JJUCTOBKA



JIncroBka: HHpopMan s 32 NALHEHTA

IHepennm Tenamuna 2 g npax 3a HHKEKIHOHEH/HHPY3IHOHEH Pa3TBOP
Cefepime Tenamyd 2 g powder for solution for injection/infusion

uegenum (cetepime)

IIpoyeTreTe BHHMATE/IHO HSJIATA JIHCTOBKA, NPEIH Aa 3all0YHETE 1a H3M0J/I3BaTe TOBA
JIEKAPCTBO, Thil KaTO TS CbAbPKA BaxkHa 3a Bac nudopmanus.
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KakBo cbabpxa Ta3H JIHCTOBKA: e /O / 7J /y? 1
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1.

3anaseTe Ta3H JUCTOBKA. Moxke a ce HaJIOXKH Aa A IpO4YeTETE OTHOBO.
AKO UMaTe HAKAKBH JIOITBJIHUTETHH BBIIPOCH, NonuTaiTe Baius nekap, ¢papMaLeBT WIH
MEIMLIMHCKA CecTpa.

Tosa nexapcTBo e npeanucaHo Ju4HO Ha Bac. He ro npeorcTenBaiite Ha apyru xopa. To
MOK€E /1a MM HaBpeaH, He3aBUCUMO Y€ MPHU3HALMTE Ha TAXHOTO 3a00/1sBaHe ca ChIIUTE KAaTo

Bauiure.

AKO MOJTy4YHTE HAKAKBH HE)KeJIaHH JIEKapCTBEHH peakLMH, yBenqomere Baluus nekap,
¢apMaLIeBT WM MEIMLIMHCKA cecTpa. ToBa BKJIIOYBA M BCHYKH BB3MOXKHH 1 HEEJIaHHU
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peakLMH, HEOMMUCAaHU B Ta3U JIUCTOBKa. Bkte TOUKa 4. T AT T TN A DO S

U JIERARTruvinn

Kakso npencrasnsasa Ledennm Tenamun U 3a KakBo ce U3N0JI3BA,.
KakBo TpsabBa na 3Haere, nMpeay aa U3ross3Bare LlecbenHMjT'eHammr |
Kak na usnonssare Lledpenum Tenamun : i £690Y 1 -10- 2024
BBb3MOXHU HEXEJIAaHU peakLUu WA L ST DRI, IR o~ - aaE I
Kak na cexpaussare Liedpenum Tenamun R ———
Chabp)kaHHe Ha ONAaKOBKaTa U AOITbJIHATENIHA HHpOpMaLH T

Kakso npeacrasisBa lHedpenum Tenamua u 3a KaKBO ce H3M0./13BA

Llebenum TeHamupa e aHTUOMOTHUK, U3MOJI3BaH NPU Bb3PaCTHH M Aeua. Toi aeicTa, kKaTo yOuBa
OakTepuuTe, KOUTO MPUUYHHABAT HHPeKLMHU. Toi npuHaIeXKu KbM rpyna JI€KapcTBa, HapeyeHH
Yemevbpmo NOKOJIeHUe YeQPanoCnopuHu.

[Ipu BB3pacTHH M Aeua Hap 12-roguiHa Bb3pacT, BKJIKOYHUTEITHO:

Mudexkuuu Ha 6enus apod (MHEBMOHMA)

YcnoxHeHH (Texxkn) HHQEeKLMH Ha MMKOYHUTE MbTHINA

YcnoXHEHH (TeKKH) MHPEKLHH B KOpeMHaTa KyXHHa

Bp3nasieHne Ha JivraBMuaTa Ha KOpeMHaTa KyxXuHa (nepumornum), CBbpP3aHO C AWain3a Mpu

MauMEeHTH Ha NMpOABbJDKMTENHA aMOyJiaTopHa nepuToHeanHa auanusa (ITAIT)

[1pu BB3pacTHH:

OcTpu HH(DEKIHUH HA HJTBYHHA MEXYDP

[1pu neua Ha BB3pacT oT 2 Mecena 10 12 roguHM U ¢ TenecHo Teryo noa 40 kg, BKIOYUTENHO:

YcnoxHeHH (TeXKH) HHOEKLMK Ha MMKOYHHUTE ITTHLIA
HMudexkuuu Ha 6enus apod (MHEBMOHHA)
HUndexunmn Ha MemOpaHuTe, NOKPUBALLU MO3bKa (Oaxmepuanen MeHuH2um)

Llepenum TeHamu ce M3moJ3Ba U NpY Bb3PaCTHU UM MPH AeLia Ha Bb3pacT Hal 2 Mecella

PE3MCTEHTHOCT (aKO MMa CbMHEHHE, Ye TpecKaTa ce AbJDKH Ha OakTepHanHa HHGeEK

MalMeHTH CbC CPEIHO TEXKa [0 TeXKKa Heymponenus). AKO € HeoOXoaumo, TpsaoB
KOMOMHaLMs ¢ Apyr aHTHOHOTHK.

34 JICYEHHE Ha INPHCTDBII HAa TPECKA C HCU3BECTEH INMPOHU3XO/ IMTPH NAallHEHTH C HAM




2. Kakso Tpadsa aa 3uaete, npeau Aa uanonassare Ledenum Tenamun .

He u3nonsBaiite ledpenum Tenamun, axo:
. CTe aNepruuHH (C8pvXYy6cmeumenn) KbM APYry uedanocnopMHOBH aHTUOHOTHLIH WIH KbM
HAKOS OT OCTaHA/IUTE CHCTABKK HA TOBA JCKApPCTBO (M30pOEHH B TOYKA 6).

° HAKOra CTe UMK TEXKa allepruvHa peakUuns (peakyus Ha CapbXyecmeumenHocn) KM
BCEKH ApPYr BHI OeTa-akTaMeH aHTUOMOTUK (MTEHULIMHYA, MOHOOAKTaMH U KapbaneHeMH).

° MMATE NOBHILEHA KUCETMHHOCT Ha KPbBTa {(ayuoo3aq).

YBenoMere Bailiua iekap, npea aa 3anodHere na usnonspare Llepenum Tenamun, ako cMmsrare, ye
TOBa ce oTHaca no Bac. B To3u ciy4aii He TpaOea aa Bu ce npunara ledenum Tenamun.

IIpeaynpexaeHua H OpeANa3HH MEPKH

[loBopere ¢ Bawus nekap, ¢papmaineBT Wid MEIULIMHCKA CECTpa, Npeau Aa usmnonssare Lepenum
Tenamua:

. aKO HAKOTa CTe MMaJli aJJepruvyHa peakuusa KbM uedenuM Uiy apyru OeTa-nakTaMHU
aHTUOUOTHLIM WIH KbM APYro AekapcTBO. AKO no speMe Ha jedeHue ¢ Llebenum Tenamun passuere
ajiepruuHa peakilys, Tpabea He3abaBHO 1a ce cBbpKeTe ¢ Baluus nekap, ToBa MOXE 1a € CEpHO3HO.
B To3u cnyu4aii iekapaT Be/HAra 11ie NPEYCTaHOBH JICUYEHHETO.

. aKO HAKOra cTe MMaJjli AcTMAa WIH CKJICHHOCT KbM aJIepriH.
o aKko UMare npobiemu ¢ 0bOpenuTe, MOXKE 1a ce Hanoxu ao3ata Ha Llepenum Tenamua na
Oble KOpUrHpaHa.

. aKo M0 BpEME Ha JICYCHHUETO Pa3BUETE TEXKKA H NepcHcTHpaIna qHapun. ToBa Moxe [a e

NpU3HAaK 3a Bb3[aJIeHHe Ha AcOesioTo HEPBO U Ja ce Hajara CnelHa MEAMLMHCKaA HaMeca.

. aKo UMaTe CbMHEHHMS, Y€ N0 BPEME Ha NPOABJDKUTENHO M3noa3sade Ha Lledenum Tenamun

cTe pa3Bwid HoBa nHeknus. Topa Moxe Aa € UHPEKUHA, NPUYHHEHE OT MUKPOOPTraHW3MH, KOUTO
HE Ca YYBCTBHUTEJIHH KbM Liedenum W MOXKE J1a C€ HAJIOXKH NMpeXbCBAaHE Ha JICUEHHUETO.

bt 4dKoO Tpﬂﬁﬂﬂ na Bu 6baart HAllpaBCHH H3CJICABAHHA HA KPBB HJIH YPDHHA, BAXKHO € Jd KAXKCTE
Ha JIEKapid, 4€ HU3II0JI3BATC L[E(IJEHHM Tenamua. ToBa JICKApPCTBO MOKE JJa ITPOMCHH PEIYATATHTEC OT
HAKOH HU3CJICABaHHA.

° Hskou nauueHTH chO0LIABAT 3a CTy4ad Ha HapyLISHHE Ha Ch3HAHUETO, BKITIOUUTETHO
oOBpKBaHe, XamOLMHALMH, CTYNOP, KOMA, BHE3aNHU MYCKYJIHM CXBAalllaHHA, NpUNaabLM, 0p0peyuHa
HEA0CTATBUHOCT (BHXKTE T. 4. Bb3MOXHH HexenaHu peakuun). [loseuero ciyvyau ca HaCTHIMITH
Mpu nauueHTH ¢ OOpeyHu npobaeMu, KOUTO ca NoJTyyaBaiy O-BHCOKA 4034 OT
rpenopbYUTe/HaTa.

. [To npUHUMI CAMOITOMHTE Ha HEBPOTOKCHUYHOCT M34Y€3BaT CJie]l MPEYyCTaHOBABAHE Ha
JIEYEHHUETO ¢ uedhenum wunM cnea xemoauanmsa (MpoLec Ha MPEeYUMCTBAHE Ha KPbBTA Ha HOBEK,
YuHTO OBLOpeLH He paboTAT HOPMANTHO), HO HAKOH CJTy4ad MOTaT Aa AOBEAAT A0 CMBPT.

Apyru aekapcrea u Hedenum Tenamua

HMugpopmupaiite Batuns nexap wian ¢papmMauesT, akO NpUEMATE, HACKOPO CTE NPHEMAIH UIIH €
Bb3MOXHO [1a NpHEeMeTe Ipyry JEKapCTRa.

bpeMeHHOCT, KbpMeHe B PePTHAHTET

AKo cTe OpeMeHHa WU KBPMUTE, CMATATE, Ye MOXKE Aa ¢Te OpeMeHHa WiH raHupaTe OpeMeHHOCT,
NMOCBBETBANHTE ce ¢ Bawuua nekap unu gapManepT npeau ynorpedara Ha ToBa JIEKapCcTRO.

Hsama wHdopMalus OTHOCHO ynoTpebaTa Ha TO3H JieKapCcTBEeH NMPOAYKT MO BpeMe Ha OpeMeHHOCT.
3a npearnouuTaHe e ga ce u3barea ynorpedara Ha Lledennm Tenamua no Bpeme Ha OpeMEHHOCT.
Manku KonM4ecTBa OT TOBA IEKAPCTBO MOraT Jia NPEMHUHAT B KbpMaTa. Bunpeku ToBa, Liedenum

KbPMAYCTO 3d Bb3HHNKBAHEC Ha HCXKCIIAHH PCAKLIAH.

HHlopupane u pabora ¢ MALLIUHHA
Lledennm Tenamua He NOBMUABA WIH HMA HE3HAYUTEITHO BIUAHHE BEPXY CTIOCOOH




pabota ¢ MatmHK. JIoKaTo H3MOI3BaTe TOBA IEKAPCTBO MOXE A1a M0JTy4HTe rnaBodosine, Aa ce YyBCTBATe
3aMasiHA WIH A3 UMaTe NMpoMeHH B 3peHneTo. He modupaire U He U3M0I3BalTe MallIHHH, aKO HE C¢

YyyBCTBaTE N00OpE.

J. Kak aa uanoaizsarte lledpenum Tenamun

IIpuoiKeHHe

O6ukHoBeHo Llepenum TeHamua ce mpuiaara OT Jekap WiH MeAHLMHCKa cecTpa. Moxe f1a ce
[MPUJIOKH KATO KankoBa HHQy3usa (MHTPaBEHO3HO BJIHBAHE), Upe3 HIKEKUMA JUPEKTHO BbB BEHATA,
WM Ype3 Xba00oKa MyCKYJIHA HHDKEKLIMS B [ityTeanHaTa obnacT (roiaM Myckynl B 00/1acTTa Ha
ceaanruieTo), (MHHTpaMycKynHo). MHTpaMycKyanoTo npunoxkenue e caMo3a 0,5 gu 1 g. 2 g karo
eAMHHUYHA 103a He TpAOBa Aa ¢e npuharaT HHTPaMyCKYJIHO.

O0uuaiina no3a

[IpaBunnara 3a Bac no3a Lledenum Tenamua 1ie 6vae onpenenexHa ot Bauins jiekap ¥ 3aBUCH OT
TEXNECTTA U BUAA Ha MHDEKLMATA, Jaji4 puemMare Apyry aHtTubHoTuLy, Baluero Terio H BB3pacr,
KoNKo A00pe dhyHkunroHHpat 6s0peuyTe By, ObnyaiHaTa NPOABDKATENHOCT HA N€YEHHETO € OT 7 10

10 nuH.

Bu3pacTud u 10HOWH ¢ TeaecHO Ter/10 40 kg uiu nosede (npulaH3uTEeINO HAAX 12 roaunn)
O6uuaiiHaTa 103a 3a Bb3pacTHH € 4 g Ha JIcH, pa3ze/eHa Ha IBe 1034 (2 g Ha Bceku 12 yaca). llpu
MHOI'O TEKKH HHMEKLMH, 103aTa MOXKE Ja C€ MOBHLIM J0 6 g NHeBHO (2 g Ha BCEKH 8 yaca).

Knpmauera (Haa 2 Mecena) & geua ¢ tejecHo Ter1o Ao 40 kg (npudimsarenso 12 roansH)

3a BcekH 1 Kg Te/lecHO TerJio Ha KbpMa4eTo HJIH AeTeTo, TpadBa aa ce npuarat no 50 mg
necdenumM Ha Bcekd 12 vaca. B ciyuyail Ha MHOTO TeXKH HH(EKUHH, HAaNIpUMEP MEHUHIHUT, Ta3H 1032
ce mpuiara Ha BCeKH 8 yaca.

Kunpmauera (o1 1 Mecen o nmoa 2 Meceua)
3a BcexH 1 kg TeslecHo Tersio Ha KhpMadeTo, TpAOBa Aa ce npunarat no 30 mg uedenum Ha Beeku
12 yaca (WiH Ha Bcexu 8 yaca, B Cnydai Ha MHOTMO TEXKKH HHOEKLUHUH).

HanuenTH ¢ 660peann npobiemu
Ako uMare npobnemu ¢ 60peuuTe, Bawusar nekap MoKe Aa MpOMeHU ao3aTta Bu.
I'oBopeTe ¢ Bamus nexkap, ako ToBa ce oTHacs 3a Bac.

AKo ca Bu npunoxuan no-rojismo xoyinyecrso lepenum Tenamun, orkoakoro rpadsa

Tw# kato Lledpennm TenamMua wie B ce nMpuiara ot JIEKap WIM MEOHULIMHCKA CECTPa, HAMa BEPOSTHOCT Ja
By ce nprioky niorpelusa go3a. Bee nak, ako UMaTe HeXKeNlaHU peaklvy UM cMaTaTe, ue Bu €
o110 NPUIOKEHO MPEKAJIEHO MHOIO, KaXkeTe Ha Bawus nekap HezabaBHO.

Ako cTe nponycnaau Aa asnoai3Bare Hedenum Tenamun

AKO MucauTe, 4e He BU e npunoxena no3a ot Llegenum TeHaMua, kakere Ha Bawus nekap
He3abaBHO.

AKO UMaTe HAKAKBH NONBIHUTENHHY BENPOCH, CBBbP3aHH ¢ yrnorpedara Ha TOBA ICKAPCTRO,

nonuTaiite Bawus nekap, papMaueBT WK MEAKHLIMHCKA CeCTpa.

4, B1L3MOKHH HeXKeJIaHH peaKIHH

KakTo BCHYKH JIEKapcTBa, TOBA JIEKAPCTBO MOXKE 1A MPEAH3BUKA HEXXETIAHU PEaKUUH,
BCEKH 'H 1101y4aBa.

HudopmupaiiTe nezabasno Bamusg aekap, KOHTO 1le IPEeKPATH JI€YEHHETO,



OT CJIEAHHUTE TeKKH CHMNTOMH HA AJIEPrHYHA peaKlus:
. Texkxa ajleprugHa peaknus. [IpHsHauuTe BKIIOUYBRAT peiedeH H cHpOam oOpHs,
noJyBaHe, [IOHAKOra Ha JIMUETO WM YCTaTa, KOeTO [IPHYHHABA 3aTPyAHeHHe Ha AHIIAHETO.

. Koxen o0pHB, KOHTO MOXeE /12 € KATO MeXyPH U 1a W3IJIeXKAa KaTo MAJIKH MHIIEHH (TBMHO
[METHO B LEHTHPA, 3200MKOJIEHO OT MO-CBET/a YacT ¢ TbMEH MPBCTEH OKOJIO HEA).

. I'enepaH3MpaH oOpHB C MeXypH U JIOIIEHE HA KOXKATA (TOBa MOXKE 1a Ca NPpH3HALIH Ha
CUHAPOM Ha CmuevHC-L{oCOHCHH WA MOKCUYHA eRUOEPMANHA HEKPOAU3Q).

Oo6npHeTe ce He3abaBHO KbM Baniug nexap, ako 3abenexuTe HAKOE OT CIEAHUTE:

MHOro YecTH HeXXe/1aHH PeaKIHH, KOHTO MOraT 1a ce HadjloaaBar IpH KPLBHHTE

H3CAeABAHUA
Te Morart aa 3acerHat nopeue ot 1 na 10 aymnu:

. nojoxureNeH TecT Ha KyymoGe

YecTH HEXEIAHH PeaKIHH
Te Mmorar na 3acersat go 1 na 10 gymu

. 60JIKa Ha MACTOTO Ha HHXKEKTHpaHeE, MOAYBAHE Y 3aUepBiABaHE IO BEHATa
. auapus
. KoxkeH oOpHB

PeaKH Hexe/IAaHH peakKuHH

Te morar ga 3acerdar ao 1 ma 1 000 gymmu

* I'nOouunu uudexunu: B peaku ciryyau nekapersa karo Liedpenum TeHamua Morar na
MPHYKHHAT CBpbXpacTex Ha Apoxau (Candida) B TANOTO, KOETO MOXKE a AOBEAE A0 M'bOMYHU
HH(ekuUuH (KaTo Mieunuua). Ta3u HexxenaHa peaklys e No-BepoATHA, ako uinomnssare Liedenum
Tenamu NPOABIDKUTENHO.

IIP}THTE HOKECTIAHH PCAKIIHH BRJIIOYBAT.

YecTn HEXKEI2HH PeAKIHH
Te morar na 3acerHar go 1 Ha 10 gymn
. UecTy HEeXXETAHM PeaKLIMK, KOMTO MOTAT Ja ce HabJlloaBaT B KpbBHHUTE M3CIIE€ABAHMA:
- MOBHULIABAHE HUBATA HA CHhABPXKALUUTE C€ B YEpHHUA Apod BeinecTBa (eH3umu)
- MoBHLIABaHE HA OUIMPYyOHHA (BEILIECTBO, MPOH3BEKAAHO OT YEPHHA APOO)
- npoMeHH B Opoda Ha OenuTte KpbBHH KINEeTKU (eo3unoghuius)
- HUCKH HHBA HA YEPBEHUTE KPBBHH KIETKH (anemus)

HeuecTH HeXeNaAHU PeAKLHH
Te morart na 3acerdat ao 1 #a 100 ayuin

. Bb3MNAJICHUE Ha KOJIOHa (1e6en0TO YepBo), NPUYHHABAILG AUapHA, OOMKHOBEHO C KPbB H
cny3, OOJIKH B KOpeMa

¢ BHMCOKA TeMnepaTypa (Tpecka)

¢ 3a4CpBABAHE HA KOXKaTa, KOTIPMBHA Tpecka (ypmuxapus), cbpbex (npypumyc)

. NO3MUBH 3a MOBpblUaHe (rajeHe), NOBPbUAHE

. rfiaBoboimre

HeuecTH HexenaHH PCakliHH, KOHUTO MOraT na Ccc H&ﬁﬂl{lﬂaBaT B KPbBHH H3CJICABAHHA,

- HUCKH HMBA Ha OLIpEICSICHU KPBBHHU KIETKHU (1e8KoNeHUs, HeympOonenua, mpomboyumonenus)
- MOBUIUIABAHE Ha HUBATAa Ha a30T B ypeATa U CEPYMHHA KPEaTHHHH B KPBBTA.

Peaxkn Hexe1aHH peaKuuu
Te morar pa 3acerdar xo 1 na 1 000 nymu

ot aJICprHiHa pCaKlui

° NpUNaabiy, 3aMasHOCT, HApYLUEHHE Ha BKYyca, ycellaHe 3a 004eXH WIH U3Tp
KoXKara, 3aayX




. 00JIKH B KOpeMa, 3arek
. TperepeHe
° OTOK Ha MO-ABLIOOKHUTE CNOEBE Ha KOXAaTa (AHIHOEZIEM)

C HeH3BeCTHA 9€CTOTA: OT HANHYHHTE JaHHM HE MOKe 1a ObJe HalpaBeHa OUEHKA
KOM3, HAPYLIEHO Ch3HaHHE WIIH 3aTPYAHEHO MUCTIEHE, OOBPKBAHE U XATIOLMHALIMH,
Cria3My Ha MYCKYJIMTE

npUnagbuM

¢panIKBO MOJIOKHUTEIHU TECTORE 34 MIIOK03a B YpUHATa

npoSeMy ¢ XpaHOCMUNIAHETO

npobnemu ¢ HbOpeLyTE

KbpPBEHE
Hexxenanu peakUuHH, KOMTO MOrar Ja ce Habmoaasar B KpPbBHUTE H3CIIeABaHUA:

- npoMeHU B 6pos HA KPBBHUTE KIETKY (A2panyaoyumosa)

- 4epBEHHUTE KPbBHU KJIETKH C€ paspyllaBar TBbpAe Obp30 (xemorumuuna anemus)

Cro0maBaHe HA HEXEJIaHH peaKluy

AKO MoJIiyuHMTE HAKAKBHU HEXENAHH JICKAPCTBEHH peakliid, yBeaoMere Bauius nekap, dapmanest
WJIK MeJHUMHCKA cecTpa. ToBa BKIIIOYBA BCUYKH BB3MOKHH HEOIIHCAHY B Ta3H JIMCTOBKA HEXKEJTAHU
peaKL1H.

MoskeTe ChIUO Aa CHOOLLKTE HeXElaHW peakiMi JUPEKTHO Upe3 HALMOHATHATa CUCTEMA 32
cbob11aBaHe:

M3nbannTe/IHA areHIHA 110 JIeKApCTBATA
yn. ,,Jaman ['pyes* Ne 8

1303 Codus

brarapuns

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

Karo crobiliaBaTte HexkeNnaHu peakuMi, MOXKeTe [1a JajieTe CBOA MPHHOC 34 MOJyYaBaHe Ha MoBeYe
WHGopMaLHsg OTHOCHO 6e30MacHOCTTa Ha TOBA JIEKApPCTRO.

S, Kak ga cexpansasate Hedenum Tenamun

ﬂﬂ Ce ChXpaHsiBa Ha MACTO, HEAOCTBITIHC 3a ACLaA.

He u3nosnssaiTe TOBa NEKapeTBO CJie CpOKa Ha FOAHOCT, 0TOEA3aH BLpPXY €THKeTa Ha (JlakOHa
KapToHeHaTa onakoBka ciiel {I'oaeH 10:}. CpokbT Ha FOAHOCT OTrOBapA Ha MocJieAHUs AEH OT
[IOCOYEHHUA MECEL,

Ha He ce chxpaHaBa Hag 25°C.

CbxpaHsBaiiTe (p1akoHa B KAPTOHEHATa ONAaKOBKA, 32 [a Ce NPeAna3y OT CBET/IHHA.

3a ycnoBHsATa Ha ChXpaHEeHHEe Ha MPUTOTBEHHS/pa3peJeHHUs JIEKAPCTBEH NPOIYKT BIDKTE B Kpas Ha
aucToBkata "CrneaHara UH$popMalMsa e npeAHa3Ha4eHa caMo 33 MeIMLIHHCKH CNELHATIMCTH".

He u3xpbpnsiite 1eKapcTBaTa B KAHANIM3aLMATa MIIH B KOHTEIHEPa 33 JOMAIIHH OTNAIBLIH.
[Tonuraiite Bamnar ¢papmanesT kak 1a U3XBBPJIATE JIEKAPCTBATA, KOUTO Bede He u3nomseare. Te3u
MEPKH L€ CIIOMOIHAT 3a ONa3BaHe Ha OKOJIHATa cpeaa. '




6. CobabpKaHHe HA ONAKOBKATA H A0NbLJAHHTEIHA HHPOPMALHA

Kakpo csabpka Hedenum Tenamun

- AKTHUBHOTO BeleCTBO € Uedenum (kaTo uedenuM AUXUAPOXIOPHI MOHOXHIPAT).
- Hpyrara cecTaBka € L-apruHuH.

Hedenum Tenamua 2 g

Beexku daakoH cpabpxa 2 g uedenum Kato LedeniM AUXUAPOXIIOpU MOHOXHUAPAT

Kak uarnexaa Hedenum TenaMua H KaKBO ChAbLPKA ONAKOBKATA

Llepenum Tenamuna e npax, ¢ 641 no 6neaoicunaT UBAT. OnakoBaH € B CThKIEH, O€3UBETEH (akoH
tdn II ot 20 ml, ¢ auameTsp 20 mm, 3aTBOPEH CHC CHBA CHIHKOHM3UpaHa OpoMOoOyTHIIOBa I'yMeHa

zamyluasika, Al-obkaTka ¥ oT4ynBala ce Karnauka.

Kapronenn kyTud, cbabpkamiv 1 wau 10 dnakona x 20 mi
He BcHYKHM BHIOBe ONMaKOBKY Morat Ja 6baar mycHaTy B npojaxoa.

IIpuTe:xkare Ha pa3spelIeHHETO HA ynOoTpeda

Tenamua IOpun EQO/I
yn. “Yapns apeun” Ne 3, rp. Codua 1113

bvnrapus

Ten.: +359 2 9631328

IIpon3BoauTe

Meaurpaiia HarepHemreabiac KOO
Oyn. “Llapurpaacko woce™ Ne 119A

1784 Codus
buarapus

Tes.; +359 2 9631328

Jdara Ha nocaeaHo npepa3riexkaane Ha gucroBkara: 08/2024
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[locoueHara [1o-40J1Y HH(I]JOPMHL[HH € IIpCcAHa3zHa4YCHa CaMO 34 MCIHLUKHCKH CIICLHIUAJIHCTH.

IlpyroTesHe Ha pasTROPA 3@ HHTPABEHO3HO HHIKEKTUPAHE

CohapprxaHueTo Ha guakoHna ce pasteapa 10 ml Boga 3a umkekuuu, 5% pa3TBOp Ha IHOKO03a 33
MHxKeKUMHd, Win 0,9% pa3TBOp Ha HATPUEB XJIOPHJ 32 MHXKEKLIMH, KAKTO € Moco4YeHo B Tabnuuara
Mo-A0ay. IIpUroTBEHHUAT pa3TBop ce HHXKEKTHpa OABHO B NPOABLIKEHHE HA 3-5 MMHYTH WIH
OUPEKTHO BBB BEHA, UK JUPEKTHO B KAHIOJIATA HA CUCTEMATa 3a HH(Y3Hg, A0KaTO Ha NMallueHTA Ce
npaBy HHPY3HUA CBC CBBMECTUM HHQY3HOHEH Pa3TBOP.

CrnenHara Tabiuua CbAbp:Ka MHCTPYKLIMH 3& pa3TBapsaHeE:

V103MPOBKA M HAYMH
Ha MPHIOKEHHE

obageH paa;aopmeﬂ

mb

Kpaen obem (ml)

2giv

10,0

12,8

e

PasTBapsHeTo/pa3zpexaaHeTo TpAOBa a ce U3BbPIIBA B ACENTHUHM YCIIOBHA.

e




[lpHroTBsaHe Ha pa3TBOpa 3a HHTPABEHO3HA HHOY3HA
3a uHTpaBeHO3Ha UHMBY3UA pasreopeTeZ g uedenumM, KakTo € NOCOUYECHO NOo-rope 3a JHPEKTHO

HHTPaBEHO3HO NMpUIOXKeHHE, [obaBeTe HEOOXOAUMOTO KOMUUECTBO OT NMOJYUYEHHSA Pa3TBOP KbM
KOHTEHHEP ¢ eIMH OT CbBMECTHMUTE UHTPABEHO3HH Pa3TBOPH (MPENoOpbUHUTENIEH KpaeH 00eM
okono 40-50 ml). [IpuroTBeHusT pa3sTBOp TpsAOBa Aa ce npwiara 3a Nepuoa 0T 0koso 30 MHHYTH.

CBBMECTHMMOCT ¢ MHTPABEHO3HH Pa3TROPH
3a MpUroTBsiHE HA pa3TBOpa ca MOAXOMALUM C/IEIHUTE Pa3TBOPHTEIH:

. Boaa 3a nHKeKLHH
° Pasmeop Ha rmokoza 50 mg/ml (5%)
. Pazreop Ha Harpues xaopua 9 mg/ml (0,9%)

HumaMyCKyIHO HHXKEKTHDAHE
Llepenum TeHamua 2 g KaTto eJHHUYHA 1032 HE TpadBa Aa ce npunarar HHTpPaMyCKYJIHO.

[Tono6no Ha ApyruTe LedaloCNOpHHH, pa3sTBOPHT Ha ederuM MOXKE J1a c€ OLIBETH B XBJIT A0
kexnHOapeH LIBAT, B 3aBUCHMOCT OT YCJIOBHATA Ha CbXpaHeHue. ToBa obaue He BiMsAe OTPULATEHO
BbpXY eeKTa Ha NPOAYKTaA,

Ornenaiite dpnaxoHa npeaud ynotpeda. PasTeopsT TpadbBa Aa ce U3MOJI3Ba CaMO aKO B HEro HAMA
yactuud. M3nonssaite camo GucTpH pasTBopH.

Camo 3a eqHoKpaTHa ynorpeda. M3xsbpiere HEM3NON3BAHOTO KOJIMYECTBO, HensnossaHuaT JeKapeTBeH
NPOAYKT WM OTIIAABYHUTE MaTepUaIH OT HEro TpAOBa Aa ¢e UBXBBPIIAT B ChOTBETCTBHE ¢ MECTHHTE
U3UCKBAHHA.

HechbBMECTHMOCTH
Pasteopute Ha Liedennm Tenamun He TpAGBA 1a c¢ CMECBAT ChC CJICIAHHTE AHTUOHOTHLIM:

METPOHH/IA30J1, BAHKOMHMLIMH, FEHTAMMLIMH, TOOpaMHLIHH CyJ1paT ¥ HETWIMHLIHH CyJdar, nopany
dbU3HYECKA WTH XMMHUYECKA HECHBMECTUMOCT. AKO € MOKAa3aHO ¢AHOBPEMEHHO JICUYEHHE, TE3U

aHTHOMOTHUY TPAOBA Ja ¢e NpuiiaraT MooTAEIHO.

CobxpaHenue ¢Jied pa3TBapaHe

CpoOK Ha roAHOCT HA [IPUI'OTBEHHUS Pa3TBOP

3a MHTPABEHO3HO HHYKEKTHPAHE, HHTPAMYCKYJIHO MHYKEKTUPAHE WITH NPWIOKEHHE KATO UHQY3Hs

(nobaBeHa KbM CHBMECTHMA HH(Y3HOHHA TEYHOCT)

XUMHUUYHATA ¥ PU3HYHA CTAOUIHOCT NpH ynoTpeda Ha NPUroTBEHUA Pa3TBOP € A0Ka3aHa 3a He
nosedye oT 1 yac npu TeMneparypa noa 25°C und 12 4aca npu temnepartypa 2°C - 8°C.

Ot MukpoOHOIOrHUHa riieiHa To4YKa, NpUroTBEHHUAT pasTBOp TpAOBa Aa ce U3MON3Ba He3abaBHO,
OCBEH aKO METOABLT Ha OTBAPAHE W Pa3TBapsAHE UIKIIOUBA Bb3MOXKHOCTTA OT MUKPOOHO
3aMbpCsABaHe.

,[[pyl"H CPOKOBC Ha CBbXPAHCHHE H YCJIOBHA ITPH ynm‘peﬁa Ca OTTOBOPHOCT Ha HOTPGSHTBHH.

Jo3upoBka Npy NauUeHTH ¢ HapyuieHa ObOpeuHa QyHKLNUA -

Buwipacmuu u onowu ¢ meaecho meano Hao 40 kg
[IpenopbuMre/iHaTa HavaliHa 403a MPH NaleHTH ¢ 6L0peUHo yBpe)KIaHe € chlara
NauMeHTH ¢ HopmanHa 6b0peuHa gyHkuus. Crneapaliiata Tabiuia nocousa NOAILP




- il

ieraTuunﬂou KAHPBHC pPENOPBLYHTE/IHA NOAABPKALLA J03A
[

ml/min] OHHHYHH J03U U HHTEPBAJ Ha BLBEXKAAHE
Teoxcku unghexyuu: Mrozo meocku unghexyuuy.
bakTepueMHs, MHEBMOHHMS, Y CIIOXKHEHH

HH(pEKLMH Ha MKOYHWTE MBTULLR,  [MHTpaabJdoMHHAIHH

locTpH HHGEKLMU HA HUTBYHUTE  [HHPEKLHH, EMIIUPHYHO
MbTHILA JIeYeHHE Ha MALMEeHTH C
ibeOpHiHa HeyTpOneHHS

> 50 (obuualiHa no3a, He ce 2 g Ha BCEKH 12 uaca 2 g Ha BCeKM 8 yaca
M3HCKBA KOPUIHPAHE) .

30-50 ) 2 g Ha BcekH 24 yaca 2 g Ha BCeKkM |2 yaca
11-29 1 g Ha BceKH 24 yaca 2 g Ha BCEKHU 24 4yaca
< 10 mﬁa BCEKH 24 vaca ] g Ha BCekH 24 daca

[layuenmu na ouanusa

Enana HaToBapBalia a03a oT | g npe3 nbpBuA OeH oT iedeHueTo ¢ Lledenum Tenamua, nocnensana
oT 500 mg Ha JeH cliel] TOBa, ¢ H3KTIOYEeHHEe Ha cly4yauTe Ha GeOpHIHa HEYTPONEHHS, NPH
MOKa3aHMs, 38 KOMTO NpenopbyuMTe/IHaTa 1034 € 1 g Ha neH. B auuTe Ha auannsa, Ledenum
Tenamun TpsbBa na ce npunara B Kpas Ha Kypca Ha JuanH3ara. AKo € Bb3MOXHO, Llepenum
Tenamua Tpabea ga ce npuiara no eJHoO U ChLUO BPEME BCEKH JEH.

[Tpy nauMeHTH, NOLNOXKEHH Ha NPOAbLIKMTEIHA aMOynaropHa nepuroneanya avanusa (11AIT) ce
npenopbuBa caefHara gosuposka: 1 g Llepenum TeHamuna Ha BcekH 48 yaca B CiTy4ad Ha TEXKKH
wHpekuuu M 2 g Lledenum TeHamupn Ha Bcekn 48 yaca B clyyail Ha MHOTO TEXKH HHQEKLIHH.

Heya ¢ napywena 6vbpeuna gpynxkyus

[Ipenopbusa ce HayanHa go3a oT 30 mg/kg 3a kppMmaueTa 0T 1 A0 no-Manko ot 2 Mecena wiu 50
mg/kg 3a nauMeHTH Mexay 2 Meceua u 12 rogunu. Cieapaliara Tabidua noco4sa NOAAbPHKALIUTE
IO3H:

Enuununu no3u (mg/kg menecHo Terno) U HHTEPBa MEXIY OTAESTHHUTE NPHJI0KEHHS

KpeaTHHUHOB Teoicku ungpexyuu: Mnozo meoicku ungpexyuu;
KJIHPBHC [THeBMOHHA, YCNOKHeHH HHPeKUMH [bakTepuemus, OaKTepUaneH MEHUHIT,
[mlmin] Ha NMHKOYHHUTE MbTHINA (BKIL MIIMPUYHO JISUEHHE Ha NALUUEHTH C
TTMETIOHE(DPUT) EJEﬁpHIIHa HEYTPOINEHUA
Knpmauetaor ! 2 mecera - 12 Kbpmauera ot 1 no [ Mecela -
MO NO-MaJIKO OT MOIUHH MOo-MaJIKO OT 2 12 roguaun
2 Meceua MeCeLa

> 50 (obuyaitHa 30 mg/kg/ 12 vaca [50 mg/kg/12 yvaca 30 mg/kg/8waca |50 mg/kg/8 yaca
1033, HE C& M3LCKRA

KOPUTHpaHE)
30-50 30 mg/kg/ 24 vaca |50 mg/kg/ 24 yvaca (0 mg/kg/12 yvaca |50 mg/kg/12 yaca
11-29 15 mg/kg/ 24 vaca [25 mg/kg/24 yvaca 30 mg/kg/24 yaca |50 mg/kg/24 uaca

< 10 7,5 mg/kg/24 vaca (12,5 mg/kg/24 uaca |15 mg/kg/24 vaca 25 mg/kg/24 uacal

[ ]




