KPATKA XAPAKTEPHCTHKA HA IPOAYKTA



1. HME HA JJEKAPCTBEHUWA ITPOAVKT

I KpamKke XApEKTPUCTIIKA Ha NIPOgYXa - pusosenue 1
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Menbex ®OPT 15 mg tabnerku
Melbek FORT 15 mg tablets
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2. KAYECTBEH M KOJMYECTBEH CHCTAB DGOEPEHUE Nt . vsvssimmeriresriessssl o

Beaka tabnerka ceaspka 15 mg menokcnkam (meloxicam).
ITomomnHu BellecTBa ¢ H3BECTHO ASHCTBHE: BCAKa TabaeTka cpAbpKa 34,35 mg Oe3B0oIHA TaKTO3a.

3a IBJIHNA CITHCEK Ha ITOMOLIHUTE BEIleCTRAa, BXK. Touka 6.1.

3. JERAPCTBEHA ®OPMA

TatOnerxa.
CBETNIOXKBNTH KPBIIH TaONETKY, ¢ JeMUTEHA YepTa OT €IHATa CTpaHa.
Tabnerkara moxke Aa OBA€e pasjiesieHa Ha JBE PaBHH MOJIOBHHH.

4. KJIMHWYHU JAHHM

4.1 TepaneBTHYHH NOKA3AHHSA

Menbexk ®OPT e HecteponasHo nporHeoBb3manuTenHo cpeAcTso (HCIIBC), xoeto e mokazaHo 3a.
¢ CHMIITOMATHYHO JIEUCHHE Ha PEBMATOMACH apTPHT,

¢ CHMIOTOMATHYHO JieieHHe Ha 60/Ie3HEeHa 0cTeoapTpo3a (AereHepaTHBHO-AUCTPOYHYHH
W3MCHEHHA B CTABHHUA XPYIII U KOCTHUTE),

¢ CHMITOMATHYHO JICUCHHEC HA aHKHWIO3Hpalll CIIOHAWIIHT.

4.2 Jo3upoBKA X HAYHME HA NPHIOKeHHE

Jo3HpoBKa

Jlo3upoBKa npu peBMaToMAeH apTpur: [lpenoprupanara go3a ¢ 15 mg AHeBHO. Moke a ce NPHIoKH
7,5 mg QHEBHO B 3aBUCHMOCT OT TepaleBTHYHHA OTIOBOP.

Jo3uposka npH ocTeoaprosa: IlpenopryBanarta 103a € 7,5 mg aneeHo. Ilpu Hy>Kna MOxe aa ce
MPUIOKY 15 mg AHEBHO.

Hozupoeka npy apkunosupaul cnoaaAunutT: [penoprusanara no3a € 15 mg aueBHO.

[Ipu maLMeHTH C BHCOK PHCK OT HEXelIaHH PEAKLHM: JICUeHHETO BHHArH TpAOBa 1a 3aro4ypa ¢
TO3HPOBKA OT 7,5 mg NHEBHO.

[IpH naumenTH CHC CITHO HanpeaHaia OhOpevHa HeIOCTATHYHOCT: JHEBHATA /1032 He TpadBa na
npesuiaea 7,3 mge.
MEJIOKCHKaM € 15 mg.

Heouampuyna nonynayus.
besonacHocTra u edexkTiBHOCTTa HA Menbex ®OPT npu Acua He € ycTaROBEHA.

Hauuy Ha NpUIoKEHUe




TabneTkuTe ce NPUEMAT ¢ BOAA WIM APYra TEUHOCT [10 BpEME Ha XpaHESHE.

4.3 IIpoTHBONOKA3ZAHMSI

CBpPBX4YYBCTBHTEIHOCT KbM AKTHBHOTO BEIIECTBO HIIM KBM HIKOE OT NNOMOLIHHTE BEINECTBA,
n30poeHH B TouKa 6.1.

KpbcrocaHa peaklys MOKe 1a Bb3HHKHE NPH NAalHEHTH, 32 KOUTO CE 3HAE, Y€ Ca YYBCTBHTEIHH KbM
auervncanuumiiat uim apyru HCIIBC.

Menbex QOPT e Tpabea na ce npunara npd NanMeHTH ¢ ACTMATHYHH NPUCTBITH, Ha3aJiHa MI0IUIO034,
aHrMoe/IeM HIIH YPTHKAPHANHH peakiiud kbM Besakakbs Bui HCTIBC.

Men6ex ®OPT He TpabBa a ce npuUeMa OT MAlHEHTH ChC CIACAHUTE TPHAPY>KaBaluH 3a00/11BaHHA
¢ AKTHBHa NeNTHYHA s3Ba,

e Texka CbpACUYHA HEAOCTATHYHOCT,

¢ Texxa uepHoApOOHA HEAOCTATEYHOCT,

e Texka Obp0pevHa HENOCTATHLYHOCT B NPEAAHATIAZEH CTa U,

¢ Jleua M IOHOIUH oA 15 roauilHa Bb3PacT,

¢ DbpeMEHHH M KBpMAadKH,

e (CKIOHHOCT KbM X€MOpPardH (CTOMAlIHO-YPEBHH, MO3BYUHM H Ip.).
4.4 ChnenHaJTHM npeaynpeKaeHHs B NpeAnasnE MePKH npn yonoTpeda

Kaxro nipu servkn HCIIBC, nanueHTH H3KHCKBAIlM cienMaliHO HabmoAeHHE ¢a Te3H, KOHTO ¢a HMaJil
OIUIAKBAHHA OT CTPAHA HA TOPHATA YACT HA raCTPOMHTECTUHAAHMA TPAKT U TAKHBA, KOHTO C€ JICKYBaT
C AHTHKOArYJIAHTH. AKO C€ TOSABU NENTHYHO pa3a3BIBaHe HIW KbPBEHE OT TaCTPOUHTECTHHAIHUA
TPAKT, TpAdBa na ce cnpe npueMa Ha Menbexk @OPT.

bvbpeuno yepeacoane
HCIIBC notuckar cuHTesara Ha ObOpeYHHTE NPOCTArMAHAUHA, KOUTO MORABPKAT PEHAJIHATA
nepdy3us B HopManHe rpaHaui. [IpH namueHTH ¢ HamaneH KpbBeH Ae0HT WK HEAOCTAThYHA

6v0peuna nepdysns, peranHara GyHKIMsS MOXeE [a ce AEKOMIIEHCUPA, KOSTO € Bh3BPATHMO CJIC]
cnupane Ha HCIIBC.

ITpH nauHeHTH ¢ JIEKa ¥ CpeHa CTeneH Ha Op0pevuna HeJOCTaThYHOCT (KPEATHHHHOB KIMPBHC Haj
25 ml) He ce Hanara pexyKuMa Ha 103aTa.

B TepMuHaNHUA cTaauii Ha XpoHH4HA 6L0peyHa HEIOCTATHEYHOCT, IPH OOJIHH HA XeMOAHAJIH3A,
IHEeBHAaTa 03a Ha MEJTOKCHKAM He TpA0Ba aa npesHinasa 7,5 mg.

B peaxu cnydan npunoxenuero Ha HCIIBC moxe s1a 1oBene no pa3BUTHETO HA HHTEPCTULIHATIEH
HedpHUT, rnoMepyaoHedpHr, MeaynapHa 6p0peuna HEKpo3a W He(ppO3€H CHHAPOM.

bomHu ¢ qexuparans, KOHTECTMBHA ChpicYHa HEOCTATHYHOCT, LIAP03d Ha YepHUA Apol, He(ppo3eH
CUHAPOM WU KIMHUYHO H3ABeHA OBOpeYHa HeIOCTATPYHOCT CHLIO MOTaT Ja HMAT MOBTAPALIH CE
OIUTAKBaHHAL.

npeay onepaTMBHHA HHTEpBeHIMK. [IpU Te3u GonHu BHUMaTeNHO TpadBa Aa ce cinenu 03
¢ysKkuHa U 00eMa Ha Uype3aTa B Hadainuua etan Ha nedeHnero ¢ HCIIBC.

Yepnoopobro yepexcoane



AKO TIPOMEHHTE NEPCHCTHPAT, IIPHIOKEHHETO Ha MEJOKCHKAM TpaOBa j1a Ob/ie MpeyCTaHOBEHO H
MaLMeHTHTE Ja ¢c€ HabMroJaBaT BHAMATETHO,

Tlpu NauHeHTH ¢ YepHOAPOOHA LIMPO3a B PEMUCHS HE € HeOOXOAMMO HaMaIBaHe JO3UTE Ha
MeTHKAMEHTA.

Cupoeuno-co008U U MOTBUHO-COO08U ehexmu

Heobxoaumo e aa ce ocurypsT noaxoadine HabmoaeHHe H CHBET 32 MAIMEHTH ¢ aHaMHe3a 33
XUIIEPTOHMS W/ WITH JIEKA 10 YMEPEHa KOHIeCTHBHA ChpAcyHAa HEAOCTATHYHOCT, ThH KaTO HMa
chOOIIEHHMA 32 OTOLIM W 3aabpKaHe HA TEYHOCTH, cBbp3anH ¢ edeHueto ¢ HCIIBC.

KnuHUYHE NpoyydBaHua H eNMHASMHOIOTHYHA JaHHH NOKa3BkaT, ye ynorpebara Ha HakoH HCIIBC
(0co0eHO BEB BHCOKHM HO3H H MPH NPOALILKHTENHC IPUITOKEHHUE ) MOXKe 13 Ob/ie CBEP3aHA C JIEKO
IIOBHIIEH PHUCK OT apTEPHAIHA TPOMOOTHYHE CHOMTHA (HAaNpUMEpP MHOKApPACH HHQAPKT WIH HHCYAT).
Hsama 10cTareyHO JaHHH, 34 14 C€ U3KIOYH TAKBB PHCK NPH MEJIOKCHKAM.

ITaneHTH ¢ HEKOHTPOMMpPaHA XHUIEPTOHHA, KOHMeCTHBHA ChPACYHA HEAOCTATHYHOCT, YCTAaHOBCHA
HCXeMUMHA SONecT Ha CrpueTo, 3abonasane Ba nepudepHUATe apTEpHH W/IH MOIBYHO-CHAOBA
GonecT, Tpsa0OBa fa ce ISKyBaT C MEJIOKCHKAaM CaMo Ciiel BHAMaTenHo obMuciaHe. Couoro tpiabsa aa
ce HMa TIpeJIBU NPEAY 3ai0YBAHE HA JBJITOCPOYHO JICUeHAE Ha MALMEHTH ¢ PHCKOBH (aKTOpPH 3a
ChPASYHO-ChAOBH CHOMTHA (HANP. XHIEPTOHHA, XMIIEPIHNUACMHAA, 3aXapeH THaler,
TIOTIOHOITYIIEHE).

Obwyu
BrumarenHo TpabBa ga ce caeadar HecTaOMiTHH M ¢j1abu O0IHH, ThH KATO IOHOCHMOCTTA HM KBM
CTpaHHYHHTE €(PEKTH € HaMaJICHA.

IIpH BB3pacTHH NALMEHTH TPAOBa Aa ce HMA NMPEABH MHOIOOPraHHa HeOCTATEYHOCT.

Menbex @OPT cbabp:ka 1akTO3a MOHOXM/IPAT.
[TaupeHTH ¢ peaxku HacIeACTBEHH IMPoOieMH Ha rajakTo3Ha HETIOHOCHMOCT, Laap TakTo3eH Ze@HUHT
WY ITIKOK030-ranakTo3Ha ManadbcopOums, He TpaOBa aa NMpHEMAT TO3M NEKAPCTBEH NIPOAYKT.

4.5 BiaumMogeHcTBHE ¢ APYI'H JEKAPCTBEHH NPOAYKTH H APYrH (JopMH HA B3AHMOXCHCTBHE

o Bucoxu oozu HCIIBC, sxmouumenno canuyunamu
EnnospemMennoTo npwioxkenvie va ape HCIIBC moxxe na npeanssika cHHEpriver eeKT ¢ pacK
OT FACTPOHHTECTHHATHO pa3sa3BABaHE M YBCIIMUCHHE HA KEPBECHETO.

e  Opannu anmuxoazyaanmu, muKlonuour, Xenapun, mpomeorumuyy
YBeNU4YeH pUCK OT KbpBeHe. KOraro chBMECTHOTO NPHIIOKESHIE € HAJIOKUTENHO, eKTHT Ha
AHTHUKOATYJIAHTUTE TpAOBA CTPHKTHO A3 ¢S CISIH.

o Jlumuii
EnHOBpEeMeHHOTO MPHIIOKEHHE HA MEJIOKCHKAM H MPOAYKTH ChABPKAUIH JHTHIA MOXKE Aa
YBEJIMYH IU1a3MEHOTO HUBO Ha JIMTHIA. [Ipn 3anouBane Ha nedyeHHeTo ¢ MenGek GOPT, npu
KOpPEKLHA Ha 103413, KAKTO W NPH CIHpaHe NpHeMa Ha MEJIOKCHKaM, € He0OX0auMO J1a ce
NMpoC/iesna ia3MenaTa KOHUCHTPaLksa Ha JIHTHH.

o Memompexcam
Menbek @OPT, kakro u apyrure HCIIBC, Mmoxke qa yBe/IMUH XeMaTOJOTHYHAaTa TOKCHYHOCT HA
METOTPKCAT. B Te3M ¢iydad e npenopbYruTesTHO NPELKM3HO MOHHTOPHpaHe Ha KPBBHATA KAPTHHE

o Konmpayenyus
HCTIBC morar aa samansat €(pHKacHOCTTa H2 HHTpAayTEPUHHHTE KOHTPALCHTHBH.

o Huwpemuyu
ChluecTByRa PHUCK OT pazBHTHE Ha ocTpa Op0peyHa HeAOCTaTEYHOCT NPH ACXHAPAT

naudenTH npuemam HCIIBC. CeeMecTHOTO Npuoxenue Ha Menbex ©OPT c 1
Hanara CTPHUKTHO clleZieHe Ha ObOpeunaTa QyHKIIHA.



e Aumuxunepmenzuenu meouxamenmu (bema-oroxepu, ACE unxubumopu, 6azo0upamamopu,

ouypemuyy)
EdnxacHOCTTa Ha aHTHXHIIEPTCH3UBHHTE MEIHKAMEHTH MOXKe Aa ObJie HaMalieHa Mopaay TOBa, 4e
HCITIBC nHxuGHpaT CHHTE3aTa Ha NMPOCTarjaHIHHATE, KOUTO HMAT Ba30AM/IaTaATHBHO JACHCTBHE.

® Koxecmupm t# CBBP3Ba MOJICKYJIaTa Ha MCIIOKCHKAM B TaCTPOHHTCCTHHAJNIHHA TPAKT - 110 TO3H
Ha4YHH C€ YBCIIHYaBa CIIMMHHHPAHCTO Ha MCJIOKCHKAM.

o HCIHBC(C ygenuuasam HepomoKkCUYHOCIMMA HA YUKAOCHOPUK IOBIIHABAMKH CHHTE3aTa Ha
npocTarnaHuauTe B OuOperre. B ciiyuan Ha eqHOBpeMEHHO NMPHIOKSHHE, CTPUKTHO TpsA0OBa Aa
ce CJIeAT noKasarenauTe Ha Ob0peunara pyHKumA.

o [Ipu eonospemenna ynompe6ba Ha nepugepry 6az00unamamopy, HanpuMep NEHTOKCH(HIIHH,
MOXE J1a ¢€ OYaKRa MOBUIIEH PUCK OT KbpBeHe.

AHTHALOY, UWUMETHAHH, THTOKCHH, ()ypO3eMHU HE TOBJIHARAT (PapMAKOKHHETHKATA HA MEJIOKCHKAM.

TpﬂﬁBﬁ Jd CC HMa APCIBHI B3aHMOACHCTBUETO HA MEJIOKCHKAM ¢ OpPAJIHHTC aHTI{,Il]{aGET HH CPCACTERA.

Ileduampuuna nonyrayus
[IpoyuBaHHA 3a B3aMMOJEHCTBUATA Ca MPOBEKIAHH CaMO NPU BB3PACTHH.

4.6 DepTHANTET, OPEMEHHOCT H KbPMEHE

[TpeaksMHUYHKM ODPOYYBAHUA HE JIOKA3BaT TepaToreHHH edekTH, HO OpeMEHHH U KbPMAauKH He TpsAOBa
na npueMatr Menbex GOPT,

JlekapcTBata ot rpynata Ha HCIIBC mMorat aa noBasasaT HebaaronpuaTHO Ha GepTHIHUTETA [IPU
’KEHH, KOUTO B MOMEHTA CE€ CTPEMSAT KBM 3a4yaTHeE.

4.7 Ed¢exTn BLpXY cnoco0HocTTA 32 Mopupane u padora ¢ MAIIHHH

He ca npoBexaanu npoyysaHnsa 3a epeKTHTE Ha MEJIOKCHKaM BEPXY cnocoOHOCTTa 3a modupane H
paboTa ¢ MallUHM.

Bonopeku ToBa, rIpy I0sBa Ha 3aMafAHOCT MM OTHAJAHAIOCT HE TpAOBa Aa ce modupa 1 paboTu ¢
MAILlJHHH. |

4.8 Hexenann TeKAPCTBEHH PEAKNHH

Psaako ce HabmoaaBaT CISAHHATE HEXKEIaHH JCKApPCTBCHU PCAKLHH, KOHUTO MOIaT Aa Obaar CBBP3aHH C
[IpHEMa Ha MCIIOKCHKaM.

Hapyvwenua na xpvema u aumgnama cucmema
¢ AHemus (rmo-yecto oT 1%),

e [lpoMaHa B kpbBHATaA KapTHHA, B JU(ePSHUHANHOTO OpOEHE HA JIEBKOIUTHTE, JIEBKOMECHHA,

tpombouuTonierus (0,1~1,0%). CbBMeCTHOTO MpHIOKEHHE ¢ MEAUKAMEHTH, YBPEXXIall¥ KOCTHHA
MO3BK, B YACTHOCT METOTPEKCAT, € npeapasnoarai] (akTop KbM pa3BHTHETO HA LIHTOMEHHA.

Hapyvwenus na nepenama cucmema

¢ ['napobonue (mo-uecto ot 1%),

* 3amaliBane, IIYM B YIIHTe, 3aMEIJIgBaHe Ha norneaa (0,1~1,0%).

Cvpoeunu napyuenus
KnHHMYHY TpoyYBaHuA ¥ €MHAEMHOIOTHYHI JaHHHU [IOKa3BAaT, ue ynorpebaTta Ha HAKQH kXAl
(0cOo0E€HO BBB BUCOKH A03M M NPH NPOAB/BEKUTEIHO [IPHI0KEHHE) MOXKE 1A C& CBBPIKE BEG
MOBHILIEH PHCK OT apTEpHANHU TPOMOOTHYHH CHOUTHA (HarpuMep MHOKap/eH uHbpapXir .
(Bx.TOUKA 4.4).




Hma cho0lLeHns 3a OTOLH, XHNIEPTOHHA M CEPACYHA HEAOCTATEUHOCT, CBBP3aHH C ynorpebara Ha
HCIIBC.

Pecnupamopuu, 2pvonu u MeQUACMUHAIHY HApYUleH U
Hpyrn HCIIBC, BKaroUYHMTENHO aspirin, a ChIIO U MEJIOKCUKAM, MOTaT Jia NIPSAU3BHKAT OCTHP

aCTMATHYCH MPUCTHI (MO-paako ot 1%).

CmoMamuno-upesHu HAPVUIEHUA

o Jlucmencus, ¢raTyneHLMA, rafeHe, NOBPHINaHe, KopeMHa 60/Ka, 3anek, AMapud (10-4eCTo OT
1%),

¢ HapylueHus B yepHoaApoOHaTa QYHKIUA,
e Esodarur, ractpoayonenanta a3ea, OKyaTeH win Manudecren kpbsousnaus (0,1~1,0%),

¢ Kouur (no-paako ot 1%).

Hapyviuenun na xooicama u noOKoxcHama MuvKay
e Copbex, ekchonuaTHBHH KOKHK peakumy (no-uecto ot 1%),

s  (CroMatuTt, yprukapus (0,1~1,0%),
¢ ®@orocencnOnnuzauma (no-paako ot 1%).

Hapywenus na 6vbpeyume u nuxounume Homuiya
Hapyitenus B 6u6peunara (pyHKIMA, 3aBHlIEHH CTOMHOCTH HA KpeaTHHUH W/unH ypes (0,1~1,0%).

CrofUIaBaHe HA NOJOZUPAHH HEKEIAHN PEAKITHN

CrolmaBaHeTo Ha NOO3HPaHH HEXENAaHH PESaKIAH Clie]] pa3pellaBaHe 3a ynorpeba Ha
JICKAPCTBEHHUS [IPOAYKT € BaXKHO. TOBa MO3BO/IABA a MPOAB/IKH HaOMFOAECHHETO HA CHOTHOWIEHHETO
[10J138/PHUCK 32 JIEKApCTBEHUS NpoAYKT. HexkenanuTe peakuud MoXxke Aa OsaT CHOOLIEHH THPEKTHO
Ha M3meiiHuTEeHA areHIs o nekapcereata (MAJL):

BLJII'APHUA, Codusa 1303, yn. Hamsu I'pyes 8
Ten. +359 2 8903555
en. nmoua: bda@bda.bg

yeOcaiT: www.bda.bg

4.9 Ipepozmpane

Toit kaTo HAMA cnelUdHUYECH AaHTHAOT Ha MEIOKCHKAaM, B CJTydal Ha Npeio3upaHe ce NpHiara
CTOMAILIHA MPOMHBKA H IOAABPXALLO JieyeHHe., KnuanmuHATe UpoyYBaHKA J0Ka3BaT, Ye
CIMMUHHPAHETO Ha MEJIOKCHKAM Ce NMOTeHLMPa OT KOJIECTHPAMHH.

5. ®APMAKOJOI'HNYHH CBOUCTBA

3.1 DapMakoanMaMHHMHY CBOWCTBA

(dapMakoTepaneBTHYHA Ipyna; HECTEPOUAHH NMPOTHBOBB3NAIHTEIHH CPEACTBa OT rpyIara Ha

OKCHKAMHTE (CIajia KeM Kjlaca Ha eHOJIOBATa KHCEJIHHA).
ATC kon: MO1ACO06

Menbexk ©OPT e HCIIBC, xoeTo npurexkaa NPOTHBOBBL3NAIUTENIHO, 00e300/14BALI0 H
AHTHIIHPETHYHO CBOMCTBA, OKA3aHU [IPH IIPOYYBAHHA C JKUBOTHH.

MesoKCHKaM MposBiABa NPOTHBOBE3NAIMTEHA CBOHCTBA IIPM BCHUKH CTaHAAPTHH MOJE
BB3NATCHHUE.




NpeH3BHKAH apPTPHUT, NMOKA3BaT, Y€ MEJIOKCHKaM HMa MO-ro/IIMa TepaneBTHYHA IUPUHA OT APYTHUTE
HCIIBC, wo ce oTHaca A0 YALUSPOreHHU ¥ NPOTHRORB3NAIHTENIEH 030B TOJNEPaHC.

In vivo npoyusaHms ¢ METOKCHKAM IMTOKA3BaT, 4¢ HHXHOHUPAINOTO My ASHCTBHE BHPXY
NPOCTATTIRHAWHHTE € MHOTO MO-TOJAMO B MACTOTO Ha BH3I1aJiEHHEe, OTKOJIKOTO B CTOMALIIHATA
nurasria H 6p0peyHaTa npocraraaHAMHORA CHHTE3a. 1031 OMaronpUATEH H 3aCHICHO
KOH(pHASHIHANECH NPodHI Ha MeAHKaMeHTa MOXKE OH ¢e IbJOKM MOBEUE Ha CEJIEKTHBHOTO
naxudupane ga COX-2, orkonkoro Ha COX-1. CenexkrupHoro HHXubOHpaHe Ha COX-2 e AoKa3aHo
HEOMPOBEPKHUMO H MPELU3HO C Pa3IHYHU in Vilro TECTOBE, MOCOYEHH NO-J0TY: Makpodard Ha
rpU3auu, KyJATYPH OT CBHHCKH 20PTHH €HIOTETHN KIIETKH, MHULIN MakpodarH, 4OBeUIKH
PEKOMOMHAHTHH €H3UMHU KYJITYpH B COS-KIIETKH.

YBenuuaBaT ce HayuHHTe QOKA3ATENICTBA, KOMTO CBUASTENCTBAT 32 BpB3ka Mexay COX-2
HHXUOHMpaHe ¥ TepaneBTHYHATA ¢(pHKACHOCT Ha MEJIOKCHKaM U notuckaHeTo Ha COX-1 u
CTpaHHYHHUTe ePeKTH BPhpXY cTOMaxa u OndpenuTe,

KJTHHHYHM NpOyYBaHus JOKA3BAT, Y€ HHUKMACHTHTE Ha HEKEMAHH PEaKIIMH 3acsrally
raCTPOUHTCCTHHAIIHMS TPAKT MPH NALMEHTH MPHEMAIIH MEJIOKCHKAM B HOPMAJIHH JO3H ¢a MHOTO NO-
MAJIKO B CpaBHEHHUE C Te€3H, KOUTO nonseat Apyru HCIIBC.

5.2 @apMaKOKHHETHYHH CBOHCTBA

AbcopbimaTa Ha MEJIOKCHKaM NpH NepopalieH TIpHeM e foopa §9%.
Ckopoctra Ha adcopOLma He ce BUAE OT MPHEMa Ha XpaHa.

KoHLeHTpauMaTa Ha METOKCHKaM JUPEKTHO KOpenHpa ¢ MPUETOTO KOMHYECTBO IIpe3 YCTaTa
(Hvanpumep 7,5 mg wiu 15 mg).

Crabuiina miasMeHa KOHUEHTpalUs ¢ NIOCTUIa HA TPeTHd 00 NMeTHS AEH OT Ha4ajloTO Ha JICYCHUETO.
HupoTo Ha MeJIOKCHKaM B IUla3MaTa ocTaBra CTaOHITHO M PH NPOAB/DKHTENEH (okoio | roanHa)
npuem. [Toeede oT 99% oT MenokCHKaM, KOHTO Ce HAMHPA B KPBBT4, C€ CBBhP3Ba C ILIa3MEHHTE
OenToiA.

Crnen enHOKpaTeH JHEBEH NPUEM Ha MEJIOKCHKAM [POMEHUWTE B IUIA3MEHHUTE KOHIEHTPALHH ca
MHHHMAJIHH - pa3JIHKUTE MEXAY MHHUMAJITHATA H MAaKCHMAaJIHAT4 CEPYMHA KOHLIEHTpalUUs IIPH JHCBHA
noza 7,5 mg w15 mg ca 0,4-1,0 pug/ml u 0,8-2,0 pug/mil. |
MenokcukaM HaBIH3a B CHHOBHATHATA TSUHOCT, KATO KOHLUEHTPALMATA MY TaM € NpHOIH3UTENHO
[IOJIOBHUHATA OT Ta3H B MNna3Mata. ['oaMa 4acT 0T METOKCHKAM ¢e MeTabon3|pa 1 no-Majlko oT 5%
OT AHEBHATa A03a CE eKCKPETHPA KATO HENPOMEHEHH MeTalOJIUTH Ype3 H3NPaXKHCHHATA.
HenpomeHenu MeTaOONIHTH Ce OTAESNAT B MMHUMAJTHO KOMUYECTBO U Ype3 YpUHATa. | MTaBHHUAT ITBT 32
MeTa0ONH3BM € OKCHAALMATA Ha METUIOBATA FPyIa, KOATO C€ HAMHUPA B THA3OJIMIOBHA NPBCTEH.
BpemeTo Ha NOAYKHBOT HA MENOKCHKAaM ¢ okoJio 20 yaca.

PapMaKOKMHETHYHUTE OTHACAHUA OCTaBAT HETIPOMEHEHH IIPH NALHEHTH ¢ YepHOAPOOHA
HEAOCTAaTBYHOCT M JIEKA 40 CpeAHa cTeneH Ha Op0pedyHa HemoCTaTLUHOCT.,

[I1a3MEHUAT KIWPBHC Ha MeNOKCHKaM € 8§ ml/min v Ta3u cToifiHOCT HaMasaBa ¢ Be3pacTTa. OOEMBT Ha
pasnpencncHiue Ha MEJIOKCHKaM ¢ HIUCHK ¥ € okono 11 auTpa. |

3.3 IlpeaxanHHYHH JAHHH 34 6€30IaCHOCT

[IpeaxnuHUYHKTE JaHHH 332 6€30MaCHOCT He MOKAa3BaT ChIIECTBEHH pUCKOBe OT ynoTpeda Ha
GOPT. He ¢ HabmonaBaH KapUMHOTEHEH €(EeKT Ha METOKCHKAM TIPH MPHJIOKESHHETO MY BB
rpU3ayqH, |
MenokcukaM HAMA MYTareHeH eekT NMpH Ames W3MATBAHAA HJIHM KJlacToreHeH eekT npi
Ha XPOMO30OMHO OTKJIOHEHHME ¢ YOBELIKH JJUM(OUWTH U NPH in-vive MUKPOAAPEH TECT B K¢
MO3BK HA IPU3a9H.

6. ©APMAIIEBTUYHU JAHHH



6.1 ChnHebK HAa NOMOIMHRTE BElleCcTBA
KpocnoBuaoH

IloBunoH
MuKkpoKpucTaliHa Lienyo3a

Harpuer uurpar

be3soaHa nakToza

Konounen 0e3B0/1eH CHIULIMEB AUOKCH
MarnesueB cTeapar

6.2 HecrBMeCTHMOCTH

Henpunoxxumo

6.3 Cpoxk Ha roanocr

4 roguHH

6.4 Crnennajnu ycjiopusl Ha CEXpAHEeHHE

Ja ce cpxpaHdaea Ha MACTO, HEAOCTHITHO 3a JeLa.
Ha ce cexpaHaBa B OpUrHHAJIHATA OIIAKOBKA.

6.5 Bua# cuabpxkaHHe HA ONAKOBKATA

PVC/PE/PVDC/anymunanes OomcTep.
Enuu 6nuctep chaspaka 10 Opos tabnetku.
EauH mm TpH OJ1MCTEpa ce ONaKoBaT B KapTOHEHA KyTHA

6.6 Cnennaanu npeana3s’HH MEpPKH NPH H3XBLPJISIHE

Hsama crierpaiary H3HCKBaHHA.

7. ITPHTEXKATEJI HA PAJPEIIEHHUETO 3A YIIOTPEDBA

HOBEJI ®APMA EOQOJ]
»OKONMOBPBCTEH BT No 36
Codmns 1415, benrapns

8. HOMEP HA PASPELHIEHHUETO 3A YIIOTPEBA

Perucrpanuonen Ne: 20050125

9. JIATA HA ITbPBO PA3PEHIABAHE/TIOTHOBSIBAHE HA PASPEIIEHUETO 3
YOOTPEEA

Harta Ha nepBo pasperwuasane: 08.03.2005 r.

Jlata Ha noAHOBABaHE Ha paspelleHHeTo 3a ynorpeba: 23.11.2010 r,

10. JATA HA AKTYAJ/IM3UPAHE HA TEKCTA
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