KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA
VS RHATEIINA A Livaeon 1w nenat' GTBATR
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1. AME HA JIEKAPCTBEHHA ITIPOAYKT

Standacillin® 250 mg/5 m! granules for oral suspension
Crangauwne® 250 mg/5 ml rpanyu 3a nepopanHa CyCIIeH3us

Standacillin® 500 mg capsules
Cranmamad® 500 mg kancynu

2. KAYECTBEH H KOJIMYECTBEH CHCTAB
Standacillin® 250 mg/5 ml granules for oral suspension:

5 ml (1 MepHTEIHA TEKIYKA) CBABPKA:

Ampicillin (kaTto Tpuxmapar) 250 mg

Standacillin® 500 mg capsules:

] kancyna cpaABpPIKA:

Ampicillin (xato Tpuxuapar) 500 mg

3a MBEAHHA CIIMCHK HA NMOMOLHMTE BELECTBA BIDKTE TOUKA 6.1.

3. JEKAPCTBEHA ®OPMA

Standacillin® 250 mg/5 ml rpaHyIR 3a TIepOpaIHa CYCIIEH3HA.
Standacillin® 500 mg xancynu.

4. KJIMHAYHT XAHHA

4.1 TepaneBTHYHH NOKA3ZAHHA
qye @ o
ITepopanuuar Standacillin™ ¢ aKTHBEH NIPH CISIHATE JIEKH 10 YMEPEHO TEXKH HHJeE IpHIAHCHU

oT ampicillin- YYBCTBHTETHH MHKDOOPTaHH3MH:
Hupexyuu na pecnupamoprus mpaxm

° HMudexiiHy Ha ropHUA peCIMpATOpPeH TPAaKT U YIIIH, HOC, ¥ ThPAO, Hallp. CUHY3HTH, OTHTHC
MeaHa
o Mudexkunn Ha AOTHHA pPeclIUpaTOPeH TPAKT KATO OCThP M XPOHWYEH OPOHXHT, ITHCBMOHH,
KOKTION (B HHKYOAILIHOHHHA NEPHOI i pAHHHA CTaAHM)
Hughexyuu Ha koxcama u Mexume mvKanu
Hughexyuu na ypozenumannua mpaxm
. OCTBp U XpOHHUYEH MHETOHEQPUT, THETUT, IHCTHT, YPETPHT, IIPOCTATHT H T.H.
. ['onoOpes
. Mndexnuy Ha )KeHCKHTE IIOJIOBH OpraHH M MAJIKHA Ta3, Hanp. geOprneH abopT, afHEKCHT,
CAITAHTUT, CHAOMETPHUT, NAPAMETPHT, NEJIBUNEPUTOHUT, IyEpIlepaHa TpecKa H T.H.
Hugbexyuu na cacmpounmecmunanHun mpaxm

e DBakrepuanxa quapmsi, CaIMOHE03a, INHreno3a, THGHa TPECKa, napaTug
° Mudexuym Ha XTBYHHA TPAKT (XOMAHTHOJIMT, XOJIELMCTHT)
Henmocnupoza
Ocmpa u 2amMeHmHa AUCmepue3a T

ITepopanuuar Standacillin® ce n3nonssa cpmo 3a npoaBLKeHHE
TEPanUs CbC Standacillin® [pY DalHEHTH C: A A
e Enpokapnur (Hamp. ¢ eHTEPOKOKOB IPOH3XOI; B Kﬂmaﬂlﬁm{i t‘*ﬂ@ﬁiﬂoﬂm@#ﬂ)
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baxkTepuaneH MEHMHIUT

CenrTHLIeMHS, IPHYHHEHA 0T ampicillin-yyBcTBHTETHHA NaTOreHA
JIncteprioza (B koMOHMHAUHA ¢ XJI0paM$EeHHKOI1, aKO € HEOOXOIHMO)
JIO'BIIHUTETHO JIeUeHHEe B IIEPHOAA Ha Bh3CTAHOBABAHE

AHTHOaKTEDHAIIHA HJIAKTHKA

[Ipy nauneHTH ¢ NpeACTOAINA raCTPOMHTECTHHANIHA WIH YPOT€HHTANIHA XHPYPIrHYHA OTiepallns,
Standacillin® Moxe 1a 6be M3MON3BAH CAMOCTOSTEIHO HIM B KOMOHHAIIHA ¢ AMHHOTIMKO3HI 34
MpearnasBaHe OT eHAOKAPINT.

[Ipu nanuenTy ¢ yepHoApoOHa eHuedatonarya ampicillin € H3NOM3BaH YCNELIHO 32 IOHMKAaBaHe
KOHIIEHTPALUATA Ha AMOHIK B raCTPOMHTSCTHHAIIHHSA TPaKT.

4.2 Ho3HpoBKa B HAYHH HA NPAJIOKEHHe

O010K NpENOPBKY 3a A03HpaHe
Ilonpacreamu 1 Be3pacTHH npuemar (1g-) 2g — 4g nHEBHO, AeuaTa Tpsadpa ga npuemar (25- ) 50-100

mg/kg TEIECHO Terjio JHEBHO.

IIpu HeoOXx0AMMOCT no3aTa MOXeE Aa Ob1e nmoBHineHa no 8g mHeBHO (200mg/kg TenecHo Terno).

C nopobpsaBane Ha MEHHHTEaIHaTa HH(pEKIIUA, IpeMHHABAHETO Ha Standacillin® npe3 kpBBHO-
MO3bYHAaTa Oapuepa ce 3aTpyAHARA H J03aTa, NpHIarada NnpH [1allHeHTH ¢ MEHHHIHT He TpAOBa 1a
OBle peayuHpaHa.

J{HeBHaTa no3a TpadBa Aa 6pa¢e pazaeneHa Ha 34 npHeMa. AKO HE € Bb3MOXKEH MEPOPAJICH NIPHEM,
KaTo aNTepHATHBA MOXE Ja Ce M3NON3Ba NMapeHTepaiHaTa gopma Ha Standacillin® (Bx.
IIpoTHBOMOKA3ZaAHMA).

[IpOABIKUTENHOCT HA JICYCHHE

HMujpexin Ha YpOTEHHTAIIHHA TPaKT ce TpeThpaT noHe 4-10 gHuM.

HMudexiyu, NpHIHHEHH OT S- XeMOJIMTHYHH CTPENTOKOKH ce JieKyBaT moHe 10 aHu.

[Ipu apyrn nadexuun, 48 yaca cnes KIMHHYHOTO Je4eHHe WIH OaKTepHAITHATA SpaHKALUA.

JO3HpOBKA NPH NaIUEHTH ¢ HAMATIEHO €TUMHUHHUPAHe ¥ OPY HOBOPOJAEHH H HEAOHOCEHH JIe1ta

[Ipu namyenTH ¢ Texka OpOpevHa HEIOCTATHYHOCT, KAKTO M IIPH HOBOPOZEHM M HEAOHOCEHHM Jelia,
AO3UPOBKATA WITH JO30BUTE HHTEPBAIIN TPAOBa Aa ce afanTHpaT KbM HaMalcHAA On0OpeueH KIMPBHC.
[TaigaenTH ¢ TexKH OpOpedHM HapyleHns He TpAOBa Aa momy4yapat nosede ot 1g ampicillin Ha Bcexu
8 uaca. [Ipu kpeatnaMHOB KUpEHC noa 10 ml/min Jo30BHA HHTEpBan TpAOBa Aa ce YABDKHU A0 12-13
qaca.

KpBaTHI-IHHOB KJIHPBHC

OcTaTh4yeH a30T

IInazMeH KpeaTHHUH

Ho3a Ha ampicillin

Hax 30 ml/min 50 mg % 2mg % CTaHAapTHa J03a
30-20 ml/min 50-80 mg % 2-4 mg % %/3 OT cTaHA. 1033
20 ml/min man 80 mg % Hax 80 mg % 72 OT CTaHJ. Jo3a

Havun na npunooicenue.

[penopwunrenso e Standacillin® na ce mprema 1-2 vaca npey XpaHeHe, 3aL[OTO xpaﬂa'ra MOXe Ja

TIOBIHAE pe3opOLTa.

4.3 IlporaBOonoOKa3aHHANA

CBpBXUYBCTBHTENHOCT KbM ampicillin Wim HaKoe OT IMOMOIIHITE BelleCTBa Ha ICKapCTREHUA

MPOXYKT.

YcTaHOBEeHA H MTOJ03HpaHa CBPEXHYYBCTBHTEITHOCT KBM 6eTa-JIaIcTa=;£{HH aHtmGH’L_ 3’}
MEHAIIMIHHH U LIepanoCnopyHH. - -




Ampicillin He TpsaOBa 1a ce npunara MpH NALMEHTH ¢ HHPEKLMO03HA MOHOHYKI1€034,
LHUTOMETATOBHPYCHH HH(EeKUUH 1K TMMQaTHIHA IeBKeMHUA, IOpaay 3a4yeCcTIRaHe Ha KOXKHHTE
peaKkLHUH.

Ampicillin He ¢ Noka3aH NpH NALMEHTH ¢ TEXKH FaCTPOMHTECTHHATHM 3a001ABaHHA, ACOLMHPAHH C
NpOABJDKUTEIIHA AMApHs MIIM NMOBPBINAHE, Thil KaTo pe3opOmuATa B TakMBa CITyYyad MOXKe Ia Obae
HE3aI0BOJIUTENHA. Texkku WMHPEKIMH (MEHHHIMT, apTPHT, CENTHLUECMHA, MNEPHKAPAHT) H3HUCKBAT
NMapeHTEPAIHO JICYSHHE.

4.4 Crnennainne npexynpexieHHs H HpeaAllaHl MEPKH NPH yuoTpeda

[TanuenTtHTe TpaOBa Aa ObaaT HHGOPMHUPAHH 33 BB3IMOXKHO Bh3HHKBAHE Ha AlTCPIMMHH peakilvuM U Aa
ObaT HHCTPYKTHPAHH JIa T'H CHOONIaBaT.,

CrienMaHO BHHMaHHe Ce MINCKBA [PH NALMEHTH, IPeapa3oIOKEHH KbM AJICPrUM HIIH OPOHXHAIHA
acTMa, KaKTO M IIPH T€3H C MHKO3H.

BHe3anHuTe alepruuHM peakui KaTo YPTUKApHA H aHaQHUIaKCUA H3UCKBAT CIIMpaHe Ha JIeYeHHETO U
Ha3Ha4aBaHe Ha OOMYalHHTE 3a TAKHUBA CIIy4YaH areHTH BKJI. eNUHEPPHUH, AHTHXUCTAMHHHU U
KOPTHKOCTEPOH/IH.

Tepanuara camMo ¢ aHTHOMOTHIIM He € MOAXOAALIA 32 JIeUCHUE HA XOJAHTHT U XOJISIHCTHT, C
M3KJTFOMEHHE Ha MO-TICKH CiIyvad 0e3 TexKKa X0/ecTasa.

Ilpu namyenTy ¢ HapymeHa 0b0peyHa dyHKkMA, ekcKkpenaTa Ha ampicillin e 3abaseHa U ToOBa MOXe
14 HaJIOXKH peayLiHpaHe Ha MAKCAMAJIHATA JHEBHA 033, B 3aBUCHUMOCT OT CTENEHTa HA HAPYUIEHHETO
(BXK. 4.2 J103UpOPKa H HaUKMH Ha NPIIOKEHHE).

[Ipu mauyenTH Ha IPOALIDKHTETHO JICYEHHE ¢ BHCOKH J03H, TpAORa Aa OpAe npocnenssana
yepHoApoOHaTa pyHkma. [Ipu cerbTeTBaIO OHEOpeuHo 3a00onIBaHE HIIM NP IOABA HA KOKHHU
peakuMH, TpAOBa Ja ObAAT HA3HAYEHH H3CISABaHUA Ha Ob0peuHaTa GpyHKIMA. 32 YCTAHOBSBAHE Ha
AHTUTATIO-CBBP3aHU PEAKUNH Ha XEMOIMOETUYHATA CHCTEMAa H OCO0eHO Ha BE3HUKBAHE Ha
XeMOJIMTHYHA aHEMHA, CE Ha3HA4aBa M3c/eABaHe Ha KphBHATA KapTHHA.

I IpOaBIDKHTENMHOTO TedyeHHe Moxke Aa ObAe aCOUMHPAHO ¢ pacTeX HA Pe3MCTERTHH MHKPOOPTaHH3MH
¥ reOHukH. CynepHHpEKIHUTE Ce TPEeTHPAT N0 OOHJAlHHA HAKH.

[IponsiDKHATEHA M TEXXKKA JUapus TpadBa fa MOACKA3Ba 32 AHTHOMOTHK-aCOLIMMpaH
IICEBAOMEMOpaHO3€eH KOMUT (BOAHNACTA AHAPHA C KPBB M MyKO03a, Thla, AH(PY3Ha 0 KOIHKo0Opa3Ha
KopeMHa Donka; peOpHnrTeT U pAAKO TeHe3MH). T'hii KaTO TOBA CHCTOAHHE MOXKE aa Obae
HBOTO3aCTpalNIaBaIo, Mpiiaradero Ha Standacillin® TpabBa ma ce cipe He3abaBHO U fa ce 3aMecTH
chbC cnenupUUHO JIeyeHHe (Hanp. nepopanHo vancomycin 250 mg JeTHpH IBTH QHERHO).
AHTHIIEPHCTANTHYHY IIPOAYKTH Ca MPOTHBOMOKA3aHH.

IlpenynpexxaeHue 3a nuabetrmre: 5 ml OT nepopalHaTa CYCneH3us CEABPKAT 5 mg 3aXapHH HaTpHH
¥ ripubnwzurenno 2,1 g 3axaposa.

4.5 B3anmoneiicTeRe ¢ APYTE JeKAPCTBEHH NPOAYKTH H APYrH ¢GopMA Ha B3aHMoaeiicTBRE

Tp# KaTO NEHHITWIHHUTE ca aKTHBHM CaMO CPeLly TIPoHGepHpalld MIKPOOPraHH3MH, He TpA0Ba Ja
ce KOMOMHHMpAT ¢ BakTeprocTaTHYHH aHTHOHOTHLH. Ho ako € B cerimacue ¢ antudruorpaMara, Morat
Ia ce KOMOMHHpAT ¢ JIpyrd OaKTepHLIMIHA aHTHOHOTHIIH (ue(baﬂocnﬂpmﬁ:;mmmﬁmamﬂ)
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ETHOBpEMEHHOTO NIPUIOKEHHE Ha MPOOEHEM] MOXE J1a OBE/IE ,EO rm .BHCOEG{ W IIPOTBDKHTE/THH
1a3MEHH KOHLUEHTPALMH Ype3 MOTHCKaHe HA eJIAMHHUPAHETO npea 5I.6pel:|:ﬂm I{am pé?(yma'r
npoOeHELM] MOXKE A2 HAMAJIM PaspeacieHHeTo H TAQY3UiTa Hﬁ ampwﬂ;lm B TE]IECHE;Td THKAHH.
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[TaenTy, npuemany allopurinol no Bpeme Ha Tepanis ¢ ampicillin, ca mox moBHIEH PUCK OT
pasBHTHE HA OOpHEH.

B penku ciyuyau ampicillin, mogo0Ho Ha ocTaHanuTe aHTHOMOTHIIM MOXKe 1a HaManH edekTa Ha
NEPOPATHHTE KOHTPALECIITHBH.

Pe3opOumara Ha ampicillin ce¢ moHMXKaBa OT eAHOBPEMEHHO MPUEMAaHe ¢ AaHTHALIUAML.
Ampicillin Moxe 12 TOTHCHE YPHHHATA eKcKpelHs Ha atenolol.

Ampicillin Moxe 52 okake ediekT BEPXY ONPeAe/IAHETO Ha aMHHOKHCEHHHA B YPUHATa YpE3 XapTHEHA
xpoMarorpa¢pua. HeeH3HMHHTE METOAM 3a Oripe/ie/IsHE Ha [TIOK03a B ypMHATa MOKE Ja Aanat
danmumso nonoxureneH pesynrat. [To monobeH HaYHMH U TECTOBETE 3a orpeaesiMHE Ha ypoObuinHoreH
MOJK€E J1a C€ MOBJTHAAT.

4.6 BpeMeBHOCT B KbpMeEHe

bpeMeHHOCT

Hocera HaMa JaHHM 32 eMOPHOTOKCHYEH, TEpPATOr€HEH FUTH MyTareHeH egekT Ha ampicillin npu
MPHIAraHeTo My 1O BpeMe Ha OpemennocT. basupaliki ce Ha orpaHMdeHHA OIUT OT MPHIOKEHHE NPH
6pemennu sxxeHH, ampicillin TpsaOBa fa ce mpunara caMo Npy U3PHIHH MOKA3AHUA 32 JICYCHHE U CIIER
NpPENeHKA Ha ChOTHOILIEHHETO ITON3a-PHCK.

Kepmene

Tpabea na ce uMa npeasua, ye ampicillin Mmoxke aa Obae OTKPUT B MATYMHOTO MAAKO. MMa K
BEPOSTHOCT OT CECHCHOWIH3HPAaHE Ha HOBOPOASHOTO (PHCK OT AIEpPrys) ¥ pa3BUTHE Ha PE3UCTEHTHOCT
B UpeBHaTa (Jopa.

4.7 EdexTr BLpXy cnocobHOCTTA 32 Modupane m padora ¢ MAMAHHA
Standacillin® ne moBnMABa cnoco6HOCTTa 32 ModHpaHe H paboTa ¢ MANIHHH.

4.8 Hexenann JeKaAPCTBEHN peakKiHA

HexxenaHuTe peakiii c€ KATErOPH3NPAT 10 CHCTEMH H 9€CTOTa, OazHpaiiKi ce Ha CIenHAaTa
KJIaCH(PUKALTHA:

MHoro gectH (21/10)

Yectu ( 21/100; <1/10)
Heuectn (2/1 000; <1/100)
Pemxu (=1/10 000; <1/1 000)
Mmuoro peaku (<1/10 000)

Hudexrinu u uudect
[IpogemkuTenHATa H MOBTOPHA YrIOoTpeOa MOXKE [a AOBEAE A0 CYTIEPUHPEKIUA ¢ PE3HCTCHTHH
MHKPOOPraHM3MH WIH MbOMYKH.

Hapymienus Ha KpbBOHOCHATA H JIUM(HA CHCTEMH

Mrnozo peoxu: HapyleHNA B OpOs Ha KPEBHUTE KJIETKH, HAallp. TPOMOOLIMTOIICHHA, arpaHyJIOLMTO3a,
JICBKOTIEHHA U €03HHOQUNUA. AHEMHS, YIBDKABaHS Ha BPEMETO Ha KbpBeHe M IPOTPOMOHHOBOTO
BpeMe. Te3n ABIeHAA ca OOMKHOREHO 0OpAaTHMH MpPH NPEKpaTABAHE HA JNEYEHHETO.

I..__I,_n.-——_____\_

Hapymenws Ha MMyHHATa CHCTEMa e
Peodxu: nekapcTBO-HHIYLHpaHa Tpecka, CHHApoM Ha Lyell, oTok H&ﬂﬂp}ﬂ{ﬂ@ﬂa ¢6pyMHa 6oecr,

aniepraveH BaCKYJIHT; .
Muozo pedxu: anaQHIaKTHYHA peakliid. AHTHIeH-CBEP3aHH peatq'lmw MB}KE na mla MB)IQI}'
aepMaTopuTH ¥ NeHUANH. CleaoBaTeTHO IPH NALHCHTH C Mmdoaa, nupﬂ c.ue,u HLpBgﬂmanHo
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TIPHIOKEHHE Ha IICHHUIFUIIHH, HE MOTaT Aa ObJaT M3KIIIOYEHH PEaKIMM CPABHHMH € Te3H IMPH MOBTOPEH
KOHTAaKT. | |
IIpu naumeHTH ¢ TH¢HA TPECKa, JIENTOCIHPo3a WK CHGHIHC, OaKTepHOIM3aTa MOXKE Ja OTKIIOYH

Jarisch-Herxheimer peakuus.

‘HapyiueHHs Ha HEPBHATA CHCTEMA

B136yaa va LIHC, MHOKNOHYC H MpUIIAaBIM MOTAT A4 BB3HUKHAT I[IPH MHOTO BUCOKH CEPYMHH
KOHLIEHTpallMH Ha ampicillin, kouTo MOrar sia ce AB/KaT Ha Hanp. HapylieHa Os0pevuna QyHKIMS HIH
ynorpefa Ha MHOTO BUCOKH JIO3H.

CToMalIHO-9YpEeBHH HAPYIIECHHA

Hevecmu:. cToMallIHO-YpEBHUTE HapyLleHHA (rafieHe, NOBpBILane, IHapHusa) OOHKHOBEHO OTINYMABAT
10 BpeMe Ha TepaluAaTa K B TIOBEYETO CITyY4H HE H3NCKBAT npekparasaHe. Hopmanusupane Ha
ypeBHaTa (prIopa MOXKeE 71a ce O4aKBa OKOJIO 3-5 JHM ciel peKpaTspaHe Ha JiedeHrero. I1pu nosisa Ha
auapua TpadBa na c¢ HMa NMpeABU BE3MOXKEH NceBaoMeMOpaHO3eH KOTAT (BK. CBIIO 4.4 CrielManHn
IpeaynpexIcHUA H IpeanasHi MEPKH NIpH ynotpeba).

KaxTo 4 npu ocTaHANKHTE NEHHIMIMHK MOTaT a Bh3HHKHAT ITIOCHT H CTOMATHT.

XenaroOWIHADHH HAPYINCHUS
B12MOXKHO € NPEX0IHO MOBAINEHHE Ha TPaHCaMHHA3HTE.

HapyineHnws Ha KOKaTa H IIOIKOXHATA THKAH

TymaaEuAT “aMMIIITHHOB” KOXEH OOpHB € 0OHKHOBReHO MOopOHIH(OpMEH/MAKY.IONAITYJI03€H U CE
noasssa 8-10 auu cnex mepeoHa4damHaTa yrorpeba. I1pu noeTopHa yniotpeba 0OpHBBT ce noABABa
cien 2-3 aau. OOHKHOBEHO OTIIYMABA B PAMKHTE Ha HAKOJIKO JHH, TOPH M NMPH NPOAL/IKaBaHE Ha
nedyeHUeTo. BeposTHOCTTa 32 MogBa HAa OOPHUB € ITO-TOJIAMA TIPH NALMEHTH C BUPYCHHA HHPEKIMH WK
OBOpeyHH HapyllleH|a, WIH [IpU JHEBHA 1032 Haja 6 g.

Mnozo pedxu: anrvoeneM (peaxkupa Ha CBPBEXYYBCTBHTETHOCT), €KCQONIHATHBEH AEPMATHT,
MYJITH(OpMEHa epHTEMA.

HapymeHua Ha MyCKYJTHO-CKENETHATA CUCTEMA H ChE€IMHHTE/IHATA THKAH
Mnozo peoxu: aprpanrus.

Hapyirenus #a 650penuTe H NMKOYHWTE METHIIA
Mhrnoeo pedxu: HHTEpCTHLIMATICH HEPPUT.

OO6wn Hapyuienus ¥ ¢eKTH Ha MACTOTO Ha IIPIIOXKECHHE
Mro2o peoxku: NOBHIIIEHA TEMIIEPATYPA.

4.9 IIpeno3zapane

B otaenHy ciiydan Ha npeao3rpaHe ¢ aMAHONICHHIWIIHHHA €A BBE3HHKHAMH YPOJIOrHYHH CHMITTOMH
KATO XEMAaTypUs U KPUCTAJTYPHA, XEMOPAru4cH IMCTHT, HHTEPCTHLHMAIICH HEQPHT, OJTHTYPHS,
XMIIEPKATHEMHAA W IUIH ObOpeyHa HeIoCTaTHYHOCT, KOUTO ca OHIHM oOpaTuMHi ¥ 6€3 NOCTOAHHH
IIOCIICICTBUA. |
[Ipn mocTHrane Ha BHCOKHM KOHLIEHTPALMH B LIepeOPOCIIHHATIHATA TE€YHOCT MOTraT Aa BE3HHKHAT
HEBPOJIOTHYHHA CHMITTOMH BKJI. TIPHIIATB1IH.

B ciy4aii Ha mpego3xpaHe € HE0OXOAMMO BHUMATEIHO MOHHTOPHPAHE HA JKU3HEHHUTE MOKA3aTEIH |
HazHauaBaHe Ha CUMITTOMATHYHO JieucHie. Hama cneuuduaen aHTHIOT.

AMOAIWIAH MOXKe 12 Ob/ie OTCTPaHeH OT KPbBOOOpallleHHETO Ype3 XeMOoaHaIH3a.

5.  ®APMAKOJOIMYHM CBOMCTBA e Ly

5.1 PapmMakoaHHAMEIHHA CBOHCTBA N U NI
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ATC xon: JO1CAO1

Ampicillin e 6akTepHUMACH ITMPOKOCTIEKTHPEH NCHUIIIHH, IIPHHAUIEKAL] KBM IpyIiara Ha
AMHHOTICHULIMIUHUTE. KaKTO APYTHTE NEHUIMIMHE H HIeQanoCIIOPHHH, TOH NMOTHCKA HIrpaXKaaHeTo
Ha OakTepHanHaTa KIeTh4Ha CTEHA. |

Ampicillin umMa IHPOK CIIEKTHP Ha JeHCTBHE, KOHTO 00XxBallla KakTo [ paM-rooKUTEIHH, TaKa H
I'pam-oTpHuaTemsm Muakpoopranm3mMiu: Escherichia coli, Proteus mirabilis, salmonellae, shigellae,
Haemophilis influenzae n Bordetella pertussis. Cpen ocrananwre marorenu, kouro ampicillin
[IOKPHBA, ca BCHYKH TE3H, BKJIIOYEHH B CTIeKThpa Ha penicillin G, te. rpymu A, B,C, G, H,Lu M
streptococcl, Streptococcus pneumoniae, rpyna D streptococci (enterococei), neHHIMIAHA3A-
renpoayumpamu staphylococci 1 Neisseria, Brucella, Erysipelothrix rhusiopathiae, corynebacteria,
Bacillus anthracis, actinomycetes, streptobacilli, Spirillum minus, Pasteurella multocida, Listeria i
cimpoxetH (karo Leptospira, Treponema, Borrelia v p.), KaKTO M MHOKECTBO aHACpOOHH
MHKpPOOpraHM3MH BKIL. peptococci, peptostreptococct, clostridia, fusobacteria u T.H.

Ilvmaa (mepBHYHA) PE3MCTEHTHOCT € YCTaHOBeHa 3a Bacteroides fragilis, Klebsiella, Enterobacter,
Proteus vulgans, Proteus rettgeri 1 morganii, Pseudomonas aeruginosa u Serratia marcescens.
Ampicillin HsMa aKTUBHOCT cpelly GeTa-naKTaMasa (IIEHHLMIAHA32)- POAYLHMPAIH CTAQHIOKOKH.

5.2 PapMaKOKHEAECTHIHH CBOMCTRA

Pe3opbunsa |
40-65% ot nozara Ha ampicillin ce pe3opOupa OT racTpoHHTECTHHATHUA TPaKT. MakCHMaTHH

CEPYMHH KOHILICHTPALUH C€ JOCTHIaT 2 yaca cnel MOrTbLIAHE.

Pasnpenenenue

JlexkapcTBOTO AMPYHAMPA BEHATA KBM TENECHUTE THKAHW Ml TEUHOCTH, BKJL. H BbB BB3NATHTCAHHTE
ekcyzati. CBBEP3BaHeTO ¢ [U1a3MEeHUTE TIPOTEHHHM € B HHCKaA creneH (nmprbmusuTenHo 15%). IIpn
MALMEHTH C HHTAaKTHa YepHOAPOOHa QYHKIMA C€ JOCTATAT BUCOKH JUThYHH KOHLICHTPALIMH.

EnvMuHnpaHe
EnmmeHnpanero e rnasHo npe3 0pdpenpte. ENTMMHUHALIMOHHHAAT HOMY>KHABOT € 1 A0 2 yaca. Okomno
€Ha TpeTa OT MPUIOKEHATA A03a Ce OTKPHBA B TEPANeBTUYHO aKTHBHA ()OpMa B YPHHATA.

Ampicillin Tepn¥ XeMoaHamH3a, HO HE MOAIEKH HA IEPHTOHEATHA JHANIH3A.
53 IlpeakTAHAYHA JARHHEA 32 0e30MacCHOCT

HexnmuamyauTe 1aHHU He [ToKa3BaT ocoOeH PHCK 3a XopaTa Ha Daza Ha KOHBEHI[HOHAITHHUTE
¢apMaKoIOrHUHH H3NMUTBAHUAA 33 OE30IACHOCT, TOKCHYHOCT IIPH MHOTOKpPAaTHO NpHIaraHe,
Ir€HOTOKCHYHOCT, KAPLIMHOreHEeH MOTeHLMAJ, PENPOAYKTHBHA TOKCHYHOCT.

TpaauHOHHHUTE METOOM in Vilro H MPOYYBAHUATA MPH XKMBOTHH HE MOKAZBAT TEPATOICHEH HMITH
MyTareHeH noreHiMan Ha ampicillin. Ho cucreMaTyiy npeaKIMHHYHA NPOAB/IKUTENHH NPOYIRaHHA
34 KaHIIEPOT€HHOCT, MYTar€¢HHOCT W HapYILIEH (DePTUIHTET CIIOPE] MOCIEAHUTE KPHTEPHH, He Ca
npoBexaany 3a ampicillin,

6. G®APMAINEBTHYHH JAHHU

6.1 Coachbk Ha IOMOIMHHATE BEIIEeCTBA
Standacillin® 250 mg/5 ml granules for oral suspension: T
aMOHMEB [NTULHMPU3AT, CHMETUKOH, apOMaTH3aTOPH Ha mpax (MapakyH, MﬂJ‘lﬁHa mm), saxapHH
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6.2 HecbBMECTHMOCTR

Hama M3BECTHH.

6.3 Cpok Ha roanocTt

Standacillin® 250 mg/5 ml granules for oral suspension: 36 mecena
Standacillin® 500 mg capsules: 48 mecena
CpoOK Ha TOAHOCT HA PEKOHCTUTYHpPaHATa CYCIICH3HA: 14 nuu
6.4 CrnenHaanHn YCIOBHA HA CHLXPAHCHHE

Ha ce cpXpaHdsaBa npH TemIeparypa oo 25 °C, 3alIUTEH OT CBET/IHHA WM BAAra.

6.5 JIaHAH 32 ONAKOBKATA

Standacillin® 250 mg/5 ml granules for oral suspension: KapTOHEHa KYTHS, ChALPAKALNA CTHKIEHA
OyTunka ¢ mapkupoBka (npecTeH) H 6su1a PE kanauka, Meputensa Th:kia4uka oT PP 1 mucTonka.
bymunkaTta chabpika rpaHy/H 3a OpHroTeaHe Ha 60 ml mam 100 ml nepopaiHa CyCneHIHA.
MepHTenHaTa THXKUYKA € ¢ AeNeHHd 3a oTMepBane Ha 1,25 ml, 2,5 ml 1 5 ml cycnensus.

Standacillin® 500 mg capsules: eIMHMYHK ONAKOBKM OT 12 KamcyiH, 6oNHHYHE onakoBku ot 1000
Kancyian

6.6 Cnennajiin npelna3na MepKR OpPH B3XBLp/AAHE H paboTa
ITpuroTeaHe Ha CYCIIEH3MATA: HATBLIHETE (PJIAKOHA ¢ BOJA A0 3HAKA H pa3kiareTe BeaHara. Cie T0Ba

nobaBeTe BoAa OTHOBO [0 3HAKA H OTHOBO paskinarete eHepruuHo. [Ipean Bcexu pHeM pasKnamaiTte
(pakoHa.

7. HPHTEXATEJI HA PASPEIIEHMETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10, A-6250 Kundl
ABcTpHd

S. HOMEP(A) HA PASPEINIEHNETO 3A YIIOTPEDA
Standacillin® 250 mg/5 ml granules for oral suspension: 20000335
Standacillin® 500 mg capsules: 20000336

9. JATA HA ITBPBO PAZPEHNIABAHE/MOJAHOBSABAHE HA PASPEINIEHHETO 3A
YIIOTPEBA
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