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Nefopam hydrochloride 30 mg

Box of 3 blisters x 10 film-coated tablets
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ROUSSELVIE'NO*'A

rxu6c u6rc
Chl dlnh, ch6ng chl dlnh, ll6u luqng,
c6ch ding: xin dec,td hrrdng d6n s& dqng
OE XA TAM TAY TRE EM

ogc KY HUdNG oAlr sU our,rc raudc KHr ouNG
BAo quAn ndi kh6, dudi 30"C, trenh anh seng

ORAL ROI.,TE
lndlcallons, cootraindications, dosage,
admlnistratlon: see leatlet
KEEP OUT OF THE REACH OF CTIILDBEN
BEAD CABEFULLY THE LEAFLET BEFORE USE

Store in a dry place, below 30"C, away from light
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Hu6ng din sr? dr;ng thu6c cho ngudi bgnh TN rocrl, (4)

NEFOPAM RVN@

oE xA TAM TAY TRE EM
DQC KY HI/ONG DAN Stp DUNG TRI/OC KHt DUNG
THONG BAo NGAy cHo BAc si HoAc Duqc si NHIrNG TAc DUNG KHONG MoNG MU6N GAp pHAr KHr s0 DUNG
THUOC
THUOC BAN THEO OON

THANH PHAN
Nefopam hydroclorid
T5 dugc H
(Microcrystallin cellulose, calci hydrophosphat, L- HPC, aerosil, starch 1500, povidon K30, natri lauryl sulfat, natri starch
glycolat, magnesi stearat, HPMC, titan dioxyd, lipoxol, tween 80, bQt talc).
U6 TA SAN PHAM
Vi6n nen bao ptrim, hinh trdn, mdu trdng.
QUY CACH OONG GOI
Vi b6m, vi 10 vi6n, hQp 3 vi.
THUoC DUNG CHO BENH Gi
Nefopam RVN dugc chi dinh O6 tam giim c6c con dau c6p tinh vd mqn tinh bao gdm: dau hau ph5u, dau ring, dau co, dau
do chAn thuong c6p vd dau do ung thu.
NEN DUNG THUOc NAy NHr..p rHE NAo vA LtEu Lt/qNG

It
r nuoc uong
- Nguoi ton: Lidu kh&i diu khuy6n c6o: u6ng 2 vi6n, g lin m6i ngdy. C6 th6 chinh lidu tir 1 d6n 3 vien, 3 lAn m6i ngay tuy
theo muc d0 dau vd ddp ung cia b€nh nhin.
- Trd em:
. T16 em dvoi 12 tu6i: kh6ng khuy6n cdro drirng.
. T16 em tr6n 12 tu6i: ti6u dung nhu nguoildn.
- Nguoi cao tu6i: N6n didu chinh lieu dung vi chuy6n h6a cham hon. Lidu dung kh&i diu khuy6n cdo ld 1 vien, 3
ngay.
- B|nh nhdn suy thQn giai doqn cu6i: Bec sI c6 th6 di6u chinh lidu tiry theo tinh trgng cia benh nhdn.
KHI NAO KHONG NEN DUNG THUOC NAY
Qu6 min vcyi mQt trong c6c thdrnh phin cia thu6c.
T16 em dudi 12 tu6i.
Nguoi co ti6n sr) r6i loan co gi6t.
BQnh nhAn dang dung c6c thu5c fc ch6 MAO (monoamine oxidase).
TAc DUNG KHONG MoNG MUON
- Co th6 xiy ra: bu6n n6n, lo l5ng, khd miQng, nhuc diu, bi ti6u,-ha nuydt dp, ng5t, Oann tr6ng ngqrc, r6i loan ti6u
g6m dau bqng v?r ti6u chdy), ch6ng m4t, m5t ngO, co giQt, run, hi l5n, io gi5c, pht mqch vir phdn ung di ung.
- it gap: p.hdn uqO phdn v-e, nOn m&a, thi h,rc mo, buon ngr}, d6. m6 h6i, mit ngi, nhrlc ddu vd nhip tim nhanh.
NEN TRANH DUNG NHLpNG THUoC HoAc THr/c PHAM Gi KHt oANG Su DUNG THUOC NAy
Kh6ng u6ng ruEu khi dang dirng thu6c.
Hdy cho b5c si bi6t n6u bQnh nhdn dang d0ng, gAn tl6y da d0ng hoac s6 dirng c6c loqi thu6c sau:
- Thu6c ch6ng trAm cdm ba vong
- Thu6c kh6ng muscarin
- Thu6c kich thich th6n kinh giao cim
- Thu6c an th6n kinh nh6m phenothiazin (promethazin, clopromazin, fluphenazin...).
CAN LAM Gi KHI MQT LAN AUEN KHONG DUNG THUOC
Dung thu6c ngay khi nh0 ra. Khong u6ng g6p d6i d6 br:r vao li6u dE qu6n.
cAN BAO OUAN THUOC NHU THE NAo: noi kho, nhiet dO duoi 30oC, tr6nh 6nh s6ng.
NHUNG DAU H|EU VA TR|EU CH|./NG KHr DUNG THUoC OUA L|EU
TriQu chung: th6n kinh (co giQt, io gi5c), tim mach (nhip tim nhanh).
CAN PHAI LAM Gi KHI DUNG THU6C OUA LIEU KHUYEN CAO
Dua bQnh nh6n den trung tim y t6 g6n nhit.
NHI./NG OIEU CAN THAN TRQNG KHI DUNG THUOC NAY
Ngucri bi suy gan, suy thqn, bl ti6u, glaucom g6c dong, nguoi cao tu6i.
Kh6ng n6n sir dung nefopam hydroclorid cho benh nn6l m6u co tim.
Trong thoi gian d0ng thu6c, nuoc ti6u c6 th6 c6 mdu h6ng.
Phy nO c6 thai vd cho con bi
Nefopam hydroclorid khong nOn dtng trong thdi ki'mang thai hoic cho con b0.

NEN HOI Y KIEI.I BAC ST HOAC DUqC Si TRI/OC KHI DUNG BAT CIJ LOAI THUOC NAO
Anh hvong cia thu6c Adi vol c6ng viQc
Thu6cc6 th6 gay chong mit do dolh6ng dirng khi clang l6i xe hodc vqn hdnh m6y m6c.
KHI NAO CAN THAM VAru EAC ST, DUqC Si
O6 tranfr c6c tuong t5c co th6 xdy ra, phdi ludn luon bdo cho b6c si hoac duEc si mgi thu6c kh6c_dang dtng.
Thong b6o cho b6i sT hoac duqc sT nhOng t6c dr,rng khdng mong mu6n gip phdi khi sir dqrng thu6c ndy.

N6u c6n th6m th6ng tin xin h6i yi ki6n b6c.sT hoic duEc si.
H{N DUNG: 36 th6ng k6 tir ngdy sin xu5t.
NGAY OUqC CUC OUAN LY DLPqC PHE DUYET CHO LL/U HANH: ...t...t...
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Hu6ng din sr) dr*rng thu5c cho cin b0 y ta

DUqC LLrC H9C
Nefopam hydroclorid ld thu6c gidm tlau trung uong, mE ATC: NO2BG06. T6c dQng gidm dau hiQu qui r5t nhanh, m?nh vd keo
dai. Nefopam hydroclorid sir dUng thay th6 nh0ng thu6c girim dau tr6n h0 thin kinh trung uong g6y nghiQn, mdr it tirc dqrng
phr,r hon, kh6ng d5n d6n sr,r lC thuQc thu6c trong trudng hEp di6u tri k6o ddi vd ngay ci khi dirng voi li6u cao; hiQu qu6 giAm
dau hon thu6c thuOc nhom ch6ng vi6m kh6ng steroid (NSAlDs).
DUqC DQNG HQC
Ngfopa.m hydroclorid h6p.thu t6t d duong da ddyruQt. N6ng d0 clinh trong huy6t tuong dqt du-Ec 1-3 gio sau khi u6ng, gin
fet nnieu voi protein huy6t tuong vd duqc phSn b6 vdo s0a me. Thii tru cht y6u qua duong ti6u (5% dudi dang kh6ng d6i),
mQt it qua phdn. Thoi gian b6n thii khoing 4 gio.
cHIolNH
Nefopam RVN dugc chi dinh d6 lam gi6m cdc con dau c5p tlnh vd man tinh bao gdm: dau hQu ph5u, dau rdng, dau co, dau
do chSn thuong c5p vir dau do ung thu.
cHoNG cHiDlNH
Qu6 m6n voi mOt trong c6c thinh phin crla thu6c.
T16 em dudi 12 tu6i.
Nguoi c6 ti6n sir r6i loqn co giat.
Benh nhAn dangdung c5c thu6c rlc ch6 MAO (monoamine oxidase).
LIEU LI/ONG VA CACH DUNG
Thuoc uong
- Nguoi ton: Li€u khdi diu khuy6n c5o: u6ng 2 vi6n, 3 l6n m5i ngdy. C6 th6 chinh li6u tu 1 den 3 vi€n, 3 l6n m6i ngiry tuy
theo muc d0 dau vd dap ung c0a bQnh nh6n.
- Trd em:
. Vi an todn vd hiQu qu6 cia nefopam cho tr6 dvoi 12 tu6i chua duqcthi6t lap n6n kh6ng khuy6n c5o dtng nefopam cho tr6
em ducvi 12 tu6i.
. T16 em tren 12 tu6i: tl6u dirng nhu nguoildn.
- Nguvi cao tu6i: N6n di6u chinh li6u dOng vi chuy6n h6a chim hon. Li6u dtng khdi dAu khuy6n c5o ld 1 vi6n, 3 tAn m6i
ngay.
- Benh nhan suy thQn giai doqn cu6i: Khuy6n c6o giim li6u dirng hing ngdy nefopam vi c6 th6 tdng n6ng dQ
nefopam trong huy6t thanh.
THAN TRONG
Nguoi bi suy gan, suy thdn, bi ti6u, glaucom g6c d6ng, nguoi cao tu6i.
Khong ndn sir dqng nefopam hydroclorid cho benh nndi m5u co tim.
Trong thcri gian dung thu6c, nudc ti6u c6 th6 c6 mdu h6ng.
Phq nO c6 thai vd cho con bi
t6t non khong dung thu6c ndy khi c6 thai vd cho con bt.
Anh hudng cia thudc adi vA c6ng viQc
Khong dung thu6c khi l5i xe hay vQn hdnh m5y m6c vl thu6c c6 th6 g6y ch6ng m{t.
TI.PONG TAC THU6C
- Khong n6n ding d6ng thoi nefopam hydroclorid vdi thu6c ch6ng trAm cdm ba vdng, thu6c kh6ng muscarin, thu6c kich thlch
thin kinh giao cdm.
- Nefopam hydroclorid khong nen dtng chung vcri rugu vd thu6c an thAn kinh nh6m phenothiazin (promethazin,
fluphenazin. . .).
- Nefopam hydroclorid co th6 dnh hudng den c5c xet nghiQm t6m soat vd cho k6t qud duong tinh gi6 d6i voi I

va opioid.
TAc DUNG KHoNG MoNG MUoN
- C6 thC xdy ra: bu6n n6n, lo ldng, kh6 miQng, nhrlc dAu, biti6u, hq huyet 5p, ng6t, dSnh tr6ng ngqc, r6i lo4n
gom dau bqng v?r ti6u chiy), ch6ng mqt, m6t ngri, co giQt, run, l0 l5n, do gi5c, phtr mach vA phdn rlng di ung.
- [t xiy ra: phin ung phin v0, non mira, thi lr,rc md, bu6n ngri, A6 md nOi, mdt ngr], nh0c dAu vd nhip tim nhanh.
oUA LIEU VA CACH xt/ TRi
TriQu chung: r6i loan th6n kinh (co giQt, io gi5c vd kich d0ng), tim mach (nhip tim nhanh).
X[r tri:
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nhanh thu6c ra kh6i co th6: rira da diy hodc g6y non bdng siro ipeca hoic cho
tr! trieu chung co gi6t vd do gidc: tiem tinh mAch hoic sfr dung vien dit trr,rc trdng

Dieu tri bi6n chung tim mach: sir dr;ng thu6c chen beta.

Sin xuSt tqi C6ng ty ROUSSEL ViQt Nam
56 1, duong si5 s, xct,l Vi€t Nam Singapore, Thuqn An, Br'nh Duong - ViQt Nam
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