Composition: Each film coated tablet contains:

Tini

Indications, Dosage & Administration, Contra-indication & p ati
See enclosed insert circular

Storage: Store below 30°C in a cool and dry place, away from direct sunlight.
Quantity specification: In house
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Thanh phin: M3i vién nén bao phim cb chira:
Tinidazol 500mg
Chi dinh, liéu ding & cach ding, Chéng chi dinh

va lwru 2 Xin xem tr hurdng dan sir dung.

Béo quédn: Noi khd, mat & nhiét 4 dudi 30°C, trdnh anh sang.

Dang bao ché: Vién nén bao phim.
Cic thong tin khéc, xin xem t& huémg din sir dung

Rx Thudc ké don 10 X 10 vién/Hop

DQC KY HU'ONG DAN SUF DUNG TRUGC KHI DUNG
DE XA TAM TAY TRE EM
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Tinidszol 500 0mg Tinidazs! 500,
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Poc ki huéng din sir dung trude khi ding
Dé xa tim tay tré em

TZIDE-500

[Thanh phan] M3i vién nén bao phim ¢6 chia

Tinidazol 500mg

Ta duge vira du 1 vién

{(Colloidal anhydrous Silica, Magnesium . Stearate, Methyl hydroxy benzoate,
Microcrystalline Cellulose, Povidone, Propyl Hydroxybenzoate, Sedium Starch Glycolate,
Starch, Purified talc, Instacoat Aqua-IIT White, Lake Colour Tartrazme ISL)

[Dugre luc]

Tinidazol 1 d4n chét imidazol twong tir mctromdazol Thuoc c6 tac dung voi ca dong vt
nguyén sinh va vi khuin ky Kkhi bét buBo nhu Bacterpides spp., Clostridium spp.,
Fusobacterium spp.. Co chc tac dung cia tinidazol véi vi khuén ky khi va nguyén sinh dong vat
la thudc thim nhap vao té bao cua vi sinh vat va sau d6 pha hay chudi DNA holic ac ché tong
hgp DNA.

Tinidazol ¢é tdc dung phong va diéu tri c&4c nhidm khudn dudng mat holic dudmg tiéu
hoa, diéu tri 4p xe va diéu tri cac nhiém khuén ky khi nhu viém can mac hoal it va hoai thur sinh
hoi. Trén thyc t thudng gip cic nhifm khuén hdn hop, do vdy cin phai_ phox hgp tinidazol vai
céc khang sinh khac mét cach hop ly d& 6 thé loai trir duoc ca cac vi khuéin hiéu khi nghi ngé.

Pé phong nhidm khuin trong phiu thujt, cé thé phéi hop tinidazol véi gcntamwm hodc
tinidazol v&i cephalosporin, dung trudce va trong khi phiu thust. Khéng nén dimg thudc tiép sau
phiu thuit. Dung thudc du phong kéo dai khong ting tac dung phong ngua ma con [am ting
nguy co nhidm khuén tidm 4n va khang thuéc. Néu nghi ng&r ¢6 nhim hén hop vi khuén ky khi
vi Enterococcus, nén phdi hop tinidazol v6i ca gentamicin va amplcllm;‘cephalosponn hodc
tinidazol v&i vancomycin. Trubng hop nghi ngd nhidm cac vi khudn Gram
am Enterobacteriaceae nhu Klebsiella, Proteus hoic Escherichia cing véi cac vi khudn ky khi,
nén phdi hop tinidazol véi céc cephalosporin thé hé 1 hofic 2. Néu nghi ngd c6 cic vi
khudnEnterobacteriaceae khac nhu Enterobacter, Morganella, Providencia, Serratia trong céc
nhiém khuin hdn hop ky khi va hidu khi, cin phdi hop tinidazol véi cephalosporin thé hé 3,
pemcllm va thude trc ché beta- lactamase, monobactam va/hogic gentamicin. Néu nghi ngd céc vi
khuén ky khi khing metronidazol/ tinidazol, c¢6 thé dung céc thudc khac thay thé nhu
clindamycin hofc cloramphenicol, imipenem hofc phdi hop penicilin va thudc e ché beta -
lactamase.

Duwge ding hoc

Tinidazo! duge hip thu hiu hét sau khi ubng va dic biét nong d6 dinh trong huyét tuong
dat khoang 40 microgam/ml sau 2 gi& ding lifu duy nhét 2 g, tut xudng 10 microgam/ ml sau 24
gig va 2,5 microgam/ml sau 48 gid. Vi liéu duy tri 1 g hang ngay cé thé duy tri duogc nong dé
trén 8 microgam/ ml. Liéu twong duong, ding theo dudng tinh mach, cling cho cdc néng d6
trong tir trong huyét twong nhur lidu udng. Nira doi thai trir trong huyét twong 12 12 - 14 gio.

Tinidazol dugc phéin bd réng rai va ndng do dat duge & mat, sira, dich ndo tity, nudc bot
va cic mé khéc trong co thé tuong tr véi ndng db trong huyét trong; thude d& dang qua nhau
thai. Chi ¢6 12% gin vao protein huyét trong. Thudc chura chuyén héa va céc chit chuyén héa
ciia thube dugc bai tiét trong nudce tiéu va mét phan it hon trong phan.

[Chi dinh]
Tinidazol thirong phdi hop véi céc khang sinh khéc trong céc trudmg hop:
Dur phong:

Phong nhiém khuin sau phiu thuat do cac vi khudn ky khi, dic biét cdc nhiém khuén lién

quan t6i phiu thuat dai trang, da day va phu khoa.
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Diéu tri: Cac nhiém khuin do vi khuén ky khi nhu:

Nhiém khuén trong & bung: Viém mang bung, 4p xe. Nhiém khuén phu khoa: Viém néi
mac tir cung, viém co ndi mac tir cung, a4p xe voi budng trimg. Nhiém khudn huyét. Nhiém
khuin vét thuong sau phiu thuat. Nhiém khuan da va cac m6é mém. Nhiém khuén duong ho hép
trén va dudi: Viém phdi, viém mang phéi mu, ap xe phoi.

Viém am dao khf)ng dac hiéu.

Viém loét lgi cép. “SORATON

Nhidm Trichomonas sinh duc tiét nidu ca nam va,m’r\ N

Nhiém Giardia. i SRR, ..

Nhiém amip ruét. f '_ o RIS e

Amip cur tri & gan. 7'_ e |
[Liéu lwgng va cich diing] ' i

Tinidazol thudmg dung u6ng véi lidu duy nhét trong hodc sau khié.n,.

Phong nhiém khudn sau phdu thugt: Ngudi 1ém udng | lleu duy nhét 2 g truée phiu thuat
12 gio.

Diéu tri nhiém khudn ky khi: Ngudi 16n ngay diu udng 2 g, sau d6 uéng 1 g, 1 1in hang
ngay hoic 500 mg, hai lin/ngay. Thudng diéu tri trong 5 - 6 ngay 1a di, nhung thoi gian diéu tri
con tiy thude vao két qua 1am sang; dgc biét, khi diéu tri triét dé nhiém khuén & mot vai vi tri c6
khé khan, can thiét phai kéo dai diéu trj trén 7 ngay.

Viém ém dao khong dic hiéu: Ngudi 16n dung lidu duy nhat 2 g, udng mét lan. Diéu tri
hai ngay lién tuc v&i liéu 2 g m3i ngay mét I4n (lidu tdng cong 4 g) hiéu qua khoi bénh nhanh
hon.

Viém loét loi cdp: Ngudi 16n uﬁng lidu duy nhét 2 g, mét lan.

Nhiém Trichomonas sinh duc net niéu:

Ngudi I6n: Liéu duy nhét 2 g udng mot lan. Pdng thoi cin diéu tri twrong tu cho ca ngudi
bgm tinh (v¢ hay chong) Tné em: Liéu duy nhét 50 - 70 mg/kg thé trong, ubng 1am mét 1an, c6
thé ding mét liéu nhéc lai, néu cin.

Nhiém Giardia: . )

Ngudi 16n: Liéu duy nhét 2 g, ubng mét 14n. Tré em: Liéu duy nhét 50 - 75 mg/kg, udng
mdt l4n, c6 thé ding mdt liéu nhic lai, néu can.

Nhiém amip & rugt: Nguoi 16m: lidu 2 g, uong mdi ngdy mot l4n, trong 2 3 ngay. Tré
em: diing mét lidu duy nhét 50 - 60 mg/kg thé trong mdi ngay, uong 3 ngay lién tiép.

Amip gan: Ngudi 16n: Téng lidu thay ddi tir 4,5 dén 12 g, tuy thudc vao doc luc
cua Entamoeba histolytica. V6i amip & gan, ¢6 the phai két hop rit mu véi diéu tri bing
tinidazol. Ban d4u cho udng 1 5 2 g, mdt lan mdi ngay, trong 3 ngay. Poi khi dot didu tri 3
ngay khdng c6 hi¢u qua, c tiép tuc t6i 6 ngdy. Tré em: 50 - 60 mg/kg/ngay, udng mot lan,
trong 5 ngay lién tiép.

Luu y céc truong hop phai dung phdi hop véi cac khang sinh khac dé didu tri nhiém
khuin hdn hop. Ngudi cao tudi: Khong c6 khuyén céo lidu dic biét.

[Chéng chi dinh]

Qua man véi tinidazol )

Loan tao méu hoc c6 tién sir loan chuyén héa porphyrin cép.

Ba thang diu cua thai ky; ngudi me dang cho con bu.

Ngudi bénh c6 céc rdi loan thin kinh thuc thé.

[Than trong]

Trong thdi gian diéu tri v6i tinidazol khong nén ding cac ché phim c6 ruou vi c6 thé c6
phan tng gidng nhu cia disulfiram (do bing, co cimg bung, ndn, tim dép nhanh).
[Phu nir c6 thai va cho con bii]

Thoi ky mang thai:Tinidazol qua hang rao nhau - thai. Chéng chi dinh ding thudc nay
cho phu nir mang thai trong 3 thang dau vi chura biét anh hudng ciia cac loai thude nay trén bao
thai. Chua c6 bing chimg tinidazol anh hudng c6 hai trong giai doan sau cia thai ky, nhung can
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phai cin nhéc giira loi ich cua dung thubc véi nhitng kha niing gay hai cho bao thai va ngudi me
& ba thang thi 2 va thir 3 cua thai ky.

Thai ky cho con bi: Tinidazol bai tiét qua sita me. Sau khi ubng thubc 72 gitr ¢ thé van
tim thay tinidazol trong sita. Khong nén dung cho ngudi me dang cho con bu, hodc chi cho con
bu it nhit sau 3 ngay ngirng thudc.

[Tac dong cia thude khi ldi xe va van hanh may méc]
Thaén trong khi 14i xe va van hanh may mée.
[Phén ng phu]

C6 khoang 3% ngudi bénh duoc diéu tri gﬁgcac phan img khéng mong mudn.
Thuwong gép, ADR> 1/100

Tuan hoan: Viém tinh mach huyet khéi, cfau noi tiém,

Tiéu héa: Budn nén, in khﬁng ngon, dau buﬁg

Phan tmg khac: Thay ddi vi giac nhit thi.,

It gdp, 1/1000 < ADR < 1/100

Toan than: Chong mit, nhirc ddu; Tiéu héa: N6n, ia chdy. -
Hiém gdp, ADR < 1/1000

Toan than: Di u‘ng, sbt.

Mau: Giam bach ciu c6 hdi phuc.

Tiéu hoa: Viém miéng.

Da: Ngoai ban, ngira, phat ban da.

Co xuong: Pau khép.

Than kinh: Bénh ly than kinh ngoai bién.

Tiét niéu: Nude tlgu sAm.

Cha y: C6 nguy co xay ra cac phan ng glong disulfiram néu ngudi bénh ubng ruQu khi
diéu tri. Thinh thoang ciing ¢6 phan u’ng di img hén hop: Ngoai ban, may day kém theo sbt va
dau cac khop. Mot sb it tmtmg hop bi mat diéu hoa va co giat cung da dugce thong bao.

Thudc nay ch:' s dung theo su ké don cia bdc sy
Thong bdo cho btic sj néu cé bit ky phan irng ndo xay ra khi ding thuéc
Néu cin thém thong tin, xin héi y kién ciia bdc sy
[Twong tic thudc]

Cimetidin c6 thé 1am giam thai trir tinidazol ra khoi co thé. C6 thé do cimetidin (rc ché
chuyén hoa tinidazol & gan, nén lam ting ca téc dung diéu tri 14n doc tinh.

Rifampicin c6 thé 1am ting thai tinidazol. C6 thé do ting chuyén héa tinidazol & gan, va
lam giam tac dung diéu tri.

Sir dung ddng thdi tinidazol véi cdc thube chéng dong dang udng s& lam ting téc dung
chéng dong clia céc thudc nay.

[Qua lidu]

Ngimg diéu tri néu thay cac ddu hiéu than kinh bét thuong.

Diéu tri cc phan img gidng nhu cia disulfiram chii yéu 1a diéu trj trigu chimg va hd trg.
Mic di hdu hét cac phan (g nay thuomg ti hét va khéng c6 nguy co de doa tinh ‘mang, nhung
nén diéu tri tai noi c6 sin céc phuong tlf;rl va thuéc cdp ciru; vi loan nhip va ha huyét ap ni’mg doi
khi xay ra. C6 thé diing oxygen hozc hdn hop 95% oxygen va 5% carbon dioxyd dé hd trg hé -
hap C6 thé xir ly cac phan ung néng gibng nhur truong hop sée. Co thé ding céc dung dich dién
giai hodc huyet twong dé duy tri tuan hoan.

[Tiéu chuén] Nha san xuét

[Han diing] 24 thang ké tir ngay san xuét

[Pong gbi] Hop 10 vi x 10 vién

[Bo quan] Bao quan noi khd, mét & nhiét d¢ dudi 30°C, trénh énh sang.

Nha san xuit "'
BRAWN LABORATORIES LTD. : SN )
13, N.L.T. Industrial Area, Faridabad-121 001, Haryana, India fi
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