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lTpoyememe eHUMamenHo mMma3u aUcmMogKa npedu da 3ano4yHeme ynompe6ama

Ha moga nexKapemaeo.

- 3anaseme nucmoegkama, Moxe 0a ce Hanoxu 0a s [IpoYememe OMmHoeo.
- Axo umame QOMBAHUMENHU 8BIPOCU, KOHCYynmupalime ce ¢ Bawus nekap unu

hapmaream.

- Toea nekapcmso e nipednucaHo NU4YHO Ha Bac u He mpatea da 20 Jasame Ha
dpyau xopa. Moxe 0a um Haspedu, dopu 0a Umam cumMnmomu Kamo Bawume.

B Tta3n NUCTORKA LWe HaMepuTe!:

Mpean ga ezemete MOVALIS Tabnetiu,
Kak fa s3umaTe MOVALIS Tabnetku;

SN AN I

CoxpaHerue Ha MOVALIS tabneTiu.

MOVALIS® ra6neTku
/MOBATNAC/

ChrecraB:

BramoxHn HexenaHn NekapcTBeHr peakunK,

Kakso npegcrasnsasa MOVALIS TabneTku 1 33 KaKgo ¢ U3Non3ea;

AKTMBHOTO BellecTBo e meloxicam. 1 Tabnetka cvabpka 15 mg v 7,5 mg meloxicam

(MenoKcuKam).
MomouwHU seliyecmasa:

HanMeB unTpaTt, nNakrosa, MUKpOoKpucTanHa udenynosa, nonuBWAOH, KonowpedH cunvuuee

OVoKcKua, KROCNoOBWAOH, MarHesnes cTeapar.

MpuTexaTest Ha pa3pellieHWeTOo 3a ynoTpeda:
Boehringer Ingelheim International GmbH
Binger Stralle 173

D-55216 Ingelheim am Rhein

Germany

MpoussoauTten:

Boehringer Ingelheim Pharma GmbH & Co. KG
Binger Stralle 173

D-55216 Ingelheim am Rhein

Germany

nnu

Boehiinger Ingelheim Hellas S.A
2, Ellinikou

167 77 Ellinike, Athens

Greece

1. Kakso npeacraenasa MOVALIS TabneTku u 3a KakBo ce U3Nonssa
MOVALIS e HecTepougHO MpOTWBOBBL3NANWTENHO CPeAcTBO, noaxcaslo 3a ynotpefa npw
BH3IPACTHY W 10HOWW Hag 12 roguHa Bespact. MOVALIS TabneTkn ca nokas

Ha!
- PEeBMaTOUAEH apTpwT;
- npoTuyaly ¢ 6OMKY oCTeoapTRNUT

(apTposa, fereHepaTUBHO CTABHO 3abonaBaHe);
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- aHkunosmpaly cnoHgunut (BonecT Ha Gexrepeg).

2. Mlpeau na e3emete MOVALIS tabnetku

He mpabea da eaumame MOVALIS e cnednume cnyyau:

- BpemeHHocT;

- KbpMeHe,

- NpW cBpbXYyBCTBUTENHOCT KbM MOVALIS unu HsAkoe OT MOMOLHWTE BELLECTBa B
NeKapcTBeHUA NPOAYKT. BbaMOXKHa € KpbeToCaHa HyBCTBUTENHOCT KbM aleTUuncanuuiunosa
KMcenuHa (acnupuH) v gpyri HECTEPOMAHN NPOTUBOBbINANUTENHK cpepcTea /HCIMBC/,

- MOVALIS He TpaGea ga OvAe npunarad npu NadueHTv ¢ M3ABEHW CUMIMTOMM Ha acTva,
HasanHyk NonunY, aHroedeM WnM YpTVKapWsA, chnej fpveM Ha auetuncanuuunosa
kucenuHa (acnupur) unn apyrn HCMBC.

Hekapcmeexusim npodykm He ce npuiiaza Cbwo U Npu:

- aKTUBHa WNY CKOPOLLUHA CTOMalLHO-4YpeBHa Assa/nephopauns,

- akTKMBHO Bb3nanuTenHo sabonseaxe Ha YepsaTta (Bonect Ha KpoH nnu ynueposeH Konw),

- Texka yepHogpobHa HegoCcTaTbYHOCT,

- Texka 6wOpeuHa HefocTaTLUYHOCT 083 gnanuaa;

- CblLUECTBYBAULO CTOMALUHO-YPEBHO KbPBEHE, CKOPOWHO MO3BYHO-CLOOBO KbpPBEHE WA
APYrn HapyleHnsa CBbp3aHi ¢ KbpBEHe;

- TeXKa HEKOHTPOMMpaHa CbpAeqHa HeloCTaTLYHOCT,

- Aela ¥ oHOWK Nog 12 roguiliHa BHL3pacT,;

- KbpBEHE, HE3aBUCKUMO OT KakbB TWnN,

- NauneHT, NoANOXKEeHW Ha NevYeHne ¢ aHThKoarynaHTu,

MOVALIS e npoTuBONOKa3aH 3a NedYeHne Ha criejonepaTeHa Oonka npu cbpaeyHa XUpyprius -
aopTokopoHaper Bawnac.

Tabnerku
B cny4yan Ha pegkv BpogeHu 3abonsiBaHvs, KOMTO mMoraTt ga JO0BeAaT A0 HEeCHLBMECTUMOCT C
HAKOU OT fIOMOLLHWTE BelllecTBa, yrnoTpebaTta Ha NekapcTBeHWs NPoSYKT € NpoTMBONOKasaHa.

MOVALIS Tabnetkn 7,5 mg cbabpxKa 47 mg fakrosa B MakcumanHaTa npencpbysaHa gHesHa
8033, [TauneHTMTe ¢ BpogeHa HENOHOCUMOCT KbM ranaktosa, Lapp-nakrasHa HegocTaTsYHOCT
WAV TNIOKO3EH/TanakToseH cWMHAPOM Ha manabcopbuma He TpabBa ga npuemat Tosu
NEKAPCTBEH NPOJYKT.

MOVALIS tabnetkn 15 mg copepxa 20 mg nakrosa B MakcumanHaTta npenopbsysaHa gHeBHa
fosa [MauneHTuTe ¢ BpodeHa HENOHOCUMOCT KbM TanakTosa, lL.app-naktasHa HegocTaTeYHOCT
WV TAIOKO3eH/TanakTo3er cuHgpoM Ha manabcopbuna He TpAGBa fAa npuemar To3n
NEeXapcTBEH NPOAYKT

Mpwt KeHWTe, KOWTO MMAaT 3aTpyAHeHWA Aa 3abpeMeHeAT WNu NPoBeXAaT WscnesBaHvs 3a
crepunuTeT TpAbBa fAa ce npekpaTty ynoTpedarta Ha MOVALIS.

To3 mnpoAykT ce npwunara camMo MO JIeKapCcKO npejnucaHue U nNoJ NeKapcko
HaGnrwoneHune,

MOVALIS mpnab6ea da ce npusiaza ¢ ocobeHo eHUMaHUe 8 ciieGHuUmMe crayyau:

- XpaHocMmunaTenHw  HapyweHws  (e3odharut, racTtpuT, A3Ba i

ABaHageceToNpLCTHUKA),
- CbpAevHa HEJOCTATBLYHOCT UM BUCOKO KPBBHO HastsaraHe;
- ChpAEMHO, YepHoapobHo Ny 6xbpeyHo sabonsaBaHe;
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- JnedeHume C guypeTuun (oTeoaHsRaum cpeacrsa), ACE wHxuGutopw, aHrmoTeHsuH |l
peuUenTopHyU aHTaroHUCTK (NekapcTBEHN NPOAYKTY 3a NOHWKaBaHe Ha KPBLBHOTO HanaraHe)
WNW CKopoLIHa onepauns;

- fpekapaHa acTMa. B HAKOW CnydYam € BL3MOXKHA MNposiBa Ha anepriyHy peakuny KoM
acnupyiy KK gpyru cpeactea oT rpynarta Ha HCMNBC (kem kouTo NpuHagneky u MOVALIS).

HanoxumenHo e da npexbcHeme jse4yeHuemo u da ce cenpxeme HeszabasHo ¢ Bawus

seKap € criedHuUmMe cayvau:

- NpWU CTOMALHO-YPEBHO KbpBEHE (KbPBEHE OT ycTata WUNM B MW3NPaxKHeHWATa, 4epHo
OLBETSBaHE Ha N3NPaXHERNATA);

- NpM3HauW, NOACKasBally CBPBLXYYBCTBUTESIHOCT KbM TOBa MEKApCTBO W MO-TOHHO,
acTMaTWMYEH NPUCTHM, BHE3AMNHO NOAYBaHE Ha MWULETO UKW IbPOTO, NOABA Ha Mexypu (BiK
BBb3MOXKHI HEXEeMNaHW NexapCTBEHW peakunn).

CepuosH KOXKHU peakuuy, HAKoW OT TAX haTanHu, BKAYBaLM eKkchornuaTUBEH OepMaThT,
cuHapom Ha Stevens-Johnson v TOKCUYHa enuaepmManHa Hekponuza ce chobljaBat MHOro
pAgko npu ynotpeba Ha HecTepoMOHW MPOTUBOBBL3NANUTENHW cpeacTsa. flaUveHTuTe ca
V3NOXKEHN Ha HaW-BUCOK PWCK OT MOABa Ha Te3W peakyun B HaYanoTo Ha Kypca Ha JieqsHue,
KaTe Bb3HWKBAHETO Ha peakuuute B DONLWHCTBOTO OT cnydauTe € B MbpBUS Mecel oT
neverueto, Tpabea fa ce npekpatw yrnotpebata Ha MOVALIS npu nbpea npossBa Ha KoXeH
oBpUB, MYKO3Ha Ne3na UNK HsKaKsB APYF NPU3HAK Ha CBPBLXYYBCTBUTENHOCT.

lekapemea kamo MOVALIS mozam Oa 60am cebp3aHu: C JIGKO [MOSUUIEH PUCK om
cbpdedeH UHYUuGeHm (“mMuokapdeH undgrapkm”) unu uscynm, Beeku puck e no-eeposimed
npu sucoku Go3u u npodwnrogumenHo nedenue, He npesuwaeaime npenopb4yadHume
do3u U npodbsuKumMesiHocmma Ha sleyeHuemo.

Ako umame npobrnemMu CchC CLPUEMO, NpeKapaH uHcym unu Mucnunme, Jye 3a Bac moxe
da uma puck om rosieama uM (Hanpumep, aKo umame BUCOKO KPBLBHO HanszaHe,
duabem, noeuweHuU cmoUHoCMU Ha Xojecmeposn umnu cme nayway) mpabea Oa
o6cwrdume sieveHuUemo ¢ Bawus nekap unu hapmayesm.

bpemenHocm U KbpMeHe:
To3n NexkapcTBEH NPOAYKT He C& NperopbuBa 3a ynotpeda ro speMe Ha GpeMeHHoCT
Yrotpebarta My Mo Bpeme Ha KepMeHe TpabBea fla ce nabsarea.

Koucyntupante ce ¢ Bawwua nexkap unv capmauesT npeau ynortpeba Ha nekapcTBeHW
NPCAYKTY No BpemMe Ha BPpeMeHHOCT W KbpMEHE.

tWoghupane u paboma ¢ MalluHu:
YnoTtpebaTta Ha TO3W NEKapCTBEH MPOAYKT MOXEe Aa npe,qmsama 3aManHoCT, CbHAMBOCT U
MHOIO PSIAKO 3PUTENHW HapyLUeHns.

Ynompe6a Ha dpyeau riekapecmeeHU npodykmu:
Monsi, wHpopmuparTe Bawms nekap vnn dapmauesT, ako B3nMare 1 4ocKopo CTe B3umMarni
APYFW NeKkapcTBeHW NpoAaykTW, AOPW W Takuea, oTnyckaHu 6e3 nekapcko npegnvicaHue.
OcobeHo BaxHO e ga vHdopmupate Baluma nekap, ako BaMmMaTte repopantyl aHTUKoarynaHTu
(NpoTUBOCHCVIPBALLW NEKapcTBEHY MPOAYKTY), APYrY npocTarnasanH CUHTETasHK HXMouTOpHY,
BKMIOMBAWW  [AIIOKOKOPTUMKOMAW W canuuuniati  (acnupuH),  ApyrM  HeCcTepougHw
MPOTUBOBL3NANUTENHN CPEACTBA, CENEKTUBHW WHXUOWUTOpM Ha - 0BpaTHUA—.3aXBaT Ha
cepotoriuHa (SSRI), xenapuH (npunaraH WHXEKUMOHHO), MWTURA, BUCOKU 4 peKcar,
TUKNOTMAWH, NPOTUBO3aYaThYHN CPEACTRA, OTBOAHARALLN CPeacTBa, e er [l K 33
NOHWKABAHE Ha KPBbBHOTO HansAraHe, XoNecTUpamiuH, LUKIOCNopWH, ne 3

cpeacrea,
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3. Kak na ssnmarte MOVALIS Tabnerku

Jo3nposka:

Qcmeoapmpunm. 7,5 mgl/geH. Axko e Heobxopgumo, gosata moxe pa Obae
nogWieHa Ao 15 mg/aeH.

PesmamoudeH apmpum 15 mg/aeH, B 3aBycyMOCT OT MOBMUABAHETO A03aTa MOXe Aa

6bae HamaneHa go 7,5 mg/aeH.

AHkunoszupauwl cnoddunum.; 15 mg/aeH. B 3aBMCMMOCT OT TepaneBTMYHWA OTroBOp fosaTa
MOXe Aa Obae HaMmaneHa po 7,5 mg/oen,

Mpy NauWeHTW ¢ MOBUWEH PWUCK OT HEXeraHu NeKapcTBEHW peakuuwn, fedeHueTo ga ce
3aro0MHe ¢ A403a oT 7,5 myg/geH

Mpu NauMeHT Ha guanusa ¢ Texkn 6B0peyHn yBpexaarHus, nosarta He Tpsabea ga Hagevlaea
7.5 mg/nen.

T KaTO BBL3MOYKHOCTTA OT BB3HWKBAHE HA HEXENaHW peakllh ce yBenuuyasa ¢ 403aTa W
MPOABIBKUTENHOCTTa Ha NeveHue, TpsbBa pa ce nMpunara Hal-Huckata edeKkTMBHa [HEeBHa
[103a 33 Bb3MOXHO Hal-KpaTkK Neproga.

HOHowu:
MakcumanuaTa gosa MOVALIS, koAaTto ce npenopwyea e 0,25 mg/kg.

Tbii KaTo [O3UPOBKATA NPU AeLa BCe OLE He € YToYHeHa, ynoTpebara Tpabea ga ce orpaHuyiu
NPy IOHOLW 1 BL3PACTHW, .

MakcumandaTta gHesHa gosa MOVALIS, kosTo ce npenopsyea € 15 mg.

Kombunuparno npunoxerue: Oblyata gHeeHa goza MOVALIS, mpunoxeHa nog chopma Ha
TabneTkk ¥ cynosutopun He Tpabsea fa Hagsuwasa 15 mg.

TabneTkuTe TpAGBA Aa ce NnpuemaT ¢ BOAa WK Jpyra TeYHOCT 3ae4HO ¢ XpaHa.

Ako cmatate, 4ve edexktbT Ha MOVALIS e npekaneHo CWNeH WNW Npekanedo cnab,
rocwkBeTBaNTe ce ¢ Bawwusi nexkap unu capmMauesT. .

AKo BaemeTe no-Bucoka posa MOVALIS, oTkonkoto Tpabea, KoHcynTupaiTe ce ¢ Bawwa
nekap v cdapmalesT.

Ako 3abpasure na Bzemete gosata MOVALIS, He ygsoagalTe AosaTa, 3a ga HaeakcaTte
nponycHaTaTa

4, BbaMOXHW HexenaHu NeKapcTBEHU peakummn
Kakto BoudKM nexkapcteedy npofaykty, MOVALIS tabnetkn ChUW0 MOXe fa npeaussuka
HeMEenaHu NeKapcTBeHN peakumn,

flexapcmea kamo MOVALIS mozam Oa 6b-0am cenp3aHU C JI€KO nosulieH pUcK om
cbpdeyeH unHyudenm (“muokapOeH uHthapkm®) unu uHcyam.

CmoMatHo-4pesHU.
Mo-yecto oT 1%: Agucnencus (HapyuwleHWe Ha XPaHOCMUIaHeTo), ra
kopemHa Bonka, sanek, MeTeopnsbM (M3hyBaHe Ha Kopema), Aruapus.

Mexgy 0,1 u 1%: npexofHu HapyweHWs B napameTpuTe Ha ue
opursaHe, esodarut (Bb3naneHue Ha  XPaHOnpoBoAa), A3B
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AB2H2OECSTONPBCTHWKE, CKpWTW  WAW  MaKPOCKONCKW  YCTAHOBUMA  CTOMalUHO-HYpeBHNK

KPBHBOTEYEHUA.
No-manko oT 0,1%: racTpouHTECTMHANHA Nepdopalis, KOMUT, XenaTyT, racTpuT.

CTOMALLHO-UPEBHOTO KPBBOTEHERNE, A3Ba UNv nepdopalns e BL3MoXHe Aa GbaaT daTanHu.

Kpb8 U KpbBOMEOPHU Op2aHU,

[To-4yecto oT 1 %. aHemng

Mexay 0,1 v 1 %: npomeHn B 6posa Ha KPLBHUTE KMETKA, BKAHYUTENHO B ANMDEPEHLNanHoTo
BpoeHe Ha BenuTe KpBBHK KNaTKK, NesKkonexus (HamanssaHe bpos Ha BenuTte KPpbBHY KNeTKW)
U TpomBouuToneHua (Hamanssane ©Opos Ha KPLBHATE RroYnuy). ELHOBPEMEHHOTO
NpUNoKEeHWe Ha NOTEHUMANHO MWENOTOKCUYHW NekapcTea, 0cobeHo METOTPeK aT, MoXe fa ce
OKae npeapasnonaraw hakTop 3a BL3IHWKBAHE Ha LUTONeHus.

KoxHU

Mo-uecto o1 1 %: npypuTyc (Cepbex No KoxaTa Wi nrasBuyuTe), KOXHW 06prBK

Mexay 0,1 v 1 % cTomMaTuT (Bb3narienve Ha nurasulata Ha ycTHaTa KyxuHa), ypTukapus
(KONPWBHA TPECKA).

No-manko oT 0,1 %: droTOMYBCTBUTENHOCT.

B mHOro pedky cnydaum € Bb3MOXHO passuTueTo Ha OynosHu peakuwy, mynTudopmeHa
epuTtema, cuHgpom Ha Steven Johnson, ToKcwdHa enufepMmaliHa HeKponusa (TEMKWA KOXKHW
peakuun (oGpueu) ¢ obpasysane Ha MeXypw, KOWTO Morat Aa ce pasnpoCTPaHAT no usnoTo
TAI10).

HuxamenHa cucmema
[To-vecto ot 0,1 %: noAsa Ha acTMa NpY UHAUBUZN, aNERTUMHW KM acTMPUH Utk SPpyra
HCIBC

Llenmpan+a HepgHa cucmema.,

Mo-vecTo ot 1 %: 3amasHocT, rnasobonue.

Mexngy 0,1 u 1 %: ceeToBBpTEXK, OYyUEHE B yWIMTE, CHHAVBOCT.

Mo-manko ot 0,1 %: uyBCTBO Ha 0OBLPKAHOCT U AS30PVEHTALIS, USMEHEHNE HA HaCTPOBHUETO.

CopdeyrHo-cedosu:
No-vyecro ot 1 %: enem (oTOK).
Mexay 0,1 v 1 %: NOBULIEHO KPBLBHO HansAraxe, cbpuebneHe, sadepesBaHe

luko4ononosuy

Mexny 0,1 v 1 %: HeHopmanhu napameTpy Ha ObOpeunaTa ynKUMA (NOBULLEH cepyMeH
KpeaTuHUH WWnv cepymHara ypes)

Mo-manko ot 0,1 %: ocTpa 6LOPEUHa HEAOCTATLYHOCT.

YrnorpeBara Ha HECTEPOVAHY NPOTUBORLINANUTENHK CpefcTEa MoXe fa Gbae cBbpsana Cbe
CMYLUEHWA NPW yprHUpaHe, BKMIOMUTENHO ocTpa 3aapbkKa Ha ypuHa

SpumenHu HagyweHus:
Mo-manko ot 0,1 % KOHIOHKTUBWT, HAPYLIEHKA B 3PEHNETO, BKNIOHUMTEMNHO 3aMbITIEHO 3peHue.

Peaxuul Ha capbXyyecmeumenHocm (anepaudHy paakuuy):
Mo-manko ot 0,1 %: avrvoedem (BHE3aNHO NOSYBaHE Ha fMUETO UMW MbproTo)
CBPBXHYBCTBUTENHOCT 0T BbP3 TUH, BINIOYUTENHO aHadunakTonaHu/aHacun
(BNA aneprvvHa peakuus oT 6bP3 TUN).

5. CtXpaHeHne Ha MOVALIS TabneTku
[a ce nasu oT cBeTNUHA
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He usucksa ocobeHy ycnosua 3a ChxpaHeHue.
[a ce cbXxpaHaBa Ha MecTa, HeAOCTLMHW 3a Aeua.

OnakoBka:
Tabnetkn 15 mg x 10 vnu x 20 TabneTku
Tabnetin 7,5 mg x 10 unn x 20 TabneTtku

CpoKk Ha ro[JHoCT!
CpokbT Ha rogHocT Ha MOVALIS Tabnetkn e 36 mecetia. [NpogykTeT fGa He ce npunara crnej
M3TVMaHe Ha AaTaTa, O3HaueHa BbpXYy onakogkaTa.

PeructpaunoHeH HOMep:
MOVALIS 7,5 mg' 9600237
MOVALIS 15 mg' 9600238

TMocnegHa pepaxuus:
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