HUGNG DAN SU' DUNG THUOC CHO NGUO! BENH

NISITANOL

“Thuéc nay chi diung theo do'n cua bdc si”
“DéE xa tdm tay tré em”
“Doc k§ hwé'ng dén st dung trude khi ding”
“Théng bdo ngay cho bdc sT hodc dwgrc sT nhirng tdc dung
khéng mong muén gdp phdi khi sir dung thuéc”
Thanh phan, ham lwgng clia thudc
Cho mét dng thudctiém 2 ml:

TEN THUGC

Dugc chdt: Nefopam hydroclorid.........c....ccene.. 20,0mg
Ta durgre: Natri dihydrophosphat, dinatri hydrophosphat,

nudccat phati@mvd.. .....oo.ooeevereevueeerereeene 2ml
M ta sanphdm

Dangbao ché: Dungdich tiém.

Hinh thirc: Dung dich trong, dugc déng trong 6ng thuy tinh, han kin, khéng ran
nirt, khéng den dau.

Quy cach déng géi

HOp 1 vix 10 8ng x 2 ml

HOp 5vix108ngx2ml

Thudc dung cho bénh gi

Diéu tritriéu chirng clia cac chirng dau cap tinh: Dau sau phau thut.

Nén dung thudc ndy nhu thé naovaligulugng

Cdch ding: Tiém bap sdu hodc tiém tinh mach cham. .
Li2u diing: Tiém bap sau 20 mg/lan, |3p lai mdi 6 gi® néu can nhung téng ligu
khéng vurgt qua 120 mg/24 gy hoic tiém tinh mach cham 20 mg/lan, 13p lai méi 4
gi&y néu can nhurng téng lidu khong vurgt qua 120 mg/24 gidy. Nén dé ngudibénh &
tu th& nam ngdra khi tiém va ndm thém 15 - 20 phit sau khi tiém. Lidu dung dugc
di2u chinh theo cudng dd dau va phan trng clia mdi bénh nhén.

Khinao khéng nén dung thudc nay

M3n cdm véi bat ky thanh phan nao clia thudc.

Ngui bjco gidt hodc cé tién sirréiloan co giét.

Ngui bjbi tiéu,

Ngudi cé nguy co macglécdm géc déng.

Tré em dudi 15 tudi.

Tac dung khéng mong mudn (ADR)

Réat thudng gdp, ADR>1/10

Hé théng than kinh trung uwong: Budn ngt

Pudng tiéu héa: Budn ndn, cé hodckhdng co non.

Toan than: Tang ti€t md hdi bat thudng.

Thudng gép, 1/100<ADR<1/10

Hé théng than kinh trung uong: Chéng mat.

Tim mach: Nhip tim nhanh, déanh tréng ngyre.

Tiéu h6a: Khé miéng

Tiét niéu: Bi tidu.

Hiém gdp, 1/10000<ADR < 1/1000

Tam than kinh: D& bj kich thich, khé chju, do gidc.

Hé théng than kinh trung vong: Chirng déng kinh.

Hé théng mién djch: Phan (rng qua man (phat ban, sung, sSc phan vé).

Nén tranh dung nhirng thuc hojc thyrc pham gi khi dang sir dung thudc nay
Khong dung thudc IMAO trén bénh nhan dang sir dung nefopam hydroclorid.
Than trong khi dung thu8c ch8ng trdm cam ba vong véi bénh nhan dang sir dyng
nefopam hydroclorid.

Nefopam hydroclorid c6 thé [am ting tac dung khéng mong mudn ctia nhirng loai
thudc khang thy thé muscarinic va kich thich than kinh giao cam.

Céc thubc an than, vi dy nhu cac dAn xuat morphin (diéu trj gidm dau, chita ho va
didu trj thay thé), thudc an than kinh, cac thudc nhém barbituric, cdc thuéc nhom
benzodiazepin, cac thudc gidi lo du khac khéng thudc nhém benzodiazepin (vi dy

meprobamat), thudc ngl, thuc chéng tram cam c6é tic dung an than
(amitriptylin, doxepin, mianserin, mirtazapin, trimipramin), thudc khang
histamin H, c6 téc dung an thin, thudc diéu trj ting huyét dp téc dung Ién than
kinh trung wong, baclofen va thalidomid: Khi dung két hop vé&i nefopam co thé
lam tang tdc dung an than va lam gidm sy tinh tdo.
Céckéthgp khong dugc khuyén cdo
Rurgu/cdn: Ruou/cdn lam ting tic dung an than. Mirc d6 suy giam clia y thirc c6
thé gay nguy hiém khi I4i xe va sir dung mdy méc. Trénh dung cung cac d6 uéng c6
ruQu/con va cac thude chira rurqu/con.
Can Iam gi khi mét Ian quén khéng dung thudc
Khi quén dung thudc, lieu tiép theo dugc dung nhu trong chi dinh. Khong dung
téng lieu khi quén dung thudc.
Cianbdo quan thudc nay nhu thé nao
Noi khd réo, nhiét d6 dwéi30°C, tranh anh sang
Nhi¥ng ddu hiéu va trigu chirng khi dung thudc qua ligu
Triéu ching: Cac triéu chirng qua lidu bao gdm nhirng biéu hién cua tinh khang
acetylcholin nhu nhip tim nhanh, co giatva do giac.
Can phailam gi khi dung thudc qua liu khuyén cdo
X tri: Khong ¢6 thudc didu tri dic hiéu. Didu tri triéu chirng va hé trg. Can gidm
sat chirc ndng hé hap va tim mach & bénh vién.
Nhirng diéu can than trong khi dung thudc nay
Lgi ich, nguy co clia viéc diéu trj véi nefopam can dugc theo doi, danh gia thuong
Xuyén.
Nefopam khong dugrc chi dinh dé didu trj cic bénh dauman tinh.
Khong khuyén céo str dung thudc & nguodi gia do thudc c6 tic dung khang
acetylcholin
Than trong khi str dung thudc trén ngudi mac cac bénh vé tim mach do thude ¢6
thé 1am ting nhijp tim.
Théan trong khi dung thudc & ngudi suy gan, suy than do nguy co tich iy thudc,
tang tdc dung khéng mong muén.
Do nefopam khéng phai la opioid hay chat d6i khang opioid. Do dé, viéc sir dung
nefopam & nhitng bénh nhan Ié thudc opioid c6 thé din t&i hdi chirng cai nghién.
San pham thudc nay cé chira it han 1 mmol natri (23 mg) méi lieu, nghia la vé co
ban, coi nhu khdng cé natri.
Phu nir cé thai:
Chua cé dit liéu nghién ciru vé viéc str dung nefopam trong thi ky mang thai. Do
d6, khéng nén dung thudc cho ngudi dang mang thai.
Phuy nir cho con bu:
Chua cé dit liéu nghién clru vé viéc sir dung nefopam & phy nit dang cho con bu.
Do d6, khéng nén dung thudc cho ngudi dang cho con bu.
Nguoi v@n hanh mdy mdc, dang ldi tau xe, nguei lam viéc trén cao va cdc
trworng ho'p khdc:
Thudc c6 thé gay budn ngli. Do d6, khong l4i xe, van hanh méay méc hay 1am viéc
trén cao khi gip cac tdc dung khéng mong mudn clia thudc.
Khi nao can tham van bacsi, dugcesi
Khi gép cac tdc dung khdng mong mudn clia thudc, can tham van bac s7, dugcsi.
“Né&u can thém thdng tin xin hdi y ki€n bac sT hodc dugc si”

Han dung cta thudc
36 thang ké tir ngay san xuat
Tén, dja chi cia co' s& san xuat

CONG TY O PHAN DUQC PHAM VINH PHUC

S8 777 Dudng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phic
PT: 02113 861233 Fax: 02113 862774
Dja chi nha may:
Thon Mau Théng - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phtc
Ngay xem xét sira d8i, cap nhat lai ndi dung huéng din sir dung thudc:
Ngay 14 thang 12 nam 2017



HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE

s NISITANOL

Thanh phin ciu tao cia thudc:

Cho mét 8ng thubc tiém 2 mi:

Durge chét: Nefopam hydroclorid...........cweeiverene.. 20,0 Mg

76 dugre: Natri dihydrophosphat, dinatri hydrophosphat,
nfGC CAE pha tBM V... imsammsiitindivisiion 2ml

Dang bao ché: Dungdijch tiém
Quy cach dénggdi: Hop 1vix 108ngx 2 ml. Hop Svix 106ng x 2 ml
Duerclychoc:
M3 ATC: NO2 BGO6
Nefopam hydroclorid 13 thuGc giam dau khong gay nghién cé tac dong lén than
kinh trung vong, mac du co ché tac ddng clia thudc chua dugc biét rd. Ngoaira,
thudc con c6 tac dung khang thy thé muscarinic va kich thich than kinh giao cam.
Nefopam hydroclorid dugc sir dung 1am thudc gidam dau trong cdc con dau cp va
man tinh mirc d6 trung binh.
Dwocdgnghoc:
Sau khi tiém bap, nong dé dinh trong huyét trong dat dugc sau khoang 1 gid.
Khoang 73% gén két v&i protein huyét tuong. Nefopam hydroclorid dugc phan b
vao sira me. Thoi gian ban thai khoang 4 gi¢r. Thudc da phan duoc chuyén héa va
dugc dao thai chi yéu qua nudrc tiéu, mot phan qua phan (khoang 8%). Mot phan
(duwdi 5%) dao thai qua nurdc tiu dudi dang khdng bién déi.
Chidinh:
Pidutritriéu chirng clia cac chirng dau cap tinh: Pau sau phiu thujt.
Lidu dung - cich dung:
Céch ding: Tiém bap sau hodc tiém tinh mach cham.
Ligu dung: Tiém bip sdu 20 mg/lan, 13p lai mbi 6 gi& néu cdn nhung tong ligu
khong virgt qua 120 mg/24 gi&r hodc tiém tinh mach cham 20 mg/Ian, 13p lai méia
gir néu can nhung téng lieu khong vurgt qué 120 mg/24 gidy. Nén dé ngudi bénh &
tu thé nim ngira khi tiém va ndm thém 15 - 20 phat sau khi tiém. Ligu dung dugc
digu chinh theo curng d6 dau va phan (rng cia mdi bénh nhén.
Chdngchidinh:
M3n cadm véi batky thanh phan nao clia thudc.
Ngudi b co gidt hodc cé tién sir rdi loan co giat.
Nguoi bj bitiéu.
Ngudi cé nguy co mic glécdm gbc dong.
Tréem dudi 15 tudi.
Céctrurérng hgp than trong khi diing thudc:
Lgi ich, nguy co clia viéc didu trj vdi nefopam can dugc theo ddi, danh gid thudng
xuyén.
Nefopam khéng dugc chi dinh dé diéu tri cdcbénh dau man tinh.
Khéng khuyén cdo sir dung thudc & ngudi gia do thudc c6 tac dung khang
acetyicholin
Than trong khi sr dung thudc trén ngudi mic cc bénh vé tim mach do thudc c6
thélam ting nhip tim.
Than trong khi dung thudc & ngudi suy gan, suy than do nguy co tich Iy thuéc,
ting tac dyung khéng mong mudn.
Do nefopam khéng phai la opioid hay chat di khang opioid. Do d9, viéc sir dung
nefopam & nhirng bénh nhén I& thudc opioid c6 thé dantéi hdichirng cainghién.
san pham thudc nay ¢ chira it hon 1 mmol natri (23 mg) méi liéu, nghta la vé co
ban, coinhu khéng cé natri.
Phy nircé thai:
Chura cé dir liéu nghién ccru vé viéc str dung nefopam trong thoi ky mang thai. Do
d6, khéng nén dung thudc cho ngudi dang mang thai.
Phy ni¥cho con bu:
Chura c6 dit liéu nghién ctru vé viéc sir dyng nefopam & phy nir dang cho con bu.
Do d6, khdng nén ding thudc cho nguwi dang cho con bu.

Nguwoi v@n hanh mdy moc, dang l6i tau xe, ngudi 1dm vigc trén cao va cdc
trirong hop khdc:
Thudc cé thé gay budn ngui. Do d6, khdng 14i xe, vdn hanh mdy méc hay lam viéc
trén cao khigdp cactac dung khédng mong mudn cla thudc.
Twong tac thudc:
Khéng dung thudc IMAQ trén bénh nhan dang sir dyng nefopam hydroclorid.
Thén trong khi dung thudc chdng tram cdm ba vong véi bénh nhan dang sir dung
nefopam hydroclorid.
Nefopam hydroclorid ¢ thé lam téng téc dung khdng mong mudn clia nhiing loai
thudc khang thu thé muscarinic va kich thich than kinh giao cam.
Cdc thudc an thin, vi du nhu cac din xudt morphin (diu trj gidm dau, chira ho va
digu trj thay thé), thudc an thin kinh, cdc thudc nhém barbituric, cac thude nhém
benzodiazepin, cic thudc gidi lo du khdc khong thudc nhém benzodiazepin (vidy
meprobamat), thudc ngu, thudc chéng trfdm cdm cé tdc dung an thin
(amitriptylin, doxepin, mianserin, mirtazapin, trimipramin), thudc khdng
histamin H, 6 tac dung an than, thudc didu trj ting huyét &p tdc dung 1én than
kinh trung wong, baclofen va thalidomid: Khi dung két hgp véi nefopam c6 thé
lam ting tdc dyng an than va lam giam sy tinh tdo.
Cdc két hgp khéng durgrc khuyén cdo
Ruou/edn: Rugu/cdn |am ting tic dung an thin. Mirc d suy giam ctia y thirc c6
thé gay nguy hi&m khi li xe va st dyng mdy mdc. Tranh dung ciing cdc dd udng cd
ruQu/cdn va cac thudc chira rugu/codn.
Tac dyng khéng mong mudn (ADR):
Rét thuong gép, ADR >1/10
Hé thang than kinh trung wong: Budn ngu
Pudngtiéu héa: Budn ndn, cé hodckhdng co non.
Toan than: Tang ti€t md hoi bat thuong.
Thudng gép, 1/100<ADR<1/10
Hé théng than kinh trung vong: Chdng mat.
Tim mach: Nhjp tim nhanh, danh tréng ngyc.
Tiéu héa: Khd miéng
Tiét niéu: Bitiéu.
Hiém g@p, 1/10 000 < ADR < 1/1000
Tam than kinh: D& bj kich thich, khé chiju, do giac.
Hé théng than kinh trung wong: Chirng déng kinh.
Hé th&ng mién dich: Phan (rng qua man (phat ban, sung, sé¢ phan vé).
“Théng bdo ngay cho bdc si hodic dugre si nhitng tdc dung
khéng mong mudn gdp phdi khi sir dung thuéc”
Quad ligu va cach xur tri:
Triéu chirng: Céc triéu chirng qua liéu bao gdm nhitng bi€u hién ctia tinh khang
acetylcholin nhu nhijp tim nhanh, co gidt va do giac.
X(r tri: Khdng c6 thudc digu trj dic hiéu. Didu trj triéu chirng va hd trg. Can gidm
satchirc ndng hd hdp va tim mach & bénhvién.
Cécd4u hiéu can lwu yva khuyén cdo:
“Thudc ndy chi dung theo dorn clia bac si”
“PE& xa tim tay tré em”
“poc ki huéng din sir dyung trwrée khi dung”
Didu kién bao quan: Noikha rdo, nhiét d6 dwéi30°C, tranh dnh sdng.
Han dung: 36 thang ké tir ngay san xuat.
Tiéu chudn 4p dyng: TCCS
Tén, dja chico'sé sdn xuit:
CONG TY CO PHAN DUQ'C PHAM VINH PHUC
SG 777 Budng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
HT: 02113 861233 Fax: 02113 862774
Dia chi nha may:
Thén Mau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phic
Ngay xem xét sira d8i, cdp nhat lai ndi dung huéng din sir dung thudc:
Ngay14 thang 12 nam 2017




