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R Thudc ké don
HWAGNG DAN S DUNG THUOC
1. Tén thube:

FABAFIXIM 100

2.Céic déuhidu liru § va khuydn cdo khi ding thude:

Thude ndy chi ding theo don thude.

Poc kf hirimg ddn sirdyng trude khi ding.

Dé xa thm tay tré em.

3. Thanh phin céng thirc thubc:

M5i géi thubc bét pha hbn dich ubng Fabaflxim 100 chira:

Durpechdt: Cefixim (dutr dang Cefixim irihydrat) 100 mg

Té duge: dutng triing, natribenzoat, gdm xanthan, bit mai dau, PEG 6000, colloidal
silicon dioxid, méu ponceau 4R (E124 vira i 1 goi.

4.Dang bao ché: Géithude bdt pha hindich ubng, :

Mé t4: Bt thudc mau tréing dén tring héing, tol xép, khéing dinh tay, vi ngot, mui thom dac
trung, a8 chiju dong gol trong goi gifly/nhdm/polyethylen han Kin.

5.Chi dinh:

Thube ding cho tré em trén & thang wdi, nhidm khudn do cac vi khudin nhay cém:

- Nhi&m khuén phi qudan va phéi.

-Vigmtal gitra cAp tinh, k8 ci viém tai gilka ti phat.

-Wiam b than cAp tinh: sau khi didu trf khang sinh durng tam finh mach itnhit 4 ngay.

- NniBm bring dung 1 gt oured & tnd em 1rén 3 tudi vanhiim tning nang bén ngoal.
8.Cachding, lldu ding: m
Ding udng theo sirchidinh coa thily thude.

*[ léu dirng:

Mgt fom: Lidu thudng ding: 200 - 400 ma/ngdy b thé diing 1 tAn hodic chia am 2 iin
céch nhau 12 gitr. Nén ding dang béo ché thich hop hon: vién nén, vién nang.

Tréenm:

Tréemz 12 twdi hodc can ning > 50 kg ding lidu nhur nguér idn.

Tréem tir30 thang tubi 3bn 12 tubi: Dang lidu 100 mg x 2An/ ngay.

Tré em tir 6 théng d&n 30 thang tudi: ding & mg/kg/ngdy, chia 2 |Aningdy, mbi An cach
nhau 12 gitr. Nén diing dang bao ché thich hop hom: golfio bt pha hiin dich ubng 50
mg/mi.

Bénh nhn suy thén: Khing chn ehinh By & b&nh nhéin o6 8 thanh thai creatinin trén 20
miiphit. ©8 viéri bgnh nhan oé 44 thanh thai creatinin thép hom, ké cé chay than nhén tao,
lius cafixdm khing virpt qué 4 mg/kgingay.

Bénh nivdn suy gan: Khng cin chinh fidu,

*Cdchdung:

Db gdi bt vao cbe 42 cb s&n khoang 10 dén 15 mil o, khudy Gbu va ulng ngay, thém
nuére tréng sach thudc trong o va udng 48 dam bao a0 libu.

7.Chéng chi dinh:

Nguréri biénh cd fiin s qué miin vér cefixim hodic vél cao khéng sinh nhdm cephalosporin
Khiic, nguiri cd tién sir sfo phin vé do penicillin hodc d tmg véi céc thanh phén khae cla
ché phiim thube.

8.Canh bao va thin trong khi diing thubde:

- Trurtre khi bt du didu tr bAng cefixim cn dibu tra k§ vit tidn st df (g clia nguid bénh
adi véi penicilin vé cac cephalosporin khac do cd sy qua min chéo gilra céc khang sinh
nhim beta - lactam, bao gdm: paniciliin, cephalosporin vé cephamyein,

= Chn thén trong khi ding cefixim & NGt co tidn s bgnh dudmg 18U hoa va viem dai
tréing, nhét I3 khi diing kéo dal, vi cé thé o8 nguy cor lam ph#t tridn qué mirc céc vi khuén
khéng thubc, #4c bigt1a Clostridium difficile & rugt 1am fa chéy nang, cin phal ngimg thude
wé dibu trj béing céc khéng sinh khée (matronidazol, vancomyein...). Ngoai ra, fa chiy trong
1-2 ngdy ddu chi yéu 1a do thude, ndu nhe khdng clin ngirng thudc, Cefixim ctn lam thay
&Bivikhudn chi & rudt,

- Lidu vahodic s8 1An dura thubc clin phai gidm & nhirng nguré bnh suy than, bao gbm cd
nhOng g bénh dang loc mau ngodi thiin do ndng a3 cefixim trong huyt twong & ngui
bénh suy thén cao hon va kéo dai hon so vér nhiing ngud béinh od chire néing thin binh

thiremg.
- Déi viri Ird durl 6 thaing tudl, cho dén nay chura o8 dir lidu vh 38 an todn va higu lye clia
cefixim,

- B i ngurérl cao tudi: Nhin chung khong cén dillu chinh lidu, trir khi o6 suy gidm chire
néngthién (a6 thanh thai creatinin < 60 mi/phit),

- Cénh béo vA A dugc aspartam: Chira mit legng lém phenyalanin, cé thé gy hai tréin
nhimg ngurdi bi phenyiceton niéu.

- Thifuméu tan méu do thuéic géy ra, bao ghm ci cAc tnrng hoap nang din dén tr vong da
dugrc md 1 virl nham cephalosporin. Sir tai phat thidu mau tan mau kh tAi didu tri bang
caphalosporin & bénh nhan o6 tibn sir thidu mau tan mau lién quan dén cephalosporin
(bao glm c& cefixim) clng da dugrc béo céo.

9.8irdung cho phy nircé thal v cho con ba:

- Théri ki mang thai: C&n nhéc st dyng cefixim trong thir ky mang thai khi that cAn thiét,
Méc di chura oo dir ligu nghign ciu dly di vé sl dung cefidm & phy nlr mang thal, cic
nghincdru trién didng vilt khisng cho thiy nh huéng gy d| ttva déc tinh vai thal nhi.

- Thir ky Gho con bii: Chira o6 8d d0 18U khang dinh cefixim o6 dugc phan b vao stra &
phy ni¥ cho con bé hay khong. Tuy nhién, o6 thd cho con bi khi dang sir dung khéing sinh
ridy. Tam ngirng cho con bil hode Sima thue rang tnsing hop xdy ra teu chiy, nhilm
ném Candida va phét ban & 1ré sc sinh.

10.Tae déng cila thudc khi 14] xe va vin hanh may mée:

Khoing théy biao cao nao trong céc tal ligu ¢6 thé tham khdo duore.
11.Twong tic vé trong ky cia thudc:

Tuongitac thude - thudc:

Khting od tirong tAo o6 ¥ nghTa 18m sang ndo duge béo cdo trong cac thir nghidm 1am
sang. Trong duge d0ng hot, 0 ching minh duge su két hop clla 1 g probenecid var
cefixim dfin dén gidim 26% 49 thanh thi cla thubo.

& nguer, sur két hop vai mt thube khang acid khdng lam gidm sy hip thu cafixim.
Tuemg tdc lm thay déi céc xét nghidm:

-Phin img duong tinh gid ki xét nghiém keton trong nutre i,

- Phén (mg direng tinh gia khi xét nghidm glucose (wu fifin phuong phap xél nghidm sir
dyng glucose -oxidase)

-M{tikét qua duomg tinh gid cia thir nghiém Coombs 38 duge md t trong qué trinh didu tri
bAng khang sinh nhdm caphalosporin.

Cé vin dd ngoai 1 vé syrmét can bing INR

Nhiu tnrérng hop tiing hogt tinh cla thube chéing ddng duéng udng d& durge bio céo &
nhimg bénh nhén ding khang sinh. B&| canh nhiim khuln, tubi va tinh trang chung ciia
bénh nhan xuét hign nhir ki e yéu 16 nguy co. Trong cao truémg hepnay, khé od th phin
bigtgitra bénh Iy truyén nhilim va cach &idu tr Khi iy ra mét can bang INR. Tuy nhién, mét
st lagl khang sinh nhit dinh o6 nhidu kha ndng llén guan d&n nhu: lucroquinalin, macrolid,
cyelin, oo - irimoxazol, va mdt a6 khang sinh cephalosporin nhtdinh.
12.Tée dyng khéng mong muén (ADR):

Cdie the dyng khang mong mubn cia cafixim teomg te nhiu cac cephalasporin khic,
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Thudmg gdp, ADR > 1/100

- Tiéu hod: C6 thé & 30% ngudr iom ding thube bj rdi loan tidu hod, khodng 20% bidu hign
nhg, 5-9% bibu hign vira v 2 -3% & mirc 4 ning. Tridu chimg hay gép 1& la chéy va phiin
nél(27%), dau bung, ndn, budn ndn, dy hol, &n khding ngon, khd migng. Réi loan tiéu hod
thurémg xdy ra ngay trong 1 - 2 ngay du diBu rj va 8ap tng vér cac thube didu trf triéu
chirng, hiden khi phéi ngirmg thude.,

- Hé thiin kinh: Dau dBu (3 - 16%), chéng mit, bdn chan, mét ngl, mét mi.

-QuAman (7%): Ban a4, may day, sét do thude.

- Tao dyng khiic: ting nding A9 amylase méu (1,5-5%), tuy nhién khang c6 sy trong quan
gitra t8ng nhing 46 amylase méu vé tac dyng khdng mang mudn é& dudmg tidu hod nguer
bénh.

ltgéip, 171000 <ADR < 1/100

-Tiduhod: ia chay néing do Clostridium difficile va viém dal trang gié mac.

- Todin thén: Phén vi, phi mach, hi chimg Stevens - Johnson, hiing ban da dang, hoal tir
thisgng bl nhilim d9c.

- Huyét hoc: Gidm tdu clu, bach chu, bach chu ua acid thodng qua; gidm néng 48
hemaglobin va hematocrit.

- Gan: Viém gan va vang da; ting tam thi AST, ALT, phosphatase kim, bilirubin va LDH.
~Thin: Suy thiin cp, tng nitrogen phi protein huy &t va néng % creatinin huyét brong tam
thivi

~Tneémg hgpkhdc: Vidm v nhi8mném Candide &m dgo.

Hidmgap, ADR < 1/1000

- Huydthoc: Thiri gian prathrombin kéodai.

=Toanthan: Co giat.

13.Qud lidu va cdchxirtri:

Qué idu: Khi qualidu cefixim cothd cb triéu chimg cogigt.

Xir tri: Do khdng cb thubc @idu trf ddc higu nén chd ydu didu tri tidu chimg. Khi c6 tridu
ehimg qua lidu, phai nglmg thude ngay va xUr tri nhu sau: Rira da day, o6 thé ding thudc
chéng co giat ndu b chi dinh 1Am sang. Do thubc khéng loal duee bing thdm phan méu
nén khaing chay thén nhan tao hay loc mang byng.

14.Bc tinh durgre Iype hipe:

Cefixim la md}i khang sinh cephalosporin thé hé 3, dugc ding theo durimg ubng. Thubc cé
tée dyng dibt khuin. Cor ché digt khudin clis cefixim tuwong ty nhur céc cephalosporin khac:
gén véo ce protein dich (protein gén penicilin) gdy (o ché qua trinh tng hep mucopeptid
& thanh té bao vi khuin. Co chié khiing cefidm cia vi khudin lam gism & iye clia cafixim 6
véi protein dich hofic gidm tinh thdm cla mang ¥ bao vi khudn ddi v&i thubc.
Cafixim cé ¢ bdn virng cao voi sy thuy phan ciia bata - lactamase mé& hod béi gen ndm
tréin plasmid vis chromosom. Tinh bén vimg verl beta - lsctamase cia cefixim cac hom
cefacior, cefoxitin, cefuraxim, cephalexin, cephradin,

Phd khang khudn

Cafixiim o tAc dyng ¢ in vitro v trén 1am sang voi hu hét céc chiing cla céc vi khudn sau
dhy:

= Vi khulin wa khi Gram duong: Strepto IS s, Strep pyogenes, 5.
agaiactige (lisn cAu khudn nhdm B)va lién chukhulin nhém C, F, G.

- Vi khulin Gram &m: Nesisseria meningitidis, M gonorrhoeae (liét hogic khiing tidt

panicilinass), 8 tac dyng In vitro virl Heemophilus influenzae (tiét hodic khing tét beta -
lactamase), H. Perainfluenzae, Moraxella calarrhalis, Enlercbacleriacese, E. coll, P
mirabilis, Citrobacter freundi, K. Pneumontas, Samonalia typhi.

Khéng thude:

Cafixim bén vOmg cao, khdng bl thily phan do nhidu bata - lactamase qua trung gian
plasmid va nhidm séc thé, nhung thube bi thiy phan dom@tsd beta - lactamase cla:

Vi khulin hiéu khi Gram duong: Corynebacterium diphtherias, Enterococci, Listaria,

Siaphylococcus.

i khudin hidu khi Gram &m: Acinelobacter, Citrobacter freundli, Pseudomonas, Serrabia.
Vi khudin kykhl: trir Provotefla va Fusobactenium.

15.Céc dic tinh dwgee dgng hoc:

Nguron Idm:

- Saw khi ubng mft lidu duy nhdt 200 mg, ndng 46 t5i da trang huyétthanh (C.._} frung binh
14 3 microgamimi va dgt duge (T..) trong khodng 3 dén 4 gidr. Sau khi ding lidu 400 mg,
nding a4 dinh trang huyét thanh cao hom (3,4 - 5 microgam/mi) nhung khidng ty 1§ thudn v
vigc tang lidu.

- Sau khi diing I3 lai 15 ngay & libu 400 mg/ngay trong mdt hode hai durimg diing, ning &)
trong huyét thanh va sinh kha diing khing thay 081, phan anh sy thidu tich iy theo nguyén
thohot 8ng.

- Sinh khd dung cla cefixim 14 khodng 50% & lidu 200 mg va khong bj dnh huemg béi thire
an. Tuy nhién, thév gian xuét hign ndng 84 dinh trang huyét thanh chém khodng mjt gitr.

- Thé tich phan b khodng 15 lit. ¢ 8dng v, cefixim phan bb & hBu hét cic mé dugc
nghiéin cdru, trir néio. & ngud, sau khi ding by 200 mg trong khodng 12 git, nbng 48
trong phdi sau 4 va 8 gitr sau 1An diing thudc cudi cling 12 1 microgam/1 gam md, cao hem
MIC, 80% vi khudn nhay cam trong nhidm tring phéi.

- Thiri glan béin thai (T, clia cafixim khodng 3 - 4 gir (trung binh 3,3 gity). Théitrir qua thin
dang khéing ddi (16 - 20% libu uing) va thi trir dudmg ngoal than chil yéu qua mét (25%).
- Khng ot chét chuybn hoa trong huyét thanh, nudre tibu dugre phat hign & dding vt cling
i & ngueri.

- Dupe 38ing hot oia cefixim thay d8i it & nguein gid. Sy gia tng nhé niing & finh trong
huyét thanh, sinh kha dyng va sy gim it luong thai trir (15 - 25%) khong yéu cBu gidm lidu
abivéinguirigla,

- Trong trutrng hgp suy thén nding (46 thanh théi creatinin disi 20 miiphdt), sy gia ting
thisl glan bén thal v néng 88 dinh trong huyit thanh din dén cAn giam idu tir 400 dén 200
maingay.

- & b8nh nhan suy gan, vidc thai triz didn ra chim (T, = 6,4 gitr) nhung khong chn thidt
phi chinh lidy.

- Litin kit veri protein huyét thanh khodng 70% va chi yéu gén véi albumin bét ké nbing 49
néo & idu adutr.

Tréam:

- Nbng 46 trang huyét thanh sau khi dung lidu duy nhét 4mgikg (dang cbm) khodng tir 1,7
abn 2,5 microgam/mi

- Nam gity sau khi uéing cefixim 4mg/kg, nbng b trong mé amidan khing xo trung binh tir
0,8-0,8 pg/mi, trong huyét thanh khodng 1,24 £ 0,84 pg/mi.

16.Quy cach déng gol:

Hp 10g6i x 2,0 g thude bt pha hiin dich ubng kém theo i hurdng din sirdyng thube.

17. Didu kién bao quan, han ding, tisu chudn chitlvgng:

-Bdo quan: Tranh dnh sang, nor khi, duti 30°C.

- Handing: 24 thang k& 1ir ngay sén xudt.

-Tiéu chuin chitivgng: USP

18.Tén, dia chi ciia cors& san xudt:

CONG TY CO PHAN DU'QIC PHAM TRUNG LIO'NG | - PHARBACO

Diachi: 160 Tén Birc ThAng - Déng Ba - Ha N&i

DT 84-24 -3 B454561; Fax: 84 - 24 - 38237460

San xufttal: Thanh Xufn - Séc Som - HA NI FE3D




