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1. HWME HA JIEKAPCTBEHUA ITPOAYKT

Menbek ®OPT 15 mg Tabnerku /,_9 V39 /5"2-)#

&8 FY 19-

Melbek FORT 15 mg tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika TabneTka ceabpxa 15 mg menokcukam (meloxicam).
[ToMo1HU BelllecTBa ¢ M3BECTHO JeNCTBUE: BeAKa TabneTka coabpxka 54,35 mg 6e3BoaHa nakTo3a.

3a MBJIHUA CITHCHK Ha MOMOLIHHTE BellleCTBa, BXK. Touka 6.1.

3. JEKAPCTBEHA ®OPMA
Tabnertka.

CBeTNOXBITH KPBIJIH TAONETKH, C AEJIMTE/IHA YepTa OT €[lHaTa CTpaHa.
Tabnerkara moxe na Oba€e pa3aesneHa Ha 1B€ paBHHU MOJIOBUHMU.

4. KJIUHHUYHHU JAHHU

4.1 TepaneBTHYHH NOKA3AHHSA

Menbexk @®OPT e HecteponaHo npotuBoBb3nanutenHo cpeactso (HCIIBC), koero e noka3aHo 3a:
® CHMNTOMATHYHO JICYEHHUE HA PEBMATOM/IEH apPTPHT,

® CHMIITOMAaTHYHO JieueHHe Ha Oosie3HeHa ocTeoapTpos3a (AereHepaTuBHO-AUCTPOHHYHK
M3MEHEHHUA B CTABHHUA XPYLLUAI U KOCTHUTE),

® CHMITOMATHYHO JICYECHHE HAa aHKHJIO3UpalLll CIIOHAMIIHT.
4.2 Jlo3HpoBKa H HAYHH HA NPHJIOKEHHE

Jo3upoBKa

(1L . 2N9¢
J

J© LUL)

Ho3upoBka npu pesMatoueH apTpuT: [lpenopsusanaTa no3a e 15 mg nHeBHo. Moxe na ce npuioxu

7,5 mg THEBHO B 3aBUCUMOCT OT T€parneBTHYHUA OTTOBOP.

Ho3uposka npu ocreoaprosa: [IpenopruBanara no3a e 7,5 mg nHesHo. Ilpu Hyxna moxe aa ce
MPUIIOKH 15 mg AHEBHO.

Jlo3upoBKa nNpu aHKUJI03Upall cnoHauIuT: [IpenopbuBanaTa no3a e 15 mg aHeBHo.

[Ipy mauMeHTH ¢ BUCOK PUCK OT HEXXEJIaHHM peaKkLMH: JICYEHHETO BUHATH TpAOBa J1a 3amoy4Ba ¢
I03UPOBKA OT 7,5 mg AHEBHO.

[Ipy nauMeHTH CbC CHIIHO HanpeaHana 6b0peyHa HeJOCTaTBbYHOCT: IHEBHATA [103a HE TpsAOBa aa
npeBuINaBa 7,5 mg.

[Ipn 6011KOBHM CHCTOSAHMA, 103aTa C€ KOPUTHpa caMo OT Jiekap. MakcuMasiHaTa JHEBHA 4034
MEeJIOKCHKaM € 15 mg.

Ileouampuyna nonynayus.
be3onacHoctra 1 edpekTuBHOCTTa Ha Menbek ®OPT npu neua He e ycraHoBeHa.

HauyuH Ha NpUI0KEeHHE




Tabnerkure ce MpUeMaT ¢ BoJa WK APYTa TeYIHOCT MO BpEME Ha XpaHECHE.
4.3 IlpoTHBONOKA3AHUSA

CBpBXYYBCTBUTETHOCT KbM aKTHBHOTO BEIIECTBO WIH KEM HAKOE OT MOMOIIHHTE BELIECTRA,
H30poeHH B TouKa 6.1.

KpbcTocana peakiiis MoXe ia Bh3HHKHE MPH NAlHEHTH, 32 KOUTO Ce€ 3Hae, Y€ Ca IyBCTBHTE/IHY KbM
areTuncatuumuaar win apyru HCIIBC.

Menbexk ®OPT He TpabBa na ce npunara mpH NalHEHTH ¢ ACTMATHIHH NPUCTHITH, HA3ATHA MOMUIIN3a,
aHrHOeIEM WIH YPTHKapHAITHH peakiiui KbM BcAkaksB Bua HCIIBC.

Menbexk ®OPT He Tpabea faa ce MpUeMa OT MALMEHTU ChC CAEAHUTE NPRAPYXKaBalltK 3a00ABaHHA .
AKTUBHA MENITHIHA 9384,

Texxxa ¢bpAcYHA HEAOCTATBYHOCT,

Texka yepHOAPOoOHAa HEAOCTATHYHOCT,

Texka 6n0peyHa HEJOCTATHIHOCT B NMpeINANIU3EH CTaAHH,

Jeua ¥ roHowH noa 15 roauinHa Be3pacT,

bpeMeHHH B KbPMAUuKH,

CKIOHHOCT KbM X€MOpParuu {CTOMaLlHO-4PEeBHH, MO3BYHH H 1p.).

44 ChnensajHE npeaynpexaeHAs H NpeANatan MEpKH OpH ynoTpeba

Kakro npu Bcuaxku HCTIBC, manpeHTH H3HCKBALIM CMIELHATHO HabMOAEHHE €a T€3H, KOWTO Ca HManu
OIUIaKBAHMA OT CTPAHA Ha FOPHATa 4acT HA rACTPOMHTECTHHANHHAA TPAKT ¥ TaKMBa, KOHTO CE JIEKyBar
C aHTHKOAryJaHTH. AKO C€ [TOABH NENTHYHO pa3ja3BABAHE WIH KbPBEHE OT raCTPOMHTECTHHAITHUA
TPaKT, TpaOBa Aa ce cnpe npHeMa Ha Menbexk QOPT.

bvbpeuno vepexcoane

HCTIBC noTtHcKaT cHHTE3aTa Ha 00peuHuTe NpOCTArNIaHAMHHA, KOHTO NOAABPKAT peHanHaTta
nepdysua B HopMaTHK rpadHuiy. [Ipu naimeHTH ¢ HaManeH KpeBeH A¢OAT WM HeZOCTAThYHA
6p0peyuna nepdyans, peHanHaTa GYHKIHMA MOXKE 1A c€ AEKOMIICHCHPA, KOETO € Bh3BpaTHMO Cliel
cnupane Ha HCIIBC.

Ilpu naimMeHTH € NeKa M CpelHa cTeneH Ha OLOpevHa ReNOCTaTPYHOCT (KpEaTHHHHOB KITUPBHC Hall
25 ml) He ce Hajara peaykuud Ha J03ara.

B TepMuHanHusa cTaauil Ha xponudHa 6b6peuHa HENOCTATBYHOCT, NpU HONHKU HAa XeMOoaUANTH3a,
AHEBHATA 11033 Ha MEJIOKCHKaM He TpA(Ba na mpeBHmasa 7,5 mg.

B peaxu cnydau npuioxkeHuero Ha HCIIBC Moxe ga gosene 10 pa3BHTHETO HA HHTEPCTHUHANCH
HedpHUT, roMepynoHedpHT, MeayiapHa 6x0peuHa Hekpo3a U HePpo3eH CHHIAPOM.

BoinK ¢ nexuapatainma, KOHreCTHBHA Chp/iciHa HEAOCTaTHYHOCT, HMPO3a Ha YepHHA Apob, HedposeH
CHHIPOM MJTH KJIMHHYHO U3siBeHa HbOpeyHa HeROCTAaTHYHOCT CBLUIO MOTAT Jja HMaT NOBTApAILLHM ce
OIUIAKBAHHA.

[TpoGnemu MoraT Aa Bb3HHKHAT M NPH NAaLHEHTH, NPHEMALX AXYPETALM WIH TAKHBA C XHITOBOJIEMHA
npeau OnepaTHBHU UHTEpBeHIUH. [1py Te3n 6Gonuu BHUMAaTENHO TpaOBsa aa ce cnean 6nbpeduHara
¢yuKIMg 1 0OeMa Ha AMype3aTa B HaYanHKa eran Ha jgeyeHuero ¢ HCIIBC.

Yepnodpobro yspedcoane
Paaxo, kakto npu scuaku HCIIBC, morat na ce ysenyar CTOHHOCTHTE Ha TpaHCAMHHA3UTE U ApYyry
nokKa3aTeNu Ha uepHoaApobHaTa dpynknua. Tosa nokausaHe € ¢n1abo H BB3BPATHMO.

AKo NMPpOMEHHTE NEPCHCTHPAT, IIPHIIOKEHUETO HA MENTOKCHKAM TpabRa a 6bAe npeycTaHoBe
NAaHEHTHTE Aa ce Ha0MoAaBaT BHUMATEIHO.




HPH NalHCHTH C ‘IEPHD,IIPGGHB HHpOo3a B pEMHCHA HE € HeoOXOAMMO HAMATABAHE JO3HTE HA
MECOUKAMCHTA.

Cupieuno-cb008U U MOILYHO-CHOOBU epexmil

HeobxoanMo e aa ce OCUTYpPAT noaxoAamo HabmoeHHe H ChBeT 3a NAalMEHTH C aHaMHE3a 3a
XHMEPTOHUA WIIH JICKa R0 YMEPEHA KOHMeCTUBHA ChPACYHA HEAOCTAThYHOCT, Thit KATO HMA
chOOLIEHNA 3a OTOLK H 3a0bP)KaHe Ha TEUHOCTH, CBbp3aHy ¢ JeueHnero ¢ HCIIBC.

KnueuYHK Npoy4BaHHA H ENMUASMHOJIOTHYHH JaHHY [10Ka3BaT, Ye yrnotpedaTa Ha wikon HCIIBC
(ocoOeHO BbB BHCOKM JI03H U NIPH NPOABDKHTENHO NMPUNOXEHUEe) MOXE Aa OBie CBbp3aHa C JIEKO
MOBULIEH PHCK OT apTEpHATHH TPOMOOTHYHH CHOUTHA (HanmpuMep MHOKapIAeH HHPapKT WIH MHCYJT).
HamMa g0ocTaThbuHO OJaHHH, 34 Ja €€ H3KIOYH TAKbB PHCK NTPH MEJTOKCHKaM.

[MTauueHTH C HEKOHTPOJHPAHA XHIEPTOHKMA, KOHIE€CTHBHA ChpAEYHA HEAOCTATHYHOCT, YCTAHOBEHS
HcxXeMHMUYHa GoNecT Ha ChpleTo, 3a0onaBaHe Ha NepHPEPHUTE apTEPHH H/WIH MO3BbUHO-CBAOBA
Gonecrt, TpAbBa Aa ce IEKYBAT C METOKCHKAM caMo CJiel BHUMaTenHo oomucnade. Crmoto Tpsabea da
ce HMa [IpeABHI NPEIH 3allOYMBaHE Ha Tb/ITOCPOMHO JICUCHHNE Ha NAlMEHTH ¢ PHCKOBH (akTopH 3a
CBPAEYHO-ChIOBH CHOUTHA (Hanp. XHNEPTOHUA, XHIICPITHITHACMHA, 3axapeH auaber,
TIOTIOHOMYLLIEHE).

Obwu
Buumartenno TpadBa Aa ce cneaaT HecTaOWnHU U cnabu O0JHM, THH KaTO MOHOCHMOCTTA UM KbM
CTPaHHYIHHTE eEKTH € HaMaJIeHa.

HPH Bb3paCTHH MALJHCHTH T’pﬂﬁﬂﬂ Aa €€ UMa IpEaABHI MHOIOOpPraHHa HECAJOCTATRHHOCT.

Menbex POPT cpabpxa nakro3a MOHOXHAPAT.
[TaueHTH ¢ peAKH HACTeACTBEHH NpobaeMH Ha ralakTo3Ha HenoHocumocT, Laap nakro3ed neduumT
WM [TIOKO30-ranakTo3Ha Manabcopouus, He TpAOBa 1a [pHeMaT TO3H NEKAPCTBEH NPOAYKT.

4.5 BiapmoaeiicTBHe ¢ ApYyrd JeKapcTBeHH NPOAYKTH B APYrE pOpMH HA BIaHMOAEHCTBHE

e Bucoxu oo3u HCIIBC, exmowumenio canuyunamu
EnnospemeHHoTO nMpuaokenne Ha ase HCTIBC Moxe xa nmpeau3Bruka CHHEPrHuEH eeKT C PHCK
OT raCTPOHHTECTHHATHO Pa3A3BABaHE H YBEJIMUEHHE HAa KbPBEHETO.
o  Opannu aumuKoazyIaRmuY, MuKIONUOUH, Xenaput, mpombosumuyy
YBenuueH pHCK OT KbpBeHe., Koraro ¢bBMECTHOTO NPHIIOKEHHE € HAIOXKHTENHO, €PEKTHT Ha
aHTHKOATYNAHTHTE TPAOBA CTPHKTHO Ja ce CNenH.
o Jlumuii
EaHOBpEMEHHOTO NPHIOXKEHHE HA MENTOKCHKAM H MTPOXYKTH ChABPXKAUIH NHTHH MOXe Aa
YBEJIMYH M1a3MEHOTO HUBO Ha NUTHHA. [1pu 3anousane Ha nedyeHueTo ¢ Menbexk @OPT, nmpu
KOpeKLMA Ha A03aTa, KAKTO H [IPH CMHpaHe NpUEMa Ha MENTOKCHKaM, € HeoOXoauMo aa ce
mpocneNsaBa IUTa3MEHAaTa KOHUEHTpalHA Ha JIMTHA.
o Memompexcam
Menbex ®OPT, kaxto u apyrure HCIIBC, Moxe aa yReIHMuM XeMaTONOrHYHATa TOKCUYHOCT Ha
METOTpKcaT. B Te3n ciyyau e npenopbuyHTENHO MPEIH3HO0 MOHHTOPHPAHE Ha KpBBHATa KapTHHA.
o Konmpayenyus
HCIIBC morar f1a HaManaT epUKacHOCTTa HA HHTPAYTEPHHHHUTE KOHTPALEITTHRH.
» Juypemuyu
ChIIeCTBYBA PUCK OT pa3BHUTHE Ha ocTpa OBOpeYHa HEAOCTATHYHOCT IPH ASXHIPAaTHPAHH
naipenTi npuemainy HCTIBC, CeeMecTHOTO npuwioxkenne Ha Menbek ©OPT ¢ guypernuu
HaJlara CTpPHKTHO cnejaeHe Ha 6bOpeunata ¢yHKnns.
o  Aumuxunepmensusnu meouxamenmu (bema-bnoxepu, ACE unxubumopu, sasoounamamopu,

ouypemuiju)




o Konecmupamun cBBEP3Ba MOJIEKYJIATa HA MENTOKCHKAM B FaCTPOHHTECTHHANTHHA TPAKT - MO TO3H
HAYHH C€ YBE/IHUaBa eTUMHHHUPAHETO HA MEJIOKCHKAM.

o HCIIBC ygenuuasam neppomoKxcuynocmma Ha yuxiocnopur NOBTHABAHKH CHHTE3aTa Ha
npocTarananHnaTe B 656peunTe. B cirydan Ha eIHOBpEeMEHHO MPWICKEHHE, CTPHKTHO TpAOBa 1ia
ce CJIeJT nokasarenure Ha Op0peuHara PyHKLHUA.

o [Ilpu ednospemerna ynompeba na nepugpepru eazoouramamopu, HallpuMep NMEHTOKCHPIWIHH,
MOXe 3 ce OYAKBa NOBHUIICH PUCK OT KbpPBEHE.

AHTHAUMIH, TIMETHANH, AMMOKCHH, QYpPOo3eMI HE NOBAHABAT papMakOKHHETHKATa Ha METTOKCHKAM.

Tpsbsa na ce MMa NMpeABHI B3aUMOAECHCTBUETO HA MEJIOKCHKAM ¢ OPaIHHTE AHTHAHAOETHH CPeacTBa.

[leduampuuna nONYIAYus
[TpoyuBanus 3a B3aHMOACHCTBHATA Ca [TPOBEXKAAHH CaMo TIPH BB3PACTHH.

4.6 @eprTRaATeT, OpLMEHHOCT B KhpMeHE

[TpeAXTHHHYHE NPOY4YBaHHs HE AOKAa3BaT TEPAaTOreHHH eeKTH, HO OpEMEHHN H KbpMadKkH He Tpabba
aa npueMat Menbex POPT.

Jlexapcrsata ot rpynata Ha HCIIBC Morar aa nopnusaT HebnaronpHATHO Ha pepTHIMTETA NIPH
»EHHW, KOUTO B MOMEHTA C€ CTPEMAT KbM 3a9aTHe.

4.7 EdexTH BLpXy cnocobnocrTa 3a modpapane n pabora ¢ MAIIHHH

He ca npoBexngaHy MpoyuBaKuA 33 ePEeKTHTE Ha MEJIOKCHKAM BBPXY CnocOofHOCTTA 3a iodHpaHe U
paboTa ¢ MalIHHH.
Brnpeku ToBa, pH NOABA HA 3aMafgHOCT WK OTNATHAIOCT He TpaAbGBa na ce modupa 1 paboTH ¢

MALIIMHH.
4.8 Hexenann JexapcTBEHH PeaKAN

Paako ce Habmoaapar cCNeaHHTE HeXeNaHy J1IeKapCTBEHU peakly, KOMTO MoraT a ObIar CBbp3aHH ¢
fIpReMa Ha MEJIOKCHKaM:

HHEMEHHH HaQ KPpbv8ma Hﬂuﬂd)ﬂﬂ_!_ljﬂ cucmemMa
L

AHeMuA (no-uecto ot 1%),
[TIpoMAHa B KpbBHATA KapTHHA, B AMdpepeHIHANHOTO OpoeHe Ha NIEBKOLUHTHTE, JICBKOTICHHA,
TpoMOounTOonerns (0,1~1,0%). CrBMeCTHOTO NPHIOKEHHE ¢ MCAMKAMEHTH, YBPEKIAIUM KOCTHHA

MO3BK, B HaCTHOCT MCTOTPCKCAT, € NIpCipa3iioaralil tb&l{Tﬂp KBbM Pa3iBHTHCTO Ha LHUTOIICHHA.

Hapyuwenus na Hepsnama cucmemd
¢ I'nasobonue (no-uecro ot 1%),
e 3amaiiBaHe, IIyM B YUIHTE, 3aMbriiBaHe Ha norneaa (0,1~1,0%).

Covpdeunu Hapywenus

KOIMHMYHE npoy4YBaHUA M eNMHAEMUONOTUYHM JAHHHU NMOKa3Bar, 4e ynorpedara Ha naxon HCIIBC
(0cobeHOo BLB BUCOKHU 1034 K NPH NPOABIXUTEIHO NPKIOKEHHE )} MOXKE 1a CE CBBPXKE C JIEKO
[IOBHIIEH PUCK OT apTePHATTHH TPOMOOTHYHH CBONTHA (HaNpAMEp MHOKApACH HH{(PApPKT WIH HHCYNT)
(Bxk.TOUYKa 4.4).

HNma cpolLieHnA 3a 0TONM, XUMEPTOHUA H ChPAeTHA HEAOCTATBUHOCT, CBbP3aHH ¢ ynoTpedata Ha
HCTIBC.

Pecnupamopru, 2peOHY ¥ MEQUACMUHATHI HADYWEH W
Npyru HCIIBC, BKIIOMHTENHO aspirin, a ChINO H MEJIOKCHKAM, MOTAT f1a MIPeAU3BUKAT OCTHP
acTMaTH4eH ApHCTHN (no-panko ot 1%).




CmoMmawuno-4ypesiil HApYeH S
o Jlucnencus, natyneHuus, rajicHe, MOBphILaHe, kopeMHa 60mKa, 3anek, AHapHA (IO-9€CTO OT

1%),
¢ Hapymenus B yepHoapoOHaTa QPyHKIHA,
e Esodarnr, racrponyoneHanHa 138a, OKyJTeH WK MaHH(ecTeH Kpponinus (0,1~1,0%),
¢ Komut (mo-paako or 1%).

Hapywenwa na xodcama u nogxoicHama meKau
o Cupbex, ekchONHATHBAN KOXHH peakiiuH (no-vecto ot 1%),

e Cromarur, yprakapni (0,1~1,0%),
e Qortocencnbunuzanms (no-paaxo or 1%).

Hapviuenus na € U nUKOYKume nemuuia
Hapymenna B 6s6petHaTa QyHKINA, 3aBHLLIECHH CTOHOCTH Ha KpeaTHRHH WK ypes (0,1~1,0%).

CrofmaBane H2 NOOZHPAHH HEOXKCIAHH PEAKIHE

Cr001maBaHeTo Ha NOJO3HPAHH HEXKENaHM peakUMi Cclle] paipeimasaHe 3a yrnotpeba Ha
JIEKAPCTBEHHMA NMPOAYKT € BaXKHO. ToBa ro3sonasa 4a NpoAWDKH HaOMmoAeHHEeTC Ha ChOTHOIIEHHETO
No3a/PHCK 3a IEKApCTBEHUA NPOoAYKT. HexkenannTe peakuyu Moxe aa 651aT ChoOMEHH ANPEKTHO
Ha MamieurenHa areHimda no nexapcersata (HAJ]):

BBIICAPHUA, Codua 1303, yn. Haman ['pyes 8
Ten. +359 2 8903417

en. noina: bda@bda.bg
yebcaiiT: www.bda.bg

4.9 Ilpeaozupane

Toni#t xaTo HAMa cneuMGHUIeH AHTHAOCT Ha MEJIOKCHKaM, B CITy4ai Ha nNpeao3HpaHe ce npunara
CTOMAILHA MPOMUBKA K MOATBPXKALLO NeyeHHe, KIMHHYHHTE [TPOYYBAHHA AOKa3BarT, 4é
eTHMUHHUPAHETO HA MEJIOKCHKAM C€ MOTEHUHpAa OT KOJECTHPAMHUH.

5. ®APMAKOJIOTHYHH CBONUCTBA
5.1 apMakoAHHAMBEYHH cBOHCTBA

¢apualco'repanenmna rpyia:. HECTEpOHIHH INPOTHBOBBINANIMTCITHH CPCOCTBA OT rpyIliaTa Ha

OKCHKaMuTe (Craza KsM KJlaca Ha eHOJIOBATa KHCEHHA).
ATC xom: MO1ACO06

Menbexk ®OPT e HCIIBC, xoeTo npATeXapa NPOTHBORL3NATUTENHO, 06e30014Ballio H
AHTHTIHPETHIHO CBONMCTBA, HOKA3aHH NPH TIPOYYBAHHA C )XXHBOTHH.

MenokcHkaM NpOABABA NMPOTHBOBE3NAJIUTENIHH CBOUCTBA [IPH BCHUYKH CTAHAAPTHH MOJSNH HA
BB3MAJICHHE.

[ToTuckaneTo Ha NPOAYKUMATA HA IPOCTANNIAHAHHNTE, KOHTO MMAT KMIOY0Ba POAR B NMPOLIECHTE Ha
Bh3NaneHHe, o0ACHARA ehEKTHBHOCTTA Ha MENOKCHKaM. EXCriepUMeHRTATTHY MOAENH € ILTBXOBE, ¢
IMpeAM3BMKAH apTPUT, NOKa3BaT, Ye MEJIOKCHKAaM MMa 10-ro/iiMa TepaneBTHYHA LIMPHUHA OT JPYyTHTe
HCTIBC, o ce oTHACA 10 YJILUCPOTeHHHA W NPOTHBOBLINANHTENEH A030B TOJICpaHC.

In vivo npoy4BaHNd ¢ MENTOKCHKAM MOKa3BaT, 4¢ HHXHOHpAINOTO MY AeHCTBHE BBPXY
NPOCTArNaHANRHTE € MHOTO NO-TONAAMO B MACTOTO Ha BH3MAJIEHHE, OTKOJIKOTO B CTOMALIHATA
nanrasuia 1 6s0peyHaTa MpocTaralaHAMHOBA CHHTE3a. T03M OMaronpuATEeH M 3aCHIEHO
koHbHACHIaNeH Mpodun Ha MeAHKaMeHTa Moxke OH ce TBIDKH NoBEde Ha CEIEKTHB Bos
naxubupane Ha COX-2, orxonkoro Ha COX-1. CenexktuBHoTOo MHXHOHpaHe Ha ((ds AT

HEOMPOBEPXHUMO H MPELUHIR0 ¢ PA3INYHHA in Vitro TeCTOBE, NOCOYEHH Mo-A0MTy:
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rpy3a9H, KyNTYPH OT CBHHCKH aOPTHH EHIOTETHH KIEeTKH, MUUIH Makpodary, 4oBeLIKH
peKOMOHMHAHTHH €H3IMMHHK KynTypH B COs-KNeTkH.

VBeNHUYaBaT Ce HAYTHWTE JOKA3aTENCTBa, KOUTO CBHIETEIICTRAT 33 BpB3ka mexay COX-2
HHXHOHpaHe H TepaneBTHYHATA e(PHKAaCHOCT Ha MeJIOKCHKaM M moTHcKaneTo Ha COX-1 u
cTpaHHIHHUTE edeKTH BBpXy cToMaxa H Onbpeunre,

KnuuayHi NpoyupaHHus NOKa3BaT, Ye HHUMACHTHTE Ha HeXKeJaHH peakLMy 3acAraliy
raCTPOMHTECTHHAIIHHA TPaKT NMPH NMAaLHEHTH TPHEMalIl| MEIOKCHKAM B HOPMAJTHH [I03H €& MHOTO f10-
MAJIKO B CPaBHEHMeE ¢ Te3H, kouto noassar apyru HCIIBC.

5.2 PapMakoKHHETHYHH CBOHCTEA

AGcopOuuaTa Ha MEJIOKCHKaM IIpH Nepopaney npueM € aobpa 89%.
CkopocTtra Ha abcopbuuma He ce BIUsie OT MpUEMa Ha XpaHa.

KoHLeHTparATa Ha MEJIOKCHKAM AMPEKTHO KOpEJINpa ¢ MPHETOTO KOJIHYECTBO MPE3 yCTara
(rampumep 7,5 mg win 15 mg).

CtabunHa IWwia3MeHa KOHLIEHTpaLMA C€ MOCTUra Ha TPEeTHA [0 NeTHs AEH OT HAaYaJloTO Ha JIEYEHHETO.
HuBoTO Ha MENIOKCHKAM B ILNa3MaTa 0CTaBa cTabnaHo B NpH Opoab/DkuTeNneH (okono 1 roauHa)
npueM. [Torede oT 99% o1 MenmokcukaM, KOWTo ce HaMHpa B KPBBTa, CE CBBP3Ba C IUTa3MEHHTE
OCnTBIIM.

Cnen exHOKpPATEH JHEBEH MPUEM Ha MEJIOKCHKEM NPOMEHUTE B MTa3MEeHUTE KOHLUEHTPaLHH ca
MHHUMAJIHH - Pa3/IHKHTe MEXAYy MUHHHMaTHATA H MaKCHMaHaTa CepyMHa KOHILIEHTpaNus NpH JHEBHA
nos3a 7,5 mg unu 15 mg ca 0,4-1,0 ug/ml u 0,8-2,0 pg/ml.

MenokcHkaM HaB/IHM3a B CHHOBHAJIHATA TEYHOCT, KATO KOHLEHTPALMATA MYy TaM € NPHOIH3IUTEIIHO
NONOBHHATA OT Ta3H B Ma3MaTa. [ '0J1AMa 4acT OT MEJIOKCUKaM ¢e MeTabonu3Hpa U no-Maiko ot 3%
OT AHEBHATA /1033 C€ eKCKPeTHpa KaTo HENPOMEHEHH META0ONHTH Ype3 H3NPAKHEHUATA.
HenpomeneHu MeTaGonuTH ce OTACMAT B MUHHMAJIHO KONHYECTBO H 4pe3 ypuHATa. I TaBHHAT IbT 32
MeTab0THIBM € OKCHAALMATA HA METIIOBATA IpyNa, KOSTO ¢¢ HAMMPA B THA3OJIMIOBUA NPLCTEH.
BpemeTo Ha NOMYXHBOT Ha METOKCHKaM € okono 20 Jaca.

dapMaKOKHHETHYHUTE OTHACAHHA OCTABAT HEIIPOMEHEHH NPH NMALMEHTH ¢ YepHOAPOOHa
HEeJOCTATHEYHOCT H JIEKa 10 cpefiHa cTeneH Ha Ox0peunHa HeNOCTaTHUIHOCT.

[InazMeHMAT KIMPBHC Ha MENOKCHKAM € 8 ml/min 1 Ta3¥ CTOMHOCT HaMaABa ¢ Bp3pacTra. O6emMbT Ha
pasnpeneieHue Ha MENOXCHKAM € HUCBK H € okono 11 nuTpa.

5.3 IlpeaxnuHHYHH JaHHH 33 §e300aCHOCT

[IpeaxmuHIIHUTE JaHHH 3a 0€30MacCHOCT HE NOKAa3BaT ChIIECTBEHH PHCKOBE OT YnoTpeda Ha Menbek
OOPT. He e rabmoaaBaH KapliMHOreHeH eEKT Ha MEJIOKCHKaM MPH NPHIOKEHHETO MY BBPXY
rpU3aum.

MenokcukaM HAMa MYTareHeH e(peKT IpH Ames U3NUTBAHWS UM KIaCTOT€HEH eekT [P ulie1BaHe
Ha XPOMO30MHO OTKJIOHEHHE € YOBEUIKH JUMQOLIUTH H TIPH in-vivo MHKpPOAIPEH TECT B KOCTHHA
MO3BK Ha IPU3adH.

6. OAPMALEBTHYHHA JAHHH
6.1 CuHchk HA NIOMOINHHTE BEMIECTRA

KpocnosuioH
IloBuaoH
MuxkpoxpHcTaIHa LIETYJI03a

Hatpues uutpar
be3BozHa nakTo3a

KononageH 0e3B0OeH CWIKLIMEB JHOKCHI




MarHesuer creapat

6.2 HecLBEMECTHMOCTH

Hempuioxumo

6.3 Cpox Ha roaHoct

4 roguHH

6.4 CnenuaJnn yCJIOBHS HA CHLXPaHEHHE

Ila ce chxpaHiABa Ha MACTO, HEAOCTHITHO 32 JElla.
Jla ce chbXpaHABa B OPHIMHAJIHATA ONZKOBKA.

6.5 Buauchappkande HA ONAKOBKATA

PVC/PE/PVDC/anyMuHHEB OnUcTEp.
Enun 6auctep ceappxa 10 Opos tabnerku.
Enun win Tpu 6nMcTepa ce oNnakoBaT B KapTOHEHa KyTHA

6.6 Cnenuaaam npeanasHn MEPKXH NP WIXBBpASHE

HsaMa cnellHaTHH H3IACKBaHUA.

7. TIPUTEXATEJI HA PAZPEILLIEHHETO 3A YIIOTPEBA

HOBEJI ®APMA EOO/[

oyn. , bearapus® Ne 109

Codua 1404, benrapus

8. HOMEP HA PA3ZPEILHEHHETO 3A YIIOTPEBA

Per. No: 20050125

9. JATA HA ITBPBO PAZPELLIABAHE/IIOJHOBSIBAHE HA PAJPELLIEHHETO 3A
YIIOTPEBA

HaTa Ha mepBoO paspewmaBane: (08.03.2005 r.

Jlata Ha nocneaHo noaHossBaxe:; 23.11.2010r.

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

01/2025




