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Hy3onpun 100 mg TBBPAM Kancyau 1 ﬁ - 707
Dusodril 100 mg hard capsules ‘,( ?O ?7 c? ﬂ -
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2. KAYECTBEH H KOJIMUECTBEH CHCTAB Y O o e T
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Besxka kancyna dysonpun 100 mg ceappika 100 mg Hadruapodyprnos xuaporeH okcaaar/
Naftidrofuryl hydrogenoxalate.

3a ITbJIHHA CITHCHK HA TTOMOILLHUTE BellieCTBA BIDKTE TO4YKa 6.1

3. JEKAPCTBEHA ®OPMA
Teepra xancyna

4. KJIMHAYHHA JAHHA

4.1 TepaneBravHH NOKA3AHUA

-  CumrroMaTH4yHO neveHMe Ha claudication intermittens, MPUYMHEHO OT XPOHHYHO OKITY3IUBHO
apTepHaHO 3abonaBane Ha gojHHUTE Kpaituunyu (cramwuit I1);
- ChIrsTCTBALLO JIEYEHHE Ha CHHAPOMA Ha PeiiHo.

4.2 Jo3upoBKAa H HAYHH RA NMPHJIOKEHHAE

HJo3npoBka
IlepopanHo npunokeHHe

- ApTepHraiHo 3a00/ABAHE HA JJOJIHATE KPaiHUIMU:

3 IBTH AHEBHO 10 2 KancCyjM, eKBUBaJEHTHH Ha 600 mg HadTuapodypuil, B TeUeHHE HAa MHHHUMYM 3
Mecera.

- Cunapom Ha PeiiHo:

3 nbvTH gHeBHO 10 1 Kamicyna, ekBHpaneHTHA Ha 300 mg HadTUapodypH, B TeUEHHE HA MHHUMYM 3
Mecela.

Bn3ipacTHH nanueHTH
JlekapcTREHHAT NPOAYKT € MpedHa3HaAueH 3a yrorpeba raBHO NPU BB3pACTHH. PapMaKOKHHETUUHHAT

npodun Ha HaTHAPOGYpPHN HE Ce MPOMEHA MpH ynorpebara My OT BB3pacTHH IMaLHeHTH. 3aTOBA He ¢
He0oOX0UMO afanTHpaHe Ha 103aTa Ha HahTHApo(hYPH/I TIPH Ta3H [OMyJIalys.

[leAMATPUYHY MALHEHTH
To3u nexkapceTBeH NPOAYKT HAMA CHOTBETHH MOKAa3aHUA 3a yIIoTpeda npu nena.

Hauynn Ha npaaoxenne

Ilpeanucanara go3a aa ce MpHeMa o BpeMe Ha XpaHEeHe,

i
L3

T VTR



4.3 [TporuBonokazanus

To3n nekapcTBeH NPOXYKT HUKOTA He TpAOBa Ja ce H3MOI3Ba B CIICAHHTE CIy4aH:
- CBPBXYYCTBHTEITHOCT KbM HAQTUAPOQYPHI WIHM KbM HAKOE OT IMOMOLXHHTE BELECTBA
- M3BECTHA XMIIEPOKCATYPHS;
- aHaMHe3a 33 pPelIHAMBHPALIH KAIIHA-ChAbpKALIH KaMBbHH B OLOpenmre,

4.4 CnenuaaHu NpeAylpexIeHHs B NPeANA3ZHH MePKH IIpH YHoTpeba

Ynorpebara Ha Jy30oApwi Moke Aa J0BeAe A0 NpOMSIHA B ChCTaBa Ha ypHHaTa, KaTo YBEJIW4H
CIJIOHHOCTTa KbM 00pa3yBaHe Ha KaJllIHeBO-OKCAIATHH KaMBHH B OnOperre.

ChabpaaHueTo Ha oxcanar B Kancyna or 100 mg e 19 mg.

3aToBa No BpeMe Ha JIeUeHHEeTO TpAOBA Ja Ce M3MHBA AOCTATHYHO KOJIHWYECTBO TEYHOCT, 3a Ja C€
OCUIYPH CHOTBETHOTO HHBO Ha IHype3a,

[Tpuemaneto Ha Jlyzoapun 6e3 TeYHOCT, Npeay AATaHE, MOXKE Aa IMpeAU3BUKa TokalcH e3odaruT. 3aToBa
€ BaxkHO Jly304pwi BHHACH A ce [ipHemMa ¢ rojisiMa vailia Boja.

CpobmeHn ca ciydad Ha 4YepHOApOOHO yBpexgaHe. B ciydali Ha cHMOTOMH Ha YepHOApOGHO
yBpexknane, ynotrpedara Ha Jlyzozpun TpabBa aa ce npeycTaHOBH.

4.5 B3anamogelicTBHE ¢ APYTH JleKapcTBeHH NPOAYKTH H APYrH GOpMHE HA B3aHMOACHCTBHE

Hama.

4.6 PepraanTeT, OPEMEHHOCT H KbpMeEHE

BpemMennocT

To3u nekapcTBeH NPOAYKT €€ H3MON3BA HAl-4ECTO OT Bh3PAaCcTHH NALHEHTH, NIPH KOMTO HAMa BEPOSTHOCT
33 3a0peMeHsBaHe.

IlopanH oTCRCTBHE HAa CHOTBETHH KIMHHYHH JaHHH, yrioTpebaTa Ha HaQTHAPOQYPHI HE Ce MPENOphYBA
10 BpeMe Ha 6peMeHHOCT.

Knpmene
Ilopanu orchCcTBME HAa CHOTBETHM KIMHMYHU JaHHM, yrnioTpebaTa Ha HadTHApodyprI He Ce Npenopbypa
10 BpeMe Ha KbPMEHE.

4.7 EdexTr supxy cioccobuocTTa 338 modupane 1 padora ¢ MAINAK

Hadruapodypun He nosnnsea cnocobHocTTa 3a modpupane 1 pabora ¢ MalIHHA.

4.8 Hexenann JiekapcTBEeHN PeaKIHH

[Io Bpeme Ha nedenHe ¢ HadTuapodypwnt MoraT Ja ce NOABAT CACHHHTE HEXKEIAHH JICKAPCTBEHH
pPeaKLHH.

YecroTaTta ce onpeaens KakTo caeasa: MHoro yecru: =1/10; yectn: > 1/100, < 1/10; HeuectH: > 1/1000,
< 1/100; peaxn: > 1/10000, < 1/1000; maoro peaku: < 1/10 000, yecToTa HEH3BEC
OHEHEHH OT HATUYHHUTE XAHHK),
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[Ipu Bcsko rpymHpade B 3aBHCHMOCT OT Y€CTOTATA, HEXKENAHHUTE JIEKAPCTEEHH
HU3XOAAL] peAl N0 OTHOLICHHE Ha TAXHATA CEPHOZHOCT.

CTOMalIHO-YpeBHH HAPYIUCHHS;




Heuecmu: {napnd, raieHe, IOBpBIIaHe U enuracTpanHa 0oska.
Yecmoma Heuzsecmna: [IpH HAKOW NMaLMEHTH, KOWTO ¢a MpHEeMAalH JNeKapCTBEHHA NMPOIYKT 0e3 TeUHOCT

npeny NATaHe, IPECTOAT HA KANCYNaTa B I'BPJIOTO € MpeH3BHKal JIoKalleH e30(harur

Hapymienua Ha 650penuTe M YPHHADHRS TPAKT:

Muozo peorxu: Kanumepo-oKcanaTHu kKaMbHH B OnOpenure

HapyiueH#s Ha KOXaTa W IIOAKOXKHHTE THKAHH:

Hevecmu: Koxen obpue

Ha eHHA Ha YepHOoApoOHATA H XKJIBUYHA M
Peoxu: UepaonpoOHu yBpeXXAaHus

CrollapaHe Ha MOA03HpaHH HEXETaHH PeaKIiug

Cro0LIaBaHeTO Ha MOAO3MPAHH HEXKENAHHM PEaKlMH ClleJl pa3pemiaBaHe 3a ynoTpeba Ha nmekapCTBEHHs
npogykT ¢ BakHo. ToBa 103BOJIABAa A2 NMPOABIKH HaGMIOACHUETO Ha CHOTHOLICHUETO ION3a/PHCK 3a
JICKAPCTBEHUA TPOAYKT. OT MEOHIMHCKUTE CIICHMANHCTH C¢ M3HCKBA Ja ChOOINABAT BCIKA MOAO3HpaHa
HEXKeJIaHA peaKkuua ypes

H3msnHHTE/IHA areHUMs 1o JIEKapcTBaTa

yi. ,,JdamsaH I'pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebOcaiitT; www.bda.bg

4.9 Ilpeao3upane

B ciyuaii Ha MOrTBIAHE HA MHOTO TOJIEMHM JO3H, OCTPATa HWHTOKCHKAIIMA MOXKE Aa ce NPOABH C
MOATHCKAHE Ha ChPASYHATA MPOBOAMMOCT, 00BPKBAHE M KOHBYJICHH,

Mepku, kouTo TpAOBa Jla ce¢ MpeanpHeMaT, CTOMAIHA [POMMBKA, aKO € HEOOXOOMMO - H3MON3BAHE Ha
akTUBeH pBIIeH. Copaeunara dyHkuma TpAdBa Aa ce HalmozaBa H Ja ce TpUIIOKH CHMIITOMATHYHO
nevenne, [IpH KOHBYJICHH MOKE 1 ce MPIJIOKH JHA3ENaM,

5. PAPMAKOJOI'NTYHU CBOUCTBA

5.1 PapmMakoAHHAMHYHEA CBOHCTBA

PapMakoTepaneBTHUHA rpyna: nepudepen sasoamnatarop, ATC xox: CO4AX21
Hadmuapopypwn uMa ABa CHHEPrHCTHYHH €(EKTa, B Pe3yNTAT Ha KOHTO Ce€ MpoABABa OOMHMPHO
aHTHUCXEMMYHO AeiicTBHE:

° Ha cpaooBo HuBO: KaTo crneumtuueH antaroHHcT Ha SHT>-penenTopure Ha@THOApPOQYpHI H
MpPOTHBONEHCTBA HA CHAOCBHBAIINMTE e(hekTH HA CEPOTOHHHA U HA MpO-arperalfdoHHHA My e(eKT BBpXY
TpoMOOLHTHTE.
o Ha knerpdHo HHBO: KaTo aKkTHBaTop Ha cuHTresa Ha ATP, nad
MeTaloJH3Ma Ha HCXEMHYHUTE KIIETKH.




KiuHH4YHA ePHKACHOCT

[pu nepudepHo aprepuanHo 3abonAeaHe B cTaguii [ HadTHIPOQYpHN 3HAUYMUTCIIHO YBEHYaBa
M3BLPBAHOTO KA TPEHAKOP PA3CTOSHHE, B CpaBHEHHE ¢ ranedo.

B KIMHHUYHO npoyuyBaHe, IIPOBEAcHO IIpH manueHTH ¢ claudication intermittens, € Ha®mozaBaHO
HAMAJIABAHE HA MHTEH3HTETAa M uecToTaTa Ha Oojikara MO BpeMe Ha (PH3MYECKO YCHIHE, KAaKTO H
YBEJIMYaBAHE HA C:KCIHEBHATA aKTHBHOCT,

KNHHHUYHATE NION3H MPpH NEPOPANTHO JICYEeHHE ¢ HaQTHRPOGYpHI ca:

° VEBenMyaBa M3BBPBAHOTO pascTogHHe npH mauuentd ¢ claudication intermittens u noxobpsea
KA4eCTBOTO HA XKHBOT, KOSTO € OLCHEHO ChINacHo cnenudiriia ckana Ha 3a0onspanmiTa

. O06neK4aBa CUMIOTOMETE (IIPOAB/DKHTENIHOCT H TEXKECT Ha KPU3HTE) [IpH CHHApOMa Ha Peiido

. Br3cTaHOBABa KOTHUTHBHHUTE (PYHKLIMM, OIpPEACICHHA Ype3 NMCHXOMETPAYIHH TECTOBE, a CHILO H

CrocoOHOCTTa 3a pelllapaHe Ha €XeHEBHH MpobJieMH TIPH TAUUEHTH CHC CEHHIHA JeMeHIHSA

5.2. DapmMakokHHETHYHH CBOHCTEA

Abcopbuusa
AbGcopbuusTa B XpaHOCMHNIATENHUA TpakT ¢ OBp3a: IIasMEHHTE KOHLIEHTpAalMH JOCTUraT NHKA CH

IIOJIOBHH 4ac ciie] NpHeMa.
PasnipenencHue

CBBP3BaHETO ¢ [ITA3MEHHUTE NPOTEHHH € 92%.

Hadtuapodypun npemiHaBa KPEBHO-MO3bYHATa Dapriepa H BEPOATHO IUIAIIEHTATA.

MeraGonuasm

Hadrrapodypun ce TpaHchopMHpa B pa3ilHYHHA HCaKTHBHH META0O0IUTH, NPSAMMHO Ypes XHAPONH3a.
EnuMuHupane

80% ot nekapcTBeHHs NPOAYKT Ce EKCKpeTHpa ¢ YpHHAara moAa dopMara Ha METaboJIUTH, IpePMHO
KOHIOTHpaHH.

EnuMHHALMOHHUAT NIONYKHBOT € npuOa#HsHTeaHo 1,5 vaca.

IlanHeHTH ¢ 0LOpeYnd YBpEeKAAHHS

Cnepn npueMa Ha eJHHHYHA nepopanHa no3a oT 200 mg nadTuapodypun okcanat, GapMakOKHHETHUHHTE
napaMeTpH Ha HaQTHAPODYPHI He Ca 3HAUMMO TO-PA3IH4HH IpH 37paBH AOOPOBONLK H [ALMEHTH C
OBOpeuYHO yBpexxaaHe. 3aToBa He € HeoOXOANMMO cICHU(PHYHO aJalTHPAHE Ha /103aTa IIPH [MaMEHTH ChC
CpeaHO HIH TeXKO 6B06peuHo yBpeKIaHe.

ITaudeHTH B HANPEAHANA BL3PACT

ITpu mMauueHTH B HaNpejAHana Bh3PacT He © YCTAaHOBESHA MPOMAHA BBE (papMaKOKMHETHHUHHA Npodmi Ha

nepopanHuga HaQTHAPOYpHII.
5.3. IIpeAK/IAHAYHHE JAHHH 32 0e30RACHOCT

HadpTuapodypwn HAMa MyTareHeH MM I'¢HOTOKCHYEH e(eKT, KAKTO H TEPATOTEHHH HIH HEXCNaHM
pPeaKIiiM BbPXY PEIIPOAYKTHBHHTE CHCTEMH Ha MBXKKH H KEHCKH XKHBOTHH.,

6. PAPMAILIEBTHYHHA JAHHH

6.1 CniuchK HA NOMOLIHHTE BEIIECTRA

Tank
Marge3ues creapar
CrcTaB Ha KancynHara OOBHBKA: KEJIATHH, €PHTPO3MH, THTAHOB JHOKCHI.




6.2 Hec.BMeCTHEMOCTH

He ca u3BecTHH

6.3 Cpok na rogHOCT

3 ronuHH

6.4 CnenHaniuy yc/JOBHSt HA CbXpaHeHHe

Ha ce cexpanasa mpy Temneparypa nog 25° C.
6.5 Bua u chrabpKamHe HA ONAKOBKATA

10 xkancynu 8 PVC/PVDC/Al Gnucrep,
20 TBBpAM KaNCY/TH B ONIAKOBKA MK 50 TBBpAH KaIICY/IH B ONAaKOBKa.

6.6 CnenaaaHn npeANa3HH MEpPKH NPH HIXBLPJfAHE H paboTa
Hama

7. IPHTEXATEJI HA PASPEINIEHHUETO 3A YIIOTPEBA
Merck Sante s.a.s.

37, rue Saint Romain

69379 Lyon CEDEX 08, dpannus

8. HOMEP HA PASPEINIEHUETO 3A YIIOTPEEA

Ne I1-6364

9. JHOATA HA ITIBPBO PA3PEIMABAHE/IOJAHOBABAHE HA PA3PEINEHHETO 3A
YIIOTPEBA

20.11.2002 r.
16.04.2008 r.

10. JATA HA AKTYAINIHPAHE HA TEKCTA

sHyapn 2015 r.




