KPATKA XAPAKTEPUCTHUKA HA TIROAYKTA | S
- [MSNLAHWTERHA Al eridin RO JIEKAPCTBATA

Kpdrmag Xapaximepucinuka Ha npodyxma - fpunoxenue 1

1. UME HA JIEKAPCTBEHMUS ITPOJYKT

HEYPOTOII 200 mg Tabnetkn
NEUROTOP 200 mg tablets

2. KAHECTBEH 1 KOJIMYMECTBEH ChCTAB

| Tabnetka cpabpxa 200 mg kapbamaszenul (carbamazepine)
3a MbJIHKA CIIUCBK HA [MOMOMIHUTE BELIECTBA BIDK T.0.1

3. JEKAPCTBEHA ®OPMA

Tabnerku 3a opanHoO IPHIICKEHHE.

4. KIMHHUYHK JAHHH

4.1, TepaneBTHYHH NMOKA3AHUA

Enunencus: CIoXKHN WIH IPOCTH NapliHaTHA NPACTHIH. [ ¢HEepanu3upaHH TOHHYHO-
KIIOHUYHH NIPUNETBIIH; CMECEHH (POPMU Ha NMPUIIAIbIIH.

OCTpa MAaHHA H IMOAABPAKALO JICHCHHUC [IPH 6HHDHHPHH B.(bBKTHBHH paBCTPOfICTB& -
NPCBCHIHUA UK PCAYKIHA HA PCUHAHUBHTC.

CUHAPOM HA aIKOXOJIHA abCTUHEHITUS.
TpUureMyuHaNHa HEBPAaJIrHUsl.
["nocodapunreanna HEBpaTusl.
bonesHeHa auabeTHa HEBPONMATHS.

[leaTpaneH 6e3BKyCceH AHa0eT.

4.2, Jlo3MpoBKa U HAYHH HA YNIOoTpeda

[Tpenu B3emaHe Ha pelIeHUe 3a 3a0YBaHE HA JIEYCHHUE C IIPOAYKTa MALlHEHTH C IIPOU3X 0/
or Kurtaii u Taunaun tpsbea na O6paar ckpunupanu 3a HLA-B* 1502, te#t xato TO3M
anesl IpeJoIpeacisi pUCK OT TEXbK, cBbp3ad ¢ Carbamazepine CHHAPOM Ha Stivens-
Jonson.

AHMUKOHBYACUBHO AEYEHUE.

IlpennoppuBa ce 0aBHO MOKa4yBaHE HA JAO3MpOBKAaTa Ha KapbamasenuH, Karo
€IHOBPEMEHHO ¢ TOBA € HEOOX0AMMO MNOCTEIIEHHO HaMalsBaHe Ha [Jo3aTa Ha
AHTUKOHBYJICAHTUTE, H3MOJI3BAHU [IPEM HA3HAYABAHETO Ha KapbaMasenuH.

Bo3pacTHu K aeua Haj 10 roiniiHa BE3pAacT:
OO0HYaiiHO JIEYEHHETO ¢€ 3amodBa ¢ jo3a ABa ObTH o 200
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3anousa ce ¢ 10 - 20 mg/kg TenecHa mMaca JHEBHO, Clel KOETO A03aTd QaBHoO ce~

Y

R 3o P
nokausa 1o 20-30 mg/kg renecHa Maca AHEBHO, pa3felieHa Ha HAKONKO [IpueMa. .. = . -5
Heua no 1 roauda: 100 mg gHeBHO,




Hena mexay 1 u S roaunu: 200 - 400 mg nHeBHO.
Hena Mexay 6 u 10 roaunu: 400 - 600 mg nHeBHO.

Manus u npoguraxmuxa na manutino-denpecusnu (6unorapru) pascmpolicmea.
Heobxomumara mo3a e mexay 400 u 1600 mg auesno. Hait-yecto ce mpunarar
400 - 600 mg, pasnenenu Ha 2-3 npuema.
[Ipu neyenne Ha ocTpaTa MaHus J03ata TPAOBA 14 ce YBEIMYABA OTHOCHTETHO
Obp30, JOKATO IIPH NPOQUITAKTHKA HA OHNOJSPHO pa3cTPORCTBO, ¢ e ONTHMAJIHA
[TOHOCHMOCT, HADACTBAHETO HA JO3KPOBKATA TpsiOBa 1a Ce H3BBLPIIBA OaBHO.

Ipuzemunaing u 210Co0PAPUH2EANHA HEBDANSUSL.

3amoysa ce ¢ ABa mpTH No 200 mg AHEBHO, CJleA KOETO 403aTa MOCTENEHHO Ce
yBEIHYaBa N0 ITIOCTUTAHE Ha I'BJIHO NMOBIHABaHE Ha OoJsKaTa (CpeaHO MpPH MpHIiarafe Ha
3-4 mei mo 200 mg nueBHo). Crnexn TtoBa TpaAbBa [a c€ YCTaHOBM MMHHMAJIHATA

c(EKTUBHA 1032 YPE3 IIOCTENIEHHO HaMallaBaHe Ha ao3ara. CpejiHaTta JHEBHA /1034 ¢ TPH
neTy 110 200 mg.

Huabemna nesponamus, yenmpanen bezexycen ouabem.
Cpennara nogabpixaiia go3a € Tpu msTd 1o 200 meg.

Ucmbp arkoxonen abcmuHeRmen CUROPOM:

Tpu nvTH no 400 mg aneBHo 3a 4 - 5 gHH, cnen xoeto Tpu MBTH o 200 me 3a
OLUE HAKOJKO JHHU.

JO3UPOBKA NpH NALMEHTH ¢ TexkKKa 6LOpeUHa HENOCTATHYHOCT:
[Ipn nanueHTH ¢bC CKOpoOCT Ha rioMmepyaHarta ¢uiarpanus nox 10 ml/min u npu

NAaUMeHTd Ha JHanu3a, ce€ IpenophyBa H3noi3BaHe Ha 75% OT craHgapTHaTa
TEepaneBTUYHA J103A.

Bob3pacTHH ¥ MHOIO ¢/1abU MALUCHTH:
[ IperiopbyBa ce 3ar104YBaHe Ha JICYEHUETO ¢ HAYAJIHA 034 2 NBTH 1o 100 mg

HavynH Ha npuioxkeHHe:

TabneTkure ce npueMar ¢ ZOCTaTBYHO TEYHOCT, O BPEME WJIM CJIEJ] XpaHEHE.
Tabunerxkure Heypoton 200 mg Morat aa ce pa3TBapiaT BBB BOJA.

4.3. IlporuBonoxkazanus

CBpPBXUYBCTBHTENHOCT KbM KapOaMa3enHH MM CPOJHH BEIIECTBA (TPUIMKIMYHH
AHTUACNIPECAHTH ), KbM HAKOE OT MOMOLIHUTE BEIIECTBA, aTPHO-BEHTpUKYyIapeH (A-V)
OJIOK, TEXKKa YepHOApOOHa HEJOCTATBYHOCT, TOTHCHAT KOCTEH MO3BK.

[Ipeana3auBoCT U NOCTOSIHHO HAGIIONICHHUE C¢ H3HCKBA MPH TAllMEHTH, ¢TpaJaliH

OT CHpAEYHO-CHAOBH 3a00JIABaHHUA, HApYLICHHA HAa YepHOApoOHaTa H/uny 6BOpeyHara
QYHKIUS, KaKTO K MIPH rIIayKoMa. e



4.4. CnienMa/IHy npeaynpexIeHNs U NPeANa3Hd MepKU NpH ynoTpeda

Carbamazepine He ¢ edeKTHBEH PN a6CAHCH M MHOK/JIOHNAYHH PUCTHIIH H MOKE 12
I'd BJIOUIH.

HLA-B* 1502 y nuna ¢ npomsxox ot Kuraif u Taiinana e mokasana Bpb3Ka ¢ PHCK OT
Pa3BUTHE Ha TEXKH KOXHH peakiUH, U3BECTHM KaTO CHHIApPOM Ha Stivens-Jonson mo
BpeMe Ha jieueHueTo ¢ Carbamazepine. Koraro € Bb3MOXKHO, T€3M MAlMEHTH TPAO6Ba Ja ce
ckpunupar 3a aneia HLA-B* 1502 npenu navyanHoTo JieyeHHE ¢ MpOAYKTa. AKO Te ca
nosuTvBHH, Carbamazepine He 6uBa Aa ce Ipuiara, OCBEH B CJIIVYaUTe, KOraTo JIUTCEA
Apyra TepaneBTHYHA BB3IMOXKHOCT. W3ciaeasaHM maLHeHTH, KOHUTO <Ca I0Kazaid
OoTpuuaTteaHHd TecToB¢ 3a HLA-B* 1502, umar HHCBK puck 3a cusapoM Ha Stivens-
Jonson, BBIPEKH, Y€ peakLMsITa MOXKE Ja CE NOSBH, MaKap U MHOIO psiako. He e n3BecTHO
Aany¥ BCHYKH JIMIA C IOOKHOA3MATCKU IIPOM3X0A Ca B PHUCK, MOPAJH JIMIICAa Ha AAHHM.

AnensT HLA-B* 1502 He e mokasan BpB3ka CbC cHHApoMa Ha Stivens-Jonson npu
KaBKa3KaTa IIONYJIalus.

[Ipenqu 3anouBaHe Ha JNeuyeHHE, € HEOOXOAUMO M3CIEIBAHE HAa KPBBHHTE
[I0KA3aTEeId U Ha YEPHOAPOOHHUTE (DYHKIIUH.

B xona Ha jJeyeHueTo TPHGBB. Ha CC IIPOBCPABAT CJICOAHUTC ITOKA3aTCIN:

- KPbBH4d KapTHHa&: CAHUH IIbT CCAMHYHO B TEYCHHUE HA IIBPBHA MECEL, ClIEd KOCTO
CAHH IIBT MCCCYHO,

- 4epHOApOOHA (PYHKUHA: [IPH HOPMAITHH CTOMHOCTH Ha YEPHOAPOOHHUTE €H3HUMH -

€IVH BT Ha 3-4 Mecella U Ha I10-MaJIKd UHTEPBANH NMPH OTOENsI3BaHe Ha MaTOJOTHYHH
CTOHHOCTH,

JleyuenueTo ¢ kKapbamazenuH TpabGpa jga OBJE NMPEyCTAaHOBEHO B CIydyaHTe Ha
HapylleHa XeMOoIoe3a, NPOrpeCUBHA WJIM CHMIITOMATHUYHA JI€BKOIIEHUSA, IIPH KOXHU
AJICPTHYHHU pEaKIIMY WIIH 3HAYUTENHO HApYIIEHA YepHOIpOoOHa (QYHKIIMA.

[To-yecTo MOHMTOpUpaHE W BHHMAHUE NPH OMNpeAeiasHEe Ha IO03UPOBKATA C€
NpenopLYBa MPH IMALMEHTU CBhC CHPACYHO-CBHIOBU 3a00siiBaHMA, HapylicHa O0nOpeyna
WJIM YEPHOAPOOHA PYHKIHS, KAKTO H [IPH NALIMEHTH C IJlayKoMa.

[Io Bpeme Ha sieueHUETO TPSIOBA Aa ce H30sArBa ynoTpedara Ha aTKoXol.

BHE3amHOTO NpPEKpaTsABaHe Ha JICYEHHETO ¢ KapbamaseluH WJIH MNPEeMHHABAHETO
KBM OpYTr aHTHKOHBYJICAHT TpsOBa /14 C€ M3BBLPIUBA CaMO KOTATO NAIUEHTHT IOJY4YaBa
OapOuTypaTu UK AUa3enaM KaTo MPOTEKTUBHO JISUSHUE.,
EQeKTUBHOCTTa Ha XOPMOHAJIHHUTE KOHTpALlENTHBH MOXe Aa ObJe IOHHXKEHA OT
xapbamasernuH. [Ipenoprusa ce npunaraneTo Ha APYTH METOAH 3a KOHTpaLCHLIHA.

[lanueHTH C pPEAKHX HaCJIICACTBCHH HpOGHeMH Hd TaJIdKTO3Hd HCIIOHOCHMOCT, Lﬁpp

JIAKTa3¢H ACOUUMAT WIH ITIOKO30 - TAlakTo3Ha MallabcopOiks He TpabBa Aa npueMar Tosa
JIEKAPCTBO.
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Ilpy nanueHTH, JICKYBAHHM ¢ AHTHEHHUJICNTHIM [0 Pa3/IMYHH HOKm%ﬁg

ChOOIABAHN CYHLIMIHA HAcauMsa ¥ MNoBeAcHUE. Mera aHalin3 Ha paH,HOIWH?)HpaHH
W1ale00-KOHTPOJIMPAaHH U3NUTBAHUA HA AHTHENWIENTUNHA CBIIO I10KAa3Ba hﬂ‘bl{ HO.
NOBHIIECH PUCK OT CYMUIHOHa HAcalMsa U NoBeleHHE. MeXaHU3MBT Ha TO3H [ﬂn‘cfé HE e« i 1
gCeH M HAJIMYHMTE JAHHM HE M3KIIOYBAT BB3MOMKHOCTTA 34 IIOBHUIICH pHCK ﬂpH 3
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3aToBa manMeHTUTE TPAGBA Ma GbaaT NpocneNIBaHM 3a NPU3HALM HA CYHLHHA
naeanua W IIOBEACHHE M TpAOBa Ja ce INpeanpueMe CLOTBETHOTO JcyeHme. Ha
MaUMEHTUTE (M XOpara, KOMTO C€ IPUXKAT 3a TsX) TpabBa 4a ce oOLpHE BHHMaHUE Ja

[MOTBPCAT JICKAPCKU CBBET, B CIIydaH, 4e ¢€ MOABAT MPH3HAIM Ha CYMIIMIHA HAEalHs !
[MOBEACHHE.

4.5. Bzaumoneiicreue ¢ APYIrH JIeKAPCTBEHH MNPOAYKTH H JPYru cbopmn HA
B3aUMOIEHCTBHE

Iopanu uHaykuus Ha 4epHONPOGHHTE eH3MMM MOXE Ja ce HaMmanH edexra Ha
ApYrd MEIOUKAMCHTH: OPAJHH aHTHKOArynaHTd (KyYMapHHOBH JEpPUBATH), XUHUIMH,
XOPMOHAJIHA KOHTPAENITHBY MMM AHTHOMOTUIY (HANp. JOKCHLIHKIUH ).

Merabommu3MbT Ha xapbaMasenuH Moxke Ja ObJe MOATHCHAT NPU €JHOBPEMEHHO
[IDUIOKCHUC HA CPUTPOMHILMH, OJICAHAOMUIIMH, H30HHA3MA, HAKOM KaJlHCBU

aHTArOHUCTH (HAmp. BepanaMui, JUITHA3EM), OEKCTPOIPONOKCH(EH M BHIOKCA3HH,
KOETO BOAM A0 HapacTBaHE Ha MiasMeHaTa KOHICHTpallkud Ha KapOaMasellHHy.

IloBuiieHH rIasMeHM HMBa Ha MENUKAMEHTAa MOrar ja C€ YCTAHOBAT M IIpH
CIHOBPEMEHHO IMPHUJIOKEHHUE HaA JPYrH AaHTUKOHBYJICAHTH ((QEHHUTOHH, IPHMHIOH,
BaJIIIpOCBA KUCEIIHHA) UM HUMETHIHH.

KoMOHHHPAHOTO JIEYEHHE C IMTHH MOXKE Ja IPUYMHHE OOPAaTHMH HEBPOTOKCHYHH
peakiuu.Jleyenne c¢ kap0aMazelmMH MOXE Ja 3aloYHe IOoHe 2 CeAMHUH Clek
MPHKIOYBaHE NMpHiaraneTo Ha MAO-uEXuOHTOPH.

BiausHue BbpXy 1a0OpaTOPHUTE NapaMETPH: MOIaT 1a C€ IPOMEHAT MapaMETPHUTE
Ha QYHKUMATA Ha IMUTOBUIHATA XKJIe3a.

4.6. bpeMeHHOCT M KbpPMEHE

IIo BpeMe Ha OpeMeHHOCT, 0COOEHO TIpe3 MBPBUTE TPH MeCeld, Ha3HAYaBaHETO HA
BCAKAKBH JIEKapCcTBa € MOTEHUHanHO onacHo. OTMeHIHETO Ha HeoOXOIMMOTO
aHTHKOHBYJICHBHO JIeUeHHE 00aye, HOCH MO-3HAYUTEICH PUCK 34 3IpaBeTO Ha MAaMKaTa U
JETETO. AKTUBHOTO BELUECTBO C€ OTACIA BbB (heTaTHaTa KPEB ¥ MIISIKOTO.

[Ipr u3cnenBanus BLPXY >KMBOTHHM KapOaMa3elldH IMOKa3Ba CPABHUTEIHO HUCHK
TepaToreHeH nmoTeHuuan. [lpu npueMane ot rpuszauy Ha gHEeBHA A03a oT 10 1o 25 meTH
IO-BHCOKA OT TEpaleBTHYHATA 1034 MPH Xopa (Npeu3duc/icHa 3a KWIOrpaMm TellecHO
Terno), ce HadI0JaBa HaMaNsBAHE Ha TEIECHOTO Teryi0 Ha HOBOPOICHOTO, HAMAJIABAHE
TErJIOTO HA OPTaHUTE, HEITbJIHA OCU(HUKAIIUA H CIIOpaJHYHO BBLIIYA YCTa.

3a mo-rojisfMa 0e30MacHOCT U NO-JIECHO ONpEJIEAsHE Ha Hai-HHUCKATa e(CKTHBHA
71033, ¢C NpPEIophYBa 4€CTO MOHHTOPHUPAHE HaA IIJ1a3MeHaTa KOHLEHTpalHs (JIeKapcTBeH
MOHMTOPHUHT) - TEpaNneBTUYHH I'paHutim 3-12 mg/l = 13-50 gmol/1.

3a ma c¢e uszberHe aOCTUHEHUMS KbM KapbaMasenuH Yy HOBOPOIEHOTO, €
HeOOXOAMMO IIOCTENIEHHO IpeKparsBaHe Ha KbpMeHeTo. [lopaau cemaTHBHUA CH eheKT
Bbpxy [HHC, eKCKkpeTHpanuaT ¢ MaluynHOTO MIIIKO KapOamaseruH MOoKe Ia JOBele J0
BJIOLIIABAHE HA CYKATETHUA pe(IeKe Y HOBOPOIEHOTO.

4.7. EdexkTH BHpXY Cr10COOHOCTTA 32 I0dHpaHe u padoTa ¢ MAIHUHH r,/:?,;q;' ,,_:;;j-m

PeaktuBHOCTTA MOXE Oa OBIE MOOBIAUIHA OT Kapﬁamasenﬂﬂs fHBHC%(Ba ce:
BHUMAaHHME Npy modupane u padoTa ¢ MaLIUHHU ). | U e

4.8. Hexenanu JiekapcTBEHH peaknuu

F




Cwvpoeunu Hapyutenus

- Peaxn (=1/10 000 no <1/1000): mapyweHne Ha npoBOANMOCTTA (IIBJIEH ATPHO-
BEHTPHKYJIapeH O/10K), Opaaukapaus, XUNEPTOHUS, XHIIOTOHHS, ApHTMHSL.

Hapywenusa na xpvema u aumgrama cucmema

- Peaxn (21/10 000 mo <1/1000): neBkomenus, TpOMOOLHTOINCHHS, arpaHyJIOLHTO34,
aracTUYHa aHeMUs, nepupepHa CO3HHODUNHA.

- Muoro penxu (<1/10 000): neBxouuro3a, TpOMOOLUUTONEHHS, OCTPA MHTEPMUTEHTHA
nopdupus, yBeIueHUe Ha TUM(PHHUTE BH3JIM.

Hapyuienus na Hepguama cucmema

- Peaxu (21/10 000 mo <1/1000): rmaBoOonue, BHeHe Ha CBAT, CHHIMBOCT, YMODA,
aTakCHs, Mape3d Ha JONMHHUTE KpalHHLIM, [apecTe3WH, TOBOPHH cMywiedus. Ilpwu
BB3PACcTHU NalueHT; 00LPKaHoCT, Bb30yaa, TpeMop, ACTEPHKCHC.

- Muoro penku (<1/10 000): acenTH4YEeH MEHHUHTHT.

Hapyuwienusn na ovume

- Peaxu (=1/10 000 xno <1/1000): HapymieHHs B 3puTENHATa aKOMOJalWsA, HHCTAlbM,
JONJIOTIHSI.

- MHoro peaxu (<1/10 000): 3puTenHN XanrOUUHAIIMH TIPY BBE3PACTHH,

Pecnupamopuu, 2poOHU U MEOUACMEHANHY HADYULeHUS

- Peaxu (=1/10 000 go <1/1000): 6enonpobHa CBPYX4YBCTBUTEIHOCT.

- Muoro pexnku (<1/10 000): maTEpCTHIIMANHA ITHEBMOHHA.

Cmomawno — 4pesHu HAPYULeHUS

- Yectu (= 1/100 oo < 1/10): B HawanoTo Ha JICUSCHHUETO — AHOPEKCHA, CyX0Ta B yCTara,
ragcHe, Auapys, Uik KOHCTUIIAIMSL.

Hapywenusa na 6vbpeyume u NUKOYHUME NbMULYA

- Peaxu (=1/10 000 mo <1/1000): xemarypus, NpoTEHHYPHSL.

- MHoro peaku (<1/10 000): 6s0peyHa HEAOCTATHYHOCT,

Hapywenusa na xodxcama u nOOKOICHAmMAa MbKaH

- Peaxu (>1/10 000 mo <1/1000): koxHU aJIEprUdHM peakluy, Nypnypa, eKCPoJIuaTHBEH
ACPMATHT, MYITUQOPMEHA EKCYAATUBHA €pUTEMa (BKJIIOYUTEIHO CHHAPOM Ha Stevens-
Jones), curapoMm Ha Lyell, anonenus.

Hapyuwenus na Myckyano-ckeaemuama CUCmeMa U CoeOUHUMETHAMA MbKAH

- Muoro peaku (<1/10 000): nynycononoben cuHApOM.

Hapywenus na enOOKpuRRamMa cucmema

- Penxu (=1/10 000 no <1/1000); xunoHarpyueMus MOHAKOra IPOTHYAlIA ¢ HOBPBIIAHE,
rimaBodosme u 00bpKanocT, cnagade Ha T3 u T4, xunokanuuemus, crajgade Ha 25-
XUAPOKCHUXONEKATLIHUGEPOJI.

Xenamo-ounuapHu HapyueHus

- Muoro peaku (<1/10 000): xonecrasa ujin NapeEXUMAaTO3HA XBITCHULA.

4.9. [Ipegosupane

fIpu ocrpo orpaBsiHe ¢ KapOamaszendH ¢€ HaOmoAasa: MOBPBILNAHE, HAPYHICHO
Cb3HAHHE, TPEMOp, Bb30yaa, KOHBYJICHH, KOMTO MOrar Ja LOBEHAT JO KOMa, MOTHCKAHE
Ha JHIIAHETO, NPOMEHH B KPBBHOTO HAIACAHE, CMYIHEHUA B ChpACUHATA IPOBOJAUMOCT,
oJurypus. Tepanusta TpsOBa fa Obae CUMIITOMATHYHA.
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KapbamasennH nputekaBa NpeANMHO aHTHKOHBYJICHBEH edekT. B nombnHeHwue,
TOHW TNMOKa3Ba LEHTPATHO AHTHUXOJIMHECPIUYHO, CENATHBHO K AHTUJEIIPECHBHO JEHCTBHE,
KaKTO H LEHTPAJICH aHTUAHYPETHYEH €(EKT.

OcBeH OTAHYHUAT AHTUKOHBYJICHBEH c¢(eKT BBPXY pasluyHu (OpMH Ha
eMUJICTICHs, KapOama3enuH MNPUTEkaBa H IOJNOKHUTENCH eeKT NpH IOBIMABAHE Ha
IPUAPYKABAIIUTE NCUXUYHU CUMIITOMH (000 ApaBalll edeKT).

Kapbamazenun e cpeacTBo Ha mbpBA H300p 3a JieueHWEe HA HEBpAIrds Ha
TPOUYHHMA H TIOCOQApPUHICAIHUA HEPB. ANKOXOJHHUAT abCTHHEHTEH CHHIPOM C€
OBJaJsgBa BEJHAra cjie] Npuiiarane Ha KapbaMazenuH.

5.2, PapMakOKHHETHYHY CBOMCTBA

Cnen mpuiaraHe Ha €IMHWUYHA J03a, KapOaMazemuH TPHTEKABA CPABHUTENHO
JbJIBI MAA3MEH TIONYXKHUBOT (25-65 vaca); cjiel MOBTOPHO NpHIIAraie, SJIMMHHHPAHETO €
3HAYUTENHO Mo-0pp30 (12-17 waca) mopagd aBTOMHAYUHpPAHETO Ha Merabo/M3Ma My.
Kapbamazenun ce Metabonusupa OT uepHMS Jpo0 M €€ €KCKPETHpa [JIABHO uYpes3
ObOpeunTe.

5.3. HpeaxauHuuHu JaHHH 32 6€30N1aCHOCT

Kakto ¥ [pyrd BeEIIECTBA, HHAYLMpALIH YEePHOAPOOHHTE €H3HMH, Taka u
kapbamasennH, NpWwiIaral BBB BUCOKHM 403U (250 mg/Kg TenecHo Terio AOHEBHO) B
[TPOOBIDKEHUE Ha ABE NOAWHH, BOAM OO I0-YECTO PA3BHTHE HA XCIMATOMH U OCHHIHEHH
TECTHKYJIApHUA aJecHOMH. HsMa CBeIecHHUA 3a TakuBa W3MEHEHUd Y Xopa. lectoBere 3a
MYTareHHOCT Ha KapO0amasenuH M HAKOM OT HETrOoBUTE MeTaboJUTH ca NoKasajM
OTPULIATENICH pe3yJITar.

6. DPAPMAIIEBTUYHU JAHHU

6.1. CnucBK HA NOMOINHUTE BEIKECTRA
JlakTo3a, apeBUYHO HUIIECTE, HATPUEB HUIUCCTEH TIMKOJAT, XXEJIATHH, TAJIK, MATHE3UER
creapar

6.2. HecoBMecTUMOCTH
Henpunoxumo

6.3. Cpok Ha rogHoCT
5 rONNHH

6.4. CrienuaJTHH YCJI0BHA 33 CbXPAHEHHE

Jla ce chxpaHsiBa npHd TeMmiiepartypa noa 25°C.
Jla ce mazy OT CBET/INHA.

Jla ce chXpaHsBa HA MSICTO, HEJOCTBITHO 32 Jela.

6.5. lannu 3a omaKkoBKAaTa Py B,

bnucrepu (PVC-Al) B onakoBka o 50 TabierkH. / -



6.6. Cneunajnu NpeanasHu MePKH IPH H3XBbPJISHE H paboTa
Hsama cnenuanuy M3McKBanus

T.IIPUTEXATEJI HA PA3PEHIEHUETO 3A YIIOTPEBA

(Gerot Pharmazeutika
Arnethgacce 3

A-1160 Wien
ABCTpHSA

8. HOMEP HA PASPEHIEHHUETO 3A YIIOTPEBA
20030386

9. IATA HA ITBPBO PA3PEINABAHE/TIOAHOBSIBAHE
30.05.2003; 21.10.2008

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA  Suyapu 2009
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