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THANH PHAN: méi vién chua
| Nefopam HClL.............30mg
| Tadugec v.d ............. 1 vién

DUNG PHY, THAN TRONG, TUONG TAC THUGC, SU DUNG CHO
| PHY NU €O THAI VA NHUNG THONG TIN KHAC: xem t¢ huéng dén
st dung

1
CHI BINH, CHONG CHI PINH, LIEU LUGNG VA CACH DUNG, TAC |
|
1

| Tiéu chuén: TCCS

Rx Prescription drug Box 10 blisters x 10 film coated tablets/d
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THUOC KE PON AEZAIETIN

. . C : oD
A. PHAN HUONG DAN SU DUNG THUOC CHO NGUOI BENH /f 010G T )

TEN THUOC: TANA-NASIDON ST ARHEM By na e\

=\

AN XUAT

KHUYEN CAO PG WA DL 35 Seatt) w
Thudc nay chi dung theo don ciia thiy thude. \o ] TEE r, ‘//‘} //
Doc ky hlro'ng din sir dung truée khi dung. \\., S 8 )

Dé xa tAm tay cia tré em. Ned TBnBC \//

=
Thong bao ngay cho béc si hodc duworc si nhirng tic dyng khong mong mudn gip phai M1ﬁ§ng thudc.
THANH PHAN, HAM LUQNG CUA THUOC

M3i vién nén bao phim chira:

Nefopam HCI ...........c.cooooiiiiiiiinn... 30 mg
Taduge vira @l ...ooevviiniiiiiiiieie e, 1 vién.
(Avicel PH101, Lactose, PVP. K30, Natri starch glycolat, Magnesi stearat, HPMC 2910, PEG 6000, Talc, Titan
dioxyd).
MO TA SAN PHAM

Vién nén tron bao phim mau tréng, dudng kinh 12,7 mm, day 3,3 mm, mdt mt c6 vach “/” dugc dap théng trén
vién, m{t mét tron, canh va thanh vién lanh lin.
QUI CACH PONG GOI
Hop 12 vién: 2 vi x 6 vién.
Hop 100 vién: 10 vi x 10 vién.
THUOC DUNG CHO BENH Gi
Diéu trj glam dau cap tinh va man tinh, bao gébm dau sau phiu thuét, dau ring, dau co xuong, dau do chin
_thuong cap tinh va dau ung thu.
NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG
Cach dung:
Tét nhat 1a dung v&i bira an.
Pudong dung:
Thudc duge ding theo dudng udng.
Liéu dung:
Nguoi lon: Uong 1 - 3 vién/lan, 3 lan/ngay tiy thudc vao dap tmg cuia co thé. Liéu khéi ddu khuyén céo 1a 2
vién/ lan, 3 lan/ngay
Nguoi cao tuoi: Can giam liéu do qua trinh chuyén héa cham hon. Khuyén céo liéu khéi diu khong vurot qué 1
vién/lan, 3 lan/ngay
Tré em: Khuyén cao khong sir dung cho tré dudi 12 tudi.
Ngudi bj bénh suy than giai dogn cudi c6 thé tang nong d dinh trong huyét twong trong Khi diéu trj vé6i
nefopam hydroclorid. Dé tranh dleu d6, can giam liéu hang ngay khong chi cho ngudi cao tudi ma ciing cho
bénh nhén suy thén & giai doan cubi.
KHI NAO KHONG NEN DUNG THUOC NAY NQ
Qua man voi nefopam hydroclorld hodc véi bat ky thanh phan nao cia thude. )
Bcnh nhén cé t1en str roi loan co glat va bénh nhan dang dung chét rc ché mono-amin-oxidase (MAO).
TAC DUNG KHONG MONG MUON (ADR)
Téc dung khong mong mudn da duqc bao céo theo bang sau:

H¢ co quan Tan suat Téc dung khéng mong muon

Rdi loan hé mién dich Chua rd tan suat | Phan umg di img, phan img phan vé.

R&i loan tim than Chua rd tan suat | Dé bj kich dong, co giat, trang thai 14 an, 4o giic, mat ngi.

R4i loan hé than kinh Chua rd tan sudt | Mé sang, ngat, chéng mit, dj cam, run, budn ngi, nhirc dau,
hon mé.

Rdi loan mit Chua rd tan suat Nhin mo.

Roi loan nhip tim Chua rd tan sudt | Danh trong nguc, tim dap nhanh.

R6i loan mach mau Chua rd tan suat Ha huyét ap.

RO6i loan tiéu hoa Chua rd tan suat Budn ndn, ndn mira, khd miéng, roi loan dudng tiéu héa
(bao gdm dau bung va tiéu chay).

Rdi loan da vamd dudi | Chua rd tan suat Phu mach, d6 mo héi.

da ; -

RA&i loan than va tiét niéu | Chua rd tan suat | Bi tiéu.

Huwéng dan xir tri:
Khi gip bt ky phan ung phu nao da dugc liét ke trén ddy hodc phan img phu khong dugc ligt ké, hay dén gap
bac si hoac duqc sT dé duoc tu van.

NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM Gi KHI PANG SU DUNG THUOC NAY
Thén trong khi dung nefopam hydroclorid dong thoi voi thudc chdng trdm cam ba vong.

Trang 1/4



Luu y nefopam hydr: i 60 féy 2 '&lsr:“ NP zﬁ" 3 céc thudc benzodiazepin va
opioid. Nhimng xét ngﬂtm pm 5 @@m gia d6i v6i bénh nha“uf dung
nnefopam hydroclorid. j—
CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC a5\
Neéu quén mot lan khong dung tpuéc, udng ngay khi nhé ra. Tuy nhién, néu thdi gian g?}n/ toi Li;évuqlgé;tiép’h\ﬁ\bé
qua liéu d& quén. Khong udng ghp doi liéu dé b vao liéu da quén. [/ NEN
CAN BAO QUAN THUOC NAY NHU THE NAO |
Bao quan noi kho mat, tranh 4nh sang, nhiét d¢ dudi 30°C T j "8
NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU N\ JHAN NANL /2y
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Qud liéu: Trong lam sang, ddc tinh ciia nefopam hydroclorid & qua lidu tc dong trén than' Tnl?,(hénnté;’\c giat,
o giac va kich dong) va cac hé thdng tim mach (nhip tim nhanh cing véi ting tuén hoan). L0~
CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO
Phai ngimg dung thudc va thim kham thay thudc.
NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY
Tac dung phy ctia nefopam hydroclorid c6 thé ting véi thudc khang cholinergic hogc kich thich than kinh giao
cam.
Khéng nén ding trong diéu trj nhdi mau co tim vi khéng c6 kinh nghiém 14m sang trong chi din nay.
Suy gan va suy than c6 thé gay tré ngai cho chuyén héa va thai trir ctia nefopam hydroclorid.
Nefopam nén dugc sir dung than trong & bénh nhan bj glocém goc dong.
Cac truong hop phu thugce va lam dung nefopam da dugc béo céo.
Nefopam hydroclorid nén dugc sir dung thén trong ¢ nhitng bénh nhén, hogc c6 nguy co bi tiéu.
Thudc c6 thé 1am nude tiéu c6 mau hdng, didu ndy chi xay ra tam thdi va khong cé hai.
Canh bao d6i voi ta dugc lactose: Bénh nhan mic céc ri loan di truyén hiém gip vé dung nap galactose, chimg
thicu huyt lactase Lapp hodc rbi loan hip thu Glucose-Galactose khong nén sir dung thudc nay. '
TRUONG HQP CO THAI VA CHO CON BU
Thoi ky mang thai
Khong c6 bing chimg vé sy an toan cia thubc trong thai ky ciia con ngudi, ciing nhu khéng c6 bang chimg
khéng c6 nguy co tir cac dong vat nudi. Tranh dung thudc khi mang thai.
Thoi ky cho con bu
Trénh ding thudc cho phu nir cho con ba
TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC
Thubc c6 thé gay chong mit, co giat, 4o giac nén than trong dung cho ngudi dang lai xe va nguoi dang van hanh
may moc.
KHI NAO CAN THAM VAN BAC SI, DUQC Si
Ngimg dung thubc va tham kham thay thudc khi thdy xuat hién cac tic dung khong mong mudn.
Néu can thém thong tin xin héi y kién béc si hoiic dwgec si.
HAN DUNG CUA THUOC \
36 thang ké tir ngay san Xut. \‘\
TEN, PIA CHI CUA CO SO SAN XUAT \
CHI NHANH CONG TY TNHH SX-TM DUGC PHAM THANH NAM.
Dia chi: 60 Dai 1o DPdc 1ap, KCN Viét Nam Singapore, Thuan An, Binh Duong.
DT: (0274) —3767850 Fax: (0274) — 3767852
Vin phong: 3A Ding Tét, P. Tan Dinh, Q.1, TP. HCM

B. PHAN HUGNG DAN SU DUNG THUOC CHO CANBO Y TE

CAC PAC TINH DUQC LUC HQC, DUGC PONG HQC

Duwge lwe hoc

Nefopam hydroclorid thugc nhém giam dau khong gay nghién va cac thuéc giam dau hop chat.

Nefopam hydroclorid 1a thudc giam dau hiéu qua va nhanh chéng, hoan toan khac biét voi cac thu6c giam dau
¢6 tac dung trung tim khac nhu morphin, codein, pentazocin va propoxyphen.

Nefopam hydroclorid khdng giéng nhu cac thudc gy ngu-giy mé (narcotic), nefopam hydroclorid da dugc
chirng minh 1a khong gay suy ho hép.

Duwoc dgng hoc .

Nefopam hydroclorid dugc hép thu tir duong tiéu héa. Nong do dinh trong huyét twong xuat hi¢n khoang 1-3
gi®r sau khi uéng. Khoang 73% lién két véi protein huyét twong. Thoi gian ban thai khoang 4 gi. Nefopam dugc
chuyén héa va bai tiét cha yéu qua nuéc tiéu, trong d6 dudi 5% dugce thai trir & dang khong thay d6i. Khoang
8% lidu dugc bai tiét qua phén. : ) o
Nguoi cdo tuéi: C6 qua trinh chuyén héa cham hon, d& nhay cam d#c biét 1a cac phan img phu cua hé than kinh
trung wvong va mot sO trudng hop ao gidc va la 14n (nén giam lidu sir dung).

Tré em: Sy an toan va hiéu qua cua nefopam chua dugc danh gia & tré duéi 12 tudi (khong st dung cho tré dudi
12 tudi).
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CHI PINH, LIEU DUNG, CACH DUNG, CHONG CHi PINH / “’/’f £ \

Chi dinh: 2y c::::ii: I n;
Piéu trj §1am dau cap tinh va man tinh, bao gbm dau sau phau thuat, dau rang, dau/co xircmgi ’é;u doA éhqn
thuong cap tinh va dau ung thu. M
Lleudung ) & ,,.W\m ,,3//'
Ngu'm‘lon U6ng 1 - 3 vién/lan, 3 lan/ngay tiy thudc vao dap g clia co thé. Lidu kh}&kd@\l uyen nabK a2
vién/ lan, 3 lan/ngay 1 Toaid C,
Ngu'm cao tudi: Cn giam liéu do qué trinh chuyén héa cham hon. T
Khuyén c4o liéu khéi diu khong vugt quéa 1 vién/lan, 3 lan/ngay vi ngum cao tudi dé xuét hién phan ing phy,
ddc biét trén hé than kinh trung wong ctia nefopam hydroclorid va mét s6 truong hop ao gidc va nhim lan da
dugc béo cdo & nhém tudi nay.
Tré em: Sy an toan va hiéu qua cia nefopam hydroclorid & tré dudi 12 tudi chua dugce xé4c dinh. Khuyen céo
khong st dung cho tré dudi 12 tudi.
Nguoi bj bénh suy than giai dogn cudi c6 thé ting ndng d¢ dinh trong huyét tuong trong kh1 diéu trj voi
nefopam hydroclorid. P& tranh dleu d6, can giam lieu hang ngay khéng chi cho ngudi cao tudi ma ciing cho
bénh nhén suy than & giai doan cubi.
Cach dung
T4t nhét 1a ding v&i bita an.
Chong chi d!nh
Qua man véi nefopam hydroclorxd hodc v&i bat ky thanh phan nao cia thube.
Bénh nhén c6 tién sir r6i loan co giat va bénh nhan dang dung chét (rc ché mono-amin-oxidase (MAO).

CAC TRUONG HQ’P THAN TRONG KHI DUNG THUOC
Téc dyng phu cia nefopam hydroclorid c6 thé ting v&i thu6e khéng cholinergic hogc kich thich thin kinh giao
cam.
Khéng nén dung trong diéu trj nhdi méau co tim vi khong c6 kinh nghiém 1am sang trong chi dan nay.
Suy gan va suy than c6 thé gy tré ngai cho chuyén héa va thai trir cia nefopam hydroclorid.
Nefopam nén dugc sir dung than trong & bénh nhan bj glocdom géc dong.
Cac truong hop phy thude va lam dung nefopam da dugc bao cio.
Nefopam hydroclorld nen duoc sir dung than trong & nhitng bénh nhan, hoic cé nguy co bi tiéu.
Thudc ¢6 thé 1am nudc tiéu c6 mau hdng, didu nay chi xay ra tam thoi va khong ¢4 hai.
Canh bao dbi véi ta duge lactose: Bénh nhan méc céc rdi loan di truyén hiém gap vé dung nap galactose, chirng
thiéu hut lactase Lapp hoc réi loan hap thu Glucose-Galactose khong nén sir dung thuoc nay.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC
Than trong khi dung nefopam hydroclond dong thoi véi thuoc chdng trAm cam ba vong
Luu y nefopam hydroclorid ¢ thé gay trd ngai cho mot sb xét nghiém sang loc cac thudc benzodiazepin va
opioid. Nhitng xét nghiém benzodiazepin va opioid c6 thé cho két qua duong tinh gia dbi véi bénh nhan ding
nefopam hydroclorid. ‘

TRUONG HQP CO THAI VA CHO CON BU N\
Thoi ky mang thai
Khéng c6 bing chung vé sy an toan cua thudc trong thai ky ctia con ngudi, ciing nhur khéng c6 bing chimg
khéng ¢ nguy co tir cac dong vat nudi. Tranh ding thudc khi mang thai.
Thdoi ky cho con bu
Trénh ding thuéc cho phy nit cho con bu

TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC
Thudc c6 thé gay chéng mit, co giat, a0 giac nén than trong dung cho ngudi dang 14i xe va ngudi dang van hanh
‘mdy moc.

TAC DUNG KHONG MONG MUON (ADR)
Tac dung khong mong mudn da duqc bao céo theo bang sau:

‘
ITYA L sy ’“

H¢ co quan Tan suat Téc dung khéng mong mudn
Roi loan hé mién dich Chua rd tan suét Phan tng di ing, phan (ng phan vé.
ROi loan tim than Chua rd tan suat Dé bj kich dong, co giat, trang thai l4 1an, 40 gidc, mat ngu.
R6i loan hé than kinh Chua rd tan suat Mé sang, ngat, chong mit, dj cam, run, budn ngu, nhirc dau,
hon mé.

R6i loan mét Chua rd tan suat Nhin mo.
Rdi loan nhip tim Chua rd tan suat Péanh tréng ngyc, tim dap nhanh.
Roi loan mach mau Chua 3 tan suat Ha huyét ép.
RO6i loan tiéu hoa Chua rd tan suat . | Buon non, ndn mira, khd miéng, roi loan dudng tiéu héa

. (bao gdm dau bung va tiéu chay).
Rdi loan da va md duéi | Chua rd tan suat Phu mach, 6 mé hoéi.
da
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Rumplesrer TTELDS P ASICOM/ Grg/————
Huong dan xir tri: -~ -

Khi gap bat ky phan lmg phu ndo da dugc ligt ké trén ddy hodc phan img phu khong dugc liét ké, hay dén gap
bac si hoéc duqc s dé du'o'c tu van.

QUA LIEU VA CACH XU TRIi:
Qud liéu: Trong lam sang, doc tinh cia nefopam hydroclorid & qua liéu tac dong trén than kinh (hén mé, co
gidt, 4o giac va kich dong) va cac hé thong tim mach (nhip tim nhanh cing véi ting tudn hoan).
Xur tri: Cac bién phap hd trg nén dugc thuc hle;n va can tién hanh loal b6 thube b?mg rira da day hoic gdy nén
V@i sird Ipecacuanha Ubng than hoat tinh c6 thé gitip ngan ngira sy hép thu.
Co gidt va a0 gidc nén duqc kiém soat (vidu dung diazepam tiém tinh mach hoc tryc trang). Thudc chen beta-
adrenerglc c6 thé giup kiém so4t cac bién chimg tim mach.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong cé.

TP. HCM, Ngay 10 thang 03 nam 2018
D\k KT/ Gtam doc
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