Rx Thude ndty chi dung theo dom thude

HUONG DAN SU DUNG THUOC
1.Tén thudc:

IBA - MENTIN 1000 mg/62,5 mg

2.Cée ddu higu liru y va khuyén cao khi diing thude:

Thudc ban theo don.

Bocky hudmg diin sir dung trudre khi ding

Dé xatAm tay tré em.

Néu cin thém théng tin, xin hoi y kién cia thdy thude.

Khong dung khi thubc da hét han sir dung, vin thudc bj v, bidn may

3.T hanh phin céng thire thude:

Thanh phin dugc chit:

Amoxicilin (duéi dang amoxicilin trihydrat) 1000 mg

Acid clavulanic (dudn dang kali cavulanat trgn n voi celluiose vi tinh tha i 18 1:1) 625 mg
Thénh phén 4 dugc: Cellulose vi tinh thé, crospovidon, Asrosil R200, magness stearat,
Opadry White vira dii 1 vién.

4. Dang bao ché: Vién nén bao phim.

M3 ta dang bao ché: Vién nén dai bao phim, mau trdng nga, mit vién nhdn, canh va thanh
viénlanh ian

5. Chidijnh:

IBA - MENTIN duroc chi dinh @iy tri nhidm khun do vi khudn nhay cdm trong cac tsdng
T

-Nra_.&nknuéncuomhohépm viém Amidan, viém xoang, viém tai gifra 33 dugc Sy
tri bang céc khang sinh thdng thudng nhung khdng &5
-Nh%m»uﬂnmmhapmwmm@gnmvs&mmm
san sinh beta - lactamase: viém phé quan cip va man viém phéi

- Nhi8m khudn ndng dumg 8t nidu - sinh duc bdi cac ching: £ coll, Kisbsiela va
Enterobacter san sinh beta - lactamase: viém bang quang. vidm nidu Gao, vidm bd than

- Nhidm khudn da va md m&m: mun nhot. 4p xe. nhidm khudn vétthuong

- Nhiém khudn xuong va khop: vidm tuy xuong

- Nhiém khudn nha khoa: ap xe & réing.

- Cacnhidm khudn khac: nhidm khudn donao thal

6. Cach dung, lidu dung:

Céchding:

Dung udng theo chi inh clia bac sy

Udng thubc vio Iic bt au an 88 gidm thidy hidn tuomg khdng dung nap thude & dudng
6y hod.

Khding diing thudc qua 14 ngay ma khong kidm tra xem xét ki cach &du trf

Liéu dung:

Lidu lrgng dugre bidu thi dudi dang amoxiciiin:

Liéu ngudiién va tré em tr 40 kg cdn ndng b ién

500 mg-1000 mg/Anx2-3n/24 gir

Lidu tré em dutn 40 kg cén ndng:

20 mg- 60 mg amoxicifin / kg cin n3ng/ ngay, chia Am 3 An/ 24 g

Tré em co thé duge Gidu trj véi Iba - mentin dang vién nén bao phim. Hhudc bt pha hdn
dichudng

Tré em tr 6 tudi trd xudng hodc dudi 40 kg can nang tt hon ndn duge Gdu i véi Iba -
Khéng c6 dir ligu m sang ndo vé idu ding 1ba - mentin 161 cao hom 40 mg amoxiclinkg
can ndng/ngy & tré em durdr 2 tudi.

Nguoi cao tudi

Khang cAn didu chinh lidu ding

Suythgn

Bidu chinh lidu ding dyra trén lrgmg amoxicilin i 3a khuyén ding

Khéng didu chinh iéu & nhirng b&nh nhan o6 hé s& thanh thai creatinine (CrCi) ilon hon 30
mi/phat.

Ngueri i6m va ré em 2 40 kg ©6 CrCi tir 30miphit trd xudng nén ding Iba - mentn
500mg/31,25mg:

CrCt 10-30 miphit | 500 mg amaxicilin, 2 Bn /ngay ¥
CrCl < 10 miphit 500 mg amoxicilin, 1 in /ngdy

500 mg amaxiclin, 1 n /ngdy. thém 500 mg amaxicilin

Tha trong sudt qua trinh loc mau, dugc Bp ki & codi qud trinh |
L loc mau (khi ndng 35 trong huydt thanh cla amaxiciin V&
acid davulanic 38u bj gidm)
Suygan

Cin than trong khi sir dung thudc va thudng xuyén theo 4o ngudn banh (xem myc Chidng
chidinh va Thén trong).
7.Chéng chidinh:
Dj tmg véi céc khang sinh thudc nhém beta - lactamin hode bat ky thanh phin ndo cla
thube.
Téing bach chu don nhan do nhidm khudn.
Bénh nhan ob tidn s vang da, ri loan chirc ndng gan do dling amoxicilin va ciavuianat
hay cac penicilin vi acid clavulanic gdy ting nguy oo & mittrong gan.
8.Canh bao va than trong khi ding thudc:
D4i véri nhirng ngudi bénh oo bidu hign rdi loan chire ndng gan: Cac ddu hdu VA iy
mmmowmnmnmmnﬁ:mwﬂm Tuy nhedn nhdng iy
chimg 86 thuédmg hii phyc dugc va s8 hét sau § tudn ngimg Sdu i
Déi vri nhirmg ngudi bdnh suy than trung binh hay ndng cdn chi y &én idu eong ding.
Déi véri nhizng nguei bénh cd tidn sir qud min von cac penicilin 00 B ©b phan Ing ning
hay tlrvong.
mmmmwmmmum&mdmm
mmmwummmm*umbmm
9. Sirdyng thudc cho phy nircé thal va cho con bd:
thai:

wmwwmummdnohmmmmmmm
mmmmﬁm&mmdwwmumumwa
M“memmmeﬁmwmmommumw
12 trong 3 théng &y, tr truomg hop cn thidt do thdy thude chiginh.

conbu:
mkz::ymmmeaﬂmdmmmwumumwm
\rir khi 66 nguy o bi min cdm do oo mét rong rilnhd thudc trong e




10 Anh hurémg cuia thube 16n kha niing 4] xe v vin hanh may méc:
Chra ¢6 bling chimg vb Anh hirdmg cia thube 1n khi ning i xe, vén hanh mdy méc

1. Tuong tac, twong ky ciathube:

Thubc c6 thé gay kéo il thevl gian chiy va déng mau. Vi vy, cAn phal cAn than 481 vor
nhirng ngudi bgnh dang didu tri bAng thude chng dbng méu.

Nhur cdc khaing sinh phd réng khac, (BA - MENTIN 1am giam hiu lyc clia cc thuc trdnh
thai dang ubng, do d6 cAn phai bo trwére cho ngudr bénh,

Methotrexat: C4c penicillin cé thé gidm sy bal tiét methotrexat gy tiing nguy co ngd 44c.
Probenecid: Khéng nén sir dung thubc dbng ther vés probenecid. Probenecid lam gidm
bét sy tiét amoxicilin & ng than. Sir dyng thubc dng thav véx probenecid c6 thé gy ting
va kéo daindng df trong méu elia amoxicilin

Mycophenolat mofetil: &Y nhirng bénh nhan diing mycophenolat mofetil, thubce gdy glam
khodng 50% nng d9 chit chuyén héa hoat 8dng acid mycophenolic (MPA) ciia fidu trudc
06 da durgc béo c4o sau khi bit 3Au dung amoxicilin phéi hop acid clavulanic duémg ubng.
Sy thay ddi trong murc li8u dung trurére 86 6 thé khdng phan anh chinh xac nhimg thay d8i
trong sy phot nhiBm MPA néi chung. Do @6, su thay d4i trong céc lidu mycophenolate
mofetil thurémg khong cAn thiét trong truémg hop khong c6 bang chimg 18m sang cua rbi
loan chirc nang ghép. Tuy nhién, theo ddi lam sang chat chd nén dugc thyc hién trong qua
trinh két hop va mdt theri gian ngdn sau khi didu tri khang sinh.

12. Téc dyng khdng mong muén cua thude

Véilidubinh thuemg, tac dung khong mong mudn co thé hign trén 5% s ngueri benh:
Thuong gap: la chay, ngoal ban, ngira.

It gap: Ngira, ban @6, phat ban. Tang bach cAu 4 toan. Budn ndn, ndn. Viém gan va vang
da rmat, tang transaminase, co thé ndng va kéo dai trong vai thang.

Hiém g@p: Phan (ng phan vé, phis Quincke. Hoi chirmg Stevens - Johnson, ban dé da
dang, viém da bong, hoai tir biéu bl do ngd dc. Viém dai trang gia mac. Giam nhe tidu cAu,
gidm bach cau, thiéu méu tan mau. Viém than ka.

13.Qué lidu va cach xr tri

Dung qua liéu, thubc it gay ra tai bién, vi dugc dung nap tdt ngay cé & lidu cao. Trurdng hop
chirc nang than gidm va hang rao mau - ndo kém, thubc tiém s& Qay tnéu ching nhiém
dge. Tuy nhién néi chung nhirng phan img cAp xdy ra phy thudc vao tinh trang qua man
clia timg ¢4 thé. Nguy co chic chan Ia tang kali huyét khi dung lidu rét cao vi acid
clavulanic dugc dung dudi dang mubi kali. Cé th dung phuong phap thAm phan mau dé
logi thubc ra khdi tudn hoan.

14.Djctinh dwgc lyc hoc:

Amoxicilin [ khang sinh ban téng hop thugc he beta - lactamin ¢6 phd diét khun rong a6
v&i nhiéu vi khudn Gram duong va Gram 4m do (rc ché tdng hgp thanh té bao vi khudn.
Nhung vi amoxicilin rét d& bj phé hiy béri beta - lactamase, do d6 khdng o6 tac dyng d8ivéi
nhing ching vi khudn san sinh ra cac enzym ndy (nhidu ching Enterobacteriaceae va
Haemophilus influenzae).

Acid clavulanic do sy 1&n men cla Streptomyces clavuligerus, cé cAu tric beta - lactam
gén gibng v&i penicilin, c6 kha nang (rc ché beta - lactamase do phin 16 cac vi khudn
Gram &m va Staphylococcus sinh ra. Dac bigt n6 cé tac dyng e ché manh cac beta -
lactamase truy&n qua plasmid gay q ca in va cac ceph P

P aerugil Proteus i va rettgeri, mot s ching Enterobacter va
Providentia khang thubc, va ¢ tu cAu khang methicilin cling khang thubc nay. Ban than
acid clavulanic c6 tac dung khang khun rat yéu,

Acid clavulanic giGp cho amoxicilin khdng bj beta - lactamase pha huy, ddng thdi mé rong
thém phé khang khuan cta amoxicilin mdt cach hiu qua déi véi nhidu vi khuan théng
thudng da khang lai icilin, khang cac p ilin khac vaca porin.

C6 thé coi amoxicilin va clavulanat Ia thubc diét khuén d8i véi cac Pneumococcus, cac
Streptococcus beta tan mau, Staphylococcus (chiing nhay cam véi penicilin khdng bj dnh

hudng cda penicili F va k& ca nhirng
ching s&n sinh manh beta - lactamase. Tém lai phé diétkhudn clia thubc bao gbm:
Vikhuin Gram duong:

Loai hiéu khi: Strep faecalis, St , Stre

Streptococcus viridans, Staphy aureus, Cor [ Bacillus

Listeria monocytogenes.

Loal yém khi: Cac loai Clostridiurn, F Pep

Vi khuén Gram am:

Loal hiéu khi: £ P coli, Proteus mirabilis, Proteus vulgaris,
céac loai Klebsiella, Salmonella, Shigella, Bordetella, Neisseria gonorrh , Nei:

meningitidis, Vibrio cholerae, Pasteurella multocida.

Loai yém khi: Céc loai Bacteroides ké ca B.fragilis.

Cochéddkhang:

Hai co ché chinh khang lai amoxicilin/ acid clavulanic gm:

- Ngirng hoat déng do nhirng vi khudn sinh beta - lactamase khdng bj trc ché bai acid
clavulanic, bao gdm cAcnhém B, CvaD.

- Thay d8i cac protein gén két penicilin, [am gidm i lyrc ciia thubc véri myc tidu.

Kha nang thém ctia vi khun hoac co ché bom dy c6 thé gay ra hoac gép phan vao sy d&
khang ciia vi khudn, dac biétla & vi khudn Gram am.

15. D@c tinh dwgre ddng hoc:

Amoxicilin va acid clavulanic d&u hAp thu d& dang qua dudmg uéng. Ndng @6 cla 2 chét
nay trong huyét thanh dat ti da sau 1 - 2 gi¢r ubng thube. Ve lidu 250 mg (hay 500 mg) s8
co 5 (hay 8 -9 i va khodng 3 microgam/ml acid
clavulanic trong huyét thanh. Sau 1 gi¢ ubng 20 mg/kg amoxicilin + 5 mg/kg acid clavulanic,
8 6 trung binh 8,7 microgam/ml amoxicilin va 3,0 microgam/mi acid clavulanic trong huyét
thanh. Sy h&p thu ciia thuc khéing bj anh huémg béi thire an va tét nhét 1a ubng ngay
tnrére bra &n.

Kha dyng sinh hoc duérmg ubng clia amoxicilin 1a 90% va cia acid clavulanic [a 75%. Theri
glan ban thai sinh hoc clia amoxicilin trong huyét thanh & 1 - 2 gi¢r va cia acid clavulanic &
Kkhoang 1 gicr.

55 - 70% amoxicilin va 30 - 40% acid clavulanic dugc thai qua nude tidu dudi dang hoat
dong. Probenecid kéo dai theri glan dao thal clia amoxicilin nhung khong anh hudmg dén
sy dao théi cia acid clavulanic.

O nguer suy than, nbng a0 huyét thanh cla c& amoxicilin va acid clavulanic ddu cao hon
cing nhur thé gian ban thai ciing kéo dai hon. O bdnh nhan voi thanh thai creatinine 9
mi/phat, theri glan ban thai clia amoxicilin va acid clavulanic 1&n lugt 1 7.5 va 4.3 gid.
16. Quy cach déng gol:

H0p 2 vinhom - nhom x 7 vién, 06 kém hurong dén sir dung thude.
17.DI1u kign bio quan, han ding, tidu chudn chit lvgng cua thubc:

Dibukign bdo quan: Trong bag bi kin, noi kho, duéi 30°C.

Han ding: 24 thang ké tir ngay sén xult.

Tibu chuln chitlugng: TCCS.

18.Tén, dja chi cda co sé san xuft thudc:

CONG TY CO PHAN DUGIC PHAM TRUNG ONG | - PHARBACO
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