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“auéc nay chi dung theo don thuéc

HUONG DAN SU’ DUNG THUOC

1.Tén thuéc:

VIGENTIN 875 mg/125 mg

2. Cac dau higu lwu y va khuyén céo khi ding thuéc:
Thubc ban theo don.
Boc ki hwéng dan sir dung trére khi diing.
Dé xatAmtay trd em.
Néu can thém théng tin, xin hdi y kién ctia thAy thuéc.
Khéng duing khi thubc da hét han str dung, vién thuéc bj v&, bién mau. .
3. Thanh phan céng thirc thubc:
Thanh phan dwoc chét:
Amoxicilin (dwdi dang amoxicillin trihydrat) ...............oooeeereereeeeeeeeeeeeeeeeeen, 875 mg.
Acid clavulanic (dwéi dang kali clavulanat trén 1an véi cellulose vi tinh thé tylé 1:1) 125 mg.
Thanh phén ta dwgc: Cellulose vi tinh thé, crospovidon, Aerosil R200, magnesi stearat,
Opadry, sopropanol dicloromethan ... ... e vira du 1 vién.
4. Dang bao ché: Vién nén bao phim.
Mb ta dang bao ché: Vién nén dai bao phim, cé vach phan liéu va chir AC (dwoc dap Ién
mét vién), mau trdng nga, mét vién nhan, canh vién lanh Ian, chidu dai 2 cm, chidu rang 0,9
cm.
5. Chi dinh:
VIGENTIN dugc dung dé diéu trj trong thoi gian ngén cac trwéng hep nhiém khun sau:
Nhiém khuan dwéng hd hép trén: viém Amidan, viém xoang, viém tai gitra da duoc didu tri
bang céc khéang sinh théng thwéng nhwng khdng d&. '
Nhiém khuén dwérng hé hap duéi béi cac chung H.influenzae va Branhamella catarrhalis
san sinh beta - lactamase: viém phé quan cp va man, viém phdi - phé quan.
Nhiém khuan nang dwong tiét nidu - sinh duc bdf céc chiing: E.coli, Klebsiella va
Enterobactersan sinh beta - lactamase: viém bang quang, viém niéu dao, viém bé than.
Nhi&m khuén da va mé mém: muyn nhot, 4p xe, nhi&m khuan vét thwong.
Nhiém khuén xwong va khép: viém tuy xwong.Nhi&m khuén nha khoa: 4p xe & réng.
Céc nhiém khuan khac: nhim khuén do nao thai.
6. Cach dung, liéu dung:
Cédchdung:
Uéng thuéc vao lic bat dau an @& giam thidu hién twong khong dung nap thube & dwdng
tiéu hoa.
Khéng ding thubc qué 14 ngay ma khéng kidm tra xem xét lai cach didu tri.
Liéu ding:
Lidu lwgng duwgre bidu thj dwdi dang amoxicilin:
Lidu nguilén;
+ Lidu thdng thuérng: 500 mg/lan x 3 14n/24 gidr hodic 875 mg/lAn x 2 1n/24 gio.
+ Lidu cao hon - (d@&c biét cho cac bénh nhiém khuén nhw viém tai gitra, viém xoang, viém
dwéng ho hap dwdi, viém dwong tiét niéu): 875 mg/ian x 31an/24 gidr.
Lidu tré em:
Tré em tlr 40 kg can nding tré 1én: udng theo liéu nguri 16mn.
Tré em dwéi 40 kg can néng: lidu thdng thuéng: 80 mg amoxicilin / kg can ndng/ ngay, chia
lam 314n /24 gio.
Liéu cho bénh nhan suy than:
Do thanh thai creatinin (CI Cr) > 30 mi/pht: Liéu khéng cin thay dbi.
CI Crtir 15 dén 30 mi/phut: Duing lidu théng thung cho cach nhau 12 - 18 gid/lan.
Cl Crtir 5 d&n 15 ml/pht: Diing lidu thong thwéng cho cach nhau 20 - 36 gid/lan.
CI Crdwéi 5 ml/pht: Ding lidu théng thudng cho cach nhau 48 gidvlan.
Néu chay than nhan tao, cho 1 vién 500 mg (tinh theo ham rgng amoxicilin) gilra théi gian
mé&i 14n thAm phan va thém 1 vién 500 mg sau m&i 1an thAm phan.
7.Chéng chidinh:
Dj trng vé&i cac khang sinh thudc nhém beta - lactamin.
Tang bach ciu don nhan do nhiém khuan.
Bénh nhan c6 tién sl vang da, réi loan chirc ndng gan do diing amoxicilin va clavulanat
hay céc penicilin vi acid clavulanic gay tang nguy co r méat trong gan.
8.Canh bao va than trong khi dung thuéc:
Péi véi nhitng ngwdi bénh c6 bidu hién réi loan chirc ndng gan: Cac dau higu va triéu
chipng vang da (» méat tuy it xay ra khi dung thuéc nhing c6 thé néng. Tuy nhién nhirng triéu
chirng d6 thudng hdi phuc dwoc va sé hét sau 6 tudn ngirng didu tri.
P6i véi nhirng ngudi bénh suy than trung binh hay néng can chi y dén liéu lvgng dung.
Péi véi nhitng ngwdi bénh c6 tign st qua man véi cac penicilin c6 thé ¢ phan (g néing
hay tlr vong.
Khi ding véi nhirng ngw&i bénh dung amoxicilin bj mén d6 kém sbt ndi hach.
Duing thudc kéo dai d6i khi lam phat trién cac vi khun khang thube.
9. Strdung thudc cho phy ni¥ ¢6 thai va cho con bi:
Théi ky mang thai:
Nghién c(ru thyc nghiém trén qua trinh sinh san clia chudt da chirng minh khi ding ché
pham theo dwérng udng va tiém déu khdng gay di dang. Tuy nhién, vi cdn itkinh nghiém vé
dung ché phAm cho ngudi mang thai, nén cin tranh sir dung thubc & ngudi mang thai nhét
la trong 3 thang dAu, trir treérng hop can thiét do thay thube chidinh.
Thei ky cho con bu:
Trong th&i ky cho con bu cé thé diing ché pham. Thubc khéng gay hai cho tré dang bl me
trir khi ¢6 nguy co' bj man cdm do cé mét lwong ratnhé thude trong stra.
10. Anh hwéng ciia thudc 18n kha nang lai xe va van hanh may méc:
Chua c6 bang chirng v& anh hudng clia thudc 1én kha naing 14i xe, van hanh may maéc.
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11. Twong tac, twong ky cuia thudc: ?
Thubc c6 thd gy kéo dai thdi gian chay va déng mau. Vi vay, can phai can m %
nhi*ng ngwdi bénh dang didu trj bing thudc chéng dong mau.
Nhu cac khéng sinh phd rong khéc, VIGENTIN lam gidm hiu lyc clia cac thube tr /
dang uéng, do d6 c&n phai bao trwérc cho ngudri bénh.
12. Tac dung khéng mong muédn ctia thude
Véilidu binh thudng, tac dung khéng mong mudn thé hién trén 5% sé ngudi bénh; thudng
gap nhét 1a nhirng phan (rng v& tiéu héa: ia chay, budn ndn, ndn. Ty Ié phan trng nay tang
I8n khi duing lidu cao hon va thudng gap nhidu hon so véi diing don chat amoxicilin.
Thuwong gap, ADR > 1/100
Tiéu hoa: ia chay.
Da: Ngoai ban, ngtra.
Itgap, 171000 <ADR < 1/100
Mau: Tang bach ciu aitoan.
Tiéu héa: Budn nén, nén.
Gan: Viém gan va vang da (? mét, ting transaminase. C6 thé néing va kéo daitrong vai thang.
Da: Ng(ra, ban d, phat ban. '
Hiém g&p, ADR < 1/1000
Toan than: Phan (rng phan vé, phu Quincke.
Mau: Giam nhe tiéu cAu, gidm bach cau, thiéu méu tan mau.
Tiéu héa: Viém dai trang gia mac.
Da: Hoi chizng Stevens - Johnson, ban dé da dang, viém da bong, hoai tir biéu bi do ngd
déc.
Théan: Viémthan ké.
13. Qua lidu va cach xtr tri
Duing qua lidu, thuéc it gay ra tai bién, vi dwgc dung nap tét ngay ca & liéu cao. Tredng hop
chirc nang théan giam va hang rao mau - néo kém, thuéc tiém sé gay triéu chizng nhiém
ddc. Tuy nhién néi chung nhirng phan (rng cap xay ra phu thudc vao tinh trang qua man
clia tirng c4 thd. Nguy co chic chén 12 ting kali huyét khi dung liéu rat cao vi acid
clavulanic dwgc dung dwéi dang mudi kali. Cé thé dung phuong phéap thdm phan mau dé
loai thudc ra khdi tudn hoan.
14.Péc tinh dwegece lwc hoc:
Amoxicilin 1a khang sinh ban tng hop thudc ho beta - lactamin c6 phé diét khuén réng doi
v&i nhidu vi khuin Gram dwong va Gram am do (ke ché téng hop thanh té bao vi khuan.
Nhung vi amoxicilin rét d& bj pha hity bdi beta - lactamase, do d6 khéng c6 tac dung ddi voi
nhting chling vi khuan san sinh ra cc enzym nay (nhiéu chiing Enterobacteriaceae va
Haemophilus influenzae).
Acid clavulanic do s\ 18n men clia Streptomyces clavuligerus, cé céu tric beta - lactam
gan gidng véi penicilin, c6 kha nang trc ché beta - lactamase do phén I&n cac vi khuan
Gram am va Staphylococcus sinh ra. Dac biét n6 cé tac dung e ché manh céc beta -
lactamase truyén qua plasmid gay khang céc penicilin va cac cephalosporin.
Pseudomonas aeruginosa, Proteus morganii va rettgeri, mdt s6 chling Enterobacter va
Providentia khang thuéc, va ca tu cAu khang methicilin cling khang thudc nay. Ban than
acid clavulanic ¢6 tac dung khang khuén rat yéu.
Acid clavulanic gitp cho amoxicilin khéng bj beta - lactamase pha hay, ddng théi mé rong
thém phd khang khuén ciia amoxicilin mét cach hiéu qua déi véi nhiéu vi khuén théng
thwrdrng da khang lai amoxicilin, khang cac penicilin khac va cac cephalosporin.
C6 thé coi amoxicilin va clavulanat Ia thubc diét khuan d6i véi cac Pneumococcus, cac
Streptococcus beta tan mau, Staphylococcus (ching nhay cam véi penicilin khdng bj anh
hwéng cla penicilinase), Haemophilus influenzae va Branhamella catarrhalis ké ca
nhing chiing san sinh manh beta - lactamase. Tém lai phd diét khuan cla thuéc bao gébm:
Vikhuan Gram duong:
Loai hiéu khi: Streptococcus faecalis, Streptococcus pneumoniae, Streptococcus
pyogenes, Streptococcus viridans, Staphylococcus aureus, Corynebacterium, Bacillus
anthracis, Listeria monocytogenes.
Loai yém khi: C4c loai Clostridium, Peptococcus, Peptostreptococcus.
Vikhuén Gram am:
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: CAc loai Bacteroides k& ca B.fragilis.
15. Déc tinh dwerc ddng hoc:
Amoxicilin va clavulanat déu hap thu d& dang qua dwéng ubng. Ndng do clia 2 chét nay
trong huyét thanh dat téi da sau 1 - 2 gi&r uéng thuéc. Véi lidu 250 mg (hay 500 mg) s& c6 5
microgam/ml (hay 8 - 9 microgam/ml) amoxicilin va khoang 3 microgam/ml acid clavulanic
trong huyét thanh. Sau 1 gio» ubng 20 mg/kg amoxicilin + 5mg/kg acid clavulanic, sé c6
trung binh 8,7 microgam/ml amoxicilin va 3,0 microgam/ml acid clavulanic trong huyét
thanh. Sy hap thu clia thubc khdng bj &nh hirdng béi thire &n va tét nhéat Ia ubng ngay
tredc bira an.
Kha dung sinh hoc dudng uéng clia amoxicilin 1a 90% va cla acid clavulanic 1a 75%. Nra
doi sinh hoc clia amoxicilin trong huyét thanh 14 1 - 2 gy va clia acid clavulanic 1a khoang 1
gio. 55 - 70% amoxicilin va 30 - 40% acid clavulanic dwgc thai qua nwéc tidu duwdi dang

hoat dong. Probenecid kéo dai théri gian dao thai ctia amoxicilin nhung khdng anh hwéng
dén sy dao thai clia acid clavulanic.

16. Quy cach déng géi:
HOp 2 vinh6ém - nhdém x 7 vién, c6 kém hwéng din st dung thuéc.

17. Diéu kign bao quan, han diing, tiéu chuan chét lvgng ciia thuéc:
Diéu kién bdo quan: Noi khd, duwéi 30°C.

Han diing: 24 thang ké tir ngay san xuét.

Tiéu chuén chét lwgng: TCCS.

18. Tén, dja chi cia co' sé& san xuét thudc:

CONGTY CO PHAN DU'QC PHAM TRUNG UONG | - PHARBACO

San xuéttai: 160 Tén Dirc Théng - Déng Pa - Ha Noi V10D - 01
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