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PRESCRIFTION DRUG

SANBICLANEKSI®

Amoxicillin and
Clavulanate Potassium
for Oral Suspension USP
Dry Syrup

Each 5 ml containg:

Amoxicifin Trhydrate equivalent to
125 g of Amexiclin

Cl Potassium equivalent to

31.25 my of Clawianic Asd
Specification USP

Lic. No.: DKL9322214638A1

INDICATIONS
CONTRA-INDICATIONS
ADVERSE REACTIONS
PRECAUTIONS
DRUG INTERACTIONS ,
DOSAGES
& Phod hdn thaa dim
Bijt pha héa dich ubag
SANBECLANEKS!
- Thinh phis: Sau khi pha mi Smi chits:
Amaxicillin mbydrale among durmg 125mg
Amoxillin v Kali Clavalanais nrong duiemg
31,25mg Clavilanic acid.
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S xudt ban:

n smnl: FARMA, Indonetia

Manufactured by:

PT SANBE FPARMA
Hasd Offica: .t Taman Sad Mo 10
BANDUNG - Indonesia

Faciory: JI. incuset | Ne 9,
Lausegalah Cimind:, Bandung.
Wl Java — Indonesis
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SANIICLANEESI®

Amoxicillin and Clavulanate Potassium
for Oral Suspension USP
Dry Eyrup

Rx

PRESCRIPTION DRUG
E.wh Sml mm.ms

SHANE WELL BEFORE USE 0125 mg
READ THE PACKAGE INSERT CAREFULLY Clmianalepmamaqmmnmn ﬁwulmm‘ubcm
BEFORE USE Specfieaton USP g
KEEP OUT OF REACH OF CHILDREN on: Balch No.. MGA024 .
COMIRA ADVERSE XEEP H A COOL AND DRY Mg, Data’ 18 Jul 2011 E S
PLACE, BELOW 25°C Exp date 17 Jul 2013 -
PROTECTED FROM LIGHT &

Rx

PRESCRIPTION DRUG

Net contents after reconstitution: 60 ml

Direction for reconstitution:

Pour boiled and cooled water until
slightly beiow mark. Close batfle tightty.
Hold bottle upside-down, shake and
allow to stand for 5 minutes 1o ensure full

SANBICLANEKS. L dispersion Add sufficient boiled and
C E 1 cocled water up to mark (60 ml) and
Amoxici " in and shake well. Afer reconstitubon, the
7 suspension must be used within 7 days.
Clavulanate Potassium o -0 eolgRna
for Oral Suspension USP
Dry Syr
Ty Syrup SHAKE WELL BEFORE USE
Each 5 ml contains: KEEP IN A COOL AND DRY PLACE,
: BELOW 25°C.
?m:? ;xm Sqisvalent to PROTECTED FROM LIGHT
lent lo KEEP OUT OF REACH OF CHILOREN
31 25 mg of Clawiaric Ac READ THE PACKAGE INSERT
Specification: USP | CAREFULLY BEFORE USE
| i
| Manufactured by: |
i PT SANBE FARMA |
| Hasd Offica: || Taman Sari No 10 |
! BANDLING - Indonasia |
| Factony: J1 Ingustri | Mo 8, |
| Lauwigajah Cimingi, Sandung, |
‘Wast Java — Indonesls |
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Rx-Thubc bin theo don

SANBECLANEKSI

Amoxicillin va Clavulanate Kali

THANH PHAN

Bét pha hén dich uéng: Sau khi pha, mdi Sm! hén dich chira Amoxicillin Trihydrate tuong
duong 125mg Amoxicillin va Potassium Clavulanate tuong duong 31,25 mg Clavulanic Acid.

Ta dirgc : Colloidal silicone dioxide, Xanthan gum, Succinic Acid, Saccharin Natri, Mannitol 60 é
Huong cam., /
Vién nén: Moi vién chira Amoxicillin Trihydrate tuong duong 500mg Amoxicillin va Potassitim
Clavulanate tuong duong 125mg Clavulanic Acid.

T4 duoc : Cellulose vi tinh thé, Tinh bdt Natri Glycolate, Silicon Dioxide Colloidal, Magnesi
Stearat, Pharmacoat 606, Polyethylene Glycol 6000, Talc, Titan Dioxide.

DUQC LUC ')
Amoxicilin 14 khang sinh ban tdng hop thudc ho beta - lactamin ¢6 pho diét khuan ong déi voi i
nhiéu vi khuan Gram duong va Gram 4m do wrc ché tong hop thanh t& bao vi khuén. Nhung vi i
amoxicilin rdt d& bi pha hily béi beta - lactamase, do d6 khong c6 tac dung dbi v6i nhing chiing -
vi khudn san sinh ra cdc enzym nay (nhiéu chung Enterobacteriaceae va Haemophilus a
influenzae). j
Acid clavulanic do sir 1én men cla Streptomyces clavuligerus, ¢6 cdu tric beta - lactam gan gidng Y
v6i penicilin, ¢6 kha nang trc ché beta - lactamase do phdn 16n cac vi khudn Gram &m va .

Staphylococcus sinh ra. Pic biét no c6 tac dung {rc ché manh céc beta - lactamase truyén qua
plasmid gdy khéang cac penicilin va cac cephalosporin.

Pseudomonas aeruginosa, Proteus morganii va refigeri, mot s6 chung Enterobacter va Providentia
khang thubc, va ca tu cau khang methicilin cling khang thuée nay. Ban than acid clavulanic c6 tac
dung khang khuan rat yéu.

Acid clavulanic gidp cho amoxicilin khéng bj beta - lactamase pha huy, ddng thoi mé rong thém
phd khing khuan ciia amoxicilin mot cach hiéu qua déi véi nhiéu vi khudn théng thuong da
khang lai amoxicilin, khang cac penicilin khac va cac cephalosporin.

Co6 thé coi amoxicilin va clavulanat 1a thudc diét khudn dbi véi cac Pneumococcus, cac
Streptococcus beta tan mau, Staphylococcus (ching nhay cam véi penicilin khong bj anh huéng
clia penicilinase), Haemophilus influenza va Branhamella catarrhalis ké ca nhimg ching san sinh
manh beta - lactamase. Tém lai phé diét khuan cia thudc bao gém:

Vi khuén Gram duong:

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

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

Vi khuan Gram &m:

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 loai Bacteroides ké ca B. fragilis.
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DUQC PONG
Amoxicilin va clavulanat déu hap thu dé dang qua dudng uong Néng d6 cua 2 chit nay trong
huyét thanh dat t6i da sau 1 - 2 gio udng thude. Véi lidu 250 mg (hay 500 mg) s& c6 5
microgam/ml (hay 8 - 9 microgam/ml) amoxicilin va khoang 3 microgam/ml! acid clavulanat
trong huyét thanh. Sau 1 gi& udng 20 mg/kg amoxicilin + Smg/kg acid clavulanic, s& ¢6 trung
binh 8,7 microgam/ml amoxicilin va 3,0 microgam/ml acid clavulanic trong huyét thanh. Su hip
thu ctia thude khong bi anh huéng bai thire dn va tdt nhat 1 udng ngay trude bira an.
Kha dung sinh hoc dudng udng cua amoxicilin 1a 90% va cua acid clavulanic 1a 75%. Nira doi
sinh hoc clia amoxicilin trong huyét thanh 1a 1 - 2 gi¢r va cua acid clavulanic 1a khoang 1 gid.
55 - 70% amoxicilin va 30 - 40% acid clavulanic duoc thai qua nudc tiéu dudi dang hoat dong.
Probenecid kéo dai thoi gian dao thai ciia amoxicilin nhung khéng anh hudng dén su dao thai cta
acid clavulanic. M
CHi PINH
Céc ché pham amoxicilin + clavulanat dugc ding dé diéu trj trong thoi gian ngén cac truong hop
nhiém khuan sau:
N‘hiém khuan ning duong hé hap trén: Viém amidan, viém xoang, viém tai giita da duoc diéu tri
bang cac khang sinh thong thudéng nhung khong do.
Nhiém khuan duong hé hép dudi boi cac chung H. influenzae va Branhamella catarrbalis san
sinh beta - lactamase: Viém phe quan cép va man, viém phdi - phé quan.
Nhiém khuan ning duong tiét niéu - sinh duc bai cac chung E.coli, Klebsiella va Enterobacter
san sinh: Viém bang quang, viém niéu dao, viém bé than (nhlem khuan dudng sinh duc ni).
Nhiém khuan da va mé mém: Mun nhot, ap xe, nhiém khuan vét thuong.
Nhiém khuan xuong va khorp Viém tuy xuong.
Nhi&m khuén nha khoa: Ap xe O rang.
Nhiém khuén khéc: Nhiém khudn do nao thai, nhiém khuén méu san khoa, nhiém khuén trong o
bung (ti€ém tinh mach trong nhiém khuan mau, viém phuc mac, nhiém khuin sau md, dé phong
nhiém khuén trong khi mé da day rudt, tir cung, déu va cd, tim, than, thay khop va dudng mét).
LIEU LUQNG VA CACH DUNG )
Kha néng dung nap qua duong tiéu hoa bi giam, nén sir dung thudc vao dau bira an. Khong nén
diéu tri kéo dai hon 14 ngay ma khdng c6 su theo d&i ctia thay thube.
Liéu liwong dwoc biéu thi dwdi dang amoxicilin trong hop chat.
Vién nén bao phim SANBECLANEKSI
Cho diéu tri nhiém khudn:
Ngui 16n va tré em trén 12 tudi:
- Nhiém khuan nhe t6i trung binh: % vién 500mg (chira 250mg amoxicilin va 61.25mg acid
clavulanic), 3 lan/ngay.
- Nhiém khuan ning: 1 vién 500mg, (chita S00mg amoxicilin va 125mg acid clavulanic) 3
lan/ngay
- Tré em: lidu thong thudng 12 25mg/kg thé trong mdi ngay chia liéu ra mdi 8 gio.
Nhiém khuin ring:
Ngudi 16n va tré em trén 12 tudi: % vién 500mg (chira 250mg amoxicilin va 61.25mg acid
clavulanic), 3 14n mdi ngay trong 5 ngay.
Bénh suy than:
- Suy thin nhe ( d9 thanh thai creatinine > 30 ml / phut) : khong thay doi liéu.
- Suy thén trung binh (d¢ thanh thai creatinine > 10- 30/ phut) : 2 vién 500mg hodc 1 vién
500mg mdi 12 gio.
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- Suy théan ning (d6 thanh thai creatinin < 10ml/phut) : khong qua % vién 500mg mdi 12
e J
Hon dich uong SANBECLANEKSI , . i )
Tré em: Liéu théng thuong 1a 25mg/kg thé trong mdi ngay chia lidu ra thanh moi 8 gio.
<1 tudi: 2ml hén dich (chira 50mg amoxicilin va 12.5mg acid clavulanic), 3 lan/ngay.
1-6 tudi (10-18kg) : Sml hdn dich (chira 125mg amoxicilin va 31.25mg acid clavulanic),

_ 3 lan/ngay
>6 tudi: 10ml hdn dich (chira 250mg amoxicilin va 62.5mg acid clavulanic), 3 1an/ngay. W
Hudng din cdich pha:

D6 nude dun sbi dé ngudi vao cho t6i dudi vach mdt chut. Pong kin chai. Lat nguoc chai, lic va
dé thang ding trong 5 phat dam bao phén tan déu. Thém vira di nude dun sbi dé ngudi cho toi
vach (60ml) va lic k. Sau khi pha, hdn dich phai dwoc dung trong vong 7 ngay. Bao quan trong
tu lanh.

CHONG CHi PINH

Di ting v61 nhom beta - lactam (cac penicilin, va cephalosporin).

Cén chu y dén kha nang di img chéo véi cac khang sinh beta - lactam nhu céc cephalosporin. Cha
y dén ngudi bénh c6 tién sir vang da/rdi loan chirc ning gan do dung amoxicilin va clavulanat
hay cac penicilin vi acid clavulanic gdy tdng nguy co 0 mat trong gan.

THAN TRONG

Péi v6i nhitng ngudi bénh cé biéu hién rdi loan chirc niang gan:

Céc d4u hiéu va triéu chimg vang da & mat tuy it xay ra khi dung thuoc nhung ¢6 thé nang. Tuy
nhién nhng triéu chimg dé thudng hdi phuc duoc va sé hel sau 6 tudn ngung diéu tri.

Déi v6i nhitng ngudi bénh suy than trung binh hay ning can chu ¥ dén liéu luong ding.

D6i voi nhitng ngudi bénh ¢6 tién str qua man véi cac penicilin ¢ thé cé phan ung ning hay tir
vong.

Péi véi nhirng ngudi bénh ding amoxicilin bi man dé kém sét ndi hach.

Duing thude kéo dai ddi khi lam phat trién cac vi khuin khang thudc.

Théi ky mang thai

Nghién ciru thue nghi¢ém trén qud trinh sinh san cua chudt da chimg minh khi dung ché pham
theo dudmg uong va tiém déu khong géy di dang. Tuy nhién, vi con it kinh nghiém vé dung ché
pham cho ngudi mang thai, nén cén tranh sir dung thudc & ngudi mang thai nhat 14 trong 3 thang
du, trir trudmg hop can thiét do thay thube chi dinh.

Thoi ky cho con bu o

Trong thoi k¥ cho con b ¢ thé diing ché phim. Thude khong gdy hai cho tré dang bu meg trir khi
¢6 nguy co bi man cam do ¢6 mot lwong rat nhé thude trong siva.
TUONG TAC THUOC

Thude c6 the gy kéo dai thoi gian chay mau va dong mau. Vi véy can phai c4n than ddi v
nhimg nguoi bénh dang diéu tri bang thude chong dong mau.

Glong cac khang sinh ¢ pho tac dung rong, thude c6 thé 1am giam hiéu qua cia cac thude tranh
thai uéng, do d6 can phai bao trude cho ngudi bénh.

TAC DUNG KHONG MONG MUON (ADR)

Véi lidu binh thuong, tac dung khéng mong mudn thé hién trén 5% s6 ngudi bénh; thuong gap
nhit 13 nhimg phan tmg vé tiéu hoa: fa chay, budn nén, nén. Ty 1¢ phan (mg nay tang lén khi
diing lidu cao hon va thudng gip nhiéu hon so véi diing don chit amoxicilin.

Thirong gap, ADR > 1/100°

Tiéu héa: Ia chay.

Da: Ngoai ban, ngira.
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It gdp, 1/1000 < ADR < 1/100
Mau: Tang bach cu i toan.
Tiéu hoéa: Budn nén, non.
Gan: Viém gan va vang da it mét, ting transaminase. C6 thé niing va kéo dai trong vai thang.
Da: Ngira, ban do, phat ban.
Hiém gdp, ADR < 1/1000
Toan thén: Phan {mg phan v€, phu Quincke.
Mau: Giam nhe tidu cau, glam bach cau, thiéu mau tan mau.
Tiéu hoa: Viém dai trang gia mac.
Da: Hoi ching Stevens - Johnson, ban do da dang, viém da bong, hoai tur biéu bi do ngd doc.
Thén: Vié;m thén k&. /JM
Huong dan cdach xir tri ADR ;
Khi cé phan ting phan vé trAm trong nén xur Iy ngay biang epinephrin, oxy, corticoid tiém ftinh
mach, thong khi.
Tang vira transaminase: Y nghia 1am sang chwa dugc biét 1. Can cht ¥ nguoi bénh cao tudi va
ngudi 16m, dé phong phat hién viém gan & mat.
Ban ngura, ban do, hdi chimg Stevens - Johnson, viém da bong: Phai ngirmng thudc.
Viém dai trang gia mac: Neu nhe: Ngimg thudc. Néu ning (kha nang do Clostridium difficile):
Bdi phu nuée va dién giai, khang sinh chdng Clostridium.
Théng bdo cho Bic st nhitng tic dung khéng mong muédn gdp phdi khi sie dung thuoc.
QUA LIEU VA XU TRi
Dung qué lidu, thube it gy ra tai bién, vi duoc dung nap 6t ngay ca & lidu cao. Truomg hop chirc
néng thén giam va hang rao mau - ndo kém, thudc tiém s& gdy triéu chung nhiém doc. ‘Tuy nhién
noi chung nhimg phan {mg cap xdy ra phu thuge vao tinh trang qua mén cla timg ca thé. Nguy co
chac chén 14 tang kali huyét khi dung lidu rét cao vi acid clavulanic dugc ding dudi dang mudi
kali. Co thé dung phuong phap thdm phan méu dé loai thude ra khoi tudn hoan. p
DANG TRiNH BAY:
Vién nén: Hop 5vi x 6 vién.
B6t pha hén dich uéng: Hop 1 chai 60ml.
BAO QUAN: Bao quan noi kho ro, & nhiét dé duéi 25°C. Tranh dnh sang.
HAN DUNG: 24 thang ké tir ngay san xuat.

Khong diing thuéc khi hét han sik dung.

DE XA TAM TAY TRE EM ] ‘
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.

San xuét boi:

PT SANBE FARMA

Van phong: J1. Taman Sari No. 10 BANDUNG - Indonesia.

Nha may: J1. Industri INO 9, Leuwigajah Cimindi, Cimahi Bandung, West Java - Indonesia.
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