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TO HUONG DAN SU DUNG THUOC  cr¢ L)
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Vién nén bao dudng
Pé xa tim tay tré em
Doc ky huéong din sir dung truée khi ding
Thudc nay chi dung theo don thude

Thanh phan ham lugng cia thude: Cho 1 vién nén bao dudng

Thanh phan hoat chat :
— Dextromethorphan hydrobromid...................ccoocvvuenenn.. 15 mg
= A dNge VI8 Al owssumssmsviamssisssmsi s 1 vién.

Thanh phan ta dugc: lactose monohydrat, povidon K29/32, talc, magnes1 stearat, tinh bdt ngo,
duong trang, gébm arabic, gelatin, methyl hydroxybenzoat, propyl hydroxybenzoat, mau tartrazin
lake, mau erythrosin, sép carnauba, sap ong.
Dang bio ché ciia thudc:
Vién nén bao duong.
M@ ta san pham:
Vién nén tron bao dudng mau vang.
Chi dinh:

/]
/!
/

- bidu trj triéu ching ho do hong va phé quan bi kich thich khi cam lanh théng thuong hoéfr\ _.\

khi hit phai chét kich thich.

- Ho khong ¢6 dom, man tinh.

- Dung cho ngudi 16n va tré em > 12 tudi.

Chu y: Ngan chin ho lam giam co ché bao vé quan trong cua phdi, do vay dung thudc giam

ho chua hén 1a cach tét nhat véi ngudi bénh, dic biét 1a tré nho.

Li¢u ding, cich dung:
Liéu dung:

- Nguoi lon va tré em trén 12 tudi: uong 1-2 vién (twong Ung 15-30 mg dextromethorphan
hydrobromid) mdi 4-6 gio. Liéu tdi da khong qua 8 vién/ngay (tuong tng 120 mg
dextromethorphan hydrobromxd)

- Ngudi cao tudi: heu giong cua ngudi lom.

- Khéng dung thudc kéo dai qua 3-5 ngay néu khdng c6 chi dinh cua thay thuoc

- Thay thude khong nén chi dinh dung dextromethorphan kéo dai qua 2-3 tudn.

Xir Iy thuéc trwée va sau khi sir dung:
Khéng c6 yéu cau dic biét vé sur Iy thudc trude va sau khi st dung

Chéng chi dinh:

- Qué man véi dextromethorphan hogc bat ky thanh phan nao cua thude.

- Hen phé quan, bénh phbi tic ngh&n man tinh, viém phéi, suy h6 hip.

- Bénh nhén bi bénh gan, bénh nhan dang dung SSRIs.

- Phu nit cho con bu.

- Ngudi bénh dang diéu trj cac thude e ché monoamin oxydase (IMAO) hodc trong vong
14 ngay sau khi ngung diéu tri cac thude e ché MAO vi c6 thé g gay nhitng phan ing nang
nhu sot cao, chéng mat, tang huyét ap, chay mau néo, tham chi tr vong.

- Ché phidm nay khong phit hgp sir dung cho tré em < 12 tudi.

Cénh bso va than trong khi ding thudc:
- Ngudi nghién ruou,

- Nguoi bénh bi ho ¢6 qua nhiéu dom va ho man tinh & ngudi hit thude, hen hodc gidn phé
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nang.

- Ngudi bénh ¢6 nguy co hodc dang bi suy giam hé hap.

- Dung dextromethorphan c6 lién quan dén giai phong histamin va nén thén trong voi tré em
bi di img.

- Lam dung va phu thudc dextromethorphan, c6 thé xay ra (tuy hiém), dic biét do ding liéu
cao kéo dai.

- St dung dextromethorphan véi rugu va nhing thude tic ché than kinh trung uong khac co
thé tang anh hudng 1én hé than kinh trung wong va gay doc voi lidu tuong déi nho.

- Dextromethorphan dugc chuyén hoa boi cytochrom Pysp 2D6 ctia gan. Hoat tinh cua
enzym nay duoc xdc dinh c6 lién quan dén di truyen Khoang 10% dan sé thong thuong la
chuyen hoa kém véi CYP2D6. Nhing ngudi chuyen hoa kém va nhitng bénh nhén st dung
ddng thoi véi nhimg thude tre ché CYP2D6 ¢6 thé lam nghiém trong va’hodc kéo dai tac
dung cua dextromethorphan. Canh béo nén dugc dua ra & nhitng bénh nhéan 1a nguoi kém
chuyen héa véi CYP2D6 hodc sir dung thude e ché CYP2D6.

- Ché phdm c6 chtra lactose, than trong khi ding cho nguoi bénh méc cac rdi loan di truyén
hiém gap vé dung nap galactose, chimng thiéu hut lactase Lapp hoic réi loan hap thu
glucose — galactose.

- Ché pham c6 chira mau tartrazin lake c6 thé gy di ing & mot sé ngudi nhay cam.

- Ché phdm c6 chira methyl hydroxybenzoat va propyl hydroxybenzoat than trong c6 thé gay
phan tng dj ing (c6 thé xay ra mudn).

Sir dung thudc cho phu nir c6 thai va cho con bi:
Thoi ky mang thai:

- Khong ¢6 dir liéu xac thue cho viée gdy quai thai o dong vat.

- Trong nghién ctru 1am sang, két qua ctia nghién ctru dich t& trén mot sé luong nho nhimg
phu nir du‘cmg nhu loai trir anh huong di dang déc biét ciia dextromethorphan.

- Vao cudi thoi ky mang thai, liéu cao, ngay ca khi diéu tri ngén, c6 thé gdy suy nhuoc hd
hap O tré so sinh.

- Trong ba thang cudi cua thai ky, viée sit dung dextromethorphan man tinh & ngudi me, bét
ké lidu lucmg, c6 thé 1a nguyén nhan gy ra hoi chimg rat thude & tré so sinh.

- Do do, viéc thinh thoang sir dung dextromethorphan nén dugc xem xét trong thoi ky mang
thai chi khi that can thiét.

Thoi ky cho con bu:

- Dextromethorphan tiét vao trong sita me: mot vai truong hop giam truong lyc va ngung ho
hap da duoc bao céo & tré nhii nhi, sau khi duoc bu sita tir ngudi me sit dung nhiing thuoc
khang ho trung wong khac ¢ liéu cao hon liéu théng thudng. Do dé, viéc sir dung thude nay
bi chong chi dinh trong thai ky cho con bu.

Anh huéng ciia thude 1én kha nang l4i xe, van hanh may moc:
Dextromethorphan c6 thé gay mét moi, chong mat, anh huong téi kha nang nhan thie, can
thén trong sir dung véi ngudi thue hién cac cong viée nguy hiém va can sy tap trung.

Tuwong tic, twong ky cia thudc:

Twong tic ciia thubc:

- Dextromethorphan dugc chuyen héa chinh nho cytochrom Pssy isoenzym CYP2D6, bai
vély twong tac véi cic thude e ché enzym nay nhu amiodaron, haloperidol, propafenon,
thioridazin, quinidin lam gidm chuyén héa cua dextromethorphan & gan, lam tang nong do
chat nay trong huyét thanh va tang cac ADR cua dextromethorphan.

- Tranh dung dong thoi véi cac thube tre ché MAO vi 6 thé gdy phan Gng tuong téc co hai.

- Dung ddng thoi véi cac thube tre ché TKTW ¢6 thé ting cuong tac dung e ché TKTW
ctia nhitng thubc nay hodc cua dextromethorphan.

- Valdecobid lam ting nong do cia dextromethorphan trong huyét thanh khi dung ciing
nhau. Dextromethorphan dung cung linezolid gy hoi chimg giong héi chimg serotonin.
Memantin ¢6 thé lam tang ca tin sudt va tac dung khong mong mudn ctia memantin va

2/ 4 A/

£



dextromethorphan bdi vay tranh ding két hop. Khong dung két hop voi moclobemid.
Twong ky ciia thudc:
Do khong cé cédc nghién ctru vé tinh tuong ky cua thube, khong tron 14n thudc nay véi céc
thude khac.
T4c dung khéng mong muén:
Thuong gdp, ADR > 1/100
- Toan than: mét moi, chéng mat.
- Tuan hoan: nhip tim nhanh.
- Tiéu héa: budn nén.
- Da: do bung.
It gap, 1/1 000 < ADR < 1/100
- Da: néi may day.
Hiém gép, ADR < 1/1 000
- Thinh thoang thdy budn ngi nhe, rdi loan tiéu hoa.
Théng bao ngay cho bac sy hoac duoc sy nhimng tac dung khong mong mudn gip phai khi st
dung thude.
Hudéng dan cdch xir tri tic dung khong mong muon:
Trong truong hop suy hé hap va uc ché hé¢ TKTW, dung naloxon liéu 2 — 10 mg, tiém tinh
mach co thé ¢6 tac dung hdi phuc.
Qui lidu va cach xir tri:
Quid liéu:
Triéu ching: budn nén, ndn, budn ngu, nhin mod, rung giat nhan cAu, bi tiéu tién, trang thai té
mé, 4o giac, mat diéu hoa, suy hd hap, co giat (thuong xay ra véi tré em).
Cdch xir tri:
Diéu tri hd tro, dung naloxon 2 mg tiém tinh mach, cho dung nhic lai néu cén t6i tong liéu
10mg.
Pac tinh dwoce luc hoc:
Nhém duge 1y: thude giam ho khan
Ma ATC: ROSD A09
Dextromethorphan 12 mot din xuét cia morphin, ¢6 tac dung giam ho do tac dong Ién trung
tdm ho & hanh ndo. Thubc khong c6 tac dung giam dau va noi chung rét it tac dung an than.
Dextromethorphan duge ding dé giam ho nhét thoi do kich thich nhe & phé quan va hong nhu
cam lanh thong thuong hodc hit phai cdc chat kich thich. Dextromethorphan cé hiéu qua nhejit
trong diéu tri ho man tinh, khong ¢6 dom. Thude thuong duoe dung phdi hop véi nhiéu chét
khac trong diéu trj triéu chimg duong hd hip trén. Thude khong c6 tac dung long dom.
Hiéu luc cia dextromethorphan tuwong duong voi hi¢u luc cua codein trong diéu tri ho man
tinh. So véi codein, dextromethorphan cé tdc dung giam ho kich Gng tuong tu codein, it gay
tac dung phu & duong tiéu hoa hon. Véi lidu diéu tri, tac dung chéng ho cua thube kéo dai
duge 5 — 6 gid. Poc tinh thip, nhung véi liéu rit cao c6 thé gay tc ché hé TKTW.
Piic tinh dwge djng hoc:
Dextromethorphan duge hap thu nhanh qua dudng tidu hoa va cé tac dung trong vong 15 — 30
phut sau khi udng, kéo dai khoang 6 — 8 gio. Thude duge chuyén héa & gan va bai tiét qua
nude tiéu dudi dang khong ddi va cac chat chuyén hoa demethyl, trong sé do c6 dextrorphan
cling ¢6 tac dung giam ho nhe.
Quy ciach dong goi:
Vi 10 vién nén bao duong. Hop 10 vi.
Piéu kién bao quin, han ding, tiéu chuin chit lwgng cia thube:
Diéu kién bio quin:
Noi kho rdo, tranh anh sang, nhiét d¢ khong qua 30°C.
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Han ding: ‘ o
36 thang ké tir ngay san xuat. Khong str dung thuoc hét han dung.

Tiéu chudn chit lwong: TCCS

Tén, dia chi ciia co' sé san xuit:

CONG TY CO PHAN HOA - DUGC PHAM MEKOPHAR

S6 297/5 Ly Thuong Kiét, Phuong 15, Quén 11, Tp. H3 Chi Minh.

Ngay xem xét sira doi, cAp nhit lai nji dung hwéng dén sit dung thude:

thang 01 nam 2051%8/
GIAM POC

HiA - DU PHAM
EKQPH!\%

CUC TRUGNG
PTRUGNG PHONG

Ngugn Nigoe sink
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