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bt Prescription drug 2 x 10 tablets

Clavurem 625

Amoxicillin 500mg and Clavulanic acid 125mg
Film-coated tablets

Oral use

Compesition: Each film-coated tablet contains:
Amoxicillin (as Amoxicillin trihydrate) 500 mg
Clavulanic acid (as Potassium clavulanate) 125 mg

- Excipients: q.s.
San xuatt bési (Manufactured by): Indication, dosage, contraindication and other
Remedica Ltd. information:

Nha may: Aharnon Street
Limassol Industrial Estate,
3056 Limassol, CH Sip.

Véan phong: PO.Box 51706 KEEP OUT OF THE REACH OF CHILDREN
3508 Limassol, CH Sip. READ ENCLOSED LEAFLET CAREFULLY BEFORE USE

please see the package insert.
Store below 30°C, protect from moisture
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B Thuécban theo don Hop 2 vix 10 vién

Clavurem 625

Amoxicillin 500mg and Clavulanic acid 125mg
Vién nén bao phim

Thanh phin: M6i vién nén chua:

Amoxicillin (dudi dang Amoxicillin trihydrat) 500 mg
Acid davulanic (dudi dang Kali clavulanat) 125 mg

T dugc: visa d.

Chi dinh, cich dung, chéng chi dinh va cac théng tin
khdc: xin xem t& huéng dan sir dung kém theo.

Bao quéan: khéng qua 30°C, tranh am.

DE XATAMTAY TREEM i
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

Clavurem 625

Amonicillin 500mg and Clavulanic acid 125mg
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Rx Thubc bén theo don.
Néu cin thém thong tin, xin héi y kién béc si.

Doc k§ huéng dn sir dung trude khi dung. Dé xa tAm tay tré em.

CLAVUREM 625
Vién nén bao phim 625mg

THANH PHAN

M3i vién nén chia:

Amoxicillin (dudi dang Amoxicillin trihydrat) 500 mg va acid clavulanic (duéi dang kali
clavulanat) 125 mg.

T4 duge: cellulose vi két tinh, Natri lauryl sulfat, Natri starch glycolat, colloidal silicon dioxide,
magnesi stearat, hypromellose, propylen glycol, titan dioxid, talc, glycerin, povidon.

DUQC LUC HQC

Amoxicillin 12 khang sinh ban tdng hop thudc ho beta - lactamin ¢ phé diét khudn rong déi véi
nhidu vi khuén Gram duong va Gram 4m do tc ché téng hop thanh té bao vi khuén. Nhung vi
amoxicillin rat d& bj phé hily béi beta - lactamase, do d6 khéng c6 tac dung dbi véi nhirng ching vi
khudn san sinh ra cdc enzym nay (nhiéu chiing Enterobacteriaceae va Haemophilus influenzae).
Acid clavulanic do sy 1én men cia Streptomyces clavuligerus, ¢ ciu trac beta - lactam gén giong
véi penicilin, c6 kha nang Gc ché beta - lactamase do phan 16n cdc vi khuin Gram am
va Staphylococcus sinh ra. Dic biét no co tac dung e ché manh céc beta - lactamase truyén qua
plasmid gy khang céc penicilin va cac cephalosporin.

Pseudomonas aeruginosa, Proteus morganii va rettgeri, mot s6 ching Enterobacter va
Providentia khang thubc, va ca tu cdu khang methicilin ciing khang thudc nay. Ban than acid
clavulanic c6 tac dung khang khuan rét yéu.

Acid clavulanic gitp cho amoxicillin khéng bj beta-lactamase pha hily, ddng thoi mé rong thém
phé khang khudn ciia amoxicillin mét cach hidu qua ddi véi nhidu vi khuan théng thuong di khéng
lai amoxicillin, khang céac penicilin khac va cac cephalosporin.

C6é thé coi amoxicillin va clavulanat 1a thubc diét khudn dbi véi cac Preumococcus,
céc Streptococcus beta tan mau, Staphylococcus (ching nhay cam véi penicilin khéng bi anh
huéng cua penicilinase), Haemophilus influenza va Branhamella catarrhalis ké ci nhiing ching
san sinh manh beta - lactamase. Tém lai phé diét khuén cua thudc bao g%)m:

Vi khudn Gram duong:

s I




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

Loai yém khi: Céc lodi Clostridium, Peptococcus, Peptostreptococcus.

Vi khuin Gram am:

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

Loai yém khi: Céc lodi Bacteroides ké ca B. fragilis.

DUQC PONG HQC

Amoxicillin va clavulanat déu hdp thu d& dang qua dudng udng. Nong do cua 2 chat ndy trong
huyét thanh dat t6i da sau 1 - 2 gi udng thudc. Véi lidu 250 mg (hay 500 mg) s& c6 5
microgam/ml (hay 8 - 9 microgam/ml) amoxicillin va khoang 3 microgam/ml acid clavulanat trong
huyét thanh. Sau 1 gi& udng 20 mg/kg amoxicillin + 5mg/kg acid clavulanic, s& c¢6 trung binh 8,7
microgam/ml amoxicillin va 3,0 microgam/ml acid clavulanic trong huyét thanh. Sy hép thu cua
thudc khong bi anh huong bai thirc an va tét nhat 14 uéng ngay trudc bira an.

Kha dung sinh hoc dudng udng ciia amoxicillin 1a 90% va cua acid clavulanic la 75%. Nira doi
sinh hoc ctia amoxicillin trong huyét thanh 13 1 - 2 gi&s va ciia acid clavulanic 1a khoang 1 gio.

55 - 70% amoxicillin va 30 - 40% acid clavulanic dugc thai qua nude tiéu dudi dang hoat dong.
Probenecid kéo dai thdi gian ddo thai ciia amoxicillin nhung khéng anh hudng dén sy dio thai cla
acid clavulanic. [?/

CHI PINH

Clavurem 625 dugc chi dinh diéu trj trong thdi gian ngén céc trudng hgp nhiém khuin sau:

- Nhiém khuin ning dudng hd hép trén: Viém amidan, viém xoang, viém tai giira d duoc didu tri
bing cac khang sinh théng thudng nhung khong da.

- Nhiém khuin duong hé hip dudi boi céc chung H.influenzae va Branhamella catarrbalis sin
sinh beta-lactamase: viém phé quan c4p va man, viém phdi - phé quan.

- Nhiém khudn ning dudng tiét niéu — sinh duc bdi cac ching E.coli. Klebsiella va Enterobacter
san sinh: Viém bang quang, viém niéu dao, viém bé than (nhiém khuén dudng sinh duc ni).

- Nhiém khuin da va mé mém: Mun nhot, ap xe, nhiém khudn vét thuong.

- Nhiém khuin nha khoa: Ap xe 6 ring.

- Nhiém khuin khac: Nhiém khudn do nao thai, nhiém khuén chau va san khoa, nhiém khuin
bung.

LIEU LUQGNG VA CACH DUNG
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Dung dudng udng.
Trong truong hop nhiém khudn ngng va nhiém khudn dwcng hé hap:
- Lidu cho ngudi 16n va tré em trén 12 tudi: mdt vién nén Clavurem 625 mg ba 14n m3i ngay,
trong 5 ngay. Piéu trj khong dugc vuot qua 14 ngay ma khong kham lai.
- Ngudi cao tudi: liéu gidng nhu liéu cho ngudi 16n nhung cén nhic thay ddi lidu cho nhitng
trueong hop suy gan, suy than.
Vién nén 625 mg khong nén ding cho tré em dudi 12 tudi.
Liéu & bénh nhdn suy thdn:
- Ngudi 16n:
Suy than nhe (dd thanh thai creatinin > 30 ml/phat): khong thay déi lidu.
Suy thin trung binh (d$ thanh thai creatinin 10- 30 ml/phat): mgt vién nén 625 mg cu mdi 12 gio.
Suy than niing (d§ thanh thai creatinin <10 ml/phut): khong dung vién nén 625 mg.
Liéu ¢ bénh nhdn suy gan: dung than trong.
Kiém tra chirc ning gan thuong xuyén. Khong ¢ du dir kién dé dit ra phac d lidu.
Diing vién nén va hén dich: Dé giam thiéu sy khong dung nap & duong tiéu hoa, ding lic bit dau
bira an.
Thoi gian diéu tri tiy theo do trdm trong ctia nhidm tring.
CHONG CHI PINH
Qua man véi bat ky thanh phén nao cia thude. %\/
Di g véi nhoém beta-lactam (céc penicillin va cephalosporin).
Cén cht y dén kha ning dj img chéo véi céc khang sinh beta-lactam nhu cic cephalosporin. Chii y
dén ngudi bénh ¢6 tién sir vang da/ rdi loan chirc ning gan do diing amoxicillin v clavulanat hay
céac penicilin vi acid clavulanic gdy ting nguy co r mét trong gan, ting bach cdu don nhén, tré em
dudi 12 tudi.
LUU Y VA THAN TRONG PAC BIET KHI DUNG
Than trong dic biét khi dung thudc 13 cin thiét & nhitng bénh nhan c6 tién sir qua man véi thudce
ndy hodc véi céc din xuét penicillin, ciing nhu & nhitng ngudi ¢6 tién sir hen suyén.
TUONG TAC THUOC
Néu ban sip dung Clavurem didu quan trong |3 phai thong béo cho dugc si bac si néu ban dang
dung nhitng thudc khac nhit 12 nhiing thudc sau day:
Probenecid, cac thudc kim khuén (tetracyclin), allopurinol.
Thude c6 thé giy kéo dai thdi gian chdy mau va déng mau. Vi vdy, cin phai cdn than dbi véi

nhimg bénh nhan dang diéu tri bing thuc chéng déng mau.
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Gibng céc khang sinh c6 phd tac dung rong, thudc c6 thé lam giam higu qua cia céc thudc trénh
thai ubng, do d6 can phai béo truéc cho ngudi bénh.

Cac dang trong tac khac: Khi thir glucose nidu bing cach ding thude thir sulphat dong, c6 kha
nang gdp duong tinh giad. Nén dung xét nghiém glucose dua trén phan ng enzym vdi oxydase
(Clinistix hoac Tes-Tape).

PHU NU CO THAI VA CHO CON BU

Chua c6 nhitng nghién ciru ddy du hoac dbi chimg vé sir dung amoxicillin va acid clavulanic & phu
nit mang thai. Ciing nhur véi tit ca cac thudc, phai tranh ding Clavurem trong khi mang thai, nhét
1a trong 3 thang dAu cua thai ky, trir khi c6 chi dinh rd rang 12 loi ich cho ba me cao hon nguy co
cho thai nhi.

Tham vén béc st hoic durge si ciia ban trude khi ding thude.

Trong thdi ky cho con b ¢6 thé dung thudc. Thudc khong gdy hai cho tré dang bi me trir khi c6
nguy co bi min cam do ¢ mot lugng rat nho thude trong sita.

ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Khong c6 cac nghién ciru vé anh hudng cia thude dén kha niing I4i xe va van hanh may méc. Tuy
nhién bénh nhan nén dugc thong bao rﬁng hién tuong bdn chdn, lo au, co giat, choang vang, .... co
thé xay ra trong qué trinh sir dung CLAVUREM.

TAC DUNG KHONG MONG MUON CUA THUOC q/

Da sb céc tac dung khéng mong mudn biéu hién trong nhitng nghién ciru 1am sing, thuong nhe va
thoang qua. Thuong gip nhét 13: tiéu chay, budn nén, ndn, ndi min, ngira va viém am dao, bung
cbn cao, diy hoi va nhirc diu.

Duong tiéu hoa: ti€u chay, budn ndn, nén, khé tiéu, viém da day, viém miéng, viém ludi, nhiém
nim candida niém mac da, dau bung, va viém rudt mang gia xuét huyét.

Qué min: ndi min, ngira, ndi mé day, phli mach, phan (mg huyét thanh (ngira hozic ndi min kém
theo viém khép, dau khdp, dau co, va sbt), hdng ban da dang (hiém khi gédp hdi ching Steven-
Johnson), va déi khi cham tréc vy (ké ca hoai tir bi nhiém doc). D6i khi gip phan tmg qua min
trAm trong gdy chét ngudi khi ubng penicillin.

Gan: Suy gan kém theo ting transaminase huyét thanh AST (SGOT v&/hosic ALT SGPT), bilirubin
va phosphatase kiém, vang da (r mét va do gan, suy gan nhat 1a ngudi cao tudi. Thdn: viém than ké
va huyét nigu.

Heé rhffng tao méu va hach lymphé: thiéu méau bao gém thiéu méu tan huyét, giam tiéu ciu, ban
xuét huyét giam tiéu cu, ting bach ciu wa acid, giam bach cdu, chimg giam bach cdu hat, chirng
ting tiéu cdu. Ciling dd gip kéo dai thoi gian prothombin & nhitng bénh nhan didu tri ddng thoi

Clavurem va thudc chéng dong méu.
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Hé than kinh trung wong: hiém gap bon chon, lo au, thay dbi tinh tinh, 10 1an, co giat, choéng véng,
mét ngy, nhirc dau, va kich dong hdi phuc.

Hé sinh duc — tiét niéu: Tiét dich va sung ngira 4m dao.

Néu ban gip tac dung ngoai y khong ké & trén, hdy béo cho béc sT ciia ban ngay.

QUA LIEU

Néu ban dung thubc qua lidu hiy lién lac véi béc si ngay.

Nhitng triéu chimg qua li¢u: Whimg triéu chimg dudng tiéu héa (dau da day va dau bung, non, tiéu
chay) va réi loan can bing chét long va chat dién giai. Mot sb bénh nhéan gip ting van dong va
budn ng.

Diéu tri:

Diéu tri triéu chimg, dic biét quan tdm dén didu chinh rdi loan dich va cén bing chat dién giai. C6
thé thai trir amoxicillin va acid clavunic khéi méu bing thim phan loc mau.
HAN DUNG: 24 thang ké tir ngay san xuét

BAO QUAN

Bao quan & nhiét do dudi 30°C, tranh 4m. D& ngoai tim véi clia tré em.
TIEU CHUAN: BP2015

DANG PONG GOI

Hop 2 vi x 10 vién nén. Q‘/

NHA SAN XUAT

Remedica Ltd.

Dia chi van phong: P.O.Box 51706 — 3508 Limassol, CH Sip.

Dia chi nha may: Aharnon Street, Limassol Industrial Estate, 3056 Limassol, CH Sip.
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