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JIucroBka: Uudopmauust 3a norpepHTE/IsI
e'f’-—wo.r‘o VAR /ARYAR 0/7 -10- 2005
Meponenem Anta®apma 500 mg npax 3a HHKeKUHOHEH/HH(PY3HOHEH PAa3TBOP
Meropenem AptaPharma 500 mg powder for solution for injection/infusion

Meponenem Anta®apma 1000 mg npax 3a HHKEeKUHOHEH/HH(Y3HOHEH Pa3TBOP
Meropenem AptaPharma 1000 mg powder for solution for injection/infusion

MEpOIIEHEM (meropenem)

IIpoyeTeTe BHHMATE/IHO LSJIATA JHCTOBKA NMPEAH Aa 3aMo4YHeTe Aa H3M0/I3BaTe TOBA JIeKapPCTBO,

Thil KATO T ChABbPXkKA BaxkHa 3a Bac nndgopmanus.

- 3anazere Ta3M JUCTOBKA. MOXe J1a ce HaJIOXKH Ja s MPOYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JOMBJIHUTEIHH BbIIPOCH, MonuTaiite Bawmus nekap, papmaueBT HiIH
MEIULIMHCKA CecTpa.

- ToBa nekapcTBO € mpeanucaHo JuuHo Ha Bac. He ro npeorcrenBaiiTe Ha apyru xopa. To Mmoxe za
MM HaBpeJH, He3aBHCHMO Y€ MPU3HALMTE Ha TAXHOTO 3a00JABaHe ca ChLUMTE KaTo Baluure.

- AKO TMOJIy4YuTE HAKAKBH HEXKEJIaHH JIEKAPCTBEHU pEeaKUHH, yBeAoMeTe Balluus iekap i
¢apmaueBt. ToBa BKJIIOUBA U BCHYKH Bb3MOXKHH HEXKEJIaHH peaKlMH, HEOMMCAHH B Ta3H JIMCTOBKA.
BuwxTre Touka 4.

KakBO CbaAbpKAa Ta3H JJHCTOBKA

KakBo npeacrasnssa Meponesem Antadapma  3a KakBO C€ U3M0J13Ba
Kakso TpsibBa 1a 3HaeTe, npeau Aa usnonssare Meponenem Anradapma
Kak na usnonssare MeponeneM Anra®apma

Bb3MOXHHU HEXEJIAHU peaKlUu

Kak na cexpansiBare Mepornenem Antadapma

CpabpkaHHe Ha OMaKOBKATa U JAOMbJIHUTEIHA HHOpMALIHUS

hi L s WD =

1. Kakso npeacraasiBa Meponenem Anra®apma H 32 KaKBO ce H3110J13Ba

MeponeneMm Antadapma CbAbp)Ka aKTUBHOTO BELIECTBO MEPONEHEM, KOCTO NMPHHA/UIEKH KbM rpyna
NeKapCTBEHH MPOJYKTH, Hape4yeHH ,,kapbaneHeMHH aHTHOHOTHLIM . MeponeHeM aeicTBa kato youBa

OaKTepHH, KOWTO MOraT J1a MPUYHUHAT TEXKKH HHPEKLHH.
Mepornenem Anradapma ce H3I10JI3Ba 3a JIEYEHHE Ha CIeIHUTE BH10BE HH(EKLNH TTPH Bb3PACTHH M Jieua

Haz 3 Meceua:

¢ Mudexuun, kouTo 3acsrar 6enure ApodoBe (MHEBMOHHSA)

benonpo6uu 1 GpoHXHaNHH HHEKLMH TPH NALUEHTH, CTpaJally 0T KHCTO3Ha (pubpo3a
YcnoxkHeHH HHGpEKIUH Ha THKOYHUTE NIbTHILA

YcnoxHeHn HHPEKIMY B KOpEMHaTa Ky XHHa

MHbeKLMH, KOUTO MOT'aT ia Ce Pa3BHUSAT 110 BPEME HaA WJIH CJIe]l paXK1aHe

YcnoxHeHH HHPEKLMH Ha KOXKaTa U MEKUTE ThKaHH

» Octpa 6akTepuanHa HHPEKUHS Ha MO3bKa (MEHHHIHT)

Meponenem Antadapma MOXe [a C€ H3I10J13Ba 3a JICYCHHE HA NALMEHTH C HEYTPONEHHs U MOBHILICHA
TeMreparypa, 3a KoSTo ce CMATa, Ye ce IbJuKH Ha 6akrepHaiHa HH eKuus.

Meponesem Antadapma MoXe J1a ce H3MOoJI3Ba 3a JieueHHe Ha DakTepHaniHa HHPEKLH H
e CBbP3aaHa C HAKOMH OT MO-rope NoCO4YEeHUTE THIIOBE HHPEKLHUH. / '
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2.  Kakso TpufBa aa 3HaeTe, npeau Aa uinoa3sare Meponenem Antadapma

He u3nonspaiire Meponenem Anradapma

. aKO CTE aJleprHYHH KbM MEPONCHEM MIIH KBM HAKOSA OT OCTAHANUTE ChCTABKH HA TOBA JIEKApCTBO
(30poeHH B TOUKA 6)
. aKO CTe aJleprHYHH KbM APYTH aHTHOHOTHIM KATO NEHHLMIMHK, LedaToCIOPHHH HITH

kapOareHeMH, Thil kaTo Moxe GH CTe aNepruiHH CBLUO H KbM MEPOTIEHEM

IpeaynpexaeHHsn H NPEANA3ZHH MEPKH

T'oBoperte ¢ Bamus nekap, npeau Aa u3nonssate MeponeHeM Anradapma:

. aKO MMaTe 3APaBOC/IOBHH NPOGIEMH — HATPHMED YePHOAPOOHH HiTH OBOpeUnH;
. aKko cnej MpueM Ha APYrd aHTHOHOTHLK CTe€ HMaJIH TEXKKa AHapH.

[To Bpeme Ha JieyeHHe C MEPOTIEHEM TECTLT BK 3a HaNM4Me Ha AHTHTENA, paspyilaBally YepBEHHTE
kpbBHH KieTkH (Tect Ha KyMbc) Moxe na ctane nonoxureseH. Bawusar nekap e o6cbau ToBa ¢ Bac.

Moxe 1a NoNyYMTe NPU3HALK W CUMITOMY Ha TEXKH KOXKHH PEakUHH (BX. TO4Ka 4). AKO TOBA CE CITy4H,
He3abaBHO roBopeTe ¢ Bamus Jekap WM MeAMLIMHCKA CECTpa, 3a 1a Bu ce NpuIioXkKKu CHMNTOMATHYIHO
JIeYeHHeE.

AKO He CTe CHI'YPHH ¥ HELIO OT OMUCAHOTO NO-rope ce OTHacA 3a Bac, obbpHeTe Ce KbM Bauius
jieKap, npeJH ja 3ano4HeTe aa npueMare Meponexnem Antadapma.

[Tpo6Gnemu ¢ yepHus Apod

AKO 3a6enexnTe NOKBLATABAHE Ha KOXKATa H OUUTE, CbpOex Mo KoxaTa, ThMHO OUBETEHA YyPHHA HIH
CBETJIO OUBETEHH H3NpaxxHeHHs, TpaOBa Aa kakerte Ha Bawna nekap. Tosa Moxe fa ca MPU3HALM Ha
yepHOAPOOHH npobneMy, 3a kouTo BaiuusT jiekap TpsOBa 1a NpOBEpH.

Jdeua

MeponeneM Antadapma He ce NpeNopbyBa 3a ynorpefa npy Aena nol 3 Mecela, TBH KATO
GesonacHOCTTa M epUKACHOCTTA Ha MEPONIEHEM NpH Jielia Nog 3-MecevHa Bbh3PacT HE €8 yCTAHOBEHH.

Jdpyrn nexapersa H Meponenem Anta®apma
Hudopmupaiite Bawus nekap, papMaleBT HIH MEIHLHKCKA CECTPA, aKO NPHEMATE, HACKOPO CTe
NnpHeMalld Wi € Bb3MOXHO Ja NPUEMETE APYTH JIEKapCTsa.

ToBa e Heobx0AMMO, T kaTo MeponeneM AntadapMa MOKE A3 OKa&XKE BIIHAHNE BbPXY ACHCTBHETO HA
HSKOM JIEKapCTBa M CHILO TAKa, APYTH JeKAapCTBa MOTAT Jia OKaXaT epexT BbpXy MeponeHeM
AnTta®apma.

T'oBopete ¢ Bauius fiekap WM MeJIMIMHCKATa CECTPa, aKO NPHEMAaTe HAKOE OT CICAHUTE NIEKApCTBa:

. [Ipoberenu (M3110J3Ba ce 32 NevYeHHe Ha ojarpa),

. BannpoeBa KKCeIHHA/HATPUER BANNPOAT/BANNPOMHUA (M3MON3BA CE 32 AEYCHHE Ha eMUJIENnCHA).
Meponenem Antadapma He TpaGBa Ja ce U3N0N3Ba, 3aIIOTO HaMaNABa eeKTa Ha HATPHEBHA
BaNMNpoar.

. IlepopanHo NpUNaraHy JeKapcTBa ¢ aHTHKOAryIaHTHO JeHCTBHE (M3MOA3BAHH 32 NPE

Ha 00pa3yBaHETO Ha KPBBHU ChCHPELM).




bpemenHocT, KbpMene H GEPTHIAHTET

AKo cTe OpemMeHHa WM NUIaHKpaTe 6peMeHHOCT, ochBeTBaliTe ce ¢ Baung nekap npeau ynotpedara Ha
TOBA JIEKApCTBO. 3a NPeANOYMTAHE € 110 BpeMe Ha GpeMEHHOCTTA Ja ce U36rBa MPHIOKEHHETO HA
MeporneHeM. BallinAT nekap we pelun aanu tpAGea 1a H3MoN3BaTe MEPONEHEM.

BaxHo e na ypenoMuTe Bawiua nexap npeau fa 3anodneTe na ynotpeGssate MEpPOMEHEeM, aKO KbpPMHUTE
HilH BBE3HaMEpABaTe 1a KbPMHTE. Malko KOMHYECTBO OT TOBa JIEKAPCTBO MOXE Ja [IPEMHHE B KbPMATa U
Ag OKQXC BAHUAHHME BLPXY KbPMAu€TO, NOpaaH TOBa, Baluusr nekap e peiu nany Tpsabsa aa
ynotpebapare MEponeHeM JOKATO KbPMUTE.

Io¢pupane u paGora ¢c Mamunu

He ca mpoBexaaHH Mpoy4BaHUs 38 eeKTHTE BBPXY COCOGHOCTTA 34 ogupane ¥ paboTa ¢ MaLIHHH,
Obaue, B cyyait Ha mwopHpane unu paboTa ¢ MaliMHK, TpAGBa 1a ce UMa MpeaBUI, Y€ NpHeMa Ha
MEPOMEHEM C€ CBbP3Ba C IN1aBOOO0HE M YyBCTBO HAa H3TPBIBAaHE UM OOAEKH MO KOXKATa (napectesun).
Beska OT Te3n HexenaHu peakuuy Moke a nosnuse Bammure crnocobHocTH ga wogupare Wil paborure
C MaIHHH. BE3MOXHO € Chilo A2 NPHYHHH HEBOJIHK MYCKYJIHH ABUXEHHA, BOACIUH 10 6Bp30 1
HEKOHTPOJIHPYEMO TPENEPEHE Ha TAIOTO (KOHBYJICHH), KOHTO OGHKHOBEHO Ca CBBP3aHH Cbe 3ary6a Ha
Ch3HaHKe. He mrogupaiite 1 He paboTeTe ¢ MalnHH, ako Haba101aBaTe Te3n eheKTH.

Meponenem Anra®dapMa chabLpKa HATpHI

Meponenem Antra®apma 500 mg: To3u nekapcTBeH npoAyKT cuabpxa 45 mg HaTpHil (OCHOBHA CLCTABKA
Ha roTBapckara/Tpane3HaTa coJ) BLB BCekH (akoH. ToBa KOMHUYECTBO € eKBHBANEHTHO Ha 2.3 % OT
NPENOPHYHTENHNA MAKCHMANCH THEBCH XPaHUTENEH NPUEM Ha HATPHii 32 BB3pacTeH

Meponenem Anra®apma 1000 mg: To3u nekapcTBEH NPOAYKT Chabpxka 90 mg HATpHi (OCHOBHZ
ChCTaBKa Ha I'OTBAPCKATA/Tpane3HaTa coJi) BhB BeekH diiakoH. ToBa KOJIHYECTBO € eKBUBAICHTHO Ha

4,5 % OT npenopbYMTENHNA MAKCHMANIEH AHEBEH XPAHUTENCH IPHEM Ha HaTpHH 3a BB3pacTeH.

AKO HMag 3a00.1siBaHe, KOETO H3UCKBA [1a KOHTPOJIMpATe NpHeMa Ha HaTpull, yBeaoMeTe 3a ToBa Bamus
nekap, papMaLeBT WK MEAUUMHCKA CecTpa.

3. Kak na usnonipare Meponenem Anta®dapma

BuHary Hanonspalite TOBa jekapcTBO kKakTo BH e kasan Baluust nekap, ¢papMaieBT WK MeJHLMHCKA
cecTpa. AKO HE CTe CHIYPHH B Hello, nonuTaiite Bamus nekap uay mequunHcka CeCTpa.

Ynotpefa nph BL3pACTHH

. Jlo3aTa 3aBHCH OT BHUAR M TEXKECTTA HA HHGEKIMATA, KOSTO UMATE, OT MECTOMOJIOKEHHETO i B
OpraHu3mMa Bu. BaluuaT Jiekap (e npeLeHH Kaksa e J03aTa, OT KOATO CE HYXKAaeTe.

. /losara 3a BE3pacTHH OOHKHOBEHO € MEXRY 500 mg (Munurpama) u 2 g (rpama). O6uKHOBEHO
fnosaTa ce npunara npe3 8 yaca. Jlozara Moxe na Bu ce npunara no-pagko, ako 6s6peunte Bu He
(QYHKUHOHKPAT HOPMAITHO.

Ynorpeba npwu JeLa U IOHOIIH

[lpu meuia Ha BB3pacT 3 U MOBede Meceua U A0 12 rofHIuHA BB3PACT [03aTa OGHKHOBEHO ce onpeaes
CIIOpEA BB3pacTTa M TENIOTO Ha AeTeTo. OOHyalinaTa Ao3a € Mexcay 10 mg u 40 mg Mepon
Anrta®apma Ha Bcekd Kunorpam (kg) Terno Ha aeteto. OGHKHOBEHO J03aTa Ce npuJiara
Ilpu neua, kouro Texar Hag 50 kg, ce npunara gozara 3a BE3pacTHH.




Kax aa u3noassare Meponenem Anra®apma

. Meponenem Anra®apma we Bu 6nae npumoxeH Kato MHKEKUHA WK HH(Y3Hs (BIHBaHE) B
rojisMa BEHa.

. Ob6ukHoBeHo MeponeHem Anta®apma e Bu ce nprnara ot Baums nekap unu MeavuuHCKa
cecrpa.

* Obave, HAKOH NAUKEHTH, TEXHH POAHTENHN HIH CONHOrAeAauH ca o6y4eHH Aa ro NpUIarar B
AOMAIIHH ycnoBua. MHCTPYKLHH 3a TOBA ca NpeJOCTaBeHM B Ta3M JIMCTOBKA B pa3fena
»FIHCTpYKIMH KaK Aa npujiarate Meponenem Anta®apma Ha cebe cu MM Ha JPYr HOBEK B
AOMAalIHH YCNOBHA . BHHaru vanosssaiite Meponewem AntadapmMa To4HO KakTo BH e kazan
BamusaT nekap. AKO He CTe CHI'YDHH B Helllo, nonuralite Bauus nekap.

. Baniara uibxexuus He Tpa0Ba Ja ce cMecBa MM J06aBs KbM Pa3TBOPH, ChABPKALM APYTH
JICKapCTBAa.

. NHXeKTHpaHeTO MOXE 13 MPOXBIDKH OKOMO 5 MHHYTH WM Mexay |5 W 30 MuHyTH. Bawtusr nexap
ule Bu kaxe kak jga npunarate Mepornenem AntadapMa.

. OOHMKHOBEHO HHXEKLMHTE C€ NIPABAT MO €AHO K CHLLO BPEME BCEKH JCH.

AKO CTe H3MO0JI3BAJIH NnoBeye 0T Heobxonumara 103a Meponenem Anta®apma
AKO Cny4aliHO M3Mn0J13BaTe 1034, 10-BHCOKa OT npeanHcaHata Bu, HesabasHo ce 06bpHeTe kbM Bawuus
NeKap HJIH KoM Hali-Onu3kata OoJHHMLA.

AKO cTe npomycHa/H a n3nona3Bate Meponesem Antadapma

AXO NpONnycHeTe HHXEKUHS, T4 TpA6Ba na Bu ce Hanpasu Bp3MoKHO Hai-Gbp30. Bee nax, ako
HabJ1MXcaBa BpeMETo 3a CeABaiaTa Bu uikekuys, nponycuere sabpaseHara.

He npunaraiite nsoiiHa 1032 (ABe HHXEKUHH €IHOBPEMEHHO), 3a 1a KOMIIEHCHpATE MponycHaTaTa a03a.

AKo cTe cnpesd ynorpebaTta Ha Meponenem AnTadapma
He caupaiite npunoxenuero Ha MeponeHem Anta®apma, Jokato Balunar nekap He Bu kaxe 1a
HanpasvTe TOBA.

AKO UMAaTe HAKAKBH JOMBJHUTEIHHU BBIPOCH, CBBP3aHH ¢ ynoTpefara Ha TOBa NexapcTBo, MOMHUTANTE
Bawusa nekap MM MEIULIMHCKA CeCTpa.

4. Bb3iMOXKHHE HexXeNaAHM PeaKUHH

KaxTo BCH4KH JIEKapCTBa, TOBA JIEKAPCTBO MOXE 1A NPe/IM3BHKA HEXENIAHH PEAKIMH, BHIIPEKH Y€ He
BCEKH ' MOJIy4aBa.

Texxkn afiepruudy peakuuH

AKO BMaTe HAKOH OT TE3H NMPH3HALM U CHMNITOMH, He3abasHo yBeqoMere Bamns jexap uau
MeJHUHHCKA cecTpa. Moxe a ce HyXaeTe OT CelHO MeJULIHHCKO JieueHue. [IpusHanuTe U
CHMIITOMHTE MOTaT A4 BK/IIOUYBAT BHE3ANHO pa3BHUTHE HA'

. Texxpk 0OpHB, ChpOeX HIIH YPTHKH MO KOXATA.

. [Tonysane Ha NUUETO, YCTHHTE, €34KA WM APYTH YaCTH HA TAIOTO.
. 3a1yX, XpUIITEHE HJIH 3aTPYyAHEHO JULLIAHE.

. Cepro3HM KOXKHH PEAKIHH, KOHTO BK/IHOUBAT

© TeXKH peakLHH Ha CBPBXYYBCTBHTENHOCT, BKIIOUYBALLW TPEeCKa, KOXXeH OOpUB U NMPOMEHH B
KPLBHHUTE TECTOBE, KOHTO NpOBEpABAT PyHKUHUTE HA YepHusa aApob (yeeanue
YEPHOOPOOHUTE EH3UMHU), YBeAMYaBaHe O6pod HA onpeliesicH BH Oelu Kp
(eosuHOMMIHA) H yBenuueHU TUMPHH Bb3nd. ToBa Morar Ja 6s1aT npu




MYJITHOPraHHO CEHCUTHBHO HAPYLIEHHE, H3BECTHO KATO IEKAPCTBEHA peaklMs, CBLp3aHa ¢
€03HHOHNKA U cHCTeMHY cUMNTTOMH (DRESS cunapom).

o Texbk OOpHUB C UEPBEHH OAYTHHH H MEXYPH, KOUTO CbAbPXKAT FHOH, HNIM N3NPUIUEHA UM
JIOLLIEN]A CE KOXKa, BEPOATHO NMPHAPYKEHH OT BUCOKA TeMIiepaTypa U OOMKU B CTaBUTE.

© TexKH KOXXHH OOpUBH, KOUTO MOTAT Jia Ce NMPOSABAT KaTO YepPBEHUKABH NPBCTEHOBH IHU
NETHA, YeCTO ¢ MEXYPH [10 TSUIOTO, JIOLIEINA ce KOXa, A3BH B YCTATA, 'LPAOTO, HOCA,
FeHUTANTMHTE H OYUTE W MOraT Ja ObpaaT npeluIeCTBaH® OT TPecKa U rpHonoaobHu
CUMIMTOMH {CHHAPOM Ha CTHRBLHC-J[PKOHCHH) HITH MO-TexKa dopMa (TOKCHYHA enuaepMaTHa

HEKPOJIU3a).

Bure3zanna 6onka B repaure, KOATO MOXeE J1a € MPH3HAK HA MOTEHI[HAJTHO CEPHO3HA AJIEPrHYHA peaKiiys,
HapedyeHa CHHApoM Ha KyHuc, e HabmoaBada u npH Xpyry JEKApCTBA OT CHLUHSA THI. AKO TOBA Ce
CITy4H, He3abaBHO C€ KOHCYNTHpaNTe ¢ IeKap HIIH MEIHLIHHCKA CecTpa.

YBpexgane H3 YEPBEHHTE KPbBHH KJIETKH (¢ HEH3BECTHA 4€CTOTA (YeCcTOTaATa He MOXKe a ce
onpene/iH OT HAJTHYHHTE NAaHHH))
[Ipu3ranuTe ca:

» HeoyakBaH HEOCTHUT HA BB3AYX;
o UepBeHO MM KaQABO OLBETEHA YPHHA.

AKk0 3abenexnuTe Helllo OT ONHCAHOTO N1O-TOpe, He3abaBHO ce CBbPXKeTe ¢ JieKap.
Jpyru Bb3MOXKHH HEXeJaHH PEeaKl M Ca;

Yectu (MoraTt Aa 3acerHar Ao 1 Ha 10 aywmn)

bonku B 0bnacTTa HA KOpeMa (CToMaxa)

UyBCTBO HA rafcHe (MOBAUraHe)

[lIoBpbiaHe

Huapus

['naBoGoinue

KoxHu obpusH, ceplexu Mo koxara

bonka u sp3naneHue

[ToBuweH 6poit TpOMOOLINTH B KpBBTA BH (YCTaHOBSBA C€ NPH HU3CNcABAHE HA KPbBTA)
[IpoMeHH B KpBEBHUTE U3CNIEABAHHA, BKNIOUYHTENHO U HA NOKA3aTeNH 3a QyHKUKATA HA YepPHUA
Apob

HeuecTHu (MoraTt aa 3acersar g0 1 Ha 100 aywmn)

¢ [IpoMenu B kpbBTa BH. Bratoysar noruxasaHe Ha Opos Ha TpOMOOLIUTUTE (TTOPAAH KOETO MOXE
Mo-n1eCHO Aa Bu ce noABsBaT KpBBOHACAAAHHS ), MOBULLABAHE HA OpOs HA HAKOH Oe)H KpbBHH
KNeTKH, NOHHKaBaHe Ha Opod Ha Apyru 6e/M KpbBHH KJIETKH H MOBHIICHH CTORHOCTH Ha
BELIECTBO, HapeueHo ,,O0unupybun”. Ot Bpeme Ha BpeMme BaiwnaTt nekap Moke aa Bu nposexna
KpPbBHU H3CNEBAHHA.

[IpoMeHH B KPBBHHTE TECTOBE, KOUTO Ca NTOKA3aTE/MHH 3a OpOpedHaTa QpyHKINS
YyBCTBO Ha U3TPBIBAHE (MpPAaBYYKaHE)

Hudekuun Ha ycrara (MIEUHHIIA) WK HA BIAMAMINETO, HPHUMHEHH OT I'bOHYKH
Bob3naneHue Ha 1e6€noTO YEpBO C ANApHA
Bo3naneHue Ha BeHaTa B MACTOTO HA HHXEKTHpaHe HA MeponeHem Anradapma




. Ipyru npoMeHu B KpbBTa Bu. CuMnToMuUTE ca yecTH HHGEKLUHH, BHCOKA TEMNIEPATYPa H
Bh3nayeHo repo. Ot BpeMe Ha Bpeme Baust nexap moxe na By nposexna KpeBHH
M3CJICIBAHUA.

. BHe3anHa nofABa Ha TEXBK 00PHUB UIH MEXYPH IO KOXAaTa UK DeneHe Ha koxaTta, KOHTO MOXe Ja
ca CBIIPOBOACHHU ¢ BUCOKA TeMIepaTypa H OOJIKH B CTaBUTE,

. [ToHHkeHH HHBA Ha KaJIUi B KpBBTA (KOSTO MOKE J1a Npeu3BHKa C1ab0oCcT, MYCKYTHH KpaMIIH,
MpaBYYKaHe H HapyUICHHS HA ChpJCUHUS PHTHM).

. [Tpobnemu ¢ yepHus apoO. ok bATABaHE HA KOXATA M OYHTE, CBPOEK MO KOXKATa, TBMHO
OLBETEHA YPHHA WJIH CBETAO OUBETCHH U3NPaXKHEHUA. AKO 3a0€1€XKHUTE TE3U NIPH3HALK UM
CHMIITOMH, He3a0ABHO OTHJIETE Ha JIeKap.

Penkn (Morart ga 3acernat ao 1 Ha 1 000 aymu)
° [Ipunagsuu (repyoBe)
. OcTpa nesopueHTalLlUa B 0OBpKBaHEe (ASTIHPUYM)

AKO HAKOS OT HEXeNaHUTE NIEKapCTBeHU peakliHi CTaHe Cepruo3Ha UK 3abenexure APYrH, HEOMHCAHHU B
Ta3H JTUCTOBKA HEXEJIAHH PEeaKLWH, MO YBeaoMeTe Bamus nekap MM MEIHUHHCKA CECTpa.

CrofmapaHe Ha HeXKeJaHH PeaKiHH

AKO NoNyuuTe HAKAKBH HEXENAHU JIEKAPCTBCHH PEaKUMH, yBenoMeTe Bauius nexap Und ¢apMauesT.
ToBa BkII0OYBa BCHUYKH BB3MOXKHH HEONUCAHHU B Ta3H JIMCTOBKA HEXENAHH peakuuu. Moxere IO a
ChODLINTE HEXETAHU peaKLMH JUPEKTHO 4pes:

H3npaHHATENHA areHUKs Mo JEKapcTBaTa

yi. ,,Jlaman I'pyes” Ne 8

1303 Codus

Ten.: 02 8903417

yebcaliT: www.bda.bg

Kato choblnaBare HexxenaHH peakilui, MOXETe Ja JafeTe CBOs [MPHHOC 32 NOJy4YaBaHE HA MOBeYe
HopMalHa 0OTHOCHO He30MacHOCTTa Ha TOBA JIEKapCTRO.

5. Kak aa cpxpanasarTe Meponenem Antadapma

Jla ¢ce cpXpaHsaBa Ha MACTO, HEAOCTBHITHO 34 AeLa.

He n3non3sBaiiTe TOBa IEKAPCTBO CNEll CPOKA HA TOAHOCT, oTOENsA3aH BbPXY KapTOHEHaTa ONakKoBKa H
€THKETa CNel| ChKpalleHHeTo ,,J 'onen 1o” (EXP). CpoxhT Ha FONHOCT OTroBaps Ha NOCAEAHHUS JEH OT
NMOCOYEHHS MeceL,

Ha ce cbxpanasa nox 30°C,

Huxexkuua

Cnen pastBapsiHe: [IpHrOTBEHHUTE pa3TBOPH 32 MHTPABEHO3HA MIKEKLIMS TPAOBa [1a C€ H3NOJI3BaT
HesabasHO. UHTEpRATET OT BpEME MEXAY HAYalOTO Ha pa3TBApAHETO M Kpasd Ha MHTPABCHO3HATa
HHXKEKIUA He TpabBa na HaABHINABA:

3 yaca nmpy ¢pXpaHeHue noxy 25°C;
s 12 uaca pH cbXpaHeHHe B XNaAuNHHUK (2-8°C);




Hugy3nsn
Cnen pastBapsaHe: [IpHroTBEHHUTE pa3TBOPH 33 HHTPABCHO3HA HH(Y3UA TpAOBa na ce U3Noa3Bar

He3a0aBHO. VIHTepBaIbT OT BPEME MEXAY HAa4aNnoTO HAa pa3TBAPSHETO U Kpas Ha HHTPaBEHO3HATa
HHXEKLHA He TpI0Ba 1a HaIBUILABA:

e 6 yaca npu cexpaHeHHe o 25°C koraTo MeponeHeM € pasteopeH ¢ 9 mg/ml (0.9%) pasteop Ha
HATPHEB XJIOPH] 32 UH(DY3HA;

e 24 yaca npH ¢bXpaHeHKe B XutaaunHuK (2-8°C) xorato MeponeHeM € pa3TeopeH ¢ 9 mg/ml (0.9%)
pa3TBOp Ha HATPHEB XIOPHA 33 HHQY3HUS;

® KOraro MeporneHeM e pasteopeH ¢ 50 mg/ml (5%) pasTBop Ha riioko3a (IeKCTpo3a) 3a HHpY3HA,
pa3TBOPLT TPAOBA A4 ¢ U3Noa3Ba He3abaBHO.

Ot MEKpOOHOJIOrHYHA I'JIeHA TOYKA, OCBEH aKO METO/ia 3a OTBapAHE/ IPUIOTBAHE/pa3TBAPAHE H3KITIOUYBA
PUCK OT MHKPOOHOIOTHYHO 3aMbpPCABaHE, IEKAPCTBEHUSAT HPOAYKT Tps0Ba 1a ce u3nonisa HesabasHo.

AKO He ce M3nmon3Ba He3abaBHO, BpEMEeTO M YCIOBHATA HA ChXPaHEHHeE ca OTMOBOPHOCT Ha norpebutens.

[IpuroTBEHUAT pasTBOP Aa HE CE 3aMpa3ssBa.

He nanonssalite nekapcTBEHHS NPOAYKT, ako 3afenexuTe Haluyde Ha YaCTHYKH HJIM POMSAHA B LBETA.
Tpabea na ce usnon3sa caMo BUCTBP, Ge3lBeTEH AO XBAT Ha LBAT pa3TBop, 6€3 BUAUMH YaCTHLH.

He n3xpppasiite nexapcTBara B KaHANKU3aLMATA M B KOHTeHHepa 3a AoMalHK otnaasuH, [Tonuralite
Bamnga papMalleBT KaK A3 H3XBBPJATE JIEKapCTBaTa, KOUTO BEYE HE U3N0/3BaTe. T€3U MEPKH e
CHIOMOTHAT 32 ONa3BaHe Ha OKOMHATA cpela.

6. CohabpKaHue HA ONAKOBKATA H JONBJIAHHTEIHA HRDOpMAaLHS

KakBo cbpabpixa MeponeneM Anta®apma
- AKTHBHOTO BELIECTBO € MEPOIEHEM.
Bceeku QnakoH ChAbpkKa MEPONIEHEM TPHXHApAT, ekBUBajieHTeH Ha 500 mg MeponeHeM.

Bceku (nakoH cbaAbpka MEPONEHEM TpHXHApaT, ekBuBaieHTeH Ha 1000 mg MeporneHeM.

- Jlpyrara cs¢TaBKa ([IOMOLIHO BELUIECTBO) € HATpUEeB kKapOoHaT.
Kak usrnexaa Meponenem AntTa®apMa 4 ChALPKAHNE HA ONAKOBKATA

MeponeneM Anta®apma e Oa1 10 61e10 KBIT KPUCTANIEH ITpax 3@ HHXEKUHOHEH/MH(Y3HOHEH pa3TBOp
BbB (PJIAKOH.

Cnen pasTBapsiHe, JEKapCTBEHHAT NPOAYKT NMPEACTABNAABA OUCTLP Pa3TBOP, 0E3LUBETEH A0 XBJAT HA LIBAT.

MeponeneM Anrtadapma 500 mg:
ban po O1eno XbJIAT KPHCTAJICH [Ipax B IIpo3payuHH, Oe3lBeTHH CTEKICHH ¢daakoHy knac [II ot 20 ml, ¢

ryMeHa sanymanka (6pomMOyTunosa, ¢ guaMersp 20 mm) M BHOJETOBO OTHYIBALLIO ce Kanayve (OT
[1aCTMAca HIIH aTlYMHHHH ).




MeponeneM Anta®@apma 1000 mg:

bsn 10 6140 KbaT KPUCTAIIEH MpPaX B NPO3payHH, Ge3uBeTHH cThKNeHH pnakonu knac I ot 20 ml, ¢
rymena 3anyianka (0poM0yrunoea, ¢ quamersp 20 mm) U CHBO OTUYNEBALLO Ce Kanaye (OT [iacTMaca

WK anyMHH#HI).

To3u nexapcTBeH NPOAYKT ce npeanara B oNakoBKkH OT 1 umm 10 dnaxona.

He BCHYKH BHOOBE OMaKOBKX MOraT Aa OBAaT nMycHaTH B mpoaax6a.

IIpuTexcaTen HA paspelieHHeTO 3a ynoTpefa H nNpoH3BOAHTE

IlpuTexaTen ua paspelieHHETO 33 ynorpeba

Apta Medica Internacional d.o.o.

Likozarjeva ul. 6,
1000 Ljubljana,
CrnoseHus

IlpousBoaHTEN

ACS Dobfar S.p.A.,

Nucleo Industriale S. Atto (loc. S. Nicold a Tordino),

64100 Teramo,
HAranus

To3u nexapcTBEn NPOAYKT e pa3peluen B cTpann-wiekkH ot EUI noj cieanATe HAHMEHOBaAHMS:

ABCTpHS:

bbarapus
XbpBaTus:
YHrapus:

CrnoBeHus:

Kunsp

Yemka penybnuka
Manra

[lonia
PyMBbHus

CnoBakus

Hopeerus
HIpeuns

DuHNaHIus

Meropenem AptaPharma 500 mg Pulver zur Herstellung einer Injekti onsldsung
oder Infusionsl8sung

Meropenem AptaPharma 1000 mg Pulver zur Herstellung einer
Injektionsldsung oder Infusionsldsung

Meponenem Anra®apMa 500 mg npax 3a HHKEKUHOHEH/UH(Y3HOHEH Pa3TBOp
Meponenem Anra®apma 1000 mg npax 3a MHXeXUHOHEH/MHGY3HOHEH PasTBOD
Meropenem AptaPharma 500 mg pradak za otopinu za injekciju ili infuziju
Meropenem AptaPharma 1000 mg pradak za otopinu za injekciju ili infuziju
Meropenem AptaPharma 500 mg por oldatos injekciéhoz vagy infuiziéhoz
Meropenem AptaPharma 1000 mg por oldatos injekciéhoz vagy infizibhoz
Meropenem AptaPharma 500 mg pradek za raztopino za injiciranje/infundiranje
Meropenem AptaPharma 1000 mg praek za raztopino za
Injiciranje/infundiranje

Meropenem AptaPharma 500 mg powder for solution for injection/infusion
Meropenem AptaPharma 1000 mg powder for solution for injection/infusion
Meropenem AptaPharma

Meropenem AptaPharma 500 mg powder for solution for injection/infusion
Meropenem AptaPharma 1000 mg powder for solution for injection/infusion
Meropenem AptaPharma

Meropenem AptaPharma 500 mg pulbere pentru solutie injectabild/perfuzabila
Meropenem AptaPharma 1000 mg pulbere pentru solutie injectabild/perfuzabila
Meropeném AptaPharma 500 mg pradok na injek&ny/infizny roztok
Meropeném AptaPharma 1000 mg pra¥ok na injek&ny/infuzny roztok
Meropenem AptaPharma

Meropenem AptaPharma 500 mg pulver till injektions-/infusionsvit
Meropenem AptaPharma 1 g pulver till injektions-/infusionsvétsk
Meropenem AptaPharma 500 mg injektio-/infuusiokuiva-aine liu
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Meropenem AptaPharma 1 g injektio-/infuusiokuiva-aine liuosta varten

Hunepnangus Meropenem AptaPharma 500 mg poeder voor oplossing voor injectie/infusie
Meropenem AptaPharma 1000 mg poeder voor opiossing voor injectie/infusie
Hanus Meropenem AptaPharma

JlaTa Ha MOCJIETHO Npepasraexaane Ha aucroskarta: 05 cenremspu 2025 T,

CoBer/MeaHIHHECKO 00yUueHHe

AHTHOHOTHILIHTE Ce H3NMON3BAT 3a JIeYeHUE Ha HHPEKUHH, TPUUMHEHHU OT OAKTEPHH U HE Ca €QEKTHBHH
npu HHGEKLHH, IPHYHHEHH OT BUPYCH.

[Tonsxora uHGEKUUH, TPUUHHEHH OT OaKTepHy, HE Ce NOBIMSBAT OT JIEYEHHETO C aHTHOWOTHK. EnHa oT
Half-uecTHTE NMPHYMHH Aa CE CIIy4H TOBa €, 4e OaKTepHHUTe, KOMTO NPUYMHABAT HHPEKLHATA, Ca
pe3ucTeHTHH (YCTOHYMBH) HA aHTUOHOTUKA, KOHTO ce H3nmo3Ba. ToBa 03HAYaBa, Y€ T¢ MOraT Ja OUC/IeAT
1 IOpH Aa C€ pa3MHOXABAT, BBNPEKH MPHIOKEHUETO HA aHTHOMOTHKA.

Bakrepuute Morar a pa3BHAT PE3UCTEHTHOCT CNPSAMO AHTHOHOTHUHTE NOpajH MHOTO NPHYHHM.
BHUMATENHOTO U3I0/I3BaHe Ha aHTHOHOTHLIHTE MOXE Aa COMOTHE 33 HAMAJIABaHE Ha PHCKa OT Pa3BHTHE
Ha baKTepHaiHa PE3UCTEHTHOCT CNPAMO THX.

Koraro Bawmusr nekap Bu nipeanuine kypc Ha nedyerue ¢ aHTUOHOTHK, TON € NIpeABUICH 3a JISYEHHE CaMO
Ha HacToAmOTO Bu 3a6onsasane. O6bpHETe BHUMAHKWE HA CICAHHTE ChBETH, KOUTO 1€ TOMOTHAT 3a
MpeJOTBpaTABAHE HA pa3BUTHE HA PE3UCTEHTHH DaKTEpHH, KOUTO MOraT Jia IpeyCTAHOBAT AEHCTBHETO Ha
aHTHOHOTHKA,

1.  MHOro e BaXHO Ja npueMare aHTHOMOTHKA B TOYHATA J03a, B IPABKJIHOTO BPEME H 38 TOUHHA
Opoii qum. [IpoyereTe HHCTPYKUHNTE B JIUCTOBKATA U, aK0 HE pazbupare Hello, IToMoeTe JieKaps
wiH dapmatiesta cu aa Bu obsacHAT.

2. He Tpsabsa aa npueMarte aHTHOHOTHK, OCBEH ako He € NPEANHCaH cneurantHo Ha Bac, kato TpsadOsa
[a ro U3MmoJ3BaTe caMo 3a JIEYECHUE HA HH(EKLUATA, 32 KOATO € NPEANUCaH.

3.  He TtpafBa na npuemate anTUOKHOTHK, KOKHTO € peaAnHCcaH Ha ApYrd Xopa, AOPH H Te Ja ca HMallu
cxonHa ¢ Bawara uHdexuus.

4.  He tpafBa ja npeaocTaBsTe Ha ApYyrd Xopa aHTHOMOTHLIM, KOMTO Ca Npeanycati Ha Bac.

5. AKO cles npUKIIOYBaHeTO Ha npeanucaHusa Bu ot Baiuus nekap Kypc Bu e ocradan aHTHOHOTHK,

Tpa0Ba 4 ro 3aHeCeTe B ANTEKA 3a NPaBUJIHO U3XBBPJISHE.




IMocouenara no-g0ay HHpOPMAUHS € NPeIHAZHAYEHA CAMO 328 MEAHIHHCKH CTIEUHAJTHCTH:

3a mbiIHA HHGOPMALINA OTHOCHO NO3HPOBKATA, NPEAYNPEKACHHATA H NPEANAa3HHTE MEPKH H T.H., MOJIA,
BHkTe KpaTkara xapakTepUCTHKA Ha MPOAYKTA.

HHCTPYKIUHH KaK A2 npunarate MeponeHem Antadapma Ha cebe ¢ HIIH HA APYT YOBEK B

NOMAIIHH YCJIOBHS
Hsxou nauueHTH, poAuTeNH U 6onHorneaauu e opaar obydeHH Aa npunarat Meponesem Antadapma

B JOMAIIIHH YCJIOBHA.

IpeaynpekaeHue — B JOMAUIHE YCJIOBHS TP(Ba na NpHIAraTe TOBAa JIEKAPCTBO CaMH HA cebe cu
HJIH HAa APYT Y0BeK caMO CJIe] KaTo cTe 00yueHH OT JieKap HJIH MeJRIHHCKA CecTpA.

Kak 1a npHroTBuTe JIEKApCTBOTO

E.J'I

10.

11.

12.

JlexapcTBOTO TpAOBa Aa & CMECH ¢ ApYra Te4HOCT (pa3TBopuTen). Bauusat nekap we By kaxe
KaKBO KOJHMYECTBO OT Pa3TBOPUTENSA Na H3MON3BATE,

Hsnon3paiiTe nekapcTBOTO HezabaBHO criej npuroTBsHeTo My. He 3ampasssaiiTe pasTBopa.

HamuiiTe ¥ noacylere MAOro xobpe pouere cd. [loaroreere cu udcT padoTEH MIOT.
HUssanere dnakon Meponenem Anradapma oT orakoBkara. Ornenaiite ¢pnakoHa u rposepere
CpoKa Ha roAHoCT. [IpoBepere xanu uenocTTa Ha PaakoHa € 3ara3eHa | Jajli He € HapyLueHa.

OTcTpaHeTe 3anedaTaHaTa Kanayka i NOYMCTETe MyMEHaTa 3anyiiaika ¢ TaMIoH, HAMmoOeH ¢

ankoxon. M3uakalite ryMeHaTa 3anyiajika ja U3CHXHE.
[TocTaBeTe HOBa CTEPU/IHA UIJla HA HOBA CTEPHIIHA CTIPHHLOBKAE, Oe3 Ja JOKOCBATe KPAaHLATa HM.
Hsternere npenopbYaBOTO KOJHYECTBO OT CTEPUIHATA ,,Boja 32 HHKEKIMH ™ B CIPHUHIIOBKATA.

HeoGxoquMoOTO KOMHUECTBOTO TEUHOCT € AaAeHo B Tabmuuara no-a0oJy:.

| Mosa MeponeHeM Anta®dapma

1000 mgﬂunnrpama)

Koanuectso ,,Boaa 3a vHxeKLIMH, HE0OX0AUMO 34

pasTBapsHe
500 mg (Munurpama) 10 ml (MununuTpa)

[TocTaseTe UrnaTa Ha CIIPHHIOBKATA U NPe3 UEHTLPA HA I'YMEHA 3anyluaika HHXKEKTHpanTe

20 ml (MuaunuTpa)

MpenophbUYaHOTO KOJMYECTBO BOJA 32 HHXKEKLUH BbB hrakoHa/ute MeponeHeM AntadapmMa.
H3sagere urnata ot ¢pJaakoHa U ro pasknarere godpe B NpoAb/LKEHHE HA OKONO 5 CEKYHAH HIH
IOKATO NpaxbT ce pasTBOpU M3LA10. OTHOBO MOYKHCTETE CHBATAa 'YMEHA 3anyllajika ¢ HOB HanoeH
C aJIKOXOJ TAMITOH M M34aKalTe 3amyluajikara 5a H3ChbXHe.

N36yraliTe OyTanoro Ha CIpHHIOBKATA A0 Kpas M OTHOBO BKapawTe uriara rpe3 ryMeHara

sanyanka. Ciejx ToBa 3aJpbKTE CIPHHIOBKATA U (/1akoHa O0BLPHATH HAZOJY.
VYBepere ce, He BBPXBT Ha HTJIATa € B TEYHOCTTA, H3TETIETe Oy TANOTO H U3TETNETE LANaTa TEHHOCT

OT (pJ1IaKOHA B CIPHHLIOBKATA.

HM3Banere Uriaata v CIPHHIOBKATA OT (DJaKOHA U U3XBHPJIETE NMpasHus (paaxoH Ha Oe30nacHo

3afpukTe CIPHHILOBKATA MpaBa, ¢ BbPXa Ha Wryata couell Harope. Ilouykalite no cn
3a J]a MOXe, aKO B Hefl HMa MeXypyeTa, T Ja M3MJIyBaT B ropHaTa H 4acr.
C nex HaTUCK HA OYTalOTO OTCTPAaHETE BCHUKHA Bb3AYX OT CIPHHIIOBKATA.
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13. Ako usnonssare MeponeHeM Anta®apMa y JoMa, U3XBBbPJIETE BCHYKHA MUIIH H HHPY3KOHHH
CHCTEMH, KOMTO CTE H3NOJI3BAIH, MO MTOAXOAA HAYHH. AkO Bawmar nekap peuwn aa cnpe
neYyeHHeTo BH, U3XBLPIETE HEU3NQI3BAHOTO KOoMuuecTBO MeponeHeM AnradapMa no noaxomsi
HAYHH.

AnxexrHpane

ToBa NeKapCTBO MOKE A4 C€ HHXKCKTHDA NPE3 KbCAa KaHK)JI1a HITH aﬁoka'r, HIIN IIPE3 HHTPABCHO3CH HGDKEIT,
NMOPT UJIKH UEHTPAJICH BCHO3CH ITBT,

HmxexTupane Ha MepomieHeM AnTa®apMma npe3 Kbca KaHioaa uau abokar

1.
2.

MaxHeTe urinara OT CIPHHLIOBKATA M A U3XBBPJIETE BHHMATENHO B KOHTEHHEDA 34 OCTPH NpeIMeTH.
[louucrere Kpas Ha KbCaTa KaHIONA UM abOKaTa ¢ TAMITOH, HANOEH ¢ aNKOX0J K U3vyakaiTe na
M3cbxHe. MaxHeTe Kana4ykara Ha KaHIoJiaTa H CBBPKeTe CIIPUHIIOBKATa KbM Hesl.

baeHO H30yTaliTe OyTanoTo Ha CIPHHIIOBKATA, Taka Y€ 1a HHXEKTHpaTe aHTHOHOTHKA ¢
pPaBHOMEPHA CKOPOCT 3a OKOJIO 5 MHHYTH.

Cnen xaTo CBbpLUKTE ¢ HHDKEKTHPAHETO Ha aHTHOHOTHKA U CIIPHHLIOBKATA € Npa3Ha, MaXHeTe
CIIPHHLIOBKATA W MPOMHUATE KaHIONATA Taka, KakTo Bu € npenopbuano oT Baluus nexkap Ui
MEAUIMHCKA CecTpa.

3aTBOpETE KANa4yKaTa Ha KaHI0J1aTa i BHHMATEIHO H3XBBPJIETE CIPHHIIOBKATa B KOHTEHHEpa 3a
OCTPH MPEAMETH.

Huxexrnpane Ha Meponenem Antad®apma Ipe3 HHTPAaBEeHO3€H NOPT HJH LEHTPAIEH BEHO3EH NbT.

1.

2.

MaxHere kanauykaTa Ha IopTa UM LEHTPATHHUA BEHO3€EH ITBT, MOYHCTETE Kpasi MY C HanoeH C
aJIKOXOJ TAMIIOH M M34aKaiTe Ja H3ChXHE.

Cpppxkere cnpuHLOBKaTa U 6aBHO H30OyTaliTe 6yTaNnoTO HA CIPUHUOBKATA, TAKa Y€ Ja
HHXXEKTHpaTe aHTUOMOTHKA ¢ paBHOMEPHA CKOPOCT 32 OKOJIO 5 MUHYTH.

Cnen kaTo CBBPIUNTE ¢ HHXEKTHPAHETO HA aHTHOWOTHKA, MAXHETE CIIPHHLIOBKATA H TPOMHMTE
TaKa, KakTo BH e npenopbsyaHo oT Balltug nekap HiIH MEAHLIMHCKA CECTpa.

[IocraBeTe HOBAa YHCTA Kanayka Ha LISHTPANHHA BEHO3CH MBT H BHHMATE/HO H3XBBPJICTE
COPUHLIOBKATA B KOHTEHHEPA 32 OCTPU OTMAABLH.

11




