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LB HUONG DAN SU DUNG THUOC
DEXTUSSIN

THANH PHAN CONG THU'C THUOC
Thanh phén hoat chit:
Dextromethorphan hydrobromid ..........cocvvviiiiiinninnen. 0,15% (kl/tt)

Thanh pk&n td dwgc: Sorbitol long, duong lrﬁng, acid citric, sucralose, natri benzoat, glycerin, mau
vang s6 5, mui ddu dang long (flavouring substances, mono propylene glycol), nude tinh khiét.

DANG BAO CHE

Dung dich ubng

Mé ta san phdam: Dung dich trong sudt, méau vang, vi ngot, huong dau.
CHI PINH

Diéu trj thoi gian ngén céc trudmg hop ho khan va ho do kich tng.
CACH DUNG, LIEU DUNG

Li¢u ding

Diéu tri triéu chitng trong thoi gian ngdn (khodng vai ngay)

Liéu thong thuong ciia dextromethorphan 1a:

+ Tré em trén 30 thang tudi: 0,25 me/ke x 3 — 4 lan/ngay nghia la 1 meg/kg/ngay.

+ Nguoi 16n: 15 — 30 mg x 3 — 4 lan/ngay. Liéu téi da 120 mg/ngay.
M&i liéu diing nén céch nhau it nhit 4 gié.

Ngui I6n va tré em trén 15 tudi: 3 cc hoge 3 dng x 5 mL x 3 - 4 lan/ngdy, khong qud 6 lan/ngay,
I coc dong 5 mL chira 7,5 mg dextromethorphan va 1 ong (5 mL) chira 7,5 mg dextromethorphan.
Mai liéu diing nén c4ch nhau it nhat 4 gio.

Tré em:

Tré em tir 30 thang tudi dén 6 twdi: 15 — 22,5 mg/ngdy twong img % cdc dong (2,5 mL) x 4 — 6
lan/ngay ty theo tudi.

Tré em tir 6 — 12 tug;)i: 22.5 — 30 mg/ngdy twong tmg 3 — 4 cbc x 5 mL/ngay hodc 3 —4 dng x 3
mL/ngay thy theo tudi.

Tré em tir 12 — 15 tubi: 30 — 45 mg/ngay twong Ung 4 — 6 cbe x 5 mL/ngay hoidc 4 — 6 éng x 5 mL
hodc 2 — 3 6ng x 10 mL/ngay tuy theo tudi.
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Truong hop suy gan: Lieu khoi dau gidm mot nira so véi lieu khuyén cdo va cd the téng licu tuy theo
nhu cau va kha nang dung nap.

Cach dung
Ding bang dudng udng.
CHONG CHI PINH

- Qua mén vd&i dextromethorphan hoiic bat ky thanh phan nao cia thude (xem muc Thanh phan).
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- Kho tho.
- Hen phé quan dang ho.

- Ding dong thot v mnacalcet hodc thude Lh(‘n‘lL trAm cam loai tic ch& monoamin oxidase (MAQOT)
khong hoi phuc (xem phdn Tuong téic thuoc)

- Tré em dudi 30 thang tudi,

- Phu nir cho con bu.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Cénh bio

- Thén trong v6i nhitng con ho ¢6 ngudn gbe 1a mot phan ting co ban bao vé phé quan phéi.
- Khéng két hop cac thude long dom hoiic thude tiéu chit nhay véi thude giam ho.

- Trudce khi ké don diéu trj trc ché con ho, cin chéc chén ring da tim kiém céc nguyén nhan gay ho
can dugc diéu tr dic hiéu.

- Néu van con ho sau khi dung thude & lidu théng thuong thi khéng nén ting lidu va can danh gia lai
tinh trang lam sang.

- Khong khuyén cdo sir dung dextromethorphan cing véi cde thudc MAOI ¢6 thé hdi phuc nhu
linezolid va xanh methylen, hodc vi natri oxybat (xem phdan Tuong tdc thuéc).

- Khéng khuyén cdo udng ruou (hodc céc thire udng hodc cac thube cé chira cdn) (xem phan Tweong
tac thuoc).

Dextromethorphan ¢ thé gay 4o giac khi diing cao hon liéu didu tri. Dé c6 bdo cdo vé viée lam dung
dextromethorphan cho muc dich giai tri va gay ao giac, d6i khi két hop véi rugu. Khuyén céo déc
bi¢t than trong ¢ cac thanh thi€u nién, nguoi tré woi cling nhu nhimg bénh nhéan c6 tién st lam dung
thudc hodc lam dung céc chat hudng tdm than. Cén theo doi can thdn khi xuat hién nhiing dau hiéu
va triéu chimg goi vy dén viéc dung sai hoac lam dung dextromethorphan.

- Dextromethorphan dugce chuyt,n hoa boi cytochrome P450 2D6 ¢ gan. Hoat dong cua cnzym nay
duge xdc dinh vé mét di truyén. Khoang 10% dfin so chung la ngudi chuyén hda CYP2D6 kém. Ngudi
chuyén hoa kém va bénh nhén sir dung ddng thoi véi cac chat Ge ché CYPZD‘G ¢6 thé bj anh huong
cac tac dung cnia dextromethorphan tram trong vafhoac kéo dai hon. Do dd, can than trong & nhu'ng

bénh nhan chuyen héa kém CYP2D6 hodc dung dong Ihﬁn v6i cac chat te ché CYP2D6 (xem phan
Tuwong tac thuoe).

Thén trong khi sir dung:

- Trong trudmg hop suy gan: liéu khoi dau cé thé giam 50% va cudi cling sé tang thém % tiy theo
nhu cau va kha nang dung nap ctia bénh nhan.

Thén trong véi ta duge
+ Mau vang s6 5 (tartrazin): C6 thé gy céc phan tmg di tmg.
+ Natri benzoat: Thude nay c6 chira 7.5 mg mudi benzoat trong mdi don vi thé tich phan liéu.

+ Natri: Thudc ndy c6 chira duéi 1 mmol (23 mg) natri trong mdi don vi thé tich phan lidu, vé co ban
duoc xem nhr khéng chira natri.

+ Dextussin c6 chira sorbitol co thé anh hwéng dén sinh kha dung cua cac thude dudmg udng khac
khi sir dung dong thoi.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir ¢6 thai
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Mac du dextromethorphan da duge str dung rong réi trong nhidu nam, nhung dit lidu lim sang v& viée
su dung thudc nay trong thoi ky mang thai con han ché. Chua c6 dir liéu dang tin cdy trén dong vat
vé kha nang géy quai thai.

Tuy nhién, viéc sur dung thude e ché ho tac dong lén trung wong vio cubi thai ky, dung liéu cao,
ngay ca trong diéu tri ngan han, co kha ning gy suy hé hép & tré¢ so sinh.

Trong 3 thang cudi thai ky, viéc sir dung dextromethorphan thuomg xuyén & ngudi me, bat ké liéu
lwong, ¢6 thé gdy hoi chimg cai thude & tré so sinh.

Dolclé, chi nén can nhéc sir dung dextromethorphan thinh thoang trong thoi ky mang thai néu can
thiét.

Phu nir cho con bu

Dextromethorphan va chit chuyén hoa hoat dong cta no (dextrorphan) dugc bai tiét vao sita me. Licu
lwong quan sat duoc & tré bii me twong img véi it hon 1% liéu dextromethorphan duoc ding cho
ngudi me. Mot s6 trudng hop 1am giam truong luc co va ngimg ho hép da duoc ghi nhén & tré so sinh
sau khi nguéi me sir dung thude tre ché trung tdm ho khéc & licu cao hon lidu diéu tri.

Do d6. chdng chi dinh dextromethorphan cho phu nir dang cho con bu.
Kha ning sinh san

Céc nghién ctru trén dong vét khong cho thiy bat ky tic dong ndo dén kha ning sinh san. Khong ¢o
dir liéu vé tic dong cua dextromethorphan dén kha néng sinh san ¢ nguoi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Dextromethorphan ¢ thé giy budn ngi va chong mit nén thn trong khi sir dung & nhimg ngudi 14i
xe va van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC
Twong tic thudc

Thuoc an than

Cén lru v ring nhidu loai thudc hodc hoat chét co thé gia tang tac dyng tre ché trén hé than kinh trung
uong va gop ph&n giam su canh giac. Do la cac dan xudt cia opioid (thudec g giam dau thude tic ché
ho va céc diéu tri thay thé), thude an thin, barbiturat, benzodiazepin, thude uhong lo du khac
benzodiazepin (nhur meprobamat), thude ngn, thube chéng trim cam an than (amitriptylin, doxepin,
mianserin, mirtazapin, trimipramin), thuc khéng histamin H; ¢6 tic dung an than, thuoc ha huyét ap
tac dung lén hé than kinh trung wong, baclofen va thalidomid.

Két hop ching chi dinh_(xem phin Chong chi dinh)

+ MAOI khéng héi phuc: Nguy co xuft hién hoi ching serotonin: tiéu chay, nhip tim nhanh, d6 mé
hoéi, run, la lan hodc thim chi hon mé.

+ Cinacalcet: Cinacalcet lam ting nong do dextromethorphan trong huyét twong rat dang ké, co nguy
co qua liéu, do giam chuyén hda dextromethorphan & gan.

Két hop khéng khuyén cdo (xem phan Canh bdo va thén trong cia thuéc)

+ Thude MAOI-A ¢o thé hdi phue, linezolid va xanh methylen: Nguy co xuét hién hdi chimg
serotonin: tiéu chay, nhip tim nhanh, d6 m6 hoéi, run, 11 lan hodc thdm chi hon mé.

+ Ruou (cac thirc uong va thude c6 chira cdn): Ruou 1am tang tic dung an than ciia dextr omethorphan
Mat canh gidc ¢6 thé gay nguy hiém cho viéc lai xe va van hanh may moc. Trénh st dung cac thic
udng c6 cdn va cic loai thube khac ¢é chira con.

+ Natri oxybat: Tang trc ché hé than kinh trung wong. Mat canh gidc gdy nguy hiém dén viéc 14i xe
va van hanh may moc.
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Két hop cin than trong
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+ Cac thuoc an than khac: Tang (c ché h¢ than kinh trung wong. Mat canh giac gdy nguy hiém den
viéce lai xe va van hanh may moc.

+ Thudc giam dau opioid chii van: Tang nguy co trc ché ho hép, c6 thé gay tir vong khi ding qua liéu.
+ Methadon: Tang nguy co @c ché ho hip, ¢ thé gy tir vong khi ding qua lidu.

+ Barbiturat, benzodiazepin va céc thube lién quan: Tang nguy co trc ché ho hip, c6 thé gy tir vong
khi diing qué lieu.

+ Thube tre ché CYP2D6: Dextromethorphan dugc chuyén héa bdi CYP2D6 va bi chuyén hoéa lan
dau murc do 1on. Sir dung déng thoi cac chét e ché manh enzym CYP2D6 c6 thé lam tang nong d6
dextromethorphan trong mau cao hon so v6i binh thutmg nhiéu ln, Diéu nay lam tang nguy co Xuét
hi¢n cac tac dung khong mong muén cia dextromethorphan (kich dong, la l4n, run, mat ngu, ticu
chay va suy hé hip) va xuét hién hoi chimg serotonin. Céc chit irc ché CYP2D6 manh bao gbm
fluoxetin, paroxetine, quinidin va terbinafin. Khi dung dong thoi vdi  quinidin, nong do
dextromethorphan trong huyét twong tang lén gap 20 lan, lam tingtic dung c6 hai cua
dextromethorphan trén hé than kinh trung wong. Amiodaron, flecainid va propafenon, sertralin,
bupropion. methadon, cinacalcet, halupuldol va perphenazin ciing co tac dung tuong ty [én sy chuyé én
héa cia dextromethorphan. Néu can sir dung d(mg thoi cac chat e ché CYP2D6 va
dextromethorphan, nén theo di bénh nhan v ¢6 thé cin phai giam liéu dextromethorphan.

Twong ky cua thude

Do khéng c6 cac nghién ciru vé tinh trong ky cua thude, khong tron 1an thude nay véi cac thube khac.
TAC DUNG KHONG MONG MUON CUA THUOC

Thuong gap, ADR > 1/100

‘loan than: Mét moi, chong mat

Tuén hoan: Nhip tim nhanh

Tiéu héa: budn non

Da: ndi may day

It gdp, 1/1 000 < ADR < 1/100

Da: Noi may day

Hiém gdp, ADR <1/1 000

Thinh thoang thdy buén ngi nhe, rbi loan tiéu hoa.

Huéng dan cich xi tri ADR

Trong trudng hop suy hé hdp va i ché hé thin kinh trung wong ding naloxon liéu 2 — 10 mg, tiém
tinh mach c6 thé cé tac dung hoi phuc.

Thong béo cho ngudi bénh: Thube ¢ thé gdy budn ngu, tranh ding cing céc thudc tc ché hé than
kinh trung wong va rugu.

Bao cao ADR

Viéce bdo cdo cac phan Ging c6 hai duoc nghi ngt‘r ctia thudc sau khi lru hanh rét quan t'rong né cho
phep theo doi lién tye ty 1€ gilra loi ich/ rui ro cua thude. Cac chuyén giay té dugc yéu céu bao cao
bat ky phan tmg ¢6 hai nao duoc nghi ngo thong qua hé théng béo cdo quéc gia vé théng tin thude va
theo dai phén tmg c¢6 hai cia thube (Trung tdm DI & ADR Qubec gia).

Théng bido ngay cho bic st hodc duwgc s7nhitng phdn teng ¢6 hai gdp phdi khi sit dung thuoc

Tl =1 w3 O £ ol



https://trungtamthuoc.com/

QUA LIEU VA CACH XU TRi

Triéu chitng

Trong truomg hop qua lidu ca[) tinh, céc tri¢u ching quan sat duge cha véu lién quan dn tic déng
trén céc thy thé NMDA; ¢6 thé xuét hién hoi chimg khang cholinergic hoac opioid.

Céc triéu chimg nay bao gbm: budn ndén va nén, nhip tim nhanh va huyét ap cao, bi tiéu, gian dong
tlr va roi loan diéu tié‘t‘ cua tl‘}fxy tinh théicéc gléu ]1§éu roi loan @hﬁn kinh: chéng mait, mat diéu hoa, ao
giac, rung giat nhan cau, budn ngu, lu lan, bon chon, hung phéan va tang truong luc co.

Trong trirong hop qua lidu ndng, co thé gy co gidt, ting than nhiét, hon mé va tre ché ho hap.

Xar tri

Trong trudng hop qua lidu cdp tinh, dua bénh nhan dén bénh vién ngay lap tic, diéu tri triéu ching
néu can nhu:

+ Benzodiazepin trong truong hop co giat

+ Naloxon tiém tinh mach trong trwdng hop tre ché hé hép.

Co Lhe diing than hoat tinh trong trwong hop khong ¢6 triéu chimg va tot nhét 1a trong vong 1 gid sau
khi hap thu.

Khéng nén rira da day vi c6 thé xay ra tinh trang thiéu oxy trong qué trinh thuc hién, tang nguy co co
giat.

P c6 b4o cdo vé céc truong hop lam dung voi muc dich giai tri ¢ thanh thiéu nién, ngudi tré tudi va
nhimg bénh nhén cé tién sir lam dung thude hodc cac chat hudng tam than (xem phdan Canh bdo va
than trong khi ding thuéc).

PAC TINH DUQC LUC HOC

Nhém dwge Ij: Thude chéng ho (khong co tic dung long dom, khong lién quan t6i céc alkaloid
opium va céc dén xudt cua ching).

Ma ATC: ROSDA0OY

Dextromethorphan hydrobromid 1a thuée giam ho ¢6 tac dung 1én trung tim ho & hanh nfo. Mic du
cdu tric hoa hoc ¢ lién quan dén morphin, nhung dextromethorphan khéng cé tac dung giam dau va
néi chung rét it tac dung an than. Dextromethorphan dugc dung giam ho do kich thich nhe & phé quan
va hong nhu cam lanh thong thudmg hoac hit phai cac chit kich thich. Dextromethorphan c6 hiéu qua
nhat trong diéu tri ho man tinh, khong c6 dom. Thude khong c6 tac dung long dom. Hiéu luc cua
dextromethorphan tuong dwong véi hiéu lue cia codein trong diéu tri ho man tinh. So véi codein,
dextromethorphan c6 tac dung giam ho kich (g twong tw nhu codein, {t gdy tac dung phu & dudng
tiéu hoa hon. Voi liéu diéu tri, tac dung chong ho cua thude kéo dai duge 5 - 6 gio. Poc tinh thap,
nhung véi lidu rét cao cé thé gdy 1rc ché hé than kinh trung wong.

PAC TINH DUQC PONG HQC
Hip thu va phén b6

Dcxtromqtlmrphan duge hép thu nhanh qua duong tiéu hoa va co tac dung trong vong 15 - 30 phat
sau khi uong. kéo dai khoang 6 - 8 git (12 gio vai dang giai phong cham).

Chuyén héa

Dextromethorphan dugc chuy€ én héa mot phdl’l & gan. Sau khi udng, dextromethorphan bi chuy€ én hoa
lin déu & gan mirc d6 16n. O tinh nguyén vién khoe manh, con dudng chuyén héa chiém wu thé quan
sat duoc 12 qua qué trinh O-demethylat hoa bai CYP 2D6, mire d6 hoat dong tiy thude vao kiéu gen.
Céc kiéu hinh oxy héa khéc nhau da duoc quan sat, dan dén thay ddi giira cac ca tht;; dang ké vé dugc
dong hoc. Dextromethorphan dang khong chuyén hoa cung vaéi 3 chat chuyén héa morphin-
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demethylat, dextrorphan (3 hydmxy-N-metlﬁ]morphman), -hydroxymorphman va 3-
methoxymorphinan da duoc xéc dinh nhu cac san phim lién hop trong nude tiéu.

Mot sb ddi trong chuyén héa chdm cé thé dan dén su hién dién lau dai cia dang khéng ddi cia
dextromethorphan trong mau va nudéc tiéu.

Thai trir

Dextromethorphan bai tiét qua nude tiéu dudi dang khéng déi va céc chét chuyén hoa demethyl, trong
6 d6 cb dextrorphan ciling c6 tdc dung giam ho nhe.

QUY CACH DONG GOI

Ong PVC/PE. Hop 4 vi x 5 éng x 5 mL kém theo t huéng dan sir dung

Ong PVC/PE. Hop 4 vi x 5 dng x 10 mL kém theo t& hudng dan sir dung

Chai thity tinh mau néu. Hop 01 chai x 30 mI. kém theo cdc dong va t& huéng dan sit dung.
Chai thuy tinh mau nau. Hop 01 chai x 45 mL kém theo coc dong va t& hudng déan sir dung
Chai thay tinh mau ndu. Hp 01 chai x 60 mL kém theo cbe dong va to huéng dén sir dung
Chai thuy tinh mau nau. Hop 01 chai x 75 mL kém theo céc dong va t& huéng déin sir dung
Chai thity tinh mau nau. Hép 01 chai x 90 mI. kém theo céc dong va t& hudng din st dung
Chai thuay tinh mau ndu. Hop 01 chai x 100 mL kém theo cHc dong va to hudéng din sir dyung
HAN DUNG

36 thang (ké tir ngay san xuét). Khong dung thude qué han sir dung

Chai: Han ding sau ma nip: 6 thang (ké tir ngdy mé néip)

PIEU KIEN BAO QUAN

Bao quan noi khd, dudi 30°C, tranh anh sang

TIEU CHUAN CHAT LUONG

Tiéu chuin co s&.
TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Co s& san xuat thude: CONG TY CO PIIAN DUGC PIIAM BOSTON VIET NAM.

Dia chi: S6 43, dudng sb 8, khu cong nghiép Viét Nam - Singapore, phuong Binh Hoa, thanh phé
Thuén An, tinh Binh Duong, Viét Nam (Tda nha san xuét s6 1).

Dién thoai: 02743 769 606 Fax: 02743 769 601

CEmail: rd.boston@bostonpharma.com.vn.
NGAY XEM XET SUA BOIL, CAP NHAT NOI DUNG HUGNG DAN SU DUNG THUOC

Binh Dzrong, ngay 3Q. fhcmgog ndam 2024

PANG KHOA



