JINCTOBKA




JIucroBka: nHpopManHs 32 NANHEHTA

Hepenum Tenamua 1 ¢ npax 3a HHKEKUHOHEH/HHPY3IHOHEH pa3TBOP
Cefepime Tenamyd 1 g powder for solution for injection/infusion

uedenum (cefepime)

IlpoyeTeTe BHHMATE/IHO HAJIATA JIHCTOBKA, NPEAH A 3aMI0YHETE a2 H3M0JI3BaTe TOBA
JIEKAPCTBO, Thil KATO T CbhAbPKAa BakHa 3a Bac undpopmauus.

& 3anasere Ta3u JIMCTOBKA. Moske J1a ce Hal02KH J1a sl IPOYETETE OTHOBO.

° AKO UMaTe HAKAKBH JOITBJIHUTEIHH BBIIPOCH, nonuTanTe Bawus nekap, papMaueBT WM
MEMLIMHCKA cecTpa.

e ToBa nekapceTBo € npeanucado JuuHO Ha Bac. He ro npeorcrenBaiire Ha apyru xopa. To

MO>K€ [1a UM HaBpeaHU, HE3aBUCHUMO Y€ MPHU3HALIUTE HA TAXHOTO 3a00/9BaHe ca ChILIUTE KaTo
Bawure.,

J AKO MOJTyYHTe HIKAKBH HEXKEJIAHHU JIEKAPCTBEHHU peaklMH, yBeaomere Bawus nekap,
¢apmaueBT UM MEAUMLIMHCKA cecTpa. ToBa BK/IOYBA M BCHYKH Bb3MOXKHU HEXKEJIAaHW PeaKL1H,
HEOINMUCaHU B Ta3M JIMCTOBKA. Buxre Touka 4.

KakBo cbaABbpKa TA3H JIHCTOBKA:
KakBo npeacrasisBa Lledbenum TeHaMua v 3a KakBO ce U3M0JI3Ba a/‘-)/ 3O/9 N

l.

2 KakBo TpsAOBa j1a 3Haere, npeau aa uinonssare Lledpenum Tenamun

3 Kak na uznonssare Llepenum Tenamun

4.  Bb3MOXKHH HeXeJJaHH peakLHH 6 Y /} 19 -05 207"
3. Kak na cbxpanssare Llepenum Tenamua

6. CobabpikaHHe Ha OMAaKOBKAaTa W JOMbJIHUTEIHA UHDOpMaLLKS

1. Kakso npeacrasasipa llegpenum Tenamua u 3a KAKBO ce H3110J13BA

[lepenum Tenamua € aHTUOMOTHK, U3IMON3BaAH NMPU BB3PacTHHU M aeua. Toi neiicTBa, kaTo yOuBa
OaKTEpPHHUTE, KOUTO NMPHUUYHUHABAT UHPeKUrH. Tol npuHaaIekKH KbM rpyrna jiekapcTBa, HapeuyeHH
YeMEbPMO NOKOJICHUE Yedharocnopunu.

[Ipu BB3pacTHHU M Aeua Haja 12-rojiMiiHa Bb3pacT, BKIKOYHTETHO:

s UHdekumnu Ha 6eaus apod (MHEBMOHMSA)

@ YcnoxxHeHH (TeXKH) HHPEKIIMK Ha MUKOYHHUTE IMbTHIIA

) YcnoxHeHu (TeKKH) HHPEeKLIMY B KOpeMHaTa KyXHHa

® Bb3nanenue Ha iMraByLiaTa Ha KOpeMHaTa KyXuHa (nepumonum), CBbp3aHo ¢ IMaJIu3a Mpu

MallMEHTH Ha NpOIb/DKUTE/IHA aMOyiaTtopHa neputoHeanHa avanusa (ITATT)T)

[1pu BB3pacTHH:
0 OcCTpH UH(EKUHMH HA HKITbYHHA MEXYP

[Ipn neua Ha Bu3pacT ot 2 meceua 10 12 roaguum M ¢ TenecHo terio noa 40 kg, BKIIIOYHUTENHO:

2 YCNOKHEHHU (TeHKKH) UHPEKLIMK HA NMMKOYHHUTE ITbTHIIA
s Mudexumnn Ha Oenus 1pod (nMHEBMOHHS)
2 Undpekunn Ha MeMOpaHuTe, NOKpUBaLLIKM MO3bKa (Oakmepuanen meHuHeum)

Lleenum Tenamua ce u3non3sa v nNpu Bb3pacTHH M MPH Jella Ha Bb3pacT HaJ 2 Mecela
s 33 JICUEHUE HA MPHUCTBIT HA TPECKAa C HEM3BECTEH MPOU3XO0/1 MPH MALIMEHTH C HaM

MaLMEHTH ChC CPEIHO TEKKA A0 TEeKKa Heymponerus). AKo € HeoOX0IuMo, Tps
KOMOHMHALMS C ApYTr aHTHOHUOTHK.

® 3a JleueHue Ha DakTepueMus (NpOHUKBaHE HAa OaKTEpPHUH B KPLBOOOPBIIE



2. Kakpo TpaOBa na sHaere, npean aa u3nojssare liepenum Tenamup

He u3noassaiite Ledpennm Tenamun, axko:

. CTE aNIEPrUYHH (C8pybXUYysCMEUmeanu) KoM APyrH uedanocnopuHOBH aHTHOHOTHLHY HIAH KBM
HAKOS OT OCTARAIUTE CLCTABKHU HA TOBA AEKAPCTBO (M30pOEeHU B TOUKA 6).

. HAKOra CT€ HMaJIM TEXKKa alISpruvHa peakuus (peakyus Ha CEPbXYYECMBUMEAHOCM) KbM
BCEKH ApYr BUA Oera-nakrameH aHTUOMOTHK (MeHHWLWIMHH, MoHOOakTaMH U kapbaneHeMy).

. HMAaTEe MOBULIEHA KUCENTMHHOCT HA KPBBTA (ayuoo3aq).

Yeenomere Bawua nekap, npeay Aa 3anoutere aa uznonseare Lledenum Tenamup, ako cMatare, ue
TOBa ce oTHacg A0 Bac. B To3u cayuaii He TpsaGBa na Bu ce npunara Llepenum Tenamun.

IIpeaynpexaeHun H NPeANa3IHHA MEPKH

['oBopete ¢ Bawusa nekap, papMaueBT LK MEAULIMHCKA CECTpa, Npeau Aa uanonzeare lledenum
Tenamun:

. KO HAKOra CT€ UMANH AJIEPrHYHA peaKlus KbM LedenuM WK ApyrH OeTa-nakTaMHu
aHTHOMOTHUM WIIH KbM IpYro JlekapcTBo. Ako no Bpeme Ha jedeHue ¢ lledpenum Tenamuy passuere
allepruyHa peakuus, Tpibsa HezabaBHo na ce cBbpkeTe ¢ Baluusa nexkap, ToBa MOXe [1a € CEPHO3HO.
B TO3W cny4al NeKapAT BeoHara e npeycTaHoBH JICYEHHETO.

* aKO HAKOra CT¢ HMAJIM ACTMAa WJIH CKIOHHOCT KBM JIEPTHH.

* ako umare npobsiemu ¢ 6bOpennTe, MoXxe na ce Haoxku Ao3ara Ha Lledenum Tenamun na
Obae KopHrupasa.

® aKO MO BpEME Ha JICUCHHETO pa3BHUETE TEHKKA H NEePCHCTHpama auapus. ToBa MOKe 12 e

[IPU3HAK 3a Bb3MajeHUe Ha AeOenoTo YepBoO W Aa ce Hanara chellHa MEOUIMHCKa HaMeca.

° aKO UMAaTe CbMHEHUS, Y€ N0 BpeMe Ha NMPOABIHKHATENHO H3nonasaHe Ha Lledpenum Tenamun

CTe Pa3BWIM HOBA HHpeKnuA. Tosa MoxXe na € UHpeKkuus, TPUMMHEeHa OT MUKPOOPraHU3MH, KOUTO
HE Ca HYBCTBUTEJIHU KbM LEPENUM M MOXKE Aa C€ HAJIOXKH NPEKHCBAHE HA JICUCHHUETO.

. axo TpsaOBa 1a Bu ObaaT HanpaseHH H3C/I€ABaHHA HA KPHB HJIH YPHHA, BAKHO € 71a KaXKETe
Ha Jiekaps, 4ye u3nonssate Liedpenum Tenamua. Tosa nekapcTBO MOXKeE Aa IPOMEHH PE3YITATHTE OT
HAKOKW H3CNIeIBAHHA.

. Hskon nauueHTH Cho0LIABaT 32 CMy4ya Ha HApylIeHHe Ha Ch3HAHHETO, BKIIIOUHTETHO
00bpKBaHe, XantoUHHALHKH, CTYNOP, KOMa, BHE3AITHH MYCKYJIHH CXBalaHHs, NPUNaasLH, Op0peuHa
HEIOCTATBHHOCT (BHXKTE T. 4. Bh3MoXxHH Hexxenanm peakuuu). [ToBedero cimyyaun ca HaCTHNWIH
[pH MaLMUEHTH ¢ ObOpeuHHn NpobnemMu, KOUTO ca MNONYUYABAIH O-BHCOKA [103a OT
NpenOpbLYUTENTHATA.

. ITo npUHLKUIT CUMITTOMHTE HA HEBPOTOKCHYHOCT M3YE3BAT C/l€] MPEYCTAHOBABAHE HA
JICYEHHETO € LIeGENUM U/ WK cnel xemoauanusa (NMpouec Ha NPeYHCTBaHe Ha KPbBTA HA HOBEK,
4UHTO OBOpeUH He paboTAT HOPMATTHO), HO HAKOM CAIyYau MOraT Aa JOBeAaT J0 CMBPT.

Apyru aexkaperea u Hedenum Tenamup
Hudopmupaiite Bawna nekap uinu dpapMaLesT, ako ipHemMaTe, HaCKOPO CTE MPHEMAIIH HITH €
BH3MOXKHO 4 NPUEMETE APYTH JIEKApCTRA.

bpeMeHHOCT, KbpMeHe B GepTHARTET
AKO CTe OpeMEHHA HJIM KbPMHUTE, CMATATE, YE MOXKE a CTe OpeMeHHa WM IIaHupaTe GpeMEeHHOCT,
nocbBeTBalTE Ce ¢ Balnsg nekap und gapmaueBT npeau ynotpebara Ha TOBa JIEKapCTRO.

HsaMa wHpopmaums oTHOCHO ynorpebaTa Ha TO3H JIeKapCTBEH MPOAYKT MO BpeME Ha OpeMEHHOCT.
3a npeanouMTane € Aa ce H3baraa ynorpebara Ha Lledenum TeHamua no BpeMe Ha GpeMEHHOCT.
Manku KOJIM4YeCTBa OT TOBA JIEKAPCTBO MOTAT Aa NpeMHHaT B kbpMara. Benpeku Tosa, Ledenum
Tenamun moxxe ra Bu 6bae npunaran, aopu ako kspmute. TpaOea obauye, na vabmogasare
KbPMAauy€TO 33 Bb3HUKBAHE HA HEXKENaHU peaKLInH.

Illodupane u pabora ¢ MALIHHMK
Lledpenum Tenamua He MOBIHABA WIH MMA HE3HAYHTENHO BIIMSHHE BLPXY CNOCOGHOCTTA 3a
paboTa ¢ MawuHH. JokaTo W3inon3aare ToBa JIEKAPCTBO MOXKE Aa NOTYYUTE [VIaBodoive, a



3aMadHH WM [la UMaTe NMPOMEHH B 3peHneTo. He wodupaiime U He H3Non3saiTe MallIMHY, aKO HE CE
yyBCTBaTE A0OpE.

3. Kak aa usnoasparte llepennm Tenamua

IIpHaoxenue

O6uxkHoBeHO lledenum TeHaMua ce npunara ot nekap WiKH MeAKHUKHCKA cecTpa. Moxe fa ce
NPWIOKH KATO KankoBa HH(pY3UA (MHTPABEHO3HO BIIMBAaHE), YpE3 HHXKEKLIUA JUPEKTHO BLB BEHATA,
W4 ype3 AbN00Ka MYCKYJIHA HHIKEKLMA B riiyTeanHaTta obnact (ronsM Myckyn B obiiacTra Ha
cenanuiueTo), (MHTpaMyckynHo), UuTpamyckynHoTo npuaoxenue e camo 3a 0,5 gu 1 g. 2 g karo
eJWHHYHA 1032 He TpAOBa Aa ce nMpuaaraT HHTPaMYCKYJIHO.

O6nuaiina goza

[IpaBunHara 3a Bac ao3a Lledpenum Tenamun we 6vae onpenencHa ot Balliua nekap ¥ 3aBUCH OT
TEXKECTTA K BUIA HA HH(PEKLMATA, JaJTH IPUEMare ApYru aHTUOMOTULM, Ballero Terno u Bp3pacr,
KoJIko aobpe dyHkumoHupar OpOpeunte Bu. O0uyaiHaTa NpOABIDKMTENHOCT Ha JICUEHHETO € OT 7 110
10 anm.

Bn3pacTHH H 1W0HOIIH ¢ TeaecHO TerJ10 40 kg nau noseue (npuban3nreano Haa 12 roauHn)
ObuuaiiHaTa 1034 32 BL3PACTHH € 4 g Ha [IeH, pa3felieHa Ha aABe A03U (2 g Ha BcekH 12 gaca). [Ipu
MHOTO TeXKH HH(peKUMH, 103aTa MOXKe Aa ¢e rnoBuinu ao 6 g AHeBHo (2 g Ha BcekH 8 yaca).

Knpmauera (Haa 2 mecena) n aeua ¢ reyiecHo rernto 10 40 kg (mpubnusarenno 12 roannn)

3a Beekn 1 kg TenecHO Terio HA KbPMAMETO HIIM AeTeTo, TpAOBa na ce npunarat no 50 mg
uederim Ha Bcexu 12 yaca. B cnyyvait Ha MHOTO TeXKHW HHPEKLHK, HANTPUMEDP MEHHWHTHT, Ta3H J03a
CE mpwiara Ha BCekH 8 uaca.

Kepmauera (o1 1 mecen A0 nog 2 Mecena)
3a Bcexkn 1 kg TestecHo Ters1o Ha KbpMadero, TpadBa na ce nupunarar no 30 mg vedeniM Ha BCEKH
12 vaca (w14 Ha Bcekd 8 yaca, B cny4ail Ha MHOTO TEXKHA HH(EKLIHHN).

[Taunentn ¢ 660peynn npodaemMu
Ako umare npobnemu ¢ 6B6peunTe, Bawmusat nekap Moxe 1a npoMeHu ao3ata Bu.
I'osopete ¢ Bamua Jexap, ako ToBa ce otTHaca 3a Bac.

AKO ca BH npHI0KHAH NO-ToaaMo KoiHuecTBO llepenum Tenamun, oTkonkoTo Tpadea

Twuh kato Lledenum TeHamu e BU ce mpunara OT JieKap Wid MEAHLIMHCKA CEeCTPa, HIMAa BEPOATHOCT Aa
Bwu ce npunoxum norpeina go3a. Bee nak, ako MMare HexeNnaHU peakuMH UM cMATaTe, ye Bu e
OUNIO MPUNOKEHO NPEeKaNeHo MHOTO, KaxkeTe Ha Batuusa nekap HezabaBHO.

AKo cTe nponycHaau aa ninoassare Llegpenum Tenamun

AKo mucanre, e He By € npunoxena goza ot Lledpenum Tenamup, kakere Ha Bawuus nexap
HE3a0aBHO.

AKO UMaTE HAKAKBY JOITH/IHUTEIHH BLNPOCH, CBLP3aHU ¢ yrnoTpedaTa Ha TOBA JIEKAPCTBO,
nonuTaiite Bawus nexap, papMaueBT Wix MeAHLMHCKA cecTpa.

4, Bb3MOoxHE HeXKeTaHH peaKIHH

KakTo BCHYKH JICKApCTBa, TORA JICKAPCTBO MOXKE Aa NMNPCAN3BUKA HEXKETAHH PEAKLIHH, BBIIPCKH Y€ HE
BCCKH I'M T10JTyHaB4.




Hndopmupaiite nezabasno Bamua nekap, KOHTO e NPEKPATH JIEYCHHETO, AK0 HMATE HAKOH
OT CJEJHHTE TeKKH CHMIITOMH HA AJIEPruvyHA peaxkiua:

- Texka aneprauna peakuua. [IpyH3HaunTe BrIIOYBAT peeden 1 cupdam oOpuB,
NOAYBAHE, NOHAKOrA Ha JIHLETO UM YCTaTa, KOETO NMPHYMHABA 3aTPYAHEHHE HA JUINAHETO.

- Koxxer oOpHB, KORTO MOXKE Ja € KaTO MeXYPH H A3 U3ITISKIA KATO MAJKH MBINEHRA (TBMHO
NEeTHO B LEHTHPA, 3a00UKONIEHO OT MO-CBETIIA HaCT ¢ TBMEH NPBLCTEH OKOJIO HEA).

. ["enepann3upan oOpHB C MEXYPH 4 JIIOLIEHE HA KOXKATA (TOBA MOXKE 3 Ca TIPH3HALIK Ha
CUHAPOM Ha CrmugbHC-Lo/COHCHH WU MOKCUYHA eNUOEPMATHA HeKPOU3Q).

OO0npHeTe ce He3abaBHO KbM Bamusa nexkap, ako 3a0enexxure HAKOE OT CACAHHTE:

MHOro 4eCTH HEXKeJIaHH peaklHH, KOHTO MOraT Ja ¢e Ha0JII0AaBAT NPH KPLBHHUTE
HICJIeABAHHSA
Te morar na 3acerHat moseve ot 1 Ha 10 gymn

¢ noaokuTesnieH Tect Ha Kyymbe

HecTH HEOXKETAHH PEAKUHH
Te morar ga 3acerHar ao 1 Ha 10 xymmn

. 00nKa Ha MACTOTO HA HHXXEKTUPaHE, NOAYBAHE H 3a4CpPBABAHE MO BEHATA
. auapus
¢ KOXXEH OOpHB

Peakn HexeaHH peakuHH
Te morar ga 3acerdar ao 1 ma 1 000 aymu

¢ I'vOnunu undexnuu: B penku cnyvau nekapersa karo Llegpenum Tenamna morar aa
MPUYUHAT CBpbXpacTexk Ha ApoxaH (Candida) B TANOTO, KOETO MOXKE Aa A0Bele 10 bOHYHH
HH}eKUHH (KaTo MnedYHKUa). Ta3u HexkenaHa peakuus € Nno-seposTHa, ako u3non3sate Liedgenum
TenamMua NpoabHKUTENHO,

JAPpyruTe HexKeIaHH PeAKIHH BKJKYBAT!

YecTH HeXXENaHH peaKIHH
Te morar ga 3acerHat ae 1 Ha 10 ayin

. YecTn HEXKENAHM PEaKLIMK, KOMTO MOTaT J1a ce Hab/1101aBaT B KPbBHHTE U3C/ICABAHUA:
- NOBHLIABAHE HMBATA HA CHABPIKALLMTE Ce B YePpHHUA Apod BewecTBa (eH3umu)
- noBMlIaBaHe Ha OunupyOuHa (BEILECTBO, TPOU3BEXIAHO OT YEPHHUA Apos)
- npoMeHH B Opod Ha beauTe KPpLBHH KNEeTKU (eozurnogunusn)
- HHCKH HHBA Ha YEPBEHHTE KPBLBHH KIETKH (aHemusn)

HedecTH HeXxeJI2HH peaKknuu
Te MoraT na 3acerHart 4o 1 na 100 aymu

. BH3NANEHUE Ha KONoHa (AedenoTo YepBo), NPpUUUHABAILO QHApUS, OOHKHOBEHO ¢ KPBB U
ciy3, bonku B kopeMma

. BHCOKA TeMreparypa (Tpecka)

* 3auCpPBABAHE HA KOXKAaTa, KONPHBHA TpecKa (Yypmukapus), copbex (npypumyc)

¢ MO3WBY 3a MOBpLIUAHE (raaeHe), NOBRPbLIUAHE

. rnasobonue

HeyecTn HexenaHu peakuyn, KOUTO MOTaT Aa c€ HabmoaaBaT B KpbBHM H3C/IEIBaAHUA:
- HWUCKM HUBZ Ha ONpeOeNneHH KPbBHH KIETKH (1egxonenus, Heymponexnus, mpomboyumonenus)
- MOBHLIABAHE Ha HMUBATA HA a30T B ypedATa U CEPYMHHUA KPEaTUHUH B KPHBTA.

Peaxkn Hexeanu peaKLHM
Te morar pa 3acersar zo 1 na 1 000 gymmu:

. anepruyHa peaxuus
. MPHUNAagbHYU, 3aMasHOCT, HAPYUICHHWE Ha BKYCa, YCeUlaHe 3a D0AeKH WK HU3TPBI




KOXKaTa, 3anyX

. O0NKHU B KOpEMa, 3anex
. TpenepeHe
. OTOK Ha MO-ABJIOOKHTE CIOEBE HA KOXKATA (AHTMOEAEM)

C HeH3BeCTHA YECTOTA: OT HAJAHYMHTE AAaHHH He MOKe Na 0b/le HANPABEHA OLIEHKA

° KOMa, HapyLIEHO Ch3HAHWE WM 3aTPYAHEHO MHC/IEHe, OOBPKBAHE M XaTIOUMHALIHY,
J CNa3MMu Ha MYCKYJIUTE

. MpUNagbLH

. dbanMBo MONOKHUTEIHHM TECTOBE 3a IMIOKO3a B YpHHATa

¢ npo6aemMi ¢ XpaHOCMHUIIAHETO

. npobnemu ¢ 6Opeunte

&

KbPBEHE

Hejxenanu peakuyH, KOWTO MOTAT Ja ce HaOmoaaBaT B KpbBHHTE H3CJICIBAHUA:

- TIpOMeHH B 6pos Ha KPBBHUTE KNETKH (a2panyroyumosa)

- yepBEHHMTE KPLBHH KJIIETKH Ce paspyluasaT TBbpAe Obp30 (xemorumuina axemis)

CohobmaBane Ha HeXeJIAHH PEAKIIHH

AKO NOJNy4YHTE HAKAKBHM HEXENAHU IEKApCTBEHH peaKumy, yeeromere Bawua nexap, dbapMaleBT
WIH MeAULIMHCKA cecTpa. TOBa BK/IFOUBA BCHYKH Bb3MOXKHH HEONHCAHM B Ta3H JINCTOBKA HEXCNIAHH
pPEeakLUHH.

MoskeTe ChLLo Aa ChOOLUHMTE HEXKEIAHH peakLdH JUPEKTHO Ype3 HAUMOHANHATA CHCTEMA 34
cbobLaBaHe:

H3nbAHHTEIHA areHIUMA N0 JJeKapcTBaTa
yi. ,,Jdaman ['pyes™ Ne 8

1303 Codusn

brarapus

ten..+359 2 8903417
yeOcait: www.bda.bg

Kato chobuiasaTe HEXENAHH PEAKIIMM, MOXKETE Aa JaAeTe CBOA MPHHOC 3a MOJTyHaBaHE Ha I10BEYC
HHGOPMALUA OTHOCHO B€30MacHOCTTa Ha TOBA JICKapCTBO.

5. Kak na cbxpanaBare Llepennm Tenamna
Ha ce ¢bXxpaHsaBa Ha MACTO, HEAOCTBITHO 3a Jeua.

He M3nion3eaiiTe TOBA JIEKAPCTBO CE/ CPOKA Ha FOAHOCT, OTOENA3aH BLPXY €THKeTa Ha (IakoHa M
kapToHeHaTa onakoBka cnef {I'oaen go:}. CpoksbT HA FOAHOCT OTrOBapsA Ha MOCNCAHHA ACH OT
MOCOYEHNUR MECEL.

Ila He ce cbXpanaBa Hana 25°C.

CobxpaHsBaiiTe ¢nakoHa B KapTOHEHATa ONAKOBKa, 3a /ia C€ NPEAnasHt OT CBCTAHHA,

3a yCAOBUATA HAa ChXPaHEHHE Ha MPUrOTBEHKA/paspeACHH NEKAPCTBEH NPOXYKT BIXKTE B Kpad Ha
aucToBkaTa "CneaHata vHGOpMALIHA € NpeHa3HAueHa CaMo 33 MEAHUMHCKH CTIEUHATHCTH .

He maxpbpnsiiTe 1€KapcTBaTa B KAHAM3ALIMATA HIIH B KOHTEHHEPA 32 IOMAUIHH OTNabLA.
Monurajite BawusT hapMaLleBT kak 1a U3XBbPIATE JIeKapcTBaTa, KOUTO Beye He H3non3eare. Te3u
MEPKH LLE CIOMOTHAT 3a OMa3BaHe Ha OKOHaTa cpeaa.




6. CoanpxaHHe Ha ONAKOBKATA H AONIBLJHHTEJHA HHbOpMaLHn

Kakso coabpixa IHedennm Tenamun

- AKTHBHOTO BEUIECTBO € LedenuM (Karo LeenuM QUXUAPOXIOPHA MOHOXHAPAT).
- Hpyrata ¢beTaBKa € L-apruHuH.

IHepennm Tenamun 1 g
Beeku ¢nakon cvabpxa 1 g nedenum (kato uedenum AUXMAPOXIIOPHA MOHOXHAPAT).

Kak nmirnexaa edenum Tenamua v KakBo ¢hABPKA ONAKOBKATA

Llepenum Tenamun e npax, ¢ 641 fo 6aeaoxbaT usar. OnakoBaH e B CThKICH, Ge3nBeTen drakoH
Tdn Il ot 15 ml, ¢ anameTsp 20 mm, 3aTBOpEH ChC CHBA CWIMKOHM3UpaHa GpoMobyTHIOBA Ir'yMeHa
sanywanka, Al-obkaTka v oTYynBalia ce Kanavka.

KapTtoHeuu kyTuy, coabpxautd 1 unu 10 ¢nakona x 15 ml
He BCcrukK BAOBE ONakoBKW Morat Aa ObaaT nycHaTH B npoaaxGa.

IIpaTexarest Ha palpemieHneTo Ha ynoTpebda

Tenamua FOpsn EOOJL
ya. ,1anko Liepkoscku® Ne 80, rp. Codus 1421
bbnrapus

Ten.: +359 2 9631328

IIpounssoauTen

MeauTpaiin UnTepaemrnabiac EOOJL
6yn. “Llapurpancko moce™ Ne 119A
1784 Codusn

bEbarapus

Ten.: +359 2 9631328

Jara na nocjieAHo npepa3sriexaane Ha aucToBkaTta: 03/2025

[Tocouenata no-aomy HHPOPMaLMS e NpeJHa3ZHAYEHA CaMO 34 MEIULIMHCKH CrIELIMAIUCTH:

[IprroTesaHe Ha pa3sTBOPA 32 HHTPABEHO3HO HHKEKTHPAHE
ChabpkaHneTo Ha gnakoHa ce pasteapa B 10 ml Bona 3a MHXekumuu, 5% pa3TBOp Ha IIIOKO3a 3a

HHXCKLMM, HIH 0,9% pa3TBop Ha HaTpHeB XJIOpUA 33 HHXKEKLHH, KAKTO € [TOCOYeHO B TabaHLaTa
no-gony. IIpHroTBEHHUAT pa3TBOp ce HHXKEKTHPA 6aBHO B MPOABLMKEHHE Ha 3-5 MUHYTH HIH
AMPEKTHO BbB BE€HA, HIIH JIHPEKTHO B KaHKOJIATa HA CUCTEMATa 33 HH(Y3HUA, AOKATO Ha MalueHTa ce
npasyd HHPY3Ha CbC CbBMECTHM UH(Y3HOHEH pa3TBOpP.

CnenHara Tabnvua cbabpka HHCTPYKLIMH 32 pa3TBapsHe:

{o3npoBRKa H obGaBeH pa3TBOPUTE KpaeHn obem {ml) OHLIEHTpaLKA
HA4YHH Ha ml) npu0a., B
1 giv. 10,0 11,4 0

PaszreapsHeTo/ paspexxnaHero TpsaOBa Na ce U3BLPILBA B aCEMTTHYHH YCIIOBUS.



[IpMroTeaHe Ha pa3TBOpa 38 MHTPABEHO3HA HHAY3IUS

3a HHTpaBeHO3Ha UHPY3HA pasTBOpeTe | g, KAKTO € MOCOUYCHO NO-rope 3a AUPEKTHO HHTPABEHO3HO
npHNoXeHue, JodaBeTe HEOOXONUMOTO KOJIMUECTBO OT NOJYYEHHUS Pa3TBOP KbM KOHTEHHEDP C
€IMH OT CbBMECTUMHUTE HHTPABEHO3HU pa3TBOpH (MpenopbuHUTeNeH KpaeH obem okosio 40-50
ml). [IpurorseHunaT pasTrsop TpAOBa Aa ce npuara 3a nepuoa ot okono 30 MUHYTH.

CbBMECTHMOCT C HHTPABEHO3HH Pa3TBOPH

3a NpUroTBsHe HA Pa3TBOPA Ca MOAXOAALLN CASAHATE Pa3TBOPHTETH:
. Bopa 3a HHXeKLHH

. Pazmeop Ha rmokoza 50 mg/ml (5%)

. PastBop Ha Hatpues xaopua 9 mg/ml (0,9%)

[IpyuroTesiHe Ha pPa3TBOPA 33 HHTPAMYCKYJIHO HHXKEKTHUPAHE

3a HHTPaMYCKYJTHA HIDKEKLIMA pa3TBOPETE CbABPKAHETO HA (yiakoHa B 3,0 ml pasTeOpUTEN, KAKTO €
MOCOYEHO B TabnuilaTa no-A0Ty. PazreapsaHeTo/pa3pexaaHeTo TpAORa Aa ce HIBRBPILBA B aCENTTHYHH
yCIOBHUA.

Bunpeku ue Lledennm Tenamuna moxke na 6vae npuroreen ¢ 0,5% unu 1% pasTBop Ha THIOKAHH,
TOBa OOMKHOBEHO HE € HEOOXOMMO, Thbi KaTO HHTPaMYCKYJIHOTO NPUIOKEHHE HE NPHYHHABA HIIH
MPUYHHABA caMo Jieka forka.

CneaHara Tabnuua cbabpyKa HHCTPYKLUMH 3a pa3TBapsHe:

J103upoBKa U Ha4YHH obaseH pasTeopuTen (ml) [Kpaen o6em (ml) EHU&HTP&HHH
Ha NPHJIOKEHHE (npubn., B mg/ml)
1 gim. 3,0 k4 230
CBbBMECTHMOCT ¢ HHTPAMYCKYJIHH PA3TBOPH

* Bona 3a uHKeKuun

. Hatpuee xsopun 0,9% HHXeKUMOHEH pa3TBOp

. HekcTposa 5% UHXEKUHOHEH pa3TBOp

. Bopna 3a vHxkexuunu ¢ napabeHy u OeH3UIIOB aAIKOXONA

[TonobHO Ha apyruTe UEPaNOCNOPHHM, PA3TBOPHT HA LEDENUM MOXe 1a CE OLIBETH B XKBIT AO
KexnHOapeH LIBAT, B 3aBHCHMOCT OT YCNOBHATA Ha CbXpaHeHHe. ToBa 06auye He BiIHsE OTPHLIATENHO
BLPXY edeKkTa Ha NPOAYKTA.

Ornenaiite ¢pnakoHa npeau ynorpeda. Pa3TBopsT TpaOBa 1a ce H3I0I3Ba CaMO ako B HEro HAMa
qyacTiud. M3non3eaitite camo OHUCTPpH pa3TBOpH.

Camo 3a eqHokpaTHa ynorpeba. Haxebpaere Hen3non3eaHoTo koanuecTO. HensnonssaHuAT 1eKapcTBeH
NpOAYKT WIH OTNAbYHHTE MaTEPHANH OT HEro TpabBa a ce U3XBLPJIST B CbOTBETCTBHE ¢ MECTHHTE
M3UCKBAHHS.

HechLBMECTHMOCTH

PastBopuTe Ha Lle¢peninm TeHamMua He TpabBa Aa ce CMECBAT ChC CNEIHUTE AHTHOHOTUIM
METPOHMIA30J1, BAHKOMHLIHH, N'EHTAMHLIHH, TODpaMuuKH cyadar 1 HETWIMHUMH cysidart, nopaau
¢rzHuecka MM XMMHUECKA HEChBMECTHMOCT. AKO € MOKA3aHO €THOBPEMEHHO JICUCHHE, TE3H
aHTUOMOTHLH TpAOBa Aa ¢e npunarat MOOTAE/HO.

ChxpaneHue ¢jie/l pa3TBapsiHe




CpOK Ha roJHOCT Ha NPUTOTBEHMS PA3TBOP

3a HHIPABCHO3ZHO UIDKEKTUPAHE, MHTPAMYCKYJIHO MIDKEKTHpaHe MK NPWIOKEHHE KaTo HH(Y3HS
(nobaBeHa KbM ChBMECTHMA HHDY3UOHHA TEYHOCT)

XHUMHYHATA U (pU3M4HA CTaOUAHOCT NpH ynoTpeba Ha MPHUrOTBEHUS Pa3TBOP € 0Ka3aHa 3a He
noseye oT | yac npu remneparypa noxn 25°C uau 12 yaca npu remneparypa 2°C - 8°C.

OT MUKpOOHONOrMYHA rMeAHA TOYKA, NPUIOTBEHHUAT pa3TBOp TpAORa Ja ce Hanon3sa He3abasHO,
OCBEH aKO METOIBLT Ha OTBApAHE W PA3TBAPAHE H3KTIOYBA Bb3MOXKHOCTTA OT MHKPOOHO
3aMbpPCABaHE.

Jpyru CpokoBe Ha CbXPaHEHHUE U YCJIOBHS NpH yrnoTpeba ¢a OTrOBOPHOCT Ha norpeburend.

Jo3upoBka NpH NauKMeHTH ¢ HapyiueHa 6b06pevHa GyHKLKS

Bv3pacmnu u ionowu ¢ menecho mezno vao 40 kg:
I IpenopburTeiHaTa HAYATHA 1032 NPH NAaLKMEeHTH ¢ OBOpEYHO yBpeXIaHe € ChlIAaTa, KaKTo NMpy
NaLHEHTH ¢ HopManHa Obp0peuHa dynkuua. Cneasaiara Tabnuia NOCoOURa MOAABPIKALLUTE NO3H;

PEATHHHHOB KJAHPBHC hpenopbqureuna NOAABPAALRA 1034:

[ml/min] EAMHHYHH 103M M UHTEPBRAJ Ha BbBEXaHE
Teoicku unghexyuu. Mrozo medicku unghexyuu:
bakrepuemMus, MHEBMOHKA, Y CITOXKHEHH UHTPaab(OMHHAIHY
MH(pEKLHHY HA MHKOYHUTE MHbEKLMH, eMITUPHYHO JIEYSHUE
NbTHILA, OCTPH HHOEKUMH Ha [Ha nalueHTH ¢ PeOprnka
PKNBYHHTE MBTHLIA HEYTPOMEHHs ]

> 50 (obuuaiina n03a, He ce 2 g Ha BCeKHM 12 uaca D g Ha BCEKH 8 yaca

W3UCKBA KOPHUTHpaHe )

30-50 7 g Ha BcekHu 24 yaca [2 g Ha BCEKH 12 yaca

111-29 | g Ha BCcexw 1 24 uaca p £ Ha BCeKH 24 yaca

< 10 IO,S g Ha BCEKH 24 1 g Ha BCEKH 24 yaca -‘

[layuenmu na ouanuza

Enxa HaToBapBailla 103a OT | g npe3 MbpBHs AeH OT NeueHuero ¢ Lledbenum TeHamus, nocneasaxa
oT 500 mg Ha AeH cyien TOBA, ¢ H3KIIKOUEHHUE Ha CllydauTe Ha GeOpuina HeyTponeHus, npu
MIOKa3aHHsl, 32 KOUTO NPENOpBUYHTENIHATA A03a € 1 g Ha feH. B auure Ha nuanusa, ledenum
Tenamup TpsiOBa na ce npunara B kpasg Ha Kypca Ha Auanusara. AKo e BbaMoxcHo, Lledenum
Tenamup TpsadBa a ce npuaara no eAHO W CbLIO BpeMe BCEKH [IEH.

[Ipu nauMeHTH, NOANOKEHH Ha NPOABIKHTENHA aMOynaTopHa nepuroHeanda guanusa (ITATLID) ce
npenopwsYyea ciaeaHaTta nosuposka: 1 g Llepenum Tenamua Ha Bceku 48 yaca B ¢ryyaii Ha TEXKH
nHdpexuud unu 2 g Lledpenum Tenamuna Ha BcekH 48 yaca B caydai Ha MHOTO TEXKH HHDEKLIHH.

Heya ¢ napyuiena 6vbpeyna ynxyun

IlpenopwpuBa ce HayanHa no3a ot 30 mg/kg 3a kbpmauera ot | 10 No-mMalko ot 2 Meceua Wi 50
mg/Kg 3a nauMeHTH Mexay 2 Meceua v 12 roaunu. Cneapawara TabiMua nocoysa nogaspkallyTe
0031:

EnuHuuHn no3u (mg/kg TEIECHO TErNo) U HHTEPBAN MEXAY OTACIHHUTE NPUIOKEHHS

KpeaTHHHHOB Teowcku ungpexyuu. Mrnozo meocku urgpexyuu.

KNHUPBHC [IHeBMOHHMA, YCIOKHEHH baxrepremus, bakrepHaneH MEHHHIHT,

[mVmin] MHGDEKIMU HA MTHKOUYHHTE E}MHHPH‘IHO nevyeHHe Ha gt u’ﬁ"‘ﬁ’
MbTULLA {BKIL. NuenoHedpur) ebpunHa HeyTporne //




Kbpmauera ot

P Meceua - 12

E"bpmaqera or 1 no [2 meceua - 12
| no no-manko roAHHH O-MAJIKO OT 2 TOUHH

0T 2 Meceua Mecela
> 50 (obuuaiina 30 mg/kg/12 waca [50 mg/kg/ 12 30 mg/kg/ 8 yaca {50 mg/kg/8 yaca
1033, HE CE UBUCKBA Haca
KOpHIHpaHe)
30-50 30 mg/kg/24 vaca |50 mg/kg/24 yaca 30 mg/kg/12 yaca |50 mg/kg/12 yaca
11-29 15 mg/kg/24 yaca [25 mg/kg/24 vaca (B0 mg/kg/24 vaca 50 mg/kg/24 uaca
< 10 7,5 mg/kg/24 vaca (12,5 mg/kg/24 vaca (15 mg/kg/24 yaca [25 mg/kg/24 uaca




