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Bopukonason Pomipapm 200 mg npax 3a x0RUENTPaT 3a HA(Y3MOHEH pPA3TEOD
Voriconazole Rompharm 200 mg powder for concentrate for solution for infusion

(BopuKkouazon / voriconazole)

HpO‘leTBTe BEHHMATE/IHO OAJTATS JECTOBKA, NPelH A3 3JaN0YHeTe 13 H3M0N3IBATE TOBA

JIEKAPCTBO, Thil KATO TH ChAbLPHXKA BAXHA 3a Bac nudropmanus,

— 3anaseTe Ta3M nMCTOBKA. MoKe 1a Ce HANOKH I3 A (IPOUETETE OTHOBO.

—  AKO HMaTe HAKAKBH JIOITb/KHTENHYE BLTPOCH, NonuTaiTe Bawus Nekap uau gapMauesT.

— Toea nexapcteo e npennucano nu4kro Ha Bac. He ro npeotcTneaiire Ha apyru xopa. To Moke na

HM HaBPEnH, HE3ABUCUMO YE MPHU3HALUKTE HA TAXHOTO 1abonasaHe

¢a culumTe Kato Bawure.

- AKO IONYYHTE HAKAKBH HEXENAHH PEAKUMH, YEEAOMETe Baluna nekap unn gapMauesT. Tosa
BKIKOYEA M BCHYKH Bb3MOMHH HEKENAHH pEaKUHH, HEONHCAHK B Ta3H NMMCTOBKA. BrokTe Touka 4.

KakBo cLALpiKa Ta3n JJHCTOBKA

1.

2 Kakgo Tpa6pa na 3HaeTe, npeau pa usnonssare BopukoHason
3. Kak pa wznonzeare Bopukosason Pomdapm

4. Bo3MOKHH HexemaHH peakuun

5. Kak na cexpaiaeare BopukoHaszon Pomdrapm

6. Ceappxanue Ha OIAKOBKATA H DOMBAHHUTENHA HHOPMALIHSA
1. Kaxso npeacrasiaasa Bopukonaszon PoMgapMm # 3a KaKBo

BopnkoHazon PomgapM ChAbpika aKTHBHOTO BELECTBO BOPHKOHA30,

Kakgo npencrasnaea Bopukonaszon PomdapM 1 3a Kakso ce M3non3ea

Pomdpapm

Ce H3NnoJa3sa

Bopukonason Pomdapm e

npotusorsGiuen nekapereen npoaykT. Tolt nefcTea KATO YHHINOAABE WM CNHPA PACTEXA Ha

reOHNKHTE, KOMTO MPHYHHABAT MHQEKLHH.

Toit ce npunara 3a neyeHWe Ha NAUMEHTH (BBIPACTHH K A€la HA BLIPACT Had 2 roOMHH) C:

* HusazusHa acneprunosa (BMA rebuyna KHPEKUMA, ABKAILA ce Ha Aspergillus sp),

* Kanaugemus (apyr Bun rebuuna madekups, Asmkawa ce Ha Candida $p) NPY HEe-HEYTPONEHWYHH
AaiMeHTH (NAUMEHTH, NPH KOKTO He ce Habmonaesa abHopMHO noHwkeH Gpoi Ha GenuTe KPbBHI

KNETKH),

*  CepHosnun HHBA3UBHM wHibexuyM ¢ Candida sp., KoraTo reEGHUKMTE Ca PEIUCTEHTHY KbM

¢yxoHazon (upyr NPOTHBOrLEGMYEH NEKApCTBEH NPOAYKT),

*  Cepnroszus rebuunn negexiun, npuuutenn ot Scedosporium sp. wnp Fusarium sp. (3ga

paznHYHY BHIa reOHuKH).

BopHkoHaszon PomgiapM ¢ nipenasHatien 3a NAUMENTH € BIOLIARALLH CE, Bh3MOXHO

KHMBOTO3ACTpAIlABAILH MEOHYHH HHPEKUHH.

TlpotunakTuka Ha rGHUHH HHDEKLMU TIPU NALUHENTH C BHCOK PHCK, HA KOMTO € TPAHCTINAHTHPAH

KOCTEH MO3bK.

ToBa nexapcTso Tpafea ha ce Npuaara caMo PO NEKAPCKK KOHTPOM.




2. Kakgo Tpaea aa 3uaete, npeay Aa ninoassare Bopuxonason Pomdapm

He sanonaseaiire Bopakonaszon Pomdapm:
- AKO CTE AIEPrHYHH KbM AKTHBHOTO BEWECTBO BOPHKOHA30I WIH KbM cyndroGyTHabeTaneKke HaTpuii
(u20poeHH B Touka 6).

MHOTO Ba)kHO € Ja yeenoMure Ballua Nekap Uy apMaliesT, ake B3eMaTe HAM CTE B3SMAnU npenu
TOBA APYTH AEKAPCTEA, JOPH U TAKKBA, KOUTO CE OTIYCKAT Ge3 pelienTa uiH PacTHTENHH NEKapcTBeHH
NPOYKTH.

JlexapcTBara, BKAKYSHH B CneQBalii CIHCBK He TpAGBa na Gbaar ynorpeGasaHd NO BpeMe Ha
neueHne ¢ Bopukonazon Pomdapm:
*  TepbeHaavH (H3MOI38RA CC TTPH ANEPTHA)
*  AcCTeMH3ON (M3MOTIBA Ce NPH ANeprus)
¢ Uuzanpun (H3n0/138a C€ MPH CTOMALIHK nipofiiemy)
+  TMumoska (M3N0N3Ba CE 34 NEYeHHUE HA NCHXHYHK 3300NBaHNS)
*  XHHHAMH (H3MON3BA CE NPH HEPABHOMEPHO GHEHE HA CHPLETO)
*  PucdaMniULKH (H30n3BA CE 3a NeveHke Ha TyOepKynosa)
»  Edasupenu (winonzea ce 3a neaeure Ha HIV undexuma) B nosupoexa ot 400 mg 1
NOBEYE BEAHDBK JHSEHO
+  KapGamasenru (M3n0n3Ea ¢€ NPH EYSHHE Ha NPUTAAbLH)
*  (bexobapBuTan (H3NOA3EA CE NPH TEXKO GEICHHME W MPHNATBLM)
*  Epro-ankanonou (Hanp. eproTaMuH, AMXMAPOSProTaMAH; H3MOAIBAT CE€ MPH MUIPEHa)
= Cuponumyc (M3M013B3 C€ NPH NALMEHTH C TPAMCTUIAHTALMA HA OPTaHK)
*  PutoHaskp (M3ron3ea ce 3a neuenue Ha HIV uudexums) B nosn or 400 mg u noeeue n8a
ITHTH JHEBHO
*  JKBrIT KaHTapuOH (pacTHTENRA RODOABKA)

Ilpeaynpeacaenns 1 NpesnasHy MepKH

Topopete ¢ Bawna nexap, hapMaueBT HNH MCAMUHHCKA CECcTpa Npeau Ja apuemeTe BoprkoHason
Pomdiapm, ako:
*  CT€ HMAJH ANEPrudHa Peakilua KbM ApPYTH a300H,
*  CTpamaTe WM CTe CTpalany OT yepHonpofHo 3afonssane. AKO HMaTe YepHOApOOHO
sabonsasane, Bawnat nekap moxe na Bu npeanume no-aucka nosa BopHkonason
Pomdapm. Banmst nekap chwo Taka Tpsbsa na npocneansea uepaoapobuara Bu dyHkUMs
upe3 KpbBHH TECTOBE, JOKATO ce NekyBarte ¢ Bopnkonason Pomdapm.
«  Bu e H3BECTHO, Y€ HMATE KAPIHOMHONATHA, HEPABHOMEPEH ChpAeHeH PHTBM, 3a0aseH
CBPAEYEH PHTEM MW HapyweHus B enekTpokapanorpamara (EKD), HapeueHn ,caHapoM
Ha yabkeHHs QTc- udrepean”™.
Tpabea pa H3GATBATE BCAKAKBA CTHHUEEA CEST/IMHA M H2aTAHE HA CBHLE MO BPEME HA NEUEHHETO.
BaxXHO e 1a nOKPUBATE YACTHTE OT KOXKATA, KOMTO €A H3NWKEHH HA CNIBHYCEA CBET/IHHA H 1A
H3MNOABATE CNLHUCIALIHTHH NPOAYKTH € BRCOK cobHUesamuTeH daktop (SPF), THH Kato
YYBCTEMTE/IHOCTTA HA KOWATA KbM cTbHuesnTe Y B nmuu moxe pa ce nopuum. Tesn npennasuu
MEpKH BXAT CBING H 32 ACUATA.

Hoxato ce nexysate ¢ Bopukonason Pomdapm:
*  Kaxere HezabGasHo Ha Bamma nekap, ako nomyyudre:
—  CITBHUYEBO M3rapiHe,
—  TEXKbK KOxeH 0OpHB MM MEXyPH;
— Gomnxa B KOCTHTE.

AKO pa3BHeTe KOKHM HADYLIEHHA KATO ropecnHcaHnTe, Bamuat nekap moxe aa Bu aqﬁl}u M)
IepMATOIIOr, KOHTO CNell KOHCYNTAUMA MOXE [ PELIEHH, Ye ¢ BAXKHO aa Bu npern AT ipen()s,




CuluecTBYBa MaNka BEPOATHOCT MK AbArOCPpouHATA ynotpeda Ha Bopukonason Pombapm na ce
Pa3BHe KOXKEH pak.

AKO pazBHETe NPHIHALK Ha HAAGBOpeYHa HEAOCTATEYHOCT — CHCTOAHHE, NPH KOeTo HaabbOpeuHHTe
IE3H HE FIPOUIEEIKNAT AOCTATBUHO KOAMYECTEO OT ONPEReNeHn CTEPOHIHHE XOPMOHH, KaTO
KOPTH30/1, KOETO MOXKE A2 J0BEAE AC CHMMTOMH, KATO: XPOHAUHA HIH NPONBIDKHTENHA YMOPE,
MyckynHa caboet, 3ary6a ra anernr, 3aryfa Ha Terno, kopemHa 6onka, KiKeTe Ha Bawms nexap.
BawmsaT nexap Tpa6a aa npocaeanea ¢yHKUMOHMPAHETO KA YepkuA Bu apob u Gubpeunte upes
KPLBHH TECTOBE,

Jeua v woHown
Boprkouazon Pomdrapm He TpaGea aa ce npunara Ha AeUia HA BB3PAcT IOA 2 FOLHHH.

HApyra nekapcersa n Bopukonason Pomdapm
WUndopmupaiite Bawng nexap win apMauest, ako npuemare, HaCKOpO CT€ NPHEMANH MY €
BBIMOMHO A2 NPHEMETE APYTH NeKapCTBa, BIFIIOUHTETHO H TAKHEA, OTIycKaHu Ges penenra.

HAKOM NeKapCcTBa, KOrATO C& NPHEMAT MO €AHO H ChuIO BpeMe ¢ Bopukonason Pomdapm, morat aa
NOBAHAAT HA AeHCTBHETO HA BopukoHazon Pomdapm nnn BoprkoHazon Pomdapm mMoxe na nosamnse
Ha TAXHOTO JEHCTBHE.

Hudopmupalite Bawng nexap, ako npHeMaTs KoeTO U 43 € OT CNeABALUMTE NEKAPCTBA, T KaTo
neyenne ¢ Bopukonason PomdapM no chiwoto epeMe TpaGea fa ce u3BArea, aKo TOBA € BEb3MOMKHO!
*  Puronasnp (M3nonsea ce 3a nevyenne Ha HIV wngexuun j B nozu ot 100 mg aBa nbTH
JHEBHO

Hugopmupaiite Bamus nekap, ako NpueMaTe KOSTO H [ € OT CAEAHKTE IEKAPCTBA, Thil KaTo NeveHHe
¢ Bopuxonaszon Pomdapm no cuinoTto Bpeme Tpabea na ce n3barea, 4K0 TOEA € BLIMOHKHO H MOKE A2
ce HANOXH afanTHpaie Ha LO3aTa HA BOPHKOHA30M:
*  PndabyTin (u3nonssa ce 3a neueHue Ha TyGepryosa). Ako BEwe ce JIeKYBaTe ¢
prtabyTns, we 6vae Heobxonumo 0a ce npociegsaT BamHTe KpbBHM NOKAZATETH 1
HENEaHH PeakunH KM pHpaOyTUH.
*  (@enuTOMH (H3MOA3BRA CE 32 JIEUSHNE Ha endiency). AKO Bede ce JIeKyBaTe ¢ PeHHTONH,
MO BpeMe Ha nedeHHeTo ¢ BopHkoHason Pomdaps wie € HeoOXOAHMO Npocnieaibade Ha
KOHUECHTPALMATA Ha JeHUTOUH B KPBBETa BH M MOXe 12 Ce HaNmKH KOPeKuHd Ha A03ara.
Hudopuupaiite Bamng nexap, ako pHeMAaTe KOETO i 1a € OT CReJBALNTE JeKapeTsa, THI KaTo MOXe
Jla C& HAJIOXKK KOPEKUHA Ha J03aTa MM NPOCNEAABAHE C LIEN NPOBCPKA AAJNNA IEKapCTBATa WinH
Bopuronason Pomdrapm gce ome HMat senanmna edekr:
*  Baptapun v Ipyrd aHTHKOAry naHTH (Hanp. eHNpoKyMOH, ALEHOKYMApON; U3MON3BAT CE
32 326a8AHE HA CLCHPBANETO HA KPLBTA)
» Lluknocnopun (M3nonssa e Npu NALMEHTH C TPAHCNAAHTAUNSA HA OPranu)
* Taxpoanmyc (M3n0A3Ba C€ NPH NALKEHTH ¢ TPAHCNNAHTALMA HA OPTAHN)
*  Cyndanunypeiium cpeactea (Hanp. TonByTtaMua, CiMnu3na ¥ raubypun) (Uznonzsar ce

npy aunaber)

*  Cratvnu (Hanp. aTOPBACTATHH, CHMBACTATHH) (H3TIOA3BAT CE 3a NOHKMKABAHE HA
XoaecTepona)

* bensoauazennHu (Hanp. MMIa30NaM, TpHa3onaM) (M3NON3BAT CE IIPH TEKKO Ge3CHHNE U
cTpec)

*  Owmenpaszon (M3n0/13Ba ce 33 JIEUEHHE HA A3B4)
* TlepopanHu xoHTpauenTHsk (ako npuemate Bopukonason PomdapM nokaTo HINOI3RATE
NEPOPaHH KOHTPALENTHBH MOXE J1a HMATE HEKENaHH PEaklKH KaTo rafeHe u

MEHCTPYaJTHH Hapy IIGHH)
*  Bunka anxanonnu (Hanp. BUHKPHCTHH M BUHGIACTHH) (M3MO/3BAT C& NIPH [1eYeHHe

vWHdexuus)
*  He-nyxneozuanu uHXuOHTOpH Ha obpaTHaTa TpaHckpuTasa (Hamp. eda



edpasupeny HE morat na ce npunaraT eqnospemerno ¢ Bopukonason Pomdapm)

«  Metanon (M3M0a382 CE 3a ICUEHHE HA NPHUCTPACTABAHE KbM XEPOMH)

*  AndeHTtaHMn ¥ PeHTaHUA ¥ IPYTH KPATKOASHCTRAULH ONMATH KaTo CyQeHTanKn
{obesGonanainy, WINCMIBAHU B XHPYPrtdHH NPOLELYPH)

*  OkcHkenoH ¥ APYrR OpAroaeiicTealny oNuaTh KaTo XHIPOKONOoH (M3NoA3BaH mpu
yMepeHa 10 cHnHa Sonka)

*  HectepoMaH) NpoTHEORLINANHTENHHU CpencTha (Hanp. nGynpodex, nuknoenax)
(M300n3BaT CE 33 NeveHue Ha Bonka ¥ BbINANEHNKE)

*  @uyKkoHa30A (IPHNaraH NpH rEOHYHH HHEKLIMH)

* Emeponumyc (npunaraH npu fedeHye Ha paxk Ha 6bGpelTe B HANPEAHAN CTAAHA 1 NpH
NALHEHTH ¢ TPAHCIVIAHTALIMH)

+ TonBanTaH ([pHaaraH NpH A€YeHHE HA XMIIOHATPHEMHS (HUCKM HHBA HA HATPHH B
KpBBETA) K 33 3aassHe Ha BAowaBareTo Ha Gu6peynara hyHKUMA NpH MAUKEHTH C
OpOpeyHa MOAMKHCTO34)

= Jierepmorup {Npunarax 3a npegoTepaTaBane Ha 3a0oMABaHe, IPHYHHEHO OT
upTomeranosupyc (CMV) cnes TpaHCNIaHTaUus Ha KOCTEH MOJBK)

*  Hanokceron (H3nonzsa ce 3a JigueHHe Ha 3anek, ocobeHo, NpeansBHkan oT
Gonkoycnokoasaly

* JlexapcTea, HApPEYEHH ONWOMAH (HATMP, MOPGMH, OKCHKOACH, (PEHTAHU, TPAMaIol,
KOASHH))

«  Heaxadrop (M3n0138Ba ce 3a NeueHUe HA KMcTO3HA (rdpo3a)

BpeMeHHOCT H Xppmene
AKko cTe GpeMeHHa HITH KbPMHTE, CMATATE, Y€ MOXE 12 cTe fpeMeHHa WK NnaHKpaTe GPEMEHHOCT,
nocheetTsaite ce ¢ Bawna nekap nau GapmauesTt npelv ynorpebara Ha TOBa NEKapcTeo.

Bopuxonaszon Pombapm e Tpabea na Orie npunarak no Bpeme Ha BPEMEHBOCT 0CBEH NO NEKapCKo
npeanucarue. ITpH kel B IeTEPOaHA BLIPACT Ce NPenopbuBa ynotpeda Ha epEKTHBHH
NpOTHBO3AUATBHHE cpencTea. Cprpikere ce He3abaBHO ¢ Bawua nekap, ako 3abpemeneere No speMe
Ha neveHue ¢ BopukoHason Pomdapm

Wlotupane n paota ¢ MALIMHK

Bopukonazoen PoMdapm moike na Dpeamsenka 3aMbricH0 BHAAHE HNH HENPHATHA 4y BCTBHTEAHOCT
KEM CBETIHHEA. AKO MMATe TAKHEA NIPOABH, He InodHpaiiTe HAH He paboTeTe ¢ HHCTPYMEHTH UK
MalMHK. YBeaomere Bawua nekap, ako NonyynTe TaKUBa OMIAKBAHMA.

Bopuikonaszon PomgapM ceabpxa BATPHi

Teoea nexapcTBo chaspxa 221,17 mg HATpuit (OCHOBHA CHCTABKA HA MOTBAPCKATA/TpaNe3HaTa con) BbB
BeaKa rakon. Toea KonHueCcTBO € ekBHBANEeHTHO Ha 11,05% oT npencpbunTeNHUA MAKCUMATEH
AHEBEH XPAHMTE/IEH NMPHEM HA HATPUHA 3a BL3PACTEH.

Bopukonaion Pompapm coaspxa unkaonexcTpinn (cyndobyrunferagexc HaTphit)

Toea nexkapceTeo chabpka 3200 mg UMKNOAEKCTPHHY BLE BCEKH (PNaKOH, KOETO € EKBEHBANEHTHO Ha
160 mg/ml, korato ce paateopn 8 19 ml pasteoputen. Axo umate Su6peuro 3abonspane, rosopeTe ¢
Baiuus nekap, npeny na nonyunte TORa NEKAPCTRO.

3 Kak aa n3noasearte Bopukonaion Pombapm

BHHaru npuemaiite TOBa NEKAPCTRO TOMHO KakTo By € kazan Bawuar nekap. AKo HE CTE CHIYDHH B
HELIO, NonHTaliTe Bauya nexap.

Bawmar nekap we onpeaeny Bawmara no3a B 3aBUCHMOCT 0T TenecHoTo Br Terio v suaa Ha
HBPEKLHATA, KOITO HMATE.

Baumsr nekap moxe a3 npoMeHu go3ata Bu B 3aBHCHMOCT 0T BamleTo cuCTOSHNE

IpenoprunTenHara 103a npu pPLIPACTHH (BKIIOYUTENHO IAUHSHTH B CTAPYECKa



tﬂﬂTpﬂBeHl‘BHO

Mo3a 32 nepBaTe 24 uaca
HAaTOBApBALLE 1034)

6 mg/kg na 12 uaca 3a mepeMTE
24 yaca

Jlo3a ¢cnen nepeprTe 24 waca
(HOANBPKALA 1032)

¥ mg/kg 084 NBTH LHEBHO

B zaBucumocT ot Bamwmg QOTroBOP KBM NEUEHHETO Bawmar NeKap MOXKE Aa NOHHKH AHEBHATa N03a A0

3 mg/kg nBa MLTH HEBHO.

JlekapsaT MOXE Aa Pellin A3 YBEIU4M 003aTA, aKO HMaTe NeKa 40 yMepeHa LHpo3a.

¥Ynotpeda npx geus H KHOWH

TIpenopbukTenyaTa 1032 NPH JeLA W IOHOWM € CNeLHaTa:

HATpaBeno3HO NpHIGKEHHE

Ulena Ha BB3pacT oT 2 0o noy 12
IONMHH M IOHOLIH Ha Bb3pact ot 12
no 14 roanum, c terne noa 50 kg

FOHowmHM Ha Bbapact ot 12 no 14
roguun ¢ Terno 50 kg nan nokeue;
BCHUKH FOHOLDM HA BB3pacT Hax 14
TOAMHH

Mo2a 3a nepBHTe 24 uaca
(HaTOBapEallla JO34)

9 mg/kg Ha 12 yaca Tipe3 MLpBHTE
24 uaca

6 mg/kg va 12 yaca npe3 nepBHTE
24 yaca

Jo3a cex nupeEHTe 24 vaca
(nofaspiatna gosa)

8 mg/kg nea ETH AHEBHO

4 mg/kg nBa NBTH AHEBHO

B zaBucuMocT oT Bawua OTrOBOP Ha JICYEHHETO, NCKAPAT Bi Moxce na NOBHIUH MAW NMOHHXH

OHEBHaTa 0o034a.

BopukoHason Pomdapm npax 3a KOHUEHTPAT 33 MHQY3MOHEH pazTROp We 6bae pasTROpeH H
pa3pCaceH oo H606XOI[HMHT3 }(ouuempauun oT BEI.IJ.IHR SOHHH‘-IﬂH q:apmaueBT WO MEaHUHWHCKA
cecTpa. (BuxkTe B kpas Ha Ta3H MHCTOBKR 33 ROMLIHUTEINE HH(OPMALING)

IlpuroTeenoTo konu4ecTso e By Gbae npHNOKEHO Ypes HHTPaBEHO3HA KH(Y3HA (BLE BEHA) C
MaxchManua ckopocT 3 mg/kg Ha vac B paMkuTe Ha 1 no 3 vaca.

Axo Bue unn Banero nete npuemare Bopukonazon PomdapM 3a npodiinaktika Ha refuada
nndeknus, BauuaT nekap moxe Aa cnpe na Bu nasa Bopukonason Pomdapm, B cnyuail ue Bue wim

Bawero aete pazeueTe cepp3aH

H C JIEYCHHETO HEXKENMaHH peaklUHH.

A0 ¢ nponycHaTa £03a Bopuxounasen Pomdapm

TeH kato Bre we nomyyagaTe IEKApCTBOTO MO MEAHLMHCKH KOHTPO/, MaAKko BEPOATHO € Na Gwae
nponyckata ao3a. Bee mak, crobmere Ha Bawua nekap nan dapMalest, ako MHUCTHTE, 4 ONpeacneHa

Ao3a ¢ 6una nponycHara,

Axo cTe cnipean npuemMa Ha Bopukonaszon Pomdapm
Jleuenneto ¢ Bopukonason Pomdapm e Ghie © NPOTBIKHTENHOCT, onpeaenesa ot Bawma nekap, vo
NPOALKUTENHOCTTa Ha nedenue ¢ Bopukowazon Pomdiapm npax 38 kOHUEHTPAT 33 HHDYIHOHEN

pasTBop He TpAOBa Ja HagBHELABA 6 Meceua.

TNaunentn ¢ eTcnabeHa HMyHHA CHCTEMA WM TE3X € TPYAHO JICYUMH HHPEKLIKH MOTaT 0a C& HYKIAaT
OT TPOABLKHTEAHO NICUCHHE 3a NpeloTBpaTaeaHe Ha BE3BPBIIAHETO Ha HHdexuuaTa. BhsmomkHo ¢,
CNEN KATO CBCTOAHNETO Bu ce nonolpw, uHTpaseHosHaTa nudy3us aa Orae 3aMeHeHa ¢ NPHeM Ha

TaGneTkH.

Koraro nevenwero c Bopukonazon Pomdrapm Guae cnpaxo ot Bawms nexap,

HAKaKBH edeKTH.

r,‘




AKO HMaT€ HIKaKBH JOMBAHHTENHH FBNPOCH, CBbP3aHH ¢ YNoTpeGaTa Ha TOBa IEKAPCTEO, MONMTAATE
Bamua nexap, ¢papMangBT MK MeIMLUHHCKA CECTpa.

4.  Bb3MUKHH HOXKeAaHH PEAKLHN

KakTo BCHUKH JIEKAPCTBA, TOBA JICKAPCTBO MOXKE fa NPEAHIBEHKA HEXEMAHN PeakKLHH, BLIIPEKH Y€ HE
BCEKH I'H [1ONYyYaBa.

AKO 1306110 ce MOABAT HEXENAHH PEAKIMH, HAl-BEPOATHO € Te 1a GbIaT HE3HAUMTENHH H BPEMESHHH,
Hsxon ot Tax, ofaue, Morat aa (bAaT CEPHO3HM M AA HIMCKBAT MEAHLIMHCKIN IPHKH.

Cepuo3HU HeReNaNH peaKiHH - CNpeTe Npuema Ha Bopukouazon Pomdrapm n Hezabaeno
NOTLPCETE JieKap

- (Obpus

—  BnTEHWLA; MPOMEHH B Kp’bBHHT‘e TECTOBE Ha YepHoapoiHaTa pyHKUHA

- Bu3nanenue Ha navkpeaca, KoeTo NPHYHHABA CHiHa Golka B xOpeMa H rbpGa

Jpyru Hexenann peakuuu

MHoro uecTH: Morat ga 3acersar noeede oT 1 Ha 10 gywu

— 3puTenHH yBpEkAAHHA (TPOMEHH B 3PEHKETO, BKMOYBALIN 3aMBEREHO 3PEHHE, IPOMEHH B
UBETHOTO 3peHHe, HeoOHYAHHA HENOHOCHMOCT KhM BH3YAIHOTO BB3MPHEMaHE Ha CBCTAHNA,
UBETHA C/EAOTA, YBPEKAAHE HA OKOTO, BIKAaHE Ha OPEO/TH OKONC CBETIIHHEHE H3TOYHHLM, HOLIHA
CACNOTA, NEONEEIEH ce 00pazH, BIKIaHe Ha NpobnschLM, 3pHTETHA ay pa, HAMANEHA 3pHTEINA
OCTPOTA, BUKAAHE C IOBHLICHA APKOCT Ha obpa3ute, 3aryfa Ha HacT oT 0GH1aHHOTO 3PHTEIHO
none, BUXOaHe Ha NIETHA NIpen OuuTe)

- Tpecka

-  OGpus

— Tanexe, noBpelaie, HAPHA

— TI'naBoSonne

— Oroud no kpaAHKHUMTE

— Bonku B cTOMAxa

— 3aTpylAHeHo AMWaHe

— [oenuernn uepHonpoOHH eH3UMH

Yecru: morar ga 3acersar 1o 1 Ha 10 gywn

~ Bwananewniie Ha CHHYCHTE, B3MANCHNHE H2 BEHUHTE, BTphcane, caaboct

—  Hucex Gpoii (BKIIOYHTENHO TEKKH CAYYAH) HA YepBeHHTe (IOHAKOTA CBEP3aHH ¢ MMYHHH
MEXaHHW3MH) H/HNH Ha BenuTe KpBBHY KIASTKY (MOHSKOTA ¢ TIOBMILIEHA TEMOePaTypa); HUCHK Opoit
Ha TpoMBoumTHTE (KIeTKH, KOHTO TIOMAraT Ha KPbETA 2 Ce ChCHPH)

— Hwucka KpbBHa 3aXap, HHCKO HHBO HAa KaAMi B KPBETA, HHCKO HHBQ Ha HATPHH B KpPBETA

— bBeamokoiicTeo, nenpecus, 00LpkaHocT, Bb30yAA, HecnocoGHOCT na 3acnuTe (Ge3CERHE),
XAMOLHHALUM

— I'bpuoBe, TpENEpeHe MIH HEKOHTPOIHPAHK MYCKYTHH ARMKEHHSA, HATPLIBAHE MK HeoDhualinm
YCELIAHHA 10 KOKATA, NOBULUEH MYCKY/IEH TOHYC, CBHIIMBOCT, 33MaaHOCT

- KpbeoHsnue B ounte

— Tipobnemn cbe ChpOBUHUA PHTBM, BKIKOYHTEIHO MHOTO 3a6bp3aH ChbPAGUEH PHTBM, MHOTO
3a0aBSH ChPAGYEH PHTEM, MPHTAELLIH

— Hwcko xpbBHO HanAraHe, BL3NANEHME Ha BEHHTE (KOSTO MOKE A3 GBAE CEBLP3AHO C
KPbBEH ChCHPEK)

—  OcTpO HACTBNUIIO 3ATPYIHEHO AHIDAKE, GONKA B IbPAHTE, NTOAYEAHE HA IULIETO yc:sa'm/ jﬂfﬁe
H OKOJIO QUHMTE), 3aAPEKKA HA TeYHOCT B Henure apobose




3arek, MOILO XPAHOCMMIAHE, BBINANEHHE HA YCTHUTE

A pATenHUA, Bh3INANEHNE Ha YepHHS APod W YEPHONLPOSHO yBpexaaHe

KoxHu o6pHBM, KoHTO MOTAT A3 IOBEAAT 40 TEXKO CLCTOAHME C 0GpayBaHe HA MEXYPH H
JAKIIEHEe HA KOXKATA, KOETO ce XapaKTepH3Hpa C NIOCHK, YepBeH YHacTBK HA KOXKaTa, INOKPHT C
MANKH, CJIMBALIM CE €0HA ¢ Apyra NONYTHHH, 3a4CpESBAHE HA KOXKaTa

Crpbex

Onapane Ha kocata

bonka e repGa

Bn6peyHa HeOCTaTBUHOCT, KPbB B YPHHATA, NPOMEHH B TECTOBE 3a GbpeuHara dyHKums

Heuectn: Morat na sacernar oo 1 ua 100 gywn

Peaxn: morar aa zacernar a0 [ na 1 000 ayww

I'punononoGuu cUMNTOMM, APASHEHE M Bh3NANEHHE HA CTOMALLHO-UPEBHHSA TPAKT, Bb3NANEHHE Ha
CTOMAIHO-YPEBHNR TPAKT, MPHYHHABAILO CBbP3aHA ¢ AaHTHOMOTHYHOTO NedeHue AHapHa;
BBL3INAJIEHHE HAa AUM(HKTE ChORE

Bu3naneHne Ha ThHKATA ThKaH, KOATO 06BHBA KOPEMHATA CTEHA M NOKPHBA KOPEMHHTE OPramH
Yaeanuenu muMGHH xe3n (MOHAKOra SOMEIHEHK), KOCTHOMOTBYHA HEAOCTATLYHOCT, MOBHUEH
Opoit eoanHodHIH

TotrcHara ¢yHkumA Ha HanGbOpeunaTa %U1€3a, HamaneHa PYHKLUHA HA WHTOBMAHATA KIE32
[pomenena Mostuna pyHKLHA, [TAPKHHCOH-NONOBHM CHMNTOMM, YBPEXAAHE HA HEPBH, KOSTO
BOJH A0 H3TPEIBaHE, GONKH, MPaBYHYKAHE WIH NAPEHE B [AaHUTE HAH CTENANATA

INpoGneMH ¢ paBHOBECHETO MITH KOOPAHHALAATA

Otox Ha MO3bKa

HeofiHo BHXNake, CeprO3HY 320019BaHMS Ha OUHTE, KOUTO BKAKOUBAT: GONMKa M Bh3ManeHHe Ha
OUMTE H KNEmaunTe, HeobuuaiHy JBHKEHNA HA OUMTE, YBPEXKIAHE HA 3PHTENHKA HEpPB, KOETO
BOJH 10 HAPYINEHO 3PEHHE, OTOK HA IPUTENHHA ARCK

HamaricHa 4y BCTBHTEAHOCT KbM ICHUD

Ipomenen exyc

3aTpyRHEHO YyBaHe, 3FEHEHE B YILNTE, CBETOBLPTEX

Bu3nanenue Ha RAKOH BETPEIIHN OPTaHM - TABKPEAC W ABaHANCETONPHCTHHK, OTOK H Bb3NANeHie
Ha €3VKa

YBenuden uepen apof, YepHORPOGHA HEAOCTATHUHOCT, 3360/BAHE HA WKTLYHHA MCXYP, KAMTBHY
B XKITbYHHA MeXyp

Bx3nanenye Ha cTaBHTE, BLINANEHHE HA BEHHTE [0 KOXKHATA NOBLPXHOCT (KOETO MOKE 112 &
CBBP3aHO C 0OpalyBAHETO HA KPEBEH CBCHPEK)

Biinanenve ua 6x6peunte, GenTk B ypunata, 6b6peuno yspexnane

YUECTEH ChPACUEH PHTEM MIH MIPECKAYaHe HA CHPLETO, NOHAKOTA C HEPHTMIHYHH ENEKTPHHECKH
HMITYICH

Orknounenve B enexrpokapanorpamata (EXT)

IToBHwen xonecTepon B KPBBTA, NOBHINEHA YPEA B KPHETa

ANCPIrHYHH KOXHH PEAKUHK (B HAKOM CAlyuan TEXKKN), BKIIOURTEHO XKUBOTO3ACTpallIaBATO
KOXKHO 3abonsiBate, KoeTo NpHYRHABA GOJIE3HEHM MEXYPH H JIE3HH NO KOXKATa ¥ THFABUIHTE,
0cofeHo B ycTaTa, BhIMASeHHe Ha KOKATa, KONPHBRA TPECKa; CITBHUEBO H3TAPAHE WK TEKKa
KOXHA peaKUHa Crnell U3aTaHE Ha CBETIMHA WM Ha CATbHLE; 3JaYEPBABAHE H IPASHEHE Ha KOWAaTa,
NIPOMANA HA UBETA HA KOXKATA 10 YSPBEHO MITH NMYPIIypPHO, KOSTO MOXKE A € TIPHUHHEHO OT HHUCBK
Gpoii TpoMBGouKHTH, ex3eMa

Peakunn na MacTotTo ka undysnara

Anepruuna peakuns nA1 MNPeKOMEPeH MMYHEH OTrOBOp

CRpbXakTHBHA WIWTORKMAHA XKJIE3a




~  VBpexnase Ha MO3bYHATA GYHKUMA, KOETO € CEPHOIHO YCOMHEHHE HR YepHOoRpolne 3abonasane

- 3aryﬁa Ha NMOECHCTO OT BNAKHATA HA 3PHTEAHHA HEPB, NOMBTHABAHE HA POTOBHLIATA, HCBONIEBO
HBHXEHHE HA OKOTO

— bBynosna uyBCTBHTENHOCT KbM CBETAHHA

— Hapylwenne, npr xoeTo HMyHHaTa CHCTEMA HA OPraHKH3Ma aTaKyBa YacTH OT epHdepHaTa HePBHA
CHCTEMA

— TlpoGnemn cube chpoeuHus pHTLM MM NPOBOAMMOCTTA HA CBPLETO {MOHAKORA
HHBOTOZACTPAIIABALIH )

~ JKuBOTO3acTpallagalua alepruaHa peakiisa

— HapyllieHHE Ha CHCTEMATA HA KPLBOCHCHPEAHE

— ANEpPrHYHH KOKHH peakLmH {TOHAKOra TexKH), BKIHYBALLIH 6Bp3o nosysaHe (OTOK) HA AepMaTa
(eAMH OT CAOEBETE HA KOKATA), NOAKCXKHATA TEKAH, MHrABHUNTE M NOAAMIABHYHHUTE ThKAHM;
copOAWK 1oy BonesHeRH yUacTRUM che 3aebeneHa, 334€PBEHa KOXa ChC CPEeDPHUCTH KONHA
NIOCIH; APa3HEHE HA KOaTa K JAUFABHINTE, HHBOTO3aCTPALLABALUO KOKHO 3a60nﬂBaHe, KOEeTO
MPUHHHABA OT/ICMBAHE HA POJICMH YUACTBUA OT eMHAEPMHCA - Halt-BbHIUHHA KOMEH COl - OT
NEKALINTE NOA HErO CN0eBE HA KOXKATa

- Ma.mm, CYXH, MOCneCTr Y4acTbUH N0 KOXATA, NOHAKCra yﬂeﬁeneuu C LUHNOBE HIH ,,porqua“

Hexenanu peakuny ¢ HEH3BECTHA YEeCTOTa:
— JlyHN4KH M HTMEHTHH NETHA

Jpyra 3HauMMH HeXEaHH PeaktMK, YHATO HECTOTA € HEMIBECTHA, HO TPAGBa 1A ce ChOBIMABAT HA

Bauwiua nekap nezabasHo:

— Pak Ha xo*aTa

— Bu3nanenHe Ha ThKaHHUTe, OBBUBALH KOCTHTE

—  3auepreHH, MOUILUIH CE TIETHA UIH MHLIEHOBHAHN KOKHH HIMEHEHHA, KOHTO MOYE 13 Ca
CHMIITOM Ha ABTOHMY HHO 3a60asBaHE, KOETO CE HAPHUA KOXKEH JIYITYC EPHTEMATOAEC

Habmonaranu ca HevecTH peakumu no speMe Ha HHdy3UTa Ha Bopukonason Pompapm
(BKNIOYHTETHO 324ePBABAHE, TPECKA, HIMOTABAHE, YBENHYEHA CHPAEHA YECTOTA U 3ATPYAHEHD
AHIIaHe). BaWHAT NeKkap MOxe Aa cnpe uudy3uaTa, ako Tosa Ce CAYYA.

Teii kato e H3BecTHO, ue Bopukonaszon Pomdapwm sacara yepuua npo6 u 6x6peunte, Bawmat nexap
TpsGEa Aa npocneny $yHKUMATA Ha yepHua Bu 1po6 n GuGpeunTe upes KpheHE H3cneasaHua. Mons,
HHdopmupaliTe Batns nekap, ako nMaTe GOJIKM B CTOMAXa MM W3TIPAXHEHMATA BH ca ¢ npoMeHena
KOHCHCTCHUMA.

CroliaEa ce 33 pak Ha KOXaTa NpH NALUMENTH, NEKYBaHH ¢ BOPHKOMA30M 33 TbJIFY NEPHOIK OT
BpeMe.

CJ’I'I:H'-ICBO HITAPAHE HNH TEAKN KOMHH PEaKUMH Cnen H3NAaraHe Ha CBET/THHA KIH CNTLHLIE Ca
MIPOABABAHK NO- YECTO 1pH Aella. Ako Bue unu Bawero fete pazerere KOKHM Hapyenun, Bamnsr
neKap Moxke 1a By HacouH KbM AEPMATONOT, KOWTC CNE KOHCY TTALMA MOKe 4 PELlH, 4¢ 3a Bac hiu
Bawlero nete € ot ronamo sHauekue 1a Gunere nperaexkaadn peaosHo. [losnwennsTa Ha
HEPHOAPOGHHTE EHIMMU ChlUe ce HabMioNaBaT NO-YECTO NpH eua.

AKO HFKOS OT Te3H HEXEAAHH PEAKLMH APOAL/IKaBa WA By 6e3nokou, yrenom

Crobuiasane na HedceNAHN peaKuun



AKO NONYYHTE HAKAKBY HEMENaHH NEXaPCTBEHH PEAKUMK, yBenomeTe Bawma nexkap wau dpapMaucet.
ToBa BK/NOUYBA BCHYKM EL3MOMHH HEOTIHCAHM B TA3M NIMCTOBKA HEXMENAHH peakLi. MoxkeTe Chwo 44
ChOOLINTE HEXeNnaHH peakuHu AHPEKTHO Upes:

H3npanuTenna arenuns no nekapcTearta

yn. . Jdaman [pyer” Ne §

1303 Codus

Ten.: +359 2 8903417

yebeair: www.bda.bg

Karp crobmanare HexenaHu peaklmMy, MOXeTe Ja aQeTe CRoA NPHHOC 3a NOIy9aBane Ha moeeve
HHQOPMALMA OTHOCHO BE30NacHOCTTa Ha TOBA NEKAPCTBO.

5. Kax na cexpansieare Boprkonazon Pomdapm
Ila ce crXpaHiABa Ha MACTO, HEAOCTBITHO 3 el

He u3nonseaitte ToBa nekapcTeo e CPOKA HA FOLHOCT, OTOENA3aH BLPXY eTHKeTa ¢nea .l oneH
no:". CpoKbT Ha FONHOCT OTrOBaps HA NMOCNENHHSE ASH OT NOCOUEHHS MECELL,

Ja ce cexpansea noa 25° C 8 0pUrHHaNHATA ONAKOBKA, 38 A4 Ce NPEANna3k OT CBET/IMHA.

Chep pazTeapaHe H pazpexaane pa3TBOPLT TPAOEA Aa ce u3noa3ea Hesabasho. [TpHIGTBEHHAT
pa3Teop TpAGBA NBPBO a CE PA3pEnM CbC CBEMECTHM HHQYIHOHEH Pa3TBOP, NPEeay Aa Ce MPHIOHKH,
{Mouta, BHXKTE Kpad Ha TA3M NIMCTOBKA 32 AONBIHUTENHA KHDOPMALMA).

He u3xXBBpARHTE NSKAPCTBATA B KAHAMHIALUATA HIM B KOHTESIHEPA 32 JOMALLHA OTIATLUA.
INonwraitre Bamng hapMalleBT Kak 12 HIXBLPAATE NeKAPCTRaTa, KOHTO BEYE HE M3Mon3pare. Tesn
MEPKH L€ CIIOMOMHAT 34 OMa3BaHe Ha OKONHATa cpela.

6. ChAbLpKaHHe HAa ONAKEBKATA H XONBIHATEAHA HRGOPMALNA

Kakso cbaupxa Bopukonazon Pomgapm

- AKTHBHOTO BEIIECTEO € BOpHKOHaz0lL Beekn dnaxon cenbpxa 200 mg BopukoHason.

- Apyrara ceeraeka e cynpoGyrunGeranexke natpwit (ax. Toyka 2, Bopukonazon Pomdapm cvaspixa
UHKAOAEKCTPHHH).

Boeku drnaxon ceabpixka 200 mg sopuxonaszon, exsupanented va 10 mg/ml pastsop, korato ce
NPHroTeA CNOPe YKa3aHUATA Ha Bawng GonHryer GapMaleBT HIH MEAHUMHCKA CECTPa (BHXKTe
HEGQOPMALIHATA B KPasa HA Ta3H JIKCTORKA).

Kax warmexaa Bopuxonazon Pomdapm 1 KaKeo chALPXKA ONAKOBKATA
BopukoHazon Pomdapm ce npeanara B cTbrneHd akoHd 3a eAHOKpaTHa ynorpeba, chabpialun Oan
HAH nouTH 6N npax, 6e3 BHOMMH HaCTHLM,

[paTexaTen Ha pazpemenuero 3a ynorpeda M NPOHIBOANTEN
5.C. Rompharm Company S.R.L.

Eroilor Sireet, no. 1A, Qropeni, Iifov County,

075100, PymbHua

Tozn nexapcTBeH NpodyKT € pazpewien B cTpanH 4nexky Ha EHIT o cnegHMTe MMena:
Yurapua: Vorikonazol Rompharm 200 mg por oldatos infiiziéhoz vaié koncentritum
Pymbuua: Voriconazol Rompharm 200 mg pulbere pentru concentrat pentru solujie




Buarapua: Bopukonaszon Pomdapm 200 mg npax 3a KOHLEHTpaT 3a MHy3MOHEH PA3TBOP
HBTB HA NOCEAH0 NPRepA3NICKIAHE HA JHCTOBKATA

05/2021

3a poneAHUTENHa MHGOPMALIMA OTHOCHO TORA JISKAPCTBO, MONA, CBBPKETE CE C MECTHHA
NPEOCTABUTEN Ha NPHUTEKATENS HA Pa3pelIEHHETO 3a ynoTpeba

IMocovyenara no-n00y HHGOPMALNA € NPEAHAIHAYEHA CAMO 33 MeJHUHHCKH CNEUHAHCTH!

Hudopmanusn 0THOCHO Pa3TEAPAHETO H PAIPEKAAHETO

*  Bopuxonazon Pompapm npax 3a undgy3vonen pazteop Tps6a nbpeo ce pasTeopu Han ¢ 19 ml
BOOA 32 KHIKEKLUMH HITH ¢ 19 ml HrKeKLMOHEH pa3TBOp Ha HaTpHes XNopua 9 mg/ml (0,9%) no
noAyqasaHe Ha oGem oT 20 ml GHCTBEP KOHUEHTpAT, Chabpkam 10 mg/m! Boprxonazon.

o TIpenopBYMTENHO © 1A CE M3NOA3BA CTAHAAPTHA (HE ABTOMATH3KPaHa) cnpHHLoBKa oT 20 ml, 32
I1a Ce rapanTHpa, 4e ce ao3upa Toued obem (19,0 mi) Bona 33 HHKEKIHMH MM HIDKSKUHOHEH
pa3TBop Ha Harpver xnopnn 9 mg/ml (0,9%).

* HeoBxoauMoTO KOMHYECTBO OT KOHLEHTpaTa ce A06aBA KM NPENOPhYAHHTE CHBEMECTHMH
uHY3HOHHH PasTBOPH OMKCAHH [O-ROJY /0 MONYYABAHE HA KpaHHA pasTeop Ha BopuKoHa3on
Pomdapm, cemepxain 0,5 no 5 mg/ml sopukonazon.

*  To34 NeKAPCTBEH NPOAYKT € 33 €/[HOKPATHA YNOTPe5a H HEM3MOAIBAHKAT pasTeop Tpabsa na ce
H3XBBPNH U TPAGBa 03 C€ HIMON3BAT caMo BHCTpH pasTeOpH &3 vacTHIM.

* He e npeanasznaticn 3a MPHIOKERHE KaTo 50AYCH MIDKEKUNA.

* 32 uaopMaLMA OTHOCHO CBXPaHeHHETO sikTe paznen 5, Kak aa coxpanasare Bopukonason
Pompapm™,

Heobxodumu komeecmsa om 10 mg/ml Bopuconason Pomtbapm konyenmpam.

Tenecuo |Konnuectea Bopukonaion Pomdapm konuentpar (10 mg/ml) ueoGxoaumn npx:
TEEI0 | Moza Img/kg  MMosza 4 mg/kg Mo3a 6 mg/kg Hoza 8 mg/kg Jo3a 9 mg/kg
(kg (Opoii gaakonn) ((Gpoii daakoun) ((Gpoii paaxonu) (Gpoii Paaxonu) |(Gpoit daaxonn)

10 - 4,0ml (1) ~ 8,0 ml (1) 9.0 ml (1)
15 - 6,0 mi (1) - 12,0 ml (1) 13.5 ml (1)
20 - 80ml(1) - 16,0 ml (1) 18,0 mi (1)
25 - 10,0 mil (1) - 20,0 ml (1) 22,5 ml (2)
30 9,0ml {1) 12,0 ml (1) 18,0 ml (1) 24,0 ml (2} 27,0 ml (2)
35 10,5 ml (1) 40ml(l) | 21,0ml(2) 28,0 mi (2) 31.5ml(2)
40 12,0 mi (1) 16,0 ml (1) 24,0 ml (2} 32,0ml (2) 36.0 mi (2)
45 13,5ml (1) 18,0 mi (1) 27.0ml {2) 36,0 mi (2) 40,5 ml (3)
50 15,0 mi (1) 20,0 ml (1) 30,0 ml (2) 40,0 ml (2) 45,0 ml (3)
55 16,5ml (1) 22,0 ml (2) 33,0ml (2) 44,0 ml (3)4| 49,5 ml (3)
60 18,0 ml (1) 24,0 ml (2) 36,0 ml (2) 48,0 mi (3) 54,0 ml (3)
65 19.5ml (1) 26,0 mb (2) 39,0 ml (2) 52,0 ml (3) 58,5 ml (3)
70 21,0 ml (2) 28,0 ml (2) 42,0 m! (3) - -
75 22,5ml (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 mi (3) - -

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

Bophxonrason Pomdapm npencragnsea eqHOKpaTHa 1034, CTEPHAEH, ANCPHANIHPAH NEKAPCTBEH
APOIY KT, HEChABPHKALL KOHCEPBAHT.

Joxkaszana € xumruecka u pHUIHYECKa cTabUIHOCT pK ynoTpefa Ha npuroTeenus pasTeop 3a 24 vaca
npu temaepatypa of 2° C po 8° C. Joka3ana e xumuuecka n dwzndecka cTabuiHocT npy yonotpeba
Ha MPUrOTBEHUA M paipescH pa3TeOp B NPOLLMKEHHe ra 48 vaca npy Temnepatypa o1 2° C ao 8° C.

OT MHKPOBHONOrMUHA IMENHA TOYKA BENHBLX NPHIOTEEH, NPOLYKTLT Tpabea na 6bae Hinonzsan
BeOHAra. AKO He Ce M3MO/I3Ra BEAHAra, OTTOBOPHOCT 33 CPOKA M YCIOBHATA Ha ChXPaHEHHe Ha
NPHIrOTEEHHA PasTBOP Npead ynoTpeba HOCH NPUIAraMHAT NEKAPCTEOTO H HOPMAIHO CPOKET HE
Tpabea na ObZe Mo-aBALE OT 24 yaca npH TeMOeparypa Ha cbxpanenne oT 2°C go 8°C, oceen axo
TIPUTOTBAHETO HA Pa3TBOpa € 6MN0 HANPABeHO B KOHTPOJHPAHH W BaIHIHPAHK aCeNTHYHH YCIOBH,

CuBMecTHMH HHYINOHHH PA3ITBOPH:

[prroreennaT pasreop Mmoke aa Grae paspeneH ¢

* Harpues xnopua 9 mg/mi (0,9%) nHxeKuMOHEH pasTROp
*  Punrep naxrar 3a HHTpaBeHO3HA HAGY2HA

* 5% rmoko3a 32 HHTPABEHO3HA NHY3Ns

CuneMecTHMocTTa Ha Bopukonazon PoMmdapm ¢ pasTeopwrTenH, pa3ivueK 0T n3bpoeHKTe o -rope
{HAH CAHCAHMTE NO - ZOAY B ,,HECEBMECTHMOCTH'™), HE € H3BECTHA.

HecbeMecTHMOCTH:

Bopukonazon He TpaGea ga ce npuiara B eAHa M CbUIA HHOYIUOHHA CHCTEMA WA KAHIONE
EAHOBPEMEHHO C APYTH MHTPaBeHO3HH NponykTH. CakeT Tpadea 1a Gbae NpoBepeH, 3a A2 € CHIYPHO,
ue uHy3uaTa e nprkniounna. Cnen npuKmIOuBate Ha HHDY3WATA Ha BOPHKOHAZON, CHCTEMATA MOWE
Oa C€ M3MN0M3Ba 34 [IPUNOKEHHE HA APYrH HHTPaBeHO3IHH NPONYKTH.

K[!BBHH NpPoayKTH H KQHTKOTQaﬁHa HH!!!!iZHJ! Ha KOHUEHTPHPAHMY eNeKTDONUTHH PasTEOPH!

EnekrponuTHuTE HapyIIEHHA KaTO XMMOKANHEMHS, XUITOMAarHE2HEMUA H XKHNOKaIUHeMHa Tpabsa na
6bAAT KOPHIHpaHH TIpeny 3aloYBAHE HA JIEYeHHE ¢ BOPHKOHA301. BoprkoHason He Tpabsa aa ce
W3INON3BA SNHOBPEMEHHO C HHKAKBE KPBBEH NPOAYKT MM KPATKOTPafina HHQYIHA Ra KOHUEHTPHPaRH
ENEKTPONKTHH PasTBOPH, NOPH aKO JBETE HH(Y3HH Ce TIPHUIIAraT B OTACIHH NHHHH,

OG0 napeHTepaHEe XpaHeHe:

O6mo napeHTepanHe xparene (OITX) #e TpaGBa na ce NPeKbCBa, KOraTo C& MpHIara ¢ BOpHKOHas3ol,
HO Tp#0Ba [1a ce puAara npe3 oTAENHA THHUA. AKO ¢e npunara HH(Y3HATA Pe3 MHOTOKPaTCH-1IY MEH
kateThp, OITX tpabea aa ce npunara kaTo ce HIMON3IBA PA3NHUESH KaHAN OT TO3M, HINOA3BAH 32
BOPHKOHA301. BopHkoHnazon xe Tpabea na ce pasteaps ¢ 4,2% vH(Y3UOHEH pasTBOp HA HATPHUER
GukapooHaT. CBBMECTHMOCTTA ¢ APYrH HEMGBH KOHUCHTPAUHH € HEH3BECTHa,




