Rx THUOC BAN THEO DON

OFMANTINE®- DOMESCO 625 mg

THANH PHAN: Mdi vién nén bao phim chta

- Amoxicillin trihydrat compacted twong duong Amoxicillin ..... 500 mg

- Clavulanat kali : Avicel (1:1) tuong duong Acid clavulanic .....125 mg

- Ta dugc: Avicel PH 112, Povidon K30, Natri croscarmellose, Crospovidon CL, Polyethylen glycol 6000,
Magnesi stearat, Colloidal silicon dioxid A200, Simethicon, Hydroxypropyl methylcellulose 15cP, Titan
dioxid.

DANG BAO CHE: Vién nén bao phim.

QUY CACH PONG GOI:

Hop 2 vi x 7 vién.

Hop 1 vi, 3 vix 10 vién.

CHI PINH:

OFMANTINE duoc dung dé diéu tri trong thoi gian ngin cac bénh nhiém khuan do vi khuan nhay cam sau:
- Nhiém khuén ning duong hé hap trén: Viém amidan, viém xoang, viém tai giira.

- Nhiém khuan ho hap dudi béi cac chung H. influenzae va Moraxella catarrhalis san sinh beta-lactamase:
Viém phé quan cap va man, viém phoi - phé quan.

- Nhiém khuan ning dudng tiét niéu - sinh duc bai cac chung E. coli, Klebsiella va Enterobacter san sinh
beta-lactamase nhay cam: Viém bang quang, viém ni¢u dao, viém bé than (nhiém khuén duong sinh duc
nir).

- Nhiém khuédn da va mé mém: Muyn nhot, 4p xe, nhiém khuan vét thuong, viém mo té bao.

- Nhiém khuan xuong va khop: Viém tiy xuong.

- Nhiém khudn nha khoa: Ap xe 6 ring.

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

LIEU LUQNG VA CACH DUNG: Dung udng vao lic bat dau an dé giam thiéu hién twong khong dung
nap thudc & da day - ruot. Khong dung qua 14 ngay ma khong kiém tra xem xét lai cach diéu tri.

* Nguoi 16n va tré em trén 40 kg: 1 vién 625 mg x 2 1an/ngay.

- Nhiém khuén ning va nhiém khuan dudng hé hap: 1 vién 625 mg x 3 lan/ngay, trong 5 ngay.

- Ngudi cao tudi: Khong can didu chinh lidu trir khi do thanh thai creatinin < 30 ml/phut.

- Khdng dung cho tré em dudi 40 kg.

* Truong hop suy than ¢ ngudi 16n va tré em trén 40 kg can phai giam lidu cho phu hop:

+ Do thanh thai creatinin > 30 ml/phiit: Khong can diéu chinh licu.

+ P thanh thai creatinin tir 10 — 30 ml/phut: 1 vién 625 mg x 2 lan /ngay.

+ D¢ thanh thai creatinin < 10 ml/phuat: 1 vién 625 mg x 1 lan/ngay.

+ Tham phan mau: 1 vién 625 mg x 1 1an/ngay, udng trong va sau khi tham phan.

CHONG CHI PINH:

- Dj img v&i nhom beta-lactam (cac penicillin va cephalosporin), cac thanh phan khac cia thudc.

- Can chu y dén kha nang di tmg chéo voi cac khang sinh beta-lactam nhu cac cephalosporin.

THAN TRONG KHI SU DUNG:

- Nguoi ¢o tién sir vang da, rbi loan chirc nang gan do dung amoxicillin va acid clavulanic hay céc penicillin
vi acid clavulanic gy tang nguy co r mét trong gan. Cac dau hiéu va tridu chimg vang da r mat tuy it xay
ra khi dung thudc nhung c6 thé ning. Tuy nhién nhiing triéu chimg d6 thuong hdi phuc duoc va s& hét sau 6
tudn ngung diéu tri.

- P6i voi nhitng ngudi bénh suy than trung binh hay ning can chu ¥ diéu chinh liéu dung.



- P6i voi nhitg nguoi bénh co tién st qua man vai cac penicillin ¢6 thé co phan tng ning hay tir vong. Nén
trude khi bat dau diéu tri bang amoxicillin can phai diéu tra k¥ tién sir di ing v6i penicillin, cephalosporin
va cac di nguyén khac.

- Nhitng ngudi bénh ding amoxicillin bi man dé kém sét ndi hach.

- Dung thudc kéo dai d6i khi 1am phat trién cac vi khuan khang thude.

- Phai dinh ky kiém tra chi sd huyét hoc, chlrc nang gan, than trong qué trinh diéu tri. Can c6 chan doan
phan biét dé phat hién cac truong hop tiéu chay do Clostridium difficile va viém dai trang c6 mang gia. Co
nguy co phat ban cao & bénh nhan ting bach ciu don nhan nhiém khuén.

PHU NU' CO THAI VA CHO CON BU:

- Nghién ctru thye nghiém trén qua trinh sinh san cua chudt da ching minh khi dung ché pham khéng gay di
dang. Tuy nhién, vi con it kinh nghiém_ vé dung thudc cho nguol mang thai, nén can tranh sir dung thubc &
ngudi mang thai nhat 13 trong 3 thang dau, trir truong hop can thiét do thiy thude chi dinh.

- Trong thoi ky cho con bu 6 thé dung thudc. Thude khong gay hai cho tré dang bu me trir khi c6 nguy co
bi man cam do c6 mot lugng rat nho thude trong stra.

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

Thubc c6 thé gay tac dung chong mat (hlem gap). Than trong khi lai xe va van hanh may moc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Than trong d6i voi ngudi bénh dang diéu tri bang thudc chéng dong mau (warfarin) do thude co thé giy
kéo dai thoi gian chdy mau va dong mau.

- Giéng nhu cac khang sinh c6 pho tac dung rong, thudc cé thé lam giam higu qua cta cac thudc tranh thai
dang udng. Vi vay nén tranh ding cac phdi hop nay.

- Nifedipin lam ting hap thu amoxicillin.

- Bénh nhan tang acid uric mau khi dung allopurinol cung véi amoxicillin s€ lam tang kha nang phat ban
ctia amoxicillin.

- C6 thé co su ddi khang giita chat diét khuan amoxicillin va cac chat kim khuan nhu acid fusidic,
cloramphenicol, tetracyclin.

- Amoxicillin lam giam bai tiét methotrexat, tang doc tinh trén duong ti€u hoa va hé tao mau.

- Probenecid khi uéng ngay trudc hodc dong thoi véi amoxicillin 1am giam thai trir amoxicillin, tir d6 lam
ting ndong d6 amoxicillin trong mau. Tuy nhién, probenecid khéng anh hudng dén thoi gian ban thai, ndng
d6 thudc t6i da trong mau (Cmax) va dién tich duéi dudng cong ndng do thude theo thoi gian trong mau
(AUC) cua acid clavulanic.

TAC DUNG KHONG MONG MUON (ADR):

- Thudng gip: Ngoai ban (xuat hién cham sau 7 ngay diéu tri), buén nén, ndn, dau thuong vi, tiéu chay &
nguoi 16n, ty 1& cao hon & tré em va nguoi cao tudi (phan long & 42% tré em dudi 8 thang, 20% & tré em tir
8 - 16 thang va 8,5% & tré em 24 - 36 thang).

- It gap: Ban do, ban dat sin va mé day, dic biét 1a hoi ching Stevens — Johnson, tang bach cau 4i toan,
viém gan, vang da &r mt, tang transaminase, viém am dao do Candida, nhtrc dau, sot, mét moi.

- Hiém gdp: Tang nhe SGOT (AST), kich dong, vat va, lo lang, mat ngu, 1o lan, thay d6i tmg xtr va/hoic
chong mit, viém dai trang c6 mang gia do Clostridium difficile; viém tiéu ket trang cap vdi triéu chung dau
bung va di ngoai ra mau, khong lién quan dén Clostridium difficile, ban xuat huyet giam tiéu cau, tang bach
cdu wa eosin, mat bach ciu hat, phan tng phan vé, pht Quincke; giam nhe tiéu cau, giam bach cau, thiéu
mau tan mau; viém dai trang c6 mang gid; ban do da dang, viém da bong, hoai tir biéu bi do ngo doc; viém
than ke.

* Huéng dan cach xir tri ADR:

Nhiing phan tmg khong mong mudn ciia amoxicillin & dudng tiéu hoa, & mau thuong mét di khi ngimg diéu
tri.

Mgé day, cac dang ban khac va nhitng phan tng giong bénh huyét thanh ¢ thé diéu trj bang khang histamin,
va néu can, dung liéu phap corticosteroid toan than. Tuy nhién khi phan tmg nhu vy xdy ra, phai ngimg



ding amoxicillin, trir khi ¢6 ¥ kién cua thay thudc trong nhiing trudng hop dic biét, nguy hiém dén tinh
mang ma chi c6 amoxicillin moi giai quyét duoc.

Néu phan tmg di tng xay ra nhu ban do, phu Quincke, sdc phan v¢, hoi chimg Stevens - Johnson, phai
ngung liéu phap amoxicillin va ngay 1ap tic diéu trj cip ctru bang adrenalin, tho oxygen, liéu phap corticoid
tiém tinh mach va thong khi, ké ca dit noi khi quan va khong bao gid duoc diéu tri bang penicillin hodc
cephalosporin nira.

Viém dai trang c6 mang gia: Néu nhe: Ngimg thudc; néu ning (kha nang do Clostridium difficile): Boi phu
nude, dién giai va protein, ding khang sinh chéng Clostridium (metronidazol, vancomycin).

Thong bao cho béc si nhirng tac dung khong mong mudn gip phai khi sir dung thude.

QUA LIEU VA CACH XU TRi:

Triéu chimg: Dau bung, nén va tiéu chay. Mot s it ngudi bénh bi phat ban, ting kich dong hoic nga lo mo.
Xt tri: Can ngung thudc ngay. Néu xay ra som va khong c6 chdng chi dinh, co thé gay nén hoic rira da day.
Qua lidu dudi 250 mg/kg khong gy tri¢u chimg gi ddc biét va khong can 1am sach da day. Viém than k&
dan dén suy than thiéu niéu di xay ra 6 mot sb it ngudi bénh dung qua lidu amoxicillin. Tiéu ra tinh thé
trong mét s6 truong hop dan dén suy than da dugc bao cdo sau qua lidu amoxicillin & ngudi 16n va tré em.
Cén cung cap da nudc va dién giai cho co thé dé duy tri bai niéu va giam nguy co tiéu ra tinh thé.

Tén thuong than thuong phuc héi sau khi ngimg thudc. Tang huyét ap co thé xay ra ngay O nguoi cd chire
nang than ton thuong do giam dao thai ca amoxicillin va acid clavulanic. Co thé ding phuong phap tham
phan mau dé loai bo ca amoxicillin va acid clavulanic ra khoi tuan hoan.

DUQC LUC HQC:

Amoxicillin va clavulanat kali 1a mot ph01 hop ¢6 tac dung diét khuan. Su phéi hop nay khong lam thay doi
co ché tac dung ctia amoxicillin (rc ché tong hop peptidoglycan mang té bao vi khuan) ma con c6 tac dung
hiép dong diét khuan, mé rong pho tac dung clia amoxicillin chdng lai nhiéu vi khuan tao ra beta-lactamase
trude day khang lai amoxicillin don doc, do acid clavulanic c6 ai lyc cao va gén vao beta-lactamase cua vi
khuéan dé wrc ché.

Acid clavulanic thu dugc tir sy 1én men cua Streptomyces clavullgerus 6 cdu truc beta-lactam gan gidng
nhan penicillin, ban than ¢ tac dung khang khuan rat yéu dong thoi co kha ning trc ché beta-lactamase do
phan 16n vi khuan Gram 4m va Staphylococcus sinh ra, nhung Staphylococcus khang methicilin/oxacillin
phai coi 14 da khang amoxicillin va acid clavulanic. In vitro, acid clavulanic thudng e ché penicillinase ty
cau, beta-lactamase tao ra do Bacteroides fragilis, Moraxella catarrhalis, va cac beta-lactamase phan loai
theo Richmond va Sykes typ II, III, IV va V. Acid clavulanic c6 thé rc ché mot vai loai cephalosporinase
tao ra do Proteus vulgaris, Bacteroides fragilis va Burkholderia cepacia nhung thuong khong e ché
cephalosporinase truyén qua nhiém sic thé Richmond-Sykes typ I; do_do nhiéu chung Cltrobacter
Enterobacter, Morganella, Serratia spp., v Pseudomonas aeruginosa van khang thudc. Mot sd beta-
lactamase phd rong truyén qua plasmid cua Klebsiella pneumoniae, mot sé Enterobacteriaceae khéac va
Pseudomonas aeruginosa ciing khong bi acid clavulanic tic ché.

Acid clavulanic c¢6 thé thAm qua thanh té bao vi khuan, do dé c6 thé trc ché men & ngoai té bao va men gan
vao té bao. Cach tac dung thay doi tity theo men bj trc ché, nhung acid clavulanic thuong tic dung nhu mot
chat trc ché c6 tinh tranh chip va khong thuan nghich.

Phé diét khuan cua thude bao gom:

+ Vi khuan Gram duong:

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

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

+ Vi khuan Gram am:

- 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 vay amoxicillin va clavulanat kali c6 tic dung ddi véi ca hai loai vi khuan tao va khong tao beta-
lactamase nhay cam véi thube, nhung nhiéu nha 1dm sang cho rang dé diéu tri vi khuan khong tao beta-
lactamase thi nén uu tién dung amoxicillin don doc, danh thube phéi hop cho cac loai tao beta-lactamase
nhay cam. Do thudc c6 nguy co gy vang da & mat, nén khong duoc dung qua 14 ngay. Trude khi bét dau
diéu trj bang thudc ph01 hop, phai xac dinh vi khuan gy bénh va lam khang sinh dd. Trong khi cho két qua,
cho diéu tri bang thudc phdi hop néu nghi ngd do vi khudn tao beta-lactamase. Néu két qua xét nghiém cho
thiy khang thudc, phai ngimg ngay.

DUQC PONG HOQC:

Amoxicillin va clavulanat kali déu hip thu dé dang qua duong ubng va cung bén vimng véi dich acid cua da
day. Nong d6 ctia amoxicillin va acid clavulanic trong huyét thanh dat t6i da sau 1 — 2,5 gid udng thude.
Clavulanat kali khong 1am anh huéng t6i duoc dong hoc ciia amoxicillin, tuy nhién amoxicillin ¢6 thé lam
taing hip thu qua duong tiéu hoa va thai trir qua dudng niéu d6i vé6i clavulanat kali so v6i khi dung
clavulanat kali don doc. Sy hip thu cia thudc khong bi anh huéng boi thirc dn véi dang ché pham phdi hop
thong thuong.

Sau khi udng liéu 500 mg amoxicillin va 125 mg acid clavulanic, néng d¢ trong huyét thanh dat 6,5 - 9,7
microgam/ml v&i amoxicillin va 2,1 - 3,9 microgam/ml ddi véi acid clavulanic.

Sau khi uéng, ca amoxicillin va acid clavulanic déu phan bd vao phéi, dich mang phéi va dich mang bung,
di qua nhau thai. Mot luong thuéc nho dugc tim thiy trong dom, nude bot ciing nhu trong sira me. Khi
mang ndo khong bi viém, néng do thude trong dich nao tuy rat thép, tuy nhién luong thude 16n hon dat duoc
khi mang ndo bi viém. Amoxicillin lién két v6i protein huyét thanh khoang 17 — 20% va acid clavulanic
dugc thong bao lién két voi protein khoang 22 — 30%.

Sinh kha dung duong udng ciia amoxicillin 1a 90% va cua acid clavulanic 1a 75%. Thoi gian ban thai cua
amoxicillin Ia 1 — 2 gi¢ va cua acid clavulanic 1a khoang 1 gio.

Sau khi uéng liéu don amoxicillin va clavulanat kali & ngudi 16n c6 chirc nang thén binh thuong, 50 — 73%
amoxicillin va 25 — 45% acid clavulanic dugc dao thai qua nude tiéu dudi dang khong doi trong vong 6 dén
8 gio. O nguoi suy than, nong do huyet thanh cta ca amoxicillin va acid clavulanic déu cao hon ciing nhu
thoi gian ban thai kéo dai hon. O bénh nhan véi thanh thai creatinin 9 ml/phut, thoi gian ban thai cua
amoxicillin va acid clavulanic 1an luot 1a 7,5 va 4,3 gio.

Ca amoxicillin va acid clavulanic déu bi loai bé khi thim phan mau. Khi thim phan mang bung, acid
clavulanic cling bi loai bo trong khi chi mét lugng rat nhé amoxicillin bi loai bo.

BAO QUAN: Noi khd, nhiét &6 dudi 30 °C, tranh anh sang.

HAN DUNG: 24 thang ké tir ngay san xuat.

THUOC NAY CHI DUNG THEO PON CUA BAC SI.

PQC KY HUONG DAN SU DUNG TRUOC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.

PE XA TAM TAY TRE EM.



