JIncroBka: nupopmanns 3a nauHeHTa

LHedprpuakcon-MIP 2 g npax 3a HHKEKLHOHEH pa3TBOp
Ceftriaxon-MIP 2 g powder for solution for injection

[ledTpuakcon (Ceftriaxone) (kaTo uedTpHakcoH HaTpHii)

IIpoyeTrere BHHMATE/IHO UAJIATA JHCTOBKA, NIPEAH 1A 3aI04YHETE 1A NpHeMaTe TOBA JIEKAPCTBO, Thi

KaTo TS ChAbPKAa BaxkHa 3a Bac undopmanus.

- 3anazere Ta3u JUCTOBKA. MOXKe J1a ce HaJIOXKH J1a s IPOYETETE OTHOBO.

- AKO uMaTe HAKaKBH JAOITbJIHUTEIHH BbIIPOCH, nonuraiiTe Baiuus nexkap, ¢papmaleBT WIKM MeAULIMHCKA
cecTpa.

- Tosa nekapcTBo € npeanucaHo JU4YHO Ha Bac. He ro npeorcrenBaiTe Ha Apyrv xopa. 1o MoXxe 1a UM
HaBpeau, HE3aBUCUMO Y€ NMpPHU3HALUTE Ha TAXHOTO 3a00JisiBaHe ca chluTe KaTto Batiure.

- AKO NONyYUTE HAKAKBU HEXKEJIAHU JIEKAPCTBEHH peakluH, yBeaomere Baluus nekap, ¢papmaneBT wiu
MeMLIMHCKa cecTpa. ToBa BKJIFOYBA H BCHYKH Bb3MOXKHH HEXKEJIaHU peaKLMi, HEOTIMCAHU B Ta3H

IUCcTOBKA. BuxTe Touka 4.

KakBo ¢cbaBbpsKa Ta3H JIHCTOBKA: ,
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1. Kakso npeacraBiasBa Lle¢pTpnakcon-MIP u 3a kakBo ce n3no.3Ba

[lepTpuakcon-MIP e aHTHOMOTHK, KOITO ce AaBa Ha Bb3PacTHH M Jeua (BKJIIOYMTESIHO HOBOpoaeHH Oebera).
Toii nelicTBa kaTto yOuBa OakTepuuTe, NpUUUHABaLLA HHOeKUUK. Tol NnpuHaaneXyu KbM rpyna JieKkapcTaa,

Hape4yeHH LiedaloCTIOPUHM.

LlepTpuakcon-MIP ce uznon3pa 3a neyeHre Ha HHPEKLIMHU Ha:
- MO3bKa (MEHHMHIHT)

- benurte npobose

- CPEeIHOTO YXO

- KOpeMa M KOpeMHaTa cTeHa (MEepUTOHHT)

- MMKOYHMUTE MbTULLA U OBOpeuUTe

- KOCTHTE U CTaBUTE

- KOX>KaTa WU MEKHTE ThbKaHH

- KpbBTa

- CBhpPLCLTO.
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Tol Mmoxe na ce naea.

3a JIeYeHHUE Ha HAKOM MH(PEKLHH, MPeJaBaHH Mo NoJIOB NbT (FOHOpes U CHPUIIUC).

- 3a JIEYeHHE Ha MNaUMEHTH C HUCBK Opoil Oe/IM KpbBHM KJIETKH (HEYTPOIEHMS ), KOUTO UMAT NOBHULLIEHA
TeMnepatypa BCJle/ACTBHE HA OaKTepHasiHa HH(DEKLHA.

- 3@ JlIeYeHHUe Ha I'pbJIHH HHPEKLIMHU NPH BB3PACTHH C XPOHHUUYEH OPOHXHT.

- 3a JIeYeHUe Ha JlaiiMcka OosiecT (MpUYUHEHA OT yXanBaHe OT KbPJIeK) MPH BB3PACTHH H JIELLA,

BKJIKOYMTEJIHO HOBOPOIEHH Oebera oT 15-1HeBHaA Bb3pacT.

- 34 npcamnaspaHe OT HH(bEI{U,HH MO0 BpEMC Ha XHUPYPIrHYHa OICpalui.

2. KakBo TpsaOBa na 3naere, npean Aa Bu 0bae npuaaran Heprpunakcon-MIP

He Tpsa6Ba 1a Bu 0bae npuaaran Hegprpuakcon-MIP, ako:

- CTe ajJIepru4Hu KbM LIe()TPUAKCOH HJIH KbM HAKOS OT OCTAHAJIMTE CbCTABKH Ha TOBA JIEKAPCTBO (M30pOEHH
B TOUKa 6).

- CTe MMaJIM NMposiBa Ha BHE3alHO Bb3HUKBALLIA WM TE€XKKA ajlepruyHa peakuus KbM NEHUUHWIUH UK
noA00HK aHTHOMOTHLM (KaTo LedanocropuHH, KapdarneHeMH HWIH MOHODaKTaMH).
CUMNTOMUTE BKJIKOYBAT BHE3AMHO MOYBAaHE HA I'bPJOTO WJIH JIMLETO, KOETO MOXKE /1a 3aTPY/AHHU JAMULLIAHETO
WJIK NPErIblLIaHeTO, BHE3AMHO NOAYBAaHE Ha pbLETe, KpaKkaTa U rie3eHure, 0ojka B 001acTTa Ha rpbAHUS
KO, KAKTO U T€KbK OOpUB, KOWTO ce pa3BuBa Obp30.

- CTe aJlepri4Hy KbM JIMJI0OKauH, a TpsaOBa aa Bu ce npunara Llegprpuakcon-MIP noa popmara Ha MycKysiHa

HHKCKLIHA.

Hedrpuakcon-MIP ne TpsadBa aa ce npuaara npu dedera, ako:

- 0e0eTo € HEIOHOCEHO.

- 0ebeTo € HOBOpOAEHO (10 28-AHEeBHA Bb3pacT) U UMa OnpeeseHH NnpodJieMH C KpbBTa WIH XKbITEHULA
(NOXKBJTABAHE HA KOXKATa WJIM HA Os1J1aTa 4acT Ha OYHUTE) WM BEHO3HO TpsAOBA J1a My Ce Mnpuiara npoayKr,

KOMTO ChABbPIKA KaJILMH.

IlpeaynpexieHHs U npeanasHd MepKH

["'oBopete ¢ Bawus nexkap, ¢papmaleBT WM MEAMLIMHCKA cecTpa, npeau aa Bu ce naae Lledprpuakcon-MIP,

aKo:

- MOJIYYHUTE WM CTE€ UMAJIU Npead KOMOMHALMA OT HAKOM OT CJIEAHUTE CUMNTOMH: OOpPHUB, 3a4epBsABaHE Ha
KO<a, MEXYPH MO YCTHHUTE, OYMTE U yCcTaTa, OejieHe Ha KOXKaTa, MOBHLIEHA TEMIEpATypa, FPUIonoa00HH
CHUMITTOMM, MOBHUILLIEHU HUBA HA YEPHOAPOOHHUTE EH3UMHU, HAOJIIOaBaHH NIPH U3CJIEIBAHUS HA KPbBTa,
yBeJindeH Opoii Ha eIMH BUJ OesH KpbBHH KJIETKH (€03MHO(DHIINA) U YBEJIHYEHH TUMODHHU BB3JIH
(NMpU3HALM HAa TEKKH KOXXHHU peaKLMH, BUKTE CbLLO TOUYKa 4 ,,.Bb3MOXKHHU HEXKEJIaHH peakLuu™).

- HACKOpO CTE€ MpUEMAaJIH WUJIM Lle NpueMare NnpoAyKTH, KOUTO ChAbPKAT KaJILIHH.

- HACKOpO CT€ UMM AHapus ciiel ieyeHue ¢ aHTHOMOTHK. MManu cTe npoOsieMH ¢ yepBara, No-crieLiMajiHo
KOJUT (Bb3MajieHHe Ha 1e0esI0TO YEPBO).

- ¥MMaTte YepHOAPOOHHU MK ObOpeUHH npobeMu (BHIKTE TOUKa 4).

- MMaTe KaMbHH B XJIbUKaTa WK B ObOpeumre.

- CTC Ha AUCTAa C HAMAJICH NPHEM Ha HanHﬁ.
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Ako TpsiOBa 1a BH ce HanpaBH H3cJieiBaHe HA KPbB HJIH YPHHA

Ako Bu ce npunara LledrpuakcoH-MIP npoab/KUTETHO BpeMe, MOXKE Ja C€ HAJIOXKH J1a NPaBUTE PE1OBHH
KpbBHHU H3ciieaBaHus. Lledrpuakcon-MIP moxke na nosinuse BbpXy pe3yJaTaTure OT U3C/1e/IBAHE Ha 3axap B
ypHHATa U BbpPXY pe3yJTaTUTE OT KPbBHO M3Cj€BaHe, M3BECTHO KaTo TecT Ha KymOc. Ako Bu ce npassr
U3CJieIBaHUSA

- KaXKeTe Ha JIMLETO, KOeTo B3eMma npobdara, ye ce aekysare ¢ Lledprpuakcon-MIP.

Jlena
["'oBoperte ¢ Bawus nekap, ¢papmMaLeBT WKW MEAULIMHCKA CecTpa, NpeaH Ha aeteto Bu na Obae npunaras
LlebTpuakcon-MIP, ako:

- TO HACKOPO € NnoJiydaBajao UK LIE NoJiydaBa BEHO3HO IMPOAYKT, KOWUTO CbAbpPiKa KaJILMH.

HApyrn aekapcerBa u Heprpuakcon-MIP

TpsabBa na kaxkere Ha Baiwuus nekap uim dapmaleBT, ako npuemaTte, HaCKOpPO CTe NPUEeMalIi UK € Bb3MOXHO
Ja puemare JApyr JieKapcTaa.

[To-cneumnanuo, kaxere Ha Bawms nekap unu gapmMaueBT, ako nNpueMare HAKOe OT CJIEAHUTE JIEKApCTBa:

- BWJ aHTHOMOTHK, HAPpEYEeH AMUHOTJTHKO3ML.

- aHTMOMOTHK, HapeuyeH XJiopamM@eHnKos (M3M0JI3BaH 3a JeyeHue Ha UH(PEKLIMH, OCOOEHO Ha O4HTE).

bpeMenHocT, KbpMeHe H pepTHIHTET
AKo cTe OpeMEHHA WA KbPMUTE, CMATATE, Y€ MOXKE Ja cTe OpeMeHHa WM IUIaHHpaTe OpeMEHHOCT,

nochbBeTBaiiTe ce ¢ Bawns nekap npeam ynorpedara Ha TOBa JIEKapCTBO.

JlexapsT uie npeueHu nosizata ot JeyeHueto Bu ¢ Lledrpuakcon-MIP cnpamo pucka 3a Bawero 6ebe.

[lIopupane n padbora ¢ MAIIMHH
LlepTpuakcon-MIP moxe n1a npuurHU 3aMasHOCT. AKO ce YyBCTBaTe 3aMasHH, He lo(pUpanTe U He

U3I10J13BaiiTe HHCTPYMEHTH WJIKM MallMHM. [ oBopeTe ¢ Baluus jiekap, ako UMaTe TaKuBa CUMITTOMM.

Heprpnakcon-MIP cbabpxka HaTpHH

Tosa nexapcTBo cbabpxka 166 mg (7,2 mmol) Harpuii (OCHOBHA ChCTaBKa Ha roTBapcKaTa/TparesHara coJi)
BbB BesAKa ¢nakoH Lledprpuakcon-MIP 2 g. ToBa KOJHUECTBO € €KBUBAJIEHTHO Ha 8,3 % OT npenopbYHTETHHA
MaKCHMMaJleH JJHEBEH XpaHUTEJIEH MPHEeM Ha HaTpUil 3a Bb3pacTeH. MoJis, UMaiiTe ToOBa NpeaBUl, ako CTe Ha

JUeTa, orpaHM4aBallla roreapckara coil.

3. Kak ce npuaara lleprpunakcon-MIP

[ledbTpuakcoH-MIP 0OukHOBEHO ce npuiara oT Jiekap I MeJULIMHCKA cecTpa. Toil Moxke 1a ce NPUIIOKH
KarnkoBO (MHTpaBeHO3HA HH(Y3UA) WK KaTO MHXKEKLIMSA JUPEKTHO BbB BeHa WK B MycKyJl. LlepTpuakcon-
MIP ce npuroTss ot Jiekaps, papMaueBTa WK MeIMLIMHCKATa CecTpa U HAMa Jla ce cMecBa WM 1a Bu ce

rpuiara €1HOBPEMEHHO C MHXKEKLUU, CbAbPXKALUHU KaILMA.
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¢yHKuMoHUpaT ObOpeunTe U yuepHus Bu apob. bposaTt aun nnu ceamuum, B KOWTo BH ce npunara

LledpTpuakcon-MIP, 3aBucH OT TOBA KakbB BH1 HH(EKLIMS HMATE.

Bb3pacTHH, X0pa B cTapuyecka Bb3PACT H /lena Ha Bb3pacT 12 H noBeve roJiHHH, ¢ TeJIeCHO TerJio Nno-

roJisMo ujau pasao Ha 50 kujorpama (kg):

- 1 10 2 g BeAHDbXK JIHEBHO B 3aBUCUMOCT OT TE€KECTTAa U BUA HAa HH(eKLuaTa. AKO UMaTe TeKKa
uHpekuus, Bawmat nekap e Bu naBa no-sucoka ao3a (10 4 g BeAHbXK JIHEBHO). AKO nHeBHaTa Bu n03a
€ M0-BUCOKa OT 2 g, MOXKe J1a BU ce npuiioXu Karo e/1Ha 103a BeAHbX JIHEBHO WJIM KATO JIBE€ OT/IEJIHU

NO3H.

HoBopoaenn, kbpMaueTa 4 Aena Ha Bb3pact ot 15 nuu a0 12 roannu ¢ reaecno reryao noa S0 kg:

- 50 - 80 mg Lledrpuakcon-MIP Ha BCeKM KUJIOrpaM TEJIECHO TErJI0 Ha IETETO BEAHBXK IHEBHO B
3aBUCUMOCT OT TE€XEeCTTa U BUJa Ha UHPekuuaTa. AKO Umarte Texxka uHdekuus, BawmsaT nekap e Bu
aajae no-pucoka ao3a a0 100 mg Ha BCEKH KUJIorpam TeJIECHO TErJi0 10 MaKCUMYM 4 g BEIHbXK AHEBHO.
AKo nHeBHara Bu n103a € no-Bucoka ot 2 g, Mmoxe 1a Bu ce npuioXu KaTo e/1Ha 103a BeAHbK JHEBHO
WJIK KaTo JABE OTACIHH J103H.

- Jleua c TenecHo terno 50 kg wam noseue TpsaOBa aa nosyyasatr oOM4YaiiHaTa 103a 3a Bb3PaCTHH.

HoBopoaenn 6ebera (0-14 qun) :
- 20 - 50 mg Lle¢prpuakcoH-MIP Ha BCEKM KHUJIOrpaM TEJIECHO TErJ10 Ha IETETO BEAHBXK JIHEBHO B
3aBUCUMOCT OT TE€XKeCTTa U BMJa Ha UH(eKLuATa.

- MakcumasniHaTta AHeBHa J103a He TpAOBa aa e Haja S0 mg Ha BCeKH KHJIOrpaM TeJIECHO TerJio Ha 6ebeTo.

Xopa ¢ yepHoApoOHH H OLOpeuHH NpodIeMu
Moske na Bu ce naBa pasnuyHa 103a oT oOMyaiiHaTa. Baluumsar sekap uie peliy OT KakBO KOJIMYECTBO
LledpTpnakcou-MIP e umare Hyxaa u e Bu cneamn orbin3o cnopea texecTra Ha 4ePHOAPOOHOTO M

ObOpeyHO 3abonsABaHe.

Axo Bu 0b1€ npujiokeHn noseye ot HeodOxoaumara no3a leprpnakcon-MIP
AKO ciy4yaiHO NoJlyydTe noBeye oT npeanvcadara Bu no03a, BeaHara ce cBbpkete ¢ Bawums nekap uium Haii-

0J1M3KaTa O0JIHULIA.

AKo cte nponycHaau aa nm3no.ssare Lleprpnakcon-MIP
AKO CTe NnpornycHajau HHXeKLus, TpAOBa na Bu 0bae npuinokeHa Bb3MOXKHO HaiH-CKOpo. Bbnpeku ToBa, ako
MOYTH € BpeMe 3a cie/ipaliarta Bu MHXKeKL s, NPOIyCHETE JIMNncBalara Hikekuus. He usnonssaiire ABoiHa

1034 (II,BE HHXCKLIUH EI[HDBPBMEHHO), 3a J1a KOMIICHCHPATEC MMpoINnycHaTaTa A03a.

Ako crTe cnpeJsH ynorpedara na lleprpnakcon-MIP
He cnupaiite ynorpedara Ha Lle¢pTpruakcon-MIP, ocseH ako Bawusat siekap He Bu Kaxke 1a ro HanpasMTe.
AKO UMaTe HAKaKBH JAOIMbJIHUTEIHU BBIIPOCH, CBBP3aHM ¢ yrnoTpedara Ha TOBa JIEKapCcTBO, nonurainte Bawius

JICKAap HJIK MCIHLIHHCKA CCCTpa.




4. Bb3MOKHH HeKeJIAHH peakKuHu

KakTo BCHUYKH JIEKapCTBa, TOBA JIEKAPCTBO MOJKE /J1a MPE/AM3BUKA HEXKEJIAaHH PeaKLMH, BLIIPEKH Y€ HE BCEKH '
noJsiy4yasa.

[Tpu TOBa JIEKApCTBO MOraT J1a Bb3HUKHAT CJICTHUTE HEXKEJIaHH PEaKLIuM:

TeKKH aJIepruYyHH peakuHH (¢ HeH3BeCTHA YeCcToTa, OT HAJIHYHHTE IAaHHH He Mo’Ke /1a 0b/1e HanpaBeHa

OLIEHKA)

AKO UMaTe TeXKKa ajiepruyHa peakuus, CBbPKeTe Ce BeJHara ¢ Jiekap.

CuMnToMUTe MOraT J1a BKJIKOYBAT:

- BHE3aMnHO MOJAyBaHE Ha JIMLETO, MbPJ0TO, YCTHUTE WK ycTaTa. ToBa MOJKe J1a 3aTPYAHH JIMLLIAHETO WITH
NMPErabLIAHETO.

- BHE3alHOo IOJlyBaHE Ha pPbLUETE, KpaKaTa U IJ1€3€HHUTE.

- Oosika B o0nacTTa Ha rpbAHHA KOLl, CBbp3aHa ¢ aJleprMyHU peakLdH, KOATO MOXKeE J1a € CUMIITOM Ha

CbpaevyeH UH(PaApKT, npeau3BUKaH oT aneprusa (cuHapoM Ha KyHuc).

TeXKH KOKHH peaklHH (¢ HEH3BEeCTHA YeCTOTAa, OT HAJIHYHHTE JaHHH He MoKe 1a Ob/le HanpaBeHa

OlIeHKA)

AKO nosy4yuTe TEXKKa KO)KHA peaKkLMs, KaKeTe BeiHara Ha Jiekap.

[Ipy3HaumMTe MOXKEena BKIIKOYBAT:

- Texbk 00pHB, KOWTO ce pa3BUBa ObpP30, C MEXYPH HJIH 00€/IBaHE Ha KOXKATa U €BEHTYAJIHO C MEXYPH B
ycrata (cMHApOM Ha CTUBBHC-/[DKOHCHH M TOKCHMYHA €NUAepMaiHa HEKPOJiM3a, KOUTO ¢a U3BECTHH ChILIO
kato SJS u TEN).

- KomOuHauMs OT HAKOM OT CJICJIHUTE CUMITTOMM: OOLUHpPEH OOpHUB, BUCOKA TeJIECHA TEMIEpATYpa,
MOBULLEHH YEPHOAPOOHH €H3UMH, OTKJIOHEHHS B KPbBHUTE U3cCIeABaHUSA (€03MHO(UINA), YBETUYEHH
NUMQHHU BB3JIM U 3acsiraHe Ha APYry OpraHu B opraHusma (JiekapcTBeHa peakuusi ¢ €03MHO(DUIUS U
CUCTEMHH CUMNTOMM, KOATO € W3BeCTHA cbllo kato DRESS unu cuHapom Ha nekapcTBeHa
CBPbX4YBCTBUTEJIHOCT).

- Peakuus Ha Spuui-Xepkcxaiimep, npu KoATo ce Hab/r0aaBa NoBHILEHA TEMIIEpaTypa, CTYAEHH TPbIIKH,
rnaBo0oJMe, MyCKYJTHH OONKH U KOXKEH 00OpUB, KOATO OOMKHOBEHO € camoorpaHuyaBaiua ce. T
HacCTBIIBAa MAJIKO cJie] 3anoysaHe Ha jieyeHue ¢ lledprpuakcoH-MIP npu HHpEKUHH CbC CNUPOXETH, KATO

Hanp. Jlaiimcka Oonecr.

,[Ipyrn Bb3MOXHH HCHKCJIAHH PCAKLIUH.

Yecrn (Morar aa 3acernar a0 1 va 10 agymmn)

- OTKJIOHEHMs B Opos Ha OennTe KpbBHH KJIETKH (HanpuMep NOHMXKEHHE Ha Opos Ha JIEBKOLIMTHTE M
yBeJIMYeHHe Ha Opost Ha €03UHODUIINUTE) U TPOMOOLIMTHTE (NMOHMMKEHHE Ha Opos HA TPOMOOLIMTHTE).

- KalllaBW M3MPaXHEHUA WK JUapus.

- NPOMEHH B PE3yJITATUTE OT KPbBHUTE U3CJICABAHUA 32 YEPHOAPOOHAaTa PyHKIIUA.

- 00pus.

HeuecTn (Morar aa 3acernar a0 1 a 100 aymmn)
- rbOuYHU MHeKuun (HarnpumMep MJIEYHULIA).

-  HaMaJjisiBaHe Ha Opos Ha orpejie/ieH BU/ O€/ii KPBBHH KJIETKH (FPaHyJIOLMTONEHHS ).

-
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HamMaJsisiBaHe Ha Opos Ha YePBEHUTE KPbBHHU KJIIETKH (aHEMKA ).

npoOJieMH ¢ Ha4YMHa, MO KOMTO ce cheupBa KpbBTa BU. CHMNTOMUTE MOraT /1a BKJIKOUBAT JIECHO
oOpa3yBaHe Ha CHHMHHU, KaKTO M 00/NKa U noayBaHe Ha ctaBute Bu.

rnapoboJiue.

3aMasHOCT.

raJIeHe WM MOBPbLIAHE.

NpypUTYC (CbpOEK).

00JIKa WK ycellaHe 3a napeHe 1o BeHara, KbaeTo e npuinoxkeH Lledprpuakcon-MIP. bosnka Ha MsacToTO Ha
MOCTaBSIHE HA HHIKEKLIMATA.

BUCOKa Temrieparypa (Tpecka).

OTKJIOHEHHE B U3CJieiBaHe 3a ObOpeuHaTta pyHKUMs (MOBUILEH KPEATUHHUH B KPbBTA).

Penkn (morar na 3acernar a0 1 na 1 000 aymmn)

Bb3NajeHue Ha 1e0enoTo YyepBo (KoauT). CUMNTOMUTE BKJIIOYBAT AMapui, OOMKHOBEHO C KPbB M Cly3,
00JIKa B KOpE€Ma U NMOBHUIIIEHA TeMIeparypa.

Jleuenunerto ¢ uepTpHaKcoH, 0COOEHO NPH NAUUEHTH B CTAPYECKA BB3PACT ChC CEPUO3HHU NMPOOIEMH C
ObOpeLnTe MKW HEPBHATA CUCTEMA, MOXKE B PEAKH CJIyYau Jla NpeIM3BUKA NOHHXKEHO HUBO HA Cbhb3HAHUE,
HEECTECTBEHHU JABUKEHHA, Bb30y/aa U rbpUOBE.

3aTPYAHEHO AullaHe (OpOHXOoCna3bM).

HepaBeH OOpUB (YpTHKapHs), KONTO MOXKE J1a NOKPHE rojiiMa 4acT OoT TA10TO BH, ¢be cbpOex u
[oJ1yBaHe.

KpbB WJIM 3aXap B ypUHara.

[noayBaHe (3aabprKaHe Ha TEYHOCTH).

TpenepeHe.

C HeH3BecTHA yecTOTA (OT HAJIMYHHUTE JAHHH He MOKe 1a 0b/1e HanpaBeHa OLEeHKA)

BTOPHYHA MHPEKLUA, KOATO MOXKE J1a HE CE € NOBJIMAJIA OT NPEANUCaHus Npead TOBa aHTUOMOTHK.
¢opMa Ha aHEMMSA, NPH KOATO YEPBEHUTE KPbBHU KJIETKH Ce pa3pyluaBart (XeMOJUTHYHA aHEMUSA ).

TEXKKO NOHWKEHUE Ha OpOsi Ha onpeesieH BU OeJid KpbBHH KJIETKH (arpaHyJIoLIMTO3a).

bPYOBE.

CBETOBBPTEK.

Bb3IaJICHUE Ha NaHKpeaca (naHkpeatut). CUMIITOMUTE BKJIKOUBAT MHOIO CHJIHA O0JIKa B KOpeMa, KOATO
Ce pa3npocTpaHsBa KbM rbpoda.

Bb3MNaJIeHUE Ha JIMraBulaTa Ha ycrarta (CTOMaTHT).

Bb3MnajieH|e Ha e3uKa (riocut). CUMIITOMUTE BKJIIOYBAT MMO/1yBaHe, 3a4epBiBaHe U pa3paHsABaHE Ha
e31Ka.

MpobaeMH C HITbYHUA MEXYP W/ WU YepHUs Apo0, KOUTO MOrar jJa NpuYMHAT 00JIKa, rajieHe, noBpblilaHe,
NOXBJTABAHE HA KOXKaTa, CbpOexK, HEOOUYANHO TbMHA YPUHA M U3NPAXXHEHHUSA C LIBAT Ha IJIMHA.
HEBPOJIOrHYHO 3a00J11BaHE, KOETO MOX€E 1a Bb3HUKHE MPH HOBOPO/IEHH € TEXKKA KbJITECHHULIA
(KEpHUKTEP).

npobneMu ¢ ObOpeLnuTe, NPUUHUHEHH OT OTJIaraHUA Ha LEPTPHAKCOH- KAJILIHI. Bb3MOXKHO € J1a UMa OoJKa

NpH YPHHHPAHC HJIKX MAJIKO KOJIHHCCTBO HA OTACJICHATA YPHHA.

(paslIMBO NOJIOKHUTENEH pe3yJITaT OT TecT Ha KyMOc (M3cieBaHe 3a HAKOM KPbBHH HapyLle

(paMBO NOJIOKUTEJIEH pe3yJITaT 3a rajakro3eMus (HeoOOMYaiHO HAaTpyNBaHe Ha 3axapra
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- lledrpuakcon-MIP moxe 1a noBausie BbpXy HAKOHW BH0BE TECTOBE 3a KPbBHA 3axap — MOJ1s, NOMUTaiTe

Bawus nekap.

Cro0maBaHe HA HeXKeJIAHH PeaKIHH

AKO NOJIyYHTE HAKAKBH HEKEJIAaHH JIEKAPCTBEHHU peakUuH, yeeaomere Bawus nekap, ¢papmaueBT UITH
MEOMLIMHCKA cecTpa. ToBa BKIIOYBA BCHYKH Bb3MOXKHHU HEOTIMCAHU B Ta3W JIMCTOBKA HEXKEJIAHU PEAKLIUM,
MoxeTe CbLIO Aa CbOOLIMTE HEXKEJIAHU peakUMH AUPEKTHO upe3 M3nbiaHuTe/IHa areHuMs 1o JeKapcrsara, ..
,JlamsaH ['pyeB® Ne 8, 1303 Codwus . Ten.: +359 2 8903417, yebcaiiT: www.bda.bg. KaTo cvobiasare

HEXEJIaHU peakLMHi, MOXKEeTe Jla Ja/IeTe CBOsA NPUHOC 3a 0Jly4YaBaHe Ha noBeye HHpopmalus OTHOCHO

Oe30macHOCTTa Ha TOBa JICKApPCTBO.

S Kak na coxpansBare lle¢prpunakcon-MIP

Jla ce cbXxpaHsiBa Ha MACTO, HEJIOCTBITHO 3a Aela.

He u3noa3Baire TOBA JICKAPCTBO CJIC CPOKa Ha NroaHOCT, oTOens3aH BbPXY KapTOHCHATA OINNAKOBKAa H €THKETA

CJic ,,ra,uen ,[lO:“. CpOK’bT Ha rOAHOCT OTroBaps Ha nocCJjac€aHusa A€H OT MOCOYCHHA MECCLL.

Jla ce cvxpansaBa noa 30°C. CboxpaHaBailTe 1akoHa B KApTOHEHATa OMaKoOBKa, 3a J1a ce npearnasy ot

CBCTJIHHA.

He n3xpbpisdiiTe jilekapcTBaTa B KaHAJIM3aLMATa WU B KOHTEHHepa 3a AoMallHy otnaasum. [lonuraiite
Bawusa dapmaneBT Kak aa U3XBBPJIATE JIeKapcTBaTa, KOMTO Beye He u3noJizparte. Te3u MepKH 1ie CrioMorHar

3d OI1a3BaHC Ha OKOJIHATA Cpc/ia.

6. ChbabpkaHHe HA ONAKOBKATA H JONbJHHTEIHA HHPOpMaL U

KakBo csabspka Heprpuakcon-MIP

o AKTHBHOTO BelllecTBO € lieprpuakcoH. Becexun dnakon ceabpka 2 g uedrpuakcon (non ¢popmara Ha
Le(pTPHAKCOH HATPUH).

o Jlpyrure cbCcTaBKM ca: HaiMa apyru cbCcTaBKH.

Kak m3raexaa Lleprpuakcon-MIP n kakBo cbhabpika onakoBkara
DuH, 61 1o O61€10 KBAT Npax.
LledrpuakcoH-MIP ce npeanara B onakoBku ¢ 10 cTbKkiieHH pi1lakOHa € r'yMeHa 3anyliajika ¢ aTlyMHHHUEeBa

oOKaTKa 1 3dlllHTHA Kalla4vkKa.

[IpuTekares1 HA pa3pemeHHeTo 3a ynorpeda
MIP Pharma GmbH
Kirkeler Strasse 41, D-66440 Blieskastel-Niederwurzbach

['epmanus

IIpousBoauTe.
Chephasaar Chem.-Pharm. Fabrik GmbH
Miihlstr. 50, 66386 St. Ingbert

['epmaHus




JlaTa Ha NocJieIHO npepasriex/aaHe HA JIHCTOBKATA
04/2024

Ilocoyenara no-a0.y HHdopManus e nNpeIHA3HAYEHA CAMO 32 MEIHUHHCKH CNEeHAJIHCTH:
[

HauyHH HA NPHJIOKEHHE

HMuTpaBeHO3Ha MHXKEKLIUA

3a MHTPABEHO3HO WHXKEKTUpaHe 2 g uedgTpuakcoH ce pasreapsa B 20 ml Boaa 3a urxekuuu. Taka
NMPUIOTBEHUAT Pa3TBOP C€ UHXKEKTHpA JIMPEKTHO HHTPABEHO3HO B NPOABJKEHHUE HA 5 MUHYTH.

HMurpaBeHo3Ha UHPY3us

CouabpkaHueTo Ha ¢nakoHa ce pasteaps ¢ 40 ml oT eAUH OT ClleIHUTE HE ChABbPXKALLM KaJILIMH pa3TBOPH:
- HatpueB xjopua 0,9 %

- Harpues xjopua 0,45 % + rmoko3a 2,5 %

- rmoko3a S %

- rmoko3a 10 %

- nekcrtpaH 6 % B pa3TBop rioko3a 5 %

HUnudy3usara TpadBa na ce npunoxu 3a Hail-manko 30 min.

MHTpaMyCKyJiHa UHIKEKLIUS

3a uHTpaMyckyJiHa HHKekums Lledprpuakcon-MIP 2 g tpabsa na ce pazreopu B 7 ml 1 % pa3rBop Ha
nuaokauH. [lonydyeHuaT pa3TBop TpsOBa 1a ce NpUIOKH AbJIOOKO MYCKYJIHO B riyTeasiHara oonact. He
TpAOBa a € HHXKEKTHpA NoBeYe OT |1 g HAa €JHO MHIKEKLIMOHHO MACTO. CbabpiKally JUAOKAUH Pa3TBOPH

HUKOra He TpAOBa 1a ce npujiarat HHTPaBeHO3HO.

HecbBMeCTHMOCTH

Bb3 ocHOBaHa 1aHHU OT JUTepaTypara ue)TpHakCOH He € CbBMECTUM C aMCaKpUH, BAHKOMHULIMH, ()JTyKOHA30J1

H dMHHOITTHKO3H/1H.

Pa3TBopH, cbabpikaluu uedTpHakcoH, He TpAOBa J1a ce€ CMECBAT WJIM J1a ce NpUOaBAT KbM JApPYrH CPeCTBa, C
W3KJIFOYEHHE Ha NMOCOYEHUTE B TOUKaA ,,HaunH Ha npunoxenue". [lo-cneumnanHo 3a pazreapsaHe Ha (JlakOHUTE
¢ uedTPHAKCOH HUJIH 3a AOMBIHUTEHO pa3pex/aaHe Ha pa3TBOPEH (PJIAaKOH 3a HHTPABEHO3HO NMPHUJIOKEHHE HE
TpsAOBa 1a ce U3MOA3BaT pa3peAUTENIH, ChAbpKALlM Kanuuii (Hanp. pa3TtBop Ha Ringer u Ha Hartmann),
3al10TO MOXe J1a ce oOpa3yBa npeuunurar. Lle¢TpuakcoH He TpsaOBa aa ce cMecBa WM J1a ce npuiiara
€HOBPEMEHHO C Pa3TBOPH, ChAbPKAaLM KaJILH, BKIFOYMTETHO Pa3TBOPH 3a TOTAJIHO MapEeHTEPAITHO
XpaHeHe.

[lo BpeMe Ha NOAroTOBKAaTa 3a HHTPAMYCKYJIHA MJIM MHTPABEHO3HA UHXKEKLIUSA, MpaxTa ce pa3TBaps B CBETJIO
XXBIT A0 KEXJIHOApPEH pa3TBOp.

[IpurorsBeHusT pa3rBop TpsAaOBa aAa ce npoBepsBa BU3yalHO. TpsaOBa aa ce U3noas3sat caMmo OMCTpH pa3IBe

0e3 BUAUMH YaCTHULIM.
[IpuroTBeHUAT NPOAYKT € NpejiHa3Ha4YeH 3a €JHOKpaTHa ynorpeda. Hen3non3BaHoTo KoJnye

C€ U3XBLPJIN.



B HukakbB ciiyyai uedrpuakcoH He TpaOBa aa ce cMecBa B €/1Ha CTIPUHLIOBKA ¢ IPYrM JieKkapeTsa (¢

M3KJIK04YeHHe Ha 1% pa3TBOp Ha JIMAOKAUH, CAMO 3a MHTPAMYCKYJIHU HHIKEKLIUH).

CbhXxpaHeHHe cJie]l pa3TBapsiHe
XuMH4yeckaTa ¥ (pu3uyecka cTabMJIHOCT Ha NPUIOTBEHHUs Pa3TBOP € onpejesieHa 3a 24 yaca rnpu remreparypa

ot 2 no 8°C.
OT MUKpOOHOJIOrMYHA rieiHa TO4YKa, FTOTOBHUAT 3a yrnorpeda npoAyKT TpsAOBa aa ce u3nosi3Ba He3abaBHO. AKO

He ce M3MoJ3Ba He3abaBHO, NOTpeOUTENs € OTrOBOPEH 3a YCJIOBUATA M NEPHO/A Npeau yrnoTpeda, KoiTo He

TpsAOBa aa npeBviuaBa 24 yaca npy cbXpaHeHue Ha TeMneparypa ot 2 a0 8°C.




