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LIDBDEHUB N eiivereirenennisrnnncsosass

JacToBKa: HEGOpMaNEA 332 noTped
Ledana 125 mg/S ml npax 3a nepopanna cycnen3Hst
uegnposun
CEFZIL 125 mg/S ml powder for oral suspension
cefprozil

TIpoveTere BHHMATEJHO HAJATA JHCTOBKA Npedd Aa 3a00YHETE 13 NPHEMATE TOBA

JEKAPCTBO, Thi KATO TA CHABPXKA Baxkna 38 Bac nadopManns.

- 3ana3seTe TasH JHCTOBKA. MoXe Aa ce HalnoxXH Aa s MpoYeTeTe OTHOBO.

- AKO HMAaTe HAKAKBH JOITBJIHMTENHH BBITPOCH, TIONHTaliTe Bamua nexap unu papMauesnr.

- Tosa nekapcTBo € npeanucado TH4HO Ha Bac. He ro mpeorcrsnBaiite Ha apyru xopa. To
MOJXe Ja MM HABPEIH, HE3aBHCHMO Y€ MPH3HAMHTEe Ha TAXHOTO 3a00NABaHe Ca CHILHTE KATo
Bamnre, |

- AKO MONyyHTe HSKAKBH HEXENAHH NEKapCTBEHH peaxkiuy yBeaoMeTe Bauivg nexap HiH
¢dapmanenT. ToBa BKNIOYBA H BCHUKH BL3IMOKHH HEXCNAHH DEaKi(iH, HEOTIHCAHH B Ta3H

NHCTOBKA. BHKTe TOUKA 4.

KAKBO ¢CHALPXKA TA2H JHCTOBKA:

Kakso npeacrasnasa Lled3un H 3a kakBo ce H3MOA3BA
Kakso Tpa6Ba na 3HaeTe npemn aa npueMete Lledann
Kak na mpuemare Lledaun

Bb3MOXHH HexeNaHH peaKluy

Kak na cexpansasare Liedsun
ChbanpxaHHe Ha ONMAKOBKATa M JOMbIIHKTENHA HHpopMaLHS -

AR

1. KakBo npeacraBiaapa Ledsna u 3a KakBo ce H3N0J3BA

Lied3nun 125 mg/5 ml npax 3a nepopajiHa CYCHEH3HS ChABPXKA KaTO JICKAPDCTBEHO BELIECTBO
125 mg nednpo3nn karo uedpnpo3ua MOHOXHAPAT Ha 5 ml OT pasTBOpPeHaTa CyCNICH3HS.

Lied3un e nonycuaTeTHYEH, IHPOKOCIEKTHPEH HedanocnopHHOB AaHTHOHOTHK.

Heg3nun ce mpunara 3a JeyeHHe Ha TAIMEHTH CbC CIEJHMTE WHGEKUHH, NPHYHHEHH OT

YyBCTBHTENIHH Ha Uepdnpo3un SakTepHH:

HHexkuyn Ha rOpHATE AKXATEIHA HHTHILA, BKIIOYBALIH QapHHIHT, TOH3HIHT H CHHY3HT.
OcTBp cpeaeH OTHT IpH Aena.
Hudekn Ha JONHHTE NHXATSTHA AbTHIIA, BKTIOYBaiHH OPOHRXHT H NHEBMOHHA.
HeycnoxHeHn HH(EKIHH HA KOXKATA U MEKHTE THKaHH.,

3ABEJNIEXXKA: AGuecute 00NKHOBEHO H3HCKBAT XMPYPrUYEH JIpeHAX.
¢. HeycnoxHnenn HHbeKIHH HA MMKOMHHTE MBTHINA, BKIIOYBALIK OCTBD LIHCTHT.

2, Kakso TpaGBa 1a 38aeTe, npean Aa npuemere Hedsna

He npuemaiire Hedsnn
- aKo ¢Te aANeprHdHE KbM aKTHBHOTO BENIECTBO HIH KBM HAKOA OT OCTAHANHTE CHCTaBKH

Ha TOBA JICKApCTRO (H30poeHH B ToUKa 6)..
- aKo CT€ ajiepru’dHH KbM aHTHOHOTHLH OT Kj1aca Ha HedanoCIOpHHNTE,



IIpeaynpexnendn B NpeANaA3IHE MePKH

® aKko cte alepruuHy kpM Lledann, eq]anocnopuﬂﬁ, NeHHI{HAHHN WIH JIpYTH NeKapcTsa,
yBegoMeTe Baiiud nexap.

® aKo HMaTe HMIH cTe HUManH OBOpedHo HiIH qepﬂonpoﬁﬂo 3afonABaHe, KOJNWT H/IH
CTOMAINHH NMpoOnieMH, yBefoMere Bauuns nexkap.

® aKo cTe OpeMenHa WIHM IUIaHHpaTe OpeMEHHOCT, HJIH aKO KbPMHTE, YBeIOMeTe Bamus
nexap

® axo BH npencTon onepamig, BKIIOUATENHO H CTOMATONOrHYHA, YBEAOMETE NieKaps, 4e
B3MMaTe Lenpo3ui. |

¢« axo Bu mpencroat naGoparopuu M3cnenpanus, Thil karo lleds3un Moxe na nosene Jo
[IPOMAHA B PE3Y/ITATUTE HA HAKOH TECTOBE.

I'oBopete ¢ Bamtus exkap unn papmauenT, npeau aa npuemere Ledaun

Apyra nexapcesa B Hedsna

Hugopmupaiite Bamna nekap Hin dapMaleBT, ake IMPHEMAaTe, HACKOPO CTe NPHEMANH HiIH €
Bb3MOXHO 13 NpHEMETE APYTH NIEKAPCTBA. | |

AKO B3HMaTe AOpyrH JexapeTBa (¢ peuenra uau 6e3 penenrta) ¥ NO-COCHHAAHO JAPYrH
aHTHOMOTHIE, AHTHKOAryJIAHTH U BATAMMHH, yBeaoMeTe Bamuns nexap.

[edanocnopuuure, prmounTenso U [ledsun, Tpabea fa ce npuiarat ¢ BHUMaHne npH OOJIHH,
NOMYYAaBPALiH C€OHOBPEMEHHO H JANYPETHIH H AMHWHOTTIMKO3HAHHM aHTMOHMOTHLM, ThH KaTro Te
JOMBIHHTEINHO 3acArar OpOpeuHaTa pyHkiu.

Hed3na ¢ xpana H HAODATKHA

Lledaun Moxe aa ce npuema ¢ Wik Oe3 xpaHa. XpaHaTa He OKa3Ba BIHAHHE BBPXY CTENSHTa Ha
abcopOuu.

Bpeuenﬁnc*r H KbpMeHe

AK0 cTe OGpeMeHHa WM KbPMHTE, CMATATE, Y€ MOXKe fAa cTe¢ OpeMeHHa HIH HnnaHHpare
OpeMeHHOCT, nochBeTBaliTe ce ¢ Bammsa nexap unn ¢apmaueBT npead ynorpebata Ha TOBa
NICKAPCTBO.

Lledsun Tpnbpa Oa ¢e H3MON3Ba NO BpeMe Ha OpeMEeHHOCT, caMO aKo JEeKapAT € NPElcHu, e €
abcomoTHO HeOOXOAHMO

Heo6xoxuMo e nopHIneHO BHAMAaHUE, KoraTto Lledsun ce npunara B nepHoa Ha KbpMEHE.

Illopnpane B paboTa ¢ MAIMAHH

He ca mpoBexaanu npoyusaHua Ha edexrute Ha Lledsun Bppxy cnocoOHOCTTa 38 WoQHpaHe H
paboTta ¢ MaLIMHH.

Hed3na mpax 33 NEPpopaTHA CYCHEH3HS CHIBPMA acmapram, 3axaposa, Cnacer WHIATO

(E110)

- Meunnxerorypumu: Lledsun npax 3a nmepopanHa CyCHEeH3Hs ChIbpPXKa acnapTaM - qunﬁm HA, R

¢enunananun (28 mg penunananng Ha S ml).



lle¢sun mpax 3a mepopajiHa CyCIEH3H ChABPXKA 3axapo3a. Ako Baummar nekap Bu e kasan, 4e
MMaTé HEMOHOCHMOCT KBM HAKOM 3aXapH, NOCHBETBAUTE C€ ¢ HEro, MpeaH Aa B3eMeTe TO3H

OPOAYKT.

Ited3nun npax 3a nepopaida CycneH3Ha ChABPKa onpetuten ChHCeT xbaATO (E110), KoeTo MOXe
A3 MpeAU3BHKA AJIEPTHYHU PEaKLIvH.

3. Kax xa npaemate LHedann

- Bunaru mpueMaiiTe ToBa JI€KapeTBO TOYHO KakTo BH e ka3an BamuaTt nexap. Ako He CTe
CHTYpHHE B HeIlo, nonurtaiite Bawna sekap i ¢apmManesr.

AKO JJeKRAPAT He ¢ OPEAIHCA] APYro, IPeNOPLYBTENHATA 1038 H HAYHH HA HPHIIOKCHHE ¢!
BripacTun H Aena najx 12 ronuur - [oaxonsamo e aa ce uznomsa Ledsnn Tabnerxs.

¥Ynorpeba npm nena .
Lledana nepopaina CycneH3us ce H3MON3Ba PH Jella Ha BE3pAcT Mex 1y 6 Mecena B 12 roauHH.
[Mpunara ce nepopaHo 3a JiedeHHe HA HHOEKIINH, NPHYAHERH OT YyBCTBHTENHK Ha ednpo3un

DaxTepHH B CIIEAHHTE AO3H:
Otur 15 mg/kg Ha 12 vaca
DapHHIUT U TOH3HIIAT 20 mg/kg BenHbk HA 24 yaca HIH
15 mg/kg Ha 24 uaca, pa3aesicHa Ha ABE pABHH JO3H
CHHY3HT 7.5-15mg/kg Ha 12 vaca
HMudexmun Ha KoKaTa H
MEKHTE ThKaHH 20 mg/kg Ha 24 yaca

YKa3aHHA 332 OPHTOTBAHE HA NePOPATHATA CYCHCHIHA:

PasTsapaHeTo Ha Mpaxa 3a nepopanHa cycneH3usa B OyTuikxara TpaGBa Ja cTapa IO CleAHMA
HAYHH:. ~

- JobGasere BOAA J0 HUBOTO, 0003HaMEHO Ha OyTHIKATA.

- Pasknarere aobpe OyTikaTa 10 pa3TBapsHE HA paxa.

- U3uakaliTe HAKONKO MHHYTH H aKO € HeobxoauMo, gobasere BoAa A0 HHBOTO 0DO3HAYEHO HA
OyTunkarta.

FIpAroTBEHATR 10 TO3H HAYHH CYCIeH3HE € rorosa 33 ynorpefa. Ta Tpabea na ce
ChXPaHABA B XJAARARAK H Ia ce H3NOJ3BAa B cpok oT 14 aAnA. |

3a H3NOJI3BaHE HA AO3MpALla CIPHUHLIOBKA, H3TErNeTe OT (PaakoHa HEOOXOAHMOTO KOJIHYECTBO

roTOB Pa3iTBOpP, CHOPLH NEKAPCKHTE YKAIQHHA.

MakcuManHaTa JAeTcka AHEBHA A03a He TpadBa Ja HaABHIIABA MpENOpbYBaHATA 1038 MPH
Bb3PACTHH.

BesonacHocTTa H eeKTHBHOCTTA MPH Jeua noj 6 Mecela He € YCTAHOBEHa.
[IpoABLMKHTEIHOCTTA Ha JIEUeHHe C¢ OMpeJeNs OT JeKysall jekap, karo obukuoseno ¢ 7 — 10
JHH.

AKoO cTe npHesH NoBeve OT HeobxoaumaTa no3a Lledsna

AKo npueMere noBeye ot HeoOxozuMaTa no3a Lledsun, noTepeeTe NeKapcka HOMOIL.



AXO HMaTe HAKaKBH JOMBIHHTEHH BBIPOCH, CBHP3aHH ¢ ynorpebara HA TO3M NMPOAYKT, MO
nonuTtaiite Bawua nekap uin papmanenr.

Axo cTe nponycHaaH ga npuHeMeTe Hedsnn

ITpueMeTte obnuaiinaTa fo3a BeaHara LIOM € BB3MOXKHO H ClIefl TOBa MPOAbKETE N0 OOHvaHATa
cxema. He B3umaiite ABoiiHa 10334, 332 Aa KOMIIEHCHPATE MPONyCHATATa AO3A.

Axo cTe cupean npuema Aa Hedsun

BaxxHo e na 3aBbpINNTE LENHA KYPC Ha JIeYeHHe, A0PH U aKO Beue CTe ¢e NOYyBCTBann no-ao0dpe.
AKO NEHEHHETO ce CNpe NPEeKaNcHO paHO, € Bb3MOKHO HHOEKIHHATa Ja HE €& HAMmBIHO
HileKyBaHa H CHMIITOMMTE H /1a & MOABAT OTHOBO.

4. BB3MOKHHE HekKeJAHH PEAKIHNA

- KakTo BCHYKH JICKapCTBa, TOBA JICKAPCTBOMOXKC Ja NPCAH3BHKA HCXENAHH PCAKI[HH, BbIIPCKH 4e
He BCEKH I'tt Moy4aBa.

Yeetn (Mexay 1 m 10 Ha Bcekm 100 mauueHTa) — HHpeKnus ¢ HEYYBCTBHTCIHH KBM
aHTHOMOTHKA MHKPOOPraHM3MH, rbOMMHA HHQEKU#HA HA BIaraIMLIeTO; YBEIHYEHHE Ha
€03HHOHIHKTE KIIETKH B KPHBTA, CBETOBBPTEX; OOJIKH B KOpeMa; Auaphi; rajicHe; NOBpsIaHe;
HOBHIHARaHE Ha TECTOBETE 3a YepHOAPoOHA DYHKIHA. -

Heuecrn (Mexay I u 10 Ha Bcexu 1000 naumenta) — HamanmeH Gpoilf 6eMM KpbBHH KJIETKM;
o0bpKBaHe; Oe3chHHE; CHHAMBOCT, HEPBHOCT, raasobonue; oOpHB; ypTHkapHs ( KONPHBHA

Tpecka ).

Penky pexenanm peaxiiuu (Mexzay 1 u 10 ua Bcexn 10 000 nauuenTa) - Hamanes 5poil KpbBHE
IJIOYKH,; 3aTPYAHSHO CHCHPBAaHE HA KPBBTa; aHrHoeaeM (OTOK Ha JIHLIETO, KICHauHTe, €3HKa,

IBPIOTO); KONMT (BKIIOUHTENHO nceBaoMeMOpaHo3eH); NOXKBITABAHE Ha KOXKATa H CKICPHTE,
TEeXKH KOXHH PeakiuH ¢ o0pasypaHe HAa MeXypH 10 KOXATa U JIMaBHIUTE, TEHHTAICH ChpOex;
MOBHIIEHA TEMIIEPATYPa.

C "Hen3BecTHA YecToTa — 00e3lBeTapane Ha 30HTE; XeNaTOTOKCHYHOCT, XEHATHT.

CrobaBaHe HA HEKCTAHA PEAKIHH
AKO TIONyYHMTE HAKAKBH HEXEJNAHH JICKAPCTBEHH peakilHH, ypefomere Baimms jekap Hiu
¢dapmanent. Tosa BKIOUBA BCHHMKH BB3MOXKHH HEONHCAHH B TasH JHCTOBKA HEXKENAHH PEaKllHH.
Moxere B0 Ja CHOOUIUTE HEXENAHH PEAKITHN AHPEKTHO 4PE3

H3nmsnnnTenna areHuus no AexapeTBara

yn. ,,Jlaman I'pyes” Ne 8

1303 Codpus

Ten.: +35 928903417

yebcaiiT: www.bda.bg

Kato cpollaBate Hexenladd peakiuii, MOXeTe Ja JafieTe CBOs MPUHOC 33 ONyYaBaHe Ha
nopeve HHPOopMaLlHA OTHOCHO He3011acHOCTTA HA TOBA JIEKAPCTBO. o




S. Kak aa coxpanaBate Hedsnn

Jla ce chXpaHaBa Ha MACTO, HEROCTBHITHO 3a ACLA.
Ha ce cpxpaunsea nog 30°C opeau npuroTesHe.

T'otoBata cycneH3Hs Lledsun e cTabGunHa 14 AHH, ako ¢ ChXpaHABa B XJIaAHIHHMK IpH 2-8°C.

Hens3non3saHoTo KOJHYSCTBO A2 ¢e W3IXBBPAM cnel 14 aun.

He usmom3paliTe TOB2 JNE€KapCTBO Cleldl CPOKa Ha TrOAHOCT, oTOENs3aH BbpXY KapTOHEHaTa
onakoBka. CpOKbT Ha NOAHOCT OTIOBAapA Ha MOCNEAHHA JEH OT NOCOYCHUA MECElL.

He m3xpppngiite sexapcTBaTa B KaHAJH3ALMATa UIM B KOHTeliHepa 32 QOMallHH OTNAXBIIH.
INonuraiite Bamua gapMaueBT Kak Aa M3XBBPIATE AEKapCTBara, KOHTO BEUS HE H3NONI3BATe,
Te3n MepKH 1e CIOMOTrHAT 3a OIIa3pale Ha OKOJIHaTa cpeia.

6. Cranpkanne HA ONAKOBKATA H AOObLJHHTEIHA HEPOpMANHS

Kaxso coanpxa Hedsua

- AKTHBHOTO BEIIECTBO €: LiePNpPO3HIL

- JpyruTe cBbCTaBKH ca: Harpuee OeH3soar, mosmcopdbar 80, MUKPOKPHCTanHa 1IENyNo3a,
acnapraM S0, 3axaposza, eCeHIMH (€CTECTBEHH M HM3KYCTBEHH), BAHWIHH, KOJIOHACH CHJIHIIHEB
JHOKCHJ, TIMIIHH, KapMeno3a Hatpuii, uarpues xnopuz, DC antifoam (1%) na 3axaposa, CeHcer
X510 E110 1%, 6e3p0aHAa THMOHEHA KHCENTHHA, ApOMATH3ATOp ryapaHa H NoACAaJHTe]l.

Kar mariaexna ledgsua B KaKBO CHALPAKA ONAKOBKATA

Lledann 125 mg/5 ml npax 3a nepopanHa CYCNEH3Ha ce Mpeanara kato npax B 6ytunky ot 60 ml
OT MOJHETHIIEH C BHCOKA IJTBTHOCT. | |

IIpaTexaTe] HA PA3PEIICHHETO 33 YNOoTpeda H NPOHIBOXHTEI
IIpaTesxkaTeX HA Pa3peiicHAETO 33 ynorpeda

PharmaSwiss Cesk4 republika s.r.o.,

Jankovcova 1569/2¢, 170 00 Praha 7,
Yemnka PenyOanka

IIponzBopATEN
Corden Pharma Latina S.p.A.; Via del Munllo Km 2.800;
Sermoneta, Latina,

Hranuga

JaTa Ha NOC/ICARO OPEePAITACHKARNE HA AncTonkaTa: 07/2013




