NSNLIHUTENHA AT EHUYA no JIEKAPCTBATA
KPATKA XAPAKTEPHCTHKA HA HPOIYKTARpamia XEPAKITISDUCINLING HE npogykma - Nounosxenye 1

Kom Pea, Ne Pz o Yr.oa‘—/f
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1. HME HA JEKAPCTBEHHS ITPOJYKT 5
Ow T 03 18
Ospamox® QUICKTAB. 1000 mg, dispersible tablets Paspeuterue e 3/'Jm
Ocnamoxe QUICKTABR, 1000 mg, aucnieprapammy ce Tadierku
OYOTPBHUE e oservvvssevseensensens. o ] :

2. KAYECTBEH H KOJUYECTBEH CHCTAB
Ospamox” QUICKTAB chIbpska aMOKCHIIHINE TPHXAAPAT, CLOTBETCTBALL Ha, 1 rpayt aMOKCHIANIM,

34 IBANEA CORCHK Ha MOMOIIHEATE BEINEcTBa, BHKTE TOUKa 6.].

3.  JEKAPCTBEHA ®OPMA

Jucneprupaina ce TabaeTka.
[Tpoaparosara, ABOIHOMSMBKHANA GAN4 RO KEATCHHKABA TAabIeTka, © ASMHTEANA YEPTa,

}ICJ'IPI'DEHHHTR qepTa ¢ CaMo 34 YISCHABAHE HA CUYINBAHETO, 38 MO-NECHO NOTARHIANE, & HE 34 13
paznenda Ha paBHE JO3d,

4, KJHMHHYHH JAHHHA
4.1 TepanesTHuHN DOKA3AHHSA

Ospamox” QUICKTAB e npepuasuadcH 3a epopaniio JeNeH e Ha CIeIHWTe (axTepHanHi

HH{IeKUAY TPHYHECHK OT TyBCTRHTENHH HA aMOKCHITHANE Narorend (Bx. Toyka 5.1)

*  Undexiyy Ha TOPHATE JHXATENHH THTHINA, BKYHOUBAIIY HHGEKINH Ha YIINTE, HOCA H IHPIOTO’
OCTBp OTHTHC METHA. OCTh] CHHYIAT H JOKYMEHTHDAI CTPEHTOKOKOR TOHIMITHT, IPHUHAEH 0T
rpyna A Gera-XeMOANTHIHH CTPETITOROKY

+  Hadexuun ga JoMHUTE AHXATEAHN RETHIA, 0CTPa eK3atepOaus Ha XporuteH GpoHXHUT,
npHAeOHTa B 00IECTBOTO ITHEBMOHUA
Hnderuns Ha AOMHATE [IHKOYHE HE I, HUCTHT
IMpodunakTuka Ha CHIOKAPANT

o JlgueHue Ha paHe JOKAIHIHpaHA HIIH PAHO AnceMuHHpaHa Jafinicka OORECT, acOLHMPANa c
erythema migrans (cranui 1)

o  Epamnxaitus ya Helicobacter pylori 1pH noaxoasing KoMGHHALNS © APYT auTHGAKTSPRATICH
ATEHT ¥ HOJXOJALL IPOTHBOAIBEH NPOJAYKT NIPH BL3PACTHH naMeHTy ¢ A pylor: cBBp3aHYM A3BU.

HeoBxoumo e crobpazapane ¢ oduIHATHATE MECTHY Ipenopski (Hanp. HAUHOHANHH PEOPbKH) 34
EpaBuiHa yOoTpeGa Ha aHTHOAKTEpHANHYT OPELCTEA.

4.2 Jo3upoBKa I HAYMH Ha IPUAGKEBHE

CHITECTBYBRT APYFN TPOAYKTH. CHABRAENNT AMOKCHIHIKHE B TO30BH GOPME, MOAXOAAILM 32
HO3UPOBKH HAK 2 g AHEBHO, KAKTO I TAKNHDA B ASKapCTBEHH (HopMH, MOAX0IIIIH 32 Jena.

Jlo3HpoBKaTa Ha aMOKCHLMINE 38BHCH OT BB3pacTTa, TENECHOTO Teriao ¥ Ob0peunara GyHKIMA Ba
MAIWEHTA, OT TEKECTTA ¥ FOKNIN3ANUATA HA HHDEKINATA, KAKTO M OT NOAOINPAHHS HIH IOKa3aH
OaKTepHaneH UpHINHATEN.




TabneTkara MOXe Ia C¢ M3M0/3BA I10 JBa HaurHa. Moxke IEPBO A4 A pa3TBOPHTE BEE BOJA U Clek
TOBA Jia A H3NUETE HIH A2 1 NpHeMeTe JUPEKTHO ¢ Bofa. TaGaeTkHTe Morar Ja GBAAT CIyNEHH, 32 Ia
C& YACCHH IOTIBINAHETO WM.,

Ospamox® QUICKTAB Mosxe 1a ce IpHeMa IPexH, o BPeMe HIH CleX XpaHeHe,
P p P p

Jledepue Ha HHbexEN’

ITo npHHLAN NeYeHHeTo TPAGEA Ja PONEKE 2 K0 3 THH Cek OTIIYMABAHE Ha CHMOTOMETE. IIpn
AHQEKUHE, TIPHYHEHEHN OT GeTa-XeMOAHTHYHHE CTPENTOKOKH NedeHHeTo TpAGBa Na apoasaxu 10
AeHa, 32 12 ce NIOCTUTHE epaNHKatmns.

TTapenTepanHaTa Tepanua e MoKasana, ako MEPOPATHUA BT HA IPHIGKEHHE C& CIHTA 38
HEIIPYIOMKAM HIIH HETIOAXO AN 3a YIOTpeSa K 0coGeHe IPH CICIHO ISISHNS HA TERKR Hidexuus

Bu3pacmnu u dena na evzpacm Hao 1.2 2odunu
Obnyainara foza ofxpallla HETepBaNa oT 750 Mg 10 3g aMOKCHIMINE THEBHO & ABa MM Tpu
TIpHEMa.

Chreyuaanu npenoporll 3a dozupane

Tomsunur: 1 g ABa ORTH AHeBHO. IIPOALDKUTENHOCTTA HA TEUCHHETO Tpi#GRa 1a Ohje 6 Anu

Ocrpa exzanepbauist Ha XpoHUYHIA GPOHXHT NMpH BR3pacTHY' 1 g NBY IBTH AHERHO

TlpunoGura B 06iecTBOTO NHeBMOHKS 1 £ TPH OBTH AHEBHO (Ha peexy 8§ vaca),

Jlativexa Gonect (M3onupana erythema migrans) 500 mg no 1 g Tpy eTH AHEBHO B IIPONBKEHNE HA
14-21 mum.

Epanuxanus ga Helicobacter pylori: amoxcauminy 1 g ABa DRTH THEBHO, B KOMOMHAIHS ¢
KnapHTpoMuIEH 500 mg ABa eTH AHEBHO W oMenpasox 20 mg UM Rarzonpason 30 mg Xsa HETH
IHEBHO B NMpoAbLAcHUE HA 7 — 14 nuu. Fpu nonmynatmm ¢ noseye ot 20% pesHCTEHTHOCT KBM
KIapHTPOMHLMH Tpa6Ba fa ce 0OMHCIH anTCPHATHRHEO ACHMEHHUE,

Hauuenmu ¢ HANPEOHARa 8b3paC
Jlo3HpOBKATA € KaTo Ta3y NpH Bb3PACTHH. OCBEH [Py HaNHYMe Ha Hapymexd SxOpeuna Qyaxuus,

go:mgoska npu HApyidiena 6’]’)622'”“1 QEHKI;IM

Josata Tpabea Da 6B HAMANeHa NPY RANKCHTH © TEKKO YSpexaHe Ha Onbpeanara byuxmus. [pn
HauueHTd ¢ OLOPeUcH KIMPERHC No-Mansk oF 30 ml/min ce NpenophUure yBenHIABAES HA AO30BHA
HHTEPRAT WIH MOHIAKABAHS CIeBAIIMTS NO3K (Bx, Touka 4 4},

B cmyuaii Ha GROpesTHA BeIOCTATRIHOCT HE MOTAT JIA 06 IPMIATAT KPATKOCPOYHHE TePAeBTHIHY
KYPCOBS ¢ €{HOKPATHA 1034 0T 3 &

Buspacmuu (SKmiouumento nayuenntu ¢ Ranpeduand eoipacmy)

Kpearnsueos RIHYEEC Tlosa Hureppan MeRIY
ml/min TIPUIIKEHILTA
>30 He ce Hanara kopexims,
Tlonosruara ot o6ruaiinara
- 2
1030 034, 12h
<10 Hononpyara ot ofuuaiinara odh
Jlo3a,

Thpn sesomannaa: 500 mg pafsa xa FrAAT TPHACKSHN B KPad Ha JHAANIHATA HPOLCHYPa.

™




[IpodunakTnka Ha eHI0KAPIHT

2 -3 g aMOKCHINKH MEPOPATHO IUH YAC NPEIH XUPYPIHYECKaTa IPoNenypa.

33 MOmbIHUTEIHY ACTAIH (HAllp, 38 IOCTONEPATHBHA aHTHOHOTHYHA PO HAAKTHKA) 1 OTIHCAHHE HA
PHCKOBUTE NALHEHTH TPAOBA A3 C¢ HAIPaBH KOHCYATAINS ¢ MECTHUTE OUHHATHE NPeNophLH 38
npodHIaKTHKA HA eHIOKAPIUT

4.3 YlpoTrHBONOKA3AHMSA

Ospamox™ QUICKTAB ¢ NpoTHRONOKA3AH (P MALHEHTH CBC.

s  CBpPBXYYBCTBHUTEIHOCT KbM NCHHIMAHH, TpaOBA A2 €& HMa APSHBNA KPhCTOCAHA ANepriiHa
peaxnys KM -NaKTaMHy aHTHOMOTHIH KaTo HehanocnopHan

»  CepPBXUYBCTBHTCAHOCT KbM HAKOS OT MOMOL(HKHTE BEIHECTRA.
4.4 Chenmanuu npeaynpemiedus i OpeANasHy MepKIt NpH ynorpeda

Tipenu 3ar04BaHe Ha JCUEHNE ¢ AMOKCHITNINH TPAGRA Ha e HPOBERE BHHMATLIHO IPOYYBaHE 34
HACTEIWH B MUHAOTO PEAKIMH HA CBPEXUYBCTBATENHOCT KEM NEHHIABNN U 12()ANT0CIOpHIN.
TpaGea Aa ce ¥Ma NPefBU KPECTOCaHaATa CBPEXYYBCTRMTENHOCT {10 % - 15 %} ¢ nethanocmoprum
ma chOGIIEHMS 32 CSPHO3EH H B OTHEIHE clIydau (aTalHHi Peakiuy Ha CBPBYTYBCIBHTEHOCT
(anadunaKrOHHM ) IPH NANUEHTHTE HA NEHCHHE ¢ ICHHLIME,

Tesy peakiis HACTBHBAT C O-TOAIMA BEPOATHOCT IIPK IIALMEHTHTE ¢ aHAMHE3R 32
CBPBXUYBCTBHISAHOCT KbM GETA~IaKTAMHHE AHTHOMOTHLH

Tlprm nanMeHTH ¢ yBpexxpaHe Ha OnOpenuTe. eKCKPEUMATa HA AMOKCHURANE e Ople 3abapeHa u B
3ABMCEMOCT OT CTEMEHTA HA YBPSKIAHETO MOKE A% ¢€ HANOMKH X3 ¢& Hamamu ofiiara JHEBHA 1033
{Bik. Touka 4 2)

Hponbnxcmenﬂara ynorpeﬁa Ha aMOKCHLIMIIHH B HAKOH CIYYan MOKE Ia ZOBCAC A0 CBPBXPacIe:K Ha
HCYYBCTBUTESIIHA MHKPOOPraHu3MH HITH re6raky. Caenosare HO NauucHTHTE mﬂﬁna Jna Gboar
BHUMATCHHC HAaGmi0NapaHy 3a C}'HEPHH(I)GKHHH

YecToTATa HA aHa(lmna!cchr{ INOK H APV TCKKH aepTUYHE DCAKIHY ¢ pAiKa Cleh nepopaneH
NpHeM Ha AMOKCHITHIHH, B'I:HpeI(P[ TOB&. JIPH HACTBIIBAHE HA TAKKHBA pCAKIHH TpﬂGBa na Oppar
OpeANpHETH TOAXOMAIIH MEPKH 33 COCHEO JCUSHNEe' HHTPABSHOZHO HPHAMKEHHE Ha eNHHepPHIL,
MOCNEeABAHO OT AaHTHXHCTAMHHORY HQKAPCTRA, ofeMHO 3aMecTBate i TPHIOMREHNS Ha,
roKoKopTHKOHH, TlanuenTuTe tpyfea Aa OhAaT HOCTAREHH NOK CTPOTO HAGMONEHHE H TIPH
HEOOXONUMOCT H1a C& HPHTOKAT TONBIEHHTSIH T¢paAlIeBTHIHN MEPKH (H3KYCTBEHA 56!10).1}]05!—1&
BEHTHAALAA, KHCGIOPO).

HannuueTo Ha BHCOKE KOHHGHTPAHRMA HA SMOKCHIHIEY B YPUHATA MOXKE Ja IPHIHHE MPeUHIHTALHA
Ha OpOAYKTa B YPUHAPHETE KateTpy. 10 Task mpyumHa xareTpute TPAGea fa GuIat H3CHeIBaHT
BU3IYANHO HPE3 HETEPBANH OT BPEMe.

Hpﬂ BHCOKH NO3H ’I‘pSIGBa T4 Ce OB AY 4JSKeaTeH IPHEM HA TeHHOCTH W OTACAAHE HA YPUHA, 33
Jia ¢S HaMaH N0 MHHHMYM BB3MOKHOCTTA 34 NPCIU3ZBHKAHA OT AMOKCHLIMIANH KPHCTAIY UL

Ospamox” QUICKTAB Tps6pa Ia ce ¥3M0/38a ¢ MOBUIICHO BHAMAHNE [IPH NAUHEHTH ¢ BUDYCHHM
AH}EKUMR, 0eTP2 NuMPONNTHA NEBReMUS UK MRGEKIHONHA MOHOHYKIE034 {FIOPaH NOBHIICH PUCK
OT EPHTCMATOSHH KoK 0GPUBK),




Tpu mosia Ha TERKA U HEPCHCTAPAINA Auapus TpabBa Ia e HMa NPeABHI NCeBI0OMEMOPAHO3eH KONHT
(8 moBedeTo ciyyan npuaureH oT Clostridium difficile). B Taxupa ciydan npuemMsT Ba Ospamox™
QUICKTAB Tpatsa g1 GbA¢ NIPESYCTAHOBEH K Ja C¢ 3AII0YHE ANEKEATHO ASUCHHE (HAND : BAHKOMHULHH
4 x 250 mg nepopanuo).

Kakto 1 npu ccradanuTe GeTa~-naKTaMHH aHTHGHOTHLY, B CIyYaH Ha Tepalss ¢ BUCOKH JO3H TpabBa
Ja ce MOHMTOPHpa KPhEHATA KAPTHHA

Teparnus ¢ BHCOKH J030 OeTa-NaKTaMHH aHTHOHOTHIM IIPH MAIHEHTH ¢ 60petHa HEA0CTaTEYHOCT
HITH IPAMAABUH B aHAMHE3ATA, KAKTO H ISKYBAHA SMHACICHA ¥ MEHUHIHT, MOXKE B HIKOH CIIY4au Jd
HKOBeIC AC NPHIaKBIM.

Ilosarara Ha TeHepaIn3HpaHa ¢pUTeMa ¢ TPEeCKa M NYCTYNH B Ha1al0TO HE JEUSHUETO Tp}IGBa Ja
OpCIH3IBHKA CEMHSHUES 34 TEHEPAIN3NpaHa OCTpa EK3aHTEMHA IYCTYI03d, TAKHBA Ciydan yamaraTr
TIPEKpATABAHS HA TEPallngTa, a OBIeIo TIPHNOKCHHS HA AMOKCALENH ¢ MPOTHROIOKAIAHO,

Ospamox” QUICKTAB craspixa aciapram (E951) i Tpa6pa Aa ce HMOM3BA C OBHINGH( BHUMAHNE
npu nAnHeHTH ¢ GeHHnkeToRYpUA. TIPH XOMOIAFOTHHTE AUMEHTH ¢ (JSHNAKETOHYPHA KONRYECTROTO
Ha ()eHHNaNaHuH, KOSTO ¢ JOCTABSA OT acnapTaM, Tpsa0Ba Ja Ce BRAIOYRA B M3UHCICHMATA IIPH
H3TOTBAHETO HA NHCTHIHU PEICHM.

Tpy emHOBpEMEHHHS IPHEM Ha AHTHKOATYAAHTH C AMOKCHLULIMHE MOJKE A& C¢ HAIOMH KOPEKUMA Ha
J03aTa Ha aHTHKoarynauThTe (B, Touka 4.5).

CroitHOCTHTS HA METOTPEKCAT B CepyMa TPADRA Jla C& MOHMTOPHPAT BHUMATENHG MK
CAHOBPEMEHHMS MY IIPHEM € AMOKCHUETHE (B3, TO4Ka 4.5),

4,5 BzaumopneicTeIe ¢ APYTH AeKapcTEBEHH NPOAYKTH ¥ ApyrH (hopmy Ha B3anMogeiicTEHe

CENBTCTBAIM JTeUeHHs, KOHTO Re ce MIPenopeHeat

Anronypunon

EnHOBpeMeHHHAT NPHEM Ha ATCIYPHHO MOKE J& JOBEAE A0 MOIBA HA KOMKHI AACPTHYHH PEaKLUU H
[0 Ta3H MPHYHHA HE CC NPENopLuBa.

Huzorcun
Br3MoxHA € noBumeHa afcopOuus #a JHIOKCHH IPH SAHOBPEMEHID IPHACKEHHE ¢ AMOKCHLAIHNH H
KOPEKIHA Ha f03aTa Ha AUTOKCHH,

Anmuroazynanmu

EzHOBpEMEHHHAT RpHEM Ha aMOKCHITANNH ¢ AHTHKOATYIIAHTH OT KyMAPHHOBHSA KIAC MOXKE 3 A0BENe
10 YIBDKABAKE HA BPEMETO HA KhpheHe. MoXe fa Ce HaNOKH KOPEKUAS Ha 103aTa Ha
auTHKOAFyHarThTe (MK, Touka 4.4), IHaunTeneH Opoit cpOf1HEHN IOKAIBAT HOBUIICHA
AHTHKQACYJAHTHA AKTHBHOCT TIPH MANNEHTH, npuenMaty axtufuoTiun Mudernumosnuar u
BB3MAAMTSNHHAT TIPOUEC, BE3PACTTA M OBMOTO CLCTOAHMS HA MAUHEHTA CE OKA3BAT PUCKOBY (akTopH.
Tput resn ofcToATEACTRA € TPYAHD A C& ONPEAeNH A0 KonKo HapymenseTo Ha INR ce anmixu na
HHGCKIENTA U 10 KOJIKO Ha HeHHOTO Negenue, FI3ReCTHO €, Ye NpH HAKLOH TPYIH aHTHOHOTHIH
HAPYHABAHETO HA KOATYJIALHATA & IO-HIPAICHD, HAOp. GIYOPOXHHONOHHTE, MAKPOIUAUTE,
TCTPAYMICIHHETE, KO-TPHMOKCA304 H HAKOH IIC(I)BJIOCHOPI/IHK.

Memompexceam

Hma coob1yerns 33 B3aAMOAeHCTRYS MeXKTY aMOKCHUIMIHH H METOTPEKCAT, KOMTO BOIAT OO0
TOKCHIHOCT Ha METOTPEKCAT lei TIGIHACHTH., KOUTO IMPHEMAT ¢AHCEPEMCHHO aMOKCHINIIHH H




METOTPEKCAT, CEPYMHHTE CTOHHOCTH Ha MeTOTpeKcaT TpACEa 2 ce MPOCACIABAT RHEMATEIIHO.
AMOKCHIIIANH MOHHKAaBA GEOPeUHHA KINPEHC Ha METOTPEKCAT, BEPOATHO YPe3 KOHKYPEHLHA 34
ofIaTa TYGyNHa CHCTeMA 33 cekperus {Bx Touka 4.4),

Hepopannu xopMonanuyu KOHmpayenmusy

TpunoxesneTo Ha AMOKCHIMAMH MOKE IPEXOOHO JA TMOHIGKH IAA3MEHUTE HUBA HA €CTPOFCHH H
HOPOreCTepOH M MOXE A NOHIKH c(HKACHOCITA H4 HEpOpAIHHTE KOpTHROCTepouan Ilo Tasm
NpHIRHA Ce HPeHOpPRYBa A2 CE B3GMAT AOMBIHHTEANH HEXOPMOHAIHY KOHTPAENITHBHI MEPKH.

Hpyeau hopau na e3aumodeticmeusn:

+ dopcupagaTa TUYPe3a BOSH M0 MOHMKABAHE HA KOHUSHTPAUHHTE B KPHETA YPE3 NOBHIIEHO
eMIMEHHPAHE Ha aMOKCHLEIIHH,

¢ [IlpenopruBa ce npH H3CACABAHE 33 HAIMMHE Ha INIOKC3a B YPHHSTA 110 BRSME HA JICUCHHE ¢
AMOKCHIMIME Ja He ce H3NOJI3BAT eH3MMHH TWIOK0300KcHIasHH Meromn. Ilopamu encokara
KOHIEHTpAuUs Ha aMOKCHIMIMH B YPUHATA NpH H3MOA3BAHETO Ha XHMEYHH METOJH YeCTO Ce
OTYMTAT DANIIHBO NOMOKHTETHI PE3yNTaTH

¢ BbB BHCOKH KOHUSHTPALMM aMOKCHIMIMH MOME O TOHWKY PE3YNTATMIS OT H3CReABaHe Ha
CEPYMHHTE TAIOKO3HH HHMBA.

*  AMOKCHIMITHH MOE Ja IOBAUAC TECTOBETE 32 TPOTEHHH. KOFaTo ¢ HINQM3BAT KOJIOPUMETPIHHE
METOMH.

4.6 bBpeMeHHOCT M KbpPMeHe

AMOKCHIHIME TIPeMIHABA HPe3 NNaueHTara H )eTATHUTE a3sMEHH KOHUECHTPREIH Ca
nprbnusyuTenHo 25-30% oT mIasMeHuTe KOHUSHTPALMH I1py MalikaTa.

Jaunute 0T orpaHryeH Opoit excrrosupann 6peMeHHOCTH He NOKA3BAT, 96 AMOKCHIMIIEH 0Kka3Ba
HeGNaronpUATHO BIFAHAC BEPXY OPEMEHHOCTTA HAH 3xpaseto Ha (eryca/mopopolenoto aere Mo
MOMEHTA HAMA APYTH PENCBaHTHH eMAACMHOJOTHYH ZUHHH, EXCHepiMCH T4NHITS NpoyIBaHus IPH
’KHBOTHM He OKAZBAT NPSKO HITH HENPAKO BPSHHO BE3AeHCTERE BLPRY DpeMeHnocTTa,
eMOPHOHATHOTO/DETANNO PAIBATYHE, PAKEAHETO WK TOCTHATANHOTO paseutHe (Bx 5.3)
IMpennucraneTo HA GPeMEHHY sKeHu TpIOpa fa GRAC ¢ NOBAMIEHO RHHMAHRHE,

AMOKCHIHIINA ¢€ OTASHS B KbpMara, Jlocera He ca cho0IaBaHH BpeluH eeKTH 3& KbpMadeTo Crel
OpHEMaHe Ha AMOKCHIMIEH OT MaixaTa AMOKCHLIHIIH MOXS 14 C& E37I0M384 [IPE3 NepHota Ha
kepMere. [Ipn nosea oGaye Ha CTOMAIHHO-UPEBHN HAPYILEHEA (AHapHd. KANARA03a HIIH KOXKEH
00pHB) ¥ KEPMAUETO, KbPMEHETO TpAGBA HA C¢ NPEKpaTH.

4.7  Edexri popxy cnoceGHocTTa 32 modupade u pabora ¢ MAMIHHH
Ospamox® QUICKTAB ne nosanssa cno¢oSHOCTTA 38 Wodupase 1 padora ¢ MaUIHH.
4.8  Hemenanu JekaperBest peaxuyy

B Ta3i Touka HEXeNaHHTe PEariiig 32 ne(HHIpaHH KaKTO clejsa’

Yecru: (=1/100 xo <1/10)

Heweera:  (>1/1 000 no <1/100)

Penru: (=1/10 000 no <1/1 000)

Mueoro peaKH, BRIIOYATENHO H3onnpam ¢pobmenns (<1/10,000), c nenssecrra YecroTa (0T
HATHIHNTE JAHEE He MOXKe Ja ObJle Hanpapena OLCHKA)

Huderunn 1 nubecrauny

Hevecmu
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CYHEDHHQ)EKHHH H KOJIOHH3aHA ¢ PEBHCTCHTHI MHKPOOPTABNIMH MITH re0MYKH KaTo Opaltia HIn
BarvHaNnHa KaHgHg03a Clel NPpOABICKUATENHA H [IOBTAPALLIA €& ynm‘peﬁa Ha AMOKCHIHITHH.

Ha[!!lllel-lllﬂ Ha KPLBOHOCHATA H .FIHMQHH CHCTEMH
Peoxu
Eosuaodumus 1 XeMOINTHYHA AHSMUA

Muozo pedru

Jlepronennus, HEYTPONCHHS, TPAHYAOIHTONCHHA, TPOMOOINTONCHMA, TAHUUTONCHHS, AHEMHS,
MHUEOCYTIPECHS, ATPAHYTOUMTO34, YABIKABAHE HA BPEMETO HA KBPBEHE i VABIKABAHE Ha
OpoTPOMOHHOBOTO BpeMe. BeHyIH Te ca oGpaTHMH NpH NpekpaTABAHE Ha NEHCHHETO

Hapyinerus Ha UMYHHATA cHCTeMA

Pedxu
OTok Ha NapuHKCa, cepyMHa OONECT, AEPrHYEH BaCKYIHT H aHathaKTHICH HIDK

Hapymenun na sepsnara cucrema

Pedwu

Edexrn ot crpana Ha LIHC BRIIOYHTENHO XUNIEPKAHE3NA, 3aMaRHOCT ¥ I'bp4ose. I"bpIoBETE MOTAT Jla
ce TIOABAT NPH NANMEeHTH ¢ HapylieHa Ob0peyHa QYHKIMS, eMETIeNcHs, MeBHHTHT WIH IIPH
NaHEHTHTE, KOHTO [TOJIY4YaBaT BHCOKH JO3H

CToMalnHo-YpeBHI HADYINEHKA
Hecmu

Onnakeanus OT cTpaHa Ha cTOMaxa, rajieHe, 3aryba Ha aneTut, HoBphIaHe, GIaTyAeHIIN. MEKU
H3NPaXHCHUA, ANApHA, cHauTeM (0co0eHo B 06NACTTA HA YOTaTa), CYX0Ta B YCTAT4, HAPYHISHAS Ha
Bkyca Tesu edexts BLPXY FACTPOMHTCCTHHANHATA CHOTEME B FOMAMA CTETISH €& JIGKH 0 TEKECT H
YeCTO OTIUYMSABAT IO BPEME HA JICUECHUETO H MHOTO CKOPO CIISH 2aBhPHIBAHE HA TEPANHATA
YecToTara HA TE3H HSKENAHH PEAKIHY MOKE KaT0 A0 Ja ce HAMAM Ype3 NpHeMate Ha
AMOKCHLMIIHH IO BpeMe Ha XpaHeHe.

Pedrcu
OnBeTABAHETO Ha NOBLPXHOCTTA Ha 3B01Te (0COGEHO MPH MINON3RAHE HA CYCHIEH3NATA) € PAIKO.
OGHKHOBSHO MPOMAHATA B IBETA MOXKE JId ¢¢ ApeMaxHe upes H3MIBage Ha 3n0uTe ¢ verka.

Mruoza pediu

Tph noARa Ha NIePCHCTHpATIS AMapHs TpAGRA 12 ce 00CTHIH MHOTO PANKATA RBIMOKHOCT 34
neeBaoMeMGpanoseH komur TIpHAaragere ¥a NoKapersa DOTHCKALIM NePHCTANTHEATA &
TPOTHBOLIOKAIAHO,

IouepHaRaHe Ha €3AKA,

XenarohuauaApHy Hapy ey
Henecmu
VMEPEHO i NPEXOIHO MOBHINERAHE Ha HEPHOAPOBHITE CHIHMN

Pedry
Xenarpr H XONeCTETHYCH MKTep

Hagy DLEHHE B KOMATA 1 NOLROREATA ThHEAH

Wecmu
Kouam pearign Rare eR3aBTed, URYPRTIYC, YPTHEADIA, XApakTepHUIT MopOuImbOpMeH ex3anTeM
BacTEIEa S ~ 11 gena caen Havanoto Ha reveHuero, Hesabanrara Nosua Ha yprukapus ¢ Gener sa
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aNeprHYHa PCAKUHA KbM SMOKCHIHIHHE U IO Ta3H NPUYHHA JICTECHHCTO TpﬂﬁBa Ja Cce NPeYCTaHOBH

Pedru (sac cougo moura 4.4)

AnrnoeneM (efem Ha Kpunke). eprieMa MynTadopMe eKcyIaTHBYM, OCTPH eHepalu3upaHd
nycryan, Curapom na Lyell, Cunapom na Stevens-Johnson, TOKCHYHA eMHIepMaTHa HEKPOAH3A 1
6ya03e” H excoIAATHBEH AEPMATHT.

Hapvmenus Ha 6s0pewnre
Peoru
Octsp pETepoTHIHANCH HeGpuT. KpHeTamyphs,

Oty Hapywenss W eeKTH Ha MACTOTO HA NPHIIMKeHe
Peodxu
JiekapCTBEHA TPECKA.

4.9 IlpemosupaHe

CHMOTOMH HA Opea03HpAaHE
AMOKCHIMITHH KaTO IA70 HE ¢ CBRP3AH C OCTPH TOKCHYHH ¢dexts Jopy OpH cilyyaiHo npHeTH

BUCOKH H03H [peno3upaHeTo MOKE N2 JOBEIE O CHMITOMHU KAl CToMaBo-upesHn, 6u0peytn
HEBPONICHXHYHI HAPYIEHMA H HAPYIIEH Gajqanc Ha TEUHOCTH M eierrposnty, [IpH nanyenTH ¢ TexKo
yepezena 66peuna (yHKIIs MACHBHOTO [IPSHOUPAHE MOXKE Aa AoRene A0 Oeniean Ha OnOpedna
TOKCHIHOCT, BR3MOZKHA ¢ 0SB Ha KPHCTaAypHA

JleyeHue Ha OPefO3UPAHETO"
Hsva cnenndurdes aHTHIOT 32 IPEA03HPAHE C AMOKCHIUEAHH.

JleveneTo ce CHCTOM HA IBPBO MHECTO B IIPHIATaHe Ha aRTHBeH BBIVICH (0OHKHOBEHO HE ce Haara
CTOMaIIEA IPOMHBKA), LI CHMOTOMATHYHO Jederrte, OcodeHo rHManye Tpadea fa ce o6LpHE Ha
BOOHHA H CACKTPOJINTCH GandaHc Ha DAlHeHTHTS

AMOKCHIHIAH MOE Ja C¢ CJIMMUHHPA Mpe3 XeMOMHanMsa,

5.  ®APMAKOJIOITHYHU CBOWCTBA

5,1 DapMakoIHHaAMHYHH CBOHCTBA
ATC xoc JOICAO4
DapMaKkoTCpaNeBTHYHA Ipyna’ B-iakrasui aHTHOAKTCPHANHHE CPCACTEA

O6ur cpoifcTBa
AMOKCHIMTHH ¢ aMEHOOCH3IINCHAIINE, KOHT0 uMa GakTepHIMaHO AelCTRHE Ype: HHXHOUpane HA

CHHTEC32 Ha Gal{‘fepﬂﬁJHHHT& KAeTHUYHA CTCHA

MexaHu3pM Ha PE3NCTEHTHOCT
Baxrepuure MOrar a GbIAT PESUCTEHTEN KbM AMOKCHLIMANH (A TaKA CBILC M KbM AMITHIIHIIHE) 9pe3

TpOIyEHpase HA GeTa-NakTaMasd, KOHIe XMAPOIH3UPAT AMIHONCHHIAIHRATS (XHAPOIN3a, KOATO
Moe na OnJle HHXUGUpana OT KIABYIaH0Ra KHCENHHA), 4pe3 IPOMEHH B IICHHITHIIHE-CREP3RAIINTE
Hpo’r&ﬂﬁﬂ. TIORAIH HENPOITY CKAHBOCT 34 .TI(?KapCTBOTO HiIN B pE3YNTAT HA MEXaHH3MH. H3XBBPIANN IO
OT KASTKATS B eME MHKPOOPTAHHIBAL MOXE A2 CHIICCTBYBAT SAHOBPEMEHHO ¢AMH HIIH HOBEUE OT
TE3H MEXAHMIMH, KOSTO BOAM AO TPOMEHIRBA H HENPEACKA3yeMa KPhCTOCaHa PESHCTSHTHOCT KbM
Hpyri 6eTa-HAKTAME H aHTHOAKTEDAIHN NGKAPCTEEHH CPEJICTBA OT APYTH KIACOBE.
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EUCAST 2008 (ver. 1.2)

Hatoren I'panuin HA YYBCIBATETHOCT
Enterococcus 4/8

JpyTH cTpenTOKOKH 0.5/72

H. nfluenzae 1/1

M catarrhals 1/1

N memmngitidis 0.12/1

Gr (-) apacpoln 0.5/2

Gr (+) aHaepobn 4/8

Hecnppaauu ¢ onpeseneH BHi IpaduIm 2/8

UyBCTBHTEAHOCT.
PasnpocTpaHeHHETO HA PE3UCTEHTHOCTTA MOXKe J2 C& MPOMEHA € reorpadickoTo NoNomKeHne 0

BPEMETO 33 M3OMHPAHUTE GaKTepUaNHH INAMOBE H 3aTOBa & HeoOxoauma nokasnia mwropmanug 3a

PE3HCTEHTHOCTTA. 0COOCHO TIpH jleueHHe Ha TexkkH nH(eknun. pn yeofxonumoct Tpabea xa 6e0e

NOTEPCEHA EKCIIEPTHA KOHCYNITAINS KOTATO AQKANTHOTO PasnpoCTpaHeHIS Ha PEIHCTEHTHOCT ¢ TaKkoBa,
Y€ IoN3aTA OT JIEKAPCTBEHMS IPOAYKT IIPH TIOKE HAKONKO BHAA HHQEKIHN ¢ TOCTABEHA Ao BBIPOC,

MuxpoopraHH3IMH, KOMTO 00MKHOBEHO CA HYECTBHTENHH
Aepotun [paM-TIoJOKUTEIER

Bacillus anthracis

Corynebacterium diphteriae

Enterococcus faecals®

Listeria monocytogenes

Streptococeus agalactiae

Streprococeus bowvis

Streptococeus pyogenes *

Aepoliu [ pamM-0TpHIATENHY

Helicobacter pviori

Neisseria memngitidis

Axagpotuu

Peptostreptococer

Hpyry

Borrela

MuKpoopraHH3MH, NPH KOMTE APHACOHTATA PE3UCTEHTHOCT MOIKE XA NPEACTABASBA NpobIeM
Aepofinl [paM-TOAKITENIHN

Corviabacterium spp

Enterococeus faecom’

Staphviococcus aurens (MeTHIUE-TYBCTBATERHR MK pesHeTertn) '
Streptococons prewmoniae *°

Streptococcns virdars

Aepobnn Upas-OThHNaTen iy

Escherichia coli

Haemophilus influencae ™

Haemopinlus para-influenzae *

Moraxeila catarrhals’

Neisseria gonorrhoea

Proteus mirabills

Anaepoluyg
Prevotella




Fusobactermm spp.

Muxpooprasuzni ¢ NEPBHYHA PEIHCTEHTHOCT
Aepobuu Tpan-oTpUnAaTeHY

Acinetobacter spp

Citrobacter spp

Enterobacter spp

Klebsiella spp

Legionella

Morganella morgann

Proteus vuigaris

Providencia spp

Psewdomonas spp

Serratia spp

AHaepoOHH

Bacteroides fraglis

dpyru

Chlamydia

Mycoplasma

Rickettsia

* KingaHuHaTa edukacHocT ¢ OMia AeMOBECTPUPAHa MpH H3ONHPAHETC UyBCTRUTEIHE KYNTYPH 32
0A0GPEeHH KIMHHYHY MOKA3AHHT

+ CTenenTa Ha pesHCTSHTHOCT Ha IATOTEHHTE € > 50 %
$ EcrecrsenHo MHTEPMESHMCPHH IAMOBE 63 ONPESHCH MEXAHHIbM Ha Pe3UCTEHTHOCT

52 DapMaROKHUHETHYHH CBOICTBA

Pesopoyus

ABcomoTHATA GHOHATHYHOCT He AMOKCHNHIYH 33BLCH 0T 7103aTa It & B HHTCpBAna 0T 75 1 90% B
noszosust HHETepBan oT 250 mg no 1000 mg Suonammymocrra (napaverpy: AUC i Cmax) ¢ nuHepano-
NpPONOPLHOHANHA Ha K03aTa. [IPH TIO-BHCOKH AO3H CTENEHTA Ha PEIOPOLHA ¢ NORILKARA,
PesopGimsara He ce MOBAHABA 0T CRHEOBPEMEHHHA PHEM HA Xpana. [TepopaiHoTo NpRIOKEHHE HA
eMHOKpaTHa 2032 oT 500 mg aMOKCHIMIENH BOAY A0 NAAMEHH KORNeHTpamm1 0T 6 - 11 mg/l Chen
NPWIOKEHHE HA SHOKPATHA )03 OT 3 g AMOKCHIIAHH, ITIa3MEHNTE KOHHEHTPAMK IOCTHraT 27
mg/l [TuKoBHTE mHa3MeHH KOHLERTpa: o8 Habmonasat npudnusarennoe 1-2 Jaca cneq
HPUACKEHRETO,

Paznpedenenue

CEBPIBAHETO ¢ TIPOTCHHNTE 38 AMOKCH M ¢ nprbnmzutento 17%, TepatleBTHYHATE ASKAPCTRSHM
HHBA ce ZOCTHTAT GhPSD B cepyMa, OetopoCHata Thian, OPOHXMAIHNA CEKPET, TCYHOCTTA B
CPELEOTO VX0, sKarhurara i yprnara pu 3apamt MeHHHM aMOXCHIpUIE HQYRaRpa ciado B
uepeSpOCTIEanKi KFKROD, BHB BEITancH MOHBHIN KUHICHTPATIATA MOKE T8 JOCTHIHE
npubmusrrenso 20 % 01 KOBIEHTPALKLTA B KYBETA, AMORCHIMIINH IIPEMHRABRA ILTANEHTATA H B
MATBE IPONGHT O CKCKPETHPA B KLPMAT,

Buompanceopmayus U ensamunupane

FuanuuaT (er Ha SKCKPELHA HA AMORCHIIWE ¢ upesy Oplpewnre Tlpudnmurenso 60-80% o
HEPOPAITATA Z030 GMOKCHIHANE Ce SKCKPETHPA B HEIPOMESHeHa alcriEHA GOPMa B YPHHATA B
PAMIHTE HA. 6 Ha0a OT TPHEMa i MAAKa Yadt 66 exckperpa B aaburara pubamsnreuno 7 ~ 25% or
IPUITOSKOHATA 04 08 METATOIHIHPE 40 HEAKTHEHA NSHMIMA0ERE KAceIHHa CepyMumaT moyHeoT
HPY NauACHTH ¢ HopMaa Onbpeusa Gyuruns e npulnuzarento | — 1.5 vaca, ITpu maumenry ¢




O0peuna HeOCTATBYHOCT B KpacH CTaAni NONYRHUBOTET ¢ B MHTEPBANA oT 5 go 20 yaca
BenlecTsoTo & OTCTPaHARA Hpe3 XeMOAUANU3a.

53 IIpeakIMHHYHN JaHUH 32 fezomacHoCT

HekaummnyTe JaMHK He OKa3saT 0coBel PHCK 32 XopaTa Ha 6434 Ha KOHBSHIHOHANKHTE
$apMaKOAOTHYHH H3NHTBAHMS 33 (e30NaCHOCT. TOKCHYHOCT IIPH MHOTOKPATHO NpHIaraqe,
FeHOTOKCHIHOCT, KAPLMHOICHEH IOTSHIHAN, PEIPOAYKTHBHA TOKCHHHOCT

6. DAPMALIEBTHYHH TAHHHA
6.1 CnHebk na NOMOITHHTE BEIECTEA

TMpackoseno-KaificHeR Npaxoodpa3eH apoMaTH3aTop
Toprokanos npaxooGpaseH apoMaTH3aTop
Maruesues creapar (E470b)

Acnapram (E951)

Kpockapmenosa Harpuit

Manuton (E421)

Tank (E553b)

Cunuiues THoXCHA kononaeH Gessonen (E551)
Mukpoxkpucransa uenynosa (E460}
Mantonekcrpia

Pa3TROpHMO HHILECTE

Turanos auoxeng (E171)

6.2 HechBmecTHMOCTH

Henpunoxumo.

6.3 Cpox Ha rogHocr

3 ropunu

6.4 CpenuanHu YCTOBHA Ha CEXPAHEHHE
Ha ce enxpausiea nox 25°C

6.5  JMauum 30 ONAKOBKATA

Omaxoskm ot 2, 6, 8. 10, 12, 14, 16,20, 24, 30, 100 51 1 000 rabuerky ¢ PYC/PVDC/Anymusuesy .- { Formatted: Rugstan {Russia)

Gnictepi (Hpospas). WO TERICTRI © U Y AL Y DIQAYMUHMERH,
He Benux pRa0se ONAKOBKH MOTAT & GLIAT MyCHATH B npogaxba.

G4 Cretmanas Hpeinasiy Meprn Npy nsxsbpiasme w padora
Hama oL n3HCKBAR I,
7. TPHTEXATEA HA PASPEINEHUETO 3A YIIOTPERA
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Sandoz d.d

Verovskova 57

1000 Lyubljana, Cnosenus

8. HOMEP(A) HA PASPEINEHHETO 3A YIIOTPEEBA

20080048

9. JATA HA IIBPBO PAZPEINABAME/TIONHOBABAHE HA PASPEUIEHHUETO 3A
YVOOTPEEA

15 03.2008

10. JATA HA AKTYAJIABUPAHE HA TEKCTA

| 122009 oo . e - e eevesvassanean o | Deleted: 09

[ 5\{ Deleted: §

) { Formatted: English (U S.)
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