NOI DUNG HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

THANH PHAN CAU TAD COA THUGC: Cefixim (duci dang cefixim trinydrat) ............. 50 mg
Ta dugc vifa di 1 goi

(Natri citrat, acid citric khan, aerosil, aspartam, b4t hudng cam, mui tutti frutti, natri CMC,

PVP K30, manitol 60)

DANG BAD CHE: Thutic bt pha hn dich uding.

DUGC LYC HOC: M ATC: J01DDO8

Hafixim 50 Kids véi thanh phén hoat cht chinh 1a cefixim, khéng sinh cephalosporin thé hé

thir 3, dugc ding theo dubing wing. Thudc co tac dung diét khudn. Co ché digt khudn cla

cefixim tuong ty nhu clia cdc cephalosporin khdc: gdn vao cdc protein dich (protein gén

penicilin) gdy dc chd qud trinh t3ng hop mucopeptid & vach t& bao vi khudn. Co ché khang

cefixim clia vi khudn 1a gidm & Iyc cla cefixim ddi véi protein dich hodc gidm tinh thdm ciia

mang t& bao vi khudn déi véi thudc.

Cefixim c6 dd bén viing cao véi su thily phin ciia beta-lactamase ma hda béi gen ndm trén

plasmid va chromosom. Tinh bén viing véi beta-lactamase cla cefixim cao hon cefaclor,

cefoxitin, cefuroxim, cephalexin, cephradin.

Cefixim ¢ tac dung ca in vitro va trén 1am sang voi hdu hét cc ching clia cdc

sau day:

Vi khudn Gram - dudng: Streptococcus pneumenia, Streptococcus pyogenes.

Vi khudn Gram - am: Haemophilus influenzae (tigt hoic khbng tiét beta-lactamase),

Moraxella catarrhalis (da s tiét beta-lactamase), Escherichia coli, Proteus mirabilis,

Neisseria gonorrhoeae (tiét hodc khdng tiét penicilinase).

Gefixim con o tac dyng in vitro véi da sd céc chiing cla cac vi khudn sau, tuy nhién higu qué

Idm sang chua dugc xac minh:

Vi khudn Gram - dudng: Streptococcus agalatiae.

Vi khudn Gram - am: Haemophilus parainfluenzae (tiét hodc khong tigt beta-lactamase),

Proteus vulgaris, Kiebsiella pneumoniae, Klebsiella oxytoca, Pasteurella multocida,

Providencia spp, Salmonella spp, Shigella spp, Citrobacter amalonaticus, Citrobacter

diversus, Serratica marcescens.

Cefixim khéng ¢ hoat tinh ddi vii Enteracoccus, Staphylococcus, Pseudomonas aeruginosa

va hdu hét cdc ching Bacteroides va Clostridia,

DUGC BONG HOC: Sau khi udng lidu don cefixim, 30 - 50% liu duge hdp thu qua dubng tiu

hoa, bat ké ubng trute hodc sau bila &n. Thai gian ban thai thuting khodng 3 d&n 4 gty va c6 thé

kéo dai khi bj suy than. Khodng 65% cefixim trong mau gdn vdi protein huygt tudng. Cefixim

qua dugc nhau thai. Thudc c6 thé dat ndng dd tuong déi cao & mét va nudc tidu. Khodng 20%

liéu uding dugc dao thai & dang khdng bign déi ra nubc tiéu trong vong 24 gid. CO t6i 60% lidu

udng dao thai khong qua than. Thudc khéing loai dugc bing thim phén mau.

QUY CACH BONG GOI: Hop 24 g6ix 0,75 g.

CHI BINH: Nhi&m khudn do cdc vi khudn nhay cdm, bao gdm:

Viem tai gila gdy bdi Haemophilus influenzae, Moraxella catarrhalis, Streptococcus

pyogenes. \liém hong va amidan gay béi Streptococcus pyogenes.

Viem ph& quin cdp va dot cip cla viém ph# quin man gdy béi Streptococcus preumonia

hodc Haemaphifus influenzae hodc Moraxella catarrhalis.

Viém phdi méc phai tai cong ddng thé nhe v vira.

Nhi&m khudn dubing tiét nigu khong bién chimg gay bdi E. colihodc Proteus mirabilis.

M@t s truding hgp viém than - bé than va nhiém khudn duting tiét nigu co bign chiing do céc

Enterobacteriaceae nhay cam, nhung k&t qud diéu tri kém han sa vdi cac truing hop nhidm

khudn duing tigt niéu khong bign chimng.

Bénh 13u khdng bién ching gay b&i Neisseria gonorrhoeae; bénh thuong han gay boi

Salmonella typhi: bénh ly gy boi Shigelia nhay cam.

Gdn phén 1ap vi khudn va Iam khéng sinh dd. Co thé ding khang sinh trude khi co két qua

khang sinh dé néu co nghi ngd tac nhan gay bénh, nhung ngay khi c6 k&t qua khang sinh dd

cdn diéu chinh theo két qua do.

LIEU DUNG VA CACH DUNG: Hoa thufic véi lugng nudc vira dis (khodng 5 - 10 mi nude cho

1 g6i), khudy déu trutc khi udng. Udng trutic holic sau bila dn déu dugc.

Thisi gian didu tri tiy thudc loai nhiBm khun, nén kéo dai thém 48 - 72 gid sau khi cdc triéu

ching nhiém khudn da hét. Théi gian diéu tr thong thutng 1a 5 - 10 ngdy (n&u do

Streptococecus nhém A tan méu beta phai diéu tri it nhat 10 ngay dé phang thip tim), nhigm

khudn dubing ho hap duoi va viém tai gida cdn difutri 10 - 14 ngay.

Higu qué va an toan cha cefixim & tré dudi 6 thang tudi chua dudc xdc 13p.

Tré em trén 6 thang dén 12 tudi: 8 mg/ kg trong lugng co thé/ ngay, co thé ding 1 I4n trong

ngay hodc chia lam 2 14n, mdi 1dn cach nhau 12 git.

Noui 16n va tré em trén 12 tudi: 400 ma/ ngay, co thé ding 1 I4n trong noay hodc chia lam

2 |dn, mi 1&n cach nhau 12 gio. DA vai ddi tugng nay nén sif dung dang bao ché cd ham lugng

phi hgp.

Bénh 1au khéng bién ching do Neisseria gonorrhoeae (k& ca nhiing ching tiét beta-

lactamase): Ufing liéu duy nh&t 400 mg. Liéu cao han 800 mg ciing dugc ding dé diéu trj bénh

lau.

Biéu chinh lidu khi c6 suy than: Nguii 16n c6 49 thanh théi creatinin 21 - 60 ml/ phit ding liéu

cefixim 300 mg/ ngay, néu dd thanh thai creatinin < 20 ml/ phit ding liu cefixim

200 mg/ ngay.

Hodc theo chi din clia Thdy thudc.

vi khudn

Hafixim
QxRS

Cefixim 50 mg

CHONG CH BINH: Min cam véi bat ci thanh phdn néo clia thudc.

B&nh nhén c6 tién sit man cdm vdi cic khang sinh betalactam,

THAN TRONG: Céc phan (ing xdy ra trén da nhu hoai tif thugng bi nhifm ddc, hdi ching
Stevens - Johnson, hing ban da dang bao gim ca phan v§, nén ngung ding cefixim va didu
tri bing céc bién phap thich hgp.

Bai véi ngutii b&nh co tién st dj tng véi penicilin va cephalosporin.

Thén trong ddi véi nguti bénh thigu mau tan-méu.

Can phai giam liu ddi véi ngudsi suy than, bao gém ca nhilng ngudsi bénh dang loc mau ngodi
than do ning d cefixim trong huy&t tudng & nguti bénh suy thin cao hon va kéo dai hon so vdi
nhiing nguti bénh co chiic ndng thén binh thubng.

Pl vai tré em dudi 6 thang tudi, cho dén nay chua c6 dir ligu vé do an toan va higu o clia
cefixim.

Cén than trong khi ding cefixim G ngubi c6 tidn st bénh dudng tidu hda va viém dai trang,
nhét Ia khi ding kéo dai, vi cd thé co nguy cd lam phét trién qua mic céc vi khudn khing
thudic, dic biét I3 Clostridium difficile & rudt lam tiéu chay nang, cin phai nging thudc va diéu
tri bing cac khang sinh khac (metronidazol, vancomycin, ..). Ngoai ra, tiéu chay trong 1-2
ngay ddu chii yéu 1A do thudc, néu nhe khong cn ngimg thudc. Cefixim con lam thay déi vi
khugn chi & rudt. DEi véi ngudi cao tui: Khbng cdn diéu chinh li8u, trir khi ¢6 suy gidm chic
nang than (dd thanh thai creatinin < 60 ml/ phat).

Phuy nit cd thai va cho con bii:

Khéng thay co bng chiing v8 tac hai cla cefixim ddi vdi bao thai, vi vay chi st dung cefixim
cho ngudi mang thai khi that cén thiét.

Chua c6 béo cdo cefixim cd dugc phén bd vao sila me hay khong, vi viy nén cén nhic vigc
naifng cho con b trong thai gian ngudi me ding thudc.

Anh huiing ciia thudc ddi vdi cong vige: Than trong khi van hanh may mdc, dang I4i tau xe,
ngudi 1am viéc trén cao va cac trubing hop khac.

TUGNG TAC THUGC: Probenecid lam ting ndng do dinh va AUC clia cefixim, gidm d@ thanh
thai clia than va thé tich phan bd cla thudc,

Cefixim 1am ting tic dung cla thulc khing dong (warfarin) v lam ting ndng dg
carbamazepin trong mau khi sif dung déng théi.

Xét nghiém glucose trong nutic tidu bing Clinitest, dung dich Benedict, dung dich Fehling cd
th cho két qua duong tinh gid khi b&nh nhan dingcefixim.

Xét nghiém Coombs co thé cho két qua duong tinh gid trong qué trinh diéu tri vai cefixim.
Nifedipin khi udng cling cefixim lim tang sinh kha dyng clia cefixim bigu hién bing ting ndng
dfy dinh va AUC.

TAC DUNG KHONG MONG MUGN:

Thudng gap:

Tiéu héa: RAi loan tigu hda nhu tigu chdy, dau byng, bubn ndn, ndn, ddy hai, an khdng ngon,
khd miéng. Ha thin kinh: Nhiic ddu, chng mat, bén chin, mat ng, mét mi. Qua mén: Ban
do, may day.

it gap:

Tiéu hoa: Tiéu chay ndng do Clostridium difficile va viém dai trang gid mac. Toan than: Phin
vé, phit mach, hdi chng Stevens - Johnson, hiing ban da dang, hoai tif thugng bi nhigm dgc.
Huy#t hoc: Gidm tidu cdu, bach cdu, bach cdu ua acid thodng qua; giam néing dd hemoglobin
va hematocrit. Gan: Viém gan va vang da; tang tam thdi AST, ALT, phosphatase kigm,
bilirubin va LDH. Than: Suy than cép, ting nitrogen phi protein huyt va ndng do creatinin
huyét tudng tam théi. Truting hgp khéc: Viém va ahiEm ndm Candida am dao.

Hiém gap: Huyét hoc: Thai gian prothrombin kéo dai. Toan than: Co giat.

QUA LIEU VA CACH XU TRI:

Khi qud liéu cefixim co thé co tridu chiing co gidt. Do khiing cd thulic diéu tri dac hiéu nén chi
y&u diéu tri tridu chimg. Khi cd trigu ching qué lidy, phai ngimg thudc ngay va xi tri nhy sau:
Rifa da day, c6 thé ding thudc chiing co gidt néu cé chi dinh 1am sang. Do thudic khéng loai
duge béng thim phan mau nén khdng chay than nhan tao hay lpc mang bung.

CAC DAU HIEU GAN LUU Y VA KHUYEN CAD:

Doc ki hudng déin si dung trudie khi ding.

Néu cén thém théng tin, xin héi j kién bée sT.

Thudg nay chi ding theo don ctia bac s7.

Luu j: Udng ngay sau khi da pha thanh han dich udng.

Bao qudn kin gdi thudc sau khi md, trénh hit &m d& dam bao chat lugng thudt.

DIEU KIEN BAD QUAN: Noi kho, nhigt d khong qua 30°C, tranh dnh séng.

HAN DUNG: 36 théng ké tif ngay san xul.

NGAY XEM XET SUA DG1, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC:

Ngay 16 thdng 4 ndm 2018

San xuét tai:

CONG TY CO PHAN DUGC HAU GIANG - Chi nhanh nha méy duge phdm DHG tai Hiu Giang
L6 B2 - B3, Khu cong nghiép T4n Phi Thanh - giai doan 1, & T4n Phi Thanh, huyén Chu Thanh A, tinh Hau Giang

DT: (0293) 3953454 e Fax: (0293) 3953555
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NOI DUNG HUGNG DAN SU' DUNG THUOC CHO NGUOI BENH

Poc k hudng din sir dung trude khi ding.

D6 xa tam tay tré em.

Théng bdo ngay cho bac sThodc dudc sTnhiing tic dung khdng mong mudn gdp phai
khi st dung thudc.

Thuée ndy chi ding theo don cia bac ST

Luu - Udng ngay sau khi da pha thanh hdn djch uéng.

Bdo quan kin gdi thubc sau khi mé, trénh hut &m dé dam bo chat lugng thudc.
THANH PHAN, HAM LUGNG CUA THUOC:

Cefixim (dudi dang cefixim trihydrat) ............. 50 mg

Téduge vitadi ........ 1 gbi

(Matri citrat, acid citric khan, aerosil, aspartam, bt huong cam, mui tutti frutti, natri
CMC, PVP K30, manitol 60)

M0 TA SAN PHAM: Thuc bot mau trdng dén tréng nga, kho roi, mui thom.

QUY CACH DONG GOI: Hop 24 g6i x 0,75 ¢.

THUGC DUNG CHO BENH Gi:

Nhiém khudn do cac vi khudn nhay cam, bao gém:

Viém tai gia gdy boi Haemophilus influenzae, Moraxella catarrhalis, Streptococcus
pyogenes. Viem hong va amidan gy bbi Streptococcus pyogenes.

Viém ph& quén cdp va dot cdp cla viém phé qudn man gdy béi Streptococcus
pneumania hodc Haemophilus influenzae hodc Moraxella catarrhalis.

Vigm phdi mic phai tai cong déng thé nhe va vifa.

Nhi&m khudn dubng tigt nidu khong bién chiing gay bi £. coli hoac Proteus mirabilis.
Mot s6 trudng hgp viém than - bé than va nhim khudn duing tigt nidu c6 bién ching
do céc Enterobacteriaceae nhay cam, nhung két qua diéu tri kém hon so véi céc truting
hop nhidm khudn duting tit niéu khong bién chimng.

Bénh I4u khéng bién chiing gy bdi Neisseria gonorrhoeag; bénh thuong han gay bdi
Salmonelia typhi; bénh ly gdy bdi Shigella nhay cam.

C4n phan 1ap vi khudn va 1am khéng sinh d6. C6 thé diing khdng sinh trudc khi cd két
qui khang sinh d8 néu c6 nghi ngd tc nhan gy bénh, nhung ngay khi cd ket qud
khdng sinh dd cdn didu chinh theo két qué do.

NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG:

Hoa thubc véi lgng nudc vira di (khodng 5 - 10 ml nutic cho 1 g6i), khudy déu trude khi
udng. Udng trudc hodc sau bita &n déu dugc.

Thai gian diu tri tity thudc loai nhifm khudn, nén kéo dai thém 48 - 72 gity sau khi cac
triéu chiing nhiém khudn da hét. Thoi gian diéu trj thang thudng 1a 5 - 10 ngay (néu do
Streptococcus nhom A tan méu beta phai diéu trj it nhat 10 ngay dé phong thap tim),
nhigm khudn duting hd hap dudi va viém tai gidia cdn didutri 10 - 14 ngay.

Hidu qua va an todn clia cefixim & tré dudi 6 thang tudi chua dugc xac 14p.

Tré em trén 6 thang dén 12 tudi: 8 mg/ kg trong lugng cd thé/ ngay, c6 thé ding 1 14n
trong ngay hodc chia lam 2 1dn, mbi 1dn c4ch nhau 12 gio.

Ngubi I6n va tré em trén 12 tudi: 400 mg/ ngay, c6 thé diing 1 Idn trong ngay hoiic chia
lam 2 |an, méi 14n céch nhau 12 gid. D&i véi ddi tugng nay nén sir dung dang bao ché
c6 ham lugng phii hap.

BEnh lau khdng bién ching do Neisseria gonorrhoeae (ké c& nhiing chiing tiét beta-
lactamase): Udng liéu duy nhat 400 mg. Liéu cao han 800 mg cling duge ding dé diéu
tri bénh 14u.

Diéu chinh lidu khi c6 suy than: Ngudi 16n c6 do thanh thai creatinin 21 - 60 ml/ phit
dung liu cefixim 300 mg/ ngay, néu do thanh thai creatinin < 20 ml/ phit ding liéu
cefixim 200 mg/ ngay.

Hodc theo chi dén clia Thay thubc.

KHI NAO KHONG NEN DUNG THUGC NAY:

Man cim v6i bat ci thanh phdn nio clia thudc.

Bénh nhén cd tién st min cam vdi cdc khdng sinh betalactam.

TAC DUNG KHONG MONG MUGN:

Thudng gap:

Tiéu hoa: Rai loan tiéu hoa nhu tiéu chiy, dau bung, budn nén, ndn, ddy hai, dn khong
ngon, khd miéng. Hé than kinh: Nhiic ddu, chéng mat, bdn chén, mat ngl, mét moi.
Quéa man: Ban db, may day.

It gap:

Tiéu hoa: Tiéu chdy nang do Clostridium difficile va viém dai trang gid mac. Toan
than: Phan vé, phii mach, hdi chiing Stevens - Johnson, héng ban da dang, hoai tif
thugng bi nhiém ddc. Huyét hoc: Gidm tiéu cdu, bach cdu, bach cdu ua acid thodng
qua; gidm ndng dé hemoglobin va hematocrit. Gan: Viém gan va vang da; tang tam
thoi AST, ALT, phosphatase kiém, bilirubin va LDH. Than: Suy than c&p, ting nitrogen
phi protein huy&t va ndng do creatinin huyét tuong tam thoi. Trubing hop khdc: Viem va
nhiém nam Candidaam dao.

Hafixim
0%0@@

Ce fixim 50 mg

Hiém gdp:

Huy&t hoc: Thi gian prothrombin kéo dai. Toan than: Co giét.

Théng béo cho bac s7nhiing tac dung khéng mong mudn gap phéi khi s dung thude.
NEN TRANH DUNG NHUNG THUGC HOAC THUC PHAM Gi KHI DANG SU DUNG
THUGC NAY:

Probenecid Iam tang ndng do dinh va AUG clia cefixim, giam dg thanh thai clia than va
thé tich phan bd cla thudc.

Cefixim 1am ting tac dung clia thudc khéng dong (warfarin) va lam ting néng do
carbamazepin trong méu khi st dung ddng thdi.

Xét nghiém glucose trong nutc tidu bing Clinitest, dung dich Benedict, dung dich
Fehling c6 thé cho k&t qua duong tinh gid khi bénh nhan diing cefixim.

Xét nghiém Coombs c6 thé cho két qué duong tinh gid trong qud trinh didu tri véi
cefixim.

Nifedipin khi ufing ciing cefixim 1am tang sinh kh& dung clia cefixim biéu hién bing
téng néng dd dinh va AUC.

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUGC:

Udng liéu ti€p theo nhu huting din. Khdng s dung thém thuic d& b lai lidu da quén dé
tranh qud liéu.

CAN BAD QUAN THUGC NAY NHU THE NAD:

Ni khd, nhigt do khong qua 30°C, tranh dnh sang.

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

Khi qué liéu cefixim c6 thé c6 triéu chiing co giat.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAQ:

Do khéng ¢6 thudc didu tri ddc higunén chiiyéu diu trj tridu ching.

Khi c6 triéu ching qua liéu, phai ngimg thudc ngay va xii tri nhu sau; Ria da day, co
thé diing thubc chéing co giat néu cd chi dinh 1&m sang. Do thulc khéng loai dugc bing
thdm phan mau nén khang chay than nhn tao hay loc mang bung.

NHONG PIEU CAN THAN TRONG KHI DUNG THUGC NAY:

Céc phédn (ing xay ra trén da nhu hoai tii thugng bi nhi@m dgec, hoi ching Stevens -
Johnson, hdng ban da dang bao gdm ¢ phan vé, nén ngung diing cefixim va diéu tri
béing cac bién phap thich hgp.

B vai ngudi bénh co tién sirdi tng voi penicilin va cephalosporin.

Than trong ddi véi ngudi bénh thifu mau tan mau.

Cén phai giam lidu dai vi ngudi suy than, bao gdm ca nhiing ngudi bénh dang loc mau
ngoai than do néing dd cefixim trong huyét tudng 6 nguti b&nh suy than cao han va kéo
dai hon so vai nhilng ngudi bénh ¢d chic ndng thdn binh thuting.

Déi vai tré em dudi 6 thang tudi, cho d&n nay chua co dif liéu vé do an toan va hiéu lyc
clia cefixim.

Cén thén trong khi diing cefixim & ngudi co tién sif bénh dubng tiéu hoa va viém dai
trang, nhat 14 khi diing kéo dai, vi cd thé c6 nguy cd lam phét trién qué mic cac vi
khudn khing thudic, dic bigt 1a Clostridium difficile & rugt 1am tiéu chay nang, cdn phai
ngling thudc va diéu trj bing cac khang sinh khéc (metronidazol, vancomycin, ..).
Ngoai ra, tigu chy trong 1 - 2 ngay ddu chi yéu la do thufic, néu nhe khong cdn ngiing
thudc. Cefixim con lam thay déi vi khudn chi & rubt. D6i véi ngudi cao tudi: Khang cin
didu chinh liéu, trir khi c6 suy giam chic ndng than (dd thanh thai creatinin < 60 mi/
pht).

Phu nif o thai va cho con bi:

Khéing thay co biing chiing vé tac hai clia cefixim ddi véi bao thai, vi vay chi sif dung
cefixim cho ngudi mang thai khi that cdn thigt.

Chua c6 bao cdo cefixim ¢ dugc phan bé vao siia me hay khong, vi vay nén cin nhic
viéc ngimg cho con bii trong thdi gian nguti me ding thudc.

Anh huing ciia thuc dai vai cong vie:

Than trong khi vin hanh mdy méc, dang ldi tau xe, ngudi lam viéc trén cao va cac
truting hop khac. ;

KHI NAD CAN THAM VAN BAC Si, DUQC SI:

N&u cdn thém théng tin xin hdi § kién bac sThodic dugc sT.

HAN DUNG CUA THUDC: 36 thang k tif ngay san xuit.

NGAY XEM XET SUA ﬂﬂl, CAP NHAT LAI I'lﬂl DUNG HUGNG DAN SU DUNG THUGC:
Ngay 16 thang 4 nam 2018

Sé&n xudt tai:

CONG TY CO PHAN DUQC HAU GIANG - Chi nhanh nha may digc phdm DHG tai Hau Giang
Ld B2 - B3, Khu cong nghiép Tan Phd Thanh - giai doan 1, 3 Tan Phi Thanh, huyén Chau Thanh A, tinh Hau Giang

DT: (0293) 3953454 e Fax: (0293) 3953555
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