PEVIEFS.

1. UME HA JIEKAPCTBEHUSA ITPOAYKT

beraknas 875 mg/125 mg ¢puamupanu TabneTku

Betaklav 875 mg/125 mg film-coated tablets

2. KAYECTBEH H KOJIHHECTBEH CbCTAB

Besika hunmupasa tabserka cbabpka 875 mg aMOKCHMUMIIMH (KaTO AMOKCHLIMIIMH TPUXHApaT
(amoxicillin trihydrate))) v 125 mg Ki1aBy/1aHOBa KMCE/IMHA (KaTO KaJIMEB KJ1aByJlaHaT (polassium
clavulanate)).

3a MbJIHUA CINTUCHK HA MOMOLLHUTE BELIECTBA BHKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

dunmupana tadbaerka (Tadbnerka)

bsna no noutun 641a puamupana Tabnerka ¢ npoabirosara popMa M ¢ BUIbOHATO penedHO
o3Hauenue "l 07" ot eaHara cTpaHa W rjajka ot gpyrara crpaHa, Ab/KUHaA Ha Tabnerkara: 21,70 +

0.10 mm.

4. KJIUHUYHUAU JAHHH
4.1 TepaneBTHYHH NOKA3AHHUA

beTakiaB e noka3zaH 3a JIeYEHHE Ha ClIeAHUTE UH(DEKLIMKU MPH BB3PaCTHH W Aeula (BUKTe ToukH 4.2, 4.4

us.l):

- OCTbp OAKTEpUAIEH CUHYHT (aA€KBATHO AHArHOCTULIMPAH)

- OCTBP OTHT Ha CPEJHOTO YXO

- OCTpPH eK3auepdauuyd Ha XpOHHYEH OPOHXHT (a1€KBAaTHO HArHOCTHLIMPAH )

- MHEBMOHHUS, NpUa0OUTA B O0LLIECTBOTO

= LLIUHCTHT

- MUeJOHEePpUT

- MH(PEKLIMH HA KOXKATA U MEKHUTE TbKaHH, MO-CMNEUHATHO LEJTYJIUT, YXanBaHUs OT dKMBOTHH,
TeXbK abcliec Ha 3bOUTE ¢ pa3nNpocTpaHsBalll Ce UETYJIUT

- MH(EKLMK HA KOCTHTE U CTABUTE, MO-CNELHATIHO OCTEOMHEITUT.,

TpsabBa na ce 00bpHE BHUMAHUE HA ODULIMATTHUTE YKAa3aHHUA 3a npaBu/Ha ynorpeda Ha
aHTHOAKTEpUa/IHWTE CPe/ICTRA.

4.2 Jlo3MpOBKAa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka
J1lo3upoBKHTE ca npeAcTaBeHH CbOOPa3HO ChAbPXKAHHETO HA AMOKCHLIMJIMH/K1aBYJ1aHOBA KMCEJIMHA, C
H3KJIIOYEHHWE Ha CIy4YauTe, KOraTo J03UTe ca JaJeHH NO OTHOLUIEHHUE HAa OT/e/1HaTa ChCTaBKa.

3a u30opa Ha no3ara Ha beraknae 3a JieueHue Ha oT/e/IHaTa MHDEKUUs TpaOBa 1a ce UMaT NPeaBUA:

A L

. OYaKBAHWUTE MATOrM€HH U BEPOATHATA UM YYBCTBHTEIHOCT KbM AHTHOAKTEPHA/IHUTE CPEeACTBA

(Touka 4.4) s
- TEKECTTa U MSICTOTO HAa MH(EKLHUATA | = [ 00
- Bb3pacTTa, TeJIECHOTO Ter10 U ObOpeyHaTa PyHKUHMS HA NALMEHTA, KAKTO € NMOKa3aHo Mo=10J1y.
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Ynotpebara na antepHarvsHH GopMH Ha beTaknas (HanpuMep TakHBa, OCHIypABAILK NO-BUCOKH 103H
H& AMOKCHLIWIIHH W/HAH Pa3IMYHH CHOTHOLEHHA HA AaMOKCHUMANH KbM KJ1aBY/IaHOBAa KHCENHHA)
TpsadBa Aa ce UMa npeaBna, cnopea HeodxoaUMocTTa (BXK. TOUKH 4.4 1 5.1).

[1py Bb3pacTHU M Aeua > 40 kg tasu popma Ha betaknas ocurypsasa obia aHeBHa a03a ot 1750 mg
aMOKcUUMINH/250 mg KnaBy1aHOBA KHMCEIMHA NPH ABYKPaTHO AHEBHO A0O3UpaHe U 2625 mg
aMOKCHUM/IMH/375 mg KnaBy/IJaHOBA KHCEHHA TPH NO3ZUPAHE TPH MbTH AHEBHO, KOraTo Ce npunara,
KaKTo € rnpenopbyaHo no-a04y. 3a aeua < 40 kg tasu popma Ha betaknas ocHrypsasa MakCMMAaTHA
AHesHa 103a oT 1000-2800 mg amoxcrumnun/143-400 mg knaBynaHoBa KMCeIHMHA, KOraTo ce
npunara, KakTo ce npenopbsyea no-a0.y.

AKO ce CYHTa, Ye € HeODOX0AHMa NO-BHCOKA AHEBHA 203a Ha AMOKCHLIM/TMH, NPENOPBLYBA CE
H3MOA3BAHETO HA APYTO JIEKAPCTBO, ChALPKAUO aMOKCMLIUIWNH/ K1aBY1@HOBa KHCEMHA, 33 14 ce
H30erHe NpUIaraHeTo Ha HEHY)KHO BUCOKH AHEBHHW N03M HA KN1aBY/IaHOBATA KHCEMHMHA (BX. TOUYKH 4.4

us.l).

[TpOAB/DKMTENHOCTTA Ha TEYEHHETO CE ONpeaea OT NOBIMIBAHETO Ha nauMeHTa. Hakou nHdekunm
(HanpuMep OCTEOMHENIMT) U3UCKBAT MO-roJiAMa NPOABIKHTENHOCT HA NeYeHuero. JleueHHeTo He
TpaAOBa 1a npoas/hkasa noeeue ot 14 auu 6e3 noBTopeH npernes (BX. Touka 4.4 OTHOCHO

NPOAB/KHTENHA TEPANHA ).

Bu3pacthu ¥ geua > 40 kg

- CTaHJapTHa 103a: (3a BCHYKH WHAWKauuu) 875 mg/125 mg npa mbTH QHEBHO;
- NO-BUCOKH 1033 - (0COOCHO 33 MHPEKLMH KATO OTHT Ha CPEIHOTO YXO, CHHYHT, HHpEKLMH Ha
AOJTHHTE AMXATEeNHH NbTHIIA U HHPEKLHMK HA NMUKOUHUTE MbTHWA): 875 mg/125 mg TpH mbTH

AHCBHOQ.

Heouampuuna nonyaayus
Jeuna <40 kg

Heuara Morat aa ce nexyear ¢ beraknas TabneTkH H CycneH3Hu.

Tbii kaTo Tabnerkure He MoraT aa 6baaT pasaeneHu, Aeua ¢ Terio nog 25 kg He Tpabea na 6baart

neKyBaHu ¢ beraknas TabneTkH.

Jleua Ha BB3PACT HA M NOA 6 TOAMHH HIIH C TEIECHO TEFIO MO-MaNKo OT 25 Kg € 3a npeanouyuTaHe Aa
Ce JIeKyBaT ¢ aMOKCHLIMJIMH/KJ/IABYJIAHOBA KHCEJIHHA CYCMEH3HA.

[IpenopsunTennu 1034 3a 875 mg/125 mg aMOKCHLMAMH/KNABYTARHOBA KHCEIHMHA

- 25 mg/3,6 mg/kg/nen no 45 mg/6,4 mg/kg/nen B 1Be paszneneHu RO3M;

- o 70 mg/10 mg/kg/aen kato aBe oTAENHM 103U MOYMKE A C€ NPUIOKH MPHU HIKOH HH(EKLUH (KaTo
OTHUT Ha CPEJHOTO YXO, CHHYHUT U HHPEKLHUHN HA JOAHHUTE NUXATEIHH NbTHILA).

Tabnuuara no-pony npencrass noayveHata nos3a (mg/kg/renecHo rerno) npu neua ¢ terno 25 kg ao 40
kg cnea npueM Ha eqHokparHa gosa oT 875/125 mg rabnerka.

[IpenopbunTenHa eaHoKpaTHa

n03a (1 punmupana rabnerka)

Tenecno Terno [kg] 40 35 30 25 no3a [mg/kg TenecHo terno] (Bx.
rope)

AmokcuumwnnH [mg/kg TenecHo 12.5-225

Terno) cnen eaHokparHa no3sa (1 21,9 | 25,0 | 29.2 | 35,0 i ’
(no 35)

¢uimupaHa Tabnerka)

KnasynaHosa xucenvHa [mg/kg
1,8-3,2

TEJIeCHO Terno] chea eaHokpatHa | 3,1 36 |42 150 (10 5)




He ca HanWYHK KNHHHYHU AaHHK 32 npuioxeHye Ha 7.1 ¢dopmuTte Ha beraknae no otHolwenye Ha
4034 No-8BUCOKHK oT 45 mg/6,4 mg Ha kg Ha aeH NpM Acua noa 2 roauHu

He ca nanu4Hu KNHHUWYHHK JaHHH 3a npyHaoxkeHHe Ha 7:1 dopmuTe Ha bertaknas 3a nauveHTH noxa 2-
MeceyHa Bb3pacT. CeaoBaTesIHO HE MOraT 1a Ce NpaBAT NPENopbLKH 3a JO3MPAHE NPU Ta3!
nonyJawus.

Cmapuecka ev3pacm
He ce Hanara kOpeKuMsa Ha a03aTa

bvbpeuno yepeoscoane
He ce M3MCKBa KOPEKLMA HA AO3ATA MPH MALUMEHTH ¢ KpeaTHHUHOB KinpbHe (CrCl) Hag 30 ml/min.

[Ipu naureHTH ¢ KpeaTHHWHOB KIMPBHC Nod 30 ml/min He ce npenopbyBa W3NON3BAHETO HA HOPMH
Ha beTaknaB ¢bC CHOTHOLICHHE AMOKCHLIWMIWH KbM KJ1ABYJIAHOBA KMcenrHa 7: |, Thii kaTo HaAMa
HANMTWYHH NPENOPbLKH 33 KOPEKLWS Ha J03aTa.

Yeproopobro yapexcoane
Jla ce no3upa BHHMATENHO K YepHOAPoOHATa (PYHKUMA Aa ce NpocieasBa HA PAaBHU HHTEPBAIIH OT
Bpeme (BXK. TOUKH 4.3 u 4 .4).

HauuH Ha npuioxeHHe

beTaknas € 3a NepopanHoO NPHICKEHHE.

Ila ce mpUeMa B HAYAIOTO HA XPAHEHETO, 3a 1a CE HAMANU A0 MHHHUMYM MOTEHLHAHATA
raCTPOMHTECTHHANHA HETIOHOCHMOCT.

JleueHueTo MOXKeE 1a 3ano4He ¢ napeHTepanHa nekapcreeHa gopma B croTBeTcrBre ¢ KXIT Ha
CLOTBETHHA MPOAYKT H CNEA TOBa MOXeE [1a C€ MPEMHUHE KbM nepopajiHa ¢popMa.

4.3 IIporrBonokazanmus

CBpbXHyBCTBUTENHOCT KbM aKTHBHHTE BELLIECTBA, KbM KOHTO M J1a € OT NEHHLIMANHHUTE HIH KbM
HAKOE OT MOMOIHNATE BELUECTBA, H30POEHH B TouKa 6.1.

AHaMHe3a 3a TexKa He3abaBHa peakUMs Ha CBPBXUYBCTBHTENHOCT (HANpUMEP aHADHIAKCHS ) KbM
apyr Hera-nakraMeH NpoaykT (HanpruMep uedanocnopyt, kapbaneHeM HaK MOHODaKTaM).

AHaMHe3a 3a XbJTEHHLA/4epHOAPOOHO yBpEKaaHE, AbIXKALIM ¢€ HA AMOKCHLIW/IMH/KNAaBY1aHOBA
KHcenuHa (Bx. Touka 4.8).

4.4 ChneuHaIHH NpeAYNpPeXACHHS H NpelANa3ZHH MepKH

[lpeay 3an004BaHE HA IEYEHUETO C AMOKCHLMTHH/KNABY/IAHOBA KHCE/MHA, C/IEABA 1a Ce B3eMe
BHMMATE/IHO aHaMHe3a 33 NMpeArilIHK PEAKLHK HA CEBPBXUYBCTBHTENHOCT KbM NEHULWJIMHH,
uedanocropuHy WK Apyru OeTa-nakTaMHy NpoayKTH (Bx. ToukH 4.3 1 4.8).

CepHo3HH M NOHAKOra paTanHW peakuMy Ha CBPbXYYBCTBUTETHOCT ( BKITIOUMTENHO aHA(DWIAKTOUAHH
A TEXKH KOXHH HEXKENAHHW peakUunH) PeakumuM ca CboOLaBaHu NPu MaLUeHTH, IEKYBAHH ¢
NEHHUKIAHH. BB3MOXKHO € ChLIO peakLMuTe Ha CBPbXYYBCTBUTEIHOCT Aa NPOrPECHPAT A0 CHHAPOM Ha
Kounis — cepyo3Ha anepruuHa peakuus, KoITo MOXe Ja AoBeae 10 HH(PApKT Ha MUoKapaa (Bx. T(
4.8). Ilo-BeposiTHO € Te3n peakuHH Aa ce NPOABAT MPH JHLA C aHaMHe3a 32 CBPBXYBCTBHTE,
NEHHLIUNKH HIIK NPH aTONUW4YHH auua. [Ipy nossa Ha anepruyHa peakums, JeHEeHHETO ¢
aMOKCHLUMNWH/K12BY1aHOBA KHCENUHA Tpa0Ba fa ce NpeyCTAHOBH H Aa C& HA3HAYH NOIX
aANTepPHATHBHA TEpanus.
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Hma cbobuleHus 3a €eHTEpOKONUTEH CHHAPOM, NPEAU3IBUKAH OT NpHeM Ha JiexapcTBoTo (drug induced
enterocolitis syndrome — DIES), rnagHo npu geua, npu KOUTO Ce Npuaara aMOKCHLIMIWH/KNaBy 1aHaT
(Bx. Touka 4.8). DIES e anepruyHa peakuus ¢ Boaei CHMNTOM MPOABHKHTENHO nospbluaHe (1 — 4
yaca cJie[l MPHEM Ha JIeKapcTBOTO) He3 anepruvHu KOXHH MK PECIUPATOPHH CHMIITOMH.
JONMbIHUTEAHH CUMATOMHM MOraT aa OvaaT Oonka B Kopema, JMapus, XHIIOTOHHS MITH JIEBKOUMTO3A C
HeyTpodunuia. UMa Texku cnyyau, BKIHOUUTEIHO ¢ MPOrpecHs A0 LIOK.

B cayuait ue ce gokaxke, 4e HHPEKUHMATA C€ AbJDKH HA AMOKCHUWAKH-4YBCTBHTEIHH
MHKPOOPraHu3MH, 01 Moo ga ce o6cbaAu NpeMUHaBaHe OT AMOKCHLIWIMH/KUTaByN1aHOBA KHCENUHA HA
AMOKCHLIMJTUH B CHOTBETCTBUE C OPULHATHHTE YKA3AHHA.

Ynortpebara Ha tasu gopma Ha beraknas He € noaxoaswa, KOraTo € HatMe BUCOK PHCK
MPEANOIAracMHTE NAaTOreHy 4a ca ¢ HamasicHa YYBCTBUTEIHOCT UK ¢ PE3UCTEHTHOCT KbM Dera-
NAKTaMHH NPOLYKTH, KOATO HE € MEAUHpPaHa OT DeTa-lakTaMasy, HyBCTBUTEIHH HA HHXHOHpaHe OT
KN1aByJ1aHOBA KucennHa. Tasu opma He TpabBa Aa ce U3Noa3Ba 3a JieYeHHEe HA NEHHLHTHH-
PE3UCTEHTHH S.pneumoniae.

[Ipy nauveHTH ¢ yBpeacHa Ob0peuHa QyHKUUA WM NP TAKKBA, NPHEMALUX BUCOKH 103U, MOXE fa Ce
pa3BUAT repuoBe (BXK. 4.8).

JleueHUeTO € AMOKCHLIWIMH/KNaBy1aHOBA KHCENTHHA TpaOBa fa ce u30Arsa npH chMHEHHE 3a
HH(EKLIMO3HA MOHOHYKIIE03a, Thi KaTO NpH ToBa 3a0onaBaHe ciea MPUAOKEHHE Ha AMOKCHLIMIIMH €
Habar05aBaHa nosisaTta Ha MopOuTHudopMeH obpus.

EaHoBpeMeHHaTa ynoTpeba Ha anonypyHON M0 BpeMe Ha JIEYEHUETO ¢ AMOKCHLIMIIMH MOXKE 212
YBEIIHYH BEPOATHOCTTA 33 A1EPryUiHH PEaKLMK OT CTPaHa Ha KOXKaTa.

npO,[l’bJI}I{HTBHHﬂTH ynomeﬁa [MTOHAKOr'a MOXE Ja AOBEAC A0 CBPBXPACTCHK HA HCHYBCTBHTC/THH
MHKPOOPIraHHU3MH.

[1pn 3anouBaHe Ha JICYEHHETO NOABATA HA CHJIHO 3a4€PBEH reHEPANU3HPaH EPHTEM, ChIPOBOAEH OT
MyCTyna, MOXKE 1a € CHMNITOM Ha OCTpa reHepaiuddpaHa ex3zaHtemaTo3Ha nycryiosa (AGEP) (Bx.
TO4Ka 4.8). Ta3zu peakuys Hanara CnUpaHe Ha JICYCHHETO ¢ beTaknas U € MPOTUBONOKA3aHHE 34
NOCJICABALLO JICUCHHE C AMOKCHLHTHH.

AMOKCHLIMAHH/KJ1aBY.1aHOBA KHUCceIMHA TpaOBa a ce rnpunara BHUMATENHO NPYU NALMEHTH C JaHHH 34
4yepHOAPOOHO yBpexaaHe (BxK. ToukH 4.2, 4.3 u 4.8).

CbOHTHA OT cTpaHa Ha uepuus Apob ca chobiaBaHM NPEAHMHO NPU MbXKE H NPH MALMEHTH B
cTapyecKa Bb3pacT, H MOXE /1a ¢a CBbP3aHH ¢ NPOALDKHTENHO NleueHue. Tesn cuburTni ca
CLOOLLABAHH MHOIO paaKo Npy Aeua. [1py BCHUYKKH nonyiauHH, MpU3HALIUTE H CHMITTOMHTE
0OMKHOBEHO ce HaDMIOAaBaT MO BPEME HA WIIH MAJKO Clief] IEYEHHE, HO B HAKOU CITYYaH MOXKE /1A He
CE€ U3ABAT 0 HAKONKO CEAMHULUM Cile] NPEeyCTAHOBABAHETO Ha fleueHHeTOo. Te3n ChOUTHA OOMKHOBEHO
ca obpatumu. HepHoapobHute crOUTHA MOXE Aa €A TEXKH U B U3KIIKOUHTEIIHO PEAKM CIyuau ca
AOKNAABAHH CMBPTHH cmydau. Te3u ChOMTHE NOYTH BUHArK ca HabmoaaBaHU NPH NALMEHTH ChC
CEPHO3HO NpeaAx0XKAaL0 3ad0NABaHE WK NPHEMALLIY €AHOBPEMEHHO JIEKAPCTBA, 32 KOHWTO € W3BECTHO,
4e UMAT NOTEHUMAN 3a YepHOAPOOHM edexTH (Bx. Touka 4.8).

Konur, cBbp3aH ¢ NPHNOKEHHETO HA RHTUDHOTHUMY, € cbOOLIAaBaH NPU NOYTH BCHYKH
aHTHOAKTEPHAIHY MPOAYKTH, BKIIIOUHTENHO NPH aMOKCHLIKIIMH M MOKE 13 BapHpa N0 TEXECT OT JIEK

am |-.- --.I -

J10 XXHBOTO3acTpaLLtasail (Bx. Touka 4.8). [1o Tasn npu4rHA, NpH NaLKWeHTY C AHapHUA HIW Clen /{; ;’;ﬁ " jj':-:::_::%\
- P Lk LY } ,
NeyeHue ¢ aHTHOHOTHLIM, € BaXKHO [a ce UMa NMpeaBH Ta3u Anardo3a. [lpu pazsuTve Ha KONUT,” W' . if -"f}é‘f, 0

CHTYAauUHA Ca NPOTHBOINOKA3aHH NMPOAYKTHTE, oTcnabsawy NCpUCTAITHKATA.




[lo BpeMe Ha NPOABLILKUTENHO JIEUEHHE € MNPENOPBUATENHO NEPHOIUYHO A CE OLUCHABAT OPraHHUTE H
CUCTEMHH PYHKUHH, BKIOYHTENHO ObOpeyuHara, yepHoapoOHaTa H XeMONMOSTHHHATA (BYHKLINS.

Cb0o0UIaBaHH Ca pEeIKH Cly4aH Ha yIbJXKaBaHe Ha MPOTPOMOHHOROTO BPEME NPH NaLHUEHTH,
NeKyBaHH ¢ AaMOKCHLIM/IMH/KNIABYNAHOBA KHCEJIMHA.

[Ipy €AHOBPEMEHHO MPUTOKEHHE ¢ AHTHKOArY/IAHTH Ce Hallara NoAXoJAAul0 npocneaasate. Moxe aa
C€ HA10XKH KOPEKLMS Ha 103aTa Ha MepopalHUTE aHTHKOAry1aHTH 3a NOAObLPMAHE Ha )KEAAHOTO HHBO
Ha aHTHKoarynauusa (Bx. Touka 4.5 1 4.8).

[Ipu naumenTn ¢ 6BLOpeUHO yBpeXKaaHe ao3ara TpAOBa Aa Ce KOpHUrHpa B 3aBHCHMOCT OT CTEMEHTa Ha
yBpeKIAHETO (BXK. ToUKa 4.2).

[Ipy naumenTH ¢ HaMalleHo OTAeNsiHE HA YPHHA MHOIO PAAKO € HabaloaaBaHa KpucTanypus
(BrTIOUMTENHO OCTPO OBLOpPEUHO yBpEXKaaHe), rMaBHO NpH napeHTepaaHo JedeHue. [1o BpeMe Ha
IPUJIAraHETO Ha BUCOKH O3 AMOKCHLMUIHUH Ce NPEeNOpPbLHBA NOAABPYKAHETO HAa alleKBATEH MPHEM Ha
TEYHOCTH H OTAENAHE HA YPHHATA C LIeS 1a ¢€ HAaMaTK Bb3MOMKHOCTTA 33 aMOKCHLIWTHHOBA
kpucTanypus. [1pn naumeHTH ¢ KareTbp B MMKOYHUA MeXYp Tpa08a Aa ce MpoBeXAa peloBeH
BU3Ya/eH KOHTPOJ {BX. ToukH 4.8 1 4.9).

[lo Bpeme Ha neyeHUeTo ¢ aMOKCHLIMITUH TpAOBa a ce U3MOA3BAT EH3UMHUTE FIOKO300KCHIA3HH
METO/IH MPH TECTBAHE 33 HAIHYHE Ha INIIOKO3a B YPHHATA, Thil KaTO NPU HEEH3UMHUTE METOLH MOXKe
1@ ce CTUrHe 40 GaniivBo NONOMKHUTETHH PE3YIATATH.

Hannuuero Ha knaBynaHoBa kHcendHa B beraiias Moxe 1a NpUUHHY HecnmeuUdUHHO CBBP3BAHE HA
IgG u anbymmnHa ¢ memOpaHKuTe Ha YepBEHHUTE KPBBHH KNETKH, BOACLIO A0 (aNIMBO NONOKHUTENEH
Coombs Tecr.

MMa cho0LueH s 3a NONOXKHTENHH pe3yaTaTH OT TecToBeTe, ninon3saiy Bio-Rad Laboratories
Platelia Aspergillus EIA TecT npy nauueHTH, Nony4asauly aMOKCHLIWIMH/KaBY 1aHOBA KHCETUHA, 34
KOHTO C/IEX TOBA € YCTAHOBEHO, Ye ca cBoboaHu oT HHdekuna ¢ Aspergillus. Chodiuasanu ca
KPbCTOCAHH peakUHH ¢ He-Aspergillus nonnzaxapuau W nonvdypaHosu ¢ Bio-Rad Laboratories
Plateha Aspergillus EIA tect. CnenoBarenHo nONOKHUTENHHTE pPe3yNTATH OT TECTOBETE MPH
MaLMeHTH, NPHEMALM AMOKCHLIMIIHH/K/TaBY1aHOBA KHCE/IHHA, Tps0Ba na 6baaT MHTEpNpeTHpaHu
BHUMATE/HO M Aa Ce MOTBLPAAT Ype3 APYrd AHATHOCTHYHH METO/IH.

Hampuu
Tora nexapcTBo CbabpKa o-Manko ot 1 mmol Hatpui (23 mg) Ha TabneTka, T.€. MOXE A C€ Kaxe,

HC NPAKTHYHYCCKA HC CbABPiKaA H&T’pl‘lﬁ.

4.5 B3anmMoaeiicTBHE ¢ JPYrR JeKAPCTBEHH NPOAYKTH H APYTH (POPMH HA B3aHMOAEHCTBHE

[lepopanHH aHTHKOAIYAAHTH
[lepopanuuTe aHTUKOAryAaHTH H MEHULUMAHHOBUTE AaHTHOMOTHLIM Ca U3NOI3BaHU LUKPOKO B

npakTHKaTa 0e3 ChOOLICHHUA 3a B3aUMOACHCTBH. Brrpeku ToBa B uTepaTyparta HMa ONMUCAHU Clyyau
Ha NMOBHINEHO MEXKAYHApPOAHO HopManu3upaHo oTHouleHHe (INR) npu nauvenTy Ha aueHokymapon
WK BappapuH ¥ NPeanucaH Kypc ¢ aMokcHUMIHH. [1pu HeobxoaAUMOCT OT eAHOBPEMEHHO
NPUIOKEHHEe TpROBa BHUMATENHO A ce NpocneasBaT npoTpoMOHHOBOTO BpeMe WK

MEX Ay HAPOLAHOTO HOPMATM3UPAHO OTHOLEHHWE NIPpH J00aBAHETO MM CIUPAHETO HA AMOKCHUMITHH, === "= .

4.4 u 4.8).

Merorpekcar




[leHUUWIHHUTE MOXKE 1A HAMANAT CKCKPCUHATA Ha MCTOTPCKCAT, ﬂpH‘{HHHBaﬁKH NoBHUIaBaHC HA
TOKCHYHOCTTA.

[lpobeneuna

EnHospemenHara ynorpeda Ha npodeHeuua He ce npenopbusa. [pobeHeuna Hamansea 60n0peyHara
TyOynapHa cekpeuuns Ha amokcHUMIMH. EqHOBpeMeHHaTa ynotpeda Ha npoOeHeun] MOXKe 1a 10Bee
[0 YABKABAHE HAa HATUYHMETO M MOBHILABAHE HA HWBATA HA AMOKCHUHWIMH B KPbLBTA, HO HE H Ha
K1aBy1aHOBAaTa KHCE/IHMHA.

Mukodenonar Mmogerun
[Tpu naunenTy, nonyyaeaiu MukodeHonat ModpeTu, € cbobLIIeHO 32 HaMagBaHe Ha Npeaa030BaTa

KOHUEHTPALMUA Ha aKTUBHUA MeTabonuT Mukodenonosa kucennHa (M®K) ¢ npubnuzurento 50%,
clnes 3anoyYyBaHe Ha JIEYEHHE C NepopaieH aMOKCHLIMIKH MUTIOC K1aBynaHoBa kucenuHa. [lpomaHara Ha
Npeano30BOTO HUBO MOXKE [1a He OTpa3sBa TOYHO mpoMeHuTe B obuara excnosnuua Ha MOK. [Topaau
TOBa NPOMAHA B A03aTa Ha MHKOPeH0NaT MODETUT OOUKHOBEHO HE € HeoDX0AUMa NPH NKNca Ha
KIHHHYHH A&HHH 33 HapyuleHa dyHKUHWS Ha npyucaakaTta. Bonpeku Tosa, TpabBa na ce U3pbplLiBa
BHUMATETHO KIMHUYMHO NpociieAs8aHe 1o BpeME Ha JICYEHHETO ¢ KOMOMHALMATA U MATKO cliel
3aBbpPLUBAHE Ha AHTHOMOTHYHATA TEPAITHA.

4.6 @epruanter, OpeMeHHOCT H KbpPMeEHe

bpeMeHHOCT

HU3n1TBAaHUATA NPH XKMBOTHH HE MOKA3BAT NPEKH WIH HENPEKH BPEAHU Bb3ACHCTBUA BHPXY
OpeMeHHOCTTA, eMOPHOHANHOTO/(PETANHOTO pa3BUTHE, PAXKAAHETO WK MOCTHATATHOTO pa3BUTHE {BXK.
Touka 5.3). OrpaHuyeHu aaHHU 3a ynorpedara Ha aMOKCHLMITHH/KJ1aBy TaHOBA KHCE/IHHA MO BpEMe Ha
OpeMEHHOCT [PH XOpa He MOKA3BAT NOBULLIEH PUCK OT BpoaeHH MandopmauuH. [Ipu eaHo n3nuTeade
MpH XEHH ¢ NpeATEpMHHANIHA Npex AeBpEMEHHA pynTypa Ha geraiHaTa MeMOpaHa e cboblueHo, ue
nNpo¢UNaKTHUYHOTO JleYeHHe ¢ AMOKCHUIMIMH/KIAaBYJIAHOBA KUCEJIMHA MOXE J1a € CBBP3aHO C MNOBUILEH
PUCK OT HEKPOTH3HPALL EHTEPOKOIIHT NMPH HOBOPOAeHH. [IpunokeHHeTO Ha AMOKCHLIMITHH
/KNaBynaHOBa KHCE/HHA No BpeMe Ha BpeMeHHOCTTa TpaAdBa Aa ce H30area, OCBEH aKO JIEKApST HE
MPELEHH, He € YKHU3HEHO HeoDX0aHMo.

Knpmene

JiBeTe CheTaBKM €€ eKCKpeTHpaT B KbpMaTa (He ¢a YCTAaHOBEHH e(peKTUTE Ha KNaBYyJ1aHOBATA KHCEJIMHA
BLPXY KbpMaveTo). CnenoraTeHO ca Bb3MOXKHH AHApHA M bOHUHA HHPEKLIWA Ha JIMFABULIMTE NPH
KbpPMAUETO, KOETO MOXE 1A HAJIOXKH NPEYCTAHOBABAHE HAa KbpMeHeTo. Tpadea na ce uma npeasua
Bb3MOXKHOCTTA 32 CEHCUOWIH3aLUA.

AMOKCHUMNKH/KNABYNAaHOBA KMCENHHA TPA0OBa Aa ce H3NON3Ba 10 BPEME Ha KbPMEHE CaMo Clie
MpeueHKa OT JIEKYBALLUA JIeKap Ha ChOTHOLIEHHETO PHCK/NIoN3a.

4.7 EdexTH BBPXY ¢cNOCOOHOCTTA 32 WOPHpaHE H padoTa ¢ MAIHAH

He ca npoBexaaHH MpOy4BaHUA 34 e(PeKTHTE BbpPXY CMOCOOHOCTTA 3a wodupane U pabota ¢ MaLLKHM.
Bunpeku TOBa MOXKE Ja e NOSABAT HEXeNaHW peakUuMH (Hanp. aiepruidy peakLvH, 3aMaiBaHe,
MbPUOBRE), KOUTO MOTAT Aa MOBIUAAT CMNOCOOHOCTTA 3a wodHpaHe U paboTa ¢ MallIMHM (BX. TO4Ka
4.8).

4.8 Hexenann 1eKapCTBEHH peaklHH

Ha#i-uecTo crobliaBanuTe Hexkenany nekapetereny peakuud (HJIP) ca anapusa, raaeHe u noBpb .

HexenaHure JICKapCTBCHH peaKLHH, NOJNYHYEHH OT KTHHHYHH H3MMUTBAHHUA KU OT HalbnroneHu é}lﬂﬂg 7 i)

- MHuoro vectu (= 1/10)

h'-
A

no-gouy. / hia g N

-\-\ql.l ‘.-
SN
“"
-

L2 .

r Lo
~

':.:;‘* n



Yectu (= 1/100 no < 1/10)

Heuectu (= 1/1 000 no < 1/100)

Peaku (= 1/10 000 no < 1/1 000)

Muoro peaku (< 1/10 000)

C Hen3BecTHA YeCTOTa (OT HANTMYHHUTE JaHHHW HE MOXKe Aa ObAe HanpaBeHa OlleHKa)

CHcreMHuo-oprasex
KJ1a¢

Hexe1aHH peakuHH

Hndekunu 1 uHdpecTaunu

YecTH

Kanauaoza Ha KOXKaTa M IMraBuLUTE

C Heu3BeCTHa
yecToTa

CBP'LKPEICTE}K Ha HCUYBCTBHTC/IHHA OPraHH3MH

HapyiueHus Ha KpbBTa H IMMGHATA CUCTEMA

Peaxku

ObpatrMa NeBKONEHHA {BKITIOYHTEITHO HEYTPOTNIEHHA )
TpombouuToneHus

C HeusBeCTHa
4yecToTa

ObpaTtuMa arpaHyoUuUMTO3a

XeMOoNUuTHYHA aHEMUA

Y abnkaBaHe Ha BPEMETO Ha KbpBeHe H Ha NpoTPOMOMHOBOTO
BpEME!

HapyeHnus Ha uMyHHaTa cHetema®

C Heu3BeCTHa
yecToTa

AHFHOHEBPOTHYEH OTOK

Aunadunaxcus

CuHapom, noaoben Ha cepyMHa Gonecr
XHNepceH3IUTHBEH BACKYJUT

HapyweHHus Ha HEpBHaTa cCUCTEMA

Heuectu 3aMasHOCT
['naBobonue
C HeHn3BecTHa ObpaTuMa XMNEPaKTUBHOCT
YecToTa ["bpuyoee!

AcenTHyeH MEHHHIHUT

CbpaeyHH HapyLEHHS

C Heu3BecTHa

CuHapoM Ha Kounis

YecToTa
CToMalIHO-YPEBHH HApYLLIEHHA
MHoro uecTu Jlnapus
YecTH lanene’
IloBpbliaHe
HeuecTy HapyiuieHO XxpaHOCMHIaHe
C neuspecTHa Konut, cBbp3aH ¢ NPUIOKEHUETO HA aHTHOHOTHLN
YecToTa EHTEpOKONUTEH CHHAPOM, MPEAN3BHKAH OT NMPHEM HA IEKapCTBOTO

OcTbp NaHKpeaTUT
YepeH ,,KOCMAT €3HK™

XenaToOUIMapHH HapYLUEHHS

HedecTtH Mosuwasane na AST w/unn ALT?
C HeusBecTHa Xenarur’
yeCTOTA X0necTaTH4YHa K BJITEHHLA’
HapyuweHns Ha KoxaTa 1 NOAKOKHATA ThKaH
Heuect KoxxeHn obpune
[pyputyc
Y pTUKapHA
Penku Epurema myatudopme f/
C Heu3BeCcTHa CuHapoM Ha Stevens-Johnson k
4eCcToTa ToxkcHyHa envaepMaiHa HEKPOJIH3a




CHcTremMHO-0Oprasen Hexenanu peaknuu

KJ1ac
Bynozen ekconnatueeH aepMaTuT
OcTpa reHepain3npaHe ex3aHTeMHa nycrynosa (AGEP)
JlexapcTBeHa peakuus ¢ €O3HHOPHAUA U CHCTEMHH CUMITTOMH
(DRESS)
CUMETpUUYEH NEKAPCTBEH HHTEPTPUTHHO3EH H PIICKCYPEH €K3aHTEM
(cnHapom Ha nasvana) (Symmetrical drug-related intertriginous
and flexural exanthema - SDRIFE)
JInneapha IgA bonect

Hapylwienus Ha 0b0peunre 1 NHKOYHHTE MBTHIUA

C HeusBecTHa HUHTepcTHUMANEH HePpPHUT
4ECTOTA Kpucranypus (BKNOYHTENHO OCTpO ObOpedHO yBpexkaaHe)’

' Bak. Touka 4.4

? FageHeTo e No-4eCTo NPH NEPOPAJIEH NPHEM HA BUCOKH 03H. AKO C€ NOSBAT PEaKLK OT
CTpaHa Ha raCTPOMHTECTHHATHHUA TPAKT, Te MOTaT Aa Ce HaManaT ¢ npyeM Ha berakias B
HA4YaJI0TO HA XPAHEHETO

* BKAKOUMTEAHO NCEBROMEDPAHO3EH KOIMT H XEMOPAarHueH KOJIHT (BXK. Touka 4.4)

' Ymepeno nosuwiasade Ha AST u/unu ALT € yCTaAHOBEHH NP MAUMEHTH, JEKYBaHH ¢ HeTa-
NaKTaMHHA aHTHOMOTHULIM, HO 3HAYEHHETO H2 TE3U NPOMEHH HE € H3ICHEHO.

> TakuBa peakliHi ca YCTAHOBEHH W CAE/ NPHIOKEHHKE HA SPYrH

NEHULWIMHK K UedanocnoprHu (BX. To4Ka 4.4).

® AkO ce MoABH alepruueH AepMaTuT, leYeHneTo TpaOBa Na ce npeycTaHoBu (Bxk. Touka 4.4).

" Bx. Touka 4.9
8 Bk. Toukn 4.3 ud 4

CopobinaBaHe Ha NOAO3MWPAHN HEXKEIAHU PEAKLIMH

C1po0laBaHeTo Ha NO03MPaHH HEeXKENAHH PEAKLUHH Cliel paspellaBaHe 3a ynotpeba Ha nekapcTBeHus
MPOAYKT € BXXHO. TOBa NO3BOAABA Ja MPOABINKH HAOMOAEHHETO HA CHOTHOLUEHHETO MO3a/PHCK 32
NeKapcTBEHHA NPOAYKT. OT MEAHUHHCKHTE CISLIHANHCTH C€ M3WCKBA Ja ChoOLIaBaT BCAKA
NoJO3MpaHa HEXEAaHa peakLiua ypes

H3nbaHKTETHA areHUMd No JieKapcTBaTa

yi. ,,Jdaman I'pyes” Ne 8

1303 Codms

Ten.: +359 2 890 3417

yeGcaiiT: www.bda.bg

4.9 IlIpepo3znpane

CHMIITOMH

Mma cbollienns, 4e aMOKCHUMIHH CE yTasgBa B KaTeTbPa Ha NMUKOUHHA MEXYP, OCHOBHO Cle/
HHTPAaBEHO3HO MpHJIaraHe Ha BUCOKH A03HW. Tpsbea fa ce NpoBeXaa peoBeH BU3YaleH KOHTPON (BXK.
Touka 4.4).

Moxxe aa ce HabnloAaBaT CTOMALIHO-YPEBHH CUMITTOMM H HapyllAaBaHe HA BOJHO-EJIEKTPOJUTHHA
6ananc. Habnonasana € aMOKCHUHIMHOBA KpUCTATYPHA, B HAKOHU Cly4aH BojJella 10 0nbpeuna
HEAOCTATBUHOCT {BX. TOuka 4.4).

Modxe na ce Habn10AaBaT rbpUOBE NMPU NALMEHTH ¢ HAPYLWEHA OBbOpevHa hyHKLMA WK NMPH TE3H,
MpHeMaLlH BUCOKH A03H. L

[losenenne

CvMITOMHMTE OT CTPaHA HA FaCTPOWHTECTHHATHHA TPAKT MOrat 4a ce JIEKyBaT CUMNTO
ce 00bpHE CNELHATHO BHAMAHHUE Ha BOAHO-ENEKTPOAUTHUSA OastaHc.
AMOKCHUHIWH/KN1aBY1aHOBA KMCETHHA MOXKE 1A CE€ OTCTPAHH OT KpbBOOOpalleHHeTo Y4
XeMOJHa/H3a.
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5. ®APMAKOJIOTMYHHU CBONCTBA
5.1 dapMaKkoIHHAMHYHH CBO#HCTBA

QapmakoTepaneBTUuHa rpyna: AHTHOaKTEpHaATHH CPEACTBA 32 CHCTEMHO NpUnoxeHne. KomOrHaua
OT NIEeHHUWTHHH, BKIIOUHTENHO DeTa-nakramazHu uHxuburopu; ATC koa: JOICRO2.

MexaHn3bM Ha AeHCTBHE

AMOKCHLH/IMH € TTIONTYCHHTETHYEH MEHULMIIUH (DeTa-nakTaMeH aHTHOMOTHK), KOUTO HHXHUOHpa eauH
UNH MTOBEYE EH3IUMH (HECTO HApHUYaHH NEHALUMIAHH-CBbP3BaUIK NpoTeHHy, PBPs) B nbTq Ha
OMOCHHTE3a HA DaKTEpHaIHMA NENTUAONNUKAH, KOHTO € ChLUECTBEH CTPYKTYPEH KOMIOHEHT Ha
bakTepyasiHaTa KaeTbuHa cTeHa, MHXHWOMpaHeTo Ha CHHTE3a Ha NENTHAOrNKMKaHa BOAM A0 oTciabBaHe
Ha KJIEThYHATA CTEHA, KOETO ODOUKHOBEHO C€ MOCAEABa OT KNETbUHO pasrpaxKaaHe U CMBbPT.
AMOKCHLIM/IHH € YYBCTBUTENEH KbM paszrpaxkaaHe or bera-nakramasurte, npoayLUHpaHy oT
PE3UCTEHTHHTE DAKTEPHH, NOPASH KOETO, CMIEKTLPLT MY HA ICHCTBHE HE BKIIOYBA MUKPOOPraHU3IMH,
KOUTO NPOU3BEHKAAT TE3U CH3UMH.

Knapynanosara kucennHa € OeTa-1akTam, CTPYKTYPHO CBBP3aH C MEHULWIHMHUTE. T4 UHAKTUBUPA
HAKOH O€Ta-/laKTaMa3H{ €H3WMHM, KaTo 10 TaKbB HAYHH NPEeaOTBPATABA HHAKTUBHPAHETO Ha
aMOKCHULIMIIMH. KnaByslaHoBaTa KMCEAUMHA CAMOCTOATENHO HE NPOSBABA KIHHHWYHO NOJe3eH
aHTHOaKTEpHaNieH edexr.

dapMakOKHHETHKA/ apMaKOAWHAMKKA OTHOLWIEHHE
BpeMeTo Haa MHHMManHaTa HHXKHOMpala koHuedTpauua (1> MIC) ce cunTa 3a OCHOBHUH

onpeaensul ¢Gaxrop 3a ePUKaACHOCTTa HA AMOKCHLIHJTHH.

MexaHH3IbM HA DE3UCTEHTHOCT
JiBaTa OCHOBHH MEXaHW3Ma Ha Pe3UCTEHTHOCT KbM aMOKCHUIMNHH/KJIABY1aHOBA KHUCETHHA Ca:

- MHakTuBupaHe o1 Te3n Dakrepraniu beTa-nakramasi, KOUTO HE ¢a HHXHOHpaHH OT
KJ1aBYJIAHOBATa KHCENHHA, BKIOYUTENHO Knac B, C u D.
- H3menenne Ha PBPs, koeto HamansBa apuHuTeTa Ha aHTHOAKTEpHATHUA NPOAYKT KBM Taprera.

Jlunca Ha nepmeabunurer Ha HakTepuHTe WIK MEXAHH3IMY Ha edUIYKC MOMNATa MOraT Aa NPHUHHAT
WJIH 12 JOMpPHHECAT 3a DaKkTepranHaTa pe3HCTEHTHOCT, 0co0eHo npy ['pam-otpuuarenture 6akTepum.

[Iparoey CTOHHOCTH NpY H3CNEABAHE HA YYBCTBUTEIHOCTTA

[IparoBute CTOMHOCTH HA MUHMMANTHATa HHXHOMpalla koHuenTpauus (MHK), ycraHoBeHu or
Esponeiickata KOMHCHA 3a H3C/1€ABaHE HA 4YBCTBUTEIHOCTTA KbM aHTUMHKPOOHH cpeacTaa (The
European Committee on Antimicrobial Susceptibility Testing (EUCAST)) ca npeaocTaseHn Ha
yeOcaiita Ha Esponeickara arenuus no sexapcreara (European Medicines Agency (EMA)):
https://www.ema.europa.euw/en/evaluation-medicinal-products-indicated-treatment-bacterial-infections-
scientific-guideline#minimum-inhibitory-concentration-(mic)-breakpoints-section.

PasnpocTpaHEHHETO Ha PE3MCTEHTHOCTTa MOXE [a Bapupa reorpa@)cki U BbB BPEMETO 3a ONPEAE/IEHH
BUJIOBE M € XKeJaTeNHO 43 HMA JIOKaTHa HHGOPMaLHA 33 Pe3UCTEHTHOCTTE, OCOOEHO NpPH NeYeHHe Ha
TeXKH HHPeKuuH. [1pn HeobxoauMocT TpadBa Na ce ThbPCH CLBETA Ha EKCNEPT, KOraTo NJOKATHOTO
pasfpoOCTPaHEHHE Ha PE3UCTEHTHOCT € TaKOBa, Y€ 10A3aTa OT JIEKapCTBOTO NMPH NOHE HIKOW BHAOBE
HH(eKUKH € oA BHNPOC.
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AepodHu ["'paM-nonokHTeHH MHKPOOPraHHu3mMy

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (METHLIWIUH-UYBCTBUTEAHH )"

Coagulase-negative staphylococci (METHLUWIMH-YYBCTBUTE/THH)

Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes u apyru 6eTa-XxeMOJIUTHYHH CTPENTOKOKH

Streptococcus viridans rpyna

AepobHu 'pam-oTprUaTeIHH MUKPOOPraHU3MH

Capnocytophaga spp. _
Eikenella corrodens |
Haemophilus influenzae’ |
Moraxella catarrhalis |
Pasteurella multocida i
AHaepoOHU MUKPOOTAHH3MH |
Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp.

I
i
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‘Bupgose, npy KOHTO NpHA00MTATA PEIUCTEHTHOCT MOXE Aa € npobiem

AepoOnu ['paM-NoNgKUTETHN MHKPOOPTraHU3MH
Enterococcus faecium’®

AepobHHu ["'pam-oTpHLIATENHH MHKPOOPraHH3MH
'Escherichia coli

 Klebsiella oxyroca

Klebsiella pneumoniae |
Proteus mirabilis 5
Proteus vulgaris

- —_
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MHKpoOpraHH3IMH ¢ BpOJeHa PE3UCTEHTHOCT |

'Aepobuu [paM-oTpuLIaTENHY MHKPOOPTaHHIMH
Acinetobacter sp.

Citrobacter freundii jr
Enterobacter sp. |
Legionella pneumophila |

Morganella morganii |
Providencia spp.
Pseudomonas sp. |

Serratia sp.
- Stenotrophomonas maltophilia
Apyru MUKpPOOpraHH3MH |
Chiamydophila pneumoniae |
'Chlamydophila psittaci |
Coxiella burnetti
Mycoplasma pneumoniae

| . a ]
3 EcTecTBEHa HHTEPMEMEPHA YYBCTBHTETHOCT NPH JIKNCA Ha NPHIOOHT MEXaHH3bM Ha

| PE3UCTEHTHOCT.
* BCcHUKH METHLIMAHH-PE3HCTEHTHH CTAPHUAOKOKH Ca PE3UCTEHTHH KbM aMOKCHLIMITHH/K/IABYIAHOBA

. KHUCeNNTHHa P 1 -2

! Streptococcus pneumoniae KOWTO Ca PE3UCTEHTHY KbM NEHULM/IHH He TpAOBa Ja ce JieKyBa
(dbopma Ha aMOKCHLIMJIHH KNaBY.laHOBA KHCENHHA (BXK. TOUKH 4.2 K 4.4).
?[1lamoBe ¢ HaMajleHa YYBCTBHTENHOCT Ca JOKNABAHH B HEKOMW cTpaHH B Esponeiickus ¢
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yecToTa no-eucoka ot 10%.

5.2 @apMAKOKHHETHYHH CBOHCTBA

AbBcopbuus

AMOKCHUH/IMH H KN1aBYJIAHOBATA KHCEAHHA Ce AUCOLUMHPAT HAMbJIHO BLB BOAEH Pa3TBOP C
¢uznonornuno pH. Jlsere cweTaBku ce abcopOupat 6Bp30 U A0Ope ciea NepopanTHO NPHUIOKEHHE.
AbOcopbuMATa Ha AMOKCHLIWMIMH/KIaBYTAHOBA KMCENIMHA CE ONTTHMHU3UPA NIPH NPUEM B HAYANOTO Ha
xpaHeHeTO. Cnea nepopanHo NpUIcKEHHEe OHOHAIMYHOCTTA H& AMOKCHLIWJIMH U Ha KJ1aBYJ1aHOBATA
KucenrHa e npubaunzurenno 70%. [lnasmenunre npoduin Ha ABETE CHCTABKH €a CXOAHH W BPEMETO 3a
AOCTUraHe Ha NUKOBa Nna3mMeHa KOHUEHTpaUUs ( Tmax) U 0P aBeTE € NPUOANIUTENHO €AHH Yac.

DapMaKOKHHETHUHUTE PE3yATaTH OT €AHO MPOYUBAHE, NPH KOETO aMOKCHLIMAMH KJaBY/1aHOBA
kucearHa (875 mg/125 mg Tabnerku ABa NbTH JHEBHO) C€ NMpUEMA Ha TJIaHO MPH TPy 3APaBH

100pOBONMUM Ca NPEACTaBEHH NO-A0NY.
T1/72
h

C-pE,H.HH (I SD) (bapMHK;JKHHBTH'-IHH napameTpu

[TpunoxkeHo AKTHBHO Cinax Tmax *
BELLECTBO{(a) _
: (h

p/mi
- AMOKCHLMIIHH
AMX/CA 875 1,50 (1,0- 53,52 1,19
| 875 mg/125 mg +2.78 2,5 + 12,31 + 0,21

KnarviaHoBa KMCEIHHA

[ AMX/CA 1,25 (1,0- 10,16 0.96
875 mg/125mg 2,0) + 3.04 +0,12

AMX - amokcvuunnui, CA — K1aBylaHOBA KUCESIMHA

* Meauana (o6xBar) L

CepYMHHTe KOHUCHTPAUHH Ha aMOKCHHHIIWH H KJIABYJ/ITAHOBATA KHUCCIIHHA, NOCTHIHATH C
EMGI{CHHHJ'IHH/KHEIB_‘/H&HDB& KHCCITHHA, Ca CXOAHHK C TC3H CNCA NEPOPATHO NPHAOKEHHE HaA
CKBHBA/ICHTHH 403K OT CAMOCTOATC/IHO NMPHIOAKCHH aMOKCHUHK/IHWH HITH KJIaBYJIAHOBa KHCEJIMHA.

PasnpenencHue

Oxkono 25% ot 001o0TO chabpXaHKe Ha K1aBy/IaHOBaTa KHCENMHA B nia3mara U 18% ot obuioTo
CbAbPXKAHUE HA AMOKCHLIMIIMH B IJ1a3Mara ¢a CBbp3aHH ¢ nporewHd. O0eMbT Ha pasnpeaeneHue €
oxono 0,3-0,41/kg 3a amoxcuuunann u okoso 0,21/kg 3a Ki1aBynaHoBaTa KHCEJIHHA.

Cnen HHTPABCHO3HO NPHNOKEHHE, AMOKCHLUH/IMH H KJIABYTAHOBA KHCETHHA C€ YCTAHOBABAT B

AITbHHHA MCXYDP, KOPEMHATA ThKAH, KOXATd, MACTHATA ThKaH, MYCKYJ/IHUTEC TbKaHH, CHHOBHUHA/NIHATA H
[ICPUTOHCANTHATA ThbKAHH, XITbYHKATA H rHOMTA. AMOKCHUHUIHUH HE Ce pas3npeacnga CbOTBCTHO B

LiepeOpocrHHANHATA TEUHOCT.

OT npoy4BaHHUATA MPH XKMBOTHU HAMA AOKA3aTE/ICTBA 32 3HAYMTE/IHA TbKAHHA 33/1ph)KKA Ha
NeKapcTBEHO-NPOH3BOAHH BELLECTBA 3a HHKOA OT ABETE CbCTABKH. AMOKCHLWIIHH, NOJOOHO Ha
NoBeYeTO NEHUUMIHHH, MOXKE J1a C€ YCTAHOBHM B KbpMaTa. C/ieaH OT KJ1aBy1aHOBA KHCENHHA ChILO
MOTraT [1a ¢€ OTKPHAT B KbpMara (BXK. Touka 4.6).
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H aeeTe, aMOKCHLIWIHH M KJ1aBYJIAHOBATA KUCE/IHHA, IPEMWHABAT Npe3 MiaueHTapHaTa bapuepa ﬂc.h
TOYKa 4.6).

buoTtpanichopmauna




AMOKCHLH/IHH YaCTHUYHO CE EKCKPETUPA B YPHHATA KAaTO HEAKTHBHA NEHHULIMIOEBA KHCENHHA B
KOJIMUECTBA, eKBUBaNeHTHH Ha 10 1o 25% ot HadanHata no3a. KnasynatHoBara KACENUHA ce
MeTabOoIM3HPpa eKCTEH3UBHO NPH XOpaTa H C€ OTAENA B YPHHATA H UINPAKHEHHATA, H KaTO
BbIIIEPOAEH JUOKCHA B M3AULLIBAHUSA BB3AYX.

EnuMuHupaHe
OCHOBHMST BT HA eIMMHHUPAHE Ha AMOKCHULIMIIMH € npe3 6b0pennTe, A0KaTO KilaBynaHoBaTa
KHCe/IMHA CE eJIMMUHHPA KAKTO Mo ObOpeUHH, Taka U No U3BBbHOBOPEUHH MEXaHH3MH.

AMOKCHUMIHH/KI1aBY1aHOBA KHCE/THHA HMA CPEACH €IMMHHALHOHEH NOMY>KHUBOT OT NPHOIN3UTENHO
eliH Hac U cpeaeH odw knupbHe npubnusutento 23 1/h npu 3apasu auua. [pubnusutento 60 oo
70% o1 aMOKCHUHAKH U npubnusutenHo 40 no 65% or knasynaHOBAaTa KMCE/IHHA CE EKCKPeTUpar
HEAPOMEHEHHW B ypHUHATa NPE3 MbPBHUTE 6 yaca cliell NPUIoXKEHHE Ha EAMHUYHA [03a
aMOKCHLIWIHH/KnaBynaHoBa kucenuda 250 mg/125 mg unu 500 mg/125 mg tabnetkn. Cnopen
pa3IMYHH NPOYYBAHHUA YpHHHATA ekcKkpeuus € 50-85% 3a amokcvuriInE U Mexay 27-60% 3a
KJ1aBYN1aHOBATA KHUCEIIMHA 33 nepuoa oT 24 Yaca. 3a K1aBy/1aHOBATA KUCEIHHA, HAH-TOJIIMO
KOMHUYECTBO OT JI€KAPCTBOTO C€ eKCKPETHpAa NPeE3 MbPBUTE 2 Yaca Cnea MPHAoKEHUE.

EQHOBpEMEHHOTO NpUIoKeHHe Ha npobeHeLra 3a0aBs €KCKPEUHATA HA AMOKCHLIWIMH, HO He 3a0aBs
ObOpeyHaTa €KCKpeLUUs Ha K1aByJlaHOBaTa KUCENHHA {BXK. Touka 4.5).

Br3pacr

ENUMHHALMOHHUAT NONYXXHBOT HA aMOKCHUMJIHH € 110A00EH NpH MAIKM AELA HAa BL3PAcT OKOJ0 3
MeceLa IO 2 FOAWHH H NpU No-roieMy aeua v Bb3pactHu. [lpu MHOrO MankuTe aeua (BKIKQUUTEIHO
npexxaeBpeMeHHO poaeHH Oebera) npe3 nbpBaTa CEIMHUA OT XXHBOTA HHTEPBAIBT Ha NPUIAraHe He
TpAOBa Aa HAZXBLPIIA NPpUIaraHe ABa MbTH AHEBHO NOPARH HE3PANOCT Ha ObOpeyHUs NbT Ha
eMMMHHUpaune. Tbi KaTo NpH NaUNEHTHTE B CTAPYECKa BH3PACT CHUIECTBYBA I1O-rOJIIMA BEPOATHOCT
Ja UMaT HamaneHa ObOpeyuHa gyHKuuna, H3bopbT Ha A03aTa TpAdBa a € ¢ NOBHIICHO BHHMAHHE H
MOKe J1a € MOJIe3HO Aa ce npocneasea 6bOpeunaTa GyHKUMA.

[lon

Cnen nepopaiHO NPUIOKEHHE HA AMOKCHLIMIWH/KITaBY/1aHOBA KHCEITHHA NTPH 3APABH MbIKE H MKeHH
MONBT HE € OKA3al 3HAYHMO B/IMAHUE BbPXY PAapMAKOKHHETHYHHKTE MOKA3aTE/Y HUTO Ha
aMOKCHI{H/IHH, HUTO Ha KJIaByNaHOBaTa KMCeJUHa.

brOpeyHoO yBpeKAAHE
OO0LUUAT cepyMeH KNHPBHC HA aMOKCHLIMITHH/KJIaBY/TAHOBA KHCE/IHHA HaMasaBa NPONOPUHOHAIHO C

HamansaBaHeTo Ha OvOpeunaTa dyHkuua. [ToHMAKABAHETO HA NEKAPCTBEHUS KIIHPBHC € MO-H3pa3eHo 3a
AMOKCHLIW/IHH, OTKOJIKOTO 33 KJaBYJAHOBATA KKCEWHA, ThbH KATO NO-roAMa 4acT OT aMOKCHLIM/IMH Ce
exckpeTHpa npe3 6uOpeuure. [fopanu Tazn npuunna ao3upaHeTo npu 6B0peuHO yBpexxaate Tpadsa
Ja NpeAna3sa OT HEXENAHO HATPYNBAHE H3 AMOKCHHWIHH, KATO €THOBPEMEHHO CE MOAALPKAT
NOAXOAALIM HHBA HA K/1aBY/1aHOBATA KHCEIHHA (BXK. TOUKA 4.2).

YepHoapoOHo yBpexaaHe

Jlo3upaHeTO NpH NaUMEHTH C HePHOIPOOHO yBpexaaHe TpAOBa 1a e ¢ NOBHILIEHO BHUMAHHE H
yepHoapoOHaTa GyHKLUA Aa ce NpocieaaBa Ha PABHH HHTEPBAIH OT BpPEME.

5.3 Ilpeakn/HHaHYHEH JaHHBH 32 6e3omacnoct

P

HeknuuuuHuTe 1aHHKW He Moka3BaT 0coOeH pHCK 3a xopaTta Ha 0a3a Ha cbapmalconaruqume:
H3NKTBaHHA 33 6€30[aCHOCT, FEHOTOKCHYHOCT H PenpOayKTHBHA TOKCHYHOCT. 3
[TpoyuBaHKs 32 TOKCHYHOCT MPU MHOTOKPATHO NpPHJIAraHe, NPOBEACHO NPH Ky4eTa, ¢
AMOKCHLIWIWH/K/IABYIaHOBA KMCETMHA NOKA3BAT CTOMALLHC APa3HEHE U NOBPbLLIAHE, K
B LIBETA HA €3HUKA.




6. OAPMALEBTUYHHA JAHHHA
6.1 Cnucepk HA IOMOHMIHHTE BemecTBA

- Hopo na mabremxama
MukpoxpucTanHa uenynosa (E460)
Harpues HullecTEH rnvkonar (tvn A)
Kononaed 6e3soaeH cunuuues Anokeuna (E551)
Marue3ues creapar (E470b)

- Quamoso nokpumue

Tutanos auokcua (E171)
Xunpomenosa (E464)
[Tponunenrnukon (E1520)

Tanx (E553b)

ETunuenynosa (E462)

6.2 HecbBMECTHMOCTH

Henpunoxumo

6.3 Cpok na rogHocrt

2 TOANHH

6.4 Coeuna/lHH YCJI0BHS HA ChbXpPaHEHHE
JleHta v Gnucrep

Ja ce chxpaunsasa noa 25°C.
Ha ce cpxpaHsiBa B OpUruHaiiHara onakoBka, 3a Ja ce npeanasy oT Bnara.

6.5 BuaschabpKaHHe HA ONNAKOBKATA

Jleuta (AVAl): 10, 12, 14, 16, 20, 21, 24, 30, 100 unu 500 dunmupanu TabneTku, B KyTUa.
Bancrep (OPA/AI/PVC-AL): 10, 12, 14, 16, 20, 21, 24, 30, 100 nnu 500 duamupanu TabnertkH, B

KYyTHS.

He BcHUKH BMAOBE ONAKOBKH Morat aa Obaar fiyCHaTH Ha nasapa.
6.6 ChnennajaHa npeaANa3sHA MEPKH NPH A3XBLPJAAHE H paboTa
Hama cneuuaniy W3MCKBaHHS 32 U3XBbPIISAHE.

Heuwznonspauuar JECKAPCTBCH NPOAYKT H/IH OTNAAbHHATC MAaTCPHAIH OT HECTO TpﬂﬁBB. Aa CC H3XBbPJAT
B CHLOTBETCTBHEC C MECTHHTEC H3IUCKBAHHUA

7. TPHTEXATEJI HA PAZPEIIEHHUETO 3A YIIOTPEBA

KRKA, d.d., Novo mesto, émarjeéka cesta 6, 8501 Novo mesto, CnoseHus

8. HOMEP HA PABPEIIEHHUETO 3A YIIOTPEBA

Per. Ne: 20150287




9. JATA HA ITbPBO PAZPEIIABAHE/INIOJHOBABAHE HA PASPEHIEHHUETO 3A
YIIOTPEBA

Jlara Ha nbpBOTO paspelieHue 3a ynorpeda: 24.08.2015
Jlara Ha nocaeaHo noaHossieaue: 10.06.2021

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

22 Arryct 2025
[ToapoOHa uHpopmaLMs 3a TO3HM NEKapCTBEH NPOAYKT € NpeaocTaBeHa Ha yeOcaiTa Ha U3nbaHuTenHa

Arenums no Jlekapcreara (UAJI) http://www.bda.bg.

14

ol 7



