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2. Nhan trung gian:
a). Nhin hop 10 géi x 2 g thude bot.
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Lin daus 8. 0dud 2042

GMP-WHO

Cefixim-pomesco

Cefixime 100 mg

10 sachets x 2 g powder

THANH PHAN: M3i g6 2 g chita

- Cefixim trihydrat tugng duong
Cefixim 100 mg

- Ta dupc vila di 1 géi

CHi BINH, CACH DUNG & LIEU DUNG,
CHONG CHI BINH, TUONG TAC
THUGC, TAC DUNG PHU VA NHUNG
pIEU CAN LUU ¥: Xin doc trong to
hudng dén sU dyng.

BAO QUAN: Dusi 30°C, trdnh dnh sdng
tnjc tigp

BB e
TIEU CHUAN AP DUNG: TCCS

DE XA TAM TAY CUA TRE EM
DOC K¥ HUONG DAN SU DUNG TRUGC KHI DUNG

D

COMPOSITION: Each sachet 2 g contains

- Cefixime trihydrate equivalent to
Cefixime 100 mg

- Excipients s.q.f one sachet

INDICATIONS, DOSAGE AND METHOD
OF ADDMINISTRATION,
CONTRAINDICATIONS, INTERACTIONS,
SIDE EFFECTS AND OTHER
PRECAUTIONS: Read the package insert.

GMP-WHO

Cefixim-pomesco

Cefixim 100 mg

10 géi x 2 g thue bt

STORAGE: Below 30°C. protect from
direct light

REGISTRATION NUMBER
MANUFACTURER'S SPECIFICATION

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTIONS BEFORE USE

Cefixim-pomesco

Cefixim 100 mg

CONG TY ¢O PHAN XUAT NHAP KHAU Y TE DOMESCO
DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP
66 Oufc ¥ 30 - TP. Cao Lanh - Bdng Thip
66 Mational road 30 - Gao Lanh City - Dong Thap Province
(Bat ching nhdn IS0 9001 : 2008 & ISOAEC 17025)
{Achieved 150 9001: 2008 & ISOANEC 17025 certiflcation)
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THANH PHAN: Mi géi 2 g chila

- Cefixim trihydrat tuong duong
Cefixim ...

-Ta dugcwiradl ...,

100 mg
.. 1gol

CHi BINH, CACH DUNG & LIEU DUNG,
CHONG CHI BINH, TUONG TAC
THUOC, TAC DUNG PHU VA NHONG
BIEU CAN LUU ¥: Xin doc trong ti
huting dan st dyng.

COMPOSITION: Each sachet 2 g contains

- Cefixime trinydrate equivalent to
Cefixime 100 mg

- Excipients s.q.f one sachet

INDICATIONS, DDSAGE AND METHOD
OF ADDMINISTRATION,
CONTRAINDICATIONS, INTERACTIONS,
SIDE EFFECTS AND OTHER
PRECAUTIONS: Read the package insert

GMP-WHO

Cefixim-nomesco

Cefixime 100 mg

12 sachets x 2 g powder

BAO QUAN: Dudi 30°C, trénh anh sang
tryc tidp

SDK :

TIEU CHUAN AP DUNG: TCGS

BE XA TAM TAY CUA TRE EM
BOC K¥ HUGNG DAN S0 DUNG TRUSC K DUNG

GMP-WHO

Cefixim-pomesco

Cefixim 100 mg

12 goi x 2 g thudc bt

STORAGE: Below 30°C, protect from
direct light

REGISTRATION NUMBER
MANUFACTURER'S SPECIFICATION

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTIONS BEFORE USE

Cefixim 100 mg

IXIM-DOMESCO

66 Qufic 1§ 30 - TP. Cao Lanh - Bdng Thip
66 Mational road 30 - Cao Lanh City - Dong Thap Province

=
(Bat chéng nhdn IS0 9001 ; 2008 & |ST/EC 17025)

(Achieved IS0 9001 2008 & ISOAEC 17025 certification)

cONG TY CG PHAN XUAT NHAP KHAU ¥ TE DOMESCO
DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP
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MAU NHAN

1. Nhiin tryc ti€p trén don vi déng géi nhé nhat:

a).

Nhin gé6i 2 g thudc bot.

THANK PRAN; i 6o 29 cihia

- Cafimm tohydral heng dumng Cetivim 100 mg
- Té duc vim du g
CHI DINH:

- Mhim khuln dubng it nidy khding bifn ching do cie ching ahay cam
E col hoic Prodevs muabihs, do tng kholn Gram Am ahy Gtrobacter

misrobacter spp, Al
than — bé thir va

sia spp. . Profaus £p0
m khidn dubng 8t nu ca bin ching do

SIeptocoCouS D)CNES
- Viém hong va amidan do S
Vidm pofl quin cip va

Erdu tn bdnh W chia cé bdn ching do
thuong hin do Saimonelia fyphr, binh ly do S

CACH DUNG & LIEU DUNG: Ding g

* Mguon lgn va trd am trdn 12 bl (> 50 kg cin ndng) 200 mg x 2 idn/
ngiy hodc 400 mpingay

- DU 1ri 1 khieg bibn ching do fisisss
AD0 mpngdy. o thl slng lifu cao hon 800 mg gy
* Trd trdn 6 thang oén 12 ol 8 mp/kgmgay. dung 1 ln hadc chea lam 2
iin

* Lidy cho nguts suy thiln

- Nguis B cd 0B thanh i) creatinn 21 - B0 miipait dung leéy 300mg/
ngdy, nifiu 99 thanh thii creatinin < 20 mipnle: Ding 200mgMmpdy Hhdng
cdn b sung I Cetixim cha nguis bénh chay 1hAn nhin tao v oo ming
oung

sarin

nogae Liflu diay nnft

BAD QUAN: Dt 30 C trinh dnh sing trut bdip

T | miw chukn AP DUNG: TCCS

OF XA TAM TAY U TRE EM
0O KT FUGNG DA 5 DUNG TRUGC ki DUNG

WAy 5 - 50 108X - Ho

'

3 GMP-WHO
; Gai 2 g thusc bt

Cefixim-nomesco

Cefixim 100 mg

66 Cuiic i 30 - TP, Cao Linh - Ding Thap DOMESCO
Bt chimg nhin IS0 9001 - 2008 & ISOVEC 17025)
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3. Toa hwéng dén sir dung thudc:

Toa hudng dén sic dung thubc:
CEFIXIM - DOMESCO 100 mg

* Thanh phin: M3i géi 2g chira

- Cefixim trihydrat trong AUong CefiXim.........covruerrieriin it e lOOmg
- T4 duge: Tinh bdt mi, Mannitol, Avicel, Croscarmellose sodium, Acesulfam K, Povidon, Bt mii déu,
BHORILL . o+ svveemomommmmesansin b os L E S e o P T T A A AR A S S VA TS YT ¥ TS A R A SRR 458 vira du 1 géi

* Dang bao ché: Thudc bot.

* Qui cAch dong gbi: e i

- Hop 10 goi x 2g }.LL/

-Hop 12 gbix 2g

* Duge lye hoc: , . . .
Cefixim 12 khéng sinh cephalosporin thé h¢ 3, dugc dung theo dudng ubng. Thude ¢6 tac dung diét khuan. Co ché di¢t khudn
ciia Cefixim 12 gn vao céc protein dich (protein gén penicillin) gy irc ché qu4 trinh tong hop mucopeptid & thanh té bao vi
khun. Co ché khang Cefixim cua vi khudn 1a gidm 4i lyc cia Cefixim ddi v6i protein dich hogc giam tinh thim cia mang té
bao vi khuén déi véi thube. Cefixim c6 dd bén vimg cao dbi vai syr thiy phin cia beta-lactamase ma hoa béi gen ndm trén
plasmid va chromosom. )

Cefixim c6 téc dung ca invitro va trén 1m sing v6i hiu hét cac ching cla cac vi khuan sau déy:

- Vi khuén Gram (+): Streptococcus pneumoniae, Streptococcus pyogenes.

- Vi khuén Gram (-): Haemophilus influenzae (tiét hodc khéng tiét beta-lactamase), Moraxella catarrhalis (da sb tiét beta-
lactamase), Escherichia coli, Proteus mirabilis, Nesseria gonorrhoeae (tiét hodc khong tiét penicilinase). )

Cefixim khong c6 hoat tinh d6i voi Enterococcus, Staphylococcus, Pseudomonas aeruginosa va hédu hét céc ching
Bacteroides va Clostridia.

* Dwge dong hoe:

Sau khi udng mot lidu don Cefixim truéc hoac sau bira an, chi c6 30 — 50% liéu duge hép thu qua dudng tiéu hoa. Thirc &n
c6 thé 1am giam hép thu cia thube. Néng do dinh trong huyét twong 12 2 pg/ml (d8i véi lidu 200mg), 3,7 pg/ml (déi voi liéu
400mg) va dat sau khi ubng 2 — 6 gits. Nira doi trong huyét twong thutmg khoang 3 — 4 gi¢r va c6 thé kéo dai khi bj suy than.
Khoang 65% Cefixim trong mau gan vai protein huyét tuong.

Thubc qua dugc nhau thai. Thubc c6 thé dat ndng dd twong ddi cao & mét va nude tiéu. Khoang 20% lidu udng duoc dao thai
& dang khong bién di ra nuéc tiéu trong vong 24 gidr. 60% lidu ubng dao thai khong qua than, mdt phén thuée duge dao thai
tir mét vao phan. Thubc khong loai dugc bing thdm phén mau.

* Chi djnh: .

- Nhiém khuén duong tiét niéu khong bién chimg do céc ching nhay cam E.coli hodc Proteus mirabilis, do tryc khuan Gram
am nhu Citrobacter spp.. Enterobacter spp,. Klebsiella spp,. Proteus spp.

- Viém thén — bé than va nhidm khuin dudng tiét niéu c6 bién chimg do cic Enterobacteriacece nhay cim.

- Viém tai gitra do Haemophilus influenzae, Moraxella catarrhalis, Streptococcus pyogenes.

- Viém hong va amidan do Streptococcus pyogenes.

- Viém phé quan cép va man do Streptococcus pneumonia, hoiic Haemophilus influenzae, hodc Moraxella catarrhalis.

- Viém phéi méc phai tai cong ddng thé nhe va vira.

- Pidu trj bénh l4u chua c6 bién ching do Neisseria gonorrhoeae; bénh thuong han do Salmonella typhi; bénh ly do Shigella
nhay cam.

* Chbng chi dinh:

- Tién sir qua mén véi Cefixim hofic v6i cic khang sinh thugc cephalosporin.

- Tién sir séc phéan vé do penicillin. ¢
* Thén trong: E
- Trudc khi diéu trj cAn tim hiéu xem bénh nhén c6 tién sir dj (ng véi penicillin v& céc cephalosporin khéc do dj img chéo=
gitra c4c khéng sinh nhom beta-lactam. 2
- Trénh diing kéo dai nhim tranh tao ching khang thudc. 7
- Thin trong & bénh nhéin c6 tién sir bénh dudng tiéu hoa va viém dai trang. Ngimg thudc va diéu trj bing khang sinh khac
néu xay ra tiéu chay ning do Clostridium difficile & rut khi ding Cefixim kéo dai. Tiéu chay 1 - 2 ngdy ddu chi yéu 1a do
thuc, néu nhe khong cdn ngimg thubc. Cefixim con lam thay dbi vi khuén chi & rugt.

- Giam liéu & bénh nhén suy than.

- Phy nir ¢6 thai va cho con bt

- Tré duéi 6 thang tudi. :
* Twong téc thude:

- Probenecid 1am tang ndng d¢ dinh va AUC ciia Cefixim, giam d0 thanh thai ctia than va thé tich phan b6 cua thude.

- Diing ddng theri v6i cac thudc chéng dong warfarin lam ting thoi gian prothrombin, c¢6 hogc khéng kém theo chay méau.

- Cefixim 1am tang ndng d¢ carbamazepin trong huyét twong,

- Diing ciing liic Cefixim va nifedipin 1am ting sinh kha dung ciia Cefixim biéu hién bing tang ndng d¢ dinh va AUC.

* Téc dung phuy:

- Thuong gip: R&i loan tiéu hoa nhu tidu chay, dau bung, non, budn non, ddy hoi, an khong ngon, khé miéng, dau déu, chong
mdt, bdn chdn, mit ngt, mét méi, ban d6, may day, sot.

- [t gap: Tiéu chay ning do Clostridium difficile, viém dai trang gia mac, phan vé&, phi mach, hoi chimg Stevens-Johnson,
héng ban da dang, hoai tir thugng bi nhiém dgc, giam tiéu cdu, bach chu, bach ciu ua acid thoing qua, gizm néng do
hemoglobin va hematocrit, viém gan, vang da, suy than cép, viém va nhiém nim Candida am dao.

- Hiém gip: Thoi gian prothrombin kéo dai, co gijt.

Thoéng bao cho Béc si nhirng tac dung khong mong mudn gap phai khi sir dung thude.

* Phu nif ¢6 thai va cho con bi:

C#n thin trong khi str dung thube cho phu nir cé thai va cho con ba.

* S 5
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* Thube khéng dnh huéng khi 14i xe va vin hanh miy méc.

* Ciich diing va lidu dimg: Ding udng )

* Ngudi 16n va tré em trén 12 tudi (> 50 kg can ning): 200 mg x 2 lan/ngay hogc 400 mg/ngdy. . .

- Diu trj 13u khong bién chimg do Neisseria gonorrhoeae: Liéu duy nhat 400 mg/ngdy, c6 thé dung liu cao hon 800
mg/ngay.

*Tre trgrl 6 thang dén 12 tudi: 8 mg/kg/ngdy, dung 1 14n hofic chia 1am 2 lan.

* Lidu cho ngudi suy than: :

- Ngudi 16m c6 do thanh thai creatinin 21 - 60 ml/phit ding liéu 300mg/ngay; néu do thanh thai creatinin < 20 ml/phut: Ding
200mg;’n§ay. Khong cin bd sung liéu Cefixim cho ngudi bénh chay than nhin tao va loc mang bung.

* Qua lieu va xir tri:

Triéu chimg qué lidu c6 thé 1a co giat. Do khong c6 thubc diéu tri dic hiéu nén chu yéu diéu trj trigu chimg. Khi 6 trigu
chimg qué liéu, phai ngimg thudc ngay va xir tri nhu sau: Rira da day, c6 thé diing thubc chéng co giat néu c6 chi dinh lim
sang, Dté thubc khong loai duge bing thdm phén méu nén khong chay thin nhén tao hay loc mang bung.

* Khuyén cdo:

-Doc I{? hwéng diin sir dung trude khi ding, néu cin thém thong tin xin hoi y kién Béc si.

- Thuéc naty chi diing theo don ciia Béc si.

- Dé xa tAm tay tré em.

%
* Bdo quén: },d’
- Duéi 30°C, tranh 4nh séng tryc tiép. /
- Han diing: 24 thang ké tir ngdy sn xuét.
Tiéu chufin: Tiéu chuén co so.

Noi sdn xudt va phén phéi:

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO

Dia chi: 66 - Quéc 15 30 — Phudng My Phti — TP Cao Lanh — Pdng Thap
Dién thoai: ( 067) — 3859370 - 3852278

e/lfguye;z Vi Chank




