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TO HUONG DAN SU DUNG THUOC

Rx Thuéc nay chi ding theo don thubc
AUGMEX Vién nén bao phim

(Amoxicillin va acid clavulanic)

BPé xa tam tay cua tré em
Doc ky hwong dan sie dung triwéc khi dung

THANH PHAN CONG THUC THUOC

Moi vién nén bao phim chira:

Amoxicillin (dudi dang amoxicillin trihydrat) .........cccccceviiniicnn. 500 mg

Acid clavulanic (dudi dang kali clavulanat, diluted)......................... 125 mg

Ta duoc: Cellulose vi tinh theé, lactose monohydrat, titan dioxyd, colloidal silicon dioxyd,
crospovidon, magnesi stearat, opadry white OY- C- 7000A, polyethylen glycol 6000, sap
carnauba.

DANG BAO CHE
Vién nén bao phim ’ o '
Vién nén bao phim hinh thudn dai, mau trang dén trang nhat, mdt mat ¢6 khac chir "AMX-625"

===

CHI PINH

Augmex dugc chi dinh dé diéu tri nhimg nhiém khuin & ngudi 16n va tré em bao gdm:

- Viém xoang cip do vi khuan (phai duoc chudn doan day du)

- Viém tai gitra cdp ,[2

- Dot cap clia viém phdi man tinh (phai duoc chuén doan day du) / J'/"

- Viém phdi cdng dong .

- Viém bang quang -

- Viém thin - bé than

- Nhiém khuin da va mé mém & mét sé bénh viém mé bao, dong vat can, dp xe ring nghiém
trong lam viém mo bao lan toa

- Nhiém khuén xuong va khép, dac biét 1a viém tuy xuong

Nén tham khao nhimng huéng dan chinh théng vé viée sir dung mét cich thich hgp cac thude

khang khuan.

CACH DUNG, LIEU DUNG

Cach ding

Augmex ding dudng uéng.

Nén udng thude khi no dé han ché tdi da kha nang khong dung nap thude ¢ dudmg tidu hoa.
Liéu ding

Liéu duogc biéu thi dudi dang ham lugng amoxicillin/acid clavulanic trir khi lidu duoc tinh theo
tirng hoat cht riéng.

Chon liéu cho thuée Augmex dé diéu tri timg truong hop nhiém khudn nén xét dén céc véu td:
- Téc nhan nghi ngd gy bénh va kha nang nhay cam véi cac thude khang khuén

- Murc d6 nghiém trong va vi tri nhiém khudn

- Tudi, can nang va chire nang than cua bénh nhan dugc trinh bay bén dudi
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D4i v6i ngudi 16n va tré em > 40 kg, tong liéu dung hang ngay cta Augmex la 1500 mg
amoxicillin/375 mg acid clavulanic, khi dung theo khuyén cdo bén dudi. Déi voi tré < 40 ke, lleu
ding t&i da hang ngay ctia Augmex la 2400 mg am0x1c111m/600mg acid clavulanic, kh1 ding
theo khuyén cdo bén dudi.

Thoi gian diéu tri nén dugc quyet dinh tuy vao dap Umg ctia bénh nhin. Mot sé nhiém khuan
(nhu viém tiy xuong) can pha: diéu tri dai ngay hon. Khong nén kéo dai diéu tri qua 14 ngay ma
khéng danh gia lai l¢i ich va nguy co clia viée didu tri nay.

Nguoi 1én va tré em > 40 kg

Liéu 500mg/125mg ding 3 1dn mdi ngay.

Tréem <40 kg

20 mg/5 mg/kg/ngdy dén 60 mg/15 mg/kg/ngay chia lam 3 1in trong ngay.

Vi khéng thé chia nho vién thude, tré em can nang dudi 25 kg khong nén dung thude Augmex
dang vién.

Bang bén dudi liét ke liéu hp thu (mg/kg can nang co thé) trén tré em cén nang 25 kg dén 40 kg
khi sir dung duy nhit 1 vién 500mg/125 mg.

Can ning co thé [kg] 40 |35 |30 |25 [Liéu thuéc cho mét lan
uong theo khuyen cdo
[mg/kg can ning co thé]
Amoxicillin hap thu [ma’ku can ndng co thé] | 12,5 | 14,3 | 16,7 | 20,0 | 6,67 - 20
trén mdi liéu dung (1 vién nén bao phim)
Acid clavulanic hap thu [mg/kg can ning co | 3,1 | 3,6 |42 |50 |1.67-5
the} trén mdi liéu dunu (1 vién nén bao phim)
Tré em dudi 6 tuoi hay can ning thap hon 25 kc nén dugc diéu tri bang thude khéng sinh dang
hén dich hay bdt pha uong.
Ngudi cao tudi

/"N

':'_:_-_.__\‘

Khéng can thiét phai chinh liéu. \C
Suy giam chirc ndng than
Diéu chinh liéu theo nhu lidu téi da dugce khuyén céo clia amoxicillin.
Khéng can diéu chinh liéu trén bénh nhin ¢6 d thanh thai creatinin (CrCl) 16n hon 30 mlr’phut c
Nguoi lon va trée em > 40 kg
CrCL: 10 - 30 ml/phat | 500 mg/125 mg 2 1an moi ngay 5
CrCl < 10 ml/phut 500 mg/125 mg 1 lan moi ngay
Tham phan mau 500 mg/125 mg mdi 24 gio, cong thém 500 mg/125 mg trong qué trinh thdm ;
phin méu dé c¢6 thé ding liéu 13p lai sau khi két thic thim phan (boi vi ndng
d6 huyét thanh ctia ca amoxicillin va acid clavulanic déu giam do thim phan) | '
Tré em < 40 kg E
CrCl: 10 - 30 mi/phut | 15 mg/3,75 mg/kg 2 1an moi ngay (t6i da 500 mg/125 mg hai lin mdi ngay) -
CrCl < 10 ml/phat 15 mg/3,75 mg/kg 1 1an moi ngay (tdi da 500 mg/125 mg)
Thim phan mdu 15 mg/3,75 mg/kg 1 lan mdi ngay.
Trude khi thim phdn dung 15mg/3, 75mg/kg. Pé khoi phyuc ndng do thude,
dung thém 15 mg/3,75mg/kg sau khi thim phan mau.

Suy giam chuc ndng gan
Than trong khi cho liéu thue va nén kiém tra chirc niing gan dinh ky.

CHONG CHI PINH

Man cam v6i hoat cht, cc thude nhém penicillin hay bat ki thanh phan ta duoc nao.

Tién sir man cam nghiém trong xay ra tic thoi (nhu sbe phan v&) vé&i cdc thude nhém beta-
lactam khac (nhu cephalosporm carbapenem hay monobactam).

Tién sir vang da/ suy giam chue ndng gan do amoxicillin/acid clavulanic.

Trang 2/10
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CANH BAO VA THAN TRONG KHI DUNG THUOC

Tru6e khi bét diu didu tri voi amoxicillin/acid clavulanic, nén hoi k§ bénh nhan vé tién sir dj img

Vi céc penicillin, cepha!osporm hay céc thuéc nhom beta-lactam khac.

Da ¢6 bdo céo ve cic phan (mg qua man nghiém trong va déi khi giy tir vong (séc phan vé) &
nhimg b¢nh nhan d1eu tri bang penicillin. Nhiing phan (mg nay thuong xdy ra hon ¢ nhitmng bénh
nhan c6 tién sit man cam véi penicillin va nhiing ngudi ¢6 co dia di (mg. Néu phan {mg dj tng

xay ra, nén ngung dung amoxicillin/acid clavulanic va thay thé bing khang sinh khac.

Trong truomg hop chic chin ring vi khudn nhay cam véi amoxicillin, nén can nhac chuyén tir
amo«ucﬂlmracnd clavulanic sang amoxicillin theo nhu cac nguon khuven c4o chinh théng.

Khong nén dung Augmex khi ¢6 nguy co cao cho thdy vi khuin di giam nhay cam hozc dé
khang vai cac thudc nhém beta-lactam khong qua trung gian beta-lactamase nhay cam véi (e

ché cla acid clavulanic. Khéng nén ding thude nay dé diéu tri nhiém khuin do S, pneumoniae dé
khang penicillin.

Thuéc ¢6 thé gdy co gidt & nhiing bénh nhan suy giam chirc nang thin hay bénh nhan ding liéu

cao.

Trénh ding amoxicillin/acid clavulanic néu nghi ngd bi tang bach cau don nhan nhiém do ¢6 su

xuat hi¢n cua ban dang s6i lién quan dén tinh trang nay khi ding amoxicillin.

Dung dong thoi allopurinol trong khi diéu tri véi amoxicillin ¢6 thé 1am ting nguy co xay ra cdc |
phan (mg dj ung trén da. /L,
Dung trong thoi gian dai déi khi c6 thé gdy tang sinh cac chung vi khuan khong nhay cam. '
Vlec xuat hién vét ban do toan than co sot kem ~myn mu khi bat dau diéu tri c6 thé 1a ddu hiéu
cua héi chimg ngoai ban mun mu toan than cép tinh (AGEP). Phai ngung ding Augmex va
chdng chi dinh ding amoxicillin sau do.

Nén than trong khi str dung amoxicillin/acid clavulanic trén nhiing bénh nhdn ¢6 biéu hién suy
gan.

D4 ¢6 bao cao vé tac hai trén gan cha )eu Xay ra & nam giéi va ngudi 16n tudi va cé lién quan
dén viée diéu tri trong thoi gian dai. Rat hiém khi ¢6 bdo cdo tac hai trén gan & tré em. O tit ca
cac doi tugng bénh nhan, dau hi¢u va tri¢u chimg thudng xay ra trong khi diéu tri hay ngay sau
khi ket thiic diéu tri nhung trong mot s& trurong hap khéng cé biéu hién rd rang dén vai tuan sau
khi két thuc diéu tri. Tinh trang gan ¢ thé hdi phuc sau do6. T4c hai trén gan ¢6 thé nghiém trong
va cuc ki hiém c6 bdo cdo vé ca tir vong. Cac tac hai nay thuong xay ra trén nhimg bénh nhan >
dang c6 bénh niing hogc dang dung ddng thoi cac thude dugc biét 14 ¢6 tac dong c6 hai trén gan.
Viém rudt ¢d lién quan dén viée dung !(hantJ sinh da dugc bdo cdo trén hiu hét cac khang sinh 2
bao gdm ca amoxicillin va muc d¢ nghiém trong tir nhe dén nguy co de doa tinh mang. Vi vay,
cén pha1 chuan doan trén nhimg benh nhan bi tiéu chdy trong hoac sau khi diéu tri. Néu viém
rugt xay ra, nén ngung sur dyng amoxicillin/acid clavulanic ngay 14p tirc, nén tham khao y kién
bac si dé tién hanh lidu phép diéu tri thich hgp. Chéng chi dinh thudc lam giam nhu déng rudt ”
trong truong hop nay.

Khi diéu tri kéo dai, phai danh gia dinh ky chiic ning cac co quan bao gdm chire ning gan, than

va chirc ndng tao mau.

Hiém khi c6 bao cdo vé viée kéo dai thoi gian prothrombin ¢ bénh nhan dung amoxicillin/acid

clavulanic. Nén theo ddi thich hop khi dung chung véi cac thuoc chéng déng mau. Cé thé can

phai diéu chinh liéu céc thude chong dong mau dung duong udng dé duy tri mie chéng déng

mong mudn.

ba quan st thdy tinh thé ni¢u & nhimg bénh nhéan giam bai tlet nude tiéu nhung rat hiém, chu

yeu xay ra & nhimg bénh nhan diéu tri bing duong tiém truyén. Khi dung liéu cao amoxicillin,

can duy tri du luong nude dua vao va lugng nude tieu dao thai dé lam giam kha ning gy ra tinh

thé amoxicillin niéu. Péi v6i bénh nhin dat o dng thong bang quang, nén thuomg xuyén kiém tra

tinh trang thong sudt ctia dng.

W AT
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Trong khi diéu tri véi amoxicillin, nén diing phuong phap enzym glucose oxidase dé xét nghiém
tim glucose trong nudce tiéu bai vi két qua duong tinh gia c6 thé xay ra véi phuong phép khong
dung enzym.

Acid clavulanic trong Augmex c6 thé gdy ra viéc giin két khong dac hiéu cua mang té bao hong
cau v6i IgG va albumin, géy ra két qua duong tinh gia cho xét nchlem Coomb’s.

Pi ¢6 bao cdo vé két qua duong tinh khi dung xét nghiém Bio-Rad Laboratories
Platelia Aspergillus EIA trén nhitng bénh nhan dung amoxicillin/acid clavulanic nhung sau d6
dugc khang dinh la khong bi nhiém Aspergillus. D3 ¢6 bao cédo vé phan Ung chéo céc
polyfuranoses va polysaccharides khong phdi clia ndm Aspergillus véi xét nghiém Bio-Rad
Laboratories Platelia Aspergillus EIA. Vi vdy két qua duong tinh trén nhimg bénh nhan ding
amoxicillin/acid clavulanic nén duge khang dinh bing cac phuong phép chuin doan khac.
SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir ¢6 thai

Céc nghién ctu trén déng vat khong cho thiy tac hai truc tiép hodc gian tiép dén qué trinh mang
thai, sy phat trién cua phdi thai/bao thai, sy sinh nd hay sy phat trién cta con non sau khi sinh.

Dir liéu han ché cta viée sir dung amoxicillin/acid clavulanic trong thdi ky mang thai trén ngudi %7
khong cho thdy nguy co di tat bam sinh. Trong mét nghién ciru trén nhimg phu nit sinh non do &
v3 mang 6i trude ky, co bao cdo ring viée dung amoxicillin/acid clavulanic dé phong nhiém
khuan c6 thé lién quan véi viée tang nguy co viém rudt hoai tir & tré so sinh. Do d6 nén tranh
dung thude trong thoi ky mang thai, trir trudmg hop bac sicho la can thiét,

Phu nir cho con bu

Ca hai hoat chit déu tiét vao stta me (khong rd tac dong cua acid clavulanic trén tré ba sira me).

Két qua la tiéu chay va nhiem nam mang nhay c6 thé xay ra trén tré bl sira me, do dé cé thé phai

ngung cho tré bi. Ciing can xem xét nguy co nhay cam voi thude. Chi nén dung amoxicillinvacid
clavulanic khi dang cho con bt sau khi da can nhac loi ich va nguy co cua viée dicu tri.

[/ O momy L,

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

Chua ¢ cac nghién ciru vé tac dong cua thudc 1én kha nang lai xe va van hanh may méc. Tuy
nhién, tic dung khdng mong mudn (nhu phan tmg qué min, chéng mat, co giat) ¢6 thé xdy ra
lam anh hudng dén kha nang lai xe va van hanh may méc.

i

TUONG TAC THUOC

Thube chong dong mau dudng ubng
Céac thuoc chéng dong duong uong va khang sinh nhém penicillin duge str dung rdng rdi trong }
thyuc té ma chua c6 cac bao céo vé tuong tac thude. Tuy nhién, di ¢ nhimg bal bao vé nhimg IJ
truong hop tang chi sé binh thuéng hoa qudc té INR & nhimg bénh nhan diéu tri duy tri v6i +/
acenocoumarol hay warfarin va trai qua mot dot didu tri véi amoxicillin. Néu phal ding chung 2
loai thuoc nay, can phai theo doi can thdn thoi gian prothrombin hay chi sd binh thLl'O'HU hoa
quic té khi bat dau dung thém hay ngung dung amoxu:lllm Ngoai ra, cé thé can thiét phai dicu
chinh lidu cua thuée chéng déng mau dudng udng.

Methotrexat

Céc penicillin c6 thé giam bai tiét methotrexat lam ting nguy co ngd ddc thuée.

Probenecid

Khong khuyén cdo ding thude chung voéi probenecid. Probenecid lam giam dao thai amoxicillin
tai ong than. Dung chung v&i probenecid ¢6 thé 1am tang cao va kéo dai muc ndng do
amoxicillin nhung khdng anh hudmg dén acid clavulanic.
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Mycophenolat mofetil

O nhitng bénh nhian ding mycophenolat mofetil, dd ¢6 bao céo vé vide giam khoang 50% néng
d6 trude lidu tiép theo cua chit chuyén héa ¢ hogt tinh mycophenolic acid (MPA) sau khi bat
dau ding amoxicillin va acid clavulanic dudng udng. Su thay ddi muc ndng do trude lidu tiép
theo ¢6 thé khong phan &nh chinh xac lugng thuée MPA tac dong trén co thé. Vi vay, khong can
thiét phai chinh liéu mycophenolat mofetil néu khong xay ra bat thudng chirc ning mé ghép. Tuy
nhién, cn phai theo ddi 1am sang trong qué trinh didu tri két hop va thoi gian ngin sau khi
ngung diéu tri khang sinh.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR)
Rat thirong gap, ADR > 1/10

R&i loan duong tiéu héa: Tiéu chay.

Thueong gdp, 1/100 < ADR < 1/10

Nhiém khuén va ky sinh trung: Nhiém nam Candida niém mac da.

R6i loan duong tiéu héa: Buon non (Bufm non thuong xay ra khi udng nhitng lidu cao hon. Néu
phan (mg dudmg tiéu hoa xay ra, ¢d the giam bot triéu chimg bing cach udng thude trong bira
an), non.

ft gap, 1/1000 <ADR< 17100

R6i loan hé than kinh: Nhirc dau, chong mat.

R&i loan dudng tiéu hoa: Kho tiéu.

R&i loan gan mat: Tang AST vahogc ALT (Pa ghi nhin muc tang vira phai nong dé AST
vavhoiac ALT ¢ nhilng bénh nhan diéu tri voi khang sinh nhém beta-lactam. nhung chua 16 ¥ _-
nghia cta hién tugng nay). z
R&i loan da va mo dudi da: Ban trén da, nglra, may day. |
Hiém gap, 1/10000 < ADR < 1000 |
R&i loan méau va hé bach huyét: Giam té bao mau c6 hdi phuc (bao gdm giam bach cau), giam al
tiéu cau.

R&i loan da va mod dudi da: HE’)ng ban da dang.

Chira o tdn sudt (khéng thé wéc huong dua trén cac dit ligu co san)

Nl}iém khuén va ky sinh trung: Tang sinh cia cac chiing khong nhay cam. '

R&i loan mau va hé bach huyét: Mat bach cau hat ¢6 hdi phuc, thieu mau tan huyet, kéo dai thoi
gian chdy méu va thoi gian prothrombin.

R6i loan hé mién dich: Phu do than kinh mach mau. so¢ phan v¢, hoi chimg giéng bénh huyét
thanh, viém mach mau do qua man.

R&i loan hé thin kinh: Tang dong c6 hdi phuc, co gidt, viém mang ndo vo khuan.

R6i loan dudng tiéu hoa: Viém rudt lién quan dén khang sinh (bao gdm viém rudt mang gia va
viém rudt xuit huyét), ludi long den.

R&i loan gan mat: Viém gan, vang da o mét (Da ¢hi nhan voi cac loai penicillin va cephalosporin
khac).

Réi loan da va md dudi da: Hoi chimg Stevens-Johnson, hoai tir md biéu bi do nhiém ddc, hoi
chimg ngoai ban mun mu toan than cap tinh (AGEP), viém troc da c6 bong nudc.

R6i loan than va tiét nidéu: Viém than moé k&, tinh thé niéu.

Théng bdo che bdc si nhitng tdc dung khong mong mudn gdp phai khi st dung th uoc.

N

..\ izl =

O

QUA LIEU VA CACH XU TRi

Triéu chirng va diu hiéu ciia qui liu

Céc triéu chimg trén dudng tiéu hoa va rdi loan can bang nude dién giai co thé 1a biéu hién cua
qué liéu. D3 quan sat thdy tinh thé amoxicillin niéu , va trong vai truong hop dan dén suy than.
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Co giat c6 thé xay ra ¢ b¢nh nhan suy than hodc dung thuoe liéu cao.

-

Pi ¢ bao cao amoxicillin ket tinh trong 6ng thong bang quang, ¢

.

mach lidu cao. Nén thuong xuyén kiem tra tinh trang ong thong bang quang.

Piéu tri

Piéu trj cc triéu ching trén duong t
Amoxicillin/acid clavulanic c¢6 thé duge loai khoi

PAC TINH DUQC LUC HQC

Co ché tic dong

Amoxicillin la khang sinh penicill
ché mét hodc nhiéu enzym (thudmg duge bié
qua trinh sinh tong hop peptidoglycan cta vi khua

4 -

bi ly giai va chét.

Amoxicillin d& bi phan hlly b&i cac enzym beta-lactamase san sinh boi nh
va do d6 phd tac dong cua amoxicillin riéng l¢

enzym nay.

-

Acid clavulanic co cau tric beta-lactam gan giong véi penicillin. N6 bat hoat cic enzym beta-
lactamase nén ngan chin viéc mat hoat tinh cua amoxicillin. Acid clavulanic riéng 1¢ khong ¢o

-

tac dong khang khuan c6 y nghia 1am sang.

Méi lién hé dwge dong/duge lyc _
Thoi gian trén khoang nong d¢ (e ché i thieu (T>

cua amoxicillin.
A X .
Co ché dé khang

Hai co ché dé khang chinh déi v6i amoxicillin/acid clavulanic la:

- Bét hoat boi nhimg enzym beta-lactamase cua vi khuan khong bi (re ché bai acid clavulanic.

bao gdm enzym nhém B, C va D.

- Thay déi cau tric PBPs, lam giam &

Giam tinh thdm cta vi khudn hay co ché bom thoat dong c6 the

khuan d& khéng, dic biét & nhimg vi khuan gram am.

Piém ngat

Piém ngat cia nong d¢ trc ché thi thiéu (MIC) cho amoxicillin/acid clavulanic theo khuyén céo
tir Uy ban chau au vé thi nghiém khang sinh d6 (EUCAST).

i luc cta tac nhan diét khuan véi myc tiéu.
gy ra hay gop phan lam vi

ha yéu sau khi tiém truyén tinh

iéu héa voi luu v vé cln bang nude va dién giai.
hé tuan hoan bang tham phan mau.

in ban tong hop (khéng sinh nhém beta-lactam) c6 tac dung uc
t dén nhur cac protein gan véi penicillin, PBPs) trong
n, day la mét thanh phdn cdu tric trong mang
té bao vi khuan. Uc ché tong hop peptidoglycan lam yéu mang té bao, két qua 13 t& bao vi khuin
ing vi khuan dé khang
khong bao gdm cac vi khun san sinh ra cac

MIC) dugc cho la yéu td quyét dinh hiéu qua

Vi khudn

Diém ngat nhay cam (pg/ml)

Nhay cam Nhay cam trungbinh | D@ khéng

Haemophilus inﬂuenzael =1 - >1
Moraxella catarrhalis' <1 - >1
Staphylococcus aureus # <2 - >2
Staphylococci coagulase am <0,25 > 0,25
tinh 2

Enterococcus’ <4 8 > 8
Streptococcus 4, B, C, G <025 - =10,25
Streptococcus prreumonfae'3 <0,5 1-2 =2
Enterobacteriaceae'™ - >8
Vi khuan ki khi gram am' <4 8 > 8
Vi khuan ki khi gram duong' <4 8 > 8
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! Gid tri bao cdo la cho nong do amoxicillin. Véi muc dich danh gia mirc d¢ nhay cam, nong do
cua acid clavulanic dugc ¢ dinh 1a 2 mg/l.

% Gia tri bdo céo theo ndng do oxacillin,

3 Gia tri trong bang dura trén diém ngdt cha ampicillin.

* Piém ngit dé khing R>8 mg/l dam bao ring tit ca céc chung phén 1ap voi cdc co ché dé khang
dugc béo cdo 1a khong nhay cam.

5 Gi4 tri diém ngét trong bang dya trén diém ngét ctia benzylpenicillin. J
Tan suit d& khang c6 thé thay déi theo vj tri dia 1y va theo thoi gian cho mai chiing vi khuan, can
tham khéo thém thong tin vé mirc dé khang tai dia phuong. dac bi¢t khi diéu tri nhimg nhiém
khuan nghiém trong.

Nhitng chung thuong nhay cam

Vi khuén gram duong hiéu khi

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (nhay cam voi methicillin)£
Coagulase-negative staphylococei (nhay cam véi methicillin)
Streptococcus agalactiae

Streptococcus p,*:teu:rr.w:mz'«.n—?1

Streptococcus pyogenes va cac chung beta-haemolytic streptococci khac b
Nhoém Streptococcus viridans fE
Vi khudn gram 4m hiéu khi

Capnocytophaga spp.

Fikenella corrodens
Haemophilus influenzae’
Moraxella catarrhalis
Pasteurella multocida
Nhime chung vi khuan ki khi
Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp.

Nhime chung cé thé dé khang

Vi khuan gram duong hicu khi
Enterococcus faecium $

Vi khuén gram am hiéu khi
Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae
Proteus mirabilis

Proteus vulgaris

Nhimg chung dé khang tu nhién

Nhimng ching vi khuén gram 4m hiéu khi
\Acinetobacter sp.

Citrobacter freundii

Enterobacter sp.

\Legionella pneumophila

Morganella morganii

Providencia spp. |
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| Pseudomonas sp.

Serratia sp.

Stenotrophomonas maltophilia

Nhimng ching vi khuan khac

Chlamydophila pneumoniae

Chlamydophila psittaci

Coxiella burnetti

Mycoplasma pneumoniae

$ Nhay cam trung binh néu khong dé khang.

£ Tit ca cac ching staphylococci deé khang methicillin déu dé khang véi amoxicillin/acid
clavulanic

'Streptococcus pneumoniae dé khang véi penicillin khong nén didu tri bang amoxicillin/acid
clavulanic.

Ehfmg ching giam nhay cam dd dugc bao cao & mot sé nude chau Au voi tan sudt 16n hon 10%.

PAC TINH DUQC PONG HQC

Hflp thu
Amoxicillin va acid clavulanic bi phan ly hoan toan trong dung dich nude & pH sinh ly. Ca hai
hoat chét déu dugc hép thu tét va nhanh chéng qua dudng udng. Sau khi udng, amoxicillin va
acid clavulanic c6 sinh kha dung khoang 70%. Pac tinh cua ca hai hoat chit trong huyét tuong la
nhu nhau va thoi gian @& dat duge mic ndng do dinh trong huyét trong (Tmax) ctia mdi chat 12
khoang | gio.

Cac két qua nghién clu duge dong hoc trén nhimg nguoi tinh nguyén Khoe manh, trong do
amoxicillin/acid clavulanic (300mg/125mg dung ba lan mdi ngay) duge udng khi doi duge trinh
bay trong bang dudi day.

Céc thong sé duge dong trung binh (& SD) p
Hoat chit Litu | Com T AUC (p.24m) T ;

(mg) | (ug/ml) (h) (wehmh | (B) i

Amoxicillin L‘
AMX/AC a | LY | L8 535 | 115 2
500/125 mg £226 | (1,0-2.5) £887 | 020
Acid Clavulanic

AMX/AC 125 2,40 15 5,72 0,98
500 mg/125 mg - £ 0,83 (1,0-2,0) +3,86 +0,12
AMX — amoxicillin, AC — Acid clavulanic
* Trung binh (khoang) |
Nong do huyét thanh cta amoxicillin va acid clavulanic khi ubng phdi hop amoxicillin/acid .

clavulanic 1a twong tu nhu khi ubng amoxicillin va acid clavulanic riéng 1¢ & cung mirc lieu.
Phin bd :

Khoéng 25% tong luong acid clavulanic trong huyét tuong va 18% tong lugng amoxicillin trong
huyét tuong gan két voi protein. Thé tich phan bé bidu kién 1a khoang 0,3-0,4 Ikg cho
amoxicillin va khoang 0.2 I/kg cho acid clavulanic.

Sau khi tiém truyén finh mach, ca amoxicillin va acid clavulanic dugc tim thdy trong mét, bang
quang, md bung, da, md, md o, hoat dich va dich méang bung, mét va ma. Amoxicillin khong
phan b6 nhiéu vao dich ndo tuy.
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Tir nhitng nghién ciu trén dong vat, khong thdy c6 bang chimg ve su tdn luu ctia nhimg dan chat
cua thude doi véi ca hai hoat chat. Ciling nhu hau hét cac penicillin, amoxicillin ¢ the dugce tim
thay trong sira me. Luong nho acid clavulanic cting dugc tim thdy trong sita me.

Ca amoxicillin va acid clavulanic déu ¢ thé di qua hang rao nhau thai.

Chuyén héa

Amoxicillin mdt phin duge tiét vao nude tidu dudi dang chat khong c6 hoat tinh acid penicilloic
voi lugng khoang 10 dén 25% liéu ban dau. Phan 16n acid clavulanic duge chuyén héa va thai
trit qua nudc tiéu va phan, va qua dudng tho dudi dang khi carbon dioxyd.

Thai trir

Duodng thai trir chinh clia amoxicillin la qua thin, trong khi acid clavulanic dugc thai trir qua than
va ngoai than.

Amoxicillin/acid clavulanic c6 thdi gian ban thai trung binh khoang mdt gio va d0 thanh thai
toan phin trung binh khoang 25 I/h & nhiing ngudi khoe manh. Khoang 60 dén 70% amoxicillin
va khoang 40 dén 65% acid clavulanic thai trir duéi dang khong d6i qua dudng nudc tiéu sudt 6
git ddu tién sau khi udng 1 liéu don vién 500mg/125mg. Cac nghién ctu khac nhau tim thay
luong thai trir qua duong nude tiéu la khoang 50-85% dbi véi amoxicillin va 27-60% doi véi
acid clavulanic trong vong 24 tiéng. Trong trudong hop acid clavulanic, phan 1én luong thube
duoc thai trir trong 2 gio du sau khi ding thude.

Dung chung véi probenecid lam chém thai trir amoxicillin nhung khéng lam cham thai trir acid |
clavulanic qua than.

Tuoi

Thoi gian ban thai ctia amoxicillin & tré tir 3 thing dén 2 tudi la twong tu véi tré 1én hon va

ngudi trudng thanh. Péi véi tré nho (bao gom ca tré sinh thiéu thang) méi sinh trong vong mdt

tuan, khong nén cho dung qua 2 ln mot ngay boi vi su thai trir qua than con chua hoan chinh.

Bai vi nguoi 1on tudi thudong c6 chire nang than suy giam, nén than trong khi lya chon lidu theo

dai chire nang thian néu can thiét.

Gidi tinh fc
Sau khi uéng amoxicillin/acid clavulanic ¢ nhiing ngudi nam va nit khoe manh, gidi tinh khéng
anh huong dang ké Ién duge dong hoc clia amoxicillin hay acid clavulanic.

i

N

Suy than ) ) /
Po thanh thai toan phan cta amoxicillin/acid clavulanic trong huyét thanh giam tuong (mg vai S
muc suy giam chic nang than. Sy suy giam muc thai trir thube clia amoxicillin 3 rét hon so véi )
acid clavulanic, boi vi amoxicillin thai trir qua thin nhiéu hon. Do d6 liéu & bénh nhén suy thén

phai ngin ngira su tich liy qua mic amoxicillin trong khi vin duy tri mac acid clavulanic pht .
hop.

QUY CACH PONG GOI ;
10 Vién/ Vi/ Thi nhom x 2 Tai nhém/ Hop. ;
PIEU KIEN BAO QUAN y

Trong bao bi kin, tranh 4nh sang va tranh dm.
O nhiét do phong khong qua 30°C.

HAN DUNG

24 thang ké tir ngay san xudt.
Khéng ding thudc qud han ding ghi trén hip.
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