KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HME HA JIEKAPCTBEHUA ITPOAYKT /0 S8 & j?_j}_
Melbek 15 mg/1,5 ml solution for injection

Menbek 15 mg/1,5 ml HHXeKIMOHEH Pa3TBOP &y Y #3 19 -05 2028
2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcsaka amnyna ¢ 1,5 ml umkekunoneH pa3teop cpabppxka 15 mg (10 mg/ml) menokcukam (meloxicam).
3a MbJIHUA CMUCHK HA MOMOILIHUTE BElleCTBA BUXKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA
MHxeKLMOHEH pa3TBOp 3a ABJIOOKO HHTPAMYCKYJTHO IMPUIIOXKEHHE.

BucTbp, XBAT pa3TBop B 6€3LBETHH aMITyJIH.

4. K/IMHHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3aAHUS

Menbek e moka3aH 3a KpaTKOTpaiHO 06JieK4yaBaHe Ha KIIHHHYHUTE NMPOSABH H CUMIITOMH TPH:
- OcrteoapTpHr,
- PeBMaTouaeH apTpHr,
- AHkunosupai cnoHaMnMT (bonect Ha bexTtepes).

4.2 Jlo3HpOBKAa H HAYHH HA NPH/I0KEHHE

lo3upoBKa

[lpenopbunrennara noza Menbek e 15 mg (eqHa ammyna) Beausxk AHeBHO. Korato e Heo6xoaumo aa
ce u30erHaT CTpaHMYHHUTE e(eKTH, NpenopbYHTE/IHaTa JHEeBHA 103a € 7,5 mg.
MakcumanHaTa npenopb4MTesIHa AHeBHa fo3a € 15 mg (1 amnyna).

Menbek ammynu TpaOBa 1a ce U3Mo3BaT CaMo Mpe3 MbPBUTE 2 10 3 AHHU OT JedeHueTo. [1pu

HeoOXO0AMMOCT 3a MpoABb/HKaBaHE HA TepaluATa ce NnpenopbuBaT nepopajiHuTe Gopmu (Hanp. Menbek
7,5 mg Tabnerku u Menbek @OPT 15 mg Tabnetkn).

[Ipu naueHTH ¢ TexKa 0b0peYHa HEAOCTATPYHOCT, MOUIOXKEHH Ha IHaJIN3a, MaKCUMaJTHATa JHEBHA
103a He TpAOBa 1a HaaBHIIABa 7,5 mg.

HexxenaHuTe jiekapcTBEHH peakiMd MoraT Aa Ob1aT HamaJleHH, aKo KOHTPOJIMPAaHETO Ha CHMIITOMHUTE
ce MOCTHIra NPH Bb3MOXKHO Hal-KpaTKOTPaiHO leueHHne (BHXKTe TouKa 4.4).

HauuH Ha npuioxeHue

Menbek aMITysid ce rnmpuaraT KaTo Abja00Ka HHTPAMYCKYJIHA HHXKEKLIHUA.
Menbek aMnyJiu ce npuaraT camo MpH Bb3paCcTHH.

4.3 IlporuBonoka3zaHHsn

Menbek e [MPOTHBOIIOKA3aH IIPH INAUHEHTH, KOUTO Ca CBPBXYYBCTBUTC/IHH KbBM MECJIOKCHKAaM HJIM KBM
HAKOE OT INNOMOLIHHTE BCUIECTBA HA JICKAPCTBCHHA TTPOAYKT.




Menbex He TpaOBa Da ce NpUnara Npu MalMEHTH ¢ aCTMA, YPTHKAPUA WIH allepryaHo-noa00HH
peaxkLiy cJiel NpHeM Ha ALeTHWICAIMIAIOBA KHCEHHA (ACTIHPHH) WIH APYTH HECTEPOHAHH
npoTHROBBL3NANNTENHU cpeactsa (HCIIBC).

Menbex ammynH He TpAOBA Ja ce MpUnara ¥ MpH NalMEeHTH C:
- OCTpa NenTHYHA A3BAa,
- TEXKa YepHoApoOHa HenoCTaThYHOCT,
- TeXKa OpOpeuHa HeJOCTATHLIHOCT Oe3 Ananu3a,
- CBhINECTBYBALLO MaCTPOUHTECTHHAIIHO KbPREHE,
- CKOPOIIHO MO3BbYHO-ChAOBO KbPBEHE,
- TEXKa ChpACYHA HEAOCTATBYHOCT,
- [IpM Jela ¥ IOHOUIM NMoA 15 roaumiHa Bb3pacr,
- NpH OpEMEHHOCT H KbpMEHE.

Menbek He TpabBa aa ce nputara Mpy CBPBXYYBCTBUTEIIHOCT KbM MENTOKCHKAM HIH KBM HAKOE OT
MOMOIIHHTE BEIECTBa, H3OPOCHH B TOYKaA 6.1.

4.4 ConenHansy NpeaAyYNPeXIeHAN B NpeiANaiHd MepkH NPH ynotpeda

Egexmu svpxy 2acmpounmecmunannus mpaxm (I'HT}

KakTto npu Bcuuku HCIIBC, sxmounTenHo u npu ynotpedata Ha Menbek, Morar fa ce Habmojaasar
CEPHO3HH raCTPOMHTECTHHAIIHH CTPAHHIHH ARICHHS KaTO Bb3NalleHHE, KbpBEHE, YLlepallui 1
nepdopalug Ha CTOMaxa, TBHKOTO WIH 1e6enoTo 94epBo, KOUTO MOXeE Aa ce okaxat daranuu. [Ipu
nauuenTute, nekyBaHu ¢ HCIIBC, Te3n cepHo3HnA CTpaHUYHU ARICHUA MOraT [1a c€ MOABAT NO BCAKO
BpeMe ¢ WK 6€3 HacOMBAIH CHMITTOMH.

OnnakBaHHMA KaTo rafieHe ca YeCcTO CpellaHH ¥ MOTaT Ja ce MPoABAT MO BCAKO BpeMe Ha JIEeUeHHETO ¢
HCIIBC. INopanu ToBa TpAOBa Aa ce 06pbiila 0cob6eHO BHUMaHHE Ha YIILEPALHHTE U
raCTPOMHTECTHHAJIHOTO KbPBEHE, AOPU KOraTo MalMeHTUTE He Ca HMaIH CUMIITOMH OT CTpaHa Ha
CTOMAILHO-YPEBHHUA TPAKT NPEAH 3an0YBaHe Ha TepanmuaTa.

Y nuepaumy, MaCHBHO KpbBOTEUEHHE HIH nepdopaliuy Ha TOPHHUA CErMEHT Ha raCTPOMHTECTHHAITHHSA
TpakT, npeaussukany ot HCTIBC, ce HaGmonasar npy okono 1% oT nauueHTHTE, NEKYBAHH B
NpoAb/DKeHHe Ha 3-6 Mecenia v IIpK 0KoJ10 2-4% OT NaLMeHTHTE, NICKYBAaHH 3a nepuod oT | roguHa ¢
MEJIOKCHKaM.

HCIIBC TpabBa na ce u3anuceat ¢ ocobeHo BHEMaHHE [TPH NMALMEHTH ¢ JaHHH 33 A3BeHa 0OJIeCT WIH
KbPBEHE OT raCTpOMHTECTHHAIHKA TpakT. [loBeeTo CNOHTaHHM CHOOLLECHNA 3a (paTaTHH CTPAHHYHH
ABJIeHHA OT crpaHa Ha [T ca npu natiuenTy B HanpeaHana Bb3PacT WIH TakuBa C ACOUNTUTET.

3a na ce HaManIH 10 MHHEMYM TIOTEHUHANTHUA PHCK OT CTOMAIIHO-IpEeBHH HapyLOCHHA, TpAOBa na ce
MpHnara Had-mankata epekKTHBHA 1032 32 Bb3IMOXKHQ Hai-KpaThK NEpHOA OT BpeMe (BXK. Touka 4.2 u
M0-J0JTy MOCOMEHHTE racTPO-HHTECTHHAIIHH U CHPACHHO-CB0BU PHCKOBE),

[Tpr BHCOKOPHCKOBH NMalLMEHTH TpaOBa a ce KMAT NpeABHU AITEPHATHBHA METOIM Ha JIEYeHHE,
kouto He emouaT HCTIBC,

[NauueHTHTE ¢ AaHAMHECTHIHH JaHHHK 3a NENITHIHA 3BEHA GONeCT /KM racTPOUMHTECTHHANHA
xeMoparua, nmpu kouTo ce npunarat HCIIBC, uMmart neceTokpaTHO yBeJIUIEH pHCK OT pa3BHTHE Ha | U
KBPBEHE, B CPABHEHHKE C TE3HU, NIPH KOUTO JIMMICBAT HUKOU OT T€3H PUCKOBH PakTOpH.

Ipyra pakTopH, KOUTO yYBeTHIaBaT pucka oT I'M kepBeHe npH nauuerTy Ha Tepamus ¢ HCITBC
BKJIIOUBAT: CHBMECTHO NPUIOXKEHHE ¢ KOPTHKOCTEPOHIH HWIIH AHTHKOAl'YJIAHTH, roJIAMa
npoap/okuTenHoct Ha neyeHuero ¢ HCIIBC, noriononyiexe, ynorpeda Ha ankoxon, HanpeaHana
BB3PAaCT H YBpeAeHO 001110 KIHHHYHO CHCTOAHUE.

Copoeurno-cpO0o8i 4 MO3BYHO-CHA08U eexmu
HeoOxonmMMo € aa ¢e OCHIyPAT NoAxoaamo HabmoaeHue 1 ChBET 32 MAlMEeHTH ¢ aHAMHe3a 32
XMIIEPTOHHA H/WJIH JIeKa 10 YMEPEeHa KOHTECTHRHA ChpAeYHa HeOCTaThYHOCT, Thil KATO UMA
chOOLIEHNA 32 OTOLM U 3abpKaHe Ha TEYHOCTH, ¢Bbp3aHU ¢ neuennero ¢ HCIIBC.




KnuHuuHM Npoy9IBaHHA ¥ €NKAEMHONOTHYHH JaHHH [10Ka3BAaT, e ynotpedara Ha Hakon HCTIBC
(ocoOeHO NpH eKCIO3UIMA BLE BUCOKH J03H H IIPH MPOABL/DKHTENHO MPpHIOKEHHE) MOXe 1a 0b/e
CBBp3aHa C JIEKO NOBUIIEH PHCK OT apTepHanHi TpoMOOTHYHY CrOUTHA (HanpuMep MUOKapAEH

uHapKkT WK HHCYNT). HiaMa focTaTbyHOo JaHHH, 3a A2 €€ H3KUTIOH TaKbB PHCK MPH METIOKCHKAM.

[TaupeHTH ¢ HEKOHTPOJIHpaHA XHNEPTOHHA, KOHMECTHBHA Chp/eYHa HEROCTATLYHOCT, YCTAHOBEHA
HCXeMUuYHa 6onecT Ha cpplETO, 3a00/ABaHe HAa NEPHQEPHHTE APTEPHH H/WNY MO3bYHO-CHAOBa HonecT
TpAOBa a Ce NIEKYBAaT ¢ MEJIOKCHKAM CaMo cjiell 00¢KTHBHA MpElicHKa HA ChbOTHOWIEHHETO NONI3a-pHCK.
OueHka Ha ChOTHOLIEHHUETO NON3a-pHCK TpAOBa Ja ce HMa NpeABHI K NpPEenH 3anoysaHe Ha
MPOAB/DKUTENHO JIeYeHHE C MEJIOXCHKAM Ha NAlMEHTH C PUCKOBH (PaKTOPH 33 ChbPAEYHO-CHIOBH
CBOMTHA (Hanp. XMIEPTOHNA, XUNEPNUNUIEMHA, 3aXapeH AXabeT, TIOTIOHONYLIEHE ).

Anapuraxmuunu peakyuu

Kakto u npu apyra HCIIBC, anagpunakTHuny peakudy Morat Ja ce Habynoaaear npH NaluueHTH, 3a
KOYTO HAMA JAHHH OT NPEIXOXKAALN0 MPHAOKECHHE HA METOKCHKaM. B cimyyauTe, korato Bb3HHUKBAT
TAaKMBA aHAGWIAKTUYHHE peakiyy, TpAbBa Aa ce MOTHPCH CNelHa TOMOILL,

[Mpenaxoxaaina acTMa - IpH HAKOW NALMEHTH € acTMa, 3aAYXBbT MOXKE Ja ¢c€ Ib/DKH Ha
YYBCTBHTETHOCT KbM ACITHpUH. YnoTpebaTa Ha TO3H MEAMKAMEHT NPH NIALMEHTH C ACITHPHH-
3aBHCHMA aCTMa, Ce CBBbP3Ba ¢ TeXbK OpoHXocnasbM, KoHTO MOXKe J1a ce oKaxe (araneH. Toil kaTo
NpH NMaUHEeHTH TYBCTBUTEMHH Ha ACTHPUH ce HabmoaBa KPECTOCAHA PEAKTUBHOCT (BKIIOYHTEITHO
6porxocna3zbM) MexKIy AcnupHHa ¥ apyrure HCTIBC, Menokcukam He ce npunara npu OOnHH ¢ Tasu
¢opMa Ha YYBCTBHTE/IHOCT. JICHEHHETO ¢ MEJIOKCHKAM Ha MallMeHTH ¢ aHAMHE3a 3a acT™Ma Tpabea aa
C€ H3BBPIIBA C NOBHINIEHO BHUMAaHHE.

Edexmu evpxy uepnua opobd

I[Ipu no-manko ot 15% o1 manuenrure, npuemainy HCIIBC, pxmounTenio Menokcukam, Morar Ja ce
HabmoNaBaT NOKauBaHHA 0 FOpHA rpaHHIA HA HOPMATa Ha ¢0HH WK NoBeYe YepHOAPOOHHK
roKa3areay, 1e3M 1abopaTOpHHM NPOMEHH MOJXKE 1a IIPOrPECHpAT, Aa OCTaHaT HENMPOMEHEHH HITH Ja
H34e3HaT B X0[a Ha NPOABL/DKABALUATA TEPAITHAL

IIpu okono 1% or nmanveHTHTe, BIUIOYEHH B KyimHudHH npoy4uBaHus ¢ HCIIBC, ca Habmonasanu
3HaYMTENHH NokadBaHud Ha AJIAT n ACAT (npubnuszutenHo 3 wim nosede MbTH Haj TOpHA rpaHKLa
Ha HopMaTa). JIoKIajiBaHH! Ca ¥ PEAKH C/IydaH Ha TEXKKH XEMNaTAIHH peakiiii, BKITIOYHTETHO
KbATEHH1A K PaTaneH QyIMHHAHTEH XENATHT, HEKPO3a Ha 4epHuUA Apob U 4epHoapobHa
HEAOCTATBYHOCT, HAKOH ¢ aTasieH Kpai.

[TaupueHTH CBC CHMIITOMM W/WJIK MPH3HALM, HACOYBALIH KBM YEPHOAPOOHO YBPEKIaHE WJIH TAKBB C
IMpoMeHeHH YepHoApOoOHH noKasareny, TpaOra na Osar nNpocieeHy ¢ ornea Bb3MOXKHOCTTa OT
eCKUIHpaHe Ha XCaTanHaTa peakuua Cel Tepanta ¢ MeNOKCHKaM. AKO KJIMHHYHHATE OIUTAKBaHHUA H
CHMIITOMH CHBIIAZAT C Pa3BHTHE HA YEPHOAPOOHO yBpexaaHe HAKH AKO Ce NOABAT CHCTEMHH
HapyleHHa (HanprMep eo3nHo¢ KA, cOpHB H Ap.), NMpuioxeHHeTo Ha Menbek Tpsabea na ce
IIPEYCTAHOBH.

Egexmu evpxy 6v6peyume
3ano4BaHETO HA JIEdCHUE ¢ MEJIOKCHKAM TpAOBa a ¢TaBa BHUMATE/HO MPH MALUEHTH ChC 3HAYMTENHA
gexuapartauna. [Ilpenoprusa ce NaUMEHTHTE Aa C& peXHUIpaTHPAT [IpeH 3ano4yBaHe Ha TEPaNnuATa.
[IpoapnxuTensoro npuemane Ha HCIIBC paako Boau 10 nanmunapHa HeKpo3a d Apyru 6b0pednu
YBpEKIAHUA.

PeHanHa TOKCHYHOCT ¢ HabmoaaBaHa MpH MALHEHTH, TTPU KOUTO OBLOpEUHHTE NpocTarjaHaHHH
MIpasT KOMIICHCATOPHA POJA B OCbLeCTBABaHETO Ha ObOpeyHaTa nepdysus. [Ipu Tean nauueHTH,
npueMtsT Ha HCTIBC Moxke na npeausBuka 10303aBUCHMO HAMAaJICHHE HA NPOCTarjaHANHOBATA
NPOAYKINA H PECNIEKTHBHO - HaMmaleHHe Ha 6b0peuHNA KPBBOTOK, KOETO DIaronpuaTcTBa
pa3zBHTHETO HA OBOpeUHA IeKOMITEHCALIHA.

C Halt-ronaM pHCK ¢a MalMeHTHTE ¢ HapylleHa 0b0peuHa QyHKIMA, ChpAeuHa HEXOCTATHUHOCT,
yepHOApOoORa AHCPYHKIMA, TakHBa npueMau nuypeTuid 1 ACE HHxuOuTOpH H Te3H B HanpeaHana
BB3pacT. [IpeycranosasaneTo Ha neueHuero ¢ HCIIBC oOukHOBEHO € nocneasaHo oT
BBH3ICTAHOBABAHE HAa ITbPBOHAYANMHOTO ChbCTOSHHE Ha MALMEHTA.




CreneHTa Ha aKyMYJIallid Ha MeTabOMTHTE NpH NaiHeHTH ¢ Ob0peuHa HeAOCTATBYHOCT HE €
m3sicHena. Thil KaTo HAKON MeTabonuTy ce eKCKpeTHpaT npe3 6p0peunTe, NaUHEHTHTE ChC
3HAYUTEIHO YBpeleHa 0bOpeuna pyHkuusa TpaOBa Aa OBIAT NPELIM3HO NTPOCIICIABAHH.

Ilpu naipeHTH ¢ HanpeAHasno 6s0pedHo 3abonaBaHe He ce NPenopbYBa JIEICHHE ¢ MEJIOKCHKAM, AKO
TpaOBa Oa ce 3aMoyHe Tepalusa ¢ MEeJIOKCHKAM, CTPOTOTO MOHHTOpHpaHe Ha 6n0peyHaTa QyHKLMS €
33/1bJDKUTEIHO.

Xemamono2uunu edhrexmu

IMonsxora, mpu nauueHTH npuemainy HCIIBC ce Habmoaasa aneMus. ToBa MoXe Ja ¢e IB/DKH Ha
3a/ipbKAHe HA TEYHOCTH, OKYJITHA WIH MacHBHa kKpbeo3ary6a or TUT uau Ha HeMBJIHO ONHCAH e(ekT
BBPXY €pHTPOIIE3aTa. AKO NTPH NMALMEeHTH, mpreMainu mpoawnkutenHo speme HCIIBC,
BIUTIOYHTENTHO MEJTOKCHKAM, ¢e HaOmoaaBaT Npy3Haily HITH CHMITOMK Ha aHEMHA, TO TEXHHUAT
XeMOrNnoOHH U XeMaTOKPHT TpA0Ba a Omae npocneacH. MeauxaMeHTH, KOUTO MOATHCKAT
OHOCHHTE3aTa Ha MPOCTArlaHAMHHTE, MOTAT B HAKAKBA CTENEH Aa C¢ HAMECAT BEB (PYRKLIMHTE Ha
TPOMOOLIMTHTE H CBAOBHA OTrOBOP Ha KBPBEHETO.

HCTIBC noaruckaT arperalHATa Ha TPOMGOLIMTUTE U YBEIHYABAT BPEMETO Ha KLPBEHE ITPH HAKOH
MamHeHTH. 3a pa3Nuka 0T ACIIHpHHA (A USTHICATHLMIOBA KUCEIHHA), TEXHHAT eGEKT BBPXY
GbYHKUANTE Ha TPOMOOLIKTUTE € KOJIMYECTBEHO M0-MATBK, € MO-MaJIKa IMPOABILKHTENHOCT U €
BB3BpaTHM. [launeHTH, npueMaluy MeJNOKCHKaM, IPH KOUTO KATO CTpaHHYEH e€deKT MOJKe Aa HACTBIH
NpOMAHA B TPOMOOUNTHATA PYHKIMA, KAKTO H MALMEHTH ¢ KOArYJJAWMOHHA HApYLIeHUd WX Ha
AHTMKOAryJIAHTHa Tepanus, TpAOBa Aa ObAAT NpOoCHCaIBaHH.

3advpacane Ha MEUHOCMU 1 OMOK
IIpyu wakon nauuentH, npuemaiiiy HCIIBC, sxymountenio MENOKCHKaM, MOXKe J1a ce Habmoaasa
3aJbPXaHe Ha TEUHOCTH M pa3BUTHE Ha OTOLH.

4.5 BiamMozeiicTBHE ¢ APYIH JeKapcTEeHH OPOAYKTH B APYrH GOopMH Ha B3aBMOJeHCTBHE

ACE-unxubumopu
IMpennonara ce, ue HCIIBC Moke aa HaManAaT akTHXMNEpTeH3uBHAA edekT Ha ACE-naxnbutopure.

Tora B3anMonelicTBue TpAOBa 12 ce UMa NPSABUA NTPH NauHeHTH, KOHTO npueMaTt HCIIBC
cbeMecTHO ¢ ACE-uHxubnropn.

Ayemuwicaruyunoea Kuceaunga (Acnupun)

He ce npenopnusa npreManeto Ha Menbek ¢ apyrn HCIIBC. KoraTo 3apaBu noGpoBoiuu mpUeMar
MEJIOKCHKAM 33a¢HO ¢ aCTIMpHH, TCHACHLMATA € 33 ¢nabo ypennwuasaHe Ha AUC (ITT1IK — nnoiy noa
kpreata) M Cmax (MakCHManHa KOHLIEHTpalKA) Ha MellokcukaM. KnuHHYHOTO 3HaueHHe Ha TOBa
B3aHMO/JEHCTBHE HE € H3BECTHO, HO KaKTO H npd Apyrute HCTIBC, cnBMecTHOTO NpuioxkeHUe Ha
MEJIOKCHKAM H alleTHICATHLIHAOBA KUCEIHHA He C€ NMPEenopbyBa, NMopaay BE3MOKHOCTTA 34
yBe/IM9aBaHe Ha CTPAHHMHUTE edekTU. B cpaBHEHHE CBC CAMOCTOATENHATA YNIOTpeOa Ha MEJIOKCHKAM,
NAPAICAHOTO NMPHIOKEHHE Ha MATKU JO3H alETWICATMLHIOBA KHCEIHHA C MEJIOKCHKAaM MOXE [Aa
YBEJIMYH YECTOTATa Ha CTOMALINHO-YPEeBHUTE YJILIEPALIMK U APYTUTE YCI0KHEHMA. MenokcHkaM He e
3aMECTHTEN] HA aleTWICATHIIWIOBA KUCETHHA NTPU KapAROBACKYJIapHaTa MPpodIITaKTHKA.

Konecmupamun

KonecTupaMuHbT SHAYHTEMHO YBEMUABA KNHUPBbHCA HA MENIOKCHKaM. ToBa npeanonara HATHYKETO HA
peLMpPKYJIALHOHEH IThT HA MeNOKCHKaM B | UT. KIWHW9HOTO 3HAaueHUe Ha TORA B3aUMOJACHCTBHE HE €
YCTAHOBEHO.

Lfumemuoun

CBBMECTHOTO NpUIOXKEHHE HAa MEJTOKCHKAM ¢ 200 mg uuMeTHANH 4 MbTH JHEBHO HE MIPOMEHS
(apMaKOKHHETHKATA HA eAHHHYHATA 1032 MEJIOKCHKAM.

Q UZOKCUH

CBHBMECTHHAT NPHEM ¢ MEJTOKCHKAM He ITPEAN3BHKBA 3HAYUTETHA GApMAKOKMHETHIRA TPOM
B3aUMOJEHCTBAE MEXIY IBATA MEAUKAMEHTA.




Dypozemud

KnHHH4HHATE IPOYYBAHHA, KAKTO H [TOCTMApKeTHHroBuTe Habmonenna nokaseart, ye HCIIBC morat
1a HAMATIAT HATPUYPETAYHHA ¢EeKT Ha Pypo3eMuaa H THa3HIUTE NPH HAKOH NauMeHTH. To3n
OTrOBOP Ce HB/DKH Ha HHXHOHMpaHeTO Ha NMPOCTarJIaHIHHOBaTa CHHTe3a B O10peLmTe. [IpoydBanus ¢
dypo3eMHIHH areHTH ¥ MEIIOKCHKAM He TIOKa3BaT HaMalleHHe Ha HaTpHYPEeTHUHHUS edeKT.
dapmakoauHaMBKaTa ¥ PapMakKOKMHETUKATa Ha eIMHUMHATA ¥ MHOXKECTBEHATA 1033 Pypo3eMua He
¢€ MOBJIHABAT OT MHOTOKPATHO NPHIOXKEHHE Ha MEIIOKCHKAaM. BBIpeKkH TOBa, 110 BpeMe Ha ChbBMECTHA
Tepanus ¢ MeJIOKCHKaM, NallieHTHTe TpAaOBa BHUMaTenHo 1a ObaaT HabmoAaBaHy 33 NPH3HALIK Ha
HaManeHa 6n0pedHa GYHKUMA, KAKTO U Aa UM Obae obelneueHa AMypeTHIHa eQeKTHBHOCT.

Jiumui
HCIIBC npean3BuKeaT NOBHIICHAE HA TJIa3MEHHTE HUBA Ha IUTHA U HaManaBaHe Ha 6b6peunns
KJIMPBHC 33 TUTHA. TTauneHnTH TeKyBaHm C IMTHI, Tpa6Ba BHUMaTeNHO Aa 6b1aT HabmoaaBaHu Mo

BpeEME Ha 3aNOYBaHE, KOPEKIIHA UK CTITHPAHE Ha JICHCHHETO C MCJIOKCHKAM.

Memompexcam
MenokcHKaM HiMa ChIUECTBEH €eKT BBPXY (apMaKOKHHETHKATA Ha CAHHHYHA 032 METOTPEKCAT, HO

TpabBa aa ce UMa NpeABH, Y€ XeMaTONOrH4HaTa TOKCHYHOCT Ha METOTPEKCaTa MOXKE /1a C€ 3aCHIH OT
HCIIBC.

Bapgpapun
[Tpu naumenTn, npueMalny sapgapuH WiH NOA0OHN MEAHKAMEHTH, aHTHKOAryJJaHTHaTa aKTHBHOCT

TpabBa na 6sae mpocneaasana, 0co0EHO Npe3 ITBPBHATE AHH CIIeM 3aMoYBaHe WM NpoOMAHA B
TEpanuaATa ¢ METOKCHKaM, ThH KaTo TE€3H MallHEHTH ca MOJI0KEHH Ha YBEJIHYEH PUCK OT KbpBEHE.

4.6 OepTHIARTET, OPEMEHROCT H KLPMEHE
Puckos dakrop 3a 6pemerroct: C/D (3-TH TpUMeCTHp)

[lo BpeMe Ha KpcHATA OpEeMEHHOCT ynoTpebaTa Ha MenokcukaM, kakTo ¥ Ha apyri HCTIBC, tpsabsa
na ce u30Area, ThH KaTo MOXKE Aa MpeAH3BHKA NMPeXACBPEMEHHO 3aTBapAHE Ha ductus arieriosus,
0B0peuHa AucPyHKUMA Ha Maiikara ¥ T1oAa, yAb/DkaBaHe Ha BpEMETO Ha KbpBEHE U UHXUOHpaHE Ha
MATOYHHTE XOHTPAKIIHH.

YnoTtpebaTa Ha MEJIOKCHMKAM OT XX€HM, KOHTO NPABAT ONUTHU Aa 3a0peMeHedT, He ¢e npenophyesa,
3&LI0TO0 MEJOKCHKaM, MHXHOUpa NpOoCTAINIAHAHHOBHA CUHTE3 W HapyllaBa (epTunureTa.

He € ycTaHOBEHO majM MEJIOKCHKAM C€ €KCKPETHPa B KbpMara.

4.7 EdexTn Brpxy cnocobHocTTa 38 modHpane H palora ¢ MAIHHA
Hsama ganuu Menbek ga noeIHABa ¢rnocoOHOCTTa 3a WodHpaHe H paboTa ¢ MalIHHAL.
4.8 Hexenann JeKAPCTBEHN PeAKNHH

H3non3BaHa € KNacH(pHUKAIHR HA HEXKETTAHUTE JIEKAPCTBEHH peaklidH M0 YECTOTa H CHCTEMHO-OPTaHHH
knacose o MedDRA koHBeHUMATA.

Muoro gecti (>1/10), yectn (>1/100 no <1/10), neuectn (=1/1000 no <1/100), peaxu (=1/10 000 xo
<1/1000), muoro peaxun (<1/10 000), ¢ HenspecTHa yecTroTa (OT HATHYHHUTE JAHHH He MOXe Ja Obae
HalpaBeHa OlIeHKA).

UecTHTe HEeXeNNaHH fIeKAPCTBEHH peakiiui ¢ yectota (=>1/100 mo <1/10) ca nmpencrarenu B Tabnuuara
o-A0Iy.

Hndopmanuara ce 6a3vpa BpXy NaLUEHTH, JEKYBaHH B MIPOALDKCHHE HAa 6 Mecella ¢ MENIOKCHKaM C
15 mg nHeBHa no3a.

Hapymenus Ha kpBbBTa M THM(HaTa CHCTEMA AHEMUSA
Hamangpane Ha Opos Ha KPBbBHHTE KIIeZ;




JIeBKONEHHA M TPOMOOLMTONECHHS

[IcuxyaHHu Hapy1leHHA bescbHHe

HapyieHusa Ha HepBHATa CHCTEMA BueHe HA CBAT
I'maBo6Gonue

PecnupaTtopHy, rpbAHM H MEIHACTHUHAITHH Kamnnua, acTMa npH NaUHeHTH, KOHTO Ca
HapYLIEeHHA aneprrasy ksM HCTIBC

CroMalnmHo-9peBHH HApYlOEHUA Kopemna donka
3anek

Hnapus
Jucnencus
dnaTtyneHuus
I"anene
[loppbnase

Hapyulennsa Ha KOXKaTa M ITOAKOXHATA ThKAH Obpue
[IpypHTyC

Hapyuienis sa 6p0peudte H NHKOYHHTE NBbTULIA | MHKIMOHHH CMYINEHUS
Madexnup Ha NUKOYHUTE IThTHILA
HUs3pbHHOpMEHH CTOHHOCTH Ha OB0peuHaTa

QYHKIMA

OO0InM HapyieHNA U €PEKTH Ha MACTOTO Ha Orouu
NPUIOXKEHHE bonka Ha MACTOTO Ha HIDKEKTHPaHe

CobpaeyHH ¥ CHAQOBH HapYIUCHHA
Knmunyusm npoydBaHnd H eMHAEMHONIOTHYHH JaHHH ITOKa3BarT, 4e ynotpebara Ha Hakon HCIIBC

(ocoBGeHO BBB BUCOKH JO3H H NPH NPOAWDKHTENHO TPIIOKEHHE) MOXKE [a C€ CBBPXXE C JIEKO
NMOBHLIEH PUCK OT APTEpHANTHHN TPOMBOTHYHH CHOHTHA (HanpHUMep MHOKApAECH HHPAPKT WIH HHCYNT)
(BIDKTE TO4YKa 4.4).

Hma crobienus 3a oTOUM, XHIIEPTOHUA M ChpJIedHA HEAOCTATBYHOCT, CBEP3aHH ¢ ynoTpedara Ha
HCTIBC.

CrobliaBane Ha NOAO3UPAHH HEXEIAHH PEeaKLIMU
Copo0111aBaHeTO Ha NMOJO3APAHN HEXXENNaHH PeakUMy CIIeA pa3pelllaBaHe 3a ynorpeba Ha NeKapCTBEHHS

NPOIYKT € BaXHO. TOBa NO3ROJIARA A3 NPOIBDKH HaOMOIEHHETO HA CbOTHOWIEHHETO NON3a/PUCK 33
neKapcTBeHUA npoaykT. Hexxenanure peaknmy Moxe aa 0paart ¢hoOLUCHH IHPEKTHO Ha
MamunuurenHa areHuua no nekapersara (MAJD):

BBJITAPUA, Codua 1303, yn. laman I'pyes 8
Ten. +359 2 8903417

en. noma: bda@bda.bg
yeOcahT: www.bda.bg

4.9 Ilpenozmpane

KNMHHHYHUAT OTIMT C NIpeJo3HpaHe Ha MENIOKCHKAM € OTpaHHYEH.

CuMmnroMmuTe Ha octpo npenoiupade ¢ HCIIBC oOMKHOBEHO ca: CBHIIMBOCT, ralicHE, NMOBPBLUAHE U
DoNKH B €MUIacTpHyMa, KOUTO ca OOpaTHMH Cliel MOAABPHKALLA TEPaIiua.

TexkoTo oTpaBiHe MOXeE J1a Ce IPOARH C XUNIEPTOHHA, OcTpa 6BOpeTHa HEAOCTATHYHOCT, |
yepHOAPOOHAa NHCPYHKLINA, [TOATHCKAaHE HA JHILIAHETO, KOMA, KOHBYJICHH, CEPASYHO-CBAOB KOJIANC,

B ciayvait Ha npeno3UpaHe NaUMEHTHTE TPAOBA Ja ce TPETHPAT ChC CHMIITOMATHYHH H NOAABLPXALIH
CpeAcCTRaA.

DQopcrpara aHypesa, aNKaIH3ala Ha ypHHaTa, XeMOANAIH3a WK XeMonepdysns He ca epeKTHBHH,
nopazad BUCOKO CBBP3BaHe C IUIa3MeHHuTe OENTHIMU.




5. ®OAPMAKOJIOrMYHH CBOHCTBA

5.1 PapMakoIHRAMATHE CBOHCTE2

d?apmaxn'repanenmqua rpyna:. HCCTEPOHIHO NMPOTHBORBINAIHATCIIHO JICKAPCTBCHO CPCACTBO OT

rpynara Ha OKCMKaMHTe {Craga KbM Kjiaca Ha eHO/0BaTa KHCETHHA)
ATC xon: MO1ACO06

Men6ek e HCIIBC, koeTo uMa cleaHATe CBOKCTBA (I0KA3aHU TIPH NPOY4YBAHKA C XKUBOTHM) -
NpOTHBOBB3NATHTEIHH, AHANITCTHYHH, aHTHITHPECTHYHH.

MenokcukaM UMa CWIHO NPOTHBOBB3NAINTEIHO ASHCTBUE MPH BCHUKM CTAHJApTHH MOJIENH Ha
Bh3aJ1EeHHeE.

MexaHu3MBT Ha ZIefiCTBHE Ha MEIOKCHKAM Ha-BEPOATHO € CBBp3aH ¢ MOATHCKAHE Ha
NpOoCTariIaHAHHHATE, KOUTO ¢a no0pe mMpoydeHH MeAHaTopH Ha BL3NAICHUETO.

In vitro e poxazaHo, 9¢ MEJIOKCHMKaM NOATHCKA cenekTHRHO noneue COX-2, orxonkoro COX-1.

5.2 @OapMAKOKHEE¢THYHH CBOACTBA

AGcopOuys
[MpunoxeH NapeHTEPAITHO, MEJIOKCHKAM ceé pe3opbupa HambaHO. Cliell HHTPaMYCKYJIHO [IPHIOKEHHE

MaKCHMAaTHA TUTa3MeHa KOHLIEHTpalus ce noctura Ha 6(-ta MHHyTA.

PasnpeneneHue

CpeanusaT 06eM Ha pasnpeaesicHie Ha MeJIOKCHKaM ¢ npubnusutento 10 1. B pamkure Ha
TEepaneBTHYHATA 1032, MEJIOKCHKAM ce CBBpP3Ba € INa3MEHUTE OENTHLHM (TIpeANMHO ATOYMHUHH) OKOMO
99,4%.

KoHUeHTpauHUATa Ha MENOKCUKAM B CHHOBHAJIHATA TEYHOCT C/1eJ €IWHHYHA 033, [IPHETA NEpOpPaTHO,
e 40% po 50% oT Ta3m B mnasMata. CroboaHaTa ¢pakilki B CHHOBHAJIHATA TEYHOCT € 2,5 MBTH No-
BHCOKa OT Ta3H B IJIa3MAaTa, KOETO Ceé ABJDKH Ha NMO-HUCKOTO ChIbpKaHHE Ha aNnOYMHHH B
CHHOBHAJIHATA TEYIHOCT, B CPABHEHHE ¢ IUTa3MarTa.

buotpancpopma
CpenHHAT eNAMHHALHMOHEH TTOTYKUBOT (t 2) BapHpa oT 15 go 20 yaca. CpeAHHAT IUTa3sMEH KIINPBHC €
8 ml/min 1 € Mo-Man®sK NpH NAlMEHTH B HANPEAHATA BB3PacT.

EnuMuHupaHe
MenokcHkaM ce eTMMHHHPA B €IHAKBA CTENEH B YPHUHATa B PekanuuTe, MpeauMHo nolX dopMara Ha

meTabGonutu. B ypunara (0,2%) u pexanuure (1,6%) ce HaMHpaT caMo CiieH OT HEIIPOMEHEHaTa
MbpBOHaYaNIHa cyGcTaHuma. ChinecTBYBa 3HaYKUTENHA OMNKHapHa W WIN eHTEpaIHA CEKPELMA Ha
fIEeKapCTBEHUA MPOAYKT.

MenoxcukaM MouTH HAMBJTHO ce MeTaGonu3npa 10 4 ¢papMakoNOrHyHO HEAKTUBHH MeTaboNMNTA.
OCHOBHHAT MeTabOMUT OT 0OMAHaTa MeHypaHa oT P-450 — 5'-carboxy meloxicam (60% ot go3ara),
ce o0paiyBa Upe3 OKCHAaLMA Ha MeXXAMHHUA MeTabonut 5 -hydroxymethyl meloxicam.

[TpoyuBaHus in vifro nokaspart, u¢ uutoxpom P-450 2C9 urpae cuuecTBeHa pons B TO3H LT Ha
obMAHAaTa,

5.3 IlpeaxkIHRBH4YHH JaHHH 3a OezonmacHOCT

HexnmHU4YHATE NaHHKY HE MMOKA3BaT 0co0eH PHUCK 3a Xopa Ha 6a3aTa HAa KOHBEHLUMOHANMHUTE
(dpapMaKoNoruiHH [MPOYYBaHUA 33 6€30MaCHOCT, TOKCHTHOCT NPH MHOTOKPATHO NPHIAraxe,
FeHOTOKCHYHOCT, KAPLIHHOTEHEH NOTEHIHAT, PENPOAYKTHBHA TOKCHYHOCT H TOKCHMHOCT 32
Pa3BHTHETO.




6. PAPMALEBTHYHH JAHHH

6.1 CnHenK HA NOMONIHATE BelllecTRAa

MernyMHuH

['mukodypon

[Tonokcamep 188

[auuH

Hatpues xnopua

HaTpueB XHAPOKCHA HITH XJIOPOBOAOPOAHA KHCENHHA (3a KopurHpaHe Ha pH)
Bona 3a umKeKIuu

6.2 HechBMECTHMOCTH

Menokcukam He TpAGBa fia ce CMECBa C KPYIH JIEKApCTBEHH APOLYKTH (B €/JHa CIIPMHLIOBKa), ThH KaToO HIMA
HMHGOPMALHA 32 eBEHTYATTHH HEChbBMECTHMOCTH.

6.3 Cpok Ha rogHoCT

4 rogMHH

6.4 Crneusannu yC,10BHR Ha ChbXpAHEHHE
Jla ce cbXpaHABa B OPUrMHANIHATA OTAKOBKA.

Jla ce chXpaHsBa IMpH TeMneparypa noa 25°C. Ja ce
CbXpaHABa Ha MACTO, HEAOCTHITRO 33 OCLA.

6.5 BAA H chAbLpKAHKE HA ONAKOBKATA

AMNYNH ¢ BMECTHMOCT - 2 ml, 6e3lBerHH.
Tpu (3) aMmynu, onakoBaHM B kapToHeHa kytus. Iler (5)
aMITYJH, OITAKOBAHM B KapTOHEHA KyTHS.

6.6 CnienmajHu NnpeAnasHu MEPKH NPH M3XBLPISAHE
HsaMa cneunaniy H3HCKBAHHS.

7. NPUTEXATEJ HA PASPELIEHHETO 3A YIIOTPEBA
HOBEJ ®APMA EOO/

Oyn. ,,brarapus™ Ne 109 Codun
1404, bnarapus

8. HOMEP HA PA3PELLIEHHETO 3A YIIOTPEBA

Per. Ne 20060837

9. JATA HA ITLPBO PA3PEIIABAHE/MIOAHOBSIBAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

Jlata Ha WepBO paspewasane; 29.12.2006
Jata Ha nocneaHo noaHosaBaue; 19.02.2013

10. HATA HA AKTYAJIMZUPAHE HA TEKCTA
01/2025




