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= AUGMENTIN®

Amoxicillin trihydrate - Kali clavulanate
Thude ban theo don

TRINHBAY
Hoatchét
Amoxdcillin 260,00mg
dueh damg ameacillin tihydrate
Clavulanic acid 31,25mg
i dang kall clavutanate
) frong mtgei
Td duge: Crospovidone, hydrated precipitated siica, peach-lemon-
gh'avmerry_ namwggr}ange, hergamut va lemon ode, vanifiin, butylated

y ( (E951).

Dangbéao ché
B{tpha hin dich usng,
Quy cch ddng gdi
Hap 12goi.
Métd chung
Ngf::l:&l!TlN {khang sinh beta-lactam nhém penicillin k&tl‘wp i chét dc
¢l £l & thudc kha i phd kb Gng dac bigt
chéing lal cac vi khudn thuding g2y bénh frong cAng déng va bénh vién, Tac
dyng e ché men beta-lactamase cla clavulanate md rong phd khang

n clia amoxicillin hon nila, brao gim nhidu ching da khéng cdc khang
sinf nhdm bata-lactam khac.

CHIBINH

Nén st dung AUGMENTIN theo Hudng dfin k& toa thudc khdng sinh chinh

thidc vl 0 liéu vé tinh nhay cdm cda cde vikhudn tai dia phudng.

AUGMENTIN ducc chi din a8 diéu trj ngdn han cac nhibm khudn gay bi

céc hay cam vdi amoxicilin-clavulanate, d cac vitr dudiddy:

- Nhifm khugn dubing hé hp trén (gbm c4 tal-miii-hong) nhu viam amidan

i phdt, viem xoang, viém tai gila, dlé'n hinh gdy bdi Strepiococcus
i infl tarrhalis' va

Sfrspd'wmspyogen;a

- NhiBim khufin dudng hé hdp dudi nhu dot cp ciia viém phé quin man,

vigm ﬂhﬁilﬁ‘ltly va vidm phé quan phii, difn hinh gay béi Streptococcus
i S P gy

- Nhiim khufin duing nigu-sinh duc nhuf viém bang quang, viém ridu dao,
vibm than-bé than, nhifm khudn sinh duc nd, dién hinh gty boi
Enterobacten * (chi y8u Escherichia colf), Staphy

saprophyticus v& Enisrococcus species vA bénh u do Neissena

~Nhidm khshn d va md mém 5 finh gy b0l Staphyfococous aures,

St Pyog 0 :

- Nhifm khuén xuong va khdp nhu viem tly xudng, dién hinh gay b
1§ aureus’, thuring phéi didu tr kéo dai,

- Céc nhidim khudin khac nhu naof sdy thai nhiém ki, nhim khudn sau

&, nhidm khufin trong 8 bung.

* Mt 58 vi khudn fhude nhing lodi néy sinh beta-lactamase, kiidn ching

khiing nhay cAm vdi riéng amaxiciin {xem Bac tinh dugc hoc, Duge lucho

déthém thang tin).

Tinh nhay cam cila vikhudnvai AUGMENTIN s thay a8 theo dia Iy vathoi

gian. Nén tham khdo d0 Eéu vé tinh nhay cdm clia cdc vi khudn tal dia

phudng néu cd sin, va fisin hanh 13y mAu vi sinh va xét nghigm vé tinh nhay

cAmnéucdn.

Nhidm khugin géy b céc ching nhay cim véi amoxicillin c6 thé duge digu

tri khéi bai AUGMENTIN nhd thanh phé iciliin, Nhilm khudn hia hop

géy bl e ching nhay cdm voi amoxicilin két hop wdi ching sinh beta-

tactamase nhay cdm véi amoxicilin-clavulanate cf thé duge didu tr bing

AUGMENTIN.

LIEULUONG VA CACH DUNG
Liu phy thufe votudi, cin naing vé chilcnang than cia bénh nhan va mic
afynang clia nhiSmkhun.
Lidu diing dugc th hién theo ca thanh phén amonicillin-clavulanate ngoai
{rirkhi dugc ndu rotheo ligu clia ting thinh phén ring ré.
Uding thudc vao ddu bia an 4é han en&tdi dakhd nang khéng dung nap qua
dubngtiduhda.
Syhdp thuclia AUGMENTIN 12 18 uut khi ufing thudc vao déuba an.
Khéing nén didutr qua 14 ngdy mé khong kigm tralai.
Cé th& bt d4u diéu Iri bng udng fiém truyén v tiép ndi bing dubing uting.
Ngusiidn

Mhidim khudn nhe t3 viia 100025 mg x 2 ioninghy.

Nhidm khuén nang (bao gém | 1000125 mg x 3 iéningdy.
rihim khuin duding fist nidu tai
phét va man tinh, nhifm khudn
duting hé hip dudi)

Tréem
Lidu diing thige thé hién theo tusi cila g hodc dudi dang mo/kg/ngay (chia

2hodc 3 14n mbingay).
Tré em ndng kil 40 kg 1rd 1én nén duidc ké toa theo khuyén cdo danh cho

ngudi idn,
Tré em dudi 12 tusi
Lidu khuyén cdo
40mg/s mgikgingay t9i 80 mg/10 mg/kg/ngay (khng qua 3000 mgf375 mg
milingay) chia 31an, thy thupc vaomic dd nangclanhidmkhufin.
Théi gian diéu tr tiry hudc véo dép Ung cia binh nhén. Mét a8 loai nhigm
khudn (v dy nhuviém tly xuong) cn thii glan diéu tridi hdn.
Tré sinh non
Khding o liéu khuyén co ding chotré sinh non,
Ngutsigla }
¥hong cAn chinh lidu; disng 158u nhu nguti 16n. Nu o6 déu hidu suy than,
néndiéu chinh liéu diing theo bénh nhin suy than,
Suythan o
Khang cn dléu chinh 8u & bisnh nhan c6 a6 thanh thai creatinin (CrCl) ldn
hon 30 miphit
3 bnh nivan o6 60 thanh thai creatinin dudi 30 mifphit, khdng khuyén céo
diing AUGMENTIN vei t 18 amoxiciliin va acid clavulanic i 8:1, do khing
6 khuyéin cao Giu chinh iSu.
Thém phan méu _
Goi AUGMENTIN 250 mgf31,25 mg dang hﬂ pha hiln dich uding el nén
diing cho bénh nhan c6 33 thanh théi creatinin cao hdn 30 mifphut.

n
mﬁm Khl k& toa; nén dinh ki kim tra chilenang gan.
Khing dldi0iéu 6 dua ra liéu khuyén cdo.




e NEEPS://trungtamthuoc.com/

béinhnhén o6 tién st gud min v beta-| {ducdc
v caphalosporin,
- & nhing bénh nhan o tign sd vang dal i loan chil nang gan lidn quan
d8n amoxicilin-clavutanate.

CANHBAOVA THAN TRONG

Nén hdi k§ tilin s w6 phén Ung qua man véi penicillin, cephalosparin hodc
cdedinguyén khictrude khi khdi ddu difu tri bdng AUGMENTIN,
Eﬁodbsoﬁov&cécphénlisgquamh{dangphanvé}mﬁﬂﬂrhu
g&ymmomwﬁphandﬂunh&gpenhllhn Cécphﬁ!mgn&y
hudng

phén ung df dng xdy ra, n&\rgﬂ'ngd’ﬁvﬁb&aqﬂJhENTleaMmE
béngheuprépméummmm Phan dng dang phén v& nghiém trong cén
Oy, steroid tidm finh mach va xi iy
ﬂmngm baagﬁmwwiquuénwngcoﬂcmm

Nén trénh sif dung AUGMENTIN néu nghi ng tang bach cu don nhén
nhibm khun d At hién cda ban dang s6i ién quan d8n finh trang nay

saukhldimamundlh
A Hu. Adb A o, " ¥ 2 A
ody ay cam.
Wmdﬁm;gl&*—*“* biéio co ki ding k v voi mic g

' bl nhe dn de doatinh Dodsd, l‘,ﬁnnhécchﬁnduﬁnlm
rﬂmnmgﬂmwmnrﬂnmﬂhlénm chily trang hogc sau khi
dling khdng sinh. Néu idu chdy nhiéu hoac kéo d hodc bénh nha b dau

tringay l3p
Nﬂlnchung.NJGMENTINdungnap:ﬁ!vacﬂdocmma&:muh
lchﬁngsmhnhdmpsnuﬂh Nén kifm fra dinh ki chile nfing cde od quan,
100 midu khi dibu irj ko dai.
Hmmmmma&n&tmmwanmmbnﬁmm]a
ﬂmgmnnhsanGMENﬂNwmmu&mﬁngmmdnng
uing uiing. Nén thee dBi thich hap khi L dug
toa ddng théi. Cdthéchﬂ'éudhhléucécmdﬁigﬂbngmaudung

M!hsnwﬂg mwdunngMENTlebemnhannd i higu suy
Slémnhﬂ:nayggan

bénh nhdn suy thén, nén difu chinh liu theo mus df suy than {xem Like
Iugdng va Cdch ding - Suy thén),
D4 quan sat thdy tinh thé nigu 8 nhing bénh nhan gidm bai tiét nudc tidy
nibung rdt hidm, chil y8u gap khi bénh nhan ding duing tiém truyén. Nén
khuyén bénh nhén uding dil nude dé duy b lugng nude B8y dao thai tron
thisi gian ding amoxicilin liéu cao A8 1am gism khd ndng xuit hign Iinhmg
amaoxicilin nid (xem Qud i),

memmnugm o5 chila asp 1 mit nguén ci v
TUONG TAC.
" én cdo sl dung 86ng this véip id. Probenacid lam gidm
qua dng than, 51 dung ddng thisi vl AUGMENTIN cd thi
‘géylang va ko dai néng 4 amox|ciin treng mé anh huéng
dénacddavdanc.

Sirdyng déing thai allopurinal trong ki didu tri vdi amonicilin cd the gay
mmuﬁmmmmmmnmamma Khéng cd 6 iéu vé vigc

withdp AUGMENTIN wii
mmmmmcmammmmwsmwummm
H\nkhu!nmwdﬁndﬁllﬁmglém&hépwwﬂlémdﬂn
thﬂcvm bl % S
mmanhwmmammlﬂdwﬂvﬁammm
warfarin 1 dgt 1 ki toa déing thai, nén
mwdnmmmnmmhn@cmwummm
mdnngamonwlh

i ; P fill, 83 o6 b
gémn&qﬂmammuyérhoamhmunhmmmmwm
mﬂ!uma&mmsu%sauwbétmmngmummwm

p Syihay dbintng ol
n.u(h.a i J& ™ iy MDA nLl
Pmdlmmmé&nglamsumwmmm dénuﬂltanghﬁnang
gaydictinh.

THAIKY VACHO CON BU

Thal ky

Nheng nghisn ciu v kha nang sinh san rén ddng vt {chudt nhét va chudt
cling vdi Bu cao 191 10 tn féu ding cho ngudi) khi ding AUGMENTIN
ung uding va tim truryén khing cho thiy thc dung sinh gudil thal. Trong
U dan & nhang phu i si i s6m (pPROM),
&mbﬂomvﬁn@cﬂumwmmmmNﬁMﬁ&nw
@ tang nguy o vigm rubt hogi t0 & tré so sinh. Cling nhu 14t cé cdc thudc
Khac, nén trénh diing thudc trong thai kY, tnr khi béc sTcho 1 cin thist

Choconbd
Cd ihé dimg AUGMENTIN Imngm gmrmeonbu Ngoelmmeﬂbt
méncém fién quan ﬂé.._-\.\. a4l fidlt it 2,

oty

ANH HUBNG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chua tién hanh nhiing nghign cilu vé dnh huling ¥ khd nang 14 xe hoje
viinhanh mdy méc, Tuy nhiin, cic te dung khdng mang mufn cd thé xiy
7a (v dy nhu phdn tng ] ing, chang mat, oo gid), gy dnh hudng 18n knd

nangial moe [Aem g

Tﬁcnwamsmuuﬁu

oaidut . ik inh thn sl
ek I b e tokey T suli oy i

d’lulﬂtcécacmdmgkhongmmgmmkhé:{wm mﬁlhlanduﬂl
IHDOM}mmdmdﬂyﬁummsﬁﬂumkhlhu&lwmu

Quyuded ' i aitinsudt
Ralphdbién  >1/10

Phébién >1100va< 110

Khéngphsbign >1/1000v < 11100

Higm

>1110.000va<11000

Réthiém < 110,000,

Nhibm khuin v nhifm ki sinhtriing )

Phébidn Nhidim ném candida tréin da va niém mac

R& loan h@ méu va bach huyét
Giam bach céu cd héi puc (k8 ¢ gidm bach céu tung
i) va gidm téu cdu.

Réthiém Mstbawcéuhalmmmucvamléumaumnmau Kéo

Rflognhgmibndich _

Rt hidm Phis 4n kinh, phin v8, hil ch huyst
thanh, viem mach qua min,

Réilogn hé than kinh

Kh bién Chong mat, dau déu

Rﬂtmd cnmmmmmmvawwummm
mgﬁldmmhnhmmg&mmmwnm
diing iy cao,

Réi loan dubing tidu hda

Ngudildn

Rétphdbidn  Tiduchdy

Phé bign Budnndn, ndn

Tréem

Pnd bign Tiguchéy, busn ndn, nén

d6i tugng

;?mnbnmmmﬁnhmlﬂwﬁngmﬂngllhm NEu o6 déu higu

cisa cAc phin Ung trén Guang i&u héa, cd thé ung AUGMENTIN vio du

b &n 08 lm gidm nhing phén dng ndy.

Khéng phébién Khatitu

me&ﬁmhs \igm dal trang do khang sinh (k8 ¢ viem dai trang gid
friac i viém dai trang xust huy8t). (Xem Canh béo va
ang‘]m
Lugiiang
Rt hiSm ot cdc bdo cao v thay d8i mau ring 8 1. V8
wmngmlmtﬁtcomépwumnmﬂ&maum
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bénh nhén didu b v

nhung chua bigt nghia clia nhng phétién nay.
Réthigm Viém gan va vang da O mat Nhing bign cf ndy da duge

ghi nhén khi i dung cac penicillin va cephalosporin khac.
Nhiing bidin c8 wé gan chi y&u tuige bo c4o d nam gidk va bénh nhan cao
tuivacd thillién quan dén thai gian didy ir kéo dai.
Tré

em
REthidie ';.éw':“ a -n.u' (..).‘G"éem‘
Moi déi tugng

Céc ddu higu va trigu ching thuding xudt hién trong hoge ngay sau khi didu

rj nhung m{t s& tniding hdp 6 thé khang trd nén 18 rang cho dén vai tulin

sau khingimg thufc. Cée bign cd nay thudng hisi phyc. Nhing bign of trén

gan cb th& nang va trang mdt s3 truing hdp cyc him 45 ¢ bao caotll vong.

Héu hét céc truting hp nay thuding &y ra & nhiing bénh nhan dang bjbénh

:?l‘&nngliﬁmén hodc dang diing nhilng thufc 45 bist cd kha ndng dnh hudng

gan,

Réi loan davamé dudi da

Khéngphd bién Banlrén da, ngda, may day

Higm Héng ban dadang

Réthigm Hai chiing Stevens-Johnson, hoai 10l thugng bi nhim doc,
vibm da béng nude bong vy v mun mi ngoai ban todn

{hén cip tinh (AGEP).
Neén ngiing diéu irindu o6 bt icy phdin tng viém da quamén ndo xay ra.
Réiloan thin va tit nidu
Réthigm Vigm thén ké, tinh thé nigu (xem Qualiéu)
Théng béo cho bic sinhing tic dung khéng g mudn gip phaikhi
dingthude.
QuALIEy
Trigu chiing va ddu higu
Céic triéu chiing trén duding Biéu héa va rdi loan can bing nudc &ign gidi c6
thié 1 bidls hign cda qué lidu.

D3 quan sat thdy tinh thé amoxicillin nigu, trong métsé iruiing hop dén dén
suy thiin (xem Cdnh bdo va Thantrong).
Diidu tri

Cd thé diu tri tridu ching cho cAr bifiu hidn trén dudng fidu hda vdi luu § vé
cAnblng nudcva dign gidl,

AUGMENTIN c6 thé Budc loai b6 khii véng tudin hodn bang thém phan
mau.

Tréem

M8t nghidin cltu tidn el trén 51 banh nhi tai mét tning 1m chifng dbc 43
cho thély qué liu tdi dudi 250 mgikg amoxicillin khdng di kém nhing frigu
chilng l&m sang dang ké va khéng cdnmsach daday.

Lam dung va phu thuéc thudc

%Lhoﬁbéucéuvé phu thude thudic, nghién hay lam dung d8i vdi thudc

DAC TINHDUGC HOC

Dude Iyfe hoe

MaATC

JOICRO2

Cd chétée dung

Amoicillin | mdt penicillin bén tng hdp (khdng sinh beta-lactam) dc ché
mit hay nhiu men (thuting dugc gol A céc protein lin ket penicilin, PBP)
trong chudi sinh tdng hop peplidogiycan cla vi khudn, d8y 14 mit thanh
phén khing thé thidu trang oAl tnc thinh t bao vi khufn. Su (e ché sich
téng hap peplidoglytan dén bl thanh L& bao b suy y8u, thuling kéo theo sy
phién hiy va chéttg bao,

Amoxicillin d& bi phén hiy bdi beta-lactamase sinh ra bii céc vi khudn
Khang thudc va do 86 phd tic dung clia amoxiciliin ding don ddc khitng bao
gimcdcvikhudnsinh cicmen ndy.

Clavulanic1a mit beta-lactarm c6lién quan vé mat cfu inbec vdi céc penicillin.
NG bét hoat cic men beta-lactamase do d6 ngan ngiia sy bét hoat
amoxicilin. Mot minh acid clavulanic khéng cho tée dung khéng khudn c6
fch trén {&m sang.

S et mat cila acid ciavulanic trong céc cdng thilc AUGMENTIN béo vé
amaxicillin khdi sy phan niy béi men beta-lactamase, v md ring cf higu
qué phf khang khun eda amexicillin bao gim nhigu vi khun thang thuding
¢& khéng vdi amoxicilin va céc penicilin va cephalosporin khic, Do 46
AUGMENTIN mang déc tinh dac biét clia mot khang sinh phd rdng va mit
chét U ché beta-lactamase.

Téc dung dugec ly

Trong danh séch dudi 2y, cde vi khusin dude phan loal dya theo tinh nhay
camin vitrovdi AUGMENTIN,

Tinhnhay cAm in vifro cla cdc vi khudn véi AUGMENTIN

Déusao ") bigu lhihiéu\qué 1&m sing clia amovcilin-clavulanate da duge

Céc vi khudn khdng sinh beta-lactamase duge d&nh ddu (d8u'). M3t miu
phén p nhay cam vdi amoxicillin ot thé coi i nhay cm val AUGMENTIN,
Nhitng vi khudin nhay cdm théng thuing

Gram dudng higu khi

Bacillius anthracis

Enterococcus fascalls

Listeria monocytogenes

Nocardia asterofdes

Straptococous agalactiae”
Streplococeus spp. (vi khufin tan méu nhom B khéc)*"
e (nhay cAmvaimethiclln)*
\prophyticus (nhay cam véi methicilin}
lase (nhay cim véi methiclling

Gramm hiéu khi
Bordelelia pertussis
Haemaphilus infiuenzae*
Haemaphilus parainfirenzae
Helicabacter pylon
Moraxella catarhalis®
Neissenia gonorrhosas
Pastauralia muftocida

Vibrio chalara
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Gram dudng hifu khi
Corynebactenium spp.
Enterococcus faecium
Straptococous preumonias®
Lign cAu khudn nhém viridians
Nhiing vikhun vén da khing thuéc
Gram &m hiy khi
Acinsfobacterspp.
Citrobacter freundii
Enterobacterspp.

Hafnia alvei

Chiamydia psittaci
Chiamydiaspp.
Coxiella burnetfi
Mycaplasma spp.
Duge ddng hoc
Hipthy

Hai thénh phén cia AUGMENTIN, amoxiciliin va acid clavulanic duge phan
1y hoan todn trong dung dich nudc & pH sinh1y. CA haithanh phén déu dude
hép thu t6t v nhanh khi diing duding usng. Hip thu AUGMENTIN dat 18 wu
Khiugng thuSc vao d8u ban,

Néng 9 amoxicillin trong huyét thanh dat dugc khi ding AUGMENTIN
cing tudng b nhu khi uding amoxicillin riéng 18 vdi liu tudng dudng.

Phén b

Sau khi diing thudc theo duing finh mach, c6 thé phét hign néng 46 didu tr
cla ca amoxicillin v acid clavulanic irong md vé dich ké. Ning 49 diéu tr clia
¢4 hal chat nay déu duge tim thay trong ti mat, mé bung, da, md va md ca.
Néng a6 digu tri c6 thé dat duge trong hoat dich, dich phiic mac, matvamd,
C4 amoicilin vé acid clavutanic déu khong gén ket nhigu voi protein, cac
nghién ctiu cho théy khodng 25% acid clavulanic v& 18% amoxicillin cla
todn b lugng thulic trang huyst tuong gdn két vai protein.

Tifcéc nghién ciu trén dong vét, khong c6 bang ching cho théy hai thanh
phén néy o6 tich ity tai cd quan trong ca thé.

Gifing nhu céc penicillin khdc, amexicillin of the duge phét hign trong s0a
me. Clavulanate cling dugc phét hidn trong sia dudi dang vt Ngodi nguy
o bj mén cAm fién quan dén sy bai tiét nay, chua bigt tac dung batigi ndo
a6 vdi tré ba me.

Céc nghign ciu w8 khd nang sinh san trén ddng vat d3 cho thdy ci
amoxicillin va acid clavulanic d8u thém qua nhau thai. Tuy nhién, chua phat
men biing ching vé tAc hai lén khd nang sinh sén hodc gy hai d8i vai phéi

CmeEnhoa

Amoxicillin ducic bai tidt mat phan qua nude tiéu dudi dang acid penicilloic
bét hoat vii lugng tudng dudng 10-25% lidu khdi d8u. Trén ngudi, acid
clavulanic dugc chuyén héa chil yéu thanh 2,5-dihydro-4-(2-hydroxyethyl)-
5-oxo-1H-pyrrole-3-carboxylic acid vi 1-amino-4-hydroxy-butan-2-one, va
dugc thai trf qua nudc tidu, phén vé ciing nhu carbon dioxide trong khi thd

ra.

Thii trir

Ciing nhu céc penicillin khdc, amoxicillin mwdwﬁu quathén, trang khi
clavulanate thai trit ¢ qua than va khang qua thé

Khodng 60-70% amoxicillin va khodng 40-65% acld clavulanic dugc bai fit
dudi dang khdng ddi qua nudc tidu trong vang 6 gid ddu sau khi uling libu
dan vign nén 250/125 mg hodic 500125 mg.

Diing phii hop vdi probenecid 1am chim sy théi tnf amaxicillin nhung khdng
1am cham sy thai trit qua than cda acid clavulanic (xem Tudng tac).

HAN DUNG

24thang ké tif ngay sn xudt

BAOQUAN
Bdio quan AUGMENTIN trong bao bi kin, ndi khé rdo, dudi 30°C.
HUGNG DAN SUDUNG VA XU LY
Phabdtthe ittt

Tréem
Khi cho tré dudi 2 tudi udng, c6 thé ding nudc d& pha loding hén dich
amoxicillin-clavulanate i 2 1n.

DEXATAMTAY TREEM
DOC KY HUGNG DAN SUDUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XINHOTY KIEN BACST

SANXUATBGI

Glaxo Welicome Production
Temas 2

Zone Industrielle de la Peyenniére
53100 Mayenne, France.

@GIaxoSmlthKllne

Duatrén GDS21
Ban hanh ngay 18 thang 1 ndm 2013,

AUGMENTIN 1 nhan higu thuong mai 04 dang ky cla GlaxoSmithKline
group of companies.

AUG SAC 2500313-21/180113



