KPATKA XAPAKTEPUCTUKA HA NPOAYKTA

~ |M3MBAHWTENHA ATEHUMS NO NEKAPCTBATA
1. HAMMEHOBAHMUE HA NEKAPCTBEHMHA nPOﬂ K&t Xapaxmepucmuka Ha npodyxma - MNpunoxerue 1

DOXIPROCT® 40 mg/ 20 mg/g ointment
AOKCUMPOKT 40 mg/ 20 mg/ g mas
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2. KA'_IECTBEH “ KO"“"IECTBEH c.bCTAB: S A S R . ..,":._ .......................

1 g oT masta cbabpxa: 40 mg kanuymes apobesnnat MoHoxmgpar (calcium
dobesilate monohydrate) # 20 mg nnaokanHos xuapoxnopus (lidocaine hydrochioride).

3a ABNHNUA CNUCHK HA NOMOLYHUTE BewlecTsa, BX. Touka 6.1.

3. NEKAPCTBEHA ®OPMA

Ma3, nokaneH NpoAyKT 3a peKTanHo NpurnoXxeHne.

4. KNNHWYHA [AHHA
4.1 TepaneBTUYHMU NOKa3aHUA

BbTpelltHn U BbHWHU BONECTHO NpOMEeHeHM Xemopouawn. AHaneH NPypuTtyc.
AHUTKC, NEPUAHUTUC, KPUMTUTUC, NANUNUTAC, OCTpa xemopouana Tpombo3a, aHanuu
cpucypm.

[pe- n NOCTONepaTUBHO NeveHue, B CnyJYaute Ha onepaTuBHO OTCTpaHsiBaHe Ha
60necCTHO NPOMEHEHN XEMOPOUAM.

4.2. lo3upoBKa U HAYMH HA NPUNOXEHUE

2-3 MbTHM AHEBHO.

Ma3aTta ce npunara CyTpuH U NPeRn naraHe, ako € Bb3MOXHO, Cnea Aedexauvs.

B cnyyal Ha BbTpelHu OOMNecTHO NMPOMEHEHW xemopouau Aa ce WU3NoNn3\a
KaHIONAaTa, KOATO ce 3aBuUHTBa KbM TybaTta. Bkapa#Te kaHionaTa, KONKOTO € Bb3MOXHO
no-AbNbOKO B aHyca ¥ HaTMcHeTe neko Tybarta, AoKaTo A u3Baxaare. lpu TakoBa
npunarave, tybara e gocrarsyHa 3a 10 annuxaymm.

B cnydaute Ha BbHWHUA OonecrtHo npoMeHeHn Xxemopouau unu aHane
NPYPUTYC, HAKOMKO ITbTU AHEBHO Aa €8 HaHacs ThHbK CMOW Mas.

FlpoabmxnTenHocTTa Ha neveHneTo oOMKHOBEHO e HAKONKO AHW. Tpsabea na ce
npeaynpeaM nauveHTa fa MHopmmupa nexyeatums nexap, ako cnen 1-2 cegMuuHo
nevexune, CbCTOAHMETO He ce € NoACOPUNO UMK Ce € BJIOLLKNO.

4.3. NMporusonoxasaHuA:

CBpBbX1YBCTBUTENHOCT KbM_ NEeKapCTBEHUTE BELUECTBA UMK KbM Hskoe OF
NOMOLYHMTe BelecTea Ha Doxiproct®. RPN




4.4.Cneunanum npeaynpexaeHua U cnelmantu npeanasin Mepku npu ynorpeba

Doxiproct® He vps6sa aa ce vanonssa NPOABLIKUTENHO Bpeme, B Chyyai Ha
O6bvOpeuHa HepocTaTbyHOCT. [la ce usbarsa NPoAMKUTENHO NeYeHne.

[NaumeHTHT TPpbBa Aa Obae nocbBeTBaH Aa ce oObpHe KbM NeKkap, B cnyyay Ha
KPBbB B U3NpaXHEHUsITEZ UNU NpU NOAO3PEeHWs 3a Hanuuue Ha Takasa, Kakro M npw
eaHoBpemMeHHa nossa Ha bonka unu Tpecka.

B cnyyait Ha peakuumm Ha CBpPbXYYBCTBUTENHOCT, nevedmneto tpabea ga dGvpe
npeycraHoBeHo.

4.5.1lexapcTBeHM ¥ 1pYyrM B3aMMOACUCTBURA
BaaumopencTeus 3acera He ca W3BeCTHM.
4.6. bpemMeHHOCT U XbpMeHe

He ca HanudHKU NpoyuBaHus C OpeMeHH! XxeHn. OT gpyra cTpaHa, cnef NOKanHo
npunoxexne, npomexnunsn konudtecrsa lidocaine hydrochloride ce pesopbupart n Moxe
oa wmar cucrtemHu edextn. OcsedH TOBa, TOA NpemuHaBa npes nnaLieqTapHara
bapuepa. Mpu Tesun obcroaTencrea, No speMe Ha OPEeMEHNOCT, Dox:proct TpsibBa Aa
ce npunara caMmo npu HeobxoaMMOCT.

Criep opanHo npunoxeHue, Mankum konudecTtsa calcium dobesilate ce
eKCKpeTUpaT B KbpMarta, HO He € U3BeCTHO ganu ToBa ce CfyuyBa U NpU NOKalHo
ynotpeba. Lidocaine hydrochloride ce ekckpeTupa B KbpmaTta, chef JoKanHo
npunoxexue. Tpabea aa ce usbepe Mexay NpeycTaHOBABaHE Ha NevYeHMeTo, W Ha
KbpPMEHETO KaTo npeanasHa Mapxa.

A.7. Edbexty BBLpXy cnocobHocTTa 3a wogupane u pabora ¢ maimHm

HenpnnoXxuwmo.

4.8. HeXxenaHu nexapcTBeHU peakiLiMn

CorobuieHn ca MHOro pefikn Crnyvaun Ha: npomsiHa B YpeBHUA Nacax, NpexoaHH
ycelaHua 3a napeHe, nokanHa 6onxa.

Moxe Aa ce NpoABAT pPeaKkLMn Ha CBPLXYYBCTBUTENTHOCT, CbBMECTHO C KOXHMU
peakuMm wWunu TpecKa, KXOMTO MOorat ga ca ¢ anepruyedH npousxon (Bux

J1peaynpexaenus”).
4.9. Npenoaupane

Henpunoxumo.

5.0APMAKOJIOI'MYHU CBOUCTBA

5.1. PapmMakoauHaMMyHM CBORCTBA

ATC xoa: COSADO1




Caicium dobesilate Bb3geiticrBa BbLPXY KanUNApPHUTE CTEHW, KaTo perynupa
HapylwieHute wm usmonornuin (yHKUMM -~ KaTo yBenuueH nepmeabunurer w
HamaneHa yCTOMMMBOCT- M BbPXY PA3NUYHUTE CUMATOMU Ha Bb3naneHueTro. OcBeH
TOBa UMa U aHTUTPOMBOTUIHO AeicTBuUE.

Lidocaine hydrochloride e MmeCTeH aHecTeTuk, KOWTO AonpuHacs 3a obnexkyasaHe
Ha nokanHara bonka.

Doxiproct"’ HaMmanssa Bb3NAJIEHUETO, KbPBEHETO, OTASNAHeTO Ha Cepo3eH
cekpeTt u soan o 6bp3o obnekyaBaHe Ha CUMNTOMWTE Ha Bb3naneHue B aHanHarTa
obnacr, kato 60nka, cepbex n yceljaHe 3a HanpexXXeHue.
5.2.®apMaKOKMHETUYHM CBOMCTBA

He ca HanuwiHW dQapmakokmHeTdHu paHHu. WseectHo e obave, ue
nexkapcTseHute Bewectea, Hanwunu B Doxiproct®, omiactu ce pesopbupat npes
KOXaTa.

5.3. MpeaxnuHnyHmM gaHuKu 3a 6esonacHocy

lNpoyusanmAata c calcium dobesilate, 3a ocrpa W XpOHUYHA TOKCUYHOCT,
PETOTOKCUYHOCT U MYTareHHOCT He NOKA3BAT HAKAKBY TOKCUMHU edexTu.

6. PAPMALIEBTUYHU JAHHW
6.1.Cn1uchLk Ha noMOUWHUTE BellecTBa
NMonucopbar 80, nponun ranat (E 310), Symmmpapokcnanuson (E 320),
De3BoiHA JNMMOHOBA KWMCEeNWHa, UeTunoB ankoxon, nonwetwned rnuvkon 300,
nonuetuned rnukon 1500, nonuwetwnen rnnkon 4000, nponwuneH rnuxkon.
6.2. ODN3UKO-XMMUUHN HECHBMEOCTUMOCTH
3acera He Ca U3BECTHU HECHBMECTUMOCTH,
6.3.Cpox ha roaHoOCT
5 roguHn.
6.4.Cneynaniu yCnoB1sa Ha ChXpaHeHue
[la ce cbxpaHsABa Npn Temnepartypa nog 30° C.
6.5.[1aHHu 3a onakoBkara
AnymuHuena Ty6a, ceabpxauia 30 g mas.
6.6. lNpenopbkn npu ynotpeda

Hama.

7. UME U AQPEC HA NPUTEXATENA HA PA3SPELLEHUWUETO 3



OM Portuguesa,

Rua da Industria No 2,

Quinta Grande, 2720-302 Amadora,

[MopTyranus

8. PerucrpaumoHeH Homep

9600309

9. flaTta Ha nLpBO paspelleHMe 3a ynorpeba Ha nexapcTBeHUs NPOAYKT
13.12.1996 / 26.07.2002

10. flaTa Ha (YyacTMuHa) aKkTyanuaauuna Ha TeKCTa

KOnu 2008




