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Kich thuoc:
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50 mm
80 mm

NHAN GOI MEDXIL 50

5518 5X:

MEDXIL 50

Mdi gdi chia C 50 mp
{dudi dyng Cefpodaxim proetil). T3 umc vila 6l 1 g
Each sachst containg Cefpodaxvime..... .50 mg
(as Cefpodoxima proxedl). Empwn!s a 5. I' s:u:ner
cHl BINH, LIEU LUGNG, CACH DUNG, CH mfﬁ cHl
pinH VA cAc THONG TIM KHAC VE skn

Xem 1) hung ddn sif dyng.

INDICATIONS, DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATION:
Plgase refer fo the package insarl.

TIEY CHUAN / SPECIFICATION: USP 36.

1. Cho bt thflc vio by vl mit @ mue, 2 Khufy dé
Pour e poder info 2 plesy wiltha Il wter. S fov 3 few seconds.
Bio quin noi kha, mit.
pf xa tdm tay tri em.

Doc ki hudng din sif dyng trwdc khi didng.
Store in 3 dry and cool plce. Keep out of resch of chigren
Read carefully tha leaflel befors use.

1 b3l / Manutactured by:
mae w PHAN DUJC PHAM GLOMED
GLOMED PHARMACEUTICAL COMPANY., Inc.
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MEDXIL 50

Cefpodoxim
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NHAN HOP MEDXIL 50

(HOP 12 GOI)

Kich thuac:

Dai:  55mm
Rong: 40mm
(ao:  84mm

& THUGC BAN THEQ BON

Gefpodmu

?

THUGC BOT BE UONG
Hop 12 g6ix 1,5¢

MEDXIL50 |

THANH PHAN: N3i géi chira

COTPOOONIM ..ovovoiseisasiosrennsrmimassmsens . 50 mg
(dusi dang Cefpodaxim nmaem;

T4 duge vila dd 1 goi.

cHl BINH, LIEU LUGNG, CACH DUNG,
CHONG CHI BIMH VA CAC THONG TIN
KHAC VE SAN PHAM

Xin doc 1 hudng din s dung

BA0 QUAN: DE ndi khd rio, trdnh 4nh sing,
nm!l 4 khéng qu! 30°C.

¥ ClA TRE EM

G DAN SU DYNG TRUOC

TiEu cHUkN: USP 36.
SOK:

S6 1 SX / Batch No.:
NSX /Mig. Dat:
HD /Exp. Date:

San xadh bi;

cONG T c PHAN DUGC PHAM GLOMED
29A Dai Lo Ty Do, KCN Vil Nam-Singapore,
Thudn An, Binh Duong

POWDER FOR ORAL USE
Box of 12 sachets of 1.5

{as Cefpodadme prosetil),

wums:_nuu: Each sachet contains

50 mg

Excipients q.5. 1 sachet.

INDICATIONS, DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER
INFORMATION:

Pleasa refer fo the packaga insert.
STORAGE: Store at the tempearature not more
than 30°C, in a dry place, protect from light.
KEEP OUT OF REACH OF CHILOREN.
READ CAREFULLY THE LEAFLET BEFORE
USE.

SPECIFICATION: USP 36.

Reg. No.:

BRI

GLOMED mnmcﬂmm Ca., loe.
29A Tu Do Bauevard, \rmm-shmm
Industrial Park,Thuan An, Binh Duong.

Grang Cim G

Cefpudmume

POWDER FOR ORAL USE
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NHAN HOP MEDXIL 50

Kich thudc: (HOP 50 GOI)
Dai: 110 mm
Rong: 55 mm
(ao: 84 mm

THUGC BOT BE UONG
Hop 50 g6ix 1,99

—
4 B0
MEDXIL50

THANH PHAN: M3i géi chia

Cefpodoxim ....covewsrmrrsenss

(dudi dang Cefpodoxim proxetil),

T4 duge vita db 1 gél.

CHI DINH, LIEU LUGNG, CACH DDNG, CHONG
CHI DINH VA CAC THONG TIN KHAC VE SAN
PHAM: Xin dgc tb hudng dXn si dung.

BAO QUAN: BE ndi khd réo, trinh 4nh séng,

nhigt db khong qué 30°C.

DE %A TAM TAY CUA TRE EM.

DOC KY HUGNG DAN SU DUNG TRUGE KHI DONG.

TIEU CHUKN: USP 38,
SBK:

S4 16 SX / Batch No.:
NSX / Mfg. Date:
HD / Exp. Date;

Sdn xudt b,

cONG TY I:d PHAN ougc PH‘M GLOMED
294 Bai LY Ty Do, KCN Vigt Nam-Singapore,

Thugn An, Binh Duong.

& PRESCRIPTION ONLY

POWDER FOR ORAL USE
Box of 50 sachets of 1.5 g

MEDXILS0

COMPOSITION: Each sachet contains
Cefpodaxime 50 mg
(as Cefpodoxime proxetif).

plents q.s. 1 sachet.
INDICATIONS, DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMA-
TION: Please refer to the package insert.
STORAGE: Store at the temperature not more
than 30°C, in a dry place, protect from light.
KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE.
SPECIFICATION: USP 36.
Reg. No.:

RRNARI

Manufactured by:

GLOMED PHARMACEUTICAL COMPANY, Inc.
29A Tu Do Boulevard, Vietnam-Singapore
Industrial Pal‘x,Tru.nr_l An, Binh Duong.

Ngay,22 thangosnam 2045
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NHAN HOP MEDXIL 50

(HOP 100 GO1)

Kich thuéc:
Dai: 110 mm
Rong: 105 mm
(ao: 84 mm

wixopodja

& PRESCRIPTION ONLY

THUGC DUNG CHO BENH VIEN

/

Cefpodoxim

THUGC BOT BE UGNG
Hop 100 géix 1,59

THANH PHAN: M3i g6i chira

Cefpodoxim 50 mg (duti dang Cefpodoxim proxetil).

Té dugc vira di 1 goi. i

CHI BINH, LIEU LUGNG, CACH DUNG, CHONG CHI BINH VA CAC
THONG TIN KHAC VE SAN PHAM: Xin doc t hutng dan s dung.
BAO QUAN: D€ noi kh6 rdo, tranh dnh séng, nhiét d§ khong
qué 30°C, il

DE XA TAM TAY CUA TRE EM.

DOC KY HYGNG DAN SU DYNG TRUGC KHI DUNG.

TIEU CHUAN: USP 36, SPK:

S6 16 SX / Batch No.:

NSX / Mfg. Date:
HD / Exp. Date:

Sén xudt bdi;
cONG TY Bﬁ PHAN pugc PHAM GLOMED
29A Dai L) Ty Do, KCN Viét Nam-Singapore, Thudn An, Binh Duung.

POWDER FOR ORAL USE
Box of 100 sachets of 1.5 ¢

COMPOSITION: Each sachet contains

Cefpodoxime 50 mg (as Cefpodoxime proxetil).

Excipients q.s. 1 sachet.

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND
OTHER INFORMATION: Please refer to the package insert.

STORAGE: Store at the temperature not more than 30°C, in a dry place,
protect from light.

KEEP OUT OF REACH OF CHILDREN,

READ CAREFULLY THE LEAFLET BEFORE USE.

SPECIFICATION: USP 36. Reg. No.:

BRI

Manufactured by:
GLOMED PHARMACEUTICAL COMPANY, Inc.
29A Tu Do Boulevard, Vietnam-Singapore Industrial Park, Thuan An, Binh Duong.

Ngay2.2thangoindam 2045
P. Tdng Giam Badc
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POWDER FOR ORAL USE
Box of 100 sachets of 1.5 g
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TO HUOGNG DAN SU DUNG

MEDXIL® 50
Cefpodoxim
Thubc bt a4 udng

1. Thanh phin

MG@i géi chira:

Hoat chdt: Cefpodoxim 50 mg (dudi dang cefpodoxim proxetil).

Td duege: Croscarmellose natri, hypromellose, copovidon, dudng triing, natri citrat, acid citric, cellulose vi tinh thé va
carboxymethylcellulose natri, sucralose, bot mui tutti frutti, silic dioxyd thé keo.

2. Mé ta sin phim

MéEDXIL 50 dugc bao ché dudi dang thudc bdt diing dé udng chira cefpodoxim proxetil, mgt khang sinh thugc nhém cephalosporin
theé hé 3.

V& héa hoc, cefpodoxim proxetil 12 1-[(isopropoxycarbonyl)oxy]ethyl ester of (2)-7-[2-(2-amino-1,3-thiazol-4-yl)-2-
methoxyiminoacetamido]-3-methoxymethyl-3-cephem-4-carboxylic acid. Cong thirc phén tir 14 C3,H27NsOgS,, va phén tir lugng 12
557,61. Cefpodoxim proxetil cé cong thirc cau tao nhu sau:

| H H
N v .S

\ E . .
A N A __OCH;
70 CHy O CHy

. S—<NHz o) o)\o’u\o)\cug

M&i g6i MEDXIL 50 chira cefpodoxim proxetil tuong duong 50 mg cefpodoxim.
3. Dugec luc hgc va dugce djng hoc
Duge lire hoc
Cefpodoxim 14 khéng sinh bén téng hp thuc nhém cephalosporin thé hé thir 3. Cefpodoxim téc dyng bing cich trc ché tdng hop
vich té bao vi khuén, Cefpodoxim bén v6i men beta-lactamase. V1 vy, nhiéu chiing khéng penicilin va cephalosporin, do tit beta-
lactamase, c6 thé nhay cam véi cefpodoxim. Cefpodoxim c6 thé bj mét hoat tinh boi mot vai beta-lactamase phd rong.
Cefpodoxim tac dung hau hét trén céc ching vi khudn cé in vitro va trén 1dm sing nhu:

. Chc vi khuén Gram duong hiéu khi, gdm: Staphylococcus aureus (ké ca cac ching sinh penicilinase), Staphylococcus

saprophyticus, Streptococcus pneumoniae (trir cdc chung khéng penicilin), Streptococcus pyogenes.

. Céc vi khun Gram 4m hiéu khi, gdm: Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis, Haemophilus influenzae (ké
ca céc ching sinh beta-lactamase), Moraxella catarrhalis, Neisseria gonorrhoeae (k€ ca céc chiing sinh penicilinase).

Cefpodoxim khong c6 téc dung trén Pseudomonas va Enterobacter, Enterococci, Staphylococci khéang methicilin.

Dirgec djng hoc Q
- Cefpodoxim proxetil dugc hép thu qua dudng tiéu héa va dugc chuyén hoa bi céc esterase khong dic higu, c6 thé tai thanh rudyes]
thanh chét chuyén héa cefpodoxim c6 tac dung. =

- Kha dung sinh hoc ciia cefpodoxim khoang 50%. Kha dung sinh hoc ndy ting Ién khi dung cefpodoxim cing vdi thirc &n. Aci

dich vi thap 1am giam hép thu thudc. Nira doi huyét twong cua cefpodoxim 1a 2 dén 3 gidr ddi v6i ngudi bénh c6 chirc nang th

binh thudmg va kéo dai hon & ngudi bj thiéu nang thén.

. - Sau khi ubng mét liéu cefpodoxim, & ngudi 16n khoe manh cd chirc ndng thén binh thudmg, ndng d¢ dinh huyét tuong dat duge w
trong vong 2-3 gid va c6 gié trj trung binh 1,5 microgam/ml, 2,5 microgam/ml va 4 microgam/ml v6i cdc lidu tuong tmg 100 mg, \
200 mg, 400 mg. Cefpodoxim dat ngng db diéu trj trong dudmg hd hép, tiét nigu-sinh duc va mét. Khoang 20-30% cefpodoxim
lién ket vdi protein huyét tuong.

- Thubc duge thai trir trong nudéc tidu dudi dang khong ddi qua loc ciu than va bai tiét qua éng thin. Khodng 29-33% liéu dung
dugc thai trr trong vong 12 gids & ngudi 16n ¢6 chirc nang thén binh thudng. Khdng xay ra bién ddi sinh hoc & thén va gan. Thube
bj thai loai & mirc do nhit dinh khi thim tach m4u.

4. Chi djnh

Diéu trj c4c nhiém khuén thé nhe va vira do c4c vi khuén cdn nhay cim gy ra bao gdm: 1

- Nhi&m khuan dudng hd hp dudi, ké ca viém phdi méc phai & cong ddng do S. pneumoniae hogc H. influenzae k€ ca céc chiing
sinh beta-lactamase, va dot kich phét cfp tinh cia viém phé quan man do S. pneumoniae v H. influenzae khong sinh beta-
lactamase, hodc M. catarrhalis.

- Nhim khuén dudng hd hép trén nhu viém hong va viém amidan do Streptococcus pyogenes.

- Viém tai gitra cép do S. pneumoniae hoc H. influenzae ké cé cic chung sinh beta-lactamase, hofic B. catarrhalis.

- Nhiém khuén da va céc td chirc da chua bién chimg do Staphylococcus aureus hofic Streptococcus pyogenes. !

- Nhiém khuén tiét niéu chua bién chirng nhu viém bang quang do Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis,
ho#c Staphylococcus saprophyticus.

- Bénh 14u cp chua bién chimg & nigu dao hofic cb tir cung do Neisseria gonorrhoeae.

5. Liéu diing v cdch ding

Liéu ding: Tinh theo ham lugng hoat chét cefpodoxim.

Ngudi I6n va tré em trén 12 tudi:

- Dot kich phat chp tinh ciia viém phé quan man hofic viém phéi méc phai & cong ddng: 200 mg /lén, ngy 2 ln, trong 10 ngdy
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hofic 14 ngay tuong Umng.
- Viém hong, viém amidan hogc nhiém khudn tiét nigu chua bién chimg: 100 mg/lén, ngay 2 I4n, trong 5-10 ngdy hofic 7 ngdy
tuong Ung.
- Nhi&m khuén da va céc té chirc da chua bién chimg: 400 mg/lén, ngdy 2 In, trong 7-14 ngdy.
- Bénh I4u cép chua bién chimg: li¢u duy nhét 200 mg.
Tré em du6i 12 tudi:
- Viém tai gitra cAp & tré em tir 5 théng dén 12 tudi: 5 mg/kg/lén, ngdy 2 1&n (t6i da 200 mg), hogc 10 mg/kg/lan, ngdy 1 I4n (t6i da
400 mg), trong 10 ngay.
- Viém phé quan, viém amidan § tré em tr 5 théng dén 12 tudi: 5 mg/kg/lén, ngay 2 lan (tdi da 100 mg), trong 5-10 ngay.
- C4c nhiém khuén khac:
. Tré em trén 9 tudi: 100 mg /1én, ngay 2 I4n.
. Tré em duéi 9 wdi: 5 mg/kg/lén, ngdy 2 14n (ti da 100 mg).
Tré nho du6i 15 ngay tudi: khong duge khuyén ding.
Bénh nhén suy thin:
Nén giam lidu déi v6i bénh nhén suy than.
- Déi v&i ngudi bénh c6 do thanh thai creatinin it hon 30 ml/ phit, va khong thdm tach mau, ubng lidu thudng ding, cich mdi 24
gidr.
- Ngudi bénh dang thdm tach méu, udng liu thudng ding 3 lan/tufn.
Céch dung:

Nén ubng thudc ngay sau bira an. : /

Dung thubc ngay sau khi pha.

. 6. Chéng chi djnh
Bénh nhén c6 tién sir qua mén véi céc khéng sinh thugc nhém cephalosporin hogc rdi loan chuyén héa porphyrin.
7. Luu ¥ va thin trong
Khong dung chung véi bt ky thudc ndo khéc c6 chira cefpodoxim.
Diing cefpodoxim dai ngay c6 thé 1am phat trién qué mirc cdc vi khuén khdng nhay cam.
Thén trong khi dung thudc trén bénh nhén suy thén, tién s dj g véi penicilin.
Sir dung trén phu nir c6 thai va dang cho con bi: Chua cé 56 liéu nghién ciru dﬁy dii v& mirc dd an toan khi dung cefpodoxim
trén ngudi mang thai, do 6 phy ni¥ ¢6 thai chi nén ding thube nay khi thét cén thiét. Cefpodoxim c6 thé bai tiét trong sira me. Vi
thudc c6 thé gay phan (mg nghiém trong cho tré nhd b m¢, do vay khong nén dung thubc trong thdi gian cho tré b hogc nén
ngimng cho tré b khi dang diéu trj véi cefpodoxim.
Anh hudng ciia thudc 1én kha niing didu khién tau xe va viin hanh mdy méc: Khong c6 béo céo.
8. T4c dyung khéng mong mudn
Thudng gdp, ADR > 1/100 |

Tiéu héa: Budn ndn, nén, tiéu chay, dau byng. 17549;
Chung: Pau déu. '
Phan (mg dj tmg;: Phat ban, ndi may day, ngira. ING TY
It gap, 11000 < ADR < 1/100 )|PHAN
Phén img dj img: Phan tmg nhu bénh huyét thanh véi phét ban, s6t va dau khép va phan g phan v¢. "‘;;’AHE‘

. Da: Ban do da dang.

Gan: Réi loan enzym gan, viém gan va ving da & m4t tam thdi. -

Hiém gap, ADR < 1/1000 US| -‘_5};
Mau: Tang bach cdu va eosin, réi loan vé mau. s
Thén: Viém than k& c6 hdi phyc.

Thén kinh trung wong: Tang hoat dong, khé ngt, chéng mat hoa mit.

Ngung sir dung va hoi kién bdc st néu: Xay ra tiéu chay, ndn va budn non.

Théng béo cho béc si nhimg tic dung khéng mong muén gip phai khi ding thudc.
Huéng din xir tri ADR: Ngimg diéu trj bing cefpodoxim.

9. Tuong téc ciia thubc véi cdc thudc khéc va céc loai twong tic khic ,
Céc thudc khéng acid va cac chét d6i khang thy thé histamin H, 1am giam hép thu cefpodoxim. A
Probenecid trc ché thai trir cefpodoxim qua thén. ‘
Dung ddng th¥i cefpodoxim vdi céc thubc gy doc than c6 thé 1am ting nguy co djc tinh trén thén.

10. Qué liéu va xir tri 3
Triéu chimg: Phin 16n thudc chi gy ndn, budn non, dau viing thugng vj va tidu chay. y
Xie tri: :

- Khong c6 thubc gidi doc dic hiéu, trudng hop qué lidu nén tién hanh rira da day dé logi phan thudc chua hép thu ra khoi co thé.

- Thém ph&n mAu hay th&m phén phic mac c6 thé gop phin 1am giam ndng d§ cefpodoxim, dic bigt trong trudng hgp c6 ton
thuong chirc nang than. Tuy nhién, chi yéu viéc didu trj qua liu 12 h§ trg hogc giai quyét trigu chimg.

11. Dang bao ché va déng géi

Hop 12 g6i x 1,5 g thudc bot dé udng.

Hop 20 g6i x 1,5 g thudc bot dé udng.
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Hop 50 g6i x 1,5 g thudc bot dé ubng.

Hop 100 géi x 1,5 g thubc bot dé udng.

12. Didu kién bio quin: D& noi khd réo, tranh 4nh séng, nhigt do khdng qué 30°C.
13. Tiéu chudn chit lugng: USP 36.

14. Han ding: 24 théng ké tir ngdy san xuét.

THUOC BAN THEO PON
PE XA TAM TAY CUA TRE EM
PQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI

San xuft boi: CONG TY CO PHAN DUQC PHAM GLOMED

Dia chi: S4 29A Pai 1§ Ty Do, KCN Viét Nam — Singapore, Thugn An, Binh Duong.
DT: 0650. 3768824 Fax: 0650. 3769095

Ngaydl théng 05 ndm 2015
P. Téng gidm dbc

pTRUONG PHORZ
V\?g{ygn %E{ %ﬂ AN




