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1. UME HA JIEKAPCTBEHUA ITPOAYKT

Anmexcua 875 mg/125 mg ¢puimupaHu TabJIeTKH
Almexid 875 mg/125 mg film-coated tablets

2. KAYECTBEH U KOJIMUECTBEH CbCTAB

Besika puiMupana tabnetka cbabpika aMOKCHLMIMH Tpuxuapat (amoxicillin trihydrate),
exkBuBaJIeHTEH Ha 875 mg amokcuumianH (amoxicillin) u kanues knasysanar (potassium clavulanate),
eKkBUBaJieHTeH Ha 125 mg knaBynaHoBa kucenuHa (clavulanic acid).

3a MbJHUS CITHUCHK HA MOMOILHUTE BELIECTBA BUXKTE TOYKa 6.1.

J. JEKAPCTBEHA ®OPMA

dunmupaHa radnerka.

benu no noutu 6enu TabneTKU, ¢ Npoabiarosarta popMa U JAeJUTeIHA YepTa OT ABETE CTPaHH.
JlenuTenHara yepTa € camo 3a YJIeCHsIBAaHE Ha CYYIBAHETO C LieJ1 MO-JIECHO MOrjbliaHe, a He 3a J1a
pa3/ielisiHe Ha paBHU J103H.

4. KIMHUYHU JAHHHA

4.1 TepaneBTHYHH NOKA3AHUS

AJIMEKCH] € MOKAa3aH 3a JieYyeHHe Ha CleHUTe MH(PEKLMH MpH Bb3pacTHHU U aeua (Bx. Touku 4.2, 4.4
uJ.1):

e OcTbp OakTepHalieH CHHYHT (a€KBaTHO JIHArHOCTHLIMPAH)

OCTbP OTUT Ha CPEAHOTO YXO;

OCTpH ek3auepbaluy Ha XpOHHYEH OPOHXHUT (aA€KBAaTHO AUArHOCTULIMPAH );
MTHEBMOHHUS, MPU00HUTA B O0LIIECTBOTO;

LIUCTHT;

MUEJIOHEPPHT;

HH(PEKIHN Ha KO)KaTa ¥ MEKHTE ThKaHH, M0-CMELHATHO LeNTyJIUT, yXanBaHHUs OT )KUBOTHH,
TeXKbK abclec Ha 3b0HTe ¢ pa3npoCTpaHsBalLl CE LETYJIUT;

® HH(I]EI{LLHH Ha KOCTHUTE U CTABUTE, MO-CIICLUHATIHO OCTCOMHUCIINT.

TpsibBa na ce 00bpHE BHUMaHKE HA OPULIMAIHMTE YKa3aHHUs 3a MpaBuiiHa yrnorpeda Ha
aHTHOAKTEepUaJIHUTE Cpe/CTBA.

4.2 JIo3MpOBKA H HAYHH HA NPHJIOKEHHE

Jlo3upoBKka
JIO3UpOBKHTE ca MPeACTaBEHH ChOOPa3HO ChAbP)KAHUETO HA AMOKCHLIMJIMH/KIIaByJ1a
M3KJIFOYEHHWEe Ha CTy4auTe, KOraTo J03UTe ca JaJICeHH M0 OTHOLUEHHE Ha OT/E/IHaTa



3a u3bopa Ha Ao3ara Ha ANTMEKCH/ 3a Jie4eHHe Ha OTAeHaTa HH(peKLua TpAOBRa Aa ce UMaT NpeBHA;

e (OUYaKBaHHTE NMATOreéHH M BEPOSTHATA HM HyBCTBUTEJIHOCT KbM aHTHOAKTEPHANIHH CPEACTBA
(Bk. TouKa 4.4),

¢ TEXECTTa H MACTOTO HA HHEKLNATA;

® BBL3PACTTA, TEJECHOTO Terno ¥ OvOpeunHara QyHKLMS Ha MALHEHTA, KAKTO € MOCOUEHO MOo-J0Jy.

Ynorpebara Ha anTepHaTHBHU (HOPMH HA AMOKCHULIHITHH /KIIaBY IaHOBA KHCENHHA (HaNp. TaKHBa,

OCHIypfABallUK NO-BHCOKH JO3H
HA AMOKCHLIHTHH W/ UK Pa3NMYHH ChOTHOILEHHS HA AMOKCHIEHIUH KbM KJ1aBYJIaHOBA KHCEJIHHA)

TpsOBa fla ce uMa npeaBu crnopel HeobxoaumMocTTa (BXK. TOUKH 4.4 1 5.1).

" [1pn Bb3pacTad u Aeua > 40 kg Tasu ¢popma Ha AnMEKCH/] OCHTypsiBa o0llla JHEeBHa 034 OT

1 750 mg amokcuuuanH/250 mg knaByAaHOBa KUCE/IMHA TPU AQ3HpaHeE ABa TbTU JHEBHO U 2 625 mg
aMOKCHIHAKH/375 mg KnaByn1aHOBA KUCEAWHA [TPYU AO3UpaHEe TPH TBTH AHEBHO, KOraTo ¢ npunara,
KaKTO € TIPenopb4aHo no-aoay.

I[Tpu aena < 40 kg tazu ¢popma Ha ANMeKCH] OCHFYPSABA MakCHManHa AHeBHa fo3a ot 1 000-2 800 mg
aMOKcHIMNHH/ 143-400 mg kapynasoBa KUCENWHA, KOTaTo CE MpUara, KakTo e npenophysa rno-1ony.
AKoO ce cyeTe, Ue € HeoOX0MMa No-BHCOKa JHEBHA 1033 HA AMOKCHIIMIIMH Cce NpenopbyBa u3bop Ha apyra
¢opma Ha AIMeKCH] 3a J1a ce n3berHe NpHAaraHe Ha HEHY)KHO BHCOKH AHEBHU A03H Ha KNaBYNaHOBA
kucenuHa (BX. TOUKH 4.4 1 5.1).

*

[Tpoxb/bKMTENHOCTTA HA JICHEHUETO TPAOBA a CE ONpeaesH OT NOBJIHABAaHETO Ha nanueHTa. Hiakon
HHpeKIHH (Hanp. OCTEOMHENHT) U3UCKBAT MO-TONAMA NPOABIDKHUTENIHOCT HA JIEYEHHETO. JIEUEHHETO
He TpaOBa Ja NpoAbJDKaBa noBeye OT 14 gHH 6€3 NOBTOPEH npernen (BxX. Touka 4.4 OTHOCHO
NPOIBLIDKUTENHA TEPAITHA ).

Bb3pacThu ¥ aeua > 40 kg
[IpenopbydTENHH QO3U: .

e  (CTaHJapTHa A03a (3a BCHYKH nokaszanus): 875 mg/125 mg npa mbTH AHEBHO;

® M0-BHCOKA 034 (0c0BeHOo 32 HHDEKIIWH KATO OTHT HA CPEAHOTO YXO, CUHYHUT, HHGEKUHUH Ha
JOJIHUTE ANXATENHH MbTHILA U HHAEKL MU Ha MUKOYHHTE mbTHIA): 875 mg/125 mg TpH nbTH
JHCBHO.

Heua < 40 kg
Jleuara MOXe [a ce JIEKyBaT ¢ AJIMeKCHA TablieTKH, CYCNeH3HH WK eIHATPUYHH CalleTa.
[IpenopbudTENHH AO3H:

e 25mg/3,6 mg/kg/nen no 45 mg/6,4 mg/kg/neH, pazaeneny Ha ABe OTAENHU JJO3H;

e 1070 mg/10 mg/kg/nen, pazfeneHu Ha ABe OTACJIHH AO3H MOXE Ja c€ oOMuCHAT 3a
NPUNOKEHHE NMPU HAKOR HHGEKIHH (HaipUMep TPU OTHT Ha CPEAHOTO YXO, CHHYHT H
HHQEeKUHH Ha OJTHUTE AUXATENIHY IbTHILA).

Tl kaTo TabneTKHTE HE MOTraT Ja ¢& Pa3dAensT, AelaTa ¢ TEJeCHO TErIO MO-MAJIKO OT 25 Kg He TpsabBa
Jla ce neKyBart ¢ AnMekcua TabneTky.

Tabauuara no-n0Jy NpeiacTaBs noiayyeHara gosa (mg/kg/trenecHo Terno) npu aeua ¢ terno 25 kg no
40 kg cnen npueM Ha eqHa Tabnerka ot 875 mg/125 mg.

TenecHo 40 35 30 | 25
Terao [kg]




TEJECHO Terjo)
(B,
no-rope)_
AMOKCHLIMJIMH | 21,9 25 29,2 135 12,5 — 22,5
[mg/kg (no 35)
TENECHO
TEryo] 3a
elHOKpaTHa
1033

(1 puamupana
TabseTka)
KnaBynanwoBa | 3,1 3.6 4,2 5 1,8-3,2
KHCEJIHHA (mo 3)
{mg/kg
TeNECHO
TErno) 3a
€OHOKpaTHa
no3a (|
dunMupaHa
tabnerka)

Heua c TenecHo Terno noj 25 kg 3a npeanoyntane TpsOBa fa ce NeKyBaT ¢ AJTMEKCHI CYCMEH3Ud

HJIH ICIHATPHYHH CalleTa.
He ca Hanv4HH KNHHUYHHA JaHHYU 33 NpHAOKEHHe Ha 7:1 dopMuUTe Ha ATMEKCHT B NO3H, IO-BHCOKH

ot 45 mg/6,4 mg/kg/nHEBHO NpH Aela noA 2 roaUHH.
HsMa kIHHUYHE JAHHH 32 NpHAoXKEHUE Ha 7.1 GOpMHTEe HA ANMEKCHA NMPH AcLia HAa Bb3pacT noj
2 Mecenia. [Ipenopuku 3a Jo3dpaHe NpH Ta3H Bb3PACTOBA I'Pyina HE MOraTt Aa ObJaT HalnpaBeHH.

[laupeHTH B CTapyecKa Bb3pacT
He ce Hanara Kkopurupase Ha a03arta.

bbu0Ope4HO YBpexaaHe

He ce nanara kopurupase Ha 403aTa Npu NaiHeHTH ¢ kpeaTHHHHOB KIUPBHC (CrCl) Ham 30 ml/min.
[Tpy namyeHTH ¢ KpeaTHHUHOB KaupbHc noa 30 ml/min, He ce npenopbyBa NPUIMKeHHe Ha GHOPMHTE
Ha AJIMEKCHA ChC ChOTHOLIEHHE Ha aMOKCHLIWIHHE KbM K/1aByJlaHOBaTa KMce/nHa 7:1, Tbi KaTo HAMa

HANUYHH NIPENOPBKY 34 KOPUTHpaHe Ha fo3aTa.

YepHoapoOHO yBpexaaHe
Tpabea na ce n103upa BHUMATENTHO H PEAOBHO Jia ce Npocielssa YepHoApobHaTa (yHKUMA (BXK. TOUKH

4.3 n 4.4).

HaunH Ha NpUIOKEHHE
AJNMEKCH] € 33 NIepOpanHO NPUNIOKEHHE.
AnMmekcHa TpabBa Ja ce MpHeMa MO BpeMe Ha XpaHeHe, 3a CBeXAaHe 1O MHHHMYM Ha Bb3MOXKHaTa

CTOMAIIHO-4YpCBHa HCNOHOCHMOCT.

JleueHneTo MOXe Ja 3arno4dHe napeHTepanio B cooTBercTBUe ¢ KXII Ha nHTpaBeHO3HMTE (1.v) QOpMH H Ja
Ce NPOABJLKM C NepopanHa popMma. |

4.3 IIpoTHBONOKA3aAHHS




CBpbX4YBCTBHTENHOCT KbM AKTHBHUTE BELIECTBA, KbM KOHTO U [1a € OT NEHHLIUTHHATE UIIH KbM
HAKOE OT MOMOILHHTE BELLECTBAa, U30poeHHU B TO4Ka 6.1.

AHaMHe3a 3a TeXKa He3abasHa peakiis Ha CBPbXUYBCTBHTENHOCT (Hanp. aHapHIaKCHA) KbM IPYyT
6eTa-nakraMen MpoAyKT (Hanp. uedanocnopuH, kapbanenem Hian MOHODAKTAM).

AHaMHe3a 33 XBITEHH LA/ YepHOAPOOHO YBPE)KAAHE, Ab/DKALLK CE HA AMOKCHLIMIIHH/KJ1aBY T1aHOBA
KHCeJHHA (BX. To4uKa 4.8). |

4.4 Cnenuaann npeaynpexieHns ¥ NpeanaHd MepKH NpH ynorpebda

Tlpeay 3arnouBaHe Ha IEYEHHE C AMOKCHLIWIUH/KIaBY IAHOBA KMCENHHA, ALHEHTHT TPOBa 1a ce
pa3NUTa BHHMATENHO MO OTHOLIEHHE HAa NPEIUILIHY PEeaKLUH Ha CBPbX4YYBCTBHTEIHOCT KbM
NEHULIMITHHH, HePaNoCNOPHHU HIH ApYTH OeTa-nakTaMHU NPOAYKTH (Bxk. TOUKH 4.3 U 4.8).

CepHO3HH H NTOHAKOTra (PaTaNHU PEaKlHik Ha CBPLXYYBCTBUTENHOCT { BKIIOYHTENHO aHaQUIAKTOUHH

H TEXKKH KOXKHHU HEXENaHH peakliHi) ca CboOILaBaHH MPH MaLlMEHTH, JIEKYBaHH C IEHHLIUIIAH.
B13MOXHO € CBIIO PEAKLIMHTE Ha CBPBbXYYBCTBUTENHOCT Ja POrpecHpaT 10 CHHApOM Ha Kounis —
CEpPHO3HA aNepruyHa peakuus, KOSTO MOXe Aa AoBeke 10 HH(papKT Ha MHOKapaa (BXK. Touka 4.8).
[Mo-BeposSTHO € TE3H peaklLUH Aa ce MOABAT [PH JIMLa C aHAMHE3a 33 CBPBHXYYBCTBHTEJIHOCT KbM
NEHKLIUIHH HITH NP aTONMYHHU JTHLIA. |

Uma crodilieH s 32 EHTEPOKOJHWTEH CHHAPOM, NPpeAN3BUKaH OT NpUeM Ha nekapcrBoTto (drug induced
enterocolitis syndrome — DIES), rinasHo npu jielia, Mpyd KOMTO €€ NpUJiara aMOKCHIMIMH/KNaBynasaT (Bix.
touka 4.8). DIES e anepriuna peakius ¢ Bogeul CUMIITOM NMPOABbDKUTENHO noBpbluane (1 — 4 yaca caen
npuUeM Ha IEKapcTBOTO) 6€3 aNepruydu KOXKHH HWIH PECNHPATOPHH CHMNTOMH. JJONBJIHHTEIHH CHMITTOMK
morat Aa Obaar Oonka B kopeMa, IHapHs, XMITOTOHHUS UM JEBKOLUMTO3a ¢ HeyTpodunua. UMa Texku
cAy4aH, BKTHUUTENHO C porpecus Ao wokK. [Ipu nossa Ha anepruyHa peakuus NeYEHHETO C
AMOKCHIIM/IHH /KJIaByTAaHOBA KMCENKHA TpAbBa Aa ce MpEYCTAaHOBH M Ja C€ Ha3HAYH NOAXOAALLA
anTepHaTHBHA Tepanu4.

B C.l'l}"-lﬁﬁ 4ye CC NOKAXKE, HE HH@EKHHHT& CC AbJIKH Ha aMOKCHLIHITHH-YYBCTBHTCITHH
MHKPOOPraHHiMHi, Tpﬂﬁﬂa ja ce 00CBbIu NMpEMHHABAHE OT aMOI{CHuHHHHII{HHBYHaHOBﬂ KHCCITHHA HA
aMOKCHIIHJIHH B CbOTBCTCTBHE C Od)H[lHBJIHHTe YKa3aHHA.

Ynorpe6Gara Ha Ta3u ¢jopMa HA ANMEKCHJ, HE € MOAXOAALLA, KOTATO € HAJTHLE BUCOK PHCK
[ipeAnosaraeMMTe NMaTOreHu Aa ca ¢ PE3UCTEHTHOCT KbM 0€Ta-IaKTaMHHU MPOAYKTH, KOSTO HE €
MeIuMpaHa or 6eTa-naktaMasu, YyBCTBATEITHH HA HHXUOHMpAHE OT KJIaByJlaHOBa KHCENHHA. Tasu
¢opma He TpaOBA Ja ce U3MO0N3Ba 3a IEYCHHE Ha NECHALMIIMH-PE3UCTEHTHH 8. pneumoniae.

[Ipu nauuenTy ¢ yBpeaeHa 6bOpedHa QyHKUMA WM NIPH TAKKWBA, NPHEeMalld BUCOKH 103K, MOXE J1a ce
NOSIBAT I'bpYOBE (BX. TOUKa 4.8).

JleyeHneTo ¢ aMOKCHUMIMH/KNaBy1aHOBA KMCEiHHA TpAOBa na ce u3bsaresa npu cbMHEHHeE 3a
uH}peKIHO3Ha MOHOHYKJIE03a, Thil KaTo npu TORa 3a00J9BaHE CIC MPUIOKEHHE Ha AMOKCHLIUITHH €
HabmoaaBaHa nogBaTa Ha MOpOHIHPOPMEH OOPHB.

E,IIHOBPCMGHHH ynomeﬁa Ha anonypuHon no BpEME Ha JICHEHUE C AMOKCHLIUIIMH MOXKC N1a YBCIIHYH
BEPOATHOCTTA 34 AJIEPIrHHHH pEAKHHH OT CTPaHA Ha KOXXATa.

MHKPOOpPraHH3MHu.




[losBaTa HA CHIIHO 3a4E€pBEH I'eHEPANU3KPaH EPUTEM, CHIIPOBOAECH OT MYCTYNa, B HAYANOTO Ha
JIEYEHHETO, MOXE A € CHMIMTOM Ha OCTpa reHepanu3upaHa exk3anTeMBa nyctyno3a (AGEP) (Bx.
touka 4.8). Ta3u peakiiya Hanara CIHPaHe HA JICYEHUETO ¢ AJIMEKCH U € IPOTHBOIOKAa3aHHKeE 3a
nocaepall npyUeM Ha AMOKCHLIUIIHH.

AMOKCHIIKJIMH/KNaBy TaHOBA KHcenHHa TpAOBa Aa ce npuara BHUMAaTENHO NpH NaluHeHTH ¢ 1aHHHU 3a
yepHOoIpoOHO yBpexaaHe (BxK. Touku 4.2, 4.3 1 4.8).

Cu0uTHA OT cTpaHa Ha YepHHA Apob ca chboOLIABAHH NPECAMMHO NMPU MBXKE H NMPH NALHEHTH B
cTapuecka Bb3pacT, H MOXKE J1a ¢a CBbP3aHH C MPOABIDKUTENHO NeyeHue. Te3n cubuTna ca
cbO0ILaBaHH MHOTO psaKo NpH Aeua. [1py BCHYKK NONyNaUUH, MPH3HALMTE ¥ CUMIITOMHTE -
O0MKHOBEHO ce HaONOAAaBAT 110 BpEME Ha MJIM MAJIKO CJic] JICUCHHE, HO B HAKOH ClTydad MOXeE Ja He
Ce U3ABAT N0 HAKOJKO CeMULIM clle]l NpeyCTaHOBABAHE Ha JieueHHeTo. Te3u cobuTHs 00MKHOBEHO ca
0OpaTHMH. UepHOAPOOHHTE CHOMTHA MOXKE AQ Ca TEXKKY M B U3KIIIOUUTENHO PEAKH CllydaH ca
JOKJIaJBaHH CMBPTHH CIy4ad. Te3n chOMTHS NOYTH BUHArM ca HaOMOAaBaHH (IPY NALMEHTH CbC
CEPHO3HO NMOoANexKallo 3a00nsBaHe WK pUeMally €AHOBPEMEHHO NEKApCTBa, 32 KOMTO € U3BECTHO,
ye MMAT MOTEHUHAN 3a YepHOAPOOHH €¢eKTH (BX. TOYKa 4.8).

Konut, cBbp3aH ¢ NPHIIOKEHHETO HE aHTHOHOTHLH, € ChOOLLaBaH NPH NOYTH BCHYKH
aHTHOAKTEPHANTHH NIPOAYKTH, BKITKOYHUTETHO NTPY aMOKCHLIMIMH H MOXKE [a Bapupa Mo TEeXECT OT JIeK
10 XXKHBOTO3acTpaLasaul (BxX. Touka 4.8). [1o Ta3u npHuHHA, NpH NaUUEeHTH C AUAPHA MO BpeMe Ha
HJIH Clied IeUeHHe ¢ aHTUOHOTHIIM € BaXKHO A C¢ UMa NPEABHU/ Ta3H AKArHo3a. AKO C€ NOSBU KOJIHT,
CBBP3aH ¢ PUI0KECHHETO H2 AHTHOUOTHLH, JIEHEHHETO C AMOKCHLHJIHH/K/IaBYJIAHOBA KHCENMHA
He3abaBHO TpAORA Ja ce npeyCTAHOBHU, A C€ HANMPAaBH KOHCYNTAal#A C JieKap H 1a Ce 3aMo4yHe
NOAXOAAO AeHeHHe. B 103U caydalt ca ApOTHBONOKA3aHH AHTUNEPUCTANTHUHM JIEKAPCTBEHH
MPOAYKTH.

[To BpeMe Ha MTPOABIDKHATENHO JIEYEHHE € MPENOPbUYHTETHO MEPHOAHUHO J1a CE OLIECHSABAT OpraHHUTE U
CUCTeMHH (PYHKLMH, BKTIOYHTENHO ObOpeyHarta, uepHoapoOHaTa H XeMONOETHYHATA PYHKLIHS.

Croo0iaBaHu ca peJKH Clyyad Ha yIb/DKABaHe HA NPOTPOMOKMHOBOTO BpeMe MpH NAaLUEHTH, IEKyBaHH
C AMOKCHLUHIHH/KNaByNaHOBa kucenuHa. [Ipyn e AHOBPEMEHHO NMPHIIOKEHHE C AHTHKOArYJIaHTH CE

Hajara NOAXOoHdilo npocnensBaHe. Moxe aa € HeOOXOAUMO KOPHTHpaHe Ha A03aTa Ha [EPOPANHUTE
AHTHMKOArynaHTH 34 MO/AIbPXKaHE Ha XKEIAHOTO HUBO HA aHTHKoarynauus (Bx. TO4kH 4.5 u 4.8).

[pu nauyeHTH ¢ 6BOpeUHO yBpexkJaHe Jo3ata TpAOBa Ja ce KOPHIrupa B 3aBUCUMOCT OT CTEINEHTA HA
YBpPEXZAHETO (BX. TOUKA 4.2).

[Tpn nauueHTH C HAMANEHO OTACNAHE HA YpHHA (BKIIOUHUTENHO OCTPO ObOpEeUHO yBpEeXKAaHE) MHOTO
pAAKo e HabJ0AaBaHa KpHCTaNYpHs, INaBHO MPH NapeHTepanHo geucHue. Ilo BpeMe Ha npuiaralero Ha
BUCOKH J03H AMOKCHUHU/THH CE

MpenopbyYBa MOAIAbPNKAHE HA AOCTATHYCH MPHEM HA TEYHOCTH H OTACNSHE Ha YPHHA, C e Aa ce
HaMansiBaHe Ha Bb3MOXHOCTTA 32 AMOKCHUHJIUHOBA KpHCTANYpHA. [IpH NaUMEHTH C KaTeTbLp B
MUKOYHHUA MEXYP TPAOBa Ja ce NpoBeXka PeAOBEH BU3YAISH KOHTPON (BX. TOUKH 4.8 1 4.9).

[lo BpeMe Ha JlcueHHUE C AMOKCHIIUIKH TPAOGBA Na CE€ U3MON3BAT €H3UMHH TMIOKO300KCHIA3HH METOIH
MpH K3CNeABAHE 33 HAJIHUHE HA IIIOKO3a B YPHUHATA, ThH KaTO ¢ HEEH3UMHU METOIH MOXE Jia Ce
nonyy4at $GaniuBo MOJOXKUTEIHH PE3yNTaTH.

Hanuunero Ha KJIaBYJIAHOBA KHCENHHA B AJIMEKCHA MOXe 1A NPUYHHU HecneuudHIHO CBbP3BAHE

Ha IgG u anfyMuHa ¢ MeMOpaHuTe Ha YepBEHUTE KPLBHH KIIETKH, BOAELLIO A0 PaniunBO
nonoxureneH rect Ha Kym6ec. |




Hma crobiteHtd 3a MOJOXKHTENHH pe3YJITATH OT TecTa, NpH uanon3sane Ha Platelia Aspergillus EIA
tecT Ha Bio-Rad Laboratories npH nauHeHTH, ApHEMALLH AMOKCHLUIHH/KIABY/JAHOBA KHCEANUHA, 34
KOUTO CJie] TOB2 € YCTAHOBEHO, ue HAMaT HHekuua ¢ Aspergillus. ChoblLiaBaHu ca KpbCTOCAHU
peakiui ¢ He-Aspergillus nonwsaxapuayn ¥ nonudyparosu ¢ Platelia Aspergillus EIA Tect Ha Bio-
Rad Laboratories. CnenoBaTe/iHO NOMOXKHTENHH PE3YATATH OT TECTA NPH NALMEHTH, IPHEMAlIH
aMOKCHIH/IHH/KJIaBY TaHOBA KHCENMHA, TpAOBa Ja 6bRAT ThiAKYBAHH BHUMATEIHO H 12 CE€ MOTBbPAAT
ypes ApYrd AHarHOCTHYHH METOIH.

[ToMOULIHH BellecTBA

To3u JekapcTBEeH OPOAYKT ChAbpkKa no-Maiko oT 1 mmol Hatpuit (23 mg) Ha tabnerka, T.€. npakTH4ecKH
HE CbADbPIKA HATPHH.

4.5 B3aumoneiicTpue ¢ ApYrn JIeKAPCTBEHH NPOAYKTH H APYrH GOopMH HA B3IAHMOACHCTBHE

[lepopanHy aHTHKOATYJIAHTH
[TepopanHUTE aHTHKOAryJIaHTH U NEHULMNWHOBUTE AaHTHOMOTHLIM Ca U3NON3BAHH ILIMPOKO B

npakTHkaTa 6e3 cbobLIeHUs 3a B3auMoAcHCTBHE. Bolpeku ToBa, B IMTEpATYpaTa HMa ONHCaHH
CJIy4aH Ha MOBHLIEHO MEXAYyHApOAHO HopManu3npaHo cboTHoLeHue (INR) npu naudeHTH Ha
MOAABPXKALLO JIEYEHHE C alleHOKYMapoJ WK BapdapuH H HA3HA4YEHO JIeHEeHHE C aMOKCHUHIHH. [Ipu
HeoOXOAHMOCT OT €IHOBPEMEHHO NPHUIOKEHHUE, TPAOBA BHUMATENHO J1a CE NPOCIeaaBaT
MpoTpoMOHMHOBOTO BpeMe HIIH MeXAYHapOIHOTO HOPMAIH3HPaHO ChOTHOLLEHHE MPH 100aBAHE HIIH
criupaHe Ha aMOKCHLIMNIMH. OCBEH TOBA, MOXE 12 € HEOOXOAUMO KOPHTHPAHEe HA [03aTa Ha
NepOPANHUTE aHTHKOArynanTH (Bx. ToukH 4.4 u 4.8).

MeroTtpekcar |
[TeHHUUTHHHTE MOXKE 13 HAMAJIAT EKCKPeLHATa Ha METOTPEKCaT, KOETO Aa J0BEAE A0 Bb3MOXKHO
MOBHLLABAHE HAa TOKCHYHOCTTA.

[Ipobeneuns
EnnospeMerHa ynorpeba Ha npoberHeuns He ce npenopbysa. [IpodeHeunn HaMansaea ObpOpeUHaTa
TyOyJiHa ceKpelusa Ha aMOKCHUMNMH. EfnoBpeMerHa ynoTpeda Ha npobeHeuunn Moxe a A0BEJE A0
yAbJ/DKABaHE HA HAJIMYHUETO U MOBHLIABAHE HA HHBATa HA aMOKCHIHJIMH B KPbBTA, HO HE U Ha
KJIABYJIAHOBATa KHCENIMHA,

MukodeHonat ModeTu

[Tpu nauyeHTH, npuemMauii Mukogeronar ModeTH, ce crob11aBa 3a HaMansgBaHe Ha NPEAA030BATA
KOHLIEHTpALHA Ha aKTHBHUA MeTaboauT mukodeHonosa kucenuda (M®OK) ¢ npubansurento 30%,
c/ie/ 3aro4YBaHe Ha JIEYEHHE C EepOopasieH aMOKCHLIMIIHH IJTI0C KNaBynaHoBa kucenuHa. [lpomsHara B
Mpea030BOTO HUBO MOXKE A HE MPEACTaBsl TOYHO NPOMEHUTE B 001IaTa excrno3uiusg Ha MOK.
[Topaau ToBa, OOHKHOBEHO He € HeoOX0oAUMa MPOMAHA B 03aTa Ha MHKOGEHONAT MOdEeTH NpH
AMICA Ha KIHHWYHH JaHHH 33 HapylleHa PyHKUUA Ha npHcagkara. Benpexku ToBa, TpsbBa [a ce
M3BLPILIBA BHHMATENHO KIMHHYHO NpOCiesBaHe [0 BpEME Ha JICYEHHUETO ¢ KOMOHHALMATA B MAJIKO
clie]] 3aBbPIUBaHE HA aHTHOKHOTHUYHATA TEepanus.

4.6 PepTHAUTET, OPEMEHHOCT U KbpPMEHE

bpemMennocTt
[IpoyuBaHus NMPU XHUBOTHH HE NMOKaA3BaT NPEKH UIIH HEMPEKH BPEJIHN Bb3/ICHCTBHS BbPXY

OpeMeHHOCTTa, eMOPHOHANHOTO/(PETANHOTO Pa3BUTHE, PAKAAHETO HIIH NOCTHATAIIHOTO PA3IBHTHE
(Bx. Touka 5.3). OrpaHnyeHH JaHHH 3a ynoTpedara Ha aMOKCHLIHITHH /KJ1aBy1aHOBA KHCEN
BpeMe Ha OpeMeHHOCT NMpH X0pa He MOKa3BaT MOBHLLEH PUCK OT BPOAEHU MandopMaLHH.
[MpOY4YBaHe MPH XKEHH C peATepMHHANIHA NPEeXACBPEMEHHA PyNTYpa Ha eTanHaTa Me
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cboOillaBa, 4e NPOPHIAKTHYHOTO ACYCHHE C AMOKCHLIMIIMH /KNAaBYIAHOBA KUCEIHHA MOXE Ja Obie
CBBP3aHO C MOBHUIUEH PHCK OT HEKPOTU3UPALL €HTEPEKOIHUT [PU HOBOPOAECHH. [IpUN0KEeHUEeTO Ha
aMOKCHLHJIHH /KNaByTaHOBa KHCENHHA MO BpeMe Ha OpeMeHHOCTTA TpsahBa 1a ce u30area, OCBEH ako
NEKAPAT HE NPELIEHH, e € HeoOdXOoaAUMO. |

KnpMmene

JiBeTe akTHBHH BELIECTBA C€ EKCKPETHPAT B KbpMaTa (He ¢a YyCTaHOBEeHH edeKTHTE Ha KaByJlaHOBaTa
KHMCENHHA BBPXY KbpMaueTo). B cneficTBHe HA TOBA, Ca B3MOXKHU AHapUs U rbOMUHA HHpEKI U Ha
JIMTaBHALIATE NPH KbPMAUETO, KOSTO MOXKE & HANOXKH NPEyCTAHOBABAHE HA KEPMEHETO.
Bb3MOKHOCTTA 334 NOBULLIABAHE HA YYBCTBUTENHOCTTA TPAOBa A4 C& B3eMeE N0 BHUMAHHE.
AMOKCHIMINH/KJIaBYTAHOBA KHCETHHA TpsA0Ba 1a ce U3NO0J3Ba M0 BpeMe Ha KbPMEHE caMo cliefl

NpCLUECHKA OT JICKYBALIWA JIEKap HA CbOTHOUWCHHETO n0n3a/pﬂcx.

4.7 EdeKTH BBLPXY CriocobHOCTTA 38 odupaHe H paboTa ¢ MANIMHHA

He ca npoBexaaxu npoyuysaHHA 3a e(peKTUTE BbPXY CNOCOGHOCTTA 3a lodupaHe W paboTa ¢ MallHHH.
BBnpeky ToBa MOKeE J1a Ce MOSBAT HEXENAHH peakuuH (Hanp. Anepruysy peakiuu, 3amaiiBane,
' I'bPYOBE), KOUTO MOraT Aa MOBJIUAAT COCOOHOCTTA 32 1odupaHe H paboTa ¢ MAILIWHU

(Bx. Touxa 4.8).

4.8. HexxeslaHH JIeKAPCTBEHH pPeaKIHH

Haii-yecTo cb061LaBaHNTE HEXKENAHH NIEKAPCTBEHH PEaKUHH Ca JHAPHA, raicHE ¥ MOBPbIUAHE.
HexcenaHuTe NeKapCTBEHH peaKlHH, NOJYYEHH OT KIHHHYHH [IPOYYBAHHSA H OT OCTMAPKETHHTOBOTO
HaOntoaeHHE C ANIMEKCH], ca H3DPOeHH No-J0y ¥ Ca KaTeropu3upaHu cwvriacHo MedDRA, no
CHCTEMO-OPraHeH Knac. -
H3non3BaHa € cnejHaTa TEPMHUHOJIOTHA 3a KIaCH(PHLUMpPaHE HA YECTOTATA HA HEXENAHHTE
JEKapCTBEHH PEeaKLMH.

MHoro yecth (>1/10)

Yectu (>1/100 no <1/10)
Heuectu (>1/1 000 no <1/100)
Peaku (=1/10 000 no <1/1 0600)

Muoro peaku (<1/10 000)
C Hex3BeCTHa YecTOTa (OT HANHYHUTE JAHHH HE MOXE Ja Oblie HanmpaBeHa OlLleHKa)

Hudexuun n nudecTannu
Kananaosa Ha KOXaTa H JIMraBULHMTE YecTH
CBpbXpacTe Ha HEUYBCTBUTEIHHA C HEen3BEeCTHA 4ECTOTa
MHUKpPOOPraHH3MH
HapyiiedHs Ha KPLBTA H JIHM(HATA CHCTEMA
Ob6paTHMa JIeBKOMEHHUA (BKIIOYHUTETHO Penku
HEY TPONECHH)

_Tpom6oLHTONEHHS Penxu
O6parHmMa arpaHyJIOLMTO3a C Heu3BeTTHa YecToTa
XeMOIIMHTHYHA AaHEMHA C Hen3secTHa HecToTa
YabokapaHe Ha BpEMETO Ha KBPBEHE U Ha C Hen3BecTHa 4ecToTa
NpOTPOMOHHOBOTO Bpeme!
Hapyluienus #a AMYHRATA CHcTeMa®
AHTHOHEBPOTHYEH OTOK C Hen3BecTHa vecTOTA
AHadHunakcus C HensBecTHa yecToTa




Cunapom, noao6eH Ha cepyMHa boJsect

C HeusBeCTHA 4ecToTa

XHNEPCEHIHTHBEH BaCKYJIHT

C Heu3BecTHA YECTOTA

HapymeHHs HA HEPBHATA CHCTEMA

3aMasiHOCT HeuecTH

[ napobonue | HeuectH

O6paTHMa XHNEPaKTHBHOCT C HEeH3BECTHA YECTOTA
 I'npuose’ C Hen3BecTHA YECTOTA

AcenTHYeH MEHHUHIUT

C HeusBeCTHA YecToTa

CbplednHd HapyllleHHS

Cunapom Ha Kounis

C HeHn3BeCcTHAa YecToTa

CroMailinO-4peBHH HAPYIICHHSA

Huapus MHOro 4ecTH
I'anene’ YecTu
[ospbLIaHe ecTH
HapyuieHo XpaHOCMHJIaHe Heuectu

Konut, cBBp3aH ¢ MPUIOKEHHETO HA
AHTHOMOTHUM’

C "HeusBeCcTHA 4ecToTa

EHTEpOKOIHUTEH CHHAPOM, NMPEAHIBHKAH OT
[IPHEM Ha JIEKapCTBOTO

C HeusBeCTHA 4eCcTOTAa

OcTbp NaHKPEaTHT

C HeHu3BeCTHa YecToTa

Yepen ,,kocMar” e3uk (black hairy tongue)

C Heu3BecTHAa YeCcToTa

XenaToOHInapHH HApYIIEHHSA

[ToBumasaHe Ha AST u/wan ALT?

Heuectu

XenaTuT’

C HeH3BeCTHA 4ecToTa

XoiecTaTHYHA XBITCHHLIA’

C HeH3BECTHA 4ecToTa

HapyuieHHs HQ KOKATA H HOAKOXKHATA ThKaH °

KoxeH obpHB. HeuectH

Chphex HeuectH

YpTHKapus Heuectu
Eputema myntHdopme Penku

CungpoM Ha CTHBBHC-JDKOHCHH

C HeusBecTHA 4ecToTa

TokcHyHa enuaepMaIHa HEKPOJIKH3a

C HeWzBeCTHA YecToTAa

Byno3ed ekcoNTHATHBEH AePMATHT

 HeH3BECTHaA YeCTOTa

OcTpa reHepanysvpaHa ek3aHTeMHa

C HeH3BECTHA YeCTOTa

nycrynosa (AGEP)’
MeaHKaMEHTO3HA peaklus ¢ €03HHODHIIHA H
cucteMHH cuMnTomMH (DRESS)

C HeHn3BEeCTHa 4eCcToTA

CuMeTpHueH JIEKapCTBEHO-CBBP3aH
HHTEPTPHIUHO3HO-(DIEKCYPEH EK3aHTEM

_(SDRIFE), (,,cusapoM Ha 6a0yun™)

C HeusBecTHA Y€CTOTA

JluneapHa IgA Oonect

C HeM3BECTHA 4eCTOTa

Hapymenna Ha 0L0pennTe H NHKOYHHTE
NHLTHING

HrTepcTHUHAICH HEQPHT

C Heu3BeCTHA 4eCTOTa




Kpucranypus’ (BKAIOUHTENHO OCTpo 6EOpeyHo C HEHM3BECTHA HECTOTa
_YBpeXJaHe)

| Bx. Touka 4.4 |
? [TosiBaTa Ha rajieHe € No-4eCTo NpH NepopasieH MpHeM Ha BUCOKH J103H. AKO C€ MOABAT

peakilMy OT CTpaHa Ha CTOMALIHO-YPEBHHUS TPAKT, T€ MOTAaT Jla C&é HaMaJAT C NpHeM Ha
AMOKCHIIMITHH/KNaBYTaHOBA KUCENHHA O BPEME HA XPaHEHE,

> BKMOYMTENHO NCeBAOMeDOPaH03eH KONHT ¥ XeMOpAaruueH KOJHT (BXk. Touka 4.4)

* YMmepeno nosuiuabane Ha AST w/unu ALT e ycTaHOBEHO NpH NALMEHTH, JIEKYBaHH C
OeTa-nakTaMH¥ AaHTHOMOTHLM, HO 3HAUYEHHUETO HA TE3U MPOMEHH HE € UISICHEHO.
*TaknBa peakLiMH Ca YCTAHOBEHH H CJie[l MPHIOKEHHE HA APYTH NEHHUKWIHEHA U
uedanocnopHHim (Bx. Touka 4.4).

*AKO ce NOABH PeaKlHA Ha AIEPTHUEH JEPMAaTHT, ICHEHHETO TpAOBa Aa ¢e NPEYCTAHOBH
(BXK. TO4KA 4.4).

7 Bxk. Touka 4.9

8 Bx. Touxu 4.3 u 4.4

CrobiaBaHe HA NOAO3ZHPAHH HEKEJIAHH PEAKIHH

CpobillaBaHeTo Ha NOAO3UPAHN HEXENaHH PeakKuUH Cliell pa3peiuaBaHe 3a ynorpeda Ha NeKapCTBEHUSA
NMPOAYKT € BaxxHO. TOBa N0O3BONABA Aa NPOABLDKH HAOAOAEHHETO HA ChOTHOLLIEHUETO MOI3a/PHCK 34
IeKapcTBEHUA NPOAYKT. OT MEIHIIMHCKHTE CIELMANIMCTH C€ U3MCKBA Ja cbobllaBaT BCska
NOJO3HPAHA HEXeNaHA PeaKus upes: |

H3anbIHKTENHA ar€HIHA N0 JIEKapCTBaTa

yn. ,,JlamsaH F'pyesB” Ne 8

1303 Co¢us

Tein.: +359 2 890 34 17

yebcadT: www.bda.bg

4.9 IIpegoaupaHe

CUMNTOMH U IPH3HALYK HA NPEAO3IRPAHE

Moxe aa ce HabmoaaBaT CTOMAILHO-4¥PEeBHH CHMIITOMH U HapyllaBaHe Ha BOJHO-ENEKTPONUTHUS
Oananc. HabnmonapaHa e aMOKCHIIMNMHOBA KPUCTANYPHS, B HAKOHW Cily4yaH Boaeuia ao 6w0peyHa
HEeJOCTaThYHOCT (BX. Touka 4.4). |

Moxe aa ce Habaroaasar rspuoBe NP NAUUEHTH C HapylieHa 660peuHa pyHKLUUA UK NPH TE3N,
npueMalld BHCOKH JO3H. |

HMa cpolliieHus, 4e aMOKCHLIHMJIHH Ce YTasiBa B KATETbpa Ha MUKOUHHS MEXYP, OCHOBHO Cllef,
MHTPABEHO3HO MPHJIaraHE Ha BUCOKH N03H. TpabBa Ja ce npoBexAa pelOBEH BU3YAJIEH KOHTPOI
(BXx. TOUKA 4.4).

JleyeHHe Ha HHTOKCUKALIMS
CHUMNTOMHUTE OT CTPAHA HA CTOMALTHO-YPEBHUA TPAKT MOrar Aa C€ JIEKyBaT CUMITOMATHYHO, KaTO CE

o0bpHEe BHUMAHWE HA BOAHO-CJIEKTPONHTHHA Danakuc.
AMOKCHUHJIHH/KIABY IAHOBA KHCEIHHA MOXE A4 C€ OTCTPAHH OT KPpbBOOOpAaLLIEHHETO Upes
XeMOHAJIH34A.

5. DPAPMAKOJIOTHYHH CBOHCTBA

5.1 @apMakoAHHAMHYHH CBOficTBA
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dapmakoTepaneBTHYHA rpyna;: KoMOuHaUMA OT NEHUUNIKHY, BKIIOUHTENHO OeTa-nakraMa3Hu
naxnouTopn; ATC koa: JO1CRO2

Mexanu3bM HaA AeHCcTBHE
AMOKCHLIMIIHH € MOJYCHHTETHYCH NCHULIMNHUH (DeTa-naKkTaMeH aHTHOHOTHK), KOHTO HHXHOUpa equH

HJIM NTOBede eH3WMH (4eCTO HapH4YaHH MeHHWIHH-CBBP3Balld npoteuHH, PBPs) B nbTsa Ha
6uocHHTE3a Ha GakTepHaTHUS NENTHAOI THKAH, KONTQ € ChILECTBEH CTPYKTYPEH KOMIIOHEHT Ha
HaxTepranHata KneTb4Ha cTeHa. UHXuOnpaHero Ha cUHTE3a Ha NenTUAOrIMKaHA BOAM A0 oTcliabBaHe
Ha KJIEThYHATa CTeHA, KOETO OOHKHOBEHO CE€ MOCIEABA OT KJIEThbYHO pa3rpax1aHe U CMBPT.

AMOKCHUHJIMH € YYBCTBHTENIEH KbM pasrpaxJaHe oT OeTa-naKkraMasuTe, NpoayUKRpaiy o1
PE3HCTEHTHUTE DaKTEpHH, MOPAIH KOETO, CNIEKThPBT MY Ha ACHCTBHE HE BKIIOUB2 MUKPOOPraHM3MM,
KOUTO MPOU3BEKIAT TE3H €HIUMHU.

KnaBynanoBaTa kKHcennHa e 6eTa-1aKTaM, CTPYKTYPHO CBbP3aH ¢ NEHALHIAHHHUTE. T5 HHAKTHBHpA
HAKOH OeTa-NaKTaMasHH €H3UMH, KaTO 110 TAKbB HAYWH NPEAOTBpaTABa HHAKTHBHPAHETO HA
aMOKCHLMAHH. KnaBynaHoBaTa KHCEIHHA CAMOCTOSATENIHO HE NPOSBABA KIHHUYHO MOJIE3EH
aHTHOakTepuaneH eQexr.

Bpb3ka dpapMakoKHHETHKA-DapMakoIUHAMUKA
BpemeTo Haj MuHUManHaTa MHXHOUpaia koHueHTpauus (T>MHK) ce cunTta 34 OCHOBHHAT

onpenens PakTop 3a €PUKACHOCTTA HA AMOKCHULIMITHH.

MexaHH3MH Ha pE3HCTEHTHOCT
JIBaTa OCHOBHH MEXaHH3Ma Ha PE3UCTEHTHOCT KbM aMOKCHUUIMH/KIABYJIAHOBA KHCE/WHA ca:

- HraktuBHpaHe OT Te3M OakTepHannu OcTa-nakramMasi, KOUTO He ca HHxﬂﬁupaHH OT
KJIaByJlaHOBATa KHGEIMHA, BKIOUNMTENHO Knac B, C v D.

- Hsmenenune Ha PBPs, koeTo HaMansBa adHATETa HA AHTHOAKTEPHATHUA NPOAYKT KbM TApreTa,
Jluncara Ha nepMeabuANTEeT HA DAKTEPUNTE UIH MEXAHHUIMUTE Ha €QAYKC NMOMIATa MOraT Aa
- IPHYKHAT KK Ja AOMNpHHecaT 3a 0aKTepHaNnHaTa pe3MCTEHTHOCT, 0c0OeHO npy ['paM-OTpULIaTENHHTE
OakTepum.

HanyuTRaHNSA 38 YYBCTBUTEAHOCT W I'PAHUYHU CTOWHOCTH
HUnTepnpetupanero Ha kputepuds MHK (MMHUMaTHa UHXHOMpaIla KOHLIEHTPAlMA) 34 U3NHUTBAHE HA

4y BCTBUTEJIHOCTTA, YTBLPACH OT EBponetkus KOMUTET N0 HINUTBAHE HA YYBCTBUTEIHOCTTE KbM
aHTHMHKPOOHH cpenctsa (EUCAST) 3a aMOKCHUMJIMH/KNIABYIOHOBA KHCENHHA H NyOJIHKYBaHU Ha:

https://www.ema.europa.eu/documents/other/minimum-inhibitory-concentration-mic-breakpoints_en.xlsx

Pa3npoCTpaHEHHETO Ha PE3UCTEHTHOCTTA MOXE Aa BapHpa reorpadCcki H BbB BPEMETO 32 ONPEACICHH
BHJIOBE M € XKeNaTeIHO Aa KMA JIoOKaHa HHopMalus 34 PE3UCTEHTHOCTTA, OCOOEHO ITPU JICUCHHUE HA
TexkKH HHekuyH. [Ipy HeoOXoaHMocT TpabBa Aa ce NOTHPCH CHBETA HA EKCNEPT, KOraTo JIOKATHOTO
pa3npoOCTpaHeHHe Ha Pe3HCTEHTHOCT € TaKOBa, Ye Moji3ara OT JEKApCTBEHUS NMPOAYKT NPH MOHE HAKOH
BH0BE HHPEKLUH € NOJ BBIpPOC.

MuKpoOpraiH3iMHi, KOHTO 0OHYAHHO €A YYBCTBHTE/IHH

AepoOnH I'paM-no10KHTETHH MHKPOOPTraHA3IMH
Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (MeTULUIIMH-1YBCTBUTENEH )£
Koarynasa-HeraTHBHH CTa(pHJIOKOKH (METULIUIIMH-YYBCTBHTEHH)
Streptococcus agalactiae
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Streptococcus pneumoniae’
Streptococcus pyogenes U Apyry 0eTa-XeMONUTHYHH CTPENTOKOKH
I'pynara Ha Streptococcus viridans

Aepobnu 'paM-0TpHIATETHH MHKPOOPraHH3IMH
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzae2

Moraxella catarrhalis

Pasteurella multocida

AHaepoOHH MEKPOOPraHH3MH
Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp.

Bagose, nim KOHTO NPHAOOMTATA PE3HCTEHTHOCT MOXKe 3 € npobJiem
Aepobun I'paM-NI0JIOKHTEIHH MHKPOOPraBEH3MH
Enterococcus faecium

Aepobun I'paM-0TpHIATEIHH MHKPOOPTaHH3MH
Escherichia coli .

Klebsiella oxytoca

Klebsiella pneumoniae

Proteus mirabilis

Proteus vulgaris

MuKpOOpraHH3MH ¢ BPOAEHA PE3HCTEHTHOCT
Aepobun I'pamM-oTpRUATETHH MAKPOOPraHH3MH
Acinetobacter sp. |
Citrobacter freundii

Enterobacter sp.

Legionella pneumophila

Morganella morganii

Providencia spp.

Pseudomonas sp.

Serratia sp.

Stenotrophomonas maltophilia

JApyYrn MEKpOOpPraHHIMH

Chlamydophila pneumoniae

Chlamydophila psittaci

Coxiella burnetti

Mycoplasma pneumoniae

$ EcTecTBeHa HHTEpMeaHepHa HYBCTBHTEIIHOCT NIPH JIUIICA Ha NPHAOOUT MEXAHH3IBM HA
PE3UCTEHTHOCT.

£ BCHUKH METHUUHIIHH-PE3UCTEHTHH CTA(UNOKOKH €4 PEIUCTEHTHH KbM
aMOKCHLHJIHH/KNABY IAHOBA KHCENMHA.

1 Streptococcus pneumoniae, pe3UCTEHTHH KbM NIEHHLIKIIHH HE TpAOBa 1a ce NEKyBaT ¢ Ta3H
¢opMa HA aMOKCHLFJIMH/KJIaBY TAaHOBA KUCENHHA (BXK. TOUKH 4.2 H 4.4).

2 [IlamoOBe ¢ HaMaJleHa YyBCTBUTENHOCT ¢a AOK/1a/lBaHH B HAKOH CTpaHH B EBpONEHCK
C 4ecTOTA NMO-BUCOKA 0T 10%.
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5.2 DapMAKOKHHETHYHH CBOiicTBA

AGcopOius

AMOKCHUH/IMH M KJIABY1AHOBATa KUCE/IHHA C€ JAMCOLUUPAT HAITBJIHO BBB BOJAEH Pa3TBOp ¢
¢usuonornuto pH. JIsete akTHBHH BelecTBa ce abcopbupat O6bp30 U A0Ope cnel nepopanHo
npuaoxenune. Cnel nepopajHo NpUAOKEHUEe OMOHANTMYHOCTTA HA AMOKCHUMUIKMH U Ha KNaBY/IAHOBATA
kuceauHa € npubausutenuo 70%. [1nazmennre npoduny Ha ABeTe AKTHBHHU BELIECTBA ¢4 CXOAHHU H
BpPEMETO 3a JOCTHIaHE Ha BbPXOBa NJa3MEHa KOHLUEHTpalus (Tmax) U NpHu ABETE € NpUOIH3HTEIHO
eIquH Yac.

[lo-nony ca npeactaBeHH (apMaKOKHHETHYHUTE PE3YATATH OT €AHO NMPOYYBAHE, IPH KOETO
aMOKCHUUIHH/KNIaByJJaHOBa KHceAHHA (TabaeTrky oT 875 mg/125 mg aBa nbTH AHEBHO) € NPHIOKEH
Ha raagHo MpH CPyRH 34pasi 100 pOBOJILIM. - |

Cpennu (£ SD) @papMakOKHHETHYHH NTapaMeTpH

[IpunoxeHo no3a Cmax Tmax* AUC(0-24h) T1/2
(1) (mg) (ng/ml) (h) (ng-h/ml) (h)
AKTUBHO (U)
BELLIECTBO (a)
AMOKCHIH/IHH

AMX/CA 875 11,64 1,50 53,52 1,19
875 mg/125 +2.78 (1,0-2,5) 12,31 +0,21
mg

KnaBy,1aHOBA KHCE/IHHA
AMX/CA 125 2,18 1,25 10,16 0,96
875 mg/123 + 0,99 {1,0-2,0) + 3,04 + (0,12
mg

AMX — amokcuuunud, CA — K1aByjaHoBa KUCEJIMHA
* MenuaHna (06xBar)

CEPYMHHTE KOHUCHTpAallHH HaA aMOKCHLH/THH H KNaBYJIdHOBATa KHCCJIMHA, AOCTHIHATH C
amoxununnun/manynanua& KHCENHHaA €a CXOAHH € TC3H CJIEA NEPOPATIHO MPHITOXKCHHUE Ha
CKBHBAJICHTHH A03H OT CAMOCTOATCIIHO MPHII0KEHH aMOKCHUHKHIIHH HIIH KilaBYJIaHOBA KHCCITHHA.

Painpegenenue

Oxkono 25% oT o010TO KONHYECTBO Ha KJIaBYyJIAaHOBATa KMcenuHa B niasMara u 18% ot obwoto
KOJIMYECTBO Ha AMOKCHLIMJIMH B MJ1a3MaTa ca CBbP3aHH C MPOTEHHH.

[MpnBuaHusaT 0beM Ha pasnpeaeneHue e okono 0,3-0,4 I/kg 3a aMmokcuuunun U okono 0,2 l/kg 3a

KNaBy/J/IQHOBATA KUCCIIMHA.

Cnel HHTPaBEHO3HO NPHIOKEHUE, AMOKCHLIMJIMH U KNABYJIAHOBA KUCENHHA C€ YCTAHOBABAT B
KIBYHHA MEXYP, KOPEMHATA ThKaH, KOXKAaTa, MacTHATA TbKaH, MYCKYJ/IHHTE TbKaHH, CHROBHA/IHATA U
[IepUTOHEAIHATA TbKAHH, HKIBbUKATA U THOHTA. AMOKCHLUNH He ce pasnpeaens A0CTaTb4HO B
HepebpOoCNHHANTHATA TEYHOCT.

Ot npoy4BaHHs MPH XXHBOTHU HAMA AOKA3aTEJICTBA 33 3HAYUMO 3aAbp)KaHE B THKaHHUTE Ha

JIEKAPCTBEHO-TIPOH3BOAHH BEIIECTBA 32 HHKOA OT JBETE CbCTABKH. AMOKCHUMAYH, noAoOHO Ha
NOBEHETO MEHHLINHH, MOXE 1a Ce YCTAHOBH B KbpMata. Cleau oT KAaBynaHOBa KHCEIHHA £
MOTaT B4 CE OTKPUIT B KbpMarTa (BX. TOUKa 4.6).
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Toka3aHo e, 4¢ aMOKCHLIM/THH H KJ1aBYJIaHOBATa KUCE/IHHA MPEMHHABAT Npe3 naueHrapyara baprepa
(BXx. TOuKa 4.6).

buotpanchopmanug |

AMOKCHIIHITHH C€ EKCKPETHPA YACTHYHO B YPHHATA KAaTO HEAKTHBHATA NEHHULIMIOEBA KHCEIWHA B
KOJIMYECTBA, ekBHBaneHTHH Ha 10 go 25% o1 HayanHarta Ao3a. KnaBysiaHOBaTa KHCEHHA Ce
MeTabou3upa eKCTEH3MBHO IIPpH YOBEKA M Ce OTAC/A B YPHHATA H H3NPaKHEHHUATA K KaTO BLIIEpOAeH

JHOKCHA B H3JUMUHIBAHHS Bb3AYX.

EaamuHHpane

OCHOBHHAT BT HA CIMMHHHAPAHE HA AaMOKCHULIMIIMH ¢ npe3 6u0peuuTe, A0KATO KNaBylaHOBaTa
KHCENHHA CE EIMMHHUpPA KaKTo 1o Ob0peuHy, Taka U no U3BBHOLOPEYHN MEXaAHU3MM.
AMOKCHIIHJIHH/KNABYJJAHOBA KHCEIHHA HMA CPEJICH €TMMHHALIMOHEH MOJYXHUBOT OT NPUOITH3MTEIHO
¢AHH Yac u cpeaeH obuy knupburc npubausutendo 25 I/h npu 3apasu auua. [pubnuzurenno 60 no
70% oT amoxkcHUUUNKH U npubnusuTenHo 40 0o 65% ot KnaBynaHoBara KHCEJIMHA CE€ eKCKpeTHpaT
HEMPOMEHEHH B YPUHATA Ipe3 MbPBUTE LIECT Yaca cie] MPUNOKEHUE Ha eIHHHYHA 1033 AJIMEKCH]
250 mg/125 mg vunu 500 mg/125 mg TabneTku. B HAKOJIKO Npoy4YBaHUS € YCTAHOBEHO, Y€ YpUHHATA
exckpeLus € 50-85% 3a aMokcuLIMTUH U Mexay 27-60% 3a KnapyaHOBaTa KHCEIHHA 3a NNEPHOI OT 24
yaca. 3a KJaBylaHOBATA KMCEAUHA, Hal-ro/IsIMO KOJHYECTBO OT JIEKAPCTBOTO CE€ EKCKPETHpa npe3
TbPBHTE ABa 4aca Cliel NMPUIOKEHHUE.

EnnoBpeMeHHOTO NprioxeHHe Ha npobeHeu 3a6aBs eKCKpeLUaTa Ha aMOKCHIIMIIMH, HO He 3a0aBs
Op6peuHara eKCKpelMa Ha KllaByJJaHOBaTa KUCEJIMHA (BX. ToukKa 4.5).

Brnipact

EnvMHHALHOHHHUAT NOMYXHBOT Ha aMOKCHUMIIMH € NoA0OEH NpH Aela Ha Bb3pacT 0KOI0 3 Mecela 10
2 TOJIMHH H TIPH NO-TOJIEMH Jelia U BL3pacTHH. [Ipd MHOro MaikKHTe Acua ( BKJIIOYUTETHO
NpeXxAcBpEeMEHHO poaeHK 6ebeTta) npe3 NbpBaTa CeAMHLA OT XHBOTA UHTEPBAITHT Ha [IpUsarase He
TpsiOBa Ja HAAXBBLPNA PHIIAraHe ABa MbTH AHEBHO NMOPAAH HE3PANOCT Ha ObOpeYHUs NbT HA
enTUMHHKpaHe. Thil KaTo NpH NalHeHTHTE B CTAPYECKA Bb3PacT ChLUECTBYBA [10-TOIAMA BEPOATHOCT
Ia UMaT HamaJieHa ObOpeuna pyHkums, € HeoOX0AUMO BHUMaHHE NTPH U300pa Ha 034 U MOXeE 14 €
none3Ho aa ce npocneaansa 6rbpeyHaTa GyHKU KA.

Hoa
Cnepn nepopasiiHo NpHIOKeHHe Ha aMOKCHLIHNTMH/KJIABY TAaHOBA KHCENWHA MPH 3APaBH MbXKEe H KEeHH

[OJBT HE € OKA3aJl 3HAYHUMO BIIHAHHUC BBPXY (l)ﬂpMﬂKOKHHETHE&TH HUTO Ha aMOKCHUHJTHH, HATO Ha
KJIaBYyJ1aHOBaTa KHCCJIHHA.

bn6peuHo yBpexaane
O6LKUAT cepyMeEH KIHPBHC Ha aMOKCULIMIUH/K/IaBY/IAHOBA KHCE/IHHA HaMallaBa MpONOpPUHOHAIHO ¢

HaMmassiBaHeTO HA 61n0peuHata PyHkuus. [ToHHXaBaHETO HA eKapCTBEHHS KIKPBHC € No-H3pa3eHo 3a
AMOKCHIIMJIHH, OTKOJIKOTO 38 KNABYyJaHOBATA KMCEJIMHA, Thil KAaTO NO-ro1AaMa 4acT OT aMOKCHIIHIHH ce
eKkckpeTHpa npe3 6uOpeunTte. [Topanu Tasu npuurHA 03UpaHeTo npu 6bOpeyHo yBpexaaHe TpaGaa
Ia MpeJoTBPaTH PEKOMEPHO HATPYNBaHe HA AMOKCHLHJIMH, KATO €RHOBPEMEHHO C€ NMOATBPXKAT
MOAXOAALM HHBA HAa KIABYJIaHOBATA KHCENMHA (BXK. TOUKA 4.2).

YeproapobHO yBpexaaHE
JlozupaHeTo npH MalHeHTH ¢ YepHOAPOOHO yBpexAaHe TpAOBa Ja ce H3BLPILUBA C BHUMAaHUE H
yepHoapoOHaTa PyHKLUHSA kA ce NpocieasBa pelOBHO.
5.3 IIpeanknuHHUYHH AAHHH 33 6€30MACHOCT
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HeknuMHHYHHTE JAHHH HE [TOKA3BaT onpcacyiCH PUCK 3a XOpaTa Bb3 OCHOBA Ha [IpOYYBaHUA 3a
c]:napmaiconomqﬂa 66301'[3.0[—]001‘, F’CHOTOKCHYHOCT H PCIIPOAYKTHBHA TOKCHHHOCT.

HPO}"-[BHHPUI 334 TOKCHYHOCT MNpPH MHOTOKPAaTHO NTPpHAAraHe, NpoBCICHH NPH KyUucTd, C
MDKCHHHHHH/KH&B}’H&HOB& KHCCIIMHA MOKA3BAT CTOMAILIHO APAa3sHCHE H IMMOBPBILIAHE, KaKTO H IIPOMAHA

B IBETAa HA €3HKA.
He ca MpOBEXKIdHH MPOY4YBAHHA 34 KAPLUHHOICHHOCT C dMOKCH llHJ'[HH/I{H&B}’IIaHDBa KHCEJIHHA UJIHK C
HAKOA OT HENOBHTEC ChCTABKH.

6. DPAPMALIEBTHYHU JAHHH
6.] CnacLK HA NOMOIIHHTE BelleCTBA

Hdpo na mabremxama

be3BoAeH KONOUACH CUIIMIIHEB AHOKCHA
Marue3aues creapar

Tank

[Tosuaon K25

MHKpOKpHCTANTHA LETY103a
KpocnosuaoH

Duimoso noxkpumue Ha mabremxama
Tpuetun uurpar

Tutanos anoxcua (E171)
XUMIpoMeNo3a

Tank |
Erunnenyno3sa, BORHA JUCIEPCHS

6.2 HeChBMeCTHMOCTH
Henpunoxumo.

6.3 Cpox Ha rogHocT

2 rOOUHU.

6.4 CoenHa/IHH YCJIOBHA Ha ChbXpaHEHHE

Jla ce chbxpaHgBa B OpUrHHanHaTa ONakoBKa, 3a Ja C€ NMpeAnasH OT Biara.
Ia He ce ¢cexpaHgBa Hag 30°C.

6.5 Buau m;m:pmaﬂae HA ONAKOBKATA
bnuctepn or PVC/Anymunuii/TlonuaMua 1aMUHAT € IOKPUTHE OT alyMUHHEBO (PONHO, HAPEUEHH
cTyaeHo opmoBanu Onucrepan onakoeku (CFB) u Onuctepuu neHTy, ceabpkaty 6, 10, 14, 15, 20, 24,
30 TabnerkH. |

He BcHuky BHAOBE ONAKOBKH Morar Ja ObJaT nycHaTH Ha nasapa.

6.6 CnennajHi Npeana3HA MEePKH NPH H3XBLPJIAHE H paboTa
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HenznonsgaHuAT JNEKApCTBCH NPOAYKT HIIH OTNIAABYHHTC MATCPHANH OT HETO Tpf[ﬁBa Aa CE€ U3XBBPIAT
B CHOTBETCTBHE C MCCTHHUTEC UIUCKBAHHA.

7. IIPHTEXATEJ HA PAZPEHIEHHUETO 3A YIIOTPEFA
STADA Arznéimittel AG

Stadastrasse 2-18
61118 Bad Vilbel

[‘'epMaHiis

8. HOMEP(A) HA PAZPELIIEHHETO 3A YIIOTPEBA

Perucrpanuonen Ne: 20210063

9. IATA HA ITBPBO PAPEINIABAHE/TIOTHOBSABAHE HA PASPELHIEHHETO 3A
YIIOTPEBA

Hara Ha nbpBo pa3peiniapaHe: 08.03.2021
Hara "a nocneaqo noaHosssane: 24.03.2026

10. JATA HA AKTYAJIMH3UPAHE HA TEKCTA

07/2026
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