JIMCTOBKA




JIncroBka: undopmanus 3a nanHeHTa

LHedenum Tenamua 2 ¢ npax 3a HHAKeKNHOHEeH/HHPY3HOHEH Pa3TBOP
Cefepime Tenamyd 2 g powder for solution for injection/infusion

uedenum (cefepime)

[IpoyeTere BHHMATE/IHO NAJIATA JIHCTOBKA, MPEAH /Ia 3all0YHETE /Ia H3M0JI3BATE TOBA
JIEKAPCTBO, Thil KATO TH ChAbPKA BaxKHa 3a Bac nudopmanus.

® 3anasere Ta3u squcToBKa. Mojke J1a ce HaJlIoXKK Aa g NPoOYETETE OTHOBO.

® AKO UMarTe HAKaKBH JIOMMbJIHUTEIHH BbIIPOCH, nonuTaiTe Bawuus nekap, papmaueBT Hiu
MEIMLIMHCKA cecTpa.

5 Tosa nekapcTBo € npeanucano nuuHo Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To
MOJKE 1a UM HaBpeIH, HE3aBUCUMO Y€ MPU3HALMTE HA TAXHOTO 3a00JISBaHE ca CHIIMTE KaTo
Bauiure.

¥ AKO M0JIyYHUTE HAKAKBH HEXKEJIAHU JICKApPCTBEHH peaKluu, yBeaoMere Baius nekap,

(hbapMaLEeBT UK MEIMLIMHCKA cecTpa. Tora BKJIIOYBA U BCHYKH Bb3MOKHH HEXKEJIaHU
peakLMH, HEOINMUCAHHU B Ta3M JIMCTOBKA. BykTe Touka 4.

KakBo cbabpka Ta3H JHCTOBKA:

L Kakeo npeacrasnssa Llepenum Tenamua u 3a KakBo ce U3MoJ3Ba 6/ LTy J /7 5

2. {akBO TpsAOBa jaa 3HaeTe, npeau aa uinonssare [ledenum Tenamun

3.  Kak na w3nonssare lLlepenum Tenamun e ¢ 9 -05- 2015
4. 3b3MOKHH HEXKEJIAHH peakLMUH 6‘:? $/

S. Kak ja cbxpansBare Lledenum Tenamup

6. ChbabpikaHUe Ha OMAKOBKaTa M JIONbJIHUTEIHA HHpOpMaLUs

1. Kakso npeacrasasiba llepenum Tenamua u 3a KaKBO ce H3M0J13BA

[lepennum Tenamua e aHTHOMOTHK, M3MOJI3BAH NPH BB3PacTHH M Jeua. Tok aeicTsa, kaTto yousa
OakTepuHTE, KOUTO NpUYHHABAT HHpekUuH. Tol npuHaaNekH KbM rpyna jekapcTa, HapeYeHH
Yemebpmo NOKoJIeHUe yepharocnopunu.

[Ipu BB3pacTHU U Aeua Haa 12-roauuiHa Bb3pacT, BKIKOUYHTEHO:

* HUHpekunn Ha 6enus apob (nMHEeBMOHHS)

. YClI0)KHEHH (TEXKKH) HHPEKLIMK HAa MUKOYHUTE MbTHINA

# YcoKHeHM (TeXXKH) HH(PEKUMH B KOpeMHaTa KyXHHa

® Bb3naneHue Ha iMraBHLIaTa Ha KOpEMHaTa KyXuHa (nepumornum), CBbp3aHo ¢ 1HaJIu3a MpH

MaLMeHTH Ha NPOAbJIKUTENIHA amMOynaropHa neputoHeanHa avanusa (ITAI1JT)

[Ipu BB3pacTHM:
° OcTpH HH(PEKLIMHU HA HKITBYHHUS MEXYP

[Ipn neua Ha Bu3pacT ot 2 meceua 10 12 roauuu M ¢ tesecHo terio noa 40 kg, BKIIOUYHTETHO:

® YcnoxkHeHU (TeXKH) HHPEeKUMH Ha NMMKOYHHUTE IMbTHILIA
» UH(pexunu Ha O6enus apob (nmHeBMOHMS)
e UHpekunn Ha MeMOpaHHTe, MOKPUBALLK MO3bKaA (bakmepuaner MeHuH2um)

[lepenum Tenamuza ce u3nonssa v Npy Bb3pacTHHU M MPH Jella Ha Bb3PacT Hajl 2 Mecella

° 33 JICYEHHE Ha MPHUCTBIT HA TPECKA C HEM3BECTEH MPOU3XO0/ IMPH MALMEHTH C HaMaJleHa
PE3UCTEHTHOCT (aKO HMa CbMHEHHE, Y€ TpecKaTa ce JAbJDKU Ha DakTeprajiHa UH(EKLIUS I
MaLHEHTH CbC CPEHO TEXKKA 110 TeXKKA Heymponerus). AKo e Heobxoaumo, TpsdBa na
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2. Kakso TpabBa 1a 3HaeTe, npean aa nanonassare lepenum Tenamun

He n3noaspaiite lledpenum Tenamun, ako:

. CTE aNIEPruyHYU (cépovxuyscmeumenn) KbM Apyru nedanocnoOpuHOBH aHTHOMOTHLM WIIH KBbM
HAKOSl OT OCTAHAUTE ChCTABKH HA TOBA JIekapcTBO (M30poeHH B Touka 6).

. HAKOTA CTE€ UMAJIK TEXKa aJIEpruyvHa peakums (peaxkyusi Ha C8pbXyy8CMEUMeEAHOCm) KbM
BCEKH ApPYr BUJ OeTa-NakTameH aHTHOUOTHK ([eHMUMIuHY, MOHODAKTaMU U KapbarieHeMH).

° HMaTe NOBHULIEHAa KUCEJIMHHOCT Ha KpbBTa (Qyudosa).

Yseaomere Baluus nekap, npead aa sanoudere aa vanonspare LlegenuM Tenamua, ako cMATaTe, ye
TOBA ce OTHaca 0o Bac. B To3u cnyyaii He TpsabBa na Bu ce npunara Llepenum Tenamua.

[IpeaynpexaeHus B npeanasHu MepKH

['oBopeTe ¢ Baiwuus nekap, papMaLieBT UM MEAULIMHCKA CecTpa, npeau Aa u3nonseare [ledpenum
Tenamun:

. aKO HAKOra CTe UMau aJIepravHa peaknusa KbM uedenum um apyry Oeta-nakTaMHH
AHTUOHOTHLIM WIIM KbM APYIo JiekapcTBO. AKO Mo BpeMe Ha nedeHue ¢ Lledenum Tenamua pazpuere
anepravHa peakuud, TpaOBa HezabaBHO Ja ce cBbpxKeTe ¢ Baiuusa nekap, ToBa MoxXe 1a € CEpHO3HO.
B To3M ciy4aH nekapaT BeaHara L€ MpeyCTaHOBH NEYCHUETO.

. aKO HAKOTa CT€ UMAJIM ACTMA WM CKIIOHHOCT KbM allepruH.
. ako uMare npobnemu ¢ Op6pennTe, Mmoxe na ce HanoxH no3ara Ha Lledenum Tenamup aa
ObJe KOpUrupaHa.

. aKo IO BpEME Ha JIEYCHHETO PA3BUETE TEKK2 H NEPCHCTHPALA AHapHus. ToBa Moxe J1a e

MPHU3HAaK 33 Bb3NaJIeHUE Ha AeDENOTO YEPBO U Aa Ce Hajlara ¢nelHa MeJMLIHHCKA HaMeca.

° aKO UMAaTe CbMHEHMUA, Y€ 110 BpEME Ha NMPOABDKUTENHO H3nona3BaHe Ha lledenum Tenamnn

CT€ pa3BHIM HOBa HHPeKuusd. ToBa MOXe 1a € HHPEKUHA, NPUUHHEHA OT MUKPOOPraHH3MH, KOHTO
HE Ca YYBCTBHUTEIHHU KbM LICENMUM M MOXKE JIa Ce HAJIOXKH NPEKBCBAHE HA JIEYEHHETO.

. ako TpabBa n1a Bu ObaaT HanpaBeHH H3CJIEABAHHS AA KPBB HJIR YPHHA, BKHO € []a KaXeTe
Ha Jiekaps, e nw3nonssare Liedennm Tenamua. Tosa nekapcTBo MoXKe Aa MPOMEHH pe3YJITATHTE OT
HAKOW K3CJIEIBAHHUA.

. Hsakou naunenTy cvobuiasar 3a cnyuau Ha HapylWleHHE HA Cb3HAHHETO, BIJIHOUUTEITHO
00BbpKBaHE, XAIIOLMHALIMY, CTYNOP, KOMA, BHE3AITHH MYCKYJIHHM CXBaLUAHUs, MpHNanbLM, 6n0pedHa
HEAOCTATBYHOCT (BHXKTE T. 4. BB3MOXKHU HexkenaHu peakuun). [ToBeueTo ciiyuau ca HaCTBIWIH
NpH MalMEHTH ¢ OBOpeYHH NpobieMH, KOUTO Ca NOTyYaBaldH NO-BUCOKA 4034 OT
npenopbYUTEHATA.

. {1o npHHLIHN CUMNITOMMTE HA HEBPOTOKCHYHOCT M34E3BAT ClIeA NpPEeyCTAHOBABAHE Ha
JICYEHHETO ¢ LE(PETIUM W/UITH clie xeMoauanu3a (MpoLec Ha NpeYHCTBaHe Ha KPBBTa HA YOBEK,
yuHTO OBOpEUH He paboTAT HOPMANHO), HO HAKOH CAydYaH MOTAaT Aa JOBEJAT A0 CMBPT.

JApyru aexkapersa u Lledpenum Tenamun
Hndopmupaiite Balns nexap unu ¢apmailesT, ako npuemMare, HaCKOpPO CTe NPHEMATH UITH €
Bb3MOXKHO [1a [IPUEMETEe APYry NeKapCcTaa.

bpemMeHHOCT, KEpMeHe H PepTHIIHTET

Ako cTe OpeMerHa M KbpMHUTE, CMATATE, Y€ MOXKE a cre GpeMeHHa WY TU1aHKHpaTe OPEMEHHOCT,
MOCLBETBAWTE ¢c€ ¢ Bawung nexap unu ¢gapmaLeBT npeau ynorpedara Ha TOBA JIEKAPCTRO.

Hsama vHpopmaums oTHOCHO ynoTpebaTa Ha TO3W NEeKapcTBEH MPOAYKT M0 BpeMe Ha GpeMeHHOcCT.
3a npeanouMTaHe ¢ Aa ce u3bsarea ynorpebara Ha Lledenum Tenamua no BpemMe Ha GpeMeHHOCT.
Masiku KoniMuecTBa OT TOBa JIEKAPCTBO MOraT Jia MPeMHHAT B KbpMaTa. Bunpeku Tosa, ledenum

KbpMaUicCTO 3a Bb3HHKBAHC HAa HCXKEJIAHH PEAKIIHA.

Illopupane u pabora ¢ MaIIHny
Ledenum TeHamua He noBIMSBa WIKM UMA HE3HAYUTEITHO BITMAHHE BEPXY CNOCOOH



pabota ¢ MaluuHy. JIoKaTo U3romsare TORA JISKAPCTBO MOXKE 1a NOTYUYHUTE [N1aBoOO/HE, Aa Ce YYBCTBATE
3aMasHy WIK Aa UMare NpoMeHH B 3peHreTo. He wodupanime ¥ He U3NonN3saiTe MallIMHK, ako He ce

YyBCTBATE A00pE.

3. Kaxk na usnonspate ledpenum Tenamupn

IIpunoxenne

ObukHoseHo Lledhenum TeHamua ce npunara oT AeKap UNK MeIHLMHCKA cecTpa. Moxe fa ce
MPUAOKH KAaTO KanNkoBa HHPY3Us (MHTPABEHO3HO BIAMBAHE), Ype3 MHXKEKUUA AUPEKTHO BbB BEHATA,
WK Ype3 AbN00Ka MyCKyTHa HHXKEKLIHA B IJIyTeaaHaTa obnacT (rofiaM MyckyJ1 B obnacTra Ha
ceJanMuIeTo), (MHTpaMycKyiHo). MHTpaMyckynuoTo npunoxenne e camMmo 3a 0,5 gu 1 g. 2 g karo
eIMHAYHA N03a He TpsAOBa Aa ce npuiarat HUHTPaMyCKyJIHO.

O6nuaiina g03a

[Ipasunnara 3a Bac no3a Lledenum Tenamun e Ovae onpeaenena ot Baling nekap u 3aBHCH OT
TEKECTTA H BUAA HA HHGEKLIMATA, AaJIM NPUEMaTE Jpyrd aHTUOHMOoTULM, BatreTo Terno U Bb3pacr,
KoNko aobpe ¢pyHkuMoHupat 6u6peunre Bu. Obuualinara npoab/mHKUTENHOCT Ha JIEYEHHETO € oT 7 10
10 aHmu.

Bu3pacTHH H 0ROWH ¢ TesecHo Terao 40 kg nim nopede (npubau3ntenno uax 12 roquun)
Obuuaiinara 1o3a 3a BB3PacTHU € 4 g Ha JIcH, pa3aesieHa Ha ape o3u (2 g Ha BcekH 12 daca). [1pu
MHOT0 TEXKH UH(EKLHH, 103aTa MOXKE Aa C€ NOBULIK A0 6 g AHeBHO (2 g Ha BCcekH 8 uaca).

Knpmadera (nan 2 meceuia) u aena c resiecHo ternio 40 40 kg (nprbimsuresnno 12 roxuau)

3a Beexr 1 kg TestecHO Ter/1o Ha KbPMAaYeTO HIH AeTeTo, TpAOBa Aa ce npunarar rno 50 mg
LEeQEnKM Ha BCeKH 12 yaca. B cnyvail Ha MHOTO TeKKH HHEKLUXH, HANPUMED MEHHHIHT, Ta3H 4032
ce npunara Ha Bceku 8 vaca.

Knpmaseta (o1 1 Mmecen 2o moa 2 Mecena)

3a Bcexn 1 kg Tenecno Ter1o na kepmadero, Tpsbea 1a ce npunarat no 30 mg nedenuM Ha BoekH
12 yaca (MM Ha Bceku 8 yaca, B Cliyyad Ha MHOMO TeXKH HHpEKLMH).

Nauuent ¢ 650peunn npobaemu
Ako umare nipobiemu ¢ 6bOpeuyiTe, BawmaT nekap Moxe Ja npoMeHu ao3ara Bu.
I'oBopete ¢ Bamus Jekap, ako ToBa ce oTHacA 3a Bac.

AKO ca Bn npuioxkuan no-ronsmo koauvecrso Hedenum Tenamua, orkonkoro Tpadea

Twit xato Liedenum Tenamun 1ue BU ce npuinara oT eKap WM MEIUMLIMHCKA CECTPa, HAMa BEPOSTHOCT Aa
By ce npwiosku norpeiuHa go3a. Bee nak, ako MMaTe HEXeETaHH peakilu WK cMaTaTe, ue Bu e
OHJIO MPHIIOKEHO MPEKAIEHO MHOTO, KaxkeTe Ha Balua nekap HezabagHo.

AKko cTe nponycHanu aa uinoaspare Hedpenum Tenamun

AKO MHCIIHTE, Ye He Bu e npunoxena nosza ot Llepenum Tenamua, xaxere Ha Baiuns jekap
He3abaBHO.

AKO HMaTe HAKAKBH AOMBJIHKTENHH BBNIPOCH, CBBEP3aHU ¢ yNioTpebara Ha TOBA JIeKapcTBO,
nonuradire Bamua nexkap, papmMaLeBT MM MEAULIMHCKA CECTpA.

4. B:3MOKHH HEeXKeJAHH PEAKIHA

BCEKH I'K Nnoayy4asa,

Ungopmupaisite HesabaBHo Bamns nexap, KoiTO mie NpeKpaTn JIe4eHHETO, AKO H




OT CACAHHTE TOKKH CHMIITOMHA HA AJIEpIrAYMHA DCAKIIHA:

. Texka anepruuna peaxuun. [Ipusznaunrte Biwnousar peneder n cLpoau oopHB,
noayBaHe, NOHAKOra Ha NMHUETO WAH YCTaTa, KOETO NPUYHHABA 3ATPYAHEHHE HA JAHINAHETO.

. Koxen 00pnB, KOMTO MOXE Aa € KATO MEXYPH H [a U3IIekKIa KaTO MAJKH MHIIEHH (ThbMHO
[ETHO B UCHTDbPA, 3a00MKONICHO OT NO-CBETJIA YAaCT ¢ TBMEH NPBCTEH OKOJIO Hes).

. I'enepanuznpan 06pHB ¢ MEXypH M JIIOIEHE HA KOKATA (TOBAa MOXE J1a Ca NPU3HALM Ha
CUHIPOM Ha CmuavHC-L[[HConChH WINW MOKCUYHQ enudepmMaIHd HEKPOTU3Q).

O0npHere ce HezabaBHO KbM Bawiua jexkap, ako 3abenekuTe HAKOE OT CIIeAHUTE:

Muoro 4ecTn HexeJaHH PeaKUHH, KOHTO MOrar Aa ce Ha( IoaaBAT NPH KPLBHHTE
H3c/aeABAHNS
Te Mmorat ga 3acerHaT noBede ot 1 Ha 10 gymmn:

. nonoxurenex rect Ha Kyymbe

YecTn HeKeJTAHH peaKUHH
Te morar aa 3acernar ao 1 na 10 gymmn

. Oonka Ha MACTOTO Ha HHXKEKTHPAHE, MOAYBaHE W 3a4ePBABAHE 0 BEHATa
. nHapms
» KOXEH 0OpHB

Penxkn HexeIaHH peaklHH

Te Morar ga 3acerHar go 1 na 1 000 aymn

° I'nOnuny nadexunn: B penku cnyvau nekapcrsa kato Lledenum Tenamua morar ga
NPHYUHAT CBPBbXpacTex Ha Apoxau (Candida) B TANOTO, KOSTO MOXKE 1a JOBEE IO MOUUHH
HH(pEKUMH (KaTo MineuHuUa). Tasu HexkenaHa peaklus € No-BeposTHA, ako uanon3eare Ledenum
Tenamua NpoABLMHKHTENHO.

prm‘re HEKCJIAHH PCAKIIHH BRIAKYBAT.

YecTH HeXKeNAHH peaKIHK

Te morar pa 3acerdart go 1 na 10 aymu

. HecTH HexXeNnaHW peakLH, KOUTO MOraT 1a ce HabnoJaBaT B KPBBHHTE H3CAEABAHMS:
- NOBH1IABaHE HMBATA HA ChABPIKALIMTE C€ B YepHua Apob BeluecTBa (en3umu)
- MoBHLLIaBaHe Ha OHNHPYOUHa (BELLECTBO, NPOMU3BEXAAHO OT YepHHUA Apob)

- NPOMEHH B Opos Ha OenrTe KPbBHM KIETKH (eosunodunun)
- HHCKH HMBA Ha YEPBEHUTE KPbBHU KIETKH (anemus)

He4vecTH HexeNlaHH peakuHH
Te morat na 3acerdar ao 1 na 100 aymu

. Bb3MaJICHHE Ha KOJIoHa (1eDennoTo YepBo), NPUHMHABALIO AHapHs, OOMKHOBEHO C KPBB H
cay3, DOJIKK B KOpeMa

. BUCOKa TeMilepaTypa (Tpecka)

. 3a4epBABAHE HA KOXAaTa, KONPUBHA Tpecka (Yypmukapua), cupbex (npypumyc)

. MTO3MBH 3& NOBpBLIaHE (FrafeHe), NOBPLLIAHE

. riaasobore

HeuecTH HexXeaHK peakuyH, KOUTO MOTaT J1a ce HabMoAaBaT B KpbBHHU H3C/IEABAHUA:
- HUCKH HWBA Ha ONPECIICHH KPBBHU KIETKHU (1€6KoneHus, HEymponexust, mpomboyumonenus)
- MOBHUIABaHE HA HMBATA Ha a30T B ypeATa U CEpYMHHA KPEaTHHHH B KPHBTA.

Peaku Hemxeann peaknny
Te morart na 3acerdar ao 1 ra 1 000 ayun

. anepruyHa peakumsg

o NpHUNnagblH, 3aMASHOCT, HAPYIICHHEC HA BKYCaA, YCCIIIAHE 3a OonexH Wiu H3TPEBIIB
KOXKaTa, 3aavyX




. OONIKH B KOpema, 3anek
. TpenepeHe
o OTOK Ha MO-ABAOOKHUTE cnoeBe Ha KoXKaTa (AHrHoeaeM)

C HeH3BECTHA Y€CTOTA: OT HAJIHYHHTE JAHHH He MOXKe Aa Obe HANPABEHA OLIEHKA

. KOMa, HapYLIEHO Chb3HAHHE WIIH 3aTPYyAHEHO MUC/IEHE, O0BPKBAHE H XaIOLIMHALIMH,
. CNa3MHu Ha MYCKYJ/IUTe

° npunaabuH

. antiuBoO NONMOXKUTENHU TECTOBE 3a IUIHOKO3a B ypHHaTa

. npobNeMH ¢ XpaHOCMHUJTAHETO

. npobnemu ¢ 6BbOpeLnTe

. KLPBEHE

Hexxenanu peakUMH, KOUTO MOTaT la ce HabJ101aBaT B KPBBHUTE HU3C/IEC/IBAHUA:

- NpoMeHH B Opoa Ha KPbBHUTE KNETKH (azpanyroyumosq)
- YEPBEHHWTE KPbBHH KIETKHU Ce pa3pyilapart TBbpae 0bp30o (xemonrumuuna auemun)

Cro0IaBaHe HA HeXEIAHN peaKIHH

AKO TOTYYHTE HAKAKBH HEXKEJIAHH JIEKAPCTBEHH peakLivy, yeeaomere Baiuws nekap, papMmanesr
WK MEAMLIMHCKA cecTpa. TOBa BKIIOUBE BCHYKH Bh3MOXHU HEOIHMCAHHU B Ta3H TUCTOBKA HEXKEAHU
pEaKUMH.

Moxere L0 Ja ChOOLUTE HEXKENAHH PeaKLMM JHPEKTHO Ype3 HAMOHATHATA CHCTEMA 33
cbolllaBaHe:

H3NBbJHHTEIHA AreHI UK 10 JIEKAPCTBATA
ya. ,,JdamMad ['pyes™ Ne 8

1303 Codus

bbarapus

Ten.:+359 2 8903417

yebcalT: www.bda.bg

Karo cbhobiuasare HexxesnaHH peakuny, MOXETe 1a AafeTe CBOs MPHHOC 3a MOJIy4aBaHe Ha [OBEYE
HH(pOpMaLHA OTHOCHO Be30nacHOCTTa HAa TORA IEKApPCTBO.

S. Kak na coxpaunasare UHedenum Tenamup

Ja ce ¢cbxpaHsBa Ha MACTO, HEIOCTBITHO 3a AeLa.

He u3nonssaiite ToBa IEKapCTBO CHEA CPOKA HA TOAHOCT, OTOENN3aH BbPXY €THKETa Ha (haKoHa U
KapToHeHaTa onakoska cjiea {I'ofeH n0:}. CpoxsT Ha rOAHOCT OTrOBapd HA NOC/CAHHSA JEH OT
MOCOYEHHA Mecell.

Ha He ce chbxpaHgaea Hana 25°C.

CoxpaHsaBaiiTe ¢nakoHa B KAPTOHEHATa OMNAaKOBKa, 3a 1a ce NpeanasH OT CBET/IHHA.

3a yCNOBHATA Ha CbXPAHEHHE HA NPUTOTBEHUSA/pa3peeHNs JIEKAPCTBEH MPOAYKT BIKTE B Kpast Ha
nucTosKkara "CneaHata HHPOpMaLMsa € NPeqHa3HaYeHa CaMO 32 MEJULIMHCKH CIelUaiMcTH".

He n3xsbpiagiiTe nekapcTeara B KaHaJIM3alMATA HIH B KOHTEHHEPA 3a JOMALHHU OTNAaXbLIH.
Ilonuraitte BamiuaT ¢hapMaueBT kak Aa W3XBBPIATE JIeKapCTBATa, KOUTO Beue He u3nonssare. Teau
MEPKH LIE CTIOMOTHAT 32 OMa3BaHe Ha OKOJTHATA Cpea.




6. C'b.ﬂ'bp}l{al-lﬂe HAa OIIAKOBRKATAa H JONbL/JTHHTC/IHA Hl-l(l)ﬂpl’ﬂal.lllﬂ

Kakso ceanpika Hedenum Tenamug

- AKTHBHOTO BeLLEeCTBO € uedenuM (KaTo uedenum AMXHUAPOXJIOPHA MOHOXHAPAT).
- Hpyrara cbecTaBka € L-apruHuH.

Hepenum Tenamun 2 g
Bcekyt dnakon cbabpxa 2 g uedenum kato uedendM IUXHAPOXIOPHI MOHOXHAPAT

Kaxk m3raexna Hedenum TenamMmua n KAKBO ChAbPKa ONAKOBKATA

lledenum Tenamup € npax, ¢ 6an a0 6aen0KbLAT LBAT. ONakoBaH € B CThKIIEH, Oe3uBeTeH (utakoH
tun Il or 20 ml, ¢ anamersp 20 mm, 3aTBOpEH Ccbe cHBa CHIMKOHW3HpaHa OpoMoOyTHIOBA F'yMEHa
3anywanka, Al-obkaTka v oTdynealla ce KanadJka.

KapToHeHH KyTHH, cCbabpkawiu | unu 10 ¢giakona x 20 ml
He BcuukKn BUAOBE ONAKOBKH MoraT Aa ObaaT mycHaTd B nponaxoda.

IIpaTerkaTen Ha paspelieHnero Ha ynorTpeba

Tenamua IOpun EQO/J
yi. ,HaHko Lepkoscku™ Ne 80, rp. Cogusa 1421

bbvarapus
Ten.: +359 2 9631328

IIpon3soanTen

Meantrpaia Hntepaemnuniac EOO/]
byn. “llapurpancko moce” Ne 1 19A
1784 Cogus

buarapus

Ten.: +359 2 9631328

Hdara Ha nocaeano npepasriaexgane Ha ancroskara: 03/2025
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[TocoueHaTa no-gony HHGoOpMaUKsa € npegHa3HayYeHa CaMo 3a MEIMLIHHCKH CTIeLHATUCTH:

[IpHroTBsaHE Ha pa3TBOpPA 3a HHTPABEHO3HO WHIKEKTUDAHE

CoeappkaHHeTo Ha (priakoHa ce pasteapa 10 ml Boaa 3a nmxexkunu, 5% pa3TBop Ha rMIOKO3a 3a
MHXKEKLUUH, HITH 0,9% pa3TBOp Ha HATPHUEB XJIOPH 33 HHXXEKLUHWH, KAKTO € NocoueHo B Tabnuuara
no-pony. IpHroTeeHUAT pasTBOp & HHIKEKTUpA OABHO B NMPOABIIKEHHE HA 3-5 MHHYTH HJIH
AUPEKTHO BHB BE€HA, HJIM AMPEKTHO B KAHIOJIaTa Ha CHCTEMATa 3a HH(Y3HA, AOKATO Ha MALMEHTA Ce
rnpaBy MHQY3HS CBC CbBMECTHM HHQY3UOHEH pa3TBOp.

CneaHara Tabnuua Chabpika HHCTPYKLWH 32 pa3TBapsiHe:

| O3MPOBKA U HAYHH 00aBEH pa3TBOPUTES Kpaen obem (ml) OHLEHTpAL}E
'ﬁla MPHIOKEHHE ml) npub., //__m
Dgiv. 10,0 12,8 160 /S s,

Pa3rBapaHETO/pa3pekaaHeTo TpsaOBa aa ¢e U3BbPILBA B ACENTTHYHH YCIIOBHA.




[IpUroTeAHE HA Pa3TBOPA 32 UHTPABEHO3HA UHY3UA

3a HHTpaBeHO3HAa UHY3KA pasTBopeTe? g uedenuM, KakTo e NOCOYEHO NOo-rope 3a AUPEKTHO
HHTPAaBEHO3HO NpHIMKeHHWe, nobaBeTe HEOOXOAUMOTO KOMHUECTBO OT NMONYUYEHHSA Pa3TBOP KbM
KOHTEHHEP C €IMH OT CbBMECTUMHUTE HHTPABEHO3HHU pa3TBOPH (IIperopbHUTENIeH KpaeH obeM
ok0J10 40-50 ml). IlpuroTeenuar pasrsop TpsadBa Aa ce npuara 3a rnepuoa ot okosio 30 MUHYTH.

CbBMECTHMOCT C HHTPABEHO3HU Pa3TBOPH
3a npuroTBAHE Ha PA3TBOPA Ca MOAXOAALUM CJICIHHTE PASTBOPUTENY:

. Bona 3a HHXKEeKLMH
. Pazrsop Ha rmoxoza S0 mg/ml (5%)
° PasTBop Ha HaTpHeB xJiopya 9 mg/ml (0,9%)

HMHTPaMyCKYJTHO HHIKEKTHPAHE
Llepenum Tenamun 2 g kato eaAnHKYHa 0034 He TpAOBa Aa ce NpHJIaraT MHTPAMYyCKYJIHO.

IHopo6Ho Ha apyryTe LiedanocrnopuHy, pa3TBOPLT HA LiedeNnuM MOYKE Ja CE OLIBETH B XKBIIT J0
keX/TMbapeH LBAT, B 3aBUCHMOCT OT YCJIOBUATA Ha cbXxpaHeHHe. Toea ofaye He BjiMAe OTPHIATENHO
BbpXY eeKTa Ha NpoayKTa.

Ornenaiite pnakoHa npeau ynorpeda. Pa3rsopsT TpaOBa Aa ce H3MOM3Ba CAMO aKO B HEro HAMA
vyacTiuM. M3nonssaiire camo GucTpu pasTeopH.

Camo 3a eHokpaTHa ynotpeda. M3xsbpnere Heusnon3eanoto konuuecTso. HensnonsgauusT nekapcTeeH
NMPOAYKT HIH OTHAXBYHHUTE MATEPHANIM OT Hero TpadBa 1a Ce U3XBLPJIAT B CbOTBETCTBHUE C MECTHHTE
M3UCKBaHUA.

HecbBMECTHMOCTH

PasTeopure Ha Lledenum TeHamMmua He TpabBa 1a ce CMECBAT ChC CIIEAHHUTE AaHTHOMOTHLM:
METPOHHA30J1, BAHKOMULIMH, FEHTAMHLIMH, TOOPaMHLIHH Cyn(aT B HETWIMHKLIKH cyndar, nopany
(PH3HUECKA WITH XMMHYECKA HECHBMECTHMOCT. AKO € MOKa3aHO €JHORPEMEHHO NIeUeHHE, Te3H
aHTHOHOTHLYM TpaOBa a ce NpWiIaraT NooTAEHO.

CrxpaHenne cjiel pa3TBapsHe

CpoOK Ha roJIHOCT Ha NPUTrOTBEHUA Pa3TBOP

34 UHTPABEHO3HO HIDKEKTHPAHE, HHTPAMYCKY/IHO MIDKEKTHPAHe WM NPWIOKEHHE KATO HHAY3US
(nobaBeHa KbM CHLBMECTHMa UH(Y3IHOHHA TEYHOCT)

XvMHUHaTa H PU3HuHa cTaOUNHOCT NpH ynoTpeba Ha NPUroTBEHUS Pa3TBOP € KOKa3aHa 3a He
moseye ot 1 yac npu remneparypa noa 25°C unu 12 yaca npu remneparypa 2°C - 8°C.

Ot MukpoOHMONOruyuna rneaHa TouKa, NPUroTBEHHUAT pasTeop TpAGBA 1a ce u3nonspa HezabasHo,
OCBEH aKO METOJbT Ha OTBAPAHE H Pa3TBAPAHE U3KIIOYBA Bb3MOKHOCTTA OT MHKPOOHO
3aMbPCABAHE.

I[py'i"H CPOKOBC Ha CbXPAHCHHUC H YCJIOBHA HPH }’HOTp36ﬂ Ca OTTOBOPHOCT Ha HO‘TPGﬁHTEJ'IH.

Jlo3upoBKa OpH NAllMEeHTHU ¢ HapylueHa OpOpeuHa ¢yHKLHA

Bwapacmuu u wonowu ¢ menecno meano nao 40 kg
[lpenopbuHTEnHaTA HavAIHa 103a NIPY NAHEHTH ¢ OBLOpEeUHO YBpeKaaHe € ¢hulaTa KaKTo
nalUeHdTH ¢ HopMaiHa 6b6peyHa pyHkumna. Creasaiuara Tabnyua Moco4Ba MoATbPKALLL




[ml/min]

KpeaTHHHHOB KJAHPBHC

hp&ﬂ OPBHUMATE/NHA MOAADBPKANUIA 032

e

Tesxcku ungpexyuu.
bakTepHeMus, NHEBMOHMA,
UHQEKUMH HA MUKOYHKUTE ITHTHILA,
IOCTPH UHDEKLMH HA HITHYHHUTE

EAUHUYHY 1034 ¥ HHTEPBAJl HA BbBEXKNAHE
Y

Y CII0KHEHH

Mno2o0 mescku unghexyuuy:

MHTpaad1OMHHAIHH
HHPEKUMH, EMITHPHYHO

TbTHILIA NEYSHHE HA MALMEHTH C
Eeﬁpuﬂua HEYTPONEHUS
> 50 (obuuaiHa no3a, He ce R g Ha BCekH 12 uaca 2 g Ha BCEKH 8 4ac
IM3UCKBA KOPUIHpaHE) |
30-50 2 g Ha BCeKH 24 yaca 2 g Ha BcexkH 12 yaca
11-29 | g Ha Bceku 24 vaca g Ha BCEKH 24 yaca

<10

0,5 g Ha BcekH 24 yaca

| g Ha BcekH 24 yaca

[Tayuenmu na ouanusa
Enna HaToBapealua no3a ot | g npe3 nbpBUA AeH ot euenyeTo ¢ Lledenum Tenamun, nocneasaHa
oT 500 mg Ha AeH Clieq TOBA, ¢ U3KNIOYEHHUE Ha CiyyauTe Ha (peOpHIHA HEYTPONEHHS, NPH
MOKa3aHH, 3a KOHTO NpenopbUUTENHaTa no3a € | g Ha nen. B nHuTe Ha quanusa, Llepenum
Tenamun TpsOsa Aa ce npunara B kpas Ha Kypca Ha quanHsata. AKo € B3MoxkHo, Liedenum
Tenam#un TpabBa aa ce npunara nmo €HO ¥ ChILO BPEMe BCEKH JICH.

[Ipy nauueHTH, NOASIOKEHH Ha NpOALHKUTENHA amMOynaTopHa neputoHeanya guannsa (ITATI) ce
MpenopbyBa cnegHara aosuposka: 1 g lledenum Tenamua Ha Bceku 48 yaca B ciryuail Ha TeXKH
HHpekuuu Wik 2 g Llepennm Tenamua Ha Beeku 48 yaca B ciiyvaii HAa MHOFO TEXKH HH(PEKLIHH.

Leya ¢ napywena 6vbpeuna pynryus
[IpenoptbuBa ce HayanHa no3a ot 30 mg/kg 3a kbpMayera ot | 10 no-Manko ot 2 Meceua uix 50
mg/kg 3a nauMeHTH mexay 2 meceua n 12 roaunu. Cneapaiiara Tabayua nocoysa NOAAbPKALINUTE

AJO3H,

EauHuYHK a03u (mg/k;

P TEECHO TEIN0) U HHTEPBA MEXAY OTACNHHTE NPUIOKEHUS

KpeaTuHHHOB
KJIHPBHC
[mVmin]

MUenoHepUT)

Texcku ungpexyuu:
[THeBMOHUSA, yCNOXKHEHH HHPEKLUHH
HAa NHKOYHUTE NbTHUA (BKIL.

kbebpunna HeyTpon

Mrnozo meoicku unghexyuu:
bakrepuemua, OakrepyaneH MEHHHTIHT,
EMIIUPUYHO JIEYEHHUE HAa NALlHEHTH ¢

CHHA

Ksnpmauera ot | 2 mecera - 12 Kbpmauera ot 1 go |2 Meceua -

10 MO-MAJIKO OT NOAUHH Q-MAaJIKO OT 2 12 ronymu

2 Mecena Eeceua
> 50 (obuuaiina 30 mg/keg/ 12 yaca |50 mg/kg/12 yaca 30 mg/kg/8 uaca 50 mg/kg/8 uaca
1034, HE C€ M3UCKBA
KOpUTHpase)
30-50 30 mg/kg/ 24 yaca |50 mg/kg/ 24 yaca PO mg/kg/12 yaca |50 mg/kg/12 vaca
11-29 15 mg/kg/ 24 vaca 125 mg/kg/24 yvaca [0 mg/kg/24 yaca |50 mg/ke/24 vaca
<10 7,5 mg/kg/24 vaca {12,5 mg/kg/24 vaca (15 mg/kg/24 yaca




