JIMCTOBKA: MHOOPMALIMS 3A MOTPEBUTENS LIAL S0 /9 Ao

Meponenem Kuay 1g npax 3a nmxekunonen/undysuonen pasteep Z/0 13~ [ 7 -[7- 2[]25
Meropenem Qilu 1g powder for solution for injection/infusion |

MeponeHem
(Meropenem)

[IpoyeTreTe BHHMATE/HO UAJIATA JJHCTOBKA NpPe/IH J1a 3al04HeTe Ja NpHeMaTre TOBa JIEKAPCTBO, Thii
KATO TH ChAbpAKa BaxkHa 3a Bac undpopmanus.

- 3anazere Ta3H JUCTOBKA. MosKe /1a ce HaJI0KH J1a s NPOYeTeTe OTHORO.

- AKO UMaTe HIKAKBH JIONBJIHUTEIHH BBIIPOCH, NnonuTanTe Baiuusa nekap, ¢papMaueBT WK MeIMIIMHCKA
cecTpa.

- Tosa siekapcTBO € npeanucaHo JU4YHO Ha Bac. He ro npeorcrenpaiTe Ha apyru xopa. To Moxke na um
HaBpe/IM, HE3aBUCUMO OT TOBA, Y€ TEXHUTE CUMIITOMM ca ChIIMTE KaTo Bawure.

- AKO 110JIyYHTe HAKAKBH HEKEJIaHH JIEKApCTBEHHU peakuuu, yeeaoMere Bawius nekap, ¢papmaneBT WU
MEJMIIMHCKA cecTpa. ToBa BK/IIOYBA MU BCHYKHM BB3MOKHM HEKeEJaHM peakLMH, HEONHUCAHHW B Ta3H

nucTtoBka. BukTe Touka 4.

Kakso ChbABP/AKA TA3H ITHCTOBKA!

KakBo npejcrasnssa Meponenem Kuiy ¥ 3a KakBO ce M3I013Ba
KakBo TpsiOBa na 3Haete, npeau aa npuvemare Meponenem Kuny
Kak na npuemare Meponenem Kuny

Bb3MOKHHM HEXKETaHU peaklvu

Kak na cexpansaBate Meponedem Kuny

ChabprkaHUE HA OMNAKOBKATa M JOIMBbJIHUTEIHA HHpOpMaLUS

h L b ) P —

1. KAKBO IIPEACTABJISIBA MEPOIIEHEM KHUJIY U 3A KAKBO CE U3ITOJI3BA

MeponeHemM Kuiy cbabpka aKTHBHOTO BEILUECTBO MEPOINEHEM M MPHHAUIEKH KbM rpyna JieKapcTsa,
HapedyeHU kapOarieHeMOBHU aHTHOMOTHMLM. [lelicTBa kato yOuMBa OakTepuMTe, KOMTO MOraT ja NMPHYHHSAT
CEPHO3HU UH(DEKLIHH.

MepornieHem Kuily ce u3nossBa npv Bb3pacTHU M J€lla Ha BBb3pacT Ha M Haa 3 Mecela 3a JieYeHHe Ha
CJIeIHUTE HH(EKLIHH:

HHdexkumm, kouTo 3acsarart dOeaure 1podoBe (MHEBMOHHS)

* benoapodbHn u OpoHxuasiHM MHPEKUMHM nNpH TAUMEHTH., CTpajallld oOT KHMCTo3Ha (ubposa
(HacaeACcTBEHO 3a0o0sBaHe, NpU KoeTo denurte ApodOBEe U XpaHOCMMUIIATeIHAaTa CUCTEMA MOrar Ja ce
3arnyluaT ¢ 'bCTa, JICrKaga cijys)

VYCI0KHEHU HHPEKLIMA HA MUKOYHUTE MBbTHIIA

*  VYciao0kKHeHM HHODEKLUMH B KOpeMHaTa KyXHHa (cToMaxa)

*  HHpekuHH, KOUTO MOraT aa ce pa3BHAT MO BPEME Ha WIIHM CJIeJ paXaaHe

*  YC/10KHEHU HH(EKLUMHU Ha KOKaTa U MEKHUTE ThKaHH

*  OcTtpa DakTepuaiiHa UHPEKIIUA HA MO3BKA (MEHHUHTHUT)

ToBa siekapcTBO MOX€ J1a ce M3I10/13Ba IPU JIEYEHHUE HA MALMEHTH C HeyTponeHus (¢ otciabeHa UMYHHA
CUCTEMA) C TPECKa, 3a KOATO Ce M0/03Mpa, ye ce JAb/KH Ha DaKkTepraiHa HHEKLIMSI.

MeponeHem Kuiy Moke 1a ce M3roJ3Ba 3a jJjeyeHue Ha OaKkTepHaTHU HHDEKIIMM Ha KPbBTa, KOUTO MOXKE J1a
ca CBbP3aHM C HAKOH OT ropenzdpoeHuTe HHDEKLIMH.



2, KAKBO TPABBA JA 3HAETE, IIPEIA JA M3ITIOJ3BATE MEPOIIEHEM KILTY

He n3noasBalite Meponerem Kuny:
- aKO CTe alCpruyHH (CBLPBLXYYBCTBHTENIHH) KbM MEPOTICHEM WIH KbM HAKOA OT OCTAHAIMTE ChCTaBKH

Ha MeponeneM Kuny (m36poeHu B T04Ka 6)
- aKO0 CTe aleprudHH KbM APYTH aHTHOHOTHLM KATO MEHHLWIMHH, LedanoCnOpHHH WK KapOarneHeMH,
ThH KaTO MOXKe /13 CTE ANePrudHHA U KbM MEPOTIEHEM.

Ilpenynpexaennsa A NpeANa3nA MEPKH

["oBopere ¢ Bamus nexap, papmarieBT WM MeAMLIMHCKA CECTpa, NpeaH Aa npueMate MeponeHeM mey
- aKO WMAaTe 3JPaBOCTIOBHH npobneMy, kaTo mpobneMu ¢ depHua apob win 6x6peumre.
- aKO CTe HMAJIH TEXKa JHapHs C/el NPUEM Ha IpYTrd aHTUOUOTHILIM.

KpbBHH H3cieBaHHA
Moxe aa noXyvHTEe NONOXKHTENEH KpbBeH TecT (Tect Ha Coombs), KOETO roBOpH 3a HAUIMYHE Ha AHTHTEA,

KOMTO MOraT Aa pa3pyLiaT YepBeHHTE KPHBHH KIETKH.
Baumsr nekap me obchIH TOBa ¢ Bac.

KoxHH peakunm

Moxe na pa3sueTe NpH3HALM U CHUMITTOMHM HA TEXKH KOXHHM peaklMU (BX. Touka 4). AKO TOBa c€ CIIY4H,
ropopere He3abaBHO ¢ Bamug jrekap WiH MeJULMHCKA CECTpa, 32 [1a 3aI0YHAT Ja JIEKYBAT CHMIITTOMUTE.

!IW@!QMH C YCPpHHA gm

AKko 3abenexxuTe NOXXBITABRHE HA KOXKATA U OUHTE, ChpOEX IO KOXKAaTa, TBMHO OLBETCHA YPHHA HIH CBETJIO
OLIBeTEeHH M3MpaKHEeHMA, TpAOBa Ja Kaxkere Ha Bamms nekap. Tora Moxe 1a ¢a NpU3HALM HA YepPHOAPOOHH
npobiiemn, 3a kouro Bamuar nexap Tpabsa aa nposepwu.

AKO He CTe CHT'YPHH JaliM HAKoe OT M30GpoeHUTe no-rope ce orHacq 3a Bac, ropopere ¢ Bamms nexap unm
MEIUIMHCKA CECTpa, NMPEeaH Ja 3allOYHeTe Ja [IPUEMAaTe TOBa JIEKAPCTBO.

Apyra jJexapcrea B Meponesem Kniy

Monsa undopmMpaiire Baumma nekap, ¢dapMaleBT WIH MEAMIHHCKA CEeCcTpa, aKO IIPpUEMATe, HACKOpPO CTe
NpHeMalTH WK € Bb3MOXKHO Ja npueMeTe ApYTH aexkapcrea. IIpuunHaTta 3a ToBa €, ye MeponeHem Kuny
MOK€ J1a NORTHAC NeHCTBHETO HA HAKOM JIEKapCTBa H HAKOU JIEKAPCTBA MOTAT Aa NOBIHAAT AeHCTBHETO Ha

Meponenem Knny.

[Mo-cnermanko, mHGpopMupaiite Bamna nekap, papMaleBT Win MeAMIIMHCKA CECTpa, aKO NMPHEMAaTe HAKOE OT

CIIeJHHTE JIEKApCTBa:
* [IpoGenertua (u3non3sa ce 3a ieueHHE Ha 10arpa).

« Bannpoera KMceTHHA/HATPHEB BATNpoaT/BaINPOMU/ (U3MOJI3BAT CE 3a JICUCHUE Ha SITUNETICHA).
Meponenem Kty He TpsAOBa n1a ce H3MOI3Ba, ThH KATO MOXKE 1a HAMANH edeKTa Ha HAaTPHEBUA BAJITIPOAT.

* [lepopanno aHTUKOAryJaHTHO JEKAPCTBO (M3MON3BAHO 34 JICYSHHE WIH MpeAoTBpaTaBaHe 06pazyBaHeTo Ha
KPBBHH CBCHPELIN).

bpeMeHHOCT H KhpMene
AKo cTe OpeMeHHa WIM KbpPMMTE, CMATare, 4¢ MOXe Ja cre OpeMeHHa WM IUIaHWpaTre OpeMeHHOCT,

nochBeTBaiiTe ce ¢ Bawwg nekap win ¢apmauesT npeax ynotpedbara Ha TOBa 1€KapCTBO.
3a npeanodYuTaHe € Aa ce H30arBa ynotpebara Ha MepoIeHeM 1O BpeME Ha 6peuennoc*r AR
Bamudar nekap me pewn nany Tpabpa aAa uznonssare Meponenem Kuny. pa * ,.,'-; -




kbpMaTa. ET0 3amo, Baumsar nekap me pems ganmv TpabBa jga usnonspare MeponeHeM Kuiny aokaro
KbPMHTE.

IMlojdurpane u paGoTa c MAMIHHNA
He ca npoBexaaHH Npoy4BaHuA 3a edeKTa BrpXY CHocOOHOCTTA 32 modupaHe B paboTa ¢ MalIMHU,

MeponeHeM ce cBBEp3Ba ¢ riaapobosue, U3TpHIBaHE WIM OONEXKHM MO KoXaTa (napecte3ms). Beska oT Te3u
HEXeJIaHH peaKLHH MOXe Jia NoBause Bailara cnioco6HOCT 38 wWodupaHe UM paboTa ¢ MallHHH,

Tosa nexapcTBo MOXeE Aa NPHYHHH HEBOJIEBH MYCKYJIHH JBIKEHHA, BOOCIIH A0 OBP30 ¥ HEKOHTPOJIIMpYEMO
TpenepeHe (KoHBYJIcHH). ToBa 0OHKHOBEHO € MPHAPYKEHO ChC 3aryba Ha ch3HaHWe. He modupalite u e
pa6orere ¢ MallTHHH, aKO MONMYYHTE TAKABA HEXelaHa peakiiMA.

Meponenem Ky chabpka RaTpHI
Toea nekapcTBO cbABPKA 90 mg HaTpuii (OCHOBEH KOMIIOHEHT Ha rOTBAPCKATA/TpAane3HaTa col) BbB BCAKA

no3a ot 1 g. Toa ¢ exBuBaneHTHO Ha 4,5% OT NPENOPHUHTENHUAT MAKCHMAJICH JHEBEH JUETHYEH NMPUEM Ha
HATPHH 34 BB3PacTEH.

Axo HMaTe 3aGoniaBaHe, KOETO Hajara npocieAdBaHe Ha npHeMa Bu Ha HaTpuii, Mons, WHpopMupaiiTe
Bainus nekap, papmauesT WM MeIHLIMHCKA CECTpa.

3. KAK A IPHEMATE MEPOIIEHEM KIUTY
BuHaru u3no3BaiiTe TOBa JIEKAPCTBO TOYHO KakTo BH € kazan Bawuar nekap, ¢papMaLeBT HWIH MeAHLMHCKA

cecTpa. AKO He CTe CHTYPHH B HEllo, NonuTaiTe Baumus nexap, GpapMalesT WiIH MeAMLIHHCKA CECTpa.

Ynorpeba npH BE3pacTHH

o JlozaTa 3aBHCH OT BMAA Ha HHQeEKIHATa, KOATO MMAaTe, KOA 4acT OT TATOTO BH 3acdra M KOIKo
cepuO3Ha € T4. BalllusAT nexap liie NpeleHy OT KaKBa f03a ¢e HYXIaeTe.

¢ 3a BB3pACTHH AO3HPOBKaTa 0OMKHOBeHO € Mexay 500 mg (Munurpama) u 2 g (rpama). Obuqaiiko Tasu
no3a me Bu Obae npunaraHa Ha Bcekd 8 uyaca. Ao obaue O6nOperure Bu He QyHKuUMOHMpaT
HOPMAJIHO, A03aTa MOxXe aa Bu ce npunara no-psAako.

Yrorpeba npy aeua v IOHOIIH

[Ipu neua Ha BB3pacT Haa 3 Meceua M Ao 12 roauHH ao3aTta OOMKHOBEHO ce ompefens B 3aBUCHMOCT OT
BB3pacTTa U Terjioro Ha gerero. Ob6uualinata aosupoBka ¢ Mexay 10 mg v 40 mg MeponeHeM 2a BCEKH
kunorpaM (kg) ot Ternoto Ha nerero. OOUKHOBEHO Jo3ara ¢e npuiara Ha BcexH 8 vaca. Ilpu aeua ¢ terno

Haja S0 kunorpama (kg), ce npunara n03ara 3a BE3pacTHH.

Kak na wsnonssare MeponeHeM Knny

* MeponexeMm Ky e By 6bae npunaras kato HIDKEKIIMA MJIH HHQY3HA B rojisiMa BEHa.

» O6HKkHOBeHO Meponenem Kuny me Bu Opae npunaras or Baluar jexap win MEIMLIMHCKA CecTpa.
 Brnpexn TOBa, HAKOH TALMEHTH, TEXHHTE poauTend WM OonHorsemauum ce ofydapat na nplmaraT
Meponenem Kwny B AOMAIIHE YCAOBHA. B Ta3H JIMCTOBKA €a NMPEAOCTABEHH HHCTPYKIMH 38 OPHIOXKEHHETO
MY (B pa3nena, HapedeH ,,MHCTpYKIMH Kak fa npunarate MeponeHem Ky Ha cebe CH WIH Ha APYT YOBEK B
JOMAINHH ycnoBHA ). Bunaru uanonisaiite MeponeHem Kwiy TouHo kakro Bu e kazan Bawrudar nekap. Axo
He CT€ CHTYPHH B HeIlllO, KOHCYATHpalTe ce ¢ Bauus aekap.

« Bamara Hibkekimsa He TpAOBa na 6bae cMecBaHa HIHM NpHOaBiAHA KbM pa3TBOPH, KOUTO ChIBPKAT APYTH

JCKApPCTBA.

» HipxekTpaneTo MoXe Aa NMpOAB/DKH OKOIO 5 MMHYTH WM MexAay 15 # 30 MUHYTH. Bamm'r nexap e Bu

Kake Kak aa npuiarare Meponenem Kuy.
» ObuxHOBeHO HMHXeKIuHMTe TPAOBa na Bu ce mpassAT o €AHO W CBLIO BpeMe BCE

AKo cTe OpHeJIH NoBede OT Heobxoaamara ao3a Meponenem Knay ( 3
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Axo ciyyaifHO NpHeMeTe 1033, MO-BUCOKa OT nMpeanucalata Bu, Heza6aBHo ce oObpHeTe KM Bammsa nekap
MK Hafi-O1H3kara OoNHHLIA.

AKko cTe nponycHAIH aa npaeMeTe Meponenem Kn.y

Ax0o mponycHeTe HHXeklmg, TS Tpabsa na Bu ce HanpaBH BB3MOXHO Haii-ckopo. Bmhpekn Toma, ako
HaOnmbkaBa BpeMeTo 3a ciaensawmata Bu mmkekuus, npomycHeTe 3abpaBeHara umxkekuus. He npunaraiite

ABOKHA 103a ([1B€ UIDKEKLMHM €JHOBPEMEHHO), 32 1a KOMIICHCHpAaTe IpOITyCHATATa 1034,
Axo cre cupenas ynoTpebara Ha Meponenem Kniry
He cnupaitre npunoxenuwero Meponienem Kuy, nokaro Bamusar nexap He Bu kaxe.

AKO HMaTe HIKAKBH JOIMBIHHMTENHM BBHNPOCH OTHOCHO yNoTpebaTa Ha TOBa JE€KapCcTBO, nonuTaiire Bammus
nekap, papMaleBT WIH MEeJHLIMHCKA CECTpa.

4. Bb3IMOXHH HEXEJIAHH PEAKIINHA

Kakro BcHuk#H nekapcerea, MeponeneM Kty Moxe fia npeAM3BUKA HEXKeJTaHH peakKLIMH, BBIPEKH Ye He
BCEKH I'd NOJy4aBa.

TexKy anepravHy peaKiHu

Axo pa3BHeTe HAKOH OT Te3H NMPH3HAIM H CHMITTOMH, yBeqomeTe He3abaBHO Baliiug jiekap Wik MEAHIIMHCKA
cectpa. Moxe Ja ce HyXJaeTe oT CIEIHO MeIULIMHCKO jedeHue. [Ipu3HanuTe ¥ CHMIITOMHMTE MoraT Oa
BKJIIOYBAT BHE3AITHA NOABA Ha:
* Texsk o0pus, crpbex WIH ypTHKApHA 110 KOXATA.
 [lonyraHe Ha JHLETO, YCTHUTE, €3MKA WIH XPYId YaCTH Ha TAJIOTO.
*  3agyXx, XpHITreHe HIIH 3aTPYAHEHO IHIIAHE.
¢  CepHO3HHM KOXHH peakiiii, KONTO BKIIIOYBAT
- CepHO3HH peakllMM Ha CBPBXYYBCTBHTEJIHOCT, BKMOYBAIIM TPECKa, KOXEeH OOpHB M NPOMEHH B
KPBBHHTE M3CNEABaHMA, KOUTO TpOBepABaT palorara Ha 4YepHMAT ApoO (MOBUINEHW HHBA Ha
yepHOApOOHUTE €H3UMM) U YyBenuU4aBaHe HAa Opos Ha ofpeaeneH THN OelM KPBBHH KIETKH
(eosuHounus) ¥ yBenuveHH NUMPHH BB3IM. ToBa MoXke Ja ca TPH3HALM HA MYNTHOPraHHO
pa3TpOMCTBO Ha YYBCTBUTENHOCTTA, H3BeCTHO KaTo DRESS cunapom.
- TeXxKH YepBEHH JIIOCMECTH OOPHBH, KOXKHH MOOYTHHH, KOUTO CBABPXKAT 'HOM, MEXYPH KM MOILEHE
Ha KOXKaTa, KOETO MOXe Aa OBJie CBBP3aHO C BHCOKA TEMIIEpATypa B GOJIKH B CTaBHTE.
-  TexxH kOKHH OOPHUBH, KOUTO MOTaT Ja CE NMOABAT KaTO YEPBEHMKABH KPBIJIH NETHA, YECTO ¢ MEXYPH
B LICHTbPa, pas3MnojoxKEHH N0 TOpCa, JMOLIEHE Ha KOXATa, A3BH B YCTaTa, I'bPJIOTO, HOCA, FeHUHTAIMHTE
M OYMTe, H Moratr aa OmpiaT npeAlleCTBAHH OT Tpecka U rpurionogoOHM CHMNTOMH (CHMHApPOM Ha
CrusbHCc-/PKOHCBH (Stevens-Johnson) wiM mmo-Texka dgopMa (TOKCHYHA eNMUASPMAIHA HEKPOJTH3A).

VE ¢ Ha Yepre BHH KII
[Ipi3HanUTe BKITIOYBAT:

* 3ayX, KOraTO He OYAaKBATE NOAOOHO Helllo.
* YepseHa unu kadsBa ypuHa

Axo 3abenexure HIKOH OT rOpHHTE NPH3HALM, He3a0aBHO MoceTeTe JeKap.
BB3MOMKHH HEXENaHU MM:

Yecmu (moeam oa 3aceznam oo I na 10 oywuw)
* KopeMHa (cToMainHa) 6osika

* 'agene

* [ToeprInane

o Tnapns
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» ['nasobonue

» Kosxxxen oOpuB, cepbex mo koxara

» boaka 1 BbananeHue (MogyBaHe HA MACTOTO Ha MHKEKTHpaHe)

» [ToBmen 6poit TpombouMTH B KpBBTa BH (YCcTaHOBSBA C€ NNPH H3cAeABaHE HA KPBBTA).

* [IpoMeHH B KPBbBHHTE H3CIEABaHNUA, BKIIOYHTETHO TECTOBE, KOUTO NOKA3BAT KOJIKO J00pe paboTH YEepHHUSAT

BH apob.

Hevecmu (mozam 0a 3aceznam oo 1 na 100 oywu)

* [IpoMeHH B KpbBTa. BKIIOUBAT NOHWXKaBaHe Ha 6pos Ha TpoMOoUUTHTE (TIOpaRH KOETO MOXKe MOo-NECHO Jia
BH ce nosBaBaT KphBOHACANAHHA), IOBHIIABaHe Ha Opos Ha HAKOHM OelM XpPBBHH KJIETKH, MOHWKABAHE Ha
Opos Opyrn Oellm XpbBHM KJETKH M [OBHLIaBaHE HAa HMBOTO Ha BEIIECTBO, HApeuYeHO ,OMnmpyOuH“.
[leppoauano Bawuar nexap Moxe aa Bu npaBu KpbBHH U3CICABAHMA.

» JIpoMeHH B KpBLBHMTE H3CNENBAHMA, BKIIOUHTETHO H B H3CNIEABAHHATA, NOKA3BallM KOJKO Aobpe
dyHKIoHKnpar 610peluTe.

* UyBcTBO Ha M3TpBIIBAHE (MpaBy4YKaHE).

* Mudekuun Ha ycraTa WIH BIIArajJMIleTo, NpUHYAHEeHH OT rbOudku (KaHaMa03a)

* Be3naneHue Ha AeOENOTO YEPBO ¢ AHAPKA

* BuananeHu BeHH, B KOATO € HHDKeKTHpaH Meponenem Kury

«JIpyru nmpomenu B KppBTa. CHMIITTOMHTE BKJ/IIOYBAT YECTH HMH(EKIIHH, BHCOKA TEMIIEPATYPa M BH3NANEHO
repao. Ileppoanyno BamuATr nekap Moxxe xa BH npaBu KpbBHH H3CJIeIBAHHA.

* Jlonibxenn HiBa Ha Kanuit B KppBTa (KOETO MOXE Aa Npeau3BHKa c¢nabocT, MYCKYJIHH KpaMIiH,
MpaBY4YKaHE H HapYIHEHHA Ha ChPACYHHA PUMTHM).

* IIpobnemu ¢ yepuus apob. IloxbaTaBaHE HA KOXKATA H OYHTE, ChpOEX MO KOXkaTa, TBMHO OLIBETEHA YPHHA
WIH CBETJIO OLIBETCHU M3NpakHeHuA. AKo 3abenekure Te3M NPU3HALM WIH CUMIITOMH, He3aaBHO oTHAere

Ha JIeKap.

Peoxu (mo2am 0a zaceznam oo 1 na 1 000 oywu)
* IIpunaabuy (KOHBYJICHH)
» Octpa aezopHeHTalua H o0bpKBaHe (IeTUpHYM)

Crofmanane Ha HeXeJIAHH PEAKITHH

AKO MONy4YydnTe HAKAKBH HEXENAHM JICKAPCTBEHH pEaKLMK, yBeaoMmetre Bawua sexap, dapMmauneBT HIH
MEAMIHHCKA cecTpa. ToBa BKIIOYBA BCHYKH BB3MOXXHH HE)KEJIAHH peaxiiMH, HEONMCAHW B Ta3M JHCTOBKA.
MoxeTte ¢BIIO0 2 CHOOLIHTE HEXKEeNaHH peakiMy JUPEeKTHO Ype3 HallMOHAJIHATA CHCTEMA 3a ChodlllaBaHe Ha

H3reIHMTENTHATA areHIHA 110 JICKapCTBaTa:

KoHTaKTR:

HM3anbanuTesnHa areHIMA 10 JIeKapcTBaTa
yn. ,,Jlamsax I'pyes* Ne 8

1303 Cous

Ten.: +359 2 8903417

yeGcafiT: www.bda.bg

Kato crobiiapate HexenaHH peakiliM, BHE MOXETe Aa AajeTe CBOA NPHHOC 3a IONyuaBaHe Ha MOBeEde
uHpopMals OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKAPCTBO,

S. KAK JA CBXPAHABATE MEPOITEHEM KILTY

,I[a Ce CBXpaHABA HA MACTO, HEAOCTBITHO 3a A€1IA.

He u3non3saiTe TOBa NEKAPCTBO CNIEX CPOK& Ha IMOAHOCT, oTOENnsA3aH BhpPXY
eTHKeTa Ha (rakoHa cren .l oneH n0:/EXP“. CpoKeT Ha FOXHOCT OTTOBaps Ha MG

MeEceL.
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To3u nexkapcTBeH NPOAYKT HE H3HCKBA CTICLIMAJIHH YCIIOBHSA 3a ChXPaHEHHE.

Criesl pa3TBapaHe/paspexase;

IIpunazane na unmpaserno3na 60ayC UHIKCEKYUAR
PazTBOPBT 3a 6OMYCHO MIDKCKTHpaHE ¢€ NPHroTBA Ype3 pasTBapAHE Ha Mpaxa BbLB BOJA 38 HHXKEKLHH JI0

Kpaiita KoHueHTpauua ot 50 mg/ml.

[IpuroTBeHMAT pPa3TBOP HA NEKAPCTBEHHA MPOAYKT BBB BOAAa 3a HHDKEKUMM TpsOBa Ja ce M3NON3Ba
He3a20aBHO, |

IIpunazane na unmpaserno3na UHQy33usn

HHOY3HOHHHAT pa3TEOP Ce MPUroTBA Ype3 pa3TBapsAHe Ha npaxa wiH B 9 mg/ml (0,9 %) pasTeop Ha HaTpHes
XJI0pKA 3a HHY3HA, WIH B 50 mg/ml (5 %) pasTBop Ha rnoKo3a 3a HHGY3HA N0 KpaiiHa KOHLEHTpauMs oT ]
10 20 mg/ml.

IIpuroTBeHHAT pa3TBOpP HAa JIEKAPCTBCHHS NMPOAYKT B MH(Y3HOHEH PA3TBOP Ha HATpHEB XJopHA 9 mg/ml
(0,9%) Tpabra aa ce u3nomsBa He3abaBHO. UHTEpBATBHT OT BpeMe MEX Y HAYANOTO HA Pa3TBApAHETO H Kpad
HA MHTpaBeHO3HaTa HH(}pY3Hs He TpaOra Ja HaABHINAaBa €JHH 4Yac.

[IpuroTBeHHAT pa3TBOp HA JICKAPCTBEHMA NMPOAYKT B paszTBop Ha mmoko3a 50 mg/ml (5%) tpabra na ce
M3110T3Ba He3abaBHO.

He 3ampaisisaiiTe IMPUrOTBEHUA Pa3TBOP.

He m3xpwpnsiiTe nekapcTBaTa B KAHAIH3ALMATA HIM B KOHTEHHepa 3a OoMaluHH ornaxsuM. Ilonmralite
Bamus ¢apMmatieBT KaK [a H3XBBPJIUTE JEKAPCTBATA, KOMTO BeYe HE H3NOA3BaTe. 1e3H MEpPKH IIe CIIOMOTHAT

33 OITa3BAaHC Ha OKOJIHATa cpeéaa.

6. CBABPXAHHE HA OITAKOBKATA H AOITBJIHUTE/THA HHO®OPMAIIAA

Kakso coabp:ka Meponenem Kuay
-  AKTHBHOTO BELIECTBO € MEPOIICHEM.
Bceekn GnakoH ChAbpkKa MEPONEHEM TPHXMJIPAT, EKBUBAJIEHTEH Ha 1 g 6e3B0ZIeH MeponieHeM.
- Jlpyrara chCTaBKa € HaTpHeR kapboHar.

Kak mraexaa Meponenrem Kairy B KaKBo ChABLPXKA ONIAKOBKATA

Meponenem Kuny e 641 A0 CBETNO XBAT KPHUCTAIEH IIpax 3a meemnonemnﬂtbyamneu pasTBOp BHB
¢nakoH. Onakosku ot 1 wim 10 ¢pnakoHa.
He Bcuuky BHAOBE ONAKOBKK MOTaT jAa 0bJaT MycHaTd B npoaaxoda

IIpaTexaren HA paapemenue'fo 34 yuorpeba

Qilu Pharma Spain S.L., Paseo de la Castellana 40, planta 8, 28046 - Madrid, Hcnauna
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Vangazu street 23, Riga, LV-1024, JlarBhusa

To3rn nexkapcTBeH NPOAYKT € pa3spemieH 3a ynoTpefa B abpKaBHTe-WIeHKH Ha EsBpomelickoro

ExonoMavecKko mpocTpancTteo (EHII) noa ciieanHTe AMena:

Hme na AppKkaBaTa
B tIJIEIIE::: Hme Ba JIERapCT,B_EHlIH NPORYKT B
['epmaHus Meropenem Qilu 1 g Pulver zur Herstellung einer Injektions-/Infusionslésung
Brrapus | Meponesem Kuny 1 g [Ipax 3a HiokekLMOHeH/HHGY3HOHEH pa3TBOP
XbpBaTHA | Meropenem Qilu 1000 mg prasak za otopinu za injekciju/infuziju
Hauuag Meropenem Qilu
EcTOHHS _ Meropenem Qilu
OHHIaHIHA Meropenem Qilu 1 mektm—/mfuusnokuwa—ame liuosta varten
Opasius MEROPENEM QILU 1g, poudre pour solution injectable/pour perfusmn
_ YHrapud Meroptneﬂ Qilu 1 g por oldatos m_]ekcmhoz/mﬁlzléhog‘
Hramis | Meropenem Qilu - -
_ JluTBa Meropenem Qilu 1 g milteliai injekciniam ar infuziniam tirpalui N
JlaTBHA | Meropenem Qilu 1 g pulveris i m_]ekcgu/mfﬁzqﬁ.klduma pagatavoSanai
__Hopeerna | Meropenem Qilu
Hcnanus Meropenem Qilu 1 g polvo para solucién inyectable y para perfusién EFG
IIBewus Meropenem Qilu 1 g pulver till injektions-/infusionsviitska, 16sning
CrnoBeHus rMeropenem Qilu 1000 mg prasek za raztopino za in; 101ran_]imfund1ran_]e

JaTa HA nocaeHO Opepasriexaane Ha Jacrosxkara 06/2025
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CoBer/Mearnuacku o6yqanTe/ien MmaTepaan

AHTHOHOTHIIMTE C€ M3IION3BAT 3a JIeUeHHEe HAa HHQEKLWH, NMPH4YMHCHH OT OakTepuH. Te He ca

e(UKACHH NpH UHQEKLHH, MPHYHHECHH OT BYpYCcH. IloHsakora HdeKImMATa, IPUHYHHEHA OT DakTepHy, |
He Ce MOBJIHABA OT JieYeHHEeTO ¢ aHTHOHoTHK. EnBa OT Hal-yeCcTHTe NMPHYMHHA 3a TOBA €, 4e
GakTepuHTe, NPUMHHABAINM HH(EKIMATA, Ca PE3UCTEHTHH KBbM NpHIIOKEHHs aHTHOHoTMK. ToBa
O3HayaBa, 4€¢ MOraT Aa OLENeST H AOPH Ia C€ pPa3MHOXKABAT, BBIPEKH INPHUIOKEHHETO Ha

aHTUOHOTHKA. !

bakrepuuTe MoOrar Aa pasBHAT PE3UCTEHTHOCT KBM AHTHOHOTHIIM MNOpPaAH MHOIO MNPWYHHH.
BHHMATETHOTO HM3MOJ3BaHE HA AHTHOHMOTHIMTE MOXE 1A CIIOMOTHE 34 HAMalsgBaHE Ha PHCKAa OT
pa3BHTHE Ha OakTepHaiHa pe3SHCTEHTHOCT KbM THAX.

| Korato BammsT nekap Bu npeanmuie nevyeHne ¢ aBTHOMOTHK, TOH € NMpeABHIACH 3a JICUCHHE CaMO Ha
Hactosaiiero Bu 3abonsasane. OO0ppHeTe BHMMaHHE HAa CICAHWTE CBBETH, 3a Ja IOMOrHeTe 3a
NpPEeIOTBpATIBaHE Ha NMOABATA HA PE3UCTEHTHH OaKkTepHH, KOHTO MOraT Aa NPEeKPaTAT OeHCTBHETO Ha

AHTHOMOTHKA.

1. MHOro e BaxHO 1a npHeMare aHTUOMOTHKA B NMpaBWIHATA 033, B TOYHHUTE YacOBE M 3a
onpeneneHua Opoii quu. [Ipouerere HMHCTPYKUMMTE BBPXY €THKeTa H, ako He pa3dupare
Helo, noMonere Bammus nexap wiu papmaiiesT na Bu ro obsacuar.

2. He TtpabBa na npuemare aHTHOMOTHK, OCBEH aKO HE € MpeANMcaH CrnelMaaHO 33 BacC, KarTo
TpAOBA J1a ro U3MON3BaTE CaMO 3a JICYCHHE Ha HHEKIMATA, 33 KOATO € NMPEANUCaH,

q 3. He Tpabea na npuemare aHTHOHOTHLIM, KOHTO Ca NIPEAITHCAHH Ha IPYTH XOpa, AOPH H aKo Te
HMaT HHekLHs, nofoOHa Ha BaLIaTa. | |

4, He tpabera na naBare npearnmcany Ha Bac aHTHOHOTHLIM Ha OpyTH XOpa.

5. Axo Bu e ocTtaHan aHTHOHOTHK cliel npeanycad oT Bamusa rexap Kype Ha nedesme, Tpabaa
JIa IO 3aHECETE B anTeKa 33 NPAaBHIHO H3XBBPJITHE.
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Ilocogenara no-10J1y HHd)OpMiIIIHﬂ € nOpcinaipavdcdaa <CaMo 3a MCIHOHACKH HJIOH 3IpABHH
CIICHHRAJIHNCTH:

HCTPYKL AK Ja npunarate MeponeHe AIMH_Ha cebe ¢H WK Ha HIKOH JAPYT YOBEK B JOMAIIHH
YCIAOBHSA
Hakon nalMeHTH, POAMTENIH WIM JIHlUaTa, ToJlarallld IpWKH 3a nauMeHta ca oOydyeHu jaa Ipujiarar
MeponeneM Kiy B toMalllHM yCIOBHAL.

Ilpeoynpeocoenue — Tpabsa 0a npurazame mosa aexapcmeo Ha cebe cu UlU HA HAKOU Opy2 8 OOMauHu
YCAO8UR camMO Cle0 obYyueHue om Kexap Unu MeouyuRcKa cecmpa.

Kak 21a pUroTBUTE TOB3 JICKAPCTRO

 JlexapcrsoTo TpAOBa Oa ce cMecH ¢ Apyra Te4yHOCT (paspenuren). Bamuar nekap mte Bu kaxe kakso

KOJMIHYECTBO pa3peaUTeNt 1a U3NOoJI3Bare.
» [Ipunaraiire nekapcTBOTO BeaHAara cael NpHroTesHero My. He ro 3ampasssaiire.

1. M3muifre ppaere cu ¥ ru noacymere MHoro nodpe. IToarorsere uncra paboTHa 30Ha.

2. H3sanere ¢naxona MepomeHem Kmny or onakoskara. [Iposepere ¢nakoHa W CpOKa Ha TOOHOCT.
[IpoBepere namu GNakoHBT € C HEHApYILICHA LANIOCT W JalTH HE € MOBpPeJieH.

3. OrcTpanere KanaukaTa M TOYMCTeTEe I'yMeHATa 3aly[lajKka ¢ TaMIIOH, HamloeH ¢be crmpT. Ocrasere
IryMEHaTa 3aIymaika Ja H3ChXHe.

4. [Ipuxpenere HOBa CTEPHITHA HTIJIa KBM HOBA CTEPH/THA CMIPHHIOBKA, 0€3 Xa JOKOCBaTe KpauIaTa.

5. H3rernere IIpENnopbYMTEIHOTO KOJMHYECTBO CTepuiHa ,Bona 3a HIDKEKUMH® B CHPHHIIOBKATA.
KonuyecTBOTO TEYHOCT, OT KOETO Ce HY)KAAeTe, € MoKa3aHo B TabiHLaTa No-A0y:

Ho3a Ha Meponenem Kuwry KonuyectBo ,,Boaa 3a HHKeKLIHK, HeOoOX0AUMO
) L ____| 3a paspeIaHETO
500 mg (MHIHIpPaMH) 10 ml (MuAWIHTPH) _
1 g (rpam) 20 ml )
15¢g 30 ml
2g . 40 ml

Moasg, amaiiTe npeasra: Axo npeanucaHarta Bu no3a ot Meponerem Ky e noseue ot 1 g, e Tpatea xa
u3nomspare noseue ot 1 gnakon or Meponernem Kwry. ToraBa Moxe 12 #3Ter/mre TEIHOCTTA OT (PIIAKOHHTE

B €JHAaT4d CIIPHHILIOBKA.

6. BkapaliTe nrnata Ha CHpHHLOBKAaTa Ipe3 LEHTHpPa Ha rYMEHaTa 3alyIlaika M HIDKeKTHpaiTe
NPENopBUYAHOTO KOIHUYECTBO ,,Boaa 3a mmkekuuu” psB QrakoHa wix ¢pnakonure ¢ Meponernem Kmy.

7. Maxuxere uriarta ot ¢gnakoHa H palxuartere ¢akoHa noOpe 3a 0KOMO 5 CEKYHIM WIH JOKATO LIETHAT Npax
ce pasTBopH. Ilouncrere ryMeHaTa 3arylliajika owe BEAHbXK ¢ APYT TAMIIOH, HaNOSH ChC CITUPT, U 4 OCTABETE
Ia U3CHXHE.

8. IIpu HatucHaTO 10 Kpas OyTano Ha CNPHHLIOBKAaTa BKapaiiTe OTHOBO MrjlaTa B ryMeHaTa 3amyuanka. Cien
TOBA, KATO AbPKUTE KAaKTO CIIPHHLIOBKATA, Taka H (j1akoHa, 00bpHeTe (priakoHA HAOITHKH.

9. Kato appskure BHpXa Ha WINlaTa B TEYHOCTTA, H3aLpRaiTe OyTanoTro W M3TErneTe LANOTO KOJNHUYECTBO
TEYHOCT OT (JIaKOHA B CIIPHHLIOBKATA.

10. Maxsere urnara ¥ CIPHHIIOBKATA OT (JIaKOHA H U3XBEPIIETe Npa3sHud ¢iakoH Ha 6e30nacHo MACTO.

11. [pwkTe CpMHLOBKATA M3MpaBeHa, ¢ Hriara Harope. IloTymaliTe cnpHHUIOBKATA, TAKA Y€ OCTAHAIMTE
MEXYypUeTa B TeMHOCTTA [Ia C€ W3UIHAT 0 BbPXa Ha CPHHLIOBKATA.

12. OrcTpaHere ocTaHaMHg BB3AYX B CIIPHHLIOBKATA, KaTO JIEKO HaTUCKaTe OyTanoro Ao
Bb3IYX.

13. Axo npunarare Meponenem Kuwry B AoMalllHM YCIIOBHA, H3XBBPJIETE BCHUKH
CHCTeMH, KOMTO CTe HU3MOI3BAIIH, N0 NMOAXOAAL HaYMH. AKo Bammsr nexap pewu o Qﬂpe He'}éﬂﬁm B
H3XBBPJIETE HEH3IIOM3BAHOTO KoNMHuecTBO Meponenem Kuity 1o noaxondin HauuH, SN




IHocTapgHe HA HAXKEKIHATA
Mosxe Ja MPWIOKHTE TOBA JIEKAPCTBO MNMpe3 KbCa KaHIONa MM HHTPABEHO3€H KAaTeThp, WIH Mpe3 NopT WIH

LIEHTpaJICH BEHO3€H NEBT.

IIpnaoxkenne aa Meponerem Ky npe3 Kbc2 KaHIONA HJIH HATPABEHO3EH KATETDHP

1. MaxHere MIyIaTa OT CIIPHHILIOBKATA M 1 H3XBBpJleTe BHHMATETHO B KOHTEHHED 3a OCTPH NpeaAMETH.

2. HouKcTere Kpad Ha KbCaTa KaHIONA WIM HHTPABEHO3HHS KaTeThp C TAMIIOH, HalOEH CbC CIUPT, H I'0
ocTaBeTe Aa m3chxHe. OTBOpeTe KanaukaTa Ha KaHIoaTa H NpUKpenere CIPHHLOBKATA.

3. basHO HaTHCHeTe OyFranoTO Ha CNPHHLIOBKATA, TaKa 4Ye Aa NPUWIOKUTE aHTHOHOTHKA PaBHOMEPHO B

NPOAB/DKEHHE Ha OKOJIO 5 MUHYTH.
4. Cnex Kato NPHKNOYHTE C TNPUNOKEHHETO Ha aHTHOMOTMKA M CIPHHLOBKATA € Mpa3Ha, MAXHETE

CIPHHLIOBKATA M M3MOJ3BAWTE TEYHOCTTA 3a MpOMUBaAHE, NpPEenopbyaHa oT Bawmuga nexap MMM MeIHUIIMHCKA
cecTpa.
5. 3aTBOpeTe KAarnadkaTa Ha KaHioJlaTa H BHHMATEJIHO U3XBBLpJIETe CIPHMHIIOBKATA B KOHTEHHEp 3a OCTpH

NpeMETH.

Ilpunoxenne Ha Meponedem Knory npes nopT BiIH HEHTpaIeH BEHO3EH ObT
1. Maxuere kanaykara Ha IopTa WIH LECHTPATHUS BEHO3EH ITHT, ITOYUCTETE Kpas HA LEHTPATHHA BEHO3EH

ITBT C TAMIIOH, HAIIOEH CHC CIIUPT, M 1 OCTABETE Ja U3CHXHE,
2. CBBbpxKere CcrpHHLOBKaTa H 0aBHO HaTuUcHere OYTanmoTO Ha COPHMHLOBKATA, 33 N1a IPHJIOXHTE

aHTHOMOTHKA CTAOMIHO 332 OKOJIO 5 MMHYTH.
3. Cnen xato NPUKIIOUHTE C ITPUIOKEHHETO Ha aHTHOHOTHKA, MaxXHeTe CMPHHLIOBKATA M H3NOJ3Baifre

TEYHOCTTA 33 MMPOMHUBAHE, NPENopHYaHA OT Bamug aexap WIH MeAHLIMHCKA CeCTpa.
4. IloctaBere HOBAa YHCTa Kanadka BBpPXY LCHTPATHMA BEHO3EH ITBT WM BHHUMATEHO H3XBBPJIETE

CIIPHHIIOBKATA B KOHTEHHED 38 OCTPH NMPESAMETH.

,I[OSHPOBRH H HAYHH HA IPHJTO0KECHHE

ﬂOBH POBK&

B Tabnuupre no-gomy ca aeHH oSLIH NPEenopbKH 3a H03UpaHe.

IIpunaranara 103a MEpONeHeM H NMPOABDKHTEIHOCTTA Ha leyeHUHeTo TpabBa na 6vaat crobpasenu ¢ TMNA
nHdexuus, KosTo TpAOBa Ja 6B/ NeKkyBaHa, BKIFOUUTETHO HeHHATa TEXKECT M KITHHWYHO NOBJIMABAHE.,

Ho3a 10 2 g TPH ITBTH JHEBHO NMPH BB3PACTHH M IOHOLIK H Ao3a Ao 40 mg/kg TpH reTH JHEBHO MpH AeLa
Moxke Jia 6bae ocobeHo MOAXoAMIna 3a IeYeHHETO Ha HAKOH BUIOBe HH(EKLIUHM, KaTO HH(EKLIMH, MIPUIHHEHH
oT no-cnabo yyscTBHTENHU GaKTephanHu BHAOBE (HanpuMep Enterobacteriaceae, Pseudomonas aeruginosa,

Acinetobacter spp.), WJIH MHOT'O TEXKH HHPEKLMH.

JIOTBLITHUTENTHH ChOOpaKEHHS 3a J03HpaHe ca HeOOXOAHMH NpH JiedeHHe Ha NalueHTH ¢ 6nOpeuna
HEAOCTAaTHYHOCT (BHK MO-A0TY).

Bv3pacmnu u onowiu

Hudexuma . Jlo3a, kodTo ce npuiara npes 8 yaca

Texka TNMHEBMOHMSA, BKIIOHHTENHO HO3okoMuanHa | 5S00mguwmmnl g
MHEBMOHHA M NHEBMOHMSA, CBbp3aHa C aCHCTHpaHa

| BeHTMIALMA. _ . i
BpoHxomy/IMOHANIHM MHQEKUMM I[IPpH KHCTH4YHA | 2 g

 ubposa. ,
Yca0KHEHH HHOEKLUMH Ha TMKOYHHTE ITbTULIA. SO00mgumlg
YcnoxxHeHH HHTpaabAOMHHAIHN MHGEKIIMH. S00mgumu il g

| UHTpa- ¥ nocrnapralHd HHQEKLHH. ] 0mgumul g
Ycnoxkuenu uH¢peKUMH Ha koxkata H Mekure [ S00mgunul g
THKAHH.
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Octhp SakTepHaneH MCHUHTHT. 2g
Jleyenue Ha GeOpUITHHM MALMEHTH ¢ HEYTPOIIEHHUA 1 g

Meponenem o6HKHOBEHO ce MpHiara Ype3 HHTpaBeHO3Ha MHAY3UA B NPOAB/DKEHHE Ha TPHOAM3HTENHO 15
100 30 MuHyTH (BXK. To4ukM 6.2, 6.3 H 6.6).

ANTEPHATHBHO, A03M A0 1 g MOraT Aa ce mpuiaaraT Kato MHTpaBeHO3Ha D0TyC HIDKeKLHs 3a npﬂﬁnmm‘e.liﬂo
5 MuHYTH, IMa OrpaHHYCHH HATHIHH JaHHHU 3a 6€30MacHOCT B NOAKPENa Ha NMPHICKERUETO Ha 1034 OT
2000 mg npu BB3pacTHH KATO HHTpaBeHO3Ha 60TYC HHXEKIHA.

bvbpeuna nedocmamvynocm
Ho3aTa 3a Bb3pacTHH H IOHOLIH TpAOBA Aa Ce KOPHIHpa, KOraTO KPEaTUHHHHOBHAT KIHPBHC € o 51 ml/min,

KaKTO € NoKa3aHo no-aoJy. iMa orpaHH4yeHH JaHHK B NOJKPENa Ha NPWIOKEHHETO HA Te3H KOPEKIIHH Ha
I03aTa 3a eHHHYHA 1034 0T 2 g.

KpeaTAROB KJIRpPLHC Hoza YecToTa
(ml/min) (Ha faza ,,eaAHHLIA” B JO30Ba rpaHUlIa

or 500 mg wm 1 g wm 2 g,

BK. TabnHuaTa no-rope)

26-50 elHa €IMHULIA 1033 npe3 12 uaca
10-25 NMOJOBHHATA OT SAMHMLIA 1034 npe3 12 yaca
<10 II0JIOBHHATA OT ¢IMHMLIA 11038 npes 24 yaca

MeponeHem ce oTaens ypes xemoauanmsa U xeMopurrpauma. Heobxoaumara nosa tpabea na ce mpunara
Cl1e/] 3aBbpLIBAHE Ha LUK Ha XeMOOHAIIH34.

Hsama ycTaHOBEHH NMPEMOPBRKH 32 A03UpaHe MPH NalMEeHTH Ha NEPUTOHEATHA JHAITH3A.

HOODOOH
He e Heobxoaumo KopHrupaHe Ha 103aTa MPH MAUKWEHTH ¢ 9epHOAPOOHO YBpeKaaHe.

osza npu na CKA 8b3pac

He ce natara Kopurupase Ha 103aTa [MpY NMALMEHTH B CTapyecKa Bh3pacT ¢ HopManHa 6x6peyHa dyHkuma
HIHM CTOMHOCTH HA KPeaTHHHHOB KIUpPBHC HAd 50 ml/min.

IleCuampuung nonyrayus
Aeya noo 3 meceuna ev3pacm
bezomnacHocTTa ¥ edHKAaCHOCTTa Ha MEPONEHEM MPH Aena NoA 3-MeceuHa Bh3pacT, KAKTO H OITTHMATHATA

CXeMa Ha J03upaHe, He ca YcTaHOBeHH. OrpaHMyeHH ¢apMaKOKMHETHYHH JaHHHK obaue npeamnonarar, ye 20
mg/kg npe3 8 uaca Moxe aa 6bxe moaXoAAIIa cXeMa Ha JICYEeHHE.

Ieya om 3 meceya 0o 11 200unu u c menecro mezino oo 50 k2
IIpenopBUHTENHHTE BO30BH PEXKHUMH Ca MOKA3AHH B TabnMIiaTa no-aoay:

_I/ﬁiq:elqma Jlo3a, KOATO ce npuiara npe3 8 yaca

Texxa nHeBMOHWS, BKIIOYMTENHO HO30koMHanHa | 10 wnu 20 mg/kg
NMHEBMOHMA M MHEBMOHMA, CBBP3aHa C ACHCTUpAaHa

BEHTWJIALHY.
BponxormymMoHanHM uHpekumu npH  kucerwuHa | 40 mg/kg
¢pubpo3a. _

| YenoxHeHH uHGEKUMH Ha MUKOYHHTE IThTHHIA. | 10 win 20 me/ke
YcnoxHeHH HHTpaabAOMHHAIHA HHPEKLMH. _ 10 wm 20 mg/kg

YcnoxHenn wHpekuMH Ha Koxkara M Mekure | 10 wim 20 mg/kg
TbKAHH.

_
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Octop bakrepuaneH MEHHUHIHT. _ ’ 40 mg/kg
JleueHne Ha GeOpHIHH NAIMEHTH C HEYTPONEHHA 20 mg/ke

Leya c menecno mezno nao 50 kg
TpabBa ga ce npuiIoKU 103aTa 3a BB3PACTHH.

Hsama onur npu aeua ¢ 6x6peuno yspexaane.
4YUH H He

3a HHTPABEHO3HO MPHIOKEHHKE.

Cnen pasreapane/paspexxaane Meponenem Kty 06HKHOBEHO ce npuiara ype3 HHTPaBeHO3HA Hchyauﬂ 3a
npubausuTenHo 15 1o 30 MUHYTH. ATTepHaTHBHO, ZO3H MeporneHeM ao 20 mg/kg Morar Jia ce npuiarar
KaTo HHTpaBeHO3€eH Ooxyc 3a mpubau3nTenHo 5 MUHYTH. UMa orpaHHYeHH HATHYHM NaHHH 3a Oe30nacHoCT
B MIOOKpena Ha NMPHIOKeHHeTOo Ha f03a oT 40 mg/kg mpH feua KaTo HHTpaBeHO3HA B0MyC HHXEKIH.

HechBMeCTHMOCTH

To3u nexapcTBeH NPOAYKT He TPAOBa Zia ce CMecBa ¢ APYTH JIEKAPCTBEHH MMPOAYKTH, OCBEH TE3H, NOCOYCHH B
pazaen "CnerpaiHy NpearnasHi MEpPKH NTpH U3XBBPIiAHE U paGora".

Caen pasTeapane/pazpexnane:

bonycno npunooicenue xamo uHmMpaseHo3IHa URINCEKYUSA
PasTBOpET 32 6OMYCHO HHDKEKTHpaHe Ce MPHUIoTBA Ype3 pa3TBapsiHEe HAa Mpaxa BHB BOJa 38 HIDKEKIMH IO

Kpalina KOHUeHTpauma ot 50 mg/ml.

[IpUroTBeHUAT pa3TBOpP Ha JIEKAPCTBEHHA NPOAYKT BBB BOJA 3a HMHXKEKIMH TpsOBa Jla ce HM3MoN3Ba
He3abaBHO.

IIpunoacenue kamo unmMpaseHo3na uRPy3un

HHY3HOHHHAT pa3TBOp C¢ NIPUTrOTBA Ype3 pasTBapsiHe Ha npaxa wid B 9 mg/ml (0,9 %) pasTBop Ha HaTpUeR
XJIOpHA 38 HHpy3HA, Wik B S0 mg/ml (5 %) pasreop Ha rimoko3a 3a UHQY3UA 00 KpaifHa KOHLEHTpaLHMs OT 1
o 20 mg/ml.

[IpuroTBEHHAT Pa3TBOp HA JIEKAPCTBEHHA NPOAYKT B MHQY3HOHEH pa3TBOp Ha HaTpHeB xjopua 9 mg/ml
(0,9%) TpabBa 1a ce H3noa3Ba HezabaBHO. MHTEpBANBET OT BpeMe MexXAy HAYATIOTO Ha Pa3TBAPSHETO U Kpas
Ha HHTpPaBEHO3HaTa HH(Y3HS He TpaOBa a HaABMINABA €IMH Yac.

[IpuroTBEeHKAT PasTBOP HA JIEKAPCTBEHHA NPOAYKT B pa3TBop Ha rmokoza 50 mg/ml (5%) tpsabea aa ce
M3M0N3Ba He3abaBHO.,

He 3ampazspaiiTe rpuroTBeHus pasTBop.

Crnenmannn npeAnasHHE MepPKH HPH H3XBLpAAHe H pabora

Hipkexums

MeponeHeM, koifTo ce H3Mnomsea 3a 60JIyc HHTPABCHO3HA HIDKEKLMA, TpAOBa Jla ce pa3TBaps ChbC CTEPHIHA
BOJA 38 HHXKCKIIUH,

HHoysns
34 HHTpaBeHO3Ha HH}Y3UA ¢akoHHTE C MeponieHeM MOTraT Aa OBJaT OHUPEKTHO pas
pasTBOp Ha HaTpues xyopHa 9 mg/ml (0,9%) wiu rmokoza 50 mg/ml (5%).

Bcexu ¢nakoH e caMo 3a eqHOKpaTHa ynoTpeda. v oE
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[Ipu MpUroTBAHETO H MPU/IAraHETO Ha pa3TBopa TPAOBa Aa ce cna3Ba CTAHAAPTHA aCeNTHYHA TEXHHKA.

PasTBOp®T TpAGBa Ja ce pa3knatu Npeau ynorpebda.

Hewu3nonssaHUAT NeKapcTBeH NMPOAYKT WK OTNAXBYMHUTE MaTepHadH OT Hero TpadBa na ce M3XBLPIAT B
CHOTBETCTBHE C MECTHHTE H3MCKBaHHA.
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