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Anmekcua 875 mg/125 mg dunmupanu rabneTku )
Almexid 875 mg/125 mg film-coated tablets OQOBPEHUL N8 ......cvissocsussisinssssssd assusssssssassasenssssssnssssses

2. KAHECTBEH U KOJIMYECTBEH CbCTAB

Besika dunmupana tabnerka cbabpika aMOKCHLMAHH Tpuxuapar (amoxicillin trihydrate),
ekBUBaJIeHTeH Ha 875 mg amokcuumnuH (amoxicillin) u kanues kiaByaaHar (potassium clavulanate),
eKkBUBaJIeHTeH Ha 125 mg knaBynanoBa kuceaunHa (clavulanic acid).

3a N'bJIHUA CMTUCHK HA NMOMOLIHUTE BellecTBa BUXKTE To4ka 6.1.

3. JEKAPCTBEHA ®OPMA

duamupana radierka.

benu 10 noutn Oenu TabneTku, ¢ npoawarosara Gopma v AeJUTEIHA YepTa OT ABETE CTPAHH.
JlenuTenuara yepTa € caMo 3a yJIECHSIBaHE Ha CYYTNBAHETO C 111 MO-J1eCHO MOorbliiaie, a He 3a Ja
pa3/ie/isiHe Ha PaBHU J103H.

4. KIMHUYHHU JAHHHA
4.1 TepaneBTHYHH NOKA3AHHSA

AJNMEKCHU ] € MO0Ka3aH 3a JIeYCHHE Ha CICAHUTE HH(PEKLMU NPH Bb3PacTHU U Jeua (Bx. Touku 4.2, 4.4
ui.1):

OCTBP OTHT HA CPEIHOTO YXO;
OCTPH ek3auepdalum Ha XpOHUYEH OpOHXMT (aA€KBATHO JIHArHOCTULIMPAH );
[MTHEBMOHHUS, NpUA00HTa B OOLIECTBOTO;
- LIUCTHT;
NUeoHe(ppHT;
HH(PEKIUH Ha KOKaTa 1 MEKHTE TbKaHH, MO-CNELHaIHO LeNYJIUT, YXanBaHUs OT )KHBOTHH;
TeXbK adclec Ha 3b0OUTE ¢ pa3npoCcTpaHsBalll Ce€ LENYJIUT;
MH(EKLUHH Ha KOCTUTE U CTABUTE, NO-CTNELHATIHO OCTEOMHUEIIHT.

TpsabBa na ce 00bpHE BHUMAaHKE HA OULIMAJIHUTE yKa3aHHUs 3a npaBuiHa ynotpebda Ha
aHTHOAKTEpPHAIIHUTE CPEICTBA.

4.2 J/lo3upoBKa H HAYHH HA NPHJIOKEHHE

Jlo3upoBKa .

JIO3UPOBKHUTE ca MNPEACTaBEHH CbOOPA3HO ChAbPKAHUETO HA AMOKCHLIMJIMH/KJIaBYJIJaHOBA KUCEJIMHA, C
M3KJIKOYEHHE Ha CllydauTe, KOraTo J03UTe ca JafieHHd Mo OTHOLIEHHE Ha OT/eJIHaTa ChCTaBKa.

3a n30opa Ha n03aTa Ha ATMEKCH] 3a JiIeYeHHe Ha oTeHaTa HH(eKLus TpsOBa Jla ce uMaT npe/IBU/L:

® 0O4YaKBAHMTE NMATONeHH U BepOsTHATA UM YYBCTBUTEJIHOCT KbM aHTHOAKTEpPHAJIHHU Cpe/ICTBA
(BK. Touka 4.4);

® TEKECTTAa U MACTOTO HAa UH(EKLMATA;

® Bb3PACTTA, TEJECHOTO Terjo U ObOpeuyHaTa (hyHKIUA HA NallMeHTa, KaKTO € M0COYEeH
Ynorpebara Ha anTepHaTUBHU (POPMHU HA AJIMEKCH/L (HAmnp. TaKKWBa, OCUTYpSBalllH NMO-BUCO




Ha AMOKCHULUMIIHH WK pa3IMYHH ChOTHOLIEHHS HAa AMOKCHIHIMH KbM KJIABY/1aHOBA KHCENIHHA)
Tpa0Ba Jla ce UMa NpeABKA criope] HeoOXoAHUMOCTTA (BX. TOUKH 4.4 1 5.1).

[Mpu pB3pacTHy U aeua > 40 kg Ta3u ¢popma Ha AJIMeKcH] OCUTypsBa 001lla IHEBHA 1034 OT

1 750 mg amokcuuuauye/250 mg KnaBpyJlaHOBAa KHCENHHA NIPH JO3HpaHe JBa ITETH AHEBHO # 2 625 mg
aMOKCHLIMNIHUH/375 mg knaBynaHOBA KHCENUHA MIPH A03UpaHe TPHU TBTH AHEBHO, KOIaTo ¢e NpUaara,
KaKTO € NPenoppyYaHo Mno-aony.

[lpu nena < 40 kg Tasu dhopma Ha AJIMEKCHJ, OCHTypABs MakCHManHa aHeBHa a03a ot 1 000-2 800 mg
amoxcHUunuH/143-400 mg xiaByniaHORA KHEEJIMHA, KOraToO C€ NpHAara, Kakro ce npenopbysa no-Aoay.
AKO ce cueTe, Ue € HeoOXoAHMMa Mo-BHCOKA JAHEBHA /1032 HA aMOKCHLIMIIMH ce mpernopbyBa u3dop Ha Apyra
¢dopMa Ha AnMeKcH 33 Aa ce W3berHe npunaraHe Ha HeHy>XKHO BUCOKH JHEBHH JO3H Ha KJ1aByJlaHOBa
KHCenuHa (BX. TOMKH 4.4 1 5.1).

[IpoabMXHTENHOCTTA Ha IeHeHueTo Tpabsa 1a ce onpeaent oT NOBJIHABaHETO HA nauueHTa. Hakou
uH(pEKLUHH (Hanp. OCTEOMHEIMT) H3UCKBAT M10-TrO/IAMa NPOALIKHTETHOCT Ha JIeueHHETO. JleueHneTo
He TpAbOBa Aa npoLbakapa mopeye oT 14 auu 6e3 noBTOpEH nperaen (BX. Touka 4.4 OTHOCHO
MPOABKUTCIIHA TEPATIKSA ).

BoapacThu u geua > 40 kg
[lpenopbyHnTENHN JO3H:

e CTaHJapTHa 403a (3a BCHYKH NokazaHus): 875 mg/125 mg ABa nbTH ZHEBHO;

e Mo-BHCOKa A03a (0co0eHOo 3a HH(pEKLMH KAaTO OTUT Ha CPEAHOTO YXO, CHHYHT, HHPEKIIUH Ha
AONTHHTE AMXATENHH MBTULLA U HHPEKUHHA Ha MHKOYHHTE MbTULLA): 875 mg/125 mg Tpu nbTH
ITHEBHO.

Jena <40 kg
JleuaTta MOXKe 1a Ce JJEKYBAT ¢ AJIMeKCH TabJleTKH, CYCNIEH3HH MJIH NEANATPHYHH CallleTa.
[IpenopbUUTENHH AO3H:

e 25 mg/3,6 mg/kg/nen no 45 mg/6,4 mg/kg/neH, pazaeneHu Ha JB€ OTACNHH J03H;

e 1o 70 mg/10 mg/kg/nen, paznesieHU Ha ABE OTACIHU AO3H MOXKE Ja ce OOMUCIAT 34
MPHIOKEHHE TTPH HAKOH WHPEKLHH (HanpHUMEP NPHA OTHT HA CPERHOTO YXO, CHHYHT H
UH}eKLHH Ha JONHATE JUXaTeNHH TbTHILA).

Tbii kaTo TaOAETKUTE HE MOTAT Ja C& Pa3Ae/AT, AelaTa C TEJASCHO TErNo NO-MalKo oT 25 Kg He TpsadBa
1a ¢e NeKyBaT ¢ ATMEKCHJ TaDNeTKH.

Tabnuuata no-aomny npejcrasd nojydeHara ao3a (mg/kg/renecHo terno) npu Aeua c terno 25 kg 1o
40 kg cnen nprem Ha efHa Tabnerka ot 875 mg/125 mg.

Tenecno 40 35 30 25 IIpenopbuHTEIHA
Terao [kgj eJHOKDATHA 1034
[mg/kg
TeJeCHO Ter. 0]
{BXK.
no-rope)
AMoOKcHLUMIHH | 21,9 25 292 35 12,5-22.5
[mg/kg | (n0 35)
TEJIECHO




Terno] 3a
€HOKpaTHa
H03a

(1 punMmupana
| Tabnerxa)

Knapynanosa | 3,1 3,6 4,2 5 1,8-3,2
KHCENHA (oo 5)
[mg/kg
TEJICCHO
TErno] 3a
eHOKpaTHa
no3a (1
¢unMupana
Tabnerka)

Jleua ¢ TenecHO Terno nok 25 kg 3a npeanovyntaHe TpadBa aa ce JeKyBaT ¢ AJIMEKCH CYCIIEH3HA
WIH NeJRaTPUYHH CalleTa.

He ca HanHu4HM KNHHAYHY JAaHHH 34 npunoxeHue Ha 7:1 ¢opmuTe Ha AIMEKCHA B A03HU, MO-BUCOKH
oT 45 mg/6,4 mg/kg/nHeBHO npu Aelia noj 2 roauHH.

Hama xTHHHAYHHE JAHHY 33 TPUNOXEHHE Ha 7:1 dopMuUTE HA AJIMEKCH NIPH ACLa Ha Bb3pacT 1oj

2 Mecena. [TpenopbKH 3a Ao3upaHe MpH Ta3H Bb3PacTOBa rpyna He Morart aa 6p1aT HanpapeHH,

[TalieHTH B cTapyecKka Bbh3pacT
He ce Hanara Kopurupase Ha jos3ara.

bbOpeyHo yBpexiaHe
He ce Hanara kopurupasne Ha A03aTa NpH NalUeHTH ¢ KpeaThHUHOB KupbHe (CrCl) vag 30 ml/min.

[Ipu naitHeHTH ¢ KpeaTHHHROB KIHpBHC noa 30 mi/min, He ce npenopbuBa NpHIOKeHHe Ha dopMuTe
Ha AJIMEKCH] ChC CbOTHOLIIEHHE Ha aMOKCHIIMIMH KbM KJIaByJ1aHOBaTa KHCennHa 7:1, Tl KaTo HAMa
HaJIMYHH OPENOPBKH 32 KOpUTHpAaHE Ha J103aTa.

YepuoapobHo yBpexkaaHe |
TpabBa na ce 103HMpa BHUMATEHO U PeNOBHO J1a C€ NpocneasaBa YyepHoApobHaTa QyHKLHA (BXK. TOUKH

4.3 u 4.4).

HauyuH Ha NPUIOKEHHUE
AJIMEKCH] € 334 NEPOPAITHO MIPUITOKEHHE.
Anmekcua TpabBa Aa ce npHema 1o BpeMe Ha XpaHeHe, 3a CBEX/JaHe 1O MMHUMYM Ha Bb3MOXHaTa

CTOMALIHO-4YDCBHA HEMOHOCUMOCT.

4.3 IIpoTHBONOKA3IAHHS

CBpBbXUYYBCTBHTEIHOCT KbM aKTHBHUTE BELIECTBA, KbM KOWTO U Jia € OT NeHUUHUIHHHTE UIH KbM
HAKOE OT MOMOIIHKWTE BeluecTBa, H30poeHu B Touka 6.1,

AHaMHe3a 3a TeKKa He3abaBHa peakLHs Ha CBPbX4HYBCTBUTEMHOCT (HAMNp. aHaQUIIaKCHA) KbM APYT
OeTa-nakTaMeH NpoAyKT (Hanp. uedalocnopuH, kapbaneHeM HIH MOHOOAKTaM).

AHaMHe3a 3a XBbJTCHULA/YepHOAPOOHO YBpexXaaHe, AbJDKALIH C¢ HA aMOKCHIIHIMH/KJIaBY1aHORA
KHcelaHnHa (BX. Touka 4.8).

4.4 Conennajane npeJynpexJeHHS H NPeAHA3IHA MEPKH npH ynorpeba
[Tpenu sanousaxe Ha Jie4eHHe C AaMOKCHLIMITWH/KNABYJJAHOBA KHCETHHA, NALKEHTHT TpAOBa na ¢
pa3nuTa BHUMATENHO N0 OTHOWIEHHE Ha NPeAHIIHNA PEaKUMH HA CBPbXYYBCTBUTETHOCT KbM
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NEHUUHIUHH, UedanocnopiHu WK ApYTH OeTa-TakTaMHH NPoAyKTH (BX. ToukH 4.3 u 4.8),

CepHO3HHN ¥ NOHAKOTA (aTANHH PEAKLIMH Ha CBPbLXYYBCTBHTENHOCT (BKIKYUTETHO aHa(pHIAKTOHAHH

M TEXKM KOKHU HEXeNaHU peaklin) ca cbobliaBaHy npy NMaUMEHTH, JEKYBaHH ¢ TICHHLIKIHH.
Bb3MOXHO € CBLIO peaKLMMTE Ha CBPbXYYBCTBUTEIHOCT Ja porpecupar a0 cuHapoM Ha Kounis —
CEpUO3Ha AIepruuHa peaxKuus, KOATO MOXKE Ja 10BeAe 10 HHapKT Ha MHOKapaa (B:xK. Touka 4.8).
I10-BepoOATHO € TE3H peaKUMH Aa ce NOABAT MPH NHLA C AHAMHE3a 332 CBPbXYYBCTBHTEIHOCT KbM
MEHULMIIMH WK NIPU aTONHYHHK Nuua. [1py nosBa Ha anepruyHa peakuus Je4eHHeTo ¢
AMOKCHIIWIHH/KJIaBYIaHOBA KHCeNKHA TPAOBa 1a ce npeyCcTaHoOBH H Ja ¢e Ha3HAYH NOAX0IsLIa
aITepHaTUBHA Teparnus,

ViMa CHoOIIEHHA 32 EHTEPOKOJHTEH CHHAPOM, NPEeAU3BHKAH OT NpHEM Ha JiekapcTBoTo (drug induced
enterocolitis syndrome — DIES), rnaBHo npn nena, npu KOUTO ce NpHIara aMOKCHIIHIHH/KIaByJIaHaT (BXK.
Touka 4.8). DIES e anepruuyna peaxuus ¢ Boaeul CHMIITOM NMPOABLIKMTENHO noBpbLuane (1 — 4 yaca cnen
MpHeM Ha NIEKApCTBOTO) 6€3 anepruyHy KOKHH WM PECTIHPATOPHH CHMIITOMH. JIOBAHUTENHA CUMIITOMH
Morart Ja Obaat 6onka B kopeMa, JHapHa, XHNOTOHUA UJTH NEBKOLINTO3a ¢ HeyTpoduang. ma Texku
Cllydad, BIJIIOYUTENTHO ¢ MPOTPecus A0 LIOK.

B ciyuait ue ce Aokaxe, 4e HHPEKLHATA C€ AbIKA HA AMOKCHUHIHH-4Y BCTBUTE/IHH

MHKpPOOPraHu3MH, TpsabBa na ce o0Chau NpeMHHABAHE OT AMOKCHLIMJIMH/KIIABY1aHOBa KHCETHHA Ha
AMOKCHLMJIMH B CLOTBETCTBHE C OQHUHATHUTE YKa3aHus.

Ynotpebara Ha Ta3u ¢popMa Ha AJIMEKCH]L HE € NOAXOAALIA, KOraTo € HaMHIE BUCOK PHCK
NpeanojiaraéMHTe NaTOreHU J1a ¢a C pe3HCTEHTHOCT KbM OeTa-nakTaMBH NPOAYKTH, KOATO HeE €
MEAHHpaHa oT OeTa-nakTaMasu, YyBCTBUTE/THH HAa UHXUOHpaHe OT KNIaBylaHOBA KHCeJIHHa. Tasu

¢opma He TpaORa a ce N3NoJ3Ba 32 IeYeHHE HA IEHULIWIHH-PE3UCTEHTHH S. pneumoniae.

Ilpu naiueHTH ¢ yepeaeHa 0b0peyna QyHKIUMA UK [TPH TAKHBA, IPHEMALIH BUCOKH J03H, MOXeE Ja ce
MOSABAT 'bPY0BE (BXK. TOUKa 4.8).

JIe4eHHeTO ¢ aMOKCHUMIHH/KNAaBy 1aHOBa KUCEIHHA TpabBa Ja ce u3dArea npy CbMHEHHE 3a
HHPEKUHO3HA MOHOHYKIIE03a, ThbH KAaTO NpH TOBa 3abonsBane cliel NPHIOKEHHEe Ha aMOKCHLIUIHH €
Habn aBaHa nmosBaTa Ha Mopbunugopmer obpus.

EnnoepemeHHa ynorpeba Ha afonypUHOR NO BpeMe Ha JIeYeHHEe ¢ aMOKCHI[HJIHH MOXe J1a YBeJIHYH
BEPOATHOCTTA 34 allCPruvHK PEakilUy OT CTPaHa Ha KOXKAaTa.

[IpoawsinkuTennara ynotpeba NOHAKOra MOXe J1a A0Bete A0 CBPbXpacTek Ha HEYYBCTBUTEIHU
MHKPOOPTraHU3MH.

TTosiBaTa Ha CUIHO 3a4€PBEH FEHEPATH3IHPaH EPHTEM, ChIIPOBOJEH OT MyCTyNa, B HAYAJI0TO Ha
J€YEHHETO, MOXKE /1a € CHMIITOM Ha OCTpa reHepaiu3npaHa eksaireMua nycrynosa (AGEP) (Bx.

Touka 4.8). Ta3u peakuusa Hanara cnupade Ha JIEYeHHETO ¢ AJIMEKCHA M € NPOTHBONOKA3aHUE 3a

nocrcABalll nNpveM Ha aMOKCHLHJIHH,

AMOKCHUM/IMH/KNIaBYTAaHOBA KHCelIMHa TpA0Ba aa ce npuiara BHUMATENHO NPH NAUHEHTH C AaHHU 34
YepHOAPOOHO YBpexhane (BX. Touku 4.2, 4.3 1 4.8).

CuvOuTHA OT cTpaHa Ha 4YepHua Apod ca cboblIaBaHU MPEAUMHO NPH MBXKE H NMPH MalMEHTH B
CTapYecKa Bb3pacT, H MOXKe 1a Ca CBbP3aHH C NPOABb/DKUTENHO NedcHHe. Te3n chOuTHS ca
¢boblaBaHu MHOTMO pAAKO ApH Aeua. [Ipy BCHYUKH MONYAALUHH, TPH3HALIMTE H CHMITOMHUTE
obukHOBeHO ce HabmoaaBaT Mo BpeMe Ha WK MAJIKO CJie]l ieYeHHe, HO B HAKOH CJIYHaH MOXKE /13 He
C€ MU3MBAT J0 HAKOJIKO CEAMHULH Cllell NpeyCTaROBABAHE HA NeveHneTo. Te3u chOuTHa 00HKHOBEHO ca
obpatumu. YepHoapoObHHTE CHONTHA MOXKE J1a ca TEXKKH Y B HIKIIHOYHTENIHO PEAKH CIIydau ca
AOKNaABaHH CMBPTHH cliyyaH. Te3d chOMTHA NMOUTH BHHATH Ca HAONIOAAaBAHH NPH NMaUHEHTH ChC
CEPHO3HO MOIeKAINO 3ab0N%BaAHE WK MPHEMAILH €JHOBPEMEHHO JIEKApCTBa, 33 KOHTO € U3BECTHO,
ye ¥MaT NOTeHUMan 3a YepHoapobuu edextn (BXk. Touka 4.8).

Konut, cebp3an ¢ NPUNOKEHHETO HA AHTUOUOTHIIH, € CHOOLIABAH NPH OYTH BCHYKMY
aHTHOAKTEpHANHU NPOAYKTH, BKJIIOUYHUTEIHO [TPH AMOKCULIM/IHH M MOXE Aa Bapupa Mo TEXeCT
00 XUBOTO3acTpaiuasall (Bx. Touka 4.8). [1o Tasu npruuMKa, Npy NauMeHTH ¢ AHAPUA 1O BP
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WM CNel JieueHHE ¢ aHTHOHOTHLIM € BAXKHO Ja ce MMa NPeJBKRA Ta3H AHArKo3a. AKO Ce NOSBH KOJIMT,
CBbP3aH C NPUIIOKEHUETO Ha AHTHOHOTHLH, IEUCHHETO C aMOKCHUUIHH/KIAaBY1aHOBA KHCEIHHA
He3zabaBHO TpAOBa Ja ce NMpeyCTaHOBY, Ja C¢ HanpaBH KOHCYITaHUA C JleKap U Ja Ce 3alo4He
NOAXOAALIO JedeHHe. B To3u cay4ail ca NpoTHBOINOKA3AHH AHTHIIEPHUCTANTHYHH JEKAPCTBEHU
NPOAYKTH.

[To BpeMe Ha NPOABIKUTENHO ICYEHHE € NPENOPBUHTENHO NEPHOAHYHO Ja C€ OLECHABAT OpraHHUTE H
cucTeMHH GyHKLUHH, BKIIOYUTENHO ObOpevnarTa, yepHoapoOHaTa 1 XeMONoeTHYHaTa PYHKLHA.
CroOmasaHy ca peaxy chyuyau Ha ybJKaBaHe Ha NpoTpPOMOHHOBOTO BpeMe MPH NalHeHTH, JIeKyBaHH
¢ aAMOKCHLIMJIMH/KNaBynaHoBa KhcenuHa. [Ipd eqHOBpeMEeHHO NPUNOKEHHE C AHTHKOATY/IAHTH ¢
Hanara noAxoAdauo npocnefspaHe. Moxe 1a e He0OX0AHMMO KOPHUTrUpaHe Ha A03aTa Ha NEPOPaHUTE
AHTHKOAryJIaHTH 33 NOAABPXAaHE HA )KEJaHOTO HUBO HA aHTHKoaryaauud (Bx. Touky 4.5 u 4.8).

[Tpu nauuent ¢ 6s6peyHo yBpexkaaHe ao3ara TpaOBa Ja ce KOpUrHpa B 3aBUCHMOCT OT CTEHEHTA Ha
YBpEXAAHETO (BK. Touka 4.2).

[Ipn naiieHTH ¢ HaMasjeHO OTAENIAHE Ha YPHHA (BKIIOUHTENHO OCTpO OBOpeUHo yBpekaaHe) MHOTO
paaKo € HabniogaBaHa KpUCTALYPHA, MMaBHO

Npy NapeHTepanHo neyeHue. [1o0 BpeMe Ha npanaraHeTo Ha BUCOKH J03H aMOKCHIIWIHH C€
NpenopbYBa NOAAbPXKAHE HA ZOCTATHYEH IMPHEM HA TeUHOCTH M OTAENSHE Ha YPHHA, C Lel Aa Ce
HaMaJigBaHe Ha Bb3MOXHOCTTA 3a aMOKCHLIHIMHOBA KpucTanypus. [IpH nauueHTH ¢ KaTeTsp B
NHKOYHUA MeXyp TpAOBa fa ce NMpoBeXJa peIOBCH BU3YAICH KOHTPON (BX. TOYKH 4.8 1 4.9),

[To BpeMe Ha JleyeHHe ¢ aMOKCULIMJIMH TpsAOBa Aa ce M3MOM3BAT €H3WMHHU MNTIOKO300KCHAa3HH METOIH
IPH H3CJIe/iBaHe 3a HATMUHKE Ha II0K03a B YPUHATa, Thil KaTO ¢ HEeH3HMHM METOAH MOXe Ja Ce
noNyyat (ajlIuBO NOJOXKUTETHH PE3YIITATH,

Hannuuero Ha xkiaBynaHOBA KHCEJIHHA B AJIMEKCHA MOXE 1a IPHYHHH HECTICLM(BHYHO CBBP3BAHE
Ha IgG v anbyMuHa ¢ MeMOpaHHTe Ha YepBEHHTE KPhBHH KJIE€TKH, BOACILO 10 PaqlHBo
nojioxuTeNneH TecT Ha Kymoc.

Mma chobireHns 3a MoN0XKKUTENHH PE3YIITATH OT TecTa, NpHu H3non3sane Ha Platelia Aspergillus EIA
TecT Ha Bio-Rad Laboratories npn nanueHnTH, npuemMainy aMOKCHLIWJINH/KNaByJlIaHOBA KMCENIMHA, 34
KOHTO CJIER TOBA € YCTAHOBEHO, ue HAMAT UHbeKuus ¢ Aspergillus. CrobiaBaHi €a KPbCTOCAHH
peakluu ¢ He-Aspergillus nonnzaxapuay U nonudypanosm ¢ Platelia Aspergillus EIA TecT Ha Bio-
Rad Laboratories. CiegopaTelHO NOJOXKHTEIHH Pe3yITaTy OT TECTA IIPH NaUHEHTH, NPpHeMalllH
AMOKCHLHJIHH/K1aByJlaHOBA KHUCENHHA, TpAbBa Ja ObAaT ThAKYBaHH BHUMATEHO H Aa C€ MOTBBPAAT
ypes APYrH AUArHOCTHYHH METOIH.

4.5 BzaumoaeicTBRE ¢ APYrH JeKAPCTBEHH NPOAYKTH H APYrd popMA HA B3aHMOAeiHicTBHE
[TepopallHH AHTHKOArYJIAHTY

[TepopalHUTE AHTMKOAryJJAHTH W MCHHLUANHHOBUATE aHTHOMOTHLHM Ca U3NON3BAHH LIMPOKO B
npakTukata 6e3 cpo0lUeHus 3a B3auMoaeiicTeue. Buripeky ToBa, B IMTEpaTypaTa HMa ONUCAHU
Cly4ad Ha NOBHIICHO MEXAYHAPOAHO HOpMaN3HpaHo CbOTHOLIEHHE (INR) npu naumnenTy Ha
MOJARBPKALLO JICUSHME ¢ alleHOKYMapoa WK BapdapHH H Ha3HAYEHO JeucHHe ¢ aMOKCULMNKH. [IpH
Heo0X0UMOCT OT €AHOBPEMEHHO NPUIIOKEHME, TpA0BA BHUMATENHC Aa CE€ NPOCIEAABAT
MPOoTPOMOUHOBOTO BpEME RJIH MEXKIYHAPOIHOTO HOPMAIM3UPAHO CHOTHOLLUEHHE NPpH XoOaBsiHe UK
CUpaHe Ha aMOKCHUKIHH. OCBEH TOBA, MOXeE 1a € HeOOXOAUMO KOPHTHpaHe Ha 103aTa Ha
NepopanHUTE AHTHKOArYIaHTH (BxK. TOUKH 4.4 1 4.8).

MetoTpekcar
TTeHHIUAHHUTE MOXE 1a HAMAJIAT EKCKPELIMATa HA METOTPEKCAT, KOETO a AOBEAE A0 BB3MOXKHO
NOBHIIABaHE HA TOKCHYHOCTTA.

[Tpobenernn
- EnnoBpemerHa ynoTpeba Ha npobeHenma He ce npenopbuBa. IlpobeHeunn namanasa 6bp06peyHa
TyOyJiHa cekpelus Ha aMOKcHUMuH. EqHospeMmenHa ynotpeba Ha npobeHeunn Moxe 1a NoBe




YABJDKABAHE HA HAJIHYHETO N NOBUINABAHE HA HHUBAaTa HA aMOKCHLUHWJIMH B KPBETAQ, HO HE H Ha
KnaBpyJlaHOBAaTa KHCCJIHHA.

MukodeHonart ModeTun

[Ipx nauueHTH, npHemaliln MuKodeRoNaT ModeTHn, ce chrodlnana 3a HaMaNnsBaHe Ha NPEAA030BaTa
KOHLEHTPALXA Ha aKTHBHHUA MeTabonuT Mukodenonosa kucenuna (MOK) ¢ npubnusurenno 50%,
Clie]] 3aI0o¥BaHe Ha JIEYeHHe C TepopalieH aMOKCHLIMIIMH TUTHOC KJIaBYJaHOBa KHCeNHHa. [1poMaHaTa B
Npel030BOTO HUBO MOXKE jJa He [IpeAcTaBs TOYHO NPOMEHHUTE B 00mara excno3uuus #a MOK.
[Topanu ToBa, 06MKHOBEHO He e HeoOX0AMMa NPOMAHA B 103aTa Ha MHKOgeHONaT MOdEeTHI NpH
JIMIICA HA KJIMHUYHM JaHHH 3a HapylieHa QyHKLHA Ha pUcaakara. Benpekn Toa, TpadBa aa ce
M3BBPIIBA BHHMATEIHO KJIHHAYHO NpocieasBaHe Mo BpeMe Ha JIEYeHHETO ¢ KoOMOMBALHATa H MAJIKO

cJiel 3aBbpIIBaHE HA aHTHOHOTHYHATA Teparus.

4.6 ®epTRIAETET, GPEMEHHOCT H KBLPMEHE

bpemennocT

[IpoyuBaHHsA [MPHA XXUBOTHU HE NOKA3BAT NPEKH HIIH HENPEKH BPEAHH Bb3JAEHCTBHA BbpPXY
OpeMeHHOCTTa, EeMOPHOHATHOTO/(PETATHOTO Pa3BUTHE, PAXKAAHETO HITH NOCTHATAHOTO Pa3BUTHE
(Bk. TOouka 5.3). OrpanHueHy naHHH 3a ynoTpedara Ha aMOKCHUIIMJIMH /KJ1aBYJIaHOBA KHCENTKHA 110
BpeMe Ha OpeMeHHOCT IpH XOpa He NOKa3BaT MOBHIIEH PUCK OT BpoOeHU Maigopmanui. [pu
NMpOy4BaHe NPH KEHH ¢ NpeATCPMHUHANHA NPeKIeBPEMEHHA pYIITYpa Ha PeranHara MmeMOpaHa ce
cB0011aBa, 4e NPpoPHIaKTHYHOTO JIEYEHHE C AMOKCHIIMIMH /KNlaByJaHOBA KHCEIMHA MOXe Ja Obae
CBBP3aHO € MOBHINEH PUCK OT HEKPOTU3INPALL EHTEPEKOAUT NPH HOBOpoAeHH. [1punoxeHneTo Ha
aMOKCHLIHJIHH /KJ1aBYyJIaHOBA KHCETMHA 10 BpeMe Ha OpeMeHHocTTa TpabBa na ce u3barea, ocBeH ako
JIeKapAT He NIPEeUEeHH, Y€ € HeoOX0HMO.

Knpmene |

JIBeTe AKTMBHHK BELIECTBA C¢ EKCKPETHPAT B KbpMaTa (HE ca YCTaHOBEHH €(EKTHTE Ha KJIaByJlaHOBATa
KHCeJIMHA BBPXY KbpMauero). B cneacrBie Ha TOBA, Ca Bb3MOXCHH AWapHs H rbOHYHa HHPEKLHA Ha
JJAraBULKTE NPH KbPMAYeTo, KOSTO MOXKE Ja HAJIOKH NPEYCTAHOBABAHE HA KbPMEHETO,
B13MOXHOCTTA 3@ NOBHLIABAHE HA UyBCTBHTENHOCTTA TpAOBRaA N1a ce B3eMe Mo BHHMAHME.
AMOKCHLIMIHH/KJIaBY1aHOBA KUCENHHA TPAOBa Aa ce U3I0J13Ba O BpeME Ha KbPMEHE CaMo Clie]]
npeleHKa OT JIEKYBALUSA JleKap Ha CbOTHOLIEHHETO MNOJI3a/pHCK.

4.7 EdexTH BLpXY cnocobRocTTA 32 modHpane H padboTa ¢ MAIIHAA

He ca nposexaaHH Mpoy4YBaHus 3a epeKTUTE BLPXY CNIOCOOHOCTTA 32 WwodupaHe U paboTa ¢ MalllHH.
Brnpexu ToBa MOXKe Ja Ce NOABAT HEeXENaHH peakliuy (Hanp. aneprayHy peakluy, 3aMaiBane,
rbpYOBeE), KOHTO MOTAT Jia MOBHAAT CocoOHOCTTA 3a WwogdHpane H paboTa ¢ MalHHH

(Bx. TouKa 4.8).

4.8. HeskeaHH JIeKapCTBEHH pPeaKNHA

Hait-yecTo choOLIABAHHUTE HEXEIAHH JIEKAPCTBEHH PEAKIMH Ca IHapHa, rajieHe M MoBphllaHe..
HexenaHnTe NekapcTBEHH peakiLyu, MOMYYEHH OT KIMHHYHH MIPOYYBAHHUA H OT NOCTMAPKETHHTOBOTO
HaOMoaeHHe ¢ AJTMEKCH, ¢a H3OPOeHH NMo-J0Ny U ca KaTteropusnpanu cernacHo MedDRA, no
CHCTEMO-OpPraHeH Kaac.

UznonssaHa e cnegnara TEpMUHONOIKA 32 KnacHHAUMPaHe Ha YECTOTATA Ha HEXENaHNTe
JIEeKapCTBEHH PEAKIHH,

Muoro 4decth (=1/10)

Yectn (=1/100 go <1/10)
Heuecru (=1/1 000 go <1/100)
Penxu (>1/10 000 ao <1/1 000)
Muoro peaku (<1/10 000)




C HeH3BeCTHA YecTOTa (OT HAJIMYHHUTE AAHHU He MOXKe Ja ObJic HanpaBeHa OLECHKA)

Hadgexknnn 1 HHQEeCTAIHH
Kannunoza Ha Kko)xarta U TMrasalure

YecTH

CBpbXxpacTeX Ha HEYYBCTBHUTENIHH
MHKPOOPraHHU3IMH

C HeusBecTHa 4YecToTa

Hapyiuneans Ha KPHBTA H JJHMPHATA CHCTEMA

O6patrMa TeBKOMEHHA (BKIIOYATENHO Peaku
HEYTPOTEHHS)
TpomOounTONEHKA Peaxu

ObpaTyMa arpaHynouHTO3a

C HeM3BEeCTHA 4YecToTAa

XeMOIUTHYHA aHeMU4d

C HeH3BEeCTHA 4eCToTa

Y apmkaBaHEe Ha BpEMETO Ha KbPBEHE U Ha
npoTpoMGHHOBOTO Bpeme'

C Heus3BeCcTHA 4YecTOTa

Hapywenns Ha HMyHHATA cHcTeMa'

AHTM'HOHEBPOTHUYEH OTOK

C HeH3BecTHa 4ecTOoTa

AHagunakcus

(C Heu3peCTHA YECTOTa

C HeH3BeCTHA YecToTa

Cunapom, nonobeH Ha cepyMHa 60necT
XHUNepCceH3HTUBEH BAaCKYJIHT

HapyiiieHHs Ha HEpBHATa CHCTEMa

( HeH3BeCTHa YeCTOTa

3aMasHOCT Heuectn
I"naBobonue Heyectu
O6paTHMa XHNEPAKTUBHOCT C HeM3BEeCTHA 4YecToTa
IbpuoBe? C HeM3BECTHA MECTOTA

AcenTunyeH MEHUHI'UMT

C HeH3BeCcTHAa 4YecToTa

CobpaevHn HapYIICHHH
Cunapom Ha Kounis

C HeH3BeCTHAa YecToTa

CToMamHO-YpPeBHH HAPYIICHHSA

Huapus MHoro yecTH
[anene’ YectH
[TospbUiaHe HecTu
HapyinexHo XpaHOCMHJIAHE HeuvecTH

Konut, CRbp3aH C NPHIOKEHHETO HA
auTHOHOTHLIH®

C HeM3BeCTHA YEeCcTOTa

EHTEpOKOIUTEH CUHAPOM, NMPeAU3BUKAH OT
MpHEM HA IEKapCTBOTO

C Heus3BeCcTHA 4ecTOTa

OCTbp nMaHKpeaTHT

C HeM3BECTHA 4YecToTa

Yepen , xocmar” e3uk (black hairy tongue)

C Heu3BeCcTHAa 4ecTOTa

XenaToOGuaHaApHH HAPYIUCHHA

[Moeumasane Ha AST u/mnu ALT

Heuectn

Xenatut®

C HeM3BeCTHa 4ecToTa

XonecraTuuHa xbaTeHuna’

C HeHsBecCcTHA 4YecTOoTa

HapyuieHns Ha KOXKATA H NOJKOKHATA ThKaH ’

Koxen obpus HeuvectH
| Cophex Heuectu

YpTHKapHs HeuvecTH
| Epurema MysnTHdopMe Penku




CunapoM Ha CTUBBHC-JKOHCHH C Hen3BeCTHA YeCcToTa

TokcHYHa eNUAEPMaTHA HEKpOu3a C HenspecTHa YECTOTa
BynoseH excdonHaTHBEH AepMaTUT C HensBecTHA 4eCTOTa
OcTpa reHepanu3upaHa eK3aHTEMHA C Hen3BecTHa 4ecToTa
nycrynosa (AGEP)’

MeaukaMeHTO3Ha peakiya ¢ €03HHODUIHUA H C Hen3BecTHA 4€CTOTA
cucteMBy cuMnToMH (DRESS)

Jluneapna IgA Gosect C nensBecTHa 4ecToTa

Hapynienns Ha HEPBHATA CHCTEMA

C Hen3BeCcTHa 4eCTOoTa
AcenTuueH MEHHHTHT

Hapyuwienus na 0b0pennare B nHKOIHHATE

NLTHING
HHTepcTHLHANIEH HEDPHT C Heu3BeCTHa YeCcToTa
Kpucranypus® (BkmounTtenHo octpo 60peuno C Hen3sBeCTHA 4eCTOTa
| yBpeKJaHe)

' Bx. Touka 4.4

2 Bk. Touka 4.4

3 TlosiBaTa Ha rajieHe € No-YecTo MPH NepopaneH NpUeM Ha BUCOKH RO3H. AKO €€ MOABAT
peakLHH OT CTPaHa Ha CTOMALIHO-YPEBHHUA TPAKT, TE MOTAT J1a C€ HAMAJIAT ¢ IPHEM Ha
aMOKCHLIMJIUH/KJIaBY TaHOBa KHCelIMHA 110 BpeMe HA XpaHeHe.

* BrmounTenso ncesaomMebpaHo3eH KOAUT H XeMOpariueH KONuT (Bxk. Touka 4.4)

> YMepeno nosniaeane Ha AST u/unu ALT e ycTaHOBeHO nNpH NauHeHTH, JIEKYBaHK C
OeTa-TakTaMHU aBTUOMOTHULIH, HO 3HAYEHUETO Ha TE3U NIPOMEHH HE € U3ACHEHO.

® TaxuBa peaklUH ca YCTAHOBEHU U Clle] MPUICKEHHE HA APYTH NEHHIUIHHY H
ledanocnopuk (BX. Touka 4.4).

7 AKO ce NOSABH peakliMs Ha aliepruyeH AEPMAaTHT, JIeUEHHETO TpAOBa Aa ce NpeyCcTaHOBY
(BXx. TouKa 4.4).

* Bx. Touka 4.9

? Bxk. Touka 4.4

0By, Touku 4.3 u 4.4

CrolmaBane HA NOAO3APAHA HEXXEJAHH PEAKNHA

Cro011aBaHeTo Ha NOAO3UPAHN HeXeNTaHU peaklliK Cle paspellaBaHe 3a yrnoTpeba Ha iekapCTBeHHA
NPOAYKT € BaxKHO. TOBa No3BonABa a npoAb/kH HabNIOACHRETO Ha ChOTHOLISCHUETO T0J3a/pUCK 34
NeKapcTBEHMA NpoAYKT. OT MEAMLUMHCKHTE CIEUMAINCTH C€ H3UCKBA Ja ChOOINABaT BCAKA
Nogo3HpaHa HeXeENaHa peakiua upes:

HU3nbiaHUTENHA areHUus N0 TeKapcTBaTa

yn. . JlamsaH ['pyeB” Ne 8

1303 Codus

Ten.: +359 2 890 34 17
yebcaiiT: www.bda.bg

4.9 Ilpeposnpane

CUMNTOMM K NpH3HALM Ha NIpEeNo3npaHE
Moxe aa ce Habi0AaBaT CTOMAIIHO-YPEBHH CHMINITOMU H HapyllaBaHe Ha BOJAHO-€NEKTPONNTHNAA
bananc. Habnmoaagana € aMOKCUUUIHHOBA KpUCTATYPHA, B HAKOHW Clyyau Bojeula 1o 6uOpeyna
HENOCTATBYHOCT (BXK. TOUKa 4.4).

Mosxe pa ce HabGnoAaBaT repyoOBe NPH NALMEHTH ¢ HapylueHa ObOpeyna PpyHKIUg UK NpH
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npueMalld BUCOKH A03H.
HUwma crobluenus, 4e aMOKCHUMIMH C€ yTasBa B KaTEThPa Ha MUKOYHUS MEXY]D, OCHOBHO Clle]
MHTPABEHO3HO NpHJIaraHe Ha BUCOKH A03H. Tpabra na ce npoBexaa peAOBER BU3YANEH KOHTPON
(BXK. TO4Ka 4.4).

JleyeHHe Ha HHTOKCUKALHSA
CuMIITOMATE OT CTPaHa Ha CTOMAIIHO-YPEBHHA TPAKT MOraT Ja Ce IeKyBaT CHMITOMATHYHO, KaTo ce

00bpHE BHUMAHKE HA BOAHO-ENEKTPOJINTHHA 6anaHc.
AMOKCHUMIHMH/KIIABYIAHOBA KHCEIMHA MOXE J1a C€ OTCTPAHH OT KpbBOOOpaIEHHETO Upes
XeMOoJUanus3a.

5. PAPMAKOJOIHYHH CBOUCTBA
5.1 PapMakoaIHHAMHYHHE ¢CBOHCTBA
dapMmakoTepaneBT4aHa rpyna; KoMOMHALMA OT MEHHLHIMHH, BKJIKYHTENHO DeTa-naKTaMa3Hy

naxubnropi; ATC xoa: JOICRO2

Mexann3bM Ha JeHCTBHe

AMOKCHUHJIHH € TTIOTYCHHTETHUYEH NeHUUMIHH (OeTa-naKkTaMmeH aoTHOMOTHK), KOMTO HHXHOHpa eNHH
WJIH TIOBEYE CH3HMH (MEeCTO HapH4aHHU NTEHNLWIHH-CBbP3Balli npoteuHH, PBPs) B b1 Ha
OnocHHTE3a Ha HaKkTepUaIHUA NENTHAOITIMKAH, KOHTO € ChIUECTBEH CTPYKTYPEH KOMITOHEHT Ha
bakrepunanHara knetbuHa creHa. MHXnbupaHeTo Ha CHHTE3a Ha NMeNnTUAOrInKaHa BOAH A0 oTciabBane
Ha KJIETb4YHATa CTEHA, KOETO OOHKHOBEHO C€ NOCIEABA OT KJIEThUHO pasrpaxkiaHe U CMBPT.

AMOKCHLIH/IUH € UYBCTBHTENEH KbM pa3rpaxiaHe oT beTa-nakraMasure, npoyiMpaHy OT
pe3HCTEHTHHTE DakTepuu, nopalu KOETO, CNEKThPbT MY Ha AeHCTBHE He BKIIIOUBA MUKPOOPraHH3IMY,
KOHTO MPON3BEXKIAT TE3H €HINMH.

KnaBynaHoBarta KMcennHa e Oera-nakraM, CTPYKTYPHO CBbP3aH ¢ MeHUIHIHHKTE. Ta UHAKTHBHPA
HaKoM OeTa-JTaKTaMa3Hu €H3UMH, KATO 10 TaKbB HAUWH MpeJOTBPAaTABA HHAKTHBHPAHETO HA
aMOKCHIIWIIHH. KnaBynanosara KHCEJIMHA CAMOCTOATEITHO HE NPOABABA KITHHKYHO TOJIe3eH

aHTHOakTEpHANEH eexT.

Bpw3ka PpapmakokHHeTHKa-QapMakOIHHAMHUKA
BpeMmeTo Hag MHHMManHata HHXHOupama korueHtpauus (T>MUK) ce cunTa 32 OCHOBHHSAT
onpeaenail gaxtop 3a eQpHKacHOCTTa HA AaMOKCHLIMJIHH.

MexaHu3MHM Ha PE3UCTEHTHOCT
JIBaTa OCHOBHM MEXaHH3Ma Ha Pe3HCTEHTHOCT KbM aMOKCHLIMTHH/KIIaBY/1aHOBA KUCEIIHHA ca!

-  HHaktuBupane oT Te3u HakrepuanHy OeTa-nakTamMasu, KOUTO HE ca UHXHUOUpaHH OT
KJlaByJlaHOBaTa KMCENUHa, BKIOYNTENHO xiac B, C u D.

-  Hamenenue Ha PBPs, koeTo HaMangea aguHuTETa HA aHTHOAKTEpUaNHHA NPOAYKT KbM TApreTa.
JInncara Ha nepMeabunurer Ha OakTepHUTE HJIH MEXaHH3IMHUTE Ha eAYKC rnoMIara Morar aa
MPUYMHAT WK 4 JOTPHHECAT 3a OaKTepHAIHATA PE3HCTEHTHOCT, 0cobeHo npy 'paM-oTpHLAaTETHHUTE
OaxTepHn. |

"pannuHu cToiHoCcTH (Breakpoints)
[NpanuunanTe cTOolHOCTH HA MUK (MIC breakpoints) 3a aMOKCHIIMNHH/K1aByJIaHOBA KHCEJIMHA Ca TE3H
Ha EBponeickua KOMHUTET N0 U3NUTBaHE HA aHTUMUKPOOHaTa yyBcTBUTENHOCT (The European

Committee on Antimicrobial Susceptibility Testing (EUCAST)).
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MHUKpOOpraHusbLM ['paHnuHM CTORHOCTH Ha YyBCTBHUTENHOCT (ug/ml)
_(Susceptibility Breakpoints (pg/ml})
YyBCTBHTEIHH WnutepMeavepHy PE3UCTEHTHH

Haemophilus influenzae’ | <1 - >1

Moraxella catarrhalis’ <1 - >]

Staphylococcus aureus’ <2 - >2

Koazynasza-nezamugru <0,25 >(,25
" cmadhunoxoxu *

Enterococcus’ <4 8 >8

Streptococcus A, B, C, G° | <0,25 - >(),25

Streptococcus <0,5 1-2 >2
pneumoniae’

Enterobacteriaceae’* - - >8

['paM-oTpHLIATENHH <4 8 >8

aHaepobu' |

I'paM-110J105KHTETHH <4 8 >8

aHaepoOu’

KpuTiunu rpanuuy, <2 4-8 >3

HECBbLP3aHH BHIOBO!

'Cpb0o611IeHMTE CTOMHOCTH €a 33 KOHLIEHTPALIMKTE HAa aMOKCHLWIMH. 32 [IEJIATE HA H3CNEIBAHETO Ha
YYBCTBUTE/THOCTTA KOHUEHTPALMATA HA KIaBYJIaHOBATA KHCENHHA € (PUKCcHpaHa Ha 2 mg/l.

2 CpoOULIEHHUTE CTOMHOCTH ¢a 32 KOHLIEHTPALMUTE HA OKCALIHJTHH.

3 CTOMHOCTHTE Ha IPaHHYHHUTE CTOHHOCTH B TAOJIHLATA C& OCHOBABAT HA MPAHHYHHUTE CTOMHOCTH 3a
AMITHLIUJIAH.

* 'paHKHYHM CTOMHOCTH 3a pe3aucTeHTHOCT R>8 mg/l o3HauaBaT, ye BCHUKH H30JIaTH C MEXaHH3MH 34
PE3UCTEHTHOCT ¢a QOKJIaiBAHH KATO PE3UCTEHTHH,

> CTOMHOCTHTE Ha FPAaHHYHUTE CTOHHOCTH B Tabnuiiata ce 6asHpar Ha rPaHUYMHMTE CTOHHOCTH 3a
OEH3ININEHULIMITHH.

PasnpocTpaHeHHUETO HA PE3UCTEHTHOCTTA MOXKE Aa BapHpa reorpad)Cckd U BbB BPEMETO 3a ONpEAENeHH
BHJIOBE U € JKeJ1aTeNHO Ja UMa JIOKaNHa HHQOopMaLHA 3a pe3UCTEHTHOCTTa, 0COOEHO NPH JIeueHHe Ha
Texxkn HHexkumu. [Ipn HeobxoaumocT TpadBa Aa ce NOTHPCH ChBETA HA EKCNEPT, KOTATO JIOKATHOTO
pPa3nNpOCTPAHEHUE HA PE3UCTEHTHOCT € TaKOBa, Y€ MO0JI3aTa OT JIEKapCTBEHHUA NPOAYKT MPH MOHE HAKOH
BHIOBE HHGEKIHH € TI0]] BBIIPOC. |

MuKpOOpPraHu3MH, KOHTO 00HYAHHO cA YYBCTBHTE/IHH

Aepobnu I'paM-OIOKUTETHH MHKPOOPTraHHIMH

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (METULIHINH-YYBCTBUTENEH )
Koarynaza-s#eraTHBHH ¢cTapHIOKOKH (METHIH/IHH-YYBCTBHTE/IHH)
Streptococcus agalactiae

Streptococcus pneumoniae!
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Streptococcus pyogenes N ApYru 0€Ta-XeMONIMTUYHH CTPENTOKOKH
['pynara Ha Streptococcus viridans

Aepobnu 'paM-0TPHIATETHH MAKPOOPraHH3IMH
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzae2

Moraxella catarrhalis

Pasteurella multocida

AnaepoOHHE MHKPOOPraRH3IMH
Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp.

Buaope, NpA KOATO NPAAOOHTATA PE3HCTEHTHOCT MOKe 1a € npobaem
AepoOHu I'paM-D0NOXKHTETHH MHKPOOPTraHHA3ZMHA

Enterococcus faecium

AepoORn I paM-OTPHIATENAHH MEKPOOPraHHu3MH

Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Proteus mirabilis

Proteus vulgaris

MaxpoopraaaiM# ¢ BpOJeHA PE3ACTEHTHOCT
Aepo6an ['pam-oTpHUIATe1HE MHKPOOPraHHIMH
Acinetobacter sp.

Citrobacter freundii

Enterobacter sp.

Legionella pneumophila

Morganella morganii

Providencia spp.

Pseudomonas sp.

Serratia sp.

Stenotrophomonas maltophilia

JAPpyYra MHKpOOpPraHH3IMn

Chlamydophila pneumoniae

Chlamydophila psittaci

Coxiella burnetti

Mycoplasma pneumoniae

$ EcTrecTBeHa nHTEpMEIMepHa YYBCTBUTEIHOCT MPH JIMIICA HA MPHAOOUT MeXaHUW3bM HA
PE3HCTEHTHOCT. |

£ BCHYKH METHLIMIIUH-PE3HUCTEHTHH CTAUIOKOKH €A PE3UCTEHTHH KbM
aMOKCHLMIIMH/KJIABYJIAHOBA KUCEJIHHA.

1 Streptococcus pneumoniae, pe3UCTEHTHH KbM NEHUIMIIMH HEe TpAOBaA a ce JIeKyBaT ¢ Ta3H
opMa Ha aMOKCHLIWIHH/KNaBY1aHOBA KHUCeaHHa (BXK. TOUkH 4.2 U 4.4).

2 lllaMoBe ¢ HamalieHa YyBCTBUTEIHOCT ¢a JOKIAABaHH B HAKOW CTPaHH B. EBponeickus cbio3
¢ yecToTa no-pucoka ot 10%.

5.2 GapMaKOKHHETHYHH CBOHCTBA

12




Abcopbnusn

AMOKCHILWIHH H KJIaByJ1aHOBATa KMCENHHA C€ JUCOLIMKPAT HAN'BJIHO BbB BOAEH PasTBOP C
¢uznonoruyno pH. [Isere aktnBHM BewecTBa ce abcopbupar Obp30 ¥ J00pe ciex nepopanHo
npunoxkeHre. Ciael nepopanHo npuioxkerie OHOHAIMYHOCTTA HA aMOKCHLIMIMH ¥ Ha KJIABYJIaHOBATa
kucenuHa e npuonusurento 70%. [1nazmeHnTe npoduny Ha JBeTe aKTHBHH BEINECTBA Ca CXOJHH U
BPEMETO 34 JOCTHraHe Ha BbPXOBa IJla3MeHa KOHueHTpaluus (Tmax) 1 npu aABere € NpudIH3NTENHO
€ANH 4ac.

[To-pony ca npeacraBeHH PapMaKOKHHETHYHHATE PE3YATATH OT €AHO NMPOYy4YBaHEe, [PU KOETO
aMOKCHUMIWH/KIaBYIaHOBa kucenuHa (tabnerku oT 875 mg/125 mg nBa npTH AHEBHO) € MPUOKEH
Ha raaaHO NPH IPYNH 3paBA AOOPOBONLM.

Cpeann (= SD) dapMaKOKMHETHYHH NTApaMETPH

[Ipunoxerno 1032 Cmax Tmax* AUC(0-24h) T1/2
(n) (mg) (ng/mi) (h) (ng.h/ml) (h)
aKTHBHO (1)
BelecTBO (a)
AMOKCHIHJIHE

AMX/CA 875 11,64 1,50 53,52 1,19
875 mg/125 + 2,78 (1,0-2,5) +12,31 +0,21
mg

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

AMX — amokcuuWInH, CA — KNaBylaHOBa KUCe/IMHa
* Meanana (obxsar)

CepyMHHTE KOHUCHTPALIMHA Ha aMOKCHLIHMNIHH H KJIIaBYJ1aHOBaTa KUCE/IMHA, JOCTHIHATH C
HMOKCHHHHHH/KHHB}UIHHOBH KHCCITHHA Ca CXOJHH € TC3H CIE NMEPpOoPpalHO MTPHUITOKECHNUE Ha
CKBHBAJICHTHH N03H OT CAMOCTOATCIIHO ITPHNOXKCHH aMOKCHUHJ/IHH HITH KNTaBYAaHOB& KHCCIIHHA.

Oxkono 25% oT 06110TO KONWYECTBO HA KJIABYJIAHOBATa KMCENUHA B mua3MaTta v 18% ot obuoro
KOJMYECTBO Ha AMOKCHLIMJIMH B MJIa3MAaTa Ca CBbP3aHU C [IPOTEHHM.

[1puuaHuAT 0DeM Ha pasnpeaencHue ¢ okono 0,3-0,4 1/kg 3a amoxcuuuanuH u okono 0,2 1/kg 3a
KJIaByJIaHOBaTa KHCEIINHA.

Cnen HHTpaBEHO3HO NPUTOKEHHNE, aMOKCHLMIMH # KJ1aByJIAHOBA KHCEJIHHA Ceé YCTAHOBABAT B
*JYBMHMS MEXYp, KOpeMHaTa ThKaH, KO)KaTa, MaCTHATa ThbKaH, MyCKYJIHHTE ThKaHH, CHHOBHANHATA H
epHTOHEANHAaTa ThbKaHU, }KJIbYKATa U FHOKTA. AMOKCHLIHJIHH HE ce pasnpeaens JOCTaThb4yHO B
uepebpocnuHanHaTa TeHHOCT.

Ot npoy4BaHus [PH XHBOTHY HAMA AOKA3ATENCTBA 32 3HAYMMO 3aJbpKaHe B ThKaHHTe Ha
JIEKAPCTBEHO-NPOU3BOJHH BELICCTBA 32 HUKOA OT JBETE CbCTABKH. AMOKCHLIMIIMH, MOAOOHO Ha

MOBEYETO NNCHULIUIHHH, MOXKE Jla C€ YCTAHORH B KbpMara. Cnear oT kiiaByiaHOBA KHCEIIHHA ChLIO
MOTaT Ja c€ OTKPHAT B KbpMarTa (BxXK. Touka 4.6).

(BXK. TOuka 4.6).
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broTpanchopmanns |

AMOKCHUIIUIIHH C& €KCKPETHPA YACTUYHO B YPHHATA KATO HEAKTUBHATA MEHULHNOEBA KUCE/IUHA B
KOJHYecTBa, ekBHBaneHTHH Ha 10 00 25% oT HauanHaTa ro3a. KnaBynaHoBaTa KUCEIHHA CE
MeTabOoNnu3Mpa eKCTEH3UBHO NPHN 40BEKA K Ce OTJENR B YPUHATA U H3NPAXKHEHHATA K KATO BbrIepOaeH
OUOKCH] B M3AULIBAHUA BB3YX.

EnpMBEHERpDARHE

OCHOBHMAT ITBbT HA €TMMUHHPAHE HAa aMOKCHLIU/IHH € nipe3 OB0penuTe, 10KaToO KIABYNAHOBATA
KHCENIMHA ¢€ eIMMHHApA KakTo no Ou6peynH, Taka H o H3BbHOBOPEHHH MEXAHHU3IMH.
AMOKCHLIMIHH/KJIABYJAHOBA KUCEIMHA UMa CPEACH SIMMHUHALIMOHEH TTOMYXHKHBOT OT NMPHOIN3UTENHO
eZIHH Yac B cpeneH odw knupbHe Npubausurento 25 I/h npu 3apasn muua. [pubauzurenno 60 no
70% ot amokcuLAnuH B npuoausnTenHo 40 g0 65% OT KINaBy1aHOBATA KUCE/IMHA C& €KCKpeTHpaT
HENPOMEHEHH B YPHUHATA [1Pe3 TbPBHTE LIECT Haca CeA NPUIOKEHHE Ha ¢AMHUYHA 10338 AJIMEKCH]
250 mg/125 mg unu 500 mg/125 mg rabnerku. B HAKOAKO NpOyYBaHHUA € YCTAHOBEHO, Y€ YPHHHATA
exckpeuus € 50-85% 3a amokcHLMIHH K Mexay 27-60% 3a knaBynaHoBaTa KMCENMHA 3a nepHon oT 24
yaca. 3a KJiaBy/JaHOBAaTa KHCENWHA, Hal-roiAM0O KOIHYECTBO OT JIEKAPCTBOTO CE EKCKPEeTHPa Npe3
ITBPBUTE JIBA Yaca cjiel NPUITOKEHHE.

EnnoBpeMeHHOTO NpHIIOXKeHHe Ha npobeHenna 3a0aps eKCKpeLHATa HA aMOKCHIMITHH, HO He 3abaps
OB0OpeyHaTa eKCKpELHa Ha KJIaBYNaHOBATA KHCENIHHA (BX. TO4Ka 4.5).

Bh3pact |

EnMMHHAIMOHHUAT MONYXUBOT HAa aMOKCHIIHIKR € noA00EeH MpH Jella Ha Bb3pacT OKoJo 3 Mecela Ao
2 rOIMHHK H NPU NO-TONEMH Aella U Bb3pacTHU. [Ipy MHOTrO MankuTe aelia (BKIKOUYUTENHO
npexaeBpeMeHHo poacHH OebeTa) npes mbpBaTa ceAMHLA OT )KMBOTA HHTEPBANBLT HA NIpUJIaraHe He
TpnbOBa na HAAXBLPNA NpPHIAraHe ABa NbTH JHEBHO MOPaAH HE3PAIOCT Ha ObOpeUHUs NBT Ha
eJIMMHHKpaHe. ThH KaTo Npy NalMEeHTHTE B CTAPYECKA Bb3PAcT ChiECTBYBA NO-rONAMa BEPOATHOCT
Aa uMat HamaneHa OnvOpeuHa ¢pyHKkuus, e HeoOXoaUMO BHHMaHKE TIpY H300pa Ha J1o3a U MoXKe J1a e
IMOJE3HO Aa ¢e npocaeassa 6b6peunara ¢ynkuus.

MMon
Cnezn nepopalHO NPUIIOKEHHE HA AMOKCULIMNTHH/KIABYJ1AaHOBa KHCEIHHA NMPH 3APABH MbXKE H KCHH
NONBT HE € 0Ka3a/ 3HAMHUMO BIHAHUE BbPXY hapMakKOKHHETHKATA HUTO HA AMOKCHIIMJIHH, HUTO Ha

KJIABYJIAHOBATA KHCCJ/IHHA.

bnOpeuno yspexaane

OOuHAT cepyMeH KIHPBHC Ha aMOKCHLIMJIMH/KIIABYIAHOBA KMCEe/IMHA HaMasaBa NPONnopLHOHAIHO C
HaMmansaBaHeTo Ha ObOpeunara QyHkuus. IToHUKABAHETO HA IEKAPCTBEHHUA KIIMPBHC € MO-U3pa3eHo 3a
AMOKCHLIMJIHH, OTKOJIKOTO 32 KJIaByJIaHOBATa KUCENMHA, Thif KATO MO-TOJIIMa Y4acT OT aMOKCHIMITHH Ce
excKperupa npe3 6nopeunTe. [lopanu Ta3u npydydHa J03UpaHeTo NpH OBOpeUHO yBpekaaHe Tpabaa
1a NpeoTBPaTH NPEeKOMEPHO HATPYyIBaHe Ha AMOKCULIKHITUH, KaTO €AHOBPEMEHHO ¢€ NOJABPXKAT
NOAXOAALIM HHBA HA KJIABYJIAHOBATA KHCENHHA (BX. TOYKA 4.2).

Yepuoapobuo yspekiane
Jlo3upaxeTo NpH NAaRMEHTH ¢ YEPHOAPOOHO yBpeXkAaHe TpsaOBa a ce H3BbpLUBA C BHHMAHHKE H
yepHOApoOHATa QYHKUHUA KA Ce NpocieasBa peAOBHO.

5.3 [IpeaAKNTHHHYHHE JaHHH 33 6¢30MaACHOCT
HexnnuuuHKTE JaHHU HE NOKA3BaT ONpeesieR PUCK 33 XOpaTa Bb3 OCHOBA HA NPOYUBaHHA 34
¢apmakonoruiHa 6e30MnacHOCT, F€HOTOKCHYHOCT U peNnpoAYKTHBHA TOKCHYHOCT.
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[MpoyuBaHKs 32 TOKCHYHOCT [IPH MHOMOKPATHO NPHAAraHe, NPOBEAEHH MPH Ky4eTa, C
AMOKCHLIHJIHH/KIaBYJIAHOBA KHCENHHA MOKA3BAT CTOMALIHO Apa3HEHE U MOBPBLIAHE, KAKTO U POMAHA

B 1{BE€TA Ha €3MKa.
He ca npoBex/any MPOyuBaHus 33 KapPLMHOTEHHOCT C AMOKCHLHINH/KNABYNIAHOBA KHCENUHA UK C

HAKOA OT HCMOBHTE ChCTABKH.

6. PAPMAIIEBTHYHHA JAHHH

6.1 CnuchbK HA NIOMOLTHHTE BelLecTRA
Adpo na mabremxama

Be3BoneH KononJaeH CHIIMUHEB JHOKCH/
Marne3sues creapar

Tank

[Touaou K25

MuxpokpHucTanHa Lenynosa
KpocnoBHIOH

Durmoso nokpumue Ha mabaemxama
Tpuerun uuTpar

TutanoB aunokcun (E171)
XunpoMenosa

Tank

Etunuenynosa, BOAHA JHCIIEPCHA

6.2 HecbBMEeCTHMOCTH
HenpuioKumMo.

6.3 Cpok Ha roaHocT
2 TOAHHH.

6.4 Cnenuajun yGJIOBHA HA ChXPAaHEHHE
Na ce cbXpaHsABa B OpHIHHAJIHATA OMAKOBKA, 32 a Ce NpEAMNasH OT Biara.

Ila He ce cpxpansaBsa Hag 30°C.

6.5 Bua 8 chALPKAHHE HA ONMAKOBKATA
Baucrepu ot PVC/Anymunui/TIoauamua 1aMHHaT ¢ TOKPHTHE OT alyMUHHEBO ¢oNHo, HApEUEHH

cTyaeHo ¢opMosani GnucTepHH onakoskh (CFB) u GiMCTEepHA AEHTH, ChAbPAKALIH 6, 10, 14, 15, 20, 24,
30 TabneTkH.

He BCcHYKH BUOBE OTAKOBKH MOTaT Ja ObJaT nmyCHATH Ha rnasapa.

6.6 Cnenna/j Hy NpeJNa3HH MEPKH NPH H3XBbPJ/IAHE H padoTa
Heu3non3sanusT NEKAPCTBEH NPOAYKT WK OTNATbYHHTE MATEPHANH OT Hero TpsAbBa a ce U3XBBPNAT

B CLOTBETCTBHE ¢ MECTHHUTE H3UCKBAHHA.

7 IPUTEXXATEJI HA PAZPEHIEHUETO 3A YIIOTPEEBA
STADA Arzneimittel AG

Stadastrasse 2-18
61118 Bad Vilbel

["epManusn
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8. HOMEP(A) HA PABPELHIEHHNETO 3A YIIOTPEDBA

Peructpaunoned Ne: 20210063 I

9. IATA HA ITBbPBO PAZPEHIABAHE/TIOJHOBABAHE HA PAZPEHIEHUETO 3A
YHNOTPEBA

JlaTta Ha mppBO paspeluaBade: 08.03.2021
JlaTta Ha nocjieqHo NOAHOBABAHE:

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

10/2025
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