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CONG TY CPDP TIPHARCO

Auclanityl 562,5mg

Amoxicilin 500mg
(tuang duong Amoxicilin trihydrat compacted) 574mg
Acid clavulanic 62,5mg

(tuong duong Potassium clavulanate/Avicel) 148.8mg

GMP-WHO

Auclanityl 562,5mg

Amaxicilin 500mg
(tuong duong Amoxicilin trihydrat compacted) 574mg
Acid clavulanic 62,5mg
(tuong duong Potassium clavulanate/Avicel) 148,8mg

CONG TY CPDP TIPHARCO

Auclanityl 562,5mg

Amoxicilin 500mg
(tuong duong Amoxicilin trihydrat compacted) 574mg
Acid clavulanic 62,5mg

(tuong duong Potassium clavulanate/Avicel) 148,8mg

GMP-WHO

Auclanityl 562,5mg

Amoxicilin 500mg
(tuong duong Amoxicilin trihydrat compacted) 574mg
Acid clavulanic 62,5mg
(tuong duong Potassium clavulanate/Avicel) 148,8mg

CONG TY CPDP TIPHARCO

Auclanityl 562,5mg

Amoxicilin 500mg
(twong duong Amoxicilin trihydrat compacted) 574mg
Acid clavulanic 62,5mg
(tuong duong Potassium clavulanate/Avicel) 148,8mg

GMP-WHO

Auclanityl 562,5mg

Amaxicilin 500mg
(tuong duong Amoxicilin trihydrat compacted) 574mg
Acid clavulanic 62,5mg
(twong duong Potassium clavulanate/Avicel) 148,8mg

CONG TY CPDP TIPHARCO

Auclanityl 562,5mg

Amoxicilin 500mg
(tuong duong Amoxicilin trihydrat compacted) 574mg
Acid clavulanic 62,5mg
(tuong duong Potassium clavulanate/Avicel) 148,8mg

GMP-WHO

Auclanityl 562,5mg

Amaxicillin 500mg
(tuong duong Amoxicilin trihydrat compacted) 574mg
Acid clavulanic 62,5mg
(tuong duong Potassium clavulanate/Avicel) 148,8mg

CONG TY CPDP TIPHARCO

Auclanltyl 562 Smg

Amoxicilin
(tuong duong Amaxicilin trihydrat compacted) 574ma
Acid clavulanic 62,5mg

(tuong duong Potassium clavulanate/Avicel) 148,8mg

GMP-WHO

Auclanityl 562,5mg

Amoxicilin 500mg
(twong duong Amoxicilin trihydrat compacted) 574mg
Acid clavulanic 62,5mg
(tuong duong Potassium clavulanate/Avicel) 148,8mg
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2 - NHAN TRUNG GIAN:
2.1-Hop2vi:tilé 3/4

THANH PHAN: Amoxicilin 500mg
(tuong duong Amoxicilin trihydrat compacted) 574mg

Acid clavulanic 62,5mg

(tudng duong Potassium clavulanate/Avicel) 148,8mg

Ta dugc vira du 1vién
CHI BINH, CACH DUNG, CHONG CHI BINH Va CAC THONG TIN KHAC
BE NGH| XEM TRONG T8 HUONG DAN SU DUNG THUSC KEM THEO.
BAO QUAN: D& ndi kho, tranh anh sang. Nhiét dé dudi 30°C.

170x105x30

B( Thuéc ban theo dan

ompanyd poy P uponouy

Auclamty ityl 562,5mg

Amoxicilin & Acid clavulanic

2 vix 10 vién nén dai bao phim

COMPOSITION: Amoxicillin 500mg
to i 574mg

Clavulanic acide 62,5mg

i to CI 148,8mg

Excipients sq for 1 film-coated caplet

INDICATIONS, USAGE, CONTRAINDICATIONS AND OTHER INFORMATION
SEE ENCLOSED LEAFLET.
STORAGE: Store in a dry place, protect from light. Temperature under 30°C .
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2.2-Hop 6 vi: tile 2/3

THANH PHAN: COMPOSITION:
Amoxicilin 500mg  Amoxicillin
(tuong duong A icili y 574mg q lent to Amoxicillin trihydrate compacted) 574mg
Acid clavulanic 62,5mg  Clavulanic acide 62,5mg
(tuong dudng Potassium clavulanate/Avicel) 148,8mg lent to Clavul: ium/Avicel) 148,8mg
Té duge vira di 1vién  Excipients sq for 1 film-coated caplet

CHI BINH, CACH DUNG, CHONG CHI BINH VA CAC
THONG TIN KHAC BE NGH| XEM TRONG T3 HUONG
DAN SU DUNG THUSC KEM THEO.

BAO QUAN:

D8 nai khd, trénh &nh séng. Nhiét d6 dudi 30°C.

170x105x70

INDICATIONS, USAGE, CONTRAINDICATIONS AND
OTHER INFORMATION SEE ENCLOSED LEAFLET.
STORAGE:

Store in a dry place, protect from light. Temperature
under 30°C.

R Thuéc ban theo don

onpmavpd pioy P uporxouy ‘ r

6 vi x 10 vién nén dai bao phim

A uclanityl 562,5mg

Amoxicilin & Acid clavulanic
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GMP - WHO

Doc ki hudng din sit dyng trude khi ding
D€ xa tim tay tré em

Read the leaflet carefully before using
Kesp out of the reach of children

CONG TY CPDP TIPHARCO
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1/-

2/-
3/-

S/-

HUONG DAN SU DUNG THUOC CHO NGUOI BENH

RX AUCLANITYL 562,5mg

Thudc bén theo don.

Poc ki hwong din sir dung trwée khi dung.

Pé xa tim tay tré em.

Théong bio ngay cho bic sy hodc dwoc sy nhirng tic dung khong mong mudn gip

phai khi sir dung thude.

Khong dung thudc khi di qua han dung ghi trén nhan.
Thanh phin, ham lwong ciia thudc: Cong thirc cho 1 vién nén dai bao phim:

Hoat chét: Amoxicilin 500 mg
(Tuwong duong Amoxicilin trihydrat compacted) 574 mg

(Bu ham lugng) 615,4 mg

Acid clavulanic 62,5 mg

(Tuong duong Potassium clavulanate / Avicel) 148,8 mg

(Bu ham lugng) 166,85 mg

Té dugc: Colloidal silicon dioxide, Magnesi stearat, Croscarmellose sodium,
Low — Substituted hydroxypropyl cellulose, Crospovidone, Microcrystalline
cellulose, Sepifilm LP vira du 1 vién.
M3 ta sin phidm: Vién nén dai bao phim mau tring, hai mit c¢6 vach ngang.

Quy cach dong goi:

Hop 02 vi x 10 vién nén dai bao phim.
Hop 06 vi x 10 vién nén dai bao phim.
Thuéc diung cho bénh gi:

Piéu tri trong thoi gian ngén cac truong hop sau:

- Nhi2m khuan nang dudong ho hip trén: viém amidan, viém xoang, viém tai giita da
duoc diéu tri bing cac khang sinh thong thuong nhung khong giam.

- Nhiém khuin dudong hdé hdp dudi béi cac chung H.influenzae va Branhamella
catarrbalis san sinh beta — lactamase: viém phé quan cép va man, viém phbi — phé quan.

- Nhiém khuén nang duong tiét niéu — sinh duc boi cac ching E. coli, Klebsiella va
Enterrobacter san sinh: viém bang quang, viém ni¢u dao, viém bé than (nhiém khuan
duong sinh duc nir).

- Nhiém khuan da va md mém: mun nhot, p xe, nhiém khuan vét thuong.

- Nhiém khuan xwong va khép: viém tay xuong.

- Nhiém khuin nha khoa: 4p xe 4 ring. v‘/\/

- Nhiém khuin khéc: san phu khoa, o bung.

Nén ding thudc nay nhw thé nao va liéu lwong:

Céch dung:
- Ubng vao luc bét dau an.

- Diéu tri khéng dugc vuot qua 14 ngdy ma khong kham lai.
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6/-

7/-

8/-

9/-

10/-

11/-

12/-

Tré em dudi 40kg:

- Liéu thong thuong: Udng 20 mg amoxicilin/kg/ngdy, chia lam nhiéu 1an cach nhau 8
gio.

- Diéu tri viém tai giita, viém xoang, nhiém khuan duong hd hdp dudi va nhiém khuén
ndng, lieu thong thuong: 40 mg amoxicilin/kg/ngay, chia lam nhi€u lan cach nhau 8 gio,
trong 5 ngay.

Suy than:

D0 thanh thai creatinin:

+ > 30 ml/phit: khong can diéu chinh lidu.

+ 10— 30 ml/phit: 25 mg/kg, 2 1an mdi ngay.

+ <10 ml/phuat: 25 mg/kg/ngay.

Khi nao khong nén dung thudc nay:

Di ting v6i nhém beta — lactam (céc penicilin va cephalosporin).
T4c dung khéng mong muén (ADR):

- Thuong gap, ADR > 1/100: tiéu chay, ngoai ban, ngira.

- It gap, 1/1000 < ADR < 1/100: tang bach cau ai toan, budn nén, ndn. Viém gan va
vang da &t mit, tang transaminase. C6 thé ning va kéo dai trong vai thang. Ngira, ban do,
phat ban.

- Hiém gap, ADR < 1/1000: phan tmg phan vé, phii Quincke, giam nhe tiéu cau, giam
bach cau, thiéu mau tan mau, viém dai trang gia mac, hdi chiing Stevens — Johnson, ban
do da dang, viém da bong, hoai tir biéu bi do ngo doc, viém than k&.

Nén tranh dung nhitng thudc hoic thue phim gi khi dang sir dung thude nay:

- Thudc c6 thé giy kéo dai thoi gian chay mau va déng mau. Vi vdy can phai cn than
d6i v6i nhitng nguoi dang diéu tri bang thude chéng dong mau.

- Thudc c6 thé 1am giam hiéu qua thudc tranh thai udng, do d6 can phai bao trudc cho
ngudi bénh.

Cin lam gi khi mét 1in quén khong dung thudc:

Ubng tiép tuc nhu liéu binh thuong.

Khong nén udng gép doi liéu dé bu dép cho lidu da quén.

Cin bio quin thudc nay nhw thé nao: ')A/

Pé noi khd, tranh anh sang. Nhiét d6 duai 30°C.

Nhirng diu hiéu va triéu chirng khi dung thudc qua liu:

Dung qua liéu, thudc it gy ra tai bién, vi duoc dung nap t6t ngay ca & lidu cao. Tuy nhién

noi chung nhitng phéan tmg cp xay ra phu thudc vao tinh trang qua man cua timg cé thé. Nguy
co chic chin 1a tang kali huyét khi dung liéu rat cao vi acid clavulanic dugc dung duéi dang
mubi kali.

Cin phii lam gi khi dang thudc qua liéu khuyén cdo:
C6 thé dung phuong phap thim phan mau dé loai thudc ra khoi tuan hoan.

13/- Nhirng diéu cin thin trong khi dung thudc nay:

r 6 9 X A
Céc tinh trang can than trong:
- Daoi véi nhitng ngudi bénh cé bi€u hién rdi loan chirc ndang gan: cac dau hicu triéu
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chimg vang da & mat tuy it xay ra khi ding thuc nhung c6 thé nang. Tuy nhién nhing
triéu chimg d6 thuong hdi phuc dugc va sé hét sau 6 tuan ngung diéu tri.

- D6i v6i nhitng ngudi bénh c6 tién sir qua man véi cac penicilin co thé ¢6 phan tmg
nang hay tir vong.

- Dbi voi nhimg ngudi bénh suy than trung binh hay niang can chu y dén lidu luong
dung.

- D6 vé6i nhitng ngudi bénh dung amoxicilin bi man dé kém sét ndi hach.

- Dung thudc kéo dai doi khi 1am phat trién cac vi khudn khéng thudc.

- Tréanh st dung thudc cho ngudi mang thai nhat 1a trong 3 thang dau, trir truong hop
can thiét do thay thudc chi dinh.

Cic khuyén cdo ding thudc cho phu nir ¢6 thai va cho con bii:

- Tranh st dung thudc cho ngudi mang thai nhat 1a trong 3 thang dau, trir truong hop
can thiét do thay thudc chi dinh.

- Trong thoi ky cho con bu c6 thé dung ché phdm. Thudc khong gdy hai cho tré dang ba
me trir khi ¢6 nguy co bi man cam do ¢6 mot luong rat nhé thude trong sira.

e > - A Ke re A oA N A ~ ” e re 4
Anh hwong cia thuoc doi voi cong viée (ngwoi van hanh may maéc, dang lai tau xe,

nguoi lam viéce trén cao va cic truong hop khic):
Thuoc khong gdy budn nga nén dung dugce cho nguoi dang lai xe va van hanh may moc.

14/- Khi nao cin tham vén béc s¥, duorc si:
Nguoi bénh rdi loan chirc ning gan, suy than trung binh hay ning.

Ngudi bénh ¢6 tién sir qua min voi cac Penicilin.

Nguoi bénh ding Amoxicilin bi man dé kém sét nbi hach.

Phu nit c6 thai nhat 14 trong 3 thang dau.

Néu can thém thong tin xin hoi ¥ kién béc s§ hodc dugc s§.
15/- Han ding ciia thudc: 36 thang ké tir ngay san xuat.

CONG TY CPDP TIPHARCO
‘ " 15 Béc Binh Kiéu, Phuong 2, TP. My Tho, Tinh Tién Giang
TIPHARCO PT: 073.3871.817 Fax: 073.3883.740.

16/- Ngay xem xét siva ddi, cAp nhat lai ndi dung hwéng din sir dung thude:

HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

1/-  Cic dic tinh dwoc luc hoc, dwge dong hoc: '\/
Duwoe luc hoc:
Nhom dugc ly: Khéng sinh.
Ma ATC: JO1CRO2.
Amoxicilin 1a khang sinh ban tdng hop thudc ho beta — lactamin c6 phd diét khuan
rong dbi véi nhidu vi khudn gram dwong va gram am do trc ché tdéng hop thanh té bao vi
khuén. Nhung vi amoxicilin rat d& bi phan hity bdi beta — lactamase, do d6 khong c6 tac
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dung d6i voi nhitmg chung vi khudn san sinh ra cidc enzym nay (nhiéu chung
Enterobacteriaceae va Haemophilus influenzae).

Acid clavulanic do su 1én men cua Streptomyces clavuligerus, c6 ciu truc beta —
lactam gan gidng véi penicilin, c6 kha ning trc ché beta — lactamase do phan 16n cac vi
khuin gram am va Staphylococcus sinh ra. Dac biét n6 cé tac dung tc ché manh cac beta
— lactamase truyén qua plasmid gdy khang céc penicilin va cac cephalosporin. Ban than
acid clavulanic ¢6 tac dung khang khuén rét yéu.

Acid clavulanic gitip cho amoxicilin khong bi beta — lactamase pha huy, déng thoi mé
rong thém phd khang khuédn cta amoxicilin mét cach hiéu qua dbi voi nhidu vi khuan
thong thuong da khang lai amoxicilin, khang cac penicilin khac va cac cephalosporin.

Phé diét khuan cua thudce bao gdm:

Vi khudn Gram diong:

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

Loai ky khi: Céc loai Clostridium, Peptococcus, Peptostreptococcus.

Vi khudan Gram dm:

Loai wa khi: Haemophilus influenzae, Moraxella catarrhalis, Escherichia coli,
Proteus mirabilis, Proteus vulgaris, cac loai Klebsiella, Salmonella, Shigella, Bordetella,
Neisseria gonorrhoeae, Neisseria meningitidis, Vibrio cholerae, Pasteurella multocida.

Loai ky khi: Céc loai Bacteroides ké ca B fragilis. Nhu viy amoxicilin va kali
clavulanat c6 tac dung d6i v6i ca hai loai vi khuan tao va khong tao beta — lactamase
nhay cim v&i thude, nhung nhiéu nha 1am sang cho rang dé diéu tri vi khudn khong tao
beta — lactamase thi nén wu tién dung amoxicilin don ddc, danh thudc phdi hop cho cac
loai tao beta — lactamase nhay cam. Do thudc c6 nguy co gdy vang da  mat, nén khong
dwoc ding thudc qua 14 ngay. Trude khi bit dau didu tri bang thudc phdi hop, phai xéac
dinh vi khuan gdy bénh va lam khang sinh d6. Trong khi cho két qua, cho diéu tri bang
thude phdi hop néu nghi ngd do vi khudn tao beta — lactamase. Néu két qua xét nghiém
cho thdy khang thudc, phai ngimg ngay. Néu thiy do vi khudn khéng tao beta —
lactamase nhay cam véi aminopenicilin, mot s6 thay thudc khuyén nén chuyén sang dung
aminopenicilin nhung thuc té kho thyuc hién. 1‘\/A
Duwoc dong hoc:

Amoxicilin va acid clavulanic déu hip thu d& dang qua duong ubng. Nong do 2 chét
nay trong huyét thanh dat t6i da sau 1 — 2 gid udng thube. Véi lidu 250mg (hay 500mg)

s& ¢ Spg/ml (hay 8 — 9ug/ml) Amoxicilin va khoang 3pug/ml acid clavulanic trong huyét
thanh. Sau 1 gio ubng 20mg/kg amoxicilin + Smg/kg acid clavulanic, s& ¢ trung binh
8,7ug/ml amoxicilin va 3pug/ml acid clavulanic trong huyét thanh. Sy hép thu cta thude
khong bi anh hudng boi thirc n va tét nhat 1a udng ngay trudc bira an.

Kha dung sinh hoc dudng udng ctia amoxicilin 12 90% va cta acid clavulanic 1a 75%.
Nira doi sinh hoc cta amoxicilin trong huyét thanh 1 — 2 gior va cta acid clavulanic 1a
khoang 1 gio.

55 — 70% amoxicilin va 30 — 40% acid clavulanic duoc thai qua nudc tiéu dudi dang

\| A\
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2/-

3/-

hoat dong. Probenecid kéo dai thoi gian dao thai cua amoxicilin nhung khong anh huéng
dén sy dao thai cua acid clavulanic.

Chi dinh, liéu ding, cich ding, chéng chi dinh:

Chi dinh:

Diéu tri trong thoi gian ngén céc trudong hop sau:

- Nhiém khuan ning dudong h6 hip trén: viém amidan, viém xoang, viém tai giira da
duoc diéu tri bing cac khang sinh thong thudng nhung khong giam.

- Nhiém khuin duong hdé hdp dudi boéi cic chung H.influenzae va Branhamella
catarrbalis san sinh beta — lactamase: viém phé quan c4p va man, viém phdi — phé quan.
- Nhiém khuén niing duong tiét niéu — sinh duc bai céc chung E. coli, Klebsiella va
Enterrobacter san sinh: viém bang quang, viém niéu dao, viém bé than (nhiém khuéin
duong sinh duc ni).

- Nhiém khuin da va m6é mém: mun nhot, ap xe, nhiém khuén vét thuong.

- Nhiém khuén xuong va khép: viém tiy xuwong.

- Nhiém khuén nha khoa: ap xe 6 ring.

- Nhiém khuén khéc: san phu khoa, 4 bung.

Liéu ding va cich dung:

Cach dung:

- Ubdng vao luc bit dau an.

- Diéu tri khong duoc vuot qua 14 ngay ma khong kham lai.
Tré em dudi 40kg:

- Liéu thong thudong: Ubng 20 mg amoxicilin/kg/ngay, chia lam nhiéu lan cach nhau 8
gio.

- Diéu trj viém tai giita, viém xoang, nhifm khuin dudng ho hip duéi va nhiém khuin
ndng, licu thong thuong: 40 mg amoxicilin/kg/ngay, chia lam nhiéu lan cach nhau 8 gio,
trong 5 ngay.

Suy thén:

Do thanh thai creatinin:

+ > 30 ml/phut: khong can diéu chinh liéu.

+ 10— 30 ml/phut: 25 mg/kg, 2 1an mdi ngay. WA/

+ <10 ml/phut: 25 mg/kg/ngay.

Chéng chi dinh:

Di ing v&i nhom beta — lactam (céc penicilin va cephalosporin).

Cic trueomg hop thin trong khi diung thudc:

Cic tinh trang can thin trong:

- Déi v6i nhitg ngudi bénh c6 biéu hién rdi loan chirc nang gan: cac dau hiéu trigu
chimg vang da r mét tuy it xay ra khi ding thudc nhung c6 thé ning. Tuy nhién nhimng
triéu ching d6 thuong hdi phuc duoc va sé hét sau 6 tudn ngung diéu tri.

- Dbi v6i nhitng ngudi bénh c6 tién sir qua man véi cac penicilin ¢6 thé ¢ phan tng

nang hay tir vong.
- DAi v6i nhitng ngudi bénh suy than trung binh hay ning can cha y dén liéu luong

NN 2™ /Yy




https://nhathuocngocanh.com/

dung.

- Dbi véi nhirng ngudi bénh ding amoxicilin bi man dé kém sét nbi hach.

- Dung thubc kéo dai doi khi 1am phat trién cac vi khuan khang thudc.

- Tranh st dung thuc cho ngudi mang thai nhit 1a trong 3 thang déu, trir truomg hop
can thiét do thay thudc chi dinh.

Cic khuyén cdo ding thudc cho phu nir ¢ thai va cho con bii:

- Tranh sir dung thu6c cho ngudi mang thai nhét 1a trong 3 thang dau, trir truong hop
can thiét do thay thudc chi dinh.

- Trong thoi ky cho con b ¢6 thé ding ché phim. Thudc khong gay hai cho tré dang bu
me trir khi ¢6 nguy co bi man cam do c6 mot luong rit nho thude trong sira.

Anh huéng cia thude ddi véi cong viée (ngwdi van hainh miy mée, dang l4i thu xe,

nguwoi lam viéc trén cao va cac trueong hop khac):

4/-

6/-

Thuoc khong gay budn ngu nén dung duge cho nguoi dang lai xe va van hanh may moc.
- s A se A , \ , . , -
Twong tic cuia thuoc véi cac thuoc khic va cic loai twong tic khac:

- Thude c6 thé gay kéo dai thoi gian chay mau va dong mau. Vi vdy can phai can than
d6i véi nhimg ngudi dang diéu tri bing thudc chdng dong mau.

- Thubc c6 thé 1am giam hiéu qué thude tranh thai uéng, do d6 cin phai bao trude cho
nguoi bénh.

Tic dung khong mong mudn (ADR):

- Thuong gap, ADR > 1/100: tiéu chay, ngoai ban, ngira.

- It gap, 1/1000 < ADR < 1/100: ting bach cAu &i toan, budn ndn, nén. Viém gan va
vang da r mét, ting transaminase. C6 thé ning va kéo dai trong vai thang. Ngira, ban do,
phét ban.

- Hiém gap, ADR < 1/1000: phan tng phan vé, phu Quincke, giam nhe tiéu cu, giam
bach cAu, thiéu mau tan mau, viém dai trang gia mac, hoi ching Stevens — Johnson, ban
dé da dang, viém da bong, hoai tir biéu bi do ngd doc, viém than ké. f

Qua liéu va cich xir tri:

Dung qué lidu, thudc it giy ra tai bién, vi dugc dung nap tét ngay ca & liéu cao. Tuy

nhién néi chung nhitng phan tmg cip xay ra phu thudc vao tinh trang qua min cua timg ca thé.
Nguy co chéc chin 1a ting kali huyét khi ding liéu rat cao vi acid clavulanic dugc dung dit6i
dang mudi kali. C6 thé ding phuong phép thim phan mau dé loai thudc ra khoi tuan hoan.
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