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1. ThproBCcKO BMe Ha NeKapcTBEeHNs NPOLYKT paspoladne saynorpeta il | -\ a0 "-{ DG

VOLTFAST® 50 mg x 3 powder for oral solution.

VOLTFAST® 50 mg x 3 npax 3a nepoparieH pa3reop /@ 2= 4 Mm/l

2. KonvyecTBeH K KaveCcTBeH ¢heTae

JlekapCcTBEHOTO BELLECTBO € Kanui [o-[(2, 6—,n,mxnopocbeHmn)-aMMHo] deHunt-averar (=
nvknocpeHak kanui (diclofenac potassium)). EfHo catue Voltfast® cugbpxa 50 mg ouknodeHak
Kanmii. 3a nomoLHKuTE BelllecTsa BIK 6.1 CrnvckK Ha NOMOLLHNTE BEILECTBa I TEXHUTE KonnyecTea.

3. llekapcTBeHa dopma
[pax 3a nepopaneH pasTsop.
Ban Ao NeKo XLAT XOMOoreHeH npax.

4, KnvHanyHu ganun
4.1 NoKkazaHna
KpaTtkocpo4Ho NedeHue (He rioede oT 3 AHU) Ha crneaHnuTe OCTPU ChCTORHNUAL

e T[locronepatmeHa Gonka, EbL3ManeHWe i OTOK, HanpuMep Cref cromartonorvyHa wnm
OPTONEANYHA XUPYPrYHa VHTEPBEHLUA,

o [locTTpaBmartiyHa 60rika, Bb3naneHWe W OTOK, HanpuMep Mpu MPeKoMepHo (uaniecko
HaToBapBaHe.

e BonesHeHW WWNM Bb3rNanUTeNHW TWMHEKOROTMYHKM  CbCTOAHWA, HanpuMep ObpBUYHE
gucmeHopes U afHeKCHT.

e MurpeHosHu npucTbnn ¢ unn Bes aypa.
o FBonesHeny cuHgpoMy Ha rpbBHaqHna cTend.
e l3BLHCT2BEH pEeBMaTU3LM.

e CubrmacHo obLmTe TepaneBTUHHN NpuHLMNYM, 3a obuio sabonaeaHe Tpabsa fa ce npurara
CLOTBETHOTO ToaxopsAwo nedveuve. Cama no cebe cu NoBUILEHATa Temnepartypa He €
TepaneBTUYHO noKasaHue.

4.2 No3anpoBKa U Ha4KH Ha yrioTpeba

MpenopbunTenHo e go3ata Aa 6bae chobpaseHa ¢ nHAnBKMAYanHuA criyqaid n Aa e BE3MOXHO Hafi-
HWCKaTa, 33 BbAaMOXHO Halli-KpaTkus Nepuop oT Bpeme.
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echuKkacHOCTTa Ha JiekapCTBeHNs MPoAyKT. PasTeophbT Tpsabea fa ce npueMa 3a npegnounTare
npenu Xpavexe.

Bo3pacThHu

MpenopbyuTEnHaTa HavarnHa Jo3upoBKa e 2-3 cawera Volifast® (100 go 150 mg) gHesHo. MNpu no-
riekute crnydau 1-2 catera Voltfast® (50 go 100 mg) AHeBHO 0BUKHOBEHO ca AocTaTbyHK. B oblums
cnyvail gHesHaTta Jo3a TpAbea fa ce pasgenv Ha 4o 3 npuema.

Mpyu MbpBYYHa BUCMeHOpen AHeBHaTa [o3a TpsAbBa Aa ce cbobpasn ¢ MHAMBUAYanHusA cryyai 1 B
oBusa cnyyait e 1 go 3 cawera (50 go 150 mg). MNbpBoHa4arnHo Tpsbea Aa ce HasHauy [osa oT 1
po 2 cawera (50 o 100 mg), n ako e HeoBxogMMo fa ce yBennuy go makcumym 200 mg AHEBHO B
X00a Ha HAKOMKO MEHCTpyaiHy umMkbna. lledyeHueTo TpsAbBa fa sanodHe npu rnosBara Ha nbpeuTe
CAMAITOMM W B 3aBUCUMMOCT OT CUMNTOMaTWKaTa Aa NpogbibkM HAKONKO AHW. MakcumanHarta
MpenopkyaHa GHEBHa A403a NpY NbpBUYdHa gucmedopes e 200 mg.

Muepena

Havanuara posa ot 50 mg ce npencpe4ea ga ce npueme mnpu MepBUTE NpusHauv Ha NpegcToniy
npuctLN. B criyuau, korato oGnekdasaHeTo Ha Oofkata B pamKuTe Ha fTbpBUTE 2 vaca Cnep
npuema Ha nbpeata fj03a He € [oCTaTb4HO, MOXe Ja ce npuveme otlle efHa [osa o7 50 mg. Mpn
HeoBXoAMMOCT MOXE Aa Ce NpuemaT SOMbiHUTENHO 03K oT no 50 mg Ha wHTepBany oT 4 Ao 6
yaca, KaTo He ce npeenwasa obwarta gosa oT 200 mg [HEBHO.

Jeua u nogpacreanm

Voltfast® 50 mg npax sa nepopaneH pasTBop He ce npernopbusa sa yrotpeba npu feua n
nogpacTealyM Ao 14-ropguwHa Bb3pact. 3a fedeHwe Ha fgela go 14-roguiiHa BbL3pacT ce
npegnaraT Kankv 3a nepopantHa yrnotpeba u cynosutopun diclofenac 12.5 mg v 25 mg.

3a noppacTBalym Hag 14 rogvay, 50 go 100 mg pHeBHO, pasgeneny Ha 1 fo 2 posn, 0BKKHOBEHO
Ca AOCTATBYHU.

He TpsibBa fa ce npeBuUaBa Makcuman+HaTta gHesHa fo3a ot 150 mg.

Yrotpebara Ha Voltfast 50 mg npax 3a nepoparneHd pasTBop NPy MUTPEHO3HN NPUCTBIK Npy Aela 1
NoApacTBalLy He € NPOoYYeHo.

4.3 MpoTnBONioKaszaHus

o AHamHe3a 3a CBPbX4YBCTBUTEMHOCT KbM JIEKapCTBEHOTO BeWEeCcTBO WK KbM HAKOS OT
NOMOLLHUTE BellecTsa (BX. 6.1)

o AKTMBHO KbpBsilla unu nepdopupaHa cTomMalliHa Uik MHTecTuHanHa Assa
e Ynotpeba no Bpeme Ha TPETUA TPUMECTBP Ha GpemeHHoCTTa (8. bpeMeHHOCT i KbpMeHe)
» Bwananesue Ha yepsaTa, Hanpumep GonecT Ha KpoH 1k ynueposeH KOmuT.

e Texka uepHonpobHa, GuOpeyHa WM cbphedHa HepocTatbuHocT (BX. 4.4. Cneumantu
RPOTMBOMOKA3aHUA U crieumManysy npeaynpexaeHis 3a ynorpeba)

e AHamMHe3a 3a anepruybn peakuun (bpoHxocnasbm, OCTBP PUHWUT, Hasankhu nonunu,
ypTUKapWs) chef npueM Ha aueTuncanmuunosa KWcenuHa Wnu ApYrv HecTepolaHn
npoTMeoBL3nanuTenHu cpegetea (HCHBC)
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4.4 CreuuanHv npoTBONOKA3aHUsA 1 CHiellManHu npegynpexaeHns 3a ynotpeda
Npenynpexpeuus

FaCTPOVHTECTUHANHG KbpBEHE UMK YriLepauusa uinn nepdopaums KouTo mMorat ga 6waar daraniv
ca goknagsaHu npu ynoTtpebata Ha eeudk HCTIBC v morat ga HacTbhiAaT no BCAKO BpeMe Ha
neveHvero ©Gesz npegynpexgasBalt CYMMATOMK WKW NpefxoAHa aHamHesa 3a Cepuosbn
FacTPOMHTECTUHANHN HapylleHns. Te 0BuKHOBEHO MMAaT NO-CepUo3HN NMOCNEACTBUS NPU NaUMeHTH
B HanpefHana Bb3pacT. AKo npy NayueHTUTe, npnemailn Volifast, ce nposBn racTpouHTECTUHAITHO
KbpPBEHE Wrlt Ytiepauus, NPMeMBT Ha JiekapcTBoTo TpabBa Aa ce npekpaTu.

JoknafsaHn ca MHOro pepKn cnyyau cebp3anu ¢ yrnotpebara Ha HCIMBC, B yosa uncno u Voltiast,
Npy KOWTO ca HabnlgaBaHW CeprO3HW KOXHU peakLiii, HAKOW OT KOUTO dhaTtanHy, BKMHOUYUTESHO
eKchonaTMBEH JepMaTtuT, CMHAROM Ha CTUBBHC-IPKOHCBH, TOKCUYHU ENUASPMUYHI HEKDOSU3N.

Kakto npu Bcuukm octadarm HCIMBC, ca BBb3MOXHA anepriyHi  peaxuun, BKIIOYUTENHO
aHaduNakTMYHW/aHadunakTonagHn  peakuuu, AOpY MpY fvnca Ha npenxogHa eKcrnosuuns Ha
diclofenac.

Kakto octadanure HCMBC, Voltfast moxe fa Mackupa ApuaHaun i CUMNTOMN Ha MHEKLMM, KaTo
TOBa ce LbIKW Ha dhapMaKkoguHaMUYHNTE CBOMCTBE Ha NpoayKra.

lMpoTuBonoKazaHms

FMopaau nurnca Ha foKa3aTericTea, Nokassally nonsara i SOMbHNTENHUTE HexenaHu edekTy,
efHoBpeMeHHaTa ynoTpeba Ha Voltfast ¢ HCMBC, srkniountendo cyclooxygenase-2 cenekinBeH
uHxubutop Tpsbea aa ce nsdarsa.

Mpu NaumeHTUTe B HanpegHana BL3pacT e HeobXoAuMo BHUMaHWe nopaan obuHaltiy MeguLMHCKA
cboBpadkeHusi. [Mo-cnelWanHo, npenopeudBa ce NpU YYBCTEUTENHWM NailMeHTi B HampegHana
Bb3PacT WNu Npy NaLmeHTy G HUCKO TenecHo Terfno ga ce npurnara Han-HuckaTa edieKkTuBHa Jo3a.

Voltfast cbabpka uaTouHKUK Ha phenylalanine 1 nopagu Tasn npyuunHa MoXxe Sa € onaceH npu
naumeHT cTpagalum ot MeHUNKoTERYHUS.

Hanuune Ha acTMa

YpTukapusaTa kakTo 1 egemM Ha Quincke ca no-4ecTo cpelliahy Npn NauneHT ¢ actmMa, anepriikn
CE30HHW PUHITY, HORYBAaHE Ha HasaHaTa MyKo3sa (HasarHW Nonmnu), XPoHU4HY 0OCTPYKTUBHY
BernoapobHn 3abonsBaHns Ui MHBEKUMK Ha pecnMpaTopHs TPakT (0cobeHo ako ¢a CBbp3aHi ¢
aneprmiuHn pUHKTIIoAoBHN cuMmnTomMn), peaxkumn cebpsanu ¢ HCTBC kaTo yTexHsaBaHe Ha actmara
(Taka HapeyeHaTa HETBPNMMOCT KbM aHanreTuUw aHanreTuta actma). Flopaaw Tasu npuynHa ca
HeoBXoaUMM CrieLManHy MpeanasHn MepK Npy T3y naumeHTy (FOTOBHOCT 38 cneLliHa NoMoLL).
ToBsa ce OTHaCs ChLUC Taka M 32 NauneHTy anepriyby KoM Apymi cy6cTaHumm (Harnp. KoXHA
peakLuy, APYPUT Unu ypTUKapus).

FacTpouHTeCTUHaNHN eMeKTH

Kaxto u npu ocraHannte HCMBC ce Hanara cTpor MeaMLMHCKN KOHTpON, 1 Tpabea Aa ce obpblua
crneunanyo BHUMaHue, korato ce npepnucsa Yollfast Ha paumeHTW C FacTPOMHTECTMHANHW
Hapywenns {TH) Wm ¢ aHaMmHeCcTWdHK faHHW, Npeanonaraly croMatlHa Wnu WHTeCTVHanHa
yriuepauus, KbpeeHe unv nepdoopalys (8x.4.8). Mpu nauverTy yeenudasawwm gosara HCIBC,
WM TakvBa C aHaMHesa 3a 5383, 0coBeHo NpK HanMyne Ha xemopariym uim repdopauys, Kakro U
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JleuenmeTo TpAGBa ga 3anoyHe W Oa ce MOAAbpKa C Hall-markara edektvsHa [osa, 3a fa ce
HaManu pucka OT FacTPOMHTECTUHAIHA TOKCMMHOCT MPU NauMeHTW C aHamHesa 3a f3Ea ¢
xemoparun um nepdopaliyn, KakTo U Npy NauveHT B HanpegHana sL3pacT.

3a Tesu naumeHTy TpsAbBBa fa ce uMa B npefBup, KomBuHMpaHa Tepanus ¢ npegnassawy J1B (Hanp.
MM3ONPOCTON WNM WMHXMBWTOPM Ha FRPOTOHHATa MoMnNa) a CbWo W 3@ NaUMeHTU umaliy
eHOBPEMEHHa HYXOa OT MNeKapcTBa CbAbPXaELM HUCKM A03U OT aueTuncanvuuniyHa KicenmHa
(ASA)/acrmpuH WK ApYri JIEKapcTBa 32 KOWTO © BBL3MOXHO fa YBenu4aT racTpOUHTECTUHANHKA
pUCK.

MaumeHT ¢ adamHesa 3a racTPOWHTECTWHanHO OTpaBsHe, 0cobeHo Mpu xopa B HarnpepHana
Bb3pacT, Tpsbea fga CLOOIUAT 33 nosiBaTa Ha HeoOu4aiiHW, kopemHu cumnTomn (ocobeHo
racTPOMHTECTMHAINHO KbpBeHe). [lpy mauveHT nonydyasawlt egHOBPEMEHHO MEKapcTsa, KouTo
MOraT da yBenuyaT puUcKa OT YNuepauus, WnKi KepBeHe, KaTto CUCTEMHM KOPTMKOCTepouau,
AHTVUKOArynaHTN, aHTW-TPOMBOLMTHI UIN CENEKTUBHYU GEPOTOHUH-pebNTelK nHxubutopn (B3, 4.5.)

Heobxoaum € cTPor MEAWLIMHCKM KOHTPOM NPy NauveHTy ¢ yhLeposeH konuT unn Gorect Ha Crohn,
Thit K&T0 CbCTOSHUETO MM MOXe Aa ek3alepbupa { BX. 4.8.).

UepHogpobhu etheKkTn

Heobxoanm e cTpor MeguLMHCKN KOHTpOII, KxoraTo ce npepnucsa Voltfast Ha nauvenTu ¢ yBpegeHa
Bebpeuna yHKUWS, Thil KATO CbCTOSIHNETO UM MOXE Aia ce eksauepbupa.

Kakto npu apyrute HCMBC, HuBata Ha efuH Mny noBeve HepHOAPOOHW eHauma MoXe ja ce
NnoBULLIAT Mo Bpeme Ha nedveHueto ¢ Voltfast. Kato npepnasHa msapka ce npernopbysa pefoBHO
HabritoaeHne Ha uepHogpoBHata dyHKUMA, Npy nNpogbmkuTenHo nedenve ¢ Voltfast. TMpu
abHOPMHO WM FepeUCTMpallo BriollaBaHe Ha YepHopgpobHata YHKUMS WnM ako ce pasBuAaT
KNYHVYHN MPU3HaLM Wivm GUMITOMU Ha uepHoapobHo 3aborisisaHe (Hanp. eoswuHodmnus, obpus),
yrotpebata Ha Voltfast Tpabsa ga ce npeycraHorn. BeamoxHo e ga ce nposBu xenatut Oes
NpogpomManka cuMnTomaTyika.

MoBuweHo BHUMaHMEe e HeobxoguMo Mpu nauueHTW ¢ uepHoapobHa nopdmpus, nopaan
BbamokHocTTa Voltafast na otknioun ripucTsn Ha sabornnsaHeTo.

bB1L6peunu ecekt

Tl kaTo ca [OKNagBaBu cny4alt Ha 3agbpKaHe Ha TEeYHOCTU M edem Mo Bpeme Ha JieHeHne ¢
HCIMBC, e Hecbxogumo ocobeHo BHUMaHWE Npy NMauneHTh ¢ yBpeaeHa CbpagdHa unu Ob0peuHa
(hyHKUMS, C aHaMHe3a 3a XVMEPTOHWSA, NauveHTy B Hanpearana Bb3PacT, nauneHTy npuematlin
e4HOBPEMEHHO MeueHwe ¢ AMYPEeTWLM UMM IeKapcTsa, KOMTO CepuosHO MOorat Aa 3acerHar
6u6pedHata  GyHKUMA, KaKTO W Mpu  nauMeHTUTE CbC  ChLECTBEHO W34epnBaHe Ha
eKkcTpaLenynapHma obem, HE3aBWCUMO OT MpuuMHaTa, Hanp. nepu-nocTonepaTusHA dasn Ha
ceprosHa xupyprudha uHTepeeHUMsa (B 4.3.). B Te3n cnyyau ce npenopbyBa npocneisnpaie Ha
ObbpeuHata (yHKUMA, KaTo npegnasHa wmsipka npu yrnotpeba Ha Voltafast. CrnvpaHeTto Ha
TepanmATa 0DUKHOBEHO ce focfiefiBa OT Bb3CTaHOBsABaHE Ha NpejuLIHOTO ChCTOAHME.

Xematonorvunu edpekru
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YrioTpebaTta Ha Voltfast ce npenopbysa camo 3a KpaTkocpouHa ynotpeba (He noseue OT 3 AHW).
Bce nak, ako ce npunara 3a No-npoSbiPKUTENHO Bpeme, e NPpenopbYMTenHO (KakTo npu ocTaHanute
HCIBC) pegoeHo ga ce cnefu 6post KpBBHN KIETKW.

KakTo octaHanuTe HCINBC, Voltfast moxe BpeMeHHo A2 nHxwbupa arperaumsta Ha TpomboumnuTe.
MaumeHTTe C XeMoCTaTUYHN HapyLueHns TpAaGea fga 0vaaT BHuMaTenHo Habnofasaun.

4.5 JNlexapcTBEHM U APYTM B3aunMoaencTeus

MsBpoenuTe Mo-gony B3aMMOJEWCTBUSI BKIIOYBAT Wacnefsahns nposexpaaHu ¢ Volifast npax sa
repopaneHd pasTeop WMNM Apyru dapmauesTWdHM opmn Ha puknodeHak Jlumuld:iako ce
1311011388 €0HOBPEMEHHO, OUKToheHaK MOXe 42 MOBULLM NiasMeHnTe KOHLEHTpauu Ha nnTus.
Mpenopt4Ba ce NpocneAsiBaHe Ha GepyMHUTE HUBA Ha AINTUA.

Juzokcud: ako ce usnonssa eoHospeMeHHO, OUKITOeHaK MOXe A28 NoBMILM MrasMenuTe
KOHLIEHTpaLMW Ha aMrokcuHa. [penopsusa ce npocneassaHe Ha CepyMHUTE HUBa Ha JUroKCUHa.

Juypemuuu U aHmuxunepmen3usHy nexapcmea: Kaxto ocrananute HCIMBC, epHoBpemeHHaTa
ynoTpeba Ha puknogeHak ¢ ANYPETALIM UM aHTUXUEPTEH3UBHY nekapcTea (Hanp. Geta Bnokepn,
aHrMoTeH3NH koHBepTupaly eHsum (ACE) nxubutopu ) Moxe fa Hamany aHTUXWNEePTEHSUBHUAT
um edekt. Mopaav Toea Tasu kombuHaums Tpsadea Aa 6bhe npuemada ¢ 0cobeHo BHAMaHUE 1 Ha
naLumMeHT, Hail-eede TesW B HanpegHana Bb3pacT, TpsAbBa nepuogudHoO Aa UM Ce M3MepBa
KpPBBHOTO HarisraHe. [fopagw noBMILEHNs: PUCK OT He(POTOKCUYHOCT NauneHTuTe Tpsitsa fa Sbaat
nobpe xvgpatupann, U aa um 6bge npocnegsbada OvBpeuHara GyHKUMA npu 3arodsaHe Ha
KOMBUHUPaHO nevenue ¢ auypetium u ACE MHXUOUTOPW, KakTo U MepuoguyHo cnep Toea,.
CehbTCTBALLOTO FiIeUeHMe C© Kanni-ChxpaHsaBaiii fieKapcTsa MoXe [a Ce acouuupa C NoBULUeHN
CEepYMHM KOHLISHTPaLMW Ha Kanus, nopagm koeTo e Heobxogumo yecto HabritopeHue (BX. 4.4.).

Lpyau HCIIBC u kopmukocmepoudu: YcnopefHara yrniotpeba Ha guknogeHak ¢ pyrin cucTemin
HCIBC vnu KopTYKOCTEpOMOK MOXEe f[a NoBULUM YecTOoTaTa Ha FacTPUHTECTUHAaNMHUTE HeXenahn
NexapcTBEHN peakunn (BX. 4.4.)

AHmuKoazynanmu u aHmu-mpomboyumsu nexkapcmea; Heobxofumo e nosnitieHo BHUMaHWE Npu
epHOBpeMeHHaTa uMm ynotpeBa Tbil kaTo MOXe Aa C& MOBULM pucka OT KbpeeHe (Bx.4.4.).
Bohpeku, uYe KNUHU4HWTE MpoydsaHus He couar, 4e diclofenac noesnuABa L[ENCTBUMETO Ha
aHTVKOaryiaHTiTe, UMa enns3oRYHN ChboBbWEeRna 38 NOBULISH PUCK OT XeMoparuy npy naLmeHTy,
npuemau enHospemeHHo diclofenac v antukoarynawmn. [llopagm ToBa c¢e MpenopbyBa
HenocpencTeeHo HabmogeHne Ha NoAoDHU naumueHT.

CenexkmueHu uHxubumopu Ha oBpamHomo roemane Ha cepomoruHa (SSRIs): egHoBpemMeHHUS
npuem Ha cuctemHu HCIIBC v SSRIs moxe pda ysennuu pucka OT FacTPOMHTECTUHANHO
KbpBeHe(Bx.4.4.)

Anmuduabemnu nexapcmeeHu npodykmu: KNMHWYHY NpoyusaHus nokassar, ye diclofenac Moxe
[a ce npyema enHoBPeMEHHO ¢ nepopasnHy aHTanabeTHu nekapcersa Oes ToBa Aa MOBNUABA
TEXHWUS KnuHWdeH edexT. Bce nak, vma u3onupaHs cbOGLIEHWSA 33 XUNorMKeMuHHU W
XWAEpPITIMKEMWYHYN ediekT No BpeMe Ha reuveHweto ¢ diclofenac, npn kowto e HeoBxogumo
KOpUrpaKe Ha nosnpoBKaTa Ha aHThanabeTHUTe feKapcTeeHy npoaykTy. [opaau Tasn npuynHa,
KaTo npeanasHa MapKa ce npenopbyea HabrmoASHNe Ha HUBaTa Ha KpbBHaTa [I0Ko3a No Bpeme Ha
KOMBUHMPaHOTO feyeHne.
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Methotrexate: HeoGxogumo e BuumaHmne, korato HCMNBC ce npunarat no-mMasnke oT 24 yaca npenu
wnu cnep nederue ¢ methotrexate, Tei KaTo KPBLBHUTE KOHUEHTPaUMW Ha methotrexate moxe ga ce
NOBWIAT M TOKCUYHOCTTS Ha TOBA NeKapCTBEHO BELECTBO 43 CU NOBULUIN.

Ciclosporin: Kaxto octananute HCIBC, guknodeHak Moxe fa noBULM HedpOTOKCUYHOCTTa Ha
cyclosporin nopagm edexra Ha 6bLOpevHnTe npocTarnaHguHn. Mopaay Taswu npuuKnHa Tol Tpadea
0a ce NMpuema Ha no-HUCKM J03Y OTKONKOTO NpK fauueHT He rpuemMatly cyclosporin.

XuHornoHosu aHmubakmepuandu nexkapcmeexy npodykmu. Vima uzonupann cboblleHus 3a
KOHBYIICUM, KONTO MOXE & Ce SbIhKaT Ha yenopegHaTa ynoTtpeba Ha xudononu n HCIHBC.

4.6 BpeMeHHOCT U KbpMeHe
bpemennocTt

Ynotpebara Ha diclofenac npn GpemerHn xeru He e Buna npoydsaHa. [Mopagn Tosa Voltfast He
TpsbBa A Ce mpuema npe3 NBPBATE [Ba TPUMECTbPa OT OpEeMEHHOCTTa, OCBBEH aKo
noTeHUManKaTa nonsa oT JIeYeHneTo 3a Malilkata € no-ronsma oT pucka 3a nnoga. Kaxro n npy
ocradanute HCPMBC, ynorpeGata My no BpeMe Ha TpeTus TPUMECTbP OT OpemeHHocTTa €
MPOTMBOMOKA3Ha HOPaan BB3MOXHOCTTa OT MaTouHa MHEPTHOCT 1 NPEeXAEBpeMeHHO 3aTBapsaHe Ha
ductus arteriosus (ex. 4.3.) MNpoyqBaHnATa NpK XMBOTHW HE Ca MOKa3zany Hukaksa AWpeKTHa wunn
HeOUPEKTHa TOKCWMMHOCT, 3acsiralla bpemeHHOCTTa, eMOPMOHanHOTO pasBuTUE, PasBUTUETO Ha
nroAa w/unm nocTHatTanHoTo passutue. (BX. 5.3.)

Ktpmene

KaTo Bewuxm octadany HCTIBC, diclofenac, npemuHasa B KepMaTa B Manky xonwdecrtsa. lopagn
Tasu npuduHa Volifast, He Tpabea fa ce npuema MO BpeMe Ha KbpmeHe, 3a ga ce waberHar
HEXeIaHuTe NeKapCTBEHN edekTi 3a KbpMaYeTo.

QepTunureT

He ce ripenopkusa NPy »eHn KouTo ce onuTear fa 3abpemeHeaT, Tei KaTo yroTtpebara Ha Voltfast,
KakTo M Ha Bcuukym HCIBC, moxe fa yepegw xeHokus deptunutet. [Npu skeHn, konto wvmar
TpyJHOCTV Mpn 3abpemeHsBaHETO MM ca wacneppsaHu 3a Oesnnogune, TpAbGBa ga ce o6CHAW
npekpaTtsaBaHe Ha ynoTtpedbarta Ha Voltfast.

4.7 EchekTV BLpXY cnocoGHOCTTA 3a wodipare 1 paboTa ¢ MalivHu

MaumeHTuTe, KOUTO MMaT 3PUTENHNA HapyleHus, YyBCTBaT 3amMaliBaHe, CBETOBbPTEN, ChHIMBOCT
WS OPYrv HapylleHns Ha LeHTparndarta HepBHa cuctema, aokato npuemar Volifast, Tpabea pa ce
BBL3OBPXKAT OT LWodupaHe vnn paboTa ¢ MalunHEu.

4.8 HexenaHu nekapcTBeHu peakyumn

HesxxenaHure peakuyu (Tabnuua 1) ca nopgpefeln Criopefi YecTOTaTa, Kato Hall-uecTuTe ca Ha
MbLPBO MACTO, M € M3Nofi3BaHa cnefjHarta Bu3npueTa knacuukaums: MHoro yectn (>1/10), yectm
(>1/100, <1/10), Hewectn (>1/1,000, <1/100), pemkn (=1/10,000, <1/1,000), mHOoro peaku
(<1/10,000}, BKNIOUATENHO U30MMPaHN CLOBLLEHNSA.
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WN3bpoenuTe Mo-4ony HeXenaHn nexapcTBeHn edekTy,
ynoTpebara Ha Voltfast npax 3a nepopaneH pastBop wwnu Spyri dapmauesTMyHM (opMK Ha

diclofenac npu xpaTkocpouHa Uy NpoabiRKMTENHa yroTpeba.

Tadbnvuya 1

HapywmeHns Ha KpbeBOHOCHaTa 1 numdHaTa
cucrema

MHoro pegru:

TpomBouuToneHus, SISBKONSHUS, aHemMus
(BKIIIOMUTENHO XEMOSIUTUYHA aHeMust 1
annacTu4la aHemms), arpaHynoumnTosa,.

HapyleHns Ha nmyRHaTa cUcTeMa
Perku:

NMuoro pegku:

CBPBEXYYBCTBUTENHOCT, aHadunNakTuiHm u
aHatbunaxkTongHu peakuun (Birl. XUnoToHWsA 1
LOK) .

AHMMOHEBPOTUYEH e4eM (BKM. OTOK Ha NULIETO)

MeuxuarpuiHn HapyieHun
Mnoro pegxu:

NesoTuenTauus, fenpepcus, GescbHue,
KoLLMapW, pasapasHeHune, MeUXOTUHHY
HapyLUeHWs]

Hapyerus BHa HepBHaTa cuerema

UYecTn:

Fraesobonue, 3amMasHocT.

Penku.

CHbHAVBOCT

Meuoro pegkw:

MNapecTesuy, HapyLieHs Ha NameTTa,
KOWBYNCUU, TPEBOXKHOCT, TPEMOP, acenTn4eH
MEHWHIUT, BKYCOBU HapyLLEHUs,
LepeGpoBackyriapeH, MO3bYHOCH0B
WHLUWHASHT.

3puTernHu HapyieHus
NHoro pegkv:

SpUTEnHU HapYLUEHNs, 3aMbITIeHO BIDKASHE,
[AVIFIONUS.

HapymeHnus Ha yXoTo U BLTPEIHOTO YX0
QectH:

MHoro pegku:

CBeToBBPTEN
BrioweH cayx, TMHUTYC.

CbppevHr HapyiheHus
Mguoro pegku:

Mannutauun, rpbaHa 6onka, cepgevHa
HEe[0CTaTbYHOCT, MHMapKT Ha MuoKapaaTa

CHOoBK HapyueHNs:

Muoro pegxmn:

AWNEPTOHUS, BACKYIUT

PecnnpatopHu, rpbaHu 1 MeguacTuHanHm
HapyleHns:

Penun:

AcTtma (BKN. AWCTIHES)

BKMHO4YBAT Te3n AcKnaaBaHu npu
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Muoro pegku:

{THeBMOHWT

racTponHTEeCTMHANHN HapylleHusn

Uecth:
Pepku:

[apeHe, NoBpbLLaHe, ANapus, AUCNEncus,
KopemHa Bornika, naTyneHLna, aHopekens

[acTpuT, rRCTPONHTECTUHAMHO KbPBEHE,
XemaTemesa, MerieHa, XeMopariiHa fauapus,
cToMallHa UMy upeBHa A38a ¢ unu bes
KbpBeHe unn nepdopatymn

NMuoro penku:

Konut (BKr. XemoparideH Konut 1
exkzauepbaumn Ha ynuepatueeH KonuT urm
Bonect Ha Crohn), KOHCTURIALWA, CTOMATHT,
rnocut, esodyareanHv HapyLweHns,
awnardparMo-nogobHy NHTEeCTUHaNHN
CTPUKTYPYU, MaHKpeaTuT.

XenatoOunuapHu HapyweHUs

YecTH:

YBesnnyenve Ha TpaHcaMuHasn.

Pegku:

Muoro pegku:

Xenatut, XbhteHuua, YepHoapobHy
HapyLLeHns.

OynMUHaHTEeH XenaTut

Koxa M noOKOXHMN ThKaHU

UecTu:

Qbpus.

Pepkn:

YpTukapus.

Muoro pegku:

ByrnosHu epynuun, eksema, eputem, erythema
multiforme, cuHgpom Ha Stevens-Johnson,
TOKCUYHA enuaepmMonuaa (cuHgpom Ha Lyeli),
eKkchonmaTBEH LepmaThT, Koconag, peakLmn
Ha hOTCUYBCTBUTENMHOCT, Nyprypa, anepruiHa

nypnypa, npyputyc.

BwOpeuHn v ypuHapHu HapyieHust

Muoro pepkum:

Octpa 6B6peviHa HeaoCTaTBYHOCT,
MPOTEVHYPUA, UHTEpPCTULManeH HedpuT,
HechpoTudeH cungpom, BebpeyHa nanunapHa
Hexposa.

06 HapymieHus ¥ ehekTH Ha MACTOTO Ha
npUricKeHne

Penku:

Epem
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4.9 lNpepos3npaHe
CumnrTomu

Hsama TunuuHa KnvHWuHa KapTuHa, acouuupaHa ¢ npepoavpade Ha diclofenac. lNpenosupaHeTo
MOXe fAa NpeanssuMika CUMNTOMK KAaTo: MOBPbLIaHE, racTPUHTECTUHANHO KbpBEHe, Auapus,
3aMasiHOCT, TUHMTYC MNM KOHBYRCuW. BbamoxuHu ca octpa GubpeuHa kpusa 1 yspexgaHe Ha
yepHusa APoB NPy 3HA4YUTENHO NPefo3npaHe.

TepaneBTUYHU Mepkn

KonwtponeT Ha octpoto otpasHe ¢ HCIIBC Bxnousa rraBHO noagdbpiaiin Mepku Wn
CUMMTOMATUYHO JiedeHne, 3a YCNOXHEeHWs Kato XurnoToHws, ObbpeyHa HepocTaTe4HOCT,
KOHBYIICUW, FACTPOMHTECTMHAITHO CMYLLEHNE 1 PECTinpaTopHa Aernpecus ce npunarat noaabpKatiy
MEPKM U CUMITOMATAYHO NeveHmne.

Marko BeposiTHO e cnelManty Mepku kato opcvipata guypesa, guanusa unv xemonepdyauna ga
romMorHar 3a enumMubnpade Ha HCTBC, Tbiz Karo cTeneHTa Ha TAXHOTO CBbP3BaHe C MpoTenHuTeE €
BUCOKA 1 MeTaboNM3MbT UM € EKCTEH3VBEH.

Mpy normblijaHe Ha XMBOTO 3acTpaltasallla CBPbX [03a, MOXe Aa Ce USMNOM3Ba aKTueeH BbIfieH
crief uv3cnegBaHe Ha MOTEHUMNHOTO TOKCWYHO npefosvpaHe U ractpanHa LekoHTamuHalmsA
(noBpblLUaHe, CTOMaLUHa NPOMUBKA).

5. dapmakonormuH gaHHu
5.1 ®apmakoguHaMU4HK CBOMCTBA

HecTeponfHo NPOTUBOBBL3NANUTENHO M aHTUPEBMAaTUYHO CPEefcTBO, MPOM3BOAHUM Ha oueTHaTa
KucenuHa u cpogHu Bewectsa (ATC kog: MO1A BO5)

Mexauuatm Ha feiAcTBME

Hiclofenac — nekapctBeHoTo BeluectBo Ha Volifast, € HecTtepougHO NPOTUBOBBL3NANRUTENHO
NIEKAPCTBO C aHanreTUHHK, FPOTUBOBBLIMNANUTENHN U aHTUNMPETUYHIN CBOACTRA.

WuxuBupaHeTo Ha BUOCMHTE3a Ha NPOCTarNaHAnHA, AEMOHCTPUPAHO eKCrepuMEHTarlHo, Ce cunTa
3a oCHOBOMONAaralo 3a MexaHuama My Ha gelicteve. [NpocTarnaHagvHTe UIPasT OCHOBHA pons 3a
npenu3BuKBaHe Ha Bhananexue, 6onka 1 BUcoka TemnepaTypa.

Diclofenac potassium in vifro He noTucka OWocuUTHE3a HA TNpPOTEOrfMKaH B XpyLWsnuTe B
KOHLIEHTPaUWy, EKBUBASIEHTHW Ha KOHLEHTpaunnTe y YoBeKa.

KnunnuHa edmkacHocT

Mopapw 6wp3arta cn abeopbums, Voltfast e noaxopsw sa ynotpeba npy neyeHue Ha octpa Bonka u
BbL3NAMUTENHY CbCTOSHWS, MNP KOWTO & Heobxogumo ©bpso HacTbnBaHe Ha LeAcTBueTo (B
pamkuTe Ha 30 MURYTH).

Flp TmOCTTPaBMaTMYHA 1 N[OCTOMEPATUBHW Bb3nanuTenHu CbCTOAHMS, AuKnodeHak Gbp3o
oBneK4yaBa KakTo CNoHTaHHaTa, Taka 1 DornkaTa fpu ABMXKeHVe U HaMansasa BbananuTensina OToK U
otoka B obnactra Ha oneparusHaTa pPaHa.

QOceeH ToBa, NEKAPCTBEHOTO BELWECTBO Moxe fAa obrnekyasBa bosikata v ga NnoHwkaea KbpBEHETO
npy MbpBUYHa AucMeHopen. [uknodeHak CbLlo Taka uma [oKasaH aHasIreTU4eH ediexT Npw opymv
YMEPEHO TEXKKN M TEXKN OOMKOBW CLCTOAHNSA. ;
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[pw murpeHoskn npucToni, Voltfast e edketBen npy obriekdasare kakTo Ha rnasobONMETO, Taka
14 Ha rafeHeTo ¥ NOBPBLLUAHETO, KOUTO Fo NPUAPYKaBarT.

5.2 dapmakoKUMHETUYHYN CBONCTBaA
Pezopbuus

Diclofenac 6-p30 v HarbIHO ce pe3opbupa oT npaxa diclofenac potassium. AbcopbuuaTa sanoysa
HesabasHo crieq npuem n abcopbrpaHoTo KONMYecTBO CHOTBETCTBA Ha ToBa, koeTo ¢ce abcopbupa
npn npuem Ha ekeuBaneHTHa Aosa diclofenac sodium rnof thopmata Ha CTOMALUHO-YCTOWYUBW
TabneTtks. CpeaHy NUKOBW NnasmeHn KoHueHTpaumu ot 5,5 micromol/L ce gocturat 5 — 20 MuHyTK
crieg, ripuem Ha egHo cawe oT 50 mg. lNpruemMbT Ha NEKapCcTBOTO G XpaHa He oKasBa eekT Ha
pesopbupatoTo konuyecTso diclofenac, Makap Ye CKopocTTa ¥ CTeneHTa Ha pe3opOuns MOXe Jieko
Aa ce 3abaBAT.

Paznpegernienue

99,7% ot diclofenac ce cBbp3pa CbC CEpPYMHWTE MPOTEWHW, rnasHo ¢ anbymuHa (99,4%).
YeranoeeHns ofem Ha pasnpegernerne ce usunensea Ha 0,12 go 0,17 L/kg.

Diclofenac HaenW3a B CUHOBWANHATa TEYHOCT, KEAETO MaKCUMarnHuTe KOHUEHTPaUW ca U3MeEpeHn
2-4 yaca cnep AOCTUFAHETO Ha MakCUManHuTe NnasMeHy KoHUeHTpauuu. YCTaHOBEHUAT
eNUMUHALIKOHEH MONYXWBOT OT CMHOBWanNHaTa Te4HocT € 3 4o 6 yaca. [1Ba yaca cneg AOCTUraHeTo
Ha makcumanuuTe NNasMeHy HMBa KOHUSHTPauuuTe Ha NeKapcTBEHOTO BELeCTBO Beye ca no-
BMCOKU/ B CUHOBManNHatTa TEYHOCT B CpaBHeHue c niiasmara W ocTasaT Mo-B1CcoKK 3a nepuod fo 12
yaca.

Metabonusbm

Buotpanchopmaumnsta Ha diclofenac HacTbrBa YacTUMHO Ypes [MIOKYPOHM3aUus Ha usAnarta
MOJSIEKYNa, HO FAIZBHO Ypes eAuHKNYHA 1 MHOTOKpaTHa XMApataums v METOKCUNauns, KOMTO Aasar B
pesynTaT HAKomKo dieHonku metabonuta (3'-hydroxy-, 4'-hydroxy-, 5-hydroxy-, 4',5-dihydroxy- u 3'-
hydroxy-4'-methoxydiclofenac), noBeueTo OT KOWTO C& KOHBEPTUPAT A0 FMIOKYPOHOBU KOHIOraTu.
Iea ot Te3n theHonorn metabonutu ca GUMonorMyHO akTBHW, HO B MHOIO MO-Marnka CTEMEH OT
diclofenac.

Enumuanpate

OBwuAT cucTemer KMpbHC Ha diclofenac ot nnasmara e 263 + 56 mL/min (cpefHa cTolHOCT &
CTaHgapTHO OTKIIOHEHUE). TEPMUHAMHUAT ENMMUHALIMOHEH NONYXVUBOT OT Nnasmara e 1 fo 2 yaca.
YeTupu o1 meTabonuTiTe, BKIYMTENHO ABaTa akTueHy meTaboniTa, ChbiLo MMaT KPaTbK friasmex
enMMUHaLMOHEH fonyxusoT oT 1 go 3 vaca. Egun ot metabonwutute, 3'-hydroxy-4'-methoxy-
diclofenac 1Ma MHOTFO MO-roNiAM Ha NnasmeH enuMUHaLVMOHEH NONMYXXMBOT, HO TOW € npakTuqecku
HeaKTUBeH.

Oxorno 60% OT npreTaTa [03a Ce EKCKPETUPaT B ypyHaTa Kato metabonuTi, KaTto no-marko ot 1%
ce eKkckpeTupa B HenpomeHed Bua. OCTaHanoTo KONWMECTBO OT fo3ara Ce envMuHUpa Karo
mMeTabonuTy Npes XTbukata BbB deudeca.

@apMaKOKMHETH‘{HM XapaKrepucTUuKy npy ocobeHu rpyn¥ nagueHT

He ca Habniofasaki peresaHTHY BL3PacToBo 3aBMCUMW PasnMKK No OTHOLUEHWE Ha pesopbuusaTa,
MeTabonnM3Ma UM eXCKPELMATA Ha NeKapCTBOTO.
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Mpwu nauveHTn, ¢ HapylweHa 6LOpeyHa YHKUWA, HE MOXE Aa Ce Kaxe, 1e UMa KymynupaHe Ha
HEMPOMEHEHO AKTMBHO JIEKapCTBEHO BEWECTBO BCIEACTBUE Ha KUHETWKATa Ha epuHuyHa [033,
npunoxeHa no o6uyaiitHna rpacdux Ha npuem. [py KpeaTVHUHOB KMMPBHC No-mamek ot 10 mL/min,
U3uMCreHUTe paBHOBECHN (steady-state) nnasmeHn koHUEHTpaUMM Ha XMapoKeu-merabonuivnte ca
OKOSI0 4 MbTU MNO-BUCOKY B CpaBHeHWEe C TE3M NpY HOpPManHu nauneHTy. Bee nak, meTabosmrnTe B
KpaliHa cMeTKa ce enMUHUPAT G XbYKaTa.

IMpy nauvedTy ¢ Hapywexa YepHogpobHa MyHKUNS (XPOHKYEH XenatuT unv HepekoMneHcrpaHa
LMpo3a) KnHeTkara u  MeTabonusmbT Ha diclofenac ca cbluTe, kakto npu nauuexTn 6es
YepHogpobHo 3abonnsaxe,

5.3 MNMpepKNUHNYHY JaHEN 33 6830HACHOCT

MpepknuHWYHWTE AaHHW OT M3cnefBaHvA Ha NOBTapslla Ce efHaKea [03a 338 TOKCUYHOCT,
rEHOTOKCUSHOCT, MYTareHHOCT W KaHLEpOoreHHOCT ¢ AuiiodeHak He NoKaasaT pPUcK 3a Xoparta npu
ofipegerieHata TepaneBTudHa Ao3a. HaAma AoKasaTerictea Yeé AUKNOgeHaK vma TepaToreHeH
NOTEHLMAN NPy MULLIKK, MITEXOBE UNA 32Uy,

Diclofenac He noenusea cdepTunuTeTa ApKu nnbxose., [ipe-, Nepu- 1 NOCTHaTaNnHOTO passuTie Ha
MOKOSIEHUETO HE Ca 3aGerHaTn.

6 PapmaleBTHYHY OaHHK
6.1 CrnchK Ha NOMOWHKTE BEILeCcTBa U TEXHUTE KOoNn4uecTBa

Kanmer xupporeH xapBonat (potassium hydrogen carbonate), manuton (mannitol SD 200),
maHuTon (mannitol 35), acnapTam (aspartame), saxapuH Hatpuil (saccharin sodium), rnvuepwn
nvBexenart (glyceryl dibehenate), ecexuma meHTa (mint flavour), ecexuus aHacoH (anise flavour).

6.2 @U3NKO-XMMNUYHY HECELBMECTUMOCTH

Hama

6.3 CpoOK Ha rogHocCT
2 ToAvHN.

6.4 CneunanHy ycrnoBusi Ha CbXpaHeHhe

Oa He ce cbxpansasa Hag 25°C.

Jia ce cbXpaHsiBa B opuryHanHara onakoBka 3a Aa ce npsgnaun ot enara.
Voltfast Tpabea Aa ce ChxpaHABa Ha HEAOCTBIHK 33 Aela MecTa,

6.5 OaHHK 3a onaKoBKaTa

Besika onakoeka cbabpia 3 caweta no 50 mg Voltfast.

6.6 MNpenopbku n1pu ynorpeda
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Hsma cnieymarndmn UsucKBaHus.

7. Vime 1 agpec Ha NPUTEXATENA Ha paspeleHneTo 3a ynotpeba
Novartis Pharma Services Inc.

Lichtstrasse 35, CH-4065 Basel, Switzerland

8. PerucTpaumnoreH HoMep B peructbpa no ui. 28 3JIAXM

9. [laTa Ha MbPBO pazpeniaBaHe 3a yroTpeda

10. Bara Ha nocnegHa akTyanusallus Ha TeKeTa
28.02.2006 .




