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JJUCTOBKA:HH®OPMAILIUSA 3A IIOTPEBUTEJIA

Fluconazole Actavis 30 mg capsules, hard
OaykoHazox Axrapuc ) mg Kancyad, TBbPAH

Fluconazole Actavis 100 mg capsules, hard
*(I’JI)'KOHMDJI AxTasuc 100 mg kancyan, TBLpAN

Fluconazole Actavis 150 mg capsules, hard
O ayxonazon Akrasuc 150 mg kancyau, TBbpau

Fluconazole Actavis 200 mg capsules, hard
O ayxonaszon Axrasuc 200 mg kancyag, TBbpPAH
DIIyKOHA301

BHUMATEJHO NMPOYETETE TA3H JJUCTOBKA IIPEJXA JA 3AIIOYHETE JA

NMPHEMATE TO3HU JEKAPCTBEH ITPOJAYKT

- 3anazeme masu nucmoera! Mooice 0a ce umame HYICOAQ 04a A RpoYememe OMHOBO.

- Ax0o umame HAKAKEU OONLAHUMENHU 6bNMpocYu, nonumaume Bawwus jexkap uu
papmayeaem! |

- Tosa nexapcmso e npednucano nusno na Bac. He 2o npeomcembnsaime Ha opyeu xopa.
To mooce Oa UM HABPEOU, HE3AGUCUMO OM MOBA, Ye MEXHUME CUMNMOMUY €A Cbljume
xkamo Bawume.

- AKO HAKOA Om HedCeraHume NeKapCMmEeHU PeaKyuu Cmarne CepuosHa uwiu 3abenexcume
Opyeu, HEONUCARU & MA3YU NUCIOBKA HEXCeNany peaxyuy, MoAl yeeoomeme Bawus iexap
unu ghapmayesm.

B TAIN JUCTOBKA:

AN ol ol

Kaxso nipeacrasisBa (I)nylconaaon AKTABHC H 32 KaKBO €€ H3M0JI3Ba
IIpeau na npuemere GIyKoHA301 AKTABUC

. Kak ce npunara @JIyKoHa30J AKTABHC

B13MOXKHHE HexeJaAHH PeaKLHH

Coxpanenre Ha OIyKoHa30J1 AKTABHC

JomrbaHHTEIHA HHpOPMALIMA

1. KAKBO JTIPEACTABJIAABA (DJIYKOHAISOJI AKTABHC U 3A KAKBO CE
- HPUJIAT A

OyHroJIoH e NeKkapcTBO OT IPyNaTa Ha T.HAP. aHTHMHKOTHIK (TIPOTHBOIBOUYHA CpelncTBa).

DaykoHa30/1 AKTaABHC ce MPHJIAra 3a jJe4enue Ha:

Jlewenuero c GuyKOHa30J MOXe XHa 3allouHe Npedd [OoJy4aBaHe Ha pe3yNTaTuTe OT

MIKpOGHOIOTMYHOTO M APYTHTE JIaGopaTOpHU M3ciexBaHuA. B ciydad, ue e HeoOXOIMMO,

clel IoNy4aBaHe Ha TE3H Pe3yJITAaTH, TEPAIlUITa MOXKE ChOTBETHO [a CE NPOMEHH.

O YHTONOH ce IIPAIIAra 3a JICYEHHE Ha CIIEAHUTE ChCTOSHHA:

[eHyTanHa KaHAMAO03a - OCTpa WIM PEKYpEeHTHA BAIrHMHAIHA KaHOMJ03a; KaHAUTO3CH
Ganauut. Tpga6Ba ga ce 00CHAU NEUYECHHUETO M HA [BaMaTa MIapTHROPH.

Kanmumosa Ha JMraBAOMTE - OpodapuHrealHy, e30(arcanHy, . HEHHBa3UBHH
OpOHXONYIMOHANHA WHQEKIHMH;, KaHAWIYypHs, MYKOKyTaHHa H X/pcrﬂﬁtmaf rﬁpﬂ)‘i{l\a
aTpoQHUHA KaHJH/1034. 7

NN
.,f _-‘, Y H::-'}";
Tunea memuc, THHEA KOPNOPHC, THHEA KPYPHC, THHER BTrgmmnop 2 rcﬁ}}gﬂ}
KaHIALO3HN HHPEKLIHH. ) E

!

T 1

. '_.-"1 . J #
LI . "
'l ' § » ’ b I".“.
s s
. - s r.I'

LI
I=..--
IL'H' ‘:-I- .I-‘_
m. e :
'-.‘ £
r P!



¢ CHCTEeMHHU KAHJIHIO3M, BKIIOUHTEJIHO KaHAMJEMHA, AUCEMHHHpAaHa KanIMAO3a H
npyra ¢GopMH Ha WHBA3HBHA KaHIHI03Ha WH(peKuHs. ToBa BKIOYBA HH(EKHHA HA
mepuTOHeyMa, eHpokapaa, OenonpoOHHTE # NHKOYMHHTC MHTHIIA. Kanauno3uu
UHOEKIVMKA TIpH MALMEHTH ChC 3J0KAYCCTBEHHM 3a00JsBaHMs, TaKHMBA B MHTCH3UBHH
OTJEJICHHA UM Ha HHTOTOKCHYHA WK HMYHOCYIIPECHBHA TCPaIlus.

e Kpunrokoxosa, BKJ. KPHITOKOKOB MCHHHIHT H undekuuy ¢ APyra JOoKaau3anud
(6enompobua, koxra). Ilpumara ce npW MAmHCHTH  ChC CI1H, opranHa
TpaHCIJIAHTALMA MAH JPYTH Cllydad Ha UMYHOCYTIPECHI. di1ykoHa30]1 AKTaBHC MOXE
Ja ce TpHiara KaTo MOMLbpXaAIla Tepamus 32 MPOQHIAKTHKA Ha DEIHINB Ha
KpuIToKoxosa 6omecT mpy nanmuenTtu ¢se CIIAH.

e 3a npodunakTHKa Ha FEOWYHA HHQEKUWH TPH MMYHOKOMIIPOMETHPAHH MALHCHTH ©
PHCK OT HEYTPOTIEHMs CIeX UMTOTOKCHYHA XMMHOTEpanws Wi Th4eBa Teparii, BRI
NAUeHTH C KOCTHO-MO3b4HA TPaHCILIaHTalUs.

2. TIPEJAA JA IPUEMETE ®JIYKOHA30J AKTABUC
He npueMmaiiTe MIyKoHA30J1 AKTABHC aKO:

o HmaTe CBPBXYYBCTBHTENHOCT (aneprud) KbM (UIyKOHA301 HIM KbM HAKOE OT
[TOMOIIHHUTE BELIIECTBA, KAaKTO ¥ KbM APYTH a305I4;

e EHOBpeMEHHO ce JieKypaTe C JICKaPCTBEHH IIPOMYKTH, 33 KOMTO Ce 3Hae, HO
MpeM3BHKBAaT MPOMCHH B CNEKTpOKapaHorpamMara (u3anpup, TEpPEHAIMH,
4CTEMU30M, IHMO3UJ U XHHHIUH),

O6npHeTe cOenHaiHe BHHMAHHE DU ynorpeGara Ha DayKoHA30/1 AKTABHC:
MHOro paaKo, NPH MOYHHANN MAUKHCHTH ChC CEPHO3HA IPCAXOIHH 3aboNnaBanms, KOHTO Ca
monyyaBald TroleMH [o3W ¢uykoHasoln, ca HaOmonaBaHu I[IPOMEHW BKIOUBAINMA H
qeprOXPOOHa yBpexaaHe (Hekposa). TesH NaNUCHTH €a TOTydaBalin eIHOBPEMEHHO ¥ JIPYTH
IeKapcTBa, HAKOM OT TAX TOKCHYHH 34 HYCPHHA apo6 W/MmM ca HMan¥ [peAXOJHH
3360 SBaHAS, KOUTO Ca MOTJIH Ja MIPeaN3BHKAT 4epHOApoOHa HEKpo3a.

B ciyuauTe Ha uepHOApoGHO yBpexaaHe HE € yCTaHOBCHA OHUCBHAHA Bpb3ka C 1034Ta HA
MPOAYKTa, NPOABIDKHTEIHOCTTa Ha JICUCHHETO, IIOMA M BB3PACTTA Ha TALHKEHTa.
Habmonapauure IIPOMEHHM B IIOBEYETO Ciydau ca mokazajd o0parTHO pasBHTHE CIICH
IpEKpATABAHE Ha TEpanusaTa ¢ QIyKoHa30JI.

Tpii KaToO NPHYHMHHO-CIEACTBEHAa BPBH3KA C (IIYKOHA301 HE MOXE /a 6bAe H3KIHOUESHA,
[AIMEHTHTE, KOWTO Pa3BUBaT POMEHH B YepHOIPOOHATa PYHKIHS TpsbBa fa ce HabmogaBat
33 PasBUTHE HA [10-CEPHO3HO YEPHOIPOOHO YBpEXKMAHE. JleyenneTo ¢ NMPOAYKTa TpadBa Ha
6bie MPEKPATEHO aKo CE Pa3BHAT KIMHWYHATE CHMIITOMH Ha qepHOAPOGHO YBPEKAAHE IO
BpeMe Ha IIpHeMa.

HskoH NeKapcTBEHH TPOAYKTH OT Tpylara Ha QUIyKOHa3old, C¢ CBBp3Bar ¢ IIPOMEHH B
enekTpokapauorpaMara. Ilo Ta3u IpHYnHA durykoHaszon TpsOBa Ja ce Ipuiara ¢ NOBHIICHO -
BHEMaHWE NpPH TALMEHTH C TOTCHIHAICH DHCK OT apHTMHMH (HapylUICHHsS HA CHPACHHHA
PUTBHM) KaTo:

e BPONEHO WJIH TpPHIOOHUTO NOKYMEHTHPAaHO YIBIXKABAaHC HA QT wunTeppana (MpOMAHA B
eNeKTPOKApAHOrPAMaTa); |

o XJITMEWYHO 3HAYMMO NOHMXABAHE Ha ChPACTHATA YECTOTA,

+ CHUIECTBYBAIlE CHMITOMATHYHA aPHTMHUS HIH TEKKA ChPACHHA HEAOCTATHHHOCT, ..

+ HapyLICHH B COJIEBHS CHCTAaB HA KPBBTA 0COGEHO XHMMOKAIHEMUA H. XUHOMAarae3He
(HOHKXXEHO ChIbPXKaHHE Ha Kalui 1 MATHE3H} B KPHBTA) {, e i \
e SOHOBPEMCHHO MpHEMAHE Ha JIEKAPCTBCHU INPOAYKTH, KOUTO YIXB ?%aBaTQT .'iftfi{*repaﬁ}f
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MHOro pSAKO HALHEHTHTE MOTAT f[a DPasBHUAT TEKKHM KOXKHH PEaKiuy, KaTo CHHIPOM Ha
CtupbHC-[DKOHCHPH M TOKCHYHA eNAIepMalHa HeKpomusa M0 BpeMe Ha JICHCHHCTO ¢
bnyxonazon. [lanuenture csc CITMH ca CkIOHHM KBbM Pa3BUTHE HA TEXKHA KOXHH PEakliH
KBM MHOrO NekapcTsa. Axo ce TOSBH OOpHB TNpH MAmWeHT, JEKyBaH 3a MOBBPXHOCTHA
rebuyHa uHEKUHa, KOUTO Ce MpeleHH, 49¢ € NPUIMHEH OT (GayKoHa30/, NEYESHHETO C
IpofyKTa TpAOBa fa ce NPEKpaTH. AKO NpPH MANHUEHTH CBC CHCTEMHH re0udH MHPEKUHH ce
MOABST OOPHBM ¥ KOXKHH IIPOMEHH OT THNA Ha OYJO3HM JIC3UH WM CPUTCMA MYITHQOPME,
He0OXO0INMO € HabmoaeHHe ¥ IIPEKBbCBAHE HA ICICHHETO.

B penxm ciy4al, KakTo H IIpY APYrd asoid, ¢€ NoKnaasa anadrIakcHs (TEXKa alepruyHa
peaxius). |

Jlo3ata Ha duykoHazon TpadBa Aa Obie HaManeHa [IpH YBpeicHa OLOpevHa QyHKINA.

IIpemaHe HA APYTH JIEKAPCTBA
Mons, ungopmupaiime 608 NeKysauy iexap ulu dapmayesm, axo npuemame uiy HACKOpo
cme npuemany Opy2u 1eKapCmea, BKNIOYUMENNO U MAKusa, omnyckaity 6e3 peyenma.

KoMOHHAITHHA, KOUTO ¢4 TPOTHBOIIOKA3HH.
dnykoHason He TpAGBa a e NpUnara eJHOBPEMEHHO CBC CICIHUTC IEKapCTBEHH MPONYKTH —

nusarpu, TepdEHAIMH M aCTEMH30M, NMOPadH PHCK OT Pa3sBUTHC HA CCPUO3HH CHPACYHU
apUTMHU K NOTEHIHANHO (aTanHu ChPACUHU edektn.

JlexapcTBEHH MPOIYKTH, KOWTO MOBIHABAT PA3TPAXNAHETO HA dryroHA30M
Xudpoxnopomua3zud NOBUIIABA KOHICHTpAlUATa Ha (1yKOHA30II B KPBBTA.

Pugpamnuyun: EFHOBpEeMEHHATA ynoTpeba Ha (MyKOHA30l W PHOAMITMIAH TPCAM3BUKBA
HAMAJIABAHE HA ChIBPKAHUETO HA (PITYKOHA3ON, KOCTO Hajlara MOBUIIIABAHE HAa HErosara no3a
mpu KoMOMHKpaHa Teparus.

JTudano3un: Bolpexkd Ye NMpH CbBMECTHO H3IIOJ3BAHC C duyxoHaszon ce HabmoJaBa MaIbK
ebexT BBpXy edexTa Ha IHIIHO3WH, HeoDXOXAMO e Ja ce TpocnenssBa edekTa Ha
¢nykonazon. [lpenoppuMTenHO € yrmorpeGara Ha (GIYKOH4301 f& TPEAIIeCTBa Ta3d Ha
AMOAHO3WH,

Brusuue Ha GIYKOHA30/] BLPXY PA3rPaXIAHETo Ha APYTH NCKAPCTBCHH NDOAYKIH |
DaIykoHA30A 3HAYMTEIHO MMOTHCKA JICKAPCTBO pasrpaXxaailiTe CH3UMHH CHCTCMH B
OpraHH3Ma, MOPajH KOeTO MMa PHCK OT IOBHIllaBaHE HA INasMeHaTa KOHLIEHTpALUS Ha ApYTA
NeKapcTBEHH TPOAYKTH, pasrpaxialM ce OT Te3H CACTCMH. [Topasx ToBa € HEOOXOOUMA
BHUMATEJIHA TIpElleHKa ¥ HAOMIONeHNe Ha NMALMEHTHTE, [IPY KOUTO CE rNpuiarat cleBallliTe
JIEKapCTBEHH KOMOWHAMY. BB3MOXHO € edeXTHT Aa TPOIBINKH A0 4-5 JHM CJICA CAHPAHE HA
fledeHHeTo ¢ QIyKOHAa30, Iopaay 0aBHOTO MYy pasrpaxKiaHe B OpraHuMa.

[Ipu eTHOBpPEMEHHO NPHIIOKEHHE HA JICKAPCTBEHN NPOIYKTH OT rpyratd Hd TaKa HapeYCHHTE
HMG-CoA penyKkra3nu HHXHOUTOPH KaTO amopeacmamun, CuMeacmanun 1 drysacmamun,
CBINECTBYBA PHCK OT MYCKYJIHO 3aCATaHC 1 YBpEKIAHE. |

Aumuxoazyranmu (JIEKapCTBEHH MPOAYKTH, KOHTO BB3IPENATCTEAL oOpa3yBaHeTo Ha KPbBHH
cheupen): HasHauasane Ha feueHwe ¢ QIIyKOHa30d MpH MAMCHTH, MOTydabarii BapdapuH
MOXE [a YOBLDKM HpOTPOMOHHOBOTO BpeME IBOMHO. Uma crobuieHus 3a HadmoAaBaHO
xepBere (ITPU KOHTY3HS, KbPBEHE OT HOCA, OT CTOMALIHO-YPEBHUA TPAKT, KpLB B ypHHATA H
WAPaKHEHHATA) Opd ymorpeba Ha (IIyKOHA3OI. [TpoTpoMOUHOBOTO BpeMme TpabBa ja Ce
KOHTPOJIMPa MHOTO BHEMATeNIHO NpH NalMeHTH MONy4aBaul eTHOBPEMEHHQ, PIYKOHA30N U

N 'I-|-r m'! rln_.' '--.'JII' ce ';::

KyMapHHOBH aHTHKOAry/JaHTH. T T R
Genumoun: IlpuemMpT Ha GIYKOHA30] 3acOHO ¢ (EHATOHH HHTp&ﬁﬂﬁ?@,-i"'i%!ﬂ_ﬂ_ﬁm@:’é\
KOHLEHTpauudaTa Ha (QeHuTOMH. Axo TpAbBa Ja cCe€ [puiarar /0’ aBata. TIPOmYKTA \

e THOBPEMEHHO, KOHIIEHTPaLHATA Ha (PEHATONH TpAOBa 1 ce KOHTpom\jpa,g KaTo ¢e MpPOMEHS
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Angpernmanun: ENHOBpeMEHHOTO IPHAOKEHHE Ha (IyKOHA30M U andeHTaHU1 HHTPABEHO3HO
py 34paBH NOOpOBOJIM IOBHINABA ABOMHO CBHIBPXAHWETO HA alpeHTaHW ¥ HaMmaiBa
HECOBOT M3bYBaHe OT OpraHM3Ma. IIpH M3mON3BaHe HA TA3M JICKApCTBEHa KOMOMHAIMA
nosarta TpAOBa 13 ce KOPHTHpa,

Benzoduazenunu: Tlpy usnonssade Ha koMOMHauws OT OEH30QUA3CIHHA H fhnykonason e
MPENOPBUUTENHO [a Ce HaMalaAT Jo3WTe Ha OCH30OMAasCIMHATE M MAlMCHTHTE Ja C¢
[IPOCIeaIBaT CTPHKTHO.

Gnoxepu na xanyuegume xaunany: Vima myOmaxyBaHH HabmOZEHUS 3a 3HAUHM TEpHGEpeH
OTOK W/HIM MOBMIUABAHE HA KPHBHHTE KOHIEHTPAIMH HA KAIIMCBHTE aHTArOHUCTH MpHU
H3IIOI3BAHETO MM eXHoBpeMeHHO ¢ ¢uiyxoHason, [IpenmopbuATEIHO € HAMAIABARE HA 1034aTd
Ha KAJIIMEBUTE aHTArOHUCTH.

Cyngponun ypea: YCTaHOBEHO €, e (ITyKOHA30N YNBIKABA IPECTOS B OpraHd3Ma Ha
cyaApoHHTypeBUTE IPOAYKTH (XJIOPIPONAMHN, rmubeHKiaME, Dunu3ua # TonbyraMun)
Mpd 34paBH OOOPOBONLH. PITYKOHA301 W OPATHHUTE cynoHWT ypeHHH aHTHAHAOETHIHH
IPOAYKTH MOTAT Aa C€ H3MON3BaT €AHOBPEMEHHO IIpH nuabeTuild, HO MallueHTHTe Tpa0Ba aa
ce HMHGOPMHPAT OTHOCHO BB3MOXHOCTTA 32 HACTBMBAHC HA XHIIOTIAKCMHA (cunHO
MOHUKABAHE HA KPHBHATA 3aXap).

Iepopanwu npomugozaiamvyry cpedcmea: (DIYKOHA30] crrabo mowIMsBa edexkTa Ha
epopalHATe NPOTHBO3a4YaThYHH CPEACTBA.

Amumpunmunun: Tlopamd CBINECTBYBAll pPHCK OT AMHTPHUTHUIMHOBA TOKCHHHOCT €
HeoOXOMHMO Ja Ce& NMPOCJEeHsBaT HHBA HAa aMUTPUNTHIMH B KpbBTa M IIpH HEe00XO0AHUMOCT
103aTa Ja ce KOPHTHpA. |

Llenexoxcu6; KIMHMYHE TIpoydBaHMS ca NOKasagk 2 IeTH NOBHINABAHE Ha IUIA3MCEHATA
KOHLICHTPALHA Ha IENEKOKCHD, KOraTo € IPHJIONKEH CHHOBPEMEHHO C drykonazosn, nopamy
KOETO € [IPENOPBUYMTENHO A3 € HaMAJT JO3UTC Ha [eaeKOKCHO, MpH TAUUEHTH, MpHEeMallH
eTHOBPEMEHHO ¥ (QIyKOHA30IT. |

Josapman. TlanueHTHTE, NpHEMallll €IHOBPEMCHHO hryKoHa3on ¥ Jo3apTaH, TpsOBa Aa ce
MPOCIIEAABAT MPOABIDKATENHO 110 OTHOMICHAE Ha KOHTPOJIA Ha TAXHOTO KPBBHO HafATAHE.
Teopunun: TlaupeHTHTE, JEKyBaHH C BHCOKM HO3H TEOQHIMH WM KOHTO €2 M3IOKEHH HA
IOBHINEH PHCK OT T€OQUINHOBA TOKCHIHOCT, TpAOBa Ma ce HaOAI01aBaT BHUMATEITHO H TIPH
HeoBXOAMMOCT Jia ¢e KOPHIHpa 103aTa Ha TeOQHIIKH.

Tpumempexcam: Axo He MOXe Ha OwIe n36erHaTo EIHOBPEMEHHOTO TIpHJAraHe Ha
rpuMerpexcat U GiaykoHason, Tpabsa fa ce H3BBPIIBA BHUMATE/ICH KOHTPON BbPXY KPBBHUTE
HMBa HA TpUMeTpekcaT W 3a Genesu 3a TOKCHYHOCT (TMOTHCKaHe QyHKUHATA Ha KOCTHHA
MO3bK, HApylIEHHs BbB (yHKuKUTe HA ObOpenHTe M YEpHHSA apo0, CTOMAIHO-YPECBHU
pa3sa3BSIBaHMA). |

3udoeydun. TlaLnenTHTE, NeKYBaHH ¢ Ta3u komOuunauys, TpA0Ba 1a ce NpocaelsBaT OTHOCHO
CTpAaHWIHHTE €QeKTH Ha SUXOBYOHH.

Liuxnocnopun: HeoGxoauMo e INpocneisBaHe HAa KPBBHUTE HUBA HA LHKIOCHOPHH IIpH
eJHOBPEMEHHA yrioTpeda ¢ QayKoHa3om. |

Prednisone: TIpy NanyesTy ¢ TPAHCIUIAHTALMS HA YEPeH Apo0, KOMTO MOTyHasar prednisone
e HAOMIONAaBaHO Pa3BHTHE Ha AINCOHOBA KpH3a, CNeld Karo e OMII MpEeKpaTeH TPHMCCCHEH
kypc Ha nmpHeM Ha fluconazole. IlpexbCBaHETO HA TepanuiTa C fluconazole npeau3BHKBa
nmopummasade Ha akrurOoCcTTa HAa CYP3A4, xoeTo BOAHM IO 3aCHJICHO PasrpaXAaHcTo Ha
prednisone 1 OBbpP30 passuTHEe Ha ANUCOHOBA KPH3a. [lalueHTUTe, KOUTO IPOLBLKUTESHO
Bpeme ca GumH Ha Jedenue ¢ fluconazole m prednisone, TpaGsa na ce cie AT BEUMaTETHO, 3.
pa3BATHE Ha NPU3HALH 32 aIPEHATHA HENOCTATHYHOCT, IPH NpPeyCTan g8axe pueMbT, Ha'
fluconazole. S A\
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Taxponumyc u cupoaumyc: IlauHeHTH, KOHUTO IOJY4YasaT TaKpoJUMYC HIH CHPOIUMYC H
$AYKOHA30NT €MHOBPEMEHHO, TpAOBa MpelM3HO Ja ce HaOmrOaBaT 3a HapacTBaHE
TOKCHYHOCTTA Ha CHPOIMMYC (IIpoMAHA B KPhBHHTE I10KA3aTEIH, JHAPHA ).

Hegupanun: EMHOBpEMEHHHAT NPUEM Ha HEBHPANMH W (IIYKOHA30JI MOXE Aa TpPEAN3BHKA
3HAYUTEJIHO [IOBHILIaBaHe Ha KPBBHUTE HHBA HA HEBUpAaliHH, B CPaBHEHHE ChC
CAMOCTOATENIHHS TNpHEM Ha HEBHpANWH., YCHOpEOHUAT INpHEM Ha JABaTa JIEKapCTBEHHU
NpoAyKTa IIpH nanuenT ¢ Hanpeasana CITMH uudexnus ce noxnacs aobpe.

Héynpoghen: Hamanasane posata Ha uOympoden TpsbBa na ce WMa MNPEIBUA TIPH
eAHoBpeMeHHa yroTpeba ¢ (¢QuykoHa3oJ, ocobero Koraro IIbpBOHA4anHaTa n03a Ha
nOynpodeH € BHCOKA,

Ipyru BUAOBE B3aMMOACHCTBHS

JlekapcTBeHH MNPOAYKTH, KOHUTO NpPEAU3IBUKBAT M3MEHEHHE B €JIEKTpOKapAHOIrpaMara
(ympmxapaHe Ha uaTepBania Ky-T) - DokiagBanu ca clydal, KOHTO ITOKa3Bat, 4e GIyKoHa3oM
MOJXKC [a NpeIM3BHKA YALKABAHE HA TO3M HHTEPBAJ, B PE3yNTaT Ha KOETO C€ pa3BHUBAT
CEpHO3HH apuTMUH, [TallMeHTH, KOHTO HMPHEMAT STHOBPEMEHHO (QIIYKOHA30] M JIEKapCTBa,
yabpkaBaiy csulo Ky-T unrepBana TpgabBa na ce cieisT MHOIO BHUMATENHO, 3al1OTO €
BB3MOXKHO 3aCHIIBAHE HA €QEKTUTE UM.

Amepomepuyun B: TlpoyuBaHuA [pH KUBOTHH NOKA3BaT NPOTHBONOJIOKHOCT HA NEHCTBHETO
MEXIY aMbOTEpHUMH B ¥ mpOAYKTH OT rpynaTta Ha duryxoHasona. KIHHHIHMAT edekT OT
TOBa [IPOTHBOACHCTBHE BCE OLUE HE € H3BECCTEH.

[IpoyuBanusATa He MOKa3BaT KIMHUYHO 3HAYMMHK NPOMEHH B IOCTBIIBAHETO B OPraHH3Ma Ha
$IIyKOHA30Jl IIpH CHHOBPEMEHEH HpPHEM ¢ XpaHa, HUMETHAWH, AHTHALMIW HIH CACH
ThUETEpanysA Ha UAIOTO TANO, TOPATH TPAHCIUIAHTAIMS Ha KOCTEH MO3BK.

BBOpeku JIMIca Ha KIHHHYHH NpOYYBaHHUs 3a JPYTH JEKAPCTBEHH B3AHMOJESHCTBUS, TaKuBa
MOTaT Jla BB3HHKHAT,

IIpreM na OAYKOHA30J AKTABHC ¢ XPAaHH H HATIHTKH
Hama creiiaiin H3HCKBAaHUA.

bpeMeHHOCT U KbpMeHe
ITocveemesatime ce ¢ Bawua nexap unu hapmayeem npedu ynompebama na Koemo u 0a e
nexapcmeo!

bpemennocm

dnykoHazon AKTaBUC B CTAHJAPTHH JO3U H KpaTKOTpaliHO NpMJoKeHHe He Tpabsa pa ce
M3MOJI3Ba 10 BpeMe Ha OpeMEeHHOCT, OCBEH B cCilydauTe Ha KpailHa HEOOXOmMMOCT.
bnykoHa301 AKTaBHC BLB BUCOKH JO3H ¥/HIH NPOABIDKUTENHO IIPUIOXKEHHe He TPAOBa fa ce
M3M0JI3BA 10 BpeMe Ha OPEMEHHOCT ¢ M3KIIFOMEHHE Ha CIIYYaHTe Ha TeXKKH M NOTCHLHAHO
YKHMBOTO3aCTPALIABAIIN MUKOTHYHY KH(pEKINY.

Kvpmene
dnykoHa301 AKTAaBHC NpeMMHaBa B MaiYMHOTO MJIIKO, KATO AOCTMIE KOHHUEHTPauuH I1O-
HUCKHM OT Te3H B I1a3MaTta, KppMeHeTo MOXE Xa TPOOBIIKH CICH NPHIOKCHHE Ha €NHOKPATHA
craHzapTHa no3a ot 200 mg unu no-manko. He ce npenopriBa npoAbiDKaBae Ha K’bpMEHeTO
CITEM NPHIIOKEHHUE HAa MHOTOKPATHY 103 HIIK Ha BUCOKH JO3M OT MPOAYKTA. - . i fi B3
j -{ Pua .ﬂ;:ﬁi _—
Ilodupane u paboTa c MAIIHHH H I |
®nyKoHA301 AKTABHC He JIOBIMABA WM MMOBIUSBA B HE3HaYNTENIHA CTEIL 1[{ r‘cnocaﬁmcna 3?;

modupane ¥ padora ¢ MalIHHY.




Bce nak, xoraro ce mogupa unu pabot ¢ MalliiHy, TPSOBA J1a ce B3eMe N0 BHEMAHUE, Ye ¢
BB3MOXKHO JIa C€ MOSBU 3aMasHOCT ¥ HapylllaBaHe Ha Ch3HAHHETO.

BaxHa nuHpopManus 32 HAKOH 0T CHCTAaBKHTE HA DITYKOHA30,1 AKTaBHC
To3n nexapcTBeH NMPOAYKT CBABP)KA KATO MOMOIIHO BEIIECTBO JIAKTO3a, KOETO 'O IIPABH
HENOAXOAALL 3a AlHEHTH ¢ TIaKTO3HA HEITOHOCHMOCT.

3. KAK A IIPHEMATE ©JIYKOHA30JI AKTABHUC

DaykoHa301 AKTABHC Ce MpHEMA IIPe3 YCTAaTa.

JlHeBHATA [03a Ha IPOAYKTA C€ OIpeaeid Bh3 OCHOBA HA BHAA M TEXKECTTA Ha rbOMUHATA
vH(peknus. [loBeueTo Cilyyan Ha BarMHalMHa KaHIWZO3a Ce MOBJIHABAT OT €JHOKPATHA J103a.
JleueHHETO Ha T€3H BHIOBE HHQEKLINH, M3UCKBAIIM MHOTOKPaTHH J03H TPsA0Ba Ja IPOLLIIKHA
IOKAaTO KIMHHUYHHUTE IIOKazaTeln M Ja0OpaTOpHUTE TECTOBE IOKaXaT OTMHHABAHE HA
aKkTHBHaTa rpOnyHa HHPexkuwsa. HeaneksatHo nedeHme Moxe Ja JOBele 0 PELHMIMB Ha
akTuBHaTta HHPpekuus. Ilamuentud csc CIIMH M KpUOTOKOKOB MEHHHIHT OOHKHOBEHO
M3KUCKBAT NoAabpKalia Tepanus 3a u3bgarsaHe Ha peLiUIHBH.

Bw3pacmnu
e Kanangosen saruHuT Wi OanaHuT - 1 50mg ¢IHOKpaTHO Mpe3 ycTara.

e Kanaumosa Ha TUTaBUIUTE

Opotapunreanda kanmmnosa — 200 mg aueBHO mepBHA AeH W 100mg gHEBHO

caeapamute IHU. Jlewenuero He TpaOBa ja mpeBHIaBa 14 OHW, ¢ H3KIIOUYEHHE Ha

AMYHOKOMIIPOMETHPAHH MAIlUEHTH B TEKKO CHCTOSHHE.

3a arpouyna opajiHa KaHIWA034, CBbp3aHa Cbe 350HM NMpoTe3n — obuuaiina n1o3a 50mg

BEIHBXK OHEBHO 3a 14 1HH, IpHeMaHH €IHOBPEMECHHO C HpHjIaraHe Ha JIOKAJIHH

AHTUCEIITHIHHA CPEACTBA.

Ilpp ApyrH KaHIUOO3HH HHQEKUWMHA HA JAWTaBHOHUTE C H3KMOYEHWME Ha TeHHUTAIHA

KaHIH03a, Karo €30¢)arut, HEHHBA3UBHU OPOHXOMYIMOHAITHA HH(EKIHH, KaHIAAYPHS,

MYKOKYTaHHa KaHauaoza obudainarta posza ¢ 200mg nepBus aed m 100 mg OHEBHO

CJIeABALIUTE JHH. |

[Ipu apyru KaHAMAO3HU UHDEKITUH Ha JIUTaBHIIMTE, ¢ H3KITIOYeHHE HAa TeHUTa/IHA

¢ 3a THHEa NeIHUC, KOPIOPHC, KPYPUC, BEP3UKOJIOP W KOXHH KaHAWAO3ZHH HH(PEKIHH
npenopbuBanara go3a ¢ S0mg BeaHBXK AHEBHO. [IpOABIIKHTENIHOCTTA HA JIEYEHHETO
OOHKHOBEHO € 2 10 4 ceIMHIM, HO THHea TEeAUC MOXeEe Ja HM3UCKBA JICUcHHe 10 6
ceaMmuiy, [IpoaAs/KATEMHOCTTA He TpsIOBa Jla mpeBHINaBa 6 ceMHIIH,

e 3Ja KaHAUICMHA, IUCCMHHMUpAHA KaHAWA03a H JOPYTM HHBA3WBHHA KaHAHOO3HH
HHpeKy odbuvaiHara no3a ¢ 400mg nwspBus aeH, nocneapano ot 200mg auesHo. B
3aBHCHMOCT OT KIHHUYHHS OTTOBOP 03aTa MOXe Aa ce moumH no 400mg aHEBHO.
ITpOABIKHATENMHOCTTA HA ICYEHUETO CE ONPEACIIs OT KIIMHUYHHAA OTTOBOP.

- |lpH KpHIITOKOKOB MEHHMHIHT M KPUNTOKOKOBH HHGEKHHU ¢ ApYyra JOKaIH3aUMUs
obuuaiinata ao03a ¢ 400mg nwpBu AeH, mocnensaHo or 200mg - 400mg BemHBX
AHEBHO. [lpoaniDKUTETHOCTTA Ha IEYCHUETO 3aBHCH OT KIHHWYHMS M MHKOJOTHYEH
OTrOBOpP, HO OOMKHOBEHO ce¢ npenoppyBa 10-12 ce,uMHch) JICYCHHE cne,u;

- 3a mpoMIaKTHKA Ha PELHAMBH OT KPHITOKOKOB MEHHHIHT np;a’f’ HaHHéHTIF c;m\
CITVH, cnen xaTo DARUUEHTHT IIOAYYH ITBJIEH KYPC H’BpBH‘{Ha TEpAI] A, CDJIyKOHN

¢ 3a npodpunaxkTvka Ha reOMYHU HHPEKIUN NPH HMYHOKOMIIPOME paHH HEiIIHEHT’H}C
PUCK OT HEYTPONCHHA CieA LUTOTOKCHYHA TEpalHs HIH JIhYEB ‘T‘epanﬂﬂ ;{03&13 //
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Tpa6Ba ga ¢ 50 1o 400mg BeaHBXK JHEBHO, B 3aBHCHMOCT OT PUCKA 32 MALHUEHTa OT
pa3BHUTHE Ha FEOHTIHA WHGEKHHUA, 32 MAlHEHTH ¢ BHCOK PUCK OT CHCTEMHHU HHQEKIINH,
KAaTO TE3H, IPH KOUTO € O4aKBa 1a UMAT TeXKKAa M NPOXBIDKUTENHA HEYTPOTIEHHA KaTo
MPH KOCTHO-MO3BYHA TPaHCIUTaHTaIUs, npenopbyBaHata go3a € 400mg BeAHBXK
nHeBHO. IIpuemMbT H2 DaykoHaszon AxTapuc Tpsadsa Ja 3anouHe HAKOIKO AHH Npenu
OYaKBAaHOTO HAYaJI0 HA HEYTPOICHHATA U Ia npomamm 7 THY CJIEN KaTo OposAT Ha
HeyTpodumure ce rnoputay Han 1000 knetku Ha mm’.

Mena

Kakto mnpm momobHH HcheKuIm IIPH BB3PACTHH, NPOABDKUTEIHOCTTA HA JIEUCHHETO C€
OCHOBAaBa Ha KJIMHUYHHA M MHKOJOTHYEH OTroBop. ®yHIOJOH C€ npHeMma Karo €JIHHHYHA
AHEBHA 1032 BCEKH JICH. |

Heua nao 4 zoounu |

[TpenmoppuBanaTa n03a GIykoHa307 AKTaBHC 3a KaHIHI03a Ha TAraBuIuTe € 3mg/Kg THEBHO.
Hatopappama moza or 6mg/kg ce npumnara nupBus JEH 3a M0-0bp30 JOCTHraHe Ha
PAaBHOBECHU KOHLICHTPAIIHH.

3a leYeHHE HA CHCTEMHHU KAHAUAO3M H KPUIITOKOKOBH HH(MEKIMH, IpenopbyBaHaTa f03a € 6-
12mg/kg mHEeBHO B 3aBHCHMOCT OT T€)XECTTa Ha 3ab0IIBaHeTo.

3a npodunaxkTHka Ha I'BOMYHH UHQEKIMH Y HMYHOKOMIPOMETHPAHY MAIHEHTH ¢ PUCK OT
HEYTPONEHNs! CJIeA OUTOTOKCHYHA TEpanus W JTbUeBa TEpalus, Jo3ara TpsaOBa na Ownae 3-
12mg/kg nHeBHO, B 3aBHCHMOCT OT CTEIIEHTa M IPOABIKHTEIHOCTTa HA HHAYUUPaHATa
HEYTPOIICHHUS.

MaxkcuManHaTa 1o3a npu gena He Tpadea na npesuiasa 400mg JHEBHO.

CHINeCTBYBAT OTPAaHHMYECHH JAHHH 33 MPHIOKEHNETO Ha MPOAYKTA TPH TeHHUTATHA KaHIHUI032
npy geua nox 16 ropunu. IlpunoxkendeTo Ha MpOAYKTa HE CE€ NpPENnopbHBa, OCBEH aKO
nedeHUeT0 € aOCOMOTHO HeoDXOOWMO W HAMa JApYTH  AITEPHATHBHH TIPOAYKTH 34
APHIIOKEHHE. |

ITayuenmu ¢ nanpeonana év3pacm

- Ilpu nunca Ha goxasaTencTsa 3a ObOpeUHO yBpexAaHe TpAOBa Aa Ce Mpuiara HOPMaJHATA
no3a. ITpu nammenTn ¢ 60peuno yBpexaaHe (KpeaTHHHAHOB KIHpbHC ol S0ml/min) mosata
TpsOBa Aa ce IPOMEHH, KaKTO € IOCOYECHO I10-A0JIY.

HHayuenmu c yspedena 6vOpeuna ynxKuun

OnykoHa3o ce OTAeNd HEOPOMEHEH NpeluMHO B ypuHara. He ce HM3HCKBa NpOMsIHA NpH
eXHOKpaTHa no3a. [Ipy mMaumeHTH ¢ yBpeneHa ObOpedHa QYHKIHA (BKI. Iel1a), KOUTO IIE
NpHEMAT IPOAYKTA MHOTOKPATHO, HOPMAJIHAaTa NpenophuBaHa J103a (COOped HHAWKAIUHTE)
TpabBa a ce IPHIOXKH B ACH 1, TOCNEIBAHO OT THEBHA 1032 COPEN CleaHara Tadruna:

Kpeamununoe xnupvrc (ml/min) lﬂpouenm om npenopvysaHama 003a

>50 100%
s 50 (6e3 muammsa) | 30%
PenoBpHa apanuila 100% crnex BCAKa guaniuisa

AKO cTe IPHIOKHIIHN NMOBeYe 0T HeoOxoaumaTa 103a OiykoHa30J AKTABHC:

B cnyua#t Ha npefo3upane ce NPUNaraT CHMITOMATHYHO JIEUEHHE U CTOMAIUHY MPOMUBKH.
OnyxoHa301 AKTABHC CE€ OTAEIS IIaBHO Ype3 YpHHATA, Mopaay KOCTO q:aapcnpaﬁa*rau ﬂmype&q
BEPOATHO LIE YCKOPH €MMUHMPaHETO MY. I'pryacoBa xeMoauanusa Hama;iﬂaa Hﬁaa"fa My»B \
maasMaTa ¢ npubnrsurento 30 %. [ £ ;_ _. " f\
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4, Bb3MOXHH HEXEJAHH PEAKIINHA

Kaxmo ecexu Opyz nexapcmeen npooykm, Dayxonazon Axmaguc Mooice 3a Nnpeoussuxa
HENCENARU NeKAPCMBEHU DeaKyul, 8bNPEKY Ye He 8CeKU 2U RONYHasa.

Heoicenanume nexapcmeenyu peakyut ¢a npedCmageHu no Opeanu U ca noopeodeny cnopeo
yecmoma ¢ KoAmo ca Habrodasanu: muozo vecmu: >1/10; vecmu: 21/100, <1/10, ne yecmu:
>1/ 000, <1/100; peoxu: 21/10 000, <1/1 000; muozo peoxu: <1/10 000)

Ma crOOINeHHS 33 C/IeNHHTE HEXCIaHN PEAKIIHAY:

Obwu napyuenua:
He yectH: ymMopa, PU3HIECKO HEPA3IONOKEHIE, OTIIAIHAIOCT, TPECKA.

Hapywenua na nepgrnama cucmema.
Hectu: rinasobosue. -
He yecrtH: 3amaliBaHe, KOHBYJICHH, IbPH0OBE, TPEHEPEHE, CBETOBBPTEXK!

Hapywenus na xosxcama u ROOKONCHAMA MBbKAHK.:

YecTH: KOXEH 00pUB,.

He wectn: cpplex, ITOBHIIEHA IOTINBOCT, KOCOTIA:

Penxu: TexKd KOXHH yBpeXaaHusa (cuHapoM Ha CrTHWBBHC-/KOHCBH W TOKCH4YHA
enuAcpMaTHa HEKPOJIH3a).

Cmomauuro-upeaiiu napyuwenua.

YecTH: raficHe, TOBPHINaHE, KOPEMHEH OOJIKH, pasCTPOHCTRBO.

He uectu: GesaneTutue, 3aneK, HApyIieHO XpPaHOCMHAHE, [TOBHINICHO 00pa3yBane Ha rasoge,
CyXOTa B ycTaTa, IPOMEHEH BKYC.

Hapywienusa na MycKyaHO-CKeRemHama CUcmema.
He wectH: MycKyITHH OONKH.

Hcuxuunu HapyuieHus.
He yecTn; Oe3chHUE, CHHIHBOCT.

Hvurno-uepHoOpobrU HAPYWIEHUA:

YecTH: MOBHIIABaHE Ha 9epHOAPOOHUTE ITOKA3ATEH,

He wecTu: XITbueH 3acTOM, yBpeKIaHe Ha YEPHOAPOOHHUTE KIETKH, XENaTHT, mmmeﬂnua
[TOBMINABaHe Ha GrHpy6HHa.

Penxu: yepHOApoOHa Hekpo3a (3arupaHe Ha yepHOApoOHAaTa THKaH).

Hapyuienus Ha xpbvema u TUM@PHAmMa cucmema.

He yecTH: aHeMHus.

Pefxy: TpOMEHH B KIETHhYHHS CBCTaB HA KPBBTA (JIEBKOMCHHS, BKJI. HEYTPOTIEHHA W
arpaHyIonHTo3a, TPOMOOUUTONCHUA).

Hapywenua na umMynnama cucmema.

Penxu: aHapuiakcus

MHoro penxu: aHruoelaeM (OTOK Ha MEKHMTE TBKAHM Ha JIMIETO, €3UKa, TBEPIIOTO), ChpOexX,
YPTHKAPHUSL;,.

Hapywenun na memabonusma u xpanenemo.
Peaxy: roBuIlleHH CTORHOCTH HA XOJECTEpofa H TPHITIHUEPUIUTE H IIOHHHgﬂHH Ha:  Kajus B
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5. YCJIOBUASA HA CBXPAHEHHE

[1pu Temneparypa nox 25°C.

CpOK Ha TOAHOCT - 3 TONWHU

He usnon3paitte GnykoHason AKTAaBHC Clel CPOKA Ha FOJHOCT, 0TOENA3aH HA KapTOHEeHaTa
KYTHS. -

JlexkapcTtsata He TpsiOBa A3 ce M3XBBPIAT B KaHANW3allMATa WM B KOHTEHHEpA 3a JOMAIIHU
ornanbur. [lonuradre Bamms gapMmaneBT kak Aa YHUIIOKUTE HEHYXHHUTE BH nexkapcTsa.
Te3u MepKH 1Ie CIIOMOIHAT 3a OIIa3BaHE Ha OKOJIHATA CPEAa.

7. JOIbJHUTEJAHA UHOOPMAIIUSA

KakBo cpabpka @IOyKoHA30 AKTABHC

Axmusnama cvcemasika ¢ PrIyKoHa3o

Llpyeume cecmasku cq: NAXTO3a, MOHOXHUAPATHA, TIPEKETATHHUIHPAHO HUINECTE, CHITHUMEB
IHOKCH], KOJIOUWAEH O€3BO/ICH, MArHE3UEB cTeapar

Kax varaexaa ©aykoHa3o/l AKTABHC M KAKBO ChABPIKA 0HAKOBKATA

Onucanue

PnykoHa3on AxTaBuc S0 mg — TBBPAM XEJIATHHOBHM KancCylH ¢ TANO ¢ Oan usaAt U Oneno
CHHBO Karraye

daykoHason Axrtasuc 100 mg - TBBPAU KEAATHHOBK KAICYIM € TAIO € O8N LUBAT H CBETNO
CHHBO KaItayue |

Onyxonason AxraBuc 150 mg - TBBpAM XEeNAaTHHOBU KANCYJH C TAIO C O UBAT M Os10
Karaue |

dnykoxazon Akrapuc 200 mg - TBBpAM KENATUHOBU KaOCylH C TANO ¢ OAN LUBAT ¥ CHHBO
KaradJe

Onaxogka

Daykonazon Akmaeuc 50 mg kancyau

7 xancyym B 6rmcrep PVC/Alu gonuo, 1 6uUcTep B KapTOHEHA KYTHA

8 xancynu B 6nmucrep PVC/Alu ¢poauno, 1 Gimucrep B KaproHeHa KyTus
10 xancymu B 65muctep PVC/Alu donmo, 3 bmactepa 8 KapTOHEHA Ky THS

Dayxonazon Axmaeucl0 mg xancynu
8 kancynu B Onuctep PVC/Alu domno, 1 6mictep B KapToHeHa KyTHA
2 OmdcTepa B KapTOHEHA KYTHS |

Duyxonazon Axmasucl S50 mg xancyau

1 xancyna B 6mucrep PVC/Alu ¢omio, 1 6mactep B kapToOHEHa Ky THA
2 xarncyymm B 6miuctep PVC/Alu donso, 1 6ucrep B KapTOHEHA KYTHS
4 xancynu B 6aucrep PVC/Alu domuo, 1 6muctep B KapTOHEHa Ky T4
1 xancyna B 6mmuctep PVC/Alu ponno, 4 Gimictepa B KapTOHEHA Ky THA

Dnyxonazon Axmasuc 200 mg xancynu
7 kancynu 8 6nuctep PVC/Alu donro, 1 barcTep B KapToHeHa KyTHS
10 xancymm B 6auctep PVC/Alu dponuo, 2 Gmictepa B KapToHEHa KYTHS, 3 OIHCTH

A : L b oo b ;oo
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KApTOHEHA Ky THs ST N,

IIpuTexaTen Ha pazpenieHUETO 3a ynoTpeda | | IR
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yia. "Aranac JIykos" Ne 29
1407 Codus

IIpou3BoaANTEN
Actavis hf,
Reykjavikurvegur 78
IS-220 Hafnarfjordur
Hcenanmus

Actavis hf,
~ Karsnesbraut 108
[S-200 Kopavogur
Ucnanous

3a DOIBIHUTENHA HH(pOpPMALMS OTHOCHO TO3M JEKapCTBEH NPOAYKT, MOJIL CBBPHETE CE C

JIOKAJIHHS MTPEICTABATEIT Ha Pa3speIIeHUETO 3a ynorpeda:

Axtasuc EAJ]

yi. "Atanac Jyxos" Ne 29

1407 Codmus

Ten. ++359 2 9321762; ++359 2 9321771

[TocsrefHA AKTYAJIHIALKKHSA HA TEKCTA
OxtomBpu 2008
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