KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA

1. WME HA JEKAPCTBEHHS TPOJYKT
LIl 7R OLY

JIncrem 380 mg/300 mg Tabnetku ]
Distem 380 mg/300 mg tablets E 3SR & b -07- 2025

2. KAYECTBEH A KOJIMYHECTBEH CbCTAB

Bcaka Tabnetrka cbabpka 380 mg Mertokapbamon (methocarbamol) v 300 mg napaueramon
(paracetamol).

3a NMbJAHUS CIMTUCBK HA MOMOLLHUTE BELIECTBA BUXKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA
TabneTkm.

Kpbrnum, 1BOHHOU3MbKHAIHK, 6€n1u TabneTku ¢ AuaMeTbp 14 mm W BUCOUMHA 7 mm, C AeIMTEIHA YepTa
OT €J1HaTa CTpaHa.

IlEJ'IHTeJ'IHaTa yepra € CaMO 3a YJIC€CHABAHE Ha CUHYTNBAHETO C LCJI MMO-ICCHO I'bJITAHC, @ HC 34 pa3/IC/IAHC
Ha PpaBHH JO3H.

4. KJIAHUYHU JAHHU

4.1 TepaneBTHYHH NOKA3AHHA

KpaTKkoCpO4YHO, CHMIITOMAaTHYHO JieYeHHe Ha OOJIe3HEHW MYCKYJIHM CrMa3MH, CBBpP3aHH C OCTpH
3a00JI9BaHMA HA MYCKYJIHO-CKEJIETHATa CUCTEMA.

4.2 Jlo3HpoOBKAa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

JleueHueto ¢ merokapbamon TpsOBa Aa Obae Bb3MOXKHO Hail-kpaTko. BeaHara mom Oosikara u34esHe,
npueMbT TPAOBa J1a ce NMpeKpaTH.

Bw3pacmuu:

[To 2 Tabnetku Ha BcekH 4-6 yaca (YE€TUpPU A0 LWIECT MbTH AHEBHO), B 3aBUCUMOCT OT TEXKECTTa Ha
cumnTomMuTe. MakcumanHara no3a ot 12 tabnetku 3a 24 yaca He TpaOBa 1a ce npesByLLAaBa.

[Ipoab/KUTEIHOCTTA HA NpUEMa 3aBUCH OT CUMNTOMHUTE, NMPEAU3BUKAHU OT MOBULIEHHUS MYCKYJEH
TOHYC, HO He TpsAOBa na HaaBHLuaBa 30 JHH.

Cneyuannu nonyiayuu.

[layuenmu ¢ 6v0peuno yspescoane:

|

[Ipn nauneHTH ¢ OBLOpEeUHO yBpeXkKaaHe ao3aTa TpadBa na Objae HamasleHa B 3&BHCHMOCT OT CI{GpOGTTa
Ha rijiomepyJjHaTta pUATpaLMsa, CbIIacHO clieiHaTa Tabnuua: A



I'IOMEPYJIHA OUITPAIIHAA HO3A

10-50 ml/min [lo | Tabnetrka Ha BcekH 6 yaca
< 10 ml/min [lo 1 TabneTka Ha BcekH 8 vaca

TTayuenmu ¢ ueproOpobHo yepesicoane.

B cayuaii Ha uepHoApoOHO yBpekImaHe Ano3aTa OT 2 g napaueramon/24 daca He Tpsabea na ce
HaABHILIAaBa (MAKCHMYM 6 TabneTKH/aeH, pazaeneHy Ha 3-6 no3H) (BK. Touka 4.4).
Toi# KaTO eNHMHHALHOHHHWAT NOJYXKHBOT Ha METOoKapOaMon MoXKe 1a € NO-ABJILI NPH TE3H NALUEHTH,
MOJKE [1a C€ HANOXKH J1a C€ CNAa3BaT No-AWIrH HHTEPBAH MEXAY OTAETHUTE A03H.

HGHHEHH?H & cmapyecka su3pacm.

['Ipu NaLHUECHTHU B CTApPHCCKA BB3PACT CC HabmonaBa YBCIIHYaBaHE HA €JIMMHHAULHOHHHAA OO YAKHBOT Ha
napaucTaMos, KaTro HNOJOBHHATA OT A034Td Ha Me'roxapﬁamon € AOCTATBHYHA 3a NOCTUIrAHC HAa
TEPANEBTHYEH OTroBOp. l'lopa,nu TOBa c€ NpenopuiBa HaMalaBaHE Ha A034Ta 10 | Tabnerka Ha BCceKH 4

yaca UnM 2 Tabnerku Ha BcekH 8 yaca.

HaunH Ha NPHJIAOKCHHC.

NepopanHo npunoxeHue. TabneTkure Tpabea Aa ce MornbIUAT ¢ MaIKO BOAA.
4.3 IIpornBonokalanus

- CBpBXUYYBCTBMTEIHOCT KbM aKTHBHHTE BellecTsa (MeTokapbaMoJl, mapaueTamMon) WiH KbM HAKOE OT
NMOMOUIHHMTE BetllecTBa, H30poeHH B ToukKa 6.1.

- CBCTOSHHA Ha KOMa WIH NPeaKoMa.

- U3BecTHO yBpeKiaHe Ha MO3bKa.

- AHaMHe3a 3a 'bPYOBE WK elTHWIENCHA.

- MuacreHus rpaBuc.

4.4 Chnennajinn npelynpexaenns H NpeiNa3sHA MepKH NpH ynorpeda

EnnospemennaTa ynorpeba Ha mosede OT €AMH NEKAPCTBEH NPOAYKT, ChAbPKALL NapaLeTaMoi, MOXe
Ja AoBeae A0 UHTOKCHKauHs (BX. Touka 4.9). [NaunenTuTe Tpsbra na 6naaT npeaynpeacHH 3a puUcka
OT WHTOKCHKALIMA, Ib/DKAIa ce Ha €IHOBPEMEHHHSA NMPHEM Ha NOBEYE OT €AWH JIEKApPCTBEH MPOLYKT,
ChAbLPAKALL NapaueTamo. TOKCUYHOCT, ABbJXKALlA C€ HA NapaueTamo, MOXe /1a Bb3HHKHE B pe3yarar
Ha NpHeM Ha eHOKPaTHA CBPBLXA03a WIH B pPEe3yNTAT HA HATPYIBAHE CneaA MHOrOKpaTeH MpUeM Ha
BHCOKH 034 Napaueramon (Bx. Touka 4.9).

To3u nexapcTBeH NPOAYKT TpAOBa Ja ce Tmpuiara ¢ MOBHIIEHO BHUMAHHWE, KaTto ce H3barsa
MPOABKUTENHO JIEYEHHE NMPH MaLUeHTH ¢ AePHLUMT Ha M0K030-6-PocdaT AEXHAPOreHasa, aHeMH,
cupaeyHo HHM GenogpobHo 3aboassaHe.

Ynorpebata npH nauHeHTH, KOMTO PEAOBHO KOHCYMHPAT aIKOXONn (TPH HIH NOBEYE ATKOXONHH
HATIUTKK HAa JIeH), MOXKE Ja MPHYMHMU YBpeXAaHe Ha uepHHA NpoD. XpOHHYHHMTE AIKOXOJIMUK HE
TpaOBa Jia MpyeMat NoBeye OT 2 g napaieramMon Ha AeH (MakcuMyM 5 Tabnetku aHesHo). Ilo Bpeme Ha
NeYyeHHeTo C napaueTamon He TpAOBa 1a ce npHema alkoxolt.

AUETHICATMLHNIOBA KHCENMHAR, TbH KaTo ce cbobwamsa 3a nek OSponxocnasb
napauetamon (KpbctocaHa peakuus) (Bx. Touka 4.8); BbNpeku ue ToBa € ChOOLL
YacT OT TE€3M MALMEHTH, TO MOXKE 1a AOBEIE OO0 TEXKH peaKLMH, ocobeHo ciea 1



Toea nekapcTBO ChAbpKA No-manko oT | mmol Hatpuii (23 mg) 3a no3a, T.€. TO MO CbLIECTBO HE
CbAbP/KE HATPHH.

Cneyuannu nonyrayuu:

b16peuno u uepHoapobHO yBpexnaHe:

Distem Tpa6Ba Aa ce W3NON3Ba C NOBULIEHO BHUMaHME NMpPH nauHeHTH ¢ 6u6pedHo nin uepHoapobHO
YBpEXaHe.

[Tpu nauneHTH ¢ yepHoapobHa 1 6BOpeuHa HepocTaThUHOCT MeTOKapbaMonsbT TpabBa na ce W3non3ea
C NOBHILUEHO BHHMAHHE, KAaTo ce u3bArea NMpOALIKHTEITHO JIEUEHHE.

[TaumeHTHTE ¢ OBLOpeuHo yBpexaaHe TpsaOea Aa roBOpAT CbC CBOA JIEKap WM (papMalIeBT, NPEaU Aa
IPHEMAT TOBA JIEKAPCTBO, Thil KATO MOXeE fAa Ce HAIOXH KOpUrupaHe Ha jfo3arta (BxX. Touka 4.2). B
CyYauTe Ha TeXKKOo OBOpeyHO yBpexaaHe e JOMyCcTHMa HHUMACHTHA yrnoTpeba Ha napauetamol, Ho
MPOABLIDKKUTENHOTO MPUAOKEHHE HA BHCOKHM 103 MOXKE Ja YBEAMYH PHCKA OT 4E€pPHOAPOOHW M
HBOpEeUHHM HEXKENAHK PEaKLIMH.

[lpenopbyBa ce MOBUIUEHO BHHMaHHE NpW MpHIaraHe Ha napaueTamosi NMpH NARHEHTH € JEKC I0
ymMepeHo uepHoapoOHO yepexaaHe (BruouuTenHo cuuagpoM Ha Gilbert), Texko uepHoapoOHO
yepexxaaHe (Child-Pugh>9), ocTep xenmaTuT, ryTaTHOHOB [AC(MHUHWT, OE€XUAPATALlHA, XPOHHUYHO
HelOXpaHBaHe, aHaMHe3a 3a 3jaoynoTpeda ¢ ankoxon {BX. Touka 4.2) H CBMBTCTBALLO NIEYEHHE C
HWHAYKTOPH Ha 4epHOAPOOHUTE €H3UMH (BXK. TOUKA 4.5).

BiauMoaeHcTBRHE ¢ IMATHOCTHYHH M3CTCABAHUA:

Iapayemamonrsm MOXe Ja NoNpeyr Ha aHANTHTHYHOTO OMNPEAEAAHE HA MHKOYHA KHCETHHA H MIIOKO3a.

Memoxapbavorem MOXe Aa TPHYHHH LBETOBH HHTEP(EPEHUHH NPH HAKOW aHANHTHYHW TECTOBE
KaTo S-XxuapokcHuHaonouetHa kucenwHa (5-HIAA) c usnonspade Ha HMTPO30aTONOB peareHT M
onpeAensHe Ha BaHWNMMaHAenoBa kucenuHa B ypuHata (BKY) no meroza Gitlow. Ilpn nakou
NaLHeHTH ¢e ¢hoOLLIaBa M 3a NPOMAHA B LiBETa HA NPOOUTE OT YPUHA 10 BPEME Ha CbXPAHEHHE, KOUTO
cTasar KadQaABKW, YEPHH, CHHHU WU 3€JICHH.

4.5 BiaumMopeiicTBHE C IPYIrH JIeKAPCTBEHH NPOAYKTH H APYrA ¢OPMHA HA B3aHMOAeHCTBHE

Merokapbamon:

MeTokapbaMoNbT MOXKE Ja YBENMUH €(PEKTUTE HA JPYTH AETIPECAHTH W CTUMYJIAHTH Ha LIEHTpaJlHaTa
HEpBHA CHCTEMA, BKIIOYHTEIHO ankoxo, 6apOHTypaTH, aHECTETHLM K NOTHCKALLIM aneTUTa CpeACTBa.

MeTokap0aMombT MOXKE ChINO A3 33CHIH e(PEKTHTE HA AaHTHXOJIHHEPTHYHHTE CPEACTBA KaToO aTPONHH
K Ha HAKOHW NCHXOTPOTIHYU IeKapCTaa.

MerokapGamonsT Moxke na HHXHOHpa edexta Ha nupHaocTUurMuHoBHsa Gpomua. [lopaau ToBa Tpabea
a ce W3l0A3Ba ¢ NMOBHUIEHO BHHMAHHE NPH NaLMEeHTH ¢ MHACTEHHUA IPaBHUC, IEKYBAHU C MHXHOHUTOPH

Ha ALUETWIXONMHHCCTCpA3aTa.

[Napaueramon:

[MapaueTaMonsT ce MeTabonnsnpa B YepHHUA Apod U MONYUEHHUTE XENaTOTOKCHHHU

1a B3aMMOAEHCTBAT ¢ NIEKaPCTBEHN NPOAYKTH, KOUTO H3MOA3BAT ChIUUTE MeTabon

NeKapCTBEHHU NPOAYKTH ca:

Vo RETLI }" o ."; .

- TlepopanH¥ aHTHKOArynaHTH (ameHOKyMapo.a, Bapdaprm). XpOHMYHOTO. TIDUNOKEHIE Hag -

napaleTraMos B AO3H TO-BHCOKH OT 2 g/A€H € TE€3M JIEKapCTBEHH MPORYKTH MO 12 YBENUYH -
NNBIMKA LY.
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TEXHHA aHTHKoarynauTted edekt. ToBa H3rnexaa ¢€ AbMXKH Ha HAMANABAHETO HA 3aBUCHUMUTE OT
BUTaMHH K KoarynausdoHHH GakTopH 4pes HHXHOHpaHe Ha EH3UMHTE, BKJIIOYEHH B YEPHOAPODHHA
UM CHHTe3. BaaumozeiicTeMaTra MeXay MapaueTaMmMol W MEpopajiHy aHTHKOAryJlaHTHW Morar ja
NOTEHUMPAT 8HTUKOAryNaHTHHA edekT, NoBUILaBaiKH pUCKa OT KbpBeHe. Kato ce uma npeasun
O4EBHAHO OrpaHHYEHOTO KIHHHYHO 3HA4YEeHKHe Ha J03M Noa 2 g/feH, napauetamonsT Tpabea na ce
pasriexna, KATO TepaneBTHYHA aNTEPHATHBA HAa CATHUHMJIATHHTE AHANMETHUH NPH NAUWEHTH,
nexyBaHW ¢ aHTHKoarynawtd. [Ipu Te3nm naumeHtH obadye INR TpsbBa na ce koHTponnpa
NEPHOAUYHO.

- Ankoxon: TloBuilaBaHe Ha TOKCHHMHOCTTA HAa MNApauUeTaMoia, BEPOSTHO Ype3 HHAYUMpaHe Ha
NPOU3BOACTBOTO HA XEMNATOTOKCHYHH MeTabONUTH B HEPHHA OpoDd.

- AHTHXONMHEPrHUHU NMPOAYKTH (TTIHKOTIMPOHHH, NPONAHTENHH): HAMAIIBaHE Ha CKOpPOCTTA Ha
H3Mpa3BaHe Ha CTOMAaxa, KOeTO BOAH [0 HaMmaiaBaHe Ha abcopbuusATa Ha napauertamon, c
Bb3MOXXHO HAMAaJIsBaHE HA HEFOBHA e(EKT.

- AHTHKOHBYNCAHTH ((enutoun, deHobapburan, metundpeHobapOUTaN, NPUMHAOH). HAMANRBAHE
Ha GHOHANMYHOCTTA HA MApaLeTaMON M MOBULLIABAHE HA XENATOTOKCHYHOCTTA ClIEA NPEAO3HpaHe
nopagH MRAYKLUMA HA YePHOAPOOHHSA METaDOTHIbM.

-  BpUMKOBM auyperHuu: e(dexTbT Ha AMYpeTHLMTe Moxe Ja OnJe HamaneH, Tbi Karo
napaLeTaMonsT MOXKe 1a Hamany 6nOpeuHaTa eKCKpelHs Ha MpOoCTarnaHAKWHK ¥ aKTHBHOCTTA Ha
IUTA3MEHHUSA PEHKH.

- H3oHnazua: HaMangBaHe Ha KIMpPbHCA HA rnapaueTaMo, ¢ Bb3MOXHO MOTCHLHpaHe HA HEroBHA
e(eKT H/WIH TOKCHYHOCT, 4Ype3 MHXKMOUpaHe Ha yuepHOApoOHUA My MeTabonH3bM.

- JlaMOTpHXKHH: HaMajisBaHEe Ha OMOHATMYHOCTTA HA NAMOTPHXKHH, C Bb3MOXHO HaMajifBaHe Ha
HeroBHA edeKT, Mopaau Bb3MOXKHO HHAYLIMpaHE HA YEpHOAPOOHHS METa0ONH3IBLM.

- MeroknonpaMHaA U AOMMEPHAOH: TE3M JIEKapCTBA NoBHWIaBaT abcopbuMsaTa Ha napaLeTaMon B
THHKHTE HE€pBa nopaad edekTa UM BbpXy HM3MpPa3BaHETO HA CTOMAaxa, H MO TO3H HayWH 3abaBaT
HA4yanoTo Ha ACHCTBHETO.

- Tlpobeneuua: yBennvaBaHe Ha T[UIa3MEHMS MOMYXKHBOT HAa [apaleTaMoll, Karo HamansBa
pa3rpaXAaHeTO U eKCKPELIMATAa B YPHHATA Ha HEFOBHUTE METAOOIHTH.

- TlponpaHonon: yBelH4YaBaHE¢ HA fNa3MEHHTE HHBA Ha TapaueTaMo/l TNOpajH Bb3MOXHO
HHXHOHpaHe Ha uepHOAPOOHHUA My MeTabONH3EM.

- PudamnuuMH: yBenuyuapaHe Ha KIMpBHCA HAa MapaueraMon H obpa3yBaHe Ha XenaTOTOKCHYHM
MeTaboNHTH NOpPaaAH Bb3MOXKHA HHAYKLHA Ha 4epHOApOoOHHUS MeTabONHIBM,

-  HoHoo6MeHHHM cMonM (XOMECTHpaMHH): HamanaBaHe Ha abcopOuMaTa Ha MNapaueTamon
BB3IMOXHO HHXKOMpaHe Ha HeroBus edeKT NopaiH YpeBHaTa aJAXE3Ks HA NapaLeTaMon.

- XnopamdeHHKON: MOBHILEHa TOKCHYHOCT Ha XJI0paM{pEeHHKOI NopaaH Bb3MOXKHO HHXHOUpaHe Ha
yepHOApPOOHHUA My MeTabONH3IBM.

- 3MAOBYAMH: €IHOBPEMECHHHUAT MPHEM C MapaLEeTaMOJ OBUILABA PUCKa OT HaManaBaHe Ha Genure
KpBbBHH KNeTkH (HeyTpornieHns). CnenoearenHo napaueramon He TpAOBa Ja ¢€ mpHema 3a¢AHO C
AZT, ocseH cnea NEKapCKO MpeANnUCaHHe.

4.6 DepTHANTET, GpeMEHHOCT H KbPMEHE

bpeMeHHOCT
[lapaueramon npeMHHaBa npe3 rualeHTapHara dapuepa.

He ca npoBexnaHu npoyuBaHHA C MeTOKapbaMon BbLpPXY PpPENpPOAYKUHMATAa NMpPH XKHUBOTHH. He e
M3BECTHO Jafu MeTokapbamon MOXe Oa yBpeou MNoJAa HMIM Aa NOBIWAE Ha pPENpoAYKTHBHATA
cnocoOHOCT NpH NpuiaraHe npH OpeMeHHH KEHH.

BesonacHocTTa Ha MeTokapbaMon MO OTHOWIEHHE HA Bb3MOXKHH BPEHH €DEKTH BbPXY Pa3BHTHETO Ha
naoja He € ycTaHoBeHa. OnucaHK ca €AHHHYHH Cy4an Ha (eranHHW M BPOHECHH a
BLTPEeYTPOOHO HilaraHe Ha MerokapbaMor.

Metokap6aMon He ce mpenopbyBa 3a OGPEeMEHHH KEHH WM 3KEHH, KOMTO
0co0eHO B paHHHUTe eTank Ha OPeMEHHOCTTa, OCBEH aKO JICKapAT MpPELEHHM,
HAaABHMILIABAT Bb3MOXKHHTE PHCKOBE.



KbpMeHe
MeTokap6aMos W/MIKM HEroBUTe MeTaboNMTH Ce eKCKPEeTHPAT B JXMBOTHHCKOTO MJIsiKO (kyuera). He e
W3BECTHO 0Daue Janu MeTokapOaMoJl MK HErOBUTE METAaDOJIMTH Ce€ EKCKPETHPAT B KbpMarTa.

[TapalieTamosn ce eKckpeTHpa B KbpMaTa, HO HE B KJIMHHYHO 3HaYMMO KOJIHYECTBO.
CboTBeTHO TpsAOBa 11a ce BHMMaBa, korato Distem TabneTku ce npunara rnpH KbpMaykH.

DepTHAUTET

HexiMHMYHM npoyyYBaHWs HAa XPOHMYHHW, BUCOKHM [03M MapauleTamoj, NMpPOBEJE€HH NpPH KHUBOTHH,
okassaT aTpodusi Ha TECTUCUTE U HHXHMOUpAHE Ha CiepMaToreHe3ara, HoO 3Ha4eHUETO UM MpH XopaTta
He e W3BecTHO. JIMNCBAT HEKJIMHHUYHH JaHHH 3a epTHIHTETa Ha MeToKapOamon (BX. TouKa J.3).

4.7 EdekTH BbpXy cnocoOHoOcTTa 32 modHpaHe H padoTa ¢ MALIHHH

Distem TabseTku MoXe Ja NMpeau3BHKa CbHIMBOCT. ChOTBETHO MalMEHTUTE HE TpsAOBa Ja wodupar
WM paboTAT ¢ MallMHM, OCBEH aKO HE Ca CUTYpPHH, Y€ YMCTBEHMTE WM CIOCOOHOCTH OcCTaBat
He3acerHatv, ocobeHo ako Distem TabieTku ce npuHeMa eHOBPEMEHHO C JPYrd JIEKapCTBa, KOMTO
CBLIO MOTaT /1a MPUYMHAT CbHJIMBOCT.

4.8 HexeaHH JIeKAPCTBEHH peaKIHH
O6o01eHHe Ha npoduaa Ha 6e30MacHOCT

B KIMHMYHH NPOYYBaHHUS ¢ KOMOHHALMATA NapaLeTaMosl U METOKapObamMoJl, nyOJIMKYBaHH B
JIUTepaTypara, He ca JOKJIaJIBaHH CEPUO3HH HEXKEJIaHH PEaKLIMH.

Haii-uecTaTa HexenaHa peakiius, choOuiaBaHa cie ynorpebara Ha MeTokapbamoll, € rnaBo0olIue.
Haii-yecTo cboOLIaBaHUTE HEXENaHU peakLMU Mpu ynoTpebdara Ha napaLeramol ca
XernaToTOKCHYHOCT, ObOpeyHa TOKCHYHOCT, KPbBHH HAPYLUIEHHUS, XUITOTJTIMKEMHUS W alepruycH
NEPMAaTHT.

TabiuueH CNUChK Ha HEXENAHUTE JIEKAPCTBEHU PeaKLUK
HesxenaHure peakiiiu, HabaK01aBaHH NPH KOMOMHALMATA OT MapaueTaMosl U MeTokapbamonn, ca
npeacTaBeHy B Tabnuuara no-ngoy. Te ca u3bpoenu no cucremo-opraiHu kinacose (COK) u yectora
no MedDRA (mHoro yectu (>1/10), uectu (ot >1/100 no <1/10), Heuectu (ot >1/1 000 no <1/100),
peaku (ot >1/10 000 o <1/1 000), muoro peaxu (<1/10 000) unu ¢ Heu3BecTHa vecToTa (OT
HAJIMYHUTE JaHHHW He MOXKe J1a Ob/le HanpaBeHa OLEHKa)).

Cucremo-oprases | ___ Yecrora
KJjac ok PR 5 MHoro peakn C Heu3BeCTHa
/10000 ;0 | (<1/10 000) yecToTa
A <1/1 000) -
HapylueHus Ha TpomGouuTOneHus", JleBkoneHus®,
KpbBTa WU JMM(HaTa arpaHyJioLuTo3a’,
cucTeMa JIeBKOMIEHUA®, HEYTPONEHHS®,
MNaHLUTONEHHA®, XeMOUTHYHA
aHeMHs"
HapyweHnus Ha AHadunakTH4YHa peakums®,
HMYyHHaTa CUCTEMA peakliH Ha
CBPbXUYYBCTBUTEIHOCT,
Bapupauld OT OOMKHOBEH
KOX€H OOPHB WJIH YPTHUKAPHUS
J10 aHTHOeIEM U
aHa(pUIAKTHYEH LHOK"
HapyueHus Ha XunornaukeMus®
meTadosau3Ma U
XPaHEHETO
[TcuxuuHM HepBHocT?,




HapyLUeHUs TPEBOXHOCT,
obbpKkaHocT®
HapyweHus Ha I'nasobonue’, Cunkon?®, MyckynHa
HEpBHAaTa CHCTEMA CBETOBBPTEXK (MIIH HUCTArbLM®, TpEMOp”, HEKQOPAHHHPAHOCT®,
BHUEHE Ha CBAT)" NpvNagbLUH (BKIKOYHTENHO aMHE3HnA?,
TOHWYHO-KJIOHHYHH )", 6e3cbHHUE,
CbHJIHBOCT? BEpTUro”
Hapyuienns Ha ounte | KOHIOHKTHBHT® 3aMBrieHo 3peHue’ Aunnonus®
Cobpaeunu bpanukapaus®
HapyLUICHHA
Cba0BH HapylleHHs | XHNOTOHHA" Jauepsasane’
PecnupaTopHH, Hazanna koHrectus® | BpoHxocnazbm®
rPbAHH W
MEIHACTHHANTHH
HapyLUeHWUA
CroMalllHO-4YpEBHH Hucreyaus (MetaneH | [anene?, Jlucnencua?,
HapYyLIeHHUs BKyC)* noBpbUlaHe® CyX0Ta B ycTara’,
avapus®
XenatobunnapH4 IToBuiieHH HHBA HA | XeNaTOTOKCHUYHOCT XbnTeHuua (BKA.
HapYyLUIEHHA yepHOAPOoOHHUTE (xwrTenuua)® XONEeCTATHHHA
DaHCAMHUHA3ZK® )KBJITEHHLIA)
HapyuieHus Ha AHruoeaem?, ANEPruyeH NEPMaTHT®, TEXKKH
KOXAaTa H cupbex®, obpus?, KOXHH peakUMH
NOAKOXHA&Ta ThbKaH ypTHKapHa® {BKNIOUUTENHO CHHAPOM Ha
Stevens-Johnson, TOKCHYHA
enuaepMaTHa HeKponnsa)®
Hapyuienuns Ha Crepunna nuypHa (MBTHa
6n6pennTe U ypuHa)®, HeKenanu 6uEpeuHu
MHKOYHHTE [TbTHLLA HapylIeHHs", 0cobeHO MpH
npeao3vpaHe
Ob61H HapylleHHA Bucoka Ywmopa®
TeMneparypa',
HEPA3NOIOKEHOCT
' OOHKHOBEHO Ce NPUNUCBA HA METOKapbaMon
b OOGKKHOBEHO Ce MPUINKCBA HA MApaUeTaMoll
¢ O6UKHOBEHO ¢& NPUNUCBA HA MeTOoKapbaMon KW NapaueTaMol

CrobluaBaHe Ha nOAO3UPpAHH HEXEaHH peakUHH
C1061aBaHETO Ha MOAO3HPAHH HEXENaHH PeakUMH Cliel paspeLuasaHe 3a ynorpeba Ha nekapCTBEeHHS

NPOAYKT € BaxkHO. ToBa MO3BONABA 1a MPOALMKH Hab/IIOJEHHETO Ha ChOTHOLIEHHETO NOM3a/PHCK 34
nekapcTBeHus npoaykT, OT MEAWUMHCKHTE CHELMAaNMCTH Ce M3HCKBa Ja cbobwasaT BCsKa
NOJO3HPaHA HEXeNaHa peaklMa Ype3 HaLMOHAHA CHCTeMa 3a cbhboduwasaHe: MambaHuTeNHA areHuuA
Mo nexkapcreara, yn. ,,JamsH ['pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebealiT: www.bda.bg.

4.9 Ilpeao3upane

Metokap6amon:

HanuuHa e Manko uHbopMaLMA 3a 0CTpaTa TOKCHYHOCT Ha MeTokapbamon. ChobLueHnTe cny4an Ha

npeao3dpaHe ¢ MeTokapOaMoOn ¢a BB3HWKHANAW TPH €JHOBPEMEHEH TNPHEM Ha AnKoxon
nenpecaHTy Ha LIHC 4 ca skniouBaid CleaHHTE CHMITTOMH: rajieHe, 3amMalBaHe, 3a -
XHIOTOHHS, NpHNaabuH U koMa. CrobuUIeHN ca OTAECNIHH clydan Ha NMpPHEM Ha NOBE
MeTokapbaMon 6e3 Tekka TOKCHYHOCT WM Ha OUENSIBaHE/Bb3CTAHOBABAHE CJ
50 rpamMa. U B naBaTta ciydas OCHOBHHUAT CHMMTOM € OH CHIIHA CBHHIAMBOCT.

CITyuaun Ha (aTaTHO MpeRo3npaHe.




MepxuTe npy npeaozupaHe ¢ merokapbamon BKIOYBAT CUMITOMATHYHO W MOAABPKALLO NEHEHHE.
[MoanbpKaluMTe MEPKH BKITIOYBAT NOMAALPIKAHE HA JUXATEHUTE METULIA OTBOPEHH, NPOCTEASBAHE HA
OTAEJIAHETO HA YPHHA H XKH3HEHWUTE 0KA3aTeNH H MHTPABEHO3HO TNpHIAraHe Ha TEYHOCTH, aKo €
reoOxoauMo. EHkacHoCTTa Ha xeMOAHaM3aTa NpY TOBa NPEAO3HpaHE HE € HIBECTHA.

[lapaueramon:

CHMNTOMMTE Ha ApeAo3UpaHe C NapaueTaMon BKAKOYBAT 3aMasHOCT, MOBPBILAHE, 3aryba Ha aneTwr,
KBITEHHUE, kOpeMHa Gonka u 6BOpeuHo U yepHoApoOHO yBpexkaaHe. Cnell Npeno3HpaHe NMALHEHTHT
TpabBa Obp30 Aa ObAe OTBEOECH B MEIMLIMHCKH LEHTBpP, JOPH 8KO HE Ca C€ MOABHIW 3HAYUTENHH
CHMITOMM HIH MpH3HauUW. Bbnpeku Ye npusHauuTe W CUMITOMHMTE MOraT Aa NPUYHHAT CMBLPT, Te
MOXE Na He ce NOoABAT BeJIHara ciiel nmpvema, a OT TPETHA JeH HaTaThbK. Bb3MOXKHO € Aa HacTbiH
CMBPT BCAEACTBHE Ha yepHoapobHa Hekpo3a. Moxe Aa Bb3HUKHE Y ocTpa 61pOpeuHa HEAOCTaTHYHOCT.

[Tpeno3npaHeTo ¢ napayemamon vMa 4eTRpY a3y, KOKUTO 3ano4BaT chell NpHeMa Ha CBpbXA03aTa:
e MA3A I(12-24 yaca): raneHe, noBpuluaHe, AHadope3a U aHOPEKCHA
e ®MA3A II (24-48 yaca): KIMHHYHO noaoOpeHHe; noBuuiaBaHe Ha Hupata Ha AST, ALT,
OMnupyOHH H NpOTPOMOHH
o ®MA3A III (72-96 uaca): NHK Ha XENMaTOTOKCHYHOCTTA; MOraT fia Bb3HHKHAT CTOWHOCTH Ha

AST ot 20 000.
o MA3A IV (7-8 auu): Bb3ICTAHOBABAHE

Moxe Ja BbL3HMKHE XENaTOTOKCHUHOCT. MHHHMANHaTa TOKCHYHA 1038 NPU BBL3PACTHH € 6 g v Haa
100 mg/kg Tenecno terno npu aeua. Jo3n Hag 20-25 g ca nmoteHunanHo garanHd. CUMNTOMUTE Ha
XENaTOTOKCHYHOCT BKJIOYBAT TrajeHe, MNOBpLLIAHE, AHOPEKCHs, HEPA3MOM0oXKEeHHE, H3NOTABaHE,
xopemHa 6onka M AMapus. XenaToTOKCHYHOCTTA He ce npossasa ao 48-72 usaca caea npuema. B
cnydaii Ha Ao3u, no-BHcokn o1 150 mg/kg, HAM KOraTo He € BL3MOXHO Ja C€ YCTAHOBH NPHETOTO
KOJNH4ecTBO, TpA6GBa Aa ce Bieme npoba oT napayemamon B cepyma 4 daca cnen npenosupaxeto. B
cTyuail Ha XenaTOTOKCUYHOCT TpAOBa Aa ce HanNpasaT YepHOAPOOHH (PYHKUMOHATHK TECTOBE, KOMTO
ga ce noBTapAT Ha Bcekd 24 wuaca. YepHoapobHara HEAOCTATBYHOCT MOXKE JAa AOBEAe N0
eHLlehanonaTus, KoMa # CMBbPT.

[tnasmenn HuMBa Ha napaueramon Han 300 ug/ml 4 uyaca cnen NpeNO3HPAHETO Ca CBBP3AHH C
uepHOAPOOHO yBpexaaHe npH 90% or nauuenTHTe. To 3anoupa Ja ce NPOABABA, KOTATO MJ1a3MEHUTE
HHBA Ha napayemamon ca no-mManko ot 120 ug/ml 4 waca cnen NPenoO3nPaHETO MW MO-MAIKO OT
3 ug/ml 12 yaca cnen npeao3upaHeTo.

XpOHUYHHWAT MPUEM Ha A03W Had 4 g OHEBHO MOXE Ja AOBEAE A0 MpPeXOAHa XemnaTOTOKCUHHOCT.
br6peruTe Morar Aa npeTbLpNAT TyOyJHAa HEKpOo3a, a MHOKapabT A1a Oble yBpeaeH.

JleueHue: BLB BCHUKH ciyyad TpsGBa na ce U3BBLPLIK aCHHpAaUHs M MINOMNBAHE HA CTOMAaxa, 3a
npeAno4YHTaHe B paMKHTe Ha 4 4aca Ciie/l NpHeMa Ha CBPBbXA03aTa.

CuulecTByBa cneunHYeH AHTHAOT 32 TOKCHYHOCT OT hapayemamon. N-ayemuayucmeun.
EdbHKacHOCTTa Ha aHTHIOTA € NO-BUCOKA, aKO € MPUIIoKEH B PAMKHTE Ha 8 yaca ciell NpeJo3npaHeTo.
EdexkTHBHOCTTa My HaManaBa NMPOrpecHBHO Cllel OCMMA 4ac, KaTo cTaBa HeeeKTHUBEH cnell | 5-Ua uac.

5. ©OAPMAKOJOI'NMYHH CBOMCTBA

5.1 MapmakoinHAMHYHH CBOHCTBA

dapmakoTepaneBTHYHA [Ipyna: MYCKYJIHH penakcaHTW, ecTepH Ha Kapd
meTokapbamon, kombHHaumMu 6e3 ncuxonentuu, ATC koa: MO3BAS3

MeTtokapbamon:




MeTtokap6aMOn®LT € UeHTpanHO JAeHCTBall MYCKYJNEeH penakcaHT. MYCKYNnHO-penakCHpalHAT My
eexT Ce MNOCTHUra upe3 MOTHCKAHE Ha MNONMMCHHANTHYHHUTE peduiekcH B rpbOHauHHA MO3BLK H
CcYOKOpPTHKANHHUTE LeHTpoBe. B TepaneeTHuHM A03u MeTokapbamon He HapywaBsa (PHU3HONOTMYHHA
TOHYC WJIH KOHTPAKTHAMTET Ha CKEJIETHATA MYCKYJaTypa, HUTO MOTWIHTETA Ha IMaJKaTa MyCcKyJarypa.

[lapaueramon:

Hapauemauo,nbm € AaHAJITCTHK € AHTUTTHPCTHUYHH CBOMCTBA.

TOYHHAT MEXaHW3IBM Ha ACHCTBHE HA MApalLEeTaMOJa HE € W3BECTEH, BBHIIPEKH Y€ € HIBECTHO, Y€ TOH
NeiCTBa BbPXY UEHTPATHATA HEPBHA CHCTEMAa M B MO-MaJlKa CTENEH upe3 nepudepHo AEHCTBHE, KATO
Onokupa reHepupaHeTo Ha Gonkoe uMmync. MU3rnexaa, ue napaleramonsT NOBULLABA Npara Ha fosika
ypes TMOTHCKAHE HA CHHTe3a Ha TMPOCTAINIAHAWHH NOCPEACTBOM ONOKHpPaHE Ha €H3UMUTE
uMKiI00kcHrenasa (no-cneunando COX-3) B ueHTpanHata HepBHa cuctema. Toit obade He HHxHOHMpa
3HAYHUTETHO LIMKNQOKCHIeHAa3aTa B NEPUPEPHUTE THKAHM.

[lapaueraMOnbT CTHMY/IUpPa AKTHBHOCTTA Ha HH3IXOAALUWTE CEPOTOHHHEPrHYHH NbTHILE, KOWTO
ONOKHpAT NPeAaBaHETO HA HOLMUENTURHA CUTHAIH OT NepHdepHUTE TbKAHU KbM IPbOHAUHHA MO3DBK.
B Ta3su Bpb3ka HAKOM EKCMEPHUMEHTAIHH AAHHHW TOKAa3BaT, Y€ WHTPACMHHATHOTO NPHJIOKEHHE HA
Pa3IMMHA TNOATHNOBE AHTArOHUCTH HA CEPOTOHEPrHYHUTE peLenTopy Moxe aa Onokupa
AHTHHOLMLUENTUBHHUA eDEKT Ha napaueTaMona.

AHTHIIKPETHYHOTO MY JCHCTBHE € CBBP3aHO ¢ UHXHWOHpaHe Ha cuHTe3a Ha PGEl B xunotanamyca,
OpraHbT, KOHTO KOOpAHHHPA NpoLUECa Ha TEPMOpErynauus.

5.2 @PapMaKOKRHeTHYHH CBOHCTBA

Metokapbamon:

Abcopbyus

Merokapbamonbt ce abcopbupa Obp30 M HanbAHO CleA NEPOPATHO MPHIOKEHHE, C BpeMe J0
MaKCHMallHa M1asMeHa KOHLEHTpauHsa oT okoso 1-3 4aca. EdexTsT My HAa MYCKYNEH penakcaHT ce
npoasAea 30 MUHYTH CIIEA NEPOPATHO NMPUITOKEHHE.

Pasnpeoenenue

Cnen xaTto Merokap6aMoObLT HaBjieze B CUCTEMHOTO KPbBOOOpALUCHHE, TOM c€ pasnpeeis B Leus
OpraHU3bM, KaTO CBBLP3BAHETO C TUIa3MEHHTE NMPOTEHMHH Mpu 3apaBH Aodposonud e 46-50%. [lpu
nabopaTOPHH XKUBOTHH Hali-BUCOKHTE KOHLIEHTPaLMK CE€ OTKPHUBAT B uepHus apod n 6b6peuuTe. Tosa
NeKapcTBO € B CbCTOAHWE Aa NPEMHHE IUaueHTapHaTa Oapuepa, BLNPEKH Y€ HE € W3BECTHO AANH Ce
eKCKpPeTHpa B KbpMarTa.

Bbuompancgopmayus
MertokapbaMonbT ce MeTabonn3HMpa eKCTEH3IMBHO B  4epHMA JApod upe3 OEankWiupaHe M
XMAPOKCHIUPAHE.

Enumunupane

Ilpu 3apaBu OOOGPOBONLUM NAA3MEHUAT KIMPBHC Ha MeTokapbamon Bapupa ot 0,2 no 0,8 Vhkg, ¢
€IHMHHALMOHEH NONYXHBOT 1-2 uyaca. MerokapbamMonsT ce enMMMHHHPA OCHOBHO B YPHHATa KaTo
rIOKYPOHHAHH H cyAdaTHH KOHIOraTH Ha HeroBMTe MetTabonuTH. Manka vact ce eKcKpeTHpa U B
U3MPaXKHEHHUATA.

ITo-ev3pacmuu nayuenmu
[Ip1 No-BB3pacTHH MALKEHTH €THMHHALMOHHHUAT NOJYKHBOT Ha MeTOKapbamo

CpaBHEHHE C No-MJjaguTe nauueHTH. OCBEH TOBA CBBLP3BAHETO C MIAa3MEHH
nexo (41-43% cnpavo 46-50%).

Ilayuenmu c weprodpobro yspesxcoane ":\



[Mpy 8 naumeHTH ¢ uyepHOApoOHA HEAOCTATLYHOCT, OB/DKALLA C€ HA ANKOXOJHAa HMpo3a, OOLMAT
KJIHPBHC Ha MeTokapbamon € HamaneH ¢ npubansutenso 70% B cpaBHeHHE ¢ TO3M HA 34PABH JTHLA
(11,9 I/h), a eTMMHHAUMOHHUAT NMOAYXKHBOT € yBenuveH Ao 3,38 h (= 1,62) B cpaBHenue ¢ 1,11 h (£
0,27) npu 3apaBd nHua. PpakuuATa Ha METOKapOaMos, CBBLP3aHA C IUIA3MEHHTE MPOTEHHH, €
HamaneHa no 40-50% B cpaBHEHHE C Ta3W NpPM 3APaBH JIHLIA HA CbLIATA BB3PACT H CHC CHLIOTO TETNO
(46-50%).

ITayuenmu c 6vbpeuro yspenucoane

[Ipn nauxeHTH ¢ OGBOpeyHa HEAOCTATBYHOCT € HAMAJIEH H KITHPBLHCHT Ha MeTokapbamon.

KnnpbHebT Ha Metokapbamon npu 8 nauumeHtH ¢ OnbpedHo yBpexaaHe Ha noaAbpXKalla
XeMOoAHaNK3a e HaManeH ¢ okono 40% B cpaBHEHHE CBC 3APABH JIHLA, BBIPEKH Y€ CIKMUHALMOHHHAT
MOAYXHKHBOT € CXOJEH W NpH ABETE rpynH (ChoTBeTHO 1,2 cnpamo 1,1).

[lapauieTamon

Abcopbyun

BronanuuHocTTa Ha napaueraMon ciea nepopanHo npuaoxkeHue e 75-85%. Toi ce abcopbupa
EKCTEH3IWBHO W OBp30;, MaKCHMANHHTE MNa3MEHW HHBA C€ NMOCTHrat B paMkute Ha 0,5-2 uaca B
3aBUCUMOCT OT (bapmaueBTHUHaTa ¢opmMa. JlekapcTBa, KOMTO 3aDaBAT M3Npa3BaHETO HAa CTOMAaxa,
cbiilo 3abaBaT abcopbuusTa Ha napatieTamon.

Paznpeodenernue

Cnen karo ce abcopbupa, nmapaueTaMonbT ce pasnpenesis PaBHOMEPHO B UANOTO THN0, KAaTO HaM-
HUCKHTE MY HMB2Z ca B MacTHaTa ThbKaH H rpbOHaYHO-MO3buHaTa Te4HOCT. CBBLP3BAHETO C NIA3MEHHUTE
npotenHu € 10%. Bpemero 3a nocTraHe Ha MakcHManeH edekT € 1-3 daca, a edekTbT NpoAbIKaBa 3-
4 vaca.

buompancgopmayun

[MapauetaMonbT nperbpnsBa MeTabONM3bM NPU MHPBO NMPEMHHABAHE B HEPHHA ApoD, NOKA3BAHKH
NHHEHRHO KMHETHMHO noseacHHe. Ta3zH nuBeHHoCcT obauve H3ue3sa, Koraro ce npuiarat Jo3H no-
BHCOKH OT 2 g. llapayemavonsm ce MmeTabonuizupa npeguMHo B yepHusa apob (90-95%), a noeeye ot
90% ce meTabonu3upa upe3 KOHIOTMpaHE Ha HEropata XHAPOKCHIHA rpyna ¢ rMIOKYPOHOBAa KHCENUHA
H cyndaTHH rpynu. 5% OT npuwiokeHaTa A03a mapaueramos ofaue ce okucisBa or udtoxpom P450,
KOETO BOAM a0 obpasyBaHe Ha N-auerun-p-6erzoxmsoHumMHH (NAPQI), kolTo € oTrosopeH 3a
XenaTorokcudHocrra. Mankoro konuuectBo NAPQI, obpasysaHo oT TepaneBTH4YHM [03H
napaueTaMon, JIECHO C€ MNPEeBPbUIa B HETOKCUYHO Ype3 KOHIONMpaHe ¢ peayLUWpaH MyTaTHOH (AOHOp
Ha cyhdunapunHa rpyna). Korato pesepBute Ha riytaTHoH ca u3uepnaHu ao 70% uam no-manko,
NAPQI ue Moxe na 6bae OeTOKCHKMpaH, KOETO BOAM 00 UEeHTpunoOynapHa Hekposza. [lpy BHCOKH
AO3H NapaleTaMoNbT MOXKE [a HACHTH [TbPBUYHHUTE MEXAHH3MH Ha YepHOAPOoOSHHA MeTabonnIbM M ce
W3MON3BAT TE3H AITCPHATHBHH MeTabONUTHH MBTULIA, KATO CE€ [MONY4YaBaT XEMaTOTOKCHYHHU H
€BEHTYANTHO HEPPOTOKCHYHH METalONUTH, ABMKALLH CE€ Ha U3UEPNBAHE HA ITYTATHOHA.

Enumunupane

[TapaueraMonbT C€ €IMMHHHPA OCHOBHO B YPHHATA KaTO KOHIOraT ¢ IIKOKOPOHOBA KUCENHHA W B MNO-
MaJlKa CTEeMNeH CbC Cyi(aTHH rPymnuy; No-Manko ot 5% ce ekckpeTHpa HernpoMeHeH. EMMMHUHAUMOHHUAT
MY NOJAY>HBOT € 1,5-3 yaca, KaTo ce yBe/M4aBa B C/Iy4auW HAa NPEAO3HpaHe, MPH TAUHEHTH C
YyepHOAPOOHA HEACCTATBUHOCT, NO-Bb3PaCTHH NMALIMEHTH U Aeua.

5.3 IlpeakIHHAYHH JAHHH 38 He30NACHOCT

[lapaueramon:
TepanesTHYUHHTE 034 NApaUETAMO] HE MOKA3BAT TOKCHYHH edeKTH U CaMO ITPH

ce NPHYHHABA YepHOAPOOHa UeHTpHRoOYAApHA HEKPO3a NP XKUBOTHHU M XOpa.
napaueTamon NpHYHHABAT METXEMOTNOOMHEMHA U OKCHMIATHBHA XEMOJHU3A Np
MHOIQ pAJIKO NpH XOpa.



B npoyuBanus, u3cneaBauiM ocTpara, CyOXpoOHWYHATa ¥ XPOHMUYHATA TOKCHYHOCT Ha napaleramon
MpH NABLXOBE M MHLIKK, ca HabMlOAaBaHH CTOMALIHO-YPEBHH NIE3UH, NIPOMEHHM B KpPbBHATa KapTHHA,
NereHepauna Ha YepHoApoOHHA KB OBLOpeYHUs NapeHXHM, BIUTIOUHTENHO Hekpo3a. [IpuunHuTe 3a Te3u
NPOMEHH C€ AB/DKAT, OT €QHa CTpaHa, Ha MEXaHW3MAa Ha [EACTBHE W, OT Apyra CTpaHa, Ha
meTabonuima Ha napaueramon. [lpu xopa chUO Taka € YCTAHOBEHO, 4e MeTabonmuTWTe H3rnexnaa
NpEeAM3BUKBAT TOKCHYHM €(eKTH M CLOTBETHHTE NpPoMeHM B opraHuTe. OCBEH TOoBa nNpH
npoawnkuTenHa ynorpeba (Hanp. | roauHa) Ha TepaneBTHYHH AO3H Ca ONHCAHH MHOTO PEAKH CllyUaH
Ha ofpaTuUM, XpOHHYEH, akTHBEH xenaTHT. [Ipy cyOTOKCHYHM JO3H NPH3HALIMTE HA HHTOKCHKALMA
MOraT fAa Ce NOABAT B PaMKHTe Ha 3 ceAMHUM cien neveHuero. Ilopaan TOBa MapaUETaMoONbT HE
TpaOBa na ce npunara NPOABLIHKHTENHO BPEME WIIH BbB BHCOKH 103H.

JIONBAHUTENTHUTE M3CNEeABAHUA HE [OaBaT [AOKA3aTe/ICTBA 3a 3HAYUM TEHOTOKCHYEH PHCK OT
napaueTamMol B TepaneBTHYHHA, T.€. HETOKCHYEH, J030B AHANAa304. JIbAroCpoYHH NMPOYYBaHHS MpH
NIbX0BE M MHLIKY HE JAaBaT JOKA3aTeJICTBA 33 TYMOPOTcHHH epeKTH NpPH HEXENAaTOTOKCHYHH AO03H
napaweTamMon.

[TapaueraMONbT B X€MAaTOTOKCHYHM [O3M MOKa3Ba FEHOTOKCHYEH M KapLUMHOT€HEH TOTeHUHWan
(TyMOpH Ha 4epHHA Apod ¥ NUKOYHWE MeXyp) NPH MUWIKA W nbXoBe. Bbnpeku Tosa ce cMmATa, ue
TOBa TNEHOTOKCHYHO M KAHLEPONeHHO [AeHCTBME € CBbpP3aHO C MpoMeHH B Merabonuima Ha
napatieTaMona NpH BUCOKH JO3H U He MpeACTaRNsBa PHCK 3a KITHHHYHATA ynoTpeda.

[IpoyuBanus 32 XpOHUYHA TOKCHYHOCT IPH JXUBOTHH M0KA3BAT, Y€ MPH BUCOKH A03M NApaleTamMonbT
NPUYHHABA TECTHKY/apHa aTpodHa H HHXHOHpa CriepMaTOreHe3ara; 3HAYEHHETO Ha TO3W ¢akT no
OTHOLWI¢HKWE Ha ynotpebaTa My INpH XOpa He € U3BECTHO.

MeTtokapbamon.

OcTpaTta TOKCHYHOCT Ha meTokapbamona € oTHocuTeNRHO HUCKa. [Ipy M3NUTBAHHA BBPXY KHBOTHH Cd
Ha0N10AaBaAHH CAEAHMTE NpH3IHAUM HA MHTOKCHKAUMA: ATAKCHA, KaTalenCHA, Cna3MH ¢ Koma.
EdekTute B NpOYYBAHHATA BBPXY XXUBOTHH 332 XPOHUHHA TOKCHYHOCT ca HabmonaBaHH camo 1pH
€KCMOINLMMN. 38 KOHTO C€ CYMTA. Y€ €3 B AOCTATHYHA CTENEH NO-TOJEMH OT MAKCHMATHATA EKCMO3HLINA
NPH X0pa, KOETO TI0KA3BA MANIKO 3HAYCHHE 3a KNHHHUYHATa ynoTpeda. He ca nposexaann npoyysanns
3a PENPOAYKTHBHA TOKCHYHOCT NPH KUBOTHH. JIMNCBAT ABArOCPOMHH NPOYHBAHHSA BbPXY XKHBOTHH 34
OLEHKAa Ha Bb3JeHCTBHETO Ha MeTokapbamon BLpXy MyTareHesara. He ca npoeexaaHn IAbArocpoytiu
NPOYYBAHUA 32 OLEHKA HA KAHLIEPOTEHHUA MOTEHUMAN HA MeTOoKapOaMon.

6. PAPMAIEBTUYHH JAHHH
6.1 Chnacpk HA TIOMOIIHHTE BeMECTBA

CreapnHOBa KHCENHHA
[IpexxenaTHHU3IHPAHO LAPEBHYHO HULLECTE
Kpockapmenosa HaTpHis

MarHeares creapar

CunuiMeB JMOKCHA, KoaoHaeH be3BoaeH
[ToBuaon K-30

[ nnueponos aucreapar Tin [

HatpueB HMIIECTEH rMHUKONAT THN A

Tank

6.2 HecLBMECTHMOCTH
He e npunoxumo
6.3 Cpok Ha roaHocrT

5 roauHu




6.4 Chnensanns yC10BHE Ha CbXpaHEHHE

To34 nekapCcTBEH NMPOAYKT HE W3KCKBA CNEUMATHH YCNOBHSA 32 CbXPaHEHHE.
6.5 Bnau chanpxKaHHE HA OMAKOBKATA

20, 30 unu 50 Tabnetku B OnucTepHa onakoBka oT PVC-anyMHHUH.

6.6 CnennajHH npeina3HH MEPKH NPH H3XBLPJIRHAE H paboTa

HaMa cneunaniHy H3UCKBAHUS 3a H3XBBPIISHE.

Heun3non3sanuaT nekapcTBeH NPOAYKT WIH OTNATbYHUTE MATEPHAIX OT HEFO TPAOBa a ce U3XBLPAAT
B CHOTBETCTBHE C MECTHHTE H3HCKBAHHS.

7. TMPUTEXATEJI HA PAZPEHIEHHUETO 3A YIIOTPEBA
Faes Farma S.A.

Autonomia Etorbidea, 10

48940 - Leioa (Bizkaia)

Hcnanus

8. HOMEP(A) HA PA3PEIIEHHUETO 3A YIIOTPEBA

20240024

9. JATA HA IIBbPBO PA3ZPEHNIABAHE/MIOAHOBSBAHE HA PA3PEHIEHHETO 3A
YIIOTPEBA

JlaTa Ha nbpBO paspeiwsasaHe; 30.01.2024

10. JATA HA AKTYAJIMN3UPAHE HA TEKCTA

02/2024
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