NINCTOBKA 3A TTALUMEHTA

Standacillin® 500 mg xancynu ctp. 1075

YBaxaeMM nalWeHTH,
Mons npouereTe BHAMATENHO Tazu nucrosxa, TLH KaTto T8 CbAbpXKa BaXHa 3a
Bac wuHtbopmauusi. AKO MMaTe OOMEIHMTEIHK BbLMpocH, oObpHETE ce KbM

Bawmus nekyrau nexkap unm chapmauenT.

Haumenosaﬁue Ha JeKkapcTBEeHUA NPORYKT: A i

Standacillin® 500mg kancynu ono = ’*‘i .

{CTanpgaumnun/ DATA . if ..... el |
|

Koe e akTuBHOTO BewlecTBO?

Standacillin® 500 mg kancynu: 1 Kancyna ceabpka 500 mg ampicillin (kato -
TpuUxmapar).

Kakso apyro cuabpxa Standacillin®? ’

Maruesues creapar, TUTEHOB AMOKCHA W XKeaTuHa.

JlexapcTBeHa hopmMa M onakoBKa:
OpvruHanta onakoeka Standacillin® 500 mg, cbAbpKalla 12 kancynu.

Koii e oTroBopeH 3a npoaax6ara Ha Standacillin®?
Sandoz GmbH
10 Biochemiestrasse, 6250 Kundl, Austria

Koii e oTroBOpeH 3a npouseoacTeoTo Ha Standacillin®?

Sandoz GmbH
10 Biochemiestrasse, 6250 Kundl, Austria

Kakeo npepcraBnsBa Standacillin®?

AMnvuvnue e LUMpoKocnekTepeH GakrepuumaeH neHMUMnuH  OT FpynaTta Ha
amMuHoneHULMNuHNTE, Kakro 1 Apyrite neHnunnmEm 1 uedanocrnopyHn Tok NoTUCKa
CUHTE3aTa Ha KrneTb4YHara cTeHa. AMIUMUMIMH NpUTeXaba LWMPOK CrMeKTbp Ha
DEWCTBUE, KOMTO NOKPUBaE  rpam-fioNOXWUTERHWTE W rpam-oTpularenHuTe
MUKPOOPraHuaMu. KnuHUYHO 3HauMMm naTorexu, noenvABaily ce o aMAnUWMnuH ca
Escherichia coli, Proteus mirabilis, Salmoneliae, Shigellae, Haemophilus influenzae u
Bordetella pertussis. [pyrn natoreHn obxBallaHu OT CriekTbpa Ha amnvuuivH ca
BCUYUKIM OHE3W KOWTO Ca YYBCTBUTENHW Ha NeHnuMnnKE G BKN. CTPENTOKOKKW OT rpynunte
A, B, C, G, H L u M, Streptococcus pneumonias, cTpentokoks oT rpyna [
{eHTepoKOKK), NeRULUnuHasa-Henpoussexaalym ctacdunoxkoky U Neisseria, Brucelila,
Erysipelothrix rhusiopathiae, Corynebacteria, Bacillus anthracis, Actinomycetes,
Streptobacilli, Spirilium minus, Pasteurella multocida, Listeria » cnupoxetn (kaTo
Leptospira, Treponema, Borrelia v pgp.), a cblWo Taka M peguua aHaepobu
BKIIOUWTENHO NENTOKOKW, NENTOCTPENnTOKOKW, KrocTpuanmy, dysobakrepmm #w Op.
YcraHoBéHa e uanocTHa (MbpBMYHA) pesncTeHTHocT 3a Bacteroides fragilis,
Klebsella, Enterobacter, Proteus vulgaris, Proteus retigeri, Proteus morganii,
Pseudomanas aeruginosa u Serratia marcescens. AMNULIMIIKH He € aKTUBEH cpetly
BeTa-nakTamasa (NeHMUMNIMHasa) NpousBeXaaLln CTahbUOKOKK,

3a xaxkeo ce uanon3ea Standacillin®?

NepopanHo npunoxenust Standacillin® e akTuBeH npy crieaHUTe NEKW [0 YMEDEHO
TEXKA CBCTOAHUS, IDUUMHEHN OT YYBCTBUTENHU KbM amnmﬂm’ﬁ MIKDOODTaHN3MM:
Ungeryuu Ha BuxamenHume mbmuwa : k




JINCTOBKA 3A NMALMEHTA

Standacillin® 500 mg kancynu cip.20T5

- HheKuMM Ha ropHUTE AMXaTENHY MbTULLE K YLLK, HOG U MBRIO UHGEKLMK
Hanp. CUHY3UT, OCTPO BB3NaneHne Ha CPefHoTO YXO.
- MHcekumMn Ha ponmHUTE AuMXatenHy AbTULa Karo oCThbp U XPOHWYEH
BPOHXWT, THEBMOHUS, KOKMIOLW (MHKyBaLlMOHEH Nepuog 1 HauaneH cTagni)
Unchekuuu Ha Koxama u Mexume mbkaHu
YpozeHumansu udexyuu
- OcTbp U XpoHUYEH NUEncHedPUT, NUEerT, UMCTUT, YPETPUT, NPOCTATUT K
Ap.
- FoHopes
- WHeKUuMn Ha XXEHCKUTE NOMoBY opraHi W Mankua Tas Hanp. gebpuneH
abopr, apHeKCUT, CannuHMT, eHOOMETPWT, napameTpuT, nensuc
NEPUTOHUT, NyepnepaneH Cencuc 1 ap.
VHgbekluu Ha CMOMaWHO-4YPEesHUS mpaKkm
- BaktepuanHa agnapus, canmoHesnoaa, lwurerosa, Tud, napatng
- MHeKUMn Ha RITBYHUTE MBTULLA (XONMaHIMONWUT, XONeLUMcTIT)
Jlenmocnupo3sa
Ocmpa u nameHmHa sucmepuo3sa
MepopanHo npunoxenusT Standacilin® ce usnongsa cbilo 3a NpogbKEHWE Ha
HayanHo NapeHTepanHo neveHne cue Standacillin® npy naunexTv c;
- EHpokapanWT (Hanp. € EHTEPOKOKOB npousxod;, B KOMOWHaumsa ¢
aMUHOINNKO3NA,)
- bakrepuaneH MEHUHIUT
- CenTuuemMuns, NPUYKHEHA OT aMNULUIMH-YYBCTBUTENHN NaToOreHu
- Nuctepuoaa (B KOMGMHaLMS ¢ XNopam@EHMKO, ako e HeobxonnumMo)
- JombnHUTENHO NeYeHKe B Nepuoia Ha BL3CTaHOBABaHE

AHTWGaKTepuanta npodunakTnka

3a npothmnaktuka Ha €eHOOKapAWUT TpW  PUCKOBWU naumeH'm noanexawyn Ha
CTOMAaLLHO-UpeBHa WNK yponornyHa onepauns Standacillin® moxe na ce usnonaea
CaMOCTOATENHO UK B KOMBMHALMA C© aMUHOTIIMKO3MA.

Mpwu nauneHTy ¢ yepHoapobHa eHiledranonaTa amnuLMIiMH ce N3NON3Ba C YCnex 3a
HamangBaHe Ha aMOHMEBOTO ChbpXKaHMe B CTOMaLLHO-YPEBHUA TPaKT.

Kora He Tpa6ea na npuemare Standacillin®?
- YCTaHoBeHa CBPbXYYBCTBUTENHOCT KbM NEHULUUNUHA MMM KbM HAKOS OT
CbCTaBKMTE Ha npoaykra. [lpu nauveHTV, CBPBXYYBCTBUTENHU KbM
uechanocnopuHi Tpabea fda ce vma nNpejssna Bb3MOXHE MoABa Ha
KpbCTOCaHa aneprus.

- AMIMUMIVE He TpsGBa Aa ce npunara Npyv nauMeHTw ¢ WMHQEeKUmosHa
MOHOHYKNE03a, LUMTOMEranoBupycHM WHGEKUMM unv  numdariyHa
NEeBKEMUS!, NOpaaW 3a4ecTsBaHe Ha KoxHUTE oGpuBu.

- AMnvumnvH He TpRbBa fa ce npunara npy nagueHTu ¢ TEXKM CToMallHO-
ypeBHW 3abonsBaHns CBNBLTCTBaHWM OT MNPOABLIKUTENHa Juapua uUnm
noBpbilaHe, Tl Kato abcopbumsTa Ha nekapcTBOTO MOXe Ada DObae
fpoMeHeHa.

- TexKn MHMDEKLMM (MEHWHINT, apTpuUT, CENTUCEMUs], NEpPUKapanT) Hanarat
napeHTepanto nevexHue.

- [pn naumeHTn ¢ aneprudHa amMatesa unu OpoHxuanHa acTMa, Kakto U
Takmea ¢ MUKO3U, € Heobxoaymo ocobeHo BHUME




NNCTOBKA 3A TTALIMEHTA

Standacillin® 500 mg karncynu cp.3 015

Kora ca HeoOxon¥mu cneuuanH¥ RpeanasH¥ MEPKM nNp¥ npueMaHe Ha
Standacillin®?

MauvenTuTe TpsbBa AOa 6ObAaT WHGOPMUPaHW 38 BBLIMOXHO BbL3HMKBAHE Ha
anepruyHu peakuumy u fa 6baaTt MHCTPYKTUPaKu ga i cbobliasar.

BHesanHuTe anepruyHi peakUWn KaTo ypThkapust M aHathunakens U3UCKBaT cnnpaxHe
Ha ne4YeHMeTo W HasHayaBaHe Ha ofuuyalHuTe 32 Takusa cnyday areHTy BKL
aaperanvH, aHTUXCTaMMHY ¥ KOPTUKOCTEPOMAMN.

Tepanusara caMo C aHTUBMOTMLM He € nOAXOQsAla 3a neyYeHWe Ha XONaHrmT u
XONEUMUCTUT, C WIKNKYeHWe Ha no-nekure cnydan Bea Texka xonecrasa. [Tpwn
NaumMeHT Ha nNPoAbLIKUTENHO FfiedeHWe C BUCOKW pgoan, Tpsbea fga bbvae
npocnegsisada yepHoapobHata dyHkuust. Mpu censTeTBaWwo 6pbpeyHo sabonasaxe
WA NPpY NOsSBa Ha KOXHWM peakuny, Tpabea ga 6B0aT HasHadeHyu uscnenBaHus Ha
O6vbpeuHaTa yHKUMA. 3a ycTaHoBsBaHe Ha aHTUTARO-CBBbP3aHW peakunn Ha
XEMOMOeTHYHaTa cUCTeMa ¥ OCODEHO Ha BBAHUKBAHE H3 XEeMOIUTUYHA aHemus, ce
HasHa4asa W3CNeABaHe Ha KpbBHATa KapTuHa.

MpoAbMmKUTENHOTO NeYeHue MOXe fa [oBefe A0 pacTeX Ha pPe3snCTeHTHU
MUKpoOopranmsmMu u uOuukK. [lpu nauuweHTuTe, nony4asally IeKkapcTBOTO Ypes
WHDY3MsA, MACTOTO Ha npuiiarade TpabBa ga ce CMeHs Ha Bceku 48 udaca.
Cynepuxdekumnte ce TpeTmpar no obudaiHus HadnH. [poabrkuTenHa U TexKa
ovapus tpsbea pa nopckassa 3a aHTMBMOTMK-acoummpaH ncesgomembpaHoseH
KOTIMT (BOQHWCTA ANapuUs C KPEB M Criys; Thna, gudysHa 4o konmkoobpasHa KopemHa
forika; BucoKa TeMmneparypa v pAgko GonesHeHy Konmku). Thit KaTo TOBa ChCTORHUE
Moxe fa Obfe XKuBOTO3acTpalwasalo, npunaraHeTo Ha Standacillin® TpsiOBa fa ce
cnpe HesaaBHO ¥ A ce 3aMeCcTU CbC CreunuyHO nedveHwne (Hanp. nepopanHo
BaHKOMUUMH 250 mg 4YeTupM MbTU OHEBHO). AHTUNEpucTanTUYHKM NPOLYKTU Cca
NPOTUBONOKA3AHW.

Kor apyr¥ npohyKTH okasBaT BRAuAHKE BBLPpXY edekra Ha Standacillin® wunm
mMorart Aa 6bAaT NOBIUAHM OT NpogykTa?

TelA  kaTo NEeHVUMNMHMTE  Cca  aKTMBHW CaMo  cpelly  nponudepupalum
MUKPOOpraHuaMu, He TpsiBea fa ce KoMOuHWpaT ¢ DakTepuocTaTuHHK aHTuBnoTHLM.
Ho ake e B cbrmacke ¢ aHTWbuorpamara, morat Aa ce KomOuHupar ¢ apyru
BaxrepuumaHy aHTmbuoTuLm (LedanocnopuHi, aMUHOTTIMKO3WAN).

Mpw egHoBpeMeHHO npunoxeHue npebereUun Moxe Ja foBeje A0 NO-BUCOKM U
NPOObLITKUTENHU NNa3MeHM HUBa 4pes noTuckaHe Ha ObuDpeyHOTO enuMuHKMpaHe.
Kato peaynrtat npobeHelun moxe fia pegyilivpa pasipefeneHueTo 1 AndysusTa Ha
amMnMUUNMH B TENECHUTE ThKaHW.

MNaumeHTn, Npuemann anonypuHoONn no Bpeme Ha Tepanus ¢ amMnuuuimH, ca noj
NOBULIEH PUCK OT pasBuTue Ha oBpusi.

B pegku cnyvau amnvuunud, nopgobHo Ha ocTaHanuTe aHTubuoTuuM MOoXe Aa
Hamanu echexra Ha nepopanHuTe KOHTPaLEnTuBn.

AKO WHTpaMyCKYNHUTE WHXEKUMW ca OonesHehu, amnuuunuH Moxe ga 6bae
uHexTupaH B 0.5% pasTteop Ha npoxauk Xxnapoxnopug,.

AMOWLMIMH MOXE [ia NOTUCHE YPUHHAaTa eKCKpeLws Ha aTeHoon.

AMOMUMNWMH MOXE fa oxkaxe edekr BLpXY onpefersHeTo Ha aMMUHOKUCE/IMHK B
ypuHaTa Yypes xaprueHa xpomarorpadms.

KakeBy cneuwanHu rnpepnazHu mepku TpsGBa Oa ce B3eMar No BpeMe Ha
GpeMEHHOCT ¥ KbpMeHe? s
focera Hama faHHM 3a eMOPUOTOKCMYEH, TepaToreHeH Wi gmy:ramﬁ\\ecpen Ha

aMnnuvnuH Npy NpunaraHseTo My No Bpeme Ha Opem yOCﬂpﬂﬁaa'rg \ce nma
wly B ‘% z




NIMCTOBKA 3A MALIMEHTA

Standaciliin® 500 mg kancynu cp. 4 0T 5

npensua, ye aMnnumunuH Moxe Aa GbAe OTKPUT B MaAYUHOTO MASKO.

C KakBo pa ce ctobpassiBaTe npu wocdupare, Npu pabota ¢ MalIMHK UNK B
HEeCUIYPHO rorioXeHMe (Hanp. U3KkayBaHe no cTunéu)?

Hama pannu Standacillin® ga noenusea cnocoBHocTTa 3a wodupade unu paborara
C MaLUMHWU.

JloaupoBkKa, HaYHMH K npom:nx{mennocr Ha npunoXxeHue:
[oanposkarta Ha Standacillin® 3aBucu oT Texectra Ha nHchekumaTa U ce onpenens
came OT neKkyealwua nexap!

B kakBa fo3a M KONIKO YecTo MoXeTe Aa ce npunara Standacillin®?

OB6lun npenopbku 38 A03UpaHe

MoppacTeawy 1 Bb3pacTHu npuemar (1g-) 2g — 4g AHeBHo (1-2 kancynu 3-4 MbTH
OHeBHO); neliata TpsiGea fa npmemar (25- ) 50-100 mg/kg TenecHo Terno AHEBHO.
Mpy HeoBxooMmoOCT Hosata Moxe fAa Gbae nosuweHa ao 8g aHesHo (200mglkg
TENECHQ Terno).

C nopoGpsBaHe Ha MEHUHreanHata uHGEeKUMs, npemuHasaHeTo Ha Standacillin®
npe3 KpbBHO-MO3bYHATa Oapvepa ce satpyoHsaBa W posarta, npwnaraHa npw
nNaumeHTy ¢ MEHUMHIUT He Tpatea fa 6bae penyuupaHa.

[HesHata fosa Tpsbea ha 6bae pasgeneHa Ha 3-4 npuema., AKO He € Bb3MOoXeH
nepopaneH npUeM, Ka'ro anTepHaTMBa MOXe ga Ce W3norasa napeHTepannata
dopma Ha Standacillin® (ex. MNpoTusonokasaHus).

MpoObmKMTENHOCT Ha lleYyeHue

WHdekumn Ha yporeHuTaInHUs TpaKT ce TpeTipart noHe 4-10 aHu.

VIHbeKLWY, MpUHUHEHN OT B- XeMOMWUTHUYHY CTPENTOKOKK Ge nekysaT noHe 10 gHw.
Mpy apyrv madekuun, 48 yaca cnef KAMHUYHOTO NeveHue wnn BakrepuanHara

epaguKaLius.

Oo3vposka npy_NaLWeHTM ¢ HamaneHo enuMuHmMpaHe w _Npyv _HOBOPOLOEHW W
HeoHOceHW gela

Mpy nauveHTV ¢ Texka 6bbpeyHa HeAOoCTaTLYHOCT, KakTo W Mpyu HOBOPOAEHW Y
HEHOHOCEH!M AeLla, A03MpoBKaTa Wi [1030BUTe nHTepBanu TpsabBa fla ce apanthpar
KbM HamaneHus 6bbpeuer kKNupbHE. Maumentn ¢ Texkn 6L0peyrn HapylieHus He
TpsibBa ga nonydaear noeeve ot 1g ammiLMivH Ha Bcexm 8 vyaca. lMNpu kpeaTHUHOB
KrupbHE nog 10 mi/min f4o30BUA UHTepBan Tpsbsa Aa ce yasmkm Ao 12-15 vaca.

KpeaTuHmHoB OctaTb4eH azoT MnasmeH [loza Ha
KIMUPBHC KpeaTuHWH amnuuunnH

Hag 30 mifmin 50 mg % 2 mg % ¢cTanpapTHa Ao3a
30-20 mi/min 50-80 mg % 2-4 mg % 2/3 OT cTaHg, Aosa
20 mi/min Hap 80 mg % Hap 80 mg % Y2 OT cTaxg. nosa

Korz # xak MmoxeTe ga npuemare Standacillin®?
MpenopvynutenHo e Standaciliin® ga ce npuema 1-2 yaca npeau xpaHeHe 3alloTo

XpaHaTta MOoXe [a NoEuse pe30p6UMFlTa.
“y QY\\‘\"_“\a}‘.; 4 ffa \
PN




NTMCTOBKA 3A MALUMEHTA

Standacillin® 500 mg kancynu cp. 5075

Kakeo Tpsibea ga npeanpuemere, ako Standacillin® e 6un npunoxen B Mioro
FOrieMHK KonkyecTea (NpegHaMepeHo I HeyMMILIeHO Npeno3upaHe)?
CuvnTomute Ha npefosvpaHe B ronsma cTeneH NPUNOKpusaT npodwuna Ha
HexenaHuTe peakumm.

Hsma creuncduyen antupot. B cnyyalt Ha nipeposupade, npuema Tpsbea ga ce
MPEKpaTh ¥ Aa Ce HasHauM CUMNATOMaTUYHO W NOAABMKALLO neveHue. Tpn naumeHTw
€ 6:06peyHo HapyileHwe, aHTUBMOTULIMTE OT aMnULIMNHOBKSA Knac Morat fa 6baar
OTCTpaHEH! Ypes XeMoguanuaa, Ho He ¥ Ypes nepuToHearnHa ananusa.

Kaxer HexenaHu peakumm MOXe JAa Npeou3BMKA NPUIAOXEHMETO Ha
Standacillin®?

Kato usno amnuuunud e A06pe noHocum. CTOMaLUHO-YpeBHUTE ONnaksBaHuA
(rapeHe, guapwst) OBMKHOREHO OTLLYMSABAT N0 BpEMe Ha NEYEHNEeTO 1 KaTo npaBuno
HE M3NCKBAT CMvpaHe Ha NneKkapcTBoTo. YpesHata (nopa ce BbacTaHoBsBa 3a 3-5
4HK cnej Kpas Ha reveHueTo. MosieaTa Ha guapvst No BpeMe Ha NEYEHUETO MOXe
da bbae cewp3aHa ¢ nceBaoMemGpaHoseH KommT.

TunnuxuTe amnuumnuHoBu obpuen ce nosesisaT 8-10 AHW crej MbPBUA MPYEM.
OtxnioyBarHeTo Ha peakuwAaTa Npu NOBTOPHO npunaraHe € ao 2-3 aHu. Karto usano
00puBuTE M34E3BAT 3a HAKOMKO OHW B NPOABIMKEHWE Ha TepanusTa.

Mpu nauverTn c© BUpYcHW WHbekUMK, GbOPEeYHM HapylUeHus WM NauueHTw,
npuemalliv 4o3u no-ronemy ot 6 g AHesHO, 0BpuBUTe ce NPOAEBABAT NO-4YECTO.
AHOMarnu1 B KpbBHaTa KapTWHa KaTo TPOMBOLMTOMNEHWUS, XEMONMTUYHE aHemus),
arpaHynouuTosa, neekoneHnsa 1 eosmHodunua ce HabmonaeaTt psako. BeposiTHO €
aneprdeH Npousxog, Te ca 0bpaTuMK Npy NpeKkpaTsaBaHe Ha NeYeHneTo.

Penkn cnysan Ha excthonmatueeH [epMaTuT U epuTema MynTudopme ca
ckobluasari. Kakto npit ocraHanuTe NeHUUUNMHK, NPUEMBT Ha amMiivUMnue MoXe
Fa Obaie cBbpsaH C nosBa Ha BhananeHue Ha ycTaTa ¥ esuka, BUCoKa TeMneparypa,
CTaBHa ©onka, aHruoHeBPOTUMYMEH OTOK WNM  WMHTEpCcTUMUManeH Hedpwur.
AHathMnakTUyHU peakuuu Morat fa Bb3HWKHAT MHOro psgko. Te ce NoBnusBaT
[oBpe OT aHTUXMCTAaMUHW N KOPTUKOCTEPOUGM.

Flpy naumeHTM © Tud, nenTocnuposa um cudmnme, Gakrepuonusata Moxe fa
oTkrroum Jarisch-Herxheimer peakuua.

Kakeu Mepki Tpsibsa Aa 6bAaT B3eTU BLB BPpb3Ka ¢ HEXENaHNTe FieKapCTEEeHM
peakuuun?

Aro zabenexwviTe HAKOW OT CNOMEHAaTUTE HEXeraHu peakumy, Monsd, MHdopMmmpaiite
Bawwms nexap. Tol/Ta we pelun, B 3aBMCUMOCT OT TEXECTTa MM, KaKBU Mepku fa
npeanpreme.

Mons, uHdbopmupaiite Baluva nexap, ako 3abeneXxute HexXenaHu peakuuy, KouTo He
Ca OnucaHy B IMCTOBKATA.

WhcTpykuun 3a cbXxpaHeHue:

Ha ce cbxpaHsBa Ha HEQOCTLNHK 3a Aeua mecTal

FlpopykteT TpAabBa Aa ce CbXpaHsiBa B OpUrMHarniHaTta OnaKkoBKa, Ha TbMHO, Mpw
TemneparTypa noj 25 °C.

CpoKbT Ha rogHOCT Ha NekapcTBEHWS MPOAYKT € HanevaTaH BbpXy oNnakoBKaTa.

[a He ce ynotpebsaBa crien M3TU4aHe Ha CPOKa Ha rogHocT!

Rata Ha nocnepgHa pegakuus Ha NYUCTOBKaTa;
Oxkromepyu 2002




