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LAMODIA 625 FC TABLETS

Amoxicillin: 500mg
Clavulanic acid: 125mg

20 FC Tabs (2 x10 Tabs)

insert for full prescribing information

. STORAGE: Store below 30°C. Protect from sunlight & moisture
ydrate corresponds to 500mg Amoxicillin SOLD ONLY BY PRESCRIPTION KEEP OUT OF REACH OF CHILDREN
potassium corresponds to 125mg Clavulanic acid Manufactured by: REMEDICA LTD.

10N, DOSAGE & CONTRAINDICATION Limassol Industrial Estate P.0. Box 51706 3508 Limassol- Cyprus
irected by the physician or see package

RESCRIPTION DRUG

CLAMODIA 625 FC TABLETS

Amoxicillin: 500mg
Clavulanic acid: 125mg

Mfg. Date: 15/09/2012
Exp. Date: 14/09/2014

Lot No.: 52721

20 FC Tabs (2 x10 Tabs)

Thufc ké don CLAMODIA 625 FC TABLETS S L8 SX, NSX, HD xem Lot No., Mig. Date va Exp. Date: irén bao bi

Hop 2 vi x 10 vidn nén bao phim SBK:

THANH PHAN: Amoxiciliin trihydrate tuong duong Amoxicillin 500mg Cac thdng tin khac dé nghi xem trong t& hudng din sif dyng kém theo
Glaviianate potassium tuong duong Clavulanic acid 125mg NEu cdn them théng tin, xin hdi § kién bac si.

CHI BINH, CACH DUNG & CHONG CHI BINH Boc ky hueng din sif dung trudc khi ding.

Xem t¥ hudng ddn sif dung kém theo P& xa tdm tay tré

BAD QUAN: Trong bao bi kin & nhiét do phang dudi 30°C. San xu#l bii: REMEDICA LTD — Cyprus

tranh &nh sang va 4m Nh3 nbip khdu:
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CLAMODIA 625 FC TABLETS

THANH PHAN: M3i vién chira

Hoat chit:

Amoxicillin trihydrate trong duong Amoxicillin 500mg

Clavulanate potassium tuong duong Clavulanic acid 125mg

Td dwge:  Microcrystalline cellulose, lauryl Natri sulphate, starch Natri glycolate, Colloidal
silicon dioxide, Magnesi stearate, Hypromellose, Propylene glycol, Titanium dioxide, Talc.
DUQC LY

Su d& khang véi nhiéu khang sinh 12 do cdc men cta vi khuan, nhitng men nay pha huy khang
sinh trude khi né tac dong dén mam bénh. Clavulanate trong thudc c6 tac dung ngan ngura co
ché nay bang cich tc ché men beta-lactamase khién cho vi khudn nhay cam véi tac dung diét
khuan nhanh cua amoxicillin tai nong do dat duoc trong co thé.

Tu ban than clavulanate c6 mot it tic dung diét khuan, tuy nhién khi két hop véi amoxicillin - s
tao thanh mot khang sinh phé) rong, duoc sir dung rong rdi trong bénh vién va phong mach.
DUQC PONG HQC

Lién két cua Amoxicillin va clavulanate rét chat ché va khong bj anh huéng bi su hién dién
thie @n trong da day. Sau khi dung thudc duoc hép thu tot tir da day rudt véi néng d6 toi da
trong huyét tuong dat duge sau 1 gid. Su hép thu thube 6t khi bit ddu bita an.

Ca hai amoxicillin va Clavulanic acid déu gin két trong huyét tuong & nong do thap. Ca hai
thanh phan ( Amoxicillin & Clavulanat potassium) khong gin két manh véi protein, khoang
50 dén 70% amoxicillin va khoang 25 dén 45% clavulanic acid duoc bai tiét dudi dang khong
doi trong nude tiéu trong 6 gior dau.

Liéu dung gap doi tuong tmg véi ndng do trong huyét tuong gép doi.

Vi khuén hoc

Co-amoxiclav ¢6 téc dung chdng nhiéu vi khun trén in-vitro va nhidm khuin trén 14m sang.

Vi khudin gram duong

Aerobes: Streptococcus pneumoniae,Streptococcus  viridans, Staphylococcus, saprophyticus,
Corynebacterium species, Listeria monocytogenes, Peptococcus species, Streptococcus faecalis,
Streptococcus pyogenes

Staphylococcus aureus, Staphylococcus epidermidis, Bacillus anthracis

Anaerobes: Clostridium species, Peptostreptococcus

Vi khuin gram am

Aerobes:  Haemophilus influenzae, Proteus mirabilis, Klebsiella species, Shigella species,
Brucella species, Neisseria meningitides, Pasteurella septica, Escherichia coli, Proteus
vulgaris, Salmonella species, Bordetella pertussis, Neisseria gonorrhoeae, Vibrio cholerate,
Branhamella catarrhalis

Anaerobes: Bacteroides species

CHI PINH

Thude duogce chi dinh didu tri ngan han cac truong hop nhiém khudn do nhitng chung vi khuan
nhay cam sau:

Nhiém tring duong ho hap trén ( bao gdm tai-mfiii-hong) dac biét la viém amidan, viém xoang,
viém tai gifta. )

Nhiém triung dudng hd hap dudi dic biét 1a cac dot biing phat cp tinh cta viém phé quan man,
viém phé quan phéi man va viém phéi thuy man.

Nhiém trung duong sinh duc tiét niéu dac biét 1a viém bang quang tai phat, viém tuyén tién liét
khong bién ching, say thai nhiém trung, hogc nhiém trung trong san khoa, nhiém tring trong &
bung, viém than bé than, nhiém trung duong sinh duc nit.

Nhiém khuan da va mé mém: nhot va &p xe, viém mo té bao, va nhiém tring vét thuong.

Nhiém khuan xuong va khép nhu viém tuy xuong.

Nhiém khuan trong nha khoa: ap xe 6 rang

Cac bdi nhiém gdy ra boi cac vi khuan nhay cam véi Amoxicillin cac vi khuan tiét ra men beta-
lactamase nhay cam véi thudce c6 thé duoc chi dinh diéu tri

LIEU LUQNG VA CACH DUNG

Nguoi 16n va tré em trén 12 tudi
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Nhiém tring nhe dén trung binh: mot vién x 2 14n/ ngay

Nhiém triing ndng: mot vién x 3 lan/ ngay

Chure nang than suy )

Ca hai Amoxycillin va clavulanic acid duoc bai tiét qua than va thoi gian ban huy trong huyét
tuong tang ¢ nhiing bénh nhén suy than. Vi thé lleu c6 thé giam hoac kéo dai khoang thoi gian.
Liéu didu chinh dua trén ndng d6 amoxycillin dat t6i da. Duéi day 1a lidu d& nghi

Suy thén nhe ( d9 thanh thai creatinine > 30mL/ phut): khong thay d6i heu dung

Suy than vira ( d thanh thai creatinine tir 10 dén 30mL/ phut): 1 vién moi 12 gio.

Suy than nang ( do thanh thai creatinine < 10mL/ phut): 2 vién mdi 12 gio.

CHONG CHI PINH

Chong chi dinh & nhitng bénh nhan ¢6 tién st di Umg véi khang sinh beta-lactam nhu penicillin
va cephalosporin.

Ciing dugc chdng chi dinh & nhitng bénh nhan ma trudc day c6 tién sir vang da & mat, rdi loan
chire nang gan lién quan dén Amoxicillin + Clavulanate _potassium.

Nén tranh str dung ¢ bénh nhan c¢¢ thai, trir khi ¢6 yéu cau dac biét cua bac si.

THAN TRONG

Nén danh gia dinh ky céc chitic nang ctia co thé bao gém chirc ndng than, gan va mau trong thoi
gian diéu tri kéo dai.

Vi thube c6 chira amoxycillin 1a mot ammopemcﬂlm khong nén chon lya trong diéu tri & nhing
bénh nhan nghi ngo dau hong hodc viém hong bai vi né co thé 12 co s& gdy tang bach cau don
nhan nhiém khuan, khi c6 d4u hiéu ban dé néu udng amoxyecillin.

Nén than trong khi dung két hop Amoxicillin + clavulanate potassium & nhitng bénh nhan bi
bénh bach cau lympho vi nhimg bénh nhén nay dac biét nhay cam voi amoxycillin gdy ban do.

Thudc c6 thé gay bdi nhiém véi ndm, vi khuin gdy bénh. Néu bodi nhiém xay ra ( thuong lién
quan dén Aerobacter, Pseudomonas hoic Candida), ngung dung thudc va dimg bién phap diéu
tri thich hop.

Chire ning gan suy giam:

Xét nghiém chic ndng gan cho thdy c6 sy thay ddi ¢ nhitng bénh nhan uéng Amoxicillin +
Clavulanate potassium. Nén st dung than trong & nhitng bénh nhan ¢6 dau hiéu rdi loan chtrc
nang gan nang.

Chirc nang than suy gidm

Nén diéu chinh lidu & nhiing bénh nhéan bj suy than néng hodc vira.

THOI KY CHO CON BU

Amoxyecillin dugc bai tiét qua sira, chua ¢6 sé liéu vé su bai tiét ctia Clavulanic acid qua sita me.

Mot lugng rét nho cta clavulanate qua slta me. Ngoai trir nguy co nhay cam, chua cé tac dung
phu bt loi nao cho tré dang bt me vi né bai tiét rat it qua sita me.

TAC DUNG KHONG MONG MUON

Noi chung, su két hop Amoxicillin va Clavulante potassium dugc dung nap t6t . Tac dung phu
khong pho bién va chu yéu 1a nhe va thoang qua.

Céc tac dung phu thuong xay ra la tiéu chay, budn non, non, khé tiéu, dau bung, da phat ban,
ngura va ban da dang, viém am dao, vi gidc khéc thuong, dau dau, hoa mét, mét moi va néng
bimg. Téac dung phu nang dac biét 1a budn nén va tidu chay thuong gip khi dung liéu cao, va co
thé giam khi udng vao dau bita an.

Phén g qui min cam

Phii né than kinh mach mau, phan vé, hoi ching gidng bénh huyét thanh, viém mach tang nhay
cam.

Dai khi gép phat ban trén da, ngira va may day. Ban da dang, hi chiing Stevens-Johnson, viém
da bong da, hoai tir biéu bi nhidm doc, ngoai ban viém mii cap tinh (AGEP) d3 bao céo hiém khi
Xay ra.

Tac dung trén duwong tiéu hoa

Viém da day, viém miéng, viém ludi, va viém rudt non. P4 ¢6 bao cdo nhiém man candida da
niém mac va viém rudt lién quan dén khang sinh ( bao gbm viém rudt gia mac va viém rudt chay
mau). Céc tac dung phu trén duong tiéu hoa c6 thé giam di khi uéng GETIMOX vao dau bita
an.

Téc dung phu trén gan
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Viém gan va vang da r mat. Céc biéu hién trén gan dd duoc ghi nhan chu yéu ¢ nhitng bénh
nhan nam va nhitng bénh nhan 16n tudi va cé thé lién quan dén thoi gian diéu tri kéo dai. Cac
dau hiéu va triéu chimg thuong xudt hién trong sudt thoi gian didu tri hay mot thoi gian ngén sau
diéu tri nhung trong nhiéu trudong hop céc dau hiéu trén c6 thé khong tr¢ nén ro rang cho dén
nhiéu tudn sau khi ngung diéu tri.
Anh huéng trén huyét hoc
Thiéu méu tan mau, giam tiéu cau c6 hdi phuc, ban xuét huyét do giam tiéu cu, tang bach cau
ua eosin, giam bach cau c¢6 hoi phuc ( bao gdbm giam bach cau trung tinh hay gidm bach cau hat)
da duoc bdo cdo khi ding véi penicillin. Nhitng phan tng nay thuong cé hdi phuc khi ngung
dung thude va do 1a hién tuong qua man. Kéo dai thoi gian chay méu va thoi gian prothrombin
da duoc bao cdo nhung hiém.
Anh hwéng trén hé thin kinh trung wong
Rét hiém gap anh hudng trén hé than kinh trung wong. Céc biéu hién ndy gdm ting hoat dong
thoang qua, chéng mat, dau diu va co giat. Cac biéu hién co giat c¢6 thé xut hién & nhiing bénh
nhan suy than hay khi uéng liéu cao.
Rdi loan duong niéu : R4t hiém gip tinh thé niéu
Cic bi¢u hién khdc: R4t hiém gip d6i mau bé miit rang. Panh riang thuong xuyén cé thé tranh
sw d6i mau rang.
Thong bao cho bdc st nhitng tic dung phu khi diing thuéc.
KHA NANG LAI XE VA VAN HANH MAY MOC
Thube ¢6 thé gdy dau dau hoa mit, mét moi vi vay cin phai than trong khi l4i xe va van hanh
may moc.
TUONG TAC THUOC
Probenecid gidm su bai tiét cia amoxicillin qua dng thén, nhung khong anh hudng clavulanic
acid. St dung dong thoi véi Amoxicillin + clavulanate potassium c6 thé lam ting va kéo dai
ndng d6 amoxicillin trong méu nhung khong anh huéng dén acid clavulanic.
Kéo dai thoi gian chay mau va prothrombin & vai bénh nhan uéng két hop Amoxicilin +
Clavulanate potassium. Két hop Amoxicilin + Clavulanate potassium nén str dung than trong &
nhing bénh nhan dung thudce chéng dong méu.
Than trong chung vé6i khang sinh phé rong, két hop Amoxicilin + Clavulanate potassium c6 thé
giam hiéu qua thudc ngira thai dang udng va bénh nhan nén duoc canh bao vé diéu nay.
St dung dong thoi allopurinol va ampicillin lam ting d4u hiéu ban dé khi dung ca hai so véi
bénh nhan chi ding ampicillin. Nguoi ta khong biét hiéu luc cua ampicilin, phat ban la do
allopurinol hay ting uré huyét hién dién trong bénh nhan. Chua c¢6 sb liéu vé st dung két hop
allopurinol va amoxicillin + clavulanate.
Ding ampicillin cho phu nir mang thai gidm tam thoi néng do oestriol, oestriol-glucuronide,
oestrone va oestradiol trong huyét trong da duoc ghi nhan. Anh hudng nay ciing c6 thé xay ra
vé1 amoxicillin.
QUA LIEU VA XU TRI
Céc triéu ching cta duong tiéu hod va réi loan can béng nudce dién giai c6 thé 1a biéu hién cua
qué liéu. Can duoc diéu tri triéu chtng, véi luu y can bang nude/ dién gidi. Thude ¢o thé duge
loai khoi vong tuan hoan bang thim phan mau.
BAO QUAN: Bao quan duéi 30°C, tranh 4nh sang va am.
HAN DUNG: 2 nam k& tir ngay san xuAt.
TRINH BAY: 10 vién/ vi, 2 vi/ hop.
TIEU CHUAN: TCCS.
KHUYEN CAO:

Doc kj huwong dan siv dung trude khi dim g.

Néu cin thém théng tin, xin héi y kién bdc si.

Bio quan tranh xa tim tay tré em.

Thuéc nay chi ding theo sw ké don ciia thay thudéc.
Sén xuit béi
REMEDICA LTD. N2
Limassol Industrial Estate P.O. Box 51706 3508 Limassol- Cyprus. s
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