NOI DUNG HUGNG DAN SU DYNG THUGC CHO CAN BO Y TE
THANH PHAN CAU TAO CUA THUC: Gefixim (duoi dang cefixim trihydrat) .. 100 mg

Té dugc vifa dii .. - .. 1g6i
(Natri citrat, acid citric khan, aerosil, aspartam, bt hu‘dng cam, mii tum mrm natn CMC, PVP
K30, manitol 60)
DANG BAO CHE: Thudc bat pha hiin dich ugng.
DUgc LYC HOC:
Ma ATC: JO1DDO08
Hafixim 100 Kids véi thanh phdn hoat chat chinh 12 cefixim, khdng sinh cephalosporin thé hé
thir 3, duge diing theo duting ung. Thudc co tac dung diét khudn. Co ché digt khudn cla cefixim
tudng tif nhu clia cic cephalosporin khdc: gdn vao cac protein dich (protein gdn penicilin) gy
{tc ché qua trinh ting hop mucopeptid & vach t& bao vi khudn. Co ché khang cefixim cla vi
khudn 12 gidm 4i lyc cba cefixim ddi vdi protein dich hoic giam tinh thim clia mang t& bao vi
khudn ddi véi thudc.
Cefixim co d0 bén viing cao vai sy thily phdn clia beta-lactamase ma hoa bdi gen nam trén
plasmid va chromosom. Tinh bén viing véi beta-lactamase cla cefixim cao han cefaclor,
cefoxitin, cefuroxim, cephalexin, cephradin.
Cefixim c6 tdc dung c in vitro va trén 1am sang véi hdu hét céc ching cia cc vi khudn sau day:
Vi khudn Gram - duong: Streptococcus pneumonia, Streptococcus pyogenes.
Vi khudn Gram - &m: Haemophilus influenzae (tiét hodc khang tigt beta-lactamase), Moraxella
catarrhalis (da so tiét beta-lactamase), Escherichia coli, Proteus mirabilis, Neisseria
gonorrhoeae (tiét hodc khing tiét penicilinase).
Cefixim con ¢6 tc dyng in vitro véi da s6 céc chiing clia cdc vi khun sau, tuy nhign higu qua
ldm sang chua dugc xac minh:
Vi khudn Gram - duong: Streptococcus agalatiae.
Vi khudn Gram - dm: Haemophilus parainfiuenzae (tiét hodc khong tiét beta-lactamase),
Proteus vulgaris, Klebsiella pneumoniae, Klebsiella oxytoca, Pasteurella multocida,
Providencia spp, Salmonella spp, Shigella spp, Citrobacter amalonaticus, Citrobacter
diversus, Serratica marcescens.
Cefixim khéng c6 hoat tinh di vai Enterococcus, Staphylococcus, Pseudomonas aeruginosa
va hdu hét cac chiing Bacteroides va Clostridia.
DUGC BONG HOC:
Sau khi uding lidu don cefixim, 30 - 50% liéu dugc hap thu qua dubng tidu haa, bat k& udng truic
hodc sau bila an. Thdi gian ban thai thuting khodng 3 dén 4 giti va ¢ the kéo dai khi bj suy than,
Khodng 65% cefixim trong mau g&n vdi protein huy@t tuong. Cefixim qua dugc nhau thai. Thudc
¢6 thé dat ndng dd tuong ddi cao & mat va nudc tiéu. Khodng 20% liu udng dugc dao thai d dang
khang bign adi ra nudc tidu trong vong 24 gid. Co toi 60% lifu uing dao thai khong qua than.
Thuc khdng loai duge bing thim phin méu.
QuUY CACH PONG GOI: Hop 24 gdi x 1.5 0.
CHi DINH:
NhiBm khudn do c4c vi khudn nhay cam, bao gom:
Viém tai gilla gdy bdi Haemophilus influenzae, Moraxella catarrhalis, Streptococcus pyogenes.
Viém hong va amidan gay bdi Streptococcus pyogenes.
Viém phé quén cap va dot cdp clia viem phé quan man gay béi Streptacoccus pneumonia hodc
Haemophilus influgnzae hodc Moraxella catarrhalis.
Viém phdi mic phai tai cdng ddng thé nhe va vifa.
NhiBm khudn duding tigt nidu khang bign chimg gay bdi E. colihodc Proteus mirabilis.
Mot s& truong hop viém than - bé than va nhiém khudn duting tigt niéu c bién ching do céc
Enterobacteriaceae nhay cam, nhung két qua diéu tri kém hon so véi céc trubing hgp nhiém
khudn duding tiét nigu khodng bién chiing.
Bénh ldu khong bién chimg gdy bdi Neisseria gonorrhoeae; bénh thuong han gdy boi
Salmonella typhi; bénh ly gay béi Shigella nhay cam.
Can phén lap vi khudn va lam khéng sinh dd. Co thé diing khang sinh trudc khi co két qué khang
sinh d6 néu cé nghi ngd tic nhan gay bénh, nhung ngay khi co k&t qua khang sinh dd cin diu
chinh theo két qua dd.
LIEU DUNG VA CACH DUNG: Hoa thuSc véi luong nuc via dii (khodng 5 - 10 ml nutic cho
1 6i), khudy déu trudc khi udng. UBng trudc hodc sau bila an déu dugc.
Thoi gian digu tri tiy thuc loai nhidm khudn, nén kéo dai them 48 - 72 gid sau khi cdc tridu
chimg nhidm khudn dd hét. Thdi gian diéu trj théng thubng 1a 5 - 10 ngay (néu do
Streptococcus nhém A tan mau beta phai diéu tri it nh&t 10 ngay dé phong thap tim), nhiém
khudn duting ho hip duti va viém tai gitia cdn diéutri 10 - 14 ngay.
Higu qud va an toan clia cefixim & tré dudi 6 théng tudi chua dugc xéc lap.
Tré em trén 6 thang dén 12 tudi: 8 mo/ kg trong lugng co thé/ ngay, cd thé ding 1 14n trong
ngay hodc chia lam 2 14n, méi 14n cach nhau 12 gid.
Ngudi 16n va tré em trén 12 tudi: 400 mg/ ngay, co thé dung 1 1n trong ngy hodc chia lam
2 Idn, mdi lin cach nhau 12 gid.
Bénh l3u khong bién chimg do Neisseria gonorrhoeae (k& ca nhiing chiing tiét beta-lactamase):
Udng lidu duy nhat 400 mg. Liéu cao han 800 mg ciing dugc ding dé didutri bénh 13u.
Didu chinh liéu khi c6 suy than: Ngudi I6n co do thanh thai creatinin 21 - 60 ml/ phit ding ligu
cefixim 300 mg/ ngay, néu do thanh thdi creatinin < 20 ml/ phit ding liéu cefixim
200 mg/ ngay.
Hodc theo chi dn clia Thay thudc.
CHONG CHi BINH: M&n cam vdi bt cir thanh phén nao ciia thudc.
B&nh nhan cé tién sif man cam véi cdc khdng sinh betalactam.

https://trungtamthuoc.com/
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THAN TRONG: Céc phan ing xdy ra trén da nhu hoai tif thugng bi nhiém déc, hoi ching
Stevens - Johnson, hdng ban da dang bao gém ca phén vé, nén ngung dung cefixim va didu tri
bing c4c bign phép thich hap.

Bii vai ngudi bénh co tién sirdi (ing vdi penicilin va cephalosporin.

Than trong déi véi ngudi bénh thigu mau tan mau.

Cin phai gidm liéu di véi ngudi suy thin, bao gém c& nhiing ngudii bénh dang loc mau ngoai
than do ndng d cefixim trong huy&t tuong & ngudi bénh suy than cao han va kéo dai hon so véi
nhiing nguti bénh co chic ndng than binh thudng.

Dai vdi tré em duti 6 théang tudi, cho d&n nay chua co dif lidu vé dd an toan va hiu lijc cla
cefixim.

C4n than trong khi ding cefixim & ngudi cd tién sir bénh duling tiéu hoa va viém dai trang, nhat
14 khi diing kéo dai, vi c6 thé co nguy ca lam phat trién qua mic céc vi khudin khéng thubc, dic
biét la Clostridium difficile & rudt 1am tiéu chay ndng, cdn phai ngimg thudc va didu tri bang céc
khéng sinh khéc (metronidazol, vancomycin, ...). Ngoai ra, tiéu chdy trong 1 - 2 ngay ddu chi
y&u Ia do thudc, néu nhe khding cdn ngiing thudic. Cefixim con lam thay déi vi khudn chi & rubt.
D véi ngubii cao tubi: Khtng cdn diéu chinh ligu, trir khi c6 suy gidm chie ndng than (dé thanh
thai creatinin < 60 ml/ phit).

Phu nif cd thai va cho con bil:

Khdng thdy co biing chiing vé tic hai clia cefixim ddi véi bao thai, vi vy chi sir dung cefixim cho
nguti mang thai khi that can thiét.

Chua co bdo céo cefixim cd dugc phan bd vao siia me hay khang, vi vy nén cdn nhéc viec
ngiing cho con bi trong thai gian ngudi me ding thudc.

Anh huding ciia thudt ddi véi cong viée: Than trong khi van hanh may méc, dang I4i tau xe,
nguidi lam viéc trén cao va cac truding hgp khac.

TUONG TAC THUGC: Probenecid lam tang nding d dinh va AUC clia cefixim, gidm dd thanh thai
ciia than va thé tich phdn bd clia thufic.

Cefixim 1am tiing tac dung cla thudc khang déng (warfarin) va lam ting ndng d6 carbamazepin
trong méu khi sir dung déng thi.

Xét nghiém glucose trong nutc tiéu bing Clinitest, dung dich Benedict, dung dich Fehling c6
thé cho két qua dudng tinh gia khi bénh nhdn diing cefixim.

Xét nghiém Coombs c6 thé cho k&t qua dudng tinh gid trong qué trinh diéu trj véi cefixim.
Nifedipin khi ubng ciing cefixim 1am ting sinh khd dung cla cefixim bigu hign bing ting néng
dd dinh va AUC.

TAC DUNG KHONG MONG MUGN:

Thudng gap:

Tiéu hoa: Rai loan tiéu hoa nhy tiéu chay, dau bung, budn ndn, ndn, ddy hai, an khéing ngon, khd
miéng. Hé thdn kinh: Nhic ddu, chng mat, bén chdn, mat ngl, mét moi. Qua man: Ban dd,
may day.

It gap:

Tiéu hda: Tiéu chdy ning do Clostridium difficile va viém dai trang gid mac. Toan than: Phan
v@, phit mach, hdi ching Stevens - Johnsen, héing ban da dang, hoai tif thugng bi nhiém déc.
Huy8t hoc: Giam tiéu cdu, bach cdu, bach cu va acid thodng qua; gidm ndng do hemoglobin va
hematocrit. Gan: Viém gan va vang da; tang tam thai AST, ALT, phosphatase kiém, bilirubin va
LDH. Thén: Suy than cép, ting nitrogen phi protein huy#t va néng dé creatinin huy8t tusng tam
théi. Trudng hgp khac: Viém va nhigm ndm Candida am dao.

Hiém gép:

Huyét hoc: Thi gian prothrombin kéo dai. Toan than: Co giAt.

QUA LIEU VA CACH XU TRI:

Khi qué lidu cefixim c6 thé c6 triéu ching co gidt. Do khang co thudc didu tri dac hiu nén chi
y&u dibu trj trigu chimg. Khi ¢d triéu ching qud liéu, phai nging thudc ngay va xif tri nhu sau:
Riia da day, o6 thé diing thudc chéng co gidt néu cd chi dinh 14m sang. Do thudic khdng loai dugc
béng thim phan méau nén khdng chay than nhan tao hay lpc mang bung.

CGAC DAU HIEU CAN LUU Y VA KHUYEN CAD:

Doc ki hudng dan s dung trude khi dang.

Néu cén thém théng tin, xin hdi § kién béc sT.

Thuéc nay chi ding theo don cia bac si.

Luw §: Ung ngay sau khi da pha thanh hén djch uéng.

Bao quén kin gdi thudc sau khi md, trénh hit 4m dé dam bao chat lvgng thude.

DIEU KIEN BAO QUAN: Noi kind, nhigt o khong qué 30°C, tranh 4nh sang.

HAN DUNG: 36 thang ké tir ngay san xuat.

NGAY XEM XET SUA D01, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC:

Ngay 16 thang 4 nam 2018.

San xudt tai:

CONG TY CO PHAN DUGC HAU GIANG - Chi nhénh nha may duge phd&m DHG tai Hau Giang
L6 B2 - B3, Khu cong nghiép Tan Pho Thanh - giai doan 1, xa Tan Phil Thanh, huyén Chau Thanh A, tinh Héu Giang

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

Mai thic méc vis sén phém,
*in vui long lign hé
| (€)0292.3899000 |
E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn
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Doc ki hudng dan st dung trude khi ding.
Dé xa tim tay tré em.

Théing bdo ngay cho bdc sThodc duge sTnhdng tdc dung khdng mong mudn gdp phéi

khi st dung thudc.

Thuéc ndy chi dung theo don cua béc si.

Luu y: Ubng ngay sau khi da pha thanh hdn dich u6ng.

Béo quén kin géi thudc sau khi md, tranh hiit &m dé dim béo chét lugng thudc.
THANH PHAN, HAM LUGNG CUA THUGC

Cefixim (dudi dang cefixim trihydrat) ................... .. 100 mg

Ta dugc vifa di ... - ... 1goi

(Natri citrat, acm mtnc khan aemsﬂ asparlam b0t hurmg cam, mii tutti frutti, natri
CMC, PYP K30, manitol 60)

MO TA SAN PHAM: Thudc bot mau trédng dén trang nga, kho rai, mui thom.

QUY CACH BONG GOI: Hop 24 g6i x 1,5 0.

THUGC DUNG CHO BENH Gi:

Nhim khudn do cdc vi khudn nhay cam, bao gom:

Viém tai gilla gdy bdi Haemophilus influenzae, Moraxella catarrhalis, Streptococcus
pyogenes. Vigm hong va amidan gy bdi Streptococcus pyogenes.

Viém phé& quén cdp va dot cdp cla viém ph& qudn man gy bdi Streptococcus
pneumonia hodc Haemophilus influenzae hodc Moraxella catarrhalis.

Viém phdi mic phai tai cong dng thé nhe va vifa.

Nhi&m khudn duting tiét niéu khdng bién chimg gay bdi £. coli hodc Proteus mirabilis.
Mot s trudng hgp viém than - bé than va nhiém khuin duding tiét niéu co bién chiing
do cic Enterobacteriaceae nhay cam, nhung kBt qua didu tri kém hon so vdi cc truding
hgp nhigm khudn duting tiét nigu khong bién ching.

Bénh lau khdng bién chiing gay bi Neisseria gonorrhoeae: bénh thuong han gay bdi
Salmonella typhi; bénh ly gdy bai Shigelia nhay cam.

Cén phan Iap vi khudn va lam khang sinh dd. Cé thé dung khéng sinh trudc khi co ket
qud khdng sinh dé néu co nghi ngd tac nhan gay bénh, nhung ngay khi cd két qua
khang sinh dé cdn diéu chinh theo k&t qua do.

NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG:

Hoa thuc véi lugng nudc vira di (khodng 5 - 10 ml nudc cho 1 g6i), khudy déu trudc khi
udng. UBng trudc hodc sau biia an déu dugc.

Théi gian diéu trj tiy thudc loai nhiém khudn, nén kéo dai thém 48 - 72 gits sau khi cac
triéu chiing nhim khudn da hét. Thai gian diéu trj thdng thuting 13 5 - 10 ngay (néu do
Streptococcus nhém A tan méu beta phéi didu tri it nhat 10 ngay dé phong thap tim),
nhi@m khun dubng hd hap dudi va viém tai gila cdn diéu tri 10 - 14 ngay.

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

Tré em trén 6 thang dén 12 tudi: 8 mg/ kg trong Iugng cd thé/ ngay, cé thé dung 1 1dn
trong ngay hodc chia lam 2 |dn, méi 14n cach nhau 12 gid.

Ngudi I6n va tré em trén 12 tudi: 400 mg/ ngay, c6 thé ding 1 I4n trong ngay hodic
chia lam 2 1an, mdi l4n cach nhau 12 gid.

Bénh 1du khéng bién chiing do Neisseria gonorrhoeae (ké cd nhiing chiing tiét beta-
lactamase): Udng lidu duy nhat 400 mg. Liu cao han 800 mg cling dugc ding dé didu
tri b&nh Idu.

Diéu chinh liéu khi c6 suy than: Ngudi In co do thanh thai creatinin 21 - 60 ml/ phit
duing liu cefixim 300 mg/ ngay, néu di thanh thai creatinin < 20 ml/ phit ding liéu
cefixim 200 mg/ ngay.

Hoc theo chi din clia Thay thudic.

KHI NAO KHONG NEN DUNG THUGC NAY:

Man cédm véi bat ¢l thanh phdn nao cia thudc.

B&nh nhan cd tién st man cam véi cdc khang sinh betalactam.

TAC DUNG KHONG MONG MUON:

Thuding gdp:

Tiéu hda: Rdi loan tiéu hoa nhu tiéu chay, dau bung, budn ndn, ndn, ddy hoi, &n khong
ngon, khé miéng. Hé thdn kinh: Nhitc ddu, chong méat, bon chon, mat ngl, mét mai.
Qua mén; Ban do, may day.

It gdp:

Tiéu hoa: Tidu chay ndng do Clostridium difficile va viém dai trang gia mac. Toan
than: Phan v&, phit mach, hdi chiing Stevens - Johnson, héng ban da dang, hoai tlf
thugng bi nhidm ddc. Huy&t hoc: Giam tiéu cdu, bach cdu, bach cdu ua acid thodng
qua; giam ndng dd hemoglobin va hematocrit. Gan: Viém gan va vang da; ting tam
thdi AST, ALT, phosphatase kiém, bilirubin va LDH. Than: Suy than cip, tang nitrogen
phi protein huyét va ndng dé creatinin huy#t tuong tam thai. Truong hop khac: Vigm va
nhi&m ndm Candida dm dao.

Hafixim
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Huy8t hoc: Thai gian prothrombin kéo dai. Toan than: Co giat.

Thoing bao cho bac s nhiing tic dung khong mong mudn gap phéi khi sif dung thudc.
NEN TRANH DUNG NHONG THUOC HOAC THUC PHAM Gi KHI DANG SU DUNG
THUGC NAY:

Probenecid Iam ting ndng dd dinh va AUC cla cefixim, gidm dd thanh thai clia than va
thé tich phan bd clia thudic.

Cefixim 1am ting tac dyng cla thudc khang dong (warfarin) va lam ting néng do
carbamazepin trong méau khi st dung déng thoi.

Xét nghiém glucose trong nudc tiéu bing Clinitest, dung dich Benedict, dung dich
Fehling c6 thé cho két qua duong tinh gia khi bénh nhan ding cefixim.

Xét nghiém Coombs ¢6 thé cho két qua duong tinh gia trong qué trinh diéu trj vai
cefixim.

Nifedipin khi uéng ciing cefixim lam tang sinh kha dung cla cefixim biéu hién bing
tdng ndng df dinh va AUC.

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC: Usng liéu tiép theo nhu
hudng dén. Khéng sif dung thém thudc d8 bl lai lidu dd quén dé tranh qué liéu.

CAN BAO QUAN THUGC NAY NHU THE NAD:

Noi khé, nhiét do khéng qua 30°C, tranh anh sang.

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

Khi qud liu cefixim c6 thé cd triéu chiing co giat.

CAN PHAI LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN CAO:

Do khéing co thufc diéu tri dac higu nén chi yéu diéu tri triéu chiing.

Khi c6 triéu ching qué liéu, phai ngimg thudc ngay va xU tri nhu sau; Ria da day, cd
thé diing thudc chéing co giat néu cd chi dinh 1am sang. Do thudc khang loai dugc bing
thdm phan méu nén khong chay than nhan tao hay lpc mang bung.

NHUNG DIEU CAN THAN TRONG KHI DUNG THUOC NAY:

Céc phan (ing xay ra trén da nhu hoai ti thudng bi nhi#m dc, hdi chig Stevens -
Johnson, hding ban da dang bao g6m ca phanvé; nén ngung ding cefixim va diéu trj
béng cac bién phép thich hap.

Dai vai ngudi bénh c6 tién st di tng vdi penicilin va cephalosporin.

Thén trong d6i vi ngudi bénh thiéu mau tan mau.

Cén phai giam liéu ddi vai ngudi suy than, bao gom ca nhiing ngudi bénh dang loc mau
ngoai thin do ndng do cefixim trong huyét twong & ngudi bénh suy than cao han va kéo
dai hon so vdi nhimg ngudi bénh co chiic ndng thén binh thuting.

D6 vai tré em dudi 6 thang tudi, cho d&n nay chua cé dir lidu vé d an toan va hidu lyc
clia cefixim.

Can than trong khi ding cefixim & ngudi co tién sif bénh duing tidu hoa va viém dai
trang, nhat 1a khi ding kéo dai, vi cd thé c6 nguy co lam phét trién qua mic cic vi
khudn khéng thudc, dac biét 1 Clostridium difficile & rugt lam tiéu chay nang, cdn phai
ngimg thuic va didu tri bing cac khdng sinh khic (metronidazol, vancomycin, ..).
Ngoai ra, tiéu chay trong 1 - 2 ngay ddu chil y&u 1a do thudc, néu nhe khong cdn ngiing
thudc. Cefixim con 1am thay ddi vi khudn chi & rudt. B6i vai ngudi cao tudi: Khong cdn
diéu chinh liéu, trir khi c6 suy gidm chifc nang than (d6 thanh thai creatinin < 60 ml/
phat).

Phu nif ¢6 thai va cho con ba:

Khéng thay co bing chiing vé téc hai clia cefixim ddi vdi bao thai, vi vay chi sif dung
cefixim cho ngudi mang thai khi that cdn thiét.

Chua ¢ bdo cdo cefixim co duge phan b6 vao siia me hay khéng, vi viy nén cin nhic
viée ngiing cho con bi trong thai gian ngutii me ding thudc.

Anh huéing ciia thudic ddi vdi cong viéc:

Thén trong khi vdn hanh mdy méc, dang Iai tau xe, ngudi lam viéc trén cao va cdc
truing hop khac.

KHI NAO CAN THAM VAN BAC ST, DUQC Si:

N&u cdn thém théng tin xin hoi y kién bdc sThodc dudc sT.

HAN DUNG CUA THUBC: 36 thang ké tif ngay san xuat.

NGAY XEM XET SUA D8I, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC:
Ngay 16 thang 4 ndm 2018.

San xudt tai:

CONG TY C6 PHAN DUGC HAU GIANG - Chi nhénh nha mdy dugc phdm DHG tai Hiu Giang
L6 B2 - B3, Khu cong nghiép Tan Phu Thanh - giai doan 1, xa Tan Phi Thanh, huyén Chau Thanh A, tinh Hau Giang

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

Mol thilc mdc vé sén pham
xin vui bang lén hé
() 0292.3899000 I
E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn



