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| STORAGE: Dry place,
| SPECIFICATION: Manuf;

avoid direct light. Below 30°C.
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Box of 2 blisters of 7 film coated caplets
COMPOSTIONS: Keep out of reach of children
e e e e s Read enclosed leaflet carefully before use
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| Plaase read the enclosed leaflet.
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Rx Vién nén dai bao phim
Midantin 250/31,25

Thuoc ban theo don
Poc ki hudng dan sir dung trude khi dung

Thanh phin:
M@&i vién nén dai hao phim Midantin 250/31,25 chifa:
Amexicilin (dang amoxicilin rihydratl. ..o 250 mg.
Acid clavulanic (dang kali clavulanat ) 31,25 mg.
Té due: vira di | vién
Duac luc hoc:

Amoxicilin va kali clavulanal 13 mol phdi hop ¢6 tic dung diet khudn. Sy phdi hop
niy khong lim thay d6i co ché tic dung cla amoxicilin (fc ché 16ng hop
peplidoglycan mang (& bao vi khudn) ma cdn cd tdc dung hiep ddng diét khudn, mér
rong phd e dung clia amoxicilin chéing lai nhiéu vi khudn tao ra bela-lactamase
tredic day khang lai amoxicilin don doc, do acid clavulanic ¢ di lue cao vi gan vio
beta-lactamase cia vi khudn dé e ché.

Acid clavulanic thu dwge (r sy 18n men cla Streptomyces clavidigerns, c6 ¢du ric
beta-laclam gdn gitng nhan penicilin, ban than c6 tic dung khang khudn ral yéu
déng thini ¢ kha nang tic ché heta-lactamase do phén lon cic vi khudn Gram am va
Staphylococeus sinh ra, nhung Staphylococcus khang methicilinfoxacitin phai coi la
da khing amoxicilin va acid clavulanic. In virre, acid clavulanic thuimg Ge chd
penilinase W cfu, beta-lactamase o ra do Bacteroides fragilis, Moraxella
catarrhalis { én trude ddy la Branhamella catarrhalis), va cic beta-lactamase phan
loai theo Richmond va Sykes typ IL, 111, 1V vi V. Acid clavulanic ¢6 thé de ché mot
vii loai cephalosporinase tao ra do Protens vulgaris, Bacteroides fragilis va
Burkholderia cepacia (@n trude day 1a Psendomenay cepacia) nhung thuimg khong
e ché cephalosporinase truyén qua nhiém sic thé Richmond-Sykes typ I; do dé
nhiéu ching Citrobacier, Enterobacter. Morganella, Serratia spp., va Psendomonas
aeruginosa vin khing thutde, Mot s6 beta-lactamase phd rong truyén qua plasmid
cia Kiehsiefla pneumonige, mdt s6 Enterobacteriaceae khdc va Psendonionas
aeriginosa cing khong bi acid clavulanic G ché.

Acid clavulanic ¢6 thé thim qua thinh 1€ bao vi khudn, do dé ¢6 thé b ché enzym
¢ ngoai 1& hao vi enzym gan vao 1€ bao, Cich tic dung thay d6i 1y theo enzym e
ché, nhung acid clavulanic thuimg tie dung nhu mot chdl Ge ¢hé ¢6 tinh wanh chip
vt khong thudn nghich.

Phd diét khudin cha thudc bao gm:

+ Vi khudn Gram duwong: Loai va khi (Streprococcus faecalis, Streptococeus
penmoniae, Streplococcus  pyogenes, Streptococens  viridans, Staphylococeus
airens, Corynebacterium, Bacillus anthracis, Listeria monocytogenes), loai ky khi
(cde lodi Clostridium, Peptococcus, Peptostreptococcis).

+ Vi khuin Gram am: Loai va khi (Haemophilus influenzae, Escherichia coli,
Proteus miirabilis, Protens vulgaris, cic lodi Klebsiella, Salmonella, Shigella,
Burderella, Neisseria  gonorrhoeae, Neisseria™ meningitidis, Vibrio cholerae,
Pastenrella multocida), Jodi ky khi (cde lodi Bacteroides k€ ¢i B fragilis).

Amoxicilin va kali clavulanal ¢6 tdc dung d6i vai cd hai loai vi khufin tao va
khong taw beta-lactamase nhay cm véi thudc, nhung nhiéu nhi 1am sing cho ring
d¢ diéu trj vi khudn khong 1ao bela-lactamase thi nén wu tién ding amoxicilin don
diwe, danh thudc phoi hop cho cde loai tao bela-lactamase nhay cam. Do thudc 6
nguy o gdy vang da @ maL, nén khong duge ding thude qud 14 ngay. Trude khi bat
déu diéu tri bing thudc phdi hop, phai xdc dinh vi khugn gdy bénh va lam khang
sinh dd. Trong khi chi két qud, cho diéu tej bing thude phdi hop néu nghi ngdr do vi
khudn 140 heta-lactamase. Néu kél qua xét nghiem cho thiy khing thudc, phéi
ngimg ngay. Néu thiy do vi khudn khong tgo heta-lactamase nhay cadm vii
aminopenicilin, mol s thdy thude khuyén nén chuyén sang diing aminopenicilin
nhumng thue & khé thue hign
Duoe dong hoc:

Amoxicilin va kali clavulanat déu hip thu d& dang qua duimg uding va cling hén
vimg vii dich acid cla Ja ddy. Nong do cla hai chdl nay rong huy&t thanh nay dat
00 4 sau 1-2,5 gitr uing liéu don dang thude vién thong thutmg. Kali clavulanal
khong lam anh huimg (6 dwge dong hoe cla amoxicilin, Wy nhién amoxicilin ¢ thé
lam tang hap thu qua duimg tiéu hoa vi thdi irir khi qua dutmg ni¢u doi véi Kali
clavulanat so véi khi dung kali clavulanal don doc. Sau 1 givr udng 20 mphkg
amoxicilin + 5 mg/kg acid clavulanic, s& ¢6 trung binh 8,7 microgam/ml amoxicilin
vit 3,0 microgam/ml acid clavulanic trong huyét thanh. Sy hip thu cla thudic khong
bi finh huimg bl thire an. Sau khi ubng, amoxicilin vi acid clavulanic déu phan b
v phéi, dich mang ph6i va dich mang hung, di qua nhau thai. Mot legng thude nho
duge tim thily trong dim, e bot cling nhu trong sia me. Khi mang ndo khong bi
viérn, néng do thudie trong dich ndo Ly rat thip, wy nhién lugng thudc In hon dat
duye khi mang ndo bi viem. Amoxicilin lién k€t vdi protein huy€l thanh khoang 17-
20% va acid clavulanic 1a khodng 22-30%.

Kha dung sinh hoc dutmg uding cla amoxicilin 14 90% va cla acid clavulanic 12
75%, Nira din sinh hoe cda amoxicilin trong huy@l thanh la 1-2 giir vi cis acid
clavulanic 13 khodng | git, C3 amoxicilin va acid clavulanic déu bj loai bo khi thim
phan mau, Khi thim phan mang bung, acid clavulanic cling bi loai bd trong Khi chi
mt lugng rat nhd amoxicilin bi logi bo. Probenecid kéo dai thiv gian dao thdi cla
amoxicilin numg khong anh hudmg d€n sw dio thii cia acid clavulanic.

Thai ky mang thai:

Tranh st dung thudc (¢ nguivi mang thai nhdt L rong 3 thang déu, trir wdmy hop
¢dn thiét vii do thdy thudc chi dinh.
Thai ki cho con bi:

Trong thifi ki cho con b ¢6 thé ding thudc. Thude khong gay hai cho iré dang bi
me trir khi cé nguy co bi mén cidm do ¢ mot lwong rdt nhd thudc rong sita.

Tée ding cia thude khi lai xe va van hinh may moc:

Khong thiy ¢4 tic dong anh huimg (i kha nang ld: xe va van hinh mdy moc khi su
dung ché phim.
Téc dung khong mong muén (ADR):

Khi ding ¢hé phdm trir tdc dung phu trén dudmg tiéu hoa thuimg gap vdi tin sufl
nhiéu hom, cie tic dung phu khde nédi chung xudl hién véi tn sudl vi mife do wong
wr nhu khi ding don chét amoxicilin. Cde e dung khong mong mudn khi ding ché
phim thutmg nhe vi thodng qud, chi dudi 3% nguini hénh phéai ngimg ding thudc

Thiimg pap (ADR > 1/100): Tiéu hoa (ligu chdy, budn non, non), da (ngoai han.
ngia).

it gdp (171000 <ADR <1/100): Mdu (ang bach cdu 4i Loan), gan { viém gan vi
ving da I mal, tang iransafinase, o thé nang vi kéo dai tong vai thing), khic
(viem am dao do candida, nhire ddu, 01, met moi).

Hiém gdp (ADR < 1/1000): Toin than (phén dng phén vé, phu Quincke), miu
(gidm nhe Liéu cdu, gidm bach cdu, thiéu mau o mdu), Uéu hoa (viem dai tring gia
mac), da (hdi chimg Stevens-Johnson, ban do da dang, viem da bong. hoai 1 bidu by
do ngd doc), thin (viem than k).

Thong bdo cho bic sy nhimg tde dung khong mong mudn gdp phdi
khi sit dung thude
Hudmg dan cach xir tri ADR:

Néu phan ng di éng xdy ra nhu ban do, phi Quincke. sée phin vé, hoi ching
Stevens-Johnson, phai ngimg licu phdp amoxicilin v ngay lap wre diéu i cap ciu
hing adrenalin, tht oxygen, liéu phdp corticoid tiém tinh mach va thong khi, ké ca
dat ndi khi quan vi khong bao gior duoe diéu tri bing penicilin hodc cephalosporin
nira.

Viem dai rang gid mac: Néu nhe thi ngimg thude, néu nang (khd nang do
Clostridinm difficile) thi bii phu nirde va dién gidi, khdng sinh chng Clostridinm.
Liéu diing-Cich ding:

* Liéu ding: Ding theo sy ké don ciia thdy thudic. Liéu luomg thutmy duge hidu thi
dudi dang amoxicilin trong hop chat.

- Nguii Ion v e em: > 40kg can nang: Udng 2 vien cdch 12 giiflan. Dol v
nhiém khuin nang v nhiém khudn duimg ho hép: Uding 2 vién cich 8 gioflin trong
5 ngay.

- Khong due diing thude cho tré em < 4Ukg can niing.

- Litu diing cho nguii suy thin (tinh theo hdm lwong amoxicilin):

Do thanh thai creatinin Liéu uiing
>30 ml/phit Khong ¢dn dicu chinh lidu
— Tir 10 dén 30 ml/phiic 250-500 mg cdch 12 gioflan
én <3(3 mifphdt 250-500) myg cdch 24 gidilan
Tham phan mdu 250-500 mg cich 24 gilan, cho
uding trong va sau khi thim phan
>3 ml/phiit Khong cén diéu chinh licu
Tré Tir 10 dén 30 ml/phit Tai da | Smyfkean, 2 lan/ngay
em cBL! ml/phit Tohi da | Smefkefnpay ) ]
Tham phan mdu 15myfkgfnpay vie | Smgfkg bo sung
trong vé sau khi thim phan

* Cich ding: Uding thudc vio lde bat ddu an d¢ gidm thiéu hi¢n wong khang dung
nap thudic & da day-rudL. Diéu iri khong duge vuot qud 14 ngiy ma khong khdm lai
Tuwong téc thudc:

- Thudic ¢d thé gay kéo dii thivi gian chiy mdu va dong mau, Vi vay cin phdi can
than d6i vii nhimg nguii bénh dang diéu (ri bang thudc chéng dong mau.

- Thude lam giam hi¢u qui cde thude trdnh thai udng, do do cin phai bio trude
cho nguin bénh.

- Niledipin 1am tang hap thu amoxicilin. Bénh nhan tang acid uric mau khi ding
alopurinol clng véi amoxicilin s& 1am tang kha nang phdt han amoxicilin.

- C6 thé ¢6 sy A6 khdng gilta chét diet khugn amoxicilin va cde chdt kKim kbudn
nhur acid fusidic, cloramphenicol, tetracylin.

- Amoxicilin 1am gidm bii 1€t methotrexat, tang doc tinh trén duimg tiéu hoa va
hé tao mdu.

- Probenecid khi udng ngay wrwde hode ddng thii vii amoxicilin lam giam thii i
amoxicilin, 1 do }am tang ndng do amoxicilin wrong mau. Tuy nhién probenccid
khong dnh hudmg dén thiri gian bdn thai, ndng Ao 101 da wong mdu (Cmax) vi dign
tich du6i duimg cong ndng do thude theo thiv gian rong mau cia acid clavulanic

Néu cdn biét thém thong tin xin héi y kién cia thay thuoe
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Chi dinh:

Thudi duge ding dé diéu tri trong thivi gian ngdn cdc nhiém khudn pay ra bii cde
ching sin sinh ra beta-lactamase khong ddp @mg voi didu i bing céc
aminopenicilin don doe:

- Nhiém khudn nang duimg ho hdp trén: Viém amidan, viém xoang, viém lai gida
da duce diéu trj bang cdc khang sinh thong thuimg nhung khong do.

- Nhidm khudn dulmg ho hip dudi béi cdc chiing H. influenzae vi Moraxella
catarrhalis (1én wudc diy 13 Branhamella catarrhalis) sin sinh bela-lactamase:
Viem phé quan ¢Ap vl man, viém phdi-phé quan,

- Nhim khuéin nang duimg EL niéu-sinh duc bii cc ching E.coli, Klebsiella vi
Enterobacter sin sinh beta-lactamase: Viém bang quang, viém niéu dao, viém bé
thin (nhiém khudn duimg sinh duc o).

- Nhiém khugn da vi md mém: Mun nhol, ¢On tring dot, dp xe, nhiém khudn vét
thuong, viém md (& bao.

- Nhiém khufin xuong va khap: Viem wy suong.

- Nhiém khudn nha khoa: Ap xe § rang.

- Nhiém khudn khéc: Nhiém khudn do sdy thai, nhiém khudn san, nhiém khudn
trong & bung.

Chong chi dinh:

- Di dng vdi nhdm beta-lactam (cdc penicillin vi cephalosporin).

- Ciin chid y 14 khd nang di tng chéo vdi cic khing sinh beta-luctam nhu cic
cephalosporin.

Than trong:

- Chi ¥ dén nguini gid, nguti benh ¢ tién sir ving da/r8i loan chic nang gan do
ding amoxicilin va kali clavulanat vi acid clavulanic gdy tang nguy co & mat trong
gan. Cdc ddu hicu va tri¢u chimg viing Jda & mét tuy fi xdy ra khi ding thuGc nhung
vt the nang. Tuy nhién nhimg tricu chimg d6 thutmg héi phue duge va 5@ hét sau 6
tan ngimg Jidu tri.

- Cii thé xdy ra phin tng qud min trdm trong & nhimg nguisi bénh c6 tidn sir dj
Ung vdi penicilin hodc di nguyén khdc, nén trwde khi bt ddu diéu i bing
amoxicilin ¢dn phai diéu tra k§ tién sir di tmg i penicilin, cephalosporin vi céc di
nguyén khdc.

- Do vdi nhimg nguini benh suy than trung binh hay nang cfn chi § dén liév luong
ding (xem phdn liéu ding).

- Ngudni dbng amoxicilin bi mdn dé kém st ndi hach.

- Neuti ditng thudc kéo dai doi khi lim phat trién cdc vi khudn khing thukc.

- Phai dinh ky kiém tra chi s huy€l hoe, chife nang gan, than trong sut qué trinh
diéu tri. Cdn ¢6 chdn dodn phan hi¢t d& phdt hién cac trwimg hop Licu chdy do
C difficile vis viem dai tring <6 ming gid. CO nguy co phat ban cao & bénh nhan tang
hach cdu dom nhan nhiém khudn.
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Qua liéu va xir tri:

- Triéu chimg: Pav bung, non v tiéu chay. MOL s it nguini bénh bi phdl ban, tang
kich dong hode ngd 1o mo.

- Xt iri: Cén ngimg ngay thude. Diéu tri ricu ching vi hd o néu ¢fin. Néu qud
lidu xay ra sdm va khong ¢6 chong chi dinh, ¢6 thé gay non hode ria da diy. Qua
lidu dudi 250mg/kg khong gdy tridu chimg gi dac biét vii khong cin lam sach dy
day. Viém than k& din dén suy than thidu niéu d3 xay ra & mot s6 it ngudi benh
ding qué liéu amoxicilin. Déi ra tinh thé trong mot s truimg hop dén dén suy thin
da duoe bdo cdo sau qud lidu amoxicilin & ngudn Ién va e em. Cln cung ¢ip do
nisde VA dign gidi cho cu thé dé duy Iri bai ni¢u v gidm nguy ¢ ddi ra tinh thé. Tén
thuong than thuimyg phuc hii sau khi ngimg thudc. Tang huyel dp co thé xdy ra ngay
& ngudi ¢6 chie nang than On tuong do gidm dao thai cd amoxicilin vy acid
clavulanic. C6 thé ding phuong phdp thdm phan méau ¢ loai hd cd amoxicilin vi
acid clavalanic ra khoi tudn hoin.

Dé sir dung thude hiéu qua va an loin, cic bénh nhan cin lwu y:
- Khong sir dung thude d3 qud han ding ghi trén bao hi.
- Khong wr ¥ tang hay gidm lidu ding cla thude,
- Khong duwoc wr ¥ ngung ding thudi,
- Khong duge wr y ding thudc d€ i diéu tri hoae khuyén nguisi khde sir dung.
- Khong sir dung thudc ¢ biéu hién hign miu, mdp méo, 4m mdc.
Tiéu chuan: Titu chudn co so,
Han diing: 24 thing ké tir ngity sin xudl.
Bao quan: Nui kho, trédnh dnh séng truc Liép, nhiet do dudi 30°C.
GIU THUOC XA TAM TAY TRE EM

Trinh bay: Hop 01 ti x 02 vi x 7 vién nén dai hao phim.
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San xuit tai: Céng ty cé phan duge phdm Minh Dan
bia chi: Lo E2-Duimg N4-KCN Hoa X4-Nam Dinh
Dién thoai: 03503.671086 Fax: 03503.671113

Email: minhdanpharma@yahoo.com.vn




