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PéE xa tim tay tré em
Doc ky huéng din sii dung truéc khi ding
Thudc nay chi ding theo don thudc
THANH PHAN CONG THUC THUGC: M&i vién nén bao phim chiia:
¢ Thanh phan hoat chat:  Amoxicillin 875mg

(Dusi dang amoxicillin trihydrate)
Clavulanic acid 125mg

(Du6i dang potassium clavulanate két hgp véi avicel)
+ Thanh ph:‘in ta dugc: Polyplasdone XL, avicel, L-HPC 11, syloid AL-1, crosscarmellose sodium,
magnesium stearate, kollicoat protect, talc, titanium dioxide.
DANG BAO CHE: Vién nén bao phim mau trang.
CHI PINH: Thudc dugc ding dé didu tri trong thoi gian ngdn céac trudng hgp nhiém khuan do vi khudn nhay
cam nhu:

-

Nhiém khudn nang dudng ho hap trén: viém amidan, viém xoang, viém tai gitia da dugc diéu tri bang cac
khang sinh thong thudng nhung khong da.
Nhiém khuidn dudng hé hap dugi bdi cac chiing H. influenzae va Branhamella catarrbalis san sinh

-

beta - lactamase. Viém phé& quan cap va man, viém phéi - ph& quan.

-

Nhiém khudn ndng dudng tiét niéu - sinh duc béi cac ching E.Coli, Klebsiella va Enterobacter san sinh:
viém bang quang, viém niéu dao, viém bé than (nhiém khudn dugng sinh duc na).

Nhiém khuan da va mé mém: mun nhot, ap xe, nhiém khudn vét thuong.

Nhiém khudn xudng va khdp: viém tly xuong.

Nhiém khuan nha khoa: p xe & rang.

CACH DUNG, LIEU DUNG:

Cach dung:
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¢ Usng thudc vao ltc bt dau an dé giam thiéu hién tuong khong dung nap thudc & da day - ruét.
¢ Khong ding thusc qua 14 ngay ma khong kiém tra xem xét lai cach diéu tri.
Liéu ding:
Liéu thong thuding d€ diéu tri nhiém khuan:
~ Ngudi I6n va tré em trén 12 tuéi:
+ Nhiém khudn nang: 1 vien AUGXICINE 1g x 2 lan/ngay.
+ Co thé diéu trj bing dudng tiém truyén va tiép ndi bang duong udng.
~ Khéng khuyén céo ding vién AUGXICINE 1g cho tré 12 tudi va nhé hon.
Liéu dung cho ngudi suy than:
— Chi nén diing vién AUGXICINE 1g cho nhiing bénh nhéan c6 mic loc cau than > 30ml/pht.
— Suy than nhe (d¢ thanh thai creatinine > 30ml/phiit): Khong thay déi liéu dung (nghia 1a 1 vién 1g x

-

-

2 lan/ngay).

— Suy than trung binh (d¢ thanh thdi creatinine 10 - 30ml/phit): 1 vien AUGXICINE 625 (dung thudc co
ham lugng phti hgp) x 2 lan/ngay. Khong nén ding vién 1g.

— Suy than nang (dg thanh théi creatinin < 10ml/phit): Khong ding qua 1 vién AUGXICINE 625 (dung thusc
c6 ham lugng pht hop) méi 24 gio.

CHONG CHi PINH:

+ Di dng v6i nhom beta - lactam (cac penicilin va cac cephalosporin).

¢ Can chi y dén khd ning di ting chéo vai cac khang sinh beta - lactam nhu cac cephalosporin.

¢ Chay dén ngudi bénh c6 tién st vang da/r6i loan chic ning gan do ding amoxicilin va clavulanat hay cac
penicilin vi acid clavulanic gay tang nguy co & mat trong gan.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Ngudi bénh cé biéu hién réi loan chiic nang gan: cac dau hiéu va triéu chiing vang da G mat tuy it xay ra

khi diing thudc nhung c6 thé nang. Tuy nhién cac triéu ching do thudng hdi phuc dugc va sé hét sau 6 tuin

ngting diéu tri.

Ngudi suy than trung binh hay nang can cha y dén liéu lugng ding.

-

Nguoi bénh ding amoxicilin bi man dé kem sét ndi hach.
Duing thuéc kéo dai lam phat trién cac vi khudn khang thusc.

* o o 0

Ngui bénh bi phenylceton niéu.
sUDUNG THUOC CHO PHY NU MANG THAI VA CHO CON BU:
St dung thudc cho phu nif ¢6 thai: Vi con it kinh nghiém vé diing ché phdm cho ngudi mang thai, nén can

-

tranh st dung thudc ¢ ngudi mang thai nhét 1a trong 3 thang déu, trii trudng hop can thiét do thay thudc
chi dinh.
Sir dung thudc cho phu nii cho con bii: Trong thdi ky cho con bi c6 thé ding ché& phdm. Thudc khong gay
hai cho tré dang ba me, trif khi c6 nguy co bi man cdm do c6 mot lugng rat nhd thudc trong sifa.
ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Chua c6 bing chiing vé dnh hudng ctia thudc 1én kha ning lai xe, van hanh may méc.
TUONG TAC, TUONG KY CUA THUGC:
Tuong tac clia thudc:

-

¢ Thudc co thé gay kéo dai thoi gian chiy mau va déng mau. Vi vay can phai cin than déi véi ngudi bénh
dang diéu tri bang thudc chéng dong mau.

+ Giong cac khang sinh c6 phé tac dung rong, thudc co thé lam gidm hiéu qud clia cac thudc tranh thai usng,
do d6 can phéi bao trugc cho ngudi bénh.

Tuong ky, ciia thudc: (Khong ap dung).

TAC DUNG KHONG MONG MUGN CUA THUOC:

Thuong gap (1/100 < ADR < 1/10): Tiéu chdy; ngoai ban, ngtia.

it gdp (1/1.000 < ADR < 1/100): Tang bach cAu ai toan; budn non, non; viem gan va vang da ¢ mat, tang
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transaminase. C6 thé nang va kéo dai trong vai thang; ngda, ban dé, phat ban.

Hiém gap (1/10.000 < ADR < 1/1.000): Phén ing phan vé, phti Quincke; gidm nhe tiéu cau, gidm bach cau,
thi€u mau tan mau; viém dai trang gid mac; hoi ching Steven - Johnson, ban dé da dang, viém da bong,
hoai i biéu bi do ngo doc; viem than keé.

QUA LIEU VA CACH XU TRi:

¢ Qua lidu: Diing qua liéu, thudc it gay ra tai bién, vi dugc dung nap ot ngay ca & lidu cao. Tuy nhién noi

-

chung nhiing phan ting cap xay ra phu thuoc vao tinh trang qua méan ciia tiing ca thé. Nguy co chic chan
la tang kali huyét khi dung liéu rat cao vi acid clavulanic dugc diing dusi dang mudi kali.

¢ Cach xii tri khi ding thudc qua liéu: Co thé dung phuong phap thdm phan méau dé loai thusc ra khoi
tuan hoan.

PAC TiNH DUQC LUC HOC:

¢ Nhém dugc ly va ma ATC: Khang sinh két hop penicilin va chat Gc ché beta - lactamase, J01C R02.

Co ché tac dung:

- Amoxicilin 1a khang sinh ban tdng hgp thudc ho beta - lactamin c6 phé diét khudn rong déi véi nhiéu vi

-

khudn Gram duong va Gram am do tc ché tdng hgp thanh t€ bao vi khudn. Nhung vi amoxicilin rat dé bi
pha hty bdi beta - lactamase, do do khong c6 tac dung ddi véi nhiing chiing vi khudn san sinh ra cac enzym
nay (nhiéu chiing Enterobacteriaceae va Hemophilus influenzae).

— Acid clavulanic do su lén men clia Streptomyces clavuligerus, cé cdu tric beta - lactam gan giong voi
penicilin, c6 khd nang tic ch& beta - lactamase do phan 16n cac vi khuan Gram am va Staphylococcus sinh
ra, Dac biét no c6 tac dung tc ché manh cac beta-lactamase truyén qua plasmid gay khang penicilin va
cac cephalosporin.

— Pseudomonas aeruginosa, Proteus morganii va rettgeri, mot s6 chiing Enterobacter va Providentia khang
thudc, va cd tu cau khang methicilin ciing khang thudc nay. Ban than acid clavulanic c6 tac dung khang
khudn rat yéu.

— Acid clavulanic gitip cho amoxicilin khong bi beta - lactamase pha hliy, dong thoi md rong thém phd khang
khudn ctia amoxicilin mét cach hiéu qua véi nhiéu vi khuan thong thusng da khang lai amoxicilin, khang
cac penicilin khac va cac cephalosporin.

-

Co thé coi amoxicilin va clavulanat 1a thudc diét khudn d6i véi cac Pneumococcus, cac Streptococcus beta
tan mau, Staphylococcus (chiing nhay cam véi penicilin khong bi anh hudng clia penicilinase), Haemophilus
influenza va Branhamella catarrhalis ké ca nhting chling san sinh manh beta - lactamase.

Tom lai phé diét khudn ctia thuéc bao gom:

— Vi khudn Gram duong:

+ Loai hiéu khi: Streptococcus faecalis, Streptococcus pneumoniae, Streptococcus pyogenes, Streptococcus

-

viridans, Staphylococcus aureus, Corynebacterium, Bacillus anthracis, Listeria monocytogens.
+ Loai yém khi: Cac loai Clostridium, Peptococcus, Peptostreptococcus.
— Vi khu&n Gram am:

+ Loai hiéu khi: Haemophilus influenzae, Escherichia coli, Proteus mirabilis, Proteus vulgaris, cac loai
Klebsiella, Salmonella, Shigella, Bordetella, Neisseria gonorrhoeae, Neisseria meningitidis, Vibrio
cholerae, Pasteurella multocida.

+ Loai yém khi: Cac loai Bacteroides ké ca B.fragilis.

PAC TINH DUGC PONG HOC:
Amoxicilin va clavulanat déu hap thu dé dang qua duong udng. Nong do clia hai chét nay trong huyét thanh

-

dat 16i da sau 1 - 2 gio udng thudc. Vai liéu 250mg (hay 500mg) sé c6 5microgam/ml (hay 8 - 9 microgam/ml)
amoxicilin va khoang 3 microgam/ml acid clavulanic trong huyét thanh. Sau mot gio udng 20mg/kg
amoxicilin + 5mg/kg acid clavulanic, sé c6 trung binh 8,7 microgam/ml amoxicilin va 3,0 microgam/ml
acid clavulanic trong huyét thanh.

-

Su hdp thu ctia thude khong bi dnh hudng béi thic dn va t6t nhat la udng ngay trudc bita dn. Kha dung sinh
hoc dudng udng ctia amoxicilin la 90% va ctia acid clavulanic 1a 75%. Thdi gian ban thdi ctia amoxicilin
trong huyét thanh la 1 - 2 gid va clia acid clavulanic la khoang 1 gio.
55% - 70% amoxicilin va 30 - 40% acid clavulanic dugc thai qua nudc tiéu dusi dang hoat dong. Probenecid
kéo dai thoi gian dao thai ctia amoxicilin nhung khong dnh hudng dén su dao thai cla acid clavulanic.
QUI CACH PONG GOI: Hop 2 vi, 6 vi, 8 vi, 10 vi x 7 vién nén bao phim.

Hop 2 vi, 6 vi, 8 vi, 10 vi x 10 vién nén bao phim.
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUOC:
¢ Bado quan: Noi kho, nhiét do khong quéa 30°C, tranh anh sang.

-

¢ Han ding: 24 thang ké tif ngay san xuat.

¢ Tiéu chudn: TCCS

TEN, PIA CHi CUA CO SO SAN XUAT THUOC:
CONG TY C8 PHAN DUGC PHAM T.U VIDIPHA
184/2, Lé Van Sy, Phudng 10, Quan Phu Nhuan, TP.HCM
DT: (84-28)-38440106 Fax: (84-28)-38440446
Co' sé sén xuét:

CHI NHANH CONG TY CPDP T.U VIDIPHA BiNH DUONG
VIDIPHA  Knu ph6 Tan Binh, Phusng Tan Hiép, Thi xa Tan Uyén, Tinh Binh Duong
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