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Hue N:

IIpouereTe BHUMATE/IHO IS/IATA JIHCTOBKA, MPE/IH /1A 3aN049HETE Aa H3N0/I3BaTe TOBA

JIEKapCTBO, Thil KATO TH ChAbpkKa BazkHa 3a Bac undopmannsn.

e 3anazere Ta3H JIMCTOBKA. Moxe J1a Ce HAJIOXKH /1 s [IPOYETeTe OTHOBO.

e  AKO MMaTe HAKAKBH JIOMBJIHMTEIHH BBIPOCH, nonuTaiiTe Bawus nexap, papmanesT uin
MeJHLIMHCKA cecTpa.

e Tosa nekapcTBo € npeanMcaHo auuHo Ha Bac. He ro npeorcTensaiite Ha apyru xopa. To moxe na
MM HaBpeJIH, HE3aBUCHMO Ye NMPH3HALIMTE Ha TAXHOTO 3abosABaHe ca chlMTe KaTo Bammre.

e AKO NoJIy4YdTe HAKAKBH HEXXE/IaHH JIEKapCTBEHU peakUuH, yBesomere Bamus nexap, gapmaueBt
WIH Me/IMLMHCKA cecTpa. ToBa BKJIIOYBA U BCHYKH BB3MOXKHH HEXKEJIAHH PEaKLIMH, HEOTTMCAHH B
Ta3u JIMCTOBKA. BiokTe TouKa 4.

KakBo cbIbpaa Ta3H JIHCTOBKA

Kakgo nipezacrasisea BopukoHazon Can03 M 3a KaKBO C€ M3110J13Ba
Kakso Tps6Ba ja 3HaeTe, npeau aa u3nonspare Bopukonaszon Canaos
Kak na usnonssare Bopukonason Cannos

BB3MOXKHH HeXXeNnaHU peakLHH

Kak na cvxpanssare Bopukonason Cannos

ChabpskaHHe Ha OMaKOBKATa M JAOIMbJIHHTEIHA HHOpMaLHs

S\ R W~

1. Kakso npeacrasisiBa Bopukona3zon Canos H 3a KAKBO e H3110./13B2

Bopukonazon CaHno3 chIbpxa aKTHBHOTO BEIIECTBO BOPHKOHa30/1. Bopukonason Cannos e
NpoTHBOrLOMYHO NlekapcTBO. To eficTBa KaTO YHHIIOXKABA WIIH CIIMPa pacTexka Ha IbOMYKHTE, KOMUTO
NPUYHHABAT HHPEKLINH.

H3non3ea ce 3a ieueHHe Ha MalMEHTH (Bb3PACTHU H Jlelia Hall 2 IOJIMHU) C:

e WHBa3MBHA acreprunosa (Bua reOuuHa uHbeKLHs, IpUUMHEeHa ot Aspergillus sp),

e kanauaemus (aApyr Bua reOudHa uHdekuus, npuunHena ot Candida sp) npwu nauueHTH 6e3
HeyTponeHHus (MauueHTH 6e3 MaToNOruvHO HHCBK Opoit Ha 6enHTe KPbBHH KJIETKH),

e cepvo3Ha uHBaH3uBHA MH(pekums ¢ Candida sp., korato rEOUYKHTE Ca PE3UCTEHTHH KbM
¢dnykoHasosn (1pyro npoTHBOrbOMUYHO JIEKApCTBO),

®  CepHO3HH I'bOMYHM MH(EKLMH, PUUHHERH OT Scedosporium sp. unu Fusarium sp. (nBa
pa3iMyHK BHa FBOMYKH).

Bopuxkonazon CaHnos e npeaHa3HaueH 3a NalMEHTH ¢ BOIIABALIM CE, MOTEHLHATHO
»KHBOTO3acTpallaBaly reOMYHH HHOEKIHK.

“pO(bPUIaKTHKa Ha rbOUYHK HHCbeKI_lHH IPH MalHeHTH ¢ BUCOK PHUCK, HA KOHTO € TpaHCIUIaHTHPaH
KOCTE€H MO3bK.

Tosa nekapcTBO TpAGBa 1a Ce NPHIIAra caMo MoJ JIeKapCKH KOHTPOJT.

2 Kakgo Tpa6Ba 1a 3HaeTe, npean 1a npueMere Bopukonazoa Canpnos

He npuemaiite Bopukonazos Cangoa:
— @Ko CTe aJepriYHH KbM aKTHBHOTO BEILECTBO BOPHKOHA30]1 HIIH KBM Y1 o0,
LIMKJIOIEKCTPHH HAaTpHi (M30poeHH B TouKa 6).




MHoro e BaXHO Ja yBeaoMuTe Bauus nekap Wi ¢papMaLgBT, ako pHEMaTe WM CTe IpHEMATH
APYTH JIEKApCTBa, BIUTIOYHTEHO H TAKHBA, OTITyckaHu Oe3 pelienTa unH OWIKOBH leKapcTaa.

JlekapcTBaTa, BKIIIOYEHHM B CEHHUS CIIHCHK, He TpA0Ba Aa ce MpHeMart Mo BpeMe Ha JICUeHHETO ¢
Bopukonaszon CaHnos:

TepdeHaIiH (H3MON3RA Ce MPH aJleprus)

4CTeMH30JT (M3MON3BA CE MPH AIEPru)

uu3anpu (M3Mosea ce MpH CTOMaLTHU mpodiemu)

NMMMO3KA (H3MON3BA CE 3a JIEYEHHE Ha TICHXUYHO 2abonasane)

XMHMAMH {M3MI0/T3BA Ce IPH HEPABHOMEDEH CLPASYECH PHTHM)

HeabGpannu (M3mon3Bsa ce NpH CHMITOMH Ha XPOHHYHA ChPACYHA HEJOCTATHYHOCT)
puhaMMHUHUH {H3M0JI3Ba Ce 32 JIEYEHHE Ha TyOepKyno3a)

edaBupeHL (M3M0N3Ba ce 3a ieueHHe Ha HHpekLHA ¢ XHUB) B 1031 oT 400 mg u noBede BeAHBXK
JHEBHO

kapGama3zenuH (M3M0N3Ba ce 3a JeYeHHe Ha MPHIaabLH)

teHoGapGHTan (H3M03Ba CE MPH TEKKO Oe3ChHHE H ITPUNATBLIN)

€pro ankaJouaHd (Hanp. eproTaMHuH, AMXHAPOEProTaMKH; H3MOJI3BAT Ce IIPK MHIPEHA)
CHpONUMYC (H3MON3Ba Ce NMPH NalMEHTH, NPETHPIIe/IH TPAHCIUTAHTALMA)

PHTOHABHP (M3MON3BA ce 3a NeueHHe Ha uHdeknua ¢ XMB) B no3u ot 400 mg 1 noseye ABa MbTH
IHEBHO

K BIIT KaHTapHOH (6unkoBa nobapka)

Hanokceron (M3non3ea ce 3a jiedeHHe Ha 3aMeK, 0COOEHO, MPeaN3BUKaH OT BONKOYCIOKOABALIM
JIEKAPCTBA, HAapeYeHH ONHONAH (Hanp. MOpGHH, OKCHKOAOH, (peHTaHII, TPaMaJo, KOJIEHH))

o TonpanrtaH (H3NOJ3Ra Ce 3a JICYEHHE HA XHIIOHATPHEMHSA (HHCKH HHMBA Ha HATpHH B KPHBTA)

HIH 3a 3a0aBiHe Ha BioIaBaHeTo HA OrOpeuHaTa QYHKINA MPH NALMEHTH ¢ NOJHKHCTO3HA
6B6peuna Gomect)

Jlypa3uaoH (M3M0NI2Ba ce 3a IcYEHHE Ha ACMPECH)

OuHEPEHOH (M3MOT3RA CE 3a IEMSHHE Ha XPOHHYIHH OBOpevHH 3abonsaBaHus)

EnnepeHoH (M3n0/13Ba ce 3a neYeHHe Ha 3a6019BaHNA Ha CHPLETO W/IIH KPBBOHOCHHUTE CHIOBE)
BoknocnopuH (M3non3Ba ce 3a ieueHHe Ha IMyHHH HapylIeHHA)

BeneToknake (M3MoNn3ea ce 3a ieueHHe Ha NMalMeHTH ¢ XPOHUYHA NTUMboUnTHA neskeMus - XJIIT)

Ipexynpexnends H OpeAna3Ad MEPKH
I'oBopete ¢ Bammusa nekap, papMaLicRT WIH MEAHLIMHCKA CECTpa, IPeAH da npueMere BopHkoHason
Cauno3 ako:

® CTe HMAIH aleprHYHa peakliii KbM JPYTH a30JH.
CTpajaTe HIH HAKOTA CTe CTpajasv oT 4epHoapobHo 3abonaBaHe. Ako uMare 3a6ondBaHe Ha
yepHHA Opo0, Bamuar nexap Moxe qa Bi npennuie no-Hucka no3a BopukoHaszon Caxnoa.
Bawmuar nexap cvmio TpaGBa aa npocneasBa GyHKUHATA HA YepHHA BH Apo6 upes KpbBHU
H3C/IeIBAHHA IO BpeMe Ha ieueHHeTo ¢ Bopukonason Cannos

e Bu e H3BecTHO, He HMaTe KAPJHOMMONATHA, HEPABHOMEPEH ChPACYEH PUTHM, OaBeH ChpeUYeH
PHMTEM WIH OTKIOHEHKE B enekTpokapaHorpamara {EKG), HapeueHo ,,cHHAPOM Ha YAB/DKEHHA
QT unrepBan”.

Tpabea na n3barpatTe KaKBaTO M [a € CTBHYEBA CBET/IHHA M M3Marase Ha CITBHLIE MO BPEME Ha

neyeHueTo. BaxHo € Ja NOKpHBAaTE YacTHTE OT KOXaTa, HAT0JKEHH Ha CBHLIE H 1a U3MOJ3BATe
CITBHLE3ALIMTEH KPEM C BHCOK CiTbHLe3aIdTeH daktop (SPF), Thii KaTo YyBCTBHTETHOCTTA Ha
KOXaTa KbM CJIbHYEeBHTE YB 15Ul MoXe Aa ce noBHiun. ToBa MOXe aa ce NOJCHIH 10
TIPHEM Ha JIPYTH NIEKapCTBA, KOMTO MOBHIIABAT YYBCTBHTEIHOCTTA Ha KOXKATa KbM C.
CBETJIMHA, KATO METOTpEKCAT. Te31 NpeAna3sHH MEpKH BaXKaT U 3a JeraTa.

Jokato ce nekysare ¢ Bopukonazon Cannos:
®  Ka)KkeTe BefHara Ha Bauiusa nexap, ako nomyumre



o CI'bHY€BO H3rapsAHe
o cepHo3eH KoxkeH 0OpHB Wik MeXypH
o 60J1Ka B KOCTHTE

AKO NOJTyYrTe HAKOE OT KOKHWTE HAPYILEHHSA, ONKCAHH No-rope, BaumaTt nexap moxe aa Bu HacodH KeM
JIepMAaTOJIOT, KOMTO ClIEA KOHCYJTTALIMA MOXKe Jia pelllH, 4e € BaxHO Aa By npernexxnar penosHo.
CHILIECTBYBa MaNKa BEPOATHOCT MPH NPOB/DKHTENHA yrotpeba Ha BopukoHaszon Canaos fa ce passue
PaK Ha KO>KarTa.

AKO pa3BHeTe NPU3HALK Ha ,,HaNOBOpeyHa HEAOCTATBYHOCT®, MPH KOATO HANOBOPEUHHTE HJIE3H He
NPOM3BEXIAT HEOOXOAUMHTE KOMHUYECTBA OT HAKOH CTEPOHIHH XOPMOHH K4TO KOPTH30, MO
HH¢opmupaiite Bawus nekap. ToBa Moxke a ca CHMITTOMH KaTo: XDOHHYHA WIH NMPOXB/DKHTCIHA
yMopa, MycKyJHa cnaboct, 3ary0a Ha aneTuT, 3ary6a Ha Terno, kopeMHa SoJka.

AKO pa3BHeTe MPH3HAUM Ha CHHAPOM Ha KYMIHHT, pH KOHTO OpraHM3MbT MPOH3BE}KIA NpeKaleHo
MHOTO OT XOPMOHA KOPTH30JI, KOTO MOXe Ja oBejie IO CHMITTOMH, KAaTo: HallaBaHe Ha Ter’o,
MacTHa rbpOHLIA MeXTY pameHeTe, 3a001eHo HLe, MOThMHABaHE Ha KoxaTa Haj cToMaxa, beapara,
IBPAMTE M PhLETe, HITHLHABAHE Ha KOXKAaTa, JIECHO KPbBOHACAAHE, TOBHIIEHA KPhBHA 3aXap,
NPEKOMEPHO OKOCMABAHE, PEKOMEPHO U3NOTABaHe, Mo, HHGopMHupaiite Baumms nekap.

Bauwuar nekap TpaGpa ga npocnensea ¢pyHKUMATA Ha YepHHA By apob v 6r6penuTe upes KpsBHA
H3C/IeABaHHA.

Jena v wHOmMA
Boprkonazon CaHpos He TpaOBa ga ce npuiara npH Aela Ha BL3pacT Noj 2 roauHn.

dpyra nexapcrsa m Bopakonason Cannos
Hndopmupaiite Bamps nekap win ¢papMauesT, ako NpUEMATe, HACKOPO CTE MPHEMAITH HITH €
BB3IMOXKHO /1a MPHEMETE PYTH JIEKapCTBa, BKJIKOYUTENIHO B TAKHBA, OTIYCKaHH Oe3 penerrra.

®  HAKOH JIeKapcTBa, KOTaTo ce [PHeMar eAHOBpeMeHHOo ¢ Bopukonason CaHos, Morar Ja
TIOBNHAAT AeficTBHeTo HAa Bopukonazon Cannos unu BopuxoHason CaHaoz Moxe 2 MOBJTHAE
TAXHOTO AeHCTBHE.

Kaxere Ha Bamms JIEKap, aKo MNpHEMATE JICKapCTBOTO [10-10ITY, TEHH KaTo NeYeHHeTo ¢ BOpPIKOH&SOJ‘I
Canyo3 no ceIIOTO BpeMe TpSlGBa jace H365H‘Ba, aK0 € Bb3MOXHO:

¢  puTOHABHp (H3NO0J3Ba ce 3a JedeHHe Ha HHpexuua ¢ XMB) B no3u ot 100 mg ABa WETH AHEBHO.
e ['macnern® (M3rnon3eaH 3a ieYeHHE Ha pak) — ako e HeoOXOHMO JIa M3MON2BATE NIBETE
neKapcTBa, BalumsT nexap wie npocnenssa yecto Baums cepaeyeH puTeM

Kaxere na Bawng nekap, ako npHemMare HAKOE OT CICOHHTE IEKapcTBa, Thi KATO JIEYEHHETO ¢
Bopuxonason Calaoz no chluoTo BpeMe Tpadpea a ce u3bArea, ako € BE3MOXKHO, H MOXKe /1a e
HeoOXOOHMO KOpHTHpaHe Ha [103aTa Ha BOPHKOHA30T:

e pudabyTuH (M3N0ON3BA ce 3a IeueHHe Ha TyOepKkynosa). Ako Beue ce neKyBare ¢ pudabyTHH, mie
6bae HeoOxomHMO Aa ce MpocneasBaT BawnTe KPBEBHU [TOKA3aTeNH H HEXENAHH PEaKLMH KEM

pudabyTuH.
* (eHHTOMH (M3MON3RA CE 3 JICUECHHE Ha CIHIIETICHA). AKO Bede ce JIeKyBare ¢ ¢GeHMTOHH, 110 BpeMe

Ha neyeHnero ¢ Bopukorazon Canno3s we e HeoGxooHMO Npocie dBaHe Ha KOHLUEHTPAUMHTE Ha
(GEHATOHH B KpbBTA BH M MOXe Ia ce HANOKM KOPMIMpaHe HA 403aTa.

Kaxere Ha Bamms nexap, ako npuemare HAKOE OT CAETHHUTE JIEKAPCTBA, Thil KaTO MO,
KOpPHTMpaHe Ha J03aTa HIH Npoc/ieaBaHe JallH feKapcTBaTa u/uid BopHkoHason
HMaT XkenaHus edext:



e BapgapHH H APYTrH aHTHKOAry/aHTH (Hanp. GEeHIPOKYMOH, aliEgHOKyMapOoIT, H3[IOI3BAT Ce 3a
3abaBAHe CHCHPBAHETO Ha KPHBTA)
LMKJIOCHIOPHH (M3MON3Ba Ce NPH NAaLMeHTH, NPEThPIIE/H TPaHCIUTAHTaLMA)
TaKpONUMYC (M3MO0N3Ba C€ MPH NalMEeHTH, MPeThbNeNH TPAHCILIAHTALHSA )
cyndaHuTypeiinu cpeacTpa (Hanp. TonOyTaMHa, MTHMH3HA H IHOYpRa) (M3M0A3BAaT ce MpH
nHaber)
CTAaTHHH (HANp. ATOPBACTATHH, CHMBACTATHH) (M3MO/3BAT CE 3a IOHWKaBaHe Ha XOJecTepona)
OeH3oAMa3enUHH (Hanp. MMAA30/1aM, TpHa30MaM) (M3NON3BAaT ce NPH TexKo Ge3chHHE H cTpec)
OMenpa3on (M3Mo/13Ba ce 3a JJeYeHHe Ha 43Ba)
NepopaiTHH KOHTpalenTHBH (ako npHeMare Boprkonason Canios gokato M3noi3BaTe nepopaiHU
KOHTpALIENITHRH, MOKe 1a NOJYYHTE HEKENNaHH pPeaklMH, KaTo rajJeHe ¥ MEHCTpyanHu
HapyleHu)
BHHKA aJIKATOWAN (HANp. BAHKPHCTHH M BUHONACTHH) (M3MOM3BAT ce 3a JlevYeHHe Ha paK)
HHxubuTopy HA THPO3KH KHHA3a (HATIp. aKCHTHHHE, HOCYTUHHO, Kabo3aTHHHO, LepHTHHED,
koOumeTunnd, nabpagenud, qazaTuHuO, HLNOTHHUO, CYHUTHHIO, HODYTHHHG, pHOOLHMKIHG)
(M3MOJI3BAHH 34 JISYCHHE HA paK)
TperuHOMH (HM3MON3BAH 34 JICUEHHE Ha JICBKEMHA)
HHAuHaBHp U Apyrd XHB npotea’Hn HHXHGHTOpH (M3MON3BAT Ce 34 JieueHHe Ha HHeKuus ¢
XHB)
¢  HEHYK/IE€O3WAHH HHXHOHTOpH Ha obpaTHaTa TpaHCKpHITTa3a (Hanp. edaBHpeHL, AeNaBHpPAHH,
HEBHpANHH) (H3MOA3BAT ce 3a JedeHHe Ha WHPpekunsa ¢ XUB) (Haxkou no3u epasupeHu HE morat
Na ce MpHeMAaT eAHOBpeMeHHO ¢ Bopukonazon Cannos)
META/I0H (M3MOM3Ba Ce 3a JIeYeHHE Ha XEPOHHOBA 3aBUCHMOCT)
anderTaHI1, (PeHTAHIT H APYTH ONMHATH C KPaTKOTpaiiHo AeiicTRHe, KaTo cydeHTaHnn
(06e3bonsaBalny, H3MON3BAHH IIPH XHPYPrH4HH TIPOLIEAYPH)
¢  OKCHKOZIOH H JIPYTH OITHATH C NIPONB/DKHTENHO ACHCTBHE, KaTO XMAPOKOAOH (H3MON3BAT Ce NpH
ymepeHa A0 ciiHa Gonka)
¢  HECTEPOHMAHH NPOTHBOBB3NAIHTE/IHH JIEKAPCTBEHH cpeacTsa (Hanp. ubynpoden, auxnodeHak)
(M3nonzear ce 3a 06e300/I9BaHe H JIEUEHHE Ha BB3NANIeHHE)
¢mykoHa30n (M3M0I3Ba ce NPH MEOMUHH MHDEKIIHN)
€BEPONHMYC (H3MOI3BA CE 32 ICHCHHE Ha pak Ha 6s0penyTe B HaNIpeAHAN CTAAHWIL M [PH
MALMEHTH, NIPETHPIIETH TPaHCIUTAHTALIAA )
*  eTepMOBHp (M3M0M3Ba CE 3a MpodHIaKTHKA Ha LHTOMeranoBupycHa uHpexkuns (CMV) caen
TPAHCIUIAHTALIMA Ha KOCTEH MO3BK)
HBaKa(TOp: H3MON3B2 Ce 3a JieueHHe Ha KucTH4Ha ¢ubpo3a
DryknokcaunnHe (RHTHOMOTHK, H3MOJ3BAH 3a NieveHHe Ha OakTepHaTHH HHEKLMH)

BpeMeHBOCT B KLpMeRe

Bopukonason Canpos He Tpsbpa aa ce ynorpebapa no speMe Ha 6peMEHHOCT OCBEH TO JIEKAPCKO
npeanucanne. JXeHHTe B JeTepoaHa BB3pacT TpAOBa Ja H3NOA3BAT eeKTHBHA KOHTpaLeNLIMA.
Cebpxere ce BeHara ¢ Bamms nekap, ako 3abpeMeHeeTe No BpeMe Ha JieueHHe ¢ BopukoHason
Cannos,

Axo cte 6peMeHHa WIH KbpPMHTE, CMATATE, Ye MOXKe Jla cTe GpeMeHHa HITH TUIaHHpaTe GpeMeHHOCT,
nochBeTBaNTE ce ¢ Bamma nekap Hnu dapmaLiesT npeay ynorpebara Ha TOBa IEKAPCTBO.

IMlogupane n paboTa ¢ MALIHHA

BopukoHason CaHno3 MOJKe /1a IpeJIM3BHKA 3aMBIIIEHO BHXKAAHE HITH HETIPUATHA YYBCTBUTEIHOCT
KBM CBET/IHHA, AKO HMaTe TaKHBa IPOsABH, He IoQupaiite H He paboTeTe ¢ MHCTPYMEHTH WK
MallHHH. YBegoMmeTe Bais nekap, ako HMaTe TAKHBA OTUIAKBAHHA.

Bopuxonazon Cangos cbabpaa HATpHE H cyapobyraaerep- f-umionexcrpan
To3u nexapcTBeH NpoayKT chaABpKa a0 228,7 mg HaTpuil (OCHOBHA ChCTABKA HA
roTBapcKaTa/TpamnesHa coil) BbB BcekH ¢nakoH. Tora ¢ ekBupasieHTHO Ha 11,4%
MaKCHMAJICH JHEBEH MPHEM Ha HaTpHit 3a BL3PacTeH YOBEK.




To3u nexkapcTBeH NPOMYKT ChObpxka 3,4 g cyndobyTHnerep- B-IHIUIONEKCTPHH HATPHH BBB BCEKH
dnakoH. Ako uMare 6r0peuHo 3abonssaHe, ropopeTe ¢ Bawus nekap npeau aAa npueMeTe ToBa
JIEKapCTBO.

3. Kaxk na nanonssate Bopaxonasoen Canaos

BuHars npreMaiite ToBa JIeKapcTBO TOYHO KakTo By € xasan Bammst nekap. AKO He CTe CHTYPHH B
Hewlo, monuTaiite Bamms nexap.

Baluuar nexap e onpeaend Ao3aTa By B 3aBUCHMOCT OT Te/IeCHOTO BH Terno M BHAa Ha
HHEKLMATA, KOATO HMAaTe.

BamuaT nekap Moxke a pOMEHH Ao3ata Bu B 3aBucHMOCT oT BalieTo cheTosHue,

IIpenoprYpaHaTa 4032 3a BH3PACTHH (BIUIFOYHTE/THO MALMECHTH B CTAPYECKA Bb3PACT) € ClIeAHATA!

HARTpaBeH03H0 OPHIOKEHHE

Ho3a 3a nbpBATE 24 Yaca
{HaTOBapBAalla 1033)

6 mg/kg ua BcekH 12 yaca npe3 mepBUTE 24 vaca

Ho3a ¢ex nnpBHTE 24 uaca
(nopTBpKaiila 103a)

4 mg/kg ABa NETH THEBHO

B 3aBMCHMOCT OT TOBa KaK Ce TIOBMMABATE OT JiedeHHeTo, Balmmsar nekap Moxe na HaManu fo3arta Jo
3 mg/kg ABa THTH AHEBHO.

BamusT Tekap MOXKe Ja peli Ja HaMalH 1o3aTa By, ako cTpagaTe oT fieka 10 yMepeHO Texka Gopma
Ha 1iHpo3a.

Yrnorpefa npn aena H 0HOIIH
INpenoprunTeNIHATA 1032 MPH AL U FOHOLIH € CJIC[HATa:

HuTpaneHo03H0 OpRIOCKEHHS

Heua ot 2 no mox 12-roguina
BB3pAcT ¥ IOHOIU Ha BB3pacT
ot 12 10 14 roauHH ¢ Terno noxg
50 kg

FOnown Ha sw3pact ot 12 10 14
roannu ¢ Terno 50 kg wiu
NOBEYE; BCHYKH IOHOLIM Ha
BB3pacT Haj 14 roaMHH

Hdo3a 3a obpBHTE 24 9aca
(HaToBapBallia A03a)

9 mg/kg Ha BcekH 12 gaca npes
nMbpBHTE 24 Yaca

6 mg/kg Ha BcexH 12 yaca npes
nBpBHTe 24 Yaca

Jo3a ciien nnpBHTe 24 9aca
(noanbpiamia 103a)

8 mg/kg nBa ObTH QHEBHO

4 mg/kg ABa MbLTH AHEBHO

B 3aBHCHMOCT OT TOBA KaK Ce MOBJIHABATE OT NeyeHHero, Bamuar JIEKap MOKE Oa NMOBHIIH HJTH

HaManH JHCBHATa no3ia.

BopukoHason CaHios npax 3a HH(y3MOHEH pa3TBOp TPAOBRa fa Ce PAa3TBOPH H Pa3peM 10 TOYHATA
KOHIleHTpalua ot Baums GonnuyeH dapManeBT WIH MeIHLHHCKA cecTpa. (Mons, HanpaseTe cripaBka
B Kpas Ha TMCTOBKATA 3a JAOITL/IHHTENHA HHQOPMALHN).

IMpuroTBeHOTO KONHYECTBO e Bu Gbae NMpHAOKEHO Ype3 HHTpaBeHO3HA HH(QY3HA (BbB BEHATa) C

MaKCHManHa CKOpOCT Ha BiuBaHe oT 3 mg/kg B npons/bkeHHe Ha 1 1o 3 4aca.

Axo Bue unu Bainero gete npuemare Bopukonason CaHpos 3a podHiIakTHKa Ha
nHdexuma, Bawmsar nexap Moxke Ja cripe npwioxkeHHeTo Ha Bopukonason Canpos,
Bue wiu Bameto fieTe nomyyHTe HeXeaHH PEaKLHH, CBBLP3aHH C JICYECHHETO.




Axo no3ara Bopuxonason Cannos e 6nia mponycaara

Thit KaTO i MOMyUYaBaTe JEKAPCTBOTO NOJ CTPOT MEAMLMHCKH KOHTPO/I, € MalKO BEPOATHO A03aTa fia
6b7e npomycHara, Brnpexy ToBa, ako MECIIHTE, Y€ € TIPOITyCcHaTa 4033, roBopeTe ¢ Bawns jekap win
(dapmauesT.

AKo cTe cnpesin npaema Ha Bopuxonazon Canpos

Jleuenuero ¢ BopuxoHaszon CaHI03 L€ MPOAB/DKA TONKOBA ABJINO, KOJIKOTO € onpeaenun Bamusar
nekap, HO BBIIPEKH TOBA NPONL/DKMTENHOCTTA Ha NeucHue ¢ Bopuxonason Canpos npax 3a
uH(Y3HOHEH pa3TBOp He TpAOBa Ja e noseye ot 6 Mecena.

IIpu nauKeHTH ¢ oTcafeHa KMyHHA CHCTEMa HITH TAaKHBA, ¢ TPYAHO IETHMH HEGEKLMH MOXe [1a e
Heo6X0MMO IPOABL/DKHTENHO JIEYEHHE, 3a Jla Ce NPeNoTBpaTH NOBTOpHa HHpexuui. Cnea kaTo
cheTOARMETO B ce nopobpu, Moxe 1a MPEMHHETE OT HHTPABEHO3HO JIEYEHHE Ha JIeYeHHe ¢ TabNneTKH.

Korato neyeHreTo ¢ BOpHKOHa3on 6bae cnpaHo ot Bawns nekap, Bue He 61 Tpabpano fa usnurare
HHKaKBH e(eKTH.

AKO HMaTe HAKAKBH JONBTHHTEIHK BEIPOCH, CBBP3aHH ¢ yrioTpebaTa Ha TOBA leKapcTBO, MONHTaHTe
Baims nekap, apMaLeBT WM MEIHLIMHCKA CECTpa.

4, Bn3M0KHH HeXKeJIAHH PeaKnHH

KakTo BCHUKH JIEKapCTBa, TOBA JIEKApCTBO MOXKe Ja MPeAH3IBHKA HEXKE/TaHH peaKlHH, BLIIPEKH 4YC HE
BCEKH I'M [IoJy4yasa.

AKO ce MOABAT HEXEJIAHH PEAKIMH, Hali-BEpOATHO ¢ fa ObAaT HE3HAYHTEHH H BpEMEHHH. BrrpexH
TOBA, HAKOH OT TAX MOTAT Aa Ca CEPHO3HH H [a M3HCKBAT MEHLIMHCKA TIOMOLII,

Cepro3nn HexeNaHH PeaKIHH — cnpere npHeMa Ba Bopaxonazon Canno3s H ce KOHCYATHpaiTe
BeAHAra ¢ jJeKap

* obpuB

® KLJITEHHMIA; IPOMEHH B KPBBHHTE M3C/ICABAHHA Ha QYHKIIMATA HA YEPHHUA Jpod

¢  MaHKpeaTHT

Jpyra HexenasH peaKknnn

Muoro wecTH: MOTAT Ja 3acerHar noseye oT 1 Ha 10 qymu
®  3pHUTE/IHH HapyweHus (IPOMEHH B 3PEHHETO, BIUTIOUBALIH 3aMEBITIEHO 3DEHHE, IIPOMEHH B
LIBETHOTO 3peHHe, HeoOKuuaiiHa HEMOHOCHMOCT KbM BH3YAJTHOTO BB3NPHEMAHE Ha CBETIIHHA,
LBETHA CENOTA, YBpeXIaHe HA OKOTO, BHXK/IaHE HA OPEOITH OKOJIO CBETIIHHHH H3TOUHHLIH, HOIHA
CIIETIOTA, JIIONEEIH ce o0pasy, BIDKAaHe Ha NPOOIACHLM, 3pHTENHA aypa, HaMalleHa 3pHTEIHA
OCTPOTAa, BIDKAAHE C TIOBHILIEHA APKOCT Ha 00pa3uTe, 3aryba Ha 4acT oT c6H4al{HOTO 3pHTENHO
noJne, BIKAAHE HA METHA Npel] O4HTE)
NIOBHIIIEHA TEMIIEpATypa

ofpuB

rajeHe, MOBPBILAHE, TMapUA
rnasoOonune

NoAyBaHe Ha KpalHHIHTE

KOpeMHH OONKH

3aTpyJHEHO AHILAHEe

MOBHILEHH YepHOAPOOHH eH3UMH

YecTH: Morat Aa 3acerHar a0 1 Ha 10 gymm
¢ BB3NANEHHE Ha CHHYCHTE, Bh3NAal€HUE HAa BEHLMTE, BTPHCaHe, craboct




HMCBHK OpOil, BIUTIOUHTENIHO TEXKKH CTy4aH, Ha YepBeHHTe (IOHAKOra CBbP3aHH ¢ HMYHHH
MEXAaHH3MH) 1/WITH Ha Oe/THTe KPbBHH KICTKH (TIOHAKOTa ¢ MOBHILEHA TEMIEPaTypa), MaTkk Bpoii
KNeTKH, HapeueHH TPOMOOLMTH, KOWTO MOANOMAraT ChCHPBAHETO HA KPBBTa

HHCKA KPbBHA 3aXap, HUCKH HHBA Ha Kauil B KPBBTA, HHCKM HHBA HAa HATPHH B KPBBETA
TPEBOXHOCT, JIENpecHi, 0OBpKBaHe, BBb30YAa, HeCTIOCOOHOCT Aa 3acIMTe, XalIOLHHALMH

IbPYOBE, TPENEPEHE HIIH HEKOHTPOMHPAHH MyCKYMHH JBHKESHHS, H3TPBIBAHE WIH HeOOHYaKHH
YCelUAHHA N0 KOXATa, MOBMILIEH MYCKYJIEH TOHYC, ChHJIMBOCT, 3aMasHOCT

KPBBOH3JIHB B O4MTE

npobneMH cbC ChPAEYHHS PHTBM, BKJIFOYMTETHO MHOTO YCKOPEH ChpAeHeH PUTHM, MHOTO 3abaBeH
CHpJEH€eH PHTBM, NPHNATbLM

HMCKO KPBBHO HalAraHe, Bh3NaJeHAE Ha BeHWTE (KOeTO MOXKe Aa Obae cBbp3aHo ¢ o0pasyBaHe Ha
KPBBEH CHCHPEK)

OCTpO 3aTPyAHEHHE NPH AHLIAHe, 00NKa B MbpAHTE, MOAYBaHe Ha NHLETO (YCTara, YCTHHTE U
OKOJIO OYMTE), HATPYNBaHe Ha TeYHOCT B Genure apobose

340CK, JIOLIO XPAHOCMHIIAHE, Bh3NATeHHEe HA YCTHHTE

JKBITEHHULIA, BH3NAJICHHE Ha YepHUA Apod B yepHOAPOOHO yBpexAaHe

KO)KHH OOpHBH, KOUTO MOTaT Jia OBEAAT A0 Texkka Gopma Ha obpasyBaHe Ha MeXypH H JIOLIECHE
Ha KOXAaTa, KOETO Ce XapaKTepu3Hpa C IUIOCHK, YepBeH YYacTbK Ha KOXKATa, IIOKPHT ¢ MANIKH
C/THBAILH Ce MOAYTHHH, 3a4CPBABAHE HA KOXKATA

crpbex

Koconaja

tonka B repba

6Bn0pevuHa HENOCTATHYHOCT, KPBB B YPHHATA, MPOMEHH B U3CJ/IEBAHHATA Ha (yHKIIHATA Ha
6ubpeuyre

C/IBHYEBO M3rapsiHe WM TeXKa KOJKHa peakuHd ciell H3/laraHe Ha CBeTIHHA KIH CITbHLE

paK Ha KoXara

HeuecTa: MoraT aa 3acerHar ao 1 Ha 100 oymn

rpuronoaobHH CHMITTOMH, JPa3HEHE H BL3MAJICHHE HAa CTOMALLHO-YPEBHHUA TPAKT, Bb3NalleHHe
Ha CTOMAILIHO-YPEBHHA TPaKT, NPHYHHABALIO AHAPHA, CBbP3aHa C AaHTHOMOTHYHOTO JIEYEHHE;
Bh3naneHHe Ha THM(QHHUTE ChAORE

BL3NMAJIEHHE Ha JIMFaBHNATA, KOATO 0OBHBA KOPEMHATA CTEHA H NIOKPHBA KOPEMHHTE OPTaHH
yBenu4eHHe Ha TMMQHHE xute3n (noHAkora 601e3HeHO), KOCTHOMO3bYHA HENOCTATHYHOCT,
nosuuIeH Opoii eozuHODIIH

NoTHCKaHe Ha tyHKIMa Ha HaaGBEOpeyHaTa jxUIe3a, HaManeHa GYHKIMA Ha IUTOBKIHATA HJI€3d
NpoMeHeHa MO3b4Ha GyHKIHA, CHMITTOMH, TONOOHH Ha Gonectra Ha [TapKHHCOH, YBpexKaaHe HA
HEpBH, KOSTO BOJIM IO H3TPBIIBaHe, GONKH, MpaByJKaHe WIH NapeHe B JUIAaHHTE WM CTHOANATA
npobAeMH ¢ PABHOBECHETO MITH KOOpAHHALMATA

OTOK Ha MO3bKa

JIBOAHO BMXJAHE, CEPHO3HH HAPYLUCHHA HA OYWTE, KOHTO BIJIIOYBAT: 60/Ka H BBE3NAIEHHE Ha
OYHTE H Kilena4yuTe, HeoOHYaiiHi ABUIKEHHA HAa OUHTE, YBpeX/aHe Ha 3PUTENHHSA HEPB, KOETO
BOAH JI0 HAapYyIIEHO 3pEHHE, OTOK Ha 3PHTE/THHA JHCK

MOHIDKEHA MYBCTBHTENHOCT KBM AOIHD

NpOMEHH BB BKYCOBHUTE yCelUaHHs

3aTpYAHEHO UyBaHe, IIYM B YLIMTE, CBETOBBPTEX

BB3NAIECHHE Ha HAKOH BLTPELIHH OpraHi — MaHKpeac U JBaHaHCeTONMPBhCTHHK, OTOK M Bh3MAICHHE
Ha e3HKa

YBEJIHYEH 4epeH Apob, yepHoApoOHa HEAOCTATLHHOCT, 3a00/IABaHE HA HITBYHHA MEXYP, KAMBHH B
AITBYHUA MEXYD

BB3[1aJIEHHE Ha CTABHTE, BEINMAIICHHE HA BEHHTE MO/l KOXaTa (KOeTO MOXeE [1a € CBb
obpa3yBaHe Ha KPBEBEH ChCHPEK)

Bb3IaIeHHe Ha 610penuTe, GenToK B ypuHaTa, 656peuHo yBpekaaHe

MHOI'O YCKOpPEHA ChpAeYHa AEHHOCT WIH NpecKayaHe Ha ChpLEeTo, OHAKOra C
€JIEKTPHYECKH HMITYJICH

OTKJIOHEHHS B encKkTpokapaHorpamara (EKG)




NOBHILIEH XOJIECTEPOJI B KPLETA, MOBHILIEHA ypes B KPBBTA
ANEePrHYHH KOXKHH PEaKLMH (TIOHAKOTa TEKKH), BKIIOYHTETHO JKHBOTO3aCTPALLIABAILO KOXKHO
sabonaBaHe, KOETO MPHYHHABA GONE3HEHH MEXYPH H JIE3HH 10 KOXKaTa H JIMraBHLMTe, 0cofeHo B
yCTaTa, Bh3ManeHHe Ha KOXKaTa, KONPHBHA TPeCKa, 3a4ePBABAHE U IPa3HEHE HA KOXKATA, YEPBEHO
WY BHOJIETOBO OLIBETABAHE Ha KOXATa, KOETO MOXKE [1a € MPHYHHEHO OT HHCEK bpoii
TpOMOOLIUTH, eK3eMa
peakiMHy Ha MACTOTO Ha HH)Y3HATA
anepryvHa peakuua WM 3aCHIeH HMyHEH OTTOBOp

® BB3NANEHHE Ha ThKAHUTE, OOBMBAILH KOCTHTE

Peaxu: Morat ja 3acerHar g0 | Ha 1 000 qymu

®  CBPbXAKTHBHA IIMTOBHIHA JUIE3a

e  yBpeKIaHe Ha MOIBMHAETA (PYHKUHA, KOETO € CEPHO3HO YCIIOKHEHHE Ha YepHOApobHO
3abonspaHe

e 3ary0a Ha MOBEYETO OT BNAKHATA B 3pHTEHHA HEPB, IOMBTHABAHE Ha POrOBHIIATA, HEBOJIEBH
JBIXXEHHS Ha OKOTO

e  OynosHa YyBCTBUTENHOCT KbM CBETIIHHA

e  HapylleHHe, P KOETO UMYHHATa CHCTEMA Ha OpPraHM3Ma aTaKyBa YaCTH OT nepHdepHara
HEpBHA CHCTEMA

e  npobneMH ChC CHPAEUHHA PUTEM HIIH MIPOBOAMMOCTTA Ha CHPLETO (TMOHAKOra
KHBOTO3aCTPALIABALIH)
SKHBOTO32CTPALLIABALIA ANIEPrHYHA peaKkika
HapyLIeHHe Ha CHCTEMAaTa Ha KPbBOCLCHPBAHE
aNleprHYHH KOKHH peakUMH (OHAKOra TeXKH), BKIIoYBaIM 61p30 noaysaHe (OTOK) Ha nepmaTa,
MOJIKOKHATA THKaH, JIMTABHLIMTE M MO/ IMFrABHYHHTE TBKaHU, ChPOAIIH WK GoNe3sHEHM y4acThLH
cbe 3anebenena, 3a4epBeHa KOXKa ChC CpeOpHCTH KOKHH JIFOCIIH; ApasHEHE Ha KOXKATa
JIMCABHLIATE, XKEBOTO3ACTPALIABAILIO KOXKHO 3a00N4BaHe, KOSTO NPHYHHABA OT/ICIIBAHE HA FOJIEMH
YHacTBLM OT eNMACPMHCA, Hal-BHHITHHA KOXEH CIIOH, OT CIIOSBETE MO, HETO

®  MaJKH, CYXH, JTIOCNIECTH YYaCThLH N0 KOXKAaTa, MOHAKOra yAeOeNneHy ¢ LIMNOBE WIH ,,poryera’

Hexenann PEAKLIHH C HEH3IBECTHA ICCTOTA.
L JYHHYKH H THCMEHTHH NCTHA

Jpyru 3Ha4MTENHH HEXENaHH peakLiuy, YHATO YeCTOTa € HEH3IBECTHa, HO TpAOBa fa ce crobImAT
Ha Bamus nexap HezabaBHO!
® 3a4ePBEHM, SICLICLIM € NMETHA HITH KOXHH NMPOMEHH ¢ (POpMAaTa Ha MHILICHA, KOMTO MOXe Aa
€a CHMITTOM Ha aBTOHMYHHO 3a60/1aBaHe, HAPEYESHO KOXKEH JINyC €PHTEMATONeC

Ha6nronasanu ca HedecTH peakiliii 1o BpeMe Ha BiHBaHeTo Ha BopukoHazon CaHao3 (BKTIOUHTETHO
3aYepBABaHeE, MOBHILEHA TEMIIEPATypa, H3NOTABaHE, YCKOPeHO chplieOHeHe U 3aayX). BamusaT nexap
MO3e [la cripe HH(Y3HATa, aKO TOBA C€ CITy4H.

Twfi xato e napectHo, e Bopukonason Cannos nosnuaea yepnus apob u 6x6peure, BawmsaT nekap
Tpa6Ba na npocneasea QyHKUMHTE Ha YepHUA Bu apob u 6BOpeLiuTe Upe3 KPBBHH H3CICABAHUA,
Mons, xoHcyaTHpaiiTe ce ¢ Bauus nekap, ako UMaTe HAKAKBH CTOMAIIHH GOMKM HIH H3NPAKHEHUATA
Bn ca c npoMeHeHa KOHCHCTEHLIHA.

Cpofiuasa ce 3a pak Ha KOKaTa NMpH IALMEHTH, JIEKYBaHH NPOIB/LKHTENHO BpeMe ¢ BoprkoHason
Canpos.

CrnbHMERO M3rapaHe HIH TEXKKH KOKHH PeakIvi Cea W3NaraHe Ha CBeT/IMHA WITH CITE,
HabnogaeaHM mo-4ecTo npu aeua. Ako Bue unm Bawero nere pasenere KOXHM Ha
Bawuar nekap Moxe 1a Bu Hacoud KbM JepMaTONOT, KOHTO cllefl KOHCYATALMA M
NpeLeHH, Ye € BakHO Bue win Bawero aere penosHo fa npeMHHapare nperneau.
Ha YepHOAPOOHHTE EH3HMH CBILO ce HabMoJaBaT No-4ecTo NpH AeLa.



AKO HAKOS OT TE3M HEXENAHU peakiH NpobkaBa WiH Bu Ge3nokon, yBenomere Bamna nexap.

Cro0maeane Ha HeXel1aHH PEAKIHA

AKO TIOITyuHTE HAKAKBK HeXKeJlaHH JIEKapcTBEHH peakUMy, yBeaoMeTe Bauua nexap, gapmanest Win
MeAMLMHCKA cecTpa. TOBa BKIIOYBA BCHYKH BE3MOXHH HEOTIHCAHM B TA3H JHCTOBKA HEXENaHH
peakiui. MoKeTe ChILO Ja ChOOIMTE HEXXENaHH PeaKLUK JTHPEKTHO upe3 HallHOHAITHATA CHCTEMa 3a
cpobuaBane KoM H3mbIHHTETHATA areHUHS 10 JIGKapCeTBaTa, yi. ,,Jaman I'pyes” Ne 8, 1303 Codus,
Ten.: +35928903417, yebeaiit: www.bda.bg. Karo crobinasate HexxenaHH peakiiy, MOXeTe Ja
AajeTe CBOA MPHHOC 3a [OJTy4aBaHe Ha MoBeve HHpOpMaLHA OTHOCHO 6€30macHOCTTa Ha TOBa

JIEKpCTRO.

5. Kaxk aa cbxpaagsate Boprkonazon Cangos
I[a Ce CbXpaHABa Ha MACTO, HEOOCTHITHO 3a O€lia.

He u3non3paifTe TOBa I€KapCTBO el CPOKA HA FOTHOCT, OTOENA3aH BbPXY €THKETA H KYTHSATA CJIE
»l omed 1o:“. CpoKBT Ha FOAHOCT OTTORApS HA MOCTHESAHMS AEH OT MOCOYEHUS MECELL.

Ja ce crxpanaBa noa 30°C

Cnen npHroTeaHe Ha pa3TBOpa:
XumuvuHata H dusHyHaTa ctabHiIHOCT e AokasaHa 3a 24 4aca npu 2°C ao 8°C Ha npUroTBeHMA
pasTBop.

Cneg paspexxnase Ha MHGY3HOHHHA Pa3TBOP:
XuMuyHaTa H $U3HuHAaTa cTAOUTHOCT HA pa3peAeHus pa3TBOp 3a HH(Y3HA € AoKa3aHa 3a 3 Jaca fIpH
Temneparypa ot 20°C no 30°C.

OT MHKpOOHONOrHYHA I71eQHA TOUKA BEOHBK pa3TBOpeH, NPOAYKTLT TpAOBa Ja ce U3non3Ba BeaHara.
AKO He Ce W3MON3Ba BeAHATA, OTTOBOPHOCTTA 3a CPOKA M YCIIOBHATA Ha ChXpaHeHHe npeau ynortpeda
e Ha noTpebuTENA, KATO OOMKHOBEHO CPOKBLT He TpAOBa Aa Obae No-AWILr OT 24 Yaca NpH
Temneparypa ot 2°C 1o 8°C (B X1aOWIHAK), OCBEH AKO pa3TBAPAHETO HE € HATIPABEHO B
KOHTPOHPaHH K BATUIHPAHH ACCITHYHH YC/IOBHA.

Mons, HanmpaBeTe CNpaBka B Kpas HA JIMCTOBKATA 33 JOMBIHATENHA HHpOpMAaLIUA.

He H3XB'I>pJ'[ﬂﬁTe JIEKApCTRATA B KAHA/TH3ALUHATA HWIH B xomeﬁuepa 3a JOMAalIHH oTnagbuH.
IMonuraiite Bawma dpapmauesT kak Aa H3XBbPIATE JeKapCcTBaTa, KOUTO BeYe HE K3nonssate. Tean
MEPKH 1lle CMOMOTHAT 3a OTla3BaHe Ha OKONTHATa cpela.

6. C'bm,pxcaune Ha ONAKOBKATA H TONBJHHTE/IHA Hﬂ(‘lﬂpMﬂllﬂﬂ

Kaxspo cbabpixa Bopakonaszon Canjgos

- AKTMBHOTO BeLLECTBO € BOpHKOHa30J1. BeekH dnakon ceabpika 200 mg npax 3a uadysHoHeH
pa3TBOp, EKBHBAlIEHTEH Ha pa3TBop ¢ 10 mg/ml, korato e peKOHCTHTYHpaH KaKTO € YKa3aHoO OT
6onHUYHAA QapMalieBT WIH MeXHLHHCKATA cecTpa (BibK HHOOpPMALMATA B KPas Ha Ta3M JIHCTOBKA).

- Hpyrara cbcTaBka € cyngoOyTiiierep- B-UHIUIONEKCTPUH HATPHIA.

Kax m3raexaa Bopakonason Canfos H KaKBO ChABLPXKA OMAKOBKATA
®naxonu ot 25 ml 32 enHoxpaTHa ynoTpeba, OT NPO3payvHoO CTHKITO, THN I, 3aTBOpEHH C
OT JIHOGHIH3HpPaHa I'yMa, ¢ ATyMHHHEBa 00KaTKa H ¢ I1acTMacoBO Kanade, [1acTase

KYTHA.

Bupose onakopku:
1, 5 u 10 ¢pnakoHa ¢ mpax 3a HHGY3HOHEH Pa3TBOP.




He BcHYKH BHAOBE ONAKOBKM MOrat ia OnaaT ITYCHATH B nponaxcﬁa.

IlputexaTe) Ha pa3pellieHHETO 3a ynoTpeda
Sandoz d.d.

Verovskova 57, 81-1000 Ljubljana

Cnoeenus

IIpon3goanaTenn

Lek Pharmaceuticals d.d
Verovskova 57, 1526 Ljubljana,
Cnorenus

Salutas Pharma GmbH
Otto-von-Guericke-Allee 1,
39179 Barleben I'epmanus

To3n JeKapcTBEH APOIYKT € pa3pemaeH 3a ynorpeda B cTpanuTe - 9cHKHE HA EHO che

CIeJHHTE HMERAa:

JAbpxaBa Hme Ha JIeKapcTBeHAS NPOAYKT

Hunepnanaus (RMS) Voriconazol Sandoz 200 mg, poeder voor oplossing voor infusie

ABcTpHA Voriconazol Sandoz 200 mg —Pulver zur Herstellung einer Infusionslésung

Benrus Voriconazol Sandoz 200 mg poeder voor oplossing voor infusie

brnrapus Bopukonazon Cannos 200 mg npax 3a MH(QY3HOHEH pasTBOp
Voriconazole Sandoz 200mg Powder for solution for infusion

Yexun Vorikonazol Sandoz 200 mg prasek pro infuzni roztok

I'epmanus Voriconazol HEXAL 200 mg Pulver zur Herstellung einer Infusionsisung
ENR 2189283

Jlauus Voriconazole Sandoz

I'vpuips Voriconazole /Sandoz

Hcenauua Voriconazol Sandoz 200 mg polvo para solucién para perfusion EFG

Opanimua Voriconazole Sandoz 200 mg, poudre pour solution pour perfusion

Hpnanaus Voriconazole Rowex 200mg Powder for Solution for Infusion

XbpBaTCKa Vorikonazol Sandoz 200 mg prasak za otopinu za infuziju

Hranua Voriconazolo Sandoz GmbH

Hopperus Voriconazole Sandoz

TTommua Voriconazole Sandoz

IopTyraaus Voriconazol Sandoz

PyMEBHHUSA Voriconazol Sandoz 200 mg pulbere pentru solutie perfuzabild

CnoneHus Vorikonazol Sandoz 200 mg pra3ek za raztopino za infundiranje

Cnopakus Vorikonazol Sandoz 200 mg prasok na infizny roztok

JaTa Ha moC/IeAHO Mpepa3riekAane HA JIACTOBKATA

MM/ITIT

ITocouenaTa Mo-goITy HHd)opmau}m € NpeAHa3zHa4YcHa CaMo 3a MCOHLHHCKH CIICIIHATHCTH.

Hudopmannd 3a pa3TBapsine H pazpexkaaHe
» Bopukonason Canzo3 npax 3a HHQY3HOHEH pasrBop € HeobXoaUMO MBPBO Ja ce pa3TBOPH B

19 ml pona 3a mrxexuun wm B 19 ml 9 mg/ml (0,9%) narpres xnopuz 3a HHG
nomy4u obeM 3a H3TerIAHe oT 20 ml 6HCTHpP KOHUEHTpAT, chAbPKam 10 mg/ e
¢ Haxewpnere dpnakona Bopukonazon Canmos, ako BaKyyMBT He H3TerH pas

¢akoHa.




e [IpenopbuBa ce Aa ce H3MOM3Ba CTAHAapTHa (HeaBTOMaTHYHA) CIIpHHLUOBKA oT 20 ml, 3a 1a ce
OCHrypH TOYHO KonHdecTBo (19,0 ml) Boxa 3a nmxexumu unv 9 mg/ml (0,9%) natpues

X0pua 3a HHDY3HA.

¢ Cnep ToBa HeOOXOMHMOTO KONHUECTRBO pa3peleH KOHLCHTPAT ce NpubaBs KbM HAKOH OT
NpenopsYBaHHTE CHBMECTHME HH(Y3HOHHH Pa3TBOPH, H3OPOEHH N0-I0MY, 3a Aa Ce MOTy4H
KpaeH pa3teop Ha BopukoHazon, ceappakai 0,5-5 mg/ml Bopukonazon.

¢ To3HM IeKapcTBEH NMPOAYKT € CaMo 3a eIHOKPATHO MPWIOKEHHE H BCAKO HEH3NOM3BaHO
KOJIHYEeCTBO TpAGRA /12 ce M3XBBPIIH, KaTo caMo OHcThp pa3TBop Oe3 uHacTHLM TpabGBa na ce
H3MoN3BA.
Ja He ce npunara xato 60Myc HIDKeKLRA.
OTHOCHO YC/IOBHATA Ha CBXpaHEHHE, MOJIA BIDKTE ToYKa 5 ,,Kak na cexpansBare
BopukoHnazon Cannos ”.

Heobxooumo Konuuecmso s0puxonazon konyenmpam om 10 mg/mi

Tenecno Kosm4ecTBo BOpHKOHA301 KoAneHTpaT (10 mg/ml), neobxoanm 3a:

Terno (kg) |3 mg/kg 4mg/kgnoza |6mgkgnaoza |8mgkgnoza |9 mghkgaosa
ao3a (6po | (Gpol (Opoii (Gpoit (bpoii
$daaxonr) | paaxonn) $aakonn) $IaKoHH) $IaK0HH)

10 - 4,0 ml (1) - 8,0 ml (1) 9,0ml (1)

15 - 6,0 ml (1) - 12,0 ml (1) 13,5 ml (1)

20 - 8,0 ml (1) - 16,0 ml (1) 18,0 ml (1)

25 - 10,0 ml (1) - 20,0 ml (1) 22,5 ml (2)

30 9,0 mi (1) 12,0 ml (1) 18,0 mi (1) 24,0 ml (2) 27,0 ml (2)

35 10,5ml{1) | 14,0ml(l) 21,0 ml (2) 28,0 ml (2) 31,5 ml (2)

40 12,0 ml (1) | 16,0 ml(1) 24,0 ml (2) 32,0ml (2) 36,0 ml (2)

45 13,5ml{l) | 18,0ml(l) 27,0 ml (2) 36,0 ml (2) 40,5 ml (3)

50 15,0 ml (1) | 20,0 ml (1) 30,0 ml (2) 40,0 ml (2) 45,0 ml (3)

55 16,5ml (1) | 22,0ml (2) 33,0ml (2) 44,0 ml (3) 49,5 ml (3)

60 18,0ml (1) | 24,0 ml(2) 36,0 ml (2) 48,0 ml (3) 54,0 ml (3)

65 19,5ml (1) | 26,0 ml (2) 39,0 ml (2) 52,0 ml (3) 58,5ml (3)

70 21,0ml (2) | 28,0 ml(2) 42,0 ml (3) - -

75 22,5ml(2) |30,0ml(2) 45,0 ml (3) - -

80 240ml(2) |32,0ml(2) 48,0 ml (3) - -

85 255ml(2) | 34,0ml(2) 51,0ml (3) - -

90 27,0ml (2) | 36,0 ml (2) 54,0 ml (3) - -

95 28,5ml(2) | 38,0ml(2) 57,0 ml (3) - -

100 30,0ml(2) | 40,0 ml(2) 60,0 ml (3) - -

BopuxoHason npeacTapnaBa €IMHHYHA 033 CTepPUICH THO(MIM3aT Oe3 KoHcepeaHTH. [Topany ToBa
OT MHKpOOHOIOTHYHA IIe[lHa TOYKa MPHIOTBEHHUAT pasTBOp TpAOBa Aa ce H3MOoJ3Ba BeaHara. AXo He
Ce M3Mo/3Ba BEHAra, OTTOBOPHOCTTA 3a CPOKa H YC/IOBHATA HAa CEXPAaHEHHE MIpeaHd ynotpeba e Ha
notpeduTeNs, KaTo 0GUKHOBEHO CPOKBT He TpAbBa fa 6bAe no-Abasr OT 24 Yaca NpH TEMIMEPATypa OT
2°C no 8°C, ocBeH aKo pa3TBApPAHETO HE € HAMPABEHO B KOHTPOHPAHH H BATHAHPAHH ACENTHYHH

YCIOBMA.

ChBMecTUMH HHQY3IHOHHH PasTBOPH:
[TpuroTBeHUAT pa3TBOp MOXKE Ja Gble paspelcH C:

Hatpues xiiopua 9 mg/ml (0,9%) uHdysHoHeH pasTBop
Hatpuer nakrar 3a HHTpaBeHO3HA HHGY3HA

5% rmokosa # pa3TBop Ha PUHrep-nakTaT 3a MHTpaBeHOZHA HHDY3HA




5% rmoko3a u 0,45% HatpueR X0pua HHPY3IHOHEH pasTBOp

5% rmroKo3a pasTBOP 3a HHTPaBeHO3HA HHPY3HUA

5% rmoko3a B 20 mEq kammeB xsiopui pa3TBOp 3a HHTpaBeHO3HA HHPY3HA
0,45% HaTpHeR XJIOpHI HHGY3HOHEH Pa3TBOP

5% rmoko3a u 0,9% Hatpues xnopu UH(YIHMOHEH pa3TBOD

CoeMecTHMOCTTa Ha Bopukonason CaHmo3 ¢ XpYTH pa3TBOPHTENH, OCBEH C T€3H, IOCOYEHH TIO-TOpe
(unu m36poenn B ,,HechBMEeCTHMOCTH”) HE € M2BECTHA.

HecbBMecTHMOCTH:

Bopukonason Canno3s pastBop He TpAGBa 1a ce MPWIATa B €1Ha U ChIIa THHAA HIH KaHIONa
€THOBPEMEHHO C JAPYTH HH)Y3HOHHH JIEKAPCTBEHH CPENCTBA, BITIOYHTENHO H C MAapeHTePaTHO
xXpaHeHe (Hanp. AmuHody3uH 10% ILroc).

KpreHu npoaykTu He TpAOBa Ia ce mpunaraT Kato HHY3HsA eJHOBpeMeHHO ¢ BoprkoHazon CaHzos.

O61I0TO MapeHTepaTHO XpaHeHe MOKe a ¢e TpHiara kato uHQy3us eaHospemenHo ¢ BopukoHason
CaH,IlOS, HO HC TpﬂﬁBa Aa C€ HpunAarar B €4Ha H Cbllla ITHHHA HIH KaHKoJ1a.

BopuxoHnaszon CaHmos He TpaOBa aa ce pazpexaa c 4,2% HH(DY3HOHEH pa3TBOp HA HATPHER
6urapOonar.




