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NHAN HOP CEFDINIR 300 GLOMED® ™~

Kich thudc: (HOP 1VI x T0VIEN)
Dai:  135mm
Rong: 17 mm

Cdo:  77mm Ry Prescription only

Cefdinir gt
Slomed®

» (D)
Box of 1 blister of 10 film coated tablets

Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Inc.  COMPOSITION: Each film coated tablet contains Cefdinir 300 mg.

S8 16 SX / Batch No.:
NSX / Mfg. Date:
HD / Exp. Date:

C

294 Tu Do Boulevard, Vietnam-Singapore Industrial Park, INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
Thuan An, Binh Dueng. INFORMATION: Please refer to the package insert.

Head office: KEEP OUT OF REACH OF CHILDREN. READ CAREFULLY THE LEAFLET BEFORE USE.
35Tu Do Boulevard, Vi Singapore Industrial Park, STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light.
Thuan An, Binh Dumq SPECIFICATION: Manufacturer’s. Reg No.:

RX Thudc ban theo don

Cefdinir

GLOMED

W A

Glomed®

Hép 1 vix 10 vién nén bao phim

Sin xuiit bit: CONG TY €O PHAN DUQC PHAM GLOMED

29A Dai Lo Ty Do, KCN Viét Nam-Singapore,
Thudn An, Binh Duong.

THANH PHAN: Méi vién nén bao phim chira Cefdinir 300 mg
CHI BINH, LIEU LVONG, CACH DUNG, CHONG cula[uu VA CACTHONGTIN
KHACVE SAN PHAM: Xin doc t& huéng din st dung,

Try s& chinh: BE XATAMTAY CUA TRE EM. POC K? HUONG nln S\ DYNG TRUGC KHI DUNG.
35 Dai L Ty Do, KCN Vigt Nam-Singapore, BAO QUAN: Bé nai kha rdo, trinh dnh sing, nhiét dd khang qué 30°C.
Thugn An, Binh Dudng. TIEU CHUAN: TCCS. SBK:
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HUONG DAN SU DUNG THUOC

" CEFDINIR 300 GLOMED

Yién nén bao phim

1. Thanh phin
MG&i vién nén bao phim chira:
Hoat chét: Cefdinir 300 mg

Td duwgrc: Cellulose vi tinh thé, lactose monohydrat, low - substituted hydroxypropyl cellulose (L-HPC), crospovidon, silic dioxyd thé
keo, magnesi stearat, opadry white.

2. Dugec luc hge va duge dgng hoc

Duge lire hoc

Cefdinir 13 khéng sinh ban tong hop phd rong, thugc nhém cephalosporin thé hé thir 3. Gibng vai cac cephalosporin khac, cefdinir tac
dung biing céch trc ché tdng hop vich té bao vi khudn. Cefdinir bén v6i mdt s6 men beta-lactamase. Vi vdy, nhiéu ching khéng
penicilin va mdt vai cephalosporin van cdn nhay cam véi cefdinir.

Cefdinir tac dung hau hét trén cac ching vi khuén c in vitro va trén 1dm sang nhu:

- Céc vi khudn Gram duong hiéu khi, gdm: Staphylococcus aureus (ké ca cac chung sinh beta-lactamase), Strepfococcus pneumoniae
(chung nhay cam vai penicilin), Streptococcus pyogenes.

- Céc vi khuan Gram am hiéu khi, gdm: Haemophilus influenzae, Haemophilus parainfluenzae, va Moraxella catarrhalis (ké ca cic
chung sinh beta-lactamase).

Cefdinir khong c6 tac dung trén Pseudomonas, Enterobacter species, Staphylococei khang methicilin va céc vi khuan yém khi.

Durge ding hoc

Cefdinir duge hdp thu qua dudng ticu héa sau khi ubng, nong dd dinh trong huyét twong dat dugc trong vong 2-4 gid sau khi udng.
Sinh kha dyng dudng uong vio khoing 16-25%.

Cefdinir phan bb rong khdp cic mé trong co thé. Thube khong phan b vio dich ndo tiy sau khi ding dudmg udng. Khoang 60-70%
lidu ubng gin két véi protein huyét wrong, sy gin két nay khong phy thuge vio ndng do.

Cefdinir c_huyén héa khong dang ké va thai trir trong nudc tidu voi thoi gian ban thai khoang 1,7 gidr. D thanh thai cia cefdinir giam &

ngudi thi¢u ndng than.

3. Chi dinh

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

Ngudi I6n va tré em 12 tudi tré 1én

. Nhiém khudn dudmg hé hip dudi, ké ca viém phéi méc phai & cong ddng va dgt kich phat cép tinh cia viém phé quén man do S.
pneumoniae (chung nhay cam vdi penicilin), /1. influenzae, H. parainfluenzae hodic M. catarrhalis (k& ca c4c chung sinh beta-
lactamase).

- Nhiém khudn duong ho hdp trén nhu viém xoang cip tinh do H. influenzae, M. catarrhalis (ké cé céic chung sinh beta-lactamase)
hodic S. pneumoniae; viém hong va viém amidan do Streptococcus pyogenes.

- Nhiém khuén da va cic t chirc da chua bién chimg do Staphylococcus aureus hofic Streptococcus pyogenes.
Tré em 6 thing dén 12 tudi

- Viém tai giira cdp do S. pneumoniae (ching 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 cac 16 chirc da chua bién chimg do Staphylococcus aureus hofic Streptococcus pyogenes.

- Nhiém khuin dudmg hd hip dudi, ké ca viém phdi méc phii & cong déng va dot kich phét cép tinh cua viém phé quin man do S.
pneumoniae (ching nhay cam vai penicilin), H. influenzae, H. parainfluenzae hodc M. catarrhalis (ké ca cdc chung sinh beta-
lactamase).

4. Liéu dung va céch ding

Liéu ding

Ngudi 16n va thiéu nién (12 tudi tr 1&n): 600 mg/ngdy, udng | 1n hoc chia lam 2 lén, trong 5-10 ngay.
Tré em 6 thang dén 12 tudi: 14 mg/kg can nang/ngay, udng 1 Ian hogc chia Iam 2 lan, trong 5-10 ngdy.
Tré em dudi 6 thang tudi: Khong duge khuyén ding.

Bénh nhén suy than (vdi dg thanh thai creatinin <30 ml/pht):

- Ngudi I6n: nén ding liéu 300 mg/ngay.

- Tré em: nén dung lidu 7 mg/kg/ngdy.

Céch dung

Nén udng thubc ngay sau bira &n va it nhit 2 gitr trwée hay sau khi ding céc thubc khéng acid hodic cac ché phim chira sit.
5, Chéng chi djnh

Bénh nhén c6 tién sit qua mén v&i cac khang sinh thugc nhém cephalosporin.
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6. Luu y va thin trong

Khéng dung chung véi bt ky thude nao khdc c¢é chira cefdinir.
Duing cefdinir dai ngay c6 thé lam phat trién qua mirc cc vi khudn khdng nhay cam.

Thén trong khi ding thuc trén nhimg ngudi c6 tién sir viém dai trang, suy than, tién sir dj (mg véi penicilin.

| Strdung trén phu nir c6 thai va dang cho con bu: Chua cé s ligu nghién ciru ddy du vé mirc d¢ an toan khi dung cefdinir trén ngudi

mang thai. Vi céc nghién ciru trén dong vat khong phai ludn Iur‘nx] dyr doén d4p tng trén ngudi, do d6 phy nir c6 thai chi nén ding thubc
ndy khi that can thiét. Udng liéu don 600 mg/ngdy khong tim thay cefdinir trong sira m¢. Tuy nhién, nén tham khao y kién béc si truée
khi dung trong thdi gian cho con bu.

Anh huéng caa thudc 1&n khi niing didu khién tau xe va vin hanh miy méc: khong c6 dir liéu vé anh huéng cuia cefdinir dén kha
nang lai xe va vin hanh may.

7. Tc dung khong mong mudn

| Téc dung ngoai ¥ ciia thude thudmg nhg va thodng qua nhur ti¢u chay, budn nén, dau bung, dau du, ndi mén, viém 4m dgo.

Cic the dung ngoai y khéc hiém Khi xdy ra nhu Khé tiéu, ddy hoi, t40 bon, phan khéc thudng, nén, biéng an, chéng mat, mét ngd, giam
bach céu.

Ngung sic dung va héi y kién bdc st néu: Tidu chiy va ndn kéo dai, ndi mdn hofic xuét hién con dong kinh.
Théng bio cho béc sT nhirng tic dung khdng mong mudn giip phai khi dung thudc.

8. Tuong tic cia thudce vdi cac thude khic va cic logi tuong tdc khdc

Céc thude khéng acid va cac ché phim chira sit 1am giam hép thu cefdinir.

Probenecid (e ché thai trir cefdinir qua thn.

9. Qua lidu va xir tri

| Trigu chumg: Cac théng tin vé tinh trang qué liéu do cefdinir chua dugc thiét 13p trén ngudi. Céac triu chimg va déu hiéu ngd djc do

dung qué liéu cac khang sinh nhom beta-lactam di duge bio cdo nhu budn ndn, ndn, dau thugng vi, tiéu chay va co giat.

Xie tri:

. Khong c6 thube giai doc diic hidu, truemg hop qué lidu nén tién hanh rira da day dé logi phén thubc chua hép thu ra khdi co thé.
- Tham phén méau 6 thé lam giam ndng do cefdinir, dic bit trong trudmg hop c6 tdn thuong chirc ning than.
10. Dang bao ché va déng géi

Hop 1 vi x 10 vién nén bao phim.

Hop 2 vi x 10 vién nén bao phim.

Hop 10 vi x 10 vién nén bao phim.

e

11, Piéu kién bao quan: Dé nai kho réo, tranh dnh sing, nhiét do khong qua 30°C.
12. Tiéu chuin chit lugng: TCCS.

| 14. Han dung: 36 thang ké tir ngdy san Xuit,

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

San xudt boi: CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: 29A Dai 16 Ty Do, KCN Viét Nam - Singapore, thi xd Thu@n An, tinh Binh Duong.
Try s& chinh: 35 Dai 1§ Ty Do, KCN Viét Nam - Singapore, thj xa Thuén An, tinh Binh Duong.
__DT: 0650.3768823  Fax: 0650. 3769095

Ngay5 thang®3nim 2014
P. Tong gidm doc




