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Amoddliin (dudl dang Amodcilin fribydrat):............500 mg
Ta mr v, B e 1 vién nang cing HD/Exp.Date:
CHI DINH, CACH DUNG VA LIEU DUNG, CHONG CHI BINH Co s sdin
WA CAC THONG TIN KHAC: CONG T¥ GO PHAN LIEN DOANH DUOC PHAM
Xin doc 16 hudng odn sl dng bén frong hop ELOGE FRANCE VIET NAM
Khu cong nghiép Qué VB, xa Phudng
LI, huyén Qué Va. finh B&c Ninh
BAO QUAN: DT 0222.3617.888 FAX: 0222.3617.789
Mot khé mat, nhiét a6 khong qua 30°C, franh dnh sang.
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Exciplents .q.s. one capsule

INDICATIONS, DOSAGE & METHOD ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATION:
Read the leaflet inside.

STORAGE:
Store in a dry ploce, temperature not above 30°C,
protect from light,

Manufocfured by:

ELOGE FRANCE VIETNAM
PHARMACEUTICAL JOINT - STOCK COMPANY
Gue Vo industrial zone, Phuong Lieu
communa. Sue Yo dstic]. Boc Ninh provincs
Tel: +84 202 3417 888 | Fooe +84.272 3617.789
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Amoxicitin ( dudi dang Amoxicilin trihydrat) 500 mg
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SDK /Reg.N°:
Amondcillin (cu Arnoulch B3 = S 500 mg
one capsule
INDICATIONS, DOSAGE & METHOD ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATION: Monutachsd bi:
Read the leafiet nside. ELOGE FRANCE VIETNAM

PHARMACEUTICAL JOINT - STOCK COMPANY

Que Vo industrial zone, Phuong Lieu
STORAGE: commUne, Gue Vo defrict, Bac Ninh provine
Store in a dry place, temperature not above 30°C, Tak +84.707.3617.888 | Fone +B4.272,3617,789
protect from Bght.
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RX FRANMOXY 500

LIEN DOANH
DUGC PHAM

ELOGE FRANCE

Doc ky huong-dan sir dung trieée khi dimg
Thuéc nay chi dimg theo don thuéc

THANH PHAN:
Thanh phan hoat chat:
Amoxicilin (dudi dang Amoxicilin trihydrat) .............. 500 mg

Thanh phan ta dwge: Colloidal silicon dioxyd, natri lauryl sulfat, magnesi stearat vira da 1 vién.

DANG BAO CHE:
Vién nang clrng mau do - vang, bén trong chira bot thude mau tring nga.

CHI PINH:

Amoxicilin dugc chi dinh diéu tri nhiém khuin do vi khudn nhay cam & ca ngudi 16n va tré

em:
- Viém xoang cip tinh
- Viém tai gita cap tinh
- Viém amidan va viém hong cap tinh do Sreptococcus
- Dot cép ctia viém phé quan man tinh
- Viém ph6i mic phai cong dong
- Viém bang quang cép tinh _
- Nhiém khuan niéu khéng triéu chirmg khi mang thaﬂﬁ\_/
- Viém bé than cép tinh
- St thuong han va pho thuong han
- Ap xe ring kém theo viém md té bao lan toa.
- Nhiém trung khép gia
- Nhiém vi khuan Helicobacter pylori
- Bénh Lyme
- Du phong viém mang trong tim

CACH DUNG, LIEU DUNG:
Cdch dimg: Udng ca vién thude véi nude.

Liéu leong: Liéu dung cta thudc tiy theo mirc d§ nhay cam cua vi khuan giy bénh, mure do
va vi tri nhiém khuén, tudi tc, can niing va chirc ning than cia ngudi bénh. Thoi gian di€u

tri tuy theo loai nhiém khuén va dap tmg ctia nguoi bénh.



\g, cich 8 gid/lan; hodc 750 mg - 1 g, cach 12 gio/lan.

Trudng hop nhiém khuin ning: 750 mg - 1 g, cach 8 gidv/lan.
Viém bang quang cap tinh: ¢6 thé dung li¢u 3 g x 2 lan/ngay trong 1 ngay.
Viém tai giita cip tinh, viém amidan va viém hong cép tinh do Sreprococcus, dot cip
ctia viém phé quan man tinh: 500 mg, cich 8 gio/ldn; hodic 750 mg - 1 g, cach 12
gio/lan.
Truong hop nhiém khuin ning: 750 mg - 1 g, cach 8 gio/lan, trong 10 ngay.
Viém phdi mic phai cong ddng: 500 mg - 1 g, cach 8 gior mot lan.
St thuong han va phé thwong han: 500 mg - 2 g, cich 8 gio/lan.
Nhiém tring khop gia: 500 mg - 1 g, cach 8 gio/lan.
Dy phong viém mang trong tim: lidu duy nhit 2 g, udng trude khi lam thu thuat 30 - 60
phut.
Nhiém vi khuén Helicobacter pylori: 750 mg - 1 g x 2 lan/ngay, phdi hop véi thude tc
ché bom proton (omeprazole, lansoprazole) va khang sinh khac (clarithromycin,
metronidazole), dung trong 7 ngay.
Bénh Lyme:

+ Thoi ky dau: 500 mg - 1 g, cach 8 gio/lan, lidu ti da 4 g/ngay, dung trong 14 ngay
(10-21 ngay).

+ Thoi ky cudi: 500 mg - 2 g, cach 8 giovlan, lidu toi da 6 g/ngay, dung trong 10-30
ngay.

Liéu ding cho tré em dwdéi 40 kg:

Viém xoang cip tinh, viém tai gitra cép tinh, viém phoi mM cong dong, viém bang
quang cép tinh, viém bé than cap tinh, 4p xe ring kém theo viém md té bao lan toa: 20 -
90 mg/kg/ngay, chia 2 - 3 lan.
Viém amidan va viém hong cép tinh do Sreptococcus: 40 - 90 mg/kg/ngay, chia 2 - 3
lan.
Sét thuong han va pho thuong han: 100 mg/kg/ngay, chia 3 lan.
Du phong viém mang trong tim: 50 mg/kg, udng liéu duy nhat trude khi lam thu thuét
30 - 60 phat.
Bénh Lyme:

+ Thoi ky ddu: 25 - 50 mg/kg/ngay, chia 3 lan, ding trong 10-21 ngay.

+ Thoi ky cudi: 100 mg/kg/ngay, chia 3 lan, dung trong 10-30 ngay.

Liéu ding cho nguwoi suy thin:

Téc dd loc ciu than (ml/phut) | Nguoi 16n va tré em > 40 kg Tré em <40 kg
> 30 Khong can didu chinh lidu  |Khong can diéu chinh licu
10 - 30 Téi da 500 mg x 2 lan/ngdy |15 mg/kg x 2 lan/ngay




s/gg'ﬁ;;\\\ (ti da 500 mg x 2 lén/ngay)
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Téi da 500 mg/ngay. Liéu don 15 mg/kg (t6i da 500 mg)

VIET NAM

mg/kg/ngay. Udng lidu b sung 15 mg/kg trude khi thdm phan. Pé khoi phuc ndng do thude
trong mdu, dung thém liéu 15 mg/kg sau khi thdm phan.
Liéu diing cho nguwoi thim phin mang bung: 15i da 500 mg/ngay.

CHONG CHI PINH:

- Qué’ man véi amoxicilin, khang sinh nhém penicilin hodc bt cir thanh phin nao cua
thuoc.

- Tién str phan (mg qua min nghiém trong (sdc phan vé) véi cac khang sinh beta-lactam (vi
du: cephalosporin, carbapenem, monobactam).

CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Trude khi diéu tri véi amoxicilin, can tim hiéu tién st phan tng qua man véi cic khang
sinh penicilin, cephalosporin hodc céc khang sinh beta-lactam khac. Néu xay ra phan tmg
di ng, nén ngirng thudc va diéu tri bing thudc khac phi hop.

- Cén than trong, chi dung thudc khi x4c dinh vi khuan gy bénh nhay cam véi amoxicilin,
dic biét khi diéu tri nhiém khudn duong tiét niéu va nhiém khuén tai miii hong ning.

- C6 thé xay ra co giat & ngudi bénh c¢6 chirc ning than suy giam, dung liéu cao hogc ¢6
tién st co giat, dong kinh, bénh mang ndo. Cin diéu chinh liéu theo muc dg suy than.

- C6 thé xudt hién cac phan tmg da nhu mun mu, ban dé kém theo sét. D6 6 thé la triéu
chimg cua hoi chimg ngoai ban mun mi toan thin ¢dp tinh (AEGP). Tranh ding
amoxicilin cho ngudi bénh ting bach ciu don nhin gfigm khuan, do nguy co phat ban.

- €6 thé xay ra phan tng Jarisch-Herxheimer khi diéu trj bénh Lyme.

- Sir dung dai ngay c¢6 thé lam phat trién qua mirc cac vi khuan khong nhay cam. Viém dai
trang lién quan t6i khang sinh da dugc béo céo. Cén cht y chan doan bénh ndy & ngudi
bénh tiéu chay trong hodc sau khi ding khang sinh.

- Di c6 bao cdo truong hop ting men gan va thay doi cong thie mau. Nén dinh ky danh
gia chirc ndng gan, than va tao méu khi diéu tri dai ngay.

- Hiém gip truong hop kéo dai thoi gian prothrombin khi didu tri bing amoxicilin. C6 thé
phai diéu chinh liéu cua thude chong dong mau duong udng khi ding dong thoi.

- O ngudi bénh giam lugng nude tiéu, c6 thé bi tinh thé niéu. Khi dung amoxicilin lidu cao,
cin bd sung diy du nudc. O nguoi bénh dit 6ng thong bang quang, can thuong xuyén
kiém tra duong 6ng.

- C6 thé c6 phan g duong tinh gia khi thyc hién cac xét nghiém bing phuong phap hoa
hoc. Khi xét nghiém glucose niéu, nén dung phuong phap enzym. Amoxicilin ¢o thé lam
sai léch két qua dinh luong estriol ¢ phu nir ¢6 thai.
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LIEN DOANH
EOPNGTIY .

Plim i cGtltai: Nghién ciru trén dong vat khong thay tac dung c6 hai ctia amoxicilin toi
sah. Cac dit liéu han ché vé viée sir dung amoxicilin trong thoi ky mang thai &
nguoi cling khong chi ra nguy co gy di tat bam sinh. Cé thé dung amoxicilin cho phu nit
¢o thai khi lgi ich cao hon nguy co.

- Phu ni¥ cho con bii: Amoxicilin bai tiét mot lugng nho vao sita me, c¢6 thé gay tiéu chay,
nhiém ndm mang nhay & tré bi me. Chi dung thude cho phu nit dang cho con bu sau khi
danh gia loi ich, nguy co.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
C6 thé xay ra cic tac dung khong mong mudbn nhu phan tng di tmg, chéng mit, co giat giy
anh hudng t6i kha nang lai xe va van hanh may mac.

TUONG TAC, TUONG KY:

- Probenecid lam giam thai trir amoxicilin din téi ting ndng do thude trong huyét twong.

- Dung dong thoi amoxicilin véi allopurinol ¢6 thé lam ting kha ning gdy phan tng di ing
trén da.

- Tetracyclin va cac thube kim khuén khéc ¢6 thé anh huéng téi kha nang diét khuén cua
amoxicilin.

- Da c6 truong hop tang chi s6 binh thuong héa qudc t& (INR) & ngudi bénh diéu tri bing
amoxicilin ddng thdi véi acenocoumarol hay warfarin. Can theo doi thoi gian
prothrombin hodc chi s6 INR, c6 thé phai diéu chinh li¢u thudc chéng dong.

- Cac penicilin ¢6 thé lam giam thai trir dan t¢i ting ddc tinh cua methM.

TAC DUNG KHONG MONG MUON:

Thuong giip: tiéu chay, budn non; ban da.

it gip: non; mé day, ngira.

Rét hiém gip: nhiém nam Candida niém mac; giam bach cdu c6 hdi phuc (bao gdbm mét bach
cdu hat), giam tiéu cdu c6 hoi phuc, thiéu mau tan mau; kéo dai thoi gian chay méu va thoi
gian prothrombin; phan g di (g nghiém trong, bao gdém phit mach than kinh, séc phan vé,
bénh huyét thanh, viém mach qua man; ting van dong, chong mit, co giat; viém dai trang
(bao gém viém dai trang mang gia, viém dai trang xudt huyét, ludi moc 16ng den; viém gan,
vang da & mat, ting men gan AST, ALT; phan Gmg da nhu hong ban da dang, hdi ching
Stevens-Johnson, hoai tir thugng bi nhiém doc, bong nudc, viém da troc vay, hoi chirmg
ngoai ban mun mu toan than cép tinh (AEGP); viém thén kg, tinh thé niéu.

Ngoai ra c6 thé gip phan tng Jarisch-Herxheimer.

QUA LIEU VA CACH XU TRi:



on non, non, tiéu chay, mat cdn bang nudc va dién giai; tinh thé niéu din téi
at co theé xay ra & ngudi bénh suy than hodc ding liéu cao.
i triéu ching, chl y can bang nudc-dién giai. Amoxicilin ¢6 thé dugc loai bo

PAC TINH DUQC LUC HOC:
Nhom dwgc ly: Khdng sinh nhom penicilin, Ma ATC: J01CA04
o Co ché tac dung: Amoxicilin 1a mot penicilin ban téng hop (khang sinh beta-lactam),
¢6 tac dung diét khuan do gin vao mét hodc nhiéu enzym (cac protein gin penicilin) cua
vi khudn, din t6i e ché sinh tong hop peptidoglycan, mot thanh phan cdu tric quan
trong cta vach té bao vi khuan.
Amoxicilin khong ¢6 tac dung trén cac vi khuén khang thude sinh beta-lactamase.
e Mbilién quan giira dwgc dong hoc va duge lue hoc:
Thoi gian ndng do khéng sinh duy tri & mirc cao hon ndng dd e ché i thidu (T>MIC)
14 yéu t6 chui yéu quyét dinh hiéu luc ctia amoxicillin.
e Co ché khiang thude: Cac co ché khang amoxicillin bao gdm:
- Khir hoat tinh khéng sinh béi beta-lactamase cta vi khuan.
- Thay ddi céc protein gin penicilin, 1am giam ai luc ctia thude vai dich tac dong.
- Giam tinh thdm cua té bao vi khudn hoic bom diy khang sinh ra khoi té bao c6 thé 1a
co ché gay dé khang khang sinh cta vi khuan, dic biét 1a vi khudn Gram am.
e Pho tic dung:
Amoxicilin ¢6 téc dung in vitro trén céc vi khuén sau:
Hiéu khi Gram duong Enterococcus faecalis, Streptococci beta tath (nhom A, B, C, G),
Listeria monocytogenes.
Céc vi khuén c6 thé khang thudc mic phai:
Hiéu khi Gram duong: Staphylococcus coagulase am tinh, Staphylococcus aureus (hau hét
tAt ca S. aureus khang amoxicilin do sinh penicillinase, tat ca cac ching khang methicillin
déu khang amoxicilin), Streptococcus pneumoniae, Streptococcus nhom Viridans.
Hiéu khi Gram am: Escherichia coli, Haemophilus influenzae, Helicobacter pylori, Proteus
mirabilis, Salmonella typhi, Salmonella paratyphi, Pasteurella multocida.
Ki khi Gram duong: Clostridium spp.
Ki khi Gram am: Fusobacterium spp.
Cac chung khac: Borrelia burgdorferi.
Céc vi khudn khéng thude:
Hiéu khi Gram duong: Enterococcus faecium.
Hiéu khi Gram am: Acinetobacter spp., Enterobacter spp., Klebsiella spp., Pseudomonas
Spp.
Ki khi Gram dm: Bacteroides spp.
Cac vi khuan khac: Chlamydia spp., Mycoplasma spp., Legionella spp.
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PAC TINH DUQC PONG HOC:
Amoxicilin duge hip thu tét va nhanh qua dudng tiéu héa. Sinh khia dung dudng ubng
khoang 70%. Thoi gian dat ndng d6 dinh trong huyét twong khoang 1 gio. Trong khoang lidu
tir 250 — 3000 mg, sinh kha dung tang tuyén tinh véi lidu dung. Hap thu khong bi anh hudng
bai thire dn.
Khoang 18% amoxicilin lién két v6i protein huyét twong. Sau khi tle ;
phan bd trong tii mat, mé bung, da, co, mé md, hoat dich, dich %{

Amoxicilin khong vao dich ndo tay. Thude qua dugc nhau thai va phiin %ngﬁiﬁ ¢
Khoéng 10 25% amoxicilin chuyén hoa thz‘mh acid penicilloic khﬁng 3 Ho2 :

25 lit/gio & nguoi binh thuong, Khoang 60-70% amoxicilin thai trLr qua than dum dang
khong doi trong 6 gid diu sau khi udng liéu don 250 mg, 500 mg. Amoxicilin thai trir qua
than 50-85% trong vong 24 gio. Probenecid lam cham thai trir amoxicilin. Amoxicilin c6 thé
bi loai bo khi thim phén méu.

Tuéi tdc: Thoi gian ban thai ciia amoxicilin & tré em trén 3 thang tudi va ngudoi 16n 1a trong
tu nhau. O tré so sinh (bao gdm ca tré sinh non), trong tuan dau tién khong nén dung thude
qué 2 lan/ngay do su thai trir thude qua than con chua hoan thién.

Gidi tinh: Giéi tinh khong anh huong dén dugc dong hoc cuia amoxicilin khi dung duong
udng.

Suy than: Do thanh thai cia amoxicilin giam ti 1& v&i su suy giam chic ning than. Can diéu

chinh liéu cho nguoi bénh suy than

Suy gan: Amoxicilin nén sur dung than trong cho nguoi bénh su%{vﬁ nén kiém tra chirc
nang gan thuong xuyén.

QUY CACH PONG GOI: Hop 5 vi x 10 vién; Hop 10 vi x 10 vién.

PIEU KIEN BAO QUAN: Noi kho mat, nhiét d6 khong quéa 30°C, tranh 4nh sang.
HAN DUNG: 36 théng ké tir ngdy san xuat.

TIEU CHUAN CHAT LUQNG: DBVN

Co sé san xuit: Cong ty C6 phian lién doanh dwge pham Eloge France Viét Nam
Dia chi: Khu cong nghiép Qué Vo, xa Phuong Liéu, huyén Qué Vs, Bac Ninh
Dién thoai: 0222.3617.888 Fax : 0222.3617.789
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