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Thanh phin: SBK:
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MAU TOA HUGNG DAN
To hudng din sit dung thude

Re: Thude ban theo dm A CIGMENTIN 1000 \A \ ‘\1’ INH HAI f”/
(Thudc nay chi ding theo don ciia Bdc si) = __%‘Q/
THANH PHAN: Cho mot vién bao phim. el
Amoxicillin trihydrat (dang Compacted) 1004,5 mg
Tuong duong Amoxicillin khan 875 mg .
Diluted Kali Clavulanat / Microcrystalline cellulose - 297,5 mg

(e 1:1)
Twong duong Acid Clavulanic 125 mg

Microcrystalline cellulose 253 mg
Crospovidone 100 mg
Disodium starch glycolate 20 mg
Colloidal silicon dioxide _ 10 mg
Magnesi stearat ' ‘ 15 mg
Methacrylic acid copolymer ( Eudragil L 100) 32mg
Hydroxypropyl methylcellulose 6 cps . 22 mg
Talc 18 mg
Titanium dioxide 15 mg
Polyethylene glycol 6000 10 mg
Polysorbate 80 3,5 mg
Isopropyl alcohol ; 0,18 ml
Ethanol 96% | 0,15 ml
DUGC LUC HOC:

- Amoxicillin 1a m6t khdng sinh ban téng hgp thudc ho beta — lactam cé phd diét khuén
rong d6i v4i nhiéu vi khudn gram duong va gram 4m do e ch€ téng hop thanh t&€ bao vi khuin.
Nhung vi Amoxicilin d€ bi phd huy bdi beta — lactamase, do d6 Amoxicillin khong c6 tac dung
d6i v6i nhitng chiing vi khudn sdn sinh ra cic enzym nay

- Acid clavulanic ¢6 cdu tric beta — lactam gan gidng vdi Penicilin ¢6 kha ning e ché
beta - lactamase do phan 16n cdc vi khudn gram 4m va Staphylococcus sinh ra. Dic biét; acid
clavulanic ¢6 tdc dung itng ch€ manh cdc beta — lactamase truyén qua plasmid gy khéng cdc
Penicilin va cdc Cephalosporin.

- Sy két hop Acid clavulanic va Amoxicillin gidp cho Amoxicillin khéng bi beta —
lactamase phd huy, déng thdi md rong thém phd khang khudn ciia Amoxicillin mdt cdch hiéu
qué d6i v6i nhiéu vi khudn théng thudng da khéang lai Amomcdhn khdng cdc Penicilin khdc va

cac Cephalosporin.
DUQC PONG HOC:

Amoxicillin va Acid clavulanic déu hap thu dé dang qua dudng udng. Pat ndng d6 5i da
trong huyét thanh sau 1 dén 2 gid. Sy hap thu clia thudc khong bi 4nh hudng bdi thic n va tot
nhdt 12 udng ngay truSc ngay bita in. Sinh khi dung dudng udng ciia Amoxicillin 1a 90% va cia
Acid clavulanic 12 75%. Thoi gian ban thdi clia Amoxicillin trong huy€t thanh 12 1 dén 2 gi% va
cla Aad clavulanic 14 khodng 1 gid. 55% — 70% Amoxicillin va 30% — 40% Acid clavulamc
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duge thdi qua nudc ti€u dusi dang hoat dong. Probenecid kéo dai thoi giar;ﬂ%?{ib théi Wh\o &
Amoxicillin nhung khéng dnh hudng dén sif dao thdi clia Acid clavulanic. / (0 PHAN DUOC |:\
CHI PINH: \“\ MINH HAIL /¥

- Nhi€m khu#n ning dudng hé hap trén: Viém amidan, viém xoang, viém tai gif¥a,

- Nhiém khudn dudng ho hdp dudi: Viem phé quén cap va man, viém phdi — ph&qu

- Nhiém khu&n ndng dudng ti€t niéu — sinh duc: Viém bang quang, viém niéu dao, viém

bé thin (nhim khudn dudng sinh duc ni).

- Nhiém khuén da va md mém: Mun nhot, dp xe, nhi€ém khuén vét thuong.

- Nhiém khudn xuong va khép: Viém tuy xuong.

- Nhi€m khu#n nha khoa: Ap xe & ring.

- Nhiém khudn khdc: Nhiém khuin do nao thai, nhidm khufn méu sdn khoa, nhiém

khuédn trong § bung.
CHONG CHi PINH:

- Di @ing vdi nhém beta — lactam (c4dc Penicilin va Cephalosporin).

- Cén chd y dén kha ning di wng chéo véi cdc khdng sinh beta — lactam nhu cic
Cephalosporin. Chd § dén ngudi bénh c6 tién si vang da/rdi loan chifc ning gan do dung
Amoxicillin va clavulanat hay cédc Penicilin vi Acid clavulanic gy ting nguy cd & mat trong gan.
CACH DUNG - LIEU DUNG: ' '

Ding cho ngudi 16n va tré em > 12 téi: JP
/

- Nhiém khudn nhe va vita: 1 vién cdch 12 gids /114n.
- Nhiém khu#n ndng: 1 vién cich 8 gid/114n. -
Nén udng thudc vao diu bira in dé gidm thidu hién tuong khong dung nap thudc & da day-

rudt.
Piéu trj khong dugc vugt qua 14 ngay ma khong kham lai.
- Bénh nhéan suy thin
+ Liéu ngudi 16n
D0 thanh thii creatinin liéu
» > 30 mV phit -Khong can diéu chinh liéu
> Tit 10 dén 30 ml/phiit | - Liéu ban ddu 1 g, sau d6 cit
| 12 gid tiém 500 mg.
» < 10 ml/phuit .| -Liéu ban ddu 1 g, sau d6
ti€ém 500 mg / ngay.
+ Liéu tré em
D thanh thai creatinin liéu
» > 30 ml/ phiit -Khéng céan diéu chinh liéu.
» Tur 10 dén 30 ml/phiit | - 25mg/kg, 2 l4n mdi ngay.
» < 10 ml/phit - 25mg/kg/ngay.
THAN TRONG:

- D31 v6i nhitng ngudi bénh c6 biéu hién r8i loan chitc ning gan: 1
- Cdc ddu hi¢u va triéu ching vang da f mat tuy it xdy ra khi dang thuc nhung c6 thé
ngng. Tuy nhién nhitng triéu chitng d6 thudng hdi phuc dugc va sé& hét sau 6 tudn ngitng diéu tri.
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- P41 v4i nhitng ngudi bénh suy thin trung binh hay ning cin chi ¥ dé’r['{iffu Nome din "‘; \
- P61 v6i nhitng ngui bénh ¢6 tién sit qua min véi cdc Penicilin cd Lf.@ i g g

hay tif vong. . \o\ MINH HAI /*/
- D0i vi nhitng ngudi benh ding Amoxicillin bi min d§ kem s6t ndi hack, . 4/

- Ding thudc kéo dai doi khi lam phit trién céc vi khudn khang thude, . AT

- Can chi y d6i v6i nhitng ngudi bénh bi phenylceton — niéu vi c4c hdn dich ¢6 chita
12,5 mg aspartam trong 5 ml. Khi tiém tinh mach liéu cao cin duy tri can bing lugng dich xuat
nhdp d€ gidm thi€u hién tuong séi — niéu. Phdi ki€m tra thudng xuyén cic Sng thong bang
quang d€ tranh hién tugng két tiia gay tdc khi c6 ndng do ch& phdm cao trong nude tidu & nhiét
dd thudng. :

SUDUNG CHO PHU NU' CO THAI VA CHO CON BU :

* St dung cho phu nit cé thai : :

- Nghién citu thyc nghiém trén qué trinh sinh sin ciia chudt da chitng minh khi diing ché&
phim theo dudng udng vi tiém déu khong gy di dang. Tuy nhién, vi con it kinh nghiém vé
ding ché& phim cho ngudi mang thai, nén cin trinh sit dung thuSc & ngudi mang thai nhat 12
trong 3 thing dau, triY trudng hop cin thidt do thay thudc chi dinh.

* Sit dung cho phu nit cho con bii: _

- Trong thdi ky cho con bi ¢6 thé ding ché phdm. Thusc khdng gy hai cho tré dang bu
me trit khi ¢6 nguy cd bi min cdm do ¢6 mét Iugng rat nhé thudc trong sita.

TUONG TAC THUGC: |

- Thudc c6 thé gy kéo dai thoi gian chdy mau va dong mdu. Vi vy cin phéi cén than
doi véi nhitng ngudsi bénh dang diéu tri biing thudc chdng d6ng m4u.

- Gidng cdc khdng sinh c¢6 phd tic dung rong, thudc ¢6 thé lam gidm hiéu qué cla cdc
thudc tranh thai udng, do d6 cin phai bdo trde cho ngudibénh.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC: J

Chua c6 tai liéu ghi nhan. /e
TAC DUNG KHONG MONG MUON:

* Thudng gip: Tiéu chdy, ngoai ban, ngda.

* It gip: Ting bach ciu 4i toan, budn ndn, ndn, viém gan va vang da & mait, ting

transaminase; c¢6 thé ning va kéo dai trong vai thdng, ngifa, ban dd, phat ban.

* Hiém gap: Phdn tng phdn vé, phd Quincke, gidm nhe ti€u ciu, gidm bach ciu, thi€u
mau tan mdu, viém dai trang gid mac, hoi chitng Stevens — Johnson, ban d3 da dang, viém da
bong, hoai it bi€u bi do ngd doc, viém than k. :

“ Thong bdo cho Bdc s nhitng tdc dung khéng mong muén gép phdi khi sit dung thuéc”

SUDUNG QUA LIEU:

- Diing qud liéu, thudc it gy ra tai bi€n, vi dugc dung nap t5t ngay ci & liéu cao. Trudng
hgp chifc niing thin gidm va hang rio mdu — nio kém. Tuy nhién néi chung nhitng phédn \tng cap
xdy ra phy thudc vao tinh trang qud mén ciia ting cd thé. Nguy cd.chic chin la ting kali huyé&t
khi diing liéu rdt cao vi acid clavulanic dugc dung dusi dang mudi kali. C6 thé ding phuong
phdp tham phan mdu d€ loai thudc ra khdi tudn hoan.

BAO QUAN:
Nhiét do dusi 30°C. Noi kho mdt, tranh 4nh séng.
PE XA TAM TAY TRE EM.
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HAN DUNG: JSf SON0 TJo o)
36 thang k€ ti¥ ngdy san xudt : 1=(C0 PH‘_AN o Cf: J
Khéng dang thudc qué han. . \2 MINH HAI /3

HINH THUC - CACH TRINH BAY: \ )’

* D6ng trong vi, vi 7 vién bao phim, hdp 02 vi. C6 toa huéng din kem theo. Pén,
thiing carton. o

Doc ky hudng déin sit dung trudc khi ding.
Né&u cdn thém théng tin xin héi § ki€n Béc i,
Thuéc SX theo : TCCS. :

CTY CO PHAN DUGC MINH HAT
322 - Ly Van Lam - PL=. TP. Ca Mau — Tinh Ca Mau
37133 \X : 0780 3832676




