KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. HUME HA JJEKAPCTBEHUS IPOAYKT

AyrmeHTHH 125 mg/31,25 mg/5 ml npax 3a nepopanina cycreH3us
Augmentin 125 mg/31,25 mg/5 ml powder for oral suspension

2. KAYECTBEH H KONIHYECTBEH CHCTAB

Cnen npuroTesHe, BCEKH ml OT MepopanHaTa CYyCneH3Hs ChAbpiKa AMOKCHLHITHH TPHXHAPAT
(amoxicillin trihydrate), eksupanenres ua 25 mg amoxcsumaun (amoxicillin) ¥ xajines knasynanar
(potassium clavulanate), ekBupanenTeH Ha 6,25 mg knapynaHosa kucelnna (clavulanic acid).

> ml oT nepopanHara cycneH3us ChAbPKAT AMOKCHUMAHH TpuxuapaT (amoxicillin trihydrate),

CKBHUBAJIEHTEH Ha 125 mg amokcunmnud (amoxicillin) u kanuer xnagynauar (potassium clavulanate),
€KBUBaseHTeH Ha 31,25 mg knaBynaHora kucennHa (clavulanic acid).

I1oMOIIHH BeLlleCTBA ¢ H3BECTHO ACHCTBHE

Becexu ml ot nepopanHara cycriensus coabpxa 2,5 mg acnaptam (E951). EceHupnsra B AyrMeHTHH
CbABLPXKA MAITOACKCTPHH (IJII0K03a) H cien# oT OeH3HIIoB ankoxon (Bx. Touka 4.4).

3a TbJAHUA CITUCHK HA MOMOILHHTE BElllecTBA BMKTE TOouka 6. 1.

MANLARUTEHA ATERUAS 110 NEKAPCTBATA
TBATA
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4.1 TepaneBTHYHH HOKA3AHHA

AYTMEHTHH € I0Ka3aH 33 JIeUSHHE Ha CieHNTe MHEKIMH TIPH BL3PACTHH U Aena (BxK. Toukn 4.2, 4.4
u35.1)

ocThp HakTepHaIeH CHHYHT (aZIeKBaTHO IHaArHOCTHUHPAH)

OCTHP OTHT HA CPEHOTO YXO

OCTPH eK3alepOalHi Ha XPOHHYEH OPOHXUT {a/1eKBATHO AMArHOCTHLIMPAH)

HHEBMOHHS, NpHaoduTa B O0LIECTBOTO

IUHCTHUT

[TUENIOHE)pHUT

HH(MEKLMH Ha KOXKATA H MEKHTE ThKAHH, 10-CNELHUATHO LENYITHT, YXaNBAHHA OT XHBOTHH,
TebK abciiec Ha 3b0HTE © pasnpocTpaHsIBalil Ce HETYJIHT

° HH(PEKLMH HA KOCTHTE ¥ CTABHTE, NMO-CNIELHATHO OCTEOMMESIHT.

Tpabra na ce 0ObpHE BHIHMaHKE HA OQHULIMAIHHTE YKa3aHHS 34 MpaBUHaTa yrnorpeba Ha
aHTHOAKTEPHATTHUTE CPEICTBA.

4.2 J103MpOBKA B HAYHH HA NPHIOKECHHE

Ho3upoBka P
Tt L
Jlo3HpoBKUTE Ca npeacTaBeHH ¢chOOPA3HO ChABPKAHMETO HA AMOKCHLIMIMH/IU1aBYJI GBaKHCEIMAEA, ¢ ¢
H3KIIOYEHHE HA CITYYanTe, KOraTo JAO3HTE Ca JaA€HH N0 OTHOLIECHHE HA OTAC/IHATA CHOTIRHKA. - Hﬁ?fg Y
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3a u3bopa Ha mo3aTa Ha AYrMEHTHH 3a JleYeHHe Ha OTAeTHaTa HH(peKUHS TpaOBa 1a ce MMaT NMpeaBUA:

. OYaKBaHHTE MATOreHH H BEPOATHATA UM YYBCTBUTENHOCT KbM AHTHOAKTEPHAIHH CPEACTBA
(Bx. TOuka 4.4)

TEKECTTA U MACTOTO Ha UHPEKLHATA
L BBL3PACTTa, TEAECHOTO TErNo U ObOpeuHaTa GyHKUUS Ha MALIMEHTA, KAKTO € MOCOYEHO No-A0J1Y.

YnorpebaTa Ha arTepHAaTHBHA GOPMH Ha AYIMEHTHH (HAND. TAKMBA, OCUTYPSBALIM [T0-BUCOKH A03H
Ha AMOKCHLIWIHH H/UNHA PazyiIMYHH CHOTHOWIEHHS HA aMOKCHLIMNHH KbM KJIaByIaHOBA KHCEJIHHA)
TpsabBa na ce UMa npeaBua, cnopea HeobxoanmocTra (BK. ToukH 4.4 u 5.1).

I1pu neua < 40 kg Ta3u popma Ha AYrMEHTHH OCHIYPABA MaKCHMMAJIHA AHEBHA 1034 oT 2 400 mg
aMOXCHUMIHH/600 mg knaBynaHOBa KMCENHHA, KOTaToO CE NPUJIAra, KakTo Ce MpernopbLusa No-a01y.
AKO ce cueTe, 4e € HeoOX01HMa NIO-BUCOKA AHEBHA 034 HA aMOKCHLIWJTHH, C€ Mpenopbuba H300p Ha

apyra ¢opma Ha AyrMEHTHH, 3a Aa ce W3berHe MpuiaraHe Ha HEHYXHO BHCOKH JIHEBHU JO3M Ha
KAaByJIaHOBa KMcEnrHa (BxK. ToukH 4.4 1 5.1),

[Ipoan/KHTENHOCTTA Ha JIeueHHETO TPAOBA 1a CE ONPEESIH OT NOBJIMABAHETO HA nauHeHTa. Hakou
HH(PEKUHH (HAMP. OCTEOMHUENNT) UIHCKBAT NO-TONAMA MPOIB/KHTENHOCT Ha JiedeHHeTo. Jleuenuero
He TpAOBA a Npoab/bKaBa nosede ot 14 qHu 6e3 nosTopeH nperiea (BX. Touka 4.4 OTHOCHO
NPOABIDKUTETHA Teparvn).

Br3pacthu 1 acua > 40 kg Tpabea na ce NeKyBaT ChC CHCTABHTE M JIEKAPCTBEHUTE (JOPMU Ha
AYIrMEHTHH, IMpEIHA3HAYCHH 32 Bb3PACTHH,

Heya < 40 kg

[To-uucka aoza: 20 mg/S mg/kg/nHesHo o 40 mg/10 mg/kg/nHeBHO, pa3ieleHH HA TPH OTAE/THH
AO3M.

[To-Bucoka no3a: 40 mg/10 mg/kg/nuerno no 60 mg/15 mg/kg/nHeBHO, pasaeNeHH Ha TPH OTAE/HH
AO3H.




20 mg/5 mg/ | 40 mg/10 mg/ | 60 mg/15 mg/ 20 mg/5 mg/ | 40 mg/10 mg/ |60 mg/15 mg/
kg/nHeBHO. kg/nHeBHO. kg/nHeBHO. kg/auesno. | kg/anesHo. kg/nHeBHoO.
03a 03a 03a 03a 03a 03a
I:;ejﬂo (MH.I'I%J‘IHT])H), (MH.IIHHJ]HTPH), (MHJ‘[ﬂHHTpH), I::;;HO (Mﬂilm UTPH (MHHHHHHTPH), (M mﬁm HTPH)
(ke) KOATO TPAOBa | KosTO TpADBa | KoATO TpaGBa (k) ), KOITO | KOATO TPROBA , KOATO
aa ce aa ce Ja ce Tpa0OBa Aa aa ce TpadBa Aa
NPHJIAra HA | OPHJIAra Ha | NPRJIAra Ha ce MpRJara | NpHJIAra HA | ce NpHJIara
8 qaca. 8 gaca. 8 yaca. HA 8 uaca. 8 uaca. nHa 8 uaca.
2,0 0,6 1,2 HI1 21,0 5,6 11,2 16,8
3,0 0.8 1,6 HI1 22,0 6,0 11,8 17,6
4,0 1,2 2,2 HI1 23.0 6,2 12,4 18,4
5,0 1,4 2,8 HI1 24,0 6,4 12,8 19,2
6,0 1,6 3,2 HI1 25,0 6,8 13.4 20
7,0 2,0 3,8 HI1 26,0 7,0 14,0 20,8
8,0 2,2 4,4 HIT 27,0 7,2 14.4 21,6
9,0 2,4 4,8 HI1 28,0 7,6 15,0 22.4
10,0 2,8 5,4 HI1 29,0 7.8 15.6 23,2
11,0 3,0 6,0 HIT 30,0 8.0 16,0 24
12,0 3,2 6,4 9,6 31,0 8,4 16,6 24,8
13,0 3,6 7,0 10,4 32,0 8.6 17,2 25,6
14,0 3.8 7,6 11,2 33,0 8,8 17,6 26,4
15,0 4,0 3,0 12 34,0 9,2 18,2 27,2
16,0 4,4 8,6 12,8 35,0 9.4 18,8 28
17,0 4.6 9,2 13,6 36,0 0.6 19,2 28.8
18,0 4,8 9,6 14,4 37,0 10,0 19,8 29.6
19,0 5,2 10,2 15,2 38,0 10,2 20,4 30,4
20,0 5,4 10,8 16 39,0 10,4 20,8 31,2

HII — ne ce npenonpwuBa. He ca HAAMYHH KNMHUYHH JaHHM [PH AeUa [0 2-TOIWIIHA Bb3PACT
OTHOCHO A03H, NO-BHCOKM OT 40 mg/10 mg/kg/nHEeBHO ChC ChCTABHTE HA AYTMEHTHH, ChAbPIKALIH
AKTMBHHTE BELUECTBA B ChOTHOHISHHE 4:1.

Tpabea na ce o6MUCIH MPHIOKEHHE HA AITEPHATUBHHUTE NEPOPaTHH GOPMH Ha AYTrMEHTHH 32

H3IMTBJIHCHHC HA [NIPAKTHUYCCKHTE OpCriopbKH 3a JO3HTE.

fleuaTa Moxe Na ce eKyBaT ¢ AyrMeHTHH TaB/leTKH, CyClIEH3HH HIIH NTEeHATPHYHH cameTa. Jeua Ha
Bb3pACT 6 FOJIMHH H NMO-MAJIKO, 32 NPEANOYNTAHE TpAORa Aa ce JieKyBaT ¢ AYITMEHTHH CYCTIEH3UA HIH
NEAHATPHYHH CallleTa.

Jo3aTa (MWIMIWTDPH), KOATO a ce [IPUAIAra Ha NALMEHTHTE TPH ITBTH AHEBHO, MOXeE ChilO Ja Cce

M3YHCIIH ¢ MOMOILTA Ha cheaHarta dopmyna:

*
3a M3UUCIIEHHETO e HEODXOAMMO 13 Ce B3eMe NPEJIBUJT CAMO AMOKCHUMIIHHOBUAT KO

Hosza (mununumpu),
NpUIACAna mpu = =
RbMU OHEBHO

[lpenopvuumenna 0o3a amoxcuyunun (mg/kg/onesno) x meaao (kg

Pexoucmumyupan amoxcuyunun’ 6 cycnensusi (mg/mil) x 3 (On
oo3t)




Hanpumep nete ¢ Terno 6 kg, nekysaHo ¢ npuaokenue Ha 20 mg/5 mg/kg/nHeBHO:

Hoza

(Muauaumpu),
RPURAZAHT MPU
HBbMY OHEGHO

Hoza
(Muaunumpu),
RpUIAzana mpu
HbMU OHEGHO

Hoza

(Murumpuy),
npuiazana mpu
RBMU OHEBHO

20 (mg/kg/onesno) x 6 (kg)
25 (mg/ml) x 3 (Oneanu dozu)

120 (mg)
73 {mg/ml)

= J6ml

Ilayuenmu 6 cmapuecxa ev3pacm

He ce Hanara kopurupase Ha no3ata. IlaumedTure B cTapuecka BBE3pacT TPAOBA 1a Ce JIEKYBAT ChC
CbCTABHUTE M JICKAPCTBEHHTE (POPMH HA AYTMEHTHH, NPEHA3HAYSHH 34 Bb3PaCcTHH.

bvbpeuno yepexcoane

KopurupaHero Ha fo3aTta ce OCHOBaBa Ha MAKCHMANHOTO MPENopbYaHO HHBO HAa AaMOKCHLIHJIHH.
He ce nHanara KopuruapaHe Ha 203aTa NpH MaLHeHTH ¢ KpeaTHHUHOB KtupbHC (CrCl) Hax 30 ml/min.

Teua < 40 kg

CrCl: 10-30 ml/min

15 mg/3,75 mg/kg nBa nbTH nHeBHO (MakcumyM 300 mg/125 mg nBa nbTH
THEBHO ).

CrCl < 10 ml /min

15 mg/3,75 mg/kg kaTto ¢AHOKpaTHa JHEBHA 1033 {MAKCUMYM
500 mg/125 mg).

[TlaumenTy Ha

15 mg/3,75 mg/kg Ha neH BeaHBXK AHEBHO.

XEMOIHATH3A Hpenu xeMoananuzara 15 mg/3,75 mg/kg. 3a ga ce BL3CTAHOBAT
LMPKYNaTOpPHHUTE HUBA Ha eKkapeTBoTo, 15 mg/3,75 mg/kg tpsabsa na ce
[MPHIOKAT ClIe] XEMOAHANHN3ATa.
Yeprnoopobuo yepesicoare

TpsaOea na ce 1031pa BHUMATENHO H PEAOBHO /1A CE MIPOCIEAABA YEPHOAPOOHATA PYHKLMA (BXK. TOUKH

43 n44),

Hauyun Ha npHioxkenune

AYIMEHTHH € 3a MepOoPaHO NPHIO0KEHHE.

A}TMGHTPIH TpHGBa Aa CC NpUEMa o BpEeMeE Ha XPaHCHE, 32 CBEXKIaHE 10 MUHHMYM
CTOMAUWHO-YPCBHa HETTIOHOCHMOCT.

JleyeHHeTo MOXKe fa 3anoyHe napeHrepanHo B ¢boTBeTCTBHE ¢ KXII Ha uHTpase #t’l er fw ) cbﬁpmﬂ
H Aa ce MPOABJIKH ¢ nepopanHa gopma. BRSO b -
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byrunkara Tpabea na ce pazknaTti, J0OKaTO NPaxbT BTPE 3aMOYHE Ja C€ ABHKU CBOOO/HO.
Tpabea na ce npubaeu Boaa crnopesa ykazanusTa, aa ce o6bpHe GyTU/KATa K a ce pa3KilaTH.
bytunkata Tpabea na ce pasknati nodpe npeaH NpueMaHe Ha BCdka 1034 (BX. Touka 6.6).

3a yxasaHHs OTHOCHO NPUTOTBSHETO HA JIEKAPCTBEHHA MPOAYKT Mpean NPHIOKESHHE BUXKTE TOUKa 6.6.
4.3 IIpoTHBONOKA3AHHA

CBpBXYYBCTBHUTEJIHOCT KbM aKTHBHHTE BELUECTBA, KbM KOMTO U /1a € OT NEHHLIKTMHHTE WU KbM
HAKOE OT MOMOILNHHTE BellecTBa, M30pOeHU B ToYKa 6. 1.

AHaMHe3a 32 Te)kKa HezabaBHA peaklMa Ha CBPbXYYBCTBHTEHOCT (Hamp. aHapMNaKcHa) KbM ApPYT
OeTa-nakraMeH NponykT (Haop. uedanocnopHH, kapbaneHeM HIH MOHOOaKTam).

AHaMHe3a 3a KbJITCHALA/YepHOIPOOHO YBpeXaaHe, Jh/DKALH ¢ Ha aMOKCHIIWIWH/KJ1aBY/IaHOBA
KHCETHHA (BXK. Touka 4.8).

4.4 CoenHajHH OpefynpexIeHAs H NPeANa3HH MePKH MpH yIoTpeba

IIpean 3anouBaHe Ha JeueHHE C AMOKCHIIMITHH/KNABY/IaHOBA KHCENHHA, NALIHEHTHT TpsAOBa 11a ce
pa3nuiTa BHUMATEIHO MO OTHOWEHHE Ha NPCAMLLIHH PEAKLIHH HA CBPbXHYYBCTBUTEITHOCT KbM
MEHHULHNMHH, LEQANOCTIOPHHH HAH ApYrH OeTa-1akTaMHHA NpoaykTH (Bx. Toukn 4.3 1 4.8).

Cepnoann v noHgKkora ¢aTaiu peaKuyuH Ha CEPbXUYBCTBHTENHOCT (BIJHOYHTETHO aHAQHUNAKTOHAHH
H TE€KKH KOXKHH HEXKEJIaHHU peaKLdH) ca ChOOLIaBaHUW MPH MAllHEHTH, JICKYBAHHN C NEHUIIHIIHH.
BB3MOXHO € ChIO peaKLMUTE HA CBPBXUYYBCTBHTEAHOCT Ja NPOrpecupar Ao CHHapoM Ha Kounis —
CCPHO3HA AJIEPruYyHa PEaKkLMs, KOATO MOXKe Aa aoBeae A0 HHMApKT Ha MHOKapAaa (BxkK. Touka 4.8).
[lo-BEpOATHO € TE3M peakUUH 14 ce MOABAT MPH JIKLIA ¢ AHAMHE3a 32 CBPBXYYBCTBHTEITHOCT KbM
NEHULIMJINH HITH MPH aTOMUYHY NHUa. UMa choDIEHHA 3a €HTEPOKONMTEH CHHAPOM, NPEeAH3BHKAH OT
npHeM Ha aexapcTroTo (drug induced enterocolitis syndrome — DIES), rnagHo npH aela, NpH KOMTO
ce Npuiiara aMoOKCHUMNKMH/KIaBylaHoBa kucendHa (k. Touka 4.8). DIES e anepru4sa peaxkums ¢
BOJICLL] CHMITTOM TPOABIKHUTENHO NIOBpbLUaHe (1 — 4 yaca ¢nel NpuioskeHHe Ha JIEKapeTrOTO) H€e3
AICPraYHA KOXKHH HIIH PECTIMPATOPHH CHMITOMH. JIOMbAHMTCIHY CHMIITOMH MOTraT fa Objat Ooska B
KOpeMa, THapHs, XHIOTOHMS HIH IEBKOLMTO3a C HEYTPOPUIHA. MMa TeXKH Ciiydad, BKIIOMHTENHO ¢
nporpecus A0 uiok. [1py nogea Ha anepruyHa peakHHd JIUEHHETO ¢ aMOKCHLHIMH/KNaBYJ/IaHOBA
KHCEJIHHA TPAOBA 14 CE NPEYCTAHORH H [Ia C€ HA3HAYM HOAXOAIIA ANTEPHATHREHA TEPanHs.

B caydait ye ce gokake, ye HHPEKIHATA ¢& AB/DKH HA AMOKCHLIHAHMH-IyYBCTBHTEHH
MHKPOOpPraHH3MM, Tp4AOBa fa ce 00CHH NpeMHHABAHE OT AMOKCHULIWINH/KIABYJIAaHOBa KHCEJIMHA Ha
AMOKCHLIWIMH B CHOTBETCTBHE ¢ ODHIHATIHUTE YKa3aHHU.

Ynorpebara Ha TazH opma Ha AYIMEHTHH HE € MOAXOA4IlA, KOraTo € HaAJIMIE BHCOK PUCK
NpeAnoIaracMHUTe NDaTONeHH Na ¢a ¢ HaMaJieHa YYBCTBUTETHOCT WM C PE3UCTEHTHOCT KbM
OeTa-NaKTAMHH MPOAYKTH, KOATO HE € MEJMHUPAHAa OT GeTa-1aKkTaMasy, YyBCTBHTEIHH Ha MHXHOKpaHe
OT KJIABYJ/IAHOBA KHCE/IHHA. Tasn dopma He TpabBa fa ce U3Non3sa 3a MeUeHUE Ha
MEHULIIIMH-PEIUCTEHTHH S. preumoniae.

[py naumenTH ¢ yBpeaeHa 6b0pedna GpyHKLMS WIH NPH TaKHBA, TPHEMAIUM BUCOKHM J103H, MOKE /13 Ce
NOABAT I'bPUOBE (BK. TOuKa 4.8).
HH(EKIMO3Ha MOHOHYKJ1€03a, T KATO NPH TOBa 3a00asBaHe Ciiel NPHIOKEHHE Ha

Habmo/1aBaHa NosiBaTa Ha MOPOHAH(OPMEH 0OpHB.

EnnoBpeMenHa ynorpeba Ha aTonmypuHON Mo BpeME Ha JIEYeHHE ¢ AMOKCHLMIIMH MO
BEPOATHOCTTA 32 AIEPrUYHH PSAKLMH OT CTPAHA HA KOMKATA.




[IpoabmkHTenHaTa ynotpeGa NOHAKOra MOXKE J1a JOBEE 10 CBPbXPACTEX HA HEUYBCTBHTETHH
MUKPOOPraHU3IMH.

[lodBaTa Ha CHJIHO 3a4epBeH FEHEPATHIHPAH EPHUTEM, CHIIPOBOJIEH OT MTYCTYJ1a, B HAYANOTO Ha
JICMEHHETO, MOXKE 11a € CUMITTOM Ha 0CTpa reHepalu3vpaHa ekzanTeMHa mycrynosa (AGEP) (Bx.
TouKa 4.8). Tasu peakuust Hanara ciHpaHe Ha JIEYEHHETO ¢ AYrMEHTHH H e MPOTHBOMOKAa3aHUe 3a
NOCJICABAMLI NMPUEM HA AMOKCHIIHIHH,

AMOKCHIMIHH/KITABYIaHOBA KMCennHa TpaOBa 1a ce npHnara BHUMATENHO NMPH NAaLKEHTH C NaHHH 32
4epHOApOOHO yBpexaaHe (BkK. ToukH 4.2, 4.3 u 4.8).

CuOMTHA OT CTpaHa Ha uepHus Apob ca ChOOIABAHH NPEIHMHO NPH MBXKE H NPH MALKEHTH B
CTapyecKa BbL3pacT, H MOXKE J1a ¢a CBbP3aHu C NMPOAbIKHTENIHO NeueHue. Te3n cbOHTHA ca
cbO0lAaBaHH MHOTO PAAKO npH Aeua. [py BCHYKM Nonynanuu, NpH3HALIMTE H CHMITTOMETE
OOMKHOBEHO e HabJIoNaBaT M0 BpeMe Ha WK MAJIKO CJIe JIeYeHHe, HO B HAKOH CTydaH MOXe fia He
CC H3ABAT A0 HAKOIKO CEAMHLH CIIE] MPEYCTAHOBABAHE HA NeueHUeTo. TesH chOHUTHA 0OHKHOBEHO ca
obparumu. YepHonpobHuTe CLOUTUA MOJKE Aa ca TEKKH H B W3KIIFOUMTENHO PEAKH CITy4au ca
ACKNA/IBAHH CMBPTHH ¢iry4yad. Te3n cbOUTHS MOYTH BUHArM ¢a HAONIOIaBaHH MPH MALIMEHTH ChC
CEPHO3HO MOAJIEXKALIO 3a00MABaHE WIH MPHEMALIH € JTHOBPEMEHHO JIEKAPCTBA, 32 KOHTO € U3BECTHO,
Y€ MMAaT MOTEHLIHAI 3a YepHOAPOOHH edeKTH (BXK. Touka 4.8).

KoJuT, CBBpP3aH ¢ NPUIOKEHHETO HA AHTHOMOTULM, € CLoDIIABaH MpPH NMOYTH BCHYKH
aHTHOAKTEPHANTHI NPOAYKTH, BRIFOYHTETHO IIPH AMOKCHLIMIHH H MOYKE 1a BapHpa T10 TEXKECT OT JieK
A0 XHBOTO3aCTpalnaBail (K. Touka 4.8). [1o Ta3u npuunHa, NpH NauMeHTH ¢ AMApHA MO BpEME Ha
WY CIIeA JIEYEHHE C aHTUOUOTHLH, € BAXKHO /1a C€ UMa NMpeIBUT Ta3H JIHAarHO3a. AKO C€ NOABU KOJIHT,
CBBP3aH C NPWICKEHHETO HA AHTHOHOTHIM, ASUEHHETO C AMOKCHIIM/TWH/KJIABYIaHOBA KMCETHHA
He3a0aBHO TpAOBa Na ce NPeyCTaHOBH, A C€ HAMPaBH KOHCYJITAUMA ¢ JIEKap U J1a Ce 3alouHe
MOAXOSAMO e4eHHe. B TO3M cily4a¥i ca MpPOTHBOMNOKAa3aHW AHTHICPHCTANTHYHH IEKApCTBEHU
NPOAYKTH.

[1o BpeMe Ha MPOABLMKUTENHO JICUEHNE € MPENIOPBYNTE/THO MEPHOANYHO 1A CE OLEHABAT OPTAHHHTE U
CHCTEMHH (DYHKLIMH, BIIIIOYUTENIHO OBOpeuHaTa, YepHoApoGHaTa M XeMONOeTHHHATA PYHKLIMS,

ChoOLaBany ca pejKu CyyaH Ha YAb/DKABAHE HA POTPOMOHHOBOTO BPEME MPH MALIHEHTH,
NEKYBaHH ¢ AMOKCHIIMIHH/KNTaBY1aHOBA KHceanHa. [IpH e THOBpeMEHHO NPHUIOKEHHE ¢
AHTHKOATyIaHTH C€ HaJlara NoAXOoAsIIo npocieassane. Moxe Ja € He0OX0AHMO KOPUTHpaHe Ha

A03aTa Ha IEPOPATHHTE aHTHKOAIYJIZHTH 3a HOJbPKAHE Ha KeaHOTO HUBO HA aHTHKoaryaauus (Bx.
TOYKH 4.5 1 4.8).

[1pu naunenTu ¢ 6x6peuno yBpexcnate no03ara TpsOBa 12 ce KOPUrUpa B 3aBUCHMOCT OT CTENEHTA Ha
YBPCAKAAHETO (BXK. TouKa 4.2).

IIp1 NauMeHTH ¢ HAMAIEHO OTAENSHE HA YPHUHA MHOTO PAAKO € HabmoiaBaHa KpHCTATYpHs
(BKITIOUHTENHO ocTpo Ob6peyHo yBpexaaHe), rIIaBHO NPH NapeHTepasto Aeuenue. [lo BpeMe Ha
NpUIaraHeTo Ha BUCOKH 103K aMOKCHLIMIIMH C€ TIPENopbYBa NOJAbPAKAHE HA AOCTATBHYEH NPUEM Ha
TECHHOCTH H OT/C/AHE Ha YpHHA, C LIEN []a C€ HAMAJIW PHCKBT OT AMOKCHUMAMHOBA KpHCTalypHs. [1pH
MALKMCHTH C KATETHP B MHKOYHUA MEXYD TPAOBA J1a ce MPOBEXK/a PEAOBEH BU3YAllEH KOHTPOA Ha
MPOXOAUMOCTTA (BXkK. TOUKH 4.8 1 4.9).

[To BpemMe Ha eueHHE ¢ AMOKCHUHIIMH TPAOBa /1a ce H3MOA3BAT CH3UMHH TIOKO300KCHAA3H
MPH H3CIIEABAHE 3a HAJIMYME HA IT1I0K03a B YPHUHATA, Thbit KATO ¢ HEEH3HMHH METOAH MO
Mony4ar (paglHBO MOJOKHTEIHH PE3YJITATH.
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Hanuuuero Ha kiaBynaHoBa KucelHHa B AYTMEHTHH MOXeE J1a NPHYHHH HecnelndH
Ha IgG H anbyMuHa ¢ MeMOpaHHTE Ha YePBEHHTE KPBLBHH KJIETKH, BOAELIO A0 (an
MOJIOKUTENIEH TecT Ha KyMmoc.
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HMma cb0011eHHS 32 NONOKUTENHH pe3yNTaTH OT TeCTa, Npu H3nonseate Ha Platelia Aspergillus EIA
TecT Ha Bio-Rad Laboratories npy nanyenT, npuemaiiin aMOKCHUMAHH/KJIABYJIAHOBA KHCE/IMHA, 32
KOHTO ¢JIEQ TOBA € YCTAHOBEHO, e HAMAT MHbeKuna ¢ Aspergillus. Crobiasanu ca KpbCTOCAHH
peakuuH ¢ He-Aspergillus nonuzaxapuau v nonugypanosu ¢ Platelia Aspergillus EIA tect Ha Bio-
Rad Laboratories. CieqoBaTenHo NojlOXHTENIHHA Pe3ySATATH OT TECTA NPU NALMEHTH, IPHUEMALIH
aAMOKCHIWIHH/KITaBylaHOBa KMCE/IMHa, TPA0Ba Aa ObaaT THIKYBaHH BHHMATEIHO H J1a Ce NOTBBPAAT
4pe3 APYTrY JHArHOCTUYHH METOAM.

Ayrmentns 125 mg/31,25 mg/5 ml npax 3a nepopanna cycneHzus ceabpka 2,5 mg acnapram (E9351)
Ha ml, koitTo € n3rounnk Ha PpeHrnananms. To3u JekapcTBeH NpoayKT TpabBa a ce npunara ¢
BHHUMAHHE MPH MALMEHTH ¢ (peHHIIKeTOHYpHSA. JIMTICBAT KAKTO KITMHHYHH Taka ¥ HEKTMHUYHHU JaHHU
3a ynotpedara Ha acnapTaM npH KbpMaHeTa noa | 2-ceaMH4Ha Bb3pacT. '

EceHLnATa B AYTMEHTHH CLABPKA CACAH OT OeH3UNO0B aAK0X0N. BeH3IMIOBUAT anKOXON MOXKeE fia
NPHYHHH AJIEPTHYHH PEAKLIMH.

To31 NeKapCTBEH MPOAYKT ChAbPXKA MaNTOASKCTPHH (rIroKo3a). [lauueHTH ¢ paakara
MIOKO30-rajlakTo3Ha ManadbcopOums He TpaOea /1a npUeMaT TOBA JIEKapCTBO.

4.5 BsaumojelcTBHe ¢ APYrH JIeKapCTBEHA NPOAYKTH K Apyrn GOpmMA HA B3aHMojelicTBHE

IepopanHu aHTHKOATYJIaHTH

[{epopanHnuTe aHTHKOAryJIaHTH ¥ TICHALWIMHOBHTE AHTHOHOTHLIM ¢a H3MOJ3BaHH LWIHPOKO B
npakTHKata 0€3 chobLieHHus 3a p3auMoneiictere. Bonpekn ToBa, B TMTEpaTypaTa MMa OMMCAHH
CJIy4aH Ha MOBHUIEHO MEKAYHAPOAHO HOpMaIM3upaHo cbkoTHOLeHne (INR} rnpu maltdeHTH Ha
NoAABPIKAILO JICYSHHE ¢ alleHOKYMAapoJi WK BapghapHH U Ha3HAYCHO JIC€U€HHE C aMOKCHLMIIHH. [1pH
HEOOXO0AWMOCT OT EAHOBPEMEHHO NIPHIIOKEHHE, TPAOBA BHUMATENHO Jd C€ NPOCAERABAT
NPOTPOMOMHOBOTO BpEME WIIH MEXKAYHAPOAHOTO HOPMANH3HPAHO CHOTHOIIIEHHE NPH 100aBIHE WIH
CMHPaHe Ha aMOKCHLIWIMH. OCBeH TOBa, MOXKE J1a € HeOOXOAMMO KOPHIUpaHe Ha J103aTa Ha
NEPOPANTHHTE AHTHKOArynaHTH {BXK. TOYKU 4.4 v 4.8).

MeroTpekcar

ITenurnyHHATE MOXKE Aa HAMAJIAT EKCKpPCLHATA HA METOTPEKCAT, KOETO Xa NOBCAEC 10 BB3MOXKHO
MOBHUIAB@HEC HA TOKCHYHOCTTA.

[TpobeHenna

EnnoBpementia ynotpeba Ha npobeneuna He ce npenopbusa. [TpoGeneunn Hamarssa GuOpeunaTa
TyOyJ/IHa CeKpeuus Ha amokcHuunvd. EgHorpeMenna ynotpefa a npoOeHenm MOXKe 1a NOBEOE A0
YAB/DKAaBAHC Ha HAJIHYHETO M NMOBHLIABAHE HA HABATA HA AMOKCHLIMJTHH B KPBBTA, HO HE H Ha
KJIABYHaHOBATA KHCENITHA,

MukogeHonar Moderun

[Ipu naumeHTH, nprueMaiun Muxoderonat ModeTHN, ce cHLOOIIIABA 3a HAMATABAHE HA NPEIA030BaTA
KOHLCHTpaLKMsA Ha akTHBHHA MeTa0donHT MUKOdeHON0Ba kuceniHa (MPK) ¢ mpubnuzurenyo 50%,
CIieJl 3aM0YBAHE HA JIEUCHHE ¢ NMEpOpajieH aMOKCHLIMITHH TUTIOC KJIaBYJIAHOBA KUCETHHA.
Npeaa030BOTO HUBO MOXE 1A HE NPEACTaBd TOYHO MPOMEHHTE B 001LATA €KCMO3HLIHA
[Topanu Tosa, OOMKHOBEHO He € HeoGXoaMMa IpOMAHA B 103aTa HA MHKO(QEHONAT M
JINNICA Ha KJIMHHYHH JaHHH 33 HapylueHa QyHKUMA Ha npucaakara. Benpeku ToBa,
M3BbPIIBA BHUMATEJIHO KITMHHYHO NPOCNEAABAHE NO BPEME HA JISYSHHETO ¢ KOMOU
Cliel1 3aBbpILBAHE HA AHTHOHOTHUYHATA TePanus.




4.6 ®epruauTeT, OPEMEHHOCT H KbPMEHE

bpemeHHOCT

[IpoyuBaHHs NpH )KUBOTHU HE MOKA3BAT MPEKH MK HEMNPEKH BPEAHH Bb3IEHCTBHSA BBPXY
OpeMeHHOCTTa, EMOPHOHANTHOTO/PETANHOTO Pa3BUTHE, PAXKIAHETO HIIH MOCTHATATHOTO Pa3BUTHE
(Bk. To4Ka 5.3). OrpaHuyeHu JaHHH 3a ynoTpedara Ha aMOKCHLIMJIMH /KIaBYJIaHOBA KUCEIHHA TI0
BpeMe Ha OpPEMEHHOCT NMpH XOpa He MOKa3BaT MOBUIIEH PUCK OT BpoaeHH Masipopmanmu. [1pu
NMpOy4BaHe MPH KEHH C NPEeATEPMHHAIIHA NPEXKAeBpEMEHHA pynTypa Ha deTanHata memOpaHa ce
Cb0O01aBa, Ye NPOPUIAKTHHHOTO JICYEHHE C AMOKCHLIM/IMH/KJIaBY/1aHOBa KHCE/IMHA MOJKe J1a Obae
CBBP3aHO C MOBHUIIEH PUCK OT HEKPOTHU3HpALLl EHTEPOKOJIMT NMpH HOBOpoAEHH. [IpunokenneTo Ha
AMOKCHLIMJIHH /K/1aByJlaHOBA KHCEJTMHA M0 Bpeme Ha OpeMeHHOCTTa TpsAbBa a ce u30sArea, OCBEH ako
JIEKapAT HE MpeLeHH, Y€ € HeOOXOIHUMO.

Kbpmene

JIBeTe aKTHBHH BELIECTBA Ce EKCKPETHPAT B KbpMarTa (He ca yCTaAHOBEHH e)eKTHUTE Ha KJ1aByJIaHOBaTa
KHCEJIHHA BbPXY KbpMaueTo). B ciieacTBue Ha TOBA, ca Bb3MOXKHH JAMapus U rbOMUHAa HH(PEKLHS Ha
JIATaBHLIMTE MPH KbPMAYETO, KOETO MOKE /1a HAJIOXKH MPEYCTAHOBABAHE HA KbPMEHETO.
Bb3M0OXKHOCTTa 3a NOBHILIABaHE HA YyBCTBUTEIHOCTTA TPAOBA /1a CE B3E€ME 10/l BHUMaHHE.
AMOKCHLIMJIMH/K/1aBY/laHOBa KHCEJIMHA TPsOBa /1a Ce W3M0JI3Ba 110 BPEME Ha KbPMEHE CaMo CJie/l
MPELEeHKa OT JIEKYBalllKs JIEKap Ha CbOTHOLIEHHETO M0/13a/PUCK.

4.7 EdexTn BbpXy cnocodonocrTa 32 modupane u padbora ¢ MAIHHY

He ca npoBexxnaHu npoyuBaHus 3a e)eKTHUTE BbPXY CrOCOOHOCTTA 3a modupaHe v paboTa ¢ MalllHHH.
Bbrpeku ToBa MOKe 11a Ce MOABAT HEXKeNaHH peakLMu (Hanp. ajleprudyHu peakiLiMH, 3aMaiBaHe,
MbPYOBE), KOWTO MOraT Ja MoBJMAAT CNOCOOHOCTTA 3a modupaHe U paboTa ¢ MalIHHH (BXK.

Touka 4.8).

4.8. Hexenanu leKapCTBEHH peaKIHH
Haii-uecTo choblaBaHuTe HeKeNaHH JIEKAPCTBEHH PEaKLMK ¢a JHapHs, rajJieHe v MoBpbiIaHe.

HexxenaHute JIeKapCTBEHH peakLWM, MOJYyYEHH OT KIMHHYHHU NMPOYYBAHHS M OT MOCTMAPKETHHIOBOTO
HaOlo1eHHe ¢ AYrMEHTHH, ca M30POEHH 10-101y M ca KaTeropusupanu cbriaacHo MedDRA, no
CHUCTEMO-OpraHeH KJjiac.

H3non3saHa e cieiHaTa TEPMUHOJIONHS 3a KJIaCH(DHUIIMPAHE HA YECTOTATA HA HEXKeTaHUTE
JIEKAapCTBEHHU PEAKLIUM.

MHoro yectu (=1/10)

Yectu (21/100 no <1/10)

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

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

Muoro peaku (<1/10 000)

C HeusBeCTHa 4eCTOTa (OT HATMYHUTE JAHHHM He MOKe J1a Objle HanpaBeHa OLEHKA)

Mngexgnn U Hugecm_gun

Kanauaosa Ha koykaTa v JIMraBHLMTE YectH
CBpbXpacTex Ha HEYYBCTBUTE/HH C Heu3BeCTHa yecToTa
MHKPOOPraHU3MH

HapyiuieHus Ha KpbBTa W TMMbHaTa cucTema

OO6paTrma JIeBKONEHHS (BKJIFOYHTENHO Penkwu

HEYTPOMNEHH ) | _
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OOparuma arpaHyaoumnTosa

C Heu3BeCTHa YyecToTa

XEMOJIMTHYHA aHEM U

C Heu3BeCTHa YecTOoTa

Y 1bkaBaHe Ha BPEMETO Ha KbPBEHE W Ha
NPOTPOMOMHOBOTO Bpeme

C Heu3BeCTHa YecToTa

Hapyuienus Ha uMyHHaTa cuctema®

AHIMOHEBPOTHYEH OTOK

C Heu3BeCTHa YecToTa

AHadunakcus

C HeM3BeCTHA 4YecToTa

CuHapoM, noaobeH Ha cepymHa Gosect

C Heu3BeCTHA 4ecToTa

XHUINEpPCEH3UTUBEH BACKYJIUT

C HeuszBEeCTHA YecToTa

HapyiueHus Ha HepBHaTa cucTeMa

3aMasHOCT HeuecTu
[ maBobosnue HeuecTH
OOpartuMa XunepakTHBHOCT C Heu3BecTHaA YyecToTa
["bpuoBe’ C HeM3BECTHa 4eCTOoTa

AcCenTUYeH MEHUHIUT

C Heu3BeCcTHa 4yecToTa

CLpﬂeqHH HaApYLIEHHS

Cunapom Ha Kounis

C Heu3BeCTHa 4YecToTa

CTOMALUHO-YPEBHH HAPYLIEHHS

Huapus YecTu
"anene’ YecTH
[ToBpbliiane Yectu
HapyiwuieHo xpaHocmuaaHe Heuectu

KonuT, cBbp3aH ¢ NpUI0KEHUETO Ha
aHTUOHOTHLIM®

C Heu3BecTHa 4yecToTa

EHTepoKOIUTEH CHHAPOM, MPeIU3BUKAH OT
MPHEM Ha JIEKAPCTBOTO

C HeMu3BeCTHAa 4YecToTa

OcTbp naHkpeaTur

C HeuzBeCTHA YecToTa

Hepe ,,kocMat” e3uk (black hairy tongue)

C Heu3BecTHA 4YecToTa

[TpomsiHa B uBeTa Ha 3B6UTE’

C Heu3BecTHA YyecToTa

XenaroOuIMapHH HapylUEHUS

[ToBuwaBane Ha AST w/unu ALT?

HeuecTH

XenaTtur

C Heu3BeCTHAa YecToTa

XoJlecTaTU4YHA XKBJITEHULIA)

C HeMu3BeCTHa 4ecToTa

Hag_ymeﬂnﬂ Ha KO»KaTa M NMOJAKO»KHAaTa ThKaH

Koxxen oOpuB Heuectu
Cobpbex Heuecty
Yprukapus HeuecTtu
Epurema myntudopme Penku

Cunapom Ha CTuBbHC-/DKOHCHH

C Heu3BeCTHa YecToTa

TokcuyHa enuaepmaiHa HEKpoJIU3a

C Heu3BeCTHa YyecToTa

bynoseH ekcdonuaTuBeH nepmMaTut

C HeM3BeCcTHa 4ecToTa

OcTpa reHepanu3upaHa eK3aHTEMHA
nyctynosa (AGEP)'

C Heu3BeCcTHa 4YecToTa

MeHKkaMeHTO3HA peakuus ¢ €03HHODHIIUS
cuctemMHu cumnromu (DRESS)

C Heu3BeCcTHA 4YecToTa

Jluneapna IgA Gonecr

C Heu3BeCTHA 4YecToTa

Hapyuietns Ha 650peunTe ¥ NMKOYHHTE MbTHILA
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HuaTepctiumanen Hedpur (C HEM3BECTHA YecToTa

Kpucranypus (BRIHOYHTENHO OCTPO C Heu3BeCTHA 4eCTOTa
OBOpeuHo yepexxaane)’

' Bxk. Touka 4.4

* [ToABaTa Ha rajicHe € NIO-YECTO MPH NEPOPAIEH NPHEM HA BHCOKH 103H. AKO CE NMOSBAT
PEaKtHH OT CTPAHA Ha CTOMALIHO-YPEBHMSA TPAKT, T MOrarT 2a c€ HaMaJIaT C NPHEM Ha
AMOKCHLUMIHH/KTaBYJIaHOBA KHCEIHMHA N0 BpeMe Ha XpaHeHe.

7 BRIIIOYMTENHO MCEBIOMEBPaHO3eH KOHT U XeMOparuyeH KonuT (BxK. Touka 4.4)

* Ymepeno nosumarane na AST u/unu ALT € ycTaHOBEHO NPH NALMEHTH, JIEKYBAHH C
OeTa-1akTaMHH AHTHOMOTHLIH, HO 3HAYEHHETO HA TE3H POMEHH HE € U3ACHEHO.

> TakMBa peakuyy ca yCTAHOBEHH M CIIeJ, PHIOHEHHE HA APYTH TIEHHLMAHHH H
uedanocnopuny (BxK. Touka 4.4).

° AKO C€ NOSBH PeaKkLMs Ha anepruyeH JCPMATHT, IEUCHHETO TPEOBa Aa Ce NPEYCTAHOBH
(BX. TOuka 4.4).

" Bk. Touka 4.9

* Bk. Toukh 4.3 v 4.4

?MHOTO psaKo € chOoBLIABAHO 33 MOBLPXHOCTHA NIPOMAHA B LIBETA Ha 3LOHTE NpH Jeua.
HoOpara xHrueHa Ha yCTHaTa KyXHHa MOXKE J1a MPEAOTBPATH MPOMAHATA B 1iBETa Ha 3bOMTE,
Tbid KaTO Ta3H fipoMsiHa OOMYaHHO MOXKeE [a ¢€ OTCTPaHH Ype3 MHEHE Ha 3bOHTe.

Cpo0iltapaHe Ha NOAO3UPAHU HEXKEJIAHH peaKLiu

Cr0o0uasaHeTo Ha NOO3HPAHH HEXKENAHHU PEAKLIMH CIIEH paspellaBaHe 3a ynotpeba Ha IeKapcTBeHUs
NPOAYKT € BakHO. ToBa NMo3ponABa Ja Mpoab/KH HAbNI0IEHHETO HAa ChOTHOLLEHHETO NON34a/PHCK 32
NEKAPCTBEHHA NPOAYKT. OT MEANLHHCKHTE CMESLHATMCTH CE H3UCKBA Aa CbOOWIABAT BCAKA
NOJ03HpPaHA HEXKENaHA PEaKIHs Ha:

HM3nbasuTenHa areHuus no nekapersara

yi. ,,Jlaman I'pyes” Ne 8

1303 Codus

Ten.: +359 2 890 34 17

yebcaiiT: www.bda.bg

4.9 Illpenozupane

CUMIITOMH H NPU3HALM HA MPEIO3UPAHE

Moxe na ce HabmoaaBaT CTOMAIHO-YPEBHY CUMNTOMH W HAPYIIABAHE HA BOAHO-EEKTPOTHTHHS
banavc. HaGmionasana e aMOKCHUMIIHHOBA KPUCTATYPUS, B HAKOM cilydau Bojewa 10 650peuna
HEOOCTATHYHOCT (BK. TouKa 4.4).

Mosxe na ce HabmoAaBaT rbPUOBE NPU NALMEHTH C HapyLIeHa 6b0peuHa PYHKLHS HITH MPH TE3H,
NpHEMAIUA BUCOKH AO3H.

HMma cbobuieHus, Ye AMOKCHLIMIIHH CE YTasABA B KaTeTbpa Ha MAKOYHHA MEXYP, OCHOBHO Clle]
MHTPaBEHO3HO MpHIIaraHe Ha BUCOKH 103H. Tpabea aa ce npopexaa pedoBeH BU3YAJIEH KOHTPOI

(Bk. TOuka 4.4).

JleyeHue Ha UHTOKCUKALIHSA

CHMNTOMHTE OT CTpaHa Ha CTOMALIHO-YPEBHHS TPAKT MOTAT Jia C& JIEKyBaT CHMITO
00bpHE BHUMaHKE Ha BOAHO-EJICKTPOIHTHUS HalaHC.

AMDKCH“HJIHHK]’U]HB}’HHHOB& KHCC/IHHA MOXKE Ja C€ OTCTPAHK OT KpLB{)OﬁpameHH &" ipﬁ@'a* a3
1 "’:I.!-,-.l.' L . 1, 1 .-*
XEMOIHAJIH3A. = ;
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5. ®APMAKOJOIHYHH CBOMCTBA
S.1 @apMaxkoAHHAMHYHH CBONHCTEBA

(DapmakoTepaneBTUYHA rpyna: KoMOHHaLMA OT NEHMUWIKMHY, BIUTFOYHTETHO HHXHOHTOPH Ha OeTa-
naktamasu; ATC koa: JOICRQ2.

MexaHu3bLM Ha neiicTBHe

AMOKCHUMJIHH € MOMYCHHTETHYEH TIEKHUMIMH (OeTa-TaKTaMeH aHTHOMOTHK), KOUTO HHXUOHpa eAWH
HITH MOBEYE EH3UMH (MECTO HAPHYAHH NEHHLWTHH-CBBP3BaLM npoTreHu, PBPs) B mbTa Ha
OuocuHTe3a Ha GaKTepHATTHNA NEMTHAONIMKAH, KOWTO € ChIIECTBEH CTPYKTYPEH KOMIAOHEHT Ha
OaxTepuanHaTa KileTb4Ha cTeHa. MHXHOHpaHeTO Ha CHHTE3a Ha NENTHIOTIIMKAHA BOIH 0 oTchabpane
Ha KNE€ThYHATA CTEHA, KOETO ODMKHOBEHO C€ NOCIIEBA OT KJIETbYHO pa3rpakJaHe U CMbPT.

AMOKCHLMNMH € YYBCTBUTEJIEH KbM PasrpakaaHe oT HeTa-NakTaMa3uTe, NpoLy IHpaHH OT
PE3UCTEHTHUTE DAKTEPHHM, MOPAZIH KOETO, CIEKTHLPBLT My Ha AeHCTBHE He BKIIOUBE MUKPOOPraHH3IMH,
KOHTO [MPOU3BEXK/AT TE3H €HIUMH.

Knapynanosara kucenyna e Gera-iakTaM, CTPYKTYPHO CBBbP3aH ¢ MEHHUMIHHUTE. T HHAKTHBUpa
HAKOH OeTa-NaKTaMa3HH €H3HMH, KaTo MO TaKbB HAYHH MPEAOTBPATABA HHAKTHUBHPAHETO HA

aMOKCHLIWIHH. KJlaBynaHoBaTa KrceTMHA CAMOCTOATENIHO HE NPOsIBABA KJIHHWYHO MOJIE3EH
anTubaKkTepuaneH edekr.

Bpw3ka hapMakokMHeTHKa-bapMaKkoIMHAMHKA

BpemeTo Hag MHHHMMAaNHaTa noTUCKaLNa KOoHUeHTpauusa ( [>MIIK) ce curra 3a OCHOBHMAT onpeaensiil
daxTop 3a ePUKACHOCTTA HA AMOKCHLHIIUH.

MexaHu3MH HA PE3HCTEHTHOCT

/lBaTa OCHOBHH ME€XaHH3MA Ha PE3UCTEHTHOCT KbM aMOKCHLIMIIMH/KITARYJIaHOBA KHCE/IHHA Ca!

. HMHuakruBupaHe oT Te3H GakTepHanHu OeTa-nakTamasu, KOUTO He ca HHXHOUPaHH OT
KJIaBYy/JAHOBATA KMCENIHHA, BKJIKOUMTENHO Kiac B, Cu D.
. H3menenue Ha PBPs, koero Hamansasa adpunuTera Ha aHTHGAKTEPHANHHA NMPOAYKT KbM TapreTa.

Jlunca Ha nepmMeaOHIIHTET Ha GaKTepHMTE WM MEXaHH3MH Ha epJIyKC MoMnaTa MOTaT Ja NPHUMHAT
WM 1a NOTNIpHHECAT 3a OaKTepHaaHaTa pe3uCTEHTHOCT, 0cobeHo npH ['paMm-oTpuliatenHuTe OaKTepHH.

[pannunu crolinoctu (Breakpoints)

I'pannunuTe croitnocT Ha MIIK (MIC breakpoints) 3a aMOKCHLIWTHH/KIIaBYIaHOBA KHCENHHA Ca Ha
EBPONEHCKHS KOMHTET O H3INHTBaHE Ha aHTUMHKpoOGHaTa uyscTBUTeNHOCT (The European
Committee on Antimicrobial Susceptibility Testing (EUCAST)).

MukpoopraHu3Mu I'paHHYHH CTOHHOCTH Ha MYBCTBHUTENHOCT {pug/ml)
UyscTBuTENIHM
Haemophilus influenzae <0,001'
Moraxella catarrhalis < 1! &) A
Staphylococcus spp. Jabenexka’®- >0 3abeneikar?a6d o
T an RN _ ;'
Enterococcus spp.” <413 > g, I
Al A 3 \o Wd":"
Py MHW%/
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36
Crpentokoku oT rpynu A, B, 3abenexka’® 3abenexka
C GE&S
*

(mokaszaHus, pasnHYyHH OT

MCHHUHIUT)

Streptococcus pneumoniae® < (0,38 > 115
Enterobacterales npu < 32! > 32l

HEYCNOXKHEHH HHPEKUNH Ha
NHKOYHHTE MBTHINA

['paM-oTpHLaTeIHH aHaepoOH < 4! > 8!

I'paM-nonoxxuTeNHu < 4! > 8!
aHaepoOH (C M3KITIOUEHHE Ha
Clostridioides difficile)

He-sHaoBo oTHacALIM ce <2! > 8!
rPaHHYHH CTOHHOCTH

CTpenToKOKH OT rpyna 3abenekka®®” Jabenexka*™’
Viridans®

Pasteurella multocida <11 > 1!
Burkholderia pseudomallei < 0,001! > 8!

' 3a nestuTe Ha M3CIIENBAHETO HA YYBCTBHTEHOCTTA, KOHLEHTPALMATA HA KIABYJIAHOBATA KMCE/IMHA €
¢ukcupaHa Ha 2 mg/l.

** I'paHHYHUTE CTOMHOCTH B TabnHMLATa ca Ha 6a3aTa Ha FPAHHMHKTE CTORHOCTH Ha
OeH3UNNEeHHUMNNE. HyBCTBUTENHOCTTA C& OTYMTA 110 4YBCTBHTEIHOCTTAa KbM GEH3UINEHULIAIHH,

**T1pu noka3aHus, Pa3TMUHH OT MEHHHTHUT, YYBCTBUTEIHOCTTA HA CTPENTOKOKH OT rpynu A, B, Cu G
KbM [IEHHLUMIHHM CE€ OTYHTA 10 YYBCTBHTEIHOCTTA KbM OEH3IHINEHHUMAMH, ¢ UIKNIOUEHHE Ha
(PEHOKCHMETHANEHHLIMNVH M H30KCA3OIHITICHHLIWIMHHATE IPH CTPENTOKOKHM OT rpyna B.

* [ToBeveto cTadHIOKOKH ca NPOAYLIEHTH Ha MEHUIWTMHA3A H HAKOH ¢a METHLIMITMH-PE3UCTEHTHH. U
ABaTa MEXaHHW3MA I'd MPABAT PE3HCTEHTHHU KbM OCH3UNNMSHULMINH, (DEHOKCUMETWINIEHHLIHJIHH,
AMITHLWIMH, AMOKCHIWIHH, ITHITEPALWINH U THKapLUWIKMH. CTadHIOKOKH, KOUTO €A YyBCTBUTEIHH
KbM OCH3UINEHHUHNHH U LHethOKCHTHH, C€ OTYHTAT KATO YYBCTBHTEIHH KbM BCHUKH MEHUIHITHHH.
CtadHnokokH, KOHTO ca PE3UCTEHTHU KbM OEH3HINEHHLIIMH, HO YyBCTBUTENIHA KbM LEPOKCHTHH,
Ca YYBCTBHTENHH KbM KOMOHHAUHH ¢ HHXHOMTOPH Ha GE€Ta-1aKTaMasH, H30KCA3OTHINEHULIHUHH
(OKCALIMITHH, KIIOKCALWIHH, JUKIOKCALMAUH ¥ GNyKIoKcauMnnH) U Haduuaud. [1py nekapcTreHH
[(POAYKTH, NPHEMAHH MEPOPATHO, Tp40Ba na ce 00bpHe BHHMAHHE HA TOBA A ¢e AOCTHIHE
AOCTATBYHA €KCTIO3HLMA HA MACTOTO Ha WHpeKUUATA. CTaPHIOKOKHTE, KOHTO €A PEIUCTEHTHH KbM
LIe)OKCUTHH, Ca PE3HCTEHTHH KbM BCHUKH MEHHLIIMHAM,

*° TloBeyeTo KOary/1a3a-oTpHIATENHM cTAQWIOKOKH Ca NPOAYLIEHTH Ha EHALMIHHA3A H HIAKOHM ca
METHIIWIIMH-PEe3UCTEHTHH. M nBaTa MexaHW3Ma r'u NpaBAT pe3UCTEHTHH KM OEH3HINEHUIMITHH,
(PEHOKCUMETHNEHRLIMITWH, AMITULIMIKMH, BMOKCHLMAHH, NHMEPALMIHH H THKapUHIHH. Kbm
HacTOAWMA MOMEHT HAMA METO/, KOHTO MOXKe HaAESKAHO /1a OTKPHBA NPOAYKUHS HA NEHULMTHHA3A
B KOarysa3a-oTpHLATETHH CTadUNOKOKH, HO PE3HCTEHTHOCTTA KbM METHLMIIHH MOXE Aa Objie
OTKPHTa ¢ Lie(POKCUTHH, KAKTO € OIHUCAHO.

! YyrcTBUTENHHTE KbM aMOUIUWINK S, saprophyticus ca mecA-OTPULIATESTHH H YYBCTBHTEJTHH KBM
AMIMULIWINH, AMOKCHUWAHNH H MHNEPALKIHE (CBC UK 6€3 HHXMOHUTOP Ha OeTa-TaKTaMasH).

? UyBCTBHTENHOCTTA KbM aMIMLIMIMH, aMOKCHLIWIHH M ITHOEPALIHIIHH (ChC HAH 6e3 HHXHE

fj Z4

AMIMLWIIHH € YecTa 32 E. faecium, poxarto npu E. faecalis Bb3HHKBA pAAKO W TPSO gﬁr
norebpacHa ¢ MITK TecT. 5?

34 yCTAHOBABAHE HAJTHYHETO Ha MEXaHH3MH 32 PE3UCTCHTHOCT KbM OeTa-jlakraMu’, K@ra'ra i
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CKPHHUHIOBHMSAT TECT € OTPHULIATE/IEH (30HaTa Ha 3aJIPbKKa OKOJI0 JIMCKA OKCALMIMH e > 20 mm niu
MIIK Ha Oenzunnenuumnut e < 0,06 mg/l) Bcuuku GeTa-1aKTaMHU JIEKAPCTBEHH MPOAYKTH, 3a
KOMTO UMa K/IIMHWYHHW IPAHUYHHU CTOMHOCTH, C€ J0KJIaABaT "4yyBCTBUTENHHU" 0€3 NOMbJIHUTENHO
TECTYBAHE.

"I’ paHHYHMTE CTOHHOCTH 32 AMMHONIEHULIWJIHHH TIPH €HTEPOKOKH Ca ONpe/Ie/ieHH Bb3 OCHOBA Ha
HWHTPaBEHO3HO MpunoxeHue. [Ipu nepopanHo NpuaoKEHHE Ce OTHACAT CaMO 3a HHPEKLIMH Ha
MUKOYHHWTE MbTHLIA.

® lobaBsHeTO Ha MHXHOUTOP Ha GeTa-TakTamMasu He Noa00psABa KIMHUYHATA e(EKTHBHOCT.

” bensunnennunans (MITK unu 1uckoBo-1udy3MOHEH TECT) MOJKe J1a Ce U3M0/3Ba 3a ONpe/elisHe Ha
PE3UCTEHTHOCT KbM OeTa-laKTaMM Nnpu cTpentokoku ot rpyna Viridans. M3onarure,
KaTeropu3HpaHH KaTo HEraTHBHH MPH OTNPEAEISHETO, MOXKE J1a C€ 10KJ1a/1BaT KaTO YyBCTBHTE/IHH
KbM O€Ta-JJakTaAMHUTE JIEKAPCTBEHH MPOAYKTH, 3@ KOUTO Ca W30POEHH KIIMHWYHU MPAHHYHH
CTOHHOCTH. M30/1aTH, KaTeropuzupaHu KaTo MoJIOKHUTEHH TIPH ONpeaensHeTo, TpsOBa na Obaar
TECTBAHH 32 YYBCTBUTEIHOCT KbM OTIECIHUTE JIEKAPCTBEHHU MPOAYKTH. 3a H30J1aTH C OTPHLIATENIEH
CKPHUHMHTOB TeCT ¢ OeH3unneHuumans (MIIK < 0,25 mg/l) yyBcTBMTENHOCTTA MOXKE /12 C€ OTYETE M0
4yBCTBHUTEJIHOCTTA KbM OCH3MANEHULIMIMH WK aMITULMIIMH. 32 U30J1aTH C NOJIOJKUTEEH
CKPUHHHIOB TeCT ¢ OensuaneHnumind (MITK > 0,25 mg/l) yyBCTBUTENHOCTTA CE€ OTUMTA IO
4YBCTBHTETHOCTTA KbM aMIHLIMJIUH.

PasnpocTpaHeHHETO Ha Pe3UCTEHTHOCTTA MOXKE J1a Bapupa reorpa)ckd U BbB BPEMETO 3a Ofpe/e/ieHH
BH/I0BE W € JKEJIaTeJIHO /1a UMa JIOKaJHa HH(OpMaLIKs 32 Pe3UCTEHTHOCTTA, 0COOEHO MPHU JeYeHHEe Ha
TexKH HHpekuuHu. [Tpu HeobxoaumocT TpsaGBa 1a ce NoTbPCH ChBETA HA EKCIIEPT, KOraTo JOKAIHOTO
pasnpoCTPaHEHHE Ha PE3UCTEHTHOCT € TaKOBa, Y€ 10J13aTa OT JIEKAPCTBEHHUS MPOAYKT MPH MOHE HAKOH
BH/IOBE HH(EKLIMU € MO/ BBITPOC.

MuUKPOOpraHusmMu, KOUTO OGMYaHHO ca YYBCTBHTE/IHH
Aepodnu [ 'paM-nonokuTeHH MUKPOOPraHU3MH
Enterococcus faecalis
Gardnerella vaginalis
Staphylococcus aureus (METULIMITUH-YYBCTBHTENEH )£
Koarynasa-HeraTuBHM cTaMIOKOKH (METHLIM/IMH-UYBCTBHTETHH)
Streptococcus agalactiae
Streptococcus pneumoniae’

Streptococcus pyogenes u Apyru 6€Ta-XeMOJIHWTHYHH CTPENTOKOKH
['pynara ua Streptococcus viridans

AepoOHu [ paM-0TpHLIATEIHH MUKPOOPraHU3MH
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzae*

Moraxella catarrhalis

Pasteurella multocida

AHaepoOHH MHUKPOOPraHU3MH
Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp.

BuoBe. npy KOMTO NpHAOOMTATA PE3UCTEHTHOCT MOJKE A2 € MPobJaem
AepoOuu ['paM-nonoKUTeIHH MUKPOOPraHH3MH
Enterococcus faecium $
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AepoOHHM [ pamM-OTpULIATETHH MUKPOOPraHHW3MH
Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Proteus mirabilis

Proteus vulgaris

MHKPOOPIraHHW3MH ¢ BPOIEHA PE3UCTEHTHOCT

AepoOHu [ paM-0TpHLIATEIHH MUKPOOPraHH3MH
Acinetobacter sp.

Citrobacter freundii

Enterobacter sp.

Legionella pneumophila

Morganella morganii

Providencia spp.

Pseudomonas sp.

Serratia sp.

Stenotrophomonas maltophilia

Jpyru MUKpoOOpraHusmMu
Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

$ EcTecTBeHa MHTepMerepHa 4yBCTBMTENHOCT NPH JIMIICA HA NPUI00UT MEXAHHU3BM Ha
PE3UCTEHTHOCT.

£ BCHYKH METHLIMJIMH-PE3UCTEHTHH CTADUIOKOKH Ca PE3UCTEHTHH KbM
aMOKCHLIM/IMH/KJ1aBYJ1aHOBA KHCEJIMHA.

| Streptococcus pneumoniae, pe3ncTEHTHH KbM NEHULMIIMH He TPAOBA /14 ce JIeKyBaT C Ta3H
(hopma Ha aMOKCHLIMTMH/KJIaBY 1aHOBA KUCEJIMHA (Bxk. TOUkU 4.2 U 4.4).

*[1lamoBe ¢ HaManeHa YyBCTBUTETHOCT Ca JIOK/IAABAHH B HAKOM cTpaHu B EBpONEnHcKHs Cbio3
C YyecToTa no-eucoka ot 10%.

5.2 ®DapMakOKHHETHYHH CBOHCTBA

AbcopOuus

AMOKCHLIMJIHH W KJ1aBYyJ1aHOBATa KHCE/IMHA CE JIMCOLMMPAT HAMTbIHO BbB BOJIEH Pa3TBOP C
(pusuonornuno pH. JIBete akTBHH BelecTBa ce abcopoupar 6bp30 U 100pe criea NepopaiIHoO
npunoxenue. Cien nepopanHo NMpUaoKeHHe OHOHATMUHOCTTAa HA aMOKCHMLIMJIMH M Ha KJIaByJlaHOBaTa
KucennHa e npudausurenHo 70%. [nazmenure npoduiv Ha ABETE aKTHBHH BELLIECTBA Ca CXOHH H
BPEMETO 3a 1OCTHraHe Ha BbpXOBa Ia3MeHa KOHUEHTPAUMS (Tmax) ¥ 1IpH ABETE € NPUOIU3UTETHO
€WH Yac.

[To-pony ca npeacraBeHn hpapMakOKHHETHUHHTE Pe3yaTaTH OT €HO MPOYUBAHE, MPH KOETO
AMOKCHLIMJIMH/KJ1aBy1aHOBa KucennHa (Tabietkn ot 500 mg/125 mg TpU MbTH AHEBHO) € NMPHIIOKEH
Ha I1aJHO TPH I'PYIH 3paBH 100POBOJILH.
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Cpennu (£ SD) papmMakoKMHETHYHH NapaMeTpH

[Tpunoxeno (u) Jlo3a i Timax * AUC0-24n) T 1/2
aKTHBHO (M) (mg) (ng/ml) (h) (ig.h/ml) (h)
BELLECTBO (a)
AMOKCHLIMITHH
AMX/CA 500 7.19 1.5 53,5 1,15
500 mg/125 mg + 2,26 (1,0-2,5) + 8,87 + 0,20
KnaBynaHoBa kucenuHa

AMX/CA 125 2,40 1,5 15,72 0,98
500 mg/125 mg + 0,83 (1,0-2,0) + 3,86 +0,12

AMX — amokcuumnunn, CA — KiaByjlaHOBa KHCE/IMHA
* Meauana (o6xBar)

CepyMHHMTE KOHLEHTpaLlMH Ha aMOKCHLIM/IMH W KJIaByJJaHOBATa KHUCEIWHA, IOCTHTHATH C
aMOKCHLIWJIMH/KIaBYJIaHOBA KMCEJIMHA, Ca CXOHM C TE3H CJIE/] MEPOPATHO MPHIIOKEHHE Ha
€KBHUBAJICHTHH 103H OT CAMOCTOATEIHO NPHUJIOKEHH AMOKCHULIM/IMH MJIK KJ1aBYJIAaHOBA KHCEJTHHA.

PaznpeaeneHue

Oko0110 25% oT 001110TO KOTMUECTBO Ha K1aByJlaHOBaTa KMCeMHa B riasmara U 18% ot obuioTto
KOJIHYECTBO HAa AMOKCHLIMJIMH B TJIa3mMaTa ca CBbp3aHH ¢ MPOTEHHH.

[TpuBuanusT obem Ha paznpenenenue e okono 0.3-0,4 I/kg 3a amokcuumann 1 okono 0,2 I/kg 3a
KJ1aByJIaHOBAaTa KUCEJIMHA.

Cnen HHTPAaBE€HO3HO MPHUJIOKEHHE, aMOKCHLIUJIHH U KJ1aBYJIaHOBA KUCEJ/IMHA C€ YCTAHOBABAT B
KI'bYHUS MEXYP, KOpEMHATa ThKaH, KO)KaTa, MaCTHaTa TbKaH, MYCKYJIHUTE TbKaHW, CHHOBHaJIHATA
MEPUTOHEAIHATA ThbKAaHH, XTbYKaTa U FHOWTa. AMOKCHLIM/IMH HE CE pa3npe/ielia 10CTaTb4HO B
LiepedpocnuHaIHATa TEYHOCT.

OT npoy4BaHus NpU )KUBOTHH HAMA [JOKA3aTE/ICTBA 33 3HAYUMO 3a1bpKaHe B ThKaHUTE Ha
JI€KapCTBEHO-TPOU3BO/IHHM BELIECTBA 3a HUKOS OT [1BeTe CbCTaBKH. AMOKCHLIMIIMH, N0100HO Ha
MOBEYETO NEHHULIMIMHHM, MOXKE [1a C€ YCTAHOBH B Kbpmata. CrieiM OT KJ1aBy/1JaHOBA KUCE/IMHA CbLILO
MOraT Ja ce OTKpPUAT B KbpMmara (BXk. Touka 4.6).

Jloka3aHo e, Ye aMOKCHLIMIIMH W KJIaByJIaHOBAaTa KMCE/IMHA NPeMUHABaT Npe3 nuialieHTapHara 6apuepa
(BK. TOuka 4.6).

buorpaHchopmaums

AMOKCHLIMJIMH C€ eKCKPETHPa YaCTHYHO B YPUHATA KATO HEAKTUBHATA NEHULMIIOEBA KUCE/IMHA B
KOJIM4yecTBa, €eKBUBaJIeHTHHU Ha 10 10 25% ot HavyanHata no3a. KnaBynaHoBara KMceMHa ce
METabO/IM3HPa eKCTEH3UBHO TPH YOBEKA M € OT/IE/SA B YPHHATA M U3TPAKHEHHUATA, U KATO

BbIJICPOACH JUOKCH B U3IMLLIBAHUSA Bb3AYX.

EaumuHupane

OCHOBHMSAT NMbT HA €IMMUHUPAHE HA AMOKCHLIM/IMH € npe3 ObOpenuTe, 10KaTO KJIaBy./laHOBaTa
KHCEJIMHA C€ CJIMMHUHHPA KAKTO 10 ObOpeyHH, Taka U 1Mo W3BbHOBLOPEUHH MEXaHU3MH.

€/IMH Yac M cpeieH oL kaupbHe npubausuTenHo 25 I/h npu 3apasu nuua. [Npudin :
70% 0T aMOKCHLMAHMH ¥ npubausutento 40 10 65% OT K1aBy.,1aHOBATa KHCE! a:f: eKC’erTHpan \ > |
HEMPOMEHEHH B YpPHUHATa Npe3 MbPBUTE LLIECT Yaca CJie/1 NPUJI0KEHUE Ha €IMH H:g ﬂ03a AereuTnh  f
250 mg/125 mg unamn 500 mg/125 mg tabnetku. B HAKOAKO NpoOyyYBaHuUs € ycTa Ben{) ue. yp,HHHaTa
ekckpeuns e 50-85% 3a amokcuuminH U mexay 27-60% 3a knaBysiaHoBara KHCGHHH.EI 3a nepuo,u %12:;

f'f,r‘fm‘ws/
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24 yaca. 3a KNaByJlaHOBaTa KHCENTHHA, HAM-TONAMO KOJIHYECTBO OT JIEKAPCTBOTO C€ EKCKpETHUPA Mpe3
IBPBHTE ABA 4aca CACH MPUTIOKEHHE,

EQHOBpEeMEHHOTO MPHNOKEHHE HA TIPODeHeTH T 3aDaps eKCKPELMATA Ha AMOKCHLIIINH, HO He 3a0aBs
OBOpevHaTa eKCKpelHA Ha KJIaBYJIaHOBATA KHCESIHHA (B, TouKa 4.5).

Bn3pacr

EMMUHALMOHHUAT NONYKHBOT HA aMOKCHITMAKH € Noao0eH NpH Jclia Ha BL3PacT OKONo 3 Mecenia Ao
2 TOAMHH K NPH N0-TOJIEMH Jela U Bb3pacTHA. [Tpu MHOro Mankure aena (BRIIIOYMTETHO
NpeXICBPEMEHHO poaeHH OebeTa) npe3 mbpBara ceIMHLIA OT KHBOTA HHTEPBAIBT HA NMpUJTaraHe He
TpsAOBa Ja HAAXBBLPAA NMPHJIaraHe ABa MbTH JHEBHO NTOPAaIH HE3PAIOCT HA ObOpEUHHS BT Ha
¢IIMMHAHUpaHe. Tbi KaTo NPH MalMEHTHTE B CTApYeCKa Bb3PacT ChLUIECTBYBA MO-TOJIAMA BEPOATHOCT
Ja MMaT HaManeHa 0LOpeYHa (PYHKUMA, € HeoOXOOHMMO BHUMaHKe TIpH W3bopa Ha 103a U MOXeE Ja €
TIONIE3HO Aa Ce npociensasa 0b0peuHaTa PYHKUHA.

ITon
Cnen nepopaiHo NPHAOKEHHE Ha aMOKCHLIU/IHMH/KIIaBY/TAHOBA KHCETHHA MPU 31 PaBH MBbXKE H JKEHH
MOJILT HE € OKa3a/l 3HAYHMO BIIHAHUE BBPXY (PAPMAKOKHHETHKATA HUTO HA AMOKCHLIMJIMH, HHTO Ha

KJaBYJIAHOBAaTa KHCENHHA.

bubpeyno yBpexkane

OBt cepyMeH KIHPBLHC Ha AMOKCHIMIIMH/KIIABYJIAHOBA KUCEIMHA HAMANABA PONOPLIMOHAIIHO C
HaManaBaHeTo Ha OnOpeunara pynximsa. IoHwkapaneTo Ha NeKAPCTBEHHA KJIIHPBHC € MO-U3Pa3eHo 3a
AMOKCHUWJIHH, OTKOJIKOTO 34 KJIABYJIAHOBATA KHCEIWHA, ThH KATO MO-rofiiMa 4acT OT aMOKCHLHITHH Ce€
eKCKpeTHpa npe3 0xbpeuuTe. [lopaan Tasd npHuKHA no3HpaHeTo Npu 6pOpevHO yBpexaaHe TpAOBa
Aa NMpenoTBpaTH NMPEKOMEPHO HATPYIIBAHE H2 aMOKCHLIMJIMH, KATO €JHOBPEMEHHO C€ I0AAbPIKAT
NOAXOJISMIUH HHBA Ha KJIaBYAaHOBATa KHcennHa (BXK. Touka 4.2).

YepHoapobHo yBpexaane

Jlo31paHeTo NpH MALMEHTH C YEPHOAPOOHO YBpEXkAaHe TpAOBA 12 C€ H3BLPLUBA C BHUMAHHE H
uepHoApoOHaTa QYHKUHA A Ce MPOCASsSBa PEIOBHO.

5.3 peIkIuAAYHR JAHHE 32 Ge30NACHOCT

HexknMHuuH¥TE 1aHHK He NOKa3BaT 0COGEH PHCK 3a XOpaTd Bb3 OCHOBA Ha NPOYYBAHHA 3a
(papmakonornyHa 6€30MacHOCT, FTeHOTOKCHYHOCT H PENPOLYKTHBHA TOKCHYHOCT.

[IpoyuBanHs 33 TOKCHUHOCT MPH MHOTOKPATHO TIPHIAraHe, NPOBENEHN IPH KYUETa, ¢
aMOKCHLIWIMH/KJTaBY/1aHOBA KHCEIMHA MOKA3BaT CTOMAIIHO APa3HEHE H NMOBPBIIAHE, KAKTO H MPOMAHA
B [{BE€TA HA €3HKA.

He ca IMpOBEXK/JIaHH NPOYYBAHHA 32 KAPUHHOTEHHOCT ¢ HMOKCHI.IHJ]HHfKJIaB}UTaHOBH KHCEJIHHA HJIK C
HAKOA OT HCTOBHUTE CHCTABKH.

6. OPAPMAINIEBTUYHHU JAHHH

6.1 ChnHachbK H2 TOMOIHHTE BelUleCTBA

Acnapram (E951)
KcaHtanoea ryma
CHIMLHMEB JHOKCH]
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CHIMUMEB TUOKCUA KOOM/IEH, Oe3B0/1eH

SlHTapHa KMcenuHa

Xunpomenosa

Cyxa noprokasnioBa eceHlus | (Cbabpika MaITOAEKCTPUH U OEH3UIIOB aJIKOXOJ)
Cyxa noprokanioBa eceHUMs 2 (ChABbPIKA MAITONEKCTPHH)

Cyxa MaJIMHOBA eceHUHS (CbabpikKa MaJITOAEKCTPHH)

Cyxa eceHuMd ,,31aTeH cUpon™ (CbAbprKa MAITOAEKCTPHUH)

6.2 HecbBMECTHMOCTH
Henpunoxumo.
6.3 Cpok na roauocr

[Ipax 3a nepopaiHa cycrneH3us: 2 roquHu
[Ipuroreena nepopanHa cycneHsus: 7 QHH

[IpuroTBeHara cycnensus TpsabBa na ce cvxpanssa npu 2°C — 8°C (6e3 aa ce 3ampaszsiBa) B paMKHTe
Ha 7 AHM.

6.4 CpenHaJHH yC/JIOBHS HA ChXPaHEHHe

[Ipax®T 32 nepopanna cycnensus TpsabBa na ce CbXpaHsBa B OpMrHHasiHaTa onakoBka. /la He ce
CbXpaHsBa HaJl 25°C. 3a ycnoBUATa HAa CbXPAaHEHHE CJie/] IPUTrOTBSIHE Ha MepopaiHaTa CyCreH3Hs,
BHXKTE TOYKa 6.3.

6.5 BuaH cbabpkKaHHE HA ONAKOBKATA

byTHnka oT npo3payHo cTbKIIO, ChABbpPKALLA Npax 3a npuroTesHe Ha 100 ml nepopanna cycneHsus.
OnakoBkarta MOKe Ja ce A0CTaBs ¢ MJ1acTMacoBa MEPHUTEHA JIbKHYKA WK MJ1aCTMAaCcOBa MEPHUTEITHA
4aulka, HJIM CTIPUHLIOBKA 3a J103UpaHe.

6.6 CnennajHH NpeANasHH MEPKH NPH H3XBbPJIsiHEe H paboTa

byTunkuTe Morar s1a 6baaT 3anevyaTaHu ¢ NPbCTEHOBU/IHA OOLIMBKA HA KaraykaTa Wi ¢
OTCTpaHABALLO Ce 3aneyaTBaHe, MOKpUTO ¢ (oo, BbpXy OTBOpa Ha OyTHJIKaTa.

[Ipeau ynorpeba nposepere naiu 3aneyaTBaHETO HA KanaykaTa MM Ha OyTHIIKATa HE € HapyLIeHO.
[p CTeHOBH,uHDTo 3aneanBaHe Ha KanaqKaTa Ce UyNH NpH OTBAPSHE Ha Kanaykara.

Pasknarere OyTHikaTa, 10KaTO NpaxbT BLTPE 3aMOUYHE Aa ce ABHWKH cBoO0HO. [TpubaseTte
HeOOX0aMMHs 00eM BoJa (KaKTO € MoCOY€EHO Mo-10:y). 3aTBopere OyTHKaTa, OObpHETE 5 U 5
paskiarere nodpe.

Ko/1M4yecTBO HAa aKTUBHOTO O0emM Boaa, KOWTO /1a ce KpaeHn obem Ha npurorseHara
BELIECTBO B /1030Ba NpuOaBH NpH NPUroTBAHE Ha nepopajnHa cycneHsus (ml)
eAMHHLA cycnen3usara (ml)
125 mg/31,25 mg/S ml 92 100
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cB0oOoaHO. Criesl KOeTO HamnbjHeTe ByTHIKATA ¢ BOJA MAJIKO MO JIMHUATA, 0003
OyTuikara. 3aTBopete OyTHikaTa, 0GbpHETE 5 U 1 paskiaartere ao0pe. Criea ToBall
TOYHO /10 JIWHHUATA. 3aTBOpeTe OyTUIKaTa, OObpPHETE 1 U OTHOBO S Pa3KJIaTeTE /10
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Pasknarere 6)JTHJ'II{3.TEI ﬂoﬁpe npeiHn OpHeM Ha BCAKa 403a4.

Heusnon3BaHUAT N€KapcTBEH NMPOAYKT HIIH OTNaAbUYHHTE MAaTEPHAIH OT HETO TpAOBa [a ce H3XBBPJIAT
B CbOTBETCTBHE ¢ MECTHUTE M3WCKBAHHAL.

7. IPUTEXATEJ HA PABPEHNIEHHUHETO 3A YIIOTPEBA

GlaxoSmithKline Trading Services Limited
12 Riverwalk,

Citywest Business Campus,
Dublin 24,
Hpranaus

8. HOMEP(A) HA PA3PEIHIEHUETO 3A YIIOTPEBA

Per. Ne 20000317

9. ATA HA IThPBO PASPEHIABAHE/ITOJHOBABAHE HA PA3PEIIIEHUETO 3A
YIIOTPEBA

Jlata Ha bpBO paspewapane: 23 gespyapn 1993 r.
JlaTa Ha mocneHo nogHorasaHe: 20 anpun 2015 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
06/2023
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