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KPATKA XAPAKTEPHCTHKA HA IIPOJYKTA /a“/—;? /0 By

AMPISULCILLIN
AMITHCYJIHNJIWH

1. HIME HA JEXAPCTBEHHA IPOJOYKT
AMPISULCILLIN 500 mg/250mg mpax 3a HHKEKIUIOHEH PasTBOp
AMITUCYITIAIIH 500 mg/250mg powd. for solution for injection

AMPISULCILLIN 1.0 g/500mg mnpax 3a HHKEeKIHOHEH PasTRop
AMITHCYIIUMIHH 1.0g/500mg powd. for solution for injection

AMPISULCILLIN 2.0 g/1.0g npax 3a HHKEKIIIOHEH pasTBOp
AMITUCYIIIIMIH 2.0 g/1.0g powd. for solution for injection

2. KOJIMYECTBEH 1 KAUECTBEH CHCTAB

JlekapceTBenu Bewlectra B Ampisuleillin 0,750 g ripax 32 HHXEKUHOHEH Pa3TBOP:
Ampicillin sodium. exs. Ha 500 mg Ampicillin

Sulbactam sodium. exs.na 250 mg Sulbactam.

JlekapeTBenn Bemectsa B Ampisuleillin 1.5 g nmpax 3a HHMEKUMOKREH PA3TBOP:
Ampicillin sodium. exs. Ha 1.0 g Ampicitlin

Sulbactam sodium, exs.ia 0,500 g Sulbactam.

Jexapcrseny Bemectsa 8 Ampisuleillin 3.0 g npax 3a HHKeKLUOHEH pasTBOp:
Ampicillin sodium, exs. xa 2.0 g Ampicillin

Sulbactam sodium. exs.Ha 1.0 g Sulbactam.

3. JEKAPCTBEHA ®OPMA
[Ipax 3a HHOKEKHHOHEH PasTBOD

4, KINHAYHYT TAHHI
4.1. TOKA3AHWA
Jleyennie Ha THexmmI, OPHYIMHEHHM OT YYBCTBHIEIHH HA [IPOAYKTA
MUKPOOPTAHH3MI KATO!
» UH]pexuuy ga ropHITE 1 QOMHATE OTHXATENHH TFTHIHA — OCTHP U XPOHHYEH
OpoHxHT. OpoHxueKTa3ii. OaKTEpHATHE NHEBMOHML. EMIMEM;
e Ilnderuiu B ofaacTra Ha YILUTE, HOCA 1 ['bPAOTO — CHHYHT. CNUMTOTHT.

otitts media;
o ITnTpaadaoMiTHa g HHGEKTNN — NePHTOHNT, XONSIIICTIT, XOTaHTIT:
* VYPOreHHNTQIHHI  HHQPEKHIGI -~ OCTBP I XPOHIMSH ,e;LOHe(bpu’r

MAaTKIIA Ta3;
¢ MH(pexnun Ha KOXKATa. KOKHNATE CTPYKTYPH U MESKITTE T
o 1H(eKUIN Ha KOCTHTE H CTABHTE.
TcpionepatuBHa NpoduaakTyka Ha MHOEKUMM B KOpeMHaTa
XHpYpris.
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Ampisuleillin ce npiiara B CIydauTe Ha CMECEHH HHQEKUNH. NPIYMHEHH OT
MUKPOOPraHi3Mil., YYBCTBHTEAHI HAa ampicillin i1 §eTa-nakramMaso-npoayLipalim
JaxTepiy. YyBCTBUTENHH Ha Ampisulcillin TIpin Te3n cnyuau He ¢ HeoOXOAUMO
npIyIaraHe Ha Apyr anTuONoTHK.

4.2. AJO3MPOBKA 11 HAYMH HA INIPHJIOKEHME.

Hosata Ha Ampisuleillin ce onpenens HHAUBUAYATHO B 3aBUCUMOCT OT TEKECTITA H
JoKadmzaunaTa Ha HHQEKWHSTa. BB3PACTTa HA INAlHeHTa M CBCTOSHIE Ha
O6v0peynata ¢yukwis. Ilpinara ce NHTPaMyCKYJAHO M HHTPaBEHO3HO KaTo
ANPEKTHA HHXEKUIIA NI B KpaTKoTpaliHa HHY3H4.

Bovspacmnu

(O6uuaiinata no3a e 1.5g (1g ampicillin + 0.5g sulbactam) - 3g (2g ampicillin + 1g
sulbactam), npunoskend npez 6 unu 8 uyaca. Ilpyu mo-nexKil MHPEKUHH Ta3H 7033
MOKe Jla ce Mpriara Ha 12 gaca,

MaxkcimainHata JeHOHoLIHa no3a Ampisulcillin e 12g, pasmenena wa 3 11 4
arcikani. O6mwata no3a Ha cynfaxtam He TpabBa fa HazxBlIaBa 4g 3a JEH.

3a mpodruiakTHKA TIPH  XHPYPTHYHH  HHTEPBEHIMN 1IPOAYKTHET ce IIpH:iara
eHOKpaTHO penoneparisio o1 1.5g xo 3.0g n B cregsamte 24 yaca B ChINATA
1034 Ipe3 6-8 4acoBI HHTCPBAM.

Heya

Jlenononmata no3a e 150 mg/kg. paznenena Ha 3w 4 npruema (Ha Beexu 6 1o 8
yaca), llpn HoBopozeHH (mo | ceaMiilia) I HeNOHOCEHH HJela. MPOAYKIBT Ce
npusara B xo3a 75mg/kg/24h npes 12 yacosn nHTEpBaAN.

Ipu napywernne Ha Gn0pevnara GyHKUI (KPeaTHHIHOB KAUPBHC oA 30 ml/min)
Ceé HaTara yBeJITUeHMe Ha HHTepBalHTe Ha MNpHilara€e Ha TIPOAYKTa. CBIVIACHO
o0HualiHaTa DpaKTHKA 32 aMIMUMIMH 11 CBINACHO CASABALIATA IPCNOPbKA:

| KpeaTHHHHOB kanpbHe(ml/min/1,73m’) | PinTepsan Meskay OTaeIHHTE J03H, YACOBE
= 30 6-8
15-29 12
5-14 24

Korato ce 3xae camMo CTOIHOCTTa Ha CEPYMHIA KPeaTHHIH. TOR MOXKe Ja ce
NpeBBpPHE B KPEATHHITHOB KTHPBHC TI0 (GopMyJIaTa:

(140 - roaiuirre) x Ter:10 (Kr)

MBIKE!
72 X crofiHOCT Ha cepyMeH KpeaTliHIH
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skenn: 0,85 X roprata ctoliHocT
TTprr maunenTH Ha xeMoananmiza. Ampisuleillin ce npunara ¢
APOLKUTEIHA apTEPHOBEHO3HA XeMOANAMIT3a npe3 6-12 vacy.
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Jledennero npoabmkasa 48 yaca ¢xell cniazaHe Ha TEMITEPATYPATA H H3YE3IBAHE Ha
APYIUTC KINHHYHG cuMnToMH. CpeaHata NPOABIAKHTENHOCT Ha JCUCHHETO € OT 5
Jo 14 axa.

4.3. IPOTUBOIIOKA3AHWSA
CBPBXYYBCTBUTEHHOCT KbM AHTHOHOTIIM OT Ipyrara Ha NEHHLMAIHIITE Wil KbM
OeTanakTaMazHi HHXHOHTOPI.
4.4. CIENWAJHI THNPOTUBOIIOKA3ZAHUA W CHEIIHAJHHA
NPEAYHNPEXIAEHUS 3A YIIOTPEBA
[Ipemi Beekilt HOB Kype Ha JjleyeHue ¢ Ampisuleillin manventsT Tpadea
BHIMATEHO ;1a Ob/i€ pa3nuTal., 3a Ja cé YCTAHOBI Jaill € HMad HpealiuHi
pEeAKUNN  Ha  CBPBXUYBCTBHUTEIHOCT  KBM  aMIIIUIIHH.  TEHHIHTIHIL
nedaTOCHOpPHHN 1L APYTH AeKapCeTBa.
[Ipi nimeca Ha agepriudyHa aHamHeza TpiaOBa Oa ce HAOpaBH cKapllKallOHHA
KoKHa Ipoba ¢ pa3TBOp Ha IPOAYKTA. a IIPH aHAMHECTHYHH [aHHH 3a KOJXKHa
dJepriu4Ha peakuya ce M3BbPLIBA CHMUKYTaHHA Ipoda M aKo TA € OTPHUATENHA ce
H3BbpLIA cxkapudukayioHHa npoba. IIpobure ce ordutar caex 30 muHyTH. B
cayuail Ha pazBHTHE Ha TeXKAa OCTpa PeaKUHs Ha CBPBNYYBCTBHTEIHOCT €
neoOxoanmo mpuaarade Ha 0.1 mg - 0.3 mg - 0.5 mg aapeHaTHH MOAKOKHO,
BeHO3Ha  nupy3Hs HAa  KOPTIIKOCTEPOIAH.  AHTHXICTAMHHOB  IIPOOYKT
(napenTepaaHe).  HOBQHIIIH 1 CeNeKTHBHN  OeTa-agpeHOMIMETHLU  IIpu
OpOHKOCIIATEM, KHCIOPOH. oOANIIBaHe, aKO € HeobXoMIMO 1T ITHTYSars.
[IpenopbyBa ¢ MOBHMINCHO BHIMAHWC M JICKApPCeKO HabMOAEHHE CiIel ObpBaTa
MHIKCKLULA [IPH NAUHEHTH, CBPBXUYBCTBHTENHH KbM INEHMIMIMH, TEHHLILIAMHH,
uedatocnopuny 1 rpmeodyasiH  (xpherocana aseprns). Ilpn naupentn ¢
ATIEPTIMHA AnaTesa (CeHHa xpeMa, CpoHXHaANHa acTMa, YPTHKapIs) e HeoOXOMIMo
NOBHINEHO BHHMAOHHE IpH mpusaraHero Ha Ampisuleillin . Ako ce nabawonasa
HAKAKBA (QopMa Ha aueprus ce Mpenophysa IpekbeBane ynortpebata Ha
JEKAPCTROTO 1 HAZHAYABAKE Ha TIOAXOMLSILA TEPATIHSL,
TIpenoprusa ce Ampisulcillin na He ce npunara npu OonHH ¢ HHPEKIMOZHA
MOHOHYKIe03a I JuMbaTHdHa JIEBKEMUA, TOPalil 3aCHIIBAHE HA ONACHOCTTA OT
PAIBUTHE Ha MAKYIONANYNOZHI OOPHBH. NPEM3BIKAHH 0T CHABMKAIAL Ce B
TIPOYKTA aMITHIIHIIIH.
IIo ppeMe Ha DpomB/DKUTENHO nedeHne ¢ Ampisulcillin e HeoOxomimo
NepHOMIMHAO IIpocieasBane Ha ObbpeuHara, depHOfpoOHATA II XEMOIOETIIMHATA
dyrxm. Tora e 0c0BeHO BAXKHO IPH HOBOPOIECHH H HEIOHOCEHI,
Ampisuleillin, kakro BCMYKM aMTHOAKTEpHANHM CPEICTBa, IIOBIINABA plCKA OT
cyriepHdhexuus ¢ MuakoTuyHn (Candida) 1AM HIKOM PEe3UCTEHTHH 6a1<'repuaﬁﬂu
npranHnTesan  (Psendomonas  aeruginosa).  Be3MoxkHO € ﬁ/m*:rgg Ha
Y ﬁ A

ncepgoMemMOpaHosel KOIHT, B Taknea Cnywan ce TPeKbC
AEKAPCTBOTO H & MPOBENKIA MOLXOMAIIA TEPaTHs.

Ja ce mya NMpeaBil KOAMYSCTBEHOTO ChIBKAHIE HA Ha
TPOAYKTA TIPIT NPILIAraHe Ha MaleHTH ¢ OTPaHNYEHIE Ha Hal

i mem




[IpuroTBeHNTe 33 HHXKEKTHpaHe pasTeopy Ha Ampisulcillin TpaGsa xa ce rpunarar
BeaHAra 1111 A0 1 wac caen npuroteaHe. Te He G1iBa 4a ce 3aMpassBar.

4.5. JEKAPCTBEHU U APYTU B3AUMOJAENCTBHA.

IMpoleneuna namarisa 6pOpeunata exckpeniss Ha ampicillin it sulbactam 1 npu
CIHOBPEMEHHO NPILIOKEHHE MOXKE Ja JOBeAE A0 NPOIBILKHTETHO 3aJbpPKaHe Ha
BIICOKH CEPYMHI KOHIIEHTPALIMH Ha JABaTa IPOLYKTa.

Ennospemennoro mnpmrarade na  allopurinol 1 Ampisulcillin - rosimasa
3HAMUTEAHO HECTOTaTa HAa OOPUBHTE B CPABHEHME CbC CIYUal HA MNPIAATraHe camo
Ha ampicillin.

BB3MOKHO € ChABPIKAILMAT ce B NpoAykTa ampicillin aa Hamamn edexTHRHOCTTA
Ha eCTPOTeHChAbPKAIIH MEPOPATIHH POTHBO3ATATHYHII CPE/ACTRA.

4.6. BPEMEHHOCT 1 KBPMEHE.

Ynorpebata Ha Ampisulcillin npn Spemernnn TpsadBa ma craBa ¢ NOBHIIEHO
BHUMAHUE NP HEOTIOMKHN HHIMKALIL,

Ampisulcillin HamanaBa MYCKYJHHA TOHYC, UECTOTATA H CUJIATA HA KOHTPAKIHIITE
1o BpeMe Ha pamxpane. Ampicillin u sulbactam npemunaBaT B KBpMaTa. KOETO
Hasara HabMoQeHHe Ha HOBOPOIEHOTO TIPH JIUSHIE Ha MaiikaTa ¢ IPOAyKTa,

4.7. E®EKTH BbBPXY CIIOCOBHOCTTA 3A IMNMO®PHUPAHE W
PABOTA C MAHINTHMU.
Ampisuleillin me Banse pppxy criocobHocTTa 3a wodupaue U padoTa ¢ MalllHIL

4.8. HE)KEJAHH JEKAPCTBEHM PEAKIIHMH.
Ampisulcillin ce monacst 106pe. Morat 1a ce HadI01aRaT:
Horarni peanii

boaka Ha MACTOTO Ha HHKEKUHATa OIPHU HHTPAMYCKYJTHO npIrioskeHie — 16%
Boska Ha MACTOTO Ha WHYKEKLMATA TIPH ITHTPABEHO3HO [IPUAIOKEHHe — 3%
Tpombodaedur — 3%.

Cucmensnu peaxyiit

Hait-yecTo cpoOIIaBaHHTe HEXEMAHH JISKAPCTBEHH PEaKUIH ca auapus B 3% 1
00puB B OKOJ0 2% OT MallleHTHTE.

Apvrn (mox 1%) — ceplexk mo Kkoxkara, TrafeHe, MOBPBILAHE. KaHAHAO3A.
OTragHatocT. raaBofoaie. TpbAHa G0JKa, METEOPH3BM. ITIOCHT. PETEHUNd Ha
VPHHATA. 010K Ha JIMLETO, CTATAHE B THPIOTO. cyOcTepanHa Gonka. AH3YPHS.
CMIICTAKCHC U KbPBEHE OT JHCABULIHTE. Te3H PeaKiiii ca IpexoIHH.
Habopamopru npoyen

Yepuoapobun - mopmmapaHe wa SGOT u SGPT. anxatHara QJ
TAKTATISNILIPOTenasa:
XeMaTOoI0THYHH - HaMaifBaHe Ha XeMornofiHa, xeMaTOKpnTa.
JEBKOLMTITE, HeyTpoduauTe: yBeAHYaBaHE Ha JIHM(DOLIIITIIT
Tpovbouniute. 6a3ohILimTe. eO3HHOPILIHTE:
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Brbpeunn - yBelrnyaBane Ha CEPYMHIITe KPEATHHIH I ypes; MoABa HA ePHTPOIITH
H XHA1MHHY LUHAHHAPK B YpHHATA.

Hexcenanu nexapemeeny peaxyuu nva ampicillin

T"acTpONITECTITHAMHIT peakUil — CTOMATHTIH. [ACTPHTH. MOYEPHABAHE Ha e3I1Ka.
SHTEPOROIITH. TTCeBAOMEMOPATO3HH KOMTHTI.

Peakuiinme Ha  CBPLNXUYBCTBUTEAHOCT - YPTHKApIL, JAepMatiit, epHTeMa
MYITH(ROPME. MHOTO PANKO eKC(pONIIaTHBEH NePMaTIT; Te31 Peakuill ca oGpaTiMIl
1PN IPEKBCBAHE HA JIEYEHHETO U MOTAT Ja C€ KOHTPOIHPAT C aHTHXHCTaMITHOBH
W KOPTUKOCTEPOAHH MPOAYKTH, MHOr0 pajko MoXe aa ce Hadmonasa
AHA(MIAAKTHYEH LHOK [1PH CBPBLXYYBCTBHTE/HHM ITd IHEHTIL

XeMaTOIOriuHII — aTPaHyIOLUHTO3a.

ITpn nevenne Ha GONHE ¢ HHOEKIIIO3NA MOHOHYKIe03a ¢ Ampisulcillin mMorar aa
ce HabmaBaT OOPUBH TO KOKATa.

Bp3mokHO e dadmBo ma ce MO3MTHBIPAT peaKiliTa 3a 3aXxap B ypHHaTa (rpu
I131HQUI3BAHE Ha PEeXYKIUIOHHH METOAH) I AHPeKTHHS TecT Ha Coombs.

4.9. IPEJO3MPAHE

[Tpn mpesi031pane € BH3MOKHO J1a ¢e Hal:Ii01aBaT KOHBYACIH ¥ JPYTH NPH3HANI

Ha TOKCITYHOCT OT CTpaHa Ha IIGHTpAgHATA HEpBHa clcTeMa. B ciayvail wHa

npeAoslpaHe 0coOEHO mpli TpIUIaraHe Ha roiemi Jos3mi mnpu Gonwi ¢ 6b0peuHa

HEIOCTAThYHOCT JIEUEHUETO ¢ NPOAYKTa €€ NPeKhCBA H MALIIECHTBLT Ce TpeTipa

CHMITTOMATHYHO.

Ampicillin i sulbactam noaneiKaT Ha XeMOIHaI34,

5. DPAPMAKOJOTHMYHA JAHHU

5.1. PAPMAKOJIUHAMWYHHA CBOVICTBA

ATC xoa JOICR 01

Ampisulcillin e xoMmOnwnpad axTnSakTeplased MPOAYKT 38 MHKEKLHOHHO

npIcIoKenne,  cpIppakant axrtubuoornxa ampicillin w nuxuboropa wa  Gerta-

Jakraviasanre eHsuMi sulbactam B cpoTHOWeHME 2: 1.

Ampicillin e IHUUIPOKOCHCKTHPER MOAYCHHTCTHYCH [MEHHLUHEAMH OT TPYNaTa Ha

aMusoneHuuanTe.  Jefterpa  GaxrepuunaHe  xaTo ONOKMPA  KOHKYPCHTHO

TPAHCTIEITTILAASIITE, YUACTRAIT B KpalfHITe eTar Ha ciHTes3ara Ha GakrepnaiHara

CTEHA TIPI YYBCTBITEHII MUKPOOPTAHITMI BHB asa Ha rponudepais. AKTHREH

e cpenty rosngM Gpol Ipam-MONIOMKIITENHIL I IPaM-OTPILATENHE MITKPOOPTAHIIZMIIL

BR.IIOUITENHO H HAKoM aHaepoOHu OakTepwli, HO ce pasrpaxia ot Gera-

JTAKTAMA3HTE 1 € HeaKTHBEeH CITPAMO IaMOBe NIPOLYIIPAIIH TE3H SHIIMIL

Sulbactam ¢ cyndon Ha neHunpfaHoBara Kucenupa, He Npirexapa KIHHIYHO

JHauuMa  antudakTepuaana akTusHocT. HeoOpatum HExubuTop ¢ Ha Gera-

Jakramasy, srmousamn Richmond - Sykes trmose 110 11 TV o M%Tbaetam

3ama3sBa I pasmIpsaBa aHTHMIKPOOGHHN CIEKTRP HA AelicTBIS/Aid- b&wmxmmm

cpemly pemna GakTepHIl NPOAYIMpal GeTa-taxramasi. Sufbacidr g \\
a‘ *e ,.. H £
.;,?;h ]

IIHXII6IITOPI~I€1 AKTHEHOQCT CHPAMO KIHHHYHO 3SHaYHMITE TINa3zm

GeTarakTaMasii, BOACIH Hail-uecTo mo PE3UCTEHTHOCT.




Ampisuicillin, xaro xomOuHaumMs. nphTexaBa CBONCTBA HA INUPOKOCHEKTBPEH
aHTHOUOTHK 1 OeTanakTaMaseH HHXUOUTOp 1 JeicTBa OakTepHLIAHO COPAMO
FPaM-IOAMKUTEIHE, YyBCTBUTENHY Ha aMNULIIMH MHKPOOPTaHH3MH M IIAMOBE.
npoxaywipan  GetanakraMasim kato: Staphylococcus aureus. Staphylococcus
epidermidis (BITFOUMTENHO NEHNLIAHH-PESHCTEHTHII W HAKON  METIIIHIIH-
PE3UCTEHTHN 1aMoBe), Staphylococcus saprophyticus, Str eptococcus faecalis
(Enterococcus). Streptococcus pneumoniae, Streptococcus pyogenes. Streptococcus
viridans: rpaM-orpuuatelIHl MpKpoopraHmMmn kato Haemophilus intluenzae.
(mpoayudpaliy 1 Henpoaylipaiti Geradakramasu), Moraxella (Branchamella)
catarrhalis. Neisseria gonorrhoeae. Neisseria meningitidis. Escherichia coli.
Klebsiella sp. (BCrukim nosnati maMoBe npoayinpat 6erta-;1aktamasi). Proteus sp.
{(IIIOM-TIO3UTIBHI 1 WIIOM-HEraTHRAN MIaMoBe). Enterobacter sp.. Acinetobacter
calcoaceticus; aHaepoOHE MuKpoopranisMi kaTo Clostridium sp., Peptococcus sp..
Peptostreptococcus sp.. Bacteroides sp.. sBkmountenno Bacteroides fragilis.

5.2, DAPMAKOKMHETHYHU JAHHHK

Clen  mapeHTCpasHo NPHI0KEHUC Ha Ampisuleillin OCHOBHHTE
(hapMakoKiHeTHUHN NapaMeTpn Ha ampicillin ¥ sulbactam ca Gamzxn 10 Tesn
MOJVHEHIT TIPH CAMOCTOATETHOTO 1M TIpILTaramne.

Caen HHTpaMYCKYAHO mpillokeHle Ha Ampisuleillin mMaxciiManHI CepyMHI
KOHUEHTpawn ce poctHrat 3a 30-60 MIiHYTIL a clen WHTPaBeHO3HO -
HETIOCPEACTREHO Cael TipuiokenneTo. Okono 20 % ot ampicillin 1 oxomo 38 % ot
sulbactam ce ¢BBP3RAT ¢ MIAIMEHUTE NPOTEHHU. CepyMHOTO BPEME HA [OTYHKIBOT
¢ okono 1 uac, HO MoXke na ObA¢ YNBKEH IPU NALUMeHTH ¢ yBpeaeHa (ulpeuna
bynxiuig, Ampisulcillin MpOHNKBA B MOBEWETO TENECHH TBHKAHN 11 TEUHOCTIH,
BITIOUUTETHO  [THTECTHHANHA MYKO3a., TMepHTOHEamHa TEYHOCT, MIOMETPHYM.
ANGHILIL, IPOCTATA, MABUKATA, XpaykuTe, KEpMa 1t Ap. TIpH BR3IAIEHIT MEHITHILI
IIPOHUKBA B JHKBOPA.

Ampicillin ce meraboumsnmpa 9acTHYHO DO NEHHUWILIAHOBA KHCETHHA, KOATO Ce
H31pHBA ¢ ypuHata, [IpeTspnaBa CHTCPOXENATAACH KPBLOBPAT 1 M3BECTHO
KOJIMHCCTBO ¢¢ eKeKPeTHPa B znpaxkseHuaTa. Sulbactam ne ce verabonauzupa.
Okoso 75-80 % ot npraoxenara goza Ampisulcillin ce maipupa B enpoMerien
BILT ¢ ypHHATA 1pes nhpaiiTe § yaca,

5.3. MIPEAKJHHHIYHA JAHHHA 3A BE3OITACHOCT

Ampisulcillin ce oTracs KpM ¢1a00 TOKCHIHNTE [IPETIapaTH.

Cirea eIMOKPATHO MOAKMKHO H umpawyc&yﬂﬂo [IpUiarage Ha MHIOKH H IBLXOBE
Wistar DLO (pecn. LD50) 0%3000 mgkg” . a crexn HHTPABEHO3HO [[PHIAraHe Ha
sk LD30 e ~ 3000mg. kg, x‘“""""""“’“‘““v
Cren 30 mateBHo HHTpaMycKysiHo nprutarane sa Ampisuleillin s OBLIP‘%HJII?
1000 mgkg' ma mmexose Wistar me ca ycTaHOBEHH HaHH ﬁg TOXgIIY
MOPQOIOTTTIHI I3MEHEHHA RBB BBTPEIIHHTE OpPraHH Ha TPETH EI Ie. ;:lénBO’mfgﬁ\
XeMATOJOTHYHATE 1 GHOXIIMHYHH TECTOBE Cd B TPAHMLATA HY EPMATa HM34g 5
NOKA3BAT JaHHH 32 TOKCHYCH eEKT Ha IPOAYKTA. v
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B ycroBugra Ha cy0OXpoHHWHA TOKCHYHOCT y KyueTa BHI'BI HE ca YCTaHOBEHH
JaHHN 32 TOKcHYeH edekT Ha Ampisuleillin cnen MHTpaBeHO3HO NpMlaraHe Ha
300me.kg”’ 3a nepuog or 15 auu. He ca ycTaHOBEHH JaHHH 32 HATOMOPHOAOTHYHM
H3MEHenld BBB BBTPEMIHNTE oOprann 11 alHOPMHH KINHIKO-TabopaTopHi
OOKd3aTes.

Ampisulcillin - He nposgBABa TOKCUYHO [MeliCTBHE BBEPXY pPeNpOLYKTHBHHTE
CrocOOHOCTIL Ha JKEHCKU M MBXKKI IUTBX0BE U 3afinu B 1o31 10 OBTI 10-BHCOKI OT
TepalleBTIYHITE 38 YoBeKa, Hama ovueBnnoHu maHHA sulbactam, xaxkto 1 ampicillin
A IPUTSKABAT MYTarcHeH U TepaTOreHeH e(ekT.

6. PAPMALEBTHUYHU JAHHHU

6.1. CIIUCHK HA TIOMOIIHUTE BEHIECTBA

Hsawva

6.2. ®PU3NKO XMIMHNYHN HECBBMECTUMOCTH

Ampisulcillin He ce Tprara B e€QHA CIPIHLHBKA C aMWHOIVINIKO3HAH HMOpaly
HHAKTHBIpaHe Ha nocieauute oT ampicillin, ITo ¢hiiaTa npuydHa He € XKERATENHO
cMecBaHeTo Ha Ampisuleillin ¢ Apyry NpoAyKTH B €IHA CIIPHHIIOBKA,

Ampisulcillin e HechBMecTHM  Ome ¢ TETPALUNCINHIL — aMQOTEpILIIH.
KAMHIAMIIMH, JITHKOMIILHH, €PHTPOMUIIIH., METPOHHAA30/. TOIIMIKCHH "B
HecwemecTiMocT 1w 3aryba Ha  akTHBHOCTTa € HabagaBaHa CplI0 C
AUETIILHCTEIH, XIOPTIPOMAa3HH, JOTIaMITH. Xernapiit, XILApaTasiiH.
XILAPOKOPTIOH, METOKITONpaMHa. TIpoxioprepasnH, HaTpren Oukapbonar. 5%
pasztBop Ha rarokesa (pll 2.7), mexcTpaHOBH pPa3sTBOMIL. PasTBOP HA BHTaMMH B
KOMIIEKC 11 BHTAMUH C, OKHCAUTENH, COMY HA TEKKY METATM, KAJIIIEBH COIH.

6.3. CPOK HA I'OJJHOCT
3 (Tpu) rOaIHH,

6.4. CIIENVAJTHY YCJITOBHUA HA CBXPAHEHUE.

[Tpit Temneparypa rog 25°C,

[IpUroTBEHUTS PA3TBOPI A4 ce [IPUIAraT BeaHara Wi 4o 1 yae cnen IpuroTIHe,
Jla ne ce sampassasar!

6.5. TAHHH 3A OITAKOBKATA.,
Croeraem ¢uakonn or 9 mi no 750 mg n ot 30 ml no 1.5 g 1 3 g Ampisulcillin: rio
10 Opos B kyTHA

0.6, [IPEITOPBKH ITPEJUW ¥YTIOTPEBA

Hawny Ha MpHroTRIHE:

3 UHIRPAMYCKYTHO NPUIOHCEHHE D %
Ampisulcillin ce pasTeaps CceC CTEPILTHA BOJA 3a [HXKEK /ﬁmr {1 \i‘?gf}
PA3TBOP HA JLIOKANH XUAPOXIOPIL. CIeN IPeIBapiTe.THO 113 hife da né}“ﬁ
38 CBPBXYYBCTBITENHOCT KBM IAOKAIH, JIHIOKAIH e rpoTiR ﬁa&aﬂ ﬂprfﬁ QA
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Kest CpappKanneTo Ha QuiakoHHTe OT 750 mg ce npuGapst 1.6 mi, KBM
¢hnakonure ot 1.5 g - 3.2 ml pa3rBopuTen U KbM (iakoHHTC OT 3 g — 6.4 ml.
[ToyueHiuaT pasTBop MOXe fa ce u3non3sa fo 1 yac cien pasteapaHeto. [Ipunara
ce ABIOOKO HHTPAMYCKYJTHO!

30 HHIMPABEHOSHO NPUAONCEHUE

HponyKTsT ce pasTBaps B CTEPHIHa BOAA 3a HHKEKWITH, 0.9 % pa3TBRop Ha HATpIIeB
NJIOpHA M ITIOK03a 5 % 11 ce H34akBa OO HONyyaBaHe Ha OuCTBp pa3TBOp 6¢3
BB3AYIUHI MEXypUeTa.

3a OUPEKMHA UHIMPAGCEHOSHA UHICEKIIA KbM ChABPKAHUETO Ha (aakoHuTe oT 750
mg ce npubass 5 ml pastBoputen. xKbM Qaakonure ot 1.5g - 10 ml u xbM
(aaxonnte ot 3. 0 g — 20 ml pasteoprre. [lprmnara ce 6aRHO Halfi-Maako 3a 5-10
MITHYTIL,

30 UHMPAeeHO3Hd UHGY3IUA - ChABPKAHUETO Ha (UIakoHa ce pa3TBaps B 5-10 ml
pasTBOpHTE I He3a0aBHO ce pa3pexia KakTo ciensa: ¢iaxonure or 750 mg B 25
ml pasreopritesn. oT 1.5g - 50 ml paszreoprren 1 ¢uakonnte ot 3.0 g — B 100 ml.
[ponrsmxurenHoct Ha nHQy3uara 15-30 MunyTu.

7. HME W AJPEC HA IITPUTEXATEJY HA PAIPEIIEHUETO 3A
YIIOTPEBA

Axtasuc EAJI

v1. "Atanac Iykop" No 29

1407 Codmist. Beimapng

8. PETUCTPALMOHEH Ne B PECTHCTDBPA ITO YL 28 OT 3J1AXM
Per, Ne Ampisulcillin 750 mg -~ 20010305/26.03.2001

Per. Ne Ampisuleillin 1.5 g - 20010306/26.03.2001

Per. Noe Ampisulcillin 3,0 g —~20010307/26.03.2001

9. JATA HA ITBPBO PA3PEIIIABAHE 3A YIIOTPEBA HA
JEKAPCTBEHUSA INTPOAYKT
KJIC 499/26,12.1990 1,

10. JATA HA AKTYAJNU3AUKWSA HA TEKCTA
HArvapn 2010 1.
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