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Vién nén bao phim

o Doc k¥ hrémg diin sir dyng trrde khi ding.

o Déxathmtay tré em.

« Thong bio ngay cho bac sy hofic dugce s§ nhimg tdc
dung khong mong mudn gip phai khi sir dyng thuoc:

Thanh phin, him lrgng:
Mdi vién nén bao phim Midantin 875/125 chira:

Amoxicilin (dang amoxicilin trihydrat) reeressneieen 8 75MB:
Acid clavulanic (dang kali clavulanat).. G 1 2ITOBE
t, colloidal

Td dwge (bot talc, magnesi stearat, natri starch glycola
anhydrous silica, povidon, tinh bjt bidn tinh, hydroxypropylmethyl
cellulose, polyethylen glycol 6000, titan dioxyd): .vira dii I vién.
M ti sin phdm: Vién nén bao phim, mau tring dén tring nga dbngnhit,
philn, thinh canh vién linh 1in ¢6 vach phan liéu. Mt mat tron, mat kia c6
inchimch“A, C". Bén trong cita vién bao c6 mautring.

Quy ciich déng gbi: Hop carton 01 tii x 2 vix 7 vién, kém 1 t& huong din

sirdyng
Thude ding cho b¢nh gi:

Thube duge ding dé didu trj cac bénh nhiém tring sau:

- Nhiém Khuin niing duémg hod hp trén: Viém amidan, viém xoang,

viém tai gifta 4 dwge diéu trj bing céc khang sinh théng thuémg nhung

khong do.

~ Nhiém khuin duémg ho hip dudi: Viém phé quan cdp va man, viém

phdi-phé quan.

- Nhidm khuin da vd m6 mém: Myn nhot, 4p xc, nhiém khudn vét
thuong.

-Nhiém khudn xwong va khép: Viém tiy xwong.

- Nhiém khuén nha khoa: Ap xc é ring.

- Nhi&m khuiin khac: Nhiém khuén do sdy thai, nhiém khuén san khoa,
nhiém khudn trong 6 bung.

Nén diing thube nhu thé nao va lidu lrgng:

Liéu ding: Sir dung thudc theo sy chi din cia béc s§, duge s§. Liéu
lugng thuwdng duge biéu thj duéi dang amoxicilin trong phdi hgp.

- Ngudi Iém:

Liéu diing d6i véi cdc nhidm khudn niing 1a mét vién Midantin 875/125
Niin, cdch mbi 8 gio. Cic nhiém tring nhg va vira ¢6 thé giam lidu xubng
mft vién Midantin 875/125, cich mdi 12 gior.

- Tré em trén 40 kg can ndng: Ubng theo liéu ngudi lon.

- Tré em dudi 40 kg cdn ngng: Khong sir dyng vién nén bao phim
Midantin 875/125.

- Nguedi cao tuéi: Khong cén didu chinh lidu.

- Liéu dimg cho nguoi suy than:

Vién nén bao phim Midantin 875/125 chi dugc sir dung cho ngudi lon ¢
chirc ning thin binh thudng hojic suy thin nhung d§ thanh thai creatinin
trén 30 ml/phat.

Trong cic tnromg hgp ndy khdng cin diéu chinh lidu.

* Ciich diing: Ubng thudc vao ltic bit dhu an.

Khinao khéng nén diing thubc nay:

Dj img v&i nhém beta-lactam (céc penicilin va cephalosporin)

Chn chi  t6i kha nng dj (mg chéo vdi cic khéng sinh beta-lactam nhur
ciic cephalosporin.

Thcdyngkhéng mong mubn:

Gibng nhu tht ca cdc logi thube, thube nay co thé gly ra céc tac dung
khéng mong mudn, mfic di khong phdi ai ciing gip phai.

Céc the dung khong mong mudn thudmg nhe va thodng qua, chi dudi 3%
ngudi bénh phai ngimg ding thube.

Theomg gdp (19 1¢ gdp tie 1/100 dén diecri 1710 ngiedi):

- Tiéu héa: Tiéu chay, budn non, non.

- Da: Ngogi ban, ngira.

Ttgap (ty1¢ gap tie 1/1000 dén dieci 17100 ngiedri).

- Méu: Tang bach chu eosin.

- Gan: Viém gan va vang da & mft, ting transaminase & gan.

- Khic; Viém m dgo do Candida, nhire du, 501, mét moi.

Hidm gdp (ty 1 gap tie 1/10000 dén dveci 1/1000 ngurd):

- Todn thén: Phan (mg phan v¢, phi Quincke,

- Méu: Gidm nhg tidu cdu, gidm bach chu, thiéu méu tan mau.

- Tiéu héa: Viém dai trdng c6 mang gid (cde tri¢u chimg gbm tiéu chay,
phin thuimg c6 chitnhdy va mau, sbt, dau bung, budn non, mit nudc).

- Da: Hji chimg Stevens-Johnson (céc tri¢u chimg gbm sbt cao, nhire

dhu, mét moi, viém dau hong, niém mge mit va sinh dye v sau xulithign &
da myn nudre, bong nue), ban do da dang, viém da bong, hoal tir biéu bi do
ngd doe

Thin: Viém thin k&

HUGNG DAN SUDUNG THUGC cHo NGUOT BENH
‘A

Midantin 875/125

Nén trinh dimg nhiimg thude vi thye phim g khi dang sir dyng thube niy:
Théng bio ngay cho bic s, durge 5§ néu ngudi bénh dang sir dyng, 44 si

dung ghn day hosc c6 thé s¢ sir dung chc logi thubc dudi ddy hay b ki

thude ndo khic. Bic 59, dugc s§ s& huéng din ding thube cho phit hgp

“Thube chéng d6ng méu nhu warfarin

- Cée thube trinh thai ubng

- Nifedipin,

- Alopurinol (thubc ding trong didu trj gout).

- Céc chiit kim khun nhu acid fusidic, cloramphenicol, tetracyclin

-Methotrexat (thube diing trong didu tri ung thir hoiic bénh thiip khap).

- Probenecid (thuéc ding trong didu trj gout).

Chn 1am gl khi mt 1 quén khong ding thube:

Hity ubng ngay khi nhé ra, sau d6 8 - 12 gi¢r moi dang liéu tiép theo
Khong ding 2 lidu ciing liic tranh gay qud lidu.

Chn bio quan thuc nay nhur thé ndo: Noi khé, tranh dnh sang truc liép,
nhiétdd dudi 30°C.
Nhongdlu hi¢u va tri¢u chimg khi ding thube qua lidu:

Triéu chimg: Pau bung, nén va tiéu chdy. Mot sb it ngudi bénh bj phit
ban, ting kich djng hofic ngi loma,

Chn phiilam gl khi ding thube qué liéu khuyén co:

Théng béo ngay cho bac 5§ dé cé xir tri kip thr khi dung thube qué lidu.
Nhimg diéu cAn thin trong khisir dung thubc nay:

- Chi y dén ngudri cao tudi, ngwdi bénh c6 tién sir vang da/rdi loan chire
naing gan do ding amoxicilin va kali clavulanat vi acid clavulanic gy ting
nguy co i mittrong gan.

- C6 thé xdy ra phan (mg qua man trim trong (dj img) & nhimg nguai
bénh cé tién sir dj img véi penicilin, cephalosporin hodic cac di nguyén khic.

- Ngudi ding amoxicilin bj man do kém st ndi hach.

- Ding thue kéo dai d6i khi lam pht trién cac vi khuén khang thude.

- Phai djnh ky kiém tra chi s6 huyét hoc, chirc nang gan, thin trong subt
qué trinh diéu trj. Céin phan biét cac trwémg hp tiéu chay do C.difficile vi
viém dai tring cé mang gia. C6 nguy co phétban cao & bénh nhén ting bach
chu don nhan nhiém khuén,

- Phai kiém tra thuémg xuyén céc éng thong bing quang dé tranh hién
trgng két tua giy tic khi c6 ndng d6 ché phim cao trong nude tiéu & nhigt
a4 thudmg.

Thoi ky mang thai:

Cin trénh sir dung thubc & nguéi mang thai nhét I trong 3 thang dau, trir
truomg hgp cin thiét do thiy thude chi djnh.
Théri ky cho con bii:

Trong théi ky cho con bi ¢6 thé ding ché phim. Thube khong gy hai
cho tré dang bi mg trir khi ¢6 nguy co bj mén cam do c6 mjt lrgng rit nho
thubc trong sira.

Téc djng ciza thubc khi 14 xe va vin hinh may méc:

Khong thily c6 tdc ddng anh huwong dén kha ning 14i xe va vin hanh miy
moéc khi str dung ché phim.

Khinao cin tham véin bic s§, dge s§:

Théng béo cho bic s§ vé tinh trang sirc khoe, thé trang: tién sir bénh, cic
bénh dang diu tri, tinh trang suy gan, suy thin, dang c6 thai, dv dinh c6
thai holic dang cho con bii.

Haoi y kién bac sy trong tnromg hop dang sir dung bat ky thubc nao khac.

Thong bdo va hoi y kién bac sy khi giip bét ky tdc dung khéng mong
mudn ndo trong thoi gian sirdyng thube.

Théng béo cho béc sy trong truémg hop gp phai cde trigu chimg cia
vige sirdyng qué lidu thudc.
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HUONG DAN SUDUNG THUGC CHO CAN BO Y TE

Durge lye hpe

Nhom dge Iy: Thude khang khudn

MAATC: JOICRO2

Amoxicilind khang sinh ban tdng hop, thude nhom beta-lactam ¢ phd
digt khudn rong dbi v nhidu vi khufin Gram duong vi Gram dm do tre ché
wng hop thinh & bilo vi khudn, Niwng vi amosxicilin tdt d& b pha hiy boi
beta-lnctamase, do d6 khang cd tic dyng d8i vi nhimg ching vi khudn san
sinh m cdc enzym ndy (nhiéu chang Enrerobacteriaceae vi Haemophilus
influenzae).

Acid clavulanic thu dige do sy 1én men eia Strepromyces clavuligerus
¢6 cdu tric beta-lactam gﬂn giéng voi penicilin, 6 khi ning \rc ché bcm:
lactamase do phiin 16n ede vi khudn Gram im va Staphvlococcus sinh
Dac bigt nd ¢o the dyng Ve ché manh cdc beta-lactamase truydn qut;
plasmid gdy khang cdc penicilin vi cdc cephalosporin,

Psend: aerugi Profeus morganii Vi refigeri, mjt sb ching
Enterobacter v Providencia khing thude, vi ci w clin khang methicilin ciin 2
Khing thube ndy, Ban thin acid clavulanic 6 the dyng khing khuln rdt yéu,

Acid clavulanic gitip amoxicilin khong bj beta-lactamase phd huy, ddng
thai mé rng thém phéd Khang khubn cia amoxicilin mdt cch higu qud adi
v6i nhidu vi khudn thong thuimg da khing lyi amoxicilin, khing cic

icilin khac va cic cephalosporin

€6 thé coi amoxicilin vi clavulanat 1d thube di¢t khwdn déi vei cic
Preumococcus, che Streptococeus beta tan méu, Staphylococcus (ching
nhgy cdm voi penicilin khong bj 4nh hudng clia penicilinase),
Hacemophilus influenzae vi Branhamella catarrhalis ké cd nhimg ching
sin sinh manh beta-lactamase. Tom lai phd di¢t khufn cia thube bao gbm:

- Vi Khudn Gram duong: Loai hiéu khi (Streprococcus faecalis,
Streptococcus pneumoniae, Streptococcus pyogenes, Streptococcus
viridans, Staphylococcus aureus, Corynebacterium, Bacillus anthracis,
Listeria monocytogenes), loai yém khi (cic lodi Clostridium,
Peptococcus, Peptostreptococcns).

- Vi khufin Gram fm: Logi hidu khi (Haemophilus influenzae,
Escherichia coli, Proteus mirabilis, Proteus vulgaris, cic loai Kiebsiella,
Salmonella, Shigella, Bordetella, Neisseria gonorrhocae, Neisseria
meningitidis, Vibrfa cholerae, Pasteurella multocida), 10di yém khi (cic
lodi Bactervides ké ci B. fragilis).

Dwrge dfng hoe:

Amoxicilin vi kali clavulanat déu hip thu d& ding qua duong udng v
cdng bén vimg v&i dich acid cia da diy. Néng d§ cia hai chit nay trong
huyét thanh dat t6i da sau 1-2 gidr udng thude. Syt hip thu cda thube khdng
bj anh huong b thire in va t5t nhit 1 ubng ngay tnrée bira &n, Sau khi
uong, ci amoxicilin va acid clavulanic déu phan bé vio phdi, dich mang
phéi va dich mang bung, i qua nhau thai. Mt lugng thude nhé dwge tim
thiiy trong dém, nurde bot ciing nhw trong sira mg. Khi mang ndo khong bj
viém, ndng dg thude trong dich ndo tiy rét thp, tuy nhién hrgng thube 1én
hom dat duge khi mang ndo b viém. Amoxicilin lién két vi protein huyét
thanh khodng 17-20% va acid clavulanic khoing 22-30%. Kha dung sinh
hoc duomg udng clia amoxicilin 1 90% vi cia acid clavulanic 14 75%. Nira
dai sinh hoe cia amoxicilin 1 1-2 giér va ctia acid clavulanic 1a khoang 1
gidr. O ngudi suy than, ndng d huyét thanh ciia c¢a amoxicilin va acid
clavulanic déu cao hon ciing nhw nira di thai trir ciing kéo dai hom. O bgnh
nhén v&i thanh thii creatinin 9 ml/phit, nira d&i cla amoxicilin 13 7,5 gid,
ciia acid clavulanic 1a 4,3 gio.

Amoxicilin vi acid clavulanic d&u bj logi b khi thim phin méu, Khi
thim phiin ming bung, acid clavulanic cing bj logi bo trong khi chi mét
lugng rit nhé amoxicilin bj logi bo. Probenecid kéo dai théi gian ddo thai
ciiaamoxicilin nhung khong anh huéng dén sy dao thai cia acid clavulanic.
Chidjnh:

Thude duge ding dé didu tri trong thoi gian ngiin (dudi 14 ngiy) cic
nhiém khuéin giy ra boi cde chung san sinh ra beta-lactamase khéng dép
g véi diéu tri biing cac aminopenicilin don djc, diéu trj nhiém khudn do
cdic vi khudn nhay cam, bao gbm:

-Nhiém khuiin niing duéng hé hép trén: Viém amidan, viém xoang,
viém tai gilra da duge diéu tr biing céc khing sinh thong thuémg nhwmg
Khong dd.

-Nhiém khudn dudmg hé hip dudi boi cic ching H. influenzae va
Branhamella catarrhalis sin sinh beta-lactamase: Viém phé quan cip va
man, viém phﬁi»ph(‘:qu&n.

- Nhiém khudn da va m6 mém: Myn nhot, 4p xe, nhiém khufn vét thuong,

- Nhiém khuin xuong va khap: Viém tiy xuong.

- Nhiém khuén nha khoa: Ap xc d ring.

- Nhiém khuén khc: Nhiém khuin do siy thai, nhiém khun san khoa,
nhiém khudn trong 6 bung.

Litu ding- Céch diing:

Lidu diing: Liéu lwgng thuomg duge biéu thj dudi dang amoxicilin trong
phbihop.

- Nguoi lon:

Liéu ding d6i vdi cic nhiém khuin nging 1a mot vién Midantin 875/125
/in, cach mbi 8 gitr, Cic nhiém tring nhg va vira c6 thé giam lidy xubng
m{tvién Midantin 875/125, cach mdi 12 gio.

- Tvé em trén 40 kg edn ndng: Ubng theo lidu nguoi lon,

- Tré em ducii 40 kg can ndng: Khong sir dung vién nén bao phim
Midantin 875/125.

- Ngueoi cao tudi: Khong cin diéu chinh liéu.

- Licéu ding cho ngueai suy thin:

Vién nén bao phim Midantin 875/125 chi duge sir dung cho ngudsi 1ém ¢
chirc niing thiin binh thuong hofc suy thin numg dd thanh thii ereatinin
trén 30 ml/phit.

Trong céc trudmg hgp ndy khong clndiéuchinhliéu.

* Céch dung: U(‘)ng thude vao lic bit ddu in dé gidm thiéu hi¢n tugng
khéng dung nap thube o dg day-rut. :

- Khéng ding thude qud 14 ngay ma khong kiém tra, xem xét lai cdch

diéu tri
Chbng chi djnh:

Dj img voi nhom beta-lactam (cdc penicilin vi cephalosporin).

Cin chit § téi khi niing dj img chéo vai cae khing sinh beta-lactam nhy
céc cephalosporin

Ciie truimg hop thibn rong khi ding thube :

Chi y d¢n ngudi cnuliqéz. ngudi bénh c6 tién sir ving da/rdi logn chire
niing gon do ding amoxicilin vi kali clavulanat vi acid clavulanic gdy ting
nguy o (r mittrong gan )

. Ce dhu hidu va trigu chimg vang da & mft tuy it xdy ra khi ding thude
phung c6 thé nng. Tuy nhién nhimg triéu chimg 6 thuomg hdi phyc duge
vit s¢ hét sau 6 tudn ngimg didutri.

- Cé thé xdy ra phan img qui min trdm trong & ngwari bénh ¢ tidn sir dj
{mg voi penicilin hofic cde dj ngllyén khdc, nén trede khi bt ddu didu try
bing amoxicilin cin phii diéu tra k§ tién sir dj tmg véi penicilin,
ccp]mlusporin vii cae djnguyén khic. )

- Ngudi ding amoxicilin bj mén do kém st ndi hach.

- Dung thudc kéo dai oi khi lam phét trién cdc vi khudn khang thube.

- Phai dinh ky kiém tra chi s huyél hoc, chirc niing gan, thin trong sudt

ui trinh diéu trj. Cin ¢6 chiin dodn phin bigt dé phat hién cac trrémg hop
tiéu chiy do C.difficile v viém dgi tring ¢6 mang gia. C6 nguy co phit ban
cao0 & bénh nhin ting bach chu dom nhin nhidm khudn.

- Phai kiém tra thudmg xuyén cc ng thong bing quang dé tranh hién
nromg két tia giy tic khi ¢o ndng 49 ché phim cao trong nuréc tidu o nhiét
¢ thwromg,

Thid ky mang thai:

Nghién ciru thye nghi¢m trén qud trinh sinh san ciia chudt da chimg
minh khi ding ché ph%m theo con dwomg uong khéng giy dj dang. Tuy
nhién, vi con it kinh nghi¢m vé ding ché phim cho ngudi mang thai nén
clin trinh sit dyng lllugc & ngudi mang thai nhit & trong 3 thang déu, trr
trudmg hop cén thidt do thity thude chi dinh.

Thi ky cho con bi:

Trong thari ky cho con b ¢6 thé dung ché phim. Thude khong giy hai
cho tré dang b mg tnir khi €6 nguy co bj man cam do ¢6 mét hrgng rit nhé
thubc trong sira.

Tdc ddng ciia thude khildf xe va vin hinh miy méc:

Khéng théy c6 tic dong anh hnromg dén kha ndng ldi xe va vin hanh may
moc khi sir dung ché phim.

Twong tac cia thube véi cic thube khdc va ciic logi twong tic khéc:

- Thubc c6 thé giy kéo dai thdi gian chay méu va dong mau. Vi vily cin
phii cin thin déi véi nhimg ngudi bénh dang didu tri bing thube chéng
dong miu,

- Gidng cic khing sinh ¢6 phé tdc dung rong, thude lam giam hi¢u qua
cdic thude trinh thai udng, do d6 cin phai bao trude cho ngwdi bénh.

- Nifedipin lm ting hip thu amoxicilin.

- Bénh nhiin tang acid uric méu khi ding alopurinol ciing véi amoxicilin
58 1am téng kha niing phét ban ciia amoxicilin.

- C6 thé c6 sy d6i khing chéit di¢t khudn amoxicilin va cic chét kim
Kkhudn nhwracid fusidic, cloramphenicol, tetracyclin.

- Amoxicilin lam giam bai tiét methotrexat, ting ddc tinh trén dudng
tiéuhda va hé tao méu.

- Probenecid khi ubng ngay trude hofic déng thoi voi amoxicilin lam
gidm thai trir amoxicilin, tir dé lam tang ndng dd amoxicilin trong mau.
Tuy nhién, probenecid khong anh huémg dén thdi gian ban thai, nong dé
thube t6i da trong méu (Cmax) va dién tich duéi dudmg cong nbng 46 thube
theo thén gian trong méu (AUC) cia acid clavulanic.

Téc dgng khéng mong mubn (ADR):

Cic tdc dung khong mong muén thuémg cé lién quan dén liéu dung, Khi
ding thudc, trir tic dung trén dwomg tidu héa thudng gip véi thn sudt nhidu
hon, ¢de tée dung phu khée xut hién véi thn sufit va mire d§ twong ty nhu
khi chi ding don chit amoxicilin. Céc téc dung khong mong mudn thiong
nhe v thodng qua, chi dudi 3% ngudi bénh phai ngirng ding thude.

Tineimg gap (1/100 <ADR < 1/10):

-Tiéu hoa: Tiéu chay, budnndn, ndn.

- Da: Ngogi ban, ngira.

ltgap (1/1000 <ADR <1/100):

-Mau: Tang bach chu eosin.

-Gan: Viém gan vi vang da ir mit, ting transaminase, c6 thé ning va kéo
dai trong vai thing.

- Khéc: Viém am dao do Candida, nhirc diiu, sbt, mét moi.

Hiém ggip (1/10000 <ADR <1/1000):

- Toin than: Phan img phén v, phit Quincke.

-Méu: Giam nhe tiéu cdu, giam bach cdu, thiéu méu tan méu.

- Tiéu hoa: Viém dgi trang ¢6 mang gid.

- Da: Hji ching Stevens-Johnson, ban do da dang, viém da bong, hogi
tirbiéu bi do ngd dgc.

-Than: Viém thin ké.

Thang bio cho bic s nhimg tic dyng khong mong muén
&(p phai khi sir dung thube

Huémg diin cich xir tri ADR:

Néu phan {mg dj img xdy ra nhu ban dé, phi Quincke, sbe phan vé, hoi
ch}‘mg Stevens-Johnson, phai ngimg li¢u phap amoxicilin vi ngay lap tirc
diéu trj cip clru bing adrenalin, thé oxygen, ligu phap corticoid tiém tinh
mach va thong khi, ké ca diit ngi khi quan va khong bao gitr dirge diéu tr
bang penicilin hofic cephalosporin niva.

Viém dgi tring c6 mang gia: Néu nhe thi nging thude, néu ning (khi
nang dq Clostridium difficile) thi bbi phy nuéc va dién giai, ding khing
sinh chong Clostridinm (metronidazol, vancomycin).

Qui liéu v cach xir tri:

- Trigu chimg: Dau byng, ndn va tiéu chay. Mot sd it ngudi bénh bj phit
ban, ting kich dong hofic ngi lomo.

- Xir tri: Céin ngimng thude ngay. Diéu trj tri¢u chimg va hd trg néu cén,
Néu qué liéu xiy ra som va khong ¢6 chéng chi dinh, c6 thé giy ndn hoic
rira dq dy. Qué liéu durgi 250 mg/kg khong giy tri¢u chimg gi diic biét va
khong ciin 1am sach dg ddy. Viém thin k& dindén suy thin thicu nigu da xay
ra & mt s6 it ngudi bénh dung qua licu amoxicilin. Ddi ra tinh the trong
mot s6 truomg hop din dén suy thin da ‘duvc bio cdo sau qua licu
amoxicilin & ngudi lon va tré em. Cin cung ciip di nudie va dign gidi cho co
thé dé duy tri bdiniéu v giam nguy codairatinh the. )

Tén thwong thn thwong phye hoi sau khi ngimg thude. Tang huyét ip
¢6 thé xdy ra ngay & ngudi ¢o chire nang thin ton throng do gidm dio thai
ci amoxicilin va acid clavulanic. C6 thé dung phwong Rh:'sp tham phin mau
¢ logi bo ci amaxicilin v acid clavulanic ra khéi hé tuan hoin.

Dé sizdung th ubc higu guﬁ vaan mdn\. can h:ru ) ‘

-Khong sirdung thuoe daqua han dung ghi ll}‘l‘l baobi.

-Khong twry tang hay giam licu ding cda thude.

-Khéng tyry ngung di{ng \l\uﬁc._ . ) )

-Khongtuy dimg thudc dé tai d{cu L I:o{h: khuyén uﬁmh khéc sirdyng

-Khong str dung thuoe cé bicu hign bien méu, am moc.




