Kpamka xapaxmepucmuxa Ha npooyKkma

1. UME HA JIEKAPCTBEHHWS ITPOAYKT
Mastu S forte
MacTy S dopre

U3NMLAHWTERNA ATEHUMA 110 NEKAPCTBATA |

Kparnica xapexmepucmua na npodywma - flpunoxerss 1
Kuvm PY \{..“u%‘}d:, Jot{ ?a' 0%

2. KAYUECTBEH HA I{OJIH‘IECTBEH Cb(CTAB | 0d0Bpero:

AKTHBHHW BELLECTBA:
] cynosutopus ceabpxka: 250 mg 6ydekcamak, 100 mg doucmyros cybranar, 100
mg TATAHOB AMOKeHA, 10 mg nnaokanHOB XHUAPOXJTOPHUA.

3. JEKAPCTBEHA ®OPMA
CynosuTopus.

4. KJIMHUYHU JAHHH
4.1 TepaneBTHYHH NOKAZAHHS
. XeMOponnaiina DOjeCT ITspBa H BTOPA CTEIIEH.
. bonecTHO NMpPOMEHEHH BBHHILHUA XEMOPOUIH
. OcTpu anajiHu pUcypw.
. OcTtpa 1 xpoHHYHA aHaNHa €K3eMa.
. Bw3nanuresnHu npolecH B M OKOMAO aHYCa W PEKTYMA (MPOKTHT).

4.2 JIo3HpOBKA H HAYHH HA NPHJIOKEHHE

[IpennopbunTe1Ha 103HPOBKA:
[TocTaBs ce exqHa CVIIO3WTOPHS B aHyca ABa NbTH AHeBHO. Cnea noaodpsieaHe Ha
CBCTOAHUETO. €1HA CYNO3HTOPKA AHEBHO MOXKE Ja € J0CTaThyHa.

Hauun Ha npunomenue:

[TocTass ce e1Ha CYNO3UTOPHS B PEKTYMA. N0 BH3MOKHOCT C/iel H3XOXKAAHE TI0
roasMa Hyxaa. Macty S Qopre TpadBa ga ce npuiara JOKaTo npemMyHe 0CTPOTO
JApa3HeHe W Bh3naleHue. [Ipenopbusa ce neyeHHeTO Aa NPOALMKH owe 3-10 guu
3a NOALLPRAHe Ha KoMGopTa.

AKO € HEeOOXOAHMO NO NPOABL/BKHTENHO NeueHse. TpadBa Ja ce H3noN3Ba
MPOAYKT, KOHTO HE ChABPHKA NOKANEH AHECTETHK.

4.3 IIpoTnBONIOKRA3aHNS |
JloxasaHa CBpBXUVBCTBHTEAHOCT KbM HAKOE OT AKTHBHHTE HAH MOMOWIHWTE
BEUICCTBA Ha TOBA .1€KapeTBO. ['bi KAaTO npit NALHEHTH € HCTOPHA HA KOHTAKTHH
dIeprun W aTONHHMEH JEPMATHT CBUECTBYBA NO-TOIAM PHCK OT 3NCprHYHi
peaKUHy, Te TPAOBA Ja H3N0aA3BaT MacTty S ¢opre €aMo 1€l KOHCYATALMA ¢
aekap. MacTy S ¢opre He Tpadsa na Obae npHIAraH 0OpH NAUHEHTH Cbl
CIEUHMPHYHI KOKHH 320048BaHHA B O0NACTTA HA TPHAOKREHHE (CHUIHC.
TVOepPKYNo3a).
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4.4 CneunaxHH nPeIvVNpexRACHHS i NpeanasHi MeprH NpH ynorpeda !
[Ipi e1HOBpeMeHHa vhotpeda Ha Macty S dopre ¢ npesepsatus e BLIMONKHO
HAMATABAHE HA VCTOHUYHBOCTTA HA NPE3ePBATIBA KbM CKBLCBAHE H HEroBaTa
HAQSKIHOCT.

4.5 Baanmoaeiictsus ¢ apyvru JEKAPCTBEHIl TIPOIVKTH HIN Apyri ¢opmH HA
B3aHMOIeHcTBHE
Jlo MOMEHTA He ¢a H3BECTHH IeKapeTBEHHM B3aIMOASTICTRIIN ¢ Apyru fekapcraa.

4.6 bpeyMeHHOCT B KBDPMeHe
Hsama 1aHHN OT KIHHHYHK H3NUTBAHHS 32 NpUIOXERIETO HA MacTy S dopre npu
OpeMeHHH 1 Kbpyauku. [Topaau Tosa, TpAOBa 1a ce NpeueHH MHOIO BHHMATENHO
OYaKBaHaTa N0.133 CAPAMO NOTEHLHANTHHUTE PHCKOBE.

4.7 EderTi BLPXY criocobHOCTTA 32 wodnpaHe 1 padora ¢ MALIHHN
HsiMa Haauyni JoKasaTencTsa 3a noTeHuHanHoTo JeficTBHe Ha APOIYKTa BbpPXY
CNOCOOHOCTTA 3a WO(HPaHe WK padoTa ¢ MaHHH.

4.8 He:retann aexapersenu peakyun
CBPBXYVBCTBHTEIHOCT KbM HAKOS OT ChCTaBKHTE Ha TEKApCTBEHHS MpPOAYKT.
TakuBa peaxuin 0GMKHOBEHO Ce NPOABABAT MO (opMaTa Ha JIOKaHO Jpa3HeHe
(epuTema, napete, crpoex).
[lauxenTH. noIVYHIM peaxuud Ha CBPBXYVBCTBHTEIHOCT MJIM  BHE3aNHO
B-10lLIaBAHE Ha CBLUECTBYBAILO KOKHO 3a00/s1BaHE, TPROBa Ja crpaT ynorpebara
Ha TOBA ;1€KapCTBO. ' |

4.9 IIpeaosupane
Hocera He ca H3BECTHH CAy4aM HA TOKCHYHOCT H € MailKo BCPOATHO JAa C€ MOABAT,
B ciiy4ad 4e Macty S dopre ce npunara xakto e ykasaHo.

5. DAPMAKOJIOIT'MYHHUA CBOVICTBA
5.1. @apMaroAHHAMHYHK CBOICTBA
DapmakoTepanesTHuna rpyna: BemecTa 3a JeveHHe Ha XeMODOMIK H

AHATHH  (PHCYPH 33 JIOKAJAHO mNpHiIokeHue. JIOKAIHM AHECTEeTHIIH,
JdupokauH,

ATC koa: COSADO1

bydexcamar

bydekcamakeT e MPOM3BOAHO HA APHIOLETHATA KUCEIHHA M KOFATo ce npunara
JIOKAHO NpH CcneurPUyHK yCrosua (HOCUTE, KOHUEHTPALMS < 10%), nposessa
IPOTHBOBBINANIMTEIHA AKTUBHOCT [pH HAKOM (apMakOIOrMYHM MOLENH
#HBOTHH (UV eputema, kaparenwaHos oTok).

JInaokanHOB XHAPOXIOPH/

JIMAOKAUHOBUAT XUAPOXNOPUA € JOKANEeH AHECTETHK OT aMHJEH THT U
pUTCAABA TONAM AQUHHTET HA CBLP3BAHE C OTBOPEHMTE HHAKTUBHUpPAHH
HATPUCBA  KaHAM OT BBTPEIIHATA CTpaHa Ha KAETbYHHTE -MeMOpaHH Ha
Bb30YLUMUTE CTPYKTYPH. AQHHUTETBT MY KbM 3aTaopﬂHmeHanMquEauanu e
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c1a0. JIHIOKAHHOBOTO CBBP3BAHE VBETHUABR BPRMETO 33 BbL3CTAHOBABAHE HA
KaHada (T.€. BPEeMeTO. HeoOXOAMMO HA KaHald 14 NpeMIHE OT HEaKTHBUPAH B
sarBoped) 10 20 1000 obTH, KaTo vBeaHuaBa pedpaKTOpHIUA NEPHOL H HAMANABA
Opost HAa HMNYIICHTE NPOBEXKAAHH TNPe3 KIHA1A, 3aTORA HEPBHUTE KIACTKH.
CTHMV.THPAHH OT BHCOKOUECTOTHH HMMVACH ¢ VBEIHUYSH NOTEHUHEN HA AelicTRUE
(HAOP. B CSH3OPHIITE HEPBHU BJAKHA) Ca NO-UYBCTBHTEIHH CNPAMO IEHCTBHETO
Ha anlokadd. OcBeH TOBA. KOJKOTO MO-MAIBK € J1HAMETBHPBT HAa HEPBHOTO
BJAKHO. TO/IKOBA M10-MAJKO € Pa3CTOSHHETO. KOETO TpAOBA Aa CE NpPeoaoiee 3a
NACHBHO TNpoBeXaaHe Ha umnyacHTe, Cael10BaTeTHO. TbH KATO AHAOKAHHBT
0.10KHpa NbLPROHAYATTHO CAMO CEFMEHTHTE HA MATKITE HePBHU BJlaKHA. BNaKHaTa
¢ Maibk auametsp (B, C 1 A) — KoHTO 0TroBapaT Hamp. 3a NpoBeXAaHe Ha
HOUMUENTUBEH HMIVIAC — e OBbAAT NbPBHTE, KOHTO 1€ ObAAT OJOKHPAHH.
3aTOBA JIOKAJHHTE AHECTETHUM €a B CBCTOAHHE H30HparTenHo W o0paTHMO Aa
MOTHCKAT YVBCTBOTO 32 OONKA B OMNpe1eeHl YaCTH Ha TH.10TO.

3a OCBHLUECTBABAHE HA AUGY3UATA Npe3 KIeTbuHHTe MemOpaHW e Heobxoauma
HelpoTOHUpaHaTa ¢opma Ha €HO JekapcTBO H nopaid Toea pK cToiiHocTTa Ha
JOKanHHuA aHecTeTHK H pH Ha cpeaata ca Hail-BaXHHTE YCIOBHA TOH JAa AOCTHUTHE
CBOETO MACTO Ha JACHCTBME B KneTkarta. [Ipeanonara ce. 4e JEHCTBHETO BBLPXY
HOHHMA KaHajg ce AbAKM Ha MpOTOHWMpaHaTa ¢opma monekynata. CpaBHeH ¢
APYTH JIOK&JIHKH &HeCTeETHUM, JIMAOKaMHBLT TMpHTEXRaBa cpelHa CHAa, cpelHa
NMPOABLIKUTEAHOCT Ha AeicTBHE ¥ OBP30 HacTbABALL eeKT.

5.2.DapMaKOKHHETHYHH CBOHCTBA

byjekcamar

a) Ocmpa morcuvHOCH

[lepopannata LD30 npu nacnempanusaTa 3a OCTpa TOKCHYHOCT BbPXY MULIKK H
IIBX0oBe e Ouna 4 g/kg TenecHo Tero.

0} XpOHUYHA MOKCUYHOCI

[lnvxoBe, Tperupanu nepopahnHo ¢ MakcumyM 400 mg/kg Oygexcamak 8
MpoAbMKEHHWE HA 3-9 Mecela, NMOKazpaT CAEAHUTE MPU3HEAUM Ha TOKCHYHOCT:
HaMalaeHO TeNecCHO Terjo, 3abaBeH pacTex, J1I€Ka aHeMMs, NOBHIlIaBaHe Ha
ajlKanaHata pocdaTaza U a30Ta B KpbBHATA ypes, YBEIMYARAHE HA OTHOCHTEIHOTO
TEr10 Ha YepHusA Apod, 6udpeuuTe 1 HAaGBOpEUHAaTa Kites3a, aTpodiug Ha TUMYyca
U MACTHa JereHepainus Ha YepHus apo0d.

12-MecevyHo u3cneaBaHe BbpXy pesyc-maiMyHu, tectsadHu ¢ 200 mg/kg TenecHo
TEMNIO NepopaiHo npuer OydexkcaMax moKa3pa CileAHUTE OTKIIOHEHHA: YBENUYEHA
CMBPTHOCT, IbJDKalla ce Ha ObbpeyHa ToKcHMuHOCT, €nabo yBenuueHue Ha
TEICCHOTO TErno, AENpecus, aHOPeKCHd, aHeMHd, YBEJIWYEHWE Ha a30Ta B
KPBBHATA YPes U CEPYMHUS KPeaTUHHMH, NOBHUILABAHE HA aAPTEPUATHOTO HAAATAHE,
XHUCTONIOrHYHO-3abenexxumMo GorkanHo pwianajseHue Ha ObOpeumnte, ¢ybposa,
JEBKOLMTHA HHQUATpaLKA U rioMepynockaeposa. 100 mg/kg nepopanto rpuer
Oy(ekcamak ce nouacs OT pe3yc-MalMyHM 6e3 MposBM Ha TOKCHYHOCT.

M3cnenBanus BbpXy KydeTa OKa3BaT, Ye ce OABABAT NPU3HALM HA TOKCHUYHOCT
[pyU NO-BUCOKKM 1034 (300mg/kg).
8) Tymopozenen nomenyuan




24-MeCceuHO NPOoVYBAHE HA TUILXOBE. TECTBAHH ¢ MNEPOPANHH JHEBHH 103N
Ovperkcamark ot Haa 300 mg/Rkg nNokaszpa. ve HAMA Pasika B 4ecToTata Ha
BL3HUKBAHE Ha TYMOPH  MEXIY TpeTHpaHHTE KHBOTHH M KOHTPOJHUTE.
HETPETHPAHN TAKIBA.

o) Mymacenen nomeniua

[lpeasapuTeanuTe Pe3vaITaTH OT TECTBAHE 3@ MYTATSHHOCT BBLPXY OAKTEPHH W
KNCTKH OT 0Qo3aliHiUi ¢a OUAM OTPHUATEHH. HO He C€a J0CTaTbuHi 33
OKOHYATEIHA OUSHKA. -

0) Penpoovkmuera morcuyHoC

EMOPUHOTOKCHYHHTE TPOVUBAHHMA BBPXY IIABXOBE H. 3aiiUH MOKA3BAT HAMAACHO
TErN0 HAa NN01a H eMOPHOTOKCHYHH BB3ASHCTBHA {VBEIMUEHA CTENEeH Ha
pe30pOLiA) caMo NnpH J03M TOKCHUHY 3a Maiikara (npn masxose — 300 mg/kg
TeNeCHO Terno: npH 3aiuu — 150 mg/kg TenecHo Terao). TeparoreHHH eQerTH He
ca HaOMO1aBaHIL. |
bucMyToB cviraaar

BUCMYTOBUAT C\VOraiaT € HepasTBOPMM BBLB BOJA. pa3pelcHH KHCEJUHH M
OCHOBH. MMa alcTpHHIEeHTHH CBOMCTBA M NOANOMara 3a3IpaBiBaHETO HA paHM.
Tovit xaTo € Hepa3TBOPUM NpU GUIMONOTHUHK YCNOBHA. OMCMYTOBUAT cydranar
He ce abcopbOupa NpH JIOKAJIHO MpUioKeHue. TpAdBa 1a €€ MMa NpeaBHIl. 4e
OMCMYT CbIbPAALINTE CbEAMHEHMS MOrar Jja npelH3BMKaT NpoABH Ha
TOKCHYHOCT. KOFaTo C& U3MOJA3BAT BRbpPXY M0JeMHU PAHEBH NOBBPXHOCTH.

TuranoB AHOKCH]

TUTAaHOBUAT AMOKCHMI € CBUIO HEPa3TBOPWMM BLB BOJIA. Pa3peleHH KUCEAWHH W
ocHoBY., Mma alCTPHMHIEHTHO M TNOACYWABAWIO JISHCTBHE W NoAnoMara
33pacTBAHETO Ha paHuTe. Thil KaTo € Hepa3TBOPUM Npu PHIHOJOTHHHK YCI0BUA,
THUTAHOBHAT AKOKCH] He ce adCopOrpa NMPpH BBHILHO TNIPHIOKEHHE,

JIHJOKARHHOB XHAPOXJ0PHA

EaHoceqmuuno H3caeaABaHe 3a Oe30MacHOCT Ha aHTUXeMOponAaanHa popma Ha
TUAOKaMH ¢ Unu Oe3 nodaseH Oydexcamax, rpunokeHd BbB BAaralulieTo Ha
3a¢K, HE [0Ka3Ba OTK/IOHEHUS HA MACTOTO Ha NPUAOKEHHE W HAMA KINMHWYHMY
J2HHA 33 CHCTEMHA TOKCHMMHOCT. JlexapcteeHata dopMa - CYNO3UTOPHA Ce
NMOHACS MHOrO JI00pe NPU KYMYNATUBHU AO3U, 3HAUKWTEIHO HAJABULIABAULIH TE3M,
KOWTO Ce NPernonsyBar 3a KIMHWYHA ynoTpeda.

[lpoBeseHo e u3caedBaHe 32 0CTpa TOKCUYHOCT MPU NEpOPaTHO NPHIIOKEHHE NPy
[WTbXO0BE, 3a J1a Ce MPELECHAT TOCNEACTBUATA NIPU NOTIBLLAHE 0 HEBHUMAHHKE HA
[03UTE, CbABPKALIM CE B TbHProBCKAaTa OMNAKOBKA HE AHTUXEMOPOUZATHHMAT
npoAykt. He ca ycTaHOBEHHM NpHU3HAlLY Ha OCTpa TOKCHYHOCT, HHUTO CMBPT,
AbJDKAUM €€ Ha U3CIEABAHMS NPOAYKT. JIuncaTta Ha NpH3HALM Ha OCTPO OTpaBAHE
NpH €IHOKpaTHY 1034 No-BUCOKM OT 20 g/kg nokasea, ye HEBOAHOTO MOMALLLAHE
HA Cbibps:kaHHeTo HAa 1 Teproeckara omnakoska (MacTy S Qopre Cyno3uMTOpHH),
eKBHUBaJIeHT Ha 1-1.5 g/Kg AMAOKAMH, HAMA A3 NPEeAU3BUKA HAKAKBHY YBPEKIAAHUS
rnpy 20-kunorpaMoBo AeTe. 3aToBa NekapcTBeHaTa hopma ce cuMTa 3a be3onacHa.
WUMa pnavHy, KOWTO COHAT, uYe 2,0-KCHNTUAKMHDBT, MeTaboNHT HA NUAOKAKHA MOXE
72 UMa MYTAreHHO AEHCTBUE, NpH TUTBXOBE, a MOXKE Ou M NMpH Xopa. Te3n paHHM
ca OMAM nosyyeHH NpH ONUTH uM 6umpo, NPH KOKUTO. TO3H METaDONUT ¢ Oun
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H3NO3BAH B MHOTO BHCORN. CYOTOKCHUHE KOHUCHTPALHK. 32CETAa HAMA HAAIUHH
AAHHH. KOHTO 13 COUAT. 4 CAMUAT JLTOKANN € MYTAareHeH.
B H3CACIBAHMATA 33 KAHUCPOTEHHOCT Ha  2.0-KCHIHH npH 0ABLXOBE B
npoammemre R IBC FOAMHIL BRNOYBAWMN TPAHCNIAUEHTAPHO Bb3IeHCTBIE K
IC1POA0BA TPETHPAHE € MHOTO BHCOKNH A03H {BHCOKOYVBCTBHTEIHA TeCTOBA
cuneua] ¢ OTKPHTA BPDL3RATA MY ¢ PA3BHTHETO HA  3N0KAYSCTBEHI M
A00POKAYSCTBEHH  (FIABHO)  AJEHONANMAOMM WM JOKAMHM  HHBA3NBHMK
4 ICHORAPUHHOMI HA HA3aliHug ennTel. He MOKE 1a ce H3KIH04YH GEIVCNOBHO. Ye
TE3N HANOAKH He MOTaT 13 ¢ NPOSBAT nNpu xopara. 3aToBa Macty S dopre He
TPAORA 1a € H3MO.3BA BB BHCOKH 103H 33 MPOIBIKHTE IEH NEPHOD OT Bpene,

0. CDAPMAL[EBTIF{HH JAHHH
6.1.Cnichb K HA NOMOUIHNTE BeLIEeCTRA
XHIpHpaHa Ma3HHHa. noaucopodar 63,
6.2 HecrheMecTHMOCTH
He ca usBecTHH.

6.3 Cpnh HA FOAHOCT
3 TOJAHHM.

6.4 Crieliafli yCI0BISt HA ChXpaHeHHe
/1a ce cuxpaHsBa npu Temneparypa nox 25°C.

6.5 JaHHH 33 onakoBraTa
[HIBX/IIE Ganctep. cbawvpaiy 10 cynosutopu.

6.6 CneuHasxHu npeanasHy MEPKH NpH H3IXBLpJIAHe H pafoTa
Hsma cneumaniu H3MCKBAHMS,

7. IIPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEEBA
STADA Arzneimittel AG
Stadastrasse 2 — 18
61118 Bad Vilbel, 'epmanusg
Phone: +49 6101 603-0
Fax: +49 6101 603-259

8. HOMEP HA PASPEUIEHHUETO 3A YHOTPEBA
9600219

9. JATA HA INLPBO PASPEHIABAHE/IIOJXHOBSIBAHE HA
PAZPEHIEHUETO 3A YIIOTPEBA
26.08.1996

JIATA HA AKTYAJIM3UPAHE HA TEKCTA
Hoesmepu 2006 e



