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Thanh phén:

M&i vién nén dai bao phim Midatan 500/125 chira:

Amoxicilin (dang amoxicilin trihydrat) ...........

Acid clavulanic (dang kali clavulanat)....... 125 mg.

Ta duoc {ceilulose vi tinh thé, bjt tale, magmesi stearat, natri starch glycolat,
colloidal anhydrous silica, povidon, hydroxypropylmethyl cellulose,
polyethylen glycol 6000. titan dioxyd): viradu 1 vién
Dirge lyc hoe:

Amoxicilin va kali clavulanat la mét phéi hop cb tac dung diét khuﬁn Sir phm
hop nay khong 12m thay déi co ché tac dung clia amoxicilin (u'c ché tdng hop
peptidoglycan mang t€ bao vi khudn) ma ¢on co tic dung hlf;p dong diét khuan,
ma rong pho tac dung cia amoxicilin chong lai nhiéu vi khudn tao ra beta-
lactamase tru¢c day khang lai amoxicilin dom d§¢, do acid clavulanic co i lyc
cao va gén vao beta-lactamase cua vi khudn de trc ché. )

Acid clavulanic thu dugc tir sy [én men cta Streptomyces clavuligerus, o cau
tric beta-lactam gén gi6ng nhan penicilin, ban thin ¢6 tic dung khéng khuénrat
yéu d6ng thi c6 kha nang e ché beta-lactamase do phén 16m cac vi khuan Gram
am va Staphylococcus sinh ra, nhung Staphyfococcus khang methicilin/oxacilin
phai coi 14 d3 khing amoxicilin va acid clavulanic. /n vifro, acid clavulanic
thudmg e ché penilinase ty cdu, beta-lactamase tao ra do Bacteroides fragilis,
Moraxella catarrhalis (t€n trudc ddy 1a Branhamella catarrhalis), va cic beta-
lactzm}ase phén leai theo Richmond va Sykes typ II, II1, IV va V. Acid clavulanic
c6 thé irc ché mot vai loar cephalosporinase tao ra do Proteus vulgaris,
Bacteroides fragiiis va Burkholderia cepacia (tén trudc ddy 13 Pseudomonas
cepacia) numg thudng khong Ge ché cephalosporinase truyén qua nhiém sic
the Richmond-Sykes typ I, do d6 nhicu chung Cirrobacter, Enterobacter,
Morganella, Serratia Pp-s vi Pseudomonas aeruginosa van khang thube. Mgt
sé beta-lactamase phd rong truyén qua plasmid ena Kiebsietla pneumomae, mét
sb Enterobacteriaceae khilc va Pseudomonas aeruginosa cing khong bj acid
clavulanic tc ché.

Acid clavulanic c6 thé tham qua thanh te bao vi khuan, do d6 c6 thé irc ché
enzym & ngogi té bao vi enzym gin vio té bao. Cach tac dung thay d01 tuy theo
enzym e ché, nhung acid clavulanic thudmg tac dung nhu mot chét vc che c6
tinh ranh chap vakhong thuan ngluch

Phé diét khuén cia thude bao gom:

+Vikhuin Gram duong: Loai wa khi (Streptococcus faecalis, Streprococcus
pneunioniae, Streptococcus pyogenes, Streptococcus viridans, Staphylococcus
aureus, Corynehacterium, Bacillus anthracis, Listeria monocytogenes), loai ky
khi (cac loai Clostridium, Peptococcus, Peptostreptococcus).

+ Vi khuan Gram dm: Loal ua khi (H. philus infh ae, Escherichia
coli, Proteus mirabilis, Proteus vulgaris, cic lodi Klebsiella, Salmonella,
Shigella, Bardetella, Neisseria gonorrhoeae, Neisseria menmgxttd’n Vibrio
cholerae, Pasteurelia multocida), loai ky khi {(cic lodi Bactercides ké ci
B.fragilis).

Amoxicilin va kali clavulanat ¢6 tic dung d6i véri ca hai loai vi khuin tao vd
khéng tao beta-lactamase nhay cim v&i thude, nhung nhi€u nha lim sang cho
rang de dicu trj vi khuén khéng tao beta-lactamase thi nén wu tién dung
amoxicilin don déc, danh thute phoi hgp cho cdc loai tao beta-lactamase nhay
cam. Do thudc c6 nguy co gdy vang da irmdt, nén khon g duqc ding thude qui 14
ngay. Trudce khi bt ddu dieu tr bang thube phol hop, phai xac dinh vi khuan gy
bénh va lam khang sinh 4. Trong khi ché két qua, cho didutri bing thude phoi
hop néu nghi ngé do vi khuén tao beta-lactamase. Néu két qua xét nghigm cho
thay khéng thudc, pbai ngimg ngay. Néu thay do vi khuan khéng tzo beta-
lactamase nhay cam v ammopemulm, mét s6 thdy thude khuyén nén chuyén
sang ding aminopenicilin nhung thuc 1€ kho thuc hién.

Dugc dgng hoc.

Amoxicilin va kali clavulanat déu hép thu de dang qua dwomg udng vi cong bén
vimg véidich acid cuada dy. Sau khi udng vién 500 mg amoxicilin va 125 mg acid
clavulamc, nﬁng d¢ rong huyet thanh dat 6,5 -9,7 mlcmgamfm] voi amoxicilin va
2,1 - 3,7 microgam'ml doi véi acid clavulanic. Su hép thu cua thudc khéng by anh
hugng bdi thirc &n. Sau khi uéng, amoxicilin va acid clavulanic d&u phéin bo vao
phdi, dich mang phoi va dich mang bung, di qua nhau thai. Mt lugng thudc nho
drge nm théy trong dom, muér bot cung nhu rong siva me¢. Khi méng ndo khong bj
viém, ndng 6 thude trong dich nio Giy it thip, ty nhién lugng thudc 16m hon dat
dugc khi mang ndo bj viém. Amoxicilin lién két véi protein huyétthanh khoang 17-
20% vaacidclavulanic 13 khodng 22-30%.

Kha dung sinh hoc dudng udng cua amoxicilin 1a 90% va cua acid clavulanic
14 75%. Nira d&i sinh hoc cliz amoxicilin trong huyét thanh 1 | -2 git va clia acid
clavulanic 12 khoang I gio. Ca amoxicilin va acid clavulanic déu bi lozi b khi
thim phan mau. Khi tham phan mang bung, acid clavylanic ciing bi loai bo trong
khi chi m¢t lugng rdt nhd amoxicilin by loai bo. Probenecid kéo dai théi gian dao
thai cia amoxicilin nhumg khéng anh hwong den sirdio thai ctia acid clavulanic.
Chidjnh:

Thude duge dung d& diéu try trong thési gan ngin (dudi 14 ngay] cic nhiém
khuan géy ra boi cde chung san sinh ra bete-lactamase khéng dap img vén diéu tri
bang cic aminopenicilin don déc:

- Nhiém khuan n.’mg ducmg hé hap twén: Viém amidan, viém xoang, viém tai
gitradd duoc dicu tri bang cig khang sinb thong thudmg nhung khan g 4a.

- Nhiém khuin duémg hd hip dudi béi cac ching . influenzae va Moraxella
catarrhalis (ten trudc day 14 Branhumelia catarrhalis) san sinh beta-lactamase:
Vigm phé quan cap vaman, viém phm phe yuin.

- Nhiém khuin nang dudng tidt nigu-sinh duc bai cac ching E.cali, Klehsietlo
v Enterobacter san sinh beta-lactamase nhay cam: Viém bang quang, viemnigu
dao, vu:m bé than (nhiZm khuin duémg sinh duc ni).

Nhiém khuin da va mé mém: Mun nhot, con tring ddt, 4p xe, nhiém khudn
vétthuong, viém mp té bac.

Nhlem khuan xuong va khap: Viém tuy xuong.

- Nhitm khuan nhakhoa: Ap xed ting.

- Nhim khuan khéc: Nhiém khudn do sdy thai, nmém khuan sin, nhiém khuén
trong 8 bung.

Chaéng chi djnh:

- Dj img véti nhom beta-lactam {c4c penicillin va cephalosporin),

- Can chii y 16 kha nang dj img chéo vén cac khing sinh beta-Jactam nhu cic
cephalosponn.

Thén{rpng: ) )

- ChOy den nguai gia, nguin bénh cd tien sit vang da/rdi loan chire niing gan do
ding amoxicilin va kali clavulanat vi acid clavulanic gdy tang nguy co ¢ mét
tropg gan, Céc dau hida va trigu chimg vang da ot mat tuy it xdy ra kh ding thude
nhung cé thé ndng. Tuy nhién nhimg tri¢u chung do thudmg hdi phuc dugg vd 88
hétsau 6 tuﬁn agimg didu tri.

- Cé thé xay ra phin img qua man trdm rpng & nhimg ngurén bénh cd tign sudi
img véi penicilin hodic di nguyén khéc, nén trudc khi bét diu didn uj bing
amaxicilin cin phai didu1ra k¥ tién siz di img vai penicilin, cephalosporin va che
dinguyénkhdc.

- P6i v&i nhimg nguai bénh suy thin trung binh hay nang cin chit y den lidu
lugng ding (xem phan liéu diing).

- Nguin dang amoxicilin bi man d6 kém sét néi hach.

- Ngun dung thuée kéo dai d6i khi lam phat trién cc vikhuan khéng thuok:

fieei Ainh kv kiém tra chi s0 huyeét hpe, chac n.’mg gan, thin trong sudt qua
o mm s W 4B phav
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Thudc ban theo don
Doc ki huéng din sir dung trede khi dung

Thoi ky mang thai:

Tranh sir dung thudc & ngudi mang thai nhit 13 trong 3 thang dau, i trudng
hop cin thiét va do thay thude chidinh.

Theoi ky cho con ba: .

Trong théi ky cho con bu cé the dung thude, Thudce khéng gdy hai cho 1 dang
bi me trirkhi cé nguy cobi min cam do ¢6 mét lugng ratnhd thubc trong sa.
T4¢ ddng cia thude khildi xe va vin hanh miy méc:

Khéng thay ¢o tac dong anh hudng tdi kha ndng 141 xe va van hach may moc khi
sir dung ché pham.
Téacdyng khong mong muon (ADR):

Khi ding ché pham, trir tic dung phu trén dudmg tieu hoa thuong gip véi tan
suht nhidu hon, cic tac dung phu khac néi chung xudt hién vai tan sudt va mirc &5
tvong ty nhu khi ding don chat amoxicilin. Cac tic dung khdng mong muén khi
dung che pham thuong nhe va thoang qua, chi dua 3% ngudi bénh phai ngieng
dung thude

Thu’&'ﬂg gdp (ADR > 1/100): T:éu héa (tiéu chay, budn ndn, ndn), da {ngoai
ban, ngia).

h‘g{zp (1/1000 <ADR <1/100): Mau(uing bach cau ura ecsin), pan (viém gan v&
vang dar mét, ting transaminase, cé Ihé nang va kéo dai trong vai thang), khic
(viém dm dao do Candida, nhirc dau, s6t, métmoi).

Hiém gdp (ADR < {/1000): Toan thén (phan Gng phan v¢, phit Quincke}, mau
(giam nhe tiéu cdu, giam bach cau, thiéu mau tan mau), tiéu hoa (viém dat trang
mfmg gia), da (hoi chimng Stevens-Johnson, ban dd da dang, vi€m da bang, hoa
tirbigu bi dongd dgc), thin (viém thanke).

Thong bde cho bdc 57 nhlntg tdic dung khéng mong mudn gdp phdi
khi sir dung thudc
Hudmg din cich xir tri ADR:

Néu phan {mg di tmg xay ra nhu ban do, phia Qumcke, s6¢ phan vé, ki chimg
Stevens-Johnson, phai ngimg li¢u phap amoxicilin va ngay 13p 1&c diéu tri cap
ciru béng adrenalin, the oxygen, lién phap corticoid liérm tinh mach va thdng khi,
ké A d3t ndn khi quan va khéng bao gid duge diéu tri bang penicilin boj:
cephalosporinniva.

Viém dai tring gia mac: Ncu nhg thi nglmg thude, néu ning (kha ndeg do
Clostridium difficile) thi bdi phu nude va dién giai, khang sinh ching
Clostridium.

Lleu dung-Cach diing:
* Liéuding: Liéu long thuong duge biéu thi dudi dang amoxicilintron, hopdlat

+ Nguor lom va tré em trén 40kg: Udng | vién cach 12 giovlan. Dm vdinhiém
khuan niing va nhidm khuén dudmg hdhap: Uong | vién cdeh B gid 1an.

+ Ngedi cao twéi: Khdng can diéu chinh lidu trie khi 3¢ thaah thai creatinin
<30mliphit.
- Khdng duge ding thuoe cho tré em < 40kg can ndng.
- Ligu diing cho ngudi suy than (tinh theo ham lugng amoxictlin:

B¢ thanh thai creatinin | Lien u(:‘)ng
>30 ml/phiit Khéng can diu chinh lséu
Neuoi Tir 10 dén 30 miphut | 250-500 mg edch 12 gidvian
wﬁ“"" <10 mU/phit 250-500 mg cach 24 gidlan
3 250-500 mg cich 24 giéitan, cho
fi3m phiggmsu ubng trong va sau khi thim phin
i >30 ml/phat Khéng can diéu chinh licu
E‘Zf?o Tir 10 dén 30 mi/phit | Téi da 15mg/kgilan, 2 lan/ngay
T <10 ml/phat Toi da 1 Smg/kg/ngay
udi) z ~ L I5mg/kpingay va |5mgkg hd
Tham phingnéu sung trong va sau khi tham phéan

* Cich dung: Udng thude vao lic bt dau 3n dé gidm thiéu hedn (womg khong
dung nap thuoc & da day-rudt. Dieu trj khong dwge veot qui 14 ngay ma khong
kham lai.

Tuongtac lhuéc'

- Thude <o thé gy kéo dat thoi gran chay mdu v dong m.m Vi viy can phai
canthin i voi nhung ngudi bénh dang dicu tri hzm‘g thudc chong dony miau.

- Thude 1am giam higu qua cac thude tranh thai udng, do dd cin phii bio rée
chongudtbénh. )

- Nifedspin lam tang hﬁp thu amoxicilin. Bénh nhdn ting acid uric tdu khi
dung alopunnol cung v&i amoxicilin sé lam tang khd ning phit ban amaxicilin.

- C6 the ¢ sy ddi khang giita chit digt khudn amaxicilin va ci¢ chit kim khudn
nhu acid fusidic, cloramphemcol tetracylin.

- Amoxicilin l2m gidm bai tiét methotrexat, ting ddc tinh trén diémg tiéu héa
va hé tao mau. ) y

- Probenecid khi udng ngay trude hode dang thén véi amoxieilin lam gizon thai
trit amoxicilin, tr 46 lam ting nong dé amaxicilin rong mau. Tuy ehién
probenecid khong anh huong den thai gian ban thai, nong 46 t61 da rong miu
(Cmax) va dién tich dudi dudng cong nong da thude theo thén gian wong mau
cuaacid clavulanu,

Néu cin biét thém thiong tin xin hoi § kién caa thd iy thube
Qud lidu va xurtri:

- Triéu chirng: Dau bn,mg, ndn va tiéu chay, Mdt so it ngedn bénh bi phat ban,
tang kich dong hodc ngulomo.

- X tri: Can ngu'ng ngay thude. Dicu tei triéu chimg va hd og néu cdn. Néu qua
lidu x4y ra 5om va khdng 6 chong chi dinh, ¢6 the gdy non hade nra da day. Qus
lieu dudi 250me/kg khong giy triéu chimg gl d5¢ biét va khong can lam sach da
day. Viém than k& din dén suy thin thiéu ni¢u da uy ra & Mot 8§ it ngudi bénh
dung qui liéu amoxicilin, di ra tinh thé trong mdt s& muemg hop dﬁn dén suy
than 3 dugc bao cao sau qud liéu amoxicilin & ngum lim va tré em. Can cung cap
du nudc va dién giai cha cothe ¢é duy mi bai ni¢u va gxam nguy ca dai ca tink the,
Tdn theong than lhu‘(mg phyc héi sau khi ngimg thude. Tang huyétip cé thé x.‘;y
rangay & ngudi ¢6 chire ning thin tén thong da gidm dio thii ca amoxicilin va
acid clavulanic. Cd thé dung phuong phdp tham phén mau &é log b6 ca
amonxicilin va acid clavulanic ra khai tudn hodn.

Désir dyng thude hié¢u qua va an todn, cic bénh nhin can luu y:

- Khong sirdung thude 43 qua hzn ding ghi trén hao bi.

-Khong tu yting hay gidm li¢u ding cda thude.

- Khong duoce wry ngung dung thudc.,

- Khong diegre tiry diing thude dé tai diéu trj hodc khuyén ngudi khic sirdyng.
Khnng sit dung thudc cé biéu hién bién dang.
Tidu chusn: Teéuchudn casd,
Hgn diing: 24 thang ké nr ngay san xuét.
Bdo quin: Nen khd, tranh 4nh sing tree tiép, nhidt 4§ dudi 30°C.
GIC THUOC XA TAM TAY TRE EM
Trinh hay: Hgp 01 tii x 02 vi x 7 vién nén dat bao phim.

$4n 1uit tgi: Céng ty b phin dirge pham Minh Din

Bia chi: Ld E2 - Dwimg N4 - KCN Héa X4 - Phurdma T ds 1.
o -



	‎C:\Users\RD086\Desktop\Huong-dan-su-dung-thuoc-Midatan-500-125-nhathuocngocanh - 0001.jpg‎
	‎C:\Users\RD086\Desktop\Huong-dan-su-dung-thuoc-Midatan-500-125-nhathuocngocanh - 0002.jpg‎

