KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA

WITTRAHNTESNA ATEHURS NO IEKAPCTBATA

1. HWME HA JEKAPCTBEHHKS MPOAYKT

Konnepra 18 mg TabneTkH ¢ yabMkeHO 0CBOOOXKIaBaHE Kom Pez. Nt .......
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Concerta 18 mg prolonged release tablets
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Enna TabneTka ¢ yabmmkeHo ocBobokAaBaHe chabpxa |8 mg MeTundeHnaar XHAPOXIOpUIL
(methylphenidate hvdrochloride).

IToMOUIHY BelleCcTBA ¢ U3BECTHO AEHCTBHE

Besika tabnetka ceabpka 6,5 mg nakrosa.

34 NBEIHUA CIIHCHEK HA MOMOIUHUTE BELIECTBA BMxTe Touka 6.1.

3. JIEKAPCTBEHA ®OPMA
Tabnerxa ¢ yabpmkeHo ocBODOKIABaHE.

YKbiTu TabneTkun ¢ opMa Ha Karcyna, OT eIHATA CTPAHA € OTIEYATAHO ¢ YepHO MacTUIIo “alza 187

4. KJIAMHUYHH JJAHHH

4.1 TepanerTHYRH NOKA3AHHUA

Pa3cTpoicTBO ¢ AedHuKT HA BHHMAHUETO H XHUNEPAaKTHBHOCT (PIBX)

KoHiepTa e mokasaHa KaTo 4acT OT UAMOCTHA TepaneBTHYHA MPOTpaMa 3a IedeHHe Ha PaA3CTPOHCTBO ©
neUIIMT HA BHUMaHWeTo W XxHunepakTuBHOCT (P/IBX) npu nena va 6 u noBeve roAHHU M NpH
Bb3PACTHH, KOTATO TeueOHHTE MEPKH CAMOCTOSTE/IHO Ca Ce OKas3ald HEAOCTATbUHH.

JleueHueTo Tpadsa 1a ce OPOBeKIA MOA HADMIOAEHHETO HA JIEKAD, CNEHHAIHCT 10 J€HECHHE HA
PABX, xaTo CNCUHAAKCT-NIEAHATHLD, ICHXHATLP - CNEUHAJIUCT NO JIeYeHHE HA JeNA H HOHOLIH H

NCHXHATHP - CNCUHHATHCT IO JEHCHHAC HE Bh3PDACTHH.

CneuHasHu THATHOCTHYHHY cvoOpakeHus npu PJABX nipu aena

Jnardosara TpsOBa 1a 6n1e nocrasena cnopes Hacrosiuute DSM-IV kputepun win MKb yrazaHua
1 TpA0BA J1a Ce 0CHOBABA HA LIANIOCTHA aHAMHE3A M OlIEHKA HA naiuenTa. JKenaTeslHo € MOTBbP)KIeHHE
OT TpeTa CTpaHa ¥ JHATHO3a HE MOXKE Ja Ce MOCTaBH IIPH HAJIHYMETO CaMO Ha €HH WITH [I0OBEYE
CHMIITOMH,.

CneunuyHaTa €THONOrHA HA TO3H CHHPOM HE € U3BECTHA U JIHICBA CaM0 €AHH JHAFHOCTHYEH TECT.
[IpaBpriHaTa TMArHO3a H3IKCKBA M3NMON3BAHETO HA MEAMUMHCKH H CeLHaIH3HPAHH [ICHXO0
00pa3zoBaTeIHH U COLMATIHU pecypcH.

[Ia10cTHATA TEpPANEBTHYHA NPOrPaMa 0OHKHOBEHO BKHOUYBA TICHXONOTHYHH, 00 .
COLIMATHH MEpKH, KakTo U (papMaKoTepalus, ¥ HMa 3a LieJ 1a crabunusupa C’bCTﬁFil'
MOBeIeHYECKH CHHAPOM, XaPAKTEpU3Hpaul ce CbC CUMITTOMH, KOMTO MOXE 1a BK

aHaMHEe3a 32 KpaTKOTpaiHa KOHLUCHTPALHA, Pa3cEAHOCT, EMOLUOHANIHA J'IﬁﬁHJIHOCTk‘
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YMEPEHA A0 TEXKA XHIEPAKTHBHOCT, MUHUMAJTHH HeBponoTHYHH Oenesu W abHopmua EET
CriocobHoCTTa 332 y4eHe MOXKe [1a €, HO MOKE M ia HEe € HapyLUeHa.

JleueHueTo ¢ MeETHIEHHAT HE € TIOKA3aHO MpPH BeHukK nena ¢ PIIBX u pewreHuero 3a yrnorpedara
Ha NMEKapCTBOTO TpsOBa Aa ¢ OCHOBABA HA MHOTO 331BN00UYEHO M3C/ISIBAHE HA TEKECTTA H
XPOHHYHOCTTA HA CHMIITOMUTE Ha JIETETO, NOKOJKOTO ¢a CBBP3aHH C Bb3pacTTa My.

[IpaBunHOTO pasnpencicHHe Ha 06pa3oBaTenHUs MaTEPUall € OT ChUISCTBEHO 3HAUEHHUE, 2
NCUXOJIOFHYecKaTa HaMeca € NPUHLUMIHO HeoOxonuma. Korato eueOHHTE MEPKH CE€ OKaXar
HEMOCTAaThYHH, PELUSHHETO Ja CE MPEeATNHILE CTUMYIAHT TpAOBa fa ce OCHOBaBa Ha TOYHA OLUECHKE HA
TeXKEeCTTa Ha CHMNTOMMTE Ha AeTeto. MeTHndernaar BUHATH TpOBa Ja Ce NpHIara o To3d HA4UMH, B
ChOTBETCTBHE € 0NOOpEHUTE MMOKA3AHNA H CHIJIACHO PBKOBOACTRATA 33 MpeANUCBaHe/ IHarHO3a.

Crnenmanny fHarHocTHYHH choOpaxenrs npu PJIBX 1ipu Bb3pacTHH

HuarHosarta TpsOea na 6sae nocrasena criopen Hactosumre DSM-1V kpurtepuu nnu MKb yxazanus
M Tps0Ba Ja ¢€ OCHOBABA HA LSJIOCTHA aHAMHE3A M OLIEHKA HA ALUEHTA.

CrennpHIHATA €THOJIOTHA HA TO3H CHHAPOM HE € M3BECTHA M JTUICBA CAMO €1MH AUATHOCTHYEH TECT.
Bov3pactHute ¢ PZIBX uMaT CHMIITOMHM, KOUTO C€ XapaKTEpH3UPAT ¢ Oe3MOKOHCTBO, HETBPIIEHNE H
HeBHUMaHHe. FMa TeHaeHUHA CHMITOMM KaTo XMIEPaKTHBHOCT 1d HAMAIABAT C YBEJIMYABAHE HA
BBE3pAcTTa, BEPOATHO NOPaaH afarnTaluia, HeBpOpa3BUTHE M caMofiedeHue. CUMITOMHUTE Ha
HEBHHMAHME Ca MO-W3Pa3eHM ¥ HMAT NO-TOJIAMO BE3IeHCTRHE BbpXY Bb3pacTHH ¢ PJIBX. [Juarnosara
MPW BB3pacTHUTE TpA0Ba Aa BKTHOYBA CUCTEMATHUYEH PA3TOBOP C NALUMEHTA, 34 Aa C¢ ONPEAENAT
TeKyluTe cuMnToMu. Heobxoanmo e Hamuuue Ha PIIBX B nerckara pp3pact 1 ToBa TpaOBa 1a ce
ONpeaeny peTPOCHEKTUBHO (OT MEIHUHMHCKATA JOKYMEHTALNA HA NAlNEeHTa WIH, KO JIMIICBA TAKaBa,
upe3 MNOAXOAANMN H CUCTEMATU3HPAHU HHCTPYMEHTH/Pa3roBOpH). JKENATeHO € IOTBBPKICHAE OT
TpeTa CTpaHa H JICUCHHMETO He TpAORA /1a Ce 3a[10YBa, KOTATO NIpOBEpKaTa 3a cuMntomuTe Ha PBJIX B
NETCTBOTO € HECHI'YpHa. /[[MarHo3a He MOKe Ja ce MOCTARH IpH HAIMYHETO CaMO Ha €IMH WM [TOBEYE
cuMnroMu. PeluenueTo Aa ce npeAnHile CTUMYIAHT MPH Bb3PacTHHU TpsOBa 1a Ce OCHOBaBa Ha TOYHA
OLIEHKA W JHArHo3aTa TpA0Ba Ja BK/IOUBA YMEPEHO WA TEKKO (PYHKUHOHAITHO YBPEXKIAHE B HAN-
MaJiko 2 chepu (HanpuMep COUMATHO, AaKaJIEMHUYHO /K podecHOHaNHO (Y HKLIHOHHPAHE),
3acArallld HAKOJIKO aCMeKTa OT )KMBOTA HA HHAUWBHAA.

4.2 HJ03npOBKa H HAMHH HA NPUJIOKEHHE

Jleuennero TpuOBa Aa ce NpoBeKAa NOJA HADNIOACHHETO HA JIeKaAp, CREUHATHCT MO JieHeHHe Ha
PABX, kaT0 CIEMHANHCT-[1€AHATELP, ACHXHATHP - CHEUHANACT MO JeYeHHE HA ella H WHOUIH, H
NCHXHATLP - CHCHHAJHCT 10 JJedYeHHe HA BL3PACTHH.

[Ipernen (CKpHHUHT) Npenu NEYSHHETO
Bp3pacTHY, HenekyRaHU nocera ¢ KoHUEpTa H aKko ¢e M3HCKBa OT HALIMOHANHATA [PaKTHKa, NpCIH
3aMoYBaHe HA JICYEHHETO € HeoOX0AUuMa KOHCYNTAUKA C KapauoJIorT, 3a /1a Ce [IPOBEPH JIUIICATA HA
CBPAEYHO-CBAOBH MPOTUBONOKA3AHMA.

[Ipeau na ce npeanuue NEKAPCTBOTO, TPAOBA 1A ce W3BBPIUU OCHOBHO KH3C/EABAHE
Ha CBCTOAHUETO HA CEPACYHO-CB0BATA CHCTEMA HA MAUMEHTa, BKIIOYBALIO H3IMEPBAHE HA KPBEBHOTO
HAJSICAHE H ChpACHHUS pUTBbM. B mbHaTa aHamue3a TpadBa 0a ce CHEMAT ChbIIbTCTBALIIATE NEYEHHA,
MHHAJIH B HACTOSALIH NPHAPY*)KaBallk MEAHLUHCKH TEECHU H MCUXHYHH 3a00/ABAHHA HIIH
CUMNTOMH, (PAMHITHA AHAMHE3A 33 BHE3AMHa Chp/icuHa/HeoDACHHMA CMBPT, PETUCTPHPAHE HA TOUHHA
PBCT U TEFNIO NPEH NEUESHUETO B AWarpaMa Ha pactexa (Bx. Touku 4.3 u 4.4).

IsarotpaitHo npocneasBane
PacTeXbT, ICHXUYHOTO CBCTOAHHUE M CHCTOSHUETO HA CBPASYHO-CBAOBATA CHCTEMA TPADB
HENMPEKLCHATO ha ce cieJar (Bx. Touka 4.4).

L KpbBHOTO HansAraHe u myJchT TpAOBA Ja C€ perHCTpUpaT B AHarpamMa npu
A03aTa 1 Hall-Manko Ha BCeKW 6 meceua ciea ToBa;



. PbeThT, TETJIOTO U aNETHUTHT IIpH JelaTta Tpa0Ba Aa ce pericTrpupaT Hak-MaaKo Ha BCEKH
6 Mecella BbB BO/IEHATA AMArpaMa Ha pacTexa,

. TernoTo npy Bp3pacTHUTE TpAOBA Oa CE€ pEerucTpypa peaoBHO,
® Pa3BUTHETO HA HOBH MITH BIIOLLIABAHETO HA CHILIECTBYBALLK NCUXHIHH pa3CcTpolicTBa TpaAOBa Oa
ce Mpocie/IsaBa [IPH BCAKA NMPOMAHA HA A03aTd M HAH-MAJIKO HA BCEKH 6 MeceLa cJiel TOBA H Ha

BCAKA BH3HTA.

[Tauyentute TpadBA Ia Ce NPOC/IEIABAT 32 PHCK OT OTKJIOHEHHE, HENPaBIUIHA yroTpeda 4
310ynotpeda ¢ MeTundernar.

TuTpHUpaHe HA 103aTa

Jlo3aTa TpaGea BHUMATE/THO 14 C€ MOBHILABA B HAYATOTO HA JISYSHHETO ¢ METHIQEHH AT,
IToBmnaBaneTo (TUTPUpAHETO) TPADOBA 0a 3aM0uHe OT BE3MOXHO HAK-HHCKaTa 103a.

Moke 1a ce peaNaraT IpyrH KOJHYeCTBA HA AKTUBHOTO BELIECTBO B J030Ba €IHHULA OT TO3U
JIEKAPCTBEH MPOAYKT, KAKTO H APYrH MPOAYKTH, ChIBPKAIIH METHI(EHHUAT.

Io3aTta Moske a ¢e MHAMBHAYaNnH3upa ¢ noxauBanis oT 18 mg. Karo uamo keM KOpeKiHaA Ha 103aTa
MOXE 1a ce NPHOATBa HA UHTEPBANH OT NPHUOIM3HTENHO €AHA CeAMMULA,

MakcuMandara aHeBHa n1o3a KoHilepra e 54 mg npu neua.
MakcuManHara JHeBHa no3a KoHuepra e 72 mg npH Be3pacTHH.

! ID3H| JOBKA

Hela

Heya, nerexysanu doceza ¢ memuagenudam: KoHUepTa MOXKe a He € TTOKa3aHa NP BCHYKH JE1a CbC
cuugpoM Ha PZIBX. Mo-auckute no3u MeTua¢EHHAAT B KpaTKOAEHCTRALIN eKapcTBEHH POPMH
MOKeE 1a OBIAT MOCTATbYHH 34 JICUEHUE Ha Aela, HeJIeKYBaHH Aocera ¢ MeTHIHpeHHaaT. 3a 1a ce
MPeAOTBPATAT MJTHILIHO BUCOKH A03K MeT/I(eHUIaT Ce N3HCKBA BHUMATEJIHO THTPHUPAHE HA I03UTE
noa HabMmoASHUETO Ha NeKyBalua Jiekap. [[penopbsunTenHaTa Hava/IHa 103a KoHuepTa npH neua,
KOMTO He MpHeMaT B MOMEHTa MeTWI(eHUAAT WIH NPU AEUA, KOUTO €4 HA CTHMYAAHTH, pa3/THYHH OT
MeTHIdeHnnar, ¢ 18 mg BeIHBK JHERHO.

Br3pacTHH

Bw3pacmnu, neaekysanu doceza c memuigenudam: KoHuepra MoXKe 0a HE € M0Ka3aHa npH BCHYKH
BB3pacTHH ¢he CMHIpPoM Ha PJIBX. IMo-ukckuTe 1031 MeTHNQEeHHIAT B KPATKOACHCTRALUA
NeKapcTBeHH POPMH MOsKe [1a ObIaT AOCTATHYHH 32 JIEYEHHUE HA BB3PACTHH, HENEKYBAHH J10CEra C
MeTHI(eHuaaT. 3a Aa ce MPeNoTBPATAT U3TUIIHO BUCOKH 103H METHWI(GEHHAAT C€ U3UCKBA
BHUMATEIHO THTPHPAHE Ha J03UTE Mo HaOMIOASHHETO Ha NEKY Balllud jekap. [lpenoprunTenHaTa
HavyaiHa Jo3a KoHuepra npu BB3pacTHH, KOUTO HE MpHEMAaT B MOMEHTa METHIQEHHAAT, KK [IDH
BB3PACTHH, KOMTO C2 Ha CTUMYJIAHTH, pa3THYHA OT MeTHI(eruaar, € 18 mg BeAHEXK JHEBHO.

Hozupane npu nayuenmu na reuenue ¢ memuigenuoam koM momenma: IpenoppunrenHaTa 2032
KoHIllepTa 3a MAUUEHTH, KOMTO NOHACTOAUIEM MPHEMaT METHI(EHUIAT TPH ITBTH AHEBHO, B 103H OT
15 mo 60 mg/nHeBHo e npeacTaseHo B Tabnuua 1. [lpenopbkure 3a Jo3MpaHe ¢€ OCHOBABAT HA
HACTOSILIHA PSKUM Ha TO3HPAHE W KIMHUYHATA MPELCHKA.

TABJIHLIA 1
[IpenopLuUTENHOTO A03HPAHE 32 NPEMHHABAHE OT IPYrH PeKHMH HA METH
XHAPOXJI0PHI, KOTATO €A HAJHYHH, KbM Konnoepra




Mpeanmna auesHa 1032 MeTHadennaat xuapoxaopus | Ipenopnuutenna go3a Konuepra
S mg metripeHRIAT TPH MbTH AHEBHO I8 mg BeAHBX JHEBHO
10 mg MeTHAPESHNRAT TPU ITBTH JHEBHO 36 mg BeOHBbK AHEBHO
15 mg MeTuigeHHIAT TPH 'BTH JHEBHO 54 mg BeIHDBXK OHEBHO
20 mg MeTHNdEeHUIAT TPH TETH JHEBHO 72 mg BEOHBK QHEBHO

Axo He ce HabmosdaBa nogobpeHue cnel aneKBaTHO JO3UpaHe B MPOABIKEHHE Ha €IHH MECCL,
MpUEMBT HA MEAMKAMEHTa TPsIOBa fAa Ob/e CIpsH.

Hwazcocpouna (noseue om 12 meceya) ynompeba

BesonacHocTTa H €peKTHBHOCTTA HA IPOIbIDKYTEIHATE YIOTpeda Ha MeTHI(EHMIAT HE ca
CHCTEMATHYHO M3CJIEABAHHM B KOHTPOIHPAHHK Npoyypanus. JleyeHueto ¢ MeTHI(peHHIaT He TPAOBa U
HE € 3a/LKHTENHO Aa e HeorpauudeHo. [Ipy neua ¥ ©OHOLIH TO COMKHOBEHO MOXKE 112 €€
IpEeyCTaHOBK MO BpeMe Ha mybepreTa WiM crell Hero. JIekapAT, Koiiro u3bepe aa npunara
MeTUNIPEHIAAT 3a TIPOABIPKUTETHH MEPHOOH OT Bpeme (noeede oT 12 mecelia) py NAUKMEHTH C
PJIBX, Tpsa0Ba nmepHOAUYHO A& U3CJIeIBa IbJIFOCPOYHATA MOM3a OT ICKapCTBEHUA NPOIYKT 33 BCEKH
OTHEIICH MAUMEHT C TTPOOHH NTepuoau 6e3 NPHIOoKEHHE HA IEKAPCTBOTO, 3a /1a OUCHH QYHKLHUTE Ha
nauventa 6e3 papmakotepanusa. [lpenopbusa ce ynotpebara Ha MeTHIGEHHAAT Aa €€ CUpPa Hal-
MAJIKO BeJHBbK TOAULUHO, 32 Aa Ce OLIeHH ChCTOAHUETO HA MallUeHTa (MpH Jela 3a OpeANQUHTaHEe 110
BpeMe Ha YUITHIIHMTE BakaHuuu). [Togo6penueTo MoXe [a € HaTHIE, ROPH KOraTo ynorpedara Ha
NEKApPCTBEHUA MIPOIYKT € BPEMEHHO HITH OKOHYATE/IHO NPEYCTAHOBEHA,

Hamanssane na 003ama u npeycmanoeasane Ha mepanusima

JleyeHHeTO TPsAOBA Aa c€ Crpe, aKo HAMA NoJodpeHre Ha CUMITTOMHTE C/Ied ChOTBETHATA MPOMAHA Ha
J03aTa B paMkute Ha 1 Mecel. B cnyvail Ha napagokcayiHoO BJIOIIABAHE HA CHMNITOMUTE HITH NOsABA HA
JPYTH CEPHO3HH HEXKeTaHH ChOUTUA Ro3aTa TpAOBa Ja c€ HAMANIH HIIM TEPanHATa Ja Ce NPECYCTaHOBH.
Creyuansu nonyrayuu

Hlayuenmu 8 cmapuecka eb3pacm

Metundenunar He TpAGBa aa ce npuiara npd MaUNeHTH B cTapuecka Bh3pact. be3ornacHocTTa u
eeKTHBHOCTTA B TA3M Bb3PACTORA IPyna He ca yctanoseHu. KonlepTa He e npoyusana npH PJIBX
MpH MalUeHTH Haja 65 roaHHu.

Yeprodpobuo yepexcoane

MeTundeHuaaT He € NPOYUBaH NPH NAaLMEHTH C YepPHOAPOOHO yBpexKIaHe.

bvbpeuno vepescoane

MeTundeHnaaT He € NPOyYBaH IIPH MALHEHTH ¢ OBOpEYHO yBpEKAaHE.,

Heya noo 6 coduni

MetundeHuaar He TpAOBA 14 Ce TIPUNIAra Npy aeua noa 6 rouui. besonacHocTra H €PEKTUBHOCTTA B
Ta3d BE3PACTOBA rPpYIa He ca YCTaHOBEHH.

HauuH Ha npUmoKeHHE

KoHuepTa e 3a MepopaliHO NPUI0KEHHE BEARDK JTHEBHO CYTPHH.
KonuiepTa Moe 1a ce npuniara csc W 0e3 xpana (Bx. Touka 5.2).
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Konuepra 1psA6Ba Ja ce DOTTbILA LAJIA C IOMOLLTA HA TEUHOCT, HE TPAOBA Ha Ce AbBYE, Pa3acii HH
yynu (BK. Touka 4.4).

4.3 [IpoTnBONOKAIAHHA

. CBpbXUYBCTBUTEIHOCT KbM METHI(EHHIAT UTH HAKOE OT [IOMOLIHHITE BEIIECTBA, M3OPOEHH B
TO4YKa 6.1.

° [ naykoMa

. PeoxpoMoLHTOM

o [To Bpeme Ha JledyeHHE ¢ HECENEKTHRHH HeoOpaTUMHY UHXUOHTOPH HA MOHOAMWHOOKCHIA3aTa

(MAO) unu B cpokK oT Hak-Manko 14 gHM cried npeyCcTaHOBsABaHEe Ha TepanusiTa C TE3H
NeKapcTBa MOpaaKl PHCK OT XUMEPTOHMYHA KpH3a (BXK. To4Ka 4.5)

» XMTIepTHPEONANIBM WITH THPESOTOKCHKO3a

. JlMarnosa WM aHaMHe3a 33 TeKKa JeMpecHs, aHOpeKCHa HepBO3a/XpaHUTEIHU pa3CcTPOHCTEa,
CKJIOHHOCT KbM CaMOYOMHICTBO, NCHXOTHYHU CHMNTOMH, TEXKH Pa3CTpoHCcTBa HA
HACTPOEHHETO, MAHHA, IH30(PSHUA, NCHXONATHA/TPAHUYHO NHYHOCTHO pa3cTPONCTBO

. JIMarHosa WM aHAMHE3a 33 TEXKKO H emu3oam4Ho (Tun 1) GunonsapHo agekTHBHO pa3CTPOHCTBO
(koeTo He e 100pe KOHTPOIHPaHO)

° [TpenwecTBalIM CbpAEUHO-CBOOBH 3a00/I9BAHKHA, BIITIOUBALLU TEXKKa XHIIEPTOHMA, CBPACYHA
HEJOCTAThbYHOCT, APTEPUANHO OKITY3MBHO 3a00nsBaHe, aHTHHA, XeMOIHHAMHYHO 3HAYHUMA
BPOJEHA ChP/ICUHA HEMOCTATHLUHOCT, KAPIHOMMOITATHH, MUOKapAEH HHPAPKT, MOTEHUHATHO
KHBOTO3ACTPALUABALIN ADHTMHH, KAKTO U KAHAIONIATHH (HAPYLUIEHHSR, IPSIH3BHKAHH OT
AUCHYHKLIMA HA ROHHMTE KaHATH)

- [TpenmrecTBallll MO3BYUHO-CbAOBY 3a00/ISBaHUA, LepeOpaiHa aHEBPH3MA, CbAOBH aHOMAJINH,
BKAKYHUTEIHO BACKYJIAT HITH HHCYJIT.

4.4 CnennanHu npeaynpexaeHHs H NpeANaZHH MePKH Npu ynorpeda

JleueHueTo ¢ MeTHAPEHUIAT HE € MOKa3aHo MPH BCUYKH NatneHTy ¢ PABX u pelieHHeTo 3a
ynoTpedaTa Ha JIeKapcTBOTO TpAOBa J1a c€ OCHOBABA HA MHOTO 3abN004EHO H3CIEIBAHE HA CTETICHTA
¥ XpOHU(HUIIMpAHE HA CUMIITOMHTE Ha MauuerTa. Korato ce 0OMHCIDI JieueHHe Ha A¢uUA, OLCHKATa HA
TEXeCTTa N XpoHU(UIlpaHe Ha CHMITOMUTE Ha 1eTeTO TPAOBA 1a OBAAT CBBP3AHH C BB3PACTTA MY
(6-18 roogHHHK).

qwsarocpoyna ynorpeda (moesede ot 12 Mecena)

BesonacHocTTa H eh€KTHBHOCTTA HAa MPOABLLKUTENHATA YIOTpeOa Ha MeTWIQEHHAAT HE Ca
CHCTEMATHYHO H3CJICABAHH B KOHTPONMPAHH NpoyuBaHus. JleueHueTo ¢ MeTeHaar He Tpadsa 1
He € 3aQB/DKHTENHO A4 € HeorpanudeHo. [Ipu aeua u roHowWH T0 00UKHOBEHO MOXKE 1d €€
peycTaHOBH [0 BpeMe Ha myOepTeTa unu cien Hero. [TallHeHTHTe HA NPOXBIKUTEIHA Tepanus (T.e.
Han 12 meceua) TpadBa ga 0bAAT 00CKT Ha BHUMATERHO ALIArMOTPaHHO IpocienaBaHe B ChOTBETCTBHE
C HACOKUTE, NaAeHH B TOYKH 4.2 H 4.4 ¢ orfied Ha CLCTOAHHETO HA ChpACHHO-CHAOBATA CHCTEMA,
pacTtexa (aeua), TerjaIoTo, aneTUTa, pelUIHBUPAHETO HIK BJIOILABAHETO HA MHUHAIH ITCHXH1HU
pascTpoiicTsa. [IcuxuiHUTE pa3cTpoiicTBa, KOHTO CIIEBa Aa & NPOCienaBart, ca H30pOeHH

BL36}’HBHDCT, TPEBOKHOCT, ASNpeCcHsd, NCHX03a, MaHHUA, WIIO3HH, pasapa3sHUTCITHOCT, J1
CITOHTAHHOCT, 3aTBOPCHOCT H MIPCKOMCPHA NCPCCBEPALIIA.
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JlekapuTe, KOMTO PELUAT Na NPURAraT METHIGEHHIAT 3@ MPOABLIDKUTENHH MEPHOAH OT BpeMe (noBeye
oT 12 Meceuna), Tpa0Ba nepHOAUYHO J1a U3CIeABaT AhATOCPOYHATA I0J13a OT JIEKAPCTBOTO 33 BCCKH
OTAENEeH NALHEHT C NPpoOHH Neproau Oe3 NMpUNoKeHHe Ha IEKApPCTBEHUA NPOAYKT, 34 a OUCHAT
GyHKUHUTE HA nauueHTa Oe3 dpapmakorepanus. [Ipenopbusa ce ynotpebarta Ha MeTUA(eHUIAT Aa ce
COHpa HAR-MAIKO BEAHBXK FOAMIING, 33 Jd C€ OUEHU CHCTOSHUETO HA NauxenTa (Npy aeua 3a
NpearnoYMTaHe Ho BpeMe Ha YHIWIMIIHHUTE BakaHUKH). [logoOpeHneTo MOXKE [1a € HaTHUe, J0PH KOrato
ynotpebaTa Ha IEKAPCTBEHHSA NIPOLYKT € BPEMEHHO HITH OKOHYATETHO NMPESYCTAHOBEHA.

Ynotpeba Npy NALUKWEHTH B CTAPYECKA Bb3PacT
MeTundeHuaar He TpsiOBa Na ce Npuara NpH MaLUEHTH B CTApUECKa Bb3PACT. be3omacHoCTTa U
e EKTURBHOCTTA B TA3U BH3PACTOBA TPyNa He ca yeraHopenH. Kouuepra He e npoyusana npu P/IBX

NpH NAalMeHTH HaA 65 roaMHu.

Ynorpeba npyn geua nog 6 roauHu

MeTundenuaat He TpadBa Aa ce Npunara py aeua nol 6 roHHH, [Mopany JIMNCATa HA JaHHH 32
Oe3onacHoOCTTa H €ePEKTHBHOCTTA B Ta3H Bb3pacTOBa IPyIIa.

(CbCTOAHUE HA CbpACHHO-CBAOBATAa CHCTEMA

3a NaUHEHTUTE, HA KOHTO MPECTOM IEYeHHE ChC CTUMYJIHPAIIH JIEKApCTRa, € HeoOX0auMa
BHMMATENHA aHAMHE3A (BKTIOUHTETHO M NIPOYUBAHE 3a (paMHIIHA AHAMHEe3a 33 BHE3aNHa ChpAeyHa WU
HeOoOICHUMA CMBPT MJIH 3JI0KA4YECTBEHA apUTMHSA) U (PU3MKAJICH NIPETIE], 3a 1A ¢¢ YCTaHOBH
€BCHTYAJIHO HAJIMMME HA CBhPACHHO 3a00JiABaHe, U Te TpAOBa Ja MPEeMHHAT AOMBJIHUTE/THH
H3CJIeIBAHHA NPU CNEUMAITMCT Kap/IHOJIOT, B C/ly4yail ye mbpBOHAYATHUTE PE3YJITATH NPLeANONarar
HaJMYHETO Ha nogodHa aHamHe3a wiu 3a0onseaHe. [lauueHTyre, pa3BUNH CHMOTOMH KaTo
MajgnuTaurt, 60JKY B repauTe py GH3NYECKO HATOBApPBAHE, HEOOACHHWM CHHKOI, AUCITHEN HITH
NPYrH CUMIITOMH, [IPEANONAraly ChpAeUHo 3ab0/IMBaHE 0 BPEME Ha JICMEHHETO ¢ METH(eHU AT,
TpAOBRa He3a0aBHO A MPEMUHAT M3CNEABAHUA NMPU CNEITHANHUCT KapaAUOJIor.

AHaNM3HTE HA JAHHK OT KIMHUYHH IIPOYUYBAHHUS HA METHIGMEHHIAT [IPH Aeua n woHowun ¢ PIIBX
MOKA3BAT UECTH CIIy4aH HA MPOMEHH B AUACTOIIHOTO H CUCTOJIHOTO KPbBHO HAJIAMAHE HA NALlUCHTH,
npueMaly MeTwipenuaar, ¢ noeede ot 10 mmHg B cpaBHeHnE ¢ KOHTPOJIHMTE NALHUEHTH.
[ToBUILIEHHA Ha CTOMHOCTHTE HA AHACTOJIHOTO M CMCTOMHOTO KPBBHO HANATAHE Ca HAOJII01aBAHH H B
NAHHWTE 0T KTUHWYHUTE U3NUTBAHHS NPY Bh3pacTHH nauneHTH ¢ PAIBX. KparkocpouHuTte U
ABLACOCPOUHUTE KITHHHYHH MOCREAHUH OT Te3H epeKTH BbpPXY ChPACHHO-CHAOBATA CUCTEMA NPH NeLIa
1 KOHOILH HE Ca M3BSCTHU. He MoXe na ce M3KMI0YH BB3MOKHOCTTA OT I10ABaTa Ha KIIHHUYHA
YCIIOKHEHHA NpeABUA epeKTHTE, HaOMIOJaBaHH B JaHHUTE OT KINHHYHUTE NPOYYBAHKA 0COOCHO B
CJTy4aH, KOTaTo JIEUEHUETO MO BPEME Ha JAETCTBO/HOHOLUECTBO € MPOABIKHIC M B 3psia Bb3pacT.
Tpadea 1a ce NOAX0X/Aa ¢ FOBHIICHO BHUMAHHE NMPH JCHCHHETO HA NANHEHTH, YHETO
NbPBOHAMATHO YCTAHOBEHO 31PABOCJOBHO CHCTOAHHAE MOKe a2 0ba€e H3JT0DKEHO HA PHCK OT
NOBUMIABAHETO HA KPbBHOTO HAJIATAHE UM YHECTABAHETO HA ChPIeYHUR PHTBM. BibkTe
Touka 4.3 3a yCJIOBHS, MIPYM KOHTO JICUEHHETO ¢ METUN(pEHIAT € NPOTHBOIIOKA3aHO.

ChCTOAHHETO HA ChPACYHO-CBLIOBATA CHCTEMA TPAOBA BHHMATEAHO 34 CE CJICAH. KpnBHoTO
HAJIATaHe H NYJICHT TpAOBa Na ce PerHCTPHPAT B THATpaMa [1PH BCAKA IPOMAKA HA K03aTa H
HAH-MAJKO HA BCEKH 6 Mecena ¢Jier TOBA.

MeTnadgenunar Tpadea aa 0bAe NpeycTAHOBEH NPH NANHEHTH HA JICUEeHHE ¢ MOBTApPRIIH Ce
TaXHKAPJAMSH, APETMHH HJIH NOBHIIEHO CHCTOJIHO KPLBHO HanArae (>95-TH mepceHTHI) H
TPAOBA N3 ce ODMHCIH HACOYBAHE KbM KAPAHO.IOT.

Ynotpedara Ha METHIEHUIAT € MPOTUBOINOKA3aHA [IPpH aHAMHe3a 3a HAKOH CbpPIEYHO-Chb
3a60NABaHUA, OCBEH AKO HE €€ B3EMe NMPENnopLKa OT CNEHUATHCT 10 KAPAHOJI0rHA (B
Touka 4.3).



Buezanna cmbpm u MURQIU CMPYKIMYPHU COPOSUHU QHOMQIUY WIH OPY2U CEPUOIHU CoPOCUHU
HapyuwieHus

CpoOLIaBa ce 3a BHE3arnHa CMBPT, CBbpP3aHa ¢ yrnoTpedaTa Ha CTUMYJIAHTH HA LEHTPATHATA HEPBHA
CHCTEeMa B OOHYaHHM M03U MPH NauHEHTH, HAKOH OT KOUTO €4 CbC CTPYKTYPHH CbPAe4HH aHOMATHH
HITH OPYFH CePHO3HU MPOGIEMH Ha ChPLETO. BRIPEeKN Ue HAKOM CEPUO3HH ChPACYHH NPOOIEMH MOXe
caMH 1o cele CH Ia NMpeACTABNIABAT MOBKIICH PHCK OT BHE3alTHAa CMBPT, YNOTPedara Ha CTHMYJIMpaLlH
NPOAYKTH He Ce MPEHopbhUBa MPU NALMEHTH ¢ YCTAHOBEHH CTPYKTYPHH ChpICTHH aHOMAIINH,
KapAHOMHONATHA, TCKKH HAPYLICHW Ha CBPACHHUA PHTHM HIIH APYIrH CEPHO3HH ChpACHYHH
npodseMu, KOUTO MOXKE 14 T IIOCTABU B NOJIOKEHUE HA MOBHIIEHA YAIBHMOCT KBM
CUMIIATOMHMCTHYHHTE e(bEI{TH Ha CTUMYITHPALIOTO JICKAPCTBO.

Bw3pacTtan

Cwo0LeHH ca BHE3aMHH CMBPTHH CJTYYaH, HHCYJIT U MHODAPKT HA MHOKap/a NpH Bb3PacTHH,
IpUeMallid CTUMYJINpaIIH JJeKapcTBa B oOnuaitHu 1034 3a P/IBX. BerupekH ye ponsara Ha
CTHUMYJIAHTHTE B T€3U CIYYaW HA Bb3PACTHU € HEU3BECTHA, BB3PACTHHUTE UMAT IIO-TOJIAMA BEPOATHOCT
OT JeuaTa Ja MMaT CEPHO3HU CTPYKTYPHH CHPIESYHH aHOMANHU, KAPIHMOMHUONATHA, CEPHO3HU
AHOMANUHY Ha ChPACYHHA PHTBM, KOPOHAPHA APTCPHAJIHA OONECT UIIH JIPYTH CEPHO3HH CHPICHHH
npobneMu. BE3pacTHH ¢ TAKMBA aHOMAJIMH ChLIO KATO LANO HE TPADBA 1a Ce IEKYBAT ChC

CTUMY TUPAIIH JIEKAPCTBA. |

Henpasuina ynompeba u cupoeuHo-cv006U peakyuu

HEITP&BHHH&T& ynmpeﬁa Ha CTUHMYJIAHTHTE HA HEHTpATHATA HCPBHA CHCTEMA MOXE Ja JoBeaaT no
BHE3dAIIHA CMBPT R JIPYTH TEXKKH ChbPJCYHO-CBJOBH HEXCNAHH PCAKIIHH.

Mo3b4YHOCBLIOBH 3a00J19BAHHUS

3a MO3IBYHOCBIORUTE CHCTOSHHSA, TIPU KOUTO JIEYEHHETO C METHI(DEHHIAT € MPOTHBOIIOKA3aHO, BUKTE
Touka 4.3. [lauMeHThTE C NOMBIHHTENHH PUCKOBH (pakTOpH (KaTO AHAMHE3A 33 CBPACYHO-CBA0BO
3afonsBaHe WIH CHITBTCTBAIM NEUEHHS, TTOBHIIABAIIK KPbBHOTO HasAraHe) TpAOBa Ha BCAKA BH3UTA

CJIEN, 3a[104BaHC Ha JICHCHHCTO C MﬂTHII(i]BHPLE[ElT Ia NMpeMHUHABAT nperaci 3a HEBPOJIOrHiHHr MNnpu3nal
H CHMIITOMH.

LiepeSpamHUAT BACKYIIHT € MHOTO PAAKO CpelllaHa WAMOCHHKPATHYHA PEaKLAA KBM H3JIaraHeTo Ha
MeTH/IpeHnaaT. ChlLUCCTBYBAT MAJIKO JOKA3aTEACTRA 3a TOBA, Y€ [TAUHEHTHTE € MOBHIICH PHCK MOraT
Aa 6Laat pa3no3HATH H II'bpBaTa MposBa HA CHMITTOMUTE MOXe a Obae MbPBUAT NPH3HAK 32
CBhLUECTBEH KIMHHYEH NMpobneM. PanHaTa auartoza, nocrapeHa Ha 0a3aTa Ha BUCOKA CTENEH HA
NPEANOIMKEHHE, MOXKE 1a M03BOM HABPEMEHHOTO NPEYCTAHOBABAHE HA TEPANMUATA ¢ MeTHN(EHHIAT
U paHHO JICYSHUE. 3aTOBa TpAOBa Ja ¢ AKArHOCTULIHPA BCEKH MALKUENHT, pa3BHII HOBH HEBPOJIOTHUHH
CUMIITOMH, KOHTO OTrOBAapAT Ha UepeBpanHa UCXEeMHS 110 BpeMe Ha TepanuaTa ¢ MeTuideHHaar. Tesu
CUMIITOME MOXE Ja BKIIOYBAT TEKKO rMaBo0O0IHe, CKOBAHOCT, OTNAAHAJIOCT, Napa3a H HapyLUICHHE
HAa KOOPAWHAUUATA, 3PEHHETO, TOBOPA, €3UKa MJIM NMaMEeTTa.

Jleuenneto ¢ MeTuadeHHAAT HE € IPOTUBOMOKA3AHO NPH MALMEHTH ¢ XeMHIUIErHYHa uepedpainHa
nmapesa.

[ [cuXHYHM pa3cTpOHCTBA

Pa3sBHTHETO HA ABE MIIM NOBEYE NApaeTHU NCUXHYHH 3abonasanua npu PABX e yecro cpelano

ABJIEHHE H TO3M (akT TpaOBa Aa C& OTYHTA, KOTATO CE IPEANHCBAT CTHMYJIHPAIK NpoayKTH. [Ipenu
HAYAIOTO Ha JEYEHUETO C METWIPECHUAAT MALKEHTHT TPAOBA /1a ce Mperjiena 3a HAIMMHe Ha
NMCUXHUYHY pa3CTPOHCTBA M TpADBa Na ce cHeMe (paMHHA aHAMHE3A 33 MCHXUYHH Da3CcTpQ
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[Ipu Besika NpoMANAa Ha A032TA TPAOBA Aa ce cJIelM 32 NOABA HA HOBH WJH BJIOMIABAHE HA
MHHAJH NCHXHYHH Pa3CcTPOHCcTBAa, 4 clle] TOBA HAH-MAJKO Ha BCEKH 6 Mecena H Ha BCAKa
BH3INTA. MoOKe X2 € YMECTHO 12 Ce NPeyCTAHOBH TEPANHATA.

Jacunsane Ha MUHATU RCUXOMUYHET WK MAHUURY CUMRIMOMU

HPHHD}I{GHH'&TD Ha MBTHH(IJBHHI[HT APH TICHXOTUYHH MalHCHTH MOXKE a 3aCHITH CHMIITOMUTE Ha
MOBCACHYUCCKO CMVIICHHC H MHCITOBHO pEISCTpDﬁCTBU.

llosiea na noeu ncuxomuuHU U MQHUHRYE CUMRIMOMU

Bb3HUKHANTHTE MO BPEME HA JIEYEHHE [ICHXOTHYHU CHMIITOMH (3pHTEIHK/0Ce3aTETHH/CITYXOBH
XATIOUWHALHAN U HTIO3MH) WM MaHHA NpY NallHeHTH Oe3 MUHANd AaHAaMHe3a 34 IICHXOTHYHH
3a00NISBaHHSA WITH MAHHS MOKE N1 Ca NPHYHHEHH 0T MeTHI(eHUAaT B 0OHYaHHN NO3H (BXK. ToUKa 4.8).
B cnyuaii Ha nosBa Ha MAHMHHH WIH NICUXOTHYHA CHMNTOMU TpAOBA 1a €€ OTYETE Bb3MOXHATA
NPHYUHHA POJISL HE MeTUNDEHMOAT U MOXKE 1A € YMECTHO JICUEHHETO Aa ¢€ MPeyCTaHOBH.

Azpecusrno unu spaxcoebno nogedenue

JleyeHHETO CBC CTUMYNIAHTH MOKE Aa IPUMHHHM [I0ABa HIIW 3aCHIBAHE HA NPOSBHTE HA arpecHA HIH
BpaKaeGHOCT. 3a IpOABM Ha arpecus ce Cro0IIABa NPH NALHEHTH, IEKyBaHH ¢ METHIQEHUAT (BXK.
Touka 4.8). [launeHrure, nexypadu ¢ METUIQEHNWAAT, TPI0BA BHUMATEIHO 114 ce CIICAAT 32 M0sBa U
3aCHJIBAHE Ha NPOSBHUTE HA arpecHBHO MTOBEAEHUE WIM BPaxKACOHOCT B HAYANIOTO HA JICUCHUETO, IPH
BCAKA [IPOMSAHA Ha J03aTa, CleJl KOeTo Hal-MaJiko Ha BCceKd 6 Mecella i Ha Beska Bu3HTa. Jlexapure
TPA0Ba Ja NPEUEHABAT HYXAaTa OT POMAHA HA pelKHMa Ha JICYEHHE TTPH MALMCHTH ¢ IPOMAHA B
MOBEAECHUETO UMANKH NPEeABHUI, YE€ MOXE [1a € YMECTHO MOBUILIABAHE WM HAMAJIABAHE HA 03ata.
Moske na ce 0OMuCIY NMpeKpaTABaHe Ha JICUEHUETO.

CrAoORROCM KoM CaMOYOULCMBo

IManmMeHTUTE, IOKA3BAILM CYMUMAHH MAEAIMH WIH MOBEICHUE TI0 BpeMe Ha jieyeHueTo 3a PIABX,
TpsiOBa He3a0aBHO Oa OBAAT NperneaaHud ot cBos nekap. [pabdea na ce oT4YeTe BIIOUIABAHETO HA
NBPBOHAYATHO YCTAHOBEHOTO CHXHYHO ChCTOAHKE M HA BEPOATHATA IPHYMHHA PONA HA NMIEHEHHCTO C
meTHIpennaar. Moxe [a ce Hamoxu JledeHye Ha ITbPBOHAYAIHOTO NMCHXHYHO 3abo/sBaHe H TPAOBA
Aa ce 06ChAN BE3MOKHO MPeYCTAHOBABAHE HA TEPAINUATA ¢ METHI(EHUAAT.

Turxosge

EdexkTbT Ha MeTHI(EHNIAT € CBBP3aH C NoSBaTa MM BICLIABAHETO HA JABHraTe/H! U BEPOATHH
tukoee, ChoBuIaBa ce ChIO U 3a CJTyYad Ha BJoLIasaHe Ha cuHapoma Ha Type (Bxk. Touxa 4.8).
TpabBa na ce mpoyun aMUIHATa aHaMHE3a H TeUEHHETO ¢ MeTHIgeHnaaT TpsabBa aa e
NpeluIecTBAHO OT KJIHHHYEH NIPETJIE 32 THKOBE Witk CHRApoM Ha Type. [lauveHtute TpsaOBa peaoBHO
f1a ce TPOCNEeasaBaT 3a MO0ABA MM BIOWABAHE HA TUKOBETE IO BpEMe Ha JEUEHHETO ¢ METHII(EHUaT.
[MTaunentuTe Tpadea 1a ce mpocjeadaBaT NPH BCAKA MPOMAHA HA 103aTa, CJIER KOETO HAH-MAJIKO
Ha BCeKH 6 Mecenta HJIH HA BCSIKA BH3HTA,
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[IpH nalUHeHTn, NeKyBaHH ¢ MeTHA(EHIIAT Ce ChbOOILABAT MPOABH HA TPEBOXKHOCT, Bb30YAEHOCT H
HanperkarocT (Bx. Touka 4.8). EGexThT Ha MeTUI(EHHAAT e CBbp3aH CBIIO € BIIOLIABAHETO HA
MUHATH [IPOABH Ha TPEBOKHOCT, Bb30YASHOCT WIH HANperdatocT. TpeBoKHOCTTA BOOH 10 CIIMPaHe
HA JIEYEHHETO C METUI(PEHHIAT NPK HAKON naudedTy. YnoTpeGara Ha MeTIWIGeHRIAT TPAOBA na ¢
NpeaUEeCTBaHa OT KITMHMYHA OIIEHKA HA TPEBOKHOCTTA, Bb30YyIEHOCTTA WITH HANpPEeTHATOCTTA

HJIA Ha BCHKA BH3IHTA.



Dopmu Ha OUNOCAADHO PASCMPOUCINGO

[Tpu ynorpedarta Ha MeTIUIhe HHRAT 3a NeueHue Ha PJIBX npH nanuedTH ¢ Mapaie/IHO OUIOJIAPHO
pa3CTPOHCTBO (BK/IKOYMTENHO H HENEKYBAHO BHNONAPHO paszcTpoicTBo THI | win Apyry popMu Ha
OMIOMAPHO pa3CTPpoiCTBO) TPAOBA Aa ce NMOAX0KAa ¢ 0cOOEHO BHHMAHUE, TBH KaToO ¢ Bh3IMOXHO TOBA
[a NPEeAU3BMKA NOABATAa HA CMECEHH/MaHUITHY eNTH304M ¥ Tax. [Ipenn fa 3anoyHar nedeHue ¢
MEeTUIDEHHIAT, MAUUEHTHUTE CbC ChII'BTCTRALLN ASTIPECUBHY CUMITOMH TpA0Ba Aa NpeMHHAT MpEryien,
3a J1a C€ YCTAHOBY JAJH Ca H3NIOKEHH Ha PHCK OT OunonApHo pascTpoiictso. [IpernensT TpAdBa a2
BKJIIOUBA TIONPOOHA aHAMHE3a Ha NMCHXOTHUYHHUTE 3a00JIABAHHUA, BKTIOYHTENHO M HaMHIIHA aHaMHE3a 3a
CIlydaH Ha caMoyOHUACTBO, OUNoAapHO pa3cTpoiicTRO U genpecki. HenpeKbCcHATOTO ALJArOTPanHO
npocieNaBaHe € OT ChilleCTBEHO 3HAYEHHE NMPH Te3H NAaUHenTH (BK. , JIcHXAuHH pa3cTpoiicTBa”
no-rope U Touka 4.2), llauvenTure TPORA 12 Ce MpoCaeaAABAT 32 CHMITOMH MPH BCAKA
NpOMSAHA HA A03aT4, CJIed KOeTO HA-MaJIKO Ha BCeKH 6 Mecena H HA BCAKA BH3HTA.

Pacrex

[Tpu npoabmxuTeTHa ynoTpeba Ha MeTHI(QEHHIAT NPH Aela ce choDIaBa 3a YMEPERO NOKMKABAHE B
Ha/JIABAHETO Ha Tersio ¥ 3abaBsHe Ha pacTexa. Cpodliara ce 3a HaMalaBaHe Ha TETJIOTO NPH J1EYEeHHE
Ha Bb3pPacTHHU C MeTuideruaat (ex. Touka 4.8).

EdextruTe Ha MeTUADEHHAAT BbPXY BHCOUHHATA U TETIOTO BCE OUIE HE €A H3BECTHH H CC H3y4aBaT.

Ilo rpeMe Ha JTeueHHETO ¢ MeTHI(PEHHIAT TPADBA 12 CE CJIENH PACTEXbT HA NALHECHTHTE.
PLeTLT, TErJIOTO M ANIETHTHT TPAGBA A4 e pErHCTPHPAT HaH-MAJIKO Ha BCeKH 6 meceua B
AHATpamMa Ha pacrexa. [lauMedTuTe, YHHTO TETAO WIH PBCT HE C€ NMOKAYRAT ChIMACHO OYaKBAHUATA,
MOJKE [1a C€ HAJIOKH A TIpeyCTAHOBAT NedeHreTo. [Ipu Br3pacTHUTE TErnoTo TpAdsa Aa ce
NPOCIEAABa PEIOBHO.

I Ipunapsuu

MeTtundennnar Tpabea aa ce npuaara ¢ NOBUILIEHO BHAMAHHE NpH MAlMEHTH € €NHTETICUA.
MeTundeHnaaT Moxe 03 NOHMXKH KOHBYJICMBHUA Npar Npi NaUHEHTH ¢ aHaMHE3a 33 MPHIaIbLRN,
nauneHTH ¢ MHHanu EEI” oTknoHenus npyu OTChCTBHE HAa NPHIAABUH H B PEIKH Cy4YaH Npu
nauueHTH Oe3 aHaMHesa 3a ropuose W 0e3 EEI oTknoHeHHA. AKO 4eCTOTaTa Ha NpUOaIbiUTe Ce
YBEJIUYHM WK CE€ NOABAT HOBH MPUMAABIUM, TepanuaTa ¢ MeTHdeHUuaaT TpAdBa na ce IMpeyCTaHOBH.

[lppanuibm

HMmMa cro0LeHns 3a NpoaABb/IKHTENHN H DOJIS3HEHH €PEKUMH, CBLP3aHH C MpHEM Ha MPOAYKTH,
CBHABPKAUIN MeTUN(EeHHIAT, IPeAHMHO BhB BPh3Ka C MPOMSHA HA CXEMaTa Ha JICYCHHE C
MeTHIpeHnaaT. [TalMeHTH, MPH KOUTO € NOABAT HEOOHUANHO MPOIBIKUTETHH WIM YECTH H
O0N1e3HEHH epeKunH, TpaOBa na NoThPCAT He3abaBHO MEIUUHHCKA MOMOIIL.

Ynorpeba ¢hC CEPOTOHUHEPTHUHU NEKAPCTBEHHU NPOAYKTH

CepoTOHHHOR CHHPOM € ¢hOBIaBaH Ciell eNHOBpeMeHHa yrioTpeba Ha MeTundeHuIar u
CEPOTOHHHEPTHY HH JICKAPCTBEHH MPOIYKTH. AKO eIHOBPEMEHHATa yroTpeda Ha METHI(QEHHIAT U
CEPOTOHHMHEPTHYEH NeKAPCTREH NPOAYKT € OnpaBaaHa, 6sp30To pa3no3HaBaHe HAa CHMNTOMUTE HA
CEPOTOHHHOB CUHAPOM € BaxkHO. Te3u CHMIITOMM MOTatT Aa BK/IIOYBAT [IPOMEHU B ICHXHYHOTO
CHCTOAHKE (Hamp. Bb30yda, XaMOLMHALKKY, KOMa), aBTOHOMHA HeCcTaOMIIHOCT (Hamnp. TaXHKapaus,
NaGHIHO KPBBHO HANAraHe, XHIIEPTEPMHS), HEPBHO-MYCKYJIHH aHOMAaNMH (Hanp. xuneppedutexcus,
HEKOOPAMHHPAHOCT, CKOBAHOCT) W/ HIN CTOMALIHO-4PEeBHH CHMIITOMHM (Hanp. rajeHe, MoBpblIaHe,

NpeyCTAHOBEH BB3MOKHO HaM-CKOPO.

3noynorpefa. HenpapUIHA yNoTpeda U OTKIIOHEHHE




[MaureHTHTE TPAOBA 12 CcE MPOCIIEAABAT BHEMATE/NHO 33 PHCK OT OTKJIOHEHHE, HENPaBHiiHa yrnoTpeda
H 310ynoTpeda ¢ MeTundeHHaar.

Metundennnar tpabBa na ce ynotpedsaea ¢ BHUMaHUe IPU NAUHEHTH C HADKOTHYHA WK aJIKOXOJTHA
3aBMCUMMOCT NOPAIH PUCK OT 310yMoTpeda, HeNMpaBHAHA YNOTpeda U OTKIIOHEHHA.

XpoHuuHaTa 3n0ynotpeda ¢ MeTUNhEeHUIaT MOXKE Aa J0BEAE 10 H3pa3eHa IIOHOCUMOCT H NCUXHYECKE
3ABHCHMOCT € Pa3fin4H{ CTeneHn Ha aGHOPMHO MoBeaeHKe. Bh3MOKHa € NoABaTa Ha ABHU
ICUXOTHYHH enU30AM 0CO0EHO B pe3yTaT Ha MapeHTepaiHa 310ynoTpeda.

[Tpu B3emMaHeTO Ha penleHHe 3a Kypca Ha eueHue Ha PIBX Tpadea aa ce B3eme ApeaBUA BH3PACTTd
Ha MALHWEHTA, HATMYHETO HA PUCKOBH (haKTOPHU 32 pa3CTPOHCTBa CbC 3JI0YNOTpeda ¢ HAPKOTHYHH
BELUECTBA (KATO MapPae/IHO OMO3HLHOHHO-ATPECMBHO KWITH NOBEICHYECKO Pa3CTPOMCTRO U OMNONSIPHO
pascTpoiicTeo). [IpenopbyuBa ce 0co6GeH0 BHHMAaHKUE MPU €MOLHOHATHO HECTAOUTHU NALKMEHTH,
HAIIpMMEP NaUHUEHTUTE C AHAMHE3E 32 HAPKOTHYHA WIH AJIKOXOIHA 3aBUCHMOCT, ThH KaTo T€ MOXE Ja
yBE€NHYAT 103aTa M0 CBOS HHHUHATHEA.

Tepanusara ¢ MeTUIPEHHIAT WK APYTH CTHMYJIAHTH MOXKE 114 HE € IIOAX0A11a 32 HIKON NalHeHTH C
BUCOK PHCK OT 3JI0ynoTpeda ¢ HapKOTHLM M TpAOBa Aa ce NIPpEABHIN JICUSHHE ¢ HECTHMYIHPAllH
BelLECTRA.

CrnvpaHe HA TEKAPCTBOTO

Crupaneto Ha yrnoTpefaTa Ha JEKAPCTBOTO H3MCKBA BHHMATEIHO HAOIOAEHHE, ThH KaTO TOBA MOXKE
Aa IpeAN3BHKA OEIPECHS, KAKTO U XPOHUYHA CBPBLXAKTHUBHOCT. [IpH HAKOM NALHEHTH MOXKE Ja Ce
HAJIOKH NPOABJKUTENAHO NPOCIeasaBaHe.

Cnxpanero Ha 3n10ynoTpebara ¢ IeKapcTBOTO M3HCKBA BHUMATEIHO HAaOIMOACHHE, TEH KaTO MOXe Aa
c€ MOSBH TEXKa ACTpecus.

YMopa

Metuadeunaar He Tpadpa Aa ce H3M0/13Ba 32 TPOPHIAKTHKA HITH JIEIEHHE HA HOPMAIHH ChCTOSHUA
Ha yMopa.

IoMowmny BewecTea B KoHUepTa

To3u nexkapeTBeH NPOAYKT ChALPXkKA MTAKTO32: MALMEHTH ¢ PEIKH HACIeACTBEHH Npod/IeMH Ha
HEMIOHOCHMOCT KbM TajIaKTO3a, IThJIEH J1aKTa3eH AedHLHT WK IJIF0K030-TaNlakTo3Ha Manabcopouus He
TpAOBa Aa NpUEMAT TOBA JCKAPCTBO.

Bceaka TabneTka cbabpxka no-Manko ot 1 mmol Hatpui (23 mg), T.e. NPAaKTHYECKU HE CBABPXKA
HaTPHIA.

H360p Ha nexkapeTBeHa opMa Ha METUAQEHKAAT

M300pbT Ha JlekapeTBeHa fopma Ha [IPOIYKT, CHIBPXKALL METHI(EHHIaT, TpsA0Ba da C€ Hanparu ot
JeKyBallHMA CAeUHATHCT 33 BCEKH OTAENEH HalMeHT U 3aBHCH OT TUTAHMPAHATA NPOAB/IKHTEIHOCT HA
edekTa.

Tect 3a HAPKOTHIIM B KPHBTA

To3u nponyKT ceaepXka MeTHIdEeHHAAT, KOHTO MOXKe 1a IPeIH3IBHUKA MOTPEIICH 11
pe3yNnTaT npH Ja00paTOpHH U3C/eABaHUA 334 aMPETaMHUHY H MO-CHELHMAIHO C U
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CnoptucthTe TpAOBa Ja Ca HAACHO, Y€ TO3U JICKAPCTBEH NPOAYKT MOXE [1a NIPe/IH3BHKA MOJIOMHUTENTHA
peaKlUus Ha ,,aHTUJIOTIUHTOBU  TECTOBE.

BnOpeuHa 1y yepHoApoOHA HEJOCTATBYHOCT

Jlunceat gaHHK 3a ynotpedara 4a MeTUn(heHHAAT NpY NauseHTd ¢ OpOpeyuna UM yepHoIpodHa
HEIOCTAThYHOCT.

Bausauue BppXy KPbBHATA KAPTHHA

Jsnrocpounara 6e30NacHOCT HA JEYEHHETO ¢ METHI(PEHUIAT He € HATBITHO H3BEeCTHA. B cmyvai Ha
NEBKONEHUA, TPOMOOUMTONEHHUA, aHEMHA UITH APYTH W3MEHEHHKA, BKIIOYUTETHO H H3MEHEHUATA,
HOKA3aTeNHM 3a cepHo3HY OROpeyunu wm yepHoapobHH 3abossiBanus, TpsidBa Aa ce 00Chau
MPEKBCBAHE HA JIEYEHHUETO (BK. Touka 4.8).

B13MOKHOCT 38 CTOMAITHO-UPEBHa 00CTpY KLHA

Twit kato KoHueprta tabaeTkn ca HenedopMHpYEMH H He IPOMEHAT 0CE3aTeNHO opmata CH B
CTOMAUIHO-YPEBHHUA TPAKT, OOMKHOBEHO He TpAOBA 1a ¢€ NpuwiaraTt MpH NauHeHTH ¢ IpeaecTRALIH
TEXKH CTECHEHHA HA TPAKTa ((ATOJOrMYHE WIK ATPOrSHHU) WAK IPH MalUeHTH ¢ Jucharus Wiy
3HAYUTEJIHO 3aTPYAHEHO IIOFTbIIARE HA TadyeTKkH. B penku caydam ce cho0imaBa 3a 00CTPYKTHBHU
CHMIITOMH MTPHU MAUMEHTH CbC CTECHEHHE, BbB BPBH3Ka ¢ NONTbIIAHETO HA JIEKAPCTBA B
Heae@opMHUpYyeMa JieKapeTBeHA opMa ¢ YOBMKEHO 0CBODOKIaBaAHE.

IMopanu nuzaiina Ha yab/DKeHO ocBoboxkaarane, Tadnerkute Konuepra Tpadea oa ce npHarat camo
MpH MaLHEeHTH, KOUTO MOTAT JIa rd morabliar uend. [launentnre Tpadsa ga OpaaT HHQOPMHpaHu, He
tabnetkure Konnepra tpatea na ce rpartart UeSM ¢ moMoinTa Ha TeuHoct. Te He TpsAOBa 1a e AbBYaT,
4y AT WIK HaTpoLuaBaT. JlekapcTBOTO ce chabpka B HeabcopOUpyeMa Karcya, KoiTo €
npeAHa3HauYeHa 2a o 0CBOOOKIaBa ¢ KOHTponupaHa ckopocT. Kancynara Ha tabneTkara ce U3XBbpJid
OT OpraHH3Ma, 3aTOBA MAaLUEeHTUTE He TPAOBA 1a c& NPHTECHABAT, AKO CITy4yaiiHo 3a0enexar B
H3NPAKHEHHUATA CH HELO, KOSTO NpHNIYA Ha TabneTka.

4.5 BianmoneiicTBHe ¢ ZPyru IeKAPCTBEHH NPOLYKTH H ADYTH GOpMH Ha B3aHMOAEHCTERE

d)apmam KHHETHYHH B3aUMOIOCHCTBHA

EdekrsT Ha MeTHIeHHNaT BEPXY MNA3MEHHTE KOHLUEHTPALHH Ha eJHOBPEMEHHO ITPpHNAraHu
NeKapcTBa HE € U3BECTEH. 3aTOBA Ce MPenopbika Ia C¢ BHHMaBA NMPH KOMOHHHPAHETO Ha
MeTHN(DEHHAAT ¢ APYrd N€EKapcTsa, 0COOCHO TAKUBA € TECEH TEpaleBTHYEH MPO30pel.

Merundennnar ve ce merabonusupa upes nutoxpom P450 no crenen ot KIMEHYHO 3Ha4eHue. He ce
043aKBa HHAYKTOPHTE H HHXHOHTOpHTE Ha uMToXpoM P450 na oxaxar BAHAHHE BbPXY
(papmakokuHeTHKaTa Ha MeTwidennaar. H o6pato, d- u |-eHaHTHOMEpUTE HAa METHI(EHILIAT HE
MHXHOUpAT CROTBETHO uuTOXpoM P450 1A2, 2C8, 2C9, 2C19, 2D6, 2E1 vnu 3A.

Crnopen HAKOM OOKIaau obavye MeTHIPeHHIAT MOXE A2 HHXUOHPa MEeTab0/IM3Ma HA KyMapUHOBUTE
AHTHKOATYAAHTH, AaHTHKOHBYIcaHTHTE (Hanp. deHoOapOuTan, GeHNTOHH, MPUMOIOH) H HAKOH
AHTHACIIPECAHTH (TPHLHMKIHLIN M CEJIEKTHBHU HHXHOHTOPH Ha OOPATHOTO 3aXBALIAHE HA CEPOTOHHH).
Korato ce 3anouBa UM MPeyCTaHOBABA JIEUEHHE C METHIPEHHAAT, € HeO0OX0AUMO Aa C€ MPOMEHH
A03aTa Ha [IPUEMAHHTE B MOMEHTA TEKAPCTBA U 1A C€ U3MEPAT TEXHHUTE [1JIA3MEHH KOHUECHTPAUWH
(MM BpeMETO Ha CHCUPBAHE 33 KYMapHH).

PapMaKOAUHAMHUYHY BIAUMOICHUCTBHA

A HMUXUREPMEHIUGHU AEKAPCMEQ
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METHH(I)BHH,E[EIT MOWKE 4 HamMaTk eq)ﬂKTHBHDCTTH Ha JICKapCTRATa, H3IIOJ/I3BaHH 38 TCUCHHE Ha
XHIICPTOHHA.

Ynompeba c nexapemsa, noguwiasauji Kpo8HOMo HarAcane

TIpH manKeHTUTE, NEKYBAHH ¢ MeTHA(ESHHIAT, Ce NPETOPHUBA NOBULICHO BHHMaHHE [P ynoTpedaTa
HA JIPYTH A€KAPCTBA, KOUTO CHIIO TMOBHIIABAT KPBEBHOTC HANATAHE (BX. CBIIO M pa3/IC/IMTE 34
CHCTOSHUETO HAa ChPICYHO-ChAOBATA H MO3BYHO-ChAOBATA CHCTEMA B TOYKa 4.4).

[Topanu BepOATHOCTTA OT NOsiBa Ha XUMEPTOHWYHA KPH3a METWI(PEHUAAT ¢ NIPOTHBONOKA3AH [IPH
MALMEHTH, JIEKYBAHH (B MOMEHTA HJIH [IPe3 M3MUHATHTE 2 CEAMILM) C HECENEKTUBHH HEOOPaTUMH
MAQO-HHXUOUTOPU (BK. TouKa 4.3).

Ynompeba c arxoxon

ANKOXOJBT MOXE /14 3aCHNM HeONAronpHATHNS €(PeKT Ha [ICHXOAKTHBHHUTE JIEKAPCTBEHU NPOAYKTH
BBPXY LIEHTPAJTHATA HEPBHA CUCTEMA, BKJIFOUMTEITHO U Ha MeTWI(peHnaaT. Jlaruure in vitro nNoKasear,
He AIKOXOJIHY KOHUEeHTpauuy Haj | 0% nosHmiaBat KyMylIaTMBHOTO ocBoboxkaaBane Ha MPH ot
Konuepra rabnerkn. KinmuuyHoTo 3HaYeHye Ha Ta3v HaXo7Ka 3a ekcnosuuuata na MPH cnen
[MepopanHo NpwiokeRne Ha KoHuepra B KOMOUHALHA ¢ jIKOXOJI HE € U3BECTHO.

3aToOBA ce MPENnopbhYBa MAIMEHTHTE Ja ¢ Bb3IbpKAT OT YNOTpebdaTa Ha alKoXoJl 0 BpeMe Ha
NeYCHHETO.

Vnompeda cvc cepomonunep2uinu 1exapemeeni RpooyKimu

CepOTOHKMHOB CHHAPOM € chOOIIABaH CiIed eqHOBpeMeHHa ynoTpeba Ha MeTHN(eHHIaT |
CEPOTOHMHEPrHYHH JIEKAPCTBEHH MPOAYKTH. AKO enHOBpeMeHHaTa yroTpeba Ha MeTHA(eHHaaT H
CEPOTOHHHEPTHMEH JIEKAPCTBEH NMPOAYKT € onpapiaHa, Obp30To pa3no3HaBaHe HA CHMITTOMUTE Ha
CEpOTOHUHOB CHHAPOM € BaXHO (BXK. Touka 4.4). [IpH chbMHERHKE 3a CEPOTOHHHOB CHHAPOM NPHEMA HA
MeTuApeHnaat Tpadea a Oblie NpeyCTAHOBEH Bh3MOXHO Hall-CKOPO.

Ynompeba c xaroecennu anecmemuyu

ChluecTBYBA PHCK OT BHE3ANMHO TIOBUIIABAHE HA KPHBHOTO HAJIATAHE U ChpJEYHATA YECTOTA [0 BpEME
Ha onepaLua. AKO ONepauMaTa € NJaHupaHa, JIeYeHHeTo ¢ MeTUNDEHHIAT HE TpaA0dBa 1a ce mpuiara B
JIeHS HA oTiepauuATa.

Vnompeba ¢ arpa-2 azouucmu ¢ yenmpaino oeticmaue (Hanp. KIoHUOUH |

CepHo3HH HEeXETaHHU ChOMTHS, BKJIOYHTEIIHO BHE3AMHA CMBPT, €A JOKNaABaAHH NPH €AHOBPEMEHHA
ynoTpeda Ha MeTHAPEHUAAT ¥ KTOHUIHH.

bezonmacHoCTTa NIpH NPOABIDKUTENHA yHoTpeOa Ra METUN(PEHUAAT, MPHIIATaH €IHOBPEMEHHO C
KNOHUIMH WIH APYTH ajiha-2 arOHUCTH € LUEHTPATHO AEACTBHE, HE € CUCTEMATHYHO U3CTIeABaHa.

Yrnompeba ¢ Oonavmunepeuiny 1ekapcmea

[IpenopwuBa ce 0COOEHO BHUMAHME MPH NPHIOKEHHETO HA METUI(EHHIAT ¢ A0IaM HHEPrUYHH
JIEKApPCTEA, BMIOYUTENHO K aHTHNCHXOTHUK. THI KaTo €1HO OT OCHOBHUTE JEHCTBHA Ha
METHJI(PCHU/IAT € [1a NOBHIIIABA HHBATA HA H3BBHKJIEThYCH ROMAMHUH, TOH MOXKE 14 C€ OTHECE KBM
(papMaKOIHHAMHYHHTE B3aUMOOCHCTBHA, KOraTo ce ynoTpedasa €AHOBPEMEHHO C THPEKTHU U
WHAMPEKTHU JOTAMIHOBH arOHKUCTH (BKIIIOMUTETHO K auxuapokcudernunananun /DOPA/ u
TPULUMKIUYHH AHTHAEMPECAHTH) UAU C A0ITAMUHOBY aHTArOHUCTH, BKIIHOYNTETHO H @HTHIIC

4.6 DepTHIHTET, G PEMEHHOCT H KhLpMeEHe

bpeseHHocT
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J[aHHUTE OT €RKO KOXOPTHO NMpoyuBaHe Ha o6to npubnuznrenyo 3 400 O6peMeHHOCTH C EKCIIO3HLMS
Ha MeTHJI(eHHIAT Npe3 MbPBHA TPHMECTEP He NPEANoIAraT IIOBHILEH PUCK OT OOIIH BPOLEHH
nedexTd. MMa cnabo noBHIleHHE HA YECTOTATA Ha ChpASYHH MangopMaurH (cOOpeH KOpurupaH
otHocuTeneH puck 1,3; 95%CI, 1,0-1,6), KoeTo CHLOTBETCTBA H HA 3 HOBOPOAEHH C BPOJCHH ChPACHHU
mangopMaluy Ha Bceku 1 000 skeHH, KOMTO NOAYYaBaT MeTHIGEHHAAT MPE3 ITbPBH TPUMECTLP Ha
OpeMeHHOCTTa, B CPABHEHHE ¢ OPEeMEHHOCTH D€3 eKCMO3HINSA Ha MeTHIIPEHHAT.

Crno0lleHU ca COHTAHHK CNY4au HAa HEeOHATANMHA KapAuopecnupaTopiHa TOKCHYHOCT, M0-KOHKPETHO
TaXHMKapausa Ha eTyca U pecnupaTopeH ANCTpec.

[IpoyuBaHuATa IPU KUBOTHH MOKA3BAT CAMO PENPOTYKTHBHA TOKCHYHOCT TP TOKCHYHH 32 MaHKaTa
1034 {BX. TOYKa 5.3).

MeTrndeHHIaT He ce MpenopbyBa 3a ynorpeda 1o BpeMe Ha OPEeMEHHOCT, OCBEH aKO € B3ETO
KJAMHHYHOTO PELIEHHE, Y€ OTJIATAHETO Ha JICYEHHUETO MOJKE /1a TOBEAE 10 MO-TOJIAM PHCK 34

OpeMeHHOCTTA.

KopmeHe

MeTtundeHuaaT ce eKkckpeTHpa B KbpMara. Bb3 0CHOBa Ha ChOOLICHUR 3a B3ETH IPOOH 0T KbPMATa Ha
MeT MaiKy, KOHIEHTPALHWTE Ha METHIPEHUIAT B KbpMAaTa BOIAT 10 A03H 3a KppMaueTaTa oT 0,16 1o
0,7% ot MaH4YMHATA 1033, AMANTHPAHA CIIPAMO TEMIOTO Ha MakKaTa U ChbOTHOWIEHHE MEXIY KbpMaTa
U TIa3Marta Ha Maiikarta, Bapupawmo mexay 1,1 1 2,7.

MMa enHo crobuleHre 3a HOBOPOACHO, KOETO NOKa3Ba HeCTIEUMPHUYHO MOHIKABAHE HA TENIOTO NO
BpEME Ha €KCTMO3ULIMA, HO ce NoAo0pABa M HaZIaBa Ha TErZio, ciel KaTo MaHKaTa NMPEeKbCBa JEUYCHUETO
¢ MeTiwderuaar. PUCKBT 3a KbpMaueTO HE MOXKE J1a C€ M3KIIFOUH.

Tpaﬁaa Ja € B3CME PEUICHHE 3a CIIMpaHe Ha KBPMCHETO HJIH 32 CIIHpaHE Ha JICHCHHUCTO C
METHHC]JEHH,E[E.T OpeaBUa NON3aTa OT KbPMCHETO 34 JETETO H MONA34aTa OT TEpAIlUATA 34 KbpMELlATa

MakKa.

QO epTHIINTET

HsaMa HanMuHU JaHHHU TPU Xopa 3a e(eKTa Ha MeTHIIhEHHIAT BbpXY depTHANTETA.
IIpy HEKTMHUYHU NMPOYYBAHUS HE Ca HAOMIONABAHH CHOTBETHH EEKTH.

4.7 EjexTn Bbpxy cnocofnoctTa 32 tnodupane 1 padoTa ¢ MAINKHHH

MeTtundeHnaar Moxke 1a MPHYUHK 3aMAsHOCT, CHHTHBOCT H 3PUTENIHK HAPYLIEHHA, BKITIOYHTEIIHO U
3aTpY/IHEHO HOKYCHPaHE, OUILIONHA Y 3aMbIJIeHO 3peHue. Tol MoXke 1a MOBJIHAE B H3BECTHA CTEICH
criocoOHOCTTa 3a wodupane i pabota ¢ MaluvHM. [ lauMeHTuTe TpROBA Aa ce nMpeaynpeaair 33 Te3d
BBb3IMOXKHH €(eKTH M MOCHBETBAHM, Ye aKo e MOYYBCTBAT 3aCerHaTy, Te TpaOBa na H30arsar
MOTEHLHATIHO OMACHUTE JICHHOCTH KaTo WodupaHe 1 padoTa ¢ MalUHHH.

4.8 Hexenann nekaperseHH peakuHy

Tabnuuara mo-I0ny NOKa3Ba BCHYKH HEXEIaHH peakUiu , HaOmoaasaHy NpH KITHHAYHE NIPOY YBAHHSA
MpH Jela, FOHOUIH K Bb3PACTHH H NOCTMAPKETUHNOBH CIIOHTaHHM ChobLIeHH ¢ KoHlepTa, 1 Te3H,
KOHTO Ca CHOOIEHU ¢ IPYTH TEKAPCTBEHU MPOMYKTH ¢ METHI(GEHUIAT XUAPOXIOPHA. AKO YeCTOTUTE
Ha HeXeaHHTe peaklud ¢ Konuepra ¥ ¢ apyrure NeKapCTBEHH MPOAYKTH ¢ METHIpEHHIAT

XHOPOXJIOpHA CE pa3/iHYaBaT, OT TaHHHUTE Ce H3MOJI3Ba II0-BUCOKATA HECTOTA.

OueHka Ha YecToTa:

MHOT'0 YeCTH (>1/10)
YeCTH (>1/100 no <1/10)
HEYEeCTH (=1/1 000 po <1/100)
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peaKu
MHOI'0 pPeIKH

(<1/10 000)

C HEU3BECTHA HECTOTAa

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

(OT HAIMUHHTE AAHHU HE MOJKe 1a ObJle HarpaBeHa OLIEHKa).

Cucremo- Hexenauna peanns
OpraHHa YecrToTa
kaacupuka | Muoro Yectn Heuectn Peaxn MHoro peaku C
UM YeCcTH HeH3BEeCTHA
HecToTa
Uudexuun Hasodapunrur,
" uH(eKus Ha
HHdecTaun FOPHETE
B JIMXaTENHH
mbTUa ®,
CHHY3HT"
Hapywenus Anemus',
Ha KPbLBTA NIeBKOTIEHUA ', [TaHumuTONCHMS
H TPOMOOLIMOTICHUSA,
aumduara TPOMOOLIMTONEHH
YyHa nypnypa
CHCTEMA
Hapymenusn Peakuuu Ha
HA CBPBXUYYBCTBUTE
HMYHHATA JIHOCT KaTo
CHCTEMA aHMOHEBPOTHY
€H eJIeM,
aHa(UIaKTHYHH
peaxiuH,
ay pyuKYy/1apeH
OTOK, OVJIO3HH
CbCTOSHMS,
ekchoIHaTHBHH
CbCTOSHHUA,
YpTHKapHA,
[pypUTYC,
00OpHBH H
KOMHH epy ILHH
Hapymenus Anopekcus,
Ha HaMmaseH
mMeTadoaH3M aneTur’,
an YMEPEHO
XpaHeHero* 3abancHo
MoKayBaHe Ha
TErJI0TO M
MOBHUILIABAHE HA
pbCTa Mo Bpeme
Ha
MPOABKHTEHA
yrnoTpe0da rnpu
aeua™
Ilcuxnunm bescbun | AdekTuBna ITeuxoTuunm Manus*', | Onurh 3a Jlemozun*’,
Hapywenus | NTaOWJITHOCT, pascTpoMcTBa®, | JAC30PUESHT camoyOHICTBO Hapy LLIEHO
= HEPBHOCT | arpecus™, CJIYXOBH, aums, (BKJIFOYMTEJHO B | MHCJIEHE™,
Bb30Y A€HOCT™, BH3Ya/IHH H CMYILUEHHS | U3BBPLICHO 3aBMCUMOCT,
TPEBOKHOCT*, oce3aTe/THH B camoyOuiicTBO)™ OIMCAaHM ca
aenpecus*, xamouuHaumu®, | auéugoro, | T, npexoano cJydyaH Ha
pa3ApasHUTENHO | HAB, CYHUM/JHH | CbCTOSHHE | AENpPECHBHO
CT, a0HOPMHO MCALMH™, Ha HACTPOEHUE™,
[OBEICHHE, MPOMEHHU B 00BpKaHOC
KoJieOaHus B HACTpoeHuero, | T
HACTPOCHHUETO, | HECTOKOMCTBO',
THKOBE™, CBJI3JIHBOCT,
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Cucremo- Hexenana peauns
OpraHHa YecroTa
Kaacupuka | Muoro YectH HeuvecTn Peakn MHoro peaku C
HHA YeCcTH HEH3BECTHA
HecToTa
Oe3chHHUE B BJIOLLIABAHE HA CBPBXKOHLEHTpALL | 0CBODOXK 1aBaH
HA4aloTo Ha MUHAJIM THKOBE st e.
e4eHneTo”, WK HA
MOTUCHATO CHHIpOMA Ha
HacTpoeHue”, Type*, noropes,
HaMaJIeHO CBPBXOANTENHO
mubH 10", CT, HApyLIEHHUS
HEPBHOCT", Ha CbHS
6pyKCH3bM® |
MPUCTHIH Ha
naHuka’
Hapywenusn | [1asobo | 3amasnocr, Cenaums, ['spuoBe, Mo3b4HOCHI0B
Ha e JIMCKUHE3MS, TpemMop’, XOpeoaTeTo3H! H |
HepBHATA MCUXOMOTOpHA | sietaprus’ JIBUKECHHS, yBpexKaaHus '
CHCTEMa XHIIEPaKTHBHOC oOpatum (BKJIFOYHTEJIHO
T, MCXEMHYEH W BaCKYJIUT,
COMHOJIEHTHOCT, HEBPOJIOTHYEH MO3bYHH
napecre3us’®, neuLmnT, KPBBOM3IMBH,
TEH3HOHHO MaJIMTHEH MO3BYHH
rnaso6osue” HEBPOJICIITHYCH CMY LUCHHA,
cunapom (MHC; | mo3buen
JAOKJIaJMTE ca apTEPHUT,
HEITbJIHH U B OKJIy3us Ha
roJiiMa 4act oT uepedbpaina
ClIy4aure apTepus),
MalHEHTHTE ca rpaH1 Ma
MPHEMAITH U MPUCTBIH™,
JPYTH JIeKapcTBa, | MMrpeHa’,
3aTOBA POJIATA HA | 3aCKBAHE
MeTwieHuaar He
€ HU3BECTHA).
Hapymenusn Hapyuiena 3aMbIJIEHO 3aTpy/IHEH Muapuasa
HA OYHTE akomoauus” BU3K/1aHE ', 0
CyxoTa B 04uTE" | BH3yanHO
npucnocoo
ABaHE,
Hapy IICHO
3peHHue,
JMIIONHS
Hapymenusn Bepturo®
Ha YXOTO H
na0upUHTa
Coupaeynn ApUT™MHS, bosiku B AHrusa CopacucH apect, | CynpaBeHTpHK
HApyIIeHHS TaxMKapaus, rbpPAMTE MEKTOPUC | MHOKap/eH yJaapHa
* NnajanuTaumuu uHpapKT TaxuKapaus,
Opaavkapaus,
BEHTPUKYJIapH
H
EKCTPacHCTO.TH
‘
CoaoBu XHIepToHus llopeww BbaHK" Mo3sbueH
HapyLIeHHs apTepuuT e :
* OKITy3H4, >
KpalHHMLL - \
e
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Cucremo-

Hexenana peauus

OpraHHa YecrToTa
Kaacupuka | Muoro YecTn Heuectn Peakn MHOro peaKH C
HHHA YeCcTH HEH3BECTHA
yecTorTa
(¢eHomeH Ha
Raynaud
Pecnuparop Kamnuna, Jucnues' Enucrakcuc
HH, TPBAHH Opodapunreann
H a bosika
MEAHACTHHA
JIHH
HAPDYIICHHSA
CromamHo- bosku B 3anek’
YpeBHH ropHara 4acT Ha
HApYIIEeHHS KOpcMma,
aUapHs,
rajgeHe’,
abiOMHUHANICH
auckomdopr,
MOBpbLIAHE,
CyX0Ta B
ycrara’,
aucnencus *
Xenaro- [MoBuueHu [ToBHILEHH Hapyuiena
OMJIHAPHH CTOHHOCTH Ha CTOHHOCTH Ha yepHo1poOHa
HAPYWIEHHS anaHuH YEPHOAPOOHHTE (hyHxumns
aMHHOTpaHchep | EH3UMH BKTHOUHUTETHO
aza” ocTpa
yepHOApoOHa
HEIOCTAaTbYHOCT
M 4YepHOApOOHA
KOMa, MOBULIEHH
CTOMHOCTH Ha
aJIKaHaTa
docdaraza B
KPbBTa,
MOBHILEHH
CTOMHOCTH Ha
OunupyOuHa B
KpbBTa'
Hapywenus Anoneuus, Anrnonesporuy | Makynape | Epurema
HA KO/KaTa cbpOex, 00pHB, | €H eaeMm, H 00pHB, MyJaTHdOpME,
" ypPTHKapHs, OyJ103HH epuTemMa ekcdonuaTuseH
NOIKOKHAT XHIepxuapo3a’ | ChCTOAHMS, JICPMaTHT,
2 TLICAH ekcoaHaTHBHH ¢uKkcupaHa
ChCTOAHUS JIeKapCTBEHA
epynuMs _
Hﬂp}'ﬂlﬁ““ﬂ APTPEJFHH. Muanrus’, M}"CK}'HHH Tpugmyc
Ha MY CKYJIHa MYCKY.THH CrasMu
MYCKYJIHO- HAMper{Haroct”, | noTpbNBaHUS
CKeJleTHaTa SR
cHCTEMA H Sacey
CHEAHHHTE
HATA TbKaH
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Cucremo- Hexenana peauns
OpraHHa Yecr1oTa
KJacHpuka | Muoro Yectn Heuectn Peakn MHoro peakH C
IHHA YyeCcTH HEH3IBECTHA
HecToTa
Hapymenun Xemartypus, HUHKOHTHHEHLH
Ha MoJIAKNY pHst s
obOpeunTe
H
NHKOYHHTE
NbTHILA
Hapywienunsn Epektunna ['unekoma [Ipuanussm*,
Ha auchynkums” CTHS 3aCHJICHA
BBb3NPOH3BO epeKums”,
AHTE/IHATA YaREHR
CpeKUHA™
CHCTEMA H
rbpaaTa
Ob6wm [Tupekcus, bosiku B Buesanna Jluckomdopt B
HAPYLIEHHSH 3a0aBeH pacTe | IbpPAMTE, ChpJe4YHA CMBPT* | rbpauTe’,
u edexTH 10 BpEME Ha XHIICPITHUPEKCH
Ha MICTOTO MPOABLAKHTENHA i
iia ynotpeba npu
aeua*, ymopa',
NMPHJOXKEHH
pa3ApasHUTETHO
- e,
HecrnokoicTBo®,
acTeHMs",
Kaxk aa"
U3caeasann [Tpomenu B CopaeueH Hamanen 6poii
v KPBBHOTO mym* TPOMOOUMTH B
HaJIAraHe u KPBbBTa,
ChbpACHHMS abHopMeH Opo#
PHTBM Ha OeJIMTE KPbBHHU
(0bukHOBEHO KJIETKH
YBEIHUYEHHUE)™,
HaMaJICHO
Terno*

*

Bx.Touka 4.4

Ca MPHJIOXKHMH M 3a 1C€1a H IOHOUIH.

No-roJisiMa 4eCToTa OTKOJIKOTO NpH ACua W KOHOLLH.

MPOYYBAHUSA [PU NEAUATPHYHH MALMCHTH).

CpoOLuaBaHe Ha NMOA03MPAHN HEKENAHW peaKLMH
Cho0LIaBaHeTO Ha MOJO3HPAHH HEXKETaHHW peaKLIMM Clie]l pa3peliaBaHe 3a ynorpeda Ha JieKapCTBeHHs

MPOAYKT € BaXKHO. ToBa Mo3BOJIABA /1a MPOIBJKH HA0MOIEHHETO Ha CbOTHOLLIEHHETO MOJI3a/PUCK 32
neKapcTBeHUs NMpoaykT. OT MeAMUMHCKMTE CIEUHAIMCTH C€ U3UCKBA J1a ChoOLIaBaT BCAKA
MOA03MpaHa HeXKeNaHa peaklus Ype3 HaUMOHAJIHATA CUCTEMA 3a ChOOLIABAHE B:

M3nbiHuTENHA areHuUs no AeKapcTeara

yn. ,JlamsH ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417
yeOcait: www.bda.bg

4.9

[lpeposupane
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,H.E?I.HHH 3a YyecToTara, rnoJy4eHH OT KJIMHHUYHH IPOYYBaAHHUA [1PU Bb3pacTHH, @ HE TPH JCUA H HOHOUH, MOXKCE Ja
Hexenana JICKapCTBCHA pCaKklMs OT KJIMHHUYHH NMPOYYBAHHA MPH Bb3PACTHH MNALIMCHTH, KOATO CC choOlL1aBa ¢

Ha 6a3za na yecrorara, uzuuciena npu npoyusaaus Ha ADHD npu Bp3pacTiu (HmMa CbODLIEHH Cay4au OT




[Tpu nedveHUe HA NAUKHEHTH, NPHENH CBPBX03a, TPAGBA Aa ce UMa NPeABHA Y ABIDKEHOTO
ocBoOOKAaBaHe Ha METHII(DECHIAAT OT JIEKAPCTBEHH (OPMH, YHETO AEHCTBHE € C YABJDKCHA
MPOBHKUTETHOCT.

[Ipu3Hauy U CUMIOTOMH

OcCTpoTO Npe10o3upaHe, KOeTO 4eCTo € ABKH Ha CBPLXCTHMYJIUPAHE HA LUEeHTpalHaTa U
CUMMATHKOBATA HEPBHA CHCTEMA, MOXE Jla MOBEIE A0 NOBPBINAHE, KUTALHA, TPEMOP,
XuneppedeKcus, MyCKyJIHH MpaBy4KaHusi, KOHBYJ/ICHH (MOTaT A2 OBbJaT noclenBaHy OT Koma),

ey opus, oObPKBAHE, XAMOIMHALMH, JSTTHPHYM, NIOTEHE, 3aUepBABaHe, ITIaBo0oNIHe, XHIEPIHPEKCHUs,
TaXHUKApAHA, MAITHTALNN, ChPACYHK aPUTMUH, XUNEPTOHHUA, MUAPHA3a U CYX0Ta Ha JIMFaBHULHTE.

JNeueHue

HsMa cnenuduyeH aHTHIOT NPH NMPEAO3IUPaHe ¢ METHI(EHHUIAT.
JleueHHeTo C€ CECTOH OT NOAXOAALM NMOLIEPKALILH MEPKH.

[TauMeHTHT TPsIOBa Aa O6B€e 3aIHUTEH OT CaMOHAPAHABAHE M Cpelly BhHUIHHA CTHMYJIH, KOMTO MOXKE Na
BJIOLUAT BEUE HAJIMYHATA CBpBXCcTUMYNAKA. EQexTUBHOCTTa HA AKTHBHHA BBINICH HE € YCTAHOBCHA.

TpaOBa na ce OCUryPAT MHTEH3MBHM TPIDKA 34 [I0AObPKAHE Ha aACKBATHA UMPKYIaUns U
pecnuparoped oomen. [lpy xunepnupekcus Moxe Aa ¢€ HANO0KAT BRHILHH [IPOHSAYPH 38 OXJIdXKAaHE.

He e ycTanoBeHa eDEKTHBHOCTTA Ha NEPHTOHEAIHATA AHATKH3A WIM €KCTPAKOPIOpaiHa XEMOAHATN3a
[pY Npefo3upaHe ¢ MeTUndeHnAAT.

5. ®APMAKOJIOI'MYHU CBOMUCTBA

5.1 DapMaKoIHHAMHYHH CROHCTBA

dapMakoTepaneBTHYHA IpyNa: UEHTPAIHO-1eRCTBAUIM cuMnaTHROMHUMETHIIH: ATC kox: NO6BAO4

MexaHH3BbM HA HeHCTBHe:

MeTwideHraaT XUAPOXJTOPHR € MeK CTHMYJIAHT Ha IeHTpanHaTa HepBHa cuctema (LIHC). He e
H3BECTEH MEXAHU3MBT Ha feiicTaue nipu PascTpolicTro ¢ AepHUHUT Ha BHUMAHHUETO H XUTIEPAKTUBHOCT
(PABX). Cuurta ce, ue MeTundennaar OmokHpa odpaTHHA 3aXBaT HA HOPAAPEHAIMHA U 10NAMHHA B
MPEeCHHANITHYHHA HEBPOH W MTOBHUIABA OCBODOKIABAHETO HA T€3H MOHOAMHHM B €KCTPAHEBPOHAITHOTO
MPOCTpaHeTBO. MeTundeHuaaT € paueMHuHa cMec, chabpxkaiia d- u [-uzomepu. D-U30MepbT €
{hapMaKONOTHYHO MO-AKTHBEH OT |-H30Mepa.

KnuHuyHa eDUKacHOCT 1 Be30MacHOCT

Jeua

B nUIOTHU KAMHHYHU MpoyusaHua KoHuepra e oueHssaHa npH 321 negnarpyuyHi MauUeHTH, KOKTO
sede ca OUNK cTabHIH3Hpany ¢ MeTHAdeHuaat noa Gopmara 3a He3a0aBHO OCBOOOXKAABAHE H NPH
95 meANaTPUUHH NaLHenTH 6e3 NpeMIIHO IeyeHHe ¢ HopMH HA METHIQEHHAAT ¢ HE3a0aBHO
ocBobOkK1aBaHe.

KTMHHYHHTE IPOYYBAHMA NP IeMaTPHYHH NALHEHTH MOKa3earT, 4e edekTute Ha Kon
noaaspxat A0 12 yaca cnen npueM Ha A03aTa BEAHDBK AHEBHO, CYTPHH.

Boe3pacTHu
Kpatkocpouna eduxacHocT Ha KoHlepTa € JoKa3ana B JO30BHA AHAMA30H OT |
Xwisna NETCTOTHH ABageceT B Tpu (I 523) p3pacrau nauueHtd ¢ PABX (Me
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OULIEHEHH B IET ABOAHO-CNENH, UTANE00-KOHTPOJIUPAHH MPOYYBAHKA C MPOXBIKUTRIHOCT OT J 10
13 cenmuuu. KoHuepra e ouenssana B 2 npoyuBaHus ¢ ¢HUKCHpaHa [103a ¥ 3 npoyyBaHus ¢ rbBKaBa
no3a cnopea DSM-IV kputepHn 3a olieHKa Ha TexxecTra Ha cumnromute Ha PJIBX npu Bb3pactau. B
n8e Mpoy4YBaHHa ¢ GHKCHpaHa Ao3a ofiuuTe ckopose 3a cuMmnToMH Ha PJIBX no ckanute Ha Conner
3a oueHka Ha PJ/IBX npu sb3pactuu (Conner’s Adult ADHD Rating Scales, CAARS) namansear,
KOETO MoKa3Ba MoA00peHHe HA TEKECTTa Ha cumntoMute Ha PZIBX 0T M3X0OOHOTO HHBO 10 ABOHHO
3acieneHaTa KpaiHa Touka. B enHo npoy4RaHe ¢ (PUKCHpaHa 1034 Ha BCHYKH JIO30BH HHBA Ha
KoHiepra ce yCTaHOBSBA KIIHHHYHO 3HAYHM 1O-TOJIAM KOHTPO Ha cuMmntomute {p<0,05 3a BCHYKH
MO30BH HHBA) B CpaBHEHUeE ¢ NMnanebo, H3aMepeH upes HaMansBaHe na oomusg CAARS ckop.

B®B BTOpOTO NpoyuBaHe ¢ GUkcHpaHa no3a KoHuepTta 72 mg/acH IpeBb3X0IKIa CTATHCTHYECKH
3IHAYMMO MNaueto No OTHOLIEHHe HAMANABAHETO Ha 06wna ckop Ha cumnromute Ha CAARS PJIBX

OT U3XOIHOTO HMBO 10 ABOMHO 3acNeneHara KpaiiHa ToYKa npu Bb3pacThH uua ¢ PJIBX (p-croiHocT
(3,0024).

B aBe npoyusaHusi ¢ FbBKABA 1033 CPEIHHTE IPOMEHH OT U3XOOHOTO HUBO Ha OOLLMA CKOP criope
CKasiaTa 3a oleHka Ha cumnromate PIBX nipu sp3pactHH oT r3cnenosarens (ADHD Investigator
Symptom Rating Scale, AISRS) ca craticTHueckH 3Ha4HMH B KpaiiHaTa Touka (KImHHHYHO MpoyuBaHe
1: p=0,012; KnuauuHo npoy4eaue 2: p<0,001) cnpamMo mwrauedo 3a Jed4eHHETO ¢ KpakHaTa 1o3a
Konuepra (Knunuuno npoyusane 1: -10.6 3a Konuepra cnpamo —6.8 mnauebo; KnuanyuHo
npoy4eaue 2: -16.9 3a KoHuepta crnpsamo -12.0 nmnauedo). B TpeToTo NpoyUuBaHe ¢ rbBKaBa 1033
KoHuepTa noka3sa KIMHHAYHO 3HAaYUM [T0-TONAM KOHTpoN Ha cumnToMute (p<0,0001) B cpaBHeHHe C
nnauebo, u3MepeH upes HaMansapane Ha obums CAARS ckop.

CpenHaTa MpoMAHA OT U3XOAHO HHBO A0 XKpaiiHOTO noceuleHne (ceaMuua 8) B odmmure pe3ynTaTy 3a
cumnroMu Ha PJIBX ua CAARS-0O:SV ¢ -10,9 B rpynata Ha Konuepta 1 -6,9 B rpymara Ha naauedo
(Ha 6a3zara Ha ITT nonynauusra).

B npoyusaHe ¢ rbexasu 0031, KiunnuHo npoyusane 2, cTenenTa Ha nogo0peHHe B 001UTe
PE3YJTATH CHIOPE/ CKalaTa 3a oleHKa Ha cuMnToMute PJIBX npu BB3pacTHH OT H3CIIEN0BATENA
{ADHD Investigator Symptom Rating Scale, AISRS) e ctarucTi4ecki 3HaYHMO MO-TOJIAMA B rpynara
Ha Konuepta, oTKonkoTo B rpynara Ha nnaueto (p=0,0037). Paznukata B cpeaHaTa npomsaHa (95%
CI) copsmo nnauebo e -5,3 (-8,9, -1,7). B apyro npoyusaHe ¢ rbBkaea 1033, KnHHHYHO NpoyiBaHe 3,
cTenenTa Ha nonobperue 8 pesyaratite oT CAARS-O:§V € cTaTHCTHYSCKH 3HAYHMO [0-TOJIAIMa B
rpynara Ha Kokuepra, OTKONKOTO B rpynata Ha mnaneGo (p=0,0063). Cpennata npomsHa (93% C1)
cnpamo nnanedo ¢ -3,9 (-6,6, -1,1).

Bw3pactuure, JekyBaHd ¢ KoHuepTa B HETHPH ALJITOCPOYHH OTKPHTH NPOYYBAHHA B IPOABIKCHHE HA
6 8o 12 meceua, HMaT noaoOpeHHe Ha BCHYKH ONEHsBAHA KpaifHd TOYKH 33 €PHKACHOCT, KaTo
NMOKa3BaT CTabWIHH edeKTH BbB BPEMETO 110 OTHOIIEHNE HA HaMaNABaHe Ha cumnromuTe Ha PIBX. B
€IHO OTKpPHTO MPOYyYBaHe B 00UIHOCTHA cpena aeueHieTo ¢ KoHuepra 10 9 Meceua BOAH J10
MOA0OPEHHE CIIPAMO H3XOAHOTO HMBO Ha CTOHHOCTHTE Ha CPEJIHUTE CKOpOBE Ha IJ1oDanHaTa OLeHKa
38 €UKACHOCT H Ha MALMEHTA, H HA U3CIeA0BaTeNA. B Ipyro npoyuBaHe, B KOETO Bb3pacTHH ¢ PIIBX
nomy4asat KoHuepra no | roausda B cpenna kpakda gosza 67.4 mg/neH, ce yCTaHOBABA KITHHHYHO
3HAYUMO DOJ06PEHHE OT H3XOAHOTO HHBO Ha obmuTe AISRS cropoBe cbe cpeaHa mpoMsaAHna -18.7 pu
NOCJIEAHOTO NOCCUIEHHE. B TpeTo ABArocpouHo Npoy4vBaHe OT 48 CEAMHLH, B KOETO BL3PACTHH C
PJIBX nonyuaeaTt KoHuepra B cpeHa kpaiina no3a 46.6 mg/aeH, ce yCTaHOBABA IIPOMSHA OT
M3XOAHOTO HUBO Ha cpennus 06w CAARS cxop 3a cumnromu Ha PIIBX B cboTBETCTBUE €
kputepuute DSM-IV -17.2 B kpaiinata Touka. B uetenproTo npoyusane KoHuepra e ouensisaHa B 52-
CEAMMYHO OTKPUTO MPOYUYBAHE NPH YYAaCTHHUH, KOHTO IIPEAH TOBA €4 3aBBPLUKIU KPAaTKOCPOUHO
n1aUe6o-KOHTPOMHPARO KIIHHHYHO H3NHTBAHE U KPATKOCPOYHO OTKPHTO MPOABIDKEHME. Bb3pacTHH C
PIIBX, nonyuasanu KoHuepTa B cpenHa Kpafita 1o3a 53,8 mg/aen, noka3pat cTaOUnHu eeKTu BB
BPEMETO MO OTHOIIEHHE Ha HaMallBaHe Ha cumnromute Ha PIIBX. Onenkara Ha CAARS ot
M3CJISAOBATENA Ce MonodpaABa nmpe3 OTKpUTaTa ¢asza U € No-HUCKa B KpaifHaTa Tovka (CpeaHo
HaManeHue ¢ 1,9 oT H3XOAHOTO HUBO).

5.2 QAapMaAKOKHHETHYHH CBOHCTBA

AGcopOuns (
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MeTtundenunar ce abcopoupa 6vp30. Cnen nepopanHo IpHIoXkeHUe Ha KOHUEPTA MpH Bh3pacTHH
HaW-BbHIIHATa 0OBHBKA Ha JICKAPCTBEHHA NPOAYKT C& pa3TBapa KaTo OCHIYPABa HavYallHa MaKCHMaIHa
KOHUCHTPALKA Ha MEJJHKAMEHTA Ha okono 1% — 2P yac, MetundeHHaaT, KOHTO Ce CbABbP)KA B 1BATa
BHTPELIHM CNOA Ha MENUKAMEHTA c€ 0CBOO0KAABa NOCTENEHHO MPe3 CAeJBaLIMTE HAKOIKO vaca.
[TuKkOBH MIA3MEHN KOHUEHTPALIHH CE€ JOCTHIAT Ha OKoslo 6™ no Y yac, cnell KOeTo IUIa3MEeHHWTE HHBa
Ha MeTuadeHnaaT nocTeneHHO Hamanmapat. KoHuepra, IpHeTa BeAHbX JHEBHO CBEXAAa 10 MUHUMYM
haykTYaIKHTe MeXTY MHKOBE M CHANOBE B KOHUCHTPALMKMTE, CBBP3aHH ¢ (JOPMUTE 32 He3a0aBHO
oceo00KNaBaHe HA METHI(EHHUOAT, HA3HAYABAHH TPH ITbTH OHeBHO. CTeneHTa Ha abcopdiua Ha
KoHuepTa BeIHBX JHEBHO € KATO LAI0 CPABHUMA ¢ KOHBEHIIHOHATHUTE (POPMH C He3abaBHO
OCBOOOXK1aBaHE.

Cren npunokerue Ha Konuepra 18 mg BeqHbxk JHEBHO NpH 36 BE3pACTHH CPENHUATE CTOHHOCTU Ha
GapMaKOKMHETHYHHTE napaMeTpu ca: Cmax 3,7 £ 1,0 (ng/mL), Tmax 6,8 £ 1,8 (h), AUCix 41,8
+ 13,9 (ng.h/mL), 1w, 3,504 (u).

He ca HaGnrogaBaHH pa3nvkyd BLB (hapMaKOKHHETHKATa Ha KoHUepTa npH €THOKpaTHO U
MHOTOKPATHO, BEAHbK AHEBHO 103HpaHe, KOUTO 2 [F0Ka3BaT 3HAYMTENHO JIEKAPCTBEHO HATPYNBaHE.

AUC u )2 cnenr MHOTOKPATHO JI03HPaHe BeTHBK JHEBHO €A MIOLOOHH HA TE3H, CJIeA IbpPBaTa J03a
Konuepra 18 mg.

Cnen npunoxenue Ha Konuepra B efHOKpaTHa 4034 oT 18 10 72 mg/aHeBHO Ha Bb3PacTHH, Cirax U
AUCinr Ha MeTundeHnaaT ca TPOMOPIHOHATHH Ha A03ATa.

Pasupenencuue

[InazsMeHHTe KOHIEHTpAUWH HA METHIQEHHAAT NIPH Bb3PACTHH NaAaT OHEKCITOHSHIHAIHO CTIeN
nepopanuo npruiokenue. [1oMyHMBOTLT HA MeTHIEeHHAAT TIPH BB3PACTHH CJIE/L [IEPOPATHO
npunokende Ha Konuepra e npubnusurenno 3,5 yaca. CrenenTa Ha CBbp3BaHe HA METHIPEHNIAT U
HEroBUTE META0OHTH € IUIa3MEHNTE NPOTeHHH € npHbnu3nTenHo 15%. AsHnar obeM Ha
pasnpencneHne Ha MeTUIgeHuaT e npudnusurendo 13 nutpa/kg.

bBuoTpauchopMaiug

[1Ipu xopa MeTundenuaar ce MerabGonusupa OCHOBHO 4pe3 peectepudukanya ao alpha-phenyl-
piperidine acetic acid (PPA, npuGnusnrenio 50 MbTH HHBOTO HA HETIPOMEHEHO BEUIECTBO), KOWTO MMa
MAJIKa HJIH HSMa QapMako/oruyna aktTueHocT. [lpy e3pacTHu MeTabonH3MBT Ha KOHLEpTa BeAHBXK
JHEBHO, OlIeHABaH upe3 Merabonu3ma 1o PPA e nonoGeH Ha To3d Ha METHIQEHUAAT, TPH IBTH
AHeBHO. MeTabonu3meT Ha KOHIEpTa MpH €IHOKPATHO W MHOIMOKpPATHO, BEIHBX JHEBHO [03HPaHE €
noa00eH.

EnuMuHHpane

[lepuoabT Ha MONYXUBOT HA METWI(EHHAAT [IPH BE3PACTHHU CJ1el NMPUIo:KeHHe Ha KoHuepTa e
npubauzuTenno 3,5 yaca. Cnea nepopanHo npuioxeHue, okosno 90% ot no3ara ce eKCKpeTHpa B
ypuHata ¥ 1 10 3% B u3npakHeHUATa kaTo MeTaboIUuTH B paMKuTe Ha 48 10 96 yaca. Manku
KOJHYeCTBA HENPOMEHEH MeTHN(EeHUAT ce OTKPURAT B YpHHaTa (o-mManko oT 1%). OCHOBHUAT
ypuHeH MeTabosiuT € alpha-phenyl-pipenidine acetic acid (60-90%).

Cnen nepopanHo 103UpaHe HA paAuOMapKHpaH MeTHIeHHIAT NpY Xopa, okono 90% ot
palMOaKTHBHOCTTA Ce OTKpHBA B yprHaTa, OcHOBHUAT MeTabonuT B ypuHaTa € PPA, oTueTe
npubnuzuteao 80% ot go3ara.

EdekTn va xpaHaTa
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an MALHEHTHTC HAMA PA3/iIHKH HHUTO BLB (IJapMﬂKOKHHGTHKaTﬁ, HHUTO BbB C];JHPMH.I{DHHHHMHKBTB. Ha
KOHHEPTH, KOrato € IIpuIOXKCHaA CJICO 3aKYCKA, gorara Ha Ma3HHHH, [pHEeTa Ha Mpa3cH CTOMAax.

CHoeuyalHH MO My JJIALHU

ITon

[1pu 3apaBH BB3pacCTHH, CPEAHHTE aJanTHpaHd KeM aosara ctoifHoctd Ha AUC.r 3a Konuepra ca
36,7 ng.h/mL 3a Muxke 1 37,1 ng.h/mL 3a keHH, Oe3 HaOMOIaBaHH Pa3HKH MEXKAY ABETE MPYIIH.

Paca

I1pn 3apasu sL3pacTHH, momydasamy Konuepra, anantupanute kbM go3ata AUC ca CbBMECTHMH
MEXKIY €ETHUYECKUTE TPYIIK; BBOPEKH TOBA, pa3MEPbT HA W3BAJKata MOJKE Ad HE € IOCTAThHCH 38
3aCHYAHE Ha €THHYECKW BAPUALHHY BbB (ApPMAKOKMHETHKATA.

Bw3pacm

MapmakoxuHeTHkaTa Ha Konuepra He € npoy4sasa npu geua Ha Bb3pact noa 6 rogusd. [1pu nena Ha
BB3pact 7 — 12 roauuu, dapmakoknnetrkara Ha Konuepra cien 18, 36 u 54 mg e (cpeanoXSD): Crux
6,0+1,3;11,3+26u 150+ 3,8 ng/mL, cboTBeTHO, Tnax 9,4 £0,02; 8,1 £ 1,1;9,1 £2,5 h,
cboTBeTHO, H AUCy ;5504 £ 7.8; 87,7 £ 18,2; 121,5 £ 37,3 ng.wmL, choTBeTHO.

bwbpeuna nedocmamvunocm

Hama onut ¢ ynotpebaTa Ha KoHuepTa npy naugedty ¢ 6n0peuHa HelocTaTsyHOCT. Ched nepopatHo
NPHIOKEHHE Ha paANOMapKHpPaH MeTHI(GEHUIAT PH Xopa, MeTHIeHunaT ce MeTaboIn3npa
eKCTeH3UBHO ¥ npudnm3uTenso 80% ot panHoaKTHBHOCTTA C& EKCKpeTHPa B ypHHaTa noj popmara
Ha PPA. Thii kaTo GEOPEUHHAT KIHPBHC HE € BAJKEH BT 3a KIUPBHCA Ha MeTWIPEHHIAT, Ce OYAKBa
6nOpeYHaTa HeIOCTATHYHOCT Ja UMa MATBK eeKT Bppxy papMakokiHeTUKaTa Ha Koullepra.
Heprnodpobua Hedocmamvunocm

Hsama onut ¢ ynotpebara Ha KoHuepTa IpH nauueHTH ¢ YEpHOAPOOHA HENOCTATBUHOCT.

53 Mpenxknuauy4yan NaHAH 32 0€30MACHOCT

KapuMHoOreHHocCT

[IpH npoBexAALIM CE MPOYYBAHKA 32 KAPLHHOTEHHOCT [PH MABXOBE U MUIUKH ce 3a0ensi3Ba
noBuieH Gpoli 370KaYeCTBEHH TYMOPH Ha Y€PHHS Apo0 caMO MPU MBXKH MHLIKH. 3HAYHMOCTTA Ha
Te3H JaHHH MNpH XOpa ¢ HEU3BECTHA.

MeTundenuaaT He MOBIKUABA PENPOTYKTHBHUTE XAPAKTEPHUCTHKH HIH QEPTIIINTETA NIPU TO3H, MAJIKO
Ha/ABHUIIABAINK KTUHIYHATA /1032,

bpeMeHHOCT — emOpuoHanHo/heTanHo pa3suTHE

MeTrndernaaTr He ce CMATa 3a TEPATOreHeH NpH IUIbX0Be H 3afiuu. deTanHa TOKCUYHOCT
(T.€.TOTAIHA 3ary0a Ha IUI0Ja) H TOKCHYHOCT 3a MaiikaTa ce 3a0e/3BaT NMPH [NIbX0BE IIPH TOKCHYHH
MO3H 3a MaHkaTa.

6. @OAPMALEBTUYHU JAHHH
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6.1 CnHCcBK HA2 NTOMOIINHHWTE BenrecTBA

bytunxuapokcutonyen (E321)
Llemyno3eH auerar

Xunpomenosa (E464)

DocdopHa KMcenUHA, KOHIIGHTPHpPaHa
Ilomokcamep 188

ITonuetunenoeu okcuau 200K u 7000K
Ilopugon K29-32

Hatpuer xmopun

Creapunopa KMceIMHA

CykuuHoBa KHCeNnMHA

Hepeu xkenezen oxkcun (E172)

JKeat xenezeHs oxkcun (E172)

(I)I'IJIMIDBO NOKPHTHES
et keneszen okeup (E172)
XunpoMenosa (E464)

JlakTo3a MOHOXHAPAT
CreapuHoBa KMCENVHA

Tutanos guoxcnn (E171)
Tpnauerun

IIpo3payno nokpuTHe:
Kapuay0Ocku Bocbk
Xunpomenoza (E464)
Makporon 400

IleyaTHO MacTHTO:

Yepeu xenezeH okeug (E172)
Xunpomesnosa (E464)
[lponunen rnukoa

6.2 HechbBMeCTHMOCTH
Henpunoxkumo

6.3 Cpok Ha roaHocT
3 roguHU.

6.4 CoeuHa/IHH YC/10BHAl HA CHXPAHEHHE

CoxpaHaBaiiTe OyTUIKATa TUTBTHO 3aTBOPEHA, 3a Ja Ce Mpe/inasy oT eiara. Jla He ce cbhxpaHARa Ha/

30°C.
6.5 JlanHK 32 ODAKOBKATA

ByTunka oT nonHetieH ¢ BUcoka nasTHocT (HDPE) ¢bC 3atmuTera oT Aeua noJHIponuwIeHOBa
3amyLuanKa ¥ NMPHIOKEHHU €0UH WIH ABa adcopbeHTa 3a Bilara OT CeIUKaren.

28 wnu 30 TabneTku ¢ YABIHKEHO 0CBOOOXK/1aBaHE.
He BcHYKM BHAOBE OMAKOBKM MOTAT J1a OBJAT IyCHATH B TIpoaax0a.

6.6 CneuHaJIHH OpeAna3HA MepKH NPH H3XBLPJAAHE U paboTa
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Heun3non3paHuAT NekapcTBEH NPOAYKT KK OTNAABYHUTE MaTEPHUaiH OT HEro TpAOBA Aa ce H3XBBLPIAT
B CHOTBETCTBUE C MECTHUTE M3UCKBAHUS.

7. IIPUTEXKATEJ HA PAZPELLEHHETO 3A YITOTPEBA:

WLAKOHCHH & JxoHcbH brnrapusa® EQO/

x.K. Mnanocr 4, buzdec [lapk Codus, crpana 4

Codua 1766
bearapus

8. HOMEP HA PASPEILIEHHETO 3A YIIOTPEBA:

20060458

9. JATA HA ITbPBO PASPEINIABAHE/TIOJHOBSBAHE HA PAZPIHEHHUETO 3A
¥IIOTPEDBA

Jlata Ha TepBO paspelnagaHe: 18 aBryct 2006 r.
Jlata Ha nocneado noaHosaBane: 9 Hoemepu 2012 r.

10. AATA HA AKTYAJIUBUPAHE HA TEKCTA:

04/2023
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