Rx Thubc nay chi dung theo don thube
HUONG DAN SUF DUNG THUOC

1.Tén thubc:

VIGENTIN 500 mg/62,5 mg

2. Céc d4u hidu lwu y va khuyén céo khi dung thuéc:

Thubc ban theo don.

Doc ky hudng ddn str dung trirdre khi diing.

Pé xatdmtaytréem.

Néu cAn thém thong tin, xin hoi y kién ctia thay thuéc.

Khéng diing khithuéc da hét han str dyng, biénmau...

3. Thanh phan céng thire thubc:

Thanh phan dwgc chat:

Amoxicilin (dwdi dang amoxicillin trihydrat) ... 500 mg.
Acid clavulanic (dwdi dang kali clavutanat trdn 18n véi cellulose vitinh thé ty 16 1:1) ... 62,5mg.
Thanh phan ta dwgc: Cellulose vi tinh thé, lactose, aspartam, acid citric khan, natri citrat
dihydrat, Aerosil R200, gém xanthan, bdt mui cam, h&n hgp microcrystallin cellulose va
carboxymethylcellulose natri.............coccooiriniininin viradu 1 géi.
4. Dang bao ché: Thudc bt pha hdn dich udng.

M6 ta dang bao ché: Bot thubc mau trdng nga hodc hoi vang, toi x6p, khéng dinh tay, vi
ngot, mui thom d#c treng d& chju déng géi trong ti gidy/nhdm/polyethylen han kin. pH: tir
3,83én6,6.

5.Chidjnh:

VIGENTIN dwgc diing 38 didu trj trong thevi gian ngén céc trromg hep nhiém khuén sau:
Nhi&m khuén dwrdng hd h&p trén: viém Amidan, viém xoang, viém tai giba 43 dugc didu tri
bang cé4c khang sinh thdng thuérng nhwng khong d6.

Nhi&m khuén dwdng hd hip duwdi bdi cac chiing H.influenzae va Branhamella catarrhalis
san sinh beta - lactamase: viém phé& quan cap va man, viém phdi - phé quan .

Nhiém khudn nang dudng tiét nigu - sinh dyc bdi cac ching: E.coli, Klebsiella va
Enterobactersan sinh beta - lactamase: viém bang quang, viém ni¢u dao, viém bé than.
Nhi&m khuan da va mé mém: myn nhot, 4p xe, nhiém khuén vét thuong.

Nhi&m khuén xwrong va khép: viém tuy xuong.

Nhi&m khuén nha khoa: ap xe & réng.

Céc nhi&m khudn khac: nhiém khuén do nao thai.

6. Cach dung, lidu dung:

Cachdung:

Udng thudc vao liic bt dau &n dé gidm thidu hién twong khong dung nap thubc & dwdng
tiéu hoa.

Khéng duing thubc quéa 14 ngay ma khdng kiém tra xem xét lai cach diéu tri.

Cét g6i thubc theo dwirng ké va dd bt thudc vao trong cbe. B ddy nuwdrc vao trong goi
thudc sau d6 rét nwd tir goéi thubce vao cbe. Khudy déu va ubng ngay.

Liéu dung:

Lidu lrgng dugre bidu thi dwdi dang amoxicilin:

Liéu nguri lon:

500 mg/lanx 31an/ 24 gidr.

Liéu tré em;

Tré em tir 40 kg can ning trér 18n: ubng theo lidu ngudilém.

Tré em dw&i 40 kg can ning: lidu thong thudrng: 80 mg amoxicilin / kg can nang/ ngay, chia
lam 313n/24 gio.

7.Chéng chi dinh:

Di (rng v&i cc khang sinh thudc nhém beta-lactamin.

Tang bach ciu don nhan do nhiém khuén.

Bénh nhan ¢ tign st vang da, rdi loan chirc ning gan do dung amoxicilin va clavulanat
hay cac penicilin vi acid clavulanic gay tdng nguy co (r méattrong gan.

8. Canh bao va than trong khi dung thubc:

D6i voi nhing ngudi bénh ¢6 bidu hién rdi loan chirc ning gan: Cac d4u hiéu va trigu
chirng vang da tr mat tuy it xay ra khi duing thubc nhng c6 thé néing. Tuy nhién nhirng trigu
chirng d6 thwérng hdi phuc durgc va sé hét sau 6 tudn ngirng diéu tri.

Déi véri nhirng ngudri bénh suy than trung binh hay néing cin cha y dén liéu luong dung.
D6i v&i nhirng ngudri bénh cb tién stz qua mén véi cac penicilin ¢ thé c6 phan (rng néing
hay t& vong.

Khi diing vé&i nhirng ngudri bénh duing amoxicilin bj man d kém sét ndi hach.

Duing thudc kéo dai ddi khi lam phéttrién cac vi khudn khang thuéc.

9. Strdyng thubc cho phy nir c6 thai va cho con bu:

Théi ky mang thai:

Nghién ctru thyrc nghiém trén qua trinh sinh san ctia chut da chirng minh khi ding ché
pham theo dwirng ubng va tiém déu khong gay dj dang. Tuy nhién, vi con itkinh nghiém vé
dung ché pham cho ngwéri mang thai, nén can tranh str dyng thuéc & nguwéri mang thai nhét
la trong 3 thang dAu, trir trieérng hep cin thiét do thiy thubc chi dinh.

Theiky cho conbu:

Trong th&i ky cho con bt c6 thé ding ché phdm. Thudc khong gdy hai cho tré dang bu me
trir khi c6 nguy co bj man cam do ¢6 mét lgng rét nhé thubc trong sira.




10. Anh hweéng ctia thubc 18n kha nang i xe va van hanh may méc:

Chura cé béing chirng v& anh hwdng clia thubc 1én kha nang 14i xe, van hanh may méc.

11. Twong tac, trrong ky clia thuéc:

Thubc co thé gay kéo dai thori gian chay va déng mau. Vi vy, cin phai cin than déi vai
nhirng ngurdi bénh dang didu trj béng thubc chéng dong mau.

Nhtr cac khang sinh phd rong khac, VIGENTIN lam gidm hiéu hec clia c4c thube tranh thai
dang ubng, do 86 cAn phai bao tredc cho nguedri bénh.

12. Téc dyng khéng mong muén cia thube

Véilidu binh thwéng, tac dung khéng mong mudn c6 thé hién trén 5% s6 ngueri bénh:
Thudng gap: la chay, ngoai ban, ngira.

It g&p: Ng(ra, ban dd, phat ban. Tang bach ciu &i toan. Budn ndn, nén. Viém gan va vang
da(r mat, tdng transaminase, c6 thé nang va kéo dai trong vai thang.

Hiém gdp: Phan (rng phan vé, phu Quincke. Hoi chirng Stevens - Johnson, ban dd da
dang, viém da bong, hoai tt biéu bi do ngd ddc. Viém dai trang gid mac. Gidm nhe tidu ciu,
giam bach cau, thiéu mau tan mau. Viém than ké.

13. Qué liéu va cach xdr tri

Dung qué liéu, thubc it gay ra tai bién, vi dwgc dung nap tbt ngay ca & lidu cao. Trudng hop
chirc ndng than gidm va hang rao mau - ndo kém, thuéc tiém sé gay triéu chirng nhiém
doc. Tuy nhién néi chung nhitng phan (g cép xay ra phy thudc vao tinh trang qua min
clia tivng ca thé. Nguy co chic chén 1a tang kali huyét khi dung lidu rat cac vi acid
clavulanic dwgc dung dwéi dang mudi kali. C6 thé diing phirong phap thAm phan mau dé
loai thuéc ra khéi tuadn hoan.

14. Ddc tinh dwec lc hoc:

Amoxicilin 12 khang sinh ban tdng hg'p thudc ho beta - lactamin ¢é phd diét khudn rong déi
v&i nhiéu vi khuan Gram dwong va Gram &m do (rc ché tdng hep thanh té bao vi khuan.
Nhuwng vi amoxicilin rat dé bj pha hity b&i beta - lactamase, do d6 khéng c6 tac dung déi voi
nhirng chling vi khuan san sinh ra cac enzym nay (nhidu chGng Enterobacteriaceae va
Haemophilus influenzae).

Acid clavulanic do sy I1én men cla Streptomyces clavuligerus, ¢6 ciu tric beta - lactam
gan gibng v&i penicilin, c6 kha nang (rc ché beta - lactamase do phan I&n cac vi khuén
Gram am va Staphylococcus sinh ra. Dic biét n6 c6 tac dung (¢ ché manh cac beta -
lactamase truyén qua plasmid gay khang cac penicilin va cac cephalosporin.
Pseudomonas aeruginosa, Proteus morganii va rettgeri, mét s6 chling Enterobacter va
Providentia khang thuéc, va ca ty cAu khang methicilin cling khang thuéc nay. Ban than
acid clavulanic c6 tac dung khang khuén rat yéu.

Acid clavulanic giap cho amoxicilin khéng bj beta - lactamase phé hy, déng thdi mé rong
thém phd khang khudn ctia amoxicilin mdt cach higu qua déi véi nhidu vi khun théng
thwdrng da khang lai amoxicilin, khang cac penicilin khac va cac cephalosporin.

C6 thé coi amoxicilin va clavulanat I thuéc diét khuan déi v&i cac Pneumococcus, cac
Streptococcus beta tan mau, Staphylococcus (chling nhay cdm véi penicilin khéng bj anh
huéng cha penicilinase), Haemophilus influenzae va Branhamella catarrhalis ké ca
nhirng chiing san sinh manh beta - lactamase. Tém lai phd diét khun cGa thubc bao gém:
Vikhuén Gram duong:

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

Loai yémkhi: Cac loai Clostridium, Peptococcus, Peptostreptococcus.

Vikhu&n 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, Pasteurelia multocida.

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

15.Déc tinh dwegc dong hoc:

Amoxicilin va clavulanat d&u hap thu dé dang qua dwdng ubng. Nong do clia 2 chét nay
trong huyét thanh dat t6i da sau 1 - 2 gi& udng thuéc. Vi liéu 250 mg (hay 500 mg) sé c6 5
microgam/ml (hay 8 - 9 microgam/mi) amoxicilin va khoang 3 microgam/mi acid clavulanic
trong huyét thanh. Sau 1 gi&r ubng 20 mg/kg amoxicilin + 5mg/kg acid clavulanic, s& c6
trung binh 8,7 microgam/ml amoxicilin va 3,0 microgam/ml acid clavulanic trong huyét
thanh. Sy h4p thu cla thubc khdng bj &nh hudng bdi thirc &n va tét nhét 1a ubng ngay
trwdrc bira an.

Kha dung sinh hgc dwérng ubng clia amoxicilin 1a 90% va clia acid clavulanic 1a 75%. Nira
doi sinh hoc ctia amoxicilin trong huyét thanh Ia 1 - 2 gir va clia acid clavulanic 1a khodng 1
gidr. 55 - 70% amoxicilin va 30 - 40% acid clavulanic dwgc thai qua nwéc tidu dwdi dang
hoat dong. Probenecid kéo dai thei gian dao thai ctia amoxicilin nhwng khdng danh hwéng
dén sy dao thai clia acid clavulanic.

16. Quy cach déng goi:

Hép 12 gdix 2 g, c6 kém hwéng din sir dyng thube.

17.Didu kién bao quan, han dung, tiéu chuén chét Iwgng ctia thubc:

Diéu kién bdo quan: Noi khd, dwéi 30°C.

Han duing: 24 thang ké tr ngaly san xuét.

Tiéu chudn chéatlwgng: TCCS.

18. Tén, dja chi ciia co s& san xuét thudc:

Cang ty cd phan Dwoc phdm Trung wong | - Pharbaco

San xuéttai: 160 Ton Birc Théng - Déng Da - Ha Noi V9D




