v N-glucuronid-nefopam. Hal chiit chuyén héa ddu tién,
dudi dang khong lién két, khdng duge chirng minh co tac
dung gidm dau & ddng vt

Thudc duge thai trir chi ybu qua dudng tidu: 87% lidu
dung tim thily trong nuére tidu. It hon 5% lidu dung duge
bai tidt khong thay dbi va nhimg chét chuydn hoa dugc
xéc dinh trong nurdre tidu trong (mg 6%, 3% va 36% lidu
dung qua dudng tiém tinh mach. Khoang 8% lidu dung
dugc bai tiét qua phan

QUY CACH BONG GOI
HOp 2 vix 5 éng 2 ml.

BIEU KIEN BAO QUAN, HAN DUNG, TIEU
CHUAN CHAT LU'QNG CUA THUOC
Bao quan: Bao quan & nhigt do dudi 30°C, tranh anh sang

Han dung: 36 thang ké tr ngay san xuét.
Tiéu chudn: Nha san xuét.

TEN, DIA CHI CUA CO SO SAN XUAT THUOC

HAUPT PHARMA LIVRON SAS
Dia chi:

1 rue Comte de Sinard

26250 Livron sur Drome, Phép.

w= NEFOPAM MEDISOL 20 mg/2 m| o

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI
DUNG THUOC

D4 xa tAm tay tré em

Doc ky hudng dan sir dyung trurére khi ding

THANH PHAN CONG THU'C THUOC
M&i 6ng chira:

Thanh phén hoat chét
Nefopam hydroclorid ...,

Thanh phan ta dwoc
Natri phosphat.2H,0; dinatri phosphat.12H,0, nuéc cét
pha tiém.

DANG BAO CHE

- Dang bao ché: Dung dich tiém

- M6 ta: NEFOPAM MEDISOL 20 mg/2 ml, dung dich tiém
truyén dugc dong trong 6ng 2ml, la dung dich vd khudn
v&i ham lugng 10 mg/ml. Thude nay dugc dung tiém tinh
mach va tiém bép.

CHI PINH

Nefopam hydroclorid dwec chi dinh dé lam gidm cac con
dau cép tinh va man tinh, bao gdm dau sau phau thuat,
dau rang, dau co xuong, dau do chan thuong cép tinh va
dau do ung thu.

CACH DUNG, LIEU DUNG

Céch dung:

Nefopam Medisol 20 mg/2 ml c6 thé dugc dung voi
nhitng dung dich thong thudng cho tiém truyén (dung dich
déng trvong nhu natri clorid hodc dung dich glucose 5%).

Liéu dung:

Nhw véi céc thube gidm dau, lidu dung nén dugc didu
chinh tiy theo cwéng d6 dau va mirc do dap (g ctia mdi
bénh nhan.

Tiém bép: Nefopam Medisol 20 mg/2 ml nén dung dé
tiém bap sau. Lidu khuyén cao thdng thudng 1a 20 mg mdi
lidu. Néu can thiét, lidu duoc lap lai sau m&i 6 giey, lidu t8i
da khong qua 120 mg/ngay.

Tiém tinh mach: Nefopam Medisol 20 mg/2 ml phai
dugc dung dé tidm cham hon 15 phat trong khi nhirng
bénh nhan ndm sép. Lidu khuyén cao théng thudng Ia

20 mg mbi lidu, 1ap lai mdi 4 gid, néu cAn thidt, 1idu i da
khéng qua 120 mg/ngay.

CHONG CHi B|NH

- M&n cam véi nefopam va cac thanh phdn khac cla
thube.
= Tré em dudi 12 tudi.

- Co gidt hodc c6 tién sir co gidt.

« Nhitng nguy co lién quan o1 duong tidt nigu.
= Nguy co tdng nhan dp gdc dong.

= Phuy nlr mang thai va cho con bu.

CANH BAO VA THAN TRONG KHI DUNG

vorrnen.20,00 mg

THUOC i
Nefopam Medisol 20 mg/2 ml, solution injectable i



khéng 1a mét morphin, ma cling khong la chét déi khang
véi morphin. Nhuw két qua cho thay, ngung dung morphin
& nhi*ng bénh nhan phu thudc thé chat va dung Nefopam
Medisol 20 mg/2 ml, ¢6 thé dan dén triéu chirng cai
thudc.

Ty lé nguy co/lgi ich dé diéu trj véi nefopam phai duoc
danh gia lai ré rang.

Nefopam Medisol 20 mg/2 ml, solution injectable khéng
dugc chi dinh diéu tri con dau man tinh (nhw dau dau).
Than trong & nhirng bénh nhan suy gan, suy than, dac
biét & ngudi [én tudi.

Thén trong & nhirng bénh nhan suy tim do nhip tim nhanh.
C6 nguy co phy thudc thubc & nhirng bénh nhan trdm
¢am hoac c6 bénh nhan cé tién sir phu thude thuébe.

Than trong khi 1ai xe va van hanh may maéc.

S’ DUNG THUOC CHO PHU N(¥ CO THAI VA
CHO CON BU

Nefopam khéng khuyén céo diing cho phy nir cho con b
hoac nghi ngo cé thai trir khi lgi ich Ién hon nguy co'.
Nefopam dwoc bai tiét qua siva me. Can phai quyét dinh
cb nén ngirng cho con bu hay ngwng dung thude, cé tinh
dén nhiing tac dong bét loi cho thai nhi va tAm quan trong
cla viéc diéu tri cho ngudi me.

ANH HUONG CUA THUOC LEN KHA NANG

LAI XE, VAN HANH MAY MOC

Néu ban cam thay budn ngli, chéng mét, ha huyét ap
ho&c nhire dau khi dung Nefopam Medisol 20 mg/2 ml,
solution injectable thi khong nén lai xe hoac van hanh
may moc nang. Dwoc si cling khuyén bénh nhan khéng
nén udng rwou clng véi thude vi rwgu lam tang cac phan
&ng phu nhw budn ngtl. Hay kiém tra nhirng triéu &ng nay
trén co thé ban khi st dung Nefopam Medisol 20 mg/2
ml, solution injectable. Ludn Juén hdi y kién bac sT dé
¢6 nhirng khuyén cdo cu thé cho co thé va tinh trang stic
khoé cua ban.

TUONG TAC, TWONG KY CUA THUOC

1. Twong tac cla thubc

Khoéng dung két hop. Mét sb tac dung khéng mong muén
cla Nefopam Medisol 20 mg/2 ml, solution injectable cé
thé bj tang 1&n khi dung véi thube tac dong lén hé than
kinh giao cam hoac nhirng thubc khang cholinergic dac
biét, khi duing nefopam voi cac thuée sau: Chéng co théat
atropin, thudc tri hoi chirng parkinson, khang cholinergic,
thubc chéng trdm cam imipramin va thuéc an than
phenothiazin, thuéc khang histamin H1, disopyramid.

2. Twong ky ctia thubc

Do khéng c6 cac nghién ctru v tinh twong ky cla thudc,
khéng tron 1an thube nay véi cac thube khac.

TAC DUNG KHONG MONG MUON CUA
THUOC

Cac tac dung khéng mong muén da dugc bao céo trong
danh sach bén duéi, duwgc phan loai theo hé thong co
quan va tan suét nhu: Rat thueng gép (> 1/ 10), thuéng
gap (> 1/100, <1/10), khdng thwdng gap (> 1/ 1000, <1
/100) va hiém gap (> 1 /10 000, <1 / 1000).

" Kich dong,
dé kich dong
¥, 40 giac,
Tam than b dling
thubc va phy
thude thubde
Hé théng
than kinh Bubnngli | * Chéng mat| Co giat*
trung wong
*nhip tim
i nhanh, run *
budn nén
Rudt - da kém hoac | , y
day khisng ke | "Khe migng
theo non o6i
Théan Bf tidu
Téang chirng
Chung lodng xuwong Mét moi
Phan trng
qua mén
:?é:\hg;;% (phét ban,
phu mach,
sbc phan vé)

* Mac du chua dwoc bdo cdo, cac tac dung khac co thé
dugc tim thay atropin.
Théng bédo cho béc si céc tac dung khéng mong muébn
khi str dung thuéc

QUA LIEU VA CACH XU TRI

Triéu ching:

Nhip tim nhanh, co giat va ao giac.

Diéu tri:

Didu tri triéu chiing va theo déi cac chi sb tim mach, ho
héap & bénh vién.

PAC TiINH DUQC LUC HOC

Nefopam hydroclorid 14 thubc gidm dau khéng opioid,
khong lién quan dén cAu tric véi cac thube gidm dau

khac.

O déng vat, nefopam c6 dic tinh chéng lai cdm giac dau
bdi c6 thé gidm giai phong glutamat tién synap va kich
hoat céac thy thé NMDA & sau synap.
Nefopam hydroclorid khéng c6 hoat tinh chéng viém
hoéc ha s6t. Né khéng dan dén suy hd hap va khéng lam
cham khi qua duwérng rudt.
Nefopam hydroclorid ¢6 hoat tinh khang cholinergic nhe.

PAC TINH DU'Q'C BPONG HOC

Sau khi tiém bép liéu 20 mg, ndng dé dinh trong huyét
twong (Tm) dat dwece trong khodng 0,5 - 1 gie» va néng
d6 tdi da (C.) trung binh la 25 ng/ml. Thoi gian ban

thai trong huyét twong trung binh [a 5 gid.
Liéu don tiém tinh mach, théi gian ban thai trong huyét
twong trung binh 1a 4 gio:.
Lién két vai protein huyét tuong 1a 71-76%.

Sy chuyén héa sinh hoc va 3 chét chuyén héa chinh da
dugc xac dinh: Demethyl-nefopam, N-oxyd-nefopam
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