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Lan dav:...13:07- 2006

Kich thudc:
Dai : 50 mm
Cao : 80 mm

B
NHAN GOI MEDSIDIN 125

COMPOSITION:

Each sachet contains Cetdinir 125 mg.
INDICATIONS, DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATION:
Pleasa refer 1o the package insert.

NEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.
STORAGE: Store at the temperature not more than
30°C. in a dry place, protect from light.
SPECIFICATION: USP 36

THANH PHAN:

MBi di chita Cefdinir 125 mg.

cHi BiNH, LIV LUONG, CACH DONG, CHONG CHl
BINH VA CAC THONG TN KHAC VE SAN PHim:
Xin doc ti huong ddn s dyng.

BE xa TAm TAY il TRE EM.

80C KT Hudne DAN Sif DynG TRUDC KHI DUNG.
8A0 QUAN: BE noi khi rdo, trinh 4nh sdng,
nhigt 40 knong qud 30°C.

TIEU CHUKN: LUSP 36

HD:

5616 S5X:

RX  Thusc bén theo don - Prescription only

sidin’
125

Cefdinir 125 mg

Powder for oral suspension
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Cefdinir 125 mg

Medsidin’

125

B4t pha hén dich ubng
Hop 12 g6ix 2.5 ¢

10 /IR, ARSPHAL R L/ s Ay
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NHAN HQP Medsidin 125 (hop 20 gsi)

Kich thudc:
Dai :120 mm
Cao : 80 mm

Medsidin°125

Cefdinir 125 mg
MBi g6i chira Cefdinir 125 mg /Each sachet contains Cefdinir 125,

Chi dinh, liéu wgng, céch diing, chéing chi djnh va céc thong tin khic vé sin phim:

Xin doc t hudng din sir dung.

Indications, dosage, administration, contraindications and other information:
Please refer to the package insert.

Bdo quén: BE nai kho réo, trénh dnh séng, nhiét 6 khong qud 30°C.

Storage: Store at the temperature not more than 3(°C, in a dry place, protect from light.

Dé xa tdm tay ciia trd em. Kegp out of raach of children.
Boc ky hudng ddn sif dyng trude khi diing. Read carefully the leaflet before use.
TIEU CHUAN/ Specification: USP 36 Hop 20 géi

x2,5¢

z
S Foy Mo Box of 20 sachetsof 2.59 £ £ 2
Sén xuft bi/ Manufactured by: s g %
® CONG TY C§ PHAN DUGC PHAM GLOMED/ GLOMED PHARMACEUTICAL COMPANY, Inc. & Sd
o=~  29A Dai Lb Ty Do, KCN Vigt Nam-Singapore, Thuin An, Binh Duong. 22 %

nustcmm-asnaiwmno.xcuvmmsmmm.mnun.mn Duong.

_____
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NHAN HOP Medsidin 125 (hop 50 g6

Kich thudce:
Dai :120 mm
Cao : 80 mm

Medsidin"125

Cefdinir 125 mg
M3i gdi chisa Cefdinir 125 mg /Each sachet contains Cefdinir 125.

Chi dinh, 1iu lgng, céch diing, chding chi djah va cdc thang tin khic vé sin phdm:

Xin doc t9 hudng din sir dyng.

Indications, dosage, administration, contraindications and other information:

Please refer io the package insert.

Béo quan: DS nai khd rdo, tranh &nh sdng, nhigt 4 khding qua 30°C.

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

D€ xa tdm tay cila tré em. Kesp out of reach of children,

Boc kj hubng ddn sir dyng tnede khi diing. Read carefully the leaflet before use.

TIEU CHURN/ Specification: USP 36 Hop 50 goix 2,5 ¢

SBK/ Reg. No.: Box of 50 sachets of 2.5 g

Sén xuflt boi/ Manufactured by:
CONG TY C§ PHAN DUGC PHAM GLOMED/ GLOMED PHARMACELTICAL COMPANY.,
o7 29A Dai L) Ty Do, KCN Vigt Nam-Singapore, Thidn An, Binh Duong.
Try sb chinh: 35 Dai L) Ty Do, KCN Vigt Nam-Singapore, Thudn An, Binh Duong.

Inc.

S616 SX/Batch No.:
NSX/Mig. Date

HD/Exp. Date
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NHAN HQP Medsidin 125 (hop 100 g6i)

Kich thudc:
Dai :150 mm
Cao :100 mm

Medsidin 125

Cefdinir 125 mg

: M8i g6i chita Cefdinir 125 mg /Each sachet contains Cefdinir 125.

Chi dinh, liéu lugng, cdch ding, chding chi djnh va cac thdng tin khdc vé san phdm:
: Xin doc td hudng ddn sir dung.

Indications, dosage, administration, contraindications and other information:

Please refer to the package insert.

Bao quan: D& nai khd rao, tranh dnh sang, nhigt A9 khong qu 30°C.

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

D& xa tdm tay ciia tré em. Keep out of reach of children.

Doc ky hudng dén sit dyng trude khi ding. Read carefully the leaflet before use.

TIEU CHUAN/ Specification: USP 36 Hop 100 g6i x 2,5 ¢

| SOKIReg. No: Box of 100 sachets of 2.5 g

Sén xuflt bi/ Manufactured by:
i a) cONG TY c8 PHAN Dugc PHAM GLOMED/ GLOMED PHARMACEUTICAL COMPANY, Inc.
1 —— 29A Bai LY Ty Do, KCN Vigt Nam-Singapore, Thuan An, Binh Dudng.
| Tru s8 chinh: 35 Dai L) Ty Do, KCN Vigt Nam-Singapore, Thudn An, Binh Dudng.

S816 SX/Batch No.:
NSX/Mfg. Date
HD/Exp. Date

ay o¢ thang/4 ndm 204
Téng Giam Pdc
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HUONG DAN SU DUNG THUOC

- '~ MEDSIDIN 125

Cefdinir
Thubc bt dé ubng

1. Thanh phén
MGi géi chira chira:
Hoat chdt: Cefdinir 125 mg

Td duge: Sucrose (dwdng tr_éng}, manitol, natri citrat, acid citric, cellulose vi tinh thé va carboxymethylcellulose natri, sucralose, tutti
frutti flavor, silic dioxyd thé keo, magnesi stearat.

2. Duge Iye hoe va duge djng hoc
Dugce luc hoc
Cefdinir la khang sinh ban tdng hgp phd rong, thuée nhom cephalosporin thé hé thir 3. Giéng véi céc cephalosporin khac, cefdinir thc

| dung bing céch irc ché lf‘mg hop vich té bao vi khuin. Cefdinir bén véi mét s6 men beta-lactamase. Vi vdy, nhiéu ching khéng
| penicilin va mdt vai cephalosporin vin con nhay cam voi cefdinir.

Cefdinir tic dung hiu hét trén cic ching vi khuin ca in vitro va trén 1am sang nhur:

- Céc vi khuén Gram duong hidu khi, gbm: Staphylococcus aureus (k& ca cac chung sinh beta-lactamase), Streptococcus pneunioniae
(ching nhay cam véi penicilin), Streptococcus pyogenes.

- Céc vi khuan Gram 4m hiéu khi, gdm: Haemophilus influenzae, Haemophilus parainfluenzae, vi Moraxella catarrhalis (ké ca cac
chiing sinh beta-lactamase).

Cefdinir khéng c6 téc dung trén Pseudomonas, Enterobacter species, Staphylococci khéng methicilin va cdc vi khuin yém khi,

Duege dpng hoc

Cefdinir dwgc hép thu gua dudng tiéu hoa sau khi ung, ndng d dinh trong huyét tuong dat dugc trong vong 2-4 gir sau khi ubng.
Sinh khé dyung duomg uong vao khoang 16-25%.

Cefdinir phn b6 rong khip céc mo trong co thé. Thubc khdng phén bd vao dich ndo tuy sau khi ding duong ubng. Khoang 60-70%
liéu ubng gin két véi protein huyét twong, sir gin két nay khong phy thude vao nong do.

Cefdinir chuyén héa khong déng ké va thai trir trong nurére tiéu v6i thoi gian bén thai khoang 1,7 gior. D thanh thai cia cefdinir giam &
ngudi thiéu ning thin.

3. Chi djnh

Diéu tri cdc nhiém khuén thé nhe va vira do céc vi khudn con nhay cam gdy ra.

Ngudi 16m va tré em 12 tudi triv 1én

- Nhiém khudn dwong ho hép du6i, ké ca viém phbi méc phai & cong ddng va dot kich phat cép tinh ciia viém phé quan man do S.

pneumoniae (chting nhay cam véi penicilin), . influenzae, H. parainfluenzae hodc M. catarrhalis (k& ca céc ching sinh beta-
lactamase).

- Nhi&m khudn dwong hd hép trén nhu viém xoang cép tinh do H. influenzae, M. catarrhalis (ké ca céc ching sinh beta-lactamase)
hogc S. pneumoniae; viém hong va viém amidan do Streptococcus pyogenes.

| - Nhiém khudn da va céc t chirc da chua bién chimg do Staphylococcus aureus hogc Streptococcus pyogenes.

Tré em 6 thing dén 12 tudi

- Viém tai giita cép do S. pneumoniae (chung nhay cam véi penicilin), H. influenzae, H. parainfluenzae hodc M. catarrhalis (ké ca cac
chung sinh beta-lactamase).

- Viém hong va viém amidan do Streptococcus pyogenes.

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

- Nhiém khuén dutmg ho hip dudi, ké ca viém phdi mic phai & cong ddng va dot kich phat cAp tinh cia viém phé quan man do S,
pneumoniae (ching nhay cam véi penicilin), H. influenzae, H. parainfluenzae hodic M. catarrhalis (ké ca céc ching sinh beta-

lactamase).
4. Liéu ding va cich ding
Liéu ding

Ngudi 16n va thiéu nién (12 twéi tr& 1én): 600 mg/ngdy, udng 1 1&n hodc chia 1am 2 14n, trong 5-10 ngay.
Tré em 6 thang dén 12 tudi: 14 mg/kg cin ning/ngay, ubng 1 1dn hoge chia 1am 2 I4n, trong 5-10 ngay.
Tré em duéi 6 théng tudi: Khong duge khuyén ding.

Bénh nhén suy thén (voi dj thanh thai creatinin <30 ml/phat):

- Ngudi 16n: nén ding lidu 300 mg/ngay.

- Tré em: nén dung lidu 7 mg/kg/ngay.

| Cich dung

Nén ubng thubc ngay sau bira an va it nhét 2 gio truée hay sau khi ding céc thube khang acid hoic céc ché phim chira sit.
5. Chong chi dinh
Bénh nhén ¢6 tién st qud mén véi céc khing sinh thudc nhém cephalosporin.
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6. Lwu ¥ va thiin trong

Khéng diing chung véi bét ky thudc nao khac c6 chira cefdinir.

Diuing cefdinir dai ngay c6 thé lam phat trién qué mirc céc vi khuin khéng nhay cam.

Thén trong khi ding thudc trén nhirng ngudi ¢6 tién sir viém dai tring, suy than, tién sir dj (g v6i penicilin. |
| Sir dung trén phy nir c6 thai va dang cho con bi: Chua c6 s6 liéu nghién ciru ddy di vé& mirc d6 an toan khi ding cefdinir trén ngudi |
| mang thai. Vi cic nghién ciru trén dong vét khong phai ludn luén dy doén dép (mg trén ngudi, do dé phu nir c6 thai chi nén ding thuoe :|

nay khi that cn thiét, Ubng liéu don 600 mg/ngay khéng tim thdy cefdinir trong sita me. Tuy nhién, nén tham khao y kién béc si trudc |

khi dung trong thdi gian cho con bu. -

Anh huéng ciia thude 1én khi niing diéu khién tau xe va vAn hanh mdy méc: Khong c6 dir liéu vé& anh huong cuia cefdinir dén kha !

néng ldi xe va vin hanh may. |
7. Tdc dung khéng mong mubn
Thuong giip, ADR > 1/100: Tiéu chay, nim Candida 4m dao, budn non, nhirc ddu, dau bung, ndi mén.

ﬁgdp, 1/1000 < ADR < 1/100; Réi loan tiéu héa, déy hoi, nén, phén bit thudng, chan an, téo bén, chéng mit, khd miéng, suy nhuge,
t ngu, khi hu & phy nit, ngira, nhiém nim, thiéu vitamin K, vitamin B, ting men gan, ting BUN.

Ngung sie dung va hoi Y kién bdc st néu: Tidu chay va non kéo dai, ni mén hogic xuét hién con dong kinh.

Théng bdo cho béc si nhirng tic dung khéng mong mudn gip phii khi ding thude.

8. Twong tic cia thube véi cic thube khic va cic loai twong tdc khic

Céc thudc khang acid va cac ché phdm chira sit 1am giém hép thu cefdinir, |

Probenecid trc ché thai trir cefdinir qua than, ‘
|

9. Qui lidu va xir tri
Trigu chimg: Céc théng tin vé tinh trang qua liéu do cefdinir chua dwoc thiét 1§p trén ngudi. Céc triéu chimg va déu hiéu ngd doc do

dung qud liéu cac khang sinh nhém beta-lactam da dwge bao cdo nhu budn nén, ndn, dau thugng vi, tiéu chay va co giat.

Xrtri:

- Khong ¢6 thude gidi ddc dac hidu, truomg hop qua liéu nén tién hanh rira da day dé loai phin thude chira hip thu ra khoi co thé, !

- Thém phén méu ¢6 thé 1am giam ndng d¢ cefdinir, diic biét trong trwdng hop c6 ton thuong chirc ning than. /é/l—’
10. Dang bao ché va déng géi

Hop 12 goix 1,5 g.

Hop 20 géix 1,5 g.

Hop 50 goix 1,5 g.

Hop 100 géix 1,5 g.

11. Diéu kign bio quan: DE noi khd réo, tréanh nh sang, nhiét do khong qua 30°C.
12. Tiéu chuin chit lwgng: USP 36.

' 13. Han ding: 24 thing ké tir ngay san xudt,

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

San xuét boi: CONG TY CO PHAN DUQIC PHAM GLOMED
; Dia chi: 29A Dai 1§ Ty Do, KCN Viét Nam - Singapore, thj xa Thufin An, tinh Binh Duong,
Try s& chinh: 35 Dai 1§ Ty Do, KCN Viét Nam - Singapore, thj xd Thudn An, tinh Binh Duong.
\_ DT: 0650. 3768823 Fax: 0650. 3769095

gay OC thang /A nam 2044
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