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MAU BAO Bi XIN DUYET

1. Mau hop: Kich thuéc 41 x 102 x 20 (mm)
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THUGC UOGNG

BE XA TAM TAY TRE EM

Chi djnh, chéng chi dinh, liéu lugng,
cach dung: xin doc 1 hudng din sif dung

BOC K¥ HUONG DAN SU DUNG TRUGC KHI DUNG
Bdo quan noi kho, dudi 30°C, tranh 4nh sdng

ORAL ROUTE

administration: See leaflet
KEEP OUT OF THE REACH OF CHILDREN
READ CAREFULLY THE LEAFLET BEFORE USE
Store away from light and heat (below 30°C)

PANTONE 2915 EC

PANTONE 286 EC

PANTONE 485 C \ ?

PANTONE 2935 C

2. Mau vi: Kich thuéc 39 x 98 (mm)
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T& hwdng dan st dung (mau xanh)

ROSP IME

Sp:ramycm Metromdazal

Vién bao phim
THANH PHAN
SPIAMYSIN v vvmsssiis i 750000 I.U.
Metronidazol .............cocooviiiiiiiiieiennnn, 125 mg
S (7 N e U vira da 1 vién

(Era tab, era pac, L-HPC, hydrated aluminium hydroxyd,
crospovidon, natri croscarmellose, povidon K30, acid
citric, pluronic F68, sodium starch glycolat, magnesi
stearat, HPMC, titan dioxyd, tween 80, PEG, ponceau
4R).

DANG TRINH BAY

Vién bao phim. Hép 2 vi x 10 vién.

DUQC LUC HOC

Rospimecin la thuéc phdi hop gitra spiramycin - khang
sinh ho macrolid va metronidazol - khang sinh hg 5 —
nitro-imidazol, dung trong diéu tri cac bénh nhi&m tring
rang miéng.

Spiramycin cé hoat tinh khang khuén trén cac vi khuan
thwong gay bénh ving rang miéng nhuw lién cau khuan
khéng phai nhém D, phé cau khudn, Mycoplasma,
Chlamydia, Corynebacterfum, Actinomyces.

Hoat tinh khang khudn cla metronidazol trén cac vi
khudn thuéng gay bénh ving rang miéng nhu tryc
khuén ky khi bat budc: Clostridium, Bacteroides fragilis,
Peptostreptococcus, Peptococcus, C. perfringens,
Bifidobacterium bifidum.

DUQC DONG HOC

Spiramyc:in dwoc hap thu nhanh nhwn khong hoan toan
& dwong tiéu hoéa, khoang 20-50% Ilgu st» dung. Nong
dd dinh trong huyét twong dat duoc trong vong 2-4 gid
sau khi uéng. Thirc an lam g:am khoang 70% nong dé
thube téi da trong huyet thanh va lam cho thoi gian dat
dinh cham 2 gio. Thuéc phan bb rong khap co thé, dat
néng dé cao trong phéi, amidan, phé quan va cac xoang.
Thoi gian ban hdy 1a 5-8 gio. Thuéc thai tru chi yéu &
mat, tai 6 ndng dé Ion gép 15-40 Ian ndng dd trong
huyét thanh. Spn’amycm di qua siva me.

Metronidazol hap thu nhanh va hoan toan sau khi uong
Néng dd hiéu nghiém trong huyet thanh dat sau 2-3 gio
va kéo dai hon 12 gi¢r sau 1 liéu udng duy nhét. Néng dé
cao trong gan va mat Metronidazol chuyén héa & gan,
thai trir qua nwéc tiéu moét phan dwédi dang glucuronid
lam cho nuwéc tidu c6 mau nau dd. Thoi gian ban hiy
khoang 7 gi¢. Metronidazol xuyén qua nhau thai va sira

me.

Hai hoat chét spwamycm va metronidazol trong

Rospimecin thd&m nhap tét vao cac mé ving ring

miéng: trong nwéc bot, nwéu va xwong 6 rang.

CHI BINH

- Nhiém khuan rang miéng cap va man tinh hoac tai phat
(ap-xe réng viém nwéu, viém mléng viém nha chu,
viém tuyén nuwéc bot mang tai, viém tuyén nwéc bot
dwéi ham).

- Dy phong nhiém khuén r&ng miéng triéc va sau phau
thuat.

CHONG CHI BIN
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Phéi hop voi disulfiram.

Tré em dwdi 6 tudi (do dang bao ché khéng thich hop).
LIEU LUONG VA CACH DUNG

Thubc ubng. Udng trong bira &n.

Nguwoi lon: ngay 4-6 vién, chia 2-3 1&n. Trwdng hop
nang: 8 vién/ngay.

Tré em 10-15 tudi: ngay 3 vién, chia 3 Ian.

Tré em 6-10 tudi: ngay 2 vién, chia 2 1an.

THAN TRONG

Réi loan chirc ndng gan.

Khéng uéng rwou khi dang diing thuée.

Bénh than kinh trung wong va ngoai bién.

Nguwng thudc khi chéng mét, la I&n tam than.

Theo dbi cdng thirc hach cau trong trwong hop c6 tién
st réi loan mau hodc diéu tri véi liéu cao va/hoac dai
ngay. i )

PHUY NI CO THAI VA CHO CON BU

Khéng nén dung cho phy nir mang thai (dac biét 3 thang
d4au) hodc cho con bu.

NEN HOI Y KIEN BAC STHOAC DUQC ST TRUOC KHI
DUNG BAT CU LOAI THUOC NAO

TUONG TAC THUOC

Lién quan dén spiramycin: than trong khi phdi hop voi
Levodopa. Spiramycin lam gidm tac dung cla thudc
uéng ngtra thai.

Lién quan dén metronldazol Disulfiram: gay nhwng con
hoang tuéng va réi loan tam than. Thudc chong dong
mau dudng udng (warfarin): tdng tac dung thudc chéng
déng mau va tang nguy co xuét huyét. Vecuronium: tang
tdc dung cla vecuronium. Phenobarbital: lam tang
chuyén héa metronidzol

DE TRANH CAC TUONG TAC CO THE XAY RA, PHAI
LUON LUON BAO CHO BAC ST HOAC DUQC ST MOI
THUOC KHAC BANG DUNG

TAC DUNG KHONG MONG MUOM g
Hay gap: rdi loan tiéu hoa, phan-ing: d[ v
day), mleng cb vj kim loai.
it gap: gidm bach céu mét méi, chay méu ca dd mod
héi, viém két trang cép tinh.

Hiém g&p: mét bach ciu, dong kinh, \Héﬁ‘{ da ay than
kinh, ban da, ngtra, nwéc tiéu mau néu gg an tng
phan vé.

THONG BAO CHO BAC ST HOAC -ST MOI TAC
DUNG KHONG MONG MUON GAP PHAI KHI SU
DUNG THUOC NAY

S’ DUNG QUA LIEU

Triéu chiing: budn nén, nén, co giat, viém day than kinh
ngoai bién.

XU tri: khéng c6 thubc gidi doc dac hiéu, diéu tri trieu
chirng va hé tro.

BAO QUAN: noi khé, dwéi 30°C, tranh anh sang.

HAN DUNG: 36 thang ké tir ngay san xuét.

San xuét theo TCCS.

DE XA TAM TAY TRE EM

DQC KY HUONG DAN SU’ DUNG TRUOC KHI DUNG
THUOC BAN THEO PON

(ndi mé

San xuét tai Cong ty ROUSSEL VIET NAM
Sé 1, dworng sé 3, KCN Viét Nam Singapore, Thuan
An, Binh Dwong - Viét Nam 76617-A

TP. HCM, ngay 14 thang 07 nam 204>
e Giam Boc

Ds. % Viot Hiing



