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JIucroBka: uHpopmaLms 32 noTpeduTeNs

Cynued 1 g/1 g npax 3a mamexkunoHen/ MH(Y3MOHEH pa3TBOp
Sulcef 1 g/1 g powder for solution for injection/ infusion

uedonepason/cynbakram
(cefoperazone/sulbactam)

Ilpouerete BHMMATENHO LSIATA JMCTOBKA NpeaM 1a 3ano4HeTe 1a MPHEMATE TOBA
JIEKapCTBO, Thil KATO TH ChbAbPXa BaxHa 3a Bac undopmaums.

- 3ana3ere Ta3u THCTOBKA. Moxke Aa ce HANOXH Ja 5 POYETETE OTHOBO.

- AKO HMAaTC HAKAKBH JOMbJTHUTEIIHH BBIPOCH, OMUTaiTe Bamus nexap umm dapmanesr.

- Toea nekaperso e mpeamucano mmuno Ha Bac. He ro mpeorcrsnsaiime na apyru xopa. To
MOX€E Ja UM HaBPCAH, HE3ABUCHMO Y€ NMPH3HALMTE HA TAXHOTO 3a004BAHC €A CBIIMTE KATO
Bammre.

- AKO NonyYMTe HAKAKBH HEHKCIAHH JCKAPCTBEHH PEAKLMM, yBeaoMeTe Bamms nexap wm
(apmanesr. ToBa BKMOYBA M BCHYUKH BB3MOKHHM HEXCITaHH PEAKLMH, HEONHMCAHH B Tasu
nucToBKa. Biokre Touka 4.

Kaxso cbabpxa Ta3u aucroska

Kaxso npeacraenssa Cynued u 3a Kakso ce u3nonssa
Kakso Tpsa68a na 3naete npean aa npuemere Cymued

Kak na npuemare Cynued

BB3MoxHH HexkenaHH peakumu

Kak na cexpanssare Cynued

Crabprkanue Ha OTIaKOBKATA H AOITbJIHHTE/THA HH(OpMALHs

S b s 9 e

1. Kakso npeacrapnssa Cyaued u 3a kakBo ce usnonsea

Cymued) e komOuHaLms oT ABa aHTHOHOTHKA:

- uedponepason (uedanocnopuHOB aHTHOHOTHK) 1

- cynbakTam, KOHTO noanomara ued)onepasoH B ACHCTBHETO My TIPH HH(EKLMH, IPHIHHEHH OT
4YBCTBHTETHH MHUKPOOPTaHH3MH.

Tosu nekapeTBeH MPOAYKT ce M3MO/I3Ba 32 ICYCHHE HA PA3THYHH BUAOBE MH(EKITMH, TPHIHHEHH

OT YyBCTBHTEIHH MHKPOOPTaHH3MH.

Cymue) e anTH6HOTHE, KOHTO NPHHALICKH KbM IPynaTa Ha uedanocnopusnre, Bamms nekap
mozke Aa Bu npeamme Cynued) 3a nevenne Ha uH(eKkLmym kaTo:

-  HH(EKLMH HA TUXATETHHTE ITTHILA,

- HH(EKIMH Ha MHKOYHHTE THTHINA,

- KOPEMHH HH(EKLMH,

- cenTHueMHs (MH(EKTHPaHe Ha KPBBTA),

- MCHMHTHUT (BB3MAJICHHE HA MO3BYHHTC OOBHBKH),

- MH(QEKIHMH Ha KOXKaTa H HA MEKUTE ThKaHH,

- MH(EKLMH Ha KOCTHTE M CTABHTE, Bb3MAIMTE THH 3a60/IIBaHHs Ha Ta3a,

- CHAOMCTPMT (BB3NaTCHHE HA JIMABHLATA HA MATKaTa), TOHOpEA M APYTH HHQEKUHMH Ha
N0JI0BaTa CHCTEMA.

Cbc caMOCTOATEIHOTO MpHIaraHe Ha TO3M aHTHOMOTHK MOTaT ga Gbiar e
IIOBCYETO HH(PEKLIHH.



Cynued moxe aa Opae npunarad ¥ 2agAHO ¢ APYTH AHTHOHOTHIIH.

Bammusar nexap moxe ga Bu mpeamume Cynued 32 aeycHue Ha apyra MHQEKUWE, KOATO HE C
HIOCOYEHA [I0-TOPE.

Axo HMaTe HIKaKBH CLMHEHHS, KOHCYITHpaHTe c¢ ¢ Bams nexap.
2, Kaxno Tpabpa na 3naete npean aa npuemete Cyamed

He npuemaiite Cymied
- aKO CTE ANISPTHIHH KbM CyN0aKTaM HIH uedonepasoH
- I.[C(I]EIJ'IOCHO]JHHOBH amnﬁnormm HITH [ICHHULIFLUTHHEH.

lpeaynpexneHHs: 1 NpeMA3ZHA MEPKH

["oBopere ¢ Baumms nexap nmi dapmanerr npeau ga npueMere Cymued:

- AK0 HMATE HMOH CT€ HMATH AIEPTHYHA pEAKIMA KbM aHTHOMOTHUH (HNEHHILTHHH,
UeaNOCTIOPHHH) HJTH KBM APYTH JICKAPCTEA

- [IpPM NOABA HA AJCPIHYHA HIM TEHKKA KOMHA peakups Bamuar nexap e cnpe MpHIoKEHHETO
Ha Cynued H me npeanpHeMe CbOTBETHO ICUCHHE

- aKo HMaTe HapyIleHa YepHoapoSHa i/ i 6b0pevHa dyHKIMA

- axo mo BpeMc Ha JeueHHero cbc Cymued pazeueTe CTOMAIIHO-IPEBHO pa3CTPOHCTBO
{(auapun)

- @KO CT€ MOMAIOKEHH HA CTpora AMeTa MIM ¢Teé OHIM Ha pPeKHMM HAa TPOAEDKHTENIHO
HHTPaBEHO3HO XPAHCHE

- aKO IPHEMATE AJIKOXOJI IO BPEME Ha M 10 NICTHA ACH ¢ie1 nocneaHHa npueM Ha Cymed

- aKO NpUEMAaTe APYTH ACKAPCTEA (AMHMHOTIHKO3HAM) [0 BpeMe Ha aeueHHeTo ¢ue Cynued.

Heua

Cymued ce mprmara yCHeInHO NPH KBPMAIETA.

Hee TPOYHCHA HO,E[]JOGHO YHOTIJGGB,T& IpH HEAOHOCCHH ACHa H.TH HOBOPOACHH.
O6spreTe c¢ xbM Baurms nexap 3a noseue HHQOpMaLHA,

Adpyra aekapcrsa u Cynued
Wngopmupaitre Bamms nexap wmu (apMauesT, ako NPHEMAaTe, HACKOPO CTC NMPHCMATH HIM €

BBIMOXKHO Aa IPHEMETE APYTH JICKAPCTBA,

Cymued ¢ xpaHa, HAMMTKH M AJTKOXOJT
[IpseMBT Ha anKOXON MOA KakBaTo H Ja € ¢opMa 1o BpeMe Ha JeucHHeTo ¢h¢ Cymued H B
PAMKHTE HA [ICT JHH CIIC] HCTOBOTO OpEycTaHoBsBane TpAdBa aa ce u30srea.

BpeMeHHOCT, KbpMeHe H epPTHIIUTET

Axo cre OpeMeHHA HIM KBPMHUTE, CMATaTe, 9€ MOXE jJa cTe GpeMeHHa MMM IUIaHHpaTe
OpeMcHHOCT, HOCHBETBAMTE ¢¢ ¢ Bamma nexap mma dapManesr npean ynorpebara Ha ToBa
JEKapCTBO.

Toea nekapcTso moxe na ce mpuiara npH OpeMEHHOCT M KBPMEHE, CaMO ako € abCONMOTHO
HeoOX0MMO H 10 MPELIEHKa Ha JeKapa.

Hlodupane v pabota ¢ MaLIMHE
He cc ouaksa Cyaued na nonuse cnocobroctra Bu 3a modmpane s 3a pabora ¢

Cymneed coabpra HaTpHit




B eaun prnaxon ce cvabpxkar 126 mg HaTpuii Ha no3a.
3. Kax na npuemarte Cynued

BuHary npHemaiTe TOBa NTEKapcTBO TOYHO kakTo Bu e kazan Bamust nexap. Axo He cTe
CHI'YPHH B HELWO, nonuraitre Bawus nexap unun dpapmauest.

Cynued e camo 3a HHTPaMyCKY/IHO HIIH HHTPABEHO3HO MPHIOXKCHHE.
MpenopreayTenHaTa 1038 NpH Bb3pacTHU € 2-4 rpama (1-2 dmakoHa), pa3feneHH Ha paBHHM JO3H

Ha BeekH 12 yaca.

¥norpeba npu geua
Mpenoprunrenuara qo3a e 40-80 mg/kg gHeBHO, pazzencHy HA paBHH 4038 Ha BeekH 6 1o 12

Haca.

B 3aBucumocT o1 Bawero ¢bCTofHME WM CHITBTCTBAIM 3a00NABaHHA (HAPYIUCHO OTACIAHE HA
HUTBYKA, TEKKO WM IPHAPYH#CHO ¢ 0:0pcuHo HapylucHue YyepHOaApoOHO 3abonaBane), Baumsr
TEKap MOXKE A PEIUK 3 NOBHMIIK KM Hamami obudakHaTa 103a.

AKo0 cTe npuesm noseye ot neolxonumarta no3a Cynued

Cymued me Bu 6bae npunarad oT MCAHLMHCKA CECTpa WIM JICKAap, MOPATH KOETO € MAaJIKo
BCPDOATHO d4 IIONYYHIC I[I0-rojiMa 4o3a oOT HCOGXOJJHM&TH. AKO cC CBMHABATC, 'C Bu ¢
NPHIOXKEHO TBBpAE ronamo komraectBo Cynued, roeopere BeaHara ¢ Bamus nexap wm
MEARIMHCKA cecTpa. Te me mpeanpHeMaT ChOTBETHHTE MEPKH.

Axko cTe nporycHasm ga npuemete Cysued

Jlexapcreoro we By Opae npunarano or Baumg nexap unm MEAHUMHCKA CECTPA [0/ PEXKHM.
AKO €¢ CbMHABATE, 4E CTC IMPOMYCHAH J034, TOBOPETC ¢ Bamus nexap wiM MERMLMHCKA cecTpa.
Te we npenensT aamu fa Bu npriokar nponycHaTaTa J03a.

AK0 UMaTe HAKAKBH JOMBJIHHTETHH BBITPOCH, CBLP3AHM ¢ ynoTpebaTa HA TOBA JIeKaAPCTRO,
normTaiiTe Bawms rexap wim mesMUMHCKA cecTpa.

4. Bh3MOKHM HeKeNlaHU peakiLH

Kakro BcHaku ckapceTsa, TOBA ICKAPCTBO MOMKE A3 NMPEAMIBHKA HEXKCTAHH PCAKIUH, BBIIPEKH 4C
HE BCEKH TH MOTYYaBa.

Cymed obuksOBEHO ce moHacs xobpe. [1oBeveTO OT HEXKEMAHHTE JIEKAPCTBEHH PEAKIHH Ca JICKH
A0 CPeIHO TEKKH H NPEMHHABAT B X0/I HA JICUEHUETO.

MHOro 4ecTH HEXETAHH PEAKLMH (MOraT 1a 3acerHaT noeeuc ot 1 Ha 10 gyuin)
- Hamanesme na Opos Ha OciMTe KPBLBHH KCIETKM B OpPraHH3Ma, KOETO MOXKE Ja JOBEIC A0
MOBHILEH PHCK OT HHGEKIMM (JIEBKONCHHS, HEYTPONCHMM), HAMAIABAHC Ha Opoa Ha
CHCHPBAUIHTE KIETKH B KPbBTa (TpOMOOLHTONCHAA), OTKIOHCHHC B HAKOH HIC/ICIBAHHY HA
KP'BBTa ([IO3HTHBEH AHUpCKTeH TecT Ha KymOc), moHmKeH XeMOrno6HH, MOHIGKSH XCMa
- TlopumeHWe Ha  HAKOH  4epHOAPOOHHM  (YHKUHOHATHH  TOKasare
amuHOTpaHcepasa, acnapTaT aMMHOTpaHcdepasa, ankanta ocdgaraza B xpb

YecTu Hexenann peakimu (Morar aa 3acerHat 40 1 va 10 gyum)
- IllosHuenne (M3BBH HOPMATA) HA COPCACICH B OETH KPBBHH KISTKH (€03




- JHuapu4, raacHe, NOBPBILAHE
- TloBuimaBane Ha HAKOH YePHOAPOOHM by HKLIMOHATHH NOKa3aTeNH (OUHpYOHH B KPBBTA).

HevecTn HEOXETaHHU peakiMu (MOrat ga 3acersat 30 1 na 100 gyn)

- Hamanena cnocobHOCT Ha KpbBTa BH 42 ¢ ChCHPBA (KOAryIonaTus)

- T'naeobonne

- Cspbex, KonpusHa Tpecka (yprukapus)

- DBwananchue Ha Bexa ((pre6Gur) HA MACTOTO HA BrMBAHE, BONKA HA MACTOTO HA HEDKEKTHPAHE,
BHCOKA TEMIICPATYPa, BTPUCAHE.

C seu3BecTHA 4ecTOTa (MECTOTATa HE MOXKE Aa ObAC YCTAHOBEHA OT HAMHIHWUTE JaHHH)

- Hapymenne Ha ¢nocofHOCTTA 32 CbCHPBAHE HA KPBETA (XHNOMPOTPOMOHHCMILT)

- Mnuoro Texxa anepriuHa peakimsd (aHa(MIAKTHMEH INOK), KOATC HACTBIBA OCTPO H
MpEAH3BHKBA 3aTPYAHEHO AWLIAHE, PA3KO MOHIDKABAHE Ha KPBBHOTO HajgraHe H 3ary0a Ha
CB3HAHME, TEXNKA ANepridHa (aHa)IAKTOHAHA) PEaKUMs, KOATO MPEAHIBHKBA 3aTPYAHEHO
AMIIAHE WM 3aMaiiBaHe  (aHAHMNAKTHYHA  PCAKUMA),  BKIFOUMTCIHO  INOK,
CBPBXMYBCTBHTEIHOCT

- CbaoBo BB3MANIEHUE (BACKY.THT), IOHIDKCHO KPHBHO HANATAHE (XHIOTOHHA )

- Bmnz sp3nancHue Ha yepBata (TiceBROMeMOPaHO3EH KOJHT)

- Kemrenuua

- OrzengHe Ha NOBBPXHOCTHHA C/JIOH HA KOXKATA MO LEUIOTO TAMO (TOKCHMYHA EMHMACPMAJIHA
HCKPOJIH3a), CCPHO3Ha aNIEPTHYHA PEaKLiHa, 3acATaIna [A10TO TAJIO, MPOSBABAINg C& B OOPHBH
10 KOXAaTa W JIHTABHLMTE M MEXypH 1o koxara (cuHapoM Ha CTHBBHC-I[KOHCHH),
BBINANCHHC HA KOXATA CBC 3d9E€pPBIBAHE M MOIIEHE (eKC()OTHATHBEH ASPMATHT), KOMEH
OOpHB ¢ MAJIKH, IOBINTHATH YCPBCHUKABH IICTHA (MAKYNONAMYI03¢H 00pHB)

- Hanuuwmc Ha KpeB B ypHHATa (XeMaTypHs)

ChofLuaBane HA HEXENAHH PEAKLIHK

AKO nonyuMTE HSKAKBH HEKEIAHH JIEKApPCTBEHH peaxii, yBeiomere Bammms nexap um
¢apmanesT. TOBa BXNOYBA BCHUKH BR3MOXHH HEOIMHCAHH B Ta3H JTHCTOBKA HEXKEIAHH PEaKLIHH,
Mozxcre cbuio ga cbOOLIMTEe HEXETAHH PeakliH AHPCKTHO UPE3 HAlMOHANHATA CHCTEMA 3a
cbobInaBate:

HM3nbanuTeHa areHUMs No IEKapCTBaTa

ya. Jamsas ['pyes” Ne §

1303 Codusn

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

Karo cpobiasaTe HexeTaHH pCaKiiM, MOXETE Ja JaleTe CBOA NPHMHOC 3a MOMyYaBaHE Ha
noseue HH(OpMaLHA OTHOCHO GE30TMACHOCTTa HA TOBA JIEKAPCTRO.

5. Kax na cexpananate Cynued
Jla ce ¢hXpaHABa Ha MACTO, HEAOCTHIIHO 24 JElia.

He minonssaiire ToRa nexapcTso cea cpoka Ha TOAHOCT, OTOSIA3aH BBPXY KapTOHEHATA KYTHA H
CTHKCTHTEC, CpOK'bT Ha rOAHOCT OTrOBapA Ha MOCACIHMA JCH OT NMOCOYMCHHA MECEIL

Ha ce cxxpanssa npu Temneparypa noa 25° C, B OpMrHHaTHATA ONIAKOBKA.
["oToBHAT pa3TBOp (AKO 3a pasTBapAHE CC MMON3BAT BOJA 3a MHXKEKLHH, 0,9%
n 5% aexcTposa (rmoko3a)) ACMOHCTPMPA XUMUYHA ¥ (PH3HYHA CTAbHIHO
Ha 2 uaca npu cexpaHenue mpu 25°C.



He u3xebpnafiTe fekapcreata B KaHanM3auuaTa WIM B KOHTeHEpa 33 NOMAWHH OTUATBUN.
Monuraiite Bawksa hapMaueBT KaK Ja W3XBbPIATE NEKAPCTBATA, KOHTO BEYE HE M3MOM3BATE.
Te3u MepKH Lie CIOMOTHAT 32 OT1a3BaHE HA OKOQMHATA Cpela.

6. ChIbpKAHHE HA OMAKOBKATA H TOMBIHHTENHA HI(OpMaLHS

Kakso coabp:xa Cynued

- AKTMBHWTE BelllecTsa ca Uedonepason Hatpuit (cefoperazone sodium) v cynbakTam HaTpHi
(sulbactam sodium).

- Jpyrd cbCTABKH: HAMA.

Kak usrnexaa Cynmed W KAKBO ¢bIBLPKA 0MAKOBKATA

Cynue e Hanuuen B 0po3paudd (uakoHH OT cThkAo tvil | ¢ HoMHHane obem 20 ml,
3aneuaTaHn ¢bC cHBa GpoMobyTHIIOBA FYMeHa 3anylaika THI [ M ¢ anymuHuesa 0DKaTKa Wi
aJlyMHHHeBa 00KaTKa ChC CHHS OTUYNBALLA CC Karauxa.

Hanmunu ca kaproHeHH Kytuu ¢ 1, 10, 25, 50 win 100 (naxona.

He BcHUKH BHAORE OMAKOBKY MOraT jia Obaar nycHaTu B npogaxoa.

TIpuTesxaTen Ha pa3pellleHHETO 33 ynoTpeda H NPOH3BOINTEL
[IpurexaTen HA pa3pellenneTo 3a ynorpeda

Medochemie Ltd., 1-10 Konstantinoupoleos street, 3011 Limassol, Kumbp

ItpoussoanTen
Medochemie Ltd., Mich. Erakleous, Ag. Athanasios Industrial Area, Limassol, Kunbp

Jata Ha MocAERHO MpepasriexIaHe Ha nucToBraTa 12/2025

IlocouenaTa no-goay HII(I)O[)MEHHH € mpeaHasHaveHa camo 3a MeJHHHHCKHTC CNeHAJIHCTH

PazTeapade

Cynued e Hanuuen sbe Graxonu ot 2,0 g.

Oduia n1o3a (g) ExsrraneHTHa jo3a | Obem Ha | MakcumanHa kpaiua
cynbaktam + | pa3TBOpHTENS KOHUEHTpaLus
uedonepason (g) {(mg/ml)

2,0 1,0+ 1,0 6,7 125+ 125

Cynued ¢ 10Ka3aHO CHBMECTHM C BOJA 33 HHXKEKLMH, 5% rmokosa, 06HkHOBEH (rsnonoruieH
pazrsop, 3% rawokosa B 0,225% uarpues XA0OpHA W 5% rioko3a B 0GCHKHOBEH (hH3MONOTHYUEH
pa3sTROp NpH xoHueHTpauuu 10 mg uedonepason n 5 mg cynbdakTaMm Ha MHAHIMTBP 10O 250 mg
uedronepazol v 125 mg cynbakTam Ha MUJIHTHTBP.

PaaTeop Ha PHHrep nakrar
3a pasTeapsHe TpaOBa A3 Ce M3N03Ba CTEPHIIHA BOJA 32 WHIKEKUHH. HeoBxonumo € na ce

paszteapsaxe g 50 ml pa3Tsop Punrep naktar uau 4 ml HayanHo pasTBapAHe
Puunrep naxrar).




"

JIngoxaus
3a pasreapsine Tpa0Ba Oa c¢ H3MON3BA CTCPHIIHA BOAA 33 WHDKCKLWH. 32 KOHUEHTpAlMA Ha

negonepazon 250 mg/ml uan no-roamMa € HeOOXOAMMO Ja CC HANMPABH PA3PCHKIAHC HA ABC
CTBIKH, ¢ IIBPBOHAYAJIHO PAITBAPIHC CBHC CTCPUIHA BOAA 33 HHKCKIMH M [OCISABALIO
paspexaane ¢ 2% THIOKaHH, 3a Ja ¢¢ NOMYyYH pasTBop, ¢hABpKam g0 250 mg uedonepasoH u
125 mg cynbaktam Ha MEumTLp B mpubmaprenHo 0,5% pasteop Ha MAOKAWHOB

XHIPOXJIOPHA,




