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MSI'II:J]HHTEJIHA AfLriUMﬂ HO JIEKAPCTBATA

1. HME HA JEKAPCTBEHHUS ITPOIYKT amK Xapexmepuca e rpogyme - pasowence
iKbHPea. Mo ... 044 67,2,{3
AMokcHramMma 875 mg/125 mg dunmupanu tabneTku  Paspewerue Ne
Amoxi 875 125 film-coated tablet
oxigamma 875 mg/125 mg film-coated tablets EG/MWPgZ’ug/ 2 5 05 2025
Ogobpenve M TP AN

2. KAYECTBEH H KOJIMMECTBEH ChCTAB

Begka ¢unMupana TalneTka cbObpkKa aMOKCHUMNMH TPUXHApAT (amoxicillin trihydrate),
ekBHBalleHTeH Ha 875 mg amMoOKCHIBWWIMH (amoxicillin) W KanueB KiaBynaHaT (potassium
clavulanate), exsuBalieHTeH Ha 125 mg knaBynaHoBa kucenuHa (clavulanic acid).

3a MBJIHKUA CNHCHK HA MOMOILHHTE BEILEeCTBA BIOKTE Touka 0.1.

3. JEKAPCTBEHA ®0OPMA
dunmMupana Tabnerka.

bana no noutd 64ana npoawnaroBara gpwiMHpaHa Tabnerka ¢ paaMep 22 mm Ha 10 mm, ¢ nenvMrensa
yepra.

HenurenHara yepTa € CaMo 3a YJIECHABAHE Ha CHYIMBAHETO C LN NO-JECHO NOMIbIIAHE, a He 33
pa3acnsaHe HAa PaBHH JO3H.

4. KJIHHHAYHHA TAHHHA
4.1 TepanesTHYUHHA NOKA3ZANHAS

AMOKCHramMa € roka3saH 3a JieueHHe Ha CNeJHUTe HHPEKLIMHM NPH BE3PacTHY H aeua (BX. TOYKH 4.2,
44u5.1).

. Octbp GakTepuaneH CHHYHT (81€KBaTHO OHATHOCTHLIHPAH)

OcTBp OTHT Ha CPEIHOTO YXO

OcTtpu exzanepbaiiui Ha XpoHUUeH OpoHXHT (aACKBaTHO AMATHOCTHLIHPAH)
[THeBMOHMA, NpuAOOHTA B 00IIECTBOTO

L{ucTur

[Inenonedpur

HMHdexunn Ha KoKaTa U MEKUTE ThKAHH, MO-CNSLMATIHO LISJTYJTHT, YXanBaHHA OT XXUBOTHH H
TexbK abcuec Ha 3L0UTE ¢ pasnpoCcTpaHABaLlL Ce LieNyJIMT.

. HUudexiyu Ha KOCTHTE M CTABHTE, NO-CNICHHAIHO OCTEOMHEIIHT.

TpabBa aa ce o6bpHe BHUMaHKe Ha OpHLUMANTHUTE YKa3aHHA 3a NpaBuwiHa ynoTpeba Ha
aHTHOAKTEPHAJIHWTE CPEACTBA.

4.2 o3MpOBKA H HAYUHH HA NPHIOKEHHE

Ho3uposka

HOSHPOBKHTB ca MNpCACTABCHH C‘bOﬁpﬂSHO CbhbABPXAHHUCTO HA amoxcuuunuu/xnaaynaﬂona KHCEIINHA, C
H3KTIOMCHHC Ha CIIYYAHTC, KOraTo J03HTE €a JaJCHH 1O OTHOLLICHHEC HA OTAC/THATA ChCTaBKa.

3a n3bopa Ha Jo3aTa Ha AMOKCHramMma 3a JieueHue Ha OTAeaHaTa MHPeKunus Tpsabs

npeaBun;

° OyakBaHUTE NMaTOr¢HH H BEPOATHATA MM YYBCTBHTEJHOCT KbM aHTUOAKTE
(Bx. TOUKa 4.4)

o TexecTra H MACTOTO Ha HH(pEKLIHATA



* Bn3pactra, TenecHOTO Terno U Ob6peynaTa ¢pyHKUNA HA NaLKMEHTa, KAKTO € NOCOYEHO MOo-A0Y.

Ynorpebara Ha anTepHaTHBHH (OpPMH Ha aMOKCHLIWIHH/KJIaBYIaHOBA KHUCEIMHA {Hanp, TAKHUBA,
OCHTYPABALLUH [TO-BHCOKH JO3H HA aMOKCHIDUIMH W/HIIH pa3/IMuHH CHOTHOLIEHHA Ha aMOKCHLIMIIHH
KbM K/1aBYAHOBA KMCeNnuHa) TpAdBa Aa ce MMa npeaBua criopel HeoOXoaumocTTa (BXK. TOYKH 4.4. U

5.1).

flpu Bb3pacTHH M Aena > 40 kg, Tasu popma Ha Amokcuramma 875 mg/125 mg punmupanu Tabnerkn
ocurypssa obiia nHepHa no3a ot 1750 mg amokeuumnuy/ 250 mg knaByiaHOBa KHCEJIHHA NIPH
NO3MpaHe IBa MbTH OHEBHO U 2625 mg aMOKCHIIWINH/375 mg KIaBy/NaHOBA KMCEJHHA MIPH J103UPaAHE
TPH ITBTU JHEBHO, KOraTo ce Mpunara, KakTto € npenopwuyado no-gony. Ilpu seua < 40 kg, Tasn dopma
Ha AMOKCHramMma OCUrypsaBa MakcHMasHa aHeBHa 1o3a ot 1000-2800 mg amokcnimnnn/143-400 mg
K/IaBYJIAHOBA KYMCENHHA, KOTaTo CE MpWilara, KakTo ¢€ Npenopbh4ea no-Aony. AKo ce cuere, ye €
HeoOXoauMa MO-BMCOKA IHEBHA 1032 Ha AMOKCHLIMIIMH, C€ NMpeTopsuBa H360p Ha Apyra opMa Ha
aMOKCHIIWIHH/K/TABYIaHOBA KMCEIHHA, 3a Ja ce u3berHe npunaraie Ha HEHYXKHO BHCOKH JHEBHH J03H
Ha KJaBYyJlaHOBa KUcCeNIHHa (BXK. TOUKH 4.4 n 5.1).

[IpOABDKHTENHOCTTA Ha IEHeHHETO TPAOBa Aa ce OnNpeaciy OT NOBIHABAHETO Ha nauMeHTa. Hakou
HHGpeKLMH (HANp. OCTEOMHENHT) U3HCKBAT HO-TOJIIMa NPOABJDKUTETHOCT Ha NleveHHeTo. JleueHneTo
He TpadBa Aa npoAb/nKaBa noee4e oT 14 auM 6¢3 nOBTOpEH nperien (BX. ToUKa 4.4 OTHOCHO

NPOABL/DKUTEIIHA TEPATTHA).
Bv3pacmnu u deya > 40 kg

[IpenopburTENHH JO3H:
® CTaHjapTHa A03a: (32 BCHMKH ftoka3aHus) 875 mg/ 125 mg nea muTH JHEBHO,
® N10-BHCOKA 1032 — (0cOBEHO 32 HH(EKLIHH KaTO OTHT Ha CPEOHOTO YXO, CHHYHT, HH()EKLHMH Ha
JONHUTE AMXATENHH MbTHILA H UHPEKLMH Ha NUKOYHHTE mhTHILR): 875 mg/125 mg Tpu mbTH
JHEBHO.

Heya < 40 kg

Heuara Moxe IJa ce NeKyBaT ¢ aMOKCHUWIMH/K/IAaBY/JaHOBa KHUCEIWHA TabneTKH, CYCNEH3HH WM
neAMATPHYHM CAlLETa.

[IpenoppYHTESTHH JO3H:!
e 25 mg/3,6 mg/kg/nen no 45 mg/6,4 mg/kg/neH, pasneneHy Ha IBe OTAENHH J03H;
e 10 70 mg/10 mg/kg/neH, pazgeneHn Ha JBe OTAEIHH JO3H MOXKE 2 ¢€ OOMMCIIAT 3a NPHIIOKEHHE
NpH HAKOW UH(EKUMH (HANPUMEP NPH OTHT HA CPEAHOTO YXO, CHHYMT H UH(EKLIHH Ha JOJTHUTE
AWXAaTeJIHH ITbTHINA).

Tob# kaTo TabneTkuTe HE Morar na ce pa3neidT, AeLaTa ¢ TEJECHO TErI0 No-Manko oT 25 kg He Tpadea
na ce nexypat ¢ AMokcuramma 875 mg/125 mg ¢punmupanmn Tabnerkn.

Tabaniiata no-gony npeacraes nonyveHara no3a (mg/kg/renecHo Terno) npy geua ¢ terjio 25 kg no
40 kg cnen npuem Ha eaHa Tabnerka ot 875 mg/125 mg.

TenecHo terno [kg] 40 | 35 | 30 | 25 | TlpenopruuTenHa eAHOKPATHA 4034
[mg/kg TenecHo Terno] (Bx. no-

rope)

Amokcuunnun [mg/ke 21,9 | 25,0 29,2 | 35,0
TeJIeCHO Teryo] 3a
eqHOKpaTHa 103a (1
¢hriMupana Tabnerka)
KnasynaHoBa kKMCeNMHA 31 )36 | 42 | 50
[mg/kg TenecHo Terno] 3a




¢/IHOKpaTHa no3a (1
¢umHpana TabneTka)

Heua c renecHo Terno nox 25 kg 3a npeanountaHe TpadBa aAa ce NEKyBaT ¢ aMOKCHLIWIMH/KIaBy/1aHOBa
KHCENIMHA CYCIIEH3HA HWIH NEAHATPUMHM CallleTa.

He ca HaMHYHK KIWHHYHH JAHHH 3a [IPWIOKEHHe Ha 7:1 dopMHTEe Ha AMOKCHULIMAMH/KNAaBYAaHOBA
KMCEeJIHHA B 1034, NMO-BUCOKH OT 45 mg/6,4 mg Ha kg aHeBHO npu Aena noj 2 rOAUHH.

HsiMa kMTHHHYHH N&8HHHM 34 [IpUNokKeHUue Ha 7:1 popMHTE Ha aMOKCHLIWIHH/KJIABYIaHOBA KUCE/IMHA NPH
NAaLMEHTH Ha Bb3pacT noA 2 Mecena. [Ipenopbku 3a ao3upaHe NpH Ta3u B3PacToBa rpyna He MOrar Ja
ObaaT HanpaBeHM.

llayuenmu ¢ cmapuecka év3pacm

He ce nHanara kopurvpaHe Ha JA03aTa.

bvbpeuno yepeoicoane

He ce Hanara KOpHrupaHe Ha J03aTa IIpH NaHEHTH ¢ kKpeaTHHHHOB KIHpBHC (CrCl) naa 30 ml/min.
[Ipn nallMeHTH ¢ KPEaTUHHHOB KIUPBHC nod 30 ml/min, He ce npenopbuBa NPUIOKEHHE Ha POopMUTE
Ha aMOKCHUWIMH/KIABYJIAHOBA KHCEIMHA CbhC ChOTHOIUICHHE Ha aMOKCHLIWIMH KBM KJIaBYJIaHOBa

KucendHa 7:1, Thii KaToO HAMa HAaNMUYHU NMPENopbKH 38 KOPUIrHPaHE HA 1034Ta.

Ueproopobro yepexcoane

Tpabea na ce 103Hpa BHHMATEIHO H PEIOBHO Aa ¢ Npocheasasa YepHoapoOHaTa PyHKUKA (BXK. TOUKH
4.3 n44).

HauuH Ha npUnoxeHue
AMokcuramMma 875 mg/ 125 mg ¢punmMupann tabaeTkH ca 3a nepopaiHo NMPHIOKEHHE.

Amoxcuramma 875 mg/125 mg ¢punmupanm Tabnetky TpaOBa aa ce npHeMa Nno BpeMe Ha XpaHeHe, 3a
CBEXKJaHe 10 MHHHUMYM Ha Bb3MOXKHATa CTOMALIHO-YPEBHA HEMTOHOCHMOCT.

JleueHueTo MOXKe Aa 3a104YHe napeHTepanHo B cboTBeTcTBHE ¢ KXIT Ha uHTpaBeHo3HuTe (1.v.) hopmu
Ha AMOKCHLMJIMH/KNIABYJIAHOBA KMCEJIKHA W A ce NMPOABJIKH ¢ NepopanHa gopma.

4.3 IlporHBONOKa3aAHHH

CBpbXYYBCTBUTEIHOCT KbM AKTHBHUTE BELIECTBA, KbM KOHTO M 13 € OT NEHUIIMIIHHUTE WIH KbM
HAKOE OT NOMOUIHHMTE BELUECTRA, H30poeHH B Touka 6.1.

AunaMHe3a 3a TexKa Heza0aRHa peakUMA Ha CBPbXYYBCTBUTENHOCT (Hanp. aHapuIakcHusa) KbM ApYT
OeTa-naKraMeH npoAyKT (Hanp. uedanocnopHH, KapbaneHeM WIN MoOHODAaKTaM).

AHaMHE3a 3a XKBJITEHHUA/JepHOAPOOHO YBpexkaaHe, AL/DKALM Ce Ha AMOKCHLIMIMH/KNaBY/1aHOBA
KHuceauHa (Bx. To4dka 4.8).

4.4 ChnenuanHu npeaynpexIeHHS H NPeANA3HH MePKH NpH ynoTpeda

Hpe,uﬂ 3ano4YBaHC HA JICUCHUE C amoxcuumuu/manynanona KHCCJ/IHHA, TALHCHTET
Pa3NHTa BHHMATEINTHO MO OTHOLICHWUE HA NPEeNHILHH pE€aKIlHH Ha CBPBXUYYBCTBHTCTH




NEHULIWIMHY, K/1aBYJ1aHOBA KMCEHHA ¥ LedaloOCIOPHHHA WK APYTH OeTa-NakTaMHH NPOAYKTH (BX.
TOYKH 4.3 1 4.8).

CepHO3HH Y NOHAKOTra (PATANTHH PeaKkLMH Ha CBPbXYYBCTBHTEIHOCT (BKIKOYHTEHO aHaQUNAKTOHAHH
H TEXKKH KOXKHH HEXKE/IAHH PCaKUMH) ca ChoOLIaBaHH NPH TALMEHTH, JIEKYBAHH C NEHHLIMIMH,
BB3MOXKHO € ChLUO PEAKLIMHTE Ha CBPBXYYBCTBHTEIIHOCT 21a MpOrpecHpar a0 cHHApoM Ha Kounis —
CEPHO3HA ATICPrHYHA PeaKLis, KOATO MOXe Ja JoBeae A0 HHPApKT Ha MHokapaa (Bx. Touka 4.8). [1o-
BEPOATHO € TE3H PEaKLHMH 1a ce NOABAT MPH JINLIA ¢ aHAMHE3a 338 CBPBbXYYBCTBHTENHOCT KbM
NEHULIMIIUH WIH NPH aTONHYHU nHua. MMa crobileHUs 3a €eHTEPOKOIMTEH CUHHIOPOM, NpeIH3BUKaH OT
npHeM Ha JekapcTBoTo (drug induced enterocolitis syndrome — DIES), rnapso npx neua, npu Kouro
ce MpHiIara aMOKCHLUIHH/KJIaBylaHoBa KucennHa (Bxk. Touka 4.8). DIES e anepruuna peakuus c
BOZELL CHMITTOM IMTPOABJDKMTENIHO NoBpbiuaHe (1 — 4 yaca cniel1 IpHEM Ha IeKapcTBOTO) 6e3
AIEPrHYHK KOXKHH WIH PECTIHPATOPHH CUMNTOMM. JIOMBTHUTENIHH CHMITOMH MoraT Aa 6baaT 00JKka B
KOopeMa, IMapHi, XHITOTOHHUS HIIM JIEBKOLIMTO3a ¢ HeyTpodunuia. HMa Texku cayua, BRIIOUMTEINHO ¢
nporpecus Ao wWok. IIpu nossa Ha anepruyHa peaxums, J€4eHHETO ¢ aMOKCHLWIHH/KJTaBY/1aHOBA
KUCeJIHHa TpaOBa Jia ce NPeyCTaHOBHU U 1a C€ Ha3HA4YM NMOAXOAALLA AJITepHAaTHBHA TeparuA.

B cny4aii ue ce nokaxe, 4e HH(PEKLHATaA C€ Xb/DKH Ha aMOKCULIMIUH-YYBCTBUTEACH(H)
MHKpOOpraHu3sM(H), TpAOBa Aa ce 06¢hAM NpeMHHABaHE OT aMOKCHLIMIIHH/KJIABYJIAHOBA KHCEIHHA Ha
AMOKCHLIW/IHH B CHOTBETCTBHE C OPHLIHATHHTE YKA3AHHUA.

Ynorpebara Ha Ta3d GpopMa Ha aMOKCHUWAIMH/KNABYIAHOBA KHCEJIHHA HE € MOAXOAAIa, KOTATO €
HaJIKLIE BUCOK PUCK NMPEANONaracMHUTE NaTOreHH JIa ca C Pe3UCTEHTHOCT KbM OeTa-naKkTaMHM
NMPOAYKTH, KOATO HE € MeAHUpaHa oT 0eTa-laKTaMasH, YyBCTBUTEIHH Ha HHXHOHUPaHe OT KaBy/1aHOBA
kucenuna. Tasu ¢popMma He Tpabpa Ja ce M3MON3BA 3a JIeUEHHE HA NEHHLIMIHH-PE3HCTEHTHH

S. pneumoniae.

[1pu naumeHTH ¢ yBpeneHa 6b0peuHa GyHKUMA WK NPy TaKKBa, MPHUEMAIIIH BHCOKH IO3H, MOXE J1a ce
MOABAT I'bpuOBe (BX. TOUKa 4.8).

JleuenueTo ¢ aMOKCHLIWIHH/KJIaByJIaHOBA KMcenuHa TpabBa na ce Uidsarea npu cbMHEHHE 3a
HH(}EKLIMO3HA MOHOHYKNE03a, ThH KaTO NpH TOBa 3a0oABaHe clie] NPHIOKEHHE Ha aMOKCHLIMJIHH €
HabnmoaaBaHa nosBaTa Ha MOpGHnHpOpMeH oOpHB.

EnHoBpeMeHHa ynoTtpeba Ha anomypHHON MO BpeMe Ha JiIeYeHHE ¢ AMOKCHIIHIHH MOXKe J1a YBEJTHUH
BCPOATHOCTTA 33 AJICPTHYHHK PEaKLHH OT CTPaHa Ha KOXKaTa.

[TpoabikuTenHa ynorpeda NoHAKOra MOXXe Aa AOBEAE AO CBPBXPACTEX Ha HEUYBCTBHTEIHH
MHKPOOPraH13MH.

IloaBaTa Ha CHJIHO 3a4YEPBEH NEHEPATU3UPAH EPUTEM, CBINPOBOAEH OT IYCTYNA, B HAYAJIOTO Ha
JieueHHeTo, MOXKe Aa € CUMITTOM Ha OCTpa FeHEpanH3vdpaHa ek3aHTeMHa myctynosa (AGEP) (Bx.
Touka 4.8). Ta3u peakLa Hanara CApaHe Ha ICYECHAETO C AMOKCHIYWIMH/KIaBYIAHOBA KMCENHHA H €
NMPOTHBONOKA3aHHUE 32 NOCACABALL NPHEM Ha aMOKCHLIWIHH.

AMOKCHUWNHH/KNIaBYNaHOBA KHCENMHA TpAbBa aa ce npuiara BHUMAaTENHO NpH MALMEHTH C 1aHHH 3a
yepHoapoOHO yBpexaaHe (BXK. Touka 4.2, 4.3 n 4.8).

Cp0HMTHA OT cTpaHa Ha uepHus Apod ca cho0WaBaHN MPEAMMHO MPH MBXE M [PU NALMEHTH B
CTapYECKa BB3PacT, U MOXE Aa Ca CBbP3aHH C MPOAB/IDKHTENHO NeueHHe. Te3u coOrTHA
¢bOOLABAHH MHOIO paaKo NpH Aeua. [Ipy BcHYKH NonynauuH, NPH3HALIMTE H CHMIITO
oOHKHOBEHO ce HabnmoAaBaT No BPEME Ha WIHM MAJIKO cJie]l JiedeHHe, HO B HRKOM
C€ U3ABAT A0 HRKOJIKO CCAMHUUM CJIEA NPEYCTAHOBABAHE Ha JleueHHeTO. Te3un ¢1b
obpatimu. UepHoapoOHuTe CHOUTHA MOXKE 12 €2 TEXKH H B H3KIIOUHTEAHO PEAKH ¢
AOKIANBAHM CMBPTHH CiTy4yad. Te3n chOWTHA NOYTH BUHATH ca HAOMIOAABAHH NTPH Na




CepHO3HO NoANIexKallo 3a00NIBaHE WK MTPHEMALLH €IHOBPEMEHHO JIEKAPCTRA, 32 KOUTO € U3BECTHO,
ye UMAT NOTEHIMAN 33 YepHOApOOHU edekTH (BXK. Touka 4.8).

Konut, cBBLp3aH ¢ NpHIOKEHHETO Ha AHTUOMOTHLIH, € CLOOABAH NPU MOYTH BCHUKH
aHTHOAKTepHATHH NTPOAYKTH, BKIOUYHTEIHO NPH aMOKCHLWIHH U MOXKE 1a BapHpa 10 TEXKECT OT JIEK
N0 KuBoTo3acTpallapail (Bx. Todka 4.8). I1o Tazu npyunHa, Npy NaUMEHTH C JHAPHSA N0 BpeMe Ha
WIH Clte]l JeUeHue ¢ aHTHOHOTHILIM, € BaXHO J1a ce UMa MpeABU/ Ta3H AMar{Ho3a. AKO ce MOosABH KOJIMT,
CBBP3aH C NMPWIOKEHUETO Ha AHTHOMOTHLIH, JICUEHHETO ¢ AMOKCHLIHJIMH/KNaBY/JAHOBA KHCETHHA
He3abaBHO TpAOBa 1a ce NpeyCcTaHOBY, 1a C€ HApaBK KOHCYATaLMs C JIEKAp H 1A Ce 3aM04He
NOAXOAALIO Ne4eHue. B TO3U ciayyail ca NPOTUBONOKA3aHH AHTUNEPUCTAITHYHH JICKAPCTBECHU
NpOAYKTH.

[Io Bpeme Ha NPOABJDKUTETHO JICYEHHE € NPENOPBYUTENIHO NEPHOAMYHO Aa C& OLICHABAT OPraHHUTE H
CHCTEMHH (PYHKLMH, BKTIOUHTENHO HBOpeyHaTa, yepHoaApoOHaTa H XeMONOEeTHYRATA (PYHKLIMA.

CroblaBaHu ca peaxHd clyyaH Ha yb/DKaBaHe Ha NpoTpoMOHHOBOTO BpeMe NMPH NALUEHTH,
JIEKYBaHH ¢ aMOKCHLIWINH/KJIaBY1aHOBA kKHcenuHa. [Ipy e AHOBpEMEHHO NPHICKEHHUE C
AHTHKOATYJIaHTH CE HaNara noAXoAAo npociacasBase. Moxe na ¢ Heo6XOaMMO KOpUrHpaHe Ha
R03aTa Ha NEPOPAITHMTE aHTHKOAryJaHTH 3a NOAALPKAHE Ha JKENAHOTO HUBO HAa aHTHKoarynauus (Bx.
TOYKH 4.5 1 4.8).

ITpu naimeHTH ¢ HBOpeuHo yBpexkaaHe no3aTa TpAOBa 1a ¢ce KOPUrHpa B 3aBUCUMOCT OT CTENEHTAa Ha
yBpexaaHe (Bxk. Touka 4.2).

IIpy nauyeHTH ¢ HAMAICHO OTACNARE HA YPHHA MHOTO pAAKO € HabnioJaBaHa KpUCTaTypHA
(BrounTEeNnHO ocTpo 6B6peuHo yBpexxaaHe), IMapHO MpH napeHTepaaHo nevenue. 1o Bpeme Ha
NPHIAraHeTO Ha BUCOKH JO3H AMOKCHLWIMH C€ NpenopbyuBa NoAnbpkaHe Ha JOCTAThYEH NPUEM Ha
T€YHOCTH M OTAEJIAHE Ha YPHHA, C LEJ1 HAMansBaHe Ha Bb3MOXKHOCTTA 38 AMOKCHIIWIWHOBA
KpuctanmypHs. IIpH nauMeHT! ¢ KaTeThbp B IMKOYHHUA MeXyp Tpa0OBa Aa ce npoBexka peoBHa
poBepKa Ha NMPOXOAUMOCTTA (BXK. TOUKH 4.8 H 4.9).

[To BpeMe Ha NleyeHUe ¢ aMOKCHLIWIMH TPAORA Na ¢€ H3NO/3BAT SH3UMHH MNIOKO300KCHAA3HH METOIN
NpH U3CEABAHE 33 HAJIUYKE Ha ITIOKO3a B YPUHATA, Thil KATO ¢ HEEH3UMHHM METOAHM MOXKE Ja CE
MOJTy4aT (PalIHBO MONOKHTEIHH PE3YJITATH.

HanuuueTo Ha K1aBy1aHOBa KMCeTMHa B AMokcuramMma 875 mg/125 mg punmupanu tabnerku Moxe
na npyMuMHU HecneldpuuHo cRbp3BaHe Ha IgG ¥ anbymuHa ¢ MeMBpaHUTE Ha YePBEHUTE KPLBHH
KJIETKH, BOACILO A0 $amumMBo NojaoxuTeaeH tect Ha KymOc.

Mma cho0LIeHHA 32 NONIOKHTENHH pe3y/iTaTH OT TecTa, fMpu u3noia3saHe Ha Platelia Aspergillus EIA
Tect Ha Bio-Rad Laboratories npy nalMeHTH, NpHeMaliyd aMOKCHLIWIWH/KNTaBYIaHOBA KMCENHHA, 3a
KOMTO CJiell TOBA € YCTAHOBEHO, Y€ HAMAT UHdekuna ¢ Aspergillus. CboblaBalH ca KpBCTOCAHH
peakuHH ¢ He-Aspergillus nonvzaxapuan W nonrdypanosu ¢ Platelia Aspergillus EIA Tect na Bio-Rad
Laboratories. CnenoBaTenHo NoNOXKHWTENHH Pe3yITATH OT TECTA MPH NALMEHTH, IIpHeMallH
aMOKCHUW/IHH/KJIaBY/IaHOBA KHCENWHA, TpAOBa J1a OBJaT THJKYBAaHH BHHMATENHO U Ja C€ NOTBBPAAT
ype3 APYrd JUArHOCTHYHH METOAM.

AmokcuramMma 875 mg/125 mg ¢puiMmupanu TabneTku chabpaKa no-Manko or 1 mmol Hatpu# (23 mg)
Ha TalneTKa, T.€. MOXKe J1a ce Kaxke, e NPAKTHUYECKH He ChAbpKa HATPHIA.

4.5 BaaumoaeHcTBHE ¢ APYTH JICKAPCTBEHH NPOAYKTH H ApPYTrH GOpPMH Ha B3aH

Hempanﬂn AHTHKOArvJjaHTH

[lepopalHHUTE aHTUKOAryNaHTH H MICHULILJIHHOBUTE AaHTUOUOTHLIM Ca H3MOJI3BaHH LIHP
npakTHkaTa Oe3 crollueHHs 3a B3auMojelicTeue. Burpekd ToRa, B JIMTEpaTypaTa HMa o
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CiTy4yay Ha MOBHLIE€HO MEXAYHapOAHO HOpManu3HpaHo ¢roTHowmeHue (INR) npu naupeHTH Ha
NOAXBPXKALIO JIEYEHHE ¢ aLIEHOKYMapon WiH BappapuH U HA3HAUEHO JIeUeHHe ¢ AMOKCHLIWIHH. [Ipn
HEOOXOONUMOCT OT €JHOBPEMEHHO NMPHJIOKEHHE, TPROBa BHHMATEIHO A2 C€ MPOCIeAIBAT
MPOTPOMOHHOBOTO BpEME WIHM MEXYHAPOOHOTO HOPMATHU3RPAHO ChOTHOLLIEHHE NP N00aBAHE WIH
CrHUpaHe Ha aMOKCHLIMAKH. OCBEH TOBa, MOXe [1a € HeoOXOAUMO KOPUIrdpaHe Ha 103aTa Ha
NEPOPAJIHHTE AHTHKOArynaHTH {BX. TOYKH 4.4 u 4.8).

Merotpekcar

[TeHHLMAHHATE MOXKE 1a HAMAJIAT CKCKPCIHATA HA METOTPEKCAT, KOETO Ja N0BCAC A0 Bh3MOXXHO
NMOBHIIIABAHE HA TOKCHYHOCTTA.

IIpobeneunn

EanoBpemenHa ynotpeba Ha npoSenewna He ce npenopbuBa. [IpobeHeunn HamManaBa 6b0OpeuHara
TyOyJIHa cekpelHs Ha aMOKCHUMIIHH. EnHoBpeMeHHa ynotpe6a Ha npobeneLna MoXke Aa JOBEAE 10
YAL/DKABAHE HA HAJTHYMETO M MOBHLLIABAHE HA HUBATA HA AaMOKCHIIWIKH B KPBBTA, HO HE M Ha
KJ1aBYy/JIAHOBATa KKCEITHHA.

Mukodenonar moderna

[Ipn naumeHTH, NpHeMaIly MUKodeHoIaT ModeTI, ce choOIIaBa 38 HaMaIIBaHE Ha Npe/A030BaTa
KOHLIEHTpalliA Ha akTHBHHS MeTabonuT MUkodeHonosa kucenHra (MOK) ¢ npubnusurenso 50%,
CJIEA 3an04YBaHe Ha NCYCHHE C NepopasieH aMOKCHLIWIHH TLIIOC KJIaByJ1aHOBa KHcenHHa. IIpomsHara B
NpeAA030BOTO HUBO MOXKE a HE MPEACTaBd TOYHO IIPOMEHHTE B 001aTa ekcnosuuus Ha MOK,
Ilopaagn ToBa, 0OMKHOBEHO He € HeOOX0AHMa NMPOMAHA B 03aTa Ha MUKogeHonaT ModeTHn npu
JIMIICA HAa KIIHHUYHH JaHHU 32 HapylieHa GyHKUMs Ha npucankara. Benpeku ToBa, TpaOBa Ja ce
H3BBPIIBA BHHMATEIHO KIHHHYHO NPOCesBaHe MO BpEMe Ha JICYECHHUETO ¢ KOMOMHALMATA H MAJIKO
CleA 3aBbplLUBAHE HA AHTHOHOTHUHATA TepanMA.

4.6 @epTHIABTET, OPpEMEHHOCT H KbpPMEHE

bpeMeHHOCT

[IpoyyBaHHs MpH )XMBOTHH He NMOKA3BaT MPEKH WIH HEMPEKH BPEAHH Bb3IeHCTBHA BHPXY
OpeMeHHOCTTa, EMOPHOHAHOTO/PETATHOTO Pa3BUTHE, PAXKAAHETO WIM MOCTHATATHOTO Pa3BHTHE (BXK.
TouKa 5.3). OrpaHHyeHH JaHHH 33 ynorpedara Ha AMOKCHLWIHH/KJIaBYJIAHOBA KHCEJIHHA 110 BpeMe Ha
OpeMEHHOCT NPH XOpa He NOKa3BaT MOBHIICH PHCK OT BpoAcHH MandopMaimn. flpu npoyuBaHe npy
XKEHH C NpeaTepMHUHAlTHA NIPEKAECBPEMEHHa PYNTypa Ha ¢eTanHara MeMOpana ce cro0l1aea, ye
Npo¢pHIAKTHYHOTO JICUEHHE C AaMOKCHLIWIHH/KIABYJIAHOBA KMCETHHA MOXe Aa ObJie CBLDP3aHO ¢
MOBHLIEH PHCK OT HEKPOTH3HpALLl EHTEPOKOJIMT NPH HOBOpOacHH. [1punoxeHueTo no Bpeme Ha
OpemenHocT TpsGBa fa ce H30ArBa, OCBEH aKO JIEKApAT He NpPElIeHH, e € HeoOXoauMo.

KbpMeHe

JlBere aKTHBHH BELLECTBA CE EKCKPETUPAT B KbpMaTa (HE Ca YCTAHOBEHH e(eKTHTE Ha KNaBY/IaHOBATa
KHCEJIHHa BEPXY KhpMaueTo). B cneacTsue Ha ToBa, ca Bb3MOKHH AHapus U rbOMYHA HHDEKLHA Ha

JIUTaBHLIUTE NPH KbPMAYETO, KOETO MOXE Aa HAJI0OXKH NPEyCTaHOBABaHe Ha KbpMmeHeTo. Tpabsa aa ce
MMa NPEABKI Bb3MOXKHOCTTa 32 CEHCHOWIHM3HpaHe. AMOKCHLIWIHH/KIaBY/IaHOBA KHCENIMHA TpA0Ba aa
Ce U3MOMN3Ba 10 BPEME Ha KbPMEHE CaMO Clle] NPELIEHKA OT JIEKYBALIKA JIEKAp Ha ChOTHO
MOA3a/pUCK.

4.7 EdexTn Bbpxy cnocofHOCTTA 32 IodpHpaHe H pafoTa ¢ MAIIHHH



rbPYOBE), KOUTO MOTaT Ja NMOBIMAAT cnocoOHOCTTa 3a Wodupase U paboTa ¢ MAUIWHH (BXK. TOYKA
4.8).

4.8 HexenaHu JeKapcTBEHH PeaKIHU
Haii-uecTo cprobluapaHuTe HexesaHH JleKapcTBEHH peakiini (HJIP) ca amapus, raaeHe ¥ NoBpHLLAHE.

Hexenanu nexapCcTBEHH peaKkiLuy, MOTYUYEHH OT KIHHHYHU NTPOYYBaHHUA U OT MOCTMApPKETHHIOBOTO
Ha0/moeHHe ¢ aMOKCHUWIHH/KNaByaHOBA KMCEJIHHA, ca U30POSHH NMo-10J1y H ca KaTerOpH3UpaHH
cbrnacHo MedDRA, no cucTeMo-opraiHeH Knac.

H3non3saHa e cneHaTa TEPMUHOOTHA 328 KIacH(pULIMpaHe Ha YECTOTaTa Ha HEXEIIAHUTE
NIEKAPCTBEHH PEaKLUM.

Muoro wect (Z 1/10)

Yectn (>1/100 no <1/10)

Heuectn (=1/1 000 no <1/100)

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

MHoro peaku (<1/10 000)

C Ben3BecTHA 4e€CTOTa (OT HAJIMYHMTE JaHHH HE MOXe aa Obje HanpaBeHa OLleHKa)

Hudexknuu 1 nEpecTanHH

Kanannosa Ha KoxKaTa M JIMraBULIMTE YectH

CBpBXpacTex Ha HEYYBCTBHTENIHH C HeM3BECTHA YecTOTa
MHUKPOOpPraHH3MH

Hapymenns HA KPHBTA B JHMPHATA CHCTEMA

Ob6paTvMa JIEBKONEHHUA (BKIIFOYHTETHO Penku

HEYTPOIEHHA)

TpombormToneHn Peaxn

O6paTHma arpa”yJioLMTO3a C HEeU3BECTHA YECTOTA
XeMONHTHYHA AHEMMS C HEM3BECTHA YECTOoTa
Y avinkaBaHe Ha BPEMETO Ha KbpBEHE M Ha C Heu3BeCTHa YecToTa
npoTpoMOHHOBOTO BpeMe'

HapymeHHus HA HMYHHATA CHCTema®

AHIrHOHEBPOTHYEH OTOK C HEM3BECTHA YECTOTA
AHadunakcus C Heu3BeCcTHA 4eCTOTA
Cunapom, noaobeH Ha cepyMHa Honect C HeH3BECTHA YeCTOTa
XUNepCeH3UTUBEH BACKYJIHT C HeM3BECTHA YeCToTa
HapymenHs HA HEPBHATA CHCTEMA

3aMasHOCT Heuectn

['naBobosnne HeuectH

Ob6paTHMa XHIIEPAKTHBHOCT C HEeM3BECTHA YECTOTa
['bpuose’ C HeH3BECTHA YECTOTA
ACENTHYECH MCHHHTHT ( HeHu3BEeCTHA YECTOTA
ChpaeunH HapymIenRs

CunapoM Ha Kounis C HeH3BeCTHa YecTOTA
CroMamHo-9IpeBHH HApPYIIeHAS

Huapns MHoro JecTH

lagene’ Yectu

[ToBpbllaHe Yectu

HapyuieHo xpaHocMHIaHe HeuectH

Konur, CBBp3aH ¢ NPUIOKEHHETO HA C Heu3BeCTHA Y4eCTOTA
aHTHOHOTHIIN®

OcTbp NaHKpeaTHT C HeHM3RECTHA YECTOTa




ExTepoKonuTeH CHHAPOM, NPEAU3BUKAH OT
NpKEM Ha JEKapCTBOTO

C HEeM3BECTHA YecTOoTa

YepeH ,,kocMaT" e3uk (black hairy tongue)

C HeH3BECTHAa 4e€CTOTa

XenaToOuauAPHH RAPYIMEHHS

[ToemaBane Ha AcAT wwuwi AnAT*

HeuectH

Xenatur

C HeH3BECTHA 4E€CTOTA

XonecraTHYHa }K']:JITGHHHas

C HeM3BEeCTHA YeCcToTa

Hapymenns Ha KOXKATA H NOAKOXKHATA
TbKan®

KoxxeHn obpus Heuectn
Copbex Heuectn
YpTHKApHA HeuecTn
Epurema Myntudopme Peaxu

Cunapom Ha CTHBBHC-J/DKOHCEHH

C HeH3BECTHA YECTOTA

TokcH4YHA enHIepMalHa HEKPOH3a

C HeH3BecTHa yecToTa

| Bysio3eH ekcONHATHBEH IEPMaTHT

C Hen3BeCcTHA 4eCTOoTa

OcTpa resepanu3vpaHa €K3aHTEMHA ITYCTYN03a
(AGEP)’

C HeH3BecTHA YecToTa

JlekapcTBeHa peakuMs ¢ €03MHOPWIHA U
cucteMHH cuMnroMH (DRESS)

C HeM3BecTHA 4YeCTOTA

CuMeTpHuEeH JIEKapCTBEH HHTEPTPHTHHO3€EH H
peKCypeH ek3aHTeM (CHHAPOM Ha MaBHaHA)
(Symmetnical drug-related intertriginous and
flexural exanthema — SDRIFE)

C HeH3BecTHA YecToTa

Jluneapna IgA Sonect

C HeM3BeCTHA 4ecToTa

Hapymenns Ha 6b6pennTe H NAKOTHATE ILTHINA

'Box. Touka 4.4

UnrepcTraneH HepuT C HeH3BeCcTHa 4eCTOTa
Kpucranypud (BKIIOUMTEHO OCTpO OB0peuHo C HeH3BECTHA YE€CTOTA
| yBpexkaaHe)’

’TloaBaTa Ha raficke e no-uecTo MpH NEPoOpaicH NPHEM HAa BUCOKH JIO3H. AKO Ce€ TIOSBAT Peaxi[uy OT
CTPaHa Ha CTOMALIHO-4YPEBHHA TPAKT, TE MOraT a C€ HAMAaJIAT C NPHEM Ha
aMOKCHLIMJIHH/KJIaBYJIaHOBA KHCEIMHA 10 BpEME Ha XpaHEHeE.

SBIUTIOYHTESTHO NICEBAOMEMOPAHO3EH KOJINT H XEMOPArHu€H KOJIUT (BX. TOYKa 4.4)

Y Mepeno nosvinasaHe Ha ACAT n/win AnAT e ycTaHOBEHO NpH NAUHEHTH, JieKyBaHu ¢ 6eTa-
NIAaKTAMHM aHTHOMOTHLIHM, HO 3HAYCHHETO HA TE3H MPOMEHH HE € U3ACHEHO.

>TakuBa peakuHM ca YCTAHOBEHH U CJiel MPHIIOKEHHUE Ha JPYTH NMEHULMIHHY H LiedaaoCTiOpHHH
(BK. TOuKa 4.4).

*AKO ce MoABM peakiMs Ha aiCpruvueH IEPMATHT, JICYEHHETO TpsOBea Aa ce nNpeycTaHoBH (BXK, TOUKA
4.4).

"Bak. Touka 4.9.

SBx. Touxu 4.3 4.4

CpobLiaBaHM Ha NOAO3MPAHH HEXEJIAHK PEAKLIMK
CrpofaBaHeTo Ha NOAO3MPaHH HEXEJIAHU PEaKLMM Cie] pasperiaBaHe Ha ynorpeba Ha neKapcTBeHuUs!
NPOAYKT € BaxxHO. ToBa mo3BondBa 1a NPOoALIKH HabMOASHHETO HAa CHOTHOLIEHHETO NMOJ3a/PUCK 34
NIeKapCTBEHUA NPOAYKT. OT MEIMUMHCKHTE CIICLHANIUCTH ¢€ M3KCKBA Jla ChOOIAaBaT BCAKA
NOAO3HPaHA HEXENTaHa peakiMs uYpe3 HalHOHAIHA CHCTEMA 3a ChollaBaHe:

H3nbnHuTeIHATA areHIMA 110 JIeKapCTBaTa
yi. ,,JlamaH Fpyes” Ne 8,

1303 Codms,

Ten.: +359 2 890 34 17,

yebcaiiT: www.bda.bg.




4.9 IlIpeno3npane

CHUMITTOMH M NIPpH3HALM Ha NPEeAO3HpaHe

Moxxe aa ce HabmozaraT CTOMALIEO-YPEBHH CHMITOMH B HapyLIaBaHE HA BOJHO-CJIEKTPOJIMTHHA
bananc. Habmonasana € aMOKCHIWIMHOBA KPHCTATYPHS, B HAKOH CITy4aH Boaeina o 6n06peuna
HeZOCTATHLYHOCT (BXK. TOuka 4.4).

Modxke na ce Habmoaaear rbp4oOBe MPH MALKEHTH C HapylueHa 6b0peyuHa PYHKLMSA WIH NPH TE3H,
NMpHeMaIlld BUCOKH O3H.

HMa crobienus, ye aMOKCHLIWIMH C€ YTasBa B KATETHPa HA ITHKOYHHA MEXYP, OCHOBHO Cnejl

HHTPABEHO3HO NMpHIaraHe Ha BUCOKH J03H. TpabBa na ce npoBexaa peIoBHa NPOBEPKA Ha
NpOXOoAMMOCTTa (BXK. ToUKa 4.4).

JleyeHue Ha HHTOKCHKALIHSA

CHMITTOMHTE OT CTPaHa Ha CTOMAIIHO-YPEBHHUA TPAKT MOTaT Ja C€ JEKyBaT CHMIITOMATHYHO, KATO C¢
00bpHE BHUMAHHE HA BOAHO-ENIEKTPOJIMTHHA OanaHc.

AMOKCHLIJTHH/KJ1ABYJIAHOBA KHCEJIMHA MOJKe J1a C€ OTCTPaHH OT KPEBOOOPAILICHHETO Ype3
XE€MOANaITH3A.

5. ®GAPMAKOJIOITHYHHU CBOMCTBA

5.1 PapmMakoaHHAMHAYIHH CBOHCTBA

®apMakoTepaneBTHUHH rpyna: KomOHHaLHA OT NEHLIMNTHHK, BKIIOYHTENHO HHXBOHTOpH Ha Gera-
naxtamaszy: ATC xoa: JOICRO?2.

MexaHH3BbM HA NelCTBHE

AMOKCHUMJIMH € MOJyCHHTETHYEH NMEHHUWTHH (beTa-nakraMeH aHTHOHOTHK), KOHTO HHXHOMpa eIHH
HJIH NTOBeYe EHIUMH (YeCTO HapHYaHH NCHUIWIHH-CBBP3Bailid npoterHy, [ICIT) B mbTa Ha
OuocHHTE3a Ha DaKTepHanHHUA MeMTHAONNHKaH, KOWTO € CHIIeCTBEH CTPYKTYPEH KOMITOHEHT Ha
OaxrepyanHaTa KiIeThYHa cTeHa. HHXHOHpaHeTo Ha cUHTe3a Ha NENTHAOIIMKAHA BOAM A0 OTcnabBaHe
Ha KJIETbYHATA CTEHA, KOETO OOUKHOBEHO CE MOCEABA OT KIIE€ThbYHO pasrpaxkJiaHe H CMBPT.

AMOKCHUHIIHH € YyBCTBHTENIEH KbM pasrpakaaHe oT 6eTa-nakramMasure, MpoayLHpaHH OT
pPe3HCTEHTHHTE DAKTEPHH, MOPaJH KOETO, CICKThPbT HA ACHCTBHE Ha AMOKCHLIIWIHH KaTo
MOHOTEpaIus HE BKIIOYBa MHKPOOPTaHH3MH, KOHTO MTPOH3BEXKAT TE3N €H3HMH.

KnasynaHoBaTa kHce/nHHa € beTa-1akTaM, CTPYKTYPHO NoA00OCH Ha NEHUUMWIMHHTE. T4 HHAKTHBUpA
HAKOM OeTa-aKTamasHH €H3HMH, KaTo Mo TaKbB HA4YHH NPEOTBpAaTABA HHAKTHBUPAHETO Ha
amMokcHLIMH. KnaBysiaHoBaTa KHCEIMHE CAMOCTOATENIHO HE MPOABABA KIHHHYHO NOJie3eH
aHTHOaKTEpHaNEH eeKT.

Bpb3ka ¢papMakokHHeTHKA-PapMakoAHHAMHKA

Bpemero Han MuHHMaHaTa noTHcKkalla koHueHTpaums (T>MIIK) ce cunra 3a OCHOBH
(daxkTOp 3a ePHKACHOCTTA HA AMOKCHLIMIIUH.

Mexanu3bM Ha PE3HCTEHTHOCT

HB&T& OCHOBHH ME€XAaHHM3MAa HA PE3UCTCHTHOLT KbM amoxcuuunmn/maﬂynanoaa KHC
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o UHakTuBHpaHe or Te3n OakrepuanHu Oera-naxraMasd, KOWTO He c¢a HHXHOUpaHH oOT
KJIaByJIgHOBAaTa KHCENMHa, BiunoyuTento knac B, C u D.

e Uamenenue Ha I[ICII, koero HaMansBa apuHUTETa HA AHTUOAKTEPHAIHIA NMPOAYKT KbM TapreTa,

JIuncara Ha nepMeabmuTeT Ha HAKTEPHHTE HIH MEXaHH3MH Ha e(DITyKC NOMIMAa MOTAT /12 MPHUYHHAT WIH
Ia aonpHHecar 3a bakTepHanHa pe3UCTEHTHOCT, 0¢o0eHo npu ['paM-oTpuiaTenHu Dakrepuu.

["pannunu croitHocTH (breakpoints) NpH H3NUTBAHE 334 YYBCTBUTEIHOCT

Tonkyearenuure kKpurepud 3a MITIK (minimum inhibitory concentration — MIC) 3a »3nuTBaHe Ha
YYBCTBMTE/IHOCTTA CAa YCTAHOBEHM OT EBponelickMsa xoMMTeT 3a HM3clefBaHe Ha AHTHMHKpoOHarta
yyBcTBUTENHOCT (Eropean Committee on Antimicrobial Susceptibility Testing- EUCAST) 3a
AMOKCHLIM/IMH/K/IaBY TAHOBA KHCEJIMHA U Ca U3OpOEeHH TYK:
https://www.ema.europa.ew/documents/other/minimum-inhibitory-concentration-mic-
breakpoints_en.xlsx

PasznpocTpaHeHHeTO Ha pe3HCTEHTHOCTTA MOXE [a BapHpa reorpad)CKy H BEB BPEMETO H 38 OINPEeACICHH
BHAOBE M € JKeJlaTe/IHO Ja HMa JIOKAJIHA HHQOpMAaLHA 38 Pe3HCTEeHTHOCTT4, 0cOOeHO0 NpH ledyeHHe Ha
TexxKH uHpeKiImu. ITpu HeobxoaumocT TpabBa a ce NOTBPCH CHBET OT CHELIHANKMCT, KOTaTO JIOKATHOTO
Pa3pOCTPAHCHHUE Ha PE3UCTCHTHOCT € TAKOBA, 49e€ 110J13aTa OT JICKAPCTBEHHA MPOAYKT NPH NOHE HAKOH
BHAOBE HH(EKIIHH € NOA BHIIPOC.

MHKpOOPrauu3MH, KOHTO obnuaino ca YYBCTBHUTICIHH

AepobHy I'paM-NMONOKHTETHA MUKPOOPTaHH3MHU

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (METULMTHH-UYBCTBHTEIHM )
Koarynasa-HeraTUBHM ¢TaQHIOKOKH (METHLMNHH-YYBCTBUTENHH)
Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes v aApyrd 6€Ta-XeMOJIMTHYHH CTPENTOKOKH
I'pynara Ha Streptococcus viridans

Aepobnr ['paM-OTpRUATEIHH MHUKPOOPTAHH3MH
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzae’

Moraxella catarrhalis

Pasteurella multocida

AHaepobHH MHKPOOPraHH3IMH
Bacteroides fragilis

Fusobacterium nucleatum
Prevotella spp.

BuaoBe. Npy KOKTO NPUIAOOUTATA PEIHCTEHTHOCT MOXKe 14 € npodiIeM

AepoOHH ['paM-noa0kKHTENHH MUKPOOPTAHH3MH
Enterococcus faecium’

AepobHu [ paM-OTpHLIATEIHH MUKPOOPraHH3IMU
Escherichia coli

Klebsiella oxytoca
Klebsiella pneumoniae
Proteus mirabilis
Proteus vulgaris

DEINCTE
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Serratia sp.

Stenotrophomonas maltophilia

Apyru MMKpOOpPraHU3MH

Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

AepobHu ['paM-oTpHUATEIHH MHKPOOPTaHHIMH
Acinetobacter sp.

Citrobacter freundii
Enterobacter sp.
Legionella pneumophila
Morganella morganii
Providencia spp.
Pseudomonas sp.

KHCCJTHHA.

‘EcrecTBeHa HWHTEpPMEIHepHA UYBCTBMTENHOCT TPH JIMNICA HAa MPHAOOHT MeEXaHH3bM Ha
PE3UCTEHTHOCT.
‘BCHUKM METHLIMH-PE3UCTEHTHH CTAGHIIOKOKH Ca PEe3HCTEHTHH KbM 8MOKCHLMNHMH/KNaBYIaHOBA

'Streptococcus pneumoniae, pe3UCTEHTHH KbM MEHHLIAIMH HE TPAOBA [a ce JieKyBaT ¢ Tasd ¢opma
Ha AMOKCHLIWIHH/KJIaBYJIAaHOBa KHCEJIHHA (BXK. Touka 4.2 u 4.4).
‘IllaMoBe ¢ HamaneHa YyBCTBHTE/NHOCT ¢a NOKIAJABaHH B HAKOM CTpaHd B EBponelickus cbios ¢
yecToTa no-eucoka ot 10%.

5.2 (PapMaKOKHHeTHYIHH CBONCTBA

Abcopbuus

AMOKCHUMIIHH M KN1aBYJIAHOBATa KHCEJIHHA C€ AUCOLUHPAT HANLJIHO BLB BOJEH pPa3TBOP ¢
¢u3nonoruuno pH. Jlsere akruBHM BellecTBa ce abcopbupat 6bp30 B 1006pe cnen nepopanHo
npuinoxeHue. AGcopbunsara Ha aMOKCHIIMH/KNaBYJIaHOBA KHCEJIMHA Ce ONITHMM3HpA, KOraTo ce
NpHeMa HENOCPEACTBEHO Npeau XpaHeHe. Clea NepopaTHO NPpWIokKeHHe OHOHATHYHOCTTA Ha
AMOKCHUMJIMH H KJIaBYJIAHOBaTa KHUceaHHa € npubansurenno 70%. IlnazMenure npod ik Ha asere
AKTWBHH BEILECTBA Ca CXOJHHU H BPEMETO 3a NOCTHraHe Ha BbPXORA Mha3MeHa KOHLUEHTPaUHA (Tmax) H

NpH ABeTE € NPpUOAHIUTENHO €AUH Yac.

[To-pony ca npeacTtaBeHH PapMaKOKHHETHMHHTE PE3YATAaTH OT €AHO NPOYYBaHE, MPH KOETO
aMOKCHLIMJIMH/KIaBYyJIaHOBA KMCeNHHA (TabneTkH ot 875 mg/125 mg ABa MbTH AHEBHO) € NPWIOKEH
Ha rIajHO NPy rpynu 3ApaBu A0OPOBOJILIH.

Cpennu (& SD) dbapMaKOKHHETHYHH NTapaMeTpH

[TpunoxkeHo(n) TTosa Cuonx Tinax® AUC (0-241) T1/2
aKTHBHO(H) (mg) (ng/ml) (h) ((ng-h/ml) (h)
BELLIECTBO(a)
AMOKCHUWIHH

AMX/CA 875 11,64+2,78 | 1,50 (1,0- 53,52+12,31 | 1,19+0,21
875 mg/125 mg 2,5)

KnaBynaHoBa KuCE/IHHA
AMX/CA 125 2,18+0,99 1,25 (1,0-
875 mg/125 mg 2,0)

AMX — amoxcuumnuH, CA — KnaByJlaHOBa KHCeJIHHA
*Meauana (o6xear)

12




CepyMHHTE KOHUCHTpALUHH Ha aMOKCHUWAJIHH Y KJIaBYJIAHOBA KHMCCIUHA, JOCTHIHATH C
amoxcuumuu/maﬂynauoaa KHCC/IMHA, €4 CXOAHH € TC3H CJIE] NEPOPATHO ITPUITOKEHHUE Ha
CKBHBAJIEHTHH A03H OT CAMOCTOATCITHO NMPHI0XKEHH aMOKCHIIWIHH H KIIaBYJIaHOBA KHCCITHHA.

PaznpeneneHue

Oxko110 25% o1 001OTO KOAHYECTBO HA KNABy/IaHOBa KMCEIMHA B r1azmMaTa H 18% ot obuoro
KOJIHYECTBO Ha aMOKCHLIM/IMH B IU1a3MaTa ca CBbpP3aHH C MPOTEHHH.

[puBHaHnaT obeMm Ha pasnpeaeneHue e okono 0,3-0,4 kg 3a amokcrinH v okono 0,2 kg 3a
KJIaBYJIAHOBATA KHCE/NHUHA.

Cnen HHTPaBEeHO3HO NPHIIOKEHHE, AMOKCHLIMIIMH H KJIABYJIAHOBA KHCEJIHHA Ce YCTAHOBSABAT B
HITbUHHA MEXYDP, KOPEMHATa ThKaH, KO)KaTa, MaCTHaTa ThbKaH, MyCKYJIHUTe ThKaHH, CHHOBHAJIHATA H
NEPHTOHEATHATA TEYHOCT, XITbUKATa H FHOITa. AMOKCHLIIMH He ce pasnpeaens A0CTATHYHO B
LnepeOPOCNMHANHATA TEYHOCT.

OT npoyyBaHHs NMPU )KHBOTHH HAMa NOKA3aTE/ICTEA 33 3HAYUMO 3aAbpPKaHE B TBKAHHTE Ha
JIEKapCTBEHO-MIPOH3BOAHH BEILECTBA 32 HUKOA OT ABETE CHCTaBKH. AMOKCHLIMIMH, NOR0OHO Ha
MOBEYETO NEHHLMIMHHK, MOXKE J1a C€¢ YCTAHOBH B KbpMaTa. ClieiH OT KNaByaHOBA KMCENHHA CBILIO
MOTaT Jla Ce OTKPHAT B KbpMarta (BX. TouKa 4.6).

JokazaHo e, Ye aMOKCHUMITHH H KIaByJIaHOBaTa KMCeNdHa IPeMHUHAaBaT npes IvjaueHTapHaTa 6apuepa
(BX. TOUKa 4.6).

buotpaHchopmaius

AMOKCHLIMITHH C€ EKCKPEeTHpPa HaCTHYHO B YPHHATAa KATO HEAKTHBHATA MEHHUIIOEBA KHCETHHA B
KOJINYECTBA, €KBHBaJICHTHH Ha 10 1o 25% ot HayanHara go3a. KnasynaHoBara KKce/iMHa ce
MeTaboNMH3Hpa EKCTEH3IUBHO TIPH YOBEKA M CE OT/IENS B YPHHATA M U3NPAXHEHHSTA H KATO BBIIepoicH
AHOKCHA B M3IUILAHHWA BB3AYX.

EnuMmunupase

OCHOBHMAT MLT HA €IMMUHHPAHE Ha AMOKCHLIWIHH € npe3 Ou0peunTe, 1oKaTo K/1aBy/1aHOBATA
KHCEIMHA C€ CIMMHHHpa KakKTo No 616peyHH, Taka U nNo W3BBHOBLOpEUHH MeXaHH3IMH.

AMOKCHLUWIHH/KJIaBYIAHOBA KHCEJIMHA HMA CPEICH eNIMMHHALMOHEH TOTY)KHBOT OT NPHOIIHIUTENHO
€AMH Yac K cpelieH obim kiHpbHC npubnusuTenno 25 Vh npu sapaeu auua. [pubnnsurenso 60 ao
70% ot amokcHIENKH W npubnuiurenHo 40 1o 65% or KiaBynaHOBaTa KHCeJHHA C€ EKCKPEeTHPAT
HeNIPOMEHEHH B YPHHATA MPE3 MBPBUTE LISCT Yaca C/ied NPWIOKEHHE Ha eIMHHYHA J03a Ha
aMOKCHUWIMH/KJ1aBynlaHOBa KucennHa 250 mg/125 mg unm 500 mg/125 mg tabnerkn. B Hakonko
NMpOY4YBaHHA € YCTAHOBEHO, Y€ YPUHHATA eKcKpeuus ¢ 50-85% 3a aMOKCHLIIMIANH KW Mexay 27 u 60% 3a
K/1aByJIaHOBATa KHCENIMHA 38 [IEpHOI OT 24 4Yaca. 3a KNaBy.JIaHOBATA KHCEIHHA, HaH-ronaMo
KONHYECTBO OT AEKAPCTBOTO CE EKCKPETUPA MIpe3 ITbPBHTE JABa Yaca Cliell NPHIoKEHHE.

EnHoBpeMeHHOTO NpunoxeHue Ha npobeHeun 3a6apg eKCcKpeMaTa Ha aMOKCHLWIHH, HO He 3a0aBs
OBOpeuHATa eKCKpELMA Ha KIIaBy./1aHOBaTa KMceuHa (BX. Touka 4.5).

Brn3pacT

ENUMUHALIMOHHUAT NIONYKHBOT Ha aMOKCHLIWIHH € nogo0eH npH geua Ha Bb3pacT O
2 TOJIMHH H TIPH MO-rONEMH IcHa H Bb3pacTHU. IIpn MHOro Mankure geua (BKIIOY
npexacBpeMeHHo poacHU b¢bera) npe3 nbpBaTa CeAMHLA OT XKMBOTA HHTEPBAIBT H
Tpa0Ba Aa HaAXBBLPIIA NPHIAraHE JBa MHTH AHEBHO MOPaAH HE3PUIOCT Ha OBLOpeuH
eJTHMHHHpaHe. Thil KaTo NPK NALMEHTHTE B CTApYECKA BB3PACT CHUICCTBYBA MO-TONA
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IJa UMaT HaMaleHa Ob0peuna dyHkuua, ¢ HeoOXoaMMO BHHMaHKE NpH W300opa Ha 1033 U MOXKE 1a €
none3Ho Aa ce npocnenssa Ou6peuHara pyHKLIMA.

Ilon
Cnen nepopaiHO NMPWIOKEHHE Ha aMOKCHLIWIMH/K/1aByJIaHOBA KMCEJIHHA ITPH 3ApaBH MBKE H JKCHH,
TOJIBT HE € OKA3aJI 3HAYHUMO BJIHAHHE BbPXY ¢apMaKOKHHETHKATa HHTO Ha aMOKCHLIWIHH, HHTO Ha

KNaBYy/aHOBAaTa KHCEJIHHA.

brbpeuHo yBpexxnaHe

O61HAT cCepyMEeH KIHPBHC HA aMOKCHLIWIMH/KIABYJIaHOBa KMCE/IHHA HAMAIABA MPONOPLMOHATIHO ¢
HaMa/BaHeTO Ha 6x0peunara GpyHkums. [lIoHwkapaHeTo Ha IEKAPCTBCHUA KIHPBHC € NO-H3pa3eHo 3a
AMOKCHLMIHH, OTKOJKOTO 32 KJIaBYJIAHOBATa KMCENIHHA, Thil KATO MO-rojiaMa 4YacT OT AMOKCHLIWIHH ce
eKcKpeTHpa npe3 Onbpeure. [lopaau Tazu apuuKHa no3HpaHeTO NpH 6LOpeuHo yepexaane TpabBa
12 NPEAOTBPATH NPEKOMEPHO HATPYINBAHE Ha AMOKCHLIMIIWH, KATO €AHOBPEMEHHO C€ NOAAbPKAT
NOOXOAAIIHM HHBA HA KNaBYJIAHOBATa KMUCEIHHA (BX, Touka 4.2).

YepHoapoOHO yBpeAiaHe

Jo3upaneTo mpy nauMeHTH ¢ YepHOAPOOHO yBpexaaHe Tpabra fa ce M3BBPIIBA ¢ BHUMAHHE U
yepHoApoOHaTa QYHKUMS Aa Ce MPOC/eAsBa PEAOBHO.

53 IIpeAK/IRHHYHH JaHHH 33 6e30mACHOCT

HexknHMHUYHHTE AaHHH HE MOKa3BaT OIpEacCi€H PUCK 3a XOp4d Ha Oa3ara Ha d)apmalconomqnu
Mnpoy4yBaHH1 3a be3zonacHocT » IPOYYBAHHA 38 TCHOTOKCHYHOCT H PpENPOOYKTHBHA TOKCHYHOCT.

[IpoyyBaHHs 3a TOKCHYHOCT MPH MHOTOKpaTHO NMpUarale, MpOBEACHH MPH KydeTa ¢
aMOKCHLIAIMH/K/IaBY1IaHOBA KHCEJIMHA NMOKA3BaT CTOMALLUHO Apa3HeHe H MOBPbIaHe, KAKTO H MPOMAHA
B LIBETA HA €3HKA.

He ca [NPpOBCKAAHH IMPOYHBAHHA 34 KAHLIEPOIrCHHOCT C amoxcnuunnn/mnasynanosa RHCCIITHHA HUIH C
HAKOSA OT HEIMOBHUTE CBCTABKH.

6. OAPMAINEBTHYHH JAHHH
6.1 Coacnk Ha NOMOLIHETE BellecTBA

HAopo na mabremxama.

MukpoxpucranHa tueaynosa (E460)
KpocnoBuaon Tun A (E1202)

Kpockapmenosa Hatpmit (E468)

Konounaen Ge3ronen ciwnnme anokcun (E551)
Marnesner creapar (E470b)

Purmoso nokpumue.
OcHOBEH OYTH/IMETAKPUIATEH CHIIOIUMED

TuranoB anokcua (E171)
Tank (E553b)
Makporon 6600

6.2 HechbBMEeCTHMOCTH

Henpunoxumo.
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6.3 Cpok Ba rogsocT
2 TOAWHH
64 ChnenuaiBH YCI0BHS HA CHXPAHCHHE

Ha He ce cexpansaBa Haz 25°C. Jla ce cuxpaHsABa B OPHrHHAIHATA ONAKOBKA, 3a Ja € NMPEeAnasH oT
BJIara.

6.5 Bua R CHAbLPXKAHREE HA ONAKOBKATA

bnucrepu ot OPA/AI/PVC/AL, chaspxaum 20, 21 win 30 punMupanu tabnerku.
He BcHuku BHAOBE ONAKOBKM MoraT fa 6baaT mycHaTH Ha nasapa.

6.6 ChnenuanHs npeAna3’HA MepPKH NPH U3XBhLPAAHE

HamMa cneupanimu N3UCKBaHHA.

7. HNPATEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA
Worwag Pharma GmbH & Co. KG

Flugfeld-Allee 24

71034 Boblingen

['epMaHus

8. HOMEP(A) HA PASPELLIEHHETO 3A YIIOTPEBA
20210213

9. JATA HA ITBPBO PA3PEIIIABAHE

Hara Ha mepBo paspeiwaBane: 26 HOmm 2021 r.
HaTta Ha nocaegHO NOAHOBABAHE:

10. JATA HA AKTYAJIN3HPAHE HA TEKCTA

02/2025
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