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KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. NME HA JEKAPCTBEHUS ITPOAYKT L REEWE R ERAPLTRATA

*-’li/'l'}aé e 1

Amoksiklav® 500 mg/125 mg film-coated tablets

Awmoxcuxnas® 500 mg/125 mg ¢punmupanu TabreTkn

2. KAYECTBEH 1 KOJIMYECTBEH ChCTAB 0

Bceska dunmupana tabnerka chappxa 500 mg aMokcHuiaud (amoxicillin) mox gopmara Ha
aMOKCHIHINH TprxuapaT (amoxicillin trihydrate) u 125 mg ki1aBynaHora kucenuna (clavulanic acid)
non ¢opMaTa Ha Kaaues KiaBynaHaT. ChOTHOLIEHHETO € 4:1.

3a MBJIHUA CIIMCEHK ¢ MOMOIIHUTE BEIECTBA BUKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA
OuwiMHpaHd TabNeTKu

benu o mourn 6enyn oBaHY OHKOHBEKCHU (PHIMHPaHHU TaOJIeTKH

4. KJIMHUYHH JAHHHU
4.1 TepaneBTHYHH NOKA3AHUA

AMOKCHKJIAB € IOAXOIALI 32 JISYSHHE Ha CJIeJHUTe MH(EKIMK ITPH BE3pacTHH U Aena (BX. TOUkH 4.2,
44u5.1.)

¢  OcTbp OakTepHa/ieH CUHYHT (aI€KBATHO JHATHOCTHIMPAH )

OcTpo BB3NalIEeHHE HA CPEJHOTO YXO;

Octpu ex3auepbanyy Ha XpOHUYeH OpPOHXHUT (aleKBaTHO AUArHOCTULIMPaHi)
H3ppHOOTHIYHA THEBMOHUS

Huctur

ITuenonedpur

HHudekunn Ha kokaTa M MEKHTE THKaHH U MO-CHCIHANHO LEeTyJTUT, yXalBaHUA OT >KUBOTHH H
TEXKHU JACHTATHHA a0ClIeCH C Mporpecupai eIy IuT

e HHdexuun Ha KOCTUTE U CTABHTE, MO-CMICLIHAIHO OCTEOMHEITUT

Tpabea na ce B3eMar noa BHUMaHKe opHLIHATHHTE PHKOBOJCTBA 3a NpaBHIHA yHoTpe6a Ha
aHTHOAKTEPUATTHUTE CPE/ICTEA.

4.2 Jl03MpOBKa H HAYHH Ha NPHJIOKEHHE

KaTo ce B3eMaT npeuBm[
¢  OYaKBaHHTE NMATOr€HH M BEPOATHATA MM YyBCTBUTEIHOCT KBM aHTn6aKTepnafm1g t:;penc
(BX. Touka 4.4) e
TEXECTTA U MACTOTO Ha HHMEKLUATA
BBH3PACTTA, TEMIOTO M OGBOpeuHaTa GyHKIMS Ha MAlIeHTa, KAKTO € yKa3aHO HO-J0Ty.




TTpu Heo6xoauMocT TpsAOBa Aa ce IOMMCIIH 32 U3MOJI3BAHETO HA AITEPHATHBHH JICKAPCTBEHH dbopmu
Ha AMOKCHKJIAB (HanpuMep Te3H, IPH KOUTO MMa MO-BUCOKH JI03M aMOKCHIIMIMH W/WIH pa3HYHA
CHOTHOIIEHHS Ha AMOKCHLIWIMH C KJIaByJIaHOBa KucenuHa) (Bxk. Touku 4.4 1 5.1).

3a BB3pacTHH U Heua > 40 kg, Tasu Gopmyna Ha AMOKCHKIAB MPEAOCTAB o6ma aHeBHa 103a ot 1500
Mg aMOKCHIMINK/375 mg Ki1aBy/1aHOBA KHCETHHA, KOTaTo Ce NPUEMa, KaKTo € MPernopbyaHo Mo-10J1y.
3a neua <40 kg, Tasu Gpopmyna Ha AMOKCHK/IaB NPEAOCTaBs MAKCMMalIHA THEBHA 1032 OT 2400 mg
aMOKCHIWINH /600 mg KJIaBy;iaHOBa KHCENIMHA, KOraTo Ce IPUeMa, KakTo € NPenopbaaHo rno-Aoiy.
AKO ce mpueMe, 4e € HeoOXOIMMa MO-BUCOKA THEBHA 1032 aMOKCHIIIINH, C€ NPENopriBa Aa ce
m36epe AMOKCHMKIJIAB C Apyra KOHLEHTPALys C IieJl Ja ce u30erHe PHeMa Ha HEHYIKHO BUCOKH
IHEBHH JI03H KJIaByJIaHOBa KUcelMHa (BX. ToukH 4.4 u 5.1).

[poAB/KUTETHOCTTA Ha JIEUCHHETO TpsAbBa Ja ce onpezess Bb3 OCHOBA Ha OTrOBOPA Ha MALMCHTA.
Hskon HHOEKIMH (HATIPUMEP OCTEOMHEIIUT) H3UCKBAT I10-IBJITH IEPHO/M Ha JieueHue. JIeueHneTo He
Tps6Ba /la NpoAL/kaBa noseye oT 14 nHK Ge3 npernen (BK. TOUka 4.4 OTHOCHO NPONBIDKUTEHOTO
JICUCHUE).

Bu3pacthu u nena >40 kg
Enna tabnetka (500 mg/125 mg no3a), npuemaHa TP MIETH HA JCH.

Hena <40 kg

20 mg/5 mg/kg/nen oo 60 mg/15 mg/ kg/nen, pasaeneHu B TpH JO3H.

JleriaTa Morar fa ce JeKyBaT ¢ AMOKCHK/IaB TaGJIeTKH WIH C JAPYTH JleKapcTBEHH GopMHU Ha
KOMOMHAIMATA AMOKCHLIMIMH/KIIABYJIAHOBA KUCEIMHA KaTO CYCTICH3MM MM caileTa 3a Aeua. Jlena Ha
BB3PACT 6 FOJMHH M NO-MAJIKO € 3a IPeIoYuTaHe Ja GbAaT IEKyBaHH ¢ aMOKCHIIIMH/KIIaByIaHOBa
KHCeJIMHA CYCIICH3MS WIH CalleTa 3a AeLa.

Hsma KIMEMYHM JaHHY 32 AMOKCHKJIAB (¢opmu 4:1) O OTHOLIEHHE Ha [I03H, IIO-BHCOKH OT 40
mg/10 mg Ha KiIorpam Ha JieH IpH Jielia o1 2 TOJHHH.

ITamueHTH B cTapyecKka Bb3pacT
He ce cuura, ue e HeoOxonMMa KOPEKIH Ha 103aTa.

INanmenTH ¢ 6E0pedHO YBpEkKIaHe ,
Kopekuuure Ha 1o3ata ca Ha 6a3ara Ha MAKCHMAJIHOTO TPENOPBYMTENIHO HAUBO Ha aMOKCHILIMIHH

He ce Hasara kopekuus Ha Jo3ara MpH naupeHTH ¢ kpeatnHUHOB KiupbHC (CrCl) mo-roysm ot 30
ml/min).

Bw3pacmuu u oeya >40 kg
CrCl: 10-30 500 mg/125 mg nBa MbTH THEBHO
ml/min
CrCl<10ml 500 mg/125 mg BenHbK JHEBHO
/min

Xemomuammza | 500 mg/125 mg Ha Bcekn 24 yaca, mmoc 500 mg/125 mg o Bpeme
Ha IMaiy3ara, fa ce OBTOPH B Kpas Ha AUanu3ara (ThH KaTo
CepyMHHTE KOHIIEHTPALMH Y Ha aMOKCHLWIUH, U Haxna.}a&qym}’aa
KHMCEJIHHA HaMaJIsIBar) e,

Meya < 40 kg

CrCl: 10-30 15 mg/3,75 mg/kg nBa MBTH AHEBHO (MAKCUMYM 3

ml/min JBa LTH AHEBHO). TN o/
CrCl < 10 ml 15 mg/3,75 mg/kg KaTo eHOKpaTHA THEBHA N032MAKCH M}’M’SQG‘“ /
/min mg/125 mg). E \{"(" Y’\j\\{//




XeMonauanusa 15 mg/3,75 mg/kg Ha AeH BeIHBK JHEBHO.

Tlpenu xemoamnanuzara 15 mg/3,75 mg/ kg. 3a na ce BB3CTAaHOBAT
UPKYIHPALIUTE HUBA Ha JIEKApCTBOTO, TPAOBa Ja ce MpIIOKAT
15 mg/3,75 mg Ha kg ciien xemoauanuzara.

Hauuenmu ¢ uepHoOpoOHO YBpeRAaHE
JHa ce npuiara c MoBHIIIEHO BHUMaHHUE H YepHOApoOHaTa QyHKIHA a ce MPOociesiBa peJoBHO (BXK.
Toukd 4.3 1 4.4).

Haunn Ha npuJioxeHHe
AMOKCHKIIaB € 3a nepopajiHa ymorpeda.

I[a CC€ IIpWjiara B HAYaJIOTO Ha XpaHCHETO, 3a Ja ¢€ CBEAC 1O MUHHUMYM IIOTE€HIIHAITHATa
racTpoOMHTECTHHa/IHa HCIIOHOCUMOCT U Ja €€ ONTUMHU3HPpaA YCBOABAHETO HaA
aMOKCI/II_[I/IJ'[I/IH/KJ'IaByJ'IaHOBa KHCCJINHA.

TepanusTta Moxke 1a 3ano4He napeHTepanto ceriacio KXII Ha naTpaBeHosHuTe GOpMHU U oa
MIPOABIDKH C TIEpOopasIeH Mpemnapar.

4.3  IIporHBOmOKA3aHHs

CBpBXYYBCTBHTETHOCT KbM aKTHBHUTE BEIIECTBA, KbM HAKOM OT NMEHUIMIIMHATE WIH KBM HAKOE OT
MTOMOII[HHTE BEIECTBA

AHaMHe3a 3a Texkka He3a0aBHa peakllis Ha CBPBXYYBCTBHUTEITHOCT (Harp. aHauIakCcHsa KbM JpYyTro
OeTa-TakTaMHO cpeAcTBO (Harp. LedaloCHOopHH, kapbaneHeM WIH MOHOOAaKTaM)

AHaMHe3a 32 acCOLMUpaHa ¢ aMOKCHIMIIMH/K/IaByJIaHOBA KHCEIMHA JKBJITCHHULA/9epHOIPOOHO
yBpexaaHe (Bk. Touka 4.8).

4.4 CrnenuaiHd npeaynpexieHusi H NpeANa3sHA MePKH PH ynoTpe6a

IIpenu 3amo4yBaHe Ha JIeueHHe C aMOKCHIIHIINH/KJIaBy1aHOBa KHCENHHa Tpa0Ba 1a ce HanpasH
BHUMATEITHO 3a/laBaHe Ha BHIIPOCH 10 OTHOIIEHHUE Ha TIPEJUIIHN PeaKIMH Ha CBPbXYYBCTBUTEIHOCT
KbM NIEHULWIRHY, LiehaIOCTIOPUHH WITH IpYTH OeTa-nakTaMHu aHTHOHOTHLH (BXK. ToukH 4.3 u 4.8).

Crob1aBa ce 3a CepHO3HH, a MOHAKOTa U JIETATHHA peaklMM Ha CBPbX1yBCTBUTECITHOCT
(aHadunakToMOHM peaKUM) PH MALMEHTH, Ha KOUTO ce NPOBEXKAA Tepanus ¢ neHuumwivH. MMa no-
rojisiMa BEPOATHOCT Te3U peaKlMH Aa Ce IMOABST IMPH MAllMeHTH ¢ aHAMHE3a 33 CBPBXYYBCTBUTEIHOCT
KbM NMEHUIWIIMH H aTOMUYHY NAIMEeHTH. AKO BE3HUKHE alepriyHa peakiys, Tepanusara ¢
aMOKCHUWINH/KJIaByJIaHOBA KHCEIHHA TPAOBa 1a ce IIPEeKpaTH U Ja C€ Ha3HA4YM IOAXOIALIO
ITEPHATHBHO JIEUSHHE.

B Cﬂy‘laﬁ, Y€ € JOKa3aHo, e HHd)eKI_[PIS[Ta C€ IBJ/DKH Ha '-IyBCTBPITeJIeH(-H) KBEM aMOKCHIIHJINH
OpraHI/ISBM(-I/I), TOoraea TpSI6Ba [a c€ IIOMHCJIA 324 IPEMUHABAHE OT aMOKCI/II.II/UII/IH/KJ'[aBy.IIaHOBa
KHUCECJIMHA KbM aMOKCHITWIHH B CHOTBCTCTBUEC C 0(1)I/II_II/IaJ'[HI/ITe HPCNIOPBKH.

Ta3u nexapcteeHa popma Ha AMOKCHKIIaB He € OAXOsLIa 3a ynorpeba, Kkoraro e Han l‘l( ‘A}mpq;( \
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CTeIeH Ha PUCK IIPeoaraéMUTe IaTOreHH Ja Ca Pe3UCTEHTHH KbM 6eTa-J'IaKTaMHH.._ peacTBa, NG
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IIpu naumenTH ¢ HapymeHa 6r0pedyHa GYHKIWS WK PH TALIMEHTH, KOUTO aneMa:[‘ MCOKH ﬂo%z //
" r;” y
MOXKe€ J1a BE3HUKHAT I'bpuoOBe (BXK. 4.8). L PAHRA Y




AMOKCHIIMH/K/IaByIaHOBa KHCETHHA TPSAOBa 1a ce W30ArBaT, ako UMa ChbMHEHHE 32 MH(EKLIMO3HA
MOHOHYKJI€03a, Thi KaTO NosABaTa Ha MopOwINdopMeH 0GPHB ce CBHP3BA C TOBA ChCTOSHHE CIIET
ynoTpe6a Ha aMOKCHLIHITHH.

EnHoBpeMennara ynorpe6a Ha aloIlypHHOII I10 BpeMe Ha JieYeHHe ¢ aMOKCHLIWITMH MOXKE Ja YBETHYH
BEPOATHOCTTA OT AJICPTUYHH KOKHH PEaKIIMH.

[IpoxbmkuTenHara ynorpeba Moxke IIOHAKOTa Ja AOBeJe 0 CBPBXPACTEX Ha HEUYBCTBUTEIHH
OpraHH3MH.

TlosiBata Ha reHepaqM3UpaHa epUTEMa B HAYAJIOTO HA JICYEHHETO, IPHAPYKEHA OT BUCOKa
TeMIIepaTypa U NPOsiBEHA C MyCTyJIM MOXe Ja Obie CUMITTOM Ha OCTpa reHepaiu3upaHa
eK3aHTeMaro3Ha mycryso3a (AGEP) (Bx. Touka 4.8). Ta3u peakuus U3UCKBa CIIUpaHe HA IPHEMa HA
AMOKCHKJIaB U € TIPOTHBOIIOKA3aHHME 3a MOC/IEBAIIO NPHIOKEHHE Ha AaMOKCHIIIUTHH.

AMOKCHUW/INH/KJIaBYIaHOBA KHCEIMHA TIPHU TALIMEHTH ¢ Y4EPHOAPOOHO yBpexAaHe TpsAOBa J1a ce
U3I10JI3Ba C TIOBUINICHO BHUMaHHE (BX. Touku 4.2, 4.3 u 4.8).

Crobwaga ce 3a 4epHOAPOOHH CHOUTHA IIABHO MPH MBXKE M MALMEHTH B CTAPYECKA BH3PACT U Te
MOXe€ /1a C€ CBBPXKAT C MPOIB/DKHTEIIHO JIEUEHHE. 3a TAKMBA CHOUTHS ce choOIMaBa MHOTO PAAKO MIPH
Aeua. BpB BcH4Kky nomynaiuy oGMKHOBEHO Ce MOSABSBAT [IPU3HALM M CUMITTOMM T10 BpEME Ha WK
HEMOCPEACTBEHO CJIE JICUEHHETO, HO B HIKOHU CITydad MOXeE JIa HE C€ U3ABAT J0 HAKOJIKO CEAMMULIA
cjie]] CrUpaHe Ha jleueHueTo. Te o6uKHOBeHO ca obpatumu. UepHoapobHuTe ¢hOMTHA MOXKE 1a ca
TEXKH U B M3KITIOYMTETHO PEIKH CITydau ce ChoOIaBa 3a CMBPTHH CiTy4ad. Te IOYTH BHHATH CE
Ha0I0AaBaT NPH MALHEHTH C TEKKU OCHOBHM 3a00/ABaHUS WM eHOBPEMEHEH NIPUEM Ha JIEKApCTBa,
3a KOHMTO € U3BECTHO, Y€ € BE3MOXKHO [a BB3JEHCTBAT Ha YepHUA 1pob (Bxk. TouKa 4.8).

Ipn nourn BcHuKH aHTHOAKTEPHAITHU CPEACTBA, BKIFOYHMTEIHO aMOKCHIIIIMH, Ce ChOOINaBa 3a
KOJIMT, CBBP3aH C PHEMa Ha aHTHOMOTHK, BAPHPALI KAaTO TEXECT OT JIeK 0 )KHBOTO3aCTPalLlIaBalll.
(Bk. Touka 4.8). 3aToBa € BaxkHO J]a Gb/le pa3Mo3HaTa AMArHO3aTa NPH MALMEHTH, TIOIYYWIH JHAPHS
110 BpeMe Ha WIH Clie/l IPHEM Ha KaKbBTO M 1a € aHTUOMOTHK. AKO C€ MOSBH KOJIUT, CBBP3aH C
TNIpUeMa Ha aHTHOMOTHK, AMOKCHKJIaB Tp1OBa He3abaBHO 1a ce NPeKpaTH, TpAOBa Jia ce HanpaBu
KOHCYIITAIIMA C JIEKap M 1a Ce 3allo4He NOAXOAsma Tepanus. [1pu Ta3u curtyanus ca
NPOTHBOIOKA3aHH JIEKapCTBa, 3a0aBsAIIM NePHCTAITHKATA.

I1pu NpoaBIKMTENHO JIEYEHHE Ce TIPENOphYBa MEPHOAMYHA OLEHKA Ha BAKHH (GyHKIMU Ha
OpraHu3Ma, BKJIIOUMTENIHO O0peyHaTa, yepHOAPOOHATa H XEeMOIIOSTHYHATA (PYHKIIHS.

Psnxo ce cro0maea 3a yb/bkaBaHe Ha IPOTPOMOMHOBOTO BpeMe IIPH NALMEHTH, IIpUeMAIIy
aMOKCMIIWJIMH/KJIaByJ1aHOBa KHCeNInHa. TpsAbBa 1a ce mpasu MOAXOOALIO NPOC/IeAIBaHe, KOraTo €
TIPEANACaH €IHOBPEMEHEH IIPUEM HAa aHTUKOAryJIaHTH. Moske Ia € HeoOXoauMa KOpeKiys Ha J103aTa
Ha MepOPaIHUTE aHTHKOAryJIaHTH, 3a Ja ce NOAIbPrKa JKeJJaHOTO HUBO HA aHTHKOAryJamus (Bix.
ToukHU 4.5 u 4.8).

IMpu nanuenty ¢ 66peyHH yBpexKIaHuUs N03aTa TPIOBa 1a ce KOPUTHpa B 3aBHCHMOCT OT CTEIIEeHTA Ha
yBpekaaHe (Bx. Touka 4.2).

Ipu naupenTH ¢ HaMaJleHa qHype3a MHOTO PSAKO ce HaGmoaaBa KPUCTaTypHs, npennmio ‘p
napenTepaiia tepamud. ITo Bpeme Ha npunarade Ha BUCOKH O3 aMOKCHIHINH CE npeﬂo,pxgg&




Tlo BpeM€ Ha JICUECHHE C aMOKCUIIJIMH Tp}I6Ba Jla Cce U3II0JI3BaT €H3UMHH [THOKO300KCHIa3HA METOAH
BCEKH IIBT, KOTATO C€ NPaBy U3CICABAHC 33 HaJIMUHME Ha rI0K03a B YpHHATa, 3alo0To HECH3UMHHTC
METOJHU MOTaT Ja aajaar (l)aJ'IIIII/IBO TOJIOXKHUTEIHM PE3YNITAaTH.

HanuuueTo Ha KIaByJIaHOBA KHCEIMHAa B AMOKCHKJIAB MOXE /12 TIPEAU3BHKA HecnenupuIHO
cebp3BaHe Ha IgG 1 anbyMuUH ¢ KIEThYHHTE MeMOpaHH Ha €PUTPOLIMTHTE, KOETO BOTH 10 dbanmmBo
nosnoxureieH Tect Ha Coombs.

HiMa choOIIeHHS 32 TIOJOKUTETHU Pe3yITaTH OT U3C/IEABAaHUATA IIPY U3MIOJI3BaHE HA TECTA Bio-Rad
Laboratories Platelia Aspergillus EIA npu naiueHTy, npueMaiin aMOKCHITWIVH/KJIaBy/laHOBa
KMCEJTMHA, 32 KOMTO BIIOCJIEJICTBUE € YCTAHOBEHO, Ue HAMAT HH(EKLHS C Aspergillus. Crobmaga ce 3a
KPBCTOCAHM peaklyu ¢ He-Aspergillus monmsaxapuau u noymudypaHosu mpu Tecta Bio-Rad
Laboratories Platelia Aspergillus EIA. Tlopaau ToBa, MOJI0XKHUTEIHHTE PE3YATATH OT TECTOBETE IPH
TALMEHTH, NPHeMall aMOKCHIIIMH / KIIaBy/IaHOBA KHCE/IMHA TPAOBA /1a Ce THIIKYBAT NPE/NIa3iuBo 1
14 e NOTBBP/AT C APYTH AUATHOCTHYHH METOIH.

4.5 B3anMojeiiCTBHe ¢ APYTH JeKAPCTBeHH NPOAYKTH H Apyrd ¢popmu Ha B3anMojelicTBHE

Hepopannu anmuxoazynranmu

[lepopallHMTe aHTHKOAryJIaHTH U NICHULWJIMHOBUTE aHTMOMOTHLIH Ca IMMPOKO M3MOJI3BAaHH B
npaKTHKaTa, 6e3 choOIeHns 3a B3auMo/ieiicTBYe. BBIpekH TOBa, B IMTEpaTypara UMa ciyian Ha
YBEJIMYEHO MEKIyHAPOAHO HOpManu3upaHo oTHoweHue (INR) mpu manueHTH, NoaIbpKaHu ¢
alleHOKyMapoJ WIH Bap(apyH, Ha KOMTO € MPEIHCaH Kypc ¢ aMOKCHIIIMH. AKO € Heo0X0IuMO
€IHOBPEMEHHOTO MPUJIOKEHHE, IPOTPOMOHHOBOTO BPEME HJIH MEXTYHAPOAHOTO HOPMATU3HPaHO
ornomenue (INR) Tpa6sa fa 6b1aT BHEMATENHO HAGTIONABAHH NPU 106aBAHETO WM OTHEMAHETO Ha
aMoxcHITTHH. OCBEH TOBA, MOKE [1a ¢a HeoOXOMMH KOPEKIIHH Ha [103aTa Ha EPOPAJIHUTE
aHTHKOAryJIaHTH (BX. TOUkH 4.4 1 4.8).

Memompexcam
TTeHUIWIMHATE MOXKE J]a HAMAJIAT OTAEISHETO Ha METOTPEKCAT, KOETO J1a IPUYHHU €BEHTYAIHOTO
yBeJIMYaBaHEe Ha TOKCUYHOCTTA.

Ilpob6eneyuo

E/THOBPEMEHHOTO NPUJIOKEHHME Ha MpoGeHel He ce npenopbusa. [IpobeHen i Hamalsisa
6B6peunara TyOyIHaTa CeKpelys Ha aMOKCHLIMH. EiHOBpeMeHHaTa ynotpea Ha MpOOeHELHIL
MOJKe J1a IOBeJie 10 MOBHIIEHH KPbBHM HMBA Ha aMOKCHIIW/IHH, HO HE M Ha KJIaBYJIaHOBA KMCEJIUHA.

4.6 BpemennocT H KbpMene

Bpemennoct
EKcriepuMeHTATHUTE NPOYYBaHUS NP KHBOTHH He MOKa3BaT MPSAKO HIM HENPAKO BPEAHO

BB3/IeHCTBHE BBPXY OPEeMEHHOCTTa, eMOPHOHATHOTO/PETATHO Pa3BUTHE, PaXXIaHETO WIH
IOCTHATATTHOTO pa3BUTHe (BXK. TOuKa 5.3). OrpaHMYeHHUTE NaHHHM 32 ynoTpebara Ha
aMOKCHIWIHH/KJIaBy/1aHOBA KHCEJINHA II0 BpeMe Ha OPEMEHHOCT MPH XOpa He IOKa3BaT MOBUINCH
pHCK OT BpojieHn Maidopmauuy. B enHO npoyuBaHe npu XeHH ¢ IPEXAECBPEMEHHA PyNTYpa Ha
derannara MemGpaHa ce chobImaBa, de MPOQIIAKTHYHOTO JIeYEHHUE C AMOKCHLIMIIMH/KIIaByJIaHOBA
KHCeIMHa MOXe Ja 6B/ CBbP3aHO C MOBHIIEH PUCK OT HEKPOTH3UPAI €HTEPOKONUT TIPH - iz
HOBOpOZieHUTe. YToTpebara o BpeMe Ha GpeMeHHOCT TpabBa na ce u3bsrsa, OCBeH aKQi.ﬁékapm:fHQ,;‘:”*‘*\x‘
CMSATa, Y€ T € HATOKUTEIHA. PPN

Knpmene /
U nBete BelllecTBa ce OTAENAT B KbpMara (He ce 3Hae HMIIO 3a BL3IEHCTBUETO Ha Kﬁaﬁy‘ AHB) :
KHCeJIMHA BBPXY KbpMaueTo). CeloBaTeNHO, TIPH KbPpMaUYETO ca Bb3MOXKXHH nnapnﬂh;ﬁ; HA L
HMH(}EKIMS Ha JINMTABHLIUTE, TaKa Ye MOXeE Jla € HATOXKH KbPMEHETO Aa 6blie IPEKpaTERO ST @?‘/
AMOKCHIIWIHH/KJIaByJIaHOBa KMCe/IiHa TPSOBa Ja ce U3MO0JI3Ba 1o BpeMe Ha KbPMEHE CaMO ClI¢ ) R‘\\/-‘ e
OIleHKa Ha ChOTHOIICHHETO MOJ3a/PUCK OT CTPaHa Ha JIEKYBaIIHA JeKap.




4.7 EdexTn BLpXy cnocoGHocTTa 32 modupaHe H paboTa ¢ MAIIHHEA

Hsma npoyuBaHHs 3a eeKTUTE BHPXY CMOCOGHOCTTA 3a modupaHe 1 pabora ¢ MalIMHH. .
O6aue Moe 1a Bb3HHKHAT HEXKeIaHH PeaKIiy (Hanp. aneprudHH PeaKilHil, 3aMasHOCT U IbpHOBe),
KOHTO MOTAT /ia MOBJMSAT Ha CIIOCOGHOCTTa 3a ModHpaHe ¥ paboTa ¢ MamMHH (BX. To4Ka 4.8).

4.8 Hexe1ann JieKapcTBeHH peaKIMH

Hait-uecturte Hexenanu ekapcTBend peakuuu (HJIP) ca nuapust, rageHe ¥ NoBpbLIaHe.
HJIP, noTy4eHHn OT KIMHAYHY H3TMTBAHMS ¥ MOCTMAPKETHHIOBOTO Hab0ieHKe, IOAPEACHH 1O

cucteMo-opranHute kiacose Ha MedDRA, ca u3bpoenu mo-1o:y.

Mznon3BaHa e ciaegHara TCPMUHOJIOTHS 3a KJIaCI/I(i)I/II_II/IpaHe Ha BB3HHKBAHETO HA HEXKCIaHU pCaKLUU:

Mtoro uectn 21/10

Yecrn (=1/100 no <1/10)
Heuecrn (>1/1 000 no <1/100)
Penxu (=1/10 000 oo <1/1 000)
Mtuoro peaku (<1/10 000)

C HeM3BecTHa 4ecTOTa (OT HATMYHMTE JaHHU He MOXKe J1a O'b/Jie HaNnpaBeHa OLIEHKA)

HNndexnnn n nadecTannu

KoxHo-muraBuyHa KaHIu103a

YectH

CBppracrem Ha HCYYBCTBHUTCIIHA OpraHU3MH

C Heu3BECTHA UECTOTA

Hapymemm HA KPbLBTAa H J'IIIMQHaTa CHCTEMA

O6paTtuma JeBKONEHUs (BIITIOUUTETHO HEYTPONICHHUA)

Penku

TpoMGonpToneHus

Peaxu

O6parnma arpaHyJIoOnMTO3a

C "Hen3BeCcTHA YeCcTOTa

- XeMOJIUTHYHA aHEMHUS

C Heu3BeCTHA YeCTOTa

YABL/DKaBaHEC Ha BpEMETO Ha KBPBEHE U IIpOTpOMGI/IHOBOTO BpEME !

C Heu3BeCTHA YecToTa

Hapymemm HAa HMYHHATA CHCTEMaA 10

AHTHOHEBPOTHYEH OTOK

C Hen3BeCTHA YeCTOTa

Anadunakcus

C HeM3BeCTHA YecToTa

CunzpoM Hamoo0sBall cepyMHa 6omecT

C HeH3BECTHA Y€CTOTA

Aneprnqu BaCKYJIUT

C Heu3sBeCTHA YecToTa

Hapyimenns Ha HePBHATA CHCTEMA

3amaiiBane

Heuectn

I'naBoGonue

Heuectn

ObparuMa XUNepaKTUBHOCT

C Heu3BecTHA YeCTOTa

r’bp‘IOBez C HemsBeCTHA YeCTOTa
CToMAIHO-YpEeBHHN HADYIIEHAS -
Huapus

Tagene’

IloBpbuiane

Hapymeno xpaHocMiuiane

KOmHT, CBbp3aH C pHeMa Ha aHTHOHOTHK *

YepeH ,,xocMat” €3UK




XenaTo-OnJIHADHHE HADYIIEHUA

Tlopumenune Ha AST w/unm ALT’ HeuectH
Xenarut ° C Hen3BeCTHA YECTOTA
XomecrtaTHuHa )K'BJ’ITeHI/II_Ia6 C HeM3BeCTHA YeCTOTa

7
Hapymemm HA KOXKATA M NOJAKOKHATA ThKAH

KosxeHn o6pus Heuectn

Iipypur Heuectn

VYprukapus HeuectH

Epurema MynTHDOpME Penxu

Cunzapom Ha Stevens-Johnson C Heu3BecTHA 4ECTOTA
TokcH4Ha enuAepMaiHa HEKPOIIH3a ‘ C HeHW3BecTHa 4€CTOTA
Byno3eH exctonuaTuBeH AEPMATHUT C Hem3BecTHA 4ECTOTA
Ocrtpa reHepalInu3ipaHa eK3aHTEMaTO3Ha IyCTyJ1032a (AGEP)9 C HeM3BECTHA YECTOTA

Hapymenns Ha 0b0pelnTe H NMKOYHATE NBTHINA

Hurepcrunmanet Hedhput C HeuW3BeCTHA 4eCTOTa

Kpucramypus 8 C Hen3BeCTHA 4eCTOTa

1 Brkre TOuKa 4.4

2 Buxre Touka 4.4

3 TajleHeTO HO-YECTO Ce CBBP3Ba C MO-BUCOKU [EPOPATHH 103H. AKO CTOMAIIHO-YPEBHUTE PEaKLNK ca
OYEBHIHHM, Te MOTAT Ja ObIaT HaMaJIeHH, KaTo AMOKCHKJIAB ce NIPHEeMa B Ha4aJl0TO Ha XPaHEHETO.

4 BKTIOUMTENHO [ICEeBIOMEMOPaHO3€H KOMUT M XeMOparHieH KOJHMT, (BXK. To4ka 4.4)

5 3aGenszaHo e ymepero nopummenne Ha AST w/wm ALT Ipu MALMHTH, JIEKyBaHU ¢ OeTa-TaKTaMHH
aHTHOMOTHIIM, HO 3HAYEHHETO Ha TE€3H PE3YITAaTH He € U3BECTHO.

6 Tesu cLOMTHS ca HAGIIOAABAHY U MPH IPYTH MEHALMIMHHA U LiehaToCHOpHHH, (BX. TO4ka 4.4).

7 AKO BB3HHKHE aJleprudeH IepMaTHT, JIe4eHUeTO TPAOBa na ce MpeKpaTH (BXK. To4Ka 4.4).

8 Bwxkre Touka 4.9

9 Bmxre TOuKa 4.4

10 Buwxre Touka 4.3., 4.4

4.9 Ipeno3npane

CuMInToMH ¥ IpU3HAIM HA [IpeIo3UpaHe

Moske fia ce HaGIIOAaBaT CTOMANIHO-YPEBHH CMMIITOMH M HapyllaBaHe Ha eJIeKTPOIMTHUs GanaHe 1
famanca Ha TeuHocTH. HaGmroaBana € KpUcTaIypHs Ha aMOKCHIMIIMH, KOSTO B HIKOHU CITy4au BOIH
10 6B6peyHa HeAOCTATHYHOCT (BXK. TOUKa 4.4).

Ilpy nauxeHTH ¢ HapyiueHa 6p0peyHa GyHKIMS WA NPU MALHEHTH, KOUTO NIPHEMAT BUCOKH [I03H
MOJKe J1a Bb3HUKHAT I'bPUYOBE.

CrobmaBa ce, 4e aMOKCHLIWIHH C€ YTasiBa B KaTeTPH Ha IUKOYHMSA MEXyp, PEIUMHO CIIEA
MHTPaBEHO3HO TPWIOKEHHE Ha roieMu Jo3H. Tpabsa a ce npaBH peoBHA NPOBEPKA Ha

MPOXOAMMOCTTA (BX. TouKa 4.4).

Jledenue Ha nIpeao3upaHe




5. ®APMAKOJIOTHYHM CBOMCTBA
5.1 ®apMakoIHHAMHYHHM CBOHCTBA

dapmakoTepaneBTHHa [PyIa: GeTa-aKTaMHM aHTHOAKTePHATHHA CPEACTBA; KOMOHMHALIMU Ha
NEHHIMIMHOBY aHTHOHOTHIM ¢ 6eTa-TaKTaMa3HHU HHXMOUTOPH
ATC xoxn: JOICRO2

MexaHu3bM HA JCHCTBHE

AMOKCHUMIITMH € [IOJyCHHTETHYEH EHNIMIMH (GeTa-TakTaMeH aHTUOHOTHK), KOHTO NOTHCKA S/IH
WM TIOBEYE €H3MMH (Y€CTO HapHYaHH MEHULIMIMH-CBBP3Ballld IPOTCHHH, TICII) B GHOCHUHTETHYHHUS
BT Ha TIENTUIOTTIMKAaHa Ha 6aKTeprUuTe, KOMTO € HHTerpajieH CTPYKTYPEH KOMIIOHEHT Ha KJIEThYHA
cTeHa Ha 6akTepuute. MTHXHOMpaHETO Ha MENTHAOTTIMKAHOBHA CHHTE3 BOAH 10 orcinabBaHe Ha
KJIEThYHATa CTEHAa, KOETO OOMKHOBEHO C€ CJIC/IBA OT pasmnaj ¥ KIeTbYHa CMBPT.

AMOKCHIIIIIMH € YYyBCTBHUTECJICH KbM pa3rpaxkaaHe Hpe3 OeTa-jiaKTaMasy, MNpOU3BEACHU OT
PE3UCTEHTHH GaKTepI/II/I H 3aTOBA CIICKTHPET HA NeCTBHE Ha AaMOKCHULIFUIMH CaMOCTOATCIIHO HE
BKJIFOYBA OPTraHH3MH, KOUTO NIPOM3BEKAAT TC3H CH3INUMHA

KnaBynaHoBaTa KucenuHa WMa OeTa-TaKTaMeH IPhCTEH, CTPYKTYPHO MPHCHIL HA MEHUIIWINHUTE. Toit
MHAKTUBUPA HAKOM OeTa-TaKTaMa3HH CH3MMH H 3allMTaBa aMOKCHIIWIMH OT HHAKTUBUPAHE.
KJ1aBy/laHOBA KHCEIHHA CAMOCTOSITENHO HEe OKa3Ba KIHHKYHO I10JIe3€H aHTHOAaKTepHAIeH eeKT.

POK/D]] BpB3Ka
BpeMmeTo HaJ MEHHMMAaJIHaTa nHXUGKUpama koHueHTpanus (T> MIC) ce curra 3a OCHOBCH ¢akrop,
ompenenall epUKaCHOCTTa MPH aMOKCHITHIIHH.

MexaHu3MH Ha pe3UCTEHTHOCT
JIBaTa OCHOBHM MEXaHM3Ma Ha PE3UCTEHTHOCT KbM aMOKCHLIAIMH/KIIaBy/IaHOBa KHUCE/IHHA ca:
e lHaKkTHBHpaHE OT Te3H OakTepuanHu Gera-naKTaMasH, KOUTO CaMH He C& HHXHOUpAT OT
KJ1aByJIaHOBa KMCeJIMHA, BKITIoUnTeNHO U kiac B, Cu D.
e IIpomsana na IICII, xoeto HamansBa apUHHTETa Ha AHTHOAKTEPHATHOTO CPEICTBO KbM LIEIITA.
HenponuriaemocTra Ha GakTepuuTe WiH edIyKC IOMIa MEXaHM3MHUTE MOTaT Aa NPHYMHAT WK 1a
JONPHHECAT 33 6aKTepHaiHa PE3UCTEHTHOCT, 0cO0eHO NpH I paM-oTpuLIaTeIHUTE GaKTEpHHL.

. I'pannuHU cTOiHOCTH
I'panuunute croitHocTH Ha MIC 32 aMOKCHINUIMH/K/1aByJIaHOBA KMCEIMHA Ca Te3U Ha EBporneiickus
KOMHTET 3a OTpee/IsHe Ha aHTUMHKpOoOHaTa ayBcTBUTENHOCT(EUCAST).

Opranussm I'panyyHU CTOMHOCTH Ha
qyBcTBUTENHOCT (pg/ml)
UyBCTBUTEITHU MexaIuHHH Pe3ucteHTHH
Haemophilus influenzae 1 <1 -
Moraxella catarrhalis 1 <1 -
Staphylococcus aureus 2 <2 -
Koarynazo-HeraTuBHH cTaQHIOKOKH 2 <0,25
Enterococcusl <4 8
' Streptococcus A, B, C, G 5 <0.25 -
Streptococcus pneumoniae3 <0.5 1-2
EnTepobakrepun 1,4 - -
I'pam-oTpuLiaTenHu aHaepobul <4 8




I'paM-10I0XKHTETHH aHaepoOul <4 8 >8

I'paHMuHM CTOMHOCTH, HECBBP3aHH ¢ Buioserel <2 4-8 >8

1 [TocoueHMTe CTOMHOCTH Ca 33 KOHIEHTPALMK Ha aMOKCHIIIIMH. 32 U3CJISIBAHETO Ha
qyBCTBUTEHOCTTA, KOHIIEHTPALMATa Ha KJIaByJJaHOBA KMCETHHA © dukcupana Ha 2 mg/l.

2 ITocoyeHuTe CTORHOCTH ca 3a KOHIICHTpaliu Ha OKCAIWIIHH. .

3 I'paHHM4HHUTE CTOMHOCTH B Tab/MIaTa ca Ha 6a3a Ha IPaHIMYHKTE CTOHHOCTH Ha aMIALIIMH.

4 T'paHM4HA CTOHHOCT HA pe3ucTeHTHOCT R>8 mg/l rapanTHpa, 4e 3a BCUMKN M30/IaTH ¢ MEXaHU3MH
Ha PE3UCTEHTHOCT € ChOOLIEHO, Y€ ca Pe3HCTEHTHH.

5 I'paHA4HKMTE CTOMHOCTH B TaGJIMIATA ca Ha 6a3a Ha TPAHMYHATE CTOWHOCTH Ha OeH3IITITEHULIFINH.

Pa3npocTpaHEeHHeTo Ha PE3UCTEHTHOCTTA MOXe J1a Bapupa reorpa)cky U BbB BPEMETO U 33 u3bpaHu
BHJIOBE H € KeJaTeHO 12 NMa MECTHA MHpOpPMaLHs 32 Pe3UCTEHTHOCTTA, OCOOEHO NPH JICYCHHE Ha
TeXKH HHbeKIH. [Ipu HeoGXxoxMMOCT TpAOBa 1 Ce MOTHPCH CHBET OT EKCMEPT, KOraTo MECTHHTE
JAaHHH 33 PE3UCTEHTHOCTTA Ca TAKUBA, Y€ H3MIOI3BAHETO HA AHTMMUKPOOHHS areHT NPH HAKOH
HWHGEKIHUN € CIIOPHO.

O06nKHOBEHO TYBCTBHTEIHH BHA0OBE

['paM-1o0XKUTETHH aepobu

. Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (METHITAITHH-4yBCTBUTEIHH) £
Koarynaso-HeraTuBHH cTa(pHIOKOKH

Streptococcus agalacticae

Streptococcus pneumoniael

Streptococcus pyogenes M ApyTH 6€Ta-XEMOJIMTUYHU CTPEIITOKOKH
Streptococcus viridans rpyna

I'paM-OTpHUATETHHA MUKPOOPTaHU3MHU
Capnocytophaga spp.

FEikenella corrodens

Haemophilus influenzae’

Moraxella catarrhalis

Pasteurella multocida

AHaepoOHM MHKPOOPraHu3MH
Bacteroides fragilis

' Fusobacterium nucleatum

Prevotella spp.

Buose, 3a KOUTO NpUI0OGUTATA PE3UCTEHTHOCT MOJKe J1a 6b1e npobieMHa
AepobHu I'paM-TION0KHUTETHA MUKPOOPTaHHU3MH
Enterococcus faecium $

AepoOHu ['paM-OTpHLIATEIHY MUKPOOPraHU3MH
Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Proteus mirabilis

Proteus vulgaris

Pe3ucTeHTHH MUKPOOPraHH3MH

Aepobuu ['paM-0TpHHATETHY MUKPOOPTraHU3MHU
Acinetobacter sp.

Citrobacter freundii

Enterobacter sp.

o
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Legionella pneumophila
Morganela morganii
Providencia spp.
Pseudomonas sp.

Serratia sp.
Stenotrophomonas maltophilia

Jpyry MUKpoOpraHu3MHU
Chlamydophila pneumoniae

Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

$ EcTecTBeHa cpeiHa HyBCTBUTEHOCT MPH JIMIICA HA NPHIOOUT MEXaHM3bM Ha PE3HCTEHTHOCT.

£ BCHYKH METHLMIMH-PE3UCTEHTHH CTaQHIOKOKH Ca PESUCTEHTHH KbM aMOKCHIWIMH/KJIaBYJIaHOBA
KHCEIHHA

1 Streptococcus pneumoniae KOUTO ca Pe3UCTCHTHH Ha IIEHUIIMIAH, He TpsAOBa /ia ce JIEKyBaT ¢ Ta3H
NekapcTBeHa GopMa Ha aMOKCHIIWINH/KIIaBy/IaHOBa KHCeNMHA (BXK. Touku 4.2 n 4.4).

2 Cpo611aBga ce 3a MaMOBE C HaMajieHa YyBCTBHUTEHOCT B HikoU cTpanu Ha EC, ¢ yecToTa mo-Biucoka
ot 10%.

5.2 PapMaKkoKHHETHYIHH CBONHCTBA

Pe3oponusn

AMOKCHITWIMH M KJIaByJIaHOBA KHCEJIMHA HAITBJIHO C€ TUCOLMHMPAT BBB BOJEH Pa3TBOP IIPH
dusronoruuno pH. Yl nBeTe KOMNOHEHTH 6BP30 M 10Ope ce pe3opOHpar pH NEpOpaHo
npuiIoxeHHe. Pe3opOupsaTa Ha aMOKCHLMTHH/KJIaBYJIaHOBA KMCEJIMHA CE ONITUMHU3HPa, KOraTo ce
npHeMa B HAYaIO0TO Ha XpaHeHeTo. Cies1 nepopasieH mpueM GMOHATMYHOCTTA HA AMOKCHIIWIIMH U
KJIaByIaHOBA KUCEIHHa e okono 70%. [lnasMenuTe npoduam Ha IBaTa KOMIIOHEHTA ca NMOJA00HH U
BPEMETO N0 NMHUKOBaTa [U1a3MeHa KoHueHTpaius (Tmax) BbB BCEKH CiTy4aid € OKOJIO €IMH Yac.
(dapMaKOKMHETHYHHTE PE3YJITATH OT H3IIMBaHe, IPH KOETO AMOKCHIIMIIMH/K/IaByJ1aHOBa KHUCEIHHA
(500 mg /125 mg TabneTKy, MpUeMaHH JBa ITbTH JHEBHO) € NIPWIAraH Ha IJIaJHO Ha IPymH OT 3[paBH
J0OpOBOIIIH, ca MpeacTaBeH! Mo-10ITy.

Cpennu (£ SD) dapmaxokuHETHYHHN TapaMEeTPH

Tlpunoxxeno(-n) Joza | Cmax Tmax * AUC (0-24h) T1n
aKTUBHO(-H)

BetecTso(-a) (mg) | (ng/ml) (h) ((ngvml) (h)
AMOKCHUIIMIIUH

AMX/CA 500 7,19 1,5 (1,0-2,5) 53,5 1,15
500 mg/125 mg +2,26 +8,87 40,20
KnaBynanoBa kucenuHa

AMX/CA 125 2,40 1,5 (1,0-2,0) 15,72 0,98
500 mg/125 mg + 0,83 13,86 0,12
AMX — amoxcuumuH, CA — K1aBylaHOBa KUCE/IHHA

* MenuaHa (quanasoH)

CepyMHHTe KOHLISHTPALMH Ha aMOKCHIIWIHH M KJIaBy/1aHOBA KMCEIMHA IOCTUTHATH C., S
aMOKCHIIM/IMH/KJIaBy/IaHOBA KHCETHHA Ca MOA0OHH Ha Te3H, HOTyUYeHH MPH CaMOCTOsTes
NEPOPATHO NPHIIOKEHHE HA eKBUBAJICHTHH J103H aMOKCHUIIWIMH M KJ1aBYJ1aHOBA KHCEIUFA

Pasnpenenenne



Oxko110 25% oT ofara IUia3MeHa KiiaByJlaHoBa kuceauHa U 18% ot ofums miasMeH aMOKCHIMIIMH C2a
CBBp3aHH ¢ npoTernu. [IpusuaHMaT 06eM Ha pasnpenenenue e okoio 0,3-0,4 kg 3a aMokcHUMIUH K
okoJ10 0,2 1/kg 3a k1aByJIaHOBA KHCEJIMHA.

CrneJl MHTPaBEHO3HO TIPIIOKEHHE, aMOKCHLIIMH M KJIaByJ1aHOBA KUCEJIMHA C& OTKPUBAT B JKIIBYCH
MeXyp, KOPEMHA ThKaH, K0ka, Ma3HUHH, ThKaHU, MyCKYJIHa ThKaH, CHHOBHAJIHA U ICPUTOHEATTHA
TEYHOCT, JKIThYEH CEKPET ¥ HOM. AMOKCHLIIMH He Ce Pasnpesielis 10CTaThuHo Jo6pe B
rprOHaYHOMO3BUHATA TEYHOCT.

OT npoy4BaHUATA NPH KHUBOTHH He CHIECTBYBAT JOKA3aTesICTBA 3 3HAYUTE/THO ThKaHHO 3aAbpXKaHe
Ha BEIECTBA, IOTy4YeHH OT JIEKapCTBOTO, 32 BCCKU OT KOMIIOHEHTHTE. AMOKCHIIWIHMH, KaTO IOBEYETO
OT NEHULINHH, MOXe 1a 6bJie OTKPHT B Kbpmara. Cliein OT Ki1aBy/IaHOBA KMCEJIMHA MoTaT Aa 6baT
OTKPHTH B KbpMarta (BXK. To4Ka 4.6).

JToKa3aHo e, ue ¥ aMOKCHIIIINH, U KJIaByJIaHOBa KHCEJIMHA IPEMHUHABAT IUIaLeHTapHaTa Gapuepa (BX.
Touka 4.6)

MeTaboau3bm

AMOKCHIIMIIMH YaCTHYHO Ce OTAe) B ypHHaTa KaTo HEaKTHBHA NMECHULWIMHOBA KUCE/IMHA B
KOJIMYECTBa, €eKBUBAJICHTHH Ha 10 10 10 25% oT nbpBoHavanHaTa f03a. KilaBynanosara KucesnuHa ce
MeTaboNM3Hpa EKCTEH3HBHO NPU YOBEKA U Ce eTMMHHUPA C YPHHATA U (PEKAJIUHMTE U KATO BBITIEPOCH
JHOKCH] B H3HLIAHWA BB3AYX.

EanvMunupane

OCHOBHHUST ITBT HA €TMMMHHPaHe Ha aMOKCHLIWIVH e Tpe3 6p0penuTe, a Ha KiIaBy/1aHOBaTa KUCE/TNHA
€ KaKTo upe3 ObOpeyHH, Taka U upe3 HeOBOPeUHH MEXaHU3MH.

AMOKCHITHITHH/KJIaBY/IaHOBA KHCEIMHA MMa CpeicH eTMMHAHAIMOHEH MOTYy)KUBOT OT OKOJIO €IMH 1ac
H cpelieH 001 KIMpBHC 0koio 25 1/h nipu 3apasu nHauBuay. Ilpubiausurenso 60 no 70% ot
aMOKCHIIWIHH H nipubnusutenHo 40 1o 65% oT wiaBy/lIaHOBA KHUCEIMHA CE€ EKCKPETUPAT HEIIPOMEHEHHU
B YPHHATA NPE3 TEPBUTE 6 Yaca Cliell €JHOKPATHO NpiiaraHe Ha aMOKCHLIMIIMH/KJIaBy1aHOBa
kucenuna tabnaetku 250 mg/125 mg wnu 500mg/125 mg. Pasznuunu H3CIeABaHUS COYAT, Ye
oTAeNsHeTo Ha ypuHata e 50-85% 3a amokcHIIIMH U Mexay 27 n 60% 3a k1aByaHOBa KHCEIHHA 32
nepuof oT 24 yaca. 3a K1aByJlaHOBAaTa KHCENHHA, HAW-TOIIMOTO KOJIMYECTBO Ha JIEKAPCTBOTO €&
OTZENA Npe3 IIbPBHUTE 2 Haca ciel IpHeMa.

EHOBPEMEHHOTO NPHIOKEHHE Ha poGeHe | 3abaBst OTACTIHETO HA AMOKCHUIIIINH, HO HE 3a6aBs
OBnOpedHara eKCKpeuus Ha KJIaByJJaHOBaTa KMCeIMHa (BXK. Touka 4.5).

Bn3pact

ENMMHMHALMOHHHAT NOMTYXXMBOT Ha aMOKCHLIMITHH € CXOZEH NPH Aelia Ha Bh3pacT OT OKOJIO 3 Mecena
710 2 TOIMHY U MO-roJIEMH Jela U Bb3pacTHU. [Ipy MHOro Mainku Aena (BKIIOYHTENIHO HEIOHOCEHH
HOBOPOJIEHH) pe3 IIbPBATa CEAMMIIA OT KMBOTAa MHTEPBATHT Ha IIPIIaraHe He TpAOBa a Ha/JiBUIIABa
npwiaraHe asa ITbTH JHEBHO, MOpaay He3psUIOCT Ha ObOpEUHMA NbT Ha eAMMHUHHMpaHe. Tri KaTto uma
10-ToJIIMa BEPOATHOCT MAIlMEHTHTE B CTApUecKa Bb3pacT ja HMaT HaMajleHa 6p0peuna QyHKims,
Tpa0Ba a ce BHUMaBa NpH u3bopa Ha 103a U Moxe Ia GBbie 0JIe3HO Ja ce cieau Or0peunara
dyHKIDAS.

TIoa
Crea nepopaiHo MPHIOKEHHe HAa aMOKCHIWIMH/KJIaBy/IaHOBA KUCEIMHA NIPH 3PaBH MBXKE H. ;,ﬁerm, Nt
= ‘ IJ‘ J
IIOJIBT HAMA 3HAYUTEIHO BIIMSHUE BBPXY (PapMaKOKMHETHKATa HA aMOKCHIIWIMH H KnaBlea/Hoga -
KUCEINHA. Ny

BbB6peuno yepexaane = i
OGIIHAT CepyMeH KIHPHHC Ha aMOKCHIIWIHH/KJIaBY/1aHOBA KHCEJIMHA HaMallaBa nponopmqoﬁ 6%& %
HaMalsBaHeTo Ha ObOpeuHara pyHkuA. HamanasaHeTo Ha KJIMPBHCA Ha JIEKAPCTBOTO € Hb-nsphseu
NpPY AMOKCHIIMJIMH, OTKOJKOTO NP KJIaByJaHOBA KUCEJIUHA, ThH KaTO MO-TOJIAMA YacT OT
AMOKCHIIMJIMH c€e OTaeNs upe3 6poperure. CregoBaTeHO JO3UTE NpU 6E6pedHo yBpeKIaHe TpaGBa
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Ja IPeIOTBPATABAT IPCKAICHOTO HaTPYNBaHEe Ha aMOKCHLIWIMH, KaTO €IHOBPEMEHHO €€ MOIABPKAT
a/leKBaTHU HUBA Ha KJIaBy/IaHOBa KHCENIMHA (BXK. ToUKa 4.2).

YepuoapobHo yBpe:KIaHe
JIo3MTe NpH NALMEHTH ¢ YePHOAPOCHO YBpEXIaHe TPIOBa a ce ONMpPEAeIAT BHUMATEIHO U
yepHoApo6GHaTa GyHKLHA TpAOBa Ja Ce NPOC/easBa peIOBHO.

5.3 IMpeaxTHHAYHHE NaHHA 3a 6e3omacHoOCT

HexmuuugauTe JaHHU HE TIOKAa3BaT ocobeH PHCK 3a XOpaTa Ha 0a3a Ha KOHBEHILIMOHAITHUTE
(bapMaxonoquu HU3IIUTBAHUA 3a 6630HaCHOCT, TEHOTOKCHYHOCT 1 PeIPOAYKTHBHA TOKCHIHOCT.

HpquBaHI/mTa 32 TOKCUYHOCTTA CJIEJ] MHOTOKPAaTHO NPHIIOKEHHE, IPOBEACHH IIPH KyJCTa C
aMOKCI/ILII/IJ'II/IH/KJ'IaB}’J'IaHOBa KHMCEIMHA MOKa3BaT JApa3HCHE HA CTOMaxa U NOBPHINAHC M NOTBMHAJ
C3HK.

He ca npoBexIaHH IPOyYBaHUs 33 KAPLMHOTEHHOCT C AMOKCHIIIMH/KJIaBYJIaHOBA KUCEIMHA WK
KOMITOHEHTHUTE MY ..

6. OAPMAIIEBTUYHU JAHHU

6.1 CnuchbK HA MOMOITHHTE BellecTBAa

Copuepyna: KojiouieH 6e3B0AeH CHIMIHEB JUOKCH, KPOCIIOBUJIOH, KPOCKapMeJ03a HaTpHi,
MAarHe3WeB CTeapaT, MUKPOKPUCTAIHA LIEJTyJ103a.

DWIMOBO MOKPHTHE: XHAPOKCHUITPOIIILIETY 1032, ETIILEITY 1033, nonucopbar 80, TpueTHILUTpAT,
TaJjk, THTaHOB Juokcua E 171

6.2 HecbBMeCTHMOCTH
Hsma.

6.3 Cpox Ha rogHoCT
2 TOAMHHA

.HeKapCTBOTO HC TpH6Ba Ja ce yHOTpCGSIBa CJIea U3THYAHC CPOKa Ha IT'OAHOCT, O3HAYCH BbPXY
OIIaKOBKara.

6.4 CnennaJHH YCJI0BHA HA ChbXpPaHeHHE

Ja ce cpxpaHspa npH Temreparypa 1o 25 °C, 3alllUTeH OT BJiara.
Ja ce cpxpaHsBa B OpHrHHAIIHATA OIIAKOBKa

6.5 JaHHu 3a onakoBKaTa
Amoxkcukias 500/125 mg e HanudeH BBB (1akoHH (KadsBH, OT CTHKIIO XHAPOTUTHY Knaa 1) a,) \
afyMMHHMEBA Kanayvka ¢ BUHT, TIOKPUTA C Tpe/a3eH JakK, ChAbPXKaIH 16 (I)Hnana}imméngggn H\ \\
IIECHKAHT (MpeanasBalll OT Bjara). ; \

6.6 CnenHa/IHH NpeINa3HH MEPKH IPH H3XBBLPJIsiHE N padora

Hsma crieupianHu ykazaHus

7. MMPUTEXATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA
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8. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

20010173

9. JIATA HA ITBPBO PA3SPEIIABAHE/IIOJHOBSIBAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

29.01.2001/02.05.2006

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

12/2009
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