JIucroska: HHopmalus 3a noTpeduTeNn
LHedznn 250 mg/S ml npax 3a nepopaaHa CyCneH3IHA

ueghnpo3un
CEFZIL 250 mg/5 ml powder for oral suspension

cefprozil

IIpouyeTeTe BHMMATENHO NAJIATA JIHCTOBKA NPeAH Aa 3aN04HeTe A8 NPHEMATE TOBA

JeKApPCTBO, Thil KATO TH CHABLPXA BaXKHa 3a Bac ungopManus.

- 3anazeTe Ta3W JUCTOBKA. MOXKe [a ce HaNOoXK Aa 1 NPOYETETE OTHOBO.

- AKO HMAaTe HAKaKBH JOITBJIHUTENHH BbAPOCH, nonuTaite Bawusa nekap nnu dapmauesrt.

- ToBa nexapcTBo € npeanycaHo JM4HO Ha Bac. He ro npeorcrensaiite Ha apyru xopa. To
MOXKe 1a HM HaBpPeJH, HE3aBUCUMO Y€ NMPH3HALUTE Ha TAXHOTO 3ab0NsABaHe ca ChbLUMTE KAaTo
Bawnre.

- AKO MOAYYHTE HAKAKBU HEXKEJIAHH JICKAPCTBEHH peakuuH ysenomete Baiing nexap uiu
¢dapmManensT. ToBa BKJIIOYBA H BCMHKH Bb3MOXHH HEXENAHH peaKkLWH, HEONHCAHN B Ta3H
nucToBKa, Buxkre Touka 4.

KaxkBo ¢cbabpika TA3H JHCTOBKA:
KaxBo npeacrasnsiba LlfSCbBH.II H 3a KAKBO CC M3MNMJI3BA | lucmodia - lTpusoxerue 2
Kakso Tpa6Ba na 3Haere, npeau aa npuemere Llednn
Kak na npuemare Lie¢3nn
BL3MOXHY HEXENAaHHN PEaKkLHH
Kak aa cexpansBate Lledann
CbabpaaHue Ha OMAKOBKaTa U JONBAHUTENHA HHPOPM
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1. Kaxpo npeacrasanea [led3un n 3a KAKBO ce HIROA3BA

[led3un 250 mg/5 ml npax 3a nepopanHa cycneH3us CbAbPAKa KaTo NEKapCTBEHO BEWIECTBO
250 mg uednpo3un karo LUe@npo3ua MOHOXHAPAT HA 5 ml OT pa3TBOpeHaTa CYCIEH3H.
Lledann € nonyCHHTETUYEH, LHHPOKOCTIEKTBPEH LedaTOCNOPHHOB AHTHOMOTHK.

Lledsun ce npunara 3a JeueHue Ha NALKMEHTH CbhC CNEAHUTE HHPEKUHUH, NPUUHHEHH OT
YYBCTBUTENIHH Ha uednpoznn bakTepuu:

¢ Hudekunn Ha ropHHTE AUXATENHH MHTHILA, BKIKYBALLUA (APUHTUT, TOHZHIUT H CHHY3UT.
e (OCTbp CpelcH OTHT NPH AcHA.

o HudexuuH Ha QONHUTE AUXATENHH MbTHILA, BKNOYBALLKW OPOHXUT U NHEBMOHHUA.

L

HeycnokHeHH HHPEKLIHN HA KOXKATA H MEKHUTE TbKaHH.
3ABEJIEJXKKA: Abcuecute 0OMKHOBEHO U3HCKBAT XUPYPruyeH ApeHax.

¢ HeycnoxkHeHn HHPEKU WY HA THKOYHHTE MBTULIA, BKIKOUYBALUM OCTBD LIUCTHT.

2. Kaxso Tpalsa na suaere, npean Aa npuemete Lled3ua

He npuemaiite Hed3na

- aKo CTe alepPruuHd KbM UEPIPO3UIT HIIH KbM HAKOS OT OCTAHAJIHTE CHCTABKH HA TOBA

nekapcteo (M30poeHHd B ToUka 6).
- aKO CT€ anepruyHu KbM aHTHOMOTHUM OT Kilaca Ha UedalIOCTIOPHHHTE.

IlpexynpexaeHHS H NpeANa3HA MEPKH




¢ aKoO CTe alepruyHy kbM Lled3un, uedanocnopuHyn, NEHUHLHIMHE HIH APYTId JIEKapCTBa,
yeeaoMeTe Baims nexap.

®  aKO HMATE HJIH CTE UMaH 6BOPEYHO HIH YepHOAPOOHO 3a00NABaHE, KONHT HITHU
CTOMAaLIHKU NpobieMu, yeeaoMere Bawuna nekap.

e ako cTe OpeMeHHa WM MaHupaTe OpEeMEHHOCT, HITH aKko KbpMHTE, YBeJoMeTe Balus
JeKap.

e akxo Bu npeacroun onepatus, BKNIOYHTENHO H CTOMATONOTHUHA, YBENOMETE JIEKapH, ue
B3UMATe Uednpo3un.

e axo Bu npeactosaT nabopatopHu M3cneapaHHus, TbH KaTo Lledsun Moxe na aosene 1o
MPOMSHA B Pe3yJTaTHTE HA HAKOU TECTOBE.

['oBopete ¢ Bawnsa nekap unu ¢papMaliesT, npeau Ja npuemere Lledzun
Jdpyru aexapersa 1 Lledan

HUudopmupatite Baiing nekap nny papMauesT, ako NPpHEMATE, HACKOPO CTE NMPUEMANTH HITH €
Bb3MOXKHO Jla IPHEMETE APYIH JIEKApCTBa.

AKO B3MMare JIpyry JekapcTsa (¢ peuenta Wi 0e3 peuenta) H no-cneuraiiHo ApyrH
AaHTHOUMOTNLH, AHTHKOATYNAaHTH U BUTAMHHHU, YBeAoMeTe Baluung nexap.

LledpanocnopuruTe, BknountTenio v Liedsun, tpabea na ce npunarar ¢ BHUMaHHe NpH OONHH,
noayyasalid eJHOBPEMEHHO U JHYPETHLIM H AMUHOTTIHKO3UAHH aHTHONOTHLM, ThH KATO TE

JONBJIHUTENHO 3acarat ObbpeuHara QyHKUUS.
Hed3ua ¢ XpaHa H HANHTKH

Lledann Moxke aa ce mpyueMa ¢ Uitk 0€3 XpaHa. XpaHaTa He 0Ka3sa BIAMAHHE BbPXY CTENEHTa Ha
abcopouus.

BpeMeHHOCT H KbpMEHe

AKO cTe OpeMeHHa HNY KbPMHTE, CMATATE, Y& MOXe 1a CTe OpeMEHHA WK NIaHUpaTe
OpeMeHHOCT, nochBeTBaliTe ce ¢ Batms nekap unu gapmaueBT npeau ynorpedarta Ha ToBa
NIEKAPCTRO.

Lled3un TpaOBa Ja ce W3MoN3Ba MO BpeMe Ha OPEMEHHOCT, CaMO aKo JIEKApAT € NPELICHHI, YeE €

abCcoMOTHO HEOOX0IUMO.
HeoGxoauMo € noBHLLEeHO BHHMaHHe, koraTo Lled3nn ce npuaara B nepHoa Ha KbPMEHE,

IHopupane n pabora ¢ MAIHHH

He ca npoBexaaHH npoyyBaHus Ha epeKTHTe Ha Lied3un Bbpxy crnocobHOCTTA 3a WogupaHe U
paboTa ¢ MallIMHH.

Iledp3nn nmpax 3a mepopajHa CYCIIEH3HA ChAbLPHXKA acnapTaMm, 3axapo3a, FD&C xbaTo Ne 6
(E110)

GeHunxeToHypulH: Lled3ur npax 3a nepopanHa CyCneH3nd CbAbpka acnapraM - H3TOUHHMK Ha
¢deHnnanaHny (28 mg pennnananuyd Ha 5 ml).




Lledsnn nepopanHa cycneH3us cbAbpxa 3axapo3a. Ako Bamuat nexap Bu e xasan, ye umare
HENOHOCUMOCT KbM HAKOM 3aXapH, [NOChBETBAHTE € C HETO, NPEAN Aa B3eMETE TO3H NMPOAYKT.

Lledsun nepopanHa cycneHsnd coabspxa ousetutren FD&C xbato Ne 6 (E110), koiito Moxe na
MpeAH3BUKA aIEPrHuHy peaKLHH.

3 Kak na npuemarte Legsun

BuHaru npueMaiite TOBa NEKApCTBO TOYHO KakTo BU € kazan Bawnsar nekap. AKo He CTe

CUTYPHH B Hello, nonuTaiite Bawiuga nexkap nnu gpapmanesr.
AKO JIeKapsT He € NPeANHCA JPYro, NpenopLYHTEIHATA A032 H HAYHH HA NPHIOKEHHE €:

BuipacTHu H Aeua Hax 12 ronrnan — [loaxoasuuo e aa ce nanonssa Lledsun tadneTkw.

Ynorpeba npu aeua
Lledh3ann nepopanina cycneH3us ce H3NOA3Ba NPH JAeua Ha Bb3pacT Mexay 6 mecena v 12 roauus.
[Ipunara ce nepopanHo 3a JeueHue Ha MH(pEKLUH, MPUHHUHEHH OT YyBCTBHTENHU HA Le(NpO3uT

OaKTEPHUH B CICRHHUTE JO3H:

OTuT 15 mg/kg Ha 12 vaca
MAPHHIAT W TOH3HUIUT 20 mg/kg seaHbx Ha 24 yaca MK
15 mg/kg Ha 24 vaca, pa3aeneHa Ha IBE paBHH A03H
CHHy3nT 7,5-15 mg/kg Ha 12 yaca
HMudexuuu Ha koxara H
MEKHTE ThKaHH 20 mg/kg na 24 vaca

YKka3zanusd 32 NIPpHrOTBSHE HA NEPOPAJIHATA CYCNICH3HA:

Pa3TBapsaHEeTO HA Npaxa 3a NepopanHa cycneHsusa 8 OyTunkara TpadBa fa cTaBa Mo CACAHHS
HA4YMH:

- JlobaBeTe BoAa 10 HHBOTO, 0003HAYEHO HA OYTHIIKATA.

- PazknaTtere noOpe OyTHIKara [o pasTBapsHe Ha npaxa.

- H3uakaiite HAKOAKO MHHYTH H aKO € HeoOXxoanumMo, 1o0aBeTe BOAa A0 HHBOTO 0003HAYEHO Ha

OyTunKaTa.
[IpuroTBeHAaTA NO TO3H HAYHH CYCNEH3IHA € roToBa 3a ynorpebda. Ta TpadBa ga ce
CLXPAHABA B XJAANJHHK H 2 ce H3M0.13Ba B cpoK oT 14 ann.

Makcumannara aeTcka JAHeBHa A03a He TpaAOBa Aa HaABHMLLABA NpenopbyBaHaTa 1034 IPH
Bb3PACTHH.

bezonacHocTTa M eeKTHBHOCTTA MPH Aeua Noj 6 Mecella HE € YCTAHOBEHa.
[MpoabMKMTENHOCTTa HA NEUSHHUE Ce ONpeAess OT JIEKYBaAL iekap, KaTo odbukHoBeHo € 7 — 10
OHU,

AKO ¢Te npHe/id noBeue or HeoOxonnmaTa noza Lledaua

AKO npHeMeTe noseue ot HeobxoauMara no3a Llegsun, norbpcere Aekapcka noMoll,

AKO HMaTe HAKAKBH JONMBbIHUTENHH BLINPOCH, CBLP3aHYU ¢ ynoTpedaTa Ha TO3H NPOAYKT, Mo
nonuTaite Bauiuvg nekap win papmMaiesT.

AKO ¢Te nponycHAJH aa npuemeTte Llegiun

[MpuemeTe o6uuaiiHaTa 1032 BEAHAra 1OM € Bb3MOXHO U CJie/l TOBA NPOALILKETE N0 odHuaiHar
cxema. He B3emaiiTe nBoiiHa 1033, 3a Aa KOMIIEHCHpATe NponycHaTaTa A03a. f,/—\\
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AKxo cTe cnpean npuema Ha Lleg3nn
BaxcHo € na 3aBbpLIMTE LENHA KYPC Ha ledeHHe, IOPU H aKO Bede CTe Ce MoYyBCTRanM no-aodpe.

AKO JIEYEHHETO CE Crnpe NpeKaJIeHO PaHoO, € Bb3MOXHO HH(I)EKL[HHT& Aa HE € HANbNNTHO H3JICKYBdHa
H CHMIITOMHTC H A4 CC NOABAT OTHOBO.

4. Bh3MOXKHH HeXXeTaHH peaklHi

KakTo BCHUKH NCKapCTBa, TOBA NICKAPCTBO MOXE d NpEAH3BHKA HCXKCIIAHH pCaKiii, BbIIPpCKH HE
HC BCCKH I'd 1MoJiy4yaBa.

Uectd (Mexxay 1 u 10 Ha Bceku 100 nauuenTa) — HHeKUHA C HeuyBCTBHTENHN KbM aHTHOHOTHKA
MHUKPOOpraH13MK; rbOHYHA HH(eKiiMs Ha BIaraTHUIETO; yBENHYEHHE Ha CO3HHOPHIHHTE KNETKH
B KPbBTA; CBETOBBLPTEXK; OONKH B KOpEMa; AHapHs; raJicHe; NoBpblIaHe; NOBHIIABAHE HA
TECTOBETE 3a UECPHOAPOOHA yHKLHA.

Heuectu (Mexxay | u 10 Ha Bcekn 1000 naunenTa) — HaMasieH Opoi Oenu KPbBHH KIETKH,;
o0bpkBaHe, 6e3cbHUE; CbHANBOCT; HEPBHOCT; rnaBodoaue; 0OpHB; ypTHKapHd (KOMpPHBHA

TpecKa).

Penku Hexenanu peakuuu (Mexay 1 u 10 Ha Bceku 10 000 naunenra) — HamaneH Opoit KpbBHU
MJIO4YKH; 3aTPYAHEHO CbCHPBAHE Ha KPbBTA; aHTHOEAEM (OTOK Ha JHLETO, KNEeNnavyuTe, e31Ka,
[bPAOTO); KONHT ( BKIOUUTEIHO [ICEBAOMEMOPAHO3EH ); NOKBJITABAHE HAa KOXKATA U CKIEPHTE,
TEKKHM KOXXHH Peakiluy ¢ o0pa3yBaHe Ha MEXYPH M0 KOXKAaTa M IMFaBULIMTE, M'EHHTANEH ChpOex;
MOBMHILEHA TEMIIEPATYPA.

C HeusBecTHa 4eCcToTa — 00e31BETABAHE HA 3bONTE, XeNaTOTOKCHYHOCT, XEMaTHT.

Crobmabpane HE HEOXKEIAHH peaKiIHH

AKO NONYYHUTE HAKAKBH HEXKeNaHH JICKaPCTBEHH peakLiy, yeeaomere Bailuns nekap Hih
tapmatleBT. ToBa BKItOYBA BCHYKH Bb3MOXXHH HEONMHCAHH B Ta3H JIHCTOBKA HEXEIAHH PEaKHMH.
Moxere cbIo A2 CHOOWINTE HEXKETAHH peakLiMU JHPEKTHO 4pe3

H3nbjiHHTENHA areHiIMs 10 TeKapcTBaTa

yn. ,,Jaman ' pyes™ Ne 8

1303 Codus

Ten.: +35 928903417

yebGcaiir: www.bda.bg

KaTto cbobliaBaTe HexellaHH peaklluy, MOXETE Aa AaAeTe CBOS MPUHOC 34 NONy4aBaHe Ha
oBeye HHPOpPMALUA OTHOCHO 6€30NaCHOCTTA HA TOBA 1€KapCTBO.

5. Kak aa coxpansBare Lled3ua

Jla ce cpbXpaHsiBa Ha MACTO, HEAOCTBITHO 34 Aeua.
Ha ce cvxpanssa noa 30°C npeay NpHroTBaHe.
["'oToBaTa cycnen3ns Lledsua e crabunna 14 aHK, ako ce CbXpaHsBa B XJaxunHUK npH 2-8°C.

Hen3non3BaHOTO KOMHYECTBO AA ¢€ U3XBbPJH ciiel 14 aHu.

He u3non3saiite TOBa JieKapCcTBO C/EA CPOKA HA rOAHOCT, OTOENA3aH BbpXY KapTOHEHATA
onakoBka. CpoKbT Ha FOJHOCT OTrOBapA Ha MOCNEAHHA A€H OT NOCOYEHHA MECEIL.




He HBXB'prlHﬁTe JIEKapCTBATa B KaHAJIM3allUATa HINU B KGHTEFIHBP& 3a AJOMAllUHH OTIIaABLH.
[lonuradte Bamus CbﬂpM&l.lCBT KaK Aa H3XBbPIATE NCKAPCTBATA, KOHTO BEHE HC H3NOA3BATC.
Tesu MEPKH LIS CMOMOrHarT 3a O[1a3BaHC HA OKOJIHATA Cpchia.

6. Chrabpxanne HA ONAKOBKATA H AOMLJIKHTENHA HH(POPMALIHA

Kakso ceanpaxa Hedann
- AKTHBHOTO BelllecTBO €: ue¢npo3un. Becekn 5 mi oT npurorseHara CyCreH3us CbAbPXKAT
Lednpo3un MOHOXHAPAT, eKBUBAJICHTeH Ha 250 mg Lednpozun.
- Jpyrure ChCTaBKH ca:
3axapo3sa
Harypanen uakycrben apoMar Ha 0aHaH (CbAbpiKa apoMaTH3Hpallii BEUIECTBA, €CTECTBEHH
apOMATHU3UPALLY BEILECTBA, ADOMATEH areuT, MaJITOAEKCTPUH (LlapeBHYEH ),
MOAH(HULIMPAHO BOCBYHO LiapeBUUYHO HULtecTe H EDTA-kanuueBo-AnHaTpHeBa col)
| U3kycTBEH apoMar Ha ryapaHa, H3cylueH upes NnyJBepH3HpaHe
Cnansk apoMar
JINMOHEHA KHCENHHA
[ nnuun
MuUKkpoKpUCTaNiHa LENyio3a
KonovaeH 0e380a¢H CUTHLIHEB JHOKCH]
KpockapMenosa HaTpui
Acnapram
[Tynsepnzupano 6arpuno FD&C xbato 6 (1%) (cvabpxa FD&C xbiTo 6 B 3axapo3a) -
E110
DC antifoam AF nyneepusupan (1%) Ha 3axapo3a
Banunux
Harpuen 6enzoar
[Tonucop6ar 80 nynsepusnpaH B 1% 3axapoia
HaTtpues xaopun

Kak narnexaa Lled3nn u KaKBO ChABLPKA ONAKOBKATA
Bene3nnkae 1o 61eA0KBIT, 3bPHECT Npax, 6€3 BUAUMH CIEAH OT 3aMbPCABAHE.

Lledg3un 250 mg/S ml npax 3a nepopanna cycnensng ce npeanara B HDPE OyTHika cbe
3alU[UTEeHa OT Jeua Kanadka ot nonunponuieH (PP), MeprHTenna ibxKH4YKa C FPaayHpOBKa OT 2,5
ml ¥ 5 ml B KapTOHEHA KYyTUA.

ExHa 6yTtunka ot 60 ml.

ﬂpI-ITE?KHTEJ'I HAa pa3pclieHHETO 348 ynﬂ’rpeﬁa H NIPpOH3IBOAHTE]

IpuTexRaTen HA pa3pelieHHETo 33 ynoTpeba
Bausch Health Ireland Limited

3013 Lake Drnive

Citywest Business Campus

Dublin 24, D24PPT3
Hpnanaus




IlponisoanTen

ACS DOBFAR S.P.A.

Via Laurentina KM 24,
730 - 00071 Pomezia (RM)

Hranus

JlaTa Ha nocJeAHO npepasraexkaaHe Ha aucropkata: 02/2026




