JIncToBka: nudopManus 3a noTpeduTes ’Z I 70O J77

Bopnkona3on xamesn 200 mg npax 3a nHQy3uoHen pasTsop,. 29 ‘7‘7/0 3 -12- 2025

Voriconazole hameln 200 mg powder for solution for infusion
BOPHMKOHA30J1 (voriconazole)

[IpoyereTe BHHMATENHO UAJIATA JIHCTOBKA, NPE/H /12 3aN104YHETE /1a NPHeMaTe TOBA JIEKapCTBO,

ThiH KaTo0 T Ch/AbPXa BakHa 3a Bac undopmaumus.

- 3ana3ere Ta3H JUCTOBKA. MOXe /1a C€ HAJIOXKH J1a s MPOYETETE OTHOBO.

- AKO MMaTe HAKAKBH JIOTBJIHUTEIHK BBIIPOCH, NonuTaiTe Bamus nekap, papmaleBT WK
MEIMLIMHCKA CecTpa.

- Tosa nekapcTBO € npeanucaHo Ju4HO Ha Bac. He ro npeorcrenBaiiTe Ha apyru xopa. To Moxe
Jla UM HaBpeIH, HE3aBUCHUMO Y€ IPU3HALMTE HAa TAXHOTO 3a001sBaHe ca ChIUTE KaTto Bammure.

- AKO TIOJIyYUTE HAKAKBH HEXEJIAHH peakluH, yBeaomere Bawus nexkap, papmManesT WIH
MEJIMIIMHCKA cecTpa. ToBa BKIKOYBA H BCHYKH Bb3MOXKHH HEXEJIaHH pPeaKIIMH, HEOIMHCAaHH B
Ta3M JUCTOBKA. BrxTe TOUKa 4.

KakBo chbaABbpiKa Ta3u JIUCTOBKA

1. KakBo npezacrasnsaBa BopHkoHa301 XaMEJIH M 3a KaKBO C€ H3I10JI3Ba

2. KakBo TpsiOBa aa 3Haere, npeau Aa npuemere BopukoHa3osr XxaMelH

3. Kak na u3nonssare BopukoHa30/1 XaMeH

4. Bb3MOXHHM HEXENaHW peakLHH

5 Kak na cbxpansBare BopHKoHa30J1 XxaMeH

6. ChabpKaHHE Ha ONAKOBKaTa U JOIMBIHUTEIHA HHpOpMaLUs

1. Kakspo npeacraBisisa BopHKoHa30/1 XaMeJIH H 32 KaKBO ce H3M0J/13Ba

BopHkoHa301 XaMeJlH ChAbpPkKa AKTUBHOTO BELECTBO BOPUKOHA30)1. BopukoHa30i1 e npoTuBOrsOMYeH
JIEKapCTBEH NMpOoAYKT. TOH JercTBa KaTo YHHIL0KaBa WM CITHpa pacTeXa Ha r'bOMYKUTE, KOUTO
NPUYUHABAT HHDEKIIHH.

To# ce npunara 3a ne4YeHUE HA NMALMEHTH (Bb3PACTHH M JI€Lla HAa Bb3pacT Hall 2 NrOAUHH) C:

® MuBa3zuBHa acnepruiosa (Bua reOMYHa HHQEKLMs, AbJpKalla ce Ha Aspergillus sp.),

® Kanguaemus (apyr Bua reOnuHa nHpekuus, apokama ce Ha Candida sp.) npu
HEHEYTPONEHUYHH IMalUEeHTH (MALMEHTH, IIPH KOUTO He ce HabmronaBa aDHOPMHO ITOHHKEH
Opoi Ha OeTUTE KPBBHH KJIETKH),

& Cepuo3nu uHBa3uBHH HH(pekuMH ¢ Candida sp., Korato reOM4KUTE Ca PE3UCTEHTHU KbM
¢nykoHa3o (Apyr NpOTHBOIbOMYEH JIEKAPCTBEH MPOAYKT),
© Cepuo3Hu rbOMYHH HHOEKUHMH, IPUYUHEHH OT Scedosporium sp. unu Fusarium sp. (1Ba

pa3IHYHH BHJ1a TbOMYKH).

BopHkoHa3011 € npeiHa3HaueH 3a MalMEHTH C BJIOIIABAIlH C€, Bb3MOXKHO KHBOTO3acTpalliaBallly
rbOMYHHU HHPEKIIHH.

[Tpodunakruka Ha reOMYHK HHGEKIIMH NPH MALUEHTH C BUCOK PHUCK, HA KOUTO € TPaHCIUIAaHTUPAH
KOCTEH MO3BK.

Tosa nekapcTBo TpssiOBa a ce npuiara caMmo IoJ JeKapcKH KOHTPOJI.

2. Kakso TpsOBa 1a 3HaeTe, npeaH Aa npuemere BopuKkoHa3oJ xaMeJH

He n3noassaiire Bopukonason xameu:




- AKO CTe alleprMiRy KbM aKTHBHOTO BEILICCTBO BOPHKOHA30M HIH KbM XHAPOKCHITPOITII
Oerapexc (M36poeHH B Touxa 6).

MHoro BaxHO e 1a yBeaomute Bamms sexap win ¢gapMauesT, ako B3IEMaTe B MOMEHTA HIIH CTE
npueMaTi Ipexy TOBa APYTH JeKapCTBa, IOPH H TAaKHBA, KOWTO C€ KymmyBar 0e3 peuenTa Hin
PAaCTHUTE/HH TCKAPCTBEHH NMPOAYKTH.

JlexapcTBaTa, BKJIIOYEHH B CIICABALINA CIMCEK He TpAOBa na Obaar ynorpedsBaHH 110 BpeMe Ha Kypca
Ha nedeHue ¢ bopukoHa3on:

TepdenanuH (H311013Ba € MPH aNEPIrus)

ActeMu3on (M3MmOa3Ba ce [PH anepryg)

[m3anpua (M3n0A3Ba CE MPH CTOMALIHH MPOOIEMH)

[Tumo3na (M3nmon3ea ce 3a JEYESHHE Ha MCHXHYHH 3a00/IABaHNA)

XHHUIHH (M3N0J13Ba CE IPH HEPaBHOMEPHO OMEHE Ka ChPLETO)

WUBabGpaauH (H3M0138a Ce IIPH CHMITTOMH Ha XpPOHHYHA CHpPAEYHA HEAOCTATHYHOCT)
Prébamnuums (13m0/13Ba ce 3a NCUCHHE Ha TyDepKynosa)

Edasupenn (13non3sa ce 3a Jeuenne Ha HIV undekums) B nosuposka ot 400 mg u noseye
BEAHDBA JHEBHO

Kapbamasenus (H3mo/38a ce NpH J€4eHHE Ha MPUNAIbLHK)

Penobapburan (H3MOM3BaA CE MPH TEXKO OE3CHHME Y NMPHNATBLIH)

Epro-aikanouam (Hanp. eproraMyH, JUXHAPOEProTaMyH; H3IOI3BAT C¢ IIPH MUIPEHA)
Cuponumyc (M3110/13Ba € NTPH NAUMEHTH C TPAHCIUIAHTALIHA HA OPTraHH)

PuToHaBHp (M3N013Ba ce 3a neueHHe Ha HIV urgekuns) B 1o3u ot 400 mg u nmoseye apa IMETH
JHEBHO

XKBaT kaHTapHoH (pacTuTenHa qoHaBka)

° Hanokceron (M3ron3Ba ce 3a JIeUeHHe Ha 3aleK, 0CoOOeHO, NMPEAN3BHKAH 0T 60MKOYyCIIOKOSBALLH
JIEKapCTRa, HApeYEHH OMMMOMIN (HAIp. MOpPHH, OKCHKOAOH, (PEHTAHWI, TPaMaao0l, KOJEHH))

. TonsanTaH (M3NOJI3Ba CE 3a JICYECHHE Ha XHIIOHATPHEMMA (HHCKH HHBA HA HATPUH B KPbBTa) HIIH
3a 3abaBgaHe Ha BnoLIaBaHeTO Ha ObOpeuHara dyHKUMA MPH NALKEHTH ¢ NOMHKHCTO3HA
61L0Opeura Gonecr)

. JIypasuaon (M3mon3sa ce 3a JieueHHe Ha ACnpecHs)
. dOuHepeHOH (K3MONM3BA Ce 3a JEUSHUE Ha XpoHHYHO 6p0Opeuno 3abongsane)

. Beneroknakc (M3n0138a ce 3a JIeYeHHE Ha MALHEHTH ¢ XPOHHUHA TUMQOLMTHA JIEBKEMH
(XJIM))

IpeaynpexaeHnn U NPE¢ANA3ZHHE MEPKRA
l'oBopeTe ¢ Bamnsa nekap, ¢papMauesT HKNIH MEIHLIMHCKA CECTpA MPEAH 1a IIPHEMETE bOPHKOHA30, aKo:
. CTE HMalI4 ANepruyHa peakius KpM OPYTH a30J1H.

- CTPAZATE WIH CTE CTPAAAIH OT 4epHOApOOHO 3a0onsBaHe. AKO HMaTe YEPHOAPOOHO
3a0oaBaHe, Baiuar gekap Moxe Ja Bu npeanuiie no-Hucka no3a bopuxonason. Bawuar
JIEKAp ChIIO TaKa TpAOBa JAa npociendansa YepHoapoOHara By PyHKLHA UpPE3 KPBBHH TECTOBE,
HOKATO C€ JieKyBare ¢ bopnkoHa3o.

. Bu € H3BeCTHO, Y€ HMAaTe KapAHOMMONATHA, HEPABHOMEPEH ChpAECUEH PHTHM, 3abaBeH ChbpaeyeH
PHTBM HIIH HApYLISHHA B enexrpokapaudorpamara (EKT'), HapeyeHn ,,CHHAPOM Ha YObIDKEHHA
QTc-nuTepBan’.

TpsabBa na u3bAreare BCAKAKBA CITBHUEBA CBETVIMHA M M3J1araHe Ha CIIbHLE MO BpEME Ha JICUEHHETO.
BaxxHo € Ja MOKpHBAaTe YacTHTE OT KOXKATa, KOHUTO Ca HUIOKEHH Ha CIIBPHYCBA CBECTVIHHA H 13

M3M0JI3BaTe CITBHIE3AIMTHH NMPOAYKTH ¢ BHCOK CBHIE3aUHTEH ¢paxrop (SPF), Thi karo
JYBCTBHTE/IHOCTTA Ha KOXKATa KbM CIbHYEBUTE Y B ITpun MOXKe 3 ¢€ MOBHIIH. T MOX
NOITBJIHHTEAHO fa C¢ 3aCH/IM OT APYTH JICKAPCTBA, KOXUTO NOBHILABAT YYBCTBHTEIHOC
KbM CITLHYEBA CBETIIHHA, KATO MeTOoTpeKcar. Te3u npeanasHi MEPKH BaXar CbLIO H

JlokaTo ce seKyBare ¢ bopukoHazon:




o Kaxere He3abaBHO Ha Bammns sexap, ako Mnoiay4yHre:
O CIITBHYEBO H3TapsHE;
O TEXbK KOXEH OOpHB HIIH MEXYPH
o 0oJIKa B XOCTHTE.

AKO pa3BHeTe KOHH HapyILIEeHUs KaTo ropeonucanyTe, Bauuar nexkap Moxe 12 Bu HacoY# KbM
JEpMATOsIOT, KOHTO ClIel] KOHCYATalMa MOXE [1a IPELEHH, Y€ € BaKHO Ja Bu npernexpaar peaoBHO.
ChlIeCcTBYBa MAIIKa BEPOATHOCT NMPH ABITOCPOYHATA ynoTpeba Ha bOPHKOHA301 1A C€ pa3BHE KOXKEH
pakK.

AKO pa3BHeTe NPH3HALM Ha HagOBLOpeUHa HEAOCTATEYHOCT — CHCTOSIHHE, ITPH KOETO Haa0bLOpeuHHTE
*JIE3H HE TIPOM3BEXKIAT NOCTAaThIHO KOIHYECTBO OT OMPEAEICHH CTEPOUIHH XOPMOHH, KaTO KOPTH301,
KOETO MOXe J1a IOBeJe 10 CHMITTOMH, KATO: XpOHHYHA WIH IPOABJDKHTE/IHA YMOPa, MYCKYIIHA
cnabocT, 3ary0a Ha aneTHT, 3aryba Ha Terno, kopeMHa 6onka, kaxere Ha Bamind nexap.

AKO pa3BHETE IPH3HALUM Ha CHHAPOM Ha KylMHT, ripH KOHTO OpraHM3MBT ITPOH3BEXIA MPEKAICHO
MHOTO OT XOPMOHA KOPTH30J1, KOETO MOXE Ja JOBEAE A0 CHMITTOMH, Karo. HaJJaBaHe Ha Tero, MacTHa
repOHIIa MEXIY paMeHeTe, 3a00/1eHOo JHIle, MOTLMHABAHE HA KOXKaTa Ha cToMaxa, beapara, rbpauTe U
pbLETe, H3THHABAHE Ha KOMXKATa, 1ECHO KPhBOHACAJaHe, MOBHIUEHA KPbBHA 3aXap, MPEKOMEPHO
OKOCMABAaHE, MPEKOMEPHO M3MOTABaHE, MO, HHOpMUpaiTe Bammusa nekap.

BamuaT nexap tpabGBa ga npocnenssa GyHKUMOHHpAaHeTo Ha uepHua Bu apod u OnOpennTe upes
KPBBHH TECTOBE.

Jlena H OHOIN M
Bopuxkora3on xaMenH He TpabBa Aa ce npuiara Ha AeLa Ha Bb3pacT 1o 2 FTOAHHH.

Apyrn nexapcersa H BopHKoHa30/1 XaMelH
Tpabsa na kaxere Ha Bauua nekap HnH ¢apMaLeBT, aKo IIPHEMATE, HACKOPO CTE MPHUEMAITH HITH €
BBL3MOKHO [a [IPHEMETE APYTH JIEKapCTBa, BKIIOUWTENHO H TAKHBA, OTITYCKAaHH 6¢3 pelenra.

HsixoH JiekapcTBa, PHETH 10 €AHO H CBIUO BpeMe ¢ bOPHKOHA30J1, MOTaT J1a NOBIHAAT HA JEHCTBHETO
Ha bOPHKOHA30J WIH bOPHKOHA301 MOXE [1a TIOBJIHAE Ha TAXHOTO JCHCTBHE.

Tpabea na kaxere Ha Bamvsa nexap, ako IPHEMATE KOETO H 1a € OT CJIEIHHTE JIEKAPCTBA, ThH KaTo
neuenye ¢ bopHkoHa30J Mo ¢hLIOTO BpeMe TpAOBa a ce M301I'Ba, AKO TOBA € Bb3MOXKHO!
. Puronasnp (u3nonssa ce 3a geueHne Ha HIV nudexkuns ) B 1034 ot 100 mg nBa msTH AHEBHO

. ['macaern0 (M3M013BaH 33 JIEUCHHE HA paK) — ako e HeoOX0AUMO 12 H3NO03BATE ABETE
NexapcTBa, BaniuaT nekap e npocneassa yecTo Banus chpaeyeH pHTHM

TpsbBa Aa kaxere Ha Baumnisa nekap, ako MpHeMaTe KOETO U J1a € OT CISAHHTE JISKAPCTBa, ThH KaTo
neyeHHne ¢ bopHKOHA30M 1O CHILOTO BpeMe TpabBa na ce n3bAarea, ako ToBa € Bb3MOXKHO H MOXKE Jia ce
HAJTOKY afanTHPAHE Ha A03aTa H3 BOPHKOHA30M:

° PudabyTuH (M3n0/13B4a Ce 3a JedeHHe Ha TyOepKyno3a). AKO BEYE ce JieKyBare ¢ pudadyTHH, mie
Obae HeoOX0ANMO J1a Ce NPOCiieABaT BaluuTe KPBBHH NOKA3aTe/IH U HEXEIAHH PEaKLMH KbM
pudabyTHH.

. deHHTOHH (H3N0/13Ba CE 33 ICUECHHE Ha SMTHICNCUA). AKO BEYE CE JIEKYBATE ¢ (PEHUTOHH, 1O
BpeME Ha JIeueHHETO ¢ bOPUKOHA301 111€ € HEOOXOOUMO NPOCICAsABaHE Ha KOHLUEHTPALUATA Ha
¢¢HHTOHH B XPBEBTA BH H MOXXe a ce HAIOXKH KOpPEKLHA Ha J03aTa.

Tpabsa na kaxere Ha Balua nekap, ako [pHEMare KOETO H 1a € OT CJICAHUTE JIEKapCTBa, Th

MOXeE J1a C€ HAJIOXKH KOPEKLHA Ha J103aTa WIH MpocleasBaHe ¢ LeJ NpoBeEpKa Nany reka

bOpHKOHA30J1 BCE OLUE HMAT JKENAaHHS S(PEKT:

. BapdapHH ¥ ApyTH aHTHKOArynaHTH (Hanp. PeHNpOKYMOH, allCHOKYMAapoJ1; U3
330aBAHE HA ChCUPBAHETO HA KPLBTA)

o HuxwrocnopuH (M3M0/13Ba C€ NPH MALMEHTH ¢ TPAHCIUIAHTALUA HA OPTaHH)




Takponumyc (M3M0/13Ba Ce TPH TAUMEHTH C TPAHCIUIAHTALNA Ha OPTaHH)

Cyndanunypeitnu cpeactsa (Hamp. TonbyraMu, IMHUNK3KHA M IMHOYpHA) (M3NON38AT Ce MPH

nHaber)

Ctatisu (Hanp. aTOpBacTarH, CHMBACTATHH) (M3T103BaT CE 32 NOHH)KABAHE Ha XOJNECTEPONA)

Bensoanasenuny (Hamp. MHAA30IaM, TPHa3oJlaM) (H3MON3BAT Ce IPH TEXKKO OE3CHHHE H CTPEC)

Omenpa3son (13110/13Ba ce 3a JICYCHHE Ha A3Ba)

[TepopanHH KOHTPAUECIITHRH {AKO MpHUeMaTe bOPHKOHA30/, AOKATO H3ION3BaTe NeEpopaiHu

KOHTPALICIITHBH, MOXKe [1a HMaTe He)XXeJIaHH peaKUHH KaTo rajeHe H MEHCTPYAITHH HapyIeHNs)

BHnka ankanouad (Hanp. BAHKPHCTHH H BHHONACTHH) (H3MO3BaT Ce NpH JIEYEHHE Ha paxK)

° Muxuburopy Ha THPO3HH KHHA3a (Hamp. akCHTHHHO, 6ocyTHHHO, Kab03aHTHHHO, LIEpHTHHHO,
KoOuMeTHHHO, Tabpadennt, nazarHHRO, HLIOTHHHO, CyHHTHHUO, HOPYTHHHO, pHbOLMKUTHO)
(M3N0/I3BaHY 34 JICUEHHE HA PaK)

TpeTHHOMH (M3M0/I3BaH 34 JIEYEHHE HA JICBKEMHUA)
Huauuasup u apyru HIV nporeasun naxnburopw (M3nom3ear ce 3a neyernde Ha HIV
HUHPEeK1 )

° Henykneosuauu uuxuburopy Ha oOparHara TpaHckpuirrasa (Hanp. egasupeHLl, JeJaBHPAHH,
HeBUpaNKH) (M3M0N3Bar ce 3a neveHne Ha HIV undekims) (Haxou no3u epasupent HE Morar
14 Ce [IPHNarar eJHOBPEMEHHO ¢ bopHKORa301)

MeTanoH (M3Mon3Ba ce 3a JJeUeHHE Ha MPHCTPAacTABAHE KbM XCPOMH)
AndeHTaHnw H QEHTAHWI U IPYTH KPaTKoAEHCTRAIIIH ONMATH KaTo CY(PEHTaHHU
(006e360naBaNH, M3MON3BAHN B XUPYPTHYHH NIPOLIETYPH)

* OKCHKONOH H IPYTH ObJNOAEHCTBAIIM ONHATH KATO XUIAPOKOAOH (M3MTON3BaH IIPH YMEPEHA 10
CHIIHa D01Ka)

o HecTepouauy MpOTHBOBL3NAJIHTENHH cpeAcTBa (Hanp. HOynpoder, Auknodenak) (M3noa3Bar ce
34 JieueHHe Ha O0NKa H Bh3IaJICHHE)

MdirykoHa30 (IpUaaraH NpH r-OHYHH HHPEKLIHH)
EseponuMyc (fpHiarad npu nedeHue Ha pak Ha 6p6penTe B HanpeHan craani H Npy
NAlMEHTH ¢ TPAHCIUIAHTALHH)

. JlerepMoBHp (TIpHJIaraH 3a NpeAOTBpaTABaHE Ha 3abonABaHe, IPHYHHEHO OT LIHTOMETAJIOBHPYC
(CMV) cnen TpaHCIUIAHTALMA HA KOCTEH MO3LK)

° HBakadTop (M3M0a3Ba Ce 3a j1edeHne Ha KucTo3Ha ¢udposa)

. dnyknokcauuanH (AHTHOHOTHK, H3MON3BAH 34 JieyeHHe Ha fakTepHaTHU UHPCKIHMH)

BpeMeHHOCT H KbpMeHe
AKxo cte OpeMeHHa W KbDMHTE, CMATATE, Y€ MOXKE Ja cT¢ OpeMEHHA UITH TUTaHHpaTe OpeMEeHHOCT,
nocLBeTRaiiTe ce ¢ Banmma nexap K gapMalesT NpeaH ynorpebara Ha TOBA IEKAPCTBO.

BopHkonazon xamenH He TpadBa Aa 6bae npunarad no BpeMe Ha OPEMEHHOCT OCBEH MO JIEKapCKO
npeanucanye. [IpH xeHn B qeTeponHa Bb3pacT ce MpenopbuBa ynorpeba Ha eEKTHBHH
NPOTHBO3a4aTh9HH cpeacTBa. CBBpXeTe ce He3abaBHO ¢ Bawws nekap, ako 3a0peMeneeTe 1o speMe
Ha neyeHne ¢ BopukoHa3zon xaMenH,

[lodupane u pabora ¢ MamIHHA

BopHKoHa30/1 XaMelH MOXKE a NMPEAM3BHKA 3aMBITIEHO BHKIAHE HIH HEITPHATHA YYBCTBHTEIIHOCT KbM
CBETNIHHA. AKO HMATe TaKHBa NPOsABH, He WodypaiTe WK HE paboTeTe C HHCTPYMEHTH HITH MALHHH.
TpabBa na xaxkere Ha Bawma nekap, ako MOJYUMTe TaKHBA OILUTAKBAHHA.

BopHKOHA301 XAMETH CHABPXKA HATPHH
Tosa nekapcTBo chaALPXka 88,74 mg Hartphit (OCHOBHA CBCTaBKa Ha rOTBapCKarTa/TpanesHaTa coj) 3a
¢nakoH. ToBa KOJIUYECTBO € eKBHBAJICHTHO Ha 4,44 % OT NpenopbLYHTEIHHS MAKCHMAJIEH JTHEB
XpaHUTENEH IIPUEM Ha HAaTPHi# 3a BBE3PAacTEH.

ToBopere ¢ Bauma nexkap uiu dapMalerT, ako HMaTe HyXaa oT 5 wiu noseyde ¢ur
NPOaBIDKUTENICH MTEPUOA OT BpeMe, 0cobeHO ako cTe OHIH NMOCHBETBAHH Ja CJIEH
CLOBPAKAHUE HA COMN (HATPHI).




BopHuxoHAa301 XaMeJH ChAbPa XHAPOKCHIIpONHA beTaaexc

Tosa nekapcTso cbabpxa 2 400 mg UKIOZEKCTPHHY BbB BCEKH (UIaKOH, KOMTO Ca €KBHBAJICHTHH Ha
120 mg/ml npu pasrBapaHe 3a nomy4dasane Ha 20 ml GucTLp KOHLIEHTpAT.

Axo nmare 06peuno 3abonapane, ropopere ¢ Baumg nexap nmpeau Aa NpHEMETE TOBA JIEKapCTBO.

3. Kak aa s3noassare BopHKoHAa30J XaMelH

BuHary npueMaiiTe ToBa JeKapcTBO TOYHO KaKTo BH € kazan Bammsar nekap. AKO HE CTE€ CUTYPHH B
HeIo, NONUTaiTe Ballug nexap.

Bauuar nexap uie onpeaend Baniara 103a B 3aBUCHMOCT OT TEJIECHOTO TEMNIO H BUAA HA HHPEKIIHATA,
KOATO HMATe.

BauinAT nexap MoxXe Aa ajarrrdpa ao3ara By B 3asucuMocT o1 Bamero CrCTOSHHE.

[IpenopbuHTENHATA 1033 DPH Bh3PacTHH (BKIIOUHTEIHO NallHEHTU B CTAPYECKA Bb3PACT) € CIICIHATA:

HHTpAaBEHO3HO

Jlo3a 32 mupBHTE 24 uaca

(HaTOBapBAILA A03a) 6 mg/kg Ha 12 gaca 3a mppBUTE 24 Yaca

Ho3a caen nbpeuTe 24 uaca

4 m
(nopampaKkaila 103a) g/kg 1Ba ITbTH JHEBHO

B 3aBHCHMOCT OT Bamus OTrOBOP HA JICICHUETO, JICKApAT BH MOXE 1a NOHIKH JTHEBHATA 034 10 3
mg/kg IBa ITTH AHEBHO.

JlexapAT MOXe Aa peiiu 13 MOHWXKH [03aTa, aK0 HMaTe eKa N0 YMEPEHa LIMpo3a.

Ynorpeba npH aeua v :0HOIIK
[TpenopbunTENnHaTa 1034 ITPU JI€1a U IOHOLIH € CIENHATA!

HHTpaBeHO3HO IPHIONKEHHE
Jleua Ha BB3pacT oT 2 1o nox 12 | FOHowwM Ha BB3pact oT 12 no 14
NOJMHH ¥ IOHOIH Ha BB3pacT OT | roauHM ¢ Termto 50 kg wim noseye;
12 no 14 rogueHU, ¢ TEMNO NTOX BCHYKH IOHOIIIH Ha Bb3pacT Haj 14
50 kg roAHHU

Jo3a 3a mepBrTe 24 vaca | 9 mg/kg na 12 yaca npe3s 6 mg/kg Ha 12 yaca nmpe3 MLPBUTE

(HaroBapsBaila g03a) nepeuTe 24 yaca 24 qaca

Jo3a ¢cieq mepBUTE

24 qaca (nopabpXxaiia 8 mg/kg nBa TbTH AHEBHO 4 mg/kg nABa ITbTH AHEBHO

a03a)

B 3aBMCHMOCT OT Ballius 0TrOBOpP Ha JICYCHHUETO, 1eKapAT BH MoXe Aa NOBUIUY WIIH NO
J03a.




BopukoHa30/1 xaMenH npax 3a HH$Y3HOHEH pa3TBop mie Obae pasTBOPEH M paspelieH 10 HeobxoauMmara
KOHLICHTpalug oT Bamug GonHudeH apManeBT WIH MEJHIIMHCKA CecTpa. (Brkre B xpas Ha Ta3H
JIMCTOBKA 33 JOITBJIHHTEIHA HHPOpMaLHs)

[IpuroTBeHOTO KONMHYECTBO e Bu 6b1€ NpHIOkKEHO Ype3 HHTPABCHO3HA HH(Y3HA (BbB BEHA) C
MakcHMaltHa ckopocT 3 mg/kg Ha yac B paMkuTe Ha | no 3 yaca.

Axo Bue wiv Bawero nere npuemare BopukoHnason xaMmenH 3a npounakTuka Ha rbOHuHa UHPEKIIHS,
BaurusT nexap Moxe ga cnpe aa Bu nasa BopukoHason xamenn, B ciydaid ue Bue unu Bamero nere
Pa3BHETE CBLP3aHH C JIEIEHHETO HEXETIaHH PEaKLIMH.

AKo e nponycHaTa 1033 Bopaxona3oa xaMejIH

T3ii kato Bue e noay4apare 1eKapcTBOTO MO MEAMHMHCKH KOHTPON, BEPOATHOCTTA 33 MPOITYCKaHE
Ha Z03a e Manka. Bee nak, kaxere Ha Bamus sexap MM ¢papMaleBT, aKO MHCIIHTE, Ye ollpelieNieHa
no3a € Ouna npoIycHara.

AKO cTe crnipenn npneMa Ha BopHkoRa3o.1 xaMeJlH

Jleuennero ¢ BopuxoHa3on XxaMelH me Obae ¢ NPOABKUTENIHOCT, ONpenicneHa oT Bamua nekap, Ho
NMPOABDKHTENIHOCTTA Ha eueHue ¢ BoprkoHa3on xaMenH rpax 3a MHQY3MOHEH pasTBOp He TpabBa na
HaJBHIIABA 6 MEcela.

[TanuenTH ¢ oTcnabeHa HMYHHA CHCTEMA MIIH T€3H C TPYAHO JIEYHMH HHAEKIIMM MOTAT Ja C€ HYXKIaAT
OT MPOXBL/DKHTENHO IEYeHHE 32 NPEAOTBPATABAHE HA Bb3BPBLIAHETO HA HHpeKIHATa. BB3MOXHO e,
clen Karto chCTosHHETO BH ce moaobpu, uuTpapeHo3HaTa nudy3us 1a 6n1¢ 3aMeHeHa ¢ IIpUeEM Ha
TadIeTKH.

Axo negeHdero ¢ Bopukonason xamenH 6bae cnpaso ot Bamus nexap, Bre HaAMa Na yceTUTe HAKAKBH
edexTH.

AKO MMaTe HAKAKBH JOITLHHTEIHH BRIPOCH, CERbP3aHH C yrioTpedara Ha TOBa JIEKAPCTBO, MOMUTANTE
Bamusa nekap, papMauerT WM MEIHLIMHCKA CECTPa.

4. Bb3IMOXKHH HEKEIAHH PEaKIHH

KakTo BCHUKH 1€KapCTBa, TOBa JIEKAPCTBO MOXKE Aa NMPEAH3BHKA HEXKEJaHH PEaKLINY, BHIIPEKH 9€ HE
BCEKH I'M FIOJTy4aRa.

AKo 3001110 ce MOABAT HeXKeNJaHH PEAKIMK, Hal-BEPOATHO € Te 1a ObJaT HE3HAUMTENIHH W BPEMEHHH.
Hakon ot 14X, 00aue, Morar Aa ObAaT CEpHO3HH H Aa H3HCKBAT MEAMLUHHCKH IPHXH.

CepHo3til HekeJlaHH peaKuHH — cnpeTe npHeMa Ha Bopukonazon xaMeJH B ne3aéaBHo
MOTHPCETE JeKap

- Ob6pus

- JKBnreHnua;, npoMeHH B KPhBHHTE TECTOBE Ha YepHOoApoOHarTa GyHKLUMA

- Br3naneHde Ha maHKpeaca, KOET0 MPHYMHABA CHAHA 60lka B kopeMa H repba

ApyrH HeXKeTaHH PeaKIiuH

MHOTO YeCcTH: MOraT Aa 3acerHar nmoseue ot 1 Ha 10 gymwu

- 3pUTEnHH yBpexaaHua (MPOMEHH B 3pEHUCTO, BKIIIOYBALH 3aMBITIEHO 3PEHHE, IIPOMEHH B
IIBETHOTO 3peHHe, HeoOHJaiHa HEMOHOCHMOCT KbM BH3YalTHOTO Bb3ITpHEMaHe
LBETHA CIIENOTA, YBPEKIAHE Ha OKOTO, BHXKIAHE HAa OPEOJIH OKOJIO CBETIHHH
HOIL[HA CIIETTOTA, JIIoJIeeiM ce oOpa3n, BHXKAaHE Ha MTpOONACHIH, 3pHTEIHA
3PUTENIHA OCTPOTA, BHXKAAHE C NOBHILEHA SPKOCT Ha 00pa3uTe, 3aryba Ha
3PHTETHO NOJNE, BIXKAAHE Ha [IETHA MPEJ OUHUTE)

- Tpecka




O6pus

I"'aneHe, noBpelllane, AHapus
I'naBobonne

OTol¥ 10 KpaiHULKTE
bonku B cToMaxa

3aTpyAHEHO AMHIAHE
[TosHeHH YyepHOAPOOHH CHIUMH

YectH: Morar ga 3acersar 10 1 Ha 10 xyms

Bninanenue Ha CHHYCHTE, Bb3NAJICHHE Ha BEHIIUTE, BTpUCaHE, cnabocCT

Hucbk Opoii (BKIIOYHTETHO TEXKH CIIy4aHn) Ha YePBEHHTE (MMOHAKOra CBbP3aHH ¢ HMYHHH
MEXaHH3IMH) WK Ha OefuTe KPhBHH KJIETKH (MIOHAKOra C MOBHINEHA TEMIIEpaTypa); HUChK
Opoii Ha TpoMOOLIMTHTE (KIIETKH, KOHTO MOMAraT Ha KPbBTa J1a C€ ChCHPH)

Hucxa xpbBHa 3aXap, HHCKO HHBO Ha KalnMil B KPbBTa, HHCKO HHBO Ha HAaTPHH B KPBHBTA
BesnokoiicTBo, nenpecus, ofBpKaHOCT, Bb30yaa, HecrocobHOCT Aa 3acuuTe (6e3chHHE),
XaIIOLHHALIHH

I"bpuoBE, TpEnepeHe WK HEKOHTPOIHPAHH MYCKYJTHH IBHXKEHHS, HITPBLNBAHE WIK HEOOH4aHHH
YCCILIAHMA T10 KOXKAaTa, NOBUILICH MYCKYJIEH TOHYC, CHHIIMBOCT, 3aMasHOCT

KpbBOH3NIHBE B OUHTE

[IpobneMH ChC CHPACYHHUS PHTBM, BKIIIOYHTEITHO MHOIO 3a0bp3aH ChpACUYEH PUTBM, MHOTO
3a0aBeH CHpICYCH PHTHM, NPUITATBIH

Hucko KpBBHO HAJIATaHe, Bh3MalICHHE Ha BEHHTE (KoeTo MOXE Ja Obae cBbp3aHO ¢ 00pasyRaHe
Ha KPHBEH ChCHPEK)

OCTpo HACTBIIMNO 3aTPYAHEHO AHINaHe, 6oka B rbpAMTE, MOAYBAaHE Ha JIMLETO (YCTaTa,
YCTHHTE H OKOJIO OYHTE), 33APBXKKA HA TEHHOCT B GenuTe ApodoBe

3anek, 10110 XpaHOCMHJIAHE, Bh3NAJICHHE HA YCTHHTE

JKBIITeHHLA, Bh3MalieHHe Ha YepHHs 1pobd H uepHOApoOHO yBpeXaaHe

KoxuH 0OpHBH, KOHTO MOTAT Ia IOBEAAT 0 TEKKO CCTOAHHE ¢ 00pa3lyBaHe Ha MEXYPH H
NOIIEHE HA KOXKATa, KOETO C€ XapaKTepH3Hpa ¢ IUIOCHK, YEPBEH YJACTHK Ha KOXKara, IIOKPHT C

MaJIKH, CIMBAIIH CE €Ha C ApYra MOXYTHHH, 3a4¢PBABAHEC HAa KOXKaTa
Corpbex

OnapaHe Ha Kocara

bonka B repba

brbpeuna HEROCTATHYHOCT, KPbB B YPHHATA, IPOMEHH B TECTOBRE 32 ObOpeyHara GpyHKUMA
CIBHYEBO H3rapsHE WIH TEKKAa KOKHA PeaKliMs CeA U3JaraHe Ha CBETIHHA WIH Ha CIBLHIIE
Pak Ha xoxara

Heuectn: Morat Aa 3acersar ao 1 na 100 gy

[pynonoaobuy cHMMNTOMM, ApasHEHE H BBINAJICHHE HA CTOMALIIHO-UPEBHHA TPAKT, Bh3NaJICHHE
Ha CTOMANIHO-9YPEBHHA TPAKT, NPHYHHABAILIO CBbP3aHa ¢ AHTHOHOTHYHOTO JICUCHHE QHADHA,
Bb3NAJICHHUE HA JUMQHHTE CHAOBE

Bp3naneHne Ha ThbHKATa ThHKaH, KOSTO 00BHBA KOPEMHATA CTEHA K TOKPHBA KOPEMHHTE OPraHH
VYBenu4yeHR MUMQHM XJ1e3H (NTOHAKOra 00Ne3HEHH ), KOCTHOMO3bYHA HENOCTATHYHOCT, MOBHILICH
Opoii eo3nHODUIH

ITotucHara dyHKIHA Ha HAnOBOpeYHaTa *ke3a, HaManeHa QYHKIHA Ha ILUTOBHAHATA XU1€3a
[TpomeneHa Mo3buHa PyHkuMA, [lapkHHCOH-TOZOOHH CHMITTOMH, YBPEXAAHE Ha HEPBH, KOETO
BOIH 10 H3TpBIIBaHe, OONKH, MpaByukaHe (ycetaHe 3a 60o1kaHe OT UTMIHYKH) HIIH NIAPEHE B
ANIAHHTE HJIH CTHNANATA

[Tpobnemu ¢ paBHOBECHETO HIIH KOOPAHHALIMATA

OTOK Ha MO3BKa

JIBoiiHO 3peHHe, cepuo3HM 3a00N9BaHNA HA OMHTE, KOMTO BKIIOUBAT: HOJIKA
OYHTE H KIernauynTe, HeoOHMYaiHHH JIBHXECHUS Ha OYHUTE, YBPEXKIaHE HA 3PH
BOAH OO HAPYLICHO 3PEHHE, OTOK Ha 3PHUTEIHUA AUCK

HamaneHa 4yBCTBHTENHOCT KbM AOMUP

H3BpateH BKyC




- 3aTpyaHeHO YYBaHE, 3BLHECHE B YIIUTE, CBETOBBPTEK

- Br3naneHye Ha HAKOH BHTPEMIHH OPraHH — MAHKpeac ¥ ABaHAHCETONPBCTHHK, OTOK H
BB3IIAJICHUE HA €3HKA

- YBemueH depeH Apo0, yepHoapoOHa HeJOCTATBYHOCT, 3abonaBane Ha HTHYHHA MeXYDP, KAMBHH
B AUTbYHHA MEXYD

= Br3nanenue Ha CTaBUTE, Bh3MAJEHHUE HA BEHUTE 0 KOKHATa MOBBPXHOCT (KOETO MOXKE 13 €
CBBP3aHO ¢ 00pa3yBaHETO HAa KPbBEH ChCHPEK)

- Bnananeune Ha On6penmre, 6enTHK B ypHHarta, 6506peuno yBpexaaHe

- CHNHO ycKOpeHa ChpPAECTHA JEHHOCT WIH NMPECcKayaHe Ha ChPLETO, OHAKOra ¢ HEPHTMUYHH
EICKTPUYECKH HMITYJICH

- OtxioHenHe B enekrpokapauorpamara (EKI)

- [loBHLICH XOnecTepoa B KpbRTA, NTOBHILIEHA YPEd B KPhBTA

- AJIEpru4yHM KOXCHH peakUMH (B HAKOU CITYYaH TEXKKH), BKIIIOYHTENHO JKHBOTO3aCTpaLIaBallo
KOXHO 3a00J/9BaHe, KOeTO NPHUHHABA OONE3HEHH MEXYPH U JIE3HH 10 KOXKAaTA H JIMTaBULIMTE,
oco0eHO B yCTaTa,; Bb3NAJICHHE HA KOXKATA, KOMMPHBHA TPECKa; 3aYE€pBABaHE U ApasHEHE Ha
KOXKaTa, MPOMAHA Ha I[BETAa Ha KOXATa 0 YEPBREHO HIIM ITYPITYPHO, KOETO MOXKE Aa € IIPHYHHEHO
OT HUCBK Opoit TpoMOOLIMTH; eKk3eMa

- Peakuy# Ha MACTOTO Ha HH(Y3UATA

= AJIeprudHa peakiiusa KM 3aCWIeH HMYHEH OTTOBOP

- Bon3naneHne Ha 0OBMBKATa HA KOCTTA

Peaxu: morar ga 3aceruar ao 1 Ha 1 000 xymm

- CBpBbXaKTMBHA HIHTOBHAHA XJI€34

- VBpexaaHe Ha MO3BYHATa (PYHKIHA, KOETO € CEPHO3HO YCNIOKHEHHE Ha YEPHOAPOOHO
3abonsgeate

— 3aryba Ha NOBEYETO OT BIAKHATA Ha 3PUTEITHHA HEPB, NIOMBTHABAHE Ha POrOBHIATA, HEBOJIEBO
IABHXKCHHE HA OKOTO

- byno3Ha YyBCTBHTETHOCT KbM CBETIIHHA

= Hapynienne, npu KoeTo HMYHHaTa CHCTEMA Ha OpraHH3Ma aTaKyBa 4acTH OT NepH¢pepHara
HEpPBHA CHCTEMA

- [TpobneMH cBC CHpIOEUHUA PUTHBM WIH NPOBOAMMOCTTA HA CBPLETO (ITOHAKOTa
’KMBOTO3aCTPAalIaBALIH)

~ JKHBOTO3acTpaluapaia aJeprudHa peakLms

- Hapynierue Ha cucTemara Ha KpbBOCHECHPBAHE

- AJIepridHH KOKHHM PEaKIIMM (TIOHAKOTra TEXXKH), BRIKOYBAIIH Obp30 nnoaAyBaHe (OTOK) Ha
AepMara {eAMH OT CIOEeBEeTe Ha KoyKaTa), NMOAKOKHATa ThKaH, IMTABHIIHTE U NNOUTUIraBHYHHTE
ThKaHH, CHpOAILM WK GoNne3HeHH YHMaCcThIM ChC 3aaeOeNneHa, 3a4€pPBEeHa K0XKa Che cpeOpUCTH
KOXKHM JIIOCIH; APAa3HeHEe HA KOXATa H JIMTaBHLUMTE; XKHBOTO3aCcTPaIaBalIo KOXHO 3a00msaBaHe,
KOETO NMPHYHHABA OTJICMIBAHE HAa I'ONIEMH YHMAaCThLH OT ENHISPMACA — HaH-BBHIIHHA KOXKEH CIIOH
— OT JISXKALIMTE 101 HETO CIIOEBE HA KOXKaTa

- MaJnku, CyxH, JIOCIECTH YYacThLHM 10 KOXKATA, NOHAKOra yaebeneHH ¢ UNoBe KM ,,poruera™

Hexenauu PE€AKIIHH C HCH3BCCTHA HCCTOTA.,
- HYHH‘IKH H IIH'MECHTHH TICTHA

JIpyTH 3HaUMTEIIHH HEXKENAaHH PEaKLMH, YUATO YECTOTa € HCH3BECTHA, HO TpsbBa /1a ce crod1IiaBar Ha

Bamus nexap He3abaBHo:
- 3aucpBeHH, MOWEIH C€ NEeTHA WIM MHINEHOBHIHH KOXHH H3IMEHECHHA, KOUTO MOXE a ca

CHMIITOM Ha ABTOKMYHHO 3a00/1ABaHe, KOETO C€ HapH4a KOXKEH JTYNYC EPHTEMATOIEC

MOXe€ Aa cnpe HHPY3HATA, aKO TOBA CE CITYYH.

Tnit karo e n3BecTHO, ye BoprkoHa3oa XxaMeny 3acara yepHHs Apod u Oubpeuye, E
TpabBa 1a npocnean ¢pyHkLUsgTa Ha Bamus uyepen apob u 6n0peunTe 4pes KpbBHH




Mons, undopMupaiite Bamms nekap, axo uMare 60JIKH B CTOMaxa WM H3NpaxHeHUATa Bu ca ¢
[MPOMEHEHA KOHCHCTEHIIHA.

Crobiuasa ce 3a paK Ha KOXaTa MTpH MaLlMeHTH, IeKyBaHH ¢ BopHKOHa30)1 XaMelTH 338 AbATH NEPHOIH
OT BpEME.

CirbHYEBO H3rapAaHe WM TEXKH KOXXHH PEaKLMH CNell H3/araHe Ha CBETIHHA WIH CITBHLE ¢a
MpOABABAHH MO-4€CTO NMpH Aeua. Ako Bue win Baweto nerte passHere KOKHH HapyLeHHs, Bamipar
nekap Moxe aAa Bu HacouM KbM AepMaTOION, KOHTO Cllea KOHCYITalMs MOXE [a peuny, e 3a Bac nay
BailieTo AeTe € OT roAsaMo 3HadeHHe aa OpaeTe IpernekJaiy peaosHo. IlopHmenusTa Ha
4epHOAPOOHHTE EH3UMH ChIO ce HabmoAaBaT no-4eCTo NpH A€La.

AKXO HSKOA OT Te3H HexeNaHH peaklHH Mpoab/hkaBa WiH Bu 6e3nokon, kaxere Ha Bamnius nexap.

ChobiaBane HA HEXKEIAHH PEAKIHH
AKO NOJTYYHTE HAIKAKBH HEXeNaHH JIEKAPCTBEHH peakuny, yeeaomere Bammd nexap, papmanesT WiH
MEQMUHHCKA CecTpa. ToBa BKIIOYRA BCUYKH Bh3MOXXHHM HEOMHCAHH B Ta3H JTHCTOBKA HEXEJIaHH

peakuuu. MoxeTe ChIIO Aa CHLOOIIMTE HEXKENAHH PEAKIIMH AHPEKTHO Ypes:

H3meinHHTENHA ar¢HLHA O JIEKapCTBara
yi. ,,JlamsaH I'pyes* Ne 8
1303 Codus

Ten.: +359 2 8903417
yeGcaiiT: www.bda.bg

Karo cro0niaBare HexXeJlaHH peaklHH, MOKETE Ja RaZieTe CBOA [IPUHOC 33 NMOJYyYaBaHE Ha NIOBEYE
HHpOpMALIMA OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak aa chxpanasare Bopukonasos xaMenn

Jla ¢ce cbXpaHABa HA MACTO, HEAOCTHITHO 3a Jella.

He nsnonspaiite TOBa J1EKapCTBO Clied CpoKa Ha NOJHOCT, 0TOENA3aH BbPXY €THKera cnel ,,l'onen 1o™.
CpOKBT Ha rOJTHOCT OTTORapA Ha MOCAEAHHA OEH OT NOCOYCHHA MECEI.

HeoTBOpEH ¢IaKoH

Tosa JICKAPCTRO HEC H3HCKBA CNICUHANHH YCIOBHA 34 ChXpAaHCHHE ITPEAH OTBApAHC.

Pa3TBOpEH M pa3peleH MPOAYKT

Hoka3zaHa € XHMHYeCKa H (pH3ndecKa cTabHUIHOCT no BpeMe Ha yrioTpeba 3a 72 vaca npu 25 °C u npH
2°C~8C.

Ot MUKpOOMONIOrHYHA IMEIHA TOYKA MPOAYKTHT TpAOBa Ja ce u3non3ea HezabaBHoO. Ako He ce
M3II0JI3Ba BEHAra, BPEMETO M YCIIOBMATA HAa ChXPaHEHHE NpeaH ynorpeda ca OTTOBOPHOCT Ha
norpeburens 1 OOHKHOBEHO He TpaOBa Ja HAIXBBPIAT 24 yaca npu 2 °C — 8 C (B X1aAMIIHMK), OCBEH
aKo He € M3BBPLUCHO Pa3TBAPAHE/Pa3pekIaHe B KOHTPOIHUPAHH H BAIUIAUPABY aCENTHYHH YCIIOBHA.

PasteopenusTt Bopuxonason xamens tpabea aa obae paspeicH CbC ChbBMECTHM HH(Y3HOHEH pa3TBOp
npend “Hpy3uaTa. (Mons, npoyerere JOMBIHUTEAHATa MH(OpMALIMA 1aICHA B Kpast Ha Tay

NIHCTOBKA) | @aw o

He u3xBbpnsifTe jeKapcTBara B KAHAAH3aLMATA HWIM B KOHTEHHepa 32 JOMAIIHH oTnATERH. AR
Bammus dapmanesT Kak 1a H3XBBPIATE IEKapCTBaTa, KOMTO Bede HE H3mon3eare. Te
CIIOMOTHAT 3a Ona3BaHe Ha OKOJIHATa Cpena.




6. CoabpKaHHe HA ONAKOBKATA H JONBJIHHTENHA HHPOpMALHA

KaxBo ¢baLpxa Bopukonazos xaMesiH:
- AKTHBHO BELLECTBO: BOPHKOHA30II.

Bceekn dnaxon caaspxka 200 mg sopuxonason. Cnen pa3rsapsaHe BcekH ml oT pasrsopa
ceaepxa 10 mg BOpHKOHA3OIL.

- JlpyrH CbCTaBKH: XMIPOKCHIIpONII OeTaneKe, HATPHEB XJIOPHA KOHUEHTpHpaHa
XJIOPOBOZOPOHA KHUCENTHHA (3a kopekuus Ha pH).

Kax nirexaa Bopuxonaion xaMeslH H KAKBO ChAbPKa ONAKOBKATA

Bcska KapTOHEHa KyTHS ChAbpXa eauH ¢uakoH. BopukoHason XxaMenH ce mpejiara Karo 01 A0 moYTH
651 nnoduAN3UpaH mpax 3a HHQY3noHeH pazTop B 25 ml npo3payeH QuiakoH OT CTHKIO THII 1 CBC
CHBa, X10poOyTHIOBA r'yMeHa 3anymiaika THI1 | H amyMHHHEeBa Kanavka ¢ IJIacTMacoBO YE€PBEHO
OTUYIIBALLO C€ YILUTbTHECHHE.

IIpuTexkare/ HA palpelIeHHeTo 3a ynorpeba:

hameln pharma gmbh
Inseltralle 1
31787 Hameln

['epmanvs

IIpon3BozHTENI:

Anfarm Hellas S.A.
61 Km National Road Athens Lamia
320 09 Schimatar Viotias

["Bpriis

Pharmathen S.A.
6, Dervenakion street
Pallini 153 51 Attiki

['spums

ToBa J1eKAPCTBO € pa3pelieHo 3a ynoTpefa B AnpkaBrTe-AIeHKH Ha EBponeHckoTo
HKOHOMHYECKO NPOCTPAHCTBO N0 CJ1eAHHTE HMEHA:

ABCTpHA Voriconazol hameln 200 mg Pulver zur Herstellung einer Infusionslésung

benrus Voriconazol hameln 200 mg poeder voor oplossing voor infusie/Pulver zur
Herstellung einer Infusionslésung/poudre pour solution pour perfusion

bunrapcku Bopukona3zon xamenH 200mg Ilpax 3a uHY3MOHEH pa3TBOD

Yemxka penyonuka Voriconazole hameln

Jauns Voriconazole ,,hameln”

duHIaHINA Voriconazole hameln 200 mg infuusiokuiva-aine, liuosta varten

Hpnanans Voriconazole 200mg powder for solution for infusion

Htanus Voriconazolo hameln

I'epMaHHs Voriconazol hameln 200 mg Pulver zur Herstellung einer Infusionslo

Hunepnauaus Voriconazol hameln 200 mg poeder voor oplossing voor infusie
Hopeerus Voriconazole hameln

[Tonma Voriconazole hameln

[MTopryranus Voriconazol hamein 200 mg p6 para solu¢éo para perfusao

PyMBHUA Voriconazol hameln 200 mg pulbere pentru solutie perfuzabila
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Cnopakus Voriconazole hamelin 200 mg prasok na infuzny roztok
CnopeHuA Vorikonazol hameln 200 mg praSek za raztopino za infundiranje
IIBermst Voriconazole hameln 200 mg pulver till infusionsviitska, 16sning

NaTa Ha mocjaeaHo onobpenne Ha aucropkara 08/2025.

IMocodeHara mo-gony HHGOpMaLHA € IpeHa3HaYeHa CaMo 3a MEHIIMHCKH HIH 30paBHH
CHELHANHCTH:

Bopuxonaion xameaH 200 mg npax 3a HHQYIHOHEH PAITBOP
Voriconazole hameln 200 mg powder for solution for infusion

HudgopMalig 0OTHOCHO PA3TBAPAHETO H PA3PEKAAHETO

. BopHkoHa30/1 XaMeNH Ipax 32 HHQY3HOHEH pa3TBop TpadBa NMEPBO 1a ObJAe pasTBOPEH WK B
19 ml Boaa 3a umxexuuy, Wik B 19 ml 9 mg/ml (0.9 %) Harpues xnopua UHQY3IHOHEH pa3TBOP,
3a 4 ¢€ MOYUH Bh3MOXHO 32 H3TerAHe kondectBo 20 ml OMCThp KOHLEHTPAT, ChABPIKALL

10 mg/ml BopuKOHa30.1.

o Usxsupnete drakoHa ¢ BopHKOHA30/ XaMeJH, aKo HE Ce Ch31aBa BAKYYM, KOHTO H30yTBa
pPa3TBOPHTENA BEB (NIAKOHA.
o [Tpenopbupa ce ynorpebara Ha cranaaprHa 20 ml cnipuHUOBKa (HE-aBTOMaTHYHA), KOSTO AaBa

BB3MOKHOCT 34 OCHIypABaHe Ha TOUHOTO KonugecTBo (19,0 ml) Boaa 3a nHxekuuu Hix 9 mg/ml
(0.9 %) Harpres xnopua HHQY3IHOHEH pa3TBOP.

* Caen Tosa, Heo6x0AMMOTO KOAHYESCTBO KOHLEHTPUPAH pa3TBop ce 100aBg KbM HAKOH OT
NpEnophLUBAHHTE UHPY3HOHHH Pa3TBOPH, H3OPOEHH N0-101Y, 33 Ja C€ IOMYIH KPAHHHAT
pa3TBop Ha BoprkoHa301 XamelH, koiTo csabpka o1 0,5 no 5 mg/ml Boprkonazon.

o TO3H NeKapCcTBEH NPOIYKT € NpeAHa3HayeH €IMHCTBEHO 32 €AHOKpaTHA YNoTpeda H BCAKO
KOJIHYECTBO HEH3MON3BaH pasTBop TPpAORa Aa Obae H3XBBPIEHO, Karo TpAdBa 1a ce ynorpebasar
camo OuCTpH pa3TBopH 0€3 YacCTHLIH B TAX.

o He e npeaHasHaueH 3a npHinoxeHue noj ¢gopmara Ha Sonyc.
o OTHOCHO YCNIOBHATA Ha ChXPAHEHHE, MOJA BHXKTE pa3aen 5 ,, Kak aa cvxpanssare BopukoHazon
XaMenH™".

Heobxodumu xoaunecmsa 10 mg/ml Bopuxonason xamenn xonyenmpam
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Tenecho | Koanuecrsa Bopukonaszon xamenn koHUeHTpaT (10 mg/ml), HeoGxoaumu npa:
TEHI0 Tlo3a 3 mg/kg | Jo3a 4 mg/kg | Joza 6 mg/kg | lo3a 8 mg/kg | Jo3a 9 mg/kg
(kg) (6poit (Gpoii (Gpois (6poii (6poii
¢h1aKkonn) GIaAKOHH) P1aKonu) JuraxoHH) ¢p1aKoHH)
10 - 4,0 ml (1) - 8.0 ml (1) 9,0 ml (1)
15 - 6,0 ml (1) - 120ml(1) | 13,5ml(1)
20 - 8,0ml (1) - 16,0 ml (1) 18,0 ml (1)
25 |- [ 10,0 ml (1) - 20,0 ml (1) 22,5 ml (2)
30 9,0ml (1) 12,0ml (1) _ 18,0 ml (1) 24,0 ml (2) 27.0ml (2)
35 105m(1)  |140ml(1)  [210mi@  [280ml@2  [31,5ml(2)
40 120ml(1) | 160mi(1) |240ml2) |32,0ml(2)
45 13.5ml(1) |180mi(1) |270ml(2) |360ml(2)
50 150ml(1) [200ml(1) [300ml2) |40,0ml(2) an,.
55 16,5mi(1) |220ml(2) |330mi(2) |44,0mi(3) YT \
60 180mi(1) | 240ml(2) |360mi2) |48,0ml(3) N ?




65 19,5 ml (1) 26,0 ml (2) 39,0 mi (2) 52,0 ml (3) 38,5 ml (3)
70 21,0 ml (2) 28,0 ml (2) 42,0 ml (3) - -
75 22,5 ml (2) 30,0 ml (2) 45,0 ml (3) - _
80 24,0 ml (2) 32,0 ml (2) 48,0 ml (3) - .
85 25,5 ml (2) 34,0 ml (2) 51,0 ml (3) - .
90 27,0 ml (2) 36,0 ml (2) 54,0 ml (3) - -
95 28,5 ml (2) 38,0 ml (2) 57,0 ml (3) - -
100 30,0 ml (2) 40,0 ml (2) 60,0 ml (3) - -

BopyxoHa30/1 XaMeH MPEACTaBIABa ¢IHOKpaTHa JHodwiIn3npaHa 103a 6€3 KOHCEPBAHT.
CnenosarenHo, 0T MHKPOOHOIOTHYHA ITIeAHA TOYKA MPHIOTBEHUAT Pa3sTBOp TpAOBA 1a Obe H3MOJ3BaH
He3abaBHO. AKO He Ce H3MOoN3Ba He3a0aBHO, OTTOBOPHOCT 33 CPOKA H YCJIOBHATA Ha CHbXPAaHEHHE HA
NPHMIOTBEHHS PA3TBOP Npeax ynorpeba HocH notpeburenst, a HOPMATIHO CPOKBT He TpA6Ba 1a Obae
NoO-IRJTBT OT 24 yaca MpH YCIOBHE 4€ TeMIEparypara Ha cbxpaHeHue € ot 2 °C o 8 °C, ocreH akxo
MPHUIOTBSHETO Ha pa3TBOpa € OMIO HANPaBeHO B KOHTPOJIMPAaHH H BATHIHPAHH aCENTHYHH YCIIOBHA.

Pasteopenuar BopukoHa3on xaMenH TpsbBa aa Obae pa3peneH ¢bc CbBMECTHM HHGY3HOHEH pa3TBOP
npeay HHPy3UATa.

CouBMeCTHMH HHPY3IHOHHH Pa3TBOPH:

[IprroTBeHuUAT pasTBOp MOXe Aa OBAE pa3peleH C:

Harpues xnopua 9 mg/ml (0,9%) HHXEKLIHOHEH pa3TBOp
CMeceH pa3TBOp Ha HaTpHEB JIAKTAT HHTPABEHO3EH pa3TBOp
5% rmoko3a U PHHrEep-I1aKkTaT MHTPABEHO3EH Pa3TBOP

5% rmoko3a H 0,45% nHarpres XJIOpH/ HHTPAaBEHO3EH pPa3TBOP
5% rmMoOK03a HHTPABEHO3EH pasTBop

5% rmoxo3a B 20 MEKB kajMeB XJIOpHA HHTPABEHO3EH PA3TBOP
0,45% HaTpHEB XJIOPHA HHTPABEHO3E€H PasTBOp

5% rmoxo3a 4 0,9% HaTpHeB XJIOpUI HHTPAaBEHO3EH Pa3TBOP

CeBMeCTHMOCTTA Ha BopHKOHa30n XaMeNnH ¢ ApyrH, 0¢BeH H30poeHUTe mo-rope (MIIH B pasgen
,,HECBBMECTHMOCTH " MTO-A0J1Y) pa3TBOPH HE € H3IBECTHA.

HecbBMECTHMOCTH:

Hudy3uonnara dopMa Ha BopuxoHazon XxamesiH He TpA6pa aa Opae npunaraHa B €/{Ha H CblIa
CHCTEMA 3a HHY3HH HIIH KaHIONIA ¢ HH}Y3HOHHH Pa3TBOPH Ha JPYTH JICKAPCTBEHH NMPOAYKTH,
BIUTIOYHTEIIHO 3d NIapeHTEPaaIHo xpaHeHe (Hanp. Aminofusin 10 % Plus).

HHby3uH Ha KpbBHY NPOAYKTH HE TpaOBa Aa ce NpaBAT €JHOBPEMEHHO ¢ BOPHKOHA301 XaMeEH.

HNHby3HH HA TOTATHO NAPEHTEPATHO XPAHEHE MOTAT Ja CE€ MPABAT €JTHOBPEMEHHO C BOPHKOHA30J1, HO
He B €XHa M ChIlla CHCTEMA 33 HH(Y3MH HIIH KAHIOJA.

Bopnkoxazon xaMenH He TpsOra aa 6pae paspexzan c 4,2 % Harpres OnkapOoHaT 3a HHDY3HA.
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