KPATKA XAPAKTEPHCTHKA HA ITPOIYKTA

1. HUME HA JIEKAPCTBEHUA MPOAYKT

Konuepra 18 mg taGnetky ¢ yawmkeHo ocBobokaapaHe

Concerta |8 mg prolonged release tablets

2. KAYECTBEHH KOJMMECTBEH CBbCTAB

RIMBLAKNTENNA AFEHLINS N0 REXAPCTBATA
Kpamxa xapasrnepucmuna wa npogysave - Houowerss |
Kost Pog_ Mo ........ HOOGOUER

Paspswere Ne
scrup... 6305 > 18-0- 13

L OQOBPOMIB N «...vvoveseicncriissaocssscansssoseenssossse

Enwua tabnetka ¢ yosmkeHo ocsoboxaapane ceappxa 18 mg MeTHAdeHHAAT Xuapoxnopua

{methyilphenidate hydrochloride).

[NoMowKY BEUIECTBA ¢ U3BECTHO AeHCTBHE

Beaka Tabnerka chabpxa 6,5 mg nakrosa.

3a Mb/IHHA CIHCHK Ha MOMOLLHHTE BellecTsa BHXTE TO4Ka 6.1.

3.  JIEKAPCTBEHA ®OPMA

Tabnetka c yapmKeHo ocBo0oMAaBAHE.

A enTH TabneTky ¢ hopMa Ha Kancyna, OT eAHATA CTPaHa € OTNEYaTaHo ¢ YepHo MacTHao “alza 18"

4. KJHHUYHH JAHHH

4.1 TepaneBTHIHH MOKA3IAHHKA

PascTpoitcTso ¢ aedHUNHT HA BHHMAHHETO U XHnepakTHeHOCT (PABX)

KoHuepTa € moka3aHa KaTo 4acT OT LANOCTHA TepaneBTHYHa TIPOrPaMa 3a JiedeHHe Ha Pa3cTpoiicTso ¢
DedHIMT Ha BHIMAHHeTo W xunepakTHBHocT (PIIBX) npu neua va 6 1 noseve rolHHH W npH
EBIPACTHH, KOTaTO JIe4eOHHUTE MEPKH CAMOCTOATESIHO €A ce OKa3alHd HEAOCTATHYHH.

Jleuennerto Tpalsa na ce mposexaa non Ha0MOIEHHETO Ha JeKap, CHERHATNCT MO AeYEHHE HA
PIBX, karo cnenHanHCT-NEANATLP, OCHXHATDLP - CNEUMHATHCT IO ACUEHHE HA eUA H I0HOMA H

NMCHXHATEP - COCUHANHCT N0 JIeUeHHE HA BbLIPACTHH.

CrneuuaiHy AWarHOCTHYHH cLo0paxenna npu PABX npu nena

Jwnarnoszara Tpabea ga ObOe noctapeHa cnopen HactoawuTe DSM-IV kputepun unu MKB ykasanus
H TpaGpa na ce 0CHOBABA HA LIANOCTHA aHAMHE3a H OLEHKA Ha nauneHTa. JKenatenuo ¢ noTespxaeHne
OT TpeTa CTpaHa M IHArHO3a HE MOX<e JIa €€ MOCTABH NPH HANKHYHETO CAMO HA €OHH MM NOBeYe

CHMIOTOMH,

Cl'lel.llrquH'-lHaTa €THONONMA Ha TO3IH CHHAPOM HE € UIBECTHA H JTHNCBA CaMO €AHH JHAHOCTHYEH TecT.
l'lpasunHaTa AHArHO3a H3HCKEA H3MON3BAHECTO HA MEAHUHHCKY H CIICUHAAN3HPaHH NCHXONOTHYHH,

00pa3oBATETHH H COUMAJIHH PeCYPCH.

meocmaTa TEpancBTHYHA porpamMa 00OHKHOBEHO BKJIOYBA IICHXOJIOTHYHH, 06pa3oaaTen

MOBEACHYECKH CHHAPOM, XapaKTCPH3HpalLl C€ CbC CUMNTOMH, KOUTO MOe 113 BKITHOY
aHaMHe3a 3a KpﬂTKOTpaﬁHa KOHUCHTpaUHA, pasceAHOCT, eMOLHOHANHA JNabUAHOCT, H
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YMEpeHa 10 TEXKa XHIEPAKTHBHOCT, MHHHMANHH HeBpoldorHuHH Genesu u abuopmua EEI.
CnocobHocTTa 33 yHEHe MOXKE A3 €, HO MOJXKE U /12 HE € HapyLueHa,

Jleuenuneto ¢ meTnndeHnaaT He € nokasaHo ApH BcHukH deua ¢ PIIBX W pewenueTo 3a ynotpeBarta
Ha leKkapcTBOTO TPADBA A3 CE OCHOBAaBa HA MHOTO 3a0bI004eHO H3CieABaHE HA TEXECTTA U
XPOHHYHOCTTA Ha CUMMTOMHTE Ha AETETO, AOKONKOTO CA CBBP3AHH C BB3PACTTa MY.

npaBHJ’IHOTO pa3fnpeacneHHe Ha oﬁpazonaTeann MaTepHan € oT CHLUIECTBEHO 3HAYEHHE, 3
NMCHXOMOrN4ECKaTa HaMmeca € NPpHHUHNHO Heobxoauma. Korato neyebunre MEPKH CE€ OKaMarT
HEJOCTATBMHH, PCLICHHETO Oa CE NPEANHILIE CTUMYTAHT Tpaﬁsa a €e OCHOBaBa Ha TOYHA OUECHKA Ha
TEKECTTA HA CHMIITOMATE Ha NEeTETO. MeTHﬂ(beHHﬂaT BHHArd Tpaﬁna Aa ce npunara no To3H Ha4yuH, B
CbOTBETCTBHE C 0}106peHHTC NokKa3aHMA H CbIMACHO PBKOBOACTBATA 34 HPCHIIHCBBHC!JIHBTHOSE.

CHBQHEJ’IHH AHArHOCTHYHR cmﬁpaxcel-mn npu PEBX NpH Bb3PACTHH

Huarnosata Tpatea na 6b1e nocrasena cnopen HacToawuTe DSM-IV kputepun win MKB yxazauns
H TpaOBa 14 C& OCHOBABA Ha LAMOCTHA AaHAMHE3a M OLIEHKA HA MALIHEHTA,

CneungHyHaTa eTHOJIOTHA HA TO3W CHHAPOM HE € H3BECTHA  JIMNCBA CAMO eMH AHArHOCTHYEH TECT.
Bu3pactaute ¢ PIIBX MMaT cMMNTOMU, KOHTO Ce XapaKTepu3Hpar ¢ 0e3noKoHCTBO, HEThpIIEHHE H
HeBHHMaHHe. FiMa TeHACHUHA CHMITOMK KaTo XMNEPAKTHBHOCT A4 HAMANABAT C YBEHYABAHE HA
BB3pacTTa, BEPOATHO NMOPafH ajanTauHsA, HEBPOPA3ZBUTHE U caMofedeHHe. CHMNTOMUTE Ha
HeBHHMaHMUE Ca MO-H3Pa3eHH H UMAT NO-FOAMO BL3OCHCTBHE BBPXY Bb3pacTHH ¢ PIBX. TnarHozata
npy 8b3pacTHHTe TPAOBA 1a BKAKYBA CHCTEMAaTHYEH Pa3roBOp C MaUHEHTa, 33 13 C¢ Onpeacnart
TexkywHTe cumntoMu. Heobxoanmo e nanuuue Ha PIIBX B nerckara Bs3pact 4 ToBa Tpadea oa ce
OfpeAe/H PETPOCTIEKTHBHO (OT MEAHLHMHCKATAa AOKYMEHTALHA Ha MALMEHTA HIIH, KO JTUICBA TAKABA,
upe3 NoAXCAALM H CHCTEMATH3HPaHH HHCTPYMEHTH/pasroBopH). JKenaTenHo e NOTEbPKAEHHE OT
TpeTa CTpaHa K AeYeHIETO He TpAGBA [1a CE 3aMouBa, KOraTo NMPOBEPKATA 32 CAMOTOMHTE Ha PBJIX B
NETCTBOTO € HecHrypHa. Jluarno3a He MoXe a ce MOCTaBH PH HANMYHETO CAMO HA €IHH HIH NOBeYe
cHMOTOMH. PelienneTo fa ce npeAnuiie CTUMYNAHT NP Bb3PAacTHH TpA0Ba [1a ce OCHOBARA HA TOUHA
OlleHKa ¥ AHarto3aTa Tpabea Na BKMOYBA YMEPEHO HITK TEXKKO (GYHKLMOHAJIHO YBPEKAAHE B HAii-
manko 2 cpepy (HanpHMep COLHANHO, akaieMHUHO WK npodecHoHaNHO (Y HKILHOHUPAHE),
3acAralli HAKONKO ACTEKTa OT XHBOTA Ha HHAHBHAA.

4.2 Jlo3HpOBKA H HAYHH HA NPRICKEHHE

Jlevennero 'rpﬂﬁna Aa ce npopexaa noa HAGAI0AEHNETO HA JeKap, CNCHHAJIHCT MmO JIeYeHHe HA
P,LIBX, KaTo CNeUHAIRCT-NEeAHATHP, NCHXHATLP - CNCUMHAJHCT MO fIedeHHe HA Deua H I0HOINH, H
MNCHXHATDLD - CREUHAJIHCT N0 JEYCHHE HA BbhIPACTHH.

[pernesa (CKpHHUHT) NPeAH NEYEHHETO
BwapacTHH, HenekyBaHH focera ¢ KoHuepra H ako ce H3MCKBA OT HALMOHANHATA NPAKTHKA, NPeaH
3aMOYBAHE HA JICYEHHETO € HeoOX0AHMa KOHCYITALUA € KapAHOIOr, 34 A3 CE MPOBEPH JIHNCATa Ha
CBPAEYHO-CHAOBH NPOTHBONOKA3AHHA.

[Ipean na ce npeaAnUitie NIEKAPCTBOTO, TPAOBA Aa C& H3BBPILU OCHOBHO H3C/EABaHe
Ha CBCTOAHHETO HA ChPAEYHO-CBAOBATA CHCTEMA Ha NALMEHTA, BK/TIOUBALLO H3MEPBAHE HA KPbLBHOTO
HaNATaHe K ChPAEYHHA PUTHM. B mbnaHaTa aHamHesa TpAGBA Na ce CHEMAT CHITbTCTBALIMTE IEYEHNS,
MHHAIH H HAaCTOALLY MPHAPYKABALH MEAHLMHCKH TEJIECHH W TICUXHYHU 3a60N1BaHuUR HITH
CHMNTOMH, GaMHIHA aHAMHE3a 3a BHE3AMHA ChPAEYHA/HEOGACHHMA CMBPT, PErHCTPHPAHE HA TOYHHA
PBCT H TETNO NPEAH JEUEHHETO B AHATPaMa Ha pactexa (BkK. ToukH 4.3 u 4.4).

ﬂ'bJIFOTQaFIHO NpocienapaHe

PacTeXxbT, MCHXMYHOTO CBCTOAHHE H ChCTOSHHETO HA CHPASYHO-CHIOBATA CHCTEMA TPAGE
HenpeKkbLCHATO fa ce cnenar (B, Touka 4.4).

. KpbBHOTO HaAraHe H mynchT TPAOBaA Aa ce PETMCTPHPAT B AHArPaMa npu
103aTa H Hal-MaJKo Ha Beeku 6 Meceua cnel ToBa;
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. PLCTBT, TETNI0TO M ANETHTHT NpH AeuaTta TpAGEA 1a ce PETMCTPHPAT Hafl-MANKO Ha BCEKH
6 Mecella BLB BOACHATA AHATPAMA Ha PacTexa;

. Ternoro npu BL3pacTHUTE TPAGEA A4 CE PErUCTPHpa PENOBHO;

L Pa3BMTHETO HA HOBH HNH BIOLLABAHETO Ha CBLIECTBYBALIH IICHXHYHH paSCTpOFlCTBﬁ TpﬂﬁBa aa
C€ NpPOCNEAABa NpH BCAKA NPOMAHA HA N03aTAa H HAH-Manko Ha BcekH 6 MeceLa cnenq Toea H Ha
BCAKA BH3IMWTA.

lNaunuenture TpaGBa Aa ce NpocieAABAT 3a PHCK OT OTKAOHEHHE, HEMPABHAHA ynoTpeGa U
3noynorpeba c MeTundexuaar.

Tutpupane Ha 03374

Ho3ara Tpabsa BHUMATENHO A2 Ce NOBHLIABA B HAYAIOTO HA IEYEHHETO € METHIDEHHAAT.
TosnwasaneTo (THTpHpaHeTo) TpaGBa 1a 3aMo4He OT Bb3MOXKHO Hafl-HHCKATA 1034.

Moxe na ce MpESnaraT Apyri KOJIHYECTBa HA aKTHBHOTO BEILECTBC B 1030BA €IMHKHUA OT TO3H
NIEKAPCTBEH NPOAYKT, KAKTO H APYTH NMPOLYKTH, ChABPXKALUTH METHJ'I[bCHHIlaT.

Hozara Moxke na ce HHARBHAYANU3MPA ¢ NoKa4BaHHA o |8 mg. KaTo uano kuM Kopekuma Ha ao3ata
MOXe fia ce npubArea Ha MHTEPBAIH OT NPHONU3HTENHO enHa ceAMHLA.

Maxkcumannata aHeBHa no3a KoHuepra € 54 mg npu neua.
Makcumanuara aHesHa no3a Konueprta e 72 mg npu Bb3pacTHH.

203HQOBKB

Jeua

Heya, nenexysanu doceza ¢ memunghenudam: KoHuepta Moxe fia He € NOKa3aHa NpH BCHUKH JeLia Cbe
cuapom Ha PBX. INo-nucknte 1031 MeTHA(hEHUAAT B KPaTKOAEHCTBALUK NEKAPCTBEHH POPMH
Moce [a ObIaT JOCTATBYHH 33 fIEYeHHE Ha NeNa, HenekyBaHu aocera ¢ MeTuadenunar, 3a aa ce
MPENOTBPATAT HIMHILIHO BHCOKY 103K METUADEHHAAT Ce HIHCKBA BHHMATENHO TUTPHPAHE Ha 03HTE
noJ HabmONeHHETO Ha Neky BawuA nekap. [TpenopyunTtennara Havanua nosa Koruepra npu neua,
KOMTO HE NPUEMAT B MOMEHTA METHIGEHUAAT MK NMPH feua, KOUTO Ca HA CTHMYNAHTH, PasAH4HK OT
meTunderunar, e 18 mg BegHLK OTHEBHO.

Br3pactan

Bwspacmnu, nerexyeanu doceza c memunghenudam: KoHUepTa Moxe Ja He e nokazaHa NpH BCHYKH
BB3pacTHH Che cHHApoM Ha PIBX. Tlo-uuckuTe A03K MeTundieHunar B kpaTkoneiicTeatuu
niekapcTBeHH GOPMH MOKe Aa GBIAT JOCTATBYHH 32 JICYEHHE HA Bb3PACTHH, HENEKYBaHH A0CEra C
metunderuaar. 3a na ce npenoTBPaTAT HINHILHO BUCOKH NO3H METHIPEHHIAT CE U3MCKBA
BHHMATE/IHO THTPHPaHEe Ha JIO3MTE NOA HabMOASHHETO HA NeKyBallis nekap. [IpenopbunTennara
HA4aMHa 1032 KoHuepTa NpH Bb3PacTHHU, KOKTO HE NPHEMAT B MOMEHTA METHI(EHHIAT, HITH NP
BB3PACTHH, KOHTO €2 Ha CTHMYNIAHTH, Pa3NMHYHH OT METHAQEHHIAT, ¢ 18 mg BeAHBX THEBHO.

Hosupane npu nayuenmu na nevenue c memurgernudam xvm momenma: Tpenopbunrennata no3a
KonuepTa 3a nauMenTH, KOHTO NOHACTOALEM NPUEMAT METHAGEHHAAT TPH MbTH SHEBHO, B N03H OT
15 no 60 mg/nxesHo € npeactasero B Tabnuua 1. [penopskuTe 3a no3upaHe ce ocHoBaBaT Ha
HaCTOALUHA PEXHM HA JO3UPAHE M KIWHHYHATA NMPELEHKA,

TABJIMLIA 1
[IpenopnLunTeTHOTO NO3HPAHE 32 NPEMAHABARE OT APYTH PEXAMH Ha
XHAPOXI0pHI, KOTATO €3 HAJHYHH, KbM KoHuepra



Mpeanmna aAnesHa noza meruadennpar xuapoxaopng | lNpenopsuurenna go3a Konuepra
5 mg MeTundeHHAAT TPU TBTH AHEBHO 18 mg peAHBI OHEBHO
10 mg mMeTundeHHOaT TPH TBTH AHEBHO 36 mg BEAHBK HAHEBHO
15 mg mMeTHndeHngaT TpH IbTH AHEBHO 54 mg BeAHBK AHEBHO
20 mg MeTHndEHHAAT TPH NBTH AHEBHO 72 mg BeAHBK RAHEBHO

AKo He ce HaGmoaaBa nono6peHKe cilesl AXEKBATHO HO3HPaHE B NPOABIKEHHE HA EIHH MEcell,
NpHEMbT HA MEAMKAMEHTA TpOBa Aa Gbae cnpsH.

Hvnzocpouna (noseve om 12 meceya) ynompeba

BesonacHocTTa 1 eheKTHBHOCTTA Ha NPOALIDKHTENHATA YnoTpeGa Ha METHI(EHHAAT He ¢a
CHCTEMaTHYHO H3CNEABAHH B KOHTPOJIHPaHH NpoyusaHua. JleueHHeTo ¢ MeTHAdEHHAAT He TpalBea u
HE € 3a0BDKATENHO Aa € HeorpaHHueHo. [Ipu nena u soHOIN TO OGHKHOBEHO MOXKE 14 Ce
peycTaHOBH [0 BpeMe Ha myGepreTa unu cnen Hero. Jlekapar, koitro uibepe oa npunara
METWI(EHHAAT 3a NMPOABIAKUTENHN NEPHONK OT Bpeme (nioBeue oT 12 Mecewa) NPH MalHeHTH ©
PJIBX, Tpatsa nepHoaMuKHO 12 H3CNENBa ABITOCPOYHATA NOJ3a OT JIEKAPCTBEHHS MPOAYKT 33 BCEKH
OTAENEH NAUHEHT ¢ NPoGHH MepuoaH Be3 npuNoKeHHe Ha NeKapcTBOTO, 32 Aa OUeHH (YHKLHMHTE Ha
nauueHTa 6e3 dapmakorepanus. [penopsusa ce ynotpeGata Ha MeTundeHuaaT aa ce cnupa Hait-
Manko BEAHBK MOAHLLIHO, 33 [a C€ OLUECHH ChCTOAHHETO Ha MallHeHTa (py Aeua 3a npeanoYHTaHE Mo
BpEMe Ha YYHITHILHKTE BakaHLUK). [Tono6pernero Moxe Aa e Hanuue, nopH koraTo ynotpebara Ha
JIEKAPCTBEHHA NPOAYKT € BPEMEHHO HITH OKOHYATENHO NPEYCTaHOBEHA.

Hamansgane na dosama u npeycmanceaeane Ha mepaniuama

Jlewenuero TpabBa Na ce cnpe, ako HAMA NoA0OpPeHHe Ha CHMNTOMHTE CNef CLOTBETHATA TIPOMAHA HA
no3zata B pamkuTe HA | Meceu. B ciyvai Ha napagokcanHo BowABAHE HA CHMITOMHTE HAK NOABA Ha
IOpYTH CEPHO3HH HEXENAHK CHONTHA Ao3aTa TpAGBA Na ce HAMAIH MITH TEpanuATa Aa Ce NPEYCTAHOBH.
Creyuarnu nonyrayuy

Hayuenmu g cmapuecka 8v3pacm

Metundenunar ne Tpabea Aa ce nNpuiiara NpH NALKEHTH B cTap4ecka BL3pacT. BezonachoctTa v
eeKTHBHOCTTA B Ta3H BL3PacToOBa Ipyna He ca ycraHoeeHd. KoHuepTa He € npoyusaxa npu PIBX
npy NAUHENTH Had 05 roauHH.

Yepnodpobo yapescdane

MerundennaaT He € Npoy4BaH NpK MALHEHTU C YEPHOAPOBHO YBPEKIAHE,

Bvbpeuno yepexcoane

MeTtundeHnaaT He € npoy4BaH NpH mauueHTH ¢ GbOpeuHO YBpeXkIaHe.

Heya noo 6 zo0unu

Metundenunar He TpaGea Aa ce Npuaara Npx Aeua non 6 roauHy. Be3onacHocTTa i eeKTHBHOCTTA B
Ta3W BB3PACTOBA rPyNa He ca yCTaHOBEHH.

Hauun Ha npunoxeHue

Kotuepra e 3a nepopanHo NpHIoKeHHE BEAHBX AHEBHO CYTPHH.
KoHuepra Moxe ma ce npunara cse 4 6e3 xpana (Bx. Touka 5.2).

4




Konuepra Tpabpa fa ce mornblua udna ¢ NOMOLUTAa Ha TEYHOCT, He TpAOBA Na Ce ObBYe, Pa3Aens WiH
uynu (Bx. Touka 4.4).

4.3 IMpoTHBONOKA3ANNSA

. CBpPBX4YBCTBHTEMHOCT KbM METHN(DEHHAAT WIH HAKOE OT MOMOLLHITE BEIECTBA, H3GPOEHH B
Touka 6.1.

. I'naykoma

* DeoxpoMOLHTOM

. Mo BpeMe Ha neueHHe C HeceleKTHBHH HeOOPAaTHMH HHXMOGHTOPH Ha MOHOAMHHOOKCHAA3aTa

(MAO) unu B cpox ot Hali-MaIko 14 OHH clel NpeyCcTAHOBABAHE HA TEPANMMATA C TE3H
JIeKapCTBa NopaaH PUCK OT XHIEPTOHHYHA KpH3a (BXK. Touka 4.5)

» XunepTHPeOHIMIBM HIH THPEOTOKCHKO3a

. Jlnarso3a unH aHamMHe3a 3a TeXKa AeNpecHs, AHOPEKCKHA HEPBO3a/XPaHHTENHU pa3CTpoOiCTRa,
CKJIOHHOCT KbM caMOyGHHCTBO, NCHXOTUYHHM CHMITTOMH, TEXKKH Pa3CTpoiicTsa Ha
HACTPOEHHETO, MaHHA, WH3IOPPEHNA, NCUXONATHA/TPAHHYHO JIHMHOCTHO PascTPoiCTBO

. Jlnarxo3a nnH aHaMHesa 3a Teskko H enulonuuHo (Tin [) GunonapHo adeKTHBHO pa3cTpoiicTBO
{koeTo He € 106pe KOHTPONHpPaHo)

. [IpeaiuecTBaun chpAeYHO-ChAOBH 3a00/IABaHUA, BKIIOYBALLM TEXKA XUNEPTOHHA, CbpIEUHA
HEI0CTATHYHOCT, ADTEPHANHO OKITY3NBHO 3a60onABaHe, aHIHHA, XEMOIHHAMHUHO 3HAYHMA
BPOLEHA ChpIEYHA HEOCTATLYHOCT, KAPIUOMHOMATIHH, MHOKapAeH HHGAPKT, NOTEHLHANHO
*KHBOTO3ACTPALIABAIIN APHTMKH, KAKTO U KAHAIONATHH (HAPYIUEHHA, NPEAHIBHKAHH OT
OucyHKLIUA Ha HOHHHTE KaHAH)

. l'lpenmecmamu MO3BYHO-CHIOBH 3a00/1ABaHHA, uepeﬁpa.nHa dHEBpH3IMA, CbAOBH aHOMANHH,
BKNIOYMTE/IHO BACKYHT MK HHCYIIT.

44 CrneusalHn npeaynpexiaeHns H NPeANa3AA MEPKH NPH ynoTpeba

Jleyenuneto ¢ MeTHIEHNIAT HE € NOKA3IAHO NpH BCHYKK mauneHTH ¢ PIIBX u pewennero 3a
ynotpebara Ha nekapcTBoTO TpAGBA [a C€ OCHOBAaBA HA MHOTO 33aAbN004EHO H3CIeIBaHe Ha CTEMeHTa
H xpoHudULHpaHe Ha CUMNTOMHUTE Ha NauMeHTa. Korato ce oOMHCnsA fedeHre Ha Jelia, OUEHKATa Ha
TEXHECTTA M XPOHU(HUHPAHE HA CHMTITOMHTE Ha AeTeTo TpAGBa Na ObLAAT CEBP3AHHU C BL3PACTTa MY
(6-18 roaunn).

HwarocpouHa ynotpeba (moeeue ot |2 Meceua)

Be3zonacHocTTa ¥ edexTHBHOCTTA Ha NpOABLIKHTENHATA YNOTpeGa HA METUAQEHNIAT HE ca
CHCTEMATHYHO H3CNEABAHU B KOHTPOMMpaHK NpoyusaHus. Jleuennero ¢ metnndenunar He Tpabsa u
He € 3a0BDKHTENHO A3 € HeorpaHuueHo. [Ipu Aeua u 1oHoWH To OBUKHOBEHO MOXKE Aa ce
NpeycTaHoBi No BpeMe Ha myGeprera win cnexn Hero. [aunenTHTe Ha NPOABMKKTENHA TepanHa (T.c.
Hag 12 mecena) TpaOea fa 6bAAT 00EKT Ha BHUMATEAHO ABATOTPAHO NPOCNeaABAHE B CHOTBETCTBHE
€ HACOKHUTE, JafeHH B TOUKH 4.2 1 4.4 ¢ oryien Ha CbCTOAHHETO HA CHPASYHO-CHIOBATA CHCTEMA,
pacTeka (aeua), TErfOTO, aNETHTA, PELHAHBHPAHETO HITH BAOLIABAHETO HA MHHAJIH NC L
pasctpokcrea. [IcHXHYUHHTe pascTpoiicTBa, KOHTO CefBa Na Ce pOoC/ieadBat, ca Higg

BKJIIOYBAT (HO HE CaMo) IIBHraTeHH H BOKAIHH THKOBE, arPECHBHO HNH Bpaxaed, 74
BEB30YAEHOCT, TPEBOXKHOCT, DETIPECHS, TICHX03a, MAHHA, WIIO3HH, Pa3apasHUTEN|
CMOHTAaHHOCT, 3aTBOPEHOCT H NMPEKOMEPHA NEepCeBepPaLms,




JlexapuTe, KOMTO peLlaT Aa ApuaaraT MeTundeHnaaT 3a MPOABLDKUTENHH NEPHONH OT BpeMe (foBeue
ot 12 meceua), TpadBa NepHOAHYHO Aa H3CJIEABAT ABITOCPOMHATA [I0/133 OT JIEKAPCTBOTO 34 BCEKH
OTAEAEH NAUMEHT ¢ NpoGHM NnepHoaHn 6e3 NpHIIokeHHe Ha NeKapCTBEHHA MPOAYKT, 3a 12 OLEHAT
¢yHKuMHTE Ha naunenTa Ges papmakoTtepanusa. [penopbusa ce ynotpe6ata Ha MmeTHAdEHHIAT na ce
CMHpa Haii-Manko BEAHEK FOMMIIHO, 32 1a C€ OLEHU ChCTOAHHETO Ha MauHeHTa (MpH Aeua 3a
NpeAnoyYHTaHe N0 BPEME HA YHHIHLIHHTE BakaHUHH). [TonoBpeHHeTo MOXKe A2 € HanuLle, JOPH KOraTo
ynotpebara Ha IeKapCTBEHUSA NPOAYKT € BPEMEHHO HIIH OKOHYATENHO TIPEYCTAHOBEHA.

Ynorpefa npu nauHeHTH B cTapyecka Bb3pacT

MetundeHunat He TpAGBa 1a ce NpHIara NpH NauleHTH B CTapyecka Bbapact. BesonackocTTa H
edeKTHBHOCTTA B Ta3H Bb3PacTOBa rpyna He ca ycraHoBeHH. KoHuepTa He € npoyusana npu PZIBX
NpH NAUHEHTH Hagd 65 roauHH.

Ynorpeta npy geua nog 6 roguHu

MBTHHC})EHHﬂaT HE 'rprBa Aa ce npuaara npH [eua noa 6 rofHHH, nopany JUIncara Ha JaHHH 34
fe30nacHoOCTTa ¥ BCbEKTHBHOCTTa B Ta3H Bb3pacToRa rpyna.

ChCTOAHHE HA CBHPIEYHO-CHAOBATA CHCTEMA

3a NMALHEHTHTE, HAa KOHTO NPEACTOH NNEUYEHHE CbC CTUMYJIHPAILH JIEKAPCTRA, € HeoOxonuma
BHUMAaTCNHa aHAMHE3a (BKJ]IO‘IHTCJIHO H TIPpOYYBAHE 34 (baMHﬂHa AHAMHE3a 34 BHE3ANHA ChpOCUHA HITH
HeoOACHHMA CMBPT HNH 3NM0KAYECTBCHA apHTMI’IH) H (lJHJHKaJ'lCH nperaen, 3a ad ¢¢ YCTaHOBH
CBEHTYANHO HANMUYHE HA CBPACYHO 3alonapane, H T ’I'pﬂﬁBa a NpEMHUHAT JONTBJIHHTENMHH
H3CAENBAHHA NPH CNCUHANKUCT KapaHOIor, B CJI}"-IH.ﬁ Y€ NbPBOHAYAIHUTE PE3YNTATH Npeanonarar
HAJTMMKETO Ha NogoOHa aHaMHe3a UNH 3abonABaHe, [Maunenture, pPa3iBHIH CUMNTOMH KATO
NannuTalLuH, GONKU B I'bPAUTE MPH Cl)H3H'IECKO HaTOBapBaHE, HeoOACHUM CHHKOII, AUCNHEA UNH
Apyru CUMNTOMH, Npeanojaray CbpiacyHO 3abonaBaHe no BpeME Ha JICHSHHETO C MeTHH(lJEHHﬂaT,
TpHGBa He3abaBHoO Oa NPEMHHAT HICNEABAHHA NPH COCLUHANHCT KapaHoor.

AHANH3IKTE Ha NAHHHU OT KNMHHYHY TIPOYYBaHNA HAa MeTHI(eHUaaT mpu Aeua K wHowuK ¢ PABX
NOKa3BAT YECTH CIy4aH Ha MPOMEHH B AHACTONIHOTO M CHCTOMIHOTO KPBBHO HANATAHE HA NALMENTH,
npHemalin meThidernaar, ¢ nosede ot 10 mmHg B cpasHeHHe ¢ KOHTPONHHTE MAUMEHTH.
[MoBHLIEHHA HA CTOHHOCTUTE HA AHACTONHOTO M CUCTOMHOTO KPBLBHO HanAraHe ca wabnionasatu U B
NaHHHUTE OT KIHHUYHUTE HIMHTBAHUA MPH Bb3pacTHH nauueHTH ¢ PIBX. Kparkocpounure v
NBATOCPOHHHTE KIMHUYHH NOCIEONUH OT Te3H €lekTH BLPXY ChPASYHO-CHAOBATA CHCTEMA NPH Aela
Y IOHOLIH He ca W3secTHH. He Moske na ce MIKMOYH BL3MOMKHOCTTA OT NOABATA HA KJIHHHYKH
YCHOXKHEHHS NMpeABUA edekTUTe, HaBNKOAABAHK B IAHHWTE OT KAHHMYHHTE NPOYyYBaHHA ocobeHo B
CAyYaH, KOraTo NEYEHHETO N0 BpeMe HA AETCTBO/IOHOLIECTBO € MPOABLJIKHIIO H B 3pANIa Bh3PacT.
TpaGsa na ce NoAX0XKAA ¢ NOBHIIEHO BHHMAHHE NPH JeYeHHETO HA NAUHEHTH, MHETO
MbPBOHAYAIHO YCTAHOBEHO 3AP2BOCNIOBHO CHCTOANHE MOXKe Aa ObAe HIT0MEHO HA PHCK OT
MOBHIMABAMETO HA KPLBHOTO HAJIATAHE HAN YYECTABAHETO HA ChPAEYHHA PHTBLM. Biokte
To4ka 4.3 38 YCNOBHA, NPH KOUTO IEYEHHETO C METHNGEHHAAT € NPOTHROMOKA3aHO,

CueTofHHETO HA ChpPAeYHO-CHAOBATA CHCTEMA TpﬂﬁBa BHHMATEMIHO 1A CE CACAH. Kp’bBHOTO
HaNAraHe H NyJjicsT 'rpnﬁsa Aa ce PErHCTPHPAT B AHACpaMa NpH BCAKA NPOMAHA HA A03aTa M
Haif-Manaxo Ha Becexku 6 mecena cnex Tosa.

METHJ’HI)CHIH]BT TpﬂﬁBa na 0nae NpeyCTAHOBCH NPH NAUHEHTH HA JeUeHHE ¢ NOBTAPALIA Ce
TAXHKapIuA, apHTMHAA HJIH NOBHIMIEHO CHCTONHO KPBBHO HANArane (>95-Tll nepceHTnJl) H
Tpnﬁna aa ce 0GMHCIH HACOYBAHE KBM KapauoJjer.

VYnorpe6ara Ha MeTHNIPEHHAAT € NPOTHBONOKA3aHA NPH aHAMHE3A 33 HAKOH CbpAEUH
3aGonaBaHMKs, OCBEH AKO HE Ce B3eMe MPENopPpLKa OT CNENHANHCT M0 KAPAHOIOTH
Touka 4.3).



Brezanna cMopm u MURGRU CPYKIMYPHU COPOEURY GHOMATUY WA OPY2U CEPUOHU COPOSUHU
Hapyuwenua

Cbobiuaea ce 3a BHe3amHa CMBPT, CBbpP3aHa C yno*rpeGaTa Ha CTHMY/IAHTH Ha LEHTPaNHATA HEPBHA
cHcTeMa B oOHUaliHK DO3H NPH NALHEHTH, HAKOH OT KOHTO Ca CbC CTPYKTYPHH CBbpPOCYHH aHOMANHK
HIIH OIpYry CEPHO3HN HPOGJTCMH Ha CbpLETO. B'bnpem Y€ HAKOH CCPHO3ZHH CHPACYHH ﬂpOﬁﬂeMI’l MOXe
caMH no cede cH na NPEACTABIABAT NOBHLIEH PHUCK OT BHE3AMHA CMBPT, yr|0Tpe6a'ra Ha CTHMYTHpALIH
NPOAYKTH HE C€ npenopbusa NpH NallHeHTH C YCTAHOBCHH CTPYKTYPHH ChpPACYHH aHOMAITHH,
KapaHOMHOMNATHA, TEKKH HAPYILIEHHA HA CBPAEYHHA PUTBM HITH APYTrH CEPHO3HU CBPOCUHH
npoﬁnemu, KOHTO MOXKE 0a 't OCTaBH B NOJIOMKEHHE HA NOBHILCHA YA3IBHMOCT KbM
CHMNATOMHUMETHYHHUTE EQ)CKTH Ha CTHMYTHPALLOTO JICKAPCTBO.

Bb3pacThu

CpobiteHn ca BHE3AMHH CMBPTHH CAYYaH, HHCYAT U HHOAPKT Ha MHOKAPAA NPH BB3PACTHH,
npHeMally CTUMYAUpPAILK iekapcTea B o0Ouuaitin 103w 3a PZIBX, Bunpeku ue ponara na
CTHMYNAHTHTE B TE3H CITyYaH Ha BE3PacTHH € HEH3IBECTHA, BB3PACTHHTE HMAT NO-rOAAMA BEPOATHOCT
OT JI€LaTa 1a HMaT CEPHO3HH CTPYKTYPHH ChpAEYHH aHOMAJIHH, KADAHOMHONATHA, CEPHO3HH
aHOManHH HA ChPAEYHHNA PHTBM, KOPOHAPHA apTepHanHa 60lecT HAH APYTH CEPHO3HH CLPACUHH
npoGnemMH. Bp3pacTHH ¢ TaKKMBA aHOMAIMH CBLLO KaTO UANO He TPAGBA Aa ce JIEKYBAT Che
CTHMYJIHPAIIY JIEKAPCTEA.

Henpasunia ynompeba u copieuno-cb0o6u peaxtjuil

HenpaBHnHaTa yn0Tpe6a Ha CTUMYJTAHTHTE HA UECHTpaMHaTa HEPBHA CHCTEMA MOXKE Aa A0BEAAT N0
BHE3aMHa CMBPT H APDYTH TEXKH CepACHHO-ChA0BH HEXENAHH PCAKLIMH,

Mo3bYyHOCHA0BH 3a00nsaBaHKA

3a MO3BYHOCBAOBHTE CBCTOAHHA, MPH KOMTO NEYEHHETO C METHI(EHHAAT € NPOTHBOMOKA3aHO, BHIKTE
Touka 4.3, TTauKeHTHTE C NONBLAHHTENRY PHCKOBH (PAKTOPH (KaTO aHAaMHE3a 32 ChPAEUHO-CHAOBO
3abonaABaHe WK CHIBTCTBALLM JIEYEHHA, NOBHINABALUH KPEBHOTO HANAraHe) TpsAGBA HA BCAKA BU3KTA
CHe/ 3amoYBaHe Ha JIEUEHHETO € METHAGEHNAAT la IPEMUHABAT Nperaen 3a HeBPOROTHYHH NPH3HALM
H CHMMTOMH.

lepeGpanHuAT BaCKYINT € MHOTO PAIKO CPELIAaHa HAHOCHHKPATHUHA PEAKLHA KbM H3NAraHETO Ha
MeTindenuaar. ChILecTsyBaT MaNko AOKA3aTENCTBA 3a TOBA, Y€ MALHEHTHTE C MOBHIIEH PHCK MOraT
[1a 6bLAAT Pa3MOIHATH ¥ IILPBATA NPOABA HA CHMIITOMHTE MOXe A2 GbIe NBPBHAT NPH3HAK 32
ChIUECTBEH KIHHNYEH npobneM. PaHHaTa nuarxo3a, noctaseHa Ha Ga3aTa HA BHCOKA CTENEH Ha
NpeanoaoKeHHe, MOKe 12 NO3BO/H HABPEMEHHOTO NpeyCTaHOBABAHE Ha TEpanMATa ¢ MeTHI(PeHHaaT
H paHHO JieyeHHe. 3aToBa TpAGBa 1a c€ AHArHOCTHUHMPA BCEKH MAlHEHT, pa3BHI HOBH HEBPOJIOTHUHH
CUMOTOMH, KOHTO OTrOBAPAT Ha UepeGpanHa HCXeMHA MO BpeMe Ha TepanuaTa ¢ MeTundenunar. Tesu
CHMMNTOMH MOXE 13 BK/IIOYBAT TEXKKO MaBo0oHE, CKOBAHOCT, OTNANHANOCT, NAPAIH3A W HAPYIUEHHE
Ha KOOPAMHALMATA, 3PEHHETO, TOBOPA, €3MKa MK NaMeTTa.

Jleuenneto ¢ MeTHNdEHNIAT HE € MPOTHBOIMOKAIAHO TIPH MALMEHTH C XeMUMIErHuHa uepebpanHa
napesa.

[Mcuxuunu pa3zcTpoitcTha

PaiButHeTo Ha ABE unK noseve napanenHu ncHxHYHU 3aGongasanug npu PIABX e yecto cpewano
ABNEHHE H TO3H hakT TpAGBa 1a ce OTUHTA, KOTATD CE MPEANUCBAT CTHMYNNPALLIU NPOAy
HAMANOTO HA NIeYEHHETO ¢ METHNPEHUAAT NALWEHTHT TpAOBEA Na ce npernena 3a Han
NCUXHYHH pazcTpoiicTea v TpAGBA 1a ce cHeMe daMUIHA AHAMHE3A 33 ICHXHYHH
Touxa 4.2). B cnyuaii Ha nosBa Ha NICHXHMYHU CUMATOMM WH BAQLUARAHE HA MHH
pascTpoficTBa He TpAGBa Ja ce npHiiara METHIGEHHAAT, OCBEH aKO MOJI3UTE HE C
PHCKOBETE 3a MaLHeHTa.




“pﬂ BCAKA NMPOMAHA HA 403aTa Tpnﬁsa Aa ce cJean 3a MoABA HA HOBH HJIH BJOILIAaBaAHE HA
MHHAJIH NCHXHYHA paacrpoiicrna, a cjell TOBA HA-MAJIKO Ha BCeKH 6 Meceua n Ha BeAKa
BH3HTA. Moxe na e YMECTHO Xa €€ NPEYCTAHOBH TEPANMHATA.

3acuneane Ha MUHAAU RCHXOMUYHU WIH MAHUTHE CUMAMOMU

l'lpunoxceﬂue'ro Ha MeTHJT(l)CHH.ClaT NPpH NCUXOTHYHH NAUHEHTH MOXKE Ja 3aCHAH CHMITTOMHTE Ha
MOBEOCHYECKO CMYUICHNUE H MHUCIIOBHO pa3c-rp01'—'1(:‘rao.

Ilosea na Hoau NCUXOMUNHI URY MAHUHHU CUMRIMOMU

B1L3HHKHAANTE MO BpEME Ha fleHeHHe NCHXOTHYHH CHMITOMH (3pUTENHH/ 0ce3aTeNHH/CNYXOBH
XANIOUMHALKH W MAHO3HH) WM MaHHA NPH NaUHeHTH 6e3 MUHANA AHAMHE33 338 ICHXOTHYHH
3a00A59BAHHS HIH MAHHA MOE 12 ca NPHUHHEHH 0T MeTHA(eHHIaT B o6HYaiiHK 003H (BXkK. Touka 4.8).
B cnyuait Ha nosBa Ha MaHUHHH MK ICHXOTHYHH CHMITTOMH TpAGBa 13 ce OT4ETE Bh3MOXKHATA
NPHYHHHA POJIR HA METHAGEHNAAT K MOXKE a € YMECTHO JIEHEHHETO 1a Ce MPEYCTAHOBH.

AzpecusHo unu epadcoebHo nogederue

JleueHHeTO CbC CTHMYAHTH MOXKE a MPHYHHH NOABA UM 3aCHABAHE HA NPOSBHTE HA ArPECHA HITH
Bpax<aeOHOCT. 3a NpoABH HA arpecHs ce chobLWABa MPK NAUKEHTH, NIEKY BaHH ¢ MeTHAdeHnaaT (BxK.
Touka 4.8). [aunentnre, nexysanu ¢ MetindeHnnat, TpaGBa BHUMATENHO A4 CE CEOAT 32 NMOABA WM
32CHABAHE Ha NPOABHTE HA ATPECHBHO NOBEIEHHE HIH BPaXXAeGHOCT B HAYAMOTO Ha NIEUEHHETO, MpH
BCAKA MPOMSAHA Ha [103aTa, e/l KOeTO Hal-ManKo Ha BeekH 6 Mecena i Ha BesAka Bu3uTa, Jlekapure
TpabBa 1a NpeueHABAT HyXIAaTa 0T IPOMAHA HA PEXHMA Ha IEYEHHE NPH NALHEHTH C IPOMAHA B
NoBeieHHETO UMAITKH NPeaBHA, Ye MOXKE 12 € YMECTHO NMOBHLIABAHE MK HAMANABAHE HA 103aTA.
Moxe na ce 0BMHCIH MPEeKpaTABaHE HA IEYEHHETO.

Crnonrocm kbM cavoybuiicmeo

TTaineHTHTE, NOKa3BaltH CYHUHIHH HACALMK HIH NOBEAECHHE IO BpeMe Ha neveHuero 3a PIABX,
TpabBa HesabaBHO Aa 6bAAT ipernenaHy ot ceos aexkap. TpaGea a ce OTYETE BNOWABAHETO HA
NMbPBOHAYANHO YCTAHOBEHOTO NICHXHYHO CHCTOAHHE H HA BEPOATHATA NPHYUHHA PONA Ha JEYEHHETO ¢
MeTundennaat. Moxke na ce HANOXH IEYEHHE HAa NBPBOHAYANHOTO NCHXHYHO 3a0onaBaHe H TpAGBa
na ce o6CbAM Bb3MOMKHO NIPEYCTAHOBABAHE HA TEpPANMHATa ¢ MeTHIdeHUAAT,

Tuxose

EdexTsT Ha MmeTundennaaT e cBbp3aH C NOABATA HIH BAOIIABAHETO HA ABUraTEHH K Bepbaniy
THrOBe. CholLIaBa ce ChLIO U 3a CTy4YaH Ha BIOLIaBAHE HAa CHMHAPOMa Ha Type (Bk. Touka 4.8).
Tpabea na ce npoyuH dhaMiIHATA AHAMHE3A 1 IEYEHHETO ¢ MeTUNdeHuaT Tpabea oa e
MpeAIIECTBAHO OT KAHHHYEH MPErIEN 33 THKOBE HITH CHHAPOM Ha Type. [TaunenTuTe TpaGBa pegOBHO
Oa ce Npocneafsar 3a MoABa MY BAOLIABAHE HA THKOBETE MO BPEME Ha NEYEHUETO ¢ METHN(EHHAT.
IMaunenTiTe TPAGBA Aa ce MpocAeAABAT NPH BCAKA NMPOMAHA HA J03aTa, LIEA KOETo Hail-Manko
Ha BCeKH 6 Mecella MJIH HA BCAKA BHIATA,

Tpesoacrocm, 8v3bydenocm win Hanpezramocm
ITpu mauMeHTH, EKyBaHH ¢ MeTHI(EeHHAAT ce ChoOLIARAT MPOABH HA TPEBOXKHOCT, BL30YACHOCT H

HanperHaTtocT (Bx. Touka 4.8). EdexTsT Ha MeTHNdEHHAAT e cBBP3aH CHUIO C BIOIIABAHETO HA
MUHAMH NPOABH HA TPEBOXKHOCT, BL30YReHOCT MNK HanpersaTocT. TPeBKHOCTTa BOAM A0

NMaUKMCHTHTE TpilGBa pexoBHO Aa ¢€ OPOC/IeAABAT 33 MOABA HAH BAOIMABAHE BA
BpEME Ha EYCHHETO, MPH BCAKA MPOMAHA HA J03aTA, cjael KoeTo HAali-MaaKo
H/TH HA BCHKA BHIHTA.



Dopru Ha BUNOAAPHO PAzCMPoticmeo

Mpu ynotpe6ara va metundenunar 3a nevenue na PJIBX npu maumeHTH ¢ napanentHo GunonspHo
Pa3cTPOACTEO (BKIIIOYHTENHO H HENEKYBaHO GHnonapHo pa3cTpoiicTeo THN | unu apyru dopmu Ha
GunonsapHo pascTpoiicTeo) TpabEa Aa ce NOAX0%AA C 0OCOGEHO BHUMAHME, Thil KATO € BL3IMOXHO TOBA
Nla npeax3BHKa MOABATA HA CMeceHW/MaHHHHH enu3oau y Tax. [peny aa 3anounar neuexue ¢
MeTHUA(EHUIAT, MAUHKEHTHTE ChC CBIBTCTBALLM AENPECHMBHH CHMNTOMH TpsA0Ba 1a NMPEeMHHAT nperien,
3a Ja ce YCTAHOBH JA/IH €A HINOXKEHH HA PHCK OT GunonapHo pascrpoiicTeo. [IperneasTt Tpabsa aa
BKAIOYBA MOApo6Ha aHAMHE3a HAa MCHXOTHYHHTE 3a00/ABaHHA, BKIIOUHTENHC H (JaMH/IHA aHAMHE3a 33
ciyuaH Ha caMoy6uiicTso, GumonapHo pasctpoiicTeo M Aenpecia. HenpexbecHaToTo AbaroTpaiino
NPOCHCAABANE € OT CHLINECTBEHO JHAUEHHE NPA Te3H NalHeHTH (BXK. ,,JIcuxa4yan pascTpoiicTea”
no-rope n Touxa 4.2), launenTHTe TPAGBA Aa Ce NPOCNEAABAT 32 CHMITOMH PR BRCAKA
NpoMAHA HA J03aTa, cJiell K0eTo Hali-MaNKo Ha BCeKH 6 Mecella M HA BCAKA BHINTA.

Pacrex

Ipyx nponbmxuTenHa ynotpeda Ha MeTiideHnaaT npH Jena ce cbobInaBa 3a yMEpEHO MOHMIKABAHE B
HAJLNABAHETO HA TETNO M 3a0aBAHe Ha pacTeka. Crobluapa ce 3a HAMANABAHE HA TEIMOTO NPH JeYeHHE
Ha BB3PACTHH ¢ MeTHN(geHHaar (BxK. Touka 4.8).

E(belc'rm‘e Ha MCTHHq)CHHﬂaT BbPXY BHCOYHHATA H TETNIOTO BCE OLUE HE CA M3BECTHH H €€ U3YYABAT.

Ilo Bpeme Ha AeveHHeTo ¢ MeTHIGEeHHAAT TPRGBA A2 C€ CJIEOH PACTEXBT HA NANHEHTHTE.
PueThT, TErN0TO H aneTHTLT TPAGBA 1A ce perHcTpHpAaT Haii-MaaKo Ha BCeKH 6 Mecena B
AnarpaMa Ha pacTexa. [lauueHTHTe, YHHTO TErNI0 HIH PBCT He Ce MOKAYBAT CLIIACHO OMAKBAHMATA,
MOME 1A Ce HAJOXY 12 NPEYCTaHOBAT NeueHueTo. [Ipu Bb3pacTHUTE TernoTo Tpabsa na ce
npocnensBa pesoBHO.

[Mpunagbuu

MeTtundenunat Tpabea Na ce NnpuUIara C NOBHLIEHO BHUMAHHE NPK MALMEHTH ¢ eTIHENCHS.
MeTHndeHUaaT MO#e A3 NOHIKK KOHBYJICHBHHA NPar MPH NaLMEeHTH ¢ aHAMHE3a 32 NIPHIAIbIH,
nauMenTtH ¢ munanu EET" oTknoHeHus Npy OTCHCTBHE HA IPHUIIANLLM H B PeAKH CIy4YaH npu
naunenTH Oe3 anamHesa 3a repuoBe H 6e3 EEI” oTknoHeHHs. Ao yecToTaTa HA MPUNATLUMTE ce
YBEIMYH HITH CE NOABAT HOBH MPHNAALLIM, TEPANUATA C METHI(EHNAT TPA68a Aa ¢e NPEYCTAHORH.

[puanu3bsm

Hma cbobuieHna 3a NPOABIIAKHTENHH H BonesHeHu CPEKUHH, CBBbP3aHH C IIPHEM HA NPOAYKTH,
CbIbpiKallH MeTHJ’IfbeHHHa’I‘, NpeAMMHO BEB BPB3Ka C NPOMAHA HA CXEMaTa Ha NeYeHHE C
MCTHH(beHHﬂaT. Hauueu'm, fIPH KOUTO C€ MOABAT HeoBGHy4aiiHo NPOABTAKHTEAHH HAKH YECTH H
GonesHeHH €PEKUHH, Tpnﬁna Oa NnoTepcart He3abaBHO MEeJNUHHCKA MOMOLI,

Ynorpeba chC CEPOTOHHHEPTHYHH NEKAPCTBEHH NPOAYKTH

CepoTOHHHOB CHHIPOM € ChoGLIABAH Cel efHOBpeMenHa ynoTpe6a Ha MeTundenunar u
CEPOTOHHHEPTHYHH AEKAPCTBERH NPOAYKTH. AKO eIHOBPEMEHHATA yNoTpe6a Ha MeTUN(EHHAAT H
CEPOTOHMHEPIHYEH TIEKAPCTRBEH NPOAYKT € onpaBaaHa, 6bp30To pa3no3HaBaHe HA CHMNTOMHTE Ha
CEPOTOHHHOB CHHAPOM € BaxKHO. Te3H CHMNTOMH MOraT Aa BKIIOYBAT NPOMEHH B ICHXHIHOTO
CBCTOAHHE (Hanp. Bb30yAa, XaMOUHHALHY, KOMa), aBTOHOMHA HECTaOHITHOCT (HAMp. TaXHKAPa
NaGHIHO XPBBHO HANATAHE, XHMEPTEPMHA), HEPBHO-MYCKY/THY aHOMANHH (Hatp. XHnepgetiap
HEKOOPAHHHPAHOCT, CKOBAHOCT) W/WIH CTOMAalIHO-YPEBHH CHMNITOMM (HAMp. TaLeH / ﬁ*
auapua). [1pu cbMHEHHE 33 CEPOTOHHHOB CHHAPOM NMpHEMa Ha MeTHdEHHIAT TP
NpeycTaHOBEH BL3IMOMHO Hali-CKopoO.

3noynotpeba, HenmpaBUAHa ynoTpeda H OTKNOHEHHE




[TaunenTute TpaGsa na ce NpocnensBaT BHHMATEIHO 3a PHCK OT OTKJIOHEHHE, HenpaBHiHa ynoTpe6a
H 3noynoTpe6a ¢ MeTungerHaarT.

METHﬂ(bBHI‘UlaT TPHGBa oace yno*rpeﬁsma € BHHMAHHE NPH MatHEHTH ¢ HAPKOTHYHA WK allKOXONHa
3aBHCHMOCT MNopaaH pHCK OT :moynm‘peﬁa, HEMNpasHnHa yncnpeﬁa H OTKIIOHEHHA.

Xponuvnara 3noynorpeba ¢ MeTHAPEHNUAAT MOXKe Aa AOBEAE A0 HIPA3EHA [IOHOCHMOCT H ICHXHYEcKa
3aBHCHMOCT C PA3TM4KH CTENEHH Ha aBHOPMHO NoBeaeHHE. BhaMoxHA € 10ABATA Ha ABHH
MCHXOTHYHH ENMH30H 0cobeHOo B pe3yJITaT HA NApeHTEpanHa 1oy notpeta,

INpu B3emaneTo Ha pewenHe 3a Kypca Ha neyeHue Ha PIIBX 1pa6ea aa ce pieme npeasua sbipactta
Ha MalHeHTa, HAKYHETO Ha PHCKOBH (JAaKTOPH 38 PA3CTPOHCTBA CBE 3NM0yNoTpe6a ¢ HAPKOTHYHM
BELISCTBA (KaTO MapanenHo ONO3HIHOHHO-aFPECHBHO HIH NOBEIEHYECKO PAa3CTPONHCTBO M GunonspHo
pasctpoitcteo). [penopbusa ce ocobeHo BHUMAaHHE NPH eMOLMOHANHO HeCcTaGHNHH NALUEHTH,
HanpHMep NAUMEHTHTE ¢ AHAMHE3A 33 HADKOTHYHA WK ANKOXO0JHA 3aBHCHMOCT, Thil KATO T MOXeE J1a
yBeNIHYaT A03aTa N0 CBOS HHUUMATHEA.

Tepaana c METHJ’Id)CHHIlaT HIIH OPYTH CTUMYNAHTH MOXE 1a He ¢ MoAX0oAAla 33 HAKOH MAUUEHTH C
BHCOK pHUCK OT 3J'[0)V1'IOTp€6& € HAPKOTHUH H TpSIGBa a c€ MPpEABHAH NREYCHHE C HECTUMYNHpALH
BELUECTBA.

Cnupaue Ha ICKApCTBOTO

CI'IHPEIHCTO Ha ynmpeﬁara Ha NEKapCTBOTO HIHCKBA BHHMATCTHO Haﬁnm.ueuue, Tbif KATO TOBA MOXE
Aa NpeaH3BHKa NenpecHn, KAKTO H XpOHHYHA CBPBXAKTHBHOCT. an HAKOHW MauHueHTH MOXKe Oa ce
HaNnOXH NPOABHKHTEAHO NPOCNeRABaHE.

Cl'alaI-leTO Ha 3noyn0’rpe6a‘ra C NEKApPCTBOTO U3HCKBA BHHMATE/IHO HaGIIIOJIEHPIB, TBi KaTO MOMXE Oa
C€ MOABH TEXKKA ACMPECHA.

Ymopa

MeTtuagenunaar ne TpabBa Aa ce H3INONIBA 32 NPODHNAKTHKA UAM JleYeHHE HA HOPMATHH CbCTOAHUA
Ha yMopa.

[MomoHi Bewectsa B KoHuepra

To3u nekapcTseH npoayKT ChABPXKA AKTO3a: MAUHEHTH C PEIKH HAacneacTBERH npobieMu Ha
HEMOHOCHMOCT KbM I'A1AKTO33, MbJICH NaKTa3eH AehHUMT KK TI0KO30-ranakTo3Ha ManaGeopbuna He
TpaGBa [a NPHEMAT TOBA NEKAPCTBO.

Beska Tabnertka chaspka no-manko ot | mmol sarpuii (23 mg), T.e. NPaKTHYECKH HE ChAbpKA
HaTpHii.

Hsbop Ha nexapcreeHa dopMa Ha MeTuadenugaT

H36opsT Ha nekapcTsena opma Ha NPOAYKT, ChABPKALL MeTHAdeHUAAT, Tpabea Na ce HANPABH OT
JlekyBatuus CNeLHaTHCT 33 BCEKH OTAENeH MALMEHT H 33BUCH OT NNAHWPaHaTa MPOAbMKHTENHOCT HA
edekra.

TecT 3a HAPKOTHUH B KPLBTA

To3u npoaykr cbabpika MeTHA(PEHHNAT, KOHTO MOXKE Ja NPeNH3BHKA OTPEILEH
pe3ynTat nipu nabopaTopHy U3CTEABAHUA 32 aMpeTaMHHK M MO-CNEUMANHO C UM
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CnopTuctiTe TpabBa 0a ca HascHO, 4e TO3H JIEKAPCTBEH NPOAYKT MOXKE 1a NPeaX3BHKA NONOKHTENHA
peaxuusa Ha ,,AHTHOONMHHIOBH" TECTOBE,

brOpeuHa uny yepHOAPOGHA HEAOCTATBYHOCT

Jluncear aaHnu 3a ynotpebara Ha MeTHAGEHNAAT NpH NAaUKEHTH ¢ 6b6peuna unn yepHonpobHa
HEJOCTATBUHOCT.

Bausauue BBbPXY KPBLBHATA KAPTHHA

Awnrocpounara Ge30MacHOCT Ha fieYEHHETO C METII(EHHIAT He € HAabIHO W3BecTHA. B crryuyaii Ha
JIEBKOMEHNA, TPOMOOUHTONEHHUS, AHEMHS HITH NPYTH H3MEHEHHA, BKIIOUHTENHO U H3IMEHEHHATA,
NOKAa3aTeNHH 3a CEPHO3HH ObOpeunn nnn yepHoapoGHH 3abonaBanua, Tpabea na ce obcban
NpeKLCBAHE Ha NledeHneTo (Bx. Touka 4.8).

B13MOXHOCT 33 cTOMallIHO-YpeBHA 0GCTPYKLIHA

Toit kaTo KonuepTa TabneTky ca HefledOpMUpYeMH W HE IPOMEHAT Oce3aTenso Gopmara cu B
CTOMALUHO-4PEBHUA TPAKT, OGMKHOBEHO He TpAGBa Ja ce NPHIAraT NPH NALMEHTH ¢ NPeaUeCTBaLlH
TEKKH CTECHEHHS HA TPAKTa (MAaTOAOTMUHH WITH ATPOTEHHH) HIH NPH MAUHEHTH ¢ aMcharua Wau
3HAMMTENTHO 3aTPYAHEHO NOrNbUIAHE Ha TabneTku. B penxu cnyuau ce cbobiuasa 3a 06CTPYKTHBHH
CHMIITOMH NPH NAUHEHTH CbC CTECHEHHE, BEB BPb3Ka C MOTTbIUAHETO HA JIEKAPCTEA B
HenedopMupyema nekapcTeeHa gopMa ¢ yabmkeHo ocBobokasane,

Iopagu nu3aiiHa Ha yawnmxeHo ocsoCoxaaBate, Tabnerkute Konuepra TpaGea oa ce npunarat camo
NpH NAUHEHTH, KOHTO MOTaT [a MK NOTbuaT uenu. laurentnre Tpadea na 6baat uHPopMHpaHu, g€
TaGnetxure KoHlepTa TpaGBa na ce rbATAT LE/H € NoMoLUTa Ha TewHoCT. Te He TpaGea Ja ce AbBYaT,
MYOAT HIH HaTpoutasat. JIekapcTBOTO Ce ChABpKA B HeabcopOupyeMa kancyna, KoATo €
npeJHazHaueHa Na ro oceoboOXaBa ¢ KOHTpotMpaHa ckopocT. Kancynarta na TabneTkara ce M3XBbpAs
OT OPraHK3Ma, 3aToBa NaUKMEHTHTE He TpAOBa Aa ce NPHTECHABAT, aKO Cy4aifdo 3abenexar B
H3NPaXKHEHHATA CH HEIO, KOETO NPUNHYA Ha TabneTka.

4.5 BianmoneiicTEne ¢ APYrH JleKapcTBEHH MPOAYKTH U ApYrH GOPMH HA BIaumMogeitcTBHE

CDapmaKoquequu B?-aMMOgeFlCTBHﬂ

EdexTdT Ha MeTunpeHUIAT BBPXY NIa3MEHHTE KOHUEHTPALMH HA eAHOBPEMEHHO NPHITAraHH
NeKapcTBa He e H3gecTeH. 3aToBa CE MPENOPbYBA A3 C& BHUMAaBa NpH KOMOUHHPAHETO Ha
METH(EHHAAT € APYTH IEKAPCTBA, OCOOEHO TAKHBA € TECeH TepaneBTHYEH NPO30pelLl.

Metundenupar He ce MeTaGonusupa upes untoxpom P450 no crenen ot kaMHHuHe sHaverue. He ce
O4aKBA HHOYKTOPUTE H UHXUBMTOPHUTE Ha LMTOXpoM P450 na okaxat BAHAHKE BBPXY
papmakoxunernkara na metundennaar. H o6patHo, d- 1 l-eHanTHOMepHUTe Ha MeTHAdEHNIAT He
uHxuOHpaT ceoTBETHO UMTOXpoM P450 1A2, 2C8, 2C9, 2C19, 2D6, 2E1 unk 3A.

Cnopen nakon Joknany obaue MeTundeHnIaT Moke 1a HHXHOHpa MeTaboNKM3Ma HA KyMapHHOBKTE
AHTHKOAryNaHTH, aHTHKOHBY/ICAHTHTE (Hanp. deHobapburan, PeHHTOMH, NPUMOLOH) H HAKOH
AHTHAENPECAHTH (TPHUMKIHLM H CENEKTHBHH HHXHOUTOPH Ha 0GPATHOTO 3aXBalllaHE KA CEPOTOHMUH).
Korarto ce 3anousa wii MpeycTaHoBABA IeHeHHE C METH(DEHHNAT, € HeOGXOAHMO na ce NPOMeHH
103aTa Ha PHEMAHHTE B MOMEHTA IEKapCTBa H 1a CE HIMEPAT TEXHHTE MIa3MEHH KOHLEHTPALIHH
(WK BpEMETO Ha ChCHpBAHE 33 KYMapHH).

d)aQMaKO_ﬂ,HHaMH‘IHH B3aMMOIeHCTBHA

Anmuxunepmeususuu Aekapemea




MerundenuaaT Moxke Na HaMany e(heKTHBHOCTTA Ha NIEKAPCTBATA, H3NOI3BAHH 38 JICUEHHE Ha
XHIEPTOHUSA,

Vi nompeﬁa C lexapcemed, Nosuwasauii Kpov8Homo raiszane

an NAUHECHTHTE, NEKYBAHH C Me’THJ]fI)CHHIlaT, CE NPENOPLYBA NOBHINCHO BHHMAaHHE IPH yno1‘peﬁa’ra
Ha APYTH JICKAPCTEA, KOMTO CBLIUO [MOBHLUIABAT KPbBHOTO HANATaAHE (B)K. CBILO ¥ pAIOCAHUTE 38
ChCTOAHHETO HA CHPACHHO-CBLR0BATA H MO3IBUYHO-CBAOBATA CHCTEMA B TOYKA 44)

Topanu BepOATHOCTTA OT MOABA HA XHIMEPTOHHYHA KPH3a METHAPEHHIAT € NPOTHBONOKA3AH NPH
TIAUHEHTH, JIEKYBaHH (B MOMEHTA HITH [IPE3 H3MHHANHTE 2 CEAMHLIH) C HECENEKTHRHH HeoOpaTHMH
MAQO-uuxubuTOpH (BXK. Touka 4.3).

Ynompeba ¢ ankoxon

ANKOXONBT MOXKE 1A 3ACHITH HEONAronpHATHHA eeKT HAa MCUXOAKTHBHHTE IEKAPCTBEHU NPOAYKTH
BbpPXY LEHTPANHATA HEPBHA CHCTEMA, BIUTIIOUHTENHO W Ha MeTiuidenuaar. [IaHHHUTe in vitro nokaspar,
ye aNKOXOJHH KoHUeHTpauvn Haa 10% noBuiuaBaT KyMyJTaTHBHOTO ocBoBoxknasane Ha MPH ot
Konueprta TabneTkn. KnnHH4HOTO 3HAYEHHe HA Ta3zH HaXO4Ka 3a ekcnozkuuata va MPH cnen
nepopajiHo npunoxenre Ha KoHlepra B KOMOHHALMS C ANKOXOM HE € HIBECTHO.

3aToBa ce MpenopbuBa NAUMEHTHTE Aa €€ BB3IABPKAT OT ynoTpedaTa HA aJIKOX0N M0 BpeMe Ha
JIEUEHHETO.

Ynompeba cue cepomonunepewiny aexapcmeenu npodyknu

CepOTOHHHOB CHHAPOM € CHOOIIABAH cnell enHOBpeMEHHa ynoTpeba Ha metundieHuaarT U
CEpOTOHHHEPTHYHK AEKAPCTBEHH NPOLYKTH. AKO eHOBpeMeHHaTa ynoTpeGa Ha MeTHIdeHHAT 1
CEPOTOHHHEPrHUEH NeKapCTBEH MPOAYKT € onpasiaHa, GBP30TO pasno3HaBaHe HA CHMIITOMHTE Ha
CEPOTOHHHOR CHHAPOM € BaXKHO (Bik. Touka 4.4). [Ipu cbMHEHHE 33 CEPOTOHHHOB CHHAPOM TIPHEMA HA
MeTundeHuaar Tpabea na GbAe NPEYCTAHOBESH BH3MOXKHO HAH-CKOPO.

Ynompeﬁa C XarocenRu anecmemunju

C‘I:IJJ.ECTB)/BE! PHCK OT BHE3ANMHO MOBHILABAHE HA KPBbBHOTO HANACAHE H CBPACYHATA YE€CTOTA N0 BpeMe
Ha onepauui. Ako onepauuATa € NAaHHpaHa, NEYEHHETO C Memncbeﬂuna'r HE Tpaﬁna na ce npuiara g
O€HA Ha oncpalnira.

Ynompeba c angha-2 azonucmu ¢ yenmpaino deiicmeve {Hanp. KAOHUOuH)

CepHO3HH HexenaHn cbOHTHA, BKAIOYHTENHO BHE3ANHA CMBPT, Ca NOKIAXBAHH NPH €1HOBPEMEHHA
ynoTpe6a Ha MeTHAdEHHAAT H KNOHHAMH,

BezonacHocTTa NpH NponBMKUTENHA yNoTpeGa Ha METHNEHNIAT, MPUIAraH eNHOBPEMEHHO C
KIIOHMAHH MJIH APYTH ana-2 aroHUCTH ¢ LEHTPANHO ASHCTBHE, HE € CHCTEMATHYHO H3C/Ie1BaHa.

Vnompeba ¢ donavunepauunu nexapcmea

Ipenopnusa ce ocobeHo BHHMaHHE NMPH NPHIOKEHHETO HA MeTUNPEHHAAT C AOMAMUHEPTHIHK
JIEKapcTea, BKIIOYHTENHO H aHTHICHXOTHLK. Thii KaTo €IHO OT OCHOBHUTE nelicTeHA Ha
MeTHI(eHnaaT € Ja MOBHLIaBa HHBATA HA H3BBHKMETBYEH AOMAMHH, TOH MOXKe Na €& OTHECE KBM
(dapMakoAHHAMHYHHTE B3aHMOAEHCTBHA, KOraTo ce YNoTpelasa eAHOBPEMEHHO C AUPEKTHH H
MHIHPEKTHH AOMAMHHOBH aTOHHCTH (BKNIOYMTENHO M THXHAPOKCHeHHnananuH /DOPA/ n
TPHUHKAHYHH @HTHAEMPECAHTH) HITH C AONAMHHOBH GHTAFOHHCTH, BKIIOYHTENHG H aHTHI

4.6 MepTHANTET, GpeMeHHOCT H KBLpMeEHe

EpeMenHocT
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JanuuTe OT €1HO KOXOPTHO NpoyuBaHe Ha o010 npuGnuanTenno 3 400 GpeMEHHOCTH ¢ EKCMOZHLIMA
Ha METUN(GEHUAAT Npe3 MbPBHA TPHMECTLP He MPEANoaraT NOBHLUIEH PHCK OT 061IM BPOAEHH
nedextn. MMa ciabo nosHiLICHHE HA Y€CTOTATa HA ChPAEUHH MandopMaluy (cGopeH Kopurupau
oTHOCHTeNeH puck 1,3; 95%CI, 1,0-1,6), koeTo cLOTBETCTBA K Ha 3 HOBOPOAEHH € BPOAEHH CHPALYHU
mandgopmauuu Ha Bcexn | 000 xceHuH, koUTo Nomydasar MeTHNPEHHAAT TIpe3 ILPBHA TPUMECTHD Ha
OpeMeHHOCTTA, B CpABHEHHE ¢ OpeMEHHOCTH Gea eKCo3nUMA Ha MeTHNdEHRIAT,

Croluuenu ca CIOHTAHHK CITy4al HA HEOHATA/IHA KAPOHOPECTTHPATOPHA TOKCHYHOCT, NO-KOHKPETHO
TaxuKkapaus Ha eryca u pecniHpaTopeH AucTpec.

Ipoy4BaHHATa NpH XHBOTHH MOKA3BAT CAMO PEMPOAYKTHBHA TOKCHYHOCT NPH TOKCHYHH 32 MaiikaTa
2o3u (BK. Touka 5.3),

MeTHndieHnaaT KHe ce NpenopLyea 3a ynotpeda no BpemMe Ha OpPEMEHHOCT, OCBEH aKO € B3ETO
KNHHHYHOTO PELIEHHE, Y€ OT/IAFAHETO HA IEYEHUMETO MOE 2 NOBENe 0 MO-TOJMAM PUCK 3a
OpeMeHHOCTTA.

Kepmene

MeTundennaar ce exckpetupa B KbpMata. B3 ocHoBa Ha choGilenua 3a B3eTH Npo6GH OT KbpMaTa Ha
NeT Maiiky, KOHLIEHTPAUMHTE Ha METHIGEHHAAT B KbpMaTa BOOAT A0 J03H 3a KhpMaueTata ot 0,16 a0
0,7% ot MaiuHHaTa 1032, AANTHPAHA CIPAMO TEMIOTO HA MaifkaTa U ChOTHOLIEHHE MEXIY KbpMaTa
H IIa3Mara Ha Maiikara, sapupawmo Mexcay 1,1 u 2,7,

Uma enHo crobiuenue 3a HOBOPOACHO, KOETO [TOKA3BA Hecneumbmmo MOHHKABAHE Ha TEMIOTO M0
BpEME HA CKCMO3HIIHA, HO Ce ﬂOﬂOﬁpﬂBa W HaanaBa Ha Terso, Cien Kato Maikara NpEeKHLCBA NEYEHHETO
c Memnd)ean,ua'r. PucksT 32 KbpMA4€TO HE MOXKE [1a CE HIKITIOYK,

Tpabea na ce p3eMe peLIEHHE 32 CTIMPAHE HA KbPMEHETO HIH 3a CIMPAaHe Ha JIEYEHHETO ¢
MeTHAGEHUAAT NPEABHA NON3ATA OT KbPMEHETO 3a JETETO M [0J13aTa OT TEPANUATA 33 KbpMelLlara
Maiika.

Gepunurer

Hsama HanHuyHH JaKHK NpH Xopa 3a edekTa Ha MeTUndieHHAAT BBPXY depTHAKTETA,
[Ip1t HEKNHHHYHYU NPOYYBAHHA HE ca HAOMKIABAHH CHOTBETHH edieKTH.

4.7 Edextu Bupxy cnocoGHocTTa 32 wodnpane u pabora ¢ Mawmnnn

Metundennnar moxe na NPHYUHH 3aMaAHOCT, CHHIHBOCT H 3PUTENHH HADYLISHHA, BKIIOUHTENHO H
3aTpynneno GoKycHpaHe, AHMIONUA H 3aMbIeHo 3petue. Toil Moxe 12 NOBIHAE B U3BECTHA CTENEH
crnocoGHocTTa 3a wodmpane H paboTa ¢ MalwHHK. ITaunenTuTe TpaGba fa ce npeqynpeast 3a Te3n
BB3MOXHH e)EKTH H NOCHBETBAHH, Y€ AKO Ce MOYYBCTBAT 3ACETHATH, Te TpAGBa Aa HiGsreat
NOTEHLHATHO OMaCHUTE AeHHOCTH KaTO WwodHpaHe U paboTa ¢ MALUKHH.

4.8 Hexenann nexapcrBeHn peakuuu
Tabnuuarta Mo-A0J1y MOKaiBa BCHUKY HEMENAHK PEaKUHH , HaONIORABAHH NPH KIUHHUYHH NPOYYBAHUMSA

NpH A€ua, FOHOUIH H BB3PACTHH K IMOCTMAPKETHHIOBH CNIOHTaHHH chobiuenus ¢ Konuepra, H Tean,
KOMTO ca ChOOIIEHH C APYTH EKAPCTBEHH NPOAYKTH ¢ METHADEHHAAT XHAPOXIOPHI. AKO 4

XHAPOXJIOpHA CE pa3/IHYABAT, OT AAHHHUTE C€ H3MO0J13BA [MO-BHCOKATA Y€CTOTA.

OueHka Ha YecToTa:

MHOr'0 YeCTH (=1/10)
YecTH (=1/100 no <1/10})
HewecTH (=1/1 000 mo <1/100)



peikH
MHOTO peAKH

C HEH3BECTHA MECTOTA

r

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

(OT HANIHYHUTE NaHHU He MOJKe fla Obe HanpaBeHa OLIEHKA).

Cucremo- Hexenana peauns
OpraHHa ~ Yecroma
knacudpuxka | Muoro Yectn Hevectn Penxn 1| Muoro peaks C
LHA 4ecTH | HEHIBECTHA
i i YecToTA
Hndexuuu Hasodapusrur,
H unexuns Ha
nudecraun L L
= }mxa'ren:m
nbTHLA ",
cHHy 3HT"
Hapyuwenun Anemus’,
Ha KpbETA NEBKOTIEHHA ', | MaHunTONEHNA
" TpoMOOLHONCHHKS,
aumdraTa TPOMOOLHTONEHH
cHCTeMa ) “Ha fyprypa
Hapymenns Peaxuunu Ha
Ha | CBPBLX4YBCTBHTE
HMyHHATA JIHOCT KaTo
RIS AHIHOHEBPOTHY
€H eneM,
aHaHNaKTHY HH
peakLHH,
aypuKynapeH
oToK, GynoaHu
CBCTORHHA,
excoTHaTHBHH
CBCTOSHHA,
YPTHKAPHA,
OPYPHTYC.
obpusu ¥
l ] - KOMHH €Y NUHH -
| Hapywmenusn AHopexkchs,
| na HamaneH
I meTabonnim | anetw',
amn | | YMEPCHO
l XpaneneTo* : L
| IOKA4YBAHE HA
TErROTO H
MOBUILIABAHE HA
pbCTa 10 8peMe
Ha
npoaLMKHTENHA
ynotpeba npu
reua*
MeHXHuHM Bescvuu | Adektusna McuxoTuunn Mauua*', | Onur 3a Jenozun™’,
Hapymtenua | < naduaHocr, | pascTpoiicTea®, | me3opueHT | camoyOmiicTeo Hapy WeHo
* HEPBHOCT | arpecua®, | cnyxosn, auu, (BKIOYHTENHO H MHCAEHe*,
BBIOYAEHOCT®, | BU3YanHu u CMYILIEHHS | HIBBLPLIEHO 3aBHCHMOCT,
tpesoxnocT*!, | ocesarenuu B camoybniicteo)*
nenpecHa*t, XamouwHaunu®, | nubugoro, | *, npexoauo
Pa3ApasHUTERHO | THAB, CYMUHINH | CHCTOAHHE | MEMPECHBHY
T, abHopMHO uacaunu*, Ha A
NIOBENIEHHE, MPOMEHH B obbpKaHoc
koneBGaung B HACTPOEHHETO, | T
HACTPOEHMETO, | HecnokodieTso',
THKOBEY, CBJ3IHBOCT,
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Cuctemo- Hexenana peanun |
oprasHa - Yecrora
kaacupuxa | Muoro Yecn HeuecTn Peaxu Mmuoro peaxu C
unsa qeCTH HEeH3BECTHA
I 4ecToTA
Oe3cbHue B BOWIABAHE HA CBPBLXKOHUERTpaL | ocBoboxaapaH
HaYanoTo Ha MHHATH TUKOBE na | e
nevecnueto”, WK Ha '
| MOTHCHATO CHHIPOMA Ha
HacTpoenue”, Type*, noropes,
HaMANEeHo cBpbXxBauTento
anénao®, CT, HAPYILERHS
HepHOCT", Ha CBHA
6pykcHzbM® |
NPUCTHIK Ha
naxuka*
Hapywmenus I'maso6o | 3amasuoct, Cenaums, ["bpuose, Mo3buHochaoB
Ha nue JMCKHHE3UA, Tpemop ', XOPEOATETO3HH u
HepBHATa NCHXOMOTOpHA | neraprus® ABHKEHHA, yapeskaaHua*'
T XUMEPaKTUBHOC obpatnm (BKIIIOM HTETHO
T, HCXEMHHEH M BAacCKY /T,
COMHONEHTHOCT, | HEBPOJIOrHYEH MOJIbYHH
napecteaus®, aeduumr, KPLBOKINNBH,
TEH3HOHHO MaNUIrHeH MOIBLYHH
rnasobonue® HEBPONENTHYEH CMYWEHHA,
cunapom (MHC; MOZBYEH
NOKAANMTE ca apTepHHT,
HENBLIHH H B OKNY3HA HA
ronsMa wact or | uepebpanHa
chnydante apTepua),
MALKEHTHTE Ca TpaHI Man
npHEManH TIPUCTHIK®,
Apyry NekapeTea, | MHrpena’,
3aTOBA PONATA HA | 3ackBaHe
METHAQECHHAAT He
€ MIBECTHA).
| Hapymenns Hapyurena 3aMBraeHo 3arpyanen Muapuaza
| HA 0YNTE akoMopaumns” BIDKIAHE ', 0
cyxota B ounte” | pH3yanuo
npucnocod
ABaHE,
HapyleHo
| 3peHue, |
5 aunAonua__ |
Hapywmennn | Bepturo® i
Ha yX0TO H
NabHpHATA ~ | !
Chpaeunn APHTMHS, Bonku AHruHa Cupacuen apect, | CynpaseHTpHK
Hapywe““a TAXHKAPIHA, IbpINTE MEKTOPHC MHOKapIeH | ynapua
* MANMHTALHH nHpapKT TaXHKApAUS,
Gpanukapau,
BCHTPHKYNAPH
H
EKCTPACHCTOIHN
| ;
Cobaoen Xunepromsts Topewmn puanu*
HapYLIeHHs '
*
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Cucremo- Hexenana peantnn
Opranua YecToTa
knacupuxka | Muoro Yecrn HeuecTn Penxn | Muoro peaxn C
s YecTH ' HeHIBECTHA
YecToTa
thenomen Ha
e | | ; Raynaud
PecnupaTtop Kawnwuua. Hucnues’ ENHCTAKCHC
HH, TPBAHA Opodapuureant |
" a Gonka
MeAHACTHHA
JHH !
HApYLIeHHA | {
Cromamno- Bonku B KT | —
upeBHR ropHaTa 4acTt Ha
HAPYIUCHHSA kopema.
Iuapa,
rageHe’,
abnoMuHaneH
nuckomdopr,
NOBPBLIAHE,
CyxoTa B
i yerara',
| aucnencua *
Xenato- [MoBHienu [Mosuwenu Hapyuiena
Guanapuu CTOHHOCTH Ha CTOHHOCTH Ha depHoApoGHa
HAapywenns anaHnn 4epHOAPOGHNTE dyHkunA
amuHoTpaHcdep | eHzuMu BIJIIOYHTENHO
aza’ ocTpa
| uepHoapobiua
HEJOCTATBYHOCT
[u yepuoapobHa
KOMa, MOBHIICHH
CTOHHOCTH Ha
ankanHara
tocdaraza B
KpbBTa,
NOBHIIEHH ;
CTOHOCTH Ha
Ounupybuna B
KpLBTA
Hapywenus Anoneuwus, Anrnonepporiy | Makynape | Epurema
HA KOXKATA cepbex, obpue, | eH eaem, t oBpHB, MynTHDOPME,
" YPTHKAPHA, 6y no3HH epuTemMa excthonHaTHeeH
NOAKOKHAT XHMEpXHApo3a | ChCTOAHMA, JepMmaTHr,
a TBKaH ! ekcloNHATUBHH ¢ukcupana
| CHCTOAHMA AeKapCTBEHa
' epynuua
Hapywenun ApTpanrus, Muanrus', Myckynnu Tpusmyc
na MYCKYnHa | MycKkyJHm CMasmMH
MYCKYJIHO- Hanpernaroct®, | noTpuneaHus
CKeJNeTHATA Myciynui
cHCTEMa H crasmu
CheIHHHTEN
| HaTa ThKau
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Cucremo- Hexenana peaunn
OpraHHa YecToTa
knacuduka | Muoro YecTH HeuecTn Peaxn MHoro peakn C
unn YeCTH HeH3BeCTHA
YecToTa
Hapyuwenns Xematypun, HukouTHHEHLH
Ha NoJAKKY prst El
onOpennTe
n
NHKOYMHTE
NLTHA
Hapymenun Epextunna INinexoma MNpuanuzLm*,
Ha aucdynkuns® cTua sacuieHa
BBL3NPOHIBO €peKLHA®,
INTETHATA D
CHCTEMA H cpekuma*
rbpaaTa
Od6mu Mupexcus, Bosnku B Buesanua Auckomdopr B
HAPYLICHHA 3abasen pactexc | repaute, chpeyHa cMbpT* | repaute’,
B epeKTH 710 BpeME Ha XHIEPHHPEKCH
HZ MACTOTO OPOALKNTENHA A
- ynotpeba npu
neua*, ymopa',
NPHACHKEHH Pa3apazHHTENHO
€ cr",
HecroxocTso¥,
acteuns”,
wakaa®
HacneapaHu Mpomeny B Copaeue Hamanen Gpoii
q KPBBHOTO wym* TPOMBOUNTH B
HANATAHE H KpbBTa,
ChpICHHHA abHopmen 6poii
PHTBM Ha OE/IHTE KPBBHU
(0OHKHOBEHO KJETKH
yBeNn4eHue)*,
HaManeHo
Terno*

* Ba.Touka 4.4

L ,ﬂaHHl-‘l 3a 4E€CTOTAaTA, NOAYUYCHN OT KIIHHHYHH NPOY4BaHHA NPH BL3PacTHH, a HE MPH A€UA H KOHOLLUH, MOXE na
€a NpHIOXKHMH H 3a ACLa H FOHOLIH.

NO-roaMa YecTeoTa OTKOMKOTO 1NPH ACUA H HKOHOLWIH.

MPOYYBAHNR MPH NEAHATPHYHH NALHCHTH).

Cho0UaBaHe HAa NOJO3HPAHH HEXKENAHH PeaKlIHK

Hesxenana ACKapCTBCHA pcakUuHd OT KIHHHYHH MPOYYBAHHA NPH Bh3IPACTHH NAUHEHTH, KOATO CC choltuasa ¢

Ha 6a3a Ha uectoTara, ¥3uucineHa npu npoyunanus Ha ADHD npu ss3pacthn (HaMa choOLienu cnyyau ot

CrobLaBaHeTo Ha NoJ03HPpaHH HEXENAHHU PEAKIHH CNE pa3pelliaBaHe 3a yn0Tpe6a Ha NEeKapCTBEHNA
MPOOYKT € BaXKHO. Toea nozsonsea na NMpPOABITAH HaONHOAEHHETO HA CHOTHOLLIEHHETO no.naa/pncx 3a
JIEKAPCTBEHUA NMPOOYKT. OT MEAHLIMHCKHTE CREUHANKMCTH Ce WIHCKBA 1a ChoOLIaBaT BCAKa
Mnoao3HpaHa HEXENaHa peakLlHA Ype3 HALMOHATHATA CUCTEMa 33 cwoblapaHe B:
H3nwnnuTenHa areHuHs no NEKapCcTBaTa

yn. , Jamau ['pyes’” Ne 8

1303 Codus

Ten.: +359 2 8903417
yebcaiit: www . bda be
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l'lpu JIEYEHHUE HA NALHEHTH, NTPHE/IH CBpBXA034a, Tpnﬁsa Aa ce HMA NMpeaBHa Yy ABIHKEHOTO
ocBo0oKIaBaHe HA Me'mmbenuna'r OT JIEKAPCTBECHH (lJOpMPI, YHETO AeiCTBHe € C YOAbJDKCHA
MpOABMKHTENHOCT.

l'lpuauauu H CHMIITOMH

CcTpoTo Mpefo3HPaHE, KOETO YECTO C€ IL/DKH Ha CBPLXCTHMYIHpPAHE HA LEHTPAITHATA H
CHMIIATHKOBATA HEPBHA CHCTEMA, MOXKE Aa JOBE/E N0 MOBPBINAHE, BKHTALIHA, TPEMOP,
xuneppedneKcHa, MYCKYJIHH MPaBYUKaHHA, KOHBYNCHH (MOrar aa 6L1aT NocneABaHH 0T KoMa),
eytopus, 06bpKBaHE, XANOUMHALMH, IETUPHYM, TOTEHE, 3auepBABate, rnasobonre, XUNepnupeKcus,
TAXHKAPAHA, NANNUTALWH, ChPAEYHH aPHTMHH, XHIIEPTOHUA, MHUIPHA3a H CYXOTA Ha JIMrABHLIMTE,
Jleyenne

Hama crneundvyen aHTHAOT TIPH Npeno3upaHe ¢ MeTwideHuaar.

JleueHHETO CE CBCTOM OT NOAXOAMLLN NoAABPNKALH MEPKH.

MauneHTsT -rpnGBa Aa Obae 331WHTEH 0T CaMOHapaHABAHE 1 Cpellly BhHLUIHH CTHMYJIH, KOUTO MOXe 03
BROLIAT BEYE HANHYHATA CBPBXCTHMYIALIHA. Ecbek'runnoma Ha AKTHBRHHA BBIJICH HE € YCTAHOBEHA,

Tpabea na ce OCHrypAT HHTEH3HBHH IPHXH 32 TOAALPKAHE HA ANEKBATHA UMPKYAALKA K
pecnupatopeR cOMeH. [1pH xHNEPMHPEKCHA MOsKe N1 ce HANOMKAT BLHUIHH MPOUEAYPH 3a OXNaXIaHe.

He e ycTaHoBeHa edieKTHBHOCTTA HA NEPHUTOHEATHATA AHAMN3A HITH KCTPAKOPIOpasIHa XEMOHANHU3A
NpH NpeRo3HpaHe ¢ MeTHNGEHNIAT.

5.  ®APMAKOJIOTMYHH CBOMCTBA

5.1 apMakoAHHAMHYHH CBOHCTBA

<dapmakoTepaneBTHHHA rpyna: LEHTpaNHo-AeHcTBALIN CHMTAaTHRoMuMeTHUH: ATC koa: NO6BA0O4

MexaHH3BM Ha OeHcTBHE:

MeTtundeHnaaT XHAPOXNOPHI € MEK CTHMYJ/IAHT Ha LeHTpanHaTa Hepeua cHctema (LIHC). He e
H3IBECTEH MEXAHM3MBT Ha aeficTBue npu PascTpoiicTBo ¢ AedHUMT HAa BHHMAHHETO U XKIIEPAKTHBHOCT
(PABX). Cumra ce, ue MeTHndeHuaaT Hnokupa o0paTHHS 3aXBaT HA HOPAJPEHAIMHA K A0MAMHHA B
MPECHHANTHYHHA HEBPOH H MOBUIIABA 0CBOOONKIABAHETO HA TE3H MOHOAMMHH B €KCTPAHEBPOHANTHOTO
IpocTpaHcTBe. MeTnndennnar e paueMuuHa cMec, chabpkawa d- u t-usomepu. D-nzomepsT e
HhapMaKoNOrH4HO Mo-akTHBEH OT l-u3oMepa.

KnvHHYHA ebUKaCcHOCT H 6e30MacHOCT

Heua
B nHAOTHH KMHHKUHK NpoyysaHuA KoHuepTa e oueHABaHa npH 321 neguaTpH4HU NaLHEHTH, KOHTO
Bede ca Gunu cTabumu3npaHn ¢ MeTHndeHHaaT noa gopmara 3a He3aGaBHO 0CBOGOKAABAHE M MPH
95 neanaTpHUHH NaUMeHTH 0e3 npeaHwWHo JieueHHe ¢ GopMu HA METHIGEHHNAT ¢ He3aBaBHO
OCBO0GOXKAaBaHE,

KnHHHIHHMTE Npoy4BaHHA NPH NEAHATPHYHK NALMEHTH MOKA3BaT, ye eQeKTHTE Ha
noaabpxat ao 12 yaca cre MpHeM Ha 103aTa BEAHBK JHEBHO, CYTPHH,

Bu3pacTHi
KpatkocpouHa edukracHocT Ha KoHuepTta e Joka3aHa B 1030BHA JHANa30H oT 18

Xunana nercrorus aeagecet ¥ TpH (1 523) pe3pactuu naunedtH ¢ PIIBX (me
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OLIEHEHH B neT ABOHHO-cieny, Nnaue6o-KOHTPOAUPaHH NPOYYBAHHA C MPONLIBKUTENHOCT OT 5 10

13 ceamunn, Konuepra e ouexnasaHa b 2 npoyysanua ¢ GHKCHPaHA A03a H 3 npoyYBaHHA C IbBKaBa
ao3a cnopen DSM-IV xpuTepHH 3a olleHKa HA TeXecTTa Ha cuMnToMuTe Ha PIIBX npu swipactau. B
Ase npoy4yBaHus ¢ pHKCHpaHa Ao3a obwinTe ckopose 3a cuMnTomu Ha PIAIBX no ckanute na Conner
3a ouenka Ha PIIBX npu sb3pactau {Conner’s Adult ADHD Rating Scales, CAARS) namansasar,
KOEeTOo MoKa3Ba noaobpeHHe Ha TexecTTa Ha cuMntoMuTe Ha PIBX ot H3X0aHOTO HHBO 0o OBOliHO
3acnencHarta kpafina Touka. B enHo npoyusaHe ¢ uKcHpaHa 1033 HAa BCHYKH J030BH HMBA Ha
KonuepTa ce ycTaHOBABA KIHHHYHO 3HAYHM NO-TONAM KOHTpON Ha cumnromute (p<0,05 3a BeHuxu
I0O30BM HUBA) B CpABHEHHE C Niauebo, namepeH upes HamanapaHe Ha obwms CAARS ckop.

BwB BTOpOTO npoyusane ¢ ¢puxcupada no3a Koxuepra 72 mg/aeH npepbixomuaa CTaATHCTHYECKH
3HaYUMO TaLedo Mo OTHOLUEHKE HaManABaHeTo Ha obimus ckop Ha cuMnToMuTe Ha CAARS PIIBX
OT M3XOOHOTO HHBO J0 ABOHHO 3acIeneHaTa Kpaitia Touka NpH BbapacTHu nxua ¢ PIABX (p-croiiHoct
0,0024).

B ape npoyuBaHHA ¢ rbBKaBa 103a CPEIHHTE MPOMEHH OT H3XOLHOTO HUBO Ha 0OLLHA CKOp cnopen
ckanara 3a ouexka Ha cumnromute PIBX nipu Bp3pactuu oT icnenoeatensa (ADHD Investigator
Symptom Rating Scale, AISRS) ca craTiCTHYeCKH 3Ha4HMH B KpaitHaTa Touka (KnuHHYHO npoyysaHe
1: p=0,012; Knuununo npoyupase 2: p<0,001) cnpamMo nnauebo 3a ileveHueTo ¢ KpaiiHaTa f103a
Konuepta (Knnnnuto npoyusane 1: -10.6 3a Konuepra cipamo -6.8 mnauebo; Kmuuuuno
npoy4sane 2: -16.9 3a Konuepra cnpamo -12.0 maue6o). B tpetoTo npoyysane ¢ repkaBa 103a
Konuepra noka3ga KIMHHYHO 3HAUHM NO-rofIAaM KOHTPoJ Ha cuMnToMute (p<0,0001) B cpaBHeHue ¢
nnauebo, H3MepeH upes HamansBaHe Ha oOwua CAARS ckop.

Cpensata NpoMsAHa OT H3XOIHO HHBO A0 KpaiiHOTO NocelleHue (ceamMuua 8) B o6wuTe pe3ynTaTu 3a
cumnTomu Ha PIIBX na CAARS-0:SV € -10,9 B rpynaTa Ha KoHuepTa v -6,9 B rpynara Ha nnaue6o
(na fazata na ITT nonynauuaTa).

B npoyusane ¢ reskaBu A03, Knuin4Ho npoyueaHe 2, crerienTa Ha nogoGpenne B o6mnTte
pe3ynTaTH CNOpead cKanaTa 3a olleHka Ha cumnTomute PIBX npu en3pacThu ot W3cnemosartens
(ADHD Investigator Symptom Rating Scale, AISRS) e cTaTHCTHYECKH 3HAYHMO NO-FONAMA B rPynaTa
Ha KoHuiepTa, oTkonkoTo B rpynata Ha miauebo (p=0,0037). Pasnukara B cpeanata npomsna (95%
CI) cnpamo nnauebo € -5,3 (-8,9, -1,7). B apyro npoyusane ¢ rbBkasa 1033, KnuiuyHo npoyusane 3,
cTenenTa Ha nogodpenne B peayntatute or CAARS-0:SV e cTatHCTHUECKH 3HAYHMO NO-rofsaMa B
rpynata Ha KonuepTa, oTkostkeTo B rpynara Ha nnauebo {p=0,0063). Cpenxara npomsua (95% CI)
capamo nnauebo e -3,9 (-6,6, -1,1).

Bw3pacTHuTe, nexyBann ¢ KoHlepTa B 4eTHpu IbNrocpouHH OTKPUTH MPOYHBAHHA B MPOABLIKEHHE HA
6 no 12 meceua, umar nono6peHHe Ha BCHYKH OUEHABAHH KpaiHH TOYKK 32 €PUKACHOCT, KaTo
MoKa3BaT CTAOKIHH e)eKTH BLB BPEMETO 10 OTHOLIEHHE HA HaMansABaHe Ha cuMnTomuTte Ha PIIBX. B
€NHO OTKPUTO NpOyuBaHe B 00LIHOCTHa cpeaa AevyeHueto ¢ Konuepra no 9 meceua soau no
noaocOpeHHe cnpaMe H3XOAHOTO HHBO Ha CTOHHOCTHTE HA CPEAHHTE CKOPOBE Ha rNo6anHaTa oLeHKa
3a eHKAaCHOCT M Ha MALHEHTA, H Ha HicnenoBaTend. B npyro npoyusawe, B koeTo Bbapactau ¢ PIIBX
nony4asat Konuepta no 1 ronsHa B cpesna kpafiHa no3a 67.4 mg/aen, ce yCTaHOBARA KNTHHHYHO
3HaYHMO NOAOGPEHHE OT H3XOAHOTO HUBO Ha ofwuTe AISRS ckopose cbe cpenHa npomaHa -18.7 npu
nocAeJHOTO nocelllcHue. B Tpeto apnrocpoynoe npoyusase oT 48 cenMiULM, B KOETO BB3PACTHH C
PABX nonyuasaT KoHlepTa B cpenna kpafina no3a 46.6 mg/neH, ce ycTaHOBABA NpOMsHa OT
HAXOAHOTO HMBO Ha cpenkus obw CAARS ckop 3a cumnTomn Ha PIIBX B chorseTcTBHE C
kpurepunte DSM-IV -17.2 B kpaiinata Touxa. B ueTsbpToTO Npoytsake KoHuepra e oueHapana 8 52-
CEOMHYHO OTKPUTO NPOYYBaHE NPH YHACTHHIMH, KOHTO MPEAH TOBA €A IABBPLIHIAH KPaTKOCPOUHO
nnaue6o-KOHTPOIHPAHO KAHHHYHO HINHTBAHE H KPaTKOCPOYHO OTKPHTO NponbikeHue. Bripactau ¢
PABX, nonyuaeanu KoHuepTa B cpenHa kpaiiHa no3a 53,8 mg/oen, nokassar ctabuinu e
BpEMETO IO OTHOWIEHHE HA HamanssaHe Ha cumMnToMHTe Ha PJIBX. Ouenkara va CA
H3cnenoBaTensa ce nofobpasa npes oTkpuTarta (a3a M € NO-HHCKA B KpaifHaTa TOMX
HaManeHue ¢ 1,9 oT HIXOOHOTO HHBO ).

5.2 DapMakoKHHETHYHE cBolicTBA

AbGcopbuus

19



MeTtundennnar ce abcopbupa 6xp3o. Cnen nepopanio npunoxkeHne Ha KoHuepTa npy BbapacTHH
Hal-BBHIIHATA 00BHBKA HA IEKAPCTBEHHA MPOAYKT CE pa3TBapsA KATO OCHTYPABA HA4alHa MAKCHMANHA
KOHUEHTPALHA HA MEAHKAMEHTa Ha oKono 1™ — 2P yac. MeTtungennaar, kofiTo ce chabpa B NBaTa
BBTPELIHH CIIOA HA MENHMKAMEHTA ce 0cBOOMIKAABA MOCTENEHHO NPE3 CeABALIKTE HAKONKO YACa.
[THkoBH nIa3MeHH KOHLEHTPALMH ce ACCTHIAT HA 0KOJ0 6™ 10 8" yac, ciiel KOETo MAa3MEeHHTE HUBA
Ha MeTH/IEHHIAT NOCTENEHHO HaMAABAT, KOHLIEpTa, IPHETA BEAHDBXK AHEBHO CBEXK/A 10 MHHUMYM
(ayKTyalUHHTe MEKAY [IHKOBE H CIIAA0BE B KOHUSHTPALUUHKTE, CBLP3aHH ¢ (POPMHTE 3a He3a6aBHO
ocBoBOXAABAHE HAa METHA(EHHNAT, HATHAYABAHH TPH MBTH NHeBHO. CTenenTa Ha aGcopBums Ha
KoHuepTa BeAHbX AHEBHO € KATO LANO CPABHHMA C KOHREHLIHOHANHHTE GOPMH C HesaGaBHO
ocBobosIaBaHE.

Cnen npunoxeuue Ha Konuepta 18 mg Bennbx aHeBHO npu 36 Bb3pacTHH CPeaHUTE CTOHHOCTH Ha
drapMaKkoKHHETHYHKHTE napameTpH ca: Cmax 3,7 2 1,0 (ng/mL), Trax 6,8 £ 1,8 (h), AUCir 41,8
+ 13,9 (ng.h/mL), n 1, 3,5 £ 0,4 (u).

He ca nabaonasany pasnkku pbe dapMakokHHeTHKaTa Ha KoHuepra npy eaHokpaTHO H
MHOTOKPaTHO, BEAHBK AHEBHO T03MPAHE, KOHTO A2 MOKa3BaT 3HAYHMTEHO NEKaPCTBEHO HATPYIBAHE.
AUC ¥ ty2 cren MHOTOKPaTHO I03MPAHe BEANBXK AHEBHO Ca M0106HH Ha TE3M, CeA NbPBATA 1032
KoHnuepta 18 mg.

Cnen npunoxenve Ha Konuepra B egHokpatHa 1032 oT 18 ao 72 mg/aHeBHO Ha 6b3pacTHH, Cuax H
AUC; Ha MeTundenngat ca NponopLUHOHANHH HA A03aTa.

Pasnpeneneuue

[na3MeHHTE KOHLEHTPAUMH Ha MeTHAdEHHIAT NPH BE3PAacTHH NagaT GHeKCIOHEHLHANHO chen
nepopanno npuokerke. [lonyxBoTeT Ha METHAGEHUAAT NPH BB3PACTHH CNE NEPOPAITHO
npunoxerHe Ha Konuepra e npubnusntento 3,5 yaca. CrenenTa Ha CBbP3BAHE HA METHI(EHHUAAT H
HETOBHTE METaBOAUTH ¢ MIa3MeHHTE NPOTeHHK e npubnusntento 15%. Asuuar obem Ha
pasnpeaenenHe Ha Metundenuaar e npubiausutento 13 nutpakg.

Buotpancdopmaups

[pu xopa meTHadeHHIaT ce MeTabonu3Upa OCHOBHO upe3 JeectepudHkauua 1o alpha-phenyl-
piperidine acetic acid (PPA, npu6nnsutento 50 nbTH HHBOTO HA HENPOMEHEHO BEILECTBO), KOHTO HMa
Manka UM HAMa dapMakonorniHa akTuBHocT. [Ipu Bp3pacThu MeTaGoau3MbT Ha KoHuepTa Beansx
AHEBHO, oLIeHABaH upe3 meTabonn3mMa 0o PPA e nonoGen Ha To31 Ha MeTUAEHUAAT, TPH NMBTH
axesHo. MertabonnambT Ha Konuepra npH €IHOKPAaTHO H MHOFOKPATHO, BEIHEXK AHEBHO J03HPAHE €
nogobeH.

EnumuHupane

[TepHoaBT Ha NOMYXHBOT HAa METHAPEHHIAT NPH BHIPACTHH Celd Npunoxkenue na Konuepra e
npuGnusurento 3,5 uaca, Cnen nepopanHo npiioxketue, okono 90% oT N03aTa ce eKCKpeTHpa B
ypurata H | 0o 3% B u3npaxkHeHHATA KaTo MeTabONKUTH B paMKHTe Ha 48 mo 96 yaca. Manku
KOUYECTBA HENpOMENEH MeTHADEHHAAT ce OTKPHBAT B YpHHATA (M0-Manko oT 19%). OcHOBHHAT
ypHreH meTtabonut e alpha-phenyl-piperidine acetic acid (60-90%).

Cnen nepopanno no3upaHe Ha paaHoOMapkupas MeTungeHHaaT NpK Xopa, okono 90% ot
panuoaKTHBHOCTTA Ce OTkpHBa B ypHHaTa. OCHOBHHAT MeTaboAHT B ypHHaTa € PPA,
npubnuzurento 80% ot nozata.

Edexti Ha xpadata

S~ ~3
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ﬂpn MAUNCHTHTES HAMA PasfiIMKY HUTO BbB q)apMaKOKHHETHKaTa, HHTO BbB (l)apMaKOHHHaMHKaTa Ha
Konuep‘ra, KOTaTo € NpUAOKEHAa Cliel 3aKyCKa, Gorara Ha Ma3HHHKH, NPHETA HA Npa3eH CToMax.

Cneuunanny nonynanun
fTon

[lpu 3npaBH BL3pacTHH, CPENHHTE ANANTHPAHHN KbM A03aTa cToiHOCTH Ha AUCiq 3a Konuepra ca
36,7 ng.h/mL 3a Mbxe u 37,1 ng.b/mL 3a xenu, Gez HabMoODaBaHU PA3NHKH MEXY TBETE FPYIH.

Paca

INpu 3apasH Bb3pacTHH, nomyyasawn KoHuepta, anantupanute kbM n03ata AUCi ca chbBMECTHMH
MEXIY €THHYECKHTE rpyIH; BBIIPEKH TOBA, Pa3MEPBT HAa H3IBAAKATA MOKE A HE € NOCTATBLYEH 33
3aCH4aHE HA eTHHYECKH BapHALMM BbB (hapMaKOKHHETHKATA.

Buv3pacm

({apmakoxuHeTHKaTa Ha KoHuepTa Ke e npoy4BaHa NpH feua Ha Bb3pacT noa 6 roansu. Mpu neua na
BB3pacT 7 — |2 ronuun, dapmakokuHeTHkata Ha Konuepra cnen 18, 36 u 54 mg e (cpeanoSD): Caax
6,0+13;11,3+2,6 1 15,0+ 3,8 ng/mL, ceorBetno, Tuix 9,4 +£0,02;8,1+1,1;9,1 £2,5h,
cboTBeTHO, H AUC:115 50,4 £7.8; 87,7 £ 18,2; 121,5 £ 37,3 ng.h/mL, choreeTHo.

Bvbpeuna nedocmamvunocm

Hama onut ¢ ynoTtpebara na Konuepra npu nauneHtu ¢ 6s6peuna HenoctarbyHocT. Cnes nepopanHo
MPHIOXKEHHE HA paNHOMapKupaH MeTHIIpeHHaaT npyu xopa, MeTHIdeHHaAT ce MeTabonu3upa
eKCTEH3HBHO W npubnusuTento 80% OT palHOAKTHBHOCTTA C€ EKCKPETHPA B YPHHATA MoA dopmaTa
Ha PPA. Twil kaTo 660peMHUAT KNMPBHC He € BaKeH NMbT 32 KNUPBHCA Ha MeTHI(EHNAAT, Ce OYaKBa
6b6peuHaTa HEAOCTATLHHOCT Na HMA MATbK eeKT BLPXY (apMakoknHeTHKaTa Ha KoHuepra.
Heprodpobdua nedocmamvunocm

Hsama onut ¢ ynotpebaTa Ha KoHuepTa npu naunesTH ¢ yepHoapoGHa HEAOCTATBYHOCT.

53 ITpeaxaHHNYHK DaHKH 32 HE30NACHOCT

KapuuHoreHHocT

Tpu nposexaalH ce NPOYUBaHHA 3a KAPLUMHOTEHHOCT NPH NITLXO0BE M MUILKH ce 3a6ensiea
noevweH Gpoi 310KaYECTBEHH TYMOPH Ha YepHHA AP0l CAMO MPU MBKKH MHLIKH, 3HAMHMOCTTA Ha
Te3H DaHHH MPH XOpa € HEHIBECTHA.

MeTtundennaat He NOBNHABA PENPOAYKTHBHHTE XaPaKTEPUCTHKH AU (EPTUIHTETA NPH 103H, MANKO
HaABHLIABALWH KNHHHYHATA f03a,

Bpemetinoct — embpuonanuo/eranto pazsutie

MeTtHndeHHaaT He ce cMATa 3a TEPATOreHEH NPH NABXOBE H 3aiiuy. MeTanHa TOKCHYHOCT
(1.e.ToTanHa 3aryGa Ha NOIa) H TOKCHYHOCT 3a MalikaTa ce 3a6ena38ar Npu NAbLXOBE APH TOKCHYHH
1030 3a Maiikara.

6. ©APMALEBTHYHUH JAHHH
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6.1 CnuceK Ha NOMOMINNHTE BEMIECTBA

Bytunxunpokcutonyex (E321)
UenynozeH auerar

Xunpomenosa (E464)

MocopHa KHCENHHA, KOHUEHTPHPAHA
[Monoxcamep 188

[Monuetnnenosu oxcuan 200K u 7000K
[Mosunon K29-32

Hatpues xnopng

CreapHHOBA KHCEHHA

CyxunHoBa KHcenHHa

Uepen xenesen oxcun (E172)

XKoat xeneien okeun (E172)

PHAMOBO NOKPHTHE:

Hwnt xenesen okcna (E172)
Xwunpomenosa (E464)
Jlakto3a MmoHoXHApaT
CreapHHOBa KHCENKHA
Turanos nuokcun (E171)
TpuaueTun

Mpospauno nokpHTHE:
KaphayGckm BochK
Xunpomenola (E464)
Makporon 400

IleuaTHO MacTHIO!

Yepen xenezen okcun (E172)
Xunpomenosa (E464)
IMponunen rnuxon

6.2 HecbBMecTHMOCTH
Henpunoxumo

6.3 Cpok ua rognoct

3 ronauHu.

6.4 CreunanHy yoIo0BHS Ha ChXpaHenue

CuxpaHsgaitte 6yTU/IKaTa ITETHO 34TBOPEHa, 3a JJa Ce MpeAna3u ot Bnara. Jla He ce chxpaHaBsa Han
30°C.

6.5 Jlannu 32 oNaKoBKaTa

ByTunka ot nonnetunex ¢ sucoka misTHocT (HDPE) cbe 3ammtena o1 aeua nonunponuneHosa
3aMyLUANKA 1 TIPUAOXKEHH elHH HNH ABa abcopbenTa 3a BAara oT CefiMKaren.

28 nnu 30 TabneTkH ¢ YALMKEHO 0cBo0OKAaBAHE.
He BcHuky BHAOBE onakoBku MoraT 1a OLOar MycHaTH B npoaax6a.

6.6 CneunajaHin Npeana3’HH MEPKH NMPH HIXBLPAAHE H paboTa
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Hewnsnonssauuar NI€KaApCTBEH NMPOAYKT UNH OTNAABYHHTE MAaTCPHANH OT HETO Tpsﬁsa Aa Ce H3XBBPIIAT
B CHOTBETCTEBHNE C MECCTHHTE H3IHCKBaAHHA.

7. NPUTEXATEJ HA PASPELIEHUETO 3A YIIOTPEEA:
wxoHesH & JhkonewH Brarapus® EQOL
#.k. Mnanoct 4, Bussec INapk Codwms, crpana 4

Cobus 1766
Brarapus

8. HOMEP HA PAZPELIEHHETO 3A YIIOTPEBA:

20060458

9. JATA HA IBPBO PA3PELIABAHE/TIOAHOBSIBAHE HA PAZPLIIEHUETO 3A
YIMOTPEBA

Jata Ha nbpBo paspewasate: 18 asryct 2006 r.
Jlata va nocneaHo nogHosssaHe: 9 Hoemspu 2012 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA:

04/2023
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