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INDCLAV 312.5

Amoxicillin 250mg/5m|
Acid Clavulanic 62.5mg/5ml

i- 312.5mg/ S ml
Powder for Oral Suspension

100 ml

Exnch Sml af recomatituted

wnspension cantaing :

Amoxicillin Trhydrate

equivalent te Amoxicillio ... 250 mg.
Clavulanale Potagsium

equivalent 0 Clavulanic Acid ...... 62.5 mg

Rx Thubc hin theo dom

INDCLAV 312.5

Amoxicillin 250mg/5ml
Store in a dry place below 30°C.. Acid Clavulanic 62.5mg/5ml

Shake well before use.
Keep ant of resch of children.

Read the package insert earefully before uie 312.5 mga‘Sml

Bot pha hdn dich ubng
100 ml

Direction for reconstitution:

Shake the hotile 1o loosen the powder.
Slowly add boiled aod cooled water up
to the mark oo the boftle and shake well
Add water if necessary o adjusl the
volume up to the mark

After reconstitation keep the suspension
in the refrigernior when not in use,

Use the reconstituted suspension within i &
7 days. k

For desage sud ather detalls
please refer the enclosed leaflet.

WA

Thioh phia: M3i Sml hén dich di pha chims;
Amaonicillin Tribydrat wong duomg vii

Amonicillin ... ... 250mg
Kali Clavulansi tomg duomg wéri
Acid Clavolanic ... 62.5 mg

Chi djak, lidu diing vi chch ditng, chbag chi
Aok vi che thiog tin kide: Xin doc rong
1 hirimg din sir dyng bén trong hip thude

Bdao qudn: Bao quin noi kbi réo. & nhict 45
duri W°C.
Béog gdl: Hop | o 100ml,

LAC K¥ TRUGC KHI DUNG

BE XA TAM TAY TRE EM

BOC K¥ HUONG DAN U’ DUNG
TRUGC KHI DUNG

SBK:
sb 18 sx:
NSX:

HD:




Bl Smi klla dich 48 pha chén:

Amoxicillin Trilrydrat eong dixmg v

Amoxicillin 250 mg
Acid Clavulanic ... ... 625mg

Lie k trne khi dilng
Bip quin noi khd o, & nhig 4§
datsi 30°C.

Hntrag vl pha:

Lic g thude 8¢ Jm toi biu ihude.
Cho tir tir nute dun s8i 48 ngudi
i vach vi biic k§. Thém minse
dén vich ndu clln thids.

Bdo quin bdn dich sau khi pha
trong ti faah,

Rx Thubc bén thea dom

INDCLAV 3125

Amoxicillin 250mg/5ml
Acid Clavulanic 62.5mg/5m]
3125mg/5ml
Bt pha hdn dich udng
100 mi.

FFe

——
Sir dung i dich 43 pha
tromg ving 7 agiy
Lidu ding vi cac thomg tin khic:
Xem i banimg cin sir dyng kém theo
SDK:

S0 5X:




Rx Thudc bdn theo don
Dé xa tam tay tré em
Doc kﬁ hwong din siv dung trwde khi ding
Néu cin thém thong tin, xin héi y kién bic st

INDCLAYV 312.5

THANH PHAN: M&i 5 ml hén dich da pha chira:
Hoaqt chit:  Amoxicillin Trihydrat tuong duong véi Amoxicillin ...............250 mg
Kali Clavulanat tuong duong vaéi Acid Clavulanic ..., 02.5 mg
Td dwgc: Mannitol, natri citrat, acid citric (monohydrat), natri benzoat, gobm xanthan, colloidal
silicon dioxyd, aspartame, huong bac ha (DC-117).

DANG BAO CHE: B6t pha hdn dich ubng. /
DUQC LUC HQC ~ANC
Amoxicilin 12 khang sinh ban tong hop thudc ho beta - lactamin cfs hé diét khuén rong ddi véi nhiéu

vi khuén Gram duong va Gram 4m do trc ché téng hop thanh té bao vi khuan. Nhung vi amoxicilin
rit d& bi pha hiy boi beta - lactamase, do d6 khong c6 tac dung dbi voi nhiing ching vi khuin san
sinh ra cdc enzym nay (nhiéu chiing Enterobacteriaceae va Haemophilus influenzae)

Acid clavulanic do su lén men clia Strepfomyces clavuligerus, cé cAu tric beta - lactam gin gidng
v6i penicilin, ¢c6 kha ning @c ché beta - lactamase do phin I6n cac vi khudn Gram am va
Staphylococcus sinh ra. Dic biét né c6 tic dung (ic ché manh cdc beta - lactamase truyén qua
plasmid gdy khéng cac penicilin va céc cephalosporin.

Pseudomonas aerugmasa Proteus morganii va rettgeri, mQt sb chiing Enterobacter va Providentia
khang thubc, va ca tu cau khang methicilin ciing khang thudc nay. Ban than acid clavulanic c6 tic
dung khang khuan rit yéu.

Acid clavulanic giip cho amoxicilin khong bi beta - lactamase pha huy, dbng thoi md rong thém phd
khang khuin cua amoxicilin mét cach hidu qua ddi véi nhiéu vi khuin thong thudng da khang lai
amoxicilin, khang céc penicilin khdc va céc cephalosporin.

C6 thé coi amoxicilin va clavulanat 1a thudc diét khuén dbi voéi cac Preumococcus, cic
Streptococcus beta tan mau, Staphylococcus (chung nhay cam véi penicilin khong bi anh hudng cua
penicilinase), Haemophdus influenza vi Branhamella catarrhalis ké ca nhiing chiing san sinh manh
beta - lactamase.”

Phé diét khudn cta thuc bao gbm:

Vi khuén Gram duoneg:

Vi khuén hiéu khi: Enterococcus faecalis* Enterococcus faecium®, Streptococcus pneumoniae,
Streptococcus pyogenes, Streptococcus viridans, Staphylococcus aureus™, staphylococci™ coagulase
im tinh (bao gdm Staphylococcus epidermidis*), Corynebacterium species, Bacillus anthracis*,
Listeria monocytogenes.

Vi khuén ky khi: Clostridium species, Peptococcus species, Peptostreptococcus.

Vi khudn Gram am:

Vi khuan hiéu khi: Haemophilus influenzae*®, Moraxella catarrhalis* (Branhamella catarrhalis),
Escherichia coli*, Proteus mirabilis*, Proteus vulgaris*, Klebsiella species*, Salmonella species*,
Shigella species*®, Bordetella pertussis, Brucella species, Neisseria gonorrhoeae® Neisseria
meningitidis*, Vibrio cholerae, Pasteurella mu!tocida.

Vi khuén ky khi: Bacteroides species* bao gbdm B. fragilis.

* Mot s6 vi khudn thudc céc lodi ndy san sinh ra B-lactamase, vi vay amoxicillin don dog
tac dung ddi véi cc vi khuén nay.

DUQC DONG HQC A \-‘_
Amoxicilin va clavulanat déu hép thu d& dang qua duong udng. Nong do cia 2 chéE: é&"{‘f‘c’;i{g L}E‘ !
thanh dat t6i da sau 1 - 2 gid udng thudc. Véi liéu 250 mg (hay 500 mg) s& ¢6 5 midg am/ml (hy

- 9 microgam/ml) amoxicilin va khoang 3 microgam/ml acid clavulanat trong huyét m,.S“au/’I\/




ubng 20 mg/kg amoxicilin + Smg/kg acid clavulanic, s& cé trung binh 8,7 microgam/ml amoxicilin
va 3,0 mlcrogamz’ml acrd clavulanic trong huyét thanh. Sy hép thu ctia thuoc khéng bi anh hudng boi
thirc &n va t6t nhit 12 udng ngay trudc bira in. Kha dung sinh hoc dudng uong cuia amoxicilin la 90%
v ciia acid clavulanic 13 75%. Nira doi sinh hoc clia amoxicilin trong huyét thanh 13 1 - 2 gid va cia
acid clavulanic 1a khoang 1 gio.

55 - 70% amoxicilin va 30 - 40% acid clavulanic dugc thai qua nudc tiéu dudi dang hoat dong.
Probenecid kéo dai thdi gian dao thai ciia amoxicilin nhung khéng anh huong dén sy dio thai cua
acid clavulanic.

CHI PINH
Indclav 312.5 dugc chi dinh dé diéu tri ngén han céc trudng hop nhidm khudn gy ra bdi céc chiing
vi khudn san sinh B-lactamase nhay cam véi amoxicillin.

- Nhiém khudn duong hé hép trén (bao gdm tai, miii, hong): viém xoang, viém tai giita, viém
amidan tai phat. Cac nhiém khudn nay thudng gdy ra boi Streplococcus pneumoniae,
Haemophdus influenzae™, Moraxella catarrhalis* va Streptococcus pyogenes.

- Nhiém khuén duorng h6 hip dudi: dot cdp cia viém phé quan man tinh, viém phé quan -
phdi. Cac nhiém khuin nay thudng do Streptococcus pneumomaef Haemophilus influenzae™*

va Moraxella catarrhalis™ gy nén. ~

- Nhi&m khuin 6 bung va dutmg sinh dyc - tiét ni¢u: viém bangf%g (déc bigt la khi tai phat
hodc c6 bién chiig — ngoai trir viém tién ligt tuyen), nhiém khuan sau pha thai, nhiém khuén
hdu san va vung chdu, nhlem khudn trong & bung. Céc nhiém khudn nay thuong do
Enterobacteriaceae* (chii yéu 1a Escherichia coli*), Staphylococcus saprophyticus,
Enterococcus species* gy nén.

- Nhi&m khuén da v md mém: viém md té bao, nhiém khuén vét thuong do dong vat cénvaap
Xe ring ning két hop v&i viem md té bdo lan téa. Cac nhidm khudn nay thudng do
Slaphylococcus aureus®, Streptococcus pyogenes va Bacteroides species™ gy nén.

* Mot s6 vi khuén cua céc loai nay san sinh B-lactamase, vi vdy amoxicillin don doc khong ¢o
tac dung dbi voi cac vi khuén nay.

- Nhiém khuin hdn hop gy ra béi cdc vi khudn nhay cam voéi amoxicillin két hop véi cdc vi
khuén san sinh p-lactamase nhay cam v6i hdn hop amoxicillin va acid clavulanic, Cac truong
hop nhiém khuan nay khong yéu ciu diéu tri két hop Indclav 312.5 véi cac khang sinh khang
B-lactamase khéc.

LIEU DUNG VA CACH DUNG

Liéu ding: .

Liéu ding dugc biéu thi dudi dang amoxicilin trong hop chét.

Liéu thong thudng diéu tri céc nhiém khuin nhu sau:

- Ngudi 16n va tré em trén 12 tudi: Khong nén ding dang bao ché bot pha hén dich udng, nén ding
dang vién nén

- Tré em dudi 12 tudi: Lidu ding hang ngay 1a 25 mg/kg/ngay*, chia nhidu lén cach nhau 8 gio.
Bang liéu dung hang ngay & tré em:

Tré em dudi 1 tudi 25 mg/kg/ngay*, vi du v6i tré em cén nang 7,5 |
kg, licu dung khuyén cdo 1a 3 ml hdn dich
Indclav 312.5, ngay 3 lan.

Tré em tir 2-6 tudi (10 - 18 kg) 5 ml hdn dich Indclav 312.3, ngay 3 lan

Tré em trén 6 tudi (18 - 40 kg) 10 ml hon dich Indelav 312.5, ngay 3 lan

Néu nhiém khuan niing c6 thé ting lidu dung 1én 50 mg/kg/ngay, chia nhiu lan cch nhau 8 gio.

Bénh nhﬁn‘suv thin:
Sir dung lidu khai dau tuong duong liéu sir dung cho bénh nhan binh thuong, sau dg gFthaQe vao
muc d6 suy than sir dung céc lidu tiép theo nhu sau: — ;
- Thanh thai creatinin > 30 ml/phut: khéng cin diéu chinh liéu, tiép tuc didu trj v 44}u thong t 1»‘0 g
va khoang céach gitra cac lidu nhu khuyén céo.

- Thanh thai creatinin 10-30 mU/phut: lidu bing 1/2 lidu khai ddu, mdi 12 gio.
- Thanh thai creatinin < 10 ml/phtt: liéu bing 1/2 lidu khai dau, mdi 24 gio




Bénh nhan suy gan: sir dung thudc than trong, theo d&i chirc ning gan thudng xuyén. Chua ¢ di dir
ligu dé dua ra liéu khuyén cdo cho cdc bénh nhan nay.

Céch dung:

Lic chai thudc dé 1am toi bot thuoc Thém tir tir nude dun 561 dé nguoi dén vach danh ddu trén chai
va lic déu. Thém nude dén vach néu can.

Ubng thude ngay truée bira &n de han ché hién tugng khong dung nap thude & da day-rudt. Sy hap
thu Indclav 312.5 dat t8i wu khi uong thubc ngay trudc bira &n. Thoi gian diéu tri duge can nhic tiy
theo chi dinh va khong nén dung thudc qué 14 ngay ma khéng c6 dénh gid higu qua didu tri.

CHONG CHi PINH
- Bénh nhan mén cam véi penicillin
- Cin cha y dén khé néng di (ng chéo véi céc khang sinh B-lactam khéc nhu cephalosporin
- Bénh nhan ¢6 tién sir vang da/ réi loan chirc niing gan khi diing amoxicillin va acid clavulanic hodc
penicillin. .

/
CANH BAO VA THAN TRONG AW
Pa quan sét thiy c6 cac thay ddi trong céc xét nghiém chirc ning gary mot sO bénh nhan dung
amoxicillin va acid clavulanic. Anh hudng dén 13m sang clia c4c thay dbi ‘nay chua duge khiing dinh
nhung cin than trong khi sir dung Indclav 312.5 & cdc bénh nhan co biéu hién réi loan chirc nang
gan.
Hiém khi xay ra vang da r mat d6i khi c6 thé néng, nhlmg thuong c6 kha nang hdi phuc. Cac diu
hiéu va triéu chimg s& bién mat sau khi ngung diéu trj vai tuan.
Vi cac bénh nhén suy thén, nén diéu chinh lidu luong thude tuy theo mirc dd suy thén va sy giam
thé tich nuge tidu. Khi ding lidu cao amoxicillin, bénh nhan can uono di nude va duy tri thé tich
nude tiéu dé giam nguy co két tinh amoxicillin trong, nudc tidu. Céc phan (mg man cam ning (phan
vé), ¢ thé gdy tir vong da dugc béo cdo 6 mot 50 bénh nhan diéu trj bing penicillin. Céc phan (ing
ndy thudng xay ra & cic bénh nhén c6 tién sir qua man vai penicillin.
Bénh nhan dung amoxicillin ¢6 thé bi ban d6 kem sbt nbi hach.
Diing thude kéo dai c6 thé gy su phat trién quéd mirc clia cac vi khuén khong nhay cam.

TUONG TAC THUOC

Kéo dai thdi gian chay mdu va thoi gian prothrombin di duge bdo cdo xdy ra & mdt sé bénh nhan
diéu tri bi’mg amoxicillin va acid clavulanic. Can than trong khi st dyng thubc & bénh nhan dang
ding thude chéng déng mau.

Ciing nhu céc khang sinh phd rong khac, khi dleu tri béng amoxicillin va acid clavulanic ¢6 thé lam
giam hi€u qua cua cac thude tranh thai dudng uong, cin canh béo diéu nay cho cac bénh nhan. Khi
sir dung ddng thdi allopurinol va amoxicillin ¢6 thé lam ting kha ning xay ra cdc phan (ng dj Gng
da. Khong c6 dir liéu khi bénh nhan didu tri d@mg thoi Indelav véi allopurinol.

PHU NU CO THAI VA CHO CON BU

Céc nghlen ctru kha nang sinh sian & chudt cho thiy khi dung amoxicillin va acid clavulanic theo
duong uong va dudng tiém khong gay quai thai. Trong mot nghién ciru don 1€ ¢ phu nir sinh thiéu
thdng, v& Oi non trude 37 tuadn thai ky (pPROM), da bao cdo rang diéu tri dy phong clng voi
amoxicillin va acid clavulanic c6 thé lién quan dén ting nguy co viém rudt hoai to & (ré so sinh,
Ciing nhu céc loai thudc khac, nén tranh dung Indclav cho phy nit ¢o thai, ddc biét 1a trong 3 thang
dau cua thai ky, trir trudng hop ¢6 chi dinh cua thay thubc.

C6 thé ding amoxicillin va acid clavulanic & phu nir cho con bu. Ngoai trir nguy co mén cam do mot
lugng nhd thude duge tiét vao sira me, chua xéc dinh duge nguy co c6 hai nao khic dbi vai tre bu
me.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thuég ¢6 kha néng anh hudng dén kha nang 1ai xe va vin hanh may méc do co t
dau dau va co giét.

TAC DUNG KHONG MONG MUON ‘
Céc tac dung khéng mong mudn thudng it gép, phan lén & mbe d nhe va thodng qua.

\ W



Hé tiéu hoa:

Tiéu chay, khé tiéu, budn nén, non, bénh ndm Candida niém mac da da dugc bao cdo. Hiém gip
bénh nhén bi viém dai trang lién quan den khang sinh (bao gdm viém dai trang gid mac va viém dai
trang xuét huyét). Budn ndn thuong xuat hién & b¢nh nhén khi dung thudc lidu cao. C6 thé giam cic
tac dung khéng mong mudn trén dm‘mg tiéu hoa bang cich udng thude ngay trude bira an.

Ciing nhu céac khang sinh khac, tAn suat xay ra cac tic dung khdng mong mudn trén dudmg tiéu ho6a
tang 1&n & tré em dudi 2 tudi. Tuy nhién, trong cac thir nghiém lam sang, chi 4% tré em dudi 2 tudi
phai ngirng diéu tri.

Hiém gip d6i mau bé mit ring trong qué trinh didu trj va thuong duoc loai bo khi bénh nhan danh
ring.

Dudng tiét nleu va than: Rt hiém khi xudt hién tinh thé thudc trong nude tiéu

Hé sinh duc- tiét niéu: c6 thé xay ra ngira 4m dao, dau, khi hu

Gan: D6i khi gy ting ndng do AST va/hoic ALT va céc phosphatase kiém miic do trung binh va
khéng c6 triéu ching. Hiém khi xay ra viém gan va vang da & mat. Céc tac dung phu niy thuong gip
¢ bénh nhan ding amoxicillin va acid clavulanic nhiéu hon so véi céc penicillin khéc, va thudng gap
& bénh nhan nam, ngudi cao tudi, dic biét 1 cac bénh nhan trén 65 tudi. Nguy co gap phai céc tic
dung phu nay ciing ting Ién diéu tri kéo dai trén 14 ngay. Cic tac dung phy nay rat hiém gdp O tré

em.
Céc diu hiéu va tri¢u ching thudng xay ra trong hoac ngay sau kh%n nhung trong mot sb
truong hop c6 thé xay ra sau khi ket thic d:eu trj vai tuan. Céc tac dung phu trén gan thudng hoi
phuc, nhung ciing cé the tr nén trAm trong, rat hiém khi gy tir vong.
Céc phan ing qua man: May day va ban do trén da cé thé xay ra. Hiém gip bénh nhan bj ban do da
dang, hdi chirng Stevens-Johnson, hoal tir biéu bi nhiém doc, viém da troc, ng,oal ban mun mu toan
than cép tinh (AGEP) hoi ching gidng bénh huyét thanh, viém mach qua man. Bénh nhin nén
ngung ding thudc néu xay ra mot trong cac phan tng nay. Cling gidng nhu cédc khing sinh nhém B-
lactam khac, d4 ¢6 bdo cdo xay ra phit mach va phéan (mg phan vé. Hiém giip bénh nhan bj viém than
ke.
Huyét hoc: Ciing nhu céc khang smh nhém (-lactam khac, hlcm gdp bénh nhan bi giam bach cau
thoang qua (bao gbém giam bach cdu trung tinh va mat bach cau hat), giam tidu cdu va thiéu mau tan
huyét. Hiém gip kéo dai thoi gian chay méau va thoi gian prothrombin & bénh nhan,
Hé thén kinh trung wong: R4t hiém gip céc tac dung phu & hé than kinh trung uong, bao goém ting
hoat ddng c6 hdi phuc, chéng mat, dau dau va co giat. Co gift cé thé xay ra & bénh nhén bi suy thin
hodc khi diing thuée lidu cao.

* Théng bdo cho bdc sy nhitng tic dung khong mong mudn gip phdi khi dimg thuic.

QUA LIEU

Trudng hop bénh nhén dung qué lidu, cac triéu chimg vé dudng tiéu hoa va réi loan cin bing nude —
chét dién ‘glél c6 thé xay ra. Tién hénh diéu tri trlf;u chimg bing cach cin biing nudc — chit dién giai.
C6 thé tién hanh thdm phﬁn mdu dé loai thubc ra khoi hé tudn hoan. Pa quan sit thiy tinh thé
amoxicillin trong nuéc tiéu, trong mdt sé trudng hop ¢6 thé gy suy than.

BAO QUAN
Bot pha hdn dich udng: Bao quan & noi khd rdo, nhlet do dudi 30° C
Hon dich da pha: Bao quan trong tii lanh (khong g

HAN DUNG 7Y
BQt pha hdn dich ubng: 24 thang ké tir nga san Quat W
Hon dich da pha: 7 ngay —

* Khong dung thuéc qud thoi han sir dung.

pdQ. CUC TRUONG
P. TRU(SN(J PHONG
San xudt bff ;4 Iqu yen Jt uy Huna
INDCHEMIE HEALTH SPECI IES PVP. LTD. 7
Vill. Thana, Baddi, Dist. Solan. (HP), AN DO

PONG GOI: Hop 1 1o 100 ml.
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