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INDCLAV 2238.5

Amoxicillin 200mg/5ml
Clavulanic Acid 28.5mg/5ml

2285 mg/Sml
Powder for Oral Suspension
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Fach sTTRmE | W Thubc bin theo don

awiprwaien coniainy ¢
Amonicillin Tribydrste
equivalent 8 Amoxicibin
Clavudaraie Polsasm
oquivalent ko Clavilesic Acid . 3185 mg

200 mg.

Stone i & dry place below 30T

Shake well before wae,
Kerp i of remch of child res.
Fend ilie pachape Insert enrefuly before sae

Direction for reconstintion:

Shaice ihe bottle 1o koaien the powider
Slowly sdd hoiled snd conled water up
ba thi mark o6 the botlls and shake well
Add waker if necesary fo adjust the
volume up to the mark.

Afier moonstinecion keep the suspersion
im the refrigenisor wben gt in e

Use the recommminuted suspension widhin
7 days

Far deeage and seber decally
plesse refar the rnclesed leafiet.

UM

INDCLAV 228.5,

Amoxicillin 200mg/5ml
Acid Clavulanic 28.5mg/5ml

228.5 mg/ 5 ml

Bt pha hén dich ubng
100 ml
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Tk s M5 Smi bsba dich 44 pha ¢hia
Amaaicillie Tribydo roveg dromg vii
Amoicillin. oo 200 mg

Kali Clavulasat inomg dommg i

Acid Clavulanic ... . 183 mg
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85 bumimg diin s dymg bém trong hig ihnbe.

Ria quier B quan sl kel rko, o nhidt 32
dant MFC.
B bl Hip 1 kg 100l
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Rx Thude bin theo don
Dé xa tim fay iré em
Boe ki huedng diin sivdung trwde ki ding
Néw cin thém thing tin, xin héi j kidn bie 57

- INDCLAY 228.5

THANH PHAN: M&i 5 ml hén dich 43 pha chira:
Hogt chit:  Amoxicillin trihydrat ieeng dueng vin amoxicillin ..., 200 mg
Kali elavulanat hrong duong vai acid clavalanic ... 285 mg
T dirge: Mannitol, natri citrat, acid citric (monohydrat}, natri benzoat, gdm xanthan, collowdal
silicon dioxyd, aspartam, hwong bac ha (DC-117).

DANG BAO CHE: Bit pha hin dich ubng, /

DUQC LYCHOC = Q‘E} ’ ’ ;
Amoxicilin & khing sinh bin tong hgp thudc ho beta - lactamin co, diét khuan rjng doi vai nhigu
vi khuin Gram duong vi Gram &m do tre ché 1dng hop thanh té bio vi khudn. Nhung vi amoxicilin
rit dé bi phi iy bai beta - lactamase, do d6 khing b tic dung A8 vai nhimg chiing vi khudn sin
sinh ra cac enzym ndy (nhitu ching Enterobacteriaceae v Huemophilus influenzae) o
Acid clavulanic do sy 18n men cia Strepromycer clavidigerus, €6 cau tric bela - lactam gin gidng
vi penicilin, c6 khd ning @ ché beta - lactamase do phin 16n cde vi khudn Gram dm vi
Staphylococeus sinh . Bjc bidt né ob tic dyng e ché manh cée beta - lactamase truyén qua
plasmid gly khing cac penicilin v cée cephalosporin,

Pseudomonas aerviginosa, Proteus morganii vi retigeri, mit 50 chiing Enterobacter vi Providentia
khéng thudc, va ca ty cdu khing methicilin ciing khing thude ndy. Ban thin acid clavulanic ¢d the
dung khang khufn rit yéu, )
Acid clavulanic gitp cho amoxicilin khing bj beta - lactamase phd hiy, dong théi md edng thém phd
khéng khwdn cha amoxicilin mét céeh higu qua d8i voi nhidu vi khuan théng thudmg ¢3 khang lu
amoxicilin, khing cdc penicilin khac vi cée cephalosporin,

C6 thé coi amoxicilin vi clavulanat 14 thube diét khuin déi voi che Preumococcus, cic
Streptococcus beta tan miu, Stephplococens (ching nhay cim voi penicilin khing bi ank hudng caa
penicilinase), Haemophilus influenza vi Branhamelln catarrhalis kit ¢4 nhimg ching san sinh manh
beta - lactamase, )

Phi digt khudn ciia thudc bao gdm:

Vi khusn Gram duone:

Vi khudn hiéu khiz Emterococcus fiecalis®, Enterococens fuechun®, Streplococcus pnewmeniae,
Streptococcus pyogenes, Streptococcus viridans, Staphylococcus awvens™, staphylococei* coagulase
im tink (bao gﬁm Staphylococcus epidermidis*), Corynebacterivm species, Bacillus anthirucis®,
Listeria monocylogenes,

Vi khudn ky khi: Clostridium species, Peprococcus species, Peplostreplococeus.

Vi khufin Gram fm;

Vi khudn hiéu khi: Haemaphilus influensae®, Moraxella catarvhafis* (Branhamella catarrhalis),
Escherichia coli®, Proteus mivabilis*, Proteus vulgaris®, Klebsiella species®, Salmonella species®,
Shigella species®, Bordetella pertussis, Brucella species, Neisseria gonorrhoece®, Neivseria
meningitidis®, Vibrio cholerae, Pasteurella multocida.

Vi khudn ky khi: Bacteraides species® bao gbm B, fragilis.

* MGt sd vi khudn thude cde lodi ndy sdn sinh ra B-lactamase, vi vily amoxicillin don,
the dung ddi véi cac vi khudn niy,

DUGC PONG HOC

Amoxicilin va clavulanat déu hip thu d ding qua dudng udng. Nong dj cua 2 chi
thanh dat tdi da sau | - 2 git ubng thube. Vi liéu 250 mg (hay 500 mg) s eb 5 micro
- 9 microgam/mi} amoxicilin v khodng 3 microgam/ml acid clavulanat trong huyét thanh. Sau | gi&r
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wing 20 mg'kg amoxicilin + Smg/ky acid clavulanic, 5% ¢6 trung binh %,7 microgam/ml amoxicilin
vii 3,0 microganymi acid clavulanic trong huyét thanh. Sy hap thu cia thude khéag bi anh hudmp b
thare dn v ré%anhﬁl |4 ubng ngay tnuge bita fn. Kha dyng sinh hoc dudmg ubng cin amoxictlin 15 90%
vi elia weid clavalanic 1 75%. Nim di sinh hoe cua amexicilin trong huyét thanh 14 1 « 2 giér vé o
acid clavulanic |4 khodng | gid. -

55 - 70% amoxicilin v 30 - 40% acid clavulanic duge thai qua nude téa dwdl deng hogl @dng,
Probenecid kéo dai théi gian ddo thdi cila amoxicilin nhung kbdng énh hudng dén sy ddo thai cia
acid clavulanic.

CHI DINH )
Indefav 228.5 dwgc chi dinh dé diéu 1 ngdn han che truomg hep ohiém khy ﬂq-'ll,ﬁ ra b vhe ching
vi khudn sdn sinh [-lactamaose ohgy cdm vén amoxicillin, H%/Y

- Nhiém khudno dudng ha hip teén (beo ghm tai, mii, hong): vidnr xodng, vidm o i, viem

amidan til phdt. Cae nhidm khwin ndy thubng iy m bl Streptococcus preumvmiae,
Haemophilus influenzae®, Moraxella catarrhalis* vi Sireptococcus ppogenes.

- Khifm kbudn dudmg bé hip dudi: dgt ¢ip cis vidm phé quén man tink, viém phé guin -
ph‘l;‘.ﬁ. Cic nhifm khudn ny thudmg do Streptucoccus presmaniae, Haemophilus iafluenzac®
va Moraxella caterrhalis® gdy nén.

- Nhidm khufn & bung vi dudmg sinh dye — tiét nidu: vi2m bing quang (ddc bidt 1 khi i plid:
hofic ¢4 bifn chimg — ngoni trir viém tidn gt tuyén), ahidm khudn sau phé thai, nhidm khudn
hau san vi ving chju, nhidm khudn trong & bung, Cic nhidm khudn ndy thudng do
Enterobacteriaceae® fchii yéu W Escherichin coli®), Staphviococcus saprophviicus,
Enferococouy species® gy nén.

- Nhiém khudn da vi mé mém: viém md té bio, nhi#m khudn vét thuong do dgne vat cin va dp
xe rhng nng két hop voi viém md 18 bAo lan toa. Cic nhidm khuin ndy thulng de
Staphylococcus aureus®, Streptococcus pyogenes vi Bacteroides species® iy nén.

* Mt 56 vi khudn cla cée lodi ndy san sinh f-lactamase, vi viy smoxicillin don de khing u6
the dung dbi vai cac vi khudn nay. . ,

- Nhim kbuin hin hgp gy ra béi cde vi khudn nhoy cam véi amoxicillin két hop véi cac vi
khudn sin sinh J-lactamase nhay cim vii ndn hop amoxicillin vé acid clavulanic. Cie trrinp
hop nhidm khudn ndy kbéng yéu ciu diéu te] két hop Indelav 228.5 vai cdc kidog sinh khing
f-lactamase khdg.

LIEU DUNG VA CACH DUNG

Litu diing: -

Liéu diing duge bidu thi dudi dang amoxicilin trong hop ¢hit,

Lidu thing thuémg didu trj cic nbidm khudn ahu sau _ )

= Nyrdii [n v 1ré en teén |2 tudi: Khdng nén dimg dang bio ché bt pha kin dich wéng, sén ding
dang vién nén

- Tré em dudi 12 wéi: Lidu ding hang ngay l4 25 mg/kg/ngay*®, chia nhidu Wn cdeh ahau 8 e

Bang lidu ding king ngdy & tré em:

Tre em dudi 1 b | 25 mp/kg/ngay®, vi dy vidi e em cin wing ?.S—I
- kg, liéy ding khuyén cio & 3 mi hén dich |
Indclay 2285, ngay 3 lin. |
Teé em vl 2-6 tubi (10 - 18 k) 5 ml hin dich Indclav 228.5, ngiy 3 lin
Tré em trén 6 wdi (18 - 40 kg) | 10 m! hén dich Indelav 228.5; ngdy 3 lin

Méu nhiem khudn nng cé thé tang licu ding [én 50 mpkyngay, chia uhidu [in cich g “BRL .IJT_

Einh,ahi_éun thin; X N

Sir dyng liéu khi ddu tuong duong lidu sit dung cho bénh nhan bink thudmg, s d Sy il Mal;ﬂ']
mizc 8§ suy thiin sir dyng cic ligu tiep theo nhu sau: S\ =
- Thanh thai creatinin > 20 ml/phiit: khong cdn didu chinh lidu, t5ép tye didu i vai ié
v khodng cich giita cic 1idu nhur khuyén cio, )

- Thanh thii ereatinin 10-30 ml/phis; lidu biing 1/2 lidu khoi diu, mdi 12 gidn

- Thanh thai creatinin < [0 ml/phit: lidu biing 1/2 liéu khén dfu, mdi 24 gits
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Bénh nhiin suy Fg"s& dung thude thin trong, theo dai ehire nfing gan thirdng xuvén. Chy ¢b di di
ligu & dua ra litu khuyén cho eho cie bénh nhin niy.

Ciich ding:

Lic chai thude dé lhm tei bt thude. Thém t W mede dun 561 d& ngudi dén vach dinh diu tea chal
vii e ddu, Thém nude dén vach néu cin.

Uting thude ngiy truée bira dn dé han ché hidn wgng khing dung ngp thude & dy day-rudt Su hip
thu Indelav 228.5 dat ti wu khi udng thube ngay trude bita in, Thoi gian didu trj duge cin ohic tiy
theo chi dinh va khong nén diing thude qua 14 ngay ma khing c6 dinh gid higu qui digu i,

CHONG CHI BINH

- Bénh nhin min cim vai penicillin

- Clin ¢hit ?déﬂ khé niing dj ng chéo vii cc khing sinh [3-lactam kbde ahur cephalosporin

- Bénh nhiin ¢0 tidn sir ving da/ w01 loan chirc ning gan khi ding amoxicillin v acid délavalinie hodc
penicillin,

CANH BAO VA THAN TRONG ,ﬂ%
i quan sit thiy co cde thay ddi trong céc xét nghi¢m chirc nang gab ¢ mjt 50 bénh nhin ding
amoxicillin v acid clavulanic, Anh hudmg dén lim sing cia cic thay doi niy chn dupe khing dinh
nhung cin thin trgng khi sir dyng Indelav 228.5 & cde bnh nhan cd bidy hidn i loan chirc ning

Hiém khi xdy ra ving da r mt, d6i khi co thé ming, nhung thugng co khi dng hai phye. Che di
higu vA tridu chimg $& bién mét sau khi ngimg diu trj vii twin.

Vi ehic bénh nhin suy thin, nén diéu chinh liéu legng thude ty theo e ¢ suy thn vi si giam
thé tich mde tidu, Khi diing lidu cao-amoxicillin, bénh nhiin cln udng di nuoe vi duy trl thé tich
nudre tidu d€ gidm nguy co két tinh amoxicillin trong e tign. Cie phin {mg min cam ndng (phan
vg), b the gy tr vong i duge bdo cio & mit so bénh nhin didu trj biing penicillin. Cic phay tlng
nily thudng xiy ra & cic bénh nhin ¢ tidn sir qui min voi penicillin

B3¢nh nhin ding amoxicillin cd thé bj ban dd kém sot ndi hach.

Ding thude kéo dai ¢6 thé gly sy phat trién qui mie cha cae vi khudn kidng nhgy cim,

TUONG TAC THUOC

Kéo dii thoi gian chiy miu vi thii gian prothrombin « duge bio cdo xay r & mdt s0 binh nhin
didu trf bﬁng amoxicillin vé acid clavulanic. Can thin trong khi o dung thuoe & bénh nhian dang
diing thubc chiing déng mau.

Ciing nhu che khing sinh phé rong khic, khi did 11 bing amoxicillin vi acid clavulanic ¢6 thé lim
gidm higu qud cia cde thude trinh thal dudmg udng, ehn cinh bo didu ndy cho cie bénh nhin. Khi
sir dung déing thiri allepurinol vi amoxicillin ¢o the lam ting khi ndng sy ra cie phan ng ) tng
. Khéng cé dif lidu khi bénh nhin diéu trj ddng thoi Indelay woi allopuring]

PHU N €O THAI VA CHO CON BU -
Cic nghién viny khi ning sinh sin o chuft cho thiy khi ding amosicillin vii acid clavalimic theo
durirg uéng v dudmg tiém khong gy quai thai. Trong mt nghién e dom 16 o phy wir gink thidu
thing, v &i non tnede 37 tuln thai ki (pPROM), di bao cho ring difu & dy phéng cing vdi
smoxicillin v acid clavulanie co thé lién quan dén ting nguy eo viém rudt hopi 1 & e so sinh,
Ciling nhur cac logi thuoe khic, nén twinh ding Indelay che phy nir co thai, dée biét i froag 3 thing
iu etia thai ky, tnir trwémy hop €6 chi dinh cla thity thude

Co thé ding amoxicillin va acid clavulanic & phy nfr cho con b, Ngogi irir nguy co mna cim Jo méi
lugng nhd thude duge Gt vao st me, chim xdc dinh duot nguy co eo hil ndo khic ddi vai tré bil
me.

AN HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC i
¢b kha nfing dnh huang dén kha ndng 14 xe va vin hiok mdy moe do ¢6 1hé iy i
dou ddu vi co gidt,

TAC DUNG KHONG MONG MUON
Cic the dung khéng mong mubn thutmg it gip, phin 1én & mirc d§ nhe va thodng qua.

[ A=
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Hé tigu hda:

Tiéu chiy, kho tiéu, budn nén, nén, bénh ndm candida niém mac da di duge bio cao. Hiém gap bénh
nhén bj viém dai trang lién quan dén khing sinh (bao gdm viém dai tring gifh mac vl vidm dai ting
xuft huyét), Bubn ndn thudmg xuft hién & bénh nhin khi ding thude lidu cao. Co thé gim vhe tic
dyng khéng mong mudn trén dwdng tigu hoa bing cich ubng thude ngay trude bira n.

Ciing nhir ¢fe khdng sinh khdc, tin sudt xdy ra e tie dung khdng mong mudn trén dudng tiéu hoa
ting 1én & teé em dudi 2 wéi, Tuy nhién, rong cdg this nghigm lam sing, chi 4% tré em dudi 2 wdi
phii nglng didu trj,

Hiém pip dbi mau bé mit ring trong qua winh didu tri va thueng duwe loai bo khi binh nhidn danh
ring.

Brutme tiét nidu va thin: Rt hiém khi xudt hign tinh thé thude trong nirde tigu

Hé sinh dug- tigt nidy; oo thé xdy rm ngin im dae, daw, khi e mﬁ

Garn: D3l khi gy ting n_ﬁng d§ AST vivhofic ALT vil cic phosphatase kigmeTidre 46 truny binh vii
khong eo trigu chimg. Hiém khi xdy ra viém gan vi ving di & mit. Cée tic dyny phy iy thubog gip
& bénh nhin ding amoxicillin va acid clavulanic nhiéu hon so véi che penicillin khac, va thuéng gap
& bgnh nhin nam, ngudi cao m_ﬂi. diic bigt ld cdc bénh nhin trén 65 woi. Nguy co gip phai cic tic
dung phy ndy ciing tng 12n diéu tri kéo dii trén |4 ngdy. Che the dung phy ndy it hiem ip o nd

em.

Che diu higu v4 tridu chimg thudng xdy ra trong hode ngay sou khi didy tef, nhung trone mit sb
truémg hop ©6 thé xay ra sau khi két thie diéu trj vii twin. Cic vic dyng phy trén gan thdng hol
phue, nhung cling ¢d thé trér nén tedm trong, et hidm khi By 1r vong,

Ciic phin e qué min: Miy day va ban db trén da cd thé xdy ra. Hiém gdp bnh nhin bi ban dd da
dang, hdi chirmg Stevens-Johnson, hoai ur bidu bi nhidm ddc, vitm da trbc, ngeai ban mun mu toin
thin cip tinh (AGEP), hdi chimg giéng bénh huyét thanh, viém mach qua man. Bénh nhin nén
ngung ding thude néu xy ra mt trong cic phin {mg ndy. Ciing gidng nhir céic khang sinh nhom [i-
lnciam khic, 43 co bio edo xdy ra phil mach va phan (my phan v§. Higm gip bénl abin by vido thin
keié.

Huvét hog Cling nhu eac khing sinh nhom [i-lactam khic, higm gip béah nhin bj giam bach vy
thodng qua (bao gdm gism bach clu trung tinh vA mét bach el hyt), gidm tidu chu v thidu aviu tan
huyét. Hiém gip kéo dai thai gian chay méu vi thir gisn prothrombin & bénh nhin. .

1 : Réit hiém 20p cde the dung phy O h§ lhﬁn_kinh trung wrong, boo gom ng
hoat diing c6 hai phyc, chang mit, dau diu vd eo gidt. Co gidt ¢6 thé xdy ra & bénh nhin bj suy thin
hofc khi ding thubc liéu cao,

* Thiing bie cho bdc s nhitmg e dung khing wong mudn gip phii ki ding thude.

QUA LIEU

Truédng hop bénh nhin ding qua ligu, cig tridu chimg vé dirong tiéu hoa va rol lopn cin bing nude -
chét dign giti cd thé xdy ra. Tién hinh diu tri trigu chimg bing cich cdn bing nude — chit difn g
Cdé thé tien hinh thim phin méu dé lopi thudc ra khoi hé tudn hodn, DI quan sat thiy tinh the
amoxicillin trong mrde tidu, trong mit b trudmg hgp cb thé gy suy thin.

BAD QUAN
Bt pha hin dich uing: Bio quin & noi khd rdo, nhigt df dudi 30°C.
Hoén dich di pha: Bo quin trong i lanh (khong lim dong tmdﬁng trong vony T ngay.

HAN DUNG :

Bt pha hdn dich udng: 24 thing ké tir ngay sin
Hén dich di pha: 7 ngiy

* Khiang diing thudc qud thei hgn sie diny.

iy )
BONG GOI: Hjp 1 1o 100 ml, cue TRLﬂNg—( ' J !)
TING PHONG! iay
Sin xwir bii me'.; i }:{;‘ \*:EEI_:_:;
INDCHEMIE HEALTH svnttm:{l‘ﬁﬁ‘: Ei‘_ﬁ.' g ~~——
Vill. Thana, Baddi, Dist. Solan. (HP), AN BO




