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BEAUJA 200 mg npax 3a unq)yanqnammmnp f?’é sz _3 1 7 -08- 7_“25

VEDIDA 200 mg powder for solutn{ilr}fo[ infusion
BOPHKOHa30J1/voriconazole .

[IpoueTeTe BHHMATEJHO UNA/IATA JIHCTOBKA, MPE/1H /12 3alI0YHeTe /1a IPHeMaTe TOBA JIeKapcTBO,
ThH KATO TH ChAbPKAa BakHA 32 Bac undopmanus.

- 3anasere Ta3u NUCTOBKA. MoXe 11a ce HaJloXKH 1@ s MPOYeTeTe OTHOBO.

- AKO MMaTe HAKAKBH JIOMMBJIHUTEJIHK BBITPOCH, nonuTaiTe Bawuusa nekap wiu ¢papmaiesr.

- Tosa nekapcTBO € npeanucaHo JMYHO Ha Bac. He ro npeorcrbinBaiite Ha apyru xopa. To
MOX€E /1a UM HaBpeH, He3aBUCUMO Ye NMPU3HALIMTE Ha TAXHOTO 3a00IsBaHe ca chlMTe KaTto Bauure.
- AKO NMOJIy4yHTe HIKAKBH HEXKeJIaHW peakuuH, yBeaoMere Bawua nekap win papmauest. Toea
BKJIFOYBA U BCHUKH Bb3MOJKHH HEXKEJIaHH peaKkLM{, HEONTMCAHH B Ta3M JIMCTOBKA. BuxkTe Touka 4.

KakBo cbaABbpka TA3H JHCTOBKA

KakBo npeacraBnsBa Beauaa v 3a KakBo ce M3M0J13Ba
KakBo TpsaOBa na 3Haete, npeau Jaa u3nosssare Beauaa

Kak na u3nonspare Beauaa

Bb3MOXKHH HeXeJlaHH peakUHH

Kak jaa cbxpansBate Beauaa

CbabprKaHHe Ha OMAKOBKATa U I0MbJIHKWTEIHA HHpOpMaLUs

N H e 14 1 o=

1. KakBo npeacraBinsBa Beanaa u 3a KakBo ce H3n0J/13Ba

Beanaa cbabpika akTHBHOTO BELECTBO BOPUKOHA30J1. BOpHKOHA30/1 € NpOTHBOrbOMYHO JIEKapCTBO.
To#i nelicTBa KaTO YHHLII0XKABA HJIM CIIMPA pacTeka Ha rbOMYKHUTE, KOUTO NMPHUYHHABAT HHPEKLIMH.
U3non3ea ce 3a 1eueHHre Ha NaUMEHTH (Bb3PaCcTHH M Jiella Hajl 2-ro/iMiiiHa Bb3pacT) C:
- HWHBa3MBHA acrniepruiiosa (Bua rbOMYHa HHpEKUMS, abiKala ce Ha Aspergillus sp.),
- KaHauaeMus (apyr BMA reOMYHa HHGeKuMs, abpkaiua ce Ha Candida sp.) npy nauMeHTH Oe3
HeyTponeHus (nauMeHTH 06e3 NaToaorH4HO HUCHK Opoili 6esiu KPbBHH KJIETKH),
- cepHO3HH WHBa3uBHMU Candida sp. tHPEKUMH, KOraTo rbOMYKHUTE ca PE3UCTEHTHHU Ha
¢dnykoHa3oa (Apyro npoTHBOrLOMYHO JIEKApPCTBO),
- CEpPHO3HH 'bOMYHU MH(EKLIUH, TPUUUHEHH OT Scedosporium sp. unu Fusarium sp. (1Ba
pa3JIM4HH BHA MbOUUKH).
Beanaa e npeaHa3HayeH 3a NalMEHTH ¢ BJIOLLIABALLM c€, MOTEHLMATHO dKUBOTO3aCTpalllaBalLly
rbOMYHH UHPEKLIUH.
[TpodunakTrka Ha rbOMYHK UHPEKLIMK NP TPAHCIUIAHTUPAHH C KOCTEH MO3bK MALHEHTH C BUCOK
PHCK.
To3u nekapcTBeH NpoayKT TpAOBa aa ce U3MoJI3Ba caMo Mo JIEKapcKO HaboaeHue.

2, Kakso TpsiOBa 1a 3HaeTe, npean Aa n3nojasBate Beanaa

He npuemaiite Beaunaa
- aKO CTe aJIepru4yHU KbM BOPHKOHA30J1 WK KbM HAKOS OT OCTAHAJIMTE CbCTABKK HA TOBA JIEKAPCTBO
(u30poeHH B TOUKA 6).

MHoro e BaxxHO 1a yBeaoMHTe Bauinsa nekap wau ¢apmMaueBT, ako NnpyueMarte, HaCKOpo Cre TIpHeMailt
WJIM € Bb3MOXKHO /1a ITPUEMETE JIPYIH JIEKapCTBa, BKJIIOUMUTEIHO H TAKMBA, OTITYCKaHHW 0e3 peuenta
UM OWIIKOBH JIEKapCTBa.
JlekapcTBaTa, BKJIIOUEHH B CJI€/IHMA CITMCBHK, HE TpAOBa aa ObaaT npMemMaHM 1o BpeMe Ha JICYEHHETO C .
BOPHKOHA30J1:

Tepdenaauu (M3n013BaH NPH aneprus)

ACTeMH30J1 (M3I1013BaH TNPH aJIeprus)
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- Ilu3anpua (M3M10J13BaH NPH CTOMAUIHHU NMPoOIEMH)

- ITumo3ua (M3Nn013BaH 3a J1eYEeHHUE Ha NCUXHYHU 3a0019BaHKA)

- XMHUHUH (M3M0JI3BaH 3a JIeYEHHE Ha HEPABHOMEPEH CbPACUYEH PUTHM)

- UBabpaauH (M3Mo3BaH NpU CUMIITOMH Ha XPOHUYHA Cbp/Ie4HA HE1I0CTATBLYHOCT)

- Pudamnuumy (M3nos3BaH 3a jeyeHue Ha TyOepKyJ103a)

- Edusapenu (u3non3eax 3a JeyeHuwe Ha XUB) npu no3u ot 400 mg 1 noBeye BEAHBK JHEBHO

- KapbGama3zenuH (M3n013BaH 3a JIe4EHHE HA NMPHIAAbLH)

- (DeHobapOuTan (M3MoA3BaH NPH TEIKKO O€3CHLHUE U NMPUNATbLIH)

- Epro ankanouam (HanpuMep eproTaMuH, AMXHAPOeproTaMMH; U3MO0JA3BaHU MPH MUIPEHa)

- Cuposiumyc (M3M0N3BaH MPH TPaHCIUIAHTUPAHH MALIUEHTH )

- PuronaBup (M3nosn3BaH 3a geyenre Ha XUB) npu 1034 ot 400 mg u noBeye ABa MbTH JHEBHO

- JKbaT kaHTapuoH (OunkoBa 100aBka)

- Hanokceron (M3mosi3Ba ce 3a JieueHHe Ha 3arnek, 0COOEHO, NpeaAn3BUKaH OT OOIKOYCNOKOsABALILIH

JI€KapCTBa, HAPEYEHHU ONMHOUM (Harnp. MOPPHUH, OKCUKOOH, (peHTaHWI1, TpPaMaao0J, KOJAEHH))

- TonBanTaH (M3M0J13Ba Ce 3a JIEYEHHUE HA XMNOHATPHUEMHS (HUCKH HUBA HA HATPUH B KPbBTA) WM
3a 3a0aBsiHE Ha BJIOLLIABaHETO Ha ObOpeuHaTa GYHKLMSA NMPH NMALMEHTH ¢ NOJUKHCTO3Ha OBOpeyHa
0onecr)

- Jlypa3ui0oH (M3noa3Ba ce 3a JIeYeHUe Ha JAernpecus )
- BeHeToknakc (M3Mo0J13BaH 3a JieYeHHUE Ha MALMEHTH C XPOHHYHA JIMM(OLIMTHA JIEBKEMHUS -

XJLI).

IIpeaynpexaenns H npeanasHH MepKH
["oBopete ¢ Baluus nekap wiu ¢apMaueBT npead aa usnossparte Beauaa:
- aKO CT€ UMAJIK AJIepruyHa peakuus KbM JAPYyry a3o/u
- @KO cTpajare OT WIH B MHHAJIOTO CTE CTPaAajiv OT YepHOAPOOHO 3abossBaHe. AKO UMaTe
4yepHOApoOHO 3abonsBaHe, Bawuat nekap Moxe na By npeanuiue no-Hucka 103a BOPHKOHA30.1.
BawusaT siekap cbLuo Taka TpsaOBa aa npocieassa yepHoapoOHaTta Bu pyHKLMS ype3 KPbBHH
TECTOBE 10 BpeMe Ha JieyeHHeTo Bu ¢ BopukoHa3o.
- ako B e u3BecTHO, 4e UMaTe KapIHOMHONATHS, HEPABHOMEPEH CbpAEUYEH PUTHM, OaBeH
Cbp/IEYEH PUTBM HJIM OTKJIOHEHHWE B enekTpokapavorpamara (EKI'), HapeueHo “cMHapOoM Ha
yabikeHus QTc unrepsan™.

TpaOBa na u30areare BCAKaKBa C/IbHYEBA CBET/IMHA M U3J1araHe Ha C/IbHLE 110 BpeMe Ha JIEYEHHETO.
BaxxHO € /1a NOKpUBAaTe 4acTUTE OT KOXKaTa, H3JI0’)KEHH Ha CJTBHLE M /1a M3M0J13BaTe CIbHLE3ALMTEH
KPEM C BUCOK ClIbHLE3ALMTEH (PaKkTOp, Thi KATO YyBCTBHTEIHOCTTA HAa KOXAaTa KbM clbHUeBHTE YB
JbYM MOJXKE /1a C€ NOBULIK. T8 MOXKe NONMBJIHUTENIHO /1a C€ 3aCWJIM OT APYI'H JIeKapCTBa, KOUTO
MOBHUILLABAT YYBCTBUTEJIHOCTTA HA KOXKAaTa KbM C/IbHYEBA CBETJIMHA, KATO METOTpeKcaT. Te3u
npeAna3Hy MEpPKH BaXKaT ChLLIO H 3a jJieua.

JlokaTo ce JiekyBaTe ¢ Beanaa
- VYBeaomere He3abaBHO Bauuus ekap, ako nosiyyure:

O CJH'bHYEBO H3rapsHe

O TEXKH KOXXHH OOPHUBHU WJIK MEXYPH

o 0o0Jika B KOCTHTE.
AKO NMOJIyYHTE HAKOE OT KOXKHHUTE HapyLUEHHUs, ONTMCaHU Nno-rope, BawuaT siekap Moxke n1a Bu Hacouu
KBM JIEPMATOJIOr, KOMTO CJIE/l KOHCYJITALIMA MOJKE /1a MPELIeHH, Y€ € BaXXHO 1a Bu npernexaa
pe1oBHO. CbLIECTBYBa Majlka BEPOSATHOCT MPH NPOAb/DKHTEIHA ynoTpeda Ha BOPUKOHA30]1 a ce
pa3BHE paK Ha KO)Kara.

AKO pa3BHeTe NpU3HaLIM Ha ,,HanOBLOpeyHa HeAOCTATBLYHOCT, MPH KOUTO HAAOBOpEUHHUTE XKJIe3H He
MPOU3BEKIAT JOCTATBYHO KOJIHYECTBO ONPEJETIEHH CTEPOUIHA XOPMOHH KaTO KOPTH30M, KOETO MOXKE
Ja 1OBe/IE 10 CUMITTOMH KaTo: XpOHHUYHA WIIH NPOJABb/DKUTEIHA YMOpa, MYCKYJIHa ¢1aboCt, 3aryda Ha
aneTur, 3ary0ba Ha Terso, KopeMHa 0osnka, TpsOBa aa kaxere Ha Bawus nekap.

AKO pa3BHeTE NPU3HALM Ha CHHAPOM Ha KylLIHHI, Npy KOWTO OpraHU3MbT NMPOU3BEX/1a NpeKaeHO
MHOI'0 OT XOPMOHA KOPTH30J1, KOETO MOJXKE J1a 1I0Be/1e /10 CHMIITOMH KaToO: Haj/l/1laBaHe Ha TerJo,
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MacTHa rbpOuLa Mex1y pameHeTe, 3a00J1€HO JiMLe, MOTbMHABAHE HAa KoXkaTa Ha cToMaxa, beapara,
IbPAMTE U PBLETE, U3TbHABAHE HA KOXKaTa, JIECHO KpbBOHACA/1aHE, MOBULLIEHA KPbBHA 3axap,
MPEKOMEPHO OKOCMSBaHe, MPEKOMEPHO M3MOTABaHe, Mo, HHpopMmHpaiTe Bawuus nekap.

BawusT nekap Tpa6Ba na npocnenssa gpyHkuusTa Ha yepHus Bu apo6 u 6b0peumTe ype3 KpbBHH
H3CJIe/IBAHMA.

Jlena H WOHOIIIH
Benuna He TpsaOBa na ce npuiara Ha JeLa Ha Bb3pacT noj 2 roaAHHH.

Apyru JekapcrBa H Beauaa
TpsabBa na kaxkere Ha Bawuus nekap win papmaueBT, ako nNpuemaTe, HaCKOpO CTe NMPHEMAJIH HITH €

Bb3MOXKHO J1a pUeMare JIpyry JieKkapcTaa.

Hskou nekapctBa, KOrato ce npueMar €IHOBPEMEHHO C BOPMKOHA30J1, MOraT /J1a MOBJIMAAT AEHCTBUETO
Ha BOPUKOHA30J1 WJIH BOPHKOHA30J1 MOXE /1a MOBJIMS€ TAXHOTO JIEHCTBHE.
HUudopmupaiite Baluus nekap, ako npuemare CjaeJHOTO JIEKApPCTBO, ThbH KaToO JICYEHHETO C
BOPMKOHA30J1 MO CBLLIOTO BpeMe TpsaOBa aa ce U30sarea, ako € Bb3MOXKHO:
- puToHaBup (M3noJa3BaH 3a gedyeHue Ha XHMB) B 1034 or 100 mg aBa nbTH AHEBHO.
- riacaeru6 (M3roJi3BaH 3a JeueHHUe Ha paK) — ako € HeOOXOAMMO /J1a U3I10J13BaTEe JABETE
nekapeTBa, BawmaT nekap uie npociieassa 4yecto Bauius cbpaeyeH pUTHM.

HMudopmupaiite Balius nekap, ako npuemarte HAKOE OT CJIEAHHUTE JIEKAPCTBA, ThH KaToO JICYEHHETO C
BOPHMKOHA30J1 M0 CBHLIOTO Bpeme TpsAaOBa aa ce U304rea, ako € Bb3MOXKHO, U MOXeE /1a € HeOOXO0AMMO
KOpPUIdpaHe Ha J103aTa Ha BOPUKOHA30JI:

- pudabyTHH (M3M03BaH 3a leyeHUue Ha TyOepKy03a). AKO Beye ce JieKyBarte ¢ pudadyTHH e
Obae HeoOX0aAUMO 1a ce npociieasaBaT Baluure KpbBHH NMOKA3aTe/IH U HEXKEJIAHU PEaKLIHH KbM
pu(aOdyTHH.

- (heHUTOHMH (M3NOJI3BaH 3a JIeYEHHE Ha enuencus). AKo Beye ce jieKyBaTe ¢ GEHUTOHH, N0
BPEME Ha JICYEHHETO C BOPUKOHA30J1 LIE € HEOOXOAUMO npociesBaHe Ha KOHLIEHTPALMHUTE Ha
()eHUTOUH B KpbBTa BH M MOXe n1a ce HaJlOXKHU KOPUIrHpaHe Ha J03aTa.

Undopmupaiite Bawius nekap, ako npuemaTte HAKOE OT CJI€IHHUTE JIEKApCTBa, ThH KaTO MOXeE /1a ce
HAJI0)KH KOPHIrHpaHe Ha /103aTa WM MpocjeAsBaHe Aajli JieKapcTBaTa H/HJIM BOPHKOHA30J1 BCE OLLE
UMaT xkKeJaHus eeKT:

- Bap¢apuH U ApPYrd aHTHKoAryJjaHTH (Hanp. GeHNnpoKyMOH, alleHOKYMapoJ1; U3MON3BaHH 3a
3a0aBsiHe Ha CbCUPBAHETO HA KPbBTa)

- UMKJIOCMOPHH (M3110J13BaH NPH NaLMEHTH, NMPETHPIEIH TPaHCIUIAaHTaLIUA)

- TaAKpOJMMYC (M3M0J3BaH MPHU NaLMEHTH, MPETHPNEIH TPAHCIUIAHTALIMSA )

- cyadaHHIyperHHH CpeacTBa (Hanp. ToN0yTaMua, NIMIH3HA U IIHOYpH) (M3M0JI3BaHH NPH
nuaber)

- CTaTWHH (Harp. aTOpBacTaTHH, CAMBACTaTHH) (M3MOJI3BaHH 3a MOHW)KABaHE Ha X0JIECTEPOIa)

- OeH3o/Ma3zenuHM (Hanp. MHaa301aM, TpHazosam) (M3MN0J3BaHH MPH TEKKO OE3ChHHE U CTPeC)

- OMenpas3o’ (M3M0J3BaH 3a JieYeHHe Ha A3Ba)

- NEepOpaiHK KOHTPALENTUBH (aKO NMpUeMaTe BOPUKOHA30J1 IOKATO U3I10J13BATE NMEPOPAIHH
KOHTpaLENTHBH, MOXKE J1a MOJIyYHUTE HEXKEIAaHU PEaKLIMH KaTo raJeHe U MEHCTPYaJIHH
HapyLLIEHHU )

- BHMHKAa aJIKAJIOMAH (Harp. BAHKPUCTHH U BUHOJIACTHH) (M3MOJI3BaHU 34 JICYEHHE HA pak)

- MHXMOMTOPH Ha TUPO3WH KWMHa3a (Hanp. akCUHTHHUO, 60CYTHHUO, kKaO03aHTUHHO, LEPUTHHHO,
koOMMeTHHHO, n1abpadenund, nazaTHHUO, HUIOTHHHO, CYHUTUHHO, HOPYTHHHO, pHOOLIMKIHO)
(M3M0N3BaHHM 3a JICYEHHE HA PaK)

- TPETHHOMH (M3M10J13BaH 3a JIEYEHHE HA JIEBKEMHHA )

- uHAMHaBUp U apyru XMUB nporea3zHn HHXHOMTOPH (M3MON3BaHU 3a JieYeHHe Ha UHPEeKUMs C
XHB)



- HEHYKJIeO3WAHH HHXHOMTOpPHU Ha oOpaTHaTa TpaHCKpunTasa (Hanp. e)aBUpeHLl, AeJaBUPAHH,
HEBUpanu1H) (U3M0J3BaT ce 3a jJjeueHue Ha uHekuus ¢ XUB) (Hakou n103u edpasupeHu HE
MOrar Jia ce NMpHeMar €JHOBPEMEHHO C BOPHKOHA30.1)

- METaJO0H (M3I10J13BaH 3a JICYEHHE Ha XEePOMHOBA 3aBUCUMOCT)

- andeHTaHUN U PEeHTAHWA U APYTH ONMHATH C KPAaTKOTpaHHO AeiCTBHE, KaTo CydeHTaHU
(0b6e3bonsBaLLK, H3MOJ3BAHU MPU XHPYPrHYHH NPOLIEAYPH)

- OKCHKO/IOH W JIPYTH OINHATH C NMPOABJ/DKUTENIHO 1EHCTBHE, KAaTO XHAPOKOA0H (M3I10J13BaH 3a
Jle4eHHe Ha yMepeHa 10 octpa 0osika)

- HECTEpPOMJHH NMPOTUBOBB3MNAIMTEIHK CpeACTBa (Hanp. HOynpodeH, aAMKiodeHak) (M3noa3BaHu
3a JieueHHe Ha 0oJIka U Bb3naJIeHUe)

- (daykoHa30/ (M3n013BaH NpU rbOMYHU HHPEKLIMK)

- €BepoJIMMYC (HM3M0JI3BaH 3a JiIeYeHHe Ha pak Ha ObOpeLMTe B HanpeaHall CTaAUi U NpH
MaLUMUEeHTH, MPETHPIIEIH TPAHCILJIAHTALIUSA)

- JIeTEpMOBHp (HM3M0J13Ba ce 3a NpoQHIAKTHKA HAa LIMTOMEraJloBUpycHa OoJiecT ciiell
TpaHCIUIAaHTALMA Ha KOCTEH MO3BK)

- HMBakKadTOp: U3M0J3Ba CE 3a JIEYEHHE HAa MYKOBHCLIM/103a

GnyknokcauuauH (aHTHOMOTHK, U3MO3BaH 3a JieueHHe Ha OakTepHanHu HHPEKLIUH).

bpemMeHHOCT, KbpMeHe H PepPTHIHTET
AKo cTe OpeMeHHa WM KbpMHTE, CMATATE, Y€ MOXKe J1a cTe OpeMeHHa WM N1aHupaTe OpeMeHHOCT,
nocbBeTBalTe ce ¢ Bawus nekap unu dapmauesT npeau ynorpebdara Ha TOBa JIEKapCcTBO.

Beauna He TpsaOBa aa ce ynorpeOsBa no speMe Ha OpeMEeHHOCT, OCBEH ako BaluusT niekap He ro e
npeanucan. JXeHure B 1eTepoaHa Bb3pacT TpAOBa Ja U3N03BaT €PEKTHBHA KOHTPALEILIUA.
CabpakeTe ce Be/Hara ¢ Bawuus nekap, ako 3abpemMeHneere no Bpeme Ha JieyeHue ¢ Beaunaa.

Ilodupane n pabora ¢ MAIIHHH

BopukoHa30s1 MOXKe 1a NpeIM3BHKA 3aMbIJIEHO BHXK/1aHE WM HENMPUATHA YYBCTBHTE/IHOCT KbM
CBET/IMHA. AKO UMaTe TaKMBa OIUlaKBaHHUA, He WwodupaiiTe U He paboTeTe ¢ HHCTPYMEHTH WJIH
MallUHKU. Y BeaomeTe Bauims nekap, ako UMaTe TAKMBA OMUIAKBAHHA.

Beanaa coabpxa HaTpHi
Tosa nekapctTBo cbabpka 222 mg HaTpui BbB BeekH ¢uiakoH. ToBa cborBeTcTBa Ha 11,1% ot
MPenopbLYMUTEIHUA JHEBEH MPHEM Ha HATPHH 3a Bb3PACTHH.

Beaunaa cbabpixa cyigobyrui-erep-p-unkiaogekcTpun

ToBa nekapcTBo cbabpxka 3200 mg UMKIOAEKCTPUH BbB BCEKH (PJIaKOH, KOETO ChbOTBETCTBA Ha 192
mg/kg/nHeBHo. Ako cTpaaare ot 3abonsBaHe Ha ObOpeumTe, rosopete ¢ Bawus nekap npeau na Bu
MPUJIOKAT TOBA JIEKAPCTBO.

3. Kak 1a u3nossBare Beauaa

BuHaru u3nonspairte ToBa JIeKapcTBO TOYHO KakTo BH e ka3an Bawuar nekap. AKO He CT€ CHI'YPHH B
Hewo, nonuTanre Bawuusa nekap.

BawusaT nekap uie onpeaeny Bainara 103a B 3aBUCHMOCT OT TeJIeCHOTO Bu Terno v Buaa Ha
MH(pEeKLMATa, KOATO UMarTe.

BawusaT nekap moxe 1a KOpMrupa 103ata B 3aBUCHMOCT OT CbCTOSHHETO BH.
[TpenopbrumnTenHara 103a 3a Bb3pacTHH (BKJIIOYMTETHO MALIMEHTH B CTapyecka Bb3pPacT) € KaKkTo
clie/1Ba:

HuTpaBeHo3no

o3a 3a nbpBHTe 24 yaca (HatoBapsaiua no3a) | 6 mg/kg Ha Bceku 12 yaca 3a mbpBUTE 24 yaca




Jo3a ciex nbpBHTe 24 waca (noabpiKaina 4 mg/kg n1Ba NbTH IHEBHO
J103a)

B 3aBUCHUMOCT OT TOBa KakK C€ MOBJIMABATE OT JIeYeHHeTo, Bamuar JICKaAp MOXXE 1a NOHW)XH 03aTta 10

3 mg/kg nBa nbTH AHEBHO.
BawumsaTt nekap Mose 1a peliu 1a NoHWXKH ao3ata Bu, ako cTpaaare oT Jieka 10 YMepeHO TexKa

¢hopma Ha LHpo3a.

Ynorpeda npu aena H IOHOIIH
[IpenopbuMTENHATa N03a 3a J€La M FOHOLIH € CllelHaTa:

HuTpaBeno3no
Jleua Ha Bb3pacT oT 2 10 FOHowM Ha Bb3pacT ot 12 10 14
|2 roaAMHH U FOHOLLIK Ha FOJAMHHM ¢ Tery1o 50 Kr uiu
Bb3pacT ot 12 5o 14 MOBEYE; U BCHYKH FOHOLIIM Ha
rOAMHHM ¢ Terio noa SO kr | Bb3pacT Haa 14 roauHM
Jo3a 3a nbpBHTe 24 yaca 9 mg/kg Ha Bceku 12 yaca | 6 mg/kg Ha BcekH 12 yaca 3a
(HaToBapBalla 103a) 3a mMbpBHUTE 24 Yaca nepBUTE 24 yaca
Jo3a ciea nbpBHTe 24 Yaca 8 mg/kg nBa nbTH AHeBHO | 4 mg/kg nBa IMbTH JHEBHO
(noaabprkalla 103a)

B 3aBHCUMOCT OT TOBa Kak Ce MOBJIUABATE OT JICYHCHHCTO, Bawusar JICKAp MOKE Jia NOBHIIH HJIH
HaMaJIl IHEBHATA O03Aa.

Beauaa npax 3a HHQY3HOHEH pa3TBOp Lie Objie pa3TBOPEH H pa3peeH 10 TOYHATa KOHLIEHTpALU OT
Baiuusa 6onHHuYeH ¢papMaLeBT WK MEHULIMHCKA CecTpa.
(Mons, HanpaBeTe crnpaBKa B Kpas Ha JIMCTOBKATa 3a JIONbJIHUTEIHA HHpOpMaLns).

[IpuroTBeHOTO KONIMYECTBO e Bu Obe NpHiIOkKeHO Ype3 HHTpaBeHO3HA HH(Y3Us (BBB BeHaTa) C
MaKCHMaJllHa CKOPOCT Ha BavBaHe oT 3 mg/kg B npoabikeHue Ha 1 10 3 yaca.

Ako Bue unm Bawerto aere npuemarte Beauaa 3a npodunakruka Ha rbOMuHa HHekuua, BawusT
nekap Moxe Ja cnipe n1a By n1aBa Beaunaa, ako Bue wam Bawero nere pa3suere HexKellaHH peakLMH,

CBBbP3aHH C JICHEHHUETO.

AKO cTe nponycHaJIH Ja uinoJ3sare Beaunaa

I'bi kaTo 11e nonmyyasare JIEKAPCTBOTO MO CTPOr MEAULIMHCKH KOHTPOJ1 € MaJIKO BEPOATHO J103aTa Ja
Obae nponycHarta. Brnpeku ToBa, ako MUCIIMTE, Ye € NpoIycHaTa A03a, ropopere ¢ Bawuus nekap uiau
¢hapmaueBT.

AKo cTe cnpeJid ynorpedara Ha Beanaa

JleyeHHeTO ¢ BOPUKOHA301 LUE MPOABJDKH TOJIKOBA ABJINO, KOJIKOTO € onpeaeans BawusaT nekap, HO
BBIIPEKH TOBA MPOABJIKUTEIHOCTTA Ha JieyeHHe ¢ Beauaa npax 3a uHdy3moHeH pa3TBop He TpsaOBa 1a
€ noseve ot 6 Meceua.

[Ipu naumeHTH ¢ orcnabeHa UMyHHA CUCTEMA WJIM TaKUBA C TPYAHO JIeYWMH HH(EKLIMKH MOXKe J1a e
HEOOX0AMMO NMPOABLILKHUTEHO JIEYEHHE, 3a J1a ce NPeAoTBpaTH NoBTOpHa HH(pekLma. Cnea KaTo
CbCTOAHHETO BH ce noao0pH, Moxe 1a MpeMUHETE OT HHTPABEHO3HO JIeYEHHE Ha JieYeHHe ¢ TabJIETKH.
KoraTo neueHneTo ¢ BOpukoHasoJ Obje cnpsHo ot Bawuus nekap, Bue He Ou TpsabBano aa wanurare

HHUKaKBH €(hEeKTH.

AKO UMaTe HAKAKBH JIOMTbJIHUTEJIHH BBIIPOCH, CBBP3aHH C YNoTpebaTa Ha TOBA JIEKAPCTBO, TIOMHTa#HTe
Bawus nekap, papMaueBT WM MEIMLIMHCKA CEeCTpa.

4. Bb3MOXKHH HeXeJIaHH peaKIHH



KakTo BCHYKH JICKApPCTBA, TOBA JICKAPCTBO MOXKE J1a NPE€/IM3BHKA HCKEIIAHH PCAKLIMH, BBITPEKH HE€ HE
BCCKH I'M NoOJy4aBa.

AKO ce NMosABAT HEXEeJIaHHU PeaKLIMK, HaH-BEPOATHO € Te Ja ObaaT He3HAYMTETHH U BpeMeHHH. Hsakowu
OT TAX obaye Morar aa ObAaT CEPHO3HH M Ja H3UCKBAT MEHLIMHCKA MTOMOLIL.

Cepuo3nu HexelaHH peaknuH - Cnpere npruema Ha Beanaa u ce koHcy aTHpaliTe BeaHAra ¢

JeKap

Obpus
XbaTeHuua; NpOMEHH B KPbBHHUTE M3C/1€BaHUA HA QYHKLMATA HA YepHHUs Apo0
[lankpeaTur

JIpYru HeKeJIaHH peaKIHH
MHoro 4yecTH: MOrar Ja 3acersat noseye ot | Ha 10 ayuwm

3pUTENIHH HapyLUEeHHs (MTPOMSHA B 3pEHUETO, BKJIFOYHUTEHO 3aMbIJIEHO 3pEHHE, MPOMEHH B
LIBETHOTO 3peHHEe, HeoOHUaiHa HEMOHOCUMOCT KbM 3PHTEIHOTO Bb3MPHEMAHE Ha CBETJIMHA,
LIBETHA CJIENOTA, HAPYLIEHHS Ha OKOTO, BUXK/1aHE HAa OPEOJIH OKOJIO CBETJIMHHH M3TOYHHIIM,
HOLLIHA CJIeNOTa, JIoJieelH ce o0pa3H, BKaaHe Ha npoOasChLM, 3pUTeIHA aypa, HaMaJleHa
3pUTEJIHA OCTPOTA, BHXK/1aHe C MOBHIIEHA APKOCT Ha oOpa3uTe, 3aryba Ha 4acT ot
00OMYaHHOTO 3PHUTEJTHO M0JIe, BUXK/JaHEe Ha MeTHa NMpej OYHTE)

Tpecka

OOpusB

[ 'aneHe, noBpbulaHe, 1HapHUA

['naBobonue

OTOK Ha KpaHHULIUTE

bonku B ctomaxa

3aTpyaHEHO aUllaHe

[loBULIEHH YEPHOAPOOHH EH3UMH

YecTn (Morar aa 3acersar ao | Ha 10 aywm)

Bb3najieHHe Ha CHHYCHTE, Bb3MaJleHWEe Ha BEHLIMTE, BTPHCaHe, c1abocT

Hucbk Opor Ha HAKOM BM10BE YEPBEHH WM O€/IM KpbBHM KJIETKHM, KOUTO MOrar jJa JoBeaT
BKJIFOYMTEJIHO 710 TEXKKH CJTyYaH, CBbP3aHH C HMMYHHH MEXAHU3MH (YEPBEHH KPbBHH KJIETKH)
WK ¢ NoBHLIEHAa Temneparypa (0e/M KpbBHH KJIETKH); HUCbK OpOH Ha KJIETKH, Hape4yeHH
TPOMOOLIMTH, KOUTO MOMaraT Ha KpbBTa J1a C€ CbCHPH

Hucka kpbBHa 3axap, HUCKO HUBO Ha KaJlMii B KpbBTa, HHCKO HUBO Ha HAaTpHi B KPbBTA
be3nokoicTBO, Aenpecus, 00bpKaHOCT, Bb30yaa, HECNOCOOHOCT Aa 3acNUTe, XaMOLMHALIUH

[ bpuOBE, TPEMOP HJIK HEKOHTPOJIMPAHU MYCKYJIHHA IBHXKEHHUS, U3TPBIIBAHE MM HEOOUYAHHU
yCelllaHUs MO KO)KaTa, MOBHILEH MYCKYJIEH TOHYC, CbHJIMBOCT, 3aMasitHOCT

KpbBOH3/IUB B OKOTO

[IpobsieMu cbC CbpACYHHUA PUTBM, BKJIOYHTEIHO MHOrO 3a0bp3aH CbpAEYE€H PUTbM, MHOIO
OaBeH CbpA€YEH PUTHM, MPUNATBLH

HUCKO KpBbBHO HajisraHe, Bb3MaJleHHE Ha BeHUTE (KOETO MOXKe Ja ObJe CBBpP3aHO ¢
oOpa3yBaHe Ha KPbBEH CbCHPEK)

OcTpo 3aTpyAHEHO AullaHe, 00sKa B rbpAMTE, M10]yBaHe Ha JIULIETO (YCTaTa, YCTHUTE U OKOJIO
OYMTE), HATPYNBaHE HA TEHHOCT B OestuTe apodoBe

3anek, JOO XpaHOCMHJIAHE, Bb3MaJIEHHE Ha YCTHUTE

bJITeHHULIA, Bb3AJICHHE HA YEPHHUSA ApOo0 H 4epHOAPOOHO yBpeKaaHe

Ko)xHu 0OpHBM, KOUTO MOrar aa AOBEAAT 0 TEXKKO oOpa3yBaHe Ha MEXYPH W JIIOLIEHE Ha
KOXKaTa, KOETO C€ XapaKTepH3Hpa C IUIOCHK, YEPBEH Yy4aCTbK HAa KOXKaTa, MOKPHUT C MAJIKH,
CJ/IMBALLIK CE €1HA C ApYyra MNOJAYTHHH, 3a4€pBABAHE HA KOXKAaTa '

Cbpbex

Koconan

bonka B rpba

bbOpeuHa He0CTATBYHOCT, KPBB B ypHHATa, NMPOMEHHU B H3ciieABaHWATa Ha ObOpeuHara

GyHKLUMS



CnabHYEBO M3rapsiHe WM T€XKKA KOXKHA peakLMs Cjie/]l U3JlaraHe Ha CBETJIMHA WJIH CIbHLE
Pak Ha ko)arta

HeuecTn: morar aa 3acerHat a0 1 Ha 100 gywu

['punonosoOHKH CHMINTOMHM, Jpa3HEHe M Bb3NAJIEHHE HAa CTOMALUHO-YPEBHUS TPAaKT,
Bb3MaJIeHHe HAa CTOMALIHO-YPEBHUS TPaAKT, MPUUYMHABALLO CBbp3aHa ¢ AHTHOMOTHYHOTO
JIeYeHHUe AUapHsl, Bb3najieHHe Ha JIMMPHHUTE CbI0BE

Bb3naseHue Ha TbHKaTa ThKaH, KOATO 0OBHBAa KOPEMHATa CTEHA U NOKPHBA KOPEMHHUTE OpraHu
(MEPHUTOHMT)

YBeauueHH JUMPHH xJ1e3d (ToHskora OOJIE3HEHHM), KOCTHO-MO3bYHA HEAOCTaTbYHOCT,
noBULIEH OpoH €03UHODHIIH

[TorucHara ¢pyHKuMA Ha HaaOBOpeuHaTa *Uie3a, HamasleHa QYHKLMS Ha LIMTOBUAHATA *Jle3a
HapyiieHa Mo3buyHa ¢yHKUMA, Nog00HH Ha [TapkMHCOH CMMITOMH, YBpeXKlaHe Ha HEPBH,
KOETO BOJIM 110 U3TPBIIBaHE, OOJIKH, MpaByUYKaHE WM NapeHe B JUIAHWTE WJIH CTbliajaTa
[Ipobnemu ¢ paBHOBECHETO WJIM KOOpAMHALUATA

OTOK Ha MO3bKa

JIBOMHO 3peHHe, CEPHO3HH CHCTOSAHHUS Ha OYMTE, KOMTO BKJIIOYBAT: O0/NKa M Bb3MajieHHE Ha
OUYMTE M KJIena4yuTe, HeOOUYalHU JBHKEHHUS HAa OUMTE, YBPEXKIaHE HAa 3PUTEIHUA HEPB, KOETO
BO/IM /10 HAPYLIEHO 3pEHHE, OTOK Ha 3PUTEJTHUA JUCK

HamaneHa 4yBCTBUTEIHOCT KbM JOTHP

HeobOuuaeH Bkyc

3aTpyaHEHO YyBaHe, 3BbHEHE B YLIHTE, CBETOBBbPTEXK

Bb3naneHHe Ha HAKOM BBTPELIHM OpPraHH — MaHKpeac M JBaHAJeCeTONPbCTHUK, OTOK H
Bb3MaJICHHE Ha €3UKa

YBenuueH yepeH aApoO, uepHOApOOHA HEAOCTATBYHOCT, 3a00isABaHE Ha MUTbUHUSA MEXYp,
KaMbHH B XKTHbYHUS MEXYP

Bb3naneHue Ha cTaBUTe, Bb3NaJeHHE Ha MOBbPXHOCTHUTE BEHH (KOETO MOJXKE JIa € CBbP3aHO C
o0pa3yBaHETO Ha KPbBEH ChbCHPEK)

Bb3nanenue Ha ObOpeuure, OenTbK B ypuHaTa, 0b0peyHO yBpexkaaHe

CHJIHO yCKOpeHa Cbp/eyHa AeHHOCT MJIM NpecKayaHe Ha CbPLETO, MOHAKOra ¢ HEPUTMHYHH
€JIEKTPUYECKH UMITYJICH

OtkJIOHEHHe B enekTpokapanorpamara (EKIY)

[ToBULLIEH XOsIeCTEPON B KPBBTA, MOBHLIEHA ypes B KPbBTa

ANepruyHH KOJXKHH peakuUMH (NMOHAKOra TEXKH), BKIFOYHTEHO )KHBOTO3aCTpallaBalllo KOXHO
CbCTOSIHHE, KOETO MPUUYHHABA 00IE3HEHH MEXYPH H JIE3HH N0 KOXKaTa H JIMraBuLMTe, 0COOEHO
B yCTaTa, Bb3IAJICHHE HAa KO)KaTa, KOMPHUBHA TPECKa, 3auepBsBaHe M Bb3IaJieHWEe Ha KOXKaTa,
MPOMSHA Ha LIBETAa Ha KOXKATa /10 YEPBEHO WJIKM MYyPNYypPHO, KOETO MOXKE Ja € NMPHYHHEHO OT
HUCBK OpOH TPOMOOUMTH, eK3eMa

Peakuuu Ha MACTOTO Ha HH(Y3HATA

AnepruyHa peaxkuus WK NnpeyBeIH4YeH HMYHEH OTTOBOP

Bb3nanenue Ha oOBUMBKaTa Ha KOCTTa

Peakn: morart aa 3acernar ao | Ha 1000 gywu

CBpBXaKTHBHOCT Ha LIIMTOBH/IHATA KJ1e3a

YBpexaaHe Ha MoO3byHaTa (YHKLUMS, KOETO € CEPHO3HO YCI0KHEHHE Ha 4epHOApPOOHO
3abonsaBaHe

3ary0a Ha 10BeYeTO OT BJIAKHATA HA 3PUTEJIHUS HEPB, MOMbTHABAHE HA POrOBULIATa,HEBOJIEBO
JIBDKEHHE HA OYMTE

byn03Ha 4yBCTBHTEIHOCT KbM CBETJIMHA

HapyuieHue, npM KO€TO MMYHHATa CMCTEMa Ha OpraHM3ma aTaKyBa 4YacTH OT nepudepHara
HEepBHA CHUCTEMA o
[IpobneMH cbC CbpAEYHHA PUTBM WM MPOBOJAUMOCTTa Ha Cbpuerd - (MOHAKOra
YKMBOTO3acTpalliaBalilt) “
JKuBOTO3acTpaluaBalla ajiepruyHa peakius

HapylueHue Ha cucTeMaTa Ha KpbBOCHCHPBAHE

ANEepruyHM KOXXHM peakLMH (MOHSAKOra TEXKKM), BKJIIOYBALLUM Obp30 nojayBaHe (OTOK) Ha
aepmara, MOJAKOXKHATa TbKaH, JIMFABUUMTE M TMOJUIMFABHYHUTE TbKAaHHW, ChpOAlM WM
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OONEe3HEHH YYacTblUM CbC 3aje0esieHa, 3aYepBeHa KOXa CbC CPEOPHCTH KOXKHH JIKOCIIH,
Bb3MAJICHUE HA KOXaTa M JIMFaBULMUTE, >XUBOTO3aCTpallaBall0 KOXHO CbCTOSHHE, KOETO
MPUYHUHABA OTJIENBAHE HA I'OJIEMH YUYaCTbLH OT €MUIAEPMHCA — HAH-BBHILIHHUA KOXKEH CJION — OT
JIe)KalKUTe MO/ Hero CJI0€BE Ha Ko)arta

- Manku, CyxHu, JIIOCNECTH YYacCTbLIM MO KOXKATa, NOHAKOra ye0e/IeHH ¢ LIUINOBE WM ,,poryera’

Hexeslann peakuny ¢ HEH3BeCTHA 4€CTOTA:
- JIyHMYKHM ¥ MHIMEHTHH NeTHa

JIpyry 3HaYHMH He’Ke/IAHH PeaKIHH, YHATO 4eCTOTA He € H3BeCTHA, HO TPsiOBa 1a ObAAT cHLOOIIEeHH
Ha Bamns Jexkap He3a0aBHO:
- 3auyepBeHM, JIIOLIELLM Ce METHA UK NPbCTEHOBUAHHU KOXKHH JIE3UH, KOUTO MOXKE J1a Ca CUMITTOM
Ha aBTOMMYHHO 3a00J1BaHe, HAPEUYEHO EPUTEMATO3EH KOXKEH JIYITYC

HabntonaBaHu ca He4eCTH peakLMH MO BpeMe Ha BJIMBAHETO Ha BOPHKOHA30.1 (BKITHOYHTETHO
3ayepBsBaHe, MOBHUILIEHA TEMIEPATYpa, H3NOTABaHE, YCKOPEH IMyJIC M 3a1yX). BammsaT nekap Moxe aa
cripe HH(pY3HUATa, aKO TOBA C€ CITY4H.

T kaTO € U3BECTHO, Ye BOPUKOHA30J1 3acsra yepHus Apod u 6b0peunre, Bawusar nekap tpsabsa aa
npocyiean GyHKLMATA Ha YyepHHUs apod U 6bOpeunTe Bu nocpeacTBoM KpbBHH H3ciieaBaHUA. Mo,
uHopmupaiiTe Balius nekap, ako umate 60JKH B CTOMaxa Wid H3NpaxHeHUsTa Bu ca ¢ npomeHeHa
KOHCHCTEHLIHSA.

HanuyHu ca cbo0L1eHMs 3a pak Ha KO)KaTa NMpH NaLUEeHTH, JIEKYBaHH C BOPUKOHA30J1 3a bJIrH
MEPUOIH OT BpEME.

CnbHYEBO M3rapsiHe HJIH TEXKKH KOXKHH PEaKLMH CJIe/l H3JlaraHe Ha CBETJIMHA WM CIIbHLE ca ce
MpOABABAJIM MO-4eCcTO NpH Aeua. Ako Bue uim Baluero nere pazsuere KOXXKHU HapylueHusi, Bawusar
nekap Moxke 1a BH HacouM KbM IepMaTonor, KOMWTO ciiel KOHCYATalu|sa MOXKe 11a pellu, ye 3a Bac unu
Bawero aere e BaxHo aa Obaere npernexaaHu peaoBHO. [loBUleHUATa Ha YEPHOAPOOHHUTE €H3UMH
ChLIO ce HabJI01aBaT No-4ecTo NpH Jela.

AKO HSKOSl OT T€3H HEXeJIaHH PC€AKLIHH MPOAB/IKH HJTH Bu 663(10}(0”, MOJIA YBEAOMETE Baiuus JICKap.

Cpho0maBaHe HA HeXkKeJIAHH peaKIHH

AKO NoJIyYyuTe HAKAKBH HEXKEJIlaHH JIEKapCTBEHHU peakuuH, yBeaoMere Bawus nekap wiu ¢apmaiiesr.
ToBa BKJIIOYBA BCHYKH Bb3MOXKHH HEOMMCAHU B Ta3W JIMCTOBKA HEXeJIaHW peakuMu. Moxe cbluo aa
CbOOLUHMTE HEXKETAaHU peaKUMH IUPEKTHO Ype3 HALlMOHA/IHATAa CUCTEMA 3a ChoO1IaBaHe:
H3nbaHHTE/IHA areHIHs 110 JIEKAPCTBATA

yi. ,,Jlamsan ['pyeB™ Ne 8

1303 Codus

Ten.: +359 2 890 3417

yebcaiiT: www.bda.bg

KaTto cboOluaBaTe HexellaHH peakLMH, MOJKETe J1a laleTe CBOs MPUHOC 3a MoJy4YaBaHe Ha 1noseye
UHPOpMaLIMA OTHOCHO O€30MacHOCTTa Ha TOBa JIEKapCTBO.

5. Kak na cbxpansBate Beanaa
Ja ce cbxpaHsBa Ha MACTO, HEIOCTBITHO 3a JAela.

He u3non3saire TOBa JIEKapCTBO CJiel CPOKA HA FOJAHOCT, OTOENA3aH BbpXY eTUKeTa chea «f'oaen
10:». CpOKBbT Ha rOAHOCT OTrOBaps Ha MOCJ€AHHUS €H OT IMOCOYEHHS MECELL.

To3u JICKAPCTBCH INMPOAYKT HE H3HCKBA CIICLIHAJIHH TCMIICPATYPHH YCJIOBHA HA CbXPAHCHHE.
,Ha CC CbXpaHiABa B OpHI'HHAJIHATA OINAKOBKA, 3a [Ja CE INpeEarna3sn OT CBCT/IMHA.



Ot MUKpOOHONIOrHYHA IIeIHAa TOYKA BEAHBXK pPa3TBOPEH, MPOAYKTHT TpAOBa Aa ce M3I0J13Ba Be1Hara.
AKO He ce M3M0JI3Ba BeJiHara, OTTOBOPHOCTTA 3a CPOKA H YCJIOBHATA HAa CbXpaHEHHE npeau ynorpeda e
Ha noTpedbuTeNs, KaTo OOMKHOBEHO CPOKBT He TpAOBa 1a Ob/ie NO-AbJILI OT 24 Yaca Npy TeMneparypa
ot 2°C no 8°C (B XJIaAWJTHUK), OCBEH aKO pa3TBapsHETO HE € HANpPaBEeHO B KOHTPOJHUPAHH H
BaJIMAHPAHH aCENTHYHH YCIIOBHS.

XuMH4YHaTa U pu3HyHaTa CTaOUAHOCT HAa MPUIOTBEHHUS Pa3TBOP € JA0Ka3aHa 3a 24 yaca npu
Temneparypa ot 2°C no 8°C.

He u3xBbpisgiTe NeKapcTBaTa B KaHaIM3aLMATa WM B KOHTEHHEpPa 3a IOMaLLHW OTNAaAbLH.
[Tonuraiite Baluuns ¢apmalieBT Kak 1a U3XBBPJIMTE JIEKAPCTBATa, KOUTO BEUY€ HE U3MoJ3Bare. 1e3u
MEPKH L€ NIOMOrHAT 3a ONna3BaHe Ha OKOJIHaTa cpeja.

6. CbabpxaHHe HA ONIAKOBKATA H A0N'bJIHHTE/IHA HHpoOpMaNHA

Kakso cbabpka Beanaa

- AKTHBHOTO BELLECTBO € BOPUKOHA30J1. Beceku duiakoH cbabpxka 200 mg BOpHKOHA301
(voriconazole).

- lpyrara cbcraBka e: cyadoOyTun-erep-0era-UMKI0A€KCTPHH HATPHH.

Kak n3rsnexaa Beanaa v KakBo CbAbpAKa ONAKOBKATA

bsan no nourn 6sn nuodunuzupan npax uaM recra Maca. pH Ha pasTBopenus npoaykr € 4,0 — 6,8.
OcmonanureT Ha pa3tBopa npu pastBapsHe € 400-550 mOsmol /kg.

B eana onakoska: 50 ml ¢gnakoH ot npo3pauno cTekiio Tun [ ¢ 6poMOyTHIOBA r'yMeHa 3anyluajika v
alTyMHHHEBa 0OKaTKa CbC CHHBO MJ1aCTMACOBO Karnavue.

[IpuTekaTes Ha pa3pelieHHETO 32 ynorpeba
Medochemie Ltd.,

1-10 Constantinoupoleos street,

3011 Limassol,

Kunsp

[Ipon3BoauTen

ELPEN Pharmaceutical Co., Inc.,
95, Marathonos Ave., Pikermi 19009
Attica, ['bpums

ten. +30-210-6039326-9

¢akc +30-210-6039300

3a noNbJIHUTEIHA HH(POPMaLIMS OTHOCHO TOBA JIEKAPCTBO, MOJIsl, CBbPXKETE C€ C JIOKATHHUS
NpeACTABUTEN HA NMPUTEXKATEN Ha pa3pelleHHeTo 3a yrorpeoda.

JaTa Ha nocJieAHO npepasriexiane Ha anucroskata: FOnn 2024,

[TocoueHara Mno-10J1y HH(IJOPM&LI.HH € NNp€aHa3Ha4€Ha caMo 3a MCAHUHHCKH CINICUHAJTHCTH.

Hudopmanus 3a pasTBapsine H pa3pexiaHe:

[IpaxbT 32 UH(PY3HOHEH pa3TBOP € HeOOXOAUMO aa ce pa3TBOpH B 19 ml Boaa 3a MHKEKUMU WK B 19
ml 9 mg/ml (0,9%) natpueB x0pua 3a HHY3H4, 3a Aa ce noayyu odem 3a usrernsue or 20 ml,,
OMCTBP KOHLIEHTpAT, cbabpiKall 10 mg/ml BopukoHazon. U3xebpiere pnakoHa Bopnxoua:}dn, aKo'
BaKyyMbT HE M3TEIJIM pa3sTBopuTeis BbB (hiakoHa. [Ipenopbusa ce na ce M3nonssa cravjapTia.
(HeaBTOMaTH4YHA) cnpuHUOBKa OT 20 ml, 3a 1a ce ocurypu TouHo konuyecTBo (19,0 ml) Bona 3a
uHkeKUMH UM (9 mg/ml [0,9%]) naTtpueB xnopua 3a HHGY3us. To3u nekapcTBEH NPOAYKT € camo 3a
€IHOKPATHO NMPHUJIOKEHHE H BCAKO HEU3IOJI3BAHO KOJIHYECTBO TPsAOBa a1a ce u3XBbpiu. Tpsdsa na ce
M3M0J13Ba caMO OUCTBLP pa3TBOp 0€3 BUAUMH HaCTHLIM.
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3a n1a ce NMpHJI0KH, HEOOXOHMOTO KOJIHYECTBO pa3peieH KOHLUEHTPAT ce NpuOaBs KbM HAKOM OT
MpernopbyBaHUTE CbBMECTHMH HH(DY3HOHHM pa3TBOpH (M30poeHH B TabnuiiaTa rno-107y), 3a ja ce
MOJy4H KpaeH pa3TBOp Ha BOPUKOHa30J1, chabpikail 0,5-5 mg/ml BopukoHasod.

[IpuroTBeHUAT pa3TBOp MOXe Aa Ob/e pa3peleH c:
- Harpues xnopua 9 mg/ml (0,9%) uHdy3uoHeH pa3TBop
- HarpuesB nakrar 3a HHTpaBeHO3HA HHPY3HS
- 5% rmoko3a U pa3TBOp Ha PUHrep-nakrar 3a HHTpaBeHO3Ha HHQY3HUs
- 5% rmoko3a U 0,45% HaTpHeB XJIOpHA HHPY3HOHEH pa3TBOP
- 5% rnoko3a pa3TBoOp 3a UHTPABEHO3HA HH(Y3HS
- 5% rmoko3a B 20 mEq kanueB xJiopua pa3TBOp 3a MHTpaBeHO3Ha UH(PY3Us
- 0,45% HatpueB xJ10pua HHPY3HOHEH pa3TBOp
- 5% rmoko3a U 0,9% HatpueB xsiopua HHPY3HOHEH pa3TBOP.

Bcsika HeM3nosi3BaHa 4acT oT JICKAPCTBCHHUA NMPOAYKT HIIK OTNAABb4YCH MaTCpHal OT HETO TpHGBa Aa CC

HU3XBBPJIH B CBOTBETCTBHE C MCCTHHTC H3HCKBAHHA.

HeoOxoaumu konnyecTsa 10 mgml BOPHKOHA30J1 KOHLUEHTpaT

Tenecno Konuvecmea eopuxonazon konyenmpam (10 mg/ml) neobxooumu npu:

meeno (kg) Hoza 3 mg/kg | Hoza 4 mg/kg | Hoza 6 mg/kg | Hoza 8 mg/kg | [oza 9 mg/kg
(bpoii (bpoiu (bpou (bpou (bpou
¢aaxonu) ¢rakonu) ¢naxonu) ¢aaxonu) ¢aakonu)

10 - 4,0 ml (1) - 8,0ml (1) 9,0 ml (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 ml (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) 32,0 ml (2) 36,0 ml (2)

45 13,5ml (1) 18,0 ml (1) 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 16,5 ml (1) 22,0 ml (2) 33,0 ml (2) 44,0 ml (3) 49,5 ml (3)

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

65 19,5 ml (1) 26,0 ml (2) 39,0 ml (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) - -

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) - -

HecbBMeCTHMOCTH:

BopukoHa3osn pa3rBop He TpsOBa /1a ce npujara B €/1Ha U Cbllla CHCTEMA MJIH KaHI0J1a €1JHOBPEMEHHO
¢ Apyru HHQY3HOHHH JiekapcTBeHH cpeacTBa. Cucremara TpsOBa 1a ce npoBepsBa, 3a Ja rapaHTHpa
MPUKJIIOYBAHETO HAa HH(Y3uATa. Clie/l KaTO NMPUKIIOYHA HHPY3HATA C BOPUKOHA30J1, CHCTEMATa MOXKe

Aa €€ HU3MO3JiBa 3a NMpHJIOKCHHUE Ha JIPpYI'H HHTPABCHO3HH TMPOAYKTH.

KpbBHH NpOAYKTH U KpaTKOTpalHa HH(}Y3HsA HA KOHUEHTPHPAHHU PAa3TBOPH HA €NEKTPOINTH:

EnekTposMTHH HapyLIEHUS KaTO XHIOKATMEMUs, XMIIOMAarHe3HeMHUs W XMNoKallMeMus Tpabaa na
ObaT KOPUrMpaHHU Npe/u 3arnoyBaHe Ha Tepanus ¢ BOpukoHa3os. BopukoHason He TpsabBa na ce
rpujiara CbBMECTHO C HHKOH KPbBEH MPOAYKT WK KpaTKOTpaiHa HHDY3HUsS Ha KOHLEHTPHPaHH

pa3TBOPH Ha €JIEKTPOJIMTH, IOPH aKO JIBETE BIIMBAHUA MPOTHYAT B OT/AEJIHH CUCTEMH.
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OO0110 napeHTepalHO XpaHEHeE:

O6uoTo napeHtepanHo xpaHene (OI1X) He TpaOBa aa ce npekpaTsBa, KOraTto ce rnpearnucaa

C BOPHKOHA30J1, HO Tps0Ba Ja ce BiIMBa npe3 OTAe/IHa cUcTeMa. AKO ce rnpuiara ypes

KaTeTbp ¢ HAKOJIKO aymeHa, OIIX TpsaOBa na ce npunara B pa3jiMueH MopT OT TO3H, U3MOJI3BaH 3a

BOpHKOHa30.1. BopukoHa3on He TpsabBa aa ce paspexnaa ¢ 4,2% HaTtpreB OMkapOOHAT 3a HHTpPaBEHO3Ha
HH(}Y3usi. CbBMECTUMOCTTA C JIPYTH KOHLEHTPALIUH HE € U3BECTHA.
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