JIMCTOBKA



JIncroBka: HHpOpMAIHA 32 NANHEHTA

Amnunnane/Cyabakram Anra®apma 1 g/0,5 g npax 3a HHKeKIHOHEH/MH(]Y3HOHEH Pa3TBOP
Ampicillin/Sulbactam AptaPharma 1 g/0,5 g powder for solution for injection/infusion

Amnunnann/Cyadakram Anta®apma 2 g/1 g npax 3a HHAKeKIHOHEeH/HHPY3HOHEH Pa3TBOP
Ampicillin/Sulbactam AptaPharma 2 g/1 g powder for solution for injection/infusion

aMITUALIMJIMH/Cy1baKTam
ampicillin/sulbactam

IIpouereTe BHHMATE/IHO HA/1ATA JHCTOBKA, NPE/IH 12 3aN04HeTe 1a H3M0/I13BaTe TOBA

JIEKAPCTBO, Thii KaTO TS ChAbpaKa BaxkHa 32 Bac nudopmanus.

- 3anasere Ta3u JMCTOBKA. MOJKe 1a Ce HAJIOKH J1a s MPOYETETe OTHOBO.

- AKO MMaTe HAKAKBH JOITbJIHUTEIHU BLIPOCH, NonuTanTe Baluus Win MeHMLIMHCKA CecTpa.

- AKO TMOJYyYMTE HAKAKBH HEXKE/IaHH JIEKAPCTBEHH peaklMy, yBeaoMeTe Bauius ik MeIMLIMHCKa
cecTpa. ToBa BK/JIIOYBA U BCUMKH Bb3MOKHH HEXKEJIaHW peaKlMH, HEONMUCAHU B Ta3H JIMCTOBKA.
Bukre TOouka 4.

KakBo cbAbpKa Ta3H JIHCTOBKA:

Kakpo npencrabnsBa AMnuuuann/Cynbdakram Anradapma u 3
KakBo Tpa6Ba na 3HaeTe, npeau aa uznonssare AMnuuuint/CynifaikiaNHNTEABEADMEH LIS D) NEKAPCTBATA
Kak ce npunara AmMnuuuans/Cyndakram Anradapma NucmoBika - Mpuaomerus 2

B13MOXKHHU HEXeJlaHW peaKLMH
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1. Kakso npeacraBiasBa AMouuuana/Cyadakram Ama@ap&%ﬂnﬂm-"ﬂv ***** corsgaoesssssases |

Amnuunnun/Cynbakram Anradapma € lHPOKOCNEKTbPeH aHTHOMOTHK. TOH JIeKyBa HHEKLIMH,
NPUYMHEHHU OT OAKTEPHUH, KOUTO ca YyBCTBHTEIHW Ha aMITHLIMJIMH U CyJIOaKTaM.

N e W Bl

AMIMULIAJIMH NMPUHAJIEKHK KbM Ipylia JieKapCcTBa, HAPEUEHH ,,IICHULIMITHHU™ (BM/1 OeTa-j1akTaMHH
anTuomoTuum). Cynbakram ycuiiBa eekra Ha aMITULMIIMH, KATO HHXHOHMpa OeTa-J1aKTaMa3MTe,
€H3UMH, KOUTO HHAKTHUBHUPAT NEHHULIUJIHHHUTE.

Bawust nekap Moske aa Bu urkexktiupa Amnuunand/Cynbakram Anra®apma 3a jeueHue Ha

cieHUTe DAKTEPHAIHH HHEKLIMH:

¢ WH(EKUHH Ha TOPHUTE AUXATETHH MTbTHILA, BKIKOYHTEIHO CHHY3UT (Bb3MaJICHHE HA JIMTaBULIMTE,
KOMTO MOKPHUBAT CHHYCHTE), Bb3MNaJIeHUe Ha CPEAHOTO YXO (OTHUT Ha CPEAHOTO YXO) HJIM Ha
JlapyHKCca (ErUrjoTHT)

e MH(EKLMH HA JOJIHUTE AUXATETHH MbTHULIA, BKJIIOYMTEIHO Bb3najieHHe Ha Oenust Apod
(MHEBMOHHUS )

® UH}EKIMH Ha TMKOYHHUTE MBTHIIA, BKJIFOYUTETHO Bb3NajeHne Ha Ob0OpeunTe (M1esoHehpuT)

® HWHTPaabJOMHHAIHU HHPEKLMH BKIKOYUTEIHO Bb3MaIEHHE Ha JIMraBHLIaTa HA KOPEMHAaTa CTeHa
(MEpUTOHMT) U Bb3MNAJIEHHE HA JKJIbUHUA MEXYP (XOJELUMCTUT), Bb3NaJICHUE WM JIPA3HEHE Ha
AWraByliaTa Ha MaTtkara (€HJI0METPHT) U HH(EKLIMS Ha ChEeJMHHUTEIHATA ThKaH B CbCEACTBO C
maTkara (Ta30B LEJTYJIUT)

e OakrtepuaiHa MH(EKLIMS HA KPbBTA: MHPEKLIMK HA KOKAaTa, MEKHTE ThbKaHH, KOCTHUTE U CTaBH

paHUTe, ako BH npeacTon KopeMHa Wik Ta30Ba ornepaums
y Kakso TpsOBa 1a 3naeTe, npean aa n3noassare AMnunuaaH/Cy1dakram Anra

He u3no.sssBaiite AMnuuuiana/Cynbdakram Anra®apma




® aKO CTE AIEPrHuHH KbM aMITHUWIKH, CyN0aKTam, KbM JIEKapCTBa OT rpynara Ha NeHULIWTMHHUTE,
apyru 6eta-nakramu.

®  aKO CTe AIePriUdHH KbM JILAOKAHHOB XUAPOXJIOPHA, KOWTO CE U3MNOJI3BA 32 HHTPAMYCKYJIHO
HHKEKTHpaHe

® aKko MMaTe aHaMHe3a 3a uepHoApoOHO yBpexkaaHe cien ynorpeba Ha aMITHLATHH

Jlelia ¥ IOHOLUH
Amnuumunnn/Cynbakram Antadapma He TpaOBa 1a ce npunara ype3 MyCKy/lHa HHXEKIWS Ha Aeua
noa 2-roJuiiHa BL3pact.

IIpenynpexeHHS H NpeanasHH MEPKH
["oBopeTe ¢ Baiuns nekap, GapMauesT WM MEAHUHMHCKA CecTpa, Npely [ia U3no3parte
AMmuunari/Cynbakram Anradapma, ako:

. CTE€ UMAJTH WK UMATe alleprydHy PEaKkLuy KbM NEHULMAKWHHU HIIH APYTY aHTHOMOTHLH
(1edanoCnopHHH) WK APYTH BEMIECTBA, KOUTO NMPHYHHABAT AIEPruH

. rmaTe npobaeMu ¢ yepHUs apod

o MMAaTE€ MOHOHYKJIE03a WK JTUMGPOUUTHA JIEBKEMHA

CrobuIaBa ce 3a TEXKH KOXKHH peakliiy, BKIIOUNTENHO CHHAPOM Ha CtuBbHC-JDKOHCBH (Stevens-
Johnson syndrome (SJS)), ToxcuuHa enunepmainia Hekponunia (TEH), nekapcrBeHa peakums ¢
e03uHOoDUIHA U cucTeMHu cuMnToMi (DRESS cHHIPOM) H OCTpa reHepanv3npaHa €K3aHTEeMaTO3HA
nyctynosa (OIEIN), cebp3anu ¢ neuenrero ¢ AMnuuununH/Cyndaxkram Anradapma. [lotbpcere
He3a0aBHO MeMLIHHCKA MOMOILL, aKO 3a0ene)kKHTe HAKOM OT CHMIITOMHTE, OMMHCAHH B TOYKa 4.

KakTo npu BCAKO NPOABIDKUTENHO JieueHue, Baumar ekap MOXe 1a Ha3HauYd PEAOBHO NpOCNeAsBaHe
Ha O0LOpeuHaTa ¥ uepHoapodHaTa PYHKLMS H KPbBOHOCHATA CHCTEMa, KOraTo npuara
Amnuuunud/Cynbakram Anradapma, ocobeHO npu fela, HOBOPOAEHH M HEAOHOCEHH beberTa.

VeenoMere Baluus nekap He3abaBHO, ako UMaTe DONIKK B KopeMa, CbpOex, ThbMEH UBAT Ha YPHHATA,
’BIATO OLIBETABAHE HA OMI0TO Ha OYWTE WIIM HA KOXKATA, aKo By npusoliaBa WM KaTo UANO HE ce
yyscTBare Joope. ToBa MoXe [1a ca MpU3HALKH HA YBPEXAAHE Ha YepHoApoOHaTa QyHKLMS,
IPHYHHEHO OT TEPANUATA C aMITULWIHH/CyTOaKTaM.

[TauueHTH ¢ HHPEKUHO3HA MOHOHYK1€033 (MHPEKLIMO3HA HIIE3UCTA TPECKA) MHOTO YECTO pa3BUBAT
koxeH 0OpHB BBEB Bpb3Ka ¢ yrorpedara Ha aMNULWIMH/CynbaKraM, Nopajau KOeTo B TaKHBa ClTy4aH
ynotpebaTta Ha AMnuuunui/CynbaxkraM Antad®apma Tpabsa 1a ce n3barsa.

Tpafsa He3abaBHO 18 YBeAOMHTe Bainnsg Jekap, aKo N0 BpeMe HA JIEMEHHETO C
AMnuauaan/Cynbaktam Anra®apMma ce NOABAT:

° CEPHO3HH KOXKHH peakiiH (3auepBaBaHe, oOpuB). BaluuaT nexkap L€ pellud Jaliy TEPanuaTa
TpsabBa 1a 6bvae npekpaTeHa.
. afiepriuuHM peakumu. B Takupa cnydan npuiokeHueTo Ha AMnvoMauH/Cynbakram Anradapma

TpabBa Aa 6bae npekpaTeHo U BawmuaT nekap e 3anoyle noaxoasila tepanus. CepHO3HUTE
peakiHH Ha CBPbXHYBCTBHTEAHOCT TpiOBa na 6bAaT IeKyBaHH He3abaBHoO.,

- NOCTOAHHA K TeXKa avapys (cMeceHa ¢ KpbB U cny3). Tpabea HezabaBHO aa rosopure ¢ Bamns
neKap, Thil KaTO TOBA MOXE JIa € MPU3HAK Ha XKHBOTO34acTpallaBallo cberoaHue. Kakro npu
ApYruTe aHTHOMOTHLIK, NPH MPOABLIDKUTENIHO JICUEHHE MOXKE 1 Bb3HUKHE "CBPBXpAcTexkK” Ha
ycroitunen Ha AMnuuninH/Cyn6aktam Anta®apMa MHKpoopraHd3Mi. B Takusa city4an
TpaOBa 1a 3aMoyHeTe crnelMdr4HO 1eYeHKe, onpesesieHo oT Baluus iekap Bb3 OCHOBA Ha
Baweto ceerosHre. He npuemaliTe HUKaKkBH eKapcTsa NPOTUB Anapus, 6e3 na ce
KOHCyJITUpaTe ¢ Baluug nekap.

JIpyrn gekapersa # AMnuIRane/Cynb6akram Anta®apma
Tpabsa na kaxere Ha Bawuug nekap, ¢gapmauest, HJIH MEAHUMHCKA CECTPA aKo MPHEM

[MpHEMaN Wil € Bb3MOXXHO Ja MPHCMATC APYI# JICKapCTea.

"oBopete ¢ Bawys nexap, ako npyeMaTte HIKOE OT CJISAHHTE JIEKapCTBa:




o NIeKapcTBa, U3MON3BAHH 34 IeUeHHE Ha noaarpa (anomyprUHo, NPodeHULINI), YBENHYABAT
Bb3MOXHOCTTA J1a pPa3BHETE KOXHH OOPUBH

AMHHOITTMKO3UWAHHK aHTUOHOTHULIU

NIeKapCTBa, KOMTO NMPEAOTBPATABAT 00pa3yBaHETO HA KPbBHH CbCHPELIU

aHTHOaKkTepHanTHH NekapcTBa (XjopambeHUKo, ePUTPOMULIMH, CYIQPOHAMUA U TETPALIMKIIHH)
METOTpeKcaT (JIEKapCTBO, H3MOJI3BAHO 3a JICYCHHE Ha PaK WM PEBMATHYHH 3a00/I8BaHHA)

B3aumoaeHcTBHA ¢ 1aDOpaTOPHH TECTOBE:

AMnuuunur/CynbakraM Anradapma MoxXe a NPUUUHH (GaILIMBO NOJOXKHTEHH peakLHs NpH
M3CJICABAHMS 3a HAJIMUHE Ha MMIOKO03a B YPUHATA W 14 MOB/IMSIE HAKOH U3CHEBaHUA 32 HUBO Ha
XOPMOHHUTE MPU OPEMEHHH KEHH.

bpeMeHHOCT, KbpMeHE H PePTHIRTET
AKo cTe OpeMEeHHA WK KbPMHUTE, CMATATE, Y€ MOXe 11a cre OpeMeHHa WU MnaHuparte OpeMEHHOCT,
nocuLeeTBaiiTe ce ¢ Bama nexap unu dapMauesT npeaun ynorpebata Ha TOBa JIEKApPCTBO.

bpeMeHHoCcT
[To Bpeme Ha 6peMeHHOCTTa, BalmMaT nekap BHMMATENHO L€ NpeUeHH, aanu Tpsadsa na Bu Onae

npunoxked AMnuuunui/Cynbaxram Anradapma, KaTo B3eMe NPEABHI ChOTHOIIEHHETO NOI3a/PHUCK,
Thi KaTO 6€30NacHOCTTA HA TOBA JIEKAPCTBO MO BpeMe Ha OpeMEHHOCT HE € YCTaHOBEHA.

KupMmene

AMIMULMINH B CYN0aKTaM Cce eKCKPETHPAT JIEKO B KbpMaTa. Y noTpedara oT KbpMeLu MailKi MOXe Ja
1a IOBEJE A0 HEeXENaHW peakLH, KATO HanpuMep AHapus npy aetero. AMnuuwinH/ Cynbakram
Anrad®apma Tpabea ga ce W3noa3Ba N0 BpEME HA KbPMEHE ¢aMo, ako NOTEHLHAJIHATA NOo3a
MPEBHLIABA TOTEHLHANHUS PUCK.

DepTHIUTET
PenpoayxTrHBHUTE NpOy4YBaHUA MPH XKUBOTHHU HE Ca NOKA3aTH JOKA3aTEACTBA 32 BPEJHO BLE3AEHCTBHE
BbPXY pepTUINUTETA, IPUUMHEHO OT Cy/I0aKTaM H AMITHLHIHH.

Illopupane n pabora ¢ MAINHHA

AmmuumnanH/CynbaktaM Anra®apma nopnMsaBa HE3HAUYUTENHO cNOCOOHOCTTA 3a WodupaHe u paboTta
C MalUMHH, HO MOXKE 112 NOJYUMTE HEXKENAaHU PeaKkLUu, (KaTo 3aMagHOCT, KOHBYJICHH WIH CbHIMBOCT),
KOWTO MOTAaT [1a YBEIHYAT BpeMeTo 3a peakuua. He modupaiite U He paboTeTe ¢ MalllMHU, aKO C€

4yyBCTBATE 3aCETHATH.

AvMnunuaun/Cynbakram Anra®Papma ¢chbAbLpXKa HATPHI

AMnuumauH/Cynbaktam Anradapma 1 g/0,5 g:

Tora nekapctBo cbabpka 115 mg (5 mmol) HaTphit (OCHOBHA ChCTaBKa Ha rOTBapCKaTa/Tparne3HaTa
coll) BbB BCeKH (py1akoH. ToBa KOMHYECTBO € €KBUBAJIEHTHO Ha 5,75 % OT npenopbyHTENHUS
MaKCHMaleH AHEBEH XpaHHUTelleH pHeM Ha HaTpH#l 3a Bb3pacTen. ['oBopere ¢ Bawina nekap wim
hapMalLIeBT, aKo ce HyxaaeTe oT 4 WiH nopeue pnakoHa JHEBHO 32 NPOABIKHTENEH NEPHOA, 0CODEHO
axo BH e npenopbyaHo Aa cna3zBaTe AMeTa ¢ HUCKO ChABPXKaHHWE Ha COJ (HaTpui).

AMnnunnun/Cynbakram Anta®apma 2 g/l g:
Tora nekapctro chabpika 230 mg (10 mmol) HaTpHii (OCHOBHA ChCTAaBKa Ha roTBApCKaTa/Tparne3HaTa
coJ1) BB BCEKH (uiakoH. ToBa KONMYECTBO € eKBUBANEHTHO Ha 11,5 % oT npenopbuuTeIHUA
MaKCHMaJIeH THEBEH XpaHUTEeNIeH NMPUEM Ha HATPHiH 3a Bb3pacTeH. [ oBopere ¢ Bawusg nekéf ¢
dapMalieBT, aKkO ce HyKaaeTe OT 2 WK noseye QrakoHa JHEBHO 3a NPOIBIDKUTEICH -/
ako Bu e npenopbyaHo Aa cna3BaTe AUeTa ¢ HHCKO ChbABPIKAHHME HA COJI (HATPHH).
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3. Kak ce mpuiara AMnanuiaaa/Cynbakram Anra®apma



ToBa NeKapcTBO BUHATH 1€ ObJie NPUroTBAHO M 1We By ObAe MpHiiaraHo ot Jiekap Wiu MEAULIMHCKH
CNCLIHATUCT.

Toga nexapcTBo TpaOBa Ja ce npunara HHTPaMycCKyJIHO, KaTo AbNOoKa UHTPaMYCKY/THa HHXKEKUMs
WJTM HHTPABEHO3HO upe3 001yCHA HHXKEKLUS B MPOALIKEHHE HA MUHHMYM 3 MHHYTH, HJIH MOXKe Jia ce
M3NO3BAa B Mo-rosieMu paspexaanua (50 - 100 ml) kato uHTpaBeHO3HA HHPY3HUA B IPOIb/DKEHHE Ha
15-30 MMHYTH.

BnipacTHH

BawusaT exap 1€ onpeaeny 103aTa B 3aBUCHMOCT OT TEXeCTTa Ha UH(EKUHUATa ¥ OT Bawerto
cecTosinme. [IpenopburTtentara gosa e 1,5 g (1 g amnuumnu nmoc 0,5 g cyabakram) no 12 g(8 g
aMITHLUATHH TUIIOC 4 g cynbakraM) ¥ Moxe Ja 6b1¢ pa3aeaeHa Ha paBHH 103K Ha BCekH 12, 8 nnu

6 uaca. O6LiaTa n0o3a cyndbakram He TpaOBa Aa HaaBHILABa 4 g THEBHO.

JleueHueTo OOMKHOBEHO NMpoAb/kasa A0 48 yaca ciel OT3By4YaBaHe Ha NOBHIIEHATA TEMIIEpATYpa H
Ha Apyrute abHOpMHHU nNpu3Hauy. O6UKHOBEHO NEUEHHETO Ce NPOBEXKAa 3a 5 10 14 qHM, HO NpH
TEXKKO DOJIHH MOXKE /1a C€ Ha3HAYi JOMBIHHTEIIHO aMITULIHJIHH.

IIpopnaakTHKa HA XHPYPrHYHH HHQEKIHH

[Tpn BbBEXKIaHETO B aHecTe3us TpaOBa na ce noctasart 1,5-3 g or AMnHuMAnH/Cynbakram
Anra®apma (1 g amnuumnuH nmoc 0,5 g cynbakram - 2 g aMmnuunayH nmoc 1 g cynbaxram). Jloszarta
MOJKe 1a Ce NOoBTapa Ha BcekH 6-8 yaca. [IpunaraHero obMKHOBEHO ce crvpa 24 yaca ciiell [TOBEYETO

XWUPYPru4HH NMpOoUELy pH.
Yunorpeba npn Aena

Hosopooenu, kepmauema u oeya

JosupoBkarta 3a noseueTo HHGEKLMHK NpH AeLa, KbPMayeTa ¥ HOBOPOAEHH € AMNUIHAMH/CynbakTam
Antadapma 150 mg/kg/nHeBHO (ekBHBasieHTHa Ha aMnuuunuH 100 mg/kg/aHesHo u cynbakram

50 mg/kg/ nHeBHO).

Ilozara ce mpuiara Ha Bceku 6 wiM 8 Haca, ¢ U3KITIIOMeHHe Ha HOBOPOAeHU (0CODEHO HEJAOHOCEHH)
iella Mo BpeMe Ha NbpBaTa CeAMMLA OT XKHBOTA, KbAETO MPENOPBLYHTENIHATA 1034 €
Amnuumans/Cynbakram Anra®apma 75 mg/kg/aeH (eksnBaneHTHo Ha 50 mg/kg/neH aMIMIHNKH U
25 mg/kg/nen cynbakram), pazaeneHa Ha NpUeMy Ha BCEKH 12 yaca.,

Iayuenmu c 6v6peuno yepexcoane
I1py Takusa nanveHTH, AMnuuuane/Cynbakram Anra@apma TpsOBa ia C€ npyUaara Ha no-rojieMu
MHTEPBAIH, OTKOJKOTO NPH NMaUuUeHTH 6€3 OBLOpEeHHO YBpEXKIaHE.

Axo BH e npayio’keHa noBetde oT HeoOxoaumara 5o3a AMrHIHHR/Cyadakram Anradapma
Manko BEpOATHO € JIEKAP WIH MEAHLIMHCKH CMeLHanycT - 0OMKHOBEHO B 60/IHKUA - 1a BH npunoxu
Nno-BHCOKA /1032 OT JIEKAPCTBOTO.

Toi1 KaTO AMMKULKWAKH H CYJIOAKTaM C€ OTCTPAHABAT OT KPbBOOOPALIEHHETO Ype3 XEMOAHANU3a, TE3H
NPoLEayPH MOTaT Aa YCKOPAT €NMMHHHPAHETO Ha JIEKAPCTBOTO OT TAJIOTO, KO HACTBIIH Npea03HpaHe
NMpH NaUMEHTH ¢ HapylueHa OrOpeyuHa PyHKUMA.

AKO cTe NPONYCHAJIH A H3no/3paTe AMnuuuing/Cynoakram Anrad®apma

Toit kaTo TOBA JiekapeTso e BY 6bae npunoxeHo noa CTpor MEAUUMHCKH KOHTPOJ1, € MAKo
peposTHO Baurata nosa aa 6wae nponychara. UHdopmupaitte Ballvs nekap uam gapmManesT, ako ce
CbMHABATE, Y€ CTE NPOITYCHAJIH J03a H TOH LI peLlM KaK Aa Npoab/KH ¢ Bainero neyeHwue.

AKO UMAaTe HAKAKBH JONBJIHHUTEIHH BBNPOCH OTHOCHO yNoTpebara Ha TOBa JIEKapCTBO, IO
Bamus siekap, ¢papMaLeBT HIM MEJULIMHCKA CECTpA.

4. Bb3MOKHH HeXKeJAHH PeaKIHH



KakTo BCHYKH JIeKapCTBa, TOBa JCKApPCTBC MOXE Aa INPEAH3BHKA HCAKETAHH PCAKLHH, BBIIPCKH HC HC
BCEKH ' MMOJIYHaEBa.

CepHO3HH HeXxe1aHH peaKlHA
HezabaBHO noThpceTe MEAULIMHCKA NOMOLL, aKO NOJYYHTE HAKOR OT CIEAHUTE TEXKH HEXEAHH

peaKkUKH:

e NOJYBaHe HA JIMIIETO, YCTHHUTE, €3MKA WIH IbpPNOTO ChC 3aTPYAHEHO NPENTHLIAHE WK AULLIAHE
(anurvoenemM), TexbK cbpball 0Opus, criagaHe Ha KPbBHOTO HAJIATAHE ¥ CHIICH, YCKOPEH WIIN
HepaBHOMEPEH CbPAECYEH PHTBM, KOMTO MOTaT Aa ObJaT CUMIITOMH Ha TeXKKa allepruiHa peaKuus
(aHahHNAKTHUEH WOK) WK PeaKLUs Ha CBPbXYYBCTBUTEIHOCT (4€CTOTATa HE € M3BECTHA)

¢ 6o0/Ka B IbpATe, CBbP3aHa C ANIEPrHUHK PEeaKLUH, KOATO MOXKE [1a € CUMITTOM HAa HHAPKT,
NPEAN3BHKAH OT aneprua (CuHapoM Ha KyHKC) (decToTaTta He € H3BECTHA)

® TEXKO NOHW)KapaHe Ha 6posd Ha eauH BUA 64 KpBBHH KIETKY (arpaHynoLKMTOo3a), BOASLIO 110
BMCOK PUCK OT CEPUO3HH UH(DEKLIMH (YECTOTATA HE € U3BECTHA)

¢ ugpBEHMKABH, HEHAJUrHATH, NOAOOHH HA MULIEHH WK KPBIUIH METHA, Y€CTO C UCHTPATHH MEXYPH
MO TANOTO, AIOLLEHE HAa KOXKATA, A3BH B YCTaTa, IbPJIOTO, HOCA, FEHUTATHHTE WiH ouHTe. Tesu
CEPUO3HH KOXKHH OOpHBH MOTaT 1a ObAaT NpEALIECTBAHH OT TPECKA W MPUIIONOACOHH CHMITTOMH
(cuHapoM Ha CTHBBHC-[DKOHCHH, TOKCHYHA €NUAEePMalIHA HEKPOJIM3a) (YeCTOTaTa HE € U3BECTHA)

®  LIMPOKO Pa3npoCTpaHeH 0OpHB, BUCOKA TENECHA TEMNEPATYPA H YBENUYEHH JIKMPHH Bb3/IH
(DRESS cHHIPOM WIH CHHIPOM Ha JIEKAPCTBEHA CBPBXYYBCTBHTEIHOCT) (YECTOTATa HE €
H3BECTHA)

®  3ayepBeH, NOCTIECT, LIHPOKO pa3npocTpaHeH OOPHB ¢ MOAYTHHH NOJ KOXKAaTa U MeXypH,
PUAPYKEH OT Tpecka. CUMNTOMUTE OOMKHOBEHO €€ NOABABAT B HAYAJIOTO HA J€YEHHETO (0CTpa
reHepalu3ipaHa eK3aHTEMaTO3Ha MyCTY 103a) (YECTOTATA HE € H3BECTHA)

®  LIMPOKO PasmpOCTPAHEHO, TEXKO KOXKHO BB3MAIEHHUE C JIoHienia ce 1 benewa ce Koxa
(ekconHaTHBEH IEPMATHT) (MeCTOTaTa HE € H3BECTHA)

e OBp3H, HEBOJIEBH CHKPAILIEHUA HA MYCKYJIUTE, MPHUHHABALIIM HEKOHTPOJIUPAHH KOHBYJICHH Ha
TANOTO (rbpuoBe) (UECTOTATA HE € UIBECTHA)

® TEXKKA U YIIOpHTA AHApUA C KPBB U CNy3 B H3NPAXKHEHUATA, MPHYHUHEHA OT TEIKKO BBL3MNANCHUE Ha
nebenoTo 4epBo nopaau CBpbxpacrex Ha 6akrepuaTa Clostridioides difficile
(nceBaoMeMOpPaHO3EH KOJMMT) (H4ECTOTaTa HE € H3BECTHA)

e kopemHa GONKa W cnazMu, IMapva U TPECKa, MOHAKOra NpUAPYKEHH OT raJeHe ¥ NOBPbIIAHE;
TOBa MOXKE J1a ¢4 CHMITTOMH Ha Bbh3NAJIEHHE HA ThHKHUTE U RebenuTe uepBa (€HTEPOKOMT)
(4ecToTaTa HE € U3BECTHA)

® yMOpA M raJicHe, KOXKHHU peakLyH, KopeMHa 60oJika, Chpbex, MOTbMHABAHE HA ypHUHATa,
NOXCLATABAHE HA KOXKATa U 0A7I0TO HA OYUTE, KOUTO MOraT Ja ca CUMIITOMH Ha YBpPEXIaHe HA
uepuua pod (X0NeCcTaTH4eH XeNaTuT) (UECTOTaTa HE € H3BECTHA)

¢ KopeMHa 6oaKa, raieHe ¥ MOBPbLIAHE, KOUTO MOraT Ja Ca CHMIITOMH Ha 3abpKaHe Ha XIThYka
(xonecTasa) (UECTOTaTA HE € U3BECTHA)

® HAMAaJIEHO UNH NOBHILCHO YPHHHPAHE, YPHHHpaHe npe3 HolTa, 60/Ika B 10HATA YacT Ha repba
WY OTCTPAHH, EBEHTYAIHO NPUAPYIKEHH OT TPECKa H OOPUB, KOWTO MOFAT J1a Ca CHMITTOMH Ha
Bb3naneHue Ha 6ubperyTe (TyGytonHTepCTHLMANEH HE(PPHT) (UECTOTATA HE € H3BECTHA)

Apyri HeKeJIaHH peakiHH
["'oBopere ¢ Bawmns nekap, ako NOMy4YHTE HAKOS OT CJIEAHWTE HEIKC/TAHH PEAKLHH.

YeeTn (Mozam oa 3aceenam 0o 1 na 10 nayuenma)

¢ HamaNsABaHe HAa 6pos Ha YePBEHUTE KPbBHU KNETKH (aHeMHs) H 6post Ha TPOMOOLMT
(TpoMBOLUTONEHKS ), yBETHYaBaHe Ha 6pos Ha OeuTe KPbBHH KIIETKH (€03HHOR
peakLind OOMKHOBEHO OT3BYYaBAT €€/ 3aBbPLIBAHE HA JIEYEHUETO.

® BBL3MANCHUEC Ha BEHUTE
anapus

® MPexOJHO NOBHUIUABAHE HA YEPHOAPOOHUTE TPAHCAMMHAIHH €H3UMHU (ACAT,
OuaUpyOrHa B KPLBTA, MOPaAH HapyllueHa YepHOApoOHa PpyHKLHS




e (HOnKa Ha MACTOTO HA MHXKEKTHpaHe

HeueeTn (Mozam da zaceenam oo Ina 100 nayuenma)

e HamasBaHe Ha 6pos Ha Oenurte KPbBHH KIETKH (OOMKHOBEHO CE BL3CTAHOBABA CE/I IEYUEHHETO)
e raobonue

® npoMeHeH Opoii Ha KPbBHHTE KiIETKM (HamaneH Opoi Ha Taka HAPEYEHUTE HEYTPODUIHN
rpaHyJIOLIUTH)

MOBPbHIIAHE

o0puB, cbpOeXK

ymMopa

Hepa3foloAKeHHe

Peaku (Mozam oa 3aceenam oo 1 na 1000 nayuenmu):
® rajacHe

¢ Bb3NAJCHHUE HA e3UKA

¢ 0oJIKa B KOpeMa

C HeH3BeCTHA YeCTOTA (OM HAIUYHUME OAHHU HE MOJiCe Od bb0e HANPABEHA OYEHKA):

e rnOuuHa HHPekuua (MHdekuus, npuyrHeHa oT Candida)

aHEMMS, TIOPaJH YBEJIHYEHO Pa3pyLUaBaHE HA YEPBEHHUTE KPbBHH KIETKH (XEMONUTHYHA aHEMHA)

KbPBALILO YEPBEHHKABO NETHO ¢ pa3Mep Ha BpbX Ha Kapduila, nopaan Hamasnex 6poii TpoMOOLMTH

HHCKH HHBA Ha KaJIWH B KpbBTa (XUMIOKAJTHEMHA )

3aTPYAHEHO JULlIaHe

KbpBaBH HU3NPaXKHEHHSA

Bb3NANICEHUE HA yCTaTa

o0e3LBeTABaHES HA €3HKa

HapyuIeHa YepHOAPpOOHa (PYHKLHSA, XKbJITEHHLA

peakiLys Ha MACTOTO NPH HHXKEKTUPAHE

KOMCHA peaKilug, NPHYMHABAILA YEPBEHH, NOAOOHH Ha MHULLECHH OOPHBH WIIH METHA 10 KOXKATa, C

TbMHOYEPBEH LEHTHP, 3a00HKOEH OT N0-0s1eAH YepBEHH IPBCTEHH (EpUTEMA MYJITHHOPME)

e OOpHB C MEXYPH, Pa3TIOJIOKEHN B KpbI, 00pa3yBalll KOpHUKa WK HarnoAo0sBalll neplieHa
orepauua (MUHeHa IgA aepmarosa)

e KOXeH 0OpHB (epHTeMa), oOpa3yBaHe Ha MEXYPH, 3a4epBsiBaHe WIH CHHHHH 10 KOXKAaTa

(ypTHKaphs)
e Donka B cTaBuTe (apTpanrus)

Crho0maBaHe HA HEXKEJIAHE PEeaKUHH

AKO NORYyYHTE HAKAKBH HEXENaHH JICKAPCTBEHH peakLivy, ysejoMeTe Bawus, nekap, papMaleBT Hiu
MeAHLIMHCKA cecTpa. ToBa BKJIIOYRA BCHYKH Bb3MOXKHH HEOMUCAHU B Ta3H JIMCTOBKA HEXKEIIAHH
peaklid. Moxere CbLIo 1a ¢hOOIIMTE HEXENAHH PEAKIIMH JUPEKTHO Ype3:

M3nwiHMTEHA areHuus no JeKapcTBaTa

ya1. ,,JlamsiH ['pyes” Ne 8

1303 Codus

brarapus

Ten.: +359 2 8903417

yebcalT: www.bda.bg.
KaTto chobiaBaTe He)kenaHH peakUMH, MOXKETE Ja JaJeTe CBOA NPHHOC 3a NOJTyYaBaHE Ha MOBEYe
nHopMaUKa OTHOCHO He30NacHeCTTa Ha TOBA JIEKAPCTRO,

5. Kak ga chxpanaBaTte AMnuuuann/Cyadakram Anra®apma

,Zla C€ CBXpaHABa Ha MACTO, HCAOCTBITHO 3a A€1i4.

To3u nekapcTBEH NPOOYKT HE U3HCKBA CNEUHAIHH YCIOBHA Ha ChXPaHEHHE.
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He u3noa3saiiTe TOBa IEKAPCTBO ClieA CPOKA Ha MOAHOCT, OTOENA3aH BLPXY €THKETA Ha (UTaKOHA WITH
kaproHeHaTta onakoBka cinell (I"ogeH 10:). CpoKsT Ha rOAHOCT OTrOBaps Ha NMOCNeNHUS OCH OT
MOCOYEHHUA MeCeLL.

He u3xpbpnsitre nekapcrsaTa B kaHanusauuaTa. [Tonuraiite Bamusa gapmanesT kak 1a H3XBLPIATE
JeKapCTBaTa, KOUTO Be4e He U3noj3sare. Te€3d MEPKH e CIIOMOTHAT 3a OMa3BaHE HA OKOJIHATA Cpeaa.

6. CoabpkaHHe HA ONAKOBKATA H JONBLJIHHTENHA HHpOpMaNHA
Kaxpo coabpxa AMnanaann/Cynbakram Anra@Papma
AKTHBHHUTE BELIECTRA Ca AMNHLIWIHH M CYyN0aKTaM.

Amnuuunun/Cynbaxram Anra®apma 1 g/0,5 g npax 3a WHKEKLMOHEH/UHPY3HOHEH pa3TBOD
Beeky ¢iakoH cbabpka | g aMMULMITHH (KaTo aMMUUMNUH HaTtpuit) u 0,5 g cynbakram (karo
cyn0aKTaM HaTpui).

Amnuumwind/Cynbaktam Anradapma 2 g/1 g npax 3a WHXEKLUOHEH/HH(Y3HOHEH Pa3TBOp
Bceku ¢pnakoH chabppxka 2 g aMNMIAIHH (KaTo aMNULWIMH HaTpHi) M 1 g cynbakTtam (Kato
cyJibaKkTaM HaTpHil).

Jpyrv ¢bCTaBKH: HAMA.
Kak m3rjgexaa Amnununaure/Cyinbakram AntaPapMa H KAaKBO CbALPAKA 0RAKOBKATA

AmnuunuH/Cynbakram Anra®apma € 641 10 MoUTH 01 KpUCTANIEH Mpax 3a
MHXXEKHHOHEH/MHDY3HOHEH Pa3TBOP

Amnuunnun/Cynbakram Anra®apma 1 g/0,5 g npax 3a HHKEKLHOHEH/UHPY3HOHEH Pa3TBOP €
OIaKOBaH B NMPo3pauHH Oe31iBeTHH cThKNCHH pnakoHn Tvn | ¢ sMecTHMOoCT 20 ml, 3aTBopeHHu ¢
OpOMOOYTHNOBU I'YMEHH 3aIyLIaIKH ¥ CHHBO anyMHHHEBO OTHYMBAILO CE Kanaue.

AmuuuinH/Cynbakram Anra®apma 2 g/1 g npax 3a MHKeKUHOHEH/HHPY3HOHEH Pa3TBOp €
OMaKOBaH B MPO3payHH Oe3UBETHH CTLKNEHH (paakonu Tun | ¢ BMecTumocT 20 ml, 3aTBOpenH ¢
6poMOCYTHNOBH IYMEHH 3aMyLIANKH U OPaHKEBO ATYMHHHEBO OTHYNBALLIO CE Kanauge.

[Ipeanara ce B onakoBkM o 10 ¢akowa.
IIpuTexkaren HA pa3spemeHHETO 3a ynoTpeda

Apta Medica Internacional d.o.o.
Likozarjeva Ulica 6
1000 Ljubljana

CnoBeHus

IIpouzsoanTen

MITIM S.r.l.

Via Cacciamali, 34-38
25125 Brescia
Hranus

To3n NekapcTBeH NPOAYKT € padpelieH 3a ynoTpeba B nbpxapuTe 4ieHKH Ha KX
CJIeJHATE HMCHA:



CnoreHus

ABCTpHA

bvarapus

Kunbp

Uexus
XbpBaTus

YHrapus

Manrta

[Toaiwa
PyMtHus

CnoBakui

Hopeerus
11IBeuus

OUHNaHOUA

Hugepnanaus

Hanus

laTa HA MOCJIEAHO NpepAa3rIekKAaHe HA JIHCTOBKATA

Ampicilin/sulbaktam AptaPharma 1 g/0,5 g prasek za raztopino za
injiciranje/infundiranje

Ampicilin/sulbaktam AptaPharma 2 g/1 g pradek za raztopino za
injiciranje/infundiranje

Ampicillin/Sulbactam AptaPharma 1 g/0,5 g Pulver zur Herstellung einer
Injektions-/Infusionslésung

Ampicillin/Sulbactam AptaPharma 2 g/1 g Pulver zur Herstellung einer Injektions-
fInfusionsldsung

Amnununun/Cynbakram Anradapma 1 g/0,5 g npax 3a
HHXXEeKLIMOHEH/MH(PY3HOHEH pa3TBOp

Amnuuunud/Cynoaxram Antadapma 2 g/1 g npax 3a HHXEKUMOHEH/UH(]Y3HOHEH
pa3TBoOp

Ampicillin/sulbactam AptaPharma 1 g/0,5 g powder for solution for
injection/infusion

Ampicillin/sulbactam AptaPharma 2 g/1 g powder for solution for
injection/infusion

Ampicillin/Sulbactam AptaPharma

Ampicilin/sulbaktam AptaPharma 1 g/0,5 g prasak za otopinu za injekciju/infuziju
Ampicilin/sulbaktam AptaPharma 2 g/1 g prasak za otopinu za injekciju/infuziju
Ampicillin/Sulbactam AptaPharma 1 g/0,5 g por oldatos injekciohoz vagy
infuzidhoz

Ampicillin/Sulbactam AptaPharma 2 g/1 g por oldatos injekcidhoz vagy infizi6hoz
Ampicillin/sulbactam AptaPharma 1 g/0,5 g powder for solution for
injection/infusion

Ampicillin/sulbactam AptaPharma 2 g/1 g powder for solution for
injection/infusion

Ampicillint+Sulbactam AptaPharma

Ampicilind/sulbactam AptaPharma 1 g/0,5 g pulbere pentru solutie
injectabild/perfuzabila

Ampicilind/sulbactam AptaPharma 2 g/1 g pulbere pentru solutie
injectabild/perfuzabila

Ampicilin/Sulbaktam AptaPharma | g/0,5 g praSok na injek&ny/infuzny roztok
Ampicilin/Sulbaktdm AptaPharma 2 g/1 g prasSok na injekény/infuzny roztok
Ampicillin/Sulbactam AptaPharma

Ampicillin/Sulbactam AptaPharma 1 g/0,5 g pulver till injektions-/infusionsviitska,
[6sning

Ampicillin/Sulbactam AptaPharma 2 g/1 g pulver till injektions-/infusionsvitska,
IGsning

Ampicillin/Sulbactam AptaPharma 1 g/0,5 g injektio-/infuustokuiva-aine linosta
varten

Ampicillin/Sulbactam AptaPharma 2 g/1 g injektio-/infuusiokuiva-aine liuosta
varten

Ampicillin/Sulbactam AptaPharma 1 g/0,5 g poeder voor oplossing voor
injectie/infusie

Ampicillin/Sulbactam AptaPharma 2 g/1 g poeder voor oplossing voor
injectie/infusie

Ampicillin/Sulbactam AptaPharma
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IIocouyeHara no-a0.1y HHCbOpMﬁI.lHH € npcaHa3Ha4Y<¢Ha CaMo 3a MCAHNLIMHCKH CIICLIHA/THCTH.

HHTpAaBEHO3HO HJIH HHTPAMYCKYJ/IHO NIPHJIOKERHE:
3a HHTPaMyCKYJIHO HHXXEKTHpaHe Clie] pa3TBapsAHE WM MHTPaBeHO3Ha HHPY3UA Cliell pa3pexaaHe.

Camo 3a elHOKpaTHa ynoTpeba.
M3nonssaiiTe caMo GUCTpY UAM onanecuypariy, 0e3 capp:kxaHue Ha YaCcTHLHM pasTBOPH 3a

pa3TBapsHe/pa3pexaaHe.

HacTpyknEHd 3a parsapaHe/paspexaane Ha AMAHOHIEN/Cya0akTam Anra®apma:
Cneanurte 06eMHy pasTBOPUTENRH MOTAT [a CE€ U3NO0N3BAT 38 PCKOHCTUTYILIUS.

Obwa no3a ExsusanentHa go3a | Obem Ha| Ob6em Ha | OcraBauo | MakcumanHa kpaiHa
(2) aMIMMIIHJIHH/CY N1- ¢nakoHa| paszpeaute| konuuecTBo| KoHuenTpaums Ha
bakTam/ (g) na (ml) * (ml) aMITULHIAH/ CyA-
Oakram/ (mg/ml)
1,5 1,0/0,5 20 ml 3,2 4,0 250/125
3,0 2,0/1,0 20 ml 6.4 8.0 250/125

* HannueH e JoCTaTbhYEH HITHLIBK, KONTO Aa MO3BOJH HAJIHYKMETO HA 0CTaBalllo KOJTHYECTBO H
NPpUICKECHHETO HA MTOCOHUCHHTC obeMH

- CTEPUIHA BOAA 34 WHIXKEKLUH

- HaTpues xjaopua 9 mg/mi (0,9 %)

- HATPUEB JTAKTAT

- pa3TBOP Ha rawko3a 50 mg/ml (5 %)

- pa3TBop Ha rarko3a 50 mg/ml (5 %) B NaCl 4,5 mg/ml (0,45 %)
- BOAEH pa3TBOp Ha UHBepTHa 3axap 100 mg/ml (10 %)

- PuHrep nakrateH pasrsop

3a na ce OCHT'YpPH ITBJAHO pa3TBapaHE, Clie]l PEKOHCTUTYHPAHE, TpAOBA Aa ¢€ OCTaBH, A0KATO H3HEe3HE
nAHATA, 3a Na MOXe Jla ce NpoBepH BU3yanHo. JfozaTa MOXKE a ce NPWIOKHU B paspexganus (50 —
100 ml), kaTo UHTpPaBeHO3Ha MHPY3UA B IPOABIKEHHE Ha nosede oT 30 MHUHYTH 10 4 yaca.

3a HHTPaAMYCKYITHO TIpUIOXKEHHE ce Npenopbysa AbAO0KO UHTPAMYCKYJIHO HHXKEKTHpaHe. 3a
obnexuyaBaHe Ha 6oakaTa, Moxe J1a ce u3nos3sa 0,5 % cTepuneH HHXEKIIMOHEH pa3TBOp Ha
MTMAOKAUHOB XHAPOXJIOPHI 3a pa3TBapaHe Ha npaxa (3,2 ml 0,5 % crepuneH pa3TBop 3a HHKEKUHH Ha
JIMA0KAMHOB XHAPOXJIOPH] 3a aMnuiminn/cynbakram 1 g/0,5 g n 6,4 ml 3a amnuiuann/cynbaxram

2 g/l g).

HMHTpaMyCKyNHOTO npuioxkeHUe Ha AmMnuuunue/Cyndakram AnraddapMa € npOTHBONOKAa3aHoO MpH
aeua noj 2-roaUilHa Bb3pacrT.

Amnuunud/Cynbakram Anradapma HHXEKUNA U AMHHOTTIMKO3UAM TpAOBa Ja ce pa3TeapsT U
MpUJIAraT OTAEJHO, NOPAH in Vilro AHAKTUBHPAHE Ha AaMHHOITIMKO3HIHTE OT HAKOH OT
aMHHOTICHHL{HITHHHTE.

AMITHLIMIH HATPHH € MO-MaKo CTabu/IeH B pa3TBOPH, ChABbPKALLM [NIOKO3a W APYTH BBINIEXHAPATH
1 He TpAOBRa Na ce CMecBa ¢ KPbBHHU MPOH3BOAHH WM IPOTEUHOBH XHAPOIH3ATH.

Cpok Ha roJIHOCT clie/l pa3TBapaHe/pa3pekIaHe:

KoHLEHTpHPAHHAT pa3TBOP 32 HHTPAMYCKYJTHO npuioxeHue (pasteopeH ¢ 0,5 % ma
cbXpaHsaBaH 1pH 25 °C) TpadbBa 1a ce M311013Ba B paMKHMTE Ha | Yac C/e pa3TBapsHe

XUMHUecKkaTa U pU3UYEeCKaTa CTaOUAHOCT NMpU ynoTpeda Ha pa3/IiyHM pa3TBOPH 3a U
MHY3USA Ca KAKTO CIEABA:
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Pa3reop 3a pa3pexaane

KoHIOEHTpAUHS

Bpeme 3a H3noa3Bane (B uacose)

AMIHOHJAHH + Cya0aKTaM

25 °C 4 °C

CTEPHJIHA BOAA 32 UHDKEKLIHH

10 30 mg/ml (20 mg
aMnULMNUH + 10 mg
cynbakram)/ml

72

no 45 mg/ml (30 mg
aMINULKIWH + 15 mg
cynbaxraM)/ml

uarpyveB xnopua 9 mg/ml (0,9 %)

a0 30 mg/ml (20 mg
aMnHUuUUIuH + 10 mg
cynbaktam)/ml

72

1o 45 mg/ml (30 mg
aMIULMJIHH + 15 mg
cynbakram)/ml

HATPUEB JIAKTAT

10 45 mg/ml(30 mg aMnuuUMIMH
+ 15 mg cynbakram)/ml|

pa3TBOp Ha rmoko3a 50 mg/ml
(5 %)

10 3 mg/ml(2 mg aMnHUKITHH +
| mg cynbakram)/ml

no 30 mg/ml (20 mg
aMnuLuMIuH + 10 mg
cynbaxram)/ml

pa3TBOp Ha rioko3a 50 mg/ml
(5 %) B NaCl 4,5 mg/ml (0,45 %)

10 3 mg/ml (2 mg aMnUuUMANH +
I mg cynbakram)/ml

no 15 mg/ml (10 mg
aMIMULHWIKH +
5 mg cynbakram)/ml

BojieH pa3TBOp Ha HHBEPTHA
3axap 100 mg/ml (10 %)

no 3 mg/ml (2 mg aMnyUKWINH +
| mg cynbakram)/ml

a0 30 mg/ml (20 mg
amnuuunue + 10 mg
cynbakram)/ml

PHHrep naxrateH pasTBop

o 45 mg/ml (30 mg
aMMULIAIHH + 15 mg
cynbakram)/ml

OT MHKpOOHONOTHYHA I71€1Ha TOYKA, OCBEH aKO HAUMHLT Ha OTRapsaHe/ pasTBapsHe/ paspexane He
W3KITIOUBA PHCKA OT MMKPOGHO 3amMbpcaBaHe, NPoAyKTHT TPAOBa [1a C& H3M0J13Ba HE3a0aBHO.
AKO He Ce W3M03Ba BeIHAra, CpPoKa ¥ YCIIOBUATA 33 CbXPaHEHHE ¢a OTTOBOPHOCT Ha NOoTpedHTens.
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