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JlucroBka: nugopmanus 3a nanHeHTa

He¢rpnakcon Tenamua 1000 mg npax 3a HHKEKIHOHEH Pa3TBO UJ- LUl
Ceftriaxone Tenamyd 1000 mg powder for solution for injection

uedrpuakcoH (ceftriaxone)

IIpouereTe BHHMATE/IHO UAJIATA JIHCTOBKA, NPE/IH /12 3aN04YHETE J1a H3M0J/I3BaTe TOBA
JIEKAPCTBO, Thil KATO TH ChAbp:Ka BakHa 3a Bac undopmanus.

3amasere Ta3H JIMCTOBKA. Moske a ce HaJI0KH J1a 1 NPOYETETE OTHOBO.

AKO HMaTe HIKaKBH JIONbJIHUTE/IHK BBIIPOCH, nonuTaite Bawus nekap, apmauest wim
ME/IMLIMHCKA CecTpa.

Toga nekapcTBo € npeanucano MuHO Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To Moxe
Jla UM HaBpeaH, HE3aBUCUMO Y€ MpPU3HALIMTE HA TAXHOTO 3a00JigsBaHe ca chlLIMTe KaTo Bauiure.
AKO MOJIyYHTe HAKAKBH HEXKEJIaHHU JIEKAPCTBEHH peaklMH, yBeoMete Baiuus nekap,
(papmaneBT WK MEAMLIMHCKA cecTpa. ToBa BK/IIOYBA M BCHUKH Bb3MOKHH HEXKEJIAHU PeaKLInH,
HEOMUCAHH B Ta3H JIMCTOBKA. BuixkTte Touka 4.

KakBo cbabpika Ta3H JIHCTOBKA
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1.

Kakso npeacrasnssa Lledrpuakcon TeHamua ¥ 3a KakBO ce U3MOJ3Ba

KakBo TpsiOBa na 3Haete, npeau na Bu 6bae npunoxen Llegrpuakcon Tenamun
Kak we Bu 6bae npunaraun Lledrpuakcon Tenamua

Bb3MOXKHH HEXKEJIaHU peaKLMu

Kak na cbxpaunsBare Lledprpuakcon Tenamun

CbabpiKaHWe Ha ONAKOBKATa U JOMBJIHWTEIHA HHPOPMALIMS

Kakso npeacrasiasBa lleprpuakcon Tenamua u 32 KAaKBO ce H3M0/13Ba

Lleprpuakcon Tenamua € aHTHOMOTHK, KOMTO Ce nMpuiara Ha Bb3pacTHH U Jela ( BKIIOUYHTETHO
HoBopoaeHH Oeberta). Toi nekicTpa kato yOuBa 6akrepuute, npuurHsaBaiy nHdekunu. Toii
MPUHAJIEXKH KbM Ipyria JIEKapcTBa, HapeueHH LedanocnopuHH.

[lepTprakcon Tenamua ce u3nos3ea 3a JeyeHHe Ha MHPEKLUH Ha:

MO3BbKa (MEHUHIHUT);

Oenurte npobdose;

CPEeAHOTO YXO;

KOpeMa W KOpeMHarta cTeHa (NepUTOHMUT),
MMKOYHHUTE MbTHIIA U OBOpeLmTeE;
KOCTHUTE M CTABMTE;

KOXKaTa WM MEKHUTE TbKaHH;

KPbBTAa;

CBPLETO.

To# Moxe na ce npujara:

3a JICYEHHE HA HAKOW WH(EKLIMH, MpejaBaHHu 1o MoJIOB MbT (rOHOpEs U cHpuUIunc);

3a JICYCHHE Ha MAUHEHTH C HUCHK Opoit Oesiu KpbBHHU KJIETKH (HEYTPOIEHH), KOUTO UMAT
NOBHLIIEHA TEMIEpaTypa BCaeACTBUE Ha OakTeprHaiHa MH(peKuus:;

3a JICYCHUE Ha IPbJAHH HH(PEKLIMK NIPH Bb3PACTHH C XPOHHUYEH OPOHXHT;

3a iedeHue Ha Jlaiimcka OosiecT (MpUYMHEHa OT yXarBaHe OT KbpJIEkK) MPH Bb3pac
BKJIFOUHUTEJIHO HOBOPOJIEHH Oeberta oT 15-aHeBHa Bb3pacT;

3a npeanasBaHe OT HHPEKLUK N0 BpeMe Ha XUPYPru4HU ONepaliuu.




2. Kakso TpadBa na 3naete, npean Aa Bu 0nae npunoxen Ileprpuakcon Tenamun

He Tpsadra na Bu 6uae npanaran lHedTpuakcon Tenamua, ako

. CTe AICPTUYHH KbM LIEPTPHAKCOH WJIH KbM HAKOS OT OCTAHAIIUTE CHCTABKH Ha TOBA JIEKAPCTRO
(u36poeHu B Touka 6);
. HAKOra CT€ HMaJld BHE3ANMHA WJIH TeXXKKA aNepruyHa peakiusa KbM NEHHIWINH WAY TOJ00HM

aHTHOMOTHIM (KaTo UedanocnopHHH, kapbaneHeMu i MoHobakTamu). [IpusHauuTe
BKJIIOYBAT BHEC3AITHO NOAYBAHE Ha MbPJIOTO HIIM JIMLIETO, KOETO MOXKE 1a HATIPABH TPYIHO
JHLIAHETO WIH NPErbUIAHETO, BHE3AMMTHO NOAYBAHE HA PBLLETE, CTHIANATA U rie3eHuTe, Honka
B 001aCTTa Ha IPBAHHUA KO H TEXbK OOPHB, KOHTO ¢e pa3Bupa 6bp30;

. CTE aNICPrUvHM KbM JIMIOKaHH U e By 6bae npunaran Ledrpuakcon TeHamua kato MyckysHa
MHIKEKLIHAL.

ItepTpnakcon Tenamna He TpsiOBa na ce npuaara Ha debera axo:

. bebeTo € npexaeBpeMEHHO pOAEHO;

. bebeTo € HOBOpOAEHO (10 28-IHERHA Bb3PacT) H MMa HAKOW KPbBHH NpobieMy WK K bITEHULA
(NOXKBITABAHE HA KOXKATa MK GAN0TO Ha OUMTE) HIIH BEHO3HO TpabBa xa My ce npuara
NMPOAYKT, KOHUTO ChAbPXKA KaJlUMH.

IlpeaynpexnaeHns H npeanasHi MepKH
['oBopete ¢ Bawns nekap niu gapMaLeBT KM MEIMLIMHCKA cecTpa, npeau Aa Bu 6bae npunaras
[ledTpuakcon Tenamua, axo:

. Hackopo ¢Te npHean Unm npencTom Aa NpUeMeTe NpoayKTH, KOUTO ChABPKAT KAJILHiA;

. Hackopo cTe umanu auapus ciep neuenue ¢ aHtubuoruk. Hakora cte uManu npobaeMu ¢
yepBarta, 0cobeHo aedenoto yepBo (Bh3naNeHHe Ha YepBaTa);

. HMmare yepHoapoOHH wian 6v0pednn npobnemu (BH>KTe Touka 4);

° Mmare kaMbHHM B #UTbYKaTa WU B ObOpeumnTe;

. Mmate apyry 3ab0onaBants, HaNpUMep XeMONUTHYHA aHeMHUs (MOHH)KEHHE HA YEPBEHUTE

KPBBHHU KJIETKH, KOETO MOXK€E Ja Hanpasu koxata Bu 6n1eaoxwnTta v na npuyHHK cnabocT wnn
HEAOCTUT Ha BB3AYX);

. CTe Ha aveTa ¢ HUCKO ChABpPKAHHE Ha HATPWIA.

Axo TpadBa 1a Bu ce HanpaBu H3c/1eABAHE HA KPBB HJIM YPHHA

Axo Bu ce npunara Lledrpuaxcon TeHaMua npoabDKUTENTHO BpeMe, MOXKE 1A C6 HAJTOMKH Aa MpaBHTe
PEAOBHH KpBBHH H3caeqBaHuA. Lledrprakcod TeHamua Moxke Aa NoBnMse BLPXY pe3yNTaTHTE OT
H3C/ICBaHe Ha 3aXap B YPUHATa H BbPXY PE3YTATHTE OT KPHBHO H3C/IEABAHE, U3BECTHO KATO TECT Ha
KyyMbc. Axo Bu ce npaBaTt uiscienBaHKs:

. KaXxeTe Ha JIHLIETO, KOETO B3eMa npobara, ye ce nexyare ¢ epTpuakcon TeHamuax.

Heua
Tpabea na kaxere Ha Bawung nekap, papMaleBT HIH MERHUKHCKA CECTPA, NPEAH Ha aeTeTo Bu aa
6bae npunaraH LledTpuakcon TeHamun, ako:

o TA/TOH HACKOPO € nosyyasan(a) WM Iue NoJiyyaBa BEHO3HO NMPOAYKT, KOWTO ChABPXKa KanLHii.

JApyru nekapersa u lleprpuaxcor Tenamun
TpadBa na kaxere Ha Balus hekap nnu ¢hapmMaLeBT WM MENULIMHCKA CECTPA, AKO NMPHEMATE, HACKOPO
CTE MPUEMAJIH HIIH € BB3MOXKHO Aa pHeMare JpYyrH JIEKapCcTaa.

[lo-cneunanHo, kakere Ha Bawius nekap win dapMalesT, aK0 IPHEMATE HAKOE OT CIICAHHTE
JeKapcTaa:

o Bua aHTUOHOTUK, HapeYyeH aMHHOTJIMKO3H,
* AHTHONOTHK, Hape4eH XnopaM¢eHUKon (M3NON3BaH 3a JTeUeHHE Ha HHPEKIIHH, OC
OUHTE).




BpeMeHHOCT, KbpMeHe H PepTHAMTET
AKo cTe OpeMeHHa WM KbDMHTE, CMATATE, Y€ MOXE Ja cTe OpeMeHHa Wid TUlaHHpaTe OpeMeHHOCT,
NOCHBETBANUTE ce ¢ Balmua nexap npenu ynorpebara Ha TOBa JIEKapCTBO.

JlekapsaT e npeueHu nonsara ot nedeHueto Bu ¢ Lledrpuakcou Tenamua cnpsamMo pucka 3a Bawero
bebe.

IlTodupane u pabora ¢ MALLIHHH
legTprakcon TeHamMmua Moxe na NpUUKMHM 3aMaiiBaHe. AKO ce MyBCTBATE 3aMafsHH, He Lodupaitre 1
HE H3MOJI3BaHTE HHCTPYMEHTH H MaiuiuHU. ['oBopere ¢ Baluusg nekap, ako MMaTe TAKHBAa CHMITTOMH.

Ledrpuaxkcon TenamMua cuabpxa HATPHI

Tosa nexapcTeo chabpxa 82,8 mg HaTpuii (OCHOBHA ChCTAaBKa HA rOTBAPCKATA/TPANE3HATa COM) BbB
BCEKH (uiakoH. ToBa KOTMYECTBO € eKBHBANICHTHO Ha 4,1% OT npenoprYHTeTHHA MaKCUMANEH JHEBEH
XpaHWTENIEH NPHEM Ha HATPHHN 3a Bb3pacTEH.

3. Kax uie Bu 6nae npunaran lleprpuaxcon Tenamupg

[edprpuakcod TeHaMun OBHKHOBEHO ce NpHIIara OT JieKap HIH MeJUUMHCKaA cecTpa. Toll Moxke Ha ce
[TPUIOXKH KanKoBO (MHTPABEHO3HA HH(DY3HMA) UH KATO HHIKEKLIUA AMPEKTHO BbB BEHA WM MYCKYI,
LledpTpuakcon Tenamua ce npuroTes oT fiekaps, dapMauesTa WM MEJHLIMHCKATA CECTPa M HAMA A Ce
CMeCBa UiiK na Bu ce npuiara e1HOBPEMEHHO ¢ HHIKEKUHH, ChAbPXKAILN KaallHi,

O6unuaiinara no3a

BaiuusaT nekap we onpeaenu TouyHata no3a Lledrpuaxcon Tenamup 3a Bac. Jlo3arTa iue 3aBHCH OT
TEeXKeCTTa U THMA HA HHEKUHATA, NATIH CTE HA HAKAKBH APYI¥ aHTHOHOTHLK, OT TErJIOTO ¥ Bb3PacTTa
Bu, ot ToBa Kak ¢pyHKUHOHHpaT 6BOpeLMTe W YepHUsST Bu apoo.

bposaT n1HKH WY ceqMULIM, B KOUTO Bu ce npunara Lledrpuakcon TeHamua, 3aBUCH OT TOBa KaKbB BHJL
MH(DEKLIMA UMaTe.

Bb3pacTHH, X0pa B cTap4uecKa BhL3pacT H kella Ha Bh3pacT 12 H noBede roHHH, ¢ TEJECHO TErJI0

no-roJiaMo HJIH paBHo HA S0 kunorpama (kg)

. | 1o 2 g BeAHB)K AHEBHO B 33aBUCHMOCT OT TEXKECTTAa U BHJ1a Ha HHPEKLHUATA. AKO UMaTe TexXKa
uHekuns, Bawnsr nexap e Bu npunara no-sucoka 103a (10 4 g BEOHBK AHEBHO). AKO
AHeBHaTa Bu n03a € no-Bucoka ot 2 g, Mmoxke Aa Bu ce MpHNOMkH KaTo eaHa 1033 BEAHDX
AHEBHO HIIM KaTO ABE OTAETHH JO3H.

Hosopoaenn, kbpmauera u feua na Bb3pact o7 15 qun a0 12 roannn ¢ TenecHo teryo noa 50 kg

o 50-80 mg LledTpuakcon TenaMua Ha BCEKH KMJIOrpaMm TEJECHO TErIO HA ACTETO BEAHDIK
AHEBHO B 3aBUCHUMOCT OT TEXKECTTa H BHAa Ha WH(DEKUHATA. AKO HMATE TEXKA HHDEKILINS,
BawusaTt nekap me By nage no-Bucoka aosa ao 100 mg Ha Bcexku Kuorpam TeaecHO TEFJIO [0
MaKCHMYM 4 g BelHbX AHEBHO. AKO NHeBHaTa BH no3a e no Bucoka ot 2 g, Moxke na Bu ce
MPHJIOKH KATO €Ha 033 BEAHBXK JHEBHO UITH KATO JBE OTACITHH JIO3H;

. Heua ¢ TenecHo Terno 50 kg unH noseye Tpabsa ga nonyyaBat oGuyaitHaTa 1034 3a Bb3PacTHH.

Horopoaenn 6ebera (0-14 aun)

. 20-50 mg LledTprakcon TeHaMua Ha BCEKM KHIIOTPaM TeJIECHO TEIJIO HA JETETO BEAHBK
JHEBHO B 3aBUCHMOCT OT TE€XECTTAa U BUAA HA HH(EKUHATA;
. MakcumanHata HEBHa 103a He TpabBa Aa € Hag 50 mg Ha BCeKH KMJIOrpaM TeNeCHO

oebeTo.

IlaunenTH ¢ YepuoapoOHH 1 6BLOpeunn npodreMu F [P
Moxe na Bu ce naBa painnHyHa no3a ot obuuaitHarta. Bamuar nekap e peiy ot K B0 | Gﬁilﬂgc'r 30
Ledtpnakcon Tenamun e UMaTe HyxAa % we Bu Habniogasa BHUMATENHO criope TEAECTIA HA ¥ &5
yepHoApoGHOTO M EBOpeunHo 3abonsBane. e
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Axo Bu e npuaoxkeHa noeve ot HeoOxonnmara n03a Heprpuakcon Tenamun
AKO CiTy4alHO NONYyYHTE NOBeUe OT npeanucanata Bu no3a, BeaHara ce cabpikere ¢ Baiuug nekap
UK Han-OnuskaTta OOJHHLA.

AKO c¢Te nponycHaau aa nanon3gpare lleprpnakcon Tenamug

AKO cTe NpOIyCcHAIH HHDKeKLMA, Tpabea na Bu 6bae npunoxxeHa Bb3MOxHO Haii-ckopo. Bunpeks
TOBd, aKO MOYTH € BpeMe 3a cneaBaulaTa Bu HHXEKUHS, TPONyCHeTe JMINCRALNATa HHXKeKUHs. He
U3NoN3BaHTe NBONHA 1033 (ABe HHXKEKLIHH €AHOBPEMEHHO), 3a a KOMITEHCHpaTe MpOIyCHATaTa J03a.

AKo cTe cupend ynorpebara na llegpTpnakcon Tenamun

He cnupaiite ynorpebara Ha Lledprpuakcon Tenamua, ocseH ako Bammat nekap He Bu kaxe aa ro
HanpaeBHTe. AKO UMaTe HAKAKBH JONBJIHMTENHH BbIIPOCH, CBBP3aHH C YoTpebaTa Ha TOBa JIEKapCTBO,
MOMUTAUTE Balus nexkap unH MEAHLIMHCKA CecTpa.

4. DBb3MOXKHH HEXKEJIAHH PEAKIIHH

KakTo BCHUKH JCKApPCTBA, TOBA JICKAPCTBO MOXKCE [1a [TIPCAXU3BAKA HEXKEJAaHU peakLUHH, BBITPEKH He He
BCCKH 'l ITIOTY44ABa., CneaHUTe HeXelaHH PCaKLiHH MOTraT Aa Ce rnoay4arT ¢ TOBa JICKApCTBO.

Texkn anepruunu peakiun (C HEM3BECTHA YECTOTA, OT HAJTHYHHTE JAHHH He MOXe a8 Obje
HanmpaBeHa OLEHKA)

AKO MMAaTe TEXKa alepruyHa peakiuus, BeAHAra Kaxere Ha JeKap.

[IpH3HaLuuTe MOraT 1a BKNKOYBAT:

. BuesanHo nonyBaHe Ha JIMLETO, IbPAOTO, YCTHHTE WK ycTaTa. ToBa MOXKE Aa 3aTpyIHH
AMIUAHETO WM MPErTbINAHETO;

. BHesanHo nogysaHe Ha pbLeTe, CTBIIANATA H TJIC3EHHUTE;

° bosika B 06/1acTTa Ha rPBLAHKA KOLU, CBBP3AHA C aleprHYHH PEAKLIMH, KOATO MOXKE J1a €

CMMIITOM Ha Chpje4YeH HH]APKT, NpeAn3BHKaH oT aneprus (cuHapoM Ha KyHuc).

Texku KoxKHHE peaklHH (¢ HEH3BECTHA Y€CTOTA, OT HAJTHYHHUTE JAHHH HE MOXE 14 Obae
HaNlpABEHA OLICHKA)
AKO MONyUHTE TEXKKA KOXKHA peakuus, BeAHAra Kaxere Ha jJexap. [IpusHauure Morat fa BIUTIOYBAT:

° TeXbK 00pUB, KOHTO ce pa3BHBa 6bp30, ¢ MEXYPH UK OOe/IBAHE HA KOXATA W €BEHTYATHO
MeXYpPH B ycTaTa (CHHApPOM Ha CTUBBHC-/DKOHCBH M TOKCHYHA eNMUAEPMAaHA HEKPOIH3A);
. KOMOWHaUHSA OT HAKOH OT C/IeAHUTE CUMITTOMH: 001HpeH 06pHB, BUCOKA TEnecHa

TEMIeparTypa, NOBHIIEHHY YEPHOIPOOHHU €H3UMH, OTKIIOHCHHWA B KPBBHUTE H3CJICABAHUS
(e03uHOMHNUS), YBETRUYEHH JUMQHH BB3H U 3acAraHe Ha Apyru opraHy B opranusma (DRESS
CUHIAPOM);

. peakuus Ha Jpuin-Xepkexakmep, npy kosTo ce Habnoaasa MOBMIIEHA TEMIEPATYpPaA, CTYAEHH
TPBIKH, rNaBobosre, MyCKyTHH 60Jkd H kKoxxeH oOpuB. Ta3u peakuus € caMOOrpaHU4aBaLla ce
H MOJXKE [1a HACTbIIH MAJIKO CJIE], 3aroyBaHe Ha jeueHue ¢ ueTpHaKCOH NPpH HHPEKIMH ChC
CIIUpOXEeTH, KaTo Hanp. JlaHimcka Bosecr.

Jleuennero ¢ uedrTprakcoH, 0coOEHO NPHU NALMEHTH B CTapuecka Bb3pacT ChC CEPHO3HU NpobiieMy ¢
OBOpeLUTE UK HEPBHATA CHCTEMA, MOXKE B PEAKU CjlydaM [a Mpeau3BUKA MOHMIKEHO HHBO Ha
Cb3HAHHWE, HEECTECTBEHH ABUXKEHHUA, Bb30ya U repuoBe.

JApyru BL3MOKHH HEXKEJIAHH PeakKIInH

YeeTn (Morar aa 3acerrar ao 1 na 10 gymmn)

. OtknoHenus B 6pos Ha 6ennTe KpLBHHU KJIETKH (HanpHMeEp NOHWKEHHE Ha Op Hé\ // "‘i“
JIEBKOLIMTHTE H YBENHYeHHe Ha 6poa Ha eosHHouuTe) H TpoMbouuTuTe (I
Ha TpoMBoLUTUTE);

¢ Penku H3npakHEHHA U AHApUA,




[IpomeHH B pe3ysITaTUTE OT KPEBHUTE U3CNICBAHNA 3a YepHOApoOHaTa hyHKIHS;
Obpus.

Heuecru (Morar aa 3acerxHar ao 1 ua 100 nymn)

["eOuuHY HHpekuKH (HanpuMep MAeYHHLIA);
HamansBane Ha Opos Ha onpeneneH BuA OenH KPLBHM KJIETKH (rpaHyJIOUHMTONECHHSA ),
HamansiBane Ha 6pos Ha uepBEHHTE KPBBHH KJIeTKH (aHeMud ),

[IpoGnemu ¢ HaunHa, MO KOUTO ce cheHpBa KpbETa B, CHMNTOMHTE MOrar J1a BIIIOYBAT
NeCHO 00pa3yBaHe Ha CMHUHH, KaKTo K 00JIKa ¥ noJyBaHe Ha cTaBuTe Bu;

['nasobonue,

3amaiiBaHe;

["azeHe WU NOBPBLUAHE;

Crpbex;

bonka uaK ycelllaHe 3a [apeHe Mo XoJa Ha BEHATa, KbJIETO € NPUIoKEHO JIEKapCTBOTO. bonka
B MACTOTO Ha MNOCTABAHE HA MHXKEKLUATA,

Bucoka temneparypa (Tpecka);

OTknoHeHve B H3cneapane 3a 6u6peunara GyHkuMs (MOBHIIEH KPEeaTHHHH B KPBBTA).

Peakn (Mmorat aa 3acernar a0 1 na 1000 ayun)

Bb3nanenue Ha nebenoro uepso (koauT). CHMNTOMUTE BIUTIOYBAT AHAPHS, OOHKHOBEHO C KPbB
H cly3, 60JIka B KOpeMa 1 MOBHLIEHA TEMIEPaTYpa;

3aTpyaHeHo aAulare (OpoHxocnaseM);

Hepasen oOpuB (ypTHkapus), KOHTO MOXe 1a NOKPHE rojisiMa 4acT oT TaIoTo Bu, cbe cupbex u
OTOK;

KpbB Wiu 3axap B ypHHATa;
[lonyBane (3aabpiKaHEe Ha TEUHOCTH);
Tpenepene.

C HEH3BECTHA YeCTOTA (0T HANNHYHHTE JAHHH He MOXkKe a 6bJie HanpaseHa ONEHKA)

BropuuHa HHQEKLHS, KOITO MOJXKE Aa HE Ce e MOBNUAMIA OT NpeAnUcaHys Npeay TOBa
aHTHOHOTHUK;

®opma Ha aHEMHS, NPU KOATO YEPBEHHTE KPBBHHU KJETKH C€ pa3pylIasaT (XeMOJIUTHYHA
aHeMuUN );

Cunno noHwxkenre Ha 6pos Ha onpeseneH Bia 6emu KpbBHH KIETKH (arpaHyIoOLMTO33);
['bpuoBeE;

CBETOBBPTEXK;

Br3nanenve Ha naHkpeaca (naHkpeaTuT). CHMIITOMHUTE BKIIIOYBAT MHOTO CHITHa BOJIKA B
ropHaTa 4acT Ha KOpeMa, KOATO C€ pa3npocTpaHaABa KbM repla;

Br3naneHue Ha nUraBuMLATa Ha yCTaTa (CTOMATHT);

Bbinanenue Ha e3vka (riocut). CHMNTOMUTE BK/IIOYBAT MTOAYBAaHE, 3aUepBABaHe H
pa3paHABaHE Ha €3HKa,

[IpobaemMu ¢ KTbYHHUS MeXyp W/ HIH YepHUS Apo0, KOUTO MOraT Aa NMPUYHHAT 6oKa, rageHe,
MOBPBLUAHE, MOXKB/ITABAHE Ha KOXaTa, Chpdex, HeoOHYaiHO TEMHA YPUHA M H3NPaXKHEHHS C
LIBAT HA IJIHHAa;

Hespoaoruuxo sabosnsBaHe, KOeTo MOXe Aa Bb3HUKHE TIPH HOBOPOAEHH C TEXKA X bITEHHULA
(KEpHUKTEp);

[Ipobnemu ¢ 66peumTe, NpUYMHEHH OT OTJaraHus Ha uedTpHaKcoH—KanuMi. BuaMoxkHo e 1a
HMa OOnKa NPy YpHHHpaHe WM MaJIKO KOJTMYECTBO HA OTAE/ICHATA YpHHAa,
QalIHBO MOJOXKHUTENEH pe3ynTar npu Tecta Ha KyyM6¢ (H3cnenBsaHe 3a HIKO
HapyLlEeHHA);

QantivBo MOJOXKUTENEH pe3ynTar 3a ranakrozeMus (HeoOHW4alHO HAaTpyNB
ranakros3a);

[ledTpuakcon Teramua Moxke a NOBIMAE BbPXY HAKOH BHAOBE TECTOBE 34
MOJIa, nonuTanTe Bawmus nekap.




CrodmaBane HA HeXKeNAHH PeAKIHH

AKO NoNy4YHTe HAKAKBH HEXKENAHH JIEKAPCTBEHHU peakluuy, ysegomere Baiua nekap, hapmaLesT uiu
MEIHLIMHCKA cecTpa. 1 0Ba BKAKOHYBA BCHYKH BB3MOXKHHU HEOTIMCAHU B Ta3H JIKCTOBKA HEXENaHH
peaKLMH.

Moxere chillo Aa ChOoOUIHNTE HEXENaHHU peakliMy AMPEKTHO Ype3 HaLMOHAAHAaTa CHCTeMa 34
¢cb0obL1aBaHe.

HinbaHHTEIHA areHIIMA N0 JIeKAPCTBATA
yi. ,.Jdamau I'pyes® Ne 8, 1303 Codus

Ten.:+359 2 8903417
YebcaiT: www.bda.bg

Karo ¢boblliaBaTe HeXxENaHU peakLyu, MOXeTe Ja AaieTe CBOA MPHHOC 34 MOJyuyaBaHe Ha MOBeYe
MH(pOpMaLMA OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKapCTBO.

S. Kak na coxpanasare Hedprpuakcon Tenamun
Jla ce cbXxpaHsaBa Ha MACTO, HEIOCTBITHO 34 AeLa.
He w3nonseaiite ToBa N1€KapcTBO c/iel CpOKa Ha FOAHOCT, OTOENsA3aH BbPXY €THKETA Ha (h/1aKOHA U

KapToHeHaTa onmakoBKa ciea ['oaeH no:. CpoKbT Ha FOAHOCT OTTOBaps Ha MOCAEAHHS AeH OT
MOCOUYEHUS MECELL.

Ha ce cexpadsasa nox 25°C.
Cobxpandsaiite $pnakoHa B KAPTOHEHATa OMAKOBKA, 32 J1a ¢e NMpeANa3y OT CBETIHHA.

Cnen pasteapsHe: XHMHyecka H pusuuecka ctabMNHOCT npu ynorpeba e JokasaHa 3a 6 uaca npu
Temneparypa 25°C wnu 24 4aca npu temnepatypa 2°C no 8°C.

OT MUKPOOHOIOTHYHA IieHa TOUKa, MPUTOTBEHUAT Pa3TBoOp TpAOBa Aa ce M3NON3Ba BeAHara. AKoO He
C€ U3MON3Ba BeAHAra, NEPHOALT Ha U3NIOJI3BAHE H YCIIOBHATA HAa ChXpaHeHHe npeaH ynortpeda ca
OTrOBOPHOCT Ha rnotpedurens.

[ IpHroTBEHHAT pa3TBOP € CBbC CBETIIO XbAT A0 KexaubapeH uBaT, SucThp pasTBOP.

He u3xpbpigiiTe nekapcTBaTa B KaHAJTM3ALMATA WIH B KOHTEHHEPa 33 JOMALIHK OTMAABLH.

[Tonuraiite Bamnar dapmauesT kak na WIXBBPAATE NEKAPCTBATA, KOUTO BEUS HE U3MON3BATE. Teau
MEPKH LLI€ CITOMOTHAT 33 OMa3BaHe Ha OKOJIHATa Cpela.

6. CopbabpxanHne HA ONAKOBKATA H AONBJIHHTEIHA HHPOpMANHA
Kakso cbabpxa Hedbrpruakcon Tenamup

AKTHBHO BEIIIECTBO: LepTpHAaKCOH HaTpuit. Beexu ¢nakoH chabpka 1195 mg uedrpuakcon HaTpHii
(ceftriaxone sodium), exsuBaneHTen Ha 1000 mg uedTpuakcon (ceftriaxone).

LledTpHakcon TeHamna He CbABPIKA MOMOLIHH BEIIECTRA.

Kak marnexaa Illedprpuakcon Tenamnaa # KaKBo ChALPKA ONAKOBKATA
RS )( :

Lleprpraxcon TenaMuna e npax, ¢ nourd 641 10 AbATeHUKAB UBAT. [Ipeuiara ce B aimtm t;m 15

ml (crbiw10 TUN 1), 3aTBOPEHH CbC cHBa CUIMKOHH3UpaHa OpomMoOyTHIOBA ryMeHa
obKaTKa ¥ 3allMTHA Kanavka.




KaproHeHy KyTun, ceabpxawu 1 dnaxod x 15 ml v 10 ¢nakona x 15 ml.
He BCHUKH BUOOBE OMAaKOBKH MOrat Aa ObJaT MyCHATH Ha Na3apa.

IlpurexaTten Ha pa3pemieHHeTO 32 ynorpeba

TEHAMWI IOPBII EOO/
yI. ,,Llanko Llepkocku® Ne 80, rp. Codus 1421

brbnrapus
Ten.: +359 2 9631328

Ipoussoauren

Meaurpain UurepHewrsuenc EOO/]
Oyn. “Liapurpancko woce” No 1 19A
1784 Codus

Ten.: +359 2 9631328

JlaTta Ha mocJieAno npepasriexaaHe na Jucroskara 03/2025

[locoueHara no-nony WHGopMaLKUA € rnpeaHa3HaueHa CaMo 3a MEIHUHHCKUTE CIICLHANIHCTH:

Lleprpuaxcon Tenamun 1000 mg npax 3a HHKEKUHOHEH PA3TBOP
Ceftriaxone Tenamyd 1000 mg powder for solution for injection

nedgrprakcon (ceftriaxone)

3a nbaHATA NiekapcTBeHa HHGOpManns, Mo Hanpaeere cnpaska ¢ Kparkara
XaPaKTEePHCTHKA HA NPOAYKTA.

[lpu pasTBapsaHe 3a HHTPaMYCKYITHO HJIM HHTPABEHO3HO HHXXEKTHPAHE, LehTPHAKCOH, KOMTO € [OYTH
051 A4 XKBITEHHKAB CNab0 XHIrpOCKONHYEH, KPHUCTalleH npax, 00pa3yBa CBETIONKBIT A0 kexnubapeH
OuCTBp pasTeOp.

[IpuroTeennTe pasTsopu Tpabea na ce npoBepaBaT BusyanHo. Tps6Ba fa ce H3NON3BAT CAMO OucTpH
pa3TBopy 0e3 BUOIMMH 4aCTHLH. Pa3sTBOpEHHAT IPOAYKT € caMo 3a eAHOKpaTHA ynorpeba U Beexu
HCH3MON3BaH pa3TBop TpAOBa Aa ce U3XBBPIIH.

LiedTprakcon TeHaMu npax 3a HHXKEKLHOHEH pa3TBOpP He TPAGBa Jia ¢e CMECBA B €1HA CTPHHLIOBKA C
ApYTH JIEKApCTBEHH NMPOAYKTH OCBEH ¢ 1,0 % pa3TBOp Ha nupoxanHOB XHApoXnopua (caMo 3a
HHTPAMYCKYJTHA MHKEKUHA).

HMHTpaBeHO3HA HHXKEKLHS

Hedrpuakcon Tenamua 1000 mg npax 3a HHKEKLHOHEH pasTBoOp TpAbBa Aa ce pa3TBopu B 10 ml
CTEpPH/IHA BOAA 3a MHXKEKUHH. MkexuusaTa Tpabea na ce npunoxu B npoab/DKEHHE Ha NoHe 2-4
MHHYTH, JHPEKTHO BbB BEHA.

HHTpaMyCKyJIHA HHKEKLUS

-

i
HedrTpuakcon Tenamua 1000 mg npax 3a uHKEKUMOHEH pa3TBOp TPA6Ba 1a ce popu B35 ml 15 )
1,0% pa3TeBop Ha IMAOKAHHOB XHAPOXJIOpHA. PasTBopsT Tpsabsa aa ce npunara 4pgs @pAboKA. -~ TV
o UERETST L '

HHTpaMyCKYJTHA HHXXCKLIUA. N




PasTBOpH C MaokanH He TpAOBa Ja ce NpUNaraT HHTPaREHO3HO.
HecnBMeCcTHMOCTH

LlepTprakcon TeHaMna HHKOra He TpAOBa Aa ce CMeCBa C HAKOM OT CJICAHUTE Pa3TBOPH:

. pa3TBODH, CBABPKALUK KaNLWH, kaTo XapTMaH U PuHrep, He TpabBa f1a ce U3MON3BAaT 3a
pa3TBapAHe Ha UEPTPHAKCOH MU 3a NOMBJIHHUTENIHO pa3peskaaHe Ha NPHUrOTBEHHS Pa3TBOP 3a
HHTPaBEHO3HO NPHJIOKEHHE, MOpaiyd Bb3MOXKHOCTTA 3a 0OpasysaHe Ha npeunnuraty. LedTpuakcoH
Tenamun He Tps#OBa a ce cMecBa WIIH [1a c€ NMpWiara eIHOBPEMEHHO ¢ KaNLMH-ChbPIKALLH Pa3TBOPH.
. AMHHOIIMKO3UH (KOraTo ce npuiara €JHOBPEMEHHO, Te€3H JiekapcTsa TpadBa aa 6baar
npunaranu otaenHo). LlepTprnakcon He TpabBa Aa ce cMecBa WM Ja Ce NpUnara €QHOBPEMEHHO C
KaJMH-ChABPXKAIIM PA3TBOPH, BIITIOYHTENHO PAa3TBOPH 3a TOTAHO MAPEHTEPAIHO XpaHeHe (BX.

TOoukHu 4.2, 4.3, 4.4 u 4.8 na KXIT).

LledTpHakcon Tenamua He TpsaOBa 1a ce mpunara B €AHa CIIPUHLIOBKA ¢ IPYTH aHTUOHOTHLH WIH
ApYrH DaKTepHLMIHU CPEACTBa.

. XHUMHYECKA HECHBMECTHMOCT Ha LEPTPHAKCOH € YCTAHOBEHA Chill0 ¢ AMCAKPHH
(NMPOTHBOTYMOPHO CPEACTBO), BAHKOMHMLIMH (aHTUOHOTHK) U aykoHazon (hyHrHumn).

Jdo3upoBKka

JlozupoBkaTa M HaYMHA Ha NPUJIOXKEHHE TPAOBa Aa Ce OMNPeesSIAT OT TEKECTTA, YyBCTBUTEHOCTTA,
MACTOTO H BUAA Ha HHQEKLMATA, KAKTO M OT Bb3IPACTTA M ChCTOAHHETO Ha nauueHta. Mudopmanus 3a
[penopbYHTENHATA 034 € B KpaTKaTa XapakTepucTHKa Ha NPOAYKTa

Cpok Ha rogHocT

Cnen oreapsaHe U pasTBapaHe: XuMuuecka B Gpuzndecka cTaGHIHOCT npu ynorpeba e noka3aHa 3a 6
“aca npu Temnepatypa 25°C unu 24 yaca npu remneparypa 2°C no 8°C.

OT MUKpOOHONOrHYHA rlielHa TOUKa, MPUIOTBEHHAT pa3TBOp TPAOBA Na ce M3NoN3Ba BeAHara. AKo He
C€ M3MOJI3Ba BelHAra, NePUOIBLT Ha U3MMOJI3BAHE H YCJIOBHATA HA ChXpaHCHHE Npeau ynorTpeda ca
OTrOBOPHOCT Ha NOTpeOuTeNs W OOMKHOBEHO He TPadBa fa npesUIIaBat 24 yaca NpH TeMNEpaTypa
2°C no 8°C, ocBeH ako pa3TBapsHETO/pa3pexk]aHeTO He € H3BBLPILEHO MPH KOHTPONHPAHH H
BAJIMAUPAHH aCENTHYHH YCIIOBHS.




