RX THUGC BANTHEO DON

()fmantine’-DOMESCO 625 m

THANH PHAN: M&i vién nén bao phim chia

- Amoxicillin (dudi dang Amoxicillin trihydrat compacted)
500mg
- Acid Clavulanic (dudi dang Clavulanat kali két hop véi
Avicel (1:1)) 125mg
-Ta dugc: Microcrystallin cellulose PH112, Povidon K30,
Natri croscarmellose, Crospovidon CL, Polyethylen
glycol 6000, Magnesi stearat, Colloidal silicon dioxid
A200, Simethicon, Hydroxypropyl methylcellulose 15¢cP,
Titan dioxid.

DANG BAO CHE: Vién nén bao phim.

QUY CACHDPONGGOL:

-HOp 2vix7vién, hdp 5vix 7 vién.

-HOop 1vix 10 vién, hop 3 vix 10 vién.

CHIDINH:

OFMANTINE dugc dung dé diéu tri trong thai gian ngén
cacbénh nhiém khudn do vikhuin nhay cdm sau:

- Nhiém khuén ning dudng hé hdp trén: Viém amidan,
viémxoang, viém tai gi(fa.

- Nhiém khuén hé hap dudi bai cac chiing H. influenzae
va Moraxella catarrhalis san sinh beta-lactamase: Viém
phéquén cdp vaman, viém phéi-phé quan.

- Nhiém khudn ndng dudng tiét niéu - sinh duc béi cac
chuing E. coli, Klebsiella va Enterobacter san sinh beta-
lactamase nhay cam: Viém bang quang, viém niéu dao,
viém bé than (nhiém khuan dusng sinh ducni).

- Nhiém khuén da va mé mém: Mun nhot, 4p xe, nhiém
khuan vét thuang, viém mé té bao.

-Nhiém khuén xuong va khdp: Viém tly xuong.

-Nhiém khudn nhakhoa: Ap xe 8 rang.

- Nhiém khuan khac: Sy - pha thai nhiém khuan, nhiém
khuan san khoa, nhiém khuan trong 6 bung.

LIEU LUGNG VA CACH DUNG: Diing udng vao luc bat
dau an dé gidam thiéu hién tugng khéng dung nap thuéc
&daday - rudt. Khong dung qud 14 ngay ma khong kiém
traxem xét lai cach diéutri.

*Ngudi l6n va tré em trén 40 kg: 1 vién 625 mg x 2 lan/ngay.
- Nhiém khudn ndng va nhiém khudn dudng hé hép: 1
vién 625 mgx 3 ldn/ngay, trong 5 ngay.

- Ngudi cao tuéi: Khéng can diéu chinh liéu trir khi do
thanh thai creatinin <30 ml/phut.

-Khéngdung chotré em dudi40 kg.

*Truong hgp suy than & ngudi I6n va tré em trén 40 kg
can phaigidmliéu cho phuhgp:

+ D4 thanh thai creatinin > 30 ml/phut: Khong can diéu
chinhliéu.

+ D0 thanh thai creatinin tir 10 - 30 ml/phut: 1 vién 625
mgx2lan/ngay.

+ Do thanh thai creatinin < 10 ml/phdt: 1vién 625 mgx 1
lan/ngay.

+ Th&m phan mau: 1 vién 625 mg x 1 1an/ngay, udng
trong va sau khithdm phan.

CHONG CHi BINH:

-Di Ung vd&i nhom beta-lactam (cac penicillin va
cephalosporin), cdc thanh phan khéac ctia thuée.

-Can chuy dén kha nang dj iing chéo véi cac khang sinh
beta-lactam nhu céc cephalosporin.

THANTRONG KHISU DUNG:

- Ngudi 6 tién st vang da, réi loan chic nang gan do
dung amoxicillin va acid clavulanic hay cac penicillin vi
acid clavulanic gay tang nguy co & mat trong gan. Cac
ddu hiéu va triéu chiing vang da & mat tuy it xay ra khi
dung thudc nhung cé thé ning. Tuy nhién nhiing triéu
chiing d6 thudng héi phuc dugc va sé hét sau 6 tuan
ngung diéutri.

- D3i v6i nhiing ngudi bénh suy than trung binh hay
nang can chay diéu chinhliéu dung.

- D3i v6i nhitng ngudi bénh c6 tién st qua man véi cac
penicillin c6 thé cé phan tng ning hay ti vong. Nén
trudc khi bat dau diéu tri bang amoxicillin can phai diéu
tra ky tién st di tng véi penicillin, cephalosporin va cac
dinguyénkhac.

-Nhiing ngudi bénh duing amoxicillin bi man dé kem s6t
néihach.

- Dung thuéc kéo dai déi khi lam phat trién cac vi khudn
khangthudc.

- Phai dinh ky kiém tra chi s6 huyét hoc, chic nang gan,
than trong qua trinh diéu tri. Can c6 chan doan phan biét
dé phét hién cac trudng hgp tiéu chdy do Clostridium
difficile va viém dai trang cé mang gia. Cé nguy co phat ban
cao & bénh nhan tang bach cau don nhan nhiém khuan.
PHUNU COTHAIVA CHO CONBU:

- Nghién ctiu thuc nghiém trén qua trinh sinh san cltia
chuét da chiing minh khi dung ché phdm khéng gay di
dang. Tuy nhién, vi con it kinh nghiém vé dung thuéc
cho ngudi mang thai, nén can tranh st dung thuéc &
ngudi mang thai nhat 1a trong 3 thang dau, trir trudng
hogp canthiétdo thay thudc chidinh.

- Trong thai ky cho con bu ¢é thé dung thuéc. Thudc
khong gay hai cho tré dang bu me trir khi cé nguy co bi
man cdm do cé métlugng rat nho thudce trong sita.

ANH HUGNG LEN KHA NANG LAI XE VA VAN HANH
MAY MOC:

Thudc c6 thé gay tac dung chéng mat (hi€ém gap). Than
trong khildixe vavan hanh may moéc.

TUONG TAC VGI CAC THUOC KHAC VA CAC DANG
TUONGTACKHAC:

-Than trong d6i véi ngudi bénh dang diéu tri bang thudc
chéng déng mau (warfarin) do thuéc cé thé gay kéo dai
thoigian chdy méau vadong mau.

- Giéng nhu cac khang sinh cé phé tac dung rong, thudc
c6 thé lam gidm hiéu qua cla cac thudc tranh thai dang
udng.Vivay nén tranh dung cac phéi hgp nay.
-Nifedipin lam tang hap thu amoxicillin.

- Bénh nhan tang acid uric mau khi dung allopurinol
cung véi amoxicillin sé lam tang kha nang phat ban cda
amoxicillin.

- C6 thé c6 sudsi khang gitia chét diét khudn amoxicillin
va cac chat kim khuan nhu acid fusidic, cloramphenicol,
tetracyclin.

- Amoxicillin lam gidm bai tiét methotrexat, tang doc
tinh trén duong tiéu hoa va hé tao mau.

- Probenecid khi uéng ngay trudc hodc déng thai véi
amoxicillin lam giam thai trr amoxicillin, tir d6 lam tang
néng do amoxicillin trong mau. Tuy nhién, probenecid
khéng anh hudng dén thai gian ban thai,néng dé thuéc
t6i da trong méau (Cmax) va dién tich dugi dudng cong
nong do thudc theo thai gian trong mau (AUC) clia acid
clavulanic.

TACDUNG KHONG MONG MUON (ADR):

- Thudng gap: Ngoai ban (xuat hién cham sau 7 ngay
diéu tri), buén nén, ndn, dau thugng vi, tiéu chdy dngudi
16N, ty |& cao hon &tré em va ngudi cao tudi (phan [dng &
42% tré em dudi 8 thang, 20% &tré em tir8- 16 thang va
8,5% &tréem 24-36thang).

- [t gap: Ban d6, ban dat san va mé day, dac biét 1a hoi
chiing Stevens - Johnson, tang bach cau ai toan, viém
gan, vang da f mat, tdng transaminase, viém am dao do
Candida, nhiic dau, sét, mét moi.

- Hiém gép: Tang nhe SGOT (AST), kich dong, vat v, lo
1dng, mét ngu, 10 1&n, thay déi ing x va/hodc chéng
mat, viém dai trang c6 mang gia do Clostridium difficile;
viém tiéu két trang c8p véi triéu chiing dau bung va di
ngoai ra mau, khoéng lién quan dén Clostridium difficile,
ban xudt huyét gidm tiéu cau, tdng bach cau ua eosin,
mat bach cau hat, phan ting phan vé, phu Quincke; gidm
nhe tiéu cau, gidm bach cau, thi€u mau tan mau; viém
dai trang c6 mang gia; ban do6 da dang, viém da bong,
hoaitdbiéu bi do ngd doc; viém than ké.

*Hudng dan cach xdrtri ADR:

Nhiing phan tng khéng mong muén clia amoxicillin &
dudng tiéu hda, 8 mau thudng mat dikhingiing diéu tri.
Mé day, cac dang ban khac va nhimng phan (ing giéng
bénh huyét thanh c6 thé diéu tri bang khang histamin,
va néu can, dung liéu phép corticosteroid toan than. Tuy

nhién khi phan ting nhu vay xay ra, phai ngiing dung
amoxicillin, trirkhi c y kién clia thay thudc trong nhiing
trudng hgp dac biét, nguy hiém dén tinh mang ma chi
Néu phén tng dj ting xay ra nhu ban dé, phu Quincke,
s6c phan vé, hoi ching Stevens - Johnson, phai ngling
lieu phap amoxicillin va ngay lap tuc diéu tri cdp clu
bang adrenalin, tha oxygen, liéu phép corticoid tiém
tinh mach va théng khi, ké ca dat néi khi quan va khéng
bao gits dugc diéu tri bang penicillin hodc cephalosporin
nla.

Viém dai trang c6 mang gia: Néu nhe: Ngiing thudc; néu
nang (kha nang do Clostridium difficile): B6i phu nudc,
dién giai va protein, dung khang sinh chng Clostridium
(metronidazol, vancomycin).

Thong bao cho bac si nhiing tac dung khéng mong
mudn gap phai khisttdung thudc.

QUALIEUVA CACHXU'TRI:

Triéu chiing: Dau bung, nén va tiéu chay. Mot s6 it ngusi
bénh biphatban, tang kich déng hoacngtilomao.

XU tri: Can ngung thudc ngay. Néu xay ra sém va khéng
¢6 chéng chidinh, c6 thé gdy non hodc rira da day. Qué
liéu dugi 250 mg/kg khéng gay triéu chiing gi dic biét
va khéng can lam sach da day. Viém than ké dan dén suy
than thiéu niéu da xay ra & mét s6 it ngudi bénh ding
qua liéu amoxicillin. Tiéu ra tinh thé trong mét s trudng
hgp dan dén suy than da dugc bdo cdo sau qua liéu
amoxicillin & ngudi 16n va tré em. Can cung cdp du nudc
va dién gidi cho co thé dé duy tri bai niéu va gidm nguy
cotiéuratinhthé.

T6n thuong than thusng phuc héi sau khi ngiing thudc.
Téng huyét ap cé thé xay ra ngay & ngudi c6 chiic ndng
than tén thuong do gidm dao thai ca amoxicillin va acid
clavulanic. C6 thé dung phuong phép thdm phan mau
dé loai b ca amoxicillin va acid clavulanic ra khéi tuan
hoan.

DUGCLUCHOC:

Amoxicillin va clavulanat kali |a mét phéi hgp cé tac dung
diét khuén. Su phéi hgp nay khong lam thay déi ca ché
tac dung ctiaamoxicillin (dc ché téng hgp peptidoglycan
mang té bao vi khudn) ma con cé tac dung hiép déng
diét khuan, m& réng phé tdc dung ctia amoxicillin chéng
lai nhiéu vi khuén tao ra beta-lactamase trugc day khang
lai amoxicillin don ddc, do acid clavulanic cé ai lyc cao va
gén vao beta-lactamase ctia vi khudn dé tic ché.

Acid clavulanic thu dugc ti su 1én men clia Streptomyces
clavuligerus, c6 cau tric beta-lactam gan giéng nhan
penicillin, ban than cé tac dung khang khuan rat yéu
dong thoi co kha nang Ui ché beta-lactamase do phan
16n vi khudn Gram am va Staphylococcus sinh ra, nhung

Staphylococcus khang methicilin/oxacillin phai coi la da
khang amoxicillin va acid clavulanic. In vitro, acid
clavulanic thudng Uc ché penicillinase tu céu, beta-
lactamase tao ra do Bacteroides fragilis, Moraxella
catarrhalis, va cac beta-lactamase phan loai theo
Richmond va Sykes typ II, llI, IV va V. Acid clavulanic cé
thé Uc ché mét vai loai cephalosporinase tao ra do
Proteus vulgaris, Bacteroides fragilis va Burkholderia
cepacia nhung thudng khong Uc ché cephalosporinase
truyén qua nhiém sic thé Richmond-Sykes typ |; do d6
nhiéu chung Citrobacter, Enterobacter, Morganella,
Serratia spp. va Pseudomonas aeruginosa van khang
thudc. Mot s8 beta-lactamase phé rong truyén qua
plasmid cla Klebsiella pneumoniae, mot sé
Enterobacteriaceae khac va Pseudomonas aeruginosa
cngkhéng biacid clavulanic tcché.

Acid clavulanic c6 thé tham qua thanh té bao vi khuén,
do d6 cé thé tc ché men & ngoai té bao va men gén vao
té bao. Cach tac dung thay d6i tuy theo men bij Uc ché,
nhung acid clavulanic thudng tdc dung nhu mét chat tic
chécétinhtranh chap vakhéng thuan nghich.

Phé diétkhudn ctia thuéc bao gém:
+Vikhudn Gram duong:

- Loai ua khi: Streptococcus faecalis, Streptococcus
pneumoniae, Streptococcus pyogenes, Streptococcus
viridans, Staphylococcus aureus, Corynebacterium,
Bacillus anthracis, Listeriamonocytogenes.

- Loai ky khi: Cac loai Clostridium, Peptococcus,
Peptostreptococcus.

+Vikhudn Gram am:

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

-Loai ky khi: CacloaiBacteroides ké ca B. fragilis.

Nhu vay amoxicillin va clavulanat kali cé tac dung déi voi
ca hai loai vi khudn tao va khong tao beta-lactamase
nhay cdm véi thudc, nhung nhiéu nhalam sang chorang
dé diéu tri vikhuan khong tao beta-lactamase thi nén uu
tién dung amoxicillin don doc, danh thudc phdi hgp cho
céc loai tao beta-lactamase nhay cdm. Do thudc c6 nguy
co gay vang da U mat, nén khong dugc dung qua 14
ngay. Trudc khi bét dau diéu tri bang thudc phéi hop,
phai xac dinh vi khuan gay bénh va lam khang sinh d6.
Trong khi chd két qua, cho diéu tri bang thuéc phéi hgp
néu nghi ngd do vi khuén tao beta-lactamase. Néu két
qua xét nghiém cho thay khang thudc, phaingiing ngay.
DUGCHPONGHOC:

Amoxicillin va clavulanat kali déu hap thu dé dang qua

dudng udng va cling bén viing vdi dich acid clia da day.
N6ng d6 ctia amoxicillin va acid clavulanic trong huyét
thanh dattéidasau 1-2,5giduéng thudc.
Clavulanat kali khéng lam anh hudéng t6i dugc dong hoc
ctia amoxicillin, tuy nhién amoxicillin c6 thé lam téng
hép thu qua dudng tiéu héa va thai trir qua dudng niéu
d6i vai clavulanatkali so véi khi dung clavulanat kali don
doc. Suhdp thu ctia thuéc khéng bi dnh hudng baéi thirc
&n vdidang ché pham phéihgp thong thusng.
Sau khi udng liéu 500 mg amoxicillin va 125 mg acid
clavulanic, néng dé trong huyét thanh dat 6,5 - 9,7
microgam/ml véi amoxicillin va 2,1 - 3,9 microgam/ml
déivéiacid clavulanic.
Sau khi uéng, c& amoxicillin va acid clavulanic déu phan
b6 vao phéi, dich mang phéi va dich mang bung, di qua
nhau thai. Mét lugng thudc nhé dugc tim thdy trong
dom, nudc bot cling nhu trong sita me. Khi mang nao
khéng bi viém, néng dé thudc trong dich ndo tly rat
thdp, tuy nhién lugng thudc 16n hon dat dugc khi mang
néo bj viém. Amoxicillin lién két véi protein huyét thanh
khoang 17 - 20% va acid clavulanic dugc théng bao lién
két véi protein khoang 22 - 30%.
Sinh kha dung dudng uéng ctia amoxicillin [ 90% va ctia
acid clavulanic la 75%. Thai gian ban thai ciia amoxicillin
la1-2gidvactaacidclavulaniclakhoang 1 gic.
Sau khi uéng liéu don amoxicillin va clavulanat kali &
ngudi I6n cé chiic nédng théan binh thuong, 50 - 73%
amoxicillin va 25 - 45% acid clavulanic dugc dao thai
qua nudc tiéu dudi dang khéng déi trong vong 6 dén 8
gio. 3 ngudi suy than, néng do huyét thanh clia ca
amoxicillin va acid clavulanic déu cao hon ciing nhu thoi
gian ban thai kéo dai hon. & bénh nhan véi thanh thai
creatinin 9 ml/phut, thoi gian ban thai ciia amoxicillin va
acid clavulaniclanlugtla7,5va4,3 gid.
Ca amoxicillin va acid clavulanic déu bij loai bo khi thdm
phan méu. Khi thdm phan mang bung, acid clavulanic
ciing bi loai bé trong khi chi mét lugng rdt nhé amoxicillin
biloaibd.
BAO QUAN: Noi kho, nhiét dé dudi30°C, tranh anh séang.
HANDUNG: 24 thang ké tirngay san xuat.
THUGC NAY CHi DUNG THEO DON CUA BAC Si.
DPOCKY HUGNG DAN SUDUNG TRUGC KHIDUNG.
NEUCANTHEMTHONGTIN XINHOIY KIEN BAC SI.
DEXATAMTAY TREEM.
NHA SAN XUAT VA PHAN PHOI:

CONGTY CO PHAN XUAT NHAP KHAU Y TE
@ DOMESCO

Dia chi: S6 346 dudng Nguyén Hué, Phudng
poMEsco My Phu, Thanh phé Cao Lanh, Tinh Dong Thap
Dbiénthoai: 1800.969.660
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