KPATKA XAPAKTEPHCTHKA HA ITPOJYKTA

1. M¥ME HA JIEKAPCTBEHUA ITPOAYKT

HEKQO 25 mg rpaxynu 3a nepopasieH pa3TBOP B cailie
DEKO 25 mg granules for oral solution in sachet

2. KAYECTBEH H KOJIHYECTBEH CHCTAB

M?ﬂhﬂHWEﬂHA Al EHUHﬂ L0 IIEKAPCT BATA
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Besiko callle ¢ rpaHylld 3a mepopalieH pasTBOp chbABpKa 25 mg aekckeronpodeH (dexketoprofen), nop
(popmaTa Ha nekckeronpoden TpomeTamon (dexketoprofen trometamol).

TIoMONIHO BEIECTBO C M3BECTHO JeHCTRUE: 3aXapo3a 2,414 g
3a bJIHKA CITHUCHK HAa MOMOLIHWTE BELeCTBA BUXKTe TOYKa 6.1.

3. JJEKAPCTBEHA ®OPMA

['panynu 3a nepopaneH pasrBop B calle.

beqan o noury Geny rpaHynM U npax cue ¢aad [ATPYCOB apOMAT.

4. KJIMHUYHHU JAHHH

4.1 TepaneRTHUYHH NOKAIAHHH

HEKO ce u3n0/138a 32 KpaTKOCPOHHO CUMIITOMATHYHO JISYEHHE Ha OCTPa Jieka IO yMSpeHa 60JIKa B MyCKYJIATE

W CTaBUTE, MPH JUCMEHOPEA U 350000I.

4.2 [0o3MpOBKA H HAMHH HA NPH/I0KEHHE

Ho3upoeka
Bwv3pacmuu

IIpennoppurrennaTa go3a e 25 mg Ha BeekH 8 yaca. J[HeBHaTa 103a He TpssiOBa Ja HaABMIIaBa 75 mg.
Hexenanute JekapcTBEHHM peaklMM MoraT Aa ObAaT CBEAEHH 0 MHHUMYM, MPH NpveM Ha Hali-HWcKara
e(heKTHBHA /1034 3a Hal-KPaTBK MEPUOJ OT BpeMe (BK. TOUKa 4.4},

JEKQO e npeaHasHaueH caMo 3a KpaTKOCPOYHO MPHIOKEHUE W JIe4EHHETO TPAOBA na Obae OrpaHHYEHO [0

CHMIOTOMATHUHHHSA NIEPHOI.

Cmapuecka ev3pacm

11pu natMeHTH B CTAPUECKa BB3PAcT Ce NpenopbyuBa JICUEHUETO /13 3aMoYHe ¢ No-HACKa AHeRHA q03a (50 mg
JAHeBHA 103a). Jlo3MpoBKaTta Moxe Ja €€ YBelIMuYaBa J0 MNpPeHopPbYMTEIHATA 38 BBAPACTHH CaMoO CJie]

yCTaHOBSBAaHE Ha 100pa 00Ia NOHOCHMOCT.

[Topagn BB3MOKHA MPOABa HA HEXEJaHH JIEKAPCTBEHH peakumu (BkK. Touka 4.4), NalMEHTHTE B cTapuecka
BR3pacT TPAOBa aa ObAaT NOUI0KEHH Ha 0CODEHO BHUMATETHO HAGMIOACHUE.

Hapywena yeproopobra @ynrxyus

[aitnenty ¢ J1eka no ymMepeHa HapylleHa YepHoaApoOHa GyHKUMA TpAOBA 1a 3aMo4YHAT JIeUe
AHeBHa f03a (30 mg qHeBHa no3a) u aa ce cnendar ¢ siumanue. JJEKO He Tpabsa aa ce us

¢ T€JKKa HapylueHa YepHoApoObHa QyHKIHS.




Hapywena 6vbpeuna ¢ynkyun

Iipn nauvenTn ¢ neko HapynieHa OBOpeyUHa ¢yHKLH (KpeaTHHHHOB KIHPEHC 60-89 ml/min), HayanHaTa nosa
Tpsadra na ce HaMaid 10 50 mg auesHa 103a (Bx. Touka 4.4). IEKO He tpabsa aa ce H3M0/138a Npu MaHEHTH
C YMEPEHO JI0 TEXKO HapylueHa Ob0peyHa GpyHKUMA (KPeaTHHHHOB KIMPBHC <59 ml/min) (8. Touka 4.3).

[fecuampuuna nonynayus
besonacHocTTa u edukacHocTra Ha JIEKO npu fena va Bu3pact nos 18 roJiHHyY He ca yeTaHOBEHH.

JEKO ne tpabga na ce w3nonzsa npH geua Ha pu3pact nog 18 roaMHu nopaay crobpaskeHns 3a 6e3omacHocT
U e(pHMKACHOCT.

HauyuH Ha npunoxeHue

PasTBOpeTE CHABPMAHMETO HA €IHO Calle B Yallia Boja, pasbepkaiite u uanuiite BeaHara.
EnnospeMeHHOTO npuiokeHHe ¢ XpaHa 3a0aBg CKOPOCTTA Ha pe30pOius Ha JIeKapcTBOTO (BK. TOYKA 5) H
3aTOBA B Cjly4ad Ha ocTpa Honka ce npenophyea Aa ce NpueMa noHe 15 MUHYTH NpeIM XpaHeHe.

4,3 IlpoTHBONOKa3aHHHA

AEKO He Tpabpa ga ce npunara B cieaHUTe CydaH:

¢ MalHUCHTH CbC CBPBXYYBCTBHTC/IHOCT KBM AKTHMBHOTO BCIICCTRBO, KbM HAKOE APYro HECTCPOMIHO

MpoTHBOBRB3naNMTEHO CpeacTro (HCIIBC) unu KM HSKOE OT MOMOLIHWTE BeleCTBa, H3OPOSHH B T.
6.1;

® MALWECHTH, [IPH KOWTO BELECTBA ¢ IOAOOHO JielcTBUE (Hanp. aleTHICAIHLIWIORBA KHCENMHA WK APYTH
HCIIBC) npepu3BHKBaT acTMaTHUUHH MNPHCTBIH, OPOHXOCMA3bM, OCTBP PUHUT WIH TPHYHHABAT
Ha3aJIHa MONIMNO3a, YPTUKAPUS UITH AHTHOCEM,

® H3BECTHM (POTOANEPrHYHH WIH (POTOTOKCHYHM PEAKI[HH N0 BpeMe Ha JICYeHHe C KeTonpodeH M
Pubparu;

® NAanMEeHTH ¢ aHaMHe3a 33 CTOMAIHO-YPEBEH KPLBOM3IHB UMW nepdopalys, B pe3yiATaT Ha
npeaurecTaaino jgedcHue ¢ HCIIBC;

® TMALMEHTH ¢ AKTHBHA TMENTHYHA A3Ba/CTOMALIHO-YpPEBEH KPBBOMAIMB WM aHAMHE3a 3a CTOMAIITHO-

4peBEeH KPBBOW3IHB, A3Ba WK nepdopaLiys;

NAaLWEeHTH C XpOHUYHA JTUCTIETICHS;

NMALMEHTH C APYTH AKTHBHH KPBEOU3IMBH UIIH APYTH 3a00J9BaHHs, CBLP3aHHU C KBPBEHE;

naluyeHTH ¢ Honect Ha KpoH Uiy yJiliepo3eH KOJuT;

MAlMEHTH C TEXKKA CbpJeYHA HEAOCTATHYHOCT;

MALHEHTH ¢ YMEPEHO A0 TEXKO HapylueHa Op0peuHa hyHKUHA (KpCaTHHUHOB KIMPBHC <59 ml/min);

NALMEHTH C TEXKO HapylueHa yepHoapodbHa ¢gyukuus (Child-Pugh score 10-15);

MALMEHTH C XeMOparvyHa AMare3a v Ipyry KoaryJallMOHHY HapyIIeHuUs;

MALMEHTH ¢ TEXKKa JeXHApaTauus (B pe3y/ITaT Ha MOBpPbLUAHE, IMAPUS WK HeJOCTAThUEH NpHEM Ha
TEYHOCTH);

¢ 10 BpEME Ha TPETH TPUMECTBP Ha OPEeMEHHOCTTA H 110 BpeMe Ha KbpMeHe (BK. Touka 4.6).

4.4 CoennanBu npegynpexacHus H NPeANAZHH MEPKH APH YHOTPeDHa

JHEKO TtpabBa 1a ce npunara ¢ BHHMaHHe NP NaLMEHTH ¢ AHAMHE3a 32 aJIePriuHK CreToAHMs. TpaOea na ce
H30srBa eaHoBpemedHOTO npuiiokeHue Ha JJEKO ¢ npyru HCIIBC, BKIIOUHTETHO CEREKTHBHH HHXHOHTOPH
Ha LUKJIOOKCUIeHa3a-2.

HexxenaHure NekapcTBEHH peakIlHM MoraT Aa ObjaT cBeCHW A0 MUHMMYM KaTO ce mpuema Haii-Huckara
¢(PpEKTHBHA 103a 3a Hal-KpaTbK Mepuoa ot spemMe (BikK. Touka 4.2).

CroMalHo-4YpeBHa De30MacHoOCT




CToMawHoO-4peBeH KPLBOU3ITHB, A3Ba WITH Nephopaius, KOUTO Morar Ja 6baar daraniu, ca ChobaBaHu Npy
BCUYKH HECTEPOUIHH NpOTHBOBb3nanuTenHu cpeactea (HCIIBC) mo Beako Bpeme Ha JieueHHeTO, ¢ WK 0e3
NpeAynpeAMTENHH CHMNTOMH WM [peauIecTBAllla aHAMHEe3a 3a CEPHO3HM CTOMALLIHO-YPEBHH HHI[MICHTH.

Axo npu npwioxenre Ha JJEKO Bb3HUKHE CTOMAINHO-YPEBEH KPBBOUIIME MK A3B4, JICUEHHETO TpabBa Aa
Ce [PEYCTAHORM,

PHCKBT OT CTOMAIIHO-UpeBeH KPBHBOMBIUB, A3Ba Wik nepdopauys € mo-BUCOK NMPH yBETWYABaHe 103aTa Ha
HCIIBC, npu nauueHTy ¢ aHaMHe3a 3a A38a, 0COGEHO aKO € YCIOKHEHA ¢ KPbBOM3IMUB WK nepdopanius (BxK.
TOuka 4.3) H B CTapuecKa BB3pacT.

IanpenTTe B CTapuecka Bb3pacT ca C MO-BHCOK pHUCK Ha Hexenanw peakuud kbM HCTIBC, ocobeno
CTOMALITHO-4YPEREH KPBBOM3IIUB U NepGhopalind, KOHTO MOXe 2a ca datanuH (Bx. Touka 4.2). Te3n naumeHTH
TpAOBa Ja 3aM04HaT JeYEHHETO ¢ Bh3MOKHO Hall-HUCKA J1034.

Kakro npu Beuuku HCIIBC ¢ noprineHO BHUMaHWUE cllelBa [1a ¢e ThPCH aHAMHE3a 3a e30¢ardt, racTPUT H/HITH
MeNTHYHA 53Ba, C IeJI TAXHOTO HAITBJIHO M3JEKYBAHE TPEAM 3alOYBAHE HA JIEUEHHE ¢ JIEKCKETONpodeH
TpoMeTamon. [laumenture CBC CTOMAIHO-UPEBHH CHUMOTOMH WM € aHAMHE3a 3a CTOMAIIHO-YPEBHO

3abo/sBaHe, TpsbBa na ce HabmOJaBaT 3a XPAaHOCMHIATETHH HAPYIIEHHSA, 0COGEHO 33 CTOMALIHO-YPEBHO
KLpBEHE.

HCIIBC Tpsbsa na ce nmpunaraT BHUMATE/HO [pH [IALMEHTH ¢ aHAMHE3a 3a CTOMALIHO-YPEBHH 3a00/I9BaHMIA
(yauepatuBen konuT, bonect Ha KpoH), Thit kaTo TaxHOTO 3a60aaBaHe Moxke 1a ce obocTpu (BxK. Touka 4.8).

llpy Tesn nauWeHTH, KaKTO W MNpH MNAlMEHTH, OpPM KOHTO TpsabBa Ja ce NpWIaraT HUCKHM JI03H
ALCTHICATHLAIOBA KHCE/IHHA MITH APYTH JICKApCTBA, KOUTO MOTaT Ja YBEJIHYAT CTOMALLHO-YPEBHHUS PUCK,
TpsbBa fa C¢ MMa NpeABHA KOMOHHMpaHO NleYeHHE C MPOTEKTHBHM areHTH (Hamp. MH30IpPOCTON HIH
MHXHOHWTOPH Ha NPOTOHHATA MoMna (BXK. OTIHCAHUETO TIO-A0IY U TodKa 4.5).

[laupenTd ¢ aHaMHe3a 3a CTOMAIIHO-YPEBHA TOKCHYHOCT, 0coBeHO B crapdecka Bbh3pact, Tpabea fa
CHOOLIABAT 33 BCEKH HEOOHYAEH CTOMALUHO-YPEBEH CUMIITOM (OCOGEHO CTOMAIIHO-YPEBEH KPBBOH3IIUB), Haii-
BEUY€ B HAYANHUTE €Tan{ Ha JICYCHHE,

IIpenopbuBa ce NOBMINICHO BHUMAHKWE NPH NALIMEHTH, IPUEMAILH eJHOBPEMEHHO JIEKAPCTRA, KOWTO MOTaT Jia
YBEIHYAT PMCKA OT KbpPBEHE, KATO TMEpPOPAIHM KOPTUKOCTEPOUIH, AHTHKOAryJaHTH, Hamp. sapdapuH,
CCJEKTUBHM HHXMOHUTOPH HA 0OPAaTHOTO 3aXBalllaHE HA CEPOTOHHHA MIIH AHTUTPOMOOLIUTHH JIEKAPCTBA, KATO
aLeTHICATMIMNIOBA KUCETHHA (BXkK. Touka 4.5).

brbpeuna 6ezonacHocT

H3uckBa Ce MOBHILEHO BHUMAaHWE TPU MAallMeHTH ¢ HapyireHa OvOpeuna dyHkuwa. IIpH Tesn mauueHTH
nmpuioxeHueTo Ha HCIIBC Moxe na aosene ao enomapane Ha 6m0pevuHaTa GpyHKIMA, 3aAbPKAHE HA TEUHOCT
U oTTOLM. Hanara ce cbino nosulieHO BHUMAHHE M IIPH MALHEHTH HA My PETHHHA TEPANNS WK [IPH TE3H, IIPU
KOUTO € Bh3MOXHO Pa3BHTHETO HAa XWUIMOBOJEMHUSA, NOPAIU TIOBHILEH PHCK OT HEGPOTOKCHUYHOCT.

[Io Bpeme Ha NieyenueTo TpAGBa Aa C& OCHTYPH JOCTATBYCH NPHEM HA TEYHOCTH, 3a JIa C€ IPEeJOTBPATH
ACXUpATalHA WIK Bb3MOKHA acoLMKHpana nopriueHa 6 bopeuHa TOKCHYHOCT.

BB3MOXKHO € 1a ce MOBHILAT [U1a3MEHNTE HHBA HA YPEATa M KpeaTHHMHA, kKakto npu Bcuuka HCIIBC. Kakro
U NpY ApYTd HHXHOUTOPH Ha IPOCTArIAHAHHOBUSA CUHTE3, MOXKE Ja Ce MPOABAT HEXKETaHH PEAKIMH OT CTPaHa
Ha OBLOpeLuTe, KOUTO Na JOBEAAT A0 TIIOMEpPYNOHe(PHT, HHTEPCTHLIHANCH HedpuT, OBOpEeYHa nanuiapHa
HEKPO34, HE(POTHYCH CHHAPOM H ocTpa OLOpeUHa HeIOCTATHLYHOCT.

[IaliMeHTH B CTapyeCKa BB3pacT e No-BePOSTHO A CTPAJAT OT HapyllleHa ObGpeyuHa



YepHoapobHa bezonacHocT

H3uckBa Ce MOBHINEHO BHHMAHHE (IPH [ALMEHTH C HApyLUEHa 4epHOAPobHA PyHKumusa (BxK. Touka 4.2).
[TogodHo Ha apyru HCIIBC, Moxe na ce mpeau3suka MpexXoJHO JIEKO YBeIM4eHHe Ha HAKOH YepHonpobuu
napaMeTpy, KakTo ¥ 3HAYWTEHO yBenuueHue Ha SGOT u SGPT. B cnyyali Ha 3HAYWTENTHO YBEIM4EHHE HA
TE3H NAPAMETPH, JICHEHHETO TPAOBA Ja C€ NMPEYCTaHOBH.

ITarvenTy B cTapuecka BL3pacT € [O-BEPOATHO 1A CTPAAAT OT HAPYIIEHA YepHOAPOoOHa QyHKIMA (BXK. TOUKA
4.2).

CppaevyHO-CBA0BA U MO3BYHO-CHA0BA Ge30nacHOoCT

H3uckBa ce noaxo Ao MpocacAsiBaHe H ChBETH 3a MALMCHTHTE C AHAMHE3a 38 XHICPTOHHA H/UIH JieKa A0
yMEpeHa ChpjieuHa Henocrarb4HOCT, HeobGxoammo e ocobeHo BHUMAHHE NMPU MALMEHTH ¢ aHAMHE3a 3a
ChpIEYHO 3aboNsgBaHe, OCOOCHO MpH MpellUeCTBAIl CHMITTOMHM Ha CbpIeuHa HEIOCTAThYHOCT, MOpa]H
HAJIMYHE Ha MOBHILEH PUCK OT NpPeJIU3BUKBAHE HA ChPAEYHATA HEAOCTATBYHOCT-CHOOIIABAHH ¢a 3a0bpKaHE
Ha TEYHOCT U OTOK BBB Bpb3Ka Ha neuenue ¢ HCIIBC.

JJaHHHWTE OT KIMHMYHW ¥ E€MUIOMOJIOTHYHHM Npoy4dBaHUs Moka3BaT, ue yrnotpebara Ha Hakon HCIIBC
(0cOOEHO BRBB BUCOKH J03H M NPH NPOALKHTETHO HPHIOXKEHHE) MOXKe Aa OBJIe CBbp3aHa ¢ J€KO MOBHILECH
PUCK OT apTepHarTHi TPOMOOTHUHH WHIIMACHTH (Hamp. MUOKapaeH HHPAPKT WAH HHeyT), HaMa nocTaTbuHo
AAHHH, 34 44 ¢¢ U3KTIOYH TAKBB PHCK MPH AEKCKETONPOGEH TPOMETaMOL.

[TallMeHTH ¢ HEKOHTPOJIMpPaHA XMIIEPTOHMS, 3aCTOMHA CbpPAECYHA HEIOCTATHYHOCT, YCTAHOBEHA HMCXEMHUYHA
bonecr Ha CHpLETO, 3a00NgBaHe Ha nepudepHUTe apTepHH H/WIH MO3IBLUHO-CBJIOBA Oonect, TpsaOBa na ce
JACKYBAT C JieKcKeTonpodeH TpoMeTaMoll caMO Crej BHAMATEIHA rpeleHka. [IpeueHkara ce OChIIECTBABA
npead 3anoyBaHe Ha IBATOCPOYMHO NEe4eHME Ha TALUMEHTH ¢ PUMCKOBH (aKTOpH 3a ChPACHHO-CHIOBH
UHIUACHTH (Hamp. XHNEPTOHUA, XHIIEPIUNUACMHUS, 3aXapeH AHA0ET, TIOTIOHOMYLUEHE).

Bcenuku HecenektHBHM HCIIBC morat aa uaxubupaT TpoMOOLMTHATA arperalis W 1a YAb/DKAT BPEMETO Ha
KBpBEHE Ype3 HHXUOUPAHE Ha POCTarnanaAnHOBaTa cuiTesa. Ilopaau Tora, He ce npenopsusa NPHAMKEHUETO
Ha JACKCKeTONpOged TPOMETaMON NpHM MAalHCHTH, KOMTO TMONy4aBaT APYFH JICKapCcTBa, IOBIHABALIH
XE€MOCTAa3aTa, KaTo BapapuH, Apyrd KyMapHHH WM XemnapuH (BxK. Touka 4.5),

IlauueHTHTE B CTApUECKa Bb3pacT € MO-BEPOATHO Aa CTPAAAT OT HAPYLIEHA ChPASYHO-ChAOBA QYHKIHS (BXK.
Touka 4.2).

KOXHU peakiuu

CepHO3HH KOXKHM PEaKiUK, HAKOM OT TAX (aTaJHH, BKITOYWUTENHO eKCPOJIHATHBEH ASpMAaTHT, CHHAPOM Ha
CTUBBHC-/[DKOHCBH U TOKCHYHA CITHACPMAJIHA HEKpOnU3a, ¢a ¢hOOIABAHH MHOTO PAJKO BBB BPB3KA C
npunoxeHuero Ha HCTIBC (8. Touka 4.8). Harnexna, ye pyUCKBT 3a Te3H peaklM [PH NaIlHEHTUTE € Hali-
BUCOK B PAHCH €Tall OT Kypca Ha JICYSHHETO, KATO B MO-TOIsAMa 4acT OT CJYyUYaHuTe, HAYalloTO Ha PeaKkIUUTeE €
npe3 mppeua Mecel OT aedeHueTo. JJEKO TpabBa pa ce npeyCcTaHOBM NMpH mupBata NpOosSBa Ha KOKEH 0OpUB,
MYKO3HH J1€3MM WM APYT NPH3HAK Ha CBPBXYYBCTBUTEITHOCT.

l ] pyra HH@O PMaliii

OcobeHoO BHHMaHWE Ce€ W3UCKBA NPH MAIMEHTH ¢ BPOAEHO HapylleHWe B MeTabonmu3ma Ha NOpQHpPHHHTE
(Hamp. OCTpa MHTEPMUTEHTHA NOPPHPHA), IPH ASXHUAPATALHL H AWPEKTHO ClieA MoJIAMA OTIepalys.

AKO nexapdr npeueHy, 4ye € HeoOXOAUMO NTPOABIDKUTEIHO JICYEHHE C AeKCKeTonpodeH, TpadBa peaoBHO Aa
ce npocieaaBar YepHoApoOHaTa U 6uOpeuHara QyHKIMS M KPhBHATA KAPTHHA.




Texku ocTpH peakuun Ha CBPBX4YBCTBUTENHOCT (Harp. aHAQHIAKTHYEH MIOK) ca Ha0M10OaBaHW B MHOTO
peaku ciayqad. Jleuenuero Tpabea Aa ce NpeyCTAHOBH Ipd MBPBHMTE NPU3HAUM HA TEKKH peakUUH Ha
CBPBXYYBCTBHTENHOCT cliex npueM Ha JIEKO. B 3aBMCHMOCT OT CHMOTOMHTE, BCHYKH HEOOXOMHWMH
MEHLMHCKH NIPOLICTYPY TPAORA 2 C& HHUUMUPAT OT MEIUIIMHCKH CTICHHANUCTH.

[TaupenTuTe ¢ acrma, B KOMOHHALMA ¢ XPOHHYEH PUHUT, XPOHHUEH CHHY3MT W/HJIM HA3AJIHA MOIHIIO34, Ca
M3NOXKEHH Ha BHCOK PHCK OT aleprHd KbM aueThacanuuwiosa kucennHa wiH HCIIBC B cpaBHeHHe ¢
ocraHanata nonynauud. IIpunoxxeHUeTo Ha TO3M JIEKapCTBCH TPOAYKT MOXE Aa IPHYMHHA acTMa HIIH

OporxocnazeM, 0cobeHO IIpH JTHLA, AIEPri4HH KbM aleTHACANHIMIOBA Kicennda unu HCIIBC (k. Touka
4.3).

Ilo w3kmoYenue, BapHlEna MOXe Ja JIOBeAe A0 CEPHO3HO KOKHO WIH MEKOTBLKAHHO HHEQEKI[HO3HO
ycnoxkHeHHe. o MomeHTa He Moke Ada ce uakmoqu, de HCIIBC ponpuHAacar 3a BAOIIABAaHE HA TE3W
uHexuuy. Ilpenu ToBa ce npenopwuBa j1a ce uzbarea npunoxenueto Ha JIEKO B cnyuait Ha BapHuena.

JHEKO Tpabea na ce mpuyiara BHHMATENHO MPH MALKEHTH ¢ XEMOTIOETHMYHH HAPYLIEHHA, CUCTEMEH JIYIYC
€PUTEMATOAEC WIN CMECEHA CheJMHUTENHO-THKaHHa 60JecT.

[omo6no na apyrm HCIIBC, pekcketonpodeH MoXe f[a MAacKHpa CHMITTOMHTE HA HMH(PEKLHMO3HH
3a00NABaHUA.

To3nm nexapcrseH NpoAYKT cbabpika 3axaposza. [laupeHTHTe ¢ pefxu HacneacTeeHud 3afongpauus ¢
HEMNOHOCHMOCT KbM  (PYKTO3a, D[IIIOKO30-TAIAKTO3HA ManabcopOuusd HAM  3aXapo3a-U30MAITA3HA
HEJIOCTATBYHOCT He TPsOBa Aa NPUEMAT TO3U NeKApCTBEH NMpoaykT. Tora TpsabBa aa ce BieMe NpeABHUI OpH
[IALUEHTH CB¢ 3axapeH auader.

HeauaTpuuna nonynarus
besonacHarta ynorpeba 1py Jiela ¥ IOHOLIM He € YCTaHOBEHA.

4.5 BaanMogelicTBHE ¢ APYIH JIEKAPCTBeHH NPOAYKTH H APYrH GopMH HA RIaHMOAEHCTBHE

CnefHuTe B3aUMOAEHCTRHUA €& OTHACAT TIO MPHHLMI 33 HECTCPOHIHMTE MPOTHBOBB3NAAMTENHM CPEACTBA
(HCIIBC):
KoMOWHaIMK, KOMTO HE CE MpenopLYBaT

¢ npyru HCIIBC, (BkJI. mmiuiookcureHasa-2 ceIeKTHBHW HHXUOHTOPH) M BUCOKH JO3H canvuunartH (> 3g
IHEBHO): eAHOBPEMEHHOTO Npuioxkenue Ha HAKOIKo HCTIBC Moske Jla yBenuun pHCKA OT CTOMALIHO-
YPEBHA A3Ba WX KPbBOUIIMB MOCPEACTBOM CHHEPTHUYCH S(PEKT;

e anrukoarygaHtd: HCIIBC nmoBuvinapat edekra Ha NepopaIHUTE aHTUMKOAryNaHTH, KaTO HaIlpHMEp
papdapud (BX. TOYKa 4.4), MopajAM BHCOKA CTEMNEH HA CBBLP3BAHE C IUIA3MEHMTE TNPOTEHMHHM Ha
ACKCKETONpodeH H HHXuOupaHe Ha TPpOMOOUMTHATR QYHKIHA U YBPEXKIAHE HA CTOMAINHO-YPERHATA
JIMrasuna. Ax0 KOMOMHUPAHOTO JieueHHe HE MOXKe TT1a ce U30eTHe, e HeOOX0AUMO CTPHKTHO KIHHUYHO
HabMIOAEHHE H NMPOCHesBaHe HAa KITHHUYHUTE MAPAMETPH;

¢ XenapHHH: TIOBHLIEH PUCK OT KbpBEHE (MopaaH HHXUOUpaHe Ha TPOMOOLMTHATA (GYHKUHUA U YBpEXIaHe
Ha CTOMAITHO-YpPeBHATa JWraBUIA). Ako KOMOMHMpaHOTO NEUYCHHE HE MOXKe Ja ce¢ K30erHe, e
HeOOXOIMMO CTPHKTHO KIIHHUHMHO HaOMIOCHRE U IPOCTCASBAHE HA KIHHHYHHUTE IIAPAMETPH;

¢ KOpPTHKOCTEPOHAM: MOBHIUEH PHCK OT CTOMAIUHO-4PEBHA A3BA WIH KPbBOM3IUB (BXK. TO4ka 4.4).
avryi: HCTIBC noBuwiapat HMBaTa Ha JUTHH B KpbBTa, KOWTO MOTaT Aa AOCTHTHAT TOKCHYHH
CTOHHOCTH (NOHWKEHO OBOpeuHO M3nbuBaHEe Ha nuTHf). CrieAoBaTeTHO TO3H HAapaMeThp TpAOBA /1A ce
NPOCNENABA MPH 3a004BaHE, aAANTHPAHE W IPEYCTAHOBABAHE Ha JISUCHURTO © AeKCKEeTonpodheH;

® MECTOTPEKCAaT, NpUiarad BB BUCOKH A03HM OT 15 mg ceaMUMHO WIH MOBEYE: 3aCHICHA XEMATO/IOTHYHA

IIPOTHBOBLIMNANIHTEIIHH CPEACTBA 110 NPUHLINAT,
¢ XHIAHTOUHHU U CYJIPOHAMMIN: TOKCHUYHOTO ACHCTBHE HA TE3H BELLECTBA MO



KoMOHHAIIHHN, KOUTO M3UCKBAT NMPEIANAZHH MEPKM

AMYPETHLIH, MHXHOMTOPM HAa aHrWOTeH3UWH-koHBeprupamud en3uMm (ACE), anTHOakTepHanHu
AMHHOT/IMKO3HAW M QHTarOHUCTH Ha aHrHoTeH3uH I peuenTtop: AekckeTonpodeH Moxe Ja HAMATH
eeKTHTE Ha JHYPETULMTE M aHTHXWIIEPTCH3IUBHUTE NekapcTha, IIpH HAKOM MaLMEHTH C HapylueHa
On0peuna pyHKIMS (HAIIp. AEXUAPATUPAHH NMALMEHTH Wi NALMEHTH B CTAPYECKA BB3PacT C HAPYIIEHA
OBOpeyHa PyHKLMA), €THOBPEMEHHOTO TIPIUIMKEHHE Ha BEIECTBA, NOTHCKAIM [IMKIIOOKCUT€HA3aTa U
ACE unxubutopy win aurnoteHszud Il peentopHu aHTaroHHCTH MOXKE Ja J0BeJe AC AOTBIHHTEIHO
Hapyiienua na Onbpeuna QyHKuMs, koeto oOMKHOBeHO ¢ Obparnmo. B cryuadi Ha KoMOMHMpaHO
NPEeANMCBAaHE HA JIEKCKeTONpodeH U AHYPETHK € BaXKHO [12 C€ OCHTYPH aASKBaTHO XHApaTHpPaHe Ha
MalMeHTa 1 Ja ce H3ciaeasa ObOpeuHara GyHKIHA MPH 3aN04BaHe Ha NeUCHHETO (BXK. TOUKa 4.4);
METOTPEKCAT, NpUiarad B HHCKH J03H, N0-MAJIKO OT |5 mg CEAMHYHO: XeMaTOIOrHYHATA TOKCUYHOCT
Ha METOTPeKCcaT Ce 3aCHJIBa 4pe3 NOHIKeHUe Ha 6LOpeyHHs My KIHPBHC OT IMPOTHBOBL3MAINTETHHTE
CpeJICTBa NONpMHIMIL. ExxeceaMuU4HO H3CNEABaHE Ha KpbBHATA KapTHHA IIpe3 MbpBaTa ceIMHLIA HA
KOMOMHHPAHOTO JiedeHHe. 3acHieHO Hal/loleHHe MPH HATHYME AOPH H HAa JIEKO YBPEX/JIaHE Ha
6BOpedHaTa GyHKUNS, KAKTO H TP MaLMEHTH B CTapYecKa Bb3pacT;

MEHTOKCHQUIHMH: TIOBHIIEH PHUCK OT KbpBEHE. [10-aKTHBHO KJIMHHYHO HAOJIONEHHE H IIO-4ECTO
H3CJIEIBAHE HA BPEMETO HA KbPBEHE;

3HOOBYIHMH: PHCK OT IMOBHIABaHE HA TOKCHUYHOCTTA BBPXY E€PUTPOLIMTHATA pelvlia IOCpeaCTBOM
JEHCTBHE BBPXY PETHKY/JIOLMUTHTE C BE3HUKBAHE HA TEXKa aHEMHUA €IHA ceaMMLa Clie/ 3aro4yBaHe Ha
HCTIBC. Ilporepka Ha IbjiHAaTa KPbBHA KapTHUHA H Opost HA PETHKYIIOLIMTUTE €AHA A0 JBE CEAMHLM
crnen 3anousaHe Ha Jevenuneto ¢ HCIIBC;

cyndanunypeitiy  nekapcrea: HCIIBC wmorar ga  3aCHIAT  XHNOrMKeMU4HUS e(deKT Ha
CynpannTypeiHiTe ACKapCTBa NOCPEACTBOM W3MECTBAHETO UM OT MECTATa 3a CRBP3BAHE ¢ IUIa3MEHUTE
IIPOTEHHHU.

Kombunauu, kouro TpabBa 1a ce MMAT NpeBU

4.6

bera-6nokepu: nedeHnero ¢ HCIIBC Moke na MOHMXKHM QHTHXMIIEPTEH3WBHOTO WM  JEHCTBHE
MOCPEACTBOM HHXUOMpaHe CHHTE3a Ha MPOCTATTAHAHWHHTE,

LIMKJTOCTIOPMH U TaKpONIMMYC: HedpoTokcuyHocTTa MOoxe aa ce 3acuin ot HCIIBC, mocpencTeom
MEJTHHUPaH OT NpoCTarjJanaHHuTe edekT BbpXy 0s0peunre. ITo Bpeme Ha KOMOHHUPAHO JiedeHue TpAOBa
aa ce uscieasa 6bopevHaTa GyHKLuA;

TPOMOOJMTHLIN: TIOBHLIEH PUCK OT KBPBEHE;

AHTHTPOMOOLMTHH JICKAPCTBA M CEJIEKTHBHM MHXMOMTOpU Ha 0OpaTHOTO 3axBalllaHe HAa CEPOTOHMHA
(SSRI): moBHILEeH PHCK OT CTOMAIITHO-4YPEBHO KBEPBEHE (BK. TOUKA 4.4);

npoOCHENM, IUIA3MEHUTE KOHIEHTpAUHH Ha JAeKckeronmpodeH Mmoke na ce mnosumar. Tosa
B3aHMOACHCTBHE MOXKE 14 C& AbJDKM HA HHXUOHMpaHe Ha MACTOTO Ha 6nOpeunaTa TyOy/Ha cekpeLus H
Ha rMIOKYPOHOBaTa KOHIOTalHA U ¢€ M3HCKBa aaanTvpaHe Ha A¢sara Ha JJEKO;

chbpaeunn rivkosuan: HCHIBC Morar ga yeennuar ruiazsmMenaTa KOHHEHTpalHsA Ha INIMKO3HANTE;
MHU(QENPHCTOH: MOPagM TEOPETHYHHMA PHCK OT MPOMAHA B e(DEeKTUBHOCTTAa HA MHQEIPUCTOH OT
HHxHOuTOpHTE HA NpocTarnaHguHoBus cHHTe3, HCIIBC ue Tpia6ra 1a ce usnoassar moeeue ot 8-12
JHH clie NPHIOKEHHETO Ha MU enpHuCTOH;

KBHHOJIOHOBH AaHTUOMOTHLIM: ONIMTUTE NPW JKWBOTHM IIOKA3BaT, Y€ BHCOKM JO03H KBHHOJIOHH B
komOuHaiws ¢ HCIIBC morart f1a yeenvuar pucka ot nposiea Ha KOHBYJ/ICHH.

PepTHINTET, GPEMEHAOCT H KbPMEHE

Or 20-ta ceamuna Ha OpeMEHHOCTTA HATATBK, YMoTpeGara HA ﬂexcxemnpmbeﬁ MOXE Ja IMPHYHHM
OJIMFOXMAPAMHUOH B Pe3YJITaT Ha HapylIeHHe Ha ObOpedHaTa pyHKUMA Ha deTyca. FREHA, CC CITYYH

IIbPBHA M BTOPHA TPUMECTLP Ha OpeMeHHocTTa JJEKO He Tpsibea na ce maBa, off AR THO




HE0OXO0AMMO. AKO JEKCKETOMPO(EH CE U3MON3BA OT XKEHA, KOATO CE ONUTBA Ja 3abpeMeHee, HITH NPe3 IMbPBHS
H BTOPHA TpUMECTHp Ha OpeMeHHOCTTa, jgo3ara TpiaGBa na c€ NOAABbPKA BbL3IMOXKHO HaH-HMCKa, a
MPOABIKHTETHOCTTA Ha JICUCHHETO € BB3MOKHO HaH-KkpaTka. Ciien excriozunus Ha JIEKO B npoabmkeHde Ha
HAKO/JKO AuM oT 20-Ta recTaloHHa ceMHiLia HATaTeK TpAOBa Aa ce 0OMMCIM AHTEHATAIHO MPOCIEAIBaHE 34
onuroxuapamiroH. JIEKO tpabsa na ce npeycraHoBH, ako ce YCTAHOBH OJIHTOXHIPAMHHOH.,

Ho BpeMe Ha TPeTHA TPUMECTEP HA OPEMEHHOCTTA BCHUKH HHXHOUTOPHU Ha CHHTE34aTa HA MPOCTATTIAHIHHH
MOKE 04 H3M0XKAT!

¢ (eryca Ha:
KapAHOMYJIMOHA/IHA TOKCUYHOCT (¢ IPEKISBPEMEHHO 3aTBapaHe Ha ductus arteriosus u
yJIMOHAJIHA XHIIEPTOHUS );
Ob0Opeuna nucpyHKUHA (BXK. No-rope);
®  MalikaTa W HOBOPOJEHOTO B Kpasd HA OPEMEHHOCTTA HA:
- BEPOATHO YABJDKABAHE HA BPEMETO HA KbPBEHE, aHTHArperdpail edekT, KOHTO MOXKE Aa ce
NIOJIy4YH AOPH MPH MHOTO HHCKH JO3H;
- MHXMOMpaHe Ha MAaTOYHHUTE KOHTPAaKLIWHW, BOACHIO 10 3a0aBiHe WM YIb/DKABAHE HA
paXa1aHeTo.

Cnenosarendo, JIEKO € npoTHBOMOKAa3aH MO BpeMe Ha TPETHA TPHMECTHP Ha OPEMEHHOCTTA (BHXKTE TOUKH
4.3.u 5.3).

4.7 Edexkrn Bopxy cnocofHocTTa 33 modupane 1 pafora ¢ MAIIHHA

HAEKO noenusea B Manka wiH ymMepeHa CTerneH crnocoOHOCTTa 3a 1odHpaHe H paboTa ¢ MalllMHH,

4.8 Hexenanu JexapcTBeHH PeaKIiAH

B Tabnuuara ca ONMMCAHM HEXKEJIAHHTE [EKAPCTBEHH PEaKlUMH, KOUTO €4 BEPOATHO CBBP3aHH C
AeKckeTonpogen TpomeTamon (noa ¢gopmara Ha TabNETKH) B KIMHHYHHM MPOYYBAHHSA, KAKTO W HEXKEIaHM
PeaKUWH cliell [MyCKAaHE Ha Ia3apa Ha JEKCKeTolnpodeH TPOMETaMoJ, MOAPEACHH IO CUCTEMO-OPraHHa
KknacudUKaLua ¥ YecTOTa,

Tsi karo Cmax nia3MeHHTe HUBA HA JekckeronpodieH noa ¢GopMara Ha rpaHyd ¢a IM0-BUCOKH OT TE3H,

NOKNaJBaHH 3a TabjeTHaTa Popma, HE MOXKe Ja Ce MBKIIOUH BB3MOKEH IIOBHINEH PHCK OT HEXENaHH
CTOMALIHO-YPEBHH CHOMTHS.

CHcTeMO-0opranHu YecTn HewecTn eIKH Muoro peakn
KJIACOBE (21/100 po <1/10) (=1/1 000 30 <1/100) =1/10 000 /M30XHPAHN JOKJIAIH
o <1/1 000) (<1/10 000)

Hapymenuns na --- - --- HeyTponenus,

KPbBTA H JTuMHATA TPOMOOLIMTONEHHS

CHCTEMA

Hapymwennsa na -—- - OTox Ha napuHKca HapUNaKTHYHA

HMYHHATA CHCTEMA €aKLIHA,
KJIIOYUTEHO
HAQHIAKTHUCH 10K

Hapymienns na - - AHOpeKCHS -

MeTad0IH3MAa H

XPaHEeHETO

IlcuxBunn --- be3chHHE, - -

HApYHIEHHA 0€3110KOICTRO

Hapymenns Ha --- [ napoGonue, [lapacTe3uy, CHHKOM [--

HEPBHATA CHCTEMA 3aMasgHOCT,

CHHJIIMBOCT

Hapyllenust na ounre




Hapyuienus Ha yxorto |-- BepTturo = TunuTtyc

H JIA0HpPHHTA

Crpaeunn - CopuebueHe -~ Taxuxkapaua
HAPYUIEHH A

CraoBr HapyIIeHHn - 3aucpBaBaHe XUMepToHHuS HMHOTOHHSI
PecnupaTopHn, --- --- bpaaurnues bpoHxocnasbm,
rPLAHH H IUCTIHESA
MeAHACTHHAJTHH

HApPYOICHHS

Cromamnuo-upesHm [[ageHe WunH I"acTpur, 3anek, cyxa JlenTHuHa sA3Ba, [laHKpeaTyT
HAPYUICHHSA MOBPbIIAHE, yera, QraTy/ieHUUd  KPBBOMU3IIME OT

KOopeMHa O0NKa,
nMapyva, TUCIENCH

eNTHYHA A3Ba WIH
epdopauus Ha

enTu4Ha a38a (BK.

TOouKa 4.4)
Xemnaro-OHIHAPHH - - XenaTolemyIapHo
HAPYUWICHHH [yBpexKIaHe
Hapymenus Ha - Obpus Yprukapus, akge,  [CHHOPOM Ha Stevens
KOXKATA H MOBULLIEHO Johnson, cuHApOM Ha
NOAKOKHATA ThKAH H3MOTABaHE Jlaiien, aHruoenem,

aLlMaJIEH OTOK,

CaKI[WH Ha
OTOYYBCTBHTENHOCT,
CBPOeK
Hapymenns Ha - --- bonku B repba -
MYCKYJIHO-CKEJIETHATA
CHCTEMA |
ChEAHHHUTEIHATA
ThKAH
Hapymenuns ga --- --- [lonnypus, octpa  [Hedpur unn
OnbpennTe H ELﬁpeqHa HEeQPOTHYEH CHHAPOM,;
NHKOYHHTE NHTHILA HEAOCTATBYHOCT
Hapymenus na --- --- MeHCTpyanHu -~

BBL3NPOU3BOAHTEIHAT
a CHCTeMa M I'bpAATA

HA [pocTaTaTa

HAapyLUEHHs, 3aCATaHE

O0mn Hapymenns n
edeKTH HA MACTOTO HA

YMopa, bornika,
ACTeHUd, purop, ob1ia

[lepugepeH oTOK

| IPHJIOKEHHE cmabocT
Hiciaeapauus - --- OTKNOHEHHE B -
HEPHOAPOOHUTE
YHKLHOHAJTHH
pobu

Haki-uecTrTe HaO/moKaBaHN HEXKETIAHH PeaKLIWH Ca CTOMAIEHO-YpEBHM N0 Npousxol. Mosxke fa ce Habnaroaasar
NMENTHYHA A3Ba, TIEPYOpPALIHA WIH CTOMALIHO-YPEBEH KPbBOU3IHB, TIOHAOra (haTallHH, OCOGEHO B CTApHECKa
BB3pact (BxkK. Touka 4.4), Cnea npuiokeHHe ¢a cpOOLIABAHH rafeHe, MOBPbINAHE, AMapHs, (GraryeHIHs,
KOHCTHNALKS, AMCTICTICHS, KOpeMHa Oonka, MeleHa, XeMaTemesa, V/LEPAaTHBEH CTOMATHT, obOCTpAHE Ha
KONUT win donect na Kpou (BXk. Touka 4.4). ITo-paaxo e HabmoparaH ractpur. Ma cbobliueHus 3a OTOLH,
XUIICPTOHUSA M CBPACUHA HEXOCTATHYHOCT, CBBhp3aHu ¢ ynorpebara na HCIIBC.

KnuHH4HNTE NpOyYBaHUS U €MUAESMUOJOIHYHHTE JAHHM [TPEAOJIATAT, ¢ ync)TpcGaT ¢ HCIIBC
(0cobeHO BBB BHCOKM 103 H IIPH NPOABDKHTEITHO NMPHIIOKEHHE) MOIKE A4 CE CBBPIK TP TITOR PHCK

OT apTepHanHK TPOMGOTHYHH CEOUTHS (Hanp. HHGAPKT Ha MHOKAPAA HAH HHCYJIT) /‘{- a 4.2
ek T

a



[TonoGuo Ha npyru HCIIBC, mMorar sa ce NOABAT M ClleJHUTE HEXENaHH JIEKAPCTBEHH PEAKLIMH: aceNTHYECH
MEHHHIHT, KOUTO ¢e MpoABABa Hail-Beue MPU NALMEHTH CbC CUCTEMEH NYITYC €PUTEMATOIEC WIH CMEceHa
CbeUHHUTEITHO-THKaHHA DO/IECT; XeMATOIOTHYHK Peakuit (Iyprnypa, amiacTU4YHA K XEMATOJIOMHYHA AaHEMUS,
pPAIKO arpaHyJIOLHTO3a WIH KOCTHO-MO3b4YHA XHITOILTA3HA ).

Cooblnarane Ha HORO3HPAHH HEXETIAHY PEaKLIMH

CpobulapaHeTo Ha TIOAO3MPAHM HENEIAHH peaKLuy Ciel]l paspeliaBaHe 3a ynoTpeGa Ha NeKapcTBEHHS
NpOOYKT € BaxHO. ToBa MO3BOJIABA /12 MPOAb/UKKM HabMOAGHWETO HAa CHOTHOWICHHETO MO3a/pHCK 3a
JICKapCTBEHUA MPOMYKT. OT MEIMLMHCKMTE CIELMANHMCTH Ce W3UCKBA Jla ChoOLIaBAaT BCIKA IMOJO3HpaHA
HEXEaHA PEAKLIMA Ype3:

M3npiHUTENHAaTa areHuMs 1o JICKapeTBaTa

yia. " Jlaman I'pyeB" Ne§

1303 Codus

Ten.: +359 2 890 34 17

yebcaiir: www.bda.bg

4.9 IIpenozupane

He ca u3BeCTHH CUMITTOMUTE Ha npeao3upane. [lono6Hu nekapcTBEHH NPOAYKTH BOAAT 1O CTOMAITHO-YPEBHH
(nospbmane, ©OesaneruTHe, KopeMHa Oonka), W HEBPOJIOTHYHH HApylIeHHs (CHHIMBOCT, BEPTHTO,
JAE30pUEHTALIMA, ITTABOOOIHE).

B cryvaii Ha HenpeayMULLIEHC OPEIOZHPAHE MM [IPWIOKEHHE HAa NMO-BHCOKA J03a C€ Hayara ne3abaBHO
CUMITTOMATH1HO JI€4CHHE B 3aBUCHMOCT OT KJIMHHYHOTO ChCTOSHHE HA NALMEHTA. AKO Ca NPUETH NOBEYe OT
5 mg/kg oT BL3pacTeH WM AeTe B pAMKHTE Ha eWH 4yac TpAOBa Aa ce NPHI0KU aKTUBEH BbIJICH.
HexckeTonpodeH TpomMeTaMoyT MOKE J1a CE eTMMHHMPA ¢ JTHATH34.

5. PAPMAKOJIOTHYHHA CBOUCTBA
5.1 <PapmaxoanHaMHYHH cBolicTBa

PdapmakoTepaneBTH4HA rpyNa; NPONTHOHOBA KMCEIMHA U NPOU3BO/THH,

ATC kona: MOIAEL7

Hekckeronpogen TpomeTamMon € TpomeTamMHHOBa coil Ha  S-(+)-2-(3-benzoylphenyl)propionic acid,
[PHUTEXKABAIA AHAINCTHYHH, AHTHITHUPETHYHUM H NPOTHROBBINAIMTCIIHH CBo¥cTBa. IIpHHALIEKH KbM
HECTEPOHIHUTE MPOTHROBB3NANUTENHH cpeacTBa (MO1AE).

Mexann3pM Ha nelicTeHe

MexaHu3MbT Ha JeHCTBIE HA HECTEPOMAHUTE NPOTHBOBH3MATIMTENHH CPEACTBS CE CRBLP3RA C HAMAJICHHWE Ha
IPOCTarnaHAMHOBAaTa CHHIC3a 4Ype3 HHXUOWpaHe HA LUUKIOOKcMreHasara. Ilo-cneuyanHo € Hamuue
MHXHOHpaHe HA TIPEBPBIIAHETO HA apaxv/IOHOBA KHCENMHA B IMKJIMUHM eHaonepokcugasu, PgG, u PgH,,
kouto obpasysar PgE, PgE,, PgF20 u PgDa u ¢bio npoctaumknnyan Pgl, u rpombokcanu (TxA; u TxB)).
OcBen TOBa, HHXMOHPAaHETO Ha MPOCTAITIAHAMHOBATA CHHTE3a MOKE a4 MOBAMSE W APYrH MEAMATOPH Ha
BB3IIAJICHHETO, KATO KHHUHHTE. 10Ba € €1MH MHAMPEKTEH €(PEKT, KOWTO JOBIBA AMPEKTHIMOZOTO ICHCTRHE.

dapMaxoaMHAMHYHY edekTH

B nmpoyuBaHus npH XKHBOTHH H X0pa € J0KA3AHO, Y€ JEKCKETONpoden TPOMETaMON HHXMOMpa aKTHBHOCTTA
Ha COX-1 u COX-2.

KnuHuyHa edukacHoeT M O6e301macHocT

KIvHWYHA NpOYyYBaHMsA BbLPXY PasiMYHH OONKOBH MOJENH JAEMOHCTPHMpPAT ed BHA__AHANTSTHYHA
AKTUBHOCT HA AEKCKETONPOPEH TpoMeTamon. B HAKOH NPOyuBaHUS HA4AI0TO HA aHapgk .
nposBsBa 40 30 MHHYTH CJiea NPUIOKEHHETO, AHANTETHYHUAT €PEKT € C MPOab MoeT o4 dg O\yaca.




5.2 dapMaKOKHHETHUYHH cBOficTBa

Abcopbiius

JlekckeTonpodeH TpoMeTaMon ce pe3opbupa Obp30 Cliel NepopasiHO IMPHITOKEHHUE, KATO JOCTANa MAKCHMATHH
niasMeHH Konuenrpaid 0,25-0,33 qaca caen npunoxeHue nox gopmara Ha rpasyad. CpaBHEHHE MEXITY
CTaHIaPTHOTO OCBOOOMKaBaHe Ha JeKCKeTompodeH 25 mg ot TablleTKd W OT rpaHy/IH TIOKa3Ba, Ye ABETE
pOpMH ca ODHOCKBHBAIECHTHH 110 OTHOLIEHHE CTeTICHTa Ha GronannyrocT (AUC). TInKoBHTe KOHIEHTpALUK
(Cmax) ca ¢ okono 30% no-BUCOKH ciiei] MPUIOKEHUETO Ha MPaHy i CIpIMO TabIeTKH.

Pasnpenenenue

BpeMero 3a noaypasnpeaenenye ¥ Ha eTHMHHUPAHE Ha AekckeTonpodeH TpoMeTaMoll € croTBetHo 0,35 uaca
U 1,65 vaca. Kaxro npu apyry fekapcTBa ¢ BUCOKA CTENEH HA CBBP3BAHE ¢ IUIA3MEHHTE NPOTEHHH (99%),
obeMbT Ha pasnpenencHue e cpento noxg 0,25 kg,

buoTpanchopMalisg ¥ eTHMUHUPAHE
OCHOBHMAT BT HAa €/MMMHHPAHC Ha JEKCKETONPOPEH € ¢ DIKYPOHOBAa KOHIOTALMS, MOCJEABaHA OT
H3/TbuBaHe npe3 6LOpeLHTE.

Chel npHTOXKEHHETO Ha JEKCKETONpodeH TPOMETaMon, B YPHHATA Ce OTAeNs caMo S-(+)- eHaHTHOMeEpa,
KOETO NEMOHCTpHpA, Y€ NpH XopaTa HAMa KoHBepcHa B R-(-)-eHanTHOMED.

[Ipu dapMakoKMHETHYHY [IPOYUBAHUS C MOHOKPATHO NPUIMKEHHE ce Habmoaasa, ue AUC cne nocieaHoro
[IPUAOKEHNE HE CC PazTHuaBa OT [OydeHaTa cliel €HOKPATHO NPWIOKEHWE, KOETO IMOKazpa, ue HIMa
KYMYJIMpaHe Ha JIeKapCTBOTO.

5.3 IIpear unnvHH JaHHH 3a GezonacHocT

HpeAKNUHUYHNITE JaHHK HE IOKa3BaT 0COOCH PUCK 3a XOpa Ha 6azara Ha KOHBEHUMOHATHUTE hapMaKoIOrHUHH
npoy4BaHud 33 G€30MacHOCT, NPOYYBAHUA 34 TOKCHYHOCT NPH MHOTOKPATHO TpWJIaraHe, reHOTOKCHYHOCT,
PETIPOAYKTHBHA TOKCHYHOCT W MMyHO(apmakoorus. IlposeienuTe BbpXy MHIIKH ¥ MaiiMyHH W3CnenBaHus 32
XPOHHYHA TOKCHYHOCT ca MOKAa3a/lH HUBO Ha JIMICA Ha Hexenandu epektd (NOAEL, No Observed Adverse
Effect Level) npn 3 mg/kg Ha ned. OcHOBHHTE HexenaHW peakiyu, HaOII0[aBaHH NpH BHCOKH OO3M, ca
CTOMAIIHO-YPEBHY €PO3UH U A3BH, KOHWTO C€ Pa3BHMBAT B 3aBUCHMOCT OT JO3ATA.
Kakro e ycraHoBReHo 3a wenusa dapmakonoruuen wiac Ha HCIIBC, nekckeronpodeH TPOMETaMON MOXe Ja
NpeAM3BUKA NPOMEHH B eMOpPHO-(eTanHATa IPEKUBASMOCT [PH KUBOTHHCKH MOJEIHM, KAKTO HHAUPEKTHO, 9pe3
racTpO-HHTECTHOHAIHATA TOKCHYHOCT HAa OpeMEHHHTE MaliKy, TaKka ¥ AMPEKTHO BBPXY Pa3BUTHETO HA TUIOAA.

6. PAPMAINEBTUYHH JAHHHU

6.1 CnucBK Ha TOMOWIHHTE BEIIECTBA
AMOHHEB IMMLIMPH3AT
HeoxecnepuanH-auxXuapoxXankoH
3axapo3a

CunuiyeB qHOKCHI, KOJioMaeH 0e3BojIeH
ApomaT JTUMOH

6.2 HecbLBMECTHMOCTH

Henpunokumo
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6.3 Cpox Ha rogHOCT

3 (TpH) roAVHK

6.4 Chnenda/IHH YCJIOBHS HA ChXpaHeHHE

To3H nekapcTBEH MPOAYKT HE H3HCKRA CIISLIHATHY YCIOBHA 3a ChXPaHCHHE.

6.5 BngwncLabpxkanHe HA ONAKOBKATA

I'panysiuTe 3a nepopajicH pa3TBop ¢€ Mpemnarar KaTo ¢OHHMYHH N03H B TEPMHUHO-3a1e4aTaHu TPUCIIOHHH
camera (PE/AIVPAP).

HEKO ce npennara B onakopky, crabpaatid 10 u 20 camera.

He BcHUKH BUAOBE OMAKOBKM MOTaT Ja 6Baat IfyCHAaTH Ha fasapa.

6.6 CrnenHaanH UpeANa3HH MEPKH NPH H3XBLPJAHE B padoTa

Heun3non3BaHMAT NEKapCTBEH NMPOAYKT HIH OTNAABYHHTE MAaTepHalH OT HEero Tp#OBa Ja ce HW3XBBLPIAAT B
ChOTBETCTBUE C MECTHUTE U3UCKBAHHA.

7. IPUTEXATEJ] HA PASPEINIEHHETO 3A YIIOTPEBA

doprexc Hyrtpactorukanc OO
yi. IlpoxnageH kbt Nel0,
Codus 1362, bearapus

8. HOMEP HA PAZPEHIEHHUETO 3A YIIOTPEBA

Per. Ne: 20220012

9. JIATA HA IThPBO PA3PEIIABAHE/NIOHOBSIBAHE HA PASPEIIEHHUETO 3A YIIOTPERA

Hata Ha mppBO paspemapane: 07 suyapu 2022 r.
HaTta Ha nocneaHo noaHOBSIBAHE:

10. JATA HA AKTYAJIM3ZUPAHE HA TEKCTA

04/2023
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