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Chi djnh, chéing chi dinh, liéu dung cach diing, cac
théng tin khac: Xem td hutng dan bén trong hip. Bao
quan: Noi khd thodng, nhigt db dudi 30°C, tranh anh
sang. Tiéu chudn: Nha san xuat.

Thanh phan: Mdi vién nén dai bao phim chira: Cefixim
(dudi dang Cefixim tribydrat) 400mg. Ta dugc vd 1 vién. C EF'X' M 40 0 'US | ‘
Nha san xudt:
CONG TY TNHH US PHARMA USA
L3 B1-10, Buling D2, KCN Thy B4c
s Pranua usa Tl Chi, TRHCM

S8 16 SX (Batch No.):

SPK (Reg. No):

RX Prescription drug

cefFixim 400-us

Cefixim 400 mg

Keep out of reach of children.
Read the package insert carefully before use
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Composition: Each film costed caplet contains: Cefium (as

Cefixim tritydrat) 400mg. Excipients q.5 1 caplet. Indications, C EF IXIM 4

contra-indications, dosage, administration, more - 0 16 ‘3
Lok B1-10, € m;r y Be Cu Ch
CDNG TY

information: Please refer to enclosed package insert. Storage: Ls .
In a dry and cool place, below 30°C, protect from direct sunfight. u- F
Specification: Manufacturer.
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HQP CEFIXIM-400-US_H1x10v_VNP_PK_Size: 145 x 15 x 88 mm

RX  Thutc ban theo dan

cefFixim 400-us

Cefixim 400 mg

ceFixim 400-us
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Thanh phan: Mi vién nén dai bao phim chifa: Cefixim (dudi dang Cefixim trihydrat) 400mg. Ta dugc vd 1 vién. Chi dinh,
chéing chi dinh, liéu diing, cach ding, cac théng tin khac: Xem t& hudng din bén trong hdp. Bao quan: Nai khd thoang,
nhiét d6 dudi 30°C, tranh &nh sang, Tiéu chudn: Nha san xudt.

RX Prescription drug

cefFixim 400-us

Cefixim 400 mg

56 I& SX (Bakch Na.):
Ngay SX (MId.):
HO (Exp.):

SEK (Req. Noj:

OMPANY LIMITED
Sac Cu Chi (wHo/ GmP

” ‘ US PHARMA USA Box of 1 blister x

Compaosition: Each film coated caplet contains: Cefixim (as Cefixim trihydrat) 400mg. Excipients g.s 1 capet

contra-indications, d inistration, more information: Flease refer to enclosed packagp 6@5\.
a dry and cool place, below 30°C, protect from direct sunlight. Specification: Manufacturer. / t“ £ 3
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HOP CEFIXIM-400-US_H3x10v_VNP_PK_Size: 145 x 26 x 88 mm
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1 nen dai bao phim

ﬂ Thanh phan: M3i vién nén dai bao phim chira:

\ ! Cefixim (dudi dang Cefixim trihydrat) ...........400mg. C E FIXI M 40 0 ...U s

Té duoc vd 1 vién,

Chi dinh, chéng chi dinh, liéu ding, cach ding, cac théng tin khac:

¥em ti hudng dén bén trong hap. cbnc ¥ AT U FHARMA usa

Bao an: Nal kho higt 46 4 30°C, tra ST 6 B1-10, Duting D2, KL Tay Bdc
quan: Noi kho thoang, nhigt dg dudi 30°C, tranh anh sang. by T Y :_..-'_:-n_ et

Tiéu chufin: Nha san xuat.

RX  prescription drug

cefFixim 400-us

Cefixim 400 mg
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Composition: Each film coated caplet contains:
Cefixim {as Cefixim trihydrat) 400mag. C E F IXI M 4 0 ’ =t
Excipients q.5 1 caplet, Oq
Indications, contra-indications, dosage, administration, more v, "5\ 7
information: Please refer to enclosed package insert.

Storage: In a dry and cool place, below 30°C, protect from direct sunlight. A PHLRIA Ui
Specification: Manufacturer.
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CEFIXIM 400 -US

Vién nén dai bao phim Cefixim 400 mg

: errdai bao phim chita
Cefixim (Dudi dang Cefixim trihydrat) 400mg
Td dugc: Era gel, Avicel PH102, Crosscarmellose Sodium, Natri starch glycolate, Magnesi Stearat

» Aerosil, Hydroxypropylmethyl cellulose (HPMC) 606, Hydroxypropylmethyl cellulose (HPMC) 615, Titan dioxyt

*

Tale, DAu thdu diu.

Phén loai

CEFIXIM 400-US la khdng sinh thuoc nhém Cephalosporin thé hé thi I1I.

Duge luc

Dugc chit chinh ciia CEFIXIM 400-US 13 Cefixim, mot khéng sinh phé rong. PhS khang khu#n bao gdm:
Cdc vi khufin thudng gip trong nhiém khu&n hé hap :

Vi khuén Gram+ :

Streptococcus pyogenes , S. pneumoniae

Vi khuéin Gram- :

Céc true khudn Gram- k€ ci cdc chiing tao beta-lactamase nhu H. influenzae , M. catarrhalis ,

.C:ic vi khuéin khéc

Citrobacter diversus, Escherichia coli, Klebsiella oxytoca, Klebsiella pneumoniae, Proteus mirabilis, Proteus
vulgaris, Providencia rettgeri, Providencia stuarti, Salmonella sp., Shigella sp. va N. gonorrhoeae, .v.v.

Cd ché& tdc dung

Cefixim la thuSc diét khudn theo cd ch€ iic ch€ tdng hop véch t& bao vi khudn, vi vay vi khudn khéng thé tao dugc
véch t€ bao va s& bj vd ra dudi tac dung cda dp suiit thim thiu. Un di€m ndi bat ciia Cefixim 12 c6 tic dung manh
trén vi khudn Gram 4m va thuSc bén véi cdc men B-lactamase ciia vi khudn, nhd d6 trnh dudc sy dé khéng thudc.

Dude dong hoc

Cefixim 12 mdt trong s rdt it cephalosporin thé hé III ¢6 thé diing biing dudng udng.

Cefixim dugc phin bd vao cdc mo va dich co thé. Thudc lién két véi protein huyét tuong khodng 65%.

Thdi gian bdn hiy cia thudc khodng 3 — 4 gig & ngu‘d; ¢6 chifc nding than binh thudng va c6 thé kéo dai dén
6 — 11 gid d ngudi suy thén.

Cefixim khong bi chuyén hod & gan va dugc dao thii & dang nguyén ven qua thin. Vi vy ndng d6 thudc
trong nudc ti€u rit cao so vdi ngudng déu tri.

Chi dinh
CEFIXIM 400-US dugc sit dung trong céc trudng hgp nhiém vi khudn nhay cim vdi thudc

Nhiém tring dudng hé hap - Nhiém khudn tai mii hong, dic biét 1a viém tai gitta do Haemophilus influenzae
(nhitng chiing c6 hodc khong c6 ti€t beta- lactamase), Moraxella catarrhalis va S. pyogenes

Nhiém tring dudng hé hdp dudi nhu viém ph& quén do Streptococcus pneumoniae va Haemophilus influenzae
(nhitng chiing c6 hodc khéng ¢4 ti€t beta- lactamase)

Viém hong va viém amidan.

Nhiém tring dudng i€t niéu, nhv viém bang quang, niéu dao, viém than-b€ thin khong bién ching do
Escherichia coli va Proteus mirabilis.. \

Bénh 1du do Neisseria gonorrhoeae. [
Bénh thuong hén.

Doc ky hudng dén sit dung trude khi ding. Néu cdn biét thém thong tin, xin héi § kién bdc si. l

Thuéc nay chi diing theo su ké don ciia thiy thudc.

Liéu lugng va cich diung

Liéu dung va thdi gian ding thudc cho titng trudng hgp cu thé theo chi dinh clia Béc si diéu tri. Liéu ding thong
thudng nhu sau:

Thai gian diéu tri thong thudng 1a ti¥ 7 — 14 ngay.

Nguwi I6n va tré em trén 12 tuéi: Liéu diéu tri ngudi 16n 12 400mg/ngay trong trudng hop bi nhiém triing ning, ¢6 thé
ding 1 l4n hodc chia 1am 2 14n trong ngay.
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Tré em ti 6 thang dén 12 tudi: Liéu diéu tri clia tré em ti¥ 6 thang d€n 12 tudi 1a 8mg/kg/ngdy udng 1 1dn duy nhat
hon?c chia 1am 2 14n trong ngay. Mifc d6 an toin va hiéu qué ctia Cefixim chwa dugc ghi nhdn & tré em dudi 06 thing
tuoi.
Tré em trén 50 kg ding nhu liéu diing cho ngudi 16n.
Nguoi bj suy thdn: Cefixim c6 thé ding & ngudi bi suy thin.
Ding liéu binh thudng cho bénh nhin ¢é d¢ thanh thii creatinine 60ml/phiit hoic cao hon.
Nhitng bénh nhin c¢6 do thanh thai tir 21 — 60ml/phiit hodc ngudi dang chay thin nhin tao cé thé ding liéu 300
mg/ngdy vdi khodng cdch gidn liéu nhu binh thudng.
Nhitng bénh nhin ¢6 d6 thanh thai < 20ml/phiit hoic bénh nhin dang thim tich phiic mac c6 thé dung liéu 200
mg/ngdy vdi khodng cdch gidn li¢u nhu binh thudng.
Cach dung:
U6ng nguyén vién thude.
Chéng chi dinh :
Chéng chi dinh & bénh nhan ¢6 tién sit di (ing véi cephalosporin.
Thén trong
Bénh nhin c¢6 tién sk di ng véi penicillin va cdc cephalosporin khdc do ¢6 sy qué min chéo gita cdc khdng sinh
nhém beta-lactam, bao gdm: penicillin, cephalosporin va cephamycin.
Can thin trong khi diing Cefixim & ngudi ¢6 tién st bénh dudng ti€u héa va viém dai trang, nhit 1a khi dung kéo dai.
Liéu va/hoic s6 1in dua thudc cin phdi gidm & nhitng ngudi bénh suy thin
&i véi tré dudi 6 thing tudi, cho d€n nay chua cé dir liéu vé d6 an toan va hiéu lyc.

" D6i v6i ngudi cao tudi: Khong cin didu chinh liéu, trit khi ¢6 suy gidm chifc ning thin (d6 thanh thai creatinin <
60ml/phiit).
Phu nit mang thai: Chua cé nghién citu diy dii trén phu nif mang thai, khi nghién citu trén sic vat thi chua thdy 4nh
hudng gi dén bio thai. Vi vay, chi sit dung thudc khi thit cdn thi€t. Nguy cd trén thai ky theo FDA: mic d6 B.
Phu nit cho con bii: Hién nay, chua khing dinh chdc chdn cefixim ¢6 dugc phin bd vao sita hay khong. Vi vdy, nén
stt dung thudc cho phu nit cho con bii mgt cach than trong, c6 thé tam ngitng cho con bu trong thdi gian ding thudc.
Anh huéng dén khd nang ldi xe va vgn hanh mdy mée: Vi tic dung phy ctia thudc c6 thé gay chéng mit, nén cdn ONG T)
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than trong khi st dung cho ngudi 14i xe va vin hanh mdy méc. NHIEW H
Tuong tic thudc ’“H’M |
—  C#n trong d6i véi bénh nhan diing thudc khdng dong ciing véi Cefixim vi Cefixim c6 thé 1am ting thdi gian "
dong mdu.

—aet ]
54
— Thudc ¢6 thé giy phin @ng dudng gid khi xét nghném glucose bing phin ing oxy hod nhung khéng dnh  2:HOZ

hudng khi ding phdn ¥ng men.
Téc dung phu
Cefixim dugc dung nap t5t, cdc tic dung phu thudng nhe va c6 thé héi phuc sau khi ngung ding thudc.
huong gap: >
ieu hod : Triéu ching hay gip 12 fa chdy va phdn ndt, dau bung, non, budn non, ddy hoi, in khong ngon, kh6 .
miéng. RS loan tiéu héa thudng xdy ra ngay 1-2 ngay ddu diéu trj va ddp tng véi cdc thude diéu tri triéu ching,
hi€m khi phdi ngitng thudc.
Hé thin kinh trung vong: nhiic diu vi chéng mit, bon chdn, m4t ngd, mét mai.
Qud mdn: Ban 46, may day, s6t do thudc -
It gap: P
Tiéu héa: Ta chay ning do Clostridium difficile va viém dai trang gid mac.
Toan thén: Phin ¢ng, phit mach, hoi chung Stevens Johnson, héng ban da dang, hoai ti¥ thugng bi nhiém ddc.
Huyét hoc: Gidm ti€u cdu, bach ciu, bach ciu va acid thodng qua, gidm ndng d§ hemoglobin va hernatocrit.
Gan: viém gan v vang da, ting tam thdi AST, ALT, phosphatase kiém, bilrubin va LDH.
Thén: suy thin cp, tdng nitrogen protein huy€t va néng dd creatinin huy€t tuong tam thdi.
Tri¢u chiing khdc: Nhitng phan tng khéc c6 th€ x4y ra bao gom gdy ngita cd quan sinh duc va viém 4m dao.
Hiém gdp:
Huyét hoc: Thdi gian Prothrombin kéo dai.
Toan thin: Co giat.
Théng bdo cho Bdc sy nhitng tdc dung khéng mong muén gdp phdi khi sit dung thuéc.
Qui liéu va xif tri
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Khi qué liéu cefixim c6 triéu chifng co gidt. Do khéng ¢6 thudc diéu tri dic hiéu nén chi y&u diéu tri triéu ching

Khi ¢6 triéu ching qué lidu, phdi ngung thubc ngay va xif tri nhu sau: Rita da day, c6 thé diing thudc chéng co gidt
né€u c6 chi dinh 1dm sang. Do thuSc khdng loai duge bing thim phin m4du nén khdng chay thin nhin tao hay loc
mang bung.

Théng bdo cho Bdc sy nhiing tdc dung khong mong mudn g@p phdi khi sit dung thudc.

Dang trinh bay

Ho6p 2 vix 5 vién nén bao phim.

Hop 1vi x 10 vién nén bao phim.

Hop 3 vi x 10 vién nén bao phim.

Tiéu chuén

Tiéu chuin cd s3.

Han diing

36 thing k€ tif ngay sdn xudt.

Bdo quin

Bio quan thudc & ndi khé thodng, nhiét do dudi 30°C, trdnh dnh sdng.

D& thudc xa tdm tay tré em.

Nha sdn xuft

Cong Ty TNHH US Pharma USA.

.Lﬁ B1 - 10, Bu’dng D2, Khu cong nghiép Tdy Bic Cd Chi — TP. H6 Chi Minh — Viét Nam.

Mq: thic mdc va thong tin chi tiét, xin lién hé vé 56 dién thoai 08-37908860
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