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1. HME HA JEKAPCTBEHMSA ONPOJAYKT T e M,,

AyrMenTuH 250 mg/125 mg ¢puamMupaHu TabaeTKu s e /gé /7 i/ / /17 k (7

Augmentin 250 mg/125 mg film-coated tablets L . 2 \ Uﬁ MB

L R e

633

[
iy
3
5
1

2, KAYECTBEH 1 KO/IMYECTBEH CBhCTAB

Beska dunvupana TabneTKa Chanpika aMOKCHITINWAH Tpuxwiapat (amoxicillin trihydrate),
exBUBAIEHTeH Ha 250 mg aMOKCHITMNHH (amoxicillin) 1 xanueB KIaBynanar (potassium clavulanate),
eKBHBaJIeHTEH Ha 125 mg KnaBynaHoBa Kucenusa (clavulanic acid).

3a ITLIITHMA COMCHK Ha MOMOIHMTE BEIIECTRa BHXKTE Toyka 6.1.

3. JEKAPCTBEHA ®OPMA

dunMmupana TableTka.
Benn 1o noard Oenu TabneTkH, ¢ opaaHa GopmMa ¢ BITEOHATO penedHO O3HaYeHHE ,Augmentin” oT
€HaTa CTpaHa.

4 KIHAHHYHHA JAHHH
4.1 TepanesTRYnHE NOKAZAHASA

AYTMEeHTHH ¢ [IOKa3aH 3a JICUeHWe Ha CleAHUTE MHGEeKIMM NPH BB3PACTHH M Aeuia (BxK. ToYkH 4.2, 4.4
H5.1):

° ocThp GakTepHaneH CHHYHT (aZIeKBATHO JHArHOCTHLIMPAH)

OHCTHT

HenoHeQPpHUT

LY ITHT

yXanBaHHUA OT XHBOTHH
TexxbK abcliec Ha 3e0UTe ¢ pa3snpOCTpaHABaLL Ce LSTYJIHNT

Tpsabra na ce 06bpHE BHUMaHKUE Ha OHIHAIHHTE yKa3aHHA 3a NpaBriHaTa ynorpeba Ha
aHTHOAKTEepHAJTHATE CPECTBA.

42 [do3upoBXa M HaYHH HA DPHIOKCHEE

QOSEQOBKE;

JIO3HPOBKHTE Ca NPEeICTaBeHN ChOoOPasHO ChABPKAHAETO HAa aMOKCULIWINH/KI8BY1aHOBA KMCENHHA, C
H3KTIOUEHHE Ha CIIYMANHTe, KOraTo N03HTe ca AAJeHH Mo OTHOLICHHE Ha OTAe/IHATa ChCTaBKAa.

3a u360pa Ha 103aTa Ha AYTMEHTHH 34 JICUSHHE Ha OTIeiHaTa HHQeKuM TpabBa 1a ce HMaT
IIpEeABM;

(BxK. TouKa 4.4)
TeXKeCcTTa U MICTOTO Ha HHPeKIMATA
. BB3PacTTa, TEJIECHOTO Tero K Ob0peduHara GyHKiMS HA NANHEHTa, KaKTo € II




Ynorpebata Ha anTepHaTUBHUA dopMH HA AYTMEHTHH (HaNp. TAaKMEBA, OCUTYPABAINH IO-BHCOKH J03H
HA AMOKCHIIMIMH M/WIH pa3sIM9HH CHOTHOLICHMA HA aMOKCHUILUTHH KbM KIABYNAHOBA KHCEIHHA)
TpsadBa J1a ce uMa NpeABKH, criopesn HeoOxoauMocTTa (BXK. Touku 4.4 1 5.1).

I1pu BB3pacThH B aena = 40 kg Tazu popma Ha AYTrMEHTHH ocurypsiBa obmia aHeBHa aosa ot 750 mg
aMOKCHITMHE/ 375 mg KnaByJiaHoBa KHCENMHA, KOraTo ce MPHIara, Kakro ce NpenopsyBa rno-1oiy.
AXO ce cuMTa, ue ¢ HeOBX0oAUMMA NMO-BUCOKAE AHERHA 1032 HA aMOKCHITHIINH, ¢ NIpenopbusa
U3TION3BAHETO Ha Apyra popMa Ha AYTMEHTHH, 3a Ja ¢e u3berde NpuaaraHeTo Ha HEHYXXHO BUCOKH
IOHEBHM IO3H HA KNABYJIAaHOBA KHCeNnHHA (BK. TOUku 4.4 1 3.1).

Jlewenvero He TpaAOBa Ja MpoAs/DKaBa rToBeYe OT 14 qHH 6€3 OBTOPEH Npernen.

BrapacrHu | neiia = 40 kg

Enna tabnerka, mpHeMana TpH ITbTH AHEBHO.

Jena <40 kg

Ayrmentas 250 mg/125 mg ¢unmupany TabeTku He ce npernopbyusaT npH Aena < 40 kg,

TlanpeHTH B cTApYECKa BH3pacT

He ce nanara KOpeKuua Ha J03aTa.

bpOpe4Ho yBpexaaHe

KopurupaneTo Ha j103aTa ¢€ OCHOBaBa HA MAKCHMAJIHOTO MIPENIOphYaHO HUBO HA AMOKCHINHIHH.
He ce zanara KopHrapase Ha A03aTa IpH NALMEHTH ¢ KpeaTHHHHOB KiHpeHE (CrCl) vag 30 mi/min.

Bvapacmnu u oeya 2 40 kg
CrClL: 10-30 m¥/min 250 mg/125 mg ABa ITETH THEBHO
CrCl < 10 ml/min 250 mg/125 mg exuH T AHEBHO
HaupenTn Ha Hee nozu o 250 mg/125 mg Ha BeekH 24 vaca, IUMOC JBE JO3H 110
XeMOOHaNH3a 250 mg/125 mg no speme Ha guamw3ara, KoeTo Aa Oble MoBTOpEeHO OTHOBO B

Kpasg Ha quanu3ara (Thid Karo CEPYMHMTE KOHHIEHTPalH Ha aMOKCHLIMIIHH H
KJIABYJIAHOBA KHCENTHHA C€ ITOHMKABAT)

Heya < 40 kg

[pu peua < 40 kg ¢ xpearnnuHoB KnupeHe 104 30 ml/min He ce npenopbyBa NPHIOKEHHES Ha
dbopmuTe Ha AYTMEHTHH CEC ChOTHOLICHHE HAa AMOKCHIIMNMH KEM KIARYNAHOBaTA kucenusa 2:1, Toil
KATO HAM& JAHHH 38 KOPeKIMA Ha no3ata. IIpH TakuBa maljaeHTH ¢ NpenopwrYBaT (OPMH Ha
AYrMeHTHH ChC ChOTHOIICHUE Ha AMOKCHIIWIHH KBM KJTaBYJIaHOBATA KHCEIIHHA 4:].

YeproapobHo yEpexaaHe

Tpabea aa ce no3Mpa BHUMATETHO M Ha PABHM MHTEPBAIIH OT BPEME A CE IPOCASAABA YE OHara
byHkumns (BXK. ToUkH 4.3 u 4.4). o

Hauuy Ha pHIoXKeHHE

ﬁ)’T‘MeHTI-H-I € 34 MepopatHO NpUITOKCHHC.



AyrMmeuTuH Tpa0Ba A2 ce NpyeMa No BpeMe Ha XpaHeHe, 3a CBeXKzane 4O MAAHMYM Ha Bb3MOKHATA
CTOMALTHO-YPEBHA HEITOHOCUMOCT.

4.3 IIporaBonoxazanus

CBpBXYyBCTBUTENHOCT KbM aKTHBHHUTE BEINECTBA, KBM KOHTO H J1a € OT NEHUIUIMHHTE WIH KBM
HAKOE OT IIOMOLLHWTE BEILIECTBA, M30pOeHA B TOYKA 6.1. |

AHaMHe3a 3a TexKa He3abaBHa peakliMa Ha CBPbXYYBCTBUTEIHOCT (Hanp. aHAQIWIAKCHA ) KbM ApYT
feTa-naxraMeH npoaykT (Hanp. HeganocnopHH, kKapbanedeM unH MoHoOakTaMm).

AHaMHe3a 323 XBJITeHHIa/depHoApoOHO yBpekaaHe, IBH/DKIIH ce Ha aMOKCHIMIMH/ K1aByJIaHOBa
KHCEIHHA (BX. TOuka 4.8).

4.4 Cpenmaann npexynpexaeHas ¥ npeANasHa MEPKH NpH ynorpeda

Ilpenu zamouBaHe Ha NTeYeHUE ¢ AMOKCHIIIMH/KNABYIAHOBA KUCE/IMAA, MAHEHTHT TPaOBa Aa ce
pa3nHTa BHHMATENHO 110 OTHOINEHHE Ha NPECOHINHY PeaKHH Ha CBPBEXYYBCTBHTEHOCT KBM
NEHUIIMAY, HedaToCiOpUHH WM ApyrH GeTa-naKkTaMHu NpoayKTH (BX. ToukH 4.3 1 4.8).

Ceprozne M NOHAKOra GaTaiHH peakMK HA CRPBXYYBCTBUTENHOCT (BRIIOYHTEIHO aHAQHIAKTOMIHH
H TeKKH KOKHH HesKeJIaHH Peakiui) ca ¢hoOmaBann IIpH NMauMeHTH, TeKyBRaHH ¢ neHuunud. [o-
BEpPOATHO € T€3H PeaKlMH jJa ¢e MOABST MPH JIMLa ¢ AaHAMHERA 3a CBPBXYYBCTBUTEIHOCT KM
[IEHHLWIHH KIH ITpH aToruHuy nuia. [lpy nogea Ha anepruvHa peakius JIEUeHHUETO ¢
aMOKCHLHIHH/KIIaBy/IaHOBA KUCEIHHA TpsAOBa Na ce MPEYCTAHOBH H 12 ¢€ Ha3HAYM MOXXOAAIIA
aNTepPHATHBHA TEPAITHA.

B cnydaii ye ce gokake, ue HHAEKIMATA Ce XHDKH Ha aMOKCHIANMH-YyBCTBHTEIHH
MHKpOOpPTaHu3MH, Tp20Ba Aa ce 00CHIH NpeMUHABaHe OT AMOKCHLIMUIMH/KJIaBY/IaHOBA KHCEHHA Ha
AMOKCHINIVH B CHOTBETCTBHE ¢ OPHMIMANHUTE YKa3aHn,

Vrorpebara Ha 1231 dopMa Ha AYrMEeHTHH He € NOAX0A411a, KOraTo € HANWLE BHCOK PHCK
IpeAIIoNaraéMMTe MaTOreH  Ja ¢4 ¢ HaMaJleHa YyBCTBHTE/IHOCT WIH C pe3HCTEHTHOCT KBM
OeTa~AaKTAMHH TIPOAYKTH, KOATO He € MEAMMpaHa OT GeTa-1aKTaMasH, YyBCTBHTEIHH Ha MHXubHUpaHe
OT KJIABY/JAHOBA KHCETHHA (HANp. NeHHIWIHH-PE3UCTeHTHH S. preumoniae).

[Tpu nauyenTty ¢ yepeaena Os0peuHa QyHKIMA HIH [IPH TaKKUBa, IPHEMAllH BHCOKH JO3H, MOXE Jia ce
NOABAT I'bPYOBE {BK. TOUKa 4.8).

JleueHHeTO C AMOKCHUITHE/ KIIaByJIaHOBA KUCEIHHA TpAOBa fa ce H3biarea mpu CEMHEHME 3a
HWH(}EKIHO3Ha MOHOHYKII€03a, Thil KaTo IIpH TOBa 3a00ysBaHe ¢Jie NPHICOKEHHE Ha AaMOKCHIH/THH €
Habmonapana moABaTa Ha MOpOwIHGopMeH OOpHB.

EanoepeMenHa ynotpefa Ha alrollypHHOJ 110 BPEME Ha JICYEHHE ¢ AaMOKCHLIIIIHH MOXE 13 YBEJIHIH
BEpPOATHOCTTA 32 AJIEPrHYHH peakliii OT CTpaHa Ha KoxKara.

TIpoah/KHTEIHATA YIIOTpeba MOHAKOra MOXE J1a A0OBEME 10 CBPEXPACTEK HA HEUYBCTBUTEIHH
MHKPOOPraHU3MH.

ITosBaTa HA CIIHO 3avepBeH reHepATA3HPAH EPHTEM, CBIIPOBOJIEH OT ITyCTYJIa, B HAYANIOTQ Ha
NeYeHHeTO MOXKe Ja ¢ CHMITTOM Ha OCTPA TeHEPAM3HpaHa eK3aHTeMHa TycTyno3a (AL
(Bk. TouKa 4.8). Tasy peaxuMa Hanara CMpaHe Ha JIe4eHHeTO ¢ AYTMEHTHH H € I
3a [OCNeABAlIl TPHEM HA aMOKCHLIFIIHH.

AMOKCHUMNTUH/KNABY/IAHOBA KACENHWHA TPAOBA fa Ce IpUIara BHUMATENHO npﬁién
qepHOOPOOHO yBpeXknaHe (Bx. ToukH 4.2, 4.3 u 4.8). -
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CrOuTHA OT CTpaHa Ha YepHHA Apod ca cro0InaBaNH NMPEeAUMHO HPH MBKE ¥ TIPH NALMCHTH B
cTapyecka BB3pacT, A MOKe Aa €2 CBhP3aHH ¢ NPOABIDKHTENHO NedeHue. Tesu calutus ca
chOOIaBaHM MHOIO PAAKOC NIPH Aeua. [Ipd BCHYKYM MOMyAaiuM, IpM3HaiiTe ¥ CHMITTOMMTE
OBHMKHOBEHO ce HaOmrogarar 1o speMe Ha WK MATKO Cllef fieYeHne, HO B HAKOM CIIyMaM MOXe Ja He
CE H3ARAT 10 HAKONKO CeIMHMIM Clief peyCTaHOBABAaHE HA NeucHueTO. Tesu cuduTia oOHKHOBEHO ca
obparumu. Uepsoapobaute cubuTHA MOXKe fa Ca TEXKH H B USKIIIOMHTEHO PEIKH CIIy4aH ca
AOKNANBaHA CMBPTHH cTydaH. 1e3 chbOMTHA NOYTH BUHATH ca HAOMIOAABAHM [IPH MIALNWEHTH CBC
CEPMO3HO ITONIEKALIO 3a601BaHE HAH NIPHEMAIIY SIHOBPEMEHHO JIEKapCTBa, 3@ KOHTO € H3IBECTHO,
ye UMAT NTOTEHIMAJ 32 YepHOAPOoOHA eekTH {BK. To4ka 4.8).

KomnuT, ¢BBp3aH ¢ NPHNOKEHHETO HA aHTHOHOTHI, € CLo0InaBaH npy NOYTH BCHYKH
aHTUOAKTSPUANHU NPOXYKTH, BIUTIOYWTEIIHO AaMOKCHITIIHE, H MOXKE J1a BapHpa T10 TEXeCT 0T JIeK JI0 |
*upoTosacTpamasail (B, Touka 4.8). 1o Tasu npuuiiza, NpH NALMEHTH C AHAPHA 10 BPEME HA HIH
cliel] IeYeHHe ¢ AHTHOHOTHIM, € BaXXHQ Ja C& HMA NPES/BHA Ta3H AHArno3a. AKO C¢ NOIBH KOIHT,
CBBP3aH ¢ NPHIOKEHHETO Ha aHTHOHOTHIM, ISUEHHETO ¢ AaMOKCHIIMTHH/KIABYJIAHOBA KMCE/IMHA
HezabapHo TpAOBa Ja ce MPEyCTaHOBH, Ja Ce HANIPABY KOHCYNTAUWM4 C Jiekap ¢ Aa ce 3ariouHe
OoaXonAme Neyende, B To3u ciavyaii ca npoTHBONOKA3aHH ANTHNEPUCTAITAYMEY IEKAPCTBEHR

IIPOXYKTH.

1o BpemMe Ha NPOABIDKUTENHO JISYSHHE € IPENIOPBYATENHO NEPUOJUYHO fia CE OLICHABAT OPraHHHUTe
H CHCTEMHH (PYHKUNH, BKIIOYHTENHO OBp0pedraTa, yepHOApoOHaTa H XeMOTIOeTHYHATA (DYHKIMA.

CrobiapaHy ca peJiKH ClIyvad Ha YIbDKaBaHe HA MPOTPOMOUHOROTO BpeMe NIPH NaNWeHTH,
JIEKYBAHH ¢ aMOKCHLIMIHMH/KNABYNAHOBA KACceAMHA. [Ipy eqHOBpeMeHHO NPHIOKEHHE C
AHTHKOAIYIAHTH ¢ HANNAra NOFXOoAMI0 npocacaasane. Mojke 2 ¢ HeoDXOAUMO KOPUTHpaHe Ha
AO3aTa Ha NEPOPANHHUTE AHTHKOATY/IAHTH 34 MTOAABPKaHe Ha JKENAHOTO HHBO Ha aHTHKOATYJIALA
(Bx. Toukn 4.5 1 4.8).

Ilpu naipeHTH ¢ 660peuHo yBpexkaaHe Ao3ara TpA6ea da ce KOpUrupa B 3aBHCHMOCT OT CTEMCHTA Ha
YBpeXKAaHeTO {BA. To4ka 4.2).

ITpr nanHeHTH ¢ HAMANEHO OTACHIHE Ha YpUHa, MBOTO pAAKo & rabmonaraHa KPHCTATYPHA, TIABHO
npy NapeHTepando pedyenne. [lo BpeMe Ha npunaraneTo Ha BHCOKH J03H AMOKCHITHIHH Ce
NPEeNophuBa NOUTEPIKAHETO HAa JOCTATHYEH NPHEM Ha TEHHOCTH H OTAS/IAHE HA YPHHATA, C IieN Ja ce
HaMaJIM BE3MOKHOCTTA 33 aMOKCHLUUIMHOBA KpACTATYpHA. [IpA nanMeHTH ¢ KATETHD B MUKOYHHSA
MexXyp TpAbBa Jia ce NPOBEKIA PeIOBEH BH3YANEH KOHTPO (BK. To4Ka 4.9).

[Io Bpeme Ha nMe9eHHE ¢ AMOKCHUMIHH TPAOBA g ¢e M3NOA3BAT CHIMMHH INTIIOKO300KCHIA3ZHH METOIH
OpH H3CNCBAHE 33 HAIMYHE HA III0OK03a B YPHHATA, ThH KaTO ¢ HECH3MMHH METOAHM MOXe /a ce
NONy4aT Pajiiso TONMOXKHUTEIHA Pe3yIiTaTH.

Hamueero Ha KIaByJIaHOBA KMCEMMHA B AYTMEHTHH MOXKE Ja TIPHIHHI HeCTIeL(DUYHO CBbP3BaHe
Ha IgG B an6yMuHa ¢ MemMOpasiTe Ha YepBeHHTE KPHBHH KJIETKH, BOACMO AC damuuso
nonoxureneH tect Ha Kymbe.

Hma crobuienus 3a TOROKMTENHE Pe3yITaT OT TeCTa, pH H3nomsBaHe Ha Platelia Aspergillus EIA
tecT Ha Bio-Rad Laboratories npu naugesTH, npreMalid aMOKCHIANHH/KNaBYIaHOBA KHCE/IHHA, 33
KOMTO CJIe/i TOBA € YCTAHOBEHO, ye HaMaT mHpekus ¢ Aspergillus. CrobmaBanu ca KphCTOCaHH
peakuum ¢ He-Aspergillus nommsaxapuay 1 nomm@yparosu ¢ Platelia Aspergillus EIA rect HaBi
Rad Laboratories. Cief0BaTeTHO NONOHHTETHH PE3Y/ITATH OT TECTA IIPY NAUMEHTH, TPUGH
AMOKCHLUHIMH/KIIaBYIaHOBA KHCe/IHHa, TPAORA 1A ObaT TRIKYBAHH BHUMATEIHO K 4
qpe3 ApYrd JHArHOCTHYHA METOH, /




4.5 BszammopaeHcTBHE ¢ APYrHA JIeKAPCTBEHN HPOAYKTH B Apyrd dopmMu HA B3aHMoAelicTBHE

Hepopanuu aHTHKOArynanTH

Hepopannure aHTHROATYIAHTH M NEHHLIHWIHHOBUTE aHTHOHOTHIIN Ca H3TION3BAHH ITHPOKO B
npakTykaTa 6e3 cprobieHms 34 B3aHMOAeiicTBHE. BEIIPeKH TORA, B IHTEPATypaTa UMA ONHCAHH
C)Iy4ay Ha NOBULLIEHO MEXIAYHapOAHO HOpMau3upaHo ¢boTHomeHHe (INR) npH naupenTy Ha
TIONABLPIKALID JIEYEHHE ¢ ALICHOKYMApO WK BaphapdH H HA3HAYEHO JICYEHAS ¢ aMOKCHIWIHH. 11py
HEOOXOANMOCT OT €HOBPEMEHHO NIPIIICHKEHHE, TpabBa BHUMATENHO A4 Ce NPOCIeAdBaT
TIPOTPOMOUHOROTO BpeMe HITH MEXKAYHAPOAHOTO HOPMAH3NPAHO CHOTHOIIEHAE NpH AobapgHe UiH
cIIMpaHe Ha aMOKCHIMIKH. OCBEH TOB2, MOXKE J1a € HeOOXOUMO KOpPHTHpAaHe Ha 103aTa Ha
NIEpOPAJTHATE ARTHKOAIYIIaHTH (B3K. ToYkH 4.4 1 4.8).

MetoTpexcaT

TenuiMnMHUTE MOXKe A3 HaMamAT CKCKpEHATa Ha METOTPEKCAT, KOETO Ja JOBCIAEC A0 BB3MOXKHO
NOBHIIABaHC HA TOKCAYHOCTTA.

Hpobenern

EnnoBpemMenna ynotpeba Ha npobenenna He ce npenoprusa. [Ipobenerm Hamanasa 6p0pedHaTa
TyOynHa cekpels Ha aMOKCHIUATHH. EnHoBpeMeHHa yrioTpeba Ha mpoGeHEUUA MOsKe Ja AOBEAE IO
yAbJDKaBaHe Ha HATHYHETO H MOBHINABAHES Ha HUBaTa Ha aMOKCHIWIMH B KPBBTa, HO HE H Ha
KJIaBYJIZHOBATA KMCEITHHA.

MuxoderHonar ModeTin

[TpH manuenT!, pHeMaliy MEKOdeHoIaT ModeTi, ce cho0IlaBa 3a HaMa/IABaHE HA MPEJA030BaTa
KOHIIEHTpalMA Ha aKTHBHUS MeTaboiuT MukoteHonopa kucenuna {MOK) ¢ npudmuzutenno 50%,
CJIe]] 3an0vBaHe HA JiedeHHe C [TepopalicH aMOKCHIIWIHH TUTKOC KIIaBylaHOBA KHceuHa. [IpomaHara B
NIPEAA030BOTO HABO MOKE JIa HE MPEACTABA TOYHO NpoMeHHTe B o0mara excriozuiusg va MOK,
Ilopann ToBa, OOMKHOBEHO HE & HeoDXoaHMa NPOMsiHA B A03aTa HA MUKO(EHONIAT MOQETHII IIPpH
JANCA B2 KIMAAMHAK JaHHH 38 HapyIneHa ¢yHKIHMA Ha Npucaikara. Benpekn ToBa, Tpa6Ba Aa ce
H3BLPIIBA BHUMATETHO KIMHHYHO MPOCeABAHE TI0 BpeMe Ha JIeYeHHETO ¢ KOMOMHAIUATA i MAJIKO
Clie]] 3aBbpilBane Ha aHTHOMOTHYHATA TEPAITHA.

4.6 @eprTEARTEY, OPEMEHHOCT B KhPMEHE

BpeMeHHoCT

[TpoyuBanns NPH XXMBOTHY HE MOKA3BAT NPEKH HIH HENPEKH BPESTHH BE3ACHCTBAA BEPXY
OpeMEHHOCTTa, eMOPHOHANHOTO/(PETANHOTO Pa3BHTHE, PAXKAAHETO HIH NOCTHATAIHOTO Pa3sBHTHE
(Bk. Touka 5.3). OrpasHueHA AAHHH 3a yrioTpebaTa Ha AMOKCHIIMITHH/KJIaBY/1aHOBA KHUCEITHHA 10
BpeMe Ha OpeMeHHOCT NPA X0opa He NMOKA3BaT MOBHIICH PHCK OT BpoaeHH Maldopmaimi. [Ipu
NPOYyYBaHEe [IPU JHEHHM ¢ IPSATEPMHUHANHA TIPEAACBPEMEHHA PYNTYpa Ha (peTanHaTa MeMOpaHa ce
¢1o01aRa, Ye NPOPUIAKTIHHOTO JISYECHHE ¢ SaMOKCHIWIHHE/KJIaBy/IaHOBa KHCEIHHA MOJKe a ObJe
CBBP38HO ¢ MOBHIIEH PUCK OT HEKPOTHIHpALLl EHTEPOKOIMT NPH HOBOpoIeHH. [1priokeHneTo Ha
aMOKCULIMITHH/ KBy IaHOBA KCEHHA N0 BpeMe Ha OpemeHHOCTTa TpAOBa Ha ce U30Area, OCBEH aKo
NCKAPST He MPEHSHH, Y& e HeobDX oMo,

Kxpmene

IleeTe aKTHBHY BEINECTBA CE SKCKPETHPAT B KbpMaTa (He ca YCTAHOBEHH €(pEeKTHTE
KHCEIMHE BBPXY KbpMatieTo). BenencTere Ha TOBa, ca Bh3MOKHH HapHi A I'bOHY ; ek
NATABKITATE IPY KBPMAMETO, KOSTO MOJKe 1A HAJIOXKH IPEYCTAHOBSBaHE HA KbPMEH¢
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AMOKCHLIMIIMH/KJIaBY/IAHORA KHCETHHA TPAGBA Ja ce H3MOI3RA IO BPEME HA KEPMEHE CaMOo Clej
IpeteHKa OT JeKYBaIl|sA JIeKap Ha ChOTHOIIEHHETO NMON3a/pHCK.

4.7 Edexrn BbpXy cnoco0HOCTTA 32 modupane n pabora ¢ MANIHEH

He ca npoBexxnany NpoyYBaHHA 3a e)eKTHTE BBPXY CHOCOOROCTTA 3a wodupaue u paboTa ¢ MamuHH.
Brrnipexs TOBa MOKe Ja C€ NOSBAT HEXEIAHY PeaKIvii (Hanp. aneprudHy peaxijui, 3aMaBane,
I'BPUYOBE ), KOHTO MOTAT Ha MOBIMMAAT criocobHocTTa 32 modpupaye i pabora ¢ MallTHHK

(Bx. Touxa 4.8). "

4.8 HexeNalu NEKAPCTBEHH PeakIan
Hafi-gecTo choOiIaBaHHTE HEXKETAHH JICKAPCTBEHU PEeaKIluy Ca AHapus, FafieHe U MOBPHLIAHE.

Hexenauure 1eKapCTBEHM PEAKIIEH, TIOTYUYCHH OT KITHHHYHH NMPOYUYBAHHA U 0T MOCTMAPKETHHIOBOTO
HabmoAeHHe ¢ AYrMEHTHH, ¢a H30pOoeHH No-40ay H ca xareropuaupadn cernacHo MedDRA, no
CHCTEMO-OPTraHeH KIIAC,

Hznojizpana e cleHATa TEPMHHONOr|A 32 KiacudHUMpane Ha YeCTOTATA HA HEKETIaHHTe
NEKAPCTBEHH peaKlyu.

Mpnoro yectH (=21/10)

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

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

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

Mmnoro penkn (<1/10 000)

C Heu3BecTHA 4eCTOTA {OT HANWYHHTE JaHHH He Moxe La Objie HampaReHa OLSHKA)

Hudeximn 1 uHdecTalMH

KaHauao3a Ha KOXXATa M JIMTaBULIMTE YecTH

CBpBXpacTex Ha HEHyBCTBHTE/IHH C HeM3BecTHA YeCcTOTa
MHKPOOPTaHH3MH

HapymneHns Ha KppBTa Y aumdbuara cucTeMa

ObparuMa nepKoneHns (BKINOYHTENHO Penxw

HEYTPOIICHM )

TpoMbOIATONEHUSA Penxu

OfpatimMa arpagynonuroza C HeM3BeCTHA YeCcTOTa
XeMONUTHYHAE GHeMHA C Hen3BECTHA YECTOTA
YIBIDKaBaHE H3 BPEMETO Ha KEPBEHE H HA C HeM3BeCTHA UECTOTA

NPOTPOMOHHOBOTO BpeMe!

HapyuieHus Ha IMYHHATA cucTeMa'

AHrioHERPOTHYEH OTOK C HeM3BECTHA YECTOTA
Anajunaxcns  HeH3BECTHA YeCTOTa
Cunapom, nogobex Ha cepyMHa Gonect C HeHM3BECTHA YECTOTa
XMIICPCEH3HTHREH BACKYTHT C HensBecTHA YECTOTA
Hapynienys Ha HepBHATA CHCTEMA

3aMasgBOCT HeuecTn

I'naro6onue Hevectn

ObpaTiMa XHIEPAKTHBHOCT C HeM3BeCTHA 4eCcToTa
IM'spuone? C HeN3BRECTHA YeCTOTa
AcernTHueH MEHHHITHT C HemsBecTHA UeCTOTA
CroMamHO-YpEBHM HADYLNEHHS

Huapus MHoro vyectit

Tanene’ YecTH

Ilospsinane YecTn

HapytieHo XpaHOCMIIIAHE Heuectn




Konur, cBBp3aH ¢ OPHIOKEHHETO HA C HeH3BECTHA YE€CTOTA

aHTHOMOTHIIN'

Hepen ,xocMat” e3uk (black hairy tongue) { Hen3BeCTHa YeCTOTa
_ XenaToOWIMApHH HAPYIHCHUS

[Morumasane Ha AST w/unu ALT? HeuectH

Xenarur® C Heu3BECTHA YECTOTA

X oNlecTaTH4Ha X biTeHAa’ C HeM3BECTHA YECTOTA

HapyineHus Ha kKoxaTa ¥ IOJIKOXKHATA ThKaH ’

Koxen o6pue Heuyecru

Crpbex HeuecrH

YpTHkapua Heuecru

Epurema mynrtudopme Penxu

Cunapom Ha CTHBBHC-JDKOHCHH C HeW3BECTHA YECTOTa

TokcuuHa enuaepMaiia HEKpONH3a C HeH3BECTHA YECTOTA
| bynoseH excgonHaTuBeH JEpMAaTUT C HemsBecTHA YeCcTOTa

OcTpa reHepaTH3UpaHa eK3aHTeMHa C HewsBEeCTHA YECTOTA

mycrynosa (AGEPY

MensxaMenTo3Ha peakiias ¢ eosuHowna H | C HensBecTHa HecTOTa

cucreMau cuMnroMi {DRESS)

Hapymenus Ha 050penyTe ¥ NMKOYHKTE ITHTHINA

HurepcTunmaned HedpilT C HeH3BECTHA YeCTOTa

Kpucranypus® C HeH3BECTHA 4ECTOTA

! Bk, Touka 4.4

2 Bk, Touka 4.4

3 Tlossara Ha rafieHe € NO-YeCTo NPH NCPOPANICH TIPHEM Ha BHCOKH JO3M. AKO C& NOIBAT
pEaKLMK OT CTPaHA Ha CTOMALIHO-YPEBHHA TPAKT, T MOTAT Ja ¢€ HAMaJIAT ¢ IIPHEM Ha
AMOKCHIIWIHH/KABYJIAHOBA KMCE/HMHA [10 BpeMe Ha XpaHeHe,

 BrirourTeNHO NcesIoMeOpaHo3eH KOIHT H XEMOpParudeH KouT (Bxk. TOYKa 4.4)

> Vmepeno noeutuaBane Ha AST w/wim ALT e ycraHOBREHO IIPH MIALMEHTH, JIEKYBAHH C
OeTa-nakTaMHH AHTHOHOTHUH, HO 3HAYSHHETO HA TE3H NPOMEHM HE € M3ACHEHO.

§ TakuBa peaklMK ca YCTAHOBEHH H CJie/l MPMJIOKEHHE Ha APYTH NEHUIMIIHHE U
ueanocropuHy (BXx. Touka 4.4).

7 AKO ce TIOABY peaKiyas Ha aNeprudeH NepMaTHT, neyeHneTo Tpadna Aa ce NpeyCcTaHoB
(Bx. TOUKa 4.4).

8 Bxx. Touka 4.9

® Bx. Touka 4.4

Y Bik. Touku 4.3 u 4.4

Crobintapane Ha NONO3HPAHN HEXENIaHH PEaKUMH

Crofmasalero Ha NONO3MPAHY HeKeNaHH Peakiii clell paspelliaBase 3a yrorpeda Ha 1IEKapCTBEHU
NPOAYKT € BaxkHO. ToBa No380isBa Aa MPOABIKHI HaOMHOICHUETO Ha CHOTHOMICHHETO NOJI3a/PHCK 34
nexapcTBeHAd MpoAykT. OT MeIMLIMHCKHATE CIEHMaINCTH C€ H3HCKBA /14 ChoOIaBaT BCaKa
HOAO3UPAHA HEXKENIaHA peakius Ipe3 HalMOHANHa CHCTEMA 3a choOImaBaHe:

HM3nsnHWTENHA arcHLMA 110 JICKapCTBaTa
yil. ,Jlamsas I'pyes” Ne 8
1303 Codun

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




4.9 [Ipepo3mpane

CuMITTOMM ¥ NIPH3HALIY Ha Npeno3upaHe

Moske za ce HaOrozaBaT CTOMALIHO-YPEBHH CHMIOTOMH M HAPYLIABAHE HA BOAHO-ENEKTPOAUTHHS
bananc. Habmonasasa e aMOKCHIUINHOBA KPACTATYPHA, B HAKOH CJIydau Boaenia to 0u6peuna
HeZOCTATHHHOCT (BK. TOUKA 4.4).

Moxe z1a ce HaGIIOAaBaT MEPYOBE IIPH NALMEHTH ¢ HapylneHa 656pedHa Pynxiifia fitk Opu TesH,
NpUEeMAallH BHCOKH J(O3H.

HMma crobmenns, ye aMOKCHLWINH C€ YyTafgBa B KATETHPA Ha IMKOYHHA MEXYP, OCHOBHO CIET
HHTPARCHO3HO MpHUNArane Ha BUCOKH J03d. Tpabsa Na ce NpoBexaa peOBEH BH3YAIEH KOHTPOJ
(BK. TOUKA 4.4).

JleyeHye Ha HHTOKCHKAIAS

CuMIITOMHATE OT CTPaHa Ha CTOMAIHO-YPEBHMA TPAKT MOTAT Aa Ce JIeKYBaT CUMIITOMATHYHO, KaTo e
o0BpHEe BHUMAaHME HA BOJIHO-EIIEKTPONIHTHIA DanaHc.

AMOKCHIIMIIHH/KNARYJIAHOBA KHCETHHA MOXE J1a C& OTCTPAHH OT KPBEBOODpAIICHHETO pes
XEMOAHAH34.

5. ®APMAKOJOIMYHHU CBOUCTBA

5.1 ®@apMakoAHEAMHYHH CBOHCTBA

dapmakoTepaneBTHuHa rpyna: KoMOMHanua oT neHULMIAHE, BKTIOUHRTENHO OeTa-1aKTaMasHu
HaxubuTopH;, ATC xoa: JO1CRO2.

MexaHnu3bM Ha gelcTBHE

AMOKCHIIIHH € NONYCHHTeTAMSH NeHUIIIHH (OeTa-TakTaMeH aHTHONOTHK), KOHTO HHXHOHpa €/HH
WIK NOBeYe SHIUMH (YeCTO HAPHUAHHN NEHWIATHH-CRBp3Bamu npoTeund, PBPs) B b4 Ha
OUOCHHTE3a Ha O2KTepHaIHMA MENTHAOTIIHKAH, KOHTO € CHLIECTBEH CTPYKTYPEH KOMIIOHEHT Ha
fakTepHaiHaTa KNeThYHa creHa. MHXuOHpaHeTo Ha CHHTE3a Ha NENTHAOTIMKAHA BOIM J0 orciadpaHe
Ha KNeTh4YHATa CTCHa, K0eTo 0OMKHOBEHO Ce MOC/eABA OT KJIETHYHO pasrpakaaHe H CMBPT.

AMOKCHIIFIHH € 1YBCTBHTENEH KBM pasrpaxiane oT 6era-nakraMasure, NpOAyUHPaHH OT
PE3UCTCHTHHTE DaKTepHy, MOPaau KOETo, CHEKTHPET MY Ha AHCTBHE HE BKIIOYB2 MHKPOOPraHH3MH,
KOWTO MPOHIBEKIAT TE3H CHIUMMU.

Knaeynanoeara kucejrHa € O6eTa-JIlakTaM, CTPYKTYPHO CBBP3aH ¢ NCHMLIWIMHNTE, T4 HHaKTHBHUpA
HAKOH GeTa-jIaKTaMasHi SH3MMH, KaTo N0 TaKbB HAUYUH NPEIoTBPATABa HHAKTHBHPAHETO Ha
aMOKCULITHH. KniapylaHOBaTa KMCEJIMHA CAMOCTOATEIHO HE NPOABABa KIMHHYHO MONC3eH
anTubakTepuaied egekxT.

Borika MAKOKHHETUKA-DADMAKOAMHAMMKA

BpemMero Han MUHAManHaTa MHXHOHpama koruenTpama (T>MHK) ce cuiTa 33 OCHOB
onpepensny Gaxrop 3a epUKACHOCTTA HA AaMOKCHLIHIINA.



MeXxaHu3MH Ha Pe3UCTEHTHOCT

,HBHT& OCHOBHHM MCXaHH3MAa Ha PE3HCTCHTHOCT KbM ElMDKGHI]}IJ]HHfKJI&B}’H&HDBﬂ KHCEJIHHaA Ca.

. HuakTuBUpaHe oT Te3H OakTepHaHK OeTa-TaKTaMasH, KOHTO He ca HHXUOHpaHH OT
KJIABYJIAHOBATa KHCEJIMHA, BKModnTeHo kiac B, C u D.

. HsmeneHre Ha PBPs, xoeTo Hamandea apHHUTETa Ha aHTHOAKTEpHAIHUSA IIPOAYKT KbM TapreTa.

Jlunica Ha nepmeabunuTeT Ha HaKTEPHUTE WA MEXaHU3MH Ha eqUIyKC MOMIIaTa MOraT Ja [IPHYHHST

WM 2 AOTIpHHECAT 33 6aKTepHanHaTa PEe3UCTEHTHOCT, 0coleHo npu ['paM-oTpuiiaTennwre GakTepu.

Mpannuny crotinocti (Breakpoints)

I'panmauute croiinocTH Ha MUK (MIC breakpoints) 3a aMOKCHLITHH/KJIaBY/TaHOBA KHCE/IHHA €A TE3H
Ha Epponeiickis KOMHTET [0 H3NMTBAHE Ha aHTHMUKpoOHaTa wysctBurenHoct ( The European
Committee on Antimicrobial Susceptibility Testing (EUCAST)).

MuKpoopraauzem I'paHMYIHH CTOMHOCTH Ha YYBCTBHTEIHOCT (Mg/ml)
{Susceptibility Breakpoints (ug/ml))
UyBCTBUTETHH HHuTepmeanepHH PesucTeHTHH

Haemophilus influenzae’ <l - > ]
Moraxella catarrhalis’ <1 - > 1

| Staphylococcus aureus’ <2 - >2
Koarynaza-HerarupHu <0,25 > 0,25
CTaQHIIOKOKH”
Enterococcus’ <4 8 > 8
Streptococcus A, B, C, G <0,25 - >(,25
Streptococcus pneumoniae’ <Q,5 1-2 > 2
Enterobacteriaceae" - - > 8
I'paM-OTpHIATENHH aHaepoOu' <4 8 > §
I'paM-nionoxurenuu <4 8 > 8
aHaepobu’
Kpurudaay rpaHiim, <2 4-8 > 8
HECBBP3aHH BHAOBO

! CrobmenuTe cTOMHOCTH ca 3a KOHUEHTPAILMHTE HA aMOKCHLIWITHH. 32 LeITe Ha H3CHICABAHETO Ha
YYRCTBMTEJHOCTTa KOHIIEHTPaLHATA Ha KJIaBYJIJAHOBATa KHCENWHA ¢ GUKCcHpaHa Ha 2 mg/].

2 CpofmennTe CTOHHOCTH Ca 33 KOHLIEHTPAIIMHTE HA OKCAIGAIHH.

> CTOMHOCTHTE 3a MPaHMUHHTE CTORHOCTH B TablIHLaTa ¢ OCHOBABAT HA IPAHHYHHTE CTOMHOCTH 32
AMITMIHITHH.

4 I'paHuuHM cTOMHOCTH 33 pe3ncTeHTHOCT R>8 mg/l o3navapar, ye BCHUKY H30MATH ¢ MEXAHHIMH 32
PE3IUCTEHTHOCT €2 AOKIAABAHH KATO Pe3nCTENTHH.

3 CToMHOCTHTE 33 TPaHHYHHTE CTOMHOCTH B TabnmiiaTa ce 6a3HpaT Ha FpaHMYHHTE CTOHHOCTH Ha
DEeH3WINEHUITIIHH.

PasnpocTpaHeHHETO Ha PE3HCTEHTHOCTTA MOKE Ia Bapdpa reorpadckd H BbB BPEMETO 3a ONIpeACIICHH
BHOOBE H € XKENATSIHO Jd HMa JIOKAHA HHQOpMAaI{ds 33 pe3UCTeHTHOCTTA, OCOOLHO NPH NEUCHAE Ha
TexxkH HHdexpn. [pu HeobxoauMocT TpAOBa Aa ce MOTHPCH ChBETA HA SKCIIepT, KOraTo JIOKAITHOTO
PasnpocTpaHeHue Ha PE3UCTEHTHOCT € TAKOBA, e II0N13aTa OT IeKAPCTBEHHS TIPOAYKT IPH NOHE HAKOH

BHIOBE MH(EKITMH € TI07] BRIPOC.
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MuKpooprauusMu, KOMTo oOMyaliug ca YYBCTBUTEAHN

Aepobuu I paM-nONOXHTENHH MUKPOOPraHu3IMu

Enterococcus faecalis

Staphylococcus aurens (METHLHIHE-IYBCTBUTENEH )£
Koaryna3za~HeraTvBHH cTapMIOKOKHA (METHLULIAH-TYBCTBHTEIHH)
Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes U NpyTH 6eTa-XeMOJHTHYHH CTPENTOKOKH
I'pynara Ha Streptococcus viridans

Aepobnn I'pam-oTpHLIATETHY MEKDPOOPTaHH3MH
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzae’

Moraxella catarrhalis

Pasteurella multocida

AHaepoOHM MEKPOOPTAHW3IMH
Bacleroides fragilis
Fusobacterium nucleatum
Prevotella spp.

Bunore, npy KOWTO npuaoONTaTa pe3rcTEHTHOCT MOXKE Ad € HpobieM

AepoOnH [ pam-TIOHOKUATENHN MUKPOOPTaHW3MK
Enterococcus faecium $

AepobHu 'paM-OTpULIATETHH MHKPOOPTaHH3MHU
Escherichia coli

Klebsiella oxytoca

Klebsiella pneymoniae

Proteus mirabilis

Proteus vulgaris

%EOOEF&I‘H{SM ¢ BpoacHa pe3MCTOHTHOCT

Aepobup I'paM-oTpHUaTETHI MUKPOOPrAHU3MH
Acinetobacter sp.

Citrobacter freundii
Enterobacter sp.

Morganella morganii
Providencia spp.
Pseudomonas sp.

Serratia sp.
Stenotrophomonas maltophilia

$ EcrecTBeHa HATEpMeIMepHA TYBCTBHTEIHOCT NPH JIMIICA HA MPUAOOHT MEXAHH3BM HA
PE3HCTEHTHOCT.

£ Beyuky MeTHIDUTHH-PE3ACTEHTHN CTa(ANIOKOKH €A PE3HCTEHTHH KbM
aMOKCHIPLTHH/K/TABYIAHOBA KWCeHHA.

I Streptococcus preumoniae, KOMTO € HAITBAHO YYBCTBHTEIEH KbM NEHHUMIMH MOKE N1a ObAe
JIeKyBaH ¢ TasH JopMa Ha aMOKCHIUWIMH/K/IaBy/IaHOBa KHCe/IHHE, MHKpPOOpraHH3MH, KOHTO
ITOKA3BaT KAKBATO M Ja € CTENEH HA HaMaJIeHa 9yBCTBUTEHOCT K'bM NCHHIINH, He TpAGsa
A ce IEKyRaT ¢ TasH dopma (Bx. ToukH 4.2 H 4.4).
211laMoBe ¢ HaMAICH2 YYBCTBUTENHOCT ¢a JOKIAABAHM B HAKOH cTpaHH B Esporneit
¢ 9eCTOTA [0-BHCOKA 0T 10%.

L .
L ——
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5.2 <@apMaKOKHHETHYIHH CBOHCTBA

Abcopbums

AMOKCHLWIHH M KIABYaHOBATA KMCEIHHA Ce JMCOLMHPAT HAITBHO BbB BOJEH pasTBOp ¢
¢rzuonoruuHo pH. JIpere akTBHM BelecTBa ce abcopOupar 6up3o u o0pe ciea nepopaiHo
npunoxeHye. Cnen nepopaiHo NpHIoxKeHHe OMOHANNYHOCTTa HA AaMOKCHITHIMH H Ha KIaBYJTaHOBATA
KucenuHa ¢ npubmusurenso 70%. IlnazsMeHure npoguik Ha ABETE aKTHBHH BENECTBA €A CXOAHH H
BPEMETO 32 JOCTHIaHe HA BhPX0oBa riasMeHa KOHUeHTpauMa (Tmax) H OpH ABETE € NPHOIH3ZHTEIHO
€/IHH 4ac.

Io-nony ca npeacraseHU GapMaAKOKUHETHYHHTE PE3yATATH O €AHO NPOYUBAHE, IPH KOSTO
aMOKCHIMITHH/KJIaBYJIaHOBA KicenuHa (TabmeTku ot 250 mg/125 mg TpU OBTH JHEBHO) € IPHIOKEH
Ha TJIaAHO NpH PYNH 30paBH Z0OPOBOIIIH. |

Cpennn (+ SD) papMakOKHHETHYHH NapaMeTpH

[IpruioxxeHo (1) Hoza Croax Tinax * AUC 24 T1/2
AKTHBHO (1) (mg) (ng/ml) (h) (hgh/ml) (b)
BEIIECTBO {a)
AMOKCHLUMIHAH

AMX/CA 250 3,3 1,5 26,7 1,36
250 mg/125 mg + 1,12 (1,0-2,0) +4,56 + 0,56

KnapysiaHOBa KHCEJIHHA
AMX/CA 125 1,5 1,2 12,6 1,01
250 mg/125 mg 0,70 (1,0-2,0) 3,25 +0,11

AMX — amoxcuipaniH, CA — wiaByJIaHOBa KHCEIMHA
* MemuaHa (0OxBat)

Cepymu—rre KOHHCHTPALlHHM Ha aMOKCHITHITHH H KIaByJIIaHOBaTa KMCEJITHHa, NOCTHIHATH C
EI.MOKCHIIHJIHH)’RJI&B}UI&HOB& KHCE/THHA, Ca CXOAHH C TE3H CJIE] NIepopallHO INPHNOKCHAC HA
CKBUBANICHTHH J03H OT CAMOCTOATC/IHO MPUWIOXKEHH aMOKCHUWIHH HITH KIAaBYJIaHOBA KACCIIHHA,

Pasnpeneneane

Oxono 25% ot o0ImoTo KONHYeCTBO Ha KJIaBY/IaHOBaTa KHCeIHMHA B rurazmMara H 18% ot obmoro
KOJIMYECTBO HAa AMOKCHIIWIHH B IU1a3MAaTa ¢a CBhP3aHH C [IPOTEHHH.

TTpuBUAHUAT 0OeM Ha pasnpeneneHne ¢ okono 0,3-0,4 kg 3a amokcuinmH u okono 0,2 Vkg 3a
KJI2BYJIAHOBATA KMCE/IMHA.

Cnen MHTPaBEHO3ZHO NMPMICKEHHES, AMOKCHIIMINH H KJTaBYJIAHOBA KMCEJIHHA Ce YCTaHOBSBAT B
XITHYHHA MEXYP, KOpeMHATa ThKaH, KOXKaTa, MACTHATA ThKAaH, MyCKYJIHHTE TEKAHH, CHHOBHANIHATA H
NEPHTOHESAIHATA TEYHOCT, JXThYKATA M FHOHTE. AMOKCHLMAHH HE C€ pasnpeaens nOCTATFYHO B
HepebpocMHanHaTa TEHHOCT.

Ot npoy4BaHug OpH UBOTHHA HAMA HOKA3ATEACTREA 34 JHAUMMO 3aAbpiKaHe B TBKaHWTE Ha
NeKapCTBEHO-MIPOM3BOIHH BEIECTBA 34 HUKOS OT ABETE ChCTABKH. AMOKCHUMIMH, H0J00HO Ha
TIOBEUYETO TISHUIIHIHHH, MOXKE Ja C€ YCTAHOBM B KbpMaTa. CIey OT KJIaBYIaHOBA KHCEITHHA CHUIO
MOTaT Ja Ce OTKpHAT B KbpMara (Bx. To4uka 4.6).

JIoKazaHo €, Ye aMOKCHLIM/THH H KJIaBYaHOBATA KICE/IMHA IMPEMUHABRAT MPe3 TUIALE)
(Bk. TOUKA 4.6). //
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buorpancdhopmalus

AMOKCHIIH/TMH CE EKCKPEeTHpPa YaCTHYHO B YPHHATA KAaTO HEAKTHBHATA IIEHHLMIIOEBA KHCETUHA B
KOJIMYECTBa, eKBUBaeHTHH Ha 10 mo 25% or HavanHarta go3a. KnapynanoBara KMCETHHA €
MeTaboH3upa eKCTEH3HBHO IIPH YOBEKA M Cé OTAE/IA B YPUHATA H H3NPAKHEHUAATA, H KATO
BLIVICPOIACH JAMOKCHI B H3AHIIBAHUA Bbh3AYX.

Esiamunrpanie

OCHOBHHAT ITET HA €NHMHHUPAHE HA aMOKCHLIAAKH ¢ npes 6u0peuTe, AOKATO KIaBYIAHOBATA
KHCENUHA C¢ eTMMUAHMPa KaKTo 110 666pedHy, Taka U N0 WIREHOBOpeUHY MEXAHHU3MH.

AMOKCHIIHITHH/KITaBY1aHOBA KHCENTMHA HMa CpeJieH eTHMHHALHOHEH [TOMYXXHBOT OT NPHOMH3IATEHO
eMH 4ac H cpeneH o0 KiupsHe npubnmsuTenHo 25 1/h npu 3apasy smua. Iprbawsurenso 60 po
70% oT aMOoKCHUMIMH M mpubmisurentHo 40 go 65% oOT KaBy1aHOBaTa KHCEJIHHA C€ EKCKPEeTHPAT
HEMNPOMEHEHH B YPHHATA Mpe3 IIBPBUTE WECT Yaca clie] NPHIOKESHUE Ha e JHHHYHA /1033

AyrmenTun 250 mg/125 mg vnu Ayrmestun 500 mg/125 mg tabnerxy. B HIK0IKO MpoyyBaHHd €
YCTAHOBEHO, Ue ypruHHaTa eKkekperud e 50-85% 3a amoxcuumnun u mexay 27-60% 3a x1apynaHoBara
KUcenuHa 3a nepuof ot 24 yaca, 3a KnaByJiaHOBATa KHCEINHA, HAN-TOMAMO KOIMYECTBO OT
NEKAPCTBOTO Ce SKCKPETHPA NIpe3 IILPBUTE JIBa yaca ciiey] NPWIoKeHHe,

EnHOBpeMEHHOTO NPHICKSHHE Ha NMpobeHeuns 3a6aBd eKCKpelaTa Ha BaMOKCHIUIAH, HO He 3a06aBs
OBOpedHaTa eKCKpellHs Ha KIaBy/IaHOBATa KHCEMHa (BXK. Touka 4.5).

Bo3pact

ETHMHHALOHKHAT TTIOJYKHBOT Ha AMOKCHIIMIIMH € ofobeH npy Aelia Ha BB3pacT OKOJIO 3 Mecena J10
2 TOOWHY ¥ NPH TI0-TOJIeMH ACIla H Bb3pacTHH. IIpi MHOr0 MankiiTe Aena (BKIIOYHTENIHO
NpeXIeBpeMeHHo poaecHHn OebeTa) rpe3 mppBaTa ceAMHIA OT )KHBOTA HHTEPBANBT HA PHANaraHe He
TpaOBa Aa HANXBLPIA NpUiarate Jba MHTH JHEBHO NOpaly He3pATOCT Ha 6B0pedHud NBT Ha
e¢IUMHHHpaHe, ThH KaTO NPH MAIMEHTHTE B CTapUeCKa BE3PACT CHUISCTBYBA N0-TrO/IgMa BEPOATHOCT
Ja HMaT HaMalieHa Op0peuna QyHKIMA, € HeoOX0UMO BHHMAHUE NPH H300pa Ha K03aTa ¥ MOXeE Ja e
MOJIE3HO Aa ce npocaeasea Ox6peunara GyHKIMA.

Ilon
Crien nepopaiHo MpHICKEHHE Ha AMOKCHLIIUTHH/KIIABYJIAHOBA KHUCES/IHHA NPH 3XPABH MBXE H XKEHH

TIONBT HE € 0Ka3a/l 3HAYHMMO BAHIHHE BRPXY (apMakOKHHETHKATA HHTO Ha AMOKCHIIH/IMH, HUTO HA
KJIABYIAHOBATA KMCEHA.

brOpeuno yepeanane

O61uaT cepyMeH KIHPBHC Ha AMOKCHIANKMH/ KIaBYNAHOBE KUCSTHHA HaMANIBA (IPOTOPLIHOHANHO C
HamManasaHeTo Ha Os0peunara ¢pyHkuHA. [IoHIDKaBaHETO HA NEKAPCTBSHMA KIIHPBHC € MO-H3pa3eHo 34
aMOKCHIIMJIHH, OTKOJIKOTO 33 KJIaByJaHOBaTa KMCENHHA, THH KATO NO-TOIMa YacT OT aMOKCHIUWINH
ce ekckpeTHpa npes 6x6penure. Ilopany Tasu npAMKMHA Ho3HpaHeTO NpH 6B06peuno yBpeKaaHe
TpA0BA 1a NPeAOTBPATH NPEKOMEPHO HATPYNBAaHe HA AMOKCHITWIMH, KaTo eTHOBPEMEHHO C¢
TIOAABPKAT NOAXONAUIH HUBA Ha KIABYJIAHOBaTa KHCEAWHA (BXK. TOUKA 4.2),

Yepuonpobiio yepexnane

qepHOApoOHaTa QYHKIME A2 C& NPOCIICAABa PEIOBHO.
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5.3 IpegxiMrA9HA J2HHM 3a 0€3002CHOCT

Hexmuuyuuure JaHHA He NOKA3BaT 0CoDEH PUCK 3a XOpara Bb3 OCHOBa Ha IIPOyYBaHHA 33
PapmaxonoruyHa 6€30MacHOCT, TEHOTOKCHYHOCT W PENPOAYKTHBHE TOKCHYHOCT.

HPOY']B{:IHH& 34 TOKCHYHOCT NIPH MHOT'OKPATHO npyiaarane, ripOsBCACHN NPHA Ky4cCTa, C
ﬁMQKGHHHI[HHfKJIaB}'JIaHUBa KHCEJIMHA 1T0Ka3paT CTOMAIIHO APA3HECHE H MOBPHINAHE, KAKTO H
npoMsaHa B LIBCTA Ha C3HUKA.

He ca npoBexaaH¥ npoyYRBaHHA 23 KAPIMHOTEHHOCT ¢ AMOKCULIMIHHE/KJIABY/IAHOB2 KHUCC/IMHA.

6. DPAPMANEBTHYHH JAHHH

6.1 Chnuenbk Ha DOMOIMHEMTE BEIEeCcTBA

Aapo na rabnerkara:

MarxesueR creapar

HaTtp#ies HMIIECTEH INIHKONAT, THIT A
Cunuldes qHOKCHI, KOJIOHOSH 6e3B80/1eH
MuKpOKpACTATHA LEJTY/I03a

OENMOBO NIOKpUTHE Ha TabneTkara:
Turanos quoxcua (E171)

XurpomeJiosa
Maxporon (4000, 6000)

JIiMeTHKOH

6.2 HecnBMecTRMOCTH

Henpunoxumo.

6.3 Cpox Ha rogmocr

2 TOAMHHA

Tabnerkure, oaKkOBaHH B IIAKYETa ¢ JCCUKAHT TPAOBA Jla ce H3MOI3BAT B paMkute Ha 30 gHu cien
OTBapsHe.

6.4 CpenuaJng ycji0BHS HA ChXPAHCHHE

Ha ce chXpaHABa B QPUTHHAIHATA ONAKOBKA, 334 Xa C¢ NMpeAnasy Ot Bjlara.
Ha Be ce crxpanasa Hag 25°C.

6.5 BuaH chABPAKIUHE B2 ONAKOBKATA

Bavcrepd oy Astymunnit PVC/PVAC, nocraBenH B INIMKYE ¢ ATyMHHUEBO NTIOKPHTHE, CHABPKAIIO
NeCHKaHT B came {HapedyeHH desiccated pouch packs (DPP)), ceappxammu 21 TabneTky.

6.6 Croepnalad DPeANAzHE MEPKH NPY A3XBLPJAsAE H pabdboTa PPl ~.

Heuznon3saHHaT nexapcTBeH NPOAYKT MM OTHABUHHTE MaTePHAIH OT HEro TPAOBg/
B CHOTBETCTBHE C MECTHHTE H3HCKBAHUA.
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7. HPHUTEXKATEJ HA PAZPEINEHMETO 3A YIIOTPEBA
I'nakcoCvurKnaiin EOOJ
6yn. Llapurpaacko mwoce Ne 115 T

Codus 1784
brarapus

8. HOMEP(A) HA PASPEINIEHUETO 3A YIIOTPEBA

Ne 20000315

9. HATA HA ITBPBO PASPEHNIABAHE/MIOTHOBABAHE HA PASPEHIEHHUETO 3A
YHOOTPEBA

Hata Ha mbpBo paspetnaBane: 1989 r.
Jlara Ha nocneiHoO noxHoBABaHe: 12 Hoemepu 2010 .

16. JATA HA AKTYAJIMIUPAHE HA TEKCTA
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