KPATKA XAPAKTEPUCTHUKA HA INIPOAYKTA



1. UME HA JIEKAPCTBEHUA ITPOAYKT

beraknas 500 mg/125 mg ¢duamupanHu TadieTKH | E?ZO /J\Dojf' 4

Betaklav 500 mg/125 mg film-coated tablets 6 3954 10 -09- 205

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcsaka dunmupana tabnerka cbabpka 500 mg aMOKCHUMIIMH (KaTO aMOKCHLIM/IMH TPUXHKH/pAT
(amoxicillin trihydrate)) v 125 mg knaBy1aHOBa KMCE/IMHA (KaTO KaJIMEB KJlaByJaHar (potassium

clavulanate)).

3a MbJIHUA CITUCHK HA MOMOLIHUTE BELLECTBA BUIKTE TO4YKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

dunmupana Tabnerka (tabnerka)

bsana no nourtu 6a1a puamupana Tabaerka ¢ npoabarosara popma M ¢ BUIbOHATO penedHO
o3Hayenue "l 06" oT eqHaTa cTpaHa M rjajaka oT Jpyrara cTpaHa, Ab/KMHa Ha Tabaerkara: 19,40 +
0,10 mm.

4. KJIUHUYHHU JAHHHA

4.1 TepaneBTHYHH NOKA3AHHSA

Beraknas e noka3saH 3a Jie4eHHUe Ha cJieJHUTEe HH(PEKLIMK NPH Bb3PacTHU U Aeua (BUxkTe Touku 4.2, 4.4

ud.l):

- OCTbp OaKTepHaseH CHHYMT (a1EKBATHO AHArHOCTULIMPAH)

- OCTbP OTHT Ha CPEAHOTO YXO

- OCTpPH eK3aLiepdbauuu Ha XpOHHYEH OPOHXMT (a1€KBATHO JHArHOCTULIMPAH)

- MHEBMOHHSA, NPUA0OHUTA B OOLIIECTBOTO

- LIMCTHT

- NUeJIOHEDPUT

- MH(EKLUHK HA KOXKATA U MEKHUTE TbKAaHH, MO-CMNEUHATIHO LEJYJIMT, YXanBaHUs OT )KUBOTHH,
TeXKbK adcuec Ha 3bOUTE C pa3npoCTpaHABaLL Ce LeyJIUT

- MH(DEKLIMK Ha KOCTUTE U CTABUTE, MO-CMNELHATTHO OCTEOMHEITHT.

TpsaGBa na ce 00bpHEe BHUMaHHE HA OPHUUMATHUTE YKa3aHUA 3a NpaBuiHa ynorpeda Ha
aHTHOAKTepHAJIHUTE CPEICTBA.

4.2 JIO3HPOBKA H HAYMHH HA NPHJIOKEHHE
03UMpOBKa
Jl03UpOBKUTE Ca NpeACTaBeHH CbOOPa3HO CbAbPAKAHUETO HA AMOKCHLIMIIMH/KJ1aBYJIaHOBA KUCEJIMHA, C
W3KJIIOUEHHUE HA CllyyauTe, KOraTo J03MTe ca JaJe€HH MO OTHOLUEHWE Ha OT/Ie/IHATa ChCTABKA.
3a u3bopa Ha no3ara Ha berakiaB 3a n1eyeHue Ha OTe/1HaTa HHEKUMs TpAOBA 1a ce UMaT NpeaBHL:
- OYaKBAHWTE NATOr€HW W BEPOSATHATA UM HYBCTBUTEIHOCT KbM aHTHOAKTEPHAJIHWUTE CPEACTBA
il n
(Touka 4.4) - ¢
. TEXKECTTa U MACTOTO HA HH(DEKLMATA s
- Bb3paCTTa, T€JECHOTO Terjao U ObOpeuHaTa PyHKLUMS Ha NalMeHTa, KaKTO € NoKa3aHo no-gouay. « . %



Ynorpebara Ha antepHaTHeHU dopMH Ha beraknas (HanpuMep TakHBa, OCUTypABaLLH NO-BUCOKH 103H
Ha AMOKCHLIMNTUH H/HIH Pa3IMMHY CHOTHOLUEHNA HA AMOKCHUMWAUH KBbM KIaBYJIAHOBA KHCENHHA)
TpaORa 13 ce UMa NpeaBU/, cnopea HeoO0XoauMocTTa (BXK. ToUkH 4.4 1 3.1).

[1pu BB3pacTHH M aeua > 40 kg Ta3u ¢popma Ha betaknas ocurypsasa odiua nHesHa 1o3a ot | 500 mg
aMOKCHUMAKH/375 mg knaBynaHOBA KUCENWHA, KOTATO €€ NPUHIIara, KaKTo € Npenopb»YaHo no-a0ay. 3a
aeua < 40 kg ra3u ¢hopMa Ha beTaknas ocurypsasa Makcumanxa AHesHa 103a oT 2 400 mg
aMokcuuriiMH/600 mg kiaBynaHOBa KHCENWHA, KOTAaTO Ce NPHara, KakTo € npenopbUea no-ao.y.

AKO ce CUHTa, Ye e HeoDX0IMMa NO-BUCOKA JHEBHa 0038 HA AMOKCHLIW/IHH, NPenopbUBa ce
H3MOA3BAHETO Ha APYFO NE€KAPCTBO, ChABPMALLO AMOKCHLIWIKWH/ KNaBY/JTAHOBA KUCE/IMHA, 33 Ja Ce
H30€rHE NPUNAraHeTo Ha HEHYXKHO BUCOKH JHEBHH A03H Ha KJ1aByJIaHOBAaTa KHCENWHA (BXK. TOUKH 4.4

ui.1).

[TpoabIKUTENHOCTTA Ha IEUEHUETO Ce ONPEAENs OT NMOBIMABAHETO HA nauuenTa. Hakon nupekumu
(HanpuMmep OCTEOMHENUT) UIUCKBAT NO-roaaMa NpoaAbIDKUTENHOCT Ha fleYeHHETo. JIeueHUeTo He
TpsaOBa na npoab/xaea noseve ot 14 aHu 63 nosTOpeH npernen (Bxk. Touka 4.4 OTHOCHO
NPOAL/DKUTENIHA TEpanus).

Bw3pacTHH 1 geua > 40 kg
- eaHa 300 mg/125 mg no3a, npueMaHa TpH IMbTH JHEBHO;

Ileouampuuna nonyaayus
Heua <40 kg

Heuara moraT aa ce nekysar ¢ beraxias TabneTku u cycneH3uu.
- 20 mg/5mg/kg/nen no 60 mg/15mg/kg/neH B TpU pazaeneHn JO3H.

Tt xato TabneTkuTe He MoraT Aa ObaaT pa3acneHu, Aeua ¢ Terno noa 25 kg He tpadbea na 6baar
nexkyBaHu ¢ beraknas Tabnerkn.

TabanuaTta no-aony npeacTass noay4yeHarta ao3a (mg/kg/renecHo Terno) npu aeua ¢ rerno 23 kg no 40
kg cnen npueM Ha eaHokpatHa ao3a ot 500 mg/125 mg rabnetka.

e il L L L il il

Tenecua Terno [kg] 40 35 30 25 [TpenopbuaHa eaHOKpaTHa
no3za [mg/kg TenecHo Ternoj
| (BX. no-rope)

- r o

AMOKCHUMWIMH [mg/kg |12,5 14,3 16,7 20,0 6,67 — 20

TENECHO TErN0) cen

€IHOKpaTHa no3a (|
¢unmupaHa Tabnerka)

S N — . el i — e —

KnasynaHoBa KHCEAHHa (3,1 3,6 4,2 5,0 1,67 -5
[mg/kg TenecHo Terno]
chnen edHoKpaTHa no3ad |
dbunmupaHa Tabnerka)

Jleua Ha BB3pacT Ha H noA 6 roAWHH WK C TEAECHO TErIO NO-MankKo oT 25 kg € 3a npeanountaxe aa
ce JIEKYBaT C AaMOKCHLWIMH/KNaByJIaHOBA KHCETHUHA CYCIEH3HA.

He ca HaMMYHH KIMHHYHH JaHHH 33 npuaoxkeHue Ha 4:1 ¢opmute Ha betaknae B 103K MO-BUCOKH OT
40 mg/10 mg/kg/nHeBHO npu aeua noa 2 roAxHH, T TR

Cmapuecka ev3pacm
He ce Hanara kopekuusa Ha no3ara




bvbpeuno yepexncoane

KopyrupaHero Ha A03aTa C€ OCHOBABA HA MAKCHUMANHOTO NPENOPbUAHO HHBO HA AMOKCHLIUIUH.
He ce nasara kopexuus Ha Ao3ara NpyU NAUUEHTH ¢ KpeaTUHHHOB KiKMpbHC (CrCl) no-Bucok ot
30 ml/min.

Bv3pacmuu u Oeya > 40 kg

CrCl: 10-30 ml/min 500 mg/125 mg ,tlBa NbTH ,uHeBHo
| CrCi < 10 ml/min 500 mg/125 mg BeAHBK THEBHO
XeMoananunsa 500 mg/125 mg Ha Bcexu 24 yaca, nntoc 500 mg/125 mg no speme

Ha [MaJTM3aTa, KOETOo /2 Ob/e NOBTOPEHO B Kpas HA AWAK3aTa (TbH
KaTO CEPYMHUTE KOHLEHTPALKH HA AMOKCULIMJIHH M KNaBYJ1aHOBA
KHUCEJTHHA CE NOHIKABAT

Jeya < 40 kg
CrCl: 10-30 ml/min 15 mg/3,75 mg/kg nBa mbTh aHeBHO (MakcumyM 500 mg/125 mg apa

NbTH JHEBHO).

CrCl < 10 ml/min 15 mg/3,75 mg/kg kaTo eaAHOKpaTHA AHEBHA A03a (MAKCUMYM

| 500 mg/125 mg).
XeMognanusa 15 mg/3,75 mg/kg Ha neH BeAHBXK NHEBHO.

[Ipenan xemoawnanusara 15 mg/3,75 mg/kg. 3a na ce Bb3CTAHOBAT

LMPKYNAaTOPHHTE HHBA HA NEKapCTBOTO, |13 mg/3,75 mg Ha kg
pa6Ba 1a ce NPUIoXKAT Clle/l XEMOAHAI13aTa.

Ueproopobro yapexcoane
Jla ce no3npa BHUMATENHO M YepHoaApoOHaTa pyHKUMSA 1a ce MpOCIEaAABa HA paBHH UHTEPBANH OT
BpeMe (Bx. Touku 4.3 u 4.4),

HayuH Ha nOpUIoXEeHHE

beraknas € 3a NepopaiHO NPHIOKEHHE.

Ha ce npHeMa B Ha4ANOTO HA XPAHEHETO, 3a Aa C€ HaMaJlh A0 MHHHMYM NOTEHUWalHaTa
raCTPOMHTECTUHATIHA HEMOHOCHMOCT.

JleyeHHETO MOXE Aa 3aMo4He ¢ NapeHTepanHa nekapcreeHa ¢popma B choTBercTBue ¢ KXII Ha
CHOTBETHHUA MPOAYKT W CHe TOBA MOXeE J1a C€ NMPEMHHE KbM NepopanHa popMa.

4.3 IlpoTHBODOKA3AHMS

CBpBXHYBCTBUTE/THOCT KbM aKTHBHHMTE BELLECTBA, KbM KOWTO H A2 € OT NEHULWIHHHUTE WIH KBM
HAKO€ OT MOMOLIHHTE BELLIECTBA, H3DPOEHH B To4ka 6.1.

AHamHe3a 3a Texka He3abaBHa peakuns Ha CBPBXUYBCTBUTENHOCT (HAMPUMED aHADHNAKCHSA) KbM
Apyr OeTa-nakraMeH NpoayKT (Hanpumep uedanocnopHH, kapdbaneHeM WM MOHODAKTaM).

AHaMHe3a 3a XbIATEHHLA/YepHOAPOOHO YBPEKAAHE, Ob/IKALULMA C& HA AMOKCHULIWIIMH/KTaBYJIaHOBA
KucenudHa (Bx. Touka 4.8).

4.4 CnenHaauH npelynpexxIcHHA H OpeANAIHA MEPKH




NeHUUHNHH. Bb3MOXKHO € ChLI0 peakUUMTE HA CBPbXUYBCTBHUTEIHOCT Ja NPOrpecupar a0 CHHAPOM Ha
Kounis — cepyo3Ha anepruuHa peakums, KOSTo MOXKE Aa AoBede A0 HHPAPKT Ha MUOoKapaa (BX. To4ka
4.8). To-BEPOATHO € TE3W peaKLHy Aa ce NPOABAT NPU JHMLA C AHAMHE3a 33 CBPBbXHYBCTBUTENHOCT KbM
NEHULIWIMH WK [TPH aTONMU4HU Juua. [Tpy nosea Ha anepruyHa peakLus, NEYEHHETO C
aMOKCHLIWJIMH/KJIABYJIAHOBA KycelMHa TpAOBa Aa ce NPEeyCTaHOBU U Aa CE HA3HA4YM NoAXO0AA1la
anTepHaTUBHA Tepamnug.

Mma crLobLueHns 32 EHTEPOKOAUTEH CHHAPOM, NMPEIU3BHKAH OT MPHEM Ha nekapeTeoTo (drug induced
enterocolitis syndrome — DIES), rnaBHo npu aeua, npy KOWTO ¢€ NpUiara aMOKCHLUMITUH/KIaBy1aHaT
(BX. Touka 4.8). DIES ¢ anepruuda peakuua ¢ Boactl CUMIITOM NMPOOL/HKATENHO NOoBpbLUaHe (I — 4
yaca cfiel NPHEM Ha NeKapCTBOTO) 0€3 alepruyHK KOXKHHU HAH PECTTHPATOPHU CUMITTOMM.,
HonbaHuTeaHd cuMnToMy MoraTt Aa 6baar 00JiKa B KOpeMa, AHapHA, XUITOTOHHA WK NIEBKOLUTO3a €
HeyTpoduiIHA. MMa TexXKH cilyuyau, BKIIHOYHTENHO ¢ NPOrpecus A0 LWOK.

B cnyqai-‘i YEC CC AOKAXKE, UC HHCIJEKLI,HHTH CC Ab/KH HA aMOKCHUHUITHH-HYBCTBHTCIIHH
MHKpPOOPFraHHU3MH, Ou Morno aa ce o6cbau NPpEMHHABAHC OT HMOKCHHHJ]HH/I{J]aB}’HaHOBa KHCCIIKHa Ha
AMOKCHUHN/IHH B CHOTBCTCTBHE C OCI)HLLHE.HHHTE YKa3aHHs.

Ynorpebata Ha Ta3u popMa Ha beTaknas He € NoAXOAALIA, KOFAaTO € HAMKLUE BUCOK PUCK
[pearnonaraéMMTe NATOrEHW 4a €a ¢ HaMaJIeHa YYBCTBHTEHOCT WM C PE3UCTEHTHOCT KbM DeTa-
NaKTaMHH NPOAYKTH, KOATO HE € MeauupaHa ot Heta-nakraMasu, HyBCTBUTE/HM HA HHXHOHpaHe OT
KNaBynaHoOBRa KucenuHa. Ta3u ¢opma He TpAOBA a ce U3II0I3Ba 33 IeYeHHe Ha NEHULHWIHH-
PEe3HCTEHTHH S.preumoniae.

[Tpy naumenrtn ¢ yspeaeHa 6b6peuHa GyHKUMA HIH NPH TAKUBA, NPHEMALLIY BHCOKHU 103M, MOXKe Ja ce
pa3BUAT repuOBE (BXK. 4.8).

JleueHneTo ¢ AMOKCHLIMIMH/KNABYTAHOBA KHCENUHA TpaOBa 1a ce M304area nNpu CbMHEHHeE 32
MH(pEKUHO3HA MOHOHYKIIE03a, Thi KaTo fpH Tosa 3adonsasane cien NPUNoXNKEHHE HA AMOKCHLIMIIVH €
HaOnronaBaHa nossara Ha Mopounudopmer odOpHus.

EﬂHOBpGMGHHﬁTB )’I'IDTPEGEI Ha AJIOMYPHUHON RO BDEME Ha JCHCHHUETO C aMOKCHLIMIIHH MOXKE Ja
YBCI/IHHMH BEPOATHOCTTA 34 ANCPriiHAU pCakUHH OT CTpaHa Ha KOXKAaTa.

[MpoaskuTendara ynotpeda moHsKora MOXKe 1a A0BeAe N0 CBPbXPacTex HA HEYYBCTBHTENHH
MHKPOOPraHH3MH.

[Ipu 3ano4BaHe Ha JIEUSHHETO NOABATA Ha CHITHO 3a4EPBEH MeHEPATH3IUPAH EPUTEM, CHIIPOBOAECH OT
NycTyna, MOXKE Ja € CHMIATOM Ha OCTpa reHepanuiupana ek3aHreMarosda nycrynosa (AGEP) (sx.
Touka 4.8). Ta3u peakuus Hanara cnupaHe Ha Je4eHHETO ¢ beTaknas U € NPOTUBOIOKA3aHUE 32
nocneapauio JeYeHUE ¢ aMOKCULIMIIMH,

AMOKCHLMNKH/KNaBYTaHOBA KMCeNWHa TpAOBA 1a ce npuiiara BHUMATENHO NPH NaUMEHTH C JaHHH 3a
yepHoaApOOHO yBpexaaHe (BxK. Touku 4.2, 4.3 n 4.8).

C16uTHA OT cTpaHa Ha YepHHUA Apod ca cbOOLABAHH NMPEAUMHO NMPHU MBXKE H NMPH NALHEHTH B
cTapyecka Bb3pacT, H MOXE 21 Ca CBbP3aHH ¢ NPOABDKUTENIHO NeYeHUe. Te3n crOUTHA ca
CbOOWIABAHH MHOIO PAAKO Npu Aeua. [Ipu BCUUKW NOMyJlauuM, NPU3HALKTE H CHMITTOMHUTE
OOHKHOBEHO ce HaOMI0AaBaT MO BPEME HA UITH MAITKO ClIeA NeYeHre, HO B HEKOH CJIy4Yan MOXE Aa He
Ce H3ABAT A0 HAKOJKO CEAMHLH CNel NpeyCTAHOBABAHETO HA jieueHHeTo. Te3n cubuTusa ob
ca obpatmu. HepHoapoOHUTe cHOUTHA MOXKE Ja ca TEKKH H B H3KITIOYHTEJIHO pEaKH
AOKaABaHH CMBPTHH ciiyyad. Te3n cbOWTHA NOYTH BUHArKW ca HaONIoAaBaHM NMPHU 1
CEPUO3HO NpEeaxoKAaLluo 3abonasaHe WY NpHEMaLlH €AHOBpeMEeHHO JIEKapCTRa, 3a
Y€ UMAT MOTEHUHAN 33 HepHOAPOOHH eeKTH (BXK. Touka 4.8).

Konur, ¢CBbp3aH ¢ NPUIOKEHUETO HA AHTUOUOTHLM, € CHOOLLABAH NPU MOYTH BCHUK



aHTMOAKTEPHANHH NPOAYKTH, BKIKOUHUTENHO NPH aMOKCHUK/IHH K MOXKE [1a BapHpa MO TEXECT OT JIeK
10 KuBoTO3acTpalaeail (Bx. Touka 4.8). [lo Tazu npuunna, Npy NALUEHTH C AHapHA WITH Chel
neyeHHWe ¢ aHTHOMOTHLIM, € BAXKHO /1a CE UMA NpeABUA Ta3u AuvarHo3a. I1pyd passutue Ha koauT,
CBbP3aH C NPHACKEHHUETO Ha AaHTHOMOTULK, NeueHueTo ¢ betaknas TpadBa aa ce npeycTaHOBH
He3a0aBHO, 1a ce HanpaRK KOHCYJITALMS C IEKap M Ja ce 3anoyHe NoaXoaALlo neycHue. B Tazy
CHTYAIlHA Ca MPOTHBONOKA3aHH NMPOAYKTHTE, OTC1a0BALULM NEPUCTAITHKATA.

[To BpeMe Ha NPOABIKHTENHO JIEHEHHUE € NMPENOPBUHTEIHO NEPHOAHUYHO A CE OUEHABAT OPraHHUTE H
CUCTeMHH QYHKLUHH, BKTIOUKTEHO ObOpeyHaTa, yepHoapoObHaTa H XeMONoeTHYHaTa PYyHKUHA.

C1o0waBaHu ca peaky Cy4ad Ha YIb/DKaBaHE HA NPOTPOMOHHOBOTO BpeMe NpH MaLlMEHTH,
NeKyBaHH C aMOKCHLHHWNAWH/K/1aBYNaHOBA KUCeNHHA. [Ipy eJHOBpeMEHHO NMpUTOXKEHHE C
AHTHKOAlyJaHTH Ce Hajlara NoAXoAaLlo npocneaspade. Moxe na ce HAJIOKK KOPEKLMA HAa A034Ta Ha
MePOPaTHUTE aHTUKOAryNaHTH 3a NOAAbPKAHE HA KENAHOTO HUBO Ha AHTHKOArynauHs (Bx. Touka 4.5
u4.8).

[Mpu nauuneHTH ¢ 6vOpevHO yBpexkaaHe n03aTta TpAOBa 12 ce KOPUrupa B 3aBUCHMOCT OT CTENEHTA HA
yBpEeKAAHETO (BXK. TOUKA 4.2).

[Ipyu nauMeHTH ¢ HAaMANEHO OTIENAHE HA YPUHA MHOTO PAAKO € HabM0AaBaHA KpUCTANTY pUs
(sxnouuTenHO ocTpo 6BOPEeYHO yBpeskaaHe), rMaBHO NPH NapeHTEpanHo aeueHHe. [1o Bpeme Ha
MPHUNAraHETO Ha BUCOKH JO3H AMOKCHLUMWIIHH Ce MPENOopbYBa NOAALPKAHETO HAa aACKBATEH MPHEM Ha
TEYHOCTH W OTASNAHE HA YPHHATA ¢ Le/ [a C€ HaMajlH Bb3MOXHOCTTa 33 aMOKCHLIWIHHOBA
kpucTanypui. [Ipy nauHeHTH ¢ KaTeTbp B MMKOYHHA MEXYp TPAOBa Aa ce NPOBEXAa PENIOBEH
BU3YyaneH KOHTPON (BXK. Toukd 4.8 U 4.9).

[To Bpeme Ha fie4eHHETO C aMOKCHUMJIMH TpA0Ba Ja Ce U3NOoA3BaT CH3MMHHUTE IMIOKO300KCHIa3HH
METOAM NPH TECTBAHE 33 HANWYHKE HA IIIOKO3a B YPUHATA, Thil KATO MPH HEEH3MMHHUTE METOAH MOXKE
7a ce CTUrHe N0 QATUIMBO NONOXKHUTENHH PE3YITATH.

HannudeTo Ha K1aBynaHoOBa KHcenKMHA B berakiias Moxe 1a MPUYHHK HeCcNEeUHPUIHO CBBP3BAHE HA
IgG u anbyMuHa c MeMOpaHUTE Ha YEPBEHHTE KPbBHH KIIETKH, BOACLUO A0 (PANIIKBO MOJOXKHUTENEH
Coombs TecT.

Mma choOLeHH 33 NOJIOKHTENHH PEe3YyNTaTH OT TECTORETe, H3noa3eawu Bio-Rad Laboratories
Platelia Aspergillus EIA TecT Npy NauWeHTH, NOAYYaBaLWlH AMOKCHLIWIMH/KNTABYNaHOBA KHMCEJTMHA, 3a
KOMTO €€ TOBA € YCTAHOBEHO, Ye ca cBOOOAHH OT HHekuus ¢ Aspergillus. Cbobuasanu ca
KPBbCTOCAHH peaKUHH ¢ He-Aspergillus nonusaxapuau v nonngypanosu ¢ Bio-Rad Laboratories
Platelia Aspergillus EIA Tect. CnenoBaTenHO NOAOKHTETHUTE PE3YNTATH OT TECTOBETE NpH
MaLHEHTH, NpUeMalili AMOKCHLIWIMH/K1aBy1aHOBA KMCEIHHA, TpaOBa Aa ObAAT UHTEPNPETHPAHH
BHHUMATEJTHO W Aa C€ MOTBbPAAT 4Ype3 APYrd AHArHOCTHHHHM METOAH.

Hampuui
Toea nekapcTBO CbABPAKA no-Manko oT | mmol Hatprid (23 mg) Ha TabneTka, T.€. MOXKe 1a Ce Kaxke,
ye MPAKTHYECKH HE ChAbPIKA HATPHIA.

4.5 B3anmoaedcTBHE ¢ APYIrH JJEKAPCTBEHH NPOAYKTH H APYrd QOPMH HA B3AHMOAEHCTBRE

[lepopajiHy AHTUKOArYJIAHTH
[TepopanHuTe AHTHKOAryAAHTH H NEHHUHMIHHOBHUTE AHTHOMOTHLIM Ca H3MON3BAHH LLIUPOKO B

npakTHkara 6e3 choOLEHHA 3a B3aUMOACHCTBUA. Bbnpeku TOBa B AMTEpaTypaTa MMa ONMUCaHH cnyqan
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OcseH TOBAa MOXE @ C€ HANOXKH KOPEKUMA Ha J03aTa HA NEPOPATHUTE AHTHKOATYJIAHTH (BXK. TOUKH
4.4 n 4.8).

MeTtoTpekcat
[TeHULMTMHUTE MOXKE 1a HAMATAT EKCKPELUHATA HA METOTPEKCAT, NPUUYHHABAHKH NOBHLLABAHE Ha
TOKCHYHOCTTA.

[IpobeHeunn

EanoBpeMennaTa ynorpedba Ha npobeHeuma He ce npenopbusa. [1pobeneumna namansaea 6v0peuHara
TyOyslapHa cekpeurs Ha aMOKCHUMIWH. EqnospemerHara ynorpeda Ha npobeHeuna Moxke aa nosene
710 YABJDKaBaHE HAa HAJTHYHETO M NMOBHILABAHE HA HUBATA HA AMOKCHUHWIUH B KPBLBTA, HO HE W Ha
KNaByJIaHOBATA KUCEJIHHA.

MuxkodeHonar Mmogdernn

[Ipv nauueHTH, Nony4asald MUKOQEHONAT MOJETHI, € CHLOOLLIEHO 338 HaMAIABAHE Ha NPeAA030BaTa
KOHLIEHTPaUuA Ha aKkTHBHUA MeTabonuT MukodeHostosa kucenuHa (M@DK) ¢ npubausurento 50%,
cjel 3anouYBaHe Ha JICYEHHE C nepopalieH aMOKCHLMIIHH IJIIOC KIaBYNaHOBA KHcelrHa. [I[pomaHaTa Ha
Npeago30BOTO HUBO MOXKE Aa He 0Tpa3aBa TOUHO NpoMeHHTe B obwara ekcrnosnuug Ha MOK. Tlopaau
TOBa NMPOMSHA B 103aTa HAa MUKOdEeHONAaT MOdeTUI OOMKHOBEHO HE € HE0OX0oANMA MPH JIMNICA Ha
KNMHHHUYHH JaHHH 32 HapylueHa PyHKUHUA Ha npucaakaTta. Bunpeku ToBa, TpAOBa Aa ce u3BbPLUBA
BHUMATENHO KIIMHHYHO NPOCNEASBAHE MO BPEME HA NCUYCHHETO ¢ KOMOHHALIMATA U MAJTKO Clel
3aBbpLIBAHE HA AaHTHOHOTHYHATA TEpanus.

4.6 Depraaurer, 5PEeMEHHOCT H KhpMeHe

bpeMeHHOCT

H3nuTBaHUATA NPpH XXWBOTHU HE MOKA3BAT MPECKH AU HENPEKH BPEAHN Bb3ACHCTBUA BLPXY
OpemeHHoOCTTa, EMOPHOHANHOTO/DETATHOTO Pa3BUTHE, PAKAZHETO WIH MNOCTHATAIHOTO Pa3BUTHE (BXK.
touka 5.3). OrpanuueHy JaHHHU 3a ynoTpebara Ha AMOKCHLIMTMH/KNABYJIAHOBA KUCETHMHA MO BPEME HA
OpeMEeHHOCT NpY XOpa He NOKa3BaT MOBUINEH PUCK OT BpoacHH Mandopmaunu. [lpu eaHo uanurTeaxe
MPH KEHH ¢ NpeATEPMHHAIHA NpeXxXAeBpeMEHHA pyNTypa Ha ¢detanHara MemMOpaHa e cboOUIEHD, e
APOPHIAKTHHHOTO N€UEHUE C AMOKCHUMIMH/KNIABYJIAHOBA KHCEIMHA MOXKe [1a € CBbP3aHO C MNOBULLIEH
PHCK OT HEKPOTH3UPALL, €HTEPEKOIMT MPH HOBOPOAeHH. [IpUnokeHHeTO Ha aMOKCHLIWITHUH
/knaBynaHOBa KUCEJIMHA MO BpeMe Ha OpeMeHHOCTTa TpAbBa Aa ce u30Area, OCBEH @Ko JIEKAPAT He
MPEeLEHH, 4Y€ € HKHU3HEHO HEOOXO0UMO.

Kbpmene

JlBeTe CHCTABKH CE€ €KCKPETHPAT B KbPMaTa (He ¢a YCTAHOBECHM €(EeKTHTE Ha KJIaBY/IaHOBATa KUCE/IMHA
BbPXY KbpMaueTo). CneaoBaTenHo ca Bb3MOXKHH AHapHs U rbOHuHa MHexuus Ha TMraBuLMTe NpH
KbpPMA4ETO, KOETO MOXE [1a HAJIOXKHU NPEyCTAHOBABAHE HA KbpMeHeTO. Tpabsa na ce uma npensun
BBL3IMOMKHOCTTA 3a CEHCHOMWIHU3aLuA.

AMOKCHLUWIMH/KNIaBYTaHOBA KHCENUHA TPAOBa 1a ce H3NON3BA M0 BpeME Ha KbPMEHe camo cnejl
npeLieHKa OT JEKYBalI1s JIEKap Ha ChOTHOLUCHHETO PUCK/NoNn3a.

4.7 Edexkrn BLpXY cnocobHocTTa 32 modpupane u padora ¢ MAILIHHHU

He ca nposexxnanu npoyuBaHus 3a eeKTHTE BbPXY CNIOCOOHOCTTA 3a ogupaHe n paboTa ¢ MaLIUHA.
Bbnpekn ToBa MOXKE a CE NOABAT HEXKEJAHH PeaKUMH (Hanp. aNeprudHu Ppeakum, 3aManBaHe,
rbpPHOBE), KOWTO MOTAT [1a NMOBIHAAT cnocoOHocTTa 3a WwodHpaHe U padoTa ¢ MalIMHH (BXK. TOUKA

4.8).

4.8 Hexenann aexapcTBEeHH PeAKIHH & \
I: ; c:th o T 1‘1?_?‘(‘ \ % \
Hait-uecTo cbobiuasanute Hexenanu nexapersenu peaxuud (HJIP) ca nuapus, rajeHe w'ng uf&ﬂz Ty =
HesxxenaHure nekapcTBEHU peakLUUH, NOMYUYEHH OT KIIMHHYHHK U3NTUTBAHHUSA H OT H&ﬁﬂfﬂﬂquﬂe ' iy “q‘)
nycKaHe Ha nasapa ¢ beraxnag, KaTeropH3npaHH no CHCTEMO-OPraHeH Knac no MedDRA:pa;-ni )
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No-40J1y.

- Muoro yectu (2 1/10)
- Yectu (2 1/100 po < 1/10)
- Heuectu (= 1/1 000 no < 1/100)

- Peaku (= 1/10 000 no < 1/1 000)
- MHoro peaku (< 1/10 000)
- C Heu3BecTHA YecTOTa (OT HATMMHHUTE JaHHH HE MOXe Aa Obe HanpaBeHa OLICHKA)

CHcTeMHO-Oprases HexenaHnn peaknHH
KJ1aC
HHpekunn ¥ nHdecTauuu
YectH Kanannosa Ha KoKaTa v AMraBuuuTe
C HEeu3BecTHA CBpbXpacTex Ha HEUYBCTBUTEHH OPraHH3IMH
4YECTOTA
HapyuieHus Ha kpbBTa U TMMPHATa CHCTEMA
Peaku O6paTruMa NE€BKONEHUS (BITKOUHTENRHO HEYTPONEHHS )
TpomboLHTONEHHS
C HeHu3BeCTHa Obparnma arpaHynouuTo3a
4yeCcTOoTa XEeMOJ/IMTHYHA aHEMHH
Y ab/kaBaHe Ha BPEMETO HA KbPBEHE H HA MPOTPOMOHHOBOTO
Bpeme’
Hapyuienust Ha UMyHHaTa cHcTema®
C Heu3BecTHA AHTHOHEBPOTHYEH OTOK
YeCTOTA Aunadunakcus

CungpoM, noaodeH Ha cepyMHa bosiecT
XHNEPCEH3UTHBEH BACKYAHT
HapyuieHus Ha HEpBHATA CHCTEMA

Heuectn 3aMasHoCT
[ naBoboJine
C Heuw3BecTHaA OOpaTuma XMNepakTHBHOCT
4ecToTa [spuose!

AcenTHYeH MeHUHIHUT

CobpaeyHHn HapylieHHs

C Heu3BeCTHA CuHapoM Ha Kounis
4yeCTOTA
CTOMAalIIHO-YPERBHH HAPYLUECHMA
MHoro uectH HHuapus
Yecru [anene’
floBpbilaHe
Heuvectu HapyuweHro XxpaHoCMHIIaHE
C Heu3BeCTHa KOHT, CBBLP3aH ¢ NPUIOKEHHETO HA AaHTHOMOTHUW
yecToTa EHTEPOKONMTEH CHHAPOM, NPEAU3BHKAH OT NPUEM Ha NEKApPCTBOTO
OCTbp NaHKPEATHT
YepeH ,,KOCMaT €3HK™

XenaroOHIHapHK HapYUIeHUA

HeuecTn [MoeuwaeaHe HA AST w/uau ALT?
C HeH3BECTHA Xenatur’
4eCcTOTa XonecTaTuyHa XKbATeHHUA®
HapyuieHnsa Ha ko)KaTa H NOAKOXKHATA Thkan®
HeuectH KoxeH 0bpus
[Ipypuryc
Y pTHKapHA

Peaxu Epurema Myntugopme




CucreMuo-opranes HexenaHH peakunH

KJIAC
C Hen3BecTHA CungpomM Ha Stevens-Johnson
yecToTa TokcHYHA enuaepManHa HEKpOJIN3a

bynoszen ekchonuaTuBeH aepMaTHT
OcTpa reHepaln3npaHe ex3aHTeMHa nyctyiosa (AGEP)’
JlekapcTBeHa peakuya ¢ €O3MHOPHUIUA H CHCTEMHH CUMITTOMMH
(DRESS)
CuMeTpHUEH NEKAPCTBEH HHTEPTPUIHHO3EH H PNEKCYPEH eK3aHTeM
(cunapoM Ha nasuaHa) (Symmetrical drug-related intertriginous
and flexural exanthema - SDRIFE)
Jluneapha IgA 6onecr

Hapywenus Ha 6p0peuHTe H NUKOUHHUTE ITbTHILA

C HenagecTHa HUHTepcTHuHaned HepHT

4ecToTa Kpucranypus (BiioumuTenHo octpo 6b0peuHo yspexaaHe)’
| Bxk. Touka 4.4
2 [aICHETO € MO-YECTO MPH NEPOPaeH NMPHEM Ha BUCOKH J03H. AKO C€ MOABAT peaKLMH OT
CTpaHA Ha FAaCTPOMHTECTHHANHHUA TPAKT, T€ MOraT /1a C€ HaMaJlAT ¢ npyueM Ha betaknae B
HA4yaN0TO Ha XPAHEHETO
> B1ounTeHO nceBAoMeOpaHO3EH KOIUT H XEMOpParuieH KOIMUT (BK. Touka 4.4)
* Ymepeno nosuinasane Ha AST w/unu ALT e ycTaHOBEHM NMpH MauMeHTH, JiekyBaHHU ¢ Oera-
NAKTaMHH aHTUOMOTHLK, HO 3HAYCHUETO HA Te3M MPOMEHHU HE € U3ACHEHO.
> TakHBa peakuyK ¢a YCTAHOBEHU U Criell NPUIIOXKEHHWE Ha ApYTH
NEHULMIHHK U UedanocnopuHu (BK. Touka 4.4).
® AKO ce MOfBH anepruueH 2epMaTur, 1eUeHUeTo TpAOBa a ce NMpeycTaHOBH (BX. Touka 4.4).

" Bk. Touka 4.9
8 Bak. Touky 4.3 u 4.4

CoobLuasaHe Ha NOAO3IUPAHH HEXKENAHH PEaKLIMH
CpobLuaBaHeTo Ha MoAO3UPAHH HEKENIAHM PEAKUMH CJIe/l paspeluaBaHe 3a ynoTpeda Ha nekapcTBeHus

NPOAYKT € BaKHO. TOBa N03BosBa 43 NPOAL/DKH HaOMIOACHHETO HA CHOTHOLLEHUETO NON3a/PHCK 3a
neKapcTBeHUs NpoaykT. OT MeIULUMHCKHTE CMELIMATTHCTH CE H3HCKBA Ja choOwaBaTt BCsKa
NnoA03UpaHa HEXENAaHa peakUus 4pes

HU3nbaHUTENHA areHUUda 10 NeKapcTBara

yA. ,,Jdaman ['pyes” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yeGcaiiT: www.bda.bg

4.9 Ilpenozupane

CuMnTOMH
Mma cboDuieHKA, Y€ aMOKCHUMITHH C€ YTasBa B KATETbPa HA NUKOYHHA MeXYp, OCHOBHO chejl
HHTPABEHO3HO NpWaraHe Ha BUCOKH 103H. TpabBa Aa ce npoBexaa peloBeH BU3yaneH KOHTpon (BiK.
Touka 4.4).

Moxke aa ce HabnaaBaT CTOMALIHO-YPEBHH CHMITTOMM W HapyLLIABAHE HA BOAHO-CIEKTPONUTHHA
bananc. HabnonapaHa € aMOKCHLIMTHHOBA KPUCTATYPHA, B HAKOHU ¢liydau Boaella no 6x6peyna
HEeIOCTATbYHOCT (BK. TOUKA 4.4).

Moxe na ce HaOMOAaBaT MbPYOBE NPH NALMEHTH ¢ HapylueHa 6bOpeyHa PyHKUMA WK NPU TE3M,
NnpHeMalli BHCOKH JO3H. -

[loBeaeHne ,.
CHMNTOMHTE OT CTpaHa HAa TaCTPOUHTECTUHANHHA TPAKT MOraT Aa ce JIeKyBaT cumnlf
ce 00bpHE CieUHANHO BHUMAHKE HA BOAHO-ENEKTPOIMTHUS DanaHc. "




AMOKCHUMIHH/K/IaBY/1aHOBA KHCEIMHA MOXKE 1A C€ OTCTPaHH OT KPbBOOOpaLIEHHETO upes
XeMOoaHa/in3a.

5. ®OAPMAKOJIOrHYHHU CBOUCTBA

5.1 ®apMaKoJHHAMHYHH CBOHCTBA

dapmakorepaneBTHYHA rpyna: AHTHOAKTEPHAIHU CPEACTBAa 32 CUCTEMHO rnpunoxkeHue. KomObuHauus
OT NEHHUUMIMHKU, BKNIOYHTENHO DeTa-nakramaziu nHxuouTopu; ATC koa: JO1CRO2.

MexaHHU3bM Ha JEHCTBHE
AMOKCHUHIHH € NMONYCHUHTETHUEH NEHHUUWIMH (beTa-nakTaMeH aHTUOHOTHK), KOWTO HHXUOHpa eaHH

H/IH NOBEYE €H3UMH (UE€CTO HAPHUYaHH NEHULWIHH-CBbp3BaLWlM NpoTeHHU, PBPs) B nbTa Ha
OnocHHTE3a Ha DaKTEpUATHAA NENTHACTIIMKAH, KOUTO € CbIUECTBEH CTPYKTYPEH KOMITOHEHT Ha
HakrepuanHara kierbuHa cTeHa. MHXubUpaHeTo Ha CUHTE3a Ha NENTUACTIIMKAHA BOAU A0 oTchabBaHe
Ha KJIeTbYHATa CTeHA, KOeTO ODMKHOBEHO Ce MOC/IeABa OT KIIeTbYHO pasrpakiaHe H CMbpT.
AMOKCHLIHJIMH € YYBCTBUTENIEH KbM Pa3rpaxaaHe ot OeTa-nakraMasute, npoiyLUpaHu OT
PE3UCTEHTHHTE GaKTEpHH, NOPaaH KOETO, CNEKTHPBT MY HA AEICTBHE HE BIJIIOYBA MUKPOOPraHH3MH,
KOHTO MPOM3BEXK AT TE3H CH3IUMH.

KnaBynaHoOBaTa KMce/lMHA e DeTa-nakTaM, CTPYKTYPHO CBBP3aH ¢ NEHHUMIMHUTE. Ta UHAKTHBUpA
HAKOHW OeTa-laKTaMa3Hy €H3UMH, KaTO MO TaKbB HAYMH NPEAOTBPATABA HHAKTUBHPAHETO Ha
aMOKcHUMNKH. KnapynaHoBaTta KHcenMHa CAMOCTOATENHO HE NPOABABA KIUHHUHO MOJIe3eH
aHTubakTepuaneH edexr.

dapMakoKHHETUKE/PapMaKoAWHAMHKA OTHOLLIEHHE
BpemeTo Haa MUHMManHaTa HHXHOHWpala koHueHTpauus (T> MIC) ce cuuTa 3a OCHOBHHS

onpeaensiil GakTop 3a ¢PHKACHOCTTA HA AMOKCHLMHH.

MexaHH3IbM Ha PE3UCTEHTHOCT
Jpata OCHOBHH MEXaHK3Ma Ha PE3UCTEHTHOCT KbM AMOKCHLUWIMH/KIaBY1aHOBA KHCEMHA ca.

- HuaktuBupane ot Te3u SaktepHanHu OeTa-n1akTamasu, KOUTO HE ¢a HHXHOHpaHH oT
KJlaBy/laHOBATAa KUCENWHA, BKaovYKuTenHo knac B, C u D.
- Hamenenue Ha PBPs, koeTo Hamangsa apuHUTETa Ha aHTUOAKTEPHANTHUA NPOAYKT KbM Taprera.

Jlunca Ha nepmeabunuTeT Ha HaKTepUUTE W MEXAHHW3MH Ha eYKC MOMNATa MOraT Ja NPHUMHAT
WY aa AonpuHecar 3a HakreprHanHaTa pe3UCTEHTHOCT, 0CO0eHo npu ['pam-oTpUuaTeiHuTe 6aKTepHH.

[IparoBH CTOHHOCTH NPH U3CAECABAHE Ha YYBCTBHTEIHOCTTE

[Iparosute cTOMHOCTH HA MUHMManHaTa HHXHOWpalwa koHuenrpauus (MHK), ycraHosenu ot
EBponeiickata KOMHCHA 32 H3CAEABaAHE Ha YYBCTBHTENHOCTTA KbM aHTUMUKpOOHHU cpencTsa (The
European Committee on Antimicrobial Susceptibility Testing (EUCAST)) ca npenocraBenu Ha
yeDOcaiita Ha Esponetickara areHuus no nexapcrsara (European Medicines Agency (EMA)):
https.//www.ema.europa.eu/en/evaluation-medicinal-products-indicated-treatment-bacterial-
infections- scientific-guideline#minimum-inhibitory-concentration-(mic)-break points-section.

PaznpocTpaHeHHETO HA PE3UCTEHTHOCTTA MOXKE 13 Bapupa reorpadck ¥ BbB BPEMETO 3a ONpeacieHH
BHIOBE W € XENATEIHO Ja UMa NOKa/IHa HHPOPMaLIUS 33 PE3HCTEHTHOCTTA, OCOOEHO NpH IeHeHHe Ha
TEKKH uHpexunu. Ipy neobxonumocT Tpabea 1a ce TLPCH CLBETA Ha EKCNEPT, KOTATO JIOKATHOTQ. ...

—————

pPA3ApoOCTPAHCHAUEC HA PE3HCTCHTHOCT € TAaKOBa, HE M0J134aTa OT JCKAPCTBOTO MNPH MNMOHE HAKO &gﬁﬁﬂﬂ «’?4:

MHEKUHWH € TTOJ BbIpoC. /
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MuUKpPOOpPraHu3MH, KOHUTO OOHYAHHO €4 UYBCTBHTENHH
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AepobHu [ paM-NoA0KHTENHH MUKPOOPraHH3MH

Enterococcus faecalis

Grardnerella vaginalis

Staphylococcus aureus (METHUMITUH-UYBCTBUTENHHN)
Coagulase-negative staphylococci (METULATUH-YYBCTBUTENHH)
Streptococcus agalactiae

Streptococcus pneumoniae'

Streptococcus pyogenes v Apyru HeTa-XeMOIUTHUHH CTPENTOKOKH
Streptococcus viridans rpyna

Aepobuu [paM-0TpHLATENHH MUKDOOPraHU3MHU
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzae’

Moraxella catarrhalis
Pasteurella multocida

AHaepoOHH MHKDOOTaHH3IMH
- Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp.
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Bumae TP KOHMTO NpUAOCOUTATA PE3IUCTEHTHOCT MOXKE 13 € npoﬁnem
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| Aepoﬁuu rpaM-noﬂD}KHTEJTHH MHKPOOPraHH3MH .
Enterococcus faecium® |
-Aepobuu ["paM-0oTpHLUATESIHH MUKPOOPTaHH3MH
'Escherichia coli
Klebsiella oxytoca
Klebsiella pneumoniae
. Proteus mirabilis
Proteus vulgaris
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Muxpoopraﬂutmu C BPOIEHA PESUCTEHTHOCT

AepoGHH [ paM-OoTpHLATENHY MHKDOOPraHHIMH :

Acinetobacter sp.

Citrobacter freundii

Enterobacter sp.

Legionella pneumophila

Morganella morganii

Providencia spp.

Pseudomonas sp.

Serratia sp.
‘Stenotrophomonas maltophilia
' ApYrH MHKpOOpraHyu3My
Chlamydophila pneumoniae

Chilamydophila psittaci |
Coxiella burnetti |

szcopla.sma pneul umoniae |
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‘ EcTecTBeHa HHTEpMeHEPHA HYBCTBUTENHOCT [1PY JIMNCA HA NPHAOOUT MEXAHU3BM Ha
pe3n0TeHTHUCT |
£ BCHUKH METHUMIHH-PEIUCTEHTHH CTADUNOKOKH €A PE3HCTEHTHH KbM amoucuumuu/maﬁynauma ;
' KMCenHHA Y
1 Streptococcus pneumoniae KOWTO ca PE3MCTEHTHH KbM NEHULMIMH He TpsbBa aa ¢
¢bopma Ha aMOKCHUMJ/IMH KNABYJIaHOBA KHCETHHA (BXK. TOUKH 4.2 u 4.4). X
2 lllaMoBe ¢ HamajeHa YYBCTBUTENHOCT ¢a 0KIABaHH B HAKOW CTPaHu B Espone ﬁn
'4EeCTOTA MO-BHCOKA OT ]0% =

.
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5.2 dPapMakOKHHETHYHH CBOHCTBA

Abcopbuus

AMOKCHLMITHH Y K1aBY/IaHOBATa KMCENMHA CE AMCOLIMHPAT HAMbAHO BLB BOAEH Pa3TBROp ¢
¢dusrnonoruyHo pH. JIgete cherasku ce abcopdbupar 6np30 u nobpe caea nepopaiHo NPHAOKEHHE,
AbcopbumnsaTa Ha aMOKCHLIMNUH/KJTABY1aHOBA KHCEIMHA CE ONMTHUMH3UPA [IPH NPHEM B HAYAIOTO HA
xpaHeHeto. Cnen nepopanHo NpuaoxKeHHe BUOHANMYHOCTTA Ha AMOKCHLIM/THH M Ha KJIaBY/laHOBATa
KHCeJHHa € npubnuszutendo 70%. [TnazsmennTe npodgunm Ha ABETE CHCTABKH Ca CXOAHHU U BPEMETO 3a
NOCTHIAHE Ha NHKOBA MJ1a3MeHa KOHUEHTPAUHA (Tmax) ¥ NpH ABeTE € NPUOMUIKUTENIHO €AHH Yac.

[To-gony ca npeactaBeHU PapMaKOKHHETHHHUTE PE3yATATH OT €4HO MPOYUBAHE, NPY KOETO
aMOKCHUMIWH/KnaBynaHoBa kucearHa (500 mg/125 mg rabaeTkn TpH MbTH IHEBHO) € NPHIOKEH HA
rJaaHo MPH rpynt 3apasy A00pOBOJILM.

Cpennn (£ SD) dpapMakoKHHETHUHH NapaMETpH
[TpunoxeHo Hoza Crnax Timax * AUC o.2an) T1/2
AKTHBHO BELUECTBO (mg) (ng/ml) (h) ((ng.h/ml) (h)
(a)
AMOKCHUMUJIHH

AMX/CA 500 7,19 k,5 33,3 t,15
500/125 mg + 2,26 (1,0-2,5) + 8,87 + 0,20

KnaBysaHOBa KHCENIHHA
AMX/CA 125 2,40 1,5 15,72 0,98+ 0,12
500 mg/125 mg + 0,83 (1,0-2,0) + 3,86
AMX — aMokcrunnuH, CA — K1aBynaHOBa KHCEHHA
* MeanaHa (obxBar)

CEP)’MHHTE KOHUCHTpAaLlHH HA aMOKCHLIWIIHH H KtaBy/1laHOBaTa KUCC/IHHA, NMOCTHIHATH C
amoxcuuunmﬂmanynauoaa KHCCAHHA, Ca CXO0AHH C TC3H CJICA NCPpopadHO NMPpUIOKCHHC Ha
CKBUBANCHTHH J03H OT CAMOCTOATCIHO MPH/I02KCHH AMOKCHLIKITHH WK KJI4dBYJ1IdAHOBA KHUCCJIHHA.

PasnpeaeneHue
Oxono 25% oT oOWoTOo ChAbPKAHKE HA KJ1aBYIAHOBaTa kuceNlnHa B ruiasmarta U 18% ot obwoto

ChABLPHKAHME HA AMOKCHLIWIWH B IJ1a3MaTa ¢a CBbP3aHU ¢ NpoTeHHH. O0eMBT Ha pasnpeacncHHE €
okoJio 0,3-0,41/kg 3a amokcuunnui W okono 0,21/kg 3a KnasynaHoBaTa KHCE/THHA.

Cnel MHTPaBEeHO3HO NPUNOKEHHE, AMOKCULIMIIMH M KJIABYJIAHOBA KUCEJIMHA CE€ YCTAHOBABAT B
HTbUHHA MEXYP, KOPEMHATa TbKaH, KOXaTa, MACTHATA ThKaH, MYCKY/THHUTE ThKaHU, CHHOBHA/THATA H
NepUTOHEATHATA ThKAHH, JKIbYKATa U THOUTA. AMOKCHLMIIHH HE CE€ Pa3npeacns CbOTBETHO B
uepedpocnuHanHaTa TEYHOCT.

Or MpoOyuUBaHHUATA MPH XUBOTHHU HAMA AOKA3AaTCNCTBA 3a 3HAMUTC/IHA TbKaHHA 33JPbaKKa Ha
JACKApCTBCHO-NMPOU3BOAHH BELIECTRA 32 HHKOA OT ABETC ChCTABKH. AMOKCHLIMITHH, noA0OHO Ha

MOBEYETO MEHHUMIHHY, MOXKeE /1a C€ YCTAHOBH B KbpMmarta. Cl1eaH OT K1aBy/1aHOBa KHUCEHHA CBLIO
MOTAaT Ja C€ OTKPHAT B KbpMara (Bx. Touka 4.6).

W aBere, aMOKCHLUMNMH W KIaBY1aHOBATA KUCEIMHA, NPEMHUHABAT Npe3 nialeHTapHaTta dapuepa (Bx.
TOouKa 4.6).

buoTtpancpopmauns
AMOKCHLUHAKUH YaCTHYHO C€ EKCKPETUPa B YPUHATA KATO HEAKTHBHA NEHULMNOERA K
KONU4ecTBa, ekBUBaneHTHU Ha 10 g0 25% ot HauanHara noza. KnasynaHosata Kuce




METHE’OJ’IH?:PIPH CEKCTCH3HBHO MNPH XOopaTa H CE€ OTAC/1A B YPHHATA H H3IIPDAXKHCHHMATA, H KATO
BLIrACpPOACH JHOKCH B H3JHLIBAaHHA Bb34AYX.

EaMMHHupaHe
OCHOBHHMAT MbT Ha EIMMHHUPAHE HA AMOKCHLMIIKH e npe3 OL0pelnTe, 10KATO KlaBylaHOBaTa
KMCENMHA Ce eNMMHHHPA KaKTo Nno 6bOpeyuHH, Taka v 1o H3BbHOBOPEUHN MEXaHHUIMM.

AMOKCHUHTHH/KNABY1aHOBa KMCEIMHA UMA CPeaeH €IMMUHALMOHEH MONYKHBOT OT MPUOIH3IUTETHO
eluH yac U cpeeH obil knMpbHE NpubnuzuTenHo 23 1/h npu 3apasy auua. [Npudansurenno 60 no
70% oT aMOKCHUMAKMH K npubnun3uTtenHo 40 1o 65% ot Ki1aBynaHOBaTa KUCENHWHA CE EKCKPETHPAT
HEMNPOMEHEHH B YpHHATa npe3 NbpBuTe 6 uaca cnea NPUIOKEHUE HA EAMHUYHA 1034
AMOKCHIIMIMH/KN1apynaHoBa KucennHa 250 mg/125 mg win 500 mg/125 mg radnerkun. Criopea
Pa3NUYHU NPOYYBAHUA yPHHHATa eKcKpeuua € 50-85% 3a aMOKCHUMIMH W Mexay 27-60% 3a
KAaBYJ/1aHOBATa KMCENHHA 3a nepuo oT 24 yaca. 3a knapy.laHOBaTa KHCE/IHHA, HAK-TOIEMO
KOJIMYECTBO OT JIEKAPCTBOTO C& €KCKPETHPA NPE3 MBPBUTE 2 HaCa CAE NMPUITOKEHHUE.

EQHOBpPEMEHHOTO NpuiokeHHe Ha npobeHeuna 3abaBs €KCKPELMATA HA AMOKCHLIMIIHH, HO He 3alaBs
ObOpeuHaTa eKCKpeHuKs Ha KNaByJ1aHOBaTa KUCEIHHA (BXK. Touka 4.5).

Bb3pacT
EAMMHHALMOHHHUAT MOJYKHBOT HA aMOKCHLIMIIHH € NOJOOEeH Npy MaiKH AcLa Ha Bb3pacT OKOMo 3

MECeLla 0 2 rOJMHY H MNPH NO-roeMH Jeua W Bb3pacTHU. [Ipy MHOrO Mankute aeua (BKIIOUUTENIHO
npeXxaeBpeMeHHO poaeHy 0ebera) npe3 NbpsaTa CEAMHLUA OT XXMBOTA HHTEPBATLT HA NMPHJIAraHe HE
TpaOBa A2 HAAXBLP/A NpUNaraHe ABa MbTH AHEBHO NOPAAH HEPAIOCT Ha ObOpeuHus nbT HA
eMMHUHUpaHe. Thil KATO NPH NAUMEHTHTE B CTAPYECKA Bb3PAcT ChLIECTBYBA NO-roJIIMa BEPOATHOCT
Ja UMaT HamaneHa 610peyuHa pyHkuMA, H300pBLT Ha 1o3aTa TpaOBa Ja € ¢ MOBUILEHO BHHMAHUE U
MOXKE [ia € NOJIE3HO Aa ¢€ npocieassa 6ubpeyHara PyHKLMA.

Ilon

Cnepn nepopajiHO NPUIOKEHHE HA AMOKCHLIMAWH/KNaBy1aHOBA KHCE/THHA MPH 3paBH MbXKe H XKEeHU
MONBT HE € OKAa3a 3HAYMMO BIIMSHUE BLPXY GapMaKOKUHETHYHMTE NOKA3aTEIH HUTO Ha
AMOKCHLIMJIHH, HUTO Ha KJIABYJIAHOBATA KUCE/HHA.

buOpeuHo yspexaane

OBLHAT cepyMeH KNMPbHC HAa aMOKCHLIMTHH/KNaBY1aHOBA KMCENHHA HAMATABA TPOTIOPLIMOHATHO €
HaMaTABAHETO Ha 6bOpeuHaTa ¢pyHKUMA. [ToHHHABAHETO HA NCKAPCTBEHUA KNUPBHC € N0-U3PA3ECHO 34
AMOKCHLMJIHH, OTKOJIKOTO 3a K/IaBY/IaHOBATa KMCE/IMHA, Thit KATO NO-ro/siMa 4acT OT aMOKCULIUIUH ce
ekckpetrpa npe3 6u6peunTe. [lopaau Taszu npuurHa ao3upaHero npu 6vOpeyuHo yBpexaane Tpabea
1a npeana3Ba OT HeXENaHO HaTPYMNBAHE HA AMOKCHLUIWIHKH, KATO €JHOBPEMEHHO CE NMOAAbPXKAT
NOAXOAALIM HHBA HA KJ1aBy1aHOBATA KHCENHUHA (B, TOUKa 4.2).

UeproapobHo yBpexaaHe
Jlo3nMpaHeTo NMpH NauMEHTH ¢ HepHOApOoOHO yBpeKAaHe TpsadBa Na e ¢ MOBHUIIEHO BHUMAHKE H

'-IEPHD,EI,]JOGHHTH (lJyHKLll-‘IH Aa CC NpoCiCasiBa Ha paBHH HHTEPBANTH OT BPCME.

5.3 Ilpeaknuunwnn naHHHA 3a 6e30NMacHOCT

HeknuHHYHHUTE QaHHU HE MOKa3BaT 0CODEH pUCK 3a Xoparta Ha Ha3a Ha dapmaKoNOrH4HHUTE
U3INUTBAHYR 32 0€30NaCHOCT, F’EHOTOKCHYHOCT U PeNnpoAYKTHBHA TOKCHYHOCT.
[TpoyusaHHa 32 TOKCHYHOCT NP MHOTOKPATHO NpUNaraHe, fpoBEAEHO MPH Ky4eTa, C

aMOKCHLWINH/KIaBY1aHOBA KHCEIMHA MOKA3BaT CTOMALLHO Apa3HEHe U MOBPbLUAHE, KAKTO H I ]Ai:;\\i
o WA dp
B LIBETA Ha €3HKA. _ 00N

6. PAPMALIEBTHYHH JAHHH




6.1 COoHcbk HA IOMOLIHHTE BellkeCcTBA

- AHopo na mabaemxama
MukpoxpucrtanHa uenynosa (E460)
HaTtpuer HHLWIecTeH raukonar (tun A)
Konouaex 6e3soaen cunvumeB auokcua (E551)
Maruesues cteapat (E470b)

-  Duimoeo noxpumue

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

Tank (E553b)

ETunuenynoza (E462)

6.2 HecbBMECTHMOCTH

Henpuaoxumo

6.3 Cpoxk na rognocr

2 rOMHH

6.4 Chneunansu yc/IOBHS HA ChXPaHEHHE
JlenTa 1 6aucTep

Ha ce cvxpanssa noa 25°C.
Jla ce chxpaHsiBa B OpUrMHaIHATa ONAKOBKA, 32 Ja cE Mpeanasu oT Baara.

6.5 Buan cpappkanHe HA ONAKOBKATA

Jlenta (AVAl): 10, 12, 14, 16, 20, 21, 24, 30, 100 nnu 500 ¢punmupann Tabnerkn, B KyTud.
bnuctep (OPA/AI/PVC-AI): 10, 12, 14, 16, 20, 21, 24, 30, 100 nnu 500 punMupanu TaONETKH, B

KyTHsl.

He Bcnuky BUAOBE ONakoBky MOrar Aa ObaaT mycHaTH Ha na3apa.
6.6 CnenHaMHH NpeaANA3HH MEPKH NPH H3XBLP.JIAHE H pabora
HaMa cneunanHi U3MCKBaHUA 33 H3XBBPJISHE.

HeHn3non3paHuar JCKAPCTEBCH [MPOAYKT HIIK OTNNAAbYHUTE MATCPHAIIH OT HEIQ TpﬂﬁBEl Aa CC U3XBDBPAAT
B CBOTBCTCTBHC C MECTHHUTC UZUCKBAHHUA

7.  HNPHTEXATEJI HA PASPELHIEHHETO 3A YIIOTPEBA

KRKA, d.d., Novo mesto, $ma1je§ka cesta 6, 8501 Novo mesto, CnoseHus

8. HOMEP HA PAZPEHIEHHETO 3A YIIOTPEDBA

Per. Ne: 20150286

9. HJATA HA ITBPBO PAIPEHIABAHE/TIOTHOBABAHE HA PA3PEIE
YIIOTPEBA




JlaTa Ha nbpBOTO pazpelueHue 3a ynorpeda: 24.08.2015
Jlata Ha nocneaHo noaHossieane: 10.06.202 1

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

22 Asryct 2025
[Moapo6ua nHdopmMaLns 3a TO3M JEKapCTBEH NMPOAYKT € NnpeocTaBeHa Ha yebcaiira Ha M3nmbaHuTeNHa
Arenums no Jlekapcreara (MAJI) http://www.bda.bg.
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