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1. HWME HA JEKAPCTBEHMA ITPOAYKT
MAHHTOJI BAKCTEP 20% UHTPABEHO3HA HH® Y3, MansTo.
MANNITOL BAXTER 20% INTRAVENOUS INFUSION, Mannitol

2. KAYECTBEH U KOJIHYECTBEH CHhCTAB
Mawmuron: 200 g/l

1 ml oT pa3TBOpa ¢eOBpxa 200 mg MaHUTOI.
3a TBJTHHA CIHCEHK C HOMOLIHHTE BelieCTBa BIDKTe TouKa 6.1.
3. JIEKAPCTBEHA ®OPMA

Pa3TBOp 32 HHTpaBEHO3HA HH{y3HA.

Buctsp, OezupereH pazTsop.
4. KJMHHYHHA JAHHA

4.1. TEPATIEBRTHYHH NNOKA3AHUS

MAHHTOJI BAKCTEP 20% e moka3ad 3a MpPHIOXKEHHME Karo OCMOTHYEH IHYPETHK NpH
CHeAHHTE CIIyuau:

- Tlopumapane Ha nuypesaTa npy NpoHIAKTHKA H/HIK JIEUEHHE HA ONUrypH4HATa (asa npu
ocTpa OB0OpeyHa HeNOCTATBYHOCT IPEAH HacThNBaHe Ha Heobparuma OGnOpeuna
HEJOCTATEUHOCT.

- HamansBaHe HAa BBTPEYEPENHOTO HAJLATAHE W MO3BYHMA OTOK, IPH 3afla3eHa KPbBHO-
Mozpuna Gapuepa.

- Hamanspane Ha TOBHIIEHOTO BETPCOMHO HanAraHe, KoOraro ToBa HE MOXKE g 6'1:.116
HOCTHTHATO 110 APYT HAYHH.

- YckopsBaHe OTACMAHETO HA TOKCHYHH BEINECTBAa, KOUTO Ce eKcpeTHpar npe3 GuOperure
IpH OTPABSIHEL.

4.2, JO3UPOBKA H HAYMH HA IIPUJIOKEHNE
20311 POBKA:

,D:03Hp0BKaTa CC Onpenens B 3aBHCHMOCT OT RBB3pacTTa, TEJIECHOTO TEINO, KIHHAYHOTO
ChCTOAHHMC Ha NALHEHTA, KAKTC H OT NPHADYXABALIATA TePaIHa.

BrapacTHu:

{IpenoprumTenHara Ao3HpoBka € ot 250 ml mo 1000 ml/neH (50g no 200g m
KaTo NbpROHa4anHara Hoza e 250ml (50g maummrosn). B moseuero
TeparneBTHIeH edeKT ce noctura npH aoza or 250ml xo 500ml/men (50 mo
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CkopoctTa Ha unbysusa obuuaiiHo € oT 30 mo 50 ml/gac. Camo mpHM HAKOM KPHTHYHH
CBCTOAHHS MAaKCHMATHATa CKOpPOCT Ha uHpy3us Moxe aa e 70 ml/gac 3a nepuon or 5 MHHYTH
(Bix mnpoBeXImaHe Ha MaHWTONOR Tect)., Cnenm 5 MuHYTH TpabBa Ja ce NpeMHHE KbM
ofguaitHaTa ckopocer or 30 xo 50 ml/yac.

Ha nauueHTH ChC 3HAUHTENHA ONUTYPHA MAH TpelronaraeMo yepeaeHa 0n0peuna QyHIIMS
IbPBO TPAOBa Ja ce HanpaeW MaHUTONOB Tect ¢ lml/kg TenecHo terio (200 mg ManuTON) 33
BpeMe OT 3 [0 5 MHMHYTH. Pe3ynTaThT OT TecTa CYHTA 34 IIPHEMJIHMB NPH KOJHYECTBO Ha
orieneHara ypasaa ot 30-50 ml/gac 3a nepuon ot 2-3 yaca. Axo He ¢e MOJyUH TaKhB PE3YHATAT,
TecTBT MOJKE Jla Ce TIOBTOPM M KO OTHOBO CTOHHOCTHTE ca ITOJ MPHEMIHBHTE, ISUSHHETO C
MaHMTON TpsAbBa Ja ce NpeKpard, ThHl KaTo TOBAa € IIPH3HAK HA HacTenwiaa OndpeuHa
HENOCTATEYHOCT.

Hamanasane Ha GLMpeUepentomo Haaa2ane, MOIbYHUA OMOK U 8bMPEOYHOMO HANA2aHe

O6uyaiinara roza e ot 7.5 mo 10 ml/kg TenecHo Teryo, npunokeHa 3a nepuod ot 30 1o 60
MHHYTH. 34 NOCTHUTaHe Ha MakcHMasied e(heKT NpH U3NOM3BaHe B NpeoNepaTHBHUS [IEPHOL,
JozaTa TpabBa na ce npunoxu | 7o 1.5 yaca npeay XupypriudHaTa HHTSPBEHLES.

Veenuuasane omoenanemo na MOKCUYHY GEUJECMBa, KOUMO ce omoenam upe3 bvbpeyume npu
OMpasAHUA

IIpu sanourade Ha Gopcnpana JHypesa Karo HONERHATENHO ISUEHHE NPH TEXKKH NeKAPCTBEHH
HHTOKCHKAIlMM, A03aTa Ha MaHuTona Tpabea na ObJe NOOXondIUa 3a NOANBpKAHE Ha
OTAeNeHaTa YPHHA B KoJMuecTBO A0 100ml/yac i Ganauc Ha TeuHoctute ot 1-2 murpa. B Tesn
CITy9aH MOJKe Ja Ce 3armovHe ¢ IpPBOHaYaNHa o3a ot 125 ml.

ﬂegaz

MIpu yEpemeHa 6u0peuna GyHKUINA TpaOBa na ce HampasH MaHuTONOR TecT ¢ 1 ml/kg TenecHo
terno (200 mg mannton/kg TenecHo Teryio) 2a 3-5 MuHYTH. TepaneBTHuHaTa no3a € OT 2.5
ml/kg Tenecno Terno mo 7.5 mi/kg Tenecno rerno. Ipu HeoOXOMMMOCT T4 MOKE Ja ¢¢ NOBTOPH
Olle ¢AKH WIIH J(Ba IIETH Tpe3 uHTepBan oT 4 1o § yaca.

Ilpy MO3bYeH MM BHTPEOYEH OTOK J03ara MOXKE Ja ce NPHIMKH 3a nepuoa ot 30 go 60
MMHEYTH, KaKTO IIPH BB3PacTHH.

TlaneHTH B HAOPEAHATA BE3PACT:

KakTo npH BB3pacTHH, JO3HPOBKATA € B 3aRHCHMOCT OT TEIVIOTO, KIMHWYHOTO M OHONOrHYHO
CHCTOAHME HA YIAUMEHTA, KAKTO U OT NpuipyaBalata Tepandd. ObuyaiinaTa mosa e CuIIO OT
250 ml mo 1000ml/men (50 mo 200 g 3a 24 yaca), kaTo MbpBOHaYasiHaTa no3a e oT 250 ml (50g
MAHHTON) 32 BCEKH OoTAeneH cnydait. Ilpu nanwyue wa HavanHa OpOpeyHa HeOCTATBYHOCT €
HeoOXOOMMO Jla Ce HalpaBd BHHMATelNHAa MpeleHKA Ha CHCTOSHHETO HA MAuHeHTa Npefy
onpeedHe Ha TOAXOAAATA K034,

Haynsa na n PHIOKEHHE:

PasrBOpBT ce Npuilara upes WHTPABEHO3HA MH(Y3HA KaTo Ce H3MOM3Ba CTEPHIHO METHUHHCKO
obopynsane. Hugyzuonnara cucrema Tpabea ga e cHabneHa ¢ GuNTHP. XUNEpPTOHMYHHTE
PasTBOpH TpAOBa fa Ce MpHIarat OCHOBHO Ipe3 NEHTpajJeH BEeHO3eH BT HJIH Tpe3 LUMPOK
BEHO3€H IIHT.

4.3. IIPOTHBONIOKA3AHUA
MAHHTOJI BAKCTEP 20% e npoTUBOIIOKA3aH [PH NALMEeHTH, IPK KOUTO €

— IlpenmecTeain mwiazMeH XUNEpOCMONAPHTET
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— Texxa nexupparanys

— Awnypusa

— Texka cerpaevHa HETOCTATEYHOCT

— Texxa GesonpobHa KOHIECTHA MM OTOK

— BeTpeuepenHo KbPBEHE, ¢ U3KIIIOYECHHE TIPH KPAHHOTOMHA
— Hapymenus Ha KpEBHO-MO3BYHaTa OapHepa

- CBp’bX‘-IYBCTBPITeJIHOGT KbM MaHHTON

4.4 COENMAJHHA TPEAYIPEXIEHNA H CUENUAJNHE HTPEANASHA MEPKH ITPH
YIIOTPEFA

Crenyanyy npenynpexeHus

ManuTon Tpabea fa ce IpHara ¢ OBHINEHO BHAMaHHE IPH NALHSHTH ¢ TEKKH HApYIIEHHI Ha
6p0peunara ¢yaxuus. IIpy Tax nepeo Tpsadea ma ce mnposele MAHHTONOB TECT H aKO
KOJNIMYESCTBOTO Ha OTHENICHATA YPHHA Ce CUSTe 3a JHOCTATBHYHO, TC HGUEHHETO ¢ MaHUTOJ MOKe
Jia NpoARICKM (Bwwk 1.4.2).

IpunojxeHneT0 Ha MAaHHTON NpPH TAHEHTH C MpeAmecTamio OwOpedHo 3abonsBaHe HIH
IpHeMalid NOTeHIMATHO HePPOTOKCHYHH JICKapCeTBd, BOAH A0 NOBHUICHA OINacHOCT OT
passuTHe Ha OnOpewna HepocTarbyHOCT. [D1asMeHuar ocMmomapureT # OnOpeunara QyHKUHA
Tp:A6BAa BHHMATEIHO Ja Ce NPOCHEeAdRaT H IIPH BiOIIaBaHe Ha GsOpevHaTa dyrxuEs Tpadpa aa
ce IpeNnpHeMaT ChOTBETHH JEHCTBHA.

IIpu namwenTy B WOK M ¢ HapylieHa Op0pevna GyHKIMI MaHKTON TpOBa Aa ce npusara caMmo
clIen Kopurupade obeMa Ha TEIeCHHTE TEYHOCTH W eNexTponuTHud DanaHe.

CrensanHy npeina3sHy MepKH IIpy yriotpeba

Tlo rpeMe Ha NeYeHweTO ¢ MAHHTON NAUMEHTHTE TPAORA Ba OBLNAT BHAMATEIHO NPOCHEIABaHH
3a BlIOINaBaHe Ha GpOpednuTe, cppaeuHurTe WiH SenompobHure QYHKIMH M NpPH N0oABa HA
HEXENaHH peakuuH TO TPAOEa na O'be IpeKpaTeHo.

ChpIedHocHIOBIAT CTATYC HA nanyenTa TpaOea ja Obie BHUMATENTHO NpelieHeH npenu 6Bp3o
npunoxkenrie Ha MAHHWTOJI BAKCTEP 20%, Teii kxaTo BHE3aIHOTO YBeNIHMYapaHEe Ha
eKCTpaleiylapHaTa TCUHOCT MOXKe Ja HOBEAe N0 BHe3anHa KOHIECTHBHA ChpIeHHa
HENOCTATHYHOCT.

IIpemuHaBanero Ha HHTpanemynapHa TeuHocT (0e3 HaTpuil) KBM eKcTpatlenyJlapHus
KOMITAPTUMEHT B CJICACTBHME IIPIIIOKEHHETO HA MAHHMTON MOME Ja NOHMKM INa3sMeHara
KOHLEHTpaLys Ha HATPHA M Ja 3aaeabodd XunonatpueMuara. KonHuecTBOTO Ha HATpHs
HAMaJIABA M B Pe3ylTaT HA OTHENIHETO MY 4pe3 ypHHara. MaHHTONBET MOXe Aa 3aMbIVA H
3aBNTO0YN CAYYauTe Ha HEU3PaseHa XHAPATallld K XHNOBONeMHU.

KommgecTBOoTO Ha OTHAENeHaTa YpHHa, GanaHChT Ha TEYHOCTHTE, HEHTPAHOTO BEHO3HO
HaJArane ¥ eNeKTPonuTHUAT Gananc (0cofEHO Nna3sMeHWTe HHUBA HA HATpUl M Kanuii) Tpadsa
na 6B/aT BHUMATENHO TIPOCIIeaABaHH.
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4.5 B3AUMOJIEHMCTBHA C JPYIH JEKAPCTBEHH NIPOAYKTH H APYTH ®OPMH HA
B3AHNMOJENCTBYE

TloBuiuagane Ha ediexra

EnHOBpeMeHHOTO NpuioieHue Ha NpyTH NUYPETHL MO)ke Ja 3acHNM JIGHCTBHETO Ha
MAHHUTONA U NMPH HeoOXoAUMOCT fl03aTa My TpA6Ba na O/¢ ChOTBETHO KOPHIHpaHa.

ToHmxagaHe Ha edekTa

MaHHTONST YCKOPABA OTASIAHETO Ha ACKApCTBEHHTE NPOAYKTH, KOMTO €& OTHENAT 4Ype3
ypHHaTa (Hanp. JTHTHH ¥ METOTPEKCaT) M 3aTOBA €AHOBPEMEHHOTO MM IPHIOKESHHE ¢ MAHHUTOI
MOXKe Jia HaMalH TAXHOTO NeHcTBHe.

KsymynatyeHa nedpOTOKCHUROCT Ha ASKAPCTEEHH KNPOOYETH IOPANH HapymieH GanaHc Ha
TCYHOCTHTE B CACHKCTBHE NPHUNOKEHHETO Ha MaHHTOI

Hauuemu, C nOpHOpy>Kapalla Teépanusd ¢ NAKITOCTIOPHH Tpﬂ6Ba Ja 6’1:}1&T BHHMATECITHO
npocnensaBaly 3a CHMITOMH Ha He(i)pOTOKCIfI‘-IHOCT.

Bﬁrrpem 4e HMa OrpaHHYeHM NaHHH 3a BB3HKBAHETO HM IIPH XOparta, CAeAHHTC HeKapCTBeHPI
BRAMMOIEHCTBHS C4 BHIMOMKHH: AMHHOIJIMKOSHIH (33CHIIBAHE HA OTOTOKCHYHMA edekT),
HeBpoMycKyJHH Onoxepy (noBMiuapaHe Ha TexHMa edexr), NepopajHH aHTHKOaryJaHTH
(moHmkapane eekTa Mopagy yRelHYeHa KOHIEHTpalHs Ha (akTopHTe Ha KPBBOCLCHPBAHETO
BCIICICTEYE ASXMAPATAUHATA) H NUTOKCHH (BB3MOIKHA ITHIOKCHHOBRA HHTOKCHKAIMS NOpagy
XHUMNOKATHEMH),

4.6 BPEMEHHOCT H KbPMEHE
Hama poctaThyHO JaHHH 32 NPHIIOKEHUETO HA MAHHTON IO BpeMe Ha GpeMEeHHOCT.

Hsama moctaTsyHO JaHHM OT NPOYHYBAaHMA IIpH XHMBOTHH T0 OTHOLUeHMe ebekra Ha MaHHTONA
BEpXy OpeMeHHOCTT2 WM eMOPHOHaNHOTO M (eTalHOTO pa3BHTHE, DDKAAHETO W/HIH
FIOCTHATANHOTO Pa3BUTHE,

MaunuTon TpaOea fa 6bAe H3MON3BAH [T0 BpeMe Ha OPEMEHHOCT, CAMO aKO € CTPOTO NIOKA3aH.
HaMa nagHH 3a NPpeMHHABAHETO HA MAHHUTON B MaHuMHOTO MIIAKO.

MaHunTon Tpﬂ6Ba. 12 ObAe HAMOM3BAH N0 BpeMe Ha KEPMEHE, CaMO0 aKo € cTPOro nmokasa.

4.7 BINAHUE BEPXY CIHIOCOBHOCTTA 3A IIO®UPAHE H PABOTA C MAIIMHHA

He ce pazrnesxpar.

4.8 HEXKEJIAHM JTIEKAPCTBEHH PEAKIHYU

Ilomygyapary ca peaku CBOOIIGHHS 3a HApYLIEHHS HA BOMHO-CIEGKTPONHTHMA OanaHc,
XHIOTOHMA K TpoMOO(IeOUT IIpH NPAIOKEHHUE Ha TONIEMH JIO31 MAHHTOJL.

B no-penxu ciydam e ChOOLIABAHO 233 CHNEOHHTE HEXEIAHH JIeKAPCTBEHH pPEaKLHH,
HabI0aBAHH IO BPEME Ha HITH CIEA TIPWIOKESHHE HA MAHHTONL

BesonpoOHa KOHreCTHs M OTOK MPH rOAGMH JO3H MAHHTON, XHIIEPTOHHSA, CYXOTa B yCTara,
ACUKNQ, JeXMIpatalui, NOBHMIIEHA JUypesa, OTHHIIHA OCMOTHHHA Hedposa, 3a

HEeKPo3a Ha KO)KaTa, BTPHCAHe, BUEHe Ha CRBAT, ANEPTrHYMHH PEaKLHM KaTto
aHaQUIAKTHYEH INOK, CHPIEYHU APHTMHH, MOBHIIEHA TeMmIeparypa
Hanoao6:aBallia aHrMHa NeKTopHC.,
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HabGmonarasu ca u H30JIMpaHH CJIydal Ha OcTpa 61>6petma HEAOCTATBIHOCT H KOHICCTHBHA
ChpACHHA HSNOCTATBYHOCT.

Bucoku HO3H MaHUTOJ MOTAT Jja MOBNHAAT KPbBHO-MO3a4HaTa Gapuepa, ¢ nocieasawy rebound-
e(beKT Ha NOBHIIABAHE Ha BBTPEUECPETIHOTO HANATGHE.

YecroTa Opraun u cCHCTEMH Cummronts
P (LLT terms MedDRA 6.1)
HapyIneHus BLB BOTHO-NEKTPOIHTHHA
Hapymenns B MeTaGoansMa H XpAHEHeTo 6
Heuecra ATAHC
(>1/1000 - < 1/100) | ChAoRM HapylweHus Kunoronns
CobI0BH HApYHICHHS TpomGodnedur
Hapyienss B MMyHHATA CHCTEMA AnlepruuHa peaxuis
HapymieHHs B MMYHHATA CHCTEMA AnauaaxTHYEH MoK
Hapyienus B MeTa0onH3Ma H XpAHEHETO Hexunparauus
Hapymenus B MeTab0nHIMAa M XPAHCHETO Orox
Hapymerna Ha HepBHaTa CHCTEMA I'napoGonue
Hapymenus Ha HepBRATA CHCTEMA I'spuoBe
Hapymenys Ha HepBHaTa CHCTEMA BreHe Ha CBAT
Hapymenus Ha HepBRATa CHOTEMA [Tosunreno BhTPEUCPENHC Hansrane
Qun 3aMBrNeHO 3peHne
ChpaeyHn HapymeHus Cupaevuna apuIMHS
CbHOBH HApyINEHHT XuneproHus
PecrupaTopuy, TopakanHy M MSTHACTHHAIHA
PATOPHA, TOP A BenonpobHa koHrecTas
HapyIICHHUS
Pectiparopyuy, TopaKaiHu ¥ MENHACTHHARHY
PaTOprH, TOp A Benonpobes oTok
HApYHICHHS
Panka PecrimpaTopny, TOpakaiHy W MEAHACTHHANHK —
(>1/10.000 - HapyIIeHUs
<1/1,000) TacTPOMHTECTHHANHY HAPYINERHS CyxoTa B yeTaTa
Koxa Hexposa Ha koxara
IacTpoMHTECTHHANKN HapYIICHHA Hancna
lacTpouHTECTHHANHHE HapYIICHIS I"'anene
FacTponBTECTHHANHH HApYIIEHHA IMosprmate
Koxa ‘Ypruxapua
MycryaH H CBENHHATEIHA THKAH Kpammun
Hapymierns Ha THKOYO-TIOIOBATA CHCTEMA ExcrecHrHa JHypesa
Hapyurenna Ha ITHKOMO-TIOAOBATA CHCTEMA Ocmornuna Hedposa
HapyimeHus Ha IEKOMO-MIOJIOBATA CHCTEMA 3anpnixka Ha ypPHHA
Hapyurenna B 0611010 CHCTOSHYE H Ha MACTOTO Ha
Brpucane
TIPHIOKEHHE
Hapywenns B 00I10TO CHCTOSHHE H HA MACTOTO Ha I'phana Goaxa (mono6ua Ha aHTHHA
NPHIOKEHHE HEKTOPHC)
Hapyimensst B 00110T0 CLCTOAHKE M HE MACTOTO Ha [{ORMIEHA TEMIEDETYDA
HPHIOKEHHE patyp
Muoro paaxa KourectusHa chpaguHa s
CopaeyHy HapyrieHus :
(<1/10,000) P Py —. S MElY,
5
Hapymenus Ha NHKOYO0-IOAOBATA CHCTEMA QOcrpa 6nHpeuna HGHO%A@{ ]
=]
=
e
=
*
2
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4.9 IIPEXO3UPAHE
B cnyyaii Ha npefo3upaHe, TEUSHUETo ¢ MAaHHTON TpAGea Ja 6be He3abaBHO NPEeKpaTeHo.

TTpoABIGKUTENHOTO OPHNOKEHAE HIH BIHBAHETO © MO-BUCOKA OT IPETIOpBYHTENHATa CKOPOCT
Ha XMIEPOCMOTHYHH Pa3TBOPH MOKe [a JoBeAe IO NpeToBapBane Ha KPBBOOOpAIIEHHETO H
anmpo3a. HaganuuTe CHMIOTOMH BKITIOYBAT: rapobolue, rafeHe H BTpucaHe 6e3 TeMmeparypa.
Te morar na GbAarT HoCHEABAHH OT NIPOMEHM B CB3HAHMETO, CHHIMBOCT, I'bpYOBe, CTYNOp H
KOMa.

B Te3u cmyyam TpaGea ga ObAe NMpOBENEHO CHMITOMATHYHO M MOANBKALIO JICUSHME, ©
HenpeKBCHAT KOHTPOJ HAa BOAHO-eNeKTponntHMs OGanaHe. Moxe jga € HeobXomumo H
NpOBEXKIAHe HA XeMOIVAIIH3A.

5 ®APMAKOJOIMYHH JAHHHU

5.1 ®APMAKOARHAMHYHU CBOVCTBA
(dDapMakoTepanepTHYHA rpyma: “PasTBopH 3a OCMOTHYHA JHype3a”
ATC xon: BO5SBCO!

ManuronsT e nonmuzaxapuyi, KOHTO OCHOBHO € B eKcTpauenynapHua komnapTuMmeHT. Toi
OKa3Ba OCMOTHHEH e(eKT, KOMTO BOOHM A0 NpeMHMHaBaHe Ha TEYHOCTHTE OT MHTPAUE/IyiapHHAS
KBM eKcTpaleTynapHis KOMIIapTHMEHT.

Manuronsr ce dunrpupa csobogHo B OnOpeunure riaomepyaH u caMo okono 10% ce
peabcopbupa B ObOpeunure TyOynu. Tyk HEroBHAT ocMOTHYEH e(exT BOAM OO MOTHCKAaHE
peabcopbuuara Ha TeMHOCTHTE OT IVIOMepYJHMA (HATpaT M yBenuuyaBa auypesara. Ilo Tosu
Ha4MH C¢ YBeJMYaBa OTIC/AHETO Ha YPUHA TP CHCTOAHNI Ha ONUTYPHS/aHypHs, KaKTO H TpH
puck ot ocrpa Ob0peyHa HemocTaTBPUHOCT. MaHHTONBT YBEJNHYABA OTIEIAHETO Ha
EIEKTPOSIUTHTE, 0CODEHO Ha HATpHI, KA U Xnopa. EKckpenyaTa Ha AeKkapCTBEHH BELIECTBa,
OTAENAMM ce Npes GE6penyTe, KAaTO acIUpPHH U 6apOUTYpaTH, ChHIIO ce YBeNHYaBa.

OOGHKHOBEHO MAaHHTOMET He INpeMyiHaga IIpe3 KpPBBHO-MO3bBUHAaTa 6apnepa. MauutonsT
INCRHUIABA IIAA3MEHOTO OCMOTHUYHC HANATAHE, B PC3YATAT Ha KOETO TCYHOCTHTEC HM3NH3aT OT
MO3B4YHATA TEKAH H ce HAMATABA MOSLYHHS 00eM U BETPEUEPEITHOTO HaAJIATaHe.

MasdaTONBT He HpOHHKEA B O4YHATa 20vaka. Toit ¥YBEIHYaBa €KCKpenuATa Ha CTBIJIOBHIOHOTO
TRJIO M 110 TO3H HAYHH NOHIDKARA BETPCOTHOTO HAJIATAHE,

5.2 PAPMAKOKHHETHYHH CBONCTBA

Cnen, MHTpaBeHO3HO NPHIOKEHHE NIO-TOIAMa YACT OT MaHUTONA ce OTAeNs HeMeTaboNH3HpaH
Ype3 raoMepynHa Qrrrpaips. MaauTonsT npeMuHaBa cBoCOIHO pe3 OLOpeUHHTe rmoMepyi
u camo okono 10% ce peabcopbupa B OnOpeunuTe TyOynu. IlpM BE3pacTHM BpEeMETO Ha
NONY)KMBOT € OKOJIO 2 4aca, HO [pH NauueHTH ¢ OB0peyda HENOCTATHUHOCT € IO-
nponbipkuTenHe. §0% OT mprtoMKeHaTa 1032 ce OTAEN B HeNPOMEeHEH BHA 33 OKOMo3 yaca.

5.3 IIPEAKJNHHIYHA JAHHHA 3A BE3ONACHOCT

IpenxnuHu4HUTEe AaHHM 33 0e30TacHOCT Ha MAHHTOMN IIPH JKHBOTHH HE CA e
KaTo MaHMTOJN € Iobpe YTBHEPACH B MEAULMHCKATA MpaKTHKA M (apmakorn
DPOIYKT.
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6 OAPMAHEBTHYHHU JAHHOH

6.1 COHCHK HA NOMOIUHUTE BEIIECTBA

Water for Injections

6.2 HECEBMECTHUMOCTH

MAHHTOJI BAKCTEP 20% ve Tpafsa na ce Hpuiara €AHOBPEMEHHO C, MPEOU HIH CHeX
TIPHIOJKEHHE Ha KPBB M KPBBHH IIPOIYKTH, NOPAJU OACHOCT OT NCEBAOATTY THHALM.

Ipenu moGaBsAHe Ha APYTH JIeKaPCTBEHH MPOAYKTH TpaOBa Aa ce IpoBepH NpPeBapHUTENHO
TAXHATA CHBMECTHMOCT C Pa3TBOpPA.

Tpsabea na ce B3emar MpeNBHI HHCTPYKUMKTE 32 yIoTpeba Ha 100aBAHYS JIeKapCTBEH NPOAYKT.

Ipenu nobapsHe Ha JIeKapCTBEeH NPOJYKT Clief(Ba Na ©E IPOBEPH HEropara PasTBOPHMOCT H
cTabuIHOCT BBB BoZa M pH choTeTHOTO pH 3a MAHHTOJI BAKCTEP 20% (4.5 to 7.0)

CrenuuTe HEKAPCTBSHH TIPOAYKTH MOTaT Aa OBIAT NOCOYSHH KaTO HECHBMECTHMH C MaHMTON
pazreop: cefepime, imipenem, cilastin u filgrastim.

HoGaBsnero Ha xanues unu warpues xnopun kM MAHHTOJL BAKCTEP 20% moxe na
noeene no oOpasyeaHe Ha yTaiika.

6.3 CPOK HA FrOJJTHOCT
CpoKbT Ha rogHoCT & 3 TOIMHA.
Cpox Ha roIHOCT 110 BpeMe Ha ynoTpeba:

Tlpy npunoxeHWe Ha IONBIHHTENHH JISKAPCTBEHH MPONYKTH: XMMHYHAra M (pH3HyHa
crabunHocT Ha nobaBeHunTe MpomykTH npu ganeHoto pH wa MAHHMTOJI BAXCTEP 20%
H cbe caka Viaflo 1pabea na Opae ycTanoBeHa npesinl yrorpeba.

Ot MHKpOOHOAOTHYHA [VIGAHA TOUKA, Pa3TBOPHT Tpadea ga Onae uanmonsean go 24 yaca
clies] CMecBaHeTo M ChXpaHABaH Itpu TeMIleparypa oT 2 fo 8°C, He3aBMCHMO Aand TO €
OHIIO U3BBPINEHO NPH BATHAUPAHY H KOHTPOIHPAHH ACENTHYHH YCIOBHA.

6.4 CIEHUAJHH NPEXIAZHN MEPKH 1PN CLXPAHEHUE

)_'],'a HE c¢ ChbXPaHigRa B XNaJWITHHK A Ja He C¢ 3aMpa3saBa.

6.5 JTARHH 3A ONIAKOBKATA

Pa3TBOpET c& NpeAnara B IJIaCTMACOBH ONAKOBKM C IPO3PavHO IUIACTMAacoBO (GOJHO WIM B
CTBKIICHH (DIAKOHH,

[MnactMacoeoro ¢onmo nosmaro karo Viaflo e ¢pCTaBeHO 0T NONHONEGHH/TIOAHAMHL
(npecosanm PL2442),

[ImacTMacoBHTE CakOBE MMaT BTOPO IIpo3payHo (ONHO, KOSTO HMa 34 Lea 1a 3
HA OTAaKOBKATA.

PasTROpHT ce mpeanara B cnemnare odbemu: 250ml, 500ml 1 1000ml
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0.6 YKA3AHMS IIPY VIIOTPEBA

HznonzpanuaT pasteop Tpabea ma ¢ Oucropp, 0e3 BHAMMH YAcTHIM M OIIAKOBKATA Ja € ChC
2anazeHa EUTocT. Jla ce npinara HeOCPeACTRCHO Cliell CRBpP3BaHE Ha caka ChC CHCTEMATa 33
uHGpY3HA.

H3akpmaneTo OT BTOPUYHOTO NPOTEKTHBHO Gonuo TpadBa Ia € HEMOCPSACTBEHO Npeau
ynorpeba. IIbpBuyHaTa ONAKOBKA OCHTYPABA CTEPHAHOCTTA Ha NPOSYKTA.

Caxopere Aa HE Ccc CBEP3BaT B CCPHH. Taxbe HauMH Ha HM3MCN3BAHE MOKE Oa AOBENE JO
BBE3OYIOHA 6M6OHHH, AbJDKAla CE Ha QCTATRUYCH BE3AYX H3TCrIICH OT NBPBHA Cak, IPeOH
TNIPANOKCHHETO Ha PasTBOPa OT BTODHA a € 3aBbPIIHI0.

JlexapcTBeHH HpONyKTH MOXe Aa ce AOOABAT KAKTO MpedH, Taka M MO BpeMe Ha HH{Y3HATa,
KaTO ¢¢ U3NOM3Ba CHOTBETHUA OTBOP 32 HIDKEKTHpaHe,

IMo-puckuTe ‘TeMnepaTypu Morat Ja NPHYMHAT oOpa3yBaHe Ha KpHMCTamM. AKO ce MofBar
KPHMCTITH ¢ HeoOX0IHUMO PasTBOPET Ja ce NIOTONH B Tora Bofa npk 50-70°C, 3a na ce 3aTorum
H Ja ce Pa3TBOPAT KpUCTAIMTe. Pa3TBOpHT TpAORa Aa ce oxnaiu no 37°C npeud BIUBaHE,

PasTeOpET € NpenHasHaueH camMo 3a €IHOKpaTHa ynoTpeda.

Beako HeH3TON3BaHO KONHYECTBO WIH OCTATbK OT pasTeOpa Tp}IﬁBa. Jda C¢ YHHIOOXKH IO
TMOAXOAII HAYHH.

l{a HE C€ H3MNON3BAT YaCTHYIHO H3NOJI3BaHH CaAKOBE.

1. Oteapgaune (N7acTMAaCOB CaK).
a. OTcrpaHeTe ropHOTO NPOTEKTHBHC (HONHO HEIIOCPERCTRCHO NpenH ynoTpeda.

0. Hpocne,ue*re 3a OKOAO MHHYTA Jajiyl UMa HU3THYAHE Upe3 JICKO NPHUTHCKAHE Ha cakKa. Axo ce
YCTaHOBH H3THYAHE, H3XBBPIETE TO3H pasTBOD, THH Karo CTePHITHOCTTA MOXKE a € HAPYLICHaA.

B. IIpoBepere manM pa3TBOPBT € OMCTHDP, KAKTO M 3a OTCHLCTBME HA JYXIM YacTHUH. AXO
pasTBOPET He € OHCThp WIM CBIBpXKA UyiIW dacThim, TpaOsa na Oble YHUIIOMEH nNO
HOIXOMSAI HAYMH.

2. HOQFOTOBKB, 38 NPIRACHKEHUE (nacTMacoB Cak).

Hznionzpatite CTEePHITHH KOHCYMaTHEH 3a ITIOArOTOBKAa U IPHIIOKEHHE,
a. Oxauere caka Ha MpeaBracHOTO 34 TOBA MACTO.

0. OTchaHeTe IacTMacOoBUA TPeNasyTell Ha OTBOPA 3a BIIHMBAaHE, HAMHpPALN Ce Ha XBbHOTO HA
caka.
B. HMsnomsBakite acenTHYHA TEXHHKA 3a OPHITOMCHES,

r. Ilocrasere Ha®opa 3a mpunoxkenue. Ipouerere BHMMATERHO NpHApy’kapamara Habopa 3a
TIPHACKEHHE HHCTPYKLA.

3. Texnyxa 3a 0obasane Ha Jexapcmseny BPodyKmu (RIaGCmmacos cax).

Brunanue: Jobasenume nexapcmeenu npodyxmu mpabea 0a ca Co6Mecmumi.
Hobassawe na nexapcmeenu npodyxmu npedu NPUROICEHUMO. /""—"
a. JlesuHpexnupaiite 0TBOpA 38 HHIKEKTHPAHE.
6. HMznonspaiite crpuHIOBKa ¢ pasmep Ha wraata or 19 G (1.10 m
IYHKTHPAKTE OTBOPA 34 HIHKEKTHpaHe M UEDKeKTHpaiiTe.
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B. CMmeceTe pasTBOpa M JeKapcTBOTO Jobpe. 3a MO-KOHLGHTPHpAHH pPasTBOPH KATO KANHER
XIJTOpHI, npobuiiTe OTBOpa 3a MEDKEKTHpaHe BHHMATENHO KaTo ro NpHABPKATE B H3MOPaBEHO

MONOXKEHHE M CNIe]| TOBA CMECETE.
BruMarnue: He chxpanapaiire cakoBe ¢ Beve J00aBEHH JIEKapCTBEHH NPOXYKTH.

Llobasane Ha aexapcmeenu NPOOYKMY NO 8PeMe HA NPUNONCEHUMO.
a, 3aTeopeTe KIaMraTa Ha HHGY3HOHHATA CHCTEMA.
6. HMesundexippatite OTROpa 33 HHXKEKTHpPaHe,

B. Manonzeaiire copuruoeka ¢ pasmep Ha urmara ot 19 gauge (1,10 mm) no 22 gauge (0,70

mun1), MyHKTHpaiTe OTBOPA 32 HEDKEKTHPaHe H HIDKeKTHpaliTe,
r. Ceajiere caka 0T METANHATA CTO/KA ¥ rO NOCTABETE B IIPABO XOPUIOHTATHO HOMOKEHIE.

1. Upez BHMMATeAHO NpPHUTACKAHE Ha caka eBakyupaiite no0aBeHHs /JEKapCcTBeH MPOAYKT OT

MSICTOTO Ha NPHIIOKSHUETO MY.
CMeceTe pa3TBOpa M MelKaMeHTa fiobpe.
k. BppHere caxa B H3XONHO NONOKEHIE M NPOXBILKETE HPHIIOKEHHETO.

®

7. HME H ADPEC HA ITPHUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPERBA.
Baxter d.o.o.

Zelezna cesta 18
1000 Ljubljana, CnoBenus

8. PEITHCTPAIIMOHEH HOMEP B PETHCTHPA ITO YJI. 28 OT 3JICAXM.
20010541/14.06.2001

9, JATA HA TEPBO PA3PEIIABAHE 3A YIIOTPEGA HA JEKAPCTBEHHS
IPOIYKT e FBJTAPHS.
14.06.2001

10. JATA HA MTOCIEIHATA AKTYAJM3ATIASA HA TEKCTA.

Depyapu 2005
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