IMERIXX® 200
VIEN NEN BAO PHIM

Doc ky hwéng dén‘s(y dung trwéc khi dung.
~ Dé xa tm tay tré em. ]
Thuoc nay chi dung theo don thuéc.

THANH PHAN CONG TH(PC THUOC:

Mai vién nén bao phim chira:

Thanh phan dwoc chét:

Cefixim (dwéi dang cefixim trihydrat) ..., 200mg

Thanh phan ta dwoec: Cellulose vi tinh thé, Calci hydrogen phosphat khan,

Tinh bét tién gelatin hda, Magnesi stearat, Opadry white.

DANG BAO CHE:

Vién nén bao phim.

Vién nén tron, bao phim mau trdng dén tréng nga, hai mét tron, canh va

thanh vién nguyén ven.

CHIiBINH:

Diéu tri nhiém khuan do céc vi khuan nhay cam gay ra, bao gém:

. Viémbé than cap tinh khéng kém bénh Iy niéu.

- Nhi&m khuén duong tiét niéu c6 bién chiing hodc khong bién chirng
(ngoai triv viém tuyen tién liet).

. B6i nhiém viém phé quan cap tinh va dot cép tinh cta viem phé quan
man.

« Viém phdi nghi ngér do nhiém khuan.

. Viém xoang va viém tai gitra cAp tinh.

. Viém niéu dao do lau ciu & nam gidi.

LIEU LWQONG -CACHDUNG:

Liéudung:

Nguwoilonva tré em trén 12 tuéi:

_ Lidu thong thweng: 200 mg x 2 13n/ngay (twong (ng 1 vién x 2 1an/ngay).
Khoang cach giva 2 lanla 12 gio.

_ Diéu tri viém niéu dao do lau cau: 400 mg, lidu duy nhét (twong tng 2 vién,
liéu duy nhét).

Tré em duéi 12 tubi:

Vién nén bao phim Imerixx 200 khong dwoc khuyén céo st dung cho tré

em duwdi 12 tudi.

Bénh nhan cao tudi:

Khi chirc nang than binh thuong, khong can diéu chinh lidu déi voi dbi

twong nay.

Bénh nhan suy than:

- B&nh nhan c6 do thanh thai creatinin =2 20 mL/phut: khéng can thiét diéu
chinhliéu.

_ Bénh nhan c6 d6 thanh thai creatinin < 20 mL/phtt (bao gébm bénh nhan
tham phan mau): khdng nén vuot qua 200 mg/ngay, 1 1an/ngay (twong
trng 1 vién/ngay).

Bénh nhéan suy gan: khong can thiét diéu chinh liéu.

Thei gian diéu tri: TUy thudc loai nhidm khuan, nén kéo dai viéc ding

thudc theém 48 - 72 gi’ sau khi cac triéu chierng nhiém khuén da hét. Thoi

gian diéu tri thongthuong

_ Nhi&m khuén dwong tiét nigu khong bién ching va nhiém khuén dwéng
ho hap trén: 5- 10 ngay (neu do Streptococcus nhém Atan mau beta, phai
didutritnhat 10 ngay dé phong thap tim hoac viem cau than).

_ Nhi&m khuén duong ho hap dudiva viem tai gitka: 10 - 14 ngay.

Cachdung:

Dung duong ubng.

Khi quén uong mét liéu thudc: can uong mét liéu ngay khi nho ra. Neu gan

dén thoi diém udng liéu ké tiép, co thé bod qua lidu da quen va uong theo

huwong dan cla bac si. Khéng uéng liéu gap doi dé bd sung cho liéu da
quén.

Motsé lwuy dac biét vé xwly thudc tré’c va sau khi st dung thude:

Khong co yéu cau dac biét vé xr ly thube sau khi st dung.

CHONG CHiBINH:

Bénh nhan di (ing voi cefixim, khang sinh nhém cephalosporin hoac bat ky

thanh phan nao cta thubc (xem phan Thanh phan céng thire thuéc).

CANH BAO VA THAN TRONG KHI DUNG THUOC:

- C&n ngung st dung cefixim ngay néu xuét hién bat ky dau hiéu di tng
thudc nao.

- C&n tham hoi tién str dj rng ctiabénh nhan trudc khi diéutri bang khang
sinh nhém cephalosporin. Ti 1& di ing chéo gilra khang sinh nhom
penicilin va khang sinh nhém cephalosporin khoang 5 - 10%.

« Than trong khi str dung khang sinh nhém cephalosporin dbi v&i bénh
nhan nhay cam véipenicilin, can theo dbiy khoa chat ché ngay trong 1an
dau strdung.

« Khong st dung khang sinh nhém cephalosporin & nhivng bénh nhan cé
tién st di (rng tirc thovi v khang sinh nay: Trong treong hop nghi ngo,
nén glam sat chat ché tinh trang cua bénh nhan trong I&n d4u tién dung
thudc dé co bién phap didu tri kip thoi néu séc phan vé xay ra.

- Paco bao cao vé cac phan (rng di ting (sbc phanve), c6thé nghiém trong
va doi khi dan dén ttr vong ddi véi ca hai nhém khang sinh penicilin va
cephalosporin.

- Da c6 bao cdo vé viém dai trang lién quan dén khang sinh va viém dai
trang gia mac ddi véi hau hét cac khang sinh, bao gom cefixim, & mirc do
tir nhe dén de doa tinh mang. Vi vay, can xem xét chan doan nhirng bénh
nhan bi tiéu chay trong hodc sau khi dung cefixim. Ngtrng st dung cefixim
va diéu trj dac hiéu Clostridium difficile. Chéng chi dinh duing thudc trc ché
nhu dong rudt trong trrd'ng hop nay.

- Da c6 bao cdo vé cac phan (rng c6 hai nghiém trong & da nhw hdi chirng
qua méan do thubc v&i tang bach cau ai toan va cac triéu chirng toan than
(Drug reaction with eosinophilia and systemic symptoms - DRESS), phén
rng da bong nude (hdi chirng Lyell hoi chirng Stevens-Johnson) & mot
s0 bénh nhan dung cefixim. Néu xay ra cac phan (rng cé hai nghiém trong
& da, cAnngung su dung cefixim va diéu trj thich hop.

- Dé co bao cao vé treong hop thiéu mau tan huyet do thubc gay ra, bao
gom céc trwdng hop nang cé thé gay t& vong & nhirng bénh nhan diéu tri
bang khang sinh nhom cephalosporin. Su tai phat cla thiéu mau tan
huyét sau khi st dung lai cephalosporin & bénh nhan coé tién st thiéu mau
tan huyét lien quan dén cephalosporin (bao gdm ca cefixim) cling da
duwogc bao cao. Neu bénh nhan xuat hién triéu chivrng thiéu mau khi st
dung cefixim, cAn xem xét chan doan thiéu mau do khang sinh
cephalosporin va ngwng dung cefixim dén khi xac dinh dwoc nguyén
nhan cu thé.

— Khang sinh nhém beta-lactam, bao gdm cefixim, gay téng nguy co' méc
bénh nao (bao gdm co giat, It 14n, réiloan nhan thirc hodc van déng), dac
biét trong trerng hop qua liéu hodc suy than.

Sy nhitng bénh nhan di rng v&i cac khang sinh khac trong nhom beta
lactam, can tinh dén kha néng di rng chéo.

- Béivéibénh nhan suy than nang, can didu chinh lidu hang ngay dwa trén
d6 thanh thai creatinin (Xem phan Liéuluong - cach dung).

SU’DUNG THUOC CHO PHU N* CO THAI VA CHO CON BU:

Strdung thuéc cho phu nir cé thai:

D@ ligu lam sang ve viéc stv dung cefixim trén phu nir mang thai chwa day

du va cac nghién clru trén dong vat vé tac hai gay di tat hodc doc tinh trén

thai nhi chwa dwoc chirng minh.

Do d6, chi str dung cefixim cho phu nt mang thai khi that can thiét va theo

hwéng dan clia bac si.

Strdung thuéc cho phu ni¥cho con bu:

Chuwa co di¥ liéu vé viéc cefixim duoc phan bd vao stra me. Vi vay, nén than

trong khi st dung cefixim cho phu nir dang cho con bu va can tam ngirng

cho con bu trong thoi gian diing thude khi xuét hién tiéu chay, nhiém nam

hoac da phatban & tré bume.

ANH HUONG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH

MAY MOC:

Cefixim c6 thé gay cac tac dung khéng mong mudn nhu co giat, 1 1n, réi

loan nhan thire hodc van dong. Vi vay, bénh nhan khéng nén st dung thube

trong khi lai xe hoac van hanh may moc.

TWONG TAC, TUONG KY CUATHUOC:

Twong tac cuathuée:
V& dwoc déng hoc, 3o thanh thai ciia cefixim giam 25% khi st dung phdi
hop véi 1g probenecid.

~ Cécthubckhang acid khénglam g|am sw hap thu cefixim.

~ Pa co bao cdo vé tang hoat tinh clia thubc chéng ddng dwong ubng &
nhitng bénh nhan dung khang sinh. Trong cac trucmg hop viém hoac
nhiém khuén duoc ghi nhan, tudi va tinh trang téng quat clia bénh nhan
dwoc xem la cac yéu tb nguy co. Trong cac trudng hop nay, khé co thé
xac dinh duoc nguyén nhan clia su méat can bang chi sé binh thuong hoéa
qudc té (INR)1a do bénh ly nhi&ém khuén hay do thudc tri nhlem khuan. Tuy
vay, co vai nhém khang sinh c6 tac dung phu ting chi sé INR nhu:

TKS0073C-1/04



fluoroquinolon, ‘macrolid, cyclin, cotrimoxazol va vai khang sinh nhém

cephalosporin.

- Anh hwéng dén cac xét nghiém:

« Cefixim c6 thé gay phan irng dwong tinh gia trong thir nghiém tim ceton
trong nuwérc tiéu bang phuo ng phap nitroprussid va thtr nghiém xac dinh
glucose trong nwéc tiéu (nén dung phwong phap glucose oxidase dé
dinh lwgng glucose trong nuwéc tidu).

« Thubc gay du’ang tinh gia thir nghiém Coombs.

Twong ky cuathubc:
Do chwa c6 cac nghién ctru vé tinh tuong ky cla thudc, khéng tron 1an
thudc nay véi cac thube khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

Cefixim thuwong dwoc dung nap tt, cac tac dung khdng mong mudn thuwong

thoang qua, mirc d6 nhe va vira. Ty 1é gap phai cac tac dung 'khdng mong

muon 18n t61 50% s6 ngudi bénh dung thude nhwng chi 5% sé ngudi bénh
can phai ngirng thubce.

- Thuong gap, ADR > 1/100:

+ Tiéu héa: C6 thé t¢i 30% ngum bénh bij réi loan tiéu hda, nhung khoang

20% biéu hign nhe, 5 - 9% bidu hién vira va 2 - 3% & mirc do nang. Triéu
chirng thuong gép la tiéu chay va phan nat (27%), dau bung, non, buén
nén, day hoi, &n khong ngon, kho miéng. Réi loan tiéu hoa thuwong xay
ra ngay trong 1 - 2 ngay dau diéu tri va dap (rng voi cac thubc diéu tri
triéu chirng, hiém khi phai ngirng thudc,

+ Hé than kinh: Pau dau (3 - 16%), chong mét, bdn chdn, mat ngl, mét
maéi, con dong kinh (dwdi 2%).

+ Quaman (7%): Ban d6, may day, sétdo thuéc.

+ Tac dung khac: Tang nong do amylase mau (1,5 - 5%), tuy nhién khong
CO sur twong quan gilra tang nong d6 amylase mau'va tac dung khong
mong muon & dwdng tiéu hoa ngudibénh.

- ltgap, 1/1000 <ADR < 1/100:

+ Tiéu hoa: Tiéu chay nang do Clostridium difficile va viém dai trang gia
mac.

+ Toan than: Phan vé, phii mach, hdi chirng Stevens-Johnson, héng ban
dadang, hoai t& thwg'ng bi nhiém doc.

+ Huyét hoc: Giam tiéu ciu, gidam bach ciu, gidm bach ciu wa acid
thoang qua; gidm néng @6 hemoglobin va hematocrit.

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

+ Than: Suy than cép, tang nitrogen phi protein huyét va ndng do creatinin
huyét twong tam thoi.

+ Trwdng hop khac: Viém va nhiém ndm Candida am dao.

- Hiém gap, ADR < 1/1000:

+ Huyéthoc: Thei gian prothrombin kéo dai.

+ Toan than: Co giat.

Hwéng dan cach xtr tri ADR:

- Néu qua man xay ra, nén ngtrng thudc, trdng hop qua man nang, can
diéu tri hé trg (dung epinephrin, thé oxygen, khang histamin va
corticosteroid).

- Néu co co giat, ngirng cefixim va dung thudc chéng cogiat.

- Khi bi tiéu chay do Clostridium difficile va viém dai trang mang gia, néu
nhe chi can ngirng thudc. Véi cac tredng hop vira va nang can truyén
dich, dién giéi, bd sung protein va diéu tri bang metronidazol.

Théng bao ngay cho bac sy hoac dwoc sy nhivng phan trng c6 hai gap

phai khi st dung thuéc.

QUA LIEU VA CACH XU TRi:

Triéu chirng:

Khi qua liéu cefixim hoac & dbi twong suy than, cé thé xuat hién triéu ching

cliabénh nado nhuw co giat.

Xertri:

Khong cé thudc giai doc déc hidu, chi yéu 1a didu tri triéu chieng. ThAm phan

méau hodc thdm phan phtic mac khoéng loai bd cefixim ra khoi huyét trong.

DAC TiNH DU'Q'C LIFC HOC: i

- Nhém dwoc ly: khang sinh cephalosporinthé hé 3.

- M3ATC:J01DDO08. : )

- Cefixim c6 tac dung diét khuén theo co ché trc ché sy tbng hop thanh té
bao vi khuan. Cefixim ¢6 tac dung diét khuan in vitro d6i véi nhidu loai vi
khun Gram dwong va Gram am.

Phé khang khuan:

Vi khuén thwong nhay cam:

« Gram dwong hiéu khi: Streptococcus, Streptococcus pneumoniae.

« Gram am_ hiéu khi: Branhamella catarrhalis, Citrobacter koseri,
Escherichia coli, Haemophilus influenzae, Klebsiella, Neisseria

gonorrhoeae, Pasteurella, Proteus mirabilis, Proteus vulgaris,
Providencia.

« Vikhuan ky khi: Fusobacterium, Prevotella.

Vi khuén khang thuéc:

. Gram dwong hiéu khi:
Listeria, Staphylococcus.

« Gram am hiéu khi: Acinetobacter, Citrobacter freundii, Pseudomonas,
Serratia.

« Vikhuén ky khi: ngoai trir Prevotella va Fusobacterium.

Cochédé  khang:

Vikhuén dé khang véi cefixim co the theo mot hodc nhiéu co ché sau:

- Thuéc bi thity phan béi mot sé enzym beta-lactamase phd mé rong
(ESBL) va cac enzym ma hoa & nhiém sac thé (AmpC) duoc tao ra hodc
(rc ché b&i mot sé vikhudn hreu khi gram am.

- Gidm i lyc véi cac protein gan penicilin (PBPS)

- Giam tinh thAm ctia mang ngoai mot sO vi khuan gram &m nham han ché
s gan két cefixim voi cac protein gén penicilin.

St dung co ché bomthubcra ngoai.

C6 thé xay ra cung lic nhiéu co ché d& khang trén mot loai vi khuan. Tay

thudc vao co ché hién dién, vi khuan co thé biéu hién su d& khang chéo dén

mot sb hodc tat ca cac khang sinh nhom beta-lactam va/ hodc cac khang
sinh nhém khac.

DAC TINH DU'Q'C DONG HOC:
- Hapthu:

+ Sau khi ubng mét liéu don cefixim, chi ¢6-30 - 50% liéu dwoc hép thu
qua duong tiéu héa, bét ké ubng trudc hay sau bira &n, tuy tbc do hap
thu co thé gidm khi uéng cung bira an.

+ Su hép thu thuéc twong déi cham. Khi uébng liéu don cefixim, ndng do
dinh trong huyét twong 1a 2 - 3 microgam/ml (a6 véi Ileu 200 mg); 3,7 -
4,6 microgam/mi (d6i voi lidu 400 mg) va dat sau khi udng tir 2 - 6 gio.
Sw hép thu qua duwong tiéu hoa giam khi tang lidu. O'tré emdung lidu 4 -
8 mg/kg cling cho thay nong d6 cefixim huyét thanh khéng ty 1& thuan
voi liéu. & ngudi cao tudi, ding liéu 400 mg/ngay trong 5 ngay, cho thay
ndng d6 dinh clia cefixim trong huyét thanh cao hon 20 - 26% va AUC
cao hon 40 -42% so véi ngudi 18 - 35 tudi, tuy vay khong co y nghialam
sang.

+ Cefixim khéng tich Ity trong huyét thanh hoéc nuwéc tiéu & nguoi co
chirc néng than binh thuwong sau khi udng nhiéu liéu, tan suat 1 - 2
|an/ngay

Phan bé: Sau khi uéng thubc dwoc phan bd vao mat, dom, amidan, niém

mac xoang ham, mu tai gita, dich vét bong, dich tuyen tién ligt. Khoang

65% cefixim trong mau dugc gén voi protein huyét twong. Chua co so

liéu day du vé nong doé thuée trong dich né&o tdy. Thubc qua dwoc nhau

thai va cé thé dat ndng do twong déi cao & mat, nuwéc tiéu.

Chuyen héa: Chua c6 bang chirng vé su chuyén héa clia thubc nhung

c6 thé mét phan thubce dwoc dao thai tir mat vao phan. X

- Thai trte: Thoi gian ban thai trong huyét tvong khoang 3 - 4 gio va co thé
bi kéo dai khi bj suy than. Thoi gian ban thai trong huyét thanh clia cefixim
khong phu thudc vao dang thudc va khong phu thude vao lidu. Khoéng

20% liéu udng (hoac 50% lidu hép thu) dwoc dao thai & dang khong bién

ddi qua nuérc tiéu trong vong 24 gio. Co 161 60% lidu ubng dao thai khéng

qua than. Thuéc khong bi loai trir bang thdm tach mau.

QUY CACHBONG GOI:
Hop 1 vix 10 vién nén bao phim.

DIEU KIEN BAO QUAN: Khdng qua 30°C, tranh m va anh sang.
HAN DUNG: 24 thang k& tir ngay san xuét.

TIEU CHUAN CHAT LWQNG CUATHUOC:

Thubc dat theo tiéu chuan Duoc dién My.

Corynebacterium diphtheriae, Enterococci,
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