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Néfopam i
Chigrivydrats ‘f
Acupan®;
20mg - 2mL
10mg/mL
Voie IV, IM [

Bipcodex
lot: EXP



ACUPAN®

NEFOPAM

DOC KY HUONG DAN SU DUNG TRUOC K DUNG
NEU CAN THEM THONG TIN, XIN HO! Y KIEN BAC ST
THANH PHAN
Cong thirc cho | éng (2ml):
Hoat chat; Nefopam (Rydrochloride .. ... ..o e 20 mg
Ta duge: Natri phosphat, Dinatri phosphat, nudc cit pha tiém vira dit 2ml.
DANG BAO CHE - QUY CACH DONG GOI
Dung dich tiém. Hop 5 dng 2 ml.
PHAN LOAI DUQC LY TRI LIEU
THUOC GIAM BAU VA HA SOT KHAC.
(N: He than kinh trung uong)
CHI PINH
Diéu tri triéu chimg cac con dau cip tinh, dic biét la dau héu phiu.
LIEU LUQONG VA CACH DUNG
Liéu ding )

Dm}“ng tiém bip: Acupan dugc chi dinh tiém bép séu. Liéu khuyén ding théng thuomg la 20 mg/tan. Néu cén, ¢ thé I3p
lai méi 6 gidy nhung khéng qua 120 mg/ngay.

. Duong tiém trayén tinh mgceh: Acupan duge chi dinh tiém truyén tinh mach cham hon 15 phut. Cén dé bénh nhin nim
15 — 20 phit sau khi tiém tnlyen dé tranh mét sb téc dung phu nhu budn non, chong mit, va md hdi. Liéu théng thuong duy
nhit dugc khuyén dimg 13 20 mg/lin. Néu cin, ¢6 thé Iip lai mbi 4 gid nhung khong qua 120 mg/ngay.

Cach dung:

Cé thé pha Acupan vao cic dung dich tiém truyén théng thudng (dung dich natri clorid hejc glucose dang truong). Trénh
pha Acupan voi cic thudc tiém khac trong cing bom tiém.
Cach be ong dung thuéc tiém:

Onn thude da duoe cua sin tai diém thit eo. CO | cham mau xanh dé danh diu chd lam diém tua. Ong thubc s& bé dé dang
bang cach dat ngén tay ién chim mau xanh va bé gap nhe diu ong thudc ra sau theo nhu hinh v&.

CHONG CHIi PINH ‘ SO~ £

Thuée nay KHONG BUOC DUNG trong cdc trudng hop: . 8 o _

. Man cam v&i nefopam hodc bt ky thanh phan nao ctia thudc; Zac de M%r;t;;(j%gsbéﬁge Colbert
. Tré em dudi 15 tubi; 353 |48 463 RCS PARIS

.Co glat hoac co ncn SIT CO g|ét' Sdret 453 1-14 463 00048 - APE 514N

. Nguy co bi tiéu lién quan dén réi loan niéu-tién liét tuyén; s A A0 S0~ Fax 0} 697430 3]

. Nguy co glaucom goc déng.

. Nhéi mau co tim

LUU Y PAC BIET

Neuy co I thude thude véi Acupan.

Acupan khong phai 1a tac nhin morphin. va ciing khong phai la chét déi khdng morphin. Do do, khi ngimg didu tri v6i cac
thudc chira morphin & nhirng bénh nhan bi nghién da duoc didu tri bing Acupan, bénh nhan ¢é nguy co mic hdi ching cai
thude.

Mitc dé loi ich/nguy co khi diéu tri bing Acupan phai duoc danh gia thuang gap.

Khong chi dinh Acupan trong cac trudng hop dau man tinh,

THAN TRONG KHI DUNG

Than trong khi ding thube nay trong trudng hop:

—  suy gan

— suy thin

— bénh nhén bi bénh tim mach da thudc 1am nhanh nhip tim.

— Do tac dung khang cholinergic, khéng khuyen ding Acupan cho ngudi gia.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

Cic két hop khong khuvén ding

Dung dong thoi vdi ruou do 1am tang tac déng khi dimg ddng thai vai ruou, didu nay ¢o thé anh huong dén kha nang lai xe
ho#ic van hanh may.

Tranh ding rugu hode thube co chia cbn.

Khéng nén dung nefopam cho bénh nhan dang ding thubc IMAO.

Cic két hop nén cdn nhic

l
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Cic lhuoc giam dau/an (han khic

Cic thude ¢b lién quan nhu: thude chira morphin (giam dau. thude ho va diéu i thay thé trong cai nghién). thudc an than.
cac barbiturat, benzodiazepin, thude giai lo au khéng phai benzodiazepin (nhw meprobamat), thude giy ngu. thuoc chong
trim cam (amitriptyllin, doxepin, mianserin, mirtazapin, trimipramin}, thudce khang histamin H1. thuéc ha huvét ap trng
wong. baclofen. thalidomid.

Lam ting tdc dong tram cam trung wong, Diéu nay ¢6 thé anh hwong dén kha ning I4i xe va van hanh mdy.

MANG THAI VA CHO CON BU _ _

Anh hudng cia thude niy trong théi gian mang that hofic cho con b chua duge biét rd, Do dé dé thin trong khédng nén
ding thuée nay rong thcri gian mang thai va cho con b,

LAI XE VA VAN HANH MAY MOC

Thuoc c6 thé gay budn ngi,

QUA LIEU . )

€4 kha ning gay nhip tim nhanh, co gidt, a0 gidc, can didv tr tridu chimg két hop theo ddi tim mach va hé hap tai bénl
vién.

CAC PAC TINH DUQC LUC HOC

« ACUPAN Ia thude giam dau trung wong khéng thudc morphin, Thudc ¢6 cau triic khic véi cdc thube gidm dau khic da
bict.

¢  Trong thir nghiém in vitro @ chudt, thudc ¢o tic dung e ché sy thu giit tr lai catecholamin va serotonin tai cac khop
n6i than kinh.

*  Trong thir nghiém in vive ¢ dong vat, nefopam ¢ dic tinh chéng lai syt cam thu dau. Tac dung chéng lai su gia ting
cam gific dau ciling di duge chimg minh nhung co ché van chura hoan toan sang 10.

»  Qua cic nghién cir 1am sang cho thdy Acupan ¢6 tic dung chong lai con rét run sau giai phiuw.

o ACUPAN khéng cb tac dung ha sot hodc khing viém. Thube khéng giy trc ché hé hip va khéng lam giam nhu dong

rudt. / ?
e ACUPAN c¢6 tic dung khing cholinergic nhe, / 4

* T huée lam tang vira v thodng qua nhip tim va huyét ap. /

CAC DAC TINH DUQC BONG HQC

Sau khi tiém bép liéu 20mg, thude dat ndng dé dinh trong huyét twong (Tmax) sau 0,5 dén 1gio vi nong do toi da (Cmax)

trung binh 1a 25ng/ml. Théi gian ban that trong huyét tuong trung binh 11 5 gid. Sau khi Ligm tmh mach liéu twong ty, (hot

gian ban thai trong lluyet tuong trung binh 1a 4 gio.

Tylé ngl két ¥ 01 protein huyét tuong [a 71 - 76%.

C6 3 chét chuyén héa chinh da duge xac dinh 1a: (lesmcthyl nefopam, nefopam N-oxide va N-glucuronide. Desmethyl-

netopdm vil nefop'un N-oxide khéng két hop. klibng co tic dung giam dau trén djng vat.

Thuoc thai trir chi yeu qua nuée ticu: 87% liéu dimg dugc tim thay trong mroc tién. Dudi 3% thai trir & dang khoéng dbi, va

cac chit chuyén hoa tim thiy trong nudc tiéu lan luot 11 6%, 3% va 36% cua liéu sir dung khi tiém tinh mach.

TAC DUNG KHONG MONG MUON

Cic tac dung khdng mong mudn duoc théng ke, phén loai theo toan thin - co guan va ty 1€ méc phai nlw: rit thudmg gip

(>11’10), thlrong gip (>1/100, <1710), it gdp (>1/1000, <1/100), va hiém gap (>1/10000. <1/1000).

Tam than: Hiém gip: dé kich dong * bon chén*, a0 gidc, lam dung thude, 18 Lhuoc thudc,

Hé¢ thin kinh trung wong: Rat thudng gip: buon nguthuwdng gip: chong mit*; hiém gip: co giat* 4‘%1

Tim: thuong gdp: nhip tim nhanh*. dinh tréng nguc* )

Da day-rudi: Rat thudng gdp: budn non cé hodic khdng kém theo ndn;thudng 2ap: khé miéng* ,;;}

Than: Thuong gip: bi tiéu |

Toan ﬂrm Riit thu’orng gip: ra md hoi uhleu* hiém géip: khé chiu y 4

He mién dich: Hlem gip: Phan (g qua mdn (may day, phit Quinck, sé¢ phan vé) g

*Cii¢ tac dung gibng atropin khdc c6 thé xlldi hién mdc dix chura ghi nhén, g

THONG BAO CHO BAC $I NHUNG TAC DUNG KHONG MONG MUON G%.P PI—L&I KI-HLSU DUNG THUOC.

BAO QUAN 5 '

Khong dimg thude qua han dimg ghi trén bae bi. B2 thude xa thm tay (r¢ em,

Bao quan ¢ nhiét d dudi 30°C, noi khd rio, tranh dnh séng. PO
RN

Han dlmg 36 thang ké tir ngay san xuAt. R\

Thude nay chi dimg theo don ciia béc si. L

Nha san xuét chiu trach nhiém xudt xuong: BIOCODEX '

Nha mdy : I avenue Blaise Pascal - 60000 Beauvais - Phdp

Vén phong : 7 aventie Gallient - 94250 Gentilly — Phdp TUQ. ¢

Noi san xuét thimh pham : DELPHARM TOURS

Rue Paul Langevin PTRLKSNG PHONG

37170 CHAMBRAY-LES-TOURS- FRANCE - “ygn SHuy SHiing

Zac de Montavas - 8 bis rue Colb~
91320 WiSSOUS
353 148 463 RCS PARIS
Siret 353 148463 00048 - APE 514 N

Tél, :01 69 74 90 30 - Fax: 0162749031



