Ry Thudc nay chi dimg theo don thude

GOGO 100

Cefixim 100 mg
Dé thuéc xa tiam tay tré em

CONG TY
c6 PHAN

DPoc kj huwong din sik dung trwde khi ding , DI SUN
Thanh phéin hoat chit . \@\ _
M3i g6i thude bdt pha hdn dich uéng chifa: QLQZI_B@
Cefixim 100 mg (dudi dang Cefixim trihydrat)

Thanh phin ti dwoe: Sucrose, Lactose khan, Kollidon CL-M, Mui cam hat, PVP K30, Aspartam,
Magnesi stearate, Talc.

Dang bio ché: Thudc bot pha hén dich udng.

Chi dinh:

Nhidm khuin dudng ti€t niéu khong bién ching do cdc ching nhay cdm E.coli hodc Proteus
mirabillis va mot s6 gidi han trudng hdp nhiém khudn dudng i€t ni¢u khong bién ching do cdc
truc khudn Gram —am khdc nhu Citrobacter spp., Enterobacter spp., Klebsiella spp., Proteus spp.
Mot s6 trudng hgp viém than — bé than va nhiém khufn dudng tiét niéu c6 bién ching do cic
Enterobacteriaceae nhay cd, nhung k&t qua diéu tri kém hon so vdi cdc truting hop nhiém khuin
dudng (i€t niéu khong bién ching.

Viém tai giita

Pidu trj viém tai gitta do Haemophilus influenzae (k&€ cd cdc ching tiét beta- lactamase),
Moraxella catarrhalis (k€ ca cdc chling ti€t beta- lactamase) va S. pyogenes

Viém hong va viém amidan

Piéu tri viém hong va viém amidan do Streptococcus pyogenes

Viém phé qudn cdp va man '

Pidu tri viem phé& quan cdp va man do Streptococcus pneumoniae hoic Haemophilus influenzae
hodc Moraxella catarrhalis

Bénh ldu chia bién chitng

Pidu tri bénh 1du chua bi€n ching do Neisseria gonorrhoeae (k€ cd cdc ching tiét beta-
lactamase),

Bénh thitong han

Pidu tri bénh thudng han do Salmomella typhi (k€ cd chiing da khéng thudc), bénh ly do Shigella
nhay cam (ké cé cédc ching khing ampiciilin)Biéu tri viém phdi do cong ddng tir nhe dén trung
binh (CAP)

Liéu diing va cich ding ) i \
Ngueoi lon: Licu thuong ding ¢ ngudi 1on 200 - 400 mg/ngdy c6 thé dung 1 lan hodc chia lam 2 lan
cach nhau 12 gio. ) . )

Dé diéu tri lgu khong bién chitng do Neisseria gonorrhoeae (ké cd nhitng chiing tiét beta-
lactamase): Dung lidu 400 mg (mot lan duy nhét, phoi hop thém véi mot khang sinh ¢4 hig¢u qua doi
v6i Chlamydia do c¢6 kha nang bi nhiém cung lic). Liéu cao hon (800 mg/lan) ciing d& duge ding de
diéu tri bénh lau. . o

Véi nguoi 16n bi bénh 14u lan toa, d'iéu ‘tri khoi diu bang tiém ,ceftriaan, cefotaxim, ceﬂizoxim hodc
spectinomycin va sau khi bgnh da bat dau dugc cai thi¢n thi tiép tuc diéu trj thém nhu khéi déu trong
vong 24 - 48 gio, sau do dbi sang ubng cefixim, licu 400 mg/lan, uéng 2 lan/ngay va trong toi thiéu 1

tuan.

Khi ¢6 suy than cin didu chinh liéu cho phi hop. ‘

Tré em: Tré em trén 12 tudi hoiic can ning trén 50 kg dung liéu nhu ngudi lon.

Diéu tri liu khong bién chimg do Neisseria gonorrhoeae cho tré em § tudi hodgc lon hon véi can
ngng bﬁng hodic trén 45 kg: Dung liéu 400 mg (mdt 15111 duy nhat), phoi hgp thém voi mot khang sinh
¢6 hiéu qua dbi voi Chlamydia do co kha nang bi nhiém cung luc.

Bénh thuong han:

Nguoi Ién: Usng 200 mg, 2 lan mdi ngay trong 7 dén 14 ngay.




Thoi gian diéu tri: Tuy thuge logi nhiém khuén, nén kéo dai thém 48 - 72 gio' sau
nhiém khuan da hét. Thoi gian diu tri thong thudng cho nhiépi khudn duong tig
chimg va nhiém khuan duong ho hap trén la tr 5 - 10 ngay (néu do Streptococe sl
beta phai diéu trj it nhat 10 ngay dé phong thap tim hodc viém cau than); nhi¢m lhtia
dudi va viém tai gitra: 10 - 14 ngay. \
Ngudi bi suy thin: Cefixim c6 thé dung & ngudi bi suy than.

Diing lidu binh thudng cho bénh nhén ¢6 dd thanh thai creatinine > 60ml/phit. AT-T.8 2
Bénh nhan ¢6 d6 thanh thii creatinine < 60ml/phut, liéu va s6 lin dua thuc thay déi thy theo midc
do suy thin

Nhitng bénh nhén c6 do thanh thdi tir 21 — 60ml/phiit dung liéu 300 mg/ngay.

Nhitng bénh nhén c¢6 d¢ thanh thdi < 20ml/phit ding 200 mg/ngay. Do cefixim khong mit di qua
thdm phan mau nén nhitng bénh nhin chay than nhin tao va Joc mang bung khong cdn b8 sung
liéu cefixim _

Cich ding: Hoa bot thude vao mdt luong nuve vira du (khoang 50 ml). Khong ding sifa, tra, ca phé
hodc cac thirc uong cb ga, ¢6 con dé pha thudc. Udng thudc ngay sau khi pha, khuay déu thude trude
khi udng.
Néu quén ubng mpt liéu thuée: Usng ngay mot liéu khi khi bannhé ra minh dd quén sit dung
thudc. Nhung néu thoi gian nhd ra gin liéu k€ ti€p (cdch 2 gid) thi bo liéu dd quén va udng nhu
thdfi gian quy dinh. Khong nén udng gap doi liéu trong trudng hgp quén ding thudc.

Néu ngirng dimg GOGO 100: Diéu quan trong la phai dung du licu trj véi GOGO 100, Khong duge
ngimg sir dung GOGO 100ma khong tham khao y kien cla bac 55, cho di di cam thay tot hon. Vi
néu khong dung du lidu trinh diéu tri thi bénh nhiem khuan ¢6 thé quay tro lai.

Chong chi dinh:

Chéng chi dinh & bénh nhan ¢6 tién sif di ing vdi cephalosporin.

Cinh béo vi_than trong khi ding thude:

Bénh nhin cé tidn sit di dng vdi penicillin va cdc cephalosporin khdc do ¢6 sy qua man chéo giffa
c4c khdng sinh nhém beta-lactam, bao gdm: penicillin, cephalosporin va cephamycin.

Ngudi c6 tién sit bgnh dudng tiéu héa va viém dgi trang, nhat 1a khi diing kéo dai, vi lam phét
trién quéd mic cdc vi khudn khang thudc

Nguwi bj suy thin: ciAn phii gidm liéu va/hodc s6 14n dua thusc do ndng do cefixim trong huyét
twong & ngudi suy thin cao hon va kéo dai hdn

D6t véi nguvi cao tudi: Khong cin diéu chinh licu, ot khi ¢6 say gidm chic ning thin (d6 thanh
thai creatinin < 60ml/pht).

D6t vdi tré dudi 6 thdng tudi: cho dén nay chua ¢ dit ligu vé db an toan va hiéu luc.

Phy nit mang thai: Chua c6 nghién cttu ddy da trén phu nit mang thai, khi nghién citu trén stic vat
thi chwa thdy anh hudng gi d&n bao thai. Nguy cd trén thai ky theo FDA: mic do B. Vi vdy chi st
dung cefixim khi thit cin thi€t

Phu nit cho con bii: Chua c6 nghién ciu day dd vé &nh hudng cta thudc trén phu nit cho con b.
Vi vdy cin than trong, ¢6 thé tam difng cho con bi trong thdi gian dung thudc

Ldi xe va v@n hanh mdy moc

Cefixim khong 4nh hudng d&n khd ning 14i xe hay vin hanh mdy méc.
Sén phﬁfm ¢6 chita t4 duge lactose do d6 khong nén st dung cho ngudi khong dung nap galactose,

thi€u hut Lapp-lactase, rdi loan hip thu glucose-galactose.
Aspartam c6 thé anh huong dén nhitng ngwpi ¢6 acid phenylpyruvic trong nuge tiéu.
Sucrose khong thich hop cho bgnh nhan mac bénh dai thao duong.
Twong tic ciia thube véi cde thude khic va céc loai twong tic khic:
Probenecid lam tang ndng do dinh va AUC cta cefixim, giam do thanh thai cta than va thé tich phén
bd ciia thude. ,
Céc thudc chdng dong nhu warfarin khi dung cling cefixim lam ting thoi gian prothrombin va co thé
kém theo chay mau.




dinh va AUC.
Hoat lyc ctia cefixim c6 thé ting khi dung cling v6i cac tac nhan gdy acid uric niéy,”
Cefixim c6 thé gy giam hoat lue cia vaccin thuong han.
Tac dung khong mong mudn:

Céc tac dung khong mong mudn cua cefixim tuong tu nhu cac cephalosporin khéc. Ccﬁmm;t}’ﬁwng
dung nap tdt, cdc tac dung khong mong mudn thuong thodng qua, mirc d§ nhe va vira. Uéc tinh ty 1¢
gap tac dung khong mong muon co thé t6i 50% sb ngudi bénh dung thude nhung chi 5% sé ngudi
bénh can phai ngimg thudc.

Thuong gap, ADR > 1/100

Tiéu hod: Cé thé téi 30% ngudi 16n ding vién nén cefixim bj 16i loan tiéu hda, nhung khoang 20%
biéu hién nhe, 5 - 9% biéu hién vira va 2 - 3% & mitc do ning. Triéu ching hay gdp la ia chay va phan
nat (27%), dau bung, nén, budn ndn, diy hoi, &n khéng ngon, khd mi¢ng. R&i loan tiéu hoa thuong
xdy ra ngay trong 1 - 2 ngay dau didu tri va dap tmg véi cac thude didu tri tridu ching, hiém khi phai
ngimg thudc.

Hé than kinh: Pau dau (3 - 16%), chong mit, bdn chdn, mat ngti, mét méi, con dong kinh (dudi 2%).
Qua man (7%): Ban do, ‘may day, s6t do thudc.

Tac dung khac: Tang nong d9 amylase méu (1,5 - 5%), tuy nhién khong co su tuong quan gifta ting
nong dd amylase mdu va tac dung khong mong mudn & dudmg tiéu hoa ngudi bénh.

It gép, 1/1 000 < ADR < 1/100

Tiéu hoa: fa chay ning do Clostridium difficile va viém dai trang g1a mac.

Toan thin: Phan v¢, phi mach, hdi chimg Stevens-Johnson, héng ban da dang, hoai t&r thugng bi
nhiém dgc.

Huyét hoc: Giam tiéu cdu, bach cu, bach cdu ua acid thodng qua; giam ndng d6 hemoglobin va

hematocrit.
Gan: Viém gan va vang da; ting tam thoi AST, ALT, phosphatase kiém, bilirubin va LDH.

Thén: Suy thén cép, ting nitrogen phi protein huyét va ndng dé creatinin huyét tuong tam thoi.

Truong hop khac: Viém va nhiém nim Candida 4m dao.

Hiém gdp, ADR < 1/1 000

Huyét hoc: Thoi gian prothrombin kéo dai.

Toan than: Co giat.

Huwéng din cach xik tri ADR

N&u qui min x4y ra, nén ngirmg thudc, trudng hdp qud mén ning, cdn diéu tri hé trg ( ding
epinephrin, thd oxygen, khéng histamin, corticosteroid).

Né&u c6 co gidt, ngiing cefixim, dung thudc chong co giit.

Khi bi fa chdy do C.difficile va viém dai trang gid, n€u nhe chi ¢an ditng thudc. Vi cdc trudng
hop vita va ning cdn truyén dich, dién gidi, b8 sung protem va diéu tri bing metronidazol

T hong bio cho bdc si nhitng tic dung khong mong muon gap phai khi siv dung thuéc.

Qua litu va cach xi tri:

Triéu ching khi qué lidu: co gidt, tiéu chdy trdm trong, phdn tng di ting c6 thé xdy ra khi sit dung
qud lidu Cefixim. Cdc phdn dng phu & mot s6 nhé ngudi tinh nguyén khoe manh khi udng liéu
duy nhé't 2 g Cefixim thi khong khdc gl so v6i nhitng bgnh nhan duge diéu tri § lieu khuyén cdo.
Céch xi¥ tri: chua ¢6 thudc gidi doc ddc hiéu. Xic rita da day c¢6 thé duge chi dinh. Can di€u trf
triéu ching va diéu tri hd trg. Dung thuSc chdng co gidt néu ¢6 chi dinh 1dm sang. Loc mdu hay
tham phén phiic mac khong loai bé dude lugng ding ké Cefixim ra khdi hé tudn hoan.

Ciéc diic tinh dugc lwe hoe, dwge dong hoc

Dugc lwe hoe:

Cefixim la mot khang sinh cephalosporin thé hé 3, dung theo dudng udng. Thude co tac dung diét
khuén. Co ché diét khuin cta cefixim tuong tw nhu céc cephalosporin khéc: Gén vao cac protein dich
(protein gan pemcﬂm), gdy uc ché qua trinh tong hop mucopeptld & thanh té bao vi khudn. Co ché
khang cefixim cua vi khun 12 giam &i lyc cua cefixim ddi véi protein dich hogc giam tinh tham cta

mang t& bao vi khuén déi véi thude.




cephalexin, cephradin.

Phd khang khuén:

Vi khuén wa khi Gram duong: \
Céu khuén wa khi gram duong: Streptococcus pyogenes (lién chu khudn tan huyét B
agalactiae (lién cAu khudn nhom B) va lién cau khuén nhom C, F va G; mot sb chﬁ ;
tuy tac dung kém hon so véi mdt vai cephalosporin udng khac (nhw cefdinir, cefpodoximeetpro
cefuroxim); cac ching S. preumoniae khang penicilin dugc coi la khang cefixim. Da s6 lién céu
khuan nhém D va S. viridans thudmg coi 1a khéng cefixim. Cefixim khong cé tic dung in vitro d6i voi
tu cAu tiét hodc khong tiét penicilinase bao gdm Staphylococcus aureus, S. epidermidis va S.
saprophyticus, Staphylococcus khang methicilin. Tryuc khudn wa khi Gram duong: Corynebacterium,
Listeria monocytogenes thuong khang cefixim.

Vi khudn ua khi gram &m: Cefixim c6 tac dung dbi voi Neisseria meningitidis, N. gonorrhoeae tiét
hodc khong tict penicilinase. Thude ciing ¢6 tac dung in vitro dbi voi N. gonorrhoeae khang penicilin
qua trung gian nhiém sic thé hoic khang tetracyclin qua trung gian plasmid.

Cefixim c6 tac dung in vitro déi véi da sb H. influenzae tiét hosc khong tiét beta-lactamase va H.
parainfluenzae. Cefixim c6 téc dyng t&t hon cefaclor, cephalexin, cefuroxim, hodc amoxicilin két hop
véi kali clavulanat d6i v6i H. influenzae tiét beta-lactamase, nhung tic dung bing hoiic kém hon chut
it so véi ciprofloxacin, ceftriaxon hodc co-trimoxazol. Cefixim in vitro cling tac dung dbi véi cic
chung H. influenzae khang nhiéu thude (ampicilin, cloramphenicol, tetracyclin, co-trimoxazol,
cefaclor va/hoiic erythromycin). Tuy vdy, mot s6 chung H. influenzae khong tiét beta-lactamase nhung
khang ampicilin va cephalosporin thé hé 2 ciing giam nhay cam véi cefixim.

In vitro, cefixim co tac dung d8i v&i Moraxella catarrhalis, ké cé khi khdng ampicilin, cefaclor,
cephalexin.

In vitro, cefixim c6 tac dung dbi voi da sb6 Enterobacteriaceae quan trong vé& 1am sang. In vitro,
cefixim ¢ tac dung doi véi nhidu ching E. Coli, Citrobacter freundii, K. pneumoniae va P. mirabilis
khéng cac khang sinh khac (aminoglycosid, tetracyclin, ampicilin, amoxicilin, cefaclor, cephalexin),
Salmonella typhi khéng ampicilin, cloramphenicol va/hoiic co-trimoxazol).

Nhiéu ching Pseudomonas khang cefixim.

Vi khuén ky khi: Pa s cac ching Bacteroides fragilis, cac Bacteroides spp. khéc, da sb cac chiing
Clostridium (bao gom C. difficile) khang cefixim.

Chlamydia va Mycoplasma: Chlamydia trachomatis va Ureaplasma urealyticum khang cefixim.

Xoén khuén (Spirochetes): Cefixim c6 mot vai tac dung dbi v&i Borrelia burgdorferi 1a nguyén nhan
gdy bénh Lyme (ndng o 0,8 microgam/ml).

Khdng thude

Cefixim bén vitng cao, khong bi thity phén do nhidu beta-lactamase qua trung gian plasmid va nhiém
shc thé, nhung thudc bi thity phén do mot s& beta-lactamase cua Enterobacter, Kiebsiella oxytoca,
Proteus vulgaris va Pseudomonas cepacia, Citrobacter freundii, Enterobacter cloacae,
Flavobacterium va Bacteroides fragilis. Tu chu khéng cefixim lado thudce c6 4i lyc yéu dbi véi PBP

2 ctia vi khudn. Enterococcus va Listeria monocytogenes khang thudc 14 do thude c6 ai Iy kém dbi
v6i céc PBP ctia vi khudn. Citrobacter freundii va Enterobacter khang cefixim la do cac yéu té ngin
can thuéc thém vao vi khudn va do tiét ra cc beta-lactamase. Pseudomonas va Acinetobacter khang
thude 12 do cac yéu t thim qua mang té bao vi khuén,

Cefixim kich thich san xuét beta-lactamase & mgt s chung Morganella morganii, nhung thude van

tac dung in vitro dbi voi cac chiing do sau khi giai phong cdc beta-lactamase do.

Mdt sb cephalosporin thé hé 3 van con ¢ tac dung vai Staphylococci, cefixim thudng !(hﬁng ¢o tac
dung trén cac vi khuén ndy. Cefixim khong cé hoat tinh in vitro trén Staphylococci (tiét hodc khong
tiét beta-lactamase) nhu Staphylococcus aureus, S. epidermidis, vi S. saprophylicus. Giong nhu cac
cephalosporin khac, cefixim khong c6 hoat tinh trén Staphylococci khang oxacilin (khang methicilin).
Hau hét cac chung Staphylococci, FEnterococci va Listeria spp. khéng con nhay cam voi cefixim.
Enterobacter spp., Pseudomonas aeruginosa va Bacteroides spp. 44 khang cefixim. Cefixim c6 hoat
tinh in vitro han ché trén céc vi khuén ky khi; hau hét cac chung Clostridia (gom C. difficile) di khang
thudc.




Céc vi khudn wa khi Gram - am nhu Achromobacter xylosoxidans va Flavobacterium
meningosepticum da khang cefixim.

Véi Chlamydia va Mycoplasma: Cefixim khong cé hoat tinh vé&i Chlamydia trachomatis va
Ureaplasma urealyticum.

Dwoc dong hoc:

Sau khi u6ng mot liéu don cefixim, chi ¢6 30 - 50% lidu duoc hap thu qua duong tidu hoa, bt ké
ubng trude hode sau bira dn, tuy tde do hdp thu c6 thé giam khi uong cung bifa an. Thuoc & dang hdn
dich uéng dugce hép thu tot hon dang vién. Sy hép thu thudc twong ddi cham. Khi uong liéu don
cefixim, nong d6 dinh trong huyet tuong dat khoang 2 - 3 mlcrogam/ml (dbi voi liéu 200 mg), 3,7 -
4,6 microgam/ml (déi véi liéu 400 mg) va dat sau khi ubng 2 - 6 gior. O ngudi khoe manh ding lidu
100 mg - 2 g duéi dang nang, dung dich udng hosc hén dich, ndng do dinh huyét thanh va AUC ting
khi lidu tang nhung khéng ty 1é thudn véi lléu, hép thu qua dudng tiéu hoa giam khi tang lidu. O tré
em ding lidu 4 - 8 mg/kg ciing cho thdy ndng do cefixim huyét thanh khong ty 1¢ thuan véi lidu.
Cefixim khong tich lity trong huyét thanh hoiic nudc tiéu & nguoi o chie néng thén binh thuong sau
khi ubng nhiéu lidu, ngay uong 1 -2 lAn/ngay. O nguoi cao tudi, ding liéu 400 mg ngay udng 1 lan
trong 5 ngay, cho thay nong do cefixim dinh trong huyét thanh cao hon 20 - 26% va AUC cao hon 40
- 42% so v&inguoi 18 - 35 tudi, tuy vy khong c6 y nghia ldm sang. Nira doi trong huyét twong
thuong khoang 3 dén 4 git va c6 thé kéo dai khi bi suy than. Khoing 65% cefixim trong mau gin véi
protein huyét twong. Nira doi huyét thanh ctia cefixim khong phu thudc vao dang thude va khong phu
thudc vao héu

Thong tin vé su phan b6 clia cefixim trong cdc md va dich ctia co thé con han ché. Sau khi udng,
thuoc dugc phén b6 vao mt, dom, amidan, niém mac xoang ham, mu tai giita, dich vét bong, dich
tuyen tién liét. Hién nay chua co sb liu day da vé ndng do thuoc trong dich néo tiy. Thudc qua duoc
nhau thai va c6 thé dat ndng do twong dcu cao & mat, nude tidu. Khoang 20%liéu udng (hodc 50% lidu
hip thu) dugc dao thai & dang khong | bién ddi qua nuée tiéu trong vong 24 gio. Co 161 60% liéu ubng
dao thai khong qua than. Khéng co bing ching v¢é chuyen hoa nhung cé thé mdt phin thube duoc dao
thai tir mat vao phén. Thube khdng loai duoc bang thdm tich mau.

Quy cich déng gdi

Hop 10 g6i x 2,0 gam

H@p 20 gbi x 2,0 gam

Pitu kién bio quéin:

Béo quéan thudc & noi khd thoéng, nhiét d6 dudi 30°C tranh anh sing.

Han dung ciia thude: 36 thang ké tir ngay san xudt
Tiéu chuin chit lwong thude: Tiéu chuin co s&

Co sé san xudt: Céng Ty C6 Phian Dugc Phdm ME DI SUN
Pia chi: S6 521, Khu phd An Lgi, Phudng Hoa Lgi, Thi xd B&n C4t, Tinh Binh Duong
Moi thdc mdc va thong tin chi tiél, xin 1lién h¢ vé s& dién thogi: (0274) 3589036 Fax: (0274)

3589297
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