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THANH PHAN:

Bt sau khi pha thanh hén dich,
trong 5ml cé chira:

Amoxicilin Trihydrat tuong duong
Amoxiciliin 400 mg

Kali Clavulanat tiong duong

Acid Clawulanic 57 mg

Matri Saccharin 1a chét lam ngot.
Bot mam x6i 13 hurong ligu,

BAO QUAN:

Noi knd mat, & nhigt d dui 30°C.

HBn dich sau kh pha phai duot bdo quin &
diéy kién lanh va sir dung frong vong 7 ngay.
Khang durge dé dong lanh,

THAN TRONG:
GIU THUGC NGOAI TAM TAY TRE EM.
BOC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG. .
LAC KY HON DICH TRUQOC KHI DUNG.

Nid sén xuat )
ATABAY KIMYA SANAYI ve TICARET A5

| Tavsanli Koyu, Esentepe Mevkii,

Gebze/ KocaeliTurkey - Thd Nhi K.

R THUGC BAN THED BON

' KLAVUNAMOX'
400/57mg

BOT PHA THANH HON DICH

Amoxicillin
&
Clavulanic acid
{400mg + 57 mg)

Hép 1 lo 70mi

//trungtamth

70ml

KLAVUNAMOX®
400/57mg

Dry powdar for preparing
oral suspension
Amaxiclin
&

https

Clavulanic acid
(400 mg ¢ 57 mg]

| Exp. Dste: dd/mmiyy

100% REAL SIZE
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HUGONG DAN SU DUNG THUOC
BOT PHA THANH HON DICH DE UONG

KLAVUNAMOX®400;’Sng

THANH PHAN: N
Bt sau khi pha thanh hon dich, trong 5 ml chira:
Amoxicillin trihydrat tuong duong véi

Amoxicilline. . .cov i v 400 mg
Kali clavulanat tuong duong véi
Acid clavulanic.............. 37 mg

Ta duge: Hydroxypropyl methyl cellulose, syloid loai AL-1, gém xanthan, tinh thé natri sacchrin, bot mam x&i, aerosil
200.

DUQC LY

DUQC LUC HQC:

Amoxicillin 12 khang sinh ban tdng hop thudc nhém B-lactam c6 phd diét khuén rong d8i véi nhidu vi khudn
Gram dueng va Gram 4m do ire ché tdng hop thanh té bao vi khudn. Nhung vi amoxicillin rét d& bi pha hiy boi B-
lactamase, do do khéng c¢¢ tac dung dbi vdi nhimg ching vi khudn san sinh ra cic enzym nay (nhigu ching
Enterobacteriaceae va Haemophilus influenza).

Acid clavulanic do sir 1én men cia Strepromyces clavuligerus, ¢6 cdu tric P-lactam gin gidng véi penicillin, ¢6
kha nang trc ché p- lactamase do phin lén cac vi khudn Gram am va Staphylococcus sinh ra. Bic biét né ¢6 tac dung te ché
manh cac B-lactamase truyén qua plasmid giy khang céc penicillin va cepha]osporm

Pseudomonas aeruginosa, Profeus morganii va rettgeri, mgt so ching Entercbacter va Prowdent:a khing thudc,
¢a tu chu khang methicilin ciing khang thude nay. Ban thén acid clavulanic cd tac dung khang khudn rit yéu.

Acid clavulanic gitip cho amoxicillin khéng bi B-lactamase phé hay, déng théi mé rdng thém phé khang khudn
caa amoxicillin mdt cach hiéu qua d6i véi nhiéu vi khudn thdng thuémg di khang lai amoxicillin, khang cac penicillin khac
va cac cephalosporin.

C6 thé coi amoxicillin va clavulanat 13 thube diét khudn ddi véi cac Preumococcus, cic Streptococcus beta tan
méu, Staphylococcus (ching nhay cam véi penicillin khdong bi dnh hudmg cia penicillinase), Haemophilus influenza va
Branhamella catarrhalis ké ca nhimg ching san sinh manh B-lactamase. Tém lai phd diét khuan cia thude bao goém:

Loai vi khudn Chiing

Gram duong Hiéu khi:

Streptococcus  faecalis,  Streptococcus pneumonia, Streptococcus  pyogenes|
Streptococcus viridians, Staphylococcus aureus, Corynebacterium, Baciftus amhmcis['\ |
i o

Listeria monocytogenes. o~

Yém khi: ¢ 2

Céc lodi Clostridium, Peptococcus, Peptostrepiococcus. | /
Gram am Hi¢u khi: '

Haemophilus influenza, Escherichia coli, Proteus mirabilis, Proteus vulgaris, cac loai
Klebsiella, Samonella, Shigella, Bordetella, Neisseria gonorrhoeae, Neisseria
meningitides, Vibrio Cholerae, Pasteurella multocida.

Yém khi:

Céc loai Bacteroides ké ca B. fragilis.

DUQC DONG HOC:

Amoxicillin va clavulanat déu hap thu d& dang qua dudng udng. Nong dé ciia 2 chat nay trong huyét thanh dat t5i
da sau 1 — 2 git ubng thude. V@i 1idu 250 mg (hay 500 mg) s& ¢6 5 meg/ml (hay 8 — 9 meg/ml) amoxicillin va khoang
3 meg/ml clavulanat trong huyét thanh. Sau 1 gid ubng thubc 20 mg/kg amoxicillin + § mg/kg acid clavulanic, s& ¢6 trung
binh 8,7 meg/m] amoxicillin va 3,0 meg/ml acid elavulanic trong huyét thanh. Su hép thu cda thude khong bi anh huéng
béi thite an va tdt nhat 14 udng ngay trude khi an.

Sinh kha dung dutmg udng cta amoxicillin la 90% va cha acid clavulanic 12 75%. Nira dai sinh hoc cla
amoxicillin trong huyét thanh 13 1 — 2 gidr va clia acid clavulanic (2 khodng 1 gidr.

50 — 70% amoxicillin va 30 — 40% acid clavulanic duoe thai qua nuéde tiéu duéi dang hoat déng. Probenecid kéo
dai thoi pian dao thai cia amoxicillin nhung khéng anh hudng dén s d3o thai cha acid clavulanic.
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CHI DINH:
KLAVUNAMOX 400/57mg duing dé diéu trj nhigm khuan giy nén bdi cac ching nhay ¢am trong céc trudmg hop

cu thé sau day:

»  Nhifm khudn b6 may hé hip:

- Nhiém khuan duémg hé hip trén: Viém xoang, viém amidan, viém tai giira, nhimg nhi&m khuin khac & viing tai-
mii-hong.

- Nhi&m khuén dudmg hd hdp dudi: Viém phé quan cip va man tinh, viém phdi, viém ma mang phéi, abces phéi.

s  Nhiém khuin da va mé mém: Pinh, nhot, abces, viém md @ bao, nhiém khudn vét thuong, nhiém khudn trong
bung.

¢  Nhim khudn dudng tiét nigu-sinh duc: Viém bang quang, viém than-bé thin, viém niéu daoc, nhim khuin viing
khung chau, giang mai, 1au.

»  Céac nhiém khuén khae: Viém xuong tuy.

CHONG CHi DINH: _
Chéng chi dioh ding KLAVUNAMOX 400/57mg ¢ ngudi cé tién s& phan img d] ing vdi nhém penicillin.

CANH BAO/THAN TRONG:

Thinh thoang ¢4 gap nhimg phan vé nghiém trong_ gdy 1r vong (qua min cim) & ngugi bf;nh ding penicillin.
Nhirng phan (mg nay dé gap hon & nguol co tién sir qud man cém voi pemcll]m va/hoac 6 tién st min cam v&i nhiéu
khang nguyén khac nhau. Cing da gap ngudi c6 tién su qua man véi cam vai penicillin va bi phan img chéo nghiém trong
khi ding véi céc cephalosporin. Vi vay, trude khi khorl diu ding KLAVUNAMOX 400/57mg, phai diéu tra cin than xem
nguoi bgnh trude ddy da co nhiing phan Ung qud man cam vai penicillin, cephalosporin hodic vdi nhitng nguyén nhén khac
chua. Khi gap phan ing di ung, phal ngirng thude ngay va c¢6 bién phap dleu tri thich hop. Néu gip cac phan ung phan vé
nghiém trong, phai ldp tic diéu tr cdp ciru bing epinephrin. C& khi cin chi dink dung khi oxy, tiém tinh mach
corticosteroid va thong thoang dudmg tha.

Mic déu cdc penicillin ¢6 déc tinh rét thdp, van can danh gia thueng k¥ chirc ning cac co quan, nhu thin, gan,
chirc nang tao mau khi ding dai ngdy. Pa thay cé ty 1é cao bénh nhan sin c6 ting bach cdu don nhdn ma lai dung
ampicillin s€ bi ban do ngedi da. Vi vay, khéng dugc cung khang sinh nhém ampicillin ¢he ngudi co bach ciu dom nhén.

Trong qua trinh didu tri bang KLAVUNAMOX 400/57mg, can ludn nhé cé kha nang béi nhiém véi cic mim vi
khudn hoac nim. Néu gip boi nhi€m (thudmg 13 Pseudomonas hoiic Candida), phii ngling thudc va co bién phap diéy tri
thich hop.

THOI KY MANG THAI VA CHO CON BU: /

Chura c6 chimg c6 rd rang vé tinh an toan cia KLAVUNAMOX 400/57mg khj Aﬁlang thai, vdy chi dung thudc nay
cho ngudi mang thai khi that cén thiét.

Céc khang sinh penicillin loai ban tdng hop bai tiét dugc qua sita, cin thin trong khi dung KLAVUNAMOX
400/57mg cho ngudi me cho con bi.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC.
KLAVUNAMOX 400/57mg khong anh hudmg dén kha ning lai xe va van hanh may méc.

TAC DUNG PHU:

Phan img c6 hai: KLAVUNAMOX 400/57mg dung nap tt, nhitng tdc dung cé hai thudng gip 1a tidu chay, budn
nén, phat ban, may day, nén, viém dm dgo. Ty |& mic chung cic tac dung cé hai, dac biét la tidu chay, thuong ting 18n khi
dung liéu cao di khuyén c4o. Nhimng phan (mg khéc it gdp hon gdm: Khé chiu viing bung, diy hoi, nhirc ddu. Va < 1%
bénh nhin ding KLAVUNAMOX 400/5mg co gép tang nhe tiéu ciu. Cung gap tang viua phal SGOT, nhung chua co Y
nghla lam sang Co khi thiéu mau, giam tiéu cu, ban xuit huyét do giam tidu cau, tang bach cau ua eosin, giam bach cau,
mét bach ciu hat.

Phan (mg qua man: Gém phat ban, nga, may day, hdng ban da dang. C6 thé khdng ché cac phan (g nay bing
thube khang histamin H1 va khi can thi diing corticosteroid dudmg toan than. Bat k¥ lac nao gép nhimg phan img trén, phai
ngilng thude, trir khi thay thude cé y kién khae. Hiém gip ting dong, kich d6ng, lo au, mit ng, [ [An, vi‘hodc chong mat.

“Thong bdo cho bdc s nhitng tdc dung khdng mong muén gip phii khi siv dung thudc”

TUONG TAC VOI THUOC KHAC, CAC DANG TUONG TAC KHAC:

Probenecid Jam giam thai trir amoxicillin qua dng than, nén khi phdi hop véi probenecid, thi ham luong
amoxicillin trong mau c6 thé tang va kéo dai. Phdi hop allopurinol vdi ampicillin Jam ting tai bién phat ban so véi khi
dung don déc ampicillin. Chua 6 Ia do allopurinol lam tang phat ban do ampicillin hay do ngudi bénh ¢é ting acid
urie/mau. Chua c6 div lidu vé phdi hop allopurinol véi KLAVUNAMOX 400/57mg,.

Thudc cb thé giy kéo dai thoi gian chiy mau va déng mau. Vi vy cAn phai ¢dn thin d8i véi nhimg ngudi bénh
dang diéu tri bang thudc chdng déng mau.
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Gléng cac khang sinh c6 phd tac dung rong, thude c6 thé 1am gidm higu qua ciia cac thude tranh thai ding dudng
udng, do d6 can phai bao truée cho ngudi bénh.

TUONG TAC VOI CAC TEST TRONG PHONG THI NGHIEM:

Ubng KLAVUNAMOX 400/57 mg lam tang nong d% cao amoxicillin trong nuéc tiéu, tir 6 kéo theo phan tng
duong tinh gia khi lam test glucose trong nudc ti€u. Vay can thir test glucose niéu theo phan tmg enzym glucose-oxidase,
khi ngudi bénh ding KLAVUNAMOX 400/57mg.

Dung cho ngudi mang thai, amoxicillin lam ha tam thoi ndng do huyét tuong cua estriol lién hop, esttriol-
glucuronide, estrone lién hop va estradiol. Tac dung nay ciing gép khi ding amoxicillin (va KLAVUNAMOX 400/57mg) &
ngudi mang thai.

LIEU LUQNG VA CACH DUNG:

LAc ky trude khi diing

Liéu thong thudmg hing ngay la:

- 25/3,6mg/kg can ndng/ngdy vdi nhiém trung nhe t6i vira (nhiém khuan dudmg hd hap trén nhu viém amidan
hdi quy, nhiém khudn duomg h6 hap dudi va nhiem khuén da va mé mém)

- 45/6,4 mg/kg can ndng/ngdy dc diéu tri nhimg nhi&m khuin nang hon (nhiém khuin dudmg hd hap trén nhu
viém cudng phdi va nhiém khudn duong tiét niéu).

Bang duoi ddy hudng dén cho tré em:

Tré 1ém hon 2 tubi:

2-6 tudi 5,0 ml KLAVUNAMOX 400/57mg hai lan mdi ngay
(13kg — 21kg)

253 benip/kg can nang/igay 7-12 tudi 10,0 ml KLAVUNAMOX 400/57mg hai lan mi ngay
(22kg — 40kg)

2-6 tudi 10,0 ml KLAVUNAMOX 400/57mg hai lan méi ngay

45/6,4 mg/kg cén nidng/ngay (13kg — 21kg)

7-12 tudi 10,0 ml KLAVUNAMOX 400/57mg hai lan méi ngay
(22kg - 40kg)

Tré tir 2 thang dén 2 nam: Tré dudi 2 tudi nén ding lidu theo can nang. «

Cach dung: Sy hép thu cia KLAVUNAMOX 400/57meg la tét nhét khi ung ngay truGc bita an. Thoi gian diéu tri
nén thich hop véi chi dinh va khéng nén qué 14 ngay ma khong thay déi. Cho nudc vao day dén vach dau trén lo, lic manh
dé hoa bot.

QUA LIEU:
Diing qua lidu, thudc it gay tai bién, w dugc dung nap tdt ngay ca & lidu cao. Tuy nhién, néi chung nhitng phan
img cﬁp xay ra phu thudc vao tinh trang qua man cia timg c4 thé. Nguy co chic chén 1a tang kali huyét khi dung liéu rét

cao vi acid clavulanat dugc ding du6i dang mudi kali. C thé ding phuong phap thim phan méau dé loai thudc ra khoi tudn
hoan.

Bio quan: Bao quan dudi 30°C, noi kho mat. .
Hdn dich sau khi pha phai duge bao quan trong ti lanh va st dung trong vong 7 ngay. Khéng duge dé dong lanh.

Déng goi: Hop/1 lo 70ml.
Han dang: 2 nim ké tir ngay san xuét. Khdng dung thudc qua han ghi trén lo hay hép thudc.

Tiéu chudn: Nha san xuit. %
Dé thudc xa tAm tay tré em va giir nguyén bao bi. /
Poc ky huéng din sir dung trude khi dung.
Thube ké don.
Khong dwge dung khi chwra ¢é ¥ ki

SAN XUAT BOI:
ATABAY KIMYA SAN ve TIC A.S. )
Tavsanli Koyu, Esentepe Mevkii, Gebze Kocaeli -Tho Nhi

PHO CUC TRUBNG

JVW’: Vin SChand,




