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2. KAYECTBEH U KOJIMUECTBEH ChCTAB

1 g Ma3 ceabpika 2 mg AENPOTEHHU3MPAH XeMOASPHBAT OT TeJlellka KpbB (KaTo cyXa Maca).

3a MBJIHKMA CIMCHK Ha MIOMOIIHUTE BEIIECTRA BHXKTE TOUka 6.1.

3. JEKAPCTBEHA ®OPMA

bsina xomoreHHa mas.

4. KJIMHMYHHU JAHHU
4.1 TepaneBTHYHH MOKA3AHMSA

- Jleuenune Ha paHH WM BB3MAJIEHHE HA KOXKATA U JIMTABULIMTE KATO CIIbHYEBHM M3rapsaHUs, MAJIKH
KOXXHHU MOPA3BaHHA/Ne3HUHN (Hanp. HHLU3MH), OXJTY3BaHHS, H3rapAHUS;

- I[oanomaraHe Ha THKAHHOTO 3apacTBaHe Clie[ U3rapsHe WIH MONapBaHe;

- JleueHue Ha BApUKO3HH S3BH M APYTY TOPIIHAHHM S3BH;

- MexaHnuHu HapaHABaHMs Ha KOXKaTa, paraay U GUCYpH Ha KoxkaTa, 0COGEHO OKOJIO YCTaTa WiIH
aHyca;

- [naBHO npu HecekpeTUpaluy Ne3uu;

- Ilpodunakrika u eveHue Ha NeKyOUTATHH A3BY;

- [IpodunaxTika U JeueHHe Ha paHallMOHHH PEeaKLHK.,

4.2 Jlo3HpOBKa H HAYMH HA NPHJIOKEHHE

3a npuIoXKEHHE BBPXY KOKaTa.

Pazaseasanusa: Cienl OTCTpaHSBaHETO Ha koMmmpeca ¢ AKToBeruH 20% resi nocneBaHoO OT JISYCHHE C
AKTOBerMH 5% KpeM 10 MojyyaBaHe Ha TpPaHyJallMH, Ce APWIAraT KOMIIPECH C THHBK CJION
AkToBeruH 5% Mas 10 3aTBapsiHe Ha paHaTa.

3a npoduiakTrka Ha NeKyOUTYCH Ma3Ta ce BTPHMBA B YaCTUTE OT KOXKATa B PUCKOBHTE 06IacTH.

3a npopunakTHKa Ha PaJMALMOHHWUTE PEaKLMM Ma3Ta Ce HAaHacs THHKO Cel paJHOTEepaNyiTa B
PaZiMallMOHHHUS HHTEPBAL.

AKTOBErHH He Ce NpenopbBa 3a ynoTpeba npy JeLa NopaiM JHICca Ha AaHHH 32 eUKACHOCTTA.

4.3 TIlporuBomokaszaHus

CBp’BX‘lYBCTBPITCJ’IHOCT KBM aKTHBHOTO BEILICCTBO HJIM KbM HIKOE OT MOMOIIHHUTE BEHIECTBA.

AKTOBErHH He TpsA6Ba a Ce U3MOI3Ba PU U3BECTHA CBPBXYYBCTBUTEIIHOCT KbM METHI 4-
xuapokcubensoar (E218), nponun 4-xuapokcubensoar (E216) 1 LeTHIOB ankoxoJl.
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Henpunoxumo.

4.5 BsammogeiicTBHE ¢ IPYrH JeKapCTBEHH NPOAYKTHA H APYrH GOpPMH Ha B3aHMOAelicTBHe
Jlo MOMeHTa HAMa W3BECTHH JaHHH 3a B3aUMOAEHCTBUS.

4.6 PepTHAATET, OPEMEHHOCT H KbpMeHe

bpemennocm: Tpabea na ce 06bpHe BHUMaHKe NpH yrnoTpe6a npu GpemMennu xenu. [Tonsara ot
Ne4eHHeTo ¢ AKTOBETMH TPSOBa 1a Ce NPELICHH CPELly MOTEHUMATHHS PHCK 32 U108/ HOBOPOASHOTO.
Hanuute oT orpaHu4eH Opoii lekyBaHH GpPEMEHHH )XSHH He MOKa3BaT HEXeaHH peaKlMHi Ha
AKTOBErHH 10 OTHOMIEHHE Ha OPEMEHHOCTTa MU 3APABETO Ha IUI0a/HOBOpoAeHoTO. [TpoyuBanus
NpH XKUBOTHH HE Ca MOKa3a/Id JUPEKTHH WIH HHAHPEKTHU BpeJHH €(PEKTH 10 OTHOUICHHE Ha
OpeMeHHOCTTa, eMOPHOHAIHOTO/(HETATHOTO Pa3sBUTHE, PAXIAHETO WK MIOCTHATATIHOTO PA3BHTHE

(BuxTe TOuKa 5.3).

Kbpmeﬂe: HO MOMCHTA HAMa JOKJIaZBAHU HETraTUBHH ereKTPI 3a KbpMa4e€To. Bce nax, rnoJjisara ot
JIeYEHUETO C AKTOBETHH TpSIGBa Jia €€ NPCLECHH CPCIY NOTCHIHAIIHUSA PUCK 34 KBpMAueToO.

4.7 EdexTn BLpXy cnocofHOCTTA 32 WIOpHpPaHe H paboTa ¢ MAIUNHHE
AKTOBETHH HE MOBIHUsABA CIOCOOHOCTTA 32 1WodupaHe U paboTa ¢ MallMHM.
4.8 HexesIaHR JIEKAPCTBEHH PeaknHH

Hexxenann JICKapCTBEHH PCAKIIMU MOXKE 1a HACTBIIAT I0-CIICHATIHO NPH MALMEHTH, CKIIOHHH KBM
PE€aKI{HM Ha CBPBXYYBCTBUTCITHOCT.

Hexenanute nexapcTBeHH peakLMH ONHMCAHHU MO-40JTy HACTHIBAT psaako (1pu >1/10 000 xo <1/1 000
JIeKYBaHH NauHeHTH):

Hapywenusa na umynnama cucmema

AneprudHH peakuuH (JeKapcTBEHa TPeCKa, CUMITTOMH Ha IIOK).
Hapywenua na xoocama u mexume mokanu

Yprukapus, 3auepBsBaHe.

4.9 TIlpenozmpane

HsMa foknanBany cily4ad Ha npefo3nupaHe.

5. ®APMAKOJIOTWYHHU CBOMCTBA

5.1 ®apmakoaHHAMHYHH CBOHCTBA

®dapmakoTepaneBTHYHa Fpyna: Apyru Xematonorudnu npoayktu, ATC kox: BO6AB.

AKTOBErMH MpEeM3BUKBA OPraHHO HECBBP3aHO YCKOPABAHE HA KIECTHUHHS CHEPrHeH MeTaboHIbM.

AKTHBHOCTTa Ce NMOTBBPKAABA YPe3 M3MEPBaHe Ha MOBHILICHO [IPHEMAHE U YCKOPEHO YTHIIM3UpaHe Ha
rmokosa W kuciaopon. Tesu nBa edekra ce ciMBaT M B pe3yiTar ce moumasa oOMsHata Ha ATP,
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KOETO BOAW IO MO-rojisMa NpOAYKLHA Ha eHeprus OoT KieTkata. Taka mpouecure ¢ NOBMILEHH
eHepPruiHM M3UCKBaHUA (pernapalus, pereHepanus) ce CTUMYJIUPAT U YCKOPSBar.

5.2 <dapmakoKkHHETHYHH CBOICTBa

Aabcopbuusra, pasnpeeneHHETO U eTUMUHUPAHETO Ha AKTHBHOTO BEILIECTBO HE MOXKE JIa Ce
AHAJIM3HUPAT C KOHBEHIMOHATHUTE (apMaKOKHHETHYHH METOH, BKIIOYMTENHO PAMOAKTHBHO
MapKHpaHe, Thil KaTo JEeNPOTCHHU3UPAHUS XEMOICPHBAT € KOMILIEKC, ChAbPIKAIll AKTHBHH BEIIECTBA
C pasnu4HK GapMaKkOAMHAMUYHH €(EKTH, KOUTO MOXe Aa Ce JBJDKAT Ha (PPaKuKHM ¢ pasIMIHU
(U3HONOrHYHN U XUMHYHH CBOMCTBA.

OTHOCHO CBOTHOLIEHHETO BpeMe-e(eKT, Hauaslo Ha IeUCTBUE B PaMKUTE HAa MakcuMyM 30 min u
MakcuManeH edekt mexay 3 — 5 dac ca Guim HabIIOAaBaHU NIPU Pa3IUYHHU IAPAMETPH NIPH
€KCTICPHMEHTH C KUBOTHH H NPH KIMHHUYHH MPOYYBaHHUA.

C nokanuu ¢opmyJin, eGeKTHT OCTaBa JIOKATIEH ¥ OTPAaHUYEH Ha MSICTOTO Ha NMPUIIOKEHHE, KAKTO
MOKa3Ba MHAWBUYAIHOTO CpaBHEHUE NPH MHOTOKpaTHH NeueHus. EdekTute, HabmonasanH in vitro
Ca CBBP3aHH ¢ AO30BOTO HUBO Ha aKTHBHOTO BELIECTBO, ChbPKAll0 CE€ B raJIEHOBATA JIOKAJIHA
dopmyaa (0,1 — 10 mg akTHBHO BEILECTBO-CyXa Maca/g JiokainHa GpopMyJia), KoeTo TpsbBa aa ce
NOCTHIHe 63 3aTpyAHEHMS B ThKaHTa Ha paHaTa. bezonacHocTTa Ha MpOAyKTHTE € Guila JoKa3aHa
Ype3 TOKCHKOJIOMMYHH TPOYYBaHHUA.

5.3 IlpeaxkAHHHYHH IAHHH 32 6e30mACHOCT

IMpeaxnMHHYHN JaHHK OT NPOYYBAHUS 32 TOKCHYHOCT MPH MHOTOKPATHO NPHIIOKEHHUE,
penpoayKTHBHA TOKCHYHOCT, MyTar€éHHOCT, HMYHOTOKCHYHOCT H KOHTAKTEH ajleprHUeH MOTEHIIAAI
He 10Ka3BaT 0cobeH pyuck 3a xopa. Jlopu npu 103u 30-40 mbTH CHOTBETHATA [03a 32 XOpa,
JENPOTEHHU3HPAHUAT XEMOJEPUBAT OT TeJICIIKa KPBB HE € MOKa3aJl JIOKAIHA W/HITA CUCTEMHA
TOKCHYHOCT CJie]i €IMHUYHO HJIM MHOTOKPAaTHO OPaHO, KOXKHO, TIOJKOKHO WJIH HHTPAaBEHO3HO
MPHJIOKEHHE NPH EKCTICPUMEHTHTE C JKHBOTHH.

6. ©APMAIEBTHUYHHU JAHHU

6.1 CouchbK HAa TIOMOIIHHTE BeMIeCTBA

Metun 4-xunpo6enzoar (E218)
Iponun 4-xunpodenzoar (E216)
INapadun (6551, Mek)

Ietunos anxoxon

Xonectepon

IIpeuncrena Boga.

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ba rogaOCT

5 rOJIMHH.

CpoK Ha rOZHOCT cliefi OTBapsHe: 6 Mecela.

6.4 Coenuajasm yc/ioBHS HA ChbXpaBeHHe
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Ha ce cpxpanssa nojg 25 °C.

6.5 [daunu 3a omaxoBkaTa

AnymuHeBa Ty6a.

Pasmep Ha onakoBkara: 20 g

6.6 Cuoennannu npeANa3sHH MePKH HPH H3XBLP/siHE

HsaMa cnienidanHu M3MCKBaHUS.

7.  IIPMTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEFA
Nycomed Austria GmbH

St.-Peter-Strasse 25

A-4020 Linz

ABcTpus

8. HOMEP HA PA3SPEIIEHHUETO 3A YIIOTPEBA

Perucrpamuonen Ne 20050186

9. JIATA HA IIBPBO PA3BPELNIABAHE / [IOAHOBABAHE HA PA3PEIIIEHUETO

3A YIIOTPEBA

30.03.2005

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

03.2011
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