https://trungtamthuoc.com/ kay 1 i

CTY TNHH SX-TM DUGC PHAM CONG HOA XA HOI CHU NGHIA VIET NAM
THANH NAM P6c Lap - Ty Do - Hanh Phic
MAU NHAN XIN DANG KY ' BOY TE
VIEN NEN DA| BAO PHIM TANARAZOL CUC QUAN LY DUGC
DA PHE DUYET

1. M3u nhan vi
Lan dau:.42./.4.../.45......

CONG TY THHH X - TM DUGC PHAN THANH NAM

&
I

Tanarazul .

Jmdg ﬁhnrﬁﬁn-mm:ndunnmm

mnnmu-mmmmmm

GMP - WHO

Ngay 01 thang 12 né_[’n 2011
CTY TNHH SX-TM DUQC PHAM THANH NAM
KT/ Giam Ddc
v hd Giam DSe

/h )
ONG TY
EM ww%h\

/HA

( wy ";AN' xbﬁl X

in*\ WUONG WA D40

\ N\ '[p\\'l"» \.‘\.ll
A \}I

\‘;1‘{ n; ?fo,(;'/

DS. Nguyé&n Quéc Chinh




https://tURGIAEH RBIPG GTY vien

‘eegdx3/qQH
g unyxsg Aebn
ON uNEE/XS Q] 0

Wen J8IA “NOH “d1 ‘1 UBnD ‘yulg veL d 8L Bugg Ve :dA
wen @A ‘Buong yuig ‘uy ugny)

‘aodefiuig wen 1814 NOM ‘d€7 208 0718@ 09

INVN HNYHL WYHd 3000 WL - XS HHNL AL ONQD

1sJya z_w_g A _0: NIX NIL czo_.:. W3IHL zqu :uz
ONNG IHX D01 INAQ NS NYA SNOAH AX 208
W3 wm._. «ao AVl iq_.. X wo

Al NAGQ ‘ugnyonell
2.02 1979 0P 1314u { suenb ogg
“Bunp s ugp Bugny g1 6P Uix

:3gyy up) Bugyy 93 g jey) 03 pu Nyd oya Buhp Bs ‘nyd Bubp
g} ‘agny) aej Gupny ‘Bunp ngy ‘oeq yuea ‘yuip jya Bugyg

|0ZBJRUR|

OHM - dIN9

N

:oN‘Boy

sjeidea pejeod - wiy | X SIesig 0L Jo xog
......... xozeoRill

0ZRJRUP|

Bw 00g

DILIP UOTAUSAI] (%

OHM - 4D

“uefl g iy o diwe ‘Jgns diwe waiyu ‘eipiein
WIYU ‘U BA WEU BI NGIU 131} ONP Yu|S SBUOWOYILIL WIyN «

*dga 101 190] WA g1y 98P BuQuy 08P WY WA «

1P BA uga) dey oy Bugnp ugnyy Wiy ‘waw gw
983 BA D UBNUY Wgiyu ‘gny ngyd nes Buonuy 1 ugnyy wiyu
‘IgAny ugnyy waiyu ‘eoyy fud ugnyy wgu ‘Gung g Guoy
UENUN WRIYN YU Jyy A UENYN 1A 0D UENYY Wgiyu g3 1 ngig

“eoyy fyd A Agp ep ‘Buen

18p ey} neyd ugp uenb ugy ugnyy WU LI 18IQ J¢p
‘Jux Ry ugnwpy 1n 982 0p 1¢nul ngyd nes ugnuyy waiyu Bugud -
-dgy Gugniy

993 Buox) agyy yuis Bupyy 283 194 4Oy 10yd Bugny) jozepiui|
‘yulp 3

UgiA | P BA 900D BL
Bwpos lozepul |
apy; Bugg

ozeJeuR|

»as OHM - dINB

4\

wiyd oeq fep ugu ugiA 0} X |A 01 doH

Bw 00g

OHM - dND

0ZPJRUR|

(ozepjuiL

LLOP Rt} 1Ry 20y ), |

OHM - dIN9

|

s18jded peyeod Wiy oL X sselsiq O} jo xog
wiyd oeq 1ep ugu ugiA O} X JA 0 doH

Bus pos

........ |ozepiul|

|0ZPJPUR|




https://trungtamthuoc.com/

4

TG HUGNG DAN SUDUNG

THANH PHAN : M3i vién chia (e} P T |
Tinidazol 500mg Y?l\: & ‘;'ﬁf
T4 dugc vira di 1 vién. Ny {5

(Avicel PH101, PVP.K30, Natri starch glycolat, Magnesi stearat, Talc, HPMC 2910, PEG 6000, 'Myd,’

Tartrazin),

CHI PINH PIEU TR]

Tinidazol thudng phdi hgp véi cdc khang sinh khic trong cdc trudng hgp:

~ Phong nhiém khudn sau phiu thudt do cdc vi khuén ky khi, dic biét cdc nhiém khudn lién quan d&n phiu
thudt dai trang, da day va phy khoa.

~ Diéu trj cdc nhidm khudn do vi khuén ky khi nhu: Nhi&m khugn trong G bung, nhiém khu#n phy khoa, nhiém
khudn huy€t, nhiém khudn vét thuong sau phiu thuit, nhiém khuén da va cdc mé mém, nhiém khuin dudng
hé hdp trén va dudi.

- Viém d4m dao khong dic hi€u, viém loét 1gi cép.

— Nhi€m Trichomonas sinh dyc tiét niéu ci nam va n#t, nhiém Giardia, nhiém amip rudt, amip cu trd 3 gan.

LIEU LUGNG VA CACH DUNG

Thudng ding udng véi liéu duy nha't trong hoic sau khi #n,

~ Phong nhiém khuén sau phiu thujt: Ngudi 16n udng lidu duy nhdt 4 vién truéc phiu thujt 12 gid.

~ Diéu trj nhiém khudn ky khi: Ngudi 16n ngay diu udng 4 vién, sau d6 udng 2 vién/ 1 14n/ ngay hoic 1 vién x
2 1an/ ngay. Thudng diéu tri trong 5 — 6 ngay.

= Viém 4m dgo khong dic hi¢u: Ngudsi 16n udng lidu duy nhit 4 vién/ 1 14n. Piéu tri 2 ngay lién ti€p vdi liéu
4 vién/ 1 14n/ ngdy: hiéu qua khdi bénh nhanh hon,

- Viém loét Igi cip: Ngudi I6n udng lidu duy nh4t 4 vién/ 1 14n.

— Nhi€m Trichomonas sinh duc tiét niéu: Ngudi 16n udng liéu duy nhit 4 vién/ 1 1in. Péng thdi cin diéu tri
tuong ty cho cd ngudi ban tinh ( vg hay chdng). Tré em: Liéu duy nhdt 50 - 70mg/kg cin ning, udng 1 ldn,
c6 th€ ding mot lidu nhic lai, néu cin.

~ Nhi€m Giardia: Ngudi 16n uSng liéu duy nht 4 vién/ 1 l4n. Tré em: Liéu duy nhdt 50 — 70mg/kg cin ning,
udng 1 14n, c6 thé ding mot liéu nhic lai, néu cin.

~ Nhi€m amip & rudt: Ngudi 16n: 4 vién/ 1 14n/ ngdy, ung 2 - 3 ngdy. Tré em: 50 - 60mg/kg cin ning/ 1 lin
/ ngdy, udng 3 ngay lién tiép.

— Amip gan: Ngudi 16n ban ddu ubng 3 - 4 vién /1 14n / ngdy, udng trong 3 ngay, Ddi khi dgt diéu tri 3 ngay
khéng hi€u qua, cin tiép tuc t6i 6 ngdy. Tré em: 50 — 60mg/kg cdn ning/ 1 14n / ngay, udng 5 ngay lién
ti€p.

CHONG CHi PINH

— Qud man v6i Tinidazol va bit ky thanh phin nao ciia thude.

— Loan tao mdu hoic c¢6 tién st loan chuyén héa porphyrin c4p.

— Ba thdng ddu ciia thai ky. Ngudi me dang cho con b.

— Ngudi bénh ¢6 c4c r6i loan thin kinh thyc thé.

CANH BAO VA THAN TRONG KHI SU DUNG
Trong thdi gian diéu tri véi tinidazol khong nén ding cdc ché phdm c6 rugu vi ¢6 thé 6 phén wng
giong disulfiram (d3 birng, co cling bung, nén, tim dip nhanh).

TUONG TAC VOI CAC THUOC KHA C

— Cimetidin ¢6 thé 1am gidm thai trif tinidazol ra khdi cd thé. C6 thé do cimetidin ¢ ché chuyén héa
tinidazol & gan, nén 1am ting ¢4 tdc dung diéu tri 14n doc tinh.

~ Rifampicin ¢6 thé lam ting thii tinidazol. C6 thé do ting chuyén héa tinidazol & gan va lam gidm
tdc dung diéu tri.

TRUONG HQP CO THAI VA CHO CON BU

— Phu nif ¢6 thai: Tinidazol qua hang rio nhau-thai. Chdng chi dinh ding thudc ndy cho phu nif mang thai
trong 3 thing dau. Chua c6 bing chiing tinidazol dnh hudng c6 hai trong giai doan sau cda thai ky, nhung
cdn phéi can nhdc giita lgi ich cda viéc diing thuGc véi nhitng kha niing gy hai cho bio thai vi ngudi me §
ba thdng thi¥ 2 va thit 3 cda thai k.
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— Phu nit cho con bi: Tinidazol bai ti€t qua sita me¢. Khong nén ding thuSc cho ngudi me dang cho con bi
hodc chi cho con bi it nhat sau 3 ngay ngitng thudc.
TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC
Luwu ¥ thudc c6 thé gdy chéng mit, nhitc ddu cho mét s& ngudi , vi thé€ phai thin trong khi diéu khién l4i xe
vd vin hanh mdy méc.
TAC DUNG KHONG MONG MUON
C6 khodng 3% ngudi bénh dugc di€u tri gip cdc phin ¥ng khéng mong mudn.
~ Thudng gip: Viém tinh mach huyé&t khéi, budn nén, in khéng ngon, dau bung, thay ddi vi gidc nh4t thdi.
— ft g@p: Chéng mit, nhifc diu, ndn, tiéu chiy.
- Hi€m gip: Di tng, s6t, gidm bach ciu c6 hdi phyc, viém miéng, ngita, phit ban da, dau khdp, nudc tiéu
sdm.
Chii y: C6 nguy cd xdy ra cdc phdn ng gidng disulfiram n€u ngudi bénh udng rugu khi diéu tri. Thinh thodng
ciing ¢6 phdn Wng dj ¥ng hdn hgp: Ngoai ban, mdy day kém theo s6t va dau cdc khdp. Mot s§ it trudng hgp bi
mét diéu hda va co gidt ciing dd dugc thong béo.
Thong btio cho béc si nhiing téc dung khong mong mudn gip phai khi st dung thudc
QUA LIEU VA XU TRi
Khéng c6 thudc gidi doc dic hiéu d€ diéu tri qu4 liéu tinidazol. Chd y&u diéu tri triéu ching va hd trg; c6
thé rita da day. C6 thé loai tinidazol d& dang biing thim téch.
DUQC LUYC HQC
Tinidazol 13 din ch4t imidazol twong ty metronidazol. ThuGc c6 tic dung véi ca dong vt nguyén sinh va vi
khudn ky khi bit buc nhw Bacteroides spp, Clostridium spp, Fusobacterium spp. C3 ché tic dung cia
tinidazol véi vi khudn ky khi va nguyén sinh dgng vat 1a thudc thim nhdp vao t& bao ciia vi sinh vit vi sau
d6 phd hiy chudi DNA hoic itc ché tdng hgp DNA. Tinidazol c6 téc dung phong va diéu tri cdc nhiém
khudn dudng mét hodc dudng tiéu héa, didu trj 4p xe va didu tri cdc nhidm khufn ky khi nhv viém cin mac
hoai tif va hoai thy sinh hdi. Trén thyc t€ thudng gép cdc nhi€ém khudn hdn hgp, do viy cin phii phdi hop
tinidazol v@i cdc khdng sinh khdc m¢t cdch hgp 1y d€ c6 thé loai trir dugce ci cdc vi khudn hi€u khi nghi ngg.
DUQC PONG HQC
Tinidazol dugc hdp thu hiu hé€t sau khi udng v dic biét néng do dinh trong huyét tuong dat khodng
40mcg/ml sau 2 gi® ding liéu duy nhét 2g. Nita ddi thai triy trong huyé€t tuong 1a 12 — 14 gid.
Tinidazol dwgc phin bd rong rdi va néng d6 dat dugc & mat, siia, dich ndo tiy, nudc bot v cdc md khic
trong cd thé twong ty véi ndng do trong huyét tuong. Thubc d& dang qua nhau thai. Chi c¢6 12% gin vao
protein huy&t tuong. Thudc chua chuyén héa va cdc chit chuyén héa ciia thusc duge bai tiét trong nudc tiu
va mét phin it hon trong phén.
BAO QUAN  :Bio quin & nhiét d6 dudi 30°C
HAN DfING : 36 thing ké tiY ngay sdn xuit
TIEU CHUAN : DPVNIV
TRINHBAY : Hop: 10 vi, vi 10 vién.
KHUYEN CAO : Thudc nay chi diing theo don ciia thdy thudc
P& xa tdm tay ciia tré em
Doc k§ huéng din sit dyung trude khi ding
N&u cén thém thong tin xin héi § ki€n bac si
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