KPATKA XAPAKTEPHCTHKA HA ITIPOAYKTA

.  HMME HA JEKAPCTBEHMS IIPOIYKT . N3NBAHWUTENRHA ATEHLWA 110 NEKAPCTBATA
Kpamxa xapaxmepucmuxa Ha npogyxma - [lpuaoxenue 1
Ocnamoke 250 mg/5 ml rtpax 3 nepopasiia Cycrensits Kou Pez. M ........ P Yl N S

Ospamox 250 mg/S ml powder for oral suspension

rPaspewenue Ne 5 é/ﬁi//ﬁ/’ ........ C, / . éf

E_Ogoﬁpeuue NVE eeeeivrrevnonrsernsrernenns ./ZJ‘M‘M

Cren npurotBane, scexu 5 ml mepopajiHa CyCneH3UsA ChABPXKAT AMOKCHIIHIMH TPUXHApAT
(amoxicillin trihydrate), expuBanenTed Ha 250 mg aMoxcMUMIMH (amoxicillin) (50 mg Ha
ml).

2. KAYECTBEH 1 KOJITHUECTBEH CbCTAB

JIoMOIIHK BElIEeCTRA ¢ M3BECTHO ACHCTBHE

Coappxa 8,5 mg acnapram (E951) Ha 5 ml.
Ceaspxa 7,1 mg natpueB 6enzoar (E211) Ha 5 ml.

3a NLIHHA CNHUCHK Ha [TOMOIHHTE BelllecTBa, BUXKTE ToUka 6.1.

3. JEKAPCTBEHA ®OPMA

[Ipax 3a nmepopanHa cycrneH3Hs.
[Ipax c 651 ro OIeHOXKBAT LBAT C IIOAOB APOMAT.

4. KJIHHAYHM JAHHH
4.1 TepaneBTHYHE NOKA3ZAHANA

OcnaMoKC € oKa3aH 3a JIeYEHHEe Ha CIeAHUTE HH(MEKIMH TIPA BB3PACTHH W Jeua (BXK. Toukn 4.2, 4.4 1
3.1

Octbp OakTepHaned CHHYUT

OcTep OTHT Ha CPENHOTO YXO

OcTBp CTPENTOKOKOB TOH3MIMUT H PapHHIUT
OcTtpH ex3auepbanyy Ha XpoHHYEH OpPOHXMT
[InesMoOHMA, NpAAOOHTA B OOIMIECTBOTO

OcCTBp UMCTHT

Be3zcuMnToMua HakTEpHypHS IO BpEME Ha OPeMEHHOCT
OcTtbp nuenosHegput

Tudougnra u napatidonaHa Tpecka

AOcuec Ha 350HUTe ¢ pasnpoCTpaHABALY C& IETYTHT
HMudexuum cneq cTaBHO NPOTE3UpPaHE

Epanuxanus na Helicobacter pylori

JlaliMcka bonect

OcnaMokc e noKasaH ChIO 33 HPOGhUITAKTHKA HA €HAOKAPIHT.




Tpabea na ce 00bpHe BHUMaHKE HAa OPHULHANIHMTE YKA3aHUA 3a [TpaBUiHATA ynoTtpeba Ha

AaHTHOAKTEPUATTHHA CPEACTBA.
4.2 HO03MpOBKA H HAYHH Ha NPHICKEHHE

Jo3UpOBKA

3a u3bopa Ha Ho03aTa Ha OcnaMoKC 3a JIeYeHHe Ha OTACAHATA H(eKIMA TpsOBa Jia ce HMa NpeaBHL:

. OYaKBAHHTE NATOTEHH H BEPOATHATA HM YYBCTBHTEIHOCT KbM aHTHOAKTEPHAIHH CpeAcTBa (BK.

Touka 4.4)
TEXKECTTA H MACTOTO Ha MHQEKUHNATA

BB3pacTTa, TernoTo u 6pbpednara dyHkus Ha HAMEHTA, KakTo € TOCOUEHO TI0-T0TY

[TpoaABIKUTEAHOCTTA HA NeYeHHETO TPAOBa J1a ce onpeaess OT BHAA Ha HHEQEKIIHATA H OT NIOBIHABAHETO
Ha MallHeHTa, 1 obuvaiino TpadBa 1a ObAe BE3MOKHO Hall-kpaTka. HAkoU #HEKIUH HaiaraT Io-rojiiMa
IPOABIDKUTENHOCT Ha JiedeHHe (BXK. TOUKA 4.4 OTHOCHO MPOABIDKUTEIHA TEpanui).

BnL3pacTan H nena > 40

ITokaszanHe* Hosza*

OcTep baxTepuaieH CHHYUT 250 mg xo 500 mg ua Bcexn 8 yaca Hian 750 mg 1o
bescuMnToMHa DakTeprypua MO BpeEMe Ha 1 g Ha BCeku 12 yaca

OpeMenHOCT

OcTep nuenoHepHT Ipu Texxkn napexuun 750 mg no 1 g Ha BeekH §

Abcuec Ha 350HTE ¢ pasnpocTpaHsBalll <€ LEeTyIHT

OcTBp UHCTHT

qaca

OCTHp BHCTHET MOXe J1a Ce NIeKyBa ¢ 3 g IBa TBTH
AHEBHO B NIPOABKEHHE HA €IHH ACH

OCTHp OTHT HA CPEAHOTO YXO

OCTBp CTPENTOKOKOB TOH3HJIUT W (DAPHHTHT

OcTpH ex3anepbanuu Ha XpOHHYEH OPOHXHUT

500 mg ua Bcexu 8 yaca, 750 mg no 1 g Ha Bceku
12 yaca

ITpn Texku nudexkuun 750 mg no 1 g Ha BecekH 8§
yaca B Npoak/okeHHe Ha 10 nuu

[THeBMOHMS, MpHAOOHTA B OOLIECTBOTO

500 mg ao 1 g Ha Bceku 8 vaca

Tudonana u napatuponHa TPECKa

300 mg no 2 g Ha BCekH 8 4aca

Hnudexiiuu cliel CTaBHO NpoTe3upaHe

500 mg no 1 g Ha Bceku 8 Haca

[IpodunakrTaka Ha eHJOKAPAUT

2 g nepopaiHo, efHOKpaTHaA Ao3a 30 10 60 MHHYTH
NpeaH NpoLexypaTa

Epanukauus va Helicobacter pylori

750 mg no 1 g ABa METH AHEBHO B KOMOHHAIHA ¢
MHXUOHTOp Ha MPOTOHHATA NoMMa (Hamp.
OMENpPazoJl, JIAaH30Mpa3oi) U APYT aHTUOHOTHK
(Hamp. KIapuTPOMMLUH, METPOHHAA301) B
NpOABLJDKEHHAE HA 7 THA

Jlalimcka boneet (Bx. Touka 4.4)

PaneH cragmii: 500 mg no 1 g Ha Bcexu 8 vaca 10
MakCHMyM 4 g/nHeBHO, Pa3ACICHH Ha OTASIHU
o3 3a 14 auu (10 10 21 qun)




I[Hoxazanne* Jo3a*

a0 30 nuu

* Tpabpa na ce oObpHE BHHMaHAE Ha OGHIMATHUTE YKa3aHHA 34 IeYeHHe 3a BCAKO MOKa3aHHe

Hena < 40 kg

Heuata morar Ja Obaar JleKyBaHH C AMOKCHITAJIMH KaICy/IH, AMCTIEPrApalli ce TabNeTkH, CYCTICH3HA HWIH

canieTa.

OcnaMokc neayaTpHyHa CyCIleH3Ua ce npernopbyba NpH Aela o 6-MeceuHa BL3pacT.

ITpu aema ¢ TenecHo Terno 40 kg wiH noseue TpAdBa Aa ce NPEANHCEa 103aTa 334 Bh3pacTHH.

IIpenopvuumennu 0o3u:

IHoxaszanne’

HJoaa’

OcThp OakTepHaNeH CHHYHT

OCTHP OTHT HA CPELHOTO YXO

[THeBMOHUA, TEpHAOOKTA B 001IECTBOTO

OcTEp HHCTHT

OcTsp nHenoHehpUT

Abcuec Ha 360HTE C pasnpoCcTpaHABAL Ce NENYIHT

20 a0 90 mg/kg/AHeBHO, pa3AeicHH Ha OTACIHHA
Ao3u*

OcTbp CTPENTOKOKOB TOH3HIUT W QAPHHIHT

40 po 90 mg/kg/nHEeBHO, pa3eIcHH Ha OTHESIHH
J03H*

TudouaHa u maparudongHa Tpecka

100 mg/kg/nueBHO, pa3sAcaeHn HA TPH OTACIHH
zo3n*

[TpodunakTHKa HA €HAOKAPAUT

50 mg/kg nepopanto, egHokparda nosa 30 go 60
MMHYTH IIpENH DpoUenypaTa

JlaiiMcka Gonect (BXK. TouKa 4.4)

PaneH cranuii: 25 go 50 mg/kg/nuesHo, pazaeneHH
Ha TPH OTAEIHH J03H B IIpoabaxenue Ha 10 go 21
THH

Knced ctaauit (cucreMnu ypexaaaus). 100
mg/kg/AHeBHO, pa3JeNcHU HA TPH OTAECNHH A03H B
npoxab/okeHue Ha 10 1o 30 aun

+ TpsabBa aa ce 0ObppHE BHHMaHKE Ha OQHIHATHHTE YKA3aHUA 34 JICUCHHE 33 BCAKO [IOKA3aHHe.

* CxeMH ¢ Ipunarase ABa IrbTH AHEBHO, TpsAOBA 1a ce
rpaHHLa.

OOMHCIIAT, cCaMO KOTaTO A03aTa € B ropHaTa

CTap4ecka Bp3IpacT

He ce cunra 3a HeoOX0AMMO KOpHTHpaHe Ha A03aTa.

bripeuno yBpexiane

Ckopocr BHa BunipacTan H pena > 40 kg
rJIOMEepyJHAa
GHATpATHA
(GFR)
(ml/min)

no-BACOKa or 30 HE C€ Hanara KOpurapaHe




10 po 30 MakcuMyM 500 mg asa MbTH JHEBHO 15 mg/kg, NpHnoKEHN ABA ITBTH AHEBHO
(MakcumyM 00 mg Ba ETH ZHEBHO)

no-ancka ot 10 MakcumyMm SO0 mg/anesHo 15 mg/kg, npunoxenn KaTo eNHOKpaTHA
JHEBHA J034
(MakcuMym 500 mg)

# I1pu no-ronsMara 4acT oT CJIy4aHTe ce MPEATIONHTA NAPEHTEPAIHO JIEUEeHHE.

IHpu nayuenmu 1a xemoduaauza

AMOKCHIMJIHH MOXE [Ia C€ OTCTPAHH OT KP'bBOOOpaIlIeHHETO Ype3 XeMOAHATH3A.

XeMOOHAJTH3A

Boipacrun u gena =40 ke 15 mg/kg/mHeRHO, IPHIOKEHU KaTO €AHOKPAaTHA JHEBHA 1034,

[Tpeau xeMoananu3a TpAOBa Aa Ce MPHJIOKH €HA JOMBIHUTENHA 1032
oT 15 mg/kg. C uen sa ce BB3CTaHOBAT LUPKYIATOPHUTE NICKAPCTREHH
HHBa, TpAOBa Aa ce NPHIOKH OIne efHa A03a oT 15 mg/kg cnen
XEMOHAIH3aTA.

Hpu nayuenmu na nepumoneaina ouanusa
MakcumyM 500 mg aMOKCHIIHITHH JHEBHO.

Yepnoapobuo yBpexaane

TpabBa na ce no3upa ¢ MOBHIIEHO BHHMaHHE U 1a ¢&¢ MOHUTOPHPA PEAOBHO YePHOAPOOHATA QYHKITHA
(BX. TOuka 4.4 u 4.8).

HaynH Ha NpUIIOKECHUE

OcnaMokc e nmpeAHa3sHayeH 3a nepopanta ymorpeda.
Abcopbunsara Ha OcnaMoKe He ce [MOBJIHABA OT XpaHa.

JleueHHETO MOXKE J1a 3aNOYHE MAPSHTEPAIIHO CHINIACHO NIPENOPBKUTE 34 A03HPAHE Ha HHTPABEHO3HATA
¢opMa U Aa npoABIDKHE ¢ nepopalina ¢opMa.

Ilpax 3a nepopanna cycnensus
3a yxa3aHus OTHOCHO NPUIOTBAHCTO HA JEKapCTBEHUS NPOAYKT HpeAn MPHIOKEeHHE, BIDKTE TOUKa 6.6.

4.3 Iporasonokasanng

CBpPBEXYYBCTBHTETHOCT KBM aKTHBHOTO BEIIECTBO, KbM HAKOH OT NEHHIMIHHHATE HIIH KbM HAKOE OT
IIOMOLIHHTE BeLUECTBA, H30POeHH B ToOuka 6.1.

AHaMHe3a 3a TeXKa HesabaBHa peakuMs Ha CBPbXYYBCTBHTEIHOCT (Hamp. aHAQHIAKCHA) KbM Apyro 6era-
JIAKTAMHO BeleCTBO (Hamp. Lue(aJloCnopHH, kapbaneHeM HtH MOHOOaKTaM ).

4.4 CoempaiHH DpeaynpeXxaeHHA 0 HPeJNA3HA MePKH OPH YHoTpeda

PeakiMu Ha CBPBXYYBCTBHTETHOCT

[Ipenu 3amouraHe Ha TeyeHHe ¢ AMOKCHITMITHH, NAIMEHTHT TPKOBa Ja Obac pasnuTaH £



MpeJHIIHH peaKLHH Ha CBPbXYYBCTBHTENHOCT KbM NEHHUHIMHH, UeQasocnOpHAN WK ApyTH Oeta-
NaKTaMHH NpoAyKTH (Bx. ToukK 4.3 1 4.8).

Cepro3HH ¥ IOHAKOTA C IeTaNeH H3X0J peaKIMH Ha CBPbX4YYBCTBHTENHOCT (BKIIIOYHTEIIHO
aHa(pMIaKTOMHH H TEXKKH KOXKHH HeXENIaHH PEaKUiH) ¢a ChoOIABAHA NpH NALHEHTH Ha JICUCHHE C
neHMIHIMH. [To-BepoaTHO € T€3M peaKiHH Ja ce MOSBAT NPH NalHEHTH ¢ aHAMHE3a 34
CBPBXUYYBCTBUTENHOCT KbM NEHULHIMH H aTONMYHU naureHTH. [Ip1 nossa Ha aneprivysa peakuus,
NEYEHHUETO ¢ aMOKCHIIMAKH TpAOBa na Obae npeKpaTeHo U a ¢e HA3HAYMU NOAXOANE AATCPHATHRHA

TepaTuA.
HedyBCTBHTEIHH MHKPOOPTaHH3MH

AMOKCHIIHIIHH He € TIOAXOAAIL 34 JIeYCHUETO Ha HAKOH BUAOBE HHPEKUHH, OCBEH aKO MPHYHHATENAT €
BEYe YCTAHOBEH M € H3BECTHO, Y € YYBCTBUTEJICH MJIH HMA MHOT'O I0OJIiMa BEPOATHOCT, Y€ NATOTEHBT
mie ObAe NOAXOAAIN 32 ASYSHHE C aMOKCHITHINH {BXK. Touka 3.1). Topa Baxkn ocobeno, KoraTo ¢e
0OMHCIIS IeYeHHe Ha TIALHESHTH ¢ HH(MEKIUH HA MTUKOYHHATE MTHINA H TEXKH HH)EKIIHH Ha YIUHTE,
HOCa H I'bpIIOTO,

I'bp4oBe

ITpu manyeHTH ¢ HapymeHa Ob6pedHa GYHKILMA MIIH NP TAKHBA, TPHEMAIIH BHCOKH AO3H WIH NPH
NALMEHTH ¢ peapasnonaraigy axTopu (Hanp. aHaMHE3a 33 IbPYOBE, JIEKYBAHA ENUACTICHA HAX
MEHHHI'€ATHH HapylueHHs (BXK. To4ka 4.8), MOXKe Aa ¢ pa3sBHAT I'bPUYOBE.

BE6peuno yepexaaHe

[Ipn nanuenTn ¢ 6B0peyHO yBpexnaHe, fo3aTa TpPAOBa Aa ce KOPHTHpPa B 3aBHCHMOCT OT CTEIEHTa Ha
yBpexaaHe (Bx. Touka 4.2).

KOXHH peakuun

[Ipy 3ano4BaHe Ha JICYEHHETO, NNOIBATA HA FEHEPATUINPAH EPHTEM , ChIIPOROJCH OT TPECKa U MYCTYNH,
MOXE Ja € CHMIITOM Ha OCTpa reHepantu3npana eksanteMHa nmyctyno3a (AGEP, sx. Touxa 4.8), Tasu
peaKi|a Hajlara COHpaHe Ha JIEYCHUETO ¢ AMOKCHULMITHH U € [IPOTHBOIIOKa3aHHe 3a MoCIeABan] [MIpHeM.

JledeHueTo ¢ aMOKCHIIUINH TpAOBa Ja ce H30ATBa NIpH CHMHEHHE 38 HHEeKIIH03Ha MOHOHYKIIE03], Thil
KaTo mpu ToBa 3a00JBaHe el IPHIOKEHHE HA aMOKCHIWIHH € Hab/ioapaHa moasara Ha

MopbunudopMen oOpHB.

Peaknns Ha Jarisch-Herxheimer

Peaxuusra Ha Jarisch-Herxheimer e nabimonapada cien nedeHue Ha Jlalimcka 6olecT ¢ AMOKCHLIIMIMH
(Bx. Touka 4.8). T4 e npak pesynaTar oT aHTHOAKTEPHAIHATA AKTHBHOCT HAa aMOKCHIIHJIMH BBPXY
Gaxrepuute, npuunHuTENH Ha Jlaiimcka 6onect, ciupoxerara Borrelia burgdorferi. Ilanpenture Tpadea
Aa &paar yBepeHH, € TOBA € YecTa ¥ OOMKHOBEHO CaMOOrpaHHYaBaINa ¢ MOCISAHLA OT
aHTH6HOTHUROTO neueHue Ha Jlalimekara Honect.

CepBXpacTek Ha HEYYBCTBUTEIHH MUKPOOPIraHH3MH

IlpoasmxaTEnHaTa YNOTpeba NOHAKOra MoXke Aa AOBe/e /10 CEPbXpacTex Ha HEMYBCTBHTEIIHH
MHKPOOPraHH3MH.

AHTHOHOTHK-aCOLMHPaH KOJHMT € ChoOLIAaBaKR MPH MOYTH BCHYKY AaHTHOAKTEPHAIHH CPEACTBA H MOXKe
la BapHpa N0 TEXKECT 0T JIeK A0 XKUBOTOZacTpamiasan (K. Touka 4.8). I1o Tasm npuuuHa,
C JMapus MO BpeMe Ha Wi ¢JIed NedeHHe ¢ AaHTHONOTHIIM, € BaXKHO Ja ce MMa [IPEABH
AKO c€ NoABH aHTHOHOTHK-aCOLIHHPaH KOJIHT, JICYCHHETO ¢ AMOKCHLIMIHH TPAOBa H




NpeyCTaHOBH, Ja Ce HAMpaBH KOHCY/ITAIHA ¢ JeKap H Aa ce 3aMo4He NOAXOAAIIo Jeuenne. B Tosn
clydaii ca MPOTHBOIIOKa3aHH 8HTHIIEPHCTANTHYIHH JIEKAPCTBEHH NPOAYKTH.

[1pOaBIDKUTENHO JeUEHHE

I1o BpeMe Ha IPOABIDKUTENHO JICYSHHE € NPENOPPYNTENHO NEPHOAHYHO A4 Ce OLeHABAT OPraHHHTE,
cucTeEMHHU (PYHKUHH, BKIIOUMTENHO OB0pednara, yepHoApodHaTa H xeMonoeTHYHATA GYHKIHA.
Cp0o0maBany ca MOBALIEHN HHBA Ha YepHOAPOOHNTE eH3IAMHE H NMPOMEHN B KPhBHATA KapTHHA (BXK.
To4Ka 4.8).

AHTHAKQArviIaHTH

Coodmasann ca pexd ciydad Ha yABDKaBaHe Ha npoTpoMOnHOBOTO BpeMe NpH NAlUEHTH, JIEKYBAHH C
AMOKCHLIHAHH. I1py eTHOBpeMEHHO NMPUIIOKEHAE C AHTHKOATYJIAHTH Ce HANAra MOAXOAIN0
npocieassase. Moxe Aa e HeeOX0AUMO KOPHTHPaHEe Ha J03aTa Ha EpOPAIHHTE AHTHKOATyJIaHTH 34
NOAABPKAHE HA KENAHOTO HWUBO HA AHTHKOATYNAHTHO feficTRre (B, Touka 4.5 1 4.8).

Kpucranypus

ITpu manueHT! ¢ HAMAJIEHO OTAEIAHE Ha YPUHA MHOrO pAAKO e HalJioAaBaHa KpHCTATYpHS, [TIaBHO IIPH
napeHTepaiso nedenue. [{o BpeMe Ha MpHUIaraHeTo Ha BHCOKH J03H aMOKCHIIHJIHH C€ Mperopbyusa
NOAABbPXKaHeTO Ha aACKBATEH PHEM HA TEYHOCTH H OTAC/IAHE Ha YPHHATA, C el JIa ce HaMaJIH
Bb3MOXHOCTTA 33 AMOKCHIWIHHOBA KpHcTanyphs. [Ipy nauMeHTH ¢ KaTeThp B MHKOYHHA MEXYp TpAbBa
Jia € MpoBeXIa PeAOBEH KOHTPON Ha APOXoAUMOcCTTa {BXK. Touka 4.8 1 4.9).

IipoMeny npH AMATHOCTHYHH H3CHEABAHNA

ITopHIIeHHTE CEPYMHH HHBA W ITOBHLICHH HIXBA B YPHHATA Ha AMOKCHLMJIUH € BEPOATHO Ja IOBJIMAAT
olnpeaeneHy nadoparopan uiciaeapanus. [lopagH BHCOKHTE KOHIICHTpAllWH Ha AMOKCHLH/IME B YpHHATA,
NpH XMMHYHHATE METOJH HMeCTO HMa (aIINBO DOJOKUTETHH Pe3yATATH.

IIpenopbusa ce npu H3CNeABaHE 3a HAJHYHE Ha [VIFOKO3a B YPUHATA IO BPEME Ha JICHeHHe
AMOKCHIIHJIUH, A ¢ U3IIOI3BAT CH3UMHHTE IHOKO300KCHIAZHH METOIH,

Hanuuauero Ha aMOKCHIMANH MOXKE Ja IPOMEHH PE3YNTATHTE OT N3CIEABAHETO 32 €CTPHOI [IPH
OpeMEHHH XKEeHH.

Baxna uHbopMamy 33 TOMOIIHUTE BeIeCTRA

To3u nexapcTBeH NMpoAyKT ChABPAKA acnapTaM, KOHTo € H3TOYHHK Ha penunananuy. To3u TekapcTBeH
NPOAYKT TPAOBA a Ce NpUnara ¢ HOBHINCHO BHUMAHHE NPH NIANNECHTY ¢ PCHUNIKSTONYPHS.

To3u nexapcTBeH DPOXYKT CBABPAKA HATPHEB OeH30aT, KOATO € yMEpeH Apa3HHTEI 38 OYHTE, KOXKaTa H
aurapHiMTe. Moske 1a MOBAINM PHCKA OT XBJITEHHIIA IPH HOBOPOICSHH.,

4.5 B3armogelicTBHE ¢ APYIH JieKAPCTBeHH IPOAYKTH H APYTrA (opMH Ha p3aumMoneiicTBRe

TpobeHenmn

ExnnospemenHa ynotpeba Ha npobenenua He ce npenopbuBa. [1pobexenn HaMannsa Or6peunara
TyOynHa cexpellia Ha aMOKCHIVIMH. EHOBpeMeHHaTa ynoTpeba Ha npoGeHen 1 MoXKe fa AOBEAE 0
NOBHIIEHH HMBA HA AMOKCHIJWJIMH B KPBBTA 3a IIO-IBIBT IEPHO] OT BPEME.

AJIONYDHHOJ




EnHoBpeMeHHaTa ynoTpeba Ha aJIONypHHOJ IO BPEME HA JICUSHHE ¢ aMOKCHLIMIHH MOXE Ja YBEIHYH
BEPOATHOCTTA OT KOXHH aNleprH4YHH PEaKIlHH.

TerpankIHHY

TerpauuxHHA 0 ApyrH OaKTEPHOCTATAYHY JIEKAPCTBEHH HPOAYKTH MOTAT Aa MOBAHAAT Ha
bakTepuIMAHUTE €PEKTH HA AMOKCHIIMITHH.

IlepopalHy aHTHKOAryJIaHTH

IlepopanHuTe aHTHKOATYNAHTH H NEHUIHJIMHOBHTE AHTHOHOTHIH ¢a H3NOM3BAHH IIHPOKO B NPAaKTHKATA
0e3 crobInenns 3a psanMoAeficTBHA. BhIpekn TOBa B NHTEPAaTypaTa HMA ONMHCAHH CITy4aH HA NOBHIICHO
MEXAYHAPOAHO HOPMAIH3HPAHO OTHOIICHHE TIPH NAllHEHTH Ha alleHOKYMAapoJ M Bap(apHH H NeKyBaHH
C aMOKCHIMAMH, [IpH HEODX0AMMOCT OT €JHOBPEMEHHO NMPUIOKeHHe TPAOBa BHHMATEIHO Ia ce
NpOCIeASBaT HPOTPOMOHHOBOTO BPEME HIIH MEKAYHAPOAHOTO HOPMANH3UPaHO OTHOINSHHE MPH
100aBAHETO HIIH CIHMpAHETO Ha aMOKCHIMIHH. OCBEH TOBA MOXE [1a C€ HAJIOKHK KOPEKIHA Ha J03aTa Ha
NEepopaHHTE AHTUKOATyTAHTH (BX. TOUKH 4.4 1 4.8).

Merotpekcar

[TenuuunuHuTE MOXKe Aa HAMAIAT EKCKPELIUATA HA METOTPEKCAT, MPUYHHABAMKH TOTEHLHATHO
NOBHLIABAHE HA TOKCHYHOCTTA.

4.6 Peprandarer , 6pEeMEHHOCT H KbpMeHe

BpemMennoct

IIpoy4sanss NpH JKMBOTHH He MOKA3BaT NPEKH KM HelipeKU BpeaHH ¢(eKTH 1o OTHOmEHHE Ha
PeNpOAYKTHBHATA TOKCHIHOCT. OrpaHHYeHH JaHHHU 3a yrnoTpebaTa Ha AaMOKCHIMIIMH 110 BpeMeE Ha
OpeMeHHOCT IIPH XOpa He MOKa3BaT NOBHIEH PUCK OT BPOACHH MangopManyy, AMOKCHIHINH MOXE A2
ce nMpuiara o BpeMe Ha OPeMEHHOCT, KOTaTO NOTEHIIMAIHHTE NOJI3H HAABHINABAT TOTEHIUAIHHTE
PACKOBe, CBbP3aHH C JIEYEHHETO.

Kepmete

AMOKCHUI[HITHH C€é eKCKPeTHpa B KbPMaTa B MaJIK{ KOJIHYSCTBA ¢ Bh3MOXEH PHCK 3@ CEHCHOHIH3aIHA.
CrenoBaTenHO ¢a Bb3MOXHH AHApHAS H rbOrunHa HHEKIHA HA IHraBHIHTE PH KbPMAYETO, KOETO MOXKE
Jla HaJI0XKH MPEYCTAaHOBABaHE HAa KEPMEHETO. AMOKCHIIMJIHH TPAOBa Ja ce M3MoA3Ba 10 BpeMe Ha
KbPMEHE CaMo ClieA pElieHKa OT JIeKyBallMA JIEKap Ha ChOTHOLIEHHETO 1107138/ pHCK.

DepTUnnTET

Hama nanam 3a edexTiTe Ha aMOKCHIMITHEH O OTHOIMEHNE Ha PepTHANTETA NpH X0pa. PenponyKTHBHITE
NPOYYBAHKSA NPH XHBOTHH HE Ca I1OKa3anH ¢¢KTH BEPXY (pepTuinTeTa.

4.7  EdexTH pBpxy crioco0HOCTTA 3a Io¢pHpaHe H padoTa ¢ MANIHHHA

He ca mpopexiann npoy4BaHHA 3a eheKTHTe BbPXY cnocoOHOCTTa 3a miodupate ¥ padoTa ¢ MAIIHHH.
Brnpeku ToBa MOXe a C€ TIOABAT HEXENTaHH peakuuy (Harp. aJlepragdH peakiiuH, 3aMai ),
KOHTO MOraT J1a OBIUAAT CocoOHOCTTA 32 modupaHe u paboTa ¢ MallUHU (BX. TO




4.8 Hexenann JeKapcTBeHH PEAKIIHH

Hati-uecto crobliasanyTe HEXENAHH NekapeTBeHy peaxuun (HIIP) ca nuapus, raaeHe H KOKHH oDpHBY.

HIJIP, nony4YeHd OT KIMHUYHHA M3IUTBAHHA H OT OCTMAPKETHHIOBOTO HabOAeHUHEe ¢ aMOKCHIIHITHH,
peacTaBeHH No cucTeMo-opraneH knac no MedDRA, ca n3bpoenn no-gony.

Hanenara mo-fioJly TEPMHHOJIOTHA € M3NON3BaHA 3a KiacH(pMUUpaHe Ha 4YeCToTara Ha HeKeNnaHuTe

JIEKAPCTBEHH PEeaKLIMH.

MHoro gectn (>1/10)

Yecrn (=1/100 oo <1/10)
Heuecrn (=1/1 000 ao <1/100)
Pegxu (>1/10 000 po <1/1 000)
Mauoro peaxn (<1/10 000)

C HeuwsBecTHA YeCTOTA (OT HAMHYHUTE JAHHH He MOXe /3 ObJe HanpapeHa OLEHKA)

Hudexnnn n undecTannn

Muoro peaku

Kauanmo3a Ha KO)KATA H JIHTABMIIUTE

Ha eHHA HA KDLBTA H JHMDHATA CACTEMA

MHOro peaku

OOpatuMa JCBKONCHHA (BKMIOYHTEIHO TEXKKA
HeYTPOIICHHSA H/IH arpaHynoluuTo3a), obpariMa
TPOMOOLIUTONCHHA ¥ XEMOJIMTHYHA aHEMHUA.

YabokaBaHe Ha BPEMETO Ha KbPBEHE H Ha
NpOTPOMOHHOBOTO BpeMe (BX. Touka 4.4).

Ha CHHY HA H HATA CACTEMA

MHoro peaku

Texku anepruyim peakiu, BRIIOUUTENHO
AHTHOHEBPOTHYEH OTOK, aHaduIakcHs, cepyMHa
00JIECT B XHIIEPCCH3UTUBEH BacKyJIUT (BX, TOUYKA
4.4).

C HeH3BECTHA YEeCTOoTa

Peakitua na Jarisch-Herxheimer (BX. To4ka 4.4)

Ha cHHA HA HEPBHATA CHCTEMA

MHOro peaku

XHNNEPKHHEINA, 3aMasHOCT H KOHBYJICHH {BX.
Touka 4.4)

C HeH3BECTHA 4eCTOoTa

AcenTuued MEHHHIUT

CToMallinO-up¢BHH HAPYIICHAS

Hannu om xaunsnu npoyueanun

*YecTHt

Jluapusd ¥ rajgeHe

*HeuectH

[loBprinane

Hocmgpxemuﬂaosu OctHMU

MHuoro peakn

AHTHOHOTHK-aCOIAHPAH KOTHT (BKJIKQUHTEIHO
rncesaoMeMOpaHo3eH KOJIHT M XeMoparHieH KOJIHT,
BXK.TOYKa 4.4), 4epeH “KocMAT” e3HK

IToBBPXHOCTHA IPOMAHA B I{BETA HA 360uTE’

XenarobHABRApHHE HADYIIEHHS

Muoro peaxu

KXeHATHT U XONECTaTHUHA XbIATEHALA. YMEPEHO
nopumasane Ha ACAT w/wmm AJIAT

Hagxmenna H3 KOXATA H NOIKOXKHATA THKAH

Aanuu om xruniiRY RPOY48anUA

*JecTH

KoxeHn obpHB

*HeuecTH

Ypruxapus H chpOex




Hocmmapxemunzosu Oannu

MHoro peaku KoxHu peakuus kato epureMa MyaTHGOpMeE,
CHHAPOM Ha Stevens-Johnson, TokcudHa
enuaepMallHa HEKPOTH3a, OYIIO3¢H U
ekcponnaTHBEH ASPMATHT, OCTpa reHepaIn3upaHa
ex3anTeMarosna nyctynoda (AGEP) (k. Touka
4.4) H nexkapcTBEHa peakuHs ¢ e03HHOGHIHA H
cucreMHu cuMnToMu (DRESS).

Hapymenns g3 0LOpennTe ¥ HHKOYHHTE NLTHIA

MHoOro peaku: Hurepctiumanen nedgpur

Kpucranypus (Bx. Touku 4.4 v 4.9 Ilpenosupane)
* HecroTara HA TE3U HEXENaHU CLOMTHA € IONYYCHA OT KIMHWIHKM NPOyUBaHus, BKAIOYBaiH 0010
okono 6 000 Bp3pacTHH H NEAHATPUYHH NALMEHTH, IPHEMAIIH aMOKCHLINIHH.

* IMa cpobimenns 3a NOBBPXHOCTHA NIPOMAHA B LiBeTa Ha 3p0uTe npu geua. Jodpara xuriueHa Ha ycraata
KYXHHA MOXe Ja NOMOIHE J]a ¢ NIPeJOTBpaTH MpOMAHaTa B L[BeTAa Ha 3b0HTe, Thil KATO Ta3H MPOMAHA
obH4aiiHO MOXe J1a ce OTCTPAHH Ype3 MHEHe Ha 3p0uTe.

Cnoliiasade Ha TOAO3MPAHN HEXE/IAHH PEaKIHH
Crolinasanero Ha NoJO3MpaHy HeKEAaHK PEaKIMH Clie/l paspellaBaHe 3a ynoTpela Ha NeKapCTBEHAS

HPOAYKT € BaxkHO. ToBa No3BOJIABA Ad NPOABIDKY HabMOIEeHHEeTO Ha CHOTHOLICHHETO MOJI3a/PHCK 32
NEKApCTBEHHA MPOAYKT. OT MEAMIMHCKATE CHEeHaIHCTH ¢¢ H3HCKBa Ja ¢hodImaBar BCaka mogo3upaHa
HEXeNaHa peaklis Yypes HalMOHanHa CHcTeMa 3a chobmanane kbM M3mbaAnTeHAaTa AreHIAS 110
nAexapcTBara, yi. ,JaMan I'pyes* Ne 8, 1303 Codus, ten.: +35928903417, yebcaiit: www.bda.bg

4.9 Ilpenozapane
CHMINTOME ¥ IPH3HALM HAa OPEAO03HPAHE

Moxke na ce Habmogasar CTOMAITHO-IPEBHA CHMIITOMH (KaTO rafleHe, MOBpBIUane ¥ JHAPHS) H
HApYLIABaHe HA BOAHO-e/CKTpOnuTHHA Oananc. Habmonapana € aMOKCHIIUIIMHOBA KPACTAYPHA, B HAKOU
cnaydau sojema ao Os6peyna HeaoctaTbuHoCT. [1pu nanuenTn ¢ yspeeHa 0p0peuHa dyHKIHA UM NIPH
TAKHBA, NOJYYABAIllH BHCOKH JIO3H MOIAT Ja C€ pa3BUAT I'bpUoBE (BXK. TOUKH 4.4 u 4.8).

JieueHHe HA HHTOKCHKAIIHS

CHMOTOMHTE OT CTpPaHa HA CTOMAMIHO-UPCBHHUS TPAKT MOraT ha €t JeKyBal CHMITOMATHYHO, KaTo Ce
00BpHEe BHUMaHHE HA BOJHO-CNICKTPOJIMTHHA OajlaHC.

AMOKCHITHIIHH MOX¢E JIa ¢ OTCTPaHM OT KPbBOOOPAIISHHETO UPE3 XeEMOZHAIN3A.

5, ®APMAKOJIOTHYIHH CBOHUCTBA
5.1 PapmaKoAHHAMMYIHH CBOCTBa

MapMakoTepaneBTHYHA I'Pyna: IEHRIHIMHA ¢ IIHPOK crnekThp Ha AelicTBHe; ATC xoa: JO1CA04.

MexanuisM Ha JeiicTeHe

AMOKCHIIH/IHH € NIONYCHHTETHYECH NeHHUUAHH (6eTa-nakTaMeH aHTHOHOTHK), KOHTO HHXHONDA SRR -HIH

/’

moBeve eH3UMH (MeCTO HapH4YaHH NEHHIMINH-CBLP3Ba(A npoTernu, PBP) B mpoueca Ha SAOGHHIPEA 42
OakTepHanHusA NENTHAOTIHKAH, KOATO € CBINECTBEH CTPYKTYPEH KOMIIOHEHT Ha GakTepiagyars




crena. MHxubnpaHeTo Ha CHHTE3a Ha NelITHAOTIIMKAHA BOAHK o OTCIa0BaHe Ha KIEThYHATA CTEHA, KOeTo
0OMKHOBEHO ce MOCIeABA OT KNEThYHA JIH3a H CMBPT.

AMOKCHI[MIIHH ¢ YYBCTBHTENCH KbM pasrpaxnade or GeTa-makraMasure, NpoayLUPaHK OT Pe3SHCTEHTHHTE
OakTepHs, MOpagH KOETO, CIEKTHPBHT My Ha AelCTBHE He BKIIOYBA MUKPOOPraHH3MH, KOHTO MPOU3BEKAAT

TEIN CHIHMM.

@apmakoKHHEeTHYHA/ hapMakoAMHAMHYHA BPB3KA

Bpemero cnen MUHEManHara nHxubupaina konnentpauus (I1>MHK) ce cunta 3a OCHOBHUS OnpeAendin
¢$aKkTop 3a ePHKACHOCTTA HA aMOKCHILIHJIMH.

MexaHH3MH Ha PE3UCTEHTHOCT
OCHOBHMTE MEXaHHU3MH Ha PE3UCTEHTHOCT KbM aMOKCHIMJIMH Ca:

* HnakTuBHpaHe oT DakTepHanuure DeTa-TakTamasH.
* MH3menenue Ha PBP, xoero HamanaBa adHHNTeTA Ha aHTHOAKTEpHATTHES POAYKT KbM Taprera.

JIancara na nepMeabHIHATET HAa OAKTEPUHTE HITH MEXaHU3MHATE Ha edUIYKC NOMIIATa MOTaT Aa MPHYHHAT
WIH Jia JoNpHHECAT 3a fakTepHaiHaTa Pe3UCTEHTHOCT, 0cobeHo npu ['paM-oTpHIATEIHATE GaKTepHH.

I"paHAYHH CTOHHOCTH

I'panyunuTe crofiHocTi Ha MUK 32 aMokcHiimnmn ca Te3u Ha Epponeiickns XOMATET MO W3IKUTBaHE Ha

aHTHMHKpOoOHaTa YyBcTBHTENHOCT ( The European Committee on Antimicrobial Susceptibility Testing
(EUCAST)) Bepcns 5.0.

MHEKpOOpPranEH3bLM MUK xpaTHaEa rpannga (mg/l)
YyncrBRTENIHA < Pe3ucrenTHH >

Enterobacteriaceae 8’ 8

Staphylococcus spp. Benexxa Benexka’

Enterococcus spp. 4 8

Crpenrokoxu rpynt A, B, Cu G Benexka’ Benexka

Streptococcus pnevmoniae Benexka’ Benexxka’
 I'pyna Ha Streptococcus viridans | 0,5 2

Haemophilus influenzae 2° 2°

Moraxella catarrhalis benexka’ Benexka’

Neisseria meningitidis 0,125 1

I'paM NOROKUTENHU aHaepoOu 4 8

6e3 Clostridium df’ﬁcﬁes

[ 'paM-OTpHIIaTENHH aHaepoOn” 0,5 2

Helicobacter pylori 0,125 0,125°

Pasteurella multocida 1 1

KpuTuunH rpaduiii, HecBbp3aHn | 2 8

BHJIOBO

1
HuBuat mam Enterobacteriaceae € kareropu3HpaH KaTo YyBCTBHTEIIEH KbM aMHHOMEHUIIANHAN. Hakou
CTPaHH NpeANOYHTAT Ja KATErOpH3HpaT AUB THH M30JaaTH Ha E, coli u P. mirabilis xaTo MHTEpMEANEPHH.

Korarto ciny4asaT e TakeB, TpsibBa aa ce manon3sar MUK rpannuna croitnocr S <0,5 mg/L
> _

[ToBeueTo cTadhuROKOKA NPOAYIUPAT SHHUIANA3A B €A PE3NCTEHTHH KbM aAMOKCH /-r'- |
MeTHIHAMHPESHCTEHTHHTE H30NATH Ca, C HAKOJIKO H3KIIFOUEHHUs, YCTOHYMBY Ha BEH




JIeKApCTBEHH MPOAYKTH.
3

OT 9yBCTBHTENHOCTTA KbM AMITHITHAVH MOXE A CC IPABHU 3aKAIOUCHME 32 YYBCTBHTENHOCTTA KbM
AMOKCHIHJIUH,

3

3a YyBCTBHTENHOCTTa HA CTPENTOKOKHA TpynH A, B, C u G KbM NeHUIHIHHN ¢€ TpaBH 3aKMO4YEHHE OT
YYBCTBHTETHOCTTA HA OeH3MWINEHULUITHH.
5

KpuTHYHHATE MPaHMLH C& OTHACAT CaMO 33 HEMEHHHIHTHH H30MaTH. 3a H30JIaTH, KATErOpH3HPaHH KaTo
UHTEPMEHEPHH KbM aMITUIWITHH, TpAOBa Ja ce n3barBa HepopaNHO JICUSHHE C AMOKCHITHIIMH,
YyBCTBHTEAHOCT 3aKimoueHa oT MUK Ha aMnuumaus,

6

KpHTHYHHTE MpaHHLH C¢ OCHOBABAT HAa HHTPABEHO3HO NMPHICKeHde. BeTa-nakraMa3sHi mo3HTHBHH

H30J1aT¥ TpA0Ba [1a Ce ROKJIaABaT KaTo PE3HCTECHTHH.
7

bakrepnuTte, npoayuupalny HeranakraMmasa, TpadBa ga ce JoKRanBaT KaTO Pe3UCTEeHTHH.
8

3a YyBCTBHTEIHOCTTA KbM aMOKCHIMIIMH MOXeE J1a C€ MpaBH 3aKI0YeHHE OT YYBCTBHTENHOCTTa KbM
OeHIWNTICHHNMITHH,

9
KpuTHuHHTe rpanniy ca fasupaHyd Ha eMHASMHUOIOTHYHE rpaHudHH cTolHOCTH (epidemiological cut-off

values, ECOFFs), KOHTO OTAH4ABaT AUB THIT H30J1aTH OT TaKKBa, C HAMAaJeHa YYBCTBHTEIHOCT.
10

HeeuzioBo CBBP3aHUTE KPHTHYHU I'PAHULIM ca OasHpadHd Ha 4034 oT moHe 0,5 g x 3 uin 4 7031 AHEBHO
(1,5 no 2 g/nueBHoO).

Pa3znpocTpaHeHHETO Ha pe3HCTCHTHOCTTA MOXKE J1a BapHpa reorpadcki ¥ BB BPEMETO 3a oNpeaeNeHy
BHIORBE H € KellaTelHO Aa HMa NOKATHA HHQOpMaLiH 33 pe3HCTEHTHOCTTA, OCOOEHO MpPH JedYeHHe Ha
TexxkH uHexuny. [Ipy HeoOxoauMocT TpabBa Ja ce NOTHEPCH ChBETA HA EKCIIEPT, KOraTo JIOKAIHOTO
pa3NpOCTPaHEHHE HA PE3UCTEHTHOCT € TAKOBa, Ye N0JI3aTa OT IEKAPCTBEHHA NMPOAYKT IIPH MOHE HAKOH
BHJOBE HHOEKLH € 10 BbIIPOC.

In vitro 9yBCTBHTE/IHOCT HA MAKPOOPTAHM3ME KbM AMOKCHIHIHH

MHEKDPOODPranH3IME, KOHTO 00HYAHHGC CA YYBCTBETCINN

Aepobui [ 'paM-noa0KHTEIHH MAKPOOPTAHH3MH
Enterococcus faecalis

bera-xemonuTann crpenrokoku* (rpyma A, B, Cu GG)

Listeria monocytogenes

BEEQBQ OpH KOHTO ngggoﬁn'ra'ra PEIACTEHTHOCT MOXKE [1a € lIEOﬁJIEM

Aepobuy I'paM-0TpHLIATENHH MAKPOOPTAHU3MH:
Escherichia coli

Haemophilus influenzae
Helicobacter pylori
Proteus mirabilis
Salmonella typhi
Salmonella paratyphi

Pasteurella multocida

Aepobny I'paM-TIONOKUTENIHH MUKPOOPTAHHIMH:

Koaryna3sa - veratupau ctadHIOKOKH / ? MER f}




4
Staphylococcus aureus

Streptococcus pneumoniae

['pyna Ha Streptococcus viridans

AnacpoOHU ["paM-moN0XKUTENHH MEKPOOPraHH3MH:

Clostridium spp.

Anaepobny ["paM-oTpHUATENIHH MHKPOOPTAHH3IMH:

Fusobacterium spp.

Upyru:
Borrelia burgdorferi

MHuKpOOPraHu3MA ¢ NPHCHINA PE3HCTERTHOCTT

AepobnH [ paM-NONOKUTEREN MAKPOOPTAHUIMH:

Enterococcus faeciumt

AepobuH I paM-OTpHIATEAHH MUKPOOPraHU3MH:

Acinetobacter spp.
Enterobacter spp.
Klebsiella spp.

Pseudomonas spp

AHaepobuu ['paM-oTpuLIATEAHE MUKDPOOPTaHH3MH:
Bacteroides spp. (MHoro wamose Bacteroides fragilis ca pesHCTEHTHR).

TH:
Chlamydia spp.

Mycoplasma spp.
Legionella spp.

EcrecTBeHa HHTEDMEAHEPHA YYBCTBHTEIHOCT B OTCHCTBHETO HA MPHAOOUTH MeXaHH3MH Ha
?ESHCTBHTHOCT.

[Toutn BCHUKH S.qureus ca PE3NCTEHTHY KHM aMOKCHIIMINH, NOPAaZu NPOZYUMPAHETO Ha eHMIMIasa. B

AOM'BJIHCHHEC BCHYKH METHITHITHH-PE3HCTCHTHU HIAMOBE Ca PE3UCTCHTHH KBM aMOKCHITHITHH.

5.2 dapMaxkOKHHETHYEH CBOHCTBS

Abcopbnus

AMOKCHIIMITHH C€ JHCOLHHPA HAIBLIIHO BBB BOAEH pa3Teop ¢ pusnonoruauo pH. A6copbipa ce 6bp30 H
Robpe cren nepopaiHo npHaoxkeHue. Crnen nepopatHo NpHIoKeHne OHOHAINYHOCTTE HA aMOKCHLIHITHH €
npuOansuTeaHo 70%. BpeMeTo 3a AOCTHTaHe Ha MHKOBa IUTa3MeHa KOHLEHTpamss (T, ) €
NpUONM3UTENHO SAWH Yac.

ITo-nony ca npeacraBeHy GapMaKOKHHETHUHHTE PE3YATATH OT €HO IPOYYBAHE, TIPH KOETO
aMOKCHUHNHH B A03a 250 mg TpH IbTH JHEBHO € MPUJAraH Ha IMIaAHO NPH TPYIH 3paBH




Crnax Troex* AUC (voam) T4
(pg/mi) (h) ((ug/ /i) ()
3,3+1,12 1,5 (1,0-2,0) 26,7+ 4,56 1,36+ 0,56
* MeaunanHa (06xBar)

B unreppana 250 mg ao 3 000 mg OmoHanH4HOCTTA € IMHEHO MpONOPLWOHATHA Ha Ao3aTa (H3MepeHa
kaTO Cys H AUC). AGcopOimaTa He ¢& NOBAMSBa OT CAHOBPEMCHHHNA IPHEM Ha XpaHa.

Moske 1a ce H3NO0N3BA XeMOAnanW3a 3a CIHMHMHNPAHE Ha AMOKCHITHIITHH.

Pasnpenencnue

Okono 18% or o01OT0 XONUYECTRO HA AMOKCHITAANH B ILIA3MaTa € CBbP3aHo C POTEHHH U IPABHAHRAT
obeM Ha paznpeaenerue ¢ okono 0,3 no 0,4 lkg.

Cnea AHTPaBeHO3HO PUIOKEHHE, AMOKCHIIMUTHH C€ YCTAHOBABA B AJIbYHHA MEXYP, KOpeMHaTa ThKaH,
KOXKaTa, MACTHATA THKAH, MYCKYITHUTE THKaHH, CHHOBHANTHATA ¥ MIEPHTOHEAHATA TEUHOCTH, JKI'bUKATA 0
FHONTA. AMOKCHL{IJIHH HE C& pa3lpeZena JOCTaTh4HO B HepedpocnunanHaTa TeHHOCT.

Ot npoyyBaHHATA MPH KHBOTHH HAMa J0Ka3aTeICTBA 34 3HAYHUMO 3a0bpKaHe B ThKAHKWTE HA CHEeAUHEHRA,
POH3BOJHH HA. JIEKAPCTBOTO. AMOKCHLANH, NOZO0HO Ha NOBEYLTO NCHUIWIMHHE, MOXE Ja C& OTKpHE B
KbpMara {BX. Touka 4.6).

JlokasaHo €, 4e aMOKCHIIIWINH NIPEMUHAaBa Npe3 TaLeHTapHaTa Oapuepa (Bx. Touka 4.6).

buotpakcopmaiug

AMOKCHIIHJIMH YaCTHYHO CE EKCKpEeTHPA B YPHHATA KaT0 HEaKTHBHATA NEHHIHTOEBa KUCEIHHA B
KONMYECTRA, cKBUBANCHTHH Ha 10 1o 25% o1 HavyanHata A03a.

EnumuHupane

OCHOBHHAT BT Ha SIMMHHHPAHE Ha AMOKCHIIITKHE € npes Ondpenure.

AMOKCHIMJIMH HMMAd CPEACH CIMMHBAINMOHEH NOMYXKHUBOT NPHOAWIHTSNHO €AMH Yac W cpencH o0in
KIUPBHC NpubausuTentHo 25 1/yac npu 3apasu jyuua. [Ipubmusurenso 60 go 70% OT aMOKCHLIWINH Ce
eKCKPETHpa HEeNpOMeHeH B YPHHATA npe3 mbpauTe 6 vaca crel npuioKeHne Ha efuHruuda xo3a 250 mg
wid 500 mg amokcHumMinHH. CrHoopen pasiHYHM NpOyvBaHMs YpuHHaTa ekckpeuus ¢ 50-85% 3a
aMOKCHILIWIIHH 3a nepHo oT 24 vaca.

EnnoBpeMEHHOTO MpHIIOKEHUE Ha NpodeHenu A 3a0aBa EKCKPEUMATa HA aMOKCHIMNKH (BK. TouKa 4.5).

Brapact

EnMMHAHAIMOHHHAT NONYKHBOT HA 8MOKCHIMITHH € TIofo6eH mpu Jeta Ha BB3pacT oKono 3 Meceua o 2
TOAHHH H IIPH NO-rojIEMN Aella ¥ B3pacTHH, IIpn MHOro MankuTe Aena (BKITIOMHUTEHO NPEXkAEBPEMEHHO
poacHu 6ebera) pe3 MbpBATA CEAMMIIA OT XKHBOTA HHTEPBATHT HA [IPUJIaraHe HE TPAOBA 1A HANXBLPIA
[IpUAarase Jsa ITbTH AHEBHO NOPaAH HE3PAIOCT HA ObOpeyHUa NbT HAa enAMUHKpane. Twil kaTo npu
NauveHTHTE B CTapYeCKa Bh3PACT ChIIECTBYBA MO-TOIAMA BEPOATHOCT Aa HMAT HaManeda Gubpeuna

OsOpeunara QyHxuus.

llon




CreR nepopanto NPUNOXEHHE Ha AMOKCHITMITUH TIPH 37(PaBU MbXE H JKEHH, NONET HE € OKa3aJl 3Ha9THUMO
BIHSAHHE BHPXY GapMaKOKHHETHKATA HA AMOKCHI{HIIHH,

b1OpegHo yBpexkaaHe

O0uunaT cepyMeH KIMPHHC Ha aMOKCHLMINHE HaMaJsBa POTIOPIAOHANHO ¢ HAMAJMBAHETO Ha
6n6peuHaTa pyHKUMA (Bx. To9kH 4.2 1 4.4).

YepHoapoOHO YBpEKAAHE

Jlo3upaHeTo TIPH NANHEHTH ¢ HePHOAPOOHO yBpekAaHe TpaOBa Aa e U3BLPINBA C BHHMAHKE H
yepHOApobHara dyakuusa TpsGBa Ia ce npocieadBa Ha paBHH HHTEPBalH OT BpeMe,

5.3 IlpeakaTnHUYHE AaHHHA 3a (e30macHOCT

HexTHHHYHATE A2HHH He MMOKA3BAT 0COOEH PHCK 32 Xopa Ha 6aszara Ha GapMaKONnOrHIHU NpoyuBaHuas 3a
0e30MacHOCT, TOKCHYHOCT MPH MHOTOKPATHO NpHIAradHe, FeHOTOKCHYHOCT, peNIPONYKTHBHA TOKCHYHOCT H
TOKCHYHOCT 32 Pa3BHTUETO.

Heca IpOBEXAHU MIMMUTRAHHA 34 KAPITHHOTICHHOCT ¢ aMOKCHITHIIHH.

6.  ©OAPMAIEBTHYHM JAHHH

6.1 CnucbK H2 NOMOIIHMTE BelllecTBAa

Harpues GeHsoar

Acmapram

JMMOHCHa KHCENNHA

Tank

Hatpues uutpar

I'yap

[TpeuunuTHPaH CHIUIIHEB AHOKCHN
[Tpaxoobpazta ecennys AUMOH,
IMpaxooOpa3Ha eceHIMA MpackoBa-KalicHs
[Ipaxoobpa3Ha eceHUHs MOPTOKAIL

6.2 HeChLBMeCTHMOCTH
He npunoxumo
6.3 Cpoxk na roagaoct

ITpax 3a nepopajiiHa CyCiteH3us: 3 rOJHHH
IIpuroTeeHa CycneH3us: 14 quu

6.4 Coenuansn yOIOBAs Ha ChbXpaHenue
Ha ce coxpanaBa oA 25°C.

Bytunxara aa ce chXpadsBa JoOpe 3aTBOpeHa, 32 Ja ¢e nPeANnasH OT BlIara.
[TpHroTBeHaTa CYCIEH3HA Aa C€ ChXpaHABa B XnajHIHUK (2°C -8°C).




6.5 BEA A cHALPXKAHAE HA ONAKOBKATA

ByTinaka OT TBMHO CTBEKIIO, ¢ o6eM oT 60 ml, ceabpxkain 6,6 g npax 3a NepopaIHa CYCNEHIHA, WK
6yTHIKa OT TBMHO CTBKIO ¢ 06eM oT 100 ml, cpabpxkaiy 11 g npax 3a nepopanHa cycnensus, obosHayeHa
¢ Mapka M Karayka OT NOJHIIPONHIICH, 3alMTEeHa OT Jella (HaTHCHH M 3a8BBPTH) H 3areJyarTBalia
MeMmOpaHna.

[IpunoxeHaTa MEPHTEIHA THKHYKA € MApKUpaHa 3a 00eMH ot 1,25 ml, 2,5 ml u 5 ml, 4 e HanpaBeHa ot
IIOJUIPOTIHIIEH HWIH TIOMHIPOIIHIIEH H NOJIHETHIIEH.

Onakosku o 1 sy 40 Oyrrnke 3a 60 ml wan 100 mi cycnensus.
He BCHYKH OMakOBKH MOTAT Aa ObAaT NyCHATH Ha Tia3zapa. -

6.6 CroenumalHEu gpeina3ad MepKR HpH H3XBLpJsHe H paboTa

KbM Oytiikarta ¢ 6,6 g npax ce fodapar 55 ml Boga 3a nony4yapane Ha 60 mi cycrneH3uA.
K®eM byrunkara ¢ 11 g npax ce nobasar 92 ml soaa 3a nonryqasade Ha 100 ml cycneHzns.

KbM OyTinkaTa CbABPKALLA MPaxa 3a NEPOpanHa cycneH3us ce Jobasa BoJa a0 okone 1 cm mox
Mapkarta, 00o3HaueHa Ha 6ytunkara. Cnes ToBa OyTHAKATA Ce 3aTBAps M Ce pa3kialna HHTeH3HBHO. Cnen
H34e3BaHe Ha obpazyBanara ce ngHa 0aBHO ce nodaBa BOJA TOYHO A0 MApKaTa HA OyTunkata. OTHORO ce
pasiuiania gobpe.

I'oToBara nepopainHa cyclieH3us uMa 641 Ao 6neaoxsir usar. Pasknamaiite nobpe 6yriakarta npenu
BCAKA ynioTpeGa.

Heunsnon3panuar NeKapcTBEH MPOAYKT HIIH OTTIANbYHHTE MATEPHAIH OT HETO TPAORA /1A Ce H3XBBLPJIAT B
CHOTBETCTBME C MECTHHTE H3HCKBAHHA,

7. INPUHTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA
Sandoz GmbH

10 Biochemiestrasse

A-6250 Kundl/Tyrol, ArcTpus

8. HOMEP HA PA3PEILIIEHHETO 3A YIIOTPEBA

20040464

9, JATA HA TITBPBO PAZPELNIABAHE/TIO/THOBABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

ITepBo PY: 20.10.2004

[lognoraBane wa PY: 03.05.2010

9, JATA HA AKTYAJIM3NPAHE HA TEKCTA

10/2017




