B. JUCTOBKA



JIncroBka: HHGopMaNus 3a MalHEHTA

3omubuoTHK 1000 mg npax 3a HHKEKIHOHEH Pa3TBOP
Zolibiotic 1000 mg powder for solution for injection

[ledazonun HaTpuii (Cefazolin sodium)

IIpoyereTe BHHMATEIHO NAJIATA JIHCTOBKA, IPEAH 1a 3aN04HeTe 1a IPHeMaTe TOBA JIEKapCTBO,

Thil KAaTO TH CbABbPKA BaxKHa 3a Bac nHpopManus.

- 3anasere Ta3u JUCTOBKA. MOXKe a ce HAJIOXKH J1a 51 MPOYETETE OTHOBO.

- AKO MMaTe HAKaKBH JOITLJIHUTEIHH BBIIPOCH, NMonuTaiTe Bawuus ekap WiH (papMaLeBT.

- Toea nekapcTBO € nMpeanKcaHo Ju4Ho Ha Bac. He ro npeorcrenBaiTe Ha Apyru xopa. To Moxe
la UM HaBPEIH, HE3aBUCHMO Y€ MPU3HALIMTE Ha TAXHOTO 3abossBaHe ca ChluMTe Kato Baure.

- AKO MOJTyYHTE HIKAKBH HEXXEJIaHW peakiuu, yBeaomere Baums nekap wiu gapmanest. Tosa

BKJIFOYBA U BCUYKH Bb3MO>KHH HEXKEJIaHH peaKLHH, HCOITHCaHH B Ta3H JIMCTOBKA. BH}KTBTU'EIKH T
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KakBo ¢cpbabpika Ta3H JIHCTOBKA Ciaa Do Ne .- c:-z JXX l7 9! / / L

KakBo npeactapisBa 30JUOMOTHUK M 32 KAKBO C€ M3MoyI3Ba /e Fy 0L |1 -10- 2024
Kakso TpsOBa na 3Haere, npeau aa npueMere 30 IMHOMOTHK . 5 ¥ . eanssssasyanesmsdeLERinRE
Kak na npuemare 30J1MOMOTHK

BB3MOXHH HEXKEJIAaHW peakLHH

Kak na cpxpaHssaTe 30IMOMOTHK

ChbabprKaHHe Ha OMaKOBKaTa M AOITBIHUTEIHA HHPOpMAaLIKs

G B O e

1. KakBo npeacras/isaBa 30/ 1HOHOTHK H 32 KAKBO C€ H3I10/13BA

To3u NekapcTBEH NMPOAYKT ChbAbPKAa aKTHBHO BELECTBO Lie(ha30JIMH, KOETO € aHTUOHUOTHK.
[ledazonuH e aHTHOMOTHK OT rpynara Ha uedaJloClOpUHHTE.
301MOHOTHK Ce U3MO0JI3Ba 3a JieueHHe Ha DaKTepHAIHU HH(PEKLIMM KaTO:

. HH(EKLIMK HA IUXATEJTHUTE MTbTUILA (JOMTHUS AUXATENIEH TPAKT)

. MH(}EKLIMH Ha MUKOYHUSA MexXyp U Ob0peunTe (YypHHapeH Tpakr)

. MH(EKLIMK Ha KOXKaTa U MEKHUTE ThKaHH

g HH(}EeKLIMKH Ha ChpJeYyHaTa Kjana U cbpaevyHara kaMmepa (€HA0KapAUTH )

[{ledhazonnH MOXe a ce U3IMO0A3Ba 3a JieueHHe Ha OakTepraliHa UH(EKUUA Ha KpbBTa, KOATO MOXE Ja
Oblie CBbp3aHa C HAKOH OT BUAOBETE HHPEKLMH, CTIOMEHATH MO-TopeE.
[ledazonuH MoXKe Aa ce MPUJIOXKH 3a NMPeAOTBpaTABaHE Ha MHPEKLHMH Cliel] OTnepaLus.

2. Kakso Tpa0Ba aa 3HaeTe, npeaH Aa npueMere 30/ 1HOHOTHK

He u3noJuzBaiite 30, IHOHOTHK:

. aKO CTe aJIepru4HU KbM Lieda30/IMH WM KbM APYrH HedanocnopyHOBH aHTUOMOTHLIM WK KBM

HAKOS OT JAPYTrUTE CbCTABKH HA TOBA JIEKAPCTBO (M30pOEHH B TO4KA 6);

. aKO HAKOra cTe MMaJIM TeXKKa aJlepriyHa peakLmsa KbM NEHUUMIUH WK KbM JAPYTH JIeKapCcTBa

OT rpynara 0eTa JJakTaMHUTe aHTHOMOTHIIH, 3alLI0TO TOBAa MOXKE J1a O3HA4YaBa, 4e CTe KbM
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IIpeaynpexaeHud H NPeANa3sHH MEPKH

*

['oBopeTe ¢ Bawuus sekap unu gapMaLesT, Ipeay Aa H3N0I3BaTe 30HOMOTHK.
Yeenomere Baluus nekap WiA MEOJULIHHCKH CNIELIMATIHCT, aKo:

. HAKOra CT€ MMAIIM aJiepruvHa peakliii KbM NMEHULWIHH WIH KBM APYTH JIEKApCTBa OT rpynara
Ha neHuIvH (Oeta NakKTaMHHUTE aHTHONOTHLIN);

. HAKOTa CT€ MMaJIM APYTH BUAOBE aleprHvyHH peakLuy, acTMa HiTH CEHHA XpeMma,

. aKo MMare YepHoapoOHH Wik 6bOpeyHH npobiieM;

. aKO MMa MOBHIIEH PHUCK J1a pa3BueTe qedULHT Ha BUTaMHUH K;

. aKo pa3BHeTe TexkKa (KbpBaBa) AHapHa. Moxe na uMare Bb3NaeHHe Ha ne0e0To YepBo,

IPHYHHEHO OT Leda3onuH. B To3u ciryyai neueHHeTo ChC 30NHOHOTHK TPsOBA Aa ce IpeKpaTH
He3a0aBHO. He npuemaitTe 1€eKapcTBa, KOMTO NOATHCKAT [NEPUCTANTUKATA Ha YE€pBaTa.

. dKO CTE Ha JHeTa C HaMaJIeH MPHEM Ha HaTpHH.

AKo HAKOE OT H3OpOeHHUTE ce OTHacs 3a Bac, Bawiuar nekap Mo)xe 1a NpoMeHH JieueHrueTo By unu na
Bn page cneudanHyu CLBETH.

Puckosd GaKkTOPH, KOMTO IPHYHHABAT AePHIHT Ha BuTamMuH K nin puckoBH ¢pakToOpH, KOUTO
3aCAraT Apyrd MeXaHH3MH Ha KPbBOCHCHPBaHeTo. B pegku ¢iiydau Mo BpeMe Ha NCHEHHETO €
uea3oNKH MOraT Aa ¢e NMOABAT HapyIeHUs Ha koarynauusTa, [1pH nauuenTH, cTpajaly oT
3a00s1BaHe, KOeTO NMPUUYKHABRA WM 3aCWIBA KbPBEHETO, KATO XeMO(HIHA, CTOMAIIHKE H YPEeBHH
H3IBH, CHCHPBAHETO HA KPBBTA € HapyLueHo. B Te3u ciyyan TpabBa 1a ce ciieH KPbBOChCHPBAHETO
Bu.

30nu6KOTHK He TpAOBa Aa ce MpMiara KaTo HHXKEKLMA B [IPOCTPAHCTBOTO OKOJIO MPBORAYHHA MO3BK
(uHTpaTtekanHo). CpoOLLABAHY Ca HEXKEJIAHH peaKIlHH Ha LICHTpalHaTa HEpBHA CHCTEMA,
BKJIIOYMTEIHO KOHBYJICHHM (CMTa3MH Ha MYCKYJIUTE M RAPYLIEHO Chb3HAHHE).

Isarocpourara ynorpeda Ha 30140HOTUK MOXKe Ja IPUYMHU BTOPUYHY HHQEKUKMH. BaliuaT jiekyBaiil
nekap we Bu HaGmonasa ¥ e 3ano4yHe JIeUeHHe, ako € HE0OXO0AHMO.

LledazonuH He TpaOBa Aa ce npuiiara Ha HEAOHOCEHH ¥ HOBOPO/IEHH Aclla Ha BB3PacT AC €IMH MecCelL.
Bb3MoxHO € 301HOHMOTHK 1a NOBAMAE pe3YSITATUTE OT HAKOU TabopaTOpHU TECTOBE — TECTOBE 34 KPEHB
¥ yprHa. AKO By npeAcToAT TakMBa U3CAEeABAHUA, € BAKHO Aa KaKeTe Ha Baluud nekap, ye
M3MOJI3BATE TO3M JIEKAPCTBEH MPOOYKT.

JApyru aekapcTBa H 30JH0HOTHK
Tpabpa na kaketre Ha Batuus nexap wnn gapMalesT, ako IIPHEMATE, HACKOPO CTE [IPHEMATTH WK €
BB3MOXHO JIa pHeMaTe JIPYTH JIeKapCcTBa, BKIKOYUTENHO M TAKKWBA, OTITYCKaHH 0e3 pelenTa.
ToBa e BaXKHO, Thit KATO HAKOM JieKapcTBa He TpabBa na ObAaT npyUeMaHy 3ae€IHO C UE(a30OIHH.
Tosa BrIIOYBA:
e ApYrd aHTHOMOTHIH. Bb3MOXKHO € B3aMMHO NNOATHCKAHE HA AEHCTBHETO HM aKO €€ H3MOJI3BAT
¢ uedazonuH.
* npodenenn] (M3MOJ3BAH 3a JleYeHHE Ha nojarpa). Br3MOXKHO € [a ce YBEJIHYH BpPEMETO,
He0OXOAHMMO 3a OTCTpPaHsABaHe Ha Leda30JIMH OT OpraH13Ma.
* AHTHKOATYJIAHTH (JICKapCTBa 33 HAMAJIABAHE CLCUPBAHETO HA KPBBTA).
* JIEKAPCTBA, KOMTO MOTaT Aa NOBIHUAAT paboTaTa Ha 6uOpeunTe, KATO AMHHOTJIKKO3HAHH
AHTHOHOTHIUH.

* adypeTHiLH (OTBOAHABALLOTO CPEACTBO, HAIpUMEP PypO3eMHun).

YeenoMmere Balya nekap, ako BY NPeACTOAT KPbBHH M3CAEABaHUS WIM U3CTIeIBAHE HA YPHHA 3a
IJIHOKO34.

bpeMeHHOCT, KbpMeHe H PepPTHINTET
AKo cTe OpeMeHHa WM KbPMHTE, CMATATE, Y€ MOXKE 1a ¢Te OpeMeHHa unu IutaHupare OpeMeHHQCT,
nochkBeTBaTE ce ¢ Bamus nexkap win ¢gapMauerT npeau ynorpebdara Ha TOBA JIEKAPCTBO WS 1
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lo¢upase u pabora ¢ MAIIHHHA

Hsma u3cneasanys 3a BIMAHHETO BbPXY cnocoGHOCTTA 3a lodupaHe U padoTa ¢ MalliMHH,
BurpekH TOBa MOXe Ja ce HabMIoJaBaT HeXKETaHU PeakLdH KaTo rnaBobosive WK CBETOBBPTEX,
KOMTO [1a MOBIHAAT BbPXY crnocobHocTTa By 3a wodupane niu pabota ¢ MaluuHH (BXK. T.4).

301HOHOTHK CHABPAKA HATPHH

dnaxkonu ot 1 g: To3u npoayxTt chabpka 50,84 mg HaTpuH (OCHOBHA ChCTaBHA 4YacT HA I'OTBAapCKaTa
COJ1) BbB BCeKH (uiakoH. ToBa € eKBUBaJIEHTHO Ha 2,5 % OT NpenopbYHTEIHHA MAKCUMATIEH JHCBEH
MpUeM HA HATPUH 34 BL3PACTHHU.

3. Kak aa npaemate 301H0HOTHK
Bunaru npuemaitre 301HO0HOTHK TOUHO KakTo BH € kasan Bawua yiekap Wik papMaLeBT. AKO He CTe

CUTYPHH B Helllo, nonuTtaiite Baluug nekap wiu ¢papmaliesT.

301ubHOTHK 0OMKHOBEHO LUie BH ce npuiara ot Jiekap WiIH OT MEAHLIMHCKA CecTpa.
HauuH Ha npyIOKEHHE:

. upe3 HaBHO HH)KEKTHpaHe (3a 3-5 MUHYTH) WK MHQY3us (10 30 MMHYTH) BbB BEHaTa
(MHTPaBEHO3HO) WIH
. IHNGOKO MYCKYJIHO B TOJIAM CEAANMILEH MYCKYJ (MHTPaMYCKYJIHO),

[TpenopbuMTenHaTa Ao3a Ha 30JIMOMOTUK Ce omnpedenas oT Baiuxg nekap B 3aBHCHMOCT OT BalIETO
TErNO, TEXECTTa Ha HHpekuuaTa U JOKOIKO Aobpe paboTaT BawnTe 6LOpeLd. Baunar nekap e By

O0SCHH TOBA.

. O6uyaiinara 103a 3a Be3pacTHy € 1,5 g 10 6 g aHeBHo. [Ipu Texxku nddexkuuu q03aTa MOXe 1a
ce noBMLIH A0 12 g Ha AaeH.
. [To-HUCKH A03M MOXE 11a ¢a HeoOX0AMMH NMpH Acua Wik xopa ¢ 6b0peyHu npodnemMu. Bawuuar

JeKap uie onpeaend ToYyHaTa 103a.
[Ipy MYyCKYJHO npuiaraHe, 3onMOMOTHK a ¢€ UHKEKTHpa JUPEKTHO B FOJIAM MYCKYJI. B TO3H Ciy4ai
CyOCTAHLIMATA Ja C€ pa3TBOPH B JIEKAPCTBO, HAPEUYHO JIUAOKAHH, KOETO UMa 3a LieJ Ja HanpaBH
MHXKEKLIMATa Mo-Majko 6ose3HeHa.

Ynorpeba npu aena (Ha sbipact Haa 1 mecen)

[IpenopbunTenHaTa ao3a 30JHOHOTHK ce onpeaeas oT Bawusa nekap B 3aBUCHMOCT OT TEroTo Ha
Bawero gere. Obuwara AHeBHa no3a oT 25 - 50 mg / kg TenecHo Terno, pasaencHa Ha 3 - 4 paBHHU
npuemMa, € epuKacHa Npu MoBEHETO JIEKH 1O YMepeHH HHpEKLHH,

[Tpyu Texxku MHbekuy odlaTa 103a Moxke a 6be YBeIMueHa 0 MaKCUMAITHAaTa NpEeNophUYKTENIHA
no3a ot 100 mg / kg TenecHo Terno.

AKO ¢Te Ipue/IH HoBeYe OT He00X0aAHMATA 1032 30,IHOHOTHK

TBi xato 30aubKHOTUK LUE BY Ce NpHnara OT JISKap WiIH MeIMLHHCKA CecTpa € MAIKO BEPOATHO Ja Bu
ce NPUJIOMKH rpelliHa JA03a.

AKO BC€ MaK NMOJIYYHTE HEXKENAHH peaKilid WIH CMATATe, Y€ CTe NOJYUMIH NO - BUCOKA 034 OT
HeobxoauMara, HezabaBHO yBeagoMeTe Baluus nekap.

AKO CTe NpOOyCHAJH A4 npHeMere 30, 1HO0HOTHK

AKO CMsATaTe, 4e He CTe MpHeESIH 103a OT 30JUOHOTHK, yBeaoMeTe He3abaBHO Bawug nekap.

AKO HMaTe HAKAKBH AOIMBJIHUTENIHY BBIPOCH, CBBP3aHN ¢ ynoTpedara Ha TOBA JIEKAPCTBO, MOIUTAKNTE
Bawms nexap, dapMaueBT WM MEJULIMHCKA CECTPA.
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KakTo BCHUYKH NleKapcTBa, TORA JIEKAPCTBO MOXKE 12 MPEAM3IBUKA HEXE/IAHH peakiH
BCCKM T'H M10J1y4aBa.



Cenpxere ce He3abaBHo ¢ Bamus Jekap, ako 3a6ej1exuTe HAKOR OT CieJHUTE:

Heuecry nexxesnanu peaknun (Morar ga 3acersart go | Ha 100 nauueHTH)
® TEXCKa aJlepruyHa peakius (BHe3alHH XPUIIOBE, 3aTPYAHEHH B IHUIAHETO WIH 3aMasHOCT;
[ojlyBaHe Ha KIenayuTe, TMLETO, YCTHUTE HIIH I'bPJIOTO).
¢ Hamolsane U MeXypH Ha KoO)KaTa, ycTaTa, OUMTE H FEHUTAJTHUTE.
e Tpecka, Bb3NAaNEHO MbPJIO0, [10-4eCTH WHPEKLUHM, NPHYHHEHH OT HAMalIsBaHe KOJIMYECTBOTO HA
OE/TUTE KPbBHU KIIETKH.

e CnabocT, CHHHHY, YyecTH uHekuuy, beaa Koxka, yMopa, 3alyX H TbMHA YPHHA, TPHYHHEHH OT
HaMaJigBaHe KOJIMYECTBOTO HA YePBEHUTE KPBBHH KINETKH.

Peaku Hexenanu peakunun (Morat Aa 3acerHar Ao | Ha 1000 nanyeHTn)
¢ Heobu4yalHH CHHUHMK U KBbpBEHE.
e YBe/IMYEHO WM HAMAJIEHO OTAEAsIHE HA YPHUHA, CBHIHUBOCT, OOBPKBAHE, raacHe, NPHUYHHEHO OT
Bb3NaJiecHue Ha ObOpeuuTe.
e [lnerpajieH U3NUB.

MHuoro peaks nexxejlaHH peakius (Morart fa 3acersat no 1 Ha 10 000 nauvenTu)
o [loxxbnTABaHE HA KOXKATa H OYMUTE, ChpOeK, MPUHUHEHH OT YepHOAPOOHO 3abonaBaHe.

Hexenann peaknan ¢ HEH3BECTHA HecTOTA (4ecToTaTa He MOXe 1a Ob/ie OLleHeHa OT HAJTHYHHTE
AaHHH)
e Bu3naneHue Ha YepBaTa, HapeYEHO KOJIUT (H/IX KOJIUT, CBBbP3aH ¢ ynorpeda Ha aHTUOMOTULIM),
[MPUUHHABALLO TEXKKA, NPOAL/DKUTENIHA BOAHKCTA AHAPHA CbC CTOMALUHH CNIa3MHK Y TPECKa.

JApyrH HeXXeJIaHH peaknHH

YecTH HexkeIaHH peakiud (Morat Aa 3acernar Ao | va 10 nauuentn)
® ANIEPrdYHH PeakUHH KaTo KOXKeH oOpHB (KOMpHBHA TPECKa), 3a4EPBABAHE HA KOXKaTa M ChpOex
Ha KOXKaTa.
® raneHe W MNOBPLIUAHE, 3aryba Ha aneTur,
® uapHs, MOJYBAHE HA KOpEMa.

HeuecTn Hexe1aHH peakuu (Morat Aa 3acerHat a0 1 Ha 100 naumeHTh)

® CepHO3HH XEMATOJOrMYHH npobneMu (NpobneMu ¢ KPBBTa), BKIIKOUHTETHO NPOMEHH B Opos Ha
OenuTe KPLBHH KJIETKH U TpOMOOLIUTHTE.

e TpECKa M TpelepeHe, KOUTO MOTarT Ja 3alo4yHaT HAKOJIKO OHH CJIeJ HKEKTUPAHETO; TOBA MOJXKE
Ia Obje MpUUYMHEHO OT “‘JIEKapCTBEHA TpeCKa'.

® [IOBHIIIEHH HHBA HAa HAKOH ‘-IEFPHGHPUSHH CH3IUMH.
® HUHTPABCHO3ZHOTO MNPUIAraHe MOXeS a rNMpHYyHHH Bb3NAJICHHE HA KDBEBOHOCHHA Cb/.

Peaxku Hexenanu peaknuH (Morar aa 3acersar a0 |1 Ha 1000 nauueHTH)
® 3anyllieH HOC WIH XpeMma,

HUCKO WJIM BUCOKO HMBO Ha 3axap (rIr0Ko34) B KPBBTa,

YYBCTBO Ha CBETOBBPTEK WIH 3aMaliBaHe,

KalLTHIIa,

00LLO Hepa3NoNAoKEHHE, YMOpa.,

HaJIMYHUTE JaHHH)
o ['naBobonue, 3amMaliBaHe WiH CBETOBBPTEX.
¢ MpaByukaHe WU U3TPBIIBAHE HAa PBLIETE WIN CThNANaTa, Bb30ya.
o [loTpenBaHe WaM Ca3bM Ha MYCKYJIMTE, KOHBYJICHH.
¢ Mneynuua (reOuvHa HHOEKUMA B YCTaTa WIM BIIarajlviLEToO). G




» Mubexumu, QpmKallM ce Ha yeToiunBHd Ha LledasonnH Mukpoopranusmu (bakrepun). Tosa e
6be MPOBEPEHO BHUMATENIHO OT JieKaps ¥ NMpH HeoOX0ANMOCT e Obe NpeanHucato JeyeHHe.

CpobuiaBaHe HA HEXKETAHH peaKUHH

AKO NONYy4HTE HAKAKBH HEXENaHH JeKapCTBEHH peaKUuM, yBeaIoMeTe Bauusa nexap, papMalesT Hau
MEAMLMHCKA cecTpa. ToBa BKIXOYBA BCHYKH Bb3MOXHH HEOMUCAHH B Ta3H JIMCTOBKA HEXeJIaHH
peakiu. MoxkeTe CbIIO Aa choOIUTE HEXKEaHH PeaKLiHi AHPEKTHO Ypes:

H3nLIHuTEIHA areHUHS 0 JeKApCTBAaTAa
yi. ,,JJamaH ['pyes* Ne 8

1303 Codus

bbarapus

Ten.:+359 2 8903417

yebcaliT: www.bda.bg

Kato cho6inasare HexellaHH peaKUyd, MOXKeTe [a JaJeTe CBOA IPHHOC 32 MOJTyYaBaHe Ha NOBeYe
uHtopMalilda 0THocHO Ge3onacHoCTTa Ha TOBA JIEKApPCTBO.

5. Kak aa cpxpansBate 30,JHOHOTHK

HH C€ CbXpaHsABa HA MACTO, HCAOCTHITHO 34 ACIl4.

He uznonseaiite 301u0HOTHK Cle CpoKa Ha FTOXHOCT, OTOENA3aH BBPXY KYTHATA M (y1akOHa ciel
EXP. CpoKbT Ha FOOHOCT OTroBaps Ha NMOCNEQHHMA AEH Ha NOCOYEeHHA Mecell.

Ia ce cvxpangasa noa 25°C.

JTla ce cbXpaHABa B OpUrMHAJIHATA ONAKOBKA, 3a Ja Ce npeanasH oT CBETIHHA.

CobxpaHeHue cie] pa3TBapaHe: 9 uaca npu Temrneparypa noa 25°C win 12 vaca npu reMneparypa oT
2°C - 8°C.

[TpenopbYUTENHO € pa3TBOPLT Ja C€ U3TION3BA BEAHAra Cliell pasTBapsaHeE.

He u3xBbLpnaiiTe jlekapcTBaTa B KAHATM3aUMATA WIH B KOHTEHHEepa 3a JOMALUHH OTHAAbLIH.
[TonuraiiTe Bawus dapmaneBT Kak Aa H3XBLPJIATE JIEKAPCTBATA, KOUTO BEYE HE U3NON3BATE. 1€3H
MEPKH 1€ CIIOMOrHaT 3a ONa3BaHe Ha OKOJIHATa Cpela.

6. ChabpkaHHe HA ONIAKOBKATA H AONDJAHHTEJIHA KHPOpMALHS

Kakpo cbabpxa 30JH0HOTHK

AKTHBHOTO BelLIECTBO € Lie(pa30NiH KaTo Lea30nnuH HATPHIA.
3onubunotuk 1000 mg, npax 3a MHXKEKUMOHEH pa3TBop cpabpka 1000 mg nedazonu.

To3u nexapcTBeH NpoAYKT HE ChABPKa MOMOLLHH BELUECTBA.
Kak n3rnexaa 30JHOHOTHK H KAKBO ChHAbPAKA ONAKOBKATA

3oaabnoTuk 1000 mg e npax 3a HHXKEKLUMOHEH pa3TBOP, NOCTABEH B OE3LBETEH CTHKIICH (PJIAKOH THIT
11, 3aTBOpeH cbe OpoMOYTIWIIOBA I'YMEHA 3amyLUasKa, AmyMHHUEBa 00KaTKa, NOCTAaBEH B KAPTOHECHA
KYTHA. ~
Beska KyTya ¢cbabpka | puaakod wnd 10 ¢nakona.

He BcHuky BMOOBE OMAKOBKH MOraT Aa ObJaT MyCHaTH Ha nasapa.




IIpuTexkarte, HA pa3pellieHHETO 3a ynoTpeda
TEHAMMI IOPBII EOOJ

yi. “Yapn3 Japsun” Ne 3, rp. Cogusa 1113
brarapus

Ten.: +359 2 9631328

[Ipouszeoauren:

Meautpaiin UntepHewrsuninc EOQO
oyn. “Hapurpaacko mwoce” Ne 119A
1784 Cogusa

bearapus

ara Ha NOCJeAHO Npepasriexiade Ha aacroskara: 08/2024

CnenHata nadopMalia € npeJHa3Ha4ueHa caMo 3a MEJHLMHCKHTE CNCIHHAIUCTH:

3oanbnoruk 1000 mg npax 3a HHXXEKUHOHEH pPa3TBOP
Zolibiotic 1000 mg powder for solution for injection

Lledazonun Harpuii (Cefazolin sodium)

Cneanara nHdopMmaumaTa € yact or KpaTtkara xapakTepHcTHKa Ha npoaykra. Lenra H e na
MOANOMOTHe MpHaaraleTo Ha JoaubuoTuk 1 g/ 2 g npax 3a HHXXEKUHMOHEH pa3TBop. Ilpu
onpeae/sHe Ha LeNecbo0pasHOCTTa Ha yoTpedara NpyH KOHKPETHHA MaLMEHT, MPeAIHCBALIHAT
nekap Tpabea aa e 3amo3Hat ¢ KXIIL

3a 6aBHO HHTPABEHO3HO HHXKEKTHPaHe / MH(Y3US M HHTPaMYCKYJIHO HHKEKTHPaHe.

HechbBMECTUMOCTH ¢ pa3TBOPHTENH U APYTY JIEKAPCTBA.

Lledazonuu e HeCLBMECTHM C aMHKALIMHOB cyJidaT, amodapOuran HaTpui, ackopOMHOBaA KHUCEHHA,
OJIEOMHUHMHOB cyadar, KATUMER ITIIOKOXENTOHAT, KAILMEB MIOKOHAT, IMMETUAMHOB XHAPOXJIOPHA,
KOJIMCTHH METaH CyJ1(pOHAT HATPUH, EPUTPOMHLIMHOB ITIKOKOXEIITOHAT, KAHAMHLUMH cyndar,

OKCHTETPAaLMK/IUH XHAPOXJIOPHUI, NeHTOOapOUTANl HATPUH, NOMMMUKCHH B cyndart, TeTpalMIHHOB

XHAPOXJIOPHA.

CneumManiy apeanasHd MEpKH [pH H3XBBPIIsAHE U paboTa

Pa3zTBapsaHeTO U NPUICKEHHUETO HA ChABPXKAHUETO Ha QiakoHa TpAOBa [a CE HAMPABH NPU ACCATUYHU
ycsioBuA. OT MUKpOOHOIOrUYHA FlieHA TOYKA NPOOYKTHLT TpAOBa 1a ce u3non3ea He3abaBHO. AKO He
ce U3MOoJI3Ba He3abaBHO, BPEMETO H YCJIOBHATA 3a ChXPaHEHHE npeau ynorpeda ca OTrOBOPHOCT Ha
notpeburens n OOMKHOBEHO He TpAOBa Ja HaABUWABAT 9 yaca npH TeMneparypa noj 25° C vnu 12
yaca npu temneparypa ot 2 110 8 © C, 0OCBEH aKo pa3TBapAHETO HE € CTAHAJIO NPH KOHTPOJIMPAHU H
BAJIWIKPAHHU aCENTUUYHH YCIIOBHA.

[ledazonuH € CHbBMECTHM C HAKOJKO YECTO H3MOI3BAHU pPa3TBOPUTEIH:
- 5% pa3TBOp Ha AEKCTpO3a

- 0,9% pa3TBOp Ha HATPUEB XJIOpPH]
H3non3Balre caMo NPACHO NMPUroTBeHd, OUCTpH U Oe3uBeTHU pasTBopu. U3rernere cam eﬂ.ﬁ&\h
Heunsnon3sanuat pa3reop TpsAdBa Ja ce U3XBBPIH. : \0 ..
[Ipenn npunoxexnue, pazTBOpLT TpAOBA BU3YANIHO [1a C€ NPOBEPH 32 BUAUMHU qacmu,n H‘hpﬂ \ 'f* |
LBeTa. Pa3TBopbT TpAOBA Na € OUCTLD. P |
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HauuH Ha npuioxxeHue ey,
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['OTOBMSAT pa3TBOP, IPUrOTBEH KAKTO € MOCOYEHO Ce Npiara AbIOOKO HHTPaMyCKYJTHO KK
HWHTPABEHO3HO.

e MHTpaMyCKyn1HO NpUIOKEHHE:!
3a UHTPAaMYCKYJIHO MpHIoKeHHe (Make. 1g) NpoAyKTET TpAOBA Ja C€ HHKEKTHPaHa B rONsAM MYCKYJI,
Tpabea na ce paspeam 8 0,5 % pasTBOp Ha JTHAOKAHH.
Pa3zteopere 1 g or npaxa B 4 ml pasTBopuTe.

e HMHTpapeHO3HO NPHIIOKEHHE
Pa3TBOPH 3a HHTPABEHO3HO MPHJIOKEHHE WM 32 HHY3HS Ce MPUTOTBAT Ype3 pa3TBapsHEe Ha Nnpaxa C
BOAA 2a uHxkekuuy win 0,9 % pasteop Ha HaTpHeB Xnopun. M3non3ear ce Hail-manko 4 ml ot
pa3sTBOPUTE/IA 32 BCEKH I'PaM CyXO0 BELECTBO.
3a NpUroTBAHE HA MHTpaBeHO3Ha uHOY3ua, GaHka 3a HHY3HA ce Hanbaea ¢ 50 — 100 mi 0,9 %
pa3TBOp HAa HATPHEB XJIOPH/, OCTABA CE CyXara CyOCTAHIUA Aa C& Pa3TBOPH HAIMBJIHO U CE 3aMo4Ba
GaBHa HH{)Y3NA.
Hrumepmumenmua unmpaseno3na uHysua.
[Mo-BUCOKH JHEBHH N03H (4 g— 6 g B 2-3 eAMHHAYHH AO3HW) C€ NIPUNArar upe3 UHTpaBeHO3Ha
nHPy3us (3a 20 1o 30 MUHYTH).

Hupexmua uHmMpageHo3IHA UHNCEKYUA
Ho3a ot 1 g lledasonnn moxe aa 6bae npunoxeHa ¢ 6aBHa HHTPABEHO3HA KHXKEKLHUA (3~ MUHYTH)
JAMPEKTHO BbB BEHATa, WIH B PhKaBa Ha CHCTEMATA.

PastBopu Ha Lleda3onuH B TMAOKAHH He TpAOBa Aa ce npuyiaraM HHTPaBEHO3HO,

Jo3upoBka:
Bvipacmuu
OO6uuaiinara 103a 3a Bb3PacTHU € KaKTO CleBa:

By Ha HHQEKLWATa Jlo3upoBKa YecroTa Ha IHeBHA
NPHIOKEHHUETO ao3a
Jleku no crene” WHGEKUMH, 500 mg Ha Bcexu 8 vaca 1,5¢
NMPUUYHAHEHH OT YYBCTBUTEIHH lg Ha Bceku 12 yaca 2g
| paM-NoNOXKUTENTHH
MHUKpPOOpPraHU3MH
HeycnoxHeHu HH(pEeKLUHU Ha l g Ha Bceku 12 vaca 2g
lypHHapHHA TpakT
YMepeHH A0 TEXKKU 1 g Ha Bcexn 6 0o 8 Jg—-4¢g
MHQEKLIHH qaca
(NpAYHHERH OT I pam-
OTPULATE/THH
MHUKpPOOPTaHU3MM )
JKuBoTo3acTpallaBauy 1l gnol,5g Ha Bceku 6 4aca 4g-6¢g
HHEKLMH

B M3KIIOUMTENHH C/Ty4Yau NPOAYKTHT MOXKE Aa Ce nmpunara B 103a 40 12 g na aeH.

Hoszupoera na yeghazonun npu nayuenmu c ygpeoena bvbpeuna gynxyus:

KpeaTHHUHOB KNHUpBHC | (CEepHMEH KpeaTHHHUH JlHeBHa fo3a
(ml/min/1,73 m?) (mg/100 ml)
> 551 J <1,5 ObuuaiiHa 103a
35-54 | 1,6-3,0 | O6uuaitna nosa




11-34 3,1-4,5 [TonoBuHara oT 12 gacoBH
) ‘ obuuaiHara no3a | HHTEPBAJIH

<10 > 4.6 HeTBbpT OT 0OHUUaiiHaTa 24 yacoBH
1034 HHTEPBAIH

[Ipy manueHTH, NOAJICIKEHH Ha XeIoJUanu3a, CXemMarTa Ha mpujiaraHe 3aBUCH OT yC/IOBUATa Ha
AHaIU3ara.

3a nepuonepamuera ynompeba Npy NpefoTBPaTABaHEe Ha MHPEKIIMH 1034Ta 3aBUCH OT THNA H
NpOAL/LKUTEAHOCTTa Ha onepauuara. [lpenopbYHTeIHA J03M:

Hauannarta moza 1 g 1o 2 g, npujio>keHa MHTPaBEHO3HO WM HHTPaMYyCKy/IHO 30 MHHYTH A0 1 4ac
MpedH Ha4yaloToO Ha OnepauMiTa. 3a IbJArH ONepaTHBHH HHTEPBEHUMH (HaJ 2 Yaca) ce npunara apyra
no3a ot 500 mg xo 1 g UHTPABEHO3HO WK HHTPAMYCKYJTHO MO BPEME Ha ONECpaLHATA.

Ho3upoBKara W MPOIBL/KUTENHOCTTA HA NpPUIAraHe 3aBHUCAT OT THMA M MPOABLKHTE/IHOCTTA Ha
onepaumaTa. [locronepaTtusHo ce npuwiarat 500 mg 10 1 g HHTPABEHO3HO WIM HHTPaMYyCKyJIHO Ha
MHTEpBaJIH OT 6 yaca no 8 yaca B pamMkuTte Ha 24 Haca.

AKO MOTEHLHMATHKWTE MHQEKI[MH Cca ONacHH 3a 3paBeTo Ha NalMEeHTa (Hamnp. CIe OnepaLus Ha
CHPLIETO WIH TEXKa OpPTONeqUYHa Onepalis KaTo CMAHA Ha CTABHTE) Ce NpenopbhyBa
CJIeJONIEPATUBHOTO JO3MpPaHe Aa NpOABRIKH 3a 24 1o 48 yaca.

HHayuenmu 6 cmapuecka 8b3pacm.
He e Heo6xoauMO KopurrpaHe (TIpOMsHa) Ha A03aTa NP Bb3PacTHHU NALMEHTH ¢ HOpMaJiHa OrOpeuHa

(pyHKUHA.

Kvpmawema, maaku deya u oeya

[Tpy neku 10 yMepeHu HHGeKUHH ce npenopbyBa ob1ua AHeBHa no3a ot 25 mg/kg a0 50 mg/kg
TEJIECHO TErJI0, TMPHJIOKEHU KATO TPHU WIIH YETUPH PaBHO pa3fieJICHH J03H.

[lpu Texxu MHGEKLKHH, MOXKE Aa ce Mmpuiara, obuia qHesHa go3a no 100 mg/kg 1. T., MpHIOKEHH KaTo
TPH WIM YETHPH PABHO Pa3[IC/IEHH J03H.

Hosopooenu.
He e yctaHoBeHa Oe3omnacHa ynorpeda npu HOBOPOAEHH.

Heya c 6vbpevra negocmamvynocm

KpeaTUHHHOB Kﬂ-;ip'bl-lc Hosuposka HHTEpBaJl- Mexay no3ute (B
(ml/min/1,73 m?) Hedasonuu(mg/kg) 4aCcoOBE)
> 50 | 7(a0 500 mg/no3a) 6 10 §
25-50 7 12
10-25 | 7 _ 241036
| <10 ] 7 | 48 1o 72

Ho3upoBKaTa npy Aeua,lMoAI0KEHHN Ha XeMoananu3a € 7 mg/kg Terao B Ha4ajloTo Ha JIeYeHHETO. T
KaTo CEpYMHMTE HUBA HA Leda30nuH cnajat ¢ 35% no 65 % rno BpeMe Ha aMaiusa, ce puiara ao3a
ot 3 mg/kg mo 4 mg/kg Terno Mexay AHANTH3HUTE CECHU (IHaTM3€H UHTepBal — 72 yaca)

H[Z_JDQ"BJDI{HTEJI HOCT Ha JIEHCHHUHETO

HPO,HLH}KHTeﬂHOCTT& Ha JISYEHHUETO 3aBHCH OT X0AAa Ha 3a0onABaHeTo. B C'LGTBBTC’]:B

[IPUHUMIK HA aHTHOKOTHYHATA TEpANuA, JedeHUETO ¢ uedazonuH TpaOBa aa I W 02
00 3 OHU Cllel JIMICA Ha TEMIIepaTypa WM UMa JOKA3aTeICTBO 32 OTIagaHe HHHH?M
&
W
) -




