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Meponenem Kabn 1 g npax 3a HHKeKIHOHEH WU mlq)ymonen pa3mop
Meropenem Kabi 1 g powder for solution for injection or infusion

Meponenem (Meropenem)

Hpoqe"re're BHHMATEJIHO IAJIATA JIHCTOBKA, Npean aa 3amnovuHeTe J1a npnemaTe TOBA uexapcnm,

Thil KaTO TH ChAbpPKa BaxHa 3a Bac undopmauns.

- 3anasere Ta3 JIMCTOBKA. ModKe /1a ce HAIOXKH /1a 5 IPOoYETeTEe OTHOBO.

= AKO UMaTe HAKAKBH JOMNBJIHUTE/THH BBITPOCH, nonuraire Bauiusg JIEKAp HJIKW MCHULIHHCKA ceCTpa.

- Toea nekapcTBo € npeanHcano aMyuHo Ha Bac. He ro npeorcrbiBaiite Ha apyru xopa. To moxke
Ja UM HaBpe,[[H, HE3aBHCHMO 4e IMPU3HALUTE HA TAXHOTO 3860ﬂ$lBaHe Ca CBIUIHUTE KATO Balum*c.

- AKO NoJIly4yHTe HAKAKBU HE)KEJIaHH JIEKAPCTBEHH peakliH, yeenomere Bauius nekap wim
MeJHMLMHCKa cecTpa. ToBa BKIKOYBA M BCHYKH BH3MOKHH HEKEJTAaHH PeaklMH, HEOITUCAHH B
Tazu TUCTOBKA. Bikre Touka 4.

KakBo chaAbpPKA TA3H JIHCTOBKA!

I Kakso npeacraeisea Meponenem Kabu 1 3a KakBo ce W3noJi3ea

2 Kakgo TpsibBa na 3naere, npeau jaa winonssare Meponenem Kabu

3 Kak na uznomnspare Meponenem Kadu

4. Bb3MOKHH HEeXKeNaHu peakiiuu

5. Kak na cbxpanspare Mepornienem Kabu

6. Chbabpkande Ha ONAKOBKATa U IOMbIHUTENIHA HHOpMaILs

1. Kakso npeacrasiassa Meponenem Kadn n 3a kakBo ce u3noissa

Meponenem Kabu npunamuiexu KbM rpyna nekapcrsa, HapedeHH kapOaneHeMHH aHTHOMOTHUM. Toii
JeicTBa, Kato yOuBa OakTepuHUTe, KOUTO MOXKE J1a NPEeU3BHKAT CEPHOZHM HH(EKLIMH.

Meponenem Kabu ce u3nonssa 3a JieueHue Ha ClleIHUTE BU/I0BE HH(EKLIHKU MPH Bb3PACTHH W JeLa Ha
Bb3pacT 3 roiMHH U rnoseye:

Undexnus, 3acsraua 6enure 1podoBe (MHEBMOHMS)

benoapobuu u GpoHXuHaHK HHGEKLMK MPU MALMEHTH, CTPaIali OT MYKOBHCLIMI03a
Venoxnenn MHGEKLUNMH Ha MUKOYHHUTE NBTHILA

Yenoxkuenn uHdekuuu B Kopema

Mudekuun, o KOUTO MOXKeE a ce 3apazuTe 110 BpeMe HA WIIK Clie]l pakiaHe
YenoxkueHd HHEKLUMH HAa KOXKATA W MEKHTE ThKaHH

Octpa OGaxkrepranina MH(PEKIUs Ha MO3bKA (MEHUHIUT)

Mcponeucm Kabu moxe JAa €€ M3MOoM3Ba 3a JICHCHHUE Ha HCYTPOIICHUYHH MAaluMEHTH C TPECKA, 3a KOATO
C€ Moa03Mpa, 4e MOXKE Ja Ce IbJIXKH Ha 6aKTepHanHa MHC])CKLIHS{.

Meponenem Kabu moke na ce m3nonsea 3a jedenue Ha OakTepHalHM MHPEKUMH HA KPBLBTA, KOMTO
MO3Ke /12 ¢a CRBP3aHH ¢ HAKOMW OT ropen3OpoeHHTe HHPEKLIHU

2. Kakso TpsidBa 1a 3HaeTe, npean aa ninouaspare Meponenem Kaou
He n3noanszBaiite Meponenem KaGn:

- @Ko CTe aNepruiHu (CBPBEXYYBCTBUTEIHH) KbM MEPOINEHEM M/ KbM HAKOS OT O
Ha TOBA JIeKapcTBO (M30poeHH B TouKa 6).




- @aKO CTe aneprudHy (CBPBXYYBCTBHTENHW) KBM APYIM aHTHOHOTAUM, HANp. MEHVLWTHHH,
tedanocnopuHK UM KapbaneHeMH, Thit KaTo MOXe [1a CTe ANePrUYHH CbI0 U KBM MEpPOIIEHeM.

IlpenynpexkieHHa ¥ NpeANaIAR MePKH
Toeopere ¢ Bauma siekap vnu MeauuMHCKa CecTpa, Mpeid Aa H3MON3BaTe MeporeHeM:

- aKkO uMaTe 3ApaBHH 1pobnemMu, Hamnp. npobieMu ¢ yephus Apob Wiy GrbperuTe.
- aKo CTE MMAH TEXKa JUapus cliel IPUeM Ha APYTH aHTUOHOTHUM.

Bue Moxe na paszeuere nonoxuTeseH TecT (Tect Ha Coombs), noka3ssaul HaTH4KE HA aHTHTENA, KOKTO
MOXKE 13 Pa3pyllaT YepReHUTE KPbBHH KNeTKU. BamuaT nexap uie o6¢sAH TOBA C Bac.

Moxe na pazBHeTe NPH3HALHK H CHMIITOMH HA TEXKH KOMKHM peakuuH (BwokTe Touka 4). AKO TOBA Ce
CJIIY4H, rosopeTe unezabaBHO ¢ Bamius JIekap MM MCIHLIHHCKa CECTpa, 3a Ja Morar Jda JCKyeart
CHMIITOMMTE.

AKO He cTe CHIYPHH IajiH HELO OT CTIOMEHATOTO M10-roOpe ce OTHACH 3a Bac, ropopete ¢ BawmsT nexap
HIIH MEOMUMHCKATA CecTpa npeau ga manon3eate Meponenem Kabn.

Apyru aexaperBa 1 Meponenem Katu

Hnpopmupaiite Bamusa nexap, axo npHeMare, HACKOPO CTe IIPUEMal HiH ¢ BB3MOXHO Na ipHeMeTe
DPYTH JICKapcTBa.

Tosa ce wanara, 3aujoto MeponeHem Kabu Moke Ja noemmse HaudHa, 10 KOHTO HAKOM NleKapcTBa
NeHcTBAT, a HIKON JIEKApCTBa MOXKE Ja okaxaT eext Bppxy Meponenem Kabn.

ITo-cnennanso, KaxeTe Ha Bawus nekap wid MeAWLMHCKATA CECTPa, AKO MPHEMATE RAKOH OT CJIeAHHTE
JieKapeTBa:
» TipoOeHeunn (M3NON3BaH 3a NeYeHWE HA NONATPA).

. Bannpoera kucenuHa/HaTpHeB BaNnpoart/BaTIPOMHI, (M3TIOJ3EA Ce 33 NIeYECHHE HA elMUIEncHs ).
MeponeueM Kabu He Tpa6sa 1a ce u3nons3ba, 3al0TO Toil MOKe A3 HaMand ed)eKTa Ha HATPHEBUA
BAJINpOAT.

. Hepopanen aHTHXOaryJaHTeH areHT (U3NOJI3BaH 3a JICHEHME HIIM  [Pe/OTBpATIABaHE

o0paiyBaHeTO HA KPBBHH ChCHpPELH).

Bpemennoct, kbpMeHe H GepTHAHTET

Axo c1e OpeMEeHHa HITH KbpPMHTE, CMATATE, Y€ MOKe A2 cTe OpeMeHHa 1nu nnanupare SpeMeHHOCT,
noceeTBaiite ce ¢ Bamms nexap unu gapmaiesT npean ynotpetara Ha TOBa JiekapeTRO.
[MpenopbunTendo € na ce u3bArea ynotpebata Ha MEpPONCHEM MO BpeMe Ha OPeMEHHOCT.

BanmsT nekap 1ie peiniy JaiaM TpAOB8a [a H3NON3BATe MEPOTICHEM.

BaxHo e mpenM 4a MomyvdTe MEpONEHeM, [a KaKere Ha BalMg Jekap, ako KbpMHTE HIH
Bb3HaMepsBaTe Ja KbpMuTe. Manku KoiHuecTBa OT TOBa IEKApCTBO MPEeMUHABAT B KbpMaTa. [lopann
Toea, Baumar siexap mie peld nand TpadRa Ja U3no3BaTe MEPOLICHEM, JOKATO KbPMUTE,

Modupane u padora ¢ MAaUHHH
He ca npoeexgan poy4Banns Ha edexTUTe BHPXY cocoOHOCTTa 3a odupaHe U paboTa © MATIHHH.
Brnpexn Toa, Meponenem Kadn ce ceup3ra ¢ rnaBobonue, 1yBCTBO 2a W3TPBIIBAHE MK GOAeKHE No
KOKaTa (fapecre3vd) ¥ HEBONEBU MYCKYAHH NBIJKCHHWs, BOJCUIH A0 GbP30 M HEKOHTPOIHPYEMO
TpenepeHe Ha TANOTO (KOHBYICHH), KOETO 0OMKHOBEHO € NMPUNPYKEHO ChC 3ary0a Ha Ch3HaHHE, KATO
BCAKO €AHO OT TE3M ChCTOAHUA MOXKE Aa sacerHe Bamara ciocobnoct na modgmpare unu fa paGoTure
¢ mamsuK. He modupaiite ¥ He paboTere ¢ MAMMHM, aKO DOMYIHTE TAaZK HeXKENaHa PeaKiy

Meponenem Kabn coabpika naTpuii.

. £y
Meponenem Kaba 500 mg: Tora nekaperBo cbabpka 45,13 mg warpuii (ocH BEER
roTBapCcKaTa/TpanesHaTa/col) BeB BeekH (nakoH. ToBa KONHYECTRO € SKBHBANEHTHD
IPETIOPBYMTENHNA MAKCUMANIEH JIHEBeH XPAaHUTENCH NPHEM HA HaTPHii 3a BB3pacTe
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Meponenem Kabu 1 g: Tosa nekapctpo cbhabprka npubiusuresnno 90,25 mg Hatpuii (0OCHOBHA ChCTaBKa
Ha roTBapckara/Tpane3Hara/coin) BbB BcekH (pnakoH. ToBa KOTHYECTBO € eKBMBANEHTHO Ha 4,5 % oT
NPENOPBUUTE/THHA MaKCUMalIeH IHEBEH XPAHUTENEH NPUEM HA HATPHUi 3a Bb3pacTeH.

AKO umare CbCTOSIHHE, KOCTO HaJlara Jia ce cjeaM InpHema Bu na l{anHﬁ, MOJId YBCAOMETE Bawus
JIEKApP WK MEJIHLIMHCKaA cecTpa.

3. Kak n1a uznonsBare Meponenem KaGu

Bunaru u3nosspaiTe ToBa JIEKAPCTBO TOUHO KakTo Bu e kazan Bawuusg nekap. AKo He cTe CUIypHM B
Helo nonuraite Bawus nekap.

Yuorpeda npu Bb3pacTuu

- Jlo3aTa 3aBHCH OT BH/Ia Ha MH(]EKIHA, MACTOTO Ha HH(EKLIMATA B OPraHk3Ma | HeifHaTa CepHO3HOCT.
BawumaT nexap 1ie peiin oT Kakea 1032 UMaTe Hy»Kza.

- Jlo3aTa 3a Bb3pacTHu 00uKHOBeHO ¢ Mexay 500 mg (Munurpama) u 2 g (rpama). Bue 06MKHOBEHO 111e

nofyvasate eHa 103a npe3 8 uaca. Moxe obave ja nojiyyasare no3ara no-psaako, ako 6s0Gpeture Bu
He paborst MHoro jaobpe.

Ynorpebda npu geua u 10HOLWH

- JlozaTa 3a aeua Ha Bb3pacT Haj 3 Mecela M 10 12 roaMHH ce onpejens Cropel Bb3pacTTa U TErjoTo
Ha aereto. Obuyainata no3a e mexcay 10 mg n 40 mg Meponenem Kabu Ha Bceku kunorpam (Kg) ot
TernoTo Ha aerero. Jlosara odukHoBeHO ce npuiara npes 8 yaca. Jlena, kouTo Texkar nogeue ot 50
kg. e nonyyar 103a 3a Bb3pacTHH.

Kak 1a n3noassare Meponenem Kaou

- Meponenem Kabu e Bu ce npunoxku kato HHKeKIMA WK MH(Y3HA B roisiMa BeHa.

- O6ukHoBeHo Meponenem Kabu e Bu ce npunoxu ot Baimust nekap WiaM oT MEAMIMHCKA CeCTpa.

- Hsakou naumentu, poaurenu u GonHornenaun obaue ca obyuenu na npunarat Meponenem Kabu
BKBLIM. YKa3aHus 32 TOBA ¢a J1a/IeHH B Ta3M JIMCTOBKA (B TOUKATa, HApeyueHa ,, YKa3aHHs 3a npujarate
Ha Meponenem Kabu caMmocTosTe IHO MK OT HAKOM Apyr BKbIK). BuHaru npunaraiite MeporieHem
Kabu Touno kakto BawmsaT nekap Bu e kazan. Ako He cTe curypHu, nonuraiite Baius nekap.

- MioKkeKLUMOHHUMAT pa3TBOp He TPAOBa 11a ce CMecBa MM J1a ce 100aBs KbM Pa3TBOPH, ChAbPIKALLH JIPYTH
JleKapcTBa.

- MiokekTupaneTo MosKe 1a NpoIb/KH OKOIO 5 MUHYTH WK Mexay 1S u 30 munyTd. Bawusr nekap
lle BU Kaxe Kak Ja npunarare Meponenem Kabu.

- O6ukHOBeHO TPAOBA 12 MOCTARATE HHIKEKLIMMTE CH MO €/IHO M CbLIO BPEME BCEKH JIEH.

AKo0 cTe npnenu noseve oT HeoGXoAuMaTa o3a Meponenem Kadu

AKO cilyqalHO NPHIIOKHTE NO-TO/IAMa OT MpEeANMcaHaTa 103a, CBbpikeTe ce BeaHara ¢ Bawus siekap
WM ¢ Hal-Onu3kara OonHuuA.

AKo cTe nponycHain aa npuemere Meponenem Kaon
AKO nponycHeTe HHXeKIUs, TpAOBa Ja f MOCTABUTE Bh3MOKHO Hal-ckopo. AKo obaue Beue € nouTH
BpPEME 3a CJIe/IBallaTa HHKEKLMS, IponycHeTe 3a0paBeHara HHKeKLH.

He B3emaiite jBoiiHa 103a (1Be MHIKEKIIMH 10 €/1HO M ChIIIO BPEME), 3a J1a KOMIICHCHpATe IpornycHaTara
ao3a.

Axo cre ecnpenn ynotpebara Ha Meponenem Kaon et ' M,

Z“ 1" ", ¥
AKO UMaTe HAKAKBH JOMBJIHHTEIHH BBLIPOCH, CBBP3aHM ¢ ynotpebara Ha ToBa Jie ﬁ 1?1‘0, npnmame

Bamus nekap Wik MeIMLIMHCKA CecTpa.
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4. Bh3MOKHH HeKeIAHH peaknHu

KakTo BCHUKH JICKapCTBa, TOBA& JIEKAPCTBO MOKE Ja NPCIHIBHKA HEKE/IAHH peaKUHM, BLIIPEKH Y€ He
BCEKH TH NONYYaea,

TeRKR ANePrIdHH PeaKIHU

AKO HMaTe TeXKKa ANlepru4Ha peakuus, cnpere npaema Ha Meponenem Kadn u Beguara ce o6npuere
KbM Jjiekap. Moxe 1a ce HyxknaaeTe oT ClEHIHO NeucHue, [IpU3HALMTE MOXKE Ja BKIIOYBAT BHE3alHA
1104Ba Ha:

- Texxpk 06pHB, chbpOexk WK KONPHEHA TPEcKa MO KoXkKara.

- [lonysane Ha nHLETO, YCTHHTS, €3HKA WITH APYTH YacTH Ha TsIOTO.

- Henocrur Ha BB3ayX, XpHIIOBE WITH 3aTPYAHEHO RHILAHE.

- Cepvo3HM KOJKHH PEaKiliH, KOUTO BKITKOUBAT:

o CepHO3HH pEaKlUHH Ha CBPBXUYRCTBHTEITHOCT, BK/IIOYBALIM TPECKA, KOYKEH OOpHB H NIPOMEHH B
KPBBHHUTE H3CAEABAHHA, KOMTO NPOBEpsBar Kak paboT depHuaT ApoD (MOBHLIEHM HIBA Ha
YepHOAPOOHHTE €H3WMH) M NIOBUIIABaHe HA eAuH BUA OENH KPHBHH KIETKH (€03HHOQHIHA) H
yBenuueHH JHMQHH BB3IH. ToBa MoMe fa ca MPU3HALM Ha PAa3CTPOMCTBO HA MHOIOOPraHHA
YYBCTBHTENIHOCT, H3BecTHO kaTo DRESS cunapom.

o TexbKk yeppen mocnecT o0puB, MOAYTHHH MO KOXKAT2, KOUTO CBHOBPKAT THOH, MEXYpd MM
TIOIICHE HA KOXKaTa, KOeTo MoXe fa Ohe CBhP3aHO ¢ BUCOKA TEMMEPATYpa K GONKH B CTABHTE.

0 TexKku KoKHH 0OpUBH, KOMTO MOTAT JIa C€ TOSRAT IO TAIOTO KAaTO YEPBEHMKABH KPBIUIH [I€THA,
4eCTO € LUEHTPANHO PasnoNoXeEHH MEXYPH, JIIOLLICHE HA KOXKATa, A3BH Ha yCTaTa, MbpJIoTo, HOCA,
TeHUTAIIMHTE W OYHTE H MOTAT Aa OBJAT NPEALIeCTBAHH OT TPECKA M MPUOONOFOOHH CHMNATOMH
(cunapom Ha CTuBbHC-J[KOHCHH) HAH NO-TekKa GopMa (TOKCHYHA enuepMATHA HEKPOTH3a).

YBpexnane Ha YepReHATE KPLBHH KJIECTKH (HEH3BECTHA 4€CTOTA)
HpPlBHaLlHTe BEKIHOYBAT!

- 3agyx, KOraTo He ro O4aKeaTe.

- Hepeena unu kadapa ypuHa.

Axo 3abenekuTe HELIO OT CNIOMEHATOTO MO-rope, 00LPHETE ce BeAHATA KbM JIeKAap.

JpYrH BE3MOXKHHE HEKEIAHH PeaxiHu:

Yecrr (Morar aa 3acersat a0 1 na peexn 10 gymn)

- Kopemua {cTomainna) 6omnka,

- [Toaueu 3a noepwinane (ragcHe).

- Ilorprmane.

- Huapus.

- 'naroGonue.

- KoxeH o6puB, ¢pplex Mo koxara.

- bonka ¥ pB3MaNEHHAE.

- ITouinen 6poii TpoMOOLMTH B KPBETA (JIOKA3BA € YPE3 H3C/IEABAHE HA KPLBTA).
- IlpoMenn B KpLBHMTE TECTOBE, BKIIOYHTETHO TECTOBETE, KOMTO MOKA3BAT KaK paboTH YEpHHSAT BH
apob.

Hewvecra (Morar aa 3acersat 2o I ua ecekn 100 qyuin)

- Ilpomenn B kpwBTa. Te BKMOUYBAT HaManeH Opoit TpoMOouHTH (KOETO MOXKE Aa BOAM OO MO-JIECHO
HacHHsABaHe), MOBHINEH Opoil Ha HAKOM Genu KPLBHM KNeTKH, HaManes Opofi Ha NpyTH GelnH KPpbBHH
KIIETKH W TOBHIIEHO KONMYECTBO HA BELIECTBO, HapedeHo ,.0umupyOHH”. Bammiar nek
H3CNIE/IR2 KPBRTA BH OT BpeMe Ha BpeMe.

- [IpoMeHH B KPBBHHTE TECTOBE, BKIKOYHUTETHO TECTORETE, KOMTO MOKA3RAT Kak pabo

- HyecTBO Ha H3TpBuBaHe {boLKaHe).

- Hudexuun Ha ycTaTa MIH BIAaraHIIeTo, [peAM3BUKaHH OT M'OHYKH (MIEYHHLA)

- Beananenue Ha yeprara ¢ JHapHs.

- boixa BbB BEHHTE Ha MACTOTO HAa HHXKEKTHpaHe Ha Meporienem Kadu,
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- dpyra npoMenu B kpbeTa. CHMITOMUTE BKIIOHBAT YeCTH HHDEKUHH, BHCOKA TeMileparypa #n Gonku
B [bPJIOTO.
BaimaT nekap Moxe aa H3C/IEBa KPBBTA BH OT BPEME HA BPEMe.

Penxn (morar 1a 3acernar a0 1 na Bcexu 1 000 aymmn)
- [Ipunaasuy (repyose)
- OcTpa gezopyeHTauMa ¥ o0BLpKBaHE (AENHpHYM)

Cpo01apaHe HA HeKeNAHNA PEAKNHH

AKO NONy4HTE HAKAKBH HEXEJIAHH JEKapPCTBEHH Peakiyy, yBeAoMeTe Baiuns iekap WM MeMIHMHCKa
cecTpa. ToBa BKIIOYBA BCHUKH BL3MOKHY HEOMUCAHH B TA3M JIMCTOBKA HEXKENAHM peakiiu. Moxkere
ChLLO A3 CHOOLINTE HEXKENTaHH PeakLHH TUPEKTHO Ype3 HALIMOHATHATA CHCTEMa 3a ChoDIIaBaHe
(nocoueHa no-gony}. Karo chobiuaBarte HexenaHu peakiiiy, MOXKeTE Ja J4AETE CBOA MPUHOC 34
NoTy4aBaHe Ha MoBede HHPOPMALHMA OTHOCHO 6e30MacHOCTTa Ha TOBA JIGKAPCTRO.

H3nenHuTenHa areHuud no aexkapersata (HAJ)
yi1. Jaman I'pyes Ne 8,

1303, rp. Codusn, Brarapus

Ten.: +359 2 8903 417

yebcaiit: www.bda.bg

5. Kak na coxpaussare Meponenem Kadn
Jla ce cbxpaHsBa Ha MACTO, HEJIOCTHLIHO 32 Jella.

He usnonssaiite ToBa NeKapcTBO ces cpoKa Ha TONHOCT, oTOENA3aH BLPXY ONaKoBKara cnen ,,loneH
Ao:“. CpoKET H& rOZHOCT OTroBapsA HAa MOCHAEAHHA NeH OT MOCOYEHHS Mecell,

Ha ne ce cvoxpansza nan 30°C.
Ja He ce saMpasspa.

Hnxexnusn
Cnen pasTeapsiHe: TOTOBHAT Pa3TBOP 32 HHTPABEHO3HA HEHDKEKIIMA TpAGBa Aa ce Msnonssa HesabasHo.
TlepuonpT Mexay 3amovuBaHe Ha PA3TRAPAHETO H Kpas Ha MHTPABEHO3HOTO HIDKEKTHpaHe He TPabea
Aa Ha/IBUIIABA:

- 3 gaca, KOTaTO Pa3TBOPBT CE CHXPaHABA IPH TeMmepaTypa Ao 25°C;

- 12 uaca, roraTo pa3TBOPBT C& CHXpAHABA TIPH XJaaWIHH yeKnosusa (2-8°C).

Hudyzua
Cnen pasTeapsHe: TOTOBHAT pa3TBOP 334 UHTPaBeHO3HA M Y3us TpAOBa A2 Ce M3n0,1384 HezabapHo.
TTeproasT Mex Iy 3an04BaHe Ha pa3TBAPAHETO M Kpas Ha HHTPaBeHo3HaTa WHdY3Ms He TpaGea na
HaJBHILABA:
® ( yaca, KOTaTo pa3sTBOPET Ce ChXpaHgBa [IPH Temreparypa ao 25°C, koraTo Meponenem Kabu ¢
pastBopeH B 0,9% pa3TBOp Ha HATPHEB XJIOPHT;
® 24 yaca, KOTaTO Pa3TBOPBT CE CHXPAHABA NMPH XIALWIHK yektosusa (2-8°C), koraro Meponedem
Kabu e pasTropeH B 0,9% pasTBop Ha HATPHEB XJIOPHT;
¢ ] yac, KoraTo pasTEOpPLT Ce CbXpaHsBa NpPH TeMreparypa a0 25°C, korato MeponeneM Kabu e
pa3TBROpeH B 5% pa3TBOp Ha JIEKCTPO3a;
¢ 8 yaca, KOraTo pa3TBOPHT C¢ CbXpaHABa IIPH XJIaJMIHH YCKIoBHS (2-8°C), korato
Kabu e pasrsopeH B 5% pa3TBOp Ha ASKCTPO3a;

Or muxpoGuonoruyHa TiefHa TOYKA, OCREH aKO METOABT 3a OTBAPAHE/TIPUrQ
H3KJIK0YBA HAJTHUHETO HA PUCK OT MHKPOOHONOrHYHO 3aMBpCiBaHe, MPOOYKTET TPA
Hez2abaBHO.



AKO He ce M3110/13Ba He3a0aBHO, BPEMETO M YC/IOBUATA HAa ChbXPaHEHHE ca OTFTOBOPHOCT Ha MOTpebuTeIs.
He 3ampazsaBaiite roToBusT pa3Teop.

He m3xpbpisiite nekapcTBata B KaHaJIM3aMATa WK B KOHTEHHEpa 3a ioMalinui ornaasuu. [lonuraiite
Bawns dapmaneBT Kak Ja M3XBBPAATE JIEKApCTBATA, KOMTO Beue He M3nofseare. Te3u Mepku wie
CIIOMOI'HAT 3a ONa3BaHe Ha OKOJIHATA cpejia.

6.  Ceabpxkanpe HA ONAKOBKATA H IONBJIHHTEIHA HHpOpMALHS
Kaxso cbabpka Meponenem Ka6n

- AKTHBHOTO BELIECTBO € MeponeHeM Tpuxuapat. Beeku duiakon ot 20 ml/Gyruiaka or 100 ml
chabpxa 500 mg meponenem. Beekn dmaxon ot 20 ml/50 ml, 6yrunka or 100 ml chaspxka
1000 mg MeponeHeM.

- Jlpyrara cbheraBka e HaTpveB KapOoHar.

Kak n3riexna Meponenem Kafu n kakBo ¢babpka ONaKOBKaTa

Meponenem Kabu e 61 win cBeTsio XBAT Mpax 3a MHXEKLMOHEH WIH WH(Y3HOHEH pa3TBOp BbB
drakoHu MK OYTHIIKH.

Meponenem KaGu 500 mg npax 3a MHKCKIIMOHEH MM WH(Y3HOHEH pasTBOp Ce Mpejiara B CTLKICHH
thnakonn ot 20 ml u crbknenn Oytunku ot 100 ml.

Meponenem Kabu 1 g npax 3a WHKEKUHOHEH WIH WH(]Y3HOHEH pa3TBOp ce npejulara B CTLKIEHH
dnakonn ot 20 ml u 50 ml u cTeknenu Gytriku ot 100 ml.

Pasmepu Ha onaxkoskure: | unu 10 duakoHuW/OyTHIKH.
He Bcvuky BH/10BE ONaKOBKHM Morat Jia Obaat nycHaTu B npojaxoa.

IIpuTexkaren Ha pa3pemeHneTo 3a ynorpeba
Opezennyc Kabu bearapus EOO]

yn. An. Xenpos 1, er. 6, an. 37

1113 Cocpus, buarapus

IIpon3eoanTe/in, OTTOBOPHH 32 0CBO0OK/IABAHE HA NAPTHANTE
ACS Dobfar S.p.A.

Nucleo Industriale S. Atto, S. Nicold a Tordino, 64100 Teramo
Hranus

H

Fresenius Kabi Deutschland GmbH
61346 Bad Homburg v.d.H., 'epmanus
AJlpec Ha MACTOTO Ha OCBOOOK/IaRAHE:!
Pfingstweide 53, 61169 Friedberg

H

LABESFAL — Laboratorios Almiro S.A. (Fresenius Kabi Group)
Lagedo, 3465-157 Santiago de Besteiros
ITopryranus




To3n iekapeTBen NPOAYKT e paspelen 3a ynorpeda B ibpxasure-wienku Ha EUT nox caeanure

HMECHA:

AscTpus

bearus

Brarapusa

Kunsp

Yemka penydinka

Hanus

Ecronus

I'epmannsn

I'bpuns

Yurapus

Hpnaugun

JlarBusa

JIuTBa

JIwokcemoypr

Hupepaanaus

Meropenem Kabi 500 mg Pulver zur Herstellung einer Injektions- bzw.
Infusionsldsung

Meropenem Kabi | g Pulver zur Herstellung einer Injektions- bzw.
Infusionsldsung

Meropenem Fresenius Kabi 500 mg poeder voor oplossing voor injectie of
infusie / poudre pour solution injectable ou pour perfusion / Pulver zur
Herstellung einer Injektionsldsung oder Infusionslésung

Meropenem Fresenius Kabi 1 g poeder voor oplossing voor injectie of infusie /
poudre pour solution injectable ou pour perfusion / Pulver zur Herstellung einer
Injektionslosung oder Infusionslésung

Meropenem Kabi 500 mg
Meropenem Kabi | g

Meropenem Kabi 500 mg, k6vig yio evéoyo Sudivpa 1) didAvpa yio £yyvon
Meropenem Kabi 1000 mg, k6évig yu evésio Sidhopa 1} Siddvpa yia £yyvon

Meropenem Kabi

Meropenem Fresenius Kabi

Meropenem Kabi 500 mg
Meropenem Kabi 1000 mg

Meropenem Kabi 500 mg Pulver zur Herstellung einer Injektions- bzw.
Infusionsldsung

Meropenem Kabi I g Pulver zur Herstellung einer Injektions- bzw.
Infusionslosung

Meropenem Kabi 500 mg, kévig yia diddopanpog évean 1j Eyyvon
Meropenem Kabi 1g, kovig yio Sidhvpampog Eveon 1 £yyvon

Meropenem Kabi 500 mg
Meropenem Kabi | g

Meropenem 500 mg powder for solution for injection or infusion
Meropenem | g powder for solution for injection or infusion

Meropenem Kabi 500 mg pulveris injekciju vai infuziju $kiduma pagatavosanai
Meropenem Kabi 1000 mg pulveris injekeiju vai infuziju $kiduma pagatavosanai

Meropenem Kabi 500 mg milteliai injekciniam arba infuziniam tirpalui
Meropenem Kabi 1000 mg milteliai injekciniam arba infuziniam tirpalui

Infusionslosung e
Meropenem Kabi 1 g Pulver zur Herstellung einer Injektion
Infusionslosung

Meropenem Kabi 500 mg Pulver zur Herstellung einer Injektionslsung oder

Meropenem Fresenius Kabi 500 mg poeder voor oplossi
infusie



Meropenem Fresenius Kabi | g poeder voor oplossing voor injectie of infusie

Meropenem Fresenius Kabi 500 mg, pulver til injeksjonsvaske/ infusjonsvaeske,

opplesning
Hopeerns Meropenem Fresenius Kabi 1 g, pulver til injeksjonsvasske/ infusjonsvaeske,
opplesning
TMoma Meropenem Kabi
Maprsrams Meropenem Kabi
Meropenem Kabi 500 mg pulbere pentru solutie injectabila sau perfuzabila
Pymbuns Meropenem Kabi 1 g pulbere pentru solutie injectabild sau perfuzabila
Meropenem Kabi 500 mg polvo para solucion inyectable o para perfusion
HUcnanns Meropenem Kabi 1 g polvo para solucion inyectable o para perfusion

Meropenem Fresenius Kabi 500 mg, pulver till injektionsvitska eller
infusionsvitska, l6sning

I Beuus Meropenem Fresenius Kabi 1 g, pulver till injektionsvitska eller
infusionsvitska, 16sning

Meropenem Kabi 500 mg praSek za raztopino za injiciranje ali infundiranje
Ciosenusn Meropenem Kabi 1 g prasek za raztopino za injiciranje ali infundiranje

Meropenem Kabi 500 mg
CioBakus Meropenem Kabi | g

Meropenem 500 mg powder for solution for injection or infusion

HHEH i W 4 . ‘
QoA 0 Meropenem 1 g powder for solution for injection or infusion

KpaJiCTBO

JlaTa na nocjeqHo npepasriexaade Ha Jucropkara XX/XXXX r.

CbBeTH/MEIUUMHCKO 00yUYeHHe

AHTHOMOTHLMTE Ce M3MOM3BAT 3a JeYeHHe Ha MH(PEKUUH, NpHYHHeHH oT Oaktepuu. Te Hamat edekT
cpelly MHMEKLMH, MPUYHHEHH OT BHPYCH.

Ilonskora, Hakos HHQEKUMA, NMPUYMHEHA OT OaKTEpHH, HE ce TIOBJIMABA OT Kypca Ha JieYeHHE ¢
anTubuoTuk. EnHa or Haki-yecTHTe NPUYNHH 32 TOBA ¢ PE3UCTEHTHOCTTA Ha OaKTepHUTE, IIPe/IM3BUKAIIH
MH(DEKLMATA, KbM NpUiaraHus anTHOMOTHK. ToBa 03Ha4aBa, ye Te MOXKE 1a NPEKUBABAT U JI0PH 1a ce
Pa3MHOXKABAT BbIPEKH AHTHOMOTHKA.

BaKTepMHTe MOKE€ Ja cTaHart PE3HCTEHTHH KbM aHTHGHOTHU,lflTe 110 MHOIO IIpUYHHH. BuumarenHara
yrlOTpe6a Ha aHTHGHOTHLlH MOKE Ja IMNOMOIrHe 3a HaMaJIaBaHE Ha BbL3MOKHOCTTAa 6&KT€pHHTC Ja cTaHart
PE3UCTEHTHH KbM TAX. /j_—::‘.::_:..
ERUMA
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ugh 34 JCUCHHE

Koraro BawmsaT nekap npeanuviue Kype Ha jJedeHHe ¢ aHTHOMOTHK, TOW € mpeaHas
camo Ha TeKyLIOTO BU 3abonsBaHe.

Karo oObpHeTe BHUMaHe Ha ClieIHUTE CbLBETH, BHE Llie NOMOTHETE Ja ce Mpejo
PE3UCTEHTHH OaKTEPHH, KOMTO MOKE J1a MONpeyaT Ha JA€ACTBHETO Ha aHTHOMOTHKA.




1. MHOro & BaXKHO Ja fIpHeMaTe aHTHOHOTHKE B NPaBHIHATA 7033, NpaBMneH Opoil MbTH W nNpaBuiIeH
Opo#i auu. [IpoueTeTe ykazaHuATa BBpPXY €THKETA U, ako He pasfupare Helo, Homonere Bamms nexap
Wik dhapMaueBT 1a BH 1o OOACHAT.

2. He tpabea na npuemare aHTHOUOTHK, OCBEH aKO He e MPeANHCaH CreUHANHO 3a BAC, KaTo TpabBa Aa
TO H3NOJ3RATE CaMO 3a JleYeHse Ha UHPEKUMATA, 32 KOATO & NPEANUCaH.

3. He 1psbea na npueMare aHTHOHOTHIM, TPEANKUCAHKM HA APYTH X0pa, JOPH U AKO T¢ UMaT HHdEKIMS,
nozaobHa Ha Balara.

4. He TpaGea na naBaTe NpeaAnvcaHy Ha Bac aHTMOHOTULIA HA JPYTH XOpa.

5. Ako HMarte H30CTaHal aHTHOHOTHK , CJI€j KaTe Ce 3aBbPUIMIM Kypca Ha JieueHne KakTo Bammst
JIeKap B € kasay, TpaORa 4a 3aHECETe OCTATLKA B alITEKATA, 32 JA C¢ M3XBBLPM N0 NOAXO0AALN HAa4MH.

INocoyenara no-nony WHbOpPMAaUHA € NPeIHA3ZHAYEHA CAMO 34 MEMLIMHCKH CTIEI{HATMCTH:

Ykaszanns 3a npunarage 13 Meponenem Kabn caMocToATeNNH0 WM 0T HAKOH APYT BKbIM

Hsxou naupenty, poaureny 1 Sondornenauu ca oGyyenu ga npuwiarat Meponenem Ka6i BKBIIH.

Hpeaynpexknenne — ToBa AekapcTso TpaGBa Aa ce npuaara or Bac miaH oT HAKO0M APYr BKBLINK

€aMo cJie] o0yuenHe OT JieKap NIH MeIAMHHCKA CeCTp4.

Kak ce npuroTss ToBa NeKapcTso
- JlekapceTeoto Tpabea aa ce cMecH ¢ Apyra TeqHoct (paszpearren). BawnsaT exap lie BH KaKe KOIKO
paspeqMTen na UMON3BATE.

- Tlpunaraiite nekapcTBOTO BeAHAra Clief NpUroTeaneTo My. He ro sampasasaiire.

1. U3sMuifre cu phlieTe K ri M3cylieTe MHoro aobpe. Tlpurotsere yncta paboTHa NOBBLPXHOCT.

2. UzBanere Oytunkara (pnakora) Meponenem Kabu ot onakosxara. Ilposepere dniaxoHa ¥ cpoka Ha
rogHocT. IlpoeepeTe naiu GrakoHLT € ¢ HEHapYIEHa LWIOCT K JaNH HE € NIOBpeeH.

3, Maxuere uBeTHATA Kanavka ¥ MOYHCTETe TYMCHATA 3AMYMANKA ¢ TAMIIOH, HANIOEH B AIKOXOJ,
OcrageTte rymeHata 3alyIaTka Ja H3CHXHE.

4. TlpukpeneTe HOBa CTEPIIHA M4 KbM HOBA CTEPWUNHA CTIPHHIIOBKA, Ge3 a NOKOCBaTe KPauLIATA.

5. Hzrernere NpEnoPpryaAHOTO KOJMHYCCTBO CTOpPHIAHA BOJ& 338 HHKEKHHH B CHNPUHLOBKATA.

KonuiecTBoTo Ha TEYHOCTTA, KOETO BY € HeoOX0AHWMO, ¢ riokasado B Tabiunara no-gony:

Jo3a #a MeponeHem Konuyecrso Boga 3a

Kabu HHMKEKLHHA, HeOBX0AHMO 3a
pa3speKaaHeTo

500 mg (MunUrpamu) 10 ml (MunmnuTpH)

1 g (rpam) 20 mi

L5g 30 ml

2g 40 ml

Mons umaiiTe npeasua: Axo npeanucadata noza Meponenem Kabu e noseue ot

u3ron3Bate mosede or 1 (nakor Meponenem Kabu.

H3TCTTTMTC TCYHOCTTA OT qJJ'[aKOHHTB B €]{HA CIIPUHIIOBKA
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6. Bkapaifte urmata Ha CNpUHUOBKATA Npe3 LEHTbPAa Ha I'yMEHATa 3alYIIANKA M MHKEKTHpaiiTe
NPETIOPBYAHOTO KOMHYECTBO BO/IA 38 MHKEKLHMH BhE QuakoHa Hmu Gnakouure Meponenem KaGu.

7. MaxHere urnarta oT ¢rakoHa M ro pasiarere Jobpe 3a OKOAO 5 CEXyHAM MM JOKATO USNOTO
KONKYECTBO MNpax ¢¢ pasTsopH. [Toukcrere ryMeHaTa 3ailyiiaika ome BeIHEXK ¢ APYT TAMIIOH Che
CITUPT W % OCTABETE J1a M3CHXHE.

8. Ipu HarucHaTo o Kpast 6yTano Ha COPHHLOBKATA BKapalTe OTHOBO MIIATa B FYMEHATA 3amylIanka.
Cnen ToBa, KaTo ILPXKHTE H CHPUHLIOBKATA, H QUlakoHa, o0LpHETe HIAKOHA HAOITEKM.

9. Kato AbpKHTE BhpXa Ha UITaTa B TETHOCTT], H3AbpaaiTe 6yTanoTo ¥ H3TErTIeTe UAJIOTO KONHYECTRO
TEYHOCT OT PIaKOHa B CIPHHLIOBKATA.

10. MaxneTe urnata v CnpyHIOBKa OT (JIAKORA W W3XBDBIIETE rakoHa Ha Ge30TacHO MACTO.

11. lpwaxre cNpyUHLIOBKATA H3TIpaBeHa ¢ HITaTa Harope. [loTynalite CRpHHIIOBKATA, TAKA Ye OCTAHAIIMTE
MEXYPYETa B TeYHOCTTA 1A C& M3IHIHAT A0 BLPXA Ha COPHHLOBKATA.

12. OtcTpadere ocTaHaTHs BE3AYX 8 CUPHRLIOBKATA, KATO HATHCKATE NeKO BYTANOTO N0 M3IA3aHe HA
HENHA BE3LYX.

13. Axo npunarate Meponcsem Kabu BKbitii, #3XBBPICTE BCHUKM HIMIH M HHOY3HOHHH CHCTEMH MO
MONXOMALL HauWH. AxO BamimaT nexap peliH Za c¢Ope JNCUEHHETO BH, HM3XBLPIETE UANOTO

KONKYECTBO Hen3non3ead MepoiexeM Kabu 110 noaxonsau HaymH.

ITocraBaHe RA HEKEKIHATA

Mowe na npunoxure ToBa NEKAPCTBO MIpe3 KbCA KaHIONA WM BEHOZEH KATeThP MIM Tpe3 moptT UM

UEHTPANEH H3TOUHHK.

{Iprioxenne Ha Meponenem Kaln npes xhca KaHIONA HIIR BeHOIEH KATETHD

1. MaxHeTe urnara oT CIPHHLOBKATA H 4 H3XBBP/IETE BHHMATEJIHO B KOHTEHEp 3a OCTPU NPEAMETH.

2. ITouncTeTe Kpas Ha KBCAaTA KABIONA H/IR BEHO3HHA KATETHP € TAMIIOH CBC CIIMPT M FO OCTAaBETE /14
H3CBXHE. OTBOPETE KANayuKaTa Ha KaHIOAaTa H NPHKPEneTe CIIPUHIOBKATA,

3. baBHO HaTHCHETE OYTATOTO Ha CTIPHHUOBKATA, TAK2 Y€ Ja NPWIOKHTE aHTHOMOTHKA PABHOMEPHO B
NPOABDKEHHE HA OKOIO 5 MUHYTH.

4. Cliell KaTo MPUIIIOYUTE C MPHIOKEHHETO H2 aHTHOHOTHKA M CTIPUHLIOBKATA € MPa3HA, MAXHETE
CTIpHHNOBKATA W H3MOJ3B4ATE TEYHOCTTA 33 NPOMHBAHe, NpenopbydaHa orT Bawwsa nexap wiu
MEIMUHHCKATA CecTpa.

5. 3aTBopere Kana“uKaTa Ha KamioaTa # BHHMAaTE/THO M3XBBPIETE CIPUHLOBKATA B KOHTCHHED 33 0CTPU

NPEIMETH.
Iipunarane ra Mepomenem KaGu npes nopt win nenrpaien H3TOYHHK

. Maxsere kana4yxkara Ba opTa KWiH QEHTPANHHA HITOYHEK, NOYHCTETS Kpad Ha LeH

C TAMIIOH CBC CIIHPT K I'0 OCTABETE A4 H3ICBXHE.
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2. llprxpenere cnpHHLOBKaTA W 6aBHO HaTKHCHeTe GYTAIOTO Ha CHPHHUIOBKATA, TAKA Y€ 2 NPHIOXKHTE
AHTHOMOTHKA PABHOMEPHO B MPOABDKEHHE HA OKOO 5 MHHYTH.

3. Cnen KaTo MPUKTIOUHTE ¢ MPUIFOKEHUETO Ha aHTHOHOTHKA, MAXHETE CIIPHHIIOBKATA H M3N0N3BaliTe
TEYHOCTTa 34 NPOMUBaHe, IPENOphUYaHa OT Baluus nekap Wik MeJUIMHCKATA CECTPa.

4. Cno)ere HOBA YMCTA KANMAYKa Ha ReHTPAIHUA H3TOYHHK M BHHMATEAHO M3XBLPIIETE CIPHHLOBKATA

B KOHTEHHEp 3a OCTPH NPEAMETH.
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