KPATKA XAPAKTEPHCTHKA HA HIPOAYKTA
CARBAMAZEPIN ACTAVIS

1. THPTOBCKO HME HA JJEKAPCTBEHHA ITIPOAYKT
CARBAMAZEPIN ACTAVIS

2. KOJMYECTBEH I KAYECTBEH CHCTAB
JexapcTBeno BemecTBO B eHa Tabnerka: Carbamazepine 200 mg

3. JEKAPCTBEHA ©®OPMA

Tabrercy MUHUCTEPCTEO HA 7 PLElr ATSANETO

P

MpuADKEHYS X bas
4. KIMHAYHEU TATHU paspewenne 3z ynomefa iy - 4 4 ‘553’:\ 1944
4.1. IOKA3AHIA
e Emunencus 68 6/,22 41, J | M W
- KOMIUIEKCHHE K IIPOCTH HApIUATHY IPUCTHITH (C UK 6e3 3al yod Ha CHoHARAe) ¢
uiH 6e3 BTOpUYHA TeHepaNu3ailis;
- TeHepanH3npasy TOHHYHO-KTOHHYHA MPUCTHIN; CMECEHH GOPMH Ha IIPUCTHIIN,
Carbamazepin Actavis e IOZXOIALY 32 MOHO- M KoMOUHMpaHa Tepanus. IIponyKTET He
e eexTrreH 1py abcaHcHu (petit mal) ¥ MEOKIOHHYIHU IHPYOBE.
o Ocrpa MaHEA ¥ UOMABPKAIIO JIeUeHWE TP OWIONAPHA  a(CKTUBHA
pascrpoficTBa 3a IPEBEHLIKS M PEIYKLES Ha PELIAAUBHATE;
e CuHEIPOM Ha aNKOXONHa aBCTHHEHI;
¢ UnmonarmuHa TpUTeMHUHATHA HEBpalnrus ¥ TPHreMIHAIHA HEBPAITHd, AbIDKama
ce wWa MYNTHIUIEHA CKiIepo3a (TWNMHYHAE M aTHNWYHa). MngonmaTmdHa
riocoapuHrealHa HeBpalrus;
e BonespeHa nnabeTHa HEBPOIATH,
e DesBkyceH [auabeT — [eHTpaleH THI; MOANYpHS M INOJUIMICHI ©
HEBPOXOPMOHANICH IIPOM3XONL.

4.2, JTO3WPOBKA Y HAUWH HA IIPHJOKEHHE

Enunencusn
Enunencus
[IpenoppuBa ce KoraTo ¢ Be3Moxno Carbamazepin Actavis Ja ce IpueéMa KaTo
MOHOTeparivs.
TabneTkuTe ce NpHeMaT TPeAH, cief HIX IO BpeMe Ha XpaHCeHe, KAKTO M My
XpAaHSHHATA ¢ MAIKO KOIIHYECTBO TEYHOCT.
Axo Carbamazepin Actavis ce mnpubaBg KbM 3all0YHaTa BEYE AHTHEIMICITHIHA
Tepally|sd, HEroBOTO BKIIOYBaHe TpsOBa 1a CTaHe IpM 3alla3BaHe W N axKo ©
HeoOXOMMMO CcleN afanThpaHe Ha AO3UPOBKaTa Ha JPYIrUd IPOTHBOCIIHNCHTHICH

NPOLYKT.
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Bw3pacmnu
Q6uKHOBEHO JHEUEHUETO 3an04Ba ¢-Ara neTd mo 100-200 mg aueBHO, Karo xo3aTa ce

ITOBMINABA IIOCTEIEHHO O KocTurane Ha 400 mg; rpy HAKOW NAUMEHTH € Heo0XoMuMa
xosuposka ot 1600 mg wmu 2000 mg.

Heya ‘

Jlena mox 4 roAuiusa Be3pacT — HadanHaTa 1034 € 20-60 mg/kg TesecHa Maca JHEBHO,
cliell KoeTo Jo3aTa TpAbBa Ja ¢e NOBHINABA IIOCTEIIeHHO ¢ 1032 0T 20 g0 60 Ha Beexn
sropu men. Ilpw nenma wax 4 rofmHm JieueHmero 3amouBa ¢ 100 mg mueBHoO,
TIOCTEABAHO OT eXeceIMIYHo yRenuuenue ¢ 1o 100 mg.

Tonmspxama.gosa: 10-20 mg/kg Terno B OTeMHEN NIpHEMH:

Jena mesxxay 1 1 5 roguan — 200-400 mg rHEBHO;

Hena mexay 6 u# 10 romau — 400-600 mg TueBHO.

Hema mexy 11 m 15 romunu — 600-1000 mg nHEBHO.

TabneTxure ce npHeMar ¢ JOCTaTHYHO0 TEUYHOCT [I0 BpeMe WIH ClIe]] XpaHeHe.

Tpuzemunanna Heepanzus

Hauannara goza e 200 — 400 mg fHEBHO, ClEH KOETO N03aTa IOCTEIEHHO C& YREIUIaBa
10 JocTHrage Ha IOBIHO NOTHcKaHe Ha Gomkara (obuxHoBeHO 3-4 mrtu no 200 mg
JHeBHO). ITo-HaTaTeK Ce YTOUHSIBA MMEMMATHATA epEeKTHUBHA K032 Upe3 IIOCTENCHHO
HaMalgBaHe Ha fosata. CpenHaTa KHeBHA 1034 € TpH OHTH 1o 200 mg.

CunOpom Ha anKoXonHa abCmunenyus

Hauanmara mosa € 200 mg Tpu r5TH AHEBHO B IGPBUTE HAKOIKO KHH, CIEI KOETO IPU
TEXKH CITyYay Jo3aTa MOXe Ja ce NopumHM (7o 400 mg 3 OBTH HKHEBHO). YMECTHO €
NPHIAraHeTO ¥ Ha CENATHBHU XMIHOTULK. Cliel 0T3ByYaBaHE Ha OCTPHA CTaIMii MOXE
Jia ce nponsiLkd MoroTeparus ¢ Kapbamasenun Axrasuc.

Ocmpa manua 1 nPoQURAKMUKA HA BUROIAPHY AQEKIMUSHIU PASCMPOTICINEd
Heobxozumara fo3a e Mmexay 400 u 1600 mg naenmo. Hait-gecto ce npurarat 400-600
mg, pasJielicHA Ha 2-3 TipueMa.

IIpu neuenme Ha ocTpa MaHHA jo3ara C€ yBenwyaBa I0-OBP30, JOKaTO IIpH
npodunakTaka Ha OUIIONSPHO Pa3CTPOMCTBO TOBa cTaBa I0-0aBHO, 3a Ja €€ OCHIYPH
OIITHMalIHa OHOCHMOCT.

bessxycen ouabem — yenmpanen mun
OOuuaiinara nO3WpoBKa 3a Bh3pacTHH € 200 mg 2-3 meTe gHerHO. [Ipu pena
J03UpOBKaTa TpI0Ba a ce HaMalld NPONOPIIOHANHO Ha BH3pacTTa i TEITIOTO.

bonesnena ouabemna nesponamus
Obuuatina nosuporka — 200 mg 2-4 mpTH JHEBHO.

Iayuenmu c 6vbpeuna HedOCMamv4HOCH
IIpy marmuenTH ¢ rIoMepynHa QuaTpanys nox 10 mg/min 1 Opy Harue
ce IIperopsIBa Ipuiarane Ha 75% or obuyaiinara seuebHa 1o3a.




4.3. MIPOTHUBONIOKA3AHMA
o CppsxuyysctBureinocr xbM Carbamazepin mWin TONOOHH —IPOAYKTH
(TPHLMKITIHE aHTHACTIPECAHTH);
e ATpHo-BeHTpHKYyIapeH (AV) 610K;
¢ Texka qepHOIpoOHA HEZOCTATHIHOCT;
» KocrHO-MO3BYHA KENPECHT Wiy HHTEPMUTEHTHA HOPHUPHSL.

4.4. CIIEOUAJIHI IMPOTHUBOIIOKA3AHWA n CHEIHAJHA
NPEAYIIPEXOEHUS 3A YHHOTPEBA

Carbamazepin ce mpuiara ¢ IOBUIHEHO BHEMAHHE IPH HAIMSHTH CBC CHPACUHOCHIOBH

3a60MBaHNA, HapyLIEHUs Ha YepHOApoOHaTa W/unn OpOpeunara QyHKIEM, KaKTO M

Ip¥ IIaykoMa. B Te3l ciyyaw ce Hajara IIO-4ecTO HaOioZeHue Ha NaldeHTa H

BapHpame Ha JO3UPOBKaTa.

Ipegu 3anousaHe Ha nederwero ¢ Carbamazepin Actavis e HeoOxoguMQ Ja ce

HATIpaBST ITBJIHM H3CIEABAHUA Ha KPHBHATAa KapTHHA M uepHOApoOHara QyHxumL B

X0Ja Ha JeUeHHeTo Te ChINo TpsOBa Za ce IpoCIeAsBar, Karo KphBHATa KapTHHA Ce

ciemy BCAKA CeIMMIA OT ITbpPBHS MeEcell Ha JISUSHMETO, & CJIed TOBa BCEKH MECEIl.

YepuoppoGHaTa GyHKIH TPAOBa Ja ce clequ Ha 4-5 Mecella, & IPH OTKIOHESHHA — Ha

[0-ManKy HHTEPBaIH.

Heuenueto ¢ Carbamazepin Actavis TpgOBa fa ce MPEKHCHE B CIIyJaH Ha HapylleHus B

XEeMOTI0oe3aTa, II0gBa Ha JEeBKOUCHMS, KOXKHM QIepTMYHM peakiy K YBDPEACHA

yepHONpoOHa HYHKIUA.

Carbamazepin Actavis Tps6Ba fa ce Ipuyara ¢ IOBHUIICHO BHEMAHUC NPH HAaIHEHTH

CHC CMECeH THI ENHIENCHd, KOMTO BKMOYBAT abcaHCH, KAaxKro THIHYHH, Taka I

aTUMITGHY. [Ipy BCHYKH Te3H CHCTOSHMA NPOLYKTHT MOXKE Ja M30CTPH NPHUCTRIMTE U

Ia ce HAJIOKH NpeKpaTaBase Ha JICYCHHETO.

ITo BpeMe Ha NeUeHRETO ¢ IPOXYKTA He TpsabBa Ma ce ynoTpedaBa allkoXol.

AKXO Ce Hajmara BHE3aIHO crppaHe Ha JNeueHumero ¢ Carbamazepin Actavis Wiy

TpEMITHABAHE KHM JIPYT auTHKOHBYICAHT ce MpmiaraT OapOuTypary wwill JHa3enaMm

KaTO IIPOTEKTHBHO JICUSHHUE.

4.5. JEKAPCTBEHU H APYI'Y B3AUMOJENCTBHS
JlewerneTo ¢ Carbamazepin Actavis TpsabBa fa 3ammoqHe Hal-Malko JBe CCAMULH el
mpunarasero Ha MAO-uHXuOHTOPH.

Carbamazepin Actavis e HHAYKTOp Ha YepPHOIAPOOHMTEe SH3MMH M MOXE Aa AOBede A0
HaMansgBade e(ekla Ha OpaJHY aHTHKOATYNaHTH (KyMapWHOBW), XHHMIHH,
XOPMOHAIHY KOHTPALEITHBH itk aHTHOMoTHIM (doxicycline).

MetaGonuzmeT Ha Carbamazepin Actavis MoXke fa OB/l IOTHCHAT OT €HOBPEMEHEH
IpHEM Ha EPUTPOMHMITNE, ONCAaHZOMMIIUH, H30HHA3W[, HAKOW KaNIHCBH aHTarOHHCTH
(BepamaMml, NWITHA3eM), KOETO BOMH N0 YBENm4YeHa IUla3MeHa KOHIIEHTpallid Ha
nponyxra. ToBa ce HabmoAaBa W IIPH €XHOBPEMEHHO IpHnoxkeHne Ha Carbamazepin
Actavis ¢ GeHUTOVH, IPMMIJOH, BAIIPOSBa KUCENUHA, TUMETHANKE, .
KomGummupasero Ha TpOXyKTa ¢ JuTmii Moxe JAa cEOBene: |
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1i0;, H3pa3eHa
HEBPOTOKCHYHOCT.
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B maxoMm cifyway MOTAT Aa Ce Hapymiar 1abopaTOpPHUTE IOKA3ATENH Ha IIWTOBHMIHATA
byBKIHS.

4.6. BPEMEHHOCT M KBbPMEHE

[punarageTo Ha JeKAPCTBA B WBPBHTE TPH Mecella Ha OPEMEHHOCTTA HOCH PHCKOBE 34
nnofa. B cnyuait va He0OXOAMMOCT OT IpUaraHe Ha aHTUKOHBYJICAHTH TpsA0Ba ma ce
HAIpaBX MHOr0 CTpOra IIpelieHKAa Ha I10733Ta M pHCKa 3a Madkara, TBH KaTo
NpeyCTaHOBSIBAHE Ha TAKOBA JICUSHUE HOCH TOJIEMH PHCKOBE 3a MakiKara i JETeTO.
ITpoRYKTHT IpeMUEaBa BHB (eTanHoOTO KpBBOOOpalleHHe, KAKTO ¥ B KBpMaTa.

3a 71a ce n3berde aOCTHHEHIMA KBM IPOXYKTAa Y HOBOPOIEHOTO, KBPMEHETO TpAOBa
riocrenenHo aa ce npekpari. Orgenguero Ha Carbamazepin Actavis B xbpMaTa MOXe
Ia JOoBefe HO HapylIaBaHE HA CYKaTeJHMA pedIeKC Ha AETETO TOpajy CemaTHBHYS
e(exT Ha IIPOIyKTa.

47. BJHSHHE BBPXY CIIOCOBHOCTTA 3A INIO®UPAHE 11 PABOTA C
MAINHA

Jlegenwero ¢ Carbamazepin Actavis MOe Ja TIOBJIKAE PeaKTHBHOCTTA NpH LIO(pHpane
1 paloTa ¢ MalIyHH.

4.8. HEXEJIAHHU JEKAPCTBEHI PEAKIIHRH

Haii-yecto cpelanure HEXENaHH peakKluy ca OOMKHOBEHO B HAYAIOTO Ha JEYCHUETO
H Ca 3alleMeTsBaHe, CHHINBOCT, HECTaOUIIHOCT, TaJleHe 1 NoBphIiaHe. 3a usdsrpaHe Ha
TE3M PEaKIMHA TedeHneTo TpaOBa fa 3al04He ¢ Hal-HUCKaTra BE3MOXKHA J03a.

Morat Ja ce HaGIoNaBaT U CIeAHUTE PeaKIuy:

o XeMOMOETHYHH — allIaCTHYHA AHEeMUs, arpasyNoOLUTOo3d, IaHIUTOIEHAY,
TETpecus Ha KOCTHHSA MO3BK, TPOMOOIWTOIICHHA, JICBKONCHHA, JEBKOIUTO34,
€03MHOGMINA, 0CTpa UHTEPMATEHTHA TIOPHUPHS;

o Koxpm — epuremMaTto3nyt 0OpHBH, IPYPHTYC, YPTHKapus, TOKCHYHA
enpAepManga Hexponusa, (cuagpoM Ha Lyell's), cuanpom Ha Stevens-Johnson,
(bOTOIYBCTBUTENHOCT, TIPOMEHH B NUTMEHTAIHATA, SKCHOIHATHBEH ASPMATHT,
epuTeMa MyITHQOpME, IypIypa, 3acHiBaHe Ha OUCEMHHHpaH IYyIIyc
epuTeMaro3yc, amonenus, Anadopesa. B HAKOH CTydad MOXKe Ja Ce HalOXH
IpeKpaTaBaHe HA TEPANNiTA.

e Copleuno-chOOBH — 3aCTOMHA ChpleYHa HEJOCTATPYHOCT, SIEM, BIOIIABaHe Ha
CHUIECTBYBAl2 XHIICPTOHMA, XWIIOTOHMSA, CHHKON ¥ KOJalC, BIOLIaBaHe Ha
KopoHapHa Oonect, apuTMMH H AV-0IOK, OBPBHYCH WM peUuiuB Ha
TpoMGodne6ut, anmeHonaTHs ¥ NuMpazeHoNaTHA. HAKOM OT Te3M peaKiuu
MOTaT J1a JOBeZAT 1O (haTalHy HOCHEIMITH.

e UYepnoapoOuu — HapylleHHE Ha CTOMHOCTHTE Ha YEPHOIPOOHHTE SH3MMHE,
XOJIeCTATHYHA M XeraTolelyIapHa XBITCHIIA, XeTIaTHT;

¢ JluxarenHy — CBPLXYYBCTBHTENHOCT, H3pa3eHa B TPECKd, 3alyX, THEBMOHUT HITH
ITHEBMOHH}

e VYpo-TeHHTAJHU — YEeCTO YpUHHpaHe, OCTpa PeTeHINsS Ha ypI'IHaTa"O?H/II‘prIH
azoreMud, 650peuHa HeOCTaTsYHOCT, HMIOTEHTHOCT, MﬁYMHHYpH}I,\; 2




e Ot crpana na I{HC — 3amaiiBane, HapymieHus Ha KOOpAMHAUKMATA, 00BPKAHOCT,
rIaBobonne, yMOpSAEMOCT, HApYIUEHO BIDKIAHE, BH3YalNHM XarOIUHAIWH,
NpeXOMHA [NUIIONHS, HHCTArbM, HapyHIeHHd Ha rOBOpa, HEBONHW ABLOKCHHA,
nepudepHr HEBPUTU U TIapeCTe3HH, NENPECHS ¢ aXKUTallist, THHUTYC.

s CTOMaIIHO-UpEeBHHM — TIaJieHe, NOBPBINAHE, CTOMALUEH IHCTPEC M KOpEMHA
GoNKa, JUMapHs, 3ameK, aHOPEKCHS, CyXoTa B ycTaTa M (DapHHKCa, TJIOCHT U
CTOMATHT;

e QuHH — TOUKOBHY IIPOMEHH B JICIUTE, KOHIOHKTHBUT;

s MyCKyIO-CKENeTHH — GONKY B CTABHTE H KOCTHTE, KPaMITH 110 KpaKaTa;

o MerabonuTHe - Tpecka, IPOMEHH B aHTHIHYPETHYHHI XOpPMOH, PARKO
HaMalIsBage Ha CEPYMHIS HaTpHi i 0OBPKaHOCT;

o Jlpyru — NyOyco-OJOOeH CHHIPOM, PANKO eleBalsd Ha XONECTEpONOBHTE
HUBA.

49, IIPETO3HPAHE

Hajt-auckata nerarga Kos3a Ipu xopa e 60 g, a Half-BHCOKaTa NPY NPEXXUBSIT ITALTHEHT -
30 g. CammroMuTe HacThBar ciex 1-3 yaca. Iipu ocrpo oTpapane ¢ Carbamazepine ce
HaONOlaBa TOBpBINAHE, HApYIIEHO Ch3HAHHe, TPEMOp, KOHBYICHY, EBH30Yyaa,
DOTHCKAHE Ha AHINaHeTO, NPOMEHHM B KPBBHOTO HallraHe, IPOBOXHH CBPACIHH
Hapylrenus, omurypus. [Ipunara ce CUMITOMATHYHO JISUSHHE.

5. GAPMAKOJOTHYHM JAHHH

51. ®APMAKOAWHAMHYHHN CBOHICTBA

ATC xopx NO3A FO1

Carbamazepine mprTekaBa aHTHKOHBYJICHUBEH edekrT. Toi 'BEPOATHO ce NBDKH Ha
HaMaJIsgBaHe Ha ITOMHCHHATITHYHI 0TTOBOD ¥ IMOTHCKA IOCT-TCTAHNYHNUTE TIOTCHITHATIHL.
Carbamazepine He crafia KbM APYIUTE IPYIH AHTHKOHBYNICAHTH MM KbM NPOIYKTHTE,
M3MOM3BAHH 334 KOHTpOX Ha OonKara IIpHM HEBpANIWs Ha TpUreMHEATHHY H Ha
rIocodapuHETeaTHis HepB. MeXaHu3MBT Ha JelfCTBHETO My ocTaBa HeusscHeH. Toii
OKasBa ©  JOUBJIHHUTEIHO  ILEHTPaNHO  aHTMXONMHEPTHYHO, CEeHATHBHO M
aHTHEIPECHBHO AeficTBHE, KAKTO W IIEHTpanes anTumympetmdeH edekr. Jlopmuisa
NPUAPY/KABAIATE STIHJIENICIATA ICUXMYIHY CHMIITOMY.

AGCTHHeHIMATA TIPH AJKOXONH3BM C€ OBjlafigBa BeAHara CIel HOPHIAraHeTo Ha
HIPONYKTA.

5.2. ®APMAKOKWHETIHYHY CBONICTBA

Cnen mnpmeMmase Ha enuHAW9Ha gos3a, Carbamazepine IOKasBa IBIBET INIA3MEH
MONYKHUBOT (25-65 yaca), a ciiejl IOBTOPHO NpHlarase eMMMEHIPAHETO My € [0-05p30
(17-25 daca) mopaiM aBTOMHAYKIMS Ha MeraboimsMa. Oxono 76% ce CBBp3Ba C
IIAsMEHNTe IpoTerHn. [IpOAYKTET c& MeTaboNu3Hpa B YepHUA Apod ¥ ce eKCKpeTHpa
npes 6s0penure.

IIpn reuenue o BpeMe Ha OPEMEHHOCT HIPONYKTET Ce HanyﬂBa ,B ‘I"epHHSI Ipob H
OpbpernTe Ha TDIOAA. ;; e

Mol w
5.3. NPEIKJIHMHWYHU JAHHU 3A BE3OIIACHOGT;, f! g



Carbamazepine, HpHAOKEH y IUIGXOBE 3a JBe IOAMHH B Ao3M oT 25, 75 m 250
mg/kg/MHeBHO, BOJM JO  MO303aBHCHMO  IIOBMINABAHE Ha  YECTOTATa HA
XeNaTolenyJapHd  TYMOpPH y  JKEHCKWTE OJKMBOTHU H  N0GpOKa4YecTBEHH
HHTEPCTHALMATHOKIETHUHN aJeHOMH B TECTUCUTE Ha MBIKKHUTE XUBOTHH.
Carbamazepine, iprwioxkeH Iipu OaxTepyun 1 6o3aiHIIK He TIOKa3Ba MyTarcHHOCT.

6. OAPMANEBTHYHI TAHHHA

6.1. CIIMCBK HA IIOMOIIHUTE BEINECTBA
Cellulose microcrystalline

Povidone

Silica colloidal anhydrous

Glycerol

Crospovidone

Talc

Magnesium stearate

6.2. OHNMIHUKO - XUMNMYHM HECBBMECTHMOCTH
He ca u3BecTHu.

6.3. CPOKHATOIJHOCT
3 (Tpu) roauHu

6.4. CIEIOUAJHHA YCIO0BUA HA CbXPAHEHHE
Ilpu TemnepaTypa JOK, 25°C.

6.5. JAHHMW 3A OIIAKOBKATA
10 (mecer) 6Gpos Tabnerku B 6muctep o PVC/A]
5 O6pos ONUCTepH B KapTOHEHA Ky THSI

6.6. TIPEIIOPBKHU ITPH YIIOTPEBA
ITo mexapcko mpeanucanue!

7. HME B AJPEC HA HIPUTEXATEJSI HA PASPEIEHUETO 3A
YIIOTPEBA

“Axrasuc” EAJ]

I'p. Codns,

Oy Kasresas Mapus JIynsa”Ne2

7. PETHCTPAIIMOHEH HOMEP B PETHACTBPA ITIO WI. 28 oT 3JIAXM
Per. Ne 20000456/03.08.2000 roz.

8. JATA HA TIBPBO PA3PEIIABAHE 3A )MO:’Z[‘?]E“BA HA
JJEKAPCTBEHHWA ITPOAYKT G e N
IIporoxon Ne428/11.12.1978 rog.
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10. TATA HA YACTHYHA AKTYATHU3AIIMA HA TEKCTA
Ampun, 2005




