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/=) tranh anh sang.

Thanh phén: Mé&i vién nén bao phim chira:
Ornidazol .......coveeueees 500 mg DE XA TAM TAY TRE EM,
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Bao quéan: Noi kho, nhiét do dwéi 30°C DUNG TRUO'C KHI DUNG

Rx Thuéc ké don

anzol 500

Ornidazol 500 mg
Vién nén bao phim

Hop 1 vi x 10 vién
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Batch No./LSX:

Mfg. Date/NSX:
Exp. Date/HD:

Reg. No./SBK:

Chi djnh, cach ding & liéu dling, chdng chi dinh va céc théng tin
khac: Xem trong t& Huong dan St¥ dung thuée kém theo.

San xuat tai: X

Coéng ty co ph‘én duwgrc pham céng nghé cao Abipha

Pja chi: L6 dat CN-2, Khu céng nghiép Phu Nghia, Xa Phu
Nghia, Huyén Chuwong My, Thanh phé Ha Noéi, Viét Nam.

anzol 500

Rx Thubc ké don

anzol 500

Ornidazol 500 mg
Vién nén bao phim

Hop 1 vix 10 vién
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DE XA TAM TAY TRE EM,
POC KY HWONG DAN SUY
DUNG TRUOC KHI DUNG

Tiéu chudn: TCCS
Bao quan: Noi kho, nhiét dé dwéi 30°C, tranh anh sang

£
2 0 PH}?\‘N
o\ gt PHANHND

Rx Thubc ké don

anzol 500

Ornidazol 500 mg
Vién nén bao phim

Hép 3 vix 10 vién
(B R e e

Batch No./LSX:
Mfg. Date INSX:
Exp. Date/HD:
Reg. No./SBK:

Chi dinh, cach diing & liéu diing, chéng chi dinh va céc théng tin
khéc: Xem trong t& Huong dan st dung thube kém theo.

San xuét tai:

Céng ty cd phan dwoe pham cong nghé cao Abipha

Dia chi: L6 dat CN-2, Khu céng nghiép Phu Nghia, Xa Pha Nghfa,
Huyén Chwong My, Thanh phé Ha Nai, Viét Nam.
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% Ornidazol 500 mg
Vién nén bao phim
Hop 3 vix 10 vién
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Thanh phan: M5i vién nén bao phim chira:
Ornidazol .....c.ceeevee. 500 mg

Tiéu chuén: TCCS

DE XA TAM TAY TRE EM
POC KY HUGNG DAN SIF DUNG TRU'GC KHI DUNG

B&o quan: Noi khd, nhiét 46 dwdi 30°C, tranh anh sang.

Bx Thubc ke don

‘ﬁanzol 500
Ornidazol 500 mg

Vién nén bao phim

Hoép 5 vi x 10 vién
s

Batch No./LSX:

Mfg. Date/NSX:
Exp. Date/HD:
Reg. No./SBPK:

Chi dinh, céach diing & liéu dung, chéng chi dinh va
c4c théng tin khac: Xem trong t& Huwdng déan st dung
thuéc kém theo.

San xuét tai: Céng ty cd phan dwoc phdm céng
nghé cao Abipha

Dia chi: L& @4t CN-2, Khu cong nghiép Pha Nghia, Xa
Pht Nghia, Huyén Chuong My, Thanh phé Ha Noi,

Viét Nam.
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anzol 500

Ornidazol 500 mg

Coéng ty cd phan dwoc phdm
cdng nghé cao Abipha

anzol 500

Ornidazol 500 mg
Cong ty ¢b phan dwgc phdm

anzol 500

Ornidazol 500 mg

Cong ty ¢d phan dwoc phdm
cdng nghé cao Abipha

anzol 500

Ornidazol 500 mg

Céng ty cb phan dwoc pham
cdng nghé caoc Abipha
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\ i /;/’//s BANZOL 500

\ Boc ky huwéng din siv dung truée khi diing - Dé xa tim tay tré em
HAN CONG THU'C: M3i vién nén bao phim chira:
Thanh phén dwoc chat:

fyr

i TR ek SNl S 0 et JONR S BNt
Thénh phan td dige:
Lactose monohydrat 200 mesh, Avicel PH101, croscarmellose natri, Povidon K30, colloidal
silicon dioxid, magnesi stearat, Opadry 03A18373 White (Hypromellose, Talc, Titan
Dioxid).
! DANG BAO CHE: Vién nén bao phim

M@ ta: Vién nén bao phim mau tréng, hinh tron, canh va thanh vién lanh lan.

CHI DINH:
BANZOL 500 c6 hoat tinh khéng khuén, khéng ky sinh tring va cdc dic diém duoe dong hoc
ctia ornidazol. Thude duge chi dinh trong céc truong hop nhidm khudn, nhidm ky sinh tring
nhay cam gdm:
Nhiém amip.
Nhiém Trichomonas sinh duc tiét niéu.
Nhiém Giardia.
Diéu trj cac bénh nhiém tring ndi - ngoai khoa do vi khun ky khi nhay cam.
Piéu tri du phong céc bénh nhidm trong do vi khudn ky khi nhay cadm géy ra trong qua trinh
phdu thudt véi nguy co cao méc loai nhiém tring nay.
Diéu trj hogic phong ngira nhim vi khun ky khi nhay cam, ndi tiép sau phwong phép diéu tri ||
bang dudng tiém.

Can xem xét cac khuyén céo chinh thirc vé viéc sir dung thude khang khuan thich hop.
CACH DUNG & LIEU DUNG:
Nhiém amip

Nguoi 16n: 2 - 3 vién/ngay.

Tré em: 30 mg/kg/ngay.

Trudmg hop bi amip gan, & giai doan ap xe, nén tién hanh hit sach & ap xe két hop véi didu
tri bing ornidazol.

Nhiém Trichomonas

1 vién x 2 ldn/ngay trong 5 ngay, hodc 3 vién udng 1 lan sau biva an ti (didu tri ngfn).
Nhiém Giardia

Ngudi 16n: 2 vién/ngay.

Tré em: 30 mg/kg/ngay.

Didu tri nhiém triang do vi khuén ky khi (didu tri khéi ddu hoic diéu tri ndi tiép)

Nguoi lén: 2 - 3 vién/ngay.

Tre em: 20 - 30 mg/kg/ngay

Phong ngira nhiém trang sau phiu thuit do vi khuan ky khi (diéu tri khéi dAu hoiic
ditu tri ndi tiép)
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#=man-voi ornidazol va cdc chat lién quan (nhém imidazol) hogic véi bit cir thanh phin
ndo cta thude,

CANH BAO VA THAN TRONG KHI DUNG THUOC:
Cénh bao
Didu tri gian doan trong trudng hop mét didu hoa, chéng mit hoiic ri loan tam thén.
Can tinh dén nguy co trang thai than kinh x4u di & bénh nhan bi réi loan than kinh trung
uong va ngoai bién niing, ¢b dinh hodic dang tién trién.
Thude ndy c6 chita lactose. Bénh nhan bi réi loan di truyén hiém gip nhu khong dung nap
galactose, thiéu hut lactase hodn toan hozc kém hip thu glucose-galactose khong nén dung
thude nay.
Thén trong
Kiém tra cong thirc bach cau trong trudng hop c6 tién st rdi loan v& mau, hodc didu tri lidu
cao v&/ hodc diéu trj kéo dai.
Thube nay thude nhém S-nitroimidazol ma cac truong hop ting tac dung vdi vecuronium
(thube phong bé than kinh co khéng khtr cuc) dé duge béo céo.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:
Nén trédnh sit dung ornidazol trong thoi ky mang thai va cho con ba do thiéu dit liéu thuc
nghiém va lam sang co thé sir dung duoc.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Bénh nhén can duge canh bdo vé nguy co ¢ thé bi chéng mit va 14 1an. Khong nén lai xe

hoic str dung may méc néu rbi loan nay xay ra.
TUGNG TAC, TUONG KY CUA THUOC:
C#c két hgp khong dwoe khuyén cdo:
+ Rurgu:
Trénh dd ubng cé con va céc thude ¢o chira alcol: Phan tmg kiéu disulfiram (ndéng, do bung,
non, nhip tim nhanh).
Cic két hop chn xem xét:
+ Fluorouracil (va bang cach ngoai suy, tegafur va capecitabin)
Tang doc tinh cua fluorouracil do gidm dé thanh thai cta no. Cén theo doi dic biét khi két
hop véi cac thube chbng déng coumarin, mic du khong thdy tang tédc dung chéng dong khi
dung cung vdi ornidazol.
Cac vén dé dic biét vé& mét cin bing INR
Nhiéu truong hop ting hoat tinh cta thude ubng chéng dong da duge bao cao & bénh nhéin

dung khang sinh. Trong pham vi nhiém tring hozic viém 3 rét, tudi tac va tinh trang chung
clia bénh nhan 1a cac yéu t6 nguy co. Trong nhiing trudng hop nay, rit kho dé phén biét gitra
bénh Iy nhidm khuén va céch diéu trj khi xay ra sy mét cn bing INR. Tuy nhién, mét s6 loai
khang sinh ¢6 lién quan nhiéu hon bao gdm fluoroquinolon, macrolid, cyclin, cotrimoxazol
va mdt sé cephalosporin.

TAC DUNG KHONG MONG MUON CUA THUOC:
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Lie dimg khén ong mudn cta thude duge phén logi theo tan suét gip: Rat thuong gip

&1/10 ;Pti{{‘vé’mgiaﬁ (=1/100 dén <1/10); it gap (>1/1000 dén <1/100); hiém gap (>1/10.000
é;lEQ/ llbiébgﬂéﬂ'lém gap (<1/10.000); khong rd (khong thé wde tinh tir dit liéu sin cb).
glgﬁéﬂ.ﬂiﬂu:ﬁjznﬁn dau da day, mét diéu hoa, chong mit, nhire dau, a 14n, phat ban.
RAt hiémi pap: Viém gan da duoc bio cho.

O liéu cao hodc trong truong hop diéu tri kéo dai: Giam bach cau.

Thong bio ngay cho bic st hodc dwpce si nhitng phin ieng cé hai gip phai khi siv dung ||

} thuic.
Il QUA LIEU VA CACH XU TRI:

Khong ¢6 dir ligu ve sir dung thude qua lidu, khong ding qua liéu chi dinh cua thude. Truong |

hop ding thude qué lidu, cin tich cyre theo doi dé ¢é bién phdap xtr tri kip thoi.

| PAC TINH DUQC LUC HQC:
Nhém dugre 1y: Cac thude khang khudn khac.
Ma ATC: PO1ABO3
Ornidazol 1a thue khang khudn nhém 5-nitroimidazol,
Phd Ihéng khuin
Nong dd t6i han tach cac ching nhay cam véi cdc ching nhay cam trung gian va sau dé la
cac ching dé khéng: S <4 mg/l va R > 4 mg/l.
Déi véi mot sb ching, ty 1é khang thube méc phai ¢6 thé thay déi theo dia Iy va thoi gian. Do
dé, rét hitu ich néu co théng tin vé ty 18 khang thudc tai dia phuong, dic biét trong diéu tri
c4c nhiém tring nang. Nhiing dit lidu nay cé thé chi cung cip huéng din vé kha ning nhay
cdm ciia mdt chiing vi khudn v6i khéng sinh nay.
Sur thay ddi ty 18 khang thube & Phap da biét déi véi mét chiing vi khuén duge chi ra trong

bing dudi day:
4 T§ 1¢ khing thude mice phii & Phip
Chiing oy o :
(>10%) (gia tri cwe dai)
CAC CHUNG NHAY CAM
Vi khuin ky khi
Bacteroides fragilis
Bifidobacterium 60-70%

Bilophila

Clostridium
Clostridium difficile
Clostridium perfringens
Eubacterium 20-30%
Fusobacterium
Peptostreptococcus
Porphyromonas

Prevotella

Veitlonella 7
CAC CHUNG DL KHANG

. A o X e
Vi khuan hieu khi Gram dwong

Actinomyces
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NH KHANG KY SINH TRUNG
Enmmoeba histolytica

Giardia intestinalis

Trichomonas vaginalis

PAC TINH DUQC PONG HOC:

Hap thu

Thude duge hdp thu nhanh chéng. Néng do t6i da trong huyét tuong dat duogc trong vong 2
dén 3 gior sau khi ubng.

Phén b :

Sau khi udng 1idu don ornidazol 750 mg, nong do tdi da trong huyét twong 1a 11 pg/ml. Thoi
gian ban thai trong huyét tuong 12 - 14 gid. Ornidazol khuéeh tan khép co thé, di vao dich
ndo tiy va nhau thai. Lién két véi protein huyét trong dudi 15%.

Chuyén héa

Ornidazol dugc chuyén héa qua gan 95%. 5 chit chuyén héa ty do hoiic lién hop glucuro va
sulfo duoc xac dinh.

Thai trir

Su thai trir ornidazol chu yéu dién ra dudi dang chét chuyén héa khong c6 hoat tinh, qua thén
(65%) va dwong mat.

il QUY CACH DONG GOI:

Hop 1 vi, 3 vi, 5 vix 10 vién.
Vi Alu/PVC.

PIEU KIEN BAO QUAN: Noi kho, nhiét do duéi 30°C, trénh 4nh séng.
HAN DUNG: 36 thang ké tir ngay san xudt.
TIi&U CHUAN CHAT LUONG: TCCS.

Sén xudt tqi:
CONG TY CO PHAN DUQC PHAM CONG NGHE CAO ABIPHA
Dia chi: L6 ddt CN-2, Khu cdng nghiép Phu Nghia, X3 Pht Nghia,
Huyén Chwong M$, Thanh phd Ha Noi, Viét Nam.
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