waka Tl 03 -07- 2028
KPATKA XAPAKTEPUCTHUKA HA IPOAYKTA
. UME HA JIEKAPCTBEHUWA IMPOAYKT
JIEKO 25 mg rpanyiu 3a nepopajieH pa3TBop B calue
DEKO 25 mg granules for oral solution in sachet
2. KAUECTBEH U KOJIMYMECTBEH CbCTAB

Besako cawe ¢ rpaHyid 3a nepopajieH pasTBop Cbabpka 23 mg aekcketonpogeH (dexketoprofen), noa
Gopmara Ha aekcketonpoden Tpomeramon (dexketoprofen trometamol).

[ToMOLIHO BELLECTBO ¢ U3BECTHO JICHCTBUE: 3axapo3a 2.414 ¢
3a NbJAHUA CMUCBK HA MOMOLIHHUTE BEUIECTBA BUAKTE Tovka 6. 1.

3. JEKAPCTBEHA ®OPMA

[ paHyiu 3a nepopasieH pasTBop B calle.
beau 10 nouTH 0eIM rpaHy/iu U npax cbe ¢1ad UMTPYCOB apomar.

4. KIMHUYHHU JAHHH

4.1 TepaneBTHYHH NOKAZAHUSA

JIEKO ce u3no/13Ba 3a KpaTKOCPOUHO CUMITOMATHYHO JI€HEHHE Ha 0CTpa JIeKa 10 yMepeHa 00/1Ka B MYCKVYJ/IUTE
U CTABUTE. NPH JAUCMEHOpes U 3b0000.1.

4.2 ,J]ﬂ'.]llpﬂﬂliﬂ H HAYMHH HA TPH.T0OACHHC

Jlo3upoBKa

Bvispacmui

[[penopbuuTeHaTa 103a e 25 mg Ha BcekH 8 yaca. JIHeBHATA 103a HE TpsOBa J1a HaABHILIABA 75 mg.
Hekenanure JiekapcTBeHH peakudy Morat J1a Oblar CBeIeHH 10 MHHUMVM. [PH MPHEM HA Hail-HUCKATa
e(peKTHBHA 103a 3a HAH-KPAThK NEpHO1 OT BpeMme (BK. Touka 4.4).

JIEKO e npeaHasHauyeH caMo 3a KPATKOCPOUYHO [MPHIOKEHHE M JICYEHHETO TPAOBA 1a Obl1e OrpaHHUSHO 10
CUMIITOMATHYHHSA TTEPHO/IL.

¥

Cmapuecka 8v3pac

[[pn maumeHTH B CTapyecKka Bb3pacT Ce NpenopbyuBa J1CHEHHUETO 1A 3anoyHe ¢ no-HUCKa JAHeBHa 103a (50 mg
AHeBHaA 103a). JlosupoBKata Moke 1a ce€ yBeIuyaBa 10 [PENoOpbUYMTEIHATA 3a Bb3PACTHH CaMo CJiel
yCTaHOBABAHE HA 100pa o0LIa MOHOCHMOCT.

[lopaan BL3MOKHA MPOABA HA HEKCIAHH ICKAPCTBEHH peakuMu (BAK. Touka 4.4), nauMeHTHTE B CTapyecka
Bb3pacT TpAOBa 1a ObJAT NOTOKCHH HA OCOOCHO BHUMATEIHO HAOIKOACHHE.

Hapyiuena weprnoopoonda ghyvuriiis
[[ateHTH € J1IeKA 10 YMEpEeHa HapyIIeHa YepHOAPOOHA (PYHKLIHA TPAOBA 1a 3aMO4HaAT JICYEHHETO ¢ MO-HHUCKA

C T€KKa HapylIeHa YepHOApPoOHa (byHKLNA.




Hoamyueena dwopeuna thyuxyus

[Tpn nauMeHTH C [TeKO HapylueHa ObOpetiHa Gy HKUHA (KpeaTHHHHOB KAUpBHC 60-89 mi/min). HauaHaTa 103a
TpadBa 1a ce HaManau 10 50 mg nHeBHa 103a (Bk. Touka 4.4). JIEKO He tpadsa 1a ¢e n3nonsea npy mauueHTH
C YMEpeHO 10 TeXKKO HapyleHa ObOpeuHa PYHKUHA (KPEATHHUHOB KITHPEHC <39 ml/min) {(8xk. Touka 4.3).

[Teduampuuna nomiayus
bezonacHocTTa M edukacHocTTa HA JJEKO npu 1eua Ha Bb3pacT noa |8 roavHu He €a yCTaHOBEHIL.
JEKO He TpadBa 1a ce U3M0/13Ba NpY J€la Ha BbipacT nold |8 roavHun nopaiu cro0pakeHus 3a 0e30n1acHoCT

H e(pUKACHOCT.

HauuH Ha NpU.10kKeHHE

PazrBopeTe cbIbp/KaHUETO HA €1HO callie B talla Bo1a, pa3obpkaiiTe U U3NMHITE BeaHara.
EaHOBpeMEeHHOTO NPUIOKEHWE ¢ XpaHa 3a0aBs CKOPOCTTA Ha pelopduns Ha feKapCeTBOTO (BAK, TOUKA 5) W
3aTOBa B C.AvHaH Ha ocTpa 00:1Ka ¢e npenopbLuBa 1a ¢e npyeMa NoHe |3 MUHYTH Npe1d XpaHeHe.

4.3 [lIporHBONnOKa3aHUA

JAEKO He TpadBa aa ce nputara B C/ICIHUTE Caydau:
® [AUMEHTH CBC CBPBXUYBCTBUTEIHOCT KbM AKTHBHOTO BELUECTBO, KbM HAKOE APYro HECTEPOUAHO
npoTuBOBBL3NaIHTETHO cpeacTBo (HCTIBC) nin kupM HAKoe 0T noMoOLUHKTE BewecTBa, H30pOeHH 8 T.
6.1;
® [IAUMEHTH, NPH KOUTO BELISCTBA C N0J100HO ACHCTBHUE (HAMNP. AUSTHICANUMUMIOBAE KHCETHHA WK APYFU
HCIIBC) npeau3BuUkBaT acTMATUYMHH [PUCTBIIH, OPOHXOCMA3bM, OCTbBP PHHUT HIA MPUYHHABAT
HazaaHa MoJIMN03a. YPTUKAPHA HIH aHFHOEAEM.
® H3IBECTHH (POTOAICPrHYHHU HIH (POTOTOKCHUHH peakLHKl NO BPEME HA JIeHEHME C KETOMpPodeH WM
$hHOpaTH;
® [JAUMEHTH ¢ AHAMHE3A 133 CTOMAWHO-YPEBEH KPBLBOMIHB MKW nepdopauHs, B pe3viTaT Ha
npeawectawo Aeuenune ¢ HCMBC:
¢ [MAlMEeHTH C aKTHMBHA NENTUYHA A3BA/'CTOMALUHO-UPEBEH KPBBOM3INMWB WM AHAMHE3d 33 CTOMALIHO-
YpEeBEH KPBBOUITHB, A3BA U.TH fepPopalia;
NAUMECHTH C XPOHHYHA AUCICNCHA:
MaUHEHTH C APYTH aKTHBHH KPBBOU3HIBH HITH IPYTH 3200 IIBAHUA, CBBP3AHH C KbPBEHE,
MauHeHTH ¢ 00.1eCT Ha KpoH ILTH y.TUEPO3eH KOIIHT:
MaLUHEeHTH C TEAKA CbPICUHA HEI0CTATHOCT:
MALMEHTH € YMEPEHO 10 TEKKO HapylueHa ObOpevHa HyHKUHA (KPEaTHHRHOB KAHPBHC <39 ml/min).
* [AUWEHTH € TeAKKO HapyiieHa yepHoapooHa dpyvHkuis (Child-Pugh score 10-15):
& [AUMSHTH C XeMOopari'uHa 1Mare3a i Apyrd KOAry.1auuoHHH HApy LERHS:
® [AUMSHTH C TeAKA TeXHIPATALLIA (8 PE3YITAT HA MOBPBLUAHE, THAPHA HIH HEI0CTATBUCH MPHEM Ha
TEHHOCTH):
e [10 BPEME HA TPETH TPHMECTBP HA OPEMEHHOCTTA H MO BPEME HA KbpMeHe (BXK. Touka 4.0).

4.4 ChneunajqHu npeavupexieHHst H NPeINAIHH MEPKH MPUH YIOTpeda

JEKQ tpabsa 1a ce npuaara ¢ BHUMAHUE 1P NALUMCHTH € AHAMHE?A 3a A 1eprudHi ChCeToAHHA. TpsldBa 1a co
w3bareaa eanospeMeHHOTO npuioxeHte Ha JJEKO ¢ apyru HCTIBC, BKiOUHTENHO CACKTHBHE HHXHOUTOPH

Ha UMKIOOKCHIeHasa-2.
HexenaHurte JACKAPCTBCHH pCakUyit MOraT la 0BbAAT CBEICHH 10 MHHHMYM KATO Cc [TPpHCMA Half-HKUCKaTAa

e(heKTUBHA 103a 32 HA-KPaThK NMePHOL OT BpeMe (B, Toura +.2).

CTOMALIHO-4PEBHA GE30MACHOCT
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CToMalHO-YpeBeH KPbBOU3THB, A3Ba HAH nephopauma. KOUTO MOrat 1a Ob1at gataivu, ca cbolLIaBaHU Npu
BCHUKHA HECTEPOMIHM NpoTUBOBBLINANHTEAHH cpeacTa (HCIIBC) no Bcsaxo BpeMe Ha IEHEHUETO, € KK De3
npeaynpeauTeTHd CUMNTOMU WM MpealUecTRALAd aHAMHE3A 34 CEPHO3HK CTOMALLHO-UYPEBHH HUHUMIEHTH.
Ako npu npunoxkenne Ha JJEKO Bb3HNKHE CTOMAMIHO-4PEBEH KPbBOM3IIUB WM A3BA, JICHEHUETO TpADBa 1a

ce MpeycTaHOBH.

PuckbT OT CTOMALUHO-'pEeBEH KPBBOWIMIB, A3Ba MK Nepdopaliud € No-BUCOK NpH yBeUYaBaHe 103aTa Ha
HCIIBC, npu naLHeHTH ¢ aHaMHE3a 34 93BA, OCODEHO aKO € YC.I0KHEHA C KpPbBOHRIMB H.IH nepdopauus (BA.
Touka 4.3) U B CTapueCKa BbL3IpacT.

[TauueHTHUTE B CcTapyecka Bb3IpacT ¢a ¢ MO-BHCOK PUCK Ha HexkelaHu peakuun kbM HCTIBC, ocooeto
CTOMALUHO-YPEBEH KPBBOHIIMB H Nephopausa, KOUTO MOKE 1a ca gaTa1iu (BK. ToUKa 4.2). Te3n nauueHTH
TpA0RA 112 3aM0YHAT JIEHEHHETO ¢ Bb3IMOKHO HAH-HUCKA 103a.

Kakto npu ecuuxkn HCTIBC ¢ noBHIIeHO BHHMaHUe CITE/IBA J1a CE€ ThPCH aHAMHE3a 33 €30(aruT, racTpuT U/ HIH
MeNTHYHA A3Ba, € LUEA TAXHOTO HAMBIHO MW3AEKYBAHE MPeau 3AN0YBAHE HA NEUEeHUE ¢ ACKCKETONpOQeH
TpoMeTamosl. [lalMeHTUTE CbC CTOMALUHO-YPEBHKM CUMIITOMH MM € aHaMHeE3a 3a CTOMALIHO-4YPEeBHO
3abonspaHe, TpaOBa Ja ce HAOIOAARAT 3a XPAHOCMMJIATENHU HApYWeEHUA, 0CO0EHO 3a CTOMAUIHO-UPEBHO

KbpPBCHC.

HCIIBC tpabea na ce npuaaraT BHHMATENHO IPH AUHEHTH ¢ AHAMHE3A 32 CTOMALIHO-UPEBHH 3a00.19BaHHA
(viiuepaTuBeH KOIHT, HotecT Ha KpoH), Thit KaTO TAXHOTO 3a00.19BaHe MOXKe Ja ce 000CTpH (Bxk. Touka 4.8).

[Ilpy Te3In NAUMEHTH. KAKTO W NpH MNAUUEHTH, NPH KOMTO TPAOBA .1a cC€ nNpljarart HUCKH 103
AUETUIICATUUWIOBA KHCEJIHHA HIIH IPYrH J1€KApCTBA. KOMTO MOraT 1a YBEeNWYAT CTOMALlIHO-YPeBHHA PUCK.
TpabBa 12 ce MMa NpeaBuI KOMONHUPAHO 1€u€HUEe ¢ POTEKTHBHH areHTH (Harnp. MH30MPOCTON HIIH
HHXHMOUTOPH HA NMPOTOHHATA NOMNA (BXkK. OMUCAHUETO MO-10aY H TouKa 4.5).

[lauuMeHTn ¢ aHamHesa 3a CTOMAalLHO-YpPEeBHA TOKCHYHOCT, 0cO0EHO B CTapvecka BB3pacT. Tpsabea aa
cbOoOWIABAT 32 BCEKH HEOOUUAaEH CTOMAUIHO-4PEBEH CUMNITOM (0CO0€HO CTOMALLIHO-YPEBEH KPHBOU3IMB), HaM-

BE4e B HAYANIHHUTC €T4IIH HA N1CUCHUCE,

[[penopb4Ba C€ NOBUILEHO BHUMAHIE MPU NAUMEHTH, NIpHEMaLiH € IHOBPEMEHHO IEKAPCTBA. KOMTO MOrar Ja
YBEJAHYAT PHCKA OT KbpPBEHe, KAaTo NEepOpPLIHH KOPTHKOCTEPOHIM, AHTUKOArY 1aHTH, Harnp. BapdgapH.
CETeKTHBHH HHXHOUTOPH Ha 0OPATHOTO 3aXBalldHe HA CEPOTOHHHA H.IH AHTUTPOMOOUHTHH [1€KapCcTBa. KaTo
AUSTU.ICAIHUH.TOBA KHCIIHA (BA. TOuka 4.3).

bnrOpeuHa HezonacHocT
M3nckra ce MOBHILIEHO BHHMAHNE NMPH MAUHEHTH ¢ HapylweHa OvOpeywHa QyHxkuus. [Ipn Te3n nauweHTw

npuaokennero Ha HCINBC ymoxe 1a J10Beae 10 BIOWABAHE HA OBOPEYHATA (Y HKUHA, 33IbPAKAHE HA TEUHOCT
1 oTTouM. Hatara ce ¢buio NOBHILEHO BHHMAHHE H MPH MaUHUEHTH HA AHYVPETHYHA TePanud Wan npy Te3n, npu
KOHTO € BB3MOKHO PA3BUTHETO HA XHIIOBOISMHA, NOpaIH MOBHIIEH PHCK OT HEDPOTOKCHUHOCT.

[lo BPCME HA AC€HEHHETO TpHﬁBH Jdd C¢ OCHTYPH J0CTATBUCH MpHEM HA TCHHOCTH. 34 14 €C NpPCIlOoTBRATH
acexuvapartauusa H.itH BEIMOKHAL aCOUHMHPAHA MOBHILICHA 5'hﬁp¢‘IH'c'l TOKCHYHOCT.

B13MOKHO € 1a ce MOBUHINAT [L1X3MSHIITE HHBA HA YpeaTa i KpeaTHHHHA, KakTo npu senyk HCTIBC, KakTto
K MPH IPYTH HHXHOUTOPH HA [MPOCTACIAHTHHOBHA CHHTE3. MOXKE 14 ¢ MPOABAT HEALIAHH PEAKLIHIL OT CTPAHA
Ha ObOpeuHTe. KOHTO 1a J0BeJaT 10 FI0MEpPyVIOHEQPUT, HHTEPCTHUHATTEH HedpHT. ObOpeyHa falliriapHa
HeKpOo3a, HEQPOTHUEH CHHAPOM 1 0CTpa ObOPEHHA HEIOCTATBYHOCT.

[MauueHTH B cTapyecKa BbIPAcl ¢ 10-BepPOATHO 1a CTPA1AT OT HAPY IIEHA ObOpedHa Oy




HepuoapobHa Oe3onacHoOCT

M3uckpa ce NOBHUIEHO BHUMAHHME MPH MNauUMEHTH C HAPYWIEHA YepHOoApoOHa (PYHKUHMA (BxK. Touxka 4.2).
[ToaodHo Ha apyru HCIIBC, voxke Ja ce npeIn3BrKa MpexoaHo 1eKo YBETHUEHHE HAa HAKOH HEPHOIPOOHH
napaMeTpH, Kakto H 3HauuTe1Ho yBenuyenue Ha SGOT n SGPT. B cnyyan Ha 3HaUHTENTHO yBeaUUeHHEe Ha

TEIW NaApaMeTpH, JICHCHHCTO TDHEBH Ha CC NPEeYCTAHOBH.

[TauneHTH B CTapuecka Bb3pacT € M0-BEPOATHO 12 CTPAJaT OT HapylleHa YepHOIPOOHa PYHKUHA (BA. TOUKA
4.2).

CbpaeyHO-cb10Ba H MO3BYHO-CH10Ba O230MaCHOCT

M3uckea ce moaxoagawWwo npoc.1eI9BaHe H CbBETH 3a MALMEHTHTE C AHAMHE?A 34 XHIMECPTOHKA H H.1H J1€Ka 10
yMEPEHa CbplevyHa HeaocTaTbuHocT. HeoOXoaumo € oCcoDeHO BHHUMaHHE MpU MauHeHTH ¢ aHaMHesa 13a
CbpaeHo 3aboaapaHe, ocobeHO npU npeallecTBaWM CHMNTOMM Ha CbhbpiedyHa HeAOCTAaTBUHOCT, Aopaau
HA IMUME HA [MTOBHLUEH PUCK OT NPEIM3BUKBAHE HA CbP.IeUHATa HEAOCTATHYHOCT-CHOOLIABAHM €A 3aTbpAaAHE
Ha TEYHOCT W OTOK BbB Bpbika Ha TedeHue ¢ HCIIBC.

JJaHHUTE OT KIMHHMYHKM U eNUIOMONOrHYHW OpPOYHYBAHMA NOKA3BaT, ye ynortpedara Ha Hakow HCIIBC
(0C00€HO BBB BHCOKH J103H M OPil NPOIb.TKHTETHO NPHIOKEHHUE) MOKE 1a ObJe CBbPIaHa C JTeKO NOBHUIEH
PHCK OT apTepHaTHH TPOMOOTHYHU MHUMIEHTH (Hanp. MUOKapaeH HHGAPKT WiH HHCYAT). Hava JocTtaThtHo
AaHHM, 34 [1a CE€ W3KJIIOUK TAKbB PUCK MPH JeKcKeTonpogeH TPOMETAMOI.

[TauMeHTH ¢ HEKOHTPO.IHpAHA XHNEPTOHMA, 3aCTOMHA ChPACUYHA HEIOCTATBYHOCT., VCTAHOBEHA UCXEMUUHA
00/IeCT Ha ¢chpUeTO, 3a001AaBaHe Ha NepupepHUTE apTePHH U/HIM MOIBUYHO-CBI0BA Ooaect, TpAdBA ja ce
MIEKYBAT ¢ JekckeTonpodeH TpoMeTaMol caMo cied BHUMAaTenHa npeueHka. [IpelerkaTta ce oChUIeCTRABA
Mpeau 3ano4eaHe Ha 1bJICOCPOYHO JlevieHHE Ha NaUuMEeHTH ¢ PHCKOBH (QAKTOPH 132 CbpaeuHO-CbIOBY
HHUWAECHTH (HANp. XHOEPTOHMA, XUNEPIHITHIEMHUS, 3axapeH THAdET. THOTIOHONY LLEHE).

Bcuuku vecenektusHy HCIIBC Morat na MHXHOMpaAT TPOMOOUMTHATA arperaura v 13 YOB/IKAT BPEMETO Ha
KhpBEHE Upe3 HHXHOUpaHe Ha npocTarnadiyMHosaTa cuuTesa. [lopaau Tosa. He ce npenopbUBa NPUIOKEHHETO
Ha JeKCKETONPOQeH TPOMETAMO1 [OpPpH MNAUMEHTH. KOHTO NOAv4aBaT IPYyrH  1eK3ApCTsa, MOB.IAABALLH

XeMOCTalaTa, KaTo Bap@apHH. JIPYrH KyMapuHHM WAH XEMapUH (BXK. Touka 4.3).

[TaunedTHTEe B CTAPUHECKA BB3PACT € MO-BEPOATHO 1a CTPAAAT OT HAPYLIEHA CbPICYHO-CbI10Ba PYHKUMA (BX.
Touka 4.2).

KOXHU peakUuunu
CepHO3IHH KOKHI PeaKUHil, HAKOH OT TAX PATATIHH. BKTHOYHTETHO eKCQOIMATHBEH I1epMaTHT, CHHIPOM Ha

CTUBBLHC-/IAKOHCBH H TOKCHUYHA €NHICPMATHA HEKPO1iH3a. ¢a CchOOLAaBaHW MHOTO PAIKO BbB BPB3KA C
npuitoxenuetro Ha HCIIBC (8&. Touka 4.8). Mirmexa. 4e pUCKDBT 3a Te3M peakuHH npi NauHeHTHTE € Hait-
BUCOK B PAHEH eTamn OT KYPCa HA JICYEHHETO. KAaTO B MO-ToJIIMa 4acT OT CAYHAUTE, HAUATOTO HA PeakuHHTe ¢
npe3 NupBHA Mecel oT JedeHunero. JIEKO tpadsa 1a ce npeycTaHoBH NpH MbpBaTa NPOsSBa HAa KOXKEH OOPHB.
MYKO3HE €344 WK APYT NPH3HAK H CBPBXUYBCTBHTETHOCT.

Hpvyra nugopmaun
Oco0eHO BHHMAHHE €€ H3IICKBA NPH MNJWICHTH ¢ BPOJIEHO HapyUIEHHEe B MeTa00.1M3Ma Ha NMOpPUHPHHHTE

(HANP. OCTPa HHTEPMHTEHTHA NOPPUPHA). NP ISXHIPATAUHA U IHPEKTHO C1€1 rO.1SMa Onepaums.

AKO JTeKapAT NpeugHu., Ue & HEOOXOAHMO NMPOIb.TAKHUTEIHO JeMEeHUE ¢ AEKCKETONpopeH, TpsOdBa Pe1oBHO Ja
ce Mpocae1ABaT YepHOIpoOHaTa 1 ObOpPetHaTa PYHKLHA H KPBBHATA KapTitHa.




Teakn ocTpH peakuHH Ha CBPBLXUYBCTBUTEIHOCT (HaNp. aHAQHIAKTHYEH LLOK) €a HADIKOIABAHH B MHOCO
peaky cayuau. Jledenuero TpsOBa Ja ce NpeycTaHOBH MPH MbPBUTE NPH3IHAUH HA TEAKKH Peakuvd Ha
CBpBLXUYBCTBUTENHOCT cnea npuem Ha JIEKO. B 33BHCUMOCT OT CHUMNOTOMUTE, BCHUKH HEOOXOIMMM
METULIMHCKH Npoueaypy TpAOBa 13 c€ HHKUUKKPAT OT MEIUUHHCKH CIELHANHCTH.

[MauueHTHTE C aCTMA, B KOMOHHAUHA C XPOHHYEH PUHHT. XPOHUYEH CHHY3WUT W HAH HalalHa MoaHnosa, ca
WINOXKEeHU Ha BUCOK DHCK OT ajieprug kbm auetuiicanuuunosa kucesmHa wnuw HCIIBC B cpasHerue ¢

ocTaHaj1aTa nonvinauua. [IpHNOKEHUETO HA TO3H JIEKAPCTBEH [MPOIYKT MOKE OAd [PUHYUHH acTMa HWAH
OpPOHXOCMa3bM. 0COOSHO MpH THUA. ATePrHYHH KbM aueTiIcaauuiioBa Kuceanna uiin HCIIBC (s, Touka

4.3).

[To usxmoueHue. BapuileIa MOKE Na AOBEAE 10 CEPUOIHO KOKHO HAH MEKOTBKAHHO HHPEKUHO3HO
yeoxmHerue, Jlo MomeHTa He smoxke 1a ce M3knoud. ye HCTIBC 1onpuuacdaTr 3a siowaBaHe Ha Te3H
uudekunu. Ilpeny Toea ce npenopbyuBa 1a ce u30Area npuioxeHueto Ha JJIEKO B cayuyait na sapuuena.

JEKO Tpsa0Ba 1a ce npunara BHUMATEIHO NPU NAUHEHTH € X€MOMOCTUYHH HAPYUWIEHHA, CHCTEMEH NyNyC
EPUTEMATOIEC W CMECEHA CHEIHHUTEIHO-ThbKaHHa 00.1eCT.

[TlozoGuo wa apyru HCIIBC., nexcketonpoden MoOke na Mackdpa CHMITOMUTE HA HHQEKUHO3ZHU
3200/19BAHUA.

To3n nekapcTBeH NOpOAVKT chabpxa 3axaposa. [lauueHTHTEe € peaky HacIeaCTBEHH 3a00/ABAHHA C
HEMOHOCHMOCT KBM  (PYKTO3a, T[IIIOKO30-TAMAKTO3HA  Maladcopduus WAM  3axapoia-u3oManTasHa
HEJOCTATbYHOCT He TPAOBA 1a NPUHeMaT TO3M NeKapcTBEH NMpoaykrt. Toea TpadBa 1a ce B3eMe NpeIBud npH

MAaLUHEHTH ChC 3axapeH auader.

[leanaTputiHa nonyaauus
besonacHata ynotpeda npu Jeua 1 FOHOWMW HE € YCTAHOBEHA.

4.5 BiakMoJeHcTBHE ¢ APYIH J1eKAPCTBEHH APOAYKTH H APYIrd GOPMH HA B3aUMOICHCTBHE

C:1eaHuTe 83aMMOICHCTBUA C€ OTHACAT MO [IPUHUMN 33 HECTEPOMIHUTE MPOTHUBOBBINAIUTEIHU CpPeICTBA
(HCTIBC):
KOMOUHALMH, KOUTO HE C€ MPenopbYBaT

e 1pyvri HCTIBC. (BkA. uHKkI00KCHreHa3a-2 CeNeKTUBHY HHXUOMTOPH) W BUCOKH T103H CTMUUNATH (= 3¢
THEBHO), €IHOBPEMEeHHOTO npraokeHHe Ha HAKONKO HCTIBC soxe 1a yBe 1Y pHCKa OT CTOMALUHO-

peBHA A43Ba I1.1H KPLBOH3THB MOCPEICTBOM CHHEPIHYEH CeKT:

e autdkearyviauTi; HCIIBC noBumwaeat edekTa Ha MEepopaiHUTE ZHTHRKOACV.IAHTH. KATO Hampuiep
sapthapud (BA. Touka 4.4), mopaad BHUCOKA CTEMEH HA CBBP3IBAHE ¢ MJAa3MEHUTE NMPOTEHHH Ha
JeKekeTonpoted H HHXHOHpaAHE Ha TPOMOOLMTHATA (PYHKUHA H VBPEHKIAHE HA CTOMALLHO-4pEBHATA
JAHTABHIA. AKO KOMOHHHPAHOTO JICHEHHE HE MOKE 13 C¢ HIOLTHE. ¢ HEOONOIMMO CTPHKTHO KUIIHIYHO
HAOTHOICHIHE H NPOCILIABAHE HA KIHHHYHHTE MAPaseTpH,

e XENapHHU; NOBHIUEH PUCK OT KBPBEHE (MOPATH HHXUOUPAHE HA TPOMOOUHTHATA (PYHKLLA U Y BPLAIAHE
HO CTOMALIHO-4YPEBHATA 1rasiia). Ako KOMOMHUPAHOTO 1eUeHHE HE MOKe 1a ce H30erde, e
HEOOXOIHMO CTPHKTHO KJIMHUYHO HAOTKOAEHHE H NPOCIeIABAHE HA KIHHHYHUTE [lapaMeTpu:

® KOPTHKOCTEPOILIH: MOBHLUCH PHCK OT CTOMALIHO-YPEBHA A3BA ILTH KPBBOHIIHB (BA. ToOuka +4.4).

e nutni: HCIIBC noBuwasat HUBATA HA NHTUH B KPBBTA, KOUTO MOrar 1a J0CTHIHAT TOKCHYHM
CTOHHOCTH ([TOHHAKEHO ObOpeuHo WibuBaHe HAa AWTHI). Clea0BaTeIHO TO3K napaveTsp TpsOBa aa ce
MPoCTeIABA NPH 3aM0YBaHE, a1anTHPAHE U NPEVCTAHOBABAHE HA TEUCHIETO C ACKCKETONPO(peH,

® METOTPEKCAT, [IPITArad BbB BUCOKH 03 OT |3 mg CeIMIYHO HAM NOBEUL: 3ACHICHA NEMATO IO HMUHA
TOKCHUHOCT HAa METOTpPeRCcaT [MOCPEACTBOM  [MOHHAEHHE HA  OBOpE P oT
NMPOTHBOBBINATHTETHH CPEICTRA MO NPHHUKIL

®  NIUIAHTOHHH H CVIPOHAMILT: TOKCHYHOTO JASHCTBHE HA Te3H BEWECTBA




KoMOWHAUMH, KOHTO UIUCKRAT NPeRNa3zHU MEPKHU

® TUVPETHUMW, UHXUOMTOPH Ha aHIUOTEH3HH-KOHBepTupawus eHiuv (ACE)., antudakTepuannu
AMHHOTIHKO3WIH H aHTAarOHUCTH Ha aHrvoteH3uH 1l peuenTop: aekckeTonpodeH MOKe 1a HaMaTH
eQeKTUTEe HA AUYPETHUUMTE M AHTUXHUNEPTeHIUBHUTE NekapcTBa. [IpH HAKOM nauveHTH ¢ HapylleHa
OBbOpeUHa PYHKUMA (HAMP. AEXHAPATHPAHH DALHEHTH HIH NAUMEHTH B CTAPYHECKA Bb3PACT ¢ HAPYLUEHA
ObOpeyHa OVHKUHA), ETHOBPEMEHHOTO MPHIIOKEHHE HA BELIECTRA, MOTHCKAWH UHK.TOOKCHIEHa3aTa M
ACE vHxXndutopy nnu anruoTteHsuvH Il peuentopHH aHTArOHUCTH MOXKE 1A 108€4¢e 0 JAOMbJAHUTENTHO
HapYLIEHHA HAa OBLOpeuHa (PYHKUHA, KOETO O0OUKHOBEHO e 00patumo. B ciayyall Ha KomMOuHHpaHO
Npe1NucBaHeE HA ACKCKETONPOMEH M AHYPETHK € Ba)KHO 1a C€ OCUTYPH AJeKBATHO XMIApPATUpAHE Ha
nauKeHTa i J1a ce Hic.1eara OwOpeuyHaTa GyHKUMA MPH 3aN0YBaHE Ha JTCUCHHETO {BAK. TouKa 4.4);

¢  METOTPEKCAT, OpUAArad B HUCKM 1034, N0-MAJIKO OT |5 mg ceIMHYHO: NeMATO.I0MM4YHATE TOKCHYHOCT
Ha METOTPEKCAT €€ 3ACUNBA YPE3 MOHUAEHHE HA OBOPEUHHMA MY KIIMPBHC OT NPOTUBOBBLINANUTETHUTE
cpeacTBa MONMPHHUKMM. ExXeceaMuyHO H3CIeaBaHEe HA KPBLBHATA KApTHHA (PE3 MbpPBaTa CEAMUUA Ha
KOMOUHHUPAHOTO JeveHHe, 3acHieH0 HadnroaeHWe npud HaAmTU4Ke J0pH W Ha J1€KO YBpeXKAaHe Ha
ObOpevHaTa PYHKUMA. KAKTO U NPH NALWeHTH B CTAPYECKa Bb3PacT:

® [ICHTOKCH(PW.IMH. NOBUWIEH PUCK OT KbpBeHE. [lo-akKTHBHO KIAMHHYHO HAOIOOCHHE U NO-YECTO
M3CJI€N1BAHE HA BPEMETO HA KbPBEHE:

*  3HIOBY.IHH. PUCK OT NOBMILABAHES HA TOKCHMYHOCTTA BbLPXY €pUTPOUHTHATA peaHla NoCpeIcTBOM
JeHCTBUE BbPXY PETUKYIOUMTUTE ¢ Bb3HUKBAHE HA TEXKKA aHEeMUS €Ha ceaMuua el 3anoyBaHe HA
HCIIBC. Ilposepka Ha MbAHATA KPBbBHA KAPTHHA H OpPOA HA PETHKYAOUMTHTE €IHa N0 ABE CEAMHLH
ciea 3anodBaHe Ha aevenueto ¢ HCIIBC,

o cviadanunypeitnu  nexkapcrsa: HCIIBC Morat na  3acunar  XUMoOriuMkeMHUHUA  ePEKT Ha
cyv.IhaHHIYPEHHUTE [1IEKAPCTBRA MOCPEICTBOM HIMECTBAHETO MM OT MECTaTa 3a CBBbP3IBAHE C M1a3MEHHUTE

MPOTCHHH.

KoMmOuHALMH, KOUTQ TpAOBA Ja C& MMAT f1peaBu,]

» Oeta-010kepu: nevennero ¢ HCIIBC Moxe n1a NOHUAM AHTUXUNEPTEHIUMBHOTO UM AEHCTBHE
MOCPLACTBOM HHXHOMpPAHE CUHTE3a HA NPOCTAr taHIMHUTE!

® UUKIOCMOPHH U TAKPOAMMYC: HE(PPOTOKCHYHOCTTA MOxke Ja c¢e 3acuau oT HCIIBC, nocpeacterom
MEIHHPaH OT POCTArIaHIHHHTE ehekT Bupxy OL0peunTe. I'1o Bpene Ha KOMOHMHUMPAHO AeueHHe TpAOBa
1a ce u3ciie1Bsa ObOpeyHaTa QyHKUNA:

¢ TPOMOONUTHUKN: NOBHUILEH PUCK OT KbPBEHE.

®  QHTHTPOMOOUHTHH .I€KAPCTBA U CCICKTHBHM HHXHOHTOPH HE OOPAaTHOTO 3aXBALLAHEC HA CEPOTOHKHA
(SSRI): noBHWEH pHCK OT CTOMAWHO-YPEBHO KbPBEHE {BR. TOUKa 4.4).

o qpodeHeunl: MIAIMEHUTE KOHUEHTpaUUH Ha JekckeTonpodeH Moke 1a ce noeuwar. Tosa
B3aHMOICHCTBHE MOAE 1A €€ Ib.T/KH Ha HHXHOMPAHE HA MACTOTO HA ObOpedHaTa TYOV.1HA CeKpeuUs U
Ha [JTFOKYPOHOBATA KOHIOrauua H Ce W3MCKBA atantupade ua j1o3ata Ha JEKO;

e ¢bpacuHu raukosuan: HCTIBC ymorat aa yBeaduar m1a3MeHaTa KOHUCHTPAUNA HA [IHKO3H.NTE,

o  MUPENPUCTOH: [OPATH TEOPETHUHHA PUCK OT NpPOMAHA B C(PEKTHRHOCTTa Ha MHGENPHCTOH OT
HHXHOHTOPHTE HA npocTarianavnosus cuHTes, HCTIBU ne tpadra 1a ce u3noasear nogeue ot 8-12
AHI C1€T NPHIOACHHETO HA MHPENPHCTOH;

¢  KBWHOIOHOBH aAHTHOMOTHUM. ONUTHTE MPH KHUBOTHH [OKA3BAT. Y¢ BUCOKW 103H KBHUHOMOHM B
koMOuHaua ¢ HCIHIBC sorar 1a vBeanuat puCKa 0T MPOABA HA KOHBNICIHH,

4.6 @epTuaInTeT, OPEMEHHOCT H KbpPMeEHe

Ot 20-Ta ceamvuua HA OPeMEHHOCTTA HATATBK., yoorpedata Ha 1eKCKeTonpoieH MOKEe aa NPUYWHU
OJHTOXHIPAMHIOH B Pe3V.ITAT HA HApYLUeHHe HA ObOpeyHaTa pyvHKUNA HA (eTyca. [epa<TOReS83_Ce C.IVUH
CKOPO €181 3AMOMRBAHE HA JTCUEHHETO U OOHKHOBEHO € O0pPaTHMO M npeﬁpa"r:: . : u\ Ha
ObPBHA H BTOPHA TpHMecTbp Ha OpeMmenHoctTa JIEKO He Tpadsa 1a ce naga. 4 “u HO

-
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HEOOX01UMO. AKO JEKCKETONMPOQEH CE HINOI3IBA OT ACHA, KOATO C€ ONUTBRA 14 3a0peMeHee. WTH [1pe? MbPBHS
H BTOpHA TPHMECTbp Ha OpeMeHHOCTTa, ao3ara TpsdBa Aa ce MOAABpPKAa Bb3IMOXKHU HaW-HUCKa, a
MpOIb.AKUTETHOCTTA HA JTEUEHHETO € BbIMOKHO Hal-kpaTka. Ciael ekcnositudd Ha JIEKO 8 npoabnxkenue Ha
HAKOARO AHU OT 20-Ta reCTALHOHHA C€IMMLA HATATHK TPARAOBA 12 C€ OOMUC/IH AHTEHATATHO NPOCIIe1ABaAHE 3a
oauroxuapamHuoHd. JIEKQO tpabBa na ce npeyvcTaHOBH. KO €€ YCTAHOBH OHIOXHAPAMHHOH.

[To speme Ha TpeTHA TPUMECTHP Ha OpeMEHHOCTTa BCHUKH MHXUOUTOPH HA CHHTE3aTa Ha NpocTarialIuHu
MOZKE 12 U3N0KAT:
o (peTyca Ha:
- KapauoOy/JMOHANHA TOKCHUHOCT (C NpexIeBpeMeHHo 3aTBapaHe Ha ductus arteriosus u
Ny IMOHATHA XUEPTOHHA);
- ObOpeuHa IHCPYHKUNA (BK. 00-rope);
e wMalikaTa H HOBOPOQ.IEHOTO B Kpas Ha OpeMeHHOCTTa Ha:
- BEPOATHO VIbL.IAABaHE HA BPEMETO Ha KbpBEHE. aHTHArperupail edeKkr. KOHTO Moxke Ja ce
NoyUH AOPH NPH MHOIMO HUCKK 103U,
- WHXUOHMpaHe Ha MAaTOYHUTE KOHTPAKUHWW. BOIEWO 10 3adasfAHe W.IH yablkaBaHe Ha
paA.1aHETO,
Cnenosarenno. JIEKO e npoTuronokasaH no spemMe Ha TPETHA TPUMECTBP HA OPEMEHHOCTTA (BHATE TOUKH
4.3. 1 3.3).

4.7 EdexTH BLPXY cnocodHocTTa 32 wodHpaHe H padoTa ¢ MAWIHHH

JEKQO noeaunssa B Maska MW yMepeHa cTeNeH CnocOOHOCTTA 3a WwodupaHe H padoTa ¢ MAUIHHM,

4.8 Hexeaaun leKkapcTBeHH peakuHH

B tabauuata ca OMNUCAHH HEXeIaHUTE NeKapCTBEHH peakuuH, KOHTO ¢a BEPOSTHO CBBP3aHH C
neKCKeTonpodeH TpoMeTamon (noa ¢opmarta Ha TadIETKU) B KIHHHYHH [POVYBAHUA, KAKTO WM HeXelaHu
peaKuuy ciel MyckaHe Ha Ma3apa Ha JIeKCKeTOnpo@EH TPOMETAMO!1. MOAPEIeHU [0 CUCTeMO-OpraHHa
K1acHPHKaUHA 1 HECTOTA.

Toit kaTo Cmax naa3MeHUuTe HUBa Ha Jexkckertorpoded non Hhopmara Ha rpaHy. 1M ¢a Mo-BHUCOKH OT TE3H,
TOKNAABAHH 3a TadneTHata (hopma, HEe MOXKe Ja C€ HIKIHOUM BBLIMOMKCH MOBHLIEH PUCK OT HEXENaHu
CTOMAUIHO-YPEBHHU CHOUTHUA.

CHCTEMO-OPranHH HecTH Heuectu Peaku Muoro peaku
K.IACOBE /100 zo <1/10) K=1/1 000 10 <1/100) (=1/10 GO0 VH30IHPpaHH JORTAAH
no <1/1 000) (<1/10 0090)
HapviieHus Ha -~ --- — |He}'Tp0nemm.
KPbBTA M .THM(PHATA TPOMOOUHTONCHHUA
CHCTeMa
Hapyuwennn ua - - )TOK Ha 1apHKKca  |AHAQHIAKTHYHA
HMVYHHATA CHCTEMA HeaKkUHA.
BRIHOMHTE,THO

j RHAPUIAKTUYEH LLOK
HapyweHus Ha - --- AHOPEKCHA -~

. Merado.IHIMa U
XpPaHEeHETO
[Meuxuunn --- beicntHue. --- -
HApYILCHHA 0Ee3NMNOKVHCTRO
HapvmueHus Ha -- - [ naBoov.ine, [lapacTe’nu. CHHKON F--

| HEPBHATA CHCTEMA 3AMAAHOCT.

" CHHIHBOCT

| HapymieHHs Ha oMHTE [-- - ..




Hapywenun Ha yxorvo
H 120HPHHTA

Bepturo

TUHUTYC

[KopexHa 00.1Ka.
nHapra, IMCnencus

ChtpaeuHn - CbpuedueHe - Taxukapaus
HAPYIICHHS
CHI0BH HAPYINEHHA |- [3auepBaBaHe XHIEPTOHHS XHIIOTOHKA
PecnupatopHu, - --- bpaaunues bpoHxocnaibM,
[PBAHH H THCITHEA

| MENHACTHHATHH
HAPYIUCHHHA
CTtoMamiHo-4peBHH [ aJeHe WHIH FacTpuT. 3anek, cyxa [[lentuiHa a3sa, IlaukpeaTunT
HApPYIEeHHS [TOBPBLUAHE, vCcTa, GNaTyleHUMA |[KPbBOUIIMB OT

MENTHYHA A38a WM
nepopauna Ha
NenTHYHA A93Ba (BX.

Touxa 4.4)
Xenaro-OHIHAPHH --- -—- Xenatoue1y.1apHo
HAPYUICHHA Y BpexaaHe
Hapymwenns Ha - O0pHB Yprukapua, akHe.,  CHHIpOM Ha Stevens
KOXKaTa H MOBULLIEHO Johnson. cHHIpOM Ha
NOKOXKHATA ThKAH M3MOTABAHE Jlaitesn, aHrnoenem,

[hauuaieH oToK,

caklKMH HA

EJDT{]‘{}‘BCTBHTE:IHGCT.
Cbphex

HapyweHna na -~ --- hO1KkH B Tp0a -

MYCKVY.THO-CKE/JeTHATA

CHCTEMA H

CheAUHHTE/HATA

ThkaH

Hapywenusa Ha — — [To-imypus, ocTpa 'Hecppm* UM

ObLOpeunTe H
MHKOYHHTE NLTHINA

ObOpeuHa
HEIOCTATBYHOCT

He(ppPOTHYEH CHHOPOM

Hapyuwesua Ha
BLIIIPOHIBOIHTE THAT
2 CUCTeMa M bplaTa

MeHCcTpyanHu
HapVWEeHHA, 3aCATAHE
Ha rpocrararta

- Q0uIH HApYWIEHHA H
eeKTH HA MACTOTO HA
MpPH.I0KEHHE

Ysopa. 00.1Ka.
ACTCHUA. pHIOpP, 00LWa
€.1a00CT

[epudgepen oToK

HUicae1BaHHA

OTKTOHEHHE B
MEPHOAPOOHHUTE
by HKUNOHATHH
NPOOH

Haii-yecTHTe Ha0MH0ARBAHK HEKETAHU PEAKUITK €A CTOMALIHO-UPEBHY N0 nporixol. Moxke ta ce HadMoaBaT
MNeNTIHYHA A3B. Nephopauua HAM CTOMALIHO-YPEBEH KPbBOHIIHB. NOHAOra (ParaiHHi, oCOOCHO B CTapyecka
Bb3pAcT (Bx. Touka 4.4). Cnen npuaokeHHe ¢a CbOOLIABAHU FAICHE. NOBPBLILAHE, AHAPUA. QIATYIICHLHA.
KOHCTHNALUHA, IHCOENCHA. KOpEeMHA 00.IKJ, MEIeHA. XeMaremesa. \VueparHBeH CTOMATHT. 000CTPAHE Ha
ko-tT Hik doztect Ha KpoH (Bx. Touka 4.4). [To-paako ¢ Habmo1aeaH ractput. Mva ¢cH00lWeHns 3a O0TOUM,
XHMCPTOHHA H ChpPIeYHA HEROCTATLUHOCT, CBBp3aHu ¢ ynoTpedara Ha HCIIBC.
KAMHHYHETE MPOYUBAHHA W NHISMHOJIOTHUHHTE TaHHH npeanosarar. 4ye voorpedara Ha Hakow HCTIBC

(0COOeHO BBB BHCOKH 103H H NPH MPOALIAHTEIHO MPHIOKEHHE) MOKE 1A C¢ CBhPKE ¢

ACKO NOBHIUCH PHCK



[To1ooHo Ha apyru HCIIBC. aorat a3 ce noABAT U C1eIHHTE HEKENaHH JIeKAPCTBEHH PEeaKUMH: acenTUueH
MEHHWHTHT, KOUTO €€ NpPOfABABA HAl-Beue NP MAUMEHTH CbC CHCTEMEH JIYNYC epUTEMATOAEC MITH CMECEHa
CheAHHHUTETHO-ThKAHHA G0/1€CT; XeMATOTOrUUHM peakUHit (fIypnypa. ariacTHYHaA K XeMaTOo,10THYHA AHEMHAL.
PAAKO arpaHyJIOLUKTO3a KK KOCTHO-MOTbYHA XUMONNA3MA ).

CohollUaBaHe HA NOA0IUPAHH HEKENAHH peaKLHi

Cho0OWagaHeTo HZ MOAO3MPAHU HEXeTaHH peakuHH cile/l palpelasaHe 3a ynorpeda Ha lexkapcTBReHH#
MPOAYKT € BaXHO. 10BA MO3BONABA 1a NPOABAKI HAOI0IEHHETO HA CHLOTHOWEHUETO MOM3A/PUCK 13a
neKkapcTBEHUA NpoAyKT. OT MEIUUHHCKHTE CHEeUHAIUCTH C€ M3MCKBA 13 CbOOWABAT BCAKA NOAOC3IHMpaHa
HEeAKENaHa PeaKUHA Ypes:

HUinbaHuTenHaTa areHuMs o jiekapereara

ya. " Hamau Fpyes” Nod

[303 Codus

Te1.: —339 2890 34 |7

yebcaliT: www.bda.bg

4.9 [lpexosupane

He ca u3BeCTHH CUMOTOMUTE HA npeaoinpade. [10100HU TeKapcTBeHH NPOAYKTH BOIAT 10 CTOMAIHO-4YPEBHH
(nospbwiane, Oe3zaneTUTHE., KOpeMHA 001KA), WM  HEBPOJNOrHYHH HapyuwleHWs (CHHAUBOCT. BEPTHIO,

Je30PHEHTALHA. [TaBO00IIHE).

B cnvuait Ha HenpedyMUILIEHO MpenO3HpaHE WM MPUI0KEHHE HA MO-BUCOKA [103a Ce Halara He3adaBHO
CHUMIITOMATHIHO [TeHEHHE B 3aBUCHUMOCT OT KIMHHUYHOTO ChCTOAHHE HA HAUHEHRTA. AKO ¢a [PHETH NOBEYE OT
5 mg/kg oT Bb3pAcTeH WKW JeTe B paMKHTE HA eIUH 4ac TpAOBA 1a Ce NMPHIOKH AKTHREH BbIIICH.

,HEI{CI{ETUI'IPDI'I]EH TPOMETAMO MOXKE Jd CC CTHMHHHPA C 1HATHEA.

5. PAPMAKOJOIMNYHU CBOHCTBA

S.1 ®apMakoIHHAMHYHH CBOHCTBA

dapraxkoTepaneBTHUYHA FPyNa; NPONHOHOBA KUCENHHA H MPOL3BOIAHH,

ATC xom: MOIAEL7

HekcketonpodeH Tpomeramo € TpoveraMuHoBa c¢ol1 Ha S-(-)-2-(3-benzoylphenyl)propionic acid.
MPUTEXKARALA AHAITETHUYHU, AHTUIHPETHYHK W MNPOTUBOBBLINAIMTENHN CBoOHCTBA. [IpUHAINENKH KbM
HECTEPOHAHMTE NMPOTHBOBBL3INAIHTEIHH cpeacTBa (MO AEL).

MexaHuiIBM Ha JeiicTBHe
MeXaHU3MBT Ha J1€HCTBHE HA HECTEPOHIHHUTE NPOTHBOBLIMAIUTEIHU CPEICTBA Ceé CBLP3BA C HAMATEHHe Ha

NpOCTarJaHIHHOBATA CHHTe3a upe3 HHXHOMPAHe HA  UHKI0OKcurenazata. [lo-cneunanno e Haauue
HHXHOHPAHE HA NPEBPBLIAHETO HA apaxHIOHOBA KHCE1HA B UHKIHMHKE eHaonepokcHaasm, Pel- u PgH-
kKouTo odpasyeat Pgk,. PgE-, Pglb- b PgD-u cvwo npoctauniimunu Pgl- u tpomoorcann (IxA: u TxB:).
OcBeH TOBAa. HHXHOHPAHETO HA MpoCTarlaHIMHOBATA CHHTE3A MOXKE a2 MOBIHAC H APYIH MeaHaTOPH Ha
Bb3NATEHUETO, KATO KHHUHUTE. TOBA ¢ €1MH HHANPEKRTEH e(eKT, KOUTO 10NBABA AUPEKTHIMOZOTO NERCTBHE.

DapMaKoIMHAMUYHK ePEKTH
B ripoyuBaHis npH XHBOTHH H XOpa € J10K23aHO, Y€ ICKCKETONPo)eH TpOMeTaMO. 1 HHXHOHPA AaKTHBHOCTTA

Ha COX-1 u COX-2.

KanHuuHA eQUKACHOCT H 0€30MacHOCT
KAuuusiH NpoyuBaHHS BbPXY PpatIHdHH OCIKOBH MO 1EMOHCTPHPAT eeKkTUBHA aHAITeTHUHA

AKTHBHOCT HA 1eKCKeTonpoeH TpoMeTamo.l. B HAKOH [IpOVUBAHIIA HAUAIOTO Ha EIHEL"I RUTU M CTBHE C¢
NposABABA 10 30 MUHYTH C.1e APHIOKEHHETO. AHLITETHIHIAT ePEKT € € NPOIbIAK ﬁiﬂ% ONNCA.
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5.2 DapMaNOKHHETHYHH CBOilicTBa

Adcopduun

JlekcketonpodeH TpoMeTaMon ce pesopdupa Obp30 clel MmepopaiHO NPHIIOKEHWE, KaTO J10CTHIA MAKCHMAJIHU
nasMeHd KoHuentpauuu 0,25-0.33 waca cnen npuiokeHue noa ¢popMara Ha rpaHynu. CpaBHEHHE MEXKIY
CTAHIAPTHOTO OCBOOOM1aBaHe Ha AekckeTonpodeH 25 mg OT TadAeTKH M OT rPaHyH 10KA3BA. Y€ IBETE
dopMu ca BHOEKBUBANEHTHY NO oTHOUWeHUe cTenedTa Ha OHoHanuuHocT (AUC). [InKoBHTE KOHUCHTpALMK

(Cmax) ca ¢ oko10 30% no-BHCOKY C1€1 MPHIOAKCHHETO Ha FPaHYIM CIPAMO TADIETKH.

PaznpeaeieHue
Bpemeto 3a noavpaznpeeneHue H Ha eIMMHUHUPAHE HA JeKCKETONpopeH TpoMeTaMon € cboTBeTHO (.33 yaca

u 1,65 waca. Kakto npu Jpyru sekapcTsa ¢ BHCOKA CTENMEH HA CBhP3IBAHE ¢ MIA3MEHUTE NPOTEHHU (99%),
00eMbT Ha pai3npeaencHue ¢ cpenno noa 0,235 I'kg.

buoTpaHcGopMaUHa H eTUMHHKPAHE
OCHOBHHWAT BT HA EJIMMUHHUPAHE Ha AEKCKETONMpOoeH € C IMOKVPOHOBA KOHKrauds, rnoc:ieaBaHa oOT

H3.1bUBAHE NIpe3 OBxOpeuurTe.

C1ex nNpuIOAKEHHETO Ha JeKCKeTONpodeH TPOMETAMO.1, B YPHHATA CcE€ OTIEIA caM0O S-(+)- eHaHTHOMEpA.
KOETO NEMOHCTPHUPA, Ye MIPH XopaTa HEMa KOHBepcus B R-(-)-eHaHTHOMED.

[Tpu apMakOKHHETHHHH NPOYYBAHHA C MOHOKPATHO NpHiIokeHHe ce Habmoaasa, ye AUC ciiea nocieasorto
NPUIOKEHUE HE Ce pa3fiMyasa OT MOAVYEHATa cel €IHOKPATHO MPUIMKEHHE, KOSTO NOKa3Ba. 4e¢ HAMa
KyMY/IMpPaHe Ha NEKApCTBOTO.

5.3 [llpeakiauHH4YHH NaHHY 32 GelonacHOCT

[TpeaknUHUYHUTE JaHHU HE NOKA3BaT 0co0eH pUCK 3a Xxopa Ha Da3aTa Ha KOHBEHUMOHATHUTE (PapMAKOMOrH4YHK
MPOVUBAHKA 32 O€30MACHOCT, MPOYUYBAHUA 3a TOKCHYHOCT MPH MHOMOKPATHO MpuH.1araHe. r€HOTOKCHYHOCT,
PENPOAYKTUBHA TOKCHU'UHOCT U uMyHodapMako1orus. [lposeaeHuTe BbpXy MUKW H MAMMYHH H3CI€ABAHUA 34
XPOHHYHA TOKCHUYHOCT €a MOKAa3ald HUBO Ha aunca Ha Hewelanu egektd (NOAEL, No Observed Adverse
Etfect Level) npu 53 mg/kg Ha aeH. OCHOBHHUTE HEKCIAHH peakUHH. HAOTWIaBAHU NMPH BHCOKH 103H. Ca
CTOMALLHO-YPEBHH epPO3vU U A3BUH, KOHTO CE pa3iBHBAT B 3aBHCHMOCT OT J03aTa.
KakTo e ycraHoBeHo 2a ueaud dapmaroorutier g1ac Ha HCTIBC. nekcketonpoder TpoMeTamol Moxe 1a
ApeAU3IBUKA MMPOMEHH B eMOpHo-deTanHaTa NpeAHBACMOCT MPUH AKUBOTUHCKH MOJENH, KAKTO HHAHPEKTHO, Upe
raCTPO-HHTECTHOHATHATA TOKCHUHOCT HA OPEMEHHHTE MalKil. TAKA H IHPEKTHO BbPXY Pa3BUTHETO Ha no1a.

6. PAPMALUEBTUYHHU JAHHH

6.1 Cnue¢bK HA NOMOLEHHTE BelllecTRA
AMOHHEB ITHUHPH3AT
HeoxecnepuanH-1HXHAPOXAIKOH
Jaxapoia

CHaHueB IHOKCHL, KOIOHAeH 0e3BOaeH
ApoMaT [TUMOH

6.2 HecbpBMecTHMOCTH

Henpi1okHo

| 17




6.3 CpoK Haroalocrt

3 {TpH) roauHu

6.4 CoeuHanHy YCI0BHA HA ChXPAHEHHE

To3u nekapcTBeH NPOAYKT HE H3IUCKBA CNEUHATHH YCIIOBHS 3a ChXpaHEHHE.

6.5 Buau chanpKaHHMe HA ONIAKORKATA

["padynuTe 3a nepopaneH pa3TBOp ce [peafarat Karto €AMHUYHH 1034 B TEPMHUHYHO-3anMevyaTaHy TPUCTOMHH
cawera (PE/AL/PAP).

JAEKO ce npeanara B onakoskH. chavpaawu 10, 20 1 30 catnera.

He BCUYKY BUAOBE OMAKOBKHU MOTAT 12 ObJAT MyCHATH Ha naszapa.

6.6 Chneunaauu NPeanazHu MEPKH NP HIXBBP.IAHE H padoTa

HeusnoniBaHUAT JICKAPCTBEH MPOAVKT HIK OTNAABYUHUTE MATCPpHANIKM OT HETO TpﬂﬁBE Ja C€ MIXBBPIAT B
CHbOTBCTCTBHEC C MCCTHHTC USHCKBRHHA.

7. IPUTEXATEJI HA PABPELLIEHHUETO 3A YIIOTPEBA

Q®oprekc HyTtpacrotukaac OO/
yn. [ipoxnazen kb Nel{),
Codua 1362, buarapus

8. HOMEP HA PASPEINEHHUETO 3A YITOTPEBA

Per. Nu: 202206012

9. JATA HA ITBPBO PAZPEIMABAHRLE/INOJHOBABAHE HA PASPEILEHHETO 3A YIIOTPEBA

Jlata Ha nwpBo paspewasake: 07 snyvapn 2022 r.
JlaTa HA MOCIeaHO MO THOBABAHE:

10. JATA HA AKTYAJIU3IUPAHE HA TEKCTA

01.2026

| ]




