KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA




1. NME HA JIEKAPCTBEHHUA ITPOJAYKT

TpokcumeTtanmn 30 mg/20 mg/g ren
Troximetacin 30 mg/20 mg/g gel

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Beeku 1 g ren chabpika 30 mg unaometaunt (indometacin) u 20 mg TpokcepyTHH (troxerutin).
[ToMOLIHY BELIECTBA C U3BECTHO AEHCTBHE: HATPHEB HeH30aT, AMMETHICYIIPOKCHSL.
3a MbJIHUS CITACHK HA TTOMOLLHHTE BELIECTBA, BUXTE To4Ka 6.1].

3. JIEKAPCTBEHA ®OPMA

SHBAHVTENHA ATEHLKA NO NEKAPCTBATA
KPRMXA XaDEXMaPUCMIUKA HA NPOGYKme - [ IpusCXemMUe |
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4.1 TepaneBTHUYHH NOKAZAHHA

3a CUMITTOMATHYHO JIEHCHHUE HA:
- MPOSABUTE HA XPOHHYHA BEHO3HA HENOCTATBYHOCT (OTOK, O0/Ika H TEXKECT B KpakaTa);
- NOBBPXHOCTEH TPpoMOodtebuT, pnebuT; nocTd1e61UTHH CHCTOSHHUS,
- B KOMILJIEKCHOTO JIEHEHUE Ha XeMopoHUaanHarTa bonecr:;
- PeBMaTH3bM Ha MEKHTE ThbKAHU: TEHIAOBarMHUT, OYPCHT, GUOPO3NT, IIEPHATPMT;
- IOCTOMEPATUBEH OTOK, KOHTY3HH, NYKCALIHH, TUCTOP3HH.

4.2 Jo3upoBKa H HAYHH HA NPHJIOKEHHE

Ho3upoBka:

[lpunara ce 3-4 NBbTH IHEBHO MOCPEACTBOM JIEKO BTpHBaHe BbPXY 3aCerHATHA y4YaCThK Ha THHBK COif.
KOoJIH4eCTBOTO, JOCTATBUHO 33 €AHO TPeTHpaHe e 0kojo 4 - 5 cm ren. OBLUIOTO NHEBHO KOJIMYECTBO HE
Tpa6Ba na npepviuasa 20 cm. [lpoakmkuTenHocTTa Ha NeyeHneTo He TpaGBa Na HaaBMIuaBa 10 qHU.

HauuHn Ha npHaoxKeHHe;
T'pokcumeTaunH ren e npeiHa3sHayeH 3a BLHIUHO NPIWIOKEHHE BBPXY KOXKATa.

4.3 IIporuBonokazanug

- CBPBXUYBCTBUTE/IHOCT KbM 2KTHBHHTE BEIIECTBA, KAKTO U KbM HAKOE OT MOMOLUHHTE BENIECTBA,
H30poeHU B T, 6.1.;

- CBpBXUYBCTBUTENHOCT KbM HCIIBC (HecTeponaHyu npoTHBOBRB3NAIHTEIHH CPEJICTBA);

- H¢ C€ Npunara BbpXY OTKPUTH paHH, THraBHLUM, YCTHA KYXHHA, OUH.

4.4 CreuHa/HH npeaynpeXaeHHa H NpeINa3HH MEePKH OpH ynorpeda

He ce npenopwpuBa NpHIOKEHHETO MY NP deua noa 14 roauiuHa Bb3pacT, NOpPaau JIUM TBYCH
KJIUHHYEH OFTHT.

He ce npenopryBa H3noON3BaHeTO Ha MPOAYKTAa NP JHLA ¢ aHAMHECTUYHH
CBPBXYYBCTBHTEITHOCT KBM XPaHH H MEUKAMEHTH, OpOHXHWAIHA acTMa, alnepruycH p
[IpOABIKMTENHOTO TPUNIOKEHHE HA MPOAYKTA OCOOEHO BBLPXY TOJIEMH KOXKHU Lﬁ
H30sArBa NpU aKkTHBHA sA3BeHa OONECT, TEXKH YepHOApPOOHH M OBbOpeuHM 3abonse
BUCOKA CUCTEMHA abcoplOuus,
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[1p# npoAB/KNUTENHOCT Ha Nevenrero Haa 10 aHM e Heo6xoauM nabopaTopeH KOHTPO Ha NEBKOLIUTHTE H

TPOMOOLIUTHUTE.
HarpueBust OeH30aT MOXe Ja NPHYMHKH He3abaBHA HEUMYHOJIOTHYHA KOHTAKTHA PEaKLHs 4Ype3 Bb3MOXKEH

XOJIHHEPTUYEH MEXAHHUIBLM.
JnMeTuncynporcua Moxe 1a NpUYMHH Jpa3HeHe BbPXY KOXaTa.

4.5 BsanMmopneiicTBHe ¢ APYTH JeKaAPCTBEHH NPOAYKTH H APYrH GOpMH HA B3aHMoJeiicTBHE

He ce npenopbyBa ¢IHOBPEMEHHO MPHIIOKEHUE ¢ KOPTHKOCTEPOMIN MMOPARM BBL3MOXHOCT OT 3aCHJIBAHE Ha
TEXHHA YAUEpPOreHeH e(eKT.

4.6. @DepTHIHTET, DPEMEHHOCT H KbPMEHe

Jluncear unH UMa OrpaHHUEHH AAHHH 3a ynoTpebata Ha eKapCTBEHUA MPOAYKT MO BpeMe Ha OpeMEeHHOCT H
KbLpMEHE.

bpemeHHOCT
He ce npenopwuBa yriorpebara Ha nexapcTBeHHs NPOLYKT MO BpeMe Ha GPeMEHHOCT, OCBEH B CITyYauTe, NPH
KOMTO N0JI3aTa MpeBMUIaBa PHCKA 3a IU10J1d U CaMO MO JIEKAPCKH KOHTPOT.

KbpMeHe

[1pnnoXkeHHeTO Ha JIeKapCTBEHHUA NPOAYKT 110 BpeMe Ha KbPMEHE MOXKE 114 Ce W3BhpLIBA CaMO NOJ JIeKapCKH
KOHTPOJI M B CJAYYAUTEC NpH KOUTO MON3aTta 3a MaWKaTa NPEBHILNABa PHCKA OT pa3BHTHE Ha BB3MOXHH
HE)XKeNaHU peakLUH B MJ104a.

DOepTURUTET
Hsma HanvW4HM 2aHHU OTHOCHO edeKTa Ha aKTHBHUTE BEUIECTBA BLPXY depTUIIUTETA,

4.7 Ed¢ekTH BbpXy cnocoGHocTTa 32 modHpane H padoTa ¢ MAIIHHY
He okasea BiusAHHE BbpXY criocoOHOCTTa 33 LodHpaHe U paboTa ¢ MallnHY.
4.8 Hexenanu JeKapcTBeHH PeaKlHy

HexenaHure nekapcTBEHH peakLUy ce KNacHHLMpAT B CAEIHHTE FPYH CHOPE TAXHATA YECTOTA:!
Muoro uectu (>1/10);

Yectu (> 1/100 no < 1/10);

Heuectu (> 1/1 000 no < 1/100);

Peaku (> 1/10 000 no <1/1000);

MHoro peaxu (< 1/10 000);

C HeusBecTHa yecToTa (He Moxke 1a ObJie onpelenesa oT HATHYHHTE AaHHH).

PecrinpaTopHH, rpbAHH B MEAHACTHHAIHH HAPYIIEHUS
Muozo peoxu: anapunakcus, aCTMaTUYEH MPHUCTDI, AHFHOEIEM.

HapyuieHus Ha KoXaTa U NOJKOKHATA ThKaH
Mnoeo pedxu: anepruuHM peakuuu, Kato cbpOex W 3auepBsiBAHE HA KoKaTa, OOpHMB Ha MSCTOTO Ha
MPHIIOKEHHUE, NapeHe,

CrobnmiapaHe HA MOJ03HPAHH HEKETAHH PAKIIHH
C100111aBaHeTO Ha I[0A03HpaHH HEXENaHW PEakUWH Clie]] pa3pellaBaHe 3a ynomeﬁa - BOKADCTBEHUS

NMPOAYKT € BaKHO. ToBa mo3posisBa Aa NpoabKM HabMIOAeHUETO Ha C'I:DTHDI.LI W /PRCK 32
JICKApPCTBEHHA NPOAYKT. OT MEAMUHHCKHUTE CNEUMAIIMCTH Ce M3HUCKBA Ja cbob ﬁv Tika TretpiRaHa
HEXE/1aHA peaKLMsa Ype3 HALMOHANIHA CHCTEMA 3a choOlllaBaHe: '
M3mbiHHTENHa areHUHs No ieKapcTBara § g _. X
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4.9 IlpeaosnpaHe

Hama aaHHM 33 MpenAo3vpaHe, Thil KaTo JieKapcTBEHUA NMPOAYKT C€ MpUiara BbPXY KOXaTa.

[lpu npoabmkuTento edenne (Han 10 guu) nauveHTsT Tpa6Ba aa ce HabMIOAaBa 3a €BCHTYaAIHa MPOABa HA
CUCTEMHH eEKTH — XEMaTOTOKCHYHOCT, KPBBOM3IHBH, HEOOXOAMMO € MOHUTOpHpaHE Ha CTOMHOCTHTE Ha
JIEBKOLIUTHTE U TPOMOOUHTHTE.

I[lpn cnyuyalino mormeiljaHe Morar ga ce HaOmoAaBaT napeHe B YCTHaTa KyXHHa, CAIOHOOTHENSHE, raacHe,
NOBPBILAHE,

MepkH npy norabLlade — NPOMHBAHE HA YCTHATA KyXHHA M CTOMAaxa, IIPH HYXa CHMITTOMaTHYHO JIEYEHHE.
[lpu nomagaHe B OYMMTE, BbPXY JIMIABULM WIH OTKPUTH paHu ce HaOMOAaBa JIOKAJHO JpasHeHe — Chi3eHe,
3auepBsABaHe, NapeHe, bonka. Mepky — 06UnHo NpoMUBaHE HA 3aCErHATHA YYACTEK ¢ JECTHIMPAHA BOAA WM
(PHU3HONOIHYEH Pa3TBOP N0 H3YE3BaHE WIH HAMAJIABaHE Ha ONMNAKBAHHATA.

5., ®APMAKOJOTHYHH CBOUCTBA

5.1 PapmMakKoIHHAMHYHH CBO#CTBA

QapmakoTepaneBTHUHa rpyna: HecTepoMJHM MNpPOTHBOBBLINMANWTENHH W AHTHPEBMATHYHY TNPOAYKTH;

HupgoMeTtauu#, KoMOUHaLMA,
ATC xon: MO1ABS51

TpokcuMeTauHH rest € KOMOMHHPAH JIEKAPCTBEH NMPOAYKT, ChABPXKALL HHAOMETAIMH H TPOKCEPYTHH.
MHaoMeTauMH nNpHTEXaBa M3pa3eHO NPOTHBABB3NAJIMTEIHO, aHANMMETHUYHO M IIPOTHBOOTOHYHO AelicTBME, B
pe3ynTaT Ha KOETO CC MOCTHUra MoBJUsABaHE HA OONKAaTa W HaMasiBaHE HAa OTOKA Ha 3aCETHATHTE TBKaHM.
OCHOBHHAT MEXaHHU3bM Ha JEACTBUE € CBbP3aH C MOTUCKAHE HA MPOCTArjlaHAWHOBATA CHHTE3a [10 NBTA Ha
obpaTUMOTO  OJIOKHpaHe Ha  LHMKIOOKCHIeHas3aTa. HMHaoMeTauMH  NpUTEeXaBa  MO-U3paseH
[IPOTHBOBB3NAIIUTENEH eEKT OT calMuunaTire U GpeHundyTazoH.

Tpokcepytnn e ©OuodnaBoHoHa. [lputerxapa aHrHONpoOTEKTHBHO AeiicTBMe. Hamansasa noBuuieHara
NPOMYCKJIMBOCT HA KanmWJIApHTE W JACHCTBA BEHOTOHMYHO. AHTAaroOHMW3Upa BEHOJW/JIATaTUBHHMA edeKT Ha
XHCTAMKHA, OpaJHKHHWHA K aueTUnxonuda. [eiicTBa NMpOTHBOBBIMANMTENHO BLPXY NMEPHBEHO3ZHATA THKaH.
Crabunusnpa kanungpHaTa CTeHa W WMa U3BECTeH aHTuarperaHteH edexr. Hamansea otoxa, nonobpsasa
TpO(UKATa NPy PA3IUYHH NATOJOMHYHH NPOMEHH, CBbP3aHU ¢ BEHO3HATA HENOCTATbHHOCT.

TpoxcumeTalnH ren NpUIOKeEH BBPXY KOXKaTa MOTHCKA Bh3NATMTENHATA OTOMHA peaKilyd, HaMajaea 6oiKaTa
U TEeMOepaTypaTa Ha NOBBPXHOCTHHTE W NMO-ABJIOOKO pa3noyioKeHWTe BBINAJIMTENHU OrHHILA, Thit KATO
NPOHHKBA 10 AbJAOOKO pasnoloXKEHWTE KPbBOHOCHH cba0oBe, [IpurexaBa wu3paseH BEHOTOHHYEH,
KanuispoTOHHYEH U XEMOCTAaTHYEH edeKT.

5.2 (@apMaKOKHHETHYHM CBOHCTRA

Abcopbuus

JlekapcTBeHaTa opma — ren ocHrypsiBa ONTHMaTHa pe30pOLMA HA AKTUBHUTE BELUECTBA MHAOMETALMH H
TPOKCEPYTHH Ipe3 MEMOpaHHKA CIIOA H BOCTUraHe N0 KPbBOHOCHHMTE CBAOBE M NMOJKOXHA ThKaH. Taka ce
OCHUTYpsBA TepaneBTUUCH €(PEKT Ha Pa3MYHM HHBA, KATO CE€ CBL3JaBaT TEPANEBTHYHHM KOHUEHTPALIMH B
MoAJeKALIUTE ThKAHA U CHHOBHAJIHATA TEUHOCT.

Pasznpeaencuue n 6norpanchopmanun
MunometaumH ce cBbp3ea Hag 90 % ¢ nnasMenuTe NOPOTEHHH M ce 10 BHA
OunoTtpaHcopMauus B yepHus 1pob upe3 O-neMeTunupadu U N-JealeTHIUpaHe 10
TpokcepyTuH mnpencrasisba CMEC OT XWIPOKCHETHIIHM TNMPOU3BOAHH Ha OMod
XHIPOKCHETHI)PYTO3UAH), B KOSITO NpeodnanaBa TPHXUAPOKCHETUIIPYTHH.



Exckpenus

MunoMeTalMH ce U3nbyBa upe3 ypuHata (60 %), »ubvukara n dekannure (30 %). Ekckpernpa ce u ¢
MaHYKHOTO MIIAKO, MOPaJH KOETO HE € NMPEnopbyBa Ha3HAuaBaHE B NEPUOI HA KbpPMEHE,

[‘onsma yacT oT pe3opOMpaHUTe TPU-, AH- U MOHOXHAPOKCHETHIPYTO3IUAM C€ eJIMMHUHHPAT Upe3 #IIbYKATA U
3HAYMTEJIHO NO-Manka yacTt upes OnOpeudte. TeTpaXMAPOKCHETHUAPYTO3UIL C€ W3ITbUBA [IPEOHMHO C

ypHHATa.
5.3 IlpeaxTMHHYHH NaHHH 33 O0e30MaCHOCT

Hsama 1aHHY 3a TOKCHMUYHOCT TPH JIOKATHO MPHIIOXKEHHE.

HexknuHuuHuTe JaHHH He TMokKa3eaT ocobeH pHCK 33 Xxopa Ha ©Oazata HAa KOHBEHUHWOHANHUTE
QapMakoNOTHYHH  MpOY4YBaHHA 3a Oe30MacHOCT, TOKCHYHOCT TMIPH MHOTOKPaTHO  MpHIAraHe,
FreHOTOKCHUYHOCT, KAPLUHOT€HEH NOTEHUNWAJ, PpeNPOAYKTUBHA TOKCHYHOCT H TOKCHUYHOCT 3a Pa3BUTHETO.

6. PAPMANEBTUYHH JJAHHHA

6.1 CnHehLK Ha NOMOIIHHTE BENIECTBA

Kapbowmep
JuHatpues egerar
Hatpuee 6eH3oat (E211)

Makporon 400
H3onponnnoB ankoxon
Humetuncyndokcua
[Tpeuucrena Boaa

6.2 HecbBMeCTHMOCTH
Henpunoxumo.

6.3 Cpok Ha rogHocT

2 FTOQHHM.
CpoOK Ha rogHOCT ¢ijie MbpBO oTBapsHe: 30 OHH.

6.4 CnenuajHM YC/IOBHA HA CbXpaHeHHe

[Ipu remnepatypa nopn 25°C.
Cnen oTBapsHE Ha OMAaKOBKATa, 1a ¢ ChbXPaHABa Ha CYXO0 H 3alIMTEHO OT CBETJIMHA MACTO.

6.5 BuaH chaAbLPXKAHHE HA ONAKOBKATA
AnyMmunueBa Ty0a 40 g, mocTaBeHa 3aeHO C JIMCTOBKA B UHAWBU/IYATTHA KAPTOHEHA KYTHSA.
6.6 CpeuualHH NpeANAa3HH MepKH NPH H3XBLPJIAHE H pabdoTa

HeuznonipaHUAT NPOAYKT HIIM OTNAABLYHUTE MAaTEPHANH OT HEro TpAOBa J1a ce U3XBEPIAT B CHOTBETCTBHE C
MECTHUTE UIUCKBAHHUA.

7. ITPHTEXXATEJI HA PAJPELIEHHETO 3A YIIOTPEBA

JTAHCOH-BI' OO

ya. Oreu Iancuii Ne 26
2400 rp. Panomup, bvarapus
Ten.: 02 451 93 00

e-mail: office@danhson.com




8. HOMEP(A) HA PASPENIEHUETO 3A YINIOTPEBA

Perucrpaumones Ne 20190143

9, JIATA HA ITBPBO PA3IPENLIABAHE/MIOJHOBABAHE HA PASPEIIEHHMETO 3A
YIIOTPEBA

JlaTa Ha TBPBO pa3pellaBaHe: 17.06.2019 1.
JlaTa Ha NOCIENHO MOAHOBABAHE:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

derpyapy, 2024 .




