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KpaTka xapakreprcruka Ha NPOAYKTA
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Gabastad 300 mg, capsule, hard
I'abactan 300 mg kancyna, Tebpaa

KAYECTBEH U KOJJMYECTBEH CHCTAB

Beska, TBbpaa xenaTHHOBa Karncyna cbaAbpka 300 mg raGanentun
32 NOMOINHM BeleCTBa, BHX T. 6.1.

JEKAPCTBEHA ®OPMA

IBBpIH KeNaTHHOBH KallCymy ¢ OpaHXEBO Karaue u TATO, HAOBIHCHU ¢ OL1 10
CHBOOEJIC3HHKAB NPaX C MaiKH arjlOMEpaTH. Bbpxo xanageTo u TAIOTO Ha Kancy/aTa
Ca oTreyaTtaHu HoMmepara "93‘ u ’39¢ ¢cpoTBeTHO.

KIUHUYHU JAHHH
TepaneBTHYHH HoOKa3aHHA

Karo no0apmuna Tepanus NPy TNaplHalHd NPUCTHIM ¢ MIH 0e3 BTOpHYHA
TCHCpAIN3alys 1IpH MAMEHTH, HEMOBIMABALIY Ce OT CTAaHIApTHA aHTHENMICNTHYHA
TepaIus.

CHMIITOMATHYHO JICYEHHE Ha NIOCTXEpIeCcHa HEBpaIru4.

Jleyenne Ha HeBpomaTHa 6onka mpw NONMHEBpOTIATHA (AMabeTHa) M IOpH
TPUIeMHHAIIHA HEBPAJITHS.

J03MpoBKa H HAYHMH HA IPHAOKEHHE

3a peXMMH Ha HO3WpaHe, KOMTO HE MOTAT C€ MOCTHIHAT C JAEKapcTBEeHa (opma
ChIBPHAIMA CHOTBCTHA J03a JIEKApCTBO, CBHINECTBYBAT JPYrH  [IOAXOJSINH
JEKAPCTBCHH (OPMH CHABPIKAILM Pa3AMYHH JICKAPCTBEHM JO3M HA TO3H IEKapCTBEH
IIPOAYKT.

IIpy nanmeHTM ¢ BIOmMEHO OGILO CbCTOAHHUE, HHCKO TEJIECHO TErNo, Ciaen
TPaHCIUIAHTAlMS Ha OPTraHH M T.H., IPH KOUTO ce Iipuiara I abacran 300 mg jno3ara
Tps0Ba sa 6bae THTpUpaHa MOCTENEHHO.

Enunencun
Huoueudyanna mepanus: O6uuaiinata Aosuposka ¢ 900-2400 mg/nueBHo, pasneneHa
B 3 MpHEMA, B 3aBHCUMOCT OT HOBJIHSBAHETO HA nanueHTa. MakcuMaaIHugT HHTEpBaJl

MCKAY BCUCpHATa M CyTpeliHa 1033 HE TpAOBa ha NIpeBHIIaBa 12 waca, 3a ma ce
NpCIOTBpaTH NOABATA HA HOBH [IPHUIIATBIIH,

Bw3pacmuu u noopacmeawu: JleueHHETO 3amouBa c ['abacran, xancynu or 300 mg
Tutpupaneto no nocrurane na edextuBHa 7033, MOXe ia ObJe NPOBENCHO OBP30 H



MOXeE 1a OBIE OCHIECTBEHO B MPOABIDKEHHE HA HAKOJKO JIHH, Ype3 IpUIaraHe Ha
300 mg rabaneHTUH €IUH ILT JHEBHO Npe3 IHpBUA aeH, 300 mg ABa MbTH AHEBHO HA

BrOpus J€H, © 300 mg TpH I'bTU JHEBHO Ha TPETHA [CH, H3MOJI3BaWKM ClIeTHATA
CXEMa Ha Tepanus;

CyTpemna 1034 O6Geana no3a Beuepna no3a
Jden 1 (300 mg/nneBHO) - - 1 x 300 mg xancysa
Hen 2 (600 mg/nHeBHO) 1 x 300 mg - 1 x 300 mg kancyna
KarcyJia
Jden 3 (900 mg/nreBno) | 1x300mg |1 x 300 mg xancyna| 1 x 300 mg kamcyna
KarcyJia

AJTEpHATHBHO C€ MPENOpPBhYBA, €HA HadajiHa 403a oT 300 mg rabaneHTHH TPU IIBTH
THEBHO (ChOTBETCTBAIO Ha 900 mg rabanenTun auepHo). Ciel ToBa A03ara MOXKE 1a
Ovae yBenuueHa a0 1200 mg/aueBHO pasmpenesieHa B 3 J03H, H aKO € HeoOXOINUMO
MOXEC Ja Ce€ IMpOBeA¢ IMMO-HATATBIIHO TUTPUpPAHE YBeIHYaBaMKd po3zara ¢ 300
mg/nHeBHO.MakcuManHara IpernopbYMTENHA JHEBHA J03a IIPH BB3PACTHH U
noapacteaiuu € 2400 mg aHeBHO.

AKO Cc€ H3MOJ3BAT BHCOKH J03H U TUTPHUPAHETO € OBp30, HapacTBa PUCKBLT OT MOsBA
Ha 3aMasHOCT M0 BpeME Ha THTpaLHOHUAT nepuoa. He € HeoOXoaquMo npociensBane

Ha NJIAa3MCHHUTE KOHLEHTpalWy Ha raDancHTHH 3a ONTHMU3HMpAHE HA JICKAPCTBEHATa
TEpAIus,

llocmxepnecna neepanzun

B seyeHUETO HA TIOCTXEPENECHATA HEBpArds MOAALpXKAINATA J03a Ha rabancHTHH
Tpa0Ba na ObAe aganTHpaHa B 3aBHCHMOCT OT KIMHWYHHA ¢QeKT H THTpHpaHa B
CHOTBETCTBHE C HHCTPYKLHUTE JAJACHH TO-J0IY.

OOHMKHOBEHO €QEKTHT CE IIOCTHIA B J030BHA quana3oH oT 1800-2400mg/nHeBHO, HO B

HAKOH CIIydau MOX¥e Aa Objae HeoOX0AMMO YBeIHMYaBAHETO Ha J03ara /10 MaKCHMYM
3600 mg/nueBHoO.

Buv3pacmuu.Jledennero 3anovBa ¢ 300 mg rabaneHTuH. THTpUpPAHETO O JOCTHTAHE
Ha €(pEKTUBHA 103a, MOXe J1a Oble IIPoBEIcHO OBbP30 U MOXKE J1a Oblie OCBIIECTBEHO B
IPOABIDKCHUE HA HAKOJKO JIHH, 4dpe3 Npunarade Ha 300 mg rabaneHTHH €JUH ITbT
OHEBHO IIpe3 IrepBud JeH, 300 mg ABa IBTH AHEBHO HA BTOPHA AcH, u 300 mg Tpu
ITbTH IHEBHO HA TPETHA OE€H, HIMOI3BAUKH CICHHATA CXeMa Ha Tepanusd.

Cyrpemna 1033 OGenna no3a BeuepHa xo3a
Hden 1 (300 mg/nHeBHO) - - 1 x 300 mg xancyna
Hen 2 (600 mg/aueBHO) 1 x 300 mg - | x 300 mg xancyna
Karcya
Hen 3 (900 mg/nHeBHO) 1 x 300 mg 1 x 300 mg l x 300 mg xancyna
Karcya Karcya

AKO € HeoOXO0AuMO MOXe J1a ce MPOBEJe MO-HATATHIUIHO THTPHpaHE yBeJHuaBaiku
no3ara ¢ 300 mg/nHEBHO pa3jelicHH B 3 PaBHH JO3H OO0 JOCTHraHe Ha MaKCHMAIHa
no3a or 3600mg/nHeBHO. MakCHMaJIHHAT UHTEPBATL MEXIY BeuepHaTa M CyTpellHa
103a He TpaOBa 1a npeBrinasa 12 gaca -'

be3onmacHoOCTTa H e()eKTUBHOCTTA Ha raballeHTHH IIpHJIATaH IIpM TOBA IOKa3aHHE 3a
[IOBEYE OT ) MECEIA HE € IOKYMEHTHPAHA.



Iayuenmu c 6b6peuna HeoocMaMv4HOCH
[IpenopruBa ce peayuupaHe Ha J03aTa HpH MALUMEHTH ¢ YyBpedeHa OBOpeuHa
(pyHKIHS.

Hp@IIDp’B‘IBEt CC ClICAHaTa JO3HUPOBKA.

KpearnHnHOB KiupbHc(ml/min.) O6ma afHeBHA 1032 (Mg) '
>80 900-3600
50-79 600-1800
30-49 300-900
15-29 150*-600
<15 150*-300

T O6mara anesna fo3a e pa3deliena B 3 1034
* (300 mg Bcekwm cnegany AeH)

Hayuenmu noonoxcenu Ha xemoouanuza: Ilpenoppuntennara HayanHa fo3a € 300-
400 mg rafaneHTHH, a cield ToBa ce mpuiara fo3a o1 200-300 mg rabameHTHH ClICL,
BCceKH 4 4aca Ha XeMO/IHa/in3a. B HUTE, B KOUTO HE C€ MPOBEXKIA XEMOIHAIIN3A, HE CE
NPOBEXKIA TeYCHHE U ¢ rabancHTHH.

ITayuenmu 6 cmapuecka év3pacm (> 65 zoouwna év3pacm)

He ¢ HeoOXxoauM0 aganTUpaHe Ha J0o3aTa NPH MalUeHTH B CTAPYECKa Bh3pacT, OCBEH B

cJiyyauTe Ha yBpelaeHa OnOpeuHa ¢yHKUMA, koraro po3ata TpsOBa Jna Obae
aNanTHpaHa, KaKTo € OMUCAHO MO-Tope.

eua (< 12200umina év3pacm)

EdukacHOCTTa H 0€301I1aCHOCTTA 3a Ta3M I'Pylla MaieHTH BCE OIIE HE € OLICHCHA.
IHpunoocenue

[abaneHTHHBT MOXe JIa ObJe IpHeMaH He3aBHCUMO OT XpaHeHeTo. Kancynute TpadBa
Ia ce MODIBILNAT L ¢ MOJIOBHH 4Yalla Te4yHocT. IIpw Te3n mauueHTH, KOUTO MMAaT
npoOlIeMH ¢ I'BIITAHETO, KANCYJIUTE MOTaT Ja ¢€ OTBApAT M NpaxXbT HAMHpPAIN CE BbB

BHTPEINHOCTTA HA KallCyaaTa MOXE Aa ObJe CMeCeH ¢ HEmo NMPHKPHBANIO FOPYHBUS
MY BKYC.

IlpornBONIOKA3aAHUS

CBpBX4YBCTBUTEITHOCT KbM rabanesTHH, cos, ¢bCTHLUH UM KbM HIKOE OT
IIOMOIIHUTE BEIIECTRA.

OCTpH MaHKPEATUTH.

CnennajHH NpexynpexIeHHa H NpeAnazHu MePKH IIPH ynorpeda

Ipu nanmenTH, JekyBanH ¢ AEJI no pa3iM4YHM IOKAa3aHuMd ¢a C¢HOOIMABAHH
CYHIH/IHA HIeallHA H NoBeldecHHe. MeTa aHAJIM3 Ha paHAOMH3HPAHH, NJIauedo-
KOHTpoupany m3nurBaHusa HA AEJ] cpnio moxa3zsa MadbK , HO MOBHIIIEH PHCK
OT CYHIIHIHA HIealHs H NMoBeAeHHe., MeXaHH3IMLT HA TO3H PMCK HE € SHCeH H
HAIMYHUTE JAHHH He H3IKJIIYBAT BB3MOXKHOCTTA 32 IOBHIIEH PHCK IHPH
radaneHTHH.

3aropa manueHTHTE TPEOBa Ja OBJAT NPOCICAHBAHA 32 MPHIHAIN HA CYHIH/IHA

HealMs B NoBedeHHe H TPAOBA Ja ce mpeanpueMe cCbOTBETHOTO Jiedenue. Ha

nanxHeHTHTE (M X0paTa, KOUTO ¢€ TPHAKAT 3a TAX) TpsadBa Aa ce 00bpHe BHUMaHUE



14 NOThLPCHAT JIEKAPCKH CBBET, B CJy4ai, Y€ ce NOABAT NIPM3HAIH Ha CyHIIHIHA
MAcAlHS H MOBEACHUE.

[abamneHTHHBT O NPHHIUII He € €PEKTUBEH NpH aOCaHCH H MOXE J1a YTeXKHH TE3U
CUMIITOMH IPH HAKOHM IIAIMEHTH. 3aroBa, rabalcHTHH TPsAOBa Ja C€ HM3I0/I3Ba C
BHUMAHME IIPH [TalIHEHTH CHC CMECEHH MPUMNAIBLH, BKII. aDCAHCH.

Noszata Ha rabaneHTHH TpAOBa Ja ObAe ajanTHpaHa INpH NAUHEHTH C YBpPEACHA
O0B0peuna ¢pynknus (Bux 1.4.2.)

Penyumnpane Ha 103ara, NpeKparsiBaHe HA JICYCHHETO HIIHM 3aMAHa C anTCpHAaTHBEH
AHTHKOHBYJICHBEH JIEKAPCTBEH HOPOAYKT, TpsAOBa Aa ¢¢ HanpaBH ITOCTEICHHO B
NPOABIDKCHUE Ha HAW-MAJIKO €THA CCAMUIIA.

He ce mperopbuBa NpHiaraHeTo Ha rabaneHTHH npy aena (nof, 12 roauiiHa Bb3pacT),
THil KaTO KJIMEMYHHS OIUT 3a Ta3M MOMyJIalus € HeAOCTaTh4YEH (BHXK T.4.2.)

[Ipu HAKOM HEMOBJIHMAIH CE OT MPEAUIIHA TepanHsd MAllHCHTH, PUCKBT OT Bb3HHKBAHE
Ha NIPHIAJLK MOXe 1a 0b/le pefylHpan ¢ IpHeM Ha radaneHTHH. AKO HE €€ IOCTUTHE
3afoBONIUTENCH edeKT, Tepamusara ¢ rabaneHTHH TpaOBa Ja Oblae HpeKpaTeHa
IOCTENEHHO.

PaskoTo cnmpaHe Ha TepamusATa ¢ aHTUKOHBYIICAHTH, MOXE Jia yBEIH4YH Opos Ha
MPUCTHIINTE UK JOPU J1a 0BELE OO BHE3AIEH CTAaTyC SIMHIICTITHKYC.

[IpenopbuBa ce BHEUMAHKE NIPH MAIMEHTH ¢ UCTOPYA Ha MICHXH4HM 3a00siBanus. L1pu
3all0uUBaHe HA Tepanus ¢ rabancHTHH ¢a OWIH JOKIa/ABaHH IICHXOTUYHU EITU30/H IIpH
HAKOW TAIUEHTH ¢ MCTOpHA Ha NCHXMUYHH 3abondBaHus U pAIxo Oe3 HCTOpHUS Ha
NCUXUYHU 3a0omnsiBaHusA. [loBedyeTo OT T€3: CHOUTHS OT3BY4YaBaT, KOrato C¢ IpeKpaTH
TepanusaTa ¢ rabarncHTHH WK ¢€ HAMaJIH Jlo3aTa.

ViMa choOuieHHs 3a IToABa Ha XEMOpPArMYHHW NMaHKPEATHTH, NOCTICABALIN JICUCHHE C
rabameHTHH. 3aToBa, JEeYcHUETO ¢ rabaneHTHH TpaOBa Aa OBAe CHpsHO, KOrato Ce
MOABST CUMITOMH HA IaHKpearuTH (IpOJB/DKATENIHA KOopeMHa Oonka, rajewe,
MHOTOKPaTHO NoBpbllane). TpaOea ia 6baaT H3cAenBaHH CHOTBETHUTE JIA0OPATOPHH
OKa3aTelld, B NONLIHEHHME Ha MNOoApOOHHA KIMHHYCH IpeEricia, ¢ el paHHa
TAATHOCTUKA HA MAHKPEATHTH.

HsMa J0CTaTBUHO HAJTHMYHM [JAHHM OTHOCHO IIPHJIaraHeTo Ha raOameHTHH TIpH
HAalUEeHTH ¢ XPOHHYHH [TaHKPEATHTH.

To3m nexapcTBeH MpoayKT chabpika orpetutel (E 110), KoiTo B peaku ciiydad MOXe
1a MPEeIU3BUKA AIEPTHYHH PEAKIITH.

B3zanmoaeiicTBHe ¢ APYTH JIeKAPCTBeHH HPOAYKTH H JApyrd ¢(opMH Ha
B3AHMO/IEHCTBHE

ExnoBpeMenHara ynorpeba Ha raGameHTHH ¢ aHTHaIMIHH JICKApCTBCHH IPOAYKTH
peaAynpa OHOHANIHMYHOCTTa Ha TrabaneHTHH c OKosio 24 %. llpenopbumrenHO €
npueManeTo Ha l'abactap na craBa Hail-MalIkO JBa 4aca cJl€l NPUEMAHCTO Ha
AHTHALUI.

He ca HabmonaBaHH B3aMMOJACHCTBHA MeEXAy rabaneHTHH H (eHoOapOuTan,
(beHUTONH, BAINPOCBa KHCEIMHA, HIIM KapOaMa3semHH. |
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[abanenTHHLT He NOBMMABA edekTa Ha NepopaiHd KOHTpaUCHTHBH Ha OCHOBAaTa HA
norethisterone- Wt ethinyloestradiol. Tpsa0Ba na ce uMa nIpeaBHA BE3MOXKHA JTUIICA HA
KOHTpaUENUyss IpH KOMOWHHPAHETO MY C IPYyrH aAHTHENWICNTUYHHU JeKapCTBEHU
NPOIYKTH U3BECTHH ¢ MOHWKABAHETO HA KOHTPALCIITHBHATA €(PEeKTHBHOCT.

Tt xato npu JoOaBAHETO HA raballcHTHH B TepanugTa ¢ ApYrd aHTHKOHBYJICAHTH ca
JNOKJIaABAHH (PAIIMBY TTOJOKUTEHU PE3YNTATH IIPH H3MOI3BAHETO HA TECT-JICHTHYKY
Ames N-Multistix SG, npenopbYATESHO € H3MOI3BAHETO Ha TO-CHECLU(MHYHKA
MPELMIIUTAIIMOHEH TECT CBC CYyNdOoCAIMIUIOBA KHCCIMHA 33 ONpelcsiHe Ha
HAJIMUHMETO Ha OCNTHK B ypUHATA.

XpaHaTa He TTOBJIHABA (PapMaKOKHHETHKATa Ha radaneHTHH.

BpeMeHHOCT H KbpMeHe

bpemennocm

BesornacHocTTa Mo BpeMe Ha OpEMEHHOCT BCE OLE HE € IoKa3aHa, ThH KaTo OIMUTBT OT
IPWIOXKEHHE NMpH OpPEMEHHH JKCHH € OrpaHHYCH. EKCIIEpUMEHTH C JKABOTHH COYaT
PHCK 3a (peTyca ciae IpUI0KEHHETO Ha rabalieHTHH (BHX. T. 5.3)

Haii- 00mo, npHI0KECHHETO HA aHTHEIIHICHTAYHH JEKAPCTBEHH TPOAYKTH 110 BpEME
Ha OpeMEHHOCT YBelHYaBa pHCKa OT BBb3HHKBaHE Ha MmailQopMauud 2-3 0bTH B
CpaBHEHH C JICLaTa HA MaifKH, KOHUTO HE ca O0NHM 0T enuiencud. JoknagsaH € APOK
ciekTsp oT MandopMmanmni, Haii-uecTn ca OWIM AePEKTH Ha CBPIETO, CKENETa U
YyPHHApHHUS TPaKT U opodanuaiiu AedhekTy (CuencHa ycTHa/HeOIe).

OcyeTsABaHETO WM IPEKPaTABAHETO Ha NPO(QUIAKTHKATA HA MPHIANBIHTE MOXE A0
NOBEE OO 3HAYMTEIIEH PMCK 3a MaiikaTa M HEPOACHOTO [ET€ U TO3H PHCK MOXE Ja
OBAC 110-CEPHO3EH, OTKOJIKOTO PHUCKa OT BE3HUKBaHE Ha MajipOpMAaIHH.

OGUKHOBEHO, PHCKBT OT MOpaXCHHS Ha emOpuo/deryca € Hah-MaJlbK, KOTaro ce
pHiIara MOHOTEPAHUA U KOTaro € noadpaHa BE3MOKHO HaH-HHCKaTa BB3MOXKHA 1034,
¥ e npueMan ojar Ipeau U 1o speme Ha OpeMeHHocTTa. 'abameHTHHBT TpAOBa Ja
OB€ IpHIarad o BpeMe Ha OpeMEHHOCT caMoO B CiIy4ai, 4e I10JI3aTa OT MpHJlaraHe
IIPEBHINABA TOTEHIIHAIHHUA PHCK.

Kwvpmene

[abaneHTUHBT €€ EKCKpeTHpa ¢ MAaWYMHOTO MJSKO, H CPEAHOTO MIIAKO/IIIa3Ma
ceoTHOmenne ¢ 0.73. H3umcieHara a03a, KOATO IpHeMa Kbppmadero e 1.2
mg/kg/nHeBHo. EQeKkThT Npu KbpMa4deTaTa € HEU3BECTEH H HE MOXKE Ja C€ M3KIIOUH
BB3MOKHOCTTa, Te a Obaar noaMsHu. | abaneHTHHBT HE OMBa Ja ce IpHeMa IIo
BpeMe Ha KbpMeHe: TpaOBa na ce B3eMe pelleHHe Jia ce NIPEKpaTH KbPMEHETO WM ja
ce IpeKpaTH IpHEMa Ha JIEKApCTBEHHUS NPOAYKT, B3cMaKH 10 BHUMAaHAE BaXKHOCTTa
Ha JIEKapCTBEHHUA MPOAYKT 34 3/IpaBeTO Ha MauKara.

Edexrn BLpXy cniocodHOCTTa 32 modHupaHe H padoTa ¢ MAIHHU

[aGaneHTHHBT OPUTEKABA €1a00 JI0 YMEPEHO BIHAHHE BHPXY CIIOCOOHOCTTA JIa Ce
B3eMa aKTHBHO YYacTHE B IbTHOTO JIBHIKEHHE WITH JIa ce yIIpaBaaBaT Mamueu. Toi
AelcTBA BbPXY LICHTPAJHATa HEpBHA CUCTEMA U MOXKE Ad IIpE/M3BMKA CHHIINBOCT,
3aMasiHOCT WJIH APYTH CXOJHH CHMIITOMH H MOXe J1a ObJie IOTCHIHAIHO OTlaceH IpH
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MAIUCHTH B3CMAaInH aKTUBHO YYaACTHC B ITbTHOTO ABHMKCHUAC HIIN YIIPDABJIABALIHA

MAIIIKHHA.

[Tanuentute TpAOBa Ja ObAAT CHBETBAHH Aa HE MIOPHUPAT UM U3II0A3BAT
NOTCHIHAHO OIIaCHM MAalllMHE JOKAaTO He pa3depar Jaiu TOBA JIEKapCTBa HaMallaBa
CrOCOOHOCTTA MM 3a M3BBPIIBAHE HA MOJNO0HUA JEHHOCTH.

Hexeanu JieKaAPCTBEHH peaKIHH

Hexxenanu JeKapCTBEHH €(PEKTH, MO-CIELUAIHO IMOHIKEHO BHHUMAHWE, HaMajieHa
CIIOCOOHOCT 3a KOHUEHTpAIlHsl M arakCug ¢a 4YeCcTOo CpellaHd MpH JCYEHHE C
anrtuenuinentuny. HexkenaHn nekapcTBeHH edekTH ca OMnM HaOmoOJaBaHH IIpH
KOMOMHHpaHe Ha rabaneHTHH ¢ APYTH aHTHENMWICOTHYHH JIEKAPCTBCHHU NPOAYKTH IIPH
nputmusnrenato 50% or nanuentute. Te3n edekTH 0OOMKHOBEHO ca OMHCBAaHH, KaTo
JIEKH JIO CPEIHO TeXKH K 0OMKHOBEHO Ca MPeMHHABAIY ClIe] 2 CEAMHIIM.

Yecmu
(>1/100, <1/10)

Heuecmu
(>1/1000, <1/100)

Obwu napyuierus u egexmu HA MACMOMO HQ NPUTONCEHUE:
COMHOJIEHTHOCT, CBHJAMBOCT, YMOpa, 3aMasdHOCT, IJIABOOOIIHE,
Oe3ChbHHE, YBEIHYEHO TErJIO, AHOPEKCHs, HNepHdepeH HIH
reHEPAIN3HUPaH OTOK, YBEIIMYEH aneTUT, 0onKa, PeOpHIHTET.
Hapywenus na Hepenama cucmemq. aTakCus, HUCTarbM,
TpPEMOp, aMHE3MS, CMYIICHHUSA B TOBOPA, HAPECTE3H,
XHIECTE3US, HEPBHOCT, 3aCHUIICHH, 3a0aBEHM MITH OTCHCTBHE Ha
pedrekcH, aHOPMaTHO MUCJIEHE, CMYILICHHUE

CmomMawiHo-4peeuy  HApyutenus: JUCHENCHS, TaJicHe H/HIH
IOBPBIIAHE, THAPHS, CYX0Ta B yCTaTa H I'bPIIOTO, KOHCTUNALMSL,
KopeMHa 00Ka, ¢piaTyIeHLIHs, 350HH YBPEXKAaHHs, THHTUBHTH
Hcuxuynu Hapywenus. HEPBHOCT, IACIPECMBHH HACTPOCHHI,
N€30pHEHTANNs, EMOIHOHAIHA Ta0HITHOCT

Hapywernus na ouume: TUIUIONHS, CMYIIEHUS B 3pCHUETO
Hapywenua HA MYCKYAHO-CKelemHama cucmema,
CheOUHUMeETHaMma MuKaH U Kocmume: apTPaNrus, MHaIFHA,
bonka B repba, ppakTypH

Hapywenus na kpvéma u aum@Hnama cucmema: BasoquIaTanud,
XUIIEPTEH3HUSL, JICBKOIECHHUS]

Pecnupamopuu, 2pvbOHuU U MEOUACMUHAAHU  HAPYUIEHUA:
punumu, GapAHTUTH, KalUIHIa

Hapywenus Ha Ovbpeyume u  RUKOYHUME  NbMuUla:
MHKOHTHHEHIYSA, UMIOTEHTHOCT

Hapywenus na xoodcama u NOOKONCHAMAQ MBKAH: TPYPHTYC,
aKHe, 00OpUBH

Obwu napywenus u egexmu HA MACMOMO HA NPURONCEHUE:
nepudepHa eaema

Hapywenua na Hepenama cucmema. CMyICHUE, XUIICCTC3U
Hcuxuunu Hapywenus. JCTPECHs, IICHXO3H/XaTIOLMHALIHH,
BpaX1eOHOCT

Hapywenus na kpvema u aumguama cucmema: QIyKTyalum B
HHBOTO Ha KPHBHATA ITIIOKO3aTa

Pecnupamopnu, cpvOHU U MEOUACMUHAIHU  HADYUWEHUA.
THUCITHEA
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Psaoxo (>1/10,000, Hapywenus na xpvema u aumpnama cucmema:

<1/1,000) TPOMOOILIATOIICHHS
Hapywuenus na endoxkpunnama cucmema: NAHKPEATATH
Hapywenus na wuepsuama cucmema: KOOPAHUHALMOHHU
HapyleHUuA(HaIp. XOpeoareTo3a, JUCKEHU3Us, IAUCTOHHUA),
XaTIOIUHALIHHA
HapyuieHnsa Ha yXOTO H JaDUPUHTA: THHHUTYC
Cwpoeunu napywenys: NATMUTAIMN, aHTHOEIEM
Xenamo-OunuapHu  Hapyuwienus:  TOBHINEHW  HHBA  HA
YEPHOAPOOHUTE CH3INMHU
Hapywenus na xooxcama u noOOKoNCHaAma movKau. AlONEIHAs
Hapywenus wna Ovbpeyume u nuxounume nbmuuia:ocTpa
OB0Opeuna HeAOCTATHBYHOCT
Obwu  napywenus u  egexmu  Ha  MACMOMO  HQA
npunodcerue peakiiiiy Ha OTXBBPIISHE (Hal-uecTo TPEBOXHOCT,
Oe3cpHHe, rageHe, O0JIKH, TeXKa TopaKalHa 00JiKa),alepruiHu
peakiuy (Hanp.ypTHKapHs)

Muoeo paoko Hapyuwienus na umynnama cucmema: QIEPrAYHU PpEAKLIHMH

(<1/10,000) (Cungpom Ha CTHBBHC-/PKOHCBH, EpUTEMA MYJITH(POPME )

Ciayd4an Ha XeMOparudHH TNaHKpCaTHTH, XWUNOTCH3Ud, Opamukapaus, CHHKOIL,
aTpHanHa (uOpUIanusd, aHOMAJIMM B €JIEKTpOKapaMorpaMara H MakyJIomamyJo3HH

oOpHBH ca OWTH TOKJIAABAHHU [IpH MAIlUEHTH NpUEMaNy ra0aneHTHH.

Krunuuna uzaea na aabopamoprume noxazameny

VIMa cro0menus, ue rabareHTUH MMOBHINABA HUBATa HA YCPHOAPOOHUTE €HIUMH IIpU
KOMOHHUPAHETO MY C IPYTY AaHTHENWJICITUYHY JIEKApCTBA..

[Tpu HAKOH MAHEHTH ¢ OHMIa OTKPHUTA BEPOATHOCT OT HApACTBaIlla J0303aBHCHMOCT B
yecTOTaTa Ha HpHCTHIHTE. MMa cpoOmieHUs M 3a I0303aBUCUMH MHOTOKpaTHH
MIPUCTBIIM OT HEXAPAKTEPHUCTHYEH THIL.

IIpenosupane

He ¢ HaOmonasana ocTpa, *XKMBOTO3AaCTpallaBalla TOKCUYHOCT IPH IIPEAO3HPAHE Ha
raGartleHTHH, B 0O3H Jo0 49 g nuesHo. CHMIITOMHTE Ha HpeAo3upaHe ca OHiM
3aMasdHOCT, [ABOMHO BMJ)KJaHe, HEACHA ped, CHHIMBOCT, anaTths H Jieka dopMa Ha
auapus. BCHYKM NAIlMEHTH C€a ¢€ BB3CTAHOBWIM HANBIHO CJICK CHMITOMaTHYHA
Tepanus. [abanmeHTHHBT MOXE Ja OBAE OTCTpAHEH OT IUla3Mara HOCPEICTBOM
XEMOIHaIN3a HO TOBa OOMKHOBEHO HE € HEOOXOAUMO - KAKTO € YCTAHOBEHO OIIMTHO.



5.1

5.2

dapMaxkoI0rHIHH CBOHCTBA
dapMakoAHHAMHYHH CBOHCTBA

dapMaKoTepaneBTHYHA rpyna: AHTHENUIICIITHIH
ATC xoa: NO3A X12

AxTBHara  cyOcTaHumus ~ rabameHTMH € BOJOpasTBOpUMa  aMHUHOMCTHIL
IMHKJIOXCKCAHOLICTHA KMCEIHHA,

Mexanuzvm na oeticmeue:

MexadH3MbT Ha ACHCTBHE HE € HABIHO YCTaHOBEH. ['aDalleHTHHBT € CTPYKTYpeH
anajor Ha HesporpancMuTepa GABA (rama-aMMHOMAcjieHa KHCENHHA), HO
MEXaHHM3MBT MY Ha JEUCTBHE C€ pasnu4yaBa OT TO3H Ha JApYTH BCIICCTBA
plauMonciicTBammu ¢ GABA cunancure. In vitro uicnenpanus ¢ rabaneHTHH BBPXY
MO3BYHH ThKAHM HA IUTHX IIOKa3BaT, Y€ HOB MENTHJ CBBP3BALl PCrMOH MOXE Na €
CBBD3aH C aHTHEIIIENTHYHHS e(eKT. B TepaneBTHYHM KOHLEHTPAUWH, rabaneHTHH
HE ce CBBP3Ba C APYrd TepaneBTUYHO AKTUBHU CYOCTAHIIUH MM HCBPOTPAHCMHUTEPHN
pEeLieNTOPH B MO3BKa, Karo 6eH3onuasenu, GABAA, GABARp, riiyraMar, riiMiuuH UiH
N-mernia-d-acmaprar (NMDA) penentopu. [abaneHTHHBT HE B3aHMOJCHCTBA C
HATPHEBUTE KAHAIH in Vifro, 3a pasiMKa OT (EHUTOHH M Kapbamazenun. fn vitro
rabameHTHH NpPEAM3BHKBA C1a00 IMOHMKEHHE B OCBOOOXIABAaHETO HA MOHOAMHUHO
HeppoTpancmuTepuTe.M3cnenBanus OpH  [IIBXOBE IOKa3BaT, 4Ye rabancHTHH
yBean4aBa cuHTe3aTa Ha GABA B pasni4HH 9aCTH HA MO3BKaA.

®apmMakoKHHETHIHH CBOHCTBA

Abcopbyus

EHOHATHYHOCTTA Ha raballeHTHH 3aBHCH OT Jo3ara u e okono 60 % cnel npueMm Ha
no3a oT 300 mg u oxono 42% cnex nmpueM Ha nosa o 800 mg. Tosa e, 3amoTO
aGcopbIuATa HA TabaNeHTHH € 10303aBUCHMa. bHOHAIMYIHOCTTA HA rabarieHTHH HE Ce
MOBIHMABA OT €OHOBpeMEHHaTta ynorpeba Ha xpaHa. (@apMaKkOKMHCTHKATa Ha
rabameNTHH HE ce MOBJIHABA OT MHOTOKpaTHH A03u M steady state IIa3MEHHTE
KOHIICHTpAUM¥ MOrar [a c€ NpeIBHAAT OT JaHHMTE 33 CAHOKpaTHAa J03a.
MakcuMaTHATa IUTa3MeHda KOHUeHTpanua (manp. 4-5,5 pg/ml mpu MHOroKpaTHa
nepopanna aHeBHa go3a oT 900-1200mg) Ha rabameHTHH ¢€ NOocTHrar cjiea 2 1o 3
4yaca IPH TCPANCBTUYHH JIO3H.

Pasznpedenenue

CrLp3BaHeTO Ha raballeHTHH C IUIA3MCHHUTE NIPOTCHHU & <3% W TTbPBOHAYAIHHUAT
o6eM Ha pasmpencieHue ¢ 58 = 11 smrpa. Ilpy NalMEHTH C  CHHNCIICHA
KOHLEHTpalusATa Ha rabamenTHH € npubnu3utento 20% OT ChOTBETCTBAILATA Haii-
Hucka steady state nasMeHa KOHIICHTPAIHsL.

Memaboauzom
[abaneHTHHLT He ce Meraboau3upa B 4YOBEIDKHA OpPraHM3bsM H HC HHAYIHpa
yepHOJAPOOHHUTE OKCH/Ia3HH EH3UMH yUaCTBAIlH B METa00IN3Ma Ha IPYTH JICKapCTBa.

Enumunupane

[a6aneHTMHLT ce eIHMHHApa HempoMeHeH, 4upe3 OnOpedHa ekckperus. He ca
yCTAHOBEHH MeTaGomuTH. ENMMHHAMOHHHAST MOTYKHUBOT € JO30HE3ABHCHM H € OT S
no 7 uaca. EnuMuHMpaHeTo Ha raGaneHTHH ce OmMCBa Haii-noGpe, KaTo JHMHEHHA
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dapMakoknHeTHKa. [IpHd maldeHTH B HAIpEIHAA BB3PAacT U MAlMEHTH ¢ yBpelAcHa
OBOpevHa QyHKIHS, CKOPOCTTA Ha CIUMHHUPAHE HAMAIABA IIPABOIPONOPIHOHAIHO
Ha KpeaTHHHHOBHSA KIHpBHC. ['abaneHTUHET MOXe Aa ObJe OTCTpaHeH OT IIa3Mara,
uype3 xemoauanu3a(Bux. T. 4.2 U 1. 4.9.).

IpeaAKTHHNYHH JAHHH 32 0€301IACHOCT

['abancHTHHBT HE € MOTCHIHMATIHO I'eHOTOKCHYEH. He € JoKa3aHa MOTCHIHAIHATA MY
MYTar¢HHOCT ITOCPEICTBOM CTAHAAPTHH 1N VI{ro TecTOBE ¢ OAKTEPUANTHU KJIETKU WIIH
KJIETKM OT MIIEYHA XJie3a. ['abalcHTHHDBT HE MpEIN3BHKBA CTPYKTYPHU XPOMO3OMHHM
abepaliii B KJIETKH OT MJICHHA KJI€3a HUTO in Vifro WIN in vivo, KaKTO U He BOIU IO
dbopMHpaHe Ha MUKPOHYKJICYCH B KOCTHHA MO3BK Had XaMCTEPH.

I'aGanenTuusT € OMn npunarad Ha MuiikH B go3u 200,600, u 2000 mg/kg/naeBHO U Ha
mwIexoBe B go3zu 250,1000, m 2000 mgkg/nneBHo 3a mepuon OT 2 TOAHHY.
CTaTUCTHYECKO 3HAYMMO MOBHINABAHE B YECTOTA HA I0SBa HA AIlMHAPHOKIECTHYHH
TYMODH Ha NaHkKpeaca ¢ OHJI0 YCTAHOBEHO CaMO NMPH MBXKKU ILUTBXOBE U TO MPU Hau-
BHCOKHTE ZI034. BupXoBUTE mjasMeHH KoHIeHTpanuy Ha rabaneHtuH u AUC npwm
IBXOBE Ha KouTo ¢ mpuiaarad rabaneHTan 2000mg/kg ca 10 OBTH IO-BHCOKH
OTKOJIKOTO IUIa3MEHHTE KOHLEHTpANKH MpH Xopa npaeManu 3600mg/aHeBHoO.

AUHMHApHOKJIETHYHMSIT KAPLUMHOM Ha MaHKpeaca NMPU MBKKUTE IUIBXOBE € ¢ HHUCKA
CTeN€H Ha MAJHTHEHOCT, HE IOBJIMABA MNPEXKUBACMOCTTA, HE METACTazupa H HE
YBpEXKJa OKOJHHTE THKAaHH H € MoA0OeH Ha TO3M HaOaIoaaBaH IIpH KOHTPOIHHTE
’KMBOTHH. Bpb3KaTa Ha T€3M alIMHAPHOKICThYHM TYMOPH Ha MMaHKpeaca Py MbKKHTE
TUTEXOBE MO OTHONIEHHE HA KAHIICPOT¢HHUSA PHCK 34 YOBEKA € HEU3ACHEeHa.
N3crnensanusaTa 3a penpoAYKTHBHA TOKCHYHOCT IIPU JKUBOTHH (MHINKH, NIBXOBE,
3afilid) ca IoKa3aaM  (EeTOTOKCHYHOCT, o0OpatuMo mnoaobHa xuapoyperep/
XHApOoHehpo3a H HamajieHa OCH(HUKaLMA Ha CKEJIeTa MPU IMMOTOMCTBOTO IIPH 1N utero
eKCIIo3HIMA. XuIapoypetep/xuapornedposza € C¢bllo HabmoaasaHa ciel NEpUH- H
MOCTHATAIHA CKCITO3ULINA.,

dapMan¢BTHIHH JAHHH
CnuachK Ha NOMOIHHTE BEMECTBA

Kancyano cvovporcanue:
Tank

IIpexenarnHU3UPaHO LIAPEBUYHO HULIECTE

Kancyauo xanave /msano:
Kenatun

TrTtanor auokcua (E171)
EputposuH (E127)

Ceucet k5110 FCF (E172)

llewamno macmuno:

[Hlemnak

Kenesen okcun, yepeH (E172)
CoeB J1euTHd

[IpormBonienent arear DC1510
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HecnBMECTHMOCTH
Hsma n3BecTHH.
Cpox na rognoct
2 TOAUHH

CHEHHMHH YCAOBHA HA CBXPAHCHHC

Jla ce chxpanspa npu TeMmmeparypa mon 25°C. Jla ce cbXpaHsfBa B OpHTHHATIHATA

onakoBka. CbxXpaHsBaiite OIHCTEpUTE B KAPTOHEHATA KYTHSI.
JlaHHH 32 ONMAKOBKATA

[Ipozpaunu wnu 6emnu, Henpospaunu PVC/PVDC-anymunuit 6mmcrepm.
OpuruHanna onakoska ot 100 TBBpAU KEJNATUHOBH KAIICyIU

CroenunajiHy npeanasHi MEPKH IPH H3XBLPJISHE H padoTa

HsaMa crieliartHyd H3NCKBAHHUS.

IIpuTexkaTes Ha pa3pemeHHETO 34 YOTpeOa

STADA Arzneimittel AG
Stadastrasse 2 - 18
61118 Bad Vilbel

| ' epManus

Homep(a) Ha pa3penielneTo 3a ynoTpeoda
20060866

JlaTa Ha MBPBO pa3pelIaBaHe/MOTHOBABAHE HA pa3pelIeHHETO 32 ynorpeoda
12.2006

I[ara Ha aKTYAJIH3AIIHH Ha TCKCTA

Oxromepu 2008
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