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W3HTLNHUTENHA ATEHURA N0 NEKAPCTBATA

1. HME HA JJEKAPCTBEHHS INIPOJAYKT

AyrmenTHH 500 mg/125 mg ¢punMupanu 1abneTku
Augmentin 500 mg/125 mg film-coated tablets

2, KAYECTBEH A KOJIMUECTBEH CHhCTAB

Bceaka gunmupaHa tabnerka cbaAbpaKa aMOKCHUUIMH TPUXUApAT (amoxicillin trihydrate),
ekBUBaJIeHTEH Ha 500 mg aMOkCHUHANH (amoxicillin) v kanueB KnasynaHat (potassium clavulanate),
eKBUBaJIEeHTeH Ha 125 mg knasysaHoBa kucenuHa (clavulanic acid).

34 IMBJHHASA CHUCHK HA NOMOLIHHTE BEUIECTBAa BH)KTE TOYKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

dunmupaHa Tabnerka.

bsina no noutu 6sana Tabnerka, ¢ oBanHa popma ¢ BANTLOHATO penedHo ozHauenue "AC" u genuTenHa
yepTa OT €AHAaTa CTpaHa.

HenurenHara yepra € CaMo 3a YJIECHABAHE Ha CMYMBAHETO ¢ LA MO-JIECHO IMbITAHE, a HE 3a pa3fiefisiHe
Ha PaBHH HO3M.

4. K/IUMHHYHH JAHHU
4.1 TepaneBTHYHH NOKA3ZAHHSA

AYrMEHTHH € N0Ka3aH 3a AEe4YCHHE Ha ClIeAHUTE HHPEKUMN NPH BL3PacTHH W Aena (BxK. Touku 4.2, 4.4
n5.1)

OCTBLp OaKkTepuaneH CHHYHT (aAeKBaTHO JUArHOCTHLIMPAH)

OCTbP OTHT Ha CPEAHOTO YXO

OCTPH eK3aLepOalyu Ha XpOHHYEH OpOHXUT (aA€KBATHO JUATHOCTULIMPAH)

NMHEBMOHUA, ApUaOOUTa B 001LECTBOTO

HHUCTHT

MUENOHEPPUT

HHQEKLHH HA KOXKaTa U MEKHTE TbKaHH, MO-CMELMAITHO HENYJIHT, YXanBaHHR OT XXHUBOTHH,
Texbk abcuec Ha 3BOUTE ¢ paznpocTpaHaBaLl Ce UENyJUT

. HHOEKLUHH HA KOCTMTE Y CTaBUTE, NO-CNELUATHO OCTEOMHUENMUT.

TpabBa na ce oObpHe BHHMaHKE HA OPUUHATHUTE YKa3aHUs 3a paBHAHaTa ynoTtpeba Ha
anTHOaKkTepHaNHUTE CpeACTEA.

4.2 Jl03HpOBKA H HAYHH HA OPHIACIKEHHE

Llo3upoBka

JO3upoBKHUTE ca NPEACTABEHH ChOOPA3HO CLABPKAHHETO HA AMOKCHLIMITHH/KJIaBYJIRHOBA KHCE/THHA, ¢
U3KJIIOHEHHNE HA CIIyHauTe, KOraTo A03UTe ca AaAeHH MO OTHOLLUEHKE Ha OTAENHATA ChCTaBKa.




® O4YaKBAHHWTE NAaTOreHU ¥ BEPOATHATA UM UYBCTBHTENIHOCT KbM aHTHOAKTEepHANTHH CPpEeACTBA
(BXk. Touka 4.4)
TEXeCTTa U MACTOTO Ha HHGEKLMATA

® Bb3pacTTa, TENECHOTO Tersio U 6bOpeunHaTa GyHKUHA HA NALKEHTa, KAKTO € NOCOYEHO No-100Y.

YnotpeGaTta Ha anTEpHaTHBHHA (POPMH Ha AYFMEHTHH (Hanp. TAaKWBAa, OCHIYPABALILN MO-BUCOKH J03H
Ha AMOKCHLIWIMH W/WIIH Ppa3iiy4HU ChOTHOWEHUS H3 AMOKCHUMIIMH KbM KJTABYJIAHOBA KUCEJIHHA)
TpsaOBa #a ce uMa NMpeaBua, cnopel HeodxoguMocTTa (BX. Toukn 4.4 1 5.1).

[ipu BBb3pacTHHU M feua = 40 kg Tasu dopma Ha AyrMEHTHH ocHrypspa obiua AHEBHA /1034 OT

| 500 mg amokcHuMnuH/375 mg KnaBynaHoBa KUCENHHA, KOTaTo ¢e NMpUiara, KakTo ce npenopb4pa
no-pgony. Ilpn aeua < 40 kg tasu ¢popma Ha AyrMeHTUH OCUTYpSBa MaKCUMailHA AHEBHA J103a OT

2 400 mg amoxcnunnun/600 mg knaBynaHoBa KHCEAHHA, KOraTo ce NpuJiara, KakTo ce npenopbyBa
no-A0J1y. AKO Ce CUMTa, Ye € HeODX0aMMA MO-BUCOKA JHEBHA 1034 HA AMOKCHLMITHH, CE€ Mpenopbysa
M3MON3BAHETO Ha Apyra ¢gopma Ha AYrMEHTHH, 3a Aa c€ u3berHe NpuaaraHeTo Ha HEHY)XHO BHCOKH
JHEBHU JO3M HA KIAaBYAaHOBA KHCENTUHA (BXK. TOUKU 4.4 n 5.1).

[IpoabmKUTENHOCTTA Ha JIGUEHHUETO CE OMPEAEIif OT NOBIMABAHETO HA NauHeHTa. Hakon nHdekuru
(Hanp. OCTEOMHENHT) HANAraT no-ronsMa NpoAL/KHTENHOCT Ha AedyeHHeTo. JleueHHeTo He TpAGRa na
npoAwKaBa noseye ot 14 auu 6e3 noeropen npernen (BX. Touka 4.4 OTHOCHO NPOABIKUTENHA
TEPanua).

Bvapacmnuu u oeya = 40 kg

Eana tabnetka ot 500 mg/125 mg, npuemaHa Tpu NbTH XHEBHO.

Heya < 4 leg

20 mg/5 mg/kg/anesro no 60 mg/15 mg/kg/aHeBHO, pazaeneHn Ha TPH OTOETHH J03H.
Heuara MOXe Ja ce 1eKyBaT ¢ AyrMEeHTHH TabJIeTKH, CYCNeH3HH UAH NeAHATPUYHH CallleTa.

Tv# kato TabnerkuTe He Morar Ja ce pa3aendr, Aeuara ¢ TEIECHO TErNo No-Manko oT 25 Kg He TpabBa
24 ce IEKYBaT ¢ AYrMEHTHH TabneTkH.

Tabnnuara no-goay npeacraes nony4eHara Ao3a (mg/kg/TenecHo Terno) npu Aeua ¢ terao 25 kg no
40 kg cnen npueM Ha eaHa Tabaerka ot 500 mg/125 mg.

[penopvunTenna
eAHOKpaTHa no3a [mg/kg

TenecHo Terno [kg] 40 35 30 25
TENECHO Tero] (Bx.
no-rope)
AMOKCHUHNYH [mg/Kg TenecHo
TEITI0] 3a €AHOKpaTHA N03a 12,5 1 143 | 16,7 | 20,0 6,67 - 20
(1 drnmupana Tabnerka)
KnasynaHoa kucenwHa [mg/kg
TeJIECHO TErJIO] 3a eAHOKpaTHA 3,1 3,6 4.2 5,0 1,67 -5

no3a (1 ¢punmupana rabnerka)

Jleua Ha BB3pacT Ha M NoJ 6 rOOMHYU HIIM C TeSiecHO Terno noa 25 kg 3a npeanounraHe TpsOBa na ce
JIEKYBAT ¢ AYrMEHTHH CYCNECH3HUA WIH [eAHaTPUUYHH callieTa.

3




He ca Hanu4HH KNHHUWYHY AAHHH 3a NpUioxkeHne Ha 4:1 ¢opmuTe HA AYrME@HTHH B JJ03H NO-BHCOKH
oT 40 mg/10 mg/kg/aHeBHO NpH aeua Noa 2 rogUHM.

Ilayuenmu 6 cmapuecka ev3pacm
He ce nanara xopekuMs Ha no3ara.
bvbpeuno yepesicoane

KopurupaHeTo Ha 103aTa ce OCHOBaBa HA MAKCUMAJTHOTO NPENnOpbYaHO HHBO HA AMOKCHUMJIMH.
He ce Hanara KopHrupaHe Ha A03aTa Npy NauMeHTH ¢ kpeaTuHUHOB KaupbHC (CrCl) Haa 30 ml/min.

Bvipacmuu u oeya 2 40 kg

CrCl: 10-30 mi/min 500 mg/125 mg aBa MbTH JHEBHO

CrCl < 10 ml/min 500 mg/125 mg equH NbT AHEBHO

[TauneHTH Ha 500 mg/125 mg Ha Bceky 24 uaca, nmoc 500 mg/125 mg no BpeMe Ha

XEMOHATH3A Ananuzara, KoeTo aa 6bje NoBTOPEHO OTHORO B Kpas Ha AHanu3aTa (Tbil KaTo
CEPYMHUTE KOHUEHTPALIMM HA AMOKCHLIMIIHH W KJIABYJIAHOBA KHCENUHA Ce
NOHHUXKABAT)

Heya < 40 kg

CrCl: 10-30 mi/min 15 mg/3,75 mg/kg nsa nbTH aHerHO (MakcumyM 500 mg/125 mg nBa nbTH
AHEBHO).

CrCl <10 ml /min 15 mg/3,75 mg/kg xaTo enHOKpaTHA OHEBHA 1032 (MaKCHMYM
500 mg/125 mg).

[lauyeHTH Ha 15 mg/3,75 mg/kg Ha aeH BeAHBK AHEBHO.

XeMOaHaIu3a [Tpeaun xemoauanusara 15 mg/3,75 mg/kg. 3a na ce BL3CTAHOBAT
UMPKY/IaTOPHUTE HUBA Ha nekapcTBoTO, 15 mg/3,75 mg/kg Tpabea aa ce
MPUAOKAT ClIel XEMOANAIM3ATA.

Yeproopobuo yepesicoane

TpsadBa na ce A03Upa BHUMATENHO M HA PaBHH HHTEPBAIH OT BPeMe /1a Ce MPOoCcNeasBa YepHoapobHaTa
dpyHKLHR (BX. TOUKH 4.3 1 4.4).

HauuH Ha MNPUIOKCHUE

AYTMEHTHH € 3a NEePOPASTHO NPHIOKEHHE.

A}(I‘MEHTHH TpﬂﬁBa Ad CC IIpHEMaA MO BpEME HAa XpPaHCHE, 3a CBCXKAaHC 10 MHHUMYM Ha BB3IMOXKHATA
CTOMAHO-YPEBHA HCNMOHOCHMOCT.

Jleuennero Moxke aa 3anoune napeHtepanHo cbraacHo KXI1 Ha nntpaBeHosznure (1.v.) GopMH U Aa ce
NPOAL/LKYK ¢ nepopanHa dopma.




4.3 IlpoTrHBONOKA3ZAHHS

CBPbXUYBCTBHTENHOCT KbM aKTUBHUTE BELIECTBA, KbM KOHTO H 114 € OT NMeHHLIMIHHHUTE WAH KbM
HAKOE OT NOMOLUHMTE BeLLecTBa, M30poeHn B TOUKa 6.1,

AHamHe3a 32 TexKa HezabaBHA peaKkUds Ha CBPBLXUYBCTBHTENHOCT (Hanp. aHa(pUNaKCHA ) KbM ApYyr
OeTa-nakrameH npoaykr (Hanp. uedanocnopuH, kapbaneHem Ui MoHOGAKTaM).

AHamHe3a 33 XBATEHHLA/YEpHOAPOOHO YBpekAaHe, Ib/KALLN CE HA AMOKCHLIMIHH/KNaByTaHOBA
KMUCeaHHa (B, TOuka 4.8).

4.4 ChoennajiHH npeiynpexxaeHAs H Npena3HH MepKH NpH ynoTpeba

[Ipeau 3anouBaHe Ha NE€YEHHUE C AMOKCHLIMIMH/KNABYTAHOBA KHCENHHA, NAUWEHTLT TpAOBa 1a ce
pa3nuTa BHHMaTEAHO NO OTHOLLIEHWE HA NPEAVLIHY PEAKLIMH HA CBPbXYYBCTBHTENHOCT KbM
NEHHUUKTHUHM, LedaNOCNOPHHH WK ApyrHU BeTa-nakTaMHU NPOAYKTH (BK. TOUKH 4.3 n 4.8).

Cepro3HH M NoHAKora paranHu peakUHd Ha CBPbXMYBCTBUTENHOCT (BKIIOYHTENHO aHAPHUIAKTOUAHH
H TEXKKH KOXKHH HEXKEJTaHH peakuuu) ca choOLaBaHHU NTPH MAUHEHTH, JIEKYBAHH C NEHHLIHIIKH.
BH3MOXKHO € ChILO peakLMUTE Ha CBPbLXUYYBCTBHTEHOCT Aa Nporpecupar Ao cuHapomM Ha Kounis —
CEpHO3HA aNnepryuyHa peakuns, KoATO MOXKe Aa JoBeae A0 UHPAPKT Ha MUoKapAaa (BxK. Touka 4.8).
[To-BepOATHO € TE3H peakLUMM Aa ce NOABAT MPHU JIMLIA C aHAMHE3a 338 CBPbXYYBCTBHTEAHOCT KbM
CHHULIWIHH WK TIPH aTOMHYHH aKLa. Mma CboOLIEHH 32 eHTEPOKONIMTEH CUHAPOM, NPenH3BUKAH OT
npuem Ha nekapcTeoto (drug induced enterocolitis syndrome — DIES), rnasHo npu nena, npu KouTo
Ce NPpUIara aMoKCHLIKIHH/ KNaBynaHoBa kucenvHa (Bx. Touka 4.8). DIES e anepruuna peakums ¢
BOAEL CHMITTOM MPOABLIKHTENIHO nospbluane (1 — 4 yaca cnea npuioKeHUE Ha ieKapeTeoTo) He3
aNnepruiiHv KOXKHH HJIH peCnUpaTopHY CUMNTOMH. JJONBbJIHUTENHH CUMNTOMH MOTaT a ObaarT Oonka B
KOopema, AHapHs, XHNOTOHHS HIIH IEBKOLIUTO3a € HEYTpOgHna. UMa TexXKH Cliyuan, BKIIOYHTENHO ¢
nporpecus Ao wok. [Ipy nosea Ha anepruuHa peaxuus NEYEHUETO C AMOKCHULIMITHH/KITaByNaHOBa
KHCe/iMHa TpabBa [a Ce NPeyCTaHOBM U Aa Ce Ha3HAYM NOAXOALIA aNTepHATHBHA Tepanus.

B cnyuai ye ce nokaxe, 4e HHPEKLUHATA ce Ab/DKH Ha aMOKCHLIMITHH-UYBCTBHTENHH
MHKPOOpPraHuamu, Tpsadsa na ce o0cbAH NpeMHHABAHE OT aMOKCHLIWIMH/KJIABYJJAHOBA KMCETMHA Ha
aMOKCHLIMJIMH B ChOTBETCTBHE ¢ OPHLIMATHUTE YKa3aHHA.

YnorpebaTa Ha Ta3u HpopMa Ha AyrMEHTHH He € NOAXOAALLA, KOraTo € HauLEe BUCOK PUCK
npeAnoiara€éMUTe NaToreHn Aa ca ¢ HaMalcHa YyBCTBHTENHOCT H/H ¢ PE3UCTEHTHOCT KbM
OeTa-nakraMHH NPOAYKTH, KOATO HE € Meiu1paHa oT 6eTa-nakraMasH, YyBCTBHTEHH Ha HHXHOUpaHe
OT KJ1aByJlaHOBa KHCeJIHHA, Ta3n opma He TpsabBa Aa ce U3NoA3Ba 3a NeHeHHe Ha
NEHHUHTHH-PEIUCTEHTHH 8. preumoniae.

[Ipu naunenTH ¢ yspeaeHa 6v6peuna dyHKLHA UM NPH TakuBa, NMPHEMALLK BUCOKH 103K, MOKE Aa Ce
MOABAT bPYOBE (BXK. TOUKa 4.8).

JleueHueTo ¢ aMOKCHLIMNTMH/KIaBYlaHOBa KMceNUHa TPpaOBa aa ce u3GArea npu CLMHEHHE 3a
HHPEKUHO3HA MOHOHYK1€03a, Thii KaTo NMPpH TOBa 3a00NABaHe Cliel NPHIKEHHE H2 AMOKCHLIMAUH €
HabsronaBaHa noasaTa Ha MOPOUWIHGOPMEH 0OpHB.

EaHoBpeMeHHa ynoTpeba Ha anonypHHOA NO BpeMe Ha JIeHeHHUE C aMOKCHUMITHH MOXe /1a yBEeTWYM
BEPOSATHOCTTA 3a alleprHiHH peaKkiluH OT CTPaHa HA KOXKaTa.

[TpoavmxuTennara ynotpeba noHAKOra MoXe Aa A0BEAE 10 CBPbXPACTEXK HA HEHYBCTBHTEHH
MHKPOOPraHH3MH.




[losBaTa Ha CUNHO 3aUepPBEH MEHEPANTHIHPAH EPUTEM, CHIIPOBOIEH OT MYCTYJIA, B HAYAN0TO HA
NEYEHHUETO, MOXKE 1A € CUMITTOM HA OCTpa reHepanuilupaHa exkzaHTeMHa nyctyno3a (AGEP) (Bix.
TouKa 4.8). Ta3u peakuusa Hatara CnupaHe Ha N€YEHHUETO ¢ AYIMEHTHH U € NPOTHBONOKA3AHKE 3a
MocNneABaLl NPHEM Ha aMOKCHLIMIIHH,

AMOKCHLIMIINH/KNaByNnaHOBa kMucennHa Tp2OBa a ce npuiara BHUMATEIHO NMPH NalMEHTH ¢ JaHHH 32
yuepHOapOoOHO yBpexkaaHe (Bx. Touku 4.2, 4.3 u 4.8).

CuOUTHA OT CTpaHa Ha uepHUs Apod ca cboOIABaHH NPEANMHO NPH MbXKE W NPH NALIUEHTH B
CTap4ecKa Bb3PacT, H MOXE a Ca CBbP3aHH C NIPOABKHUTENHO jeueHue, Te3u ¢cubutusd ca
ch0oOLIABAHH MHOIO PRAKO NpH Aeua. [Ipy BCHUKH NOMynaluu, NPHU3HALIUTE H CHMIITOMHTE
oOHKHOBEHO ce Haln1oaaBaT No BpeMe Ha MM MAJIKO cllefl JIeUeHHEe, HO B HAKOHU CAyYay MOXE Ja He
CE U3ABAT B0 HAKOJKO CEAMMLHM Cel NMpeyCcTaHOBEBAHE Ha JieueHueTo. Te3u ¢LouTHE 0OMKHOBEHO ca
oOpaTiMH. HepHoapoOHHTE CHLONTUA MOXKE A CA TEKKH H B HIKJIKOUHUTENHO PEKU CIYy4aH ca
AOKJIafiBaHH CMBPTHH cnyyvau. Tesn cbOUTHE NOUTH BUHArW ca HabawaasaHu NPy NalMEHTH CbC
CEpPHO3HO noanexaulo 3adongsaHe UK NpUEMalllH €JHOBPEMEHHO NIEKapCTBa, 38 KOUTO € H3BECTHO,
4ye UMaT NOTEeHUMAN 3a YepHOAPOOHU e€deKTH (BxK. Touka 4.8).

KosHT, CBbpP3aH ¢ NPHIIOKEHHETO HA aHTHOHOTH LM, € ChOOUIABAH NPH NMOYTH BCHUKH
aHTHOAKTEpHANHH NMPOAYKTH, BIJIIOYHTENIHO aMOKCHLIMITHH, H MOXeE 1a BapUpa MO TeXKECT OT JIeK A0
’KHBOTO3acTpaLnabaill (Bx. Touka 4.8). [1o Tazu npyUHHHA NPH NAUWEHTH ¢ AHAPUA 10 BpEMeE Ha HIIH
cnel NTeYeHUe ¢ aHTHOMOTHLIM € BaXKHO 213 C€ WMa NMpeaBH/ Ta3H AHArHo3a. AKO ¢e NOSIBH KOJTHT,
CBBbP3aH ¢ NPUNOKEHUETO HA AHTHOKOTHULIH, JICYEHHETO ¢ AMOKCHUHAHH/KIIaBYIaHOBA KHCENHHA
He3abaBHO TpsabBa Aa c€ NpeyCcTaHOBH, Na C& HaNPaBH KOHCYJ/ITALMA C JIEKAp U Jia C€ 3an0OyHE
NOAXOAALIO JieyeHHe. B To3u cnyyail ca npoTHBONOKa3aHH aHTHNEPUCTAITHYHH TEKapCTBEHU
MPOAYKTH.

1o BpeMe Ha NPOABIKUTENHO JICUEHHE € MPENOPBUHTENHO NEPHOAHUHO A C€ OLUEHABAT OPraHHUTE M
CUCTEMHM QYHKLMH, BKIIIOYHTENHO OBOpeuHara, uepHoapobHaTa ¥ XeMONoeTHYHATA DYHKLUA.

CpobiiaBaHy ca peaxy cliy4yad Ha yAb/KaBaHe Ha NPOTPOMOMHOBOTO BpeMe NPH NALHEHTH,
NEKYBaHH C AaMOKCHUMIWH/KNABYJTAHOBA KMCENUHA. [TpH eIHOBPEMEHHO NPUITOKEHHE C
AHTUKOATryJIaHTH CE Hajlara NoaxoAAWo npocaeassaHe. Moxe na e Heo6X0aMMO KOpUrHpake Ha
[03aTa Ha NePOPATHHUTE AHTHKOArYJaHTH 33 MOALbPKAHE HA XKENAHOTO HUBO HA aHTHKOArynauusa (Bx.

TOUKH 4.5 u 4.8).

[ipn naurenTH ¢ 6BOpeuHo yBpexxnaHe no3zara TpaOBa Na e KOPUIMpa B 3aBUCHMOCT OT CTENEHTa Ha
yBpexaaHeTo (BX. Touka 4.2).

IIpu nawyeHTH ¢ HaMaNeHO OTAENsAHE HA YPUHA MHOTO PSAKO € HabnoaaBaHa KpHCTANypHs
(BITIOYHMTENHO OCcTpO OBLOpevHo yBpexxaaHe), raBHO NpW napeHTepanHo feueHue. [Mo Bpeme Ha
NpuiaraHe Ha BHCOKH A03H aMOKCHUMWIHH CE NMPEnophyBa NogabpKaHe Ha AOCTATLYEH NPHEM Ha
TEYHOCTH H OTAENAHE Ha YPHHA, C LIEN Ja C€ HAMAJIM PUCKDBT OT AMOKCHLIMIIMHOBA KpUCTaNypHs. [ Ipu
NALHWEHTH C KaTEThP B NHKOUHHA MEXYP TPAOBa Ja ce NpoBeXAa PEAOBEH BU3YA/IEH KOHTPON Ha
MPOXOIUMOCTTA (BX. TOUKH 4.8 u 4.9).

[1o Bpeme Ha neveHHe ¢ aMOKCULIMNUH Tpa6Ba 1a ce U3NON3BAT EH3UMHH MTIOKO300KCHAAZHH METO/IN
NpH W3CJIEABAHE 32 HATHUHUE Ha ITIOKO34 B YPHHATA, Thil KATO C HEEH3UMHH METOAU MOKE Na Ce
nony4art Gpaniiueo NOJOKHUTENHHN PE3YJITATH.




HanuuueTo Ha K1aBylaHOBA KHCEIMHA B AYTMEHTHH MOXKe 1a NPHYHHHU HeCNTEUH(PHUHO CBbP3BaHE
Ha lgG v anbymuHa ¢ MeMOpaHUTE Ha YEPBEHHUTE KPBBHH KJIETKH, BOJELIO A0 PaniiUBo
NONOXKHTENEH TECT Ha KymOc,

HMa cBboOLIEHHA 3a NONOKHUTENHHN Pe3YITaTH OT TecTa, Npy “3nonzsaHe Ha Platelia Aspergillus EIA
TecT Ha Bio-Rad Laboratortes npu nauuenTy, npueMalliy aMOKCULUMIHWH/KNAaBYIAHOBA KHCENHHA, 34
KOWUTO CNEA TOBA € YCTAHOBEHO, Ue HAMaT HHGeKUHuA ¢ Aspergillus. Cboblaralu ca KpbCeTOCaHH
peakunu ¢ He-Aspergillus nonusaxapuau u nonugypaHoszu ¢ Platelia Aspergillus EIA TecTt Ha Bio-
Rad Laboratories. CneaoBareHO NMONOKUTENHH PE3YATATH OT TECTa NPH NAUHUEHTH, NTPHEMALLLH
aMOKCHLHAWH/KNAaBY1aHOBA KHCE/IMHA, TpAOBa fa O0bAaT ThJIKYBAHH BHUMATEIHO M 1A CE MOTBBLPAAT
ype3 ApYrH AHArHOCTHYHH METOH.

Tora nAekapcTBO ChABPAKA MTO-MaANKO OT | mmol HaTpuit (23 mg) na Tabnerka, T.e. MOXKE 1a ce Kaxke,
4ye MPAKTHYECKH HE CHABPKA HATPHH.

4.5 BiauMoaeHcTBHE ¢ APYIrH JeKAPCTBEHH NPOAYKTH B APYra GopMH HA B3anMoaeiicTBHe

[lepopanHu aHTUKOAryJaHTH

[lepopastHUTE aHTUKOArYIaHTH H NMEHHUWIHHOBHTE AHTHOHOTHLIH Ca U3MON3BAHH 1LIHPOKO B
MmpaxkTHkaTa 6e3 cbobLUEeHHUs 3a B3auMoacicTBHE. Bbnpeku ToRa, B nuTepaTypaTa MMa ONHUCcaHy
Cny4ad Ha NOBHLIECHO MEXAYHAPOAHO HOpManUiHpaHo choTHoWEHHE (INR) npu naumeHT Ha
MOAABPAKALLO IEYEHHE C aLCHOKYMAPOI UK Bap(apyH U HA3HAYEHO JIeYEHHE C aMOKCHUMIUH. [Ipu
HEOOXOOUMOCT OT ENHOBPEMEHHO NPUNOKEHHE, TPAOBA BHUMATENHO [a CE NpocieaaBaT
NpOTPOMOGHHOBOTO BPEME WIIH MEXKYHAPOIHOTO HOPMAIIM3HPAHO ChOTHOLIEHHE NIPH A00aBAHE MK
CrUpaHe Ha aMOKCHLIUNUH. OCBEH TOBA, MOXKE Aa € HEODXOAMMO KOPHUIrMpaHe Ha 103aTa Ha
NepopaiHUTE aHTUKOAryJ1aHTH (BXK. TOUKH 4.4 1 4.8).

Metotpekcar

[leHHLUMIMHUTE MOXKE Aa HAMAJIAT CKCKPCLUHATA HA MCTOTPCKCEAT, KOCTO Ja A0BCOEC 10 BLIMOXKHO
[IOBHIIABAHE HA TOKCHYHOCTTA.

[IpobeHeunn

EnHoBpemenHa ynotpeba Ha npobeneunn He ce npenopbuea. [1pobeHeunn HaMaigea ObOpeyuHara
TYOYNIHE& CEKPELMA HA AMOKCUUUAWH. EanoBpemenHa ynotpeba Ha npobeneuna Moxke Aa aoBeze a0
YABbDKABAHE HA HAJIMYHETO W NOBHLIABAHE HA HUBATA HA AMOKCULIMIIMH B KPbBTA, HO HE M Ha
K/1aByNaHOBATa KHCE/HHA.

MukogeHonar ModeTu

[Tpu nauyuenTH, npueMaily Mukodernonar MmodeTun, ce chob11aBa 3a HAMANABaHEe Ha NPea1030BaTa
KOHLICHTpaLIMA Ha akTUBHHR METabONHT MUKOo(eHooBa kucenuHa (MPK) ¢ npubnusurento 50%,
CJie] 3aro4BaHe Ha JICYCHHWE € NepopaieH aMOKCHLIWINH IIOC KiaByaaHoBa KucenuHa. [lpomasara s
NpeagO30BOTO HHBO MOXKE Aa HE MPEeACTaBS TOMHO NPOMEHUTE B o011aTa ekcnosiuua Ha M@K,
I[Topanu ToBa, OOMKHOBEHO HE € HeOOX0OAMMA NMPOMAHA B 103aTa HA MHKO(deHoNaT ModeTHA Npu
JIUNCa Ha KIMHHYHH JaHHH 3a HapyLueHa pyHKUMA Ha npucagkara. Benpeku ToBa, Tpabea na ce
M3BbPLIBA BHHMATETHO KIIHHHYHO NPOCNEAABAHE MO BPEME Ha NIEYEHUETO ¢ KOMOMHALHATA U MAJIKO
cJiel 3aBbpLUBAHE HAa AHTHOMOTUUHATA TEPANHA.




4.6 @epraanTeT, 6pEMEHROCT H KBLPMEHE

bpeMeHHOCT

[TpoyuBaHHS NpH KHMBOTHH HE MOKA3BAT NPEKH UNH HEMPEKU BPEOHH Bb3ACHCTBHA BLPXY
OpeMeHHOCTTa, eMOpHOHANHOTO/PETANHOTO pa3BHTHE, PAXKAAHETO MITH NOCTHATANHOTO PA3BUTHE
(BK. TOuka 5.3). OrpaHnuyeHu faHHH 3a ynotpedaTa Ha AaMOKCHLMITHH/KJIABYNAHOBA KUCENHHA MO
BpEME Ha OPEMEHHOCT NpH Xopa He NOKa3BaT NOBHLICH PUCK OT BpoaeHH Mandopmaunu. [Tpu
Npoy4BaHe NPH XXEHH C MPeATEPMHHAITHA NPEXIEBPEMEHHA PYNTYpa Ha deTanHaTa MeMOpaHa ce
cboblnasa, 4e NPOPUNAKTHIHOTO JIeUeHHE ¢ AMOKCHLIMIMH/KJIaBYIaHOBA KHCEIHHA MOXKE 1a 6bae
CBbP3aHO ¢ NOBHUILEH PUCK OT HEKPOTHU3UPALL EHTEPOKOIUT NPH HOBOpOAeHH. [IpuioxkeHneTo Ha
AMOKCHLIMJIMH/KJIaBYJIAHOBA KMCENHUHA MO BpeMe Ha OpeMeHHOocTTa TpaOBa fa ce U30Arsa, OCBEH ako
NEKapPAT HE MPEUEHH, Y€ € HeoDXOANMO.

Kbpmene

JBeTe aKTHBHH BELIECTBA CE€ EKCKPETHPAT B KbpMaTa (He ca YCTaHOBEHH eheKTHTE Ha KNaBy/1aHOBATa
KHCETHHA BbPXY KbpPMadeTo). BCneacTBHe Ha TOBA €2 Bb3MOXKHHU NUapy M rbOMUYHA HHGEKLINA Ha
JUraBHUMTE NPH KbPMAYETO, KOETO MOXKE 11a HAJIOXKH NPEyCTaHOBsABaHE HAa KbpMeHeTo. TpsbBa aa ce
HMa NMpEeABHI Bb3MOXKHOCTTA 3a CEHCHOMITH3Mpane. AMOKCHUMIMH/K/IaBy/1aHOBA KHCENHHA TpAOBa Na
Ce€ M3M0JI3Ba NO BPEME Ha KbPMEHE CaMO CJe/l NIPELIEHKA OT IEKYBALIKA JIeKap HAa ChbOTHOUIEHHETO
NoJi3a/pHUcK.

4.7 Eg¢exTH BbpXY cnocofHocTTa 32 WodHpane H padoTa ¢ MAIIHMAH

He ca npoBexaaHK NpoyuBaHKs 3a eekTUTe BbPXY CIOCOOHOCTTA 3a WodHpaHe U paboTa ¢ MaLLKHU.
BunpekH ToBa MOXKE Jla CE MOABST HEXKETaHH peakiiy (Hanp. alepriuHM1 peaKLHH, 3aMaiiBaHe,
rbPYOBE), KOHTO MOTaT Aa NOBAMALT cnocobHocTTa 32 IwodupaHe KU paboTa ¢ MaLLUHH

(BXK. TOUuKa 4.8).

4.8. Hexenann JEKAPCTBEHH PEAKOHH
Hak-yecTo chOOLIABaHHTE HEXENAHH NTEKAPCTBEHHN peakLHM Ca JHapHA, rajieHe H NOBpbLUAHE.

Hexenannre exkapcTBEHH peakUMH, MONYUYEHH OT KIIMHUYHH NPOYUBAaHHUS M OT NOCTMAPKETHHIOBOTO
HaOmoaeHHe ¢ AYrMEHTHH, ca W3bpoeHH Mo-10J1y U ca KaTeropusupanu ceriaacHo MedDRA, no
CUCTEMO-OpraHeH Kiac.

HM3non3sana € cnegHaTa TEpMHUHONOTHA 3a KNacHDMUMPaHE Ha YECTOTATa HA HEXKEJIAHUTE
JIEKapCTREHHU PEaKLHH.

Muoro uectu (=1/10)

Yecetn (21/100 ao <1/10)

Heuectn (21/1 000 no <1/100)

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

Muoro peaku (<1/10 000)

C Hewn3BecTHa yecToTa (0T HATMUHHATE AAHHW HE MOXKE Aa Obe HanpaBeHa OLIeHKA)

HHdekilnn 1 nudecTaunu

KaHauno3a Ha KoxKara W IMraBuUmTe YecTH

CBpbXpacTeK Ha HEUYBCTBHTEHH C HeussecTHa yecToTa
MHKpPOOpPraHH3MH




HapylueHUs Ha KPbBTA H IMMHATA CHCTEMA

ObpaTHMa NEBKOTIEHHA (BKTIOYKTENRHO Penxu
HEYTPOMNEHHA)
Tpomboumronenus Peaku

OO0patuma arpaHynouMTosa

C Heu3BeCTHa 4YecTOTa

XeMONMTHYHA aHeMMa

(C HeM3BECTHA YecToTa

YabwmKaBaHe Ha BPEMETO Ha KbPBEHE U Ha
NPOTpOoMEHHOBOTO BpeMe!

C Heu3BeCTHAa 4ecToTa

HHE![I]EHHSI Ha UMYHHA4TA cucrema®

AHI’HOHEBPOTH'—IEH OTOK

C Heun3sBecTHA 4YecToTa

AHadunakcus

C HeuzBeCTHA 4eCcTOTA

CunapoM, nojodeH Ha cepyMua bonect

C HeM3BECTHA YeCTOTAa

XHNAEPCECH3UTHBEH BACKYITUT

C HeM3BeCTHa 4YecToTa

Hagxmeﬂm Ha HEepBHATa CHCTEMa

3aMasHOCT Heuectn
[ nasobonue HeuecTH
ObpaTHMa XHIEPAKTHBHOCT C Heu3BeCcTHA 4ecToTa
I"bpuose’ C HeH3BeCTHA 4eCcToTA

ACeNTHYEH MEBHHIUT

C Heu3BeCTHa 4YecToTa

Cbggequu HapYLUEHNS

Cungpom Ha Kounis

C HeHn3BecTHa YecToTa

CTomamHO-q@BHH HApPYIUEHHUS

HAnapus MHoro uectH
[anene’ YecTr
[loBpbluane Hectn
HapyilieHO XpaHOCMHIaHe Heuecru

KONuT, CBbP3aH ¢ NPHIOKEHHETO HA
aHTHOHOTHLW’

C HeM3BeCTHA 4ecToTa

EHTEPOKONUTEH CHHAPOM, NPEIA3IBHKAH OT
MPHEM Ha JIEKAPCTBOTO

C HeMU3BECTHA YeCcTOTAa

C HEM3BECTHA YecToTa

OcTbp MaHKpeaTHT
YepeH ,.xocMmaTt™ e3uk (black hairy tongue)

C HeuzBeCTHa YecToTa

XenaroduinapHyu HapyLeHns

[MoBuinasane Ha AcAT n/nunu AnAT?

HeuectHn

Xenarut’

C HeM2BeCTHA 4YecTOTa

XO0J1ecTaTH4YHa ]liﬁi'I::n.l'l'l"l’.!HI‘*lLl.'ni5

C HeM3BECTHA YECTOTAa

HapyuwieHud Ha KOKaTa 4 NOIKOXKHATA ThKaH

KoxeH o6puB HeuectH

Crpbex HeuectH

YpTuKapus HeuecTH
_Epurema myatudopme Peaku

Cuuapom Ha CTHBBHC-JDKOHCHH

C HeuBeCTHA 4YecToTa

ToxcuuHa CNKHACpMallHa HCKpPOJIH3a

C Hen3BeCTHA 4YEeCcTOoTAa

bynosen ekconHaTueeH nepMaTUT

C HEeU3BECTHA 4ecToTa




OcTpa redepanu3upada eK3aHTeMHa C HEHU3BECTHA 4ecToTa
- nyctynosza (AGEP)'
JlekapcTBeHa peaKUHs ¢ €03HHOPHIIHA K C HeM3BECTHA YecToTA
cucTeMHU cHMNITOMH (DRESS)
CvMeTpHUeR JIeKapcTBEH HHTEPTPUrUHO3eH | C HEW3BeCTHA Y4ecToTa
U PIECKCYPEH eK3aHTeM (CHHAPOM Ha
naguana) (Symmetrical drug-related
intertriginous and flexural exanthema —
SDRIFE)

JIuneapHa IgA Gonecr C Hen3BecTHa YecToTa

HHE!U]BHHH Ha 6’&6@gHTC H INTHKOYHHTC MTbTHLLA

HurepcTHumnaned Heppur C HEH3BECTHA YECTOTA
Kpucranypus (BKJHOUYMTENHO OCTPO C HeusBecTHa 4ecToTa
61L0peuHo yBpexaaHe)’

' Bx. Touka 4.4

’ [TosaBaTa Ha rajeHe € NO-4eCTO NPH MEpopajieH NMPUEM HA BUCOKM JO3H. AKO C€ NOSBAT
peakiuy OT CTpaHa Ha CTOMALIHO-YPEBHUS TPAKT, T€ MOraT Ja C€ HAMAJIAT C NMPHUEM Ha
aMOKCHLIMIIMH/KNIaBYJIAHOBA KMCE/IMHA MO BpeMe Ha XPaHeHe.

' BKIIOYHTENHO NCeBIOMEOPAHO3EH KOIHT M XEMOPAruieH KOJIUT (BX. Touka 4.4)

! YMepeno noeuiasare Ha ACAT u/unu AnAT ¢ YyCTAaHOBEHO NPH MALMEHTH, JIEKYBAHH C
Oera-naKkTaMHH aHTHOHOTHLHM, HO 3HAYEHHUETO HA TE3H NPOMEHH HE € H3ACHEHO.

> TaknBa peakilyM Ca YCTAHOBEHH M ClEA NPUIIOKEHHE Ha APYTH MEHULIMAMHH 1
uedanocnopHM (BxK. Touka 4.4).

° AKO Ce MOSBY PeaKUUA Ha allepruUeH NepMaTHT, EUEHHETO TPA6Ba a ce NpeycTaHOBH
(BXK. TOuKa 4.4).

" Bxk. Touka 4.9

® Bk, Toukn 4.3 n 4.4

CholiuaBaHe Ha NONO3NPAHU HEXKEJIAHW PEAKLHH

CpobiaBaHeTo Ha NOAO3UPAHH HEXETaHU PeakLiMy cfie paspeluaBaHe 3a ynotpeda Ha neKapcTBEHHS
NPORYKT € BaXkHO. T0oBa No3BOABE 2 NPOABIKH HAOMIOACHHETO HA CHOTHOLUEHHETO NON3a/PUCK 3a
NEKapCTBEHHUA NPOAYKT. OT MEAHMLIMHCKHUTE CIIELIHANIMCTH Ce H3KCKBA Aa ¢hoOUaBaT BcAka
NOAO3WpAaHAa HeXeJlaHa peakuus Ha:

M3nbAHHTENHE areHUMA 1o JeKkapeTBara

yi. ,,JiamaH ['pyes™ Ne 8

1303 Codus

Ten.: +3592 89034 17
yebcalT: www.bda.bg

4.9 Ilpeao3upane

CHMNTOMMU Y IPU3HAUN HA NPEIO3HPAHE

Moxe aa ce HabmoaapaT CTOMaLHO-UYPEBHH CHMITTOMH M HapylIaBaHe Ha BOAHO-ENIEKTPOIUTHHS
banauc. Habmonasana € aMOKCHUMAKHOBA KPHCTATYPHSA, B HAKOM Ciydan Boaema ao 6n6peuna
HEAOCTATBYHOCT (BX. TOUKa 4.4).

NnpUEMailiy BUCOKH O33N,
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HUmMa cboOLueHns, Y€ aMOKCULIMIIKMH C€ YTasgBa B KATETbpa Ha NMKOYHHUA MEXYP, OCHOBHO Cllea
MHTPABEHO3HO NMpHAAraHe Ha BUCOKH No3H. Tpadpa na ce nposexaa peloBEH BU3YAIEH KOHTPO
(BXK. TOuKka 4.4).

JledeHHe HA HHTOKCHKALIKMA

CHMOTOMHTE OT CTPaHa Ha CTOMALLHO-UPEBHHA TPAKT MOTraT Ja c€ NEKyBaT CHMNTOMATHYHO, KaTo ce
00bpHEe BHHMAHHE HA BOJHO-ENEKTPONHTHHS OanaHc.

AMOKCHUNIIHH/KJI2BY1aHOBA KMCETMHA MOXE [1a C€ OTCTPaHH OT KpbBOOOpaLEHHUETO Upe3
XEMOAHAIH3A.

5. ©®APMAKOJOI'MYHH CBOHCTBA

5.1 PapMaKoAHHAMHYHH CBOHCTBa

QapmakoTepanesTHuHa rpyna: KoMOHHALMA OT NEHUUUNHHH, BKIIOYUTETHO HHXHONTOpK Ha OeTa-
nakramaszu, ATC koa: JOICRO2.

MexaHK3bM HA JecTBUe

AMOKCHLM/IUH € NONYCHHTETHYECH NEHUUMIHH (0eTa-naKkTaMeH aHTUOMOTHK), KOMTO UHXHOMpA eTHH
WU MOBeYe eH3UMH (YEeCTO HApPHYaHH NMEHHLHANHCBBbp3Ballu npoteuHu, [TCIT) B niba Ha OnocHHTE3a
Ha DaKTepHalHUA NENTUIOINMMKAH, KOWTO € ChILECTBEH CTPYKTYPEH KOMIMIOHEHT Ha OakTepuanHara
KneTbuHa cTeHa. MHXUOHMpaHeTo HA CHHTE3a Ha NENTHIOTNIMKaHAa BOAW A0 oTchabBaHe Ha KneTb4HaTa
CTEHa, KoeTo OOMKHOBEHO C€ MOC/IeBa OT KIIEThYHO pa3rpaxiaHe H CMbpT.

AMOKCHUMIKH € YYBCTBHUTENICH KbM pa3rpaxaaHe oT OeTa-laKkTamMai3nTe, NpoayuHpaHH OT
pe3UCTEHTHUTE OaKTepuu, Nopaau KOeTo CNEeKTLPLT HA AEHCTBUE HA AMOKCHUMAHH KaTo
MOHOTEPANHUA HE BKTIOYBA MHKPOOPraHH3MH, KOMTO NMPOU3IBEXAAT T€3H €H3UMH.

KnasynaHosara kvcenHHa e OeTa-nakram, CTpyKTYpHO noaobeH Ha NeHUUMAHHHTE. T8 UHAKTHBHpa
HAKOH OeTa-nakTaMa3zHU €H3UMM, KaTO MO TaKbB HAYHH NPENOTBPATABA MHAKTUBUPAHETO HA
aMokcHUMNUH. KnasynaHosara KHCENTHHA CAMOCTOATENTHO HE MPOABABA KTHHHUYHO NONE3EH
aHTHOakTepHaNcH edeKT.

Bpb3ka apMaKOKHHETHKA-PapMakoAWHAMHUKA

BpeMero Haa MUHUMAanHaTa notckawa koHueHTpauus (T>MI1K) ce cunta 2a oCHOBHMS onpeaensi
dakTOp 33 €PUKACHOCTTA HA AMOKCHLIMIIMH.

MexaHK3MH Ha PE3HCTEHTHOCT

I.[BﬂTa OCHOBHH MCXaHHM3IMa Ha PC3HCTCHTHOCT KbM amoxcuuunuu/xnaﬁynanona KHCC/IHHA Ca.

. HNuaxTHBuYpaHe OT Te3u DakTepranHu 6eTa-1akTaMazu, KOHTO HE ¢a UHXHOHUPaHH OT
KJIaByNaHOBATa KMCeMHa, BKIKYnTenHo knac B, C u D.
o M3amenenune Ha I1CI1, koeTo namanspa adhuHMTETa Ha aHTHOAKTEPHAJIHUS TTPOAYKT KbM Tapre
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JIunca Ha nepMeabunnuTeT Ha OaKTEpUHUTE M MEXAHH3IMH HA e€DyKC NOMNAa MOraT 1a NPHUYHHAT WIH
Aa AONpHHECcaT 3a DakTepHanHaTa pe3MCTEHTHOCT, ocobeno npy I'paM-oTpruaTenHH OaKkTepuHu.

[ pannuHy cToHHOCTH (breakpoints) Mpyu U3NKHTBAHE 3a YYBCTBUTENHOCT

Kputepun 3a nurepnperaupa Ha MIIK (MIC — minimum inhibitory concentration) npu wanureaxe 3a
YyBCTBUTEJIHOCT ca pazpaboreHu oT EBponeHckHa KOMUTET MO U3NUTBAHE 32 HYBCTBUTENHOCT KbM
aHTHMHKPOOHU nekapcTBa (EUCAST — European Committee on Antimicrobial Susceptibility Testing)
32 AMOKCHLIMIIWH/K/1aByIaHOBA KHCENMHHA ¥ MoraT aa 6bAaT HaMepeHH! Ha
https://www.ema.europa.cu/documents/other/minimum-inhibitory-concentration-mic-
breakpoints_en.xlsx

PaznpocTpaHEeHHETO Ha PE3UCTEHTHOCTTA MOXKE 1a BapHpa reorpadcki H BhB BPEMETO 3a ONpeaeseHH
BHIOBE H € XKENATENHO Aa HMa IoKaaHa HHOpMaUKA 3a pe3UCTEHTHOCTTA, 0CODEHO NpH JleueHHe Ha
TeXKKH HHPeKUMH. [Tpn HeobxoauMocT Tpabea Aa ce NOTbPCH CHBET OT CNEUHANHUCT, KOTATO
NOKANHOTO PasnpOCTPaAHEHWE HA PE3UCTEHTHOCT € TAKOBA, Y€ MON3aTa OT IEKAPCTBEHUA MPOAYKT NpH
IOHE HAKOK BHAOBE HHDEKLHUH € oA Bbpoc.

MHK@GEI‘RHHBMH. KOHUTO oOMYaliHO ca YYBCTBUTENHH

AepoOny | paM-NoNOKKUTENHH MHKPOOPraHW3MH

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (METULIMANH-YYBCTBUTE/EH )L
Koarynasa-HeraTuBHY cTaPHIOKOKH (METHLIM/IMH-HYBCTBHTE/THH )
Streptococcus agalactiae

Streptococcus pneumoniae’

Streptococcus pyogenes U ApYrH 6eTa-XeMONNTHYHHA CTPENTOKOKH
I pynara Ha Streptococcus viridans

AepobHu ["paM-oTpHLIaTENTHYH MUKDPOOPTraHH3MH
Capnocytophaga spp.

Eikenella corrodens

Haemophilus influenzae’

Moraxella catarrhalis

Pasteurella multocida

AHaepoOHH MHUKPOOPraHU3IMH
Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp.

Bujose, Ipy KOUTO MpUAOGHTATE PE3UCTEHTHOCT MOXKE f1a € npobaeMm
Aepobun ['paM-noNnoXUTENRY MUKPOOPraHW3MH
Enterococcus faecium 3

Aepobru ['paM-0TpHLUATENHW MHKPOOPTraHH3MH
Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Proteus mirabilis

Proteus vulgaris
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MHK@OEF&HHBMH C BpOACHa PCIUCTCHTHOCT

Aepobuu ['paM-OTPULATEIHH MUKPOOPraHU3MHU
Acinetobacter sp.

Citrobacter freundii

Enterobacter sp.

Legionella pneumophila

Morganella morganii

Providencia spp.

Pseudomonas sp.

Serratia sp.

Stenotrophomonas maltophilia

Apyru MUKpOOprasusmMu
Chlamydophila pneumoniae

Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

$ EcTecTBeHa uHTepMeaAHepHa YYBCTBHTEIHOCT NPH JIMACA HA TPUAOOHT MEXAHU3BM Ha
PE3UCTEHTHOCT.

£ BCHUYKH METULIMTHH-PE3UCTEHTHH CTAQHIIOKOKH Ca PE3UCTEHTHH KbM
AMOKCHLIMAWH/KNABYNaHOBA KHCETHHA.

' Streptococcus pneumoniae, pe3UCTEHTHH KbM NMEHWLIMIIHH, He TpABBa Aa ce neKyBar ¢ Tazu
¢opma Ha aMOKCHULIMIMH/KJIaBYJIaHOBA KMCENHHA (BX. TOukH 4.2 U 4.4).

‘[1lamMoBe C HaMaleHa YyBCTBHTENHOCT ¢a AOKIaJBaHK B HAKOH cTpaHu B EBponeiickus cbio3
C YecToTa no-BHcoka ot 10%.

3.2 DAapMAKOKHHECTRYHH CBOHCTEBa

Ab6copbuns

AMOKCHULIMJIMH M KJIABYJIAHOBATA KMCENHHA C€ AUCOLUMHUPAT HAITBJIHO Bb8 BOAEH Pa3TROP C
dbusnonoruuno pH. J{Bere akTusHU BellecTBa ce abcopOupar 6bp30 4 400pe cnea nepopaitHo
npunoxexue. Cnea nepopanHo NpuaokeHue OUOHANUUHOCTTA Ha AMOKCHLIMAIMH H Ha KJ1aBYJIaHOBATA
kucenuHa € npubansurenno 70%. INnasMennTe npoduin Ha JBETE aKTUBHH BELLECTBA Ca CXOAHU H
BpEMETO 33 NOCTHraHe Ha BbPX0Ba Nna3MeHa KOHUEHTPALMS ( Tmax) M NPH ABETE € NPUOIUINTENHO
€/IHH 4ac,

ﬂo-no.ny Ca NpeACTABCHH d)ﬂpMﬂI{OKHHETH‘-IHHTe PE3YATATH OT CAHO [IPOYHBAHE, IIPH KOCTO

aMOKCHLMIIMH/K1aBy1aHOBa KHcenuHa (Tadnerku or 500 mg/125 mg Tpu nbTH AHEBHO) € NPHIOXKEH
Ha ragHo NpH rpyny sapasu AoOpoBoIILH.
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Cpennn (= SD) ¢papmMakOKkHHETHYHH NapaMeTpy
[TpunoxeHo (1) Jlo3a Crnax Trmax * AUC0.24n) T 1/2
aKTUBHO (M) (mg) (ug/ml) (h) (ng.h/ml) (h)
BELLECTBO (a)
AMOKCHUMWNIUH

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

KiasynaHoBa KHCE/IHHA
AMX/CA 125 2,40 1,5 15,72 0,98
500 mg/125 mg + 0,83 (1,0-2,0) + 3,86 +0,12
AMX - amokcuunnud, CA — KiaBysaHOBa KHCENHHA
* Meauana (06xBar)

CepyMHHTE KOHUEHTPALUMH Ha aMOKCHLIWIHH M KJTABYAHOBATA KHCEJIHHA, IOCTHIHATH C
AMOKCHLIMITMH/KIIABYTAHOBA KHCENHHA, Ca CXOAHH C T€3H Cle/l NEPOPATHO NPHIIOKEHHE HA
EKBUBAJICHTHHU N03H OT CAMOCTOATEIHO NPUIOKEHH aMOKCHUMAWH WK KNaBYJ1aHOBA KHCEJIHHA.

Pasnpenenenue

Okono 25% oT 0010TO KONHYECTBO Ha K1aBY.1aHOBATa KHCENHHA B i1a3Mara U 8% oT obuwoTo

KOJMHYECTBO HA AMOKCHLHJIMH B NJ1a3MaTa ¢a CBbP3aHu ¢ MPOTEHHM.
[IpuBuaHHAT 00eM Ha pasnpeaeneHue e oxosio 0,3-0,4 1/kg 3a amokcuumnue v okono 0,2 I/kg 3a
K1aByNlaHOBAaTA KUCEJIMHA.

Cnea MHTPaBEHO3HO NPUIIOKEHUE, AMOKCHLMIIMH W KNaBYJTAHOBA KHCETMHA C€ YCTAHOBABAT B
AKITBYHUA MEXYp, KOPEMHATA ThbKaH, KOXKaTa, MACTHATa ThKaH, MYCKY/IHHTE TbKaHH, CHHOBHANHATA U
MEPHUTOHEATHATAa TEYHOCT, XKTbYKATa H THOHTa. AMOKCHLIMJIMH He Ce pasnpeaen JOCTaTbYHO B
uepebpocnrHaNIHaTa TEUHOCT.

OT npoyuBaHWATa NPH XKUBOTHU HAMA JOKA3aTEICTBA 3a 3HAYHMO 3aAbPXKAHE B THKAHHUTE HA
JIeKapCTBEHO-TIPOM3BOIHH BELLECTRA 3a HUKOSA OT ABETE CbCTABKH. AMOKCHUMIIMH, NOAOOHO Ha
NOBEYETO NEHULIMITHHH, MOXKE Ja C€ YCTAHOBH B KbpMaTa. ClieaAr OT KNaByJ/laHOBA KUCENHHA CBLLO
MOTraT Aa ¢€ OTKPHUAT B KbpMata (BX. Toyka 4.6).

Hoka3aHo e, 4e aMOKCHLM/IWH Y K1aBy/laHOBATa KUCENUHA PEMHMHABAT NPe3 nnaueHTapHarta Sapuepa
(BXK. TOUKa 4.6).

buoTpancdopmanmns

AMOKCHLIMJIHH Ce EKCKPETHPA YACTHHHO B YPHHATA KaTO HEAKTUBHATA MEHHLWI0EBA KHCEIHHA B
KonuuecTBa, ekBUBaANeHTHH HA 10 1o 25% ot Havannara nosa. KnapynaHosara KHCEJIHHA ce
META00NH3NPa €KCTEH3UBHO NMPH YOBEKA ¥ CE OTAENA B YPUHATA H M3NPAKHEHUATA, U KaTO
BLIICPOAEH OJHOKCHI B U3AUILBAKUS BB3OYX.

ETMMHHHpAHE

OCHOBHMAT NBT Ha ENTHMUHUpaHE HAa AMOKCHLMJIKH € npe3 6b0penuTe, J0KaTO KJI1aBY1aHOBATA
KHCE/IHHA €€ €/IHMHHHUPA KaKTO no ObOpeyHH, Taka ¥ o H3BBLHOBOpEUHH MEXAHU3MH.
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AMOKCHUMNHH/K/TABYIAHOBA KUCEJIMHA UMA CPEJIEeH €IMMUHALIMOHEH MNOJIYXXHBOT OT NPHONU3HTENTHO
€lHH Yac U cpeaeH ooty knupbuHC npubausurento 25 I'h npu 3apasu nuua. [Npubnuszurenno 60 ao
70% ot aMOxCHLMIWH W npubausutento 40 no 65% ot kKnaBynaHoBaTa KMCE/IMHA CE EKCKPETUPAT
HETIPOMEHEHH B YPHHATA NPe3 NbPBUTE WIECT 4aca CleA NPUNOXEHWE Ha eIMHUYHA 1032

AyrMeHTuH 250 mg/125 mg wnu Ayrmentus 500 mg/125 mg tabnetku. B HAKONKO npoy4BaHua €
YCTaHOBEHO, Y€ YPUHHATA exckpeuud € 30-85% 3a amokcHunnuH W Mexay 27-60% 3a knasynaHoBara
KHCEIMHA 3a NnepHoa ot 24 vaca. 3a KnaBynaHOBATa KHCENWHA, HAH-TONIIMO KOJIMMECTBO OT
NeKapCcTBOTO C€ EKCKPETHPa Npe3 NbPBHTE ABA Uaca Clie]l NPHIoKeHHUE.

EnHoBpeMEHHOTO NpunokeHne Ha npobeHeuna 3abapa eKCKpeLnaTa Ha aMOKCHLUIMITHH, HO He 3abaBs
ObOpeuHaTa eKCKpeUUs Ha KNaBy1aHOBATa KUCENWHA (BXK. TOUKA 4.5).

Bb3pacT

ENMMHHALMOHHHAT NONYXHUBOT HA AMOKCULIMIIUH € NoA00eH MNpH Aena Ha Bb3pacT OKoJIo 3 Mecela a0
2 TOAWHH H NpPH NO-FONEMH AcLia U Bb3pacTHH. [1p1 MHOro Mankure aelia (BKIIOYHTENHO
NpexXAEBPEMEHHO poaeHH Oebera) npe3 NbpBaTa CEAMMULA OT KHUBOTA HHTEPBANLT Ha NPUNIATAHE HE
TpAOBa Ja HAAXBLPAA NPHNAraHe ABa MbTH JHEBHO NOPAgH HE3PANOCT HA OBLOpEeYHHA BT Ha
eJIMMHHHpaHe. Thid KATO NPH NaLMEHTHUTE B CTAPUYECKa Bb3PACT ChLIECTBYBA NO-FOASMA BEPOATHOCT
1a UMaT HaMasieHa 0bOpeyHa dyHKumA, € HeoOXOAMMO BHUMaHUE Npy H3Bopa Ha 1033 K MOXKE Aa ¢
MoJIe3HO Aa ce npocneassa 6b6peuHaTa PpyHKUHA.

[on

Chen nepopanHo NPUROKEHHE HA AaMOKCHLIMITHH/KNABYIaHOBA KUCENHHA NPU 3JIpaBH MbXKE U XKEHH
NoABT He € OKasal 3HAYMMO BAHAHHE BbpXY GPapMaKOKHHETHKATA HUTO HA AMOKCHLIMJIMH, HUTO HA
KJ1aBYJIGHOBAaTa KMCENHUHA,

bbuOpeyHo yBpexKIaHe

OOGImHUAT cepyMeH KNTHPBLHC Ha aMOKCHLIMAWH/KNaBY1aHOBA KUCENMHA HAMANSBA MTPONOPLIMOHAIHO C
HamanasaHeto Ha 6vbpeuraTa QyHkuma. [ToHWKaBaHETO HA JIEKAPCTBEHHA KITMPLHC € NO-U3pa3eHo 3a
aMOKCHULIMJIHH, OTKONIKOTO 34 K/1aByNIAHOBAaTa KUCENUHA, Thil KATO NO-TrONAMa HaCT OT aMOKCHLIMJIMH Ce
ekckpeTHpa npes 6u0peuuTe. [opaaun Tasu npuuHHa fo3upasero npu 6L6peuHo yBpeKaaHe Tpadea
Aa NpeRoTBpaTH NPEKOMEPHO HATPYMNBaHE HA AaMOKCULIWJIMH, KATO €AHOBPEMEHHO C€ MOIAbPKAT
MOAXOAALUIH HHBA Ha KIABY/1aHOBATA XUCEAMHA (BXK. To4Ka 4.2).

YepnoapobHo yBpexaaHe

Jo31paHeTo NPH NAUKHEHTH ¢ yepHOAPOOHO yBpexaaHe TpabBa a ce U3BbPLIBA C BHHMAHHE U
YyepHoApoOHATa PYHKLHA Aa ce NpOCNeAaBa PeNOBHO.

5.3 IIpeaxk/IHHHvYAH JaHHH 33 Oe30macCHOCT

HexnuHruHHTe AaHHK HE NOKa3BaT ocofeH PHCK 3a xopa Ha 6azaTta Ha apMaKONOrMYHH NPOYUBaAHHUA
3a 6€30NacHOCT, NPOYYBAHUA 32 FEHOTOKCHYHOCT U PENPOAYKTHBHA TOKCHYHOCT.

[IpoyuBaHHs 332 TOKCHHHOCT NPH MHOTOKPATHO TIpHJIaraHe, NMpOBEASHU NMPH KyueTa ¢
aMOKCHLWTHH/KITaBy1aHOBA KMCEINHA, TTOKA3BAT CTOMALLHO APa3HEeHEe U NMOBPLIIAHE, KAKTO U

NpoMsiaHa B LIBETA Ha €3HKaA.

He ca nposexxnaHy npoyyBaHHs 3a KaHLEPOreHHOCT ¢ aMOKCHLIMAMH/KIIaBY1aHOBA KHCEMHA.,
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6. OPAPMALUHEBTHYHHU JIAHHU
6.1 ChnHcbK HA NOMOIHHTE BellleCTBA

Hopo na mabremkama

MarHe3uesB cTeapar

HaTpueB HULLECTEH rIMKoaaT Tin A
CunuuMeB THOKCH, KOJIOUAEH De3BOIeH
MUKpOKpUCTaIHA LIeJ1yJ103a

DuiMoB80 nokpumue Ha maod.1emkamd
TuranoB nuokcun (E171)
Xunpomenosa

Makporon (4000, 6000)
JAUMETUKOH

6.2 HechLBMECTHMOCTH

Henpuiioxxumo.

6.3 Cpok Ha roanocrt

6.4 ChnenHa/iHH YCJIOBHAl HA ChbXPAaHEeHHE

Jla ce chbxpaHsBa B OpUruHajiHaTa OnakoBka, 3a Ja ce npeanasy oT Biara.
Jla He ce cbxpaHsaBa Haa 25°C.

6.5 Buau cbhaAbpKaAHHE HA ONAKOBKATA

baucrepu ot PVC/Anymunui/Ilonvamua naMMHAT ¢ NOKPUTHE OT alyMUHHEBO (POJIHO, HApEUYEHH
CTyAeHO (popmoBaHH anyMuHueBH Oinctepu (CFB), cvabvpxkaium 4, 10, 12, 14, 16, 20, 24, 30, 100 nau
500 TabneTkH.

ABCHH B ILTHKYE C aJTyMUHHEBO MOKPHTHE, ChABPKALIO

St pokich packs (DPBY). catepmamst 14, 20 win 21 TabneTxn,
He BCHuKM BHAOBE ONAKOBKHU Morar aa ObaaT nycHATH Ha rasapa.

6.6 ChneunajaHu npeanasHH MepPKH NPH H3XBBbPJisiHe H padoTa

Hewn3non3eaHuAT 1ekapcTBEH NMPOAYKT UM OTNAaAbYHUTE MaTEepHUaliM OT Hero TpsbBa aa ce U3XBbPJIAT
B CbOTBETCTBHE C MECTHUTE U3UCKBAHMA.
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7. IIPHATEXATEJI HA PAZPEIIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Trading Services Limited
12 Riverwalk,

Citywest Business Campus,

Dublin 24,

Hpnauaus

8. HOMEP(A) HA PABPEHIEHHUETO 3A YIIOTPEBA

Per. Ne 20000314

9. OATA HA ITBPBO PA3PEINABAHE/TIOJHOBSIBAHE HA PAZPEHIEHHETO 3A
YIIOTPEBA

Jara Ha mppBo pa3spemiaBane: 29 HoemBpH 1994 r.
Harta Ha nocnegHo noaHoesaBaHe: 14 aekemepu 2015 r.

10. JATA HA AKTYAJ/IMBUPAHE HA TEKCTA
05/2024
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