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NH®OPMALIUS 3A MALMEHTA -~

Mpoyememe eHuUMamesiHO Ma3u JUCIOBKa npedu Ga 3aro4Here yriompebama

Ha moega riekapcmeo.

- 3apaszeme nucmoskaima, Moxe 0a ce Hanoxu da 51 npoyememe ONHO&O.

- Axo umame OOMbiHUMENHU 6bipocu, KoHcynmupalme ce ¢ Bawus Jsiekap unu
ghapmatesm.

- Tosa nekapcmeo e npednucaxo fuyHo Ha Bac u He mpsibea O0a 20 Oaeame Ha
dpyeu xopa. Moxe da um Haspedu, dopu Oa umam cumnmomu Kamo Bawume.

B Ta3n IUCTOBKA INe HamMmepure:

Kakeo npegcrasnasa MOVALIS cynoanTopun v 3a KakBo ce U3NON3Ba,
Mpesan pa saemete MOVALIS cynosutopun;

Kax na savmate MOVALIS cynosutopuu;

Bb3MOXHU HEXEFaHn NeKapcTBEHN peakunu;

ChxpaHeHue Ha MOVALIS cyrosuTopun,

abhonN =

MOVALIS® cynoautopun
IMOBAINWC/

CheTan:

AKTUBHOTO BelllecTBo e meloxicam. 1 cyrnosuTopusi ceabpxa 15 mg meloxicam (MenoKcukam).
MNomowHu BelecTBa:

Tebpaa MasHuHa, NOSIMXMAPOreHnpato pULMHOBO Macro.

MpuTexaTen Ha paspemwieHneTo 3a ynoTpeba:
Boehringer Ingelheim International GmbH
Binger Stralle 173

D-55216 Ingelheim am Rhein

GERMANY

lNpousBoguTen:

ISTITUTO DE ANGELI S.r.l.
Localita i Prulli No. 103/c
I-50066 Regello (FI)

ltaly

1. Kakeo npegctaBrnsBa MOVALIS cynosuntopum 1 3a KaKkBo ce uanonsea
MOVALIS e HecTepoMAHO MPOTWBOBBLIMASINTENHO CPEfCTBO, Mogxopsiio 3a ynotpeba npu
Bb3pacTHW U loHoww Hag 12 roguiuna Bb3pacT. MOVALIS cynosutopun ca fokasaHu 3a
CUMITTOMaTNYHO NeYeHne Ha:
- peBMatovgeH apTpuT,
- npotu4aly c boriki 0CTeapTPEUT
(apTposa, fereHepaTMBHO CTaBHO 3abonnBaHe),
- aHkMnosampaly crioHgunuT (GonecT Ha bexTepes).

2. Mpepv na B3emete MOVALIS cynozuTopum
He mpsibea 0a e3umame MOVALIS 8 cnedrnume crnyvau:

- OpemMeHHOCT,
- KbpmeHe,
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- npu cepbXYyBCTBUTENHOCT KbM MOVALIS wnn Hakoe oT MNOMOLHWTE BellecTBa B
FiekapcTBeHnsa NpoaykT. Bb3MoXHa e KpbcoTocaHa WYBCTBUTENHOGT KM aueTuncanuuunosa
KucennHa (acnupuH) U Spyr HecTepouaHN NPOTMBOBB3NanuTenyy cpepcraa /HCTBC,

-  MOVALIS He TpsiGea ga Ovae npunarad npu naumeHT ¢ W3ABEeHW CMMITOMW Ha acTva,
HasanHu [OonuNK, aHrMoedeM WNWu YpTWMKapusa, cref n[puem Ha auetuncanuuunoba
kucenuHa (acnnpun) nnw apyrn HCFIBC.

JiekapcmeeHusm npodykm He ce npunaza culo U npu:

- aKmueHa Ufiu CKOpPOoLHa cmoMaliHo-ypeeHa sizea/iepopauuss;

- akmueHO 8n3nanumernHo 3aboriseaHe Ha Yepeama (6onecm Ha KpoH uniu ynyeposeH
Konum);

- Texka yepHoppobHa HeAOCTaTLYHOCT,

- Texka ObOpeyHa HegocTaTbyHOCT Be3 gnanuaa,

-  CblUecTByBallo CTOMALMHO-YPEBHO KbPBEHE, CKOPOLHO MO3BbUHO-CBLACBO KbpBEHE WK
OPYTY HapyLUeHysi CBbP3aHW C KbpBEHE;

- TEXKa HEKOHTPONUpaHa CbpAEUYHa HEAOCTATBYHOCT;

- Aeua W iHOWNK Nog 12 rofuilHa BL3pacT,;

- KbpBeHe, HE3aBUCVMMO OT KaKbB T,

- fauueHTy, MOAOXEHN Ha NeJeHne ¢ aHTUKoarynaHTu.

MOVALIS e npomueoriokasaH 3a sieyeHue Ha crnedonepamusHa 6onka npu cbpdeyHa
Xupypzaus - aopmoxopoHapeH 6atinac.

MOVALIS cynosutopumn He TpsbBa ga ce npusarar fpy NauveHT ¢ Bb3nanuTenty nesun Ha
peKTyMa UNnM aHyca, KakTo 1 Npu NauueHT ¢ onnakBaHusi OT CKOPOLUHO PEKTarHo uny aHanHo

KbpBEHE.

Mpn ®eHute, KOUTO UMAT 3ATPyOHEHUA [a 3abpemeHesT Wi npoBexaaT U3cieBaHus 3a
crepunuTet Tpabea ga ce npexparyu ynotpebara na MOVALIS.

To3u npofyKT ce npunara camMo MO JIeKapcKo mnpesnucaHue ¥ Noa  JieKapcko
HabniopexHne.

MOVALIS mpsGea Ga ce npunaza c ocobeHo eHuUMaHUe e cliedHume cnyvau:

Mpeawn fa sanovHeTe neyeHneTo ¢ MOVALIS, nadgopmupante Baluma nexkap, ako crpagare oT:

- XpaHocMunaTenHu Hapylwenns (esodarut, TracTpuT, 53Ba Ha CcToMaxa w
[BaHafeCEeTONPBLCTHUKA),;

- CbpAeuHa HegoCTaTbYHOCT Wil BUCOKO KPBBHO HansraHe,

- CbpaeuHo, YepHoppobHo unv 6L6peuro sabonasaHe;

- nedeHve ¢ guypetuun (oTeBogHsiBalum cpepctea) ACE  uHxubutopw, adruoTedsuH |
pEeLEenTOpHN aHTaroHUCTK (NTeKapCTBEHM NMPOZYKTY 3a NOHWKaBaHe Ha KPBBHOTO HassiraHe)
WM CKOpPOLUHA onepauus;

- npexapaHa acTMa: B HAKOM cryyan € Bb3MOXHa NposBa Ha anepriyHu peakumm Kem
acnupue unu gpyrn cpeacTea ov rpynata Ha HCMBC (kem kouto anHanneHcm n MOVALIS).

HanoxumenHo e 0a npekbCcHeme sleyeHuemo u da ce cebp)keme HezabGaeno ¢ Bawus

neKkap e criedxume cnyyau:

- npu CcTOMALUHO-YPEBHO KbpBeHe (KbpBeHe OT ycTara MM B U3NpaXHEeHWATa, YepHo
oLBeTABaHE Ha U3NPaXHeHUsTa);

- fipusHauu FOACKASBALUKA CBPbLXYYBCTBUTESIHOCT KbLM TOBa
acTMaTh4EH MPUCTBI, BHE3AMHO NoAyBaHe Ha AULETO Wit rbp
BnaMoxHy HEXENaHW MEKapPCTBEHN peakuumn).

SR ETH Q.. IA No-TOYHO,
%’ﬁeﬁ exypy (B
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CepuosHU KOXHU peakuyuu, HRKoU om msx hamanHu, eKrovealiu excgonuamueeH
depmamum, cuxHdpom Ha Stevens-Johnson u mokcudHa enudepmalina Hekponusa ce
cnobwyagam MHO20 PsOKO npu ynompeba Ha HecmepoudHU MPomueosbINaumenHu
cpedemea. lMayuenmume ca UsfIoXeHU Ha Hall-6LICOK PUCK OMm [10576a Ha Ime3u peakiuu e
Havanomo Ha Kypca Ha JiedeHuUe, Kamo 6bL3HUKEaHemo Ha peakyuume 8
6onwuHCMEOmo om cliydaume € € nbpeusi mecey om nedyeHuemo. Tpabea da ce
npexkpamu ynompebama Ha MOVALIS nipu nbpea niposiea Ha koxeH obpus, MYyKo3Ha
Jie3ust unu HaKaKbLe Opye NPU3HaK Ha CepBbLXYyeceumesiHOCH!.

Hecmepoudunume npomueoenL3naitimennu cpedcmea moxie Ga yeenudam pucka om
cepuosHy cbpleynockbOoey mpomMbomMUYHU HapyuwleHus, MUOKapOeH UHGaprm u
Mo3byeH ydap, koumo mozam Ga 6Ldam hamannbu. To3u puck moxe Ga ce yeenudu ¢
rApodnmkumensocmma Ha nedexue. flayuenmume cbe cppdeyHock@oeu 3abonseaHus
wiu ¢ puckoeu chakmopu 3a cbpdeyHoctdosu 3abosnsieaHus Moxe Ga ca U3NoMeHU Ha
110-8UCOK PUCK.

B HuKakbB cnyyali He Tpsabea fa npesnluaBaTe NPeropbYNTENHaTa MakcumanHa JHeBHa 4038,

Bpemennocm U KbpMeHe!
To3n nekapcTBeH NPOSYKT HE ce NpenopkYBa 3a ynotpeba rno spemMe Ha OpeMeHHOCT.
YnotpebaTa my 1o BpeMe Ha kepmeHe Tpsabsa aa ce nsbsrea.

KoxcyniTupaiite ce ¢ Bawwusi nexap wiv capmaueBT npegw ynortpeba Ha rekapcTBEHW
NIPOAYKTU NO BpEME Ha DpeMeHHOCT NN KbpMEHe.

Wochupane u paboma ¢ MalwuHu:
YrnoTtpefata Ha TO3W MeKapcTBeH NPOAYKT MOoXe Aa NpedusBlMKa 3aMasiHOCT, ChHNUBOCT U

MHOFO PSIAKO 3PUTENHU HapyLUeRUs!.

Yrnompe6a Ha Opyau fiekapcmeeHu npodykmu:

Mons, uHchopmupaiite Bawms riekap wnv papmallesT, ako B3uMMaTe unu SOckopo CTe B3umanw
OPYTM FiEKapcTBEHW NpPOAYKTW, [OpWM W TakuBa, oTnyckaHum 6e3 nekapcko npegnucakHne.
OcobeHo BaxHO e aa uHgopmupaTe Balima nekap, ako B3UMaTe Mepopantiiy aHTUKoarynaHTv
(MPOTMBOCKLCUPBALLM  NIEKapcTBEHN NpoAyKTv), JOpyeu npocmaznaHOuH cuxmemasHu
uHxubumopy, ewmoYeallily 2MIOKOKOPpMUKOUOU U canuuunaniy (acnupuH), Apym
HECTEPOUAHM MPOTMBOBBLANANUTENHN CPELCTBa, CenekmueHU unxubumopu Ha oOpamHus
3axeawiam Ha cepomoHura (SSRI), xenapux (npynarak MHKXEKUMOHHO), NUTUIA, BUCOKKU [03N
MeToTpeKcar, TUKIONWAWH, NPOTMBO3ayarey¥HM CPEAcTBa, OTBOAHABAaUM  CPejcTBa,
NEKapCTBEHN NPOLYKTY 38 NOHWKaBaHe Ha KPbLBHOTO HanaraHe, XonecTUpamMnH, LIMKIOCTIOPIH,
riepopanyy aHTnauabeTHn cpencTea.

3. Kax pa Baumare MOVALIS cynosutopumn

Hosupoexa:

Qcmeoapmpum. 7.5 mg/neH. Axko e HeoGxogumo, po3ara Moxe Aa Obge
noBulera [o 15 mg/peH.

PesmamoudeH apmpum : 15 mg/aen. B 3asuckMMocT OT MOBAKWABAHETO fo3aTa MoXe A3

OwAe HamaneHa o 7,5 mg/geH.

AHkunosupaw] cnosdunum: 15 mg/peH. B 3aBuUCMMOCT OT TepaneBTUWYHWA OTFOBOp j[o3aTa
MoXe fia Objie Hamarnesa Ao 7,5 my/oeH.

[pn nauueHT™ C MOBUILEH PUCK OT HEXenaHW JeKapcTBeHW
3anoyYHe ¢ Jo3a oT 7,5 mg/aen.
Mpu nauneHTy Ha auanusa ¢ TeXxKn 6bOpeunn yBpexganus, 4
7,5 mg/nen.
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Twii Hamo eBL3IMOXHOCHNTA OMm eb3HUKeaHe Ha HeXxeNaHUu peakuuu ce yeenu4yaea ¢
dozama u npoldwsmxUmenHocmma Ha nieveHue, mpsibea Oa ce npunaza Hali-HUCKama
ehekmueHa OHeeHa 003a 3a 8 b3MOXHO Hali-KpanreK nepuod.

Ouxowu:
MaxkcumanHata gosa MOVALIS, xosTo ce nipeniopbysa € 0,25 mg/kg.

THii KaT0o LO3UPOBKATA NPU Aela BCE OLLE He @ YTouHeHa, ynoTpebata Thabsa fa ce orpaHuuu
NpY IOHOLLW 1 Bb3PacTHN.

MakcumanuaTa AHeBHa nosa MOVALIS, koAato ce npenopwyBa e 15 mg.
Kom6unupano npunoxerue: Obwara gHesHa gosa MOVALIS, npwnoxeHa nog cdopma Ha
TabneTky 1 cynosautopun He Tpsidea aa Hapsulasa 15 mg.

PekranHoTo npuinoXxeHue TpsbBa Aa ce U3noN3Ba No BL3MOXHOCT 33 KPAaTko Bpeme.

Axo cmsitate 4e, edexibT Ha MOVALIS e npekaneHo cuneH Wi npekanexo cnab,
nockBeTBaiTe ce ¢ Balva nekap unv dapmaLesT.

AKko B3eMete no-Bucoka gosa NOVALIS , oTkonkoTo TpsaBea, KOHCYNTUpaiiTe ce ¢ Bawmsa
nexap uny hapmaluesT.

Ako 3aGpaBute ga B3emete posata NIOVALIS, He yasosiBaliTe [o3aTa, 3a Aa Hasakcare
nponycHaraTa.

4. BbE3MOXHM HEXENaHMW FIEKAPCTREHN PeakUMn
Kaxto Bcuukm riekapcTeeHn npogyktu, MOVALIS cynosuTopun cChllo MOXE A2 Npepunssuka
HEXeNaHW NEKAPCTBEHN PEAKLIMN.

CmomauiHo-4pesHU:
Ao-yecto o7 1%: [Jucnencus (HapyleHne Ha XpaHOCMWSaHeTO), rafieHe, NoBpbliaHe,

kopemHa Bosika, 3anek, METeopusbM (M3yBaHe Ha Kopema), auapus.

Mexay 0,1 m 1%: npexofHu HapylleHust B napameTpute Ha uepHoppobHata dyHKUus,
opureaHe, esodarnT (Bb3naneHne Ha XpaHonposofda), #HA3Ba Ha cToMaxa  win
[BaHafeCceToNpPLCTHAKE, CKPUTU WM  MaKPOCKOMCKM  YCTAaHOBMMM  CTOMALUHO-YPEBHW
KpbBOTEUEHWS.

Mo-manko oT 0,1%: racTpouHTecTUHAaNHa nepdopaLina, KOsUT, XeNatuT, racTpuT.

CTOMaLLHO-UPESBHOTO KPLBOTEUEHME, si3Ba Uik Nepdopauys e BL3MOXHO a 6baaT darasnHu.

Kpbg U KpbeomeopHU OpaaHu:

Mo-yecTo o1 1 %: aHemus.

Mexay 0,1 1 1 %: npomenn B 6posi Ha KPBLBHUTE KITETKM, BKITIOYMWTENHO B AUPEpeHumantoTo
BpoeHe Ha BennuTe KPBLBHW KNETKK, NTEBKoneHnA (HamanssaHe 6posa Ha Bernure KpbBHU KNETKM)
n TpomBouuToneHust (HamanaBaHe ©Opost HA KPBBHUTE nnouYvuM). EAHOBpEMEHHOTO
fpUnoXeHre Ha NoTeHUManHo MUENOTOKCHYHN fiekapcTea, ocobeHo METOTpekcaT MoXe aa ce
OKapKe nipegpasnosaratl MakTop 3a Bb3HWKBEHE Ha LMTOMeHus.

KoxHu

Mexpy 0,1 1 1 %: ctomatut (BbafnaneHve Ha nurasuLaTta ypTuKkapus

(konpuBHa Tpecka),
Ao-manko ot 0,1 %: (hOTOUYBCTBUTEFIHOCT.
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B MHOrO pepkuM cnyuyan € Bb3MOXHO passutneto Ha BYnosHu peakuun, MyrTudopmeHa
eputema, cuHgpom Ha Steven Johnson, TokcuuHa envaepmanHa HeKponmsa (TeXKW KOKHU
peakum (0GpuBK) ¢ o0pasyBaHe Ha MEXYpWU, KOUTO MoraT Aa ce PasfpocTpaHsT Mo Usnovo
TANO).

guxamenHa cucmema’

Mo-uecTo o7 0,1 %: nosiBa Ha acTMa NPy HANBWAW, anepreHn KbM acnyupuH uan Apyri
HCTIBC.

Llenmpanta HepsHa cucmema:

Mo-yecTto o1 1 %: 3amasHoCcT, rnaBofonne.

Mexgy 0,1 u 1 %: cBeTOBBLPTEK, OyyeHe B YLINTE, CHHIIMBOCT.

Mo-manko o1 0,1 %: 4yBCTBO Ha 0OBLPKEHOCT 1 AS30PUEHTALISA, U3MEHEHNE Ha HACTPOESHWUETO.

Crpdeynu-crdosi:
MNo-yecTo OT 1 %: enem (OTOK).
Mexnay 0,1 n 1 %: NOBULIEHO KPLBHO HasiAraxe, copuebneHe, sayepeasaHe.

[Tuxoyornonosu:

Mexgy 0,1 u 1 %: HeHopmanHu napameTpu Ha OwOpevHaTa dyHKUNA (MOBNWEH CepyMHNSA
KpeatuHuH UM cepyvHara ypes).

Mo-manko o1 0,1 %: ocTpa ObbpeyHa HeQoCTaTHHHOCT.

Ynompe6ama Ha HecmepoUOHU npomugoeb3nanumesiiu cpedcmea moxe Oa 6nde
cenp3aHa CkHC CMYWeRUs] NPU YpuHUpaHe, 8KIIOYUMENIHO ocmpa 3adpbiKa Ha ypuHa.

Spumentu HapylueHus:
Mo-masiko ot 0,1 %: KOHIOHKTUBUT, HApPYLUEHWA B 3pEHUETO, BITTIOUUTENHO 3aMbIMNeH0 3peHne.

Peaxuuu Ha cepbxyyecmseumenHocm (anepauynu peakyuu):

Ho-manko ot 0,1 %: anrvoegem (sHesanHo nofyeaHe Ha NYLETO WK IbProTo) U peakuun Ha
CBPbX4YBCTBUTESHOCT OT 6BP3 TUM, BKNIOYNTENHO aHadpunakTongHn/aHatunakTuiHn peakLinm
(Bup anepruvHa peakuws oT ObPS Tun).

5. CbxpaHeHue Ha MOVALIS cynozutopun

[a ce nasu oT CBETNUHA.

[la ce chxpaHsaBa Ha Cyxo MACTO, Npy TemniepaTtypa nog 30°C.
[a ce cbxpaHsisa Ha MecTa, HELOCTLIHN 3a Aetla.

OnakoBKa:
Cynosutopiu 15 mg x 6 cynoautopun

Cpok Ha FogHOCT:

CpokeT Ha rofHocT Ha MOVALIS cynosutopuit € 36 mecena. MNMpogykTeT Aa He ce npunara
CReja W3THYaHE Ha AaTaTa, 03HaYyeHa BbpXy OfaKoBKaTa.

PerucrpaumoHeHn Homep: 9600236

Mocneguna penaxkus:
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