Rx Thubc nay chi dwgc ban theo su ké don ciia thiy thube

MEDOCHEMIE

THANH PHAN

Mdi vién c6 chira cefixim trihydrat twong dwong
200 mg cefixim.

Ta dwgc: Lactose monohydrat, cellulose vi tinh thé,
natri croscarmellose, colloidal silica khan, magnesi
stearat, opadry white OY-B-28920.

DUQCLUCHQC

Cefixim la khang sinh cephalosporin thé hé thir 3 dung
duong uong Cefixim la mot cephem ester véi nhom
ethyl & vi tri 3' va nhom carboxyl thém vao nhém
iminomethoxy & vi tri acyl-7. Gidng nhu céc khang
sinh cephalosporin khic, cefixim la mot tic nhén
khéng khuan qua co ché uc ché tdng hop thanh té bao
vi khuin bing cach gin két v&i 1 hodc nhiéu PBP
(penicilin binding proteins). Phé khang khuén cia
cefixim lién quan téi 4i lyc gin két ciia cefixim véi cac
PBP cua cé4c loai vi khuin khac nhau. Khi viéc gin két
véi PBP xay ra, cefixim c6 tic dung lam mét 6n dinh
tinh thdm cta thanh té bao vi khuin do gay ra sy tong
hop thanh t& bao khiém khuyét. Cac cephalosporin
ciing c6 thé 1am ting pha huy thanh té bao vi khuan do
lam giam kha nang trc ché sin c6 dbi véi enzym
murein hydrolase. Enzym nay khi khong bi trc ché c6
tac dung pha huy tinh toan ven ctia thanh té bao.
DUQCPONG HQC —
Cefixim hap thu chdm qua dwdng ubng, ndng d6 dinh
dat dugc 2 - 6 gios sau khi udng. Sinh kha dung dudng
uong dat 40 — 50%, su hép thu thude khong bi anh
huréng béi thirc dn. Sau khi ding liéu don hoic da liéu,
nong d6 thudc trong huyét thanh dat dugc 1a 1 — 4
mg/ml (v6ilidu 200  mg) hodc 1,9-7,7 mg/ml (vo1 liéu
400 mg). Murc d§ gan két vdi protein huyét turong 50 —
65%. Thé tich phan bb 0,6 -1,1 I/kg. Khoang 50% lidu
diing duoc bai tiét qua nudc tidu, 5% lidu dugc bai tiét
qua mat. Thoi gian ban thai tr 3 — 4 gio, kéo dai
khoang 6,4 gio ¢ nhitng nguoi suy thin trung binh va
khoang 11,5 gi¢ & nhitng nguoi suy than nang.

CHIPINH

CEFIMED dugc chi dinh didu trj cac nhidm khuén cAp

do céc chung vi khun nhay cam trong cic truong hop

sau:

« Nhiém khuén dudong ho hip trén: Viém tai giita,
viém hong, viém xoang va viém amidan.

. Nhlem khuan dudng ho hap dudi: Viém phé quan
cap, con cép ciia viém phé quan man, va viém
phéi.

+  Nhiém khuin duong tiéu: Bénh lau b tir cung va
niéu dao khong bién ching, viém bang quang,
viém bang quang-niéu dao, viém than-bé than.

LIEULUQNG VA CACHDUNG

Thudc dugc ding bang duong udng. Thube nén dwoc
udng nguyén vién véi nude va c6 thé udng trude hodc
saukhi an.

Dot diéu tri thong thuong 137 ngay, co thé kéo dai dén
14 ngay trong trudng hop nhiém khuin ning hoic
nhiém khuan do cac vi khudn kém nhay cam.

CEFIMED"

Vién nén bao phim
Ccelhixim 200 mg

200mg

Nén udng thudc cing mot thoi gian mdi ngay dé co

dwoc dap img tot nhat.

Nguoi I6n va tré em > 12 tudi hodc tré cé trong luong

trén 50 kg: Lidu khuyén cao cho hau hét cc loai nhi€m

khuédn tir 200 — 400  mg/ngay, tily thudc vao d6 nang

ctia nhidm trung. Liéu luong nay c6 thé dung liéu don

- hogc chia thanh 2 heubangnhau

Bénh lgu c6 tik cung hodc niéu d‘ao khong bzen chu‘ng

Khuyén cdo ding liéu duy nhit 400 mg hoic 800

mg/ngay.

Nguoi Iom tuéi: Khuyén céo _dung lidu nguoi 16m,

ngoai trir truong hop suy than cén giam lidu.

Tré em tir 6 thang den 12 tuéi: Khuyén céo dung dang

hén dich udng. Liéu thong thuong danh cho tré 8

mg/kg can ndng/ngay dung liéu don hoic chia thanh 2

liéu bang nhau.

Tre dudi 6 thang tudi: Do an toan va hidu qua cia

cefixim chura dugc xéc dinh.

Suy thdn: Lidu lugng sau day dugc khuyén cdo cho

cefixim dua trén d6 thanh thai creatinin:

« D0 thanh thai creatinin > 20 ml/phit: Dung liéu
thong thudng ciia ngurdi 16m, ding chia lidu.

+ DJ thanh thai creatinin <20 ml/phut: Dung khong
qué 200 mg/ngay, dung don liéu.

Thém tich mdu/thém phin phiic mgc man tinh:

Liéu dung khéng duge vugt qua 200 mg/ngay, dung

“don liéu.

CHONG CHIi PINH

Cic bénh nhdn min cam véi cic khang sinh
cephalosporin hodc voi bat ky thanh phan nao c6 trong
cong thire ctia thude.

THANTRONG

Chi dinh thén trong cefixim trén cac bénh nhan c6 tién
st di tmg v6i penicilin. C6 vai bang chimg cho thiy c6
di img chéo giira nhom cephalosporin va penicilin.
Twong tu can than trong khi chi dinh cefixim & bat ky
bénh nhan trude day c6 di g voi batky thudc nao, do
cac bénh nhan nay c6 nhidu kha ning xay ra di ing
hon. DA c6 trudng hop phan img qua man ning & cac
bénh nhan nhay cam, bao gdm s6c phan vé. Nén ngung
dung cefixim khi c6 phan img qua man xay ra. Truong
hop sdc phan v€ xdy ra can ap dung liéu phap ldm sang
thich hop bao gdm can thiép vé mit dugc ly.

Théan trong dung cefixim cho bénh nhan suy than
nang.

Ciing giéng nhu cac khang sinh ph rong khac, dung
cefixim c6 thé din dén sy phat trién qua murc cac
ching vi khudn khong nhay cam. Truong hop nay can
ap dungliéu phap diéu tri va 1am sang thich hop.

Didu tri véi cefixim co thé gdy ra cac thay dbi d6i voi
hé vi khuén dudng rudt, diéu nay c6 thé gay ra sy phat
trién qua mirc cua loai Clostridia. Cac bénh nhan bi
tiu chay mau, b at, ngng, c¢6 kha ndng bi viém dai
trang gid mac do doc tinh ctia Clostridia djf icile. No
c6 thé xay ra trong khi hodc sau khi hoan tat dot diéu tri
véi khang sinh. Cén danh gia mét cach day da va
nhanh chéng trudng hop ti€u chay nay, bao gbm soi
dai trang sigma, va tién hanh cdy vi khuan. Cac nguyén
nhén khac giy viém két trang nén dugc loai trur.



B sung dich, chét dién giai, va protein 1a can thiét.
Néu viém két trang khéng cai thién sau khi ngung
dung thudc hodc céc tridu ching nang hon, khuyén cao
dungliéu phap vancomycin duorng udng.

b3 c6 bag o thay cac thay dbi trong két qua kiém tra
chire ning gan, cin theo d6i chirc ning gan ¢ céc bénh
nhan bi suy gan, dic biét khi ding liéu cao va kéo dai.
Kéo dai thoi gian prothrombin khi ding cephalosporin
d3 c6 bao céo thiy, cAn theo ddi chit ché cac bénh nhan
c6 dung kém thudc khang dong mau.

Khéng nén sir dung vaccin thuong han sng cho cac
bénh nhan dang didu tri voi cefixim, chi dugce sir dung
it nhét 24 gid sau khi dung lidu cefixim sau cing, do
dap img mién dich v6i vaccin c6 thé bi giam.

Theo 1y thuyét, ding chung cic khang sinh nhém
aminoglycosid voi cephalosporin lam tang ddc tinh
trén than. Khong nén ding chung hai loai thudc ndy &
bénh nhan suy than, trudng hop can thiét sir dung & cac
bénh nhan khong suy than thi cin theo dai mirc d6 doc
hai trén than.

Do 1am suy giam hé vi khuin duong rudt, hé vi khuin
¢6 chirc ning tong hop vitamin K, nén cac bénh nhan
¢6 kha ning thiéu vitamin K khi diéu tri véi cefixim. O
c4c bénh nhén c6 ché d6 dinh dudng kém, bénh nhan
nghién rugu, hoac cac bénh nhan c6 hdi chimg kém
hap thu s& c6 nguy co thiéu vitamin K cao hon.
Cefixim nén dugc chi dinh thin trong & cac bénh nhan
¢6 tién sir bi viém ruét két vi cac bénh nhan nay dé cé
nguy co xay ra viém dai trang gia mac.

TAC PONG CUA THUOC KHI LAI XE VA VAN
HANHMAYMOC

Cefixim khong anh hudng trén kha nang lai xe va van
hanh may. Tuy nhién, cefixim c6 thé giy chéng mit,
khuyén cao cac bénh nhéan khong nén 1ai xe hodc van
hanh may cho dén khi chic chin khéng bj anh huéng
boi thue.

TUONG TAC THUOC

Véi cdc thudc khdc:

Aminoglycosid: Trén 1y thuyét viéc dung chung
aminoglycosid va cac cephalosporin c6 thé 1am ting
doc tinh than. Pa c6 bao céo viét thanh y van vé doc
tinh nay, nhung cho t6i nay tim quan trong vé mt 1am
sang van chua ro. Khuyén céo tranh ding phdi hop 2

loai thubc nay trén bénh nhin suy thin, & cac bénh-

nhén c6 chirc ning than binh thudng néu viéc ding
chungla can thiétthi cin theo ddi doc tinh trén than.
Thuéc khéng dong: Thoi gian prothrombin c6 thé bi
kéo dai. Khuyén céo theo ddi thai gian prothrombin
khi dung chung va diéu chinh lidu lugng coa thudc
khéng dong néu cin thlet

Vaccin thwong han séng: Cefixim c6 tac dung khang
khuén Salmonella typhi, do @6 1am giam dap tmg mién
dich d6i véi vaccin. Viéc chi dinh vaccin thuong han
song nén céch liéu dung cefixim sau cuing it nhat 24
gio.

Cdc thirnghi¢gm

Nghiém phdp Coomb's: Gidng nhu cic khang sinh
cephalosporin khac phan img Coomb's truc tiép c6 thé
duong tinh gia.

Xét nghiém glucose: Cefixim c6 thé giy phan tng
duong tinh gia glucose niéu khi sir dung phuong phép
khir dong (dung dich Fehling's, dung dich Benedict's).
Nén dung phuong phap enzym xtic tac phan ing oxy
hoa khir glucose khi xét nghi€ém glucose niéu & cac
bénh nhan dang diéu tri vé6i cefixim.

Xét nghiém ceton niéu: Cefixim c6 thé gay phan img
duong tinh gia khi thir nghiém ceton niéu bing
phuong phép thir ding nitroprussid. Diéu nay chua
thdy c6 bdo céo xdy ra v6i phuong phép thir ding
nitroferricyanid.

PhUNU CO THAI VA CHO CON BU

Chua c6 cac nghién ciru day du va c6 d6i chimg tdt &
ngudi. Cac nghién ciru trén dong vét khong cho thiy
cac tac dong c6 hai, tuy nhién céc két qua nghién ciru

ndy khong ludn 13 két qua dung dé tién doan trén

nguoi. Cefixim khong nén sir dung trén phu nit mang
thai trir khi thét can thiét vé mat 1am sang va sau khi
xem xét cAn than cac nguy hai c6 thé xay ra cho thai nhi
$0 véi lgi ich diéu tri chome.

Chua c6 s liéu cho thay cefixim bai tiét qua sita me.
Do d6, nén ngung cho tré bl trong thdi gian diéu tri véi
cefixim.

TAC DUNG KHONG MONG MUON

Hau hét cac tac dung phu cia cefixim 13 nhe va han
ché, hiém c6 truong hop phai ngung ding thudc. Céc
tac dung phu sau day da dugc bao cao:

Hé than kinh trung wong: Chong mat, nhire dau.

Da: Cac phén ung qua man nhu dau khép, sét do
thubc, ngua, nbi mén va may day. Cac phan Ung nay
thudng giam khi ngung dung thude.

Tiéu hod: Thuong 1 tiéu chay, bubn ndn, nén, phin
long, day hoi, dau bung, kho tiéu va hiém khi viém dai
tring gia mac. Trudng hop tiéu chay ning cAn ngung
ding thubc.

Niéu sinh duc: Nglrabd phan sinh dyc va viém am dao,
bao gom boinhim Candida da dwoc bao cao.

Huyet hoc: 1t gap ting bach cau ua eosin, gidm bach
cau va giam tiéu cdu, cic phan img nay thudng c6 hdi
phuc.

Gan: Ting thoang qua va c6 hdi phuc ALT, AST va
phosphatase kiém.

Thdn: Ting thoang qua va c¢6 hdi phuc nitrogen uré
huyét (BUN) va creatinin.

Thong bdo cho bdc si cdc tic dung khong mong
muén gp phdi khi ding thuéc.

QUALIEUVA XU TRI

Chura c6 bao co vé trudong hop qua liéu.

Triéu chung: Tién doén cac tri¢u chung tuong tu cac
tac dung khong mong mudn liét ké & trén.

Piéu tri: khong co thube giai dic hidu. Rira da day c6
thé c6 ich. Thim tach khong loai bé déng ké cefixim.
Nén ap dung diéu trj triéu chirng va diéu tri nAng d3.

-QUICACH DONG GOI: Hop 2 vi x 4 vién nén bao -

phjm. i )

BAO QUAN: Giir thuoc ¢ noi kho rao, nhiét d dudi
30°C, tranh anh sang.

HAN DUNG: 36 thang ké tir ngay sén xuat.

Khong ditng thuéc khi di hét han sir dung.
Doc ky huong déin sir dung trwdc khi ding.
Neu can thém thong tin, xin hdi y  kién bdc si.
Déxatim taytréem.

San xu4t bi MEDOCHEMIE LTD - FACTORY C
Dia chi: 2 Michael Erakleous Street, Agios
Athanassios Industrial Area, 4101 Agios Athanassios,
Limassol, Cong hoa Sip.
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