JHACTOBKA: HHOOPMAITAA 3A TIOTPEEUTEJA
WSMBARUTENHA Al thlivin (16 NEKAPCTBATA
CONCERTA 18 mg TabneTks ¢ yNbiKeHo oCBpEomaasameorenue 2

CONCERTA 36 mg TabHeTKHE ¢ YABIKEHO ocBpOmKnaparie 0961
CONCERTA 54 mg tabneTkst ¢ yARIbKeHO ocBpGonaiaBans 163- }9/ 0L. A0

Merunderunar Xunpoxnopun (methylphenidate fwdpgshiaride) o+ / 3 O, (0. 04

IlpoyeTeTe BHHEMATEIHO UANATA IMCTOBKA Npeay Bue nan Bamero gere Aa 3amoqHe J2a npueMa
TOBA JAeKapCTBO,

3amazere Ta3| MHCTOBKA. Moske Ja HMATe HYXKAA JIA 5 [IPQUETSTE OTHORO.

AKO HMaTe NONBIEHHTENHM BEIPOCH, MO, ronHTalite Bamusa nexap uny dapMariesT.

Tora nexapctBo € mpeanucato Ha Bac unu Bamrero gere. He ro npectcrensaliTe Ha ApyTH xopa. To
MOXKe 12 UM HaBpeIH, He3aBHCHMO 0T TOBa, Y& TEXHHTE CHMIITOMH €A CHIIMTE KaKTO Bamure.

Axo HAKOA OT HeXKeJFaHKTE JISKAPCTBEHH peaklMy cTaHe CepHO3Ha, MY 3a0ei1eXuTe APYTH, HEOIHCAHH
B T23H IMCTOBKH HE)KEJIaHH PEaKIIHH, MOJA yBeJoMeTe Barus Jexap HIH (hapMaleBT,

B Ta3d JACTOBKA:

1. Kaxeo npencrasnasa CONCERTA H 3a kakBoO ce H3non3Ba
2. TlIpenu Bue vinu Bameto nete na npuemere CONCERTA
3. Kax pa npuemare CONCERTA

4, BB3MMKHH HeXeIaHA PEakLia

5. Croxpauenune na CONCERTA

6.

Honsnaurenyda HHGopMaIa
1. KAXBO IIPEZCTABJIABA CONCERTA M 3A KAKBO CE H3UIOJIZBA

CONCERTA ce m3ri013Ba 32 IeUeHHe Ha Jella H I0HOIH ¢ PazcTpoiicTBo ¢ AehHIMT Ha BHUMAHHETO H
xuriepakTaBHocT (PJIBX), KOHTO ca Ha RE3pacT Hall 6 romuus. Mamonzpa ce 3aeHO ¢ Apyrd HopMu Ha
JeyeHHe, KaTo YacT oT ILIAOCTHa TepaneBTuyHa IporpamMa 3a jiedenne Ha PIIBX. CONCERTA cpappixa
CTHMYJIEHT (HapeyeH MeTHIpeHHAaT XHAPOXIOPHN), KoiTo nonobpaBa BHHIMAHHETO M HAMAIISIBA
HMITYJICMBHOTO noBemeHUe. TabnetTkure ca HanpaBeHH BBB (hopma 3a “yaBIDKeHO ocBoboxmarane”. Tosa
03HAHAaBa, ye Te 0cBOOMKAaBAT AEKAPCTBEHOTO BEIIECTBO GaBHO.

TlanuentuTe ¢ PIBX ca 4ecTO HECIOKOHHN WiIH CBPBXaKTHBHH U TPYIHO Ce KOHUGHTpHpaT. MHOro ena
Y IOHOTIY MMAT CHMITOMY, HOZO0HM Ha Te3H, OT BpeMe Ha BpeMe, HO 3a nauneHTure ¢ PABX Tesu
CHMIITOMH IOBITHABAT TAXHaTa cioco0HOCT 3a paboTa U ce [IPOABIBAT B [IOBEUE OT €AHA Cpeaa
{HanpuMep qOMa B YIMIHIIETO).

Jlewernero ¢ CONCERTA Tpabra ga samoyHe nox HaGOIeHHeTO Ha CIIEHATHCT HO ASTOKH WK
IOHOIIECKH NOBEISHIECKH PA3CTPOHCTRA.

2. II'P’EAW BHE WM BAIIETO JETE JA IPUEMETE CONCERTA

He pasaiite CONCERTA Ha Jeua OJ IIeCT NOJ{HIIHA, BBE3pacT. TozH MPOAYKT He € H3NUTBAH 33 TTON3M
IIpY Aelia B TA3H BB3PAcTOBa Ipyna.

He npnemaiite CONCERTA, axo Bue uian Bamero gere:

. & aNmeprHyHo (CBPBXUyBCTRETENHO) KbM methylphenidate mmm keM HKOS OT OC
Ha CONCERTA
. HMa IofYepTata TPEBOXKHOCT U HalpexeHue, Thi KaTo ynorpebara Ha MeHKa

BIIOLIH T3H CHCTOSHEA
. HMa TJIaykoMa (IpofIieM ¢ OuHTe)



CONCERTA — JIycTOBKA 33 IIAlHeHTa

. nMa aMuiIHa aHAMHE32 Wil JuarHosa CHHApOM Ha Tourette (THxoBe)
HMA CBPBXaKTHBHOCT Ha HIMTOBHIHATA €32 (XHIEPTHPEOHIUIBM),
#Ma DoJIKa iy JHCKOMQOPT B repanTe (TEXKKa aHTHHA HEKTOPHC)
HMa [poOiIeMK CBC CHPHASHHIA PHTHM
HMa CEpPHO3HO BHCOKO KPHBHO HalAraHe
B MOMeHTa TIPHEMA HITH € IPHEMalIo TIpe3 [ocIeHATe 14 TeHa aHTHAeNpecaHT (II03HAT KaTo
HeceleKTHREeH, HeoOpaTHM HHXUOHUTOp HA MOHOAMHHOOKCHAA3aTa) - BK. [IpHueM Ha JpyTH
JIeKapcTBa
. B MOMEHTA HMa:
- CHMIITOMH Ha TeXXKA JeNpecus, KaTo UyBCTBO 32 TEra, O€3I0Ne3HOCT H Ge3HANEKHOCT
- aHOpekCcHd HepBO32a {HapylleHde Ha XpaHeHeTO)
CHMITTOMH Ha TICHX03a, KaTo a0HOPMHH MHCIH HITH BHICHWT, WY YyBAaHe Ha 3BYIIM, KOMTO HE Ca PeaJiHK
- MHCITH 32 caMOyOHHCTRO
THH KaTO Te3W CHCTOSHUA MOTAT Ia ¢ BIIOHIAT, AOKATO ¢¢ IIPHEMaTe TOBA JIEKApCTBO
3MOYIOTPeOBa HITH € 3aBHCHMO OT alKOXOJ HIH IPYTH BEIIECTRa
. e OpeMeHHa (BX. TOYKa BpeMeHHOCT H KbpPMEHE)

O0npnere cuennaTHo BHEManue Npu ynorpefaTra Ha CONCERTA:
aro Bue uma Bawero gete:
HMa CEpAedHO 3aboIsBaHe
KMa CTecHABaHe KM OIOKaZa Ha CTOMAIUHO-YPEBEHMSA TPakT (XpaHOMpPOBOM, CTOMAX WiH TBHKO,
HITH FeBelto 4epBa)

* HMa OnpeJielleH IPodIIeM ¢ I'BATAHETO HIIK IOTIBIIAHE Ha e TablieTky
HMa DBUTATENIHH THKOBE (TPYIHO KOHTPOMMPYEMH, [TOBTApALIH C¢ IIOTPHIBAHMS Ha HAKOA 4acT OT
TANOTO) WK BepOalHi THKOBE (TPYIHO KOHTPOIUPYEMH, TIOBTAPSIIM Ce 3BYLIH HIIH JyMU)

» Hikora € GHI0 3aBHCHMO OT AIKOXON MM jeKapeTea. B TO3H cnydaif, IpH NpoRBIKHTENHATA
ymotpeba Ha CONCERTA moxe na ce Hamany nosie3sus ¥ edexr, ToBa ChIfo MOXKe Ha JOBEIE AO
3aBHCHMOCT OT I€KapPCTBOTO.

. MMano € repyoBe (IpuUnamel, enunericia) wiM abHopmHa EED (emexTpoenuedanorpama —
H3CGIBAHE HA MOZBKA), ThH KATO IPHM Te3H TMalMeHTH MeTWI(PeHHmaT MOXe Ha YBEeRHTH
BEPOSTHOCTTA 34 IpUNaNBLUH (mpUcThny). Axo Bue wid BamleTo mete mMate mpUIaisLH, TOrasa
TOBA JIeKapCTRO TpAOBA Ja ce cape.

. HeMOHCTpHpa arpecHBHO [IOBEIEHHE, KOETO € HOBO MITH ¢€ BOIIaBa

o HMMa BHCOKO KpBBHO HajraHe, KpBBHOTO HajlsraHe TpAOBa ma ce IpociensBa, oco0eHO MpH
MalIHeHTH C BUCOKO KPBBHO HapATaHe.

. uMa gpyro 3abofgBaHe, KOSTO MOXeE Jia ¢e BJIOMIM OT IIOBMINABAHE HA KPHBHOTO HAIIATaHE WIH Ha
CHPIOEYHHA PHTHM.

. HMAa 3aMBITIEHO BIDKIAHE WM APYrH 3PUTETHH HapyIUCHH;

. HMa YepHoupoOHH WK GrOpeynu rpobieMu.

Ypenu neuenwero ¢ CONCERTA, nndopmupaiite Bannig ekap, ako HAKoe OT FOPHUTE CHCTOSHHA HWIH
CHMITTOMHM ce 0THacs f10 Bac unu Bamero gere.

Axo CONCERTA ce nipHeMa 3a IPOAB/DKHATENEH TTepHO OT BpeMe, PYTHHHO TpA0Ba Aa ce H3CIeABa
KPHBTa.

Pactex
Tlpu npoxemkurernHa ynotpeda va methylphenidate npu mera uma crofiienns sa 3abapaHe Ha pacTexa
(oxaYBaHETO HA TErTIO WK pheTa), Jlekapat mie NPocieniBa BHHMATENHO BACOYHHATA 1 TEITOTO Ha
Bac unu Bawero zere. Axo TOH/TA He pacTe WM He ¢e IIOXAYBRA TETNIOTO My/# KaKTO OYaKBa Jexapsest
MOke Ja crpe BpemeHHO JeuerreTo ¢ CONCERTA. .

Cropr
AKTHBHATA CBCTABKA B TO3M METHKAMEHT MOMKE Jia TO3HTHBHPA TECTOBE 33 HAPKOTHIH.




CONCERTA — JIycTOBKA 33 HAIMEHTA

Tpuem Ba JpYIH AeKAPCTBA
Moirs uEGopMApaiiTe Bammia nexap 1ty dapmarent, ako Bue uni Banreto feTe pueMare MiAH HACKOPO
CTe IpHeManH APYTH JeKapeTRa, BICTIOUHTETHO M TAKHBa, OTIycKaHy §e3 pelenta.

Axo Bue i Bameto nere nipuemate apyru menukameHTH, CONCERTA Moxe Ia TOBIHAe JeHCTBHETO

Ha JpyTHTE NEKapcTBa WIH JA NPHYHEH CTpaHIIHH peakunH. Axo Bre unu Bamero fere npuemare

HAKOH OT CISHHHTe eKapcTBa, O6CHILTe ¢ aekaps npeu Ja Bzeme CONCERTA

*  HeceleKTHBHM HeoGpaTHMH HEXAOHTOPH Ha MoEOaMHHOOKcHAaza (MAQO) (M3MON3BaHH 32 JIeYeH e
Ha JelIpecys), ThH KaTo Te MOTaT A4 IPHYMHAT II0KaYBaHe Ha KPBBHOTO HalATaHe

*  Ba3ONPECOPHU areHTH (JIeKapCTBEHH NPOMYKTH, KOHTO MOFaT Ja IIOBHINAT KPEBHOTO HANATaHe)
TOpany BE3MOMCHO OBHINAaBaHe Ha KPEBHOTO Hangramde, koraro ce uanonzeatr ¢ CONCERTA

®  JICKAPCTBEHH TPOAYKTH, M3NIOJ3BAHH 3a JeUeHHE Ha AeHpecs (Harp. aMATPHITTHINE, MMHIPAMHH H
byoxceTHH), npodunakTHKa Ha Ikpyose (Hanp. GeHobapOuTal, GEeHUTOME, H IPUMHIOH), HIH
npodunakTiKa Ha 00pasyBaHeTO Ha KPBBHH ChCHPELHM (paspekKAally KPBRTA, Hanp. sapdapuH), Thid
kato CONCERTA moxe fa nosnuae Ha o6paboTBaHETO UM OT TAIOTO

®  aKo e [UIAHUpaHa OIEPALMA ¢ H3IIO/I3BAHE Ha XAJIOTEHHH aHECTEeTHIM (OTipe/ieNieH THI aHeCTETHIIH),
Bue unu Bamero fete He Tpadsa ga npuema CONCERTA B mens Ha oneparpita, nopagy puck ot
BHE3AIHO II0KayBaHe HA KPHBHOTO HAJLraHe [10 BPEME HA ONEpaliHsITa

AKko ce xonebaeTe gane HixoH 0T MeIHKaMeHTHTe, kouro BHe MM BallleTo IeTe IpHeMa € BRIIOUEH B
TOPHHS CIHCBHK, [oNHTaliTe Bamua nexap wnu dapmaiiest, npenu aa npuemere CONCERTA.

IOpnem ga CONCERTA c xpanH B HAmBTRM

IIperophbUHTENHC € Ja He ce IpHeMa a/IKOX0J, HOKATO ce TIpHeMa TOBa JIEKapCTBO, THH kaTo Toil Moxe Ja
TIOZICHIIM BE3MOKHHTe HexkenaHH peaxuun Ha CONCERTA. Mons 06bpHETe BHEMaHHE, Ye B HAKOH
XpaHH H JIeKapcTBa ce ChABPKA aIKOXOM.

bpeMeHHOCT B KLPMEHE
CONCERTA He TpabBa Ja ce Tipiema 0 BpeMe Ha OpeMeHHOCT. AKO MUCANTe, He Bue umu Banrara
JBLIeps Moke fa ¢Te OpeMeHHH, ITOChBETRalTE ce ¢ Balua fexap npeau ynotpebara Ha TOBa JIEKapCTBO.

Baxao e Bre unu Bamara qelneps fa ge sabpemendra, gokato npaema CONCERTA, T KaTo TO3M
MEIUKAMEHT MOKe [a LOBeIe 1O AHOMAIMH Ha IHOJA.

Axo Bre nmi Bawara npiieps HMa Bede MecedHH LHKIH WIH Te ¢€ TOABAT, Clie]l KaTo JISUSHHETO &
3aro4Hano, Tpabra a Hanonseate epeKkTHBHA (hopMa Ha KOHTpalelms, ako Bue wnu BamaTa qeineps
CTe CEKCYANTHO aKTHBHH.

Kepmaukure He Tpaodra ga npuemaT CONCERTA, TrH KaTo He € H3BeCTHO JANTH TOBA JIEKAPCTRO
IpEMHHABA B KbPMaTa.

INodupane i paboTa ¢ MATTHHH

Ipwr ynorpedata Ha CONCERTA ca crobmenu saTpyIHeHHA NpH QOKycHpaHe, 3aMBIIIeHO BIDKIAHE H
saMaliBage. 3aToBa e IPENOPHYHUTENHO Ja ce u3barea pabora ¢ Mammmey, Iodupane WK aHTaKApaHe ¢
IPYTH NOTEHIIHATIHO ONAacHK AefHOCTH.

Baxua nzdopvandas 0OTHOCHO HAKoH 0T ¢heTaskure Ha CONCERTA

To3M JeKapcTBEH NPOAYKT ChABPIKA JIakTo3a. Axo Bue iy Bameto nete mMaTe HENOHOCHMOCT KBM
HSKOH 3aXapH, cBEpxeTe ce ¢ Baumid jekap, IpelH ia IpHeMeTe TOBA JIeKapCTBO.

1. KAX JA IPUEMATE CONCERTA

Koaxo ga npaemMate

CONCERTA TabneTkH ¢ yABDKEHO 0cBOGOKIARBAHE Ca HANMYHHK B TPH Pasituy
36 mg 1 54 mg.




CONCERTA - JIncroBka 3a maumeHTa

Havannara no3a 3a [ielia ¥ FOHOIIH, KOHTO B MOMEHTA He npHeMat methylphenidate v He ca npeMuHanu
OT ZPYT CTEMYJIAHT Ha Hero & emHa Tabnetka oT 18 mg cyrpuH. Ilpy Aera wid IOHOIUH, KOMTO B MOMEHTa
npHemar apyry Gopmu Ha meTHndeHHIAT, TeKapsT e perd Hal-1o6pe cTapToBaTa 103a.

Maxcumangata ro3a CONCERTA e 54 mg queBHo,
Kora u xar da npuemare

Bue nnu Bameto gete Tpadra na npuema CONCERTA eaun neT BeeKH AeH, CYTPHH ¢ Halla BOJA.
TabreTxara Tpa6Ba Ia ce TIOMIBIIA U He TpAOBa fa ce IbBUe, UyrH HIM kaTpoinana, Tabnerkara Moxe Aa
ce TIpHeMa ¢ MM 0e3 XpaHa.

Korato 6ne npueta cyTpuHTa, edexture Ha CONCERTA npoxs/bxarar rpes Hesud GeH, 40 BedepTa.

TaGnetxara He e pa3TBaps HAIIBIHO, Ciex KaTo GhAe 0cBOGOAEHO IIAOTO JIEKAPCTBO M NOHAKOTA
oOBHBKATa Ha TabeTKaTa MOXe Jla ce TIOABM B M3NpaskueHusTa Bu wiK Te3u Ha Bamuero aere. Topa e
HOPMAaIHO.

Axo Bue nnn Bamero aere cre npuenn nogeye ot neodxogamara xoza CONCERTA
Axo Bue unu Battiero nete e B3es1o TBBpAE MHOTO TabIeTKH, He3abaBHO ce KOHCYNTHpANHTE ¢ JIeKapa WK
CHC CHEIMHOTO 3BEHO Ha Hall-OnuzKkaTa OONHULA ¥ UM KAXKeTe KONKO TabneTKy ca HpueTH.

CUMITOMMTE Ha NPEIO3MpaHe MOTaT A4 BKIIIOYRAT: IOBpEINaHe, Be30yna, TpeMOop, MOBUIIABAHE Ha
HEBOJISBUTE ABMKEHMS, IOTPENBaHMI B MyCKyJIMTe, IPUIIAIBIH (MOraT 1a ObJaT ocHeqBalKl OT KOMA),
4YBCTBO Ha NMPeKOMEPHO LacTHe, 0ObpkBaHe (CHIHA OOBPKAHOCT), XAMIOUMHAILMY, TI0TEHS, 3aUepBABAHS,
rraBoboNKe, BHCOKA TeMIIepaTypa, IPOMEHH B CHPIEUHHA PATHM (320aBeH, YCKOPEH HITH HEPHTMHYEH),
BHCOKO KPBBHO HaJIAraHe, pasliMpeHy 3¢HHIH, CyX0Ta B HOCA | YCTaTa.

Hampasere Taxa, e BameTo aere ma He MOXe Ja Ce Hapay ¥ T'O NpeOna3BaiTe oT NpeKaaeH
OIyM ¥ CBETIIHHA.

Axo Bre xou Bameroe xere cre nponycaann ga npaevere CONCERTA

Axo Bue unn Bartero aete e IpomycHano egHa 1034, MoXe Ja ¢ Hali-nobpe Aa ce movaka 10 cleBalnaTa
CYTDHH, 34 JIa C€ B3eMe CIIe/[BalllaTa f03a. 3anoMHeTe, 9e AeHCcTBHeTo Ha POAyKTa € OIIpeleneHo a
nponkDKkaea nprbauzurrenHo 12 yaca 0T BpeMeTo Ha HpueMa.

He p3emaiiTe gsoiina no3a, 32 1a KoM EeHCHpATE NPOEYCHATATA 033,
Koncynrupaiite ce ¢ sekap, ak0 HMaTeé BRIOPOCH, MM axo Bue wik Bamuero nete e IpommycHano noseye
OT €IHa 034,

Axo Bue nia Bamere xere cre cupenn upaema ga CONCERTA

Baumist nexap me Kavke Konxo me npoasmxy nedennero ¢ CONCERTA. Bue mm Baweto nete He
TpA0Ba Ja criupaTe IpHeMa Ha IeKapCTBEHHA IPORYKT NpeXAeBpeMeHHO, 6e3 ¢hBeT 0T Baruus nekap,
3aI10TO CHMITOMHTE MOTaT Ja cé BB300HOBAT.

AX0 HMaTe HAKAKBHE JOITERHUTENHY EBIOPOCH, CBEP3ARK ¢ yIioTpeGaTa Ha TO3M IPOIYKT, MOJIS TIOTIMTATE
Banuis nexrap Wi hapMaIesT.

2. Bb3MOXHH HEXEJAHK PEAKITIIA

T'! HONy4aRa.

Hait-uecto cpoliaranaTa HeKelaHa Peakiia e riapodosueTo (FhRHUKBAINA TIPH TIOBEUE
10 mauuenTtH, xouto npuematr CONCERTA).




CONCERTA — NTucroBxa 33 TaiMeHTa

YecTH HeXENaHK peakiiy (BB3HHKBAIIH TIPH ITO-MajIko oT 1 Ha Beexw 10 maumeHTH, KOMTO TpHEMAT

CONCERTA) ca:

- Brsmanenne Ha noca H IEPIOTO

- BescrHue, HEBOJIERH OBHKEHAA (THKOBE), arpechs, YyBCTBO Ha 0e3M0KoMCcTBO, HeouakBaHu IPOMeHH
B HACTPOEHMETO

- 3aMasgHocT

- Kamuua

- Cromanrry Somky HiH JECKOM(OPT, MyBCTBO 3a rafieHe Ml HOBPEINAHe, THapHI

- PasapasHurenHoct, Tpecka WK BHCOKa TeMIieparypa

- 3ary0a Ha Terno

HedecTH HexXeNIaHH peakuMK (B3HUKBAIIM NIPH [I0-Majko oT 1 Ha Bceku 100 maimeHTH, KOHTO IIpHeMAaT

CONCERTA) ca:

- 3aryba Ha aneTHT (aHOPEKCHA) KM HAMAICH AIETHT

- Henpecus, npodneMu ¢BC CHHS, TIPOMEHH B HACTPOSHHETO MM ITOKAYBAHE ¥ CTIAJaHe Ha
HACTPOEHHETO, I'HAB, TPEBOMKHOCT, IIPEKAICHA YYBCTBUTSIHOCT KbM OKOIHATA ¢pefa (peKaneHa
BAMUTEAHOCT), CHI3NMBOCT, BEDKIAHE, YCelllaHe IIH UyBaHe Ha Hellla, KOHTO He CHIIECTBYBAT,
De3MOKOHCTRO, HEPBHOCT

- 3amaiiBaHe HIH CHHIHBOCT, XHACPaKTHBHOCT, HOTPSHSPBAHHA HIH TPEMOP

- 3aMBIVICHO BIKOaHe, JBOMHO BIDKAAHE

- YcKopeH WIH HeperyJLIpeH chpaeueH PHTHM/ChPASYHA UeCTOTA (TIANIIHTALMH/ TAXHKAPHHS)

- IloBHIIEHO KPBEBHO HaJIraHe (XHISPTOHIT)

- HepocTur Ha BE3OYX/HATIPpEKEHHE B IBPAMRTE (JHCIIHES)

- 3anex

- Bonesnenu mMyckynu, OonesHeHH, TIOYTH CTARH, MyCKYIHH CIIA3MHE

- Kocomnag, aneprayHy peakiiy KaTo: NOLyBaHe Ha JIMLETO, YIIHTe, YCTHHTE, YCTAaTa, e3HKa HITH
IBPIIOTO, KOETO MOXE Aa NpeJU3BHKA 3aTPYAHEHHS B HPerTbLIAHeTO W/HWIH AHIIEHETO; WIH OOPHRH,
chpOex, ypTHKapHA WIH ToneHe/GelleHe Ha KOXaTa

- Vmopa/ymopsiemocT, 60NKa B TEPOUTE

- IlymM B cBpLETO, MOBHIICHHS B CICIMPHIHATS (YHKIHOHANHH YePHOAPOOHH TECTORE (IOBHIIEHE
HEepHOAPOOHH eHIHMHM)

- Mucnu 3a camoy6uiicrso (ponara Ha CONCERTA He e qokazana).

Pepnxy Hexxenanu peakuyi (BH3HUKBALIY IIPH HO-Malko oT 1 Ha Beeky 1000 rianuen Ty, KOMTO TIpHeMaT
CONCERTA).ca:

- JlesopueHTaius, IpeBE0YIEHO HACTPOEHHKE, CBPEXaKTHBHOCT H NOBeAeHUe 03 3amphKKi (MaHH:A)
- PazmupeHH 3eHMIIH, 3aTPyNHEHO BIDKIAHe

- 3avepBsBaHe Ha KOXKaTa, [IPEKOMEPHO H3MOTABaHe, 06PHB Ha KOXKATA CBC 3a4epBABaHe

CrenurTe HeskeNaHH peakifu, cro0ens npy naurenTd npueMan CONCERTA, ca ¢ HeusBecTHa

YecTOoTa:

- Hamanenue B 6pos Ha YepBeHHTE KPEBHH KJIETKH, Ha GenHTe KPBBHH KISTKH H Ha TpOMOOUMTHTE,
KOETO MOXKE JIa IpeU3BHKA [IOBHINeHa IIONATTHBOCT KM HHGEKIUK, KbpBeHe H HACHHABAHMS, 10
TIECHO OT HOPMANIHOTO

- Obsvpxrane

- IIpunapeuM MiH repyoBe, BIIIIOYHTEIHO eNHIeIITHYHH IpHIalblH (KOHBYICHH grand mal)

- bonka B repaute (rpbaua xaba), 3adapeH chpAedeH pUTHM (OpaguKapaus), JONBIHHTEIHA
CHPLEUHH TOHOBE (EKCTPAacHCTONH), aGHOPMHO Obp3 ChpliedeH PUTEM (CYIPaBeHTPUKYAADHA
TaXHKapAHA/BEHTPUKYJIAPHH SKCTPACHCTOIH)

- BxowaHeHOCT, H3TPEIHAIOCT M IPOMSHA B LIBETA HA IPBCTHTE HA PBUETE U Kpakara {(Oefu
CIIeH TOBA YepBEHU), KOraTo ca W3ToKeHH Ha HHCKM TemnepatypH (heHoMeH Ha Raga

- uckomdopT B repaKTe, MHOTO BHCOKA TEMIIEPATypa

- IloBHuIeHHE Ha pe3y/ITaTHTE OT (YHKIMOHANHUTE YePHOAPOOHH TecToBE (TIOB, i
thocarasa B KpEBTa, IOBHIIEH OHIHPYOHH B KPBBTA), MPOMAHA HA PE3yATaTH
TecToBe (yRemudeH 6poii Tpomboraty, abHopMer Gpoii 6enu KpBBHK Knerm)

- Mucmu 3a camoybuiterso (ponata Ha CONCERTA B Tesu ciy4an He € AoKazay

)
&




CONCERTA. - JlicroBKa 32 IaHeHTa

CrnepHuTe HeXenaHH peakliy ¢a HabMOKaBaHM ¢ OPYTH NeKapeTra, ChObpKaIN MeTHiIheHAnaT:

- HeKoHTpOIMpyeMH MYCKyITHH CTIA3MH, 3aCATAIM OUMTE, TNABATA, BPATA H TANOTO (XOPEOATETOHH
OBUOKEHHS), CECTOSHHS C HEKOHTPONHpYeMa ped i ABMKEHHA Ha TAIOTO (THroBe) (Tourette
CHHAPOM), peakuus KM HAKOK JIEKAPCTBA ¢ BHE3ANHO IOKAUBaHE Ha TeNecHaTa TEMIIePaTypa,
MHOrO-BHCOKO XPEBHO HajIAraHe ¥ CHIIHHM KOHBYJICHH (HEBPOIENTHICH MATHTHEH CHHAPOM)

- YepnoapobHa HeZOCTaTHYHOCT, IPHApPYKeHa ¢ koMa (depronpobHa Koma)

- Beananenue u 610kafa Ha apTepyuTe B MO3EKA (Ulepedpanes apTepHT H/HWIH HEMPOXOIUMOCT)

- 3abadHe Ha pacTe)a IIPH NPOIBIDKUTENHA yrioTpe6a py feua.

AXO HAKOA OT HEXKEIAHUTE JISKAPCTBEHH PCAKIIMK CTAHE CEPHO3HA MWK 3a0ele)kiTe APYTH, HEOMHCAHY B
TA3H NECTOBKM HEXENaHH PeaKIlHy, MOJIA yBeaoMere Bamms nexap und hapManerT.

3. CHhXPAHEHHE HA CONCERTA
CoxpaHapaiiTe Ha MACTO HEFOCTBITHO 3a Jella.

He uznonssaiire CONCERTA cnen cpoka Ha TOAHOCT 0TOeNA3aH BEPXY eTHKeTa, CPOKET HA TOMHOCT
OTroBapsA Ha IOCHEeIHHS AeH OT IOCOUSHHA Mecell,

Ha se ce cbxpanapa Han 30°C.
CrxpanspaiiTe ONaKoBKATa IIHTHO 3aTBOPEHA, 32 Ja ¢¢ IIPEAIIa3y OT Bllara.

AGCOpOEHTET 3a Bylard B ONAKOBKATA (€4HO KIIH JBS INIHKYETA), KOHTO CE M3IIONI3BA 34 3a[Ia3Bake Ha
TabieTKaTa cyxa He TpadBa Aa ce a7e.

JlexapcTBata He TpsaOBa Ja ce M3XBHPIIAT B KaHAM3aIMATA WK B KOBTeHHepa 2a IOMAIUHA OTHANbIH,
Tlommratite Bamms dapmanest kak fa yHUIIOXKUHTS HeryHuTe By nexapersa. Tesu Mepru nme
CHOMOTHAT 34 ONlA3BaHe Ha OKOJIHATa Cpefa.

4. JTONBJIHUTEIHA WHOOPMAIIHA

Kakeo craspxa CONCERTA
. AKTHBHATA CECTABKA € MEeTHI(EHHAAT XUAPOXIOPHI
. CONCERTA 18 mg TabneTk# ¢ yObKeHO ocBofokaaBaHe chIbpka 18 mg
MeTUN(EHHIAT XHAPOXTIOPHL
. CONCERTA 36 mg TaGeTkH ¢ YABDKEHO 0cBOOOKIaRaHe chabpxa 18 mg
MeTHI(EHHART XUIPOXTOPHS
. CONCERTA 54 mg TabneTk ¢ yIBDKeHO ocBoboKAaBaHe CHIBpXa 18 mg
MeTHI(PEHUIAT XHAPOXIOPH
. Jpyrure chCTABKH ¢a:
SyrrnxunpokcuTomyon (E321), nemynosen aterar 398-10; xunpomenosa 3 cp, KOHUEHTpHpaHa
tochopra xucenuna, nonokcamepr 188, nommerunerosu oxcugu 200K 1 7000K, moruzon K29-32,
HATPUEB XJIOPUJI, CTeApHHOBA KHCENMHA, CYKIMHOBA KICEIIHHA, YepeH JxkeneseH okcun (B172), xenr
skeneseH oxeun (E172), gepren sxenesen oxeun (E172, camo npu 54 mg tabnerky).

PAAMOBO NOKPHUTHE: XHIIPOMENO3a 15 ¢p, TaKTO3eH MOHOXHUApAT, THTaHOB Juoxcun (E171),
TPHALSTHH, XKBIT xkeneser okeug (E172, camo rpu 18 mg u 54 mg TabrieTku), YepREH XKeNe3ek OKCHT
(E172, camo nipH 54 mg TabneTKH) K cTeapHHoRa kucendHa (camo nipy 18 mg tabmeTk).

Yuero ROKPHTHE: BOCHK carnauba, xunpomeriosa 6 cp, Makporon 400.

IleyaTapcko MacTalo: YepeH sxeneseH okeua (E172), xumpoMenosa 6 cp, u3ong
TIPOITHTIECHIIMKOI ¥ IPEYHUCTEHE BOJA.



CONCERTA — JIyicTOBKA 3a ITAIHEHTA

Kagr m3rnexna CONCERTA 1 KakBo ChABpPKa OHAKOBKATA

CONCERTA TabneTk# ¢ yIbIDKeHO 0cBOOOKIaBaHE Ca HAIHYHE B TPH H03HpoBkH: 18 mg,
36 mg, 54 mg. Begxa Tabnerxa ¢ popma Ha Kalcyna € URAUBEIYATHO MapKupaHa 3a Ja ce
YHECHH Pa3o3HABAHETO U,

. 18 mg: x®i1TH, ¢ Hagmuc “alza 18” o1 egHaTa cTpaHA ¢ YepPHO MACTIIIO.
. 36 mg: Gesu ¢ HaanUC “alza 36" OT egHAaTa CTPaHa C HEPHO MACTHUIIO.
. 54 mg: xadeHnKaBo-gepBeHH ¢ HAMIHKC “alza 547 oT emHara CTPaHa ¢ USpHO MACTHIIO.

To3u nexapcTBEH NPOAYKT € HAMHYEH B OyTHIKK ChABpxKamy 28 win 30 Tabneri.
He Bcuyky BH10Be OIIAKOBKM MOTAT Aa C& IPOJABar.

IlparexaTren HA pa3pellleHHETO 32 YIOTpeda
Johnson & Johnson d.o.o.

Smartinska cesta 53

1000 Ljubljana

CroBeHHs

lIpou3Bognrean
Janssen Pharmaceutica NV, Turnhoutseweg 30, 2340, Beerse, Benrua
ALZA Ireland Limited, Cahir Road, Cashel, Co Tipperary, Upnangus

To3u NekapeTBeH NpOAYKT e perHcTpUpal B crpanuTe WieHkH Ha EC nop crnequuTe HMena:
AscTprsg Concerta 18 mg, 36 mg & 54 mg Retardtabletten;
Benrus Concerta 18 mg, 36 mg & 54 mg tabletten met verlengde afgifte
Gumnagmus CONCERTA 18 mg, 36 mg, 54 mg depottabletit
®pars ~ CONCERTA® LP 18 mg, 36 mg, 54 mg comprimés & libération
prolongée ’

lepmamms  Concerta 18 mg /36 mg /54 mg Retardtabletten

I'sprus CONCERTA yprolonged release tablets 18mg, 36mg, 54mg

Henammnas  CONCERTA 18 mg, 36mg & 54mg fordatsflur

Hpnagmus  CONCERTA XL 18mg, 36mg & 54mg Prolonged-Release Tablets

JroxcemOypr Concerta 18 mg, 36 mg & 54 mg comprimés & libération
prolongée ‘

Xonagmus  Concerta* 18 mg, 36 mg & 54 mg tabletten met verlengde afgifte

Hopeerma  CONCERTA 18 mg, 36 mg & 54 mg depottabletter

Nopryramas CONCERTA® 18 mg, 36 mg & 54 mg comprimidos de libertacfo prolongada
Hcnagma CONCERTA 18 mg, 36 mg & 54 mg comprimidos de liberacién prolongada
iBenus CONCERTA 18 mg, 36 mg & 54 mg depottabletter

Benmuxobpuragua CONCERTA XL 18mg, 36mg & 54mg Prolonged-Release Tablets

JaTta Ha ocnenHo akTyalu3KpaHe Ha nucToBKara: 09/2007




