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Mukadynran Tesa 50 mg npax 3a imnnen'rm S0 I Pi
Micafungin Teva 50 mg powder for concentrate for solution for mfusmn

Muxadgysarus Tea 100 mg npax 3a KOHUEHTPAT 32 HHPYIHOHEH PAITBOP
Micafungin Teva 100 mg powder for concentrate for solution for infusion

mukadyHrun (micafungin)

IIpoueTeTe BHEMATEIHO NAJ1ATa JHCTOBKA, NIPEXH A2 3aM0THETE 1A H3IN0JI3BaTe TOBA JIEKapPCTBO,

Thil KAaTO TH CLALPXKA BaxkHa 33 Bac undopmannusg.

- 3anasere Ta3y THCTOBKA. Moxe aa ce HAOXH Ja f IPOYeTETe OTHOBO.

- AXO HMaTe HAKAKBH AOITBIHMTEIHH BBIIPOCH, NonuTaiite Bamusa Nexap uiny GapMalenT.

- AKO NONYYHTE HAKAKBH HEXeEJaHH Peaklliu, yeeaoMere Bamus nekap unu ¢apmaiiert. ToBa
BKJTIOYBA H BCHYKH Bb3MOXKHH HeXeJlaHH PEaKlMyi, HEONMCaHN B TasH JTIUCTOBKA. Brokre Touka 4.

KakBo ¢cbABPXKA TA3H JHCTOBKA

. Kaxpo npeacrapnsBa Mukagynran Tepa H 3a KakBO C€ H3M0JI3Ba

. KakBo TpabBa aa 3Haere, npean Aa uznonassate MuxadyHrud Tesa
Kak xa n3nonisare Muxkadpyurus Tepa

BB3MOXHH HEKETaHH PEaKIIHH

Kak na cbxpanasate Mukapynrin Tesa

ChabpkaHHE Ha OITAKOBKATa H JOMBAHHTEIHA HHpOpMaL g

L]

OB N

1. Kakepo npeacrasassa Mukadgyaran Teba H 32 KaKBO €€ H300/13BA

Miukadyurns Tepa cbAbpXka aKTHBHOTO BemecTBO MEKa(dyHIHH. MukadyHruu Tepa ce HapHya
MPOTHBOrBEOHMYHO JIEKAPCTBO, 3al0TO CE H3MON3Ba 32 JIedeHHe Ha HH(PEKUHH, TPHIHHEHH OT IbOHYKH.
Muxadyurnn Tepa ce mpuiara 3a geueHne Ha HHPEKUWH, NPUIYHHEHH OT I'bOHYKH HIIH JIPOKIH,
napeuenn Candida. MukagyHuris Tepa e edpeKTUBEH NPH JIEYSHHE HA CHCTEMHH HHEKIHH (TakHUBa,
KOHUTO ca MPOHHKHAIIM B OpraHy3ma). Tol npeaoTBpariaea H3rpaxaaHeTO Ha 4acT OT KJIeThYHATA CTCHA Ha
reOMunara knerka. HeyBpeaenara kneTb4Ha CTeHa € Heo0X0AKMa Ha TEOHYKHTE, 3a Jla MPOAB/KAT A4
)KHBESAT M Aa pactar. MukapyHriun Tesa npean3BHKBa AedeKkTH B rbOHYHATa KIIETHYHA CTEHA, KOETO
npaBH rbOHYKaTa HECNOCOOHA Ja KMBEE U J1a PacTe.

Bawmusdar nekap we Bu npeanume MukadyHriud TeBa npH ClI€AHHTE CbCTOSHHA, KOTaTO HE ChIIECTBYBAT
APYTH MOAXOAAIIH MPOTHBOIEOMYHH NeKApCTRA (BHXKTE TOUYKA 2):

. 3a ledeHHe Ha Bb3PaCTHH, IOHOIIH H JISNa, BKIIOYHTEHO HOBOPOACHH, KOUTO HMAT CepHO3HA
reOMYHa HHQEKLHA, HapeyeHa WHBA3HBHA KaHIHA03a (MH(peKIHs, KOATO € TPOHHKHANA B
OpraHH3Ma).

o 3a NeueHHE HAa BB3PACTHH M IOHONIM HA BB3pacT > 16 rofnHN, KOHTO HMAT rbOKHUHA HHEKLUA Ha
XpaHOOPOBOA, KOTATO € MOAXOIIIO JICYEHHE Ype3 BIHBAHE BbB BeHa (HHTPABEHO3HO).

. 3a mpenoTBparagale Ha HHekua ¢ Candida IpH nauueHTH, KOKTO HMAT KOCTHOMO3bYHA

TPaHCIIAHTALMS HIIM [IPH KOMTO CE OYaKBa 13 HMAT HEYTPOTICHUA (HUCKHM HHBA HA HEY TPOQHIH —
BHA OeNM KphBHU KIeTKH) 3a 10 uin moBeue JAHH.




2. Kakpo TpabBa na 3HaeTe, Ipean Aa u3noassate Mukagynrun Tesa

He m3noassaiite Muxagpynrun Tepa
- aKo CTe aJlepruyHyn KbM MuKayHruH, apyran exunokasauHu (Ecalta unn Cancidas) i KM HAKOA
OT OCTAHAJIMTE CBCTABKY Ha TOBA NeKApPCTBO (H3OPOESHH B TOUKA 6).

IlpenynpexkacHHS B NpeANA3ZHA MePKH

[Ipy mIBXOBE MPOABIKUTENHOTO JICUCHHE ¢ MUKAYHIHH BOJH A0 YEPHOAPOOHO YBpexKaaHe U
MOCNEABALIO Pa3sBUTHE HA YePHOAPOOHH TyMOPH. [TOTEHIMATHHAT PUCK OT Pa3BHTHE HAa YEPHOAPOOHH
TYMOPH IIPH X0pa HE € U3BecTeH U Banmsat nekap 1ie npelleHH CbOTHOLIECHHETO MeXAY MOA3HTE H
pHCKOBETE OT NedeHneTo ¢ Mukadyurun Tesa , npean Aa sano4xe JedeHnero BH ¢ ToBa neKapCTRO.
Mons, yeenoMmere Baius nekap, ako MMate TEKKH YepHOAPOoOHHA mpolieMu (HampuMep YepHoApoOHa
HEOCTATBYHOCT WM XEN&THT) HIH OTKIOHEHNUS OT HOPMATA B PE3YATATHTE OT YePHOAPOOHHTE
byaxuonansn uicneapanus. [lo BpeMe Ha sieveHnero YepHOApoOHAaTa BH QyHKkuusaTa Hie Ce mMpocaeasBa
O-BHUMATENHO.

['oBopete ¢ Bamns nekap unn dapMaileBT npeau Aa u3nonssare Mukadynrus Tesa

- aKO CTE aNePruvHy KbM HAKOE JPYTro NeKapCTRO;

- aKo CTPaaaTe OT XEMOJIHTHYHA aHeMHuA (aHEMHNA, Tb/IKAINA CE HA pa3pyLIaBaHe HA YEPBEHUTE
KPBBHH KJIETKH) HIH XeMONHK3a (paspylLIaBaHe Ha YePBEHHTE KPBBHH KIIETKH);

- ako HMate O6B0pednn npobaemu (HarpuMep 6b6pevHa HEAOCTATEYHOCT HITH OTKJIOHEHUA BB
(YHKUKROHAIHHUTE H3CeABaHHUA Ha OBOpenTe). AKO TORA ce CNy4H, BamuaT Jekap MOXe 1a peLEH
Jla KOHTPOIKpa No-BHUMATENHO OBOpeuHaTa Bu pyHKumA.

MukapyHrHH MOXe 1a IPHYHHH CBII0 TEXKO Bh3NaneHne/00pHB Mo KoXaTa W IATaBHUHUTE (CHHIPOM Ha
CTHBBHC-/PKOHCHH, TOKCHYHA €MHACPMATHA HEKPOJIH3A).

Apyru aexapersa 1 Muakadynrun Tesa
Hudopmnpaiite Bainns nekap unu dapMarieBT, aKko IpAeMaTe, HACKOPO CTE NPHEMANIH HWIH € Bb3MOXKHO
Aa IpHeMare Jpyri JeKapcTBa.

Ot ocobena BaxxHOCT e Ja HHdopMupate Baniua nekap, ako u3nonssare amporepuivH B ne3okcuxonar
HIIH UTPAKOHA30J (AHTHMHKOTHK), CHPOJIHMYC (HMYHOCYTIPECOP) HIIH HHeAUIHH (ONoKep Ha
KAILIKEBHTE KaHaJIH, H3M0JI3BaH 32 JIEUEHHE HAa BHCOKO KPBHBHO HajArane). BamusaT nexkap Moxke Ja pelln
/1a KOPHTHpa J03aTa Ha T€3H JiCKapCTha.

Mnuxkapyaran Tesa ¢ Xpana ¥ HATHTKH
ToiH xaro Mukadynrun Tesa ce npunara MHTPaBEHO3HO (BB BEHA), HE C€ HAJIaraT OrpaHH4eHUs B
ynorpebara Ha XpaHH HJIH HAUTKH.

BpeMeHHOCT B KbpPMEHe

AKO cTe OpeMeHHa HITM KbPMHTE, CMATaTE, Ye MOXe Aa cTe OpeMeHHA HIH IIIaHHpaTe OPeMEHHOCT,
NOCBHBETBANTE CE ¢ Bauins aexap npean ynorpedara Ha TOBA JIEKApPCTBO.

Muxka¢pynrun Tepa He TpabBa aa ce M3NMOA3Ba NO BpeMe HAa OPEeMEHHOCT OCBEH [IPH KaT€rOpH4Ha
HeoOxoauMocT, Axo ynorpebaBare MukadyHrun Tesa, He TpabBa 1a KbpMHTE.

IHogupaue u paboTa ¢ MAILHHH
Mauko BepoaTHO ¢ MUKa(dyHIHH Ja NToBNMse IHodHpaHeTo WK padoTaTa ¢ MatiiH

He WodupaiiTe U He H3NON3BaiTe HHKAKBH HHCTPYMEHTH MK MalllMHH. Mons
NeKap, ako YCETHTE HAKAKBO Bb3/CHCTBHE, KOeTo Moxe 1a Bi mpuurHR npodi
paboTa ¢ MallIMHH.




Mukadyarun TeBa cbaAbLpxKa HATpHI
Mukadyurus Tepa chabpxa no-Manko ot 1 mmol Harpwii (23 mg) 3a dnakon, T.€ MOXKE Ja ce Kaxe, ue
MPaKTHYeCKH He ChAbPKA HaTPHIi.

3. Kak aa usnoassatre Muxadynrnn Tesa

Mukadynrius Tepa TpaOBa Aa ce npuroTed U Aa Bu ce npunara oT JJeKap HIH APYT MEAHLHHCKH
cnennanict. Muxadgyurun Tesa TpaOpa /1a ce npuiara BeIHbK JHEBHO 4pe3 OaBHAa HHTPABEHO3HA
uH(py3ua (BIHBAaHE BHB BeHa). BallHAT Nekap ie onpeaein konpuecTBoto Mukapyurus TeBa, koero uie
MONy4aBaTe BCCKH JEH.

Ynorpe0ba npa BL3pACTHH, WHOHIA 2 16-roaHIINA BL3PACT H B CTAPUECKa Bh3pPACT

- ObuuaiinaTta xo3a 3a nevyenre Ha HEBasuBHa Candida ungexuns e 100 mg Ha JieH 3a NTALMEHTH C
terno Haa 40 kg u 2 mg/kg Ha neH 3a nanueHTH, Texamu 40 kg WK no-Majko.

- Hozata 3a neuenue Ha Candida nHdekiiiua Ha xpaHonposoa € 150 mg 3a malHeHTH ¢ TEN0 Haa
40 kg u 3 mg/kg Ha aen 3a manuedTH ¢ Terno 40 kg wix no-Manko.

- Oouuaiinara no3a 3a npeanassaHe oT RARa3uBHH Candida uadexuuu e 50 mg AHEBHO 3a MALKEHTH
¢ Terno Hax 40 kg 1 1| mg/kg Ha ned 3a mauneHTH ¢ Terno 40 kg wnu no-mManko.

Ynorpefa npn nena Ha BB3pacT > 4 Mecena H HOMA < 16-roaHmna Bb3pacT
- OOuuaiiHaTa f03a 3a neueHue Ha neBasiBHa Candida nedexuna ¢ 100 mg na IeH 3a NalHCHTH C
terno Hafa 40 kg u 2 mg/kg Ha eH 32 nannenTH Texamy 40 kg HITH MO-MaJIko.

- OoOuMaiiHaTa fo3a 3a npeanaspane ot HHBasuBHH Candida uH¢pexuuyn e 50 mg Ha JIeH 32 nalHeHTH
¢ Terno Hax 40 kg n 1 mg/kg Ha neH 3a nauueHTy ¢ Terno 40 kg MnM no-Maiko.

Ynorpeba npn JeHa H HOBOPOAECHH HA Bbh3pacT < 4 Mecena
- Oobuvaiinara n03a 3a neyenre Ha MpBasuBHa Candida uadexumn e 4-10 mg/kg Ha geH.

- O6uvaifHata [03a 3a npeanaspade ot HaBasuBHH Candida nHexunn e 2 mg/kg Ha AeH.

AKo cTe n3noaBaan nopeue Mukapyrran Tesa oTkonaxkoTo ¢ HeoOXOAHMO

BamusT nekap iie HabMoAaRa KaK ce NOBJIHABATE OT JIGUEHHETO H ChCTOAHHETO By, 3a Aa onpeaenu
KakBa /io3a Mukadyuras Tesa e HeoOxonumMa. HesaBHCHMO OT TOBa, ako cTe 00€3M0KOSHH, Y€ MOXE J1a
B ¢ NpHIOKEHO MPEKATIEHO rojiaMo konudecTso Muxadyurun Tepa, HesabasHo pasrosapsiite ¢ Bains
nexap WIH ApYr MEARUMHCKH CIEHHATHCT.

AKo cTe nponycHaan Aa u3noazsare Mukagyurun Tepa

BamuaT nexap uie Habmoaapa Kak ce NOBIHABATE OT JISYEHUETO H CbCTORHHETO BH, 3a a onpeneny
KakBo JeueHue ¢ Muxadynrnn Tesa e HeoOxoauMo. Ako obade cTe 00E3NMOKOEHH, Y€ MOXKe /1a CTE
NPONMyCHANH Jo3a, He3abaBHO pasropapaiite ¢ Bamus nexap uiH Apyr MEAUIHHCKH CNIEITAATUCT.

AKoO MMaTe HAKaKBH JOMBIHUTENHA BBIPOCH, CBbP3aHu ¢ yrnotpebaTa Ha TOBA JIEKAPCTBO, MONUTANTE
Bamns nexap unm gapMariesT.
4. BL3MOKHH HEXKENAHH PeAKIHH

KakTo BCHUKH JeKapCTBa, TOBA JICKAPCTBO MOKE J1a MIpeJU3BHKA HCKCIIAHH PpCaKHNH
BCCKH T'H T1OJIYYaBa.

Tpsabgsa na urpopMupaTe HezabaBHO Bamus nekap uin MEANIIHCKaA CECTPA, &
NPACTHI MIIH TEXKKA KOXKHA peaklis {Hamp. o0pa3syBaHe HA MEXYPH H H3AKOLIB
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Muxkadyurun TeBa Moxe fAa NPHYHHH CIeAHUTE APYTH HEXKeJIaHN pEeaKIHH:

YecTn (Moxke aa 3acernart a0 1 na 10 aAymn)

OTKMOHEHHS B H3CJICIBaHHATA HA KPbBTa (HaMalieH Opoi Oel KppBHU KIIETKH

[neBKONEHNA, HEYTPONEHN |; HamMaieH Opoil YepBeHH KPbBHH KAETKH (@HEMHA );

MOHIXEH KaJIHif B KPBBTA (XHMOKANHEMHA ); TOHHKEH MAruesnii B KpbBTa (XMIIOMArHE3HEMHA );
MOHHXEH KaJIUUH B KpbBTa (XHIOKANIHEMHAS );

ri1aBoOoHE;

BB3NAlICeHUe HAa CTEHATA Ha BeHaTa (Ha MACTOTO HA HHIKEKTHPAHE),

raficHe; NOBPEIIAHE; AHAPHA; KOpEeMHa DoliKa;

OTKNOHEHHA B PE3YJITATHTE OT YEPHOAPOOHNHTE PYHKUMOHATHR H3CIexBaHNs (NTOBHILIEHA AKaJTHA
docdarasa; nosHIIEHa acnapTaT aMHHOTpaHcdepasa, MOBHLIEHA ajlaHMH AaMHHOTpaHcdepaza);
yBeIHYeH XITbYEH THTMEHT B KpbBTa (XHnepdunnpyOHHeMus);

o0pHBE;

BHCOKA TEMIICpaTypa;

CTYACHH TPBIKH (BTPUCAHE).

HegecTn (Moxe na 3acernar ao 1 na 100 aymn)

OTKIOHEHHE B H3CNEABAHUATA HA KPHBTa (HaMasicH Opoi KPbBHH KIETKH [MaHUHTONEHHA]);
HaManeH 6poil TpoMBoHMTH (TpoMGOLIMTONEHH S ); YBEIHYEHHE Ha onpeleneH BUuj O¢nM KpbBHE
KII€TKH, HapeueHH €03nHO(HIH; HaMalleH anOyMHH B KpbBTa (XHNoan0yMHHEMHA);
CBPBbX4YYBCTBUTENHOCT;

3aCHJICHO [TOTEHE;

HaMaJIeH HaTPHil B KPBLBTA (XHIIOHATPHEMHS ); MOBHINEH KUl B KPHBTa (XHIEPKATHEMHA );
HaManense Ha ocdarure B KppBTa (xHnOPochaTeMn ); aHOPEeKCHA (XpaHUTE/HO Pa3CTPOMHCTBO);
Oe3cbHEe (3aTPYAHCHO 3aCNUBaHe), TPEBOXKHOCT; OOBPKAHOCT;

YyBCTBO HA anatTHi (CHLHIHUBOCT); TpeNnepeHe; CRBeTORBPTEK; HAPYILUEH BKYC,

YCKOPEH ChpAEYEH PUTHM; CHITHO ChplieOHeHe; HEPABHOMEPEH CHLPACYEH PHTEM;

BHCOKO H/IH HHCKO KPBBHO HaJlAraHe; 3a4e€pBsABaHE HA JTHLETO;

3A0YX;

JOWO XPaHOCMHIIAHE; 3amnekK;

yepHOAPOOHA HEAOCTATHYHOCT; IOBHINEHH YEPHOAPOOHH eH3uMH (rama-riy TaMunTpancdepasa);
JKBITEHHNA (TOKBITABAHE HA KOXKATA HIH OAN0TO HA OYHTE, IPHUHHEHO OT YepHOAPOOHH
npobnemn unu NpodeMu Ha KpbBTa); HAMATISBAHE HA IbYKaATa, AOCTHIAIA 10 YEPBATA
(xonecrasa); yBenM4Y€eH yepeR Apold; Bb3NaleHHe Ha YepHUA ApoD;

cepOaL oOpuB (YpTHKApHA); CHPOCK; 3aucpBABaAHE HA KOKATa (EPHTEM);

OTKNOHEHUA BBHB QyHKINOHATHATE U3CHeIBaHHA Ha Ob0pennTe (YBeNH4eHNE HA KPEaTHHNHA B
KPBBTA; YBEJINYCHHE Ha ypeATa B KPbBTA); BJIOLIABAHE Ha ObOpeYHa HEROCTATHYHOCT;
YBEJIMMECHHE HA CH3UM, HAPEYCH NAKTAT ACXHAPOTeHA3a;

CBCHPEK BbB BEHA Ha MACTOTO HA HHKEKTHPaHe; Bb3NaJCHHE Ha MACTOTO Ha HHKEKTHpaHe; OoJKa
Ha MACTOTO Ha MHXKEKTHpPaHE; 3aJbp:KaHe Ha TeUHOCTH B oprannima Bu.

Peaxn (moxe ga 3acernar ao 1 ga 1 000 gymn)

aHeMHs, IB/DKALIA ¢e Ha pa3pylllaBaHe Ha YePBEHHTE KPhBHH KIETKH (XeMOMHTHIHA aHEMHA ),
pa3pylaBaHe HA YePBEHHUTE KPbBHH KJIETKH {(XeMOAN3A).

C BeH3BeCTHA 4ecTOTA (0T HAJHYHHTE JAHHH He MOKe A3 ObJe HANPABEHA ONEHKA HA YeCTOTATA)

:F:\ - :

HapylIeHHe B CHCTEMATA HAa KPbBOCHCHPBAHETO;

IOK (aJICpPrUyeH );

YBpeXAaHe Ha YePHOAPOOHH KNETKH, BKIIOYHTEAHO TAXHATA CMBPT;
npobiaeMu ¢ 6p0peLnTe; ocTpa 6BOpPeUHa HEROCTATHYHOCT.




JONBbIAKETETHH HEXe/IAHH PeaKIAH NPH AeNA H IOHOIIH

CnexHuTE peakHH ce chOOLIABAT MO-Y4€CTO NIPH NEAHATPHYHHI MAKEHTH, OTKOJIKOTO HPH Bb3PACTHH!
YeeTn (Moxe aa 3acerHart Ao 1 Ha 10 ayuin)

- HamasieR Opoii TpoMBoLIHTH B KPBBTA (TpoMOOLIUTONEHHA );

- YCKOpPEHa ChpJeyHa 4ecToTa (TAXHKAPAKS );

- BHCOKO HJIH HHCKO KPBBHO HaJIATaHeE;

. YBENHRYEH XIThYeH MHTMEHT B KpbBTa (XUNepOHNHpyOHHEMHA ); YBETHUEH YepeH Apob;

- ocTpa 0B0peYHa HeOCTAaTBLYHOCT; YBEJIHYEHA Ypes B KPbBTA.

CrofmaBane HA HeXeJAHH PeAKIHH

AKO MONY'HTE HAKAKBH HEXEIaHH JCKapCTBEHH PeaKilny, yBeaoMere Bamua nekap HiH papMaleBT.
ToBa BKJIIOYBA BCHYKH Bb3MOKHH HEOIIMCAHH B Ta3sH JIMCTOBKA HEXeNaHW peaxiuu. Moxere ChIIO Ja
ChOOIIHTE HEXETaHU PEaKIHM JHPEKTHO Ype3 M3nbaHuTeNHa areHnns No IeKapeTeaTa, yi. ,,JlaMau
I'pyes” Ne 8, 1303 Codms, Ten.: +359 2 8903417, yebcaiit: www.bda.bg. Kato crobimasate Hexenasiu
peaxkuHH, MOKeTe Aa JaJIeTe CBOA NPUHOC 3a MOJyYaBaHe Ha nopeye HHPopMalusa OTHOCHO
6€30MacHOCTTA HA TOBA JICKAPCTBO.

3. Kak 1a coxpanasate Makadynrun Tesa
Ha ce cbxpaHsBa Ha MACTO, HEAOCTBITHO 3a Jewa.

He usnonszeaiiTe TOBA IEKapCTBO Clle]l CPOKA Ha MOJHOCT, 0TOERA3aH BbPXY (MIAKOHA H BBPXY
KapToHeHaTa onakoska. CpOKbT Ha TOAHOCT OTrOBAaps Ha MOCJIEIHUSA J€H OT NOCOYEHHA MECELL.

HeoTBopeHHAT (1aKOH He U3KUCKBA CIISHHAANIHA YCIAOBHS 3a CEXpAaHEHHE,

IIpuroTBeH KOHIEHTPAT BbB (UIaKoHa:

Joka3zaHa e XuMHYHA U PH3HYHA CTAGHIHOCT B MepHOAa HA U3NoizBaHe 0 48 yaca Npu TeMIneparypa
25°C cnea cMecBaHe ¢ HH(Y3HOHEH pa3TBOp Ha HaTpueB xnopua 9 mg/ml (0,9%) nin uHPpy3HOHEH
pa3TBOp Ha rmoko3a 50 mg/ml (5%).

PaspeneH HH(V3IHOHEH DA3ZTBOD:

JokasaHa ¢ XuMHYHA ¥ pU3MYHA CTaOMIHOCT B NEpHOAa HA H3MOJI3BaHe 0 96 yaca NpH TeMepaTypa
25°C, KOrato e 3alllATEH OT CBETIIHHA H € pazpeAcH ¢ MH(Y3HOHEH pa3TROp Ha HaTpHeB XJopua 9 mg/ml
(0,9%) unu HHQY3HOHEH pa3TBOP Ha roko3a 50 mg/ml (5%).

Ot MEKPOOHONIOrHYHA [TIC/IHA TOYKA, PHTOTBECHAAT B PaspeAcHHAT pasTBOp TpAOBa Ja ce ynorpedat
BeJHAra. AKO TOBa HE CTaHe, IePHOABLT Ha H3IOI3BAHE W YCAOBHATA 338 ChXpaHEHHe Npean ynorpeba ca
OTrOBOPHOCT Ha MOTpeOHTENa M 00HKHOBEHO He TPA0Ba Jla HaAXBBPIAT 24 Yaca Npu TeMIepaTypa ot 2 fo
8°C, OCBEH aKO pa3sTBapAaHETO U pa3pekJaHeTO ¢a H3BBPIICHH NPH KOHTPOJIHPaH! H BalHAHPaHH
ACENTHYHHA YCIOBHA.

CaMo 00yueH MeJHLIHHCKH CHELIHANHCT, KOHTO € MpoUen ITbIRATE YKa3aHHsA, MOXKE MPABHIIHO Aa
NPUrOTBH TOBA JIEKAPCTRO 3a ynorpebda.

He manomssaliTe paspeaeHua HHQY3HOHEH Pa3TBOP, aKO € MbTECH HIH HMa yTaHKa.

3a na ce npeanasy OT CBETIHHATA, HH(Y3HOHRATa OyTHIIKA/Cak, ChabpXKalla p
pa3TBOp, TpAOBa fa OBAE MOcTaBEHA B 3aTBapAlll C€ HEMPO3padeH ILIHK.



(JTaKOHBT € caMo 3a eHOKpaTHa ynoTpeba. [1o Tasu npuduHa, MOJA HIXBbpsiiTe He3abaBHO
HEH3IOJI3BAHNA [IPUTOTBEH KOHIEHTpAT.

He u3XBEpAAiiTE NekapcTBaTa B KAHAIH3aLMATA WIH B KOHTeliHepa 3a JoMallHl oTnagbuM. [lonurakite
Bamng apmanenT Kak Aa H3XBBPIATE JIEKAPCTBATA, KOMTO BEYE HE M3N0J3BaTe. Te3H MEpKH 1ie
CIIOMOTHAT 3a OIma3BaHe Ha OKOJIHATa cpena.

6. CoanpKanne HA OXAKOBKATA M AONBLAHHTEARA HEGOPMATHS
KakBo cbeabpika Muxadpyarnum Tepa

- AKTHBHOTO BEILIECTBO € MHUKa()YHIHH (KaTO HaTpHii).
1 ¢naxon chabpKa MUkadyHrHH HaTpHH, ekBHBaeHTeH Ha 50 mg unu 100 mg MukagyHruH.
- Hpyrure cbCTaBKH €a: 3aXapo3a, JHMOHCHA KHCC/THHA H HATPHEB XHAPOKCH/L.

Kax marnexna Muakapynurnn Tepa H KaKBO ChALPXKA ONAKOBKATA

Mukadyurun Tesa 50 mg unn 100 mg npax 3a KOHUEHTPAT 3a HHOY3HOHEH pa3TBOP € O A0 mouTH 641
npax.
MuxadyHrun Tepa ce A0CTaBA B KYTHA, ChIbpkaina 1 daakoH.

[IpETexaTEN HA PA3PEUICHACTO 33 YROTPEGA N NPORIBOFHTE

IIpHTEKATEE HA pa3pellieHHETO 32 ynorpeba
Teva B.V.

Swensweg 5
2031 GA Haarlem
Hunepaananus

[Ipon3soauTeN

S.C. Sindan-Pharma S.R.L.,

11 Ion Mihalache Ave., the 1st district,
Bucharest 011171,

PyMbHHA

To34 AeKApPCTEEH NPOAYKT ¢ Pa3peilieH 33 ynorpeda B xLpxkaBHTe uwienkn Ha EMIL noxn cnennnTe
HMeEHA:

ABCTpHA Micafungin ratiopharm 50 mg Pulver fir e¢in Konzentrat zur Herstellung
einer Infusionslosung

Micafungin ratiopharm 100 mg Pulver fiir ein Konzentrat zur Herstellung
einer Infusionslésung

buarapus Mukadyurus Tesa 50 mg npax 3a KOHLUEHTpAT 338 UHPY3HOHEH pasTBOP
Mukadyuris Tesa 100 mg npax 3a KOHUEHTpaT 32 HHQY3HOHEH Pa3TBOP

Yexns Micafungin TEVA

['bpryas Micafungin/Teva 50 mg Kévig yia avukvd oxedacpa yo.
oA dpaTog TPog Eyyvon
Micafungin/Teva 100 mg Kévig yia tokvo oKeb

SLHADUaTOG TIPOG £YYLOT|
Hcnanns Micafungina Teva 50 mg polvo para concentr

perfusion EFG




Micafungina Teva 100 mg polvo para concentrado para solucion para

perfusion EFG

(panuus MICAFUNGINE TEVA 50 mg, poudre pour solution 4 diluer pour
perfusion
MICAFUNGINE TEVA 100 mg, poudre pour solution a diluer pour
perfusion

XbpBaTHA Mikafungin Teva 50 mg prasak za koncentrat za otopinu za infuziju
Mikafungin Teva 100 mg prasak za koncentrat za otopinu za infuziju

YHrapus Micafungin-Teva 50 mg por oldatos infuzidhoz val6 koncentratumhoz
Micafungin-Teva 100 mg por oldatos infuziéhoz valé koncentratumhoz

Hranus Micafungina Teva

Hupepnauans Micafungine Teva 50 mg, poeder voor concentraat voor oplossing voor
infusie
Micafungine Teva 100 mg, poeder voor concentraat voor oplossing voor
infusie

[Tonma Micafungin Teva

[Topryranus Micafungina Teva

[Iseuua Mikafungin Teva

CnoBeHns Mikafungin Teva 50 mg praSek za koncentrat za raztopino za infundiranje
Mikafungin Teva 100 mg prasek za koncentrat za raztopino za
infundirnaje

Ob6eanHeHO KpaicTBO Micafungin Teva 50 mg Powder for concentrate for Solution for Infusion

Micafungin Teva 100 mg Powder for concentrate for Solution for Infusion

JAaTa Ba nociaeaHo Npepasrjexaane Ha JHCTOBKATa- 07/2023
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[TocouenaTta no-gony HHGOPMaIHA € NpeAHa3HaYeHa caMo 3a MEIHIWHCKH CNELHATHCTH!

Muxadynarun Tepa He TpaOBa Ja ce cMeCBa HJIM BJIHBA 3acAHO ¢ APYTH JEKAPCTBCHH MPOJYKTH OCBEH
ChC CIOMEHATUTE NO-aonay. [IpH H3MoM3BaHETO HAa acENTHYHA TEXHHKA NIPH CTaHHa TEMIIepaTypa
Muxkadyurun TeBa ce pa3TBapd H pa3pexia KaTo Clie/Ba:

1. [InacTMacoBaTa Kamayka TpsiOBa Ja ce OTCTpaHH OT (rakoHa M 3alfyliankata a ce Ae3HHpeKuupa
CBC CITHPT.
2. [ler ml undy3uonen pa3Teop Ha HaTpHEB Xnopua 9 mg/ml (0,9%) min uHQY3HOHEH pa3TBOP HA

rioko3a S0 mg/ml (5%) (u3ternenu ot 100 ml Oytunka/cak) Tpadea acenTiuHo U OaBHO fa ce
HHXKEKTHPAT BFhB BCEKH (PIIAKOH [0 NPOTEXEHHE HA BhTPENIHATa My CTeHa. BBIIpEKH 4€ KOHUCHTPaThT LIE
ce 3aneHH, Tpadbsa na ObJaT NonoKeHH BCHYKH YCHIHA Ja Ce CBEAES A0 MHHHUMYM KOJHYE€CTBOTO Ha
oOpa3ypanara ce naHa. TpabBa ja ce pa3sTBOpAT AocTarsyueH OpoH ¢pnakonn Mukadyurun Tesa, 3a na ce
NOJIy4YH HeoOXoAuMaTa 103a B MHIIMrpaMH (Bx. TabnMuara no-1oay).

3. ®nakonsT TpAOBa Ja ce 3aBbpTH JNeko. HE PA3KJIAILIAWUTE. [TpaxsT wie ce pa3TBOPH HAITBIHO.
KonuenTpatsT TpsOBa a ce H3non3sa Hezabasro. PIakoHBT € caMo 3a eHoKpaTHa ynorpeba. Ilopanu
Ta3H MPHYMHA, HeYNOTPeOEHHAT pa3TBOpEH KOHUEHTpAT TpAbBa Na ¢e H3XBbLPAH BeOHAara.

4. Ot BcexH (priakoH TpaOBa Ja ce U3TErNIH UEJHAT PAa3TBOPCH KOHIECHTPAT U 12 CE BbPHE B
uH(pY3HORHaTa Oy THIKA/CaK, OT KOATO € B3eT MEPBOHAYaNHO. PazpeneHnaT nH(y3HOHEH pa3TBop TpadBa
Aa ce U3Mo3Ba Beaaara. JJokasana € XMMHYHA H PH3INYHA CTAOHNHOCT B MPOABIXKEHHE Ha 36 yaca npH
Temrneparypa 25°C, xorato € 3alllUTeH OT CBETJIHHA H Pa3pe/cH N0 ropeonHcalus Ha
5. Hndyznonnara 6yrunka/cak Tpa6Ba 1a BHUMATENHO Aa ¢€ OOBpHE, 3a Aa
pa3peleHHAT pa3TBop, HO aa HE ce pasknaina, 3a ga ce nzberne obpasyBaHeTo H
TpaOBa J1a ce H3MOJI3BA, aKO € MBTEH HIH HMa yratika.




6. HndysnonHara 6yTunka/cak, ChAbPkKAIIA paspeleHHA HHY3HOHEH pa3TBoOp, TpAOBa na ce
NMOCTABH B 3aTBapillla ce Henmpo3payHa TopOuIKa 33 13 ce peAnasu oT CBET/IHHA.

HEH[‘UTBHHE Hd HHQ!BHOHHHH PA3sTBOD

Ho3a Dy1akon OGem na Harpues | Obem CranpaprHa
(mg) Muaxkadyuarun xjaopua (0,9%) (KoOHMEeHTpaLHH) nHPy3un
Tesa 3a HJIH Ha TJII0KO033 H3 pa3TBOpEHHS (no6asena no 100
H3O0I3BAHE (5%), xoiiTo 5a ce | mpax ml)
(mg/paaxon) npuGaABH HA ¢AHNH Kpaiina
(prakon KOHUEHTPAUHA
30 1 x50 5 ml npuba. 5 ml 0,5 mg/ml
(10 mg/ml)
100 1x 100 5 mi npuoa. 5 ml 1,0 mg/ml
(20 mg/ml)
150 1x100+1x 50 5 mi npu6a. 10 ml 1,5 mg/ml
200 2x 100 Sml npuda. 10 m) 2,0 mg/mli

Crnel NpUroTBAHE H pa3peskaHe Pa3TBOPEHT TPAOERA Ie Ce NPUNOKH 4pe3 UHTPaBeHO3Ha nadysus 3a
nepuoa ot oxoio 1 vac,




