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Ry Thuéc ban theo don HOP 2Vi X 5 VIEN NEN DAI BAC PHIM

AUGCI.AMOX
- 625mg/) wen

THANH PHAN: Mi vién nén dai bao phim chifa:
Amonxicilin trihydrat tuong Ung vdi Amoxicilin 500mg
Kali clavulanat tuong (ng vdi acid clavulanic 125mg
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Hudng dan sit dung thuéc:
Thudc ban theo don
AUGCLAMOX

- Dang thudc: Vién nén dai bao phim.
- Thanh phan: Mdi vién nén dai bao phim chira:

Amoxicilin trihydrat twong (ng véi amoxicilin 500 mg
Kali clavulanat twong tmg véi acid clavulanic 125 mg
Ta duoc vd 1 vién

(Té dwge gom: Crospovidon, microcrystallin cellulose, colloidal silicon dioxyd,
magnesi stearat, opadry white, dau thau dau, copovidon).
- Dwge luce hoc:
Amoxicilin la khang sinh ban tong hop thude ho beta - lactamin c6 pho diét khuan rong dbi
v6i nhiéu vi khuédn Gram duong va Gram &4m do tc ché téng hop thanh té bao vi khuén.
Nhung vi amoxicilin rat d& bi pha huy bdi beta - lactamase, do d6 khong c6 tac dung ddi véi
nhitng ching vi khudn san sinh ra cic enzym nay (nhiéu chung Enterobacteriaceae va
Haemophilus influenzae)
Acid clavulanic do sy 1én men cua Streptomyces clavuligerus, c¢6 céu tric beta - lactam gin
giéng v&i penicilin, c6 kha ning trc ché beta - lactamase do phan lén céc vi khudn Gram 4 am
va Staphylococcus sinh ra. Pac biét n6 c6 tac dung tc ché manh cac beta - lactamase truyen
qua plasmid gdy khang cac penicilin va cac cephalosporin.
Pseudomonas aeruginosa, Proteus morganii va retigeri, mot ) chung Enterobacter va
Providentia khang thude, va ca tu cau khang methicilin cling khang thudc nay. Ban than acid
clavulanic c6 tac dung khang khuan rat yéu.
Acid clavulanic giup cho amoxicilin khong bi beta - lactamase phé huy, doug thoi mé rong
thém phé khang khudn cta amoxicilin mot cach hiéu qua déi véi nhiéu vi khuin théng
thucmg da khang lai amoxicilin, khang céc penicilin khac va cac cephalosporin.
C6 thé coi amoxicilin va clavulanat la thudc diét khuan déi véi cac Pneumococcus, céc
Streptococcus beta tan mau, Staphylococcus (chung nhay cam véi penicilin khong bi anh
hudng cua penicilinase), Haemophilus influenza va Branhamella catarrhalis ké ca nhimng
chiing san sinh manh beta - lactamase. Tém lai phé diét khuan ctia thudce bao gom:
Vi khuan Gram duong:
Loai hiéu khi: Streptococcus faecalis, Streprococcus preumoniae, Srreprococcm yogenes,

i RS

Listeria monocytogenes. CONb TY\-‘ \

Loai yém khi: Cac loai Clostridium, Peptococcus, Peptostreptococcus. 5[ co'PHAN \

Vi khuén Gram am: DUUC PHAM /4 .'

Loai hiéu khi: Haemophilus influenzae, Escherichia coli, Proteus \vi a{)g{z Weﬂs

vulgaris, cac loai Klebsiella, Salmonella, Shigella, Bordetella, Neiss \’

Neisseria meningitidis, Vibrio cholerae, Pasteurella multocida. \\“‘

Loai yém khi: Céc loai Bacteroides ké ca B. fragilis. ﬁ%
~ - Dwogc dong hoc:

* Hap thu: Thuoc hip thu dé dang ¢ duong udng. Nong do thube trong huyét thanh dat t6i
da sau 1-2 gio udng thude. Vi lidu 250 mg (hay 500 mg) s& c6 5 microgam/ml (hay 8-9
microgam/ml) amoxicilin va khoang 3 microgam/ml acid clavulanic trong huyét thanh. Sau
| gio udng 20 mg/kg amoxicilin + 5 mg/kg acid clavulanic, s& c6 trung binh 8,7 mcg/ml
amoxicilin va 0,3 mcg/ml acid clavulanic trong huyét thanh. Su hdp thu cta thudc khong bi
anh huong boi thie an va t6t nhét 12 udng ngay trude bita dn. Kha dung sinh hoc dudng
udng ctia amoxicilin 1a 90% va cua acid clavulanic 1a 75%.

* Phdn bé: Thube phan bd nhanh vao hau hét cic md va dich cua co thé, trir md ndo va
dich ndo tuy, nhung khi mang ndo bi viém thi thude lai c6 thé khuéch tan vao dé dang,
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¥ Chuyen héa - Thai trir: 55 - 70% amoxicilin va 30 - 40% acid clavulanic duoc thai qua
nuoc tiéu dudi dang hoat dong. Probenecid kéo dai thoi gian dao thai cia amoxicilin nhung
khong anh huong dén su dao thai cia acid clavulanic. Nira doi sinh hoc cia amoxicilin 1a 1-
2 gior va cua acid clavulanic 1a khoang 1 gio.

- Chi dinh: Diéu tri cac truong hop

nhiém khuén sau:

+ Nhiém khuan ning dudng ho hap trén: Viém amidan, viém xoang, viém tai gitta dd duoc
diéu tri bang cac khang sinh thong thudng nhung khong do.
+ Nhiém khuan duong ho hap duéi boi cac chung H. influenzae va Branhamella catarrbalis
san sinh beta - lactamase: Viém phe quéan cap va man, viém phdi - phé quan.

+ Nhiém khudn ning duong tiét niéu - sinh duc boi céc ching E.coli, Klebsiella va
Enterobacter san sinh: Viém bang quang, viém niéu dao, viém bé than (nhiém khuén dudng

sinh duc nf).

+ Nhiém khuan da va mé mém: Mun nhot, ap xe, nhiém khuan vét thuong.
+ Nhiém khuédn xuong va khép: Viém tay xuong.
+ Nhiém khuén nha khoa: Ap xe 6 rang.
. Nhrem khuan khac: Nhiém khuin do nao thai, nhiém khudn méu san khoa, nhidm khuin
trong 6 bung (tiém tinh mach trong nhlem khuan mau, viém phuc mac, nhlem khuan sau
mo, dé phong nhiém khuén trong khi md da day - rudt, t cung, dau va cd, tim, than, thay

I\horp

va duong mat).

- Liéu lwong va cach dung: Thuéc chi ding theo su ké don cua bdc st
+ Liéu nguoilon va tré em trén 40 kg:
Péi voi nhiém khuén nhe va trung binh: uong 1 vién, cach 12 gio/lan.

Doi voi nhlem khuén nang va nhiém khuan duong ho hip: udng 1 vién, cach 8 gid/lan
Ngudi cao tudi: Khong can diéu chinh liéu trir khi do thanh thai creatinin < 30 ml/phut.

+ Liéu tré em dwdi 40 kg can nigng: Tré em dudi 40 kg can ning khong duoc dung vién
nay. (nén chon dang bao ché va ham lwong phii hop theo sie ké don ciia béc s7)

+ Suy thdn: Khi c6 ton thuong thin, phai thay doi liéu va/hodc sb 1an cho thude dé dap
(rng v&i ton thuong than.

Liéu nguoi lén trong suy thin

\ Liéu tré em trong suy than

(tinh theo ham lwong amoxicilin)

(tinh theo ham lwgng amoxicilin)
D) thanh thai Liéu uong Do thanh thai Liéu udng .
creatinin creatinin (cho tré trén 30 tha 0i) |
>30 ml/phut | Khong can diéu chinh lieu | >30 ml/phut Khong can di¢u AL
Tir 10 dén 30 250 - 500 mg céch 12 Tir 10 dén 30 |Ti da 15 mg/ g‘g an,
| ml/phiit gio/lan. ml/phiit lan/ngay. DUOC PHf\M
| o\ HA TAY /
<10 ml/phut ~|250 — 500 mg cach 24 <10 ml/phuit Téi da 15 mg/kg B __v /‘:
gio/lan. ' i
Tham phén 250 - 500 mg cach 24 Tham phadn 15 mg/kg/ngay va 15 mg/kg
mau gio/lan, cho udng trong va | mdu bo sung trong va sau khi
sau khi thdm phéan. thdm phan.

Khong ding th ubce qud 14 ngay ma khong kiém tra xem xét lai cach diéu tri.
Udng thuéc vao lic bét diu dn dé giam thiéu hién twong khong dung nap thubc ¢ da day

- rut.

- Chédng chi dinh:
Di ttng vi nhém beta - lactam (cac penicilin, va cephalosporin).

Can chi y dén kha nang di mg chéo voi cac khang sinh beta - lactam nhu cac
cephalosporin. Cha y dén nguoi bénh c6 tién st vang da/rbi loan chirc nang gan do ding

2=
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amoxicilin va clavulanat hay cdc penicilin vi acid clavulanic gdy tdng nguy co & mét trong
gan.

- Lai xe va van hanh may méc: dung duoc

- Phu nir c6 thai va cho con bi:

+ Thoi ky mang thai: Nghién ctru thuc nghiém trén qud trinh sinh san ctia chudt da chimg
minh khi ding ché pham theo dudong ubng va tiém véi lidu 16n hon 10 lan liéu dung cho
ngudi déu khong gay di dang. Tuy nhién, vi con it kinh nghi¢m vé dung ché pham cho
nguol mang thai, nén can tranh st dung thudc & ngudi mang thai nhét 14 trong 3 thang dau,
trir truomg hop cén thiét do thay thude chi dinh.

+ Thoi ky cho con bu: Trong thoi ky cho con bu ¢6 thé dung ché pham. Thuoc khong gay
hai cho tré dang bu me trir khi c6 nguy co bi man cim do c¢6 mot luong rat nho thude trong
stra.

- Than trong:

+ Ddi voi nhirng nguoi bénh co biéu hién rbi loan chirc ndng gan: Cac diu hiéu va triéu
chirmg vang da (r mat tuy it xay ra khi ding thudc nhung c6 thé nang. Tuy nhién nhing triéu
chimg d6 thudng hoi phuc duogc va s& hét sau 6 tudn ngung dieu tri.

+ Doi voi nhitng ngudi bénh suy than trung binh hay nédng can chii y dén lidu lugng ding.

+ Déi véi nhirng ngudi bénh co tién str qud man v&i cac penicilin c6 thé ¢é phan tmg nang
hay tir vong (xem phan chdng chi dinh).

+ Pdi voi nhirng ngudi bénh ding amoxicilin bi mén do kém st ndi hach.

+ Dung thude kéo dai doi khi lam phat trién cac vi khuén khang thude.

- Téc dung khong mong mudn (ADR)

Véi liéu binh thuong, tac dung khong mong muén thé hién trén 5% s6 ngudi bénh; thuong
gdp nhét la nhirng phan tng vé tiéu héa: Ia chay, budn non, noén. Ty 1é phan (mg nay tang
1én khi dung liéu cao hon va thudng gap nhiéu hon so v6i ding don chat amoxicilin.
Thirong gap, ADR > 1/100

Tiéu hoa: [a chay.

Da: Ngoai ban, ngtra.

It gap, 1/1000 < ADR < 1/100

Méu: Tang bach cau 4i toan.

Tiéu héa: Budn non, non.

Gan: Viém gan va vang da r mat, ting transaminase. Co thé nang va kéo daj
thang. '
Da: Ngtra, ban do. phat ban.
Hiém gap, ADR < 1/1000

DJOC PHAM
Toin than: Phan g phan vé, phu Quincke. ko W
Méu: Giam nhe tiéu cau, giam bach cau, thiéu méu tan mau. \& < /
\-_F ,

Tiéu héa: Viém dai trang gia mac.
Da: Hoi ching Stevens - Johnson, ban d6 da dang, viém da bong, hoai tr biéu bi do ngo
doc.

Thén: Viém thén ke.

- Hwéng din cach xir tri ADR

Khi ¢6 phan ung phan vé tram trong nén xu ly ngay bang epinephrin, oxy, corticoid tiém
tinh mach, thong khi.

Téang vira transaminase: Y nghia lam sang chua dugce biét rd. Can chil y ngudi bénh cao tudi
va ngudi 16n, dé phong phat hién viém gan & mét.

Ban ngira, ban do, hoi ching Stevens - Johnson, viém da bong: Phai ngirng thude.

Viém dai trang gia mac: /ﬂ/

Néu nhe: Nging thudc.
Néu nang (kha nang do Clostridium difficile): Boi phu nuée va dién giai, khang sinh chéng

Clostridium.

.- »
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* Ghi chu: " Thong bdo cho bdc si nhitng tic dung khong mong mubn gip phai khi sir
dung thuéc",
- Twong tac voi thube khac, cac dang twong tac khac:

+ Thubc c6 thé gdy kéo dai thoi gian chay mau va déng mau. Vi véy can phai cin thén
dbi véi ‘nhitng ngudi bénh dang diéu tri bing thudc chong dong mau.

+ Giong cac khang sinh c6 pho tac dung rong, thude cé thé lam giam hiéu qua cia céc
thude tranh thai uong, do dé can phai bao trudce cho nguoi bénh.

- Swr dung qua lidu, xir tri:

Dung qué liéu, thude it gay ra tai bién, vi duge dung nap t6t ngay ca & lidu cao. Truong hop
chire nang than giam va hang rao mau - ndo kém, thude tiém s& gdy triéu ching 1 nhiém déc.
Tuy nhién n6i chung nhimg phan tng cép xay ra phu thudc vao tinh trang qua man cla tirng
co thé. Nguy co chic chin 1 tang kali huyét khi ding liéu rat cao vi acid clavulanic dugc
dung duéi dang mudi kali. C6 thé dung phwong phép thAm phan méu dé loai thudc ra khoi
tuan hoan.

- Han dung: 36 thang tinh tir ngdy san xuat. Khéng dung thudc da qua han sir dung.
i Lmt} Khl tha\ \«1er1 thuoc bi a am moc, Ioang mau nhan thuoc in 56 168X, HD mo.. hay

chi trong don.
- Qui cach dong goi: Hop 2 vi x 5 vién nén dai bao phim.
- Bao quan: Noi kho, nhiét d§ dudi 30°C.
- Tiéu chuin 4p dung: TCCS
PE XA TAM TAY TRE EM
"Poc ky hwong din sir dung trurée khi diung
Néu cin thém théng tin xin hoi y kién bac si"

Thube san xuat tai: va.cyc TRUBNG
CONG TY C.P DUQGC PHAM HA TAY P.TRUONG PHONG

T6 ddn phé s6 4 - La Khé - Ha Déng - TP. Ha Npix
- 04, AX: 04.33829054 %6 Mink Hing

[ Jyirong
yac PHPl'u'I
_HA TRY /;

HO TONG GIAM DBC
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