A3MBAHUTENHA ATEHLITS O NEKAPCTBATA

fNucmoaxa - Npunoxenue 2

JVICTOBKA:MH®OPMAIHSA 3A (RFPPRBRTR LS e

DONECEPT
JOHEIIENT - 3
Puamupanu TabreTku S 1 10 mg

BHUMATEJHO IPOYETETE TA3M JIMCTOBKA IIPEJIU JA 3AIIOYHETE

J]A IIPUEMATE TO3U JIEKAPCTBEH ITPOAYKT
3anazeme masu aucmoexa!l Mooice 0a umame Hyscoa oa s npouememe OMHO80.

- Axo umame HAKaxeu OONBIHUMEIHU 8bnpocu, nonumaume Bawwus asexap uau
gpapmayeem/

- Toea nexapcmeo e npednucaro auino Ha Bac. He 20 npeomcecmvneaiime Ha opyeu xopa.
To Moxce 0a uM HABPeOU, He3ABUCUMO OM MO8d, Y€ mexHume CUMnRMOMU Ca Cbhugume
xamo Bawume.

- AKO HAKOA Om HedicenaHUume NeKAPCMEe U PEaKYUl Caxe Cepuo3Ra unu 3aberexcume
Opyau, HEONUCAHU € MA3U NUCMOBKA HENCERANU Peaxyui, Mol ygeoomeme Bawius
Jexap unu gapmayesm.

B TASH JINCTOBKA

1. KakBo npeacraBiaaBa JdoHenenT v 3a KaKBO ce H3I10/13BA
2. IIpean ga npueMeTe J{OHeLenT

3. Kak ce npuaara JoHeuenT

4. Bb3MOKHH HeKECIaHH peaKLHH

5. Cnxpanenne Ha JoHerenr

6. JonbaHuTeaHA HHGOpPMaALIH

1. Kakso npeacrasnasa JOHEIEIIT u 3a kakBo ce npuaara
Iouernes3ns e NeKapCTBeH MPOAYKT, KOHTO NOTHCKA ONPEnc/CH eH3UM B MO3bYHATA ThKaH
Ha gyoBeKa H IO TO3H HauMH nopnMsaea 6naronpusrao Oonectra HA AmxaliMep.
J{oHenenT ce MPUJIATA 38 CHMIITOMATHYHO JEYCHHE HA AeKH 1O CPEAHO-TEXKH (POPMHU Ha
OeMeHIIMA Ha AnuxafiMep.

2. Xlpeau pa npuemere JOHEIEIIT
HoHelenT HE Ce [IpHJIara nmpu
e CBpBXYYBCTBHTEIHOCT KBM TIPOAYKTA, MUNEPHINHOBY NIPOH3BOAHK WK HAKOE OT
MOMOIIHHUTE BELECTBA;
e bpeMEHHOCT.

[pu NpUI0KEHHETO HA TO3H JIEKAPCTBEH NMPOAYKT UMaiiTe peABM CI1EAHOTO:
Jleyennero ¢ Jloweuent tpabpa a ce MpoBeXAa OT JieKap C OIKAT B JHArHOCTUKATa M
NIeYeHNETo Ha JeMeHIs Ha AnxaiiMep. uarao3ara tpsadBa Aa 65/1¢ 110cTaBeHa CEracHo

oﬁmoaneTHTe MPUHLHITH. Jleuennero TpsAbBa gOa 3anoyHe camMo IIPH ocmygg\




N0KaTO MMa moJs3a 3a OonHud. Heobxomumo € ga ce npasy NepHOAHYHA NpeoleHKa Ha
KIHHUYHEA edekT oT jedeHuero. [Ipu munca Ha yedeben edexT TpgadBa ga ce oOMHCTH
HIPEKBCBAHETO MY,

Hama TaHHH 32 ITOBIHABAHE HA TEXKA JSMEHIUA Ha ANnXxaWMep, JAPYyrH BUIOBE AEMEHIINA
HIH IpYrH BHIOBE TEKKH I[aMETOBH pasCTpoiicrBa (BBb3pacTOBO HapylllaBaHe Ha
KOTHUTHUBHUTE (DYHKIIUH).

Arnecmezus
Karo xonmuecrepazeH HHXuOHTOp JloHELEeNT € BepoATHO A& 3a4CHiIBa edexra Ha
CYKIIUHUITXOTMHOBUTE MUOPEIAKCAHTH 10 BpeME Ha aHeCTe3u 4.

Copoeyno-cv008U 3a001a6aHUA

IMopany MexaHu3MBT Ha AEHCTBHETO CH Ta3u TIpyna JekapcTBa Morar fna 3abaBdar
chpaeuHara vecrora (Opanuxapaus). IIpu nanueHTH cbe ,,CHHAPOMa Ha OOMHMS CHHYCOR
BB3el” MAM JOPYTH CYINPABEHTPUKYNApHU HAapyIleHUs Ha [POBOJUMOCTTa KaTo
CHHyaTpHaneH ONOK ¥ arpuoBeHTpukynapeH Onok, Homenent Tpadsa aa ce npuiara ¢
NOBHIIIEHO BHIMaHHE TTOpaad PUCK OT 3a1biI00YaBaHe Ha IIPOBOJHUTE HAPYINEHHU .

Cmomawuno-upesru 306016 AHUA

IMpoAYKTHT Ce MmpHjara ¢ IIOBHIIEHO BHUMAaHHWE IIpY MAlHEHTH ¢ s3BeHa 0o0JecT B
MHUHAIOTO HJIM TAKUBa, KOHTO MpHEMAT HECTEPOHAHH MPOTHBOBBIMAIUTENIHU OPOIYKTH.
Hsama gaHHM 3a MTOBHINIEHA YECTOTa Ha KBbPBEHE OT CTOMALUHO-YPEBHHUSA TPaKT HJIH IOABA

Ha I[ICIITHYHA A3B4A,

Ypozenumannu 3abonseanus
JlexapcTBOTO MOXE A3 JOBele A0 TPYAHOCTH B YPHHUPAHETO, BBIIPEKH Y€ TOBA HE €
HaboAaBaHo py aedeHue ¢ JloHenenr.

Heeponozuunu 3abonssanus

XOINHOMMMETHLHTE MOraT Aa NPUYUHAT TIeHePATH3UPAHHU CENUJICNTHYHHM MNpHIaldbUY,
KOMTO, OT Apyra CTpaHa, MOXKE Ja ca CUMIITOM Ha Oosectra Ha Anuxaimep.

BB3MOXHO € 000CTpsiHE UM OTKIKOYBAHE HA eKCTpalupaMUJHH CHMITOMH C HEBOJIEBU
ABHXXEHH A Ha KpaltHuIuTe, e3HKET, MUMHYIECKaTa MYCKyIaTypa.

benodpobru 3abonsaeanusn

[TpoaykThsT TpA6GBa Oa ce IpuJiara ¢ MOBHIIEHO BHMUMAHME IIPH MAallMCHTH ¢ 4CTMA HIIH
oOcTpykTBHA GenoapobHa Gonect nopaayd XOJIHHOMUMETUYHOTO CH ICHCTBHE.
[IpunoXxeHHeTO Ha MPOAYKTa 3a€AHO ¢ JpYIH HHXHOHTODH Ha aleTHIXOJHHECTepasata,
ArOHUCTH WJIM aHTAarOHHUCTH HA XOJIMHEPrHYHATa CHCTeMa TpsbBa Ja ce u30sraa.




Teacka veprodpobra nedocmamuvynocm

HaMa LaHHH 32 TPUIOKEHHETO Ha AOHEIENT npH IMaNWeHTH ¢ TEXKa YEpHOAPOOHa
HEAOCTAaTBUHOCT,

[IpoAYKTHET CBABPXKA TaKT03a, KOETO T'0 IpaBH HENOAXOMAALI IIPH MAllHEHTH € JaKTa3Ha
HEeIOCTATBYHOCT, FATAKTO3e MU MK TIFOKO3CH/TANaKTO3CH CUHAPOM Ha ManadcopOrus.

Hpuaoxxenne Ha JJoHeuenT H IPHeM HA XpaHH X HAMTNTKH
Hama He0OXoZHUMOCT OT CHEiMAlCH XPAaHUTENCH peXBM 110 BPEME Ha JSYCHUETO C TO3H

[IPOAYKT.

bpeMeHHOCT

IIpedu npuem Ha kxakeumo U 0a e JeKapcmeeHu NPOOYKMU ce KOoHcyamupaume c
nexysawusi Bu nexap unu ¢ hapmayeem

He e ycTaHOBEHO yBpex/JaHe Ha [/I0Ja I[PH H3CHECIABAHHMS BBPXY ONHTHU XWBOTHHU.
HoHenent He TpaOBa Aa ¢e npuaara npy OpeMeHHHM.

KupmeHe

Ilpedu npuem Ha kaksumo u 04 e JeKapcmeeHu NPOOYKMU ceé KOHCYAmupaume c
nexysawua Bu nexap uau ¢ papmayesm

He e u3BecTHO Aanu NMPOAYKTHT c€ OTAENS B MaHYHHOTO MJIAKO M IO TasH IPHYHHA
KBEPMEHETO TpA0Ba 1a ¢ce NPeyCTaAHOBYU 110 BpeME Ha ACUCHHULTO.

[HHlodupane u pabora ¢ MALIHHN

JleMeHnuATa Ha AlnlxaliMep MOXe 1a HapyIny croco0HOCTTa 3a modupaHe UM paboTa ¢
MaloyHu. JloHeUenT MoXe Ja NpeAu3BHKa yMOpa, CBETOBBPTEX M MYCKYIHH KpaMITH
O0OHMKHOBEHO B HAYAJIOTO Ha JIUEHUETO YK NIPH NOBHIIABaHe Ha Jo3ata.

JlekysamusaT nexap tpaOBa BHUMATEAHO [a MpEUeHABa Jali MMAUCHTHTE, CTpajallld OT
AnuxaitmMep, Morar fa modupar u paboTAT ¢ MAUIHHH.

IIpHeMaHe HA APYTH JeKapcTBa

Mons, ungopmupaiime ceos nekyeawy lexap umu apmayesm axko npuemame uiu CKopo
cme npuemanu Ckopo Opy2u ReKapCmeeHu Npooykmu, 0opu axo me He ca Bu o6unu
npeonucary om aekap

NoHeuent He HHXKOUpa MerabonuiMa Ha TeOPHIIUH, BapdapyH, LUMETUAHH, ZHIOKCHH,
THOPUAA3AH, PHCIIEPHIOH, KapOKUIona/neBogoNna, CepTPATHH HIH KEeTOKOHA301.

Toneuent ce MeTabonmM3upa OT €H3WMHAE cHCTeMa B 4epHWsa Apod. Ilo Tasu rpuyunHa
KETOKOHA30l U XUHHUIWH MOTHCKAT NpepaboTBaHeTo MY U KOHUEHTpALHUTe MY B KPbBTa
ce moBuimasaT ¢ 30%. CwIIOTO ¢€ OTHACd M 34 HHTPAKOHA30ll, epPHTPOMHLMH W
(bJTYOKCETHH.

EH34MHHE HHAYKTOPH Kato pudaMIuiliH, (eHUTONH, KapOaMa3emuH U aTKOXOl HaMaJlABaT

KOHHEeHTPAUnuTe Ha NPOLYKTa. T TR
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JToHenenT MOXKe a B3aHMO/IelicTBa ¢ aHTUXOJUHEPTHYHH JIEKAPCTBEHY NPOAYKTH. Moxe
noa ce HaOmoapa 3aCHIBaHe Ha €(DEeKTHTE HA CYKUMHUIXOMHH, APYTH HEPBHO-MYCKYITHU
O6noKepH HJIH XOJIHMHEPTrHYHH arOHHCTH UIU Oera-Onokepu, KOHTO UMAT €(QEKT BBPXY
ChbpAEYHaTa IIPOBOAHMOCT.

3. Kak ce npuaara JOHEHEIIT

Bunazu npuematime [Joneyenm cnoped uncmpykyuume Ha aexysawjus nexap!
Buvapacmuu/llayuenmu 6 nanpednana ew3pacm

JledeHHETO 3aMMO4YBa ¢ 0033 OT 5 mg eIHOKparHO JHEBHO. IIpoayKTET TpaOBa Na ce mpueMa
Beyep mpenu JaraHe. [loszata or 5 mg TpabBa na ce mpuiara Haf-Manko | Mecen 1o
MTOCTHI'AHETO Ha PaBHOBECHH KOHLECHTpaUMM H IPELECHKA HA TEPANEeBTHYHHSA OTTOBOD.
Cnend ToBa H03aTa MOxe Oa ce moBHIuM o 10 mg MHEBHO B eAWH NpHeM. MakcHMaHaTa
penopbuBaHa 1034 ¢ 10 mg anesHo.

Ilpn mpekbCBaHE Ha JICYEHHETO ce HalmojaBa TOCTENEHHO H34Ye3BaHe Ha edekrta Ha
npoAykra. HaMa faHHHW 3a BIOIIaBaHe Ha CBCTOSHHETO /rebound edekT/ cinen BHE3AMHO
IIpeKpaTsaBaHe Ha JIeYeHUETO.

[ayuenmu ¢ 6v6peyHa u uepHodpobHA HedOCMamMbUHOCH

CxemaTa Ha JO3HpaHe € KaKTo Ho-rope, 3al0TO TOBA CBCTOSHHE HE NOBIMABA OTIEIAHETO
Ha TIpoAykTa. [Topaau BB3MOKHOCT OT YBEJIMYaBAHE KOHIICHTpaluusATra Ha JloHeuenT mpu
JIeKa 0O CpeJHO TexXKa YepHoapoOHa HeZoCTaThHYHOCT OBULIABAHETO HA 103aTa TPAOBa Na
CTaBa B 3aBHCHMOCT OT MOHOCHMOCTTa. HAMa JaHHH 38 NPUNIOKEHHETO Ha NPOAYKTa IIpH
MalMeHTH ¢ TEXKa 4epHOApoOHa HEJOCTATBUHOCT.

Lleya

He ce npenmoph4Ba NPHIOKEHUETO Ha JloHENeNT IPH Je1ia.

AKO CT€ IIpHEIH NO-TOAAMO KOJHUYECTBO OT JeKAPCTBOTO:!

IIpu npuem HA nO-6UCOKA 003a OM NPEONUCAHAMA 8e0HA2a c¢ OObpHEme 3a NOMOW KbM

nexap!

Jleranuara #1033 Ha IPOAYKTA, onpeaeaeHa IpH U3CIACABaHUSA ¢ MHILKK H IBXOBE € 45 mg
32 mg, peclmeKTHBHO, B € okoso 225 u 160 nbTH Mo-BHCOKa OT MaKCHMManHaTa

npernopbYBaHa 103a MPH Xopa.

[IpenosupaHero MOXE JOa OOBEAC A0 XOJMHEpPru4Ha KpH3a — raleHe, NOBPBLUAHE,

MOBHIIEHO OTIEeNdHe Ha CIIIOHKa, HU3MOTIBaHe, 3a0aBeH mnyJc, HHCKO KPBBHO HajlsATraHe,

IOTUCKAHE HA AMINaHeTo, KOJalc W KOHBYJICHH. Bb3MOXHaA € MYCKyJiHa ¢inadbocT, KOATO Ja

OOBEJE A0 CMBPT IIpH 3aCiAraHe Ha JUXaTelHaTa MyCKynarypa.

[Tpunarar ce oOILIM MOAABPKAIIM MEPKHU, & KaTO AHTHIOT MOXeE Ja ¢¢ H3I10JI3B4 aTPOMUH.

3antouBa ce ¢ 1,0 10 2,0 mg WMHTPABCUO3HO M IOCHE J03aTa ce Opefens CIopeh

KJIHHHYHOTO [TOBJIUABAHE,

He e U3BeCTHO Janu MPOAYKTHT H METa0OIHUTUTE MY MOraT a c€ OTCTPaHAT 4pe3 JHaml

(xeMoAMan3a, IEPUTOHeaTHa JHATH3a HIIH XeMouUITpaLus). /f:”b;,
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AKO C¢T¢ NPONYCHAJH Ja npujoxure JoHenenT
AKO CTe OPONYyCHAIHM A4 HpHEMETe MOpelHaTa J03a, TO MPHEMETE NPOnyCcHATa 4ac Io-
CKOPO, HO C€ HE f IpUeMaiTe eIJHOBPEeMEHHO ChC CAEABalIaTA.

4. Bb3MOKHH HexKeJAHH peaKLuM

Kaxmo ecexu opyz nexapcmeéern npooykm, [oHeyenm moxxce 3a NPeOuU3BUKA HedNCelaHu
nexapcmee Hu peakyuu

Haili-uecTuTe HeXeNaHW peakuuH c¢a [hapus, MYCKYJIHM KpaMIM, yMOpa, TajcHE,
NOBPEBIIaHEe U O€3CHHHE,

Hexenannte peakuuy, KOUTO ¢¢ HabI0maBaT IO BpeME Ha JICUCHHETO ca pa3NpelieiaeHH
110 4YecToTa, KakTo ciaeasa: udectd - >1/100<1/10; mHeuectn - >1/1000<1/100; peaxu -

>1/1000<1/1000.

CucreMa B Hectn HeuectH Peaxu
OpraHH3IMa
Hudexuun U | [Ipocryna
HH(pecTaHH
HapyueHus Ha | besanerutue
MeraboausmMa H
 XPaHEHETO
HceHxu4HHA XanTrHHHALNH
HapylleHUs TpeBoXHOCT

ATrpecuBHO

TOBEACHHE

(HaManaBar C

| | Jo3aTa)
Hapywienns  Ha | CHHKOII EnuienTtuyHu ExcTpanupamMuaHu
HepBHaTa cHcTeMa | CBETOBBPTEXK IpUITadBbIH CUMIITOMH
| BescwHHe
CobpaevHn 3abaBeH 11yJIC CunyaTpuajieH OOk,
HAPYIIEHAS aTPHOBEHTPHKYIApPEH
60K

CromaniHo- Huapus CTOMAaIIHO-YpEeBEH
YpEeBHH IloBppinane KPBBOH3IIHB
HApYIUeHHUS ['agene CromarnHa 5

AOIOMUHAJIHY AYOAEHAIHA S3Ba

| cMy1LIeHHs |

Xenaro-0uauapHu UIepHo,upoﬁW \Q\
HApYIeHH!S ] YBPEXAAHYA, " BKH. L
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XCIIaTUuT

Hapymenus  Ha | OGpuB
KOXKAaTa H | CpplOex
NOAKOXKHATA
| ThKaH
Hapymennss  Ha | MyCKyJIHH KpaMITK
MYCKYJI0-
CKeJeTHATA
CHCTEMA "
CbeAHHUTEIHATA
TbKAH
Hapymenus  Ha | M3nyckaHe Ha
obpOpennTe U | ypuHa
NMHKOYHHNTE
NbTHINA
O6wn Hapywennsa | [ napobomnue
yYMopa
boJka
HicaensaHus MuHUMAIHO
IOBHINCHUE Ha
CEPYMHHTE
KOHIEHTpauuu Ha
MYCKYJIHATa
KpeaTUHKHHa3a

Hapanasanug, 3ONONYKHU
OTpABAHHS,
Bb3HHKHAJH B
pe3yaratr HA
HHTEPBEHUHH

5. Cbxpanenue Ha JoxeuenT

Be3 crieLHalHy YCIOBHS Ha ChXpaHeHH e B OPUTHHAJIHATA OlIaKOBKa!

Cexpa”saBaiiTe Ha MACTO, HEAOCTBIIHO 3a Aelia!

He usnonssatite JJoHelenT ¢ien ¢poOKa Ha F'OIHOCT, OTOENA3aH BEPXY OINaKOBKATAa.
JlekapcTBaTa He TpAOBa 1a C€ M3XBBPJIAT B KaHANU3aUUATa UJIM B KOHTeHHepa 3a JOMaIluHU
otnagbuu. ITonutaiite Bamusa nexap uan dapManeBT Kak 2 YHUUIOXKUTE HEHYXHUTE Bu
TeKapcTBa. 1€3M MEPKHU 1€ CITOMOTrHAaT 32 Oa3BaHe Ha OKOIHATA Cpena.

Cpok Ha roIHOCT — 3 rOAWHU.

6. AonbanKuTeJHA HHpOpMaLHS
KakBo cpabppxa JdoHenenT
Axmusnama cvyemaska € JOHEIe3nIl XUJAPOXTOpH I,




Apyeume cvcmaexu ca: NAaKTO3a MOHOXHUJpAT, UeNyl03a, MHKPOKPHUCTANIHA, apEBHYHO
HUIUECTE, MarHe3ueB CTeapar.

Cvcmae na mabaemromo noxpumue 3a mabaemku 5 mg: onaapail 6710, NOJIUBUHUIOB
IIKOXOJI, TATAHHEB TUOKCHJ, Makporon 3350, Tank

Cvemae na mabremuomo noxpumue 3a mabremxu 10 mg: onajpaii XbaTo, MOTHUBHHUJIOB
alIKOXO0JI, THTRHUEB JUOKCHA, MaKkporon 3350, Taik

Enna ¢punMupana tabnetka ¢pabpxa S uian 10 mg NoHEne3H XHIPOXJIOPUI.

Kak usrnexaa JJoHeLenT H KAKBO ChbABP/KA OMAKOBKATA

Onucanue

Donecept 5 mg — KpBIH, Geld, JBOWHO W3TBKHANH QHIMHPAHH TabJETKH ¢ AUAMETDHD 7
mm, rpaBdpanu ¢ “DZ5” oT eaHara cTpaHa

Donecept 10 mg — xperiu, 651e50 XBITH, IBOWHO M3NBKHAMH GHIMHpaHU TabIeTKH ¢
OHaMeTsp 9 mm, rpaBupali ¢ “DZ10” oT egHaTa cTpaHa

Onaxosxa

Donecept 5 mg ¢unmupann tabaetku no 14 6pos 8 6muctep ot PVC/AlL; 2 Gmucrepa B
OlTaKOBKa

Donecept 5 mg dunmupann rabaerku no 10 6pos B 6muctep ot PVC/AL 3 6mucrepa B
OITaKOBKa

Donecept 5 mg dunmupann tabaetku no 28 6pos B noaveruneHora 6anka or HDPE
Donecept 5 mg ¢namupanyn tadnetkr no 30 6pos B monuerunenora 6aHka ot HDPE
Donecept 10 mg punmupanu tabaetku no 14 6pos B 6nucrep ot PVC/AL 2 6aucrepa B
ONaKoOBKa

Donecept 10 mg dunmupanu tabnetku no 10 6poa B Onucrep or PVC/AL; 3 6iucrepa B
ONaKOBKa | |
Donecept 10 mg dpunMupanu tabnetku no 28 6pos B nonuetuacHoBa 6anka or HDPE
Donecept 10 mg dunmupany Tabaetku 1o 30 6pos B noauetuaeHoBa 6aHika oT HDPE

IlpuTexkaTes Ha pa3spelleHHeTO 3a yroTpeba:
Axtasuc EAJl

yn.” Atanac Jlykos”Ne29

1407 Codus, bearapus

Ten. ++3592 9321762, ++3592 9321771

IIponsBoauren:

Actavis Ltd.,

B16 Bulebel Industrial Estate,
Zejtun ZTN 08,

Manta
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3a JOI'BJIHHUTEIHA HH(OPMAIIUA OTHOCHO TO3H JIEKApCTBEH IIPOAYKT, MOJIA CBBPKETE C€ C
NOKaTHUS IPEACTABUTE HA TPUTEXKATEI Ha pa3pelIeHHETOo 3a yIoTpeda:

“AxtaBuc” EAJ] |

yn.” AtaHac J{ykoB”Ne29

1407 Codus, briarapus

Tema. ++35929321762; ++3592 9321771
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