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LABORATORIO REIG JOFRE, S A
ArdineClav 500/125 Tablets
30 film-coated tablets
orO

/ Barcode

Carefully read the accompanying|

Composition:

Each film-coated tablet contains:
Amoxicillin trihydrate
Equivalent to Amoxicillin
Clavulanate Potassium
Equivalent to Clavulanic acid 125 mg

500 mg

70 x 55 x 135mm

iy

Rx Thubc bén theo don SBK:

Vién nén bao phim

ARDINECLAV 600/126 TABLETS

Thanh phén:

Amoxicillin trihydrate twong duong

Amoxicillin 500mg

Clavulanate kali trong duwong

Clavulanic acid 125mg.

Quy cach dong goi: Hop 30 vién (5 vi x 6 vién).
Béo quan noi khd mét, khong qua 30°C,
trénh &nh sang.

Dé xa tam tay tré em.

Boc ky huéng dan sir dung trudc khi ding.
Chi dinh, chéng chi dinh, cach ding, lidu ding
va cac thong tin khac xem trong t huéng din
st dung thuéc.

S0 16 8X, NSX, HD: Xem “Batch No.",‘Mfg. date’,
“Exp. date”, trén bao bi.

Sén xuét boi:

Laboratorio Reig Jofre, S.A. - Tay Ban Nha.
Nhép khau bdi:

-
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5 Blisters x 6 tablets
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Store at a temperature not exceeding 30°C,
in a cool and dry place, protect from light.

Keep out of reach of children.

Dosage & Administration/

Indications/ Contra-indications/

Side Effects/ Precautions:

Refer to the package insert for details.

Visa No.

Mfg.Lic.No.

S

Composition:

Composition:

ArdineClav 500/125 Tablets

Film-coated tablets

For Oral

Each film-coated tablet contains:
Amoxicillin trinydrate
Equivalent to Amoxicillin
Clavulanate Potassium
Equivalent to Clavulanic acid 125 mg.

500 mg.

Laboratorio Reig Jofre, S.A. - Spain.

ArdineClav 500/125 Tablets

Film-coated tablets

For Oral

Each film-coated tablet contains:
Amoxicillin trihydrate
Equivalent to Amoxicillin
Clavulanate Potassium
Equivalent to Clavulanic acid 125 mg.

500 mg.

K Laboratorio Reig Jofre, S.A. - Spain.

ArdineClav 500/125 Tablets

Film-coated tablets
Composition:

Each film-coated tablet contains:
Amoxicillin trihydrate
Equivalent to Amoxicillin
Clavulanate Potassium
Equivalent to Clavulanic acid 125 mg.

500 mg.

Laboratorio Reig Jofre, S.A. - Spain.

ArdineClav 500/125 Tablets

Film-coated tablets
Composition:

Each film-coated tablet contains:
Amoxicillin trihydrate
Equivalent to Amoxicillin
Clavulanate Potassium
Equivalent to Clavulanic acid 125 mg.

500 mg.

Laboratorio Reig Jofre, S.A. - Spain.
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For Oral

Mfg. Date: dd/mm/yy Exp. Date: dd/mm/yy

For Oral
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Doc kj huéng dan sir dung trueée khi dimg.
Néu can thém théng tin xin héi ¥ kién cua thdy thudc.
Thudc nay chi ding theo su ké don cia bdc si.
Dé xa tam tay cua tré em.
ARDINECLAY 500/125 TABLETS
THANH PHAN: M3i vién nén bao phim chura:
Hoat chit:
Amoxicilin trihydrat trong duong

Amoxicilin w.o.occoeveeiciiiiiiieene 500 mg

Clavulanat kali twong duong

Clavulanic acid......ccccccoeeurecmrernerennas 125 mg
Td dugc:

Crosscarmellose natri; keo silica khan; magnesi stearat; cellulose vi tinh thé;
hydroxypropylmethylcellulose; titanium dioxid; polyethylenglycol; talc; povidon.

DUQC LUC HQC:

Amoxicilin va clavulanat kali thudng c6 tic dong diét khuan. Dung ddng thdi véi clavulanic acid
khong lam thay ddi co ché tac dong cia amoxicilin. Tuy nhién, do clavulanic acid ¢6 4i luc cao va
lién két véi mot s6 men B-lactamase ma nhitng men nay thudng lam mét hoat tinh ciia amoxicilin do
thity phan vong B-lactam, diing ddng thai clavulanic acid véi amoxicilin 1am hiép dong tac dung
diét khuan do d6 mé rong phd khang khudn cua amoxicilin d6i véi nhidu chung vi khuén sinh
lactamase d& khang amoxicilin khi ding don dgc.

Clavulanic acid thuong téc dong nhu mét chit wc ché B-lac
clavulanic acid ¢6 cdu tric twong tu nhu cac penicilin va cephal i d4u no tac dong nhu
mdt chét trc ché canh tranh va lién két tai vi tri hoat dong trén B-lattafése. Sau d6 hinh thanh mot
acyl khong c6 hoat tinh nhung chi khong c6 hoat tinh tam thoi do chat trung gian nay c6 thé bi thiy

phén, két qua 12 phuc hdi lai hoat tinh cta B-lactamase va phéng thich céc san phim thodi héa cia
 clavulanic acid.

e canh Aranh, thuin nghich,

Vi khudn hiéu khi Gram dwong:

Staphylococcus aureus (ké ca cac chung tao penicillinase).
Staphylococcus saprophyticus.

Streptococcus pneumoniae (khong ké céc ching dé khang véi penicilin).
Streptococcus pyogenes.

Vi khudn hiéu khi Gram ém:

Escherichia coli.

Haemophilus influenzae (ké ca cac chung tao beta-lactamase).
Klebsiella pneumoniae.

Moraxella (Branhamella) catarrhalis.

Neisseria gonorrhoeas (ké ca cac chung tao penicillinase).

Proteus mirabilis.
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DUQC PONG HOQC:

Amoxicilin va clavulanat déu hap thu dé dang qua duong udng. Nong do dinh trong huyét thanh cua
hai chat nay dat dugc 1 -2 gio sau khi uéng. Su hp thu ciia thubc khong bi anh huéng bai thire an va
t6t nhét 12 ubng ngay trudc bira an.

Sinh kha dung duong udng clia amoxicilin 12 90%, cuia clavulanat 1a 75%, thoi gian ban thai cua
amoxicilin trong huyét thanh 14 1-2 gio, ciia clavulanat khoang 1 gid.

Khoang 55-70% amoxicilin va 30-40% clavulanat dugc thai trir duéi dang khong chuyén hoé qua
nude tiéu. Probenecid kéo dai thai gian dao thai cia amoxicilin nhung khong anh huong dén sy dao
thai cua acid clavulanic.

CHI PINH:

Chi dinh dung thudc uéng amoxicilin/clavulanic acid dé diu tri ngin ngay nhiém khuén & céc vi tri
sau day, khi c6 thé do céc ching san sinh men beta-lactamase khéang amoxicilin gy ra.

Nhiém khuin dwong hé hap trén (g6m ca nhiém khudn tai miii hong), dic biét viém xoang, viém
tai gifra, viém amidan tai phat.

Nhiém khudn dwong hé hdp dwdi, dic biét con kich phat nhiém khuén cip cua viém phé quan
man, viém phé quan phdi.

Nhiém khuén dwong sinh duc tiét niéu va viing bung, dac biét viém bang quang (khi tai phét hoac
viém tuyén tién liét, ngoai trir bién chimg), say thai nhiém khuén, nhim khuén san khoa va nhiém
khuén 4 bung.

z 1 A shy Ea AlKia . 2 X aa Ay G R g « . —
Nhiém khudn da va mé mém, dac biét viém md te bao, 4p xe cho dong vat cén va 4p xe rdng nédng ¥
v6i viém mo té bao lan rong. o
Cic trwong hgp nhiém khudn gy béi vi khudn nhay cam. N
CHONG CHI PINH: =

ey
Bénh nhan qua mn cam vdi penicilin. Nén chi y dén kha nang mén cam chéo véi cac khang sinh N
beta- lactam khéac, vi du céc cephalosporin. —

Ngudi c6 tién sir suy chirc ning gan/vang da lién quan dén amoxicilin/clavulanic acid hozc
penicilin.

TAC DUNG NGOAI Y:

Thuong gap: tiéu chay, ngira.

It gdp: budn nén, ndn, ting bach cu 4i toan, phat ban, viém gan A} %{ug dg/r mat, tang
transaminase.

Hiém gdp: phan (mg phan vé, giam bach cdu, thiéu méu tan huyét, viém dai trang gia mac, Hoi
chimg Stevens-Johnson.

Théng bdo cho bdc si cdc tdc dung khong mong mudn gdp phai khi diing thuéc.

THAN TRONG:
Phan (mg qua man nang va doi khi gdy tir vong (phan vé) da xay ra ¢ bénh nhén dung penicilin.
Nhitng phan (g nay d& xay ra hon & nhirmg ngudi ¢6 tién sir qua méan vdi penicilin.

Pa thiy thay ddi trong phép thir chirc nang gan & mot s6 bénh nhéan dung amoxicilin/clavulanic
acid. Y nghia 14m sang cua nhing thay ddi nay 1a chua chic chin nhung than trong dun
amoxicilin/clavulanic acid & nhimg bénh nhén c6 bing chimg suy chirc ning gan.
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Hiém gap vang da (r mét c6 thé nang nhung thuong phuc hdi. Cac ddu hiéu va triéu chimg c6 thé hét
sau vai tuan ngimg diéu tri.

Viém dai trang c6 mang gia da gap voi hdu hét cac khang sinh, ké ca amoxicilin/clavulanic acid,
mirc d¢ tir nhe dén de doa tinh mang. Vi thé, diéu quan trong 1a phai chi y dén chan doan nay & bénh
nhan bi tiéu chay sau khi dung khang sinh.

Pé giam su mé rong cua vi khuan khang thube va duy tri hiéu luc cia ARDINECLAV ciing nhur
cac khéang sinh khac, chi ding ARDINECLAYV dé diéu tri hoic phong ngira nhimg nhiém khuén
ma d biét rd hosc nhiéu kha nang do cac vi khuén nhay cam gay ra. Khi c6 nhirng thong tin vé nuéi
céy va d6 nhay cam, nén diing dé lya chon hodc diéu chinh phéc db diéu tri véi khang sinh.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Nhitng nghién ctru vé sinh san & dong vat (chudt nhit va chudt 16n) véi dudng udng va tiém cia
amoxicilin/clavulanic acid d& chi ra la khong cé tac dung gdy quadi thai. Kinh nghiém sur dung
amoxicilin/clavulanic acid & ngudi mang thai con han ché. Ciing nhur tat ca céc thube khac, nén
tranh str dung khi mang thai, dac biét trong ba thang du trir khi thay thudc thdy that can thiét.

Céc khang sinh nhém ampicilin bai tiét ra sita nguoi, vi vdy can than trong khi dung
ARDINECLAYV cho ngudi nudi con bu.
TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thubc khong anh hudng dén kha nang 1ai xe hay sir dung may méc.

LIEU LUQONG VA CACH DUNG:
Thudc nay chi ding theo sw ké don ciia thiy thubc

Ngudi 16n lidu ding théng thuong 1 vién ARDINECLAV 500/125 tablets mdi 12 gio. Péi vai
nhi®m khuan nang va nhim khuan duong hé hap: 1 vien ARDINECLAV 500/125 tablets mbi 8
gir hodc 1 vién ARDINECLAYV 875/125 tablets mdi 12 gid.

Bénh nhén suy than: Khong can giam lidu trir khi suy than nang.

Bénh nhén suy than nadng vdi tbc dd loc cau than < 30 mL/phit: khong dugc diung vién
ARDINECLAY 875/125 tablets.

Bénh nhén cé tdc dd loc cau than tir 10 - 30 mL/phit chi dung vién ARDINECLAV 500/125
tablets mdi 12 gio tly thudc vao mirc do nhiém khuén.

Bénh nhén ¢6 tdc d6 loc cau than < 10 mL/phit chi dung vién ARDINECLAYV 500/125 tablets moi
24 gi® tity thugc vao mirc d6 nhiém khuén.

Nhitng bénh nhén nay dugc thém lidu trong qua trinh va két thic tham phan.
Str dung thén trong cho bénh nhan suy gan va theo ddi chirc ndng gan dinh ky. y

Céch diing: C6 thé sir dung ma khong can quan tdm dén bira an, tuy nhién, clavyldat kali dur hap
thu tang lén khi dung amoxicilin-clavulanat kali vao dau bira an. Dé giam th(tiX/ napg khong

dung nap ¢ dudng tiéu hoa nén sir dung thudc vao dau bita an.

TUONG TAC THUOC:

Probenecid lam giam bai tiét & dng than clia amoxicilin. Dung ddng thoi véi probenecid gay tang va
kéo dai ndng do amoxicilin mau.
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ba gip kéo dai thoi gian chay mau va thoi gian prothrombin & moét sd bénh nhan dung
amoxicilin/clavulanic acid. Nén than trong dung amoxicilin/clavulanic acid cho nhitg bénh nhén
dang diéu tri chéng déng mau.

Ciing nhu céc khéng sinh hoat phd rong khéc, amoxicilin/clavulanic acid c6 thé 1am giam hiéu qua
clia céc thudc tranh thai dudomg udng, vi vdy bénh nhan can duogc canh bio.

Duing allopurinol trong khi dang str dung amoxicilin c6 thé lam tang cac phan mg di img da. Chwa
c6 sd liéu vé sir dung ddng thoi amoxicilin/ clavulanic acid va allopurinol.
SU DUNG QUA LIEU:

Pa sb cac bénh nhéan khong c6 triéu chimg sau khi qua liéu hodc cht yéu c6 céc triéu chimg vé tiéu
hoa, bao gdm dau bung va da day, nén, tiéu chay. Ciing gap phét ban, hiéu dong, hoic ué oai & mot
s6 it bénh nhan.

Trong trudng hop qua lidu, ngimg amoxicilin/ clavulanat, diéu tri triéu chimg, va ding céc bién
phép hd trg, néu cAn. Néu qué lidu méi xay ra, va khong c6 chéng chi dinh, c6 ging gay non hoic
diing cac bién phép khac dé loai bo thube khoi da day.

Ca amoxicilin va clavulanat déu c6 thé dugc loai bo khéi tudn hoan bang thim tach mau.
BAO QUAN: Bao quan & noi khd mét, nhiét 4o khong qué 30 ﬁ:{l‘rénh anh sang.

Pé xa tAm tay tré em. Mé
HAN DUNG: 36 thang ké tir ngay san xuét.
PONG GOI: Hop 5 vi Alu-Alu x 6 vién nén bao phim.

TIEU CHUAN CHAT LUQNG: Dugc dién My 38
Séan xuét boi:

LABORATORIOS REIG JOFRE, S.A

Dia chi: Jarama, 111 45007 Toledo, Tay Ban Nha.

DT: +34 92 5245200 Fax: +34 92 5245013

TUQ.CUC TRUONG
P.TRUONG PHONG

Pham Gi Vin Honk,
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