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JIucToBKa: HHPOpPMALMSA 32 NaHeHFa— foreesssenassise,

Mukadyurud Pomdapm 100 mg npax 3a KOHUEHTPAT 33 HHQY3HOHEH pa3TBOP
Micafungin Rompharm 100 mg powder for concentrate for solution for infusion
(MukadyHrus/micafungin)

IIpoyeTeTe BHUMATEJHO LSIJIATA JJHCTOBKA, IIPeIH A2 3aM04HeTe 1a H3M10/I3BATE TOBA JIEKAPCTBO,

Thil KaTo TA CHABLPAKA BakHa 3a Bac undopmanus.

- 3anasere Ta3H JUCTOBKA. MoOXe 1a ce HAJIOXKH J1a A NMPOYETETEC OTHOBO.

- AKO MMaTe HAKAKBU JOIMBJHUTEIHH BBIIPOCH, NonuTanTe Bawms nexap win GpapmaliesT.

- ToBa nekapcTBo € npeanucalo JuyHo Ha Bac. He ro mpeorcTenBaiiTe Ha Apyryu xopa. To Moxe Ja
MM HaBpeJIH, HE3aBUCHMO Y€ MPH3HALMTE Ha TAXHOTO 3abonsaBaHe ca ChUIMTe KaTo BammTe.

- AKO TOTyYNTe HAKAKBH HEXEJIaHH peaklnH, yBeaoMere Bamns nekap win ¢papmauest. ToBa
BKJIKOUBA M BCHYKH Bb3MOKHH HEXEJIAHH PEaKLIMH, HEONTMCAHHU B Ta3H JIMCTOBKA. BrkTe TOuKa 4.

KakBo ¢chabpiKa Tazu JIHCTOBKA

Kaxso npeactaBisBa MukadyHrud PomgapM H 3a KakBO Ce H3M0JI3BA
KakBo TpsbBa 1a 3Haere, npeau Aa uznon3pate Mukadyurun Pomdpapm
Kak na n3nonssare Muxkadyurun Pomdapm

Bb3MOXKHH HEXEJIAaHH peaklUH

Kak na cexpanssate MukadyHruda Pompapm

ChappikaHHe Ha ONAKOBKATa M JOMBJIHUTENIHA HHPOpMALIHs

OV S L3 ba e

1. Kakpo npeacrasiassa MukagpyHrud Pom¢papm H 3a KaKBO ce H3MM0JI3BA

Muxkadyurusd PoMpapm cbabpxka aKTHBHOTO BellecTBO MHKayHruH. Mukaynrun Pomdapm ce nHapuya
MPOTHBOrEOMYHO JIEKAPCTBO, 3aLI0TO C€ M3IOJI3BA 32 JIeYEHHE Ha HH(EKLHNH, IPHYHHEHH OT IbOMUKH.
Mukadyurus Pomdapm ce npuiara 3a jiedeHHe Ha HHEKLMH, NPHYHHEHH OT ’bOHYKH HITH APOXKIH,
napeuenu Candida. MukadyHnrinn PoMdpapm e epeKTHBEH NPH JIeUeHHE Ha CHCTEMHH HHQEKUHH (TaKHBa,
KOHMTO ca IPOHHKHAJIH B LICJINA OpraHu3bM). TOH npeyH Ha H3rpakIaHETO Ha YacT OT KJIEThbYHAaTa CTCHa
Ha rpOMYHATA KJIETKA. 3a 1a MPOABJIKAT Ja XKUBEAT W [1a pacTat, Ha rbOMYKUTE UM € HeoOxoaumMa
HeHapylleHa KiIeTbyHa creHa. Mukadyurun Pom¢papm npeau3BukBa HapyleHHus B rbOMYHATa KIeTh4HA
CTEHa M Taka npasu reOMuYKaTa HecnocoOHa /1a )KHBee M Aa pacTe.

Bammst nekap Bu npeanucsa Mukadyurun Pomdapm npu H30poeHHTE M0-10Ty ChbCTOAHHUS, KOraTo He
CBLIECTBYBAT APYIH MOAXOAALLIM NPOTHBOIBOHYHH JIEKapcTBa (BHXKTE TOYKA 2):

» 3a JIeueHHE Ha BB3PACTHH, IOHOILH M JI€La, BKIIOYHTEIHO HOBOPOJAEHH, ChC CEPHO3HA rbOHYHA
HHQEKLUA, HapeYeHa HHBa3MBHA KaHAH103a (MHPEKUHs, KOATO € MPOHMKHAJIA B OPraHU3Ma).

e 3a eyeHHE Ha BB3PAaCTHH H IOHOIIH Ha Bb3pacT > 16 roaguHH, KOUTO HMAT rbOMYHA HH(EKIHA Ha
XpaHOMPOBOAA, IIPHU KOUTO € MOAXOAAI0 HHTPABEHO3HO JIEYEHHE (BHB BEHA).

* 3a npenorBparsaBaHe Ha HHPekuuA ¢ Candida nmpu NauMeHTH, KOUTO UMAT KOCTHOMO3BYHA
TpaHCIUIAaHTALMA MM IPH KOUTO Ce OYaKBa J1a MMaT HEeyTPONeHHA (HUCKH HMBA Ha HEYTPO(DHIIH,
BUJ1 OeM KpBBHH KJIETKH) 3a 10 HIIH 11OBEYE OHH.

2. Kakso TpsOBa ja 3naere, npeau Aa ninojssare Mukadpyurun Pomdapm




He u3nonssaiiTe Mukagpyurun Pomdapm
. KO CTe aNepruyHy KbM MHKa(yHIHuH, Apyra exuHokananaH (anidulafungin unu caspofungin) wim
KBM HAKOS OT OCTAHAJIMTE CHCTABKH Ha TOBA JeKapcTBo (M30poeHH B To4Ka 6).

[IpeaympexacHHNA H NIPEANa3HH MEPKH

TIpH IEX0BE MPOABKHTENHOTO NPHIAraHe Ha MUKaQyHIHH € NPEAM3BHKAIIO yBPEKIAHE HA YCPRUA
Apo6 H MocNeaBamo pa3BUTHE Ha YePHOAPOOHH TyMOpH. [IOTEHUHATHHAT PUCK OT PAIBHTHE HA
JepHOAPOOHH TYMOPH TIPH XOpa He € U3BecTeH M Bauusar Jekap e NpeueHH MON3HTe H PUCKOBETE 0T
neueHnero ¢ Mukadyurun Pomdapm, npenu aa 3anouse sedennero Bu ¢ Toea nekapcTBo. Mons,
KaxeTe Ha Ballua lexap, ako cTpafiaTe OT TeXKH mpobaeMu ¢ yepsns npob (HanpuMep YepHOApOOHa
HEXOCTATHYHOCT MIH XEIAaTHT) HIM aKo BalHTe pesyiraTy OT 4epHOAPOOHNTE GYHKIHOHATHH
H3C/IEIBAHHA Ca TIOKA3aH OTKJIOHEHHA oT HopMaTa. [To BpeMe Ha neueHHeTo PyHKUHATA HA Balns

gepeH Jpod me ce Cleau Mo-BHUMAaTenHO.

["'oBopere ¢ Bamms nexap, ¢apManesT HId MEIULMHCKA CECTPa NPEAH A3 H3I0N3BATe MukadyHruH

Pompapm

- aKO CTe AIEPrHYHH KBM HSAKOE RPYTO JIEKApPCTBO

- @aKO CTpajiaTe OT XeMOJIMTHYHA aHeMuA (aHeMHA, Ib/DKalla ¢e Ha pa3pyluaBaHe Ha YEPBEHUTE KPEBHH
KIETKH) WIH XeMONMH3a (pa3pylaBaHe Ha YCPBCHHTE KPbBHU KJIETKH).

- ako umaTte 6nOpeunn npobaeMu (Hanpumep 6p0pedHa HEAOCTATEIHOCT HITH OTKIOHCHHA BHB
GYHKIMOHANHHUTE H3C/eaBaHNA Ha GbOpennTe). AKO TOBa Ce cy4qH, BalmAT nexap MOXe Na pelun fa
KOHTpONHMpa no-crporo 6u6pednara By dyHKUmA.

MuKadhyHTHH MOKE Aa IPHYHHK CBHIIO TEXKO Bb3NaNeHNe/00pPHB Ha KOKATA U JIHTABULIHTE (CHHApOM Ha
CruppHc-JPKOHCEH, TOKCHYHA e[THAepMalIHa HEKPOJIH3a).

Jipyru aexkapcrBa # Muxkapynrnu Pomdapm
Wndopmupaiite Banmsa nekap unu gapMaleBT, aKo MprUemMare, HaCKOpO CT¢ NPHEMAH HIIH € Bh3MOKHO
A3 rpueMare JpyTH NCKapCTBa.

Ot ocofena BaXKHOCT € Aa HHpopMupaTe Bauius Jickap, ako H3Non3sare aMPOTEPUIHHE B Ae30KkcHXoNaT
JWUTH MTPaKoHa3o/1 (IpOoTHBOrEOHYEH aHTHOHOTHK), CHPOJTHMYC (MMYHOCYTIPECOp) HITH HU(EIUTITHH
(6nokep Ha KAILMEBUTE KAHANH, H3NOI3BaH 33 JICUCHHUE HA BUCOKO KPBBHO HanAraHne). Bamuar nekap
MOJKE lla pellly Ja KOpHTHpa 103aTa Ha Te3H JIEKapCTBa.

Muxadyurun PomdapM ¢ XpaHa 4 HATHTKH
Toit kaTo Mukadyarua Pomdapm ce npiara HHTpaBeHO3HO (BBB BeHa), HE ce HajaraT OrpaHHYeHHA B
yriorpebara Ha XpaHH U HalTUTKH.

bpeMeHHOCT H KLPMEHE

AKXO cTe 6peMeHHa WIH KbPMHTE, CMATATE, € MOXe a cTe fpemMeHHa WIH IaHHpaTe OPEMEHHOCT,
NoCHBETBAliTe ce ¢ Bamua nexap wix dhapManerT npeny yrnorpedaTa Ha TOBA JIEKAPCTBO.
Mukadyurus Pomdapm He Tpa6Ba aa ce ynotpe6asa o BpeMe Ha OpeMEHHOCT OCBEH MMPH HECHMHEHA
HeobxomuMocT. Ako yrorpebsapare Mukadbyurus PomdapM, He TpabBa na KepMHTE.

[llo¢pupane u pabora ¢ MAIIHHH
MaJiko BepoATHO € MHKadyHI'HH [la TOBIHAE WWO(QHPAHETO WK paboTaTa ¢ MALIKHH. Bepeky TOBa
HAKOH XOpa MOXeE Jia Ce NOYYBCTBAT 3aMasHH, KOraTo pHeMaT TOBa JICKAPCTBO M aKO TOBA CC CNYE
Bac, He modupaiiTe H He M3N0A3BalTe HUKAKBH HHCTPYMCHTH WM MaWHHY. Mons HHOopMBPRKIRA (10

Bamus Jekap, aKO YCETHTE HAKAKBO BB3EHCTBHE, KOSTO MOXKE 1 Bu npuduHKU npobiemy %
wodupane u paboTa ¢ MaLIHHM.




Muxadyurua Pomdapm ceappika HATpHA.
ToBa 1eKkapCTBO ChABpKa mo-Manko oT 1 mmol Hatpuit (23 mg) Ha 1034, T.€. MPAKTHYECKH HE ChOBPXka

HaTPHA.

3. Kak aa n3nonseare Muxkadyurun Pomdpapm

Muxagyurun Pombapm Tpadra na ce npuroTes ¥ Aa Bu ce npuiara ot JiCKap WK JApYT MEOHUHHCKH
CIIeLIMAINCT.

Mukadysrun Pomdapm Tpabsa na ce npunara BeIHbX AHEBHO 4pe3 GaBHa HHTPaBEHO3Ha HHPY3HA
(BIMBAaHE BLE BEHA).

Banmuar siekap Iie onpeaeid koinko MukadyHruH PoMgapM Le Mony4aBaTe BCEKH ICH.

Ynorpeda npH BL3PACTHH, WOHOWIH = 16-roAHIIHA BL3PACT H JIHUA B CTAPYECKA BL3PACT

- (O6ugaitnaTra 032 3a neycHue Ha HHBasuBHa Candida mHdexuns e 100 mg Ha neH 38 MAUKHSHTH C
tersno 40 kg n noseue u 2 mg/kg Ha AeH 3a NAUMEHTH, Texaum 40 kg nin no-maiko.

- Jlozara 3a neuyenne Ha Candida uadexnns Ha xpaHonposoja € 150 mg 3a naluueHTH C TCIJIO NOBEYE
ot 40 kg 1 3 mg/kg Ha JeH 3a nauueHTH ¢ Terao 40 kg i ro-Manko.

- O6wnuaiinaTa 0033 3a Aclia ¥ BE3PACTHHM 3a NpodunakTuka Ha nHBa3uBHU Candida nudexuun ¢ 50 mg
Ha JIeH 3a NMalueHTH ¢ Tero noseye oT 40 kg ¥ 1 mg/kg Ha AeH 3a naumeHTH ¢ Terno 40 kg 1 ro-
MAJIKO.

Ynorpe6a npy Aeua HA BL3IPACT > 4 Mecena H HOIH < 16-roaHuIHA Bb3PacT

- O6GHuaiiHaTa n03a 3a nedyeHre Ha nHBa3uBHa Candida nHdexuns ¢ 100 mg Ha AeH 3a NaNEHTH C TErJo
40 kg ¥ mopeye u 2 mg/kg Ha JeH 3a nanueHTH TexanM 40 kg MM no — Majko.

- O6uuaiinara no3a 3a npodriakTHka Ha nHBa3nBHY Candida uHGexunn ¢ S0 mg Ha Z¢H 3a MAaUHEHTH C
terno noseue oT 40 kg u 1 mg/kg Ha AeH 3a mauueHTH ¢ Terno 40 kg HiH no-mManko.

Ynorpe6a npn aeua  HOBOPOJEHN HA BB3pacT < 4 Mecela
- O6uuaiinaTa 1032 3a Jeyenue Ha uupasupHa Candida urdekuns ¢ 4-10 mg/kg Ha aeH.
. O6uuaiiHaTa D032 3a NpodHIaKTHKa Ha HHBa3snBHM Candida nHdexunn e 2 mg/kg Ha AeH.

Axo cTe NMOJIYYHIH MOBed4e OT HeoGxoaumara aoza Mukadyuruu Pomepapm

Bammusr nexap Habmonasa oTroBopa Ha JIEYEHHETO H CbCTOAHHETO BH, 33 2 onpeaens Kaksa 103a
Mukadbyarus Pomdapm e HeoGxoarma. Heszasucumo ot ToBa, ako cTe 06e3nokoeny, ye Moxe aa Bu e
MPHIIOKEHO NPEKaneHo oMo KomugectBo Muxadynrun PomdapM, He3abaBHO pasrosapanTe ¢ Baius
JIEKAp HWIH APYT MEQULIHHCKHY CIIELIMAINCT.

AKko cTe nponycHaIu no3a Mukadyurun Pompapm

Bawuar nexap HaGmoZasa 0TroBOpa Ha JIEYEHHETO H CHCTORHMETO By, 3a 1@ OMPEneny KaKBo ACYEHHE C
Muxadyrruu Pomdapm e Heobxoanmo. He3zasHCHMO OT TOBA, aKO CT¢ 00€3MOKOEHH, Y€ MOXKE Aa CTe
[MPOMyCHANM 1033, He3a0aBHo pasroBapaiiTe ¢ Banmsa sekap WK ApyT MEAHLIMHCKH CIICIHANHCT.

AKO MMaTe HAKAKBH AOITBIHUTETHH BBIIPOCH, CBBP3aHH ¢ YNoTpebaTa Ha TOBA JIEKapCTBO, MOMHTAHTE
Bawns nexap nmu GpapMaliesT.

4. BBu3MOKHH HeXKeJIaHN peaKuHH
KakTo BCHYKH JEKAPCTBA, TOBA JIEKAPCTBO MOXE Ia NMpeaH3BHKa HEXENaH! PeakilHH, BHIIPEKH 4€ HE
BCEKH I'M IOJ1YYaBa.




Tpa6sa na uupopMHpaTe Bamnd nexap HIH MEIHLHHCKA CeCTpa He3abaBHO, aKO ITOJYYHTE aNnepruyeH
MPUCTBIT WM TEXKKA KOXKHA peakLusa (Hanp. obpasyBaHe Ha MEXYPH H JIFOUICHE Ha KOaTa).

Muxadyurus Pomdapm Moxxe f1a NTPHUHHH CIEAHNATE APYTH HEXKCJIAHK PEAKIIHH:

Yectr (MoXe aa 3acerHar ao 1 Ha 10 gymm)

-  OTKJIOHEHHA B M3CJIEABAHMATA Ha KphBTA (HaManeHue Ha Opos Ha 6ennTe KPbBHH KJIETKH
[neBKONIEHHA, HEYTPOIEHHA]; HaManeHue Ha Gpos YEPBCHUTE KPHBHH KIICTKH (aHEMHA)

- TOHWKEH KAJIUH B KpBBTA (XMIOKAIMEMUs); IOHWDKEH MarHe3uit B XpPbBTa (XUNIOMArHE3UEMHA);
MOHIDKEH KUK B KPBBTA (XUMOKATILIMEMHA)

- rmasoOonue

- pB3NaJeHHe Ha CTEHATa Ha BeHara (Ha MACTOTO Ha HIDKEKTHPaHE)

- rajcHe, MOBpBINAHE; IUapHsA; KopeMHa bonka

- OTKJIOHEHHS B PE3YATATHTE OT YepHOAPOoGHHTE QYHKIIMOHAIHA H3CACABAaHUA (MOBHIIIEHA AJIKAIHA
docparasa; MOBUIIEHA ACTIAPTAT aMUHOTpaHCHepasa, MOBHILIEHA AJIAHHH aMHHOTPaHC(epasa)

-  MOBHIIEHME HA KITHbUHHMA MUCMEHT B KPbBTa (XHNepOWIHpyOHHEMHA)

- 0obpuB

- BHMCOKA TEMMepaTypa

- CTYAEHH TPBIKH (BTPHCAHE)

Heuectu (MOxe na 3acersar xo 1 Ha 100 aywum)

-  OTKJIOHEHHE B U3C/IEeABAHHATA HA KPHBTA (HaMajeH Opoi KpsBHH KICTKH [TAHIHTOMEHHA]); HaMalleH
6poit TpoMOGOLIMTH (TPOMOOUUTONEHNA); YBEIHYEHHE Ha OpOs Ha evMH BUI Oenu KpBBHH KIIETKH,
Hape4YeHH €03HHOUIH; HAMAICHHE Ha aNGYMHUHHTE B KPBBTa (XHUNoanbyMUHEMNS)

-  CEpHO3HH aJICPIrHYHH peaKUuHH

- 3aCHIIEHO MOTEHE

- HaMaJIeHHE HA HaTPHA B KPBBTA (XMITOHATPUEMHA); NOBHULLIECH KWIHH B KPBBTa (XHIIEPKANHEMUA);
Hamanenue Ha gocdartuTe B KphBTa (XModochaTeMun); aHOPEKCHA (XPaHHUTENHO HapyLIEHHE)

- Oe3chHUE, TPEBOXKHOCT; OOBPKAHOCT

- CBHJIMBOCT, TPENEPECHE; CBETOBBPTEK; NMPOMEHEH BKYC

- YCKOpEHa ChpJeYHa YECTOTA; ChpLEOHEHE; HEpaBHOMEPEH ChPACYCH MYJIC

- BHCOKO WJIM HHCKO KPBBHO HAJATAHE; 3a4EPBABAHES HA JIMLETO

- Jamyx

- JIOIIO XPaHOCMIJIAHE, 3aIEK

- yepHOAPOOHA HEAOCTATHYHOCT, HOBHILEHHE HA YEPHOAPOOHY €H3IUMK (rama-riiyTaMHUITpaHchepasa);
KBITEHHUA (NOXBITABAHE HA KOXKATa WK 6410TO Ha OYHUTE, IPHYHHEHO OT YEPHOAPOOHH HIIH
npobaeMH Ha KPBBTA);, HAMAIABAHE Ha XIIbYKaTa, JOCTHIALA 10 YepBsaTa (X0necTasa); yBenuiueH
yepeH Apo0; Br3NajIeHHe Ha 4epHUA apod

- ¢cppbai o6pHe (ypTHKapHa); CpOex; 3auepBABAHE Ha KOXATa (EPUTEM)

- OTKIOHEHWS BbB QYHKIHOHAHUTE U3CIEeOBAHHA Ha OB0penHTe (YBeIMYeHNe HA KPCaTHHHHA B
KpBBTA; YBEIMYEHHE Ha YpeaTa B KPhBTa); BiIoMaBaHe Ha 0L0peTHa HEAOCTATHYHOCT

- YBEJIM4YEHHE HAa €H3UM, HApeUCH JIAKTaTACXUAPOreHasa

- KpbBEH ChCHPEK BbB BEHA HAa MACTOTO HA HHXKEKTHPAHE, BB3MAJCHHE HA MACTOTO HA HHXEKTHPAHE;
GoJIka Ha MACTOTO Ha HHXKEKTHpaHe; 3aAbPXaHe Ha TEYHOCTH B opraHusMa Bu

Penxu (Moxe Aa 3acersar o | wa 1 000 gymm)
- aHeMu#, XBIXAlla ce Ha paspylilaBaHe Ha Y4ePBEHATE KPhBHH KICTKH (XeMOHTHYHA aHEMH),
paspyliaBaHe Ha YEPBEHHUTE KPBBHH KIETKH (XeMOJIN3a)

C Hen3BecTHA 4€CTOTa (OT HAIMYHHUTE AaHHH He MOKE Aa ObIe HanpaBeHa OLIEHKA HA 4¢
-  HapyLIIEHHE HA KPBBOCHCHPBAHETO
(anepruyeH) LIOK




- yBpexJaHe Ha 4epHOAPOOHH KNETKH, BKIIOYHTEIHO TAXHATA CMBPT
- npobnemu ¢ GsOpeunte, ocTpa GrOpeuHa HEAOCTATHHHOCT

JIOMBAHKTETHHE HeXKeJJaHH PeaKIHH NPH Aella H JOHOLIH

CremHUTE peakiliy ce ChoOMaBaT No-4ecTo NpH NeANaTPHYHN NMalHEHTH, OTKOIKOTO NMpH Bh3PpacTH:
UecTn (Moxe Aa 3acerHaT 1o 1 Ha 10 nymm)

- uamanes 6poit TpoMGoOUNTH B KpBBTA (TPOMBOLUTONCHAA)

- ycKOpeHa ChpleyHa Y€CTOTa (TaXHKapaus)

- BHCOKO HWIH HMCKO KphBHO HaJIfiraHe

- yBeJIHYeH XIJIbYEH MUTMEHT B KPbBTa (XHNEpOUIHPYOHHEMH); YBETHHEH YEPEH Apob

- ocTpa 6uOpevHa HeAOCTATEYHOCT, YBENHYEHA Ypesd B KPBBTA

CrofuwiaBate HA HeXXEJIaHH peaKlHH

AKO MOJTyYWTe HAKAKBY HEXENAaHH JIEKapCTBEHH peakLH, yBeaoMeTe Balus nexap Win (hapMaLeBT.
Tosa BKJIIOYBA BCHUKH Bb3MOKHH HEOIMHCAHK B Ta3u IMCTOBKA HeXeNaHH peakunu. MoxeTe cbilo fa
CHOOIIHTE HeXeaHH PEaKLMH JAUPEKTHO Ypes:

HsnniaHuTeNnHa arcHuMA Nno JICKapcTBaTa

yi. ,,JamaH I'pyes” Ne 8

1303 Codmns

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg

Karto croOmapaTe HeXelaHH peaklMi, MOXeTe a fajeTe CBOA NIPHHOC 32 MOIy4aBaHe Ha NoBeteC
nudopMalHsg OTHOCHO 0€30MacHOCTTa Ha TOBa ICKapCTBO.

5. Kak na coxpansBare Muxkadynruu Pompapm
Ila ce cbxpaHaBa Ha MACTO, HEAOCTHITHO 34 JIclia.

He M3n0138aiiTe TOBA IEKapCTBO CJIEA CPOKa HAa POHOCT, 0TOEIA3aH BbPXY (/IakOHa H BBPXY
KapTOHEHAT2 KyTHA.
CpOKBT HA FOOHOCT OTIOBApA Ha INOCNICAHAA I€H OT IIOCOUCHUA MeCell.

HeoTBOpEHH (hJIAKOHH:

Jla ce cuxpansBa nox 25° C.

Pa3TBOPEHHAT KOKLEHTPAT M paspeJeHUAT HHY3HOHEH pa3TBOp TPAOBA J1a ce H3MOM3BAaT He3abaBHO, ThH
K4aTO He ChIBPXKAT KOHCEPBAHTH, KOHTO Ja NPeIOTBPATAT 3aMEpCaBaHeTo ¢ Gakrepun. CaMo 00y4eH
MEAWLIMHCKH CITIEUHAIHCT, KOMTO € ITpovesT ITBJIHATE YKa3aHUA, MOXE NPaBHIIHO Ja TPUTOTEH TOBA

NIeKapcTBO 3a yrorpeda.

He u3nonssaiite paspeacHna HHPY3INOKEH Pa3TBOP, aKO € MBTEH HWIH MMa yTaHKa.

3a 1a 6BAE Npeana3eHa or CBETIHHATA, MHY3HOHHATA OyTHIIK/CaK, ChABpXalla pa3pCACHHA
uH}Y3IHOHEH pa3TBOP, TpAOBa a 6be MOCTABEHA B 3aTBAPAL €& HEMPO3PAauCH ILIHK,

daKOHBT € camo 3a eAHokparHa ynorpeba. o Tasn npuyHHa, MONA U3XBBPAAATE He3abaBHO
HEH3NON3BAHUA MPHUIOTBEH KOHIICHTPAT.




He u3xphpaAiiTe JEKapCTBa B KaHAIM3ALUHUATA MK B KOHTEHHEPA 32 JOMAIIHH OTNAABIIY. [TonuranTe
Bamun papMaLeBT KaK Ja H3XBBPIATE JICKapCTBaTa, KOUTO BEUC HE H3NON3BATE. Te3u MepkH we
NOMOrHAT 3a OMA3BAHETO Ha OKOJIHATa cpefa

6.

ChABpKaHHE HA ONAKOBKATA M JONBLJAHHTEIHA HHPOPMALIKA

Kaxso coanpxa Muxapyurun Pombapm

AKTHBHOTO BEIIECTBO € MHKa(QYHFHH (KaTO HaTPHEBA COM).

1 dpnaxon cuaepxka 100 mg MuKkadyHIHH (KaTo HATPHEBA COM)

JIpyTHTe ChCTaBKH Ca JIAKT03a MOHOXH/PAT, TMMOHEH KHCE/MHA (33 KOPEKIINA Ha pH) u HaTpHeB
XHApOKcKA (32 Kopexuus Ha pH),

Kak warsexaa MuxkagyHrun Pomdapm v KaKBO CHABPXKA ONIAKOBKATA
Muxadyarun Pompapm 100 mg npax 3a KOHUEHTPAT 32 HH(Y3HOHEH pasTBOp € Osi1a mo nourH bana
KOMIIaKTHa Maca wiK npax. Mukadyurusd Pomdapm ce focTaBa B KYTHA, ChabpKalla 1 (prakoH.

[IpuTexaTe] Ha pa3pelIeHHETO 3a YoTpeba H NPOH3IBORHTEN
Rompharm Company S.R.L.
Eroilor Street, no. 1A, Otopeni, Iifov County, 075100, PyMBHAA

To3u nexapcTBEH TIPOAYKT € paspeuleH B cTpany uneHky Ha ENII noa cnexHnTe HMEHa:
Yurapus: Micafungin Rompharm 100 mg por oldatos infiiziShoz val6 koncentratumhoz
Pymuuna: Micafungin Rompharm 100 mg pulbere pentru concentrat pentru solutie perfuzabila
Brarapus: Mukagyarus Pomgpapm 100 mg npax 3a KOHUEHTPAT 33 HHPY3HOHEH PasTBOP

JlaTa Ha nocJeaHO NMpepasraekaane Ha IHCTOBKATA
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[TocoueHnara rio-noay HHPOPMAIHA € IpeJHa3HaYeHa CaMo 32 MCAHIIMHCKH CIICIMAaNHCTH:

Muxadyrarud Pom¢apm He TpsA6Ba Ja ce CMeCBa WIH BAHBA 3a€AHO ¢ APYTH JICKapCTBCHH IIPOAYKTH
OCBeH CIIOMEHATHTE No-A0ny. [Tpy H3MON3BaHETO Ha acENTHYHA TEXHHKA NPH CTaiHa TeMneparypa
Muxkadyurun PoMbapM ce pasTsaps M paspexia Kato Clie/iBa.

1.

2.

. LlennsT pasTBOpeH KOHUEHTpAT TpAGBa Ja ce H3TETNIN OT BCEKH (PAKOH 1 Ia CC MBI

DracTMacoBaTa kanauka TpaGBa 1a ce OTCTpaHy OT GUIAKOHA H 3aImyInanKaTa Aa e Ae3HH(peKuHpa Che
CTUPT.

ITer ml Hatpues xiaopua 9 mg/ml (0,9%) nudysuoneH pasrsop uian rmokosa 50 mg/ml (5%)
nH(y3voneH pasteop (u3rernenu or 100 ml GyTunka/cax) Tpabsa acenTHYHO H 6aBHO 13 ce
HHXEKTHpPaT BbB BCEKH (IaKOH M0 MPOTEXEHHE HAa BRTPEILHATA My CTeHa. BBEIIPEKH Je, KOHUEHTPAThT
mIe ce 3aneHy, TpA6Ba na 6bAaT MONK0OXKEHH BCHUKH YCHIIMS JIa C& HaMAIH 10 MUHHMYM KOJIHYECTBOTO
Ha oBpa3yBanara ce nsua. TpabBa Aa ce pasTBOPAT focTaTbueH 6poit pnakonu ¢ MuxadyHrun
PomdapM, 3a J1a ce oMy s Heo6XoauMaTa J03a B MIVIMIPaMH (BXK. TabIuLaTa no-Jaoimy).

. ®nakoHbT TpAOBa Aa ce 3aBbpTH nexko. HE PASKITAIIAWTE. ITpaxsT Wie C& pa3sTBOPH HAITBIIHO.

KonueHTpaTsT TpAGBa Aa ce H3nmon3Ba He3a0aBHO. PMaKOHBT € CAMO 33 €AHOKpaTHA ynorpeda.
TTopamy Ta3u NpHYKHA, HeynoTpeGe N pasTBOPEH KOHUEHTPAT TPAOBA 1a ce M3XBBYJ *
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nrdYy3HOHHATa GYTHIKA/CaK, OT KOATO MEPBOHAYANHO e Oun B3eT. PaspencHugy ¥
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TpabBa Aa ce u3non3sa He3abaBHo. JlokasaHa e XMMHYHA 1 (PH3H'THA cTaOHIHOCT B NEpUOAa Ha
H3Mo3BaHe Ha 96 yaca npu TeMneparypa 25°C, KoraTo € 3alllMTEH OT CBETIIMHA U Pa3peleH C
uH$Y3HOHEH pasTBOp Ha HaTpHeB xaopui 9 mg/ml (0,9%) u no 48 yaca npu 25°C, Koraro e 3alHTeH
OT CBET/INHA, ¥ pa3pencH ¢ raokosa 50 mg/ml (5%) HHQY3HOHEH Pa3TBOD

5. Wndysuonnara GyTrnka/cak Tpabsa BHHMaTeNHO Aa ce 00BpHE, 33 1a Ce AHCNIEPTHpa paspeACHHAT
pastBop, Ho aa HE ce pasknaiua, 3a fa ce n3Gerne odpasyBaHETO Ha IAHA. Pa3tBop®T He TpsaOBa aa ce
H3MOJI3Ba, aKO € MBTEH WU UMa yTaHKa.

6. UHbysHonnaTa 6yTruaka/cak, ChABPXKAILA pa3peAeHHA HH(PY3HOHEH pa3TBop, TpAOBa A ce MOCTaBH B
3aTBapAllia Ce HeNpo3payHa TOPOMYKa 3a 3alIHTa OT CBCTIIHHA.

HpuroTesHe Ha HHPYIMOHHHKA PAa3TBOD

03a |Daakon Gem na pasrBopa Ha [O0eM TAHZAPTHA
mg) [MuKaQyHIuH ([HaTpuer XJOpHA (xoHUEeHTPALYA) uHdy3Hs
PﬂT‘l’aPM: 0,9%) unu Ha Ha Pa3TBOPECHMS Mpax o0ameHa no
KOHTO Aa OB€  [rII0K03HHS PA3TBOP 100 ml)
H3NMOJN3BAH (5%), KOTO 13 ce
mg/dpnaxoH) |npuGaBM Ha eAMH Kpaitna
paakon KOHNNERTPAUAA
50° 1 x50 5 ml pu6n. 5 ml (10 mg/ml) 0,50 mg/ml
100 1 x100 5 ml pubin. 5 ml (20 mg/ml) 1,0 mg/ml
150° [1x100+1x50 [5ml lpu6n. 10 ml 1,5 mg/ml
200 [2x100 S ml npu6a. 10 ml ,0 mg/ml

*3a 1a ce MOoNMy4H TasH HeoGXoaHMa 032 B mg, 3a pasTBapsHe TpAdBa a Ce H3MOoN3BaT dakoHU ¢
NOAXOoaANa KOHLEHTpala Ha aKTHBHOTO BEIIECTBO.

Crnen NpHroTBAHE H pa3pexaaHe pa3TBopbT TpAOBa Aa ce NPHIOXKH Ype3 HHTPABCHO3HA HH)Y3HA 32
TIEPHON OT OKOMO 1 yac.




