R, Thudc nay chi diing theo don thude
TEN THUOC

CEFIMED 200mg

MEDDCHEMIE

D xa thim tay 1ré em.

Poe ki hurdmg ditm sir dyng irvde khi ding.

Khing ding qué liéu chi dinh.

Khing sir dyng thudc dd qua han ding.

Thing bio cho bic 3§ cdc tde dyng khiimg mong muin
gdp phai khi sir dyng thudc.

THANH PHAN CONG THUC THUOC

Thanh phin duge chiit: Mdi vién chira cefixime
tribydrate 223,84 mg twong duong vin cefixime 200 mg,
Thianh phiin ti duyge: Lactose monohydrate,
microcrystalline cellulose, croscarmellose sodium,
coltoidal anhvdrous silica, magnesiam stearate, opadry
white OY-B-28920 (chira cic 13 duge nhu polyvinyl
alcohol, titanium dioxide, tale, lecithin va xanthan gum).

DANG BAO CHE

Dang bio che: Vién nén bao phim

Mé td sdn phdm: Vién nén bao phim mau tring, hinh
thison dai, hai mdt 1oi, mdt mdt ed vach ngang, duimg Kinh
vien nhan 14 mm 8 mm.

CHI DINH
CEFIMED 200mg duge chi dinh diéu tn cie nhu.m khuin
g&:, ben vi khudin nhay cimn; cie chi dinh bao gdm:
Nhiem khuin duimg hi hip trén nhu viém tai gita vi
cic nhiém khuin duimg hd I'r.lp trén khie mi nguydén
nhdn d bidt hodc nighi nadr de I:.h:lng vin cac khang
sinh thuimg diing hode vige thit bai didu trj cé thé din
dén nguy co dé khing thude.
+  Nhiém khudn duimg ho Iup dudi nhu viém phé quan,
+  Nhiém khuin dudmg net nidu nhu viem bing quang,
viém bang quang - ni¢u dao, viém bé thin khing bién
chirmg.
LIEU DUNG VA CACH DUNG :
Thén gian du:u tri cho cde tneemg hop nhém khufn thirimg
la 7 ngay, néu ciin thiet, thin gian didu trj cd thé tiép e
dén 14 ngay.
Liéu ding
Nguin lém
Licu i»:huym cho moi ngay 1a 200 mg dén 400 mg; tiy
thudc vao mire 46 Elhm:n.’uhu:m.. benh nhin ﬂ:ilhvbdung
IIEu. ngay 1 lin hn&n 2 lin.
nhin cao tudi
Bénh nhin cao tudi ¢ thé ding nhu liu & ngudi bm.
Bénh nhan cao tudh suy thin cin dinh gia chic ning thin
vl nén giam liéu & bénh nhin suy thin ndng (4 thanh thai
creatimne dudn 20 ml'phuat).
Tre em
Tré em irén 10 tudi hofe cin ning trén 50 kg Ding nhu
liéu khuyén cio & nguwn ldm.
Tré ern dutni 10 tudi hojc cin ndng tir 50 kg & m:’ing
Cefimed 200mg khdng duge khuyén cio dung.
Tré em dudi 6 thing wdi: Khong khuyén cdo ding vi d
an todn va higu qua cua thuoe doi v tré em dudd 6 thing
tudi chua duge thiét lip.
B¢nh nhan suy thin
Cefimed 200mg co thé ding cho bénh nhin suy thin; tuy
nhicn, bénh nhin suy thin njing ¢o ¢ thanh thai creatinine
duréni 20 mb‘phist, b¢nh nhin thim phin phic mac holic
thim tich méu khong ding qui lidu 200 mg ngiy | lin,
Cich diing
Cefimed 200mg duge ding bing duimg uing, nén uing
nEuyen vién vion nude v of theé udng cing holic khing
clng v bir dn.

CHONG CHI D|NH

Bénh nhin o tién sir qua min v cefixime, vin khing
sitily il cephalasporin va vin bt k¥ thanh phin ti dege
nao cua cong thire thuoc,

Bénh nhin co tién sir phin img qui mdn tire thi vihode
qui min ning wan penicilin hodc ban ky khdng sinh beta
lactam ndo.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Binh nio

MNhar cac khang sinh nhom beta-lactam, cefixine co ihé
din dén nguy co bénh ndo (nha co gidt, Li Kin, suy gidm §
thire, rdi boan vin déng); diic bigt rong trudmg hop bénh
nhan bj qua licu hodc bénh nhin suy thin.

Phan img khéng mong mucn nghidm trong tin da

Cic phan img khong mong mudn nghiém trong trén da
rihir hogi b thugng bi nkiem dgc, hor chimg Stevens-
Johnson va h@i chimg phét ban do thude kém theo ting

Cefixime

200mg

bach ciu ua acid vi céic trifu chimg todn thin (DRESS) 43
dugre blo cdo o binh nhin ding cefixime, bénh nhan nén
ngimg thud¢ v thing bdo ngay cho bac s§ dé dupe dicu
tr thich hop,

Thin treng chi dinh ding cefixime cho bénh nhin c6 tien
s qua'i N cide :huuc khac

( ing nhur cic cfpha.lmmnn khic tnede khi bt dau dlr:u
Iry i cefixime, bic s§ cin didu tra k¥ ve tien sit qud m.m
van penicillin v cic cephalosporin khic do ¢6 sir qui man
ghéo gitra cde khing sinh nhdm cephalosporin, bao gdm ca
penicillin.

D4 ¢b bio cio vé phin img qm min nE',ha::m trong & bénh
nhin khi ding cefixime (bao ld.'llTI cd =0 phin vg). bémh
nhin ngay lip hic ngumg thudc va thing bao ngay cho h-:lc
4] di duge dicu tri thich hop néu xiay ra phin img qui min
v cefixime,

Thi¢u miu tan méy

Thicu méu tan miu do thude, bao gom ning giy nr vong
d3 duge hio cdo & bénh nhan ding khing sinh nhdm
cephalasporin 43 duge bao cdo cho khing sinh nhom
cephalosponin, bao gom ci cefixime. D3 ¢ bio cdo ghi
nhin thicu mau tan mdu vide dimg lai khang sinh
cephalosporin & bénh nhin cd tidn s ding cephalosporin
(ke cd cefixime) by thicu madu an mauw.

Suy than ¢ip

Nhue cic kh:'tng sith nhj:-m rfph.l!mpnnn cefixime oo theé
gay suy thin cap bao gbm ca viém ong thian mé ki bénh
nhin nén ngimg thude va nén duwgpe diéu trj thich hop khi
xay ra che trigu chimg suy thin cap.

Bénh nhan suy thin . ;
Cefixime nén duge ding thin trong vi didu chinh licu
dung & binh nhdn cb chire ning thin suy gidm rd rée

Tré em

Tinh an toan va higu qua cua cefixime & ré sinh non va tré
str sinth, tré em dudi 6 thang b chira duge thiée lip.
Cefixime dang vién khong thich hop sir dung cho tré em tir
6 thing tudi dén 10 i, dang bao cheé bot pha hén dich
wong dupg kKhuyén io ding cho 61 iymg ndy

Bénh nhin cao : ;

Litu dung & bénh nhin cao o nhee lidu ding & nguwin
lém; trir khi b¢nh nhin by suy thin ning (44 thanh tha
creatinine dudi 20 mliphit).

Tang sinh qui mule cde vi kh-_.m" n khing nhay cm

Giong nhu cdc khing sinh khic, viée dimg cefixime trong
thiri gian i ¢6 thé khién caie lodi vi kbl chi rudt sinh
sdn quek mang -;l:l.l'l dén bgi nhiém hode nhidm khudn tram
g cic vi khuin khdng nhay cdm. Bai nhiém vi khudin
Giram duong J3 xay ra o bénh nhin ding cefixime didu 1
vidmm 1ai gila hu:u ‘nhidm khudn dumg nigu. Vi viy. cin
phidi theo dbi cin thin ngwin bénh :]unL cefixime dé kip
théri diéu trj thich hop néu co boi nhiém xay ra

tb_l{m k,!tyqn oo Lt quan A& Clostridium ddiffic

Vigm dai tring gid mac 43 duge bao cio vin gin th.: fat od
khéng sinh, bao gdm ca cefixime v oo the o mire & nir
nh¢ dén nghu:m trong. de doa tinh mang; diéu quan wong
14 phai xen wét chin dodn iy & nhimg bénh nhin bj tidu
chiy sau khi ding thude, treng qud trinh -.1|:.u tr) va sau kha
ngimg thude. Vige chi dinh khang sinh dé diéu 1y nhiem
khuin ¢6 thé lam thay déi b¢ vi Khwin chi binh thuimg o
dai trang va b the dan den nguy co phal Irien qua mire
khuin Clostridfium difficile 1h nguyén nhin chinh giy ra
bénh viém dai wing gid mae. Sau khi chin dodn viém dai
trang gid mac 33 duge thiét Kip, cac bign phap dicu m nén
duge bit diu phy thude vie mire &6 cia bénh, Cic tnrome
h{!‘p viém dai tring EH mge mire &g nhe, bénh nhin chi
cin ngimg thude: néu mire dé vira dén ndng, co the dicu
b:lng cihch tﬂl}"f‘l'l tinh mach cic dung dich, chit dién ey
vil protein vi iy can i thé bo SN CiC k;h:mg sinih dun:.__
duimg uong, Ching chi dink diing cdc chat ire ché nhu
ddng rugt trong neomg hop ndy,

Bénh nhin eb cde vin d¢ di truyen vé khing dung nap
galactose, Uuey hyt Lapp lactase hode kém hap thu
glucose-galactose

Vi trong thénh ].'lhaﬂ wing thic lhum ¢f chim lactose ndn
bénh nhin ob cic vin dé di truyen vé khong dung nap
palactose, thidu hyt Lapp lactase hoje kém Iup- il
glucose-galactose khing nén ding thude niy.

TUONG TAC VOI CAC THUOC KHAC VA CAC
DANG TUONG TAC KHAC

Tuemg the vidi cée thuie khic

Anvinoglycosuls

Trén ly thuyét vide ding chung aminoglyeoside v cic
cephalosponin o thé lm tdng 3o tinh thin. D3 o bdo cio
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viet thinh y vin vé dic tinh iy, nhumg cho i nay tim
quan trong vé mat lim sing vin chua rd. Khuyén cdo trinh
d'-l“i;].'l"l'n:!c: hop Elummmr.: niy trén bénh nhans,u}rt}mn a
¢c binh nhin cb chirc ndng | than binh thuimg neu viée
du.ng chung 13 can thict thi cin lhl:n dii dse tinh trém thin.

Thudc chmﬂy@:ﬂm—m
Cefixime c6 thé lam ting tac dung cua thudc chong dang
ding duimg udng nén co thé 1am kéo dai thin gian
prothrombin ¢ kém hodc khiing kém theo chay mau; do
d6, nén thin trong chi dinh cefixime & bénh nhin dang
diing thude chong ddng phdm eoumarin nhu warfarin.
np fromg tac khic ]

E:F}::“gm thc:gmf phin img dromig tinh gid cac didi v
xét nghigm glucose nidu khi sir dyng phueng phap khir
ddng (nh vir dung dich Fehling, dung dich Benedict hay
véni vién nén dong sulfate). Do 46, nén ding phin (mg oxY
hoa khir glucose durge x1c tic b eneym khi xét nghn:l‘l‘l
glucose nigu o cic bénh nhédn dang dicu i vdi cefixime.
Giong nhu cic khing 3 sinh cephalosporin khdc, phan (mg
“oomb's co thé cho két qua duong tinh gia do cefixime.

TUONG KY
Do chira o nghién i vé tinh tumg ky nén khdng uwin
lan Cefimed 200mg véi cic thuic khdc.

SU” DUNG THUOC CHO PHY NUTCO THAT VA
CHO CON BU

Phy nik of thai

Cac nghién ciru vé kha ndng sinh sin 4 durge thure hign
trém chugt nhat vi chudt cong vai licu ding gip 400 lin
litu ding & ngudn v khong co bing chimg ghi nhin vige
suy gidm khi ning sinh sin hojc giy hai cho thai nhi do
cefixime. O3 tho, voi lidu ding gip 4 lin liéu ding & ngui,
khong cd bing chimg vé tic dung giy qudi thai; wy nhién,
e ty 1§ hur thai va ur vong & mg cao, ob thé sy nhay cam
cia thd v nhimg thay doi do khing sinh giy ra trong
quan thé hé vi sinh vat trong rut & tho. Do chua co nghién
ciru ddy ¢ v oo kiém sodt & phu nit mang thai nén chi sir
dung cefixime & phy nir ¢6 thai khi thit cin thigt,

Phy nir cho con bi . L

Do chura cb bling chimg cho thiy cefixime bi tiét qua sira
mg hay khéng nén phy nir cho con bi chi ding thude ki
thit can thidt.

ANH HUONG CUA THUOC LEN KHA NANG LAI
XE VA VAN HANH MAY MOC

Cefixime khing dnh hudmg trén kha ning i xe va vin
hinh mdy. Tuy nhién, trong qua trinh ding thudc ¢d the
gip ;Jhal CAC tic dl.mg khang mong mudn chang mat, &0

giat, li lan, suy gidm ¥ thirc, réd logn viin djng; bénh nhdin
khing nén 14 ke hojge vin hanh mdy cho dén khi chic
chin khing by anh hudmg bin thude.

TAC DUNG KHONG MONG MUON

Cefixime thuimg dung nap 16t, da 56 tic dung khong mong
mudn quan sit duge trong cdc nghién cin 1im séng vi/
hode Tuu hinh & thi tneémg thuémg 13 nhe dén trung binh
va i kb "

Céc tic dung khing mong muon gip phdi trong qud trinh
ding thuoc cefixime nhur saw;

Réi loan miu va he bach huyct nhir bach ciu di toan, lﬂnu
bach clu di toan, gidm bach ciu hat, gidm bach clu, giam
bach cdu trung tinh, gidm bach ciu hat, thiéu miu tan mdu,
grim béu cau, ting hieu ciu.

Rdi loan tiéu hoa nhu dau byng, ticu c:ha}r (thuimg lién
quandc!ndungmuéchéu cao; mit 56 tneomg hop tidu chiy
vira dén ndng dd duge bio cio vi dbi khi phii ngimg
I.!:uuﬁn:}1 rii loan tiéu héa, bubn nin, ndn, diy ho,

Réi loan gan mét nhu ving da.

Nhiém khuin va nhiém ky sinh tring nhur viém dai tring
gid mac.

Roi logn sinh héa nhy ting aspartate aminotransferase
(AST), idng alanine aminoiransferase (ALT), Wng bilirabin
Mmiiu, Gng uré miu, Wng creating mdu,

Roi loan hé thin kinh nhu chd £1mﬁh nhirc diu co gijt va
bénh ndo (bao gdm co gidit, 10 lan, suy gidm y thirc, ros
loan vin dfng) d3 duge bio cdo; dic bigt 1a khi quda Licu
hodic & bénh nhin suy thin; tuy nhién tin xuft gip phai
chura duge xac dinh.

Réi loan hé hd hdp, ngwc vé trung thit nhur kho the.

R-Eu loan thin v hé tlcl ni¢u nhr suy thin cip tinh bao
gmn A viem Eﬂg thin md ké.

Réi logn hé mién dich, da va md dudi da vi rdi logn tai chd
nhir phén img phin vé, phanﬁng gné-nghenhhuyﬁll_ham
hji chimg phit ban do thudc, ngira, phit ban, sét do thudc,
dau khop, hing ban da dang, hiji chimg Stevens-Johnson,
hogi tir thugmg hmhﬁmdl;u: sot, may day, phi mach.

Réi logn cor quan sinh dyc nhur ngira b phiin sinh dyc,
vidm am dao.

Thing bdo cho béc s§ cic tic dyng khing mong mubn
ghp phii khi sir dyng thudc

QUA LIEU VA CACH XU TRI

Qui liéu

Khi bj qué lidu cefixime cé thé c6 trigu chimg co giit,
tri¢u chimg bénh ndo (nhut co gift, 10 14n, suy gidm ¥ thirc,

roi loan vin déng).

Ciich xir tri

Hign chwa thude diéu trj djc hiéu cho qud lieu cefixime
nén khi €6 tri¢u chimg qus liéu, bénh nhin ngung ding
thube, chii yéu didy tri tridu .:hung va diéu try ho try (neu
can); tién hinh rira da diy, ¢6 thé dimg cic thuic ching co
gidt néu 6 chi dinh 1im sang. Cefixime khing loqi bo
khdi co the b-;!ng phirong phap thim phian ném khong
khéng chay thin hodc loc mang bung,

LI T

THONG TIN VE DUGC LY

Durgre lyre hge

Whém duge 1§: Khing sinh cephalosporin thé hé 3.

WA ATC: J0ID DOE,

Cefixime 13 mot cephalosporin thé hé thir ba va duge ding
h&ng dhrirmg uong, oo hoat tinh digt khudm in vitro rd rét
ching lai nhidu loai vi sinh vit Gram duong va Gram dm.
Ngghién ciru 1im sing di chimg minh hiéu qua cefixime
trong cac dicu tr nhicm khuan giy bdai céc ching vi khuan
nhir Streprococcus pretmaoniae, Srepococcis PYOEenes,
Escherichia coli, Proteus m!m-lum .l;'hehueﬂa fencai,
Haemaphilus influenzae (tiét hodc ic}u.:-ng tict beta-
lactamase), Branhamella catarrhalis {tiét hodc kha;-ng tict
beta-lactamase), Cefixime cé d6 bén vimg cao vai syt thiy
phiin cia beta-lactamase.

Hau het cic ching enterococci (Streplocaccus faecalis,
Streprococei nhém D) va staphylocoeei (bao gom ci cic
ching magu]m dm;mg tinh i &m tinh vi cdc chung dé
khdng véi vi khudn duémg rudt) déu dé khing vin
cefixime. Ngodi ra, hau hét cdc ching Pseudomonas,
Bacteroides fragilis, Listeria monocytogenes vi Clostridia
déu khing cefixime.

Dirgre dfng hoe

Sau khi uong liéu dom cefixime, sinh kha dyung E:ﬁ:umt
khodng 22% d:n S4%. Thirc ﬁ.n khing lam thay dbi dang
ké hip thu thuoe, nén b thé udng thude cling hodic khing
cung vin bifa in.

Tir céic nghién ciru in vitro cho Iha:.f sau khi ubng cefixime,
ning 4 cia thude trong mude tidu hoje huyét thanh lom
hom hojc bing | pg/ml du dc thudic ©6 tic dung trén hiu
hét cde ching gay birnh. Néong 49 dinh trong hu;,-ct thanh
sau khi uong liéu khuyén cio cefixime cho nguin 1ém la
1.5 pg/ml vl ré em 13 3 pp/ml. Khﬁng::&hﬂcﬁ.cmmnw
tich ldy sau khi ding nhi¢u liéu lip lai.

Cefixime hau nhu chi lién két v protein, cha yéu la
albumin; phin nr do trung binh li khodng 30%. Sy ghn két
wif protein ca cefixime chi phy thude vio nﬁng d¢ rong
huyét thanh nguﬂn & nong A rit cao ma khing thiy sau
khi ding thudc trén lim sang,

Nghién ciru trén chudt ghi nhin bai tiet cefixime qua sira
dénh ddu “C ir chudt me sang chudt con 13 rit nho
{khodng 1,5% so vén him leemg cefixime trong chudt me).
Chura of dir ligu ve ban et cefixim trong sika @ phu nir cho
con bia, Cefixime gua duge nhau thai

Cefixime duee thii el chid j.?m Irong nuém- tidu dud dang
Jthung ddi | qua co ché cha véu 1 qua lpe cu thin. Cic
chit chuyén héa cua cefixime chua duge phin l3p nr huyét
thanh hodic nurdc tiéu cia nguin. Cefixime khang dugce logi
trir khoi co thé !:r:h':g phirong phiap thim tich miu.

So sinh cic thing so dugre ddng hoe & n,gum cao tudi (rén
64 tudi) chire ndng thin binh thirémg 50 v nguin tinh
nEuyen tré tubi (11 dén 35 tudn) khi uunb clng mgt liéu
dom 400 mg ngiy | lin; ghi nhin duge két qua i tri dién
tich duii duémg cong (AUC) vi ning do dinh eia thube
trong hu tuong (C..) rung binh & ngwin tré can hom
gl chit $0 vl ngwdi cao woi. Bénh nhin cao tuoi chire
ning thin binh thuimg ding nhur lidu & ngwdi tré i,

QUI CACH BONG GOI
Hip chira 2 vi x 4 vién nén bao phim.

DIEU KIEN BAO QUAN, HAN DUNG, TIEU
CHUAN CHAT LUONG

Ditu ki¢n bdo quin: Giir thude noi kho o, nhiét 46 dum
30°C. Tranh énh sing,

Han ding: 36 thing ké tir ngay san xudt.

Tiéu chuiin chit legmg: Tiéu chuin co s

TEN VA DIA CHI CO SO SAN XUAT THUOC
MEDOCHEMIE LTD - FACTORY C

2 Michael Erakleous Street, Agios Athanassios Indusinal
Area, 4101 Agios Athanassios, Limassol, Cong hoa Sip.
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