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NHAN Vi MEDXIL 100

Kich thuéc: (VI10VIEN)
Dai: 105 mm
Cag:  58mm

. BOYTE
CUC QUAN LY DUGC
pA PHE DUYET PSS

S8 18 5% HD
3 A . y “'M: Jalﬁ il —
La“ dauuqu| " " o MED! Llﬂn
Cefpodoxim 100 mg CTY €O PHAN DUDC PHAM GLOMED
1 (dufii dang Cefpodoxim proxetil) GLOMED PHARMACEUTICAL Co ING

o MEDXIL 100

CTY o PHAN DUOC PHAM GLOMED Cefpodoxime 100 mg
GLOMED PHARMACEUTICAL Co INC (as Cetpodoxime proxetil)

MEDXIL100

Cefpodoxim 100 mg C1v o PHAN DUDC PHAM GLOMED
(dudli dang Cefpodoxim proxstil]  GLOMED PHARMACELTICAL Co . INC

MEDXIL 100

cTy o PHAN DUTC PHAM GLOMED Cefpodoxime 100 my
GLOMED PHARMACEUTICAL Co INC (as Cefpodoxime proxetil)

MEDXIL 100

Cefpodaxim 100 mg CTY & erAN DUDC PHAM GLOMED
(duti dang Cefpodoxim proxetil)  GLOMED PHARMACELTICAL Co INC
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NHAN HOP MEDXIL 100

Kich thuac: (HOP 1Vix 10 VIEN)
Dai: 110 mm

Rong: 25 mm

Cao: 62 mm

COMPOSITION: Each film coated tablet contains STORAGE: Store at the temperature not mare than 30°C. in a
Cefpodoxime 100 mg (as Cefpodoxime proxetil) dry place, protect from light

Excipients q.5. 1 film coated tablet

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS ~ Manutactured by:

AND OTHER INFORMATION: Please refer to the package GLOMED PHARMACEUTICAL COMPANY, Inc.
insert. 29A Tu Do Boulevard, Vietnam-Singapore Industrial Park,
KEEP OUT OF REACH OF CHILDREN. Thuan An. Binh Duong

READ CAREFULLY THE LEAFLET BEFORE USE. Head office: 35 Tu Do Boulevard, Vietnam-Singapare Industrial

SPECIFICATION: USF 36. Reg. No.: Park, Thuan An, Binh Duonq -
RX Prescription only '

MEDXIL100

Cefpodoxime

Box of 1 blister of 10 film coated tablets

THANH PHAN: MBi vign nén bao phim chia BAO QUAN: BE nai kbt rdo, trinh

Cefpodaxim 100 myg (dudi dang Cefpodoxim proxetil) ﬂnh sanu nhigt d§ khing qud wmmmmal

Té duge vira di 1 vién

CHI BINH, LIEU LUGNG, gﬁcu DUNG CHONG CHI BINH VA san xuat w

CAC THONG TIN KHAC VE SAN PHAM: CONG TY CO PHAN DUUC PHAM GLOMED

Xin doc ty hudng ddn si dung 254 Dai Lo Ty Do, KCN Vigt Nam-Singapore

DE XA TAM TAY CUA TRE EM. Thidn An, Binh Duong.

BOC K¥ HYONG DAN SU DUNG TRUGC KHI DUNG, Try sd chinh: 35 Dai Ld Tu Do, KCN Vigt Nam-Singapore. |
TIEU CHUAN: USP 36 SBK: Thudn An. Binh Dugng.

RX Thudc ban theo don

MEDXIL100

Cefpodoxim
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Kich thuoc:

Dai: 110 mm

Rong:  55mm
(ao: 62 mm

© MEDXIL100

COMPOSITION: Each film coated tablet contains
Cef 100 mg (as Cefp proxetil)
Excipients g.s 1 film coated tablet

‘ INDICATIONS, DOSAGE, ADMINISTRATION,

CONTRAINDICATIONS AND OTHER INFORMATION:
Please refer to the package insert

KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.
SPECIFICATION: USP 36

Reg. No.:

Rx Prescription only

T NHAN HOP MEDXIL 100

(HOP 10 Vix 10 VIEN)

STORAGE: Store at the tamperatura naot
mare than 30°C. in a dry place. protect
from light

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

Head office: ‘
35 Tu Do Boulevard, Vietnam-Singapore
Industrial Park, Thuan An, Binh Duang.

MEDXIL100

Box of 10 blisters of 10 film coaled tablets

Cefpodoxime
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MEDKILI(I

THANH PHAN: M3i vign nén bao phim chia
Cefpodoxim 100 mg (duth dang Cefpodaoxim proxetil)
Td duge viia dy 1 vign

CHi BINH, LIEU LUJNG, CACH DUNG.CHONG
CHI BINH VA CAC THONG TIN KHAC VE SAN
P!jAM Xin doc t hubng din sif dung

DE XA TAM TAY CUA TRE EM.

BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
TIEU CHUAN: LSP 36

SBK:

R Thudc ban theo dan
X
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MEDXIL100
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BAO QUAN: D& not khd rdo, trdnh dnh sing
nhidt dé khing qua 30°C.

San xudt bdj

CONG TY cﬂ’ PHAN DUQC PHAM GLOMED
294 Dai Ld Tu Do, KCN Vigt Nam-Singapore,
Thudn An, Binh Dudng

Try @ chinh:

35 Bai L Tu Do, KCN Vigt Nam-Singapore,

Thudn An, Binh Dugng

Cefpodoxim

10 vi x 10 vién nén bao phim
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HUGNG DAN SU DUNG THUOC
- MEDXIL®

Cefpodoxim
Vién nén bao phim

1. Tén thube va Thanh phén :
| Mbi vién nén bao phim chira:

| Hoat chdt:
MEDXIL" 100: Cefpodoxim 100 mg (duéi dang Cefpodoxim proxetil).
MEDXIL* 200: Cefpodoxim 200 mg (dudi dang Cefpodoxim proxetil).
Ta duge:

MEDXIL?" 100: Cellulose vi tinh thé va carboxymethylcellulose natri, croscarmellose natri, natri lauryl sulfat, cellulose vi tinh thé, silic
dioxyd thé keo, magnesi stearat, opadry yellow. |

MEDXIL¥ 200: Cellulose vi tinh thé va carboxymethylcellulose natri, croscarmellose natri, natri lauryl sulfat, cellulose vi tinh thé, L -
Hydroxypropyl cellulose (L-HPC), silic dioxyd thé keo, magnesi stearat, opadry yellow.

2. Duge lre hoc va duge djng hoe [
Duge luc hoc l
Cefpodoxim 12 khéng sinh bén téng hop thudc nhém cephalosporin thé hg thir 3. Cefpodoxim tc dung bing cach trc ché tong hop vach |

té bao vi khuén. Cefpodoxim bén voi enzyme beta-lactamase. Vi viy, nhiéu chiing khang penicilin va cephalosporin, do tiét beta-
lactamase, c6 thé nhay cam véi cefpodoxim. Cefpodoxim ¢ thé bi mét hoat tinh boi mét vai beta-lactamase phd rong.

Cefpodoxim téc dung hiu hét trén cac chung vi khuén ca in vitro va trén 1am sang nhu:
- Céc vi khuéin Gram duong hiéu khi, gbm: Staphylococcus aureus (ké ca cac chiing sinh penicilinase), Staphylococcus saprophyticus, |

- Streptococcus pneumoniae (trir cic ching khang penicilin), Streptococcus pyogenes. |
| - Cécvi khuin Gram 4m hiéu khi, gﬁm: Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis, Haemophilus influenzae (ké ca :
| céc chung sinh beta-lactamase), Moraxella catarrhalis, Neisseria gonorrhoeae (ké ca céc ching sinh penicilinase). |

Cefpodoxim khéng cé tac dung trén Pseudomonas va Enterobacter, Enterococci, Staphylococci khang methicilin.
Dugc ding hoc
- Cefpodoxim proxetil dugc héip thu qua dudmg tiéu héa va duge chuyén héa boi céc esterase khong dic hiéu, cé thé tai thanh rudt,
thanh chat chuyén héa cefpodoxim c6 tdc dung.
- Kha dung sinh hoc cua cefpodoxim khoang 50%. Kha dyng sinh hoc nay tang 1én khi dung cefpodoxim ciing vai thire an. Acid dich
vi thip 1am giam hdp thu thudc. Nira doi huyét twong cia cefpodoxim 12 2 dén 3 gidy dbi voi ngudi bénh c6 chirc nang thén binh
thudmg va kéo dai hon & ngudi bj thidu nang than. |
- Sau khi ubng mét liéu cefpodoxim, & ngudi 16m khée manh ¢ chire nang thin binh thudng, nbng d6 dinh huyét trong dat dugc trong I
vong 2-3 gidy va c6 gié trj trung binh 1,5 microgam/ml, 2,5 microgam/ml va 4 microgam/ml véi céc liu twong img 100 mg, 200 mg, |
400 mg. Cefpodoxim dat ndng do diéu trj trong dudmg hd hép, tiét ni¢u-sinh duc va mét. Khoang 20-30% cefpodoxim lién két vai |
protein huyét trong. |
- Thudc duoe thai trir trong nude tiéu duéi dang khong dbi qua loc cAu than va bai tiét qua dng than. Khoang 29-33% lidu ding dwgc
i thai trir trong vong 12 gi&r & ngudi 16n ¢6 chire nang thén binh thuémg. Khong xay ra bién dbi sinh hoc & thin va gan. Thudc bi thai
| logi & mirc d0 nhét dinh khi thim téch m4u. |
3. Chi dinh
Pidu tri cdc nhidm khudn thé nhe va vira do céc vi khudn con nhay cam géy ra bao gdm:
L - Nhidm khuan dudng hé hip dudi, ké ca viém phdi mic phai & cong ddng do S. pneumoniae hodc H. influenzae ké ca céc ching sinh

beta-lactamase, va dot kich phat cép tinh cia viém phé quan man do S. preumoniae va H. influenzae khéng sinh beta-lactamase,
hodic M. catarrhalis. .

| - Nhiém khuAn duéng hd hip trén nhu viém hong va viém amidan do Streptococcus pyogenes.
- Viém tai giira cdp do S. pneumoniae hoic H. influenzae ké ca cac ching sinh beta-lactamase, hodc B. catarrhalis.
- Nhiém khuén da va céc tb chirc da chua bién chimg do Staphylococcus aureus holic Streptococcus pyogenes.

| - Nhidm khuin tiét niéu chua bién chimg nhur viém bang quang do Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis, hojc ‘
| Staphylococcus saprophyticus.

- Bénh ldu cip chua bién chimg & niéu dao hojc ¢b tir cung do Neisseria gonorrhoeae.
4. Liéu diing va cich dung

Nén udng thubc ngay sau bira an. ‘
Nguoi lon va tré em trén 12 tudi: ) i
- Pot kich phét cép tinh ctia viém phé quan man: 200 mg/lén, ngay 2 lan, trong 10 ngay. ] 5

- Viém phéi méc phai & cong ddng: 200 mg/lan, ngay 2 lén, trong 14 ngay. |
- Viém hong, viém amidan: 100 mg/ldn, ngdy 2 lén, trong 5-10ngdy
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- Nhi&m khuén tiét niéu chura bién chimg: 100 mg/lin, ngay 2 lin, trong 7 ngay.

- Nhiém khuén da va céc t6 chirc da chua bién chimg: 400 mg/ldn, ngay 2 l4n, trong 7-14 ngay.

- Bénh 13u cAp chua bién chimg; liéu duy nhét 200 mg.

Tré em tir 6-12 tudi:

- Viim tai giira cip  tré em tir 6-12 tudi: 5 mg/kg (t6i da 200 mg) ngay 2 l4n, hodc 10 mg/kg (tdi da 400 mg) ngay 1 I4n, trong 10
ngay.

- Viém phé quan, viém amidan & tré em tir 6-12 tudi: 5 mg/kg cén niing (t6i da 100 mg) 2 ldn/ngdy, trong 5-10 ngay.

- Céc nhiém khuén khac & tré em trén 9 tdi: 100 mg /1dn, ngay 2 lan.

- Cac nhiém khuén khac & tré em tir 6-9 tudi: 5 mg/kg cin nang (t6i da 100 mg), 2 1an/ ngay.

Bénh nhdn suy thdn: Nén giam liéu & bénh nhan suy than.

- Ngudi bénh cé d thanh thai creatinin it hon 30 ml/ phat, va khéng thim téch méu, lidu thudmg dung, cho céch nhau cir 24 gio mt

lan.

| = Ngudi bénh dang thdm téch méu, ubng liu thudmg ding 3 lin/tudn.

5. Chéng chi djnh

Bénh nhan c6 tién sir qua min véi céc khang sinh thudc nhém cephalosporin hogc réi loan chuyén héa porphyrin.
6. Lwu ¥ va thin trong

Khong diing chung véi bit ky thube nao khéc ¢é chira cefpodoxim.

Diing cefpodoxim dai ngay c6 thé 1am phat trién qua muc cdc vi khudn khéng nhay cam.

Thén trong khi dung thudc trén bénh nhén suy thén, tién sir dj tmg voi penicilin.

Sir dung trén phy nir c6 thai va dang cho con bu: Chua c6 s6 liéu nghién ciru diy di vé mirc dj an toan khi dung cefpodoxim trén
nguoi mang thai, do d6 phy nir ¢é thai chi nén diing thudc nay khi thét cin thiét. Cefpodoxim c6 thé bai tiét trong sira me. Vi thubc co
thé gy phan img nghiém trong cho tré nhé b me, do vdy khong nén diing thubc trong thoi gian cho tré bii hogic nén ngimg cho tré bi
khi dang diéu trj voi cefpodoxim.

Anh hwéng ciia thudc dén kha niing didu khién thu xe va vin hanh may méc: Thube khong anh huong dén kha ning 13i xe va véin
hanh mdy méc.

7. Téc dung khdng mong muén
Thuong gdp, ADR > 1/100

Tiéu hoa: Budn nén, ndn, tiéu chay, dau bung.

Chung: Pau diu.

Phan img dj img: Phét ban, ndi may day, ngira.

It gap, 1/1000 < ADR < 1/100

Phan img dj tmg: Phan img nhur bénh huyét thanh véi phat ban, s6t, dau khép va phan tmg phan vé.

| Da: Ban dé da dang.
| Gan: Réi loan enzym gan, viém gan va vang da r mft tam thoi.
| Hiém giip, ADR < 1/1000

Miu: Tang bach cdu wa eosin, rdi loan vé mau.
Than: Viém thin ké& c6 hdi phuc.
Thin kinh trung uvong: Tang hoat djng, khé ngu, In I4n, va chong mit hoa mit.
Hudng din cdch xit tri ADR:
Ngirng diéu trj bing cefpodoxim.
Ngung sir dung va héi y kién bdc sTnéu: Xay ra tiéu chay, nén va bubn nén.
Théng bdo cho béc sT nhirng tic dung khong mong mudn gip phai khi ding thubc.
8. Twong tic cita thube v6i cic thude khic va cdc logi twong tic khic
Cic thube khang acid va céc cht ddi khéng thy thé histamin H, lam giam hép thu cefpodoxim.
Probenecid trc ché thai trir cefpodoxim qua thin.
Diing ddng thari cefpodoxim v6i cc thube gy de than c6 thé lam ting nguy co dje tinh trén thin.
9. Qué lidu va xir tri
Triéu chimg: Phén 16n thudc chi gy ndn, budn nén, dau viing thugng vi va tiéu chay. ' .
Xie tri: Khong 6 thubc gidi doc dic higu, trudmg hop qué liéu nén tién hanh rira da ddy dé logi phén thude chua hép thu ra khoi co thé.
Tham phan méu hay thdm phn phiic mac ¢ thé 1am gép phan lam giam ndng dj cefpodoxim, dic biét trong trudng hgp c6 ton thuong
chirc nang than. Tuy nhién, chi yéu vige didu tri qua liéu 12 hd trg hodc gidi quyét trigu chimg.
10. Dang bao ché va déng géi
MEDXIL® 100: Hop 1 vi x 10 vién nén bao phim.
Hop 10 vi x 10 vién nén bao phim.

| MEDXIL®200: Hop 1 vi x 10 vién nén bao phim._ B B -
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Hﬁp 2 vi X 10 vién nén bao phim.

Hgp 10 vi x 10 vién nén bao phim.
11. Diéu ki¢n bio quin: D& noi khd rdo, tranh 4nh séng, nhiét do khéng qua 30°C.
12. Ti¢u chuin chit lwgng: USP 36.
14. Han ding: 36 thang ké tir ngy san xuét.

| THUOC BAN THEO DON
PE XA TAM TAY CUA TRE EM
POQC KY HUONG DAN SU DUNG TRUGC KHI DUNG
| NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si

San xuft béi: CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: 29A Dai 1§ Ty Do, KCN Viét Nam - Singapore, thj x4 Thuén An, tinh Binh Duong.
Tru s& chinh: 35 DPai 1§ Ty Do, KCN Viét Nam - Singapore, thj xa Thudin An, tinh Binh Duong.
PT: 0650. 3768823 Fax: 0650. 3769095
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