JINCTOBKA



JIncroska: undopmauus 3a norpeouTes ,/0?2/ 03"2 7//;2(?

Amnuunann/Cyadakram Anra®@apma 1 g/0,5 g npax 3a HHKEKUHOHEH/HH(Y3HOHEH pa3TBOP
Ampicillin/Sulbactam AptaPharma 1 g/0,5 g powder for solution fgy in jection/infusion

AITT6 1§08

Amnuuuann/Cyadakram Anta®apma 2 g/1 g npax 3a HHKeKUHOHeH/HH(PY3HOHEH Pa3TBOP
Ampicillin/Sulbactam AptaPharma 2 g/1 g powder for solution for injection/infusion

aMMULHIKMH/cynbakTam
ampicillin/sulbactam

[IpouereTe BHHMATE/IHO USJIATA JIHCTOBKA, NPE/H 1A 3aM0YHETE 12 H3M0./13BaTe TOBA

JEeKAPCTBO, Thil KATO T8l ChAbPsKA BazkHa 3a Bac ungopmanmus.

- 3anasere Ta3u JUCTOBKA. MOJKe [1a ce HAJIOKH J1a sl MPOYETEeTe OTHOBO.

- AKO UMaTe HAKAKBHU JOIMBIHUTEIHA BLIPOCH, NMONUTaiTe Balus Wiv MeIMLIMHCKA CeCTpa.

- AKO MOJYUYHTE HAKAKBH HEKENaHH JIEKApCTBEHHW peakluu, yBeaomere Baluus Hiv MEAHUMHCKa
cectpa. ToBa BKJIKOYBA U BCHYKH Bb3MOXKHH HEXKEJIAHW peaKlIMK, HCOTIMCAHH B Ta3H JIMCTOBKA.

Buxkre Touka 4.

KakBo ¢baAbp/Ka Ta3H JIHCTOBKA:

Kakso npeacrasnssa Amnuuninn/Cynbakram Anradapma v 3a KakBO C€ M3I10J13Ba
KakBo TpaOpa na 3Haere, npeau aa usnonssare Amnuunann/Cynbakram Antadapma
Kak ce npunara Amnuumaun/Cynbakram Anrradapma

Bb3MOKHH HEXKENAHW peaKkLiMK

Kak na cexpanssate Amnuunann/Cyndakram Anradapma

ChabprKaHHE Ha ONaKOBKaTa W IOMBJIHWTE/IHA HH(pOpMaLIUS

N B W —

L. Kakso npeacrasasiBa AMnununinn/Cyadakram Anrad®apma u 3a KaKBO ¢e H310/13BA

Amnuunann/Cynbakram Anradapma e LHpOKOCTIEKTbpeH aHTHOHOTHK. Toi sieKkyBa HH(pEKLHH,
NPUUMHEHH OT GaKTEPUH, KOMTO Ca YyBCTBUTEIHH Ha aMITULIMIIMH W cynbakTaMm.

AMIULUKINH MPUHAUIEKH KbM Fpyna JeKapcTsa, HapeUueHH ,,IEHULIWIMHKT (BUA OeTa-lakTaMHH
anTuOnoTuum). Cynbakram ycunsa edekra Ha aMIULMIIKMH, KaTO HHXHOKpa OeTa-1aKTaMasHTe,
€H3UMH, KOUTO MHAKTUBUPAT NEHULIUITUHHUTE,

Bawusat nekap moxke aa Bu urkektrpa AMnuumnun/Cynbakram Anradapma 3a 1e4eHHe Ha

ciieiHUTE OaKTEPHAITHH MHPEKLIMK:

e MHPEKUMH HA FTOPHHUTE JAMXATEIHHU MMBTHULLA, BKJIIOYUTEIHO CHHY3HT (BB3MAJICHHE HA JIMTABHLIHTE,
KOMTO NMOKPUBAT CHHYCHTE), Bb3MajleHHe Ha CPEIHOTO yXO (OTHT Ha CPEAHOTO YXO) HJIH Ha
JlapuHKCa (ENnUriaoTHT)

e uH(EKUMH HA NOJTHHUTE IUXATEHH MBTHLLA, BKJIIOUHTEIHO Bb3naseHne Ha Oenus apod
(MHEBMOHMSA)

e uH(EKUNH HA MMKOUHUTE ITHTHLIA, BKIIOUMTEIHO Bb3najieHue Ha ObOpeunTe (nuenoHedpur)

e uHTpaabAOMHHATHY HHPEKUMH BKJIKOYHTEHO Bb3MAJIEHHE Ha JIMraByMlaTa Ha KopemHaTa CTeHa
(MEPUTOHMT) U BH3MNAJEHUE HA KIIbYHHUA MEXYP (XOJICLUMCTHT), Bb3MaJCHHUE WIIH JIpA3HEHE Ha
WraBvllaTa Ha MaTkaTa (€HIOMETPHT) U HH(EKLIUS Ha Chbe/IMHUTE/IHATA ThKaH B CbCE/ICTBO C
maTkKaTa (Ta30B LCJYJIUT)

e OakTepuasiHa CeNTUUEMHSA; HH(PEKLIMK HA KOXKATA, MEKWTE ThKaHW, KOCTHUTE W CTABUTE

® [IpeM WM ClIeJl XHPYPruUueCcKH onepalmrui, 3a HamajsiBaHe BEpPOATHOCTTA nTm{beHTHpHHe Ha
paHuTe, ako B npeacTon kopemHa WM TazoBa onepauus / R '

[/ &
2. Kakso Tps0OBa aa 3Haere, npean Ja H3Noja3Bare Anmuuunuu/Cyn?m{fim Anta®apma

He n3nosssaiite AMnuuuaun/Cyadakram Anradapma



® aKO CTE ANePruvHH KbM aMIIHUHWAKH, CyNdakTaM, KbM JIEKAPCTBA OT rpynaTa Ha NeEHULNTUHHTE,
ApYry 6eTa-lakTaMH.

¢  aKO CTE ANEPruyHu KbM NTHAOKAHHOB XHAPOXNAOPHUI, KONTO CE€ M3MON3BAa 32 HHTPAMYCKYJTHO
HHH{EKTH]JEIHG

*  aKo MMare aHaMHe3a 3a YepHoApoOHO yBpexaaHe ciel ynoTpeba Ha aMNHUMAHH

Jlena v KHOLIMH
Amnuunaun/Cynbaktam Anra®apma He TpaOBa aa ce npunara upe3 MyCcKyJiHa HHXKEKUUA Ha eua

NOA 2-roaviliHa BL3pacT.

[Ipegynpexaenun U NPeANA3IHH MEPKH
["oBopeTe ¢ Bawus nekap, papMaUgBT WK MEAMLIMHCKA CECTpa, Npeay Aa U3noa3Bare
AMnuuunuH/Cynbaxram Antadapma, ako:

. CTE UMK WKW UMATE AIEPrUUHA peaKUUH KbM NEHUUHUIUHU WIH APYTH aHTHOHOTHLIM
(uedanocnopuUHH) UKW ApYrH BELLECTBA, KOUTO NPUUYHMHABAT alepruu

. nMarte npodaeMu ¢ uepHus apob

. MMAaTe MOHOHYKJI€03a WK NTUMGDOLHTHA JIeBKEMHUSA

KakTo npu BCAKO NPOABIIKUTEIIHO JleyeHre, BallusaT nekap Moxe Aa Ha3HavyH peaoBHO NpociensBaHe
Ha ObOpeynara ¥ YyepHoApoOHaTa PYHKLUMA M KPBBOHOCHATA CUCTEMA, KOTaTO Npuara
Amnuuunud/Cyndaxram Anta®apma, ocobeHo npu aeua, HOBOPOAEHH M HeaoHoceHH HebeTa.

Yeenomere Bawug nexap He3abaBHoO, ako HMaTe DONKH B KOpeMa, cbhpOex, TbMEH UBAT HAa YPHHATA,
XBATO OUBETABAHE HA OATOTO HA OUUTE UNKM HA KOXKATa, ako BH npunowasa Wiy KaTo UAIO HE Ce
yyBcTBaTe n06pe. ToBa MOXKe 1a ca MPU3HALIK Ha yBPEXCAAHE HA YepHoApoDHATa GyHKLIUA,
NPHYUHEHO OT TEPANUATA C AMITULMIANH/CynbaKTaMm.

[Taunentn ¢ MHPEKLHO3HA MOHOHYKJ1€03a (MH(DEKLIKO3HA XJ1€3UCTa TPECKA) MHOIO YECTO pa3BHBAT
KOXEH 0OpHB BbB BPb3IKA ¢ ynoTpedara Ha aMNULMMUH/cynbaKTam, NnopajKn KOeToO B TaAKHBA ClTy4YaH
ynotpedara Ha AMnuunnuvH/Cynbakram Anta®apma Tpadsa aa ce uzbarea.

Tpabea nezadaBHo aa yseaomute Bamus nexap, aKo no BpemMe Ha JIEUEHHETO C
AmMnuuuaun/Cyndakram Antadapma ce noaBAT:

. CEPHO3HK KOXHH peakuuu (3adepBsaBaHe, 00puB). Balwnat nekap we pelun aanu tepanusaTa
TpaOBa na 6bae npekpareHa.
* anepry4yHy peakuvu. B takuea cnydau npuinoxkeHuero Ha AMnuuninuH/Cynbakram Anra®apMa

TpaAOBa aa 6bae npekpateHo W Bawudar nekap uie 3anoude noaxoasua tepanus. Ceprosnure
peakuyy Ha CBPBbXUYYRCTBHTENHOCT Tpadna aa 6baaT nekyBaHM He3abaBHO.

. [MOCTOAHHA U TeXKa auapusa (CMeceHa ¢ KpbB U ¢i1y3). Tpabea HezabaBHO aa rosopure ¢ Bawusa
neKap, TbM KATO TOBA MOJKE [a € NMPU3HaK Ha )KHMBOTO3acTpallaBailo cbeTosiHne. KakTo npH
ApyruTe aHTHOHOTHLIM, NPH NPOAB/KUTENHO JIEUSHUE MOXKE 1a Bb3HUKHE "CBpbXpactex" Ha
ycToiunBn HA AMNHUHAKMH/Cynbaktam Anta®apma MUkpoopraiusMu W . B TakuBa cnyyau
TpsOBa Aa 3anO4YHETE Creurn@rUUHO neveHue, onpeaeneHo ot Bawus nekap Bb3 OCHOBA Ha
Bauleto cbherosaHue. He npuemaiTe HUKaKBY NekapcTBa NPOTUB aAnapus, 6e3 na ce
KOHcysTUpaTe ¢ Baua nekap.

Apyru gekapersa 1 AMnuunsanir/Cynbéakram Anrad®apma
Tpabea pna kaxere Ha Bawua nekap, gapMaLesT, UITH MEAULKMHCKA CECTPa aKO [IPUEMATE, HACKOPO CTE

NpyuEMal Ui € Bb3MOXKHO 14 NMpueMaTe APYrd JCKApPCTEA,

['oBopeTe ¢ Bawuua nekap, ako npyueMaTe HAKOe OT CNEHUTE IEKapCcTBa;

. NeKapcTBa, H3NOA3BAHH 3a JIeYEHHWE Ha noaarpa (anonypudHon, npobesnumna), yBeauy
Bh3MOXHOCTTA 4 Pa3BUETE KOXHH OOpHBH

° AMUHOTTIMKO3KWAHNY AaHTUOMOTHUMY

. NIEKapCTBa, KOUTO NPenoTBpaTaBat 00pa3yBaHETO HA KPbBHHU ChCUPELIU

. aHTUOaKTEpHANTHU JlekapcTia (XnopaM$peHHKOJ, epHTPOMHUMH, CYNPOHAMKI U TET E[knmﬂ



. METOTpeKCaT (NeKapCcTBO, U3MON3BAHO 3a JIEYEHUE Ha paK WM peBMaTHUYHU 3ab0onsBaHuA)

BianmoaeicTsns ¢ nabopaTopHu TecToBE:

Amnuunnnd/Cynbakram Anra®apma Moxe Aa npHYHHA HaNuIMBO NONOXKUTENIHH PeakLus Mpy
M3CNIEABAHHUA 32 HA/IMUKE HA MIOK(3a B YPUHATA U 13 MOBIMAC HAKOH U3CJIEIBAHUA 3@ HUBO Ha
XOPMOHHTE NpHU OPEMEHHH XKEHH.

bpeMeHHOCT,KEpMeHe U QepTHAHTET
AKo cTe OpeMeHHa WKW KbPMHTE, CMATATE, Y€ MOXKE Aa cTe OpeMeHHa UM NlaHupaTe OpeMEHHOCT,

nocLeeTBaiTe ce ¢ Bawusg nekap unu gapMalesT npeau ynorpebara Ha TOBa JIEKAPCTBO.

bpemeHHoCT

[To Bpeme Ha OpemeHHoCTTa, BawuusT nekap BHUMATENHO e npeueHu, nany Tpadea na Bu 6bae
npHaoKeH AMnHUMnvH/CynbakraM Anradapma, KaTo B3EME NPEABHI CbOTHOLIEHHETO MON3a/pyUcCK,
Tbi KaTo 6€30NacHOCTTa HA TOBA JICKAPCTBO MO BpeMe Ha DPeMEHHOCT He € YCTaHOBEHA.

KbpMeHe
AMINHUMNYH U CynBaKkTaMm ce eKCKpeTUpaT feko B KbpMaTa. YnorpebaTa OT KbpMELK MaKH MOXE A4

Ja AoBele 00 HEXENaHW PEaKUHH, KaTO HanpuMep auapua npu aeteto. AMnuuunue/Cynbakram
Anra®apma TpabBa na ce U3nNon3Ba No BPEME HA KbpPMEHE CaM0, aKO MOTEHLIMATHATA 110134
NPEBHLLABA MOTEHLUHATIHUA PUCK.

QepTUIUTeT
PenpoayKTHBHMTE MpOYUYBaHUA NPU XKHBOTHH HE Ca NMOKA3aNu JOKA3aTeICTBa 33 BPEAHO Bb3JEHCTBHE

BLPXY GepTUNIUTETA, MPHUUHEHO OT CYA0aKTAM W AMITHLUHJIUH,
LHlopupane n pabora ¢ MalIMHH

AMnuuunui/Cynbakram AntaQapma NoBNUsIBa HE3HAYUTENHO ¢MOcoOHOCTTA 33 wodupaHe U pabora
C MalUIMHH, HO MOXe J1a MOJTYUHTE HEXEIAHHU peakLUHH, {KaTo 3aMasHOCT, KOHBYJICHH HJIH CBHJIUBOCT),
KOWTO MOTaT Ja yBenuuar BpeMeTo 3a peakuunsa. He wodupaiite u He paboTeTe ¢ MallIKHH, aKo ce
4yBCTBATE 3aCEMHATH.

AMnuunanu/Cyndbakram Anra®apma ¢cbabpka HATpHIH

Amnuunnun/Cynbakram Anra®apma 1 g/0.5 g:

ToBa nekapcrso ceabpxa 115 mg (5 mmol) HaTtpuid (OCHOBHA ChCTaBKa Ha roTBapcKaTa/Tparne3HaTa
COJT) BbB BCEKH (1akoH. ToBa KONUUECTBO € €KBMBaNEHTHO Ha 5,75 % OT npenopb4YUTeIHHA
MaKCHMalieH AHeBeH XpaHHTEJIeH NPUEM Ha HaTpUM 3a Bb3pacTeH. [ osopete ¢ Baluus nekap nnu
(hapmanesT, ako ce Hy>kaaete ot 4 vnu noeevye (paaKkoHa AHEBHO 32 NPOABINKHTEEH NEPHO, OCOGEHO
ako Bu e npenopbuaHo na cnaszsare aMeTa ¢ HUCKO ChbAbPXKaHWE Ha cosl (HaTPHiA).

Amnnumnnnn/Cynbakram Anrta®apma 2 g/1 g:

Toea nekapctso cbabpxka 230 mg (10 mmol) natpuid (ocHOBHA cheTaBKa Ha roTBapcKara/Tpane3Hata
COJ1) BbB BCEKH (p1akoH. ToBa KONHHECTBO € eKBUBRANIEHTHO Ha 11,5 % oT npenopbunTENHUS
MaKCHMAaneH JHEBEH XPaHWTEJICH TIPHEM Ha HATPHIA 3a Bb3pacTeH. [loBopeTre ¢ Bawus nexap unu
(hapMaLeBT, aKo ce HyAaeTe OT 2 UK noseve (akoHa JHEBHO 3a NPOIB/DKHTENEH NMEPHOL, OCOBEHO
ako Bu e npenopbuaHo na cnassare queTa ¢ HUCKO CbhbABPIKaHUE Ha coJl (HaTpHid).

3. Kak ce npunaara Amnunuanu/Cynbaktam Anta®apma

Tosa nekapcTeo BUHary 1e 0bae NpUroTBIHO U We By Obae npuiaraHo oT JIeKap HiH Me
CNEeLUaTUCT.
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Tosa nekapcTBo TpAOBA Aa ce npuyiara HHTPAMYCKYJTHO, KaTo AbAO0KAa HHTPAMYCKYJIH
MW WHTPABEHO3HO Upe3 00ayCHA HHXKEKLMA B MPOABIHKEHHE HA MHHHMYM 3 MUAHYTH,




H3MOA3Ba B MO-roneMu paspexxaanusa (50 - 100 ml) kato MHTpaBeHO3HA HHPY3IUA B NPOABMKEHHE HA
15-30 MUHYTH,

BuipacTun
Bawuat nekap we onpegeny A03aTa B 3aBUCHMOCT OT TEXKECTTA Ha HHexuuaTa ¥ oT Bawerto

ckeTosHue, [Ipenopbuntennara noza e 1,5 g (1 g amnuuuann nawoc 0,5 g cynbakram) no 12 g(8 g
aMMUUWIKH Toc 4 g cynbakraM) v Moxke aa Hbae palaeseHa Ha paBHH A03W Ha BCekH 12, 8 unu

6 uaca. Obwara no3a cyabaxkram He TpadbBa na HaaBuwaea 4 g AHEBHO.

Jleuenueto 0OMKHOBEHO NpoabikaBa A0 48 vaca cnen 0T3By4aBaHE Ha MOBHULIEHATA TEMIIEPATYpa U
Ha apyrure aOHOpMHH Npu3Haun. OOMKHOBEHO IEUEHHUETO e NpoBexa 3a 5 10 14 AHK, HO nNpH
TEXKO DOTHH MOXeE Aa C€ HA3HAYH JOMBIHHTENHO aMMULIMIIHH,

ITpodpnaakTHKa HA XHPYPrUYHH HHpeKUNH

[Ipu BbBEXAAHETO B aHECTE3US TpsibBa Aa ce nocTtaeaT 1,5-3 g ot AMnuumnaunH/Cynbakram
Anta®apma (1 g amnuumnaud nimoc 0,5 g cynbakram - 2 g amnuunnud naoe |1 g cynbakram). Jozara
MO>KE /1a ce NOBTapsa Ha Bceku 6-8 uaca. [IpunaraHeTo obrkHOBEHO ce crupa 24 yaca Chef| MoOBEeYeTo

XUPYPruvHH MpoLeaypH.
¥norpeba npu neua

Hoegopoodenu, kepmavema u oeya

Ho31poBKaTa 3a MOBEUETO HHPEKLHY 1pU Aeua, KbpMadera U HoBopoaeHd € AMnUuMAHK/Cynbakram
Anta®apwma |50 mg/kg/nHesHo (ekpnanenTHa Ha amnuuunud 100 mg/kg/nHesHo U cynbakram

50 mg/kg/ anesHoO).

Hozata ce npunara Ha Bcekd 6 unu 8 vaca, ¢ U3KNKOYEHHE Ha HOBOPOaeHH (0co0eHO HEMOHOCEHH)
Aela No BpemMe Ha MbPBaTa CEAMHLA OT XKUBOTA, KbASTO NPENOpbYHTENHATA 1034 €
Amnuuunua/Cynbaktam Anra®apma 75 mg/kg/nen (eksuBaneHTHo Ha SO mg/kg/neH aMNUUUNKUH U
25 mg/kg/nen cynbakram), pazneneHa Ha NpUEMH Ha BCEKH |2 uaca.

Hayuenmu c 6vOpeuno yepedcoane
[Tpu Takuea nauneHtH, AMnuuunur/Cynbaktam Antadapma TpsOBa Aa ce npuaara Ha no-rosieMu
WHTEPBATHU, OTKONIKOTO NpH nauneHTH 6e3 ObuOpetHo yBpexaaHe,

Axo Bu e npuaoxena noseye ot HeoOxoanmara n03a AmMnuuHanu/Cynbaxkram Antadapma
Manko BEpOATHO € 1IeKap HJIH MEAULIMHCKHU cneuranuct - obukHoseHOo B 6onHUUA - 1a By npunoxu

F10-BUCOKA 1033 OT JIEKapCTROTO.
T kaTO aMMUUMIIKMH U Cy10aKTaM Ce OTCTPaHABAT OT KPbBOOOPALIEHHETO YPe3 XeMOAHANIN3], TE3H

NpoUEeAYpH MOraT J1a YCKOPAT €TMMHUHHPAHETO Ha IEKApCTBOTO OT TAJIOTO, aKO HACTBITH NpeIo3upaHe
MPU NauHeHTH ¢ HapylieHa 6b0peuHa GpyHKumA.

AKO cTe NpONyCHAJIN A2 Hinoa3sate AMnuuuaun/Cynbdakram Anra®apma

Tui KaTo TOBA nekapcTeo we Bu Obae npunoxkeHo noa CTpor MEAWLMHCKHA KOHTPOI, € MallKO
BeposTHO Bawara no3a na 6vae nponycHara. Ungopmupaiite Bawna nexap viun papMalesT, ako ce
CbMHABATE, Y€ CTE NPONYCHAIM A034a U TOM LUE peLld KaK Ja Npoab/xkH ¢ Ballero neyenue.

AKO MMaTe HAKAKBHY JOMbIHUTENIHY BRIPOCH OTHOCHO ynoTpebaTa Ha TOBa IeKapCTBO, NONUTaNTE
Baiuus nekap, hapmMaueBT Hau MEOULIMHCKA CecTpa.
4. Bb3MoOKHH HeXeTaHH peakuHH

KaxrTo BCHUYKH JNICKAPCTBA, TOBA JICKAPCTBO MOKE A4 NMPCAH3BHUKA HCXKCNAHW pCaKUIMY, Bbll
BCCKH I'M NOJTy4HaBa.

CepHO3HH HEKEJAHN PeaKIHM
HesabaeHno ysenomere Bawius nekap, ako nony4uuTe HAKOA OT CAEAHUTE CEPHO3HH
peakulH, TbH KaTo MOXKeE [1a CE€ HAJTOXKH CIMELHA MEIULIMHCKE NOMOL: \




¢ BHE3anHa NoABa Ha anepruyHu (aHAPUIAKTOUAHH) PEAKLMK U aHA(PWIAKTHUYEH HIOK (KOoJarc Ha
KpBBOODpaLIeHUETO)

® TeXKa AWapus B PE3YJITAT Ha Bb3naneHue Ha aebenoro uepso (bakTepualieH ncesaoMeMObpaHo3eH
KOJIUT)

¢ TeXKH KOXHU 3abonaBaHna ¢ MexypH, obenpaHe Ha KOX<AaTa U HEKPOTHYHHW NE3UU (TOKCHYHA
enuaepMaiHa Hekpoausa, cHRApeM Ha CTUBBHC-DKOHCHH, epuTemMa MynTH(ROpME)

* Bb3NaANeHHe Ha OBOpeuurTe

[TocoueHuTe MO-rope HEXENAHY PEAKUMHU Ca C HEU3BECTHA YECTOTA (OT HATMUHHATE AAHHH HE MOXKE 1A
Objc HanpaBeHa OLUEHKA):

Yecru (Mocam oa 3acezrnam oo 1 na 10 nayuenma)

® HamansBaHe Ha OPOs Ha YEPBEHHUTE KPBBHU KIETKH (aHeMHs) M Opos Ha TPOMOOLIUTUTE B KPBBTA
(TpomOoUMTONEHKA), YyBETHYaBaHE Ha Opos Ha OenuTe KPBBHH KIETKH (€03MHOpHUIUR). Te3u
peakUuMH OOMKHOBEHO OT3BYUABAT C/IEA 3aBLPLIBAHE HA JICUEHHETO.

®* BB3MAJICHUAE HA BEHUTE

* nuUapus

® NPexOAHO MoBULUaBaHE Ha YyepHOApoOHHTe TpaHcaMuHazHu eH3uMH (SGOT, SGPT) n
OunupyburHa B KpbBTAa, NOPAAN HapyilueHa YepHOApoOHa (hyHKUMSA

¢ 00aKa HAa MACTOTO HA UHXKEKTHPAHE

Heuectn (Mozam oa zaceznam oo Ina 100 nayuenma)

* HamanaBaHe Ha Opos Ha ODenuTe KpbBHHU KNeTKH (0OMKHOBEHO C€ Bb3CTAHOBABA CAel JIEHEHHETO)
* rnasobonue

¢ npoMeHeH Opoil Ha KPBLBHUTE KNETKH (HamaneH Opoit Ha Taka Hape4YeHUTE HEYTPOUHIHH
rPaHYNOLIUTH)

NOBPbillaHE

obpus, cbpbex

yMoOpa

HEpa3NOJIOXKEHHE

Peaxw (mocam oa zaceznam oo I na 1000 nayuenmu):
® rajaeHe

® Bb3NAEHME HA €3HKAa

e Oonka B KOpeMa

C HeH3BeCTHA YeCTOTA (OM HQIuYHUumMe OAaHHU He MOdCe 0a DbOe Hanpasena OYeHKa).
® aHeMuf, NOPaAK YBEMHYEHO pPa3pylLUaBaHE HA YUEPBEHHTE KPbBHH KIETKH (XEMONUTHHHA aHEMUA )

® TpoMAHAa B KpbBHATa KapTHHA (HamMaliaBaHe HA Opos HA CPaHYNOUUTHTE)

® KbPBAULO YEPBEHMKABO NETHO ¢ pa3sMep Ha BPbX Ha kapduua, nopaiu HamaneH OpoH TpomboLUTH

e aHauIaKTH4YHA peaKuus, aHaDWIaKTHYEH LOK, aHaPUIaKTOWAHA peaKkumrs, aHahUIaKToOuaeH
UIOK, CBPBXUYYBCTBUTENHOCT, CHHAPOM Ha KyHHC

® I'BPYOBE, 3aMAAHOCT, CbHJIMBOCT

® 3aTPYAHEHO JULUAHE

* Bb3NaJeHUE HA TbHKHUTE M 1edennTe yepBa (EHTCPOKOIUT), KbpBaBU U3NMPAXKHEHUA

* Bb3NAJICHHE Ha ycTaTa

o ofe3usersBaHe Ha €3HKa

®  KOXHH peakurH, 00XBawawy ronamMa niow oT NOBbLPXHOCTTa HA TANOTO (3a4E€PBEHH, NOAYTH,
FHOMHW MEXYPH)

* ¢eKCHONMATHBHO BB3MNANCHHE HA KOXKATA N

* HapyuweHa yepHoapoOHa QyHKUMA, XKBITEHULA, XONIECTa3a, XENaTHT ¢ XoecTasa / ‘j”l“ N

®  peakuua Ha MACTOTO NPHU UHKEKTHPaHE Cy o \

¢

¥ “ﬁ. U"-
MOAYBaHE Ha MULETO, YCTHUTE, €3UKA H/WJIH IbPOTO ChC 3aTPYAHEHO npern*huﬁnﬁ gyl ,tmwal-le
(aHrHoenem), KOXKeH OOpHUB (EpUTEM), MEXYPH, 3aUEPBIBAHE WIIH CHHHHH NO KO aTa‘ '
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Cro0maBaHe HA HEXKEJIAHH PEaKUHH

AKO MONYYUTE HAKAKBY HEXENAHU AEKAPCTBEHN peakuuH, yBeaomeTe Bawns, nekap, papMauesT nin
MeIHLMHCKa cecTpa. TOBa BKJIKOYBA BCUUKH BE3MOXKHH HEONWCAHK B TA3W JIMCTOBKA HEXENAHH
peakLun. MOXKeTe ChILO Ja ChODLIMTE HEXEeNaHU peakUnW AWPEKTHO Ype3:

UanbanuTenHa areHuus no NeKapcTBaTta

ya. . Jlamsau [pyes” Ne 8

1303 Codus

bbnnrapus

Ten.: +359 2 8903417

yeGcanT: www.bda.bg.
KaTo chobuiaBare HEXEaHH peakUud, MOXKETE Aa AaJeTe CBOS MPUHOC 3a NOJYYaBAHE Ha MOBEUE
HHpOpMaUMd OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak aa cexpaussare AMnuuuann/Cynbakram Anrad®apma
Jla ce cbXxpaHsBa Ha MACTO, HEJIOCTBITHO 3a Aeua.
To3u nekapcTBeH MPOAYKT HE U3HCKBA CTTELIMAIHH YC/IOBUS Ha ChXpaHEHHE.

He u3non3saiiTe TOBA NEKAPCTBO CJIEA CPOKA Ha rOAHOCT, OTOENs3aH BbPXY €TUKETa Ha pnakoHa U
kapToHeHata onakoBka ciefl (loaen no:). CpoxbT HAa rOAHOCT OTTOBapA HA NOCNACAHWS ACH OT
NOCOYEHUA MECELL.

He u3xpbpasiiTe nekapcTaata B kaHanusauusTa. [lonuraire Bawus papMaLeBT kak 1a U3XBbpAsTe
NIeKapCTBATA, KOWTO Bede He U3Non3sare. Te3u MEPKH Lile CNOMOrHAT 3a Ofla3BaHe Ha OKOJTHaTa cpena.

6. ChabpKAKHE HA ONAKOBKATA H ZONBJHHTETHA HHpOpMaUUs
Kakeo cuabpka AMnunuana/Cyndakram Antadapma
AKTUBHMTE BELLECTBA Ca aMNHLUIIMH K CyJiDaKkTaM.

Amnuumarn/Cynbaktam Anra@apma 1 g/0,5 g npax 3a MHXKEKUMOHEH/HH(Y3MOHEH Pa3TBOP
Bceky ¢iakoH cbhabpxka 1 g aMnuuunui (KaTo aMIHUMANH HaTpui) n 0,5 g cynbakram (karo

cynbakram HaTpHH).

Amnuimnun/Cynbakram Antadapma 2 g/1 g npax 3a MHXEKLIMOHEH/MH(Y3HOHEH pa3TBOp
Bceku (nakoH ¢habpia 2 g aMIUUMIKMH (KaTo aMNULMAWH HAaTphit) u | g cynbakram (kato
cynbaktam HaTpui).

Hpyru cbCTaBKH: HAMA.
Kax uarnexaa AMnHuAaun/Cyndakram Anrtad®®apma H KaKBO CBALPKA ONAKOBKATA

Amnuunnun/CynGakram Anta®apma e 644 20 nouTH 04N KpUCTaNEeH npax 3a
WHXKEKLHOHEH/MHPY3NOHEH pa3TBOpP

Amnuunnnr/Cyn6aktam Anra®apma 1 g/0,5 g npax 3a HHXKEKLUHOHEH/UH(PY3UOHEH pa3TBop €
OMaKkoBaH B Npo3pauHK Ge3useTHH cThKeH dnakonu Tvn I ¢ BMecTumocT 20 mli,
GpoMOOYTHNIOBY IYMEHU 3aiTyIIANIKH H CHHBO ATYMHHUEBO OTHYNBALIO CE& Kanaye.

Amnuuunun/CynbaxraM Antadapma 2 g/1 g npax 3a HHKEKLUHOHEH/HH(DY3HOHEH
ONaKkoBaH B NPO3pauHy Ge3UBETHH CThKIEHU dnakoHu TUN | ¢ eBmecTHmocT 20 ml, a*lzB peHH c
OpoMOOYTHIIOBH TYMEHH 3anyLUalkyi K OPaHkEBO alyMWHWEBO OTHYMBALLO CE kana e;: VWL T




[peanara ce B onakoBku no 10 gnaxoHa.
[IpaTexaTes HA pa3pelieRHETO 32 ynoTpeda

Apta Medica Internacional d.o.o.

Likozarjeva Ulica 6
1000 Ljubljana
CnoBeHUs

IIpousBoauTen

MITIM S.r.l.

Via Cacciamali, 34-38
25125 Brescia
UTtanus

To3u JexapcTBeH NPOAYKT € pa3pelteH 3a ynorpeba B appxasute uienkn Ha EWII nop
CJIeAHHTE HMEHa!

Cnosenus Ampicilin/sulbaktam AptaPharma 1 g/0,5 g pra3ek za raztopino za
injiciranje/infundiranje
Ampicilin/sulbaktam AptaPharma 2 g/1 g pra$ek za raztopino za injiciranje/infundiranje
Asctpus  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-

/Infusionsldosung
Brarapus  AMnuumnun/Cynbakram Anra®apma 1 g/0,5 g npax 3a nHxeKuHOHEeH/HHPY3HoHeH
pa3TBOp
Amnuumnun/Cynbaxram Antadapma 2 g/1 g npax 3a HHKEKUHOHEH/MHPY3HOHEH
pa3TBOP
Kunsp Ampicillin/sulbactam AptaPharma | g/0,5 g powder for solution for injection/infusion
Ampicillin/sulbactam AptaPharma 2 g/1 g powder for solution for injection/infusion
Uexus Ampicillin/Sulbactam AptaPharma

Xvpeatus Ampicilin/sulbaktam AptaPharma 1 g/0,5 g pradak za otopinu za injekciju/infuziju
Ampicilin/sulbaktam AptaPharma 2 g/1 g pra3ak za otopinu za injekciju/infuziju
Vurapus  Ampicillin/Sulbactam AptaPharma 1 g/0,5 g por oldatos injekcichoz vagy infuziohoz

Ampicillin/Sulbactam AptaPharma 2 g/1 g por oldatos inje kcidhoz vagy inf(ziochoz
Manta 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
[Tonwa Ampicillin+Sulbactam AptaPharma

Pymbuus  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

Cnosaxkus Ampicilin/Sulbaktam AptaPharma 1 g/0,5 g pradok na injek&ny/infuzny roztok
Ampicilin/Sulbaktim AptaPharma 2 g/1 g pradok na injekény/infuzny roztok

Jlara Ha nocaeaHo npepasraexaane na aucroskara  10.04.2025
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[TocoueHaTa no-aony uHpopMauus € npeaHasHayeHa caMo 33 MEAHUMHCKH CNIELHaTHCTH:

HHTpaBeHO3HO HJIH HHTPAMYCKYJTHO RPHJIOKEHHE!
3a HHTPAMYCKYTHO WHXXEKTUpaHe CNen pa3TBapaHe WK HHTpaBeHO3Ha HHDY3UA Cliell pa3peKiaHe.

Camo 3a eqHOKpaTHa ynotpeba.
HanonseaiiTe camo OUCTpW wny onanecurpalym, 6e3 CaAbpKaHWe HA YaCTHLM Pa3TBOpH 3a

pasTBapsHe/pa3pexaaHe.

HucTpykuuy 3a paiTeapsHe/pazpexaane Ha AMnuuHani/Cynbakram Anta®apma:
CneaHure 00emMu pa3TBOPHUTENIM MOraT Ja ce M3MO0A3BaT 3a PEKOHCTUTYLIMA:

O6wa no3a ExBuBanentHa noza | Ob6em na| Obem na | OcrtaBawo | MaxcumanHa kpaiiHa
(g) AMTMULUMIKH/CYN- ¢nrakoHa| pazpeaute| konuuectso| KoHueHTpauys Ha
OakTam/ (g) ns {(ml) * (ml) aAMITHUHJAH/ CYJI-
bakram/ (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

* Hannuen € noctaTbyen M3nUWbK, KOHTO Aa MO3BOJH HATHYHETO Ha OCTaBaALIO KOJMUYECTBO H
NPHIOXKEHUETO HA MOCOUEHUTE 00EMHU

- CTEpHIIHA BOJA 32 HHXKEKLIWH

- HaTpues xyiopua 9 mg/ml (0,9 %)

- HaTPUEB NAKTAT

- pasteop Ha rmoko3a S0 mg/mi (5 %)

- pa3raop Ha rnoko3a S0 mg/ml (5 %) 8 NaCl 4,5 mg/ml (0,45 %)
- BOAEH pa3TBOp Ha uHeepTHa 3axap 100 mg/ml (10 %)

- PuHrep nakrateH pa3TBop

3a na ce OCHrypH NbJIHO pa3TBapAHe, Ciel peKOHCTUTYHpaHe, TpadBa aa ce 0CTaBH, NOKATO U3ue3He
nAHaTa, 3a 1a MOXKE Aa ce MPOBEPH BU3yanHo. lo3aTta MOXE Aa ce NpUIoxKH B paspexaanus (50 —
100 ml), kaTo UHTpaBeHO3HA HH)Y3HA B MPOAbLIXKeHHe HA noseye oT 30 MUHYTH 10 4 yaca.

33 MHHTPaAMYCKYJTHO MPUJIOKEHHE Ce NPEnopbYBa AbA0OKO HHTPAMYCKYITHO UHIKEKTUpaHE. 3a
oOnekuasaHe Ha 6onkaTa, Moxe aa ce u3nossea 0,5 % cTeprieH HHXKEKUHOHEH pasTBop Ha
MMAOKAHHOB XUAPOXJIOPHA 3a pasTBapsaHe Ha npaxa (3,2 ml 0,5 % creprneH pa3TBoOp 3a HHXEKLIUH Ha
NUAOKAWHOB XUAPOXJIOPHA 3a aMnuuunuH/cynbakrtam | g/0,5 g v 6,4 ml 3a amnuumnuu/cyndbakram

2 g/l g).

NMntpamyckynHOTO nprUaoxkeHre Ha AMnHuuann/Cynbakram Anra®apma € npoTUBONOKa3aHO NMpH
Acua noa 2-roiMuiHa BL3pacr.

AMnuuMnne/Cynbaxktam Antaapma HHXEKUHAR U aMUHOTJIMKO3UAK TpAaOBa Aa ce pa3TBapiaT U
Npunarat OTAENHO, MOPaAU in Vifro HHaAaKTUBHPaHE Ha AMHHOTJIHKO3HWAWTE OT HAKOH OT

dMHRBOIMNECHULUWUJIIHHHUTE.

AMITHUHUAHWH H&Tplr'lﬁ e No-MaJiko cTabuneH B Pa3TBOPH, CbAbpXKALIHK INMKKO34a U JIPYTH BblJIEXUAPATH
H HE Tpnﬁaa Ja €€ CMECBA C KPBLBHH NPOHU3BOAHH WKW NPOTEHHOBH XHIAPOJIU3ATH.

Cpok Ha TOAHOCT cien pa3reapaHe/pa3pexxaaHe:

KOHUEHTpUPaHUAT pa3TBOpP 3a NHTPAMYCKYNHO npuyioxeHue (pasreopet ¢ 0,5 % nuno
cbhXxpansaBaH npu 25 °C) tpabea na ce u3nonsea B paMmkuTe Ha 1 wac cnep pasreapsHe.

- "'l,r

4.

Xumuueckara v puanueckara cTabUIHOCT NIpH YnoTpeba Ha pa3fiuyHK pa3TBOPH 3a jinFphBendsHa

HHPY3HA Ca KAKTO ClieABa: A
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Pa3TBOp 3a paspexaane

KonueHTpaANHS

Bpeme 338 H3n0A3BaHE (B 4ac0Be)

aMINUIHJIKH T Cya0aKTaM

25 °C 4 °C

CTECpUIIHA BOAA 34 UIDKEKIIHNH

10 30 mg/m) (20 mg
amnuumnud + 10 mg
cyn6axram)/ml

72

no 45 mg/ml (30 mg
aMIMHUHIHH + 15 mg
cynGakram)/ml

3 48

natpues xyiopua 9 mg/ml (0,9 %)

ao 30 mg/ml (20 mg
aMmUIinH + 10 mg
cynGakram)/ml

12

10 45 mg/ml (30 mg
aMIMMLIWIKH + 15 mg
cynaxram)/ml

HATPHEB JIAKTAT

+ 15 mg cyn6axram)/ml

pasTBOp Ha rmoko3a 50 mg/ml
(5 %)

1o 45 mg/ml(30 mg aMNHLIKIHH |

no 3 mg/ml(2 mg aMIHUIIHH +
] mg cynbakram)/ml

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

pa3TBOp Ha rimoKo3a 50 mg/ml
(5 %) B NaCl 4,5 mg/ml (0,45 %)

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

no 15 mg/m] (10 mg
aMITULTMIIHA +
5 mg cynbakram)/ml

Bogaeu pa3TBOp Ha HHBEPTHA
saxap 100 mg/ml (10 %)

10 3 mg/ml (2 mg aMMUIMIKH +
1 mg cynbakram)/m!

no 30 mg/ml (20 mg
amraLptaH + 10 mg
cynbakram)/ml

Puxrep naktarTeH pasTBOp

no 45 mg/m! (30 mg
aMIMMUIHH + 15 mg

cynbaxram)/ml

8 24

Ot MHKPOGHONOTMYHA IAeJHa TO4YKa, OCBEH
H3KTIOYBA PHCKA OT MHKPOOHO 3aMbPCABAHE,
AKO He ce H3MOJ3Ba BelHara, CpokKa U yClaoBHATa 3a ChXP

10

aKkO HAYMHBT HA OTBapAHe/ pasTBapsHe/ paspexaHe He
[IPOAYKTHT TpsAOBa Ja ce H3MOo/3Ba He3abaBHo.
aHEeHHe ca OTFTOBOPHOCT Ha NOTPEOHTENS.
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