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MAU NHAN HOP AMOXICILIN 500MG 43774%
HOP 2 Vi X 7 VIEN NEN DAI BAO PHIM, TY LE 100%
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ORAL ROUTE

Box of 2 blisters of 7 film coated caplets

EACH FILM COATED CAPLET CONTAINS: STORAGE:
Amoxicillin (as amoxicillin trihydrate)............. 500mg Atadry place, below 30°C.
INDICATIONS H Sée ‘
| DOSAGE AND ADMINISTRATION:
| CONTRAINDICATIONS : lht:inaﬂsl KEEF OUT OF THE REACH OF CHILDREN
nsart READ THE LEAFLET CAREFULLY BEFORE USE

Bz ANOTHER INFORMATIONS

R( Thuéc ban theo don ;

TONG CONG TY DUGC VIET NAM - VINAPHARM

138B Giang Vo - Ba Binh - Ha Noi

CTCP DUQC PHAM TRUNG UONG 1 - PHARBACO

@ San xudt tai: 160 Tén Blrc Thang - Déng Da - Ha Noi

Thubc:
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THUOC UONG

Hop 2 vi x 7 vien nen dai bao phim GMP - WHO
== MBI VIEN NEN DAI BAO PHIM CHUA: BAO QUAN: Ndi khd, dudi 30°C. | |
‘ Am}:uddln (duti dang amoxicilin trihydrat)........500mg TIEU CHUAN: DBVN IV. |
CHI BINH : SOK / ROGN': oo -
CACH DUNG - LIEU DUNG: Xem trong 10
| CHONG CHI DINH 2 } huéng déin sir dung DE XA TAM TAY TRE EM.
CAC THONG TINKHAC  : =
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MAU NHAN Vi 7 VIEN NEN DAI BAO PHIM AMOXICILIN 500 mg

NGUOI THIET KE
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Amoxicilin 500mg
(duntl dang Amexicilin tritrpdrat)
CTCPDPTU 1 PHARBACO
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Amoxicilin 500mg

(duthl dang Amosdciiin tribydral)
SBK

CTCPDPTU 1 PHARBACO
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Amoxicilin 500mg

{duth dang Amaoudcilin tribydral)
SBK

CTCPDPTU 1 PHARBACO
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Amoxicilin 500mg

{dutsl daang Ammaomiciin tritvpdrat)
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CTCPDPTU 1 PHARBACO
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Amoxicilin 500mg

(i dang Amaxicilin trityydral)
SBK
CTCPDPTU 1 PHARBACO

Smgan®

Amoxicilin 500mg

(et dang Amaxicilin frifyydrat)
SBK:

CTCPDPTU 1 PHARBACO
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Amoxicilin 500mg

{dutsl dang Amoaiciiin trityydrat)
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CTCPDPTU 1 PHARBACO
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HUONG DAN SUDUNG THUOC

Vién nén dai bao phim AMOXICILIN 500MG
* Trinh bay: Hop 2 vi x 7 vién, kém t& huéng dén sir dung thudc.

* Thanh phan: Cho 1 vién:

Amoxicilin (dubi dang Amoxicilin ThYArat): ..o simiimasssissnsisssississssiniss 500,0 mg
Td dugc: Comprecel M112, magnesi stearat, HPMC 15cps, PEG 6000, titan dioxid, talc,
ethanol 96%, nuGc tinh Khi€l...........ooevieeeeeeeeeeeeeeeeeeee oo eeeseeeneeeno VA AU 1 vViED

1. Duoc luc hoc:

Amoxicilin la aminopenicilin, bén trong moi trudng acid, c¢6 phé tidc dung réng hon
benzylpenicilin, dac biét c6 tic dung chéng truc khudn Gram 4m. Amoxicilin c6 tdc dung diét
khuén do tc ché sinh téng hop mucopeptid ctia thanh t€ bao vi khudn. In virro, Amoxicilin ¢6
hoat tinh véi phan 16n céc loai vi khudn Gram am va Gram duong nhu: lién cdu khuin, tu cdu
khuén khong tao penicilinase, H.influenzae, Diplococcus pneumoniae, N.gonorrheae, E.coli
va Proteus mirabilis. Cling nhu ampicilin, amoxicilin khong ¢ hoat tinh v6i nhitng vi khuén
ti€t penicilinase, dac biét cdc tu cidu khiang methicilin, tit ca cdc ching Pseudomonas va phan
16n céic ching Klebsiella va Enterobacter.

Amoxicilin ¢é tic dung in vitro manh hon ampicilin d6i véi Enterococcus faecalis va

Salmonella spp., nhung kém tac dung hon d6i vé6i Shigella spp. Pho tac dung cia Amoxicilin

c6 thé rong hon khi ding déng thdi vé6i sulbactam va acid clavulanic, mot chat tc ché beta-

lactamase. Da c6 thong bao E. coli khang ca amoxicilin phoi hop véi acid clavulanic (16,8%).
2. Duoc dong hoc:

Amoxicilin bén viing trong moi trudng acid dich vi. Hap thu khong bi anh hudng boi thiic an,
nhanh va hoan toan hon qua duodng tiéu hod so v6i ampicilin. Khi uéng cung liéu luong nhu
ampicilin, néng do dinh Amoxicilin trong huyét tuong cao hon it nhét 2 1an. Amoxicilin phéin
b6 nhanh vao hdu hét cdc mo va dich trong co thé, trir mé ndo va dich ndo tuy, nhung khi
mang ndo bi viém thi Amoxicilin lai khuyéch tdn vao dé dang. Sau khi uéng licu 250 mg
Amoxicilin 1-2 gid, néng do6 Amoxicilin trong mau dat khoang 4-5 microgam/ml, khi uéng
500 mg, néng d6 Amoxicilin trong mau dat khoang 8-10 microgam/ml. Tang liéu gap déi cé
thé 1am néng do thudc trong mau ting gap doi. Amoxicilin uéng hay tiém déu cho nhimg
néng do thuéc nhu nhau trong huyét tuong. Thoi gian ban thai ciia Amoxicilin khoang 61,3 -
phiit, dii hon & tré so sinh, vA ngudi cao tudi. & ngudi suy than, thoi gian bédn thai cla thude

dai khoang 7-20 gido.

Khoing 60% liéu udéng Amoxicilin thdi nguyén dang ra nudc tiéu trong vong 6-8 gio.
Probenecid kéo dai thdi gian thai cia Amoxicilin qua dudng than. Amoxicilin ¢é nong do cao

trong dich mat va mot phén thai qua phan.

3. Chi dinh:

Piéu tri cdc nhiém khuin do céc vi khuidn nhay cam véi Amoxicilin gay ra, bao gém:

Nhiém khudn dudng ho hdp trén (bao gém tai, mii, hong) nhu viem Amidan, viém Xxoang,

viém tai gitfa.
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Nhiém khuédn dudng ho hdp duéi do lién ciu khuin, phé ciu khuén, tu cdu khudn khong tiét
penicilinase va H. influenzae.

Nhiém khuin dudng tiét niéu khong bién ching.

Bénh lau.

Nhiém khuidn dudng mat.

Nhiém khuin da, co do lién cdu khudn, tu ciu khuén, E. coli nhay cam véi amoxicilin.

4. Liéu dung - cdach dung: Theo sit chi dan ciia bdc s¥, hodc:

Liéu thudng ding 12 250 mg - 500 mg, cich 8 gidy mot lan.

Tré em dén 10 tudi c6 thé dung liéu 125 - 250 mg, cch 8 gi mot lan.

Tré du6i 20 kg thudong dung li€u 20 - 40 mg/kg thé trong/ngay.

Liéu cao hon, u6ng liéu duy nhat hoac trong cic dot ngin, dugc dung trong mot vai bénh:
Li€u 3 g, nhic lai mot ldn nita sau 8 gid dé diéu tri 4p xe quanh riang hoac nhac lai sau 10 - 12
gid d€ diéu tri nhiém khuén cap dudng tiét niéu khong bién chiing.

Dé du phong viém mang trong tim & ngudi dé mic, cho liéu duy nhat 3 g, cach 1 gid trude khi
1am tha thuat nhu nhé rang.

Diing phdc dé liéu cao 3g amoxicilin 2 1an/ngay cho ngudi bénh nhiém khuén dudng ho hap
nang hodc tai phat.

Néu can, tré em 3 - 10 tudi viém tai gifta c6 thé dung liéu 750 mg/lan, 2 lin méi ngay, trong 2
ngay.

D6i v6i ngudi suy than, phai giam li€u theo hé s6 thanh théi creatinin:

Cl creatinin < 10 ml/phiit: 500 mg/24 gio.

Cl creatinin > 10 ml/phit: 500 mg/12 gio.

5. Chéng chi dinh:

Ngudi bénh c6 tién st di ting véi bat ky loai penicilin ndo.

6. Thdn trong:

Phai dinh ky kiém tra chitc ning gan than trong su6t qué trinh diéu tri dai ngay.

C6 thé xay ra phan ting qui mén trim trong & nhitng ngudi bénh c6 tién st di Gng véi penicilin
hodc céc di nguyén khic, nén cin phai diéu tra k¥ tién sir di ing véi penicilin, cephalosporin
va cdc di nguyén khdc.

Néu phan tng di @ng xay ra nhu ban do, phu Quincke, s6c phan vé, hoi ching Stevens-
Johnson, phai ngung liéu phdp Amoxicilin va ngay lap tic di€u tri cap ctu bang adrenalin, thd
oxy, liéu phdp corticoid tiém tinh mach va thong khi, ké ca dat noi khi quan va khong bao gio
dugc diéu tri bang penicilin hoac cephalosporin nita.

7. St dung thuéc cho phu nit ¢é thai va cho con bii:

* Phu nit cé thai:

Str dung an toan amoxicilin trong thoi ky mang thai chua dugc xdc dinh ro rang. Vi vay, chi str
dung thudc ndy khi that can thiét trong thoi ky mang thai. Tuy nhién, chua ¢ bang chimg nao
vé téc dung c6 hai cho thai nhi khi dung amoxicilin cho ngudi mang thai.

* Phu nit cho con bi: Vi amoxicilin bai ti€t vao sita me, nén phai than trong khi dung thuéc

trong thoi ky cho con bi.
8. Anh huéng ciia thuéc lén khd ndng ldi xe va van hanh mdy méc:
Khong tim thdy trong céc tai liéu tham khao dugc.
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9. Tuong tdc thuéc:
Hap thu Amoxicilin khong bi 4nh hudng bdi thic an trong da day, do dé ¢6 thé uéng trudc
hodc sau bita an.
Nifedipin lam tang hap thu Amoxicilin.
Khi ding alopurinol ciing v6i Amoxicilin hoac ampicilin s& lam ting kha nang phdt ban cta
ampicilin, Amoxicilin.
C6 thé c6 su doi khdng giita chat diét khuin Amoxicilin vi cdc chat kim khuin nhu
cloramphenicol, tetracyclin.
10. Tac dung khong mong muén:
Thuwong gap, ADR > 1/100
- Ngoai ban (3-10%), thuong xudt hién cham, sau 7 ngay diéu tri.
It gap, 1/1000 < ADR < 1/100
- Tiéu hod: Budn non, nén, ia chay.
- Phén ung qud mén: Ban do, ban dit san va may day, dac biét 1a hoi ching Stevens-
Johnson.
Hiém gdp, ADR < 1/1000
- Gan: Tang nhe SGOT.
- Thén kinh trung wong: Kich dong, vat va, lo lang, mét ngu, 1 lan, thay déi tmg xir
va/hoac chéng mat.
- Mau: Thi€u mdu, giam ti€u ciu, ban xuat huyét giam tiéu ciu, tang bach cau ua eosin,
giam bach ciu, mat bach cdu hat.
Thong bao cho bac si cac tic dung khong mong muén gap phai khi dung thuoc.
* Huéng ddn xit tri ADR:
Nhimng phan tmg khong mong mudn ciia amoxicilin & duong tiéu héa, & mau thuong mét di
khi ngimg diéu tri.
May day, cdc dang ban khdc va nhitng phan (mg giéng bénh huyét thanh c6 thé diéu tri bang
khdng histamin, va néu cén, diing liéu phdp corticosteroid toan than. Tuy nhién khi phan tng
nhu vy xay ra, phai ngimg dung amoxicilin, trir khi c6 ¥ kién ctia thdy thudc trong nhiing
truong hop dic biét, nguy hiém dén tinh mang ma chi c6 amoxicilin méi giai quyét duoc.
11. Bdo quadn, han ding:
- Bdo qudn: Duéi 30°C, noi kho.
- Han diing: 36 théng ké tir ngdy sin xuat.

Thuéc nay chi ding theo su ké don cua bdc sy.
Dé xa tam tay tré em. Poc ky hudng dan su dung trudc khi ding.
Néu can thém thong tin, xin hoi y kién cua bdc si.

Khong ding khi thuéc da hét han si dung, vién thuoc bi vd, bjé

' Nha sin xudt: CTCP DUJC PHAM TRUNG UONG I - B
Dia chi: 160 Ton Dic Thang - Dong Da — Ha N{)T

A Sa it tai: Thanh Xuan - S6c Son - Ha Noi
% waf” an xudt tai: 8




