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Hudopmanns 3a ynorpebda

-

Mouisi, Opean 4a 3aH0MHETE Ja YHOTpeGaBaTe JeKapCTBeHAs NPOAYKT, IpoYeTeTe BHAMATETHO TEKCTA HA
JHCTOBKATA, THH KATO TOH ChABLPKA BaXkHA HRJopmanua 3a Bac.

- 3amnasete Ta3H JMcTOBKAa. Moxke 64 no-KbCHO 1e moXkeaeTe Ja A MpoYeTeTe OTHOBO.

- B cnyyvai, 4¢ uMaTe JOMBIHNUTENTHH BBIIPOCcH, Monia o6bpHETe ce KbM Bamurua nekap M dpapmauesr.

- Tosu siekapcTBeH NIPOIYKT € NpeANMcaH JUYHO 3a Bac 1 He TpabBa s1a ro npeaasare/npeoTcThHIBATE HA

TpeTH Jinua. Tol MOXe Ja IpUYMHY Bpelia Ha IPYTd X0pa, HE3aBHCHMO Y€ T€ UMAT ChILATA KapTHHA Ha
3a00MsBaHEeTO KaTo Bac.

HMuadopmanusara 3a ynorpeda cpabpxa:

Kakso npeacrasnasa 'abaramma 100 mg u B kakBY ciTyuan ce ynotpeOsana?

1.

2 Kakso Tpa0Ba ja vMaTte nipea BUA Npeayu Aa 3anoyHere npueMa Ha ["aGaramma 100 mg ?
3. Kak na npuemare I'abaramma 100 mg ?
4
5

KakBH He)XeNnaHU MEeKapCTBEHHU PEAKLHH Ca BE3MOXKHHK?
Kak TpsbBa na cexpansarare I'abaramma 100 mg ?

I'abazamma 100 mg kancyau
Gabagamma 100 mg capsules

I'aGanenTun (gabapentin)

AKTHBHO JcHcTBalllaTa ChCeTaBKa ¢ rabaneHTUH.
| TBBpAA Kancysa ceabpka 100 mg rabaneHTus.

IloMoOILIHH BelLleCTBA:
C’Lﬂ'bp}KaHHe Ha KallCyJldaTa.
JJaKTO34, HAPCBHYHO HHUICCTEC, TAJIK.

lloKpHTHE HA KarcyiaTa:
xkenaTtuH, TuTaHoB AnokcuA (E 171)

I'adbaramma 100 mg ce npenara B Tpu onakoBky: no 20, 50 u 100 tBspau kancynu. Kancynure ca Ol{BETEHH B
os10.

1. KakBo npeacraBisisa 'abaramma 100 mg 4 B KAKBH CJIY4YaH ce ynorpedosasa?

1.1. I'abaramma 100 mg ¢ nekapcTBEH MPOAYKT 3a N€UYCHUE Ha onpee/icHHd (JOpMHU Ha ETMIIENCHS, KAKTO H Ha
HAKOH HEBPAJIrMYHH OOJIKH.

1.2. Ilpurexares Ha perucTpalyiITa
Woerwag Pharma GmbH&Co.KG
Calwer Str.7

71034 Boeblingen, I'epmanus

Tel.: +49(0)7031/6204-0

Fax: +49(0)7031/6204-31

[IpousseneHa oOT:
Artesan Pharma GmbH & Co . KG
Wendlandstrasse 1, 29431 Luechow, I'epmanus

Catalent Germany Schorndort GmbH
Steinbeisstrasse 2, 73614 Schorndorf, 'epmanus
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Kern Pharma, S.L.
Poligono Ind. Colon 11, Venus, 72, E-08228- Terrasa, Hcnanus

1.3. 'abaramma 100 mg ce npwiarar:

- KaTO JCITBJIHMTCTHO JICHEHUE Ha OMpEeC/ieHH (POPMH Ha NpUNaabuy (ITapLUUATHA SIHIETICHS ¢ WK He3
BTOPHYHH r€HEPATH3UPAHH NPUCTHITU) HPHU MALHEHTH, KOWTO HE ¢€ MOBJIMABAT OT JISYCHHE CBhC CTAHJAPTHHTE
AHTHETIMJICTITHYHH CPeZICTBA (JIEKAPCTBEHH MPOAYKTH 32 JIEYEHHE Ha SITIICTICHA ).

- Tnipu bone3HeHa nuabeTHa HeBpornaTus (60e€3HEHH HEBPAITHYHH OTLIAKBAHUS Iipy OONTHH OT

nuabeT), KakTo u

IIPH NIOCTXEPNICTHYHA HEBPANTHA (Ce/] MHPEKIUS ¢ XepHec 30CTEP-BUPYC).

2. Kaxpo Tps6Ba f1a umare npe; BUJL IPEIH Jja 3aI0YHETE MpHeMa Ha ['a6aramma 100 mg?
2.1. T'abaramma 100 mg He TpaGBa 1a ce npuiara:

- 1IPH CBPBbXYYBCTBUTEIHOCT (@)Ieprus) KbM rabaneHTvH WIM HIKOE OT MOMOIIHUTE BELUECTBRA.
- B CJTy4aH, Y€ C€ OIUIAKBATE OT OCTPO Bb3MNAJICHHE Ha 33/ICTOMAIIHATA >UIe3a ([aHKpeac).

2.2. OcobeHo rojiamMo BHUMaHHe NIpH npueM Ha T'aGaramma 100 mg e HeoGX0AUMO B CAEAHHTE CIIYHAM:

- Korato ce onakBare oT npHcThIM Ha abcaHc. 'abanmeHTHH 0GMKHOBEHO e CUMTA 34 Hee(DEKTUBEH TpH
JICYEHHE HA MPACTBITM Ha abCaHC U NPH HAKOH NALMEHTH J0PU MOXE [a 3ACHIM TC3H IPHCTHIIN.
Cnenosarenno I'abaramma 100 mg TpaGBa 1a ce npuwiara ¢ NOBHIIEHO BHUMAHUE IIpU MALUEHTH CHC
CMECEHH MPUCTBIHU, BKTIOYUTEIHO aGCcaHCH.

- Koraro He cTe ce nosmmanu ot nedenue, MpoBexaaHo opey ToBa. [IpH HAKOM OT Te3w MalveHTH
rabaneHTHH MOXKE 1a HAMAJTK PUCKA OT NPUCTBIM. AKO HE Ce OCTHIHE 3a{0BO/IUTENIEH edexT, rabaneHTHH
TpsaOBa NOCTENEHHO Ja Ce U3K/TIOYH OT TEpanHMATA.

-  BHesanHoTo crn¥paHe MoxXe Ja JoBeJie A0 CHMOTOMH Ha OTHEMaHe (BIK CBHINO u T.4. , KaKkBH HexeNnaHu
JIEKapCTBEHM PEAKLIMH Ca BB3MOXKHH? "), MOBUILIABaHe Opos Ha MPUCTHIIATE U AOPH JI0 status epilepticus
(CepHs OT ENUICNITHYHHU NPUNALBLM C TONIAMA TIPOILbIKUTENHOCT).

-  Ilpu HamansBaHe Ha J03ara, IPEKBCBAHE Ha JISHECHUETO, NOGABSHE MM 3aMsAHA C JIPYT AHTHEITENTHYEH

NPOAYKT. ['e3u npoMeHH TpaOBa a ce U3BBPLIBAT IIOCTENICHHO, B PAMKMTE HA TOHE €/IHA CeAMHIIA.

- Koraro umare HamaneHue Ha 6p6peynara pyHkums. B To3u ciayuaii nosupoekara Ha Fa6aramma 100 mg
TpAbBa Aa ce kopurHpa (Brk Touka 3.2. ,,B ciyyaii, ye Bawuar nexap we Bu e npeanucan apyro,
obuuaiiHuTe 1034 ca:”).

- Ilpu Hannuue Ha RywmeBHO-NICHXHYECKO 3ab0saBaHe B aHaMHe3a. UMa JaHHM 3a TOABA HA ICHXOTHYHHU
CNH304Y B HAYAJIOTO Ha TEPANusA ¢ raDaneHTUH MPH HAKOH NALMEHTH ¢ AHAMHE3a 33 TICUXOTUYHO
3aDoJIsIBaHe W 0-PAAKO MpH NanueHTH €3 NpeaLecTBaINo NCHXOTUYHO 3abonaBaHe. B nosevero ciyvau
TE3H €NU30JH OT3BYYaBaT IMPH CIIHPaAHE HA TepanuATa WIH MPH HAMAIIBAHE N034Ta Ha rafarneHTHH.

- Maiika 4acT OT XOoparTa, JIeKYBaHH C aHTHETIHJICITHIIMA, KATO raGaneHTHH, ca MMAaIH MHEC/IH 33
CaMOHapaHABaHE WK caMOyOHHCTBO. AKO mpn Bac ce MosRAT TakiBa MUCITH He3a0aBHO ce 06BPHETE KBM
Bamus nekap.

- Koraro npu Bac ca Ha nuue npu3Hanm Ha OCTPO BB3NAJIEHHME HA 3aCTOMAlTHATA JJ1e3a, KaTo
MPOAB/DKATENHH KOPEMHHM OTUTaKBaHMA, TaAcHe, MOBTAPAINQ C€ MOBPBhIIAHE. B TO3M ciiyuail JIeueHHETo C
rabaneHTHH TpsOBa Aa ce NPEeKpaTH M Aa e H3BBPIIM KIKHUYESH [IPerie], KakTo U Ja Ce H3CNIEABaT
CBOTBETHUTE JIa0OPaTOpHHU MOKasare M. HaMa JocTaThuHO NaHHH 3a yroTpeba Ha rabaneHTHH NpH HATHYHE
Ha XpOHHUYHO BB3MAJIEHHE Ha 32ICTOMAIIHATA *Ke3a (MaHKpeaTHT).

A) Heua u 1oHOLIM
["abaramma 100 mg He ce npenopbyBa 3a NeUYeHUE Ha eNWIENICHS TP Jeua Mo/ 12 roaMHH, KAKTO U 34 JIeHeHHe
Ha OoJie3HeHa HEBPANITHs TIPU €L U MIaAeXKH X0 18 roaunu, Thil KATO JIMNCBA JOCTATHYHO OITUT BbB BPB3Ka C

€(PeKTUBHOCTTA ¥ 0€30MaCHOCTTA HA ICYEHHETO MPH Ta3H I'Pyna MAUESHTH.
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b) IlauwenTH B HampeaHAIa BL3PacT I U
[Ipu manyeHTH Ha BB3pacT Haj 65 roJUHU He ca MPOBEKAAHHA CHCTEMHH NPOyYBaH ,ﬁyﬁ gdﬂb_ﬁggﬁg}meﬁ{‘-ﬁ
rabanenTHH. ONMUTBT OT KIHHHYHM TIPOY4BaHHS HE MOKA3Ba PA3IHKa MEKIY HEXKE a;ﬂme-kpﬂagﬁﬁw}ﬁpu iy b
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MalHEHTH HAJ 65 rogMHU B CpaBHEHHE C TE€3H MPH NMO-MJIAIH TTALUESHTH.
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B) bpemenHoct

B cnyuaid, ye cTe GpemeHHa TpaOBa ga mpueMare ['abaramma 100 mg eapa ciesy BHUMAaTEIHA NPELICHKA HA
CHOTHOLLEHHETO I10/I3a-pHCK OT ¢TpaHa Ha Bainus ekyBany Jiekap, ThH KaTo HAMa JOCTAaTEYHO H3CJICABaHHS
OTHOCHO NPHIOKEHHETO MO BpeMe Ha OpeMeHHOCT npu xopa. KakTo v nipM Apyrute aHTHeITHIENTHYHH
cpeacTBa, 0co0CHO MpH MpUIaraHeTo UM B KOMOMHHMpaHa Tepanus, OH MOLJIO a c€ OYaKBa MOBHILEH PHCK MO
OTHOLIEHHE HA Pa3BUTHETO Ha Wwioa. ITo mpuHIMI pHCKET OT YBpEXIaHe Ha eMOPHOHA/TUI0AA € HAaH-MalTbK NpU
JleYeHHE CaMo ¢ €IHH JIEKAPCTBEH MPOAYKT, ChAbPKAalll CaMO €IHO JIEKapCTBEHO BELECTBO (MOHOTEpaNnus), pu
n300p Ha Hali-HHCKaTa Bb3MOXKHA [103a, H MPHEM Ha (poJIueBa KUCEIMHA IIPEAH M 110 BpeMe Ha OpeMEHHOCTTA.
CblieCTBYBAT MOTEHULIAIHN PUCKOBE MIpH ynoTpeba B KOMOMHALMA ¢ APYrY aHTHENTWIENITHYHH CPEACTBRA.
Hudopmupaiite Bammus nekap, ako cre 6peMeHHa, ako Mo BpeMe Ha nedeHHero ¢ I'abaramma 100 mg ce nossu
OpeMeHHOCT UiH ako Bue mianupare OpeMeHHocT. B HMKaKBB ciyyail He TpAOBa Ja npexbeBaTe [IpHEMa Ha
NIEKApCTBEHHUSA NPOAYKT 0€3 yKa3zaHHe OT JIEKap, ThH KATO NPH EITUICIITHYCH NPHIIAJBK MOXE Ja C€ CTHI'HE JI0
YBpEXJIaHe Ha JeTeTo/TLI0/a.

I') KbpMeHe

AKTHBHO JeHCTBAIOTO BeillecTRO rabarneHTUH MpeMUHaBa B MallYMHOTO MITAKO. T'bH KaToO NpH MPHUEM Ha
I'abaramma 100 mg He Morart Aa ce H3KIIIOYAT TEXKH HEXKeJIaHU JIEKAPCTBEHH pPeakLUH BbPXY KbPMaUeTo,
Bawuar nekysaill iekap Tpa0Ba na pelud: Aajiu TpsaOpa aa Obae npexbeHato BameTo nevenue ¢ I'abaramma
100 mg (kaTo ce B3eMe NpeXBH 3HAYEHHUETO HAa IIPOTHUROECTIMIENTUYHOTO edeHue ¢ I'adaramma 100 mg 3a
Mmalikara) Wik Bue TpabBa 1a npexbCcHETE KbPMEHETO.

J1) Bu3neidcTBHE BHPXY CMIOCOOHOCTTA 3a miodpade B 00cHy)KBaHE Ha MallHH

["abaneHTHH MOXKeE Aa MOBUAe HA Coco0HOCTTA 3a modupane 1 pabora ¢ MalMHU.

[IpenapaThT AciiCTBA BEPXY LEHTpAJHATA HEPBHA CHCTEMA H MOXKEe Jia IPEAH3BUKA CHHIHBOCT, 3aMasHOCT,
CBETOBBLPTEXK M APYTH NOA00HH CHMIITOMH M C TOBA € NOTEHIHATHO ONaceH 3a NMALMEHTH, KOUTO O(HpaT Wiu

pa6GoTaT ¢ MaimMHA. To3M ¢akT TpAOBa 1a ce B3eMe Mo BHUMaHHe, 0COOSHO KOraTo ce 3aro4Ba TSpanuara WiH
ce MOBHILIABa Jo3aTa.

E) Baxkuu npeJynpeandTeTHH YKa3aHUA OTHOCHO ONpesiesieHH cbeTaBKH Ha I'abaramma 100 mg:

To3u nexapcTBEH MPOAYKT ChAbPKa NaKkTo3a. Mouid, B ciiydait ue BH € U3BECTHO, e CTpajare oOT
HEMTOHOCUMOCT KBM HAKOM 3axapu, npueMaite I'abaramma 100 mg caMo cneq JOMBJAHUTENIHA KOHCYATALIMA
¢ Bamiua nexap.

2.3. BzaumMoaeHACTBUA ¢ APYTY JEKAPCTBEHH IIPOAYKTH

Mojis, undopMupaiite Bawins nekap unu ¢papMaieBT B ciyyai, Ye MpUeMaTe HIH OTCKOPO ¢Te 3anoYHaIH
4 MpHEeMATe M JIPYT JEKAPCTBEH MpoayKT. TOBa BaXXH CHILO U 32 JIEKAPCTBECHUTE NIPOAYKTH, KOMTO HE C€
W3MHUCBAT 10 pPeLeNTa.

AHTHALUMJHUTE cpelicTBa (JIeKapCTBEHH MPOAYKTH CBBP3BAILH C€ ChC CTOMAIIHUTE KHCEJIHHHY) HaMalABaT
OMOHATMYHOCTTA Ha rabaneHTHH (KOJIMYSCTBOTO HA AKTUBHO ASHUCTBAIIOTO BEIIECTBO, KOETO € HAJIMYHO B
Tan0To) 10 24%. Axo Bue npueMare anTHAI[MACH JIEKapCTBEH TIPOAYKT, TpsiOBa Ja BzeMaTe rabaneHTHH Haii-
paHo JiBa 4aca cjie/l TO3H MPUEM.

He ca HabmogaBaHH B3auMOAESHCTBHS MeX Ty rabaneHTHH U peHoOapOuTan, peHUTONH, BaNNpoeBa KHCETHHA
MM KapGaMaseriH (Ipyryd akTHBHO NefiCTBAllM BEILECTBA 32 JICYCHHE HA CITHIICHICHS ).

['abaneHTHH HE 0Ka3Ba BIAMSHHE BBPXY NMPOTHRO3aUATHYHHMTE JICKAPCTBEHH MPOAYKTH (TabneTku “AnTHbe6e”),
KOMTO ChABPXKAT HOPETHCTEPOH- H/HIH ETUHHWISCTPAAHOI, HO TOH YECTO ce ynoTpebsaBa B KOMOHHAIMSA C IPYTH
AHTHEMIICIITHYHY JIEKAPCTBSHH MPOAYKTH, 32 KOMTO € U3BECTHO, Y€ HaMaJIBAT AaKTHBHOCTTA HA XOPMOHAJIHHUTE
NMPOTHBO3a4aTh4yHH (OpalHX KOHTpauenTHeH, “Xarvera”). [Ipy TakaBa koMOuHKMpaHa Tepanud, TpsadBa na ce
BMa FpeJBH HEYCMEX HA KOHTPALECMI{UATA.

Hexenanure edekTy Ha rabaneHTHH, CBbP3aHH CBC LCHTpAJIHATA HEPBHA CHCTEMA, KaTo 3aMasHOCT U
HecTabWITHa MOX0AKa MOraT Aa ObaaT 3aCHJICHM MPH IPUEM Ha aikOX0J U HENO3BOJIECHH 9’[‘36‘!{%1190;{}(1(’1‘1«1
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Yxazanue omuocro nosausearemo Ha 6voOpeuHume uCne08aHUR s A T
ITpu KOMOGUHKHpaHE Ha rabaneHTHH ¢ APyTd aHTHKOHBYJICAHTH, MOXe Ja Ce oTl[EtTandeﬂ‘!LL'iﬁ*BQ nﬂﬂnmﬂmﬂn
pE3YNITATH NPH onpeensHe Ha o011 OeNTEK B ypHHATa ¢ TECT JIEHTH. ETO 3a110 ce emp'ﬁqaa Hznep‘lsﬂaﬁﬁ'ro Ha
ApYry MeToau (no-cneuMpUHHAS METO HA TIPELHITHTALIMA ChC cyncbocanuunnonal{?ﬁceﬂﬂﬂa) o b
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2.4. Ilpuem na I'abaramma 100 mg 3aeHO ¢ XpaHU H HATIUTKH

Heicteuero Ha ["'abaramma 100 mg He ce noRIMABA NIPU €THOBPEMEHEH [PUEM Ha XpaHa.
KoHcymaigsaTa Ha ajikoXoJl MOXKe J1a 3aCUITN HeXXenaHuTe peakiuu Ha I'abaramma 100 mg supxy
[IEeHTpa/IHaTa HepBHA cucTeMa (BHXX TouKa 2.3.”B3auMOaeHCTBHA ¢ APYTH JIEKAPCTBEHU NPOIYKTH ).

3. Kak na npuemarte I'abaramma 100 mg ?

[Ipuemaiite 'abaramma 100 mg BuHaru camo cope npeandcaHleTo Ha Bamua nekap. Mons, odspHeTte
ce KbM Ballvg nexkap HiH ¢apMalUeBT B ¢JTyuaii, ue nMare KonebaHus.

3.1. Hayul Ha NMpHIOKEHUE

[Tpuemaiite kancynure 0e3 ga 't ABBYETE ¢ JOCTATHYHO KOJMYECTBO TEYHOCT (HANp. €1Ha Yaila BoJa).
[TpueMBT MOXE /1a c€ U3BBPLUBA HE3ABUCHMO OT XPAHCHUATA,

BpEMET{] MCKAY BEeHCpHATa U ClicABalllaTa CYTPECIIHA 1034 HE Tpﬂﬁﬂa da € [NOBCHC OT 12 Hqaca, 34 Ja CC
MMpeaAoOTBPATH PUHCKET OT HOBH IIPHUCTBIIHN.

3.2. B cayuaii, ue Bamuar nekap H¢ By € npeanucan apyro, oOuYanHHUTE 103H Ca:

BBB BpB3Ka ¢ MO-BUCOKHTE JO3HMPOBKH c€ MpeiaraT U Apyrd NOAXOAAMN KOHUEHTPALIKH Ha JIEKAPCTBEHUS
APOAYKT.

3a pozupoBka ¢ 300 MmunurpamoBH eIHOKpaTHH J034 Baniwar nekap me Bu npeanume Apyra KOHIEHTPalHs
OT JIEKAPCTBEHHUS MPOAYKT — TRBPAU Kancysu cpabp:kaiy 300 mg rabaneHTHH.

EnnJjiencus
EdexrrBHaTa 103a Ha rabanenTuH e 900 — 3600 mg nHeBHoO.

Bv3pacmuu u ronowu:

JIeyeHueTo 3arnousa ¢ TREPAU KancysH, cpabpkamu 300 mg rabamneHTiH.

[Ipe3 obpBUTE TPH JHH MOXKE TIOCTEIMEHHO CTHIIKOBO J1a € JOCTHUTHE 10 Ao3upoBKa 900 mg aAHeBHO.
AnTepHaTHBHO OH MOIJIO CBHUIO Ollle OT IMBPBUSA J€H JAa ce B3eMaT 3 bTHU AHEBHO 1o 300 mg rabaneHTHH
(cvoTBeTcTBA Ha 900 mg qHeBHA No3a). Crex ToBa AHEBHATA 1032 MOXKE Aa ce nosyIlH Ha 1200 mg
rabaneHTHH, a aKo € He0OX0IUMO MOXKe [a C€ NPOBE/E MO-HATATHIIHO CTHIIKOBO 3aBUINIABAHE HA TIO3WPOBKATAa €
no 300 mg rabaneHTHH Ha JeH 10 AOCTHraHe Ha MakcKumallHa f03a oT 3600 mg rabancHTHH JHEBHO.

Beuukn oO1M JHEBHH J03M TpsAOBa Aa ObIaT pa3Ae/ieHH Ha TPH NPHEMA 34 JICHA.

AKO Ce H3MOJ3Ba BUCOKA 1034 H 3aBHIIABAHETO HA JOZHPOBKATA € MHOr¢ OBp30, € NOBHUIIIABA PHCKET OT [105BA
Ha CBETORBPTEXK MO BPpeME Ha MEPUO/A Ha YCTAHOBSBAHE Ha J034Ta.
He ¢ Heo6Xx0auMO fa ce CNeJAT IIa3MeHHTe KOHLICHTpallui Ha rabafeHTHH, 3a Ja ¢e ONTHMH3Hpa TepanusiTa.

Bonesnena nepponatis npu Gosinu oT Auabet WK pH HEBPONATHA ciej HHPEKLMA ¢ XepIec 30CTeP-BUPYC
1o npaBuno pesynrat ce noctura ¢ 4034 oT 1800 — 2400 mg aHeBHO, HO B OTAC/IHM Clly4Yau MOKE Ja ¢€ HAJIOXKH
MOBUIIABAHE HA A03aTa 0 MakCUMAIHH ¢ToHHOCTH oT 3600 mg AHEBHO.

Bw3pacmnu.

JleueHUETO 3an04Ba ¢ TBHPAU KancyiH, ceAbpxkamu 300 mg rabaneHTHH.

[Ipe3 MbpBMTE TPH AHKA MOXE TIOCTEIEHHO CTBHIIKOBO /A C€ JOCTUTHE 10 103upoBKa 900 mg 1HEBHO.

Cnen ToBa, B pAMKHMTE Ha MEPUOJ OT eiHa CeMHUIIA, JHEBHATA 1034 MOXE A C€ IOBHINABA N0 JOCTHIAHE Ha
no3a ot 1800 mg rabGanenTHH JHEBHO, pa3aeiieHa B TpU npueMa. [Ipu noTpebHOCT, B paMKHTE Ha clie/BallaTa
ce/IMHIa, AHCBHATA J103a MOsKe Ja ce nosumH 10 2400 mg aHeBHO, a ako € HeoOXOIMMO MOXKeE Ja Ce IIPOBEIE U
MO-HATATHIIHO CTHIIKOBO 3aBHIDaBaHe Ha J03HpoBKkaTa ¢ mo 300 mg rabaneHTyH Ha eH 0 AOCTUTaHE Ha
MakcHMaHa jgo3a oT 3600 mg rabaneHTHH JHEBHO.

3aBUIIABAHETO HA JO3MPOBKATA N0 NOCTHUTAHE Ha MOUTbpiKalllaTa a03a ce [paBu OaBHO, 34 jia ¢¢ HAMAIU PUCKBT
OT HEKEJaHU PEaKLIHH.

JIuncear aanHY 3a 6€30MacHOCTTa H €(PEKTUBHOCTTA Ha rabaneHTHH IIPH TIPHITOXKEHHE 110 10Ka3aHUs 3a
T T TN
MIOBEYE OT 5 MECela. N
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KpeatunuHoB xinpeHC (ml/Mun) [THiHa JHEBHA fo3a. (mg)
> 80 900 - 3600

50 - 79 600 - 1800

30-49 300 - 900

15 - 29 150 - 600

<15 150 - 300

' TIbnHaTa AHEBHA 1032 € pa3fe/ieHa B TPY [IPHEMa.
300 mg npe3 feH.

Toii kaTO NpY NalMEHTHTE B HAMpPEJHAIA Bb3PacT UMa TeHACHLUHUA 3a HaMalieHHe Ha 6b0peuHuTe QYKHKIUY, TO
[pPH TAX CBIIO MOXKE 3 CE HAIIOXKHW KOPHIHPAHE Ha X03aTa.

XeMOAHAIH3A:

[TaumeHTUTE HA XEMOAMAIKA3a NOJIy4aBaT KaTo mbpBoHavanHara go3a 300400 mg rabanentun. Cnen Toea ce
HazHavaBat 200-300 mg rabanenTun (cvroTBeTCTBAl HAa 2-3 Karcyau ['abaramma 100 mg) Ha Bcexu 4-yaca
xeMouanu3a. B fHute 6e3 auManusza He ce mMpoBeXJ1a JeYeHrue ¢ rabaneHTHH.

Bucoxopuckosu nayuenmu

[Tpy nanueHTH B TEXKO 0010 ChCTOAHUE, HUCKO TEJIECHO TEIJIO, WM CJIeJl OpraHHa TPaHCIUIAaHTALMA,
3aBUILIABAHETO Ha Ao03aTa TpabBa Aa cTaBa CTBIIKA N0 CTHIKA, KaTo ¢e u3noa3ea I'abaramma 100 mg
(choTBeTcTBalM Ha 100 mg rabaneHTun).

[TpoabIKATENHOCT Ha ynoTpeba

HpD,I['bJT)I{HTEJIHDCTTﬂ Ha ynomeﬁa CC ONpCAc]IA CNIOPpECA HYXJIUTC Ha lNallHCHTA. JIeUEHHETO Ha eITUNENCUATA
OOUKHOBECHO € IMMpOoABLIKHUTCIIHO.

3.3. Ako ¢Te npHenau no-roasMo koauuecTpo I'adaramma 100 mg, oTKoIKOTO € TpAOBATIO!

YBeaoMeTte BeqHara Bamua nexap 3a npeaosupakneTo! ToH 1Ie yCTaHOBH CTEIICHTA HA TEXKECT Ha
NpeA03UPAHETO U LIe ONPEAETH HeOOXOTUMUTE MEPKH.

CUMNTOMHTE HA NMPEAO3HpaHe ¢a 3aMasHOCT, HECUTYPHOCT B ITOX0/IKaTa, ABOMHO BWXK/IAHE, HEACEH I'OBOP,
CMYILEHHS B apTUKYNALUATA, CHHIMBOCT, CMYILIEHHA B Chb3HAHUETO (JieTaprug), arnaTus 1 jieka auapus.
["abaneHTHH MOXKE Ja C¢ OTCTPaHU OT MJIa3Mara Ype3 XxeMoiann3a. JloceralmHuAT ONUT NOKa3Ba, Y€ TOBA
OOHKHOBEHO He CE Hajlara.

3.4. Koraro cte 3abpaBuiu aa npueMete I'abaramma 100 mg:

Mons, He HaRaKCBalTe MPOMyCHATUTE AO3HM M HE B3eMaKTe JBOMHA 034, aKO CTE MPOITYCHAIIH INPEIULIHUA
npueM! HpoasmkaBaiiTe fa cneaBaTe cxeMara 3a npuem Ha I'abaramma 100 mg, Taka kakro Bu ¢
Ha3HayeHa OT BaluusaT nekap.

[Tonurakite Bamua nekap, Aanu NpomycHAaTaTa e AMHUYHA A03a rabaneHTuH He OU Morna Ja ce KOMIIEHCHpa
¢ ¢JHa AOITBITHATE/IHA NMO-KBCHO MpHeTa Jo3a (Hamp. B ¢/Iy4aid, 4¢ BpEMETO W3MHUHAJIO CJIE] NTOCIIEIHUA
NpHEM € MoReUe OT 12 yaca).

3.5. BwnagencTeud, B ciiydad Ha NpeKbCBaHE Ha jieueHueTo ¢ I'abaramma 100 mg:

Bue He TpsiGBa 1a npekbeBare JieueHHeTo ¢ ["abaramma 100 mg o ceoe ycmorpenne, 0e3 Jiekapcko
yKazaHHe.

Mons ga B3eMeTe 110 BHHMaHHE, Y€ HAMAJIABAHETO Ha A03aTa, NPEKbCBAaHE HA JICYCHHUCTO, WM 3aMSHA ¢ IpYT
aHTHEITWIENTHYEH MPOAYKT TpaOBa 1a ¢e U3BBPLIBAT MOCTENEHHO, B PAMKHMTE Ha IOHE €IHA CEIMMIA.
BHe3anHoTo cniupaHe MOXKE Ja JOBEE A0 CUMIITOMM Ha OTHEMAHE, a YBEJIMYH PUCKA OT NOBHILABaHe Opos Ha
[PUCTBHIIMTE M JIOPH Jia JOBee A0 NPOAB/DKUTENIHA CepUs OT ENWISIITUYHM [IpUranbui (status epilepticus).

4. KakBH HEKEIaHM JICKAPCTBECHHU PEAKIIUK Ca Bb3MOXKHU?
I"'abaramma 100 mg, KaKTO BCUYKH JICKAPCTBEHHU NPOAYKTH, MOXKE Jla TIPOABH HEKE/TaHU HEKﬂpCTBBHH
PEAKIIHH,
HpH OLICHABAHETO Ha HCKCIIAQHHUTC JICKAPCTBCHH PCAKIIMH Ca HW3MNI0JI3BAHH OCHOBHO CJ1
YeCTOTAaTa Ha ITPOABIACHHC. | :

Muoro yecTH Yecru

IToBeue ot 1 Ha 10 nekyBaHM naLMeHTH Ilo-mManko ot eauH Ha |
100 nekyBaHH MaLMEHTH

HeuecTn Penxu
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[lo-manko ot 1 Ha 100, Ho noBeue ot 1 Ha 1000 [lo-manko ot 1 Ha 1000, HO noBeve 0T 1 Ha
JIEKYBAHU NALUEHTH 10 000 nexyBaHH NauyeHTH

MHuoro peaku

[lo-manko ot | Ha 10 000 nexyBaHm mauueHTH, € IMHWYHUA CJIy4aH

4.1. HexenaHu JIeKapCTBEHH PEAKIIHU

Hexemanure peakliMu ce onmcBar Hail-00110 KaTo Jekn J0 yMepeHH. Haii-uecTuTe BB3MOXKHH HeXXenaHu
PeakLrH ca: 3aciraHe Ha LIEHTpaJlHaTa HepBHA CHCTEMA, [TOHMKEHO BHUMAHUE M CIIOCOOHOCT 3a KOHLIEHTPaLHS,
CBHJIMBOCT, YMOPACMOCT, HECUT'YPHOCT B I0X0KaTa, 3aMasHOCT, rMaBodonue, raicHe, NOBPbILHAHE,
yBeJIMYaBaHe Ha TErJIOTO, HEPBHOCT, O€3ChHUE, HUCTArbM, CMYILIEHHA B YYBCTBHTEIHOCTTA KATO MPABYUYKaHE,
3ary0a Ha anetut. IIpy KOMOMHALMA C ApYTH aHTHENTWIENITUMHM CPeJICTBA C€ ChOO1IaBa 3a HEKETaHH PeaKLMH
IIpH 0K0J10 50% OT nauMeHTuTe.

Hapywenua na cbwomo cvcmosnue.

HeCTH: BsJIOCT, 4yBCTBO H2 YMOPa, ChHJIMBOCT, COMHOJIEHTHOCT, JIECHA YMOPAEMOCT, CRETOBBbPTEXK,
rnao0onue, 6e3crHMe, NOBHIIABAHE HA TEMNIOTO, 3ary6a Ha aneTHT, nepu(epHH OTOLM MK OTOK Ha LSUTOTO
TAN0 (32AbpyKaHe Ha BOJA B THKAHWTE), MOBHIICH aIlETHT.

CpaBHHMTEIHO PeAKH: CITy4YaWHN HApaHABAHUSA, CBETOBLPTEK.
Penxu: peakiius Ha oTHeMaHe (00Kku, MbUHTETHA O0JIKa B FEPAUTE, U3TIOTABAHE),

Hapywenus na neperama cucmema:

HecTH: cMyLIEHHA B TOXOAKATa, HUCTAI'bM, TPEMOP, aMHE3HA, CMYLUEHHS B YyBCTBHTEIHOCTTA KaTO
MpaBYyHiKaHe, OTPENEPBaHe, YCWIEHH, OTcllabeHy WK UncBally pedaekcH, MOHWKEHO BHUMaHHUE U
CITOCOOHOCT 32 KOHIIEHTPALMA, MUCJIOBHH, TOBOPHH Y NAMETOBH HAPYIIEHHUS, CMYLIIEHHs B apTHKYIALUATA,
HapyiUeHUA B MOXOJKaTa.

HeuecTH: 00BbpKBaHe, HAMalleHa MyBCTBUTETHOCT KbM CEH30PHH JPa3HUTEIM.
Penxu: IBUraTesHd HapylIeHHUs (X0peoaTeTo3a, IMCKMHE3NS, TUCTOHUS ).

lacmpounmecmunaniy HapyueHus.

YecTH: nospbinaHe, raicHe, AMapus, CyX0Ta B yCTaTa, CMYIIEHUS B XPAHOCMUIIAHETO, 3aIEK, KOPEeMHa 60JIKa,
350HM AHOMAJTWH, Bb3MaJIeHHE Ha BEHINTE, HEPA3IIOIOKEHHE,

HeuecTh: QuiatyneHuus (nosuiieHo o6pa3yBaHe Ha ra30BE B KOpPeMa),
MHOro pekH: Xenarur.

Hcuxuunu napyuienus.

YecTH: HEpBHOCT, AECNPECUBHO HACTPOEHHE, NE30PHEHTALHA, OOBPKBaHE H EMOLIMOHANIHA HECTaOMIHOCT,
TPEBOXKHOCT.

B mombnHeHHe, B KIIMHAYHY POYYBAHUA NpU Aeua noj 12 roJuHd HMa choOIEeHHS 32 arpeCUBHO MOBEICHUE
3aCHIEHA MOTOPHUKA.

HeuecTH: ICMXMYHH NIPOOSEMH (AenpecHs, NCUXO3W/ XaNLMHALMH ), Bpak1eOHOCT.

Qunu Hapyuwenus.
YecTH: 3puTeNIHN HapyLUeHHsA KaTO OTC/Ia0BaHE HAa 3pEHUETO (JIEHHBO OKO), JBOMHO BIDKAAHE, HAMAJICHO
3peHHE.

Hapywenus na yxomo u rqbupunma:

Penxu: mym B yimure (THHHTYC).

Mycxyrno-ckenemnu, CoeOUHUMENHO-MBKAHHY 1 KOCIHY HADVULCHUA. I VT N
- > v y Ty 21 b T i "
YecTH: O0nkH B cTaBUATE, MYCKYAMTE, KPBCTA, KOCTHHA QPaKTypH. oy s ..\T:x
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Penku: HaManeHHe B Opos Ha TPOMOOLIMTHTE, IPOMEHH B KPBBHATA 3aXap MpH MaLMEHTH ¢ AuabeT.

Cvpoeunu HapyuieHus.

YecTn: pasuidpsBaHe Ha KPbBOHOCHUTE CHJAOBE, XHIIEPTOHMS,

Penku: ceplebucHe.

Pecnupamopuu, 2pbOony U MEOUAGCMUKAAKY HADYULEHUA.
YecTH: XpeMa, BB3NaicHUe B 00J1aCTTa HA I'BPAOTO, KalUTULIA.
HeuecTH: 3aayx.

Penxu: uHdEKUMH HA TOPHUTE AUXATEIHH TBTHINA.

Hapyuwenus Ha kojcama ¥ NOOKONCHAMA MBKAH,!

YecTu: cbpbexkH, KOXHH XeMoparuu (mypmnypa), obpus.
Penxu: ypTUKapHs, KOCOMa, OTOK IO KOKaTa U JIWTaBHLIATA (AaHTHOEEM ).

MHoro penxu: anepruuHo o6yciioBeHd KoxkHH 3abossraHuA (Stevens-Johnson-cuuapoM B Erythema
multiforme).

Hapywenua na bvbpeyume u nukguHume nomuya.

YecTu: 3aappKKa Ha YpUHA, HH(DEKIMA Ha MMKOYHUTE TETHIIA.
Penku: octpa 6606peyHa HEAOCTATHYHOCT.

Jacazane Ha nojoaUme op2any U 2bpdama.

UecTH: HMIIOTEHTHOCT.

Brusnue svpxy 1abopamoprume ROKQ3AMERU.

HMMa crobleHus 3a oBHIlIaBaHe Ha YepHOoApoOHHTE eH3WMH TP KOMOMHHUpaHe Ha rabarneHTHH ¢ Jpyru
AHTHETTMJISIITUYHN CpelICTBA.

Hma cpo6lIeHNs 3a clIyuay Ha: BB3NAICHHE Ha 3aCTOMALIHATA XKJie3a (XeMoparnieH [aHKPEeaTUT), MOHWKAaBaHe
Ha KPBBHOTO HajIAraHe, 3a0aBAHE HA ChPJCUHHS PHTBM, CHHKOIIL, NPEACHPAHO MbiJIeHE, aOHOPMHH
eJeKTPOKAPAHOrpaMH U MaKyJIoMamy03H1 0OpyBH NPU NALUMEHTH, JIEKYBaHM ¢ radareHTHH.

[Ipy HAKOJIKO NMAIIMEHTA € 3a0€/1A3aH0 Bb3MOXKHO [10303aBUCHMO TIOBHIIABAHE HA YECTOTATA Ha NPUCTBIMTE.
HMma cblo ¢h00IIeHus 32 CBBP3aHH € K03aTa, [IOBTApAIM e, HEXapaKTCPHH NPHCTBIIN.

4.2. Hndopmupaiire Bawus exap win GapMaiieBT, B Ciiyuai ue 3a0¢NeKHUTE HEXKETaHH JICKAPCTBEHH
peaKkiyH, KOUTO He ca 0TOesI13aHHU B JIMCTOBKATA.

5. Kak Tps0Ba n1a chrXxpaHsiBaTe 'agaramma 100 mg ?

HBKapCTBEHHHT NPpOAYKT Aa €€ ChbXpaHABa Ha HCAOCTHITHH 3a ACila MCCTa.

He Tpsa6Ba na ynoTpebsaBare JICKAPCTBEHUS MPOAYKT ¢/ H3THYAHE CPOKA HA OJHOCT, OTOCIA3aH BBPXY
onakoBKaTa (baucTepa).

Ila ce cpxpaHsBa npu Temrepartypa mox 25°C.
BrnuctepuTe a ce CHXpaHABAT B OpHTrHHAIHATA ONAKOBKA,

AKTyaTHOCT Ha HHpOpMaLMATa
Cenrrempu 2008




