< SH S
34539, ng

145 x 15 x 87mm

Rx Prescription drug WHO - GMP

Direntab 400-US

Cefditoren (as Cefditoren pivoxil) 400mg

Direntab 400-US
Cefditoren (as Cefditoren pivoxil) 400mg

u:P Box 1 blister x 10 film coated tablets

Composition: Each film coated tablet contains.
Cefditaren (as Cefdioren pvoxill ... ...ooccececccenssian +...400mg Keep out of reach of children
Read the package insert carefully before use

Excipients 0.5.......... A ——
) <o dosage. adk . other u:P Manufacturer: US PHARMA USA JOINT STOCK COMPANY

Please refer 1o enclosed package insert. i £
Storage: In & dry and cool place, below 30°C, protect from direct sunlight. Lot B1 - 10, D2 Street, Tay Bac Cu Chi industrial Zone, HCMC

135 x 74mm

g ?‘3 §; RX Thuéc ké don WHO - GMP
TmEPE 2
$28F
. s . . .
Cefditoren (dudi dang Cefditoren pivoxil) 400mg
lE'i HGp 1 vi x 10 vién nén bao phim /
e WA
Thanh phin: MEi vién nén bao phim chia: S — . Q 65
Celditaren {dudi dang Cefditoren pivoxil).......... 400mg Tiéu chuan: Tiéu chudn co so. BF-
T4 dugc v.d... 1 wién
Chi dinh, :nnng cm dzrlh heu oang g, cdc thong tin khic
Xem 13 hudng dén si dyng bén trong hip.
Bao quan: Noi khd thadng, nhidt 86 dudi 309C, wanh dnh sdng.
PUS e Direrto0 =
c o S on (a8t mﬁ\g
CONG AOO.U Qe‘id\\:;‘ p\\m*‘“ W
:‘gd comers! i ntcb C;‘ﬁ ]‘YCOPHAN
A en B8 0 200MD ot Dreﬂ* 1
AOO ;i?;ot 9“0’“,0‘.4 <1006 S \ o (U T =
el \ o 0 ot 0 _
e 4007 Sl |
& S Ce\d‘““e"-‘k qo%‘“mﬂ cOW"M | P £ VT A Y ¥ DO |
ock LUl U B S G R | {
D-‘rentabﬁ?() e 400U sttt |
j da . . 2 v ¥ Sy g T 7Y -
oo O a0 s ; qb 1 DA PHE DUYET |
CONGT‘C o U pHARMA AOO-US D;E\temg‘\ ﬂ“maww | 7 - l
1 mo‘e“ i
o pentdd T o o, JUAEDS
OO'US Ce“:;?;e“ 9“"‘““ o=l D‘reenm ‘
o e 400" Sy ‘
D 5 nicentd & o
o) suhRMA i




145 x 25 x B7mm

Rx Prescription drug WHO - GMP

Direntab 400-US

Cefditoren (as Cefditoren pivoxil) 400mg

Direntab 400-US

Cefditoren (as Cefditoren pivoxil) 400mg

B\ ot

Vv

b

u:P Box 2 blisters x 10 film coated tablets
Composition: Each film coated tablet contains: Keep out of reach of children
Cefditoren [as Cefditoren pivOXil) ..........cc.comereceec I .400mg Read the package insert carefully before use
Excipients q.s....... 1 tablet
Indications, contra-indications, dosage, administration, other informations
Flease lofef th acivapd peckaps insert, . Manufacturer: US PHARMA USA JOINT STOCK COMPANY
e e P AL it lE:P Lot B1 - 10, D2 Street, Tay Bac Cu Chi industrial Zone, HCMC
R, ..~ WHO - GMP
£Ze § X Thudc ké don
a = e T
§223
Zz2m "
g2i:
= z 0
Cefditoren (dudi dang Cefditoren pivoxil) 400mg
u‘] Hop 2 vi x 10 vién nén bao phim
Thanh phén: Méi vién nén bao phim chia
Cefditoren (dudi dang Cefditoren pivoxil).........400mg
Tadugcvd......... . . 1 vién
Chi dinh, chéing chi dinh, iéu dung cach Jung cdc thong tin khac
Xem td hudng dén sd dung bén trong hip. o 8
Béo quan: Ndi kh thodng, nhiét dd dui 30°C, trdnh dnh séng. ¥ % %‘ “AN %
Tigu chudn: Tiéu chudn co so. ng D2. KCN TEV Bic
A
E O'Ub et o) Rt
= Qa\d\m QW‘}‘N
e Cal 4005
W AN : b
¢ ook D\renio
o ANY L
® AOO'US Eem‘w‘e u“'°“‘\ e xoc‘\cmp D\\'Bn i 33
i Gb N O'US Coldtor® ; woh e
g W AO m\m ren B us Y
0 + onidl Bt iy
m\\“ s v eﬂ ONG
_U ceﬁd““‘a e ot mﬂﬂ\‘a coMP! aett
5 \ c,e\ﬂ\‘ i SP-N D
e A0V
00. S ca\d\\ﬁ‘“en T\ AROTS A USA '“-en’iﬂ G
¥ guor 4 prprd b gand
cone T © O'US Ceitore” \ ) AUU‘;EM ush
) B0OTS onear® b A SO U8
Tock ‘0 cONG e

S oo & g 10T g irentd

AQ0 ) W enwwﬂ“ 510k q Dire
mob T Ao e

D“e AOO :ole“ &

lS _ m\d““‘e“\ o o U nireﬂmb




145 x 25 x 87mm

Rx Prescription drug WHO - GMP

Direntab 400-US

Cefditoren (as Cefditoren pivoxil) 400mg

Direntab 400-US

Cefditoren (as Cefditaren pivoxil) 400mg

135 x 74mm

u:P Box 3 blisters x 10 film coated tablets
Composition: Each film coated tablet contains: Keep out of reach of children
Cefditoren (as Cefditoren pivoxil) .. Read the package insert carefully before use
Excipients q.s.... i
Indications, ccmm |nL1|calmnS dosage, admmlstralm other informations:
Please refer to enclosed package insert
Storage: In a dry and cool place, below 309C, pratect from direct sunlight. Manufacturer: US PHARMA USA JOINT STOCK COMPANY
Specilication: In house. u:P Lot B1 - 10, D2 Street, Tay Bac Cu Chi industrial Zone, HCMC
| A WHO - GMP
g2 r.?: X Thuéc ké don
a = o -
fee3
gEt¢z
Cefditoren (dudi dang Cefditoren pivoxil) 400mg
u‘i Hép 3 vi x 10 vién nén bao phim
Thanh phan: MBi vién nén bao phim chia:
Cefditoren (dudi dang Cefditoren pivoxil]...
Taduge vd...........
Chi dinh, chong chi erh heu dung cach dung cac thong tin khac:
Xem td hudng dén si dyng bén trong hap.
B4o quan: Noi khd thoang, nhiét db dudi 30UC. trénh dnh sang
Tiéu chudn: Tiu chush ca sd.
w 200 UsSh
)9 mmm‘e“ ) B0 e . ataD
0 U celdto %w’* Dwen‘\aue\ o
ol bAoo-US st e
m3 A {0 pHAN
-OMP . el fae)
ok CONG n
pma AN
o e T
USF -
USHW b AOO
usA :
b AOO'US C.e‘ﬁ“me \9‘“01‘2;?‘9 ook coms? D
= g \d\ USA
D\\'eﬂ’f\a L ! AOO—US el
CatdRoeR o Qmw . b c
getd! ‘e“fow:”"us \( \ 8
rored 400 UsA
b A0OYY S
. n‘c ¥
0 \J gem\\me“ pm\\\ 0TS ¢ coneA D’\reﬂm
cenidd & cla et QUS  Gaseed
‘ren Audh ¢and b AO Qeﬁd\m‘en \);
S reﬁﬁ@‘e“\ Pl 4o MUSA ﬂ'\ref\m coe™ y




CO PHAN DIRENTAB 400-US

US PHARMA USA DE thudc xa tm tay tré em
) R Poc ky huéng dan sir dung trwée khi ding
haincaa tao cia thuoc:
wigaen bao phim chira :
Cefditoren (dudi dang cefditoren pivoxil) 400 mg
Té dugc: Era gel, Avicel PH102, Natri crosscarmellose, Natri starch glycolat, Aerosil (Colloidal
silicon  dioxyd), Magnesi Stearat, Hydroxypropylmethyl  cellulose (HPMC) 606,
Hydroxypropylmethyl cellulose (HPMC) 615, Talc, Titan dioxyd, Dau thiu diu, Mau tartrazin
yellow lake, mau sunset yellow lake.
Dang bao ché: Vién nén bao phim
Chi dinh
Cefditoren duoc chi dinh cho nhiing truong hop nhiém khudn do vi khuin Gram am, Gram
duong nhay cam, bao gom céc nhiém khuan dudng hd hip, nhidm khuan da va té chirc dudi da.
- Viém phdi mic phai cong dong do céc téc nhin Haemophilus influenzae (gdbm ca chung sinh
beta lactamase), Haemophilus parainfluenzae (gdm ca ching sinh beta lactamase), Moraxella
catarrhalis (gdm ca ching sinh beta lactamase), Streptococcus pneumoniae (ching nhay cam véi
penicillin)
- Dot cap cua viém phé quan man cling do cic tac nhan Haemophilus influenzae (gbm ca ching
sinh beta lactamase), Haemophilus parainfluenzae (gdm ca ching sinh beta lactamase),
Moraxella catarrhalis (gdbm ca ching sinh beta lactamase), Streptococcus pneumoniae (ching
nhay cam vdéi penicillin).
- Viém hong va viém amidan do Streprococcus pyogenes (lién cu beta tan méu nhém A) nhay
cam.
- Nhiém khudn da va td chirc dusi da do Staphylococcus aureus (gom ca chung sinh beta
lactamase) va Streptococcus pyogenes nhay cam.
Liéu lwrgng va cach dung:
Lieu cho ngudi 16n va tré trén 12 tudi: 200 — 400 mg/lan, 2 lan/ngay.

Loai nhim tring Liéu Thoi gian diéw¢fi
Viém phdéi méc phai cong 400 mg/lan, 2 lan/ngay 14 ngay
dong
Dot cip cua viém phé quan 400 mg/lan, 2 lan/ngay 10 ngay
man
Viém hong va viém amigian 200 mg/lan, 2 lan/ngay 10 ngay
Ic;lli'](;'?[::l]a R . R B ol 200 mg/lan, 2 lan/ngay 10 ngay

Liéu cho bénh nhdn suy than:

Suy than nhe (Cler 50 — 80 ml/phit): Khéng can hiéu chinh lidu

Suy thn vira (Cler 30 — 49 ml/phit): Khuyén céo chi ding t6i da 200 mg/Ian, 2 1dn/ngay.
Suy thén n@ng (Cler < 30 ml/phat): Khuyén céo chi dung t6i da 200 mg/Ian, 1 lan/ngay.
Suy than giai doan cudi: Chua xac dinh duoc liéu phu hop.

Liéu cho bénh nhdn suy gan.

Suy gan nhe va vira: Khéng can hiéu chinh lidu

Suy gan nang: Chua c6 thong tin vé duoc dong hoc clia cefditoren & nhitng bénh nhén nay.
Liéu cho nguoi cao tdi:

Khong c6 khuyén cao néu bénh nhan cé chirc ning thén binh thuong.

Cidch ding:
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Nén udng nguyén vién thudc ciing véi bita in nhim lam tang hap thu thudc vao mau.
Chéng chi dinh:
Bénh nhan di trng véi cefditoren, khang sinh nhém cephalosporin, man cam véi penicilin hay bt
cr thanh phan nao cta thudc.
Bénh nhan thiéu hut carnitin hodc rdi loan chuyén héa bam sinh din dén thiéu hut carnitin trén
lam sang.
Canh bdo va thén trong khi dung thubc:
Cling nhu céc khang sinh phé rong khac, viéc diéu tri 1du ngay vdi cefditoren c6 thé gay phat
sinh cac vi khuan dé khang thudc. Can theo doi bénh nhén chit ché, néu ¢6 hién tugng tai nhiém
trong ldc diéu tri cAn phai ddi sang khang sinh khac thich hgp.
Cén trong khi dung cho bénh nhén ¢ tién su viém dai trang do cefditoren c6 thé lam maét cén
bang hé vi sinh & dai trang, lam cho Clostridium difficile phét trién qua mirc.
C6 phan tng chéo gitra cac cephalosporin va céc khang sinh beta lactam khac. Vi vy, trude khi
bat du diéu trj bang cefditoren, phai didu tra k§ vé tién sir di img cia nguoi bénh véi
cephalosporin, penicillin hogc thude khac.
Nguoi ¢6 nguy co di ing va phan (g phan vé.
Khi sir dung cefditoren ¢6 thé cho két qua Test Coomb’s trie tiép duong tinh, test ferricyanid am
tinh gia, test glucose nig¢u duong tinh gia khi dung Clinitest.
Thén trong khi sir dung cho ngudi bénh ¢é tién st co gidt, néu trong truong hop cé kém theo suy
thén, nguy co co giat ting cao.
Str dung thén trong cho ngudi bénh suy gan, suy than, hiéu chinh liéu néu ngudi bénh suy thén
nang.
Vi ngudi bénh thiéu hut carnitin, khong str dung cefditoren kéo dai do cefditoren gay tang dao
thai carnitin.
Cefditoren ¢6 thé kéo dai thoi gian prothrombin, vi vdy cin than trong khi st dung & nhiing
ngudi bénh ¢6 réi loan chay mau.
Thén trong khi sir dung cho tré duéi 12 tudi.
Do san phim ¢6 chira ta duge ddu thiu diu nén can Iuu y céac tac dung khong mong mudn da
duge béo cdo véi dau thau diu nhu budn non, nén mura, dau bung va tiéu chay. San pham c6
chira dau thau diu khong nén ding trong trudng hop tic nghén hodc hep rudt, mét tMluc
(mat van dong binh thuong trong co rudt), viém rudt thira, bénh viém dai trang, dau bung khong
rd nguyén nhan va mét nudce trdm trong.
San phdm ¢6 chia ta duge mau sunset yellow lake, tartrazin yellow lake c6 thé gy ra mot sb
phan (mg di ing & mdt vai bénh nhan. Nén tham khéo y kién cta Bac si trude khi sir dung néu
tién sir da timg c6 phan g di ing v6i mau sunset yellow lake, tartrazin yellow lake.
Sir dung thude cho phu nir mang thai:
Nghién ctru trén dong vat khong thdy cac phan tmg bat loi ddi véi thai nhi. Cac cephalosporin
qua dugc nhau thai va dugc coi la an toan véi thai nhi, Nguy co trén thai ky theo FDA: mirc d6 B
Str dung thude cho phu nir cho con bu:
Thudc phén bd dugc vao trong stra me vi véy, sir dung than trong véi phu nit cho con bu.
Anh hwéng cia thude 1én kha nang lai xe va vin hanh may maéc:
Chua duoc nghién chu trén cac déi twong nay.
Twong tic ciia thude voi cac thube khéc va cac loai twong tac khac:
Tang tdc dung/djc tinh: Probenecid 1am ting ndng do cefditoren trong huyét twong do dé lam
ting tac dung/ddc tinh cua cefditoren.
Gidm tic dung: Céc antacid, thudc (e ché bom proton va thuée dbi khang thu thé H2 1am giam
hép thu cefditoren, vi vdy lam giam tac dung cua cefditoren.
Twong tdc véi thirc dn: thirc an lam ting hap thu cefditoren. Bita dn ¢6 nhiu m& c6 thé 1am sinh
kha dung ctia thude tang Ién tdi da.
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Tuong tdc vé xét nghi¢m: c6 thé gy ra phan mg Coombs truc tiép duong tinh, test ferricyanid
am tinh gia, test glucose niéu duong tinh gia khi dung Clinitest

Thubc trdnh thai

Cefditoren pivoxil khong anh huéng dén dugc dong hoc cua ethinylestradiol, thanh phan
estrogen trong hau hét cac thudc ngira thai ding duong udng.

Tac dung khong mong muon (ADR):

Céc tac dung khong mong mudn do cefditoren thuong nhe bao gom:

ADR > 10%: Tiéu chay.

1% < ADR < 10%:

Hé than kinh trung wvong: Pau diu

Noi tiét va chuyén héa: Tang glucose mau

Tiéu hoa: Budn nén, dau bung, chan an, non

Sinh duc: Viém am dao

Huyét hoc: Giam hematocrit

Thén: Tiéu ra méu, bach cau niéu

ADR < 1%: hiém gdp nhung nguy hiém hodc gdy de doa tinh mang

Suy thén cap, di tmg, dau khép, hen phé quan, giam calci mau, tang thoi gian dong mau, tang
glucose huyét, viém phdi k&, giam bach cau, ting kali mau, giam natri mau, nhlem nim, hoi
chiing Stevens — Johnson, triéu ching viém dai trang gia mac, xudt huyét giam tiéu cau, hoai tir
da nhiém déc.

Huwéng dan cach xir tri ADR

Néu qua min xay ra, nén ngimg thude, truong hop qui min ning, cin diéu tri hd tro (dung
epinephrine, oxygen, khang histamin, corticosteroid).

Giam tac dung ciia prothrombin c6 thé xay ra véi nhiing doi tuong ¢ nguy co (ngudi suy than,

suy gan, dinh dudng kém, st dung khang sinh kéo dai, diéu tri dai han thudc chong dong), cin
phai theo ddi thoi glan dong mau va bd sung vitamin K

Néu ¢6 co gidt, nging cefditoren va dung thudc chong co giat

Tiéu chay do C. difficile va viém dai trang mang gia, néu nhe chi can ngung thude. Vi cac
trudong hop vira va nang can truyén dich, dién giai, bd sung protein va diéu tri bang metr Mazol.
Thong bdo cho bdc si nhitng tdc dung khong mong mudn gdp phii khi sir dung thudc.

Qua liéu va cach xir tri:

Khong c6 thong tin vé viée ding qua lidu cefditoren pivoxil & ngudi. Tuy nhién, nhu cac khang
sinh beta-lactam khac, tac dung khéng mong mudn sau khi ding qua liéu bao gom budn nén, nén
mira, dau ving thugng vi, tiéu chay, va co giat. Tham phan mau co6 thé hd trg trong viéc loai bo
cefditoren khoi co thé, dic biét néu chuc néng than bi ton thuong (giam 30% nong do trong
huyét tuong sau 4 gio thdm phan mau)

Néu c6 bét ctr triéu chimg qua lidu nao thi ngung dung thubc ngay va théng bdo ngay cho bic si.

Cac dac tinh dwge lue hoe, dwge dong hoe

Duwoe lue hoe:

Cefditoren pivoxil la mot khang sinh ban tong hop nhém cephalosporin thé hé 3 duoc su dung
theo dudng udng dung trong dleu tri cac bénh nhiém khuédn cap tinh hodc dot cip cia viém phe
quan man tinh, viém phbi mic phai tai cong dong do cac vi khuin nhay cam gay ra, bao gom:

Haemophilus influenzae, Haemophilus parainfluenzae, Streptococcus pneumoniae nhay cam voi
penicillin, Moraxella catarrhalis, viém hong (Streptococcus pyogenes), nhiém tring da va t0
chirc da khong bién chimng (Staphylococcus aureus khéng co da khang, Streptococcus pyogenes)

Cefditoren bén viing véi nhiéu loai beta lactamase (bao goém penicillinase va mét 56
cephalosporinase) do céc vi khudn Gram am va Gram duong sinh ra. Tuong tu nhu céc
cephalosporm thé hé 3 hién nay (cefdinir, cefixim, ceftibuten, cefpodoxim) cefditoren ¢6 pho
khéang cac vi khudn Gram dm rong hon so véi cephalosporm thé hé thir nhét va thir hai. Hon nita,
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cefditoren tac dung vai cac vi khuin Gram duong t6t hon so vdi cac cephalosporin thé hé thir ba
khac vi cdu tric cefditoren c6 nhém methylthiazolyl, trong khi cac cephalosporin thé hé thir ba
khac khong co.

Co ché tac dung cua cefditoren pivoxil twong ty nhu céc khang sinh thudc nhoém cephalosporin
thé hé 3. Cefditoren pivoxil 1a mot tién thude (prodrug) 6 rat it tac dung khang khuan.

Cefditoren pivoxil dugc hép thu theo dudng tiéu hoa va bi thuy phan boi cac esterase dé giai
phéng thanh cefditoren c6 hoat tinh va pivalat vao trong mau. Cefditoren c6 tac dung trc ché tong
hop thanh té bao vi khuan bang cach gin vao mot hodc nhiéu protem gan pemc:]llm (penicillin
binding protein — PBPs) lam uc che bude cudi cung chuyén acid amin gira cac chudi peptld cua
tong hop peptldoglycan & thanh t& bao vi khuén, do do (rc ché sinh téng hop thanh t& bao vi
khuan. Vi khuan bi ly giai do hoat tinh cua cac emzym autolysin va murein hydrolase.

Duwoge dong hoc:

Hap thu: Cefditoren pivoxil dugc hép thu theo dudng tiéu héa va bi thuy phan boi cac esterase
thanh cefditoren ¢6 hoat tinh va pivalat vao trong mau. Khi ubng luc doi liéu 200 'mg cefditoren,

ndng do cao nhit dat dugc trong huyét tuong khoang 1,8 microgram/ml sau khi ubng 1,5 -3 gio.

Sinh kha dung khi ubng lac doi dat duge khoang 14% va tang 1én néu ubng cling bita an c6 nhiéu
md.

Phan bd: Thé tich phan bd 12 9,3 + 1.6 lit. Ty 1¢ gén véi protein huyét twong cia cefditoren la
88%.

Chuyén hoa va thai tru: Cefditoren khong bi chuyen hoa nhidu va bai tiét chinh qua nude tiéu
du6i dang khong ddi bing loc & cau thén va bai tiét & dng than. Thudc c6 thé dugce thai trir biang
loc mau ngoai than. Thoi gian ban thai cia thude khoang 1,6 gid va kéo dai hon & nhitng bénh
nhéan suy glam chirc nang than. Pivalat dugc hinh thanh do qua trinh thiy phén cefditoren pivoxil
s& két hop vdi cartinin trong méu tao thanh pivaloylcartinin va dugc bai tiét ra ngodi qua nudc
tiéu.

Doi tugng diic biét

Nguoi cao tuoi

Anh huéng cta tudi tac trén dugc dong hoc cua cefditoren dd dugce danh gia trén 48 46t %g
nam va nir tir 25 dén 75 tudi dugc cho uong 400 mg cefditoren pivoxil (ngay 2 lan) trong 7 ngay.

Céc thay ddi vé sinh 1y lién quan dén tudi cho thiy co sy gia ting nong do cefditoren trong huyét
tuong, cu thé 13 Cmax cao hon 26% va AUC cao hon 33% & cac dbi tuong tir 65 tudi trd 1én so
véi cac doi tugng tre hon. Nong do thanh thai cefditoren tur huyet twong thdp hon trén cac dbi
twgng > 65 tudi, voi thoi gian ban thai dai hon 16-26% so vdi dbi turong tré hon.

Do thanh thai cefditoren & thdn & nhitng bénh nhan tudi tir 65 trd 1én thdp hon 20-24% so véi
ngudi tre

Khéng cén diéu chinh lidu & nhitng bénh nhén cao tudi c6 chirc ning than binh thuong.

Gidi tinh

Anh hudng cta giéi tinh 1én duge dong hoc cua cefditoren da dugc dénh gia ¢ 24 nam va 24 nir
duge dung 400 mg cefditoren pivoxil (ngay 2 1dn) trong 7 ngay. Nong do cefditoren trong huyét
twong ctia nir gidi cao hon so v&i nam gidi, bang chimg la Cmax cao hon 14% va AUC cao hon
16%. D thanh thai cefditoren ¢ than ¢ nir gioi 1a thap hon 13% so v6i nam gioi.

Tuy nhién khong cén diéu chinh liéu theo gidi tinh.

Bénh nhdn suy than:

Dugc dong hoc cefditoren dugce nghién clru trén 24 doi tugng nguoi lon véi muc dd chirc nang
than khac sau khi dung cefditoren pivoxil 400 mg (ngay 2 lan) trong 7 ngay.

Viéc giam do thanh thai creatinin (CLer) c6 lién quan voi su gia tang ty 1¢ cefditoren khong lién
két trong huyét twong va giam ty 1€ thai trir cefditoren, din dén ndng do huyét twong cefditoren
cao hon & nhitng bénh nhén bi suy than.
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Khéng liéu cin didu chinh cho bénh nhén suy than nhe (CLer: 50-80 mL / min / 1.73m2). Khéng
nén ding hon 200 mg (ngay 2 lan) cho bénh nhan suy than trung binh (CLcr: 30-49 mL / min /
1.73 m2) va 200 mg (ngay 1 1an) cho bénh nhan suy thén ning (CLcr: <30 mL / min / 1.73 m2).
Thdm phdn mdu

Nghién cu duge dong hoc cefditoren & 6 nguoi trudng thanh bi bénh than giai doan cudi
(ESRD) dang duoc thim tach méau véi mot lidu duy nhat 400 mg cefditoren pivoxil la rit khac
nhau. Thoi gian ban thai trung binh 1a 4,7 gid va dao dong tir 1,5 dén 15 gio. Tham _phén mau (4
gio) loai bo khoang 30% cefdltoren va khong lam thay dbi thoi gian ban hity cudi cing. Liéu
thich hop cho bénh nhan ESRD chua dugc xéc dinh.

Bénh nhdn suy gan

Nghién ctru duge dong hoc cefditoren & 6 déi twong ngudi 16n ¢ bénh suy giam chirc ning gan
nhe (Child-Pugh A) va 6 truong hop suy gan trung binh (Child-Pugh B), sau khi dung cefditoren
pivoxil 400 mg (ngay 2 lan) trong 7 ngay, gia tri Cmax va AUC trung binh ¢ mirc cao hon mot
chiit (<15%) so v&i nhiing ngudi cé chire nang gan binh thuong. Khéng can diéu chinh liéu cho
bénh nhén suy gan nhe hoic trung binh (Child-Pugh A ho#c B). Dugc dong hoc cua cefditoren
trén nhimg nguoi bi suy gan nang (Child-Pugh C) chua dugc nghién clru.

Quy cach dong goi:

Hop 1 vi x 10 vién nén bao phim

Hop 2 vi x 10 vién nén bao phim

Hc}p 3 vi x 10 vién nén bao phim

Piéu kién bio quan:

Béo quan thude & noi kho thodang, nhiét do dudi 30°C tranh anh sang.

Han ding ciia thude: 36 thing ké tir ngay san xudt.

Tiéu chuén: tiéu chuin co so.

Tén, dia chi ciia co' s sin xuit:

CONG TY CP US PHARMA USA /

Lo B1 - 10, Dudng D2, Khu cong nghi¢p Tay Bac Cui Chi — TP. Ho Chi Minh — Vié(t\}ﬂa/m.

Moi thic méc va théng tin chi tiét, xin lién h¢ s6 dign thoai 028-37908860

TUQ.CUC TRUONG
pTRUGNG PHONC

Ghu Quic
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