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4.- MAU NHAN CHAI (200 vién nang ciing

COMPOSITION: Each capsule containg

Amaoxicilin tihydrate equivalent to 500mg

amaxyicilln anhydrous

Excipients: R 45 1capsule

INDICATIONS: Upper respirator tract infections, eg ofilis media,
sinusitis, tonsillims, pk gitis and laryngitis. Lower i fract
intections, eg pneumonia, acule and chronic bronchitis, lung abscess,
emphysema and bronchiectasis. Skin and soft tissue infection, &g
cellutitis and infected wounds, Veneral infections, eg genorhoes
caused by penicillin - sensitive organism. Urinary tract infections,
severe systemic infections and in pelvic infections.

INDICATIONS; CONTRAINDICATIONS,
DOSAGE & ADMINISTRATION:

} Read the leatiel carefully

Specification: Manwtacturer's FAeg. Na:

READ INSTRUCTIONS CAREFULLY BEFORE USE
KEEP OUT OF REACH OF CHILDREN
STORE IN A DRY PLACE, NOT EXCEEDING 30°C. PROTECT FROM LIGHT

CONG TY CO PHAN DUGC PHAM T.U VIDIPHA
18402, L& Vin S§, Phuing 10, Quin Phd Nhadn, TP.HCM
PT: (D8)-384401 (6 Fas: (B4-8)-38440446
SX tai: Chi nhinh CTY CPDP T VIDIPHA tinh Binh Didag

GMP - WHO

-_h

.500mg

n trong céc bénh sau: Nhidm khudn dudng hé ndp trén.
khudin dugng hd hip dudi do lién cdu khufn, phé cdu
&n, W cdu khufn khing 1€l penicilinase va Hinfluenzae.
Nhigm khudn dugng 1ié1 nidu khang bign ching, Bénh 14y, Nhidm
khudn duting mat Nhifm khudn da, co do lién cdu khudn, ty cdu
khuén, E. coli nhay cdm vdi amoxicilin.

CHENG CHI BINH: Xin doc kf
LIEU LUGNG & CACH DUNG: 19 hung ddn suf dung
Tidu chudn: TCCS SOK:

BOC KY HUONG DAN S0 DUNG TRUOC KHI DONG
o€ xA TAM TAY CUA TRE EM
BAD QUAN NOI KHO, NHIET B KHONG OQUA 30°C, TRANH ANH SANG

Sod lod SX /Lot :
Ngaey SX / Mfg.

HD/ Exp.:

\..
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3.- MAU T3 HUONG DAN SU DUNG THUBC: (MAT A)

Rx

THUSE BAN THED BON

THANH PHAN: M&i vién nang chia:

+ Hoat chdt chinh:  Amoxicilin ...........ooo...... 500mg
(Dudi dang amoxicilin trinydrat)
+ Té dugc: Tinh bét sén, magnesi stearat, natri lauryl sulfat.

cHi BINH: DUng cho cdc trudng hgp vi khuén con nhay cAm vdi amoxicilin trong céc bénh sau:

+ Nhi&m khu&n dudng hé h&p trén.

+ Nhiém khudn dudng hé h&p dudi do lién c4u khudn, phé cdu khudn, tu cdu khudn khéng
ti€t penicilinase va H. Influenzae.

+ Nhiém khudn dudng tit nigu khang bign ching.

+ Bénh lau.

+ Nhiém khudn dudng mat.

+ Nhi&m khudn da, cd do lién cdu khudn, tu cdu khudn, E. Colinhay cim vdi amoxicilin

CHONG CHI BINH: Ngudi bé&nh cd tién s dj dng vdi cdc khang sinh nhdm & - lactam.

LIEU LUGNG & CACH DUNG:

+ Ngusl Ién: thuding ding 500mg, 3 I&n/ngay.

Dang bao ché nay khéng thich hgp cho tré em dudi 10 tudl.

Luu y: thél gian diéu tri nén kéo dai it nhat tit 7 d&n 10 ngay.

B8i vdi ngudi suy than, phai gidm liu theo hé sé thanh thai creatinin (CC)

CC tir 10m! t8i 30ml/phut: 500mg m&i 12 giy

CC nhd hon 10ml/phit: 500mg, mdi 24 gid

- Bénh nhan thdm tdch mau: 500mg m&i 24 gi&s v 1 liéu b8 sung trong khi dang thdm tach

vA sau dgt thdm tach.

TAC DYUNG KHONG MONG MUGN: W

'[rhm‘:tng gap: Ngoal ban thudng xudt hign cham, sau 7 ngay diéu trj.

tgap:

+ Tiéu hod: budn ndn, ndn, tigu chay.

. ﬁhfn ung qué man: ban dd, ban dét sdn va may day, dic bigt 14 hdi chiing Steven —

ohson.

Hi€m gdp:

+ Gan: tdng nhe SGOT

. Trl:g.n kin; trung uang: kich djng, vat va, lo lang, mat ngd, I I&n, thay d6i ang x{ va/hodc
chéng mat.

+ Mau: thi€u mau, gidm tidu cdu, ban xust huy#t, gidm tiéu cdu, tang bach céu ua eosin,
gidm bach cdu, mét bach cdu hat.

Ghi chu: thong bédo cho bédc s§ nhiing tac dung khéng mong mudn gap phai khi st dung thudc.

THAN TRONG:

+ DBinh ki kiém tra chuc nang gan, than trong sudt qua trinh didu tri dai ngay.

+ C6 thé xay ra phan ung qua mén trdm trong & nhiing nguai bénh cé tién sif dj tng vai
penicilin hoic cdc dj nguyén khdc, nén cén phai diéu tra ky tién si dj dng vdi penicilin,
cephalosporin va cédc dj nguyén khéc.

+ N&u phan ung di Ung nhu ban d&, phit Quincke, séc phan vé, héi ching Stevens —
Johnson, phai nging liéu phap amoxicilin va ngay lap tuc diéu tr| cdp ciu bing adrenalin,
thd oxy, ligu phap corticoid ti€m tinh mach va théng khi, k& ca dat ndi khi quan va khéng
bao gi¢ dugc diéu trj bAng penicilin hoic cephalosporin.

PHU NO* MANG THAL: s dung an toan amoxicilin trong thdi ky mang thal chua xac dinh rd

[

rang. Vi vay, chi sif dung thuSc nay khi that cdn thiét trong thdi ky mang thai. Tuy nhién, -

chua D?] biing chung nao vé tac dyng cé hai cho thai nhi khi diing Amoxicilin cho ngudi

mang thai. =
PHY NI’ NUOI CON BU: vi amoxicilin bai tiét vao siiame, nén phéi than trong khi ding thuc Ny

trong thdi ky cho con bu. b.%

LAI XE VA VAN HANH MAY MOC: (chua cé tai ligu)

TUONG TAC THUGC:

+ Nifedipin lam tang h&p thu amoxicilin.

+ Khi ung chung véi alopurinol, Iam tang kha nang phat ban clia amoxicilin.
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4- MAU TG HUONG DAN SU DUNG THUGC: (MAT B)

+ C6 thé cb sy d6i khdng gidia chét diét khudn amoxicilih
cloramphenicol, tetracyclin,

DUGC LYC HQC:

+ Amoxicilin 14 aminopenicilin, bén trong méi truding acid, cé phd tac dung rong hon

benzylpenicilin, dac biét cé tac dung chdng tryc khudn Gram am. Tudng tu nhu céc

penicilin khéc, Amoxicilin tdc dung diét khu&n, do c ché sinh tdng hop mucopeptid cla
thanh t& bao vi khudn. In vitro, Amoxicilin ¢6 hoat tinh vdi phén Ién edc loai vi khudn Gram
am va Gram duong nhu: Lign cdu khudn, tu cAu khun khong tao penicilinase,

H.influenzae, Dipl is p niae, N.g heae, E.coliva Proteus mirabilis. Cling nhu

ampicilin, Amoxicilin khéng cé hoat tinh vdi nhiing vi khu#n tiét penicilinase, dac biét cac

ty cdu khdng methicilin, tat ca cdc chiing Pseudomonas va phan Ién cac ching Klebsiella
véa Enterobacter.

Amaoxicilin cé tdc dyng in vitro manh hon ampicilin d8i vdi Enterococcus faecalis va

Salmanelia ?p..nhung kém tac dung hon déi vdi Shigella spp. phé tdc dung clla Amoxicilin

c6 thé rong han khi diing déng thai vdi sulbactam va acid clavulanic, mot chat de ché

1ason - lact Ba cd théng bédo E.colikhdng cd Amoxicilin phdi hop vdi acid

clavulanic (16,8%)

+ Theo théng bdo s6 2 va s6 3 nam 2000 cla chudng trinh gidm sét quéc gia vé tinh hinh
khéng thudc clia vi khudn gay bénh thuding gap (A%TS} thl mue d8 khang ampicilin cda
E.colila 66,7%, Salmonella typhila 50%, Shigella |4 57,7%, Acinetobacter spp. 14 70,7%,
cAc vi khudn dudng ruét khc (Citrobacter, Enterobacter, Klebsiella, Morganella, Profeus.
Serralia,...) 14 84,1%, Streptococcus spp. 14 15,4% cla cac chling Enterobacter spp. 1a
13,1% va cdce ching tryc khudn Gram am khac (Ach bacter, Chri X
flavobacterium, pasteurella...) 14 66,7%

DUQC PONG HOC:

+ Amoxicilin bén viing trong méi trudng acid dich vi. H&p thu khéng bj &nh huding bai thic
&n, nhanh v& hoan toan hon qua duing tiéu héa so vdi ampicilin, Khi uéng cling liéu lugng
nhu aglé:icirin, néng dd dinh amoxicilin trong huyét tuung cao hon it nhat 2 14n. Amoxicilin
phén b& nhanh vao hdu hé&t cdc mé va dich trong co thé, trlii m6 néo va dich no tly, W

-

nhung khi mang néo bj viém thi amoxicilin lai khuéch tdn vao dé dang. Sau khi udng liéu

250mg amoxicilin 1 - 2 gia. nénﬁg 46 amoxicilin trong mdu dat khodng 4 - 5 microgam/ml.

Tang lidu iﬁp déi cé thé lam ndng do thudc trong m4u tang gap déi. Nia ddi cla

amoxicilin khodng 61,3 phut, dai han & tré sd sinh va ngudi cao tudi. O ngudi suy than, niial

ddi cha thudc dai khoang 7 - 20 gid.

Khodng 60% liéu ubng amoxicilin thai nguyén dang ra nudc tidu trong véng 6 - B gid.

Probenecid kéo dai thdi gian thdi clia amoxicilin qua duding than. Amoxicilin cé néng do

cao trong dich mat va mét phdn thai qua phén.

QUA LIEu, XU TRI:

+ Triéu ching: it khi xdy ra, bao gém: tdm thdn, san than, tiéu héa.

B x% tri: ki€m soat sy can bang dién gidi trong truding hop c6 triéu ching réi loan & da day -
rugt.

QuI CACH DONG GOI:

+ Hop 10 vi x 10 vién nang cdng.

+ Chai 100 vién nang cing.

+ Chai 200 vién nang cung.

EAO QUAN: Noi khé, nhigt do khong qué 30°C, trénh anh sang.

-

AN DUNG: 36 thang k& t ngay san xudt.

1EU CHUAN; TCCS . i

CHU ¥: THUGC NAY CHI DUNG THEO BON CUA BAC SY
Khéng sif dyng thude néu:

+  Vién thude bj bién mau, mop méo, nut va.

Vi thudc b rach.

Chal thuée bj nit, mét nhan

Phéi ngung diing thusc ngay va théng bdo cho béc s§ khi gip nhing trigu chiing dj ung
Boc ki hudng dén sif dyng trude khi ding. NEu cdn thém théng tin, xin héi y kign bac
BE xa tdm tay tré em.

Khéng ding thudc qué han ding ghi trén nhan.

* e 000

CONG TY CO PHAN DUGIC PHAM TRUNG UONG VIDIPHA
184/2 L& Viin S, Phuding 10, Quin Pha Nhudn, TP HCM
BT {0B) - 38440108 Fax: (84 - B) - 38440446
Sdn xult tek- chi nhinh CTY CPDP T.UF VIDIPHA tinh Bink Duong
VIDIFHA Ap Tan Binh, x4 T&n Higp, huyén Tan Uyén, tinh Binh Dugng

PHO CUC TRUBNG

Nouyin Vin Chank




