Rx THUOC BANTHEO DON

Amoxicillin 500 mg

THANH PHAN: Mbi vién nang cting chita:
- Amoxicillin (dugi dang Amoxicillin trihydrat compacted).........ccccc...... 500 Mg
- Ta dugc: Natri starch glycolat, Natri lauryl sulfat, Magnesi stearat, Colloidal
silicon dioxid A200.
DANG BAO CHE: Vién nang cting, dung udng.
QUY CACHPONG GOI:Hop 10 vix 10vién; 20 vix 10 vién.
CHIiBINH: Cactruong hop nhiém tring do vikhun nhay cam:
-Nhiém khuan dudng hé hap trén, viém xoang, viém tai gita.
- Nhiém khudn dudng hé hap duéi do lién cdu khudn, phé cdu khuén, tu cdu
khuan khéng tiét penicillinase va H. influenzae.
-Nhiém khuan dudng tiét niéu khéng bién ching.
-Beénhlau.
-Nhiém khudn dudng mat.
- Nhiém khuan da, cd do lién cau khudn, tu cdu khuan, E. coli nhay cadm véi
amoxicillin.
- Nhiém Chlamydia trachomatis dudng tiét niéu sinh duc & ngudi mang thai
khéng dung nap dugcerythromycin.
- Viém da day - ruét (bao gém viém ruét do Salmonella, khéng do ly truc
khudn), viem mang trong tim (dac biét dé€ du phong & bénh nhan phau
thuathodcnhdrang), sétthuong han va sét phé thuong han.
- Phéi hgp vai cac thubc khac trong diéu tri nhiém H. pylori 3 bénh nhan loét
dadaytatrang.
LIEU LUGNG VA CACH DUNG: Dung uéng trudc hoc sau bira an.
-Nhiém vikhu&n nhay cdm &tai, mi, hong, da, dudng tiét niéu:
+Ngudilén:Nhiém khuén nhe, vira: 1 vién 500 mg x 2 1an/ngay.

Nhiém khuén ndng: 1 vién 500 mgx 3 lan/ngay.
+Tréem=40kg:

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

Nhiém khuén ndng: 40-45 mg/kg/ngay cach 8 gia/lan.
- Nhiém Helicobacter pylori:
+Ngudilén: 2 vien 500 mg phéi hgp vai clarithromycin 500 mg va omeprazol
20 mg (hodc lansoprazol 30 mg) udng 2 lan/ngay; trong 7 ngay. Sau d6, uéng
20 mg omeprazol (hodc 30 mg lansoprazol) méi ngay trong 3 tudn nita néu bj
loétta trang tién trién, hodc 3 - 5 tudn nra néu biloét da day tién trién.
-Duphong viém nditdm mac nhiém khuan:
+Ngudilon:Métliéu duy nhat 2 g, uéng 1 gigtrudc khilam tha thuat.
+Tré em = 10 kg: M6t liéu duy nhat 50 mg/kg, uéng 1 gid trudc khi lam tha
thuat.
-Viém khép, khéng kém theo réiloan than kinh do bénh Lyme:
+Ngudilén: 500 mg/lan, 3 1an/ngay trong 28 ngay.
+Tréem =30 kg: 50 mg/kg/ngay chialam 31an (téida 1,5 g/ngay).
-Déi vdingudi suy than, phai gidm liéu theo hé s6 thanh thai creatinin:
+ Cl, < 10 ml/phut: 250 - 500 mg/24 gi& phu thudc vao muic d6 nang cla
nhiémkhuén.
+Cl_:10-30 ml/phtt: 250 - 500 mg/12 gid phu thudc vao miic d6 nang clia
nhiémkhuén.
- Bénh nhan thdm phan mau: 250 - 500 mg/24 gi& phu thudc vao muic do
nang cGa nhiém khudn va mét liéu b8 sung trong va sau mdi giai doan thim
phan.
CHONG CHiDINH:
Ngudi bénh c6 tién st di ting véi bat ky loai penicillin nao hay bat ky thanh
phan ctathudc.
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THANTRONG KHI SUDUNG:

- Phai dinh ky kiém tra chi s8 huyét hoc, chic ndng gan, than trong sudt qué
trinh diéu trj daingay.

- C6 thé xay ra phan ting qua man tram trong & nhiing bénh nhan cé tién st di
ng vdi penicillin hodc cac di nguyén khac, nén trudc khi bat dau diéu tri bang
amoxicillin can phai diéu tra ky tién st di ting véi penicillin, cephalosporin va
cacdinguyénkhac.

- Dung liéu cao amoxicillin cho ngudi suy than hodc ngudi c6 tién st co giat,
dong kinh c6 thé gay co giat, tuy hiém gap.

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

-Tiéu it Ia mot nguy co dé thudc két tinh, phai uéng nhiéu nudc khi ding
thuéc.

-Trong diéu tri bénh Lyme, can chd y c6 thé xdy ra phan ting Jarisch-Herxheimer.
- C6 nguy co phat ban cao & bénh nhan tdng bach cau don nhan nhiém
khuén.

PHUNU COTHAIVA CHO CONBU:

- Chistrdung thudc nay khi that can thiét trong thai ky mang thai. Tuy nhién,
chua cé bang chiing nao vé tac dung c6 hai cho thai nhi khi dung amoxicillin
cho ngusi mang thai. Amoxicillin 1a thuéc dugc lua chon dé diéu tri nhiém
Chlamydia va diéu tri bénh than ngoai da hodc dé phong sau khi ti€p xuc véi
bao ttrBacillus anthracis & phu nirmang thai.

- Amoxicillin bai tiét vao sita me, tuy nhién lugng thuéc trong stta rat it va an
toan cho tré so'sinh §liéu thudng dung, nén cé thé dung cho phu nit thai ky
choconbu, theo ddichat ché tré nho khidung.

ANHHUGNGLEN KHA NANG LAI XEVAVAN HANH MAY MOC:

Thuéc c6 thé gay tac dung chéng mat (hiém gap). Than trong khi lai xe va
vanhanh may méc. i

TUONGTACVGICACTHUOCKHACVA CACDANGTUONGTACKHAC:
-Nifedipin lam tang hdp thu amoxicillin.

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

- C4 thé c6 d6i khang gitia chit diét khudn amoxicillin va cac chat kim khudn
nhuacidfusidic, cloramphenicol, tetracyclin.

- Methotrexat: Amoxicillin lam gidm bai tiét methotrexat, tang doc tinh trén
duongtiéuhodavahétao mau.

- Thudc tranh thai dang uéng: Amoxicillin cé khd nang lam gidm téc dung
tranh thai.

-Vécxinthuong han: Amoxicillin lam gidam tac dung clia vac xin.

- Warfarin: Cac nghién cttu khong chiing minh dugc c6 tuong tac nhung
kinh nghiém cho thdy tac dung chéng déng c6 anh hudng khi dung déng
thoiwarfarin véiamoxicillin.

-Probenecid khiudng ngay trudc hodc déng thai vsiamoxicillin lam gidm
thai triramoxicillin, tir d6 lam tang néng do C, , va thai gian béan thai lén
30 - 60%, tdng dién tich dudi dudng cong néng dé theo thdi gian (AUC)
18n60%, tirdé lamtangndng dd thudctrong mau.

TACDUNG KHONG MONG MUON (ADR):

-Thudng gdp: Ngoai ban (xuat hién chdm sau 7 ngay diéu tri), buén nén, nén,
dau thugng vi, tiéu chdy & ngudi 16n, ty 1é cao hon & tré em va ngudi cao tudi
(phéan 1dng 6 42% tré em dudi 8 thang, 20% & tré em tir 8 - 16 thang va 8,5% &
tréem 24-36thang).

-It g&p: Ban dd, ban dét san va mé day, dc biét Ia hoi chiing Stevens - Johnson.
- Hiém gép: Tang nhe SGOT (AST), kich dong, vat v, lo 1dng, mat nga, 1d 1an,
thay di ing xu va/hodc chéng mit, viem dai trang c6 mang gid do
Clostridium difficile; viém tiéu két trang cap vdi triéu chiing dau bung va di
ngoai ramau, khong lién quan dén Clostridium difficile, thi€u méu, gidm tiéu
cau, ban xudt huyét gidm tiéu cau, tdng bach cau ua eosin, gidm bach cau,
matbach cau hat.

*Hudng dén cach xdrtri ADR:

Nhimg phan ting khéng mong muén ctiaamoxicillin & dudng tiéu hoa, mau
thudng mat di khi ngting diéu tri. Khi viém dai trang c6 mang gia nang, can
béi phu nudc, dién gidi va protein; diéu tri bang metronidazol va vancomycin
dudng uéng.

Mé day, cac dang ban khac va nhitng phan tng giéng bénh huyét thanh c6
thé diéu tri bang khang histamin, va néu can, dung liéu phép corticosteroid
toan than. Tuy nhién khi phan tng nhu vay xdy ra, phai ngling dung
amoxicillin, trir khi c6 y kién clia thay thudc trong nhing trudng hop déc
biét, nguy hiém dén tinh mang ma chi cé amoxicillin méi giai quyét dugc.
Néu phan (g di tng xay ra nhu ban do, phtt Quincke, sé¢c phan vé, hoi
chiing Stevens - Johnson, phai ngting liéu phap amoxicillin va ngay lap tic
diéu tri cap ctru bang adrenalin, thd oxy, liéu phap corticoid tiém tinh mach
va thong khi, ké c& dat ndi khi quan va khéng bao gi¢ dugc diéu tri béng
penicillinhodc cephalosporin nra.

Théng béo cho béc si nhiing tac dung khdng mong mudn géap phai khi si
dungthuéc.

QUALIEUVA CACH XU TRI:

-Triéu ching tdm than kinh, than (tiéu ratinh thé) va réiloan tiéu hoéa.

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

DUQCLUCHOC:

- Amoxicillin 1a aminopenicillin, bén trong méi trudng acid, cé phé tac dung
rong hon benzylpenicillin, ddc biét ¢6 tdc dung chéng truc khudn Gram am.
Amoxicillin c6 tac dung diét khudn, do thuSc gén vao mét hodc nhiéu protein
gén penicillin cGa vi khudn (PBP) dé tic ché sinh tdng hgp peptidoglycan, la
mot thanh phan quan trong ctia thanh té bao vi khuén. Cudi cling vi khuan tu
phan hly do cac enzym tu hly cla thanh té bao vi khuan (auto-lysin va
murein hydrolase).

- Amoxicillin ¢é tac dung in vitro manh hon ampicillin d&i vé6i Enterococcus
faecalis, Helicobacter pyloriva Salmonella spp., nhung kém tac dung hon déi
Véi Shigella spp. va Enterobacter. Amoxicillin dang uéng dugc ua dung hon
ampicillin dang uéng, dic biét trong diéu tri nhiém khuan dusng hé hap, do
dugc hdp thu hoan toan hon tir dudng tiéu hoa, néng do trong huyét thanh,
mo vadich cao hon, tdn sudt udng it hon va it xay ra tac dung phu (tiéu chay)
hon.

-Phé tac dung: Amoxicillin c6 hoat tinh in vitro chéng da s6 cau khuan ua khi
Gram duong va Gram am (trir cac chdng tao penicillinase), mét s6 truc
khudn ua khi va ky khi Gram duong va mét s6 xodn khuan. Thuéc ciing c6
hoat tinh in vitro ch6ng mét vai truc khudn ua khi va ky khi Gram am, thuéc
cétacdung chéng Mycoplasma, Rickettsia, nam vavirus.

-Vikhudn nhay cdm khi néng d6 thudc tc ché ti thiéu (MIC) < 4 microgam/ml
va khang thuéc khi MIC > 16 microgam/ml. D&i v6i S. pneumoniae nhay cdm
khi MIC < 0,5 microgam/ml va khang thuéc néu MIC > 2 microgam/ml. Ty &
khang thudc méc phai cé thé thay déi tuy theo dia diém va thai gian; déi véi
mot s6 chliing can c6 théng tin tham khao ty 1& khang thudc tai ché, nhat la d6i
V6ibénh nang.

*Vikhuan nhay cam:

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

+ Ua khi Gram am: Neisseria meningitidis va N. gonorrhoeae (khéng tao
penicillinase), Haemophilus influenzae va mét vai chung H. parainfluenzae va
H. ducreyi, mdt s6 chiing Enterobacteriaceae, Proteus mirabilis, Salmonella va
Shigella, P. vulgaris, Enterobacter aerogenes, Citrobacter freundii, Vibrio
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cholerae, Helicobacter pylori, Bordetella pertussis, Actinobacillus, Pasteurella
multocida, Gardnerella vaginalis (Haemophilus vaginalis), Moraxella
catarrhalis (Branhamella catarrhalis) khdng tao beta-lactamase.

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

+Xoan khuan: Treponema pallidum, Borelia burgdoferigay bénh Lyme.
*Vikhuan nhay cdm vita: Vi khuan ua khi Gram duong Enterococcus faecium.
*Vikhudn khang thuéc:

+Vikhudn 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.

+Khang chéo hoan toan thudng xay ra gittaamoxicillin va ampicillin.
DUGCPONGHOC:

- Amoxicillin bén viing trong méi trudng acid dich vi. Hap thu amoxicillin
khéng bianh hudng bai thic an (tuy lam gidm téc dé hap thu nhung khéng
lam thay d8i téng lugng h&p thu), amoxicillin hdp thu nhanh va nhiéu hon
qua dudng tiéu héa so vai ampicillin, khodng 74 - 92% liéu don sau khi uéng
dugc hdp thu. Khi uéng cung liéu lugng nhu ampicillin, néng do dinh
amoxicillin trong huyét tuong cao hon tir 2 - 2,5 1an. Sau khi uéng 500 mg
amoxicillin 1 - 2 gi®, ndng dd dinh amoxicillin trong mau dat 5,5 - 11
microgam/ml va néng dé thudc trong huyét thanh gidm thap hodc khéng
phét hién dugc sau 6 - 8 gid. Nong dé thudc t6i da trong mau va dién tich
dudi dudng cong néng dé - thai gian (AUC) tdng tuyén tinh véi muc tang liéu
dung. Amoxicillin phan b& nhanh vao hau hét cac mé va dich trong ca thé,
trlr mo nao va dich ndo tdy, nhung khi mang néo bi viém thi amoxicillin lai
khuéch tan vao dé dang. Thuéc di qua hang rao nhau thaiva lugng nhé phan
b& trong stta me. Amoxicillin lién két protein huyét tuong vai ty 1 17 - 20%.
Thai gian ban thai cGia amoxicillinkhodng 1- 1,5 gi¢, daihon &tré sasinh (3,7
gid) va & ngudi cao tudi. 3 ngudi suy than ning véi hé sé thanh thai creatinin
<10ml/phat, thai gian ban thai ctia thudc daikhoang 7 - 21 gia.

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

- 8 ngudi I6n véi chiic nang than binh thudng, hé s6 thanh thai amoxicillin
huyét thanh la 283 ml/phit. Khoadng 43 - 80% liéu uéng amoxicillin thai
nguyén dang ra nuéc tiéu trong vong 6 - 8 gid, vdi 5 - 10% liéu uéng phan b
vao trong mat. Probenecid kéo dai thai gian thai ctia amoxicillin qua duong
than. Amoxicillin cd ndng dé cao trong dich matva mét phan thai qua phan.
- Amoxicillin bj loai bé khi thdm phan méau, théng thudng qua trinh thdm
phén tir4 -6 gidrsé loai bd 30 -40% liéu uéng néu dung thudc ngay trudc khi
tham phan.

BAO QUAN:Noi kho, nhiét do dudi 30 °C, tranh anh sang.
HANDUNG: 36 thang ké tirngay san xuét.

THUGCNAY CHi DUNGTHEO DON CUA BAC SI.

DOCKYHUGNG DAN SUDUNG TRUGC KHI DUNG.

NEU CANTHEMTHONGTIN XINHOIY KIEN BACSI.

DEXATAMTAY TREEM.

NHA SAN XUAT VA PHAN PHOI:

(&I CONG TY C6 PHAN XUAT NHAP KHAU Y TE DOMESCO
346 dudng Nguyén Hué, P. My Pha, TP. Cao Lanh, Dong Théap
bositeco  Dién thoai: 1800.969.600




