AT

OOOBPEHO!

YeaxuaeMu nauueHTy,

BawmaTt nekap By e npegnucan CURAM®/I{ypaM , TBI KaTo TOM € NpeLeHus, Ye TOBa NeKapcTso e Noaxoaaulo
3a nedeHue Ha 3a60naBaHeTo Bu M We Bb3CTaHoBK 34PaBeTo BK. Mona Manb/HABalTe TOYHO YKa3aHWATE Ha
nexaps By, Taka ye nederveTo By ga e yoretwHo.

MoRs, MpoqeTeTe MpPefCTaBeHWTE MHCTPYKUMM BHUMATEnHO. Te CbAbpHaT BaxHa uHbopmaums 3a
M3MON3BAHETO HAa TOBa NEKApCTBO. B cnydyal, Ye UMaTe AONBLAHWTENHU BBIPACH, MOAS KOHCYNTUPaITE e C
Bawms dapmalesT unun nexap.

Curam®/ Kypam 625mg dunaMmupadm TabneTsmn
Curam®/ Kypam 156,25mg/5ml npax 3a nepopanna cyciieHcus
Curam®/ Kypam 312,5mg/5ml npax 3a nepopanHa cycreHcus

Perncrpaumoren N2: 5900071, 9900372, 9900073

Cocrae
Kargo coppxa Curam®?

Curam® 625 mg dunMupali TabneTku

TepaneBTUUHO aKTUBHW ChCTaBKM:

1 hunmupana TabneTka ChabpHa:

500 mg amoxicillin, ceoTBeETCTBAWO Ha 574 mg amoxicillin trihydrate n

125 mg davulanic acid, ceoTBeTcTBaLlo Ha 148,9 mg potassium davulanate.

Dpyrin chCraBru:

MarHeswes creapart, Tank, NofMBULOH, MUKPOKPUCTANHE LIeRYNo03a, KpOCKapMEeNo3a-HaTpui, TPWETUN UMTpaT,
eTWN Uenynosa, XMNpoMenoza, HaTpves faypun cyndat, LeTWIoB ankexos, TuTad auokcka E 171,

Curam® 156,25mg/5ml npax 3a nepopanHa cycneHcns

TepaneBTUHHO aKTMBHA ChCTaBKW:

1 m! oT npuroTBeHaTa 3a ynotpeba cycneHons (CboTBeTCTEaWO Ha 0,09 g ) coabpxa;
25 mg amoxicillin, ceoTeTCTRaLLo Ha 28,70 mg amoxicillin trihydrate u

6,25 mg clavulanic acid, ceorseTcTBaILo Ha 7,44 mg potassium clavulanate,

DDy ChCTaBKM:
JIuMOHEHa KMCENWHA, achapTaM, TPUHATPUEB LMTPpaT, Tank, ryap ranakrosamuH OpaliHo, CIMUMEB AMOKCME
npaxoobpazta eceHUMs-NUMOH, NpaxooGpasHa eceHUns npackoBa-Kalcna, npaxoobpasHa eceHuys nopTokart.

Curam® 312,5mg/5ml npax 3a nepopasiia cycneHcns

TepanesTV4HO aKTMBHW CbCTaBKM:

1 ml ot npuroTBEHaTa 3a ynoTpeba cycneHous (CeoTBeTCTBalo Ha 0,125 g) chabpxa:
50 mg amoxicillin, ceoreercrsalio Ha 57,40 mg amoxicillin trihydrate u

12,50 mg clavulanic acid, cboTBercTBallo Ha 14,90 mg potassium clavulanate.

Ooyru ChCTaBKu:
JiumMoHeHa KWCEnMHa, acnapTtaM, TPUHATPUEB LMTRaT, TafK, ryap ranakrosamvid BpallHo, cuniumes AMOoKCWE,
npaxo0bpa3Ha eceHUMs-NMMOH, NpaxoobpasHa eceHLmMs NPackoBa-Kancus, NpaxoobpasHa eceHting NopToKan.

Hekapcreena dopma: QUIMMPaHY TabNETKK, Npax 3a NPUroTBAHE Ha Nepopanta cycneHvs

OnakoBKa:




Curam 625 mg: 12, 15, 16, 21, 30 » 100 cdmnmupaHn TabneTku
Curam 156,25 mg/5 ml, Curam 312,5 mg/5 ml:npax 3a npuroresHe Ha 60/100 ml riepopanHa cycrneHcus.
MpuTexxaTen Ha paspellleHyneTo 3a ynoTpeba n npousBogUTeN: Sandoz GmlH, 6250 Kundl, Austria

dapMaleBTUMHA/TEpaneBTHYHa MPyna M HaukH Ha AeicTBne

Kax feicrea Curam®@?

Curam® & aHTUBMOTMK OT Fpynata Ha NEHUUMAMHE C WMPOK CNEKTHP Ha AGWCTBME W & NpepHasHaueH 3a
MpuUAgaraHe KaKTo Npu Aeua, Taka v Npy Bb3PacTHU.

B ocHoBaTa Ha AeiicTemeTto Ha Curam® & aMOKCULMAKH, KOWTO € NpearnaseH oT MHaKTUBUPaWoTo JeliCTBIE Ha
GakrepuiTe C KIaBynaHosa KMCeNWHa. BrarogapeHue Ha KombuHauusTa OT Te3u ABE aKTMBHMA CbCTaBKi
Curam@® [eicTsa Ha peanua pesucTeHTHU Ha aMOKCULUMIMH MUKDOOPIaHM3MU.

MoxaszaHua

Kora ce nsnonzea Curam®?

Curam® ce wu3nonssa Mpu JfevyeHwe Ha MHEEKUMM MpUHMHEHW OT  UYBCTBUTENHW  KbM Cura‘
MWKPOOPraHaMn:

- VHdexum Ha FOpHUTE W AOTHW AVXATENHN MbTULLa
o OTUT (Bb3NaneHve Ha CPeAHoTO YX0)
® OCTBP CMHYWT
» M30CTPSHE Ha XpPOHWUYEH BPOHXUT
& NHEBMOHWSA
- YporeHATanHm MHPeKummn
~ WHdekuymn Ha KOXaTa U MEKMTE TbKaHK

IpoTuBONOKA3aHNS

Kora He Tps6Ba ga ce m3ronssa Cluram® ?

MpoTMBOMOKa3aHWA ca 3aBonisiBaHnA WA CbCTOsHMS Npu KouTo Bue peobille He TpsibBa fAa B3eMmare
NIEKAPCTEOTO WK Aa ro B3eMaTe Cnej W3BbpLIBaHe Ha U3CReABaHUS U OLEHKa Ha CbCTORHNETO By, 3a fa moxe
BawmsT fekap fia npeLieHn NpasunHo Aanu npy Bac CblUecTByBaT YCIoBWS 3a fPOTWBONOKa3aHus Bue Tpsbea
Aa ro vHGOpMMpaTe 3a BCUUKW NpeKapaHi Henocneabk 3abonssanqus, Apyry 3abonsipaHMa MK APYTW
nexapcTea (AOPY W TaKVBa KOUTO CaMu CTe CU 3aKyrniiv OT arnmekara) KouTo B3eMare B MOMEHTa, a Taka Cbllo
1 3a HaumMHa By Ha XKUBOT W HaeuuuTe Bu,

AKO nauMeHTa € WMMan anepruuHa peakuMst KbM HSKOW [B-NaKramHu aHTuoueTvlw {Hanp, I'IEHMU,VI}'E}Q’
LedanocnopuHu) WM HAKOW OT CbeTaBkuTe Ha Curam®, sekapcTBoTO He TpabBa pa ce B3eMa Tbi
CBILECTRYBa PUCK OT MPOSIBa Ha aNEPruiHO NpeamsBYkaH (aHadunakTuieH) WoK,

Bue He TpsbBa aa B3eMarte Curam® ako cTpageTe OT TEXKa XenaTonaTvsi AW ako npy NPEAULIHO NeUeHe C
TOBA NEKApCTEO CTe MOy YBpERAaHe Ha yHKMUMATE Ha YepHus Apob.

MpK NAUMEHTM € MHDEKLMO3HA MOHOHYKIIE03a MK MaLMeHT € IMMQaTiHa NeBKEMMA Curam® He Tpsbea Aa
ce ce npwnara 3a fedeHue Ha CbNbTCTBaM GexTepuanHu WHbeKUMM npy TE3U NauneHTw, Tbi KaTo
ChLLECTBYBa BACOK PYCK 38 NOSBA Ha KOXHUTE 0OPUBM.

BpeMeHHOCT V1 KbpMEHe

Moxce s g2 ce B3ema Curam@® 110 Bpeme Ha OPeMerHOCT M KbpMeHe?

Jlexaps e NpeLuenRy Janmy MOoXe W Mo KOMKO A3 e B3ema OT JIeKapCTBOTO NO BpeME Ha OpeMeHHOCT W
KbpMeHe,

Cneuuansun Mepky 3a 6esonacka ynorpeba
oy KaKey OOCTOATENCTBA € HEOOXOQMMO CIIELMAIHO BHIIMAHNE (TPH NpHeMate Ha Curam®@?
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BawwsT nekap TpabBa Aa 3Hae Aanu CTe CBPbXYYBCTBATEHN KbM NEHULAAMAK 1 LedanocnporHi, @ Cbllo
Taka W Aa AW CTPaAaTe of anepryhbn zabonsBadua (Hanp. acTMa, CeHHa XpeMma, yptvkapus). TpsGea pa ce
yMa rpenBma BE3MOXKHOCTTa 3a KPBCTOCaHa CBPBLXYYBCTBUTEAHOCT MEXAY NEHNULNANEA U LeanociopuHn.
Mons, uHopMmpaiiTe BawmaT nexkap npu ChbliecTsysalia GpEMEHHOCT, @ Taka Cbli0 MPK BCAKE ApoABa Ha
HEXeNaHy NekapcTBeH peakimi (ro-Crneuvanto AMapis, obprBM MO KOXaTa, CWNHA OTMNaAHanoCT, GOMKK B
rLPSIOTO Wik MHDEKUN B yCTHATA KyXWH),

Mpu NauveHTy B HanpegHana Bb3pact (60 1 noseye roAMHY) NEYEHNETO TpsbBa fa ce MPOoBEXAa BHUMATENHO
¥ QYHKLUMOHANHOTO CbCTOSHWE HA HepHUA UM npob nga GvAe npocreassaHo (B "Hexxenadn NexapcTeeHv
peakLmmn’).

MaLMeHTH C TEXKY CTOMALIHO-HPERH CMYLLIEHUA C MOBPBLIAHE 1 aviapus, He Tpsbea Ja saemar Curam® T
KaTO & BL3IMOXKHO B TO3M Criyuall NekapCreoTo Aa He Ce YCBOW A0CTaThHHO.

HarnluMeTo Ha BUCOKM KOHUEHTPaLuM Ha aMOKCWLIMAMH B ypuH&aTa MOXE Aa fopege A0 KpUCTanMsupade no
CTeHMTe Ha ypeTpanHua KaTeTbp, 3aToBa € HEOBXOAWMO KaTeTbpa Ha MauueHTM Aa Ce NpoBepsBa
NEPUOIMHHG.

AHANOFMHHO Ha ApYrM aHTMOBroTMUM ¢ WMPOK ChekTep Ha felicteme fpyu MpueMaHe Ha Curam®
NPOALIDKATENHO BPEME € Bb3MOXHO pasBuTHE Ha CYyNEPUHQEKLMN OT PESVCTEHTHW MUKDOOPraHusmMu Ui
rEOUYKM,

M[pKM NPOABRMKUTENHO reHeHNE TpsbBa ga e npocneansar yHkmmTe Ha Oubpeuute, HepHUA apob w
KpbBHaTa KapTuHa. .

Morist, uH(opMupaiiTe Bawms nexap npu Mposiea Ha TeXKa Avapysi, Thil KaTo e BL3IMOXHO PazsuTWe Ha
BL3NANEHUE HA KOPEMA, MPUMMHEHO OT aHTBMUoTYIKa.

Monsi, He TIPOMEHAWTE WK MPEKbCBATE NEYEHNETO N0 cBOS MHMLMaTMBa 6&3 KOHCYynTaTVa C Baumar nexap,
Jopy W ako ce 4yBCTBate rio-nobpe vAv 3Apae 3a ja e n3berHar ycnoXHeHuss WM BROWasaHe Ha
CbCTOSHWETO Bu.

[py MaUMEHTYU € QPEHWIIKETOHYPHA (BpopeHo MetabonuTHo 3abonseane, Npy KOeTo KETOHOBW TeNa ce OTAensT
B ypuHaTa) Tpsabea fa ce wma npefsun, Y& Curam® 156,25 mg/5 mi u Curam® 312,5 mg/5 ml npax 32
NEPOpanHa CycneHcust ChAbPXKAT acnapTaM KaTo noacnaguren. EgHa f03a CbAbpXa 4,77 mg denmnanaxvH/
5 mi. MNayneHTn ¢ heHnnKeToHypus TpRbea Aa npuemat Curam® dunmuparit TabneTiy, KouTo He cbAbpMaT
acnapram.

[la ce chXpaHABa Ha MACTO HeAOCTBIHO 3a Aela.

JlekapcTBeHn BIaUMOLENCTBUS

Maxke vt Curam® 4a ce B3eMa 3864H0 € APy TeKapCTBa ?

EdheKTsT Ha HAKOW NIEKapCTBa MOXe fia 6bae NOBMWSIH MPY eAHOBPEMEHHO NpUEMaHe Ha APy NexapcTea nan
Hanp. kade, uail, ankoxon. TakWea nNOBAUABAHMS CC Hapuyuat Bsaumofelicteus. ETO 3alic  MONS,
undopMupaliTe Bawmst nexap ako Bue B3emaTe ApyrM fiekapcrea (AOpy W TaikuBa KOWTO camn CTe 1
3aKyTIMAK OT arnTeKata). JlekapsaT We npeueHt MOXe Nk Teay neKapcTea 4a Ce B3eMaT ejHOBREMEHHO.

Curam® we Tpsbea ga ce KoMbuhupa C BakTeprocTaTUdHK xemoTepanesTMun/aHTubroTuum  {Hanp.
TETPAUMIIMHM, MaKpOnaYW, CynboHamuan Wi xnopaMhernikon), Tbid KaTo & BbIMOXEH aHTarOHMCTUHEN
edeKT.

EfHOBpEMEHHO npueMaHe Ha npobexetys BoA® AC [OB/LABAHE W NOfAbPKEHe MPOSbIKUTENHO BPEME HA
BUCOKM KOHUEHTPRAWW Ha aMOKCULIMIWH B CepyMa.

EQHOBPEMEHHOTO NpWeMaHe Ha arnorypuHon MOXe Aad MOBMIIM PUCKE OT MpORBa Ha KOXHW anepryHn
peaKLmi,

Curam® Moxe /ia NoBuiM aBcopbUMsATa Ha [ANMOKCUH NPY eAHOBPEMEHHO Mpyarane.

Curam® He TpsBBa Aa ce W3NoN3Ba eAHOBPEMEHHO C ancyndupan.

BLaMOXHOCTTa 33 KbpBEHE MOXE A3 Ce NOoBULIY NPY eHOBPEMEHHO npunarare Ha Curam® 1 aHTVKoarynaHth
OT Tpynara Ha KyMapuHmiTe.

Pagko, fipy Tipunarade MoXe fa Ce Hamanm edekra OT NpWNaraHe Ha XOpMOHaANHWTE KOHTPAUEnTUBA. Ero
3atllo, NPENOPBUMTENHO € Aa Ce NpunaraT AoNbAHUTENHO HeChbPKaLW XOPMOHN KOHT




IMpu Hannume Ha anapus edmkacriocTTa Ha Curam® MOXKE Aa Ce Hapyliu CAERCTBME Ha HapylleHa abcopbuma.

NoenuaeaHe Ha ANArHOCTHUHM NabopaTopHK U3CNeaBaHUs

Morat ga ce Habmo4aBaT GanumBo NONOXWTENHW DE3YNTATM NpW ONpedensHe Ha 3axap B ypuHaTa upes
PEAYKUMOHHUTE (HEEH3MMHW) MeToaM. ChlUo Takvsa PEe3ynTaTy MOTaT fa ¢e MOfyJaT Npu onpesensHe Ha
ypBunuHoreH.

Aozmpoeka
lpes Kars MHTEPBaY it kKonko Curam® TpaiBa Aa ce Baema?

MNpencraseHaTa MHGOPMaLMsS Ce MON3Ba B CNydald, Ye BalmaT nekap He e nNpeanmMcan Apyro. He npoMensiite
MU NPEKbCBaTE fIEUEHMETO MO CBOS WHULMAaTHBa.

Curam® 625 mg dvnMupann Tabnerku

TabnetwuTe He TpsAbBa 4a ce YynaT Ha 4BE 38 Aa Ce NOMy4y MONOBMH A03a. AKO € NPearvCaHa ronoBuH [o3a
(Hamp. npy 6BOpeuHo yepexpaaHe) Tpsbea Aa ce uanonssa Curam® 156,25 mg/5 ml mpax 3a nepopanHa
cycneHana wam Curam® 312,5 mg/5 mil npax 2a nepopanta cycneHons .

BuapactHi, 1oHommM 1 Aella Hag 12 roamHm ¢ Terno Han 40 kag: 3 x 1 (hunMmrpaHa TabneTka AHEBHO.

Curam® 156,25 mg/5 ml nan Curam® 312,5 mg/5 ml npax 3a nepopanHa cycneHcus

BL3pacTHY, 1oHoWN W feua Wan 12 roavpm © Terno wan 40 kq:

4 MEPUTEITHW NbXuKK oT Curam® 156,25 mg/5 mi npax 3a nepopaHa CYCneHCHs Mamn 2 MEepUTENHN MBXKUYKM
ot Curam® 312,5 mg/5 ml npax 3a NepopasnHa CycneHcHst Tpu NbTy JHEBHO.

Curam® 156,25 mg/5 ml npax 3a nepopanta cycnencus

Terno Bbapacr AHeBHa gosa Josnposka
6—-12kg 6- 24 meceuu 37,5 mg — MakeumanHo 50 mg/ kg 3 x V2 - 1 mepuTenHa fMbXuuKa
12-20kg 2 -6 roamHu 37,5 mg — makcumasHo 75 mg/ kg 3x 1- 2 MEPUTENHW ITHXUHKA

1 mepuTesiHa Mbxundika = 5 ml= 125 mg amokcuumnmH + 31,25 myg KNaeynaHoBa KUCENUHa

Curam® 312,5 mg/5 ml npax 3a nepopanHa cycneHcus

Terno Buapact HHesHa fo3a Ho3rpoBKa

12-20kg 2- 6 roganHu 37,5 mg - makcumasHo 75 mg/ kg 3 x V2 - 1 mepuTenHa Mexudka
20-40kg 6-— 12 roguHu 37,5 mg — makcumanHo 75 mg/ kg 3x 1- 2 MepuTenHu abXuuKy

1 meputenHa nexuyka = 5 ml= 250 mg aMokcuumnuH + 62,5 mg KIaBynaHoBa KMcenvHa .

MpunaraHeTo Ha Mpax 3a NepopanH1 CYCeHCUM NIPK Aela C MEeHMKETOHYPUA Hanara CHeUManto BHUMaHWe
(Bik “Crieumanimn mepku 3a GesonacHa ynotpeta™).

MauveHT ¢ yBpexaaHe Ha vepuus npob

Curam® He TpsiGBa Aa Ce B3eMa OT NALMEHTU C TEXKA XENaTonaTus W OT NaLMeHTH, NoNyYMamn yBpeXaaHe Ha
(PYHKMLMATA Ha 4ePHNS APO6 NPY NPEAVILHO NEYEHNE C aMOKCULMITMH/KNaByNaHoBa Kicenvra. Ty NaumMeHTy
C YepHoZpobHa ne3us NexapaT MoXe fAa HazHauM AoMLAHUTENHW M3CIeABaHMS,

[aumenTH ¢ DyHKUMOHANHO YBpaXaaHe Ha SuopeunTe
[ipn  yHKUMOHANHO yBpexaaHe Ha GbBpeumTe Aosata TpsbBa Aa CE HAMaAW B 3aBUCUMOCT OT TEXECTa Ha
YBPEXAaHETO K TErMNOTO Ha MNaLMeHTa.

Bawms niexap we onpegeny kakea fosa TpsGea Aa ce npunara npy cyyail Ha Gb6peyHa HeaoCTaThYHOCT.

osnposka NpK NalverTiM Ha_xemoauMani3a



Bu3pacTHi 1 IOHOLIH.
MauMeHTV Ha XeMoaWanmaa nonydasat 500 mg amMokcuumnue + 125 mg KnasynaHoBa KUCEAWHE HA BCeku 24

Yyaca W Chilata fo3a Mo BPEME W B Kpast Ha XeMoananmaarta.

Heta:

JlekapAar e npeteHn NpuiaraHeTo Ha nexapcrsato. Joszata npu geua e 15 mg amokcuuwimH + 3,75 mg
KnapynaHoea kucenvHa/kg Ha Bceky 24 vaca. Te nony4asat Cbllo Ta3n 403a NO BPEME W B KPas Ha Auanusata.

Haune Ha npurRoXxeHne

Kax 1ps68a fa BsemMa Curam®?

EAvHUYHUTE 03K TpsbBa Aa €& B3eMaT Ha paBHKX WHTEDPBanW npes Aewxs. flpesnucannte TP J03WM AHEBHO
TpsifBa fia ce B3eMaT Ha 8-vaccBu uHTepsam. Curam® Tps6Ba Aa ce NpuemMa B Ha4anoTo Ha XPaHEHETo, Tbi
KaTO M0 TO3W Ha4MH Ce HaMarisIBa BL3MOXKEH CTOMALWHO [peBeH AMCKoMQopT.

Curam® 625 mg dunmipaty TabneTku Tpatea Aa ce B3eMart Luemm, 6es Aa ce AbBHaT ¢ A0CTaTbYHO TEYHOCT.

Curam® 156,25 mg/5 ml npax 3a nepopanHa cycnencva n Curam® 312,5 mg/5 ml npax 3a nepopanHa
CycrieHcust ce npueMar 3a yAoBCrBo ¢ MepuTenHa Sibxidka. Mpesm scaxa ynotpeba ByTunkata Tpsbea ga ce
pasknaty gobpe.

fperiopbyBa ce nepopasnHaTta cycrieHous ga 6be npuroTsexa or (apMalesT, a Mpi HeBB3MOXHOCT OT AeKap.

Cren OTBMBAHE Ha Kanadkata Ha GyTwikata npeanasHarta membpala fa ce oTCTpaHn BHUMEHENHO 1 u3Lano.
[lo6aBn mTeliHa BoAa Marnko rof Mapkata obo3HadeHa Ha OyTunkara U pasknamm nobpe. Crnen Tosa pgobasu
BOZJA TOMHO 210 MapkaTa o603HaqeHa Ha ByTunkaTa 1 paskiaty Gobpe olle BeaHaX.

Paswnati aobpe GyTunkaTa npeav Bcska yrotpeba.

Cnefi NPUroTBsIHE TOTOBaTa NEPOPanHa CYCTieHays UMa nouTy OsAn UBAT.

Curam® 156,25 mg/5 mi npax 3a nepopansa CycreHcus

60 ml cycrieHsust ce MosydyaBa Karto KbM 1 6yTunka cbabpialia 5,4 g npax 3a nepopanHa cycneHos ce
npubasw 57 ml soga.

100 ml cycneHsus ce monyyasa karto KbM 1 OyTunka cbiabpiaiia 9,0 g npax 3a nepopanHa cycrneHous ce
npubaeu 95 mi Boga.

Curam® 312,5 mg/5 ml npax 3a nepopaniHa cycneHmst ‘

60 ml cycneHaus ce monyyasa kato keM 1 GyTwika cbabpial@ 7,5 g npax 3a nepopanHa cycneHcus ce
npubaeyn 54 ml sBoga.

100 ml cycneHsms ce nonyyaea kato KeM 1 ByTwika cbAbpXalwa 12,5 g npax 3a nepopanda cycneHoms ce
npubasy 90 ml Boga.

Konko Ab/ro TpsbBa 4a B3ema Curam®?

JNexapsT We onpeasm NpoALMKMTENHOCTTA Ha NIEHEHNETO. .

Hopmanto Curam® ce npunara B npogbikenme Ha 3 B0 4 AHW cien nofobpsBaHe WMNWM KM3YesBaHe Ha
cuMnToMuTe Ha 3abonssaHero.

Ako Curam® € npeanucaH 3a JiedeHne Ha MHGEKUMM npUHMHEHW OT GeTa-XeMOoIMTUIEH CTPEMTOKOK, TOW
TpsibBa ga ce BaeMa Hal-manko 10 guv 3a fia MMa CrypeH TepaneBTUYeH edext ¥ ga ce n3berHaTt KbeHK
YCNOMHERWA.

Curam® He Tpsbea aa ce B3eMa noseve oT 14 AHu He3 cbrnacue Ha Bawug nexap.

IpepozvpaHe W BPYr rpeltRi
KakBo Tps0OBa 4a Ce Hanpasn B Cy4ar, Ye e pueTo MHOro rofiaMo Ko/myecTso ot Curam® (YMuiiaeHo wi
CTIYHANHO NPEROSHPAHE)?
B criyyait Ha npefosupaHe MOraT Aa ce HabnioaaBaT CTOMaWHO HPesH CUMNTOMU KaTo I
anapms, a CbLUO Taka W HapyleHus: BbB BOAHUS W eNeKTPO/MTEH BanaHc. .




Urihopmais 33 NleKaps: Hama cnelygudeH aHTuaoT B crydail Ha npeaosvpaHe. MepkuTe Ca CUMITOMaTUHHY,
HACOUEHW NO-CNIELMANHO KbM MOALPXEHe Ha BOAHWS 1 eneKTpormTeH 6ananc. NpUeMaHeTo Ha akTUBeH BhIEH
W MPOMMBKa Ha CTOMaxa ce MpenopbyBa caMo B Clyyan Ha npueMaHe Ha MHOro ronama Aoza {roseye oT 250
ma/kg). Tipn naumeHTy ¢ Texka Hedponatus Curam® MoXe Aa ce OTAeM OT opraHusMa 4pes xemoauanuaa.

Echextu BBPXY CNocoBHOCTTa 3a Wodnpade U pafioTa ¢ MaluMHN

HsiMa Ha Pa3noNOXKEHNE HUKAKBM [OKABATENCTBE, Y& HAKOW HEXENaHN peakLi MOBAWABAT aKTWUBHOTO ydacTue
B Y/MHHOTO ABIXEHWe uik paboTaTa ¢ Mallnhy,

HeenaMy NEKapCTBEHW peakuwyi, KowTo ce Habmopasat B pegkv cnydau (Han. aHagunakTuieH WoK,
KOHBYNCMM) MOTaT Aa FIOBNMEsT YaCTUUHO Ha YHaCcTWeTO B YIM4HOTO ABKXEHNE MU paboTata ¢ MallWHW,

HeskesiaHM NekapCTREHN peaklnn

KaKBH HEWETIAHH FIEKSPCTBEHN PeaKLym (KOUTO HE Ce Haboasar npH BOiky fleLMEHTIA) MOraT 43 €8 fIOABAT
nipy npuemMare Ha Curam®?

Kairo M fpy NPUEMAHETO Ha HAKOW APYry NeKapcTea v npi npueMaHe Ha Curam® morat ga ce Habmoaasat
HEXenaHW NeKapCTBEHK peakumn. Te He ce HabNoaapaT npv BCMYKW NaLMEHTV 1 HE Ca € eAHaKea HectoTa 1

TEMECT. .
Mo npyHumn Curam® ce noHaca fobpe.

Peakiiny Ha CBDbXYYBCTEUTENHOCT.

YecTo (> 1% - < 10 %)

Bb3MOKHW €3 . KOKHWA pPEaKuwi, KOWTO Ce nposBSsaT Karto cbpuB W copbexx. TunmdeH obpus oOT
MOpBUAMGDOPMEH TUM CE NMPOSBABA NOHsAKora 5 A0 11 AWM CieA HAYanoTo Ha IeHEHUETO.

Mp1 NaUMeHTU C NHPEKLMO3HA MOHOHYKIEO3a WK MaleHTH C AMMGETHYHE NEeBKEMWA MO-YeCTo Ce NonBsBat
KOXHWTEe obpuBM. HesaBaBHa peakuMs € ypTVKapua B MOBEYETO C/lyyau € nokasatenHa 3a TunkdHa
NEHULMNVMHOBa aneprust W Hanara neYeHreTo Aa ce npekpatM U He TpsifBa Aa ce npwunara nevenue C Beta-
NaKTaMHy adHTMoKroTULM B GpacLle.

FloHsikOra MOraT fa ce Habnioaasat BbananeHre Ha nurasuumTe B 06racTTa Ha ycrata. Bb3MOXHM Ca CyXOCT B
ycTaTa ¥ HapylleH1e BbB Bb3NpueMare Ha Bryca.

Pagko (> 0,01 % - < 0,1 %)

BynosHu MM exchoNMaTUBHY KOXHU PEaKLmnn (Harl. ekcypaTvBHa MynTudopMeHa epuTema, CMHOPOM Ha
Stevens-Johnson, TOKCWYHA HEKPO3a Ha enuaepM1ca) €a CbODLIEHN B peaKK Crydak.

ToXKW anepriuHy peakuyy B pesynTaT oT CeHcubunusaums KbM aHTMBMOTMUM OT rpynata Ha 6-
AMUHOMEHULMNMHG Ce HabnioAaBa B PEAKM Cydau, Hanp. o4 GopMa Ha nekapcTBeHa Tpecka, NoBUIABaHE Ha
6poa Ha HAKOW KPBBHU KIETKW (eosuHodunms), GonesHeHn OTOLUM MO KOXata W Jurasuuute {epevgaa
Quincke), OTOK Ha LIEHTPaNHUS NAPUHKC CkC CTECHSIBAHE Ha AUXaTeNHuTE NbTulLa 1 3aTpyAHEHKE MPpK nmi
(napuHreaneH oTok), cepymHa 6oniecT, aHeMma Abikalla ce Ha paspyllaBaHe LenocTTa Ha YepBeHuTe KPBBHN
KNeTKN (XeMONMUTUYHE aHEMUS), anepryieH BacKynuT Wan HethpuT.

Moe A2 ChLIECTBYBa aHTMIEHHa Bpb3Ka Mexy AepMaTohnTh W MEHKLWAVH, Taka He Npy NaUleHTH © MUKkasn
He MoraT f4a Ce MBKIoUaT peakuuu, nofobHy Ha Tesn HabnioAasaHu Npy NOBTOPHO NPUNOXEHWE, A0pU CNEl
[MLPBOTO MpUAaraHe Ha neruUUInH,

Muoro pagko (< 0,01 %)

B MHOro pefky crydau Moxe fa ce Habniofasar TbMHW NeTHA 10 €34Ka.

PeakuM Ha CBPXYYBCTBMTENHOCT BbB BCWYKM CTeneHd -  BKJIOUATENHO  aneprityiHo  NpeAn3BrkaH
(aHadnnaKTdeH) WOK - ce HabnoaasaT, Jopy W Clen OpasnHo NPUNAraHe Ha NeHMUAIHN. TeXKn peakum Ha
CBPXHYBCTBUTENHOCT KOUTO Ce HabMiofaBaT C MHOrO NO-HUCKa YECTOTa OTKOMKOTO Clejt BEHO3HO Wi MYCKYJTHO
MHKEKTUpaHe Harnarar NpeanpyeMare Ha ChOTBETHITE CNRIUHU MEPKU.

CroMaliHo-4YDEBHN DEAKLIMI.
Yecro (> 1% - < 10 %)



HapylieHns nog opMa Ha TEXeCT B CTOMaxa, rageHe (Hal-4ecTo fpw Mo-BACOKY A03K) , MOBpbLUaHE,
METEOPM3bM, MEKW M3NpakHeHWsi Wiw Avapus MoraT ja ce Habriojasar noHsKora Crej B3eMaHe Ha
aMOKCULIANMH/KNaBYJiaHoBa kucenmHa. Hali-4ecto Te ca neku v 0BMKHOBEHO 0T3BY4aBaT €HOBPEMEHHO W
ckopo cnlef MpeycTaHoBsiBaHe Ha neueHneTo. loHocuMocTTa MOoXe Aa ce nogobpy upes npueMaHe Ha
AMOKCULIMNVH/KNABY/IZHOBE KUCE/IMHA NO BPEeME Ha XpaHeHe,

Paako (> 0,01 % - < 0,1 %)
B MHOro pegki Cly4aun ce Habniogasa KONOHW3aLms € HpeBHa KaHAWAo3a.

Moy nosiBa Ha TEXKa NPOABIKMTENHE AMapuUs MO BPEME Ha JIeYeHME Wil Mpes MbpBUTE HAKOIKO ceaMULIK
cnen nevedue TpabBa fia ce uMa MpeaBui BE3MOXHOCTTA 33 PasBuTve Ha ncesaomemBparoseH KonuT ( B
noseueto ciyuan npudauded ot Clostridium difficile). Tosa upesHo 3abonsisade, NpUHMHEHO OT NeYeHue C
AHTMBMOTUK MOXE A3 Gb/ie XKBOTO3aCcTpallaBallo ¥ Hanara He3abaBHO Npunarake Ha CreLHN MepKu.

EgHo npoyyBaHe npu XXeHW C NpexacspeMeHHa pYrTYPa Ha aMHWOHa MNoKasza, Ye l'IDOdJMJ'IaKTM‘-IHOTO neJveHue C
aMOKCMLIMIIMH/KHaBYJ'IaHOBa KMcenMHa Moe ga Obje CBbp3aHoc ¢ NoBuWeH PUCK OT HEKPOTHU3Mpaty
EHTEPOKONUT NPU HOBOPOAEHWUTE.

YepeH Apod:
Yecro (> 1% - < 10 %)
MoHAKora ce cpelua yMEPEHO MoKauBaHe B CTOMHOCTUTE Ha YEpHOAPOBHMTE eH3UMA.

Paako (>0,01 % - < 0,1 %)

B peaku criyday, Kakto 1 Npy NedeHne C APYr NeHmuunnHn. uethanocnopuHy, CIeACTBME Ha NOTMCKaHe Ha
NTbUHWE NacaX ca HabniofaBaHK NpexofeH  Xenarut W XonectaruuHa XbiTeHula. OvcdyrkumsTa
0BMKHOBEHO Ce fofABaRa Nno BpeMe WM HEMOCPEACTBEHO Chej Neu|eHue C AMOKCULWMAKME/KNaBYIaHoBa
KMCeNMHa, HO B HSKOW Cllyyau Moxe Aa He ce Habmioaasa [0 HAKOMKO ceammuy Cnei MpeycTaHoBABaHe Ha
HeYeHUsTo M e MOo-4ecTo NpPY MBXE WM MaUMeHTW B HanpejHana Bb3pacT (60 v noseve roauHu). Tesn
Hapywerust B YepHogpobHaTta QyHKUWA MoraT A3 6baaT TeXKW. TIpW Aela ¥Ma MHOTo peakw CboblieHns 3a
niposiBaTa Ha Tasu AMchyHKUMA. PUCKBT OT MPOsBa HA HEXeNaHu NIekapcTeeHn peakuum OT CTpaHa Ha YepHus
npob ce yBenuuasa Apy JiEYeHWe € NPOABKUTENHOCT ToBeqe OT 14 gHu. Tlo npuHUMn cuMITOMUTE
OT38y4aBat. Bbrpekn TOBa B M3KTIOUMTENHO PEAKK Ciyyan Ma CLobBLWeH s NeTanel u3xos, Ho ToBa BUHArN &
B Mpsika Bpb3Ka C TEXKW CbTBTCTBALLYM 3a60MsBaHNs MM €AHOBPEMEHHO NPUEMAHE Ha ApYri neKapcrsa.

KDbBHE K3pTIHA.
Pagko (> 0,01 % - < 0,1 %) : :
B peaku ciydaum MoraT a ce Habniofjasa NoBulIaBsaHe B 6post Ha TpombBoLmuTUTE (TpomGouuTo3a}.

MHoro paako (< 0,01 %)

B usonMpaHM Chyyaw MorarT da ce HabnoaaeaT TpOMEHW B KpbBHATa KapTuHa M3paseHn Kato Hanp.
HamarseaHe Ha 6posi Ha GenvTe KpbBHU KNETKW (neskomneHus, rpaHynoLUMTONEHNs), HamMansaBaHe Gpos Ha
TpomBoumTHUTe (TPOMEOLITONEHWS), aHEMMS WK MOATUCKAHE Ha oBpasyBaHeTo Ha KPbBHW KMETKW B KOCTHWA
MO3bK (MMENOCYNPECHS), @ ChIo W YAb/IKABAHE Ha KbPBEHETO W CbCMPBaHETO. Tesn npoMeHn ca ubpaTiMm
cnes NpeycTaHoBABaHe Ha JIEYEHNETO.

Hapyuiernys Ha LHC:

Muoro pagko (< 0,01 %)

B M30nMpaHu Clydan ca CboBLUEHM MOBUIEHa aKTUBHOCT, TPEBOKHOCTOCT, ChHIMBUCT, YMCTBEHW CMYLLEHNS],
arpecyMBHOCT ¥ KOHBYICHM,

Jpyru Hexenany eKapcTBeny Deariivm.
He wecto (> 0,01 % - < 0,1 %)
[p¥ NPOALMKUTENHO 1 YECTO NpUEMaHe Ha NekapcTBOTO MOraT Aa Ce pasBusT ¢y




€ PE3UCTEHTH MUKPOOPraHMaMu 1 rbOMUKN,

MHoro psaako (< 0,01 %)

CrefnvTe HexenaHn peakLy, KouTo Cé CPEeLLaT M3KMoUMTENHo paako (3a no-cbumpHa MHhopMaLma Ha Tean
HeXenaHu peakuvK, BUX No-rope) U MoraT Mpu onpegeneHy cnyvyau fa GbAaT KUBOTO3acTpawasawm. Bue
Tpabea Ge3 HMkakso 3abaBsHe A3 MOTLPCUTE KOHCYNTaUWA € Nekaps ako TakMBa HEXeNaHwu NexapcTBeHu
peaKkuUmK c& ROSBAT BHE3AMHO WAK Ca HEOYAKBaHO TEMKMU.

lTcesroMeMOPaHO3EH KOSTUT!
B Tesu cnydau siekapsaT Tpabsa fa HasHaqy NpekpaTaBaHe Ha nevyenreto ¢ Curam ® M ako e HeobxoauMo, B
3aBMCHMMOCT OT CBCTOSHMETO fAa ApeanpyeMe BeaHara noaxoasallo neyeHue.

TeXK1 OCTPM peakLuy Ha CBPLXUYBCTBUTENHOCT (Hanp, aHadunakeus)
NeyerveTo ¢ Curam® TpsbBa He3abaBHO Aa Cripe W TpAOBa Aa Ce B3eMaT CbOTBETHO OBMYalHWTE ChewHu
MEPKU.

lMNosBa Ha (enknenTodopMeHn) rupuose:
okasaHy ca ChOTBETHMTE OBMualHK CHEWHM MepkM  (Hanp. nogbpxaHe Ha ceoboaHu avxatenqute mifilua
Ha NauMeHTa, aHTUKOHBYNICUBHI NeKapcTea KaTo Avasenam wan bapbutyparth).

Mornisi, nHpopMmmpaliTe BawusT nexap 8 ciydaid, ue Bu CTe NONYUYMM HAKOW OT OMUCAHUTE B Ta2W SUCTOBKA MW
BPYr HEXEenaH! feKaperBeH peaKLiin.

Cpox Ha FOAHOCT M ChXpaHeH e

Kax 1pabBa fa ce cexpaHasa Cliram® ?

Mons obbpHETE BHMMAHME Ha Cpoka Ha rofAHOCT, OTMeYaTaH Ha KApTOMEMaTa OrakoBka WM eTuKeTa Ha
ByTunKara. ’

JleKapcTBo € W3TeKb/1 CPOK Ha rogHoCT Aa He Ce U3MN0oN38a.

Curam® 625 mg cwnMupanu TabneTkn
DNa He ce cexpaHsarRaT nNpy Temnepatypa Hag 25° C.

Curam® 156,25 mg/5 ml u Curam® 312,5 mg/5 ml npax 3a nepopanHa cycneHcus.

lMpaxuT 32 NepoparnHa CycneHcua B HepasTeopeHa dopMa He TPsGBa fla ce CbXpaMsiBaT npu TemnepaTypa Hafg
25° C.

TpwroTeeHaTa cycrieHcna Tpabsa Aa ce cbXpaHsiBa B xnagunHmk (2-8° C) n ga ce muanonzea f[o 7 aHu. Creg
TO3M CPOK He TpabBea ga ce 13non3ea W Tpabea Aa ce M3XBLP/K, .

[ata Ha akTyanusaums Ha Tekcra Oxromepuy 2002

Mons, ako MMaTe HSIKAaKBM BBLITPOCK NO OTHOINEHME Ha chAbpXallaTa ce uHGOpMauma B Tasn
nucroeka o6bpHeTe ce KM Bamuma nekap win drapMalesrT.



