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MudopmaniorHa JUCTOBRA 32 NANHEHTA OATA L2 - . v
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TIpo4ereTe BHEMATENHO TA3H JHCTOBKA HPeH Ja 3a0YHETE AA NpHeMAaTe TOBA JIEKapPCTBO.

- Hazere nucToBKATa. MOXE A3 Ce HATOXKH Ja & NPOYSTETE OTHOBO.
- Ako Hmare JpyrH BBIIPOCH, MONA nonuTaiTe Baumiar jeKkap Wi (apMalesT.
Tosa lekapcTBO € NPelNUcaHo [IepCOBANHO Ha Bac 1 He Tpa0Ba na ro nmpeinarare Ha Apyrd. 1o
MOYKe A2 BM HABPENH, He3aBHCHMO, Ue TEXHHTE CUMITOMH ca Nofo0Hu Ha Bamure.
- AKo HAKOU OT HEXKENAHNTE JIEKApCTBEHY peakKuuM CTAaHAT CepHO3HM WM 3aleNexute HeKeIaB
JICKAPCTBEHH PEAKIMH, HEOIIMCAHHM B TAa3H JIMCTOBKA, Mona mHbopmupalite Bammar nekap win

(hapmaresT.

E

IMedTpnakcon-MIP 2 g
Ceftriaxon-MIP 2 g
Jexapcmeero seupecmso: Cefiriaxone

B Tasn nucroBRa:

1. Kaxso e ledrprakcon-MIP 2 g u 3a KakBo ce u3roi3pa?
2. [Ipenn na 3anoynere na npuemarte Ledrpuakcon-MIP 2 g?
3. Kak ce npunara Hedgtprakcon-MIP 2 g?

4. BE3MO3HY HeXeNiaHy peariun’

5. Cexpauenue Ha Hedrpuakcon-MIP 2 g?

JlekapcTBEHO BEINeCTRO:
Hedrpuakcon-MIP 2 g:
1 dnaxoH cpabpxa 2 g ceftriaxone xarto ceftriaxone disodium 3.5 H,O.

Tomompu semectpa: Hama.

IpuTemxaTen Ha paspemieHHeTo 32 yHoTpeta:
MIP Pharma GmbH

Kirkeler Strasse 41

D-66440 Blieskastel-Niederwurzbach
T'epmanus

IIponzeopnTen:

Chephasaar Chem.-pharm. Fabrik GmbH
Miihlstr. 50

D-66386 St. Ingbert

Fepmanug

Jlexapcreena opma:
TIpax 3a WH>XeKIMOHeH/MHY3HOHEH pa3TBop
ITedrpuakcon-MIP 2 g ce paznipocTpaHiBa B OnakoBku oT 10 (nakona.

1. Kaxpo e Hedrpuaxcon-MIP 2 g i 3a kakgo ce u3nonssa?

TedTpuakcon-MIP 2 g e nedanocnopyHOB aHTHOHOTHK 3a napeHTepanHa:j/in?Tpgﬁg.
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Iloxazanns:
Mndexiuu nipe3pHKanH OT YyBCTRHTENHH Ha ceftriaxone Muk
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Ceftriaxon-MIP 2.0 ¢ PIL Bualyarian

- MeHMHTHT

- Lyme-Borreliosis (ocobernro II u III cranmif)

- Kopemsu vEdexnun (HepATOHUT, HHGEKIHM Ha XKIBYHMTE MBTHINA H XPAHOCMHAATSTHHA TPaKT)
- Hudexnuu Ha KOCTHTE H CTABHTE

- Hndeknun Ha KO)kaTa M MEKHUTe TBKAaHH, BKIIIOYHTENHO HHQEKTHPaHH PaHH

-  HMudexmm na 6u0penuire B NRKOUHNTE DETHIIA

- Hudexnun Ha gUxaTenHuTe THTHINA, 0COOEHHO ITHEBMOHK, M YIIH, HOC H I'bDJIO HHGEKIHT

- TI'enwranHu HRQEKIHH, BKITIOYHTEITHO FOHOpes

- Hndexnuu n npodunakruka Ha MB(QEKIHHA NPH NAIMEHTH ¢ 0TcIabeHa HMYHHA 3aIiuTa

- TleproneparupHa NpodHIAKTHKA HA HHOEKIHH

OduupanHiTe PHKOBOACTEA 3a NPaBHIHATA YNoTpeda Ha aHTHOAKTepHAIHHU JeKapeTBa TpaOBa Aa ce B3eMar
I0J] BHIMaHHe.

2. IIpeau Aa sauoqnere xa npuemare Nedrpuarcon-MIP 2 g?

Hegmpuaxcon~MIP 2 g ne mpabea oa ce usnonsen:

- AKo cTe CBpEXHYBCTBHTENEH (anepruyeH) KeM ceftriaxone wnu apyru nedanocnopuHmn.

- IlpoyyBanus ca mokasany, ye cefiriaxone Moske Ka M3MECTH HNPOAYKTA OT PasTPAKIAHETO HA XeMOrioGuHa
(6unupy6uH) ot cEBp3BaHeTo ¢ itazMenuTe GenTeny. Cefiriaxone He TpaOBa Aa npuara nNpy HOBOPOAESHH
¥ 0coDeHHO INpy HENOHOCEHH, KOMTO IIOKa3apaT IOBHMINEHA KOBLEGHTpalMs Ha GunHpyOMH B KPHBTa,
nopagd BBL3MOXKHOCTTA 33 HACTBIBAHE Ha MO3BYHM HapyINEHHs, NPEeAM3BHKaHH OT OMITHpYyOHHA
(6unupyOrHOBa eHledanonaTH) TIPH T3 NAUHEHTH,

- 3a nedyenre Ha HeBpoOOpeNMO3a U TeXKKH MHGEKIHH, KaTo CeNCHC M MGHHMHTHT, KaKTo W IIpH fena 1o 2
TORMIIHA BB3pacT, cefiriaxone He TpsaOBa Aa ce NpHrara HHTPaMyCKYyIHO.

- Jlugoxawd CHABPIKAINM PA3TBOPH, WM3MOA3BAUM CE 33 MHIPaMYyCKYJNHHM MEKEKIMM, He TpabBa ja ce
M3MON3BAT B CHy4aH Ha HapylleHa ChPAEYHA NPOBOAHMMOCT MAM OCTPa AEKOMIIEHCHpaHa ChpAevHa
HEHZOCTAaTHYHOCT, KAKTO M B CIy4aH Ha CBPBXMYBCTBHTEHOCT KbM HOKAHH aHECTETHIM OT aMHIO0 altueH
THI M TIO BpeMe Ha OpemeHHOCT U KbpMeHe (BIWK HH(OPMAIHATA HA NPOM3BOIMTEIN] Ha AHAOKAHHOBHA
pasTeop)

Creynannu zpuscu npi npunazanemo na Qepmpuaxcon-MIP 2 g ca Heobxo0unu:

- AKO CTe CBPBEXYYBCTBHICIICH KbM NEHHIMNKHH HIM JAPYT XUMHYHO Nofobed aHTMOKOTHK, Hamp. ApPYTH B-
JIAKTAMHH aHTHOHOTHIH, € BE3MOXKHO € fa ¢e IPOsABH CHINO CBPEXYYBCTBUTENHOCT KBM ceftriaxone.

- AKo HMaTe Apyru anepruy (Hanp. JekapcTBeHa Tpecka, OpOHXMAaNHa acTMa, ypThkapus). Toraea pucka ot
TEKKH peakiuy Ha CBPBEXYYBCTBHTENHOCT NpyU MHOY3HOHHO WM HIDKEKUWOHHO JeveHHe Moxe ja Gnie
TIOBHLHIEH.

Besxka ynorpeba Ha aHTHOMOTHIM MOXe Ja TPEeAM3BHKA pa3pacTBAHETO HA HEUYBCTRHTEIHH
MHKpPOOPTFaHH3MH.

Mons o0BpHeTe BHMMaHHE Ha CHUMIITOMHTE Ha BTOPMYHH HMH(EKNHMH OT TAKHBA MHKpPOOPraHu3MH (Hanp.
MHKO3a Ha JIMTABULIKTE CBC 3a4epBasane U Oeny Hanenmu). Tesu nH$eKIHKA TpaOBa Ia ce JeKyBaT MOAXOAI0
ot Bamus mexap.

Iipu ynTpa3BYKOBO H3CIEABaHE HA IBYHHA MEXYp, CEHKH, OOHMvaliHO AOKNAmBaH{ CHNEH JEYeHHe C no-
BHCOKH OT IpenopbuBanure Ao3H ceftriaxone, ce MHTpenpeTHpaT KaTo MIIBUHH KaMbHH. BCBUIHOCT TE3H
CeHKH ca Mpeuunurar® oOT Kanmuesa coii Ha ceftriaxone M m3uUesBaT cjief NpPHKIIOYBAHETO HIIH
NpPEKpPATABAHETO HA JICYSHHETO. B penksare ClIy4Yad, KBIero HacThIBar CHMOTOMH Ce Tpenopbasa
KOHCEpPBATHBHO, 4 He XUpPYpPriyHo NeucHme. Jlekapsr Tpgbsa ma obchOM NpeKpaTIBaHe HA JISUSHHETO C
cefiriaxone mpH nauMeHTH NPOSBSBAlM TE3H CHUMITOMHM (BHK CBINO pasfien 4 “HexenaHu JeKapcTBEHH

peakin’™).

Pl s
i pedicvi 1A CBPYXIYBCTBHTENHOCT KATO
4ie/ (2 A0 M),
¢ (2 Ao i)
A

ITo Bpeme Ha OBpP30 HETPABEHO3HO HIDKEKTHpAHE MOXKE A4 Hac
obpue v raxene. Toea Moxe Jia ce w3berHe upes OaBHO HHKEKT
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Ceftriaxon-MIP 2.0 ¢ PIL Bulgarian

Tlpu MBoro OBp30 HibkexTApaHe (3a MO-MaNKo OT 1 MUHYTa) Ape3 UEeHTpaleH BEHO3SH Karerep MoKe Ja
HaCTHITH TEKKA apHTMHS.

HsrpamyckynHaTa mokekuus ¢ ceftriaxone 6e3 pa3TBOp Ha JIOKANICH aHecTeTHK ¢ GonezHeHa | MOpajgH ToBa
TpsiOB2 fAa ce IpaBH B KoMOuHammsa c 1% pasteop Ha lidocaine hydrochloride. B Te3m cmyuaun
HHTpAaBaCKyJlapHaTa HHXEKUMA TpsOBa Ja ce m3bsrBa 3aI0TO UHTPABACKYNAPHOTO WIDKEKTHpaHe Ha
JMHIOKAHH MOXKe Ja IpeAu3BHKa Oe3TOKONCTRO, ChplieOHeHe, HapyLISHH: B ChPASYHATA TIPOBOAHMOCT, KAKTO
¥ [IOBPPILAHE H KOHBYJICHH.

Hudopmangsra 3a pricka ot npoussonurens Ha lidocaine hydrochloride Tps6Ba na ce cx6monasa.

Ilo Bpeme Ha npopwpkurenHo neyenue ¢ cefiriaxone, kKprBHaTa kapThHa, On0peunata H 4yepHOApoOHaTa
(dyHKUMA TpSOBa fa cNeOsT pefoBHO.

B cayvaii Ba CpOBTCTBALIM TeXKKH OBOpeUHH W YepHOApOOHM HApyIICHHS, CePYMHATA KOHLEHTpALUs Ha
ceftriaxone TpsaGBa penoBHO Na ce KOHTPOIHpA.

Penxus Butamun-K gedmiuT, npeAu3BHKaH OT NPHIIOKEHHUETO Ha LiedanocIOPHHH TpAOBa Aa 0bae 00CEEEH.

Knpmavera 11 pera

HmMa cienmanuy rpenopbki 3a JO3HTE PR KbpMayera M Aeua. (Bx paspaen " Kak ce npunara Uedrpraxcon-
MIP2g?™.

JHeBHaTa 032 32 HEJNOHOCEHH HOBOPOAEHHM He TpsOBa Aa Hanzxebpist 50 mg/kg TenecHo Terno, mopamd
HE3peNnocTa Ha SHIUMEHNTE CHCTEMH.

ITaieHTH B HANpeaHAa BH3pacT
Hama cnieumansu npegynpexneHus 3a NaHEHTH B HANIPEIHANA Bb3PAacT.

JanuenTy ¢ Hapymena 6u6peuna u yvepnoapotua dvHKEs

Vima cmenuanHu MO30BH IIPENOPBKM B CAydail Ha TeXXko HapymleHa 6b0peyHa ¢yHKUHA (THOMepyiAHA
tunTpaums < 10 ml/min)( sk pazgen " Kak ce mpunara Hegtprakcon-MIP 2 g 7).

Hama crnenuamsm no3oBE NpenophkkH B clydali Ha Hapyileha depHofpobHa (ysxumsa, ako Op0peuHara
(hYHKUHA € 3ama3eHa.

bpemennocT:
Ceftriaxone npemMuBasa npes naalesTara, [[o MOMEHTa HIMa afeKBATHH JAHHHM OTHOCHO NPHIOKSHHETO Ha

ceftriaxone npu 6pemenny sxenn. Hopamu toea, Iledrpuaxcon-MIP 2 g Tpabea na ce u3nonssa IO BpeMe Ha
OpeMeHHOCT, OCODEHHO TIpe3 NMBPBUTE TPHU MeEcella, ¢aMO NIl CTPHKTHA NPeleHKa Ha ChOTHOMIEHHETO
TIOJI3a/PHCK, 10 ITOy4aBaAHETO Ha JOMbIHHTENHA HH(OPMALHL..

Kzpmene:
Manxu xomuuecTpa oT cefiriaxone ce orrenar B MaiunHoTO Misiko. ITopanu ToBa ceftriaxone Tpsafsa na ce

MIPHJIAra [0 BpeMe Ha KBbpMeHe caMo Cliefl CTPHMKTHA NpelleHKa Ha CHOTHOIIEHHETO [0J13a/pPHCK H B3EMaHe
TIpEeABHA H2 BB3MOKHHUTE HexellaHH JeKapecTBEHH peaklMH OT cTpaHa Ha KbpMaidero (BE3deiiCTBHE BEPXY
YpeRHAaTa (UIOpA ¢ BH3MOKHO MHKOTHYHO pa3pacTBaHe M CEHCHOMNH3ALMA KM LedaloclopHHOBH
AHTHOHOTHITH).

BrapelicTere BEpxY criocofHocTa 3a modmpane W padoTa ¢ MAITHHE

Hait-o6mio nama nansm,ue ceftriaxone moemmsea crocobHocTa 3a modupane M padora ¢ MammHL. Bee mak,
PeIKH HEXENaHH JIeKapeTBeHH peakiiy KaTo MOHKbKaBaHe Ha KPBBHOTO HAAraHe MIH 3aMasHOCT MOKE Ja
NpeficTaBNABaT NTOTEHUHAIEH PHCK IpH modmpane u pabora ¢ M H_(BIDK cowro paspen 4 "Hesxenanu
NiexapersenH peaxuun” u “IlpotHBopeiicTere”). ¢

T
=

BaxHo npeRvIpesKIeHHE 338 APYIU CHCTABKH Ha IledTpHaKcoH-
1 dsaxon Ledrprakcon-MIP 2 g cearpixa 166 mg (7,2 mmol)
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Cettriaxon-MIP 2,0 g PIL Bulgarian

Tosa TpabBa jJa ce MMa NpENBHA NPH HalHEHTH Ha KOHTPOJIMPAHA HATPHMEBZ JHETA MIH efieKTPONHTEH
nmucbananc.

Bsaumooeiicreue ¢ dpyau nexapcmen
Mo andopmupaiite Bammar mgexap Wi (papManeBT ako B3€MATe, HIM HACKOPO CTe B3EMalH APYTH
JIeKapCTRa, AOPH M TAKHBA KOWTO He ¢a Bu GHIlH NpeanucaHm.

Ceftriaxone/npyry aHTHOMOTHIIH
Cefiriaxone He Tpsbea Aa ce KoMOMHMpa ¢ GakTepHOCTATHYHM aHTHOMOTHHM, 3amOTC C OFIe] Ha

apTHO2KTEpHAIHATA €QHKACHOCT MOKE 1a HACTBIIH aHTarOHHCTHYEH eeKT.

B3aHMHOTO TIOBHIIaBaHe Ha edeKTHBHOCTTA (cHHeprusbM) Mexay cefiriaxone M aMPHOTIMKO3IMEHM IO
OTHOILIEHKE HAa MHOTO gram-HerarusHH OakTepHH e OHII0 eKcHepUMEHTANIHO foKasaHo. Thi KaTo nosumeHaTa
e(hHKACHOCT Ha T23M KOMOHHALMA HEe MO3Ke BHHATH CHI'YpPHO Ja ce NPOTHO3Wpa, T4 Tpadra na ce o0cExAa B
CIyYaH Ha TEXKKH JKHBOTO3aCTpamlaBallii MH(peKUHM NpHYHHEHW OT MHKPOOPraHH3MH KaTo Pseudomonas
aeruginosa. Jipete nexapcTea Tp:AGBa 1A e NPHUNAraT OTAGTHO [IOPaAH XHMHKO-(QH3MYHA HECHBBMECTHMOCT.

Cefiriaxone/probenecid
[IpuraraHeTo Ha NMO-BHCOKA opaina no3a probenecid (1 mo 2 g AHEBHO) MOMKE YaCTHYHO Ja HapyIuH

OwnmapHaTa cekpeli Ha ceftriaxone, Koeto obade Be BOAY [0 MOBHIIABAHE HA CEPYMHHTE HHBEA.

Cefiriaxone/xopMoHanHi KOHTPAEIITHEX

CUrypHOCTa HA KOHTpAUENTUBHUA eheKT Ha OpaNHHTe KOHTPAueTTUBY € NOJA BHOPOC B CilyuauTe HA
eJHOBpeMEHHO mpunoxenve Ha ceftriaxone. Ilopamm ToRa Tpadpa Aa ce mpHiaraT ROUBIHMTENHO IPYTH
KOHTpPalEnTHBHHE MEPKH TT0 BpeMe Ha JiedeHHe ¢ Ledrpraxcon-MIP 2 g.

Br3neticTBre BEpXY JabopaTopHuTe apaMeTpH

Ilo Bpeme Ha nedeHue ¢ ceftriaxone, recra Ha Coombs (Tect 3a crielndUUHK aRTHTEN2) B PEOKH CiydaH
MO3Ke fia Aafie (PaTmHBO MO3MTHBHH PE3YJITATH.

He eH3HMHO ompelesisHe Ha FIIOKO3a B ypHHATaZ MOXKe fAa Aaje (aulruBo MOIWTHBHM MM GanlHBO
HeraTHBHHU pezynTati. Ilopagm Tosa npes Bpeme Ha neuenue ¢ LledTpuakcon-MIP 2 g 7Tpabpa ga ce
H3NON3BaT CaMO €H3MMHH METOIH 32 OHpe/ensHe Ha ITIOK03a B YpHHATA.

Ceftriaxone Moxe Ja npenuspuka (alnyBo MO3UTHBHPAHE Ha Pe3Yy/ITATHTE OT TECTa 32 BPOACHO HapyleHHe
Ha 3axapHusg MeTaboNn3sM (TaRaKTO3eMUR).

- 3. Kak ce npuaara Hedrpraxcon-MIP 2 g?

JlozupaHeTo ¥ HayuHA HA MpWIOKeHUe TpAbBa fa ce u3bHpaT B CHOTBETCTBHE C TEXKECTA Ha HH(pEKNHATa,
4yBCTBHTETHOCTA Ha NMPHUHHUTENs M YCIIOBHATA M BB3PacTa Ha nalpieHTa Bamuar nexap me BH ypenomu 3a
A03aTa M HeoDXoauMaTa NpoNB/DKHUTeTHOCT Ha neyenneto ¢ [edrpuaxcon-MIP 2 g.

Oobngaitaa KO3POBK2

Be2pacray » nioapacteamu (12 - 18 roguHy, TenecHo terno > 50 ko).

1 -2 g ceftriaxone eapH 05T AHSBHO.

B ciyuali Ha TeKKH, AUBOTO20CTpAMNABALIN HHEKIHMH KaTo cencHe (OTpaBiHe Ha KPBHETA), Ha30KOHMANHA
TIHEBMOHM (ITHEBMOHMSE NPSAM3BHKAHA OT CHAHO YCTOMYHBH MHKPOOPIaHH3MH), baxTepHaneH MEHHHTHT U
IOpYTH, KaKTO M B cAy4ail yMepeHO YyBCTBHTENHH OakTepuH HO3aTa MOXe Jia ¢¢ HNOBMINU g0 4 g BeAHBXK
JHHEBHO.

HenoHocenu unu HOBODOJACHH A0 2 CenMHIIH:
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Cefiriaxon-MIP 2.0 ¢ PIL Bulgarian

Ot 20 mo 50 mg Ha kg TenecHo Terno/HeBHO.
JHoza ot 50 mg Ha kg TesecHO Tero/MHEBHO Ce CYXTA JOCTAaTHEYHA AOPH B CiydJal Ha TEXKH WHGPEKIHMH KaTo
MEHHHTHT.

HagHeHTH B HanlpenHalia BE3pact.
HpPI MalHeHTH B HANpeAHana Bb3pacT Ca BANHAHM NO3NUTE IPH BBE3PacTHH.

Ianpenty ¢ HapymeHa G50peuna dyHKIYNA 1 YepHOAPOOHY YBDEXAAHH:

HamanspaHe Ha 703aTa He € HEODXOOMMO NpH MAlMEHTH C HapymieHa ObpedHa (ZyHKIYHS IPH YCROBHE, be
yepHoapoOHaTa QYHKUHA e HOpManua., Cam0 NpH NanMeHTH ¢ KPEeATHHHHOB KIMPBHC (NOKazaten 3a
Opbpeunara ¢ynkousa) < 10 ml/min anerHara no3a He TpAOBa Ja HafBUIIABa 2 g.

Ilpu nmaipents ¢ 4epHoipoOHM HApYINEHWs He ce H3HCKBAa HaMalleHHe Ha Jo3aTa IIpH YCIOBHe, ue
OBOpeyHaTa QYHKIMA € 3ana3eHa.

TIpu manpenTt ¢ Texko OBOpeYHO HapyHIeHHe NPHUAPYKEHO ¢ HepHOApoOHA HEROCTATHUHOCT, IIasMeHaTa
KOHIIEHTpauus Ha cefiriaxone Tpabsa Aa ce cienu peIOBHO C LieN ananTHpaHe Ha J03aTa NPH HeoOX0OuMOCT.

XeM0o- WM IEPUTOHEANHA IHATIHRA:

Juanuzppady DaldeHTH He Ce HY)KAAAT OT JOWBAHNTENHa Hgosa ceftriaxone chen nuammza. Bee max
TIa3MeHNTe KOHIEHTPalid TpsOBa Aa ce CHeHAT C LIel J030Ba afanTalysl IpH HeoOXOMHMOCT, Thil KaTo npH
Te3U YIAHHUeHTH CKOPOCTTa Ha clIUMHMHHpaHe Moxke Ja Oble HaManeHa.

Cnenuannu 00306u IPenOPBRY

MeHUHEIUT:

TIpu BB3pacTHH, MOApAcTRAKA Hax 12 rofuHM H Aena ¢ tenecHo Terno Hap 50 kg, neueHueTo Tpsdra Aa ce
3anoune ¢ goza oT 100 mg/kg Tenecno Terno 3a 24 uaca BEAHLIK KHEBHO, Karo He TpiabBa Jia ce HaNXBEPIS
MaKcHMalHaTa £o3a oT 4 g JHERHO.

T1pu OaxrepuaneH MEHHHIHT IIpH KbpMAadeTa ¥ Jela JiedeHnero Tpsabea Ja ce 3anoyHe ¢ joza Mexay 50 u 100
mg/kg TelecHO Terno BeOHBXK AHeEHO. He Tpa6Ba na ce HafBHINaBA MaKCHMallHaTa AHeBHa Ko3a oT 2 g. [pu
HEJIOHOCEHH U HOBOPOAECHH JHeBHaTa 11032 ¢ 50 mg/kg TelecHo Tero.

Crnem nnesTH(HUMpane Ha IPHUHHKTEN B ONpPeeNITHEeTO Ha HeroBaTa YyBCTBHTEHOCT, J038Ta MOXKe Jia e
penyuMpa ChOTBETHO.

[TposemKeETENHOCTA Ha JIeYeHHETO 3aBHCH OT pasBUIMeTo Ha GonectTa. OOBuaiiHO ca OCTATRUHM €AHa [O
JIBE& CeIMHLIH.

T'onopes:
3a yedeHre Ha HEYCNOKHeHa roHoped fpH BOAPACTBAINK M BBE3PACTHH ce IpPeNophuBa eAWHHYHA 71033 OT

250 mg cefiriaxone npunoxena WHTpamyckynHo. Ilpenu 3anourane Ha JeyenmeTo TpAOBA Ja ce H3KIIOYH
HAJIHYHETO Ha CHUITHC.

Henonocenn u HOBOpONeHH MO 2 CeAMHIM [ONYHaBaT MHTPABEHO3HO €fMHUYHA fo3a oT 25 jmo 50 mg/kg
TERECHO TerNo 3a Npo(HnakTHKa W JledeHne Ha HH(eKOHH MpedHu3BHKAHH 0T gonococci. JIHeBHa 103a OT
125 mg ne TpadBa Oa ce HagBUINABA.

Bopenwnosa (I1 u I craymit):

BrapactH B noapactai (12 - 18 rogunn) noyuasar 2 g ceftriaxone BegHsx JHeBHO Hali-manko 14 aam.
Tpn Texky, pedpakTepHH Ha TEpards Ciy4au, ca NOK/IaJBaHK K034 N0 4 g NHEBHO.

TIpn mena no 11 romunwm, moza ot 50 mo 100 mg/kg TenmecHo Teryo BeAHEXK AHEBHO JO MaKCHMallHa JHEBHA
1032 OT 2 g ¥ NPOABDKHTERHOCT Ha eYeHHe He MO-Manko oT 14 nad.

IMepu-onepaTiBia IPOdHIAKTHKS:

3a mepHonepaTHBHA Npo(QHAAKTHKAE, eIHHUYHA #o3a oT cefiriaxone TpJﬂG{m_gg ce rnpunoxe 30-90 MuHyTH
9T,

2 il
npenu onepawusTa. Haii-o6mo fosara CHOTBETCTBA HA TEPANIGBIHIE "_,'T“C*raagapma noza. Ipenu
. RN T TR T
KOJIOpeKTallHa XHUpypriyda conepaums cefiriaxone Tpadea ma ce pi;uc}m-n-‘xo" HHauus © aHTHOHOTHK
MOKpPHBAaLL aHaepoOHyA GaxrepuaneH cIeKTEP. 53 e

Ciary

N
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Cefiriaxon-MIP 2.6 ¢ PIL Buigarian

Havynn na npanoxenne:

HuarpaseHO3HA MHAKEKIHI

3a uHTpapeno3HO HIDKekTHpaHe 2 g cefiriaxone ce pasTeapg B 20 ml BoAa 3a MEDKeKIHH. Taka NPATOTBEHHAT
Pa3TBOp Ce IKEeKTHpa AHPEKTHO HHTPaBEHO3HO B MPOALDKEeHHE Ha 2 1o 4 MunyTH (BrK pasnen “Crrenuansn
rpeoke ipeaH ynotpeba Ha Iedrpuakcos-MIP 2 g”).

Hurparenozna nudyzns

CoIbpiKaHHeTo Ha HHQY3HOHHEAT (raxok ot 2 g ce pasteaps ¢ 40 ml ot eauH OT CIEOHHTE He CBABPKAIH
KalUuit pazTBOpH:

- Harpues xaopun 0,9 %

- Harpres xywopun 0,45 % + rmokosa 2,5 %

- rmokos3a s %

- rnmoxosa 10 %

- JeKcTpas 6 % B pasTBOp IIFOK03a 5 %

Hudysuara Tpabea ga ce npunoks 3a Haii-manko 30 min.

HurpaapTrepHalla KpaTia HH) V3N

Cefiriaxone crINo MOXe Aa C& IPHIOKU HHTpaapTepHanHo: 2 g ceftriaxone ce pasteapar B 50 ml of 0,9 %
i A P paapTep g P p. )

pa3TBOP Ha HATPHEB XJIOPHA M Ce MIDKEKTHpAT B arteria femoralis 3a 15 min, kato ce w3nonea nepdy3roHEa

HOMIIA.

Hurpamyckynna nHxeKups

3a uHTpamyckynHa umxekius Lledrpuakcon-MIP 2 g Tpabea na ce pastBopu B 7ml 1% pasteop Ha
lidocaine. IToiyuenuar pa3rsop Tpsadsa fa ¢e IPHIOKH IBN00KO MyCKY/IHO B INTyTeanHaTa ofnacT. He Tpadea
Jia ce HIDKEKTHpa T0Be4e OT 1 g Ha eHO MIDKeKLMOHHO MAcTo. ChabpKaiuy lidocaine pasTBOPM HHUKOra He
Tps0Ba ia Ce NpUNaraT HHTPaBacKyJIapHo. (BHXK CHUIO TOUKA 2).

3a neyeHue Ha HeBpoOOpeNHO3a WM TEXKKH HHPSKIMH KATO CEeNCHC M MEHHHIHT HHTPAMYCKYJIHOTO
NpUIoKeHHe He e NOAXoAIo. UHTpaMycKyNHO IPHNIOKEHHE He € TIOKa3HO NPH Jena noj 2 FOAUHH [I0pajH
MaJIKaTa MycKyJHa Maca.

IIpuroresane Ha pasTECpUTE

PazteopuTe Ha cefiriaxone He TpsabBa ja ce cMecBAT ¢ Pa3TBOPH CHABPKALIM APYrM aHTHOHOTHLH IOpPANH
BBE3MOKHA HechBMecTHMoct. Te chio xe Tpsabsa ma ce cMmecmBar ¢ Jipyry, ocBeH No-rope usbpoenure
pasTBOpH 3a wHQY3WI, U [O-CHeilHanHo, ceftriaxone He TpsOBa ha ce mpunara 3aefHO C JAPYTM Kawii
CBHABPIKALIY PA3TBOPH, KaTO pa3TBopute Ha Hartmann umu Ringer.

OceeH TOBa, Ha Da3ara Ha JIMTePATYpPHM JiaHHH, ceftriaxone He € CHEMECTHM CBC CIEHHHTE JIeKapcTRA:
amsacrine, vancomycin, flaconazole, aMrHOMHKOZHAHR anTHOROTHIW 1 labetalol.

Ilo Bpeme Ha riOArorOBKAata 3a MHTPaMyCKyJIHa MM HMHTPaBCHO3HAa MHSKEKIMA, IpaxTa BEB (IakoHa ce
pa3TBaps B CBETJIO JKEBIT AO KEXNHOapeH pasTBop.

TIpuroTBeHHAT Pa3TBOP TPSIORa Aa ce mpoBepsBa BH3yanHo, Tpabea Aa ce HIMOM3BAT caMO OMCTPH PasTBOPH
6e3 Bumumu vacTuiy. TIpuroTBeHHAT NPOAYKT € NpeiHa3HayYeH 3a ¢fHOKpaTHa ynorpeda. Heusnonssaunoro
KOJIMYECTBO TPAOBa fa ce H3XBLPIH.

B pmkakeB cnyvaii cefiriaxone He TpsbBa Ha ce cMecBa B eflHa CIPHUHLIOBKA C JPYTH IekapctBa (C
usKIoveHve Ha 1% pasreop Ha lidocaine hydrochloride, camo 32 HHTPaMYCKYTHH MHKEKIMN).

HpoxsmraTeAHOCT HA NPAJIOKEHNETO .
TIpoabIKUTENHOCTTA HA JIEYEeHHETO BAPHPA B 3aBHCHMOCT OT IIPOTHY e’ro 151 6'011ecrra Kakro nipu apyrare

kihd,
anTHOROTHLM, JieweHuero ¢ cefiriaxone Tpsbsa ma npoxs qfuﬁn NE”O}:, § zo 72 vaca cren

HODMaJIH3HpaHe HA TENeCHa TEMIEPATYPA MWIH IIPH NALMEeHTa %‘YIGTaHO‘BeHH i} E}g 3a GaxrepuanHa
CIITMMHHaLHA. g . E){
@
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Ceftriaxon-MIP 2.0 g PIL Bulgarian

Aro cme nonysunu no-sucoxa om npeonucanana 003a Hedmpuarcon-MIP 2 g:

- THIHYHE CHMOTOMH Ha TIpefio3HpaHe He ce HaboaBar.

- CHUMIOTOMMTE Ha HHTOKCHMKAIHA CBOTBETCTBAT Ha Npodiiia Ha HEKEIAHHTE JICKapCTBEHH peaKIfHu (BHK
paznen 4 “Hexxenanu leKaperBeHH peakipy”). CHMITTOMHTE OT XpaHOCMIJIATENIHMS TPAKT ca AOKaiBaHH
IJIZBHO TPH NALMEHTH CBC CHIBTCTBAING 3a00i1s8aHe OT KaMbHH B OBOperMTe HAM XABYKATA.

- Ilpu cnemHOCT, HeOOXOAMMITE MEPONIPHATHA 32 JIeYeHHe TIpH ClIy4aH Ha Ipeposupase TpsbBa jga ce
npennpueMar or Bamms nekap. CnenuduiyeH agTHAOT He € H3BECTEH.

- Cefiriaxone He MOXe J1a ce elTMMHUHIpA Ype3 AUali3a.

Edexr npx npexparasane u2a nedeanero ¢ Medrpnakcon-MIP 2 g

HpexxAeBpeMeHHOTO IpeKparsBaHe Ha nedeHuero ¢ Ledrrpraxcon-MIP 2 g usnara Ha omacHOCT ycriexa Of
TEYSHHETO.

4. Bb3MOXKHY HexeJaHH JTeKAPCTBEHN PeaKIum
Kaxro Besixo siekapereo edtpuakcon-MIP 2 g Moxxe Nla Ipeayu3BHKa HEeXKENIaH! JISKAPCTBEHH PeakIHU.

3a omeHKa Ha HeXeNnaHHTe JIEKAPCTBEHH peaKHH € IMOAC3HO Ja €€ H3II0JA3Ba CllagHaTa Knacmbnxaum Ha
yecToTa uM.

MHuoro secTH: Yecrn:

[Ioeue ot 1 Ha 10 nexyBaHM NanMeHTH Io-manxo ot 1 na 10 Ho moBewe or 1 na 100
JIEKYBaHH NAlHEeHTH

HevecTn: Penpcir:

Io-mManko of 1 Ha 100 wo moeeue or 1 ma 1 000 |IHo-manko ot 1 Ha 1 000 HO nogeve or 1 na

JICKYBAHW NalMeHTH 10 000 nexypanun nanyeHTH

Mpuore peaku:
1 wma mo-Manko or 1 ma 10 000 mexyBaHm marnyeHTH, BEJIOYHTEIHO H30IMMpaHHTe OOKIANH 33 HEXKeIaHH
JIEKAPCTBEHHU Peakuiu

Hescenann JACKAPCIineer peaxKii

Hudexym

- Heyectn: MuKo32 Ha reHUTAIHUE TPaKT.

KpbB u numdbna cucreMa MHHAMAaTHO YIObKaBeHe Ha TIPOTPOMOHHOBOTO BpeMe

- Pepmxmu: (moBHILIEHA TeHIEHUHA KbM KBPBEHE KaKTo IpH
tedanocnopurnte ¢ N-methyl-thiotetrazolyl- pepura He e
JOKIIaI(BAHA).

Jlepronernus (Hamanspane 6pos Ha OenuTe KPHEHU KIETKH),
rpaHyJIONMTOTIEHHS (HEYTPOEH ) H €03UHOMHITHS.

- Mpnoro peakh TpOoMGOIMTONIEHH S M arpaHyJIonuTosa (< 500/mm’), kEcHa,
Hai "ecTo cnel AedeHyre oT 10 qHu ¥ Totranna no3a> 20 g
cefiriaxone.

Anemud (XeMOAHTHYHA aHEMHS)

Hvynna cuctemMa JlexapcTBeHa TpecKa HIIH pasTpHCaHe.

- Yecru: AnepTHYHK KoxHY peakimd (k. "Koxka M IOZKOMHHM
THKaHH").

- Pemxm: TesxKu OCTPH PEAKIHU Ha CBDTXHYBEIRHTENHOCT
(anadunakcus u aHagm Hl‘fil’/i":di)'éa_}aiﬁy@ (Meponpuarus 3a
NpPOTHBOAEHCTEHE B 1R '

TexKH KOXKHY peaKry W TEKaHR").
Page 7 of 9
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Cefiriaxon-MIP 2.0 g PIL Bulgarian

Heprua cHcTeMa
-  Hewecrn:

I'nasobonue W 3aMaiipane.

XpOoHOCMUIIATEIIeH TPAKT
- Heuectn:

Br3najieHye Ha THraBMLATA HA YOTATA HIIH €3HKA (CTOMATHT,
TJIOCHT) H CTOMALIHOYPeBHH pascTpoiicTea nox dopmara Ha
OTCHCTBHE Ha aNleTHT, raJieHe, IOBphillaHe, KOpeMHH OONKY,
Kalapy U3NpaKHEHNA H JHapus.

Te3u Hexenanu JSKAPCTBEHH PEaKGHH ca MHOTO JISKH U Haki-
YeCTO MPEMHHARAT CHEJi IPeKpaTABaHe Ha TepanusaTa.

- Ms=oro peaku:

IcesroMeMOpaHo3eH KOMHT (TEXKKa, IEPCHCTHpaia AHapus
IO BpEME Ha JICYEHHETO HIH Npe3 IbPRUTE CeIAMKLM CIICH,
Hero), Hali-qecto npenusBukana ot Clostridium difficile (3a
MepOIIPHATHS 33 NPOTHBOAEHCTBHE BIDK I10-TIOTY).

HepHoapoOHOSIIILYHA-TAHKPeacHa
cHcreMa
- MHoro 4ecTH:

HPPI Aena: NpelfIHTATH Ha KaJIDHEBA COJl Ha ceftriaxone B
FKNBUHHA MEXYP HITH RITEYHUTE NBTHHIA, KONTO H3TTICKAAT
KaTO CEHKH ITpH exorpatbcxo H3CIHEABAHEC M H34YC3BAaT CHEl
IpeKpaTABaHe WK NPHKIIIOYBAHC Ha JISYEHUETO.

- Uecrn: ITopWIuaBaHe HHBOTO Ha YepHOAPOOHKTE €H3UMH B cepyMa
(SGOT, SGPT, ankanna docdaraza)
- Penxm: TTpy BE3pacTHH: NPEHUIHTATH OT KallleBa coll Ha

cefiriaxone B 3TBUHME MEXYD HIIM JUTBYHHTE IETHINA, Hall-
YecTO Clief] IpHiIaraHe Ha 0-BHCOKH OT [IPeNOpbUBAHHTS
Hozd cefiriaxone.

TMankpuaTuT, FH3MOKHOCT 32 3alyIUBaHe HA KITBYHHTE
meTinta. He Moxke fa ce M3KIMIOUH BL3MOXKHOCT HAHKPEaTHTa
2a ce ripefin3BUKBa OT ceftriaxone, AeficrBaly B JABUHISA
MEXYp KaTo KO(GakTop MK aKTHBATOP.

B penxuTe cirydau, B KOMTO IAHKPEATHTA Ce IPUAPYKaBa OT
KIHHAYHH CHMITOMH, Hallp. G0/Ka, ce mpenopbuBaT
CHMOTOMATHYHE MeponpusatHs. Crlo Tpabea ja ce uMa B
OpenBujl IPeKpaTsBaHe Ha TepanvsaTa.

Kosxa ¥ IOAKOXHE TEKAaHA
- Yecrm:

Anlepruynu KOXKHE peakuus (Harp. TepMaTHT, ypTHKapus,
eK3aHTeM, ChpOEeK), OTOK Ha KOXKaTa ¥ CTABHTE.

- Penxu:

TexkH KOXKHY peakuuy, Bkmouray Erythema multiforme,
cHHAPOM Ha Stevens-Johnson u cunapom na Lyell / Toxcu4ana
JepMaHa HeKposa.

Br0peny ¥ nHKOYHH THTANA
- Penxu:

INoeniuasade Ha CepYMHUA KpeaTHHHH ¥ HaMalliBaHe
KOJIHYCCTBOTC Ha OTAGIIHATA YPHHA.

- M=oro pemu:

[peuunaraty ot ceftriaxone B OpOpeiture, Hali-yecTo ApH
Jelia Hax 3 roAMHY JeKYBAHH WM C BUCOKa JHEBHA 1034
(nanp. 80 mg/kg TenecHO TErNIO MIM NOBeYe) MIIM ¢ 00LIa
nosa 10 g 1 MMamu Apyru puckoBH (akropu (Hanp.
obe3BopHABaHe, 0be3nBIDKBaKE U AD.). ToRa ABIEHHE MOXKe
Ja He 6bHe NPHAPYKEHO ¢ AMCKOM(OPT, HO MOXKE CHIN0 H Aa
npemsBHKa AMcKoMpopT i 660pednn Hapyinerns. Bee nak
Te3H CHMITTOMH ca peBepmGme Qpen NIpeKpaTAEaHe Ha
TepanugTa ¢ cefiriaxone.

00y pascTpolicTBa ¥ YCIIOKHEHN Ha

HIPHEKITHOHHOTO MACTO
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Ceftriaxon-MIP 2.6 g PIL Bulyurian

- UYecrn: Br3nanurelHH HapyHIEHHS Ha BeHO3HATa CTeHa (o

; Tpombodnedut) 1 GOMKY HAa HEIKEKIHOKHOTO MACTO CIIER
HHTPaBEHO3HO NpHpoxeHue. [To BpeMe Ha 6BP30 BEHOZHO
HMHXKEKTHPaHe MO3Ke J1a HaCTRIAT rageHe 1 o6pus. Toea Moxe
Jia ce NpefOTBPaTH Ype3 OaBHO HHXKeKTHpane (3a 2 Jo 4 min).
HnrpaMycKynHaTa MEsKeKims ¢ ceftriaxone e HonesHeHa u
nopany ToBa TpOBa Jia ce IpaBH B KOMOHHANMA C Pa3TBOPH
Ha Jioxansu anecTeTHIH (1% pasteop Ha lidocaine
hydrochloride) (Bux e pasmen 2 1 3).

Crienyanyy HexenaHH JeKapCTBEHI Peaxuus na Herxheimer mo Bpeme Ha neueHneTo Ha
PeaKLMH CIIMPOXETO3M, KaTo Oopento3a, oA dopaMara Ha TPEcKa,
- Yecrn: BTpuCane, TTapoboIHe U craBHy Oonku. Topa e ciefcTBHE Ha

faxrepunuanua edekT Ha ceftriaxone cperty borrelia.
TTannentate TpsORa Aa Gpaar naGOpMHUpPaHH 32 (akTa, ye
TOBA € YECTO HAaCTRHBANIO 1 00M4aiHO CIeACTBHE OT
anTHOHOTHUHAT2 Tepanus ra Oopenyosara. Chex ABIro
NPOEBIDKHIIA Tepanka Ha Gopennosa ¢ cefiriaxone, cuMnroMu
KaTO KOXXHH peakuns, chplex, Tpecka, HamanseaHe 6pos Ha
JIEBKOLATATE, TIOBUIIEHHE HA YepHOAPOOHUTE SH3AMH,
3aTpyAHEHO JHIIAHE U CTaBHE Oonku ca Oxwmm onucany. Tosn
JNuckoMQOopT CHOTBETCTBA YACTHYHO Ha CHMITOMHTE Ha
bopennosara.

Ilpomusodericmsue

Crenuurre HesKeNaHH JIEKAPCTBEHH peakitid (32 JONBAHKUTENHA HH(QOPMAIHA 34 Te3H HEXENIAHH JIGKapCTBEHH
PeaKIMM BIDK IIO-TOpe) MOTaT Ia 6nuar xHUBOTO3acTpamasaind. ITopazu ToBa, HezabaBHO MHG(OpMHpaiiTe
JISKAPA, KO HAKOE OT TAX HAaCTBIM BHE3aITHO MM CTaHe HEOYAKBAHO CEPHO3HO.

IcernomeMOpaHO3eH KONNT:

Jlexapst Tpabra na ofcbOH npekparseaHe Ha jedenwero ¢ Iledrpmaxcon-MIP 2 g B 3aBHcHMOCT OT
[OKAa3aHUATR M @Ko ¢ HeoOXOmHMO Jla mpennpHeme He3abaBHO HeoDXOMMMHTE KIMEHYHM MEPKH (Haip.
IpHeMaHe Ha CHeHHATHH anTuGHOTHUW/XuMuoTepanesTHini). JlekapcTsa NHOATHCKAINM ABIDKGHHAT2 Ha
yeppara (epucranTHKaTa) He TpsOBa Ila ce mpHeMar.

Texku OCTpY peaxKiK Ha CEPBXYYRCTRATCITHOCT (Hamp. aHath.IIaKCHﬂ ):

IMpunaranero va Iedrpuakcos-MIP 2 g Tpabpa Ka ce npekpaTH He3a0aBHO M Jla C€ 3aMOYHAT CHENIHH
MEpOILIPHTHS OT Jiekaps, kojito Tpabea na 6s4e mHGOpMApaH He3a0aBHO.

Monsa undopmupaiite Bamms nexap wmm (apManerT ako 3a0enexuTe HEKENaHH JEKAPCTBEHH DEaKIMH
HEOIMCaHH B Ta3H AHCTOBKA.

5. Kar ce cexpanssasa Hedrpuaxcon-MIP 2 g?
CrxpangBaiiTe TeKapCIBOTO HA MACTO HEJOCTHIIHO 32 Jelia.

He usnonssaitte IeKApCTROTO CHEN U3THYAHE CPOKA HAa TOJHOCT, O3HAYEH Ha OIaKOBKaTa M (UIaKoHa.

Ha ce cwxpaussa npu Temneparypa moa 30°C! Cexpanssaiite ¢raxoHa B KapTOHeHATa KyTHA © L
eLMa3BaHe OT CBeTNHHA!
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PazrsopsT TpsbBa ma ce HM3NMON3Ba He3abaBHO CreN IIPHUFOTBA
Ka4eCTBaTa cH IpH CEXpaHeHHe Jo 24 yaca NpH TEMIIEpATypa OT
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Hdara na mocienya penaxkuns Ha texera: Jlekemepn 2005
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