A NEFOPAM HYDROCLORID 20 mg/2 ml

"Thudic ndy chi diing theo don thuée”
"D xa thm tay tré em”
"Doc ki hurémg din sir dyng trurére khi ding”
1. Thanh phin cdng thire cda thuBe: Cho mot 6ng 2 mi chira:
Thanh phiin dure chat: Nefopam hydroclomid ... 20mg
Thanh phdn td duoc: Natri metabisulfit, natri dihydrophosphat.2H,0,
nde A€ pha thuBe HBM V... 2,0ml
2. Dang bao ché:
Dang bao ché: Dung dich tiém
Hinh thite: Ch& phdm 13 dung dich trong, khéng mau, durgre déng trong &ng thily tinh, han kin,
khéng ran nit, khong den diu,
pH=4,046,0
3, Chidinh:
Didu tri triéu chimg clia cac chirng dau cp tinh: Dau sau phiu thuét.
4, Lidu diing - céch ding:
Liéu dung:
Tiém bap sau 20 mg/lan, 3p lai mdi 6 gicy néu can nhung téng liéu khbng virgt qud 120 mg/24
gi¢ hodc tiém tinh mach chdm 20 mg/Ian, I3p lai m&i 4 gi¢ néu can nhung téng liéu khéng vurgt
qué 120 mg/24 gidr. Nén dé ngudri bénh & tu thé ndm ngira khi tiém va ndm thém 15 - 20 phit
sau khi tiém, Lidu duing dugc didu chinh theo cutig dé dau va phan (g cira méi bénh nhan.
Cdch dimg: Tiém bap sau hodc tiém tinh mach cham
Khéng cd yéu cau dic biét vé xir Iy thudc sau khi sir dung.
5. Chéng chi djnh:
Man cdm véi bat ky thanh phan nao cla thuéc.
Ngudi b co gidt hodc cé tién sir réi loan co giat.
Ngudi bj bi tiéu.
Ngudii cé nguy co' méac glocdm goe déng.
Tré em dudi 15 tudi.
6. Canh béo va than trong khi diing thuéc:
Loi ich, nguy co clia viéc diéu trj véi nefopam can dugc theo ddi, dénh gid thudmg xuyén.
Nefopam khéng dugrc chi dinh dé diéu trj cac bénh dau man tinh.
Khéng khuyén cdo sir dung thudc & ngudi gia do thudc cé tac dung khéng acetyicholin
Thén trong khi st dung thudc trén ngudi mac cc bénh vé tim mach do thudic c6 thé lam ting
nhip tim.
Than trong khi diing thudc & ngudi suy gan, suy than do nguy co tich Ity thudc, ting tic dung
khéng mong mudn.
Do nefopam khéng phai 13 opioid hay chat d6i khang opioid. Do dé, viéc st dung nefopam &
nhitng bénh nhan Ié thudc opioid c6 thé din t&i hdi chimg cai nghién.
San pham thudc ndy cé chira it hon 1 mmol natri (23 mg) méi ligu, ngha 12 vé co ban, coi nhur
khong co natri.
Thudc ¢ chira natri metabisulfit, chat nay cé thé gdy phan (g dj trng bao gdm céc triéu chimg
qua man nhu co thét phé quan va sdc phan vé, dic biét nhitng ngudi méc bénh hen phé quan.
Do dé, can than trong khi dung thudc trén nhitng bénh nhan nay.
7. Sir dyng thudc cho phy ni¥ c6 thai va cho con bi:
Str dung thuéc cho phy nif ¢6 thai:
Chua c6 di liéu nghién ctru vé viéc sir dung nefopam trong thdi ky mang thai. Do d6, khéng
nén dung thudc cho ngudi dang mang thai.
Sir dung thuéc cho phu niF cho con bii:
Chura c6 dit liéu nghién clru vé viéc st dyng nefopam & phy nir dang cho con bu. Do d6, khéng
nén diing thudc cho ngudi dang cho con bu.
8. Anh huémg clia thudic 1én kha niing 141 xe, van hanh méy méc:
Thuéc c6 thé gay budn ngli. Do dé, khbnglélxe,vén hanh méyméchaylémwéctrencaokhn
gép céc tac dyng khdng mong mudn clia thudc.
9, Twong téc, twrong ky, clia thudic:
Tuong téc thubc:
Khéng ding thudc IMAO trén bénh nhén dang st dung nefopam hydroclorid.
Thén trong khi diing thuc chdng tram cam ba vong véi bénh nhén dang st dung nefopam
hydrodorid.
Nefopam hydroclorid c6 thé lam téng téc dyng khéng mong mudn clia nhitng loai thudc khang
thy thé muscarinic va kich thich than kinh giao cam,
Céc thuc an thén, vi dy nhu cac din xuét morphin (digu tri gidm dau, chita ho va didu trj thay
thé), thuéic an than kinh, céc thudc nhém barbituric, cac thudc nhém benzodiazepin, céc thudc
gidi Jo 8u khac khong thudc nhém benzodiazepin (vi dy meprobamat), thudc ngl, thudc chdng
tram cam c6 tac dyngan than (amitriptylin, doxepin, mianserin, mirtazapin, trimipramin), thudc
khéng histamin H, ¢6 téc dyng an thin, thudc didu trj ting huyét dp téc dung lén than kinh trung
wong, baclofen va thalidomid: Khi dung két hop véi nefopam c thé lam ting tdc dyung an than
va lam gidm sy tinh tdo.
Cdc két hop khbng duge khuyén cdo
Rugu/con;
Rugu/chn lam ting tc dyng an thin, Mirc dd suy gldm clia y thirc cd thé gay nguy hidm khi i
%e va slr dyng méy méc. Tranh diing cling céc dd ung cé rugu/cdn VA céc thude chia
rugu/chn,
Tuong ky thubc:
&o Khbng co céc nghilén cins v tinh turong ky clia thude, khong trdn dn thudc ndy vl cde thudc

10, Téc dyng khbng mong mubin clia thudc (ADR):
Céc tée dyng khdng mong mubin di dugc bdo cdo dugc lidt ké dudi ddy theo Iop co quan hé



thong va tan sudt nhu dugce dinh nghia dudi ddy: rét phé bién (> 1/10), phé bién (> 1/100,
<1/10), khdng phd bién (> 1/1,000, <1/100) va hiém gip (> 1/10.000, <1/1.000), khéng biét
(khdng xéc dinh duoc i 18).

Hé co’ quan Rét phé bién Phé bién Hiém gép Khéng biét
RGi loan tam than Kich thich Trang théi béi
Khé chiu r6i
Ao gidc
Lam dung, 1é thuge
thuéc
R loan hé théng | Budn ngu S¢ d6 cao Chimg co gigt Hon mé
thin kinh trung
uong
Ri loan tim Nhip tim nhanh
mach Dénh  tréng
ngyre
R&iloan hé théng|Budn nén cé hodc|kho miéng
tiéu hda khong kem theo
nén
RGiloan tiét niéu Bi tiéu
Réiloan chung  |Téng tiét md héi Ngét xiu
Ri loan hé mién Phdn (g qud mén
dich (ni mé day, phu
mach, s8¢ phan vé)
Cic r8i loan Pau tai chd
chung va tinh tiém
trang tai Vi trf
tiém
Bdo cdo cdc phdn tng phu nghi nger

Viéc béo cdo cc phan (g c6 hai nghi ngey sau khi cép phép lu hanh thudc 3 rét quan trong.
NG cho phép theo ddi lién tyc ty Ié lgi ich / rii ro ctia thudc. Céc chuyén gia y t& bo cao bat ky
téc dung khdng mong mudn nghi ngd ndo qua hé théng béo céo quéc gia.

“Théng bdo ngay cho bdc s hogic dugre sj

nhitng phén tmg c6 hai ggip phdi khi sir dung thuéc”
11. Qué lidu va cich xir tri:
Triéu chimg: Céc triéu chimg qud liéu bao gdm nhitng biéu hién clia tinh khéng acetyicholin
nhu nhip tim nhanh, co giat va do giac.
Xrtrf: Khong c6 thudc didu trj dic higu. Digu tri trigu chimg va hé trg. Cin gidm sét chirc néing
hé hap va tim mach & bénh vién,
Tich cyre theo d6i dé c6 bién phép xir trf kip thi,
12. Dic tinh dugrc e hoc:
M3 ATC: NO2BG06
Nhém duge Iy: Thude gidm dau va ha s6t khac
Nefopam hydroclorid la thu6c giam dau trung wrong, cd céu tric héa hoc khdng giéng céc thudc
giam dau d3 dugc biét hién nay,
Trén invitro, trén cdc synaptosome clia chut, nefopam (tc ché tai hip thu catecholamin va
serotonin,
Invivo, trén dong vit, nefopam dé cho théy déic tinh chéng lai s cdm thy dau. Téc dung chéng
lai sir gia ting cam gidc dau cling dd dugrc chimg minh d co ché chua dugr hidu diy du.
Nefopam d dugc chimg minh c6 téc dyng déi véi chimg rét run sau phau thuat trén cic
nghién clru 18m sang.
Nefopam khéng cd téc dyng ching viém hoiic ha s6t. Thubc khong gdy tre ché hd hdp va khong
lam gidm nhu dong rut.
Nefopam c6 hoat tinh khang cholinergic.
Quan sét thdy c6 nhip tim va ting huyét &p vira phai va thodng qua.
13. Bjc tinh dugc dong hoc:
Sau khi tiém bip liéu 20 mg, nbng df dinh trong huyét tuong dat dugr tir 0,5 dén 1 gid, ndng
40 t8i da trung binh la 25 ng/ml. Ther glan bén thai trung binh trong huyét tuong 14 5 gidr,
Sau khi tiém tinh mach cling liBu, thor gian ban thal trung binh trong huyét tuong 1a 4 gid,
Nefopam lién két véi protein huyét tuong khodng 71-76%.
Wd\w‘nhéa%hoc“nck‘vtJdl‘tmuy‘nhéadﬂnhdlduvcxkdhhhdomthy#
nefopam, N-oxid-nefopam va N-glucuronid nefopam. Hal chét chuyén hda dau tién khdng lién
hap, khéng cho thily hoat tinh gidm dau & dong vat.
Thubc dugc thél trir ch yéu qua duromg nidu: 87% lidu duing dugrc tim thay trong nude tiu,
Duh 5% Wéu dlung duryc bai tiét dudi dang khdng A6, céc chat chuyén hoa dugce xdc dinh trong
nudre tiéu n lugt chiim 6%, 3% va 36% libu dung theo dutmg tiém tinh mach.
14. Quy céch d6ng g6l HOp 1 vix 10 Bng x 2 ml. HOp 5 vix 10 Bng x 2 ml
15. Dibu dén bbo quén, han dung, tibu chudn chilt gng cia thud:
Dlbuy Kign bbo quén; Not khd réo, nhigt do dudi 30 ¢, U dnh dnh séng
Hon ding: 36 thang ki tir nghy sbn xullt
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