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JIHCcTOBKA 33 DAHEHTA QODOBPEHO I
CANCIDAS™ Caspofungin, MSD) DATA .2.48. 28,
KAHCHIAC

50 mg duiaxoH ¢ NpubaBeHa 3aTROPEHA CTEPHIHA CHCTEMa 33 IPEXBHPIAHE HA ChEBDKHMOTO OT
tnaxkoHa B pasTBopa 3a uHby3ua

Mous, HpoyeTeTe BERMATENHC TA3H JHCTOBKa Hpell [z 3a04HeTe Aa B3AMaTe/H3N0I3BaTe
TO3H JIEKAPCTBEH IPOAYKT.

e 3amasere TAsy JIHUCTOBKA. MOXke Ra ¢e HAOXU Ja f IPOYETETE OTHORBO.

e AKo HMaTe AONBIHMTENHH BRIPOCH, IoNHTaliTe Bamug nexap HiH (papMaresT.

¢ Tosu JeKapcTReH MPORYKT € IpEfNHACcaH caMo 3a Bac 1 He Tpabea ja ro fasaTe Ha HUKOH
Ipyr. ToBa MOke fla My HaBpeHH, JOPY H IPH HON0XEHHE, Y& MMa CBIIMTE CHUMITOMH KaTO
Bac.

CANCIDAS 30 mg upax 3a HHQY3HOHeH pASTBOp

CANCIDAS e crepunHa, Osana po OnepokpeMaBa, IBTHZ IpaxooOpasHa, M3CYIIEHa 4pes
3aMpassBaHe CyOCTaHIH.

Jexapcreenoto bemecteo Ha CANCIDAS e Caspofungin acetate.

I[pym CBCTABKH Ca: CYKpO3a, MaHHUTOJM, JICACHA OLIETHA KHCEIIMAa H HaTPHEB XHIPOKCHA.

IMputesxaren Ha paspellienneTo 3a ynotpeba: | I[IpoussopguTen:
Merck Sharp & Dohme IDEA Inc. Laboratories Merck Sharp & Dohme B.V.
Schaffhavserstrasse 136, 8152 Glattbrugg Waarderwerg 39, Postbus 581
1Ipefinapua 2003 PC Haarlem

The Nederlands

1.Kakeo npencrapinssa CANCIDAS H npy XakeH clIy9aH ce u3uos3sa?
CANCIDAS, npax 3a HpPHrOTBAHE HA KOHIEHTpAaT 3a MH(Y3HOHEH pasTBop Ce HOCTaBs B
OHAKOBKH, KOHUTO ChILDIKAT IO 6ARH (raKoH.

CANCIDAS e npoTHBOrBEOMYEH Npenapat, KOHTO BB3ApEenATcTBA 00pasyBaHeTO Ha HacTH
(ronuzaxapuzia FIAKaH) OT KIETHYHATA CTeHA Ha IbOHYKHUTE, HEOOXOOUMH 32 MPOABIDKARAHE HA
HBOTA ¥ pacTexa AM. ['bOHUKH, H3A0KEHH Ha NeliCTBHETO HA CANCIDAS umar HelbJiHa HIH
nedieKTHa KIeThYHa CTeHa, KOETO T NPaBy TPOILIHBH H NPHYHHABA CIipaHe Ha PACTEXKA HM.

CANCIDAS moxe ga Bu e npenmucas 3a JIS4eHHAe Ha CepHo3Ha rpOHYHa MHGeKns, HapedeHa
WHBA3WBHA Kauaunosa. Tasy re6uusa wAGeKIMA ce OpUYMHABA OT OUpEAENneH BHL rbOHYKH
(apoxpm), rapeueny Candida. Tesu Aposay ca HOPMANHA HaXOAKA B XPaHOCMHIATENHHA TPakT
¥ He NpHUAHABAT MHGEKIHI, OCBSH aKO He NOmajHaT B KPBBOOOpEIEHHETO (B TAKBB Cilydai
nHEKIMATA Ce HapHya KaHAWAEMHSA) HIM JADYTH THKAHH K OpraHd, karo OOBHBKara Ha
KOpeMHaTa KyXuHa (NEPHTOHHT), Chpueto, Onbpeiture, uepHHs Opod, KOCTHTE, MYCKYIHTE,

* 3apasena mapka Ha MERCK & CO., Inc., Whitchouse Station, N.J., U.S.A.
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NauHeHTH 1 Te3H ¢ HeJocaThuHOT Ha HMYyHHaTa cHetema, TeMIeparypa U BTpUcaHe, KOHTO He ce
TIOBIMABAT OT aHTHOAKTEPHANHA Tepallds, ca Hali-4ecTHTe CHMIITOMY Ha TO3H BUA HHGEKIH.

Ot pmpyra crpana, Banmar nexap moxe na Bu e npemmican CANCIDAS 3a neuenue Ha re0uyuna
uHbexnusa, obxpamama Hoca, HOCHATE CHHY3H HAH Genute ApoGoBe, ThH KATO APYFH BHIOBE
NPOTHBOTHEOMYHA Tepan#s He ca OKasand odakBaHWs eeKT MAH ca HOBEIM A0 HEeKeIaHH
peaxuuy, Tasn uHGeEKUMA ce NpUUMHABa OT OPTaHH3MM, HapedeHH Aspergillus. I's6ute oT pox
Aspergillus nppBoHayaiHO NPHUNHABAT MH(EKIMA Ha AHXATeNHaTa cucTeMa (HOC, CHHYCH HIH
Genu npobose), THil kKaTO CTIOPHUTE Ha Te3u rBEOM Ce HAMMPAT BLB BB3MIyXa, KOHTO AMINATE BCEKH
JieH. Tasy uH(pexIug ce HapAya AHBAa3HBHA ACMEPrHI03a. BL3MOXHO € TEOHYHIAT NPHYHHHTEN
Ia ce pasmpocTpaHy H B JPYTH OpraHd H CHCTeMH. B 3HpaBMAT OpraHu3bM, eCTECTBEHUTE
3alMTHY CHAM 3a 6opba che 3a00NABAHHATA Pa3pyIIaBAT CIIOPHTE M ' OTCTPAHABAT OT HETO.
Haxon GonecTHH CHCTOSHMSE HAMANABAT €CTECTBEHATA YCTOHUMBOCT HA TANOTO KBM pPa3BHTHE Ha
uHbexnan. OnpenenecHH JeKapCTBa, MPeNNHCBAHH NP HAlUEHTH ¢ OPraHHa HIH KOCTHO —
MO3BYHA TPAHCINAHTALHA CHIIO HaMaisgBaT eCTECTBEHATa YCTOHUMBOCT KBM pAasBHTHE Ha
nbexuny. Topa ca naleHTATE, HPY KOKTO Haif — YecTo ce pa3BuBa uHdpexnuara ¢ Aspergilius.

IMocrosnuna Temneparypa, IOblDKama ce Ha MHGEKIHA, MoXe Ja ce NIOSBH B pe3yNTAaT Ha
XHMHOTEpanHs HIM 3a00N4BaHM, KOWTO HAMalfBaT YCTO{YMBOCTTZ HA OpraHHW3Ma CIPIMO
nedekuuy  BCHSACTBHE Ha HaMansiBaHe Ha OenH KPBBHH KIETKM (JIEBKOMHMTH). AKO
TeMIlepaTypaTa He C€ MOHIDKH INpH fNeueHue ¢ aHTHOMOTHIH, Bawmmar nexap Moxe na
NPennoNoXH, e HMaTe rbouuHa nadexius u 1a Bu npegnume CANCIDAS 32 neueHHETo M.

2. pepn pa moayyare CANCIDAS
He B3umaiite CANCIDAS:

- ako cte aneprayad keM Caspofungin umm HaxoH ot Apyrute cherasku HA CANCIDAS

ITpu npuemanero Ha CANCIDAS ofBpHere cienianHo BHUMaHUe:

~  AKO CTe HMan{ HIM MMAaTe B MOMeHTa YepHoApoOHH npobiemu. Hikon OT NalMeHTHTE ¢
YepHONPODHH YBPEXIAHAA C& HYKAAiT OT IPOMAHA Ha JO3HTe.

—  AKO IpHeMare JeKaperBOTo cyclosporin — JeKapcTBEH NpPOAYKT, KOHTO mpeamasea
natHen ! ¢ TPAHCHNAHTAHTH OT OTXBBPIAHE HAa TPAHCIIAHTARTA, KAKTC M 32 JeueHue Ha
onpeAeneHy 3a00NgBaHHA Ha HMYHHaTa CHCTeMa. Balmmar jekap Moxe ga Bu Haznauym
JOUBIHATENHHE KPEBHH H3CNEABAHHA [I0 BPEME Ha JIeUSHHETO.

—  Akxo uMare KaKBaTo ¥ Jia € aneprus

Venomere Bamms exap 3a BOMUKH 34paBHH IpoGHeMt, KOHTO HMATE WIH CTe UMANH.

Hena
CANCIDAS ne ce u3n013Ba IPH IIandentA oy 18 romunina Be3pacr.

BpeMennoct

He ca npoeexnanu npoyusaHus 3a jedicteHero Ha CANCIDAS npu OpeMeHHH JKSHH.
JlekapcTBeHMAT NPOAYKT TpAOBa fa ce M3MON3Ba NpH OPEeMEHHOCT, CaMO aKo [OTEHIHAIHATA
IoN3a Hie NpeBHILY NOTeHIMATHHY PACK 32 INIozA.

Krzpmene 4
Heunn, npuemamu CANCIDAS re tpabea na xepmar. ITouckalire chBer OT NeKa)
HpueMeTe KaKbBTO U Ja € JIEKapCTBEH NPOIYKT. i
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Coocofnoct 3a modApase H padoTa ¢ ManIEEA
Hama wrgopmanus, nokaspama ye CANCIDAS rmuse Bppxy cnocodHoctTa Bu 3a modupane u
paboTa ¢ MalOHHH.

Vuorpeda ea CANCIDAS c apyrs Jekaperea

BammuaT nexap Ine ONpemend AaNH ¢ Hanara IpoMfAHA B JO3NTE Ha NDYFHTE JeKapeTBa, KOUTO
npHeMaTte. Ao mpHeMaTe cyclosporin Bamus nexap mMoxe Na Bu HasHaud AONMBIHUTENHH
KPBBHH M3CIICABaHNs 110 BpEMe Ha TepanusiTa.

B nomsnnenue, Bue Tpabea sa crobimuTe Ha NEKaps 3a BCHYKM JEKapeTBa, KORTO HpHeMaTe Wil
HnaHHparte Ja NpHeMare, BKIIOUHTENHO M TE3H, NORYIaRany Ge3 penenra. M3KOUATENHO BEKHO
¢ BalOMsAT JEKapsT Na 3Hae, aKko IpHeMare ompefielleRM Jekapcrpa: 3a neuenwe Ha CIIHMH
(ermouuTenyo efavirenz UnM nevirapine); aHTHKOHBYNCHBHE IliekapcTba (TPH EMUIETICHA) -
dbennronH W kapbaMasenuH; KOPTHKOCTEPOUAN — JIEKCAMETA30H; aHTHOHOTHKA pHOAMIMIKH U
HMyHOCYnpecopa tacrolimus.

3. Kak ce upuema Caspofungin?
CANCIDAS ppuard TpsaOBa Ha ce NpUroTBY M IpHiara OT JNexap HAM APyl MENHIHHCKH
CHEeHHAaNACT.

CANCIDAS Tpafpa Ja ce mpujara €WH BT AHEBHO, 4pe3 OaBHa BeHO3HA HH(QY3MA,
NPOXBIDKABAINA OKOJIO EHHH Yac.

Bamusat jexap Ife ORpefeNH NpogbIKHTENHOCTTa Ha TepanuaAta H kakea josa CANCIDAS
Tpabea xa Bu ce npusara Bceku neH. Toii TpsOpa na mpocneasisa Baueto cxcTosHEe H 0TTOBOPA
KbM TepanusTa. He € HeoOXoauMa npoMsHa Ha go3arta cnpamo Batata Bb3pacT UM HATHYHETO
Ha GBOpeuno yepexnare. Ako Bamero Terno mpesuniasa 80 kr., Torasa MoXe Aa €8 HAIOKH
ApOMAHA B JO3aTa.

Axo npaemere ro—roasmo kojmgecrBo CANCIDAS, 0TKoIKOTO € He00X0gEMO:

BammsT nekap e CASRH 3a ONPOMEHH B CHCTOAHMETO BH H 32 OTrOBOpa KBM TEpANUATA U INE
onpexen: xaxso komuvectBo CANCIDAS By e neobxommmo. Ako Bue MucnuTte, 4e NoNyJapare
110 — BHcoka fnoza CANCIDAS, nesabasHo ce cebpikeTe ¢ Baimas fekap HI EPYyro MEHHIHHCKO
JHIE.

Axo mponycrere go3a ot CANCIDAS:

JlexkapsT Ime cneau 3a NPOMEHH BB Bamero chCTOsAHHE W OTTOBOpA KBM TepanmuATa M IHe
onpefenu xakso komudectBo CANCIDAS Brm e meobxonumo.Axo ce Gesrnokonre, 4e CTe
HpOMyCHANM Ja NMpHeMeTe JISKApCTBOTO, He3abaBHO ce cBbpiKeTe ¢ Bamus nekap MIH Jpyro
METHIBHCKO JTHIE.

EdexTH, NogBABAINE Ce HPH cnapane Ba devennero ¢ CANCIDAS:
Hsma faHHM 34 08B Ha “CHMIITOMH Ha OTHeMaHe”,

4, Kaksn HeXCNAHH PeaKnHE Moxe A2 ama Jedeanero ¢ CANCID
Kaxro Bcwukn nekapcrea, Taka w1 CANCIDAS moxe aa npeau

peaKaALs.
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Hali-yecTo cpelnanara HexenaHa peakiys e TeMaepaTypaTa.

Jpyry HexenasH NeKapCTBEHH peaKkiHHe ca;

T'nasobonue

Y4ecteH chpAeueH pUTEM.

JauepsaBane

3aTpyaseHo JHIIaHe

Bonki B xopeMa,ralieHe, HIoBpblaHe, THapud.

O0pue,cepOexk, MaNoTARAHE,

Bonka,BTpHcaHe,Bp3NIaJieHHe HAa BeHata B MACTOTO Ha HH(y3Ha(BKIIOUUTENHO
cepOex,3auepBABAHE,CEKPELTHI, 0TOK, 9YBCTRO Ha Napene uinu oGpa3yBane Ha CHCHpPEK HA MACTOTO
Ha HHQY3HS)

. AnepriuyHH peakiny (BIIIOUHTENHO OTOK HA HHUETO W/HIH YCTHUTE,ChpOeK,
0OpHEB,4yBCTBO HA 3aTOIULAHE MIIH 3aTPYAHEHO JHIaHe)

. IMoxgyeane Ha pplETe, TIE3CHATE WIH KpaKaTa,

) VBpeneHa yepnoapoOHa QyHKIHA.

] IlpoMaHa B HAKOM nabOpaTOpPHH KPBBHH NOKasaTelMu (BKMIOUHTENHO HAMAliBaHE Ha

Opos Ha epHTpOLHUTHTE M YBelHYapaHe Ha HHBAT2 Ha HAKOM uepHOZpoOHE M OBOpeuHu
TOKA3aTENH, TIOBHLIEHO HABO Ha Kaiuuyii)

Crofleno e 3a ey clyvail Ha XHMBOTO3aCTpAIIABAlIA allerHYHa peakiHs, BKIFOYBalla NosiBara
Ha 3aTpYIHEHO NUIIaHe, XpUNTeHe H BIOMABAHE HA CHILECTBYBAIipA OOpHE CHel IIBPBUs pUeM
Ha CANCIDAS. CpaBuuTeNHO psSAKO MOTaT Ia ce HaOMoZaear H ApPYrH HeXeNaHM peakuul U
KaKTO IPH BCHYKH OCTaHAJIH JIEKApCTBA, HAKOH OT TAX MOXKe [1a ca cepuosuy. [lomaTaiiTe Bamys
JieKap 3a mopede HHGopMans.

HesabaBHo cpobiere Ha Baming nexap HiuM Ipyro MeAWIMHCKO JHIE NPH NOSBATa HA TE3H WIH
Ha KaKBUTO ¥ J1a € ApYrY HeoOnyaiuy CHMIITOMH.

5. Kak TpnoBa na ce cexpanasa CANCIDAS?
Crxpanspaiite Ha MJCTO HEJIOCTBIIHO 33 AeHa.

CoxpansBaiitTe BeoTBOpeHNs (akoH IpH TeMnepatypa ot 2 5o 8°C.

Pasteopenngr CANCIDAS T1paOBa za ce wusmonsBa He3a0aBHO, 3aIOTO HE CHLALDXKA
KOHCEepBaHTH, NpeANasBalld oT OakTepuanHa koHTamuHawwsi. Camo moOpe oBydeHM 3IpaBHU
CHEIHAHCTH, KOHTO Ca NpOYeNH IBIHHTe MHCTPYKUMH MOTAT AA NMPHIOTBAT TO3H JIEKapcTBEH
IpoAyKT 3a ynorpeda. He u3nonssaliTe JiekapcTBOTO clief] H3THYAHE HA Hartara oTOENsT3aHa Ha
onakoBkaTa. [IspBUTE ABE NN(PH MOKA3BAT MECEHA, A CIeNBAIUKTE YETHPH FOHHATA,

JonEIHETEAHA AHGOPMATIAS
3a xompnauTenHa wHGOPMalMA OTHOCHO TO3H NEKAPCTBEH NPOAYKT CE CBBPIKETE C MECTHMA
npefcTaBHTell Ha IPHTEKATEsS Ha paspeieHHeTo 3a ynorpeda:

Merck Sharp & Dohme IDEA, Inc.
“Eenoru "'eoprues” 51

Codus, 1000

Benrapus

Temn: (02) 9631284, (02) 9631076
dakc: (02) 963 11 74
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Tazu AHCTOBKA € PEBH3UpaHa 32 NOCIeASH ITFT Tpes Mecer Mai 2006.

Creppamata pHQOpManns € HPeAEa3HatueHa CaMo 33 MeAHINHCKH CHenHa HCTH.

Vkazanug kak na pazteopum CANCIDAS:

Pasteapane ga CANCIDAS

JA HE CE HM3NOI3BAT PA3STBOPUTEINH, CBIBPKAIM TI'HIOKO3A, teH Karo
CANCIDAS ne e crabmnen B Taxmupa pastsopn. JJA HE CE CMECBA HJIH MH®V3HPA
CANCIDAS C KAKBHTO H A E APYI'H MEINHUKAMEHTH, twii xaro nAMa AaHHEH 32
coeMecTuMocTTa Mexlty CANCIDAS u mpyry HHTpaReHO3HO NpHIaraim cyocraHuwm, 100aBKu
HIIH JeKapcTBeH: NpoxykTu. Orienatire pasTeopa 32 OMBTHABAHE HIH HPOMsHA B IBETA.

Hperoreade pa neE@y3HA ¢ eKegHeBHaTa J03a oT 50 mg (HE3RoASBaiKH (PIAKOH CHC
CHCTEMA 32 NpeXBLPISHE)

1.  OcrtaBere dakoHa OT KOMIIEKTA ChC CHCTEMA 32 IPEXBHPIAHE Jia CE 3aTOINIH A0 cTaiiHa
TeMIeparypa.

2.  Ortcrpasere Kanayero Ha CHCTeMAara 3a TpaHcqy3ns YU CBhpkeTe (iakoHa ¢ oBHKHOBEH
250 ml undysHoHeH C¢aK, ChABPKAIL CTEPUNEH Pa3sTROp Ha HATPHEB XJODHA 33 HHOY3HA HIH
pasTeOp Ha Punrep — nmaxrar. Ilpa HeobXonuMocT (OT MEAMIMHCKA IIe/IHA TOUKA) 3a AHEBHATE
no3u ot 50 mg Moxe Aa ce n3noissa uadysus ¢ HaManeH obem ot 100 ml. Mrnara sa cucreMara
34 MPEXBBPISHE € MOKPHTa C IAACTMACcOBa Kanadka. EHOBpEeMEHHO ¢ BKapBaHeTe Ha HIVIATA B
AEGYSHOHHHS CaK, HAacpeulHOTO Haisirade w30yTBa Apyrus Kpall Ha urnata W Tol mpobusa
KanayKata Ha ¢nakona. Tosa fapa BE3MOXKHOCT 32 CBOOO/IHO NPEMHHABAHE Ha TEYHOCTTA Mpe3
uriara Mexny GIiakoHa 1 TpaHCQY3HOHHESA Cak.

3. CmecBaHeTo HA MENUMKAMEHTA W Pa3TBOPHTENS CTABA YPE3 H3CTHCKBAHE H2 Pa3sTBOPHTENS
BHTPE H HAaBBH OT (MIAKOHA, pasTBapA Ceé MEANKAMEHTA, M CNeX TOBA CE OCTABs ChABPKAHUETO Ha
drakona Jia ce oTTede 06paTHO B TpaHchy3HoHNNA cax. CHEx MBIHOTO H3Npa3BaHe Ha QUIAKOH],
DIAKORBT B cHCTEMaTa 3a TpaHcdysus ce oTkayar oT MHGMY3HOHHHS cak. Taka NpUrOTBEHHAT
pazTBOp 3a uHGy3ud Tpabpa Ja ce H3no3Ba KO 24 yaca, aKO €8 ChXaHdBa IPH TeMIEpaTypa 1o
25°C, mim 1o 48 waca, aKko ce ChXaHsBa B XAaAWIHHK ipy TeMnepatypa ot 2 go 8°C.




