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l H3NBIHUTENHA ATEHLISA NO NEXAPCTBATA
Kpamus XapaKrepuCTuxs Ha npogyxma - Mexnoxesie 1

1.  HAME HA JEKAPCTBEHUS IPOJAYKT — j—————mn oo

AyrmentiH 875 mg/125 mg duiMupanu TableTKu
Augmentin 875 mg/125 mg film-coated tablets

£

2, KAYECTBEH H KOJIMYECTBEH ChCTAB

Besika GrMupaHa TablneTKa ChAbPKA AaMOKCHIHIME TpuxHApar (amoxicillin trihydrate),
ekBUBaTeHTeH Ha 875 mg amoxcHumIkE (amoxicillin) 1 kamxeB knaByanar (potassium
clavulanate), exBuBanented Ha 125 mg KnasynaHosa kucemusa (clavulanic acid).

3a OBJIHAL COUCHK HA IIOMOIMHATE BEIECTBa BHKTe TOUKa 0.1.
3. JIEKAPCTBEHA ®OPMA

QPunMupana TadAeTKa

Benu o moutu Oesu Tabnerku, ¢ GhopMa Ha Kancyna ¢ BAIe0HATO penedro o3nadenne "AC" Ha
JABETE CTPaHH U ACIATEHA yepTa OT €IHaTa CTpaHa.

JlenaTenHara yepTa € caMo 3a YJIECHSABAHEe Ha CYYNBAHETO C LIeJI T10-TIECHO MMOrIBIIAHC, a HE 3a
pasJiefsiHe Ha paBHM J03H.

4. K/IMHAUYHH JAHHHA
4.1 TepaneBTHYHH NOKAZAHHMNA

AyTMEHTHH € [0Ka3aH 3a JICUEHHE Ha CIIEHUTE HHQEKIMA NPH BE3PACTHH H Ae1a (BXK. TOUKH
42,44 n5.1):

OCTBp GaKTepHAICH CHHYHT (aJIcCKBATHO JTHArHOCTHIHPAH )

OCTBHP OTHT Ha CPEAHOTO YXO

OCTDH €K3alepOaliy Ha XpOHHYCH OPOHXHUT (a1eKBATHO THATHOCTHITAPAH )
IHEBMOHHS, IPHI00HTA B OOMECTBOTO

HUCTUT

[HeIOHEDPHT

HH(}EKIIUH Ha KOXKATa H MEKHTE ThKAHH, [10-CIIENAAIIHO HETYJIHT, yXalBaHHA OT
KHBOTHH, TCKBK abcliec Ha 350HTE ¢ pasiipocTpaHaBall ¢¢ eIy IUT

¢ HHGPEKIUH HA KOCTATC H CTABUTE, MO-CIEHHATHO OCTECOMHEIINT.

Tps6Ba na ce 06bpHE BHUMaHKE Ha ODHIMATHHTE YKa3aHHs 3a [IPaBrHa ynorpeda Ha
aHTHOAKTEpHATHUTE CPEACTBA.

4.2  Jlo3upoBKa M HAYHH HA HPHJIOKCHHE

Jlo3apoBka 2 0%:\
Jlo3HpOBKHTE ca NpeJICTaBeHH CHOOPa3HO CHABPKAHUETO HA aMOKCHLIHITHE/KJIABY T HAB? @ o, \
KACEJTHHA, ¢ H3K/TIOYEHHE Ha CIIYJaHTe, KOraTo JO3HTE €a JaACHH 110 OTHOINCHHC Hy ié ”:,:;_' _. % '-
CHCTABKA. AW *-f;?:- .
@ Y

3a n360pa Ha 103aTa Ha AYTMEHTHH 34 JICYeHHe Ha OTAeaHaTa HHPEKIHsS TpAOBA a0 BMAT— &

o>
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® OYAKBaHHTE MATOTEHH W BEPOSTHATA UM YYBCTBHTEIHOCT KBM aHTaOaKTepPHAIHH
CpeACTBa (BXK. Touka 4.4)

® TEXECTTA M MACTOTO Ha MHPEKIHUATA
BB3PacTTa, TEIECHOTO TerIo H Ob0peuHaTa QyHKIpnA HA NAaUEHTa, KaKTo € IMOCO4Y€HO I10-

JIOJTY.

Yorpebara Ha anrepHaTuBEH hopMH HA AYTMEBTHH (HAIIp. TAKHBA, OCHI'YPABAIH NO-BUCOKH
I03U Ha aMOKCHUIHJINH H/HITH Pa3THyHy CHOTHOINCHUS Ha2 aMOKCHITHIIMH KbM KIIABYIAHOBA
KHMCe/MHA) TpA0Ba 1a Ce MMa IIPEIBH CIIOpe] HeoGX0MuMOocTTa (BX. ToukH 4.4 H 5.1).

[Ipu BB3pacTHH U Aena > 40 kg Tasu ¢dopma Ha AyrMeHTHH OCHTypsABa o0Ia AHEBHA 1034 OT |
750 mg amokcHIIIIMH/250 mg KiIaByJIaHOBa KHCEIHHA MpH JO3ApaHEe ABa NbTH JHEBHO U 2 625
mg aMOKCHIIHIIMH/375 mg KIaByaaHOBa KHCCJIMHA TIPU JO3HpaHe TPH IIFTH JHEBHO, KOrarTo ce
NIPHJIATa, KaKTO € TIpenophYano 110-10iy. 11pu aena < 40 kg Ttaszu popMa Ha AyTMEHTHH
OCHT'YPSIBA MaKCHMAaNHa JHeBHa 103a oT 1 000-2 800 mg amoxcuimimy/143-400 mg
KJIABYJIaHOBA KHCEJIMHA, KOTaTo ¢¢ IpHiara, KakTo ¢e Ipenophs4sa mo-Aoiry. AKO Ce CHeTe, 4c €
HeoOXOAMMa Mo-BHCOKA JHEBHA 1033 Ha AMOKCHITHIIMH, ce IpenophyBka H360p Ha Apyra ¢opma
Ha AYIMEHTHH, 32 13 ¢¢ H30CTHE NpHIaraHe Ha HCHYXHO BHCOKH JTHEBHH JIO3H Ha KJIABYJIaHOBA
KacenuHa (Bxk, TOUKH 4.4 1 5.1).

[poaBIDKATETHOCTTA HA Ne4eHAeTo TPAOBA Aa ce OUPEALIM OT MOBIMIBAHETO HA TIAUCHTA.
Hsaxon HAQEeKINY (Halp. OCTEOMHEIIHT) H3UCKBAT HO-TOJIMA HPOAB/DKATEHOCT Ha JICYEHHUETO.
JledenuneTo He TPAOBA Aa NpoapIKasa HoBeyve oT 14 auu 63 MOBTOpeH nperne (BXK. Touka 4.4
OTHOCHO NPOJABJDKUTENHA TEPAITHA).

Bwvapacmuu u oeya > 40 kg

[IpenopsurTennu T034:
® CTaHJApTHA A03a (32 BCHYKH 10Ka3zaHuA): 875 mg/125 mg ABa IILTH JHECBHO,

e T10-BHCOKA 7034 {ocoBeHo 3a HHPEKIHH KaTo OTHT Ha CPETHOTO YXO, CHHYHT, HHEKIIMH
Ha JJOJHHTE JUXATEIHH OETHINA H HHQEKIMH Ha THKOIHUTE MeTHINA): 875 mg/125 mg
TPU IIETH NHEBHO.

Heya < 40 kg
Henara Moxe aa ce JEKyBaT ¢ AYTMeHTHH TaONeTKH, CYCIIeH3WH MITH NeAMaTpHYHU calera.

[penopsyUTETHA JO3H:

e 25 mg/3,6 mg/kg/nen a0 45 mg/6,4 mg/kg/nex, pa3nenecHu HA ABE OTHEITHI JIO3H;

HH(EKIHN Ha JOJTHUTE JUXATEIHUA THTHINA).

TsH KaTo TAONETKUTE HE MOTAT J1a Ce pa3JeiiaT, Aenara ¢ TEJICCHO TErJio Mo-M
TpaOBa Jia ce JIeKyBaT ¢ AYyrMeHTHH Ta0JIeTKU.




Tabnunara mo-n01y NpeACTaBs noaydeHara no3a (mg/kg/TenecHo Tero) pH Aena ¢ Terio 25
kg no 40 kg cnen npueM Ha eHa Tabaerka ot 875 mg/125 mg.

Tenecro Terno [kg] 40 35 30 | 25 [IpenoppunTensa
eIHOKpaTHa no3a [mg/kg
TEJIECHO TETrNo] {BX. IMO-
Tope)
AmoxkcuiiH [mg/kg tenecno rerno]f 21,9 | 25,0 | 29,2 | 35,0 12,5-22.5
3a ej(HOKpaTHA Jo3a (1 ¢unMipaHa (mo 33)
TadJIeTKA)
KnaBynanosa kucemina [mg/kg 3,1 3,6 | 4,2 5,0 1,8-3,2
TEACCHO TETTI0] 32 exHoKpaTHa A03a (1 {10 5)
¢uIMurpana TadneTKa)

Jena ¢ TelecHo Terno noj 25 kg 3a npeanodnTane TpAOB2a Ja ce JIeKyBaT ¢ AyIMEHTHH
CYCNEeH3MS Wil TIeIHATPHYIHH CaIeTa.

He ca HaMH9YHH KIMHHYHE JAHHH 3a NpHIoxenne na 7:1 hopmure Ha AyrMEHTHH B JIO3H, I10-
BHCOKH 0T 45 mg/6,4 mg/kg/mHeBHO nIpu Jena HoJ 2 roAHHH.

Hsama xJMHHYHHE JaHHH 33 TpHIIoxenne Ha 7:1 ¢gopmuTe HA AyrMEHTHH IPH JICLA HA BB3PacT
nox 2 mecena. [Ipenopsku 3a fi03MpaHe MPH Ta3u BE3PacToBa Ipylia He Morar j1a 651at
HalIpaBCHH.

llayuenmu 6 cmapyecka év3pacm

He ce manara kopurapade Ha 103arTa.

bvbpeuno ygpeoroarne

He ce manara kopurupase Ha [03ata P4 DaHenTH ¢ kpeatuauHOB KimuphHC (CrCl) nan 30
ml/min.

[Ipy HanHEHTH ¢ KpeaTHHHHOB KIHPBHC 110 30 ml/min, He ce mpenophyBa MPHIIOXKECHHUE Ha
¢opmuTe Ha AYIMEHTHH ChC CLOTHOIHEHHME HA AMOKCHIIHIMH KBM KJIaByJIaHOBaT4d KucemHa 7:1,
ThH KaTO HAMa HATWYHY [IPEITOPEKH 3a KOPUTHpPaAHE Ha J03aTa.

Heproopobro yspexcoane

Tpsa6Ba jia ce I03Hpa BHAMATEIIHO H PEOBHO /A e TIpocieiBa yeproapobHaTa pyHKknus (BX.
Ttouku 4.3 1 4.4).

Haumn Ha NpHIoXEHHE

AYIMEHTHH € 32 HEPOPANTHO TIPHIIOKEHHE.

AyrMeHTHH TpAOBa J1a c¢ IPHEMa 110 BpEME Ha XpaHEHE, 32 CBEXAaHe 10 MEH
BBE3MOMXHATA CTOMAINHO-YPCBHA HEMTOROCAMOCT.

JleueHHETO MO3KE A2 3aNO9HE MapeHTepaiHo B choTBercTBHE ¢ KX11 Ha HH
¢opMH H J1a C€ NPOABIKY ¢ IepopaiHa GopMa.
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CBpBbXYYBCTBHTCIIHOCT KbM aKTHBHHTE BEIIECTBA, KbM KONTO ¥ [1a € OT ICHHIHIHHHTE HIIH
HSIKOE OT IIOMOIIHHUTE BEIIECTRA, H30poeHH B Touka 0.1.

AHaMHe3a 3a TeXxKa He3abaBHa peakiys Ha CBPLXYYBCTBHTENHOCT (Hamp. aHadunakcusa) Oeta-
TaKTamMeH poAykt (Hanp. nedanocnopuH, KapbameHeM HIH MOHODAKTaM).

AHaMHeE3a 32 KBITCHHIA/ 9ePHOIPOOHO YBPEK/IaHe, IBIDKAINY cE Ha
aMOKCHITHJIMH/KIaBy TaHOBA KHCeNHHA (BXK. TO4YKa 4.8).

4.4 CoenHaj HH npeIyNpex/IcHUs U IPpeaNa3HA MEPKH PR yHoTpeda

[Ipeam 3ano4Bane Ha JeYeHHE ¢ AMOKCHIIHIIHA/KIaBy 1aHOBA KHACEJIHA, TAIIMEHTHT TpaOBa 1a ce
pa3uTa BHUMATENHO IO OTHOIICHHE Ha MIPEJMIIHN PEaKIHA Ha CBPBXYYBCTBUTEITHOCT KbM
IeHHLIMTHEH, HedaloCIOPHHE I ApyrH OeTa-TaKkTaMHU MPOYKTH (BXK. To9kH 4.3 1 4.8).

Cepro3ny ¥ noHsKora $aTainy peakiMi Ha CBPLXYyBCTBUTENHOCT (aHAPWIAKTOMIHM ¥ TEXKH
KOXKHH HEKEIAHH PEakiiny) ca choOINasany IPH ITAIHEHTH, JIEKYBaHH ¢ HEHHIINH. BB3MOXKHO
€ CHIO peaKIHUTE HA CBPBXUYBCTBHTENHOCT /1a IPOTPeCHpPaT A0 CHEApOM Ha Kounis -
CEPHO3HA AIEPTHYHA Peakilud, KOSTO MOXKE J1a JIOBeIe A0 HADapKT Ha MHOKapAa( BXK. TOYKA
4.8). Ilo-BepoATHO € Te3H peakilMu Ja c¢ MOABAT IpU JIMHa ¢ aHaMHE3a 38 CBPhXYYBCTBHTCTHOCT
KbM NCHHIIMIUH WIH IIPH aTOIWYHH JiMna. MMma cro01meHHd 3a eHTEPOKOJIMTCH CUH/IPOM,
IpeIU3BHKAH OT IipreM Ha jekaperBoTo{ drug induced enteocolitis syndrome-DIES), rnaBro
IIpH JIENa, IeH KOUTOCE MIPHIAraaMOKCHITHIIHE/KJIaByIaHOBa KHCEJIMHA ( BXK.To4Ka 4.8). DIES e
aNIEpTHYUHA PEAKIHA C BOAEI CHMIITOM IIPOIBIKHTEINO MOBphInaHe { 1-4 yaca crien
IPHJIOMNKEHHUE HA IEKAPCTBOTO) Oe3 alepruvHi KOXHYU A PECIHPATOPHH CHUMIOTOMH.
HOBIHATETHE CHMIITOMH MOTaT Jia OBJAT O0NKa B KOpeMa, JHApHs, XUIIOTOHHS KM
JIEBKOLIATO3a ¢ HeyTpodmins. MiMa TeXKH CIydYau, BKIIOUMTENHO ¢ Tporpecus Aa mok. 1ipn
MMOsiBa Ha AIEPrHYHa peaKusl JICUEHHETO ¢ AMOKCHITHIIAH/KIIaBy IaHOBa KHCeHiHa TPAOBa Aa C¢
[IPEYCTAHOBH ¥ Ja C€ Ha3HAYH MOJIXOIAMA ATTCPHATABHA TEPAIIHSL.

B cimygaii 9e ce gokaxe, 9e HHPEKIHATa € IbJ/DKH Ha AMOKCHIMJIHH-TYBCTBHTETHU
MUKPOOPraHu3Mu, TpadBa Aa ce 00CHAM NPeMUHaBaie 0T AMOKCHIIMIINH/KIaBy 1aHOBa KHCeNHHa
H& aMOKCHIIMKJIHH B CHOTBETCTBHE ¢ O(PHIAAIHHTE YKa3aHH.

Ynorpebara Ha Tazd GopMa Ha AYTMEHTHAH HE € MOJXOAAINA, KOraTO € HAIHIIEC BACOK PHCK
IIpeAnoJaracMUTE MaTOTeHH Jia ca ¢ Pe3UCTEHTHOCT KbM OeTa-TakTaMHH TIPOYKTH, KOSTO HE €
MeJMHpaHa OT OeTa-laKTaMasH, dyBCTBHTE/IHH HAa HHXMOUpPaHe OT KIIaBy/IaHOBa KHCeIHHA. Tasu
dopma He TpAOBa /@ ce H3MOJI3B4 34 JIcUCHHE Ha IEHHITHIHH-PEIUCTEHTHH 5. preumonide.

Ilpu mamueHTH ¢ yBpeacHa OpOpedyra QyHKUHS WIH IIPH TaKHBa, IPAEMAIIA BHCOKU TO3H, MOXKC
Aa ce MoABAT I'bpUoBe (BK. Touxa 4.8).

JledyeHueTO C AMOKCHIIHIMH/KJIaBY 1aHOBa KHCellHHA TpaOBa a ce H304rea IIpH ChbMHEHHE 38
aMOKCHI[MIHH ¢ HaGJrogaBaHa mossarta Ha MOpOAIH{opMeH OOpHBE.

EnxnoBpemenHa ynorpeda Ha anonypHHOJI [0 BpEME Ha JIEYEeHHE ¢ AMOKCHITHIH
YBEHYM BEPOATHOCTTA 33 ANCPrUUHHE peakiuH OT CTPaHa Ha KOXKATa.




[TpoasmxuTennaara ynotpeba moHAKOra MOXe J1a TOBEHAE JI0 CBPBXPACTEK Ha HETYBCTBHTEIHH
MUKPOOPTaHH3MH.

[TosBaTa Ha CHJIHO 334EPBEH IEHEPAIM3HPAH EPUTEM, CHIIPOBOJEH OT MyCTYyla, B HAYAI0TO Ha
JICYEHHETO, MOKE I € CHMIITOM Ha OCTpa reHepalM3upana ek3aHTeMua mycryaosa (AGEP) (Bx.
touka 4.8). Ta3u peakilus Hanara cliipaHe Ha JTCICHACTO ¢ AYTMEHTHH H € MPOTHBONOKA3AHHE
3a IOCJICABALL MPHEM Ha AMOKCHITHIIHH.

AMOKCHIMJIHH/KNABYJIAHOBA KHCEIHHA TpAOBA Jia ce€ NMpHiara BHUMATCIHO NIPUA MAHHEHTH €
JaHHM 3a YepHOpo0HO yBpexkaaHe (BX. ToukHd 4.2, 4.3 u 4.8).

CnOHUTHA OT cTpaHa Ha YepHHA Jpod ca chobIaBaHy NPeMMHO IIPH MbXKE H IPH MAHHCHTH B
CTapYecKa BH3PACT H MOXE JIa ¢a CBHP3aHH ¢ MPOABIDKUTENHO jleYeHne. Te3n CEONTHA Ca
¢p0OIapalK MHOTO PAIKO TIpH Jiena. [Ipy BCHUKH nOMyNaliiy, OpH3HAIINTE U CHMOTOMHUTC
0OMKHOBEHO ce Ha0;II0MaBaT Mo BpeME Ha MIIH MaJIKO CHEX JJEIESHHE, HO B HAKOH CiTyYal MOXC
/13 HE Ce M3ABAT [0 HAKOJIKO CEIMHLIM CJie]] IPeyCTaHOBABAHE HA IeYcHHETO. Te3u ChONTHA
0OMKHORBEHO ca oOparumu. YepHogpoOdHUTE CHOMTHA MOXKE [a ca TEKKH H B H3KITIOUHTETIHO
pEKH CIyyad ca JOKIaJBaHH CMBDPTHHE ciy4aH. Te3u cHOMTHS OUTH BHHAIM ca HabONaBaHK
IpH JAAEHTH ChC CEPHOZHO NO/IEXaIe 3a00sIBaHe WK IIPHECMAIIH eTHOBPEMCHHO
JIEKapPCTRA, 332 KOHTO € H3BECTHA, U€ HMAT [TOTEHIHAl 3a YepHOAPOOHHU edeKTH (BXK. ToYKa 4.8).

KoJIHT, CBBhp3aH ¢ NPHIOKEHHETO Ha aHTHOHOTULIM, € ChOOIIaBAH MPH MOYTH BCHYKH
aHTHOAKTEPHAIHHA TPOJAYKTH, BKIIOUATEIIHO IIPH AMOKCHLIMANH U MOKE Jla BapHpa 1o TEXKECT 0T
JIEK IO XKHBOTO3acTpamnasam (Bx. Touka 4.8). Ilo Tazu npHuHHa, IPH NAIMEHTH ¢ AHAPHA 110
BpeMe Ha HIIH CJIe]] IeYeHHE ¢ aHTHOMOTHIM, € BAXHO J1a Ce MMa IPeJBH/| Ta3H JHAarHo3a. AKo
Ce IMOSABH KOJUT, CBBP3aH C NPHIOKESHUETO Ha aHTHOMOTHIM, JICUCHHETO C©
aMOKCHIWIHH/KIaBYIaHOBa KHCEIMHA He3abaBHO Tpa0Ba fa ce MPeyCTaHOBH, Jla CC HANPaBy
KOHCYJITallHs C JIEKap H Ja e 3alf04He MOAX0Aqmo iedeHAe. B To3H Ciryyai ca
IIPOTHBONIOKA3aH! aHTHIIEPUCTAITHYHH JICKapCTBCHH MPOAYKTH.

Ilo BpeMe Ha OPOABLKHTEITHO JICYCHHUE € [IPEIOPEYATENHC IEPHOANIHO [1a CC OLICHABAT
OPraHHHUTE M CHCTEMHH (YHKIHH, BKIFOUHTEIHO OnOpedHara, 4epHo/ipobHaTa 1
XeMONOEeTHIHATa QyHKIHA.

CrobInaBany ca peKy CIyYad Ha yIbIDKaBaHe Ha IPOTPOMOHHOBOTO BpPEME NIPH IALUCHTH,
NEKYBaHH C aMOKCHIWINH/KIaByIaHOBa KuceanHa. [1pa egHoBpeMCHHO IPHIOXKEHHE C
AHTHKOATYJIAHTH CE HAJIAra II0AXO0JANI0 Ipocie/iaBane. Moxke aa € HeoOX0JIMMO KOPHIHPaHe Ha
103aTa Ha NEPOPATTHHTE aHTHKOAT'YJIAHTH 34 [IOLbPXKAHE HA KECIIAHOTO HEBO Ha
auTHKoaryaanus (Bx. Touku 4.5 u 4.8).

[Ipu naieHTH ¢ OBOpeUHO YBpeXKIaHe no3ara TpadBa Aa c€ KOpUTrupa, B 3aBHCHMOCT OT
CTEnEHTa Ha YBPCIKAAHETO (BXK. Touka 4.2).

Hpy nanpeHTH ¢ HAMAJICHO OTHE/ISIHE Ha YpHHA MHOTO PAAKO € HaObMoIaBaHa KpUCTaly pHs,
I'MAaBHO IIpH NapeHTepanno JeueHue. [lo BpeMe Ha mMpHiIaraHeTo Ha BUCOKH J03H aMOKCHITHIIMH
ce IIPenopbdBa NOIbpKaHe Ha JOCTaTHYEH IPUEM Ha TEUHOCTH H OTACIIAHC HA YPHHA, C IIC] /12
ce HaMAABaHe HA BH3MOXXHOCTTA 33 AMOKCHIIIIMHOBA KpHCTamypus. I1lpu manpuenT! ¢ K’I‘B‘I"Lp

B MMKOIHHA MCXYP TpAOBaA J1a Ce NPOBEXKIA PEAOBECH BH3yaJleH KOHTPOI Ha HpOXO B
Touka 4.8 u 4.9).

Ilo BPCMC Ha JICHCHHC C AMOKCHIHJIKMH TpﬂﬁBa Ja ¢ U3NTOJI3BaT CH3INMHH I'NITOK O l O
METOIH IIPH H3CICABAHE 32 HATHYNC Ha I'IIOK03a B YPUHATA, THH KaTO ¢ HECHIUMBU LT
MOXC JIa CC 110JIy4daT li)aﬂIIIHBO MMOJICKHATCITHH PC3YIITATH. q’é Wi
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Hanmauero Ha K1aByaHOBA KACEJMHA B AYTMEHTHH MOXe JIa TPHIMHA HECTIENHPHIHO
cebp3pase Ha [gG W anbyMuHa ¢ MeMOpaHKTe Ha YEPBCHUTE KPLBHH KIETKH, BOACINO 10
¢aymauBo mosokkuTeIeH TecT Ha KymbOc.

MMa crobmenns 3a HOJ0XKHATETHA PE3YITATH OT TecTa, IpH Winonssane Ha Platelia Aspergillus
EIA Tect Ha Bio-Rad Laboratories mpu nmanueHTH, NpHeMammy aMOKCHIMIIHH/KIaByJIaHOBA
KHCEITHHA, 3a KOHTO CJIe]] TOBa € YCTaHOBEHO, 9e HamMaT HHpekis ¢ Aspergillus. CrobimaBanu
ca KpbCTOCAaHM peakuuu ¢ He-Aspergillus nomusaxapuau u nonadypanozu ¢ Platelia Aspergillus
EIA tecT na Bio- Rad Laboratories. Cineaoparenao nojgoxuTeIHH pe3yIITaTd OT TECTA IIPH
HalUeHTH, IPHEMAIIN AMOKCHIIIHE/KNaBYJAHOBA KACEMHA, TPA0Ba 1a Obaar THIIKYBaHH
BHUMATEJTHO U /12 CE TIOTBBPIAAT Upe3 JAPYTH JHATHOCTUIHH METOIH.

Tosa nexapcTBo ChABPIKA MO-MaKO oT 1 mmol Hatpuii (23 mg) Ha TabaeTKa,T.e. MOXKE J1a €€
Kaxe, ue IMPAKTUYECKH He ChAbPXKA HATPHIA.

4.5 BiaamoeiicTBHe ¢ APYTH JIEKAPCTREHHA NPOAYKTH H Apyra ¢opMH Ha
B3AaHMOACHCTBHE

LlepopaTHu aHTHKOATYIaHTH

[lepopanauTe aHTUKOATYIAHTH M IICHUIMIAHOBHTE AHTHOHOTHIIM €3 H3NIOJI3BAHH LIIMPOKO B
IpakTHKara 6e3 cho0meHHs 3a B3auMoacicTBHE. BBIIPEeKH TOBAa, B JIATEpATypaTa MMa OIIMCAHHU
CIy4ad Ha TIOBHINEHO MEXIYHAPOJIHO HOpMaM3npano choTHomeHKue (INR) mpy marmeHTH Ka
TOAABPIKALILO JICUSHHE ¢ AllCHOKYMAapOoJ WM BapdapHH ¥ Ha3HAUECHO JICUCHHE ¢ AaMOKCHITHKITHH.
[Ipa HeOOXOAUMOCT OT €THOBPEMEHHO TIPHIOKEHHE, TPI0Ba BHUMATESHHO Ja ¢ NPOCACIABAT
NPOTPOMOHHOBOTO BPEME HMIJIM MEXKIYHAPOAHOTO HOPMATH3HPAHO CHOTHOIICHHE IIPH JOOABSHE
HJIM CIIApaHe Ha aMokcHIIMH. OCBEH TOBA, MOKE J1a € HeoOXOJHMO KOpHTHpaHe Ha J103aTa Ha
HEPOPATHATE AHTHKOATyJIAaHTH (BXK. TOUKH 4.4 u 4.8).

Metorpekcar

HEHHI_IHJTHHHTG MOXe a HaMaJIqT CKCKpenHuaTa Ha MCTOTpEKCaT, KOCTO Ja JOBEAC 10 BL3MOXKHC
IIOBHUIHIABAHC Ha TOKCHYHOCTTA.

I IpobeHenn

EnnospeMenna ynotpeba Ha npobenenn He ce npenopbura. I Ipobenennn namanspa
6B6peunara TYOYIIHA cexpennst Ha aMOKCHIMIHH. EqnoBpeMenna yrorpeba Ha IpoOCHEeIHT
MOKE Jia I0BeJC A0 YIb/KaBaHe Ha HATHYHAETO U TIOBHIIABAHE HA HUBATa HAa aMOKCHITWIHH B
KPBBTa, HO HE ¥ Ha KIIABYJIaHOBATA KHCEIIUHA.

Muxkoderoiat MmodeTnn

IIpy naienTH, NpaeMamy MuKo@gpeHonatT Mo eTHIL, ce ChO0INABa 3a HAMAJIIBAaHE Ha

NpeyI030BaTa KOHIEHTPAIHS HA aKTHBHES MeTaboanT MukodeHonosa kucemaHa (MPK) ¢
npuomsuTenao 50%, cnen 3ano9YBaHe Ha JISYEHHE ¢ IEPOPANIEH AMOKCHITFIIHH TLTIOC
KJIaByliaHoBa KUcenwHa. [IpoMaHaTa B nmpe1030BOTO HUBO MOJXE JIa HE NIPEICTaBS
npoMerrTE B 0610aTa excriozuis Ha M@K, Ilopaan ToBa, 0OHKHOBEHO HE € HEO
NpOMsIHA B 103aTa Ha MEKOQEHOIaT MOMETAN NIPH JIMIICA HA KIHHHYHH JaHHHA

".-“ : ‘ H _;-._ il
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¢yHKIHUA Ha IpUCcaJKaTa. BBIOpeKH TOBa, TpAOBa Ja C€ H3IBBPIIBA BHHMATETHO UHG B T
HPOCJICASBAHE 10 BPEME HA JICYCHHETO ¢ KOMOMHAIINATA H MAJIKO CJIE/l 3aBbPIIBayCdl %‘mﬁ“ﬁ* SEN
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AHTUOMOTHYHATA TEPANHA.



4.6 DepruaHTeT, OPEMEHHOCT H KbpMEHe

bpemeHHOCT

[IpoyuBaHMs npH )XHBOTHH HE MMOKA3BaT MPEKH WK HEMPEKH BPEHHU BB3/ICHCTBHS BHPXY
OpeMEeHHOCTTa, EMOPHOHATHOTO/(PETATHOTO pa3BUTHE, PAXKJIaHETO HIIH NOCTHATAIIHOTO
pas3BuTHE (BX. To4Ka 5.3). OrpaHHyeHy AaHHH 3a ynorpebaTa Ha aMOKCHIIHIIMH /KJIaByJIaHOBA
KHCEeJIMHA [0 BpeMe Ha OpeMEHHOCT IIpH XOpa HE [10Ka3BaT MOBHIIEH PUCK OT BPOJACHH
mandopmanuu. [Ipu npoyuBane npu )KeHH C IpeATCPMHHAIIHA IPEXKIEBPEMEHHA PYNITYypa Ha
¢derantHaTa MemMOpaHa ce cr00ImaBa, 4e NpoPUIaKTHYHOTO JIEYCHHE C aMOKCHIIHIHH
/KJ1aByJIaHOBA KHCEJIHHA MOXeE /1a Ob/1e CBBP3aHO C IIOBHIIEH PHCK OT HEKPOTH3HpALl]
eHTEPEKOJIUT IIPH HOBOPOAeHH. [IpHI0KEeHHETO Ha aMOKCHI[WIMH /KJIaByJIaHOBA KHCEIIMHA 110
BpeMe Ha OpeMEHHOCTTA TpAOBa J1a ce u304rBa, OCBEH aKo JIEKapsAT HE MPCIEHH, 4€ €
HEOOXOIUMO.

KspMmeHe

JIBeTe aKTHBHM BEIECTBA CE EKCKPETHPAT B KbpMaTa (He ca yCTAaHOBEHH €(EKTHTE Ha
KJIaBYJIaHOBAaTa KMCEJIMHA BHPXY KbpMadeTo). B ciieicTBHE Ha TOBA, Ca B3MOXHH JIHAPHs H
reOMYHa HHQEKIHUs Ha JIATaBHIATE IPH KbPMA4YeTO, KOETO MOJKE /1a HAJIOXKH NMPEYCTaHOBSABAHE
Ha KbPMEHETO. BB3MOXKHOCTTA 32 MOBHIIABaHE HA YyBCTBUTEIHOCTTa TPs0OBa Jia ce B3eMe 110/,
BHHMaHHEe. AMOKCHIIMJIMH/KJIaBYJIaHOBA KMCEJIMHA TpAOBa /la ce H3I0JI3Ba 10 BpeMe Ha KbpPMEHE
caMo cJiel peleHKa OT JIEKyBAIis JeKap Ha ChOTHOINEHHUETO M0JI3a/PHCK.

4.7 EdexkTn BbpXy cnocobHocTTa 32 modupaHe H pabdoTa ¢ MAIHHHA

He ca npoBexaaHu npoy4saHus 3a epeKTuTe BBpXy CIOCOOHOCTTA 3a modupane u padboTta ¢
MallliHHU. BBIIpeKH ToBa MOXKeE Jia CE€ MOSBAT HEXKEJIAaHH PeaKlMH (Hap. aleprudHH peakluH,
3aMaiiBaHe, I'bpYOBE), KOUTO MOraT /a IOBJIMAAT crioco0HOCTTa 32 modupaHe H padora ¢
MAallHHU (BXK. TO4YKa 4.8).

48  HexenaHu JieKapCTBEeHH peaKiiHH
Haii-yecTo ch00ImaBaHuTe HEXKEJIaHHU JIEKAPCTBEHH PEaKIMK ca JHapHs, raJIcHe U NOBPBIIAHE.

HexxenaHuTe JICKAPCTBEHU PEAKIMH, MOJIYYEHH OT KJIMHHYHHE NIPOYYBaHUS B OT
ITOCTMApPKETHHTOBOTO HAOMOIeHHe ¢ AYyTMEHTHH, ca U30pOEHH I10-0JTy H Ca KaTeropu3upaHH
ceriacio MedDRA, no cucremo-oprases Kiac.

W3nosn3BaHa € clieiHaTa TEPMHHOJIOTHS 3a KJIaCH(pHUIpaHe Ha YeCTOTaTa Ha HEXEJIAaHUTEe

JICKAPCTBEHHU PEAKIIHH.
Mmuoro vectn (=>1/10)

Yectu (>1/100 mo <1/10)
Heuectn (>1/1 000 mo <1/100)
Penxu (>1/10 000 mo <1/1 000)
Mmuoro peaxu (<1/10 000)

C HeHn3BeCTHA YecToTa (OT HAIMYHHUTE JaHHH HE MOJXKe J1a Ob/ie HalpaBeHa OLICHKA

HH(I)GKIJ.I;IH % Hﬂglecmmm
KaHauao3a Ha KoXKarTa U JIATaBHIIATE YecTH
(CBpbXpacTeK Ha HEYYBCTBUTEIHA MHKPOOPraHHU3MH C HeM3BECTHA 4€CTOTAa

H&EYIHGL‘IH}I Ha KPbBTA H JIHM!hHaTa CHCTCMA



lO(i]:ra:ruml JIEBKOTICHHS (BKJIFOYMTEIHO HEYTPOIICHHS ) Penxu
(TpomOonTONIEHUS Penku
\ObpaTuMa arpaHyJIOIUTO3a C Hen3BECTHA Y€CTOTA
XEMOJIMTHYHA AHEMHUS] C Hen3BECTHA 4€CTOTa

Y IbJDKaBaHE Ha BPEMETO Ha KbPBEHE H Ha
IPOTPOMOHHOBOTO BpeMe'

C Heu3BECTHA 4YecToTa

HapyuieHns Ha HMyHHaTa cucrema®

AHTHOHEBPOTHYEH OTOK

IC HeHW3BECTHA Y4eCcToTa

AHadunakcus

C Heu3BeCTHA 4eCcTOoTa

CunpoM, no100eH Ha cepyMHa bosiect

C Heu3BeCTHA 4YecToTa

XHNepCeH3UTUBEH BaCKYJIUT

C Heu3BEeCTHAa YecToTa

Hapyiienus Ha HEpBHaTa CHCTEMA

3aMassHOCT HeyecTu
["maBoGomnue HeuecTn
Obparima XHNEPaKTHBHOCT C Heu3BeCTHA 4ecTOoTa
"spuoBe’ \C Heu3BeCTHA 4eCToTa

AcCeITHYEH MEHUHTHT

C Hen3BEeCTHA 4eCcTOoTa

ChpIeYHU HAPYIUCHUS

\CurpoMm Ha Kounis

C Heu3BECTHA 4yecToTa

|CTOM&IIIHO-29€BHH HAPYLICHHA

JInapus MBHOro 4ecTH
[anene’ YecTn
[loBpbiane YecTH
Hapymeno xpaHocMuIaHe HeuecTu

KonuT, CBbP3aH ¢ IPHIOKEHHETO Ha aHTHOHOTHIM®

C HeHu3BeCTHA 4eCcTOoTa

JIEKAPCTBOTO

EHTBPOKOJIHT&H CHHJIPOM, NNIPpCAU3BHKAH OT NPHCM Ha

C HeHn3BeCTHA 4ecToTa

OcThp MaHKpEeaTUT

|C Her3BeCTHA 4ecToTa

|C Hen3BeCTHA 4eCTOTa

Uepen ,,kocMar" e3uk (black hairy tongue)

X enaroOHIMapHy HapyIIeHHUs
[ToBumanane Ha AST w/wmu ALT?

HeuecTn

XenaTut>

C HeHn3BeCTHA 4eCTOTa

|C Hem3BeCTHA YECTOTa

XoJlecTaTHYHA KbJITeHHLA”
6

HapyimeHus Ha KOXaTa ¥ IIOJIKOKHATA ThKaH
0)KeH OOpHUB

Hegectn
'CLpﬁe}K Heuectn
Y pTHKapHus Heuectn
Eputema Myatudopme Penxu

CuanpoM Ha CTUBBHC-/[DKOHCHH

|C Hem3BEeCTHA 4E€CTOTa

ToxcuuHa CIIHJACPMAJIHA HCKPOJIA3a

IC HeM3BECTHA 9ECTOTA

Byno3eH ekcdonuaTHBEH 1EPMATHT

|{C HeH3BECTHA YecToTa

OcTpa reHepad3upana eK3aHTEMHA
nycrynosa (AGEP)

C Heu3BeCTHA 4eCcToTa

MequKaMeHTO3HA peakius ¢ €03HHOPHINA U
cuctremMau cumrntoMu (DRESS)

C HeHu3BEeCTHa YecToTa

JluneapHa IgA Gonect

HHTepCTﬁuHaneH Hed)EHT

Kpucranypus’ ( BKIFOUYHTEIHO OCTPO 6B0pedHo
YBpeXkaHe)




1 Bx. Touka 4.4

2 TlosiBaTa Ha rajJicHe € [I0-9eCTO IIPH NEpopateH

IIPHEM Ha BUCOKH JI03H.AKO C€ MOABAT peaKiiui

OT CTpaHa Ha CTOMAIIHO-IPEBHKS TPAKT, TC

MOTAT J1a ¢ HAMAJIAT C IIPHEM Ha

AMOKCHLIMKIIHH/K/IaBYJIAHOBA KMCEIIHHA 110 BpeMe

Ha XpaHCHE.

° BKIIOUHTENHO NMCEBAOMEMOPAHO3EH KOJMT ¥ XeMoparayieH koAt (8x. Touxa 4.4)

* Ymepeno nosumasane Ha AST w/nim ALT e ycTaHOBEHO HpH NAUMEHTH, JIEKYBAHH C
0eTa-nakTaMHH aHTAOHOTULH, HO 3HAYCHUETO HA TE3H NPOMCHH HE € H3ACHCHO.
"TakuBa peaKiHe ¢a YCTAHOBEHH H CJIE IPHIOKCHHAE HA JIPYTH MEeHUIHIMHA U
Hnedantocopuay (BXxK. Touka 4.4).

PAKO ce MosSBM peaKijus Ha aleprHucH ASPMATHT, JICUCHAETO TPAOBA Aa Ce OPEYCTAHOBH
(BXK. Touka 4.4).

"Bk, Touka 4.9

BBx. Touku 4.3 u 4.4

Crhofmanane Ha NOJOIAPAHN HEXKCIAHH PEAKIHNA

CrofaBaseTo Ha HOJAO3MPAHN HEKENAHH PEaKIlHy clie]] pa3peliaBane 3a ynorpeda Ha
JIeKapcTBEHHS IPOAYKT € BakHO. ToBa M03BOIABA /1a NPOTHIDKA HAOMIOACHHCTO HA
CHOTHOIIICHHETO IOJI3a/PHCK 3a JIEKapCTBECHUA TIPOAYKT. OT MEAMIIHHCKATE CIICHHATHCTH €€
H3KCKBA Aa ChoOIaBaT BCAKA IMTOAO3HPAHA HEXKEIIAHA peaKlAad Ha:

M3nbaHuTeIHa areHIus 110 JIeKapcTaara

yi. ,,Jamsan ['pye" Ne 8

1303 Codus

tei.: +359 2 890 34 17

yeOcaiiT: www.bda.bg

4.9 Ipenosupane

CUMITTOMHA M JIpH3HANHA HA IIpCAO3HpaHe

Moxe J1a ce HabIH0AaBaT CTOMAIIHO-UPEBHH CHMIITOMH ¥ HAPYIIABAHE HA BOJHO-Y /' adf¥ -5l K
enexTponutHyg Oananc. HaGmoxapaHa e aMOKCHIIMIIMHOBA KPUCTAMYPHSA, B HIKOH: H)?ﬁah .
BOJIema 70 Op0pedna HeOoCTaTHPIHOCT (BXK. TOUKa 4.4).
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Mosxe ma ce HabIOgaBaT rbpUOBE IpH MANHEHTH ¢ Hapymena Obp0peuna QyHKIAS HIH TIpH
TE3H, IPUEMANTH BECOKH JIO3H.

MMa crobmieHus, Y€ aMOKCHITHINE ce yTadBa B KATEThpa Ha [IMKOYHHA MEXYP, OCHOBHO CJIC/L

MHTPaBEHO3HO NIPHIAraHe Ha BECOKH JI031. TpAbGBa [a ce MPOBEkKIA PelOBEH BH3yaICH KOHTPOI
(BX. Touka 4.4).

Jledenyiec Ha UHTOKCHKAITHAS

CHMIOTOMHATE OT CTpaHa Ha CTOMAmHO-YPEBHAA TPAKT MOTaT Ja cC JICKYBaT CHMIITOMATHYHO,
KaTo ce 0OBPHE BHUMAHUE HA BOJHO-CIEKTPOTUTHHSA pajiaHC.

AMOKCHIIHJINE/KJIaBY/JaHOBA KHUCEIMHA MOXKE 112 C€ OTCTPaHH OT KPHBOOOPAINEHHETO IPe3
XeMOIHATH3A.

s. GAPMAKOJOI'MYHU CBOUCTBA
3.1 dapMaKoJHHAMHIHH CBOHCTBA

dapmakoTEepaneBTHIHA Ipy1Ia: KoMOpHaIms OT neHH IUIHHH, BIKITIOYATETHO bera-JTaKTaMa3HH
naxuburopa; ATC kox: JOICRO2.

Mexauu3bM Ha JSHCTBHE

AMOKCHIIWIHH € MOJyCHHTETHYeH IICHHIWINH (OeTa-TaKTaMeH AHTHOMOTHK), KOHTO HHXHOMPA
eIMH WA NOBEYE eH3UMH (JeCTO HapAYaHy NCHANMIAH-CBBP3BAIM POTCHHA PBPs) B 116T4 Ha
GHOCHHTE3a HA GAKTEPHATHHAS NeNTHAOTIMKaH, KOHTO € CHIIECCTBCH CTPYKTYPCH KOMIOHCHT Ha
GaKTepHanHaTa KIeThuHa cTeHa. HxubupaHeTo Ha CHHTE3a Ha NETITHIOTIHKAHA BOZH 10
orciabBaHe HA KIeThUHATa CTEHa, KOeTo OOMKHOBEHO C€ TIOCNIEABA OT KICTRYHO pasIpaxIane 1
CMBPT.

AMOKCHI[HJIHH € YyBCTBHTEIIEH KbM pasrpaxzane or 6era-IakTaMasuTe, Ipoaynpati ot
PE3HCTEHTHHTE GAKTEPUH, TIOPAJIH KOETO, CICKTHPBT My Ha NeHcTBUE HE BKIIFOYBA
MHKpPOOPraHH3MH, KOHTO IIPOH3BEIKAAT TE3H CHIAMU.

K iaBy 1aHOBaTa KHCEINHa € GeTa-NaKTaM, CTPYKTYPHO CBbP3aH ¢ ICHAIMITHHHITC. Ia
HHAKTHBHMpPA HAKOH 6eTa-lTaKTaMa3Hy eH3AMH, KaTo 10 TaKbB Ha4uH NPEA0TBPaTBd
MHAKTHBUPAHETO HAa aMOKCHINLHH. KitaBynaHoBaTa KHCEIUHA CaMOCTOATENHO HE IIPOSBABA
KJIHEHYHO moJie3eH anTudaKTepuaneH e(eKT.

Bps3ka dapMakoKHHETHKA-(hapMaKOIHHAMMKA

BpemeTo Hal MEHEMA/IHATA HEXUOHpAMa KOHLCHTPAMS (T>MIIK) ce cunTa 32 OCHOBHHUAT
onpeaenais (paxrop 3a ¢PHKACHOCTTa HA AMOKCHIIAJIHH.

Mexadu3Mi BEa DEe3HCTEHTHOCT

¢ VnaxTMBHpaHe OT Te3u GaKTepHANHH OeTa-aKTaMasH, KOUTO HE
KJIaByJIaHOBATA KHCEJIMHA, BKIIIOUHTETHO Ki1ac B, CuD.

e Mameneune na PBPs, koeTo HamansBa ahHHETETA HA AHTAOAKTED
Taprera.
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Jlnncarta HA nepMeaOHIATET Ha GaKTEPHHTE HIH MEXaHAU3MHATE HA edUIYKC MOMIIaTa MOTaT Ja

IIPHYHHEAT WK Aa JOIpHHECAT 3a OaKTepHaIHaTa Pe3HCTEeHTHOCT, 0C00eHO 1ipH I pam-
OTPHIATCITHATE OaKTEpHH.

'pannyrn croiHOCTH (Breakpoints)

I'panuannre croiinocTd Ha MIIK (MIC breakpoints) 3a aMOKCHIHJIMH/KI/IABYJIAHOBA KHCEIIMHA
ca Te3d Ha EBponelcKHa KOMHUTET 110 U3NUTBAHE Ha aHTHMHKPOOHATa dyBcTBUTEIHOCT (The
European Committee on Antimicrobial Susceptibility Testing (EUCAST)).
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MHuKpOOpraHu3MHu

["paHMYHM CTOMHOCTH HAa YyBCTBUTEIHOCT (pg/ml)

YyBCTBUTEIHH Pe3ucreHTHH
Haemophilus influenzae <0,001" = 3
Moraxella catarrhalis <1’ > ]
Staphylococcus spp. 3aGenexka 2332304 3abenexka 2353304
Enterococcus spp. <415 >81:5
ICtpenrrokok ot rpynu A, B, C, G208 3abenexxka 2° 3abenexka 2°
(moxa3zaHusi, pa3JIiYHd OT MEHUHTHT)
\Streptococcus pneumoniae® <0,5'% >116
EHTepoOaKTepHu IpH HEYCII0KHEHH <321 >3
WHbexnyy Ha THKOYHUTE IIHTHINA
['paM-OTpHILIATEIHA aHAepoOH <41 >8]
[ paM-10JI0XKHATEIHH aHaepoOu <4/ >g1
(c m3xmroueHue Ha Clostridioides
difficile)
He-BH10BO OTHACSAIIH CE€ TPAHUYHH <2 >g!
ICTOMHOCTH
ICtpenTokoku ot rpyna Viridans® 3abenexka®?® 3abenexka®?
Pasteurella multocida ] >11
Burkholderia pseudomallei <0,001 >g1

/

KHcenuHa € QukcupaHa Ha 2mg/l.

2a

26

3a

30

[loBeueTo koaryna3a-oTpuuaTeTHH CTAPHUIOKOKH Ca IPOJYICHTH HA MEeH
METHIAIMH-PE3UCTEHTHH. M 3BaTa MEXaHHW3Ma I'M IPaBAT PE3UCTCHTHH KbM OQH3
(peHOKCUMETHJINCHUIIWINH, aMITUIIWIHH, aMOKCHLIMKIIMH, TUIICPAIAIHH H THKS

3a [ICJTATE HAa U3CJICIBAHCTO HA YYBCTBUTEC/IHOCTTA KOHIICHTPANUATA Ha KJIaByJIaHOBAaTa

['panrgHMUTE CTONMHOCTH B TaOnumara ce Oa3upar Ha rPaHUYHATE CTOMHOCTH HA
GeH3MMCHAIIHH. Uy BCTBUTETHOCTTA C€ OTYMTA 0 YyBCTBUTEITHOCTTA KbM OCH3HIINCHHUIIAIHH.

[Ipu moka3aHusi, pa3IMYHA OT MEHMHIMT, 4YyBCTBHTEIHOCTTA HA CTPENITOKOKH OT rpynH A,B,C u
‘G KbM NEHHUIIUIMHHU C€ OTYUTA [0 YYBCTBHUTEIHOCTTA KbM OCH3UIINICHUIIMINH, C H3KIIOYCHUE Ha
(beHOKCHMETHITIIEHHIIMIIMH H H30KCa30HITICHHIIMIMHATE IPH CTPENTOKOKH OT rpyma B.

[loBeueto cTadUIOKOKH ca NIPOAYNEHTH HA IEHHIIHIMHA3a U HAKOH Ca MCTHIIWIMH-
pe3ucTeHTU. M 1BaTa MeXaHW3Ma r'd MpaBAT PE3UCTEHTH KBM
OeH3MIMEHUITWINHH,(PEHOKCUMETHITICHUTIMITMH, AaMITHI[UINH, aMOKCHIIUKIIMH, MHIICPAliIuH |
THKapuIEH. CTaQHIOKOKH, KOHTO ¢a YyBCTBUTEIHH KbM OCH3HINCHAIIWIHH H NE(POKCHTHH, CE
OTYATAT KAaTO YyBCTBUTEIHH KbM BCHYKH NMeHHIMINHA. CTaUIOKOKH, KOUTO Ca PE3UCTCHTHH KbM
OCH3MIMCHAIIMINH, HO YyBCTBHTEIHH KbM e()OCHTHH, Ca YyBCTBHTEIHH KbM KOMOHHAIAH C
WHXUOUTOPHU Ha OeTa-JlaKTaMasH, H30KCa30THINCHAIIUINHHE (OKCAIlHKIIHH, KIIOKCAIIHKIIHH,
MUKJIOKCAMIHH B (IIyKIToKcaruiuH) B HabimimH. [Ipu tekapcTBeHH NPOAYKTH, PHEMaHH
NepopaiHo, TpsAOBa a ce 00bpHE BHUMAaHHWE HAa TOBA Ja C€ IIOCTUIHE JI0CTAThYHA €KCIIO3ULIMSA Ha
MACTOTO Ha HHPpeknmaTa. CTapHIOKOKHTE, KOMTO Ca PE3UCTEHTHH KbM IeQOKCHTHH
PE3UCTECHTHH KbM BCHYKH NCHULIWIHHH.
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HaCcTOAXIHA MOMEHT HAMAa METO, KOUTO MOXE HAJICKAHO Ja OTKPHBA IMPOAYKIIHA Ha
NCHAIUINHA3A B KOAryna3a-0TPUIATCIIHA CTAQHIIOKOKH, HO PEINCTECHTHOCTTA KbM METHIUITMH
MOXKeE J1a Ob/e OTKpHTA ¢ NE(POKCHTHH, KAKTO € OIHCAHO.

4

YyBCTBHTEIHUTE KbM aMOUUMIUH S.saprophyticus ca mecA-oTpHIATEIHA B 1y BCTBHTETHH KM
AMITHIHJIMH,AMOKCHIAK/IHH M THIICpaIHIAH (Che WIH Oe3 HHXUOHTOD Ha DeTa-nakTaMasy).

3

UyBCTBHTENHOCTTA KbM AMITHIIHIIMH, aMOKCHIIMKIHH H MTHNEPAIHIHMH (ChC HIH 0€3 HHXHOUTOP
Ha OeTa-TaKkTaMash) MOXKeE JIa €€ 0TYETE O YYBCTBHTENHOCTTa KbM aMITHIMIIHH. PE3HCTCHTHOCTTA
KbM aMOHIHIHH € 9ecra 3a E. faecium, noxaro npu E. faecalis Bb3HMKBaA paako K TpaOBa na Ob/e
norsbpaeHa ¢ MIIK tecr.

6

HuckoBo-1adqy3uorHuar tecT ¢ 1 pg oxcarnunui WM MIIK tecTsT ¢ OeHIMIMCHHITMITHH CC
H3II0NI3Ba 32 YCTAHOBABAHE HAJIMYUETO Ha MEXAHA3MH 3a PE3UCTCHTHOCT KbM O€Ta-NaKTaMH.
Korato CKpHHUHTOBHST TECT € OTPHLATENEH (30HATA Ha 33APHXKKA OKOJIO JHCKA OKCALIHIHH € 2> 2()
mm ua MIIK Ha Oen3pnneHHHmIH €

< 0,06 mg/l ) Bcuuxy OeTa-TaKTaMHH JIEKAPCTBEHH IIPOAYKTH, 34 KOUTO HMA KIIMHMYHK I'PAHUYHU
ICTOMHOCTH, C€ HOKIABAT ,;dyBCTBHTEIHA" O3 JOMBIHATEIHO TECTBAHE.

7

['paHvvHNTE CTOMHOCTH 32 AMHHOIICHUITVJIMHHA IPH €HTEPOKOKH Ca OUPEE/ICHA Bh3 OCHOBA Ha
HHTPaBEHO3HO npuinoxenue. [Ipn nepopalie NpHeM IpaHMIHHTE CTOMHOCTH €A IPHIIOKUMH CaMo
3a nHpekiHn Ha mikoaHuTe Ibrrma (UI1II).

8

JloOaBsreTo Ha HHXHUOUTOP Ha GeTa-1aKTaMasy He MoAoOpaBa KIMHAYHATA ¢PEXTHBHOCT.

G

bensmmenunumn (MIIK wmir qguckoBo-n1udgy3HOHEH TECT) MOKE Aa C¢ H3IOJI3Ba 3a OOPEACIIAHES
Ha PE3HCTCHTHOCT KbM OeTa-NaKTaMHM HpH CTPENTOKOKH ot rpymna Viridans.H3onature,
KaTCrOPH3ApPaHH KaTo HETATHBHH IIPH OIPESACIHETO, MOXKE Ja € JOKIaOBAT KaTO YyBCTBHTEIHH
KbM O€Ta-JaKTaMHUTE JICKAPCTBCHHE NPOAYKTH, 32 KOUTO ¢A H30pOeHH KIMHHYHH IPAHHYHH
lcroitrocTr. M3onarute, KATErOPHU3UPAHH KATO MOJIOKATEIHH NPH ONpeAeNsiHeTo, TpAOBa aa Obaar
TECTBAHH 32 YYBCTBUTE/IHOCT KEM OTAEHHUTE JEKAPCTBECHH NIPOAYKTH. [ IpH HeraTHBHH KbM
Oen3wmnmenuuime u3onarn (MIIK < 0,25 mg/l) qyBcTBUTENHOCTTA MOXKE A CC OTYCTE 110
qyBCTBUTC/IHOCTT2 KbM OSH3HIMEHUIIUIMHE HIH aMIHIHiini. [1py mojaoxxuTeTHH KbM
OenszmmenruuIMH u3oard (MIIK > 0,25 mg/l) uyBcTBATEAHOCTTA CE OTYHTA ITO
MYBCTBHTETHOCTTA KbM aMITMIIHIIAH.

PaznpocTpaHEeHHETO HA PE3HCTEHTHOCTTA MOXKE JIa Bapupa reorpadcku ¥ BbB BPEMETO 34
oIpeIe/icHH BHAOBE H € JKENaTeHOo 1A UMa NoKaiHa HHGOpMAIHs 33 pe3HCTEHTHOCTTA, 0CODEHO
pH NedyeHne Ha Texxkn Hadeximn. ITpu Heo6xoaumMocT TpsdBa Ja ce TOThPCH ChBETA Ha
EKCIIEPT, KOraTo JIOKAJHOTO Pa3lIpOCTpalCHAE Ha PE3UCTEHTHOCT € TAKOBA, Y€ 11013
JE€KapCTBCHUS NPOAYKT NPH MMOHE HAKOH BHAOBE HH(EKIMH € IO/ BRIPOC.

MUKpPOOPIraHn3MH, KOWTO OOHYANHHO ca YYBCTBHTE/IHH
Aepobuu | paM-NON0KUTETHN MEKPOOPTAHHIMH
Enterococcus faecalis

Gardnerella vaginalis
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Staphylococcus aureus (METHIIWTMH-IYBCTBHTENCH) £
Koaryna3a-BeraTUBHH CTAQMIOKOKH (METHIIWIMH-UYBCTBUTEITHH)
Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes U IPYTH 0eTa-XEMOTUTHYHH CTPEITTOKOKH
['pyniara Ha Streptococcus viridans

Aepobru [ paM-0TpHIATEIHH MUKPOOPTaHU3MH
Capnocytophaga spp.

FEikenella corrodens

Haemophilus influenzae?

Moraxella catarrhalis

Pasteurella multocida

AHaepoOHU MHKDOOPIaHM3MH
Bacteroides jragilis
Fusobacterium nucleatum
Prevotella spp.

Braoge, Ipy KOUTO MpuaobUTaTa pe3uCTEHTHOCT MOXKE Aa € MpodieM

AepoOHu ['paM-mooKHTENHY MEKPOOPTaHHIMH
Enterococcus faecium $

Aepobni | paM-OTpHIIATCIHH MUKPOODPTraHU3MHU
Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Proteus mirabilis

Proteus vulgaris

MuUKpPOOPraHu3MH ¢ BPOACHA PE3UCTCHTHOCT

AepobnH | paM-OoTpHIIATETHH MHKPOOPIaHA3MH
Acinetobacter sp.

Citrobacter freimdii

Enterobacter sp.

Legionella pneumophila

Morganella morganii

Providencia spp.

Pseudomonas sp.

Serratia sp.

Stenotrophomonas maltophilia

Hpyrd MUKPOOPraHH3IMK
Chlamydophila preumoniae
Chlamydophila psittaci
Coxiella burnetti
Mycoplasma preumoniae
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$ EcTecTBeHa HHTEpMEIMEPHA Yy BCTBATEIHOCT IIPH JIATICA HA MPOAOOHT MEXAHH3BEM Ha
PC3UCTCHTHOCT.
£ BcHUKH METHIMUINH ~ pe3UCTEHTHH CTa(QHIIOKOKH ¢a Pe3UCTEHTHH KbM
aMOKCHIIMJINH/KJIaBYIAHOB3 KUCEIIHHA

! Streptococus prneumoniae, pe3ACTEHTHH KbM KbM IIEHHIAJIMH, He TPA0Ba 4 ¢€ JEKYBAaT € Ta3H
dopma Ha aMOKCHITMIIHH/KIIaBy IaHOBA KucemHa (BXK. To4kH 4.2 1 4.4)

2 IlamoBe ¢ HAMAJIEHa 4y BCTBUTENHOCT, ¢a JOKNANBAHH B HAKOW CTPaHH 0T EBpOmercKHs Chio3,
¢ yectoTa mo-sucoka ot 10%.

5.2 PapMaKOKHHETHIHH CBOHCTRA

Abcopbung

AMOKCHIIWIIHH H KJIABYJIaHOBATa KHCEIMHA CE JUCONUHPAT HalbJIHO BBB BOJACH Pa3TBOp €
duzuonorauno pH. Jsere akTHBHHE BeniecTBa ce abcopbupar O05p30 H m00pe ciell IepopaHo
npuncxkenne. Crel nepopaiHo HPHIOKEHHE OHOHATHYHOCTTA HA AMOKCHIIMIIMH K HA
KJIABYJIaHOBATa KHCEMHHA € Ipabmusntenno 70%. [Inasmenure MpodHIH Ha ABETEC aKTHBHH
BEIIECTBA ¢4 CXOMHH H BPEMETO 3a JOCTHIAHE HA BEPXOBa IIa3MeHa KOHIEHTpalus (Tmax) ¥ pH
JBETE € MPUOIIH3UTEIIHO eHH Yac.

[To-mony ca npeacTaBeHH PapMaKOKHHETHYHHTE pe3yJITaTH OT CAHO NPOYYBaHE, NPH KOCTO
AMOKCHIMJIME/KJIaBY TaHOBa Kuce/mHa (TabreTku ot 875 mg/125 mg 1Ba IIbTH IHEBHO) €
IPWIOKEH Ha TIIaJHO TIPY IPYNH 34paBH JOOPOBOJIIH.

Cpesnu (= SD) hapMakoKHHETHYHH APAMETPH

[Iprnoxeno () Ho3za Cumax Tmax * AUC(0-24h) T 1/2
aKTHBHO (M) (mg) (ug/ml) (h) (ug.h/mi) (h)
BEINECTBO (a)
AMOKCHITHJIHH
AMX/CA 875 11,64 1,50 53,52 1,19
875 mg/125 mg +2.78 (1,0-2,5) +]12.31 +(,21
KnasysianoBa KHCEIHMHA

AMX/CA 125 2,18 1,25 10,16 0,96
875 mg/125 mg +(),99 (1,0-2,0) +3,04 +0,12

AMX - amokcHinH, CA - K1aBynafHoBa KUCEIHHA
* Menuana (00xBat)

CepyMHHTE KOHIIEHTPAUMY Ha aMOKCHITHINH H KIABYJAHOBATA KHCEIHHA, JOCTHIHATH C
AMOKCHINHJIHE/KJIaBYJIAHOBA KHCEJIMHA, Ca CXOJHH ¢ Te€3H e NEPOPAIHO NPHIIOKEHHE Ha
SKBHBAJICHTHH J03H OT CAMOCTOATEIHO IPHJIOKEHH aMOKCHITAJIHH HIIM KJIaByJIaHOBa KHCCIHHA.

PaznpeneneHue

Oxono 25% ot 00In0TO KOMHYECTBO Ha KIaBYJIAHOBATA KHCEIMHA B IJIa3MAaTa H
KOJIMYECTBO Ha aMOKCHITMIIHH B II7Ia3MaTa ca CBbP3aHH C NPOTCHHH.
[TprBuaunsaT 06eM Ha pasnpenenerue € okouao 0,3-0,4 I/kg 3a aMOKCHIIIIMH /
KJIaBYJIlaHOBAaTa KMCENHHA.
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CHHOBHAJIHATA H IEPUTOHCAIHATA ThHKaHH, XKITbUKaTa U rHOHTa. AMOKCHIIMITHH HE CE
pasnpeacs OCTaTbYHO B HepeOpoCcIUHAIHATA TCHHOCT.

Ot npoy4Banus IIpH )KHBOTHH HAMA JOKA3aTeJICTBa 3a 3HAYUMO 3a0bpKaHe B THKaHHUTC Ha
JICKAPCTBEHO-IIPOA3BO/IHH BEIECTBA 332 HUKOA OT JBETE CHCTABKH. AMOKCHIMIIMH, ITO00HO Ha
AOBSYLSTO IMICHALMITNHH, MOKE JIa ¢€ YCTaHOBH B KhpMaTa. ClIeAH OT KJIaByJaHOBa KHCEIIHHA
CBIIMO MOTAT Ja C& OTKPUAT B KbpMara (BXK. TOUKa 4.6).

Jlokazano e, ue aMOKCHIM/IHMH H KIaByJIaHOBaTa KMCEJIHHA IIPEMUHABAT IIPe3 MIaleHTapHaTa
Oaprepa (BxkK. ToOUKa 4.6).

bruotpancdopMarikg

AMOKCHITHJIHH C€ €KCKPeTHPa JaCTHYHO B YPHHATA KaTO HEAKTHBHATA IICHUIIIOCBA KHCEIHHA B
KOHUeCTBa, exBuBaicHTHy Ha 10 10 25% 01 HagainaTa Ao3a. KiaByianosata KuceliMHa ¢e
MeTabon3upa CKCTEH3UBHO [IPH YOBEKA M CE OT/IC/AA B YPHHATA U H3NPAKHEHUATA U KaTo
BLITIEPOJICH THOKCHUI B H3HUIIBAHKUS BB3IYX.

EnuMuHHpaHe

OcHOBHUST BT Ha €/IMMAHUPAHE HA aMOKCHITMITHH € Tpe3 6u0periTe, 10KaTo KiaBylaHoBara
KHCENHHE e eIMMAHAPA KaKTO ITo OBOpEdHH, Taka | 110 H3BbHOBOPEeUHH MEXaHH3MHU.

AMOKCHITHIHH/KIaBYJIAaHOBA KHCEIMHA HMa CPEACH IMMHHAIMOHREH MMOJIYHHBOT OT
NPHOIH3UTENHO SIHH Yac ¥ CPelcH 001N KIHPBHC mpudm3naTenso 25 V/h py 31papu auna.
[Ipr6auzurenno 60 no 70% oT aMOKCHIMIHMHE U mpuomu3aTenso 40 1o 65% ot KnaByJ1aHORATA
KHCEHHA C€ eKCKpETHpaT HEIIPOMEHEHH B YPUHATA nipe3 NBPBHTE IECT Yaca Clie]l NPHIOKCHHE
Ha €IMHMYHA 1032 AyrMenTrH 250 mg/125 mg wix 500 mg/125 mg tabneTkn. B HAKOJIKO
IPOyYBaHKs € YCTAHOBEHO, Y YPHHHATa eKckpenus e 50-85% 3a aMOKCHIHITHH B MEXIY 27-
60% 3a KJIaBy/1aHOBATA KHCEIMHA 33 IEPHOX OT 24 yaca. 3a KIaByJIaHOBaTa KMCEIHHA, Hak-
roJaMO KOMMYECTBO OT JIEKAPCTBOTO ¢€ SKCKpEeTHpa IIpe3 IIBbPBUTE ABa Yaca ClieA HPHIOKECHHE.

EnHoBpeMeHHOTO IPHICKEHHE HA TPOOEHEH/] 3a0aBs €KCKPECIHATA HA aMOKCHITHIIHH, HO HE
3abaBa OLOpeyHaTa eKCKpeNMA Ha KJIABYJIAHOBATA KACEIMHA (BXK. ToUKa 4.3).

Be3pact

ENMMMHAIMOHHEAT HOIYKHBOT Ha aMOKCHIIMIIMH € o00¢H IPpH ena Ha Bh3pacT OKOJIOo 3
Mecera fo 2 rOAXHM ¥ npK No-TojdeMu Aeiia ¥ Be3pacTHd. Ilpu MHOrO MajkuTe nena
(BKIIOYHTEHO NPEeKISBPEMEHHO poJicHn OebeTa) rnpes OhpBaTa ceAMHIA OT XHUBOTA
HHTEPBATLT HA TIpHJIarane ge Tp40Ba Ja HAAXBBHPJI NpHilaraHe /(Ba bTH AHEBHO I10PAIH
He3pAIoCT Ha ObOpeuHus MHT HAa eIMMAHAPAHE. | BH KaTo IpH NalHEHTHTE B CTApYCCKa Bb3pacT
CBHIIECTBYBA O-TOJEMa BEPOATHOCT a MMaT HaMmasiena 660peuHa QyHKIH, € HEOOX0IUMO
BHHMaHKE Npu 1300pa Ha 1034 ¥ MOXKE Ja € NOJNE3HO Ja e Ipocieassa Ob0peunara QyHKIH.

[lon
CJIE,I[ IIEPOPATTHC IIPHIIOKCHHC Ha MOKCHHHJIHH}’KJI&B}’JIBHOB& KHCCJIIHHA _.r!
JKEHH MOJBT HE € OKa3al 3HAYMMO BIHSHAC BBPXY (PapMaKOKHHETHKATa HIYH Jd 2
HHUTO HA KJIABYJIAHOBATa KHCEIHHA., <
I { ;
= H"-‘-I:'p-.t :
bBOpeuHO YBpEKAaHe 2\ 4.
S 7 W /
AN
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OOmEAT cepyMeH KJIMPBHHC Ha aMOKCHITHIIMH/KJIaBYJIaHOBA KHCEJIMHA HaMaJIsgBa
MPOINOPIMOHAIHO ¢ HaMalIsiBaHeTo Ha ObOpeuyHara pyukuus. [loHwKaBaHEeTO Ha JIEKAPCTBCHUS
KJIMPBHC € T0-H3Pa3eHo 3a AMOKCHIIHIHH, OTKOJIKOTO 32 KJIaByJIaHOBAaTa KHCEJIMHA, ThH KaTo I10-
roJisiMa 4acT OT aMOKCHITHJIHH ce eKCKpeTHpa npe3 Ob0perure. [lopaau Ta3u npuynHa
J03HpPaHETO NpH OBOPEUHO yBpEeXKAaHe TpAOBa Ja IPEAOTBPATH IIPEKOMEPHO HATPYIIBAHE Ha
aMOKCHIIMJIMH, KaTO €JTHOBPEMEHHO C€ MO UTbpXKaT MOAXOAAIIHN HHBA Ha KJIaByJlaHOBaTa
KHCeIMHA(BXK. TOUKa 4.2).

YepHOApOOHO YBpEKIaHe

Jlo3upaHeTO MpH NAIUEHTH ¢ YePHOAPoOHO yBpekAaHe TpsAOBa Jia ce H3BBPIIIBA C BHUMAHHE H
yepHOApOoOHaTa (PYHKIHS Ja ce MpocaeasBa pel0BHO.

5.3 IlpeaksMHHYHH JaHHH 32 0€30MaCHOCT

HexmHWYHUTE TaHHA HE MOKa3BaT ONMPEAEIICH PUCK 3a XopaTa Bb3 OCHOBA HAa MPOY4YBaHHA 32
(hapmakoioruyHa 6€301MacHOCT, FTEHOTOKCHYHOCT U PEeNpoyKTHBHA TOKCHYHOCT.

HPOYIIBEHH}I 3a TOKCHYHOCT ITPpH MHOT'OKpPaTHO IpHJIarade, poBEJACHH IIPH KY4CTa, C
AMOKCHITHJIHH/ KJIaBYyJIaHOBAa KHMCEJIMHA MMOKa3BaT CTOMAMIIHO IPa3HECHE H NOBPBHIIAHE, KAKTO H
I[TPOMsiHA B IIBCTA HA C3HKA.

He ca nmpoBex1aHH Npoy4YBaHHs 332 KapIMHOTEHHOCT C aMOKCHIIMJIMH/KJIaByJIaHOBA KUCETHHA
HJIH C HAKOS OT HETOBHTE ChCTABKH.

6. ®APMALEBTHUYHH JAHHHA

6.1 CnucbK HA NIOMOIHHUTE BeleCTBAa

Aopo na mabremxama
Marue3ueB creapar

HarpueB HuinecreH riwkonar, Tun A
be3BOICH KOIOMAEH CHIITHMILIMEB JHOKCHI
MuKpoKpHCTalIHa LEIyJI03a

Dunrmo6o nokpumue nHa mabremxama
TuranoB quokcup (E 171)
Xunpomenosa

Makporon (4000, 6000)

JIAMETHKOH

6.2 HecbBMecTHMOCTH
Henpunoxumo.

6.3 Cpok Ha rogHoct
2 TOJIMHH.

clies] o1 qHe.

6.4 CoenuajHM yc/JI0BHSI HA CbXPAHEHHE
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Jla ce cpxpaHsiBa B OpUTHHAJIHATA ONAKOBKA, 3a JIa Ce IIpeanas3y OT Bjara.
Jla He ce cbxpaHaBa Hax 25°C.

6.5 BuaH chAbpkKaHHE HA ONIAKOBKATA

Bmuctepu ot PVC/Anymuauit/ITonuaMuyl JaMHHAT ¢ TOKPUTHE OT ATyMHHHEBO (OJIHO,
HAape4YeHH CTyaeHo hopMoBany anymunneBH 6mcrepu (CFB), chappxamm 2, 4, 10, 12, 14, 16,
20, 24, 30, 100 wau 500 TabneTku.

He BCHYKH BH/IOBE ONIAKOBKHM MOTaT Jia ObJaT IyCHATH B Ipojaxoa.

6.6 CnenMajaHH NpeINa3HA MEPKH NPH H3XBLPJIsiHE H padoTa

Hen3mo3BaHHAT JIEKapCTBEH MPOAYKT MITH OTNIAbYHATE MaTepPHAIA OT HEro TpsOBa na ce
H3XBBHPJIAT B CHOTBETCTBHE C MECTHHTE H3HCKBAHHS.

T MMPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

GlaxoSmithKline Trading Services Limited
12 Riverwalk,

Citywest Business Campus

Dublin 24,

HUpnannus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

Ne20000316

9. IPUTEXATEJ HA PABPEHIEHHUETO 3A ITAPAJIEJIEH BHOC:
“@apmaneiix bearapus” OO/, yi. Kpym ITonos 44, erax 1, 1421 Codus, brirapus

10. JIATA HA ITBPBO PA3PEIIABAHE/MIOJHOBSABAHE HA PASPEHIEHUETO
3A YIIOTPEBA

Jlata Ha mepBO paspemanane: 8 oau 2000 r.
JlaTa Ha mocJyeaHo noaHoBsBaHe: 25 ma# 2015 .

11. JIATA HA AKTYAJIMBUPAHE HA TEKCTA
06/2023
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