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KPATKA XAPAKTEPUCTHUKA HA JIEI{APCTBEH][IH HPOAYKT
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Gabapentin-Teva 300 mg capsules, hard . B
P & cap ’ ‘ 10606;39:'HD ............ 7/“!"7””;&76‘/ ................. l

I"'abanenTuR-Tena 300 mg TBRLpAR XancyJH
KOJIHYECTBEH H KAYECTBEH ChCTAB

Beska kancyna ceabpika 300 mg rabanentun (gabapentin).
3a MBAHUA CITUCEK Ha NIOMOLIHK BEIIECTRA BIXK T. 6.1.

JEKAPCTBEHA ®OPMA

Teepaa kancyna.

TBBppaa skenaruHOBa Karcysa ¢bC CHBA IOpHA YacT M TAJIO, M3NbIHEeHA ¢ G 10 CUBKaB npax
C MaJIKH arjioOMeparTHu.

BBpxy TANOTO M rOpHATa 4acCT Ha KarcyJjaTa ca oOTrevaTaHd HoMepata “93” u 7397,

KJIAHUYHYA JTAHHU

IMokazannna

KaTo amoBaHTHA TepanMi NPH NaplHalHa eNUIeNiCusa ¢ Wi 6€3 BTOPHYHH MeHepaTH3IUpaHH
MPUIAIBLM NP NAHEHTH pepaKTEPHH KBM JIeUeHHE CbC CTAHJAPTHH SMMHICITTULH.
CHMITTOMATHYHO JICUSHHE Ha MOCT-XepriecHa HEBPAITHA.

J03HpPOBKA H HAYHH HA NPHJOKEHHE

Enunencas

Hnousuodyanno nevenue: OduvaiiHara ao3upoBka e 900 — 2400 mg nHeBHO, pa3aeneHK Ha 3
MpHEMa B 3aBHCHMOCT OT TEpPaneBTHYHHS OTroBOp. 3a jna ce H30erHe HOB INPHIANBK,
MaKCHMAJTHUAT NEPHOJ OT BpeMe MEKAy BEYEpHHA IPHEM U NpHEMa Ha CJICABAINATA CYTPHH

~ He OUBa Ja HaJBHUIIaBa 12 vaca.

Bv3pacmuu u noopacmeawyu. Jledennero 3anousa ¢ rabanentH 300 mg TBHPAM KATICYIIH.
Turpupanero Ao edekTUBHA 1032 MOXKE Aa HanmpeAHe OBP30 U 2 MPHKIIOYH O HAKOJKO JHM
¢ npueM Ha 300 mg BegHBXK AHEBHO, ABa ObTH 10 300 mg Ha BTOpMA AcH U TpU eTH 1o 300
mg Ha TPEeTHUA JEH, KaTo C€ NpHara cleJHara cXema.

CyTpellHa Ao3a O6enHa no3a BeuepHa n03a
Hen 1 (300 mg/ - - 1 x 300 mg TBBpHA
JIHCBHO) KaricyJia
Hew 2 (600 mg/ {1 x 300 mg rBepaa - 1 x 300 mg TBBpIA
JIHCBHO) Karncysa KarcyJia
Hen 3 (900 mg/} 1 x 300 mg Tebpaa | 1 x 300 mg Teepaa | 1 x 300 mg TBBpAA
AHEBHO) Kancysa KarncyJia KancyJa

KaTto antepHarvBa ce npenopbyBa MbpBoHavaTHa Ao3a 300 mg raGameHTHH 3
(croTBetcTBa HA 900 Mg rabanenTun aHesHo). Ciex ToBa f03aTa MOXe aa 6
o 1200 mg anesHo, pazaeneHa Ha 3 npHeMa M 2aKO HEOOXOIUMO, AONBIHUT
THTpHpa ¢ mo owe 300 mg Ha aeH. MakcuManHaTa NIpeopbYUTENHA A03a
noapactBaiiu ¢ 2400 mg AHEBHO.



[1pu BrCOKM 1034 M 6BP30 THTPHPaHE HAPACTBA PHCKBT 1A BHIHMKHE 3aMASHOCT 110 BpeMe Ha

MEpHOJa HA THTPHpaHe. 3a 2 C€ ONTHMHM3WpAa TepallHiATa, He € HeoBXOaMMO na ce
MpOC/IeAABAT I1a3MEHUTE KOHLICHTPAIIMY Ha rabaneHTHH.

IlocT — XepnecHa HeBpaIras

Hpn nevdenue Ha nocT-xepnecHa HEBPANTHA MOTHPKAIIATA 71034 Fa6aNeHTHH Ce YTOYHsABA B
3aBUCHMOCT OT KJIMHHYHHA e()eKT; TATPHPA Ce CHOOPasHO MOCOYEHHUTE 10-A0y HHCTPYKIIHH.
OOUKHOBEHO e(eKT ce MocTHra B paMKuTe Ha 1800 — 2400 mg AHeBHO. B oTaennu cimyvyau
MOJKE J1a ¢€ HAJIOXKH J03aTa Aa ce YBeAHYH MakcHManHo 1o 3600 mg Ha gen.

Bvipacmnu: JledeHuero 3amousa ¢ rabanentun 300 mg TBBpHA Karncyna. TutpupaHero a0
e(eKTHBHA J103a MOXeE Jia HanpeaHe Gbp30 M A2 TIPHKITIOUM 10 HAKOJIKO JHH C npueM Ha 300

mg BEAHBAK NHEBHO, JBa METH Mo 300 mg Ha BTOpMA AcH H TPH IbTH 1o 300 mg Ha TpeTuA
JCH, KaTo Cce NpHWJIara clieHaTa cxema:

CyTtpentHa go3a ObenHa nosa BeuepHa no3a
Hea 1 (300 mg/ - - 1 x 300 mg TBBpAZ
JHEBHO) KarcyJia
Hen 2 (600 mg/ |1 x 300 mg tBBpAA - 1 x 300 mg TBBpNA
JIHEBHO) Kafncyna Kancyna
Hen 3 (900 mg/ |1 x 300 mg TBbpaa | 1 x 300 mg TBBpHa | 1 x 300 mg TBBLpAA
JIHEBHO) KancyJa KaIncyJa KancyJa

AKO e HeoOX0NMMO, TOILJIHHTENHO MOKE /1A ¢ TUTPHpa ¢ 1o oige 300 mg Ha JeH, pa3aelieHH
Ha 3 npuema 1o MakcuMyM 3600 mg pHeBHO. BpemeTo Mexay BeHepHHA MpHeM H npyucMa Ha
clie/BamaTa CyTpyH He OUBa Ja HajBHILaea 12 4.

bezomacHocTTa ¥ €peKTHBHOCTTA Ha rabaNeHTHH MMPH Ta3KM HHAMKALIMA 34 MOBEYe OT 5 Mecewua
HE € NOKYMEHTHpaHa.

[lanuenTH ¢ Hapymena 6n0pevna pyaxnus
[Ipn nauwenTn ¢ HapymeHa 6s0peYHa GyHKUMA ce NpPENOPHYBAT HAMANICHH J03H.

HpenoPﬁqBaT Ce CJIeIHUTE IO3HU:

KnupbHC Ha KpeaTHHUH (ml/ min) Obma quesHa no3a (mg)l
> 80 900 — 3600
50-79 600 — 1800
30 -49 300 — 900
15-29 150* - 600
<15 150* - 300

' O6wara qHeBHa 1032 e pa3jesicHa Ha 3 mpueMa
* 300 mg npe3 neH

Hayuenmu na xemoouanusa: ITbpBoHavanHo ce mpenopbuBa xo3a ot 300 — 400 mg, ciex
koeTo o 200 — 300 mg rabaneHTHH Ha BCekM 4 yaca Ha XeMOIHAIH3AaTa.

IlanuenTn B cTap4ecka Bb3pacT (Haj 65 roxnan)
He ce nHanmara kopekuus Ha fo3ara ocBeH, ako 6BOpeuHaTa (yHKUMA He € Hapy
KOETO IO3HPOBKATA C€ aNanTHpa KbM MOCOYEHATA ITO-Tope.

Hena (nox 12 roxnan)
be3onacHocTTa M e€pEKTHBHOCTTA HE Ca OLEHABAHH NIPH Ta34 IPyNa MALMEHT
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I'abanenTun MoXe ja ce mpHeMa He3aBHCHMO OT mpoleca Ha Xxpanede. Kancynara ce
NperTella Lfia ¢ NONOBHH vama Te4HocT. IIpv naumeHTH ¢ mpoGneM B MperTsllaHeTo,
Karncyjaata MOXe [Ja ce OTBOPH H CBAbPXKAHHETO M Ja Ce CMECH ¢ IIPOAYKT, KOHTO Aa
peoaoee rOpYMBHUS BKYC.

IIporuBOonoOKazanus

CBPBXYYBCTBHTEJIHOCT KbM rabameHTHH (JIEKAPCTBEHOTO BEINECTBO) WIHM HAKOE OT
MOMOIIHHATE BEINECTRA.

CrnennajiHH IPOTHBONOKA3AHHS H CHENHATHH NpeAYNpexIeHAs 32 YNOTpeba

['abaneHTHH He BHHaru ce cMATa 3a eeKTHBEH NPH JICYESHHE HA TALMEHTH, KOWTO HMAT
npUNagbly ¢ abcaHC, KaTO NPH HAKOM NALMeHTH MOXE JOPH Na 3aqbia0o4d NpumagbKa.
[lopaau Tasu npuuuHa, rabaneHTHH TpiA6Ba Ja ce MpWiara ¢ MOBMINEHO BHUMAHUE IPH
IMAHHEHTH CBC CMECEH THII IPUNAAbLM BITIOYUTEIHO H 63 NpUnmagsuM.

[losata TpaOBa fa ce KOpWIMpa IpH NMALMEHTH ¢ HapymeHa On6peuna dynxuua (sxk. 4.2.
Jlo3upoBKa ¥ HAYMH Ha NPHAOKEHHE).

Hamanssane Ha [03aTa, INPEeKbCBAHE Ha JIEYEHHETO WIM 3aMsHATa C AJTEPHATHBEH
aHTHKOHBYJICAHT TPAOBa Ja ce OCHIECTBABA MTOCTENEHHO, 3a He MT0-MAJIKO OT €HA CEAMULIA.

Ynorpebara Ha rabaneHTHH He ce mpenoppysa IpH Aeua (BB3pacT mox 12 roguHu), nopaau
HEAOCTATBYCH KIHHMYCH ONHMT MpH Tasu nomynauua (BxK. 4.2. JJo3MpoBKa M HAYHH Ha
[IPUIIOKEHHE).

IIpn ompeneneHy KOKa3aHO PEIMCTEHTHU KbM JIeYeHHE MALMEHTH, PUCKLT OT Bh3HHMKBaHE Ha
NpUNagbK MOXE Ja ObJe HamajJeH ¢ rabaneHTHH. AKO e(eKrbT € He3al0BOJIMTENICH,
rabaleHTHH NOocTeNeHHO TPAOBa 1a 0TNajHe OT TEPANEeBTHYHHA IUIaH.

PA3KOTO NpEeKbLCBAHE Ha JICYCHHETO MOXKE J1a YBEIMYHM PHCKa OT HapacTBalll 6poi npunmagbuy
H JOpH [ia J0BeAE AC ENWICIITUYEH CTATyC.

IloBriieHO BHHMaHHE € HEOOX0QHMO IPH TIALMEHTH ¢ aHaMHe3a 3a NCUXOTHYHO 3ab0igBakHe.
[Ipn 3anouBaHe Ha TepanuA ¢ rabaneHTUH NPH HAKOH MALHEHTH, a MHOI'O pAAKO H 6e3 Takara
aHaMHe3a, ce CcpoOulaBa 3a NMCHXOTHMHH €NMH30AM. Te M34Ye3paT cjie[ MpeKpaTiBaHe Ha
JIEYEHHETO WIM TIPH HaMaJiaBaHe Ha A03aTa.

[1py nanventy sekysanu ¢ AEJ] (aHTHEnWISTTHYHY JIEKAPCTBA) 110 PA3IHYHH [IOKA3aHMA, ca

ChOOIIABAHN CYHLIWJHA MAE M noBesieHHe. MeTa aHaNy3 Ha PaHAOMMW3HPAaHW, miaale6o-

KOHTpOIMpany H3NHTBaHHg Ha AEJI cbio nmokasea MamTbK , HO NOBHIIEH PHCK OT CYMLMAHA

HACAUHNA H ITOBCICHHC. MeXaHU3MBT Ha TO3H PUHCK HC € JACCH H HANHYHHUTC JAHHU HE

H3KJIIOYBAT BE3MOXHOCTTA 33 NMOBHINEH PUCK NMpH rabaneHTHH. 3aTOBA NaneHTHTE TpaOBa Ja
ObaT npocnensBaHH 3a NPU3HALM HA CYMUMAHA MICAlMs M NOBeJEHHEe W TpabBa ja ce

OpeAnpueMe ChTBETHOTO aeqeHHe. Ha maumeHTUTe (M XOpaTa, KOMTO ¢€ IpHKAT 3a THAX)
TpabBa f1a ce 0OBpHE BHMMAaHME Aa MOTBPCAT JIEKAPCKH CHBET, B CNIYYail, Ye ce TOSBST
NPU3HANK Ha CYVUMIHA HAEalMsa U NOBeeHHUE.

JlexapcTBeRH B APYrR B3anMo/eiicTBHg

EavospeMennaTta ynorpefa Ha rabaneHTHH M aHTHALMAM HaMajiBa OMOH
rabaneHTHH ¢ okono 20%. TlpenopbuUTENHO € rabaneHTHH Ja C& MpHUEMa OKOQ
NIPHIOXKEHHUE HA AaHTHALUI.




He ca nHabmonaBaHH B3aMMOAEHCTBHS MexIy rabanmeHTHH H ¢enobapburan, ¢eHHTOMH,
BaJIIIPOEBAa KHCEIMHA WIH KapbaMasenuH.

l'abaneHTHH HE NOBIMABA KOHTPAUENTHBH, KOMTO CBIBPXKAT HOPETUCTEPOH- W/ WIIH
CTHHUIIECTPAJIHOJN. AKO ¢€ KOMOHHMpa ¢ JIPYryH aHTHEWIENTHYHH JIEKAPCTBEHH NPOAYKTH, 3a
KOHWTO € H3BECTHO, Y€ HAMAa/ABAT KOHTPALCNTHBHHA €(EKT, ¢ HeoOXOAMMO Ja ce MpeABUIU
BBE3MOKHOCTTA 32 KOHTPAUENTHBEH Ae(eLuT.

[lopagu cpobiieHus 3a HEBAPHO OTYMTAHE Ha pe3yJTarute oT Tecta Ames N-Multistix SG®
dipstick, cnen npubGapsne Ha rabaneHTHH KbM JPYrH AHTHKOHBYJICAHTH Ce npenopn4Ba usbdbop

Ha MO-CHeUM(HYHA Npouelypa 3a MNPEUMIUTAIMS Ha CcyNhOCATMIMIOBA KHCEIMHA pu
H3CJIeIBaHE HA YPHUHATA 3a MPOTEHHH.

XPaHUTE/THHTE NPOAYKTH HE MOBIHABAT (apMaKOKMHETHKATA Ha rabaneHTHH.

4.6. bpeMeHHOCT H KLpMene

bpeMeHHOCT
besonacHata ynorpeta npu OpeMeHHH >eHH HE ¢ YCTaHOBEHA, MMOpagd OrPAaHHYCH OIMT.

IlpoyuBanusTa NpH XHBOTHHM MOKA3BAT PHCK 3a IUIOAA CIIE] MPWIOKEHHE Ha rabaneHTHH (BX.
5.3. IlpeaxnuHuynay JaHHH 3a 6€30MacHOCT).

[lo mpuHuMn ynoTpe0aTa Ha AHTHEMWIENTHYHH JIEKAPCTBEHH MPOAYKTH NO BpeMe Ha
OpeMeHHOCT yBe/M4aBaT pucKa OT MandopMaLu 2 - 3 TETH B CPaBHEHHE C [ELATA Ha JKEeHH,
KOWTO HE CTPajaT oT enuwiencus. JloknansaH € LIMPOK CIIEKTHP OT MandopMaLluM, KaTo Haii-
9ECTO ce ChoOIaBa 3a Je(eKTH HA CBPLIETO, CKeJeTa, YPHHAPHHS TPAaKT M OpodalHanHm
aedeKTd (3aclKa YCTHA, BhJIYa YCTa).

HenpapuintHoro neyeHue unm npekpaTaBaHeTo Ha HPOGHIAKTUKATA Ha MIPHUIATBLATE MOXE 14
A0BE/IC A0 3HAYMTEIICH PHCK KaKTO 33 MalKaTa, TaKa W 3a HEPOACHOTO NIETe; TO3H PUCK MOXKE
l1a 6bie MHOTO IO-CEPHO3CH OT PHCKA Ja Bh3HHKHAT MAT(OpMALIHH.

o mpuHUMN, pHCKBT OT yBpea Ha eMOPHOHA/ IO/ € Hali—-MalbK MPH MOHOTEPAIHsA, KOTaTo
¢ U3DpaHa BE3MOXKHO Hali-HHMCKaTa 1103a H NPeH H N0 BpeMe Ha OPeMEeHOCTTa JKeHaTa npHeMa
donueBa kucemuna. Ilo Bpeme Ha GpemeHHOCT rabaneHTHH TpAOBa Ja ce NPEINHUCBA CAMO
KOraTo I0JI3aTa € MO-ToJIfMa OT MIOTeHLHAIHHA PHCK.

KnpmeHe

"abanenTuH ce ekckpeTHpa B MaifdHHOTO MJIAKO H CHOTHOWIEHHMETO KBPMa/ILTazMa CPeIHO €
0,73. EQexThT BBpPXY KbpMaueTaTa ¢ HEH3BECTEH H HE MOXE [a C€ OTXBHPITH BEPOATHOCTTA Te
na 6vaar sacernatd. Ilopagu Tasu npuduHa, rabaneHTHH He GWBa Ja ce NpHEMa B [IEPHOJA HA
KbpMeHe: TpAOBa ha Ce MOMMCIH WM 3a NMPEKpPaTABaHe HAa KbPMEHETO WIM Ha CIMpaHe Ha
IEYCHUECTO, KAaTO CC B3EME NMpeABHI 3HAUEHHETO Ha JIEKAPCTBEHHS NMPOIYKT 3a MaiKaTa.

4.7.  Edexra Bbpxy cnocoGHOCTTA 32 odupane B pafoTa ¢ MAIUAAH

['abaneHTHH HMa MUHHMaNEH 110 yMepeH edekT BBpXy Croco6HOCTTa 3a modupate u pabota

¢ MallHHK. TO# NeHCTBA Ha LCHTPATHATA HEPBHA CHCTEMA M MOXKE Ja NMPEAU3BUKA CHHITHBOCT,
3aMasgHOCT WIM JPYrH CBBp3aHM CHMIITOMH H MOXE Ja ObJe TMOTCHLMAJHO ONaceH 3a
MAlHeHTHTE, KOUTO 1IOhUpaT HiK paboTAT ¢ MAIHHM.

Ha naunenTure Tpa6Ba la ce npenophya 1a ce Be3ALPKAT OT wodHpaHe H paboTa ¢ MALIMHM
JIOKaTo C& YCTaHOBH, Y€ CIIOCOGHOCTHTE MM 3a OCBINECTBIBAHE HA TAKMBA NCHHOCTH HE oA~
3aCErHATH.

4.8. Hexenanu jiekapcTBeHH peaKknHy



Hexenanure nexkapcTBenM peakUuMM — Haif-Beue HaMajieHO BpeME Ha OYIAHO CBHCTOSHHE,
CIIOCOOHOCT 32 KOHLEHTPallMd M AaTakCHA ca 4YecTO CpelllaHd npH  yrotpeba Ha
anTuenientdum. [lpH koMOMHHMpaHO JieYeHME C JPYrH AHTHENMWICHTHLM HEXKETaHM
JICKApCTBEHM peakuuu ce Habmopapat Tipm okoylo 50% or naumentutre. OGHKHOBEHO Cé
OITHCBAT KAaToO JIEKH 10 YMEPEHH U OTMHUHABAT CJIEJ] 2 CEAMMIIH.

Obuuaiinu Obwu nHapyuienus u CocmoRHUA 8 MACMOMO HA NPUROICEHUE:

(>1/100, <1/10) CHHJIMBOCT, YMOpPa, 3aMasHOCT, ri1oBobOonue, Oe3chHHE, YBE/THYaBaHe
Ha TernoTo, aHOpeKCHA, NepudepHH WM TeHepaau3upaHd OTOLM,
MOBUILCH allCTHT
Om cmpana na Hepenama cucmemda: aTaKCHsA, HHUCTAI'BM, TPEMOP,
aMHE3HA, HapylWIeHHs Ha TIOBOpa, T[apecTe3ws, I[OTpPerBaHe Ha
MYCKYJIHTE, 3aCHACHH, YJIECHEHH WIH JIMNCBAIU pedJIeKCH, HapylleH
MHCJIOBEH TIPOLIEC
[cuxuampuynu HApYywieHUA: HEPBHOCT, JCNPECUBHH HACTPOEHHS,
AC30PHEHTALMA, EMOLIHOHAIHA nabumHocT
Jpumennu Hapywexus. TUIUIONNA, 3PUTEITHH HapyIeHHs
Mycxynockenemnu, CoeOUHUMEAHO-MDKAHHY U KOCMHU HADYUWLEHUA.
apTpanrus, MHaJIrys, 6oJjika B AOTHAaTa 4acT Ha repda, PpakTypu
Hapywenua na xpvenama u aum@uama cucmema’ Ba3OAWIATALMA,
XHINEPTEH3NA
Pecnhupamopnu, 2peOnu u MeEOUACMUHAIHU HADYUWLEHUA: DPUHHT,
(dapUHIruT, KaUIHLA
bvopeunu u ypunapnu npobiemu. WHKOHTHHEHLIHA
Penpooykmuenu HapyuieHus; AMNOTCHTHOCT.

Heobuuaiinu Obwu Hapywienus u CoCMOSHUA 6 MACMOMO HA NPULONCEHUE.

(>1/1000, <1/100) nepudepHy OTOLH.
Hapywenus na xpvenama u aumgrama cucmema:. JEBKOIICHHS,
QIIyKTyal(us Ha CTOHHOCTHTE Ha KPLBHATA 3aXap
Hapywenua na nepgnama cucmema: oObpKBaHe, XHUIIOSCTE3HA
Illcuxuampuunu  napywenus: paenpecus, IMCHXO3H/XATIOLHHALIUY,

BpaxkaedbHoCT

Pecnupamopru, epeOnu u MeOuacmuHaniu HapyuweHus. TUCTTHEs.
Muozo proxo AneprayHu peakuui (Stevens-Johnson syndrome, erythema
(<1/10 000) multiforme).

[Ipy nauneHTH JeKyBaHH ¢ rabaneHTHH ce cpoOiaBa M 3a CIy4Yad Ha XEeMOparHyeH
NAHKPEATHT, XUNOTEH3MA, OpaauKapIusa, CHHKONH, NMpeAchpaHo MuxaeHe, EKIT oTKIOHEeHHS U
MaKyJIoTIaITyJJapHH OOpPHEH.

KnunuyHa nposea Ha 1a0opaTOpHUTE MapaMeTpH
Ilpy koMOMHHMpaHe c APYrH aHTHENWJIEOTHYHH JIEKAPCTBEHW TIPOAYKTH ce ChoOIiaBa 3a
YBEJTHYEHA AKTUBHOCT Ha YepHOAPOOHHUTE €H3UMH.

[Ipy HAKONKO DNAUMEHTH C€ OTKpHBa JO30-3aBHCHMO YBEIMYEHHE Ha 4YeCTOTATa Ha
npunageuuTe. CrobmaBa ce 3a Ciaydad Ha J0303aBUCHMMU NMOBTApPAIIUd C€ TIPHMAABLH OT
HeXapaKTepeH THIL.

IIpeaosnpane R
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He e nabmomasana octpa, 3acTpamraBamia >XMBOTa TOKCHYHOCT HPH I
rabaneHTHH 10 49 g aHerHo. CHMIITOMHTE Ha MIPEJO3HPAHE Ca 3aMasHOCT,
3aBATICH IOBOP, CHHJIMBOCT, anaTHsA ¥ auapuf. Crnen obino yKpemnBamy Me
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®APMAKOJIOTHYHHU JAHHH

PapMaKOAHHAMHAYHE CBOHCTBA

®apMakoTepaneBTUYHA rpyTia; AHTHEHHWIENTHLM,
ATC xoa: NO3D X12

AKTHBHOTO BEILIECTBO rafameHTHH € BOJHOPA3TBOPMMA AMHHOMETWN LMKJIOXEKCAHOLIETHA
KHCEITHHA.

MexaHu3BM Ha AelCcTBHE

MexaHU3MBT Ha JeHCTBUE HE € HAaNBAHO M3ACHeH. ['abameHTHH € CTpyKTypeH aHaIoOr Ha
HeBpoTpaHcMuTepa GABA (gamma-aminobutyric acid), HO MexaHMSMBT My Ha AeHCTBHE e
pa3jTH4€H OT TO3H Ha MHOT'O APYIrH JIEKapCTBa, KOUTO B3auMmoaeicTBarT ¢ GABA cuHancure.
[1pu in vitro mpoyyBaHus ¢ rabaneHTHH € OWIO YCTaHOBEHO HOBO IENTHA-CBBP3BALLO MACTO B
MO3BKa Ha IUIbXOBE, KOETO BEpPOATHO € CBBP3aHO C AHTU-CIIHICITHYHHWTE €(EKTH.
['abaneHTHH B CHOTBETHHTE TEPANCBTHYHH KOHLICHTPAIIMH HE Ce CBBP3Ba C PELIENTOPUTE Ha
ApyrH TMO3HATH JICKApCTBA HJIM PELENTOPHTE HAa HEBPOTPAHCMHUTEPHTE B MO3BKA, KATo
bensonmaszenun, GABA,, GABAg, riiyramar, riMiHH HIM N-metun-d-acnaprar. ['abanentuu
HE BB3ACHCTBA BbPXY HATPUEBUTE KaHANM in vilro W MO TOBA C€ pa3NnvaBa OT QEHHTOMUH H
kapbamazenuH. [abaneHTHH cnaGo HaMmansBa o0CBOOOXKIABAHETO HAa MOHOAMHHHHUTE
HEBPOTPAHCMHUTEpH In vifro. llpoyyBaHWATa NpH ILUTEXOBE ca IIOKa3aIH, 4€ rabaleHTUH
yBenruaBa GABA cHHTe3a B pa3sniyHH y4acThI[d HA MO3BKA.

PapMaKOKXKHHETHYHE CBOHCTBA

AbcopOius

buoHanMYHOCTTAa Ha radarneHTHH € B 3aBUCHMOCT OT [J03aTa M € okoyio 60% creq npueM Ha
nosa ot 300 mg u okono 42% cnex npuem Ha gosa ot 800 mg, AGcopbuusaTa ¢ 10303aBHCHMA.
bHOHANMYHOCTTA HE CE NMOBJIHABA OT €JHOBpPEMEHEH MpueM ¢ XpaHa. PapMakOKMHETHKATa Ha
rabaneHTHH HE C€ MOBJMABA OT MOBTOPEH IPHEM W PABHOBECHHTE MJIa3MEHH KOHLICHTPaLHH
MOJXKE Ja C€ NPEABHAAT OT JAHHHMTE 3a ¢AHOKparHa [03a. B npenopnuBaHHTE J03M, ITUK Ha
NITAa3MEHHTe KOHLEHTpauuM (4-3.5 pg/ml) ce qoctura cnen 2-3 ygaca.

PasnpeneneHue
CeBbp3BaHeTO Ha ralaneHTHH ¢ IUIa3MEHHTE MNMPOTEMHH € <3% W HavaaHud obeM Ha

pasnpenenenve ¢ 58 £ 11l Ilpy mauweHTH ¢ enmnencus, Iia3MEHWTE KOHIECHTpauMH Ha
rabaneHTHH B uUepeSpocnUHAIHATA TEYHOCT ca npubmusuTenHo 20% OT CHOTBETHHTE
pPaBHOBECHHM IUIa3MEHH KOHLIEHTPALIHH.

buoTpancdopMaliys
lNabaneHTHH He ce mMeTaboNH3Mpa B YOBEWIKHA opraHu3sM. [aGaneHTHH HAMa HepHOAPOOEH

MeTabonH3BM BKJIIOUBALI yYAaCTHETO Ha OKCHAA3HH €H3UMH, He0OX0IuMHM 3a MeTaboIH3IMa Ha
APYTY IEKapCTBEHH MPOAYKTH.

EnuMuHupaHe
I'abanenTun ce enMMHHHpa HenpoMmeHeH 4upe3 ObOpedna exckpeuns. He ce orkpusar
MeTab0NMMTH. ENMMUHALMOHHUAT NOMY>KHBOT Ha TabaneHTHH € JO30HE3aBHCHM H € OKOJIO 5
10 7 yaca. EnMMMHUpaHeTO Ha rabaneHTHH OT [U1a3MaTa ce OITMCBA Hali-Iobpe Karpo-TANE

(papMakokHHeTHKA. TIpy MoO-BB3pacTHM NMALMEHTH H MALMEHTH ¢ 6G1OpeyHa H %M@,¢
1asMeHUA U OBOpEeYHHA KIMPBHC ca MpPaBONPONOPUHOHAIHM HA KpeaTHH oﬁm PBHC:

I'abanenTun Moxe Aa 6BjAe OTCTpaHeH OT IJia3sMara 4pe3 guanmsa. (Bk HA.25 Hod
lh" 1 faalr
HAYMH Ha npuioxeHue U 4.9. [Ipenoszupane).
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6.2.
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Ilpeaxnuraunn naHHA 32 6e3omacHocT

'abaneHTHH HAMa TI'EHOTOKCHYEH NOTeHLMaN. [abaneHTMH He nposBABA MyTAreHHA
aKTHBHOCT I Vitro TNpH CTAHJAPTHHTE ONUTH ¢ OaKTepHAIHH KIETKH WIH KIETKH OT
Oo3aifHULM. ['abaneHTHH He MpeaU3BHKBA CTPYKTYPHH XPOMO3OMHH aGepalid B KJIETKH OT
OosaliHULIN HHMTO i1 Vifro, HUTO in vivo, KAKTO M He BOAM Jo GOopMUpaHe Ha MHKPOHYKIIEYCH B
KOCTHHS MO3BK Ha XaMCTEPH.

['abaneHTHH € Oun npuiarad Ha MHIkH o 200, 600 u 2000 mg/kg/neH W Ha TUTBXOBE B K03H
oT 250, 1000 u 2000 mg/kg/men B npoabikenre Ha 2 rogudu. CTATHCTHYECKH 3HAYMMO
MOBMLIABAHE B 4E€CTOTaTa Ha MNOABAa Ha ALMHAPHOKIETHYECH paK Ha nNaHKpeaca e OWIo
YCTaHOBEHO CaMO B MBIKKHMTE ILTBXOBE U TO OpH Hali-BUCOKHTE N03H. BepxosuTe mnazmeHu
KOHLIEHTpaLMK Ha JIEKapCTBOTO NPH IUILXOBE, Ha KouTo ¢ npumnarad 2000 mg/kg/nen ca 10
ITBTH [10~-BUCOKH, OTKOJIKOTO IJIa3MEHHUTE KOHLEHTPALMHA B YOBEIIKHSA OPraHH3bM NPH 1032 OT
3600 mg/kg/neH. AUMHAPHOKJIETBYHMAT KapLIHHOM Ha NaHKpeaca NpH MBKKUTE IUTBXOBE € C
HYCKA CTEIICH HA MAJTHTHEHOCT, HE MOBJIHABA IIPEKHUBACMOCTTa, HE METACTA3HPa U HE YBPEKIa
OKOJIHHT¢ ThKaHH M € mogo0eH Ha TO3W NpPU KOHTPOJIHUTE >KMBOTHH. Bpbi3Kkara Ha Te3u
NaHKPEaTHYHH aLMHAPHOKICTHYHH TYMODH B MBXKKHTE IUTBXOBE, C KAHIIEPOTEHHHS PHCK 3a
YOBCKa HE € H3sCHEeHa.,

[IpoyuBaHusiTa BpXy penpoyKTHBHATAa TOKCHYHOCT TIPH XKHUBOTHY (MHIIKH, IUTHXOBE, 3aiiip)
ca mNoKa3anu (QeTOTOKCHYHOCT, OoOpaTMM xuapoypeTep/xuapoHedpo3a U 3abaBiHe Ha
OCM(pHKAlMATA HA CKEJeTa B IOKOJNCHHETO MpY wuanaraHe in utero. Xuapoyperep H
XUIApoHe(po3a celIe ce HabofaBaT clieli EPHU- ¥ MOCTHATAIHO U3J1araHe.

®APMAIEBTHYHH JAHHU
Corcnk HA NOMOIIHHATE BEeINCCTRA H TEXHATe KOJITHYIECTBA

Kancyna
Tank, npexxenaTHHH3UPAHO HAPEBUYHO HHIILIECTE.

['opHa yacT Ha kancyJaTa
Kenatul, TuraHos auoxeug (E171), epurposun (E127), ouseruren xcpar (E110).

Mactuno
lemnnak, xkeneseH okcua, yeper (E172), nponmwieHrnukon

PH3HKO-XHMAYHH HECHLBMECTHMOCTH
Hsma.

Cpoxk na rogHocT

24 mecena (2 roauHH).

CnenHa/J HH YCIIOBHA HA CHXPAHEHHE

Ha ce cexpaHsBa [IpH TeMiepatypa noj 25°C.
Jla ce cbXpaHfBa B OpUrHHAJIHATA ONIAKOBKA.

JaHHR 332 ONaKoBKAaTAa

[1Ipospaunm uian Henpospauun 6eau PVC/PVAC — amyMunmesu 6ancTepH.
Onakosku x 20, 28, 50 kancyu, TBBpAM.




6.6.

10.

[Ipemopbxn npn ynorpefa

Jla ce ceXpaHABa Ha MACTO HEXOCTBHIHO 3a AeLA.
Ilo nexkapcko npeanucanue.

Hme 1 afpec Ha npHTEKATENd HA pa3pelIeHHAETO 32 ynorpeba
Tesa ®apmacrotuksic bunrapus EQO/I

ya. H.B.I'oron 15, eT. 1

1124 Codus

buarapus

Peracrpanuonen HoMep

20060737

/laTa Ha nLpBO paspelmasane 3a ynorTpe6a Ha JeKapcTBeHHS NPOAYKT (HOAHOBABAHE HA
paspemeHuero)

15.12.2006
Hdara Ha (YacTHYHA) AKTYaTH3ANHS HA TEKCTA

Oxromepu 2008




