Cém pha hén dich uéng
Cefixime 100mg

Thanh phin:

MGi gbi cém pha hdn dich Cefixime 100mg chira:

Cefixim (dang cefixim trihydrat) 100 mg.

Té duge (natri benzoat, polyethylenglycol 6000, xanthan gum, colloidal
anhydrous silica, lactose, natri croscarmellose, natri starch glycolat, bot huong
liéumui diu, duomg trang) viradu 1géi.
Duge lre hge:

Cefixim la khang smh nhdm cephalosporin thé hé 3, ¢6 tac dung dict khudin,
ngan can su phit trién va phan chia ctia vi khuin bing cich tic ché tong hop
mucopeptid & thanh té bao vi khuén. Co ché khang cefixim ctia vi khuan la giam ai
lre ctia cefixim déi véi protein dich hoiic giam tinh thdm ctia mang té bao vikhuin
dbi voi thube.

Cefixim cé d6 bén viing cao vo1 su thuy phan clia beta-lactamase mahda boi gen
nam trén plasmid va chromosom. Tinh bén virng véi beta-lactamase ctia cefixim
cao hon cefaclor, cefoxitin, cefuroxim, cephalexin, cephl adin.

Cefixim c6 tac dyng ¢a in vitro va trén 1am sang véi hiu hét cac chung clia cac vi
khuén sau ddy:

Vi khuén Gram duong: Streptococcus preumoniae, Sn«epmcoccu.s pyogenes. Vi
khuin Gram am: Haemophz!m mﬂuen:ae (tiét hodc khéng tiét beta- -lactamase),
Moraxella catarrhalis (da s6 tiél beta- lactamase), Escherichia coli, Proteus
mirabilis, Neisseria gonorrhoeae (tiét hogic khong tiét penicilinase).

Cefixim con cé tic dung in vitro v6i da s6 cac chiing ciia céc vi khuén sau, tuy
nhién hiéu qua 1dm sang chira dirge xéc minh:

Vi khuin Gram duon g: Streptococcus agalactiae. Vi khuin Gram am:
Haemaphilus parainfluenzae (tiét hoiic khéng tiét beta-lactamase), Proteus
vulgaris, Klebsiella pneumoniae, Klebsiella oxytoca, Pastewrella multocida,
Providencia spp., Salmonella spp., Shigella spp., Citrobacter amalonaticus,
Citrobacter diversus, Serratiamarcescens.

Cefixim khéng c¢6 hoat tinh déi véi Enterococcus, Staphylococcus,
Pseudomonas aeruginosava hau hét cac ching Bacteroides va Clostridia.

Durge deng hoc:

Sau khi uungmot liéu don cefixim, chi c6 30 - 50 % liéu duge hép thu qua duong
tleu héa, bét ké udng trudc hofic sau bira A an, tuy the do hép thu c6 thé giam khi
ubng cung bita #n. Thudc & dang hén dich ung dwoc hap thu tét hon & dang vién.
Su hap thu thude twong déi cham. Néng d6 dinh trong huyet fwong la 2
mlcrogam/ml (d&i véi lidu 200 mg), 3,7 microgam/ml (ddi voi lidu 400 mg) va dat
sau khiudng 2 - 6 gitr. Thoi gian ban thai trong huyét trong thudng khodng 3 dén4
gidr va c6 thé kéo dai khi bi suy than. Khoang 65% cefixim trong mau gén véi
protein huyét twong.

Thong tin vé su phan b6 ciia ceﬁxlm trong cdc méd va dich co thé con han ché,
Hién nay chua cd s lidu ddy du vé nnng d6 thude trong dich ndo tity. Thube qua
duge nhau thai. Thuoc c6 thé dat ndng do twong d6i cao & mit va nude tiéu.
Khoang 20% lidu uéng dioc dao thai & dang khéng bién déi ra nude tidu trong
voug 24 gmr Co t6i 60% lidu ubng dao thai Kkhéng qua than. Khéng 6 bing chu'ﬂg
vé chuyén héa nhu'ng c6 thé mét phin thube duoc dio thai tir mit vao phin. Thudc
khéng loai duge bing thim phin mau.

Chi dinh:
Diéutri nhiém khuén do cdc vi khuan nhay cam, bao gbm:

- Nhiém khuén duong hé hap trén: Viém tai gu.ra v1em amidan, v1em thanh quan.

- Nhiém khuén duémg hé hip dudi: Viem phé quan cAp va dot cdp cua viém phé
quan man tinh,

- Bénh l4u chua cé bién (.hLl'ng (ldu co tit cung, niéu dao), ldu lan toa,

- Nhiém khuén dudng tiét niéu: Viém bang quang, viém niéu quén, viém thin -
bé thankhongbxen chimg.

Chiéng chi dinh:

Man cam v6i bt ct thinh phén nio cla thude.

Ngudi bénh cd tién sir qué man vm cefixim hodc vdi cdc khang sinh nhém
cephalosporin khac, ngudi co tién strsoc phan vé do penicilin.

Téc dung khéng mong muén (ADR):

Céc tac dung khéng mong muon cia cefixim twong tir nhu céc cephalosponn
khéc. Cefixim thuémg duoc dung nap tbt, cic tac dung khong mong mudn ter(mg
thodng qua, mirc d nhe va vira, Uéc tinh ty 16 mic tac dung khong mong muon co
thé 1én t6i 50% s ngudi bénh dimg thude nhimg chi 5% s6 ngudi bénh can phai
ngimg thudc.

Thung gdp (ADR > 1/100): Tiéu hoa (ia thay va phén nat, dau bung, nén, buén
nén, day hoi, in khong ngon, kho miéng. Réi loan tiéu hoa thuong xéy ra ngay
trong | - 2 ngay dau diéu tri va d4p g voi cac thube didu tri tridu chl.mg, hiém khi
phai ngimg thuoc) hé thin kinh (dau dAu, chong mit, bdn chén, mit ngu, mét
1:u01) qué man (ban do, may day, st do thude).

Trgap (171000 < ADR < 1/100): Tiéu héa (ia chay nang do Closmidium difficile
vi viém dai trang gid mac); toan than (phan v, phu mach, hdi chimg Stevens-
J’ohnson hong ban da daug, hoai tir thugng bi nhiém doc) huyét hoc (giam tiéu
ciu, bach ciu, bach ciu\ua acid thoang qua; giam ndng do hemoglobin va
hematocrlt) gan (viém gan va vang da; tang tam thoi AST, ALT, phosphatasc
kiém, bilirubin va LDH); than (suy than cap, urea nitrogen huyét (BUN) vandng
d6 creatinin huyét tuong tam thé); truong hop khéc (viém vanhidm ndm Candida
imdao).

Hiém gap (ADR < 1/1000): Huyét hoc (thoi gian prothrombin kéo dai); toan
thén (co giat).

Théng bdo cho bdc sy nhitng tic dung klmng mong mudn gdp phii
khi sir dung thube
Hu'o*ng din cach Xt tri ADR:

- Néu qud min xdy ra, nén ngimg thude, Trudmg hop qué man ning, cn didu tri
hé tror r (ding epinephrin, tho oxygen, khang histamin, corticosteroid).

-Néuco gidt, ngimg cefixim va ding thube chéngco gidt.

- Khi biiachay do C. difficile va viém d‘al trang mang gi, néu nhe chi cin ngung
thude. Vi céc trudmg hop vira va niing cin truyén dich, dién giai, bé sung protein
va didu trj bing metronidazol,

Qua lidu va xi tri:

Khi qua liéu ceﬁ)um 6 thé cd triéu chimg co git. Do khéng c6 thube diéu tri dic
hiéu nén chn yéu didu tri triéu chimg. Khi ¢6 triéu c}:umg qua lidu, phai ngu'nc
thude ngay va xir tri nhu sau: Rira da day, c6 thé dung thuéc chéng co gidt néu co
chi dinh [dm sang, Do thudc khéng loai duge bing thém phén mau nén khéng chay
thdn nhan tao hay loc mang bung.



Thubc ban theo don
Poc ky huéng din sir dung truéc khi dung

Litu diing va cich ding:
* Lidu ding:

- Ngudi l6n: Ligu thudng ding 400 mg/ ngay, ¢6 the ding 1 lin hoac chia lam 2
lancachnhau 12 gid.

Péditutrilaukhéng bién chimg do Neisseric gonorrhoeae (ké ¢4 cac chung tiét
beta-lactamase). Litu cho ngudi lén va tré em 12 dén 18 tudi: Ding liéu 400 mg,
mét lin duy nhit.

Vi lau lan toa di didu tri khoi dhu bing tiém cefiriaxon, cefotaxim, ceftizoxim
hoic spectinomycin: Nguoilin ding 400 mg cefixim, 2 lan/ngiy, ding frong 7 ngay.

“Tré em trén 12 tudi hojic cin ning trén S0 ke: Diing liéunhu ngudi 1.

_Tré em bir 6 thang - 12 tudi: Ding 8 mg/kg/ngay co thé ding 1 14n trong ngay
hodc chia2 1An, mdilan cach nhan 12 gio.

_ Chwa x4c minh duoc tinh an toan v hiéu qué cla thude dbi voi tré dudi 6
thémgtuéi.

_ Thoi gian didu tri: Ty thude loai hidm khuan, nén kéo dai thém 48 - 72 gid sau
\hi céc triéu chimg nhiém khun dahét, Thivi gian diéu tri thong thudmg cho nhigm
khuAn dudng tiét niéu khong bién chimg va nhifm khuan dutng ho hép wén (uéu
do Streptococcus nhom A tan méu beta: Phai didu tri it nhét 10 ngdy dé phong thip
tim) tir 5 - 10 ngay, nhiém \chuan duomg b6 hép dudi va viém tai gitia: 10 - 14ngay.

- Lidu dimg cho ngudi bénh suy than:

Khéng can diéu chinh lidu véi nguoi bénh co dd thanh thai creatinin > 60
ml/phiit. Ngudi lon co 6 thanh thai creatinin 21 - 60 my/phit ding liéu cefixim
300 mg/ngay. néu @6 thanh thai creatinin < 20 ml/phit, dung Jidu cefixim khong
qué 200 mg/ngay. Do cefixim khong mit di qua thém phén méau nén nhitng nguoi
bénh chay thannhin tac vi loc mang bung khong canbo sung lidu cefixim.

Déi véi ngui cao tudi, nhin chung khéng can diéu chinh ligu, trix kehi cé suy
giam chirc ning thin (6 thanh thai creatinin < 60 ml/phat).

* Céch ding: Cét gol thubc theo dudmg ké trén g6i, b com vao che va thém
khoéng 5 mlnudc, Ky k¥ trude khi ubng.

Thivi ky mang thai:

Nghién ciru trén chudt ohét va chudt cbng véi liéu ubng cao t61400 14n lidu diéu
tri théng thuémg & ngudi, khong théy ¢o bang chimg vé tac hai cua cefixim dbivei
bao thai, Chodén nay, chua o6 dif ligu iy dinghién ciu v& a1 dung cefixim & phu
nit mang thai, trong lic chuyén da va de, vi vay, chi sir dung cefixim cho nhimg
trudmg hop naykhi that can thiét.

Thivi ki cho con bil:

Hién nay, cha khang dinh chic chin eefixim c6 duge phinbé vao sita & phy nit
cho con bi hay khéng. Vi vay, cefixim nén st dung cho phy nir cho con bt mét
¢Ach thin trong, ¢6 thé tam nglmg cho con bl trong thoi gian dimg thubc.
Thcdfngcua thuéc 1én kha niing ldixe vavin hianh miy méc:

Than trong, néu théy ¢6 bidu hién dau A, chong mit thi khong nén lai xe hay
vin hanh may méc.

Thén trong:

- Trude khi bat dhu didu tri bang cefixim chn diéu tra k¥ vé& tién st dj img cua
ngudi bénh déi vai penicilin va cde cephalosporin khic do c6 su qui min chéo
gitia cac khing sinh nhém beta-lactam, bao gbm penicilin, cephalosporin va
cephamycin.

- Cin thin trong khi ding cefixim & ngudi co {idn sir bénh dudng tién hoa va
viém dai trang, nhét 1a khi dimg kéo dai, Vi ¢6 thé ¢6 nguy co lam phat trién qué
mirc ¢ac vi khuén khang thudc, dic biét1a Clostridium difficile rudt lam ia chay
nang, cin phai nglmg thudc va didu tri bing céc khang sinh khac (metronidazol,
vancomycin...). Ngoai ra, ia chay trong 1 - 2 ngdy din chu yéu 1a do thuée, néu
ahe khang céin ngimgthuéc. Cefixim con lam thay d6i vikhuan chf ¢ Tudt.

_Liduva/hodcsb lindua thube cin phai giam & nhimg ngudi bénh suy than, bac
gbm ca nhimg ngudi bénh dang loc méan ngodi thin do nong dd cefixim trong
huyét tuong & ngudi bénh suy than cao hon vii kéo dai hon so véi nhimg ngudi
bénh cé chitc néng thén binh thudmg.

Twong thc thube:

Probenecid 1am tang nong d9 dinh vaAUC ciia cofixim, giam d thanh thai cia
thén va thé tich phan bd clia thube.

- Chc thube chéng dong nhu warfarin khi dimg cing cefixim |am tang thoi gian
prothrombin, c6hoac khong kém theo chay méu.

- Carbamazepin ubng ciing cefixim lam ting nong 4o carbamazepin trong
huyéttuong.

- Nifedipin khi ubng currg cefixim |am tang sinh kha dung cua cefixim biéu hién
bing tang nong dd dinh vaAUC.

_Dung cefixim c6 thé dan dén phan (mg duong tinh gia glucose niéu khi diing
thubc thir Clinitest, dung dich Benedict, hodc dung dich Fehling.

_ Cefixim cb thé ghy ra phan img duong tinh gia khi tim ketone trong nir§e tidu.

- Thir nghiém Coombs tric tiép duong tinh gia da duoc bio céo sudt qua trinh
didu trj v6i cac cephalosporin Kkhic. Vi thé, thir nghiém Coombs duong tinh 12 co
thé do bénh nhan dimg cefixim.

Néu cén biét thém théng fin xin héi y kién cia thiy thude
Pésirdungth ube an toan v higu qud, cde bénh nhan cin lwruy:

-Khéng st dung thubc d3 qué han st dung in trén bao bingoai.

- Khéng tu'y tang hay glam Jidu dung thudc.

- Khéng tyy ngimg ding thude.

-Khéngtuy dimgthuéc dé tur diéu tri hodc khuyén ngudi khic strdung.

~Khong sirdung thubc cé biéu hién bién ma.

Titu chun chét lwgng: Tiéu chudn cosd.

Han dimg;: 24 théng ké tirngay san xuit.

Béo quan: Noi kho, trinh dnh sang fruc tiép, nhiét 46 dusi 30°C.
Giir thube xa tédm tay tré em

Trinh bay: Hop 10 goix 1.4g.
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