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NHAN Vi DAZOSERC

Kich thudc: (1Vix 4 VIEN)
Dai: 100 mm

Rong: 18 mm

(@o:  45mm
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DAZOSERC

Secnidazol

Hép 5 vi x 4 vién nén bao phim

THANH PHAN BAO QUAN: PE naoi
0 mc nhiét do khong g

CHI DINH, LIEU LUU’NG CACHDUNG, CHONG

CHI BINH VA CAC THONG TIN KHAC VE SAN

PHAM: Xin doc t& hudng dan st dung

DE XA TAM TAY CUA TRE EM.

POC KY HUGNG DAN SU DUNG TRUGIC KHI San xudt bei

DUNG. CONG TY CO PHAN DUGC PHAM GLOMED
TIEU CHUAN: TCCs. i L6 Tu Do, K ore
SPK: Thuan An,

__ Ngay-2 thang \ ndm 2014
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HUONG DAN SU DUNG THUOC

DAZOSERC

Secnidazol

Vién nén bao phim
1- Thanh phéin

M3i vién nén bao phim chira:
Hoat chdt: Secnidazol 500 mg

Td dugc: Calci phosphat, cellulose vi tinh thé, tinh bét lta mi, natri starch glycolat, povidon K30, silic dioxyd thé keo, magnesi stearat, hypromellose, |

macrogol 6000, talc, titan dioxyd.

2- Mé ta sin phidm
DAZOSERC (secnidazol) 1a mt thubc khang ndm, duge ding duong ubng & dang vién nén bao phim. Cong thirc ciu tao nhu sau:
‘0. .0
N‘
Z N Chy
N-—_< OH
CHg

Vé hoa hoc, secnidazol dugce xac dinh 12 1-(2-methyl-5-nitro-1 4-imidazol-1-yl)propan-2-ol véi cdng thirc phin tir C;H;,N50; va phén tir lugng
185,18.

MBi vién DAZOSERC chira 500 mg secnidazol.

3- Dugrc lye hoe va duge djng hge

Durge lyge hoe

Secnidazol ¢6 lién quan cdu tric voi cac thude nhom S-nitroimidazol thuéng diing 14 metronidazol v tinidazol, Céc thube ndy c6 chung phb tic dung
chéng lai cdc vi khuéin ky khi va dac biét 14 c6 hiéu qua chéng lai mot vai dong vit don bao bao gbm Balantidium coli, Blastocystis hominis,
Entamoeba histolytica, Giardia intestinalis (Giardia lamblia), vi Trichomonas vaginalis. Co ché thc dong ciia secnidazol chua duge biét mot cich diy

dt, nhung dugc ngh 14 c6 lién quan dén sy khir boi men nitroreductase cia vi khudn thanh chét trung gian khong bén, chét nay phan img véi ADN, c6
hi¢u qué ngiin cn sao chép tiép theo.

Duge djpng hpc

Secnidazol duge hip thu nhanh chong va hoan toan sau khi ubng. Néng do tdi da thube trong huyét thanh dat duoc 3 givr sau khi udng 2g secnidazol.
Thubc c6 nira di thai trir cudi cing dai hon (khoang 17-29 gid) so véi céc thube cling nhom thudmg ding.

Phin Iém secnidazol bj thai trir qua nudc tidu (50% lidu ubng dugc bai tiét trong vong 120 gio).

4- Chi djnh -
DAZOSERC dugc chi dinh trong diu tri bénh do amip, bénh do Giardia, va bénh do Trichomonas gly ra. :
5- Lidu dilng va céch ding *
% Liéu ding ?
Bénh do Trichomoniasis p N
- Ngudi I6n: Mot lidu duy nhdt 2 g. /
- Tré em: Mot lidu duy nhdt 30 mg/kg,
Bénh do Giardiasis

- Ngui 16n: Mot liéu duy nhit2 g.
- Tré em: Mot liéu duy nhat 30 mg/kg.
Bénh do amip
= Ngudi 16n: Mt ligu duy nhit2 g.
- Tré em: Mot lidu duy nhit 30 mg/kg.
Bénh do amip xim ldn ning
- Nguoi I6n: 1,5 g/ngay dung mt lén hodc chia lam nhiu In, trong 5 ngay.
- Tré em: 30 mg/kg/ngay, trong 5 ngay.
% Cich ding
Nén ubng thubc sau khi &n.
6- Chdng chi dinh
Qué min véi secnidazol hay bét ky thanh phin nao ciia thube.
7- Luru ¥ va thiin trong
Trénh uéng ruou va disulfiram khi dang ding secnidazol.
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v Tranh ding secnidazol & bénh nhan ¢ tién sir réi loan vé mau, ]

Sir dyng trén phuy nir ¢6 thai va dang cho con bii: Secnidazol c6 thé duge ké don cho phy ni¥ ¢6 thai sau 3 thang déu cia thai ky. Gibng nhu cac
thube twong ty khéc, secnidazol khong nén ding trong 3 thang déu thai ky hay trong giai doan cho con bt vi secnidazol duge tim théy trong nhau thai
va sita me,

Anh huémg cia thudc 1én kha niing didu khién thu xe va viin hanh mdy méc: C6 thé xdy ra hoa mét va mét diéu hoa, bénh nhan bj anh huémg
khéng nén 1i xe hay v4n hanh may méc nguy hiém.

8- Tuong tic cila thude véi cic thude khdc va chc dang twong téc khic
Diing ddng théri véi disulfiram c6 thé gy phan img loan thin.
Phan img gibng disulfiram khi diing chung secnidazol véri alcol,
Cimetidin kéo dai nira déni cua secnidazol,
9- Téc dyng khéng mong muén
Céc nghién ciru 14m sang cho thy secnidazol duoe dic tnmg béi su dung nap rét 0t va cho dén nay chua ¢6 phan tmg phy nghiém trong ndo xay ra.
Cac tac dung phy sau day c6 thé thiy voi secnidazol gibng voi cac ddn xudt nitroimidazol va hidm khi nghiém trong;:
- Thudng gip: Réi loan tiéu héa nhir budn nén, non, dau thugng vi, ¢6 vi kim loai, viém ludi, va viém miéng.
- ltgip: May day, giam bach cdu trung binh c6 thé héi phuc khi ngimg thuée.
- Hiém gap: Hoa mit, mét diéu hoa va mét phéi hop vén dong, dj cam, va bénh thén kinh ngoai bién,
Negung sii-dung va hoi y kién bdc s néu 6 bt ky ddu higu bdt thuong nio xay ra.
Théng bdo cho bic sT nhimg tic dyng khéng mong muén gap phii khi sir dyng thube,
10- Qui lidu va xir tri

Secnidazol duoc dung nap tdt ¢ liéu diéu tri, tuy nhién, trong truémg hop dung liu 16n ¢6 cha ¥ hodc khéng c6 chi ¥, cb ging loai bo thubc bing cach
gy non hoic rira da day,

11- Dang bao ché va déng goi

Hop 1 vi x 4 vién nén bao phim.

Hop 5 vi x 4 vién nén bao phim.
12- Bdo quin e
Béo quin noi kho réo, trnh anh sang, nhiét do khong qua 30°C,

13- Tiéu chudn chit lugng: TCCS.

14- Han diing: 48 thang ké tir ngay san xult. 3 ,‘;\ _
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