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Amoxicilin 500 mg + Acid Clavulanic 125mg

Box of 2 blisters of 7 film coated caplets

KEEP OUT OF REACH OF CHILDREN

COMPOSITIONS:

An_m:duin (as Amasicilin trnydrate] ... NPT ... 500 mg READ ENCLOSED LEAFLET CAREFULLY BEFORE USE
Acid Clavulanic (as Clavulanate potassium)....... p— e 1|
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mm,wﬂmm‘m‘ﬁ. PRECAUTIONS, DOSAGE, SIDE EFFECTS.
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STORAGE: Dry place, avold direct light Below 30°C.
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B Midantin

Thuéc ban theo don
Poc kj huong dan sir dung trude khi dung

Thanh phan:

Mdi g6i 3,5 g hot pha hon dich ung Midantin 250/62,5 chifa:

Amoxicilin (dang amoxicilin trihydrat)

Acid clavulanic (dang kali clavulanal ). ; ..62,5 mg.

Td ditge (bor hwomg ligu, natri benzoat, magnesi stearaf, xanthan gum,

polyethylen glycol 6000, cellulose vi tinh the, duomg trdng): vita dii | goi.

Mi gi 3,0 g hot pha hén dich uding Midantin 500/62,5 chira:

Amoxicilin (dang amoxicilin wrihYArat). .o 500 mg.

Acid clavulanic (dang kali clavulanat )............ it :

Td dioe (bor huomg liéu, natri benzoat, magnesi stearal,

polyethylen glycol 6000, cellulose vi tinh thé, duimg trdng):

M@i vien nén dai bao phim Midantin 500/125 chifa:

Amoxicilin (dang amoxicilin trihydrat)....

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

Td dite (cellulose vi tinh thé, bor tale, magnesi stearat, natri starch glycolat,

collodial anhydrous silica. povidon. tinh bt bién tinh, hydroxypropylmethyl

glyeol, polyethylen glycol 6000, titan dioxyd): vita dhi 1 vién.

M@i vién nén dai bao phim Midantin 1000 cha:

Amoxicilin (dang amoxicilin trihydrat) ...875 mg.

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

Té duve (cellulose vi tinh thé, bot tale, magnesi stearal, natri starch glycolar,

collodial anhydrous silica, povidon, tinh bt bién tinh, hydroxypropylmethyl

glycol. polyethylen glyeal 6000, titan dioxyd): vira dii 1 vién.
Durge lue hoe: :

Amoxicilin 1 khing sinh bén tong hop, thuoe nhom beta-lactam ¢6 phd diét
khudn rong d6i v6i nhiéu vi khudn Gram duong va Gram am do e ché ng hop
thanh (€ bao vi khudn. Nhumg vi amoxicilin rét d& bi phd hiy boi beta-lactamase, do
d6 khong ¢d tdc dung ddi vai nhimg ching vi khudn sin sinh ra cde enzym nay
(nhiéu chiing Enterobacieriaceae vit Haemophilus influenzae).

Acid clavulanic thu duoe do su len men clia Strepromyces clavuligerus, ¢6 ciu
irdc beta-lactam gén giong voi penicilin, c6 kha ning e ché beta-lactamase do phén
[én chc vi khudn Gram 4m va Staphylococcus sinh ra. Dac biét nd cd tic dung (e
¢hé manh cdc beta-lactamase truyén qua plasmid gy khing cic penicilin va cic
cephalosporin.

Pyeudomonas aeruginosa, Proteus  morganii vd refrgeri, mol s ching
Enterobacter v Providencia khing thudc, va ¢é tu ciu khang methicilin cing
khéng thudic ny. Ban than acid clavulanic c6 tac dung khang khudn rét yéu,

Acid clavulanic gidp amoxicilin khong bi beta-lactamase phd huy, ddng thi md
rong them phd khing khudn ciia amoxicilin mot cdch hicu qua doi vii nhidu vi
khudn theng thutng da khing lai amoxicilin, khdng cde penicilin khdc v cdc
cephalosporin.

Cé thé coi amoxicilin va clavulanal I thude diét khudn doi véi cic
Pneumococcus, cae Streptococcus beta lan méu, Staphylococcus (ching nhay cam
véi penicilin khong bi dnh hutng clia penicilinase), Haemophilus influenzae vi
Branhamella catarrhalis ké ¢ nhimg chiing sn sinh manh beta-lactamase. Tém lai
phé diét khudn ca thude bao gbm:

+ Vi khudn Gram duong: Loai hiéu khi (Streptococcus faecalis, Streptococens
preumoniae, Sireplococcus. pyogenes, Sireptococcus  viridans, Staphylococeus
aurens, Corynebacterium, Racillus anthracis, Listeria monocyiogenes), loai y&ém khi
(cae loai Clostridium, Peptococcus, Peptostreptococcus).

+ Vi khufin Gram am: Loai hicu khi (Haemophilus inflienzae, Escherichia coli,
Proteus mirabilis, Proteus vulgaris, cic lodi Klebsiella, Salmonella, Shigella,
Bordetella. Neisseria gonorrhoeae, Neisseria meningitidis, Vibrio cholerae,
Pasteurella multocida), 1odi yém khi (cde lodi Bacteroides ké ¢i B. fragilis).

Duroc dong hoc:

Amoxicilin va kali clavulanat déu hdp thu dé dang qua dutng uding va ciing bén
vimg véi dich acid clia da day. Néing 40 ciia hai chit nay trong huyét thanh dat i da
sau 1-2 ity udng thudc. Su hip thu ciia thude khong bi dnh huimg boi thitc an Vil 10t
nhit ngay trude bita 4n. Sau khi uGng, cd amoxicilin vi acid clavulanic déu phan bo
vio phéi, dich mang phéi va dich mang bung, di qua nhau thai. Mot luong thude nhd
duee tim thay trong dém, nude bot cling nhu trong sita me. Khi mang néo khong bi
viém, ndng do thudic trong dich ndo thy réit thip, wy nhién luong thudic 16n hom dat
durge khi mang ndo bi viem. ‘Amoxicilin lién ket véi protein huyét thanh khodng 17-
200, va ucid clavulanic khodng 22-30%. Khi dung sinh hoc dufmg ung cia
amoxicilin 13 90% va cia acid clavulanic 14 75%. Nira dii sinh hoe cla amoxicilin
Ja 1-2 giir vi clia acid clavulanic 1 khodng 1 gitr. & ngudi suy than, ndng do huyét
thanh ctia c& amoxicilin va acid clavulanic déu cao hon cing nhu nira doi thai urir
cing kéo dai hom. ¢ benh nhan vGi thanh {héi creatinin 9 ml/phit, nia disi chg
amoxicilin 12 7,5 gid, cia acid clavulanic Fa 4.3 gidt.

Amoxicilin va acid clavulanic déu bi loai b6 khi thim phan méu. Khi thim phin
ming bung, acid clavulanic ciing bi loai bd trong khi chi mot lwgng rdt nho
amoxicilin bi loai b, Probenecid kéo dai thisi gian dao thai cla amoxicilin nhung
khong anh hudng dén si dio thi clia acid clavulanic.

Chi dinh:

Cic ché phim duge ding d€ diéu tri trong {hisi gian ngan cdc nhiém khudn gdy ra
hiti cde chung sn sinh ra bela-lactamase khong gy ddp dmg v didu tri bing cdc
aminopeniclin don doc:

_ Nhiém khudn nang dutmg ho hip trén: Viém amidan, viém xoang, viem tai gilra
3 duge didu tri bang cic khing sinh thong thutmg nhimg khong dd.

- Nhiém khudn dutmg ho hdp dudi bai cc ching H. influenzae v Branhamella
catarrhalis sin sinh beta-lactamase: Viém ph€ quin cdp vi man, viem phdi-ph¢
quén.

250 mg.

xanthan gum,
vita dii 1 goi.

Tic dung khong mong muon (ADR):

Cic tde dung khong mong mudn thuimg ¢6 lién quan dén liéu dung, Khi ding
thudc, trir tée dung trén dudmg tiéu hoa thuimg wdp véi tin sudt nhiéu hom, cdc téc
dung phu khdc xuflt hién vi \in sudt va mie d6 trong w nhy khi chi ding don chat
amoxicilin. Cc tc dung khong mong mudn thuimg nhe via thodng qud, chi dudi 3%
ngudi bénh phéi ngimg dung thudc,

Thudmg gdp (ADR > 1/100): Tiéu héa (tiéu chay, bubn non, non), da (ngoai ban,
ngita).

it gap (1/1000 <ADR <1/100): Méu (tang bach cu cosin), gan (viem gan vi vang
da (t mal, 1Ang transaminase, ¢0 thé nang v kéo dhi trong vai thing), khdc ( viem am
dao do Candida, nhire ddu, sOt, mét moi).

Hiém gip (ADR < 1/1000): Toan than (phan (mg phén v¢, phi Quincke), midu
(gidm nhe tidu cdu, gidm bach céu, thi€u mau tan méu), tiéu hoa (viem dai trang gid
mac), da (hoi ching Stevens-Johnson, ban db da dang, viém da bong, hoai tir hiéu bi
do ngd doc), than (viem than ke).

Hudng dan cich xit tri ADR:

Neéu phan (g di mg xdy ra nhu ban db, phit Quincke, soc phan vé, hoi chimg
Stevens-Johnson, phdi ngimg liéu phip amoxicilin vi ngdy lap tic diéu i bing
epinephrin, th oxygen, litu phép corticoid tiém tinh mach, thong khi, ké i dat noi
khi quan va khong bao gity duge diéu tri biing pencilin hoge cephalosporin na.

Viem dai tring ¢6 mang gid: Néu nhe thi ngimg thudc, néu nang (kha nang do
Clostridium difficile) thi bdi phu nudc va dién gidi, ding Khing sinh chong
Clostridium (metronidazol, vancomyein).

Liéu ding-Céch dung:
* Liéu dung: Liéu lugng thuomg duge biéu thi dudi dang amoxicilin trong hop chiit.

- Naaeri lom:

+ Ubng liéu 250 mg ( ding goi Midantin
62,5 mg acid clavulanic) cach 8 gityldn.

+ Doi v6i nhiém khudn nang va nhiém khudn dubng ho hép, udng liéu 500 mg
(ding vien bao phim Midantin 500/125 chita SO0 mg amoxicilin+125 mg acid
clavulanic, hodc ding géi Midantin 500/62,5 chita 500 mg amoxicilin + 62,5 mg
acid clavulanic ) cdch 8 gity/ldn trong 5 ngay.

_Tré em trén 40 kg cdn ndng: Udng theo lidu ngudi lim.

Tré em duci 40 kg can ndng: Khong duoc ding vién hao phim,
Midantin 250/62,5 hoac géi Midantin 500/62.5.

+ Ding liéu thong thuimg la 20 mg/kg amoxicilin/ngiy, chia lim nhiéu 1én
ciich nhau 8 gitr.

+ DE diéu tri viem tai gilta, viem xoang, nhiém khudn dutmg ho hip dudi va
nhiém khudn nang, ding lidu thong thudng T 40 amoxicilin mg/kg/ngly chia lam
phiéu 14n cich nhau 8 gid, rong 5 nghy.

- Liéu diing cho nguen suy than: :

+ Khi ¢6 én thuong than, phai thay d6i liéu va/hodc 567 1an cho thuic dé dép %/
{mg vGi tén thuong than. Néu do thanh thai creatinin Ién hon 30 mi/phit: Ding lifn: 07" o
binh thuimg khong cén thay ddi. Néu do thanh thi creatinin 15-30 ml/phit dl‘m;¥ BB
fiéu thong thudng cho cdch nhau 12-18 gitflan. Neu do thanh thai creatinin S5-15 .*/ =

mi/phiit ding liéu thong thuimg cho cdch nhau 20-36 gityfldn. Ngwdi Idm ¢6 do l.haan o . _"‘—

250/62,5 chita 250 mg amoxicilin va

¢ thé ding gdi

_1

{hi creatinin dudi 5 mi/fphtt ding liéu thong thuimg cich nhau 48 gitylin, Vi g
Midantin 500/125 (chia 500 mg\\ =\ ¢,

+ Néu chay than nhan tao, udng | vien
amoxicilin va 125 mg acid clavulanic) gifta hi gian méi ldn thim phan va them 1%,
vien Midantin 500/125 sau mdi l4n thim phan. '

+ Thim phan mdu: DGi vdi ngudi In va Lré em irén 40 kg can nang, ding licu
ban ddu 1 (ding 2 vién Midantin 5004125 hoac 2 g6i Midantin 300/62.5). Do vai
wé em dudi 40 kg can nang, ding liéu ban ddu 25 mgfkg mbi ngly, them 1 licu hé
sung sau khi thdm phan 12,5 mg/kg, tiép sau d6 1a 25 mgfkg/ngay.

- Chii y:

+ Vién nén bao phim Midantin 1000 ditge si dung cho ngui 1m ¢ chire nang
than bink thutng hogc suy thdn nhimg &g thanh thdi creatinin trén 30 milphis.
Khéng sit dung vién nén bao phim Midantin 1000 cho tré em dwoi 40 kg cdan nang,
hodc ngidi suy than ndng, hode trong thdm phan mdn.

Liéu ding ddi vii edc nhiém Khudn ning la mgi vién Midantin] 000/Man, cdch mdi
8 gi¢r. Cdc nhiém tring nhe va viia ¢6 thé gidm liéu xudng mor vién Midantin 1 000,
cdch mdi 12 gio.

+ G6i bot Midantin 250162.5 va vien bao phim Midantin S001125 ¢o o fe
amouicilinfacid clavalanic 1a 411, géi bér Midantin S00/62.5 ¢0 1 1é la 811, vién bao
phim Midantin 1000 co ti ¢ la 711, do dé ching khong thé thay the nhan dirge.

* Cich ding: Uting thudc vao lic bét ddu an 48 gidm thidu hign wong khong dung

nap thudc & da day-rudL.

- Géi hot: Cit g6i va dd bot vao cdc, them khodng 10 ml nute, khudy déu. P

- Khéng ding thudc qud 14 ngay ma khong kiém tra, xem xét lgi cdch dien i, R
Twong téc thudc: AN "

+ Thudc ¢ thé gay kéo dai thivi gian chdy mau va dong méu. Vivly cdn phai cdn 5-";\
(han 06 v6i nhiing ngudsi bénh dang diéu trj bing thuce chéng dong mii. A;'#L %)

+ Giding cde khing sinh cd phé tdc dung rong, thudc lam giam hiéu qud cic mu(‘i.',{;"f i o
rénh thai uding, do dé cdn phai bio trude cho nguisi hénh, =7, -2

+ Nifedipin lam tang hap thu amoxicilin. |

+ Bénh nhan tang acid uric mau khi ding alopurinol cling véi amoxicilin s2 lamr™, C"
tang khd nang phét ban ciia amoxicilin, :

+ C6 thé ¢6 s d6i khang chét dict khudn
acid fusidic, cloramphenicol, wetracyclin.

+ Amoxicilin 1am giam bii 1iél methotrexat,
hé tao médu.

amoxicilin va cdc chat kim khudn ol

tang doc tinh trén dutmg tidu hoa vil

(g

-




- Nhiém khudn nang dubmg i€t nidu-sinh duc b cde ching £. coll, Klebsiella va
Enterobacier san sinh beta-lactamase: Viém bang quang*\'iem nicusdao, viém bé
than (nhiém khuén duimg sinh duc nif). L

© Nhiém khudn da vi mo mém: Mun nhot, con iring d6t, 4p xc, nhiém khudn vét
thuong, viem mo (€ bio,

- Nhiém khudn xuong va khép: Viem wuy xuong.

- Nhiém khudn nha khoa: Ap xe 0 rang.

_ Nhiém khudn khdc: Nhiém khun do sdy thai, nhiém khudn sin, nhiém khudn
trong 0 bung.

Chaong chi dinh:

Di ting véi nhém beta-lactam (cdc penicillin va cephalosporin).

Cin chii § 16i khi nang di (ng chéo vai cdc khdng sinh beta-lactam nhu céc
cephalosporin. i
Than trong:

- Cha ¥ dén ngudi gid, ngudi benh ¢6 tién sir ving dafréii loan chic nang gan do
dung amoxicilin va kali clavulanat vi acid clavulanic gay tang nguy co {t mal trong
gan.

- Ciic diu hiéu va trieu chimg vang da & mt y {t xdy ra khi ding thudc nhung c6
thé nang. Tuy nhién nhimg triéu chimg d6 thudmg hdi phuc duge vi s hét sau 6 tudn
ngimg diéu tri.

- C6 thé xay ra phan ting qud mén trim trong ¢ ngudi bénh o tién sir di (mg véi
pencilin hoge ¢c di nguyén khdc, nén trude khi bit ddu diéu tri béing amoxicilin ¢n
phéi diéu tra k§ tién sir di tng v6i pencilin, cephalosporin va cic di nguyén khic.

- Ngudi bénh suy than trung binh hay ning cdn chi y diéu chinh liéu ding (xem
phén liéu ding).

- Nguoi ding amoxicilin bi mén 46 kém st ndi hach.

~ Diing thudc kéo dai doi khi lam pht trién cdc vi khudn khéng thudc.

- Phai dinh k¥ kiém tra chi s huyét hoc, chite nang gan, thin trong sudt qu irinh
didu i, Cdn ¢6 chin dodn phan bict dé phdt hién cdc wuimg hop tiéu chiy do
C difficile vt viem dui tring c6 ming gid. C6 nguy co phdt ban cao & bénh nhin tang
hach céu don nhan nhiém khudn.

_ Phii kiém tra thudmg xuyén céc 6ng thong bang quang dé trdnh hién trong ket
i gay tic khi 6 ndng do ché phdm cao trong nude tiéu & nhiét do thuimg.

Théng bio cho bdc sy nhimg tdc dung khong mong mudn gap phai
khi sit dung thudc

Thoi ky mang thai:

Nghién ciu thye nghiém trén qud trinh sinh sdn ca chudt da chimg minh khi
ding ché phdm theo con dudmg udng khong gay di dang. Tuy nhién, vi con it kinh
nehiém vé ding ché phim cho ngudi mang thai nén cén tdnh str dung thutic (r ngurin
mang thai nhit T4 trong 3 thing du, trir trutmg hop cdn thi¢t do thiy thudic chi dinh.
Thai ky cho con bi:

Trong thifi ky ¢ho con bii ¢6 thé dung ché pham. Thudc khong gay hai cho e
dang hii me trir khi c6 nguy co bi min ¢dm do ¢ mot leong réit nho thudce trong sita.
Tic dong cia thuoe khi ldi xe va van hanh miy moc:

Khong thdy c6 tic dong anh hudng dén kh nang 14i xc va van hinh mdy méc khi
sir dung ché phim. .
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+ Probenecid khi udpg ngay trudc hoac dong this vt amoxicilin T gidm thai
<améxitilin, tr d6 [am tang néng do amoxicilin rong mau, Tuy nhicn, probenecid
khong dnh huémg dén thoi gian bén thii, ndng do thutc w0 da trong médu (Cmax) va
dién tich dddi dutmg cong ndng ¢ thudc theo thiri gian rong mau (AUC) cla acid
clavulanic.
Qua liéu va xir tri:

- Tritu ching: Dau bung, non vi tiéu chay. MOUsG it nguini bénh bi phdt ban, tang
kich dong hoac ngi lo me.

- Xit tri: Cdn ngimg thudc ngay. Didu i triéu ching va hd tro néu cdn. Néu qud
lidu xdy ra sm va khong c6 chéng chi dinh, cd thé gay non hode rira da day. Qud
liéu dudi 250 mgfkg khong gdy triéu ching gi dic biét va khong cdn lam sach da
day. Viem thin k& dén dén suy thin thiéu niéu da xdy ra & mOL 86 it ngudi beénh
diing qud liéu amoxicilin. D4i ra tinh thé trong mOL 86 trutmg hop din dén suy thin
di duce bio cdo sau qud liéu amoxicilin & ngudi Ion va tré em. Cin cung cip du
nude va dién gidi cho co hé dé duy tri bai ni¢u va gidm nguy co dédi ra tinh (e,

Tén thuong than thutmg phue héi sau khi ngimg thudc. Tang huyét dp ¢6 thé xiy
ra ngay ¢ ngudi ¢6 chic nang thin tn throng do gidm diio thii cd amoxicilin va
acid clavulanic. C6 thé ding phuong phdp thdm phan méu dé loai ho ci amoxicilin
v acid clavulanic ra khoi hé tudn hoan.

Néu cdn biét thém thong tin xin hoi § kién cua thdy thuoc
Pé sir dung thudc hiéu qua va an toan, cic bénh nhan can hwu §:

- Khong sir dung thutic 42 qud han ding ghi trén bao bi.

- Khong tu ¥ tang hay gidm liu ding cta thudc.

- Khong duoc w § ngimg ding thutic.

- Khong duce ¥ ding thue dé @i diéu tri hoac khuyén ngudi khic st dung.

- Khong st dung thudic ¢d biéu hién biéh mau, von cuc, dm mdc.

Tiéu chuan: Tiéu chudn co so.
Han diing: 24 thing ké tir ngay sin xuil.
Bio qun: Bio quan trong bao bi gdc cha nhi sin xudt, noi kho, trdnh dnh sing true
1iép, nhi¢t do dudi 30°C. TGt nhit nén bio quén céc ché phim Midantin trong ngan
mél ti lanh. .

GIU THUOC XA TAM TAY TRE EM

Trinh bay: Midantin 250/62,5 :
Midantin 500/62,5 :
Midantin 500/125 :
Midantin 1000

+ Hop 12 gdi x 3.5 g.
+Hop 12 géix 3.0 g
+Hop 01 tdi x 02 vi x 7 vién nén dai bao phim.
+Hop 01 i x 02 vi x 7 vién nén déi bao phim.

MD PHARCOD
San xudt tai: Cong ty co phan dwoc pham Minh Dan
Pia chi: Lo E2-Duimg N4-KCN Hoa Xa-Nam Dinh-Viet Nam
Dién thoai: 03503.671086 Fax: 03503.671113
Email: minhdanpharma@yahoo.com.yn
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