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“AUGMENTIN 500mg

Amoxicillin trihydrate - Kali clavulanate
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Thanh phdn hoat chét: ‘ e i
Amoxicillin 500,00 mg
duwdi dang amoxicillin trihydrate

Clavulanic acid ‘ 62,50 mg
duwéi dang kali clavulanate

trong mét géi :

Thanh, phdn tad dwgc: Crospovidone,  Silicon Dioxide,

peach-lemon-strawberry flavour [orange, bergamot va lemon oils,

vanillin, butylated hydroxyanisole , .(E320),.> maltodextrin],
aspartame (E951). A g0

Dang bao ché S ol

Bt pha hdn dich ubng. S Daiaig o

Mo ta chung A RO e

AUGMENTIN (khang sinh beta-lactam nhém penicillin két hop véi

chét e ché beta-lactamase) Ia thubc khéng sinh'véi phd khang

khudn rong déc biét chéng lai cac vi khudn thuding gdy bénh trong
cdng dbng va bénh vién. Tac dyng (rc ché men beta-lactamase cla
clavulanate mé rng phd khang khuén cia amoxicillin hon nira, bao
gdm nhidu chiing da khang cac khang sinh nhém beta-lactam khac!

Nhi&m khudn gdy bdi cac ching nhay cam véi amoxicillin ¢o thé

dugc didu tri khol boi AUGMENTIN nhér thanh phdn amoxicillin,

Nhiém khudn hén hop g4y béi cac chiing nhay cdm véi amoxicillin

két hop' véi ching sinh ‘beta-lactamase: 'nhay cam véi

amoxicillin-clavulanate c6 thé dugc didu trj bAng AUGMENTIN:

CHI BINH b AERT R IV RO )

Tinh nhay cam cUa vi khudn véi AUGMENTIN sé thay ddi theo dja

Iy va théri gian. Nén sir dung AUGMENTIN theo Huréng dén ké toa

thuéc khang sinh chinh thirc va d( liéu vé tinh nhay cam ciia céc vi

khuén tai dja phuong. ' Hir i

AUGMENTIN dugc chi dinh d& didu tri ngén han céc nhiém khudn

g4y bé&i cac vi khudn nhay cadm véi amoxicillin-clavulanate, & céc vi

tri duéi day: : i

- Nhiém khudn dudng hd hép trén (gdm cé tai-mi-hong) nhir
viém amidan tai phat, viém xoang, viém tai gitra, dién hinh gy
bdi Streptococcus ‘pneumoniae, Haemophilus influenzae?,

'Moraxella catarrhalis® va Streptococcus pyogenes. :

- Nhiém khudn duéng hé hép dudi nhu dot cdp cla viém phé
quan man, viém phdi thiy va viém phé quan phdi, dién hinh gy
béi Streptococcus pneumoniae, Haemophilus influenzae® va
Moraxella catarrhalis®. - .

- Nhi&m khudn duéong niéu-sinh dyc nhr viém bang quang, viém 1

\

niéu dao, viém than-bé than, nhidm khuén sinh dyc nir, dién
hinh gdy bdi Enterobacteriaceae* (chi yéu Escherichia coli*),
Staphylococcus saprophyticus va Enterococcus species va
_bénh I3u do Neisseria gonorrhoeae®. . e
-""'"Nhi&m khulin da va md mém dién hinh gay bdi Staphylococcus
aureus®, Streplococcus pyogenes va Bacteroides species?. '’
- Nhiém khudin xuong va khop nhu viém tly xuong, dién hinh
gdy bdi Staphylococcus aureus®, thuéng phai didu trj kéo dal.”
#MOt 58 vi khuln thudc nhirng loai ndy sinh beta-lactamase, khién
chng khdng nhay cdm véi amoxicillin don ddc (xem Déc tinh duge
tgc, Duge lyc hpc 88 thém théng tin). =
y mAu vi sinh va xét nghigm v& tinh nhay c&m nén thuc hign ny

LIEULUQONG VACACHDUNG *** " :
‘Lidu phy thudc vao tudi, can ning va chirc nang thén cla bénh
nhan va mic 89 nang cua nhiém khudn, ; o e
Lidu ding dugc the hién theo ca thanh phdn amoxicillin-clavulanate
n%oal trtr khi dugc néu rd theo lidu cla ting thanh phan riéng s,
Ubng thubc vao ddu bra &n dé han ché té] da kha néing khdng dung
nap qua duding tidu héa, it el T
Syh plhucOaAUGMENTINlétblwkhluén%thuécvaodéuwunﬁ
i 'y

Khdng nén dibu trj qué 14 ngay ma khdng kiémtra lgi,
Noudl 16n F e N
Nhidm khudn nhe t1 vira vio 2 [10001126 mg x|

{2 Aningdy. . .
Nnbm kil néng (beo gbm il khuln| 10001125 mg x
dutng tiét nidu tal phat va man tinh, nhiém |3 IAn/ngay,
khubn duonghohlpduel) .+ o e
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Tréem "o
Lidu dung dugcthd hién theo tudi cla tré hodc dwdi dang mg/kg/ngdy.
(chla 2 hogc 3 14n m8i ngay). ‘ Kot |
Tré em ndng tlr 40 kg trd 18n nén dugc ké toa theo khuydn céo
danh cho ngudl lon. i &
Tré em tir 12 tudl tré xubng # ; ‘
Lidu thép: 40/5 mg/kg/ngdy chia 3 1An = khuyén c4o ding cho cAC, |
nnlém khudn nhu nhiém khudn da va md mém va viém amidan tal
phat. " \ ) : |
Lidu cao: 80/10 mg/kg/ngdy chia 3 1An - khuyén co dung cho céc
nhidm khudin nhu viém tai gitra, viém xoang, nhiém khudn dudng
ho hdp dudi va nhiém khudn dueng tiét nigu. .~ Vg
Khéng 6 da liéu 1am sang cua cng thire 8:1 danh cho tré em dudi
1 thang tudi, Khdng khuyén cdo lidu cho déi tugng bénh nhan nay.
Thoi gian didu trf tly thudc vao dap ing cda bénh nhan, Mot sé loal
nhiém khudn (vi dy nhu viém tly xwong) cAn ther gian didu trf dai hon.
Tré sinh non Binnatos: aang |
Khong c6 lidu khuyén cdo ding cho 1ré sinh non. it e
Nguei cao tudl ‘ : T st |
Khong can chinh lidu; ding lidu nhu nguei 16n. Néu c6 ddu higu
suy than, nén diu chinh liéu dung theo bénh nhan suy thén, . .
Suy thn ) : S em |
Khong cn didu chinh liéu & b&nh nhan c6 dd thanh thai creatinin
g:rCI) |&n hon 30 mL/phot: ' o - |
bénh nhan ¢ d9 thanh thal creatinin duéi 30 mL/phit, khéng
khuyén cdo dung c4c dang bao ché cia AUGMENTIN vi ty 18
amoxicillin va acid clavulanic 14 8:1, do khong cé khuyén c4o didu
chinh lidu. : gy il
Thdm phin mau ‘ L i
Gl AUGMENTIN 500 mg/62,5 mg dang bot pha h8n dich ubng chi
nén dung cho bénh nhan c6 d§ thanh thai creatinin cao hen,
30 mL/phut. TS WL TR 001 1
Suy gan e
Thén trong khi k& toa; nén djnh ky kiém tra chirc ndng gan, "' 2
Khong du do ligu dé dua ra lidu khuyén cdo, v v ot
CHONG CHI B|NH LR G
Chéng chi dinh ding AUGMENTIN 7" 1 avso et
< & nhing bénh nhan c6 tién sir qua mAn véi cAc beta-lactam, Vi
dy c4c penicillin va cephalosporin, el et j
- & nhing bénh nhan cé tién st vang dal réi loan chire ndng gan
lién quan dén amoxicillin-clavulanate. e )|
CANH BAO VA THAN TRONG AL ML T8N Qe |
Nén hoi k§ tién s v& phdn (ng qué- mln véi penicillin,
cephalosporin hodc cac dj nguyén khac trudc khi khéi d:u' didu fri
béng AUGMENTIN. ; b e, e
D4 c6 bdo céo vé cac phdn ng qua mAn nang va ddi khi gy o,
vong (bao gém phan t'mg dang phén v§ va phan (ng néng trén da)
& nhing bénh nhan diéu trj bang penicillin. Cac phdn ing nay
thudng xay ra hon & nhirng bénh nhan c6 tidn sir qué min véi
penicillin (Xem Chéng chl djnh). Phan (rng qua min clng cé thé
ién trién-thanh hoi chirng Kounis,-mét phan ing dj ing nghiém
trong c6 thé ddn dén nhdi mau co tim. Bidu hién céc trigu chirng
cua cac phan (rng nhu vay c6 thé bao gdm dau ngyc xdy ra lidn|
quan d&n mdt phan (g dj ing véi AUGMENTIN (xem phin Téc!
dyng khdng mong mun). Néu phan ng dj (ing xdy ra, nén ngizng'
didu tri bAng AUGMENTIN va thay thér:&ng li¢u phép didu trj thich'
hop. Phén ing dang phan vé nghiém trong cAn dugc cdp ciru ngay
1@p tirc vOi adrenalin. Thé oxy, steroid tiém tinh mach va xd ly
dudng the, bao gbm dat ndi khi quan cng cb thé cAn thidt, |
Nén trénh st dyng AUGMENTIN néu nghi ng tang bach cAu don’
nhan nhiém khudn do sy xudt hign ca ban dang s&ilién quan aén’
finh trang ndy sau khi ding amoxicillin, - * ' ") Ve
Sir dyng kéo dai @bi khi cé thé gay tang sinh cac vi khudn khong
nhay cdm, g b
Viém dai trang gia mac da dugc bdo c4o khi dung khang sinh va véi
mirc d9 nghidm trong tir nhe dén de doa tinh mang. Do d6, ‘can
nhéc chdn doan ndy rét quan trong & nh(rng bénh nhan xult hian
tiéu chdy trong hodc sau khi dung khang sinh. Néu tidu chay nhidy
hoc kéo dai hodc bénh nhan bj dau quén byng, nén ngirng didy trj
ngay |8p tirc va kidm tra bdnh nhan thém,- - - - z
Nhin chung, AUGMENTIN dung nap tét va cé doc tinh thdp dac
trung cla khang sinh nhom penicillin. Nén kiém tra dinh ky chire
néng cdc co quan, bao gdm gan, than va chire ndng tao may khi
didu trj kéo dal. .o , \
Hiém c6 béo c4o kéo dai bit thudmg thei glan prothrombin (INR!
téng) & nhang bénh nhan diing AUGMENTIN va cac thubc chéng
d6ng mau ding duéng udng. Nén theo ddi thich hop khi céc thybe
chéng ddng méu dugc ké toa ddng thar. C6 thé cAn dibu chinh [idy
céc thube chéng doZ%nmtu diing dwémg ubng dé duy trl mirc ag
chéng ddng mong mudn, | i) g S i)
Nén than trong khi si.dyng AUGMENTIN trén bdnh nhan c6 gy
hidu rdi loan chirc ndng gan. .. - i e wt ll wg]|
O b4nh nhan suy thgn, nén didu chinh lidu theo mare 49 suy than
(xem Lidu lwgng va Cdch dung - Suy thn). " - i
D4 quan sét thy tinh thd nigu & nhng bénh nhdn gidm bai é
nuéc tidu nhung rét hiém, chi yéu g3p khi bénh nhan dung dudng
y&m truybn, Nén khuyén banh nhan duy trl 0 lvgng nwde ubng
véo vé lugng nuéc tidu dao thai trong thi glan dung amoxicily,
idu cao aé 1am gidm kha ndng xudt hign tinh thé amoxicillin nigy
(xem Qué lidu). = 890, '.-«n‘-.,i
GOl AUGMENTIN, co chira aspartame, & mdt ngudn cla
phenylalanine va do d6 nén ding than trong & bdnh nhan by
phenylketon nidu, . B e
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THAI KY VA CHO CON BU
Thal ky '
Nhng nghién ciru vé kha ndng sinh sén trén ddng vat (chudt nhét
va chudt céng vé! lidu cao t&i 10 14n lidu dung cho ngudl) khi dung
AUGMENTIN dudng udng v4 tiém truydn khong cho thy tac dyng
sinh quai thal. Trong m{t nghién clru don & nhOng phy nir sinh non
do v& mang 41 sém (pPROM), da c6 bao cdo vé vige didu trf dy
phong véi AUGMENTIN c6 thé lién quan dén tang nguy co viém
rudt hoai tir & tré so sinh. Cang nhu tt ca cac thubc khac, nén
tranh ding thudc trong thal ky, trir khi bac sT cho 1a cAn thiét.

Cho con bu ;

C4 thé dung AUGMENTIN trong théi gian cho con bd. Ngoai trir nguy
co b man cam, lién quan dén viéc thuc duge ba tiét mt lwgng rat it
vao s(ra me, chua b?ét tac dxng bt i ndo cho tré dang bi me. . '
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua tién hanh nhing nghién cu danh gia dnh hudng Ién kha
nang lai xe hoc vZn hanh may méc. Tuy nhién, c4c tac dyng khéng
mong mudn cé thé xay ra (vi dy nhu phén (ng d| (ng, chong mat,
co giat), g4y dnh hudng I&n kha nang I4i xe va vén hanh may méc
(xem Téc dyng khong mong muén). -
TUONG TAC .
Khong khuyén céo st dyng ddng thori véi probenecid. Probeneci
1am gidm bai tiét amoxicillin qua 8ng than. Sir dyng ddng thori véi
AUGMENTIN ¢4 thé gdy tang va kéo dai ndng d¢ amoxicillin trong
mau nhung khdng anh hudng dén acid clavulanic, Al 1628

Sir dyng ddng thoi allopurinol trong khi didu trj véi amoxicillin cé
thé gay tang kha nang xay ra cac phan (rng di (rng trén da. Khong
¢6 dr liu v& viéc sir dyng két hgp AUGMENTIN véi allopurinol. *
Cang gibng nhu cac khang sinh khéc, AUGMENTIN c6 thé anh
huéng dén hé vi khudn dudng rudt din dén 1am gidm tai hép thu
oestrogen va |am gidm hiéu qua clia cac thudc tranh thai dudng
ubng dang két hop. " L it Gl i RS
Trong céc y van, hiém cé céc tredng hop tang INR (international
normalised ratio) & nhirng bénh nhan dang diéu trj duy trl véi
acenocoumarol hodc warfarin va dugc ké toa 1 dot amoxicillin.
Néu cAn thiét ké toa ddng thei, nén theo ddi cAn than thoi gian
prothrombin hodc INR khi dung thém hodc ngung ding amoxicillin,
O nhirng bénh nhan dang dung mycophenolate mofetil, 84 c6 bao
c4o v& sy gidm ndng dd trude lidu (pre-dose concentration) clia
chat chuyén hoa cé hoat tinh mycophenolic acid (MPA) khodng
50% sau khi bat ddu dung amoxicillin duérng ubng két hep acid
clavulanic. Sy thay dbi ndng @6 truéc lidu cé thd khong thé hién
chinh xac nhitng thay déi vé mirc phoi nhidm MPA tng thé. -
Céc penicillin c6 thé Iam gidm sy thai trir methotrexate dan téi tang
kha nang gay. 80c tinh., iui6a-t - e fenve: it G ogts)
TUONG KY 1 Bt s Nl 4 1D, el s
Khéng biét. ORISR PO ST IR
TAC DUNG KHONG MONG MUON DRI Tt
DU ligu tir cac thir nghiém I1am sang lén da dugc si.dyng d8 xac
dinh tAn suét cla tac dyng khdng mong mudn tir rét phé bién dén
hiém. Tan sudt quy djnh cho tAt ca cac tac dyng khdng mong muédn
khac (vi dy, xuét hién dudi 1I10.000&du0c xac dinh chu yéu ti c4c
$6 ligu sau khi thubc lwu hanh va nham néi dén ty 18 bao céo hon Ia
“nsuét'hvc} (AL ST (o BT MR b L0 WA }
Quy wéc duéi ddy dugc sir dyng a8 phan loai tn suét:

R4t phd bién2 1/10 , : ;
Phd bidn 2 11100 88 < /10 17 FE el v
Khdng phd bién 2 1/1000 dén < 1/100 haf )HDAN
Hiém 2 1/10.000 dén < 1/1000 st §1 N
RAt hiém < 1/10.000. - X

Nhi8m khudn va nhiém ki sinh tring Bt oo
Phd bién Nhi&m ndm candida trén da va niém mac. ~ -
R&I logn h@ mau va bach huyét 't

Hiém . .. Gidm bach cAu (kb ca gidm bach cAu trung tinh)
seiitn e vagiémtiéucéucblhghbiphuc.‘ fAunalinhy

RAthiém . Mt bach cAu hat va thiéu mau tan mau'cé-thd
« puinis 2, hOl phyc.'Kéo dai thei gian chdy. mau va thoi
" "... . gian prothrombin, . Vi e B R
Réllognhg miéndjch . TR T
RA&thiém,, .. Phis mach than kinh, phan vé, hdi chirng gibng
, bénh huyt thanh, viém mach qua mAn..

Réilogn h thAnkinh ‘ ()
Khong phé bién, ,Chéng mat, dau ddu, . i 0 g
Réthiém .. Ching tang 6dng ¢ thé hdi phyc, viém mang
% gl a4 i -néo vO khui n,co glﬁt. Co th‘ XUM hiQn co gla( (1]
nhirng b4nh-nhan suy. gidm chire. nang than

v e~ hodc dung lidu cao, YOO B e
Rgllo n tim o PRI WIRCHR ity
Rét hiém " HQi chirng Kounis (xem Canh bao va Th

Réi logn dwdng tidu héa, lf VTS (RERNC On‘t.ror'\g).'
N "“’” te . . ol Rt e Ji.o A0
RAtphd bién - Tiéu chdy, NEL At gy )
Phdblén - . .. Budn non, nON. L0 g3 Wty e
Trd Om 503 Uyl A% 140] Kinde BRI g L T

Phé bién Tibu chay, budn ndn,ndn. > ot o
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82,51 IS UA
‘ I mg 4 (o 8% N 47N

peting nife s A
Mol dbi twgng flan neige orm)
Bubn ndn thuang xudt hidn hon khi ubng nhamg lidu cao. Néu cé
dAu hidu cla céc phan (ng trén dudng tidu hoa, co thé udng
AUGMENTIN véao ddu bra dn dé lam gidm nhiing phan (mg nay. .
Khong phé bién Khé tiéu, (1Al iR
RAt hidm Viém dal trang c6 lién quan dén khang sinh (kb
' cd viém dal trang gia mac va viém dai trang xuét
huyét). (Xem Cdnh bao va Thén trong).
Lu6i16ng den. )
RAt hiém co cAc bao cao vé thay dbi mau rang &
tré. V4 sinh rang miéng tét cé thé phang tranh
thay.d&i mau rang vl triéu chirng ndy cé thé b|
logi bd bang cach danh réng. ,
R&I logn gan mjt .
Khong phd bién DA ghi nhén tang vira phai AST val hodc ALT &
nh(ng bénh nhan didu trj véi khang sinh nhém
beta-lactam, nhung chuai biét ¥ nghta .cla
nh(ng phat hién nay. ; Qv
RAthiém . Viém gan va vang da & m3t. Nhing bién cd ndy
da dugc ghi nhan khi siz dyng céc penicillin
cephalosporin khac. 0
Nhing bién cb v& gan chi ydu dugc bao céo & nam gidi va bénh
nhan cao tudi va c6 thé lién quan dén thei glan didu trj kéo dai. -
Tréem LN |
RAt hiém co bdo cdo v& nhing bién cdnay dtréem. - 1o
Mol déi twgng WY
C4c d4u hiéu va triéu chirng thuéng xuét hién trong hodc ngay
khi didu tri nhung mét s8 trudng hop co thé khbng tré nén rd ra
cho dén vai tudin sau khi ngzng thubc. Céc bién cb nay thuémg
phuc. Nhzng bién cb trén gan c6 thé nang va trong mdt sé truémg
hop cyc hiém da c6 bo cdo tir vong. HAu hét cac truong hop ndy
thuémg xdy ra & nhirng bénh nhan dang bj bénh ndng tiém 4n hodc
dang dung nhirng thubc da biét c6 kha nang anh hudng dén gan. .,
Réi loan da va mé duéi da LTAT A
Khong phé bién - Ban trén da, nglra, may day. PRRTLIE Y
Hiém Héng ban da dang. ,~1e
RAt hiém | 'Hi ching Stevens-Johnson, hoai tiz thugng bi
nhiém déc; viém da bong nuéc bong vay va myn
.ml ngoai ban todn than c4p tinh (AGEP), va hoi
ching phét ban do thubc véi tang bach cdu &
toan va nhirng triéu chirng todn than (DRESS).
Nén ngimg didu trj néu c6 bat ky phan (g viém da qua man ndo xdy ra.
Réi loan than va tiét nigu .
RAt hiém Viém than k&, tinh thé niéu (xem Qué liéu).
Théng bdo ngay cho bac si hojc dwge si nhirng tic dyng
khéng mong muén gép phai khi ding thude. -«
QUA LIEU oy ean AMH yi 1) O
Trigu chirng va déu higu- - v s g
Céc triéu chirng trén duong tiéu hoa va rdi loan can bing nudc
dién giai c6 thé 12 bidu hién cia qua lidu.- o o o -
DA quan sat thdy tinh thé amoxicillin niu, trong mdt 8 trwdmg hop
dl: aén suy than (xem Cdnh béo vé Thén trong). - ©-w. «r
Pleute] - ., 1 i wamg, e L P4 0 (10
C thé didu trj triéu chirng cho céc bidu hién trén dwéng tiéu hoa
Vi luu § vé cAn blng nude va dign gidics o o s e
AUGMENTIN ¢6 thé dugc loai bd khoi vong tudn hoan bang thdm
ph‘"ﬂ\‘u.' R T o | A ML J ATl 9 e ‘.‘,"‘.1 VO AT A
Tré em peeial ol bioaruz b migeea legnolndd iy
Mét nghién ciru tién ciru trén 51 bénh nhi tai mot trung tam chéng
60 03 cho thay qué lidu 16 duéi 250 mg/kg amoxicillin khdng di kém
nhrng triéu chirng 14m sdng dang ké va khdng cin lam sach da day,
Lam dyng va phy thudc thuéc

AR (40 MW

Chura cb bo cao vé phy thudc thudc, nghién hay lam dung ddi véi
thubendy. : 1, ro1r o il 0 TRl furtle W e Pgipd
DAC TINH DUQC HOC Mot s
Dwgc lye hoe 4

Ma phan loai theo hé théng Gidi phiu - Didu tri - Hoa hoc (ATC):
JOICRO2 ' =, tey =ret 113030 MITUINE UL W e, ar 15 0T
Nhém thube didu tri: Cac dang phdi hop cua penicillin, bao
chét (rc ché enzym beta-lactamase, ;.. . ton blucia 1o n
Coché tée dyng sthohA
Amoxicillin 14 mt penicillin ban tdng hp (khang sinh beta-lactam)
@rc ché mdt hay nhidu men (thung dugc gol 1a cac protein lién két
penicillin, PBP) trong sinh m:x hgp peptidoglycan cla vi
khuAn, a8y 12 mot thanh phAn khdng thé thiéu trong cdu troc thanh té
bao vi khudn. Sy (rc ché sinh tdng hop peptidoglycan din & thanh
14 bao bj suy yéu, thudmg kéo thea sy phan hily va chét té bao..' !
Amoxicillin dé bj phan hiy bdi beta-lactamase sinh ra b&i céc vi
khudn khéng lhu& vé do 86 phd tac dyng cua amoxicillin ding don
aoe kMﬂﬂ bloobm clcvlkhu‘nllﬂh cécmen My.« LYEP A )
Acid clavulanic a mot beta-lactam c6 lién quan vé mat cdu lrie véi
céc penicillin. N6 bat hoat cac men beta-lactamase do d6 ngén
ngra sy bt hogt amoxicillin. Acid clavulanic dorr ddc khong cha
tac dyng khang khun 6 (ch trén 1Am séng. .+ ¢ s - » v - )
Sy c6 myt cua acld clavulanic trong cég.cong thirc AUGMENTIN
bao vé amoxicillin khdi sy phan hiy bdi men beta-lactamase, va m¢
mﬂw hiéu qué phd khang khuln cia amoxicillin bao gdm nhidu vi
thang thutng db khang voi amoxicillin va céc penicillin va
cephalosporin khac. Do 86 AUGMENTIN mang d4c tinh dgc biét coa
mbt khang sinh phd rdng va mot chét e ché beta-lactamase, « .«

1o

¢ A



Téc dyng dwecely ' W (W W, e
Trong danh sach dudi day, cac vi khudn dugc phan loai dya theo
tinh nhay cdm in vitro véi AUGMENTIN. bg 0 A

Tinh nhay cdm in vitro cua cac vi khudn véi AUGMENTIN "
DAu sao (*) bidu thj hiéu qué 1am sang cua amoxicillin-clavulanate
4 dugc chirng minh trong céc thir nghiém [am sang. DY
Céc vi khudn khéng sinh beta-lactamase dugc danh dAu (ddut):
Mot mAu phan 18p nhay cam véi amoxicillin co thé coi la'nhay
cam véi AUGMENTIN. & Bk,
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Staphylococcus aureus (nhay cam voi methicillin)*. »~ 140 yloos
Staphylococcus saprophyticus (nhay cam voi methicillin)
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Bordetella pertussis : ) Mgl 8%
Haemophilus influenzae*
Haemophilus parainfluenzae FACTANLATARITIC
Helicobacter pylori L eato ¢ TV,
Moraxella catarrhalis* v 13id B A5 o i
Neisseria gonorrhoeae GIBLR) OFS 2 hI0g |
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Vibrio cholera anul ngr'an
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Clostridium spp. L e R
Peptococcus niger o b
Peptostreptococcus magnus W R R K
Peptostreptococcus micros S & TR
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Bacteroides fragilis oot 4, T
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Fusobacterium nucleatum . gz (Vi) eLenw
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Legionella pneumophila FTRRCTED
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Hai thanh phan cia AUGMENTIN, amoxicillin va acid clavulanic
dugc phan ly hoan toan trong dung dich nuée & pH sinh ly. Ca hai
thanh phan d&u dugc hdp thu tét va nhanh khi ding duéng uéng.
H4p thu AUGMENTIN dat t&i wru khi uéng thudc vao d4u baa an.
Nbng do amoxicillin trong huyét thanh..dat dugc khi ding
AUGMENTIN ciing twong ty nhu khi ubng amoxicillin riéng 1& véi
liéu twong duong. - . oy Hiyom

Phén bé ;.

Sau khi dung thudc theo duéng tinh mach, cb thé phét hién ndng
d%diéu tri cua ca amoxicillin va acid clavulanic trong m va dich ké.
NOng d§ diéu trj cua cé hai cht nay déu dugc tim thy.trong ti
mat, mé byng, da, m& va mé co; ndng A9 didu trj c6 thé dat dugc
trong hoat dich, djch phiic mac, matva mu. Vel

Ca amoxicillin va acid clavulanic d&u khéng gdn két nhidu véi
protein, cac nghién ciru cho thdy khodng 25% acid clavulanic va
18% amoxicillin cua toan b lugng thudc trong huyét tvong gén két
véi protein, '

Tir cac nghién clru trén dng vat, khdng cé bang chirng cho thy
hai thanh phan nay cé tich Iy tai co quan trong co thé, .
Giéng nhu cac penicillin khac, amoxicillin ¢6 thé dugc phat hién
trong sra me. Clavulanate cng dugc phét hién trong sira véi mgt
Iwgng rét nhd. Ngoai nguy co bj man cam lién quan dén sy bai tiét
ndy, chua biét tac dyng bat Igi nao ddi véi tré b me. g, el
Céc nghién clru v& kha nang sinh san trén dong vt da cho thdy ca
amoxicillin va acid clavulanic d&u qua dugc nhau thai. Tuy nhién,
chua phét hign bang chirng vé téc hai Ién kha nang sinh sdn hodc
gay hai ddi voi phoi thai. e vl 535 § D
Chuyén héa , TR
Amoxicillin dugc bai tiét mot phan qua nuéc tiéu dudi dang acid
penicilloic bt hoat véi lugng twvong duong 10-25% lidu khéi ddu.
Trén ngudi, acid clavulanic. dugc chuyén.hda chi yéu thanh
2,5-dihydro-4-(2-hydroxyethyl)-5-0xo-1H-pyrrole-3-carboxylic
acid va 1-amino-4-hydroxy-butan-2-one, va dugc thai trir qua
nudc tidu va phan cing nhu carbon dioxide trong khi thérra, . -
Thaitrer. . . . sy gk e 1nan b
Clng nhu c4c penicillin khac, amoxicillin thai trir chd yéu qua than,
trong khi clavulanate thai trir ca qua than va khéng qua than, ... .
Khoang 60-70% amoxicillin va khodng 40-65% acid -clavulanic
duqc bai tiét dudi dang khong ddi qua nudc tiéu trong vong 6 gid,
d4u sau khi ubng liéu don vién nén 250/125 mg hodc 500/125 mg.
Dung phéi hgp. véi probenecid Iam cham sy thai trir amoxicillin
nhung khdng lam chdm sy thai trir qua than cla acid clavulanic
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Tiéu chuln co sé. : ‘

BAO QUAN o y :
Bao quan noi khd réo trong bao bi géc cia thubc dé tranh dm, dudi
30°C.

TINH CHAT VATHANHPHANBAOBI . .. . . . ...
B4t Amoxicillin-clavulanate dé hoan nguyén dugc dyng trong cac
goi ding mot 14n c4u tao bdi ba 6p gidy/nhdmipolyethylene., ;-
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Kiém tra tinh nguyén ven cua géi thuéc trudc khi ding. Pha bdt
thuéc vao nuéc trrde khiudng. - . s 13y 3V
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Khi cho tré duéi 2 tudi ubng, c6 thd dung nudc dé pha lodng hén
dich amoxicillin-clavulanate t&i 218n. . ‘.00t vivar v2 e o)
Nh(ng thudc khdng dung dén hodc chét thai nén dugc loai bé theo
quy dinh cla dja phuang. |, .- ol anipes iy
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