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Avnunwine/Cynbakram Anra®apma 1 g/0,5 g n]?ax 38 HHKeKIHOHeH 3NQHeH pa3TBop |
Ampicillin/Sulbactam AptaPharma 1 g/0,5 g pQm‘hMtiﬂll"fﬁf'injecﬂt{hﬁﬁf‘ﬁﬁiﬁﬁ‘""“"' |
| 17 11, 01

Amraunnan/CyaGakram Anta®apma 2 g/l g npafsaagseibmonen/migyiionen pasrsop
Ampicillin/Sulbactam AptaPharma 2 g/l g powder for solution for injection/infusion

aMIULHNHE/ cynbaKkTam
ampicillin/sulbactam

IlpoyeTeTe BRHMATEIHO UANATA THCTOBKA, NPeAU AA 3AN0YHETE 4A H3I0N3BATE TOBA
NeKapPCTBO, Thil KATO TH cbABPKa BaxHAa 32 Bac nudopmanns.

- 3amaseTe TasH JIUCTOBKa. Moxe Ja ce HANOXKH &a A IPOMETETE OTHORO.

- AKO UMaTe HAKAKBA NOITBbAHHTEHA BBENPOCH, nonuTakite Bauig wid MeyHIMHCKA cecTpa.

- AKO MONYYMUTE HAKAKBH HEXETAHH NEKAPCTBEHH PEaKLH, yBeaoMeTe Bamowa win meanumHcKa
cecTpa. Tora BK/IIOYBA M BCHYKH BB3MOXHH HEXENAHH PeaklHH, HEOTIMCAHY B Ta3H THCTORKA.
Brxkre Touka 4.

KakBo ¢uabpika Ta3n JAHCTOEKA:

. Kakso npeacrarnssa AmMnuuwinn/Cyn6akram AnradapMa H 3a KaKBO ce H3IION3Ba
Kaxeo TpaGsa na 3naere, npenu na wsnonssare Ammutumin/Cynbakram Arrra®apma
Kax ce npunara Ammumwnny/Cyn6akram Anra®apma

BB3MOXHHN Hexxenanu peakiun

Kak na cbxpanssare AMnuunun/CynGaxram Anra®apma

ChIbpKaHHe Ha OMAKOBKATA M IOTBTHHTENHA MHDOPMALIUA

SR S

1. Kakso npegcrasansa AMaanuaue/Cyn6akram Anradapma 1 33 KaKBo Ce H3101383

Amnuunnme/Cynbakram AnTa®apma e IHPOKOCTIEKThPEH aHTHOUOTHK. Tok eKyBa HE(eKIH,
TPHIHHEHH OT GAKTePHH, KOHTO Ca MyYBCTEHTENHM Ha AMITMLUMWITHH H CynbaKTaMm,

AMIMIMANE OPUHALIEKH KbM [PYRA JIEKApCTBa, HAPEUYEHH ,,IeHHIIIMHA® (BH GeTa-TaKTaMHH
auTubuoTuum). Tofi nelicTsa, kato uuxubHpa obpazysaneTo Ha GakTepnanHaTa K1eTbYHa CTeHa 1o
BpeMe Ha eTana Ha pasMHOxaBaHe Ha Gakrepuute (6HoCHHTe3a).

AHTibaKTepHaNHaTa AKTUBHOCT Ha CynbaKTaM € eeKTHBHA NpH GAKTePHATIHM MAMOBE, KOUTO He ca
YYBCTBHTENTHH KbM AMITHLITHH.

Bawmmar nexap moske na Bu umsxexrupa Avnumunua/CynGakram Anradapma 3a iedesue Ha

cneanuTe GaKrepHanHu HHpeKUME,

®  VHQCKLMM HA FOPHHUTE IMXATE/IHH METHILA, BKTIOYMTEITHO CHHY3HT, BB3MIANIGHHE HA CPEIHOTO YXO
(OTHT Ha CPEAHOTO YX0) WIH Ha NapHHKCA (eMMINOTHT)

¢ uHbeKUMH HA JONHATE JHXATETHH MBTHIIA, BKTIOYMTENHO BE3MANCHHE Ha G/ npob
{(nHERMOHMST)

¢  UHPEKUMH HA MUKOYHHTE TETHINA, BKIIOYUTENHO BH3NANEHHE Ha Os0peunTe (MUenoHeHpHT)

*  HHTPaabAOMHHANHY UHDEKIWA (BKTIOUHTENHO NEPHTOHHT), BL3MANCHHE Ha XITHUHHS MEXYP
(XONMeUHCTUT), eHIOMETPHT ¥ TA308B LETYIHT
GaKTepuaTHa CeNTHLEMHS; HHOEKUMH Ha KOXKATA, MEKHTE THKAHH, KOCTHTE M CTABHTE
MOJIOBO NPEAABAHH HH(EKUHH, BKIIOYHTENHO rOHOpes
npenH HIH CAER XHUPYPrHYeCKH OnepaluH, 32 HaMalABaHe BEPOATHOCTTA OT
PaHKTE NPH NAIHEHTH, NOJI0KEeHH Ha KOPeMHa WIH Ta30Ba ONepaliys

2. Kakso Tpa6Ba Aa 3RaeTe, NpeaH A2 HIMOA3BATE AMouunHa/Cyab

He nsnonssaiite Amnaunann/Cya6axram Anta®apma



*  aKo CTe ANepriyvHH KbM aMIMIWINH, CynbakramM, KbM JISKapCTRa OT TPYyTIaTa Ha MEHAIMITHHEHTE,
Opyru GeTa-nakTamH,

$  ax0 CT¢ WICPrHYHH KbM ARJOKAHHOB XHAPOXAOPKI, KOHTO C& W3NOI3Ba 338 MHTPAMYCKYJIHO
HHIKEKTHPAHE

ﬂega M IOHOIITH

Avmiainine/Cynbakram Antadapma He TpabBa fa ce npuiara Ypes Myckyiia HtDKeKLHA Ha Jewla
MOJA 2-ronMIiliHa BE3PAcT.

IlpeaynpesxaeHun B NpeIua3sHA MEPKH
loBopere ¢ Batuns nexap, ¢papManeBT HIH METHUWHHCKA CECTPa, NPEH A2 HANON3BATE
Amrmmraurman/Cynbaxram Anra®apMa, ako:

. CTe HMaNY WM HMATE NePrHYHH PEAKLHH KbM NEHHLMIHHY WIH Jpyra aHTHOHOTHLIA
(1eanOCHOpHHH) HITH AKO CTE CBPbXYYBCTBHTEIHY KBM NPE/IH3BHKBALIH ANEPTHA XHMUUHH
CHETHHEHHA

. umare npobneMH ¢ uepHus apob

HMAaTE MOHOHYK/I¢03a HAH J'IHM(I)OLIHTHa JICBKEMHS

YBenomere Bawns nekap He3aGaeHo, ako uMaTe GOJIKH B KOpeMa, ChpGesk, TBMeH LIBAT Ha ypHHATa,
EBITO OLBETABAHE Ha O510TO HA OYMTE WK Ha KOXKaTa, ako B npuiowiasa WiK KaTo LUUIO He ce
dyecTBaTe fo0pe. Tosa Mode 1A ca MPH3HALK HA YBPEX/aHe Ha YepHOApoGHaTa dyHKLNs,
TIPAYHHEHO OT TEPANKATA ¢ AMIMLIIHH/CYM0aKTaM.

Tweit kaTo uHbeKIMOIHATA MOHOHYKNE034 € BUPYCHA NO MPOM3XOJ, AMITUIHIHH/Cyn6aKTaM He Tpsbsa
Ja ce H3N0N3Ba 32 HeHHOTO AeveHue. BHCOK NpouenHT 0T NalMeHTHTe ¢ MOHOHYKIIC03a, MIOTYYHIR
AMIHMUHIHH, CA Pa3BHITH KOXKEH OOPUB. AMITHIIMIIKHOBUAT O6PHE YeCTO Ce Cpelua H (IpH [aUHeHTH C
NAMOLIHTHA NeBKeMHUs.

TpubBa nezabapuo na yBegomnute Bamns rekap, axo 10 BpeMe HA 1EMEHHETO ©
Amanonaun/Cynbakram Anta®@apma ce RoaBAT:

. CEPHO3HH KOXKHH peakildd (3a4eprasanie, 06pus). Baniuar nexap uie peusy Aany Tepanviara
Tpabsa na 6uae npexpareHa.
. AICPrHYHH peakuuy. B TakuBa Ciryvad npunoxenueto Ha Amnuumnsn/Cynbakram Anta®apma

Tpabba na 6b1e Npexparero W Bawuuar gekap wie 3anouse noaxoisama Tepanys. CepuosHuTe
PEAKIMH HA CBPHXYYBCTBUTENHOCT TpAGBa Aa ObAaT neKypaHH He3abaBHo.

. MOCTOAHHEA W TEXKKA AMapHs (CMeceHa ¢ KpBB H Ciy3). Tpabpa HesabarHo 1a ropopuTe ¢ Bawng
neKap, TLH K4TO TOBA MOKe J1a € NPH3HAK Ha XKHBOTO3aCcTpallaralo csxerosnue. Kakro npu
ApYruTe aHTUOMOTHLM, NPH NPOABIKUTEITHO ISYeHHE MOJKE 2 BE3HMKHE "CBpBXpacTex” Ha
ycroiuned Ha AMnuuunyi/CynGakram Anta®dapma MHKPOOPTaHH3MH, BKAIOYHTENHO
reOuukH. B TakuBa c1yyan TpaGsa na 3anouseTe cnelMpHUHO NeueHHe, ONpeAeneHo oT Baus
NieKap Bb3 OCHOBa Ha Bawero cectosnue. He npuemaiire HHkaksH nekapeTra NPOTHB AHAPUY,
Ges aa ce koHcynUpare ¢ Bawws nekap.

HApyru Kexaperea n AMnunwinn/CynGakram Antadapma
Tpabea na kaxere Ha Baius nexap, papMaleBT, HITH MEAHIHHCKA CECTPA 4K0 [PHEMATE, HACKOPO CTe
MIPHEMaNM HITH € BE3MOMKHO A MPHEMATE APYrH JeKapcTsa.

Hskou nekapcrTsa Morar fa npomeHaT edmkacHocTTa Ha AMawInH/Cynbaxram Antadapma u
Amnanunun/Cynabakram Anta®apma ChbILo MOXe 12 OBIHIE Ha e(PMKACHOCTTA Ha APYIH JIEKApCTRa.

Toeopere ¢ Baiung nexap, axo NpHeMaTe HAKOE OT CIEIHUTE JIEKAPCTBA:

. JICKapCTBa, M3MOJI3BAHY 32 JISYEHHE HA NIOAArpa (AJIOIyPHHOI, NpoGEHHLNA), ¥
BL3IMOKHOCTTA Jla pazBHeTe KOXHH 0OpHEH

. AMHHOTTTUKO3MAHHA aHTHOHOTHLIM

. JIGKapCTBa, KOHTO HpenoTBPaTABAT 00pa3yBaHeTO HA KPBBHH CHCHPELIH




. aHTHOaKTepHANHH leKapcTBa (XI10paM(eHHKON, SPHTPOMHUMH, CYIQOHAMK/ H TETPAILHKITHH)
° MeToTpeKcaT (IeKapcTBO, M3MON3BAHO 3a JISYSHHE HA PaK WK peBMaTHYHH 3260/19BaHHs)

Biaumoneiictsua ¢ naGoparopHu Tectoe:

Amnunpnus/Cynbaktam Anra®apMa MosKe Ja NpHHEHEY GaTIIKBO TONGKHTETHH PEAKLUMA pH
H3CMeBaHWs 33 HATHYHE Ha [VIFOK03a B YPHHATA H /a TIOBNKAE HAKOHM H3CTIEABAHUA 33 HHBO Ha
XOPMOHHTE MpH GPEMEHHH XKEHH.

bpeMenuoOCT H KBpMeHe
Axko cTe GpeMenHa WK KbPMHTe, CMATATE, e MOXE Ja CTe GPeMEeHHa WK IU1aHMpaTe GPeMEHHOCT,
nocweeTBaiTe ce ¢ Baluus nekap wnu dapmanenT npens ynotrpeSaTa Ha TOBa IGKaPCTRO.

BbpemeHHoCT
1o BpeMe na OpemenHocTTa, Bawmsar nekap BHUMAaTEHO LIe NPELeHH, Janu Tpabea aa Bu Gbae

npanoxeH AMnuunnus/Cynbaktam Antadapma, Kato B3eMe NpeaBu/l ChOTHOWEHHETO 107133/ PHCK,
Thit KaTo 6€30MacHOCTTA Ha TOBA JIGKAPCTBO 110 Bpeme Ha GPEMEHHOCT He € YCTAHOBEHA.

Kbpmene
AMIHUHIMH H CynbaKTaM ce eKCKPETHpAT NeKO B kKbpMaTa. YniotpefaTa oT KbpMELIH MailKi MOXe Ja

Za JoBeze 10 HEKEeaHH peakuwH, KaTo HallpuMep AHapH4 npH aereto. AMnuUMnne/Cynbaxram
Arnra®apma TpsOBa na ce H3MI0N3Ba MO BPEME Ha KbPMEHE ¢aMo, aKo MOTEHIIMATHATA NoN3a
NPEBHINABA TIOTEHLHATHHA PUCK.

IModupane n paboTa ¢ MamMun

Amnuurnus/Cynbakram Antadapma nosiKasa HesHAYHTENHO crocoBHOCTTa 3a odmpane 1 paGota
€ MalHHH, HO MOXE JIa MOJNYYHTE HEeXENAHH peakiuy, (KaTo 3aMasHOCT, KOHBYJICHH HIH CHHIMBOCTY),
KOHTO MOraT ia HaMa/IaT BpeMeTo 3a peakiud. He wodupaiire i ve paborere ¢ MatmMHH, ako ce
YYBCTBATE 3aCErHATH.

Amnannann/Cynéaktam Anta®apMa ChALPKA HATPRE

Amnuimnne/Cyn6akram Arrra®apma | g/0.5 g:

Tosa nekapctso chabpka 115 mg (5 mmol) HaTpuii (OcHOBHA CBCTABKA HA OTBAapCKaTa/TpanesHara
€OM} BEB BCEKH (hnakol. Tosa KOMHHECTBO € EKBHBAIEGHTHO Ha 5,75 % OT NpenopbuMTeIHNs
MaKCHMAJIeH AHEBEH XPaHHTENICH NIPpUeM Ha HaTpHii 3a Bb3pacTeH. [oBopete ¢ Bamua nexap wim
bapmauesT, axo ce Hyxaaere oT 4 WIH NoBeue (NAKOHA JHEBHO 3a MPOAL/LKATENEH NEPHOI, 0COBEHO
ako By e npenopruano na criassate JHETA C HHCKO ChIbPKAHHE Ha CON (HATPHIA).

Ammnuiinn/Cynbaxram AnraQapma 2 ¢/l g:

Tosa nexapcrso ceappxka 230 mg (10 mmol) HaTpuil (OCHOBHA CHCTABKA HA MOTBAPCKATA/TpPaNe3HaTa
CoL) BbB BCEKH (iaxoH. ToBa KONHYECTBO & exBHBaNEHTHO Ha 11,5 % OT npenopbYHTe/HUs
MakCHMAaiieH AHEeBeH XpaHHTENCH PpHeM Ha HaTpuii 3a pe3pacTeH. [oBopeTe ¢ Baluna nekap wiu
¢apmalesT, ako ce HyxaeTe ot 2 Wik noseve PNakoHa THEBHO 3a IPOABIDKUTENEH [IeproJ, 0cobeHo
ako B e nmpenopeyaHo Aa ClIa3BaTe AHETA ¢ HUCKO CHALPKAHHE Ha COJT (BATPHIL).

3. Kak ce npunara Amnnuuann/CyaGakram Anta®apma

Tora nexapcTso BUHATH wwie Obe MPUTOTBAHO U Lie By 6h/1e NPUIAraHo ot JIekap HiiH MeJHLHHCKH
CIIeHAITUCT.

Toga nexkapcTeo TpAOBa Aa ce NpuiIara MHTPAMYCKYJIHO ¥ITH HHTPABEHO3HO.




BrspacTan

Bawumar aekap 1ue onpeaeny A03aTa B 3aBUCKMOCT OT TeXKECTTa Ha WHdeKuMaTa H oT Bamero
cheToanue. [penopbuvtentara nosa e 1,5 g no 12 g 1 Moxke Aa 6be pasfiesieHa HA paBHH 034 Ha
BeekH 12, 8 wnn 6 yaca. OBwiara noza cynfakraM He TpsOBa [1a HalBHINABA 4 g JHERHO.

TexecT Ha HHeKUHATA Huesna xo3za AMnuuwnan/Cynbakram Anta®apma
(cynbakTam + aMraumMIug) (g)

Jlexa 1,5-3(0,5+1 1ol +2)

Ymepena no 6(2+4)

Texka no 12 (4+ 8)

HecToTata Ha NpUIOKEHHS Ha I03HTe MOXe Aa b OTpe/ieNiena B 3aBHCHMOCT OT TEXKECTTa Ha
3abonasanero u Baiara 650peyna gpysxuus.

O6wara nosa cynbakram e TpaGBa 12 HaaBHmasa 4 g qHeBHO. TTo-MaKo TexkHTe HHbEKIME MOraT
Aa 6bRatT NEKYBaHK C NPHEMH Ha BeekH 12 vaca.

Jleyenuero 06uxHOBEHO NPOABIKaBa 4O 48 Yaca Cilefl OT3BY4ABAHE HA TIOBHINEHATA TEMIIEPATYpPa U
Ha Apyrate abHOPMHH Npu3nauy. OGHKHOBEHO JIEUEHHETO e NPOBeXAa 3a 5 10 14 Auu, Ho npu
TEXKKO OOTHI MOXe [1a Ce HA3HAMY NOTBIHUTETHO aMITHLIITHH.

[Ipounakrnxa Ha XNPYPrudHe NHPEKIHY

Ilpn eeBexnaHeTo B aHecTe3MA Tp16Ba Aa ce nocTaBAT 1,5-3 g oT AMmmauninn/Cynbakram
Anta®apma. JlosaTa moske a ce nopTaps Ha seexu 6-8 yaca. Ipunaranero o6UKHOBEHO ce crMpa
24 gaca crep MOBEHETO XMPYPrHYHK MPOLELYPH, OCBEH aKO HE € HAZHAYEH JOIBIHUTENCH
TepaneBTHYeH Kype ¢ AMnuuunun/Cynbakram Amnra®apma.

Jleuenne na Heycs10KHEHA rOHOpeH
Ammuupnin/CynGaktam Anradapma moyke fa Bu 6ba¢ NpunoxeH, kaTo equHHYHa A03a 0T 1,5 g.
Bawwar nexap moxe na Bu nane exnospementio na npremare npoGexenusn | g MIEPOPATIHO.

Ynorpeba npn nena

Hosopooenu, kopmauema u deya

Hozuporkata 33 NOBE4ETO HHGEKLMKM NPH [elia, KbpMaveTa ¥ HOBOPOAeHH ¢ 150 mg/kg/nHesHo
(exBHBanenTHa Ha cynbaxram 50 mg/kg/ avesHo v ammuuminy 100 mg/kg/anesno), pazaenena na
NpHEeMH Ha BCEKH 6 1 8 Haca.

HpH HOBOPOAEHH 1IPE3 H PH HEJIOHOCEHN [IELA TIPe3 IBPBATA CEAMUIIA OT KHROTA
npenopeydTenHara ao3a e 75 mg/kg/nnesHo (exsuBanesTHa Ha 25 mg/kg/nuHerHo cynGakraMm H
50 mg/kg/nHeBHO aMNULIMIIAH) pa3/ieNiena Ha NPHMeMH Ha BeexM 12 vaca.

Maguenmu c 6vopeuno yepencoare
Ilpu Takusa naunentH, AmMnuuuany/Cynbaxram Anta®apma TpabBa ia ce MpHara Ha NO-TOJEMH
HHTEPBAIH.

Axo Bua e npunoxkena nosede or Heo6xoqumara no3a Amaunaaun/Cyabaxkram Anra®apma
Manko BepoATHO € NeKap HIH MEAMLIMHCKH CTIELMAITHCT - 0OMKHOBEHO B GONHANA - Aa BH npunoxu
Mo-BUCOKA 032 OT JICKAPCTBOTO.

Ouaksa ce NpefO3HPaHETO Aa AOBEAE 0 NPOSIBH, KOHTO N0 CHILECTBO Ca NPOMBIDKEHHE Ha
HEKENIAHHTE peaklny, chobuieHH ¢ nexkapeTBoTo. Tpabea xa ce BzeMe npeasui GakTa, ue BHCOKHTE

HEBPOJIOTMYHH MMPOABH, BKNKOUHTENIHO FEPUOBE.

Tsit kato aMnMiAIKE | CyNGaKTaM Ce OTCTpPaHABAT OT KPLBOOGPALISHHETO Ypes X
NpOLEaYPH MOraT a yCKOPAT €TMMHHKHPAHETO Ha JIEKAPCTBOTO OT TAMOTO, KO H.
fpH NALUUEHTH ¢ HapyuieHa Gp6peuna GyHrtus,



AK0 cTe NponycHANH Aa H3N0a3BaTe AMNHIUIKR/Cyn6akram Anta®apma

T kato TOBa JieKapcTBo e By b€ IpunoeHo o cTpor MEAHUMHCKH KOHTPOS, € MAllKo
BeposTHO Bamara nosa na 6sae nponycrara. Mngopmupaiite Bawms nexap uni GapMauest, ako ce
CBMHABATE, Y€ CTE NPOIYCHANH J034.

AKO HMaTe HAKAKEM JOTEIHHTENHY BBIPOCH OTHOCHO yNoTpefaTa HA TOBA N1EKApCTBO, TIONUTANTE
Baurusa nexap, GapmaliesT HIH MeIHIMHCKA CecTpa.

4.  Bb3mokHH HexenaHH peakIHy

Kakto BcHYKH ACKAPCTBa, TOBA ICKAPCTBO MOXKE A4 NPEHH3BHKA HEKEIAHH PEAKLMH, BRIPEKH Yye HE
BCCKH ' TIOJTYYaBA.

Cepro3HN HeXKeJTAHH PeakuHH
Hesabasro ysenomere Bamms nexap, ako noiy4ure HAKOA OT CIEAHHTE CEPHOIHA HEKENARH
PeaKLHH, Thil KATO MOXE Ja Ce HAJIOXKH CIeHIHA MeJHLIAHCKA TIOMOILL.

IlocouenuTe no-goMy HEKETAHH PEAKLMH €A ¢ HEM3BECTHA YECTOTA (OT HAMMYHKTE JAHHH He MOXE 1a

05e HanpaBeHa oLEHKA):

* BHE3allHa N0sBa Ha AepPrudHM (aHaQUIAKTONIHH) peakusy W aHaduIaKTHYEH WOk (Konanc Ha
kpeBoobpalleHHeTo)

¢ TeXKKA AWApUA B Pe3yNTaT Ha BH3nalieHHe Ha AebenoTo uepro (GakrepHaien nceBroMeMOpaHo3eH
KOJIHT)

®  TEXKH KOXKHH 3a00NABaHHS ¢ MeXypH, OOe/BAHE Ha KOKATA M HEKPOTHYHR JTe3HH {TOKCHYHA
€MUIepMaNnHa HEKPOJIH3a, CHHAPoM Ha CTHBBHC-/DKOHCHH, epHTeMa MynTHhOpME)

¢ BB3TAICHAE Ha OROpennTe

Ho-aomy nesxenannre peakiiuy ca H3GPOEHHM IO YECTOTA:

Yeetn (Mozam oa 3aceznam do 1 na 10 nayuenma)

® HaManapaHe Ha Gpos Ha HCPBEHHTE KPbBHHM KNeTKH (anemut) ¥ Gpos Ha TPoMGOLHTHTE B KDbBTA
(tpombounTonennd), ysenmqaeare Ha 6posd Ha Genure KpbBHH KiAeTKH (e03uHO(GUIHs). Teau
peakiiuy 0OMKHOBEHO OT3BYYABAT CJIe]] 3aBBPLIBAHE HA JICUEHHETO.
BB3NAJIEHHE Ha BEHUTE
JAapHs
NIPEXOHO NOBULIABAHE HA YePHOAPOOHHTE TpaHcaMHnazHH eu3umu (SGOT, SGPT) u
GunupyGuHa B KpbBTA, NOPaN HapylleHa YepHOAPOOHA hYHKIHA

® (0Jlka Ha MACTOTO Ha HIDKEKTHPAHE

Hevectn (Mozam da 3aceznam do 1na 100 nayuenma)

® HamamiBaHe Ha Gpoa Ha GenuTe KPBLBHH KNeTkH (OOMKHOBEHO CE BB3CTAHOBABA CIE/T JICHEHHETO)
s Trnagobonue

* mpomeHeH Opoi Ha KpBBHHTE KIIeTKM (HamaneH Gpoii Ha Taka HapedeHHTe HEYTPOQIIHH
rPaHYNOUUTH)

ROBPBLAHE

oOpuB, crpbex

yMmopa

HEpazNonmKeHHE

Peakn (mozam oa 3aceznam do 1 na 1000 nayuenmu):
® rafeHe

® BE3OATCHUE HA S3HKA

¢ (onka B KOpema




C Hen3BecTHa MecTOTA (0m Hanwwnume danny ne Modice da Bvde HANPasena oyenra):

¢  AHEMHA, MOPASH YBEAHYCHO pa3pylUaBaHe Ha YepPBeHHTE KPBBHH KIIETKH (XEMOTHTHYHA aHEMH)
NpomsHa B KPpBHATA KAPTHHA (HAMANABaHe Ha OPOs Ha TPAHY/IOLMTHTE)

KbpBAILIO YEPBEHHKABO TICTHO ¢ pa3Mep Ha BPbX Ha KapdHLIa, nopaau HamaineH Gpoii TpoMGomTH
aHa(HIaKTHYHA peaKUs, aHapuIaKTHYeH LOK, aHaunakToOuiHa peaKLus, aHadUNakTouIcH
LIOK, CBPBXHYBCTBHTEIHOCT, CHHIAPOM Ha KyHuC

I'5p40B€, 3aMasHOCT, CBHAHBOCT

3aTPYAHEHO JHLIAHE

BL3MANCHHE HA THHKHTE i nebenure uepra (SHTEPOKONHT), KBPRABH H3MPDKHEHHUA

BB3MANECHHE Ha ycTaTa

00e3LBETABAHE Ha e3HKa

KOMHH PEakUyH, 00X Ballay rojiaMa [UIOLL OT ROBBPXHOCTTA Ha TANOTO (3a4epBeHH, NMOAYTH,
THOHHH MeXypit)

eKkCHONHMATHBHO BB3MNANEHHE HA KOXATa

HapyLIeHa 4epHOAPOGHA QYHKUMA, KBITEHHIA, XONECTARA, XENATHT ¢ XOMNecTa3a

PEaKLMA Ha MACTOTO NPH HHXKEKTHPAHE

MoffyBaHe Ha JIMUETO, YCTHHTE, €3HKA W/HITH TEPIIOTO CbE 3aTPYAHEHO TPErTBILAHE HITH JHIIAHE
(anruoenem), koxeH OGPHB (epHTeM), MeXypH, 3a4epBABAHE WITH CHHHHH N0 KOKATA

* 0 & & o 9

Hpw neuennero ¢ AMouuMnuw/ Cynbaktam Anradapma, MOTAT JIa ce MOABAT H APYTH HexKellaHH
JICKAPCTBCHH PCAKLMM, XAPAKTEPHH 33 JEUEHHETO ¢ AMITHITH/THH.

Crobmasane Ha HeKEJIAHH peaKUHu

AKO NONTY4HTE HAKAKBH HEeKENaHW JIEKAPCTBEHH PeaKuKy, yeenoMeTe Bamns, nekap, GapMaleBT WK
MEAHUMHCKa cecTpa. ToBa BKITIOYBA BCHUKH BEIMOKHH HEOMMCAHY B TA3H JIHCTOBKA HEXKEJAHH
peakiyy. MoxeTe CBUIO 12 ChOBWHTE HEXENaRH PEAKLHH AHPEKTHO Hpe3:

M3nbasuTenHa aredums no Nekapereata

yi. ,.Jamsan Ipyes” Ne 8

1303 Codusn

Boarapus

Ten.: +359 2 8903417

yebcait: www.bda.bg.

Karo crobiuaBate nexenaHn peakium, MoxeTe fa Aa0eTe CBOS IPHHOC 33 NOTy4aBaHe Ha MoBeye
HH(}OpMALIHS OTHOCHO §30NACHOCTTA HA TOBA NEKaPCTBO.

5. Kak pa cbxpausieate AMmanmann/Cyn6akram Anta®apma

Hla ce cuxpansBa Ha MACTO, HETOCTBIHO 3a pena.

To3u nekapcTBeH NPOAYKT He M3MCKBA CMEUHATIHN YCIIOBHA HA CBXpaHEHHe.
He wronssaiire Topa 16KapCTBO CleR CPOKA HA FOAHOCT, OTOEAZAH BbPXY €THKETA Ha UIaKOHa FUTH
KaproneHata onakoeka cies (Fogen o:). CpokbT Ha FOAHOCT OTroBaps Ha MOCAEAHHT AEH OT
IOCOYEHH Mecell,

He usxewpnsiire nekapcrsara p kananmsanusra. [onataiite Bammg dbapMaLieBT KaKk 1a H3XBBPIAATE
JICKApPCTBATA, KOHTO BEUE HE M3Mos3Bare. Te3u MEPKH Lie CIOMOTHAT 3a ONa3BaHe Ha OKO/IHATA cpeJa.
6. CrabpkaHde HA ONIAKOBKATA A AOMBAHNTENHA nHpopManns
Kaxso cuanpxa Ammanuann/Cyabaxktam Anta®apma

AKTHRHHTE BELIECTBA Ca AMITHLIMIMH U cynbaxram.




Amimunnun/Cynbakram Anradapma 1 g/0,5 g Tpax 32 HHKEKUHOHEH/HH(Y3HOHEH PasTBop
Beexn uakon cuaspixa 1 g aMmuumms (kato aMmuumnms natpri) H 0,5 g cynbaxram {kato
cynbakraM HaTpuii).

Amnunnun/Cynbaktam Anra®apma 2 g/1 g npax 3a MIDKEKIMOHEH/ HH(Y3HOHEH pasTBOp
Beeku dakon coanpika 2 g aMIHIEINE (KAaTO aMITHUMRH HaTpuii) i 1 g cynbakram (xato
cyn0akTaM HaTpuii).

Hpyrute chCTaBku: HAMa.
Kax maraexaa Amannnaun/CynGakram Anra®apma H KaKBO ChALPIKA ONAKOBKATA

Ammupnny/Cynbaktam Anradapma e 611 10 nouTh 6 KPHCTAJIEH TIpax 3a
HIDKEKLHOHEH/HH()Y3HOHEH pa3TBOp

Ammiuinnn/Cynbakram Anra®apma 1 g/0,5 g npax 3a HIDKEKLIMOHEH/UHQY3HOHER PasTBop e
OINAKOBaH B IIPO3padHy De3LBEeTHH CTEKIIEHH ¢maxony tam I ¢ BMecTHMOCT 20 ml, 3aTBOpeHn ¢
OpoMoGy THNOBM ryMeHH 3amyankKH H CHHBO AYMHHHEBO OTYYIBALIO CE Karave.

Amnuzmmn/Cynbaxtam Anta@apya 2 &1 g npax 3a HIDKEKLHOHEH/HHQYMOHEH Pa3TEOp €
ONaKOBaH B NPO3PayHH OS3UBETHH CTBEKAEHH nakonn tun I ¢ BMecTHMOCT 20 ml, 3aTBOPEHH C
OpomMoOYTHITORH r'ymMeHU 3anywanky 1 OpaHXepo allyMHHHEBO OTYYIIBAIO ce Kanaye.

Ipeanara ce B onaxosku no 10 gnaxona,
Ipurexaren na paspemennero 3a yiioTpeba

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

1000 Ljubljana

CnoBenns

Ilponssoauren

MITIM S.r.l.

Via Cacciamali, 34-38
25125 Brescia
Hranuz

To3u nexapcTBen npoaykT ¢ paspemen 3a ynotpeba B AnpxabHTe waenxn Ha EUII nop
C/IEAHATE HMEeHA:

Cnosennn  Ampicilin/sulbaktam AptaPharma 1 g/0,5 g pradek za raztopino za
injiciranje/infundiranje
Ampicilin/sulbaktam AptaPharma 2 g/1 g pradek za raztopino za injiciranje/infundiranje
Asctpus  Ampicillin/Sulbactam AptaPharma | /0,5 g Pulver zur Herstellung einer Injektions-
/Infusionslésung
Ampicillin/Sulbactam AptaPharma 2 g/t g Pulver zur Herstellung einer Injektions-
/Infusionslésung
Boutrapes Amnuumnun/Cynakram Anra®apma | g/0,5 g npax 3a HIXKEKUHOHEH/HHY3HO

pasTBOp | /70}?
Ammnnmn/Cynbaxram Arrra®apwma 2 g/1 g npax 3a HHXEKUHOHEH/HH () /‘;H:— \&_‘% N,
Pasteop D7 paf AN 2\

=

Kumsp Ampicillin/sulbactam AptaPharma 1 g/0,5 g powder for solution for injegtio :
Ampiciflin/suibactam AptaPharma 2 g/1 g powder for solution for inject{pnéi

Yexus Ampicillin/Sulbactam AptaPharma R



Xvpearus
YHrapus
Manta

IMonma
PymbHna

Cnopakua

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 injekeijw/infuziju
Ampicillin/Sulbactam AptaPharma 1 g/0,5 g por oldatos injekcidhoz vagy infilzidhoz
Ampicillin/Sulbactam AptaPharma 2 g/1 g por oldatos injekcidhoz vagy infizichoz
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

Ampicilind/sulbactam AptaPharma 1 g/0,5 g pulbere pentru solutie injectabild/perfuzabild
Ampicilind/sulbactam AptaPharma 2 g/ g pulbere pentru solutie injectabild/perfuzabild
Ampicilin/Sulbaktam AptaPharma 1 g/0,5 g prasok na injek&ny/infuzny roztok
Ampicilin/Sulbaktam AptaPharma 2 g/1 g pragok na injek&ny/inflzny roztok

Mara ua nocrenno npepasraexaane Ha nactoskara  14.07.2021.




Tocouenara no-nonmy uAGOPMALMS & HpeTHAIHAYEHA CAMO 32 MeLHLIMHCKH CTICHHATHCTH;

HHTPaBeR03HO HAH HHTPAMYCKYIHO MPHIOKEHHE:

3a MHTPABEHO3HO WM HHTPAMYCKYJTHO HHKEKTHPAHE Clie]] Pa3TBapsAHE HAH HHTPABEHO3HA HH{YIHA
Cred paspexzaaHe,

Camo 3a eHokparsa ynotpe6a.

Msnon3saiite camo 6HCTpy Wi onanecuupaiy, Se3 CHBPKAHHE HA YACTHLH pPasTBOPH 3a
pasTBapAHe/paspexiane.

Hucrpyxunn 3a pasTapsane/paspexiane Ha Amnuuunne/Cynbaxram Anra®apma;
Cnennure oBemMu pa3rBOpUTENH MOraT fa ce M3NONI3BAT 34 PEKOHCTHTYLHA:

Obma goza ExsusanenTha noza | O6em na| O6eM Ha | Octasamo | MakcumanHa KpaifHa
(g) cynbakram/amnuup- | ¢uiakoHa) paspefure| xonmuectso| KoHueHTpanms Ha
JHH (g} as (mi) * (ml) Cy0aKTaM/aMITHLIH-
JHH (mg/ml)
1,5 0,5/1,0 20 ml 3,2 4,0 125/250
3,0 1,0/2,0 20 ml 6.4 8,0 125/250

* HannyeH e 1ocTaThueH H3NHIIEK, KOHTO Aa [O3BO/IM HATMIHETO HA OCTABAILO KOIHUECTRO 1
MPHIMKEHHETO HA MOCOYEHHTE 06eMH

- CTEPHAHA BOJIA 32 HEDKEKLIHH

- HaTpuee xJiopun 9 mg/ml (0,9 %)

- HATPHEB JIAKTaT

- pasTeop Ha rmokosa 50 mg/ml (5 %)

- Pa3Teop Ha rirokoza 30 mg/ml (5 %) B NaCl 4,5 mg/ml (0,45 %)
- BOJCH pa3sTBOP Ha uHBepTHA 3axap 100 mg/ml (10 %)

- Punrep naktaten pasteop

3a 1a ce OCHrypH MBHO PasTBapsiHe, TPIOBA 1A C& OCTABM, JOKATO M3YE3HE MAHATA, 34 1A MOIXKE 14 Ce
NpoBepH Bu3yanHo. [lo3aTa MOXe Ha ce NpHITOKKH KaTO GONYCHA HHKEKLMA 32 MHHHMYM 3 MHHYTH
WM MOKC fia € H3NON138a B no-rofiemn paspexaanna (50 — 100 ml), xaro uuTpaBenoina undysHs B
NpoABIKEHHE Ha 15-30 MUHYTH.

3a HHTPaMyCKyJTHO NPUIGKEHHE CE MPENIOPLYBA ABIGOKO HWHTDPAMYCKYJIHO MHMKEKTHpaHe. 3a
ofnex4aBane Ha GoKaTa, MOXKE J1a ce M3MON3BA 0,5 % cTepuien HIKEKUMOHEH Pa3TBOP Ha
JIHIOKANHOB XHAPOXJIOPHIL 3a pa3TBapsHe Ha npaxa (3,2 ml 0,5 % cTepHieH pa3TBOp 3a HHXEKLHH Ha
AUNIOKAUHOB XHAPOXNIOPHA 38 aMIMUMTHH/CyibakTam 1 g/0,5 g u 6,4 ml 3a amouwpnun/cynGakram

2¢/1 g).

AMMHUTHE/CynGakTam Arrradapma HEKEKLYA ¥ aMHHOTIMKO3HIHY TPAGBa Ja ce pasTBapsaT
NIpUNAraT OTAENHO, NOPAAM in vilro UHAKTHBWPAHE HA AMMHOIHKOZUAMTE OT HAKOH OT
AMHHONEHKLIMITHHMTE,

AMMHUKIHH HATPHH € NO-MaNKo CTaGHCH B PasTBOPH, CbIbpHALLHM [JIOKO3A H APYTH BBIIIEXHAPATH
M He TpAOBa 1a ce CMeCBa C KPBBHE NPOH3BOIHH HWIH NPOTEHHOBH XHAPONM3ATH.

Cpok Ha roaHocT caeg pasTBapsane/pazpexcaaHe;

KOHUEHTPHPaHHAT pa3TBOp 3a HHTPaMyCKYJIHO IpHIOKEHHE (pasteoped ¢ 0,5 % nuno
CbXpaHABaH npH 25 °C) Tps6Ba Aa ce H3NO/I3Ba B pamkmTe Ha | uac cnep pasTRapsHe

XuMHuecKaTa ¥ (pu3HuecKaTa CTABHIHOCT Npy ynotpeba Ha pasIM4HH Pa3TBOPH 3
HHQY3HA Ca KAKTO crejra;
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Pasreop 2a pazpe:xnane KoHUeHTpanns Bpeme 3a H3noJ3BaHe (B yAcoBe)
sulbactam +ampicillin 25°C 4°C

CTEPHITHA BOJA 38 MEDKEKLIMH 10 30 mg/ml 72
o0 45 mg/mli 3 48

2

HaTpHer XnopHa 9 mg/ml (0,9 %) iz 22 r;gz:: g 18

HATPHEB JIAKTAT 1o 45 mg/ml 8 8

PasTBOp Ha rmoko3za 50 mg/ml no 3 mg/ml 4

(5 %) 2o 30 mg/ml 2 4

pasTeOp Ha ritioko3a 50 mg/ml ro 3 mg/ml 4

(5 %) B NaCl 4,5 mg/ml (0,45 %) |10 15 mg/ml 4

Bopen pasTOp Ha uHBEpTHA Ao 3 mg/ml 4

3axap 100 mg/ml (10 %) 10 30 mg/ml 3

PuHrep nakrateH pasTeop 10 45 mg/ml 2 24

Ot Muxpobronoruuna rneana TouKa, 0CBEH aK0 HAYHHBT Ha OTRAPAHE/ PasTBApAHe! paspeikaaHe He
H3KITIOYRA PHCKA OT MMKPOOHO 3aMbpCsBaHe, MPOAYKTHT TPAGBA 4 ce H3IMO3Ra HezaGaBHO.
AKO He Ce M3I0NI3Ba BE/IHATA, CPOKA H YCIOBHATA 32 CHXPAHEHHE €2 OTTOBOPHOCT HA noTpebuTens.
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