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RTEDAVI
Amoxicillin 400 mg, acid clavulanic 57 mg
Bjt pha hdn djch ubing
Khiing sinh

+ Thude néy chi ding theo dom thude

« Lic ki tnede khi diing

» £ xa tdm tay tré em

« Boc b heimg ddn 51 dung trnndc khi ding

THANH PHAN CONG THUC THUOC:

Sau khi pha, m&i 3 mL (1 mudng ca phé) hin dich chira:

Hogt chit:

Amoxicilin (duti dang Tihydrat).. i s 400 Mg

Acid clavulanic [durdi dang hon hop kali clavalanat/Syloid Al-1 (1 D] ST mg ,
Ti duye: Acid citric, natri citrate dihydrate, natri benzoate, Avicel RC-591, gom xanthan, Acrosil
200, silicon dioxide, hiromg qui mim xdi, sucrose dang b,

DANG BAO CHE
Bit pha bin djch udng. .
M ti: hén hop m:&g nhdt, miu triing kem, huomg qui mim xdi,

CHI DINH )

Thude duge chi dinh d& didu tr cde nhidm khulin & 4 ngudi [m v tré em nhu sau.
 Viém xoang cip do vi khuln (dwge chin dodn dly du)

* Viém tai gitra cilp .

* Céc dgt cap cia viém phé quin min tinh (duge chin dodn diy du)

* Viém phoi mic phai 1pi cfng ddng

* Viém bing quang

= Viém bé thiin : ;
* Nhiém khuin da vi mé mém djc bigt 1& viem md 1 bio thé t 1gi mdt chd, ddng vt cin, dp xe
ring ndng kém viém mid 1é bao lan toa.

» Nhi#m khuin xuong va khép, dic biét la viém tiy xuong.

Clin xem xét cic hudmg din chinh thire vé vige sit dyng khang sinh thich hgp.

CACH DUNG, LIEU DUNG

Huwdmg diin cich pha . )

* D¢ ot 70mL hon dich thubc, diu tién gd nhe chai thude vai lin dé lim bt toi ra trude khi pha.
Sau d6 46 nuée vio dén nira chai thubc va lic manh dé hda tan bt thubc. Dgi § phiit dé thude phin
tin déng nhit. Thém nuée vio dén mirc i duge dinh diu trén chai thube va lic manh mét lin nira.
Lic ky trwde mdi lin dong lidu.

» Mot khi di pha, phai bo quin hfn dich trong tii lanh (2°C- 8°C), khéng dé dong. Hiy bd phin
thude khang ding sau 7 ngay.

Ciich sir dyng
-Uéngmnﬂvioﬁub&nindﬁgiimlhiéumulngkhﬁugdlmgmcﬁadﬂmgﬁhhﬁn vil tbi
uuhéas,rhéplhu .

Cb thé bit diu diéu trj bing dwémg tiém finh mach theo huémg din wong img vi tiép tye vige dicu
trj biing duémg ubng.

Liéu ding duge hudmg din sau diy duoe tinh theo ¢ 2 thinh phin amoxicillin-clavalanate, tnr khi
néu rd theo licu ciia timg thinh phin riéng ré.

Lidu diéu trj cho cie logi nhim khuin phy thude vio:

* Dy dodn cic mim bénh vi khi ning nhay cim véi khing sinh.

= Mirc 4¢ nghiém trong vii vj tri nhifm khuan.

- Tudi, cin ning va chirc ning thin ciia bénh nhin theo théng tin dudi diy:

+ Véi tré em < 40 kg cbng thirc thudc ndy cung cip lidu 15i da hing ngay 14 1000-2800 mg
amoxicillin / 143-400 mg acid clavulanic khi dimg theo khuyén c8o bén durén. Néu cin phii cin
nhiic sir dyng liéu amoxicillin hing ngdy cao hon, nén chon mit ché phim khic dé trinh sir dung
liéu acid clavulanic hing ngiy cao. i i
Thiri gian dicu trj cin cin cif theo d4p tmg cila bénh nhin Mt sb bénh nhifm khudn (vi dy viém
tiry xuomg) can phai dicu trj liu hon. Khéng nén diéu trj qui 14 ngiy ma khong dinh gid lai.

+ Tré em > 40 kg nén dimg cic dang bdo ché nhu cia nguin lém.
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Liéu khuyén cdo: .

+ 25 mg/3,6 mg/kg/ngly dén 45 me/6 4mgkgngiy, duge chia lim 2 lan.

» Lén dén 70 mg/1 0 mg/kg/ngdy, duoc chia lim 2 Lin trong mét sd nhiém khudn nhu viém tai gidr,
viém xoang vii nhiém khuin dwimg hé hip dudn.
Khéng cé dir liu lim sing khi sir dung céc cong thirc v6i ti 1§ 7: 1 & lidu cao hon 45 mg/6.4
mg/kg/ngdy & tré dudi 2 tudi. .
Khing c6 dif lifu lam sang khi sir dyng cac cbng thirc v&i ti 1§ 7: | & tré dui 2 thang moi. Do 46,
khéing thé xéc dinh lidu cho nhém bénh nhin niy.

m‘%mhmn&
mngﬁmﬁuhmum! & bénh nhin cé 4§ thanh thii creatinine (CrCl) l6m hon 30 mUphit

O nhimg bénh nhin ¢6 4§ thanh thii creatinin du¢i 30 ml/phit, khéng nén sir dyng chc cong thirc
véiti 1 7: 1 vi khong c6 hutmg din diéu chinh litu.

Béoh ohi iim chite o
Thin trong khi ké toa, nén dinb ky kiém tra chirc ning gan.

CHONG CHi P|NH -

- Bénh nhin qué min cim véi amoxicillin, acid clavulanic, véi bit k peaicillin ndo, hofic véi bt

i th dirge ndo cila thube. )

- Bénh nhin cb tién sir qub min ngay lip tic (nhy sbc phin v§) véi cic beta-lactam khic (nhwr
i )

cephalosporin, carbapenem hay monobactam). o
- Bénh nhiin cé tién sir viing da hodc rbi loan chirc ning gan lién quan dén amoxicillin/acid
clavulanic.

CANH BAO VA THAN TRONG KHI DUNG THUOC )
Neén héi kJ tién sir vi phiin (mg qui min cam véi penicillin, cephalosporin bojc beta-lactam khic
trurde khi khei dlu diéu trj bing amoxicillin/acid clavulanic. ‘
D3 cb bdo cho vé cic phin img qué min nghiém trong va dbi khi giy tir vong (bao gm sbc phan
v vil phin img qué min nghiém trong trén da) & nhimg bénh nhin diéu trj bing penicillin. Cdo
ph&nhgnﬁymuﬁnl:iyrubu'nﬁnhﬂngb!nhnhinﬁﬁliénsirmm-:imvg:é]:plﬁl“m”lﬂhﬁns
mnh.lndiﬁng,N phin img di img xdy ra, nén ngimg diéu trj va thay thé bing phuong phip
itu trj thich hop. ey
Trong truimg hop chimg minh dugc nhim khuln 1 do ching vi khudn nhay cim vai amoxicillin,
E cin nhic chuyén phéc 48 dibu trj tir amoxicillin/acid clavulanic sang amoxicillin theo huémg
chinh thirc.
Amoxicillin/acid clavulanic khéng thich hgp sir dyng khi mim bénh c6 nguy eo cao gy gidm tinh
nhay cim hofc khing véi cic beta-lactam qua trung gian beta-lactamase giy (e ché bai
acid clavulanic. Khéng nén ding thubc ndy d diéu trj ching S pneumoniae khing penicillin
ﬁiﬂﬁuuichubén.'hrminsuysiimchﬁ:nhgﬂmnhﬂ:nhl'msb&ﬂmhlnm‘nlunglt!umcﬁ
o
Naﬁyhh ﬁﬁa amoxicillin/acid clavulanic ndu nghi ngd ting bych chu don nhin nhifm khudn
do sy xubit hién cia ban dang séi lign quan dén tinh trang ndy sau khi ding amoxicillin.
Sir dung dbng théi allopurinol trong qud trinh didu trj bing amoxicillin cb thé gy ting khd ning
j img da.
g;&m;smu&mgﬂwigimdﬂimlhéglyuwgiamwmﬁcc&cchﬁngviuinhvﬁlkhﬁng
nhay cim.
Su:uﬁlhiéncﬂabmdﬂkémmmlmﬁuongginiﬂnmﬂudiéuuisﬁl‘lhéngthuﬁngcélhéliIritu
chimg ciia hi chimg ngogi ban mi todn thin cip tinh (AGEP). Khi xiy ra cln ngumg str dyng
thudic vA chéng chi dinh sir dyng amoxicillin ngay sau do.
Amaoxicillin/acid clavulanic nén sir dyng thiin trong khi dicu trj cho bénh nhin ¢6 diu higu suy
Di c6 bdo cdo vé cic dnh hudmg dén gan chii yéu xdy ra & cdc binh nhin nam va binh nhn lém
tudi vi c6 thé ciing lién quan dén thér gian digu trj kéo dii. Cic dnh hirdmg ndy rit hiém khi duge
bdo cdo xiy ra vé tré em. Trong tit cd cdc dbi tugng, cdc ddu higu vi trigu chimg thutmg xiy ra
trong qué trinh didu trj hofic ngay sau khi diéu trj, nhung trong mét s trromg hop cé thé khong
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thily rd ring cho dén sau vili il két thic diku trj méi thiy ting dln, Cde dnh hutmg niy déu cb
thé dio ngupe. Dil ¢b bio cho vé cic inh hiimg nghiém trong, rit hiém khi gy ra tis vong,
Chﬂnnwx‘maéti:mu&unhﬁrgbenhnhmmmhﬂughbémmshokmd&ngmmm
thude duge bict 12 cb khi ning gly Anh huimg

Viém dpi tning do khing sinh 43 duge bio cho gin nhur vé th cd cac khang sinh bao gom cd
amoxicillin vi val mibe di) nghiém trgng tir nhe dén de dpa tinh mang. Do dé, cin nhic chin dodn
ndy rlit quan trong & nhimg binh nhin xubt hién tiéy chiy trong hodic sau khi ding khing sinh. Néu
viétn di tedng do khding sinh xdy ra, nén ngung difu trf ngay lip tire, tham khdo ¥ kicn cua bic €1
vil it dhu dil.Eu trj biing bagn phip thich hop. Chéng chi dinh it dung céc thudc chéng nhu dong

Tl

Déuh gid djnh kg ehire niing ede b co quan, bao pbim thin, gan va chire ning o miu dwgc khuyén

cho ddnh gid trong qud trinh didu trj kéo dai

1hikm o bo cho litn quan dén kéo dil thin gian prothrombin bt thémg & nhimg bnh nhin s

dyung amoxieillinfacid clavulanic. Chn jam st khi cie thude ching diing miu duge ké toa ddng

thiri. Co thé chn didu ehinh Tidu chc thube chbng ddng miu dimg dutmg uimg 4 duy trl mic 49

chiing d0ng mong imudn.

€3 bénh nhin sy gikm chic ndng thin, nén diéu chinh ik theo mirc 48 suy gidm ¢hirc niing.

€ nhitny bénk nhin gibm bt tét mede by, & quan st thdy rinh thé nigu nhumg it hiém, chu yéy

i ki biénh nhio diing duimg Uém tuykn. Nén kiuyén bénh nhin wing dis nsée 8¢ duy trl lugng

avrire tibu dao thii frong thon gian ding amoxicillin fida cao 8¢ giam khi ning xult hign tinh thé

!-ll“:lll::!llllll nifu, € nhifmg bénlh nhn o6 dng &6 nidu quan bing quang, chn kigm tra thudmg xuyén
tinh tryng md.

TMﬁul trinh dibu tr} vin mmoxicillin, nén s dung bién phap enzym glucose oxidase bt cir khi

nder chn dinly gik v gy cb mi ol glucose wong pute ik do baén phip dinh gis khéng ding

enzym ¢ thé giy r két qui duomg tinh gia

Acid clavulanic trong thudc cf Ihf;iy ra lidn két khdng dic tnmg giira 1g€s vb alburmin do cic it

bilo 46 gy ra két qui duemg tnh gid cho test Coombs

P4 ¢6 bilo cho ve ket qua duomg tinh khi dinh gid test Bio-Rad Laboratones Platelha Agpergifiu

E1A trén nhitng bénh nhiln diéu tn bing amexicillin/acsd clavulame nhiumg sau 46 khimg phit hign

thy nhiém khubn Asperyithas. DA c6 béo can vé lién két chéo ciia che chat khong phal Aspergillue

polysaccharid vi che pul{lﬁ.u'm vii test Bio-Rad Laboratories Plateha Aspergifius EIA. Do 36,

nén xem xét thin trong ket qui dinh gid duomg tinh trén ahimg binh nhin s dyng smexscilin/se-

id clavulanic vi xiée nhiin bing cic phuomg phisp chiskn dadn khic

Thube cb chira <Immol (23 mg) natn, do 46 khong chn huu ¥ dén ham lugng t dugc aay

Thube 6 chim sucrose. Bénh nhin bj kém hidp thy glucose-galactose hode thigu hyt sucename-iso-

maltase khong nén diing thudc ndy,

SU DYNG THUOC CHO PHY NI €O THAI VA CHO CON BU

memwm&udﬂthM3dﬂmﬂmmﬁpm.mm
dén khi ning mang thai, sy phat tnén cla phéi thak tha nhi, qué trinh sinh v sy phit tnen cia we
sau khi sinh. Dt liéu han ché lién quan den viée sir dung amoxicillin/acid clavulanic trong qud
rinh mang thai & nguin khéng cho thly nguy co giy ting khi ning quii tha Trong mit aghién
¢ina ¢ nhimg phy o smh non, v ming lmuuﬁbh&ovéwi:dihmldumwh
micillm’ﬂidcll“ﬂmi::éméﬁhqmndhwklhgnguymwhnnﬂﬂmumbutﬂg:mh‘
Ciing nhu tht cd cde thube khic, khng nén ding thuée trong thai ky, trir khi béc sTcho [a can thict

Phy nit dang cho con bu. - -

Ci amoxicillin vi acid clavulanic bu dupe bai tét vio sia me (khomg b dnh huomg cls acud
clavulanic dén tré bl me). D6 d6, tidu chiy vi nhifm nim & niém mac co the xay s & e b me,
nén cb thé phii ngung cho b Amoxicillin/acid clavulanic chi nén chi dinh bén bac 51 khi 48 cim
nhiic k¥ giir nguy co va lgn ich.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chua cé bing chimg vé dnh hutmg ci thudc 1én kb ning 1 xe, vin hinh miy méc. Tuy nhnén,
mdt sb t4c dyng khong mong mude (ohis giy dj img, chéng mit. co gidt) cb the giy inh huimg den
khd niing 14 xe., vin hinh miy mébc.

TUONG TAC, TUONG gwcmmuac

Céc thube chong dong dutmg ubng vi cic khing sinh nhém penicillin duge sir dung ring i wén

thye 1€ md chua ghi nhin bio cdo vé twong tic. Tuy nhién, trong y vin, di c6 mt 0 tromg hop

ting INR & nhimg bénh nhiin dang diéu trj duy t véi acenocoumarn hodc warfann va duge k&

dom mét dot amoxicillin. Néu cin diéu tri dng thési, nén theo i cin thin thér gian prothrombin

:ﬁmmimmwmmmnmummhmm;mmmmmm
g dong dudmg uong.

Methotrexat
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c&mqmmuﬂﬂymmmmﬁwmgﬁymmmu&mﬁng

Khong khuyén cio st dung ciing voi cic probenecid. Probenecid lim guim thai trir amoxicilln &
dng thiin. St dyng ddng théi win probenecid cé the gy ting va kéo ddi ndng 46 amoxicillin rong
mﬂmnhmkhﬁngg@yinh hirémg dén acid clavulanic.

nhﬁuuhn}:ﬁns&dungmymbmnhmfeﬂﬁnﬁbmdnvévié:giimnﬁugdﬁmmrl_ﬁl
cla chuyén héa ¢d hogt dnh acd mycophbemolic (MPA) khoing 50%: sau kiu uong
amoxicillin/acid clavulanic. Sy thay dbi ndng 8§ tnnde lidu c6 thé khong thé hign chinh xdc vige
thay ddi vé mirc phoi nhifm MPA thng thé, Do d6, khing cin thiét thay ddi licu mycophenolat
mofetil trong trrdng hap khong c6 bing chimg lim sing vé rdi logn chire ning ghép. Tuy nhién,
cin theo ddi chit ch# ve lim sang trong qua trinh phdi hop vA sau khi diéu trj bing khing sinh.

TAC DUNG KHONG MONG MUON CUA THUOC a hid

Di liéu tir cdc thir nghiém lim sing 1ém 43 duge sit dung dé xac dinh cla tic dung kbing
muﬁnﬂﬂtpbﬁbﬁwhlém?ﬁmhqwmuhch&ﬂﬁcmﬂﬁngm khac (vi
dy, xult hién dudi 1/10000) duge xéc dinh chi yéu tr cic sb ligu sau khi thude hru hanh va nhim
nbi dén ty 1 bio cdo hom 14 tin sult thye,

Rit phd bién > 1/10, phé bin = 1/100 dén <1/10, khing pho bién > 1/1000 dén <1/100, hiém =
1/10000 dén < 1/1000, rit hiém <1/10000, chira rd (khéng thé woc tinh nir dit ligu 4 co).

Nhifm kbudn va ohilm ki sinh tring

Phé bidn Nhidm ndm trén niém mac vi da

Chua & Sy phat tritn qui mire cla che ching khong nhay cim

RAi logn b miu vi bych buyée

Hi#m Gﬁn:lmhchoﬁbhphu:[kécngxhnhuh:hmgm‘wi;um
tidu cdu.

Chira 10 Mit bach chu hat o6 hii phyc, thidu mau tan maw, kéo dii thin gan

chiy miu vd thin gian prothrombin

Réi logn b mika djch

Chiua 1d Phit mach. qua min, bi chimg gong bénh huyér thanh, viém mach
miy nho qua min

Réi logn b thin kinh

Khong phébidn  Chong mit, dau ddu

Chua 10 Chimg ting ddng c6 hdi phuc, co gidt, viém ming ndo vé khudn

RA1 logn drimg tiéu hia

Rilt phd bidn Tidu chay

Ph bidn Budn ndn', pdn
Khong phé bidn  Kho tidu
Cha 1d Viém dgi tring Jo khing sinh’ (bao gdm viém dgi trdng gis mc vi

viém dai tring xudt huyt), hudi 1dng den

Réi logn gan mijit

Khong phd bifn  Ting AST vivhojc ALT ¢ nhimg bénh nhén didu tn véi khing sinh
nhom beta-lactam, nhumg chua biét § nghis cua nhimg phat hién niy

Chua rd Viém gan vi viing da &t mit (nhirng bién cb niy 43 duge ghi nhin khi
st dyung cde penicillin va cephalosporin khac).

Réi logn da vi mb duréd da’

Khong phd bién  Phit ban, ngira, mé day

Hiém Hbng ban da dang

Chua rd H{i chimg Stevens-Johnson, hopi t biéu mé nhidm doc, viém da
béng nude troc vy va hii chimg ngogi ban lodn thiin cip tinh
(AGEP), hdi chimg qui min do thubc (DRESS)

REI logn thin vi tét nifu

Chura 15 Viém thin k&, linh thé niéu (xem Qua lidy va cich xi tri)

1
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' Bubn non thutmg lién quan dén liu udng cao hom. Néu phan img dudng tiéu hoa 14 16 ring,
chiing cb thé duge gidm bing cdch ubng amoxicillin/acid clavulanic véi mt bir in.

* Bao gdm viém dgi tring gid mac v viém di tming xullt huyét.

' Néu c6 bt ky phan img viém da miln cim nio xdy ra, nén ngimg diéu trj,

Théng bdo cho bdc sT cdc tdc dung khing mong mudn giip phai khi sir dung thubdc.
QUA LIEU VA CACH XU TRI
Tricu chii  lidu:

Cic trigu chimg & dwémg tiéu héa v rdi loan cin bing nude difn gidi c6 thé 1o biéu hign cia qui
litu. D quan st va thy tinh thé amoxicillin ni¢u, rong mft sb trémg hop diin dén suy thin.

Co gift ¢6 thé xdy ra & bénh nhin suy gikm chirc ning thin hoje nhimg bénh nhin sit dung liéu
cao.

O nhimg bénh nhin ¢6 dng do nigu quin bang quang, cin kiém tr thudmg xuyén vé tinh trang mo.

Co mi diéu trj trigu chimg cho céc biéu hign trén dudmg tiéu hoa véi hru ¥ vé cln bing nude vi

dién gidi. )
Amoxicillin vA acid clavulanic c6 thé loai bo khdi vong wlin hoin bing thim phiin mau

PAC TINH DUQC LYC HQC

Nhom duge Iy; Khing sinh nhom penicillin phéi hop (bao gdm phdi hop voi cde chlir (e ché
beta-lactamase)

Mi ATC: JOICRO2

Amoxicillin 12 mdt penicillin ban tdng hop (khdng sinh nhom beta-lactam), ;’t:;;ﬁ mt Imfc nhiéu
enzym (thudmg duge goi ld céc protein cillin - PBPs) trong g sinh tong hop
ﬁn ﬂﬂc khang thé thiéu cia thanh € bao vi khudn).

peptidoglycan ciia vi khuln (ld mt thinh p u
Sy ire chgl?r; hop peptidoglycan din dén 1im yéu thinh 1& bdo, thudmg kéo theo syt ly gidi v ch
té bio

Amoxicillin d& bj gidm tinh nhay cim bai beta-lactamase dirge tao ra do chc vi khudn 48 khéng,
vi vily phé hoat tinh cia amoxicillin dom dd¢ khong bao gbm nhimg sinh vit san xult cdc enzym
ndy.

Acid clavulanic 1i mt beta-lactam 6 cdu triic lién quan véi chu triic cia penicillin. N6 1im bét
hoat mt s& enzym beta-lactamase, do d6 ngiin ngira syt bit hoat amonxicillin. Acid clavulanic don
doc khong tao ra tac dung khing khuin hiru fch trén lim sing.

Thén gian trén ndng 4§ trc ché 1di thiéu (T>MIC) duge che 1 yéu 1 quyét djnh chinh v& higu qua
cda amoxicillin
Hai a:rch!; chinh cia sy dé khing ddi véi amoxicillin/acid clavulanic 1a:

- Bit hogt do chc beta-lactamase ciia vi khuin mi ban thin chiing khong bj irc ché boi acid
clavulanic, bao gom cic nhém B, Cva D.

- Bién 8bi cia protein gin penicillin (PBPs) lim gidm &i lyc clia thude khing khuin 40i vén myc
tiéu.

Tinh khéng thim nuéc ciia vi khudn hodic co ché bom thube ra o6 thé din dén hofic gop phin vio
tinh dé khang cua vi khuiin, dic biét ddi v céc vi khuin Gram dm.

Diém giy MIC d6i véi amoxicillin/acid clavulanic theo Thit nghi¢m cia Uy ban Chiu u vé tinh
nhay cim khéng khuan (EUCAST).
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Diém giy (ug'ml)
Sinh vt Nhyy ch Nﬁ!!ﬁﬁﬁ:m i khing
Haemaphilus influenzae’ <1 : =1
Moraxella catarrhalis’ <] = >1
Staphvlococeus aureus <2 - »2
Tyciu ? khing c6 men <028 0,238
coagulase
Enleracoccus’ =4 B =8
Sireptococcus A, B, €, G <025 = =028
Streptococeus pneumoniae’ <05 1-2 >2
Emerobacteriaceac’ - - >4
Ky khi Gram-am" <4 ] >8
Ky khi Gram-dwong’ <4 & =8
i::l;nniy khéng lién quan dén <2 P 58
TChc gid tn ghi nbin dugc 14 cho ndng 4§ amoxicillin, 44i vén moc dich thi nghiém tink
nhay cim, nbog 45 acid clavulanic dupe ¢b dinh & 2 mg/l
e gid tr ghi nhin dupe 1 cho ndng 48 oxacillin
} Gid i ndug 4§ nguimg trong bing duys dva vio gid tn ndag 86 ngudmg cla ampicillin
* piém giy vé sy @2 khing R>8 mg/l dim bdo ring th ci cic ching phin lip o6 co ché d¢
khing déu duge bio céo 14 82 khing.
* Cdic trj sh didm giy trong bing 14 dya trén didm giy véi benzylpenicillin.

d¢ khing khing thé i dia I vik théni gian dbi vén cic lodi vi khudn
fd;n!wﬂmuu:ﬂﬁam%msﬂ i M%Mmﬁcm‘?mﬁn
Kkhudn nfing. Khi Ihzuhhﬁ:yhhchly&nﬂl Mnshnfﬂihhsﬂiwsmh dia
mmdmmv!mmmmmmmwmmmm

-3

Staphylococcus aureus (nhay cim wii methicillin}*

Ty cllu khéng cb men coagulase (nhay chm vér methicillin}*
Sireptococaus preumoniae’
Sﬁmgmuﬂmdulhﬁnhm&m
Nhim Streptococous viridans

Vi khudn Gram &m hifu khi

El'.hldhwmdn?ln

Haemophilus influenzae
Moaraxella catarrhalis
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Chlamydophila psittact

Coxiella burneni

Mycoplasma pneumoniae

* Nhay cim trung gian ty nhién khéng c6 co ché d& khing mic phai

“Tht ci cdc ty chu khang methicilin déu khing amoxicillin/clavulanic acid

' Dang trinh bay amoxicillin/acid clavulanic niy c6 thé khong thich hop dé dibu trj Streprococcus
preumoniae A& khing véi penicillin.

* Céc ching giam nhay cam da dwge bio cho & mdt vai nuée & EU véi thn sulit cao hon 10%.

nic TINH DUQC DONG HOC

Amoxicillin v acid clavulanic bj phin ly hoan toin trong dung dich nuéc & pH sinh 1§, Ca hai
thinh phin déu hiip thu 1dt vi nhanh qua dudmg ubng. Sau Ehi uég, sinh kha duflg clin anf’uxicil]i,n
vih ncid clavulanic xfip x1 70%. Dfic tinh cia hai thinh phin trong huyét trong 13 nhu nhau vA théi
gian dpt nbng A9 dinh trong huyét womg (T ) cia m£ thinh phin 14 gin 1 gidr,

Chic két qui duge djng hge trong mit nghﬁun ciru md amoxicillinfacid clavulanic (vién nén ham
lugng 875mg/125mg, 2 lhn/ngy) dugc ubng khi dang déi & nhimg nhém tinh nguyén vién khoe
manh duge trinh by duwéi dy.

______ Cécthdng sb dugc ahng hyc trung binh (+ 4§ lch chuln SD)

Chc hopt chiit duge == 1:@31 ) (__:__: _ Tmax® | AUC 34 50y Ty

ubng _mg) | gml) | (o) | (ugpoml) | (ge) |
Amoxicillin

AMX/CA 875 11,64 1,50 53.52:&.31‘1’ 1,19+0 2]
500/125mg - +2,78 (1,0-2,5) g 1 gl =l

Acid clavulanic ey SR T == oy - i
AMX/CA 125 2,184099 [ 12501,0- [ 10,16 +304 [ 0,96+ 0,12 |
500/125mg 20) | = = |
AMX-amoxicillin, CA-acid clavulanic

*Trung binh (khodng) ‘

Ning d§ amonicillin vd acid clavulanic trong huyét thanh dat dugc khi sir dung phii hop
amoxicillin/clavulanic twong duong khi ding amoxicillin hodc acid clavulanic dom dic theo
duong ubng & cing mirc lidu.

Khodng 25% acid clavulanic toin phin trong huyét tuomg vi 18% amoxicillin toan phin trong
huyét tuong lién két véi protein. tich phin bd bicu kién xip xi 0,3-0,4 Vkg abi véni amoxicillin
vii 00,2 I’kg d6i véi acid clavulanic.

Sau khi tiém tfinh mach, ci amoxicillin va acid clavulanic déu duge tim thiy trong ti mit, mé
bung, da, md, mé co, hoat dich vi dich mang bung, mit vi mi. Amoxicillin khong phin bd nhiéu
trong djch ndo nly. ) i x ) )
Tir cAc nghién ciru trén dgng vit, khong thiy c6 bing chimg vé sy ton du ding ke trong mé ciia
dén xuét thude d8i véi ci hai thanh phin. Ciing nhy hau hét cic penicillin, amoxicillin ¢6 thé duge
tim thiy trong sira m¢. Lugng rit nhé acid clavulanic ciing c6 thé duge phét hign trong sita me.
Ca amoxicillin va acid clavulanic déu qua dugce hing rio nhau thai

Amoxicillin thai tnir mjt phin ¢ nuéc tiéu dudi dang acid penicilloic bét hoat véi lugng tuong
duong 10 dén 25% ligu ban aauncidcumicchuyi.mﬂmewmﬁmwmmacﬁh
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va phén va dudi dang CO, trong khi thé ra.

That e ;
Errdmg thdi trir chinh cia amoxicillin 14 qua thin, trong khi acid clavulanic thai tri theo co che qua
¢4 thiin va ngodi thin.

Amoxicillin/acid clavulanic ¢6 thén gian bin thai trung binh xéip xi | giér va 4§ thanh ths toan thin
trung binh xap xi 25 Ugi¢s & nhimg ngudi khoe manh. Xép xi 60-70% amoxicillin va 40-65% acid
clavulanic thii trir duéi dang khdng bién di trong nurde tidu sudt 6 gis diu sau khi uéng mét Lidu
dom vién nén amoxicillin 500mg/acid clavulanic 125mg. Céc nghién clru khic nhau chi ra ring su
thii trir qua nudéc tiéu |4 50-85% dbi v6i amoxicillin va khodng 27-60% d6i véi acid clavulanic
trong mt giai doan kéo dai 24 giv. O truomg hop acid clavulanic, hwgng thudc lém nhit duge tha
trir trong 2 gidr diu sau khi udng thube.

Viée sit dung dong théi véi probenecid lim cham thai trir amoxicillin nhung khéng lam chim thai
tnir acid clavulanic qua thin.

Tuoi rdc:

Théi gian ban thai cia amoxicillin & tré tir 3 thang dén 2 tudi twong duomg véi tré lém hon va ngun
truémg thanh. D3i véi ré rit nhé (bao gdm tré so sinh thiéu thing), trong tuin diu tién cia cude
ddn, khodng céch giira cac lan ding thudc khéng nén qué 2 lin/ngdy vi dudmg thi tmir qua thin
chura phit trién hodn thign. Béi vi nhimg bénh nhiin cao tudi c6 kha ning bj suy gidm chirc ning
thiin cao hon, nén thin trong khi lya chon liéu va theo ddi chirc ning thin c6 thé s& hiru ich.

Sau khi udng amoxicillin/acid clavulanic & nhimg phy nir va nam giéi khoe manh, gidn tinh khéng
minh'huﬂngdiqgkéd_ﬁivdi dirge ddng hoc ciia ci amoxicillin vi acid clavulanic.

D{ thanh thai huyét thanh toan phin cia amoxicillin/acid clavulanic giim trong img voi sy suy
gidm chirc ning thin. Sy gidm thanh thai thube cia amoxicillin rd rét hom so vén acid clavulanic,
vi ty 1§ amoxicillin thi tnr qua dudmg thin cao hon. Do d6, liéu & bénh nhin suy giam chirc ning
:.;;phm ngan ngira sy tich liy qué mirc amoxicillin trong khi viin duy tri mirc acid clavulanic phu

Siv. giinn chic nd ,
Nhimg bénh nhén suy giam chirc nfing gan nén dugc chi dinh liéu mt cich thin trong va theo dbi
chirc ning gan djnh ky.

QUY CACH PONG GOI: Hop | chai 70ml.

BAO QUAN:

- Bio quin & noi khé rio, & nhift 4 khong qué 30°C.

- Bdo quén trong chai djy kin.

-h:gkh:idiph,phﬁb&oquin hén dich trong ti lanh (2°C- 8°C), khong dé dong. Hily bo phin
thubc khong diing sau 7 ngay.

HAN DUNG: 36 thang ké tir ngay sin xulit
TIEU CHUAN CHAT LUQNG: TCCS

CO SO SAN XUAT:
BILIM ILAC SANAYT VE TICARET A.S.
Cerkezkoy Organize Sanayi Bolgesi, Karaagac,
Mabhallesi 5.Sok. No:6 KapakliTekirdag, Thé Nhi Ky.



