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1. HME HA JEKAPCTBEHHUA ITPOAYKT
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'\.f?d(ﬂhd tdpema OMJCTINIKA N npogyxkma  pusoxonue !

AyrmentuH ES 600 mg/42,9 mg/5 ml mpax 3a nepopanka cycneyaus, ., . '&7 J .‘.’. N
Augmentin ES 600 mg/42.9 mg/5 ml powder for oral suspensi

2. KAYECTBEH H KOJJHYECTBEH CbhCTAB 5 D e N e foverenrorcesssreseereesire

Caen npuroTBAHE BCCKM MITWJIMTED OT IEPOPATTHATA CYCINICHIUA ChAbP2KA AMOKCHLIWIIMH TPUXUIPAT
(amoxicillin trihydrate), eksuBanenTeHd Ha 120 mg amokcHIIKH (amoxicillin) ¥ kanueB KnaBynaHaT
(potassium clavulanate), ekBuBaneHTeH Ha 8,58 mg knaBynaHoBa kucenHHa (clavulanic acid).

[ToMOIIHM BEIIIECTBA C H3BECTHO JACHCTBHE
Bcexn MIWTIWIMTED OT NepopaliHaTa CYCNIEH3UA Chabpxa 2,72 mg acnapraM (E951). Ecennusara B

AYIMEHTHH CBHAbPKa MAITOIEKCTPUH (ITI0K03a) (BXK. TOUKa 4.4).

To3u rekapcTBEH MPOAYKT ChABPXKA 6.9 mg narpuii B 5 ml (1,4 mg Ha MHIWIHTED).

33 TEIHHA CIHCHK HA MMOMOIHHMTE BEOICCTRa BHOKTE TOo4dka 6.1.

3. JIEKAPCTBEHA ®OPMA

[Ipax 3a nepopanHa CyCleH3Hs.

[Togru 640 mpax.

4. KJIUHHUYHH JAHHH

4.1 TepaneBTHYHH NOKA3AHUSA

AyrmentH ES e nokasaH 3a n1eqeHHe Ha clieIHHTE HHPEKLHH NpH Jella HAa Bb3PAacT HaAH-MalKo

3 Mecena H ¢ TeJecHo Terno no-Maiko ot 40 kg, KOMTO ca NPHIHHEHH HWIH €€ CIHTA, Y€ € Bb3MOXHO
Ja ca PHYHHEHH OT NEHULWIHH-PE3HCTEHTHH Sfreptococcus pneumoniae (BX. To9kH 4.2,4.4 1 5.1):

¢ OCTBp OTHT Ha CPEAHOTO YXO
. ITHCBMOHHA, npnnoﬁn'ra B OOIIIECTBOTO.

Tpabea na ce obbpHEe BHUMAHNE HA OQHIHATIHUTE YKa3aHHA 33 NMpaBUNHATa ynotpeba Ha
aHTHOAKTEPHAIHHTE CPEACTBA.

4.2 Jlo3MpOBKA H HAYYHH HA NPHJI0KEHHE
O3HDOBKA

JIO3HPOBKHTE Ca MPEICTAaBEHH ChbOOPa3HO ChIbPKAHHETO H3 AMOKCHLIH/THH/KJIABYJIAHOB& KHCETHHA, ¢
H3KITIOYCHHE Ha CITYJaHTe, KOTaToO JO3MTE Ca AAACHH MO OTHOMICHHE HA OTACITHATA ChCTABKA.

3a n30opa Ha no3aTa Ha AyrMeHTHH ES 3a sieuende Ha oTnenHara HHekuus, Tpsats
MpEeABUA;

® 09aKBAHKTE MATOTCHHU H BEPOSTHATA HM TYBCTBHTEIHOCT KbM 8HTHO
(BX. TOouKa 4.4)




. TEXECTTA H MACTOTO Ha HHQEKUMATA
* BL3pacTTa, TEMECHOTO TErI0 M OpOpeuHara GyHKIMA HA MAIHEHTa, KAKTO € MOCOYEHO NO-A0ITY.

Jleuenueto He TpsAOBa Oa MpoaBIDKaBa nosede ot 14 1M 6e3 NOBTOpEH nperiaex (OTHOCHO
IPOXBJDKHTEIHA TEPAITHA BX. TO4Ka 4.4).

Buv3pacmuu u deya 2 40 kg

Hsma onut ¢ npuioxeHueTo Ha AyrMeHTHH ES npu Bp3pacTHH M Aeua > 40 kg u nopaau TasH
NpUYHHA HE MOXe Ja Ce Mpenopbya Ao3HpaHe.

Heya < 40 kg (va ev3pacm = 3 meceya)

[IpenoprunTennara 103a Ha AyrMeHTHH ES e 90 mg/6,4 mg/kg/nHeBHO, B ABE OTACNHH AO3H.

Hsama xummHHYHHA RaHHH OTHOCHO MPHAOXKEHHE HAa AyrMeHTHH ES npH aeua Ha Bp3pacT noja 3 Meceua.
bvbpeuno yspeocoane

He ce Hanara xopurupaHe Ha 103aTa Npy NAUHEHTH ¢ KpeaTHHMHOB KIKpbHC (CrCl) Hag 30 ml/min.

[Ipy nalMEeHTH ¢ KPEaTHHHHOB KIHPBHC noa 30 ml/min, He ce npenopkyBa NPHIOKEHHE Ha
AyrmenTaH ES, TBH KaTO HIMa HAJIHYHH NPENOPBbKH 3a KOPHIHPAaHE Ha J03aTa.

Yeproopobro yapexcoare

TpsbBa xa ce 103Hpa BHUMATEIIHO H Ha PABHH HHTCPBAIM OT BPEME Jia C€ NpocneagBa depHoapobHaTa
dyHK1HA (BX. TOUKU 4.3 U 4.4).

Hauuu Ha npuioxKeHune

AyrmenmiH ES e 3a nepopanHo mpHIoXeHHE.

AyrmenTHH ES Tpsa6Ba ga ce npuema no BpeMe Ha XpaHeHe, 3a CBEXaHE 10 MHHMMYM Ha
Bb3MOXHATa CTOMAIIHO-9PEBHA HETOHOCHMOCT.

Byrunkara tpsbBa fa ce pa3knaTH, JOKATO NPaxbT BHTPE 3aN09HE Aa ce ABixkH cBobonHo. Tpabea na
ce mpubaBK BOAA CIIOPEA yKa3zaHHATA, Aa ce 06bpHe OyTHikaTa ¥ 1a ¢e pa3K/IaTH.

Bytunkara Tpsabsa fa ce pasknaru 100pe npeay mpHeMaHe Ha BCAKa Jo03a (BX. To9Ka 6.6).

3a ykasaHMA OTHOCHO IPHTOTBAHCTO HA JIEKAPDCTBEHHA MPOAYKT MPeAH NPWIOKEHHE BIDKTE TOYKa 6.6.

4.3 IIpoTHBONOKA3AHHSA

CBpPBX9yBCTBHUTEITHOCT KbM AKTHBHHTE BEIECTBA, KbM KOUTO H 13 € OT IIEHHLWIHHHTE WIH KBM
HAKOE OT NOMOILIHHTE BEIIECTBa, H30pOEHH B TOWKa 6. 1.

AHaMHe3a 33 TeXKa HezabaBHa peakUHs Ha CBPBXYYBCTBHTEIHOCT (HArp. aHaQHIaKCHA) KbM APYT
Oerta-aKkTaMeH IMpOAYyKT (Hanp. uedanocnopHH, kapbaneHeM WK MOHOOaKTaM).

AHaMHe3a 33 KBITCHHIA/9epHOAPOOHO YBPEKAAHE, IB/DKALIH C& HA aMOKCHILIMITHH/
KHcenuHa (BXK. Touka 4.8).




4.4 ChnenHalHH DpeAyNpPeXKICHAA H NpeANa3HA MEPKH OPH ynoTpeba

[Ipenu 3ano4Base Ha JICYCHHE C aMOKCHITHH/KJIaBYIAHOBA KHCETHHA, MALHEHTHT TpAOBaA ja ce
pa3nHTa BHUMATEIHO [0 OTHONICHHE Ha NPEIMIIHH PEaKLMM Ha CBPBXTYBCTBHTEIHOCT KBM
NEHUIMIIMHH, LHedaTOCTIOPHHHE WIH APYTH Oera-TakKTaMHH MPOAYKTH (BX. TOUKH 4.3 u 4.8).

CepHO3HH ¥ NOHAKOTA (PaTATHH PEAKLHH Ha CBPbXIYBCTBHTEIHOCT (BKIIOYHTEIHO a8HAQWIAKTOHAHU
H TEXKKH KOXHH HEXKE/TaHH pEaKkuHH) ¢a Cho0maBaHy NpH NAaUHMEHTH, JIEKYBaHH C TIEHHIHIIHH.
B13MOXHO € CBIIO peaklIHHTE Ha CBPBXYYBCTBHTEIHOCT Aa NPOrpecHpar A0 cHHApoM Ha Kounis -
CEPHO3HA ANepPruvHa peakumsa, KOATO MOXE Ja IoBene 10 HHGapKT Ha MHOKapaAa (BX. To4ka 4.8).
[To-BepoATHO € TE3H PeaKkiMH Ja CE NOSBAT NMPH JIHLA C aHAMHE34a 34 CBPEXIYBCTBHTEIIHOCT KBM
MEHHUMIMH WIM NIPH aTONMYIHHU Nuua. UMa cpo0meHus 3a eHTepOKOMMTEH CHHIOPOM, NPEAU3BHKAH OT
npHemM Ha nexapeteoTo (drug induced enterocolitis syndrome — DIES), rnasno npu aeua, npu KOHTO
ce Mmpuiara aMOKCHIIWIHH/K/TaByJJaHOBa KHCeIHHA (BX. To4dka 4.8). DIES ¢ aneprudna peakius ¢
BOIEI CHMITTOM ITPOALJDKHTEIHO NOoBpeIaHe (1 — 4 gaca cnen NpHIOXKEHHE Ha JICKapCTBOTO) 663
alepryiHH KOXKHH WIH PECOUPATOPHH CHMIITOMH. JIOMBIHUTEIHHM CHMIITOMH MOraT Aa 6baar 60ka B
KOpeMa, IHApHA, XUMTOTOHHA MM JEBKOIMTO3a ¢ HeyTpodunHa. IMa TEXKKH C1ydan, BKIIOYHUTETHO ©
nporpecus 10 mokK. [Ipu nospa Ha anepruyHa peakuus JSHEHHETO ¢ AaMOKCHI{HIHH/KJIaBY/1aHOBA
KHCENTMHA TpAOBA Ja ce MpeyCTaHOBH U A4 C€ Ha3HAYH NTOIXOIAIA AITEPHATHBHA TEPAIIHA.

B cny4qait 9e ce qokaxe, 1€ HHGEKUMATA CE€ TH/DKH HA AMOKCHIIHIHH-TYBCTBHTEITHH
MHKPOOpraHH3MH, TpaOBa 11a ce ofchau MpeMHHaBaHe OT AaMOKCHIIMIHH/K/1aByIaHOBA KHCE/IHHA Ha
aMOKCHIMIIHH B CLOTBETCTBHE C OPHUHANHUTE YKA3aHHS.

[Ipu nauuenTH ¢ yBpeacHa 0b0pedna GyHKINA WIH IIPH TAKHBA, MPHEMAILH BHCOKK J03H, MOXE Jia CE
NOABAT I'bpa0Be (BXK. TO4KA 4.8).

JledeHHeTO ¢ AMOKCHI[WIMH/K/IABY1aHOBA KHCETHHA TpAOBa a ce H30sATBa MpH CHMHEHHE 34
HH}EKUMO3HA MOHOHYKII€03a, ThbH KAaTO NpH TOBa 3a00iifBaHe CIed NMPHIOKEHHE Ha AMOKCHLHIIHH €
HabmoaBaHa noaBata Ha MopbuindopMeH o0OpHB.

EnnospeMeHHa ynoTpeba Ha aIOIypPHHON 10 BpeMe Ha JIe9€HHE ¢ aMOKCHIIMIIMH MOXKE [1a YBETHIU
BEPOATHOCTTA 32 ANEPrudHH PEAKIIMH OT CTPAHa HA KOXKaTa.

[IpoxbipkHTENHaTa YNoTpeda NOHAKOra MOXKE Ja IOBEAE XO CBPBbXPACTEK Ha HETYBCTBHTEIIHH
MUKPOOPIraHU3MH.

[TosiBaTa Ha CHITHO 3a9CPBEH IeHEPAJM3HPaH CPHTEM, CHIIPOBOACH OT MYCTY)1a, B HA4AJI0TO HA
NIe4EHHETO MOXKE 1a € CHMITTOM Ha OCTpa FeHepanu3HpaHa ek3aHTeMHa nycrynosa (AGEP) (Bx.
Touxa 4.8). Ta3u peakuus Hajara CliMpaHe Ha JICUCHHETO ¢ AYITMEHTHH ES U e NpoTHBONOKAa3aHHE 3a
MOCNeABanl MpHeM Ha aMOKCHIIMITHH.

AMOKCHIIWIHH/KIIaBY1aHOBA KHCENIMHA TPA6Ba na ce npuiara BHUMATENIHO [IPH NAMMEHTH ¢ JaHHH 3a
yepHOApoOHO yBpexaaHe (Bx. ToukM 4.2, 4.3 1 4.8).

CwOHTHA OT CTpaHa Ha YepHHA ApoO ca choOImaBaHu NMPeAHMHO MPH MBXE H NP MAIHEHTH B
CTap4ecKa BB3PacT, H MOXe Ja Ca CBBbP3aHH ¢ IPOIBIDKHTENHO jJeueHHe. Tead chOHTHA ca
cbO0IaBaHH MHOIO PAXKO MpH Aeua. IIpyH BCUYXH nOmyJIalMy, NPH3HALIATE H CHMITTOMHTE
oOHKHOBEHO ce HabmoAaBaT 10 BpeMe Ha WIH MaJIKO ClIe[ JICYEHHE, HO B HAKOH CITydaH
Ce M3ABAT IO HAKOJIKO CEAMHIM CNIE[ IPEYCTAHOBABAHE HA JIEYEHHETO. Te3u ChOHTHS
obpatuMHu. YepHonpoOHHTE CHOMTUS MOXKE Ja Ca TEXKH H B H3KJIIOYHTEIIHO PEIAK
OOKJIAABAHM CMBbPTHH ClIydad. Tean coOUTHA NOYTH BHHATH ¢a HA0MOAaBaHH IIpy




CEPHO3HO NOoAIexauo 3adonasaHe WM MPHEMAIH SHOBPEMEHHO JICKapCTBa, 38 KOUTO € H3BECTHO,
ye UMAT MOTEHIMAI 3a 9epHOAPOOHH edeKTH (BXK. Touka 4.8).

Konut, CBBp3aH ¢ MPHIOKEHHETO Ha aHTHOHOTHIIN, BKJTIOMHTEIHO AMOKCHIIMIIHH, € ChO0maBaH npu
IIOYTH BCHYKH aHTHOAKTEPHAITHH NPOAYKTH H MOXE 3 Bapupa MO TEXECT OT JIek A0
YHUBOTO3AcTpamasanl (BX. To4Ka 4.8). [1o Ta3zu npHYHKHa NpH MaLMENTH C JHAPUA 110 BPEME Ha HITH
Clex e4eHHe C AHTHOHOTHIIM € BaXKHO Aa CE MMa NPECABHA Ta3H JHATHO3a. AKO C€ ITOSBH KOIIHT,
CBBP3aH C NPHWIOKCHHETO HA aHTHOHOTHLIM, ICICHHETO ¢ AMOKCHLWIMH/KJIaBYJIAHOBA KHCEJIHHA
He3zabaBHO TpA6Ba Ja € MPEYCTAHOBH, J1a Ce HANMPABY KOHCYJITAlHA ¢ JICKap H 1a CE 3aMoYHe
OAXOAAWO NedeHMe. B 1031 Cirydalt ca MPOTHBONOKA3aHU aHTUIIEPUCTANTHYHM JIEKAPCTBEHU

MPOAYKTH.

[To BpeMe Ha IPOABIDKHTENHO JEMEHHE € MPENOPHUYUTCIAHO MEPHOINTHO A3 C€ OLECHABAT OPraHHHUTE H
CHCTEMHH (PYHKIIHMH, BKIIOTHTENHO Ob0pedHara, aepHoapobHATa M XeMONIOeTHYHATA () YHKIHA.

CpobmaBaHM ca peKH CIydaH Ha YAb/DKaBaHe Ha MpOTPOMOHHOBOTO BPEME NPH NALMECHTH,
JIEKYBaHH ¢ aMOKCHIIWIMH/KIaBYyJIaHOBA KMcenuHa. IIpy e AHOBpEeMEHHO NMPHIOKEHHE C

AHTHKOAI'YNIAaHTH CC HaJlara Irnoaxoaiamo 1mpocjacaiBaHcC. Moxe na e HeoOXxoaHMO KOPHI'HpaHC Ha

JI03aTa Ha MEPOPAITHATE AHTHKOATYJIAHTH 33 MOATBPIKAHE HA KE/TAHOTO HHBO Ha aHTHKOArymamus (Bx.
ToukH 4.5 1 4.8).

[Ipu mampeHTH ¢ HAMANEHO OTACNAHE HA YPHHA MHOTO PAAKO € HabmoaaBaHa KpHCTATYpUs
(BxmoUHTENHO ocTpo OBOpeTHO YBpEXKAAHE), INIABHO NPH NapeHTepanHo nevexre. Ilo BpeMe Ha
NPHIIaraHe Ha BHCOKH J103H AMOKCHLMIIHH CE NPEnopbhYBa NOAThPKAHE HA ZOCTATHYEH MPHEM Ha
TCIHOCTH M OTICIISHE Ha YPHHA, ¢ LS A3 € HAMATH PHCKBT OT aMOKCHITIJIHHOBA KpHCTaTypHa. [Ipu
MalHEeHTH C KaTeThp B MUKOUHHUA MeXyp TpAOBa J1a ce MpOBeXa peOBEH BH3yaleH KOHTPO Ha
MPOXOAUMOCTTA (BX. TOUKH 4.8 1 4.9).

[To BpeMe Ha NeUeHHE ¢ AMOKCHUIMIHH TpsAbBa 1a ce H3N0JI3BAT €H3MMHH INIIOKO300KCHAA3HH METOIH
P H3CJIEIBAHE 32 HAJTHIHE Ha IJIIOKO3a B YPHHATA, ThH KaTO C HECH3UMHH METOH MOXKE Ja ce
nonyyat GanHBo MONONKUTEIIHH PE3Y/ITATH.

Hamuauero Ha KNaBy/1aHOBa KHCENHHA B AyrMeHTHH ES MoXe fa npHaHHH Hecnen(pUIHO
cebp3BaHe Ha IgG 1 anbyMuHa ¢ MeMOpaHKTE HAa YEPBEHUTE KPBBHH KJIECTKH, BOACWIO 10 QatmmBo
nonoxureyeH rect Ha Kymbc¢.

HMa cro0meHns 3a NONOXKKHTENHHM PEe3yJITATH OT TeCTa, IpU u3non3BaHe Ha Platelia Aspergillus EIA
TecT Ha Bio-Rad Laboratories mpH naluueHTH, NpUeMallld aMOKCHIBUIMH/KJIaBy 1aHOBA KHCENHHA, 32
KOHTO CJIel TOBA € YCTAHOBEHO, 9¢ HAMAT HHpekIHa ¢ Aspergillus. Crobniasanu ca KpbCTOCAHH
peakiu ¢ He-Aspergillus nonmusaxapuau u nonudypanosu ¢ Platelia Aspergillus EIA Tect Ha Bio-
Rad Laboratories. CexoBaTenHo MoJ0XHTEIHH PE3YyJITATH OT TECTA MTPH NAlMeHTH, TPHEMAIIH
AMOKCHIIIUIMH/K/IaBYJIAHOBA KHCEHRa, TPAOBaA na ObaaT THIKYBAaHH BHMMATEIHO H Ja C€ NOTBBPAAT
qpe3 ApYrH QHATHOCTHIHH METOIM.

AyrmenTHH ES npax 3a nepopanna cycneH3us cpabpxa 2,72 mg acnapram (E951) B 1 ml.
AcnapTaMbT € H3TOYHHMK Ha (peHMNasaHUH. TO3H NeKapCTBER NPOAYKT TpsOBa 1a ce npunara ¢
NOBUIICHO BHHMAHHE ITPH NMAUMEHTH ¢ GeHWIKETOHYpHA. JIMIICBAT KAKTO KIIMHHYHH TAKa U
HCKJIMHMYHH JaHHH 3a ynorpedaTta Ha acnapraM npH Kbpmadera noj 12-ceammudHa Bb3pacrt.

AyrMeHTHH ES npax 3a nepopanHa CyCIeH3Hsa ChbAbpKa MaJITOLEKCTPHH {rmoko3a). [laumenTu ¢




To3u IeKapcTBEH MPOAYKT ChALPXKA NO-MATKO OT 1 mmol HaTpHii (23 mg) Ha MWIHIHTBP, T.€. MOXKE
Ia Ce Kaxe, 4e NMPAaKTHYECKH HE ChAbp)Ka HAaTPHH.

4.5 B3auMoaeHcTBHe C IPYIH JJEKAPCTBEHH NPOAYKTH H APYIrd GOpMH HA B3aHMOJEHCTBHE

[1epopanHy aHTHKOATYIAHTH

[epopanHHTE RHTHKOAT'YJIAaHTH H IICHHLWIHHOBHTE AaHTHOHOTHIIM Ca M3MOJI3BaHH LIHPOKO B
npakTakara 63 choOIIeHHA 3a B3auMoeiicTBHe. Boipekn TOBA, B IMTEPaTypaTa HMa OMMCAHK
CJIy49aH Ha MOBHILEHO MEXAYHAPOAHO HOpMANH3HPaHO choTHomeHHe (INR) mpu nauueHTH Ha
NOATBPKAIIO JEUEHHE C AalICHOKYMapoa WIH BappapHH H Ha3HAYEHO JICUCHHE ¢ aMOKCHIMMHH. TIpu
HEOOXOAMMOCT OT €AHOBPEMEHHO IPHIOKEHHUE TpAOBA BHUMATETHO Ja C€ IPOCIEAABAT
NpOTPOMOHHOBOTO BpEME HIH MEXKIAYHAPOAHOTO HOPMAIM3HPAHO CHOTHOLICHHE NPH 100aBsHe HIIH
CnHpaHe Ha aMOKCHLIWIHH. OCBEH TOBA, MOXeE J]a € HeoOXOAMMO KOPHTHpaHE Ha X03aTa Ha
NEpOpaNtHHUTE AaHTHKOAryJIaHTH (BX. TOYKH 4.4 1 4.8).

MeroTtpekcar

[TeHHIHIHHUTE MOXKE 1a HAMAJIAT CKCKPCUHUATA Ha MCTOTPCKCAT, KOCTO Ja JOBCAC 0 Bb3IMOXHO
[IOBHITABAHC HA TOKCHYHOCTTA.

[Ipobenennn

EnnospemenHa ynotpeba Ha npobeHeuua He ce npenopnusa. [Ipobeneumn Hamangsa 6v6pegnara
TyOyTHa ceKkpellna Ha aMOKCHIIWTHH. EqHOoBpeMeHHa ynoTpeba Ha npobenema MoXe 1a JoBeae 10
yIBJDKABAHE Ha HUIMYHETO M MOBUILIABAHE HA HUBATa HAa aMOKCHLIWIHH B KPbBTa, HO HE H Ha
KJIaBYJIAHOBATA KHCEJIHHA.

Mukodenonat ModeTun

[Ipn nanmenTH, npueMany muxkodeHonat Moderw, ce Cho01IaBa 3a HAMANIABAHE HA MPEA030BAaTa
KOHICHTpalUA Ha akTHBHHA MeTabonut Muxogernonosa kucenuna (M®K) ¢ mpubnmuzurento 50%,
CIi¢A 3aM09IBAHE Ha JICYCHHE C IIEpOPacH aMOKCHIIMIIMH IUTIOC KNaBynaHoBa KHCenuHa, [IpoManara B
IpPEAA030BOTO HHBO MOXKE A HE MPEACTaBsA TOYHO MpOMEHHTE B o0mara excno3uumusa Ha MOK.
[Topamgu ToBa, 0OMKHOBEHO HE € HEOOXOAMMAa MPOMSAHA B J03aTa Ha MHKO(EHOIAT MODETHI IPH
TMICa Ha KIIMHHYHK JaHHM 3a HapylicHa QyHKIMA Ha Ipucaaxata. Benpeku tosa, Tpabsa na ce
H3BLPIIBa BHHMATEIHC KIHHHIHO ITPOCIICAABAHE N0 BPEME Ha JIEYCHHETO ¢ KOMOMHALIMATE H MAJIKO
ClIEA 3aBBPIIBAHE HA AHTHOMOTHIHATA TCPAITHA.

4.6 Depraanrer, bpeMeHHOCT H KbLPMEHE

BpemenHocT

[Ipoy4aBanus Npy )KHBOTHH HE MOKA3BAT MPEKY WIH HENPEKH BPEAHM BBE3RXCHCTBHA BBPXY
OpemMeHHOCTTa, eMOPHOHAMHOTO/PETATHOTO Pa3BHTHE, PAXXAAHETO HIIH ITOCTHATATHOTO Pa3BHTHE
(Bx. Todka 5.3). OrpaHHYCHH AaHHH 33 ynoTpedaTa Ha AMOKCHIIWIHH/KJIABYJIAHOBA KHCEJIHHA 1O
BPEME Ha OPEMEHHOCT NPH XOPa HE NOKa3BaT NOBHIICH PHCK OT BponcHu mandopmaunH. [Ipu
IPOYYBaHE IIPH XXCHH ¢ MPECATEPMHHAIIHA NIPEXACBPEMEHHA PyNITYpa Ha ¢erarHaTta MeMOpaHa ce
crobmaga, ue NpodWIAKTHIHOTO JICIEHHE ¢ aMOKCHIIWIHH/KJTaBY/1IaHOBA KHCEIMHA MOXe Aa 6bae
CBBP3aHO C MIOBUIIECH PHCK OT HEKPOTH3UPAILl EHTEPOKOIHUT IIPH HOBOpoaeru. [IpunoxeHuero Ha

nexa 0 Y o ~a
PAT HE IIPELICHH, Ye € HeoOX0anuMo. )



KxpMmene

JIBeTe aKTMBHH BELIECTBA CE EKCKPETHPAT B KbPMaTa (HE Ca yCTAaHOBEHH ¢(EKTHTE Ha KIaByJIaHOBATa
KHUCEJIMHA BEPXY KbpMadeTo). BenencTBue Ha ToBa ca Bb3MOXKHH AMapUs U rEOHYHa HHGEKIHa Ha
JTMTaBHIUTE IIPH KbPMAYETO, KOETO MOXKE [a HAJIOXKH NMpEeyCTaHOBsABaHEe HA KbpMeHeTo. Tpsabsa na ce
MMa MMPEIBHA Bb3MOXHOCTTA 33 CCHCHOMMH3UpaHe. AMOKCHIIW/IMH/KJIaBYIaHOBa KHCEIIHHA TpAORBa na
CE M3TIOJI3Ba N0 BpEME Ha KbPMEHE CaMO CJIEA MpELeHKa OT JIEKYBalllia JeKap Ha ChbOTHONIEHHETO
NOJI3a/PUCK.

4.7 EdexTH BBPIY cnocoOHOCTT2 32 ModHpaHe H paboTa ¢ MAINHHNA

He ca npoBexaasy npoy4BaHus 3a €peKTHTE BBpPXY cnocoOHOCTTa 3a modHupaHe H padboTa ¢ MallIHHH.
Brenpekn ToBa MOXKE [a C€ MOSBAT HEXETaHH PEAKLKH (HAMp. aICPrUYHH PEaKLMH, 3aMaiBaHe,
I'bP4Y0B€), KOHTO MOTAT [a MOBJIMAAT CIIOCOOHOCTTA 3a WodupaHe H pabora ¢ MalIMHU (BXK.

To4Ka 4.8).

4.8 Hexenanu JeKapCcTBEHH peakuHH

Haii-aecTo chodmaBaHHTE HEXKENTAHH JICKAPCTBEHH PCAKLMH Ca IHAPHA, rafiCHE H NOBPHILIAHE.
HexenaHUTe TEKaPCTBEHH PEAKLMHU, NOTYICHH OT KIHHUYHA MPOYIBAHHA H OT NOCTMAPKETHHIOBOTO
HabmoneHnue ¢ AyrMeHTHH ES, ca n30poerH no-gomny u ca kareropusupanu csriaacHo MedDRA, no
CHCTEMO-OpTraHeH KJiac,

H3non3BaHa e clieIHATa TEPMHHOJIONHA 33 KNacH(HUHMPaHe Ha YeCTOTaTa Ha HEXEIaHHTE

JIEKapCTBEHH PEAKIIHH.
MHuoro gectH (=1/10)

Yectu (=1/100 no <1/10)
Hewectn (=1/1 000 no <1/100)
Penxu (21/10 000 no <1/1 000)
Muoro penkn (<1/10 000)
C HeusBeCTHa 4eCTOTa (OT HATMYHMYE JAHHH HE MOXKe Ia Oble HarpaBeHa OLICHKA)
HHdekuHyd 4 HH H
Kananzo3a Ha KOXXaTa H JIMTaBHLMTE Yectu
CBpBbXpacTeX Ha HEYYBCTBHTEITHU C HEH3BECTHA YECTOTA
MHKPOOPIaHH3MH
Ha €HHY Ha KDbBTa ¥ JUMODHATA CHCTEMA
O6patHMa JIeBKOTIEHHA (BKIIOYHTEIHO Penku

| HEYTPOIICHHS)
TpoMbouuTONEeHNA Penxn
OO0patMa arpaHyJsonHTO3a C HeH3IBECTHA 4eCToTa
XEMOJIRTHIHA aHEMHA C Heu3BeCTHA 9E€CTOTa
YawpkaBpaHC Ha BpEMETO Ha KBPBCHC H Ha C HeH3BECTHA 4E€CTOTA
NMpOTPOMOHHOBOTO BpeMe'
HapymieHns Ha MMYHHATa CHCTEMA’
AHTHOHEBPOTHYEH OTOK C HEU3BECTHA Y4ECTOTA
Axagunakcus C HEH3BECTHA YECTOTA
Cunapom, noaobeH Ha cepyMHa Honect C HEeH3BECTHA YE€CTOTA

XHNEPCCH3HTHBEH BaCKYJ/IHT C HeH3BECTHA 9eCTOTa




Ha €HHMS HA HEPBHATA CHCTEMA

3aMagHOCT Heuectn

I'naBobonue Heuectn

Ob6paTHMa XMIIEPAKTHBHOCT C HeM3BECTHA 4YECTOTa
I"bpuore’ C HeH3BEeCTHA YeCTOTa

AcCeIlTH9eH MCHHUHTHT

C HeH3BeCcTHa 9eCToTa

ChbpAeYHH HADYIIECHHS

Cunppom Ha Kounis C HeM3BECTHA YecTOTa
CToManIHO-IpEBHH HapYILICHHA

Jluapusa YectH

lanene? YectH

IToBprmiane YecTH

HapymeHo XpaHOCMHUIIAHE Hegectn

Kosut, cBbp3aH ¢ NpHIOKEHUETO Ha
aHTHOHOTHIH®

C HeHn3BecTHA 9eCTOoTa

EHTEpOKOMTEH CHHAPOM, IIPEAH3BHKAH OT
MPHEM Ha JIEKAPCTBOTO

C Heu3BeCTHA 9eCTOoTa

OCTLp NaHKpEeaTHT

 HeH3BEeCTHA YeCTOoTa

UepeH , xocMat" e3uk (black hairy tongue)

C HeH3BeCTHA 9eCTOTa

[IpomMsHa B 1BeTa Ha 30MTE*

C HeH3BeCTHA 4ecToTa

Xena HADHH H HHA

[TopumaBane Ha ACAT w/unu AnAT?

Hedectn

Xenatur®

C Heu3BecTHA 4ecToTa

XonecTaTHIHa A bITeHHIA®

C Heu3BecCTHA 9eCTOTa

Hapymenus Ha KOXaTa H NO/IKOXHATa ThKaH’

KoxeHn obpuB HegecTn
Crpbex HedecTH
YpTHKapHA Hegectn
EpureMa MynTHOOPME Peaxu

Cunapom Ha CTHBBHC-/DKOHCHH

C HeH3BeCTHA 494€CTOTa

TokcHvHa enHaepManHa HEKPOJIH3a

C HEeH3BECTHA YECTOTa

byno3eH eKCHOIHATHBECH NEPMATHT

C Heu3BeCcTHA 4eCTOTAa

OcTpa reHepaJIH3HpaHa €K3aHTEMHa
myctynosa (AGEP)!

C HeH3BECTHA 4eCTOTa

JlekapcTBEeHA peakuMa ¢ CO3HHOPHIHA H
cucreMAR cumimoMu (DRESS)

C HEeH3BECTHA 4eCcTOTa

CHMETpHYCH JIEKapCTBEH HHTEPTPHIHHO3EH
H (DJIeKCYpEeH €K3aHTEM (CHHAPOM Ha

naBuana) (Symmetrical drug-related
intertriginous and flexural exanthema —

SDRIFE)

C HeM3BEeCTHA 9€CTOTA

JIuneapHa IgA 6onect

C HeM3BeCTHA YecToTa

Hapvmienns Ha 6b0peunre ¥ NMKOYHUTE THTHILA

HHTepcTHIIHANEH HE(PDHT {C HeH3BECTHa YeCTOTA
Kpucranypus (BKIIOYHTEHO OCTPO C HeH3BeCTHa YecToTa
6B6peano yBpexaane)®




! Bx. To9ka 4.4

2 [TosBaTa Ha rajicHe € MO-4eCTO NpH NEPOPANIEH MPHEM HAa BUCOKH J034. AKO C€ TIOSBAT
peaKu#y OT CTPaHa Ha CTOMAIIHO-YPEBHHSA TPaKT, T€ MOraT Ja CE HAMAJIAT ¢ IPHEM Ha
AMOKCHIIWIHH/KJIABYTAHOBA KHCE/IHHA 10 BPEME Ha XpaHEHe.

3 BRIIOUHMTETHO nICeBAOMEGPAaHO3EH KOMHT B XEMOparMdeH KOJMT (BX. TOUKa 4.4)

* Muoro paako e cbo0IaBaHo 3a NOBLPXHOCTHA MPOMAHA B HBETA Ha 360MTE NpH Aena.
JobpaTa XMIrHeHa Ha YCTHATa KyXHHa MOXE Ja MPEIOTBPAaTH MPOMAHATA B 1IBETa Ha 3L0HTE,
Thi KaTO Ta3u MpoMAHA cOMYAHHO MOXXE Ja C€ OTCTPaHHU 49pe3 MHEHE Ha 3b0uTe.

5 VMepeno noeumapae Ha ACAT uw/unn AAT e yCTaHOBEHO IpH AUMEHTY, JIEKYBAHH C
Oera-nakTaMHH aHTHOHOTHIIM, HO 3HAYEHHETO HA TE3H NPOMEHH HE € H3ACHEHO.

® TakuBa peakLuH Ca YCTAHOBEHH M Clie] MPUIOXKEHHEe Ha IPYTH NCHHIIWINHU H
tedanocnopuHH (BX. Todka 4.4).

7 Ao ce TIOABH aeprudeH AEPMATHT, JIEIEHHETO TpAGBA Oa ce MpeyCTaHOBH (BX. ToUKa 4.4).
® Bx. Touxa 4.9

Bx. Toukn 4.3 u 4.4

Crofiiapane Ha MOAO3UPAHU HEHEIAHH PEAKIHU

CrpobimaBaneTo Ha NOZO3HPAHH HEXETaHHM PEaKLMH CIe paspellaBale 3a ynorpeba Ha NeKapCTBeHHA
NPOAYKT € BaXHO. TOBa NO3BOJIsBa 13 NPOAL/DKH HabNMIOAEHHETO Ha CHOTHOMIEHHETO NOA3a/PHCK 33
JIEKAPCTBEHHA MPOAYKT. OT MEIHIIMHCKHTE CICIUHANKCTH Ce U3HCKBA fa ChoDmaBaT BCika
MOJO3HPAaHa HEXKENaHa peakilHd Ha:

H3nbnHUTEIHA areHIHA 1O JICKapCTBaTa

yi. ,.,JdamsaH ['pyes™ No 8

1303 Codus

Ten.: +359 2 890 34 17
yeOcaiir: www.bda.bg

4.9 Ilpeno3npane

CUMITTOMM ¥ NPHU3HAIM HA NPEeN03upaHe

Moxe na ce HabmoaapaT CTOMaIIHO-IPEBHH CHMITTOMH H HApYIIAaBaHE Ha BOJHO-CJICKTPOJIMTHHA
fananc. Habmonapana e aMOKCHITHIIMHOBA KPHCTANYpHS, B HAKOM CiTy4aH BoAenia Ao 6x0peuna
HEAOCTATHIHOCT (BXK. TO4UKa 4.4).

Moxe na ce HabmoaaBaT rEpUOBE NPH NAIMEHTH ¢ HapylIeHa 6B0petHa QYHKIHA HIH IIDH TE3H,
NpMEManiH BUCOKH JO3H.

HUma crobmeHHs, 4e aMOKCHIMIMH C€ YTasABa B KATEThPA Ha MHKOYHHA MEXYD, OCHOBHO Clie]

MHTPABEHO3HO MpHJIATaHe HA BUCOKH 034, Tpabsa na ce mpoBexaa pefOBEH BH3YalCcH KOHTPO
(Bx. TOUKA 4.4).

JleueHHe Ha UHTOKCHKAIIHUSA

CHMITOMHTE OT CTpaHa Ha CTOMAILHO-IPEBHHA TPAKT MOTAT Ja C€ JIEKYBAT CHMITTOMAaTHIHO, KaTo ¢
00BpHE BHHMAHHE Ha BOXHO-CJICKTPONIHTHHA OanaHc.

AMOKCHI[H/THH/KJIABYJIAHOBA KHCEIHHA MOXE [1a C€ OTCTPaHH OT KphBOOOpallleHHETO upe3
XEMOJIHAITH3A.




5. ®APMAKOJIOTHYHH CBONUCTBA
5.1 ODapMakoaAHRAMHYHHE CROHCTBA

dapMakoTepaneBTH4IHA rpyna: KoMOHHALMSA OT NEHHIHJIHHH, BKJIIOYHTEITHO HHXHOHTOPH Ha Oera-
naktamasu; ATC xoa: JO1CRO2.

MexaHH3BM Ha JeHCTBHE

AMOKCHL{WIHH € IMOTYCHHTCTHYECH NEHHIMIHH (OeTa-1akTaMeH aHTHOMOTHK), KOUTO HHXHOHpa eauH
HJIM MTOBEYE CH3UMH (1€CTO HApHYaHH NEHHIHJIHHCBLP3Baly mporeuHH, [1CII) B mbTa Ha
OHocHHTE3aTa Ha OaKTEpHATTHHA NENTHAOTIIHKAH, KOHTO € ChIIECTBEH CTPYKTYPEH KOMIIOHEHT Ha
OakTepuanHaTa KieTbuHa creHa. MHXHOMpaHeTo Ha CHETE3aTa Ha NEMTTHAOIIMKAHA BOJXH J10
oTcnabBaHe HAa KWIETHYHATA CTCHA, KOETO OOHKHOBECHO CE NOCNEABA OT KIEThYHO pasrpaxiaHe H
CMBPT.

AMOKCHIUMIIHH € YYBCTBHTE/IEH KbM pasrpaxaaHe oT OeTa-nakTaMasuTe, NpOAYLMPAaHH OT
PE3HCTEHTHHTE OaKTepPHH, NOPaaH KOETO CIEKThPHT Ha AECHCTBHE HA AMOKCHIIHJIMH KaTo
MOHOTEPAMMA HE BKIKYBA MUKPOOPTraHH3MH, KOUTO MIPOHU3BEXKAAT TE3HU CHIHMH.

KnaBynaHoBaTa KHCETHHA € O€Ta-aKTaM, CTPYKTYPHO Noa0o0eH Ha NeHULIMTMHKTE. T HRaKTUBHpA
HAKOH 6eTa-TakTaMa3HH €H3HMH, KaTo MO TAKLB HAYHH MPEIOTBPATABA HHAKTUBHPAHETO Ha
aMOKCHIKJIMH. KitaBys1aHOBaTa KMCEIIHHA CAaMOCTOSTEIHO HE TPOABABA KIMHHYIHO MOIE3€H
anTHOakTepHaneH edexT.

Bpsn3ka papMakokuHeTHKA-DapMakoOAHHAMHKA

Bpemeto Han MHHMMAaNHaTa MOTHCKaNA KoHueHTpauus (T>MIIK) ce cunra 3a ocHOBHMA onpe e
¢axTop 3a ePHKACHOCTTA Ha AMOKCHIIH/IHH.

MexaHu3M¥ Ha PE3UCTEHTHOCT

JIBaTa OCHOBHH MEXAHM3Ma Ha PE3HCTEHTHOCT KbM aMOKCHLIHM/THH/KJIaBY/1aHOBA KHCENMHA Ca:

o HUuaxTHBHpaHe OT Te3H OakTepHaiku HeTa-nakTaMasH, KOHTO HE ¢a HHXHOMpaHK Ot
KJIaBYJIaHOBAaTa KHCCJIHHA, BKMoaMTenHo kitac B, C u D.
o Usmenenue Ha IICI1, koero Hamanasa apHHUTETAa HAa aHTHOAKTEpHAJIHHA MPOAYKT KbM Taprera.

JIumica Ha nepMeabunuTeT Ha GAaKTEPHHTE WIH MEXaHU3MH Ha €(TyKC ITOMIIa MOraT A3 MPHYMHAT HITH
Ja JOTIpUHECAT 3a DaKTepHaNnHaTa PE3HCTEHTHOCT, 0cobeHo nipH ['paM-oTpHuaTeHH DaKTEPHH.

["'panngHH croitnocty (breakpoints) npH U3NKHTBAHE 33 YYBCTBHTEIHOCT

Kpurepun 3a uarepnperaumsa Ha MIIK (MIC — minimum inhibitory concentration) npx u3nurease 3a
YyBCTBHTEIHOCT ca pa3paboTeHH oT EBponeiiCKHA KOMHTET 110 M3MHTBAHE 33 TYBCTBHTEITHOCT KbM
aHTHMHKpOOHH nexapceTBa (EUCAST — European Committee on Antimicrobial Susceptibility Testing)
33 aMOKCHIIWIMH/KIIABYJIAHOBA KHCEJIMHA H MOraT Jia ObaT HAMEPEHH Ha
https://www.ema.europa.cw/documents/other/minimum-inhibitory-concentration-mic-
breakpoints_en.xlsx

PaznmpocTpaHeHHeTO Ha PE3UCTEHTHOCTTA MOXe 11a Bapupa reorpad)Ck 4 BbB BPEM
BHIOBE H € XENAaTeIHO Ja HMa JIOKaTHa HHPOpMaLHA 33 PE3HCTEHTHOCTTA, 0CO0EH
TexkkH HHbexiu. [Ipu seobxognmocT TpabBa aa ce NOTEPCH CHBET OT CNCLHATH
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JIOKQJIHOTO pa3sNpOCTPAHEHHE HA PE3UCTECHTHOCT € TAKOBE, Y€ MON3aTa OT JIEKapCTBEHHA MPOAYKT NMpH
TNIOHE HAKOH BHIOBE HHQEKIHH € MO BBIPOC.

TraHH3MH, KO HYIaiHHO Cca TBHTEIHH
AepobuH ['paM-mosoXHTETHH MHKDOOPTaHH3IMH
Staphylococcus aureus (METMIIMITHH-TYBCTBUTENIEH)S
Streptococcus pneumoniae’
Streptococcus pyogenes U Ipyra O€Ta-XeMOIHTHYIHH CTPENITOKOKH

A HH [ pam aATEJIHH M TaHH3MH

Haemophilus influenzae’

Moraxella catarrhalis

Bujaos H KOHTO NIPHA0OHTATA DE3HMCTEHTHOCT MOXKE JIa € JIeM
Aepobuu ['paM-oTpHIIATETHH MHKPOOPTaHH3MH

Klebsiella pneumoniae

TaHH3IMH C B CHA DECIUCTCHTH

Aepobuu ['paM-OTPHUATEIHN MHKDOOPIraHU3MH
Legionella pneumophila

Jpyrn MUKPOODIaHH3IMH
Chilamydophila pneumoniae

Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

$ BCHOKH METHIDLTHH-PE3HUCTEHTHH CTAadQWIOKOKH Ca PEIHCTEHTHH KbM
aMOKCHITH/IHH/KJ/IaBy/1aHOBA KHCCIIHHA.

' Taszn dopMa Ha aAMOKCHIIMITMH/KJIaBYJIAHOBA KHCEIHHA € NIOOXOOAMIA 33 JICYCHHE Ha
Streptococcus pneumoniae, KOUTO ¢a PE3UCTCHTHH KbM NMEHHUMIHH, CaMo 38 0100peHuTe
noka3aHua (BX. Touka 4.1).

2 [IlaMoBe ¢ HaMaIeHa 9YBCTBHTETHOCT Ca JOK/AABAHM B HAKOH CTpaHu B EBponelickusa cbio3
¢ yectota no-sucoka ot 10%.

5.2 PDapMAKOKHHETHYHH CBOHCTBA

AGcopOums

AMOKCHLMJIMH H KJIaBYJIAHOBATa KHCE/IMHA CE€ JMCOLMHMPAT HAITBJIHO BHB BOJICH Pa3TBOp C
¢usuonoruuHo pH. /pere akTHBHH BemlecTBa ce abcopbupar 6bp30 H n0bpe cnex nepopainHo
npunoxeHne. Clieq nepopanHo NPHIOKEHHe ODHOHATMYHOCTTA HA AMOKCHIIMIMH H Ha Kf1aBYNaHOBATa
KHcenuHa ¢ npubnusurenyo 70%. [InazmeHuTe npodunM Ha ABETE aKTUBHH BEILECTBA Ca CXOAHH H
BPEMETO 33 JOCTUTAHE HA BLPXOBa I1a3MeHa KOHUEHTpAUHA (Tmax) H IIPH ABETE € MPUOITHIUTETHO
CIHH Yac.

[To-mony ca npencraBeHu cpeaHH (+ SD) papMaKOKHHETHUYHH NapaMETPH 32 AYTMEHTHH ES,
IpUIOXKeEH B 1033 45 mg/3,2 mg/kg Ha BCcekH 12 yaca IpH NeIHATPHIHHU NIALUCHTH.
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JlekapcTBeHa Crnax Tonax * AUCqy T1/2
¢opma (ng/ml) (h) (ug.h/ml) (h)

AyrmerTHH ES AMOKCHLIWIHH

B HO3a 15,7 2,0 59.8 1,4

45 mg/kg + 7,7 (1,0-4,0) + 20,0 + 0,35

AMXwn 3,2 KnaBynaHoBa KMCETHHA

mg/kg CA na 1,7 1,1 4,0 1,1

Bcekn 12 qaca +0,9 (1,0-4,0) + 1,9 £ 0,29

AMX — amoxcuumnul, CA — K1aBylaHOBa KUCENHHA

* Meaunana (obxBar)

CepyMHn‘re KOHLICHTpallHH HAa aMOKCHIIHITHH H KJIaByJIaHOBATa KHCCJIHHA, JOCTHIHATH C
amoxcuuunnn/uanynauona KHCENHHA, Ca CXOOHH € TC3H CNCA NCPOpPaATHO IMIPHIIOKCHHE HA
€KBHBAJIICHTHH JO3H OT CAMOCTOATCITHO MPHWIOXKCHH aMOKCHITHIIHH HITH KJIaBYJIAHOBA KHCCIIHHA.

Pazs eneHue

Oxkoio 25% ot 06ImoTO KOMHYSCTBO Ha KIABYJIaHOBATa KMCENHHA B IU1azMaTa #H 18% ot obmoro
KOJIMIECTRO Ha aMOKCHI[IIHH B TUIa3MaTa Ca CBbp3aHH ¢ mpoTeHHH. [IpuBuaHuaT 06emM Ha
pasnpexaenexue € okono 0,3-0,4 kg 3a amokcHIpIHH H okono 0,2 kg 3a k1aBylaHOBAaTa KHCEIHHA.

Cnen MHTPABEHO3HO MPUIOXKEHHE, AMOKCHLIWINH H KJIaBYJ1aHOBA KHCEIIHHA CE€ YCTAHOBABAT B
KITHIHHS MEXYD, KOpEMHATa ThKaH, KO)KaTa, MACTHaTa TbKaH, MyCKy/IHHTC ThbKaHH, CHHOBHAIIHATA H
EPUTOHEANTHATA TEYHOCT, XKITHYKATa H FHOHTA. AMOKCHIMIIHH HE C€ pa3npeneins I0CTATEYHO B
LHepeOpOCITHHAITHATA TEYHOCT.

OT npoy9BaHHA NMPH XHBOTHH HAMA A0KA3aTEICTBa 3a 3HAYMMO 3a0bpKaHE B ThKAHHTE Ha
JIEKaPCTBEHO-MPOM3BOAHH BEIIECTBA 38 HHKOA OT ABETE CHCTABKH. AMOKCHIWITHH, MOAOOHO Ha
MOBEYETO NEHHIMWIHHH, MOXe A3 C€ YCTAaHOBH B KbpMata. C/ICIH OT KIaBYJIaHOBA KHCEJIHHA CHIO
MOTaT [a ce OTKPHAT B KbpMata (BX. TOUKa 4.6).

Toka3aHO €, 9e¢ aMOKCHIIWIHMH M KJIaBY/JAHOBATa KUCEIMHA MPEMUHABAT Npe3 IUaLeHTapHara bapHepa
(Bx. Touka 4.6).

buotpanchopMaums

AMOKCHIIH/IHH CE€ €KCKPETHPa YaCTHYHO B YPHHATA KATO HEAKTHBHATA NNCHHUK/IOCBA KHCEIIHHA B
KOITHIECTBA, CKBUBANEHTHH Ha 10 A0 25% oT HaganmHaTa 103a. KnaByJaHOBaTa KHCENMHHA ce
MeTab0TH3HPa eKCTeH3UBHO ITPH Y0BEKA H CE OT/C/IA B YPHHATA W H3NPAXHEHHATA, H KaTo
BBIIEPOISH THOKCH B U3THIIBAHHUA BB3IYX.

EnuMHuHHpaHe

OCHOBHHMAT ITBT Ha ETHMHHMPAHE HAa AMOKCHLIWITHH € npe3 Os0pennTe, 10KaTo K/1aByIaHOBaTa
KHCEJIHHA C€ ETHMKHHpPA KakTO Mo 0b0peyHH, Taka ¥ N0 H3BbHOBOpEIHH MEXaHH3MH.

AMOKCHITH/IMH/KIABYJIaHOBA KHCEIHHA HMA CpelicH €JIMMMHAIIHOHEH ITOTY)KHBOT OT MPHOIH3HTEIHO
e[IHH Jac M cpeaeH obm kmupsHC npubnusutenno 25 Vh nmpu 3apaeu auna. [Tpubansurento 60 oo
70% oT aMOKCHLIMIHH H puOnu3nTenHo 40 10 65% oT Ki1aBynaHOBaTa KHCEIHHA Ce EKCKpeTHpaT
HEMMPOMEHEHH B YPHHATa IIpe3 ITEPBUTE MIECT Yaca Clel MPHUIOKEHHE Ha €IHHHYHA 1032

AyrmentuH 250 mg/125 mg win Ayrmentas 500 mg/125 mg tabneTku. B HAKOIKO npo N
YCTaHOBEHO, 9€ YPHHHATA exckpelmsa € 50-85% 3a amokcHUWIHH B Mexny 27-60% 3a _,-:3\"'\?*
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KHMCEJIHHA 3a NEPHOA OT 24 Yaca. 3a KNaBy/IaHOBAaTa KMCEJIHHA, HAH-TOIISIMO KOJTHIECTBO OT
JIEKapCTBOTO CE€ EKCKPETHPA IIPE3 ITBPBHTE ABa 4aca ClIeA MPHIMKEHHE.

EaHoBpeMEHHOTO NpHIOKeHHe Ha NpobcHeLMA 3a0aBs eKCKPELIHATE HA AMOKCHIIHIMH, HO He 3a0aBs
OBOpedHaTa eKCKpeLHA Ha K/IaBYJIaHOBATa KHCEJIMHA (BX. TOUKa 4.5).

Boapact

EMHMHMHALHOHHHAT NOTYXHBOT Ha aMOKCHIJWIHH € MoA00EH NPH Aclia Ha BB3pacT OKOJIo 3 Mecena o
2 FrOOMHH H IIPH NO-TOJEMH Jella H BB3pacTHH. IIpy MHOro MasIkuTe Aeua (BIIIOYHTETHO
NpexAEBPeMEHHO poicHH 6ebeTa) mpe3s ImbpBaTa ceaMHUIA OT KHBOTA HHTEPBATHT Ha MPHJIaraHe He
TpaOBa 1a HAOXBHPIIA MpWIAraHe JBa ITbTH JHEBHO MOPAAH HE3PUIOCT Ha OLOpeUHHs BT Ha
eJTHMMHHHpaHe. Thit KaTO MPH NAIHEHTHTE B CTAPYECKa Bh3PacT ChILISCTBYBA NO-TOMsIMa BEPOATHOCT
na uMaT HamaneHa 6ubpeana pyrkuus, e HeobxonuMO BHUMaHUE NpH H360pa Ha 703aTa ¥ MOXE 13 €
NoJIe3HO Aa ce npocienspa OuOpeqnara QyHKums.

[lon

Cien nepopanHO MPHIIOKEHHE HAa aMOKCHIIHIHH/KJIaBY/IaHOBA KHCE/IHHA TIPH 3XPaBH MBXKE H XKCHH
NOSBLT HE € OKa3all 3HaIMMO BIIHAHHE BHPXY PapMaKkOKHHETHKATa HHTO Ha aMOKCHIIWIHH, HHTO Ha
KJIaBYJIAHOBATA KHCEIHHA.

br6peuHo yBpexaaHe

Obmmst cepyMeH KIMPBHC Ha aMOKCHLIMIIMH/K/IABYJ/IAHOBA KHCE/THHA HaMal1aBa MPOTIOPIHOHAIIHO C
HaMasBaHeTo Ha Ob0peunara pyHkima. [IoHM)KaBAHETO Ha JIEKAPCTBCHHUA KIHPBHC € NO-H3Pa3eHo 3a
AMOKCHI[HAHH, OTKOJIKOTO 33 KTaBY/JIAHOBATa KHCEIMHA, ThH KaTO NO-TOAsMa 9acT OT AMOKCHIIWIHH ce

ekcKpeTupa mpe3 On0peunTe. [lopaau Tasu mpuanHa Ao3upaHeTo MpH OGEOpedIHO yBpexKIaHe TpAOBa
14 NPEXOTBPATH MPEKOMEPHO HATPYIIBAHE Ha AaMOKCHLIMIIMH, KaTO €THOBPEMEHHO CE TIOTHPKAT
IOAXOAAIIM HHBA HA KIABY/TaHOBATa KUCEMMHA (BXK. TOYKa 4.2).

YepHoapoOHO yBpekaaHe

Ho3upaneTo NpH NEIKEHTH ¢ YepHOAPOOHO yBpexIaHe TpaOBa a c€ H3IBLPILBA C BHHMAHHE H
yepHOApoOHaTa PYHKIHSA Ja Ce ITPOCIeAsBa pEIOBHO.

5.3 [IlpeaxnHAHHYHH AaHHH 33 Oe3onacHoCT

HexTHHHIHHTE HaHHH HE MOKAa3BaT OCOOEH PHCK 3a Xopa Ha Da3ara Ha GapMaxKoIOrHYHHU ITPOYUBAHHA
3a 6e30nacHOCT, MPOYYBaHMS 32 TCHOTOKCHIHOCT W PENPOAYKTHBHA TOKCHYHOCT.

[IpoyuBaHH4 32 TOKCHIHOCT IPH MHOTOKPATHO NPUIaraHe, MPOBEACHH NPH KY4YETa C
AMOKCHIIMIMH/KJIaBY/TAHOBA KHCEJIMHA, IOKA3BaT CTOMAIIHO APa3HEHE H MOBPLIIAHE, KAaKTC H
IIPOMAHA B I[BETA HAa €3HKa.

He ca nposexaaHy NPOYYBaHHA 33 KAHUEPOTCHHOCT ¢ aMOKCHIIHIHH/K1aBYJIaHOBA KHCEITHHA.

6. ©OAPMAIIEBTHYHH JAHHHU

6.1 Cnucbk HA TOMOIHHUTE BelllecTBa

AcnapraM (E951)
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KcanraHopa ryma

CUIHLHEB AHOKCHI

Konounen 6e3BoneH CHITHIMEB TUOKCHA
Harpuesa kapOOKCHMETHIILIETY 032

H3kycTBEH apoMaT Ha CMETaHCHO-ATOA0B KpeM (ChABPKA MATTOACKCTPHH)

6.2 HeCHrBMECTHMOCTH

HenpunoxHMo.

6.3 Cpok na rognocr

[Ipax 3a nepopaiHa CyCNIeH3HuA: 2 roJIMHH

Cnen npHroTasHe cycneH3nsTa TpabBa aa ce cbxpansisa npH 2°C — 8°C (Ho 0e3 aa ce 3aMpassba) B
paMxuTe Ha 10 qHH.

6.4 Cpenmannn yC10BHS HA ChXpAHEHHE

Jla ce chXpaHsaBa B OPHIHHAIHATA OMAKOBKA, 3a 1a ce MPEAnasy oT Biara. [la He ce chbXxpaHapa
Haj 25°C. 3a ycloBHATA Ha ChXpaHeHHe Ha MPHTOTBEHATA CYCICH3HA BIOKTE TOYKa 6.3.

6.5 BHAH CHLALPXKAHHE HA ONAKOBKATA

ByTHIKM OT MPO3paYHO CTHKIIO, ChAbPXKAIIH Mpax 3a npuroresre Ha 50 ml, 75 ml, 100 ml win 150 ml
NEepOpaHa CYCIIEH3Ms, ¢ IUIACTMACOBA 3allIHTEHa OT JAclia Kalnadka H ¢ OTCTPAaHABAIIO CE 3aleYaTBaHe,
MOKPHUTO ¢ POSIHO, BEPXY OTBOpa Ha OyTwikara. OnakoBkaTa MOXe Jia ce JOCTaBd ¢ IJ1aCTMacoBa
MEPHTE/IHE ThKHYKA.

He BCHUKK BHIOBE ONMAKOBKH MOrat J1a ObAaT MyCHATH Ha ralapa.

6.6 ChoemmajHA NpeANASHH MEPKH NPH HIXBbpJasHE H paboTa

[Ipenu yrmoTpe0a nposepere Jamy 3ane4aTBaHeTo, NOKPHTO C (oMo, BPXY OTBOpa Ha OyTHikaTa, HE
e HapymeHo. [Ipu npuroreane paskiarere 6yTHIKaTa, JOKATO MPaxbT BHTPE 3aNIOYHE J1a CE ABHKH
cBOOOIHO H OTCTPAHETE 3aMEYaTBAHETO OT OTBOpA Ha OyTuikara. [Ipubasere HeoOxomumia 0beM
BOJa (KaKTO € MoCOYeHO Mo-10iy). 3aTBopere OyTHaKaTa, 0OBpHETE 4 M A pa3Kiartere aodpe.

Konud Ha aKTHBHOTO 6eM BOaa, KOWTO J1a Ce Kpaen o6eM Ha npuroTseHaTa
BELIECTBO B A030Ba npHOaBH NIPH NIPUTOTBAHE HA nepopansa cycneH3us (ml)
CAWHHIIA cycnensusrta (ml
50 50
70 73
600 mg/42,9 mg/S ml %0 100
135 150

HApyr Ha4HH Ha MPUTOTBAHE € Aa HAITLITHUTE OYTHIKATa C BOAA MAIKO MO 03HAYECHHETO BBPXY
eTHKeTa Ha OyTHikata,. 3aTBopere OyTwikara, obbpHeTe 4 M 4 paskinarere godpe. Cnea ToBa
JOITBIIHETE C BOAA TOYHO O O3HAaYeHHETO. 3aTBopeTe OyTHIKATa, OOBPHETE S U OTHOBO f Pa3K/aTeTe
nobpe.

Pasxnarere OyTHikaTa 100pe npean MpUeM Ha BCAKA 034,
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HeHn3non3saHUAT IEKAPCTBEH NPOAYKT HIHM OTNIAABbYHHTE MAaTCPHAIH OT HEro TpsAOBa Aa ce HIXBLPIAT
B CHOTBETCTBHE C MECTHHTE H3HCKBAHHA.

7. NPHTEXATEJI HA PA3ZPEHLIEHHETO 3A YIIOTPEBA
GlaxoSmithKline Trading Services Limited
12 Riverwalk,

Citywest Business Campus,
Dublin 24,

Hpnanaus

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20050447

9. JATA HA IIBPBO PA3PEIIABAHE/TIOAHOBSBAHE HA PAZPEILIEHHETO 3A
YIIOTPEBA

Jlata Ha mBpBO pa3peniaBaHe: 23 asryct 2005 1.
JlaTa Ha nocnexaHo nogHoBABaHe: 21 mai 2015 .

10. JATA HA AKTYAJIN3IUPAHE HA TEKCTA
12/2024
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