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AUGMENTIN@
a
o Amoxicilin - Acid clavulanic

Thu5c b6n
*

TRiNH BAY

Thdrnh ph6n

tvt6i vien n6n bao phim AUGMENTTN chrla:

500 mg amoxicilin (duoi dqng amoxicilin trihydrat) vA 125 mg acid clavulanic (dang kali clavulanat)
magnesi stearat, natri starch glycolat, collodial silicon dioxid, celulose vi tinh th6, titan dioxid,
hydroxypropyl methylcelulose Scps, hydroxypropyl methylcelulose 1Scps, polyethylen glycol 4OOO,

polyethylen glycol 6000 vd d6u silicon.

Deng bio chii

Vi6n n6n bao phim.

Quy cSch d6ng g6i

HQp 2 vi x 7 vi6n n6n bao phim

cHiDINH

AUGMENTIN duoc chi dinh duEc di6u tri c6c nhiSm khuAn do vi khu5n nhqy cdm, bao gOm

Nhi6m khuAn c5p duong h6 h6p tr6n (gdm ci tai-m0i-hgng) nhu vi6m amidan c6p, vi6m
xoang c6p, vi6m tai gi0a c5p.

NhiSm khudn duong h6 h6p du6i nhu dEt cAp crja vi6m ph6 qudn mqn, vi6m pfrOi tnUy vd vi6m
, a , . :.pne quan pnor.

Nhi6m khuin ti6t niQu nhu vi6m bdng quang, vi6m ni6u dao, vi6m thin-Oe tfran.

Nhi6m khuin da vi m6 mdm nhu nhot, 6p-xe, vi6m mo te bao, nhi6m khu6n vrit thucrng.

Nhi6m khu6n xuong vi kh0p nhu vi6m tiy xucrng.

Nhi6m khuAn rdng nhu 6p xe 6 ring ndng kdm theo viOm m0 te bdo lan t6a hoic nhi6m khuAn

ring kh6ng d6p rlrng vcri cdc kh6ng sinh ban dAu.

Tinh nhay cdm cia vi khuAn voi AUGMENTIN s6 thay O6i theo dia lif vi thoi gian (xem C6c Ddc

tinh duoc hgc, Duqc lUrc hqc 0e OiCt th6m thOng tin). NOn tham khdo du lieu ve tinh nhay cdm cia
c6c vi khuAn tai dia phucrng n,3u c6, vd ti6n hanh l5y m5u vi sinh vd x6t nghiQm v,0 tlnh nhay cdm

n6u cAn.

N6n cAn nhic xem x6t hudng d5n chinh thuc ve vi6c s& dung kh6ng sinh phu hcrp

LrEu LUqNG vA cAcH DUNG
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Thoi gian dieu tri tuy thuQc vdo d5p ung cia bQnh nhin. Kh6ng dung thuoc quA 14 ngdy md kh6ng

ddnh gi6 lqi

Lidu th6ng thuong OC Oieu tr! nhi6m khuAn

Nguoi tOn vd trd trdn 12 tu6f

NhiSm khuAn nhe di5n vua 1 vi6n AUGMENTIN (amoxicillin 500m9 + 125m9 acid

NhiSm khu6n ning clavulanic) x 2 lAn/ngdy

1 vi6n AUGMENTIN 1 g x 2 ldn/ngdy

Co the Uat Oau di6u tri bdng ducrng tiem truy€n va ti6p n6i Uang duong u6ng

Lidu dung cho nhi6m khuin rdng (nhu 5p-xe 6 ring)

Nguoi ten vd trd tr€n 12 tu6f:1 vi6n AUGMENTIN (amoxicillin 500mg + 125mg acid clavulanic)

x 2 lAn/ngdy, d0ng trong 5 ngdy.

. Kh6ng khuy6n c6o dirng vi6n AUGMENTIN (amoxicillin 500mg + 125mg acid clavulanic) vd

AUGMENTIN 1 g cho tr6 12 tu6i vd nhd hcvn.

Lidu ding cho bQnh nhin suy thin

Ngttoi lOn

Chi n6n dirng vi6n AUGMENTIN 1 g cho nhirng b6nh nh6n c6 mr?c lqc cAu thin > 30 ml/phut.

Suy thin nhe

(dQ thanh thdi creatinine
> 30 ml/ph0t)

Suy thin trung binh

(dQ thanh th6i creatinine

10 - 30 ml/ph0t)

Suy th6n ning

(d0 thanh thdi creatinine

< 10 ml/ph0t)

Khong thay d6i li6u dung

(nghTa ld 1 vi6n AUGMENTIN

(amoxicillin 500m9 + 125m9

acid clavulanic) x 2 lAn/ngdy

hodc'1 vi6n 1 g x 2 lAn/ngdy).

1 vi6n AUGMENTIN

(amoxicillin 500m9 + 125mg

acid clavulanic) x 2 lAn/ngdy.

Khong n6n dung vi6n 1 g.

Kh6ng quA 1 vi6n

AUGIVIENTIN (amoxicillin

500m9 + 125mg acid

clavulanic) m6i 2+ gicr.

Bgnh nhdn lgc miu

Ngu&i l6n

MOt vi6n AUGMENTIN (amoxicillin 500m9 + 125mg acid clavulanic) m6i 24 giit, th6m m6t vi6n

AUGMENTIN (amoxicillin 500mg + 125mg acid clavulanic) khi dang chay th6n, ducvc lap lai d cu6i

qud trinh lec m6u (vi n6ng dq huyet thanh cia cd hai amoxicilin vd acid clavulanic diiu gidm).

Li6u dung cho bQnh nhAn suy gan

ThQn trong khi dirng, n6n ki6m tra chrlc ndng gan dinh k!'.

Cfch dtng

N6n nu6t cd vi6n vd khOng ducvc nhai. NOu c5n, co the be doi vi6n thu6c r6i nu6t vd kh6ng duqc
nhai.
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U6ng thu6c vdo dAu bira dn dd han cne t6i da khd ndng khong dung nqp ducrng ti6u hoa. SEr h6p

thu ctla AUGIvIENTIN la t6i uu khi u6ng thu6c vao dAu bCra 5n.

Kh6ng n6n di6u tri qud 14 ngity md khong ki6m tra.

cHONG cHiD!NH

Ch6ng chi dinh AUGMENTIN d nhirng b6nh nh6n co ti6n sir qu6 m5n voi beta-lactam, vi du c6c

penicilin vd cephalosporin.

Ch6ng chi dinh AUGMENTIN & nh0ng benh nhin qu5 m5n vcvi b6t ct? thdnh phAn ndo crla thu6c

Ch6ng chi dinh AUGMENTIN & nh0ng b6nh nhAn co tiiln sir vdng dal r6i loan chr?c ndng gan lien

quan di-ln amoxicilin-clavulanat.

CANH BAO VA THAN TRONG

NOn h6i ky ti6n sfr phdn ung qu6 m5n vdi,penicilin, cephalosporin vd beta-lactam kh5c truoc khi

khdi diu di6u tri bing AUGMENTIN.

D5 co b6o c6o vO c5c phdn ung qud m5n ning vd d6i khi gAy tir vong (dang phdn vQ) d nhirng
b€nh nhin di6u tri bdng penicilin. C6c phdn rlng ndy thuong xdy ra hcyn d nhCrng b6nh nhAn co

ti6n sir qu6 m5n vcri penicilin (xem Ch6ng chi dinh).

N6n trdnh sir dqrng AUGMENTIN ndu nghi ngcr ting bach cAu dcyn nhAn nhi6m khuAn do su xu6t

hiQn cia ban dqng sdi li6n quan dtin tinh trqng niy sau khi dung amoxicilin.

Sir dUng keo ddi dOi khi co th6 gAy ting sinh c6c vi khuSn kh6ng nhay cdm.

Vi6m dai trdng gid mac d5 duqc b6o c6o khi dung kh6ng sinh vd v0i m0c dQ nghi6m trong tu nhg

d6n de dqa tinh mang. Do d6, cin nh5c ch6n do6n nay r6t quan trgng d nh0ng b6nh nhdn xu6t

hien ti6u chiy trong hoic sau khi dtng kh6ng sinh. N6u tieu chdy nhi6u hodc keo dai hoic bQnh

nhin bi dau bung co thit, n6n ngung di6u tri ngay lQp tt?c vd ki6m tra b€nh nhAn th6m.

Dd co b6o c6o vil sqr keo ddi b5t thucrng thcri gian prothrombin (lNR tdng) nhung hiem d nh0ng

b6nh nhAn dirng AUGMENTIN vd cdc thu6c ch6ng d6ng m5u dirng ducrng u6ng. NCn theo d6i

thich hqp khi cdc thu6c ch6ng d6ng m6u duqc kO toa d6ng thcri. C6 the cAn di6u chinh li6u c6c

thu6c ch6ng dOng m6u dr)ng ducrng u6ng d6 duy tri mrlc dQ ch6ng d6ng mong mu6n.

Dd quan sdt th5y nh0ng thay d5i v6 x6t nghiQm chrJrc ndng gan & vdi benh nhAn dung

AUGMENTIN. V nghTa l6m sdng cria nhCrng thay d6i ndy ld khong chSc chin. NOn dirng

AUGIvIENTIN thOn trong & nhirng b€nh nhdn co dAu hiOu r6i loan chuc ndng gan.

Hiclm co b6o c6o vdng da O mOt, co th6 ning nhung thuong h6i phuc. Cdc dAu hi6u vd tri6u

chrlrng co th6 khdng tr& n6n 16 rdng cho d6n tin 6 tuAn sau khi ngLpng di6u tri.

N6n di6u chinh li6u AUGIMENTIN & benh nh6n suy thin theo khuyen ciio trong phAn Li6u luqng

vd c6ch dung.

Chung co giAt co th6 xiy ra d nh0ng b6nh nhAn bi suy giim ch0c ndng thin ho{c dang sr} dUng

li6u cao.
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DA quan s6t th6y tinh th6 niOu d nhCrng bdnh nhdn gidm bdi tiet nuoc ti6u nhung rAt hirlm, chO y6u
gdp khi b6nh nhin dirng ducrng ti6m truy6n. Nen khuyen bdnh nh6n duy tri di lucyng nucrc dua
vdo va luqng nucvc tir5u ddo thdi trong thcri gian dung amoxicilin liAu cao Oe tam gidm khd ning
xu6t hien tinh th6 amoxicilin ni6u (xem Qu6 ti€u).

TI/ONG TAC

Kh6ng khuy6n c6o s& dung dong thoi v0i probenecid. Probenecid ldm gidm bdi tiet amoxicilin qua

6ng thin. Sfr dung dong thoi vcviAUGMENTIN co the gAy tdng vd keo ddi n6ng dQ amoxicilin trong ,,y' ,
m5u nhung khong dnh hu&ng d6n clavulanat. /V
Sfr dung d6ng thcri allopurinol trong khi di6u tri vdi amoxicilin co th6 gAy tang khd ning xdy ra c5c
phdn ung di rlng tr6n da. Kh0ng co dO liQu v6 vi6c sfr dung ket hcrp AUGMENTIN v0i allopurinol.

C0ng gi6ng nhu c6c kh6ng sinh khdc, AUGMENTIN co th6 dnh hu&ng den h0 vi khuAn ducrng

ruQt d5n d6n ldm gidm t6i hAp thu oestrogen vd ldm gidm hi6u qud cia cdc thu6c trdnh thai ducrng

u6ng dung k6t hqp.

,. j

Trong c6c y vin, hi6m co cdc trudng hqp ting INR & nh0ng bQnh nhAn d[rng acenocoumarol hodc

warfarin vi duqc k6 toa 1 dEt amoxicilin. NOu cAn thiet ke toa d6ng thoi, n6n theo d6i c5n thin
thoi gian prothrombin hoic INR khi Oit Oau hodc ngung dung AUGMENTIN.

0 nh0ng bQnh nhdn dang dirng mycophenolate mofetil, di c6 b6o c6o vdi sqr gidm n6ng dO tru0c
li6u (pre-dose concentration) crla ch6t chuy6n hoa co hoat tinh mycophenolic acid (MPA) khoing
50% sau khi b5t d0u dirng amoxicilin duong u6ng k6t hqp acid clavulanic. Sr,r thay d6i n6ng OO

truoc li6u co thO k1'r6ng the hien chinh x5c nhirng thay d6i vO m0c phcri nhi6m MPA t6ng th6.

Penicilin co th6 ldm gi6m sU bdi ti6t c0a methotrexat giy ting ti6m ning dQc tinh.

THAI KV VA CHO CON BU

Nhirng nghi6n cuu vO khd ning sinh sdn tr6n dOng vQt (chu6t nhSt vd chuOt c6ng) khi dtng
AUGMENTIN duong u6ng vd ti6m truy€n kh6ng cho thAy tdc dqng sinh qu6i thai. Trong mOt

nghiOn cfu dcyn & nh0ng phu nO sinh non do vO mdng 5i sdm (pPROM), dd c6 b6o c6o v6 vi6c

di6u tri dqr phong vcyi AUGMENTIN co th6 li6n quan den tdng nguy co vi6m ruQt hoai tir d tr6 scv

sinh. C0ng nhu t6t cd c6c thu6c kh5c, n6n trdnh dirng thu6c trong thai ky, nh5t ld trong ba th5ng

dAu, trir khi b6c sI cho ld cAn thi6t.

C6 the dirng AUGMENTIN trong thoi gian cho con b[. Ngoai tru nguy co bi m5n cdm, li6n quan

d6n vi€c thu6c bai tiCt mQt lugng rAt it vao sCra me, chua co tdc dung OAt tqi ndro cho tr6 dang bu

me.

ANH HT}ONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

KhOng co nghiCn cuu nAo duqc thqrc hi6n dnh hu&ng l6n khd ndng l5i xe vdr vdn hdnh m6y moc.

Tuy nhi6n, t6c dUng khOng mong mu6n co the xdy ra (trong c6c phin ung di ung, chong mit, co

gi6t), trong do co the anh hu&ng den khd ndng l6i xe va s& dung m6y moc

TAC D9NG KHONG MONG MU6N
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DO li€u tu c5c thfr nghiQm lAm sdng lon di ducvc sfr dung d6 x6c dinh tAn su6t c0a t6c dqrng

kh6ng mong mu6n tu r6t pn6 Oien d€n hi6m. T6n su6t quy dinh cho t6t cd c6c t5c dung kh6ng

mong mu6n khdc (nhu c5c t6c dung kh6ng mong mu6n xu6t hien dwoi 1110.000) dugc x6c dinh

chO y6u tu c6c s6 tieu hOu m5i vd nhim noi d6n ti l0 bao c6o hon ld tAn sudt thrrc

Quy uoc du0i diy duEc srl dung d6 phAn loai tAn suAt.

n6t pno bi6n > 1/10

pn6 nien > 1l1oo vd < 1/10

Kh6ng pn6 nien > 1/1ooo vd < 1/100

Hi6m >1/10.000 vd < 1/1000

Rdt niem < 1/1o.ooo.

Nhi6m khuin vA nhiSm kisinh trtng

pfr6 Oien NhiSm n6m candida tr6n da vd ni6m mac

Kh6ng bi6t Ph6t tri6n qu5 mfc cdc ching kh6ng nhay cdm

R5l toqn hg m6u vi bqch huyi5t

Hi6m Gi6m bach cAu co fr6i ptrgc (ke cd gidm bqch cAu trung tinh) vd gidm ti6u
I

cau.

R5t niem M5t bach cAu hat co h6i phuc vd thi6u m6u tan mdu. K6o dii thcri gian chdy

m6u vi thcri gian prothrombin.

R6i loqn h9 mi6n dich

n5t niem Phir mach thAn kinh, phdn v6, hqi chLrng gi6ng benh huy6t thanh, vi6m

mqch qu6 m6n.

R5i toqn hQ thin kinh

Kh6ng pfrO Oien Ch6ng mit, dau dAu

R5t friem Co giQt vd chfng ting dQng co th6 h6i phrrc. C6 th6 xu6t hien co giQt &

nhirng bQnh nhAn suy thin ho{c dung li6u cao.

Kh6ng bi6t Vi6m mdng nio vO khu6n

Ri5i loqn ducrng ti6u h6a

Ngwoi lOn

Rat prr6 uien Ti6u chdy

PhO bien Bu6n n6n, n6n

Khong pn6 uien Kho ti6u

Khong bi6t Vi,Om dai trdng li6n quan dlin khSng sinh (bao gdm vi6m daitrdng gii mac

vd xu6t huy6t vi6m dai trdng)
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Trd em

Pn6 Oien Ti6u chdy, bu6n non, n6n

Mgi d6ituqng

NOn thucvng xu6t hi6n hon khi u6ng nhDng li6u cao hcyn. NCu co dAu hi6u c0a cdc phdn ung trdn
ducrng ti6u hoa thi co th6 u6ng AUGMENTIN vdo dAu bua an d6 ldm gi6m nhCrng phdn rlng ndy.

Khong ph6 uien Kho ti6u

RAt friem Vi6m daitrdng do khdng sinh (g6m vi6m dai trdrng gid mac vd viem daitrdng
xuAt huyet - xem Cdnh b6o vd ThQn trong)

LuOi l6ng den

R5i toqn gan mit

Khong phO OiCn Dd ghi nhAn tdng vua phdi AST vd/ hoic ALT d nhCrng b€nh nh6n di6u tri

voi kh6ng sinh nh6m beta-lactam, nhung chua bi6t f nghTa cOa nh0ng ph6t

hiOn ndy.

ndt niem Vi6m gan vd vdng da u mit. Nh0ng bi6n c6 ndy dd duqc ghi nhQn khi srl
dung c6c penicilin vd cephalosporin khdc.

Nh0ng bi6n c6 ve gan ch0 y6u duqc b6o c6o d nam gidi vi b6nh nhin cao tu6i vd c6 the lien

quan d6n thoi gian di6u tri keo dAi. RAt hi€m c6 b6o c5o vti nhCrng biSn c5 niry d tr6 em.

C6c dAu hieu vd tri€u chr?ng thuong xu6t hien trong ho{c ngay sau khi diAu tri nhung mOt s6

truong hqp co thd kn6ng tr& n6n 16 rdng cho d6n vdi tuAn sau khi ngung thu6c. Cdc bi6n c6 ndy

thucrng h6i phuc. Nh0ng bi6n c6 tr6n gan co th6 ning vi trong mgt s6 trucrng hqp cqrc hi6m di co

b5o c5o tfr vong. Cdc truong hEp ndy thucrng xiy ra d nhirng bQnh nhAn dang bi bQnh ning hoic
dang dirng nh0ng thu6c da biet co kh6 ndng dnh hu&ng d6n gan.

n5i toqn da vi m6 du6i da

Kh6ng pfr6 Oien Ban da, ngfa, mAy day

Hi6m Ban dd da hinh

R5t friem HQi chung Stevens-Johnson, hoai tir thugng bi nhi6m dOc, vi6m da bong

nuoc bong v6y vd ngoqi ban vi6m m0 todn th6n c6p tinh (AGEP).

NOn ngung di6u tr! n6u co b6t ky phdn [tng vi6m da qud m5n ndo xdy ra.

R5i to4n thfn vi ti6t niQu

RAt niem Vi6m than k6, tinh th6 ni6u (xem Qu6 lieu)

Th6ng b6o cho b6c si nh0ng t6c dr,rng kh6ng mong mu5n gap phii khi dirng thu5c.

OUA LIEU

Cdc triQu chung tr6n ducrng ti6u hoa vd r6i loan cAn bdng nucrc diQn gidi co the la bieu hi6n cia
qu5 li6u. Co the dieu tri triQu chung bieu hien tr6n ducrng ti6u hoa voi luu f cAn bdng nuoc vd di6n

gidi.
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Di gap tru nieu amoxicilin, trong mot s6 truong hqp dan d6n suy than (xem cdnh bdo vd Th an
trong).

AUGIvIENTIN co thd ducvc loai b6 kh6i vong tuan hodn bing thAm ph6n m6u

DAC TiNH DUOC HgC

Duqc luc hoc

Nhom ducvc l1i: Ph6i hcrp penicilin, bao gOm. thu5c uc chd beta-lactamase; M6 ATC: J01CR02.

Co ch6 hoat d6ng /,,9
Amoxicilin ld mQt penicilin b6n t6ng hqp (kh6ng sinh beta-lactam) uc ch6 m6t hodc nhi6u cdc
enzym (thuong duEc gqi ld protein gin penicilin, PBPs) trong qu5 trinh t6ng hEp peptidoglycan vi
khu6n, ld mOt thdrnh phAn c5u tr0c kh6ng tne tfrieu cera thdnh te Oao vi khuAn. Uc ch6 t6ng hqp
peptidoglycan d5n d6n sUp suy y6u cia thdnh te bao, md thucrng theo sau b&i su ly gidi vd cn6t te
bdo.

Amoxicilin d6 bi tho6i hoa do beta-lactamase ducyc sdn sinh bdi vi khudn khdng vd do do ph6 hoqt

dQng cia amoxicilin dcrn kh6ng g6m c5c vi khu6n sdn xu6t ra cdc enzym ndy.

Acid clavulanic ld mot beta-lactam cdu tr0c c6 li6n quan vcri penicilin. No lam b6t hoat mgt s6

enzym beta-lactamase do do ngdn cdn sUr b6t hoat c0a amoxicilin. Acid clavulanic don kh6ng tao

tdc dqng kh6ng khu5n hiru ich vO mit lAm sdng.

Trong danh sdch ducri dAy, cdc vi khu5n duqc phAn loai dlra vdo tinh nhay cAm in vitro voi
AUGMENTIN.

Bacillius anthracis

Enterococcus faecalis

Li ste ri a m o nocytog e n e s

Nocardia asferordes

Streptococcus pyoge ne s*r

Stre ptococcu s ag al acti ae*t

Streptococcus spp. (vi khu5n B tan m6u kh6c).t

Staphylococcus aureus (nhay cdm v0i methicillin)*

Staphylococcus saprophyticus (nhay cdm vcvi methicillin)

7

Tinh nhgy cAm in vitro cia cdc vi khudn voi AIIGMENTIN

Ddu sao (.) bi6u thi hieu qud lAm sdng c0a AUGMENTIN da duqc chung minh trong c6c

thir nghiQm l6m sdng.

Cdc vi khu5n khong sinh beta-lactamase duqc d6nh d5u (d6ut;. MOt m5u phan lfp nhqy

cdm voi amoxicilin co th6 coi ld c0ng nhay cdm vcviAUGMENT|N.

Nhong vt'iiGi;thudng nhqy cdm



Tu cAu khu6n khong co enzym coagulasel nhqy cdm voi methicillin)

Bordetella perfussis

H ae mop h il u s infl uenzae*

H aemoph il u s parai nfl u e nz ae

Helicobacter pylori

M oraxe I I a catarrh al i s*

Neissera gonorrhoeae

Pasteurella multocida

Vibrio cholerae

Kh6c

Borrelia burgdorferi

Le pto sp i ra ictteroh ae m orrh ag i ae

Treponema pallidum

Gram ducvnq kv khi

Clostridium spp.

Peptococcus niger

Pe pto stre ptococc u s m ag n u s

Pe ptostre ptococc u s m i cro s

Peptostreptococcus spp.

Gram im kv khl

Bacteroides fragilis

Bacteroides spp.

Capnocytophaga spp.

Eikenella corrodens

F u sob acterium n ucleatu m

Fusobacterium spp.

Porphyromonas spp.

Prevotella spp.
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Nhhng vi khuin co thd co i6i dd sw khdng

Escherichia coli.

Klebsiella oxytoca

Kl eb siell a pne u mon i ae*

Klebsiella spp.

Proteus mirabilis

Proteus vulgaris

Profeus spp.

Salmonella spp.

ShrEle//a spp.

Gram ducvnq hi6u khi

Corynebacterium spp.

Enterococcus faecium

Stre ptococc u s p n e u m o n i ae*t

Li6n ciu khuAn nh6m viridians

NhCrng vi khudn v6n dd khdng thu6c

Gram dm hi6u khi

Acinetobacfer spp.

Citrobacter freundii

Enterobacter spp.

Hafnia alvei

Legionell a pneu moph il a

Morganella morganii

Providencia spp.

Pseudomonas spp.

Serrafia spp.

Ste n otro p h om as m alto p h il i a

Yersinia enterolitica

Khdc

Chlamydia pneumoniae

Chlamydia psittaci

Chlamydia spp.

Coxiella burnetti

Mycoplasma spp.

I
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Dwcrc dgng hgc

Hdp thu

Amoxicilin vd acid clavulanic bi ph6n ly hodn todn trong dung dich nucyc d pH sinh lli. Ca hai thdnh

phAn d6u h5p thu t6t vd nhanh qua ducrng u6ng, Amoxicilin/acid clavulanic h6p thu t6t khi ducyc
t > -lu6ng o dAu bCra 5n. Sau khi u6ng, sinh khd dung cria amoxicilin vd acid clavulanic xAp xi 7Oo/o.

Dic tinh crla hai thdnh phin trong huy6t tucrng ld nhu nhau vd thoi gian dqt n6ng dQ dinh trong

huy6t tuong (T.u,) c0a m6i thdnh ph6n ld gAn 1 gio.

C6c k6t qud duoc dQng hqc trong mot nghiEn cr?u md amoxiciliniacid clavulanic (vi6n n6n hdm

lugng 5OO mgl125 mg, 3 lAn/ngiy) duEc u6ng khi dang doi d nh0ng nh6m tinh nguy6n vi6n kh6e

manh duqc trinh bdy ducri dAy
r-'-
C6c

r

th6ng s6 dugc dOng hqc trung binh (t dO l6ch chuin SD)

CAc hoat ch6t duoc

uong

*
I max

(gio) (pg.gio/ml)

Amoxicilin

AMX/CA

500/125 mg

AMX/CA

500 mg/125 mg

N6ng d0 amoxicilin vi acid clavulanic trong huy6t thanh dat duqc khi sir dung ph6i hqp

amoxicilin/clavulanic tucrng ducrng khi dirng amoxicilin hoic acid clavulanic don dQc theo duong

u6ng 0 cing m0c li6u.

Phan b6

Khodng 25o/o acid clavulanic todn ph5n trong huy6t tuong vd 18o/o amoxicilin toin ph6n trong huy6t

tuong li€n k6t vdi protein. ThC tich phan b6 bi6u ki6n x6p xi 0,3-0,4 l/kg d6i voi amoxicilin vd 0,2

Ykg d6i vcvi acid clavulanic.

Sau khi ti6m tTnh mach, c6 amoxicilin vd acid clavulanic d6u dugc tim thSy trong t0i m6t, mo bUng,

da, mO, mO ccy, hoat dich vd dich mdng bUng, mAt vd m0. Amoxicilin kh6ng phAn bd nhi6u trong

dich ndo t0y.

Tu cdc nghi6n cuu trQn d6ng vft, kh6ng th6y co bing chung v6 sqr t6n du d6ng k6 trong m6 c0a

d5n xujt thu6c d6i vcyi cd hai thdnh phAn. C0ng nhu hAu hdt c6c penicilin, amoxicilin co th6 duqc

T 1t2
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Lieu cr., AUC 1o z+n1

(mg) (pg/ml) (gio)

500 7,19

t2,26

1,5

(1,0-2,5)

53,5

t 8,87

1,15

r 0,20

Clavulanic acid

15,72

+ 3,86

0,98

r.0,12

125 2,40

t 0,83

1,5

(1,0-2,0)

Atvlx - amoxicilin, CA - acid clavulanic

* Trung vi (khodng)

10



tim thAy trong sira me. Luong r5t nrr6 acid clavulanic c0ng co th6 duoc philt hign trong s6,a me
(xem phAn Thai ky vd Cho con b0).

Cd amoxicilin vd acid clavulanic deu th6y qua ducrc hdng rdo nhau thai (xem ph6n Thai ky va Cho
con b[).

Sinh chuydn h6a

Amoxicilin thdi tru mQt phOn & nudc ti6u ducvi dang acid penicilloic bdt hoat voi luong tucrng
ducrng 10 d6n 25% li6u ban dAu. Acid clavulanic chuy6n hoa nhieu & ngucri vii thdi trrir qua nucyc
ti6u vdr phAn vd ducri dang CO2 trong khi thd ra.

Thditrtr

Ducrng thdi tru chinh c0a amoxicilin ld qua thdn, trong khi acid clavulanic thdi tru theo ccy ch| qua 7 xv
cd th?n vd ngodi thin. 

ry
Amoxicilin/acid clavulanic c6 thoi gian b6n thdi trung blnh xdp xi 1 gio vd dO thanh thdi todn thA-n

trung binh xAp xi 25 ltgitt d nh0ng nguoi kh6e manh. GAn 60-700/o amoxicilin vd 40-65% acid
clavulanic thdi tru ducri dang khOng Oi6n O6i trong nuoc ti6u su6t 6 gio d6u sau khi u6ng mQt li6u
don vi6n n6n Augmentin 250 mgl125 mg hoic 500 mg/125 mg. C6c nghiCn crlu kh6c nhau chira
ring su thdi tru qua nudc ti€u ld 50-85% d6i voi amoxicilin vA khodng 27-600/o d6i voi acid
clavulanic trong mQt giai doan keo ddi 24 gid.0 trucrng hgp acid clavulanic, luong thu6c lcyn nh6t

duEc thdi tru trong 2 gio dAu sau khi u6ng thu6c.

Viec s& dqng d6ng thoi vcvi probenecid ldm chAm thdi tru amoxicilin nhung kh6ng ldm cham thdi

tru acid clavulanic qua thQn (xem phAn Tucrng t6c).

- ,-,.
I uo, tac

Thoi gian b5n thdi cOa amoxicilin & tr6 tu 3 th6ng d6n 2 tu6i tucrng ducrng vdi tr6 l6n hon vd

nguoi trudng thirnh. O6i vOi tr6 r6t nh6 (bao g6m tr6 scv sinh thi6u th6ng), trong tuAn dAu ti6n c0a

cuOc ddi, kho6ng c6ch gi0a cdc lAn dirng thu6c khOng n6n qu6 2 lAn/ngdy vi duong thdi tru qua

th?n chua ph6t tri6n hodn thien. B&i vi nh0ng bQnh nhdn cao tu6i co khd ning bi suy gidm chOc

ning thQn cao hcyn, n6n thQn trqng khi h"ra chgn li6u vd theo d6i chuc ning thfln co the se hiru lch.

Gioi tinh

Sau khi u6ng amoxicilin/acid clavulanic d nhCrng phU nCr vd nam gicri kh6e manh, gicri tinh kh6ng

co dnh hu&ng d5ng ke O6i vOi duqc dQng hoc cia cd amoxicilin vd acid clavulanic.

Suy thQn

DO thanh thdi huyet thanh todn thAn cia amoxicilin/acid clavulanic gidm tucrng ung voi sqr suy

gi6m chfc ning thin. Sq gidm thanh thdi thu6c cia amoxicilin ro rOt hcvn so vcvi acid clavulanic, vi

ty 19 amoxicilin thdi trir qua ducrng thdn cao hon. Do do, li6u d benh nh6n suy thOn phdi ngdn

ngrra sH tich l0y qu6 muc amoxicilin trong khi v5n duy tri muc acid clavulanic phu hcrp (xem phAn

Lieu luqng vd C6ch dung).

Suy gan
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Nh0ng b6nh nhan suy gan n6n ducvc chi dinh liOu mOt c6ch thAn trong vd theo d6i chr?c ndng gan

dinh ky.

HAN DUNG

24 thAng ke tu ngdy sdn xu6t.

BAO QUAN

Bdo qu6n ncvi kh6 16o, khong qu6 30'C.

Sau khi md vi thu6c, han siy dung 14 ngdy khi bdo qudn ncyi kho 16o, khong qu6 30"C

DE XA TAM TAY TRE EM

D9C Kv HI/ONG DAN SU DUNG TRUOC KHt DUNG

I,IEU CAru THEM THONG TIN XIN HOtV KIEN BAc SY
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