U3NLTHUTENHA ATEHIING NO NEKAPCTBATA

Jflucmobka  Mpusowerus 2
Jurceroska: Hadopmanun 3a NaNHEATA

Kum Pez. Ne 0{012-\—\3/‘5;‘

3enunen 2 € Npax 33 HHKECKIHOHEH H/TH _mmmpannop

Zepilen 2 g powder for solution for ijection or infusion . 7 1-051
remomoctasoli ISERaF nusion.. AR
LEHOBRERGE M LTI

IIpouereTe BHEMATEIHO NAJIATA JIHCTOBKA, IpeXH 1a Bu 6bae npaaaraHo TOBA JIEKAPCTRO, Thil

KATO TH ChAbPka BaxcHa 32 Bac aadopmanus.

» 3anaiere TazH JIMCTOBKA. Moke /1a ce HalOXH Ja A NPOYETETE OTHOBO.

¢ Ao UMaTe HAKAKBH AOIMLIHHTEIHH BBIPOCH, NonuTaiite Bawna nexap, papManerT win
MEHLIMHCKa cecTpa.

¢ Topa nexapcTBo € NpeanHcaHo AH4HO Ha Bac. He ro npeorcrensalite Ha apyru xopa. To moxe na
MM HaBPEIH, HE3aBHCHMO 4e NPH3HALIMTE HA TAXHOTO 3abonsBaHe ca ChIUHTE KaTo Bawmre.

¢ AKO NOJy4HTE HAKAKBH HEXENIaHH peaklUMH, yBeaoMere Bawna nekap, ¢papMaLeBT WiH
MeQHMUHHCKa cecTpa. Toa MoXKe ia BKIIOYBA H BCHYKH Bb3IMOXKHH PEaKUHH, HEOITHCAHH B Ta3H
aucroBka. Biokre Touka 4.

KakBo chbABpAa TA3H JJHCTOBKA

Kaxpo npencrabiasa 3eMWICH H 38 KAKBO Ce H3MOA3Ba

Kakgo Tpafsa aa 3raete, npenu na By 6be npuioxkeH 3enwnex
Kak ce npumara 3enunex : :
B13MoskHM HEeXKeNIaHN peakiu

Kak na cexpanaBare 3enuieH

CbabpKaHHe Ha OMAaKOBKATa H AOITBJIHHTENHA HHpOpMaLUs

SN P L

1. Kakso npegcrapisesa 3ennien # 33 KAKEO € HINO/I3BA

Hedazonun e 6akrepunmacH nedaiocnoOprEHOB AaHTHOHOTHK OT ITbpPBA reHepaLlis 3a MapeHTepaiHO
. TIPHIIOYKEHHUE. ,

ledasonuH ce u3non3Ba 3a NeyeHne Ha GakTepHaNHK HHGEKUMY ¢ PA3IHYHA JIOKATH3AUHS H
HHTEH3HTET, MPUYHHEHH OT YyBCTBHTENHH KbM Leda3onHH MHKPOOPraHH3MH, KaTo:
HHGEKLUWH Ha TUXaTeTHUTE NbTULIA

HHbeKUMH Ha 6b6peLiuTe, ypHHAPHHSA TPAKT H FEHUTANHHTE

HH(EKLUHH Ha KOXATa H MEeKHTE ThKaHH

HHPEKLUWH Ha SKNBYHHSI TPAKT

HHPEKIMH Ha KOCTHTE H CTABUTE

cencuc (T.Hap. OTpaRAHE Ha KPBHRTA)

€HJIOKAP/JMT (BB3NaJCHHE HA BETPELIHHA ClIOH Ha ChPLIETO WM ChpASYHHUTE KIlamnH)
KaTo NMpeBaHTHBHA MAPKA NPH T'OJIEMH ONEPaLIUH.

2 Kakso Tpa6Ba 1a 3HaeTe, npean Aa Ba 6b1e npuaoken Jennaen

3ennnen ne TpaGBa Aa ce NpHAara:

®  aKO CTe ANePruyHH KbM LiedazonuH UK ApYrH LedanocnopHHy, Thil KaTo ChLIECTBYBA PHCK OT
aHaHIaKTHYEH WIOK (BHE3aleH KONane Ha kpbeooOpaiuenneto). Ennospemento mosxke
CBLIECCTBYBA CBPBLXYYBCTBMTETHOCT KbM IpYrH OeTa-ITakTaMHU aHTHOHOTHUM (Hamp. KbM
NEHULMKIHH).

®  aKO HAKOra CT€ MMAIH TEXKA AIEpru4yHa peakuMs KbM NEeHHLIWINH WIH HAKOH apyr Geta-

(xpberocana peakiius).
Lledasonuu He Tpadea fa ce mpunara Ha HeJoHoceHH GebeTa WK HOBOPOAEHH Mp.
JKHBOTA, Thif KATO KbM TO3H MOMEHT HE Ca HAJIMYHH JOCTATHYHO JaHHH.
[TpunoxeHHeTo Ha NedazoNHH, CMECEH ¢ JIOKAJICH AHECTETHK 38 HHTPAMYCKY/IHA
JHJIOKAHH XHAPOXJIOpH), HE € NOKA3aHO MpPH JeLa Npe3 MbpPBaTa FOAMHA OT XKHB




Ilpenynpexenus m npegnaznu MepKa
[osopere ¢ Bamna nekap, GapMalesT WIH MeAMIIHHCKa cecTpa, penu aa Bu 6bae npunoxen
3enmieH.

ITIpu ynorpebara Ha uedazonuH ca chboOIEHH NPU3HALIM HA ANICPrUYHa PEaKUMA KbM JIeKapCTBOTO,
BKJIIOUMTENTHO AMXATeNHH npobnemu u Gonka B rppaHua xoul. Cnipere He3a0aBHO TPHIOKEHHETO Ha
uedasonun ¥ HezabaBHO ce cBbpxkKeTe ¢ Bamms nekap WM Che CrelIHa MEAMIMHCKA MOMOLI, aKo
3abenexuTe HAKOH OT Te3U NPHIHALM.

O61bpHeTe CNeLHMATHO BHUMaHHe, kKoraTo Bu ce npunara 3enmnen:

®  aKo MMaTe aJIEpTHYHa peaklMA (Hanp. ypTHKapus Wwin GpoHXHalHa acTMa), Thi KaTo ToBa
NOBHILI&BA PHCKA OT CEPUO3HH PEAKLIHH Ha CBPBbXYYBCTBHTENIHOCT.

®  aKo MMaTe TexKa H NPOAb/DKMTETHA KbPBABa JHapHA NO BpeMe Ha WM el jedeHneTo. B Tosu
cyda#, Mona yeenomete Baurms nexap HezabarHo, THH KaTo TOBa MOXe Ja ObJie MPH3HAK HA
NOTEHLHATHO JKHBOTO3aCTPAILIABAIIO Bh3MAJCHHE Ha AeGenoTo uepeo (ncepaomeMbpaHoseH
KOJIMT), KOETO U3MCKBA He3aDaBHM NoaxomALH cneitHd Mepku. He TpaGea aa ce npunarar
JleKapcTBa, KOMTO NMOTHCKAT YPEBHHA MOTHIHTET (AHTHNEPHCTAITHYHH ).

®  aKo NOAO3MpaTe, ue CTe Pa3BWIH HOBa HHEKIHA N0 BpeMe HA NPOABDKHTENHO HIIH YeCTO
nevenue ¢ uegasonsH. Topa Moxke Aa 6bae HHEKLMS, MPHYHHEHA OT MUKPOOPraHW3MH, KOUTO
HE Ca UYBCTBHTEJIHH KbM UedasonuH. Baiuuar nekap 1ie Ha3HaYK CLOTBEHOTO JIEUEHHE.

®  4aKO HMATe TEXKO yBpeleHa 616peyna ¢pyukuns. B To3u cnyyaii, Bammat nekap me Hamanu
J03aTa I LIEe YAB/DKH HHTepBalla Ha NO3HpaHe.

B MHoro peaku cinyuar Leda3onHH MOke Ja A0Bede A0 HApYLUEHHA B KPBBOChCHpBaneto. [lopanu
TOB& NPOoTPoMOUHOBOTO BpeMe TpAGBa Aa ce NpoRepABa PELOBHO NMPH MALKMEHTH Che 3abonaBaHns,
KOMTO MoraT ja IOBeJaT I KbPBEHe (HaNp. CTOMALIHH K YDEBHHU A3BH) ¥ P NALMEHTH ¢ HAPYLUEHHS
Ha KPbBOCHCHPBAHETO (BPONCHH: HAMp. XeMO(PHIHA; MPHAOOHTH: HANID. MapEHTEPATHO XpaHeHe,
HeJ0XpaHBaHe, HapylIeHa YepHoApoObHa H 6b0peuHa GyHKUMA WiH TPOMOOLMTONEHHS, CHCTOAHME,
KOETO Bb3HHKBA, KOTaTo OpoAT Ha TpOMOOLMTHTE B KpBBTA BH € HHCBK; CEBp3aHH C IEKapCTBa: Hanp.
XerapyH WK MEPOPaNHH aHTHKOAarynaHTH). [1py Heo6xoaumocT Moxke aa ce 3amect BuTamuH K (10
mg Ha ceIMHIA),

LledazonnH uMa He33AOBOANTENEH MPHOHAYHO-MO3bYEH KIIHPBHC.

Apyrn nekapcTBa H Jenuien
Hndopmupaiite Bamusa nekap, ako npuemare, HACKOPO CTe NIPHEMATH MIIH € Bb3MOXKHO J1a MPHEMETE
IPpYTH eKapcTea.

Ledazonun Moke 1a NOBNHAE HAUMHA, NO KOATO AeHCTBAT HAKOHU ekapcTea. ChLIO Taka, HAKOH
JIeKapcTBa MOTAT Ja MOBIMAAT Ha4HHA, N0 KOiiTo aelicTea uehasonnH.

B uactHoCT, yBenomere Baluua nexap, ako npuemare HIKOe OT ClIeJHHTE NEKAPCTBA:
AMHMHOTJIMKO3HUIH WIH APYTH aHTHOHOTHLM (M3M0I3BaHY 32 JieueHHe Ha HHGEKIHH)
npobGeHeMA (M3NOM3BAHM 32 JICYEHHE Ha [I0AArpa)

BHTamMuH K

AHTHKOAry/JIaHTH (JIeKapcTBa 3a pa3pexaaHe Ha KpbBTa)

dypozemua {AMypeTHLH).

Tpabea na yeeaomure Bama nekap, ako we Bu ce npaBu u3cneqsaHe 3a MKOKO3a B ypHHATa HIH
KPBBHH H3CNeABaHHS.

Bpemennoct H KbpMeRe
AKo cTe OpeMeHHa HIH KbPMHTE, CMATATE, Y€ MOXKeE 1a ¢Te GpeMeHHa WM r1aH
nochBeTBalTe ce ¢ Baiina nexap, npeay Aa NpHEMETE TOBA JIEKAPCTBO.




OcobeHo npe3s NbpBUA TPHMECTHP OT OpeMeHHOCTTa Leda3onuH Tpabea aa ce mpuiara camo cieq
CTPHUKTHA NPELECHKA HA CHOTHOLICHHETO PHCK-TION3a OT JIEKYBAalllud JIeKap, Thi KaTO HAMa AOCTATBYHO
OTHT U Leda3oIMH NpeMHUHABA B KpBBOOOpallleHHETO Ha Tu1oaa (MoXke Aa 3acerHe GebeTo).

I.lecbazonnn TMpeMHHAaEa B KXbpMaTa B MaJIKH KOJTHYUCCTRA H MOXKE [a NPEAH3IBHKA IHaApHA H
KOOHH3AUMA Ha rEOHYKH NPpH KBEPMAaveTo. l'IopaJm TOBA KbPMEHETO TpSIGBa Aa ce NpeYCTAHOBH 110
BpEME Ha JICYCHHE C ued)a:so.rmH.

Ledazoun cbALpka HATPHIL.

Toea nexapcTpo chaAbpka 101,]1 mg HaTpuii (OCHOBEH KOMNOHEHT Ha rOTBapcKaTa/ Tpane3HaTa coil)
BbB BeekH duiakoH. Tosa e exeupanenTHo Ha 10,11% ot npenopbuHTENHHA MAKCUMATIEH JHEBEH
XPaHHUTEIEH TIPHEM Ha HaTPHH 3a Bh3PacTHH.

3.  Kak ce npraara 3ennien

3enunen e Bu 61ae npunaran ot nekap. llle Bu 6bae npunarad no €auH OT CIEAHHTE HAYHHH:
¢ KkaTto 0aBHa MHXEKUMA B HAKOA oT Bawnre Benu. Toea Moske na oTHeMe 3 1o 5 MUHYTH.
* [Ipe3 cHcTeMa B Hakod oT Bamure senn. ToBa ce Hapu4a ,,MHTpaBeHO3HA MHDY3HA™.

Hosara Ha 3enuneH e 6bae onpeneneHa ot Bauwins nekap B 3aBucuMocT oT Bariara Bu3pacr,
TEJIECHO TerJ10, TEXECTTa Ha HHpekuuaTa By u cbobpasHo ToBa konko nobpe paborat Bawmre
- 6bbpenn. : ‘ ‘

Ynorpeba npH Jena u wHomR HaJ 14-rogHina BBL3IpacT
‘IIpn Bb3pacTHH M IOHOWM HaA 14 roaMHU OOMKHOBEHO Ce TIPHJTAraT OHEBHH H03H oT 1,5 gmo2 g -
LeazoNHH NpK HHPEKUHWH, TPUYHHEHH OT FPaM-NIONIOXKHTEHH NaTOTeHH.

TIpu MHEKIMH, IPHYMHEHH OT rPaM-OTPHLATENHH NATOTEHH, AHEBHATA 103a Tpabea ga 6bae 3 g no 4
g uedaszoNuH.

BbamoxxHO € IHEBHATa A03a Ledazonun Aa Obae yReauuena o 6 g nuesHo. [Tpu ceprosHn,
HMBOTOZACTpaluaBalld HHbeKkLHn Moxe aa ¢a Heobxonumu ao 12 g uedasonuH Ha Jen.

Cnennannu g038
Heycnosnenu uadexkunH Ha ypHHapHHA TpakT: | g uedazonuH Ha Bceku 12 yaca.

ITepronepaTueHa npodunakTika: 1 g uedasonuu 30 no 60 muHyTH npeau npoueaypara u 0,5 g no 1
g uedasonul Ha Beexu 6 no 8 yaca cnen onepaunaTta 3a 24 yaca.

Ipnnoxenne npy Aena

[1pu neua Ha Bb3pacT Ha M Haj 2 Mecella oOM4aiiHO ce npunarar 25 mg/kg no 50 mg/kg TenecHo
Terno uedasoiiny, NPUNOoNKeHH KaTo 3 WiH 4 paBHO pazgefieHM A02H. JIHeBHaTa N03a Moxe aa Onae
ysennueHa Ao 100 mg/kg TenecHo Terno uedaszonu-.

IIpuioxende npu BLIpacTad H Aena ¢ 6b0peunn npoGiaemu
IIpn naureHTH ¢ Texko ybpeaeHa 6p6peyHa dyHkuMa TpaGBa fa ce 04aKBa HATPYNBAHE Ha
uedasonud. [Topaau ToBa ce npenopbyBa MoAAbpXallaTa 103a NPU BB3PACTHH H IOHOWIK Hay 14
rolMHH J1a 6bae HaMalleHa, KakTo clefiBa, KaTo MbPBOHAYANHATA 4032 OCTARA CHILATA:
KpeatHHHHOB KaHpbHC 35-54 ml/min ObuuaiinaTa f03a, NPHIOXKEHA HA BCE
Kpeatununos knupbHe 10-34 ml/min 50% ot obuuaiiHaTa no3a, np
12 yaca

KpeatunuHos xnpsHe nog 10 mi/min 50% ot obuyaliHaTta no3a,
18-24 uaca




Hena ¢ yepenena 6u0peuna ¢yHKuus TpAORa Aa MOMy4yaBaT ClleqHHTE A03H ciien oOHvaifHaTa HavanHa
[034:

Kpearununos knupbHe 40-70 ml/min Karo nano, 60% or obuqaiiHaTa qHeBHA A03a €
JOCTATBYHA, pa3fe/icHa Ha 2 paBHH JI03H,
NPHIOKEHH Ha BCeKH 12 yaca

Kpeatununos knupsHe 20-40 ml/min 25% ot obuuaiiHaTa [HeBHa 1032, pa3feNieHH Ha
2 paBHH 03H, IPWICMKEHH Ha BeekH 12 yaca
Kpeatuuunos xinpsHe noa 20 ml/min 10% ot ofuuiiHaTa qHEBHa 034, MPIIOKEHH HA

BCeKH 24 waca

Kak m xora ce H3non3ea 3ennnex

LledazomHH ce HHXEKTHpA BLB BeHA (MHTPAaBEHO3HA HHXKEKIKA) HIM GABHO KaTo HHTpaBeHO3Ha
uHDY3uA UM uedasonHH | g ce HIKEXTHpa B MYCKY. {HHTPaMYCKYJIHA MIDKeKIMA ). KOTHHHYHUAT
OTIMT MOKa3Ba, 4e Leda3onaH TpaOBa Ja ce MpHIara HHTPaBeHO3HO CaMoO NPH TeXKH H YCIOKHEHH
uHbeKHO3HH 3ab01aBaHMs.

IIpaaoxenne Ha ¢THHAYHA A03H
HHeBHH n03K 0T 2 g o 3 g uedazonuH Morar Aa 6bAaT NpUNoKeHH 4pe3 6aBHa MHTPABEHO3HA
MHXKEKLHA KaTo 2 WK 3 paBHO pa3feNieHH 1034 no | g Besika.

Ipu no-BHCOKH AHEBHH J03H UedazomuH (4 g 30 6 g) ce NpeAnoyHTa HHTPaBEHO3HA HHOY3MA, -
ropaiy Mo-paBHOMEPHHS M NO-IbAroTpacH edekt. JHeBHHTe 103 oT 4 g uedazonuH Tpabea aa ce
npunarat noa gopmara Ha 2 HHQY3KH 10 2 g BCAKA, AHEBHHTE 103K OT 6 g 1ea3oNnH — karo 3
MHY3HH o 2 g BeAka. [Ipoab/ukMTeRHOCTTA Ha BeAKa MHGy3us Tpabea ga 6bae ot 30 go 120

MHHYTH.

TIpUrOTBEHHUAT PA3TBOP 32 MHTPABEHO3HO NPHIIOKEHHME MOXKE J1a IPUUMHH GoNKa, KO He Ce NPHIOKH
Mo npeaHa3HaveHHe (MHTPaMYCKYJIHO HIH CTyyaifHO NapaBeHO3HO NPHIOKEHKe — B BIH30CT 10
BeHa).

Ledazonun 3a HHTPaMyCKYJTHO NPUAOKEHHE He TpaOra na Obe KHXKCKTHpaH BbB BeHa
{(MHTpaBeHO3HO), MOpaaH 100aBAHETO Ha JIMIOKAHH 32 JIOKAJHa AHECTe3H .

[Tpn naupeHT! ¢ TEXKH ENEKTPOIHTHH HapyleHUA Tpa6Ba Na ce HMa MpeaBH] ChAbPKAHHETO Ha
HATpHi B IPUrOTBEHKS pa3TBOP.

Koako anjaro ce a3noassa 3enniaen

[MpoabAKUTENHOCTTA Ha JISYEHHETO CE ONPEAENA OT JSKYBalLMa jieKap. Ta 3aBHCH OT NOBJIWABAHETO
Ha NaTOreH|Te U X0Aa Ha 3a0onaBaHeTo. JleueHHeTo TpAOBa Aa MPOABIKH HAKOAKO IHH clel
H34e3BaHe HA TEMIEPaTYpaTa UK OT3BYYaBaHe Ha CHMIITOMMTE Ha 3a00NgBamHeTo.

Axo Br e npaioxen noseve 3ennjied, 0TKOJKOTO € HeoOX0AHMO, TOBA MOXKE Ja JOBEAE A0
npenosupase. Ipuznaumre BrIOYBaT rnasobonue, 3aMalirane, napectesns (KOXHH yCeLLaHns),
Bb30yna, MHOKIOHYC (IOTpenBaHe HA OTACIIHH MYCKYJIH) H KOHBYJICHH.

Obanere ce Ha Hal-0NM3KHA NleKap 38 MOMOLLL, aKO ce NOABH HAKOH OT TE3H NpH3HaLK Ha 3abonaBane!

B ciryuaii Ha oTpaBsHe ca NOKa3aHU MepKM, yCKOpABaluK enumuHupaneto. He chliecTByBa
crneuuuyeH aHTunoT. LedasonuH noanexn Ha xeMoaHanusa.

AKO HMaTe HAKAKBM JOITBJIHMTENHH BLIPOCH, CBBP3aHHU ¢ YNOTpebaTa Ha TOBa NEKapCTBO, OOBpHETE
ce KbM Bawua nexap, bapMaueBT wiH MeqUIIHHCKA CecTpa.

4. Bu3mMOXKHH HeXKeJAHH PeaKUHH

Kakto BcHukH JICKapCTEBa, TOBa NEKApCTBO MOXKE Oa NPCIH3BHKA HEXKCIaHH peaKiy
BCCKH I'H Nony4yasa.




YeceTn (Morat Ja 3acerHar 1o 1 va 10 aywun)

®  aJepruyHH KO)KHH peakUHH KaTo o6puB, ypTHKAapus H chpbex

®  CTOMAaUIHO-YPEBHH cMYLIeHHS oA (opMara Ha AHapus, rafieHe, MOBPBLIAHE, JIUICA HA ANETHT,
nogyBaHe M kopeMHa 6o5ka, KOUTO OGHKHOBEHO Ca IEKH H YeCTO OTIIYMSBAT 110 BpEMeE Ha
JIEYEHHETO WIH B NIPOTHBEH CITy4al — cliell IpeKpaTaBaHe Ha JIeYEHHETO.
AKXO o BpeMe Ha WIIH clie]] JIEYEHHETO CE NIOSABH TeXXKa H YIIOpHTa AHapHs, Tpabpa Ja ce
KOHCYNITHpATE ¢ JieKap, T KaTo TA MOXe Ja € IPH3HAK Ha CepHO3HO YpeBHO 3abonsBaHe
(nceBaoMeMOpaHO3€eH KOJIHT), KoeTo TpAbBa A2 ce nekysa HezabaBHo. He Tpabea na ce npunarar
JleKkapcTBa, KOMTO NOTHCKAT JBHKEHHETO Ha HepBaTa.

¢ niexa GOMNKa, KAKTO M BTBLPAABAHE Ha THKAHTA Ha MACTOTO Ha HHDKEKTHPAHE Cliefl MPHIOKEHHE B
MYCKYJa, BBIIpEKM 10OaBEHH JIOKAJIEH aHECTETHK.

Hewuectn (Morart aa 3acerHat Ao 1 Ha 100 gyum)

®  TEMKH ANEPrHYHH PeakLiMH KaTO AHTHOHEBPOTHYEH ¢ieM (TIOAyBaHe HA THKAHWTE, 0COOEHO Ha
JIHLIETO) H JIeKapCTBEHA Tpecka

® TpexoaHa NpoMsHa B Opod Ha GennTe KPBBHH KIETKH (HEYTPONIEHHSA, IEBKONEHUA, €03MHOGHNNA)
u 6pos Ha TpoMOounTHTE

®  JIeKO, MPeXORHO MOBHIIABaHe HA HUBATa Ha YepHOApoOHHUTE eH3UMH acnapTaTt
aMHHOTpaHc(epasa, alaHHH aMHHOTpaHchepasa K ankanHa ocdarasa

&  cjlell HHTPaBEHO3HO NpWIokeHHe: dnebuT (Bp3NancHue Ha BeHa), NOHAKOra ¢ o0pa3yBaHe Ha
KpbBeH cbeupek (Gnedut, Tpombodnedur).

Penxn (morat na 3acerdar ao 1 Ha 1 000 gyum)
® HapylI€HHs Ha KPbBOCHCHPBAHETO M B PE3YJITAT HA TOBA — KbpBEHE. PHCKOBM nauMeHTH ca Te3M,

' KOHTO Ca CKIIOHHH KbM KbpBEHE {HaIp. MALMEHTH C XeMO(WIHA, CbC CTOMAIIIHH H YPEBHH A3BH) -
HWIH TaKKBa C AeQUMT Ha BHTaMHH K (Hanp. c H3KycTBeHO XpaHeHe, HEIOXpaHBaHe H HapyllieHa
yepHOApo6Ha 1 6bOpeuHa GyHKLHA).

e pBhinaneHue Ha 6LOpeuiiTe UK Apyru 6bOpevHH 3a00NABAHHSA, OBMKHOBEHO NpH KPHTHYHO GONTHA
NaLMeHTH, KOHTO ¢a MOAYYaBaIH MHOMXKECTRO JIEKApCTRa.

Muoro penks (mMorar aa sacersar go 1 va 10 000 gymm)

® KMBOTO3aCTpallaBalll aHaQHIAKTHYEH IIOK (HapyllleHHe Ha KphBooOpalleHHeTo B X0Aa Ha
aJiepruyHa peaxiHa)

® TIPEXOJEH XEMaTHT (Bb3NaleHHe Ha YepHHA Apo6) U AcbaTeHHLA (NOAKBATABAHE HA KOMKATA HIH
GA0TO Ha OYHTE).

C HeH3BecTHa MecTOTA (OT HATMYHHTE JaHHH HE MOXKe Ja Obla HanpaBeHa OLieHKa)

¢ CHJIHO HaMallcHHE Ha HAKOH OellH KpbBHH KIeTkH (arpaHyJIoLHTO34) U OnpeneneHa ¢popmMa Ha
aHeMHs (XeMOTHTHYHA aHEMHA).

o OonKa B pBAHAA KOLI, KOATO MOXE Ja € MPH3HAK Ha MOTeHIHATHO CEPHO3HA ANlepPrHYHA PeaKLHa,
HapeueHa cuHIpoM Ha KyHuc,

OcobeHo B cimyuaii Ha MpeJo3HpaHe M aKe KOMTHYECTROTO Ha JIEKAPCTROTO HE € KOPHIHPAHO MPH
HapyleHa 6p0peuna GYHKUMA, MOTAT 4 ce MOABAT rMaBobore, 3aMagsHOCT, fapecTe3na (KOXHH
YCEUIaHHA KaTo H3TPBIIBaHe, MpaBy4KaHe WM napeHe), Bp30yna, MHOKIOHYC (IoTpenBaHe Ha
OTAENHH MYCKYJIH) H KOHBYJICHH.

IIpoxbiokHTeIHaTa H MHOMOKpaTHa ynoTpeda Ha ueda3onHH Moke Aa NPpUYHHH 2a00sABaHUA OT
GaKTepHH WIH NPOKAH, KOUTO €a HEHMYBCTBHTENHH KbM LiedazoaHH (Hanp. MNeYHHLA, BATMHATHA
KaHAKA03a).

CrofmaBane HA HeKeI2RH PERKIHH

AKO MOMy4HTe HAKAKBH HEXKENAHH JIEKApCTBeHH peaKUMK, yBeAoMeTe Bawnd ek
Topa BKIIOYBA BCHYKH BB3MOXKHH, HEOMTHCAHH B Ta3H JIMCTOBKA HEXKENAHH peakLiMy.
CHOOIKTE HEXXENaHH PeakLiH JAHPEKTHO Ype3 HaMOHAIHATA CHCTeMa 3a cboliias a S
H3nbnHUTENHa areHUMA 110 JIEKapeTBaTa
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Karo crobmasare He)kenaHM peakLBH, MOXKETE Ja JajeTe CBOA MPHHOC 3a NOAYYABAHE HA NOBEYE
nH$pOopMaLIHA OTHOCHO §e30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak aa cexpanssare 3enniien
I[a C¢ ChbXpaHABa HA MACTO, HEJOCTDBITHO 34 J€lid.

He vznonsgaiite TOBa NEKapCTBO CNEI CpOKa HA TOOHOCT, oTOENA3aH HA eTHKeTa ¢nen . [ oneH mo:,
CpoKbT Ha rOAHOCT OTTOBApA HAa MOCNEAHHA JEH OT MOCOYEHHS Mecell.

To3n nexapcTBeH NPOAYKT HE H3MCKBa HAKAKBH CIICLIMATHY TEMIIEpaTYPHH YCIIOBHSA 33 ChXPaHEHHE.
ChbXpaHsaBaiite praKOHHTE B KAPTOHEHATa ONAKOBKA, 3a Ja M NPeANa3uTe OT CBETIHHA.

He u3xpbpasiiTe ekapcTBaTa B KAHATTM3ALMATA WK B KOHTEHHEpa 33 IOMALIHH OTNANbLM.
INonuTakite Bammua dapMalleBT Kak Aa H3XBLP/IATE JIEKapCTBaTa, KOHTO Beue He Hinonzeate. Tesu
MEPKH L€ CIOMOIHAT 3a ONa3BaHe Ha OKOJIHATA Cpeia.

6. - Clam;pmanne HA OHAKOBKATA H I0NLJIHHTE/IHA nntbopmannﬂ ‘

- Kakpo cpabpka Jennnen

¢ AKTHBHOTO BELUECTBO € Liea3zonuH (cefazolm) Beexu (pnakoH cpabppika 2 g Heda3onHH KaTo
uedazonun Hatpuit (cefazolin sodium).

¢ Hsama apyru cberaBkh.

Kax n3rirexxna 3enniieH H KAKBO CBAbPXKA ONAKOBKATA

Bsan no noytn 6541 MHOro XHrpoOGKONHYEH Mpax, KOHTO ¢¢ pa3TBopa 10 6ucThp Gesupered 10
6nenoxceit pasteop. pH Ha npaxa e 4,0-6,0.

Ocmonapurer: 320-720 mOsm/kg.

Ipo3spaunu dnakony or 6esuseTHo cTbkio THN III (Ph.Eur.), 3aneuatanu cbe cupa 6poMobyTunosa
ryMeHa 3amyinanka v aTyMHHHERA Kamauka (Cbe HNH 6e3 11acTMACcOBO OTHYMBALIO Ce YILTHTHEHHE), ¢
oGem 20 ml.

HanuuHu ca onakosku ¢ 1, 10, 25, 50 u 100 daakoHa.

He Bcuukn BUNOBE onakoBKH Morar Ja ObaaT MycHaTH Ha nasapa.

IIpurexaTen Ha pajpemeHHeTO 38 YOoTpeba
Medochemie Ltd., 1-10 Konstantinoupoleos str., 3011 Limassol, Kurrep

IlponzeoanTen

Medochemie Ltd, Factory C (Injectable Facility), 2, Michael Erakleous Street, Agios Athanassios
Industrial Area, 4011 Agios Athanassios, Limassol, Kunsp

To3n nexapcTBeH NPOAYKT € paspelneH 3a ynoTpeba B cliefHATe ALpxkasH unenkH na EUIL:

buarapus | Zepilen 2 g npax 3a HHxekroHed/ HHy3HaHeH pasTBop
Cyprus Zepilen Forte 2 g kévig yw gvéoiuo Sidhopa/Siddopa mpog yyoon  om——ae
Malta Cefazolin Medochemie 2 g powder for solution for injection or infysfiép MEHLAR IJA
Romania ZOLINEF FORTE 2 g pulbere pentru solutie injectabild/ perfuzabfl’g&/ oin A
Spain ZEPILEN 2 G POLVO PARA SOLUCION INYECTABLE Y o |

EFG




JlaTa Ha moc/ieAHO DpepasriexJane HA JHCTOBKATA: GeBpyapH 2026

[Mocouenara no-aony HHGoOpMalua e IpeHa3HaYeHa CAMO 32 MEIHLIMHCKH CTIELHANHCTH:
3a menHa HH$OpPMaLKs OTHOCHO NPEeANHCcBaHe, Mo BIbkTe KpaTkaTa XapakTepHCTHKA Ha IPOAYKTA.

]Ipnm'msme H cTAOHIHOCT Ha PA3TBOPHTE 384 HHXKeKIIHA HJITH HHd)ySllﬂ

Hauun Ha Konuuecrso Mpubmusurenna | Crabunuoct npu | CraGuiHoCT npH

NPHIOKHHE pasTBOpHTEN, KOHLEHTpalus Ha | cTaliHa CBhXPaHEHHE B
KoeTo TpAbBa 1a | LedazonuH TeMIepaTypa XJIaJHITHHK (2-
ce gobaBu (25°C) 8°C)

HHTpaMycKynHa | 8 ml* 25 mg/ml 24 yaca 24 yaca

HHAKEKLHA

HMHTPaBEHO3Ha 20 ml** 100 mg/ml 24 gaca 24 vaca

HHKEKLHA

HHTPaBEHO3HA 50 ml - 100ml*** | 20mg/ml - 24 vaca 24 yaca

Hu(y3uA 40mg/ml

*I1py HHTpPaMyCKyJIHa HIDKEKLMA PaxsT ce pa3teapi B 0,5% pa3TBOp Ha MMOOKaHH XUAPOXJIOPHI.
**[Ipu MHTpaBEHO3HA HHKEKLHA MOKe J1a ¢ H3MO3JIBA eHH OT CIeHUTE PasTBOPH: BOJa 3a
HHXXEKLIMH, H30TOHMYEH pasTBOp Ha HATPHEB XJIOPHA HNH 5% pa3TBOp Ha IVIIOKO3a.

***[Ipn uHTpaBeHO3Ba HHQY3HA MOXE Aa C€ M3IO3Ba €AHH OT CIIeJHHTE Pa3TBOPH: H3OTOHHYEH
pasTBOp Ha HaTpHeB XJIOpHi, 5% WiH 10% pa3TBop Ha IJIIOKO3a, pa3TBOp Ha PHHrep, nakraren
pa3TBOp Ha PuHrep v Boaa 3a HIDKeKUHH ¢ 5% win 10% nHBepTHa 3axap.

HHTpaBeHO3HA MHKEKLINA:

Pa3sTBopsT ce HDKeKTHpa 6aBHO — B IPOABKEHHE Ha 3-5 MHHYTH — AMPEKTHO BbB BEHaTa HiIH B
TpGaTa Ha Teualla HHTPaBeHO3Ha HHY3HS Ha eAHH OT FOPHUTE Pa3TROPH. JIHEBHHTE J03H OT 2 g 10
3 g uedazonuH MoraT aa ce HHXKEKTHpaT 6aBHO MHTPABEHO3HO B 2 WM 3 pa3fiesieHH Ao3M o 1 g

BCAKA.

JokazaHa e xuMHvecka H du3Hyecka cTabHIHOCT no Bpeme Ha yrnotpeba 3a 24 vaca npu 25 °C u 2-8
°C

Ot MHKpOOGHOJIOTHYHA ITI€HA TOUKA, OCBEH aKO METOABT Ha pasTBapsHe H paspexaaHe He H3KIIOYBa
PHCKa oT MUKpoOHO 3aMbpcaBaHe, IPOdyKTHT TpAOBa Na ce U3Mon3Ba He3abaBHO.

HeunsnoaseaHHAT NeKapcTBEH MPOAYKT WIH OTHaXBYHHTE MAaTEPHAITH OT Hero Tpabra Jia ce
U3XBLDPIIAT B CHOTBECTBHE ¢ MECTHHTE M3HCKBAHMA.




