R X THUOC BANTHEO DON

Amoxicillin 500 mg

THANH PHAN: Mbi vién nang cting chura:
- Amoxicillin (dudi dang Amoxicillin trihydrat compacted) .................... 500mg
-Ta dugc: Natri starch glycolat, Natri lauryl sulfat, Magnesi stearat, Colloidal
silicon dioxid A200.
DANGBAO CHE:Vién nang cting, diing uéng.
QUY CACHPONG GOI:Hop 10 vix 10vién; 20 vix 10 vién.
CHIBINH: Cac trudng hgp nhiém tring do vi khu&n nhay cam:
-Nhiém khuén duding ho hap trén, viém xoang, viém tai giifa.
-Nhiém khuan dudng hé hap dudi do lién cau khuén, phé cau khudn, tu cau
khudn khong tiét penicillinase va H. influenzae.
-Nhiém khuan dudng tiét niéu khong bién chimg.
-Bénhlau.
-Nhiém khuan dudng mat.
- Nhiém khuan da, co do lién cau khuan, tu cdu khuan, E. coli nhay cam véi
amoxicillin.
- Nhiém Chlamydia trachomatis dudng tiét niéu sinh duc & ngudi mang thai
khong dung nap dugcerythromycin.
- Viém da day - ruét (bao gém viém rudt do Salmonella, khéng do ly truc
khuan), viém mang trong tim (ddc biét d€ du phong & bénh nhan phau
thuathodcnhé rang), s6t thuong han va st phé thuang han.
- Phéi hgp véi cac thude khac trong diéu tri nhiém H. pylori & bénh nhan loét
dadaytétrang.
LIEULUGNG VA CACH DUNG: Duing udng trudc hoac sau bita an.
-Nhiém vikhudn nhay cdm &tai, mdi, hong, da, dudng tiét niéu:
+Ngudilén: Nhiém khudn nhe, vira: 1 vién 500 mg x 2 1an/ngay.

Nhiém khudn nang: 1vién 500 mg x 31an/ngay.
+Tréem2=40kg:

Nhiém khuén nhe, vira: 25 mg/kg/ngay cach 12 gis/lan.

Nhiém khu&n ndng: 40-45 mg/kg/ngay cach 8 gis/lan.
-Nhiém Helicobacter pylori:
+Ngudilén: 2 vién 500 mg phéi hgp véi clarithromycin 500 mg va omeprazol
20 mg (hoaclansoprazol 30 mg) udng 2 Ian/ngay; trong 7 ngay. Sau d6, uéng
20 mg omeprazol (hodc 30 mg lansoprazol) méingay trong 3 tuan nita néu bj
loétta trang tién trién, hodc 3 - 5 tudn niia néu bjloét da day tién trién.
- Dy phong viém nodi tam mac nhiém khuan:
+Ngudilén: Mét liéu duy nhat 2 g, uéng 1 gig trudc khilam tha thuat.
+Tré em 210 kg: M6t liéu duy nhat 50 mg/kg, udng 1 gid trudc khi lam tha
thuat.
-Viém khdp, khdng kém theo réiloan than kinh do bénh Lyme:
+Ngudilén: 500 mg/lan, 3 1an/ngay trong 28 ngay.
+Tréem >30kg: 50 mg/kg/ngay chialam 3 1an (téida 1,5 g/ngay).
-Daivéingudi suy than, phai giam liéu theo hé s6 thanh thai creatinin:
+ Cl, < 10 ml/phut: 250 - 500 mg/24 gi& phu thudc vao mtic dé nang ctia
nhiémkhuén.
+Cl.:10-30 ml/phit: 250 - 500 mg/12 gid phu thudc vao miic d6 nang ctia
nhiémkhuén.
- Bénh nhan thdm phan mau: 250 - 500 mg/24 gi¢ phu thudc vao muc do
n3ng clia nhiém khuan va mét liéu b6 sung trong va sau méi giai doan tham
phan.
CHONG CHiPINH:
Ngudi bénh c6 tién sir di ting vdi bat ky loai penicillin nao hay bat ky thanh
phén ctia thudc.

THANTRONG KHISU DUNG:

- Phai dinh ky kiém tra chi s6 huyét hoc, chiic ndng gan, than trong suét qué
trinh diéu tri daingay.

- C6thé xdy ra phan ting qua man trdm trong & nhitng bénh nhan cé tién st di
tng vdi penicillin hodc cac di nguyén khac, nén trudc khi bat dau diéu tri bang
amoxicillin can phai diéu tra ky tién st di tng véi penicillin, cephalosporin va
cacdinguyénkhac.

- Dung liéu cao amoxicillin cho ngudi suy than hodc ngudi cé tién st co giat,
dong kinh c6thé gay co giat, tuy hiém gap.

- Trong trudng hop suy than, phai diéu chinh liéu theo hé s6 thanh thai
creatinin hodc creatinin huyét.

- Tiéu it 1a mot nguy co dé thudc két tinh, phai uéng nhiéu nudc khi dung
thudc.

-Trong diéu tri bénh Lyme, can chiy c6 thé xy ra phan (ing Jarisch-Herxheimer.
- C6 nguy co phét ban cao & bénh nhan tang bach cau don nhan nhiém
khuan.

PHUNU COTHAIVA CHO CONBU:

- Chi sttdung thudc nay khi that can thiét trong thai ky mang thai. Tuy nhién,
chua cé bang chiing nao vé tac dung co hai cho thai nhi khi dung amoxicillin
cho ngudi mang thai. Amoxicillin 1a thudc dugc lua chon dé diéu tri nhiém
Chlamydia va diéu tri bénh than ngoai da hodc dé phong sau khi tiép xdc véi
bao tu Bacillus anthracis & phu nitmang thai.

- Amoxicillin bai tiét vao sita me, tuy nhién lugng thudc trong stfa rat it va an
toan cho tré so'sinh & liéu thudng dung, nén cé thé diing cho phu nit thai ky
chocon by, theo doi chédtché tré nho khidung.

ANHHUGNG LEN KHA NANG LAI XEVA VAN HANH MAY MOC:

Thudc c6 thé gy tac dung chéng mat (hiém gdp). Than trong khi l3i xe va
vanhanh may méc.

TUONGTACVGICACTHUOC KHACVA CAC DANGTUONGTACKHAC:
-Nifedipin lam tang hap thu amoxicillin.

- Bénh nhan tang acid uric mau khi dung allopurinol cung véi amoxicillin sé
lamtang kha nang phat ban ciaamoxicillin.

- C6 thé c6 d6i khang gitia chét diét khudn amoxicillin va cac chat kim khuén
nhuacid fusidic, cloramphenicol, tetracyclin.

- Methotrexat: Amoxicillin lam gidm bai tiét methotrexat, tdng doc tinh trén
dudng tiéu hdavahétao mau.

- Thudc tranh thai dang uéng: Amoxicillin ¢é kha nang lam gidm tac dung
tranhthai.

-Vacxinthuong han: Amoxicillin lam gidm tacdung clia vacxin.

- Warfarin: Cac nghién ctu khong chiing minh dugc cé tuong tac nhung
kinh nghiém cho thay tac dung chéng déng cé anh hudng khi dung déng
thoiwarfarin véiamoxicillin.

-Probenecid khiuéng ngay truéc hodc déng thaivsi amoxicillin lam gidm
thai triramoxicillin, tir d6 lam tang néng d6 C,,,, va thai gian ban thai lén
30 - 60%, tang dién tich dugi dudng cong néng dé theo thdi gian (AUC)
18n60%, tirdé lamtang ndng do thudctrong mau.

TACDUNG KHONG MONG MUON (ADR):

-Thuding gép: Ngoai ban (xudt hién cham sau 7 ngay diéu tri), buén nén, nén,
dau thugng vi, tiéu chay & ngudi I6n, ty 1é cao hon & tré em va ngudi cao tudi
(phan l6ng &42% tré em dudi 8 thang, 20% & tré em tir 8 - 16 thang va 8,5% &
tréem 24-36thang).

- [t g&ip: Ban @8, ban dét san va mé day, dic biét |a hoi chiing Stevens - Johnson.
- Hiém gép: Tang nhe SGOT (AST), kich dong, vat va, lo 1dng, mat nga, 1d 1an,
thay déi Ung xt va/hodc chéng mat, viém dai trang c6 mang gia do
Clostridium difficile; viém tiéu két trang cap vdi triéu chiing dau bung va di
ngoai ramau, khéng lién quan dén Clostridium difficile, thi€u mau, gidm tiéu
cau, ban xudt huyét gidm tiéu cau, tdng bach ciu ua eosin, gidm bach cau,
maétbach cau hat.

*Hudng dan cach xtrtri ADR:

Nhitng phan ting khéng mong muén cliaamoxicillin § dudng tiéu hda, Emau
thudng mat di khi ngting diéu tri. Khi viém dai trang c6 mang gia nang, can
b6i phu nudc, dién gidi va protein; diéu tri bang metronidazol va vancomycin
dudng uéng.

Mé day, cac dang ban khac va nhiing phan ting giéng bénh huyét thanh c6
thé diéu tri b&ng khang histamin, va néu can, dung liéu phap corticosteroid
toan than. Tuy nhién khi phan ¢ng nhu vay xady ra, phai ngting dung
amoxicillin, trir khi cé y kién cla thay thudc trong nhing trudng hop dac
Néu phan ting di Ung xdy ra nhu ban dd, phu Quincke, séc phan vé, hoi
chuing Stevens - Johnson, phai ngling liéu phap amoxicillin va ngay lap tuc
diéu tri cap ctiu bang adrenalin, thd oxy, liéu phép corticoid tiém tinh mach
va thong khi, ké ca dat noi khi quan va khéng bao gi¢ dugc diéu tri bing
penicillin hodc cephalosporin nta.

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

QUALIEUVA CACH XU TRi:

-Triéu chiing tdm than kinh, than (tiéu ratinh thé) varéiloan tiéu hoa.

- XU tri: Khéng c6 thudc gidi doc dac hiéu, cé thé loai bé amoxicillin béng
tham phan mau. Diéu trj triéu chiing, dic biét chd y dén can bang nudc -
dién giai.

DUOGCLUCHOC:

- Amoxicillin 1a aminopenicillin, bén trong méi trudng acid, c6 phé tac dung
rong hon benzylpenicillin, dac biét c6 tdc dung chéng truc khudn Gram am.
Amoxicillin cé tac dung diét khuan, do thuéc gan vao mét hodc nhiéu protein
gén penicillin cGia vi khudn (PBP) dé Uc ché sinh tdng hgp peptidoglycan, la
mét thanh phan quan trong cla thanh té bao vi khuén. Cuéi cing vi khuan tu
phan hiy do cac enzym tu hly cla thanh t€ bao vi khuan (auto-lysin va
murein hydrolase).

- Amoxicillin c6 tac dung in vitro manh hon ampicillin d6i v6i Enterococcus
faecalis, Helicobacter pyloriva Salmonella spp., nhung kém tac dung hon déi
VvGi Shigella spp. va Enterobacter. Amoxicillin dang uéng dugc ua dung hon
ampicillin dang uéng, dac biét trong diéu tri nhiém khuan dudng ho hap, do
dugc hdp thu hoan toan hon tir dudng tiéu hoa, néng dé trong huyét thanh,
mé vadich cao hon, tdn sudt udng it hon va it xy ra tac dung phu (tiéu chay)
hon.

- Phé tac dung: Amoxicillin c6 hoat tinh in vitro chdng da s6 cdu khuan ua khi
Gram duong va Gram am (trir cac chdng tao penicillinase), mét s truc
khu&n ua khi va ky khi Gram duong va mot s6 xoén khuan. Thuéc ciing cé
hoat tinh in vitro chéng mét vai truc khuén ua khi va ky khi Gram am, thuéc
cdtacdung chéng Mycoplasma, Rickettsia, nam va virus.

-Vikhuan nhay cdm khi néng dé thudc tc ché téi thiéu (MIC) < 4 microgam/ml
va khang thuéc khi MIC > 16 microgam/ml. D6i véi S. pneumoniae nhay cam
khi MIC < 0,5 microgam/ml va khang thuéc néu MIC > 2 microgam/ml. Ty 1&
khéang thuéc méc phai c6 thé thay déi tuy theo dia diém va thai gian; d6i véi
mot s6 chiing can c6 thong tin tham khéo ty 1& khang thudc tai chd, nhat la di
vGibénh nang.

*Vikhudn nhay cdm:

+ Ua khi Gram duong: S. aureus, S. epidermidis (khong tao penicillinase),
Streptococcinhom A, B, Cva G; Streptococcus pneumoniae, viridans Streptococci
va mét vai ching Enterococci, Corynebacterium diptheriae, Listeria
monocytogenes, Bacillus anthracis, Erysipelothrix rhusiopathiae, moét vai chiing
Nocardia (mac du da s6 da khang).

+ Ua khi Gram am: Neisseria meningitidis va N. gonorrhoeae (khéng tao
penicillinase), Haemophilus influenzae va mot vai chiing H. parainfluenzae va
H. ducreyi, mdt s6 chling Enterobacteriaceae, Proteus mirabilis, Salmonella va
Shigella, P. vulgaris, Enterobacter aerogenes, Citrobacter freundii, Vibrio

cholerae, Helicobacter pylori, Bordetella pertussis, Actinobacillus, Pasteurella
multocida, Gardnerella vaginalis (Haemophilus vaginalis), Moraxella
catarrhalis (Branhamella catarrhalis) khéng tao beta-lactamase.

+ Ky khi: Actinomyces, Arachnia, Bifidobacterium, Clostridium tetani, C.
perfringens, Eubacterium, Lactobacillus, Peptococcus, Peptostreptococcus va
Propionibacterium, Fusobacterium.

+Xoén khudn: Treponema pallidum, Borelia burgdoferi gdy bénh Lyme.
*Vikhu&n nhay cdm vira: Vi khudn ua khi Gram duong Enterococcus faecium.
*Vikhudn khang thuéc:

+Vikhuan ua khi Gram duong: Tu cau (Staphylococcus aureus).

+ Vi khuan ua khi Gram am: Acinetobacter alcaligenes, Moraxella catarrhalis
tao ra beta-lactamase, Campylobacter, Citrobacter freundii, Citrobacter koseri,
Enterobacter, Klebsiella oxytoca, Klebsiella pneumoniae, Legionella, Morganella
morganii, Proteus rettgeri, Proteus vulgaris, Providencia, Pseudomonas, Seratia,
Yersinia enterocolitica.

+Ky khi: Bacteroides fragilis.

+Vikhuan khac: Mycobacterium, Mycoplasma, Rickettsia.

+Khéng chéo hoan toan thuang xay ra gittaamoxicillin va ampicillin.
DUGCHONGHOC:

- Amoxicillin bén viing trong méi trudng acid dich vi. Hap thu amoxicillin
khéng bidnh hudng bai thic an (tuy lam gidm téc d6 hap thu nhung khéng
lam thay déi téng lugng hap thu), amoxicillin hdp thu nhanh va nhiéu han
qua dudng tiéu hda so véi ampicillin, khodng 74 - 92% liéu don sau khi uéng
dugc hap thu. Khi uéng cuing liéu lugng nhu ampicillin, néng dé dinh
amoxicillin trong huyét tuong cao hon tir 2 - 2,5 1an. Sau khi uéng 500 mg
amoxicillin 1 - 2 gi®, néng dé dinh amoxicillin trong mau dat 5,5 - 11
microgam/ml va néng dé thudc trong huyét thanh gidm thap hodc khong
phét hién dugc sau 6 - 8 gid. Nong do thudc t6i da trong mau va dién tich
dudi dudng cong néng dé - thai gian (AUC) tang tuyén tinh véi muc tang liéu
dung. Amoxicillin phan bé nhanh vao hau hét cdc mé va dich trong co thé,
trf mé nao va dich nao tdy, nhung khi mang nao bi viém thi amoxicillin lai
khuéch tan vao dé dang. Thudc di qua hang rao nhau thaiva lugng nhé phan
b6 trong stta me. Amoxicillin lién két protein huyét tuong véi ty 1& 17 - 20%.
Thdi gian ban thai ciaamoxicillinkhoang 1- 1,5 gig, dai hon g tré sasinh (3,7
gi®) va & ngudi cao tudi. G ngudi suy than ndng véi hé sé thanh thai creatinin
<10 ml/phut, thaigian ban thai ctia thudc daikhoang 7- 21 gid.

- Amoxicillin dugc chuyén héa mét phan thanh acid penicilloic khéng c6
hoattinh chéng vikhuén.

- @ ngudi 16n véi chiic ndng than binh thudng, hé s6 thanh thai amoxicillin
huyét thanh la 283 ml/phat. Khoang 43 - 80% liéu uéng amoxicillin thai
nguyén dang ra nudc tiéu trong vong 6 - 8 gid, vai 5 - 10% liéu uéng phan bé
vao trong mat. Probenecid kéo dai thai gian thai cia amoxicillin qua dudng
than. Amoxicillin c6 néng dé cao trong dich mat va mét phan thai qua phan.
- Amoxicillin bi loai bd khi thdm phan mau, théng thudng qua trinh tham
phéantir4- 6 gidsé loai bd 30 -40% liéu udng néu dung thudc ngay trudc khi
thdm phan.

BAO QUAN: Noi kh, nhiét d6 dudi 30 °C, tranh anh séang.

HAN DUNG: 36 thang ké tirngay san xuat.

THUGC NAY CHiDUNG THEO DON CUA BAC SI.

POC KY HUGNG DAN Sl:l'Dl,lNGTRU'dC KHIDUNG.
NEUCANTHEMTHONGTIN XIN HOIY KIEN BACSi.

DEXATAMTAY TREEM.

NHA SAN XUAT VA PHAN PHOI:

(&I CONG TY €6 PHAN XUAT NHAP KHAU Y TE DOMESCO
346 dudng Nguyén Hué, P. My Phu, TP. Cao Lanh, Déng Thap
poMesco  Dién thoai: 1800.969.600
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