Rx THUOC BANTHEO DON

Aumoxtine 625mg

THANH PHAN: Méi vién nén bao phim chita

- Amoxicillin trihydrat compacted tuong duong Amoxicillin
-Clavulanatkali: Avicel (1:1) tuong duong Acid clavulanic...
-Ta dugc: Microcrystallin cellulose PH112, Povidon K30, Natncroscarmellose
Crospovidon CL, Polyethylen glycol 6000, Magnesi stearat, Colloidal silicon
dioxid A200, Simethicon, Hydroxypropyl methylcellulose 15¢P, Titan dioxid.
DANG BAO CHE:Vién nén bao phim, diing uéng.

QUY CACHDONGGOl:

Hop 2vix7vién.

Hop 1vix10vién, hop 2 vix 10vién, hop 3 vix 10 vién,hép 10vix 10 vién.
DUgCLUC HoC:

Amoxicillin va clavulanat kali la mét phéi hgp c6 tac dung diét khudn. Su
ph0| hop nay khéng lam thay d6i ca ché tac dung ctia amoxicillin (Gc ché
téng hop pept|doglycan mang té€ bao vi khuan) ma con ¢é tac dung hiép
doéng diét khuan, ma rong phd tac dung ctia amoxicillin chdng lai nhiéu vi
khuén tao ra beta-lactamase trugc day khang lai amoxicillin don déc, do
acid clavulanic 6 &i lyc cao va gén vao beta-lactamase cla vi khuan dé tic
ché.

Acid clavulanic thu dugc tir sy 1én men cla Streptomyces clavuligerus, c6 cdu
trdc beta-lactam gan giéng nhan penicillin, ban than cé tac dung khang
khuan rat yéu déng thai ¢ kha nang Uic ché beta-lactamase do phan 16n vi
khuén Gram am va Staphylococcus sinh ra, nhung Staphylococcus khang
methicilin/oxacillin phai coi la da khang amoxicillin va acid clavulanic. In
vitro, acid clavulanic thuéng tc ché penicillinase tu cau, beta-lactamase tao
ra do Bacteroides fragilis, Moraxella catarrhalis, va cac beta-lactamase phan
loai theo Richmond va Sykes typ I, I1l, IV va V. Acid clavulanic cé thé tc ché
mot vai loai cephalosporinase tao ra do Proteus vulgaris, Bacteroides fragilis
va Burkholderia cepacia nhung thudng khong Uc ché cephalosporinase
truyén qua nhiém sic thé Richmond-Sykes typ I; do d6 nhiéu ching
Citrobacter, Enterobacter, Morganella, Serratia spp., va Pseudomonas
aeruginosa van khang thudc. Mot s8 beta-lactamase phé rong truyén qua
plasmid cla Klebsiella pneumoniae, mét s& Enterobacteriaceae khac va
Pseudomonas aeruginosa cting khong bjacid clavulanic tc ché.

Acid clavulanic cé thé thdm qua thanh té bao vi khuan, do d6 c6 thé (ic ché
men & ngoai t& bao va men gan vao t€ bao. Cach tac dung thay déi tuy theo
men bi tc ché, nhung acid clavulanic thudng tac dung nhu mét chat tic ché
cétinhtranh chdp vakhong thuan nghich.

Phé diét khuan ctia thuécbao gém:

+Vikhuan Gram duong:

- Loai ua khi: Streptococcus faecalis, Streptococcus pneumoniae, Streptococcus
pyogenes, Streptococcus viridans, Staphylococcus aureus, Corynebacterium,
Bacillus anthracis, Listeriamonocytogenes.

- Loai ky khi: Cac loai Clostridium, Peptococcus, Peptostreptococcus.
+Vikhuan Gram am:

- Loai ua khi: Haemophilus influenzae, Moraxella catarrhalis, Escherichia coli,
Proteus mirabilis, Proteus vulgaris, cac loai Klebsiella, Salmonella, Shigella,
Bordetella, Neisseria gonorrhoeae, Neisseria meningitidis, Vibrio cholerae,
Pasteurellamultocida.

- Loai ky khi: CacloaiBacteroides ké ca B. fragilis.

Nhu vay amoxicillin va clavulanat kali cé tdc dung d6i véi ca hai loai vikhuan
tao va khong tao beta-lactamase nhay cdm véi thudc, nhung nhiéu nha lam
sang cho rang dé diéu trj vi khuan khéng tao beta-lactamase thi nén uu tién

dung amoxicillin don doc, danh thudc phdi hgp cho cac loai tao beta-
lactamase nhay cdm. Do thudc cé nguy co gdy vang da & mat, nén khéng
dugc dung qué 14 ngay. Trudc khi bt dau diéu tri bang thudc phéi hgp, phai
xac dinh vikhudn gay bénh valam khang sinh d6. Trong khi ch& két qua, cho
diéu tri bang thuéc phéi hgp néu nghi ngd do vi khuén tao beta-lactamase.
Néu két qua xét nghiém cho thay khang thudc, phai ngting ngay.
DUGCHONGHOC:
Amoxicillin va clavulanat kali déu hap thu dé dang qua dudng udng va cuing
bén ving véi dich acid ctia da day. Nong do ctia amoxicillin va acid
clavulanictrong huyét thanh dattéidasau 1-2,5 giguéng thudc.
Clavulanatkali khong lam &nh huéng t6i dugc dong hoc ctia amoxicillin, tuy
nhién amoxicillin c6 thé lam tdng hap thu qua dudng tiéu héa va thai trirqua
dudng niéu déi véi clavulanat kali so véi khi dung clavulanat kali don déc. Su
hap thu cua thudc khéng bi dnh hudng béi thiic an véi dang ché phdm phéi
hop théng thuang.
Sau khi uéng liéu 500 mg amoxicillin va 125 mg acid clavulanic, néng dé
trong huyét thanh dat 6,5 - 9,7 microgam/ml v&i amoxicillin va 2,1 - 3,9
microgam/ml d8i vdi acid clavulanic.
Sau khi udng, ca amoxicillin va acid clavulanic déu phan bé vao phéi, dich
mang phéi va dich mang bung, di qua nhau thai. M6t lugng thuéc nhé dugc
tim thdy trong dém, nudc bot cing nhu trong sita me. Khi mang ndo khéng
bi viém, néng do thudc trong dich nao tdy rat thap, tuy nhién lugng thuéc
16n hon dat dugc khi mang néo bi viem. Amoxicillin lién két vdi protein
huyét thanh khodng 17- 20 % va acid clavulanic dugc théng béo lién két vai
protein khoang 22 -30%.
Sinh kha dung dudng uéng ctia amoxicillin 1a 90 % va cla acid clavulanic la
75 %.Thai gian ban thai ciia amoxicillin la 1 - 2 gid va clia acid clavulanic la
khoang 1 gio.
Saukhiuéng liéu don amoxicillin va clavulanat kali & nguai I6n c6 chic néng
thén binh thudng, 50 - 73 % amoxicillin va 25 - 45 % acid clavulanic dugc
dao thai qua nudc tiéu dudgi dang khong déitrong vong 6 dén 8 giv. 3 ngudi
suy than, néng dé huyét thanh cia cd amoxicillin va acid clavulanic déu cao
han ciing nhu thai gian ban thai kéo dai hon. G bénh nhan véi thanh thai
creatinin 9 ml/phut, thai gian ban thai cia amoxicillin va acid clavulanic 1an
luotla7,5va4,3gio.
Caamoxicillin va acid clavulanic déu bj loai bé khi thdm phan mau. Khithdm
phan mang bung, acid clavulanic cling bj loai bd trong khi chi mét lugng rat
nho amoxicillin biloai bo.
CHIiDINH:
AUMOXTINE dugc dung dé diéu tri trong thai gian ngdn cac bénh nhiém
khuén sau:
-Nhiém khuan ndng dudng hé hap trén: Viém amidan, viém xoang, viém tai
gila.
- Nhiém khudn ho hdp dudi bdi cac ching H. influenzae va Moraxella
catarrhalis sdn sinh beta-lactamase: Viém phé quan c&p va man, viém phéi -
phé&quan.
- Nhiém khudn ndng dudng tiét niéu - sinh duc bdi cac chang E. coli,
Klebsiella va Enterobacter san sinh beta-lactamase nhay cam: Viém bang
quang, viém niéu dao, viém bé than (nhiém khuén dudng sinh duc n).
-Nhiém khuan da va mé mém: Mun nhot, cén tring dét, ap xe, nhiém khuan
vétthuong, viem mé té bao.
-Nhiém khuan xuong va khop: Vlemtuyxucng
-Nhiém khuén nhakhoa: Ap xe 6 rang.
- Nhiém khuan khac: Sdy - pha thai nhiém khudn, nhiém khuan san khoa,
nhiémkhuéntrong 6 bung.
LIEULUGNG VA CACHDUNG:
Dung uéng vao ltc bét dau an dé gidm thiéu hién tuong khéng dung nap
thuéc & da day - rudt. Khéng dung qué 14 ngay ma khong kiém tra xem xét
lai cach diéu tri.
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*Ngudilénvatréemtrén40kg: 1vién 625 mgx2lan/ngay.

- Nhiém khuan ndng va nhiém khudn dudng hé hdp: 1 vién 625 mg x 4
lan/ngay.

- Ngusi cao tudi: Khéng can diéu chinh liéu trirkhi dé thanh thai creatinin <
30ml/phat.

-Khéngdung chotré em dudi40kg.

*Trudng hgp suy than & ngudi l6n va tré em trén 40 kg can phai gidm liéu cho
phuhgp:

+D0 thanh thai creatinin > 30 ml/phit:Khéng can diéu chinh liéu.

+Do thanh thai creatinin tir 10-30 ml/phut: 1vién 625 mgx21an /ngay.

+Do thanh thai creatinin < 10ml/phut: 1vién 625 mgx 11an/ngay.

+Tham phan mau: 1 vién 625 mg x 1 1an/ngay, udng trong va sau khi thdm
phan.

*Trudng hgp suy gan: Liéu dung mét cach than trong va theo déi chiic nang
gandéudan.

CHONG CHi BINH:

- Di ting v&i nhédm beta-lactam (cac penicillin va cephalosporin), cac thanh
phankhacctiathudc.

- Can chd y dén kha nang dj tng chéo vdi cac khang sinh beta-lactam nhu
caccephalosporin.

THANTRONG KHISU DUNG:

- Ngudi ¢6 tién st vang da, r6i loan chiic nang gan do dung amoxicillin va
acid clavulanic hay cac penicillin vi acid clavulanic gay tang nguy co & mat
trong gan. Cac dau hiéu va triéu chiing vang da & mat tuy it xdy ra khi dung
thuéc nhung cé thé ndng. Tuy nhién nhiing triéu chiing dé thudng héi phuc
dugcva sé hét sau 6 tuan ngung diéu tri.

-Thantrong va theo déi chiic ndng gan déu dan. Banh gia dinh ky chiic nang
hé théng cd quan, bao gém than, gan va chic ndng tao mau trong diéu tri
kéo dai.

- Déi véi nhiing ngudi bénh suy than trung binh hay nang can chad y diéu
chinhliéudung.

- Déi véi nhiing ngusi bénh cé tién st qua man véi cac penicillin 6 thé c6
phan (ing ndng hay t& vong. Nén trudc khi bat dau diéu tri bang amoxicillin
can phai diéu tra ky tién st dj ting vai penicillin, cephalosporin va cac di
nguyénkhac.

-Nhiing ngusi bénh dung amoxicillin bi man dé kém sét néi hach.

-Dung thudc kéo dai doi khilam phat trién cac vikhuan khang thudc.

- Phai dinh ky kiém tra chi s8 huyét hoc, chiic ndng gan, than trong qua trinh
diéu tri. Can c6 chan doan phan biét dé phét hién cac trudng hop tiéu chady
do Clostridium difficile va viém dai trang ¢ mang gia. C6 nguy co phat ban
cao &bénh nhan tang bach cdu don nhan nhiém khuan.
PHUNUCOTHAIVACHO CONBU:

- Nghién ctru thuc nghiém trén qua trinh sinh san ctia chuét da chiing minh
khi dung ché pham khéng gay di dang. Tuy nhién, vi con it kinh nghiém vé
dung thuéc cho ngudi mang thai, nén can tranh st dung thuéc & ngusi
mang thai nhat la trong 3 thang dau, trir trudng hgp can thiét do thay thudc
chidinh.

-Trong thai ky cho con bu c6 thé dung thuéc. Thuéc khéng gay hai cho tré
dang bu me trir khi c6 nguy co bi man cdm do c6 mét lugng rat nhé thudc
trong sta.

ANHHUGNG LEN KHA NANG LAIXEVA VAN HANH MAY MOC:
Thudckhong dnh hudng khilaixe va van hanh may moc.
TUONGTACVGICACTHUOCKHACVA CACDANGTUONGTACKHAC:
-Thén trong d6i véi ngudi bénh dang diéu tri bang thuéc chéng ddong méu
(warfarin) do thuéc c6 thé gay kéo dai thai gian chdy mau va déng mau.
-Giéngnhucackhang sinh c6 phé téacdung réng, thuéc cé thé lam gidm hiéu
qua clia cac thudc tranh thai dang uéng. Vi vay nén tranh dung cac phéi hgp
nay.

-Nifedipin lam tang hap thu amoxicillin.

-Bénh nhan tang acid uric mau khi dung allopurinol cing véi amoxicillin sé
lamtang kha nang phét ban ctiaamoxicillin.

- C6 thé c6 su déi khang gilia chat diét khuan amoxicillin va cac chat kim
khuén nhuacid fusidic, cloramphenicol, tetracyclin.

- Amoxicillin lam gidm bai tiét methotrexat, tang doc tinh trén dudng tiéu
hdéavahétaomau.

- Probenecid khi udng ngay trudc hodc déng thai vaéi amoxicillin lam gidm
thai trir amoxicillin, tir @6 lam tdng néng dé amoxicillin trong mau. Tuy
nhién, probenecid khéng &nh hudng dén thai gian ban thai, néng dé thudc
t6i da trong mau (Cmax) va dién tich duédi dudng cong néng dé thudc theo
thaigiantrong mau (AUC) ctiaacid clavulanic.

TACDUNGKHONG MONG MUON (ADR):

-Thudng gap:Tiéu chdy, buén nén, nén, ngoaiban, ngua.

-t gédp: Ngua, ban do, phat ban, tang bach cau éi toan, viém gan, vang da
mat, tang transaminase, viém am dao do Candida, nhutc dau, s6t, mét mai.

- Hiém gdp: Phan (ng phan v&, phu Quincke; gidm nhe tiéu cau, gidm bach
cau, thiéu mau tan mau; viém dai trang c6 mang gia; hdi ching Stevens -
Johnson, ban dé da dang, viém da bong, hoai tu biéu bi do ngé doc; viém
than ke.

*Hudng dan cach xirtri ADR:

Néu phan ting di tng xay ra nhu ban do, phu Quincke, sé¢c phan vé, hoi
chuiing Stevens - Johnson, phai ngling liéu phap amoxicillin va ngay lap tic
diéu tri cdp clu bang adrenalin, thd oxygen, liéu phéap corticoid tiém tinh
mach va théng khi, ké c& dat noi khi quan va khéng bao git dugc diéu tri
bang penicillin hodc cephalosporin nita.

Viém dai trang c6 mang gia: Néu nhe: Ngiing thudc; néu nang (khd nang do
Clostridium difficile): B6i phu nudc va dién gidi, dung khang sinh chéng
Clostridium (metronidazol, vancomycin).

Thong bao cho Béc si nhiing tac dung khéng mong muén gap phai khi st
dungthuéc.

QUALIEUVA CACH XU TRi:

Triéu chiing: Pau bung, nén va tiéu chady. M6t s6 it ngudi bénh bi phat ban,
tang kich dong hodcngtlomo.

XUtri: Can ngung thuéc ngay. Néu xay ra sém va khéng cé chdng chidinh, cé
thé gay nén hodc rira da day. Qué liéu dugi 250 mg/kg khéng gay triéu
chiing gi déc biét va khong can lam sach da day. Viém than ké dan dén suy
than thiéu niéu da xdy ra & mot sé it ngudi bénh dung qua liéu amoxicillin.
Tiéu ratinh thé trong mét s6 trudng hgp dan dén suy than da dugc bao co
sau qua liéu amoxicillin & nguadi |6n va tré em. Can cung cap dd nudc va dién
gidi cho coth& dé duy tri bai niéu va gidm nguy cotiéu ratinh thé.

Tén thuong than thudng phuc héi sau khi nging thudc. Tang huyét dp c6
thé xdy ra ngay & ngudi c6 chiic ndng than tén thuong do gidm dao thai ca
amoxicillin va acid clavulanic. C6 thé dung phuong phap tham phan mau dé
loai b6 cd amoxicillin va acid clavulanic rakhdi tuan hoan.

BAO QUAN:Nai kho, nhiét do dudi 30 °C, tranh anh sang.

HAN DUNG: 24 thang ké tirngay san xut.

THUGC NAY CHi DUNGTHEO DON CUA BAC Si.

DOCKYHUGNG DAN SUDUNG TRUGC KHIDUNG.
NEUCANTHEMTHONGTIN XINHOIY KIENBACSI.

DEXATAMTAY TREEM.

NHA SAN XUAT VA PHAN PHOI:

CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO
346 dudng Nguyén Hué, P.My Phu, TP.Cao Lanh, Déng Thap

pomesco  Diénthoai: 1800.969.660
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