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Hirgng din siv dung thuéc:

ALCLAY 1000MG TABLETS
(Amoxicillin and Clavulanat Potassinm Tablets USP)

THANH PHAN: M3i vién nén bao phim chira:

Hoat chit:
Amoxicillin trihydrat twong duong Amoxicillin.............. 875 mg
Clavulanat potassium twong dueng Clavulanic acid ... .. 125 mg

Ta dwge: Croscarmellose natri, colloidal silicon dioxid, tale, magnesi stearat, hydroxypropyl methyl
cellulose E-35, cthyl cellulose, diethyl phthalat, titanium dioxid. hydroxypropyl methyl cellulose E-15,
polyethylen glycol 6000.
Doc kj hwdng din six dung trieée khi ditng, néu cin thém thong tin xin hii y kién thdy thudc.

DUGC LUC HOC: ?7/
Amoxicillin 12 khang sinh ban tng hop thude he beta-lactamin cé phd diét khuin rong déi vdi nhiéu
vi khun Gram dwong va Gram am do e ché tfng hop thanh t& bao vi khuin. Nhung amoxicillin rit
dE bj phin hiy béi men B-lactamase do thiiy phan vong B-lactam, do dé khong c6 tac dung dbi véi
nhitng ching vi khuén san sinh ra men nay.
Acid clavulanic ¢6 di lue cao va lién két véi mét s6 men [-lactamase canh tranh, thuén nghich do
clavulanic acid ¢6 c¢du tric tuong tr nhv cc penicillin va cephalosporin, Vi vay acid clavulanic ¢6
kha nang irc ché men B-lactamase do phin 1én céc vi khudn Gram &m va Staphylococeus sinh ra.
Acid clavulanic gitip cho amoxicillin khdng bi B-lactamase phin huy, déng théi md réng thém phd
khang khuin cta amoxicillin mot cdch hiéu qua dbi voi nhidu vi khuén théng thudmg sinh Jactamase
d& khang amoxicillin khi ding don doc. Khi diing ddng théi véi acid clavulanic khong lam thay ddi
co ché tac dong cila amoxicillin,
Phé khdng khuén:
Vi khuén Gram dirong:
Loai hiéu khi: Swreptococcus faecalis, Streptococcus pneumoniae, Streptococeus pyogenes,
Streptococeus viridans, Staphylococcus aureus, Corynebacterium, Bacillus amthracis, Listeria
monoCytogenes.
Loai yém khi: cic loai Clostridium, Peptococcus, Peplostreptococcus.
Vi khudn Gram im:
Loai hiéu khi: Haemophilus influenzae, Escherichia coli, Proteus mirahilis, Proteus vulgaris, céc 10ai
Klepsiella, Salmonella, Shigella, Bordetella, Neisseria gonorrhoeae, Neisseria meningitidis, Vibrio
cholerae, Pasteuella multocida.
Loai yém khi: Céc loai Bacteroides k& ca B. Fragilis.

DUQC PONG HOC:
Acid clavulanic két hop v6i amoxicillin khong gy ra twong téc dige déng hoe dang ké cia thube kia
so sanh véi khi ding riéng ré. Sau khi uéng, ca hai hoat chit dat ndng d8 dinh khoang 1 gitr va ndng
d6 nay lién quan true tiép véi lidu dung. Hap thu khéng bi anh hudng khi dimg chung véi thire 4n,
sfta...va gin két vao protein 1 22% trong thir nghiém in vitro. Cé acid clavulanic va amoxicillin ¢é
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thoi gian bdn thdi trung binh 1 gidr trén ngudi tinh nguyén khoe manh. Pudmg dao thai chinh 1a dudng
niéu,

CHI PINH:
Céc ché pham amoxicilin + acid clavulanic dwoc dung dé didu tri trong thoi gian ngén céc trudng hop
nhiém khuin pay bdi céc vi khudn nhay cam:
Nhigm khuén nang duomg hd hdp trén: Vidm amidan, viém xoang, viém tai gitra d& duoe didu tri
bang cdc khang sinh thang thudng nhung khang da,
Nhidm khuén dutmg hd hdp dudi béi cac ching H. influenzae vi Branhamella catarrbalis sin sinh
beta - lactamase: Viém phé quén cip va man, viém phdi - phé quan,
Nhim khuén néng dudmg tiét nidu - sinh duc boi cac ching £.coli, Klebsiella va Enterobacter sin
sinh beta - lactamase: Viém bang quang, viém nitu dao, viém bé than (nhidm khudn dudng sinh duc

nit).
Nhigm khuén da vi mé mém: Mun nhot, ap xe, nhiém khuin vét thuong. @%
Nhiém khuén xuong va khép: Viém tay xuong. :
Nhiém khuin nha khoa: Ap xe 6 ring.
Nhiém khuiin khée: Nhifm khudn do nao thai, nhi®m khuén méu san khoa, nhidm khudn trong  bung
{tiém tinh mach trong nhifm khuin mau, viém phic mac, nhifm khudn sau md, d& phang nhidm
khuén trong khi md da day - rudt, tir cung, déu va cb, tim, than, thay khép va dudng mat).

LIEU LUQGNG VA CACH DUNG
Thudc nay chi ding theo sw ké don cia thdy thubc
Liéu ngudi 16n: (uéng)
1 vién Alclav 1000 mg/ngay.
Pbi véi nhiém khudn ndng va nhiém khuén duong ho hép: 1 vién Alclav 1000 mg cach 12 gio/lan,
Liéu tré em: Tré em tir 40 kg trd 1én, ubng theo lidu ngudi 16n,
Bénh nhén suy than: Khéng can gidm liéu trir khi suy than nang.
Bénh nhan suy than ning véi toe d6 loe cdu thin <30 mL/phat: khéng duge ding vién bao phim it
Alclav 1000 mg. D#
Tré em cdn ning dudi 40 kg khong duge ding vién bao phim Alelav 1000 mg.
Didu tri khéng duge vugt qua 14 ngay ma khdng kham lal.

CHONG CHI BINH:
Chéng chi dinh vién amoxicillin + clavulanat potassium cho nhitng bénh nhan cé tién sir phan g di
tng voi bat ky penicillin nao, Ciing chéng chi dinh thude nay cho nhifng bénh nhan 6 tien sir rdi
loan chirc ning gan/ vang da do amoxicillin -+ clavulanat potassium .

THAN TRONG:
Alclav nén st dung than trong cho bénh nhan ¢é ddu hiéu suy gan ning. Kéa dai thoi gian chay mau
v thei gian prothrombin dd duoc bao cdo & mdt vai bénh nhan. O bénh nhén suy thin trung binh dén
néng Alclav nén dige diéu chinh liu cho phtt hop. Ciing nhu cde khang sinh, nén viée diéu trj bing
Alclay tranh ding cho phu nir ¢ thai va cho con bl néu cé thé.
Sit dung cho phu nir ¢é thai va cho con bi:
Cac nghién ctu v& su sinh san duoc thuc hién trén chudt 16n va chuft nhit mang thai dang
amoxicillin + clavulanat potassium & lidu ubng 1én dén 1200 mg/kg/ngay, tuong dwong 7200 va
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4080 mg/m*/ngay, (ghp 4,9 va 2,8 lan lidu ubng t6i da dung cho ngudi dya trén dién tich bé mit co

thé), khong biéu hién bang ching hr hai dén bao thai do ding amoxicillin F clavulanat potassivm.

Tuy nhién, chua ¢ phimg nghién citu thich hep va kiém sodl tét cho phy nif ¢6 thai. Do nhiing

nghién ciru v& sir sinh san trén stc vt khéng luén ludn dw doan ding céc dap ing cho ngudi, vi vy

chi diing thude nay trong thai ky néu that su cin thiél.

Céc khang sinh nhdm ampicillin bai tiét vio stta ngudi; do vy, nén than trong khi diing amoxicillin

t clavulanat potassium cho phu nit cho con b,

Tae dijng ciia thuée khi 14i xe va van hanh mdy méc;

Thuéc khéing anh hurgng dén kha nang 4i xe hay sir dung may moc. ¥
TAC DUNG PHU: CF‘

Tac dyng phu (rén da day rudt, nhu buén ndn, ndn va Udu chay, dudmg nhu xdy ra véi

amoxiciilin/acid clavulanic thuomg hon st dung amoxicillin mét minh.

Tac dyng phu duge bae céo trén bénh nhin sir dung amoxicillin/acid clavulanic khodng 13%, doi hoi

ngung st dung nho hon 3% bénh nhan. Tée dung phu ban dau la gy khé chiu hodc gy kich img da

day rudt nhe bao gom tidu chay, bubn ndn, nén v kho tidu. C6 vai bio cdo don 1& vé mé day, sbe

phén vé, thay ddi hanh vi va céc bét thudmng trong thir nghiém & phong thi nghiém. Tac dung phu trén 3
da day rudt ¢é thé gidm néu udng thude trong bita an,
Thong bdo cho bde si nhiing tic dung khing mong mudn gip phai khi siv dung thube.
TUONG TAC THUOC:
Probenecid Jam gidm 46 thanh that et amoxicillin qua éng than. Sir dung déng thoi véi Alelav b
s

thé [am ting v kéo dai ndng d6 amoxicillin trong méu. Khéng thé udng déng théi véi probenecid.
Ciing nhu cdc khang sinh co phé réng khic, Alclav ¢é thé lam giam tac dung clia thudc ngtra thai
dang ubng.

Ubng Alclav Iam ting ndng 46 amoxicillin trong nuée tidu. Nong d6 cao cia ampicillin ¢6 thé gay
phan tmg duong tinh gid khi kiém tra sir hign dién coa glucose trong nudc tiéu khi dang Clinitest ®
bdi vi tac dung nay cling cé thé xay ra v&i amoxicillin va cling nhu vaéi Alelay, khuyén nghi rflng test
glucose nén dwa trén phan ling cta enzym glucose oxidase (nhur 13 Clinitest® hodc Tes-Tape® duge :'_iij
dung). . 'T:h ¢
Sau dung ampicillin cho phu nff mang thai co su gidm tam thai nbng do trong huyét tuong cia estriol WINH
lién hop, estriol glucoronid, estron, estradiol lién hop duoe ghi nhan. Thc dung nay ciing cd thé xay i

ra v&i amoxicillin va tuong tur vod Alclav,

SUDUNG QUA LIEU:
Phén 1ém céc bénh nhan khdng bidu hién triéu chimg sau khi qua liéu hodc chii yéu cd cac trigu ching
trén dudmg tidu hda gdm dau bung va da ddy, ndn mira va tiéu chay. Phat ban, tang hoat dong hodic
bubn ngil cling quan st thiy trén mét s nhd bénh nhan.
Trong trudng hgp qua lidu, ngung dung amoxicillin + clavulanat potassium | didu tri triéu chimg, va
tién hanh cdc bign phap hd tro néu cin. Néu vira mdéi qua lidu va khong c6 chdng chi dinh, nén ¢d
gfing gy nbn hodc cé thé ding cic bién phap khac dé loai thudc ra khoi da day. Mét nghién ciru trén
51 bénh nhén nhi & mét trung tam chét déc cho thiy ring qua lidu dudi 250 mg/kg amoxicillin khong
ghy ra céc tridu chimg 1dm séng quan trong va khong ¢in phai lam sach da day.
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Viém thin ké din dén suy thin thiéu niéu da duoc béo cdo & mot s6 nho bénh nhin sau khi qua lidu
amoxicillin. Suy than s& duoc hdi phuc khi ngung thude. Néng dé thudc trong méu cao c6 thé d& xay
ra hon & nhiing bénh nhin suy chic ning than do gidm su thanh thai qua thén cta amoxicillin va
clavulanat potassium. Ca amoxicillin va clavulanat potassium déu duge loai ra khoi tudn hodn béi su
loc mau.

BAO QUAN: Béo quan noi khd r4o, khong qua 30°C. Trénh énh sing. D¢ xa tim tay tré em.
HAN DUNG: 24 thang ké tiz ngay san xuét.
BONG GOL: Hop 1 vi Alu-Alu x 10 vién nén.

TIEU CHUAN CHAT LUQNG: USP 35.

San xuét boi:
MI/S. ALKEM LABORATORIES LTD.
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