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RECORDATI I

The marketing authorization holder:
BOUCHARA-RECORDATI
70, Avenue du G6neral de Gaulle
92800 Puteaux - FRANCE

Manufacturing
SOPHARTEX

site:

21, rue du Pressoir
28500 Vernouillet - France
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THANH PHAN
Metronidazol 500 mg

65 000 ru
100 000 ru

Neomycin sulf'at
Nystatin
T6 duoc; Tinh bOt hia mi, tinh b6t natri carboxymethyl loai A, talc, cellulose vi tinh th6

DANG SAO CHt - QUY CACH DONG GOr
Vi6n ndn d5t 6m d4o. HQp I vix t0 vi6n.
CHI D!NH
Di6u.trivi€m 6m d4o do c6c mim bQnh nhay cdm vdr vi6m dm dao kh6ng drc hiQu.
CIIONG CHi DINH
Thu6c ndy KHONG DUOC DUNG trong ciic tru&ng hsp qu4 m5n v6i mQt trong c6c thdnh phAn cta thu6c
Kh6ng.ding thu6c ndy cl6ng thoi vdi disulfiram, vdicrtc-thu6c di0t tinh trung.
LU'U f DAC BIET
LiAn Eran di.n metronidazol: khdng tli6u tri bing metronidazoltrong thoigian hm l0 ngdy vd khdng l6p laidiAu
tri hon 2-3 lAninim. Ngt1ng cli6u tri n6u xay .u khong dung nap tailn5 hoac phan ringtiung ho{c-nh'iing triQu
chung nhu hi l6n tdm thdn, ch6ng m4t, m6t di€u hda vpn tlQng. Tinh trpng t-hAn kinh c6 thix6u hon O nhrrng
bQnh nhdn c6 r6i loan thAn kinh trung uong hay thAn kinh ngoii bi6n, man tinh hay dang tii5n tri6n n6ng. N€n
girim thfc u6ng chria cdn trong thoi gian ili6u tri.
Liin quan ddn neomycin: nh4y cam vdi khring sinh dung tai ch6 c6 thd tnh huong x6Lu diin viQc dung khring sinh
d6 hodc kh6ng sinh crirng nh6m t6c dlrng todn thdn.

IgAN TRQNG KHI DUNG
Li6n quan d6n metronidazol: ki6m tra s6 lucrng bach c6u ciic lo4i o nhirng bdnh nhdn c6 ti6n su r5i loqn m6u
hodc bdnh nhdn cli€u tri lidu cao vir/ho{c trong thoi gian ddi. Metronidazol c6 thiS gdy k6t qua duong tinh gia
trong x6t nghiCm cil alnn Treponema pallidum (x6t nghiCm Nelson).
Li6n quan d6n neomycin: gidi han thoi gian diAu tri d6 giAm nguy co chgn lgc vi khuAn AC thang hodc bQi

nhi6m boi nhirng vi khuAn ndy.
TUoNG rAc ruu6c vA cAc DANG TUoNG rAc xHAc
K.h6ng duoc su dgng ph6i hgp voi: + C6c ch6t d-i0t tinh trtrng: b6t k! cdc ili6u tri dm dao.tai ctrS <l6u c6 th6 lim
bdt hoat biQn ph6p trAnh thai tpi ch6 bdng ciic chdt diQt tinh trung. + Ruou: do t6c dqng gi6ng hQi chimg cai ruou
(n6ng bimg, do m4t, n6n mua, tim d4p nhanh). Khuy6n b€nh nh6n kh6ng n6n dtrng thuc u6ng hay dugc ph6m c6
chria c6n. + Disulfiram: khi dirng k6t hop voi disulfiram c6 th6 gdy ccrn mC siing hay tinh trang l0 lln.
CAn th4n trong khi k6t hqp v6i: Thu6c ch6ng d6ng duong u6ng (warfarin): lim tdng t6c dgng cua ciic thu6c
ch6ng d6ng dudng u6ng v2r nguy co chay m6u do lirm giiim sU di h6a cria nhtng thu6c ndy o gan.

CAn luu j, khi k6t hgp voi: 5-Fluorouracil: ldm t6ng rlOc tinh cua 5-FU do lirm giam thanh thiii cua thu6c ndy.

PHU Ntr'MANG THAr VA CrrO CON BU
. Mang thai: vi c6 chua neomycin, c6 thti gdy dQc tinh o tai hoqc di viro m5u, kh6ng n€n dirng trong thdi ky
mang thai.
. Cho con bir: tr6nh su dung thu6c ndy trong trudng hgp cho con bri.

LAI xE vA vAN HANH MAY MOC
Phii chri 1i vi thudc niy c6 th6 gdy ch6ng m{t.
LIEU LTJqNG VA CACH DUNG
DANH CHO NGUOI LON.
Duong dm d4o.
- Vi6m dm d4o do ciic mAm bQnh nh4y cdm vd vi6m dm d4o khOng d{c hi€u: I vi6n nen ilat 6m dao mQt ldn ho4c

2 lAn/ngiy trong 10.ngiy 1i6n tiiip, t6i trqp v6i <li6u trib.ang tludng u6ng n6u cAn thiiit.
- Lim Am vi6n thu6c bdng crich nhring vdo nudc 20 diSn 30 gi6y trudc khi dAt. BQnh nhdn n6n giii tu th€ ndm

trong vdng l5 phtit sau khi d6t.

Chri Vtiu fa aleu tri ctng luc cir2 nguoi, b6t k6 c6 ho4c kh6ng c6 d6u hi€u ldm sing.

TAC DUNG KH6NG MONG MU6N
Hitlm g4p: r$i loan d4 diy-ruQt ldnh tinh: bu6n n6n, miQng c6 vi kim loqi, ch6n 6n, co nit vtng thugng vi, n6n

mria, ti6u chdy.
Ngo4i lQ:

- Di ung (m6 day, ngria), n6ng bimg, vi6m lu0i voi cam gi6c kh6 miQng.

- Dau dAu, ch6ng m{t.
- Vi6m tuy c6 the phuc h6i.
O li6u cao valho{c trong truong hqp dieu trl k6o dii:
- Gidm b4ch cAu trung binh co th6 phr,rc h6i khi ngmg thu6c.
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- Bdnh thAn kinh crim giiic ngoai bidn: thucrng khoi khi ngmg di6u tri.
Nuoc ti6u cua b6nh nhdn c6 th6 c6 mdu n6u do do su hi€n di6n cua nhtng s6rc t6 tan trong nuoc tpo ra khi thu6c
duo. c chuydn h6a.
THONG BAo cHo eAc si NHUNG TAc Dr,rNG KHONG MoNc MUoN GAp pHAr KHr su'DUNG
THUOC.
Cic dqic tinh drtrc lyc hpc
rAc NUAN CHONG NHIEM TRUNG TAI cH6 1c: HQ sinh duc ni6u vd c6c hormon sinh duc)
Metronidazol li m6t tiic nhdn ch6ng nhi6m khuAn ho nitroimidazol.
Neomycin ld m6t khdng sinh di6t khuAn ho aminoglycosid.
Nystatin ld mQt t6c nhdn khdng n6m polyen hoat tinh chu ytlu ch6ng lai c6c loii Candida.
PHO KHANG KHUAN
M{TRONTpAZOL
N6ng clQ toi han phdn chia chung nhay cdm v6i chung nhay cdm trung gian vi chtng nh4y cdm trung gian vdi
chung dd khang ld:

Nhay cri.m S 4 mg/l vd EC khang > 4 mgll.
Tinh chdt thay d6i cua sg tt6 khring cta vdi loii vi khuAn a6i vOi metronidazol o Phrip nhu sau:
Nh4y ciim: Helicobacter pylori (30%), Bacteroides fragilis, Bifidobacterium (60 - 7O%), Bilophila, Clostridium,
Clostridium dfficile.
Clostridium perfringens, Eubacterium 80 - 30'A, Fusobacterium, Peptostreptococcus, Prevotella,
P grp hyromonas, Ve il I one I I a.

DC kh6ng: Actynomyces, Mobil uncus, Propionibacterium acnes.
Tdc d6ng kh6ng k! sinh trung: Entamoeba histolytica, Giardia intestinalis, Trichomonas vaginalis.
NEOMYCIN
Tinh ch6t thay cl6i cua sg aC nrang cria vdi loii vi khuAn O6i vOl neomycin d Ph6p nhu sau:

Nhpy cam: Corynebacterium, Listerta monocytogenes, Stapfuitococcus meti-|, Acinetobacter (chu yrlu
Acinetobacter baumanii) (50 - 7 5%), Branhamella catarrhalis, Campylobacter,Citrobacter freundii (20 - 25%),
Citrobacter koseri, Enterobacter aerogenes, Enterobacter cloacae (10 - 20%), Escherichict coli (15 - 25%),
Haemophilus influenzae (25 - 35%), Klebsiella (10 - l5%), Morganella morganii (10 - 20%), Proteus mirabilis
(20 - 50%), Proteus vulgais, Providencia rettgeri, Salmonella, Serratia, Shigella, Yersinia, Pasteurella.
D6 khring: Enterococci, Nocardia asteroides, Staphylococcus meti-R*, Streptococcus, Alcaligenes denitrificans,
Burkholderia, Flovobacterium sp., Providencia stuartii, Pseudomonas aeruginosa, Stenotrophomonas, Stic
aerobia bacteria, C hlamydia, Mycop I asma, Rickettsia.
* Ti l9 aC nrang aOi vOi meticillin vio khoing 30-50% AOi vOi nh6m tg cAu khuAn vd thuong gap hcrn o bQnh

viQn.

Cgc it{c t[nh drqc ilQng hpc
D6i v6i metronidazol: Di qua nhg vdo tudn hoirn toan than sau khi dtng qua duong 6m tlao. Thoi gian brin hty
trong huy6t tuong tir 8-10 gio. Gan ki5t vdi protein huytit tucrng th6p, dudi 20%. Khutlch t6n nhanh vdo ph6i,

th6n, gan, m4t, dlch ndo tuy, da, nuoc bgt vd dich tii5t dm tlao. Ch6t niry qua ilugc nhau thai vi vdo trong s!1 l:
Chuydn h6a chu y6u tai gan, hinh thdnh hai ch6t chuydn h6a oxy h6a kh6ng li6n ho,p (5-30% ho4t tinh). Bei tiCt

chu yi-lu vdo trong nudc ti6u. Khodng.35-65% liAu ctuqc h6p thu dugc bdi tii5t vdo trong nu6c ti6u dudi d4ng

metronidazol hay dudi d4ng chdt chuy6n h6a oxy h6a.

BAO QUAN
Hqn dirng: 36 th6ng k6 tu ngny sdn xu6t. Kh6ng dtrng qu6 h4n ghi trdn bao bi.

Bao quan noi khd rrio, nhiQt ilQ kh6ng qu6 30oC.

Thu6c ndy chi dtrng theo dcrn cua b6c sT.

TAn vd dia chi nhd san xudt
Sophartex
21 rue du Pressoir, 28500 Vernouillet - Phrip

Chu so hiru gi6y phdp luu hdnh tr6n thi truong
Laborato ires B OUCHARA-RECORDATI
70, Avenue du G6n6ral de Gaulle, 92800 PLfIELIX - PhSp
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