JINCTOBKA 3A ITAIIUEHTA

IIpodeTeTe BHUMATEIHO IIAJIATA JIHCTOBKA NPEAH 3aII0YMBaAHE HA IedCHHE,
— [lazere Ta3zy nuctoBka. Moxe na Bu ce HanoXu ja 1 npodeTeTe OTHOBO,
=> AKO HMaTe HIKakKBM CBMHEHHSA — KOHCYJITHpailiTe ce ¢ Bamuga nexap unu
dbapMarlerT.
= ToBa JexapcTBO € IpeAnHcaHo JU4YHO Ha Bac ¥ He OMBa Ja ce npenocTaBd HA
apyrd nuna. ToBa Ou MOrno la UM HaBpeAHu, BBIPEKH HaIHYHETO HA ¢OJHAKBH
CHMIITOMM,

B Taid JHCTOBKA:

1. KakBo npeacrasiaasa Cefuroxime Novamed 750 mg H 3a kakBo ce H3H0JI3Ba
2. Ilpenu na ce uznonssa Cefuroxime Novamed 750 m@3NbARNTERHA ~i Lriiliis RO NEKAPCTBATA
3. Kaxk na ce n3nonssa Cefuroxime Novamed 750 mg | ucmoska - Mpunomenue 2 ' R |

4. BE3MOXHM HEXeJIaHM peaknuy | :

5. Cexpanenue Ha Cefuroxime Novamed 750 mg Kam PY Ne; \L,Q\\.\%\J\JQ}{)E*‘G{

6. Uepopmanis 3a MEQUIMHCKH CHEIHATHCTH N / 5/ 57 é;::? f? o f/\
HE®PYPOKCHUM HOBAME/

750 mg npax 3a HHXEKIHOHEH pa3TBOP

CEFUROXIME NOVAMED
750 mg powder for solution for injection

AXTuBHATA CBHCTABKa ¢ neQypokcuMm (cefuroxime). Becexkn dnaxoH cpabpxka 750 mg
e ypOKCUM, EKBHBaJIcHTEH Ha 789 mg nedypoxcum HaTpHii.

IIPUTEXKATEJI HA PASPEINIEHHETO 3A YIIOTPEDBA:

Horamen QO/L, yn. "Osuo none” Ne 122, Codusg 1303, brarapus

IMPOM3BOIUTE:

Laboratorio Reig Jofre, S.A., Avda. Gran Capitan Ne 10, 08970 Sant Joan Despi, Barcelona,
Henapus

1. KAKBO ITPEACTABJISABA CEFUROXIME NOVAMED 750 mg M 3A KAKBO
CE M3ITIOJI3BA

Cefuroxime Novamed 750 mg mpeacraBiIsBa mpax 3a HHXEKIHOHEH pa3TBop. Bceaka
onakoBka c¢pAbpxka eauH ¢umakod ¢ 750 mg Cefuroxime Novamed Ha mpax, KOHTO ce
pasTBaps B TOAXONAL] pa3TBOPHTE], 32 Oa C€ [OJYYH HHXEKIIHOHEH pa3TBOp. AKO
CBABPXHMOTO Ha (pIakoHa ce pa3TBOPH B~ pa3XBOpHUTEN, TaKa NONYYCHHAT
pa3TBop chabpxka 100 mg Cefuroxime Novagie PITH
Cefuroxime Novamed mpuHannexu KRMS APyl
neganocnopuHd. HsnonsBa ce mpu URPEK ’E’
Cefuroxime Novamed MEKpPOOPTraHu3MH, ]E N

RTHIM, H3BECTHH KAaTo
0T YYBCTBHTCJIHH Ha
JCTHUA (pecuupaTOpHH)




HJIH YPHHApHHUSA TPAKT, MEKHUTE ThKaHHW, KOCTH H CTABH, AKYIIEPCKH H THHEKOJOIrH4HH
HHPEKUNH, TOHOPES M APYTrd HHPEKI UM (CENTHIEMH S H MEHHHTHT).

2. IIPEJN JA CE U3I10J3BA CEFUROXIME NOVAMED 7350 mg
He n3nomassaiire Cefuroxime Novamed 750 mg:

= Akxo cre anepru4yHH KbM Cefuroxime Novamed unu apyrm nedanocnopHHH,
HallpHMEp Aypaned, ueParoTH, 3uHaned u Ap.
=> AKO cTe nmpexapaii yAlepo3eH KOJUT, CBRp3aH ¢ IpUEM Ha aHTHOMOTHII M.

Oco0eHo BHHMaHMe IpA npuaockeHHeTo Ha Cefuroxime Novamed 750 mg ca H3mckBa:
= AKO CTe MManH KaKBaTO M Ja € aleprHyHa peaKlmusa KbM NEeHHLIHIHHH HIH
Opyru deTa-nakTaMAd aHTHOHOTHITH.
= AKO TpsaOBa Aa B Objc IIPOBEACHO KAaKBOTO H J1a € 1adopaTOpHO H3CIE¢ABaHE Ha
KPBB HIM YpuHa, Thi KaTo Cefuroxime Novamed Moxke 1a NpOMEHH PE3yITATHTE

oT Hero. B taxmBa CJIYddaH YBCIJOMCTC MCIHIHMHCKHA IICPCOHAJ 3a IIpHEMA Ha
TOBa JICKApPCTBO.

= Axo ycmopeado ¢ Cefuroxime Novamed npuHemMaTe H IRYPEeTHIH, MOXE 1a
BBb3HHUKHE YBpexKIaHe HA ObOpeka.

= YBeJoMeTe JIEKyBallHA JIEKap, ako EMaTe npobnemu ¢ Os6periure, 4epHua Jpo0o,
KOJIHT,

bpemMennocT:

Koncynrupaiite ce ¢ Bamusg nexap uiu ¢apManeBT Npead IpHeMa Ha KAKBOTO H Ja €
nekapctBo. B cnywait Ha OpeMmenHoctr, Bamuar nexap 1Ie NOpeneHH HAOKONKO €
noaxonsimna ynorpedara Ha TO3H IPOAYKT.

KnpMmene:

KoncynrtepaliTe ce ¢ Bamug nexap uiuu ¢papMalleBT NpelH NpHeMa Ha KaKBOTO H Ja €
IeKapcTro. B cnyyait Ha KppMeHe, BammuaT JeKap Ime NpeleHH TO0KOIKO € IOAXoAAIa
yrnoTpebara Ha TO3H NPOAYKT.

Illognpane u paboTa ¢ MAIIHHMN: |
He ca nabnrofaBaHM HeXENaHU pPeaklMM BHPXY cnocobHoCcTTA 32 modupane u padora ¢
MallHHH 110 BpeMe Ha npuema Ha Cefuroxime Novamed.

Baxna aadopmManun oTHOCHO HAKOH cheTaBKH Ha Cefuroxime Novamed 750 mg:
AKO CTe MOAJIOXEHU Ha AUETA ¢ HUCKO ChABPXKaHUE Ha HATpHH, clelBa Ja ce HMa npen
BHI, Y€ ¢IMH I'paM LlehypOoKCHM HaTpHuii caabpxa 54,2 mg HaTpuii (2,4 mEq).

JApyra npenapartn:
YBenoMere Bamusa nekap wiau ¢gapManeBT, B cjydail, 46 B MOMeHTa NIpHeMaTe HIIH CTE

MpHEeMalH 10 CKOPO KAaKBHUTO H Ja € APYTH NCKapCcTBa, BKIIYHTEIHO H TAKHBA, KOUTO
ce npogasar Oe3 peuernra.

Cefturoxime Novamed ne moxe qa Obe npHIaraH ¢aHoBPeN
[Ipy HeoOxomuMocT MoXe npa Obae u3
AMHHOIIHKO3HIM H OpHMKOBH JUYPETHIM,/
CTPUKTHO IPOCIECAABAHE HA NAIHCHTA.

XHHO ¢ 6aKTepHOCTATHIIH.




3. KAK JA CE U3I110J13BA CEFUROXIME NOVAMED 750 mg

Ceturoxime Novamed 750 mg ce npuiara HHTpaMYyCKYJIHO MM HHTPABEHO3HO (BUX T. 6 -
UHOOPMALIIASA 3A MEAMITMHCKH CIIEHUAJIMCTRA).

CrnenBaliTe TE3H HACTPYKIHH, OCBEH aKO HE € Ipeanucaso apyro ot Bammusg nekap.
Bamugr nexap e onpejenn NOAXoAAINaTa A03a H NPpOIbLIKUTENXHOCT Ha
IPHIOXEHHETO, HE IPEKBCBANTE H HE YABJKABaMTE NSUCHHETO.

ObOuuaiinaTa 103MpoBKa €:
Bw3pacmuu: oOUKHOBeHO no3upoBkara € 750 mg, 3 nbTH AHcBHO (Ha BCexu 8 uaca),

IOCPEACTBOM MYCKYJIHA MJIH HHTpaBeHO3Ha MHXeKIHA. Ilpu mo-cepHo3HH HMHpeKIHH
O03HpOBKaTa cnefgBa Aa c¢¢ yeenudyu Ha 1500 mg, 3 O0bTH AHEBHO, MHTPABEHO3HO.
YecroTaTa HAa MYCKYJIHUTE HJIM MHTPABCHO3HH HMHXKEKIIHH MOXe Ja OpJ¢ yBEJIHUYEHA
IIpH HeoOXOAHMOCT JI0 €lHA Ha BCeKH 6 uaca, karo ofmara AHeBHA n03a ¢ Mexay 3 u 6.

Kvpmauema u 0eya (om 1 mecey oo 12 200unu): ot 30 po 100 mg/kg/nen, npunoxenu 3-
UM 4-kpartHo. Jlosuporka ot 60 mg/Kr/neH B MOBEYETO CiIy4yaiil € JOCTAThYHA.

Hoeopodenu (npe3z epeme na nvpsus mecey cred paxcoaremo): ot 30 mo 100 mg/kr/aeH,
IIPHJIOXKEHH 3-KPaTHO.

g PYT'H TO3HDOBKH.

[T onopesi: equaA4Ha no3a or 1500 mg (Kato 2 MyCKYJIHH HHXCKIHH B [Ba pa3/IidHH
oblacTH, Harp. B JIEBHA M JAeCHHMA CEHANHUNOICH MYCKYyHI), 3ae¢HO ¢ 1 r mpoOeHelun
nepopanHo. .

Menunzum.: Cefuroxime Novamed e moaxonsin eTHHCTBEHO 3a JedeHHe Ha OakTepralHu
MEHHUHI'HTH, IPHYHHEHH OT YYBCTBHTEIHH IMAMOBE.
Bw3pacmnu: 3 r ”YHTPABE€HO3HO, Ha BCEKH 8 gaca.
Kvpmawema u deya: or 200 xo 240 mg/kr/meH, npunoxeHu 3- HIH 4-KpaTHO
HHTPAaBEHO3HO.
Hoeopodernu: 100 mg/kr/nex, HHTpaBEeHO3HO.

IIanpenTH ¢ HAapynieHA 0E0peqaHa GyHKIHA:
B Tte3snm cnywaun Bamudar nekap e IIPpOMEHH JO3UPOBKATAa Ha MPOAYKTA CIOPeX
3afongBaHeTo Bh.

Axo npaemere moseue o1 HeoGxoaumoToe Cefuroxime Novamed 750 mg:

HezabarHO ce koHcynTHpailite ¢ Bammua nexap wiaum dapmauest. Ilpn cayuafino
OpEeNO3HPAHE CE CBBPKETE ¢ TOKCHKONOT, KaTO 0 YBEAOMHTE 34 KOJHYECTBOTO, KOETO
BY € npunoxeHo. Hocere ¢ue cefe ¢ Tazy JIHCTOBKA.

Axo 3a0pasure a2 npueMere Cefuroxime Novamed 750 mg:
He npueMaiite ABOHHA 103a 3a J1a KOMIIEHCHPATE PO

,0 /0,5 g moxxe ma uma
ATETOPUM, MHOTO HeCcTH,

Kato Bcu4KkM niekapcTBeHH npoaykTd [Iunepaimn
HEXeNaHK peakltHd. Hexenanure peakuyu ce
YEeCTH, HEYECTH, PEAKH 1 MHOT'O PEIKH.




KaxTo BCHYKM NeKapCTBEHH NpoaykTH, Taka H Cefuroxime Novamed 750 mg Moxe na
HMa HeXXEJTaHH peaKliH.

Hapymenug Ha HMYHHATA cHCTeMa: HeYyecTO (TpH NO-MaiKko oT 1%) IpH nanucHTHTE
Morar jga ce HabmioaaBaT pasaMYHH KOXHH OOpHBH, APYTH BB3MOXKHH peaKIHH ca
3a4YEpBABAHE, BTPUCAHE U 3aTPYAHCHO JUIUAHE.

CroMamiHoO-IpeBHH HApyIIeHHS: HeUecTO (IPH 1MO-MAaJKO oT 1%) npH malHeHTHTE ce
HalDJronaBaT rajgeHe, Jdapua U NOBpBIIaHeE.

HapymeHus Ha KkppBTa: yecTo (upubnusutenHo 10%) npu namHeHTHTE ca ONHCAHH
HaMaligsBaHe Ha Opos Ha HAKOM QpOpPMEHH €NEMEHTH Ha KpBhBTA KaTo OelH U YepBECHH
KPBbBHH KJIETKH, XEMOI/IOOMH H XEMATOKPHUTA, 4 TaKa CHII0 H HapyllaBaHe Ha HAKOU
KoaryJIallHOHHH apaMeTpH.

Kabuao-uepHOAPOOHH HapymeHHsl: MOXeE Ja ce HabmoZaBa NMpEexoAHO MOBHMIMABAHE
HHBATa Ha YepHOAPOOHHTE eH3HMHU, 0€3 J1a € Hanule YepHoApoOHO YBpEKIAHE,

Hapymenna Ha OnOpenmre: HabmMojgaBaHO € NOBHIIaBaHE HAa CEPYMHHA KpEaTHHHH
H/UIIM yped, KAaKTO M HaMaidBaHe Ha KpeaTHHHHOBHS KJIHPBHC.

Hapymenus Ha HepBHATA cMCTeMa IIPH Jed4eHHETO HA MEHHWHTHT HPH NeJHATPHIHH
DanMeHTH: KaKTO H IPH APYro mojxoOHO JieYeHHE MOXE Ja ce IMOoJYy4YH HapyllaBaHE Ha

cayxa.

O0mu napymenns B e¢peKTH HA MACTOTO HA NPHJIOXKEHHE: PAIKO BpeMeHHA DOonka Ha
MACTOTO Ha HHKCKTHPAHE.

Ao 3abenexuTe Apyru peaknyuy, KOUTO HE Ca ONMCAHU B HACTOSIATa JIMCTOBKA, MONY
yBeioMeTe Bainus nexap Ui papManeBT.

3. CbXPAHEHHE HA CEFUROXIME NOVAMED 750 mg

Ha ce cpXpaHsgBa Ha MACTO, HEAOCTBHIIHO 34 Jicna.

Ha ce cexpansBa mox 25 °C. Jla ce masu oT AMpEKTHA CIbHYEBA CBETIHHA.
Ilpororeennte pastBopu Ha Cefuroxime Novamed TpabBa na ce uU3moja3Bar BeAHAra.
NHXeKuHOHHUTEe pa3TBOPH 3a HHTpaBeHO3HO npunoxedaHe (Cefuroxime Novamed 750
mg, NPUTOTBEHH ¢ BOJA 3a HHXXKEKIHH, Morar ga 6nJar cpXpaHsBaHH 0 8 gaca nOpH
TemoepaTypa moa 25 °C uid B XnaAuIHUK 3a 24 yaca (2-8 °C).

Cpoxk Ha rognoct: /{a He ce m3nmon3Ba Cefuroxime Novamed cnen H3THYaHETO CpOKa Ha
Ir'OHOCT, O3HAYECH Ha ONAKOBKATA.

6. HHOOPMALUMST 3A MEMITHHCKH C

Cefuroxime Novamed 750 mg ce nmpunara ag \MHTPABEHOZHO.

UnTpamyckyiHo NPIIIoKEHHE



Pa3TBOpBT 32 HHTPAMYCKVIIHO NMPUNOXEHUE ce nonaydyasa upe3 acbasgue Ha 3 ml soaa
33 HMHXEKIHH KBM (¢nakoHa. BHuMATeqHo c¢€¢ pa3kiamia [0 NOJy4YaBaHE Ha
omnajnecueHTHa CYCIICHCHA.

JHUpeKTHO HATPABEHO3HO NPUIOKEHHE

Pa3TBOPLT 3a JUpPEeKTHa WHTPaBEHO3HA MHPY3HA ce nonydasa upe3 godassHe Ha 6 ml
BOJA 3a HHXKEKIMA KbM (akona. UHTpaBeHO3HOTO NPUIOXKEHNE JUPEKTHO BEB BeHaTa
HIIM NOCPEeACTBOM CHUCTEMa 3a HHTPaBEHO3HA MPHIIOXKEHHNE, TpAOBa Na ObA¢ H3BBPIICHO
3a HE [I0-MallKo OT 3-5 MHHYTH.

Nudy3noaHo npuaoxkKenne

IIpenopruBa ce 3a KpaTkoTpaiiHa HHTpaBeHo3Ha uHGpY3us (o 30 MHHYTH) Ioa ce
H3MI3RAT KOHIEeHTpanuu mexxy 7,5 u 15 mg/ml Cefuroxime Novamed BbB BOAa 3a
HHXXEKIUH, 5% nexcTposa, 0,9% HaTpHeB XJIOPHI HIH HAKOH OT CJICIHHATE CBBMECTUMHU
HH(}Y3HOHHU pa3TBopH - 10% BOAeH pa3TBOp HA JeKcTpo3a, 3% Jexcrposza B 0,2%,
0,45% unu 0,9% HaTpueB xnopuj, pazTeop Ha Panrep, 10% unBepTHA 3aXxap U HATPUER
nakrar 1/6M.

aTta Ha IoCAeAHATA peXAKIMA HA TEKCTR
Maii 2008 r.




