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Bopukonazon Pomdapm 200 mg npax 3a KOHUEHTpPAT 3a MHQY3HMOHEH pa3TBOp
Voriconazole Rompharm 200 mg powder for concentrate for solution for infusion
(BopHKOHa3on / voriconazole)

"pO'IeTETe BHHMATEJHO NRJIATA JIHCTOBKA, NPEAN Aa 3an0o4HeTe 1a H3Nnoa3sarTe ToBa

JEKApPCTBO, Thil KATO TH CLALPXKA Baxua 3a Bac nnpopmauns.

3anazere Ta3u AMcTOBKA. MOXE [1a Ce HAIOXKH Ja s MPOUETETE OTHOBO.

AKO MMaTe HAKAKBH JIOMBAHHUTE/NHN BLNPOCH, nonuTtaiire Bawna nexap wau dapmanesT.

ToBa nekapcTBo € npeanucalo nMuHo Ha Bac. He ro npeorcrbneaiite Ha apyru xopa. To moxe na
MM HABPEAM, HE3ABMCUMO Y€ MPU3HALNTE HA TAXHOTO 3a00nsaBaHe ca cbluMTe KaTo Bawmwure.

AKO NolyunTe HAKAKBW HEXKEJIAHW peakumnu, yeenomere Bawns nexap nan dapmauest. Tosa
BKJIKOYBA W BCHUYKH Bb3MOKHH HEXKE/IAHH PeaKLIMH, HEONMCaHH B Ta3K IMCTOBKA. Bykre Touka 4.

KakBo cbaAbLp#a Ta3N JIHCTOBKA
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Kakeo npencraensasa Bopukonazon Pomdapm 1 3a kakeo ce v3non3ea
Kakso Tpabsa na 3uaete, npeau aa ninonssare Bopukonazon Pomdapm
Kak na u3nonzeare Bopukonazon Pomdapm

Bb3MOKHH HekKeNaHH peakimu

Kak na cexpanasate Bopukonazon Pomdapm

ChbAbpiKaHUE HA ONAKOBKATA M 101TbIHUTENHA HHpOpMaLIHs

Kakgo npeacrasasisa Bopukounason Pompapm u 3a Kakso ce H3no/13Ba

Bopukonazon Pomdapm cbabpika akTHBHOTO BELLECTBO BOPHKOHa30/1. Bopukonaszon Pomdapm e
NPOTHBOrLONYEH NleKapcTBeH NpoayKT. Toil neficTBa KATO YHHUL0/KABA MIIK CITMPA pacTeka Ha
rbOHUKNTE, KOUTO NPHUMHABAT MHPEKLIMK,

Toii ce npunara 3a je4eHHE HA NAUMEHTH (BB3PACTHH H IE€UA HA Bb3PacT Hal 2 rOWHM) C:

MHeasuBHa acneprunosa (Bua roOMuHa HHpeKUHA, aAbmkaa ce Ha Aspergillus sp),

Kananaemus (apyr Bua rebuuHa nudexums, tbnkawa ce Ha Candida sp) npy He-HEY TPONEHHUHH
NaUNeHTH (MALMEHTH, NPH KOWUTO He ce Habonasa aGHOPMHO noHuzkeH Gpoit Ha DenuTe KPbBHA
KNETKH),

Cepnosnn nHBazuBHK MHpekunn ¢ Candida sp., KoraTo roOMUKHTE Ca PE3UCTEHTHH KbM
thaykoHazon (Apyr npoTHBOIbOMYEH NEKAPCTBEH NPOAYKT),

Ceprnosnu rebrunn uudekunn, npuuuHenu ot Scedosporium sp. wav Fusarium sp. (nBa
PAa3NHUYHK BUAA FBOHYKH).

Bopukonason Pomdapm e npenHa3HaueH 3a NaUKEHTH C BAOLIABALLK C€, Bb3MOMKHO
KHMBOTO3aCTpallaBalli rbOMUHKM HHpeKMn.

[NpodunakTika Ha reOMUHK HHEKLHMKM NPU NALIMEHTH C BUCOK PHCK, HA KOUTO TPAHCMNAHTHPAH
KOCTEH MO3bK.

Toea nexapeTso TpAGBA A Ce NPHUIAra camo Mo JNEKAPCKH KOHTPO.




2. Kakxso TpaGpa aa 3naere, npean aa ninoaisate Bopukonaioa Pomdapm

He u3nonssaiite Bopukonason Pombpapm:
- KO CTE aNepPriyYHH KbM AKTHBHOTO BELLECTBO BOPHKOHA30N WK KbM cyndobyTunberanekc HaTpuii
(1306poenu B TouKa 6).

MHoro BaxHO € Aa yeenomuTe Bawus nekap unu papManesT, ako BISMAaTe MM CTE B3EMANK NPEaY
TOBA APYIH NEKAPCTBA, AOPH M TAKHBA, KOMTO C€ OTNYCKAT O€3 PEUENTa UK PACTHTENIHHM NEKAPCTBEHH
NpOLYKTH.

JlexapcTBata, BKIIOMERH B CrIEABALLMA CIHCLK He TpAOBa Aa 6baaT ynoTpebABaHH NO BpEME Ha
nevenue ¢ Bopukouason Pomdapwm:

*  TepdrenannH (M3non3ea ce NpH aneprus)

*  Acremnion (H3n0A36a CE NPH aneprua)

*  Huzanpua (13000383 CE€ NPH CTOMAWHH npobieMu)

*  TlkuMo3na (M3110/13BA C€ 3a AEUEHYE HA NCHXHYHH 3a00onaBaHn)

¢« XpHUOMH (M3N0N3BA CE NPH HepaBHOMePHO OHeHe HA ChPLETO)

+ Heabpaguk (M3noniBa ce NPH CHMITOMH Ha XPOHHYHA ChPAEYHA HEAOCTATHYHOCT)

*  Pubamnuund (M3non3sa ce 3a neyenne Ha TyGepkyno3a)

«  Edasupenu (nanon3sa ce 3a neverne Ha HIV nadexumns) B nosnposka ot 400 mg n
NOBEYE, BEAHBX AHEBHO

+ Kapbamazenuu (13001382 C€ NpH NeUEHHE Ha NPHUNAAbLK)

+ ®enobapbuTan (M3non3ea ce NpU TeXKO HE3CHHHE M NPUMATBLH)

* Epro-ankanouau (Hanp. eprotaMiH, AHXUAPOEPrOTAMHH; H3NOA3BAT CC NPH MUTPEHA)

»  CHponumyc (H2Mon3Ba ce MPH NaluHEHTH ¢ TPARCNAAHTALHA HA OpraHn)

*  Puronaeup (m3non3ea ce 3a neueHue Ha HIV nagekuns) 2 no3n ot 400 mg v noseve, gsa
N'bTH AHEBHO

«  XbaT KaHTapuoH {pacTuTenHa nofaeka)

+ Hanokceron (M3nonzea ce 3a nedcHUE Ha 3aNeK, 0cOBeHO Npean3BHKAH OT
BonkoycnokoApaily NeKkapeTsa, HapeueHH onkouan (Hanp. MopduH, OKCHKOACH,
theHTaHNN, TPAMAACN, KOAEHH))

+ Tonsantan (M3INON3BA CE 32 TIEYSHHUE HA XHMOHATPHEMHA (HUCKH HHBA HA HATPHIi B
KPBBTA) HAM 33 3aDaBAHe Ha BnowasaHeTo Ha GbOpeuHaTa yHKLNA NPH NALIMEHTH ©
nonukucTosHa 6uOpeyHa Honect)

*  Jlypa3uaoH (H3N013BA CE 32 IEYEHHE HA ASNPECHA)

*  BeheToknake (M3MON3BA C¢ 33 IGUEHHE HA MALMEHTH C XPOHHUHA THMPOLIHTHA NEBKEMHS ~
XJn).

[IpeaynpexaeHHA H NpeaNA3HH MepPKH

Tosopere ¢ Bawmna nexap, gapmMauesT HAK MeAHLHHCKA cecTpa npedy na npuemete Bopukonason
Pomdapm, ako:
¢ CTE UMANTH anepriyvHa peakLuA KM APYTH a300H.
*  CTpajaTe MW CT€ CTPalanH oT yepHoapobHo 3a0onasane. Ako HMaTe yepHoRpoGHO
3aGonasane, BawwaT nekap Moxe 1a Bu npeanuiue no-uucka fosa BopukoHason
Pomdapm. Bawunat nexap cbiuo Taka Tpabea aa npocnenssa yepHoapoGHaTa B dynkuys
Yype3 KPbBHH TECTOBE, A0KATO ce nekysare ¢ BephkoHazon Pomdapm.
*  BH € U3BECTHO, Y€ MMATE XAPAHOMHONATHA, HEPABHOMEPEH ChplIedeH PHTLM, 3abaBeH
CBPACUYEH DHTHM H/H HapylleHHs B enekTpokapavorpamara (EKI), Hapeuenn ,,cuHapoM
Ha yabmkeHna QTc- uurepran™.
Tpabsa qa nidareaTe BcAKakBa CMbHYEEA CBETNMHA M M3NIAMAHE HA CNTLHLUE N0 BpEMe HA TEHEHHETO.
BaxHo e na nokpHsare 4acTHTE OT KOXATA, KOWTO Ca& H3NOWEHH Ha CIbHYEBA CBET/HHA H Aa
HINOAZBATE CIBHLUE3ALUHTHH NIPOAYKTH € BHCOK CibHUe3amuTeH daktop (C3®), Toil kaTo
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YYBCTBHUTENHOCTTA HA KOMKATA KbM ChbHueBuTe Y B Abun moske na ce nosuiuy. To3u pHCK MOxe na
6b4e QOMbAHHTENHO NOBULLEH NIPH €AHOBPEMEHHG NPHAOKEHHE C APYTH NEKAPCTBEHH NPOAYKTH,
KOWTO NOBHINABAT YYBCTBHTENHOCTTA HA KOXKaTa KbM CTbHUEBaA CEETNHHA (POoToOCeHCHOMNH3KpAILH
CPEACTBA), KATO HaANpHUMeEp MeToTpekcaT. Tedu NpennasHy MepKK BaKaT ChIO W 3a AcuUaTa.

Hokato ce nexysate ¢ Bopukonaszon Pomdapm:
*  Kaxerte nezabaeHo Ha Bawud nekap, ako noayuuTte:
— CABHYEBO M3rapade;
—  TeXbK KOXeH 00pyB nan MexypH;
— 6Honka B KOCTHTE.

AKO pazBUETE KOWHH HAPYLIEHHA KaTo TopeonucannTe, Bawnar nekap moxe Aa Bu Hacoun kbm
AEpMATONOr, KOHTO Cel KOHCYATALMA MOXKE fia NPELEHH, Ye e BaxHO Aa Bu npernexaar peaosko.
ChillecTBYBa MAJIKa BEPOATHOCT NIPH ABArocpodHaTa ynoTpeba Ha Bopuxonason Pomdapm na ce
Pa3BUE KOXKEH pak.

AKO pazBueTe npuzHauM Ha HanGbOpeyHa HENOCTATEYHOCT — CLCTOAHME, NPH KoeTo HanbbGpevHNTe
WIEIU HE NPOUIBENIAT JOCTATHUHO KONHYECTBO OT ONpPENEeHH CTEPONAHN XOPMOKH, KaTo
KOPTH30A, KOETO MOWKeE Na AOBEAE A0 CHMNTOMM, KATO: XPOHHYHA WK NPOABLMKHTENHA YMOpa,
MyckynHa cnaboct, saryba na anetuT, 3ary(a Ha Terno, kopemna 601ka, kaxkeTe Ha Bamua nexap.

AKO pa3BHETE NPUIHALKA HA CUHAPOM HA KywmuHr, npu Ko#iTO OPraHH3MbT NPOH3BEKAA NPEKAICHD
MHOrO OT XOpMOHA KOPTH3ON, KOETO MOMeE 1a OBEAS A0 CUMNTOMM, KATO! HAAAABAHE HA TErAQ,
MacTHa rbpluua Mexay pameHeTe, 3a00NeHO NYUE, NOTLMHABAHE HAa KOXkAaTa Ha croMaxa, Genpata,
rbpPAHTE W PBLETE, U3THHABAHE HA KOXKATA, IECHO KPbBOHACAA2HE, IOBHIIEHA KPLBHA 3aXap,
TIPEKOMEPHO OKOCMABAHE, NPEKOMEPHO HINOTABAHE, MOAA, HHdopMUpaiite Banina nexap.

Bawnar nexap Tpadea na npocnesssa GpyHKUMOHHPAHETO Ha yepHUA Bu apod n OwOpeunte upes
KPBEHH TECTOBE.

Jleua H wHoIDH
Bopukotason Pomdapm He Tpabea aa ce Npunara Ha Aella HA BL3PAcT Noa 2 roanHA,

Jpyru nexapersa ¥ Bopukonalon Pomgapm
Hugopmupalite Bawna nekap nan GapMaugET, ako npUeMate, HACKOPO CTe NPHEMANK K e
BB3MOXHO []a NPHEMETE APY rH NEKApCTBa, BXAOUMTENHO W TaKHEA, OTNYCKaru Ge3 peuenTa.

HAkoMW nexapcTBa, KOFAaTo C& NPUEMAT NO €HO Y Cbwo Bpeme ¢ Bopuxonaszon Pomdapm, morar na
NOBIMAAT HA NeAcTBUETO Ha BopukoHalon Pomdapm wan Bopukonazon Pomdapm Moxke na noenuac
Ha TRXHOTO BEHCTBHE.

Hrndopmupaiite Balma nekap, ako npyMemMaTe KOETO W [a € OT C/IEABAILUTE NEKAPCTEA, Thil KaTo
neyenune ¢ Boprxonaszon Pomdapm no cvmoro Bpeme Tpabea na ce v20area, axo TOBA € BbIMOKHO:
*  PuToHapup (M3non3ea ce 3a nededne Ha HIV uuthexuna ) e no3n or 100 mg nea nbvTH
AHEBHO
= Tnacperub (M3non3BaH 3a NEYEHHE HA pak) — ako e HeoGX0AMMO Aa M3Non3eaTe ABETE
nekapcTBa, BawmaT nekap we npocnenssa yecTo Baiuua ChpaeUeH PHTHM.

Hudopmupaiite Baluna nekap, ako npvemate KOETO H A2 € OT CNEAHWTE JIEKAPCTRA, ThiH KAaTO NeuYeHHe
¢ Boprronason Pomdapm no cewoTo Bpeme TpaGsa na ce n3bArea, ako TOBa € Bb3MOKHO M MOXKeE Ia
ce HAOXH AJaNTHUPaHe HAa 103aTa HA BOPHKOHA30N:
*  PudalyTun (n3non3sa ce 3a neueHue Ha TyOepKyno03a). AKC BEE CE ACKYBaTE ¢
pudabyTun, we 6uae HeobXx0AMMO fa ce Npocneansat BawwnTe KpLEHN NoOKA3aTENH H
HEXKENaHW peakutuy KbM prdabyTu.
*  QeHHTOKH (M3NOI3BA CE 32 NeYeHHE Ha eNUNeNCHa). AKO Bede ce neKypaTte ¢ PEHHTOMH,
no epeme Ha neyeHneTo ¢ Bopukonazon Pomdapm we e veobxonynmo npocneaapane Ha
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KOHLUEHTPAUMATA HA PEHUTOWH B KPLBTA BH ¥ MOXe 1A e HanoXH KOpeKLHa Ha J03aTa.
Hndopmupaiite Bawma nexap, axo NPHEMATe KOETO W 1A € OT CISABalUMTE NEKApCTBa, TH KaTO MoXe
Aa ce HaJIOH KOPEKLIUA Ha 103aTa K NpocNedsiBaHe © Lien NPOBEPKa any AekapcTeaTa WK
Boprkonason PoMgapm Bce OLLLE UMAT XKenaHHusa efiekT:

+« Bapdapuh ¥ apyry aHTHKOArynanTH (Hanp. GeHnpoKyMOH, aUEHOKY M2pOJl; HION3BaT ce
3a 3a6aBsaHe Ha ChCHUPBAHETO HAa KPBLBTA)

*  linknocnopuH (M3M0A38a CE NPY NAUMEHTH ¢ TPAHCMIAHTALMA HA OPraHH)

+  TaxkponuMyc (M3NOM3Ba ce MPH NAUMEHTH C TPAHCMIAHTALWA HA OPraHH)

*  Cynganunypeln cpeactsa (Hanp. TonGyTamMua, FIMNH3BA M raubypua) (M3non3sar ce

npu anaber)

* CraTHHK (Hanp. aTopBacTaTHH, CHMBACTATHH) (M3MNON3BAT CE 3a NOHHXABAHE HA
X0necrepona)

*  bensonuaienuuu (Hanp. MuaasonaM, TpuaionaM) (M3NOA3BAT € NpH Tekko Be3ckHue H
cTpec)

*  Omenpazon (M3MON3Ea Ce 3a IEUEHHE Ha A3Ba)

* Tlepopannu koHTpauenTued (ako npuemate Bopukonazon Pomdapm nokato uznonzeare
NepopanHi KOHTPALENTHEN MOXE A MMATE HEKENAHH PEAKINHM KATO raagHe u
MEHCTPYAHH HapYLIEHHA)

+  BuHka ankanouau (Hanp. BAHKPUCTHH W BHHONACTHH) (M3M0M3BAT C€ NPH NEYEHHE Ha paK)

*  HMuxuGuropn Ha THPOIHH KHMHA3a (Hanp. akCHTHHUO, BocyTHHNG, kabo3aHTHHKE,
uepHTHHHE, xoOumernunb, nabpadeHnd, nazaTMHUG, HUNOTHHHEG, CYHHUTHHHD,
HEPYTHHHG, pHBouMKNNG) (M3NON3BAHH 34 NIEYEHHE HA Pak)

¢+ TpeTHHOHH (W3NON3BAH 3a NEYEHHE HA NEBKEMHA}

*  HuawnHaenp v apyru HIV nporeainn uixudutopu (13noaseat ce 3a neueHue Ha HIV
HHpEeKLMA)

*  He-Hyxaeo3naHn HHXHOUTOPH Ha obpaTHaTa TpaHckpunTasa (Hanp. edaBUpeHL,
DENABUPAMH, HEBUPANHH) (M3non:par ce 3a nedenie Ha HIV wndekuns) (Hakon no3m
etasupenu HE morar aa ce npunarat eaHoepeMento ¢ BopuxoHaszon Pomdapm)

* MeTtanoH (M3N0n3Ba CE 32 NEYSHWE HA NPUCTPACTABAHE KM XEPOHH)

*  AnderTaHun 1 PeHTAHHN W APYTH KPATKOACHCTBALLK OMUATH KATO CyheHTaHNnn
{0Gez00naBalLy, NINONIBAHN B XMPYPrHYHK NPOUEAYPH)

*  (KCHKOOOH H APYTH AbLArQAEHCTRALUH ONUATH KATO XHAPOKOAOH (M3N0N3BAH NpH
yMepeHa a0 cuiiha Gonka)

¢ Hecteponasu npoTHBOBBLINARMTENHM CpencTBa (Hanp. nbynpoteH, aAukrodeHak)
(W3n0n3BaT ¢e 3a nedeHue Ha HonKa W Bh3naneHHe)

* aykoHa3on (MpHAarad npyd roOHuAK nHbeKxuHn)

*  EseponuMyc (Npunarad npH AedcHue Ha pak Ha ObOpeunTe B HanpeaHan cTagHi u Npy
NAUHEHTH ¢ TPAHCMNAHTALMH)

+ JleTepmoBnp (nprnarat sa npeaoTBpaTABaHe Ha 3aConABaHe, IPHUMHEHO OT
untomeranosupyc {CMV) caen TpaHCNNaHTaLMA HA KOCTEH MOIBK)

*  MsakadTop (M3n0138a Ce 33 NeYeHUE Ha KHCTO3HA (hubpo3a)

*  PnyKIoKcauunnH (anTHGHOTHK, H3non3sau cpeuly GakTepHanHu nHpexLmun).

BpemMeHHOCT H KbpMeHe
AKo cTe GpeMeHHa MY KLPMUTE, CMATATE, Ye Moe 1a cTe bpemMenta Unu nnauupaTe GpeMeHHOCT,
nocupeTeaiTe ce ¢ Bawna nexap nam dpapMancsT npeau ynotpefata Ha TOBa NEKAPCTBO.

Bopukonaion Pombapm He Tpabea na Ghioe npunaraH no epemMe Ha OpeMEHHOCT OCBEH NO JIEKAPCKO
npeanucanue. [pH xeHU B AETEPOARE BB3PACT ¢ NpenopbuBa ynotpeda Ha eheKTHBHY
NpOTHEQ3a4aTBYHK cpeacTBa. CebpkeTe ce HesabaeHo ¢ Baluna nekap, ako 3abpemeHeere no Bpeme
Ha nevenue ¢ Bopukonazon Pombapm

[Ho¢gupasne v padoTa © MaEIHHH

Bopukonazon PomdapM Moxe 03 Npean3BHKa 3aMBIIEHO BHXIAAHE HAW HENPUATHA YYBCTBHTENHOCT
KbM CBET/IMHA. AKO UMATE TAKHEA NPOABH, HE WoHpakTe K He paboTeTe ¢ HHCTPYMEHTH WAH
MalldHH, Yeenomete Bawms nekap, ako nonyuMTe TAKHBA ONAAKBAHHA.
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Bopuxonaion Pompapm cuobpxa HaTpnil
Tosa nexapcTso cbabpia 221,17 mg Harpuii (oOcHOBHa ChCTaBKa Ha roTBapCKaTa/Tpane3HarTa col) BbB
BcekH dakoH. TORA KOMMYECTBO ¢ eKBUBaneHTHO Ha | 1,05% oT npenopbuMTeNHHA MakCHManeH

JHEBEH XPAHUTENEH NPHEM HA HATpHid 32 BBIPACTEH.

Bopuxonason Pomdrapy cbabpaxa unknoaekerpunn (cyndobyrunberanexe narpnii)

Tora nekapcTso chabpxa 3200 mg UMKNOAECKCTPHHEM BBE BCEKH (IAKOH, KOETO € eKBMBANEHTHO Ha
160 mg/ml, korarto ce pekoHcutyunpa B 19 ml pasTeoputen. Ako umare 6u0peyno 3abonsasane,
roeopere ¢ Bawiuna nekap, npean 1a nonyunre TOBa NeKapcTso.

3 Kax aa nanonssare Bopuxonason Pombapm

BuHaru npueMaiiTe TOBa NEKAPCTBO TOWHO KaxTo Bu e kazan Bamuat nekap. AKC He CTe CHIYPHK B

Hewo, nonuTaiite Bawwa nekap.

Bawmnar NeKap e onpenenu Bawara 03a B 33aBHCHMMOCT OT TeNecHoTO By Terno v BMaa Ha

MH(EKUHATA, KOATO MMATE.

BawuaT nekap MOxe Aa NpoMeHu ao3ata Bu, 8 3aBucHMocT 0T Ballero cbeToAnHe

TpeniopbunTenHaTa 1032 HPH Bb3PACTHH (BKNIOYHTENHO NALMEHTH B CTAPUECKA BB3PACT) € chelHara:

HHuTpasenosno

103a 3a nLpBrTE 24 uaca (HaToBapeawa No3a)

0 mg/kg Ha 12 yaca 3a nbpBHTE 24 yaca

Jlo3a cnea nupeure 24 waca (nonabpixawa no3a)

4 mgfkg nBa NbTH AHEBHO

B zasucumoct ot Bawua OTrQBOD KbM NCHYEHHETO Bawwunt JIEKAp MOXKE 1a MOHHXKHY QHEBHATA 7034 No

3 mg/kg ABa NbTH OHEBHO.

J]ekapaT MO¥KE 0a pelll 0a NOHHXK 003aTa, aKo HMATE N1EKa 10 YMEpPCHa LHpO3a.

¥Ynorpeba npn aeun H wOHOWIH

ﬂpenop'quTenHaTa no3a npy Aceua ¥ HHOLWHK & C/leaHara:

N HTPABEHCIHO NNPHJIOKEHHC

[leua Ha ewapacT oT 2 go noa 12
rO4MHM H FOHOLM Ha BBIPACT oT 12
no 14 roauuu, ¢ rerno non 50 kg

FOnowwu Ha B3pacT oT 12 no 14
roanHH ¢ Terno 50 kg nnu noseue;
BCHYKH KOHOWM HA Bb3pacT Han 14
roAHHU

Mo3a 3a nspexTe 24 yaca
(HaToBapealla no3a)

9 mg/kg Ha 12 yaca npes nbpeHTE
24 yaca

© mg/kg Ha |2 waca npe3 mupeHTe
24 yaca

lo3a cnea nbpeuTe 24 yaca
(noonbpxawa a03a)

8 mg/kg nBa MbTH AHEBHO

4 mg/kg NBa NBTH AHEBHO

B zasucumocT ot Bawwus OTTOBOP HA NEUCHHUETO, NEKApPAT Bu moxe 13 NOBHILK HAH NOHHKH

AHEeBHaTa A03a.

Bopukoraion Pomdapm npax 3a KOHUEHTPAT 38 MH(PYIHOHEH pasTBOP e ObAE PEKOHCTHTY MPaH H
pa3speneH no HeobGxoaMmara KOHUEHTpaums oT Bawus Gonnuded GapMaugBT nAM MEOHLHHCKA

cecTpa. (BuxkTe B Kpas Ha TA3H TMCTOBKA 3a AGIMBAHMTEIHA HHDOpMauns)
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[puroTeeHoTo KOAHYECTBO e Bu Obae nprnoxeHo Ypes HHTPaBeHO3HA HHY3HA (BbB BeHa) ©
MakcHManHa ckopoer 3 mg/kg Ha yac B paMKuTe Ha | a0 3 vaca.

Ao Bue unv Bawero nere npuemate Bopukonazon PoMdapm 3a npodunakThka Ha refnuna
vWHdekuns, Bawmar nekap moxe oa cnpe na Bu aasa Bopukonazon Pomdapm, B cayuait yue Bue unm
Bawero nete pazsere CBbp3aHM C NEUEHHETO HEKETAHH PEAKUMH.

AKo ¢ nponycHaTta no3a Bopukonalon Pomdpapm

Twii kaTo Bue we nonyyasare NekapcTBOTO NON MEAMLWHCKH KOHTPO/, MAKO BEpOATHO € fa ObAae
nponycHata go3a. Bee nak, cbobluete Ha Bawna nexkap uan apMauesT, ako MUCIHTE, He onpeaencHa
no3a ¢ Ouna nponycHara.

AKo cTe ¢npenu npHema Ha Bopuxonason Pomdapm

Jlevenuero ¢ Bopukonason Pomdapm we Gboe ¢ MpoALMKHTENHOCT, onpeaeneHa oT Bawwua aekap, HO
RPOLBLIKHTENHOCTTA Ha NledeHHe ¢ Bopukonazon Pomdiapm npax 3a kOHUEHTpAT 3a HHY3HOHEH
pasTeop He Tpabpa na HaZBMWABA 6 Meceua.

[MaumenTn ¢ otcnabeHa MMYHHa CUCTEMA WAW TE3H € TPYAHO NeYHMH HHGEKUHH MOTAT Aa Ce HYKIanT
OT NMPOABMKHTENHO JEHEHHE 38 NPeJOTBPATABAHE HA BB3BPBILAHETO Ha WHekuuATa. Beamoxkno e,
CIEd KaTo cheToRHMETO By ce nonobpu, unTpaseHo3HaTa HHdY2HA na 6bae 3aMeEHEHA ¢ NpHEM Ha
TabneTku.

Koraro neuenueto ¢ Bopukonazon Pomapm 6bae cnpsHo ot Bawmusa nexap, xe Tpabsa oa ycetuTe
HAKAKBH edekTH.

AKO HMaTe HIKAKBH NOMBLIHUTENHH BLINPOCH, CBLP3aHH ¢ YNoTpebaTa Ha TOBA NEKAPCTBO, MONMTAHTE
Bawwna nexap, papMauesT nni MEaNUMHCKA cecTpa.

4, Bh3MO¥HH HeXeJaHH peakuun

KakTo BCcHUKH NEKAPCTRA, TOBA IEKAPCTBO MOMKE 1A [PEAW3IBHKA HEMENAHN peaKLUHH, BBIIPEKH YE HE
BCCKW I'H Nony4asa.

Ako H3061110 ce MOABAT HEXENAHH PEaKMK, Hafi-BePOATHO € Te Aa GbAAT HE3HAUUTEIHH H BpeMeHHH,
Hsxrow oT Tax, obaue, MoraT na ObAAT CEPMO3HM M N3 M3HUCKBAT MEAHUMHCKH MPHIKH.

CepHOIHH HEKETAHN PEaKilHH - cipeTe nprema Ha Bopukonaion Pomdbapm n nesaGasno
NoThLPCeTe AeKap

-  O6pue

—~ XXpnTeHnua; NpOMEHH B KPBBHUTE TECTOBE Ha yepHoApobOHaTa QyHKUHs

- Bub3nanende Ha naHkpeaca, KO€TO NPUYKMHIBA cHNHa Gonka B Kopema n rbpba

JPpyryn HexenaHH peaKuHy

MHore yecTH: Morat na 3acerHat noseye ot | Ha 10 nywn

—  3pMTENHH YBPEeKAAHNA (NPOMEHH B 3PEHHETO, BKIKOMBALLH 3AMBIIIEHO 3PEHHE, [IPOMEHH B
LBETHOTO 3penHe, HeoBHyaliHa HENOHOCHMOCT KbM BH3YaNHOTO Bb3MPHEMAHE HA CBETINHA,
UBETHA CNENOTA, YBPEXAAHE HA OKOTO, B AAHE Ha OPEOSH OKONO CBETAHHHH W3TCUHHMLM, HOLUHA
CnenoTa, fikoneeily ce obpasu, BUKAAHE Ha NPoONACELUM, 3PUTENHA Ay pa, HAMANEHA 3pHUTENTHA
OCTpOTA, BHXKAAHE C NOBHLIEHA APKOCT Ha obpasuTe, 3aryba Ha yacT o1 00HHaHHOTO 3IPUTENHO
None, BUKAAHE Ha METHA Npen 04uTe)

- Tpecka

- O6pus




— Tapene, noepuliane, AMApHA

— [ nasobonue

—  OTtouM nNo KpaiHULKTE

— bBonkn B cTomaxa

— 3aTpylHeHO aniiaHe

— TlosHwenn yepHoapobHH €H3INMH

Yectn: morat pa zacernar no | na 10 nywn

— Buwananenue Ha CHHYCHTE, BLINANEHHE HA BEHUMTE, BTpHCade, cnaboct

— Hucek 6poit (BKNIOYHTENHO TEXKK CAYYAH) HA YEPBEHHUTE (MOHSKOTA CBbP3aHH ¢ HMYHHH
MEXaHH3MH) W HNH Ha GennTe KPLBHU KAETKH (MOHAKOra C NOBHIUEHA TEMNEPaTy pa); HUCHK Opoi
Ha TPOMBOLIMTHTE (KNETKH, KOMTO NOMAraT Ha KpbBTa [a C€ ChCHPH)

— Hucka kpbBHa 2axap, HICKO HHBO HA KAAWHA B KPBBTA, HHCKO HHBO HA HAaTPHHl B KPLBTa

— bBe3noxoiicreo, aenpecua, o6bpranoct, 8130yaa, HecnocofHocT Aa 3acnuTe (HelcbHue),
XANKOLHHALMK

— IMbpuoBe, TPENEPEHE HUNH HEKOHTPOAHPAHH MYCKYIHN ABHXEHMA, H3TPLNBAHE HAKM HeOGHualHK
YCELLAHHA NO KOXATA, NOBYLIEH MYCKYEH TOHYC, CbHNHBOCT, 3aMaAHOCT

— Kpueouznue B ounTe

— TlpoGremu cbe chbPACUHNA PHTHM, BKITHOMUTENHG MHOTO 3a05p3aH ChpACUEH PHTHM, MHOTO
3a0aBeH CLPASHEH PHTBM, NpHNagkLUH

~ HHCko KpBBHO HansTaHe, Bb3NaneHHe Ha BeHuTe (KoeTo mowe Aa Obe cebp3ano ¢ obpazysaHe Ha
KPBbBEH CLCHPEK)

— OcTpo HaCTLINHNG 3aTPYNHEHO AMWaHe, Honka B MbPAMTE, NOJYBAaHE HAa NHUETO (ycTaTa, YCTHUTE
H OKONO OYUTE), 3aApLaKKa Ha TeyHocT B fennre apobore

— 3anex, NoWO XPaHOCMHNAHE, BL3NANEHHE HA YCTHHTE

— KbiaTenuua, Be3naneHue Ha YepHUA apob M yepHonpoGHOo yBpeknaHe

—  Koxnu oBpHBH, KOUTO MOTAT a AOBEOAT A0 TEXKKO CLCTOsHHE ¢ 00pa3zysaHe Ha MEXYPH U
NIOLLEHE HA KOXATA, KOETO Ce XAPaKTEpH3INpa € NAOChK, YEPBEH YYaCThK Ha KOXaTa, MOKPHT ¢
MANKH, CITHBALLX Ce €HA C APYTa NOAYTHHH, 3a4ePBABAHE Ha KOXKaTa

- Copbex

— OnapaHe Ha Kocara

- bonka B repba

- bBb6peuna HenOCTATLYHOCT, KPBE B YPHHATA, NPOMEHH B TecTose 3a Oubpeunara gyHkuns

= CIBHYEBO M3rapAHe WK TEXKKA KOWHA PeaxLMA CNeA W3NaraHe Ha CBETIHMHA MM CTBHLE;

—  pax Ha KowaTa.

Heuecru: morar aa sacersat a0 | Ha 100 aywn

— T'panononobHu cCHMNTOMM, APA3HEHE H BL3NANCHHE HA CTOMALIHO-4PEBHNS TPAKT, BL3NANECHHE HA
CTOMALLHO-YPEBHHA TPAKT, NPHUHHABALLO CBbp3aHa C aHTHOMOTHUHOTO NSYEHHE AHAPKA;
Bb3NaleHue Ha AuM$pHUTE ChaoBE

— BusnanenMe Ha THHKATA TbKaH, KOATO 00BMBA KOPEMHATA CTEHA W MOKPHBA KOPEMHHTE OpraHu

- VYeenunueHd auMdHH xae3n (MoHsxkora GoNe3HeHH), KOCTHOMOIBUKA HEAOCTATLYHOCT, MOBHILEH
Spoit cosnHOpHNK

= TlotuchaTa ¢yHkUMA Ha Han6sOpeuHaTa %ne3a, HaManeHa HYHKLMA HA LLIHTOBHAHATA IE3a

— [lpomenena Mo3buHa HyHKkUHA, [TapKHHCOH-NOAOGHH CHMNTOMM, YBPEKIAHE HA HEPBH, KOETO
BOJH OO W3TPbNBaHE, GONKH, MpPaBYUKaHE HUAM NAapeHe B INARWTe HAM CThIANATA

— TlpobneMu ¢ paBHOBECHETO MITH KQOPAMHAUMATA

— QOrok Ha MO3bKa

- [eoiiHo BmxnaKe, cepno3ny 3a60AABaHKA Ha O4HTE, KOMTO BKNOYBAT: GONKE K BB3NANEHHUE HA
OYHMTE M KASNAUMTE, HEOOHUARHM NBHIKEHHA HA OUMTE, YBPEK/IAHE HA 3PHTENHHUA HEPB, KOETO
BOAM N0 HAPYILEHO 3PEHHE, OTOK HA 3IPUTENHUS AHCK

—~ Hamanena 4yBCTBUTENHOCT KbM AONMP
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— Tlpometen Bxyc

— 3aTpyfHEHO YyBaHE, 3BLHEHE B YWIHTE, CBETORbPTEN

— BuinaneHne Ha HAKOH BBTPELUHM OPTaHy - TAHKPEac H ABAHANCETONPBLCTHHK, OTOK H Fb3NANEHHE
Ha €3HKa

—  ¥YBennueH uepen apo6, uepHoapoGHa HEAOCTATHYHOCT, 3a00/ISBaHE HA KABYHHA MEXYP, KAMbBHH
B ¥TBUHHA MEXYP

— DBub3nanedue HA CTABMTE, Bb3INANEHHE HA BEHWTE /10 KOMKHATA NOBHPXHOCT (KOETO MOXKE fa €
cBbp3aHo ¢ 06pa3yBaHETO Ha KPBBEH ChCUpEK)

— Bwinanenue ua 6u6peunTe, SenThk B ypuHata, 6u0peuHo yspekaaHe

—  YuecTeH ChpAEUEH PUTHM HILH fIPECKANAHE HA CLPLETO, NOHAKOra ¢ HEPHTMHUUHH e1eKTPHYECKH
HMOYNCH

— OrknoHeHue B enekTpoxapavorpamara (EKID)

— [losuiueH xonecrepon B KPLBTA, NOBULIEHA YpEA B KPBBTA

—  AneprudHu KOXHH peakimy (B HAKOW CNyHaM TEXKH), BRIOUYNTENHO KMBOTO3ACTPAILABALLD
KOXHO 3a00n15BaHe, KOETO NPHUMHABE GOME3HEHH MEXYPH H 11€3HKH RO KOIKATA H AMMABHLNTE,
ocofeHo B yCTaTa, Bh3NaNcHHE Ha KOXATA; KONPHBHA TPECKka; 3a4epEABAHE H ApA3HEHe Ha
KOXATa; MPOMAHA Ha LIBETa HA KOXKATA A0 HEPBEHO WM NYPrYPHO, KOETO MOXE Ja € NPHYMHEHO
OT HHCBK Opoit TpOMOOLIMTH, ex3eMa

— Peakunu Ha MACTOTO Ha HHpy3uATA

— AnepruyHa peaxums HAM NPEKOMEPEH HMYHEH OTroBOp

— Bu3nanenne Ha TbKaHMTE DKONO KOCTTA,

Penku: morar na 3acernar ao | na 1 000 nywn

— CapbxakTHEHA IWWMTOBUEHA XKAe3a

—  VYBpexiaHe Ha MO3BLUHATA GyHKUMSA, KOETO € CEPHO3HO YCNOKHEHHE HA YepHoapoGHo 3abonasane

— 3Jary6a wa NOBEYETO OT BNAKHATA Ha IPUTENHHMA HEPB, TOMBTHABAHE HA POrCBHLLATA, HEBONEBO
IBWKEHHE HA OKOTO

— byno3na 4ysCTBUTENHOCT KbM CBETNHHA

-~ HapyuweHde, npH KOETO HMYHHATA CHCTEMA HAa OPraHHIMa 4TaKyBa YACTH OT nepHgepHaTa HepEHA
CHCTEMA

—~ TIpobnemy Cbe CHLPASUHNA PUTBM HAH NPOBOAMMOCTTA HA CHPLETO (NOHAKOrA
KHBOTO3aCTPaLIaBalllM)

— usoro3acTpawasalla a1epryyHa peakLmns

— Hapywenue Ha cMcTemaTa Ha KPBLBOCHCHPBAHE

-~ ANEpriyHy KOXKHH peaKuMHi (MOHAKOra TEXKHM), BKIIOYBALLM Ohp30 noaysaHe (OToK) Ha aepMaTa
(eQHH OT CNOEBETE HA KOWATA), MOAKOMKHATA ThKAH, IMCABULNTE M NOANHIABHHHHUTE ThKAHH;
cbpbawm uan GonesHeHn yuacThuM cbe 3agefencHa, 3auepBeHa KOXka Che cpeSpHCTH KOMXHH
JIIoCnH; Apa3sHeHe Ha KoXaTa M IMFaBHLMTE; )KHBOTO3ACTpallIaBallo KoKHO 3abonaeate, koeto
NPUYKHABA OTNENBAHE HA TOMIEMH YYaCTbUM OT CNHAEPMHUCA - HAH~BBHLIHUA KOXEH CIOH - OT
NexaluTe NOM HEro CNOEBE HA KOKATA

—  Manky, cyxn, TIOCNECTH y4acThLH NO KOKaTa, NOHAKOra yaeGeneny ¢ LWMNoBe UK , poruera”

Heskenauu peakunm ¢ HEH3BECTHA YECTOTa:
—  JIYHUUKY W OUrMEHTHM fIETHA

Hpyry 3Ha4HMH HEXENAHN PEAKLIMH, YHATO YECTOTA € HEM3BECTHA, HO TpAGEa Aa ce cLOOIABAT Ha
Bawus nexap nezabagrHo:
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- 3a‘ICpBCHH, NWewH ce NeTHA Uil MHLLIEHOBHAHH KOYKHH H3IMEHEHHA, KOUTO MOXE Aa ca
CHUMMOTOM Ha aBTOHMMYHHO safonaeaxe, xoeTo ce HapH4a KOWEH NynyC €pUTEeMaToace

HabnronasaHy ca HEYECTH peaklMM N0 BpeMe Ha WHoy3naTa Ha BopukoHason Pomdbapm
(BKIKOYHTENHO 3a4EPBABAHE, TPECKA, HIMOTABAHE, YBENUYEHA CHPAEUHA YECTOTA M 3aTPY AHEHO
nuwane). Bawuar nekap moxe na cnpe HHgyIKATA, AKO TOBA CE CAYYH.

Twii Kato € n3BecTHO, Ye Bopnkonason Pomcapm zacara dephus apob v 61u0peunte, BawiuaTt nekap
Tpabea aa npocaeny Gy HKUMATA HA YepHus Bu apob n 6v6pewure upes kpbend nicnensanna. Mons,
undopMupaiiTe Bawma nekap, ako umarte DOKM B CTOMAaXa WNH W3npaxHenHaTa Bu ca ¢ npoMereHa
KOHCHCTEHLIHA.

Cwvobiasa ce 3a pak Ha KOXKaTa NpH NALHEHTH, NEKYBaHH ¢ BOPHKOHA30A 33 AbJTH NEPHOLH OT
BpeMe.

CNBHYEBO WIrapsaHe WK TEXKKH KOKHH PEaKLMK CNeA W3TaraHe Ha CBETIIMHA MK CABHUE ca
NpoABABAHM O- HECTo npH Aeld. Ako Bue naw Bateto aeTe pazsuere KOXHH HApy weHus, Bawunar
aexap Moxe aa Bu Hacouu kuM JepMaTonor, KOWTO cnell KOHCYNTaLUMs MOKe 23 peluH, qe 33 Bac uau
Bawerto peTe € 0T ronaMo 3xavenne Aa GbaeTe nperaexaanu penosHo. MNosuwenyara Ha
4epHOIPOGHUTE EHIUMK CBILG Ce HAbMII0AaBAT NIO-4EecTo TIPH Aeua.

AKO HAKOR OT TEIH HEKENAHN PEAKLUMH NPOAbMKasa UK Bu Gesnokon, ysenomere Bawius nekap.

ChofulaBaHe HA HEWEJIAHH PEAKLHHA

AKO NONYUHTE HAKAKBH HEXKENaHH NEKAPCTBEHH PEakumK, ysenomere Bawmvs nekap Waun dapmauesrt.
ToBa BKNIOUYBA BCUYKH Eb3MOKHH HEOTIHCAHH B TA3W NUCTOBKA HEXENAHH peakumi. Moxere cbiuo aa
chOOLUMTE HEXENAHH PEAKUMN JHPEKTHO Ypes:

H3nbnHWTENHA areHUXs No nexapcTeara

yh. . Jaman Ipye” Ne 8

1303 Codhna

Ten.: +359 2 8903417

yebcaiT: www . bda.bg

KaTo cbobluasarte HEXeNnaHH peakuqt, MOKETe A3 aeTe CBOA NPHHOC 33 MOAY4ABAHE HA NOBeYe
WHGOpMaLIna OTHOCHO §€20MaCHOCTTa Ha TOBA NIEKAPCTEO.

5. Kak aa cxxpanasate Bopukonason Pomdapm
Ja ce cbxpaHABa Ha MACTO, HEAOCTBITHO 33 Aeua.

He u3non3eaiiTe ToBa N1€KApCTBO CEA CPOKA HA FOAHOCT, 0TOENS3aH BLPXY €THKeTa cnen ,[onex
80:", CpOKbT Ha MOAHOCT OTTOBAPA Ha NOCNENHUA NEH OT NOCOHYEHN MECEL.

Ha ce cuxpanasa noa 25° C B opUrHHanHaTa ONakoBKa, 3a 0A ¢ Npeana3H OT CBETNHHA.

Cnen pekOHCTHTYHPAHE M pa3pexaane pa3TBopbT TPAGBa 4a ce M3noa3Ba He3adasHo.
PEKOHCTHTY MPaHHAT pasTeop TpalBa NbPBO Aa C& pa3peaH Che CHBMECTHM WH(Y3HOHEH pa3Teop,
npean aa ce NpHAoKu. (Mona, BHKTe Kpad Ha Ta3u MIMCTOBKA 33 AOMBIHHTENHA HHGOPMALKA).

He u3xsbpnaiTe nexapcTeata B KaHANM3AUMATA HIH B KOHTEHHepa 3a ZOMaLIHW OTNATBLLUM.
MonuTaiiTe Bawua GapmaLesT Kak 4a H3XBbLPAATE JEKAPCTBATA, KOUTO BEYe He nanonieate. Tesn
MEPKH LLe CMOMOTHAT 32 0N3a3BAHE Ha OKOIHATa CPena.
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6. CuabpxanHe HA ONZKOBKATA H A0NBJIHHTENHA HH(OpMALNHA

Kakeo cxaspwa Bopnkonason Pomdapm

- AKTHBHOTO BELLECTBO € BOPKKoHa3on. Beekn dnakon ceabpika 200 mg popukoHazon.

- Apyrara cbcraeka € cyagobytmaberanekc Hatpuii (Bx. Touka 2, Bopukonason Pombapm coaspxa
UHKNONEKCTPHHHM).

Beexn nakon ceabpska 200 mg eopHkoHazon, eksieanenTeH Ha 10 mg/ml pazTsop, korarto ce
PEKOHCTHTYHUPA CIOPEA YKA3aHWATA Ha BawiKna GonHkueH GapMaLesT MM MEAHLIMHCKA cecTpa (BHKTE
HHOPMALIMATA B KPas HA TA3M IHCTOBKA).

Kax wiraexaa Bopakonazon Pomdapm H KaKBO CbOLKA OMAKOBKATA

BopukoHason Pomtapm ce npeanara B cTbKAeHM (9IAKOHH 33 €1HOKPATHA ynoTpeda, Chabpxawt 6an
MAM No4TH BAn npax, 6e3 BHAHMH 4aCTHUM,

MpuTemaTen HA pazpelieHHETO 3a ynoTpeba H npoH3BoANTEN
Rompharm Company S.R.L,

Eroilor Street, no. 1A, Otopeni, lifov County

075100, PymbHua

To3u nexapcTBEH NPOYKT € pajpelieH B cTpaku uneHkn na EWIT non cneannre nmena:
Yurapua: Vorikonazol Rompharm 200 mg por oldatos infizidhoz valé koncentrdtumhoz
Pymitua: Voriconazol Rompharm 200 mg pulbere pentru concentrat pentru sclutic perfuzabild
Buarapua: Bopukonason Pomdgapm 200 mg npax 3a koHUeHTPAT 32 KHY3MOHEH pa3TBOp

JaTa Ha nocneaHo APepa3raekiAHe HA THCTOBKATA
02/2026

3a noNbAHUTENHA HHCbOpMaLlHﬂ OTHOCHO TOBA JIEKAPCTBO, MONA, CBBPKETE CE ¢ MECTHHA
NpEACTABUTEN Ha NPpHUTEXKATENA HA PA3PELICHHETO 3a }'HOTPEGB

TMocouenara no-qony HHqIOpMﬂIlHﬂ € NpeaHa3HAYeHa CAaMOo 32 MeAHUHHCKH COCUHATHCTHT

Hudopmauna 6THOCHO PEKOHCTPYHPAHETO H PA3PEKAAHETO

*  BopukoHazon Pomdapm npax 3a khdy3voHed pasTeop Tpabea NbPBO 0a C& PEKOHCTHTYHDA MK
19 ml poaa 32 HHMKEKLWH MU © 19 m| MHXKEKUMOHEH pa3TBOp Ha HaTpues xnopua 9 mg/ml (0,9%)
Ao nonyuasane Ha obem o1 20 ml Buctbp koHuenTpar, cbabpxaw 10 mg/m) roprkonazon.

¢ [IpenopbunTenHO & fa ce HINONIBA CTAHAAPTHA (HE ABTOMaTU3KpaHa} cnpuHuoeka ot 20 ml, 3a
Aa Ce rapaHTHpa, 4e ce No3upa ToueH obem (19,0 ml) Boaa 33 HHIKEKLHW UAM HHKEKLHOHEH
pa3TBOp HA HaTpMes xnopua 9 mg/ml {(0,9%).

*  Heo0XxoaHMOTO KOMHYECTBO OT PEKOHCTHTYMPAHHA KOHLEHTPAT ce A00aBA KM NPENOpbUaHNTE
CbBMECTHMH HHthY3MOHHM PA3TBOPH ONMCAHH NO-AGHY A0 NONYYABAHE HA KpaiHUA pasTBOP HA
Bopukonazon Pomdapm, cvavpxkaw 0,5 no 5 mg/ml sopukoHason,

¢ To3n nexapcrBeH NPOAYKT € 33 €AHOKPATHA YNOTpeDa M HEU3NON3BAHHAT pa3TBop TpaGea aa ce
H3XBBLPIM K TPAGBA 1a ce nIno3Bar caMo GHCTpy paszTBopH Ge3 YacTHUM.

* He ¢ npeada3HayeH 3a npunoxeHne Kato HonycHa HHKeKUHA,

*  3a uHdopMauUWA OTHOCHO ChXPAHEHKETO BHkTE pazaen 5 ,Kak ga cvxpanssate BopukoHason
Pomdpapm*.
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Heobxoduwu koruvecmaa om 10 mg/ml Bopuxkorasoa Posihapu konenmpam:

Tenecno |Konn4ectsa Bopukonason Pomdpapm xonuenvpat (10 mg/ml) neobxoaumu npu:
TETA0 \osaImg/kg |Aeradmghkg [Josa6mg/kg |doza8mgkg  |Joia 9mghkg
(kg) (Gpoii paakonn) ((Opoi dnaxonn) (Gpodi paakonn) |(Gpoit paaxonn) |(Gpoit paakonn)
10 - 4.0ml (1) - 8,0 mi (1) 9.0 ml (1)
15 - 6,0 ml (1) - 12,0 ml (1) 13,5 mi (1)
20 - 8,0ml (1) - 16,0 ml (1) 18,0 ml (1)
25 - 10,0 ml (1) - 20,0 ml (1) 22,5ml (2)
30 9.0 mi (1) 12,0 ml (1) 18,0 ml (1) 24,0 ml (2) 27,0 ml (2)
35 10,5 ml (1) 14,0 ml (1) 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 13,5 ml (1) 18,0 mi (1) 27,0 ml (2) 36,0 mil (2) 40,5 ml (3)
50 150 ml (1) 200 ml (1) 30,0 ml (2) 40,0 ml (2) 45,0 ml (3)
55 16,5 ml (1) 22.0 ml (2) 33,0ml (2) 44,0 ml (3) 49,5 mi (3)
60 18,0 mi (1) 24,0 ml (2) 36,0 ml (2) 43,0 ml (3) 54,0 ml (3)
65 19,5 ml (1) 26,0 mi (2) 39,0 m! (2) 52,0 ml (3) 58,5 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) - -
g0 24,0 mi (2) 32,0 m! (2) 48,0 ml (3) - -
85 25,5 ml (2) 34,0 ml (2) 51,0ml (3) - -
90 27,0 mi (2) 36,0 ml (2) 54,0 ml (3) - -
95 28,5 ml (2) 38,0 mi (2) 57.0ml (3) - -
100 30,0 ml (2) 40,0 ml (2) 60,0 ml (3) - -

Bopukonaion Pomcapm npencrasnapa eAHOKPaTHA 1034, CTEPHIIEH, THOQHIHIHPAH leKapCcTBEH
NPOAYKT, HECHALPALL KOHCEPBAHT.

Noxazana € xHMHYHA H PH3nyHa cTabunHoCT NpK ynorpeba Ha PEKOHCTUTY Mpakna pasTeop 3a 24
yaca npw Temneparypa o1 2° C ao 8° C. Jokazana e XWMuuHa W u3Huna crabunnocT npu ynotpeba
HA PEKOHCTHTYHPAHHS M Pa3peleH pa3TBOp B Npoab/keHue Ha 48 vaca npu TeMnepartypa or 2° C go
8°C.

Ot MukpobHONOrHYHA rAeaHa TOYKA BEAHBK NPHIOTBEH, NpoaykTeT Tpabea na Obae winonisan
BedHAra. AKO HE C& H3MO/3BA BEAHATA, OTCOBOPHOCT 3d CPOKA M YC/OBHATA HA ChXPAHEHHE HA
NPUroTBEHUA PasTBOP MPERH YNoTpeda HOCH NPUAralMAT NEKAPCTBOTO U HOPMAJTHO CPOKDT HE
Tpabea aa 6bac NO-ABALL 0T 24 vaca NPH TEMNEPATYPa Ha chbxpaHenne ot 2°C no 8°C, oceen ako
NPHrOTBAHETO Ha pa3TBOpa € OUo HANPABEHO B KOHTPONMPAHU U BANWAMPAHH ACENTHYHH YC/OBMS.

CpBMecTHMH HHIPYIHOHHH PA3TBOPH:
PexoHCTHTYHpaHuaT pasTBOp Moke Aa Obae paspeneH c:

* Harpues xnopun 9 mg/ml (0,9%) HHM’eKUHOHEH Ppa3TBOp
*  Punrep nakTart 3a HHTpaBeHO3Ha HHYIUA

* 5% rmokosa 3a MHTpaBeHOIHE MHDY A

CuemectmoctTa Ha Boprkonason Pomdapm ¢ pa3TBOpHTENH, pasnuunb oT WibpoeHuTe No -rope
(nAn onucankTe No - gony B ,,HecbBMecTHMOCTH'™), HE € H3BECTHA,

HecbBMECTHMOCTH:
Bopukonazon He TpaOBa na ce npunara B €4Ha M Chiua HHGY3HOHHE CHCTEMA KX KAHIONA
¢NHOBPEMEHHO C OPYTH MHTPABEHO3HH NponykTH. CakeT Tpabea aa GbAe NposepeH, 3a Aa € CUIYpHo,
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ye HHPY3HATA € npukaoyHna. CRen NpHKAYBAHE HA HRPY3IHATA HA BOPHKOHA3O/, CHCTEMATA MOXKE
A3 ce M3MON3BA 33 MPHIOKEHHE Ha APYrH HHTPABEHO3HH NPOLYKTH.

KpbBHH npoayKTH M KpaTKOTPaiiHa HHOY3KUS Ha KOHUEHTPHPAHH ENeKTRONUTHH PA3TBODH:
ENexTponnTHUTE HapyLUeHHA KATO XHIOKAMHEMHA, XHIOMATHE3HEMHA H XHnokanuneMus Tpabea na
GbaaT KopUrMpaHH nNpeau 3anouBaHe Ha fedeHHe ¢ BopukoHason. Bopukonason ne Tpabea na ce
H3NO3BA €AHOBPEMEHHO C HHKAKBLE KPbBEH MPOAYKT MM KPATKOTpaHHA HH(PY3HA Ha KOHUEHTPHPaHH
ENEKTPOJIHTHWN Pa3TBOPH, NOPH aKQ ABETE HHAYIUW CE NPUNATaT B OTACAHM AMHHH.

Of1Wo napeHTEpPaNHo XpaHeHe:

O6wo napenTepanHo xpanene (OI1X) #e TpsOea aa ce Nnpexbesa, KOraTo ce Npuiara ¢ BOPUKOHA30M,
HO TpAOBa fla ce Npunara npes OTAENHA THHHA. AKO e npunara WHdY3IHATA NPe3 MHOIOKPATeH-AY MEH
katersp, OIIX Tpabsa aa ce npunara KaTo ce M3NON3BA Pa3NMYEH KaHan OT TO3H, H3MON3BAH 3a
BOpHUKoOHa3on. Bopukonason He Tpabea na ce pasTeaps ¢ 4,2% vHY3IMOHEH pa3TBOP HA HATPHEB
6ukapbonar. CEBMECTHMOCTTA C APYTH HETOBH KOHLIEHTPALUMY € HEM3BECTHA.
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