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Amoxicillin 500mg - Clavulanic Acid 125mg SR tra

Dosage form Film coated tablet
Storage Below 30°C, protect from light.

PKeep out of reach of children. Read insert paper carefully before use

Manufactured in Korea by / S&n xu#t tai Han Quéc béi:
Cho:g Kun Dang Pharmaceutical Corp.

797-48 Manghyang-ro, Seonggeo-eup, Seobuk-gu,
Cheonan-si, Chungcheongnam-do 331-831, Korea.
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Chi dinh, 1§u ding, c&ch ding, ch¥ng chi dinh va céc thing tin
khic Xem t¥ hudng din sif dung.

Dang bao ché Vi#n nén baa phim.

Bléu kidén bio qun Bio quin & nhidt 4d dudi 30°C, tranh 4nh sang.

©€ xa tdm tay tré em. Doc ky hudng ddn sir dyng rutc khi ding,
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Rx Thubc bdn theo don Doc kj hudng dén sic dung trudc khi ding '
Néu can thém théng tin, xin tham khdao ¥ kién thay thuoc

CKDKMOXILIN TAB. 625MG
Amoxicillin 500mg, Clavulanic acid 125mg

(Vién nén bao phim)

Thanh phén

M3i vién nén bao phim gdm:

Hoat char: Amoxicillin 500mg
Clavulanic acid 125mg

Td dugc: Sodium Starch Glycolate, Low-substituted Hydroxypropylcellulose, Talc,
Magnesium Stearate, Microcrystalline Cellulose, OPADRY white OY-C-7000A, Carnauba

wax.
Mo ta ,}5
. . : ’ . - - . . /
Vién nén bao phim mau trang, hai mat 161, thudén dai. c6 chir “CKD” & 1 mat.
Dwge luc hoe

Amoxicilin 14 khang sinh ban téng hop thudc ho beta - lactamin ¢6 ph diét khuén rong dbi
voi nhiéu vi khuan Gram duong va Gram am do e che tong hop thanh t€ bao vi khuan.
Nhung vi amoxicilin rat dé bi pha hity bdi beta - lactamase, do d6 khong c6 téc dung doi
v&i nhimng chung vi khudn san sinh ra cac enzym nay (nhiéu ching Enterobacteriaceae va
Haemophilus influenzae)

Acid clavulanic do su 1én men ctia Streptomyces clavuligerus, c6 ciu tric beta - lactam gén
gidng véi penicilin, ¢ kha nang trc ché beta - lactamase do phén 16n c4c vi khuin Gram
am va Staphylococcus sinh ra. Dic biét n6 ¢6 tac dung trc ché manh céc beta - lactamase
truyén qua plasmid gy khang cac penicilin va céc cephalosporin.

Pseudomonas aeruginosa, Proteus morganii va religeri, mjt s0 chung Enterobacter va
Providentia khang thudc, va ca tu cau khang methicilin ciing khang thudc nay. Ban than acid
clavulanic c6 tac dung khang khuan rat yéu.

Acid clavulanic gitip cho amoxicilin khong bi beta - lactamase ph hiy, dong thoi ma rong
thém pho khang khuan cua amoxicilin mgt cach hiéu qua doi véi nhiéu vi khuan thong
thuong da khang lai amoxicilin, khang céc penicilin khac va cac cephalosporin.

C6 thé coi amoxicilin va clavulanat 1a thudc diét khuan ddi véi cac Preumococcus, cac
Streptococcus beta tan mau, Staphylococcus (chung nhay cam véi penicilin khong bi anh
huong cua penicilinase), Haemophilus influenza va Branhamella catarrhalis ké ca nhimg
ching san sinh manh beta - lactamase. Pho diét khuan cta thude bao gom:

Vi khuin Gram dwong:

Loai hiéu khi: Streptococcus faecalis, Streptococcus pneumoniae, Streptococcus pyogenes,
Streptococcus viridans, Staphylococcus aureus, Corynebacterium, Bacillus anthracis,
Listeria monocytogenes.

Loai yém khi: Cac loai Clostridium, Peptococcus, Peptostreptococcus.
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Vi1 khuédn Gram am:

Loai hiéu Khi: Haemophilus influenzae, Escherichia coli, Proteus mirabilis, Proteus
vulgaris, cic loai Klebsiella, Salmonella, Shigella, Bordetella, Neisseria gonorrhoeae,
Neisseria meningitidis, Vibrio cholerae, Pasteurella multocida.

Loai yém khi: Cac loai Bacteroides ké ca B, fragilis.
Duwgc dong hoc

Amoxicilin va clavulanat déu hap thu dé dang qua duong ubneg. Nong d6 cua 2 chét nay
trong huyét thanh dat 51 da sau 1 - 2 gl uong thubc. Véi lidu 500 mg s& ¢6 8 - 9
mlcrogamfml amoxicilin va khoang 3 microgam/ml acid clavulanat trong huyét thanh. Sau
1 gio uong 20 mgkg amoxicilin + 5mg/kg acid clavulanic, s& cé trung binh 8.7
microgam/ml amoxicilin va 3,0 microgam/ml acid clavulanic trong huyét thanh. Su hip
thu cita thude khong bi anh huong béi thire #n va tot nhat 1a ubng ngay trede bita an.

Kha dung sinh hoc duémg ubng cia amoxicilin 12 90% va cta acid clavulanic 13 75%. Nua
doi sinh hoc cua amoxicilin trong huyet thanh 13 1 - 2 gio va clta acid clavulanic 1a khoang

1 gid. 55 - 70% amoxicilin va 30 - 40% acid clavulanic dwuge thai qua nudc tiéu dudi dang
hoat dong. Probenecid kéo dai thdi gian dao thai cua amoxicilin nhung khéng anh huong
dén su dao thai ctia acid clavulanic. JL
Chi dinh 2
Céc ché phiam amoxicilin + clavulanat duge dung dé diéu tri trong th&i gian ngin cac
truromg hop nhiém khudn sau:

Nl}iém kl}uén nang dudng ho hip trén: Viém amidan, viém xoang, viém tai gifta d3 duoc
diéu tri bang cac khdng sinh théng thudng nhung khéng da.

Nhidm khuén duong hd hdp dudi bai cac ching H. influenzae va Branhamella catarrbalis
san sinh beta - lactamase: Viém phé quan c4p va man, viém phéi - phé quan.

Nhiém khuin nang dudng tiét niéu - sinh duc boi cdc ching E.coli, Klebsiella va
Enterobacfer san sinh: Viém bang quang, viém niéu dao, viém bé thin (nhiém khuan
dudmg sinh duc nir).

Nhiém khudn da va4 mdé mém: Mun nhot, ap xe, nhiém khuan vét thuong.
Nhidm khudn xuong va khép: Viém tiy xwong.
Nhiém khudn nha khoa: Ap xe 6 rang.

Nhiém khuan khac: Nhiém khuan do nao thai, nhiém khudn méu san khoa, nhidm khuan
trong b bung (ti€m tinh mach trong nhlem khudn mau, viém pbiic mac, nhlem khuan sau
mb, dé phong nhiém khuan trong khi md da day - rudt, tir cung, ddu va ¢d, tim, than, thay
khop va duong mat).

Chong chi dinh

Di g vé1 nhém beta - lactam (céc penicilin, va cephalosporin).

Can chu y dén kha ning di img chéo voi cdc khang sinh beta - lactam nhu céc
cephalosporin. Chit y dén ngudi bénh 6 tidn str vang da/rbi loan chire nang gan do dung
amoxicilin va clavulanat hay cdc penicilin vi acid clavulanic gy ting nguy co & mét trong
gan.

Thén trong

D6i véi nhimg ngudi bénh ¢6 biéu hién rdi loan chirc ning gan:
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Céc ddu hiéu va tridu ching vang da (r mdt tuy it xay ra khi ding thudc nhung c6 thé ning.
Tuy nhién nhirng triéu chitng do thuong héi phuc duoc va s€ hét sau 6 tuin nging diéu tri.

bbi voi nhitmg nguoi bénh suy than trung binh hay nang can cha v dén liéu lwong ding
{xem phén liéu dung).

D6i véi nhimg ngudi bénh c6 tién sir qua man véi cae penicilin ¢6 thé ¢o phan tmg nang
hay tir vong (xem phén chong chi dinh).

Béi voi nhitng ngudi bénh diung amoxicilin bi mén d6 kém sbt ndi hach.

Diing thude kéo dai dai khi lam phat trién c4c vi khudn khang thube.

Cén chu y déi véi nhimg nguoi bénh bi phenylceton - niéu vi cac hén dich ¢6 chira 12,5
mg aspartam trong 5 ml.

Phai k1em tra thuong xuyén cac dng thong ‘bang quang dé tranh hién tuong két tia gdy tac
khi ¢6 ndng d6 ché pham cao trong nude tiéu & nhidt dé thuong.

Thei ky mang thai

Nghién ctru thye nghiém trén qua trinh sinh san ctia chudt dé chimg minh khi dung ché
pham theo dudmg udng va tiém déu khong géy di dang. Tuy nhién, vi con it kinh nghiém
vé dung ché pham cho ngudi mang thai, nén cén tranh sir dung thubc & ngudi mang thai
nhét 14 trong 3 thang dau, trir truomg hop can thiét do thay thude chi dinh.

Thdi ky cho con bu

Trong thai ky cho con bu ¢6 thé dung ché phim. ’Thuéc khong gdy hai cho tre dang bu me 5
trir khi ¢6 nguy co bi man cam do ¢é mot lugng rat nho thudc trong sira. 4 1
Anh huéng 1én kha nang vin hanh miy méc tau xe J%

Khéng anh huong dén kha ning vén hanh may mée, tau xe. » :
3 3
Tac dung khéng mong muon (ADR) 1

V6i lidu binh thudng, tac dung khong mong mudn thé hién trén 5% sb ngudi bénh; thudng
gip nhét 14 nhiing phan ng vé tiéu hoa: Ia chay, bubn ndn, ndén. Ty 18 phan tmg nay ting
1én khi diing liéu cao hon va thudng gap nhidu hon so v&i ding don chat amoxicilin.
Thieong gap, ADR > 1/100 —
Tiéu héa: Ia chay. =
| PH

Da: Ngoai ban, nglra. \( DIl
ft gap, 1/1000 < ADR < 1/100 HANH

« CHl e
Mau: Tang bach cau ai toan.

*

Tiéu hoa: Buon ndn, ndn. LES

Gan: Viém gan va vang da ot mat, ting transaminase. C6 thé ning va kéo dai trong vai
thang.

Da: Ngtra, ban d6, phat ban.

Hiém gap, ADR < 1/1000

Toan than: Phan tng phan v, phu Quincke.

Mau: Giam nhe tiéu cau, giam bach cdu, thiéu mau tan mau.

Tiéu hoa: Viém dai trang gia mac.

305
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Da: Hoi chimg Stevens - Johnson, ban d6 da dang, viém da bong, hoai tit biéu bi do ngd
doc.

Than: Viém than k&,
Huoéng din cach xir tri ADR

Khi ¢6 phan fing phan vé trdm trong nén xur ly ngay bang epinephrin, oxy, corticoid tiém
tinh mach, thong khi.

Téng vira transaminase: Y nghia 14m sang chira duoc biét r3. Can chi ¥ ngudl bénh cao
tudi va ngudi 16n, dé phong phat hién viém gan 1t mat.

Ban ngira, ban do, hoi chimg Stevens - Johnson, viém da bong: Phai ngimg thubc.

Viém dai trang gia mac:

Néu nhe: Ngimg thubc.

Néu ning (kha ndng do Clostridium difficile); Béi phu nuéce va dién giai, khang sinh chéng
Clostridium.

2

Liéu hrong va cach dung

=

Liéu lwgng:

Liéu‘ngu(}ri 16n: 625 mg (chita 500 mg amoxicilin + 125 mg acid clavulanic) cach 8
gity/lan, trong 5 ngay.

Lidu tré em: Tré em tir 40 kg trér 18n, udng theo lidu ngudi 16n.

Tré em dudi 40 kg can nang: Lidu théng thuong 20 mg/kg am0x1c1lmfngay, chia lam nhiéu
l4n, méi 1an cach nhau 8 gio. Dé didu trj viém tai gifta, viém xoang, nhiém khuin dudng hé
hap‘ dudi vamnh‘lem khudn ning, liéu théng thudng 40 mg amoxicilinkg/ngay chia 1am
nhiéu 1an, mo6i ldn cach nhau 8 gi&, trong 5 ngay.

Biéu tri khdng duoc vuot qua 14 ngay ma khong kham lai.

Suy than.

Khi ¢6 16n thirong thin, phai thay déi liéu vi/hoic sb l4n cho thudc dé dap g véi tn
thuong than,

D6 thanh thai creatinin Liéu ding
>30 ml/phut Khéng cén diéu chinh
Tir 15 dén 30 ml/phut Liéu théng thuong cho cich nhau 12-18 gid/lan.
Tir 5 dén 15 ml/phit Liéu thong thiremg cho céch nhau 20-36 giovlan.
<5 ml/phut Liéu théng thudmg cho cach nhau 48 giovlan.

Néu chay thén nhdn tao, diing 625 mg (chira 500 mg amoxicilin va 125 mg acid clavulanic)
gifta thoi gian m3i 1an thim phén va thém 625 mg sau mdi lan thim phén.

Cdch dung:

Ubng thude vao lic bat ddu an dé giam thiéu hién tugng khéng dung nap thudc & da day -
rudt. Khong ding thube qui 14 ngay ma khéng kiém tra xem xét lai cach diéu tri.
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Twong tic thude
Thude ¢6 thé giy kéo dai thoi gian chay mau va dong méu. Vi viy can phai cn thin dbi
voi nhitg nguoi bénh dang diéu tri bang thuoc chong dong mau.

Gidng cac khang sinh c6 phé tac dung rong, thude cé thé lam giam hiéu qua cua cac thube
tranh thai ung, do d6 cin phai bao truéc cho ngudi bénh.

Qua lidu va xir tri

Dung qua liéu, thube it gdy ra tai bién, vi duogc dung nap tdt ngay ca & liéu cao. Nguy co
chac chan la tang kali huyét khi diing liéu rat cao vi acid clavulanic duoc dung dudi dang
mudi kali. C6 thé ding phuong phap thdm phén mau dé loai thudc ra khoi tudn hoan.

Théng bio voéi bac si cac tic dung khong mong mudn gip phai khi ding thude.

Diéu kién bao quin: Bao quan ¢ nhiét 6 dudi 30 °C, tranh anh séng.

Pé thude xa tam tay tré em.

Quy cich dong goéi: Hop 10 vi x 10 vién.

Han ding: 24 thang ké tir ngay san xuit. Khong ding thubce qua han su dung.

Tiéu chuén chit lwgng: TCCS. {}/
San xuat tai Han Quoc boi:

CHONG KUN DANG PHARMACEUTICAL CORP.

do 331-831, Korea

/¥ ea;ze}a, "//ev C%;
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