Rx
DEXTROMETHORPHAN 15 mg

e Thudcnay chidung theo don thuéc.

o Dockyhuéng dan sirdung trugckhidung.

o Péxatamtaytréem.

o T¥huéng dan sirdung néu tém tit cacthéngtin quan trong clia thudc.
N&u can thém théng tin, xin héiy kién bac sy hoac dugcsy.

THANH PHAN CONG THUCTHUGC: Mbi vién nang cling chufa:

Thanh phan dugc chat: Dextromethorphan hydrobromid 15 mg.

Thanh phan ta dugc: Starch 1500, Lactose, Povidon K90, Polyethylen glycol
6000, Microcrystallin cellulose PH101, Magnesi stearat, Nang cting gelatin s6 4.
DANG BAO CHE: Vién nang cting (den - xanh).

M ta dac diém bén ngoai ciia thudc: Vién nang cling s6 4, ndp nang mau
den, than nang mau xanh, bét thudc bén trong mau trdng.

CHIDINH:

- Diéu trj triéu chiing ho do hong va phé quan bi kich thich khi cdm lanh
thong thudng hodc khi hit phai chatkich thich.

-Hokhéng cé dom, mantinh.

Chuy:Ngan chan ho lam gidm ca ché bdo vé quan trong ctia phéi, do vay dung
thuéc gidm ho chua hédn 1a cach tét nhat véi ngudi bénh, dac biét la tré nhé.
LIEUDUNG, CACHDUNG:

Liéudung:

Luén dung thudc dingliéulugng trong don thudc.

-Tréem6-12tudi: USng 1vién, 6 - 8 gid/Ian, t6i da 4 vién/ngay.

- Ngudi Ién va tré em trén 12 tubi: USng 1 vién, 4 gid/lan; hodc 2 vién, 6 - 8
gio/lan, t6i da 8 vién/ngay.

- Ngudicao tudi: Liéu giéng clia ngudi lon.

-Thai gian dung t6i da khéng qué 7 ngay déi véi nhiing ngudi bénh c6 nguy
casuy ho hdp vahokhacddsm, ma.

Cachdung: Dung uéng.

Trudng hgp quén uéng mét liéu dung: Hay uéng ngay khi nhd ra. Néu thai gian
gan vdi lan dung thudc tiép theo, bd qua liéu da quén va hay dung liéu tiép
theo vao thai gian thudng 1&. Khong dung liéu gap déi dé bu vao liéu da quén.
Trudng hgp uéng qué nhiéu vién thudc: Hay gap ngay bac sy hoac téi khoa
Hai stic - Cap ctiu cia bénh vién gan nhat.

CHONG CHiDINH:

-Quaman cdm véi dextromethorphan va cac thanh phan khéc cta thude.

- Ngudi bénh dang diéu tri cac thudc tc ché monoamin oxydase (MAOIs) vi

c6 thé gay nhiing phan (ing ndng nhu sét cao, chéng mit, tang huyét ap,

chay maunao, tham chitirvong.

-Tré em dudi 6 tudi.

- Bénh nhan dang hodc c6 nguy ca suy hd héap, bénh nhan dang dung SSRI,
énh nhanbibénhgan.

CANHBAOVATHANTRONG KHIDUNGTHUGC:

- Ngudi bénh bjho c6 qua nhiéu ddm va ho man tinh & ngudi hut thudc, hen

hoactrankhi.

- Dung dextromethorphan ¢ lién quan dén gidi phéng histamin va nén

thantrong véitré embidiung.

- Lam dung va phu thudc dextromethorphan cé thé xay ra (tuy hiém), dac

biétdo dung liéu cao kéo dai.

- Sir dung dextromethorphan véi rugu hodc cac thude Uc ché than kinh

trung uong khéc c6 thé lam tang tac dong 1én hé than kinh trung uong va

gy doc Gliéutuong ddinhd.

- Dextromethorphan dugc chuyén héa béi cytochrom P,s, 2D6 & gan. Hoat

tinh clia enzym nay dugc xac dinh vé mat di truyén. Khoang 10 % dan s6 la

nhiing ngudi chuyén héa kém qua CYP2D6. Nhiing ngudi chuyén héa kém

va nhing bénh nhén st dung déng thai cac thudc tc ché CYP2D6 c6 thé bj

tac dung qua muc va/hoac kéo dai cia dextromethorphan. Do d6, nén than

trong khi dung thuéc & nhiing bénh nhan chuyén hoa kém qua CYP2D6

hoéc strdung thudc tic ché CYP2D6.

- Bénh nhan c6 van dé vé dung nap galactose, bénh nhan thiéu hut enzym

Lapp lactase hodc kém hdp thu glucose-galactose khéng nén duing thudc nay.

Sirdung thudc cho phu nifcé thaiva cho conbi:

- Thoi ky mang thai: Dextromethorphan dugc coi la an toan khi dung cho

phu ni c6 thai va khong cé nguy co cho bao thai. Nhung nén than trong khi

dung céc ché phdm phéi hgp c6 chia ethanol va nén tranh dung trong khi

mang thai.

-Th&iky cho con bu: Tranh dung cac ché pham phdi hgp dextromethorphan

véi ethanol cho phu nircho conbu.

Anh huéng ctia thudclén kha ning lai xe, van hanh may méc:

Thuéc c6 thé gdy mét moi, chéng mit (thudng gap). Than trong khi lai xe,

van hanh may moc.

TUONGTAC, TUGNGKY CUATHUOC:

Tuong tac ctathudc:

- Dextromethorphan dugc chuyén héa chinh nhd cytochrom P, isoenzym

CYP2D6, bdi vay tuong tac véi cac thudc tic ché enzym nay nhu amiodaron,

haloperidol, propafenon, thioridazin, quinidin lam gidm chuyén héa cla

dextromethorphan & gan, lam tang néng do chat nay trong huyét thanh va

tdng cac ADR clia dextromethorphan.

-Tranh dung déng thai véi cac thudc tc ché MAOIs vi c6 thé gay phan ting

tuongtaccohai.

- Dung déng thdi véi cac thudc tc ché than kinh trung uong cé thé ting
cudng téc dung tic ché than kinh trung uong ctia nhimg thuéc nay hodc ctia
dextromethorphan.

- Valdecobid lam tang ndng do clia dextromethorphan trong huyét thanh
khidung cung nhau. Dextromethorphan dung cung linezolid gay hoi chiing
giéng héi chiing serotonin. Memantin c6 thé lam tang ca tan sujt va tac
dung khéng mong muén ctia memantin va dextromethorphan, bai vay
tranh dung két hgp. Khéng dung két hgp véi moclobemid.

Tuongky ciathudc:

Do khéng cé cac nghién ctu vé tinh tuong ky clia thuéc dung dudng uéng,
khéng tron lan thuéc nay véi cac thudckhac.

TACDUNG KHONG MONG MUGN CUATHUGC:

Béang tém tit cac phan iingkhéng mong muén:

Céc co quan Tan sudt () Cac phan ung Ifhong
mong mudn
Toan than Thudng gdp | Métmai,chong mat.

Hiém gdp Thinh thodng thdy buén ngti nhe,
r6i loan tiéu hda. Hanh vi ky quéc
do ngd doc, tic ché hé than kinh
trung uong va suy ho hap cé thé
xay rakhidungliéu qué cao.

Tuan hoan Thuong gdp Nhip tim nhanh.
Tiéu hoa Thuéng gdp | Buénnon.
Da Thuong gdp | Do bting.

It gdp N&i mé day.

Hiém gap Ngoaiban.

(*) Tan sudt tdc dung khong mong muén dugc dinh nghia nhu sau: Rat
thuang gap (ADR = 1/10), thudng gap (1/100 < ADR < 1/10), it gdp (1/1000 <
ADR < 1/100), hiém gap (1/10000 < ADR < 1/1000), rat hiém gap (ADR <
1/10000), khéng ré (khéng dugc udc tinh tird i liéu cé sn).

Huéng dan cach xirtri ADR:

Trong trudng hop suy hé hdp va dc ché hé than kinh trung uong, ding
naloxon liéu2-10mg, tiém tinh mach cé thé c6 tac dung héi phuc.

Thong bao cho ngudi bénh: Thuéc cé thé gay buén ngu, tranh cac thudc tc
chéthankinh trung uong varugu.

Thong bao ngay cho bac sy hoac dugc sy nhimng phan ting c6 hai gap phai
khistrdung thudc.

QUALIEUVA CACH XU TRi:

Triéu chiing va biéu hién khistrdung thuéc qua liéu:

Triéu ching: Buén nén, nén, buén ngu, nhin mg, rung giat nhan cau, bi tiéu
tién, trang thai té mé, do gidc, mat diéu hoa, suy h6 hap, co giat.
Céchxtrtrikhidung thudc qualiéu:

Diéu tri: H6 trg, duing naloxon 2 mg tiém tinh mach, cho dliing nhéc lai néu
cantgiténgliéu10mg.

DPACTINHDUGCLUCHOC:

Nhém dugcly: Chéng ho; dan xuat ctialevorphanol.

Ma ATC:RO5D A09.

- Dextromethorphan hydrobromid la thuéc gidm ho cé tac dung lén
trungtam ho & hanh ndo. Cau tric hoa hoc ¢ lién quan dén morphin,
dextromethorphan khong c6 téac dung gidm dau varatit tacdung an than.

- Dextromethorphan dugc dung gidm ho nhat thai do kich thich nhe & phé
quén va hong nhu cdm lanh hodc hit phai cac chat kich thich. Hiéu qua nhat
trong diéu tri ho man tinh, khéng c6 dom. Bugc dung phdi hgp véi nhiéu
chét khéc trong diéu tri triéu chiing dudng hé hap trén. Khong cé téc dung
longdom.

- Hiéu lyc ctia dextromethorphan géan tuong duong véi hiéu luc clia codein.
So véi codein, dextromethorphan it gay tac dung phu & duong tiéu hoa hon.
Véiliéu diéu tri, tdc dung chdng ho clia thudc kéo dai dugc 5 - 6 gid. Doc tinh
th&p, nhung véiliéu rat cao c6 thé gay tic ché hé than kinh trung uong.
PACTINHDUGCPONGHOC:

Dextromethorphan h&p thu nhanh qua dudng tiéu hda va cé tacdung trong
vong 15 - 30 phat sau khi uéng, kéo dai khoang 6 - 8 gid. Thai gian ban thai
cliathu8c tir2 - 4 gid. Thudc dugc chuyén héa & gan va bai tiét qua nudc tiéu
dudi dang khéng déi va cac chat chuyén héa demethyl, trong s6 dé c6
dextrorphan cling cé tdcdung giam honhe.

QUY CACHDPONG GOI:

-Hop 1vix 10vién, hép 10vix 10vién.

-Chai100vién.

DIEU KIEN BAO QUAN:

Bao quan 6:Nai kho, nhiét d6 dudi 30 °C, tranh anh sang.

Bao quan trong bao bi géc cliathudc.

HAN DUNG: 36 thang ké tif ngay san xuat. Khéng dung thudc qua han st
dungdaghitrénnhan.

TIEU CHUAN CHAT LUGNG: TCCS.

CO SG SAN XUAT:

CONGTY C6 PHAN XUAT NHAP KHAU Y TEDOMESCO
Bia chi: 5666, Qudc 16 30, Phusng My Phu, Thanh phé Cao Lanh,
TinhDéngThap

pOMESco Piénthoai:0277.3851950
VD-30987-18
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