JUCTOBKA



JIucroBka: nHGopManus 3a NaNHEHTA

IHedrpuakcon Antad®apma 1 g npax 3a HHKeKIHOHeH/HH)Y3HOHEH PAa3TBOP
Ceftriaxone AptaPharma 1 g powder for solution for injection/infusion

Hedrpuakcon Anrad®apma 2 g npax 3a HHKeKIIHOHEeH/HHPY3HOHEH pPa3TBOP
Ceftriaxone AptaPharma 2 g powder for solution for injection/infusion

uedrpuakcon/ceftriaxone

IIpoyeTeTe BHHMATE/IHO NSJIATA JJHCTOBKA, NpeaH 1a Bu 6b1e npuiiokeno ToBa JIEKApCTBO, Thil

KATO TH Cbhbpka BaskHa 3a Bac undopmanns.

- 3anasere Ta3u JTMCTOBKA. Moxe /1a ce HaJIOXKH 11a A [POYETETE OTHOBO.

- AKO UMaTe HAKaKBH JOMbJIHUTEIHH BBIPOCH, nonuTaite Baluus nexap. Gapmauest nim
MEJIMLIMHCKA cecTpa.

- Toga nekapceTBo e npeanucano au4Ho Ha Bac. He ro npeorcrbnsaiite Ha apyru xopa. To moxke
Ja UM HaBpE/IH, HE3aBUCHMO Y€ NPHU3HALIMTE Ha TAXHOTO 3ab0/1sABaHe ca ChlMTe KaTo BawwMre.

- AKO MoyuMTe HSIKaKBH HEKE/NAaHH JIEKAPCTBEHH peaklMH, yBeaomete Bawus nekap,
(dbapmaleBT WK MeIMLIMHCKA cecTpa. ToBa BKJIIOYBA M BCHYKH Bb3MOJKHH HEXKEJAHH PEaKLHH,
HEOINUCAHH B Ta3u JIMCTOBKA. Buikre Touka 4.

KakBo cbIbpiKa TA3H JHCTOBKA:

Kakso npeacrasnssa Lledgrpuakcon Antadapma u 3a KakBo ce H3M03Ba

KakBo TpabBa na 3Haete, npeau na Bu 6bae npunoxen lledrpuakcon Anradapma
Kak ce npunara Lledprprakcon Anradapma

Bb3MOKHH HexenaHu peakuuu

Kak na cexpanssare Lledtpnakcon Antadapma

Cbabp:KaHHe Ha OMAKOBKATa W J0MbIHUTEIHA HHOpPMaLHS

S i e PR

1.  Kaxkso npeacraBassa Hedrpuakcon Anta®apma n 3a KaKBO ce H3M0J13Ba

Iledrpuakcon Anta®apma € aHTHOMOTHK, KOHTO C€ 1aBa Ha Bb3PACTHH M Jlela (BKIIOYHTETHO
HoBopoJeHu Oebera). JleficTa kato yOuBa Gakrepuute, npuuuHsBaluM WHdekuun. Tol npuHapIeKH
KbM rpyTia JIeKapeTpBa, HapeyeHH Ledanocrnop1tu.

Lleprprakcon Anta®apma ce H3M0/13Ba 3a JIeYEHHE HA HH(EKLIMKU Ha:
® MO3bKa (MEHHHIHUT);

® Genure 1pobose; W3NLNHUTENHA ATEHLIWS 10 NEKAPCTBATA

® CpECAHOTO YXO. Jlucmobka - MpuAcmenua 2

® KOpeMa M KOpeMHaTa cTeHa (MepUTOHHT); /

. nuiquHTe rimma : 61>6pe11w]:e; Koo Poz. e .. oAU AL0080 /S ...
® KOCTHTE U CTABMTE; Paspewerise Ne A pe. MR

® KO)KATa WJIH MEKHTE ThKaHH; BG/MA/MP - ?208‘%‘83 ..... /wahD
® KpbBTa; OGOBPEHUE Mo ...........cc...... . " S 2 eessommorens
® CbpLETO;

Toi#i moxe na ce npuiara:

® 33 JjleYeHHe Ha HAKOH MHOEKLMH, NpelaBaHy 1o NoJIOB MbT (FOHOpes U CHHIHC); _

® 32 JieYeHHe Ha MAlMEHTH ¢ HUCHK Opoi OeNli KPBBHH KNeTKH (HeYTPONEHHs ), KOMTO H

NOBMLLEHA TeMIIepaTypa Be/leACTBHEe HAa bakTepHaiHa MHDeKLuUs;

® 3a jieyeHue Ha MHpekMu Ha GenTe 1podOBE MPH BB3PACTHH C XPOHHYEH OPOHXH

e 33 jieyeHHe Ha JlakiMcka OonecT (MpUYMHEHA OT yXanBaHe OT KbpJexk) NpH Bb3pa
BKJIIOYHTETHO HOBOPOeHH OedeTa oT 15-1HeBHa Bb3pacT:

® 33 npeanaBaHe OT HHGEKLHUHK N0 BpeMe Ha XUPYPruuHU Onepauus.




2. Kakso TpafBa na 3uaete, npean na Bu 6n1e npuioxken Hedrpuakcon Anta®apma

He TpatBa aa By 6nae npaaaran Hedrpnakcon Anra®apma ako:

® CTe aNepruuHl KbM LUeTPHAKCOH HITH KBM HAKOS OT OCTAHAIHTE ChCTaBKH Ha TOBA JIEKAPCTRO
(¥M36poenH B Touka 6);

® CTe MMalld BHE3aNHa WM TeXKKa aePrivHa peakuns KbM IeHHUAIHH W 10J400HH aHTHOHOTHLIH
{xaTo nedanocnopuHH, kapbaneHeMH UM MoHoOakTamu) . [IpHU3HALMTE BIITIOUBAT BHE3ANHO
MoAYBaHe Ha MbPAOTO HIH JIMUETO, KOBTO MOXKE Ja HarnpaBu TPyAHO JULIAHETO H
MperTbIaHeTo, BHE3aMHO NMOLYBaHE HA PBLETE, CThNANAaTa M rneseHuTe, 6onka B 0bnacTra Ha
rPBAHKA KOWI H TeXBK 0OpHB, KO#iTO ce pazBuBa 61p30;

® CTE aAepruiHy KbM nuaokaHu H we Bu 6vae npunaran Ledrpuakcon Anradapma karo
MYCKYJHA MHIKEKLMNA;

He¢rpuaxcon Antadapma He Tpabea Ja ce npHaara Ha:
* HeOHOCEHH HOBOpoJeHH Oebeta
® JOHOCeHH HoBopodeHH Gebera (10 28-nHeBHa BB3PACT), KOMTO MMAT OMnpeaeNeHH npobneMH ¢
KPBBTA WIH XKBATEHKLA ([IOKBATABAHE HA KOKATA HITH O410TO Ha OKOTO) UM TpabBa 1a WM
Obe NPANOKEH BEHOZHO NPOAYKT, ChABPMKALIL KaTLHH.

IIpeaynpexxaenHsa H NpeNASHH MEPKH
['oropete ¢ Bawua nekap, apMaueBT UM MEOHLMHCKA cecTpa, npeau Aa Bu 6bae npunoxen
Hedrpuakcon Anradapma, ako:
® HACKOPO CTE MPUENH HIH NPEACTOH Ja NPHEMETE MPOAYKTH, KOUTO ChAbPHKAT KAJILIHH.
® HAcKOpO CT¢ MMalH AWapus cnel aHTUOHOTHYHO NeveHHe. AKO HMaTe HiIH CTe HMatH YpPeBHHU
npofieMH, Mo-CreHATHO KOIHT (BB3NaNeHHE Ha YepBaTa).
® 1Mare 4epHOAPoOHH WK 6b6peuny npobneMu (BHKTE TOUKA 4).
® MMaTe KAMBHH B JKThuKaTa WM B 6uOpeuuTe.
® MMaTe ApYrH 3abo/aBaHus, KAaTO XeMOMTHYHA aHEMHA (HaMalleH Opoil YepBeHH KPBBHH
KJIETKH, KOETO MOME J]a HanpaBH KoxkaTa Bu 1a usrnexaa 61enoxbiata 4 Aa npHyYMHH cnabocTt
WIH 3aTPyJHEHO AMILIAHE).
® CTE Ha AMeTa ¢ HUCKO ChABLPKAHHE HA HATPHHA.
® LMaTe WiIH CTe WMAJIH NIped TOBa KOMOHHAUMA OT HAKOH OT CleHUTE CHMITOMH: 06pHB,
3auepBABaHe Ha Ko)kara, 00pasyBaHe Ha MEXYPH N0 OYHTE W YCTATa, JIOLICHE HA KOXKaTa,
BHCOKa TEMIEPATYpa, MPHUNONOAOOHH CUMNTOMH, NOBHUICHH HHBA HA YePHOAPOOHHUTE EH3HMH,
YCTaHOBEHM C KPBbBHH H3ClIe/IBaHMA, YBENHYaBaHe Ha 6pos Ha onpeaeneH THN OelH KpLBHH
1WIeTKH (e03HHO(UNHA) M YBenHYeHH TUMMHH BH3H (MPH3HALM HA TEKKH KOXHH PeaxkivH,
BIOKTE CBILO TOUKA 4 ,,Bb3MOiHH HeXkeNlaHHM peakuH™).

Ako TpnbBa 12 BH ce HANpaABH H3C/1€IBAHE HA KPBB HJIH YPHHA
Ako By ce npunara Iedrpuakcon Anta®apma NpoALIHKHTENHO BpEME, MOXKE J1a C€ HAIOKH /1a
NPaBHTE PEJOBHH KPBBHH H3cnensaHus. lledrpuakcon Anra®dapma Moxe 1a noemuse BbPXY
pe3yNTaTHTE OT U3CNEIBAHETO 3a 3aXap B KPLBTa H YPHHATA, M3BECTHO KaTo TecT Ha Kyymbe. Ako Bu
CE MpaBAT M3C/eABaHH:

¢ Ka3KEeTe Ha JIMLIETO, KOETO B3eMa npobara, ye ce nekysate ¢ lledTpuakcon Antadapma.

Ako cTe auabeTuk WM Tpabea Ja Bu ce cneau HMBOTO Ha KpBBHATA 3axap, He TpAGBa Ja U3Non3Bare
ONpeNeneHH CHCTEMH 38 MOHUTODHHI Ha KPbBHATa 3aXap, KOMTO MOTAT 1a ONPEAS/IAT HeMPaBHIHO
KpbBHATa 3aXap, 0KaTO NpHeMaTe He(TPHAKCOH. AKO M3MON3BATE TAKHBA CHCTEMM, MMPOBEPETE

Heo6xoauMocT TpaOBa Aa ce M3MO/3BAT ANTEPHATHBHH METOM 38 TECTBAHE.
Jema

['oBopete ¢ Bawng nekap, GpapmauesT MM MeAHLUMHCKA CecTpa, NpedH Ha aeteto Bu
npunarad Ledrpuakcon Anradapma, ako:




e Hackopo Ha Bawero pete e npeanucaH Win Tpabea Aa My 6bae NPUIOKEH BEHO3HO NPOAYKT,
KOHTO ChABbPKA KATUHIA.

Jdpyrn nekapcersa u lledgrprakcon Antad®apma
Tpabea na kaxere Ha Bamns nexap wid gapMaLeBT, aKo NpUEMaTe, HACKOPO CTE MPHEMATH HIH €
BBE3MOXKHO 1A MpUEMaTe APYTrd ACKAPCTRA.

ITo- cneunanHo, HHopMApaiiTe Bawinsg fekap win GapMaueBT aKo MpUeMaTe HAKOE OT CeIHHTE
JIEKapcTea:
* Bup aHTHOMOTHK, HApEUEH aMHHOTITMKO3ZHL.
¢ AHTHOHOTHK, HapeveH xJiopaMeHHKon (M3MON3BaH 3a NeYeHHe Ha MHDEKLWH, 0c00eHO Ha
QUHUTE),

Bpemennoct, kbpMeHne H QepTHAHTET
* AKo cTe GpeMeHHa HITH KbPMHUTE, CMATATE, Ye MOXKe Aa CTe OPEMEHHa WK MIaHHpaTe
HpemenHocT, nockBeTBaliTe ce ¢ Bamws nekap npeau ynorpeGarta Ha TOBa JIeKapCTRO.
¢ Bawmar nexap we npeueHu nomnzara ot nesennero Bu ¢ Lledtpuakcon Antadapma cnpamo
pHcka 3a Baueto GeGe.

IMlodupane 1 pabora c ManiHHK
lledTpuakcon Antadapma Moxe 12 NPUUMHHE 3aMATHOCT. AKO ce UyBCTBaTe 3aMasHH, He iodupaiiTe
H HE H3MOo/3BaliTe HHCTPYMEHTH M MallWHH. ['oBopeTe ¢ Baiuuna nekap, ako HMaTe TakMBa CHMITTOMM.

Ie¢Tpuaxkcon AntTa®apmMa cLABP:KA RATPHii

edTpuakcon Anta®apma | g npax 3a HHXKEKUHOHEH/HHDY3HOHEH Pa3TBO
To3n nekapcTBeH NnpodyKT cbabpixka 82,8 mg HaTpuii (OCHOBEH KOMMOHEHT HAa FOTBAPCKATA COM) BhB
BCEKM | g, KOMTO ca eKBHBAIEHTHH Ha 4,15 % OT NpenopbuyMTeHUA MAKCHMANEH THEBEH NPHEM OT 2
€ HATPHH 3a BL3pacTeH.

Liedpuakcon Antadapma 2 g npax 3a MHXEKUHOHEH/MHDY3HOHEH Pa3TBOD

To3M nekapcTBeH NPOAYKT chaAbpXKa 165,6 mg HaTpHii (OCHOBEH KOMIIOHEHT HA FOTBAPCKaTa COM) BBE
BCEKM 2 g, KOHTO ca eKBHBANIEHTHY Ha 8,3 % OT NpenopbuMTe/HHA MAKCHMAIIEH JHEBEH [IPHEM OT 2 g
HaTpHH 33 Bb3PACTEH.

3. Kak ce npmiara lepTpuakcon Anta®apma

LledTpHakcon Anradapma 0OHKHOBEHO CE NpPHIIara OT JieKap WM MeIMLUMHCKA CECTpA.
® KankoBO (MHTPABEHO3HA MH(Y3HA) HAM KATC HHXKEKUHMA JHPSKTHO BLB BEHA WITH
®* B MYCKYJI.

Iledrpuakcon Antadapma ce MpUroTes OT AeKapA WM MEAMLIMHCKATA CECTPa H HAMA 1A Ce CMecBa
WIH Aa By ce nmpunara €AHOBPEMEHHO ¢ HHKEKLMH, ChIbPHKALUH KATLHH.

O6uvaiisa no3a

BainusaT nekap we onpeaeny npasuiHara no3a Hedrpuakcon Antadapma 3a Bac. JlosaTa e 3aBUCH
OT TEKECTTa M BH/IA HA HHPEKLMATA; JalH CTE HA HAKAKBH APYTH aHTHOMOTHUM; OT TETJIOTO H
Bb3pacTa Bu; or ToBa, kak pyHKUHOHMpAT 6LOpeLMTe W YepHHSA Bu Apo6. BpoAT AnK wiau ceamuuy, B
kouTo Bu ce npunara Iledrpuaxcon Anradapma, 3aBucu ot BMaa Ha HHDEKUMATE, KOSTO UMATE.

Bb3pacTHH, X0pa B cTapuecka BE3pacT W Jelia Ha Bb3pacT Ha H Haa 12 rofuHK ¢ TENECHO Terno, mo-
rofsMo UM pasHo Ha 50 kunorpama (kg): L
¢ 1102 g BeaHBX JHEBHO, B 3aBHCUMOCT OT TEXKECTTAa ¥ BUIA HA HpEKUUATA. AK
uHpekuus, BawuaT nekap we Bu aane no-sucoka no3a (10 4 g BeaHBXK IHEBH
Bu 103a e no-sucoka ot 2 g, Moke Aa Bu ce npunoxH, KaTo eAHHHYHA 1033 B

W/H KaTO JIBE OT/ENHH J03H.




HoBopoaenn, KbpMadteTa H Aena HA Bb3pacT oT 15 nuu g0 12 roqnuu ¢ TestecHo Terao noa 50 kg:
e 50-80 mg LedtpuakcoH AntadapMa Ha BCEKH KHIIOTPAM TEIECHO TEMIO HA NETETO BEAHBK
JHEBHO B 3aBUCHMOCT OT TeXecTTa H BMJa Ha HHpeKuuaTa. AKO UMaTe TeskKa HHbekLus,

Bawusar nekap me Bu nane no- ucoka aoza no 100 mg Ha BcekH KMIOrpaM TENECHO TErJ0 10
MAaKCHMYM 4 g BeHb# AHeBHO. Ako qHeBHaTa Bu 5032 € no BUcoka oT 2 g, moxke da Bu ce
NIPHIOKH KaTO €]Ha 4032 BEAHDBK JHEBHO MITH KaTO BE OTACTHH A03H,

¢ Jleua c tenecHo terno 50 kg unu noseue Tps6Ra na nonyyapaT oGHYaliHaTa 103a 38 Bb3pacTHH.

Hosoponenn Gebeta (0-14 1nn)
¢ 20-50 mg Ledrpuakcod Antad®apma Ha BCEKH KHJIOTPaM TEIECHO TErNIO HA ACTETO BEOHb’K
JHEBHO B 3aBUCHMOCT OT TeXeCTTa H BHAA HA HHDEKUuUATa,
¢ MaxcuManHaTa JHERHA 1033 HE TpA6Ba 1a 6bae moseye oT 50 mg HA BCEKH KUIOTPaM TENECHO
Tero Ha GebeTo.

Xopa ¢ yepHoApoGHR B 6L0peTHH NpobiaeMy

Moxe n1a Bu 6bae nageHa ao3a, paznuyHa ot obHyaiiHaTa. Baluuat nekap e pelu Kakeo
xonuyecTso LledTpuakcon Antadapma e Bu e neoGxonumo u e Bu ciieam o1énu3o B 3aBUCMMOCT
OT TEKECTTA Ha YepHOIpo6HOTO K 6B6peyHO 3a60n9BaHE.

Axo Bu e npunoxena noseve ot HeoGxonumara ao3a Hedrprakcon Anradapma
Ako cyuaiino nojlyuuTe foseye ot npeanucanara Bu go3a, BenHara ce cebpxere ¢ Bawnsg nexap
unK Haii-6nu3kara GonmHMLA.

AKo cTe nponycHaan Aa n3noj3saTte lHegrpuakcou Anrad®apma

AKO npornycHeTe HHXEKLHS, TPAOBA Aa s NONYYHTE RE3MOKHO Hali-ckopo. AKo o0aue e IoYTH BpeMe
3a c/leaBallaTa HHXKEeKLMA, IPONyCHeTe nponycHaTara MHkekuua. He npuemaiite neofiHa nosa (nBe
HHXKEKLHWH €IHOBPEMEHHO), 3a /1a KOMIIEHCHPATE MPOMyCcHATaTa A034.

Ako cTe cnpean ynotpefara Ha Heprpuaxcon Anradapma

He cnupaiite npuema Ha Ledrpuakcon Anta®apma, oceen ako Baluust nekap He Bu kaxe . 5a ro
HaNpaBHTe AKO UMATE HAKAKBH JOITBIHHTENHH BLNPOCH OTHOCHO yroTpebara Ha TOBA IEKAPCTBO,
nonuTaite Baliua nekap unu MEIUIIMHCKA CECTpa.

4. Bb3MOXKHH HEXeJAHH PeaknHH

KakTo BCHUKH ICKApCTBa, TOBA IEKAPCTBO MOXKE 12 NMpeIU3BHKa HEXKENaHH PeaKili, BLIPEKH Ye He
BCEKH ' NIONyYasa.
Ipu ynorpeba Ha TOBa A€KapCTBO MOTAT 12 Bb3HHKHAT CIEAHUTE HEXKENaHU PEaKLMK:

Texkn anepradnn peaknHH (¢ HeH3BECTHA YeCTOTA, OT HAJIMYHHTE JAHHH He Moxke 1A Gbae
HafnpaBeHa OlleHKa)
AKo HMaTe TexKKa anepru4Ha peakius, BeAHara KaxeTe Ha Jiekap.
Tpu3HaUMTE MOTAT Ja BKJIKIYBAT !
* Bue3anHo noJysaHe Ha JIMLETO, MbPJIOTO, YCTHHTE MK YcTaTa. ToBa MOXe ga 3aTpyaHH
JMLUAHETO WM NPErJbLIaHeTo.
¢ BHesanno nofyeaHe Ha peLETE, CThIANaTa U INE3EHHTE.
e bBonka B 061aCTTa Ha IPBIHHUS KOLL, CBLP3AHA C ANEPTHYHH PEAKLMH, KOATO MOXKE A2 € CHMITTOM
Ha CbpaeydeH HH(MapPKT, NPeRAH3IBHKAH OT aleprus (CHHApoM Ha KyHHuC).

TexKn KokHH 00PHBH (C HEA3BECTHA YE€CTOTA, OT HATHYHHTE IAHHH He MOKe 1a ObIe
HanpaBeHa OLEeHKA)
AKO MOTy4HTe TEXHBK KOXKEH OOpHB, BeAHAra KakeTe Ha Jtekap.

¢ lIpH3HaumTe MOTaT Jia BKJHOUBAT TEKBK OOPHUB, KOHTO ce pa3BHBa 6bp30, ¢ MeXy

TOKCHYHA E€MHAEPMANIHA HEKPOIIH3a)



KombuHauHMsa oT HAKOI OT cneHKUTe CUMITOMH: OGLIHpeH o6pHB, BHCOKA TenecHa
TeMMepaTypa, MOBHILABAHE HA YEPHOAPOOHHUTE EH3HMH, aHOMA/IHH B KPbBTa (€03UHOGHUNE),
YBETHYEHU TUMGOHU BB3TH H APYTH OPraHH Ha TAIOTO (JIeKAPCTBEHA PEaKLH ¢ €O3HHOQUITHA H
CUCTEMHH CHMITTOMHM, KOATO € H3BecTHA cbiuo Kato DRESS unu cunapom Ha
CBPBXYYBCTBHTENHOCT KbM JI€KapCTBa).

Peaxuus Ha Apuui-Xepkcxalmep, KOATO NPUYHHABA TPECKa, CTYICHH TPBIIKH, rMaBobonHe,
MYCKYJIHHM 6051kn U KoxeH 06puB, KoifTo 06MKHOBEHO ce camoorpann4asa. Toea ce nposessa
Manko cief 3anousaHe Ha Tepanud ¢ Legrpuakcon Anradapma 3a JieueHHe Ha HHGEKLIMH CbC
CNUpPOXeTH, KaTo JlafiMcka Gonecr.

Jleuenneto ¢ uedTPUAKCOH, OCOBEHO NIPH NALMEHTH B CTAPYECKA BB3PACT CLC CEPHO3HU MPOBIEMH ¢
6B6peunTe MM HEPBHATA CHCTEMA, MOXKE B PEIKH ClIydYad Aa MpeiH3BuKa NOHIKEHO HUBO Ha
Cb3HaHHE, HEeCTECTBEHH IBUKEHMS, Bb36yaa U rbpuoBe.

ﬂpyl"lfl BB3MOKHH HEXKCAAHH peaKLUHH:

YecTH (Morar aa 3acernar a0 1 na 10 xymmu)

OtrioHeHHs B 6pos Ha OeNHTE KPBBHH KIIETKH (HanpHMep MOHMXKeHKe Ha Gpos Ha
JIEBKOLIUTHTE W YBeNU4YeHue Ha Opos Ha e03HHOGHITHTE) M TPOMOOUKTHTE (TIOHKEHUE Ha Gpos
Ha TPOMOOLHTHTE),

Peaxu M3npaskHEHUS WITH AMapUS

[Tpomenu B pe3yATaTuTe OT KPBBHHTE W3CTEABaHHA 32 YepHOApoOHaTa hYHKUKMA.

O6pus

Heuectn (morar aa 3acerHar g0 1ua 100 nymmn)

I"bOMYHH HHOEKUHH (HanpUMep MIIEYHHLA).

HamansBane Ha 6poa Ha onpeaeneH BUA 6eNH KPLBHH KIETKH (IPaHyIOUHTONEHHS )
Hamanasane Ha 6pos Ha yepBEHHTE KPbBHH KIIETKH (aHEMH1).

[Tpobnemu ¢ HaunHa, NO KOHTO ce cbeHpBa KpbBTa Bu. CHMNITOMUTE MOraT Aa BKIIIOUBAT MECHO
obpasyBaHe Ha CHHHHH, KaKTO H 00NKa H NoJyBaHe Ha cTaBHTe Bu.

[naeobonue.

3amastHOCT.

l'anene wiu noBpbiLake.

Ipypuryc (cbpbex).

Bonka unu yceuate 3a napeHe no BeHaTa, KbJeTo e npunoxeH liedrpuakcon Anra®apma.
Bosika Ha MACTOTO Ha NOCTABAHE HA MHXKEKLMATA.

Bucoka remneparypa (Tpecka).

» OTknoHeHHe B H3cnenpaHe 2a 6b6peuHaTa GyHKUHS (NOBULIEH KPEATUHHH B KPBBTa).

Penxn (Morat na 3acernar 10 1ua 1000 aymmn)

Brananenue Ha aebenoto uepeo (konHT).CHMITOMUTE BKIIFOUBAT HApHA, 0OMKHOBEHO C KPBB H
¢y, 60/1Ka B kOpema H NOBHILEHA TeMIepaTypa.

3aTpyaHeHo avwiaHe (OpoHXOCMa3BM).

Hepasen o6pus (ypTHkapHs), KOHTO MOXe Aa MOKpHE roaMa YacT oT TanoTo BH, ¢ yceulaHe 3a
cbpbex M nopyBaHe.

KpbB HNM 3axap B ypHHaTa.

o [lonysane (3aabpiaHe HA TEUHOCTH)

Tpenepene.

C HeH3BeCTHA YeCTOTA (OT HANMYHHTE TAHRH HEe MOxkKe a4 Obae HAampaseHAa ouelma) ------- ——

Bropuuna nadekuus, KoATO MOXKe Aa He ce € MOBJIHANA OT NPE/ITHCAHUS NPEIH T
aHTHOHOTHK.

®opma Ha aHeMUsL, NPH KOATO YEPBEHHTE KPHBHH KIIETKH Ce pa3pyLUaBaT (XeM
AHEMHA).

Tesxko nonnwsxeHue Ha 6pos Ha onpeneneH BUA GeslM KPBBHH KJI€TKH {arpamnyJo



¢ ['bpuose.

o CBETOBBPTEXK.

* Brn3ananeHwe Ha naHkpeaca (nankpeatuT). CHMNTOMHTE BIUTIOYBAT MHOrO cHiTHa 6ofKka B
ropHaTa YacT Ha KOPEMa, KOATO €€ Pa3npoCTpaHsaBa KbM repba.

e BrLinaneHne Ha IMraBHLATA Ha YCTATa (CTOMATHT).

¢ Buinanenue Ha e3uka (rnocur). CHMITOMHTE BIJTIOUBAT NIOAYBAHE, 3auepBIBaHe H pa3paHABaHe
Ha e3HKa.

e [lpo6neMH ¢ HTBYHHA MEXYP H/IIH YEPHUA APOO, KOMTO MOraT Aa NpUYMHAT §omKa, ragexe,
NOBPBUIAHE, NOKBITABAHE Ha KOXKaTa, ChpOex, HeoOHUYANHO TEMHA YPHHA W M3NPAKHEHHS C
LIBAT HA ITHHA.

¢ HepponoruuHo 3abongeaHe, KOETO MOXKe 13 Bb3IHHKHE N1PH HOBOPOJEHH € TexkKa XK bJITeHHLA
(xepHHKTED).

o [Ipobnemu ¢ 6GOpeLIMTE, MPHUHMHEHH OT OTNAraHWA Ha LedTpuakcoH-kanuuii. BeamoxHo e na
1Ma GoJika NpH YpHUHHpPaHe HAH MAIKO KOJIHYECTBO Ha OTIE/EHATa YPHHA.

¢ Qanuupo MNONOXKHKTENEH pe3yaTaT oT TecTa Ha Kyym6c (M3cnenpaHe 3a HAKOH KPbBHH
HAPYILEHHUSA) .

o QaiLHBO NOJOKUTENEH PE3YITAT 3a ralakToleMus (HeoOHUaHHO HATPYNBAaHE Ha 3axXapTa
ranaKTosa).

o lledTpHakcon AntadapMa MOXe a NOBIHAE BbPXY HAKOH BHAOBE TECTOBE HA KPbBHA 3axap -
MOJif, KOHCYNTHpaiTe ce ¢ Bawuug nexap.

CpobmaBaHe HA HEJKEAAHH PEAKUHM

AKO MoMyynTe HAKAKBY HEXENaHU JIEKAPCTBEHH PeakLHH, YBeaomeTe Bamusnekap, papmaleBTHIM
MEIHIHHCKA cecTpa. ToBa BKIIOYBA BCHUKH BE3MOKHH HEOMHCAHH B TA3M JIMCTOBKA HEXeTaHH
peakuuHi. MokeTe Chlo A8 CLOGIIMTE HEXETaHH PeakUMH JHPEKTHO upes:

H3mbaHWTEMHA areHLliWA No JieKkapcTeara

yin. ,Jlaman I'pyeB” Ne 8

1303 Codus

brarapus

Ten.: +359 2 8903417

yebcadT: www.bda.bg.

Kato chobinaBaTe HexenaHH peakluH, MOXeTe Aa JafeTe CBOA PHHOC 32 [10JIy4YaBaHe Ha roseye
HHoOpMaLMa OTHOCHO De30MacHOCTTA Ha TOBA 1EKApPCTBO.

5. Kaxk ga cuxpannsarte Hedrprakcon AntadPapma

Jla ce cbxpaHABa Ha MACTO, HEAOCTBITHO 32 AELA.

He u3nonzpaiiTe ToBa NekapcTBO cliel] CPOKa Ha FOIHOCT, OTOENA3aH BbPXY €THKETA Ha $haKOHA WK
KapToHeHata onaxkoska cien (['oaen no:). CpokbT Ha FOJHOCT OTrOBapsA Ha MOCACAHHA JIEH OT

NOCOYCHHA MECELL

To3u nekapcTBEH MPOTYKT HE H3HCKBA CTIELIHATIHH TEMMNEPATYPHH YCIIOBHMA Ha ChbXpaHEHHE
Cobxpanapaiite pnakona B KAPTOHEHATA ONAKOBKA, 34 Ja Ce NPeAnasH OT CBET/IMHA.

Lle¢rprakcon Anra®apma pasTeopH ca 6e31BeTHH A0 XKBITH B 3aBUCHMOCT OT TAXHATA
KOHLIEHTPALHA, KOATO HE € CBhP3aHa C TIXHOTO JEHCTBHE, €PMKACHOCT H OHOCHMOCT.
Ilpuroreenus pazTeop TpaGBa Ja ce MPHIOXKH BeJHAra Ciell peKOHCTHTYHpPaHE.

He H3XB1:p.J'I$IFITe JIEKapCTBATA B KAHATTH3ALUATA HIIH B KOHTeﬁHepa 3a JoMallHH oTnaghb
IonuTaiite Bauus tbapmaueBT KaK [a H3XBBbPIATE JICKAPCTBATA, KOHTO BEUC HE H3MOJI
MCPKH L€ CMIOMOCrHAT 3a OlMa3BaHe Ha OKOJIHAaTa Cpeaa.



6. ChabpXkanHe HA ONAKOBKATA H JONbLIAHHTENHA ARdOpMAINHA
Kakepo ceabpaca Hedrpraxcon Anta®Papma

- AKTHBHO BelecTBO e LehTpHakcoH (ceftriaxone), kato uedTpHakcoH HaTpui (ceftriaxone
sodium)

etTpuakcon Anra®apma 1 g npax 3a HHXKEKLHOHEH/MHDY3INOHEH Pa3TBO
Bceku dnakon ceawpxa |1 g nedrpuakcon (cefiriaxone) kato uedrpHakcoH Hatpuil (ceftriaxone
sodium)
Lledrpuakcon Anra®apma 2 g Mpax 3a HIDKEKUHOHEH/MH(Y3HOHEH pPa3TBOP
Beeku ¢uiakoH chabpika 2 g nedrpuakcod (cefiriaxone) kato uedTpHakCOH HaTpuH (cefiriaxone
sodium)

Ledrpuakcord AnradapMa HE CbIIbPKa MOMOIIHH BEIIECTRA.
Kax marnexnaa Hedrprakcon AntaPapmMa 4 KAKBO ChAbPKA ONAKOBKATA
Lle¢rprakcon Anta®apma e nout 641 10 KBATEHHKAB Npax.

Ledtpnakcon Anradapma 1 g npax 3a HHKEKIIHOHEH/HH(Y3IMOHEH Pa3TBOp

10 ml 6e3uBeTHH cThkneny $nakoun Tun 111, 3aTBopenH cbe cuMkOHKH3Upana GpoMolyTinoBa
r'yMeHa 3amyluanKa U 3ane4aTaHy ¢ ATyMHHHeBa Kanayka ¢ YepBeH I1acTMacoB AHCK, B KAPTOHEHa
KYTHS.

Onakoek# 0T 10 dnakoHa 8 KyTHS.

Hedrpuakcod Antadapma 2 g npax 3a HHKEKUHOHEH/MHGYIHOHEH pa3TBOp

50 ml 6e3uBeTHH cThKTeHH (nakonn Tun 111, 3aTBOpeHH cbe cHnMKkoHM3UpaHa 6pomobyTHnOBa
ryMeHa 3amyLianKa W 3aneyaTaHy ¢ aTyMHHHEBA Kanadka ¢ IWIae IJ1acTMacoB JHCK, B KApTOHEHa
KYTHS.

OnakoBku oT 5 unu 10 ¢rakoHa B KYTHS.

He BcHuKH BHOOBE OMAKORKH MOrar Aa 6baar IyCHATH Ha na3apa.
IIpuTexaTen HA paspemieHHETO 3a ynorpeba

Apta Medica Internacional d.o.0.
Likozarjeva ul. 6

1000 Ljubljana

Crnoeenns

ITpousBoauTEIH

ACS Dobfar S.p.A

Nucleo Industriale S. Atto

S. Nicolo a Tordino, 64100 Teramo
Hranus

ACS Dobfar S.p.A
Via A. Fleming, 2
37135 Verona
Hranus

To3H JexapcTBeH NPOIYKT € paspelied 3a YRoTpeba B AbpkaBHTe 4ienkH Ha E
cJIeTHHTE HMEHA:

Vurapus  Cefiriaxon AptaPharma 1 g por oldatos injekci¢hoz vagy inflizichoz



ABCTpHA
bwarapus

Yexus
XbpBaTCcKa

[Tomna
PyMBHRAA

Cnosenus

CrnoBakus

Ceftriaxon AptaPharma 2 g por oldatos injekcidhoz vagy infuzidhoz

Ceftriaxon AptaPharma ! g Pulver zur Herstellung einer Injektions-/Infusionsldsung
Ceftriaxon AptaPharma 2 g Pulver zur Herstellung einer Injektions-/Infusionsisung
LedTtpuakcon Antadapma | g npax 3a uHxeKUHOHEH/HH(Y3HOHEH pa3TBOp
LedTpuakcon Anra®apma 2 g npax 3a HHXEeKLIHOHEH/HH(Y3MOHEH Pa3TBOp
Ceftriaxon AptaPharma

Ceftriakson AptaPharma 1 g prasak za otopinu za injekciju/infuziju

Ceftriakson AptaPharma 2 g prasak za otopinu za injekciju/infuziju

Ceftriaxon AptaPharma

Ceftriaxona AptaPharma 1 g pulbere pentru solutie injectabild/perfuzabila
Cefiriaxona AptaPharma 2 g pulbere pentru solutie injectabild/perfuzabila
Ceftriakson AptaPharma 1 g prasek za raztopino za injiciranje/infundiranje
Ceftriakson AptaPharma 2 g pra3ek za raztopino za injiciranje/infundiranje
Ceftriaxén AptaPharma 1 g prasok na injekény/infizny roztok

Ceftriaxén AptaPharma 2 g pradok na injekény/inflzny roztok

Jara Ha nocielHo Npepasriekiane Ha JHcTopraTa 15.06.2025
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[TocoueHata no-aony HHPOPMAIIMA € NMPeAHA3HAYEHA CaMO 32 MEJMLIHHCKH CNIELMATTHCTH:

Hedrpuaxkcon Anrad®apma 1 g npax 3a HHKeKIIHOHeH/AHPY3IHOHEH Pa3TBOp
Ceftriaxone AptaPharma 1 g powder for solution for injection/infusion

Hedrpuakcon Anta®apma 2 g npax 3a HIKeKIIHOHEH/HAQYIHOHEH Pa3TBOP
Ceftriaxone AptaPharma 2 g powder for solution for injection/infusion

uegTpnaxcon/ceftriaxone
Hpuzomeane nHa unncexyuonen unu UnQy3uoHen paimeop

KoHueHTpaunn 3a MHTpaBeHo3Ha WHkekuua: 100 mg/ml
KoHuenTpatnu 3a uHTpaBeHo3Ha uHdy3us: 50 mg/mi

Ot MUKpOOHONOrHYHA rileHa TOMKA, OCBEH aKO HAYMHbT Ha OTBapAHe/ PEKOHCTHTYHpaHe/
paspeskaate He U3KIHoUBa PUCKA OT MUKpOGHO 3aMbpcaBaHe, MPOAYKThT TpAOBa 1a C€ H3N0a3Ba
He3abaBHO.

AKO He Cce U3NOJI3Ea BeHAra, CpoKa H YCJIOBHATA 32 ChXPaHeHHe ca OTIOBOPHOCT HA NOTpeOHUTENs.

Ledrpuakcon Antadapma He TpabGBa a ce cMecBa B €1Ha W ChLIA CTIPHHLOBKA C APYTO JIEKapCTBO,
paziany4HO ot 1% (10 mg / ml) pasrBop Ha IHA0KaHHOB XHAPOXJIOPHA (CaMO 33 HHTPaMYCKYJTHO
HHKEKTUPAHE).

Hudy3nonnara nuHua pabea na ce npoMHBa ciiel BCAKO NPHIIOKEHHE.

Ledrpuakcon Arra®apma 1 g npax 3a MHKeKLHOHeH/MHYIUOHEH PAa3TBOD

3a LV, umxexuns | g Lledrprakcod Anradapma ce pasteapa B 10 ml Boaa 3a unkekumm.
Hukekunata TpaGea aa ce npuiara B NpOALIKEHHE Ha 5 MHHYTH, IUPEKTHO BLB BEHATA WITH upes
JIMHMATA 32 HHTPaBEHO3Ha HH(Y3HA.

3ai.m. wmkexunsn 1 g [ledrprakcon Anta®apma ce pasteapa B 3,5 ml 1% (10 mg/ml) pasreop Ha
JUIOKAHHOB XHApOXJIOpHA. PasTBopbT TpAbBa na ce npunara upe3 AbA60KA MyCKyJTHA HHKEKLUA.
Jo3m, no-rosiemu oT | g, TpabBa aa ObAaT pazaeneHn U MHXKEKTHPaHH Ha MOBeyve OT eHO MACTO.
3a xparka i.v. undysns | g ledrprakcon Antadapma ce pasreaps B 20 ml Boaa 3a HHKEKUHH,
0,9% (9 mg/ml) natpues x1opua, Hatpues xnopua 0,45% (4,5 mg/ml) + rmokosza 2,5% (25 mg/ml),
5% (50 mg/ml) win 10% (100 mg/ml) rnioxo3eH pa3ateop, aekcrpa 6% (60 mg/ml) B rmoko3a 5%
(50 mg/ml) unu xuapokcueTn nuwecrte 6 - 10 % (60-100 mg/ml).

LledTpuakcon Anra®apma 2 g npax 3a HHXEKUMOHEH/MH(Y3IMOHEH pa3TBOP

3a i.v. ungysun 2 g Ileprprakcon Anradapma ce pasteapsa B 40 ml Boga 3a urxexuuu, 0,9% (9
mg/ml) HatpueB xopun, Hatpues xsopua 0,45% (4,5 mg/ml) + rmoxkoza 2,5% (25 mg/ml), 5% (50
mg/ml) unn 10% (100 mg/ml) rnrokozen pazrsop, aekcrpan 6% (60 mg/ml) B raroxosa 5% (50
mg/ml} wiu xuapokcHeTHa Hulecte 6 - 10 % (60-100 mg/mt).

Hudyyznara tpabea aa ce npuiara B npogb/ikeHue Ha noHe 30 MUHYTH.

[Tpu HoBOpOAEHHM TPAORA Aa ce NPHNAaraT MHTPABEHO3HH JIO3M B NPOABIKEHHE HA 60 MUHYTH, 3a a ce
HaMaJlH NOTEHLHATHHAT PUCK OT SWIHMPYOHHOBA eHLedhanonaTHa.

Camo 3a exHokpaTHa ynotpeba.

[MpomMeHuTE B LIBETA, OT GE3LUBETEH 10 JKBIT, HE BIHAAT BPXY €(EKTa Ha NPOAYKTA.
Uznonzeaiite camo 6UCTpH pazTBOpH, 683 BUIHMH HaCTHLN.

Heuznon3paHusT lekapcTBEH MPOAYKT HiH OTNAXBbYHHTE MaTEPHAH OT Hero Tpabea
B CHOTBETCTBHE C MECTHHTE H3MCKBAHMA.
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