KPATKA XAPAKTEPUCTHKA HA IPOJYKTA

I, HME HA JEKAPCTBEHFS TPOTYKT M3NLAHWTENHA ATEHUS 110 IEKAPCTBATA |
Kpamxa xapaxmepucmuxa ra npogykma - fNouroxenue 1
Ocnamoxke 500 mg/5ml npax 3a nepopanna cycnensus Kot Pee. M ..., ,&9 L 5’;72 e

Ospamox 500 mg/5ml powder for oral suspension

llllllll
lllllllllllllllllllllllllllllllllllllllllllllllll

2. KAYECTBEH H KOJIMYECTBEH CbCTAB |Ogotpesue Mo ... Lol Bz B

Cnen pazrBapaHe, BceKH 5 ml nepopanHa cycrieH3us chAbPKa aMOKCHLIM/IHH TpMXHApAT (amoxicillin
trihydrate), exsusanenTeH Ha 500 mg aMmokcHTuH (amoxicillin) (100 mg #a ml).

JToMOILHY BEUIECTRa ¢ H3BECTHO JeliCTRHE

Ceappxka 8,5 mg acnapram {(E951) Ha 5 ml.
Ceappxka 7,1 mg narpues 6ensoar (E211) na 5 ml.

332 LIRS CTIHMCHK HA TIOMOITHUTE BEUECTBA BIDKTE TOYKA 6.1

3. JEKAPCTBEHA ®OPMA

[Ipax 3a nepopaliHa CYCICH3HUA.
[Tpax ¢ 6a1 Ao OMeAOHBAT UBAT ¢ THIOAOB apOMAT.

4  KJIMHAYHHA TAHHHA

4.1 TepaneBTHIHH NOKA3AHAA

OcnaMoKc € MokasaH 34 jie4eHHe Ha cleAHHTe UH(EKIIHHA NPH BE3PACTHH U Jeua (BXK. TouxH 4.2, 4.4
u5.1):

Octhp GakTepHATICH CHHYHT

OcCTBp OTHT HA CPEAHOTO VX0

OcTbp CTPENTOKOKOB TOH3WIHT U GapHHIHT
OcTtpH exzauepbarniiy Ha XpOHHYECH OPOHXHUT
IInepMoHEd, mMpHAOOHTA B OOWIECTROTO

OcTpp LMCTHT

bescuMnToMHa OakTepHypus [0 BpeMe Ha OpeMeHHOCT
Octpp mHeTOHEPPUT

Tudorwana u naparudonHa TPecka

Abcuec Ha 3p0HTE ¢ pasnipocTpaHaBaIn ¢e LEYIHT
Hudexiuyu cnes CTaBHO NPOTE3HpaHe

Epanuxaumsa na Helicobacter pylori

JatimMcka Gonect

OcnaMokc € noKa3aH ChIIo 3a MpodUNIaKTHKA HA CHIOKAPAUT.

aHTHOAKTePHAJIHHN CPEICTRA.

4.2 HO03HPOBKA H HAMHH HA NPHJI0KEHHE




EOSHEOBKH

3a w300pa Ha 03aTa Ha OCIIaMOKC 3a ICYEHHE Ha OTACIIHATA HHOCKIHA TpAOBa [a ce HMa NpeaBH/;

* O9aKBAHUTE MATON¢HH W BEPOATHATA HM HYBCTBHTEJIHOCT KbM @HTHOAKTSPHAIHH CpeACTBa (BK.

Touka 4.4)
o TEXESCTTA H MACTOTO Ha HH(PEKIHATA

. BE3PAcTTa, TErNoTo H 0p0peunaTa PyHKIHMS HA NALMEHTA, KAKTO € TIOCOYECHO 0-T0ITY

ITpoaBAMTETHOCTTA HA ICUEHHETO TPAOBA 1a & onpefiens oT Buaa Ha UHGEKIMATA ¥ OT
MOBJIMABAHETO HA NALHEHTA, H oOudaiino Tpadea aa 6xae BE3MOXKHO Hal-kpaTka. Hakou uadexipn
HajlaraT no-rojiaMa npoaBbILKHTEITHOCT Ha JICYeHHE (BX. TOYKA 4.4 OTHOCHO NMPOABIDKHUTETHA

Tepanusa).

BunipacTul H gena > 40 kg

TMoxkazapne*

Ho3a*

OcThbp GaKkTepHaieH CHHYHT

be3scuMnToMHa OaKTepuypHs 110 BpeMe Ha
6peMEeHHOCT

OcTbp NHETOHEDPHT

Abcuec Ha 360UTE C paspocTpaHABaLL CE
LGy THT

OcTsp LMCTUT

250 mg no 500 mg Ha Bceku 8 waca Wiy 750 mg
no 1 g Ha Bcexu 12 yaca

ITpH Texxn ungexunn 750 mg zo 1 g Ha Bcekw 8
qaca

OcTep UMCTHT MOXKE Ja C€ JIeKYyBa ¢ 3 g /iBa IThTH
AHEBHO B [IPOABLILKEHHE HA eIMH ACH

OCTBp OTHT Ha CPEIHOTO YXO

OCTEp CTPENTOKOKOB TOH3HIMT A (PAPMHTHT

Octpu ex3auepbalMH Ha XPOHHYECH OPOHXHT

500 mg Ha BcekH 8 yaca, 750 mg ao 1 g Ha BcekH
12 yaca

Ipu Texxku undexiuu 750 mg 1o 1 g Ha Bceku 8
yaca B NMpoAwDKeHue Ha 10 qHu

[TxesmoHus, TpHAOOHTa B 00IECTROTO

500 mg no 1 g Ha Bcexn 8 uaca

Tudounna u napatndongHa Tpecka

500 mg no 2 g Ha BcekH 8 yaca

Hudekiuu ciien cTaBHO MPOTE3HPAHE

500 mg no 1 g Ha Bcexu 8 yaca

[IpodunaxkTHia HA €HAOKAPAMUT

2 g nepopaliHo, eAHOKpaTHa no3a 30 xo 60
MHMHYTH IPEH MPOLIeAypaTa

Epanukauas "Ha Helicobacter pylori

750 mg no 1 g nBa ITbTH AHEBHO B KOMOHHAIIHA C
HHXHOWTOpP Ha MPOTOHHATA NMOMIIA (HarIp.
OMeNpa3o, JJAH30Tpa3oi) U ApyT aHTHOHOTHK
(Hanp. KIAPHTPOMMITHH, METPOHHMAA30) B
NPOaBJDKEHHE Ha 7 IHH

Jlatimcka Oonect (BX. Touka 4.4)

Panen craauii: 500 mg xo 1 g na Bcexn 8 yaca g0
MaKCHMVYM 4 g/IHEBHO, pa3felieHH Ha OTACNHH
no3u 3a 14 guu (10 go 21 auu)

KpceH craguii (cHcTeMHHM yBpexaaHu): 500 mg
N0 2 g Ha BcekH 8 yaca 710 MakCHMYM 6 g/IHEBHO,
pa3sfc/ieHH Ha OTACITHH A03H B NPOIbJLECHIEME

* TpsOBa na ce 00bpHE BHUMAaHKE Ha ODULHAIHHTE YKa3aHHA 3a JIeYeHHe 3a BCAKO 2 a3

10 no 30 mHm

Hena < 40 kg




Henata morart aa 6bJaT N1eKyBaHH ¢ aMOKCHITHJIHH KamCy/aH, NHCIIEPrHpaLH ¢€ TableTKH, CYCIICH3HI

HJIH CallieTa.

OcnamoOKe neAHAaTPHYHA CYCHESH3HA ce MIPENOPBYBa NIPH JeLa 10/ 6-MecevHa Bb3pacT.

IIpn peua ¢ TenecHo Teryo 40 kg win nopeye TpsaOBa Aa ce NpeANHCBa 103aTa 3a Bb3pacTHH.

Hpenopvuumennu 0o3u:

IMoxasarue’ To3a’

OcTep OakTepHaICH CHHYUT 20 no 90 mg/kg/nueBHO, pasaeneHy Ha OTACIHH
OcTEp OTHT HA CPETHOTO YXO nosu’*

ITHesMoHHA, MpHAOOHUTA B O0IIECTBOTO

OCTBP HHUCTHT

OcThp nuenonedpur

A6cuec Ha 3p0HMTE ¢ pasnmpocTpaHaBall ce
LICITYJIUT

OcThp CTPENTOKOKOB TOH3WIMT H (papHHIHT

40 mo 90 mg/kg/nHeBHO, pa3eneHH HA OTACIHH
ao3n™*

Tudonaua n napaTupongHa Tpecka

100 mg/kg/nHeBHO, pa3felieHH Ha TPH OTACITHH
no3u*

[TpodunakTHKA Ha €eHAOKAPIHT

50 mg/kg nepopanHo, enqHokparHa ao3a 30 go 60
MHHYTH TIpeJH Nponeayparta

Jlaiimcka 6omnect (BX. Touka 4.4)

Panen crapmit: 25 10 50 mg/kg/nHeBHO,
pasfie/IcHH Ha TPH OTAESNHH JO3H B NMPOIbILKEHHEe
Ha 10 g0 21 aHH

KbceH craamil (cucTeMHH yBpexaanus): 100
mg/kg/nHEBHO, pa3NeICHH HA TPH OTASIIHU AO3H
B npoab/okeHue Ha 10 xo 30 gum

+ Tpabea ga ce o6vpHe BHHMaHHE Ha OGHIIHATTHUTE YKa3aHHs 34 JISUCHHE 3a BCAKO [IOKA3AHHE.
* Cxemu ¢ npuiarase Asa ITeTH JHEBHO, TpAOBa Aa ce 0OMHCIAT, CaMO KOraTo [o3aTa € B rOpHaTa

rpaHHLA.

Crapuecka Bp3pact

He ce curTa 33 HeoOXOAMMO KOpHUrHpaHe Ha [103aTa.

bnipeuno yppexaane

Cxopoct HA BnipacTan u Aena = 40 kg Hena < 40 kg*
rjaoMepy/ana
$uaaTpanus
(GFR)
(ml/min)
no-BHcOKa 0T 30 He C€ Hajara KOpHrHpaHe HE ¢€ HAJara KOpHrHpaHe
10 no 30 MakcHMyM 500 mg aBa IbTH 15 mg/kg, npunoXeHH ABa METH AHEBHO
JTHECBHO (MakcumMyMm 300 mg ABa MBTH JIHCBHO)
no-aEcKa ot 10 MakcumyM 500 mg/aHeBHO 15 mg/kg, MpHAOKEHH KaTO €AHOKpPAaTHA
THEBHA 034

# ITpu no-rossMara 4acT OT CIy4YauTe c¢ MPEANOUHTA TAPESHTEPAIHO JICUCHHE.

(MakchMyM 500 wm _
TR

lIpu nayuenmu na xemoouanuza




AMOKCHITIUTHH MOXE J1a C& OTCTPaHH OT KPBBOOOPAIEHHETO Ype3 XeMOAHATH3A.

XeMoaHAJMA3A

BnipacTan 1 aena >40 kg 15 mg/kg/nHeBHO, NpHIOKEHH KaTo €HOKpAaTHA AHEBHaA A03a.

[Ipemn xemonnanusa TpaAOBa Aa ce MPHIIOKH €JHA AOMBJIHHTENHA
ao03a ot 15 mg/kg. C uen Aa ce Bp3CTAHOBAT LIMPKY/IATOPHHTE
JIEKAPCTBEHH HMBA, TPAOBA Jla C¢ MPUIIOKHM OIE €Ha A03a OT 15
mg/kg cren xeMoauaIH3aTa.

IIpu nayuenmu na nepumoneanna ouanusa
Maxkcumym 500 mg aMOKCHIIHIHH JHEBHO.

YepaonpobHo YEpeXaane

Tpadea aa ce Ao3Wpa ¢ IOBUIIEHO BHUMAHUE H 1a C€ MOHHTOPHPA PEIOBHO YepHOAPoOHaTa QyHKIMA
(Bk. Touka 4.4 u 4.8).

Hauul Ha OPUNIOKESHUE

OcnaMokc e npeAHa3HaueH 3a nepopaiHa ynorpeoa.
AbcopbumsaTa Ha OcniaMoOKC He ce NOBAMsBa OT XpaHa.

JleyeHUETO MOXE Ja 3aNI0YHE NAPEHTEPAIHO CHIIIACHO TPENIOPHKHUTE 3a AO3HpaHe Ha HHTPABEHO3HATA
¢opMa B Aa NPOOLIIAHM ¢ NepopanHa hopma.

IIpax 3a nepopanna cycnetnsus

3a yka3aHHs OTHOCHO NPUTOTBAHETO HA IEKAPCTBEHHA NMPOAYKT NMPEAH NMPHIOKEHHE, BIDKTE TOYKA
6.6.

4.3 [poraBOonOKa3aHuA

CBpbX4YyBCTBHTEIIHOCT KbM AKTHBHOTO BELISCTBO, KbM HAKOH OT NEHMIWIMHHTE HJIH KBM HIKOS OT
HOMOLIHUTE BeleCTBa, H30poeHH B Touka 6.1.

AHaMHe3a 33 TeXKa He3a0aBHA peakiid Ha CBPBXYYBCTBHTEHOCT (HANp. aHA(UIAKCHA) KBM ApYro
feTa-akTaMHO BEIIECTBO (HAIp. LehanocnopuH, KapbaneHeM WIM MOHODaKTaM).

4.4 Cnenuasns NnpeAynpekIeHAs H BPeAnA3HE MEPKH NPH YHOTpe6a

Peakliiy Ha CBPBEXYYBCTBUTENHOCT

[Ipenu 3anmo4BaHe HA NEYCHHE ¢ AMOKCHUIUTHH, NAalMEeHTHT TPAOBA Ja Oblie pasNMTaH BHUMATETHO 34
NpeAULIHA PEAKIIHE Ha CBPBXUYYBCTBHTEITHOCT KbM NICHULIMTUHH, UedanocopHHH WK ApYyrH Oera-
NAKTaMHH IMpOAYKTH (BK. ToukH 4.3 1 4.8).

CepHo3HM ¥ MOHAKOTA C JIETANEH W3X0 PEaKLMH HA CBPBXUYBCTBHTEHOCT ( BRIIIOUHTETHO
aHa(UNAKTOHHH H TEXKH KOXKHH HexXeNlaHH PeakivH) ca choOIIaBaHH NPH MMAUHEHTH Ha TeYcHHee:
neHUIIHH, [10-BEPOATHO € Te3H peaKkuHH Ja ce OABAT IPH MALMEHTH ¢ aHaMHe3a 38 - (-,HU.HH ;70
CBPBXYYBCTBHTETHOCT KbM NCHULM/IHH M aTONMYHH NanueHTH. [IpH nosBa Ha anepru-pe [y, ’20
NICYCHHETO ¢ AMOKCHIIMIHH TpsabBa fAa ObJe NPeKpaTeHOo M Aa Ce Ha3HauH noaxoasma Yrpliary “*" Xy {Ea
TEpanus. = ’*




HeuyBcTBUTETHY MUKPOOPTaHU3IMHU

AMOKCHITIIMH He € MOAXOAA1] 3a NeUEHHETO Ha HIKOH BHI0BE HH(OEKIIMH, OCBEH aK0O NPHYHHUTEIAT
€ BEUEC YCTAHOBCH H € H3BECTHO, Y€ € YyBCTBHTEIICH HIIH HMa MHOTO rOJIiMa BEPOATHOCT, Ue
NaTOTEHT 1ie 6bJie NMOAXONMAII] 32 feUeHHE ¢ AMOKCHIIMTHH (Bxk. Touka 5.1). Topa BakH ocobGeHo,
KOraTo ce OOMHCIIA IeUSHHE HA MAIHEHTH ¢ HHPEKLIHMHA HA MHKOYHATE MBTHINA H TEXKH HH()EKITHH
Ha YIIWTE, HOCA H [BPJIOTO.

['spuoBe

[Tpu nauueHTH ¢ HapylleHa Ob0peyHa (pyHKLHS WIH pH TAKKHBA, IIPHEMAIIH BHCOKH J03H WIH NpH
NaLMeHTH ¢ npeapa3noaaramy ¢dakTop (Hamp. aHAMHE3a 3a FbPYOBE, JICKYBaHA EIMIICTICHA HIIH
MCHHHICAJTHA HApYUICHHA (BXK. ToUKa 4.8), MOXe Z1a Ce pa3sBHAT I'bPHOBE.

Brbpeuno yepexnane

IIpn nanmeHTH ¢ OBOpeuHO YBpeXKaaHe, A03aTa TPAOBA Aa ce KOPUTHpa B 3aBHCHMOCT OT CTETICHTa Ha
yepexaaHe (Bx. Touka 4.2).

KoOKHH peakiiuu

Ilpu 3anoyBaHe HA NEUCHUETO, MOABATA HA FTEHEPATHIMPAH SPHTEM , CBIIPOBOACH OT TPECKa U
MyCTYJIH, MOJKE 1a € CHMITTOM Ha OCTpa reHepalu3vpaHa ek3anTeMHa myctyinosa (AGEP, Bk. Touka
4.8). Ta3zu peakLiia Hajlara CriipaHe Ha JIeUeHHeTO ¢ AMOKCHLIH/IMH H € MIPOTHBOMOKA3aHHE 3a
nocaAcABall IpHEM.

JleyeHrero ¢ aMOKCHIIMIIAH TpAOBa a ce H304rBa nNpyu CEBMHEHUE 3a HHEKIHO3Ha MOHOHYKIIC034,
THil KaT0 Ipu ToBa 3a60sABaHE CleA NPUICKESHHE Ha BMOKCHIJWIHMH € HaboJaBaHa NogpaTa Ha
mMopOunudopmMeH oOpHB.

Peaxims Ha Jarisch-Herxheimer

Peakumsara Ha Jarisch-Herxheimer e HabaronagaHa cien nedyeHve Ha JlaliMcka Oomect ¢
aMOKCHLMIIHH (BK. TOYKa 4.8). T4 e npak pesyirat or aHTHOaKTepUaTHaTa aKTUBHOCT Ha

AMOKCUIIWIIMH BBPXY OakTepuuTe, NpHYHBHUTENN Ha JlalimMcka Gonect, cnupoxerara Borrelia
burgdorferi. IlaumenTuTre TpabBa 1a ObAAT YBEPEHH, Y€ TOBA € YeCTa H OOHKHOBEHO
CaMOOIpaHMMaBalla ce MocNeAula OT aHTHOMOTHYHOTO JieyeHue Ha JlaiiMckaTta GonecT.

CBEQKE&CTBJK Had HCUYBCTRHTCIHH MHKPDOOPIaHU3MH

IlpoabkuTenHaTa ynoTpeba noHAKOra MOXE Aa JOBEIE A0 CBPBXpacTeX Ha HEUYBCTBHUTEIHH
MHUKPOOPTraHU3MH,

AHTHOHOTHK-aCOLIMHPAH KOJIHT € ChoOInaBaH IIPH MOYTH BCHUKH aHTHOAKTEpHANHH CPEACTRA H
MO>KE Jia BapHpa 10 TEXKECT OT JieK 40 xuBoroszacTpamaan (Bx. Touka 4.8). Ilo Tasu npuuMHa, npu
MALMEHTH ¢ JUapHA [0 BPEME Ha WIH clie JICYeHHE ¢ AHTHOMOTHIIH, € BaXKHO Na ¢€ MMA NPEABHJ
Ta3sH JHArHO3a. AKO c€ NI0ABH aHTUOHOTHUK-aCOLIMUPAH KOJHT, JICUCHHETO ¢ AMOKCHLIWIHH TpAOBa
He3abaBHO Aa ce MPEYCTaHORH, Ja CE€ HaNpaBKX KOHCYJITALIMA C JIeKap B 213 ¢€ 3al04He MOIXOAAII0
Je4eHue. B To3u ciayyail ca NPOTUBONOKA3aHY AHTUIIEPHCTANTHYHH IEKAPCTBEHH NPOIYKTH.

IIpoABIDKUTENHO JICHCHNE

[To BpeMe Ha MPOABIDKUTEHO JIEUCHHE € NPENOPHYHTENHO EPHOAMYHO J1a C€ OLEHABAT OPraHHHTE,
CHCTeMHH (PyHKIMH, BKIIOYATENHO OB0peuHaTa, YepHOAPOOHATa H XEMOIIOETHYHATA (DYHKIIHS.

CpobmaBaHu ca NOBUINEHA HHBA HA YEPHOAPOOHHTE €H3UMH M IIPOMEHH B KPHBHATA KA
Touka 4.8).

AHTHUKOAry/IaHTH

CrobmaBaHy ca pelK# Cllydyal Ha yAB/DKaBaHe Ha NPOTPOMGHHOBOTO BpeMe Npy naljuéd




JIEKYBaHH C aMOKCHUMIMH. [Ipn efHOBpeMEHHO MIPHIOKEHHE C AHTHKOATYJIAHTH C& HAJIara
NOAXOAALO NpociieAsBane. Moxe na e HeOOXOIHMO KOPHTHPAHE Ha K034aTa HA IEPOPATHHTE

AHTHKOAI'YIIAHTH 3a [TOAABPAKAHE HA KEINTAaHOTO HUBCQ HA aHTHKOATYJIAHTHO I[eﬁCTBHE (B}K. Touka 4.5 u
4.8).

Kpucranypus

ITpu maumeHTH ¢ HAMANCHO OTAE/AHE Ha YPHHA MHOIO pAAKO € HabmoAaBaHa KpUCTATYPHA, MIaBHO
npu napexHrepaino neyesue. Ilo BpeMe Ha npunaraHeTo Ha BHCOKH AO3H aMOKCHIIMIIMH ce
npenopbysa NOAABPKAHETO HA aAICKBATEH NIPUEM HA TCYHOCTH H OTAC/AHE Ha YPHHATA, C 1181 1a ¢
HaMaJIH Bb3MOXKHOCTTA 38 AaMOKCHIM/IMHOBA KPHCTATYPHS. IIpH nauHeHTH ¢ KaTeThp B MAKOYHHA
MEXYp TpaOBa Aa ce NMpOBeXK/a peOBSH KOHTPO HA MPOXOAUMOCTTA (BXK. To4Ka 4.8 1 4.9).

IIpoMeHH NPH AMArHOCTHYHH H3CICABAHUA

IToBuineHuTE CEpyMHI HABA M TIOBHILICHA HHBA B YPHHATA HA AMOKCHITHIIMH € BEPOSTHO 4 TIOBJIHAAT
omnpeneneHH 1adopaTopHu M3caeABaHus. ITopaay BUCOKHTE KOHIICHTPALIHH Ha AaMOKCHIQWIHH B
YpHHaTa, IPH XUMHYHKTE METOAM Y€CTO HMa (DANIIIHEO TTOMOKUTEIHH PE3YIITaTH.

Hpenop'bq]sa CC ITIPH H3CJICABAHEC 34 HAUIMYHE HA INTIOKO3a B YPHHATA 11O BpEME HAa NCUCHHC
dAMOKCHITHIIHH, a ¢C H3IMON3BaT CH3IUMHHUTC INIOKO300KCHIA3HH MCTOAH.

HanuumeTo Ha aMOKCHLIMJIMH MOKE JIa IPOMEHH PEe3YJITATUTE OT H3C/IEABAHETO 34 SCTPHON IPH
OpEeMEHHH JKEHH.

Baxcna uHdopMalryg 3a IOMOITHHUTE BellecTBa

To3u nexapcreeH NPOAYKT ChABPKA acnapraM, KOHTO € U3TOYHUK Ha deHunananuH, To3n
NIEKapCTBEH NPOAYKT TpAOBa 1a ce MpHiara ¢ MOBHILIEHO BHUMAaHHE NPH [TALIHEHTH ©
(EeHUITKETOHY PHA.

To3n nekapcTBEH DPOAYKT CHALPXKA HATPHEB OEH30aT, KOMTO © YMEPEH Apa3HHTEN 3a OYHTE, KOXKaTa
M IMTaBHLITe. MoXe Ja NOBHIIM PHCKA OT 3KBJITCHHLA IPH HOBOPOACHH.

4.5 B3aamMoaelcTBHE € IPYTH JEKAPCTBeHH NPOAYKTH H Apyra GopmHu Ha
B3aHMOACHCTBHE,

[NpoGenena

EnnoBpeMenna ynorpeba Ha nnpobeHenma He ce npenopwuBa. [Ipobenenun Hamanasa 6x0pevunara
TyOylHa ceKpeldd Ha aMOKCHUMIMH. EnHoBpeMeHHaTa yniotpeta Ha npobeHena MoXe Ja JOBEAS [0
MOBHINCHH HHBA HA aMOKCHIJAIHH B KPBBTa 34 NO-ABJIELT MEPHOJ OT BpeMe.

AnonypuHon

EnnoBpeMeHHaTa ynoTpefa Ha anomypHHOI 110 BpeMe Ha JICYEHHE ¢ AMOKCHIIIIIME MOXE 18 YBEIHMYH
BEPOATHOCTTA OT KOKHU allepridHH PeaKilHH.

TeTpalUMKNAHH

Terpatknuay H Opyru OaKTEpHOCTATHYHH JICKAPCTBEHH MPOIYKTH MOTAT Ja MOBJIHAAT HA
OaxTepHIMAHHTE e(PeKTH Ha AMOKCHINTHH.

IMepopaiHy AHTHKOATYJIAHTH

[IepopasHiTe aHTHKOATYIAHTH U TIEHHLJIHHOBHTE AHTHOHOTHLIH Ca M3MOM3BaHK M
npakTHkaTa 6e3 crodImenna 3a B3auMoieiicTeua. Bropekn ToBa B IMTepaTypara
CIIy4aH Ha TIOBHIIEHO MEXAYHAPOAHO HOPMATH3UPAHO OTHOWIEHHE IPH NALMEHTH B



WIH BapQapHH H JIeKyBaHH ¢ aMOKCHIITHH, [IpH HeoGX0IHMOCT OT €AHOBPEMEHHO NPUIIOKEHHE
TpAOBa BHHMATENHO Ja ¢e NpocaeaaBaT NpoTPOMOHHOBOTO BpeMe WiH MEXIYHapOIHOTO
HOPMANTM3HPAHO OTHOLICHHE NPH J100aBAHETO WM CIHPAHETO HA aMOKCHIWIHH, OCBEH TOBa MOXKE Jia
ce HATOXKH KOPEKIHA Ha 03aTa Ha NePOPATHUTE AHTHKOATYAAHTH (BK. TOUKH 4.4 H 4.8).

MertoTpekcar

[feHuumnuHNTE MOXKE Aa HAMAIAT €KCKpPEeLMATa Ha METOTPEKCAT, MPUYHHABAHKH FIOTCHIHATHO
MOBHINIABaHE Ha TOKCHYHOCTTA.

4.6 DeprRIRTET, OpEMEHAOCT H KhpMEHe

bpeMeHHOCT

ITpoy4uBanHs nNpy ;KMBOTHH HE MOKA3BAT NPEKH HIA HENPEKU BPeAHH €PEKTH MO OTHOLICHHE Ha
PENPOAYKTHBHATA TOKCHYHOCT. OrpaHuyueHH JaHHK 33 YIoTpedara Ha AMOKCHLIIIIHH 1O BpeME Ha
OpemMeHHOCT IPH X0pPa He NOKA3BAT NOBMIEH PHCK OT BpOACHHA Man(opMaipiin, AMOKCHITAINH MOXKE
Ja ce MPHUIAra 1o BpeMe Ha OpeMEHHOCT, KOraTo [OTEHLHAHATE NIOJI3H HAJBHLIABAT NOTSHIHATHATE
PHCKOBE, CBBP3aHH ¢ JICUEHHETO.

Kspmene

AMOKCUUWIHH C€ EKCKPETHpa B KbPMATa B MAIKH KOJIMYECTBA ¢ BE3MOKEH PHCK 33 CEHCHOMITH3AIHA.
CnenoBaTeHO ca Bh3MOXHH JHAPHA ¥ I'bOHYHA HH(EKIHA Ha TUraBHLHTS IPH KBPMAYETO, KOETO
MOKE JIa HAJIOKH NMPEYCTAaHOBABAHE Ha KEPMEHETO. AMOKCHIIMIIHH TpAGBa Aa ce U3MOJI3Ba IO BPEME
Ha, KBPMEHE CaMo CJIC NMPeLeHKA OT NeKYRaIMA JeKap HA ChOTHOLIEHUETO MOJI3a/PUCK.

De HTET

Hsama naHHM 3a epekTHTE HA AMOKCHLIIIMH [T0 OTHOIIEHHE Ha QepTHIMTETA [TPH XOpa.
PenpoaykTHBHHTE [IPOYYBAHHA [TPU JKHBOTHA HE Ca MOKA3IH €(PekTH BEpXY pepTHiHTeTA.

4.7 EdexTn BBpXy cnocofHOCTTa 32 modHEpaHe B padoTa ¢ MAIIAHH

He ca npoBexaanu npoy4sanua 3a ¢PpeKTUTE BBPXY cnocoOHOCTTA 3a modHpaHe ¥ paboTa ¢ MAIIMHH,
Brnpeks ToBa MOXe fia Ce MOABAT HeXKelaHH peaKuH {Halp. aiepruyHH PeakiHH, 3aMaiisaHe,

I'bPYOBE ), KOUTO MOraT J1a NOBIUAST CIOCOOHOCTTA 3a modupaHe H padoTa ¢ MalHHMHA (BXK. TOYKA
4.8).

4.8 Hexenanu JekapcTBeHH PEAKIHH

Haii-yecTo crobiiaBaHiTe HexenaHH JekapeTBeHH peakuui (HIIP) ca auapHa, rajgeHe U KOXKHH
oOpHBH.

HJIP, nonyyeH# OT KIHHHYHH U3[IMTBAHHUA H OT MOCTMAPKETHHIOBOTO HAOMoOACHHE ¢ AMOKCHIIUIHH,
[IpeACTaBeHH IO CHCTeMO-OpraHeH knac no MedDRA, ca n3bpoenu no-goimy.

HaneHara No-A0iy TEPMHUHOJIOTHA € H3MON3BaHa 3a KIaCHQHLMpaHe HA YECTOTATA H3 HEXKETaHHTE
JISKAPCTBCHH pPeaKI{HH.

Mmuoro vecti (>1/10)

Yectn (217100 no <1/10)

Heuectu (=1/1 000 oo <1/100)

Penaxu (=1/10 000 mo <1/1 000)

MHoro peaku (<1/10 000)

C Hem3BecTHA UecToTa (0T HANMYHUTE JaHHu He MOXe fAa ObJe HanpaseHa OLeHKa)




Hnu HA A AH(pecTAIIMH

MHoro peaxu Kanaunosa Ha koykaTa M JIMraBHLIHTE
Hapymennsa 53 KPLBTA # AHMGHATA CHCTEMA
MHoro peaxu OOpaTuma JIeBKOTIEHUA {BEKJIFOYHTENHO TEXKKA

HEYTPOTICHHA WM arpaHyJIoIMTOo3a), 00paTiMa
TpoMOOLMTONIEHHS M XeMOJIMTHYHA aHEMHL.

Y Ab/DKABaHE Ha BPEMETO Ha KbPBEHE H Ha
NpoTpoMOMHOBOTO BpeMe (Bxk. Touka 4.4).

HapymieHEA HA HMYHHBATA CHCTEMA
MHoro peaku

Texky anepruyiy peakliuy, BKIIOYHTETHO
AHFHOHEBPOTHYEH OTOK, AaHA(DMJIAKCHA, CEPYMHA
GoIeCT U XHNEPCEH3HTHBEH BACKYJIHT (BXK. TOYKA

4.4).

C HeH3BeCTHA YECTOTA

Peakims Ha Jarisch-Herxheimer (Baxk. Touxa 4.4)

HapyinenHf Ha HEPDBHATA CHCTEMA

MHoro peaku

XHNepKUHE3Hs, 3aMaSHOCT M KOHBYJICHM (BXK.
TO4Ka 4.4).

C HeM3BeCTHA YECTOTa

AcenTHyeH MEHHHTUT

CroMamHo-4YpeBHA HADYIIEHAS

Hanny om xnununnu npoyyeanus

*YecTn JInapus 1 rageHe

*HeuecTH Ioepriane

Hocmmapremunzo8u Oannu

MHoro peaxu AHTHOHOTHK~aCOLMUPAH KOIHT (BIIIOYHTETHO

ncesaoMeMOpaHo3eH KOIHT H XEMOPArHYeH
KOJIMT, BXK.TOYKa 4.4), 4epeH “KocMar” €3HK

TToBBPXHOCTHA IPOMAHA B LBeTa Ha 360HTe’

Xenarobnanapay HAPYIIeHHS

MHoro peaku

XenaTur U XOASCTATHYHA XKBJITCHHLA. Y MEPEHO
nosuiuasaHe Ha AST wiwnmu ALT

HapyieHHS HA KOKATA H HOAKOKHATA ThKaH

,ZTHHHH om KIUHUWYRY RPOYYSARUA

*HectH KosxeH obpue

*HeuecTn VYpruxapua 1 copbex

Hocmmapxemunzosu oannu

Muoro peaxn KoskHH peakiiH KaTo epHTEMA MYITTHOOPME,

CHHIpOM Ha Stevens-Johnson, TokcHuHa
eMUACPMAITHA HEKPOJIHM3a, OyN0o3eH |
eKC(POITHATHBEH JEPMATHT, OCTpa
reHepaJIM3HpaHa eK3aHTeMaTO3Ha MyCTYyJI03a
(AGEP) (Bx. Touka 4.4) 4 nexapcTBeHa peakups
¢ eo3HOdUIHA B CHCTeMH cuMnToMH (DRESS).

MHoro penxu:

HBEIEEHHH Ha 6552(’.’2“1‘& # NHKOMHHATE n'b'rn!ga

HuTepcTHiniaieH HepHT

Kpucranypus (Bx. To4kn 4.4 u 4.9 [Ipenosupane)

* UecToTaTa Ha TE3H HEXETTAHKM CHOMTHA € NONYyUYeHa OT KNIMHUYHM IpOY4YBaHMA, BKTIOYBAIIH 00110
ox0J10 6 000 BE3pacTHM ¥ NEARATPHYHE NALMEHTH, PUEMALIH AaMOKCHUHIIMA, -
* Ima cpo611eHMs 33 MOBPXHOCTHA IPOMSHA B I[BeTa Ha 3561Te TpH Aena. Jobpara
YCTHATa KyXHHA MOXKE Jja TOMOTHE Ja ¢e MPeAOTBPaTH NMPOMAHATA B LBETA HA 310
NpOMAHA OOHYAMHO MOXKE J1a C¢ OTCTPAHHM Ype3 MHUEHE Ha 3bOHTE.

ug

CpobmaBaHe Ha HONO3INPAHH HEXKEIIAHW PEaKHH




Cpo0bmaBaneTo Ha NOAO3HPAHH HEXKETaHH peaKiuy Clejl pa3peiuaBaHe 3a ynotpeba Ha nexapcTReHHs
NPOAYKT € BaxKHO. ToBa MO3BONABA Na POALIDKHA HAOMIOASHUETO Ha CHOTHOMEHHETO TI0/13a/PHUCK 132
AeKapCTBEHHUA OPOoAYKT. O MENUIHHCKHMTE CIICLMANTMCTH C& M3HCKBA Ja ChOOIABAT BCAKA
NIOZO3KHPAHA HEXKeJIaHa peakuHd Ype3 HALMOHATHA CHCTeMa 3a ¢hobuiaBane kbM HM3nmupiHKuTE IHATA
areHI|A 10 JekaperTBara, yi. ,,Jlamsan I'pyes” Ne 8, 1303 Codua, Temn.: +35928903417, yebeaiir:

www.bda.bg

4.9 Ipeposnpane

CUMOTOMH M NPU3HALIH Ha [Ipeao3HpaHe

Moxe Aa ce HabnMOAABAT CTOMAIIHO-YPEBHH CHMITTOMM (KATO rajieHe, OBPhINAHE U JHAPHA) H
HapyiaBaHe Ha BOJHO-eJIeKTponHTHHA Gananc. HabmopasaHa € aMOKCHIMIMHOBA KPHCTATYPHMS, B
HAKOH CJIy4aH Bojewia no Ou6peuta HepocTare4HocT. [IpH manueHTH ¢ yBpeaeHa 6x0peuna GpyHKms
HIH TIPY TAKHBA, ITOJYHaBallld BUCOKH JO3H MOTAT J1a C€ pa3BHAT rbpuoBe (BX. ToukH 4.4 H 4.8).

JledueHHEe HA UHTOKCHKAIDAN

CHMITOMHTE OT CTPAHA Ha CTOMAIUHO-YPEBHHA TPAKT MOTaT A2 C€ JIEKYBAT CUMITTOMATHYHO, KATO Ce
o0bpHe BHMMAaHKWE Ha BOJHO-CIeKTPONMTHIS OanaHc.

AMOKCHIUMIIHH MOXKE JIa C€ OTCTPaHH OT KPbBOOGPAWICHHETO UPEe3 XeMOAHANN3A.

S. PAPMAKOJIOI'HYHHA JAHHH

51 PapMaAKOIHHAMEYHH CBOHCTBA

dapMakoTepaneBTHYHA Fpynia: NEHVIWIMHNA ¢ IIAPOK cnekThp Ha aeiictere; ATC xox: JO1CAD4.

MexaHu3bM Ha ASHCTRHE

AMOKCHIIHITHH € MOMYCHHTETHYECH IEHHLWIMH (OeTa-n1akTaMeH aHTHOHOTHK), KOHTO HHXHOHpa eHH
WIH MOBEUS €H3HMH (YECTO HapuaHH NeHHLIAIMH-CBbp3BaH npotedHn, PBP) B npoueca Ha
OvocunTesa Ha DaKTepHANIHHA NENTHAOINHKAH, KOHTO € CBINECTBEH CTPYKTYPEH KOMITIOHSHT Ha
DakTepHanHaTa KIeTh4HA cTeHa. MHXuOMpaHeTO Ha CHHTE3a Ha NENTHAOIIIHKAHA BOOH 10 oTcnabBane
Ha KJIeTpYHATa CTeHa, KoeTo OOMKHOBEHO C€ MOCEABA OT KIEThYHA 14338 H CMBPT.

AMOKCHLIWINH € YyBCTBHTEJICH KBM pasrpaxaHe ot feTa-nakraMasHTe, IPOAYLHPaHH OT
Pe3HCTEHTHUTE OakTepuH, NOpaay KOETOo, CHEKTHPLT MY Ha AclicTBre He BKINOYRA MUKPOOPTAHH3MM,
KOHMTO MPOU3BEXKAAT TE3H CH3IHMH.

dapMakOKHHETHYHA/DapMaKOAHHAMMBYHA BPE3KA

Bpemero cilen MUHUMaTHATa HHXHOUpania koHueHTpaura (T>MHK) ce cuira 32 OCHOBHHSA
onpeaessLy Gpaxrop 3a cPUKACHOCTTA HA AMOKCHITM/THH.

MexaHusMH Ha PE3UCTEHTHOCT

OcHOBHHMTE MeXaHH3MH Ha PEC3HCTCHTHOCT KBM AMOKCHHHITHH Ca.

* HuakruBHpane ot DakTepHaiHuTe OeTa-IaKTaMasy.
* Hzmenense Ha PBP, koeTo HaManaBa a)MHHTETa HA AHTHOAKTEPHAITHHA IPOJR
Taprera.



Jluncara Ha nepmeabunuTeT HA OaKTepUHTE HIIH MEXaHH3MHTE Ha edUIyKe MOMIIaTa MOrar Aa
NPUYMHST WIH Ja JONPHHECAT 34 6axTepHanHaTa pe3sHCTEHTHOCT, ocobeHo npu I'paM-oTpHLIATENHHTE

Oakrepuu.

I panuyHn CTOHHOCTH

I"'panuunmre croiiHocTy Ha MUK 3a amokcHIMIMH ca Te3d Ha EBponelickHA KOMHTET 110 M3MTHTBAHE
Ha aHTUMHKpOOHaTa 9yBcTBHTENHOCT ( The European Committee on Antimicrobial Susceptibility

Testing (EUCAST)) Bepcua 5.0.

MuKpoopragnssm MMHK xkpaTRaHa rpasana (mg/l)
YyscreATEAHE < PezncrenTn >

Enterobacteriaceae 3 3

Staphylococcus spp. Benesxxa’ Benexka’

Enterococcus spp. 4 8

Crpenrokokd rpymu A, B,Cu | Benexka’ Benexxa’

G

Streptococcus pneumonice Benexka’ Benexxa’
I'pyna Ha Streptococcus viridans | 0,5 2

Haemophilus influenzae 2° 2°

Moraxella catarrhalis Benexka’ Benexxa’

Neisseria meningitidis 0,125 1

I'paM nmonoXKUTENTHH aHaepOoOH 4 8

6e3 Clostridium difficile®

['pam-oTpHuaTenHu aHaep()GHE 0,5 2

Helicobacter pylori 0,125° 0,125°

Pasteurella multocida 1 1

KputiiHu rpaHuiy, 2 8

HECBBP3aHH BHJIOBO

T
Ausuar mam Enterobacteriaceae e kareropu3upas KaTo YyBCTBHTENIEH KbM AMHHOIISHHLIMTHHH.

Hskou cTpaHu npeanmovruTaT Xa KaTeropu3HpaT OHB THI W30aaTH Ha . coli u P. mirabilis xato
HHTEepMeuepHH. Koraro caydadr e Takbs, TpabBa Aa ce wanomssaT MUK rpanuuna croiinoct S < 0,5

mg/L..
2
TloBeueTo cTapHIOKOKM MPOXYIMPAT MEHHUIMMA3A H €A Pe3HCTEHTHH KbM AMOKCHIIHITHH.

MeTHIMIHHPE3IHCTEHTHUTE H30JATH Ca, C HAKONKO H3KITIOYEHHA, YCTOHYHMBH Ha BCMYKH OeTa-

JTAKTAMHH JIEKaPCTBEHHU TIPOAYKTH.
3

Ot 9yBCTBHTEIHOCTTA KBM aMIHIMINH MOXKE J1a ce MPaBH 3aKIIOUEHHE 33 YYBCTBHTEIHOCTTA KBM
AMOKCHL{MJTHH.
4

3a YyBCTBHUTEITHOCTTA Ha CTPenTOKOKH rpyny A, B, C 1 G KbM NEHMIIHHM C€ TpaBH 3aK/II0YEHHE
OT YMYBCTBHTEIHOCTTA Ha O€H3HITICHHI{MITHH.
5

KpHTHYHHUTE rPaHHIIA c& OTHACAT CaMO 32 HEMEHMHIMTHH M3071aTH. 3a H30J1aTH, KaTeropu3Hpany

KaTO MHTEPMEIHEPHH KBM aMITMIMIIHH, TpIOBa Aa ce n30Area nepopaiHo JICYEHHE ¢ aMOKCHLIMITHH.
YyscTeHrenHoct 3akmoueda or MUK Ha aMnMIuITHH.
6

KpuTnunuTe rpaHHiy ce OCHOBaBaT Ha MHTPABEHO3HO NpUIokeHHe. beTa-akTaMasHu MO3HTHUBHH
H30J1aTH TpAOBa Na ce JoKNaABaT KaTO PE3HCTEHTHH,
;

bakrepuure, npoaynupany OeTanakraMasa, TpaOBa na ce JOKIAABAT KATO PE3UCTEHTHH.
8

3a HYBCTBHTCJIHOCTTA KBM aMOKCHLIIHIHH MOXKE fla CE ITpaBH 3aK/TIOYCHHE OT YYBCTB CAHDE Té

OeH3HINEeHULWTHH.
9

KpuTHunMTe rpaHuuy ca 6asHpaly Ha €NUAEMHONIOTHYHM IPAHHIHM CTOMHOCTH (4

cut-off values, ECOFFs), kouTo 0TNHYaBaT AMB THN H30/1aTH OT TAKHMBA, ¢ HAMATCHAY
10

HeBUAOBO CBBP3AHMTE KpHTHYHH FpaHULM ca OasnpaHu Ha 103H ot noHe 0,5 g x
)




AneBHO {1,5 no 2 g/nHerHO).

PaznpocTpaHeHUeTo Ha pe3HCTEHTHOCTTA MOXKeE JIa Bapupa reorpa)cKet ¥ BEB BpEMETO 3a ONpeaeIeHH
BHAOBE M € JKENATENHO Ja HMa JIOKaIHa MHPOPMaIIHA 38 PE3HCTEHTHOCTTA, 0CODEHO NpH JIedeHHE Ha
Texxkd nHpexumm. [lpu HeoOGxoauMOCT TpabBa Ja ce MOTHPCH CHBETA HA EKCNEPT, KOraTo JOKAIHOTO
pa3snpocTpaHEeHHE HA PEe3NCTEHTHOCT € TAKOBA, Y€ MOJI34Ta OT JICKAPCTBEHHA MPOAYKT NPH MOHE HAKOH
BH0BE HHQICKIMH € IO BBIPOC.

In vifro 9yBCTBHTEIHOCT HA MEKPOOPIraHA3MHA KbM AMOKCHIHIHH

MHEEGOEFRHHBMH, KOHTQ OOHYAHHO C2 AYBCTBHTE/IHH

Aepobnu I'paM-IONOKHUTETHH MHKDOOPTAHWIMH:

Enterococcus faecalis

Bera-xeMONUTHYHH cTpenTokokH* {rpymu A, B, C 1 G)

Listeria monocytogenes

Bujose, IpH KOHTO NpHIOOHTATA Pe3HCTEHTHOCT MOXKe 12 e mpobJieM

A o | paM-OTPHIATEIHN MAKDOOPTaHWIMH,

Escherichia coli
Haemophilus influenzae
Helicobacter pylori
Proteus mirabilis
Salmonella typhi
Salmonella paratyphi

Pasteurella multocida

Aepobuu 1 paM-TIoNONHTETHA MUKPOOPTaHH3MH:

Koarynasa - HeraTHBHH CTapHIOKOKH

£
Staphylococcus aureus

Streptococcus pneumoniae

I'pyna Ha Streptococcus viridans

AnaepoOHH I 'paM-IONOKHTEIHH MHKPOOPTAHH3MH:
Clostridium spp.

AHaepoOHu I'paM-OTpHIIATEIHM MUKPOOPIraHH3MH:

Fusobacterium spp.

Hpyrn:
Borrelia burgdorferi

MHKEOOEP&HHBME C IIPHCHIIA EEEIII(!TEHTHUCTI

Aepobun ['paM-nofokHTeTHH MUKPOOPTAHH3MH

Enterococcus faeciumty

AepobHu | paM-oTpHUATETHH MHKPOOPraHU3MH:

Acinetobacter spp.




Enterobacter spp.
Klebsiella spp.

Pseudomonas spp

AnaepoOHu [ pam-OTpHLIATEAHY MUKPOOPTaHUIMH:

Bacteroides spp. (MHoro mamoBe Bacteroides fragilis ca pe3HCTEHTHH).

Lpyrmn:
Chlamydia spp.
Mycoplasma spp.
Legionella spp.

#
EcTecTBeHa MHTepMEIUEPHA YYBCTBUTEIHOCT B OTCHCTBHETO Ha NPHAOOUTH MEXAHH3MH HA

PE3UCTEHTHOCT.
£

[Toutu BCHUKH S.aureus ca pe3HCTEHTHH KbM AMOKCHIHIHH, ITOpajy MpoAYLMPAHETO Ha
neHHLMIa3a. B [ombIHEHHE BCHYKHA METHLIHITHH-PE3HCTEHTHH WAMOBE Ca PE3UCTEHTHH KBM
AMOKCHILIM/THH,

5.2 PapMakoKHHETHIHH CROHCTBA

AGcopbius

AMOKCHIHWIHH Ce€ AMCOLMHpA HAITh/IHO BB BOJEH pasTBOp ¢ dusuonornyHo pH. A6¢copbupa ce 61p30
u Ao0pe cnea nepopalHo HpuiokeHHe. Clien NepopaiHo NpHIMmKeHHe GHOHATHYHOCTTa Ha
aMOKCHLIWIXH € nprbnH3nTenHo 70%. BpeMero 3a AocTHrase Ha NMMKOBA IUIa3MEHA KOHLIEHTpALMA
(Thax) € NPUGAMIUTENHO SAWH YAC.

ITo-mony ca npeiacraseHH JapMaKOKHHETHUYHHTE Pe3yJITATH OT €4HO NPOYyIBAHE, ITPH KOETO
aMOKCHIIWITHH B 03a 250 mg TpH IThTH AHEBHO € NpUIaraH Ha [JIaJHO NPH MPYIIH 3ApaBH
noOPOBOIILH.

Cnax Tn_mx* AUC (0-24h) T
(pg/ml) (b) ((ug//mI) ()
3,3+1,12 1,5 (1,0-2,0) 26,7 £ 4,56 1,36 + 0,56
* Meauanua (o0xear)

B waTepBana 250 mg o 3 000 mg SuoHa/IMIHOCTTA € MMHESHHO MPOIOPLUKOHANIHA Ha 103aTa
(n3amepeHa Kato Cpax it AUC). AGcopbumsTa He ce moBIMABA OT SHOBPEMEHHHA NPHEM Ha XpaHa.

Moixe pa ce H3mo3Ba XeMOAHAIH3A 32 CTHMHAHUPAHE HA aMOKCHIIMITHH,
Pasnpenencuue

Oxono 18% ot 061HOTO KOMMYECTBO HA AMOKCHIIHJIMH B IUIA3MATa € CBBP3aHO ¢ NPOTEHHH H
NpUBHIHKAT 00eM Ha pasnpenencHue € okono 0,3 no 0.4 Ikg.

Ciiel HHTpaBEHO3HO NMPHIOXKEHHE, AMOKCHLMINH C€ YCTAHOBABA B MJTBYHHA MEXYP, KOpeMHATa
TBhKAH, KOYaTa, MACTHATA THKAH, MyCKY/IHUTE THKaH{, CHHOBUATHATA ¥ NEPHTOHEAHATA
JHOTRYKATA H THOMTAa. AMOKCHLIMIIHH He ce pasnpeneia JOCTAThYHO B LepeOpOoCIHHATH

Or npoyuBaHHATa NpH KHMBOTHHY HAMA JOKA3ATEIICTBA 34 3HAYHMO 3aBPXKAHE B Th
CHEIMHEHHA, NPOHM3BOAHM HA JIEKAPCTBOTO. AMOKCULIMIINH, TIOJ00HO Ha MOBEYETO
MOXKe Jia Ce OTKpHE B KbpMata (BxK. Touka 4.6).



Hoka3zaHo e, e aMOKCHITHIMH [TPeMHHABA Mpe3 IUIaleHTapHaTa Gaprepa (Bx. Touxa 4.6).

bHuoTpaHchopM

AMOKCHIIHIHH YaCTHYHO C& eKCKPETHPA B YPHHATA KaTO HEAKTHBHATA NEHHUIMIIOSBA KUCE/IHHA B
KOJIMYECTBA, eKBUBaAICHTHH Ha 10 10 25% ot Havannara nosa.

EnynmuHypane

OCHOBHHAT ITBT HAa CJIMMHHUPAHE Ha aMOKCULWIHH € Tipe3 6n0penure.

AMOKCHMITMITHH MMA CPEIeH €IHMHHALIMOHEH TONY)XMBOT NMPHOIM3ATENHO €IMH 4Yac M cpeleH odm
KJIHPBHC NMpUOIM3KTENHO 25 1/vac npH 3apasu aaua. [Ipudmusurenno 60 ao 70% oT aMOKCHIUHIHH ce
EKCKpEeTHPA HEIPOMEHEH B YPHHATA Npe3 ObPBUTE 6 Haca clieq MpHIOXKEeHHE Ha eNMHHUYHA fo3a 250
mg mwnu 500 mg amokcuiman,. Cnopen pajIMYHU NpOoy4YBaHHA ypHHHaTa ekckpers e 50-85% 3a
aMOKCHLIHJIAH 3a MEPHOA OT 24 yaca.

EnHOBpeMeHHOTO NpUIOKEHUE Ha MpoOeHeln 3a0aBd eKcKpenyMaTa Ha aMOKCHIMIMH (BXK. TOYKA
4.5),

Bb3pacr

EXHMHABAIMOHHHMAT MOMY>KHBOT HA AMOKCHITIIHH € NoA00EH MpH Aella Ha BB3pacT OKoJIo 3 Mecewla [0
2 TOJIMHH U NpH 10-TrOJIEMH Aena U Be3pacTHU. I1pu MHOro MasikuTe feua (BIUTIOUHTENHO
NpexACBPEMEHHO poieHH 0eOeTa) IIpe3 NbpBaTa CeMHULIA OT JKHBOTA HHTEPBAIBT HA NIPHIaraHe He
Tpa0Ba Ja HATXBEHPAA MpHIaraHe ABa ITETH JHEBHO NIOPAJH HE3pANOoCT Ha 660peyHus IIbT Ha
enuMuBMpane. Thil KATo NPH NALMEHTHTE B CTAPUECKA BH3PACT CHINECTBYBA MO-FOASMA BEPOATHOCT
Ja UMaT HamasieHa OLOpeuna yHKIA, € HeoOXO0XMMO BHUMAaHHE MPH H300pa Ha X03aTa H MOXKe J1a €
HONE3HO Ja ce npocneaasa OLOpeuHaTa GyHKIHA.

Tlon

Cnea mepopanHo MPUIOKEHHE Ha AMOKCHIHJIMH TIPH 3APAaBH MBIKE H )KEHH, NOABT HE € OKasal
3HAYKMMO BIMAHUE BBPXY (PapMakOKHHETHKATA HA aMOKCHLIVUIHH.

brOpeulo YBpexKaaHe

OBIMAT CepyMeH KIHPBHC Ha aMOKCHIUUTHH HaMaNfBa NPONOPLHOHATHO ¢ HAMAJIABAHETO HA
6pOpeunara GpyHKIMA (BX. ToukH 4.2 U 4.4).

YepHoapobHo yBpexaaHe

JozHpaHeTo IIpH MALHEHTH ¢ YepHOAPOOHO yBpeKaaHe TpAOBa Ja ce M3BEPIIBA C BHUMAHHE H
vyepHOoApoOHaTa dyHKIMA TpAOGBa Aa ce Npoceadapa Ha paBHH HHTEPBAJIH OT BpEME.

5.3 IlpeaxnuanaHn Rana| 34 Oezomacnoct

HerxnmuHAYHKMTE JaHHH He NOKa3BaT o0coO0eH PHCK 3a Xopa Ha 6a3aTta Ha (apMaKoJIOTHYHH NIPOYYBAHHSA
33 6€30MACHOCT, TOKCHYHOCT ITPH MHOMOKPATHO NPHIIaraHe, TeHOTOKCHYHOCT, PEMPOIyKTHBHA
TOKCHYHOCT H TOKCHYHOCT 34 pa3BHTHETO.

He ca npoBexxiaHi U3NMHTBAHHA 32 KAPUMHOTEHHOCT ¢ AMOKCHIUATHH,

6. ®APMAIEBTHYHA JAHHH TE

6.1 CHHCBHK HAa MOMOINHATE BEIECTBA




bespoaHa JHMOHEHA KHCEIMHA
Harpues 6enzoar

AcmapraM

Tank

be3rogeH HaTpUeB LUMTpaT

I'yap

[IpernyTHpaH CHJIALHER AMOKCAL
ApoMaTH3aTop JTHMOH
ApoMaTH3aTop NpacKoBa — KaHCHA
ApoMaTH3aTop HOPTOKaN

6.2 HecobBMecTHMOCTH
Henpunoxumo.
6.3 Cpok na rogaocr

Ilpax 3a nepopanHda cycneH3us: 3 roauHu
[Ipuroreena cycnen3ua: 14 nuu

6.4 CoenuanHi YCJI0BHSA 33 CLXpAHEHHE

Ha ce cpXxpansasa riog 25°.
ByTHikaTa fja ce ¢bXpanapa qobpe 3aTBOpeHa, 3a Ja ce npeanasy OT Biara.

[IpuroTBeHaTa CYCIIeH3H 1A C& ChXpaHaBa B xnagwiHuk (2°C -8°C).

6.5 Bua 5 cpAbpKAEES HA ONAKOBKATA

ITepeuyHaTa onakoBka: Kadasa cTeiiieHa 6yTHIKA, chABpkama 12 g npax 3a 60 ml nepopanna
cycnensia WA 20 g nipax 3a 100 ml nepopanna cycnersus, ¢ §45a NOMMOpoONUiIeHOBA Kanayka,
3alUTeHa OT Aeua (HATHCHH M 3aBBPTH) H 3amedaTsalla MeMOpaHa.

OnakopaHata MEpUTENTHA JIBKHYKA, MapKupaHa 3a o6emMu ot 1,25 ml, 2,5 ml 1 S ml e ot
[OJIUTIPOITHIICH.

Huausuayanna onakoBka: 3a 60 ml 1 3a 100 ml cycnensus.
He BcHYKHM BUAOBE ONIAKOBKH MOraT Aa ObJaT IMycHATH B NpogaxoOa.

6.6 CnenpajHy npeanazHH MepKH NPH H3XBhpJsAHe H pabora

KM Oytiikata ¢ 12 g npax ce nodaest 51 ml Boza 3a nonyuaBare Ha 60 ml cycnensus.
K®M Gyrrnkara ¢ 20 g mpax ce nobassar 85 ml Boaa 3a nonydasare Ha 100 ml cycrieHsHa.

K®M O6yTHiKaTa ChABpKALUA [Ipaxa 3a NepopasiHa CYCNeH3 A ce ZobaBa BoJa A0 okoso 1 cm nop,
Mapkara, 0003HaueHa Ha OyTwikara. Cnen Toa OyTHIIKATa ce 3aTBapsa H ¢¢ pa3kiamia HHTEH3HBHO.
Cnez m3de3BaHe Ha oOpasyeajiaTa ce gHa OaBHO ce 700aRs BoAa TOYHO A0 MapkaTa Ha OyTHiKara.
OTtHOBO ce pa3knaliua nodpe.

I'oToBaTa nepopanta cycreH3ua uMa Osu1 qo 6/regoxEeaT UBAT. Paswiamaiite 4o6pe OyTiwikara Npeau
BCsiKa ymoTpeOa.

Hersnon3eaupsT ISKapeTBeH NPOAYKT WK OTHAALYHITE MAaTEPHANH OT Hero TpaOsa na co¥
B CHOTBETCTBHEC ¢ MECTHHTC H3HCKBAHHA. _ c:g?‘

7. INPHTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA




Sandoz GmbH,
10 Biochemiestrasse,
A-6250 Kundl, ABctpus

8. HOMEP(A) HA PASPEILEHHETO 3A YIIOTPEBA

20060524

9, JIATA HA ITbPBO PA3PENIABAHE/ IOAHOBSIBAHE HA PA3ZPEIIEHMETO 3A
YIIOTPEBA

ITepro PY: 05.10.2006
TlonHoesarane Ha PV: 12.01.2012

10. JATA HA AKTYAJIM3HUPAHE HA TEKCTA

10/2017




