T - 32£32 ha

* Nhan trén vi 10 vién:

BO Y TE
CUC QUAN LY DUGC

DA PHE DUYET

$Gn xudt tqi: CONG TY TNHH MTV DUQC

Hafixim 2

Cefixim (dudi dang
cefixim trihydrat) ... 200 mg

Hafixim 200
Cefixim (dudi dang TABS
o

Hafixim 200
Cefixim (dudi dang T AB S

cefixim frihydrat) ... 200 mg

Hafiximm 200
e o TABS

cefixim frihydrat) ... 200 mg

Hafiximm 200
= ey TABS

cefixim trihydrat) ... 200 mg
DHG PHARMA

(sglosx: HWD: )

https://trungtamth & étsen/




https://trungtamthuoc.com/

* Nhéan trén hop 3 vi x 10 vién: (B6 sung lan 1)

DE XA TAM TAY TRE EM. ]
BOC KV HUGNG DAN SU DUNG TRUGC KHI DUNG. ek

Og

BAO QUAN: NOI KHO, $ 1 SX (Batch No.):
NHIET D) KHONG QUA 30°C, TRANH ANH SANG.
) HD . date)
3520 SBK (Reg. No.): (o dab;

S :;.'A,-.tuxansnsucmuo Sl—u OOZ
SWIX|yaD

Savl

00Z WIX|jol

Mouamos&m %01 (9

SgVL 3w o0z awixyad
00T WIX|joH

THANH PHAN: Nha mdy dat tiéu chudn GMP - WHO
Cefixim (dubi dang cefixim trihydrat) .... 200 mg San xudt tqi:
T Y - 1 vién CONG TY TNHH MTV DUGC PHAM DHE
CHi BINH - CHONG CHI BINH - LIEU DUNG VA ug:m«-ﬂgn;mzzt
CACH DUNG - CAC THONG TIN KHAC: ki hyin

" > bnglé n hé BT: (0293) 3953454 - Fax: (0293) 3953555
Xin doc trong t hubng ddn sif dung. @ 0292.3899000 www.dhgpharma.com.vn

®) THUGC BAN THEO DON

Hafixim 200

TABS

Y BNV - N\ B

im 2
oo b |\

fi

Cefixim
200 mg a HOP 3 Vi x 10 VIEN NEN BAO PHIM

Ha
Cefix

Size 85%



https://trungtamthuoc.com/

* Nhan trén hop 6 vi x 10 vién:(Bo sung lan 1)

BE XA TAM TAY TRE EM. Wiy SX (M. date:
BOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG. 6 St B
BAO QUAN: NOI KHD, ]
NHIET B0 KHONG QUA 30°C, TRANH ANH SANG. " B

Mol théc mdc vé sin phém,
xin vul long lién hé

$BK (Reg. No.): 0292.3899000

8 93520!16680

Mu@

sdvl 8w 00z swixya)
00T WIiIXyoH

Hafixinn 200
Cefixim 200 mg TABS

- = Nha mdy dat tiéu chudn
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Cefixim (duti dang cefixim triydrat) ......... 200 mg
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Cefixim (dudi dahgge e, 200 Mg
Té dugc vira di 1vién
(Tinh bot bién tinh (National 78-1551), microcrystalline cellulose M112, calci hydrophosphat dihydrat, magnesi
stearat, hypromellose 2910 (6cp), hypromellose 2910 (15¢cp), PEG 6000, talc, titan dioxyd, oxyd st vang)

DANG BAO CHE: Vién nén bao phim.

DUQC LYC HoC:

Ma ATC: J01DDO08

Hafixim 200 Tabs véi thanh phdn hoat ch4t chinh I3 cefixim, khang sinh cephalosporin thé hg thit 3, dugc ding
theo dubing udng. Thudc c6 tac dung diét khun. Co ché diét khu&n clia cefixim tuong ty nhu clia cac cephalosporin
khac: gdn vao cac protein dich (protein gdn penicilin) gdy Uc ch& qua trinh tdng hgp mucopeptid & véch t& bao vi
khugn. Ca ché khang cefixim clia vi khudn 12 gidm 4i lyc ciia cefixim ddi voi protein dich hoc gidm tinh thim clia
mang t& bao vi khudn ddi vi thudc.

Cefixim c6 dj bén viing cao véi sy thily phan cla beta-lactamase ma hoa bdi gen nim trén plasmid va
chromosom. Tinh bén vitng véi beta-lactamase clia cefixim cao hon cefaclor, cefoxitin, cefuroxim, cephalexin,
cephradin.

Phd khdng khuan:

Vi khudn va khi Gram duong:

C4u khudn va khi Gram dudng: Streptococcus pyogenes (lién cu khudn tan huygt beta nhém A), S. agalactiae
(lién cAu khudn nhém B) v lién c4u khudn nhom C, F va G; mét s6 chiing S. pneumoniae tuy tic dyng kém hon so
v6i mt vai cephalosporin udng khéc (nhu cefdinir, cefpodoxim, cefprozil, cefuroxim); cac chiing S. pneumoniae
khang penicilin dugc coi 12 khéng cefixim. Da sg lién cdu khu&n nhoém D va S. viridans thubng coi 12 khing
cefixim. Cefixim khong c6 tic dyng in vitro d6i véi ty cdu tiét hoic khong tiét penicilinase bao gém
Staphylococcus aureus, S.epidermidis va S. saprophyticus, Staphylococcus khang methicilin. Tryc khudn va khi
Gram duong: Corynebacterium, Listeria ytog thuting khang cefixim.

Vi khu&n va khi Gram dm:

Cefixim c6 tac dyng ddi voi Neisseria meningitidis, N. gonorrhoeae ti€t hojc khong tiét penicilinase. Thudc cling
¢6 téc dung in vitro d6i véi N. gonorrhoeae khéng penicilin qua trung gian nhiém sdc thé hodc khang tetracyclin
qua trung gian plasmid.

Cefixim c6 tac dyng in vitro d6i véi da s§ H. influenzae tigt hojic khong tiét beta-lactamase va H. parainfluenzae.
Cefixim ¢6 téc dyng t8t hon cefaclor, cephalexin, cefuroxim hodc amoxicilin k&t hgp véi kali clavulanat déi véi H.
influenzae tiét beta-lactamase, nhung tic dung bing hoc kém hon chit it so véi ciprofloxacin, ceftriaxon hoc co-
trimoxazol. Cefixim in vitro cling ¢6 tic dyng ddi véi céc ching H. influenzae khéng nhiéu thugc (ampicilin,
cloramphenicol, tetracyclin, co-trimoxazol, cefaclor va/ hoic erythromycin). Tuy vdy, mdt s§ chiing H. influenzae
khong tigt beta-lactamase nhung khéng ampicilin va cephalosporin thé hg 2 cling gidm nhay cdm véi cefixim.

In vitro, cefixim c6 téc dyng d6i v6i da s& Moraxella catarrhalis, k& ¢ khi khang ampicilin, cefaclor, cephalexin.

In vitro, cefixim c6 téc dyng ddi véi da s Enterobacteriaceae quan trong vé 1dm sang. /n vitro, cefixim c6 téc
dung d6i vai nhiéu chiing E. coli, Citrobacter freundii, K. pneumoniae va P. mirabilis khang cdc khéng sinh khic
(aminoglycosid, tetracyclin, ampicilin, amoxicilin, cefaclor, cephalexin), Salmonella typhi khdng ampicilin,
cloramphenicol va/ hodc co-trimoxazol.

Nhiéu chiing Pseudomonas khéng cefixim.

Vi khun ky khi: Da s8 cic chiing Bacteroides fragilis, cic Bacteroides spp. khac, da s8 céc ching Clostridium
(bao gdm C. difficile) khang cefixim.

Chlamydiava Mycoplasma: Chlamydia trachomatis va Ureaplasma urealyticum khang cefixim.

Xodn khudn (Spirochetes): Cefixim c6 mdt vai téc dung d6i véi Borrelia burgdorferi 1a nguyén nhan gy bénh
Lyme (néng do 0,8 microgam/ml).

Khéng thuéc

Cefixim bén viing cao, khong bj thily phan do nhiéu beta-lactamase qua trung gian plasmid va nhiém s3c thé,
nhung thudc bj thily phan do mt s& beta-lactamase clia Enterobacter; Klebsiella oxytoca, Proteus vulgaris va
Pseudomonas cepacia, Cit freundii, Ente cloacae, Fl; jumva B ides fragilis.

Tu cdu khéng cefixim 12 do thudc c6 4i lyc y&u ddi véi PBP (penicilin binding protein) clia vi khudn. Enterococcus
VA Listeria monocytogenes khang thudc 1 do thudc c6 4i lyc kém d6i véi céc PBP cla vi khudn. Citrobacter
freundiiva Enterobacter khang cefixim Ia do cdc y&u t& ngan cin thudc th&m vao vi khudn va do tit ra cc beta-
lactamase. Pseudomonasva Acinetobacterkhang thuc 12 do céc y&u & thdm qua mang t& bao vi khudn.

Cefixim kich thich sin xuit beta-lactamase & mot s chiing Morganella morganii, nhung thudc van tic dung in
vitro d6i véi céc chiing d6 sau khi gidi phong cac beta-lactamase do.

Mot sd cephalosporin thé h¢ 3 van con cd téc dung véi Staphylococci, cefixim thudng khdng c6 tac dung trén céc
vi khudn nay. Cefixim khong c6 hoat tinh in vitro trén Staphylococci (tiét hoic khong tiét beta-lactamase) nhu
Staphylococcus aureus, S. epidermidis, S. saprophyticus. Gi6ng nhu cac cephalosporin khac, cefixim khdng co
hoat tinh trén Staphylococcikhéng oxacilin (khang methicilin). Hdu hét céc chiing Staphylococci, Enterococciva
Listeria spp. khdng con nhay cam vdi cefixim. Enterobacter spp., Pseudomonas aeruginosava Bacteroides spp.
0 khang cefixim. Cefixim c6 hoat tinh in vitro han ché trén cAc vi khudn ky khi; hdu hét céc chiing Clostridia
(g8m C. difficile) da khang thudc.

Céc vi khudn ua khi Gram 4m nhu Achromobacter xylosoxidans va Flavobacterium meningosepticum da khéng
cefixim.

V6i Chlamydia va Mycoplasma: Cefixim khdng c6 hoat tinh v8i Chlamydia trachomatis va Ureaplasma
urealyticum.

DUGC BONG HOC: Sau khi udng liéu don cefixim, 30 - 50% lidu dugc hép thu qua dubng tiéu hoa, bt ké udng trudc
hodic sau bifa n, tuy tdc o hap thu ¢6 thé gidm khi udng cling bia &n. Thudc & dang hdn dich udng dugc hap thu
t6t hon dang vién. Syt hap thu thudc tuong ddi cham. Khi udng liéu don cefixim, néng dd dinh trong huyét tuong dat
khodng 2 - 3 microgam/ml (d6i véi lidu 200 mg), 3,7 - 4,6 microgam/ml (d6i véi liéu 400 mg) va dat sau khi ung
2 - 6 giv. Cefixim khdng tich Iy trong huy&t thanh hoic nudc tiéu & ngudi c6 chifc ndng thén binh thuling sau khi
ubng nhiu lidu, ngay udng 1 - 2 14n/ ngay. Thsi gian ban thai thuing khodng 3 d&n 4 gid va c6 thé kéo dai khi bj
suy than. Khodng 65% cefixim trong mau gan véi protein huy8t tuong. Nifa ddi huy&t thanh clia cefixim khdng phy
thudc vao dang thudc va khong phy thudc vao liéu.

Théng tin vé syt phin b6 clia cefixim trong cac mo va dich ciia cd thé cdn han ché. Sau khi udng, thuGc dugc phan
b vao mat, ddm, amidan, niém mac xoang ham, mi tai gia, djch vét bdng, dich tuyén tién ligt. Hign nay chua co
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s8ligu ddy dis vé ndng d thudc trong dich ndo tily. Cefixim qua dugc nhau thai va c6 thé dat ndng d¢ tuang d6i cao
& mat va nudc tiéu. Khodng 20% lidu usng (hodic 50% lidu hdp thu) duge dao thai & dang khdng bién ddi ra nudc
tigutrong vong 24 gid. C6 t6i 60% liu udng dao thai khang qua than. Khong co biing ching vé chuyén héa nhung
¢6 thé mot phdn thudc dugc dao thai tif mat vao phan. Thusc khang loai dugc bing thdm phan mau.

QuUY CACH BONG GOI: Hop 3 vix 10 vién. Hop 6 vix 10 vién.

CHIBINH: Chi dinh didu trj cac trudng hgp nhi&m khudn do vi khudn nhay cm vai cefixim nhu sau:

Nhiém khu&n duing tiét niéu khong bién chiing gay bdi E. colihodc Proteus mirabilis.

Viém tai gida gay bdi H. hilus influenzae, M lla catarrhalis, Streptococcus pyogenes.

Viém hong va amidan gay bdi Streptococcus pyogenes.

Vigm phé quan cép va man tinh gy bdi Streptococcus pneumonia hoiic Haemophilus influenzae hoic Moraxalla
catarrhalis.

Bénh I3u khdng bién chiing gay bi Neisseria gonorrhoeae.

LIEU DUNG VA CACH DUNG: Usng trudc hojic sau bla n déu dugc.

Ubng nguyén vién hojc bé déi. Khdng nén nhai, nghién hoic hda tan trong nudc.

Thisi gian didu trj thong thubing 13 7 ngdy, c6 thé tdi 14 ngdy ndu cén. Viam tai gita gy bi Streptococcus
pyogenes thdi gian didu trj 12 10 ngay.

Ngudi Idn va tré em trén 12 tudi hofic tré em can nZng trén 45 kg: 400 mg/ ngay, c6 thé dung 1 14n trong ngay
hodc chia lam 2 1&n, m&i ldn cich nhau 12 gid.

Higu qua va an toan clia cefixim  tré dudi 6 théang tudi chua dugc xac Iap.

B&nh I3u khdng bién ching do Neisseria gonorrhoeae: Usng liéu duy nh4t 400 mg.

Diéu chinh liéu khi ¢6 suy than: Khong c&n didu chinh lidu vdi ngudi bgnh co dg thanh thai creatinin > 60 ml/ phit.
Ngudi 16n c6 df thanh thai creatinin 21 - 60 ml/ phat dung liéu 300 mg/ ngay, néu df thanh thai creatinin < 20 ml/
phit dung liéu cefixim 200 mg/ ngay.

Hodc theo chi d4n clia Thay thudc.

CHONG CHI BNH: Mn cim vdi bét cit thanh phén nao clia thudc.

B&nh nhan c6 tién sit man cdm véi khang sinh cephalosporin.

THAN TRONG: C4c phan éing x4y ra trén da nhu hoai tif thugng bi nhiém dc, hoi ching Stevens - Johnson, hdng
ban da dang bao gdm c& phan v§, nén ngung ding cefixim va diéu trj bing cac bign phap thich hgp.

DA véi ngudi bénh c6 tién st dj ing véi penicilin va cephalosporin.

Thén trong ddi v6i ngudi bgnh thi§u m&u tan mau.

C4n phai giam liéu d6i véi ngudi suy than, bao gém ca nhilng ngudi bénh dang loc mau ngoai than do ndng do
cefixim trong huyét tuong & ngudi bgnh suy than cao hon va kéo dai hon so véi nhiing ngudsi bgnh ¢ chifc nang
thdn binh thudng.

Dai véi tré em dudi 6 thang tudi, cho dén nay chud ¥6{di ligeVé do an toan va hidu Iyc cia cefixim.

C4n than trong khi dung cefixim & ngubi c6 tién sit Bgafi dubing tiéu hoa va viém dai trang, nhat I3 khi dung kéo
dai, vi cd thé c6 nguy cd 1am phat trién qua mitc cak vi khudn khang thudc, dic biét 1a Clostridium difficile & rujt
1am tigu chay ning, cdn phai ngiing thudc va diéu trj bing cic khéng sinh khéc (metronidazol, vancomycin, ...).
Ngoai ra, tiéu chay trong 1 - 2 ngay ddu chli y&u Ia do thudc, néu nhe khdng cdn ngimng thudc. Cefixim con lam
thay ddi vi khudn chi & rujt. B8 véi ngudi cao tudi: Khong cdn diéu chinh liéu, trif khi ¢ suy gidm chifc ning thin
(0 thanh thai creatinin < 60 ml/ phit).

Phy nit ¢d thai va cho con bii: Khong thdy ¢ bling ching vé téc hai clia cefixim d6i véi bao thai, vi vy chi sif
dung cefixim cho ngudii mang thai khi that c4n thiét.

Chua c6 bao cdo cefixim c6 dugc phan bd vao sila me hay khong, vi vdy nén can nhdc vigc ngiing cho con bi
trong thdi gian ngudi me dung thudc.
Anh hugng ciia thudc dai véi cong vige: Do thudc c6 thé gay dau ddu, chong mit nén than trong khi van hanh
mdy méc, dang I4i tau xe, ngudii Iam viéc trén cao va cac trubing hgp khéc.
TUONG TAC THUGC: Probenecid 1am ting ndng do dinh va AUC clia cefixim, gidm dd thanh thdi clia thin va thé
tich phan bd clia thudc.

Cefixim lam ting tic dung clia thudc khdng ddng (warfarin) va lam ting ndng do carbamazepin trong méu khi st
dung déng thdi.
Xét nghiém glucose trong nudc tiéu bing Clinitest, dung dich Benedict, dung dich Fehling c6 thé cho k&t qua
dudng tinh gia khi bgnh nhan dung cefixim.

Xét nghigm Coombs c6 thé cho két qua duong tinh gia trong qué trinh diéu tri véi cefixim.

Nifedipin khi udng ciing cefixim lam tang sinh kha dung cla cefixim biéu hign bing ting ndng d dinh va AUC.
TAC DUNG KHONG MONG MUGN:

Réi loan huyét hoc: Tang bach cdu ua eosin, gidm bach cdu hat, gidm bach cdu, gidm bach cdu trung tinh, thigu
méu tan huy&t, gidm tidu c4u, tang tidu ciu.

Réi loan tiéu hoa: Dau byng, tiéu chay, kho tiéu, ddy hdi, budn ndn, non.

Réi loan gan, mat: Vang da.

Nhi&m khudn: Viém dai trang gia mac.

Réi loan sinh héa: Ting AST, ALT, bilirubin, uré mau, creatinin méau.

Réi loan hg thdn kinh: Chéng mit, dau ddu.

Rdi loan dubing hd hdp: Kho thd.

Réi loan than va tiét nigu: Suy than cdp.

RGi loan toan than va tai chd: Phan (ing phan v&, phan (ng giéng bénh huy&t thanh, hoi chitng phat ban do thudc
(DRESS), ng(fa, phat ban, s6t do thudc, dau khdp, hdng ban da dang, hji chiing Stevens-Johnson, hoai tif thugng
bi nhi&m doc, phi mach, may day, sét, phi mt, ngta bd phan sinh dyc, viém am dao.

Hudng dén cach xir tri ADR:

N&u qua min xay ra, nén ngiing thudc; trudng hgp qua mén ning, cdn diéu trj hd trg (dung epinephrin, thd
oxygen, khdng histamin, corticosteroid).

Khi bj tigu chay do C. difficile va viém dai tring mang gia, néu nhe chi cn nging thudc. V6i céc trudng hgp vira va
ning cAn truyén dich, dign giai, b3 sung protein va diéu trj bing metronidazol.

QUA LIEU VA CACH XU TRi: Khdng c6 kinh nghigm qu liéu vdi cefixim.

Phin iing phy @ liéu d&n 2 g & nhilng ngudi binh thubng khdng khéc bigt so véi nhiing ngudi dugc diéu trj voi lidu
khuy&n cdo. Cefixim khong dugc loai bd khdi tudn hoan véi s& lugng déng ké do chay than.

Do khong c6 thuc diéu trj dic higu nén chii y&u didu tri trigu ching.

Doc ki hudng dan sit dyng trude khi ding.

Néu cdn thém thong tin, xin héi § kién bac sT.

Thuétc nay chi ding theo don ciia bac sT.

pIEY KIEN BAO QUAN: Nai kho, nhiét do khong qua 30°C, trinh 4nh sing.

HAN DUNG: 24 thang ké tif ngay san xuat.

NGAY XEM XET SUA D1, CAP NHAT LAINOI DUNG HUGNG DAN SU DUNG THUGC:

San xudt tai: .

CONG TY TNHH MTV DUQGC PHAM DHG
L6 B2 - B3, Khu cong nghiép Tan Phi Thanh - giai doan 1,
xa Tan Pha Thanh, huyén Chau Thanh A, tinh Hau Giang
DT: (0293) 3953454 e Fax: (0293) 3953555

Moi théc méc vé san pham,
xin vui long lién hé
[@ 0292.3899000 |
E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn
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Théng bdo ngay cho bdc sT hodc dugc sTnhiing tic dyng khéng mong muén gdp phai khi
st dyng thudc.

Thudc nay chi ding theo don clia béc sT.

THANH PHAN, HAM LUGNG CUA THUOC:

Cefixim (dui dang cefixim trihydrat) ...........ccoevverreereennnes 200 mg

T dUFC VI U ... iesssses st ess s sessessessssens 1vién

(Tinh bdt bign tinh (National 78-1551), microcrystalline cellulose M112, calci
hydrophosphat dihydrat, magnesi stearat, hypromellose 2910 (6¢cp), hypromellose 2910
(15cp), PEG 6000, talc, titan dioxyd, oxyd sit vang)

MO TA SAN PHAM: Vién nén bao phim dai, mau vang, mjt mit c6 vach ngang, mjt mjt
tran, canh va thanh vién lanh 13n.

QUY CACH BONG GOI: Hop 3 vix 10 vién. Hop 6 vix 10 vién.

THUGC DUNG CHO BENH Gl:

Chi dinh diéu trj cac truing hgp nhiém khudn do vi khun nhay cam vai cefixim nhu sau:
Nhi&m khudn dudng tit nigu khdng bign chiing gy bdi E. colihoic Proteus mirabilis.
Viém tai gilla gdy bdi Haemophilus influenzae, Moraxella catarrhalis, Streptococcus
pyogenes.

Viém hong va amidan gay bdi Streptococcus pyogenes..

Viém phé& quén cdp vd man tinh gy bdi Streptococcus pneumonia hodic Haemophilus
influenzae hodc Moraxella catarrhalis.

Bénh 1au khdng bién chitng gay bi Neisseria gonorrhoeas.

NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG:

Udng trudc hodc sau bita dn déu dugc.

U8ng nguyén vién hodc bé doi. Khdng nén nhai, nghién hodc hoa tan trong nudc.

Thdi gian diéu trj thong thuting Ia 7 ngay, c6 thé tdi 14 ngay néu can. Viém tai gilla gay bdi
Streptococcus pyogenes thii gian diu trj 12 10 ngay.

Ngudi 16n va tré em trén 12 tudi hogc tré em can néing trén 45 kg: 400 mg/ ngay, c6 thé
dung 1 14n trong ngay hoc chia Iam 2 14n, mdi 14n cdch nhau 12 gid.

Higu qua va an toan clia cefixim & tré dudi 6 thang tudi chua dugc xac 1p.

Bénh I3u khdng bién chitng do Neisseria gonorrhoeae: Usng liéu duy nhat 400 mg.

Didu chinh lidu khi c6 suy than: Khdng cdn diéu chinh liéu v6i ngudi bénh ¢ do thanh thai
creatinin > 60 ml/ phat. Ngudi 16n c6 do thanh théi creatinin 21 - 60 ml/ phit dung ligu 300
mg/ ngay, néu do thanh thai creatinin < 20 ml/ phit dung lidu cefixim 200 mg/ ngay.

Hoic theo chi din clia Thdy thudc.

KHI NAO KHONG NEN DUNG THUGC NAY:

MZn cam véi bat cif thinh phin nao clia thudc.

Bénh nhan c6 tién sit man cdm véi khéng sinh cephalosporin.

TAC DYNG KHONG MONG MUON:

Rdi loan huy8t hoc: Tang bach c4u va eosin, gidm bach cdu hat, gidm bach cdu, giam bach
c4u trung tinh, thi€u médu tan huyét, gidm tidu c4u, ting tiéu cAu.

Rdi loan tidu héa: Dau bung, tiéu chay, kho tidu, ddy hai, budn ndn, non.

Rdi loan gan, mat: Vang da.

Nhiém khudn: Viém dai trang gid mac.

R6i loan sinh hda: Tang AST, ALT, bilirubin, uré mau, creatinin mau.

R@i loan hé thdn kinh: Chéng mit, dau dau.

Rdi loan duting hd hap: Kho tha.

Rdi loan than va tiét nigu: Suy than cp.

Rdi loan toan than va tai chd: Phan (g phan v&, phan (ng giéng b&nh huyét thanh, hoi
chitng phat ban do thudc (DRESS), ngifa, phét ban, sét do thudc, dau khdp, hdng ban da
dang, hoi chiing Stevens-Johnson, hoai tif thugng bi nhiém dgc, phi mach, may day, s6t,
phll mt, nglfa b phan sinh dyc, viém dm dao.

Théng bao cho bac sTnhitng tic dung khdng mong mudn gip phai khi sit dyng thudc.
Hudng din céch xi tri ADR: P e
N&u qud man xay ra, nén ngiing thudc; trudng hgp qua man ndng, cin diéutri h /(((digng
epinephrin, thd oxygen, khang histamin, corticosteroid).
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Khi bj tiéu chay do C. difficile va viém dai trang mang gi&, néu nhe chi cdn ngitng thudc.
Véi céc trudng hop vira va ning cdn truyén dich, dién gidi, b8 sung protein va diéu trj bing
metronidazol.

NEN TRANH DUNG NHUNG THUOC HOAC THYC PHAM GI KHI DANG SU DUNG THUGC
NAY:

Probenecid Iam ting ndng d dinh va AUC clia cefixim, gidm do thanh thai clia than va thé
tich phan bé clia thudc.

Cefixim lam téng téc dung cla thuSc khang dong (warfarin) va Iam ting ndng do
carbamazepin trong méu khi sit dung déng thdi.

Xét nghigm glucose trong nudc ti€u bing Clinitest, dung dich Benedict, dung dich Fehling
¢6 thé cho k&t qua dudng tinh gia khi bénh nhan dung cefixim.

Xét nghigm Coombs c6 thé cho k&t qua duong tinh gia trong qua trinh diéu trj véi cefixim.
Nifedipin khi udng cling cefixim 1am ting sinh kha dung clia cefixim bigu hign bing ting
ndng d dinh va AUC.

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUGC:

Udng lidu tiép theo nhu huéng din. Khdng sit dung thém thudc dé bi lai lidu d quén dé
tranh qué liéu.

CAN BAO QUAN THUGC NAY NHU THE NAO:

Nai khd, nhiét do khdng qué 30°C, tranh dnh sang.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU:

Khdng c6 kinh nghigém qua liéu véi cefixjm.
Phan ting phy & lifu dén 2 g gudi binh thuding khong khéc bigt so v6i nhiing ngudi
dugc didu tri voi liéu khuy&n cab™Cefixim khong dugc loai bd khoi tudn hoan vdi & Iugng
dang ké do chay than.
CAN PHAI LAM GI KHI DUNG THUOGC QUA LIEU KHUYEN CAo:

Do khong c6 thudc diéu trj dc higu nén chii y&u diéu trj tridu chiing.

NHUNG BIEU CAN THAN TRONG KHI DUNG THUGC NAY:

Céc phan (ng xdy ra trén da nhu hoai tir thugng bl nhigm dgc, hoi ching Stevens -
Johnson, hdng ban da dang bao gdm cé phén v&, nén ngung dung cefixim va diéu tri bXng
céc bién phép thich hgp.

DGi véi nguti bénh c6 tién sir dj (ng v6i penicilin va cephalosporin.

Than trong ddi véi ngudi bénh thigu mau tan mau.

Cén phai giam lidu di véi ngudi suy than, bao gém c& nhiing ngudi bénh dang loc mau
ngoai than do ndng d cefixim trong huyét tuong & ngudi bénh suy than cao hon va kéo dai
haon so véi nhitng ngudi bénh cd chitc ndng than binh thuding.

DAi véi tré em dudi 6 théng tudi, cho d&n nay chua c6 d liéu vé do an todn va higu lyc clia
cefixim.

Can than trong khi dung cefixim & ngudi c6 tién sit bénh duding tidu hda va viém dai trang,
nhat Ia khi dung kéo dai, vi ¢6 thé c6 nguy cd lam phét trién qua mic cac vi khudn khang
thudc, ddc biét 1a Clostridium difficile & rut 1am tiéu chdy ning, cin phai ngiing thudc va

chitc nang than (d§ thanh thai creatinin < 60 ml/ phat).
Phy nif ¢é thai va cho con bu: )
Knhong thdy ¢ bing chiing vé tac hai clia cefixim ddi vdi bao thai, vi viy chi*sidung
cefixim cho ngudi mang thai khi that can thiét.
Chua co béo céo cefixim ¢d dugc phan bd vao sfa me hay khdng, vi vdy nén can nhic viéc
ngling cho con b trong thdi gian ngudi me dung thudc.

Anh huéing ciia thudc ddi vdi cang vige:

Do thudc c6 thé gay dau ddu, chéng mit nén than trong khi van hanh méy méc, dang i
tau xe, nguoi lam vigc trén cao va céc trudng hgp khac.

KHI NAO CAN THAM VAN BAC S1, DUgcC Si:

N&u cdn thém théng tin xin hdi y kign béc s hodc dugc sT.

HAN DUNG CUA THUOGC: 24 thang ké tif ngay san xuat.

NGAY XEM XET SUA D31, CAP NHAT LAI NOI DUNG HUGNG DAN SU DYNG THUGC:
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