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Pé xa tam tay tré em.
Poc ky hwéng dan sir dung trwéc khi dung.
Thuéc nay chi ding theo don thuéc.

Thanh phan céng thire thubc: cho 1 vién

* Thanh phén hoat chét: Dextromethorphan hydrobromid............... 15mg

* Thanh phén ta duoc: lactose monohydrat, povidon K29/32, talc, magnesi stearat, tinh bot
ngd, dwéng trdng, gdm arabic, gelatin, methyl hydroxybenzoat, propyl hydroxybenzoat,
mau tartrazin lake, mau erythrosin, sap carnauba, sap ong.

Dang bao ché cua thuéc:
Vién nén bao dudng.
Mb ta san pham:

Vién nén tron bao dwérng mau vang.
Chi dinh:

- Diéu trj triéu chirng ho do hong va phé quan bi kich thich khi cam lanh thong thwdng hodc
khi hit phai chat kich thich.

- Ho khéng c6 dom, ho man tinh.

- Dung cho nguei Idn va tré em > 12 tudi.

- Chu y: ngan chan ho lam gidm co ché bao vé quan trong clia phdi, do vay ding thubc
gidm ho chwa hén la céach tbt nhat voi ngudi bénh, dac biét 1a tré nhé.

Céch dung, liéu dung:

- Nguoi I6n va tré em trén 12 tudi: udng 1 - 2 vién (twong (rng 15 - 30mg dextromethorphan
hydrobromid), méi 4 - 6 gi®. Lidu ti da khdng qua 8 vién/ngay (twong (rng 120mg
dextromethorphan hydrobromid).

- Nguoi cao tudi: gidng lidu clia ngwdi lon.

- Khéng dung thudc kéo dai qué 3 - 5 ngay néu khdng c6 chi dinh clia bac sy.

- Béc sy khong nén chi dinh dung dextromethorphan kéo dai qué 2 - 3 tuan.

* X ly thude trude va sau khi st dung:

Khéng cé yéu cau dac biét vé xi ly thubc trwée va sau khi st dung.

Chéng chi dinh:

- Qua man véi dextromethorphan hodc bat ky thanh phan nao clia thube.

- Hen phé quan, bénh phdi tdc ngh&n man tinh, viém phéi, suy hd hap.

- Bénh nhan bj bénh gan, bénh nhan dang dung cac chét (rc ché tai hap thu serotonin chon
loc (SSRIs).

- Phu nir cho con bu.

—=Ngudibénh dang diéu tri cac thudc trc ché monoamin oxydase (IMAQ) hoéc trong vong
14 ngay sau khi ngwng diéu tri cac thube (rc ché MAQ, vi c6 thé gay nhirng phan (rng ning
nhw sét cao, chéng mat, tang huyét ap, chdy mau ndo, tham chi tr vong.

- Ché pham nay khéng phi hep st dung cho tré em < 12 tudi.

Canh béao va than trong khi dung thuéc:

- Ngwoi nghién reou.

- Nguoi bénh bj ho ¢6 qua nhiéu dam va ho man tinh & nguwdi hit thube, hen hodc gidn
phé nang. :

- Nguwéi bénh c6 nguy co hoac dang bi suy gidm hd héap.

- Dung dextromethorphan c6 lién quan dén giai phéng histamin va nén than trong véi tré em
bj di trng.

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

- Str dung dextromethorphan vé&i regu hodc nhirng thube tre ché than kinh trung wong khac
c6 thé t&ng anh hwdng 1én hé than kinh trung wong va gay doc véi lidu tvong dbi nho.

- Dextromethorphan dugc chuyén héa béi cytochrom P450 2D6 cla gan. Hoat tinh clia
enzym nay duoc xac dinh co lién quan dén di truyén. Khodng 10% dan sb thong thwong 1a
chuyén héa kém véi CYP2D6. Nhirng ngudi chuyén hoéa kém va nhirng bénh nhan s dung
ddng thdi véi nhitng thube trc ché CYP2D6 co thé lam nghiém trong va/hoac kéo dai tac dung
clia dextromethorphan. Canh bao nén dugc dwa ra & nhirng bénh nhan la ngudi kém chuyén
héa véi CYP2D6 hodc st dung thubc (rc ché CYP2D6.

- Ché pham c6 chira lactose, than trong khi diing cho nguwdi bénh méac cac réi loan di truyén
hiém g&p vé dung nap galactose, chirng thiéu hyt lactase Lapp hoac rdi loan hap thu
glucose-galactose. .

- Ché phdm c6 chira mau tartrazin lake, c6 thé gay dj ng & mét sb ngwdi nhay cam.

- Ché pham c¢6 chira methyl hydroxybenzoat va propyl hydroxybenzoat, than trong cé thé
géy phan trng di irng (c6 thé xay ra muédn).

Str dung thudc cho phuy nir ¢é thai va cho con bu:

* Thoi ky mang thai:

- Khéng co dir liéu xac thye cho viéc gay quai thai & dong vat.

- Trong nghién c(ru 1am sang, két qua nghién clru dich t& trén mét sb lwong nhd nhitng
phu nir dwérng nhw loai trir &nh hwéng di dang dac biét cha dextromethorphan.

- Vao cubi thei ky mang thai, dung liéu cao, ngay ca khi didu tri ngén, c6 thé gay suy nhwoc
hé hap & tré so sinh.

- Trong ba théng cuéi cha thai ky, viéc st dung dextromethorphan man tinh & ngudi me, bat
ké liéu lwong, cé thé 1a nguyén nhan gay ra hdi chirng cai thudc & tré so sinh.

- Do d6, viéc thinh thoang str dung dextromethorphan nén dwgc xem xét trong thoi ky mang
thai chi khi that can thiét.

* Thari ky cho con bu: dextromethorphan tiét vao trong sira me, mét vai trudng hop gidm
trirong lwe va ngung hd hap da dwoc bao co & tré nhii nhi sau khi dwoc bu siva tir ngudi
me s dung nhirng thubc khang ho trung vong khéc & liéu cao hon lidu thong thudng. Do do,
viéc str dung thudc nay bi chéng chi dinh trong thei ky cho con ba.

Anh hwéng 1én kha nang lai xe va van hanh may méc:

Dextromethorphan cé thé gay mét méi, chéng mat, &nh hwéng téi khd nang nhan thirc, can
str dung than trong & nguwoi thye hién cac cong viéc nguy hiém va can sy tap trung.
Twong tac, twong ky caa thube:

* Twong tac cda thude:

- Dextromethorphan dwoc chuyén héa chinh nhér cytochrom P450 isoenzym CYP2D6, bdi
vay twong tac véi cac thube (re ché enzym nay nhw amiodaron, haloperidol, propafenon,
thioridazin, quinidin, lam giam chuyén héa cia dextromethorphan & gan, lam téng néng dé
chét nay trong huyét thanh va tang cac ADR clia dextromethorphan.

- Tranh dung ddng thei véi cac thube tre ché MAO vi cé thé gay phan (ng twong tac c6 hai.

- Diing ddng théi véi cac thube (rc ché TKTW c6 thé tang cudng tac dung (rc ché TKTW
cda nhirng thubc nay ho&c ctia dextromethorphan.

- Valdecoxib lam ting ndng d6 cia dextromethorphan trong huyét thanh khi dung cung nhau.
Dextromethorphan duing cuing linezolid gay héi chirng gidng hoi chirng serotonin. Memantin c6
thé 1am tang ca tAn suét va tac dung khdng mong mudn clia memantin va dextromethorphan,
bdi vay tranh diing két hop. Khéng ding két hop v&i moclobemid.

* Twong ky cta thuéc:

Do khéng c6 c4c nghién ciru v& tinh twong ky clia thuéce, khdng trdn Ian thubc nay voi cac
thubc khac.

Tac dung khéng mong muén (ADR):

- Thuwérng gap (ADR > 1/100):

+ Toan than: mét méi, chéng mat.
+ Tuan hoan: nhip tim nhanh.

+ Tiéu héa: budn nén.

+ Da: do birng.

- It g@p (1/1000 < ADR < 1/100): da (ndi may day).

- Hiém gap (ADR < 1/1000): thinh thoang thay budn ngt nhe, réi loan tiéu héa.

- Théng bao ngay cho bac sy hodc dugc s§ nhitng tac dung khdng mong mubn gap phai khi
str dung thuéc.

* Huéng dan céch xi tri téc dung khéng mong muén:

Trong tredng hop suy hd hap va tre ché hé TKTW, dung naloxon liéu 2 - 10mg, tiém tinh
mach c6 thé cé tac dung héi phuc.
Qua lidu va cach xu tri:

* Qua lidu: budn ndn, ndn, budn ngd, nhin md, rung giat nhan cau, bi tiéu tién, trang thai t&
mé&, do giac, mét didu hoa, suy ho hép, co giat (thwdng xay ra voi tré em).

* Cach xt tri:

- Didu tri hé trg, dung naloxon 2mg tiém tinh mach, cho dung nhéc lai néu cén i tng liéu
10mg.

- Tich cyc theo doi dé co6 bién phap xt tri kip thdi.

Péc tinh dwec Iwc hoc:

- Nhém duoc ly: thube giam ho khan.

- Ma ATC: RO5DA09.

- Dextromethorphan 1a mét dan xuét ctia morphin, c6 tac dung gidm ho do tac dong lén trung
tam ho & hanh ndo. Thuéc khéng cé tac dung gidm dau va néi chung rat it tdc dung an than.

- Dextromethorphan duwgc diing dé gidam ho nhét thei, do kich thich nhe & phé quén va hong
nhw cam lanh théng thudng hodic hit phai cac chét kich thich. Dextromethorphan c6 hiéu qua
nhét trong didu trj ho man tinh, khéng c6 dam. Thudc thwdng duoc dung phéi hop véi nhiéu
chét khac trong diéu tri triéu chirng duéng hé hap trén. Thube khdng co tac dung long dam.

- Hiéu lwc chia dextromethorphan twong dwong véi hiéu lyc ctia codein trong diéu tri ho
man tinh. So v&i codein, dextromethorphan cé tac dung giam ho kich trng twong i codein,
it gay tac dung phu & dwong tiéu hoa hon. Véi lidu didu tri, tac dung chéng ho ciia thude kéo
dai dwoc 5 - 6 gir. Doc tinh thap, nhung véi lidu rat cao c6 thé gay trc ché hé TKTW.

Pac tinh dwoc dong hoc:

Dextromethorphan dwgc hap thu nhanh qua dwéng tiéu héa va co tac dung trong vong
15 - 30 phat sau khi uéng, kéo dai khodng 6 - 8 gid. Thubc duoc chuyén héa & gan va bai tiét
qua nwéc tiéu dudi dang khdng dbi va cac chét chuyén hoa demethyl, trong s6 d6 co
dextrorphan ciing co tdc dung gidm ho nhe.

Quy cach déng goi:
Vi 10 vién. Hop 10 vi.
Diéu kién bao quan:

Bao quan noi khé rao, tranh anh sang, nhiét 3o khong qua 30°C.
Han ding:

36 thang ké tir ngay san xuét. Khong st dung thudc hét han dung.
Tiéu chudn chét lwgng: TCCS.

Tén, dia chi ciia co s& san xuat:
CONG TY cO PHAN HOA-DUQ'C PHAM MEKOPHAR
297/5 Ly Thwong Kiét - P. 15 - Q. 11 - TP. H5 Chi Minh - Viét Nam.




