JINCTOBKA



JIncroBka: nudopmanus 3a nanHeHTa

Hepenum Tenamua S00 mg npax 3a HHKeKIHOHEeH/HHPY3HOHEH Pa3TBOP
Cefepime Tenamyd 500 mg powder for solution for injection/infusion

uepenum (cefepime)

[IpoueTeTre BHHMATEIHO HSAJIATA JIHCTOBKA, NPE/IH A 3aM0YHETE 1A H3M0/13BAaTEe TOBA
JIEKapcTBO, Thil KATO T ChAbPKa BakHa 3a Bac undpopmanus.

e 3anasere Ta3u JUCTOBKA. Mojke J1a ce HalloKH [1a 8 ITpoYeTeTe OTHOBO.

e AKO UMaTe HAKAKBH IOITbJIHUTE/IHU BBIIPOCH, nonuTaiTe Baiuus nekap, hapManeBT UK
MEJMLIMHCKA cecTpa.

o Tosa nekapctBo € npeanucano ndHo Ha Bac. He ro npeorcTbnBaiiTe Ha nqpyru xopa. To

MOJKE /1a UM HaBpe/1H, HE3aBHUCHUMO Y€ MPHU3HALIUTE HA TAXHOTO 3a00JISBaHE Ca ChbLIMTE KaTO
Bawure.

» AKO MOJIy4YHTe HAKAKBH HEJKETAHHW JIEKaPCTBEHU peaklUuH, yBeaoMmeTe Baius nekap,
(apmaueBT HIIM MEeIMLIMHCKA cecTpa. ToBa BKIIOUYBA M BCHUKH BB3MOXKHHU HEXKEJIaHH PEeaKkiUH,
HEOMNMucaHu B Ta3u JUuctoBka. Buxkre Touka 4.

KakBo ¢babpika Ta3H JINCTOBKA: G.ZJ / ) J /7 ;L

Kakso npeacrasnssa Llepenum Tenamua v 3a KakBO ce M3I0JI3Ba a -N5- 7075
Kakso TpadBa na 3Haete, npeau aa usnossare Lledpenum Tenamu I, *’)‘ /3 - 49 -Ud 4
Kak aa u3noassare Llepenum Tenamua

BBb3MOXKHH HEXKETaHW peakLUH

Kak na cbxpansBare Lledenum Tenamun

Cbabp)KaHHE HAa ONAKOBKATa U NOMbJAHUTEIHA HHDOpMALIUS

AR AT o o e

1. Kakso npeacrasasBa Lledpennm Tenamua u 3a kakBo ce H3no3Ba

[lepenum Tenamua e anTHOMOTHK, M3MOA3BAH NPH Bb3pacTHH | aeua. Tol aeiicTpa, kaTo youBa
OakTepuuTe, KOUTO NMpUYHHABAT MH(pekurH. Tol npuHaUIeKH KbM rpyria JeKapceTBa, HapeUueHu
Yemebpmo NOKoNeHUe Ye@harocnopunu.

[Ipu Bb3pacTHH 1 neua Haa |2-roauiiiHa Bb3pacT, BKIKOYHUTETHO!

. Unpexuun Ha 6enus apod (nHeBMOHMS)

® YCl10)KHEHH (TeXKH) MHPEKLIMK HA TTHKOYHHTE MbTHUILA

@ YcnoxmHeHu (TeKH) MHPEKLMKH B KOpeMHaTa KyXHHa

% Bb3nanenue Ha JinraBuiLiaTa Ha KOpeMHarta KyXuHa (nepumonum), CBbP3aHO C AMAIM3a MPH

MaLMEeHTH Ha NPOAb/DKUTEIHA aMOynaTopHa nepuToHeanHa aquanusa (ITATTT)

[Ipu Bb3pacTHHU:
e OCTpH HH(PEKLIMH Ha HKIJTBYHHUS MEXYP

[Ipu nena Ha Bb3pact ot 2 Meceua a0 12 roauuu U ¢ teaecHo teriio noj 40 kg, BKJIOUMTENTHO:

® YCn0oKHEHU (TEeKKH) HHPEKLIMK HA MUKOYHUTE MMbTHILA
® MUndpekunu Ha 0enus apod (nMHEBMOHMS)
@ Uudekumn na MmemOpaHuTe, NOKpUBALLM MO3bKa (bakmepuanen Menun2um)

[lepenum Tenamua ce U3noa3Ba ¥ NpHU Bb3PACTHHU W MPH Jiella Ha Bb3pacT Haj 2 Mecela
® 3a JICYCHHUE Ha MPHCTDHIT HA TPECKA C HEM3BECTEH MPOU3XO/ IMPH NMALIMEHTH C HaM
PE3MCTEHTHOCT (aKO MMa CbMHEHHE, Ye TPeCcKaTa ce JIb/bKM Ha OakTepuaiHa HHpek
MALMEHTH CbC CPEIHO TEKKA /10 TEKKA HeymponeHnus). AKo € HeoOX0aUMO, TpsOB
KOMOMHALKA C ApYyr aHTHOMOTHK.

° 3a JieueHue Ha OakTepHeMus (MPOHUKBaHe Ha ODAKTepHH B KPbBOOOPBIIEHH




2, Kakso TpsOBa na 3naerte, npean aa n3noaizsare Hedenum Tenamun

He u3znomassaiite Lepenum Tenamup, ako:
* CTE AJIEPrUYHH (C8pbXUyecmeumennu) KbM ApYru UehanocnopuHOBH AHTHOHOTHLH HITH KBM
HAKOSA OT OCTAHAIIHTE ChCTABKHW HA TOBA JIEKApCcTBO (M30pOCHH B TOUKa 6).

. HJKOTa CTe UMaJIH TeXKa anepruyHa peakuns (peaxyus Ha cepvXuyscmeumensocm) KbM
BCEKHW Apyr BUA OeTa-lakTameH aHTUOMOTHK (IEHULWIMHYA, MOHOOAKTAMHU U KapOaneHeMH ).

° UMaTe NOBHULIEHA KUCENIMHHOCT Ha KpbBTA (ayuoo3aq).

YBeaomere Baiung nekap, npeau aa 3anovyHere ga uinonssare Lledenum TenaMua, ako cMsATaTe, ue
TOBa ce oTHacg 10 Bac. B To3u ciyuail He TpsabBa na Bu ce npunara Iledenum Tenamua.

IIpeaynpexaeHus H NpeaAna3zHH MEPKH

['osopeTte ¢ Baiuns nekap, bapmauesT WM MEIULIMHCKA CeCTpa, peau Aa usnonassare Lledenum
Tenamun;

. ak0 HAKOTa CTE UMa/IH AJIEPrHYHAa peaknHa KbM UeheniM WiH ApyrH 6eTa-1aKTAMHH
AHTHOMOTHLIK UK KbM PYro JIEKapcTBO. Ako 1o BpeMe Ha neueHue ¢ Lledenum Tenamua pazsuere
ajieprivHa peakuus, Tpabea HezabaBHO 1a ce cBbpAkKeTe ¢ Bawma nekap, Topa MoXe Ja € CEpHO3HO.,
B To3u cnyuait nekapAT BegHara e npeycraHOBH JIEHEHHETO.

¢ aKO HAKOra CT€ HMATH ACTMA WJIK CKJIOHHOCT KbM &JIepTriH.

. ako umate npobiemu ¢ 6L6pennTe, Moxe na ce Hanoxu Aosara Ha llepenum TeHamun na
Obae Kopurupasa.

. aK0 [0 BPEME Ha JICYCHHUETO Pa3BHETE TEXKKA H NEPCHCTHpAILA AHAPHA. ToBa MOXe 11a €

NPU3HAK 3a Bh3NaJ€eHHe Ha Ne0e0To YepBO U Aa C€ Hanara chneurHa MeAMIHHCKA HaMeca.

. aKO UMaTe CbMHEHUS, Y [10 BpeME Ha NPOABIKUTENHO u3no3eaHe Ha Lledenum Tenamun

CTe pa3BuNH HOBa HHernHA. ToBa MOXe 1a € HH(EKLKA, MPHUHHEHA OT MHKPOOPTraHH3MH, KOUTO
HE Ca YYBCTBUTE/HH KbM LiedenuM U MOXe [1a C€ HAJIOXKH TNPEeKBbCBAHE Ha JIEYEHHETO.

. ako TpsaOBa Aa By 6b1aT HanpaBeHW n3cNeABAHHA HA KPBB HJIH YPHHA, BAKHO € Ja KaKeTe
Ha nekaps, 4e u3nonspare ledenum Tenamun. Tora nekapcTBO MOXKE Aa MPOMEHH PE3yITAaTHTE OT
HAKOU W3CeABaHUA.

. HakoH nauveHTn cpofmiaBar 3a cy4yar Ha HapyluleHHe Ha Ch3HAHUETO, BKITIOUMTEHO
oDbpKBaHe, XamOUHHALMH, CTYTIOp, KOMa, BHE3AITHY MYCKYJIHH CXBAILAHHA, MpHNaabuH, 6s6peuHa
HEAOCTaTbYHOCT (BHXKTE T. 4. Bb3MOXKHM Hexenanu peakuuy). [ToBeueTo cnyuyaun ca HaCTHIUIH
[pY MauueHTy ¢ 0BOpeuHn npobaeMH, KOMTO ca NoNny4YaBaH NO-BUCOKA A03a OT
[penopbYUTEIIHATA.

° [lo NnpUHUNAN CHMIITOMMTE Ha HEBPOTOKCHYHOCT U34E3BAT CJI€ NPEYCTAHOBABAHE Ha
NIeYeHHETO ¢ LedenUM WK CIed XeMoaHanH3a (MpoLeC Ha MPEeYUCTBAHE Ha KPhBTA Ha YOBEK,
4YUHUTO OBOpeLH He paboTAT HOPMATHO), HO HAKOHU CJIyYad MOTAT Ja HOBEZAT JO CMBPT.

Apyru gexkapctsa U Iledenum Tenamun
Mudopmupaiite Bawns nekap unu ¢papmatiest, ako npuemMare, HACKOPO CTe NMPHEMATH HITH €
BB3MOXKHO Aa rpHEMETe APYrH eKapCTBa.

bpemenHocT, KbpMeHe # QepPTHIANTET
AKoO cTe OpeMeHHa AW KPMHUTE, CMATATE, Y€ MOXKE 1a cTe OpeMeHHa WM NnaHKupaTe OpeMEHHOCT,
nockLBeTBalTE Ce ¢ Bainng nexap unn gapMauesT npeau ynotpebara Ha TOBa JIEKapCTBO.,

Hsma nugopMaiuis OTHOCHO ynoTpefaTa Ha TO3M JIEKAPCTBEH NPOAYKT MO BpeMe Ha GPEMEHHOCT.
3a npeanoyuTaHe € Aa ce u3bsarea ynorpebara Ha Lledenum Tenamua no BpeMe Ha GPEMEHHOCT.
Manki KOJIHYECTBa OT TOBA JIEKAPCTBO MOTAT [a MPEMUHAT B KbpMaTa. Bhlipekn ToBa, L[ecpenum
Tewamua moxxe na Bu 6bae npunaran, nopu ako kbpMuTe. Tpadsa obaue, na Habnronaeare
KbpMAaueTo 3a Bb3HUKBAHE Ha HEXKEJTaHH PeakLUUH.

IHodupane u pabora ¢ Mamunn



paboTta ¢ MaluKHK. JIOKATO W3M0A3BaTe TOBA NEKAPCTBO MOXE J1a NOTYUHTE I1aBoOoIHeE, Na Ce YYBCTBATE
3aMasHU WK a UMaTe NPOMEHH B 3peHneTo. He wodupaitre ¥ He U3MomBaiiTe MalllMHH, ako He ¢e
YyyBCTBaTe A00pe.

3. Kak aa uanoaspare Hedennum Tenamun

HpHuaoxenue

O6uknoeno Ledennum TeHamun ce npunara ot ekap Wik MeJULMHCKA cecTpa. Moxe Aaa ce
[PHI0KHU KaTO Karkosa WHQY3Hs (WHTPABEHO3HO BJIMBAHE), Ype3 HHXKEKIIHMA JUPEKTHO BbB BEHATA,
HJIH upe3 Iw100Ka MYCKYJIHA WHXKEKLIUA B I1yTeaiHaTta o0nacT (roism MycKyJl B obJacTra Ha
CeAaNMUIETO), (MHTpaMyCKyJIHO). MHTpaMyckynHoTO npunoxenne e camMo 3a 0,5 gu 1 g. 2 g karo
€AMHHYHA 032 HE TpAOBa Aa ce mpunaraT MHTPaMyCKYJIHO.

OOuuaiina nosa

[Ipasunnara 3a Bac nosza Llegenum Tenamua e 6bae onpeneneta ot Baiuus nekap u 3aBUCH OT
TeXKECTTa ¥ BU/1a Ha HHEKUMATA, AU npHeMaTe Apyrd aHTHOHOTHLM, Bailieto Terno u Bu3pacr,
Konko nodpe pyHkumonupat 6nbpeunre Bu. O6uuyaiiHaTa Nnpoab/HKUTETHOCT Ha NEYEHHETO € OT 7 A0
10 aHu.

Buv3pacTan u jonouu ¢ tejecHo Teryo 40 kg nian noseve (npnban3aTenno naa 12 roannn)
ObuyaiiHara 2032 3a BB3pacTHH € 4 g Ha ieH, pasaesieHa Ha iBe A03H (2 g Ha BcekH 12 vaca). Ipu
MHOIO TE&XKH HH(EKIHH, 103aTa MOXKE Jla ce NOBHULLUHU A0 6 g nHeBHO (2 g Ha BcekH 8 vaca).

Knpmauera (Hag 2 Mecena) M zena c tejiecHo ter1o Ao 40 kg (npudmzurenno 12 roaunn)

3a BcekH 1 kg TenecHo TEr0o HA KbPMAYETO HJIH eTeTO, TpAOBa Aa ce npwiarar no 50 mg
uedernim Ha Bcekd 12 yaca. B cnyuail Ha MHOrO TeXXKH MH(EKUHH, HapUMep MEHHHIUT, Ta3H A03a
C€ npunara Ha Bceku 8 vaca.

Kspmauera (ot 1 mecen a0 noa 2 mecena)
3a Bcexn 1 kg TesiecHo Ters10 Ha Kbpmavero, TpsOBa na ce npunarar no 30 mg ueden1m Ha Bceku
12 yaca (unu Ha Bcexu 8 yaca, B ciryyal Ha MHOIO TEXKH MHOEKLIUK).

IHanueHTn ¢ 6b0peynH npodaeMu
Ako uMate npobnemu ¢ 6u6pennre, Baumar nekap Moxke 1a npoMeHM fo3ara Bu.
I'osopete ¢ Bamna nekap, ako ToBa ce oTHaca 3a Bac.

Ako ca Bx npHI0KHIH N0-rostamo koandecTrso Ilepennm Tenamua, oTkoaxoro Tpabea

T'vid kato Uedenum TeHamua wwe BY ce Npuiara OT NEKAp WIH MEIHLIMHCKA CECTPa, HAMA BEPOSTHOCT 13
Bwu ce mpunoxu norpelsHa ao3a. Bee nak, ako umate HexxenaHy peakilMM HIH cMATaTe, ue Bu ¢
OMN0 NPUITOXKEHO MPEKATEHO MHOIO, kKakeTe Ha Baums nexap HezabapHo.

AKo cTe nponycraidu Aa uznoaBare Iedpenum Tenamusy

AKO MHCNHTE, Ye He Bu e npunoxena no3a ot Llegenum Tenamua, kaxere Ha Bawuus nekap
He3abaBHO.

AKO HMaTe HAK2KBKH AOMBbIHUTENHH BBIIPOCH, CBBP3aHU ¢ ynoTpebaTa Ha TOBA JIEKAPCTBO,
nonurante Bawus nekap, hbapMaleBT WM MEIHIIMHCKA CECTpA.

4. BbiMOXHHA HeXeaHH PeaKlHK

KakTo BCHUKH JIeKapCTBa, TOBZ NEKAPCTBO MOJKE Aa NPEeIH3BHKA HEXKENAHH PEAKLIHH, E
BCEKH I'M NOMy4aBa.




HUudopmupaiite HesabaBno Bamua jiekap, KOHTO 1ie NPEeKPATH JIeYeHHETO, AKO HMATE HAKOM
OT CJACAHUTE TEXKKH CHMITOMH HA AJIEPrHYHA PEAKIHSA:

. Texka anepruura peaknus. IIpusnauure sxmousar peneden B ¢brpoamr o6pus,
noAYyBaHe, MOHAKOra Ha JIMLIETO MIIK YCTaTa, KOSTO NPHYHHARA 3aTPYAHEHHE HA AHIIAHETO.

. KoxkeHn o6puB, KOHTO MOXE 12 € KATO MEXYPH M A3 U3rnexaa KaTo MAJIKH MHIIEHH (ThMHO
METHO B LUEHTHPA, 3200UKOIEHO OT NO-CBETAA HACT ¢ TBMEH NPBCTEH OKOJIO Hed ).

. I'enepanH3HpaH 00pHB C MeXypH H JII0OLEHE HA KOXKATA (TOBA MOXKE Ja Ca MPHU3HALIK Ha
CHHAPOM Ha CmugbHC-L{COHCHH WM MOKCUNHA eNUOEPMARHA HEKPOaU3a).

O0bpnuere ce nezabasHo kbM Bamnsa nekap, ako 3abenexxure HAKOA OT CIEAHHUTE:

MHOro 4ecTH HeXKEJIAaHH PeaKUMH, KOHTO MOraT Aa ce Ha0/104aBaT NPH KPLBHHATE
H3C/IeABAHHA
Te morar pa 3acernat noseue ot 1 Ha 10 nymn

. nonoxuteneH rect Ha Kyymbc

HecTH HEXKEIAHH PEAKLHH
Te morar na 3acernar Ao 1 na 10 aymmn

. Oo/ika Ha MACTOTO HA MHXKEKTHpaHE, MOAYBaHe U 3a4YePBABaHE M0 BEHATA
. Auapus
¢ KOXXeH obpus

Peaku HeXeJIAHH peaKkiiHH
Te morar aa 3acernat ao 1 na 1 000 aymn

. I'nOnunn nuexunu: B peaxu cnyyau nekaperpa karo Llepenum Tenamua morar na
MPUYHHAT CBPBXpACTEXK Ha Apoxnu (Candida) B TANOTO, KOETO MOXKE J1a IoBele 10 MbOHYHM
HHpekuuu (kaTo MneuHuna). Tasu HexenaHa peakuus e No-BepoATHA, ako uanonssarte lledenum
Tenamua NpoOABLIDKUTENHO.

ApyruTe HexXeJIaHH peaKIHK BKAOYBAT!

HecTn HEXKENAHH PEeAKIHN
Te morar na 3acerdar no 1 ua 10 nymn

o HecTr HeXeNTaHH peakLii, KOMTO MOTrarT fia ce HaOJlioAaBaT B KPhBHHUTE U3CIICIBAHUS:
- NOBHILIABAHE HUBATa HA CHABLPXKAILUTE C€ B UepHUA Opol BelliecTBa (enzumu)
- NOBHIIaBaHe Ha OUAUpYOHHA (BELLECTBO, MPOU3BEXKAAHO OT YepHH ApoD)
- npomeHu B Opos Ha OenuTe KPbBHH KIETKH (e03unopuius)
- HHCKHM HHUBA Ha YEPBEHUTE KPBBHH KICTKU (QHeMLT)

HedecTH HeXXelanH peaKIHH
Te morar na 3acernar ao 1 ua 100 aymn

. BB3MNAJCHHE Ha KOJIOHA (1€0€N0TO 4epBOo), NPUYUHABALLO AHAPHA, OOHKHOBEHO C KPLEB H
city3, DONIKH B KOpeMa

. BHCOKaA TEeMIEpaTypa (Tpecka)

. 3aYyepBABAHE Ha koXaTa, KONpHUBHA Tpecka (ypmuxapus), cepbex (npypumyc)

¢ NO3MBH 3a NOBpbLUAHE (raaeHe), NOBPbLIAHE

. rnasobosnue

HeuecTy HexxenaHd peakiiMM, KOUTO MOTaT /1a ce HabNoaBaT B KPBBHU W3CIICBAHHA!
- HHMCKH HHBA HA ONPENC/IEHH KPBBHU KNETKH (1€6KONEHUR, HEYMPONeHUs, mpomboyumonenus)
- MOBHIIABAHE HA HHBATA Ha a30T B yPEATA U CEPYMHHUS KPpEaTHHHH B KPbBTA.

Peaxku nexxenanu peaknuu

Te morar na 3acernat Ao 1 ua 1 000 axymn

. ajiepruiHa peakuus

. PUIIAABLH, 3aMasHOCT, HApYLLIEHHE HAa BKYCa, ycelllaHe 3a 60A€KH WU H3TPEIB




KOaTa, 3ayX

. 00JIKH B KOpeMa, 3arnex
. TperepeHe
. OTOK Ha no-AbJOOKHTE CloeBe Ha KoxXaTa (AHrMOoeaeM)

C Heu3BecTHA 4eCTOTA: OT HAJIHYHHTE AAHHHU He MOKe 12 ObJle HANPABEHA OLIEHKA
KOMAa, H2pYLLUEHO Cb3HAaHUE HITH 3aTPYIHEHO MHUCIIEHE, 0OBpKBaHe H XaTIOLUHALIHH,
CNa3sMH Ha MYCKYJHUTE
NpUNaabLK
daniuKBO NOJOKHUTENHH TECTOBE 3a IMIIOKO3a B YpHHATA
NpobneMH ¢ XpaHOCMHUITAHETO
npobnemu ¢ 6rdpeunTe
KbpBEHE
Hesxenanun peakuns, kouTo Morar Ja ce HabmoAaBaT B KPbBHHUTE M3CNEBAHHA:
- MPpoMeHH B OpOs Ha KPBLBHUTE KJIETKH (A2pAHYAOYUMOo3a)
- YEpPBEHHUTE KPBBHH KJIETKH Ce pa3pyluaraT TBbpae 6up3o (xemonumuuna arnemus)

CrofuaBaHe HA HEXKEJIAHH peaKIHH

AKO MOTyYHTE HSIKAKBH HEXKEJIAHH JIEKAPCTBEHHU peakiluM, yeeaoMere Balnua nekap, hapmalesT
WIH MEAUMLIMHCKA cecTpa. ToBa BKJIIOUBA BCHUYKHM Bb3MOXKHH HEOMHMCAHH B Ta3H JIMCTOBKA HEXEIAHH
PeaKL}H.

MoxkeTe cbllo A4 ChODLINTE HeXeNMaHU peakUMH JUPEKTHO Ype3 HallHOHAJTHATA CHCTEMA 34
cbhoOllaRaHe:

H3nbaAnTEHA ATeHUHA [0 JIEKAPCTBATA
yn. ,,Jamsan I'pyes* Ne 8

1303 Codus

bobarapus

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

Karo cvobluaBare HexeNnaHu peaklii, MOKeTe Aa AaieTe CBOS NMPHHOC 3a MOJyYaBaHe Ha MOBeYe
HR(OpPMaLIMA OTHOCHO 0€30MacHOCTTAa Ha TOBa J1EKAPCTBRO.

5. Kak aa coxpanasare Hedenum Tenamun

Ha ce chxpaHsBa Ha MACTO, HEAOCTHLNHO 32 Aelia.

He n3monsBaitTe TOBA JIEKAPCTBO Clell CPOKa HA rOAHOCT, OTOENA3aH BbPXY €THKETA Ha G1aKoHA U
KapTOHEHaTa onakoBka cnel {I'oneH no:}. CpOKbT Ha NOAHOCT OTFORAPA Ha NOCAeIHHUS J€H OT
MOCOYEHHUSE Mecell.

Ja He ce cpXxpaHaera Han 25°C.

Cbxpanssaiite ¢iakoHa B KapTOHEHATa ONaKoBKa, 3a Ja ce NMpe/ina3y OT CBET/IHHA.

3a yCNOBHATA HA CEXPAHEHWE HA NPUIrOTBEHHA/pa3peAcHHU JIEKAPCTBEH NPOAYKT BHXKTE B Kpasd Ha
aucroskarta "Cneanarta MHpOpMaLHa € NpelHa3Ha4YeHa caMo 3a MEIHLIMHCKH CIIeLIMATTHCTH ",

He u3xsbprsiiTe nekapcersara B KaHaAIN3aUUsATa UK B KOHTEHHEpa 3a AOMAIIHH OTNaABbIH.
[lonuTtaiiTe BawumaTt papMaleBT Kak ka U3XBbPISTE AEKAPCTBATA, KOHTO BeY€ HE H3ION3BaTe
MEPKH L€ CIIOMOrHAT 3@ ONa3BaHE Ha OKOJIHATa Cpeaa.




6. CobabpkaHHe HA ONNAKOBKATA H XONMBJAHKTEIHA HHPOpManHs
Kakso cbabpxa lepennm Tenamnn

- AKTHBHOTO BELUECTBO € uedenum (xato uedenum AMXHIPOXIIOPUA MOHOXHAPAT)
- Hpyrarta ¢cbeTaBka e L-apruHuH.

[Hepenum Tenamua 500 mg
Beeku duiaxoH ceabpaa 500 mg uedennm (xaTo uedenum IMXHAPOXJIOPH MOHOXUAPAT).

Kak usrnexaa lHedenum Tenamua B KAKBO ChALPXKA ONAKOBKATA

[edenvm Tenamun € npax, ¢ 651 o 6negoxwiT uear. OnakosaH € B cTbK/IeH, Oe3uBeTeH (PakoH
dn Il ot 15 ml, ¢ anameTsp 20 mm, 3aTBOpEH CbC CHBAa CHAMKOHU3UpaHa OpoMOBGYTHIIOBA r'YMeHa
3amyiuanka, Al-obkaTka ¥ oTuynBaula ce Kanauka.

Kapronenu kytuu, cbabpxaiiy 1 win 10 dnakona x 15 ml
He BCHuUKH BHAOBE ONAKOBKK Morar aa 6baar mycHaTtd B npogaxda.

HpuTexaren Ha pa3pelieHHETO HA YIOTpeda

Tenamun KOpsn EOOJ
yi. ,,Llanko LlepkoBcku® Ne 80, rp. Codus 1421

brarapus
Ten.: +359 2 9631328

Hpoussoauren

MeanTpaiin Unrepuemrnanic EQOO/{
byn. “Llapurpaacko uioce” Ne 119A
1784 Cotusn

bnarapus

Tea.: +359 2 9631328

JaTa Ha nocjieHo nNpepasriexiaHe Ha Jucroskara: 03/2025

ITocouenara no-gony nudopmauma € nNpeaHazHa4yeHa caMo 3a MEIMLHHCKH CeLHaIUCTH:

[IpyroTedaHe Ha pa3sTBOpa 3a HHTPABEHO3HO HHIKEKTHPAHE

CoabpikaHyeTo Ha (nakoHa ce pastaaps B 5 ml Boja 3a uHxeKuuH, 5% pa3TBOp Ha rMOKO3a 3a
MHXEKLIMH, UK 0,9% pa3TBOp Ha HATPHEB XJIOPHUA 338 HHXKEKLIMH, KAKTO € IMOCOYEHO B Tabnuuara
no-10J1y. IpUroTBeHUAT pa3sTBOp ¢ MHXMEKTHPa 6AaBHO B MPOABIKEHUE HA 3-5 MHHYTH HIH
OUPEKTHO BbB BEHA, WJIH JUPEKTHO B KAHIOJIATA HA CUCTEMATA 34 HH()Y3HA, JAOKATO Ha MALUEHTA CE
npasHv HHGY3Us CbC CHBMECTUM UH(PY3HOHEH pa3TBopP.

Cneanara Tabnuua CbALPKa UHCTPYKLMH 32 Pa3TBApAHE:

— —
\MosupoBka # HauuH  |lobaseu KpaeH obem (ml) OHLIEHTpALIKA
HA NMPUJIOKEHHE pa3TBopuren (ml) npubi., B m

500 mg i. v. 5,0 5,7 90

PasTBapanero/paspexaaHero TpsOBa J1a Ce H3BBPILBA B ACENITUYHH YC/IOBHA.



[IpuroTBsine Ha pa3TBOpAa 3a UHTPABEHO3HA HHDY3HA

3a uHTpaBeHo3Ha MH(py3ua pasteopete (.5 g iedenuM, KaKTO € MOCOYEHO NO-rope 3a AHPEKTHO
HHTPaBeHO3HO NPUIOKEHHE, nobareTe HEOOXOAUMOTO KOMUHYECTBO OT MOAYUYEHHSA pa3TBOp KbM
KOHTEHHEP C €HMH OT CbBMECTUMUTE UHTPABEHO3HH pPa3TBOPH (NpenopbyUTENIEH KpaeH oOeM

okoJio 40-50 ml). [TpurorBenusT pasreop Tpabsa na ce npunara 3a nepuoA oT okoao 30 MUHYTH.

CBBMECTUMOCT C MHTPaBEHO3HH PA3TBOPH
3a NPUroTBsHE Ha Pa3TBOpa ca NOAXOAAWIM CIEAHHTE Pa3TBOPHTEH:

¢ Bona 3a MHXeKUHH
. Pazteop Ha meokoza 50 mg/ml (5%)
. Pasreop Ha Hatpues xuiopva 9 mg/ml (0,9%)

[IpuroTegHe Ha pa3TBOpa 32 UHTPAMYCKYIHO HHXXEKTHDPAHE

3a HUHTPaMYCKYJ/THA HHDKEKLIMS pa3TBOPETE ChABPKAHMETO Ha (yiakoHa B 1,5 ml pasteopuren, kakto
€ NMocoYeHo B Tabnuuara no-nomy. PasteapaHero/paspexxkaaHero TpsaOBa 1a Ce U3BLPIIBA B ACENTHYHH
yCIIOBMS.

Bonpeku ue liepenum Tenamua Moxe na 6vae npuroreeH ¢ 0,5% wn 1% pasTBop Ha JIHAOKaUH,
TOBa OOMKHOBEHO He € HeOOXO0AMMO, Thil KATO UHTPAMYCKYJTHOTO MPHIIOKEHHE HE MPHYHHABA MJTH
NPUYHHABA caMo Neka Bonka.

Cnennara Tabayva CbabpKa HHCTPYKLUMHU 33 pa3TBapsHe:

E{ozupﬂnﬂa M HAYMH Eloﬁaaeu pPa3TROPHTE Kpaen o6em (ml) OHLIEHTpailHA

a NIpHNOXKEHHE mi) npuba., B mg/mi)
500 mg i.m. 1,5 D2 230
CHBMECTUMOCT C HHTPAMYCKYJIHHU Pa3TBOPH

* Boaa 3a HHXKEKLHH

. Harpues xnopua 0,9% HHXEKUUMOHEH pa3TBOp

o Hekctpo3a 5% HHXKEKLHOHEH pa3TBOP

. Bona 3a MHKEKNUU ¢ napabeHH K OCH3UMOB alKOXOomn

[ToaoOHO Ha npyrute LehanoCnOPKHHY, pa3TBOPHT Ha Le(enuM MOXKe J1a CE OLIBETH B KBJIT A0
KexJiHbapeH LiBAT, B 3aBHCHMOCT OT YCJIOBHATa Ha ChbXpaHeHHe. ToRa oDaue He BiIMAe OTPULIATENHO
BhpPXY € eKTa Ha NPOLYKTA.

Ornepaiite ¢pnakoHa npeau ynorpeba. PaztBopsT TpabBa 2a ce U3MOA3BA CaMO aKo B HEro HAMa
yacTULM. M3nonssaite camo SHCTpH pasTBOpH.

Camo 3a eiHOKpaTHa ynorpeba. Mzxebpliere HEH3MON3BaHOTO KOMHYECTBO. HeM3non3saHHAT NekapcTBeH
NPOAYKT WM OTNAbYHHUTE MATEPHANIHA OT HEro TpAOBa J1a Ce H3XBLJIAT B CHOTBETCTBHE C MECTHUTE
M3HUCKBaHM4.

HechBMEeCTHMOCTH
Pasrsopure Ha Lledpennm TeHamun ne TpaGBa fa ce cMECBAT ChC CASAHMTE aHTHOMOTHLIY:
METPOHHA30J1, BAHKOMHLIMH, 'EHTAMHLIMH, TOOpaMHLUMH Cy1(aT U HETWIMHLKH CyNndaT, nopaam
(pusMyecka WK XMMHYECKA HEChBMECTUMOCT. AKO € NTOKa3aHo €AHOBPEMEHHO NIEYEHHE, TE3U
aHTUOHOTHLM TpAOBa 1A ce NprnaraT NOOTIETHO.

ChxpaHeHue cjiel pa3TBapsiHe




CpoK Ha rOIHOCT Ha MPUIOTBEHHSA PA3TBOP

3a MHTPaBEHO3HO MHXKEKTHPAHE, MHTPAMYCKYJIHO HIDKEKTHPAHE WK NPHIOKEHHE KaTo HHGY3us
(nobareHa KbM CLBMECTHMA HHOY3UOHHA TEYHOCT)

XHMHYHaTa H PH3NYHA CTaOUIHOCT NpH yrotpeba HA NPUTOTBEHUS PAa3TBOP € JOKA3aHA 33 HE
noseue oT 1 yac npu teMnepartypa i1oa 25°C wnu 12 yaca npu remneparypa 2°C - 8°C.

Ot MUKpoOHOIOrHYHa rneaHa TOYKa, MPUrOTBEHUAT pa3TBOP TpAOBa Aa ce HW3NoN3Ba He3abaBHO,
OCBEH aKC METOABT Ha OTBAPAHE Y pa3TBapaHE H3KMIOUYBA BH3IMOKHOCTTA OT MHKPOOHO
3aMBPCABAHE.

HApyrH CpokOBe Ha CbXpaHEHHE K YCI0BUA NpH ynoTpeda ca OTTOBOPHOCT Ha NOTpebHTENs.

Jlo3upoBka nNpy nauKeHTH ¢ HapyieHa 6s6peuHa dyHkUMs

Bw3pacmuu u ionowu ¢ menecro meano nao 40 kg
[IpenopbunrenHaTta HayatHa 03a NpU NaUMeHTH ¢ 6L0peyHo yBpeXXaaHe € ChllaTa, KaKTo NpH
NauMeHTH ¢ HopmasiHa 6b0peuna gynkunda. Cnenpaiara Tabnvua nOCoOYBa NMOANBPKALLNTE JO3M:

KpeaTHHHHOB KJIHDPBHC PeNOpPLYHTENHA MOAABPKALIA A03A:
[ml/min) EJUHHYHA 103H U UHTEPBaJ Ha BbBEXaHe
Teocku unhexyuu: Mnozo meacku unghexyuu.
bakTepueMusa, MHEBMOHHA, Y CIOXKHEHN
MH(EKLIMH Ha [THKOYHHUTE HHTPaab AOMHHAITHH
l MbTHLIA, OCTPH HHPEKLIUH Ha HHPEKLUH, eMITHPHYHO
IJTBYHUTE THTHILA NeYeHUe Ha NalMEeHTH ¢
kbeOpunHa HeyTponeHus
> 50 (obuuaiina 1o03a, He ce I2 g Ha BCcekH 12 vaca i2 g Ha BcekH 8 yaca
W3UCKBA KOPUIHpaHe
30-50 2 g Ha BCeky 24 vaca g Ha BCeKH 12 yaca
11-29 |1 g Ha BcekH 24 yaca g Ha BCEKH 24 yaca
< 10 0,5 g Ha BcekH 24 4yaca | g Ha BCekH 24 yaca

Hayuenmu na ouanusa

Eana HaToBapBaliia n03a oT 1 g npe3 nbpBHs AeH Ot JieueHuero ¢ Lledennum Tenamun, nmociiensaHa
ot 300 mg Ha AeH cnen ToBa, ¢ M3KIKDYEHHE HA CliydauTe Ha (peOpHunHa HEYTpONeHHA, Npy
[MOKa3aHHA, 32 KOUTO MpenopbydTeNnHaTa no3a € | g Ha fieH. B nuute Ha nuanuza, Lledgenum
Tenamuna TpsOBa Aa ce Npuiara B Kpas Ha Kypca Ha idanusara. AKo € Bb3MOxHO, Lledenum
TeHamua TpadBa na ce npuiiara no €/1HO U ChIO BPEMe BCEKH JEH.

[Ipy natiMeHTH, NOAIOKEHH Ha NpOAbIXKHTENHa ambynaropHa nepuToHeatHa auanusa (ITATT) ce
npenopwusa cieanara nosupoeka: | g Hedenum Tenamung Ha Bcekn 48 yaca B cimyyaii Ha Texku
nHdekuny uam 2 g Llepenum Tenamun Ha Beeky 48 yaca B cirydai Ha MHOTO TeXKKH HH(EKLMH,

Heya c napyuena 6vbpeuna ghyrxyus
[IpenopbuBa ce HayasnHa no3a ot 30 mg/kg 3a kbpmauera oT 1 10 mo-mManko oT 2 Meceua win 50

mg/kg 3a nauneHTn Mexay 2 meceua U 12 roguun. Cneasaiara TabiHla NOCOYBA MOAIBPKALIMTE
AO3H:

Enuuying no3u (mg/Kg TenecHo Ternio) U UHTEpBa MeXAY OTAEIHHTE MPHJIOKEHHA




KpeaTHHHHOB KNUpbHC {Texcxu unghexyuu: Mnozo meoicku unghexyuu:
[ml/min] [THeBMOHMA, yCnOXKHEHH HHDEKLHMHU Ha bakTepreMus, OakrepraneH
MUKOUYHHUTE MbTHIUA (BKL MHAIOHEPPAT)  MEHMHIMT, EMITHPHYHO JICYeHHE
Ha nauueHTH ¢ GeOpHiHa

HEYTPOIICHHA
Kbpmauera oT | no 2 Mecena - 12 ronuan [Kepmaueraor 1 no  [2 Mecela -
NO-MajKo OT 2 [10-MANKO OT 2 12 roavHu
MeceLla MECELa
> 50 (obuvalina noza, He 30 mg/kg/i12 vaca |50 mg/kg/12 yaca 30 mg/kg/8 uaca 50 mg/kg/
CC M3MCKBA KOPUTMPAHE) 8 vaca
30-50 30 mg/kg/24 vaca 150 mg/kg/24 yaca 30 mg/kg/12 yaca 50 mg/kg/
12 yaca
11-29 15 mg/kg/24 yaca 125 mg/kg/24 yaca 30 mg/kg/24 yaca 50 mg/kg/
24 yaca
< 10 7,5 mg/kg/24 uaca |12,5 mg/kg/24 yaca |15 mg/kg/24 uaca ES mg/kg/
4 yaca




