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1. HME HA JEKAPCTBEHHA ITPOAYKT

Bectapen 25 mg ¢punMupann tabneTku
Bestaren 25 mg film-coated tablets

, VAL

2. KAYECTBEH H KONTHYECTBEH ChCTAB

Enna ¢punMupana tabneTka cpabppxa 36,9 mg nexckeronpogen tpoMetamon (dexketoprofen
trometamol), eKBUBaNleHTeH CHOTBETHO Ha 25 mg aekcketonpogen (dexketoprofen).

3a MBEIHUA CIIHCBK HA MOMOIIHHUTE BEIIECTBA BHXKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA
dunmupana Tabnetka

Benu, kpbriau GUIMUpanH TabNeTKH ¢ ASNUTENHA YepTa OT gsete cTpaHu. TabneTkara Moxe Ja O6bae
pa3e/ieHa Ha B¢ PaBHHU JIO3H.

4. KIHHHYHH JAHHMU

4.1 TepaneBTHYHH NOKAZAHHA

CHMNTOMATHYHO JICYEHHE Ha NeKd 4O yMepeHa 00Jika, Halp. B MYCKYJIHO-CKeleTHaTa CHCTeMa, NIpH
IKCMeHopes B 350000.

4.2 Jlo3MpoBKA H HAYMHH HA NPHJIOKEHHE

Ho3upoBka

Bw3pacmnu
B 3aBHCHMOCT OT BMJa W HHTeH3uTeTa Ha DOJKaTa, IpenoprYUTEIHATA 1034 € 12,5 mg Ha HHTEpBaIIH

4-6 yaca unu 25 mg Ha BcekH 8 yaca. ObaTta qHeBHa A03a He Tpa6Ba Aa HaABHUIaBa 75 mg,
HexxenaHUTe NeKApCTBEHM peakliMi MOraT Aa ObJar HAMAJIeHH KaTo 3a KOHTPOJIMpaHe Ha CHMIITOMUTE
ce N3Mon3ea Hall-HucKaTa eeKTUBHA 4034 3a Hal-KPATHK NEPHOJ OT BpeMe (BXK. Touka 4.4).
BectapeH He e npeaHa3HaueH 3a MPOABL/DKUTEIHO NMPUIOKEHKE U JIeYEHHETO TpabBa 1a ce OrpaHuyM B
CHMITOMATHUYHUA NIEPHO.

ExHOBpeMEHHOTO MPHIOXKEHHE ¢ XpaHa 3abaBs CKOPOCTTa Ha pe3opbuua Ha 1eKapcTBOTO (BXK.
"(apMakOKMHETHYHH CBOKMCTBA") W 3aTOBA B Ciiydaif Ha ocTpa Oojka ce npenoprysa Ja ce npuiara
noHe 30 MUHYTH IpeaN XpaHEHE.

ITayuenmu 6 cmapuecka ev3pacm
[ipy maumeHTH B CTapHecKa BB3pacT Ce MpenopbyBa NEUECHHETO A 3aloyHe ¢ MO-HHCKA 1034 B

ompefeneHuTe rpaHKIM Ha Z03HpoBKaTa (obwia fHeBHA Ao3a 50 mg). Zlo3aTa Moxe J1a C€ YBeNHYH JI0
npenopbYATENHATA 32 001IaTa NONYALUKs CaMo Clie/l YCTAHOBsABaHe Ha 100pa 0011a MOHOCUMOCT.

Hapywena weprnoopobna gpyrxyus
[MauueHTH ¢ JE€KO N0 YMEpeHO HapyllieHa yepHoapobHa ¢yHkuus TpaOBa Aa 3anoyH:
HaMasieHH 1034 {o0ula JHeBHa n03a 50 mg) U kXa ce npociexaBaT BHUMaTenHo. bectay
Ce€ W3M03Ba MPU MALMEHTH C TEXKKO HApYIieHa YePHOAPOOHa PyHKUMA.

Hapywena 6vbpewna gpynrxyus




[Tpu naugenTH ¢ Jieko HapyueHa Op0pedna dpyHkuua (kpeaTHHHHOB KITHPBH 50-80 ml/min), HauanHaTa
no3a Tpsa6Ba na ce Hamanu Jo 50 mg obwa aHeBHa qo3a (Bx. Touka 4.4). bectapen nHe Tpsabsa ma ce
M3M013Ba MPH NALMEHTH ¢ YMEPEHO 20 TEXKO HapylieHa OpOpeuHa QyHKUUS (KpCaTHHHHOB KIIHPBHC
<50 mi/min) (Bx. TOuKa 4.3).

Heya u ronowu
BecTapeH He € MpOYy4eH NMpH Acua v 1oHotud. Tl kaTo HezonacHoOCTTa M €PHKACHOCTTA HE € poyYeHa,

NpOoOYKTHT He TpabBa fa ce npunara npy iena v JoHOLIH.
4.3 IIporuBonoxkazanus

becTapeH He TpAOBa Xa ce MpMjara B CIEJHUTE CNydau:
® [IAllHEHTH CbC CBPBXYYBCTBHTENHOCT KbM JAEKCKETONPOGEH, KbM HAKOE JPYT0 HECTEPOHIHO
nporviBopb3nanuTendo cpeactso (HCIIBC) mnu xbM HkO€ OT NMOMOUIHHTE BEIECTBA,
u36poeHu B Touka 6.1;
® NalUEeHTH, IIPH KOUTO BelllecTBa ¢ MoAobHO aeAcTBHE (Hanp. auMTHACATHLMNIOBA KHCETHHA
unu apyrd HCIIBC) nipeau3BRKBAT acCTMAaTHYHU MIPUCTHIH, OPOHXOCNIA3BM, OCTHP PHHUT HIIH
NPUYHHABAT Ha3anHa ITOJINIO03a, YPTHKAPHS HITH RHTHOHEBPOTHYEH €IEM,
¢ [IAlMEHTH ¢ AKTHBHA HJIH CYCMEeKTHA NENTHYHA A3BA/KpbBOMIMB, aHAMHE3a 3a PEKYpeHTHa
nenTHUYHA S3BA/KPBBOM3NMB (JIBa WM TNOBEeYe OTRENHM €NH30fa Ha JoKa3aHa fA3Ba HJIH
KPBbBOMIIMB) HIH XPOHHUYHA JUCIICTICHA,
¢ MAaNHEHTH ¢ aHaMHe3a 33 CTOMAIIHO-UYpeBeH KPBBOU3MUB WIH nepdopalus, B pe3yiaTar Ha
npenectraulo neuvernne ¢ HCIBC;
® [AlUUEHTH ChC CTOMALIHO-YPEBEH KPLBOM3NMB, KPBLBOW3IMB OT APYr NMPOM3XOA HIHU ApYrH
3a00NnABaHuA, CEbP3aHH C KbPBEHE,
nawydeHTy ¢ bonect Ha Crohn WK YALEPO3EH KOJIUT,
NnauveHTH C aHaMHe3a 3a OpouxuanHa acTMa;
NAaLHEeHTH ¢ TeXKKa ChpedHa HEAOCTATBYHOCT;
MAlMEHTH ¢ YMEpPeHO 0 TEXKKO HapylueHa ObOpeuHa QyHKUHNA (KpeaTHHHHOB KIHPBHC <50
ml/min);
NalMeEHTH ¢ TEXKO HapylieHa YepHoapobHa ¢pynkuus (Child-Pugh score 10-15);
* [AUMEHTH ¢ XeMOpard4yHa Axare3a v Apyrd KoarynalHOHHH HapyLICHHMA,
¢ 10 BpeMe Ha TPEeTH TPUMECTHP Ha OpeMEHHOCTTA U 110 BpeMe Ha KbpMeHe (BXK. Touka 4.6).

4.4 CnenHaJ THH DpeayNpexICHHS H NPeANAa3HH MepKH NpH ynoTpeba
[1pu gena u OHOLIH 0€30NaCHOCTTA HE € YCTAHOBEHA.
[1pH NauMEHTH ¢ aHaMHe3a 3a anepruyHy ChCTogHMUA TpabBa aa ce npunara ¢ BHUMaHHe.

TpabBa ga ce u3barsa egHoBpeMeHHO npunoxenue Ha becraped ¢ apyrn HCIIBC, skmounTenHo
celIeKTHBHHM MBRXMOUTOPH HA LIHKIOOKCHIeHa3a-2.

HexenanuTe N€KapCTBEHN peakLIMA MoraT aa 0b1aT HaMaJIeHH! KaTo 32 KOHTPOIMPAaHe Ha CHMIITOMHUTE
ce ynoTpeOaBa Bb3IMOXKHO Hali-HHCKaTa €(EKTHBHA 1034 3a Bb3MOXHO Hal-KpaThK MTEPHOXR OT BpeMe
(BX. ToYka 4.2 ¥ MO-10JTYy NOCOYEHHUTE FaCTPO-UHTECTHHAIIHN H CbPAETHO-CHAOBU PUCKOBE).

CToMalllHo-YpeBeH KPBbBON3NNUB, A3Ba MM nepdopaliug, KOUTO MOXE Aa ca paTanHH, ca ChbobIaBaHH
npu Bcuukd HCTIBC nio Bciko BpeMe Ha Jie4eHHETO, ¢ MM 6e3 npenynpeIUTeNHH CHMITOMH MIH
npeildecTBallla aHaMHe3a 33 CEepPHO3HH CTOMAUIHO-YPEBHH HapylUueHHUs. AKO HpH NPUIOXKEHUE HA
BecrapeH Bb3HUKHE CTOMALIHO-YPEBEH KPBBOU3/IMB W A3BA, NEUEHHETO TpAOBa 1a c€ NPEeyCTaHOBH.

PHUCKBT OT CTOMAILIHO-YPEBEH KPBBOU3JIUB, A3Ba HITH nepdopauus € no-BUCOK IpH yaennqanaﬂe 003aTa

nepcbopaunﬂ (BX. TOouKa 4.3) U B CTapueCKa B‘thaCT
Yrorpeba B cTapuecka Bb3pacT: [MALMEHTHUTE B CTApYECKa BB3pacT ¢a ¢ NMO-BHCOK 4
peakuuH kM HCIIBC, ocofeHo cTOMalIHO-4UpEBEH KPHBOU3IIHB H nepdopanyd, @
¢daranuu (Bxk. Touka 4.2). Te3u nanuenT TpadBa Na 3aNOYHAT NEUEHUETO ¢ Bb3MO3




Kaxto npu Bcuuxyu HCTIBC, Tpa6Ba BHUMATENHO Ja C€ ThPCH aHaMHe3a 3a e30()arut, raCTPUT W/HIH
MemTHYHA A384, ¢ HeJ TAXHOTO HAITL/IHO U3JIEKYBaHe NpeaM 3al0YBaHe Ha JIeYEHHe C JeKCKETOpodeH
TpoMeTamoJl. [1aijHeHTHTE CHC CTOMAUIHO-UPEBHH CHMITOMH MNH € aHaMHe3a 332 CTOMALIHO-YPEBHO
3abonsBane TpAOBa 1a ce HaOMIOAABAT 3a XPAHOCMHNATENHO HapylLIEHHA, OCOOEHO 3a CTOMAIIHO-
4YpeBHO KbPBEHE.

HCITIBC tpa0Ba ga ce mpwjiaraT BHHMATETHO NpPH MAalUEHTH ¢ aHamHe3a 3a CTOMAlIHO-YPEeBHH
sabonaBaHuA (yIueposeH KonHuT, fonect Ha KpoH), Thit kaTo TAXHOTO 3ab0/IABaHe MOXe a Ce H30CTPH
(Bk. Touka 4.8). [Ip4 Te3u nalMeHTH, KAKTO U IPU NaUMEHTH, NP KOKTO TPAOBA €AHOBpeMEHHO J1a ce
MpWIAraT HACKH 1034 aleTHICATHIHIIOBA KHCENHHA WM IpYTry JiekapCTBa, KOMTO MOrar Aa yBenu4ar
CTOMALUHO-UPEBHUA PHCK, TpAOBaA [1a ce MMa IpeABHA KOMOMHHPAHO NeYeHUe C NIPOTEKTHBHYU ar¢HTH
(Hamp. MH30TIPOCTON MM HHXHOHTOPH Ha MPOTOHHATA NOMINA) (BXK. TOUKa 4.5).

[TanMeHTH ¢ aHaMHe3a 3a CTOMALIHO-YpeBHa TOKCHYHOCT, 0COOEHO B CTapuyecka Bb3pacT, TpAbBa Aa
cLOBIABAT BCHYKM HeoOHYaliHM KOpPeMHHM CHMNTOMH (0co0eHO CTOMAWHO-YPEBEH KPBBOW3IIHB),
ocoOeHO B HAYATHUTE eTanH Ha JICUEHHUE,

[TperophuBa c€ BHRMAHHE MPH MALMEHTH, KOUTO NPHEMAT €IHOBPEMEHHO NNIEKAPCTBA, KOUTO MOraT aa
yBENMYAT PUCKA OT YJIIEpalius ¥ KbPBEHE, KATO EPOPATHN KOPTHKOCTCPOUIH, aHTHKOAry TaHTH, Hamp.
sapdapHH, CENEKTHBHM HHXUGUTOPH Ha OOPATHOTO 3aXBalllaHe HA CEPOTOHMHA K AHTUTPOMOOLHTHHU
JIEKApCTRA, KATO ALeTHICANMIHIOBA KHCENHHA (BX. TOUKA 4.5).

Bouuky HecenektyBHu HCIIBC Morat aa nHxHOupar TpoMOoLMTHATa arperais H jJa yAbjDKaT
BpEMETO Ha KbpBeHe upe3 HHxubupaHe Ha MpocTarjaHAMHOBaTa CHHTE3a. ETO 3all0 HE C¢ Mpenopbisa
NPHIOKEHHETO HA AEKCKeTONpodeH TPOMETAMON MPH MALMEHTH, KOMTO MOy4aBaT APYrH N€KapCTBa,
[MOBNHABALIM XEMOCTA3aTa, KaTo BapdapHH UIH APYT¥d KyMapHHH MIH XelapHH (BXK. To4Yka 4.3).

Kaxto Bcuuku HCIIBC, Moxe Aa ¢e NOBHIIAT TIa3sMEHHUTE HUBA Ha ypeaTa B KpeaTHHHHA. KakTo npy
APYT¥ HHXHOMTOPH HA MpocTariaHAMHOBaTa CHHTE3a, TOBA MOXE /1a € CBbP3aHO C HEXE/IaHK PeaKLIHH
OT CTpaHa Ha ObOpeLuTe, KOMTO Ja JAOBexaT HO ITIOMEPYNOHE(PHT, HHTEPCTHUHANEH HE(PHT,
6BOpeuHa NanuiapHa HeKpo3a, HeGpOTHUCH CHHAPOM H ocTpa ObOpeyHa HEROCTATHYHOCT.

[Tono6uo Ha apyrn HCIIBC, Moxe aa ce IpelH3BHKa OpPeXOAHO JIEKO YBEIMYEHHE Ha HAKOH
4epHONPOOHH NapaMeTpH, KAaKTO H 3HauuTenHo yseandeHwe Ha SGOT u SGPT. B cayyad Ha
3HAYUTENHO YBEIHUECHHE Ha TE3H NapaMeTpH, JICHCHHETO TpAOBA 1a Ce NpeyCTaHOBH.

Bectaped Tpa6Ba a ce mpujiara BHUMATENIHO NPH NALUEHTH ¢ XeMOTIOETHYHH HApYIECHNA, CHCTEMEH
JIyNyC EpMTEMATONEC HITH CMeceHa CheAMHUTENHO-ThKaHHa 00NiecT.

[Togo6ro Ha apyr u HCIIBC, pexckeTompodeH MoOXe Ja MAcKHpa CHMITOMHTE Ha MHQEKIHO3HH
3a00JIABaHHA.

BHuMaHte ce U3HCKBA NPH MALMEeHTH ¢ HapylneHa yepHojpobHa wHan 6u0peuna dyHkus, aHaMHe3a
3a XHIIEPTOHMA M/MNH chpiedHa HepocTaTbuHocT. [IpH Tesn naumeHTH npunoxennero va HCIIBC
MOJKe Jia ZIOBEAE O HapyllieHHe Ha OpOpeuHara GpyHKUMA, 3a0PBKKA HA TEUHOCTH H OTOLM. BHHMaHue
ce Hanara ¥ OpH NaUHeHTH HA HypeTHYHA Tepanus UM IpUd PHCK OT XMIIOBOJIEMHA TOPAAH NOBHILCH
puck oT HedpoTokcuinocT. OcobeHo BHUMaHue € He00X0AHMO NPy MALMEHTH € aHaMHE3a 33 ChPACYHO
3abonaBage, Oco0EHO NPY Te3H ¢ NpeALIecTBAIN eNU30H HA ChPIEeUHA HEAOCTAThYHOCT, Thi KaTo €
HaJTKLIE TTIOBUINEH PUCK OT NpeAU3BUKBaHE HA ChpACUHA HEJOCTATHYHOCT.

[ManueHTUTE B CTApYECKAa Bb3PACT 4E€CTO CTPAAAT OT HapylueHa ObOpedHa, CLpACYHO-CHAOBA HJIH
yepHoapobHa pyHKuMA (BXK. Touka 4.2).

HeofxoguMo € Ja Cé OCHIYPAT NMoaxoaduio HabmoAeHHe W ChBET 3a NallUEHTH
XUNEPTOHHA W/WIHM NleKka JO yMEpeHa KOHIeCTHBHA CbpAevYHAa HEA0CTaThYHOCT
cHOOILEHMS 32 33]IPHKKa Ha TEUHOCTH M OTOLH, cBbp3anu ¢ neuenueto ¢ HCTIBC.




KaMHUYHY NMPOYYBAHHA M €NHWAEMHOJIOTHYHH JaHHY TOKa3BaT, 4e yrnorpebara Ha Hakou HCIIBC
(0coOeHO BBB BHCOXH JI03H M NpH NPOABIDKUTENHO NMPUIOKEHHe) MOoXe Ra ObJe CBbp3aHa ¢ JieKo
NOBHIIEH PHCK OT apTepHanTHH TpoMOOTHUHM CLOHTHA (HanpuMep MHOKapAeH HHPAPKT HIIH MHCYJIT).
HaMa 1ocTaThYHO JaHHH, 33 A2 C€ U3KIIIOYH TaKbB PUCK IPU JEeKCKETONpodeH TPOMETAMOIL.

[TaipeHTH C HEKOHTpOJHMpaHa XMIMEPTOHHWA, 3acToiHa CbpAEYHA HEAOCTATbYHOCT, MAOKa3aHa
HcXeMHYHa O0NecT Ha CbpueTo, 3abonsBaHe Ha nepuepHUTE apTepUMH WHWIM MO3BYMHO-CBHAOBA
Honect TpAOBa Zia ce NeKyBaT ¢ JSKCKeTonmpogeH TPOMETaMOoJ ¢aMo clel] BHUMATENIHO oOMHUCTAHE.
Takosa oOMHCNsHe TpAOBA Ja ce MpaBH ¥ NpeaH 3anoyuBaHe HA AbATOCPOUHO JICUeHME Ha MALMEHTH ¢
PHCKOBH (PAKTOPH 3a ChPACYHO-CHAOBH 3a0014BaHHA (HANp. XMACPTOHUA, XHNEPIUITUIESMHUA, 3aXapeH
IuabeT, TIOTIOHOIYLIEHE).

CpoblmeHn ca ciaydyad Ha cHHApoM Ha Kounis npM nNampeHTH, JEKYBAHH C ACKCKETONpOgeH.
CunapoMsT Ha Kounis ce onpeaens KaTo ChbpA€YHOCHAOBM CHUMNTOMHK, BTOPUYHH Ha ajepruyHa
peakUHd HJIM peaklUus Ha CBPbXHYBCTBUTEIHOCT, CBBp3aHa ChC CBHBAHE HA KOPOHAPHHUTE apTEPHH U
NOTEHIIHAIHO BOJEla J0 MHOKapAeH HHGAPKT.

CepHO3HU KOXHH PeakLiUu, HAKOH OT TAX GATAIHH, BKITIOUUTETHO eKCPOIHATUBEH JEPMATHT, CHHIPOM
Ha CTUBBHC-[[PDKOHCBH M TOKCHYHA eNMHASpMaTHa HEKPOJiH3a ca ¢boblaBaHH MHOTO PAAKO BHB Bpb3Ka
¢ npunoxeHueTo Ha HCIIBC (BX. Touka 4.8). PUCKBT 3a Te3H peakUHH € Hall-BHCOK paHO B Kypca Ha
NEYEHUETO, KATO B MO-roaMa 4acT OT CJAYUanTe HAYaAl0TO Ha peaklHHNTE € fpe3 ibpBHA Mecel] OT
neyeHHeTo. bectapeH TpadBa Ja ce nMpeycTaHOBHM NpH IIBPBATA [POABa HA KOXEH OOpPHB, MYKO3HH

JIE€3IHUH UK ApYT IIPU3HAK HA CBPBXYYBCTBHTCIIHOCT.

[TonoOHo Ha apyrute HCIIBC, npwiiokeHHeTO Ha JAEKCKETONpogdeH TPOMETAMOJI MOXe Jia HapyLUH
GepTHIMTETA HA XXEHATA U He Ce NPpenopbYBa NPH XEHU, KOUTO Ce ONUTBAT f1a 3abpemMeHeaT, I1pH xeHH,
KOHTO HMAaT npobiaeMu ¢he 3abpeMeHABaHETO UITH KOUTO Ce M3CcneaBaT 3a Oe3nnoaue, TpabBa Ja ce HMa
npeABH MPEyCTAHOBABaHE Ha JIEUEHHETO C AeKcKeronpodeH TpoMeramoln. JlekckeronpodeH He
TpAOBa fa ce mpuwiara no BpeMe Ha MbpPBU M BTOPH TPUMECTHpP Ha OpeMEHHOCTTa, OCBEH aKo He €
abcomoTHO HeohXxoaumo.

4.5 B3aumoaeHcTBHE € APYIrH JEKAPCTBEHH NPOAYKTH H APYrH QOPMH Ha B3aHMOAeHCTBHE

Mo mpuauun 3a HCTIBC ca xapakTepHH cneJHATE B3aUMOAEHCTBHA:
KoMOHHauKH, KOUTO HE Ce Mpenopb4Bar:

— JHpyru HCIIBC, BxmoyuTenHO BHCOKH A03d canvuunaté (>3 g/aeH): eqHOBPEMEHHOTO
npunoxenne Ha Hakonko HCIIBC Moxe na yBenHYM pHCKa OT CTOMALUHO-YpEBHa A3Ba UNH
KPbBOH3IHB NOCPEICTBOM CHHEPrHUEH e(eKT;

— Antuxoarynasati: HCIIBC morar aa ycunaT eQeKkTHTE Ha aHTHKOAryJlaHTUTe, Hamp. BapdapuH
(Bx. Touka 4.4), nopaad BHMCOKa CTENEH Ha CBbpP3BaHE C IUIa3MEHHUTE IMPOTEUMHU Ha
nekckeronpogeH ¥ HHXuOHMpane Ha TpoMOoLUTHATa PYHKUUA M YBpEXAaHe HAa CTOMALLHO-
YpeBHATa JIMTaBHlla). AKO KOMOMHHPAHOTO JIEUEHHE HE MOXe Ja ce h30erHe € HeoOXoauMo
OIN3KO KNIMHHYHO HaOMI0ICeHHAE U NIPOCIICASBAHE HA KIIMHHYHHUTE [MapaMeTPH;

—  XernapyHH: MOBHILIEH PHCK OT KbpBeHe (nopaau UHXUOHpaHe Ha TpOMOOUMTHATA (PYHKIHA U
YBPEXKIAHE HAa CTOMAUIHO-YpEBHATA TUFaBHLa). Ak0o KOMOHHUPAHOTO JIeYeHHE HE MOXe Ja ce
H3berne ¢ Heob6XOAMMO CTPHKTHO KJAMHMYHO HabnroneHue M NMpocleAsBaHe Ha KIHHHYHHTE
napamMeTpHu;

— KopTHKOCTEpOHIH: HANHUIIE € MOBHLICH PHCK OT CTOMALIHO-YPEBHA A3BA HJIH KPbBOHM3IHB (BXK.
TOuKa 4.4);

— Jiutu# (onucaHo e ¢ Hakonko HCIIBC): HCITIBC moBuiaBaT HUBATa Ha JUTHH B KPBHBTA,
KOHTO MOrar Ja JOCTHIHAT TOKCHYHH CTOMHOCTH (MOHMXKeHA OBOpeyHa eKCKpeLlHa Ha THTHI).
CnenoBaTe/HO TO3K® NapaMeTbp TpAOBa Aa ce npocieassa NpH 3anoyBaHe, ajalTHpaHe H
NIPEYCTAHOBABAHE HA JIEYCHHETO ¢ NEKCKETONpodeH;

— MertoTpekcar, H3MON3BAaH BBB BHUCOKH J03M OT 15 mg/ceamuua WiH
XeMaTOMOrHYHa TOKCUMYHOCT HA METOTPEKCAT MOCPEACTBOM NOHHXKEHHE
KJIKPBHC OT IPOTHBOBBL3NAIUTENHH CPEACTBA MO NPHHLIM,

-  XHWIAHTOWHH U CYH(IJDH&MHI[H: TOKCHUHHUTC ECDEKTH Ha TC3HU BeILICCTBa MOT%




KoMOuHALMH, KOUTO U3MCKBAT NpPEANa3HA MEPKH:

—  Juypetuiy, ACE-uuxuOHTOpH, AHTHOAKTEpHAIHW AMWHOINHKO3HAW H AHTArOHHWCTH Ha
anruoredsnH Il penenrop: gexckeTonpogeH Moxe Aa NOHWXKH ePeKTUTE Ha JHYPETUIINTE U Ha
Ipyrd aHTHXMNEpPTEHIMBHUTE JiekapcTBa. IIpM HAKOM NauMeHTH ¢ HapyueHa OvOpeuHa
GyHKUHAA (HAnp. JeXHApaTHPAHHY NALKEHTH HIH NAUHEHTH B CTapYecKa Bb3pacT ¢ HapylleHa
610peuHa QYHKUMA), €JHOBPEMEHHOTO MPHIOKEHHE Ha BEIIECTBA, KOMTO HHXHOHparT
nuinookcurenaszata 1 ACE-uaxubutopy, anrdoTeHsuH Il peLienTOpHY aHTATOHUCTH WU
anTUGAKTepHATIHY AMHHOIIMKO3MAM MOXE A2 A0Bede A0 IONBJIHUTEIHC HapyLICHHE Ha
6b6peuna GyHKuus, koeTo 06HKHOBEHO € 0OpaTiMo. B ciry4aii Ha KOMOHHHpaHO NpeANHCBaHe
Ha AeKckeTonpodeH ¥ AMYPETHK € BAXHO Ja C€ OCHTYPH aleKBaTHO XHApATHPaHe Ha NalHeHTa
1 712 ce u3cnensa 6pOpeuHara QyHKLUMA IIpY 3ano4yBaHe Ha NedeHHeTo (BX. T. 4.4 Cneumantu
npeAynpesKIeHHA U MpeANlasHH MEPKH TIpH ynoTpeda);

~ MertoTpekcar, H3MOM3BaH B HHCKM JO3H, NO-MAIKO OT |5 mg/ceIMHIla: X€MaToJOrHYHaTa
TOKCHYHOCT Ha METOTPeKCaT MO MPHUHLMI C€ 3aCHIBA NpPH NOHMXEHHE Ha OBOpeuHns My
KIAPBHC OT NMPOTHBOBBL3NATMTEIHUTE CpeAcTBa. ExKeceAMHWYHO U3CIEABaHE Ha KpbBHATa
KapTHHa Mpe3 MbPBHTE CEAMULM OT KOMOHHMPAHOTO JeyeHne. BHuMaTeHo HabnoAECHHE NIPH
HalTHYHE JOpH M Ha Jeko YepexJaaHe Ha OpOpeyHara (QyHKIHA, KaKTO W NPH NMALKCHTH B
cTapuecka Bb3pacT;

~  TleHTOKCH(HIUH: NOBHIIEH PUCK OT KbpBeHe. [10-akTHBHO KIMHUYHO HADMIOAEH}E U [10-4YECTO
H3cNeBaHe Ha BpEMETO Ha KbPBEHE,

— 3HAOBYIWH: PHCK OT 3aCHNBaHE HAa TOKCHIHOCTTA BEPXY €PUTPOLIMTHATA peaHLa NOCPEACTBOM
nelcTBHEe BBPXY PETHKY/JIOLUMTHTE ¢ BBL3HMKBAHE HAa TeXKKa aHeMHA eljHa CeaAMULa clel
sanouyBade Ha HCIIBC. [IpoBepka Ha MbJIHATAa KpbBHA KAPTHHA H OpOA HA PETHKYJIOLMTHTE
eqHa 10 IBe CeAMMIHE cjiel 3anousaHe Ha nedeHnero ¢ HCTIBC;

— Cyndaumnypeiinn nexapersa: HCTIBC Morar na 3acHNAT XHIOTMHKEMHYHHS edexT Ha
cyndaHuypelHinTe NeKapcTBa MOCPERCTBOM M3MECTBAHETO UM OT MeCTaTa 3& CBbpP3BaHE C
nnasMeHUuTE NPOTEHHH.

KomOunauwnH, KouTo TpabBa Ja ce uMaT NpeABHNI!

— Bera-6nokepu: neuennero ¢ HCIIBC Moxe Ja MOHMXH aHTHXHIEPTEH3UBHOTO UM JEHCTBHE
ype3 HHXHOMpaHe CHHTE3aTa Ha IpOCTarnaHInHUTE;

— LIMKNOCHOPHH M TAKPOJMMYC: He(pOTOKCHYHOCTTa Moxe Ja ce 3acund ot HCIIBC,
OCPEJCTROM MeAMHMpaH OT mpocTarjaHRuHuUTe ebexT BBpXy OnOpeunre. Ilo Bpeme Ha
xoMOUHHpaHO JeyeHre Tpsa0Ba Ja ce uicnensa 6b6peyHara GpyHKilK,

—  TpoM6OAUTHUM: NOBHILEH PHUCK OT KbPBEHE,;

—  AHTHTpPOMOOLMTHM JIEKapCTBA U CEJEeKTUBHH WHXMOMTOpH Ha 0OpaTHOTO 3axBallaHe Ha
ceporoHuHa (SSRI): mOBHILIEH PHCK OT CTOMALIHO-YPEBHO KbPBEHE (BXK. Touka 4.4).

— TlpobeHeuma: nnasMeHUTe KOHLEHTPALMH Ha ACKCKETONpodeH MOXe Ja c¢ NMOBHLIAT, TOBA
B3aHMOJEHCTBHE MOXKeE Ja ce OL/KH Ha MHXubOupaHe Ha miacToro Ha OnOpeuHara TyOynHa
cekpeuMs H Ha [IIOKYpOHOBaTa KOHIOTalUMA M C€ HM3UCKBa ajanTUpaHe Ha [03ara Ha
AEKCKeTONpOeH;

— Cobpaeunn rnukosuan: HCIIBC wMorar ga yBenu4ar niaasMeHaTa KOHLUEHTpalHis Ha
IIMKO3HIAUTE;

—  MHudenpHcTOH: NOpaaH TEOPETHYMHHA PUCK 3a MTPOMAHA B ¢(PeKTHBHOCTTAa HA MHENPHUCTOH OT
HHXHOMTOpUTE HA npocTarnananHoBata cuHTesa, HCIIBC ne Tpabsa na ce u3monssat 3a
noseye OT 8-12 AHH cnen NPUIoKEHUETO Ha MUGETTPHUCTOH,

—  XWHONOHOBUA AHTHOMOTHLIM. OTHTUTE [PH XUBOTHU NOKA3BAT, Y€ BHCOKH J03H XWHOJIOHH B
xomOuHaims ¢ HCIIBC Morar ga yBeJiM4aTr pHCKa OT MPOABa Ha KOHBYJICHH.

4.6 DepTHANTET, HPEMEHHOCT H KbpMEHE

bpeMEHHOCT
UuxubupaHeTo Ha NpocTarjiaHAWHOBATa CHHTE3a MOXE A TOBIIHAC Hebnaronp

u/unu emopuo/deranHoTo pasputie. JlaHHH OT EMMACMHONIOTHYHH IPOYyBaHHA
3a MOBMIIEH PHCK OT abOpTH M CbpAcHHA MaN(pOpMaLUd W TaCTPOCXM3UC C




UHXUOHTOPH Ha MNpOCTarnaHIMHOBaTa CHHTE3a NOpH paHHa OpeMeHHOCT. AOCONMIOTHHAT PHCK 3a
ChpACHHO-CBAOBH MandopMaLMHU ¢€ yBennyasa OT no-mManko or 1 % go okono 1,5 %. Cuura ce, ye
PMCKBT C€ YBEIHYABA ¢ YBEIHUYECHHE Ha 103aTa U NPOIBIKUTEITHOCTTA HA NeYeHUETO. [1py :HUBOTHH €
JEMOHCTPHPAHO, Ye HHXUOHUTOPHTE HA MPOCTArNaHAMHOBATA CHHTE3a BOJAT JO YBEIIMYEHH Mpe- W
NOCTHMITIAHTALUMOHHH 3arybum n embpuo-geraned neranurer. B jponbjiHeHHe KBM TOBa IIpH
MPUIIOXKEHHE Ha WHXMOWTOpPH Ha NpPOCTArNaHAMHOBATA CHUHTE3a MpPH JKHUBOTHH IO BpeMe Ha
opraHoredesara ce€ HaOJroJapar pasnudH¥ Man@opManvi, BKIIOYUTENHO H ChpPAEYHO-CHIOBHM.
He3zaBHCHMO OT TOBa, NMPOYYBAHMATA MPH XKHUBOTHU ¢ JIeKCKEeTONPodeH TPOMETAMOJ HE ¢a TOKa3aIH
pPENpPOAYKTHBHA TOKCHMYHOCT {(BX. Touka 5.3). Ot 20-Ta ceamuua Ha OpeMeHHOCTTA HATATHK,
ynotpedaTta Ha AexcKeronmpodeH MOXe Ja [PUYHHA ONUrOXHIPaMHMOH B pe3ynraT Ha OnOpeyHa
JACOYHKLHMA HA ioxa. ToBa MOXE Ja HACTBIIN CKOPO Clie] 3aNouBaHe Ha NEYEHNETO H OOMKHOBEHO €
obpaTHMO cliell mpeycTranoBaBaHe Ha npHeMa. OcBeH ToBa, UMa CbOOUIEHHA 3a CTECHABAHE HA AYKTYC
apTepro3yc cnell Jie4eHHe BbB BTOPHA TPHMECTBP, IOBEYETO OT KOUTO ca OTUIYMENH chel
ipekpaTABaHe Ha JedyeHHeTo. CnenoBaTeNnHO, MO BpPEME HAa NBPBHA H BTOPHA TPHUMECTHP OT
OpeMEHHOCTTA, NEKCKETONpOodeH TpoMeTaMol He TpAOBa aa ce npunara, OCBEH ako He e abCcomoTHO
HeoOXoauMO. AKO JeKCKeTOnpodeH TPOMETAMON Ce H3MOA3BA OT XKEHH, KOHTO Ce ONHTBAT Ja
3a0peMeHeaT WIH MO BPEME Ha ITbPBH HIIH BTOPH TPUMECTHLP Ha OpeMeHHOCTTa, 103aTa TpAORa 1a 6bae
Bb3MOXXHO HaH-HHCKA WM MPOABIDKHUTEIHOCTTa Ha JieYyeHUe TpsabBa Ja e Bb3MOXHO Hail- kpaTka. B
Cly4all Ha €KCIO3HLUHMA B MPOAB/DKEHHE HA HAKONKO JHHU OT 20-Ta recTallMOHHA C€JIMHLIA HATATHK,
TpaOBa Ja ce 0OMHCIH HabNIoAeHAE 32 ONMMrOXUAPAMHUOH H CTeCHABAHE HAa AYKTYC apTEPHO3YC Ce
paknanero. Ynorpebata Ha AekckeronpodeH TpabBa Oa ce NpeycTAHOBHM, 8KO Ce€ YCTAHOBM
OJIMTOXHIPaMHHOH WJIH CTECHABAHE HA AYKTYC apTEPHO3YC.

[lo BpeMe Ha TpEeTH TpUMECTBP HA OPEeMEHHOCTTa, BCUYKM MHXHONUTOPHM Ha npocTariaHIHHOBATA
CHHTE3a MOTaT Ja W3JI0XarT IJIoAa Ha .
- KapauomynMoHanHa TOKCHMUHOCT (NIPEXACBPEMEHHO CTECHABAHe/3aTBApPAHE HA AYKTYC
apTepuo3yc U 0enoapobHa XHIIEPTOHMA);
- HapyuieHa 6bOpeuna QyHKUUA (BX. NO-TOpE),

MaiikaTa H HOBOPOJEHOTO B Kpad Ha OpeMEeHHOCTTa Ha:
- BB3MOXHO YAB/DKaBAHE Ha BPEMETO Ha KEPBEHE, aHTHArperanteH edekT, KOHTO MOXe aa ce
Hab00aBa JOPH MPH MHOTO HUCKH [TO3M;
- MOATHCKaHE HAa MAaTOYHUTE KOHTPaKLHH, KOETO BOJHY A0 3abapeHO WIH YABIDKEHO paxJaHe.

CrnenosarenHo, becTapen € npoTUBONIOKa3aH fpe3 TpeT TpUMecThp OoT OpeMeHHOCTTa (BX. TOukH 4.3
" 3.3).

He € u3BecTHO Jany aekckeTonpodeH ce H3TbYBa ¢ KbpMarta. bectapeH € mpOTHBOIOKA3aH 1O BpeME
Ha KbPMEHE,

4.7 EdexTH BLPXY cn1ocoOHOCTTA 32 oPupaHe H paboTa ¢ MamnHu

becTtapeH Moxe n1exko 4o YMEPEHO Ja MOBNHAE cnmocoOHOCTTA 34 mo@upaﬂe U paﬁuTa C MallIHHA,
Thil KATO MOXE 14 JOBede 0 3aMasHOCT H ChHIHBOCT.

4.8 Hexenanu JdexapcTBeHH PeAKIHH
B Ttabnuuara ca onHcaHH HeKenaHWTe CHOMTHA, KOHTO ca IOHE BEPOATHO CBBLP3AHH C

[apeHTepaTHOTO NPHICKEHHE HA IEKCKETONPO(EH TPOMETAMOI, NOAPEAEHH O CUCTEMO-OpraHHa
KnacuQHKalHs U 10 YeCTOTA.




Cucremo- Yecmn HevecTH Peaxu Mnuoro C
OpPraHHH (=1/100 xo  (=>1/1 000 g0 r(zlllﬁ 000 no | peAKH/H30JIHPAH HEH3BECTHA
KJacoBe <1/10) <1/100) c1/1 000) H chobuenus MecToTaY
[<1/10 000)
HapyweHus Ha --- --- -—- HeyTporneHnns,
KpbBTa U TPOMOOLIUTONEHH
numHara s
CHCTEMA |
HapyuieHus Ha --- --- OToK Ha AHadunakTu4Ha
HMYHHaTa MapHUHKCA peakums,
CHUCTEMA BK/IFOYHTEJIHO
aHapuIaKTHYEH
_ IOK
Hapyiuenus Ha --- --- AHopekceus ---
MeTabonu3Ma
_XpaHEHeTo
ITcuxuuun L be3cbHHe, -—- ---
HapyLIEHHA 0e3110KOUCTBO
Hapyiuenus Ha ['masobonue, | I[lapecresuu,
HepBHaTa 3AMATHOCT, CHHKOII
CUCTEMA CHHIMBOCT |
Hapyienus Ha — --- -~ 3aMBIIIEHO
OUHTE BYDKJIAHE
HapyuieHus Ha ~-- Bepturo --- TuHHTYC
YXOTO U
NabHpHHTA
Cupaeusy --- CepuebueHe | --- Taxvuxapansa Cunapom
HapyilleHHuA Ha Kounis
CpHaoBu . 3auepBsiBaHe | XHOEPTOHHA | XHNOTOHHUA
HapyLICHHA
PecnimparopHu, --- --- bpanunHes bpoHX0oCIa3EeM,
rpbAHUA U AUCITHES
Me&AMaCTHHATHH
HapylUeHHA
CroMaluHo- ["apene ["acTpur, [lenTH4na [Tankpeatut
4peBHU H/MH 3aneK, cyxa A3Ba,
HapylIEeHNs noppbilaHe, | ycra, KPbBOH3/IHB
KOpeMHa dbnaTyneHUHUs | OT NEATHYHA
Donka, A3Ba WIH
AUAPHUA, nepdopaiius
AUCTICTICHS Ha NEeNTHYHA
f3Ba (BX.
TO4Yka 4.4.)
| Xenaro- --- --- XernaTut Xenarouenynapt
OunuapHU O yBpexJiaHe
HapYLICHHS
HapylieHus Ha - O0pus YpTukapui, CUHApPOM Ha DukcHpaH
KOXaTa H aKHe, Stevens Johnson, | nekapcTrBeH
MOAKOXKHATA NOBUUIEHO TOKCHYHA o0puB
ThKaH H3NOTABAHE eNyAcpManHa
HEKpOJin3a
(CHHAPOM Ha
Lyell),
AHTHOCHEM,
aLHancH OTy
cakUni Ha GO



Cucremo- YectH HevecTH l(l)’emm Msoro C
OpraHHH (21/100 no  (=1/1 000 g0 >1/10 000 no | peAKH/H3IOTHPAH HEH3BECTHA
KJacoBe <1/10) 1<1/100) k1/1 000) H cho0meHun ecToTa*
. {<1/10 000)
YyBCTBUTEJIHOCT,
| cepbex

HapylueHus Ha - —-- bonku B m—-
MYCKYJIHO- rpba
CKEJIETHATA
CUCTEMA U
CheAMHUTENHATA
ThbKaH
Hapymenus Ha -n --- Octpa Hedput unu
O6bOpeLmTe U OBnOpeuHa HedpoTHYEH
[MHKOYHHTE HeJOCTATBh4YH | CHHAPOM
NbTULLA OCT,

MOIHYpHS
HapyuieHns Ha --- -=- MeHcTpyanHu | ---
BL3INPOU3BOIUTEN HapylueHH,
HaTa CUCTEMa U 3aCAraHe Ha
rbpAaTa npocTarTara
Qb1 --- YMmopa, [lepugepeH —
HapyLICRHA H 00JIKa, OTOK
eexTH Ha aCTeHHA,
MACTOTO Ha purop, odtua
NPHIIOKECHHE cradocT
HUzcnenpauns --- ~-- OTKIOHEHHE -~

B

YepHOApOOHH

Te

(b YHKLMOHAT

HM npobH

*OTr HATHYHUATE AAHHH He MOXe 1a OB HaNnpaseHa OLeHKa.

Haii-gecTo HabMOAaBaHUTE HEXeNaHH PEaKklMy ¢a CTOMAIIHO-upeBHH. Moxke na ce Habnoaasar
NenTH4YHA A3Ba, NepOpPALHA HIHM CTOMALIHO-YpEBeH KPbBOW3ITHB, MIOHAKOra daTarHy, 0cobeHO B
cTapyecka Bb3pacT (BX. Touka 4.4). Cien npunokeHue ca choOlUaBaHH raJeHe, NOBpBLUAHE,
nuapus, GNaTyneHUMs, KOHCTWMALHSA, HCHENCHA, KOpeMHa OoNka, MeEleHa, XeMaTeMesa,
yJllepaTHBEH CTOMATHT, YCIOXKHABaHe Ha KOIUT Uik 6onect Ha KpoH (Bx. Todka 4.4). Ilo-paaxo
e HabmonapaH racTput. IMa choOmeHMs 33 OTOLUH, XMIIEPTOHHA H CbpACYHA HEAOCTATHHHOCT,
cebp3aHH ¢ ynotpebata Ha HCIIBC. KivHHYHH NpOy4YBaHHA H €NHACMHOJOTHYHH [aHHH
noxassar, 4e ynortpebara ua Hakou HCIIBC (ocobeHo BbB BUCOKH X03H M NMPH NPOABIIKHTENHO
NPUIOKEHNE) MOXKE Ja C& CBBPKE C KO MOBHILEH PUCK OT apTepHaIHN TPOMOOTHYHH ceOUTHA
(HanpuMep MUOKap/ieH MHGAPKT WM HHCYNT) (BXK. TOUKa 4.4).

[Moxo6Ho Ha apyrn HCIIBC, morar fa ce NOSBAT W CERAHHTE HEXKCJIAHH JICKAPCTBECHH DEAKLHH!
acelTHYEH MEHUHTHT, KOITO ce NposABiBa Hali-Be4e NP MAUUEHTH CbC CHCTEMEH JYITYC epHTEMATOREC
WJIM CMECeHa ChbeOHHHUTEHO-TbKaHHA O0JeCT, XeMaTONOrMyHY peakuuu (Iyprnypa, aljlacTHYHA H
XEMOJIUTHYHA aHEMHH, PAAKO arpaHyJIOLHTO32 MAH KOCTHO-MO3BHHA XUIMOILIA3HA).

Byno3Hu peakuuy, BIJIIOYHTETHO CHHAPOM Ha Stevens Johnson ¥ TOKCHYHa eNMAEpMaiHa HEKpoIIH3a

(MHOTO PAIKO).

Cro01aBaHe Ha MoJI03UPaHH HeXelaHH peaklin
Cpo011aBaHeTo Ha MOA03MPaHH HEXKENaHW peaKUMy ciiel paspeluaBaHe 3a yrnotpebd

NPOAYKT € BaxkHO. ToBa no3BonsABa Aa NPOAL/KH HAGMOAEHHETO HA CHOTHOLUEH




JIEKapCTBEHHA MPOAYKT. OT MEUUHHCKUTE CIELHAIHCTH € H3MCKBA Ja CHOOIIIABAT BCAKA MON03MpaHa
HEXe/laHa peakuns vpes:

HampiHdTEeNnHA areHLMsa [0 leKkapcTBaTa

yn. ,Jamau I'pyeB” Ne 8

1303 Codus

ten.: +359 2 8903417
yeOcaiiT: www.bda.bg

4.9 Ipexo3upaHe

He ca u3BecTHH CHMOTOMHMTE TipH npeno3upane. [lonoOHH NEeKApCTBEHHW NPOAYKTH BOJIAT J0O
CTOMAILIHO-4YPEBHU (MTOBpBINAHE, AHOPEKCHA, KOpeMHa 00/NKa) M HEeBPONOTHYHH (COMHOJNEHTHOCT,
BEPTMIO, AE30PUEHTALNA, IMTaBoOOIHE) HapYHICHHA.

B cayuaii na HempeayMMUEUICHO Npeno3dpaHe WM NPUNOXKEHHE Ha MO-BUCOKA [03a C¢ Hajara
He3abaBHO CHMATOMATHYHO JIeYeHHE B 3aBUCHMOCT OT KJIMHHYHOTO CHCTOSHME Ha NalueHTa. AKO ca
nmpueTH Mnosedye oT 5 mg/kg oT Bb3pacTeH WM JIETe B pAMKHTE Ha efiHH 4ac TpAbBa Ja ce MpHI0XKH
AKTHBEH BbITIEH.

HekckeronpodeH TPOMETAMOJT MOXE J1a ¢€ eTMMUHHPa ¢ IHanH3a.

5, MAPMAKOJIO'HYHHU CBOHCTBA

5.1 dDapMakoAUHAMHYHHU CBOHCTBA

dapmMaKoTepaneBTHYHA I'PyNa: MPONHOHORA KUCENWHA U pousBoanu, ATC koa: MOTAEL7

JekckeTonpodeH TpOMETaMON € TPOMETaMHHOBA coll Ha S-(+)-2-(3-benzoylphenyl)propionic acid -
NeKApCTBEeH I[IPOAYKT ¢ AHANMeTUYHH, NPOTUBOBBL3NANMTENTHH M AHTHNHPETHYHH CBOHCTBA, KOETO
NPUHALIEKH KbM HECTEPOHAHUTE TPOTHBOBB3NAIHTENHH cpeAcTBa (MO1AE).

MexaHu3MBbT Ha JeHCTBHE HA HECTepOUIHHUTE MPOTHBOBBINAIHUTEIHH CPEACTBA C€ CBbp3Ba C
HaM@leHHe Ha NpoCTariaHAMHOBAaTA CHHTE3a upe3d MHXMOMpaHe HA UHKIOOKCHreHasarta. [lo-
CIEUHATHO € Halnue HWHXHOHpaHe Ha MpPEBPBUIAHETO HA ApaXHIAOHOBA KHCENHHA B ILHKINYHH
egaonepokcuaasu, PgG2 u PgH2, kouto obpasyear PgEl, PgE2, PgF2a u PgD2 u cwpuo
npocrauMknued Pgl2 u TpomOokcanu (TxA2 u TxB2). OcBeH ToBa. MHXHOMpaHETO Ha
MPOCTarntaHANHOBATA CHHTE3a MOXe Ja NOBNMAC M APYrM MEAHATOpH Ha BBL3NAITEHHETO, KaTo
kHHUHKUTE. TOBa € eINH HHAUPEKTEH e(eKT, KOUTO JOMBABA UPEKTHOTO JieCTBHE.

B npoyusaHus NMpH SKUBOTHU M XOpa € R0Ka3aHo, ye Aexkckeronpoder nHxudupa aktusHocrra Ha COX-
1 n COX-2.

KnuHuYHA npoyuBaHUA BbPXY pasnHyYHU OOJIKOBH MOAEIN AEMOHCTpMpAT ¢(peKTHBHA aHaIreTH4Ha
AKTUBHOCT Ha JeKCKeTompodeH TpoMeTamon. B HAKOM MpPOyUBaHHA HAYAJIOTO HA AHANFETHYHOTO
neficteue ce mnposBaBa o 30 MHUHYTH cliel TPHIOKEHUETO. AHAITSTHYHMAT €PekT e ¢

NPOAB/LKHTENHOCT OT 4 00 6 daca.

5.2 dapMaKOKHHETHYHY CBOHCTRA

Crea nepopaliHO MPHAOKEHHE Ha AeKCKeTOMpodeH TpoMeTaMoN NPpH XOpa. Cmax €€ MocTUra Ha 30-TaTa
MHHYyTa (8 rpaHiUUTe 15-60 MUHYTH).

BpeMeTo Ha NOJYXHMBOT BbB (pazata Ha pasnpefc/ieHHe W Ha eNMMHUHHpaHe Ha JEeKCKETonpod
TpoMeTaMoJl € ¢hoTBeTHO (0,35 vaca m 1,65 vaca. KakTo npu Apyrd nekapcTBa ¢ BHCOM M
CRBbp3BaHE C IasMeHUTe NpoTeHHH (99%), obeMbT Ha pasnpeneneHue € CpeiHo ( D3¢
OCHOBHHMAT BT HA EIUMUHHpPaHE Ha AEKCKETONPOgeH € ¢ TMIOKYPOHOBa KOHIOTALHA
H3TbuBaHe npes Ovbpenure.




Ciaexn DpUIOXEHHETO Ha JEKCKEeTONpodeH TpOMETaMoN, B YPHHATA <€ OTAeNd caMo S-(+)-
eHaHTHOMeEpa, KOeTo [OKa3Ba, ye [Py XopaTa HAMA KoOHBepckA B R-(-)-eHaHTHOMED.

IIpy ¢hapMakOKMHETHYHH NPOYYBAHHA ¢ MHOTOKDATHO MpHIIOKEHHEe ce Habmioxasa, ye AUC crex
NOCREAHOTO NMPUJIOKEHHE HE C€ pasNvuaBa OT MOJydeHaTa cneA €AHOKPAaTHO MPHIIOKEHHE, KOETO
[MoXa3Ba, 4¢ HiAMa KyMy/lHpaHe Ha JIEKapCTBOTO.

[Mpu egHOBpeMeHHO Npunoxenne ¢ xpana, AUC He ce poMeHs, BIIPEKH Y€ Crax Ha IEKCKETONPO(EH
TPOMETAMOJ C€ TIOHHKABa M CKOPOCTTA Ha pe30opO1uA ce 3a0aBs (yBETHYaBA CE€ fimax).

5.3 IIpeakJHHHYHH JAHHH 3a Ge3omacHOCT

[Tpe{IVIHHHYHATE JAHHM HE IMOKa3BaT cneuuduueH pUCK 3a Xopa, Karo ¢€ OCHOBaBaT Ha
KOHBEHLIMOHATHH HM3CAeZBaHAA 34 Oe30MacHOCT, TOKCHYHOCT TIPH MHOIOKPATHO IIPHIOKEHHE
eHOTOKCHYHOCT, PeNPOAYKTHBHA TOKCHYHOCT # HMYHO(apMakoorua. [IpoBeieHUTE BopXY MHIUKH U
MalMyHH U3CJIeIBaHHA 34 XPOHHYHA TOKCHYHOCT Ca NOKAa3alny HHBO Ha JTHIICA Ha HeXeNlaHH €(eKTH
(NOAEL, No Observed Adverse Effect Level) npu 3 mg/kg/nen. OCHOBHHTE HEXENAHH peaKLHH
HaOmoaaBaH! NpPH BUCOKH JA03H, €A CTOMAUIHO-YPEBHH €pO3MHM M H3BH, KOUTO CE€ pa3BMBAT B
3aBUCHMOCT OT J103aTa.

6. GAPMAIIEBTHYHH JAHHH
6.1 CnHuchbK HR NOMOLIHUTE BEIIeCTRA

Appo

LAPEeBHYHO HUILECTE

[pexeNaTHHH3HPAHO HAPEBHYHO HHIIECTE
MHUKPOKpHUCTA/IHA LieNy/103a
XHAPOKCHITPORHILENYI03a

MarHe3ueB CTeapar,

DUIMOBO MMOKPHTHE

onaapa# 6an OY-J1-7192 cwerosu ce OT:
XANpoMeno3a

TUTaHoB AMokcua (E171)

Maxporon 400

6.2 HecbBMEeCTHMOCTH
Henpunoxumo

6.3 Cpok Ha rogHoct

Bnuctep ot PVC/PVDC/AI ponno: 2 ronuHu
bnuctep ot PA/AI/PVC/Al ¢ponuo: 3 ronunu

6.4 CrnenuaiHH YCJIOBHS HA ChXpPaHeHHE
Ja ce cbxpanaBa nog 30°C. [la ce cbxpaHABa B OpHrdHaJHaTa OMAKOBKa, 3a Aa ceé Npeanasd oT
CBETNHHA - 32 TaONeTKH, onakoBaHH B Onuctep ot PA/AL/PVC/AI donuo.

Ja ce cexpaHasa noa 25°C - 3a Tabnetku, onakoBauy B onuctep ot PVC/PVDC/Al $onuo.

6.5 Buja H chABpXKAHME HA ONMAKOBKATA

Tabnetxute ce npeanaratr B Onmucrepu (PA/AI/PVC/AL u PVC/PVDC/AD.




[To 7, 10, 14 unu 20 Tabnetkyn B 6nuctep ot PA/AI/PVC/AL donno. ITo 1 unu 2 Gnuctepa B

KapTOHEHa KYTHIL.
[To 10 unu 20 Tabnetku B 6auctep or PVC/PVDC/AL ¢onno. Ilo 1 unu 2 baucrepa B KApTOHEHA

KYTHA.
7. INPHTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA
Xeren ®apma brarapus EOQO/]

x.K. Codmus INapk, 611. 118, an. 1, 1766 Codus
brarapus

8. HOMEP(A) HA PAZPEHIEHHUETO 3A YIIOTPEDBA
Per. Neo: 20180069

9, JATA HA ITBPBO PAZPEHIABAHE/IOAHOBABAHE HA PAZPEIIEHHETO 3A
YIIOTPEDBA

JlaTa Ha mbpBO pa3peiuasane: 15 mapT 2018 T,
JlaTa Ha noCeHO MOJHOBARaNe: 29 mapT 2023 r.

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA

09/2025




