KPATKA XAPAKTEPHCTHKA HA

TIPOIYKTA

NEURONTIN® (Gabapentin) capsules 100 mg, 300 mg, 400 mg, tablets 600 mg, 800 mg

1. THPYOBCKO HAMMEHOBABME HA JEKAPCTBEHIA TIPOXYKY

NEURONTIN

MURWCTEPCTBO HA 30PABEONA3BAKETQ

2. KAYECTBEH B KOJHYECTBEH CHCTAB

fipeaoxenue vy
paspewonie 3aynorpebate |(~ 1 %5 Y4 | .06

Jexapcmeeno segecmeo: Gabapentin

099

Lo.06.05 JPW '

Neurontin ce npennara nox dbopMaTa Ha KallCyRy 3a IEPOPATHO IPHIOKEHNE CBC ChIbPKaHRe Ha

nexapctBeHoTo BemtecTBo 100, 300 1 400 mg.

Neurontin ce Ipefara cbII0 ¥ Hof4 HopMaTa Ha TableTKd oT

600 u 800 mg.

Gabapentin e 61110 Ao MpBCHO 64710 TBBPIO KPHCTAIHO BELeCTBO. 10 e IecHo pasTBOPUM BBHB

BQOAd, KAaKTO H B OCHOBHM H KHCCIAHMHHH BOHHH PpasTBOPH.

3. JIEKAPCTBEHA ®OPMA

Kancymy, Tabnerka

4. KJIMHAYHA JAEHA
4.1. YlokazauEa

Ernunencun

Gabapentin € IIOKa3aH 3a MOHOTCpalls] 3a JICICHIC Ha Hapliiaiy NpHITaxbIld ¢ HITH Oes

BTOPHYHA MeHepamu3allig IIpy BE3PACTHY ¥ fena Haj 12 rofuHy.

BesomacHocTTa U eeKTHBHOCTTa Ha

MOHOTEPANMATA IIpH Jiena Nox 12 rofuHy He ¢ yCTaHoBeHa (B pasgen 4.2, JlosupoBka H HaYHH Ha

NpAENOKeHHe: Br3pacTHy U fena Hag 12 rogumHu).

Gabapentin e nokasad 3a nobaBbyra TEparud 1Npy NeYeHHeTo

Ha ITapiiialidy IPHIIAABIH © IHH

0e3 BTOpIHa reHepanH3aid IpH BE3PAcTHH H Aelia Ha 3 ¥ nopede roguHu. besonacHocTra 1
e(exTHBHOCTTA Ha gabapentin kaTo Zo0apbuHa Tepanus HpH Aela oA 3 roRMHHE He € AokazaHa (Bx.
paspen 4.2. [losupoBka 1 HauMH Ha nprioxenne: Tlanenry-fiena wa psspacr 3 — 12 rogusm).

Hesponamuyna bonxa

Gabapentin e okazax 3a FeueHUS Ha HeBponaTHyHa 6oika npy Bu3pactin Ha 18 U riosede
ropuey. BesomacHOCTTa H eleKTHBHOCTTA Ha gabapentin mpu matmeHTH 10X 18 romuH He e

YCTaHOBEHa.
42. Jo3HEpOBKA H HAYHH HA NPHIOKEHNE

Ofuu yrazanun:

Gabapentin ce Npuiara repopaiiio HE3aBUCHMO OT XPaHEHETO.
Koraro croper npeileHKaTa Ha KITHHHIKCTa € HeOOXOAMMO HaMallABaHe Ha N034Ta, NPeKparaBate
Ha TepalHATa MiM 3aMECTRAHE C AlITEpHATHBREH IEKapCTBEH NPOAYKT, TOBA 6Ba Iia ce HampaBH

[IOCTENEHHO 32 NepHoy| OT Hall-Mallko efHa ceqMIma.
Enunencun

Bwzpacmuu u deya nao 12 z00unu
B KIHHIYHE POYYBaHHA TEPANeBTHHO eEKTHBHHUAT JO30B

AHeBHO. Tepammara Moxe fa Obne 3anouHara ¢ mpueM Ha 300 mg Tp s
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KPATKA XAPAKTEPHCTHKA HA ITPOEYKTA
NEURONTIN® (Gabapentin) capsules 100 mg, 300 mg, 400 mg, tablets 600 mg, 800 mg

HJTH ¢ THTpHpaHe Ha 1034714, KakTo € onucaHo B tadmuma 1. Chen ToBa JHepHaTa 403a MOXe A2 GbAe
yBenH4eHa 0 MakcHManHa fosa oT 3600 mg/neH, pasneneHH Ha TpY paBHHE Ao3H. JTo3u xo 4800
mg/meH ce noHacaxa Jobpe 1o BpeMe Ha ABITOCPOSHE OTBOPEHH KIIHHMYHH [POYYBaHHA.
MaxcumManHHAT HHTepBali MOKAY JO3UTE HPH TPUKPATSH NO30B PEeXUM He TpaOBa A2 Hansumasa 12
Haca, 3a fla ¢ IPEROTBPATH I104BaTa Ha NIPHIIabIIH.

Tabmiua 1:
Cxema 3a OO3Hpae — HATAITHO THTpHpaHe
Hoza Her 1 Heu 2 e 3
900 mg 300 mg ET{T 300 mg QI 300 mg TIIJP

ETII* — enun et gaeHo, JIJI° — npa meTH queBHO, TIT — TpH IBTH AHERHO

Iayuenmu-deya na ev3pacm om 3 0o 12 200unu

Havannata noza tpabpa na Bapupa ot 10 no 15 mg/kg/nen, pa3nencHa B paBHHM H03H (TPH TETH
JIHEBHO) U e(heKTHBHATa [03a ce ZOCTHIA Ype3 RE3XOAAINA THTPALMS 3a IePHO OT NpUGHM3HTENHO 3
a4, EdexrrBHaTa 1032 Ha gabapentin 3a nena Ha 5 ¥ noBede roguuH € 25 — 35 mg/kg/nen, AapaHa B
PABHH FI03H (TpY ITFTH Ha AeH). EdexTHBHaTa 1032 HpH Aenia Ha 3 mo 5 romunn e 40 mg/ke/nex,
TIPHJIOXKEHA B PABHH 703K (TpH mbTH AxeBHo). Jozd 1o 50 mg/kg/nen ca noxacsHu mobpe B
ABITOCPOYHH KIHHAYHH NpoyduRaHua. MakcuManHUAST HHTepRal Ha AO3HpaHe He Tpatea xa
Happumasa 12 9.

He e veoOxomuamo MOHHTOpHpaHe Ha Ia3MeHuTe KOHLIEHTpaiH Ha gabapentin, 3a ga ce
ONTHMH3Hpa Tepamuara ¢ gabapentin. Ocrel Tora gabapentin Moxe Aa ce npuinara B KOMGHHALA C
IpYTH aHTHEIMUISNTHYHH JeKapcTBa 6e3 fa ce ouaxBa POMsHA HA NIa3MEHHATe KOHUSHTPAllMH Ha
gabapentin HIH Ha JpyryTe aHTHENMISITUYHY JJEKAPCTBA.

Hesponamuuna 6onxa npu egw3pacmuu

Hawuarmara poza e 900 mg/men, paznenera Ha TpH PaBHH KO3W M yBeIHYaBaHa IpH HeoOXoaquMocT
BB3 OCHOBA Ha TEPAlSBTHUHHA OTTOBOP OO MakcHmanHa Ko3a oT 3600 mg/men. Teparmsara Tpabra na
¢e 3amo4He ¢ THTPHpaHe Ha H03aTa, KAKTO € MmoKazaHo B Tabiuua 1.

Hayuenmu ¢ Gobpeuna HeOOCMAMBYHOCT U HEGPORAMUMHA OOAKA WU ENUTENCUS
Kopexima Ha ozaTa ce NpenopbyBa IIPH NAIMEHTH ¢ KOMIpoMeTHpaHa 650pedHa QyHKIHS,
KaKTO € [I0K23aHOo B TabNuua 2 W/HIE TIpH MalHeHTH Ha XeMORHUanH3A.

Tabmmana 2 : Jio3upase Ha gabapentin npy BBp3pacTHH cropes 6s0peunara GysxiEs

KpeaTnHuHOB KAHPEHC O6iua nHerHa qo3a”
{ml/min) (mg/nen)
=80 900 - 3600
50-79 600 - 1800
30-49 300 - 900
15-29 150° - 600
<I5 150° -300

*O0maTa ZHEBHA 1032 TpA0BA 112 ce IPHAAra B TpRKpaTeH A030B pexnM. [o3uTe, NpHAArany 3a nedeHHe Ha NauHeHTH
cbe 3anmazeqa Gp6peuna Gy (kpeaTHHuHOB KAupeHC 280 mi/min), sapipar ot 900 mo 3600 mg/ner. PeayuupatnTe
JI03W ce H3[I0N3BAT HApH MalHeHTH ¢ GrOpeuHa HeNOCTaTEUHOCT (KpeaTHHIHOR KIAPBHC <79 ml/min).

®7la ce mpremar xato 300 mg nipes jeH.

Hayuenmu na xemoduanuza
TIpw nanpeHTH Ha XeMOAMaNl3a, KOUTO He ca ronyuasany gabapentin, ce Iperopnusa

HaToRapsaiia 103a ot 300 mo 400 mg, BrrociencTeye cnex Boeky 4 Haca X Qmannsa}ﬁnpnemar or
7 f'{/< "\..- - - ,_'t Ha ™ \
200 mo 300 mg gabapentin. / R N
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KPATKA XAPAKTEPHCTHKA HA ITPOAVKTA
NEURONTIN® (Gabapentin} capsules 100 mg, 300 mg, 400 mg, tablets 600 mg, 800 mg

Newrontin e IPOTHROIIOKa3aH HpH HALHEHTH CBC CBPEXYYBCTBHTENHOCT KbM gabapentin wnmu
HAKOS OT HOMOITHHTE BEIECTRA.

44. CpoengalsH NPOTHBONOKA3AHHA B CHENHEAIHEE NPeNYIPEXRICHNA 32 YHOTpeO2

Obwyu

Brenpexu ge HiMa JOKa3aTeNCTBA 32 BE3HHIKBaHe Ha “pubayHn” (GeHoMeH IIPH Tepalihs ¢
gabapentin, pa3K0TO IPEKECBaHE HA AHTHKOHBYIICAHTHTE PH NALMEHTH ¢ SIIIITEHCHS MOXKE Jla
OTKITOYH CTaTyC emanenTaryc, (BiK. paspen 4.2, JTo3upoBKa M HATHH Ha pEnokerue — Ofum
YKa3AHH. )

Gabapentin 110 OPHHIMII He € edexruBeH npy abcaHen.

TIpm marpenTy, IPH KOHTO ¢ H3UCKBa CHIFFTCTBAINO leyeHHe ¢ morphine, Moke Xa ce
HabronaBar yBelHHeHMs Ha KOHIEHTpaIMUTe Ha gabapentin. ITanneyTure Tpa6ea na 6pxaT
BRHEMATEAHO TIPOCIeNeHH 33 CAMIITOMH Ha TioTHekane Ha ITHC xaTo CRHIMBOCT HalpAMep ¥ AO3UTE
gabapentin s morphine Tpa6sa ma 6BEaT HoxXONAIIO HaManeny. (Bix. pasngen 4.5. JlekapcerBeny #
JApPYTH B3auMopeHcTBHA.)

Huhopmayua 3a nayuenma:
3a ma ce ocurypH GesonacHa u ediekTHBHA yiroTpeba Ha gabapentin, cnegHara uadopMalis 1
HHCTPYKLFH TpgOBa Aa OBAaT Nafenn Ha NanHeHTa

W opmupalite THYHNES CH IeKap 32 BCIKO JIEKapPCTBO, 3AKYIIEHO ¢ WK 6e3 perenTa, aMKOXol Wik
TleKapeTBa, KOMTO yIoTpedaBaTe B MOMEHTa HIH IUTaHHpaTe Jia YIoTpeOsaBarte IO BpeMe Ha JIeYeHHETO
c gabapentin.

Tpabea aa wudopmupare Bamus nexap, axo cre Opementa, rragupate fa 3a0pemMeHeeTe WM ako
3abpemMeHeeTe TI0 BpeMe Ha IeYeHHeTo ¢ gabapentin.

Gabapentin ce exckpeTpa B KbpMaT2 U e(eKTET BEPXY KEPMadeTo e HemspecTeH. 1pabpa ga
urpopmuapare Bammig 1eKkap, ako KepMure (BX. paszen 4.6, BpeMeHHOCT H JIaKTallu: yrotpeda mpH
KBPMAavKH).

Gabapentin Moke fa HapymH criocoOHOCTTa BH 32 modupaHe WM 3a paboTa ¢ DOTERUHAIHO
onachH MantHaH. Jlokato He pasbepeTe falii TOBA JIEKAPCTRO BiHiE Ha Te3l Bauri criocobHOCTH, He
modupaiite 1 He paboTeTe C NOTEHNMATEO ONACHH MAalHMHE.

Hurepsanst MexIy No3KTe He TpaOpa Ja HageHIDapa 12 daca, 3a /1a He ¢ OTKMIOYAT NPHIAABLH.
4,5. JlexapcTBeBH M ApYFR B3apMofelcTBES

Morphine: B npoyusate, BRIFOUBaIIO 3l(pasy nobposonuM (N=12), npu npuioxkesdeTo Ha 60mg
KaIlCyAa ¢ KOMTPOAHpaHo ocBobosknarane morphine 2 gaca 1ipenu npunoxenwero Ha 600mg kancyna
gabapentin, cpepnata mrom mog kpueata (AUC) wa gabapentin ce e ypenuumia ¢ 44% cpaBreHo ¢
gabapentin, npuroxer 6e3 morphine. ToBa € OmIO CRBP3aHO C yBemAYeH Ipar HAa Gomkara (cold
pressor test). Knumunara 3uagumMocT Ha TAKHBA TpOMeRM He e onpepmesera. CrofiHocTHTe Ha
thapMakoKHUHeTHIHHTe Hapamerpr Ha morphine He ca OMiM 3acerHaTH OT IPHICKEHHETO Ha
gabapentin 2 waca cien morphine. HabmopasanuTe OIMOHA-MEAMHDAHH HEXKENAHM pEaKLIHM,
CBHPRaHM ¢ NPHICKEHHeTO Ha morphine ¢ gabapentin, He ca ce pasNHYaBaJIH 3HAYMMO OT TE3H IPH
mpuioxkeHne Ha morphine ¢ wianedo. CTeneHTa Ha B3auMoAcHCTBYE IPH PYTH A03H HE € M3BECTHA.
(Box. pazpen 4.4, CneyanHy NPOTHBOIIOKA3AHMUA 1 CIISLHAIHH npe,ay;p;egaem a‘ygorpeﬁa.)
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He ca ycTaHOBEHH B3aUMONEHCTBI MEeXTy gabapentin u phencfaba\:\:‘g';ffah’ﬁfggﬁytd;iﬁ;}é‘lproic acid
witi carbamazepine. PapmaxoxuHeTHKATA Ha gabapentin ciel zocy rate Ha. pasHoBeasE \}
KOHIEHTpaIHH IIPH 3paBH X0pa ¢ ono0Ha HA Ta3y NpH [alHeHTE qygnm-jwepom?qonﬁqagatun HAKOH
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KPATKA XAPAKTEPHCTHKA HA ITPOIVKTA
NEURONTIN® (Gabapentin) capsules 100 mg, 300 mg, 400 mg, tablets 600 mg, 800 mg

EnHoepeMeHHHAT NIpHeM Ha gabapentin ¢ IepopalHi KOHTPaleNTHBH, ChAbpKalnH norethindrone
w/um ethinyl estradiol, He noBNRABa QapMakOKWHETHKATa B CTANHI Ha pABHOBECHH KOHLEHTPAIHH HA
HHTO 8[HA OT CHCTABKUTE.

EnsospeMeHHMAT OpHeM Ha gabapentin ¢ anTHaNyAM, CHABPKAINE ATYMUHHHN HITH MATHE3HH,
HaMangea CHOHATHYHOCTTA Ha gabapentin ¢ oxono 20%. Ero 3amo ce npenopsusa gabapentin xa ce
HpYeMa OKOJIO 2 yaca cilel] IpyHeMa Ha aHTHALUL.

Probenicid se npomens 6s0pedHaTa eKcKpetus Ha gabapentin.

{Ipu ensoBpeMereH npHeM Ha gabapentin 4 cimetidine e Habmonasarno crabo HaMareHUe Ha
6w0peunaTa excKpellua Ha gabapentin, koeTo obaye HAMa KIHHHIHO 3HAYEHHE,

Jlabopamopru pesyrnmamu

DanmuBO MONOKUTENHH PE3yATATH NIDH H3NON3BaHe Ha TecT-nenTmaKy Ames N-Multitrix SG® ca
JIOKNaJIBaHH NpH Ao0aBsaHe Ha gabapentin KbM Tepanmmara ¢ IpyTH aHTHKOHBYJICAHTH. 3a Ja ce
ONpexeis HATHIHETO Ha OeNThK B ypHHAaTa, @ IPEHOPEYMTENHO A2 Ce H3II0N3Ba 0-CIelRQHIHIAT
HPEIMITHTARHOBEH TECT ChC CYIDOCATUITMIOBA KHCEIHHA.

4.6. BpeMeHHOCT ¥ KLpMeHe

Ynompeba no epeme na bpemennocm

Hsma apexsaTHE H 106pe KOHTpOIHPaHH HpOY'-IBaHHSI 33 TIPHITOAKEHHETO HA HeKapCTREHMA
TIPOOYKT NpH OpeMenH JxeHu. THi KaTo H3CHSABAHMATA ¢ KUBOTHHU HE BHHArH ca [TOKA3ATEIHH 33
edexTa NIpH Xopa, TOBA JEKapeTBO Moxke Aa OFe NpHIaraHo IO BpeMe Ha OpeMeHHOCT ¢aMo B
CITy9auTe, P KOUTO NOTSHIHATHATA 110138 32 MalKarta e [10-BHCOKa OT IIOTeHI(HaHHA PHCK 38 IToxA
(. paszen 5.3. Hpemonnnm nannn 3a 6e3onacHoOCT; TepaToreHesa).

Ynompeba npu repmauxu

Gabapentin ce ekckperTHpa B Xbpmata. Ilopafu ToBa, ye eQeKTHT BBPXY KbPMAUeTo & HEH3BECTCH,
TpAGBa BHUMATENHO A2 ce IpelieHu NPHNAraHeTO Ha JIEKapCTBOTO NpH KepMauku. Gabapentin Tpabea
I2 ce H3[I03Ba NPH KBPMa9KH CaMO aKo NON3aTa KATErOPHIHO Ha/JBHINABa PHCKA.

4.7.  Edekr BbDXY ¢Hoco0HOCTTA 32 modupane i padoTa ¢ MAMNBHA

TTatmerrTiTe TpaOBa Aa GBAAT MOCHBETBAHH A2 He Mo(HUpPAT WIK Ja He paboTAT ¢ NOTEHLHANHO
ONIACHY MAINHHY, JOKATO He pasGepaT Jann TOBA JIEKapCTBO HaManaBa criocoDHOCTTa MM 32
HSBBpIIBaHE Ha Te3M AeHHOCTH.

4.8. Hexenamn JeKapcTBeHH PeAKIHHA

Enunencus

BezomacuoctTa Ha gabapentin kato nofapbuHa Teparm;{ felne NMpeleReHa B KAHHEIHA
TIpOy<BaHHH, NpoBcaeHH ¢ obeye oT 2000 31paBu yuacTHHIH M NALMEHTH, YIPH KOUTO gabapentin
Geme ¢ nobpa nosocHMocT. OT BCHUKH nanveHTy 543 yyacTBaxa B KOHTPONMPAHH KITHHHIHH
nmpoyuBanus. THH KaTo B IIOBeYeTO Ciydad gabapentin e G Nprnaray B KoMOHHAOMS ¢ APYTH
AHTHEIMCIITHYHH JIEKapCTRa, He € 010 BE3MOXKHO Aa ce ONPEeNelid KOe JIeKapcTBo(a) € CBBP3aHo ¢
HesKellaHHTe JIeKapPCTBERH PeakliH, KoraTo ¢a BE3HHKBAIH TAKHBA.

Gabapentin Oenle oneHeHH KaTo MOHOTepanit ipy nosede oT 600 namuenty. Hexxenanwre
JIEKAPCTBEHH pPEaKIIHH 0OHKHOBEHO ¢a O IeKH A0 CpEqHO TeHIKH. ‘/} ﬁ‘- ]
By

Heojcenaru nexapemeeny peaxyuu ¢ KOHIMPOIUPAHY KITHHUMHI ayqeau;wz & gaﬁagef;\}‘n Kamo
Dobagvuna meparnus

Tabmitia 3 BITIOYRA TIPH3HAIE ¥ CHMTOMH, BE3HHKHANH II0 BP Me
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KPATKA XAPAKTEPHUCTHKA HA ITPOOYKTA.
NEURONTIN® (Gabapentin) capsules 100 mg, 300 mg, 400 mg, tablets 600 mg, 800 mg

npoyusanma ¢ gabapentin kato noGappaHa Tepammii. B Te3u KIMHHYHHA NpOyIBaHMs WM gabapentin,
wm ranebo ca OHnK Jo0aBsaHY KM HATHYHATA aHTHeTHNeNTHIHA Tepanus. Hexenatute
JISKAPCTBEHH PEAKIHE OOMKHOBEHO ca OHIIM JISKH KO CPEIHO TEMHKY.

Tabmaa 3;: O6obmeHne Ha NPH3HALMTE H CHMTOMHTE, CBBP34HH ¢ TEPAIMATA, H ¢ 3ecToTa =1%
OpH TallHeHTH, JIEKYBaHH ¢ gabapentin kaTo Ko0aRBYHA TepalHd B mnaeGo-KORTPOMHPaHH KITHHHIHH

TIPOYIBAHUS

Cuctema B oprazusma/Hexenana Gabapentin® Ilnane6o®
NexapcTBeHa peakitus =543 N=378
Bpoii marmenTy % Bpoii pamuerTy . %
Opzanuzmom Kamo o
Bonxa B kopeMa 10 1.8 9 24
Bonxka s repba 10 1.8 2 0.5
Vmopa 60 11.0 19 5.0
Bripucane 7 1.3 5 1.3
I'nasofonue 44 8.1 34 9.0
BupycHa HHbeKIEs 7 13 8 2.1
Cwpdeuno-cv008a cucmema
Basosunaraums 6 1.1 1 0.3
Xpanocmunamenna cucmema
Koncrumanms 8 1.5 3 0.8
350Hu yBpeKnanEys 8 1.5 1 0.3
Huapus 7 1.3 8 2.1
Hcnencus 12 2.2 2 0.5
YEenwueH aneTHT 6 1.1 3 0.8
Cyxora B ycrata B I'bpIoTo 9 1.7 2 0.5
Tapene W/ MOBPHINAHE 33 6.1 27 7.1
Kpweomsopua u numgpna cucmema
Jlepxonexus
Hamanemme ua Senure xpoaamn 6 1.1 2 0.5
[KITeTKH 6 1.1 2 0.5
Memabonuszem u xpanene
Ilepudepen oTox 9 1.7 2 0.5
Hapnasane pa Terio 16 2.9 6 1.6
Mycrynno-crenemua cucmema
Dpaxtypu 6 1.1 3 0.8
Muanrua 11 2.0 7 1.9
Hepsna cucmema
Awmnesus 12 2.2 0 0.0
Arakcun 68 12.5 21 56
OobspkBane S 1.7 7 1.9
KoopaunammorHi BapyileHus 6 1.1 1 0.3
Hernpecns - 10 1.8 7 1.8
3amagHoCT 93 17.1 26 6.9
Husaprpus 13 24 2 0.5
Emonuonanaa nabamaoct 6 1.1 5 13
Bezcrrue 6 1.1 7 1.9
Heperoct 13 2.4 7 19
Hucrarsm 45 8.3 15 4.0
CoMHONIEHTHOCT 105 19.3 33 8.7
IIpomMeHH B MHCTIEHETO 9 1.7 1.3
Tpemop 37 . /’f' %
Tlotpensane 7 8 e .
JHcamenna cucmema
Kamsuma 10
@apHHruT 15
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KPATKA XAPAKTEPUCTHKA HA TTPOVKTA
NEURONTIN® (Gabapentin) capsules 100 mg, 300 mg, 400 mg, tablets 600 mg, 800 mg

Puuur 22 4.1 14 3.7
Koaca u xoxcru obpazyeanus

Abpazmg 7 1.3 0 0.0
Axne 6 1.1 5 1.3
Crpbex 7 1.3 2 0.5
Obpus 8 1.5 6 1.6
Creyuguunu aHruzamopu

Ambmiorus 23 42 4 1.1
Jurmonus (qpo#HO BHIKAAHE) 32 5.9 7 1.9
Tuxovononosa cucmema

Wmriorenms 8 1.5 4 1.1

*prmIOYRa KOMﬁP!HHpaHa AHTHCHHIIETITHMHE TEPaTIil

Lpyau neswcenanu nexapcmeeny peaxyui, HABAIOOAGARY 86 SCUNKU KIUHWYHU HPOYYBAHUA

HobBasvuna mepanua:

Te3u HexxeNnaHy JeKapCTBeHH PEAKLKH, KOUTO Ca BE3HHKHAIY 1IpH rone 1% OT naluueHTHTe ¢
eITUIIETICHA, KOHTO Ca NoJTy4yaBany gabapentin karo fo0apbIHA TEPAInii B KITHMHHYHE IPOY4BaHHA H
KOKTO He'Ca ONHCAHHM B IPESAMINHATA TOUKE KATO YECTO BH3HHKBAIH IIPH3HAIlY ¥ CHMIITOMH,
CBEP3AHH ¢ JISUEHHETO, KAKTO ¥ CHMIITOMH, HOABHIH C& TIO BpeMe Ha Iiale60-KOHTPOIHPaHH
KAMHWYHH TPOYYBaHMSA, Ca OIMCaHH I0-H0Ty.

Opzanuzmviit KaMO HYIRO. ACTEHHS, HEPA3TONOXKEHHE, OTOK Ha JIHHETO;

Crpoeuno-cv0o8a cucmema: XATIEPTOHUS;

Xpanocmunamenna cucmema: QRaTyIeHIMA, aHOPEKCHA, THHTMBHT;

Xemonoemuuna u tum@na cucmemuy: TIypIypa, Hali-4ecTO OIMHCBaHA K2TO HATHPTBAaHe Clel
MeXaHIYHA TPaBMa;

Mycxynno-crenemna cucmema. apTpairhsd,

Hepena cucmensa: BUSHE Ha CBAT, XMICPKHHE3HT, YCHISHI/0TCIA0CHY MK JIHIICBAINH PediIeKCcH,
IApeCcTE3HH, TPeBOKHOCT, BpaKEEOHOCT;

JHicamenna cumema: MHEBMOHKS,

Ypozenumanna cucmema: HHQEKINYE Ha YPUHAPHHES TPaKT;

Creyuguunu anamuzamopu: aOHOPMAITHO 3peHHe, Hal-4eCTO ONHCBAHO KATO 3pUTEIHO
HapyIHeHHe.

Monomepanus

He ca HaGnioaaBaly HOBM M HEOJaKBaHU He)KellaHH AeKapCTBEHH PeaKi[HH 10 BpeMe Ha
KIHHWYHE IPOYYBaHAA ¢ IIPUTIOKEHHE Ha gabapentin KaTo MOHOTeparmis. HesxenaHnTe IEKapCTBeHH
PeaKIMH 3aMasHOCT, ATAKCHA, COMHOSCHTHOCT, TAPECTE3HA i HHCTAIEM Ce 0Ka3axa JO303aBHCHMH
npu cpasyseare Ha 300 mg/nen ¢ 3600 mg/men.

Ilpunosicenue 6 eepuampusma

B npeaMapKeTHETOBH KHUHHYHY NPOYYBaHMA 59 YYaCTHHIIY Ha BE3PACT 65 K NOBEYe FONHHH
rionyvasaxa gabapentin. HexxenanuTe iekapcTBEHH peakuyM NIPH TE3M NalMeHTH He ¢ pa3indaBaxa
TXO BHJ] OT T€3H, ONHCAHH IPH MO-MIaaH anuenTs. [lpy nanpenty ¢ yepenena 6u0peuna QyHKims,
Hosara Tpa6Ba ja Obe KopHurupaHa (Bx. pasnen 4.2. JTo3upoBKa H HauuH HA MPIIOKEHHE).

Hpunosxcenue 6 neduampusma

Haii-uecTo HabmofaBaHKTe HeKeIaHY JIEKapCTBEHK PeaKiuy NpH yroTpebara Ha gabapentin B
KOMOMHAIIHSA ¢ APYTH aHTHEIMICIITHIHH IeKapeTha IpH Aela Ha Bh3Pact 0T.3_,;ue;-;1.2 TOAHHHE, KOHTO
He ca HabmoaBaHu CHC CHIIATA YecTOTa IPH NAaliUeHTHTe, HOI[Y‘Jﬁ.B&Ij;H"fﬁI&H&ESOﬁ MBUPYCHH
urGeKITHH, BTpHCaHe, TafeHe H/HaK NOBPHIAHE M COMHONEHTHOCT. / e ,/"“ e

¢ EAR+R
Tabmaa 4; Hexxenany aeKapeTBeHY peariy, CBEP3aHE ¢ Tep 'ra, an ,u;en;a HE\.\jB',B?»p cT 0T 3
B0 12 romuus 110 BpeMe Ha KOHTPOJIHPaHH Npoy+BaHis © gabapent Ka'qo ;:o6aB$qHa Tepa !




KPATKA XAPAKTEPHCTHKA HA ITPOOVKTA
NEURONTIN® (Gabapentin) capsules 100 mg, 300 mg, 400 mg, tablets 600 mg, 800 mg

(ciryuan npu mode 2% IIpH NAIMEHTHTE Ha gabapentin ¥ ¢ 4eCTOTA H0-BHCOKA, OTKONKOTO B FpyraTa
Ha Iranedo)

CucteMa B opragmsma/ Gabapentin® Ilnane6o®
Hesxenana jexapcTBeHa DEAKIHI N=119 N=378

% %o

Opzanuzmem xamo yano

Bupycau nndexinm 10.9 3.1

Brpucane 10.1 31

Hannasane Ha Terno 34 0.8

Ymopa 3.4 1.6

Xpanocmunamenna cucmema

T'azeHe w/BMH DOBPHIUAHS 8.4 7.0

Hepeana cucmema

COMHOIEHTHOCT 8.4 4.7

Bpakpebuoct 7.6 2.3

Emongonainsa HadHIHOCT 42 1.6

SamansocT 25 1.6

XumepKHHe3HS 2.5 0.8

Lhcamenna cucmema

Bpomxur 34 0.8

Peciuparopra BRHOEKIAS 2.5 0.8

*BKINOYBA KOMOMHHPAHA aHTHETHACTITHYRA Tepamid

Jpyrn HexxelaHH JeKAapCTBEHH peakLlMM IIPH IToBede 0T 2% OT Aeliata, KOHTO ¢a BE3HHKHANH C
eIHAKRA HIIH II0-BHCOKA Y€CTOT4 B rpynara Ha nnauebo, ca: hapHHruT, HEQEeKIuY Ha TOPHHTE
IUXaTelHH TETHING, TaBoDoNwre, PHHET, KOHBYJICHH, IHAPAA, AHOPEKCHY, Kalll/Illa ¥ BE3NajeHHe Ha
CpEeqHOTO YXO.

Hpefcbceaﬂe HA AeveHuemo nqpadu 8B3HUKGOHE HA HEJCENAHU NeKAPCMEBeHU PeaKyill

Hobagwuna mepanus

Oxono 7% ot nopeue oT 2000 yyacTHuIE—~ 3ApaBH JOOPOBOIH H MAITHEHTH C SIIHNIENICH], ChC
CHRCTHLIMTET HWIH C MHTPEHa, NONyYaBaiH gabapentin B KIHEHYHH NPOyUBaHys, ca NPEKbCHAIH
JIEYEHHMETO IOPa/i BE3HUKBAHE HA HEXKEIaHY JISKADCTBEHH PEAKITHH,

Bre Beruky KMHAYHHE IPOYUBaHHA Hal-uecTHTe HejkellaHH IEKapCTBEHH peakIuH, AOBEH 10
TpeKpaTsBaHe Ha JICYCHHCTO, ca: COMHONCHTHOCT, aTakCHd, 3aMadHOCT, YMOpa, racHe H/TH
noBpeade. [TouTH BCHYKY YHACTHHITM MMaxXa MHOMKECTRO OITAaKBAHKSA, HO HHKOE He Moxe a Opae
XapaKTepU3HpPaHO KATO IIHPBHYHO.

Monomepanus

Oxomno 8% oT 659 manmesTy, noxyyasanrd gabapentin KATO MOHOTEpANMS HilH NPSMHHAIH KBM
MOHOTEpAIHA B IIPSAMapKETHHIOBH IIPOY4BaHHMs, Ca TPEKBCHANH JISUEHMETO IOpaIyi BH3HHKBAHE Ha
He)KeAaHH JIeKapCTREHH peakiuy. HexxenaHuTe IeKapCTBeHH PEakIMH, KOUTO ca OHIH Haki-decTaTa
HpHUHHA 32 IpeKbeBane Ha AeYeHHeTO, ca: 3aMasgHOCT, HepBHOCT, HallaBaHe Ha TelJIo, rafeHe WH
HOBpHIIAHE H COMHOJIEHTHOCT.

Heya

Oxono 8% ot 292 fena Ha BB3pact 0T 3 o 12 roAHHM, KOKTO ca [ToMydJasany gabapentin B
KITHHHYHY DpOYYBaHHi, ca [IPeKECHAH JIEIeHHETO IOpay TI0ABaTa Ha BEKEIa M NeKapCTBEHH
peaximy, HexenaHHUTe JEKapCTBEHH PEaKLiMH, KOMTO ca Gwin Haﬁ—qecra'r?,gpmmg 3a IpeKbCcBaHe
Ha JICUEHUETO IIPH [, Ca: COMHOIESHTHOCT, XMIIEPKHHE3HA H BpaJK,[[er

Hesponamuuna 6orxa Ve




KPATKA XAPAKTEPHCTHKA HA TTPOIOYKTA
NEURONTIN® (Gabapentin) capsules 100 mg, 300 mg, 400 mg, tablets 600 mg, 800 mg

Tabsmuna 5: Ofob1enye Ha IPU3HALMTS H CHMTOMMTE, CBEP3aHH C TEPANHAT2 K C YecToTa >1%
TIpH [TAIHEHTH, JeKyBauH ¢ gabapentin 3a HeBponaTHIHa G0NKa B WIale60-KOHTPOIHPAHK KITHHEYHE

HpOYUIBaHUA

Cuctema B opranusma/ Gabapentin® TIname6o®
Hesxenana AeKapCcTREHA peakiist N=821 N=537
Bp.naupenty % Bp.nanpenty %
Opeanuzmem xamo yano
Kopenma Donmxa 23 2.8 17 32
NurinenTao HapaussaHe 32 3.9 17 32
Actemid 41 5.0 25 47
Bornka s repba 19 2.3 8 1.5
T'puner cuugpoM 21 2.6 14 2.6
T'napoGonne 45 5.5 33 6.1
Undexuun 38 4.6 40 7.4
bonka 30 3.7 36 6.7
Xpanocmunamenna cucmema
KoreTimanmsa 19 23 9 1.7
Huapas 46 5.6 24 4.5
Cyxota B yctata 27 33 5 0.9
Jiacrericus 16 19 10 1.9
OnaTymeHIs 14 1.7 6 1.1
Tanene 45 5.5 29 54
TloBprinane 16 1.9 13 24
Memabonuzem u xpanene
HepudepeH otox 44 5.4 14 2.6
Hannasane na Termo 14 1.7 0 0.0
Hepsna cucmema
AGHOpMHA II0XO0ITKA 9 1.1 0 6.0
AwmHesns 15 1.8 3 0.6
ATaxcHs 19 23 0 0.0
O0BpKBaHe 15 1.8 5 0.9
3amasgHoCT 173 21.1 35 6.5
Xunecrezus 11 13 3 0.6
COMHOIEeHTHOCT 132 16.1 27 5.0
AOHOPMHO MUCIIEHe 12 1.5 0 0.0
Tpemop 9 1.1 6 1.1
Buere Ha cpar 8 1.0 2 0.4
Lhocamenna cumema
Hucnses 9 1.1 3 0.6
@apHHTHT 15 1.8 7 1.3
Kosca u xosicnu
obpazyeanus
Ofpus 14 1.7 4 0.7
Cheyuuuny anaruzamopu
Ambnrons 15 1.8 2 0.4

Hocmmapremunzogu pe3yamanmu

Ha6momasauy ca ClIyyay Ha HeoOsCHHMA BHe3allHa CMBPT, IpH KOUTO HE €. _}cmgnosena
IpHYHHHO-CIENCTBeHA BPB3Ka ¢ MPANoKeHHeTo Ha gabapentin. Jpyra 1;0 ‘M QKU;HHRQQH HEKEaHI
JIEKApCTBEHH peakiliH ca: ocTpa 6:0peuHa HeOCTATEYHOCT, AJepruYy pez@;gmn BKJ'f ypmkapm
aNoMeLHs, aHTHOEZIEM, IPOMEHH B HUBATA Ha KPBBHATA 3aXap TIPH NANHEHTH C mra6e;r\z Ipphua Gonxa,
MOBHINGHH cTOMHOCTH Ha PYHKHHOHATHATE YepHOAPOOHN TOKA3aT m(ﬂb‘-ll"l) epl—rrema\ wj'lmcbopme
XaRIOLMHAIMHY, JBATaTellHE HapyIIeHHd KaTO XOpe0oaTeT03a, MHCKH 9:31‘71& 1 AYCTORI, Tajins ATALEH,

\,.\,_ ,_.‘,. ’,‘j
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KPATKA XAPAKTEPHCTHKA HA TIPONTYKTA
NEURONTIN® (Gabapentin) capsules 100 mg, 300 mg, 400 mg, tablets 600 mg, 800 mg

HAHKPeaTHUT, CHHAPOM Ha Stevens-Johnson, TpoMOOILIMTOHEHHES, IIYM B YILIHTE H YPHHHA
HHKOHTHHEHIIHA, XeTIaTHT, ¥ JKBITeHHIIA.

Crobmapany ca M HeXKeNAaHH JIeKapcTBEHH PeaKUiH, TOoABSIBalIY Ce IIPH BHE3aIIHO IIPEKbCBaHe Ha
TepammaTa ¢ gabapentin. Hali-wecTo crofImaBaHuTe peaknuy ca Bp30yHa, Oesckhrue, raneHe, Sonka U
TOBHINIEHO W3NOTABAHE.

4.9.peaosnpane

OcTpa, XUBOTO3aCTpalIaBalNA TOKCHYHOCT IIPH Iipefosupane Ha gabapentin B nozu no 4% gre e
Habmonmasana. CUMITOMUTE Ha Ipefo3Kpane ca OMiIH: 3aMasHoCT, ABOHHO BIDKIaHe, HEACHa ped,
CEHIMBOCT, JIETAPTHA H JIeKa Auapys. BCHYKM IalHEeHTH & Ce BE3CTaHOBMIIH HAITLIHO ClIeH
HoAxbpoKama Teparsid. Hamanresara abcopOiiid Ha gabapentin IIpH XIpHeM Ha MO-BHCOXH JO3H MOXKE
5a orpasmyy abcopOLusTa IpH Npeao3npakte, KaTo Mo TAKER HAYHH C& HaMalldBa TOKCHIHOCTTA IpH
npeJo3upaHe.

Bropekn ue gabapentin Moxke fa Ob1e OTCTPaHEH OT HUPKYNAUMATE ¢ XEMOIUANN32, HATHYHUAT
OIIMT HOKa3Ba, 4& ToBa 00MKHOBEHO He e HeoGxoaumo. Brupexu ToBa 06ade MpH NALHEHTH ¢ TEXKO
O6p0peuHO YBRpeKAaHe XeMOAHATH3ATA MOXKe J1a OBple MoKazaHa.

Opannara reransa J03a Ha gabapentin He Oelile yTOUHeH2 [IPH MAIIKH H ILTEX0BE, KOUTO ca
noxyarny gosH 1o 8000 mg/kg. Ipuamany Ha ocTpa TOKCHEYHOCT NP IPOYYBaHH ¢ JKABOTHH
BKITIOYBAXA: ATAKCH, 3aTPYAHEHO AUIaHe, ITO3a, HaMalleHa aKTHBHOCT WK BE30Yaa.

5. ®APMAKOJOI'HYHH JAHHHA
5.3. DapMakogEBEAMEYEHE CBOHCTBA

Gabapentin e cTpyKTypHO CREp3aH ¢ HeBporpareMmuTepa GABA (gamma-aminobutyric acid), Ho
HErOBHST MEXaHH3bM Ha JieficTBHE € paziHdeH 0T TO3U Ha MHOTO JAPYTH JIEKapcTBa, KOUTO
BlamMozeiicTeaT ¢ GABA-cHHancHTe, BRTIOYHTENHO valproate, 6apOutypars, Gen3ofHazenHi,
GABA-TpancamMiuHa3Hi HHXHOUTOPY, BHXMOMTOPH Ha saxBaTta Ha GABA, GABA-aroHnctu u GABA-
npexypcopH. In-vitro mpoyusanus ¢ gabapentin, MapkupaH ¢ palHOHYKIHL, Habens3axa HOBO NEITHA-
CRBP3RAHIO MACTO B MO3BKa Ha TITEXOBE, 00XBAINaI0 HEOKOPTEKCa H XHIIOKaMITyca, KoeTo Maxe Or e
CBBP33aHO C aHTHKOHBYJICAHTHATA AKTHBHOCT Ha gabapentin ¥ HErOBHTE CTPYKTYpPHH NEPHBATH.
Brnpexs Topa HaeHTH(HKANHITA W HYHKENATA Ha MECTaTa HAa CBHP3BaHe Ha gabapentin npsgctou A2
6BIaT yCTaHOBSHH.

Gabapentin B CBOTBETHHTE TePalleBTHYIHY KOHUEHTPAIIHHE HE C€ CBBP3BA C PeLICNTOPHTE Ha JPYTH
TECTO M3MONZBAHMY JIEKAPCTBA HIIH HeBPOTPAHCMUTEPHUTE PEUEITOPH B MO3bKa, BKIIIOYHTENHO
penenTopn 3a GABA, GABAjp, OenzonuasenyH, NiTyTamart, IianuH wiH N-methyl-d-aspartate.

Gabapentin He B3auMOREHCTBA ¢ HATPMEBHTE KaHamH in Vitro ¥ 110 TORA Ce pasiuyapa oT
phenytoin u carbamazepine. Gabapentin 4aCTHYHO HaMallABa OTTOBOPA KbM arOHHCTA Ha ITyTaMaTa
N-methyl-D-aspartate (NMDA) nipr HAKOM TECTOBH CHCTEMH in Vitro, HO caMo0 B KOHICHTPALKH, O-
Bucoku ot 100 1M, XowTO He ce FOCTHrar in vivo. Gabapentin cnabo Hamanssa ocBoG0KIABAHETO Ha
MOHOAMHHEHHTE HEBPOTPAHCMUTEPH in vitro. Iprnoenuero Ha gabapentin Iipi NAEX0BE yBEIHYaBa
merabomama Ha GABA B HAKOJIKO periHosY Ha MO3BKa 10 HAUNH, 1oaobeH Ha valproate sodium, HO B
PasIHYHE MO3BYEH perioHH. OTHOILISHHETO Ha Te3H MEXaHM3MH Ha NeficTRHe Ha gabapentin crpsmMo
HEFOBUS aHTHKOHBYHCAHTEH edekT ocTasa [a OpAe yrouneHa. I1lpy sxusoTHH gabapentin JecHo
NpeMHHABa B MO3BKA U NIPEAOTBpATARA HOABATA Ha IPUNAEIH OT Maxcm OLIOK, OT

Sren
XMUYHH KOHBYIICAHTH, BKIIOUMTENHO HHXHOHTOPH Ha GABA-cHETe3s H«Himityéne'%
TIpHTIa/TBLIH.
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KPATKA XAPAKTEPHCTHKA HA ITPOJTVKTA
NEURONTIN® (Gabapentin) capsules 100 mg, 300 mg, 400 mg, tablets 600 mg, 800 mg

BroHamgHOCTTa Ha gabapentin He e IPONOPLMOHANHA HA TIPHETATA O34, T.€. [IPY NOBHIIABAHE
Ha po3aTa, OHOHAIMIHOCTTA HaMansBa. Clie)] IepopaneH pHeM BEPXOBHTE IIA3MEHH KOHIGHTpALY
Ha gabapentin ce HaOmogaBaT B pamkuTe Ha 2 — 3 gaca. ABcomoTHara GronanuHocT Ha gabapentin
Kaitcyim € okoso 60%. Xpana, BRI ¢ BHCOXO CHOBDKANKE Ha Ma3HUHH, He JIOBIHABA
dapMakoKHHETHKATa Ha gabapentin.

EmmvurnipaneTo Ha gabapentin oT 1asMara ce omucsa saii-nofpe upes nuneiina
(hapMaKOKHHeTHKA.

TlnasmerusT HOMYKUBOT Ha gabapentin He 3aBUCH OT [03aTa ¥ € OKONO 5 fio 7 yaca.

DapmarokHHETHKATA HA gabapentin He Ce IOBAMNABa OT IOBTAPALI Ce NPHEM H paBHOBECHHTE
I1a3MeHy KOHUEHTPAHEY MOTAT f1a e NPeHBHIIT OT AaHHWTE CIIel SNHOKPaTHa 1033, BhIpexs e
IDia3MeHHTE KOHLEHTPalliy H3a gabapentin B KIIMHHYHY IIpOyYBaHHs OsiXa 00HKHOBEHO MexiHy 2
pg/ml u 20 pg/ml, TaxuBa KOHUEHTPALMH HE ¢a [TOKA3aTeNHK 3a 0e30IMacHOCTT2 Wil e(heKTHBHOCTT.
InasMermTe KOHLEGHTPAIHK ca MPONOPIHOHANHE Ha Jo3ara HpH 5o3u oT 300 xo 400 mg, npHemany
Ha Bcexd 8 yaca. QapMakOKMHETHYHHTE TAPAMETPH ca Iafely B Tabnuia 6.

Tabnuua 6: Obobimente Ha cpenHuTe CTORHOCTH Ha (apMaKOKHHETHYHHTE NIApaMETPH Ha
gabapentin B cTanui Ha paBHOBECHH KOHIEHTPAIHH CIIe pHeM Ha Beeku § yaca

DapMaKOKHHETHHEH 300 mg 400mg
TiapaMeTsp (N=T7) (N=11)
Cnax (pg/ml) 4.02 (24) 5.50 21)
tmax (D) 2.7 (18) 2.1 (47
tip (9) 5.2 (12) 6.1 HO
AUC (0-co)pLges/mL) 24.8 (24) 333 (20)
AN (%) HH HH 63.6 (14)

HO = ue ¢ onpeneneno
HH = He e ganmiHO

Gabapentin He ce cBbp3Ba ¢ IIIa3MEHKTE NPOTEHHH M HErOBUAT 06eM Ha pasnpepcieHHe e 57.7 L.
Tipu naifeHTH © ENMIEIICHA KOHIEHTpanHKTE Ha gabapentin B HepeSpocnuHaiHATA TEYHOCT Ca
npubmmsurento 20% oT ¢LOTBETHHTE paBHOBECHH MUHEMANHH ILIa3MEHH KOHIIEHTPALH.
Gabapentin ce enuMimmpa caMo upes 6n0pedHa exckperma. Hama nasHu 3a MeTaGonu3eM B
yopewkes opraiu3bM. Gabapentin He HHAYIMpa YepHOAPOGHUTE OKCHIAA3HH EH3HMH CHC CMECEHA
$YHKIDMSA, OTTOBOPHH 3a HEKAPCTBEHHA METa00MH3BM.

IIpu manueHTH B HaTNpeaHala BEB3pACT M OpH NalHMeHTH ¢ HapylieHa 6p0peuHa (yHKIHsI
TTasMeHsIT KIWPERHC Ha gabapentin e namaneH. KoHcTanrara Ha CKOPOCTTa Ha eHUMAHHPAHS,
MNa3MEHUAT KTUPHLHC U 650peTHIAT KIHpEHe Ha gabapentin ¢a IIPABONPOIIOPIMOHAIHH Ha
KpeaTHHHHOBHA KIHPEHC,

Gabapentin Moxe fa 6B oTCTpaleH OT IIa3MaTa ¢ xeMoauanusa. JIpernopsiBa ¢€ KODHrHpaHe
HAa [03aTa OpH MalMeHTH ¢ KOMIpoMeTHpana O50peyuna GYHKIMA Wi HNallHeHTH Ha XeMOIHANH3a
(mx. pasgen 4.2. Jo3HpoBKa 1 HAa4uH Ha NpHAGKeHHe — Tabnuna 2).

®apMakOKHHETHKATa Ha gabapentin npu feua Oeme onpeneneHa npy 24 34paBy HHOUBHIA Ha
BE3pact 0T 4 ;o 12 ropumw. Kato 140 rmiasMeHHTe KOHISHTPalkK Ha gabapentin npK feua ca
riofoBHY Ha TE3W IIPH BB3PaCTHH.

5.3. NpeAxJHHAYHH N2BEN 32 §€30I2aCHOCT

Kanyepozennocm: RES e

Gabapentin e 61 IprIaray Ha MHINKHE B fo3# o1 200, 600 1 000 mg[kg/,ueﬂ 13&\1 %}'bxoae B
mosu ot 250, 1000 1 2000 mg/kg/nex B npoAbbKeHNe Ha ABE IO gmf’ G'ra'rﬁcmqem{ﬁ BHAYHMO
TIOBHIIABAHE Ha YeCTOTaTa Ha alWHAPHOKNSTRYHH TYMODH HA It Ié'peaca e 61mo ycraﬂosino camo
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KPATKA XAPAKTEPHCTHKA HA TTPOIVKTA
NEURONTIN® (Gabapentin) capsules 100 mg, 300 mg, 400 mg, tablets 600 mg, 800 mg

TIpH MEKKHTE IIBX0BE NPH HaH-BHCOKMTE AO3H. MaKkcHMAaTHUTE IITasMeHy KORIISHTPALMH Ha
JIEKApPCTBOTO MPH IITBX0Be 32 A03aTa o 2000 mg/kg/nen ca 10 meTH D0-BHCOKH, OTKONKOTO
IUTa3MEHHTE KOBIIEHTPALlHH B YOBEIHIKYA OPraHH3EM Iipr Jo3a 3600 mg/mer AlHHAPHOKNSTEIHATE
TYMOPH Ha HaHKpeaca [PH MBKKUTE THIBXO0BE € ¢ HHCKA CTENIEH Ha MAIMIHEHOCT, HE IIOBIHUYBA
TIPEKHUBASMOCTTA, HE METaCTa3HPa MITH HHBA3HpPa OKONHUTE ThKaHH H ¢ Hof00eH Ha TO3H TIpH
KOHTPOIIHHTE XHBOTHH. Bpe3KarTa Ha Tesy DAHKPEaCHH alfHHAPHOKIIETEYHHE TyMODH IIPH MBIKKUTE
FUTBXOBE C KAHIEPOTEHHUA PHCK 3a JOBeKa € HesACHa.

Mymazenesa

Gabaperntin BsMa FeHOTOXCHYEH NoTeHmwan. Gabapentin He TIpOABK MyTareHHA AKTHBHOCT in
Vitro IpH CTAHHADTHHTE OTHATH ¢ DaKTepHATHY KISTKH HITH KIETKH OT Oo3atinuim,. Gabapentin He
Npefr3BHMKa CTPYKTYPHH XpOMO3OMHHE abepaliii B KIeTKH OT Oo3alinuiy HETO in vitro, Huro in vivo
H He Ope/TM3BHKA QopMupaHe Ha MEKPOHYRIIEYCH B KOCTHHA MO3BK Ha XAMCTEpH.

Hapyruenua na hepmunumema
He Osxa nabena3ann HeXenany ehekTH BbpXy (PepTHANTET2 HIIH peTlpOayKINBHATA CrIOCODHOCT
TIpH mIbxoBe B Z03H fo 2000 mg/kg (npebnusatenno 5 mbTH MAKCHMATHATA HEBHA A03a 34 X0pa 3a

mg/m’).

Tepamozernesa

Gabapentin He ypenHYyaBa JeCTOTATA Ha MATQOPMALIHATE B CPABHEHHE C KOHTPOJIHTE B
FIOTOMCTBOTO Ha MUHIKM, THIHXOBC MiK 3aliiy ipH Ao3u ckoTB. 50, 30 1 25 npIn, 10-BHCOKH OT
)J;HeBHaTa J03a IpH yoBeka or 3600 mg (4, 5 unu 8 IETH CHOTBETHO NHEBHATA 038 IPH YOBEKA 33

mg/m’).

Gabapentin npuuuriBa 3abassge Ha oCHOHMKAIAT HA YePela, IPeNIeHiTe, KOCTHTe Ha
TIPEMTHHATE M 3aJHNTE KpalHHIM IPH IPH3atH, KOETO € MOKa3aTeHo 32 (eTanHa perapaaius. Tesn
edekri ce IOZBABAT, KOraTo Ha OpeMersy MHIIKY ca FaBaHy niepopanso ao3u ot 1000 wm 3000
mg/kg/neH B ieproZa Ha OpragoreHe3aTa 4 Ha IABXoBe — Zo3u oT 500, 1000 mix 2000 meg/kg npenu i
Ti0 BpeM¢ Ha IiepHoJia Ha YH(TOCBaHe H Mpe3 6peMeHHOCTI‘a Tezu mo3n ca npudamsATenHO 1 KO 5
IIBTH [0-BHCOKH OF HOBEINKaTa fo3a ot 3600 mg 3a mg/m>.

He ca 3abens3aHu yBpexRaHHa NpH OpeMeHHH MUIIKH, Ha KOMTO € Aasana Hoaara ot 500
me/ke/men (0kono Y oT NHeBHATA §033 32 XOpa 32 mg/m’).

VBenruapaHe Ha 4eCTOTATA HA XUAPOYPeTep WM XuApoHedpoza e Habmonapasa IpH IUTHXOBE,
Ha KOHTO € AaBaHa fo3a 2000 mg/kg/nen B npoyusane BEPXY depTinnTeTa H 00mara penponyKis,
1500 mg/kg/nen B npoyusaye 3a Teparorendoctta u 500, 1000 u 2000 mg/kg/nex B niepuHaTanHO K
HOCTHATAJHO IfPOy9IBaHe. 3HAUSHWETO Ha Te3H OTKPHTHS HE € M3ACHEHO, HO Te ca GLUIH CBEP3aHHU CBC
3a0aBeH0 paseuTHE. Te31 A03M ca CHIIC NpUOARIKTENHO 1 IC 5 IHTH HO-BHCOKHM OT JOBEIIKATA 7038
oT 3600 mg 3a mg/m”.

B TePATOHOIHYHO IIPOYYBAHE IIPH 3aMlIH yBeNMYeHHe HA YECTOTATA HA IOCTHEMIIIAHTAIIHOHHATA

saryba ya mioda ce rabmopasa mpH jfos3u ot 60, 300 1 1500 meg/kg/nen no speme wa OpraHoreHesaTa
Tesu mo3H ca okoo ¥4 o 8 FETH MO-BHCOKH OT AHEBHATA 1034 npH xopa ot 3600 mg 3a mg/m”

6. PAPMANEBTWYHN JAHAN

6.1. CoucEK Ha NOMOUHATE BeN(ecTsa

Neurontin 100 mg xancynu

Lactose, cornstarch u tale. Kancynna obsuska: Gelatine,
dioxide (E171).

Neurontin 300 mg capsules

Lactose, cornstarch u tale. Kancyana o6susxa: Gelatin
dioxide (E171), iron oxide hydrate (E172).

*f\
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KPATKA XAPAKTEPHICTUKA HA IIPOOAYKTA
NEURONTIN® (Gabapentin) capsules 100 mg, 300 mg, 400 mg, tablets 600 mg, 800 mg

Newrontin 400 mg capsules

Lactose, cornstarch u talc. Kancyana obeusxa: Gelatine, sodium lauryl sulfate, Boma, titanium
dioxide (E171), iron oxide hydrate (E172), iron (III) oxide.

Newrontin 600 mg tablets

Poloxamer 407, copolyvidone, cornstarch, magnesium stearate. Purmogo noxpumue: Opadry
white YS-1-18111, candelilla wax. Oysemumen 3a nadnuc: Opacode Orange.

Neurontin 800 mg tablets

Poloxamer 407, copolyvidone, cornstarch, magnesium stearate. Purvoso noxpumue: Opadry white
Y'$5-1-18111, candelilla wax. Oygemumen 3a naonuc: Black Monogram Ink.

6.2. DU3NKO-XAMATHH HeCHBMECTHMOCTH
Hama.
6.3. Cpok Ha rogsoct

Kancyau — 3 romMHR
Tabnetku — 2 roguyu

6.4. CoennalTHH YCIOBES HA ChXpaHeRue

Kancynure na ce chxpaHsasar ipy TeMIIepaTypa Hoa 30°C.
TaGireTrTe fa ce ChXpaHABaT IPH TeMIepaTypa nox 25 C.

6.5. Bag B2 oHaKkoBKaTa H ChIbPXAHEE

Kancynu or 100 mg—x 20, x 100
Kancynu or 300 mg —x 50, x 100
Karnicynu ot 400 mg — x 50, x 100
Tabmerrn ot 600 mg—x 50, x 100
Tabnerxs ot 800 mg —x 50, x 100

6.6.YIpenoprkH npu ynorpeda

Camo 1o IexapcKo npeniHcaHue!
Jda ce nazE HEa MACTO HEXOCTHLUHEO 3a Aenal

7. IIPATEXATEJ HA PASPEINIEHHETO 3A VIIOTPEBA

Pfizer HCP Corporation
235 East 42™ Str.

New York, NY 10017-5755
USA

8. PETUCTPAHHUOHEH HOMEP

Neurontin 100 mg xamcyma: 20000709
Neurontin 300 mg xancymm: 20000710
Neurontin 400 mg xancysmm: 20000711
Neurontin 600 mg Tabnetxn: 20030032
Neurontin 800 mg rabrerxen: 20030033

9. JATA HA IIBPBO PASPEINABAHE 3A YHHOTPES
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KPATKA XAPAKTEPHCTUKA HATIPOOVKTA
NEURONTIN® (Gabapentin) capsules 100 mg, 300 mg, 400 mg, tablets 600 mg, 800 mg

Karreyma: 17.11.2000
Tabnerrn: 20.01.2003

10. TATA HA (JACTHYHA) AKTYAJIASATIASN HA TEKCTA
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