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Rx

TO HUGNG DAN SU DUNG THUOC
1. Tén thuée: THEPHAMOX
2. Céc déu higu lwu y va khuyén cio khi ding thube

Dé xa tam tay tré em
Poc kj hudng dén sir dung trudc khi diung
Thuéc nay chi dimg theo don thude

3. Thanh phén céng thire thude: Cho 1 vién:

Thanh phin dugc chit

Amoxicilin (dudi dang Amoxicilin trihydrat) 500 mg
Thanh phan td dugc

Magnesi stearat, natri lauryl sulfat, vo nang sé 0 Vira du 1 vién

4. Dang bao ché
- Dang bao ché: Vién nang cung
. - M5 ta san pham: Vién nang cting sd 0, vo nang c6 mau tring duc va mau nau héng, trén vo
c6 chit “Thephamox” bot thude trong nang mau tring nga, khong mui hay gin nhu khong
mui.
5. Chi dinh
- Nhiém khuén duong hé hép trén.
- Nhiém khuén duéng hé hip dudi do lién ciu khuén, phé ciu khuén, tu ciu khuin khong tiét
penicilinase va H. influenzae.
- Nhiém khuén duong tiét niéu khong bién chimg.
- Bénh l4u.
- Nhiém khuén dudmg mat. ‘ :
- Nhiém khuén da, co do lién ciu khuén, tu cdu khudn, E. coli nhay cam véi amoxicilin.
- Nhiém tring do céc vi khuén con nhay cam.
6. Cich dung va liéu ding
Cich dung:
. Dung dudng udng.
Liéu dung:

Udng thude trude bira &n 30 phut hogc sau bita an 2 gid.

- Nguoi 16n va tré em tir 12 tudi tréy 1én: Ubng 1 vién/lan, céch 8 gidr mot 1an.

- Tré em duéi 12 tudi nén ding dang béo ché cé ham luong nhé hon.

- Liéu cao hon, uéng lidu duy nhét hogc trong céc dot ngén, dugc ding trong mot vai bénh:
P& diéu tri 4p xe quanh rang: Udng 6 vién/ 14n, nhéc lai mot lin nita sau 8 gio.

D¢ diéu trj nhiém khudn cdp duong tiét nidu khong bién chimg: Udng 6 vién/ I3n, nhéc lai mot
ldn nira sau 10 - 12 gio.

Dung phéc d6 liéu cao 6 vién/ 1an, 2 1an/ ngdy cho ngudi bénh nhidm khuén dudmg ho hép
nang hodc téi phat.

- Péi v6i ngudi suy than, phai gidm lidu theo hé sb thanh thai Creatinin: Cl creatinin < 10
ml/phut: 500 mg/24 gid; Cl creatinin > 10 ml/phut: 500 mg/12 gio.

7. Chong chi dinh

Ngudi bénh c6 tién st di tng véi bit ky loai penicilin nao va cephalosporin.
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8. Canh bdo va théin trong khi ding thude

- Phai dinh k¥ kiém tra chic nang gan, than trong subt qua trinh didu tri dai ngay.

- C6 thé xay ra phan ng qua man trdm trong & nhimg ngudi bénh cb tién sir di ing véi
Penicilin hodc céc di nguyén khic, nén cén phai didu tra k§ tién st di ung voi Penicilin
Cephalosporin va céc di nguyén khac.

- Néu phan tmg di ing xay ra nhu ban do, phu Quincke, séc phan vé, hoi chiing Stevens -
Johnson, phai ngimg li¢u phdp Amoxicilin va ngay lap tic didu tri cap ctru bang Adrenalin,
tho oxy, liéu phap Corticoid tiém tinh mach va théng khi, k& ca dét ndi khi quan va khong bao
git dugce diéu tri bing Penicilin hodc Cephalosporin nita.

9. Sir dung cho phu nir ¢6 thai va cho con bu

- Phu nit cé thai:

Su dung an toan amoxicilin trong thoi ky mang thai chua duge xac dinh 18 rang. Vi vay, chi
su dung thudc nay khi that cin thiét trong thoi ky mang thai. Tuy nhién, chua c6 bang chimg
nao vé tic dung c6 hai cho thai nhi khi ding amoxicilin cho ngui mang thai.

- Phu nit cho con bu:

Amoxicilin bai tiét vao sita me, nén phai thén trong khi dung thube trong thoi ky cho con bu.
10. Anh huéng ciia thudc 1én kha ning ldi xe, vin hanh may moc

Chua c6 bing chiing vé anh hudng ctia thude 18n kha nang lai xe, van hanh may méc

11. Twong tic, twong Ky, ciia thuée

Twong tic thube

- Hap thu amoxicilin khong bi anh huong boi thirc 4n trong da day, do d6 cé thé udbng trude
hoic sau bira an.

-

- Nifedipin lam ting hép thu amoxicilin.

- Khi ding alopurinol cting amoxicilin s& lam ting kha ning phét ban ctia amoxicilin.

- CO thé c6 sy dbi khang giita chit diét khudn amoxicilin va cdc chat kim khudn nhu
cloramphenicol, tetracyclin.

Twong ky

Do khong c6 cac nghién ctru vé tinh twong ky cia thudc, khong tron 14n thube nay véi cac
thudc khac.

12. Tac dung khéng mong mudn

Thuong gap, ADR > 1/100

Ngoai ban (3 - 10%), thuémg xuét hién cham, sau 7 ngay diéu tr.

[t gap, 1/1000 < ADR < 1/100

- Tiéu héa: Budn nén, ndn, ia chay.

- Phan Umg qua min: Ban do, ban dat sin va may day, dic biét 13 hdi ching Stevens -
Johnson.

Hiém gdp, ADR < 1/1000

- Gan: Tang nhe SGOT.

- Than kinh trung wong: Kich ddng, v4t va, lo ling, mét ngu, It 1n, thay ddi tmg xtr va/hodc
chong mat.

- M4u: Thiéu mau, glam tiéu cdu, ban xuit huyét giam tiéu cdu, ting bach ciu ua eosin, giam
bach cdu, mét bach céu hat.
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13. Qua liéu va cdch xi tri

- Qua liu c6 thé gdy budn nén, ndn, dau vung thugng vi, tiéu chdy, ban.

- D¢ diéu tri qua lidu c6 thé 1am giam su hép thu cta thudc & dudng tiéu hoa bing than hoat
tinh, hodc gdy nén cho ngudi bénh. Trong mot sb trudng hop néu can thiét phai 4p dung bién
phap rira da day.

14, Pic tinh dwoc Ire hoc

Ma ATC: JO1CA04

Nhém dugc 1y: Cac penicillin phd rong

- Amoxicilin 14 aminopenicilin, bén trong méi truong acid, c6 phd tac dung réng hon
benzylpenicilin, dic biét c6 tac dung chéng truc khuin Gram am. Twong tu nhur cac penicilin
khéc, amoxicilin c6 tdc dung diét khuan, do trc ché sinh tdng hgp mucopeptid cua thanh té
bao vi khudn. In vitro, amoxicilin c6 hoat tinh vai phén 16n cac loai vi khuin Gram 4m va
Gram duong nhu: Lién cdu khudn, tu cdu khuin khéng tao penicilinase, H. influenzae,
diplococcus pneumoniae, N. gonorrheae, E. coli va Proteus mirabilis. Cling nhu ampicilin,
amoxicilin khong c6 hoat tinh véi nhitng vi khuén tiét penicilinase, dic biét cdc tu cdu khéng
methicilin, tit ca cic ching Pseudomonas va phdn 16n cac ching Klebsiella va Enterobacter.

- Amoxicilin ¢ tic dung in vitro manh hon ampicilin dbi v&i Enterococcus faecalis va
Salmonella spp., nhung kém tic dung hon déi v&i Shigella spp.. Phd tic dung cia amoxicilin
c6 thé rong hon khi dung déng thoi vai sulbactam va acid clavulanic, mot chit e ché beta -
lactamase. D4 c6 théng béo E. coli khang ca amoxicilin phdi hop véi acid clavulanic (16,8%).
15. Diic tinh dwge dong hoc

Amoxicilin bén viing trong méi truémg acid dich vi. Hip thu khéng bi anh hudng boi thie dn,
nhanh v hoan toan hon qua dudng tiéu hod so véi ampicilin. Khi uéng cing lidu lugng nhu
ampicilin, ndng @6 dinh amoxicilin trong huyét twong cao hon it nht 2 14n.

Amoxicilin phan b6 nhanh vao hdu hét cic mé va dich mang ndo, trr m6 néo va dich néo tuy,
nhwng khi mang n#o bi viém thi amoxicilin lai khuéch tan vao d& dang. Sau khi ubng liéu 250
mg amoxicilin 1 - 2 gid, ndng dd amoxicilin trong méu dat khoang 4 - 5 microgam/ ml, khi
ubng 500 mg, ndng d6 amoxicilin dat khoang 8 - 10 microgam/ ml. Tang lidu gép doi co6 thé
lam nong do thudc trong méu tang gép dbi. Nira doi ctia amoxicilin khoéng 61,3 phit, dai hon
& tré so sinh va ngudi cao tudi. & ngudi suy thin, nira doi cta thude dai khoang 7 - 20 gid.
Khoang 60% liéu uéng amoxicilin thai nguyén dang ra nuéc tiéu trong vong 6 - 8 gid.
Probenecid kéo dai thoi gian thai cia amoxicilin qua dudmg than. Amoxicilin ¢é ndng d6 cao
trong dich mét va mot phan thai qua phén.

16. Quy céch dong goi

Hop 5 vi x 10 vién nang cung, vi Alu-Alu

Hop 10 vi x 10 vién nang ctng, vi Alu-Alu

Hop 5 vi x 10 vién nang cing, vi PVC-Alu

Hop 10 vi x 10 vién nang cting, vi PVC-Alu

17. Piu kién bio quan, han ding, tiéu chuén chit lwgng ciia thude

- Piéu kién bao quan: Noi khd, nhiét do khong qué 30°C, tranh 4nh séng

- Han dung: 24 thang ké tir ngay san xuét

- Tiéu chuén chat lugng: TCCS
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18. Tén, dia chi co s& sian xuit thude
CONG TY CO PHAN DUQC - VAT TU Y TE THANH HOA
S6 04 dudmng Quang Trung, phuomg Ngoc Trao, thanh phé Thanh Hoa, tinh Thanh Hoé
SDT: 0237 3737888 - Hotline: 1800 8140

Ngay AQ. thang 19.. nam 2022
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