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JHcToBK: 32 HAHEHTA

CANCYDAS® (Caspofungin, MSD)
KAHCHIAC
50 mg ¢nakxon

Mouas, mpogeTeTe BHEMATENHO TAa3H AHCTOBKA NPEJH A2 3aN04HeTe 1a B3AMaTe/H3H0I3BaTe
TO3H JIeKAapCTBEE NPOAYKT.

e 3anazeTe TazH MECTOBKa. Moike 1a ce HaloXKH A3 1 podeTeTe OTHOBO.

e AKO MMaTe JOIBIBHTENHH BEIPOCH, TonuTaiite Bamms nexap mwid dapMaiiest.

e To3u NexkapcTBEH NPOAYKT € IpeAntcal camo 3a Bac u ue Tpabea Aa ro Aasate Ha HHKOH
npyr. ToBa MOXe Aa My HaBpeJiy, LOPH U HPH IIONIOXEHHE, Y€ BMa ChLLHTe CHMIITOMH K410
Bac.

CANCIDAS 50 mg npax 3a OPEFroTBsiHe KOHUENTPAT 32 HEGY3HOHEH PasTROp.

CANCIDAS e crepunna, 6sna 10 OmemokpemaBa, IUIBTHa NpaxooOpasHa, M3cylleHa dpe3
3aMpassgBafe CyOCTaHITHA.

JlexapcrBeroto BeimectBo Ha CANCIDAS e Caspofungin acetate.

JTpyTH CHCTABKH €a: CYKpO3a, MaHKTON, AeEHa ONeTHa KUCENHHA H HATPHEB XHADOKCHL.

TIpuTexarten Ha paspelenneTo 3a ynorpeba: | [Tponseozuten:
Merck Sharp & Dohme IDEA Inc. Laboratories Merck Sharp & Dohme B.V.
Schaffhauserstrasse 136, 8152 Glattbrugg Waarderwerg 39, Postbus 581
Ilseiinapus 2003 PC Haarlem

The Nederlands

1.Kaxso upencrapanea CANCIDAS 1 npH KaKBHE CIysas ce H3H0A38a?
CANCIDAS, npax 3a NpHIOTBSIHE HAa KOHUEHTPAT 3a HHQY3HOHEH pasTBOp C€ NOCTaBi B
ONAKOBKH, KOHTO CHABDKAT IO FHH (IIAKOH.

CANCIDAS e npotHBOTEOWYEH MpeHapaT, KOWTO EB3mpeNaTcTBa 00pasyBaHeTe HAa HacTH
(moNw3axapunia TAHKaH) OT KIETHUHATA CTEHA Ha rE0utIKUTe, HE0OXOMHMH 3a IPOABIIKABAHE Ha
JKUBOT2 H pacTexa HM. I'BOHUKH, HINOKEHH Ha JeliCTBHETO Ha CANCIDAS umar HeImbJiHA WM
nedeKTHa KIETBYHA CTEHA, KOSTO I'H [PABH TPOLLIHBH 1 NIPHUHHABA CIIMPaHEe Ha pacTexa HM.

CANCIDAS moxe fa B e npeanncan 3a NedeHue Ha CepHO3HA FEOMYHA HH(ekius, HapeyeHa
HHBA3MBHA Kawaunosa. Tasu reOuHa mHbEKuEs Ce NPAYHHAIBA OT ONpeNEieH BHA IBOHIKH
(npoxan), Hapeyernu Candida. Tesu ApoxaE ca HOPMAIHA HaXOAKa B XpPAHOCMUNATENHUA TPAKT
W He NPHUMHABAT WHQEKUWs, OCBEH aKo He NOTWANHAT B KpbBoOGphiieHHeTO (B TaKes cHyyal
HH()eRIHATA Ce HApWYa KaHAWAEMHS) HAM JPYTH TBKAHM 4 OPraHH, Karto oOBuBKara Ha
KOpeMHaTa KyXuHa (IepHTOHMT), chpuero, GeGpemure, uepHus APOD, KOCTHTE, MYCKYNHTE,
cTaBuTe, clleskara uiau oumre. C TOBHDIGH DHCK 33 WHBASHBHAZ KaHAMJ03a €A XMPYPrHYHHUTE
[ANFEHTH | TE3H C HENOCATHUHOT Ha HMYHHAaTa CHCTeMa. TeMiepaTypa M BTPHCAHE, KOUTO He Ce
HOBNMABAT OT AHTHGAKTEPHANHA TEPAlks, ca Hali-1eCTHTEe CHMIITOMH Ha TO3H BHJ HHQEKIHI.

" 3anaszena mapka Ha MERCK & CO., Inc., Whitechouse Station, N.J., U.S.A.
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Or npyra crpada, Bammaat nekap Moxe a1a Bu e npegnucan CANCIDAS 3a neyenve na re0u4ga
nH@exnyua, odXBamama Hoca, HOCHHTE CHHY3H WIH Genmre npoSose, Thil KaTo APYTH BHAOBE
npomson:ﬁntma Tepanusd HE Ca OKa3anH OYaKBaHH:Ad e(beKT HIH €& OOBEAH A0 HEXEIaHH
peaxupH. Tasu MHQeKUHA ce NPHYHHABA OT OPTaHH3MH, HapeueHH Aspergillus. I's6ure ot poa
Aspergillus mppBoHaYaNTHO HPHUMHABAT MHGMEKIMA Ha AUXATENHATA CHCTeMa (HOC, CHHYCH HIH
6emn apoboBe), Thil KaTo CIOPHTE HA Te3H r'bOHW & HAMMpPAT BLE BB3AYXd, KOHTO JIHLIATE BCEKH
JeH. Ta3u uadeKua ce HapHda HHBA3UBHA acmeprunosa. BE3MoXHO e IEOHYHAAT PHYHHHTEN
Ja ce pasmpocTpaHH H B JAPYTH OpraHd M CHCIeME. B 31paBHAT OpradH3bM, €CTECTBEHHTE
3aIMUTHH CHJiM 32 Gopba che 3abonsapasnaTa pa3pyluaBar CIIOPUTE H TH OTCTPaHABAT OT HEro.

Hsxou GoiecTHH cpCTOSHNA HAMalsABAT €CTECTBEHATa YCTONUHMBOCT Ha TANOTO KBM PA3BHTHE Ha
nadexuuy. ONpeiencHH NeKapcTBa, HPEANNCBAHM HPH NALMEHTH C OpraHHa HAH KOCTHO —
MO3BYHA TPAHCIUVIAHTANHA CHINO HaMaJdBaT €CTeCTBEHATAa YCTONHYMBOCT KBM pasBUTHE Ha
nHpexnun. ToBa ca MalMeHTHTe, HPH KOHUTO Hall — yecTe ce paseuBa HHbexuuaTa ¢ Aspergillus.

[ocTosusa Temneparypa, AbDKauia ce Ha HHGEKUHA, MOXe Ia ceé MOSBH B pe3yATaT Ha
XMMHOTepalis UiM 3abomiBasysd, KOMTO HaMandBaT YCTOMYHBOCTTA HA OPraHM3Ma CIIPIMO
HuGeKHHM BCIACACTBHE Ha HaMaliBaHe Ha OenM KPBBHH KJIEeTKH (IEBKOIMTH). AKO
TEMIIEpaTypaTa He Ce HOHIKE INpH JeueHMe ¢ aHTHOMOTMIWM, Bammar mekap Moxe Jaa
NPEAnoNoKH, Ye umare reOnyna HHexgns 1 1a Bu npenmume CANCIDAS 3a neyeHHeTo .

2. Iipenm pa nosryunte CANCIDAS
He mzumatite CANCIDAS:

- ako c1e anepruyHd keM Caspofungin wnu Haxou oT ppyraTe ¢herasky Ha CANCIDAS

ITpu npuemaneto Ha CANCIDAS ofEbpHeTe celialHo BHHMaHHE:

—  Axo cTe HMalM MIH MMaTe B MOMEHTa YepHOIpoOHH npobiemu. HAKOM OT manueHTUTE ©
4epHOAPOOHH YBpEMAaHU ce HYXIAAT 0T NPOMsHA Ha JJO3HTe.

—  Axo npueMare AekapcTBoTo cyclosporin — JekapcTBeH NpPOAYKT, KOHTO Npeinmassa
MalHeHTH C TpaHCIIMAHTaHTH OT OTXBBPIAHE HA TPAaHCIIAHTaHTa, KAKTO H 3a JCYCHHE Ha
onpeleieHn 3a00ABaHHA HA MMYHHATA CHCTeMA. Bammmar Nekap Moxe na By Hazmaun
JOUBIHATENHH KPBBHY H3CISABAHHA TIO BpEME Ha JIeUeHHeTO.

- AKo0 HMaTe KaKBaTo H Jia € aneprus

Veenomere Bamms JIEKap 3a BCHYKH 3paBHH l'IpOGJ'IeMPI, KOHTO HMATC HIIH CTC HMAaH.

Hena
CANCIDAS ge ce u3nonssa ipy nanueHTH noj 18 roayinya Be3pact.

Bpemennoct

He ca nposexnmanm mpoyuBanus 3a JAefictehero Ha CANCIDAS npu OpeMeHHH JKEHH.
JlexapcTBeHMAT MPORYKT TpAOBa Za ce H3NOM3BA NpH OPeMEeHHOCT, CaMO aKo IOTEHIHAIHATA
HoJ3a e NPeBHIH HOTCHIHATHEA PHCK 32 HA0AA.

Knprmene
enu, npuemainu CANCIDAS He Tps6Ba ma kepMar. [ounckalite chBeT OT Nekap, Npelu 1a
[IpHeMeTe KaKbBTO M KA € JIeKApCTBEH IPOAYKT. :

CnocoGHocT 3a modnpane ¥ paboTa ¢ Maumam
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Hama nadopmanms, nokaspama ye CANCIDAS samnse Bppxy cnocobHocTTa Bu 3a modupane u
pabota ¢ MaimHHA.

Yaorpeda na CANCIDAS ¢ xpyra Jiekapersa

BaumaT nexap Ie onpeens Aaly ce Halara npoMsHa B JIO3MTE Ha JIPYTHTE JIEKAPCTBA, KOHTO
npHemare. Ako mpuemaTe cyclosporin Bamus nexkap Moke Ia Bu HazHayHW INONBIHHTENHH
KPEBHE H3CNIEIBAHUA [I0 BpeMe Ha TepalnsATa.

B pmowenHenne, Bre Tpabra na crobMKTe Ha JIEKaps 34 BCHUKH JICKapCTBa, KOHTO MPHEMATE HIAH
NNaHupaTte JAa OpHeMaTe, BKITIOYHTEIHO 1 Te3H, nonyyasanu 6e3 penenta. HsxmounTenHo BakHo
€ BallHAT JeKapaT Ja 3Hae, aKo INIpHeMare ONpeleleHHm Nexaporsa: 3a nedenwme Ha CITHMH
(Bmouuteano efavirenz mnm nevirapine); aHTAKOHBYJACHBHH JieKapcTBa (IPH ENHICNCHST) -
denuTouH U KapbaMasenun; KOPTHKOCTEPOHAN — JeKCaMeTasoH; aHTEOHOTHKa puaMIIuE 1
HMYHocyTpecopa tacrolimus.

3. Kak ce npuema Caspofungin?
CANCIDAS prHaru TpaOpa Ja ce IPHMIOTBY H IpHAara OT JEKap HIH JAPyr MepRHIOHHCKH
CHEeHualHiCT.

CANCIDAS TpsGBa Aa ce mpunara efuH OBT JAHEBHO, upes 0aBHa BeHO3HA HHQY3HA,
TIPOZBIDKABAIIA OKOJO €AHH Yac.

Bamuar nexap INe ONpefeNd NPOABDKHTENHOCYTTA Ha TepamusTta H kaxsa gosa CANCIDAS
Tpsi6Ba fa By ce npunara seexkn fen. Toii Tpabea Na npocnexapa Banreto ¢kcTosHUE K OTrOBOPA
x6M Tepanusata. He ¢ HeofxomiMa npoMsHa HA J03aTa CripsMo BawlaTa BE3pacT HIH HATHIHETO
Ha GB0peuno yspexpgane. Ako Bameto terno mpesuinasa 80 kr., ToraBa MOXe Jia e HalOXH
HOpOMSHA B F03aTa.

Ako npaemere no-roasmo koaugecrso CANCIDAS, orkonkoro € HeOOxogEMO:

BamuaT nexap e ciefiy 3a OPOMEHH B CHCTOfHHETO BH H 3a OTTOBOPA KBM TEPamHATa H INE
onpenenu kakso xonuuecteo CANCIDAS Bu e neobxonumo. Axo Bue MuCIHTe, 4€ HOXY3IaBaTe
mmo — sucoka nosza CANCIDAS, nezabaBro ce cEBpiXeTe ¢ Baiing nexap HiH ApYro MEAHHHHCKO
JIALE.

Aro nponycuere xo3a or CANCIDAS:

JlexkapsT me cHeH 3a IPOMEHH BEB Baliero ChCTOSHHE ¥ OTFOBOPAa KBM TEpanmHara H IIE
onpenen kakBo konmuectBo CANCIDAS Bu e HEOOXOAHMO.AKO ce OEe3IOKOUTE, Ye cTe
NpoINycHany 1a NpHeMeTe NeKapCTBOTO, He3abaBHO ce CBEpXeTe ¢ Ballms Nexap HIM ApYro

MEIHIIHHCKO JTHHE.

Edexrn, noassaeamiy ce npy conopase Ha gesesaero ¢ CANCIDAS:
Hama gaysy 3a [odsa Ha “CHMITOMH Ha orHeMaHe™.

4, Kaxpd HeXelIaHH PEAKIHA Moske Aa uMa redensero ¢ CANCIDAS?
Kaxto Bcuuku jexapctBa, Taka B CANCIDAS moke ma NpeAHsBHKA TofBaTta Ha HeKedaHU

PeaKium.

Haii-gecTo cpellaHaTa HexellaHa PeaKiHg € TeMIepaTypara. q
~
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Jpyru Hex<efaHH JeKapCTBEHH PeaKliy ca:

I'narobonue

YuecTeH cep/ieyeH PUTEM

3auepBsaBaHe

3aTpyIHEHO HUIlaHe

BoJilkH B kopema, rajicHe, HOBPBIIaHe, ANEPHA.

Q6puB, cepbex, UINOTABAHE.

Bonka, BTpHcaHe, Bp3lajieHde Ha BeHaTa B MACTOTO Ha HH(y3Ha (BKIIOUUTENHO chpOeK,
3ayepBgBaHe, CEKpelyd, OTOK, YYBCTBO Ha IapeHe wiM o0pasyeaHe Ha ChCHpEeK Ha MACTOTO Ha

HH(Y3HI)

. ANepruvHy peaknuy ( BKIIOYHTEIHO OTOK Ha SMLETo WK YCTHHTE, ChpOek,
00pHB,YyBCTBO Ha 3aTOILAAHE HIM 3aTPYAHEHO AULIAHE)

) IMonyesane Ha ppIeTe, MIe3¢HHTE HITH Kpakara.

* YspeneHa 4epHOApoOHA GyHKIH.

o IIpomsaHa B HAKOH JiaGOpaTOPHH KPBBHH TOKA3areNd (BITIOUHTENHO HaMamsBaHe Ha

6poa Ha epUTPOIUTHTE H YBEeNWYABAHE HA HUMBATA HE HIKOW dYepHoapoluu ¥ Onbpeunn
HOKa3aTell, HOBHINEHO HABO HA KaJlHii)

Cro0IeHo € 32 eAUH ciiydall Ha KHBOTO3aCTPalNaBala ANErHIHa PeaKi(us, BKIKOYBANIA TOSBaTa
Ha 3aTpyEHEHO AHINAHE, XPHIITeHe W BIOLNABaHe HA CHUIECTBYBalYA 0OpHB ciiefl 'bPBU IPHEM
Ha CANCIDAS. CpaBHUTeNHO pAAKO MOrar ja ce HaGMiojaBaT M JpyrH HeKeNaHH peaKldd u
KaKTO MPH BCHYKH OCTAHAIH JIEKAPCTBA, HAKOH OT TSX MOKE A2 ca cepuosuy. [lomuTaiire Bamma
JeKap 3a noBeye uHGopMalu,

Hesabasno cho6uIeTe Ha Bamus nekap MM ApyTo MENUUHHCKO JHIE IPH M0sSBaTA HA TE3H i
Ha KaKBHTO M A2 € Jpyrd HeoOnuaitHd CHMITOME.

5. Kak Tpadra ga ce coxpaussa CANCIDAS?
CoxpaHsgaiiTe Ha MACTO HEOCTHLIHO 32 Aella.

Crxpanspaiite HeoTBOperns uiakoH Hpu TeMnepatypa ot 2 1o 8°C.

Pasrpopenuar CANCIDAS T1pabea aa ce wusmonzea HesabaBHO, 3alIOTO He CHABPKA
KOHCEDBAHTH, APEANAsBallH 0T OakTepnanHa kontammHauud. Camo no0pe obyyeHu 3OpaBHM
CHEHAINCTH, KOUTO Ca NPOYMCHH NBAHHUTE HHCTPYKIHH MOTraT Ja IPHUTrOTBAT TO3H JICKapCTBeH
npoayxr 32 ynorpeba, He usnonssafite mekapcTBOTO cligl M3THUYAaHe Ha harata OTOeNdg3ana Ha
ornaxoBkata. ITspBHTE IBE HU(pPK MOKA3BAT MECEN, a CHSABALIHTE YSTHPU FOJHHATA.

Honsanntensa nedopManus
3a fonpJIHMTENHZ HH(pOpMAnMA OTHOCHO TO3M JIEKApCTBEH NPOAYKT €& CBBDIKETE C MECTHHS
TpEACTaBUTEN Ha NIPHTEKATEN Ha pa3pellieHHeTo 3a ynorpeba:

Merck Sharp & Dohme IDEA, Inc.
“Epnoru I'eoprues” 51

Codwus, 1000

Benrapmn

Ten: (02) 9631284, (02) 9631076
Dakc: (02) 963 11 74

Tazu MacTOBKA € PeBU3HPaHa 2a NOCISAeH IBT Npes Mecer Mail 2006,

Tt maen
e i
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Caeasamara aadopManes e GpefEasHadeHa caMo 32 METHIHECKH CHENHARHCTH.

‘Vxasauups Kak na pasteopuM 1 paspernM CANCIDAS:

Pasteapane Ba CANCIDAS

HA HE CE HU3IOJ3BAT PA3TBOPUTENH, CBABPXKAIUM TIJIOKO3A, Teii kato
CANCIDAS ne e crafunen B takmea pasteopu. JJA HE CE CMECBA WJI11 UHOVY3HPA
CANCIDAS C KAKBHTO WU JA E [OPYI'M JIEKAPCTBA, TeH kaTo HiAMa KAHHH 32
cuaMecTiMocTtTa MRy CANCIDAS i xpyri HHTpaBeHO3HO NPHIIaraRH CyOCTaHIAY, IOMOMHY
BEIIeCTBA HIM AekapcTBeHH npoaykru. OrienaiiTe pasTBopa 3a NOMBTHABAHE WM HPOMiHA B
[BETA.

Cremxa 1. PasTBapsHe Ha oOuKHOBEH (IaKoH,

3a fa pasTeROpHTE HpaxooGpasHOTO BEMIECTRO, HOCTaBeTe (MakoHa Ha cTaliHa TeMmeparypa H
KaTo craspaTe NpaBuiaTa 3a acemruka nobasere 10,5 ml npoiiHO AecTunupana BOZa 3a
umkekiui. KoHNenTpalmaTa Ha Taka IPUrOTBEHHAS BER (IakoHa pastsop e 651e 5 mg/ml.
BemmsaT Ao GregokpeMas NHOGHIN3NpaH Mpax ce pasTBapa HABIHO. PazMecere BHEMATENHO, 0
I0JIyYABAHETO Ha 9ACT pasTop. Taka TOMydeHHs pa3TBOp MOXe A& ce ChXpaHasa Ao 24 vaca
IpH Temneparypa Ao 25°C.

Crbuka 2. IIpnbaease ma pasteopennst CANCIDAS koM REQY3HOHHHS PasTBOp HA
OamHeHTa,

PaspejuTeNuTe, KOMTO €& H3ION3BAT 3a HPHIOTBAHE Ha Kpalinus pasTeop 3a MHQYy3us ca
PasTBOPH HA HATPHEB XJIODHA HIH pasTBOp Ha Puurep — naxtar. PastBopsT 3a HHOy3us ce
YIPUTOTBS, KaTo CIa3Baiiky MpaBHiaTa 3a acenTHka mpubassTe HeOOXOLMMOTO KOMMYECTBO OT
pastroperns kornenTpar CANCIDAS (kakto e NokasaHo 1o — Joiy) KbM 2350 MHTHAKTPOB CaK
Wnu cThKieHa Ganka. Ilpa Heobxopumoct (0T MEARIMACKA INIEHa TOYKR) 32 AHEBHHTE JO3H OT
50 1 35 mg Moxe Ja ce u3non3sa uadysna ¢ Hamanen obem ot 100 ml. He npunaralite pasreopa
aKo B HEr0 HMa MHTHHHEY HIH yTatika. Taka IpHTOTBEHHST pasteop 3a mudysus Tpabsa ha ce
W3lonssa N0 24 waca, akO Ce ChXpaHssa Ipu Temmepatypa Ko 25°C u mo 48 waca, ako ce
chbXpaHssa mpu Temmeparypa or 2 no 8°C. Xumuyeckara B (u3nuHaTA cTabHUNHOCT Ha
TPUTOTBSAHAA C IOMOIITA Ha CTEPHJIEH PasTBOP HA PHHTEp - JIaKTaT MIM pasTBOp Ha HaTpHeB
XIOpHA B Konnentpauus 9 mg/ml (0,9 %), 4,5 mg/ml (0,45 % ) wmu 2,25 mg/mi (0,025 %)
pasTROp 3a HEdY3us ce 3amasBar 24 4aca Npu Temnepatypa 10 25°C u 48 yaca npu TeMueparypa
ot 2 5o 8°C. Ot MUKpOGHOMOrkYHA IIeHA TOYKa, IPOAYKTHT TPAOBa a Ce H3NOoN3B2a He3abaBHo.
AXO He ce M3NON3Ba He3abaBHO, BpEMeTO Ha ChXpaHEHHe H YCIOBHATA Npefu ymoTpeba ca
OTTOBOPHOCT Ha TOTpebuTens i HOPMANHO He O creBajio Aa [peBHIIaBaT 24 yaca npu 2 o
8°C, ocBeH aKO pPa3TBapAHETO H PaspekIaHETO Ca CTEHANM B KOHTPOIHPAHH CTPOrO aCeHTHHHH
YCHOBHA.

TABJIMITA
HOATOTOBKA HA PASTBOPA 3A HHOY3HA

Jloza * Odem na pasteopenns (CtaHaapred npenapar |Hamanen ofem Ha
CANCIDAS 3a (pasTROpEHUA HEgy3AaTa (pasTBOpeHIA
npexebpisiae B caka  |CANCIDAS ce npu6ass |CANCIDAS ce nipi6apst KbM
Hin O2HKATA 33 KkbM 250 ml) xpafina 100 ml) xpaiina
nrdy3ng KOHIEHTpaUus KOHBEHTHaINS.

50 mg 10 mi 0.19 mg/ml |

50 mg npu IO-MATBK // e T, \\

ofem Ha pasTBopa 10 ml - {045 mg/ml . NS

35 mg ripy yMepeHa T T

)
.
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YepHOIpoOHa
HeROCTATRUHOCT (OT eAuH
50 mg dnakxon) 7 ml

0.14 mg/ml

35 tng mpu ymepeHa
yepHOApPOOHa
HEeOCTaTBYHOCT (OT €IHH
50 mg ¢raxoH) IpH 1o~
Manbk 00eM Ha pasteopa |7 ml

0.33 mg/m}

* Tpabea xa 6ppar H3non3easy no 10.5 ml 3a pasreapsize Ha BCeKH (aKoH




