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Amoxicillin

© Thudcnay chidung theo don thuéc.

e Docky huéng dan sirdung trudckhidung.

e Péxatamtaytréem.

o T& huéng dan st dung néu tém tit cac thong tin quan trong ctia thudc. Néu can
thémthéng tin, xin hoi y kién bac sy hodcdugcsy.

THANH PHAN CONG THUC THUOC: Mbi vién nang cling chira:

Thanh phan dugc chat: Amoxicillin (dudi dang Amoxicillin trihydrat compacted) 500 mg
Thanh phan ta dugc: Natri starch glycolat, Natri lauryl sulfat, Magnesi stearat, Colloidal
silicon dioxid A200, Nang cting gelatin s6 0.

DANG BAO CHE: Vién nang ciing (ndu - héng).

Mé ta dac diém bén ngoai ciia thudc: Vién nang cling s6 0, ndp nang mau nau - than
nang mau héng, bdt thudc trong nang mau trang nga, mui dac biét.

CHIPINH:

Amoxicillin 500 mg dugc chi dinh dé diéu tri cac bénh nhiém khuan & ngudi I6n va tré
em:

-Viém xoang cap tinh do vikhuan.

-Viém taigita cap tinh.

-Viém amidan do Streptococcus cap tinh vaviém hong.

-Dgt cap ctiaviém phé quan mantinh.

-Viém ph&i méc phaicong dong.

-Viém bang quang cap tinh.

-Nhiém khuan dudng tiét niéu khong triéu chiing trong thai ky.

-Viém bé than captinh.

-S6t thuong han va phé thuong han.

-Apxerdngcoviém métébao.

-Nhiém khuan khép chan, tay gia.

-Diéu trj Helicobacter pylori.

-BénhLyme.

-Duphong viém néitam mac.

LIEUDUNG, CACHDUNG:

Liéudung:

Ludn dung thudcdingliéuluong trong don thuéc.

Khilua chon liéu Amoxicillin 500 mg dé diéu tri nhiém khuan riéng 1é nén chi y dén:

- Loai vikhuan va sunhay cdm clia vi khudn d6i véi cac thudc khang khuan.

-Mucdo vavitrinhiémkhuan.

-Tudi, cdn ndng va chiic nang than ctiabénh nhan.

Thai gian diéu tri nén dugc xac dinh béi cac loai nhiém khuén va dap Ung ctia bénh
nhan, nén cang ngén cang tét. Mot s6 bénh doi hoi thai gian diéu trilau hon.
-Ngudilénvatréem=40kg:

Chi dinh* Liéu dung*

Viém xoang cap tinh dovikhuédn 250 mg - 500 mg méi 8 gidhay 750mg-1g

moi 12 gid.

Nhiém khudn dudng tiét niéu khong
triéu ching trong thaiky

Viém béthan captinh

Apxerdng céviémmotébao

Déi véi cac nhiém khudn ngng 750 mg - 1g
méi 8 gio.

Viém bang quang cap tinh cé thé dugc diéu
trivéi3 g/lan méi 12 gid, trong métngay.

Viém bang quang cap tinh

Viém tai gilta cdp tinh 500 mg mdi8gi®, 750 mg-1gmbi 12 gid.
D6i v6i cac nhiém khudn ndng: 750mg - 1g

méi 8 gi¢y, trong 10 ngay.

Viém amidan do Streptococcus cdp tinh
vaviémhong

Dot cdp cliaviém phé& quan mantinh

Viém phéi méc phaicong déng 500mg-1gmbi8gid.

Sétthuang hanva phé thuong han 500mg-2gmbi8gid.

Nhiém khuén khép chan, tay gia 500mg-1gmoi8gid.

Uéng 2 g, liéu duy nhat 30 - 60 phut trudc

Du phong viém ndi tdm mac 2
khiphauthuat.

750 mg - 1 g, mdi ngay hai lan, két hgp véi mot
thudc tc ché bom proton (omeprazol,
lansoprazol) va khang sinh khac (clarithromycin,
metronidazol), trong 7 ngay.

Diéu triHelicobacter pylori

Giai doan dau: 500 mg - 1 g mdi 8 giy dén ti
da 4 g/ngay, chia lam nhiéu lan, trong 14
ngay (10-21ngay).

Giai doan cudi: 500 mg - 2 g méi 8 gi dén
t6i da 6 g/ngay, chia lam nhiéu lan, trong
10-30ngay.

BénhLyme

*Cannh3c dén cac hudng dan diéu tri cu thé cho méi chidinh.

Tréem >40kg dung liéu nhungudilsn.

-Tréem<40kg:
Amoxicillin 500 mg khéng nén sttdung cho tré em dudi 06 thang tudi.
Liéuthuéng dung:

Chidinh" Liéu dung’

Viém xoang cap tinh do vi khudn
Viém tai gilta cap tinh
Viém phéi mac phai cong déng

20-90mg/kg/ngay, chialam nhiéulan*.

Viém bang quang cép tinh
Viém bé than cap tinh
Ap xe réng cé viém mé té bao

Viém amidan do Streptococcus cap tinh | 40-90 mg/kg/ngay, chialam nhiéulan*.
vaviémhong

Sét thuong han va phé thuong han 100 mg/kg/ngay, chia lam 3 lan.

Du phong viém ndi tam mac 50 mg/kg, liéu duy nhét 30 - 60 phut trudc khi

phau thuat.

Bénh Lyme Giai doan dau: 25 - 50 mg/kg/ngay chia lam
31an,trong 10-21 ngay.

Giai doan cudi: 100 mg/kg/ngay, chia lam 3
1an, trong 10-30ngay.

“Cannh3c dén cac hudng dan diéu tri cu thé cho méi chidinh.
*Phac d6 dung thudc hai [an méi ngay chi nén dugc xem xét khi liéu dung trong

phamvitrén.

-Ngudi cao tudi: Khéng can diéu chinh liéu.

-Suythan:
D6 loc cau than Ngudi I6n va tré em > 40 kg Tré em < 40 kg*
(ml/phut)
>30 Khong can diéu chinhliéu. Khong can diéu chinhliéu.
10-30 T6ida 500 mg, 21an mdingay. | 15 mg/kg, mbi 12 i
(t6i da 500 mg, 2 1an méi ngay).
<10 T6i da 500 mg/ngay. 15 mg/kg, liéu duy nhat méi
ngay (t6ida 500 mg).

*Trong cac trudng hop, diéu tri bang dudng tiém dugc lya chon.

- 3 nhiing bénh nhan thdm phan mau: Thudc cé thé dugc dao thai khoi hé tuan hoan
baithdm phan mau.

Déitugng Th&m phan méau

Ngudi I6n va tré em 15 mg/kg/ngay, liéu duy nhat méingay.
>40kg Trudc khi tham phan méu, usng mét liéu bé sung la 15 mg/kg.
DE khoi phuc lainéng do thuéc nén dung métliéu 15 mg/kg sau

khitham phan mau.

-Onhifing bénh nhan tham phan phiic mac: T6i da 500 mg/ngay.

-Suy gan: Dung liéu mét cach than trong va theo déi chiic nang gan déu dan.
Cachdung:Dungudng.

-Thicankhéng lam anh hudng dén sy hdp thu thudc.

-U8ng vién thudc véi nudc va khong can mgvién nang.

-Trudng hgp quén udng mét liéu dung: Hay uéng ngay khi nhd ra. Néu thai gian gan
vdi lan dung thudc tiép theo, bé qua liéu da quén va hay dung liéu tiép theo vao thoi
gianthudng 1é.Khong dung liéu g&p déi dé bu vao liéu da quén.

-Trudng hgp uéng qué nhiéu vién thudc: Hay gap ngay bac sy hodc t6i khoa Héi suc -
Capcltucliabénhviéngan nhat.

CHONG CHiDINH:

Ngudi bénh cé tién st di ting véi bat ky loai penicillin nao hay bat ky thanh phan cia thudc.
CANHBAOVATHANTRONGKHI DUNGTHUOC:

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

- C6 thé xay ra phan ting quéa man trdm trong & nhimng bénh nhan c¢é tién st di ing véi
penicillin hodc cac di nguyén khac, nén truéc khi bat dau diéu tri bang amoxicillin can
phai diéu traky tién st di tng vai penicillin, cephalosporin va cac di nguyén khac.

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

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

-Tiéu itla mot nguy co dé thudc két tinh, phai udng nhiéu nugc khidung thuéc.

-Trong diéu tribénh Lyme, can chuy c6 thé xay ra phan ting Jarisch-Herxheimer.

-C6nguy co phat ban cao & ngudi tang bach cdu don nhan nhiém khuén.

Sitdung thudc cho phu nitcé thaivacho conbu:

-Thai ky mang thai: Chi st dung thudc nay khi that can thiét trong thai ky mang thai. Tuy
nhién, chua c6 bang chiing nao vé tac dung c6 hai cho thai nhi khi dung amoxicillin cho
phu nirmang thai. Amoxicillin [ thuéc dugc Iua chon dé diéu tri nhiém Chlamydia va diéu
tri bénh than ngoai da hodc dé phong sau khi tiép xtc véi bao tlr Bacillus anthracis & phu
nrmang thai.

-Théi ky cho con bi: Amoxicillin bai tiét vao stta me, tuy nhién lugng thuéc trong sita
ratitvaantoan chotré sdsinh ¢liéu thudng dung, nén cé thé dung cho phunitcho con
bt vatheo doichat ché tré nho.

Anhhuéng ctia thuéclén kha nang lai xe, van hanh may méc:

Thuéc c6 thé gay tac dung chong mét (hi€m gép). Than trong khi 1i xe, van hanh may maéc.
TUONGTAC, TUONGKY CUATHUOC:

Tuongtacciathudc:

-Nifedipin lam tang hdp thu amoxicillin.

- Ngudi tang acid uric mau khi diing allopurinol ciing véi amoxicillin sé lam tang kha
nang phat ban ctiaamoxicillin.

- C6 thé c6 d6i khang gilia chat diét khudn amoxicillin va cac ch&t kim khudn nhu acid
fusidic, cloramphenicol, tetracyclin.

- Methotrexat: Amoxicillin lam gidam bai tiét methotrexat, tdng doc tinh trén dudng tiéu
héavahétaomau.

-Thudc tranh thai dang uéng: Amoxicillin c6 kha nang lam gidm tac dung tranh thai.
-Vécxin thuong han: Amoxicillin lam gidm tac dung clia vacxin.

-Warfarin: Cac nghién ctiu khéng chiing minh dugc c6 tuong tac nhung kinh nghiém cho
thdy c6 anh hudng dén tdc dung chdng déng khi dung déng thai warfarin véi amoxicillin.
- Probenecid khi uéng trudc hodc dong thai véi amoxicillin lam gidm thai triramoxicillin,
tirdé lam tdng néng do6 C,, va thai gian ban thai lén 30 - 60 %, tang dién tich dudi dudng
cong ndng do theo thai gian (AUC) 1én 60 %, tird6 lam tang néng dé thudc trong mau.
Tuongky ctia thuéc:

Do khéng c6 cac nghién ctiu vé tinh tuong ky clia thuéc dung dudng uéng, khéng trén
lan thudc nay véi cacthudckhac. )

TACDUNG KHONG MONG MUON CUATHUOC:

Tan suét (¥) Cac phan uing khéng mong muén

Thudng gdp |Ngoai ban (xuat hién chdm sau 7 ngay diéu tri), buén nén, nén, dau
thugng vi, tiéu chdy &ngudilén, ty 1é cao han &tré em va ngudi cao tudi
(phan 16ng 42 % & tré em dudi 8 thang, 20 % Gtré em tir 8 - 16 thang va
8,5% G tré em 24-36thang).

It gdp Ban do, ban dat san va may day, dac biét la hdi chiing Stevens-Johnson.

Hiém gdp |Tang nhe SGOT (AST), kich dong, vatva, loldng, matng(, 1G1an, thay d6i
ting xr va/hodc chéng mat, viém dai trang gid mac do Clostridium
difficile; viém tiéu két trang cap vdi triéu chiing dau bung va di ngoai ra
méau khéng lién quan dén Clostridium difficile, thi€u mau, gidm tiéu cau,
ban xuat huyét gidm tiéu cau, tang bach cau ua eosin, gidm bach cau,
matbach cau hat.

(*) Tan suéat tac dung khdng mong muén dugc dinh nghia nhu sau: Rat thudng gap
(ADR = 1/10), thung gap (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém
gdp (1/10000 < ADR < 1/1000), rat hiém gap (ADR < 1/10000), khéng ré (khéng dugc
uSctinhturdiliéuco sin).

Huéng dan cach xirtri ADR:

Nhiing phan ting khéng mong muén cia amoxicillin & dudng tiéu héa,  mau thudng
mét di khi ngling diéu tri. Khi viém dai trang gia mac ning, can b6 sung nudc, chat dién
gidiva protein; diéu tri bang metronidazol va vancomycin dudng uéng.

May day, cdc dang ban khac va nhiing phan ing giéng bénh huyét thanh c6 thé diéu tri
béng khang histamin va néu can, dung liéu phap corticosteroid toan than. Tuy nhién
khi xdy ra phan (ing nhu vay, phai ngiing dung amoxicillin, trir khi cé y kién clia bac sy
trong nhimg trudng hgp dac biét nguy hiém dén tinh mang ma chi c6 amoxicillin méi
gidi quyét dugc.

Néu phan ting di ting xay ra nhuban d6, pht Quincke, sé¢ phan vé, hoi ching Stevens -
Johnson, phai ngting liéu phap amoxicillin ngay lap tuc va diéu tri cdp cliu bang
adrenalin, thd oxy, liéu phap corticoid tiém tinh mach va thong khi, ké ca dat ndi khi
quan va khong bao gits dugc diéu tri bdng penicillin hodc cephalosporin nira.

QUA LIEUVA CACH XU TRi:

Triéu chiing vabiéu hién khisitdung thuéc qua liéu:

Triéu chiing tdm than, than (tiéu ratinh thé) va réiloan tiéu hoa.

Cach xtrtrikhi dung thudc qualiéu:

Khéng c6 thudc gidi doc ddc hiéu, cé thé loai bé amoxicillin bdng tham phan mau. Diéu
tritriéu ching, dacbiét chiy dén can bang nudc - dién giai.
DPACTINHDUGCLUCHOC:

Nhém dugcly: Khang sinh nhém beta - lactam, aminopenicillin.

MaATC:JOTCA04.

- Amoxicillin la aminopenicillin, bén trong méi trudng acid, cé phé tac dung réng hon
benzylpenicillin, d3c biét c6 tac dung chéng truc khudn Gram am. Amoxicillin ¢é tac
dung diét khuan, do thuéc gdn vao mot hodc nhiéu protein gén penicillin cGa vi khuan
(PBP) dé Uic ché sinh téng hgp peptidoglycan, la mét thanh phan quan trong clia thanh
té€ bao vi khudn. Cudi cling vi khudn tu phan hiy do cac enzym tu hdly cGia thanh té bao
vikhuan (auto-lysin va murein hydrolase).

- Amoxicillin ¢6 tac dung in vitro manh hon ampicillin d6i véi Enterococcus faecalis,
Helicobacter pyloriva Salmonella spp., nhung kém tac dung hon déi vai Shigella spp. va
Enterobacter spp.. Amoxicillin dang uéng dugc ua diing hon ampicillin dang uéng, dac

biét trong diéu tri nhiém khuan dudng hé hap, do dugc hap thu hoan toan hon tur
dudngtiéuhda, ndng dé trong huyét thanh, mé va dich cao hon, tan sudt uéngithonva
itxay ratacdung khong mong mudn (tiéu chay) hon.

- Phé tac dung: Amoxicillin c6 hoat tinh in vitro chéng da s6 cau khudn ua khi Gram
duong va Gram am (trir cc chiing tao penicillinase), mét s6 truc khuan ua khi va ky khi
Gram duong va mét s6 xoén khuan. Thudc cling cé hoat tinh in vitro chéng mét vai truc
khuan ua khi va ky khi Gram am, thuéc cé tac dung chéng Mycoplasma, Rickettsia, ndm
vavirus.

-Vi khu&n nhay cdm khi néng do tic ché t6i thiéu (MIC) < 4 mcg/ml va khang thudc khi
MIC > 16 mcg/ml. BSi v&i S. pneumoniae nhay cadm khi MIC < 0,5 mcg/ml va khang
thudc néu MIC > 2 mcg/ml. Ty |é khang thuSc mac phai cé thé thay déi tuy theo dia
phuong va thdi gian; d6i véi mot s6 chiing can tham khéo théng tin ty 1é khang thudc
tai dia phuong, nhatla déivéibénh ning.

*Vikhuan nhay cam:

+ Vi khudn ua khi Gram duong: S. aureus, S. epidermidis (khéng tao penicillinase),
Streptococcus nhém A, B, Cva G; Streptococcus pneumoniae, Streptococcus viridans va mot
vai chiing Enterococcus, Corynebacterium diptheriae, Listeria monocytogenes, Bacillus
anthracis, Erysipelothrix rhusiopathiae, mot vai chting Nocardia (mac du da s6 da khang).

+ Vi khuan ua khi Gram am: Neisseria meningitidis va N. gonorrhoeae (khéng tao
penicillinase), Haemophilus influenzae va mét vai chling H. parainfluenzae va H. ducreyi,
mét s6 ching 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) khong tao beta-lactamase.

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

+ Xoén khuan: Treponema pallidum, Borelia burgdoferi gdy bénh Lyme.

*Vikhu&n nhay cdm vira: Vikhudn ua khi Gram duong Enterococcus faecium.
*Vikhuan khang thuéc:

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

+ Vi khudn 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, Serratia, Yersinia enterocolitica.

+Vikhuan ky khi: Bacteroides fragilis.

+Vikhuan khéac: Mycobacterium, Mycoplasma, Rickettsia.

+Khéang chéo hoan toan thuong xay ra gittaamoxicillin va ampicillin.
PACTINHDUGCHONGHOC:

- Amoxicillin bén viing trong méi trudng acid dich vi. Hap thu amoxicillin khéng bi dnh
hudng bdi thiic dn (tuy lam gidm téc d6 hdp thu nhung khéng lam thay déi téng lugng
hap thu), amoxicillin hap thu nhanh va nhiéu hon qua dudng tiéu hoa 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 khodng 1 - 2 gid, néng d6 dinh amoxicillin trong mau dat
5,5-11 mcg/mlvanéng doé thudc trong huyét thanh gidm thap hoac khéng phat hién
dugc sau 6 - 8 gid. Nong do thudc t6i da trong mau va dién tich dudi dudng cong néng
do theo 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, trif mé néo va dich ndo tly, nhung khi
mang nao bi viém thi amoxicillin lai khuéch tan vao dé dang. Thuéc di qua hang rao
nhau thaiva lugng nhé phan bé trong sita me. Amoxicillin lién két protein huyét tuong
V@i ty 1€ 17 — 20 %. Thai gian ban thai ctia amoxicillin khoang 1- 1,5 gi¢, dai hon & tré so
sinh (3,7 gi®) va ngudi cao tudi. & ngudi suy than nang véi hé s6 thanh thai creatinin
<10 ml/phut, thai gian ban thai ciia thudc kéo daikhodng 7-21 gid.

- Amoxicillin dugc chuyén héa mét phan thanh acid penicilloic khéng cé hoat tinh
chéngvikhuan.

-G ngudi 16n véi chiic nang than binh thudng, hé s6 thanh thai amoxicillin huyét thanh
la 283 ml/phut. Khoadng 43 - 80 % liéu udng amoxicillin thai nguyén dang ra nudc tiéu
trong vong 6 - 8 gid, v&i 5 - 10 % liéu udng phan bé vao trong mat. Probenecid kéo dai
thdi gian ban thai ciia amoxicillin qua dudng than. Amoxicillin c6 néng dé cao trong
dich matva mot phan thaiquaphan.

- Amoxicillin bi loai bd khi thdm phan mau, théng thusng qua trinh thdm phan tir4 - 6
gi¢sé loaibd 30-40% liéu udng néu dung thudc ngay trudc khitham phan.

QUY CACHPONG GOI:

-HOp 10vix 10vién, hép 20 vix 10 vién.

-Chai 100vién, hop 1 chai 200 vién, chai 300 vién, chai 500 vién.

DIEU KIEN BAO QUAN:

Bao quan &:Naikho, nhiét dé dugi 30 °C, tranh anh sang.

Bado quan trong bao bi géc cliathudc.

HAN DUNG: 36 thang ké ti ngay san xuat. Khong diing thudc qua han st dung da ghi
trénnhan.

TIEU CHUAN CHAT LUQNG: TCCS.

CO S SAN XUAT:

CONGTY C6 PHAN XUAT NHAP KHAU Y TEDOMESCO
Biachi:S666,Quécld 30, Phudng My Phi, Thanh phé Cao Lanh, TinhDéng
Théap

pomEesco Diénthoai: 1800.969.660
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