KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

U3NMBAHKTENHA ATEHLWA N0 NEKAPCTBATA
1. HUME HA JIEKAPCTBEHUS MPOAYKT Ty repem—— —
Tpoxcesazud 300 mg TBBLPAM Kancyiu Kom Pez. Ms ........ OZ ﬂd od ﬁj ")
Troxevasin 300 mg hard capsules s
Paspewetiue Ne 34//9/7&/‘}3&%(
2. KAYECTBEH H KOJIMYECTBEH ChCTAB | Ogotraue M ........... /lsﬂzm‘n

Bcesaka kancyna ceabpixka 300 mg TpokcepyTHH (froxerutin).

[ToMOWIHK BElIECTBA C U3BECTHO [EHCTBHE: TAKTO3a MOHOXHAPAT, chHeeT xbito FCF (E110).
3a IBJIHMS CIIMCBK HA MOMOIIHHTE BELECTBA BHIKTE TOukKa 6.1.

3 JJEKAPCTBEHA ®OPMA

Trovpna kancyna
TebpaM, LWHITHHAPHYHH KETATHHOBH KaICyJH C XBJIT LBAT.
KarncynHo chabpKHUMO: JKBIT 10 XKBIATOKAaAB Npax, ¢ HATHYHE HA arlloMepaTH.

4, KJIUHWUYHU JAHHHU
4.1. TepaneBTHYHH NOKA3AHHSA

- 3a obnekuyaBaHe Ha OTOKa M CBBP3aHHTE ¢ XPOHHYHATA BEHO3HA HEAOCTATHYHOCT CHMITTOMH
(ymopa, TexecT, nojyBaHe U GOJIKM B KpakaTa, KpaMIlH, NapecTe3HH, ,,HeNMOYHBAIIH Kpaka’)
KaTo JIOMBJIBAIIA Tepanus KbM €1aCTHYHO-KOMITPECHOHHHTE HOpanu;

- Bapmcoaeﬂ ,nepmam'r, B KOMILIEKCHAaTa Tepanm] Ha BapHK03HH A3BH;

- 3a obnekyaBaHe Ha CHMIITOMUTE TPH XEMOPOM/IH;

- B kommekcHaTa Tepanus Ha nuMdenem U nuabeTHa peTHHONATHS.

4.2.  Jlo3HpOBKA H HAYHH HA NPHJIOKEHHE

03MPOBKA

Xporuuna eeHo3Ha HedOCMamvYHOCM U HEeHHUME YCIONCHEHUS, CUMRIMOMAMUYHO 1Ie4eHue Ha
xemopouou

IpenopvunTenHara 103MpoBKa e 1o 1 kancyna 2 WM 3 MbTH JHEBHO B 3aBHCHMOCT OT TEXECTTa Ha
cumrroMute. O6/IeKYaBaHe HA CHMITTOMHMTE OOMKHOBEHO HACTBIIBA B pAMKHMTE Ha 2 CeMHLIH.
JleueHHETO ce MpeyCTaHOBABA CJieT ITBIIHOTO OT3BY4aBaHe Ha CHMITTOMMTE W Ha OTOKA.

IIpu noBTOpHA MOABA HA CUMINTOMATHKA JIEYEHHETO MOXeE J1a ce Bb30OHOBH.

Huabemna pemurnonamus
[penopbuuTenHara aHeeHa noza e 1 800 — 3 000 mg.

Jlumepeoem
[TpenopbuuTennara nozuporka e 3 000 mg nHeBHO.

Heouampuyna nonynayus
OnuteT npH Aeua ao 18-roauuiHa BL3pacT € orpaHH4eH, opagl KOeTo He
ynotpefaTa My NpH TAX.

HauuH Ha npunoxeHue
IlepopanHo npunoKeHue.




Kancynure ce npyeMar no BpeMe Ha XpaHeHe ¢ yalia BoJa.
4.3. IIporuBomoxkazaHust

CBpBXUYYBCTBUTEHOCT KbM TPOKCEPYTHH WIH KbM HAKOE OT MOMOIHHTE BEILeCTBa, H30POEeHH B
TOYKa 6.1.

44. CpenuajHu npeaynpexkieHHs H HpeJNa3HH MEePKH NpH ynorpeda

To3u npoaykT He e ed)eKTHBEH MPH OTOLH, CHITBTCTBALIN YepHOAPOOHH, 6BOpeuHH U ChpAEUHO-
CBIOBH 3a00/sBaHKA.

[lanMeHTH © peaKH HAc/IeCTBEHH MPOOIEMH Ha ralakTo3Ha HEMOHOCHMOCT, Lapp nakraseH JedHuMT
WJIH TIIFOKO30-ranakTo3Ha ManabecopOuus He TpsAGBa Aa mpHeMar TOBa JIEKapCTBO.

Ouperurenart E110 moxe 1a npenn3Buka aneprudHyi peakiuy.

4.5. BianmopelicTBHE ¢ APYrH JeKAPCTBEHH NPOAYKTH H APYrd popMH HA B3aHMO/JelicTBHE
Hsma ycraHOBEeHH IeKapcTBEHH B3aUMOJEHCTBHS.

4.6. DepruanTer, )pEeMEHHOCT H KbpPMeHe

Hsma naHHM 3a HeraTHBHO BJIMSIHHE Ha MPOJYKTA MO BpeMe Ha OPEMEHHOCTTa M B EPHO/A Ha
KbPMEHETO, HO BbIIPEKH TOBA He ce NMpenopbyBa NpUIaraHeTo Ha NPOAYKTa B MbPBHA TPHMECTHP Ha
6peMeHHOCTTA.

Exckpertnpa ce ¢ kbpMaTa B MUHMMAJTHH KOJIMYECTBA, 32 KOUTO HAMA JJaHHH /1a BOAAT 10 KIMHHYHO
3HaYMMH e(eKTH NMPH HOBOPOJEHOTO.

4.7.  EdexTH BLpXy cnocobHOCTTA 3a modHpaHe H paboTa ¢ MAIHHHE

TpokceBa3uH He OKka3Ba BIMSAHHE BBPXY cnocobHocTTa 3a wodupane v pabora ¢ MalIWHH.

4.8. Hexenann NeKapcTBeHH peaKIHA

HabnronaBaHuTe He)xeslaHU peakLMH ca pasmpe/iesieHH 10 4eCcTOoTa B ChOTBETCTBHE C YKa3aHUATA B
MedDRA no cneaHus Ha4MH: MHOTO 4ecTH (>1/10); yectu (>1/100 no <1/10); neuectu (=1/1 000 no

<100); peaxu (=1/10 000 no <1/1 000); muoro peaku (<1/10 000), BKIIOYUTETHO OTAEIHH CITyYaH.

[Ipu neueHue ¢ TPOKCEPYTHH KANCy/u pAaKo ce HabmonaBaT HexellaHH peakLHH:

Cucremo oprannn kjiacose | Muoro peaku Peaxu

HapymeHus Ha MMyHHaTa aHaMIaKTHYEH LIOK, aHa(WIAKTOUIHH

cHcTeMa peakLMy, peakLMi Ha CBPbXYYBCTBHTEIHOCT

HapymeHus Ha HepBHaTa 3aMasHOCT

cHcTeMa rnasobosnue

ChI0BH HapylIeHHA €HXMMO3a

CroMarHo-4peBHH cTomatuHa GoJka,

HapylleHus cTOMalleH
JUCKOMQOpT,
JUCTIeTICHS,
dnaryneHuus

Hapyienus Ha koxata u

TMOJKOKHATA ThKaH

OO0y Hapywenus v epekTH | ymopa

Ha MACTOTO Ha MPHJI0KEHHE

NOO3




CpobuiaBaHe Ha MOJO3UPAHU HEXKEIAHH PEAKLIMU

Coo01iaBaHeTo Ha NOI03UPAHH HEXKeNaHH PeaKilH ciiell paspelaBaHe 3a ynorpeba Ha neKapCTBEHUS
NIPOAYKT € BaKHO. TOBa MO3BOJIABA A MPOIB/DKH HAOIIOAEHHETO HA ChOTHOLICHHETO M0J13a/PHCK 3a
neKkapcTBeHHs MPoAYyKT. OT MeTHLIMHCKHUTE CIIELIMATMCTH Ce U3HCKBa J1a chobLIaBaT Besaka
NIO03MpaHa HexenaHa peakiys upe3 M3nmbiHuTeHA areHUMs 110 iekapeTata, yi. ,,Jlamss I'pyes”
Ne 8, 1303 Codus, Ten.: 02 8903417, yebeaiit: www.bda.bg.

4.9. Ilpenosupamne

He ca HaGmoiaBaHu cityuad Ha rpejio3upaHe ¢ npoaykTa. B ciyuaii Ha npHeM Ha MHOIO BHCOKH A03H
WJIH TIPH NI0ABA HAa CEPUO3HH HEXKEJIaHH peakLUH JeueHueTo ¢ TpokceBasHH ce NpeKkbeBa U ce
Ha3HayaBa CHMIITOMAaTHYHA Teparnus.

5. ®APMAKOJIOIT'MYHA CBOMCTBA
5.1. @®apmMakoIHHAMHYHH CBOlcTBa

MapmakoTepaneBTHYHA rPyna: AHTHONPOTEKTOP, KAMMIAPOCTaOUITH3HPALLIO CPECTBO,
6uodnasononau; ATC kon: COSCA04

TpokceBa3uH chaBpkKa He MO-MaIKO OT 95% TpokcepyTH. TpokcepyTHH ce HaTpynBa H30HpaTelIHO B
eHJIOTe/THHS C/I0i Ha BEHY/IHTE, MPOHHKBA AbI0OKO B CyOeHIOTeNTHHS ClI0H Ha BEHO3HATa CTeHa,
KBJIETO Ch3/aBa NMO-BMCOKH KOHLIEHTPALIMK B CPaBHEHHE C OKOJIHMTE ThKaHH. [IpesoTBpaTsasa
YBPEA/JAHETO Ha KJIEThYHHTE MeMOpaHH, NpeIM3BHKAHO OT PEaKIMMTE Ha OKHCIIEHHE.
AHTHOKCH/IaHTHHAT e(DeKT ce W3pa3siBa B HAMAIABaHe U OTCTPAHABAHE HAa OKMCIIMTEIHHTE CBOMCTBA
Ha KMCJI0poJa, MHXHMOMpaHe Ha JIMNHU/HATA NEPOKCHIALIMA U 3alllMTa Ha ChJIOBHS €HA0TEN OT
OKHCJIMTENTHOTO AEHCTBHE HA XHIPOKCHUITHUTE pajiiKanH. TpoKcepyTHH HaMallsBa MoBHLIEHATa
NPOIYCKJIMBOCT HA KalWIAPHTE H eACTBa BEHOTOHHYHO. LIHTONPOTEKTHBHUAT edeKT € pe3ynTaT Ha
HHXHOMpaHe aKTHBALMATA M a[IXe3UATa Ha HeYTPOUIHTE, NOHWKABAHE arperauuaTa Ha
€PHTPOLIMTHTE H NMOBHILIABAHE HA TAXHATA YCTOWYMBOCT KbM Je()OpMalIns, HAMAJIABAHE
ocBoGOKIaBaHETO HAa MEIMATOPHTE Ha Bb3naleHueTo. [loBHInaBa BeHO-apTEpHOJIHUA peduiyke H
NOBHIIABA BPEMETO 3a MOBTOPHO HalTb/IBaHE HA BEHHTE, NO00pABa MHKPOLIMPKYIALIMATA H
MHKpOCH0BaTa nepgysus.

Hamansaea otoka, orcTpansBa Gonkara, nono6pssa TpodukaTa v pasIHYHUTE NATOJIOTHYHH IPOMEHH,
CBBP3aHH C BEHO3HA HEAOCTATBYHOCT.

5.2. PapmMaKOKHHETHIHH CBOHCTBA

Abcopbuus
Cnen nepopaiHo npuioskenue Ha '*C-O-(B-XuapOKCHETHI)-pYTO3HA NIPH XOpa € yCTaHOBEHa

pe3opbums Ha okono 10-15% ot npunoxeHara n03a. MakCHManHH M1a3MeHH KOHLIEHTpALIUMH ce
NOCTHTaT B paMKHTe Ha 1-9 yaca cnen npuema. B nponbmkenne Ha 120 4 ninasmMeHHTe KOHLEHTPALMH
OCTaBaT B NPe/IE/IMTE Ha ONpeIesIseMHUTE, MOHMKABAT ce OHOEKCIIOHEHLIMATHO.

Pasnpenenenue
Cpbp3Ba ce ¢ Ia3MeHuTe npoTeuHu B 27-29%, Hatpynsa ce B Hal-rojieMy KOJIMYECTBa B

eHJoTenHaTa ThkaH. He npeMHHaBa KpbBHO-MO3bYHATaA 6apuepa. HpeMHHaBaHeTO npes3

MJIAKO.

Buotpancdopmaums
MeTtabonuzupa ce 0CHOBHO upe3 O-TJIIOKYpOHHpaHe B YepHHA Apob.

S
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Enumunupane
EnuMuHEpa ce OCHOBHO 4pe3 MUTbYKaTa U B MO-MaJika CTerNneH 4pes3 ypHHara.

5.3. Ilpeak1HHHYHH JaHHH 3a Ge3onmacHoOCT

HexiMHUYHHMTE JaHHK He MOKa3BaT ocobeH pUCK 3a Xopa Ha 6a3aTa Ha KOHBEHLIHOHAJIHHTE
(apMakoJIOrHYHH NPOy4BaHUs 3a 6€30MacHOCT, TOKCHYHOCT NMPH MHOTOKPATHO MNpUlaraxe,
r€HOTOKCHYHOCT, KAPLIMHOI€HEH MOTEHLHAJI, PENPOJYKTHBHA TOKCHYHOCT ¥ TOKCHYHOCT 3a
Pa3BHTHETO.

6. PAPMAIIEBTHYHH JTAHHH

6.1. CHnHcBhK HA NOMOIIHHTE BelecTBA

MarHe3ues cteapar
JlakTo3a MOHOXHApPAT

CobceTaB Ha TBbp/aTa JKEJaTHHOBA Karcyna:
Ougerurenu (E110, E104)

Turanos auokcua (E171)

XKenatun

6.2. HecbBMeCTHMOCTH

Henpunoxumo

6.3. Cpok Ha rognoct

5 ronuHM

6.4. CpenuaJHH yCJIOBHS 32 CbXpAHeHHe
Ja ce cexpansBa noa 25°C.

6.5. BnaucbAbLpKAHHE HA ONAKOBKATA

Tebpau kancynu, no 10 6pos B 6auctep ot PVC/anymunuero donuo, no 5 wium 10 Gnucrepa B
KapTOHeHa KyTus.

6.6. CnenHa/jHH NpeANAa3HH MEPKH NPH H3XBbPJIsHe
Heu3nomsBaHUAT IeKapCTBEH NPOAYKT WIH OTNAABYHHTE MaTePHAIM OT Hero TpAaOBa Ja ce U3XBBpIIAT
B CBbOTBETCTBHE C MECTHHUTE U3UCKBaAHHUA.

7. NPUTEXATEJI HA PABPEIHIEHHETO 3A YIIOTPEBA
Tesa ®apma EAJ]

yn. ,JJlio6a Benuukosa™ Ne 9, 1407 Codusa

Bwarapus

8. HOMEP HA PASPEHIEHHUETO 3A YIIOTPEBA

Per. Ne 20020345
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8 JATA HA ITBPBO PA3PEINABAHE/MIOAHOBABAHE HA PASPEIIEHHETO 3A
YIOTPEBA

Hara Ha mbpBo pa3pemasaHe: 20.04.81 r.
Jata Ha nocnenHo noaHoeaBaHe: 12.06.2012 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

05.01.2020
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