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1. IMe Ha nekapcTBEeHNS NPOAYKT
MOVALIS® va6netxu
MOVALIS® cynoantopun
MOBATIKC

2. KonimuecTBeH M KayecTBeH ChCTaB

1 TabneTka cbabpka 7,5 mg unu 15 mg:
1 cynosutopus ceAbpxa 15 mg:

A-xuapokeu-2-meTun N-/5 metun-2-tuasorvin/-2H-1,2-6eH3oTnasnH-
3-xapboxcamua-1,1-guoxcua
= meloxicam /Menokcukam/

3. lNekapcreena chopma

» TabrieTky 3a NepopasiHo NPUNoXKeHNe,
»  CynosanTopuy 3a peKTanHo NpusioKeHune.,

4. KnurnyHn faHHu
4.1. NMNokazanus

CUMRTOMaTUYHO AlgueHue Ha:

-  CUMATOMATM4YHO reyeHue Ha npoTuvawl c¢ Oonku ocTeoapTput (apTposa,
[ereHepatBHO cTaBHO 3abonssaHe);

- CUMATOMaTW4HO flieyelne Ha PEBMaTOUAEH apTpuT;

- CYMMTOMATUYHO NEeYeHne Ha aHKunoaupaw cnoHgunnt (bonect Ha bextepes).

4.2, Jo3upoBKa 1 HauMH Ha MPUITOXeHue

Qcmeoapmpum: 7.5 mg/oeH. Ako e HeoBxopumo, AosaTa moxe Aa ObAe
noeulleHa 4o 15 mg/aeH

PesmamoudeH apmpum . 15 mg/pedH. B 3aBuCMMOCT OT TepaneBTUYHWsST OTroBOpP
[o3aTta Moxe fa bbae HamaneHa gao 7,5 mg/oes.

Ankunosupawy crondunum: 15 ma/geH. B 3aeucumocm om mepaneamuyHus
omzogop Gosama moxe Oa 6b0e Hamanera 6o 7,5
mg/GeH.

Mpy naumeHT# ¢ NOBULLEH PUCK OT HeXenaKn NekapCcTBeHN peakuu:
fieyeHWeTo Aa ce 3anodHe ¢ aosa ort 7,5 mg/aen.
Mpr nauueHTH Ha guanusa ¢ Texka bbopeyHa HeoCTaTBYHOCT!
[o3ata He Tpabea aa Hagsuwasa 7,5 mg/aeH.
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HOrown:
MakcumanHaTa gosa Movalis, kosTo ce npenopbysa € 0.25 mg/kg.

T KaTO JO3NpPOBKaTa Npu gela Bee oile He e YTOYUHeHa, ynmpeﬁa‘ra TpH6Ba fa ce
orpadindi npy I0HOWK U Bb3pacTHK.

MakcumanHata gHeBHa Ao3a Movalis, kosTo ce rnpenopbysa e 15 mg.
Tabnetknte TpsaOBa oa ce npuemar ¢ Bofa WK apyra TeMHOCT 3aefHo ¢ XpaHa.

PekranHo npunoxernune: 7.5 mg, NpuiioXeHyn pekTanHo, BegHbX AHesHo. [Npu no-
Texxu cnydan - 1 cynosutopus oT 15 mg BeAHBLX AHEBHO.

PekranHoTo npunoxexue Tpsbsa 4a ce U3NonaBa Mo Bb3MOXKHOCT 3a KpaTko Bpeme, ¢
ornen Ha pucKa OT NoKalnHa TOKCWYHOCT, NpubaBeH KbM pUCKOBETE MpU NepopariHo
npunoXeHue.

Kom6urupano npunoxexue: O6LWaTa AHeRHa fosa Movalis, npunoxeta nog copma
Ha TabneTky 1 cynosuTopun He TPsibBa ga Haasuwasa 15 mg.

4.3. lNpoTMBOROKa3aHnA

Mpyu CBPLXYYBCTBUTENHOCT KbM Mmeloxicam WnM HAKOE oT NOMOIMHWTE BeulecTsa B

npenaparta. CbllecTByBa NoTEHUMaNHa Bb3MOXHOCT 3a KpbCTocaHa YyBCTBUTENHOCT

KbM aueTuncanuuuroBsa KuceniMHa 1 Fpyrn HeCTepougHW NPOTUBOBBL3NENUTEITHN

cpenciea /HCIBC/.

Movalis He TpsiOBa na Obae npunarad nNpu NaUNEHTH C U3SBEHN CUMNTOMU HE &CTMa,

HasanHyu noruinin, aHrMoeaem WK ypTUKapus, cref npuem Ha auetnncanuuunoba

kucenuHa wnu apyrin HCIMBC. He Tpsibsa ga ce npunara u npu:

- Octpa nenTudHa si3Ba;

- Texka yepHogpobHa HeoCTaTLYHOCT;

-  Tewxa 6bOpeuHa HegocTaTbyHoCT 6E3 ANannK3a,;

- Cobljecneyeaulo 2acmpouHmMeCMUHaNHO KbpeeHe, CKOPOUWHO MO3BLYHO-
cbG080 KibpeeHe unu dpyzu HapyweKsUsi c8bP3aHu ¢ KbpeeHe;

- Texka HeKOHmMpoJsiupaHa cbpdeyHa HedocmambyHOCH;

- [Heua nop 12 roguilHa Bb3pacT;

- bpemeHHOCT Wnn KbpMeHe.

4.4, Crieumanky npegynpexpeHus U crieluarnim npesnasHyu MepKu 3a yrnoTpeba

Kakto u# npu apyrute HCIIBC, HeoGxoguMo € BHUMAaTENHO Nnevenue Ha nauueHTu ¢
npeguuiHn 3abonsaBaHus Ha FOpHUSA racTPOMHTECTUHaNeH TpaxT W MpW nauMeHTH,
TPeTUpaHn ¢ aHTuKoarynasTk. MNaumMeHT ¢ racTPOMHTECTUHANHY ONNnaKkeaHusA Tpsbea
na 6wvaat Habnwopaeanw., Movalis Tpsibea ga ObAe CHpAH Npu KbpBsilla nenTtiuyvHa
s3Ba UMW racTPONHTECTUHANHO KPBbBOTEUEHNE.
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Kakmo u npu dpysume HCIIBC, racTpOMHTECTWHANHO KPbBOTEYEeHWe, si3Ba Wnu
nepdopauns, Koumo e eb3MOXHO da ca hamanku, MoraT ga ce MposiBAT BbB
BCEKM MOMEHT OT IedeHneTo, ¢ un bes npenynpeguTendHyn CcumnioMmin unm
npefllecTeallo CEepMOo3HO TFacTPOMHTECTMHaNHO HapyweHune. [locneguuute oT
nogoGHU nposBy, 0GKUKHOBEHO Ca NO-CepUo3HN NPU NO-Bb3PacTHU NaLKeHTH.
OcobeHo BHMMaHue TpsbBa fAa ce 0ObpHe Ha nalWeHTW, KOWTO ce onnaksar oT
KOXHO-NUraBnyYHK HEXEraHu nekapcTeeHk peakuuu. B Takuea cnydan Tpsibsa ga ce
obmMucnin NpekbceaHe Ha rievenneTo ¢ Movalis.

HCIMBC wunxubupar cuHTesata Ha ObOpedyHuTe npocTarnaHguHl, KOWTO urpasaT
cnomaratenHa pons npu 6uopevna nepdysus. MNMpu nauvexnTy, npu Kouto HLOpeuHNs
KPbBOTOK W obem KpbB ca HamaneHu, npunoxedneto Ha HCIMNBC moxe ga yckopu
chilecTByBawla O0wbDpeuHa gekomneHcaumsi. Hail-yecto ToBa ce Habniwogaea npu
NMOBTOPHO TpeTupaHe crnep kato e dOurno npekbcHato neyeHueto ¢ HCMNBC. C Haii-
BUCOK pMCK OT TakaBa peakuus ca fayueHmu & HanpedHana eb3pacm,
Jexvppatupaly nauMeHTh, TakuBa CbC 3acToliHa cbpAevyHa HeaoCTaTbYHOCT,
yepHoppobHa LMpo3a, Hebpo3eH CUHAPOM, ChluecTBYBalUy 6bOpeyHn 3abonsBaxns,
DonHW, KOumo noJiy4asam ChAOBRMCMeEeaW,0 JiedyeHue ¢ pauyperinun, ACE
uHxubumopu, aHzuomeH3urn Il peyenmopHu aHmazoHucmu, wnn BonHW cnep
ronemMu Xupyprudecku WHTEPBeHUWKW, AoBeXgaum Ao xunosonemus. [lpu Takusa
NaLmMeHTn B HayaroTo Ha TepanusaTa Tpsabea Aa 6bAatT BHUMATENTHO MOHMTOpUpaHu
obembT Ha guypesata U 6 bOpeuHaTa yHKLNS.

B pegkm cnyvan HCMNBC morat ga npyuuduHAT  vHTEpCTMLManeH Hedpur,
rmomepynonedput, 0vBpevHa meaynapHa /nanunapHa/ Hekposa WnK HedpoTuyeH
CUHBPOM.

llozata Movalis npu nauueHTn C Hanpeghan/kpaeH crtaguil Ha 6v6pedynHa
HEeZOCTaTbYHOCT, NOANOKEHN Ha Xemofwanmsa, He Tpsabsa fa nagsueasa 7,5 mg.
[Mpn nauueHTM € NEKO A0 CpefHO Texko 6vbpeuyHo HapylleHwe He ce Hanara
HamarsBaHe Ha AosaTa (HanpuMep nauueHT ¢ KpeaTUMHWHOB KIUPbHC NO-BKCOK OT 25
mi/min).

Kaxro npu noseueto apyru HCFIBC, pspko ca 6unv HabritogaBaHW NMOBULIEHN H1UBa Ha
CEpYMHMTE TpaHCaMWHasK WKW Ha Apyru napameTpn Ha yepHodpoOHaTa dyHkums. B
MOBEYETO chydyaw TOBa ca OuAM HEe3HauWTenHW W TPEeXofHW HOBUILieHWA Hap
HoOpMAaIHUTe CTOMHOCTN, AXO MPOMEHUTE Ca 3Ha4UTENHY Uit NOCTOAHHN, NIEYEHNETO C
Movalis Tpsibea ga ©Oboe npekbcHaTto W Aa 6bAaT MNpPOBEdEHW CbOTBETHUTE
uscneaBaHus.

Mpu naumeHTHW € KNUHWYECKM cTabunHa uvepHogpobHa UMpo3a He ce Hanara
HamansAsBaHe Ha gosara.

Mpwu cnabn uny HeMoLUHW RaUMeHT! HeXernaHuTe NeKapcTBeHW peakuun morat fa
OBbAaT no-Yectn 1 Takuea bonHn Tpsibea Aa ObaaT Bninsko HabnwaasaHu. Kakro u npu
apyrute HCIIBC, npenapatoT TpAbBa fa ce npurnara BHUMAaTernHo npu nadueHT B
HanpegHana Bb3PacT, 3@ KOWTO CbLUECTBYBa MO-fonfAMa BEPOSTHOCT Aa cTpajar oT
Hapywenns B 60peyHaTa, YepHoapobHa unu chpheyuHa OyHKUNA.

Mpu npunoxerne Ha HCIMBC e pb3amoXHa MHAYKUMSA Ha HATPUiA, Kanuil n 3agpbxka
Ha BOAA, KakTo W WHTepdepeHLns ¢ HAaTpuypeTuiHUA edekT Ha anypeTtuuuTe. Mpu
NOAATNMBM nNalMeHTU BEPOATHWUS PesynTaT e 3apbfibouaBaHe WM oBOCTpsiHE Ha
CbpaeydHa HefoCTaTEMHOCT UMK XUAEPTOHMKS. '
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Meloxicam, kakmo npu dpyzume HCIIBC, moxe 8a mackupa cummimomume Ha
eeve crulecmeaysaljo UHphekuo3Ho 3abosisgeaHe.

Yrnompebama Ha meloxicam, kakmo u Ha koemo U 8a e Jiekapcmeo, 3a Koemo e
useecmHo Ye uHxubupa yurilooKCcU2eHa3lama/npocimaziaHGUHOBUsT CUHIMES,
Moxe da Hapywu hepmunumema U He ce fiperiopwyea fipu MeHU, Koumo
npassym onumu G8a 3avyenam. [lo mas3u npu4yuHa, nApu Xerxume, KOUMo umMam
sampyOHeHuss 0Ga 3abpemeHessim unu npoeexdam uU3csiedeaHuss 3a
cmepunumem mpsibea da ce npexpamu ynompebama Ha meloxicam.

Movalis cynosuTopun He Tpsbea ga ce npunarart nNpy nauneHTU C Bb3nanuTenhn
nesnn Ha pexkTyma Unu aHyca, Kakto M npyu nadueHTW ¢ OnnakBaHWe OT CKOpOLUHO
pEKTaNHO WK aHarHo KopBeHe.

4.5. JlekapcTBeHU U Opyru B3anMogencTeust

- Opyrm HCIBC, BKlOUWTENHO canvuunatv (auyemusicanuyuniosa KucesuHa).

eHOBPEMEHHOTO Npuitarade Ha Hakonko HCIMBC, nopanu cuHepriyHo JeicTane,
MOKe Oa MOBWIUM PUCKa OT racTpouHTecTUHariHa fAsBa K KpbBOTeuyeHue. He ce
nperioptYea npuemaremo Ha meloxicam ¢ dpyzu HCIIBC.
Mpu edHoepeMeHHOMO npuiiazarde ¢ acnupud (1000 mg-mpukpamHa GHeeHa
dosa) rnipu 30paeu dobpoeontu ce Habsiodasa meHOeHUUs 3a NoKadeaHe Ha
AUC (10 %) u Cmax (24 %) na meloxicam. KnuHuYHama 3Ha4uMocm Ha moea
e3aumodelicmeue He e ulsecmHa.

- TMpn €JHOBPEMEHHO npuemaHe c nepopan:mn aHTUKoarynaHmH,
aHnmumpomMboUuumHu fiekapcmea, CUCTEMHO Npunaraxd xenapuH, TpoMmoonuTuLm
ChbIUeCTBYBa MOBUILEH PpUCK OT KPLBOTEYEHUS, mropadu mnomucKaHe Ha
dyHkyuume Ha mpom6Goyumume, Axo He Moxe fa ©bae usberHato
€/IHOBPEeMEeHHOTO NpeAnucBaHe Ha TakuBa JieKapCTBEHY MPOAYKTYU, HEoBXoAuMo &
BHUMATENHO MOHUTOPUPaHE Ha edheKTUTE Ha aHTuKoarynaHture.

- Jintuit; cboBuiero e, ye HCIMBC nosuvliaBaT NUTUEBUTE NIasmMenu HuBa (rHopadu
HamaneHama 6b6OpeyHa eKckpeyussma Ha numuil), Koumo moesam da
docmuzram mokcuuHu cmoliHocmu. He ce nipenopnyea edHoepeMeHHarna
yrnompeba Ha numuii ¢ HCIIBC. Ako makasa KoMbuHayusi € HanoXumesiHa,
mpsibea eHuUMamenHo da 6bOam MOHUMOPUPaHU NUTWEBWTE NIA3MEHN
KOHLUEHTpauMK Npu 3arnousaHe Ha neveHuneto ¢ meloxicam, npw onpepensaHe Ha
[03MpoBKaTa My U NPY NpeycTaHoBABaHE Ha NIEYSHNETO C JIeKapcTBeHns NPpoaYyKT.

- Metotpekcatr: HCIIBC mozam da Hamansm mybysinama cekpeyust Ha
MemompeKcam 4 n[o mo3u HayuH da noeuwam rnasMeHama My
xoHuyenmpauyus. [Mopadu masu npuyuHa MPU nayueHmu Ha eUCOKU 003U
Memompekcam (Had 15 mg cedMuyHO) He ce rperiopbYyea eGHOBPEMEHHOMO
npunazane c¢ HCIIBC. Tpsbea da ce uma npedeud pucka om
esaumodeiicmeue mexdy HCIMBC u memompexkcam U f[pu nauyueHmu Ha
HUCKU §03u memompekcam, 0cobeHO fipu me3u ¢ HapyuieHa 6bub6peyHa
pyrrkuusi. B cnyyali, ye e Heo6xo6umo KoMOUHUpaHO nedeHue, mpsbea da
ce ripocriedsseam 6posi Ha KpLeHuUmMe knemxkd u 6b6peuynama PYHKUUS.
OcobeHO sHUMaHUe ce u3uckea, e cny4daid ye HCIIBC u memoropexcam ca
npuemu e paMkume Ha 3 OHU Kamo 8 mo3u ciiyyail nqaémeHUme HuUea Ha
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Memompekcam mozam 0a ce nosuwam u da nNpuYUHsM 0-8UCOKa
moxcuyHocm. Brripexu ye hapMakoKuHemuKama Ha Memompekcam (15 mg
cedMUYHO) He ce Moernusiess 3Ha4YuMo om edHOBpPEeMEHHOmO JeYyeHue ¢
meloxicam, mpssbea Oa ce uma nApedeud, uYe XeMamoroasudyHama
IMOKCUYHOCM Ha Memompexkcam MOXe 0a ce 3acufu om JfieyeHuemo ¢
HCriBC.

- KonTpauenuusi: CovoblieHo e, uve HCIMNBC noHwkasar edexkta Ha
MHTpAyTEepuUHHUTE  CpeAcTBa, HO e  Heob6xodumo - noHamambulHo
rnomebpxdasae.

- JAuypetuun: MNpy naunweHTW, KOUTO ca aexugpatupany nedexnnero ¢ HCIMBC e
CBbP3aHO C MOTEHUManHa BB3MOXHOCT OT Bb3HUKBaHe Ha octpa GnubpevHa
HepocTaTbuHocT. Tlaunen, apuemawin Movalis n guypetnun Tpsbea ga bvaar
afeKBaTHO XuapaTtvupaHu 1 Mpean 3anodBaHe Ha FeveHumeto pa bbpe
MOHUTOpUpaHa TaxHaTa 6b6peyHa dyHKUUS.

- AnTuxunepreHsuBHu cpegcrea (Hanpumep 6Geta-briokepu, ACE- unxubutopy,
Basoguniararopu, awypetuum). Tpu nedvenne ¢ HCIIBC e cbobluer MOHWKEH
ethekT Ha aHTUXUNEPTEH3VBHUTE NEKapCTBEHN CpeAcTBa nopaan uHxmbupase Ha
npocTarnasanHuTe, NPUYNHABALLN BazoanaTaums,

- HCMNBC u aHzuomeH3uH-ll peuenmopHume aHmazoHucmu, kakmo u ACE
uHxuGumopume nposiesieam cuHepauyYeH eekin ebpPXy HamaiseaHerno Ha
anomepynHama dunmpauyusi. flipu nayueHmu ¢ rpedxoxdawo 6L6pevYHO
HapyuwieHue moea Moxxe da dogede Go mexika 6bL06peyHa HedocmambyKHoOcCHI.

- XonectupamuHbT CBBP3Ba Meloxicam B raCcTpouHTECTUHAIHWSA TPaKT U JoBexaa
00 no-6bp3o envmuHKpade Ha meloxicam

- HethporokcuuyHocTTa Ha UMKNOCNOPUH Moke pa Obpe 3acuneHa ot HCIMBC
BCMeAcTeue Ha edexkTute Ha meauupaHe Ha 6vOpevnuTe nipocTarnaHaubn. [lo
Bpeme Ha KomOuHmMpaHO nevenme Tpsbea Aoa Obae m3cnefpaHa 6vOpeuHaTa

pyHKLUS.

Meloxicam ce enumMmHMpa NOYTKH M3LSNO MOCPEACTROM YepHoapobeH meTabonnabm,
KaTo npubnuauTenHo Ase TpeTu ce Megumpa ot uutoxpom (CYP) P450 ensumu (CYP
2C9 ochoeern nbT U CYP 3A4, sropocteneHeH). OctaHanaTta efHa TpeTa crnejsa
APpYri HAYNHY Ha eNMMUHUPaHe, KaTto NepokcuaasHo okucrnerue. [pn egHoBpemeHo
npunoxexne Ha meloxicam u cpeacTea, 3a KOUTO € W3BECTHO, Ye NHXMbUpaT unu ce
meTabonuaupat ot CYP 2C9 wunun CYP 3A4, Tpsbsa fa ce Bseme BrNpefBug
BEPORTHOCTTA 3a (hapMaKOKMHETMYHO B3aUMOAESACTBUE.

Mpu eqHoOBpeMEeHHO MPUACKEHNE ¢ aHTMaUMaN, UMMETUANH, OUTOKCUH 1 dhypo3emus
He ca OGunu  YCTAHOBEHM CbLOTBETHW  (PAPMakKOKMHETUUHKM  FIeKapCTBEHN

B3aVIMOAENCTBYA.
Bsanmogelicteusl ¢ nepopantu antTmauabeTnyHu cpeactBa He Morat fa bvaar

N3KNHYeHN.

4.6. BpeMeHHOCT U KbpPMEHEe
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Hexubuuyusma Ha npocmaznaHOUHosUs CURMe3 MoXe HexenaHo 8a rioenusie
6pemenHocmma  u/unu  eMmbpuodemannomo  pazeumue. [annHu om
enudeMUCIOZUYHU NIpoyYyeaHus: rpedrosiazam noeuuweH PUCK oM CHIOHMaHeH
abopm u om cbpdeuHU Mangopmayuu cred ynompebama Ha unxubumopu Ha
rnpocmaznalduHoeUs] CUHMe3 e paHHa bpemeHHocHi. AGCOMOMHUSIM PUCK Of
chpdeyHo-cuOoeu Mmajihopmayuue nosuuwieH om no-manko om 1% do
npubnusumenno 1,5%. Cyuma ce, 4e pucka ce rnoeuwaea c¢ dosama U
npodsinxumenHocmma Ha JieyeHuemo. [Ipunazanemo Ha Uuxubumopu Ha
npocmaznaHuHoeUsI CUHMe3 Npu XueomHu eodu Go riosullagaHe Ha npe- U
nocmrudayuornrume 3azybu u embpuochemanna cmspmHocm. B donbnHerue
ce crobulaea roesuUUIeHa Yecmoma Ha pasiudKHu MangopMaluu, eKITFOYUMEenHo
cBpdeyHo-cH006U, MPU XUBOMHU, Ha KOUMO ca rpurnioxenu unxubumopu Ha
ripocmaanaHOUHoUsI CUHMES 110 8peMe Ha opaaHoseHe3ama.

T1o epeme Ha mpemus mpumecminbp Ha 6pemeHHocmmMa eCUYKU UHXUbUMmopU Ha
fipocmaanaHOuHoeUsT CUHme3 Mozaim da npuduHsm

Ha Qhemyca:

- Kap@uo-fiynMoHanHa mokcuyHocm (c npexdespeMeHHO 3ameapsiHe Ha
dykmyc apmepuo3yc U AYJIMOHanHa XurepmeHsus);

- 6nbpeyna OJuchyEKUus, KOSMO MoXe Oa npepacnmiHe e OnbpeyHa
HedocmambyYHOCM C 0JIU20-XUOpPoaMHUo3a.,

Ha mallkama u nrnoda e Kpas Ha 6peMeRHocmma:

- @L3MOMHO YObSDHaeaHe Ha epeMenio Ha KbpeeHe;

- UHXUGUPaHe Ha MamoYyHUmMe KoHmpakyuu, koemo O0a doeede do 3abaesiHe unu
youssaeare Ha paxdaHemo.

HzeecmHo e, ye HCIIBC npemunasam e KbpMama, ebLlfipeKu HYe HAMa maKbe
onum ¢ Movalis. [To ma3u npuyuHa ynompebama My mpsibea Oa ce usbszea
npu KEpMayvku.

4.7. EcpekTn Bbpxy cnocobHocTTa 3a WwodupaHe 1 paboTa ¢ MaliuHu

He ca nposeseHn cneundyHN MpoyyBakus, OTHUTALLY BRKUSHUETO Ha NeKapcTBEeHNA
NPOAYKT BbpXy criocoOHOCTTa 3a Wodupare unn padota ¢ Malimbn,. [aumeHTy, npn
KOUTO Ce NpoABABa 3aMasHOCT, 3PWTENHW HapyleHWsa, BKMIOUYUTENHO 3aMbIMeHo
3peHne, WnY OpYrM onnakeaHus ot ctpaHa Ha LIHC, Tpsibea fa ce Bb3gbpXKaT oOT
roaobHn aeHocTu.

4.8. Hexxenann nekapcTseHU peakuuu

CrobleHn ca HexenaHu NekapCTBEHW peakuuy, KOUTO MoraTt Aa Obhar Npu4nHHO
CcBbp3aHu ¢ npunoxeHueto Ha Movalis. lNMocoueHaTa no-4ony B TEKCTa YecToTa € Bb3
OCHOB2 Ha NpOBEAEHUTE KAWHMYHUTE W3nNuTBaHus, 6e3 fa e oT4yuTaHa HAKaksa
npu4MHHa Bpb3aka. MHcopmalmara ce 6asupa Ha KNMMHUYHY M3NUTBAHUA, BKMHOYBALLM
3750 nauumeHTH, KOWTO ca BunK TPeTWpaHn ¢ gHeBHa fniepopanHa Aosa ot 7,5 nnn 15
mg Movalis TabneTkm 3a no-rorism nepmog - Ao 18 wmeceua (cpenHa
APOOBIDKUTESNHOCT Ha neveHueto 127 gHu).
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C pethepeHTeH HOMEpP ca NOCOMEH HEXenaH AekapCTBEHN peaKkUMy, KOMTo Morat Aa
ObaaT APUIMHHO CBBP3aHN ¢ NpunokeHneTo Ha Movalis. Tean gaHHu ca pesynTar oT
cbobLUIeHNs:, NONYyYeHU BbB BPb3Ka C NPWUIIOKEHMETO Ha nepopankute ¢opmy Ha
npoaykrta. MHOFo TpyaHO € 4a ce Onpefesin KonvM4yecTBeHO YecToTa Ha Tesn peaku
serieHns. [onycka ce, ue yectotata € nog 0,1 %.

FacmpousmecmuHanti;

Mo-yecto oT 1%: pAucnencusi, rageHe, nospbilaHe, abaomuHanHa ©onKa,
KOHCTUNauus, MeETEOPU3bLM, BUapUs.

Mexny 0,1 u 1%: npexogHu HapylueHus B NapamMeTpuTe Ha yepHopobHata yHKUNs
(Hanp. rnoBuWEHW TpaHcamMumHasu wunm  Gunupybun), ypureaHe, esodaruT,
racTpofyofeHanHa A3Ba, CKPUTK nrn MaKpOCKOTCKK ycTaHoBMMY
FacTPOUHTECTUHAITHN KPbBOTEUEHUS.

Mo-manko ot 0,1 %: racTponHTecTMHaNHa nepdopalus, KOrnT, XenaTuT, ractpuT.

facmpounmecmuKasniHOMo KpbLeomeYyeHue, s36a unu nepghopayus e
8B3MOXHO Oa 60am hamanHu.

XemamonoaudHu:

Mo-uecto oT 1 %: aHemus.

Mexgy 0,1 u 1 %: npomedn B Oposi Ha KpPbBHUTE KIETKW, BKIIOUUTENHO B
audepeHumnanHoto ©Opoene Ha OenuTe KPbBHW  KNETKW, fIEBKOMEHWA M
TpomOounToneHusi. EAHOBPEMEHHOTO MpUIoXeHue Ha NOTEeHUNaNTHO MUENOTOKCUYHN
nekapcTea, 0cobeHO METOTpeKcaT MOXKe fia ce oKavke npeppasnonaraly cdakrop 3a
Bb3HNKBAHE HA LMTONEHNS.

HepmamonoauyHu:

Mo-yecTo OT 1 %: NPYpUTYC, KOxHU 0BpuBY.

Mexny 0,1 u 1 %: ctomaTuT, ypTUKapUs.

Mo-manko ot 0,1 %: hoTouyBCTBUTENHOCT. B MHOFO pefkuM cryvyan € Bb3MOXHO
passuTneTo Ha OyrnosHu peakunn, mMynTidopmeHa epuTemMa, CUHEpPOM Ha Steven
Johnson, Tokcuuna enngepmanta Hekponuaa.,

PecriupamopHu:
Mo-yecto o1 0,1 %: nosBa Ha acTMa Hpyu UHAKBUAW, anepaudHu KbM aciiupuH unu

dpyeu HCIIBC.

LIHC:

FMo-uecTo oT 1 %: 3amasHocT, rnasobonue.

Mexpy 0,1 n 1 %: cBeTOBbPTEXK, DyyeHe B YLUIUTE, CHHIIMBOGT.

Mo-manko ot 0,1 %: u4yBcTBO Ha OOBPKAHOCT W AE30PUEHTaUNs, V3MEHeHWe Ha

HacTpoeHWeTo.

KapduosackyrapHu;
Mo-uecto ot 1 %: enem.
Mexny 0,1 1 1 %: nosulleHo KpbBHO Harsrale, cbpuebieHe, 3auepesBaHe.
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MMukoyorionosu:

Mexay 0,1 u 1 %: HeHopmanHu napameTpy Ha 6bbpeuHaTa yHKUMA (NOBULLEH
cepymMHUs KpeaTuHUH Wunn cepymMHaTa ypes).

Mo-manko ot 0,1 %: octpa 6LOpeyHa HEAOCTATHHHOCT.

SpumenHu HapyuweHuUs::
Flo-mankxo oT 0,1 %: KOHIOHKTUBUT, HapyLUEeHNsl B 3PEHMETO, BXIIOYMTESNTHO 3aMblTIeHO

3peHue.

Peakuuu Ha Ce8DBXYY8CmEeUmeriHocH:
Mo-manko ot 0,1 %: axrnoefdeM W peakiuy Ha CBPBXYYBCTBUTEITHOCT OT 6bpP3 Tun,
BKITIOYNTENHO aHadunakTonaHi/aHaunakTnyHy peakumn.

4.9. MpegosupaHe

B cnyyail Ha npegosupaHe TpAbea Aa 6bhaT NPUNOXEHW CTaHAapTHUTE METOAN -
cTOMalUHa TIPOMUBKA W HAKOM 00O NOAKPENsLM MepKu, Tbil KaTo He e W3BecTeH
aHmMpoT. B KnuHuuHn wscnedsBaHusi e 6uno ycTaHoBEHO, Ye XOonecTUpaMiHbT
ycKopsiBa enumuHupaHeTo Ha meloxicam.

5. PapMaKonoruiHu AaHHu
5.1. dapmaKkopuMHaMUYHK CBOUCTBA

Movalis e Hectepomgko hpoTuBoBL3NanuTenHo cpeacteo /HCIMBC/ ot knaca Ha
eHoMoBara  KWCenWHa, KOeTo [Mpu  OnWTM € XXMBOTHK €  fokasano
MPOTMBOBLANAANTENHKU, aHaIfeTUYHW U aHTUNUPETUHHM cBoMctBa. [lpn BCUYKK
CTaHOapTHU  Mopgernu Ha  Bb3naneHue meloxicam e noxazan  cuitHa
NpOTUBOBBL3MAaNUTENHa akTMBHOCT. Bb3MOXHO € mMeXaHU3MbT Ha crnoMeHaTuTe fo-
rope etektu Aa ce [ObmKM Ha cnocobHoctra Ha meloxicam pga wHXubupa
GuocyHTE3aTa Ha NpocTarnaHguHuTe - USBECTHW MEeANaTopy Ha BhananeHneTo.

[lpy nMbXoBe ¢  apTpuT CpasBHeHWeTO Ha  ynieporeHHata [Josa W0
NpoOTUBOBBLINanNUTENHaTa edekTBHa [c3a e NoTBLPAUNC BUCOKa TepaneBTu4Ha
rpaHnlia Hag Taam npu ctaHgaptHute HCMBC. In vivo meloxicam uHxubupa
BuocuHTE3aTa Ha npocTarnadguHyr MHOFO MO-CWITHO Ha MACTOTO Ha Bb3naneHUeTo,
OTKOJIKOTO B cTOMaluHaTa Mykosa unm 6s6peuute.

Teswn pasnukn ce CMsTa, Ye ca CBbP3aHy Cbe cernekrTuBHata uHxubuuua Ha COX-2 B
cpaBHerne ¢ COX-1. [ocerallHust onuTbT € nokasarn, 4ye COX-2 uHxubuunarta
josexaa Ao TepaneBTuuHusA ecdekT Ha HCIMBC, pokatoe unxubuuusata Ha COX-1 e
OTrOBOPHa 32 CTOMaLUHKTE 1 BbOpeYHn Hexenakn NekapcTBeHn peakumn.
CenekTuBHaTa UHXMGMUMsi Ha meloxicama e buna noTBbpAeHa Kakto in vitro, Taka n
ex Vivo BbpXy pasnudHin cuctemu 3a uanuteaxe. [lpn usnocTeH KpbBEH aHanus npu
yosek, meloxicam e noxasar, de uMHxuMbupa uH Butpo COX — 2 cenekTUBHOCTTA.
Meloxicam (7,5 u 15 mg) e nokasan no-BucoKa crerneH Ha mHxubupane nHa COX-2
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CeneKkTMBHOCT X Vivo, AeMOHCTpMpaHa KaTo Mo-BWCoKa cTefieH Ha wHxmubupaHe Ha
niunononuaaxapua-ctumynynupasa PEG; npogykuua (COX - 2), cpasHeHo C
TpomGOoKkCaHoBaTa Npoaykius B cbeupBatua ce kpbB {COX — 1). Tean edekin ca
Gunu saBucumy oT fio3ata. Meloxicam e nokasan nunca Ha eqekT, Kakio BbpXy
arperaumsita Ha TpoGMoUMTUTE, Taka M BbPXY BPEMETO Ha KbpBeHe. 3a pasnuka oT
meloxicam, indometacin, diclofenac, ibuprofen u naproxen, 3Ha4YWTeNHO MHXKWOUpaT
arperaumsTa Ha TpoMbounTUTE U YO BIKABAT BPEMETO Ha KbpBeHe.

KnuHuyHKTe M3NuTBaHUS ca nokKasany, JYe ¢ gosa 7,5 u 15 mg meloxicam ca no-peaxu
Criyyaun Ha racTPOMHTECTUHANHN HEXEeraHy NieKapCTBEHN peakUnn, B cpaBHEHUE CbC
cTaHpapTHaTta Aosa Ha gpyru HCIMBC, kato npeocbnagasallo NO-HKCKa e YecToTara
Ha HEXENaHK peakuni KaTto Aucnencus, noepbllane, ragede n abgomutanta Gorka.
UecroTata Ha racTPOVMHTECTUHASIHWM HEXEenaHW JieKapcTBeHN peakuun, Karo
nepdopaumn, A3BM UMW KPLBOTEUEHKS, cbobLlieHn 3a meloxicam, ca HUCKY 1 [030-
3aBUCUMMN.

He ca npoeefeHu eOUHWYHK (POYYBaHWA 3a CBLOTBETHOTO OT4YUTaHe Ha
CTAaTUCTUYECKNTE pasfuKN B YeCcToTaTa Ha KIWHWYHO 3HaUMMUTE HEXenaHn peakuuy
Ha FOPHUA FACTPOUHTECTWHaNe TPakT, kato nepdopauun, obCTPYKUMM N KbpBEHE,
mexgy meloxicam u gpyriu HCIMBC. lNpoeegeH Gelue cbopeH aHanins, BKTOYBALY
naumeHTn Tpetupann ¢ meloxicam B 35 kmuHUYHM npoyyBanus. Mngukauuute bsxa
0OCTE02PTPUT, peBMaronsieH apTpuT u aHKuriosupaly CMIOHAWIUT.
MpoabmkMTErtHOCTTa Ha npunoXeHne Ha meloxicam Bapupalle OoT 3 cegmMuln Bo
efHa roguHa (noBeueTo nauueHTy Osxa BKIIOYEHW B €JHOMECEUHW npoyyBaHuA).
MouT¥ BCUYUKM NaLMEHTW yyacTBaxa B Npoy4BaHus, KOWTO AOfycKaxa BKMioYBaHe Ha
nauueHTV C NpefuuiHa UCTOpKUsl Ha MHTECTUHaNHa nepdopauuns, A38a WKW KbpBEHE.
UectoTaTa Ha KIMUHWYHO 3aHaYnMMUTe racTp-uHTecTuHanbu nepdopaumn, obeTpykumm
unu kepeene (MOK), Gelue npeleHeHa PeTPOCNEKTUBHO, CriefBaikn He3aBuCUM, Crisin
nperneg Ha cnyyaiTe. PesynTaTuTe ca nokasanu B cnegHaTa tabnuua.

Kymynatueen puck ot [NOK 3a meloxicam 7.5 mg v 15 mg, cpagHeH ¢
diclofenac u piroxicam - kKnuHM4HKM NpoyuBakus Ha Bl. (ouieHeH o Kaplan-
Meier)

JIEMEHKE Mepuon Maunentn B | MOK npes Puck (%) 95 %
Nheena {(oHW) cpepara Ha | nepuoaa Ha UHTEepBan
nosa Kypca Ha sieveHune Ha
sieyeHue CUrYypHOCT
Meloxicam
7.5 mg 1-<30 9636 2 0.02 0.00-0.05
30-<MN 551 1 0.05 0.00-0.13
Meloxicam
15 mg 1-<30 2785 3 0.12 0.00-0.25
30-<91 1683 5 0.40 0.12-0.69
21-<182 1090 1 0.50 0.16-0.83
182 - < 365 642 0 0.50
Diclofenac 1-<30 5110 7 0.14 0.04-0.24
100 mg 30-<MN 493 2 0.55 ~0.00-1.13
Piroxicam 1-<30 5071 10 0.20 0.07-0.32
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20mg| 30-<91 | 532 | 6 [ 141 | 0.351.86 |

5.2. dapMaKOKMHETMYHU CBONCTBA

TebLRpAK nepoparnnn GOopMK U repoparHa cycneH3us

Meloxicam ce abcop6upa nobpe OT racTpoMHTECTUHANHUS TpaKT, KOeTo pednekTupa
KaTo Bucoka abconioTHa OuoHanmuyHocTt oT 89% crea nepopanHo NpUNoXeHWUe.
TabneTkuTe, nepopanHama cycrieH3Uus  kancynuTte ca buoexensaneHTHY.

Cned npuniazaHe Ha edJuHuvwHa dosa meloxicam, cpedHume nnasmeHu
KOHUeHmpauuu ce docmuzam 8 paMkume Ha 2 Yaca 3a cycrieH3usima u 5-6 yaca
3a mebpdume nepopaiHu hopmu (mabremuu U Karcyrnu).

MNpu npunazaxne Ha MHozoKkpamiu doau, steady-state e nocturHat 3a 3 fo § gHu.
HoanpateTo BEAHBLXK AHEBHO A0BEXAa A0 MNasMeHy KOHUEeHTpaLMi Ha NeKapcTBoTo ¢
OTHOCHTETHO No-crnabo OTITIoHEHNE Ha BbpXoBUTE KOHLEHTpauun B nopaaeka ot 0,4-
1,0 mcg/ml za posu 7,5 mg u 0,8-2,0 meg/ml 3a posu 15 mg, pecnexktBHO
(pecnekTnBHO Cnin U Chax NPk steady state).

Marcumanrume nnasmerU KOHUeHmpauuu npu steady state ce docmuzam &
pamkume Ha 5 do 6 vaca 3a mabremkume, Karicysume U rnepopariHama
CYCrieH3uUs!, pecrieKIniueHo.

MpoabimKMTENHOTO NeYeHne 3a nepuoan oT noeeve oT 1 roguHa nokassa nogobHn
KOHLIEHTpaUMM Ha NeKapCTBOTO Kato Tesw, HabnwpaBaHW npw  HbPBUA nNocTurHaT
steady-state.

Cmenesma Ha abcopbupaHe Ha meloxicam He ce NMpomeHs MpU eAHOBpPEeMEHHO
fipUemMaHe Ha XpaHa.

Cynoautopun

Cynosumopuume ca 6uoexksusaneHmyu Ha Kancynume.

MaxcumarnHume nnasmeHU KoHUeHmpauuu ripu steady state cned npunazane Ha
cyno3umopuu ce docruzam € paMkume Ha 5 do 6 yaca om npunazaHemo Ha
dozama.

OmuirioHeHUsIma Ha nNUKosume KOoHUeHmpauyuu ca nodobru Ha mesy,
HabmoOaeaHu ripu nepopanHume opmu.

Paznpegenenve

Meloxicam ce cewp3ga 8 MHO20 6UCOKa cmereH ¢ lifiasMeHume npomeunu,
ocHoeHo ¢ albumin (99%).

Meloxicam neHeTpupa noDpe B cuHOBManHaTa TEYHOCT, 3a Aa Aafe KOHUeHTpauuun
npubnMsKuTENHO NOIOBMHATA OT TE3N B Masmara.

O0emBbT Ha pasnpegernexHne e marnbK, cpegro 11 | Mupgusnayanuute sapuaumm ca B
nopsaeka 30-40 %.

Buorpancdopmanma

Meloxicam npermsphisica excmeH3ueHa YepHodpobHa buompaHcgopmayus.

B ypunama ce omkpusam 4Yemupu pasnuvHu memabonuma. Ha meloxicam,
8CUYKU OM KOUIMO ca (hapMakoGUHaMUYHO HeakmueaHU. e
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OcHopHusT metabonut, 5'-kapbokcumeloxicam (60 % ot posaTa), ce obpasysa
MOCPEACTBOM OKWUCTIEHWE Ha MexaumHHus meTtabonut 5'-xuapokcumetunimeloxicam,
KOWMTO CbLUO Ce eKCKpeTVpa, HO B no-Hucka cteneH (9 % oT Aosara). fpoeengeHuTe MH
BUTPO npoyyBavus npegnonarar, ye CYP 2C9 wurpae BakHa ponsi B TO3N
metabonuted mbT, ¢ MuHUManels npuHoc oT CYP 3A4 usoeHnsum. BepostHO OT
repokcuaasHata aKkTWBHOCT Ha nauneHTa 3aBUCAT ApyruTe Ba mMeTtabonuTa, KOMTo
npeacTaBnseaT cboTeeTHO 16 % u 4 % ot npunoxeHara fosa.

EnnmmHupaHe

Meloxicam ce exckpeTupa OCHOBHO noAa dropmata Ha meTabonnutil, KOUTO ce OTKpUBaT
B efHakea cTeneH B ypuharta u cekanuure. lNMo-manko ot 5 % OT AHeBHaTa /i03a ce
EKCKpeTMpa HeNpoMeHeHa BbB (hexanuute U camo CofiefgW OT  HENpoOMEeHEeHOo
KONMYECTBO ce eKCKpeTupaTrT B ypuhata. CpefHWAT efiMWHaUVOoHeH MONMyXuBoT €
okorio 20 yaca.

ToTanHUAT NnasMeHnsT KWIKPBHC € cpeHo 8 mi/min.

TNunenHoci/ HeninnenHocT

Meloxicam niokasea nuHeliHa (hbapMakoKuHemuKa e mepanesmu4Hus 00306
duariazoH om 7,5 mg do 15 mg crsied nepopanHo WU UHMPaMYCKYIHO
npunoxerue,

CneuundinyHmn rpynu nauveHTn

YepHodpobra/bLbpevHa HeGocmambyHoc

PapmaroKkuHemurama Ha meloxicam He ce noenusea CchUeCMeeHo HUMO om
YepHOOPO6Ha, HUMO om Jieka 0o cpedHo mexKa 6L6peyHa HedocmambYHOCH!.
lpu mepmuranHa 6L6peyra HedocmamubYHOCT, HosullagaHemo Ha obema Ha
pasnpedeneHue moxe Oa doeede G0 no-aucoOKa KoHUeHmMpalus Ha ceobodeH
meloxicam u o masu npu4una He mpsibea da ce Hadeuwaea dHeeHa do3a om

7,5 mg.

lMauveHTH B HanpeaHana BbL3pacT
Cpednusim ninasmeH KNUpBLHC npu steady state npu nayuexnmu e Hanpedxana
enL3pacHl e Maliko No-HUCEK Om mo3u, Kolimo ce cbobuwasa npu rio-mnaadume

riayueHmu.
5.3. MNpegkrivHn4yHKM gaHHK 3a GezonacHocT

EkcTeH3aWBHaTa TOKCWMKOMOMMYHa nporpama noTBbpaaBa, 4e meloxicam wuma
npUeMnve npocun Ha 6esonacHocT.

CroliHocTUTe Ha nepopanHaTa LDsp Bapupat ot okono 98 mga/kg npm skeHCKK MiTbX0Be
ca > 800 mg/kg npx Mmopckiu cBuHdeTa. UHTpaBeHo3HTE CTONHOCTN Bapupar OT OKOmno
52 mg/kg npu nmexoee n go 100-200 mg/kg npn mopcku cBuHYyeTa. OCHOBHUTE
CUMMTOMM Ha TOKCMMHOCT BKMIOWBAT MOHMWKEHa MOTOpHa aKkTUMBHOCT, aHemua U
umaHosa. [NoBeyeTo CMBPTHY CTlyYau ca Bb3HUKHaNKW B pesyrnTart Ha CToMaluHU A3BK 1
nocrniefipam nepdopaTMBHY NEPUTOHUTHA.
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ManuTBaHWsa 3a TOKCUYHOCTTa NpW MOBTapsAllY Ce [03W HPU MITbXOBE U MOPCKM
CBMHYETa ca NoKasanu XapakTepHu npomeHu, cboblienn u npu Apyrute HCIBC,
Hamnp. racTpoWHTECTMHaNHa $3Ba M €po3uU, a Mpu NPOOBLIDKUTENHW W3NNTBaHUS
Oubpevyna nanurapHa Hekposa. [acTpPOMHTECTMHamMHY HeXernaln neKapCTBEHU
peakumy ca ©unn HabnogaBalu npy nepopantHu gosn ot 1 v Hag 1 mgl/kg npy
nrbxoBe U 3 w Hag 3 mg/kg npu Mopckk ceuHdeTa. Crieg MHTPaBEHO3HO NPUNOXEHne
Ha po3n ot 0,4 mg/kg npn nnbxoee 1 Ha 9 my/kg npu MOPCKKU CBUHYETA BL3HWKBAT
racTpovHTecTuHanhu nesmn. bubpeunara nanunapHa Hekposa ce Habrniogasa caMo
npu AABLXOBE cief npueM Ha meloxicam npes uenus xkusoT Ha Aosun ot 0,6 mg/kg unn
[O-BUCOKM.

NanuTBaHnsa 33 TOKCUYHOCTTA BbpXY BL3MPOM3BOACTBOTO Ha IITbXOBE U 3alUM He
NoKasBaT TepaToreHHOCT [0 nepopanHu [o3m ot 4 mg/kg npy nabxoee u 80 ma/ky
npu 3aitiun. PenpodykmueHU npoyyearusi ¢ nepopaiHu 603U ripu nALxoee
foKaseamn HamanseaHe Ha O6posi Ha oeynayuume U ukHXubupaHemo Ha
HuGayusima U eMOpUOMOKCUYHU egermu (ToeulieHa pesopbuyus) npu
moKcuyHu 3a Mmalikama dJdo3ceu Huea om 1 mg/kg Unu no-eUcoKU.
Uscnedeanume 0o308u HUea Hadsullagam KiuHuUYHama dosa (7,5-15 mg) ¢
koechuyuenm om 10 6o § numu, usyucnieH 3a mg/kg om b6asoeama do3a (ripu
yoeeK C mesjecHO mezsio 75 kgj. @Pemomokcuyrusim egexm e kpas Ha
6pemeHHOCHIMAa, U3pa3eH npu ecu4yku uxHxubumopu Ha ripocmaznanduHoeuUs
CUHME3 € OfuUCaH.

Meloxicam He e nokasan myrtareHHOCT npu Ames test, rocTonpuemHuk-meannpaHo
M3MMTBAHE W M3cnenBaHe 3a reHHK MyTauvk npy 6osaitnuun. Meloxicam He e nokasan
KnacToreHHa akTUBHOCT 10 OTHOLUEeHWEe Ha WscnefBaHe Ha XpomMosomuu abepauuu B
UOBELUKW NMUMGOLIKTY U NPY MUKpOsSiAPEH TeCT Ha KOCTEH MO3bK MPK MULIKN.
ManuTBaHWsiTa 33 KapUWHOTEHHOCT NpK MITbXOBe W MUINKW He ca noKasanu
TYMOpPOIreHeH WNi KapUWHOTEHEH MOTeHUMan [0 Huea Ha posata ot 0,8 ma/kg npu
nribxoee 1 8 mg/kg npn Mmuwiki. [Mpn nacrneasaHns npes Uenus XUBOT Ha MTbXoBE U
muwkn meloxicam He e yBpeoumn aptukynaphua xpywsan. [loTBkpgeHo e, 4ye e
XOHAPOHEYTparieH npu Tesn BUGoBe.

Meloxicam He wuHOYUMPa MMYHOrEHHW peakuMu Mpu OMUTU € MULLUKW U MOPCKK
ceuHvyeTa. B peanua TtecroBe meloxicam e nokasari no-marnka (OTOTOKCUYHOCT B
cpaBHeHmne cbe crapute HCIBC, Ho e ¢ nogobHa hoTOTOKCUHHOCT KaTo MUPOKCUKaM
Y TEHOKCUKaM.

B wsnuTRanust 3a JOKareH TonepaHC NpuW BCWUYKM HadMHW Ha npUsioxeHue:
MHTPABEHO3HO, WHTPaMyCKYNHO, peKTarHo, BEPMariHO W OKYySNapHO, NOHOCUMOCTTA
Kbm meloxicam e Guna gobpa.

6. dapmalieBTMYHY OQaHHM
6.1. NomowkKn ReecTBa
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Tabnetku 7.5 mg
Sodium citrate, Lactose, Microcrydtalline cellulose, Polyvidone K 25, Aerosil 200,
Polvidone CL, Magnesium stearate.

Tabnetxu 15 mg
Sodium citrate, Lactose, Microcrydtalline cellulose, Polyvidone K 25, Aerosil 200,
Polvidone CL, Magnesium stearate.

Cynosuropuu 15 mg
Suppocire, Macrogol glyceryl hyrdoxystearate.

6.2. OU3NKO-XUMMNYHU HECBBMECTUMOCTH
He ca ussecTHN.
6.3. CpoK Ha rogHoOCT

CpoxbT Ha ropHocT Ha Movalis Tabnetikn 7,5 mg 1 15 mg e 60 meceua.
CpoxbT Ha rogHocT Ha Movalis cynosutopum 16 mg € 36 meceua.

6.4. CniellnanHn ycrnoeus Ha chXpaHeHue

Tabnetku: [a ce ckxpaHsaBa npu crallHa Temneparypa.
Cynosutopun: [da ce cbXpaHsiBa Ha CyXo MSCTO, fipn Temnepartypa nog 25°C.

Ia ce cuXpaHaBa Ha MecTa, HeJOCTRIHM 3a aela.
6.5. lanHn 3a oriakoBKaTa

Tabnetku: Brinctepn no 10 Tabnetku n 20 TabrieTku.
Cynoautopun: AnymuHneBo donvo (o 6 cynosuropun).

6.6. MucTpykuuK 3a yriotpeba
Bwx pasgen 4.2.
7. Wime n apipec Ha npUTexaTens Ha paspelleHueTo 3a ynortpeba
Boehringer Ingelheim International GmbH
Binger Stralte 173
D-55216 Ingelheim am Rhein
Germany

MpousBoauTen:

Tablets 7.56mg / 156 mg
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Boehringer ingelheim Pharma KG
Binger Strafte 173
D-55216 Ingelheim am Rhein
Germany

Suppaositories 7,5mg / 15 mg
ISTITUTO DE ANGELI S.r.l.
Localita i Prulli No. 103/c
I-50066 Regello (FI)
ltaly

(2]

. PerucrpaiinoneH HoOMep

MOVALIS tabl. 7,5 mg x 10 u 20 6p: 960 02 37
MOVALIS tabl. 15 mg x 10 n 20 6p: 260 02 38
MOVALIS supp. 15 mg x 6 6p: 960 02 36

9, fata Ha NbLPBO paspellaBake 3a ynoTpe6a Ha nekapcTBeHUs NPORYKT

MOVALIS tabl. 7,5 mg x 10 1 20 6p: 01.10.1996
MOVALIS tabl. 15 mg x 10 v 20 6p: 01.10.1996
MOVALIS supp. 15 mg x 6 6p: 01.10.1996

10. aTta Ha akTyanusalust Ha TeKcTa
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