B. JHCTOBKA



JlucroBka: HHpoOpMaNHs 33 HaLHEHTA

3oam6uoTuk 2 000 mg npax 3a HHKEKLUHOHEH PA3TBOP
Zolibiotic 2 000 mg powder for solution for injection

uedaszonun Hatpuii (cefazolin sodium)

IIpoyerere BHHMATEIHO USIATA IHCTOBKA, PEIH 1A 3aM0YHETe Ja IPHEMATE TOBA JIieKapcTBo,

Thil KATO TA ChAbPKA BaXkHa 3a Bac uadopmanus.

- 3anasere Tasu MMCTOBKA. Moxke /1a Ce HAIOMH /1a A IPOYETETE OTHOBO.

- AKO HMaTe HAKAKBHU JOITbIHHTE/IHH BBIPOCH, MONKTalTe Bawmnsa nekap wiu dpapmauesr.

- Topa nekapeTBo e npeanucano 1uuHo Ha Bac. He ro npeorcrsnpaiite Ha apyru xopa. To Moske
Aa UM HaBpe[H, HE3aBHCHMO Y€ NIPH3HALIMTE Ha TAXHOTO 3a00J1sBaHe ca chlMTe KaTto Bammre.

- AKO NOJTy4HTe HIKAKBH HEMENIaHH PeaKiliH, yBeoMere Bauus nekap wiu dhapmauest, Topa

BKJIIOYBa H BCHYKH BE3MOXKHH HEXXEIaHH peakLHK, HEOIMMCAHH B Ta3H JMCTOBKA. BrokTe Touka
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KakBo cbabpika Ta3d JIHCTOBKA

REVIETYS,
Kaxso npeacrasiiasa 301HOHOTHK M 32 KAKBO C& H3MON3Ba
Kaxgo Tpabpa na 3uaere, npeau aa npueMere 30MM6HOTHK 117 -03- 0B
Kak na npuemare 3onu6uoTHk 1737
BB3MOXHH HekeNnaHu peakuuu
Kak na cexpansBarte 301HOHOTHK
ChabpikaHHe Ha OMaKOBKATa M JONBIHUTENHA HHPOPMALIUs

DLW

1.  Kakso npeacrasisiBa 30 1MGHOTHK H 332 KAKBO e H3N0I3Ba

Tozu nexapcTBeH NPoayKT ChABPHKA AKTHBHO BEILECTBO LE(DA30NHH, KOETO € aHTHOHOTHK.
Ledasonun e aHTHOHOTHK OT rpynara Ha uedanocnopHHHTe.
30nMOHOTHK ce M3MON3BA 3a JIeYeHHE Ha GaKTepHaIHH HHEKIHH, KATo:

. MH(EKIHH Ha IHXATETHUTE ITBTHLIA (JOJIHUA AUXATENEH TPAKT)

. MH(EKIMH Ha IHKOYHUS MeXyp H Gb0peunte (YpuHapeH Tpakr)

. HMH(EKIMH Ha KOXKATA H MEKMTE ThKaHU

. MH(DEKLMH Ha Chp/IEYHATa KJ1ana H ChpieYHaTa kamMepa (CHIOKapIHTH)

Ledasonun Moxe fa ce u3non3sa 3a neveHue Ha GakTepuanHa MHOEKLHMA Ha KPBBTA, KOSTO MOXE Ja
Obae cBbp3aHa ¢ HAKOH OT BUAOBETE HHEKIIHH, CIIOMEHATH NO-TOpE.
Legasonun Mozxe fa ce NPUIOKH 3a NPENOTBPATABAHE HA HH(EKLMH Cllel ONepaliys.

2.  Kakso TpafBa Ja 3Haere, npeau aa npuemere 30an6HoTHK

He u3nonssaiite 3oaubnoTHK:

. aKO CTe aIePrH4HH KbM 11e(a3oiMH WK KbM APYTH 1edanocnopHHOBH aHTHOHOTHLM HITH KM
HAKOA OT APYTHTE ChCTABKH HAa TOBA JieKapcTBO (M30poeHH B TouKa 6); '
. aKO HAKOTa CTe HMAJIH TEKKa aJIepruyvHa peakimsa KbM NeHHLUHIHH HIH KbM npym J'leKapCTBa

OT rpynara 6eTa JaKTaMHHTe aHTHOHOTHLM, 3a11I0TO TOBA MO3KE /1a O3HAYABa, u¢ ore anepmqﬂﬂ KbM
negasoNuH. -




Ilpenynpexaenns H NpeANaZHA MEPKH
l"oeopete ¢ Baiuma nexap unu papmanest, npeau aa uanonseare 30MHOHOTHK.
VYeenomere Bamus nexap Wiy MEAHLUMHCKH CIIELMANTMCT, aKO:

. HSAKOra CTe HMaJIH aJlepruiHa peakuys KbM MEHHIMIMH HITH KbM JIPYTH JIEKApCTBa OT rpynara
Ha MEHUIMIUH (OeTa-NaKTaMHHTE AHTHOHOTHLIM);

. HAKOra CTe HMaJlH APYTH BHIOBE a/IEPruYHH PeaKiLMK, aCTMa HJIH CEHHA XpeMa;

. aKo umare yepHoapoOHU wiK ObOpeunu npobemu;

. aKo MMa MOBHILEH PHCK /1a pa3BUeTe AeGULMT Ha BUTaMHH K;

. aKO pa3BHeTe TexkKa (KbpBaBa) Auapus. Moske 1a MMaTe Bh3NaNeHHe Ha 1e6enoTo yepro,

MPHYHHEHO OT Leda3onuH. B To3u ciyyait neyenneto cbe 3omubuoruk Tpsbea Aa ce mpeKpaTH
He3abaBHo. He npuemaiite iekapcTpa, KOMTO NOTHCKAT MEPHCTAITUKATA HA YEPBATa.

. aKO CTe Ha JIHeTa ¢ HaMaJIeH NIPHeM Ha HaTpHIA.

Ako HaKoe oT u30poeHHuTe ce oTHacs 3a Bac, Bamust JieKap MOXKe 11a IPOMEeHH jeueHHeTo Bu uinn na
Bu nane crenHaiHy ChBETH.

PuckoBu daxropu, kouro npuunnssar geguuut Ha patamun K win packosn (hakTopn, KoHTO
3acfiraT APyrd MeXaHH3MH Ha KPbBOChCHPBAHETO.

B penku cityuau no BpeMe Ha JIeUeHHETO ¢ Lieha30IMH MOTaT Ja ce MOABAT HapyIUeHHs Ha
Kkoarynauusra. I[1pu nauuenTy, crpanaiu ot 3a6onsBane, KOeTO NPHYHHSBA WIIH 3aCHIIBA KbPBEHETO,
KaTo XeMO{pHIHs, CTOMAUIHH H YPEBHH A3BH, CbCHPBAHETO Ha KPBBTA € HapyLIeHo. B Te3u ciyyan
TpaAbBa na ce cinenH KphBochCHpBaHeTo By

[lpu ynotpeGara Ha ueazonuH ca cho0IaBAHK NPH3HALM HA ATEPrUYHA PeaKis KbM JIeKapeTBOTO,
BKJIFOUMTE/IHO AMXaTeTHH NpobiemMu u 60s1ka B rpbaHHA Kowu. Cripete He3abaBHO NPUIOKEHHETO HA
uedasonus 1 He3abaBHO ce CBBpieTe ¢ Bammms fekap Win ¢be cnelHa MeIHIHHCKA TOMOLL, aKO
3abenexuTe HAKOH OT Te3H MPU3HALIK.

3onuGHOTHK He TPAOBa fa ce Npuiara KaTo HHKEKLHA B [IPOCTPAHCTBOTO OKOJIO IPhOHAYHNS MO3BK
(unTparekanto). ChoOImIaBaHH ca HeXENAHH PeaKLMK Ha LEHTPaHATA HePBHA CHCTEMa,
BKJIIOYMTENTHO KOHBYJICHH (CNa3MH Ha MYCKYJTHTE H HApYLLEHO Ch3HaHHE).

Awarocpousara ynorpe6a Ha 301MGHOTHK MO3Ke JIa IPHYMHK BTOPHYHH HH(eKIMH. Bammst nexysa
nekap me Bu HaGnioaaBa M wie 3anoyHe Je4eHHe, ako € HeoOX0aHMO.

Legasonun He TpaGpa na ce mpuiara Ha HEIOHOCEHH W HOBOPOJIGHH IELIa HA BB3PACT JI0 E/IHH MeceLl,

Be3moxHO € 301HOHOTHK a I0B/IMsE Pe3yNITATHTE OT HAKOH JIaGOPATOPHH TECTOBE — TECTOBE 3a KPBB
H ypuHa. Ako Bu npeacrosT takkBa u3cneBaHHs € BaXHO Ja KaxkeTe Ha Bauuusa fekap, e
H3I10/13BaTe TO3H JICKAPCTBEH MPOIYKT.

JApyru aekapersa H 30MGHOTHK
Tpsabsa na kaxere Ha Baumms nexap win ¢papMauesT, ako NpHemaTe, HACKOPO CTe TIPHEMAJIH HITH €
BB3MOXKHO /ia preMarte JIpyrH JIEKapCTBa, BKIIOYHTEITHO H TAKWBA, OTITYCKaHH 6e3 pelienta.
ToBa e Ba)KHO, THH KaTO HAKOH JIEKapcTBa He TPAOBa fa ObAaT NpHEeMaHK 3a€1HO ¢ LedasoHH.
Tosa BxmoyBa:
* ApYrd anTHOHOTHNH. BB3MOXKHO € B3aMMHO NOTHCKaHE Ha IEHCTBHETO MM aKo Ce W3MOJ3BAT ¢
uedazouH.
* mpobeneun (M3M0a3BaH 3a ieYeHHE Ha nojarpa). BxaMoskHO € 1a ce yBenuuu BpemeTo,
HeoOXOIMMO 3a OTCTpaHsBaHe Ha 1ea30MH OT OPraHU3Ma.
* AHTHKOAry/IAHTH (JIEKAPCTBA 3a HAMAJIABaHe CHbCHPBAHETO HA KPBBTA).
* JeKapcTBa, KOMTO MOrat Aa NoBiuAAT pabortara Ha GbOpeLyTe, KATO AMHHOIIHKO3HIHH
AHTHOHOTHIH.
* IMyPETHLH (OTBOAHABALIOTO CPEACTBO, HATPHMED (PYpo3eMH). P

YBenomere Bamusa nexap, ako BU NPeACTOAT KPbBHH H3C/IEIBAHHS HIH uzcnensaﬂe_.ﬁa'ypﬁha a0\
rJIK0KO34. [/ wpsEn




Bpemennoct, kbpmene u GepruiuTer
AKo cTe GpeMeHHa MM KbpMHTe, CMATaTe, He MOJXe fia CTe GpeMeHHa WM [IaHHpaTe GpemeHHocT,
nocwBeTBaliTe ce ¢ Bawmus nexap win dapmatest npeau ynorpe6ara Ha TOBa J1eKapeTEO.

Leasonun ce excKpeTHpa B MAJIKO KOJIHYECTBO B KbpMATa.

AKO cTe GpemMeHHa HIIH KbpMHTe, BamaT jiekap e B3eme pelueHne Jaiu ynorpebata Ha uedasonus
€ MoAXOo/1LIa 3a Bac,

[Modupane u pabora ¢ MamIHAN

Hsma u3cneasanus 3a BIMAHHETO BBPXY CMOCOGHOCTTA 3a WOdHpPaHe U pafoTa ¢ MALIMHHA.
Bunpeku ToBa MOXKe 1a ce HabIONIABAT HexeNlaHH PeaKLMK KaTo [aBoGOoHe HiH CBETOBBPTEX,
KOHMTO /12 IOBJIHAAT BLPXY CriocoGHoCTTa By 3a wodupane wiu paGora ¢ MaukHu (Bx. Touka 4).

30JHOHOTHK CHABPKA HATPHI

®nakony ot 2 g: Tosu npoxykt ceaspixka 101,6 mg HaTpHit (OCHOBHA ChCTABHA YaCT Ha roTeapckara
con) BbB BCekH (uakoH, Tora e eKBHBAIEHTHO Ha 5,1 % OT NPenopLYMTENHHS MAKCHMAJIEH THEBEH
NPHEM Ha HATPHH 3a BL3PACTHH.

3.  Kak jga npnemare 3onuéuoruk
Bunaru npuemaiite 301HGHOTHK TOUHO KakTo BH e kasan Bawus nekap win dapmauest. Ako He cTe
CHTYPHH B HeLLO, nonurairte Baimus nekap unu papmanesr.

3onubHOTHK 06MKHOBEHO e By ce mpuiara ot iekap WM OT MeMUMHCKA CecTpa.
HauuH Ha npunoxeHwue:

. upe3 6aBHO WHyKeKTHpaHe (3a 3-5 MuHyTH) 111 MHDY3Hs (10 30 MHHYTH) BLB BeHaTa
(MHTpaBEHO3HO) KUITH
. ABJIGOKO MYCKYJIHO B TO/IAM CENAMILEH MYCKY!T (HHTPaMYCKYJTHO).

Ilpenopwuurennara no3a Ha 301uGHOTHK ce onpesiens oT Bauus nekap B 3aBHCHMOCT OT BallIETO
Ter/I0, TeXKeCTTa Ha HHPEKLHATA U I0KOJIKO A06pe paGoTaT Bawute Gu6peun. Baumat nekap me Bu
00ACHH TOBA.

° O6nuaiinara 103a 3a Be3pacThy € 1,5 g 10 6 g aneHo. [Ipu Texky uHdekuun a03aTa MOKe 1a
Cce MOBHIIH 10 12 g Ha JieH.
° ITo-Hucku 1031 MoXKe Aa ca HeoGX0AMMM TpH Jelia Wi xopa ¢ 666peunn npobnemu. Bamusr

JIeKap LI ONpeaeIH TOYHATA J103a.
Ilpu MyckynHO nprnarane, 301u6MOTHK 1a ce HHKEKTHPA AHPEKTHO B roNAM MycKy1. B To3u ciyuait

CYGCTaHlJ,l-{ﬂTa Aa CE pa3sTBOPH B JIEKAPCTBO, HAPEYHO JIMI0OKAHH, KOETO UMa 34 Lie]1 Ja HarpaBH
HHXKEKLHATA MO-MaJTKo 0oJie3HeHa.

Ynorpeba npu aena (Ha Bb3pacr Haj 1 mecen)

[IpenopbunTennara nosa 3onubHOTHK ce onpenens ot Bams nexap B 3aBUCHMOCT OT TEIJIOTO Ha
Bamwero nere. OGwara auesHa n03a or 25 - 50 mg / kg TesnecHo Terno, pasnenena Ha 3 - 4 pasuu
nprema, € eHKacHa NpH MoBEYETO JIEKH 10 YMEPEHH HH(EKLHH.

[Tpu Texxu nHdekuu obiuara 103a Moske 1a Gblie YBeTHUEHA 10 MAKCUMAJIHATA MpENOpPbYHTENHA
no3a ot 100 mg / kg TenecHo Terno.

AKo cTe npuesn nopeve oT HeoGXoaumara 103a 30n0HOTHK
Twi kato 301H6HOTHK Lie BH Ce Npuara OT JIeKap WM MEAHLMHCKA CECTPA € MAJIKO BeponTHo na Bu
ce MpPHIOMKHU IpeLIHa 103a. -

AKO BCe NaK MOoTyYHTe HeXeNaHH PeaKIHH WIH CMATATE, Y€ CTE MOTYUHIIH Mo- Bucoxﬁ ,E[DS’B. o
Heobxoaumara, He3abaBHO yBenomere Bawuus nekap.

AKo cTe nponycHaH Aa npueMeTe 301n0HOTHK
AKO cMmATaTe, Ye He CTe MPHENH 1032 OT 30MMOHOTHK, yBeaoMeTe He3abaBHO Bamﬁm: neKap
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AKO UMaTe HAKAKBH JOMBJIHHTENHH BLIIPOCH, CBBP3aHH C YNoTpeGaTa Ha TOBa IEKapCTBO, MOMHTAliTe
Baums nexap, (apmalieBT WM MEAHLIMHCKA CECTpa.

4. BL3MOXKHH HexXeJIaHH peaKiHH

KakTo BCHUKH JICKapCTBa, TOBA JICKAPCTBO MOJKE Ja NPeAH3BHKA HEXKeTaHH PeaKkUKH, BBIIPEKH Y€ HE
BCEKH I'H Ioy4aea.

Cebpixere ce Hesa0aBHO ¢ Bamus jexap, ako 3a0e/exuTe HAKOH 0T CleIHHTE:

HeuecTn ne;xesann peaknuu (Morar Ja 3acerHat 10 1 Ha 100 nauuenTn)

® TEeXKA anepruyHa peakuus (BHE3aIllHH XPHIOBE, 3aTPY/AHEHHS B JHIIAHETO WK 3aMasHOCT;
MO/lyBaHE Ha KJIeTIauuTe, TULETO, YCTHHTE WIH IBPJIOTO).

¢ Mamousane u MeXypH Ha KOXara, ycTaTa, O4HMTe H FreHHTAJIMHTE.

¢ Tpecka, Bb3NaI€HO I'bpJIO, N0-4ECTH HH(EKLHMH, TPHYMHEHH OT HAMANIABAHE KOJIHUYECTBOTO Ha
OenuTe KPHBHH KIETKH.

¢ Cnaboct, CUHMHM, YeCTH HH(EKIHH, O/1e/ia KoXka, yMOpa, 3alyX H ThMHA YPHHA, TPHYHHEHH OT
HaMaJIiBaHe KOJIMYECTBOTO Ha YEPBEHHTE KPbBHH KIIETKH.

Penxu nexenanm peaknun (Morar ja 3acertar a0 | Ha 1000 nauuenTH)
» HeoOuualiHu CHHHHH H KbpBEHe.

* VBe/HYEHO WM HAMAJICHO OT/IE/IAHE HA YPHHA, CHHITHBOCT, 00BLPKBaHe, rajieHe, IPHYHHEHO OT
BB3NaNeHHe Ha 6bOpenuTe.

¢ [IneBpajieH U3NHUB.

MHuoro peakn Hexkelann peaknuu (MoraT Aa 3acerHat a0 1 Ha 10 000 naumeHTH)
o [lobATABAHE HA KOXATa H OUMTE, ChpOeXK, IPHYHHEHH OT YepHOAPOOHO 3abonABaHe.

Hexenann peakinuy ¢ HeH3BECTHA Y€CTOTA (YECTOTATA HE MOYKE 1A Ob/Ie OLIEHEHA OT HAJTHYHHTE
JAHHH)

* Br3nalieHre Ha yepsaTa, HAPEUYEHO KOHT (HJIH KOJIMT, CBbpP3aH ¢ ynoTpe0a Ha aHTUOHOTHLH),
MNPHYHHABALIO TEXKKa, MPOAB/LKHMTS/IHA BOJHHCTA AHapys CBC CTOMAIIHH Clia3sMH H TpeECKa.

® Bosika B rpbaHKA KOII, KOATO MOJKE /13 € NPH3HAK Ha MOTEHLMAIHO CEPHO3HA aNepruyHa
peakuus, HapeueHa CHHApoM Ha KyHuc.

JIpyru He:xeJIaHH peakiHH

YecTn HexkesiaHH peaknnH (Morar fa 3acerHar 1o 1 Ha 10 nauuenTn)

® aJepruvHH peakiliHH KaTo KoxeH 0OpHB (KOMPHBHA TPecka), 3auepBsBaHe Ha KOXKATa U chpbex
Ha KOXKaTa.

® rajeHe M NOBpbILaHe, 3aryba Ha aneTur,
® [Mapui, OAyBaHe Ha KOpeMa.

Heuecrn Hexkenanyn peakumu (Morat ja 3acerHar 1o 1 va 100 nauuenT)
® CEepHO3HH XeMAaTOJIOMHYHH MpobiieMH (npo6ieMH ¢ KpbBTa), BKIIFOYHTENTHO NpoMeHH B Gpos Ha
OenuTe KPHBHU KJIETKH H TPOMOOLIUTHTE.
® TpecKa M TpernepeHe, KOMTO MOraT /1a 3arno4HaT HAKONKO JAHH CJIel HXKEKTHPAHETO, TOBA MOKE
na Ob/le NPHYHHEHO OT “JIeKapCcTBeHa Tpecka™.
® TOBHIIEHH HHWBA HA HAKOM YEPHOAPOOHH EH3HMH. B
® MHTPaBEHO3HOTO MpPHJIAraHe MOXKe 13 MPUYHHH BB3NAIEHHE HA KPHBOHOCHHS ,c:b,u 4

Penxn neskenann peaknun (Morar aa 3acersar a0 1 Ha 1000 naumeHTH)
® 3anyLieH HOC HIIH XpeMa,
® HHCKO HJIM BHCOKO HHBO Ha 3axap (I/Il0K03a) B KPBBTa, ]
* YyBCTBO Ha CBETOBBPTEN HIIM 3amaiiBaHe, N




¢ KalllTHIia,
® 00mpo HEpasMnolIoKEHHUE, yMOopa.

Hexeslanu peakniH ¢ HEH3BECTHA 4€CTOTA (YECTOTATa HE MOKe J1a Ob/Jie OLEHEHA OT HAMYHUTE
IOaHHH)

¢ ['naBobonme, 3aMaliBaHe HIIH CBETOBBPTEK.

* MpaByukaHe HJIH H3TPBIIBAHE HA PBLETE WIH CThIIANATa, Bb30y/a.

¢ [lorpensane MnM cnaseM Ha MYCKY/JHTE, KOHBYJICHH.

¢ Mneunnua (rbOuyHa HHGEKLHS B YCTaTa WIH BIAraJHIIETO).

* MHdekumu, Me/oKaliy ce Ha yCTOHYHBH Ha Le(a3onuH MUKpoopranusmu (Gaxtepun). Tosa mwie

Oblte NPOBEPEHO BHHMATEJIHO OT JIeKaps M NMPH HEOOXOAMMOCT Lie Gb/1e MpeHcaHo JeyeHHe.

ChobmaBsane Ha HeXKeJAHH peaKnHH

AKO nosy4uTe HAKAKBH HEXKEJIAHH JIGKAPCTBEHH PeakLliu, yBenoMeTe Baius nexap, papmanepT wiu
MeIHIIHHCKA cecTpa. ToBa BKJIFOUBA BCHYKH BB3MOXKHH HEOTTHCAHH B TA3H JIMCTOBKA HEXKENaHH
peakuuu. MoxeTe ChIII0 1a ChOOIIMTE HeXKENAHH PeaKLii JUPEKTHO Ypes:

H3nbaHdTeIHA ATeHIHS N0 JIeKAPCTBATA
yi. ,Jamss [pyes® Ne 8

1303 Codus

Bearapus

Ten.:+359 2 8903417

yebceaiiT: www.bda.bg

Karo chobimapare HeskeaHH peakLnH, MOXeTe 1a IaieTe CBOA MPHHOC 3a MOJTy4aBaHe Ha ToBeYe
uH(pOpMaLKA OTHOCHO 6€30MacHOCTTa Ha TOBA JIGKAPCTBO.

5.  Kak na cbxpanaBare 301u0H0THK

[Jla ce cbxpaHsBa Ha MACTO, HEOCTBIIHO 32 JeLa.

He usnonssaiite 301MOMOTHK C/1e/l CPOKA Ha FOAHOCT, OTOENA3aH BBPXY KYTHATA H (IakoHa cref
EXP. CpoKsT Ha rOJHOCT OTrOBaps Ha MOCJAEAHNA IeH Ha OCOYEHHS MeCeLl.

Ja ce cbxpansga nog 25°C.
Ja ce cbxpaHsBa B OpHTHHAIHATA ONIAKOBKA, 3a Jia C& NPEeANa3H OT CBET/IHMHA.
Cobxpanenue cren pasTeapsne: 9 yaca npu Temneparypa noa 25°C wiu 12 yaca npu Temnepatypa ot

2°C - 8°C.

IIpenopruKTENHO € pa3TBOPBT /1a Ce H3MONI3BA BeJHAra Clle]] pasTBapsHe.,

He usxpwprsiite nexapcTeata B KaHaIH3alMATa WIM B KOHTeMHepa 32 JOMAIIHH OTNa/IbLIH.
ITonuraiite Bamus dapmaneBT Kak 1a H3XBBPIIATE JIEKapCTBATA, KOMTO Beye He H3non3parte. Teaun
MEPKH L€ CTIOMOTHAT 32 OMna3BaHe Ha OKOJIHATa cpeja.

6. CoabpkaHHe HA OMAKOBKATA H JONbJIHHTEIHA HHpOPMALHS

Kakso cbanp:xa 3onbuoTHK

AKTHBHOTO BeLLECTBO € Leda3onuH KaTo 1edazonuH HaTpHid.
3onaubuoruk 2000 mg, npax 3a HHkeKLMOHEH pasTBOp chabpxka 2000 mg nedasonuy:

Toau JIEKApPCTBEH MPOAYKT HE CBABPXKA MNOMOLIHH BELIECCTBA. I




Kax n3raesna 301u0HOTHK H KAKBO CbIBPKA ONAKOBKATA

3osmmbuoTnk 2000 mg e npax 3a HHKEKLUHOHEH PasTBOP, MOCTABEH B GE3LBETEH CTHKIIEH ¢nakoH Tun
11, 3aTBopeH ¢ GpomOyTHIOBA rymMeHa 3anynanka, alyMiHHeBa 06GKaTKa, I0CTaBeH B KAPTOHEHA
KYyTHS.

Beska kyTus ceappika | pnakon wim 10 dnakona,

He Bcutku BUIOBe ONakoBKHM Morat Ja Gb/aT MyCHATH Ha nasapa.

IIpuTeskaTen Ha paspemenneTo 3a ynorpeba
TEHAMHM]I FOPBII EOOQ

yn. ,,Llanko Hepkoscku® Ne 80, rp. Codust 1421
bbarapus

Ten.: +359 2 9631328

IIpon3Boguren

Menurpaiin MuTtepreursabic EOO/]
Oyxn. “Llapurpancko moce™ Ne 119A
1784 Codus

Bbarapus

JlaTa Ha mocsieqHO npepasriexaane aa aucroskara: 02/2026

Cnennara PIH(bOpMaLI,l/[H € nNpeaHasHayeHa caMo 3a METMIIHHCKHTE CIIELIHAIHCTH;

3ommGuoTk 2000 mg npax 3a HHKEKUHOHEH PA3TBOP
Zolibiotic 2000 mg powder for solution for injection

uedazonuH Hatpuii (cefazolin sodium)

Cnennara uadopmanusta e yact or Kparkara xapaktepuctuka Ha npoaykra. Llenra u e aa
TNOANOMOTHE NpHaraHeTo Ha 3onubuoTuk 1 g/ 2 g mpax 3a uhkekuHoHeH pasteop. [Tpu onpenensue
Ha 1e1echo0pa3HOCTTa Ha YNoTpebaTa NpH KOHKPETHUS MALMEHT, MPeANMCBALIMAT IeKap TpAGBa 1a e

zano3Hat ¢ KXII.

3a 6aBHO MHTPAaBEHO3HO HHKEKTHPaHe / MHGY3Us ¥ MHTPaMYCKYJTHO HHIKEKTHPaHe.
HecbBMECTHMOCTH © pa3sTBOPHUTENH H APYTH JIEKAPCTBA,

LlehasonuH e HECHBMECTHM C aMUKALIMHOB CyJIat, aMobapbuTan HaTpHii, ackopGHHOBA KHCENHHA,
O/1eOMHLIMHOB CyNI(aT, KAILMEB MOKOXENTOHAT, KALHEB MIIIOKOHAT, IMMETHAMHOB XHAPOXIOPH,
KOJIMCTHH METaH Cy/IQOHAT HATPHH, EPHTPOMHLIHHOB IIIOKOXETITOHAT, KAHAMHIIMH Cy/I(aT,
OKCHTETPALMKIIHH XHAPOXJIOPHA, NeHTOOapOHTan HATPHH, MOTHMHKCHH B cyndar, TeTpanukimnos
XHIPOXJIOPHA.

CreLnanHu npeanasHi MEpKH MpH U3XBbPIAHE U paboTa

PasTBapsaHeTo u NPHIOKEHHETO Ha ChABPKAHHETO Ha (lakoHa TPsAGBA /1A Ce HATPABH NPH ACENTHYHM
yenosus. Ot MUKpoOHONIOrHYHa IVle/iHa TOYKA MPOAYKTHT TpabBa a ce M3Mo3Ba He3abaBHO. AKO He
ce H3MONI3Ba He3a0aBHO, BPEMETO M YCJIOBHATA 33 ChXPaHEHHE Npey YNoTpeda ca OTrOBOPHOCT Ha
notpeburens H 0GMKHOBEHO He TpAGBa /ia Ha/BKIIABAT 9 yaca npH TemnepaTypa nox 25° C WM 12
yaca npu Temnepatypa ot 2 °C no 8 °C, ocBeH ako pasTBapsHeTO He € CTaHaJIo NpH Komponupaﬂu H
BaJIHIHPAHH ACENTHYHH YCIIOBHS. / ~

Lleasonun € CbBMECTHM C HAKOIKO YECTO M3MO/I3BAHH Pa3TBOPHTEH: Il 5
- 5% pa3TBOp Ha JekcTpo3a i
- 0,9% pazTBOp Ha HaTPUEB XJIOPK] \




H3nonspalite caMo NpACHO NPHroTBeHH, GUCTPH U Ge3LBeTHH pastBopH. M3rernere camo eana no3a.
Hewusnon3ssanuar pasreop Tpabea 1a ce H3XBHLPIH.

Ipenu npunoskenve, pasTBOPLT TPGBa BU3YalHO J1a C& MPOBEPH 32 BUAMMY YacTHIA U NpoMsAHa Ha
useta, PasTopsT TpabBa 1a e GHCTHp.

Hauun Ha npunoxenue

['oToBuMAT pa3sTBOp, NPUrOTBEH KAKTO € IOCOYEHO Ce MPHIara AbAGOKO HHTPAMYCKY/IHO HIH
MHTPaBeHO3HO.

¢ HMurpamyckynHo npunoxenue:
3a MHTPaMYCKy/IHO NpuiIoKeHHe (Make. | g) MPoaYKTHT TpAGBa /1a ce HIKEKTHPAHA B rOMAM MYCKYJI.
Tpabsa na ce paspeau B 0,5 % pasTeop Ha THIOKAHH.
Pasteopere 1 g ot npaxa B 4 ml pasteopure.

e HurpaBeHo3Ho npunoxkeHHe
Pa3TBOpH 32 HHTPaBEHO3HO IPHIIOIKEHHE HITH 32 HH(Y3Hs Ce NIPHTOTBAT Ype3 pa3TBApAHE HA NPaxa ¢
BoJa 3a uHxkekuuu Mk 0,9 % pasteop Ha HaTpues xsopua. M3nonssar ce Haii-manko 4 ml ot
Pa3TBOPHTEIIS 32 BCEKH I'PaM CyXO BEILECTBO.
3a npuroTBaHe Ha HHTpaBeHO3Ha HHY3Hs, GarKa 3a uHby3ua ce Hambaea ¢ 50 — 100 m1 0,9 %

Pa3TBOp Ha HATPHEB XJIOPHJ, OCTaBs Ce CyXaTa CyOCTaHLMA Ja ce pa3TBOPH HAMKLIHO H Ce 3aroy4Ba
OaBHa HHY3HA.

Humepmumenmua unmpaseHnosna ungysus:

Ilo-ucokw AHeBHHU 1034 (4 g — 6 g B 2-3 eMHUYHK I03H) Ce NPUIATAT Ypes HHTPaBEHO3HA HHPY3UA
(3a 20 no 30 MuHyTH).

Hupexmua unmpaseno3na unIcexyus
Hosa or 1 g Lledasonun moxe na 6bae npraokeHa ¢ GaBHAa HHTPaBeHO3Ha MHKEKIHA (3-5 MHHYTH)
JAMPEKTHO BbB BEHATa, HJIH B PbKaBa Ha CMCTEMATa.

Pasreopu Ha Lledasonun B tunokanH He TpsGBa Ja ce MPUIaraM HHTPaBEHO3HO.

Jdo3npoBka:

Buvspacmuu
O6uuakinaTa 103a 32 BE3PACTHH € KaKTO CJIeBa:

Buz Ha uHbekuusTa Jlo31poBka YecroTa Ha JlHeBHa
TIPHJIOXKEHHETO no3a
Jleku no crenen 500 mg Ha Bceku 8 vaca 1,5g
HH(EKLHH, NPUYHHEHH OT lg Ha Bcexn 12 2g
uyBcTBUTENHH [ pam- yaca
TOJIOXKHTENTHH
MHKPOOPra3HH3MH
HeycnoxHenn undexunn lg Ha Bceku 12 yaca 2g
Ha YpPHHAPHHA TPaKT
VYMepeHH 10 TeKKH lg Ha Bcexu 6 1o 8 Jg-4¢g
HHbeKIuH yaca
(npuurHeHu ot I'pam-
OTPHUATETHH
MHKPOOpPra3sHH3MH)

JKuBoTo3acTpaiapaiiu lgnols5g Ha Bcexu 6 yaca 4g—-6g
uHpexkumu /e

B H3K/II04MTENIHH CllyYaH NMPOIYKTHT MOJMeE Ja Ce Mpriara B 103a 10 12 g Ha zeH. || L/




Hosuposxka na yegazonun npu nayuenmu ¢ yepedena dvopeuna dyuxyus:

Kpeatuuunos kinupbHe Cepumen JlHeBHa o3a Hureppan Ha

(ml/min/1,73 m?2) KpeaTHHHH J03HpaHe
(mg/100 ml)

=55 =15 O6uuaiina noza HETIPOMEHEH

35-54 1,6-3,0 Obuuaiina no3a Haii-manko Ha Ha 8

YacOBH HHTEPBAJIH
11-34 3,1-4,5 [lonoBuHara ot 12 yacoeu
obuuaiiHara mo3a HHTEpBaIH
<10 24,6 YeTBBpT OT 24 yacoBH
obuuaiiHara 103a HHTEPBAIH

[Tpy maupeHTH, NOIOKEHH HA XeMO/IHATH3a, CXEMATa Ha TNpHaraie 3aBHCH OT YCJIOBHATA Ha
Juanusara.

3a nepuonepamusna ynompeba npu npefoTBpaTABaHe Ha HHEKIMH J03aTa 3aBMCH OT THIA U
NIPOJYBJDKHTEIHOCTTA Ha onepauusTa. [Ipenopbunrenny no3u:

Hauannara nosa 1 g 10 2 g, npunoxeHa HHTPABEHO3HO WM MHTPaMYCKyHO 30 MHHYTH 10 1 yac
TIPE/I HA4aNOoToO Ha ONEPALMATA. 3a Ab/ITH OTIEPATHBHH MHTEPBEHLMH (Hay 2 yaca) ce MpHiara apyra
nosa ot 500 mg 10 1 g MHTPaBEHO3HO HITH HHTPAMYCKYJIHO 110 BPEME Ha ONepaLuATa.

Jlo3upoBKaTa W MPOAB/UKHTENHCTTA Ha TPHIAraHe 3aBUCAT OT THMA M NPOXBILKHTENHOCTTA HaA
onepaumsTa. [locToneparusHo ce npuiarar 500 mg 10 1 g MHTPABEHO3HO WIH MHTPAMYCKYJHO Ha
HHTEpBaIHK OT 6 yaca 1o 8 yaca B pamkuTe Ha 24 yaca.

AKO MOTEHLHATHATE MHQEKLMH Ca OTIACHH 32 3/1PaBeTO Ha IaLyeHTa (HaMp. CJIe]l onepauus Ha
CHPLETO HJIH TEXKKa OPTOMEAHYHA OlepaLys KaTo CMAHA HA CTABHTE) Ce MPENopbYBa
ClIeI0NepaTHBHOTO A03HPaHE Ja NPOABIDKH 3a 24 1o 48 uaca.

Ilayuenmu ¢ cmapuecka 8v3pacm:

He e HeobGxonumo kopHrupane (MpoMsHa) Ha 103aTa PH Bb3PACTHH NALHEHTH ¢ HOpMasTHa Gb6peura
(yHxup.

Kvpmavema, manku deya u deya
ITpu nexu 1o ymepenn undeximu ce npenopbusa ofia AHeBHa 103a oT 25 mg/kg 10 50 mg/kg
TEJIECHO TErI0, MPHJIOXKEHH KATO TPH HIIH YETHPH PABHO Pa3/Ie/IeHH 103H.

I1pu Texkn nHdexwmn, Moxe a ce npuara, ofiua AHesHa 103a 10 100 mg/kg T. T., IPHIOKEHH KaTo
TPH HJIH YE€THPH PaBHO pa3JieJieHy A03H.

Hosopodenu:
He e ycranosena 6ezonacHa ynorpe6a np1 HOBOPOZIEHH.

Heya ¢ 6vbpeyna nedocmamvynocm

KpeatunuHos Ho3supoeka Lledazonun Hurepan mexnay nosure (B
KIHPBHC (mg/kg) 4JacoBe)
(ml/min/1.73 m?)
>50 7 (mo 500 mg/no3a) 6 no 8
25-50 7 12
10-25 7 24 no 36
<10 7 4810 72

Ho3upoBkaTa NpH ieua, NOLIOKEHH Ha XeMofuanu3a e 7 mg/kg Terno B Ha‘-[aJ'IOTC Ha NIeYeHHeTo. T’I:H
KaTo cepyMHHTE HHBA Ha Leda3onuu cnajat ¢ 35% 10 65 % no Bpeme Ha THaNH3a, CE nppmara ,uosa
ot 3 mg/kg no 4 mg/kg Teryno Mexy AHANH3HHTE CeCHH (IHATM3EH HHTEpBA — 72 qaca)




[IpoABIKHTETHOCT Ha JICYEHHETO

[IponbKUTENHOCTTA Ha JIEYEHHETO 3aBHCH OT X0Ja Ha 3a60/sBaneTo. B chOTBETCTREE ¢ olwure
NPHHLANH Ha aHTHOHOTHYHATA Tepanus, JieYeHHeTo ¢ uedasonuu Tpadsa na NMPOABLIKH Hal-Mako 2
10 3 1M crlef] IMTICa Ha TeMIIEPaTypa HiH MMa J0Ka3aTe/ICTBO 3a OTNAJaHe Ha NPUYHHHTEIS.
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