxose

EdekThT Ha MEeTHI(EHNAT € CBBpP3aH C [104BaTa MIIH BIOIIABAHETO HA JIBUTATEIHH H BepOanuu
THKoBe, Crobana e chilo M 32 ciAy4ad Ha RIOIIARAHE Ha CHHApOMa Ha Type (BK. Touka 4.8).
Tpatea na ce npoyuu daMHIHATA aHAMHE3a H JeYeHHeTo ¢ MeTUndeHnaar Tpadea na ¢
IpeduecTBaHO OT KIHHHYEH MpErien 33 THKOBE UM CHHApoM Ha Type. [laurenTtuTe TpaOBa penosHo
Jla ¢e NPOCNEIABAT 32 MOSABA UM BIOLIABAHE HA TMKOBETE IO BPEME HA JICICHHETO ¢ MeTIdheHunaT.
IManuenTure Tpabea na ce npocieAdBAT NPU BCAKA NPOMAHA HA 103aTA, C1€l KOETO HAH-MAJIKO
HA BCEKH O Mecela BiIH HA BCAKA BHIHTA.

Tpesosicnocm, 6b30Y0eHOC WY HANPEZHAMOCT

IMpu nauueHTH, IEKYBaHH ¢ METHAQEHHIAT ce ChOOMIABAT IPOABH HAa TPEBOXKHOCT, Bb3OYAEHOCT
HanpersatocT (Bx. Touka 4.8). EdexThT Ha MeTHIPEHHAAT € CBhpP3aH CHIIO C BIOLIABAHETO HA

MHHAJIH MPOSBM HA TPEBOKHOCT, BE30YAEHOCT HIIH HANPETHATOCT. TPEBOXKHOCTTA BOAM A0 CII V2
Ha JIeYEHHETO ¢ MeTHI(EeHHIAT IpKH HAKOM NanueHTH. Ynotpebara Ha MeTHdeHHaaT TpAdBa bo
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NMAKHCHTHTE TpﬂﬁBa pPeI0BHO A €€ APOCIEAABAT 34 MOABA H/IH BJIOINABARE HA T€IH CHMIITOMH 1O
BpEMe HA JeUeHNET), MPH BCAKA NPOMAHA HA 103aTAa, CJ1Ed KOETO Haii-MaJIK0 HA BCeKH 6 Mecena
HJIH HA BCAKA BHIATA.

Dopmu na GUNOAAPHO pascmpoicmeo

Ipu ynorpe6ata Ha MeTungeHuAaT 3a neverue Ha PJIBX npu naumenTr ¢ napanenso 6unonsapHo
Pa3CTPOHCTBO (BKAIOUATENHO K HENCKYBAHO OUMOMAPHO pascTpoiicTBo T | Mk Apyru Gopmu Ha
OHIOASPHO Pa3CTPONCTBO) TPAGBA Aa Ce MOAX0Ka C 0c0OEHO BHEMAHHE, Thi KAaTO € BE3MOXKHO TOBA
Ia Mpeau3BHKA NOABATA HA CMECEHH/MaHHHHH eNM300H y TaAX. [lpeay aa 3anoyHat Je4eHHe C
METHIPEHIIAT, NALKEHTHTE CHC CHITBTCTBANIA AENPECHBHH CHMITOMH Tpa0Ba Jia NPEMHMHAT NPETNEa,
3a Jla Ce YCTAHOBH JaJIH Ca M3/I0KEHH Ha PHCK oT OGMNomApHO pasctpolicTso. [Nperneabt Tpabea na
BK/IOYBA NOAPOOHA aHAMHE3a Ha IICHXOTHYHHTE 3a00N14BaHKA, BKAIOUHTENHO H GaMHIIHA aHAMHE3a 32
cny9au Ha camoybuificTBO, GUITONAPHO pascTpoiicTBo K Aenpecks. HempekbCHATOTO ALATOTPalHO
NpoceAsBaHE € 0T ChUIECTBEHO 3HAYMEHHE NPH Te3H NANHeHTH (BXK. ,Jlcaxuuui pascTpoiicTea”
no-rope i Touka 4.2). IlannenTHTe TPAOBA A2 Ce NPOC/IEIABAT 33 CHMIITOMH IPH BCAKA
NPOMAHA HA 103aTa, CJ1e] KOETO Haii-MAIK0 HA BCeKH 6 Mecella H Ha BCAKA BHIHTA.

PacTex

Mpn npoabmkuTenHa ynorpe6a Ha METRIAGEHMAAT IPH ieua ce Chob1aBa 32 YMEPEHO MIOHIKABAHE B
HaJJaBaHETO Ha Terno u 3abassaHe Ha pactexa. Cro0luasa ce 3a HAMANABAHE Ha TETVIOTO NPH JI€YEHHE
Ha BB3pacTHH ¢ MeTHAdeHnaaT (BxK. Touka 4.8).

Edektute Ha MeTHI(eHNIaT BEPXY BHCOUYHHATA M TE[VIOTO Ca NPEJMET Ha TEKyIla OUCHKA.

ITo BpeMe Ha JedeHneTo ¢ MeTuageHnIaT TPAGBA a2 ce clleJH PACTEXBT HA NALHEHTHTe.
PLCTBT, TErJ10TO H ANETHTHT TPAGBa 1a ce PperHCTPHPAT Hali-Ma/IKO HA BCEKH 6 Meceua B
aUarpaMa Ha pacrexa. [lanneHTHTE, YMHTO TEITIO HIH PBCT HE CE MOKAYUBAT CHINACHO 04aKBAHHATA,
MOXE Ja C€ HANIOKH 13 PeyCTAaHOBAT eyeHneTo. [IpH Br3pacTHHTE TernoTo Tpsbea fa ce
Npocneassa peAoBHO.

[punaaeuy

Merundennaar Tpabpa aa ce npuiara ¢ MOBHILIECHO BHUMAHHE MPH NALMEHTH C SNMIencHA.
MeTtundeHHaaT MOKE A3 [OHMXH KOHBYICHBHMSA [par NpH NALMEHTH ¢ aHAMHE3a 32 IPUNAAbLIH,
nanuenTi ¢ MuHand EEI’ OTKI0OHEHHS NpH OTCHCTBHE HA NPUNATBIM U B pEAKH CIY4YaH NpH
naupedTH Oe3 aHaMHe3a 3a repyose U 0e3 EEIT oTkiioHeHHA. AKO YeCTOTaTa HA NPHIAABLHTE CC
VBEJIHYM MM CC MOABAT HOBH NPHIIAABLIH, TEPANHATA C MCTHIQEHUAAT TpAOBA Aa ce NpeyCTaHoBM.

IIpuanuIsM

Hma chobileHHs 3a NPOABIDKHTENHE H 60Ne3HEHN EPEKLIHH, CBbP3aHH C TIPHEM Ha NPOAYKTH,
CHIBPKALIH MEeTHI(EHNAAT, NPEAMMHO BB BPb3Ka C MPOMAHA HA CXEMATa Ha JIEYCHHE C
meTHndennaar. [TauuenTH, NpH KOUTO ce NOABAT HEOOHYaHHO MPONBIKHTENHN WIH 9ECTH K
GonesHeHH epekiMi, TpaOBa 1a moThpeAT He3abaBHO MEMITMHCKA MIOMOLLE,

Voorpeba b CEpOTOHHHEPrHYHH JIEKAPCTBEHH MPONYKTH

CepoTOHHHOB CHHAPOM € ChobIaBaH ciel ¢1HOBpEMEHHa ynoTpeba Ha MeTHI(EHHIAT H
CEPOTOHHMHEPTHYHHU IEKAPCTBEHH TIPOJYKTH. AKO €HOBPEMEHHATA ynoTpeha Ha METHIQEHHAAT H
CCPOTOHMHEPTHYEH JIEKApCTBEH NPOAYKT € onpapiaHa, 61p30To pasno3HaBaHe Ha CHMIITOMHTE Ha
CEPOTOHHMHOB CHHIPOM € BaXHO. T€3H CHMITOMH MOTaT J1a BKIIIOYBAT NPOMEHH B ICHXHUYHOTO
ChCTOAHME (HAMp. BH30YyAa, XamOLUWHALMH, KOMA), aBTOHOMEa HecTabunHOCT (Hanp. TaxHKap
nabHIHO KPbBHO HANATAHE, XUIIEPTEPMHS ), HEPBHO-MYCKY/THH aHOMATHH (Hanp. xuneppedn
HEKOOPIHMHHUPAHOCT, CKOBAHOCT) M/HIH CTOMALIHO-IPEBHM CHMNTOMH (Harp. raieHe, nosps
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nuapus). [Ipu cbMHEHHE 38 CCPOTOHHHOB CHHAPOM NpPHeMa Ha MCTHAGeHUIAT Tpadea na Obae
NpeyCTaHOBEH BLIMOXKHO Hal-CKOpO.

3noynotpeba, HenpaBHIHA yoTpeha ¥ OTKIOHEHHE

TMauuenTuTe TpabBa Ja ce NpocaenaBaT BHHMATENHO 3a PHCK OT OTKNOHABAHE (HE3aKOHHO
pasNpocTpaHeHue), HeMpaBHiHa ynorpeba i 3noynotpe6a ¢ MeTHIdeHnaar.

Metundennaar tpabea na ce ynorpebsea c BHUMaHHE NPH NALMEHTH ¢ HAPKOTHYHA HIK ATKOXOJIHAE
3aBHCHMOCT HOPaH PUCK OT 3n0ynorpeda, HeNpParMIHA ynoTpeba U OTKIOHEHHA.

XpoHnyHaTa 3n0ynoTpeda ¢ MeTHndeHHIaT MOXKE I3 J0BEJE A0 M3pa3cHa MOHOCHMOCT H MICHXHYECKa
3AaBHCHMMOCT C Pa3NHYHH CTeneH Ha abHOpMHO noeejacHKe. BrimoxHa ¢ nosBara Ha ARHHU
CUXOTHYHH €MH30/iH 0c0BEHO B pe3yNITaT Ha MapeHTepalHa 310ynoTpeba.

IIpu B3eManeTO Ha pelleHue 32 Kypca Ha nevenne Ha PJIBX tpa6sa na ce B3eme npeaBua Bh3pacTTa
HA [AIMEHTA, HATHYMETO HA PHCKOBH (haKkTOPH 32 Pa3CTPOHCTBA CBC 30YNoTpe6a ¢ HAPKOTHYHH
BelecTBa (KaTo NapajleHO ONO3HUHMOHHO-arPECUBHO MIIH MOBEJEHYECKO PasCTPOHCTRO M bunonapHo
pascrpoiicteo). [Ipenopbusa ce 0cobeHo BHUMAaHHE NPY eMOLMOHAIHO HeCcTaOHIHHA NALMEHTH,
HanpHMep MMALHEHTHTE C aHaMHe3a 3a HAPKOTHYHA MM aJIKOXOJIHA 3aBHCHMOCT, ThH KaTo Te MOXe JAa
yBENHYAT A03ATa MO CBOX HHHUHATHBA.

TepanusTa ¢ MeTHAGEHUAAT WM APYTH CTHMYIAHTH MOXE 11a He € MOAXONALIA 33 HAKOH MALHEHTH C
BHCOK PHCK OT 310ynoTpe6a ¢ HapkoTHIM K TPAGBa fa ce NPEABHIN NIEYEHHE C HECTUMY/INPALy
BEILECTBA.

ChuHpane Ha IeKapcTBOTO

Cnupanero Ha yrotpebaTta Ha IeKapCTBOTO H3MCKBA BHHMATENHO HabnioaeH e, Thil KaTO TOBA MOKE
Jla IPEIM3IBHKA AEIPECHS, KAKTO M XPOHUYHA CBPBXAKTHBHOCT. [IpH HAKOH NaUHEHTH MOXe Ja ce
HATOXH MPOTBIKUTEIIHO MPOCICAABAHE.

CnimpaHeTo Ha 3n0ynotpebara ¢ JIeKapcTBOTO M3HCKBa BHUMATEAHO HalMIOIeHYe, Thi KaTO MOXe [a
ce MOABH TEXKa Aenpecus.

YMopa

Merundennaar He TpaOBa Ja ce M3N0/38a 33 NPODHNAKTHKA HITH IEYEHHE Ha HOPMAJIHK CBCTORHHSA
Ha yMopa.

Momouun Bemectsa B Konuepra

To3M NeKkapcTeeH NPOAYKT ChAbPXKa JAKTO3a: ALHEHTH C PCAKK HACNEACTBEHHN npobnemy Ha
HEOHOCHMOCT KBM TaIaKTO3a, MBJACH JaKTascH AedHUHT UM FIOK030-TalakTo3Ha ManabcopOLua He
TpAGBa A2 MpHeMaT TOBA NEKAPCTRO.

Beska TabneTka chanpxka no-Manko oT 1 mmol HaTpuii (23 mg), T.¢. NPAKTHYECKH HE CBABPXKA
HaTpuH.

H360p na nekapcreena ¢opma Ha MeTHIDEHHAAT

etekTa.

Tect 3a HAPKOTHIH B KPHBTA
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To3H NMPOAYKT ChIbPXKA METHI(EHHIAT, KOHTO MOXKE 1 MNPEIMIBUKA [10TPELIEH [IOIOKHTENEH
pe3ynTaT NpH JabOPaTOPHK H3CNEABAHHA 33 aM(ETAMHHH H TI0-CTIELHATHO ¢ KMMYHOJIOTHYCH TECT.
CrnopTucTuTe TpA6Ba Ia ca HAsACHO, Y€ TO3H JIEKAPCTBEH MPOAYKT MOXE Aa NPEAH3BHKA NOJNOXHTEIHA
peaKuus Ha ,,aHTH/IONHMHIOBH" TECTOBE.

BrlpeuHa unn uepHoIpobHa HEOCTATEYHOCT

JIuncear aanuu 32 ynotpeGarta Ha MeTHngeHUAAT NpH NaukeHTH ¢ 6s6pedHa unK yepHoapPOOHa
HEJOCTaTbYHOCT.

Brnusane BLpXY KPBBHATA KAPTHHA

Jbarocpounara 6€30I1aCHOCT HA IEYEHHETO C METHIEHHIAT HE € HAML/IHO H3BECTHA. B cyyail Ha
71EBKOMEHMA, TPOMOOLMTOICH S, aHEMHS MITH JPYTH U3MCHEHUS, BKIIIOYUTEIHO H HIMEHEHHATA,
I0KA3aTENTHH 3a CepHO3HH 6n6pedHu WK YyepHOnpobHH 3abonaBanus, TpabGsa aa ce 06ChaAN
IIpEKbCBAHE Ha JIEYSHHETO (BxK. ToUKa 4.8).

B1b3M0OXHOCT 33 CTOMAIIHO-YpeBHa 0OCTPYKIHA

Trii kaTo Konuepra tabnetku ca HenehopMHPYEMH U HE IPOMEHAT Oce3aTenHo GopMara cH B
CTOMAIIHO-YPEBHUA TPAKT, OOMKHOBEHO He TpAGBa Aa ce MpHIaraT NpH NALKEHTH C NPEIIICCTBALIK
TEXKH CTCCHEHMA HA TpaKTa (NAaTOMOTHYHH HIH ATPOTEHHM) MM NPH NAaLMEHTH C gucdarus uin
3HAYHTEJHO 3aTPYLHEHO MOTTbILAHE Ha TabneTku. B peaku cnyyan ce cpobinasa 3a 06CTPYKTHBHH
CHMIITOMH IPH NMALMEHTH CbC CTECHEHHE, BB BPb3Ka C NOTITBINAHETO Ha JICKAPCTEA B
HeaehopmupyeMa nexapeTseHa GopMa ¢ yIB/DKeHo ocBoboXkAaBaHE.,

[Mopanu au3aiiHa Ha yaBmkeHo ocBoboxkaaBane, TabneTkute KoHuepra Tpsabsa oa ce npunarat camo
IpH NALHEHTH, KOUTO MOFAT [a I'd Normewar uciy. [launenTure Tpabea na 6v0aT MHGOPMUPEHH, Ye
tabnerxure Konuepra TpaGpa Aa ce rbITAaT LiE/IH ¢ NOMOIITA HAa TEYHOCT. Te He TpAGBa Ja ce QbBYar,
4yMAT MK HaTpoluapat. JlekapcTBoTo ce ChALPHKa B HeabcopOupyema Kancyna, KoATo €
npeaHazHayeHa 1a 1o 0cBoOmKaBa ¢ KOHTponupaHa ckopocT. Kancynara na Tabnerkara ce M3xpbpis
OT OpraHK3Ma, 3aTOBa NaUNeHTUTe He TPAOBa fAa ce NPUTECHABAT, aKO Cy4vaiino 3abenexar B
H3MIPaXXHEHHATA CH HEIO, KOETO MPHIIHYA Ha TableTka.

IloBHIiLIEHO BBLTPEOYHO HANATAHE H TNIAYKOMA

Hma crobienns 3a NoBHILEHO BETpeouHo HamraHe (BOH) u rmaykoma (BKNtOUHTENHO
OTKPHTOBI'B/HE TIAYKOMA H 3aKPUTOBIbAHA TJIAYKOMa), CBBP3aHM C JIEYEHHE C METHI(EHHAAT (BXK.
touka 4.8). [Taunenture TpAGBa Ja ce NOCHBETBAT A CE CBLPXKAT € JIEKapsA CH MPH 1051Ba HA
CHMNTOMH, npeanonaramu noeuineHo BOH n rnaykoma. Tpabea aa ce Hanpaeu KOHCYnTaums ¢
o¢ranmornor K 1a ce 0OMHCIIH IpeyCTaHOBABAHE Ha NMpHeMa Ha MeTHndenuaar, ako BOH ce nosuuim
(8. Touxa 4.3). [Ipenopsusa ce opTanMONOrH4HO HaOMIOAEHHE Ha NAUWCHTH C aHAMHE3a 32
noeumerno BOH.

4.5 BaaumojelcTBHE ¢ APYTH JeKAPCTBEHH MPOAYKTH H APYrH (GOPMH HA B3anMoaelicTBHe

(DanMaKOKHHBTH‘{HH B3aMMONCHCTBHA

He e u3BecTHO KaKk METHI(EHHNIAT MOXKE 13 MOB/TUAE TIa3MEHHTE KOHLEHTPALHH Ha €XHOBPEMEHHO
TIpHJIATaHH JIEKApCTBa. 3aTOBA Ce MPEnopbusa Aa C¢ BHHMABa NPH KOMOHHHPAHETO HA METHIGDEHHAT
C JAPYTH JIEKAPCTBa, 0COOEHO TAKHBA C TECCH TEPANEBTHYEH MPO3OPELL

MeTtundennnar He ce MetaGonusnpa 4ypes uMTOXpoM P450 10 cTeneH OT KMHHHYHO 3HaYEHHE.
04aKBa HHAYKTOPHTE H HHXHOUTOpHTE Ha LuTOoXpoM P450 na okaxar BNHsHHE BBPXY
dapMakokHHeTHkaTa Ha MeTHidenunaar. K obpatro, d- v |-eHanTHOMEpHTE Ha METHIIDEHH]
HHXMBUpaT CHOTBETHO LMTOXpoM P450 1A2, 2C8, 2C9, 2C19, 2D6, 2E1 unn 3A.
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Criopen HakoM foKNManu o6aue METHI(QEHHAAT MOXE Aa HHXHOMpPa METabOMH3Ma HAa KYMapHHOBHTE
AHTHKOAry/1aHTH, aHTHKOHBYJICAHTHTE (Hanp. deHoGapOuTan, GeHuTOoUH, MPUMOAOH) M HAKOH
AHTHIENPECAHTH (TPALMIIITHLIA H CENICKTHBHM MHXHOHTOPH Ha 06paTHOTO 3axBallaHe Ha CEPOTOHHH).
KoraTo ce 3ano4Ba HIH NpeyCTAHOBABA JIEUEHHE ¢ MeTHNhEeHNIAT, € HeoOXOAMMO J1a C& MPOMEHH
[03aTa Ha MPHEMAHHUTE B MOMEHTA JICKAPCTBA H 112 C& M3MEPAT TEXHUTE MUIa3MEHH KOHLICHTPaLHH
(1M BpeMETO Ha ChCHPBAHE 33 KYMapHH).

QapMakoIHHAMKYHY B3aHMOACHCTRHS

AnmuxunepmeH3usHu 1exapcmea

MeTtundennaar Moxe Aa HaMaaH eheKTHBHOCTTA Ha JISKApCTBATA, H3IION3BaHH 33 ICYEHHE Ha
XHIIEPTOHHS.

Ynompeba ¢ rexapcmesa, NOSUWASaIY KPEHOMO HATACANE

IIpy nanueHTHTE, IEKYBaHH ¢ MEeTHNQEHHAAT, CE MPENOphYRa MOBMILIEHO BHUMaHHE NpH yrnoTpebata
Ha JIPYTH JEKApCTBA, KOUTO ChILO NOBKILIABAT KPBBHOTO HANATAHE (BXK. CHIIO M Pa3jenuTe 3a
CBCTOAHHETO Ha CLPACYHO-CHA0BATA M MOIBYHO-CH0BATA CHCTEMA B TOUKa 4.4).

[Mopaau BEPOSTHOCTTA OT NOSBA Ha XMNIEPTOHHYHA KPH3a METHWI(EHHIAT € NPOTHBOMNOKA3AH NPH
MALHMEHTH, JIEKYBaHH (B MOMEHTA WM TIPE3 M3MHHAJIMTE 2 CEAMHLIM) C HECENEKTHBHA HeobpaTHMH
MAOQO-uaxuburops (Bx. Touka 4.3).

Ynompeba c arxoxon

ANKOXONBT MOKE 13 3aCHITH HebnaronpuaATHHA eeKT Ha ICHXOAKTHBHHUTE IEKAPCTBEHH NPOJYKTH
BBpXY LIEHTPATHATA HEPBHA CHCTEMA, BKIIOYHTENTHO M Ha MeTundennaar. Jlanuure in vitro noxassar,
4e aANKOXONHH KOoHUeHTpauru Haa 10% nosumarat kyMmyaarHBroTo ocsoboknasane Ha MPH ot
Konuepra tabnetku. KNMHEMHOTO 3Ha4eHHe Ha TasH HaXxo4xa 3a ekcrno3dumara Ha MPH crnen
nepopanHo npuiaokenue Ha KoHuepTa B KOMOMHALKSA C ANKOXOJ HE € H3BECTHO.

3aToBa ce NpenopryBa MALHEHTHTE A2 ce Bh3ABPIKAT OT YnotpebaTa Ha AIKOXO/ 10 BpEME Ha
JICYEHHETO.

Vnompe6a cbc cepomonunep2uNHy 1eKapcmeeny RpOoYyKmu

CepoTOHHHOB CHHAPOM € cho0lLIaBaH ciesl eHOBpeMeHHa ynoTpeba Ha MeTHA(eHHAAT U
CEPOTOHHHEPTHUYHHM IEKapCTBEHH POAYKTH. AKO ¢IHOBPEMEHHATA ynoTpeba Ha MeTundeHHaaT H
CEpPOTOHHMHEPTHUYCH JIEKapCTBEH NPOAYKT € onpasiaHa, 61p30T0 pasnosHaBaHe Ha CHMATOMHTE Ha
CEPOTOHMHOB CHHIPOM € BaXHO (Bxk. To4Ka 4.4). [IpH CBMHEHHE 38 CEPOTOHHHOB CHHAPOM NpHeMa Ha
Metundenuaar rpadea Aa Obae NpeycTaHOBEH Bb3MOXKHO HaH-CKOPO.

Ynompeba ¢ xarozennu anecmemuyu
CrInecTByBa PHCK OT BHC3AIIHO NOBHILIABAHE HA KPHBHOTO HAMATAHE H ChPIEYHATa YECTOTa MO BpeMe
Ha ofepaups. AKO OflepallHaTa € [TAHMpPaHa, JIEYCHHETO ¢ METHI(EHHIAT He TpOBa Aa ce npunara B

JCHA HA OTIEPALHATA.

Ynompeba ¢ argpa-2 azonucmu ¢ yeumpanno oeiicmeaue (Hanp. KIOHUOUH)

Cepuosuu HexenaHH cbOHTHA, BITIOYHTEMHO BHE3AIHA CMBPT, Ca OKIa/IBaHH [IPH €IHOBPEM
ynorpeba Ha MeTHI(EHHAAT H KIOHHAKH.

Be30nacHoCTTa NPH MPOLBIDKHTENHA ynoTpeba Ha METHIIEHHIAT, NPHIATaH eAHOBPEMCHH
KIOHHIHH HIH ApYyTH anda-2 arOHKCTH C LCHTPANHO JCHCTBHE, HE € CHCTEMATHUHO HM3CIEN,

Ynompeba ¢ oonamunepewunu rexapemsa
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Npenopsusa ce 0coHeHO BHUMAHHE NPH NPHIOKEHHETO Ha METHI(EHHIAT C JONAMUHEPrHYHH
NEKAPCTBa, BKIIOYHTENHO M AHTHIICHXOTHUH. Thii KaTo €1HO OT OCHOBHMTC ACHCTBHA Ha
MeTHIGEHHAAT € Ja MOBHINABA HHBATA HA H3BBHKIETHYCH JONAMHUH, TOW MOXe Jia Ce OTHECE KbM
(apMakoAHHAMHUYHUTE B3aMMOIEHCTBHA, KOTATO CE YNIOTpebABa €HOBPEMEHHO ¢ AUPCKTHH H
MHIMPEKTHH JOTIaMHHOBH arOHHCTH (BKMTFOYHTENHO H auXuapokcubenunananud /DOPA/ v
TPULIMKIMYHH AHTHAENPECAHTH) WIH C IONAMHHOBH aHTAarOHHUCTH, BKIIFOYHTENHO H aHTHIICHXOTHLH.

4.6 ®epTHAHTET, OpEMEHHOCT H KbPMEHE

BpeMenHoOCT

JaHHMTE OT €4HO KOXOPTHO npoy4BaHe Ha 000 npubausutento 3 400 GpeMEHHOCTH C eKCNO3HLUA
Ha MeTHNGEHHIAT IPe3 MPBUA TPUMECTHP HE NPEANONarar NOBKIIEH PHCK OT 001IH BPOAEHH
nedexru. UMa ciabo noBHIIEHHE Ha Ye€CTOTAaTa Ha ChpACYHH MandopmanuH (cOopeH KOpUrHpaH
otsocHTeneH puck 1,3; 95%CI, 1,0-1,6), koeTo CLOTBETCTBA M HA 3 HOBOPOJIEHH ¢ BPOAEHH CHPAEHHH
mandopmauun Ha Beekd | 000 xeHH, KOMTO nony4aBaT MeTHIGEHHAAT IPE3 IbPBHA TPHMECTHD Ha
BpeMeHHOCTTA, B cpaBHeHHe ¢ GPeMEHHOCTH 6e3 eXCTIO3HIMS HA METIIhEHHIAT.

CpoblLueHH ca CIIOHTaHHH C/Iy4au Ha HEOHATAIHA KapAHOPECIHPAaTOPHA TOKCHUHOCT, II0-KOHKPETHO
TaXMKApaHA Ha (eTyca H pecMpaTopeH AUCTPEC.

[IpoyYBaHMATA MPH KMBOTHY {IOKA3BAT CAMO PENPOIYKTHBHA TOKCHHIHOCT NIPY TOKCHYHH 34 MaHKATa
JO3H (BX. Touka 5.3).

MeTuadeHHaaT He ce MpenopbyBa 3a ynotpesa 110 BpeMe Ha GPEMEHHOCT, OCBEH aKO € B3ETO
KIHHMYHOTO pelieHue, Y€ OT/NAraHeTo Ha JISYeHHETO MOJKE 13 IOBEE 10 NO-TOMNAM PHCK 33
OpeMeEHHOCTTA.

Kepmene

Metundenuaar ce eKCKpeTHpa B KbpMara. B3 ocHOBa Ha choOIIEHHs! 33 B3CTH TPOOM OT KbpMaTa Ha
neT MaliKky, KOHLEHTPaLMHTE Ha METHI(GEHHAAT B KbPMaTa BOIAAT 0 A03H 3a KepMauerarta ot 0,16 no
0,7% oT MaiiurHaTa 033, aAa0THPaHa CTIPAMO TETTIOTO Ha MaHKaTa M CHOTHOIICHHE MEXKIY KbpMaTa
W NIJ1a3MaTa Ha Maikara, sapupaio Mexay 1,1 u 2,7

Hma equo chobilleHHe 32 HOBOPOIEHO, KOSTO MOKa3Ba HecnelMGHYHO MOHIKABAHE HA TETNOTO MO
BpeMe Ha eKCIO3HLKSA, HO ce noJoGpABa U HajnaBa Ha TETIO, CME/ KATO MAaiKaTa NPeKbeBa JIEYCHHETO
¢ MeTHI(geHNAAT. PHCKBT 32 KBPMaueTO HE MOXKE J1a CE M3KIIIOYH,

Tpabea na ce B3eMe pELICHHE 3a CNHPAHE HA KbPMEHETO MITH 33 CUPAHE Ha JIEUEHNETO ¢
MeTuAdEHNaAT MPEIBHI MON3aTa OT KBPMEHETO 3a JETETO M NOT3ATA OT TCPANMATA 32 KbPMELIATa
ManKa.

GeprunuTeT

Hsima HalMYHM JaHHH P Xopa 3a ediekTa Ha MeTHAGEHHMAAT BepXY depTHIMTETa.
TTpH HEKIMHUYHH NPOYYBaHMA HE ca HaOMIONABaHH CHOTBETHH eEKTH.

4,7 Edexru Bbpxy cnocofHocTTa 338 Itodgupane H pabora ¢ MAMIHHE

MeTundennaaT Moxe 1a NPHYMHH 3aMasHOCT, CHHITHBOCT H 3PHTENHH HAPYIEHHA, BKIIOUHTEIH
3aTpyaHeHo hokycHpaHe, IUIUIONMSA M 3aMBbIIIEHO 3peHHe. ToA MOXE J1a MOB/KAC B H3BECTHA
cnocobHocTTa 3a Wodupane ¥ pabora ¢ MawnHK. [TauneHTHTE TPAOBA Ja ce NPEXYNpENAT 3

BB3MOXHH eeXTH ¥ IOCHBETBAHM, Y€ AKO CE [IOUYBCTBAT 3acerHaTH, Te TpadBa na n3barea ;'-5 ;%
NOTEHUMATHO ONACHUTE ISHHOCTH KaTo 1wogupane K paboTa ¢ MAILHHH.
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4.8 HexenaHy JeKapcTBEHH PEaKIHH

Tabnuuara no-aoMy rokaipa BCHUKH HEXKENIaHHU PeaklHH , HabMI0JaBaHy P KIIMHHUYHHU NPOYYBAHHS
TIpH JI€Ni4, KOHOIIM H BB3PACTHH ¥ IOCTMAPKETHHIOBH CIIOHTaHHM choOuenus ¢ KoHuepra, U Te3H,
KOHTO ca ChoOLIEeHH ¢ APYTH NEKAPCTBEHH MPOAYKTH ¢ MCTHA(EHHIAT XHAPOXIOPHA. AKO YECTOTHTE
Ha HexenaHuTE peakuuu ¢ Konuepta u ¢ gpyruTe IcKapcTBEHH NPONYKTH C METHIIpEHH AT
XHIPOXJIOPHA C€ Pa3NHYaBaT, OT JAHHUTE CE M3TI0/13BA MO-BHCOKATA YECTOTA.

OneHka Ha 4eCcTOTa:

MHOTO 9€CTH
YECTH
HEYeCTH
penKH

MHOTO PEIKH

€ HCH3BCCTHA YECTOTA

=1/10)

(=1/100 po <1/10})

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

(>1/10 000 no <1/t 000)

(<1/10 000)

(OT HanMMuHKMTE JAHHHU HE MOXE 1a Ob/C HaNpaBeHa OLECHKA).

CHeTeMo- Hexenana peaunsn
OpraHHa YecToTa
kaacupuka | Mnuoro Yecrn He4ectH Peaxn Mmnoro peaxn C
uns YeCeTH HEH3IBECTHA
qecToTa
Hudexkuun Hasodapuurur,
H HHeKUMA HA
HHQecTanu ropHUTE
H JHXaTENHH
abTHILA ",
CHHY3HuT"
Hapyuenus Anemus’,
HA KPBLBTA NeBKOMEHMA, TanturoneHus
" TpomGoLHoneHus,
aamduara TpoMboLUTONCHH
CHCTEMA ‘iHa mypnypa
Hapymenus Peaxiuu Ha
Ha CBPBLXYYBCTBHTE
HMYHHATA JNHOCT KaTo
CHCTEMA AHTHOHEBPOTHY
eH enem,
aHapHIAKTHYHH
peaKimy,
aypHKyJIapeH
OTOK, OyI03HH
CHCTOAHHMA,
eKCchONHaTHBHHU
CBhCTOAHHA,
YPTHKapHs,
npypuryc,
o6pHBK H
KOXHH epyNuUH
Hapywenna AHopekcus,
Ha HamaneH
MeTaloan3IM anetur’,
am YMEpEeHo
xpanenero* 3abaneHo
MOKa4BaHe Ha
TErnoTo H
MOBUIIABAHE Ha
pECTa MO BpEME
Ha
(POIXBLMKHTENHE
ynorpeba npu
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Cucremo- Hexenana peanns
OpraHHa YecToTa
Kiaacuuxka | Muoro YecTH Hexectn Peakn MmHuoro peaxu C
11041 HeCTH HEH3BECTHA
HecToTa
nena*
Mcuxuynn Beschun | AdexTusua [McuxoTHaRK Manua*’, | Onutn3a Jemosun*T,
HApYIIEHHA | S nabunHocT, pascTpoiicTea*, | Aci0pHEHT | caMoyOHiicTpo HapYUIEHO
* HepBHOCT | arpecus®, CITyXOBH, aums, (BKIHOUMTENHO H MHCIEHE™,
BB30yneHocT®, | BH3yanHu M CMYWCHHA | HIBBLPILCHO 3aBHCHMOCT,
TPEBOKHOCT*, oce3aTeNnHH B camoyGHiicTeO)* OIMCaHH Ca
aenpecua™, xamounHauun*, | mibunoto, | ', npexomuo cly4au Ha
pasApasHUTENHO | HAB, CYHUHIHH | ChCTOAHHE | AEMPECHBHO anoynotpeba 1
cT, abHopMHO Haeauuu*, Ha HacTpocHHE™, 3aBHCHMOCT
[IOBE/ICHHE, MpOMEHH B 00bpkatoc | aBHOPMHH MHCIH, | MO-YECTO C
konebaHna B HACTPOEHHETO, | T, anatus' NeKapcTBEHH
HaCTPOEHHETO, necnoxoitcTeo’, | ofcecusHO topmu ¢
THKOBE*, CBJ3NHBOCT, - nerabaBHO
fe3chHHE B BIOIIABAHE Ha KOMITyICH oceoGomIaBaH
HaqanoTo Ha MMHANH THKOBE | BHH c.
neveHKeTo, HIK Ha HapYLUIEHH
MOTHCHATO CHHAPOMA Ha bl
HacTpoexue’, Type*, noropes, | (BrO4HTE
HamaneHo cBpLXGAUTENHO | JIHO
ubumo®, CT, HapyILIEHHA | TPHXOTHIIO
HepBHOCT", Ha CbHA MaHNA H
Gpyxcussm® | AEPMATIIO
NpHCTHIH HA MaHH)
naxuka’
Hapymwenunn | [masobo | 3amasHoct, Cenauns, I'spuose, MoaryHocHa0B
Ha nue AMCKHHEINH, Tpemop’, XOpe0aTeTO3HH H
HepBHATA NCHXOMOTOpHa | seraprus’ ABHXKEHHAS, yBpexaanua*’
CHCTEMa XHIEpaKTHBHOC obpaThm {BKIFOYHTENHO
T, HCXEMHUHEH H BacKy.uT,
COMHOJIEHTHOCT, HEBPOIOIrHYEH MO3BYHH
napectesus’, Aedunur, KP'bBOH3/HBH,
TEH3HOHHO MATHrHEH MO3BYHH
rnasobonme’ HEBPOJIENTHYCH CMYLUEHHA,
cunapom (MHC, MOIBUEH
JOKNIaaMTe ca apTCPHHT,
HEMBAHH H B OKIY34s Ha
roJIAMa 4acT OT uepebpanna
CAy4auTe apTepmi),
falMeHTHTE ca rpaHa Man
npHeManu u OPHCTBOH*,
JpYTH NeKkapcTsa, | Murpesa’,
3aTOBa PONATa HA | 3a€KBaHE
MeTUeHUIAT He
€ WIBECTHA).
Hapyuienns Hapymena 3aMBracHo 3aTpyaHeH Munpuasa,
Ha OYHTE akomozauua’ BIOKIAHET, 0 MOBHILEHO
cyxora s okoTo* | Busyanmo BLTPCOYHO
npucnocob HANSTaHE,
ABaAHE, rIayKoMa
HapYILEHO
IpEHHE,
IHILIONHA
Hapymenns Bepruro®
HA YXOTO H
JabApuHTa
Cunpaeusn Apurmusi, Eomxu B AHrvHa Crpaeden apecr,
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CHeTeMo- HexenaHa peantus
OprafHa YecroTa
kiacHpuka | Muoro Yectn Heuectn Penkn MHoro peaxu C
UM 4eCTH HEeH3BECTHA
YeCTOTA
HApYIOeHHA TAXHKADAMA, rbpaUTe NEKTOPHC | MHOKAapACH ynapHa
* MaNUTALHK HH(bapKT TaxuKapaus,
6panuxapaua,
BCHTPHKYIAPH
H
CKCTPACHCTOIH
¥
CKCTPacHCTONH
N
CbaoBH XunepToHus TCopewy Boaxu’ Mo3znueH
HApYHIEHHA apTEPHHUT WIH
* OKJTY3H4, CTYAEHH
Kpafinuuy’,
dheHoMEH Ha
Raynaud
Pecniupartop Kamnnua, Mucnres’ Emncrakcue
HH, TPHAHH Opodapuureans
H a Gonxa
MEAHACTHHA
JIHH
HApYUIEHHH
CromamHo- Bonxd B Janex!
YpeBHH rOpHaTa 4acT Ha
HAPYIIEHH S KopeMa,
nuapus,
rageHe’,
abooMuHanNEH
nuckomopT,
NOBPBIUAHE,
CyXoTa B
ycrara’,
aucniencua *
Xenarto- [MoBuiIEHH IMosHwenu Hapywena
GuanapHH CTOHHOCTH HA CTOIHOCTH HA yepnoapobHa
HADYIIEHHA aNaHHH 4epHOApPOGHHTE GyHKIHA
aMHHOTpaHC(Ep | eHIMMH BKITFOYUHTETHO
aza’ ocTpa
yepHoJpoOHa
HEeJAOCTaTBHHOCT
Y YepHoApoOHa
KOMa, NOBHLICHH
CTOHHOCTH HA
anKanHaTta
tdocdaraza s
KPBBTA,
HOBHLIEHH
CTOMHOCTH Ha
OunupyGuHa B
KpbBTa’
Hapywenus Anoneuus, AnruonespotHy | Makynape | Epurema
HA KOMATA cbpbex, oOpHB, | eH exeM, H o0pus, MyntudopMe,
- YPTHKApHA, 6yno3HH epHTEMA excoIMaTHBEH
MOAKOKHAT xunepxuaposa' | ChCTOAHMS, JEPMATHT,
excomHaTHBHH (hHKCHpana
a ThKaH
CBCTOSAHUA JeKapcTBeHa
epynuHs
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Cucremo- Hexenana peauns
OPTraHHA YecroTa
knacnpuka | Mnoro YecTH HeuecT Peaxu MHoro peaxs C
HA YeCTH HEeH3IBECTHA
JyecroTa
Hapymenus Aprpanrus, Muanrus’, Myckyanu Tpramyc
Ha MYCKYNHa MYCKY/IHH CTIa3MH
MYCKYJTHO- nanperdatoct?, | moTpbnBanuA
CKeJleTHATA MYCKy M
CHCTEMA H crasmi
ChEeAHHHTE
HATA THLKAaH
Hapymenns XemaTypus, HHKOHTHHEHIH
Ha HOJNAKHYpHA 1
onOpenuTe
H
NHKOUHHTE
nbLTHINA
Hapywenus EpexTunHa Tunexoma [Tpuanussm*,
Ha anchyuxua’ cTus 3acHNeHa
Bh3NPOH3BO epexuns®,
AHTENHATA yXbIDKERa
CHCTEeMAa H epexums
repaaTa
Q6w [Mupexcua, Boaku B Bueszanua JuckomdopT B
HApY1lIeHHS 3a0aBeH pacreX | rbpauTe, ChpaeuHa CMBPT* | rbpauTe’,
H eeKTH nO BPEME Ha XHIIEPITHPEKCH
H8 MACTOTO NpoaBAKHTENHA ]
HAa ynotpeba npu
neua*, ymopa',
NpHIONEHH Pa3ApasHHTEIHO
e et
HECHOKOHCTBO”,
acteuua®,
Kamaa®
H3creapanu IMpomenn B Cupaegen Hamanen Gpoit
P KPRBHOTO wymM* TpoMBouuTH B
HanfAraHe H KPBBTA,
ChpACYHHA abHopmeH Opoi
pHTBM Ha 6enuTe KPBEBHH
(0BHKROBEHO KJIETKH
yBENHYEHHE)™ ,
HaManeHo
Terno*
* Bx.touka 4.4
#

HOHOILLIK; MOX€ 13 € OT 3HAUCHHE H [IDH A¢Ua H HOHOLUIH.

No-roaamMa 4ecToTa OTKOAKOTO OpH Aca H KOHOUIH.

NPOYUBAHHA TIPH NEAHATPHYHH NALMEHTH).

Cunobinapate Ha NOA0IUPAHH HEMETAHH PEAKIIHH

CrobImaBaHeTo Ha MOJO3MPAHH HEXKEMaHH PeakLHH ¢/C/ paspeliapare 3a ynorpeda Ha ne
NPOIOYKT € BaxXHO. ToBa MO3BONABA Ja MPOILDKH HAOMI0JEHHETO HAa CHOTHOLIEHHETO MO
NeKapcTBEHHA MpoaykT. OT MEAULIMHCKHUTE CIICUMATTHCTH CE HIHCKBA Ja ChoO1IaBaT BCA
NOJ03HpaHa HEXKEIAHA PeakilHA Ypes HallHOHANHATA CHCTCMa 33 ChoOLIaBaHe B:

HManenHuTenHa arcHuMs rno JIeKXapCTRaTa
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YectoTa, NONYYEHA OT KIMHUYHH H3NHTBAHWA MPH BB3PACTHY, & HE OT JaHHH OT M3MUTBAHHA OPH AeUa d
Hexenasa nekapcTBeHa peakuus OT KIKHUMHU NPOYMBAHHA MPH BL3PACTHH MAUKCHTH, KOATO ce chobiuasa ¢

Ha $a3a Ha yecTOTaTa, H3YHC/IEHA OpK npoy4sakua Ha ADHD npH sb3pacTi (HAMa choOLIEHH CayYan oT




yn. ,.Jdamau I'pyes” Ne 8
1303 Codusn
Ten.: +359 2 8603417

yebcaiit: www.bda.bg
4.9 Hpeno3npane
[TpH ficueHMe Ha NaLMeHTH, [IPHeNH CBPbXN03a, TpAOBA Aa Ce HMa NPEABHA YIbIUKEHOTO

ocBoGoxaaBaHe HA MCTHIGEHHIAT OT TEKapCTBEHH HOPMH, YHETO ACHCTBHE € ¢ YABIDKEHA
MPOABIDKHTETHOCT.

Tpu3Haly # CHMITTOMHK

OcTpoTO Npego3upaHe, KOeTo YeCTo e AbKH Ha CBPBXCTHMYJ/IHPAHE HA LIEHTPATHATA K
CHMITaTHKOBATa HEPBHA CHCTEMA, MOKE Ja A0BEE [0 NMOBPBILAHE, AKHTALHA, TPEMOP,
xuneppednexcus, MyCKyJTHH MPaBydKaHHs, KOHBYJICHH (MOFaT 1a Obaar nocneaABaHy OT KOMa),
eydopus, o0bpKBaHE, XANTIOLUHHALMH, AETHPHYM, IOTEHE, 3a4ePBABAHE, IMaB000IHE, XMIEPIHPEKCHA,
TaxXHKapAus, NAMIATAUHH, CEPACYHH aDUTMHH, XHNEPTOHKA, MHAPHA3a K CyXOTa Ha TM[ABULIHTC.
Jleuenne

Hama cneuudyieH aHTHIOT NPH Npeo3upaHe ¢ MeTHI(eHHaaT.

Jleueuneto ce CHCTOH OT NOAXOAAUIH noagspKally MEPKH.

ITaumeHTHT TpﬂﬁBa Ia ObJe 3alIHTEH OT CaMOHApAHABAHE H CPCLLY BHLHIIHH CTHMYIH, KOHTO MOXC Oa
BJIOLIAT BEYE HAJTHYMHATA CBPBXCTHMYIIALHA. Ecbexmaﬂocrra Ha aKTHBHHA BBITICH HC € YCTAHOBCHA.

TpsafBa na ce OCHTYPAT MHTCH3HMBHH IPIKY 3a MOANBDKAHE HA ANEKBATHA UNPKyNalUma H
pecnuparopeH o6meH. [Ipi xunepnupekcHa Moke [la C€ HANOXKAT BHHUIHY MPOLIEAYPH 33 OXJIaXaHe.

He e ycraHOBeHa e)eKTHBHOCTTA Ha NEPHTOHCANHATA AUANIH3a HIH EKCTPAKOPIIOpAIHa XeMOIHAIH3A
npu npeno3upade ¢ MeTUAgeHnaT.

5. ®APMAKOJIOTHYHH CBOWMCTBA

5.1 @DapMAKOAHHAMHYHA CBOlicTBA

dapmakoTepaneBTHYHA IPyMa: LeHTpanHO-acicTBaM cumMnaTukomuMeTHin: ATC xoa: N06BAO4

Mexauu3bM Ha JEHCTBHE:

MeTnndesuaaT XMAPOXIOPH/ € MEK CTHMYJIAHT Ha LICHTpalHaTa HepeHa chucrema (LIHC). He e
H3BECTEH MEXAHM3MBT Ha AeiicTBue MpH Pa3cTpolcTBO ¢ AedHUNT Ha BHHIMAHHETO H XUMEPAKTHBHOCT
(PABX). Cunta ce, ue MeTHndennaar 6nokupa oOpaTHHA 3aXBaT Ha HOpaJpeHalWHa M ROMAMHHa B
APECHHANTHYHUA HEBPOH H NOBHINABA OCROO0KIABAHETO HA TE3H MOHOAMHHH B EKCTPAHEBPOHATHOTO
npoctpancTso. MeTungeHnaar e paleMHyHa CMeC, Chabpxkaila d- v l-usoMepu. D-H3oMepsT €
(hapMakoJIOrM4HO MO-aKTHBEH OT |-#H30Mepa.

KiuauuHa edukacHocT ¥ 6e30MacHoCT

Heua
B nunotu knuHugHM npoyusanus KoHuepra e oneHspana npH 321 neaHatpHuHH nanuex
Beue ca 6win crabunusupann ¢ MeTuadennaar nox popmara 3a HezabaBHO 0cBOGOXKNaBA:

95 MeAMATPHUHHM NAUMEHTH He3 MpeRuiuHo nedeHuHe ¢ hopMu Ha MeTrdenuaar c He3abas
oceo0oxkaaBaHe.
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KnvnHu4ANTe NpoyYsaHns NPH NEAMATPHYIHH MALMCHTH M0Ka3BaT, ye epexTure Ha Konuepra ce
noaabpsKaT Ao 12 gaca ciex mpHeM Ha 103aTa BEIHBXK JHEBHO, CYTPUH.

Br3pactau
Kpartkocpouna edukacroct Ha KoHuepra e Nokazaxa B A030BHA QHana3oH oT 18 1o 72 mg axeBHO.

Xunsaga nercrorun AsaneceT M TpH (1 523) pp3pactiu nauuerTH ¢ PABX (Mexuy 18 u 65 ronunn) ca
OLEHEHH B NET JBOHHO-C/IENH, NNane00-KOHTPONIHPAHH NIPOYYBAaHHA C NPOXEDKMTENHOCT OT 5 [0

13 cenmuun. Konuepra e onenssana B 2 npoyusaHns ¢ GuKCHpaHa 103a ¥ 3 MpOYy4BaHHA ¢ I'bBKapa
no3a criope DSM-IV kpuTepHH 3a OLeHKa Ha TeXeCTTa Ha cHMnToMuTe Ha PIIBX npu sb3pacTau. B
ABe Npoy4BanuA ¢ hHKcHpaHa f03a obumuTe ckopose 3a cumnTomu Ha P/IBX mo ckamute Ha Conner
3a ouecHka Ha PJIBX ripu e3pactiu (Conner’s Adult ADHD Rating Scales, CAARS) namansgar,
KOETO N0Ka3Ba nofobpeHye Ha TexecTTa Ha cumnToMuTe Ha PIIBX 0T H3X0HOTO HHBO 0 ABOHHO
3ac/eneHaTa KkpaitHa Touka. B eaHo npoyuBane ¢ (PHKCHpaHa J03a Ha BCHYKH 030BM HHBA HA
KoHiiepTa ce yCTaHOBABA KIIMHHHHO 3HA4HM I10-TOIIAM KOHTPon Ha cumnromute (p<0,05 3a Benukm
JI030BH HHBA) B CpaBHEHHeE ¢ nanebo, H3MepeH upe3 HamanABaHe Ha o6mmus CAARS ckop.

BB BTOpPOTO Npoy4BaHe ¢ prkcupaHa no3a Konuepra 72 mg/aeH npesb3xokAa CTATHCTHYECKH
3Ha4YMMO Manebo Mo OTHOIIEHHE HAMANABAHETO Ha 001Ms ckop Ha cumnitomute Ha CAARS P/IBX
OT M3XO0JHOTO HHRO A0 ABOMHO 3acNieneHaTa KpaiiHa Touka npH Be3pacTHu nuna ¢ PIBX (p-croiinoct
0,0024).

B nBe npoyupaHus ¢ rbBKaBa 7032 CPEAHUTE IPOMEHH OT H3X0/THOTO HHBO Ha 0bmmsa Cxop cnopen
CKaJaTa 32 oleHKa Ha cuMnroMuTe PJIBX npu Bb3pacthu ot uacnegosarens (ADHD Investigator
Symptom Rating Scale, AISRS) ca cTaTHcTHYeCKH 3HAY4HMH B KpaiiHaTa Touka (Knunn4Ho npoyusane
1: p=0,012; Knunnyno npoyusase 2: p<0,001) cnpamo nnane6o 3a neueHueTo ¢ KpaiHaTa n03a
Konuepra (Knunuuso npoyusate 1: -10.6 3a Konuepra cnipamo 6.8 mwrauebo; Knunuyuno
npoyusate 2: -16.9 3a Konuepra cnpsamo -12.0 nnane6o). B TpeToTo npoyusaHe ¢ rbBKasa 1032
KoHuepra noka3sa KIMHAYHO 3HAYHM 110-TOAM KOHTPOJ Ha cuMnToMuTe (p<0,0001) B cpaBHeHHe C
nnaue6o, u3MepeH upes HamanssaHe Ha oOmusa CAARS ckop.

Cpennara npoMsHa OT H3XOAHO HHBO 10 KpaiiHOTO noceieHHe (ceamuua 8) B obiuTe pe3ynraTH 3a
camnromu Ha PIIBX Ha CAARS-0:SV e -10,9 B rpynara Ha Konuepra 1 -6,9 B rpynara sa nnaue6o
(ua Gazara na ITT nonynauuara).

B npoyusase ¢ I'bBKaBH 0034, KnHHUYHO npoy4BaHe 2, CTENEHTA Ha MOA0OpEHHE B 00LIMTE
pe3y/TaTH Clopen ckanata 3a oneska Ha cumnromure PIIBX nipy Br3pacTHu or u3cneaosarens
(ADHD Investigator Symptom Rating Scale, AISRS) e cTaTHCTHYECKH 3HaYHMO NO-TOIAMA B rpynaTa
#a KoHlepTa, oTKOIKOTO B rpynara Ha nnaue6o (p=0,0037). Pasnukara B cpeanara npomaHa (95%
CI) cnpsamo niaue6o € -5,3 (-8,9, -1,7). B apyro npoyuraHe ¢ roskasa n03a, KinuHi4HO npoytusaHe 3,
crenedTa Ha nogoOpenue B pesynrature oT CAARS-0:SV e cTaTHCTHYECKN 3HAYMMO N10-TONAMA B
rpynata Ha Koxuepra, orkonkoro B rpynara Ha nnatebo (p=0,0063). Cpeanata npomsna (95% CI)
cnpaMo nnauebo € -3,9 (-6,6, -1,1).

BnipacTthute, nexysatu ¢ KoHliepTa B 4eTHPH IBATOCPOYHH OTKPHTH MPOYYBAHHA B IPOABIDKEHHAE HA
6 no 12 Meceua, UMaT NoJodpeHKe Ha BCHYKH OLCHABAHH KpaiHH TOYKH 33 e)HKACHOCT, KaTo
noKa3Bar cTabUIHH ePEKTH BB BPEMETO [10 OTHOLIEHHE HA HAMAJABAHE Ha CHMIIToMMTe Ha P/IBX. B
€IHO OTKPHUTO MpOY4BaHe B 06LIHOCTHA cpeaa sieueHHeTo ¢ KoHuepra po 9 meceua Boau a0
nonoOpeHue CIpsMO U3XOTHOTO HHBO HA CTOHHOCTHMTE HA CPEIHUTE CKOPOBE HA FNI00anHaTa OugHKa
3a eMKACHOCT M HA TIAHMENHTA, H Ha u3cneaoearend. B apyro npoyusase, B koeTo Bb3pactau ¢ P/IBX
nonydasat Konuepra no 1 ronuHa B cpelHa KpaiiHa fo3a 67.4 mg/nen, ce ycTaHOBABA KJIMHHYHO
3HAYHMO NOJ0BPEHHE OT MIXOAHOTO HMBO Ha 0buMTe AISRS ckopose che cpeana npomsna -18.7 npu
TocAeJHOTO NocemenHe. B TpeTo ABArocpoyHo nmpoy4sane oT 48 ceIMHLH, B KOETO BB3PacTHH €

H3X0AHOTO HHBO Ha cpeauna obur CAARS ckop 3a cummromu Ha P/IBX B croTBeTCTBHE
kputepaute DSM-IV -17.2 B kpaiinarta Touka. B €eTehprotro npoyusane Konuepra e o
CeIMMMHO OTKPHTO IMPOYYBAHE MPH YYACTHHLY, KOUTO NPeH TOBa Ca 3aBbPLIMAH Kpat
mw1ale60-KOHTPOIHPAHO KIHHHYHO H3MKTBAHE M KPATKOCPOYHO OTKPHUTO NPOLb/DKEHHE
PZIBX, nonyyasanu KoHuepTa B cpeana kpaiiHa nosa 53,8 mg/nen, noka3par crabuiHu
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BPEMCTO 10 OTHOILEHHE Ha HaMadBaHe Ha camnToMuTe Ha PABX. Ouenkata Ha CAARS ot
H3CIenORATENA ce MoxoOpABa Npe3 OTKpHUTaTa (asa M e no-HUCKa B KpaHHaTa To4Ka (CpeaHo
HaMajneHue ¢ 1,9 0T H3X0AHOTO HHBO).

5.2 PapMAKOKHHETHYHH CBOHCTBA

AbcopOuua

Merundenunar ce abcopbupa 6sp30. Cnen nepopanio npunoxexne #a KoHuepra npu Bbh3pacTHH
HAii-BbHIIHATA 0OBHBKA Ha JICKAPCTBEHHA IPOAYKT €€ Pa3TBaps KATO OCHIypABA HAYAIHA MAKCHMANHA
KOHLIEHTPALHKA Ha MeAMKaMeHTa Ha okono 1™ — 2P sac. Metundenuaar, KORTO ce ChAbPXKA B 1BaTa
BBTPELIHM CIIOA Ha MCAHKaMEHTa ce 0cBoO0XK1aBa MOCTCNICHHO MNPEe3 CIeABANIMTE HAKOIKO Yaca.
[TrkoBH MIa3MEeHK KOHLIEHTPALMH ce AOCTHUraT Ha okono 6™ xo 8" yac, caea KOETO MIa3MEHHTE HHEA
Ha MeTHAQEHKAAT nocTeneHHo HaManasaT. KoHUepTa, npueTa BeAHBK THEBHO CBEX/A 10 MHHMMYM
(ryKTyauuuTe MeX Iy MHKOBE H CNIaJloBe B KOHLICHTPALMKTE, CBLP3aHH ¢ opMHTE 32 He3abaBHO
ocBoGOXKIaBaHe Ha MeTHhEHUAT, Ha3HAYABaHH TpH MbTH nHeBHo. CrenenTa Ha abcopObums Ha
KoHIiepTa Benus JHEBHO € KaTO A0 CPaBHHMA C KOHBEHUHOHAMHKTE (opMu ¢ He3abaBHO
ocBobox1aBaHe.

Crnen npunoxkenne Ha Konnepra 18 mg BeAHbK AHEBHO NPH 36 BH3pacTHU CPEAHUTE CTORHOCTH Ha
dapmaxokiHeTHYHITE NapaMeTpH ca: Crax 3,7 £ 1,0 (ng/mL), Tmux 6,8 £ 1,8 (h), AUCins 41,8
+ 13,9 (ng.h/mL), u t; 3,5 + 0,4 (3).

He ca HaGmronaBanH pa3nukd BsB hapMakoKMHeTHKaTa Ha Konnepra np €IHOKpaTHO u
MHOTOKPAaTHO, BeJIHbX JHEBHO JIO3UPAHE, KOHTO J1a [I0Ka3BaT 3HAYHTEIHO JICKapCTBEHO HATPYIMBaHE.
AUC H t12 cnieq MHOTOKPATHO JAO3HPaHe BEIHRXK THEBHO ca noaobHHM Ha Te3H, CJIEH TbpBATa A032
Konnepra 18 mg.

Cnea npunoxenue Ha KoHuepra B eJHOKpaTHa 103a oT 18 1o 72 mg/aneBHO Ha BB3pacTHH, Cmax H
AUC; Ha MeTHAGEHHIAT Ca MPONIOPLIHOHAIHH Ha J03aTa.

Paznpenenenue

[Ina3sMeHMTE KOHLEHTPALMH HA METHNEHHAAT NPH Bb3PaCTHH NAJAT OHEKCNOHEHNHAHO Clel
nepopaaHo npuioxetne. [TonyKHBOTET Ha METHI(EHUIAT MPH BH3PACTHH CIIEA MEPOPANHO
npunoxenne Ha Konuepra e npu6ansutenyo 3,5 yaca. CreneHTa Ha CBbP3BaHE HA METHIIEHUAAT U
HeroBuTe MeTabONMTH C IIa3MEHUTE NPOTEHHH € npubau3nTenHo 15%. Askuat obem Ha
pasnpeaencuue Ha MeTHIdeHuRaT ¢ npubmmsktento 13 nuTpakg.

Buorpancdopmaiug

[pu xopa MeTHIdEHRAAT Ce MeTAGOMMIMPa OCHOBHO 4pe3 AcecTepudrkaums Ao alpha-phenyl-
piperidine acetic acid (PPA, npubnusuteaso 50 meTH HMBOTO Ha HEIIPOMEHEHO BEILECTBO), KOHTO HMa
MaJIKa WIM HaMa (apMaKONMOrHyHa akTHBHOCT. [Ipu BrapacTHH MeTaboMn3MbT Ha KoHuepTa BeAHBK
JHEBHO, OLICHABAH upe3 Metabonuima a0 PPA e nonoben Ha To3n Ha MeTUNIpEHHAAT, TPH THTH
QHeBHo. MetabonusmsT Ha KollepTa npH eXHOKPAaTHO M MHOTOKPATHO, BEAHBXK JHEBHO AO3MPAHE €
nogobeH.

EaumMuHnpane

ITepHonsT Ha NOTYKHBOT HA MeTHI(EHHUIAT NPH BB3PACTHH cnea MpuiokeHue Ha Konuepra e
npuGnuznTento 3,5 yaca. Cnea nepopalHo npunoxenue, okono 90% ot n03arta ce eKCKpeT &OS\HMTU);“

ypuHata ¥ | 10 3% B H3NpaKHEHUATa KaTO MeTabO/IHTH B paMkuTe Ha 48 A0 96 yaca. M &/,/;%“:\ 1,
KOJIMMECTBA HEMPOMEHEH METHI(EHUAAT ce OTKPHBAT B YpHHaTa (ro-mako ot 1%). Oc §, ol
yputien Metabonut ¢ alpha-phenyl-piperidine acetic acid (60-90%).

"~

rd
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Cnen nepopaliHO I03MPaHE Ha PaaHOMAPKHPaH MeTHI(PEHIAAT NIpH xopa, okono 90% ot
PalHOAKTHBHOCTTA CE OTKPUBA B YpHHATa. OcHOBHUAT MeTabonuT B ypuHata € PPA, oTuerer kato
npubausutenno 80% ot no3ara.

EdexTn Ha xpaHaTa

HPH MaLHCHTATE HAMa pPa3siuKHN HHTO BB cbapmaxoxnﬂemxa"ra, HHTO BBEB q)apmaxo,unﬂamuxaTa Ha
Konuep’ra, KOTraTo € IPHJIOKCHA ClIE] 3aKYCKa, forarta Ha Ma3HHHH WIH MpHeTa Ha TIpAa3cH CTOMax.

CrnelHanyyu nonynanyu

fTon

TIpu 37paBu BL3PACTHH, CPEMAHATE aJaNTHPaHK KbM J03aTa cToiiHocTi Ha AUCx 32 KoHuepra ca
36,7 ng.h/mL 3a mbxke ¥ 37,1 ng.h/mL 3a keHnu, 6€3 HaBmMONABAHY PAITMKH MEXKIY ABETE MPYIH.

Paca
[lpu 3apasu Bb3IPAcTHH, NoMyvasamp KoHuepra, atanTHPaHUTE KbM A03aTa AUC, ¢ ca CbBMECTHMH

MeXay eTHHYCCKHTE FPYIIH, BBIIPEKH TOBA, PasMEPBT HA H3BAAKATa MOXKE 1a HE € OOCTAThYCH 34
3acH4YaHe Ha CTHHYECKH BapHaIlHH BBB cbapmaxorcnnemxa'ra.

Bw3pacm

dapmakokuHeTHKaTa Ha KoHuepra He € NpoyyRaHa npH Aela Ha Be3pact nox 6 roaunH. [pu acua Ha
sn3pacT 7 — 12 ronunn, bapmakoxkuseTnkara Ha Konuepra cen 18, 36 u 54 mg e (cpennotSD): Cra
6,0+1,3;11,3+2,6u 150+ 3,8 ng/mL, cboTBETHO, Tmax 9,4 £0,02; 8,1 £1,1;9,1 £2,5h,
coorBeTHO, H AUCq. 15 50,4 + 7,8; 87,7+ 18,2; 121,5 = 37,3 ng.h/mL, choTBeTHO.

bvopeuna nedocmamvunocm

Hama onMT ¢ ynorpebara Ha Konuepra rnpu nauueHTH ¢ 666pedna HenocrarbuHocT. Cries nepopanso
NPUIIOKEHHE HA PaJMOMAPKUPaH METHAGEHHNIAT PH Xopa, MeTHadheHnaar ce metabonusupa
eKCTEH3MBHO 1 mpubiu3utenno 80% OT paIHOaKTHBHOCTTA CE EKCKPETHPA B YPHHATA 104 (opMaTa
Ha PPA. T1ii kaTo 6b0peuHHSIT KIMPBHC He € BaXKEH MbT 32 KTHPBHCA HAa METHI(pEHUAT, CE 04aKBa
OnOpeynaTa HEAOCTATHHHOCT [1a MMa MabK epeKT BBPXY (papMakoKkuHCTHKaTa Ha Koruepra.
Yepnoopobna nedocmamuvunocm

Hsama onMT ¢ ynorpebara Ha KoHuepra npu nauHeHTH ¢ YepHoaApoOHa HEAO0CTaThYHOCT.

5.3 IIpeakTHHHYHH AaHHH 32 GelonmacHOCT

Kapunsorennoct

Tpx mpoBexaally ce MPOYYBAHHUS 38 KAPLHHOTEHHOCT NPH [LUTHXOBE H MHMILKH ce 3abenzana
nosHueH Opoii 3MOKaYeCTBEHH TYMOPH Ha YEPHHA Jpo6 caMO NpH MBXKH MHIUKH. 3Ha4HMOCTTa Ha
T€3Y AAHHH NPH XOPa € HENIBRECTHA.

MeTundeHHAAT HE NOBNUABA PENPOAYKTHBHHTE XapaKTEPHCTHKH KK QEPTHINTETA MPH JO3H,
HAIBHLUIABAUIM KIHHNYHATA 1033,

BpeMeHHOCT — eMOpHOHANHO/HETATHO pa3BUTHE
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MeTnideHRnIaT He CE CMATA 3a TEPATOTEHEH NPH [UIbX0BE U 3afuy. PeTaiHa TOKCHYHOCT
(T.c.TOTanHa 3ary6a Ha /101a) H TOKCHHHOCT 33 Maikata ce 3a0ena3BaT Npy MBXOBE NPH TOKCHYHK
I03H 3a MaHKaTa.

6. GAPMAHEBTHYHH JAHHU
6.1 CnucbK HA NOMOUIAATE BellecTsa

Bytunxuapokcuronyed (E321)
Llemyno3sex auerar

Xunpomenosa (E464)

PochopHa KHMCEIHHA, KOHLEHTPHPaHa
[Torokcamep 188

Ionuernnenosu okcuau 200K 1 7000K
IMosuaon K29-32

HarpueB xopia

CreapHHOBa KHUCETHHA

CyKUHHOBa KHCENHHA

Yepen xeneseH oxcua (E172)

XKnat xenezeH oken (E172)

DUAIMOBO NOKPHTHE!

KenT xenesed okeua (E172)
Xunpomenosa (E464)
JlakTo3a MOHOXHAPAT
CreapHHOBa KHCETMHA
Turanos gnoxcua (E171)
Tphnauetux

IIpo3pa4yHo MOKPHTHE:
Kapaay6cku BOCBK
Xunpomenosa (E464)
Makporon 400

IMeuaTHO MACTHIO:

Uepen xkenesex okcua (E172)
XunpoMenosa (E464)
IlponuneH riHKon

6.2 HechBMeCTHMOCTH
Henpunoxumo

6.3 Cpox Ha rogHoCT

3 roavHU.

6.4 CnenHaAHH YCJI0BHS HA ChXpaHERHE

ChbxpansgaiiTe GyTuikaTa MIbTHO 3aTBOPEHA, 3a Ja Ce npeanasy ot eiara. [la He ce coxpal
30°C.
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6.5 JIaHHH 34 OMAKOBKATA

ByTuika ot nonreTHieH ¢ Bucoka mibTHocT (HDPE) ¢be 3aluureHa 0T Aela NOMUIpPONHIEHOBA
3anylanka ¥ NPANOKCHNA eIHH unu aBa abcopGeHTa 3a Brara oT cenvKarell.

28 unn 30 TabneTky ¢ yasmxeHo ocsoboxknaBaHe.

He BcHYKH BHIOBE OMAKOBXKH MOrar Ja GbaaT mycHatd B npojax6a.

6.6 CneldaJHH NPeANa3HA MEPKH IPH H3XBBLpAsHE H pabora

HeH3non3BaHuAT NEKAPCTBEH IPOAYKT WM OTHAABYHHTE MATECPHANH OT HEro TpAdBa 1a ce U3XBBPIAT

B CHOTBETCTBHE C MECTHHTE H3HCKBAHHA.

7. HOPUTEXATEJ HA PASPELIEHHETO 3A YIIOTPEBA:

JkorcsH & JxoHcsH Benrapus® EOO/]

*.K. Mnanoct 4, buzsnec [lapk Codusa, crpaga 4

Codwus 1766

Brarapus

8. HOMEP HA PASPEUIEHHETO 3A YIIOTPEDBA:

20060458

9. JIATA HA ITbPBO PAZPELIABAHE/TIIOJHOBSABAHE HA PA3PIIEHHETO 3A
YNNOTPEBA

Jlata Ha mepBo paspelrasade: 18 asrycr 2006 r.

Jara Ha nocnenHo nogsoBseane: 9 Hoemepu 2012 .

10. JATA HA AKTYAJIM3NPAHE HA TEKCTA:
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