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JIncToBka: HHPOpPMANHS 32 NOTPeOHTENS ;_ & 6 7_37% - 2024

JleBokca S mg/ml nudy3HoHeH pa3TBop
Levoxa 5 mg/ml solution for infusion

neBogokcauuH (levofloxacin)

[IpoyeTeTe BHHMATEJIHO HAJATA JIHCTOBKA, NPE/IH /1a 3aM0YHeTE 1a H3M0/13BaTe TOBA JIEKAPCTBO,

Thil KATO T8 ChAbPKa BaKHa 3a Bac nunpopmanus.

- 3anasere Ta3u JUCTOBKA. MoXe /1a ce HaJIOKH 1a s Npo4YeTeTe OTHOBO.

- AKO UMaTe JOMbJIHHUTEIHH BBIIPOCH, nonuTtaiite Bawuus sekap, papmaueBT HIH MEAHIIHHCKA
cecTpa.

- AKO MoJIly4yHTe HAKAKBH HEXelaHH peakuuH, yBeaomere Bauius nekap, papmauesT uin
MeJHLMHCKA cecTpa. ToBa BKJIKOUBA H BCHYKH Bb3MOKHH HEXKEJIaHW peakliH, HEONMHMCAaHH B Ta3H
nucToBKa. Buxkre Touka 4.

KakBo cbAbpKa Ta3H JIHCTOBKA

. KakBo npeacrasnsBa JleBokca 5 mg/ml nH(py3HOHEH pa3TBOP H 3@ KaKBO C€ H3M0JI3BA

2 KakBo Tps6Ba na 3Haere, npeau Aa Bu 6bae npunoxen JleBokca 5 mg/ml uHgy3uoHeH pa3TBop
3 Kak e Bu 6bae npunoxen JleBokca S mg/ml HH(QY3HOHEH pa3TBOp

4. Bb3MOXKHH HEXeJlaHH JIEKAPCTBEHH peaklMH

5 Kak na cbxpansBate JleBokca 5 mg/ml uH(py3HOHEH pa3TBOP

6 Cbabp:KaHHe Ha ONaKOBKAaTa M J10MbJIHUTENHA HH(POpMaLUs

1. KaxBo npeacraBasiBa JleBokca S mg/ml nndy3nonen pa3TBop H 32 KAKBO ce H3I10/13B2

UmeTo Ha Bawero nekapctso e JleBokca 5 mg/ml uudy3uonen paszreop. Jlesokca 5 mg/ml nndysunonen
pa3TBOP ChAbPrKa JIEKAPCTBEHO BELIECTBO, Hape4eHo JieBodiokcaunH. To npuHaIexkH KbM rpyna
NeKapeTBa, HapeuyeHH NMPOTHBOMUKPOOHH cpeacTsa. JleBodiokcaluH € "XHHOJIOHOBO" NPOTHBOMHKPOOHO
cpeacTBo. JleiicTBa, kaTo yOuBa OakTepuuTe, KOUTO NPeAH3BHKBAT HH(PEKUHH BbB Balins opraHu3bM.

JleBokca 5 mg/ml nudy3HoHeH pa3TBOp MOKe /1a ce H3I0JI3BA 32 JIeYeHHe HA HHPEKIHH HAa:

- oenuTe npoboBe, NPH NAUHEHTH ¢ MHEBMOHMS,

- NUKOYHHTE MbTHILA, BKJIIOYUTEHO ObOpeLuTe HIIH NMHKOYHUS MEXYP;

- pocTaTHaTa *Jie3a, B cilyyail Ha TpaiiHa HH(EKLHS;

- KOXAaTa M MoJIKOKHATa ThKaH, BKJOUYHTENIHO U MYCKYJIMTE, KOUTO MOHSAKOra ce Hapu4ar ,,MeKH
ThbKaHH .

B koM cneunanHu ciydau JleBokca HHY3HOHEH pa3TBOP MOXKeE Jla C€ U3MO0JI3Ba 3a Npejina3BaHe OT
OenoapobHo 3ab0sBaHe, HAPEYEHO aHTPAKC HJIK 3a J1a MPEJ0TBPATH TEKKOTO NPOTHYAHE HA
3a00J11BaHETO, aKO CTe BJMIIAIH OaKTEepuHUTE, MPHYHHABALIH aHTPaKC.

Z. Kakso TpsGBa 1a 3HaeTe, npean 1a Bu 6bae npnioxen JleBokca S mg/ml ungysnonen
pa3TBoOp

He Tpa6Ba 1a Bu npuaarat JleBokca HHQY3HOHEH pa3TBOp

- aKo CTe ajlepruuHu KbM J1€BO(IOKCALIMH, KbM JIPYyTH XHHOJIOHOBH aHTHOAKTEpHATHH CPEICTBA,
kaTo MokcHokcaumH, uunpodaokcaunt uan oQaOKCalHH HIH KbM HAKOS OT OCTa —
CbCTaBKM Ha TOBA JIEKapcTBO (M30poeHu B Touka 6). [lpusHauuTe Ha anepruyHa p
NpoOJIeMH C NMPerIbLAHETO WK JHILIAHETO, NOyBaHe Ha YCTHHUTE, JIMLETO, I'bp
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- aKO HAKOTa CTE HMaJIn eNHAENCHA.

- aKO B MUHAJIOTO CN&/l pUjaraHe Ha aHTUOAKTEPHATHO JIEKAPCTBO OT rpynarta Ha XHHOJIOHHTE €TE
HMaJIH YBPEXAAaHHS HA CYXOXHIINATA (Hanp. TeHAWHHT). CyXOKHINATA Ca BPB3KUTE, Ype3 KOHTO
MYCKYJIMTE C¢ 3aXBallaT 3a KOCTUTe BHu.

- aKoO CTe JeTe WK NoapacTBall I0HOWA.

- aKko cTe OpeMeHHa, nnanuparte OpeMEHHOCT MM MUCIIUTE, Y€ MOXe Ja ¢Te OpeMeHHa.

- aKO KbPMHUTE.,

He npueMaiiTe TOBa NeKapcTBO., aKO HAKOE OT H30OpOEHHTE No-rope ce oTHacs 3a Bac. Ako He CTe
CHUIYPHU, KOHCYNTHpaiiTe ce ¢ Balung nekap, MeanunHcka cectpa Wi apMaLeBT, npead aa Bu Obae
npuiaoxeH JleBokca.

[Ipeaynpexaenua H Npeana3sHHd MEPKH

lNoBopeTe ¢ Bawus aexap, apManeBT HIH MeAHIHHCKA cecTPa, npean 1a Ba 6bae npriioxen
JleBoKCa HHPY3IHOHEH Pa3TBOP

- aKko ¢T¢ Ha Bb3pactT 60 roOAHHH H NOBEYE.

- AKO M3MOJ3BATE KOPTHKOCTEPOHIH, MOHAKOTa HAPUYAHH CTEPOUAH (BHXKTE TouyKa ,JIpyru
nexapcTBa M JleBpokeca™).

- ako By e nanpaBeHa TpaHCNNaHTaLUA.

- aKO HAKOra CTe HMaJIH Npunaabuu (rep4yose).

- aKO CTE HMalH MO3BYHO YBPEKAAHE BCIAEACTBHE HA HHCYAT WK APYTO MO3BLYHO YBPCHKAAHE,

- ako UMare npobnemu ¢ ObOpeUHTE.

- ako UMaTe AePUUMT Ha rIOK030-6-hocdaTaexnporeHasa (pAAKO HacaeACTBeHO 3abonsBane). B
TO3M ¢cAyuaii € N0-BepOATHO A3 UMATE CEPUO3HH NPODNEMH C KPBBTA, aKO Nnpuemare ToBa
NIEKapCTRO.

- aKo CTe HMasH mpobaemMH ¢ NCHXUKaTa (NCHXUUYHO 3a00MIBaHe).

- aKo CTe UMasii NpobNieMH CbC CHPLETO: TO3H BH/ NEKAPCTBA €€ H3INON3BAT C BHHMAHHUE, aKo CTE
POJEHH CbC MM B ceMeiicTBOTO Bu uma ciyyan Ha yabmken QT-unTtepBan (oTkpuea ce Ha EKT,
eNEKTPHUECKHN 3AIIMC HAa ChpAEUYHATa ACHHOCT), HMATE HapyLleH OanaHc Ha CONMUTE B KPbBTA
(0COBEHO HUCKH CTOHHOCTH HA KaNWH U MarHe3uil B KpbBTa), NMATE MHOTO DABEH CHPIAEHEH PUTHM
(Hapeyen . Opagaukapaus’’), umare cnado cbhple (CbpAeYHA HEAOCTATBYHOCT), B MUHANOTO CTE
HMaJlM cbpaeden yaap (MHdapKT Ha MHOKapAa), aKko CTe XKEHa HJIH NalMEHT B CTApHECKa Bb3pacT
WK NpHeMaTe APYrH N€KApCTRa, 338 KOMTO € U3BECTHO, Y€ BOAAT A0 HeobHyainn npomenu B EKT
(Bx. TOo4Ka ,,JIpyru nekapcrsa u Jlepokca™).

- aKO CTe AUADETUK.

- aKO UMaTe YepHoapoOHU npobiiemu.

- aKo MMaTe MUACTEHHUA MPaBHC.

- axo uMate npobiaeMH ¢ HepBuTe (nepudepHa HeBponaTHsa).

- ako Bu e nmocraBeHa AHarHo3a pa3sldpeHHe Win ', u3ayBaHe’” Ha roisiM KpbBOHOCCH Cb/l
(aHeBpH3IMA Ha a0pTAaTa MJIM aHEBPH3Ma Ha rofiaM nepugepeH cba).

- aKo CTE MPEeXHKBEJIN NpeanUIeH eMu30] Ha a0pTHA JAHCEKALIHA (pa3KbCBaHE Ha aOpTHaTa CTEHa).

- aKO cTe OMJTH AMArHOCTHUMPAHU 3a NpOJanc Ha ChbpJACUHHUTE K1any (peryprutauua Ha CbpacHHHUTE
KJ1aMH ).

- ako uMate paMuIHa aHaMHE3a 33 a0pPTHA aHEBPH3MA HAH a0PTHA ANCEKAlIMA WK BPOACHO
3a00/11BaHe Ha CHPACYHUTE KJIanH, Wid ApYrH PUCKOBH (DAKTOPH WJIKM Npeapainonaraiiy
3a60NBaHHA (HanNp. HAPYUIEHHS HA CheJIMHHUTENHATA ThKaH kaTo CHHApOoM Ha Mapdan nau
BacKyJiapeH cuHapom Ha Enepc-Jlannoc, chHapoM Ha TspHBP, CHHAPOM Ha ChorpeH
[BBL3NANINTENHO aBTOMMYHHO 3abonaBaHe], HIIH CbA0BH Hapy LUEHHs KaTo apTepHHT Ha

aTepocKiepo3a, peBMaToHACH apTpPHT [3a00sisBaHe HA CTABHTE] HIIH €HAOKAPAUT

BbTpellIHaTa OOBHBKA Ha ChPUETO}).
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- AKO HAKOra CTE MMAJIH TEXbK KOweH OOpHB HNK OeNleHe Ha KOXKaTa, MoABa HA MEXYPH H/HIIH A3BH B
ycTara ciiejl NpHeM Ha JeBOoQUIOKCALIMH.

AKO He CTE CHIYPHH Jafii Hewlo, oT u3bpoeHoTo no-rope ce oTHacH 3a Bac, rosopete ¢ Bawus nekap,
MeJULMHCKA CECTpa UK dapmauesT, npeay 1a Bu 0bae npuioxen JleBokcea.

He Tpa0Ba 4a mpueMaTe aHTHOAKTEPHAHH IEKApCTBA, ChAbPKALIH (1Y OPOXHHOROHH/XHHONOHH,
BKJIKOUYHTENHO JleBokca, aKko ¢T€ HMAJIH HAKAKBAa CCPHO3HA HEXellaHa peakild B MHHaJI0TO. KOraTo ¢T¢
npuemMany XMHOJIOHH Wik (GAyOpOoXHHONOHH. B TakbB cnyuyait Tpabea ga nudpopmupare Bauins nekap
Bb3IMOKHO HaH-CKOpO.

Kaxere na Balug nexap, MeTMHHHCKA cecTpa HJAH ¢papMaueBT, korato Bu npunarar Jlesoxca

- aKo NMOYYBCTBATE BHE3AMHA, CHIIHA 00J1Ka B KOopeMa, rpbJHaTa 001acT uiH rbpba, KOHTO MOrar aa
ca CUMITTOMH HA AaHEBPU3MA M JHCEKALIKA Ha a0pTaTa, NOTbPCeTe HEe3a0aBHO CIIELIHA MOMOILLL.
PHCKBT MOXeE Aa CE€ MOBHLLIH, aKO €€ JICKYBATE CbC CHCTEMHH KOPTHKOCTEPOHIH.

- aKO BHE3AIMHO [TOyYHTE 331y X, 0CO0EHO KOraTo NeXHTE 110 'Pb0 Ha NErioTo, KK 3a0eNeKUTE
NoAYBaHE Ha re3eHHTe, CThIlalaTa WK KopemMa Wl NoaBa Ha ChpuedneHe (ycelaHde 3a
YCKOPEHA H/IW HEPABHOMEPHA CbpAcYHA AeHHOCT), TpAOBa He3aDaBHO Aa yBEAOMMUTE JleKap.

- PRAKO MOXe a c€ MoABAT 00J1ka U NOAYBaHE Ha CTABHTE H Bb3NAJNIEHHE WIH Pa3KbCBAHE Ha
cyxoxunuaTa. PuckbT npyn Bac e noBuuien, ako cte B cTapyecka Bb3pacT (Haa 60-roanuixa
BBH3PACT), aKO CTE NPETHPIENN TPAHCIIAHTALMA HA OpraH, hmarte npobneMu ¢ ObOpeUrTe HAK aKo
CTE HA NEUYEHHE ¢ KOPTHKOCTEPOUIH. Bhinanenue U pa3kbCBaHHA HA CYXOXHJIHA MOraT Ja ce
NOABAT B PAMKHTE Ha MbpBUTE 48 yaca OT JeYeHHEeTO H JOPH A0 HAKOJIKO MeceLa cel
npekpataBaHe Ha TepanuaTa ¢ JleBokca. [1py nbpeus npr3Hak Ha 60/1ka UK Bb3NANEHHE HA
CYXOXHUHE (HAMPHMEp Ha rNe3eHa, KWTKaTa, NakbTd, paMoTO HJIH KOJSHOTO) CNPETE NPHUEMA Ha
JleBokca, cappxkeTe ce ¢ Bawmnis nexap u octaBete GonesHenarta odnact B nokoi. M36arealite
HEeHY>KHO HATOBapBaHE, MOHEXE TOBA MOXKE Jia MOBHIIH PHCKA OT Pa3KbCBaHE HA CYXOXKHWIHE,

- Bb3MOXKHO € B PEAKH CNYUYaH Ja H3MHTATe CUMIITOMH HA YBpEX/1aHe Ha HEPBUTE (HEBPOTATHA ),
kaTo OoJka, ycellaHe 3a napeHe, MpaBy4KaHe, H3TPbIIBaHe H/HIIH €1adocCT, 0COOEHO B XOAHNIaTa U
KpaKaTa, HIH A/1aHUTE U pbLeTe. AKO TOBa ce CNy4H, Crpere npruema Ha Jlesokca W He3a0aBHO
uHdopMHpaiiTe Baluuna nekap, 3a 1a npeAOTBPATUTE Pa3BHTHETO HA NOTEHLHAITHO HEOOPATHMO
3abonseane,

- ako 3peHueTo Bu ce Biowu unu ako oudte By n3rnexna ca 3acersart no Apyr HauHH, He3abaBHO
ce KOHCYNTUpaiiTe Cbe CNEeUHanueT no ound 6onectu (BrxTe Touka: ,Lilopupane u pabora ¢

MallHHHU ¥ Touka 4).
- XMUHOJIOHOBUTE aHTHOHOTHLH MOTAT Aa NpeAK3BHKAT NOBHLIABAHE HUBATA HA KpbBHaTa BH 3axap

HaJ HOPMAaJTHWTE HUBA {XUNEPrIUKEMHUA ) HIIH NOHMXKABAaHEe HHBATA HA KPbBHATAa By 3axap noa
HOpMANTHHTE HUBA, KOETO NOTEHLHANHO MOXe /1a 10Beae 10 3aryba Ha cb3HaHHe
(XMMOrIHKEMHUYHA KOMA) NMPH TEXKH cnyuan (BHXKTe ToYyka 4). ToBa € BaXXHO 3a NALHEHTH C
nuaber. Ako crpaaarte ot auaber, Bawara kpbBHa 3axap TpsaOBa Aa ce npocneasBa BHHMATEIHO.

- 4KO 3anouHeTe /a NoNy4aBaTe BHE3aNHU HEBONEBU PE3KH JBUKEHHA HA MYCKYJIHTE, NOTPECNBAHHA
Ha MYCKYJIHTE HJH MYCKYJIHH KORTPaKUHH - He3abaBHO ce 00bpHETE KbM Jiekap, TbH KaTo TOBa
MOXE 13 €a MPU3HalK Ha MUOKIOHYC. Moxe na ce Hanoxu BalluaT nekap aa cnpe J1e4e¢HUETO ¢
neBoQIOKCALINH U 1A 3aN04HE NOAXOAA0 JECUEHHE,

- aKko M3MHUTBATE yMopa, uMaTe Oela KoXa, CHHUHH, HEKOHTPOJIHPYEMO KbPBEHE, NOBHLIEHA
TeMrnepartypa, O0JIKH B FbPIOTO H CEPHO3HO BIIOLIABAHE HA 00110TO ChCTOAHHE MM YCELLaHe, Ye
ycToHuMBOCTTa BH KbM HHEKUMH MOXeE Na € HamaneHa - He3abaBHO ce 0DbpHETE KbM Jiekap,
Thil KATO TOBa MOXE /2 ca MPHU3HALH HA HapYLleHHs Ha KpbBTa. Bawnat nexkap tpa6Ba aa cieam

KpbBHaTa By kapTHHa ¢ nicheaBaHus. B ciyyali Ha OTKIOHEHHS B KPbBHATA KAPTHHA, MOXE 114 C€
HanoXH Bawuart nekap aa cnpe ne4eHHeTo. - 0
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CepHO3HH KOXHH peaKlHH
CepHo3HH KOXKHH peaklUiH, BKAOYBalM CHHAPOM Ha CTHBBHC JKOHCHH, TOKCHYHA eNyAepManHa

HEKpOJI3a H ieKapcTBeHa peakuus ¢ €o3uHoduans u cucteMun cumnToMH (DRESS), ce cbobuiaeat npu

ynorpebata Ha neBodioKcalmH. |

- CunapoM Ha CtHebHe JIKOHCHH/TOKCHYHA eHAEPMANIHA HEKPOJIM3a MOXE Aa M3T1exAa
MbPBOKAYANHO KATO YePBEHHUKABH, MOAOOHH HAa MHLIEHA NETHA NO TANOTO, WK KPbIid NETHA
4ECTO C MEXYPH B LieHTbpa. Moxe Aa ce NOABAT CbLLUO A3BH B YCTATa, MbPJIOTO, HOCA, TEHUTANHHUTE
M ouuTe (YepBeHY N NoAyTH ouH). Tezn cepHo3HH KOXKHH OOPHBH YECTO Ce MPEALIECTBAT OT
NOBHILIEHA TEMNEpATYPa H/WIH rpUNono00HH cuMnToMu. OOpPHBHTE MOXKE Ja Nporpecupar Ao
LWIHPOKO pa3npocTpaHeHo OeneHe Ha KoXKaTa v XKHWBOTO3aCTpalllaBalli yCI0XHEHHA, HIIH 1A
3aBbLPLUAT C JETAIEH H3XOA.

- DRESS ce nposssBa NbPBOHAYATHO KaTO rPHNIONOLO0OHH CHMNTOMH ¥ OOPHB MO JIMLETO, CNEA TOBA
LWIHPOKO pa3npocTpaHeH oOpHB ¢ BHCOKA TeNecHa TEMNEPaTypa, NOBHLICHH HHBA Ha
HEPHOAPOOHHTE eH3HMHU, HabllogaBaHy NPH KPbBHH M3CJICABAHMUA, H NOBHILABAHE HA €1UH BU]
0enu KPbBHH KNETKH {€03HHOGUNM) U YBENHYEHH NTUM(PHH BB3JIH.

AKO pa3sBHeTe CEPHO3EH OOPHB HAH APYT OT TE3H KOXKHH CHMIITOMH, CNPETE NTPHEMA Ha NeBOUIOKCALMH H
ce cebpkeTe ¢ Bawunsa nekap, niay He3abaBHO NOTbPCETE NEKapCKa NOMOoLL,

NpoaL/sknTeIHH, HHBAJHARZHPALIN H NOTCHNHANHO HEOOPATHMH CEPHO3HH HEXKeJIAHH PeaKLHH
[pHemMBbT Ha aHTHOAKTEPHANTHH NeKapcTBa, CbAbPXKALH (yOPOXHHONOHH/XHHOJIOHH, BKIIOYUTENHO
Jlerokca, ce CBbp3Ba € MMOABATA HA MHOT'O PEAKH, HO CEPHO3HM HEXKENIAHH PeaklHH, HAKOH OT KOUTO Ca
MPOAbIXKABALUK AbJArO BpeMe (MeCeUM HIH MOAMHN), HHBATHAN3UPALLH HIIH NOTEHUHAIHO HEOOPATHMH.
Toa BkJrOUBA 00/IKA B CYXOKHIIHATA, MYCKYJIMUTE H CTABUTE HA FOPHUTE H JOAHUTE KPAaHHHUH, TPYAHOCT
MPH X0JI€HE, HeoONYaiiHyU yceanus KaTo boukaHe, MpaByYKaHe, rbACIHYKaHe, H3TPbIIBARE UK
ycellaHe 3a napeHe (napecTe3ni), CEH30PHH HapyWEHUs, BKIKOUYHTETHO HaPYLUEHHA Ha 3pEHUETO, BKYCa,
OOOHAHUETO H CNYXA, AeNpecHs, HapylUeHHe Ha TTaMETTa, TEXKKaA yMOpa U TEXKKH HapylIEHHs Ha CbHA.

AKO NOJYUYHTE HAKOS OT TE3U HEXENaHH peakuny ciiel npuem Ha JIeBokca, He3adaBHO Ce CBbPXKETE C
Batuusa nekap, npeau Aa npoabixKTe NeueHHeTo. Bue v BawuaT nexkap uie pelunre 1any Aa NpoABIKHTE
NEYEHHETO, KaTo 00ChANTE U Bb3MOXKHA yNnoTpeda Ha aHTHOHOTHK OT APYT Kiac.

Jlena u WOHOLIH
Tosa nekapcTBo He TpadBa Aa ce npuJjiara Ha Aela 1 KOHOUIH.

Apyru nexkapcera u JleBokca:

Tpsabsa na kaxere Ha Bawus nekap uian ¢papMaueBT, ako NPHEMATE/H3N0JI3BaTE, HACKOPO CTE
MpUEeManu/HINOI3BAIN WK € Bb3MOXKHO N1a TpueMeTe/M3nno3Barte Apyru nekapctsa. Tosa € Heobxoanumo,
3aoTo JIeBOoKca MOXeE Aa OKKE BAHAHHE BbpPXY ACHCTBHETO HA HAKOH JlekapeTsa. Hakon nekapcTaa
CBLLO MOraT 1a OKKAT BIHAHHE BLPXY HA4HMHA Ha neicTBHe Ha JleBokca.

Mo-cnenuanno, nndopmupaiite Bamng nexap, ako npaeMaTe HAKOE OT C/IEAHHTE JeKapcTBa. Tosa

¢ He00X0AMMO, Thil KATO AKO0 Ceé IPHEMAT ¢IHOBpeMeHRO ¢ JIeBOKca, Te MOraT 1a NOBHIIAT

BEPOATHOCTTA OT NOABA HA HEKEJIAHH JEKAPCTBEHH PEAKIIHH:

- KOPTHKOCTEPOHAH, HAPHUAHH NOHAKOra CTEpPOHAH — H3NOJI3BAT CE 3a JIEYEHHUE HA Bb3NaleHHeE.
[Tpn Bac ce noBuinaBa BepOATHOCTTA Ad NOJNYUYHTE Bb3MANCHHE HIH CKbCBAaHE Ha CyXOXKHIHE.

- sap(apHH — H3NO0/3Ba ce 3a pa3pekaaHe Ha kpbeTa. [loBHUIaBa ce BEPOATHOCTTA Aa MOy YUTE

Jla MPOBEPH KaK c€ ChCHpBa KpbBTa Bh.
- TeodUIHH — W3MoN3Ba ce npu npobnemu ¢ anwaxsero. Ako ro npuemare ¢ JleBokce
BEPOATHO Aa NONYYHUTE MPHUIaAbLUH (MbpYOBE).
- HecTeponaHH npotusosbinanuTentu cpeactea (HCIIBC) — uinonssar ce 3a 6on
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Bb3NaieHHe, KaTo aleTHICATULNIOBA KicenuHa, nbynpoden, dendyden, ketonpodet u
HHAOMETALHH. AKO I'M npuemMare ¢ JleBokca e Mo-BeposTHO Aa MOJYyYHTE NMPHNaAbLUH (CbpUoBe).

- LUKIOCTIOPUH —H3N0I3Ba Ce clie]] TPAHCIIaHTALHUA Ha opraHu. [10-BepoaTHO € Aa noay4uTe
HEKeNlaHH JIeKapCTBeHHU PeaklUMH, XapaKTEPHH 32 LIKKJIOCNOPHH.

- NEKApCTBa, 33 KOMTO € H3BECTHO, Y€ MOraT J1a OKaXar BAMSHHE BbPXY ChpAeyHHA pHTHM. ToBa
BKJIKOYBA JIEKAPCTBA 33 JIYeHHE HA HapYLIECH CbpAEUYEH PHTbM (AaHTHAPHTMHULIH, KATO XHHUIWH,
XWAPOXMHHUAHHK, AU3OMHPAMHUI, COTaNo, A0heTUIHA, HOYTHIHA K aMHOJAPOH), 32 ACNpecus
(TPULIMKINYHKY aHTHAENPECAHTH, KATO aMHTPUNTHINH H HMHIIPAMHH), 32 ICHXHYHH 3aDonABaHnA
(AHTUNCHXOTULH) K 33 DakTeprHantHy HHPEKUHH (,,MAKPOJHAHH aHTHOMOTHLM, KATO
ePHTPOMHLHH, a3UTPOMHUHH H KNAPHUTPOMHLIHH).

- npoOeHeuna — H3M0/3Ba ce 3a JIeYCHHE Ha nojarpa. Bawinar nexap Mmoxe aa pewn aa Bu
Ha3HauM Mo-HUCKA [103a, aKo umaTte npobnemn ¢ 6ubpeuuTe.

- LHMETHAMH — H3M03Ba CE NPH A3BH W KMCENWHH. Bawnat nexkap moxe aa petiv 1a BH Ha3Hayu
Mo-HUCKa A03a. ako umarte npodnemu ¢ OBOpeuuTe.

YBenomete Bawua nekap, ako Helo OT ONUCAHOTO NO-rope ce oTHacH 3a Bac.

TecToBe B ypHHATA 32 ONHATH
IMpu xopa, npuemMainy JIeBokca, TECTOBETE B YPHHATA 3a CHIIHU 00e300n4BallM, HApeueHH OnHaTH MOTaT

na nokaxar (anlidBO-NOJOXKUTENHH pe3yaTaTd. Ako BaluunsT nekap By e Ha3zHa4uua H3cne/BaHe Ha
ypHHaTa, yBeJoMmeTe ro, 4ye Bu ce npunara JleBokca.

TecToBe 32 TYDEPKYJI03a
ToBa nekapcTBO MOXe /12 A0Beae 10 (antliiBo-oTPHLATENHN PE3YNITATH NIPH HAKOH 1abopaTopHH
M3C/IeBAHUSA, H3MOA3IBAHU 32 W30JHpaHe Ha DaKkTepUUTE, KOUTO NPHUMHABATTYDEPKYnO3a.

bpeM¢HHOCT H KbpMeHe

He npuemMaiiTe TOBa 1€KapCcTBO, aKO:

- cTe OpeMeHHa, naaHnpare OpeMeHHOCT HIH MUCIIUTE, Y€ CTE OPEMEHHA,
- aKo KbpMHUTe WK By mpeacTon na KbpMmure.

Llodpupane v padbora ¢ MALIHHH

B1b3MOXHO € /1a NONYUYHTE HEXKEMaHH JTEKApCTBEHH peakUUH CNea npueMa Ha ToBa IEKapCTRo,
BKJTIOUMTEHO 3aMasgHOCT, CbHIUBOCT, CBETOBBLPTEXK WIH MPOMEHH B 3peHHeTOo. HAKOH OT Te3n Hexenany
peakuMH MOTaT [a OKaXaT BIUsAHUe BbPXy cnocobHocTTa Bu aa ce koHueHTpupare u Obp3nHara 3a
peakLHs. AKO TOBa ce CIy4H, He wodrpaiTe U He H3IBbpUIBaHTEe NICHHOCTH, KOUTO H3MCKBAT BHUMaHUE
BbB BUCOKA CTEIMEH.

Jepokca 5 mg/ml HHY3HOHEH PAa3TBOP CHABLPKS HATPHH

ToBa nexapcTBO cbabpKa 3,54 mg HaTpuil (OCHOBHA CbCTAaBKa Ha rOTBAPCKATa/Tpane3HaTa cojl) Ha €1MH
MHJIHAUTHLD HHGY3HOHEH pa3TBOp (TOBa ce paBHsABa 00wo Ha 177,10 mg Hatpuii B 50 ml unu Ha

354,20 mg Hatpuii B 100 ml uHdy3noHeH pa3iTteop). ToBa KONHUYECTBO € EKBUBAIEHTHO Ha &,85 %o UnH
17,71 % OoT NpenopbUYHTESIHHA MAKCUMANICH IHEBEH XPaHHTEIeH NPHEM Ha HATPHH 32 Bb3PACTHH.

3. Kak we Bu 6n1¢ npunoxen Jesokca S mg/ml nudyivonen pazrsop

Kax ce npuaara Jlesokca 5 mg/ml uudy3snonen pasrsop

- Jlesokca uHy3HOHEH Pa3TBOP € NekapcTBo 3a OonHKYHa ynoTpeda

- To we Bu 6bae NpHIOKEHO OT JIEKap WM MEHMLMHCKA CECTPa KaTo HHXeKUnsA. HMu
Oble NPHIOKEHA B €11Ha OT BeHUTe BH B NpoAb/IKEHHE Ha ONpPEAENeH Nepuoa ot
HapH4a UHTPaBEeHO3Ha UHDY3HA)
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- 3a Jlesokca 250 mg nxdy3HOHEH pa3TBOP, BpeMeTo 3a HHQy3us Tpabsa aa 6vae 30 MUHYTH HITH

noeeye
- 3a Jleokca 500 mg nudy3MoHeH pa3TBoOp, BpeMETO 3a HHQY3us TpAOBa Aa Obae 60 MHRYTH HIH

NoBeYE

- Covpaeuynara Bu dectoTa M KppBHOTO BU Hansrane tpabsa aa ObaaT CTPUKTHO Habmonaeasu. Toa e
HeOOX0AMMO. 3ali0TO NPH BAMBAHETO HA NoA0DeH aHTUONOTHK ca HabnwaaBaHK KeobHYaiHO Obp30
HueHe Ha CbPLETO H BPEMEHHO MOHMKABAHE HA KPBBHOTO HANATaHe, KaTO HEXENaHH peaklui. AKO
no BpeMe Ha nHY3HATa KPbBHOTO BW HansiraHe ce NOHWXKH 3HAYHTEHO NPHUIOKEHHETO HA
aHTHOHOTHKA e Objle MpeyCcTaHOBEHO He3abaBHo.

KaxkBo koanuecTBO JleBoKCa HHPY3IHOHEH pa3TBOp e Bu 0bAe NpHIOKEHO

AKO He cTe curypHH 3auo Bu ce npunara JleBokca WM MMaTe HAKAKBY BLIPOCH, 32 TOBA Konko JleBokca B
ce npuara, ropopere ¢ Baluus nekap, MEAHLIMHCKA CeCTpa HiH (apMalleBT.

- BawusT nekap e peln KakBo konvuectBo Jlesokca TpaOBa na Bu ce npunoxu

- Jlo3aTa 3aBUCH OT BHJa HA HHPEKLHATA, KOATO UMaTe H MACTOTO Ha HHGEeKUHATA BB Baluns

OpraHU3bM
- [TpoabMKHTENHOCTTA Ha JieueHHeTo Bu 3aBUCH OT TOBA KOKO € CEpHO3HA HHPEKUUATA

BL3pacTHH H NalHEHTH B CTAp4Y€¢CKa Bh3pacT

- [TuesMoHns: 500 mg BeaAHBXK UK BAa NBTH AHEBHO

-~ MHdexunu Ha MUKOYHHTE MbTULLA, BKIKOYUTENHO Ha Balyute O60peust nian nMKOUYEH MeXyp:
500 mg BEAHDBK AHEBHO

- Undekuus Ha npoctara: 500 mg BeAHbK AHEBHO

- WHpeKLHA Ha KOKATA H TOJIKOKHATA ThKaH, BKIIOUHTENHO U MycKyauTe: 500 mg BeAHBXK HAH 1Ba
MbTH AHEBHO

- Banweane Ha aHTpakcHu cnopu: 500 mg BeAHDBXK JHEBHO.

BL3pacTHH H NAUHEHTH B CTapyecKa BL3IPACT ¢ OLOpeunn npod.aeMH
Bawnsat nekap Moxe na BH HazHauyn no-HUCKa 103a.

[Ipeana3ere KoXKaTa ¢H OT NPAKA CIHLHYEBA CBETJAHHA

[TazeTe ce OT NpAKa C/IbHUYEBA CBETIHHA, JOKATO MPHEMATEe TOBA JIEKAPCTBO H 33 2 IHH ¢ae
npexparaaHeTo My. ToBa e HeoOX0AMMO, Thil KaTo KOXaTta BH LIe cTaHe MHOTO 110-4YBCTBHTE/THH KbM
CNBHLETO H MOXE a U3TOPH. Aa €€ 3a4€PBH WK Ja CE MOBAHIHAT MEXYPH, aKO HE Ce B3eMaT CAEAHHTE

npeanasHy MepkH: |
- Y6enete ce, ye M3IMOA3BATE CAbHLUE3ANTEH KPEM € BUCOK (DaKTOp Ha 3alluTa.

- BuHaru HoceTe wanka 1 Jpexu, KOUTO NOKpHBaT BaliuTe pble W Kpaka.
- M3bsraiite npecToa Ha CAbHLE,

Ako ca Bs npuaoxuan nosede ot neobxoaumara go3a Jlesokca 5 mg/ml undysnoHen parsop
Manko e BepoaTHO BauIusaT nexap HAM MeAHUHHCKA cecTpa Aa Bu najat TBbpae rojiaMo KOIHYECTBO

nexapcTro. Baluuar nekap u MeMUMHCKa cecTpa we By Habnonasar w e NpoBepABaT J1€KapcTBOTO
koeto Bu e npunoxeno. [uTalitTe BUHArH, KOraTo He CT€ CHrYpHH 3auo By npunarat aaaexdara 103a.

ITpi npuiaraHeTo Ha TBBPJE IMONAMO KoauuecTBo JIeBokca, MOrar Aa ¢€ HabnoAaBat ClIeAHHTE €PEeKTH:
KOHBYJICHBHHI NPHNAAbLK {FbPUOBE), HYBCTBO HAa 00BPKAHOCT, 3aMasgHOCT, HAPYLIEHHSA Ha Ch3HAHUETO,
TpenepeHe d npobieMH CbC CHPUETO BOACUIH A0 HEPABHOMEPEH ChbPAEHEH PHTBM, KAKTO H NO3HBH 32
NOBPbLLUAHE (raJeHe).

AKo ca nponycHaau Aa Bu npunoxaTt JleBokca 5 mg/ml nudysnonen pa3teop
BawuaTt nekap Uin MEQHUHMHCKA CECTpa MMaT MHCTPYKUMH Kora aa Bu npuaoxkar Topa
BEPOATHO €, 1eKapcTBOTO Jla He Bu Obae npunoxkeno, kakto e npeanucado. Bee nak. a

NponycHaIN 103a, yeeaoMeTe Baluus nekap wiH MeJIHUHHCKA cecTpa.
BG/H/0145/001/1A/010
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Ako ca Bu cnpean npuaoxernnero na Jlesokca 5 mg/ml nHpy3HOHEH pa3TBOP

BawmsaT sekap WiIH MeMLKHCKA CecTpa Lie NpoabakK Aa Bu npunara JleBokca, 10pH ako c€ YyBCTBATE
no-no6pe. AKO 1eKapcTBOTO ObE CNPAHO NPEKANEHO PAaHO HHPEKLHATA MOXKE /1a C& Bb30OHOBH,
chCTORHMETO B MOXe Aa ce BIOWH WK BAKTEpUUTE MOraT Ja CTaHaT YCTOHUYHBH KbM Hero. Cren
HAKONKO HM Ha NeveHue ¢ HHdY3HOHEeH pasTBOp, BaliuaT nekap Moxe Aa peuld Aa NPEMHHETE KbM
TabneTHaTa popMa OT TOBA JIEKAPCTBO, 3a Aa 3aBbPLIH Kypca Ha JCHEHHE.

AKO MMaTe JONBJIHMTENHH BhIIPOCH OTHOCHO ynoTpebarTa Ha To3u NpoAYy KT, NONHTaiTe Batltua nekap,
- hapMaLEBT HIIH MEIHLHHCKA CECTpa.

4. BL3MOXKHH HeXeJIaHH PeaKIHH

KakTo BCHUKH nekapCTBa, TOBA JICKAPCTBO MOXKE Ad ITPCAH3BHKA HEXECNaHH pCaKUHH, BLIIPEKH HE HE
BCCKH I'M nojiy4yaBd.

Tpabea na ce NpekpaTH BJIHBaHeTO Ha JleBokca n BeHara Aa yB¢AOMHTe JIEKYBALIHA CH JieKap,
aK0 3a0eJ1e’KNTE HAKOS OT CJAEAHHTE HEXKEJAHH PeaKIHH!:

Peaxu (Morar aa 3acersar Ao 1 Ha 1 000 nannenTH)
- AKO MMaTe anepriyna peakuns. CHMNTOMHTE Morat aa 6bJat CleHHTe: OOPHB, OTOK HIIK

npobnemMu AHILAHETO, NOAYBAHE HA YCTHHTE, JIMLETO, MbPAOTO HIH €3UKa (AHTHOCAEM).

Tpa6ea Aa ce NpeKpaTH BAHBaHeTo Ha JleBOKca H Be1Hara 1a yBe/lOMHTe JeKapa, ako 3a0esexuTe
HAKOS OT CJIeAHHTE CEPHO3HH HEXKEJNaHH PEAKIHM, 3a1[0TO MOXKe /12 ce Hy)KAaeTe OT CNelIHo
JIeHeHHe:

Peaxn (MoraT Aa 3acerrart ao 1 va 1 000 nanusenTn)

- Bonka u Bb3naieH#e Ha CYXOMKUAHATA UK CTABHUTE BPB3KH (JMFAMEHTHTE), KOETO MOXE Aa
10Bee 10 ckbeBaHe. Hali-yecTo ¢ce 3acsira AXHIeCOBOTO CYXOXKHUNUE,

- [lpunanbuu (rbpuoBe);

- BuxaaHe WK 4yBaHe Ha HeUla. KOUTO He CbLIECTBYBAT (XaTIOUHHALHH, apaHos );

- YyBCTBO Ha NOTHCHATOCT, 4YBCTBO Ha 6€3n0KoHCTBO (Bb30YAa), HeoOHYaliHM ChHHLIA HIH
KOUIMAPH, |

- [LInpoko pa3znpocrpaHeH oOpHUB, BUCOKA TelecHa TEMNEPATy pa, NOBUIIEHN YEPHOAPOOHH EH3MMH,
OTKJIOHEHHS B KPbBHATA KAPTHHA (€03HHOPUIIUSA), YBEIHUYEHH THMPHH Bb3ITH i 3aCATAHE HA
AAPYIH OpraxH Ha TAJIOTO (J1eKapcTBEHA peaKiius ¢ €03HHOQHNNA H CHCTEMHH CHMITOMH, KOATO €
w3gecTHa otte kaTo DRESS ix CHHIpOM Ha NeKapcTBEHA CBPbXUYBCTBHUTENHOCT). BHxTe
TO4KA 2.

- CHHAPOM, CBbP3aH C HAPYLIEHO OTAENsAHE HA BOAA H HUCKH HHBA HA HATPHH (CHHAPOM Ha
HeaJleKBaTHA CeKpeLHs Ha aHTHAHY PETHYEH XOPMOH);

- [ToHUAEHH CTOHHOCTH Ha KPbBHATA Jaxap (XHIIOMHKEMHS ) KM NOHWKABAHE HA HUBATA Ha
KpbBHATA 3aXap, BOACLLO A0 KOMA (XHMOrIHKEMHYHA KOMA), KOETO € BaXHO 3a XOpa, KOUTO HMaAT
nuader (BUxkTE TOUYKA 2).

C HeH3BeCTHA YecTOTa (YecTOoTATA He MOXKe A3 Obe YCTAHOBEHA OT HAJHYHHTE AAHHH)
- CepHo3HH KOXHH 00pHBHM, BKAKOUYBAWHK CHHAPOM Ha CTHBBHC JDKOHCBH W TOKCHYHA
enuaepManHa Hekpoansza. Te Moxe Ja H3rexAaT KaTo YepBeHHKABH, NOAOOHN Ha M

LPROTO, HOCA, MTEHUTAJIMUTE W OYHTE H MOXKE /1a ¢¢ MPEALIECTBAT OT NOBHIUEHA
rpunonoacbHn cuMnToMu. Buxre Touxa 2. ,/
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- 3ary6a Ha aneTHT, NOKbATABAHE HA KOXKATa H OYHTE, NOTbMHABAHE HA YPUHATA, CbpOeX UK
6oakK B oBnacTTa Ha kopema (cTomaxa). Tosa morat aa ObAaT npu3HaUM 3a npobaeMu ¢ 4epHus
Apob BIUTIOYHTENHO HePHOAPOOHA HEAOCTATBYHOCT, KOATO MOXKE Aa 3aBbpLIH (aTanHo.

- [Tapeue, u3TpbnBaHe, 60nka unu ckoBaHoOCT. ToBa MOXKE J1a €a IPU3HALM Ha Taka HapeYeHaTa
"HeBpOnaTHA"

- Boakncra Anapud, B KOATO MOXeE J1a HMa KpbB, Bb3IMOXKHO € 12 €€ CLIPOBOXkKAA CbC CNna3my B
CTOMaxa 1 BUCOKa TeMmneparypa. Tosa MoraT Aa 6baaT NpU3HaLUH HA TEXKKH MpolJieMu ¢ YepBara;

- [TpoMsHa B MHEHHETO ¥ MHCIEHETO (NCHXOTHYHH PEAKLUHH) C PUCK OT MHCJIH HITH OfIHTH 3a
camoyDOHHCTBO.

Axo 3peHueTo Bu ce Hapylli Wan ako ounTe Bu n3rnexa ca 3acerHaTh no Apyr Ha4dH BEAHara ce
KOHCYTHpaliTe CbC CNELHATHCT N0 OUHH BONeCTH (BHKTE TOYKA 2 . KaxeTte Ha Bauwius nekap.
MeJHLHHCKa cecTpa Hin (hapMauesT, korato Bu npunarar Jlesokca™ u ,lllogupate 1 padbota ¢

MAlLIHHK").

MHOIO peaKH CllyYyaH Ha NPOABIKABALLM IbJITO BPEME (J0pH A0 MECELH MY FOJMHH) HIlH TpaHHH
HeXeNaHH IEKAPCTBEHH PEAKLIMHU, KaTO Bb3NANEHHE Ha CYyXOXHINE, PA3KbCBAHE HA CYXOXKHANE, OOnka B
cTaBHTe, OONKa B KpalHUUHTE, TPYAHOCT NMPU X0AeHe, HeoOHuaiiHU ycelaHus KaTo OOLKaHe,
MpaByuKaHe, MbAeNIHUKaHe, ycell[aHe 3a mapeHe, u3TpbnsaHe Hid Oonka (HeBponatus ), AeNpecHs, yMopa,
HapyLUEHUA HA CbHS, HapYylleHHEe HA NAMETTa, KAKTO H YBPEKAAHE HA CNyXa, 3pEHHETO, BKyCa U
0GOHAHHETO ce CBBbP3BAT ¢ NPUIOKEHHETO HA AHTUOMOTHLIH, ChAbPXKALUH XHHOJIOHH H (IYOPOXHHONOHH,
B HAKOM CIYYaH HE3aBUCHUMO OT BEYE CHLIECTBYBALINTE PHCKOBH (PAKTOPH.

[Mpy nauneHTH, npuemMailu G1yopoXHHONOHH, ca CbOoOLIEHH CJly4an Ha pa3slinpABaHe H OTciabBaHe Ha
aopTHaTa cTeHa uan obpa3yBaHe Ha MyKHATHHA B AOPTHATA CTEHA (aHEBPU3MH M IMCEKALMHK ), KOSTO MOXKE
71a ce pa3Kbca KaTo TOBa MOKe /1a € (haTanHO. KaKTO M Clly4aH Ha Nponarnc Ha cbpaevyHuTe knanu. Buxre

ChLLO TOUKA 2.

Kasxxere Ha Bamus J1iekap, aKo HAKOS OT CJIe/IHHTE HeXKeJaHH PEAKUMH CTAHE CEPHO3HA HIH
NPoOALIKABA NO-ABJT0 OT HAKOJIKO JHH.

YecTw (Morar aa 3acernar 20 1 na 10 nauneHTH)
- [TpobneMu cbe ChhA
- ["naBobosne, 4yBCTBO 3a 3aMaiiBaHe
- HepasnonoxeHue (raaeHe, NOBpbLUAHE ) H AHAPUS
- [MoOBULWIEHH CTOMHOCTH HAa HAKOW YepHOAPOOHH €H3UMMH B KPbBTa
- Peakuuu Ba MACTOTO Ha UH(PY3HA
- Bbinanenue ra BeHarta

HeyecTn (MoraT aa 3acertat 0 1 Ha 100 nannexTH)

- MpomeHH B 6pos Ha ApyrH OakTepun wiH rbOMUKH, MHPEKUNH OT rbOMYKH, HapeueHH Kananaa,
3a KOMTO MOX¢€ Jla C€ HANOXH NeYeHHE

- [IpoMeHH B 6post Ha OennTe KPBbBHH KIETKH, KOETO ¢€ YCTAHOBABA OT pe3yATaTUTE Ha HAKOH
KPBBHM TECTOBE (JICBKONEHHA, €03HBOUINSA)

- YyBCTBATE CE CTPECHPAHH (TPEBOXKHH ), HYBCTBO Ha 00BPKAHOCT, YYBCTBO Ha HEPBHOCT, HYBCTBO
Ha CbHAMBOCT, TPENEPEHE, HYBCTRO 34 BUCHE HA CBAT (CBETOBBPTEX)

- 3aayX (AMCNHES)

- [IpoMeHH BbB BKYyca, 3aryba Ha aneTuT, pa3cTPOeH CTOMAaxX WK JIOLIO XpaHOCMHaHe
(nucnencus), 6onk# B 00nacTTa HA CTOMaxa, YyBCTBO 3a NoAyBaHe (PHaTyneHLHs) Ui

NOTEHE (XHOEPXHUAPO3a)
- bBonku B cTasuTe MK MYCKYJIHTE
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KpbBHUTE H3C/EBaHHS MOTaT 1a NOKAXAT HEOOHUAUHK PEe3yNITaTH, KOHTO CE AbJIKAT Ha
yepHOAPOOHH (noBuLIeH GHANPYGHH) nnu GbOpeyny (YBENHUEHHE HA KPEATHHHHA) NPODNeMH

Ob01wa chabocrt

Peaxn (Morart ga 3acersar 10 1 ua 1 000 nannenTH)

JlecHo o6pa3yBaHe Ha CHHHHH H KbPBEHE, KOHTO €€ Ab/KAT Ha HamalleH Opoil TPOMOOLHTH B
KpbBTa (TPOMOOLUTONEHHNS)

Hucok Opoii Ha OenuTe KPbBHH KNETKH (HEYTPONEHHA)

YcuneH UMyHeH OTroBOp (CBPbXUYBCTBHTENHOCT)

M3TpbnBaHe H MPABYUYKAHE HA PbLETE W Kpakara {napectesus)

[pobnemu ¢be cnyxa (1Iym B YUIHTE), WIH 3PEHHUETO (3aMBITICHO 3peHHE)

Heobnuaiino v no-6bp30 OHEeHe Ha CBPUETO (TaxHKapAHA), HTH HUCKO KPbBHO HAJISraHe

- (XHNOTOHHA)

MyckynHa cnabocT, KOETo € BXHO 3a X0pa, CTPafalui OT MHAaCTEHHS IPAaBHC {PAAKO 3abonABaHe
HAa HEPBHATA CHCTEMA).

[Tpomenn B ObOpeuHaTa GyHKLHS ¥ B peAKH Cllyyan Ob0OpedHa HEAOCTATLYHOCT, KOATO MOXKE 13
ce ALK Ha anepruvHa 0b0peyHa peakuus, HapeueHa KHTEPCTHLHATIEH HepPHT.

Tpecka

Ps3ko ouepTaHH, epHTEMATO3HH NNaKH CbC/OE3 NOABA Ha MEXYPH, KOMTO Ce pa3sBHBAT B pAMKHTE
Ha 4acoBe cJe/ Nnpraarate Ha 1¢BoguUioKcallH U OTLIYMABAT ¢ NOCTBBL3MANUTENHA OCTATLYHA
XHNEPNUrMeHTalLNA, OOHKHOBEHO ce NOBTAPAT HA CBLLOTO MACTO NO KOXKATA WIIH JIMFABHLIUTE NIPH
noc/eaBatlo Hinarase Ha eBog1oKcalluH

HapyineHus Ha nameTTa

C HeH3BeCTHA YecTOTa (HECTOTATA He MOXKe Aa Ob/e YCTAaHOBEHA OT HAJITHYHHTE JAHHH).

BG/H/0145/001/1A/010

HamansBaHe Ha YepBEHHUTE KPbBHH KJIETKH (AaHEMHKA): KOKATa MOXKe 1a cTaHe ONelia NiK Kbira,
nopajy yBpex/AaHe Ha YePBEHHTE KPbBHHU KJIETKH, MOHKWKEH OpOi Ha BCHYKK BH1OBE KPbBHH
KJETKH (MAHLUHTONCHHA )

KOCTHUAT MO3BK CHpa Ja NPOH3BEKAA HOBH KPbBHH KIETKH, KOETO MOXE Aa A0BeIC A0 yMopa.
HamaleHa cnocoOHOCT 3a bopba ¢ HHDEKLHUTE W HEKOHTPONNPYEMO KbpPBEHE (KOCTHOMO3bBYHA
HEJOCTATHYHOCT)

[ToBueHa Temnepatypa, 601KH B rbpaoTO H 00110 YYBCTBO Ha HEPA3MOJMKEHHE, KOUTO HE
npeMyHasatr. ToBa MOXe Aa ce Ab/DKH Ha HaMansBaHe Ha O6pos Ha OeNNTE KPbBHH KIETKH
(arpaHynouuTO3a).

HapyweHa uMpkyjalds Ha KpbaTa (aHapHNaKTHUHO NOAODEH LIOK)

[ToBHLIEHH CTORHOCTH Ha KpbBHATAa 3aXap (XHMepIrynkeMHs ). ToBa € OT 3Ha4eHHe 3a X0pa, KOHTO
nmat auadbert. BuxTe Touka 2.

[TpoMeHH B 000OHAHKNETO, 3aryba Ha MUPHC WY BKYC (MApOCMHUA, aHOCMHUA, areysus)

YyBCTBO HA CHIIHO BBJIHEHHE, BbOAYLIEB/IEHHE, Bb30y1a HIIH €HTYCHA3bM (MaHuUs)

[TpoGaeMH ¢ ABHKEHHETO U XOAEHETO (AUCKUHE3NA, EKCTPpanHpaMUAHH HapyLeHNs)

BpeMenHa 3aryba Ha Cb3HaHHE MM NpHNadaHe (CHHKOM)

BpeMeHHa 3ary0a Ha 3peHHETO, Bb3NAJMEHHE HA OUYNTE

Hapywetive nnn 3aryba Ha cnyxa

Heo6uuaiino 6bp3 cbp/eueH pHTBM, X HBOTO3ACTpallaBalll, HEpaBHOMEPEH ChpAeUEH PHTHM,
BKJIIOUHTETHO ChPACUEH apecT, MPOMAHA Ha ChPASYHHA PUTBM (HapeueHa "yabaken QT-
HHTepBan", koATo ce HabnaaBa NpU OTYNUTAHE HA €JIEKTPHUECKATA AKTHBHOCT Ha CbPLETO Ha
€NEKTPOKapAHOIrpaMara)

3aTpyAHEHO AHLLAHE WK XPHNOBE (OPOHXOCNA3BHM)
Anepruynu GenoapobHH peakuuu

[TaHkpeaTHT (BB3MANeHHE HA 3aACTOMALIIHATA XK/i€3a)
BoinaneHne Ha yepuus Apodb (xenarur)




- [ToBH1UEHA YYBCTBUTENHOCT HA KOXKATa KbM CABHLUE H YNITPABHOJETOBA CBETNHHA
(oTOUYBCTBUTENTHOCT), MO-ThbMHH YYAaCTbLH HA KOXATa (XMNEPNHUIMEHTALIHA )

- Bbinanenue Ha KpbBOHOCHHTE CHACBE NOpaiy aj€pruvyHa peakuns (BacKyJInT)

- Bw3nanenue Ha yCTHATa KyXHHa (CTOMaTHT)

- CkbeBaHe Ha MYCKYN # pa3najaHe Ha MyCKynuTe (pabaoMnou3a)

- 3auyepBABaHE W NOAYBaHe Ha CTaBUTe (apTPHT)

- Bonka, BKNounTeaHo 600aku B 0bnacTTa Ha ropba, rpaAnTe N KpaHHHLHTE

- BHe3anHHU HEBOJIEBH PE3KH ABHXEHUA HA MYCKYJIUTE, NOTPENBaHHA HA MYCKYJIUTE HIIH MYCKYJTHH
KOHTPaKkuuWu (MHOKIOHYC)

- [TpucThnu Ha NopdUpPHA NPH XOpa, KOWTO CTpajaT oT nopHpHa (MHOTO PAAKO META0OIHUTHO
3a00N1ABaHE)

- [TocToaHHO rnapobonne ¢be MK 6€3 3aMBIIIeHo 3peHHe (A00poKayecTBeHa HHTPaKpaHHaTHa
XUTNEPTOHHA )

Cro0maBaHe Ha HeXeJIAHH PeaKilHH

AKO NOJAYYHTE HAKAKBH HEXKENIaHW IEKAPCTBEHH peakuny, yBeaomere Bawns nekap nau gpapmauesr,
Tosa BKIKOUBA BCHYKH BL3MOXKHH HEONMCAHU B TA3H JTHCTOBKA HEXENAHU peakUHH. MoxeTe Cbulo Aa
ChODLLUTE HEXENAHU peakLNH AHPEKTHO Ype3 M3mbnHUTeNHA areHlns no iekapeTsara, yJ. ,,Jlamsu
['pyes” Ne 8, 1303 Codus, ten.: 02 8903417, yebecaiiT: www.bda.bg. Kato chobuiasate Hexenann
peakLHH, MOXeTe Aa AaJieTe CBOA MPUHOC 3a MOJyHaBaHE Ha MoBeve HHPOopMaUHs OTHOCHO

De30nacHOCTTa HA TOBa JTCKAPCTBO.

3. Kak a1a coxpansBaTte Jlesokca S mg/m! HHgy3HOHEH pa3TBOPp
Jla ce cuxpaHaBa Ha MSCTO. HEAOCTBIHO 3a AeLa.

Bawust nekap Wi MeIKUHHCKA CeCTpa Le OCHIYPAT NPaBUIHOTO CbxpaHeHue Ha JleBokca. Tosa
JIEKAPCTBO, KAKTO H BCHYKH ApPYTH JEKapcTBa, TpA0Ba 1a ce ChbXpaHaBa Ha MECTA, HEAOCTBNHH 32 Jeua.

Tosa nexapcTBo TpAOBa Ja ce CbXPaHABA B KAPTOHEHATa KyTus A0 ynortpedara My, 3a 4a ce npeanasd ot
cBeTAnHa. He e HeoBx0AHMO Aa ce npeanassa oT CBETAHHA MO BpeMe Ha MH(Y3Hs MW A0 TPH AHHU Clel
KaTo Ce W3BaAH OT BbHLIHATA ONAKOBKa, aK0 ce CbXPaHABa NpH cTahHa CBETIIHHA.

Cnen oTeapsHe Ha 6yTunkara 3a HHiy3Hd (ryMeHaTa 3amyianka ce nepdopupa), pastsopsT TpsaOBa Aa ce
H3non3Ba HesabasHo (10 3 4aca), 3a 4a ce Npeana3u oT GakTepHANHO 3aMbPCIBaHE.

He usnonasaiitTe nekapcTBOTO ciled H3THYAHE CPOKA HA rOJIHOCT, 0TOENA3aH BbPXY ONaKOBKaTa Clel
JJonen 70:”. CpoOKbT Ha rOAHOCT OTIrOBapa Ha NOCNEAHNSR JEH OT MOCOYEHHA MeCell.

He usxBbpnsiiTe JekapcTBaTa B KAHAIM3aUMATA KU B KOHTEeHHEpa 3a A0OMalllHK oThaabUM. IlonuTakite
Bawus ¢apmaLeBT Kak A2 H3XBbPIATE JIEKApCTBAaTa, KOUTO BEUE HE H3Non3Bare. Te3n MepKH Lue
CMOMOIrHAT 3a 0Na3BaHe HA OKOJNIHATA cpeja.

6. ChbabpKxaHHe HA ONAKOBKATA H AONBAHATEIHA HHPOPMALIHA

Kakso cuabpxa Jlesokea S mg/ml nudy3HoHen pasTBop

- AKTHBHOTO BELLECTBO €: NeBOPIOKCAUHH (KAaTO XEMHUXUAPAT).
Eann ml nudry3nonen pa3TBop cbabpxa 5 mg nesoduiokcaumn. Beekn gaakon ot 50
HHY3HOHEH pa3TBOp Cbhabpxka 250 mg neBodnoxcanut. a Bcekn ¢naxon ot 100
pa3TBOp CbhAbpxka 500 mg neBodrokcaluH.

BG/H/0145/001/1A/010
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- Hpyrure ¢bCTaBKH ca:
HatpueB Xxn0pHua, cONHa KUCENHHA (3a KOpUrHpaHe Ha pH) H 80Ja 3a HHXEKUNH.

Kak uiraexaa Jenokca 5 mg/ml audy3noneH pasTeop H ¢LAbPXKAHHE HA ONAKOBKATA
JleBokca UHQY3UOHEH PA3TBOP c€ Npeaiara BbB UIaKOHH OT NPO3PadvHO CTHKO THIL |, 3aTBOPEHH ¢
6poMoOyTHIIOBA 3anyLHANIKa W alyMHEHeBa kanauka. ToBa e roToB 3a ynorpeda, OMCTbP 3€1€HHKABOX bT

pasteop. Beekn dpnakon ceabpka 50 ml uan 100 ml pastsop.

BuaoBe ONaKOBKH:
50 m! daakonu B onakoBku no 1, 5 unu 20
100 m! ¢nakoHu B onakoBku 110 1, 5 nan 20.

He BcHuxK BHAOBe ONAKOBKHW Morar aa Obaar nycHaTH Ha nasapa.

[IpurexaTen Ha pa3pelleHHETO 32 yNoTpeda
Teva B.V.

Swensweg 5

2031 GA Haarlem

Hunepnanaus

pounssoauTean
Pharmathen S.A.

6, Dervenakion str.
153 51 Pallini, Attiki
[ bpLHA

ANFARM HELLAS S.A.
Sximatari Viotias
Sximatari Viotias 32009
[ bpuis

ToBa JeKapcTBO € pa3peleHo 3a ynorpefa B AbpkaBHTE - WieHKH Ha EBponefickoTo
HKOHOMHYECKO NPOCTPAHCTBO, MO CJEAHHTE HMEHA:

bunarapusa Jlerokca 5 mg/ml uH(py3HOHEH pa3TBOP
PyMbHUS Levofloxacina Teva 5 mg/ml solutie perfuzabila

JiaTa Ha NOCJeAHO npepasriexaane Ha anctoskarTa — 09/2024

Caeanata HHQOpPMALIHA € NPEAHAIHAYEHA CAMO 334 MeAHIHHCKH CHIC¢UHANHCTH:
ToBa e oTkbe oT KpaTkaTa XapakTepucTHKa Ha NPOAYKTa 3a NpuaoxeHue Ha Jlesokca 5 mg/ml
HH(y3UOHEH pa3TBOP. 3a 1a MOXe 12 NPEUEHH JANH NPHIIOKEHHETO MY € MOAXCAALLO 32 AAACH NALHUEHT,

nekapaT TpabBa na e 3ano3nat ¢ Kparkara xapakTepHCTHKA Ha MPOAYKTa.

Huwun na npunoxcenue

Undy3uoHHUAT pa3TBOp € rOTOB 3a ynoTpeba v e npeaHa3HaueH caMo 3a 0aBHA MHTPABEHO3HA HHPY3HA.
BpemeTo 3a uHdy3us TpadBa na 6vae Hai-mManko 30 munyTH 3a 250 mg (50 ml) nnu 60 MuH —

BG/H/0145/001/I1A/010
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OT MHUKPOOHOJOrNUHA TeIHAa TOYKA NPOAYKTHT TpAOBa Aa ce H3MOoJ3Ba HE3aDaBHO, OCBEH B CllyUuanTe,
KOraTo HaYMHBT Ha OTBApPAHE U3KAKOYBA PUCK OT MUKPOOHO 3aMbpCaBaHeE,. AKO HE CE H3I0JI3Ba
He3a6aBHO, CPOKBT H YCJIOBHATA HA CbXpaHEHHE Ca OTTOBOPHOCT Ha noTpebutens. (BuxTte Kak aa
cbxpaHaBare JleBokca HH(PY3HOHEH pPa3TBOP).

[TpoaykTbT TpaOBa Aa Ce NPOBEPH BU3YAHO 3a YAaCTHUM H NPOMAHA B UBCTA NPEAH NPHIOKERHE.
Usnonsea ce caMo OHCTBP 3€MEHUKABO-XKbJT pa3TBop Oe3 npUMec Ha YacTHLH.

Camo 3a eqHokpaTHa ynotpeba. Hen3non3BaHoTo KOMHYECTBO C€ H3XBbPJIA.

Heu3non3eauust NpoayKT KK OTNAABLYHUTE MATEPHAIH OT HETO TPAOBA [1a ¢€ N3XBBLPJIAT B ChOTBETCTBUE

C MECTHHTC H3IUCKBAHHA.

Hecvemecmumocmi

JleBokca 5 mg/ml uHdy3HoHEH pa3TBOp He TpabBa Aa ce CMeCBA ¢ X€NapHH HJIH allKaJiHn pa3TBOpH
(HampuMep HATPHEB XMAPOreH KapboHarT).

To3Hn nexapcTBeH NpoOAYKT He TpAbBa a ce cMecBa ¢ ApYTH 1EKapCTBEHH [IPOAYKTH, OCBEH NOCOYCHUTE B
pa3jena no-gohy.

Creceane ¢ Opyeu uH@y3uoHNU pA3meopu

ToBa JexapcTBO MOXKE 1A Ce€ Npuiiara CAaMOCTOATENHO HIH C €IHH OT CACAHHTE Pa3TBOPH:

0,9% pa3TBOp HATPHEB XJIOPHA

5% AeKCTpo3a MHKEKLIMOHHA

2,5% pekcTpo3a B pa3TBOp Ha PuHrep

KoMOHHHPaHH pa3TBOPH 3a NApPEHTEPaIHO XPaHEeHe (AMHHOKHCEINHH, BbITIEXHAPATH, €NEKTPOIUTH )

XHMHr4HaTa U PU3HYHA CHBBMECTUMOCT Ha JieBOduIOKCalUH HH(Y3HOHEH PA3TBOP € TOPHHTE PA3TBOPH €
AEMOHCTPHPAaHa B Npoab/keHHe Ha 4 yaca Npd cTaiHK YCIOBHA.
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