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Barcode
Batch No. -
Mfg. Date : dd/mmiyy.
Exp Date  ddimmiyy.

Rx Thudc ban theo don  SBK:

Vidn nén bao phim TOLEPRUV

M vidn nén bao phim chira:
Omidazole 500mg.
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Qui cach ddng gdi: Hop cd 100 vien
{10 vi x 10 vién)

Bao quin & nhiét db khdng qua 30°C,
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¢ xa thm tay ciia tré am_

Doc kj hurdng dAn sir trurdre khi ding
Chi dinh chéng chi dinh, liku ding, cich
ding va cac thang tin khac d& xem iy
rting dén sir dung kém theo.
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KEEP THE MEDICINE OUT
OF REACH OF CHILDREN.
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Each film coated tablet contains:
Omidazole 500 mg

Colours: Brilliant Blue, Quinoline Yellow
& Titanium dioxide.

Daosage: As directed by the Physician.
Storage : Store al a temperature not exceeding 30°C,
in cool and dry place. Pratect from light.

KEEP THE MEDICINE OUT OF REACH OF CHILDREN.

Pracautions/Side Effects:
Ses Package Insert.

Visa No
Mfg. Lic. No -

Manufactured by

Panacea Biotec Ltd.,

Malpur, Baddi. District Solan - 173205
Himachal Pradesh, India.

CAREFULLY READ THE INSTRUCTIONS BEFORE USE.
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Doc ky hieéng dén sir dung trieée khi ding.
Néu cdn thém théng tin, xin hoi y kién thay thuic.

Dé xa tam tay tré em.

TOLEPRUYV
THANH PHAN:
M®i vién nén bao phim cha:
Hoat chit:
Ornidazol.......ooooeiiiiii 500 mg

Td dwoc: Cellulose vi tinh thé; lactose monohydrat; keo silica khan; povidon (K-30); natri lauryl
sulfat; talc; magnesi stearat; croscarmellose natri; opadry Il 85G 51314.

CAC PAC TiINH DUQC LUC HQC

Ornidazol 1a mdt dan xuét cua 5-nitroimidazol, thudc nhom duoc 1y tri ky sinh tring. chdng nhiém
khudn,

Ornidazol 12 mot thude dung dé diéu tri cac nhiém tring déng vét nguyén sinh do Trichomonas
vaginalis, Entamoeba histolytica va Giardia lamblia gay ra, va dung dé phong va dicu tri céc
nhiém khudn do vi khuin ky khi gy ra. Trong éng nghiém, orinidazol c¢6 hiéu qua chdng lai
Bacteroides fragilis, cac chung Bacteroides khac, céc chung Fusobacte ;‘B,/Pep:ococcf.
Peptostreptococci, Clostridia, Eubacteria va Veillonella.

CAC PAC TINH DUQC PONG HOC

Hip thu:

Ornidazol hép thu tét bing duong udng. Nong d6 hép thu trung binh 14 90 %. Nong do dinh trong
huyét tuong dat dugc trong vong 3 gio.

Phin bé: A
Thé tich phan bd sau khi tiém tinh mach la | L/kg. Ornidazol gén vao protein huyét thanh khoang -
13 %. Ornidazol phan bé qua hang rao mau ndo, vao dich co thé va cac mé tét.

Nguoi tinh nguyén khoe manh khi ding liéu l3p lai 500 mg- 1000 mg mdi 12 gid thi thé tich phén
bé tinh toan duoc 1a 1,5 -2,5 don vi.

Chuyén héa:

Ornidazol phdn 6n chuyén hoa & gan thanh 2-hydroxymethyl va a-hydroxymethyl. Ca 2 chit
chuyén héa it hoat déng trén Trichomonas vaginalis va Anaerobic bacteria so v6i dang khong doi.
Thai triz:

Thoi gian ban thai 12 13 gid. 85 % liéu don dugc thai trir trong vong 5 gio' du tién dudi dang chat
chuyén héa. 4 % duoc thai trir qua nudc tiéu dudi dang khong doi.

CHI PINH
Ornidazol diéu tri nhitng nhiém khuan sau:
e Bénh amip gan
e Bénh amip rudt 2 CEO .
e Bénh Giardia T @Y



e Bénh Trichomonas dudng ni€u sinh duc

e Nhiém khuan do vi khuén ky khi
Dur phong:
Phong ngira nhiém khuén sau phiu thudt do vi khuin ky khi, dic biét 1a nhiing nhiém khuin sau
phau thuét tiéu hoéa va phu khoa.

CHONG CHi PINH
Chéng chi dinh v6i cac bénh nhan man cam véi cac thanh phan thude hay céc din chét imidazol.

TUONG TAC THUOC

Khac v6i cac din chét nitroimidazol khac, ornidazol khéng (rc ché aldehyd dehydrogenase do dé
khong tuong tac voi rugu. Tuy nhién, ornidazol ¢6 kha nang anh hudng dén tic dung cta thude
chéng ddng nhém coumarin. Liéu lugng cua thude chdng dong phai dugc diéu cm/m phtt hop.
Ornidazol lam kéo dai tac dung gian co cua vecuronium bromid.

LIEU LUQNG VA CACH DUNG

Thude dugc udng sau bira in.

Bénh amip:

Ngudi 16n: 500 mg, 2 1An/ ngay dung trong 5-10 ngay.

Tre em: 25 mg/ kg, ngay 1 ldn dung trong 5 -10 ngay.

Bénh Iy amip:

Ngudi Ién: 1,5 g, ngay | lan ding trong 3 ngay.

Tré em: 40 mg/ kg, ngay | lan dung trong 3 ngay.

Bénh Giardias:

Ngudi I6n: 1 hodc 1,5 g, ngay 1 1an diing trong | hodc 2 ngay.

Tré em: 30 hodc 40 mg/ kg mdi ngay.

Bénh Trichomonas:

Ngudi lon: 1,5 g dung liéu duy nhat hodc 500 mg ngay 2 1an trong 5 ngay. Nén diéu trj cung lic voi
nguoi phdi ngiu.

Tré em: 25 mg/kg dung lidu duy nhét.

Nhiém khuan do vi khudn ky khi:

Ngudi 16n: Truyén tinh mach véi liéu khoi déu 0,5-1 g, sau d6 lidu duy tri 1 g chia lam 1 hoic 2 lan
mdi ngay trong khoang 5-10 ngay. Diéu tri bang dudng udng vai liéu 500 mg mdi 12 gio nén dugc
thay thé som nhét co thé.

Tre em: 10 mg/kg truyén tinh mach mdi 12 gid trong 5-10 ngay.

Phong ngira nhiém khudn hdu phdu:

Truyén tinh mach 1 g truéc khi phau thuat 30 phat.

St dung & bénh nhin suy gan:

Thoi gian ban thai kéo dai va dd thanh thai cua ornidazol gidm dugc ghi nhan ¢ bénh nhéan suy
giam chiic ning gan. Khoang céch lidu nén duoc tang gip doi & bénh nhan suy gan nang.




S dung & bénh nhan thim phan mau:
Bénh nhén trude khi thim phan mau nén duge bd sung liéu ctia ornidazol. Liéu b sung la 500mg
néu liéu m&i ngay la 2g/ngay va 250mg néu liéu mdi ngay 14 1g/ngay.

THAN TRONG

Ornidazol thudng di kém v6i cac rbi loan thin kinh nhu chong mit, choang véng, mét diéu hoa,
bénh than kinh ngoai bién.

Cén hiéu chinh liu & bénh nhén suy gan. Khéng hiéu chinh liéu & bénh nhéan suy than.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU

Khéng co bing ching vé su tich lily ornidazol khi str dung & phu nir c6 thai. Do do, khong can higu
chinh liéu & phu ni¥ c6 thai. Tuy nhién, chua c6 dir liéu 1am sang ddy di. Nén can nhic giira loi ich
tri liéu va nguy hai c6 thé xay ra cho ba me va thai nhi khi st dung.

TAC DUNG PHU

Tac dung phu nhe nhu budn ngu, dau dau va réi loan tiéu hoa, budn ndn va ndn co thé xay ra. Réi
loan than kinh trung uvong nhu chong mat, run, cing khop, co giat, mét moi va ch@ng mat, mat y
thie tam thoi, réi loan cam gidc va than kinh ngoai bién da quan sat dugc trong valltrudng hop ca
biét. R&i loan vi giac, bat thudng chirc ning gan va phan tung da dugc ghi nhan. E/ gan o1 mét
déi khi dugc béo cdo.

Gidng cac thube nhom nitroimidazol ¢6 thé giy sbc phan ve, thiéu mau khong hdi phuc, dau co va
dau khop.

Théng bdo cho bdc st nhitng tic dung khong mong muon gap phai khi sir dung thudc.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Do c¢6 tac dung phu Ién than kinh trung uvong nén thén trong khi ding thudc o ngudi 1ai xe va van
hanh may moéc.

SU DUNG QUA LIEU:
Néu liéu dung qué cao, cé thé xay ra:
Triéu ching nhu tac dung khéng mong mudn & mic dd nghiém trong.

Biéu tri: Khong c6 thubc giai doc dac hiéu. Str dung diazepam duoce khuyén khich trong truong l'lO’fJ
nay. .

PONG GOI: Hop chira 10 vi Alu-PVC x 10 vién nén bao phim.
HAN DfJNG 36 théng ké tir ngz‘iy san xuét :

TIEU CHUAN. Nha san xut.

SAN XUAT BOI: |
M/S PANACEA BIOTEC LTD. TT TQ ("T JC T.Ri. T‘ \(]
Dia chi: Malpur, Baddi, District Solan — 173 205, Himachal Pradesh, Am AUONG PHONG
DT/Fax: 0177-2621842. Sy vién y f (ting
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