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DEXTROMETHORPHAN 15 mg

e Thudcnay chidung theo don thuéc.

e Docky huéng dan sirdung trugckhidung.

e Péxatamtaytréem.

o Tohuéngdan sirdung néu tém tat cacthdngtin quantrong ctiathude.
Né&u canthémthéngtin, xin héiy kiénbacsy hodcduocsy.

THANH PHAN CONG THU'C THUOC: Méi vién nang cting chfa:

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 cling gelatin s6 4.
DANG BAO CHE: Vién nang cting (xanh 4 nhat - nga).

Mé ta dac diém bén ngoai ciia thudc: Vién nang cling s6 4, ndp nang mau
xanh ld nhat, than nang mau nga, bot thudc bén trong mau trang.

CHIDINH:

Lam giam ho tam thai do viém hong nhe va kich (ing viém phé quan do cdm
lanh.

LIEU DUNG, CACH DUNG:

Liéu dung:

Luén dung thudc diing liéu lugng trong don thuéc.

-Ngudilén vatré emtrén 12 tudi: USng 2 vién mdi 6 - 8 gid, khi can thiét.
-Khéng nén ding qué 8 vién trong vong 24 gid.

-Khéng dung cho tré em dudi 12 tudi.

Cach dung: Dung uéng.

Trudng hgp quén uéng mét liéu dung: Hay uéng ngay khi nhé ra. Néu thoi
gian gan vdi lan dung thudc tiép theo, bo qua liéu da quén va hay dung liéu
tiép theo vao thdi gian thudng 1&. Khéng dung liéu gép déi dé bu vao liéu da
quén.

Trudng hgp uéng qua nhiéu vién thudc: Hay gap ngay bac sy hodc t6i khoa
Héi stc- Cap ctiu cia bénh vién gan nhat.

CHONG CHiDINH:

-Qua man véidextromethorphan hodc batky thanh phan nao cliathudc.
-Ngudi cé nguy cotién trién suy ho hap.

-Bénhnhanbibénhgan.

- Bénh nhan dang dung cac thudc tc ché monoamin oxidase (MAOIs) hodc
trong vong 14 ngay sau khingung diéu tri véi MAOIs.

-Bénh nhan dung thudc tc ché tai hap thu serotonin chon loc (SSRI).

-Tré em dudi 6 tudi.

CANHBAOVATHANTRONG KHIDUNGTHUGC:

-Nén strdung than trong &tré emdj ting do gidi phong histamin.

- Hay hoi béc sy trudce khi sir dung néu ban bi ho man tinh hoac kéo dai, néu
ban bi hen hodc dang bi con hen cdp hodc ho c6 qua nhiéu dom.

-Khong dung véi batky thuéc diéu tri cdm va ho khac.

- Sit dung dextromethorphan véi rugu hodc cac chat tc ché hé than kinh
trung uong khac cé thé lam téng tac dung trén than kinh trung uang va gay
doctinh &liéu tuong dGinho.

- Pa o6 céc truong hgp lam dung dextromethorphan. Than trong dugc
khuyén cao dac biét déi vdi tré vi thanh nién va thanh nién ciing nhu &
nhiing bénh nhan c6 tién st lam dung thuéc hodc cac chat tac dong dén
thankinh.

- Dextromethorphan dugc chuyén héa béi cytochrom P,s, 2D6 & gan. Cac
hoat tinh cia enzym nay da dugc xac dinh vé mat di truyén. Khodng 10 %
dan s6 chuyén héa kém qua CYP2D6. Bénh nhan chuyén héa kém qua
CYP2D6 va diing déng thai véi cac chat tic ché CYP2D6 c6 thé bj tac dung
qué muc va/hodc kéo dai cia dextromethorphan. Do dé nén than trong &
nhiing bénh nhan chuyén héa kém qua CYP2D6 hodc dung thudc tic ché
CYP2D6.

-Néu cactriéu ching khong khéi, hay bao véi bac sy.

- Bénh nhan cé van dé vé dung nap galactose, bénh nhan thiéu hut enzym
Lapp lactase hodc kém hép thu glucose-galactose khéng nén dung thuéc
nay.

Sitdung thudc cho phu nit cé thaivacho conbu:

- Th&i ky mang thai: Khéng c6 béng chiing day dd vé tinh an toan cla
dextromethorphan trong thai ky, do vay khéng khuyén cao st dung thuéc
trong thaiky mang thai.

- Th&i ky cho con bu: Khong rd dextromethorphan c6 bai tiét qua sita me
khéng, khéng khuyén céo strdung thudc trong thaiky cho con ba.

Anh huéng ctia thuéc lén kha nang lai xe, van hanh may méc:

Thuéc nay cé thé lam suy gidm chic ndng nhan thic va cé thé anh hudng
dén kha nang lai xe ctia bénh nhan.Than trong khili xe, van hanh may moc.
TUONGTAC, TUGNGKY CUATHUOC:

Tuongtacchathudc:

- Khéng dugc st dung & nhitng bénh nhan dung thudc tic ché monoamin
oxidase hodc trong vong 14 ngay sau khingung diéu tri vicé nguy co ctia hoi
chiing serotonin (s6t, tang huyét ap, loan nhjp tim) khi MAOIs dugc dung két
haop véi dextromethorphan.

(Cac phan tng nghiém trong va doi khi gay tir vong da dugc ghi nhan khi
dung dextromethorphan &bénh nhan dang sirdung MAQIs).

- Dextromethorphan c6 thé tang tac dung tc ché than kinh trung uong khi
dung chung vdi rugu, thudc khang histamin, thudc hudng tam than va cac
loai thudc tic ché than kinh trung uong khac.

Cac chat uc ché CYP2D6:

Dextromethorphan dugc chuyén héa lan dau rong rai bgi CYP2D6. St dung
déng thdi cac chét tc ché enzym CYP2D6 manh c6 thé lam tang néng do
dextromethorphan trong ca thé cao han néng dé binh thudng nhiéu lan.
Diéu nay lam tang nguy co bénh nhén bj ngd déc dextromethorphan (kich
dong, hoang mang, run, mét ngy, tiéu chay va tic ché ho hap) va tién trién
hoi ching serotonin. Cac chat tic ché enzym CYP2D6 manh bao gém
fluoxetin, paroxetin, quinidin va terbinafin. S& dung déng thai véi quinidin
lam néng d6 dextromethorphan trong huyét tuong tang Ién dén 20 lan va
lam tang tac dung bat lgi trén hé than kinh trung uong cua thuéc.
Amiodaron, flecanind, propafenon, sertralin, bupropion, methadon,
cinacalcet, haloperidol, perphenazin va thioridazin cling cé tac dung tuong
tu trén su chuyén héa clia dextromethorphan. Néu dung déng thdi véi cac
chat tc ché CYP2D6 va dextromethorphan la can thiét, nén giam sat bénh
nhanvanén giam liéu dextromethorphan.

Tuong ky cGia thuéc:

Do khéng cé cac nghién cuu vé tinh tuong ky clia thuéc dung dusng uéng,
khéng tron lan thudc nay vai cac thudc khac.

TACDUNGKHONG MONG MUON CUATHUGC:

Céc téc dung khdng mong muén sau day cé thé lién quan vdi viéc st dung
dextromethorphan: Thinh thoédng buén ngt, chéng mét, kich déng, réiloan
tam than, co giat, suy hé hap, nén, réi loan tiéu hoa (buén nén va tiéu chay)
vaphén (ing dabao gém phatban.

(*) Tan suat tac dung khdng mong mudn dugc dinh nghia nhu sau: Rat
thudng gap (ADR > 1/10), thudng gdp (1/100 < ADR < 1/10), it gép (1/1000 <
ADR < 1/100), hiém gép (1/10000 < ADR < 1/1000), rat hiém g&p (ADR <
1/10000), khéng rd (khéng dugc udc tinh tirdirliéu cd sén).

Huéng dan cach xirtri ADR:

Trong trudng hop suy hd hap va tc ché hé than kinh trung uong, ding
naloxon liéu2-10 mg, tiém tinh mach cé thé c6 técdung héi phuc.

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

Théng béo ngay cho bac sy hoac dugc sy nhiing phan ting cé hai gap phai
khistrdung thudc.

QUALIEUVA CACH XU TRI:

Triéu chiing vabiéu hiénkhistirdung thuécqualiéu:

Triéu chiing: Budn nén, nén, buén ngd, nhin ma, rung giat nhan cau, bitiéu
tién, trang thai té mé, do gidc, mat diéu hoa, suy h6 hdp, co giat.
Cachxutrikhidung thuéc qualiéu:

Diéu tri: HO trg, dung naloxon 2 mg tiém tinh mach, cho diing nhéc lai néu
cantéiténgliéu 10mg.

PACTINH DUGC LUC HOC:

Nhém duoc ly: Uc ché ho.

Ma ATC: RO5D A09.

- Dextromethorphan hydrobromid la thuéc gidm ho c6 téc dung Ién trung tam
ho & hanh néo. Cau tric hda hoc cé lién quan dén morphin, dextromethorphan
khong c6 téc dung gidm dau va rét it tac dung 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 ddm. Bugc dung phéi hgp véi nhiéu
chat khéc trong diéu tri triéu chiing dudng hé hap trén. Khéng cé tac dung
longdom.

- Hiéu lyc clla dextromethorphan géan tuong duang véi hiéu luc ctia codein.
So vai codein, dextromethorphan it gay tdc dung phu & duong tiéu hoa hon.
Véiliéu diéu tri, tdc dung chdng ho clia thudc kéo dai dugc 5 - 6 gier. Doc tinh
thap, nhung vdiliéu rat cao ¢ thé gay ic ché hé than kinh trung uang.
PACTINH DUGC DONG HOC:

Dextromethorphan dugc hdp thu tét qua dudng tiéu hda, chuyén héa dgan
vabai tiét dudi dang khong thay d6i va cac chit chuyén héa demethyl.
Dextromethorphan chuyén héa lan dau nhanh va réng rai & gan sau khi uéng.
CYD2D6 la yéu t6 quyét dinh chinh dén dugc dong hoc dextromethorphan &
nguditinh nguyén.

Dudng nhu ¢6 kiéu hinh riéng biét cho qud trinh oxy héa nay, dan dén bién
d6i rat 16n vé dugc dong hoc gitia cac déi tugng. Dextromethorphan dang
khéng déi, cung véi ba chat chuyén héa morphinan demethyl dextrorphan
(con goi la 3-hydroxy-N-methylmorphinan), 3-hydroxymorphinan va 3-
methoxymorphinan da dugc phat hién dudi dang lién hgp trong nudc tiéu.
Dextrorphan la chat chuyén héa chinh, c6 tac dung chéng ho. & mot vai
ngudi, qua trinh chuyén héa cham hon va dextromethorphan dang khéng
d6i chiém uu thé trong mau va nudc tiéu.

QUY CACHPONG GOI:

-Ho6p 1 vix 10 vién, hop 10 vix 10 vién.

-Chai200vién.

PIEU KIEN BAO QUAN:

Bao quan &: Noi kho, nhiét dé duai 30 °C, tranh anh sang.

Bao quan trong bao bi g&c ctia thudc.

HAN DUNG: 36 thang ké tir ngay sdn xudt. Khéng dung thudc qua han st
dung daghitrénnhan.

TIEU CHUAN CHAT LUQGNG: TCCS.

€O SG SAN XUAT:

CONGTY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Bia chi:S6 66, Quéc 16 30, Phudng My Phu, Thanh phé Cao Lanh,
TinhDéng Thap
DOMESCO Diénthoai: 1800.969.660
VD-30988-18




	Page 1



