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1. HUME HA JIEKAPCTBEHHUA INNPOAYKT

Menbek 7,5 mg TadneTku 9/0 O 40 éj%
Melbek 7,5 mg tablets

6E2Y /-1 19 -05- 2025

2. KAYECTBEH U KOJIMHECTBEH CbhbCTAB

Bcesika Tabnerka chabpka 7,5 mg menokcukam (meloxicam).
[ToMoOlIHH BelLECTBa C M3BECTHO JIeHCTBUE: BCsAka TabnmeTka chabpxa 54,35 mg Oe3Bo/iHa J1aKTO3a.

3a MBJIHUA CITUCHK HA MMOMOIIIHUTE BEMIECTBA, BXK. To4uka 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnertka.
CBeTNI0XKBATH KPbIJIM TAaOJNIETKH, C AE€IUTE]IHA YepTa OT €JHaTa CTpaHa.
Tabnerkara moxe na Obe pa3/iesieHa Ha 1B€ paBHH IMOJIOBHHH.

4. KJUHWYHU JAHHU

4.1 TepaneBTHYHH NOKA3AHHA

MenbGek e HecteponaHo npoTuBoBb3nanuTenHo cpeacTso (HCIIBC), koero e nokasaHo 3a.
® CHUMITOMATHYHO JIEYEHHE HA PEBMATOMU/IEH ApTPHT,

® CHMINTOMATHYHO JieueHHe Ha OoJiIe3HEHa 0CTe0apTpo3a (IereHepaTHBHO-AUCTPOGHIHH
M3MEHEHMA B CTABHUA XPYLUAJI U KOCTHUTE),

® CHUMIITOMATHYHO JICHCHUE HA aHKHWJTI0O3HUpalll CITOHAHJIHT.

4.2 Jlo3npoBKAa H HAYHH HA NPHJIOKEHHE

Ho3upoBka

Jlo3upoBka npu peBmaTouaeH apTput: [Ipenopbsusanara no3a € 15 mg qHeBHo. Moxe /1a ce MpHIIoKH
7,5 mg IHEBHO B 3aBUCHUMOCT OT TE€parneBTHYHHUSA OTrOBOP.

Ho3upoBka npu ocreoapro3a: [IpenopbuBanara go3a € 7,5 mg aHeBHo. Ilpu Hy»x/1a Moxe na ce
NMPpHJIOXKHU 15 mg JHEBHO.

Jlo3upoBka npu aHKuIo3upail cnoHawiuT: [lpenopbuBanara no3a e 15 mg QHEBHO.

[Tpn naiMeHTH ¢ BUCOK PHCK OT HEXXEJTaHH peakLMH JIEYUEHHETO BHHArH TpsAOBa /1a 3armo4ysa C
IO03UPOBKA OT 7,5 mg IHEBHO,

[Ipy naumeHTH CHC CUITHO HanpenHana 6bOpevyHa HeOCTATHYHOCT JIHEBHATA 103a He TpAOBa na
npesuiasa 7,5 mg.

[Tpu GosKOBHM CHCTOSHMSA, 103aTa Ce KOPUrHUpa caMo OT Jiekap. MakcumaiHaTa IHeBHa 1032~

MEJIOKCHKaM € 15 mg. A7 aQ iy

[Teouampuyuna nonyrayus. >/
be3onacHocTTa M epekTHBHOCTTA Ha MeJibek npu Jeua He € yCTaHOBEHaA. e e gl

Hauwnn Ha npuioxeHne | e




TabneTkHTe ce MpHEMAT C BOJA HITH ApYyra TETHOCT TI0 BPEME Ha XpaHEeHe.
4.3 IlpormBonoxazanug

CBPLXYYBCTBRTETHOCT KBM aKTHBHOTO BEWICCTBO HIH KbM HAKOE OT MOMOIIHHTE BEIIECTEA,
H30poeHH B TouKa 6.1.

KpscTocaHa peakus MOXe Xa BB3HUKHE NTPH TIAIHEKTH, 33 KOWTO Ce 3Hac, 9 ca TyBCTBATE/IHA KbM
anermncanAaurnat win apyru HCTIBC.

MenGex He TpaOBa fa ce NpHIara MPH MAOKECHTH ¢ aCTMATHIHY MPHCTBITH, HA3a/THA TTOJIAHTIO3A,
aHTAOCHEM WIH YPTAKAPAATAA peakimK kuM sesikakss s HCIIBC.

Menfex He TpabBa Ia ce IpHeMa OT NAlMEHTH CBC CNICAHUTE NMpUIpY KaBally 3a00a9BaHHA:
AKTHBHA NENITHYAA A3BA,

Texkka ¢bpaAedHa HEAOCTATHIHOCT,

Texxa wepHOApoOHA HEJOCTATHIHOCT,

Texxa 650peTHa HENOCTATHIHOCT B NMPECAANAIM3CH CTATHHA,

Ifena u 1oHoM noA 15 rognioHa BL3pacT,

bpemeHHH B KbpPMauKH,

CiJIOHHOCT KbM XeMoparnn (CTOMAIMHO-9pEeBHA, MO3RYHHE H IIp.).

4.4 Coenna,jHE OpeAynpeXIeRHAS H IPeANa3HE MEPKH NpH ynoTpeda

Kaxto npu scaaky HCITIBC, naienTH H3uCcKBamy ClICUHANHO HAbmoneHHe ca Te3H, KOHTO ¢a HMali
OIUTAKBaHHA OT CTPaHa Ha 'OpHATa YacT Ha MAaCTPOMHTECTHHAIHUA TPAKT ¥ TAKMBA, KOHTO CE JIEKYBaT
C AHTHKOATYJIAHTH. AKO C€ NOSBH MENTUIHO Pa3A3BABAHE HITH KbpPBEHE OT raCTPONHTCCTHHAITHHAA
TpakT, TpAGBa 1a ce cnpe npreMa Ha Menbek.

bybpeyto yepeacdane

HCTIBC noTncKaT CHHTEe3aTa Ha Oh0pedHnTe NPOCTArIaHANHY, KOATO NOAALDKAT peHATHATA
nepdy3ng B HopManrhu rpanuuy. [Tpy nanueHTH ¢ HaMasieH KPBBeH AeONT ITH HEAOCTaThTHA
6u6peuna nepdy3ns, peHaHaTa PYHKIHA MOXKE [a ce IEKOMITIEHCHPA, KOETO € Bh3BPAaTHMO Cle/]
cnupane Ha HCIIBC.

[Tpw naipmenTH ¢ Jieka M cpeaHa cTeneH Ha Ob0pedna HeIOCTATLIHOCT (KPEaTHHHHOB KITHPBHC Hall
25 ml) He ce Hanara pexyKuusa Ha JO3aTa.

B TepMMHANTHHA CTaauii HA XpoHMUHA OBLOpedHa HeZOCTATHYHOCT, MPH OOTHH HA XeMOIHAN3a,
IHEBHATA 0332 Ha MEJIOKCHKAM He TpAOBa Ia mpeBMInaBa 7,5 mg.

B penaxu crryvau npunoxenuero Ha HCIIBC Moxe ga gosene 0o pa3BUTHETO HA HHTEPCTHIHAIICH
HepHT, rnoMepyioHedpHT, MeqynapHa ObpOpeuHa Hekpo3a H HE(PO3EH CHHAPOM.

Bonam ¢ AexuapaTanesa, KORTECTHBHA CHPAE€IHA HEAOCTaTHIAOCT, IUPO3a Ha YepHM: Apob, HedpoieH
CHHAPOM WM KIIMHAHYHO W3ABeHa 6b0pedHa HEIOCTATHYHOCT CHINO MOTaT Aa HMAT MOBTapAIIH ce
OTUTAKBAHHA.

[Mpo6aeMu MOraT A2 BE3HUKHAT M ITPH NMALHEHTH, [PHEMaIIX IHYPETHIIH HIH TAKWBA ¢ XHIIOBOJIEMHA
npenv rofieMu OTICPATHBHH HHTepBeHLMH. [IpH Te3u G60THH BHHMAaTEHO TpAOBa a ce cnenn
6nOpeunara GyHkuna ¥ o0cMa Ha IHype3aTa B HadanHua eran Ha edeHnero ¢ HCIIBC.

UeprodpobHo yapexcoane
Psanxo, kaxto nmpu Bcaaku HCIIBC, Morar fa ce ypenmaar cTONHOCTHTE Ha Tpaﬂcm- m
noxa3aTeid Ha yepHoapoOHaTa ¢pyHKumA. Topa noxausaHe e cnabo u B‘bZBpﬂTl{/Mﬁ

AKO IpOMEHHTE IIEPCRCTHPAT, MPHIOKEHNETO Ha MEJIOKCHKAM TpaOBa fa 6o f; cppapo H mﬁeh'm:te
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[TpH naiMeRTH ¢ YepHOApoOHa IMPO3a B peMHCHA He € HeoOX0onHMO HamalsBaHe NO3ATE Ha
MeOMKaMEHTA.

Cupoeuno-cv008U U MOZBYHO-CBOOBU eexmu

Heo6xoamMo € Ja ce OCHTYPAT NMOAXoanmo HafmoneHAe U CHBET 32 NAIlHEHTH ¢ aHAMHE3a 3a
XHIIEPTOHHS W/IITH JleKa A0 YMEPEeHA KOHNeCTHBHA ChpAe9HA HEOOCTATHYHOCT, Thi KATO AMA
cHOOIICHHA 33 OTOLM K 3aXbpiKaHe Ha TeUHOCTH, cpbp3aHu ¢ neyerneto ¢ HCITIBC.

KyMAWYHE NpoyuBaHHA W SMIEMHOJIOTHIHH JaHHR Noka3sar, 4e ynorpedara Ha rsaxou HCTIBC
{ocoGeHO BBB BUCOKH J03H M NPH NMPOIBLKATETHO NMPHIOKeHHEe) Moxe Ja Obe CBbp3aHa C JIEKO
MOBHIIEH PUCK OT apTEPHATHH TPOMOOTHIHH ChOUTHA (HanpaMep MHOKapIeH HHOAPKT HITH HHCYIIT).
HsMa DocTaTh9HO NaHHH, 32 [1a C€ H3K/IOYA TAKhR PHCK IPH MEJTOKCHKAM.

[TaieHTH C HEKOHTPOJIMPAHA XHIIEPTOHHA, KOHIECTHBHA Chp/IeYHa HEIOCTATBYHOCT, YCTAHOBSHA
AcxeMugHa GonecT Ha cppHeTo, 3a00/IBaHe Ha NepAdepHUTE apTepHH B/HIH MO3EYHO-CHIOBA
Gonect, TpabBa Na ce IEKyBaT ¢ MEJIOKCHKAM Camo cJiel] BHUMareHo obMucnane. Crmoro Tpsbea ga
ce AMa MPE/IBAL IPESH 3aN0OUBaHE HA TbITOCPOTHO JICISHAE HA TAAEHTH ¢ PACKOBH (aKTOpH 32
CBPACYHO-CHROBH CHOMTHA (HAMp. XMIICPTOHHA, XUTIEPITHIIHAEMHSA, 3aXapeH aHuader,
TIOTIOHOMYILEHE).

Obwu
BurMaTenHo Tpa0Ba 1a ce cneadT Hectabunan ¥ cnabu O0MHM, ThH XKaTO NOHOCHMOCTTA HM KbM
CTpAHHYHHATE €(eKTH ¢ HaMalleHa.

ITpH BB3pacTHY NAlLKEHTH TpAOBA Ja c€ HMa NpeJIBHI MHOTOOPraHHa HEIOCTATBIHOCT.

Menbek cBoBpXa TaKT038 MOHOXHIPAT.
IamAeRTH ¢ pe/Ika HACTEACTBEHH MpolieMHR Ha rajlakTo3Ha HEMOHOCHMOCT, Laap nakToseH gedHImT
WIH ITIOKO30-TaNIAaKTO3HA Manabcopbius, He TpaGBa Ja IpUEMAaT TO3H JIEKAPCTBEH MPOOYKT.

4.5 BianmonelicTBHe ¢ APYTRE NeKAPCTBEHHE DPOAYKTH H APYTH OPMH Ha B3aHMORcHCTBHE

o Bucoxu oo3u HCIIBC, exmoyumenro caruyuramu
EnnospeMensoTo npunoxerue Ha aee HCTIBC moxe Ja mpeIn3BHKa CHHEPTHYIEH €(heKT ¢ PHCK
OT FaCTPOMHTECTHHANHO pa3A3BABAHE H YBEIIHUEHHE HA KbPBEHETO.

o  OpanHu asmuxoazynarmu, MuKRONUOUH, Xenapur, mpomMoonumuyu
VBenuaeH pHCK OT KbpBeHe. Korato ChBMECTHOTO NPHIOKEHHE € HEM30EKHO, €eKThT Ha
aHTHKOATYJIAHTHTe TpAGBa fa ce CNeaH CTPHKTHO,

o Jlumui
E/IHOBpeMEHHOTO NPHIIOXKEHHE HA MEJIOKCHKAM W ITPONYKTH CHABPXALIH MATHE MOXe na
YBEJTHIH IUTa3MEHOTO HUBO Ha muTHiA. [Ipy 3anovBane Ha yieueHreTo ¢ Menbek, MpH Kopekima Ha
[103aTa, KAKTO M [IpH CMHApaHe NpUeMa Ha MEJIOKCHKAM, ¢ HeoOX0MMO [a ce Ipocneaisa
[1a3MECHATa KOHLEHTpALIMA Ha JINTHH.

o Memompexcam
Menbek, kaxto n apyrure HCIIBC, Moxe na yBeHIN XEMATOMOTHYHATE TOKCHYHOCT Ha

METOTpKCAT. B TE3H ClydaH € MpenophYHTeHC MPENA3H0 MORRTOPHpaHe Ha KPhBHATA KapTHHA.

o Konwmpayenyus
HCIBC morat na HaManiaT e)HKACHOCTTA HA HHTpay TepHHANTE KOHTPAIICTITHEH.

o [uypemuyu
ChImecTBYBa PHCK OT pa3iBHTHE HA ocTpa 0B0pedHa HEAOCTATHIHOCT NTPH JeXHIPATHPAHH
naumenTH NpueMamu HCIIBC. CpBMecTHOTO MpwiIokeHne Ha Menbek ¢ AMypeTHIIH Haulara
CTPHKTHO cnefeHe Ha 6p0peynara GpyHKuuA. '
e Anmuxxunepmen3zusHu meouxamenmu (bema-baoxepu, ACE unxubumopu, qémada?w;:w

ouypemuyy) R O N S

EdrKacHOCTTa HA AHTHXHTICPTEH3HBHATE MEJMKAMEHTA MOXe A3 O nmgafm;nop H
HCITBC unxubupar cuHTe3aTa Ha NPOCTArMaHAHHNATE, KOUTO HMaT BLBM&'I;amBHq qe
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e Konrecmupamun CBBP3BA MOJIEKYNIaTa Ha MEJIOKCHKAM B TACTPOMHTECTHHATHHASA TPAKT - 0 TO3H
HaYWH C€ YBe/IH4aBa eIMMHHHPAHeTO Ha MEJIOKCHKaM.

o HCIIBC yseauvasam nehpomoxcuynocmma Ha yukiochopux NOBJIMABAHKA CHHTE3aTa Ha
nMpocTaraHaHENTe B 666pemmTe. B ciydan Ha eqROBpEMEHHO NPHIMKEHAE, CTPRKTHO TPAOBA A2
ce CJICAAT NokalaTenuTe Ha OnOpeynaTa QpyHKIMS.

o ITpu ednospementa ynompeba na nepugbepru sazoowramamopu, HapAMEP NEHTOKCHOIIAH,
MOJKE JIa C€ O4aKBa NOBHIIEH PHCK OT KbPBEHE.

AHTHRAIAAM, IUMETHIMH, THTOKCHH, Qypo3eMH He TIOBMMABAT (PapMaKOKWHETHKATA Ha MEJTOKCHKAM.

Tps6sa fa ce MMa NpeABU B3aUMOJEHCTBHETO HA MEMIOKCHKAM C OPAJIHHTE aHTHAHAOETHH CPEACTBA.

ITeduampuuna nonynayus
[Ipoyupanus 3a B3aNMOACHCTRUATA €3 HPOBEXIAHH CAMO IPH BB3PacTHH.

4.6 @epraanreT, peMeHnocT B KLpMeEHe

IMpenxnAHEYHE MPOYIBAHKA HE JOKA3BaT TepaToreHHH edekT, Ho GpeMEeHHN H KEpMadKkH He TpAOsa
Aa npacmaT Menbexk.

Jlexapcteata ot rpynata Ha HCIIBC morar aa DOBNHAAT HEOIATONMPHATHO HA (epTHINTETA NIPH
’KeHW, KOHTO B MOMEHTA Ce CTPEMAT KbM 3a9aTHe.

4.7 EdexTnr BBpxy cnocobBEocTTa 3a mopupane A paboTa ¢ MAIINER

He ca npoBeX/1aBn NpoyuBaHus 3a €(peKTHTE Ha MEJIOKCHKAM BBpXY CIIocOOHOCTTa 32 ModHpane K
paboTa ¢ MallIHHH,

Benpexu TOBa, MpH MOsABa Ha 3aMAAHOCT WIH OTNAJHANIOCT He Tpabba Aa ce wodupa 1 paboTu ¢
MalIHHH.

4.8 HexelanH JeKaAPCTRERR PeAKIHH

Panko ce HabmonasaT ClIeOHHTE HEXENaHHK JIEKAPCTBEHH peaklMy, KOHTO MoraT Ja 6»aaT CBhp3aHH ¢
npHeMa Ha METOKCHKaM:

HUA H cucmemM

s Anemnus (no-4ecto ot 1%)

s [lpomsHa B KpBBHATA KapTHHA, B AR epeHIHANNOTO OpOeHe HA JIEBKOLHTHTE, JICBKOIICHHS,
tpoMGoumToneHus (0,1~1,0%). ChBMECTHOTO MPIIOKEHHE ¢ MEAHKAMEHTH YBPEKIAIIHN KOCTHHA
MO3BK, B JACTHOCT METOTpPEKCaT, € mpenpasnoaram GakTop KbM pa3sBHTHETO Ha LIMTOTIEHHA.

Hapywenua na nepenama cycmemd
I'nmasobomue (mo-gecto oT 1%)

3amalipane, IIyM B YIIHTe, 3aMBITABaHe Ha noraena (0,1~1,0%)

Crpoeunu Hapywerus
KIMHEYHE MpOYIBAHHA ¥ eNMHASMHONIOTHYMHH JaHHM MOKa3BarT, ue ynotpedara va Hakon HCIIBC

(ocobeHo PBB BUCOKH 03H H NPH MPOARTHKHTETHO MPHICKEHHE) MOXKE /1A CE& CBBPXKE C JIEKO
MTOBHINEH PHCK OT apTePHATHH TpoMOOTHIHN chOKTHA (HanpAMep MHOKapAeH HHPApKT WM HHCYIIT)
(mx.TOUKA 4.4).

HMa cpo0IneHHA 32 0TOM, XHIEPTOHHMA Y CHPACYHA HEIOCTATBIHOCT, CBBP3aHH C ynm'pcﬁa'ra Ha

HCIIBC. f"—* . '"h""‘*’-:;;a
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Cmomauino-4pesry Hapyuienus

e JIncnenchd, pnaTyleHIHd, rageHe, NOBpbmanHe, kopeMHa 60ka, 3amiex, quaphs (I0-4ecTo ot
1%),

Hapymerus B 9eprOApoOHaTA PyHKLINKA,

EsodarnT, racTpoayoneHamHa 138a, OKyNTeH W MaHAdecTeH xpeBoH3nHe (0,1~1,0%),
Koymt (no-panko ot 1%).

Hapywenua Ha koxcama u nOOKONCHAmMa Mokan

e Cupbex, ekchoNmaTHBHEA KOXHHM peakin (no-gecto oT 1%),
e Cromarwur, ypruxkapua (0,1~1,0%),

o Qotocercnbrmusaima (no-psaaxo ot 1%).

Hapyvienus na 6vbpeyume u nukgynume momuiya

Hapymeuns B 656peqHaTa yHKIIMA, 3aBHIICHH CTONHOCTH Ha kpeaTHHHH W/HH ypes (0,1~1,0%).

Crobmanare HA NOJNOIAPAHH HEXEJIAHR PeaKIHE

Cro0maBaneTo H2 NOJO3IMPAaHN HEXE/IAaHH PEakmAd Cliell paspelaBaHe 3a ynoTpeba Ha
JIeKapCTBEHHA NPOAYKT € BaKHO. ToBa [103B0NIABA 18 MPONBDKH HAOMOOECHHETO HA CHOTHOIIICHHUETO
110138/pHCK 32 JIEKapCTBEHAA NpoAyKT. HexenaHuTe peakum Moxe Na 0baat chobIneHn MHpEeKTHO
Ha U3memHATETHA areHm 1o Jekapcreata (MAJI):

BBIITAPUA, Codna 1303, yn. Jamad I'pyes 8
Ten. +359 2 8903417

en, momga: bda@bda.bg

yeGcadT: www.bda.bg

4.9 [IIpeno3mpaHe

Tsit kaTo HAMA cieUHdHUYSH AHTUAOT HAa MEJIOKCHKAM, B C/Iy4all Ha Npelo3HpaHe Ce Ipuiara
CTOMALIHA MPOMHBKA H NOJAbPXKALIO nedeHHe. KMAHMYHATE NpoyYBaHHA JOKA3BAT, Ye
ETMMHAHPAHETO Ha MEITOKCHKAM Ce MTOTEHUNPa OT KOJECTHPAMHH.

5. ®APMAKOJOI'MYHU CBOMCTBA

5.1 @apmMaxoaBHAMAYHH CBoHcTBa

dapMakoTepaneBTHIHA TPyTIa; HECTEPOHIHH IPOTHROBBEINANIHTE/INH CPEICTBA OT FPYTIATa Ha
OKCHKaMmTe (craga KbM K/1aca Ha eHONOBATA KHUCEITHHA).

ATC xog: MO1ACO6

Men6ex e HCIIBC, xoeTo npurexasa IMPOTHBOBR3NATMTENHO, 00e360/BaII0 1 AHTHITHPETIIHO
CBONCTBA, JOKAa3aHM MPH NPOYYBAHHA € XXHBOTHH.

MenokcHKaM TTPOABABE NPOTHBOBB3INAIIMTEIHA CBOCTBA ITPH BCHYKH CTAHAAPTHH MOJICIIH Ha
BB3NAICHHE.

IToTHCKAHETO HA MPOOYKUMATA Ha [MPOCTArTaHANHHUTE, KOMTO HMAT KJIOYOBA POJid B MPOLIECHTE Ha
BE3NANICHAS, 00SACHABA ePEKTHBHOCTTA HA MENIOKCHKaM. EXCrIepHMEHTAITHH MOJEITH C TUTEXOBE C
NpeIR3BAKAH apTPHT MOKA3BaT, ue MEJIOKCHKAM MMa I10-TOMsIMa TepaneBTHIHa INNPHHAA OT APYTHTE
HCTIBC, mpo ce 0THacA 00 yAlleporeHHNs U IPOTHBOBBINATHTENISH 10308 TOJEPaHC.

In vivo ipoy4BaHHA ¢ MEOKCHKAM TOKA3BaT, 9¢ HEXHOMPAIOTO My JAeHCTBHE BHPXY iy
MPOCTArIAHANHATE € MHOTO MO-roJIAMO B MACTOTO Ha BB3ManeHue, OTKOIKOTO B CTO
JIATaBHLA B OLOpedHaTa mpocTaraiaHguHOBa CUHTe3a. To3u GraronpusTeH u 3ac AT
koHHIEAAANCH PO Ha MeIHKAMEHTa Moxe OF Ce JbJDKH NoBede HA CeNIEKTHBHOTY v~ ", - .\ - "
naxubupane Ha COX-2, otkomkoTo Ha COX-1. CenextusHoTO WHXHOMpaHe Ha C X?:e qpl&sam £ )
HEONPOBEPIKAMO H NPELIH3HO C PA3IHYHM in Vilro TECTOBE NIOCOYEHH NO-10JY: ualcpo@am Ha - ‘ +1 I




I'PH3aYH, KyATYPH OT CBAHCKH a0PTHHA €HAOTEHHA KICTKH, MHITH MaKpogars, JOBEIIKH
peKOMOWHAHTHH €H3HMHH KyNnTypH B COS-KIeTKH.

VBenMgaBaT ce HAYYHHTE JOKA3ATEICTBA, KOHTO CBHICTENCTBAT 3a Bphika Mexay COX-2
WHXHOHpaHAe H TEpalleBTHIHATA e(HUKACHOCT HA MEJIOKCHKaM H roTuckaHero Ha COX-1 n
CTpaHMYHHATE ¢(eKTH BbPXy CTOMaxa H 0nOpeuuTe.

KJTHHEYHA NpoyYBaHus A0KA3BAT, Y€ HHUMACHTHTE Ha HEXXENIaHH peakliiy 3acaraliy
racCTPOHHTECTHHAITHAA TPAKT NPH NAMMCHTH NMPACMAIIM MEIOKCHKAM B HOPMAITHH JIO3HM €2 MHOTO T10-
MalIkO B CpaBHEHHe ¢ TeaH, koo nonssar apyra HCITIBC.

5.2 apMaxkoKHHETHYHH CBOHCTRA

AbcopbumaTa Ha MENOKCHKAM ITPH nepopaieH npHeM € nobpa §9%.
Cxopoctra Ha abcopOumsa He ce BIMAC OT MpUEeMa Ha XpaHa.

KoHIeATpanMATa Ha MEJIOKCHKAM JHAPEKTHO KOpeupa ¢ MPHETOTO KOMHIECTBO TIpe3 YCTaTa
(wanpumep 7,5 mg wim 15 mg).

CraGunHa [U1a3MeHa KOHICHTpaLMA C€ NMOCTHTra Ha TPETHA 0 METHA [eH OT HAYaNOTO HA JIEYEHHETO.
Huso0TO HA MENOKCHKAM B MIa3MaTa OCTaBa CTabH/IHO UM NMPH NMPOIBDKMUTENEH (0X0No 1 roanHa)
npueM. [Tosede ot 99% o1 MenokcHkaM, KOATO ¢ HAMHAP2 B XPBHETA, C& CBHP3BA C IUTA3MCHATE
OenTeIH.

Crnen ennoKpaTeH JHEBESH MPHEM HA MEJIOKCHKAM IIPOMEHHTE B NNIASMECHATE KOHLICHTPALlWH Ca
MARAMATHY - PA3IHKATE MOy MAHHMAJTHATA M MAKCUMAJTHATA CEpYMHA KOHIIEHTpAInA pH OIHEBHA
no3a 7,5 mg amH 15 mg ca 0,4-1,0 ug/ml u 0,8-2,0 ug/ml.

MenokcaxkaM HABITH3a B CHHOBHATHATA TEYHOCT, KATO KOHOEHTPallAATa My TaM ¢ MIPHOMH3INTEITHO
TIOJIOBMHATA OT Ta3H B MIasMaTa. [oaMa 9acT OT MeNToKCHKaM ce MeTabo3Hpa U Mo-Majtko oT 3%
OT JHEBHATA J03a C€ EKCKPETHpa KATO HeMpoMEHEHH MeTabOMHTH Upe3 H3NpaKHCHNATA.
HenpoMenenn MeTaGonuTH ce OTAENAT B MUHHMAITHO KOJIMMECTRO H Ype3 YpHHATA. [ IABHHAT ITHT 32
MeTal0/IN3BM ¢ OKCHIALAATA Ha METHNOBATA I'PYIa, KOATO C€ HAMHPa B THA3OIHITIOBHA NPBCTEH.
BpemeTo Ha MOY>KMBOT Ha MEJIOKCHKaM € okono 20 zaca.

(DapMaKOKHHETHYHHUTE OTHACAHHUA OCTABAT HEMPOMEHEHH NPH NalMeHTH ¢ YepHOoApoOHa
HEAOCTATHIHOCT M Jieka 10 CpeHa CTenceH Ha 6p0pedna HeNOCTaTHEIHOCT.

TInasMeHHST KIMPHHC Ha MeJIokcHKaM € 8 ml/min 1 Ta3u cToliHocT HaMansBsa ¢ Be3pacTra. O0eMET Ha
pasnpeneneHre Ha MEIIOKCHKAM € HHCBK H € okoJo 11 meTpa.

5.3 IlpeaxanaAYHE JaHHA 33 6ezomacHocT

[MpeaxTHHAYHATE DaHHH 33 Ge30MacHOCT He MOKA3BaT CHIIECTREHH PHCKOBE NPH ynoTpeba Ha
Men6ek. He e nabmogaras kapuHHOTeHeH edeKT Ha MEJIOKCHKAM ITPH MPWIOKECHACTO MY BhpXY
rpusavi.

MesokcukaM HAMa MyTarcHeH e(ekT pH Ames U3OATBAHHA HIIH KIACTOr¢HEH eQeKT NMPH HIIEABAHE
HAa XpOMO3OMHO OTKJIOHEHHE ¢ JOBEIKH THMQOIITH K TIPH in-vivo MAKPOAIPEH TECT B KOCTHHA
MO3BK Ha IPH3avH.

6. OAPMALIEBTHYHH JAHHH

6.1 CoAachbk HA DOMOINHEATE BEIIECTRA P TR
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Marsxesues creapat

6.2 HechLbBMECTHMOCTH

Henpunoxumo

6.3 Cpox na rogaoct

4 roguHU

6.4 CronenEannm ycJIOBHS HA ChXpaHeHHe

J{a ce cpXpaHABa HA MACTO, HEZOCTERIIHO 3a AEiia.
Ha ce cbXpaHABa B OPHIHHAIHATE ONIAKOBKR.

6.5 BaawrchALpKAHEHE HA ONAKOBKATA
PVC/PE/PVDC/anymunneB GrmmcTep.

Enun 6nucrep ¢cpappxka 10 Opos tabneTkm.

Ennn Wi Tpu OMMcTepa ce ONAKOBAT B KAPTOHEHA KYTHA

6.6 CoenHalHH OpeANAIHH MEPKH NPH H3XBLPJISHE

HstvMa cnemaanay A3HCKBaHAA.

7. TMPHATEXATEJ HA PAJPEIIEHUETO 3A YIIOTPEBA

HOBEJI ®APMA EOO]]

Oyn. ,berrapus’ Nel(09

Codnn 1404, brrrapua

8. HOMEP HA PAIPEINIEHHETO 3A YIIOTPEBA

Per. Ne: 20050124

9. TATA HA ITBPBO PAZPEIIABAHETIOJHOBABAHE HA PAIPELHIEHHUETO 3A
YIHIOTPEBA

Hara Ha mepBo pa3spemasane: (08.03.2005 r.

Ilara Ha nmocnenHo nogHoBsBane: 23.11.2010r.

10. JATA HA AKTYAJIHZHPAHE HA TEKCTA

01/2025




