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MoJs, npoyereTe BHHMATE/IHO JIHCTOBKATA NPEAH Aa BieMeTe JIEKaAPCTBOTO.
- Ilazere nHcTOBKara. Moxe 1a BH ce Hanoxu f1a 4 npo4eTeTe OTHOBO.
- AKO HMAare BBIPOCH, MOJIA KOHCYITHpalTe ce ¢ Bamua nekap Wi dpapMaieBrt.
- ToBa nexkapcTBO € npeanucano Ha Bac u He TpaOBa na ce gaBa Ha ApyrH xopa. To Moxe
Ja UM MPUYHHH Bpeaa, JOPH aKO T¢ HMAT CHITATE CHMIITOMH KaTo Bac.

Ta3u nUCTOBKA 3a MauMeHTa UMa 6 YacTH H ChABPKA CIESAHOTO:

Kaxso npeacraenapa Ceftriaxone Novamed 2 g 1 3a KakBO ¢€ U3II0N3Ba
[Tpenn na ce w3nonzpa Ceftriaxone Novamed 2 g

Kak aa ce m3nomspa Ceftriaxone Novamed 2 g

Bb3MOKHM HEXKeNaHH peakiiuy

Kaxk TpabBa pa ce cexpanaBa Ceftriaxone Novamed 2 g

HudopMaims 3a MEAMUMHCKH CIIELIHATIMCTH
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HEOPTPUAKCOH HOBAME/]
2,0 g npax 3a MHKEKITHOHEH Pa3sTBOP

CEFTRIAXONE NOVAMED
2,0 g powder for solution for injection

JlekapcTBeHOTO BelliecTBO € wuUedTpHakcoH {(cefiriaxone). Bceku d¢uakoH cbabpxka 2 g
e TpHAKCOH HATPUIL.

IMPUTEXATEJI HA PASPELHIEHHETO 3A YIIOTPEDA:
Hosamen OO/, yi. "Osuo nmone” Ne 122, Codusa 1303, bearapus
HNPOMN3IBOJAMNTEJI:

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

1. KAKBO ITPEACTABJISIBA CEFTRIAXONE NOVAMED 2 g ITIPAX 3A
HHAKEKITHOHEH PA3TBOP " 3A KAKBO CE H3I1013BA
Ceftriaxone Novamed 2 g npeacTaBisBa npax 3a HHKEKLMOHEH pa3TBop. bomHm4YHaTa onakoBKa

chAbpKa (nakon ¢ mpax 2 g nedrpmakcon mo 50 mnu 100 riaxone Novamed
NpHHAMJICKY KbM I'pyna aHTHOMOTHIH, U3BECTHH KaTo Liedano m JIIKCBA IIpH
HHPEKUUH, MPHYMHEHH OT YYBCTBHTENHH HA LEQTPHAKCOH MIIOTOKEHNA B
KOpEMa, KOCTH M CTaBH, KOXXA M MEKH THKAHH, H3rapsaHHA HJI OX] ¥, YHHApHHUA U
FeHUTAHAA TPAKT, AUXATeNHATA CHCTEMA, KAKTO IIPH meHut Rl r:_‘;"' W6, SieHpOJIOTHYHH,

CBPACYHH M APTPHUTHH CUMITTOMH U 3a MpOHITAKTHKA HA MIPEONE



2. OPEJIA A CE H3IIOM3BA CEFTRIAXONE NOVAMED 2 g IIPAX 3A
HHKEKITHOHEH PA3TBOP
Ha ne ce uanon3ssa CEFTRIAXONE NOVAMED 2 g:
= AKO CTe aleprudHd KbM HEePTPHAKCOH WIIH JPYrd HedalloCIOPHHHU, HIH KbM HAKOH OT
noMmoInrKTe BemecTBa Ha Cefiriaxone Novamed 2 g. |
=> AKO CTe NpeKapaly yIuepo3eH KOJHT, CBBP3aH ¢ IPHEeM Ha aHTHOHOTHLIM.

BieMere cnenmajJHH npeanasHu MepkH nOpH  npuiaoxkendero Ha CEFTRIAXONE
NOVAMED 2 g:
=> AKO MMaTe MHTECH3MBHA H [IOCTOAHHA JHApHA, KOATO MOXe Aa ce ABIKH Ha 0CoDEH BUJ
KOJIHMT, HApPEeYEeH NCeBAOMEMOPAHO3EeH KONKUT. B Te3M ClydaHd BaUIMAT JIEKYBALH JIEKap Iue
pelid Aajl¥ Ja IPEKpaTd NPHJIOKEHHETO HAa ueTpHakCOH H Ja ro 3aMEHH C APYIo
NOAXOAAI0 ICUeHHE.
[Ipy npoABIDKUTETHO JledeHHEe ¢ LUepTpUakcOH MOTAT a Ce NOABAT CyNEPHHPEKUUH,
Axo mMare OpOpeuHa HexOCTATHYHOCT, BAIMAT JIEKAp MOXe Ja KOpPUIHpa [03ara Ha
nedTpHaKCOH.
=> AKO CTe HMalli KaKBaTO H Ja € IepruuHa peakiisa KM NeHHIMIHHA WK Apyru Oera-
NMaKTaMHEH aHTHOMOTHIIH.
= Akxo Tpsa0Ba 1a BU Obpje NpoBEACHO KaKBOTO U A € Na0OpaTOpHO HM3CIEABAHE HA KPDB
nedTPUAKCOH MOXKE Nia NPOMEHM PEe3YITATHTE OT HEero. B TakuBa CIy4ad YBEAOMETE
CBOTBETHHA MEJULIMHCKH NIEPCOHAN 3a JICUEeHHETO ¢ TOBA JICKapCTBO.

J

BpemeHHocT:

B cnyuali Ha 6peMeHHOCT, BammaT Jiekap mie npeleHH JAOKOIKO € Ioaxoadiua ynorpebara Ha
TO3H npenapar. KoncyarHpaiite ce ¢ Bamuna nexap und ¢dapManeBT Npeay NpHeMa Ha KakBOTO H
Aa € JIEKapCTBO.

Kbpmene:
AKO KbpMHTe, Bammuar lexap e NPEeUCHH IOKOMKO € MOAXOIAILO H3IOJ3BAHETO HAa TO3H
npenapat. Koncynarupaire ce ¢ Baiuus gekap wny papManesT Npeay NpHeMa Ha KaKBOTO U A4 €
JIEKAPCTBO.

Illodupane i padoTa ¢ MALIKHM:
ITo npunmun Ceftriaxone Novamed 2 g He BiaHAe Ha cnocoOHOCTTa 3a modHpane u pabora ¢
MAITHHHA.

Baxna uHdopmanud, 0OTHOCHO HAKOM kKoMnoHeHTH Ha Ceftriaxone Novamed 2 g:
T'pit KaTO IEKapCTBOTO ChABPXKA 83 mg HATPHIA 3a rpaM HeTPHAKCOH, TOBA MOXKE J1a HaBpeAH Ha
MalHeHTHTE, KOUTO Ca Ha JUETa ¢ HUCKO ChABbPKAaHHAE Ha HATPHIf.

Biemane Ha Apyry AeKapcTBa:
YaenoMeTe Bamvisi iekap unu (papMaleBT, B cily4ai, ye B MOMOHEA BFeseig
JO CKOpO KaKBHTO H JAa ca JpYyIrd JISKapCTBa, BKJIOYHTEIIHK ;E RIS

peLenTa npoayKrIH. \ <
AKO UMaTe HIKaKBH CBMHEHMs — KOHCYJITHpaiiTe ce ¢ Bamuda TeRd

pHeMaJIH
ce Oe3




3. KAK A CE MH3IOJJ3BA CEFTRIAXONE NOVAMED 2 g IIPAX 3A
HHXEKIITMOHEH PA3TBOP

CnazsaiiTe Te3H YKa3aHHA, 0CBEH AK0 BALIUAT /JIeKAP He BH € NpeJnucan Apyro.

Ceftriaxone Novamed 2 g Tpsa0OBa aa ce mpunara e JHHCTBEHO HHTPABEHO3HO,

Bamusar nekap L€ BM OpeANHile NOAXOAAIIATA J03a M IMIE ONPEIASSH NMPOAb/DKUTETHOCTTA Ha
ne4eHuero. JleyerneTo He TpaOBa Aa ce NMpeKbCBa WIH Aa CE€ MpoAb/DKaBa Oe3 KOHCYNTalHA C
NeKyBaIA JIeKap.

Moxe Oa ce HAIOXKM HaMandBaHE Ha J03aTa, aKO [AMEHTHT cTpaja or OvbpeuHe WM
YepHOApOoOHO HapylicHHe. AKO MMa TakoBa 3a00oNdBaHe, CBBPXKETE Ce C Ballud JIeKap 32 Ja
KOpHTHpa CHOTBETHO A03aTa.

Otnvuaninara no3a e:

Buv3pacmuu u 0eya nao 12-200umuna ev3pacm:

ObuknoBenata n03a e 1-2 g Ceftriaxone Novamed 2 g, npiioxkeH eIMH [ILT AHEBHO (Ha BCEKY
24 vaca). [Ipu cepro3su cinydan Ha HHQEKLHH Ao3aTa MoxKe Ja Obe nosuineHa A0 4 £ €4uH IIbT
JTHEBHO.

Hoeopooenu, xopmauema u deya nod 12 zoounu. enun novT AHeBHO 20 10 80 mg/kg TenecHo
TErJ10, B 3aBHCHMOCT OT Bb3PACTTA H TEXKECTTa HA HH(PEKIIUATA.

AKO ca BH NPHI0XKH/IH noBede oT HeodxoaumoTo Ceftriaxone Novamed 2 g

He3abaBHo ce KOHCynTHpakTe ¢ Bamus nekap Wi ¢papmanesT. Ilpu caydaliHo npego3supaHe ce
CBBPXKETE ¢ TOKCHKOJIOT, KaTO YBESIOMHTE KaH MPOAYKT H KAKBO KOJHYECTBO € IMPHJIOKEHO. CTE
npuend. [1azeTe Tasu TACTORKA 3a cOpaBKa.

Hudopmanusa 3a Baliua jJexkap: B cayvait Ha npenosdpaHe, npekpareTe NpUIOKESHHETO Ha
AEKapCTBOTO H 3alIOMHETE CHMIITOMATHYHO JICYCHHE.,

Ako 3a0pasute Ja npuemerte Ceftriaxone Novamed 2 ¢
He npuemaiite ABOMHA n03a 33 Ja KOMIICHCHpATe MpOITycHATATa.

4. Bb3MOXHHN HEXKXEJIAHHA PEAKIIHNH
Kakro npu Bcuuky nekaperea, Cefiriaxone Novamed 2 g MoxXe J1a UMa HeXelaHU PeakUuuy.

HexenaHuTe peaknuy ce KIacH(QHIMPAT B CNEIHUTE KATETOPUH: MHOTO YECTH, YeCTH, HEYECTH,
PEIKH H MHOTO PEJKH.

Cmomauiro-upesnu napyuiernus /npubruzumenno 2%/ rajeHe, THApHA, NIOBPBINAHE,

Hapywenus na xosicama u nodxoaicnama mvkas /npubausumenno 2%
cbpOex, ypTUKapus, eeM, 0OOpHBH ¢ pa3IiiHa rolIeMHHA (MYITHOD

Obwu napywenus: B MHOTO pelKH ciiydau ApYTH HeXelaHH peaKkiuy
r11aBo00JINE, rajcHe, [IOBHILIEHA TeMIIEpATypa, TpeMOP H APYTH.



BbB BpB3Ka ¢ Ipyrit peakiii, KOUTO He ¢a ONMCAaHH B HACTOALNATA JIMCTOBKA, MOJIS CBBPIKETE Ce
¢ Bamuusa nekap uinu ¢apmariesr.

5. CbXPAHEHHE HA CEFTRIAXONE NOVAMED 2 g IIPAX 3A NHKEKIIHOHEH
PA3TBOP

Jla ce cexpaHaBa Ha MACTO, HEAOCTBHITHO 3a ACLA.

Ia ce chxpaHaBa Npu TeMmneparypa mox 25 °C.

CTabiIHOCT Ha TOTOBHSA Pa3TBOP: NOTOBHAT PA3TBAP 3ala3Ba XMMHUUYHATA U GU3MTHA CTAGHTHOCT
8 gaca nipu 25 (C vy 24 yaca npu 2 — 8 (C.

Cpok Ha roanocr: Jla He ce m3nonsBa Ceftriaxone Novamed 2 g cnex H3THYaAHE CpOKa Ha
roJHOCT, O3HAUCH Ha OMNAKOBKATA.

6. HHOPOPMAIIAA 3A MEJUIIMHCKH CIITIEHHUAJIACTH

CEFTRIAXONE NOVAMED 2 g ce npuitara ¢ZMHCTBEHO HHTPABEHO3HO.

3a UHTpaBEeHO3HO HIKeKTUpaHe (prnakoHbT Ceftriaxone Novamed 2 g ce pa3TBaps ¢ pa3TBOPHTEIL
3a uHTapaBeHo3Ha UHPY3Hua PnakoHbT Ceftriaxone Novamed 2 g Tpabsa na ce pasropu B 40 ml
B €JUH OT CJICAHHUTE HE-ChABPKAIIM KATLMH pa3TBOPH 3a HHPY3HA: HaTpHEB XJIopHA (,9%,
HaTpueB xnopua 0,45% + nexcrposa 2,5%, nexcrposa 5%, aekcrposa 10%, nexkcrpan 6% B
AexcTpo3a 3%, uHpy3uH Ha XBAPOKCHETHI CKopOwia 6-10% win cTepuiiHa BOAA 38 HHXKESKLIUM.
WnTpaBeHo3HaTa MHPY3HA TpAOBA Ja NpoAbkdA Hail-Maiko 30 MHHYTH. |

JaTa HA noC/IeAHATA peAaKIasa HA TEKCTAa
Mait 2008 r.




