JIMCTOBKA 3A AIIMEHTA

Monsn, npovememe HUMAMENHO MA3U AUCMOBKA Npedu 04 3anoyneme Bawiemo neyenue.
3a Qonvanumenna unghopmayus ce obpryaime kom Bawus nexap unu papmayesm.
Toea nevenue e npedmucanc om aekap cneyuanno 3a Bac u ne mpabea 0a dasame nexapcmeonio Ha apyeu
xopa. Jlexapcmeomo mosice 0a um Haspecu, OOpL U AKO uMam Coljume OnIaKeanus Kamo Bac.
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MELBEK 7,5 mg tablets Lm:-mbf{ﬁmum U GERAPLIDAIA

MENBEK 7,5 mg TrabneTtku T oane - (puase e £ B '
?\?f'ﬁ-c’lo 22.-01-08

MENBEK ®OPT 15 mg Tabnetku [ 3/2%03.07

menokcukam (meloxicam) T |

Tabnetku

CBbCTAB:

Bcsika Tabnetka Melbek / Melbek Fort cuabpxa 7.5 mg / 15 mg meloxicam.
MoMowHM BellecTBa: KpocnosugoH, noeugoH K-30, asvwuen PH 102, naTpuesn
uuTpaT, Nakrosa /6easogHal, aeposun 200, marneauneB crteapar.

NEKAPCTBEHA ®OPMA U ONAKOBKA
Melbek / Melbek Fort moxe aa HamepuTe B onakoska oT 10 unu 30 TadneTkw.

MpuTexaTen Ha pa3pelleHNeTO 3a ynoTpeda n BHocUTenN
HOBEN ®APMA OO0

6yn. CumeoHoBckO wWwoce Ne 24

Codoua 1700, bnrapus

NpouasoauTen
NOBELFARMA ILAC SANAYII ve TICARET A.S.

Sancaklar Koyu 81 100 / Duzce, Typuua

®APMAKONOTNYHA OAHHA

Melbek / Melbek Fort e HecTepoOMAHO NPOTUBOBL3NANMUTENHO CPeaAcTBO (HCNBC)
KOETO WMa CHeAHuTe, AO0KA3aHU NPOTUBOBbL3INANIMTENHW, obe3bonABawm W
aHTMnupeTnuHu ceovictea. Melbek / Melbek Fort nokassa aHTUBBL3INANIUTENHW
CBOMUCTBA MNPU BCUYKM CTaHOApPTHM Mogaenu Ha Bb3NaneHue. NMopaon
cneumdmxata cu Ha aeictene Melbek / Melbek Fort HAMa u3pa3eHUTe HeXenaHu
edbekTu BBLPXY cTOMaxa u O6bOpeuute, xapakrepHW 3a ApyrM HeCcTepOUAHW
APOTMBOBBH3NANUTENHU CPeAcTBa. C KNMUHUYHKU NPpOYYBaHNA ACHO € AOKA3aHO, HE
WHUMAEHTUTE Ha HeXeNaHu peakuum OT racTpOMHTECTUHANHUA TpakT NpPK
naunent npuemawm Melbek / Melbek Fort 8 Hopmaniu A03M ¢a MHOTC NO-Malko
B CpaBHEHMWe ¢ Te3au, kouTo nonssart gpyrym HCIBC.

Mpe3 yctata Menokcukam ce abcopbupa nobpe (89%). CxopocTTa Ha abcopoLuus
He ce BNMse OT nNpuema Ha XpaHa. KoHueHTpauuaTa Ha MeaAMKaMeHTa ANPEKTHO
Kopenupa ¢ NPUeToTO KONU4YeCTBO Npe3 ycrara (Hanpumep 7.5 mg unu 15 mg).
CTabunHa NnasMeHa KOHLUEeHTpauus ce noctura Ha 3 Ao T HavYanoTo Ha
neuenneto. lNoseue oT 99% oT Melbek / Melbek Fort, xojife:ce'Ha B KpbBTA,
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CnocobHocTra Ha Melbek / Melbek Fort 3a HaBnu3aHe B CUHOBHanNHata Te4HOCT €
pobpa; KOHUeHTpauusita My Tam e npudnu3uTesiHo nonoBuHaTa OT Tasu B
nnasmara.

Fonama uact oT Melbek / Melbek Fort ce meTabonusupa u no-manko ot 5% ot
nHeBHaTa J03a Ce eKCKperupa KaTo HenpomeHeHu meTabonutn 4pes
M3NpaXKHEeHUATA.

HenpomeHexHyu MeTaGonuTn ce OTAENAT B MMHMMANHO KONUYeCcTBO Ype3 ypuHara.
BpemeTo Ha NONYXMBOT Ha Menokcukam e okono 30 yaca. PapMakOKMHeTUYHUTE
nokasaTenu OCTABaT HENPOMEHeHu MNpM NauueHTH C  YepHOApoOHa
HeAOCTAaTBLYHOCT M NEKa A0 cpefHa cTeneH 6LOpeyYHa HeQOCTaTHLYHOCT.

NMNOKA3AHUA

Melbek / Melbek Fort e HecTepouaHO NPOTUBOBL3NANUTENHO CPERCTBO, KOETO €
nokKa3aMo 3a CUMATOMATUUYHO NeYeHne Ha:

e peBMaTOMAEH apTPUT

e GONe3HeH OCTe0apTpHUT (apTpo3a, AereHepaTuBHU 3a6onNABaKHKA Ha CTaBuTe)

e aHKuNo3upal, cnoHAUNUT (6onect Ha bexTepes)

NMPOTUBOTIOKA3AHUA

Melbek / Melbek Fort e npoTuBonokasaH npu NaUUEHTH, KOMTO Ca
CBPBLXYYCTBUTENHM KbM MENOKCHMKAM Mnu ApyrM CbCTaBKW Ha npenapara.
KpbctocaHa peakuusi MOXe 1a Bb3HUKHe NPKU NalMeHTH, 3a KOMTO Ce 3Hae, Ye ca
YYCTBUTENHU KbM aletuncanuuunar (acnupuH) unu Apyru HCMNBC. Melbek /
Melbek Fort He TpaOBa Aa ce npunara ouwe nNpy nauueHTH € ACTMaTU4HK
NPUCTLNW, Ha3aNlHW NOSIMMK, OTOK KOUTO MOXe Aa 3acerHe nuueTo, KpanHuuuTe,
YCTHUTE, €31Ka, MLpnoTo (aHrmoeaem) N ypTtukapuanHu peakuum KbM BCHKAKLE
sua HCINBC, kakTo U B CnegHUTe Cny4au:

e AKTMBHA nenTtvMuyHa A3Ba

Texka yepHoAPOOHA HEAOCTATHLYHOCT

Texka 6 bOpeYHa HeQOCTaTBLYHOCT Oe3 guanusa

Neua n woHowu nof 15 rogMwHa BL3pacT

BpeMeHHU 1 KbpMa4KH

KbpBeHe, He3aBUCUMO OT KaKbB TUN

CNEUMANHU NPERYNPEXAEHWA U NPEANA3HU MEPKW IPW YNOTPEBA
Melbek / Melbek Fort Tpsa6Ba Aa ce npunara ¢ ocODeHO BHUMAaHUE B HAKOW
cnyyau, 3aToBa npeau Aa 3anovyHeTe neYeHwero C Melbek / Melbek Fort
uHdopmupanuTe Baluna nekap, ako crpapnare oT:

e XpoHOCMMNAaTENHM HapyleHua (ezocharuT, racTpuT, A3Ba Ha CTOMaxa unu Ha
ABaHageceToNPLCTHUKA)

CupAeyHa HefQoOCTaTbYHOCT UM BUCOKO KpbBHO HanArave

CbpaevHo, yepHoaApoObHOo unu 61L6peuHo 3abonnaBaHe

FleyeHue ¢ auypeTuum (OTBOAHABALLY CPeACTBa) MTU CKOPOWHA onepalus
Mpekapada acTMa: B HAKOM crny4yau € BbL3MOXHA MposABa Ha aneprutiim
peakyui KbM acnMpUH UK APYru CpeAcTBa OT rpynarta Ha HCMNBC (xbm Kouto
npuHagnexu u Melbek/ Melbek Fort)

» AKO cTe NOANOXEeHWU Ha NevYeHne ¢ NpoTUBOCLCHMpBalL
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Bawusa nexap 8 cnegHuUTe criyvam:



e [lpu cromMaWHO-YpeBHO KbpBeHe (OT ycTaTta unu B U3NPAXKHEHUATA, YEePHO
OLBETABAHE HA M3NPAXHEHUATA)

e [MMpuaHaun NOACKA3BAWM CEPBLXYYBCTBUTENTHOCT KbM JleKapcTBO W NO-TOYHO
acTMaTUyYeH NPUCTHLIM, BHE3anHO NoAyBaHe Ha NMULIETO UM MPAoTo, NOARA Ha
MeEXYPW

NekapctBa kato Melbek / Melbek Fort moraT aa 6baar CBbLP3aHU ¢ NIEKO NOBULIEH

PUCK OT ChpAeveH MHUMAEHT (MUOKapAeH nHdapkT) unu uHcynt. Beceku puck e

No-BeposTeH NPU BUCOKM AO3W U MPOABLINKUTENIHO neYeHMe. He npeBULaBauTe

NpenopLYaHUTE A03U M MPOALIKUTENTHOCTTA HA NeYeHUeTo.

AKO uMaTe NpoGnemMM CLC CbpLeTo, NpeKapaH MHCYNT UNu MucnuTe, 4e 3a Bac

MOXe Aa MMa PUCK OT nossata MM (Hanpumep, ako wumarte BUCOKO KPBLBHO

HansaraHe, auabeT, NOBULWIEeHW CTOMHOCTK Ha XonecTepon unu cTe nyway) Tpaéea

na 06cbLAUTe Nnedenueto ¢ Bawua nekap wnu chapManestT.

BpemeHHOCT U KbpMeHe

To3u nexapcTrBeH MNPOAYKT He ce npenopb4Ba 3a ynotpeb6a NOo Bpeme Ha
6pemeHHOCcT. YnoTpebara My no Bpeme Ha KbpMeHe TpaGBa ce u3bArea.
KoHcynTupaire ce ¢ Bawua nekap npean ynoTpe6a Ha nexapcTBeHK NPOAYKTH NO
BpeMe Ha OpeMeHHOCT UNn KbpMeHe.

NekapcTBata OT rpynara Ha HCMBC morar fa noBnuasT HeGnaronpuUATHO Ha
cthepTMNMTETA HA XEHW, KOMTO B MOMEHTa Ha ynotpebarta ce CTPeMAT KLM
3avyaTme.

NEKAPCTBEHW B3AMMOLENCTBUSA U APYIY ®OPMU HA B3AUMOAENCTBUA
Monsi, nndopmupaiiTe Bawma nexap, ako B3umare uUnu AO0CKOpo cTe B3umManu
OpYyr¥ nekapcTBeHM NPOAYKTH, AOCPU U TaKMBA, oTnyckaHu ©0e3 nekapcko
npeanucanue. OcobeHo BaXHO e Aa MH(opmupare Bawua nekap, ako Baumare
nepopanHu aHTUKOAarynaHTu (NpoTMBOCHLCUPBALUK nekapCcTBEHHU NPOAYKTH), APYTH
HecTepoMAHU NPOTUBOBBL3NANUTENHU CpeAcTBa, BUCOKK AO3N acnUpuUH, Xenapux
(npunaraH UHXeKUMOHHO), NUTUNA, BUCOKM [O03N METOTPeKCcaT, TUKNONUAMH,
NPOTUMBO3aYaTb4yHW CPeACcTBa, OTBOAHABAWM CTPEACTBaA, neKapcTBeHn NpoaAyKT\
aa [OHMKaBaHe Ha KPbLBHOTO HansraHe, XosieCTUPaAMMH, LIUKNOCNOPUH,
nepopanHu aHTnanabeTHu cpeAacTBa.

BIVUSIHUE BbPXY CMNOCOBHOCTTA 3A WOGUPAHE W PABOTA C MAWLWHW
Melbek / Melbek Fort He Oka3Ba HeraTUBHO BNIMAHUE BBLPXY MCUXOCOMATUHHWUA
CTATYC M aKTUBHOTO BHUMaHwue. lNpu oTaenHn NaLnenTu TOW MOXe A3 Npeau3BnKa
2aMasiHOCT U ChHAMBOCT. B TakMBa cnyuau He ce npenopbysa U3BbpLUIBaHE Ha
AeWHOCTH, CBbP3aHU C aKTUBHO BHUMaHKE U wodupaHe.

NO3UPOBKA U HAYMH HA NPUTOXEHWUE

PeemaTtounges apTput: 15 mg/neH. B 3aBUCUMOCT OT NOBNUABAHETO, Ao3aTa MOXe
Aa

6bae HamarneHa ao 7.5 mg/aeH

OcteoapTpuT: 7.5 mg/aeH. Ako e Heobxoaumo, AO3aTa MOXKE A 0bLae NoBUllIeHa
AO T

15 mg/AeH. S o

Axinoaupall cnoHgwut: 15 mg/gen / wet )

Mpu nauMeHT ¢ BUCOK PUCK OT HeXenaHu rnekapc

BuHarM Tpabea Aa 3anousa ¢ 7.5 mg/ae.
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Mpu nauneHTU CbC CUNHO HanpeaHana 6bLO6pevHa HepOCTaTLUYHOCT: AHEBHaTa
no3a He TpAGBa aa npesuwaBa 7.5 mg/aeH.

Mpu 60NKOBU CHLCTOAHMUA, Ao3aTa Ceé Kopurupa camo OT nexkap: MaKkcuManHarta
nHeeHa po3a Ha Melbek/ Melbek Fort e 15 mg/aeH.

ToLi KaTo AHeBHAaTa A03a Npu Aela He e YTOYHeHa, To3u MeAuKaMeHT ce npunara
camMo Npm BL3PacCTHM.

TabneTkuTe ce NpUeMaT ¢ Boaa unu apyra Te4HOCT Nno BpeMe Ha XpaHeHne.

NPEAO3UPAHE
Tbil KATO HAMaA cneuuduyeH aHTUAOT, B Cllyyaid Ha npegosnpaHe, HezabaBHO ce
cBbLpXKeTe ¢ Bawua nekap.

HEXXEJTAHW NEKAPCTBEHU PEAKLIUA

Paako ce HabnwopfaBaT cnefHutTe CTpaHUW4HU e(ekTU, KOUTO BepoATHO Ca
CBBbP3aHM C NpMeMa Ha MeJTIOKCUKaMm:

CmomaliHo4YpesHU.

Mo-yecto oOT 1%: paucnencusi (HapyweHue Ha XpaHOCMWIIaHeTO), raAeHe,
noBpuIlaHe, KOpeMHa Gosnka, 3anek, AMapus, MeTeOpU3bM (noayBsaHe Ha Kopema).
Mexay 0,1 u 1%: npexoaHu HapyleHus B napaMeTpuTe Ha yepHogpobHaTa
dbyHKUMA, ypUrBaHe, esogarut (BbananeHne Ha XpaHonposoAa), A3Ba Ha cToMaxa
uInm ABaHafeceTONPBLCTHUKA, CKPUTM WY  MAKPOCKONCKU YCTAHOBUMWM
CTOMAWHOYPEBHU KPBLEOTEUYEHMUS.

Mo-manko ot 0,1%: racTpouHTecTUHANHa nepdropaLuna, KCIUT, XenaTuT, raCTpur.
Kpbe u KpBE0MeEOopPHU Op2aHuU.

Mo-yecTo OT 1%: aHEeMMUA.

Mexay 0,1 n 1%: npomeHun B Oposl Ha KpPbBHUTE K/ETKW, BKNHOYUTENHO B
AudbepeHUnanHoTo 6poeHe Ha benuTe KPLEBHU KINeTKU, NeBKoNeHun (HamanaBaHe
6poa Ha Genute KPLBHU KneTku) M TpombouuToneHus (HamansaBaHe OpoA Ha
KpbBHUTE nnouynuM). CHbBMECTHOTO NpunoxeHue C MeaUKameHTH yspexaalin
KOCTHMS MO3BLK, B YacTHOCT MeToTpekcaT, e npeppasnonarau pakrop KbM
pa3BUTUETO Ha LUTONEHMA.

KoxHu:

Mo-vyecto OT 1%: chLpbex nNo KoXaTa UNKu nuraBMLMTe.

Mexay 0,1 u 1%: cromaTtut (Bb3naneHue Ha nuraBuuaTa Ha ycrvHaTa KYXWHa),
yPTHKapua (KONPUBHA TpeckKa).

No-manko oT 0,1%: GpOoTOUYYBCTBUTESTHOCT.

HduxamenHa cucmema.

Mo-manko ot 0,1%: nNpv HAKOM UHAOAKBUAWM cnea nNpUIoXKeHWe Ha HCIMBC,
BKIIOYMTENHO acnMpPUH, a Cbio U MenoKkcukam e 6mna HabnwapaBaHa NosBa Ha
ocTpa acTMa.

LlenmpanHa HepeHa cucmema:

No-yecTo ot 1%: 3aMasiHOCT, rnasobonue.

Mexay 0,1  1%: CBETOBBLPTEX, WyM B YIUTE, CHHITUBOCT.

MNo-manko ot 0,1%: 4YyBCTBO Ha OOBLPKAHOCT WU Ae30pUeHTaLusA, U3IMEeHEeHNE Ha

HaCTPOEHMTO.
CrpdeuHocnOo8a cucmema: A
Mo-yecTo OT 1%: egem (OTOK). AT RTINS
Mexay 0,1 u 1%: NOBULIEHO KPLBHO HansraHe, Chpugbuene, 3aneprarate.
NekapcTea kaTo Melbek / Melbek Fort morat Aa 6LAAT-EELPIAHN C\ NOBULICH
PUCK OT CLpAeYeH MHUWAEHT (MMOKapAeH uHogapkT) E_lur i‘il-lcyn‘rf.
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YpozeHumanHa cucmema:

Mexay 0,1 n 1%: HeHOpManHu napameTpu Ha 6b6peynara ¢pyHKkUMA (NOBULIEH
cepymMeH KpeaTMHWMH u/unu cepymHarta ypes).

3pumenHsu HapyweHusn

No-Manko oT 0,1%: KOHIOHKTUBWT, HapyuwieHus B 3peHueTo, BKAKOUUTENHO
3aMbLIMeHo 3peHue.

Peaxuuu Ha cepbXxyycmeumenHocm (anepauqHu peakyuu)

Mo-manko ot 0,1%: aHrmoegeM {(BHe3anHo nogyBaHe Ha NMULUETO WITK rpnoTo) v
peakuuu Ha CBPbXYYBCTBUTESNHOCT OT OBbP3 TUN, BKMIOYUTENHO aHachunakTrongHu
| aHa(PUNAKTUYHN peakuvn (BuA aneprudHa peakuus ot 61bp3 TUN).

KOHCYNTUPAUTE CE C BALUMA NEKAP, AKO 3ABEJIEXXWTE HEXEJIAHW
NNEKAPCTBEHM PEAKLUM.

HAYUH HA CBbXPAHUE

AA HE CE YNOTPEBABA CNEQ N3TUYAHE HA CPOKA HA rogHoOCT NOCOMEH
BbPXY ONAKOBKATA

[a ce cbXpaHABa B OpuruHanHaTa onakoBka.

[la ce cbXpaHABA Ha MACTO HEAOCTHLNHO 3a Aeua.

He ce M3ucKBaT cneuuanHu TeMnepaTypHu ycnoBus Ha CbXpaHeHUe.

[la ce naswu OT CBETAUHA U BRara.

MpoaaBa ce NO NeKapcko ripeanucaHune.
MocbLBeTBaWTe ce ¢ Bawmnsa nekap npeau ynotpeoda.

PermcTpaumoHeH Ne:
Nara Ha nocneaHa peAakuusi HA IMCTOBKaTA: HOHW 2008 r.




