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HUONG DAN SU DUNG THUOC T

® AUCLANITYL 875/125mg

Thudc nay chi ding theo don thudc.

Doc ky hwong din sir dung truée khi dung.

Dé xa tam tay tré em.

Thong bao ngay cho béc s§ hodic duoc sy nhing tic dung khong mong mudn gip phai
khi sit dung thude.

Khéong dung thude khi da qua han dung ghi trén nhin.
1/~ Thanh phin cong thire thude: Cong thirc cho 1 vién nén dai bao phim:

Thanh phin hoat chit:

Amoxicilin 875 mg
(tuong duong Amoxicilin trihydrat compacted 1.004,5 mg)
Acid clavulanic 125 mg
(tuong duong Potassium clavulanat Avicel 297,5 mg)

Thanh phén ti duoc:
Colloidal silicon dioxide, Magnesi stearat, Croscarmellose sodium, [, —
HPC, Polyplasdone XL 10, Microcrystalline cellulose, Sepifilm LP vua di 1

vién.
2/-  Dang bao ché: Vién nén dai bao phim mau tra"mg, mot mét cé vach ngang, mot mit tron,
thanh va canh vién lanh 13n khong bj nut va.
3/-  Chi dinh:
Thuéc dugc chi dinh cho céc nhiém khudn do cdc vi khuan nhay cam trong cédc truong hop
sau:
- Nhiém khuén nang duong ho hap trén: viem amidan, viém xoang, viém tai gitta da duoc
diéu trj bing céc khéng sinh thong thudng nhung khong giam.
- Nhiém khudn dudng ho hdp dudi boi cac chung v ln/luenzae va Branhamella
catarrbalis san sinh beta — lactamase: viém phé quan cép va dot cip ciia viém phé quan
man, viém phdi mic phai ¢ cong ddng.
- Nhiém khuin ning dudng tiét niéu boi cac chung E. coli, Klebsiella va Enterobacter
san sinh: viém bang quang, viém niéu dao, viém bé than.
- Nhiém khuédn da va m6 mém: mun nhot, ap xe, nhiém khuan vét thuong.
- Nhiém khuan xuong va Khép: viém tuy xuong.
4/-  Cich dung, lidu ding:
Céch dung:
- Ubng vao ltc bit dau an.

- Diéu tri khong duoc vuot qua 14 ngay ma khong kham lai.
Liéu diing: tinh theo ham lugng Amoxicilin ¢6 trong thude.
Nguoi 16n va tré em tir 40kg tro 1én:

Udng 1 vién (875/125 mg)/lan, cach 12 gid/lan.

Nguoi cao tudi: Khong can diéu chinh lidu trir khi do thanh thai creatinin < 30 ml/phut.
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Suy than:

D¢ thanh thai creatinin:

+ > 30 ml/phat: khong can diéu chinh l:éu.

+ <30 ml/phut: dang bao ché khong thich hop cho bénh nhan nay vi phai diéu chinh liéu.
5/-  Chong chi dinh:

Qua mén vé6i bit ky thanh phin nao ciia thude.

Ticn st vang da hodc roi loan chirc nang gan do ding amoxicilin, acid clavulanic.
Di Gmg v6i nhom beta — lactam (cac penicilin va cephalosporin).
6/- Canh bdo va than trong khi dung thuéc:

Nén héi k§ nhiing gi lién quan dén tién st phan tng qua man véi penicilin, cephalosporin
hoidc cac beta-lactam khéc trude khi khoi ddu diéu tri vi amoxicilin/acid clavulanic (xem muc
chéng chi dinh va tic dung khong mong mubn).

Di ¢o bdo cdo vé cac phan tng qua min ning va doi khi gdy tir vong (dang phan vé) &
nhiing bénh nhan diéu tri bang penicilin. Cac phan Gmg nay thuong xay ra hon ¢ nhiing bénh
nhén c6 tién st qua man véi penicilin va & nhiing ngudi bi di tng. Néu phan tng di ing xay ra,
phai ngimg didu tri biang amoxicilin/acid clav lanic va c6 liéu phép thay thé thich hop.

Trong truong hop nhiém tring duogc chimg minh 1a do mot vi khudn nhay cam véi
amoxicilin, can phai xem xét dé chuyén 46i tir amoxicilin/acid clavulanic sang st dung
amoxicilin theo huéng dan chinh thirc.

Thubc nay khong phtt hop ding cho bérh nhan ¢ nguy co cao giam nhay cam hoic khang
voi khéng sinh beta-lactam ma khong qua trung gian beta-lactamase d& bi tGc ché bdi acid
clavulanic. Khong nén sir dung dé diéu tri S. pneumoniae khang penicilin.

Chting co giat ¢ thé xay ra & nhiing bénh nhan bi suy giam chtic ning than hodc dang sir
dung lidu cao (xem muc tic dung khéng mong mudn).

Nén tranh sir dung thuc néu nghi ngd ting bach ciu don nhan nhidm khuén do su xuét
hién cua ban dang soi lién quan dén tinh trang nay sau khi diing amoxicilin.

St dung ddng thoi allopurinol trong khi diéu tri vai amoxicilin ¢6 thé ting kha ning phan
tng di ing da.

Str dung kéo dai doi khi c6 thé gy ting sinh céc vi khudn khong nhay cam.

Khi bt diu didu tri néu xuét hién sbt phat ban kém mun mu trén dién rong c6 thé la tricu
chiing clia ngoai ban viém mu toan than cép tinh (AGEP) (xem muc tac dung khong mong
mudn). Phan Gmg nay doi hoi phai ngung ngay AUCLANITYL va chéng chi dinh sir dung tiép
amoxicilin.

Thude nén dugc s dung than trong & nhiing bénh nhan c¢6 ddu hiu suy gan (xem cich
ding va liéu luong).

Bién ¢6 ¢ gan da duoc bao cdo chu yéu & nam gidi va bénh nhédn cao tudi va khi diéu tri
kéo dai. Nhiing bién ¢6 nay rit hiém gip o tré em. Dau hiéu va triéu ching thudong xay ra trong
hoic sau khi didu tri nhung trong mot vai truong hop c6 thé khong rd rang cho dén khi da chim
dut didu tri vai tudn. T4t ca nhiing triéu ching nay thong thuong s& hdi phuc. Bién ¢ & gan ¢
thé nghiém trong va trong trudong hop hiém gip c6 thé din dén tir vong da duoc bao céo. Nhiing
didu nay gin nhu ludn xay ra & nhiing bénh nhin cé bénh nghiém trong hodc dang ding dong
thoi v6i thude ¢6 kha ning tic dong dén gan (xem muc tic dung khong mong mudn).

Viém dai trang gia mac da duogc bao cdo khi ding khang sinh va vi mae dd nghiém trong
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tr nhe dén de doa tinh mang (xem muc tac dung khéng mong mudn). Do d6, can nhic chan
dodn nay rit quan trong ¢ nhiing bénh nhan xuit hiér tiéu chay trong hodc sau khi dung bat ky
loai thube khang sinh nao. Nén khi viém dai trang xay ra ma c6 lién quan dén khang sinh, nén
nging diéu tri ngay 1ap tic, bénh nhan can hoi y kiéa Béc st dé c6 phuong phap diéu tri thich
hop. Chéng chi dinh cac thudc chdng nhu dong trong tinh hudng nay.

Phai dinh ky kiém tra chi s6 huyét hoc, chiic ning gan, than trong sudt qua trinh didu tri.

Pi ¢ bdo cdo vé sur kéo dai bit thudng thoi gian prothrombin (INR ting) nhung hiém &
nhitng bénh nhin ding AUCLANITYL va céc thudc chéng dong mau dung dudng udng. Nén
theo ddi thich hop khi cac thude chéng dong mau duoc ké toa ddng thoi. C6 thé can diéu chinh
lidu cac thude chdng dong mau ding dudong udng dé duy tri mic d chdng dong mong mudn
(xem muc tuong tac thudc va tac dung khong mong mudn).

Nén didu chinh giam liéu & bénh nhan suy than (xem muc cach dung va lidu lugng).

Dd quan sat thdy tinh thé niéu ¢ nhiing bénh nhan giam bai tiét nude tidu nhung rat hiém,
chu yéu gip khi bénh nhan dung dudng tiém truyén. Nén khuyén bénh nhan duy tri du luong
nude dua vao va luong nude tidu dao thai trong thoi gian dung amoxicilin lidu cao dé lam giam
kha niang xuét hién tinh thé amoxicilin nidu. O nhiing bénh nhan c6 thong bng bang quang, nén
duy tri kiém tra thuong xuyén tranh tit 6ng (xem muc qué lidu).

Trong thoi gian diéu tri véi amoxicillin, bién phap enzymatic glucose oxidase nén dugc sir
dung bat ctr khi nao thir nghiém tim su hién dién cta glucose trong nudc tidu vi két qua duong
tinh gia c6 thé xay ra véi cac phuong phap non-enzymatic.

Su hién dién ctia Acid clavulanic trong thudc co thé gdy gin két khong dic higu cua IgG
va albumin boi cac mang t& bao hdng ciu din dén test Coombs duong tinh gia.

Da ¢ bdo cdo vé& két qua xét nghiém duong tinh khi thuc hién test Bio-Rad Laboratorics
Platelia Aspergillus EIA & nhiing bénh nhan st dung amoxicilin/acid clavulanic ¢6 phét hi¢n
mién nhidm Aspergillus. Da c6 béo cdo vé phan Gmg giita polysaccharides non-Aspergillus va
polyfuranoses Vi test Aspergillus EIA, do do, két qua xét nghiém duong tinh & nhiing bénh
nhan dang st dung AUCLANITYL nén dugc xem xét mot cach than trong va xdc dinh lai bing
phuong phap phan tich khéc.

7/-  Sit dung thudc cho phu nir ¢6 thai va cho con bu:

- Tranh st dung thudc cho ngudi mang thai nhét 1a trong 3 thang dau, trir trudng hop can
thiét do thiy thudc chi dinh.
- Trong thdi ky cho con bu ¢6 thé dung ché pham. Thudc khong giy hai cho tré dang bu
me trir khi c6 nguy co bi man cam do c6 mét lugng rit nho thude trong siia.

8/- Anh hudng ciia thudc 1én khi ning l4i xe, vin hanh may méc:

Thudc ¢é thé gdy nhuc dau, mét moi, chong mét, co gidt, mat ngi nén than trong khi ding
cho nguoi dang lai xe va van hanh may moc.
9/-  Twong tac, twong ky ciia thuoc:

- Thudc ¢6 thé gay kéo dai thoi gian chay méau va dong mdu. Vi vay can phai cén than dbi
v6i nhitng ngudi bénh dang didu tri bang thude chong dong mau (warfarin).

- Nifedipin lam ting hap thu amoxicilin.

- Bénh nhén ting acid uric mau khi dung alopurinol cting véi amoxicilin s& lam tang kha
nang phat ban cta amoxicilin.
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- €6 thé ¢6 su dbi khang gita chit diét khudn amoxicilin va cac chat kim khuan nhu acid
fusidic, cloramphenicol, tetracyclin.
- Thudc c6 thé lam giam hiéu qua thudc tranh thai udng, do d6 can phai bio trudc cho
nguoi bénh.
- Amoxicilin ¢6 thé lam giam su bai tiét ciia methotrexat, gy ting doc tinh trén dudng
tiéu hoa va h¢ tao mau.
- Dung ddng thoi probenecid lam giam su bai tiét amoxicilin ¢ dng than, lam ting ndng
d6d amoxicilin trong mau.

10/- Téc dung khong mong mudn ciia thude:
Céc phan Gmg c6 hai ctia thudc thudng gap nhat (ADRs) 14 tiéu chay, budn non va non.
Céc ADRs xuét phat tir cac nghién c¢7u 1dm sang va theo dai hau mai, duoc sip xép theo hé

théng MedDRA Organ Class liét ké dudi day.

Quy udc dudi day duoc sir dung dé phan loai tan suat:

Rat phd bién > 1/10

Phé bién > 1/100 va < 1/10

Khong phd bién > 1/1000 va < 1/100

Hiém gip > 1/10.900 va < 1/1000

RAt hiém gap < 1/10.000

Chua biét (khong thé udce tinh tir dr lidu c6 sin)

Nhiém khuéin va nhiém ki sinh trimg

Phd bién: Nhiém nidm candida trén de va niém mac.

Chua biét: Phat trién qua mic cac sinh vét khong nhay cam.

R&i loan hé mau va bach huyét

Hiém: Giam bach cu c6 hdi phuc (ké ca giam bach cau trung tinh) va giam tiéu ciu.

Chua biét: Mt bach cu hat c6 hdi phuc va thiéu mau tan mau. Kéo dai thoi gian chay
mau va thoi gian prothrombin (xem than trong).

R&i loan hé mién dich (xem chdng chi dinh va than trong)

Chua biét: Phu mach thdn kinh, sbc phan vé, hoi ching gidng bénh huyét thanh, viém
mach qua man.

R6i loan hé thin kinh

Khong phd bién: Chong mit, dau dau.

Chua biét: Co gidt (xem thén trong) va ching ting dong c6 thé hdi phuc. Viém mang néo
vo khuén.

R6i loan dwong tiéu hoa

RAt phd bién: Tiéu chay.

Phé bién: Budn nén (thudong gin lié~ véi lidu cao. Néu cac phan tng tiéu hoa biéu hién o
thi c6 thé giam tridu ching bang cach ubng AUCLANITYL vao dau bita @n). Non.

Khong phd bién: Kho tiéu.

Chua biét: Viém dai trang do khang sinh (gdm viém dai trang gia mac va viém dai trang
xuét huyét (xem than trong). Ludi l1ong den.

R6i loan gan mat

Khoéng phd bién: Da ghi nhan ting vira phai AST va/hodc ALT ¢ nhitng bénh nhén didu tri
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vai khang sinh nhom beta-lactam, nhung chua biét y nghia ctia nhitng phét hién nay.

Chua biét: Viém gan va vang da &r mat. Nhiing bién ¢ nay da duoc ghi nhan khi sir dung
cac penicilin va cephalosporin khac (xem than trong).

R&i loan da va md dwoi da (Nén nging didu tri néu c6 bit ky phan tmg viém da qué man
nao xay ra (xem than trong)).

Khong phd bién: Ban da, ngira, may day.

Hiém: Ban do da hinh.

Chua biét: Hoi chiing Stevens-Johson, hoai tir thugng bi nhiém doc, viém da bong nude
bong vdy va ngoai ban viém mu toan than cip tinh (AGEP) (xem than trong).

R&i loan théin va tiét nigu.

Chua biét: Viém than k&, tinh thé niéu (xem qua lidu).

11/- Qua liu va cdch xir tri:
Triéu ching: Ding qud lidu, thudc it gy ra tai bién, vi dugc dung nap tét ngay ca & lidu

cao. Tuy nhién ndi chung nhiing phan Gng cép xay ra phu thudc vao tinh trang qua man cua
timg cé thé. Nguy co chic chén 14 ting kali huyét khi dung lidu rét cao vi acid clavulanic dugc
dung duéi dang mudi kali. R&i loan da day — rudt va r6i loan chuyén héa nudc dién gidi ciing
¢6 thé xay ra. Co thé giip suy than hoic co giat (& ngudi suy than hodc dung lidu cao).
Xt tri: C6 thé dung phuong phéap thAm phan mau dé loai thude ra khoi tudn hoan. Piéu tri
rbi loan tiéu hoa va cha y diéu chinh thang bang nudc — dién giai.
12/- Dac tinh duoec lue hoc:
Nhom dugc ly: Khang sinh.
Ma ATC: JO1CRO2.
Amoxicilin 1a khang sinh ban tdng hop thudc ho beta — lactam c6 phd diét khuén rong ddi

v6i nhidu vi khudn gram duong va gram a4m do tic ché tdng hop vach té bao vi khuan. Nhung vi
amoxicilin rit d& bi phan huy boi beta — lactamase, do d6 khong c6 tic dung dbi voi nhiing
chung vi khudn san sinh ra cdc enzym nay (nhiéu ching Enterobacteriaceae va Haemophilus
influenzac).

Acid clavulanic do su 1én men cua Streptomyces clavuligerus, c6 cAu tric beta — lactam
gan gidng vai penicilin, c6 kha ning trc ché beta — lactamase do phan 16n céc vi khudn gram am
va Staphylococcus sinh ra. Pac bict n6 c6 tac dung e ché manh céc beta — lactamase truyén qua
plasmid gdy khéang cac penicilin va cac cephalosporin. Ban than acid clavulanic c6 tdc dung
khang khuan rat yéu.

Acid clavulanic gitip cho amoxicilin khong bi beta — lactamase pha huy, dong thoi mo
rong thém phd khang khudn ctia amoxicilin mot cach higu qua dbi voi nhiéu vi khudn thong
thuong da khang lai amoxicilin, khang cac penicilin khac va cac cephalosporin.

13/- Dac tinh duwoc dong hoc:
Amoxicilin va acid clavulanic déu hp thu d& dang qua dutng udng. Nong do 2 chét nay

trong huyét thanh dat t6i da sau 1 — 2 gio udng thude. Véi liéu 500mg s& c6 8 — 9ug/ml
amoxicilin va khoang 3ug/ml acid clavulanic trong huyét thanh. Sau 1 gio uéng 20mg/kg
amoxicilin + 5mg/kg acid clavulanic, s& c6 trung binh 8,7ug/ml amoxicilin va 3ug/ml acid
clavulanic trong huyét thanh. Su hép thu ctia thude khong bi anh hudng boi thic dn va t6t nhét
la uéng ngay trudc bita an.

Kha dung sinh hoc dudng udng cua amoxicilin 12 90% va cua acid clavulanic 1a 75%. Nia




nttps://vnras.com/drug/

doi sinh hoc ctia amoxicilin trong huyét thanh 1 —2 gi® va cta acid clavulanic la khodng 1 gio.

55 — 70% amoxicilin va 30 — 40% acid clavulanic dugc thai qua nudc tiéu dudi dang hoat
dong. Probenecid kéo dai thoi gian dao thai ciia amoxicilin nhung khong anh hudng dén sy dao
thai cua acid clavulanic.
14/- Quy cach dong goi:

Hop 02 vi x 10 vién nén dai bao phim (vi bam A w/Alu).

Hop 06 vi x 10 vién nén dai bao phim (vi bim A w/Alu).

Hop 02 vi x 07 vién nén dai bao phim (vi bam A u/Alu).

Hop 02 vi x 07 vién nén dai bao phim (vi bim A u/PVDC).

Hop 02 vi x 10 vién nén dai bao phim (vi biam A_u/PVDC).

Hop 06 vi x 10 vién nén dai bao phim (vi bim A u/PVDC).

Hop 02 vi x 10 vién nén dai bao phim (vi x¢).

Hop 04 vi x 10 vién nén dai bao phim (vi x¢).

Hop 06 vi x 10 vién nén dai bao phim (vi x¢).
15/~ Didu kién bdo quéin, han ding, tiéu chuin chit lwong ciia thude:

Pidu kién bio quin: Dé noi kho, tranh anh sang. Nhiét do dudi 30°C.

Han ding: 36 thang ké tir ngdy san XUét.

Ti¢u chuéin chit lwong: Tiéu chudn co sd.

16/- Tén, dia chi clia co’ s& sin xuit thudc:
@ CONG TY CO PHAN DUQC PHAM TIPHARCO

TIPHARCO 15, Béc Binh Kiéu, phuong 2, thanh phd My Tho, tinh Tién Giang

CHAT LUGNG TOAN DIEN

DT: 0273.3872.972

Ngayo¢ thang ognam 206L5~
IR Y P GIAM POC
QI SAN XUAT,
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