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WinHo Dextromethorphan Eucalyptus Flavour
Thanh phin: Dextromethorphan hydrobromid 0,15% klfm (1, Smg.!mI}
T4 duge: Sucralose, dung dich sorbitol 70%, methylparahyd at,
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Thanh phin: Dextromethorphan hydrobromid 0,15% kl/tt (1,5mg/ml)

Té duwge: sucralose, dung dich sorbitol 70%, methylparahydroxybenzoat,

propylparahydroxybenzoat, propylene glycol, patent blue B5%, quinglin

yellow, eucalyptol, citric acid mononhydrat, nuéc tinh khigt vira di.

Dang bao ché: Siro

Chi djnh, chéng chi dinh, cich ding, liBu ding va cic thing tin khac:

Vui long xem t& hudng din sir dung.

Tiéw chudn: NSX

Bao qudn: Bio quin nol khd mat, & nhigt do dudi 30°C, trénh dnh sdng.
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WINHO DEXTROMETHORPHAN
EUCALYPTUS FLAVOUR

Dextromethorphan hydrobromid 0,15% kV/tt (1,5mg/ml)

Pé xa tam tay tré em.

Doc ki hudng didn sir dung trieée khi ding.

Théng bdo ngay cho dwgc s§ hodc béc sj nhitng téc dung khéng mong mudn gdp phii
khi ding thubc.

THANH PHAN CONG THUC THUOC

Thanh phcfn hoat chat: Dextromethorphan hydrobromid 0,15% kl/tt (1,5mg/ml)

Thanh phan td dwoc: sucralose, dung dich sorbitol 70%, methylparahydroxybenzoat,
propylparahydroxybenzoat, propylen glycol, patent blue 85%, quinolin yellow,
eucalyptol, citric acid monohydrat, nudc tinh khiét.

DANG BAO CHE

Sird

M6 ta: Dung dich trong, mau xanh luc, mui va vi déc trung cua bach dan

CHI PINH

Thude duge chi dinh cho diéu tri ho khéng cé dom.

Thube duge chi dinh & nguoi 16n va tré em tir 6 tudi tro lén.

LIEU LUQNG VA CACH DUNG

Liéu luong:

Hop thue chira cde dong 30 ml. Lo duge niém phong véi mot nap déng ngan tré em.
Siré khong chira duwong va c6 thé sir dung cho bénh nhén tiéu dudng.

Viéc diéu trj bang WinHo dextromethorphan eucalyptus flavour nhim muc dich ngin
chin cac triéu chimg; do do viéce sir dung phai duge gidi han trong mét khoang thoi gian
cang ngan cang tdt va & liéu thap nhét c6 thé.

Ngueoi I6m: 10 ml/lan x 4 - 6 1an mot ngay (t6i da 80ml/ngay tuong duong 120 mg).

Tré em:

Tré em trén 12 tudi: 10 ml/lan x 4 - 6 lan mét ngay (t6i da 80ml/ngay twong duong 120
mg).

Tré em tir 6 dén 12 tudi: 5 ml/ 1an x 4 - 6 lan mot ngay hodc 10 ml/ lan x 2 - 3 1an mot
ngay (t6i da 40ml/ngay tuong duong 60 mg)

Tré em dudi 6 tudi khong dugc dang thude nay.

= A2 a2
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Doi tegng ddc biét:

Ngudi cao tudi: O ngudi cao tudi, liéu hugng nén giam mot nira.

Bénh nhén suy than: O bénh nhan suy giam chirc niing than, ¢6 thé kéo dai thdi gian ban
thai cua dextromethorphan va céc chit chuyén héa cia né. Do dé, nén giam mét nira lidu
& nhirng ngudi bi suy than.

Bénh nhan suy gan: Vi dextromethorphan dugc chuyén hoéa & gan, nén giam mét nira lidu
& ngudi suy gan

Céch dung:

Dung duémg udng.

CHONG CHI PINH

- Sir dung dong théi IMAO hojc trong vong 14 ngay sau khi diéu trj bang IMAO.

- Qua man véi hoat chat hodic véi bat ky ta duge nao cua thude.

- Suy hé hap.

- Khong ding cho tré em dudi 6 tudi.

- Trong trudng hgp cho con bu.

CANH BAO VA THAN TRQNG KHI DUNG THUOC

- Ho ¢6 dom 12 mét trong nhitg yéu t6 co ban cua co ché bao vé phé quan phdi. Vi vay,
thudc giam ho khong dugc khuyén khich sir dung trong trudmg hop nay.

- Diing ddng thai thude giam ho vai thude long dom hodc thude tiéu nhay khong hiru ich.
- Truéc khi ding thudc giam ho, hdy chéc chéin ring nguyén nhan gy ho cin diéu trj da
duoc kiém tra.

- Dextromethorphan dugc chuyén hoéa bai cytochrom P450 2D6 & gan. Téc dung cua
enzym ndy dugc xac dinh vé mit di truyén. Khoang 10% dan s noi chung la ngudi
chuyén héa kém CYP2D6. Ngudi chuyén héa kém va bénh nhan sir dung déng thoi cac
chat Gc ché CYP2D6 c¢6 thé gip tac dung trAm trong hon va / hodc kéo dai cua
dextromethorphan. Do do, can than trong & nhimg bénh nhan chuyén hoa kém CYP2D6
hodc dung dong thai véi cac chat irc ché CYP2D6.

- Néu ho tiép tuc kéo dai hon 4 dén 5 ngay, can dén bac si tu van.

- Thén trong véi ngudi cao tudi, nguoi suy gan hodc than va & nhimg ngudi bi hen suyén,
viém phé quan hodc khi phé thiing.

- Khéng nén ubng rugu trong thdi gian diéu tri.

- Liéu dextromethorphan thong thudmg khéng gay 1é thudc vé thé chat. Tuy nhién, sir
dung kéo dai c6 thé gay nghién.

- Céac truong hgp lam dung va phu thudc vao dextromethorphan da dugc bao céo. Dic
biét than trong ¢ thanh thiéu nién va thanh nién, ciing nhu & bénh nhan c6 tién sur lam
dung ma tiy hoic chét kich thich than kinh.

- Hoi chimg serotonin: Tac dung serotonergic, bao gdm su phat trién cua hoi chimg
serotonin c6 thé de doa tinh mang, da duoc béo céo véi dextromethorphan khi ding dong
thoi voi céc thude serotonergic, ching han nhu thudc ire ché tai hép thu mau chon loc
serotonin (IRS), thudc lam thay ddi chuyén héa cua serotonin (bao gdém chét (rc ché
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monoamine oxidase (IMAQ)) va chat trc ché CYP2D6. Hoi chimg serotonin ¢6 thé bao
gbm nhimg thay déi vé trang thai tinh than, sy khong dn dinh cta hé than kinh ty chu, bét
thuong than kinh co va / hodc céc triéu ching tiéu héa. Trong truong hop nghi ngo cua
héi chimng serotonin, nén ngimg diéu trj bing Winho dextromethorphan.

- Thude nay chira 1,9 g sorbitol trong 10 ml, tuong duong 186 mg/ml. Thude chdng chi
dinh & nhimg bénh nhén khéng dung nap fructose (mét bénh di truyén hiém gap).
Sorbitol c6 thé gay khé chiu dudmg tiéu héa va cé tac dung nhuan trang nhe.

- Thudc nay chira 80 mg propylen glycol trong 10 ml trong dwong véi 8 mg/ml.

- Thubc nay chira methyl parahydroxybenzoat va propyl parahydroxybenzoat. Nhimng
chat nay c6 thé gy ra phan (mg dj img (c6 thé bj cham lai).

Déi tugng tré em

Céc tac dung khong mong muén nghiém trong ¢6 thé xay ra & tré em khi ding qué liéu,
bao gom céc van dé vé than kinh. Do dé. khéng dung qué liéu lugng khuyén céo & tré
em.

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

Phu nir ¢6 thai

Mot sb luong vira phai dir liéu & phy nir mang thai cho thiy khong c6 tac dung gay dj tét
hodic doc hai dbi véi thai nhi hodc tré so sinh cua dextromethorphan. Khong c6 thong tin
ve viéc dextromethorphan di qua nhau thai. Cac nghién ciru trén dong vat khéng du dé
két luan vé doc tinh sinh san. Dé phong ngira, t6t nhit 12 nén tranh sir dung Winho
dextromethorphan trong ba thang dau va ba thang cudi cua thai ky.

Phu nir cho con bu

Khéng biét liéu dextromethorphan c6 bai tiét qua sira me hay khéng, nhung ¢6 nguy co

gdy tc ché ho hdp & tré so sinh. Do d6 khong nén sir dung Winho dextromethorphan =
trong thoi ky cho con bu. m
Kha ning sinh san NG T
Khéng c6 sin dit liéu lién quan vé kha néing sinh san & PR
ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY gen
MOC (PHAT
Liéu cao c6 thé lam giam sy tinh tdo nén cén thén trong khi 14i xe va véin hanh may méc. E

Viée st dung rugu c6 thé ting tic dung khéng mong mudn nay.

TUONG TAC THUOC

- Tat ca céc chét trc ché MAO déu duge chéng chi dinh (vi du: phenelzin, isoniazid,
isocarboxazid, tranylcypromin, moclobemid, linezolid, methylthioninium chlorid,
safinamid, selegilin, rasagilin, v.v.)

- Khéng dugc sir dung Winho dextromethorphan trong vong 15 ngay sau khi diéu tri
bing IMAO (c6 thé khai phat hoi chimg serotonin).

- Khong nén udng dong thai v6i rugu: su két hop nay cé thé 1am ting tac dung an than.

- Thude (rc ché CYP2D6: Dextromethorphan dugc chuyén héa boi CYP2D6 va da trai
qua qua trinh chuyén hoéa lan dau rong rai. Sir dung dong thdi cac chét irc ché manh
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enzym CYP2D6 c6 thé lam tang ndng dé dextromethorphan trong mau cao hon nhiéu lin
so vOi binh thuong. Diéu nay lam ting nguy co xdy ra céc tac dung khéng mong mudn
ctia dextromethorphan (kich dong, 14 1dn, run, mét ngu, tiéu chay va suy hé hap) va xuét
hién héi chimg serotonin. Céc chét irc ché CYP2D6 manh bao gom fluoxetin, paroxetin,
quinidin va terbinafin. Khi diing dong thai véi quinidin, ndng dé dextromethorphan trong
huyét twong tang 1én dén 20 lan, din dén ting sy xuét hién cia cac tac dung khéng mong
muén cia dextromethorphan trén hé thin kinh trung wong. Amiodaron, flecainid va
propafenon, sertralin, bupropion, methadon, cinacalcet, haloperidol, perphenazin va
thioridazin ciing c6 tac dyng tuong ty trén sy chuyén héa ciua dextromethorphan. Néu
khéng thé tranh dugc viée sir dung dong thoi cic chit e ché CYP2D6 va
dextromethorphan, bénh nhén cén dugec theo ddi va co thé can giam liéu
dextromethorphan.

- Nuéce budi va nuée cam ding c6 thé lam ting sinh kha dung cuia dextromethorphan.
TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dung khong mong muon duge phan loai theo hé théng co quan va tin sudt gap:
Rat thuong gip (> 1/10), thudng gap (> 1/100, <1/10), it gap (= 1/1000, <1/100), hiém (>
1/10000, <1/1000), rat hiém (<1/10000), khong dugc biét (khong thé udc tinh tir dir lidu
¢d san)

Hé thong co quan Tén suat Tac dung khong mong muon
R&i loan hé théng | Khong  duoc | Sée phan v¢ B P
mién dich biét Phan img qué man: phat ban da, ngira, ndi may

day, phit mach va co thit phé quan
ROi loan hé than Khong  dugc | Chéng mit
kinh biét Hoang mang

Dau dau

Kich thich

Budn ngu
Rbi loan hd hip, Khong duoc | O liéu diéu tri, dextromethorphan khéng c6 tac
I6ng nguc va trung | biét dung 1én ho hap, nhung liéu rit cao c6 thé gay suy
that giam trung tam ho hap.
Réi loan tiéu héa | Khéng  duge | Téo bén

biét Budn nén
Dau bung
Giam sy thém an. )

QUA LIEU VA CACH XU TRIi

Céc triéu chimg qud liéu:

Qua lidu dextromethorphan cé thé lién quan dén budn non, ndn, loan truong luc co, bon
chén, 1a 1an, budn ngu, co giat, rung giat nhin cdu, nhiém doc tim (nhjp tim nhanh, ECG

\\ O Pe < /0y
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bt thuong, bao gfmm kéo dai khoang QTc), mét diéu hoa, rdi loan tim than nhiém doc voi
4o gidc thi, hung phan.

Trong truong hgp qua liéu nghiém trong, cic triéu chimg sau c¢6 thé dugc quan sat thiy:
hén mé, suy ho hap, co giét.

Céch xir tri:

- C6 thé dung than hoat cho nhimg bénh nhan khong c6 triéu chimg da uéng qué lidu
dextromethorphan trong mét gid trude.

- Péi véi nhirng bénh nhan da udng dextromethorphan va dang dung thudc an than hodc
hén mé, viée sir dyng naloxon ¢6 thé dugc xem xét & lidu luong thong thuong dé diéu tri
qué lidu opioid. C6 thé sur dung benzodiazepin dé didu trj co giit. cling nhu
benzodiazepin va céc bién phap lam mat bén ngoai dé ting than nhiét do hoi chimg
serotonin

PAC TINH DUQC LY'C HQC

Nhém duge 1y: Thude giam ho khan

Ma ATC: RO5DA09

Dextromethorphan 1a dong phan quay phai cua 3-methoxy-N-methyl-morphinan. N6 la
dan xuét morphin tong hop, trai ngugc vai dong phan levo cia né khong c6 tac dung
giam dau hay gdy nghién.

Dextromethorphan 1a thudc giam ho ¢6 tédc dung 1én trung tam ho & hanh ndo, khong gay
nghién, dugc st dung dé diéu tri triéu chimg ho do kich tmg nhe cua thanh quan, khi
quan va phé quan. Dextromethorphan ding dé diéu tri ho man tinh khéng dit diém.
Dextromethorphan 1am tang ngudng ho bing céach tac dong vao trung tim ho ¢ hanh tiy,
noi thude hoat dong nhur mot chat chu vén thu thé sigma-1

Tuy nhién, & liéu rat cao dextromethorphan ¢6 thé @c ché trung tdm ho hap.

PAC TINH DUQC PONG HQC

Hép thu:

Dextromethorphan dugc hép thu nhanh qua dudng tiéu héa. C6 tac dung trong vong 15-
30 phut sau khi ding, kéo dai khoang 3-6 gior. Nong do dinh trong huyét trong dat duoc
trong vong 2 gio sau khi dung.

Phén bo:

Dextromethorphan lién két véi protein huyét tuong udc tinh la 58,7% + 3,8%. C6 mdt
moi twong quan chat ch& gitta ndng dé trong huyét thanh va nong dé trong dich no tay
clia dextromethorphan. Mdi tuong quan nay khéng dugc quan sét thay vdi dextrorphan
Chuyén hoa:

Sau khi uéng, dextromethorphan trai qua qua trinh chuyén héa qua gan lan déu nhanh
chéng va rong rdi. O nhimg ngudi tinh nguyén khoe manh, chuyén héa chu yéu xay ra
thdng qua O-demethylation & néng dé6 CYD2D6, ndng dd 6 tac dung cua nd phy thude
vao kiéu gen.

Céc kiéu hinh khac nhau cho qua trinh oxy héa nay da duoc quan sat gay ra sy thay ddi
déng ké giita cac ca thé vé duge dong hoc. Dextromethorphan chua chuyén héa, lién két
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véi ba chét chuyén héa morphin-demethyl héa, dextrorphan (con duge goi 1a 3-hydroxy-
N-methylmorphinan), 3-hydroxymorphinan va 3-methoxymorphinan da dugc xac dinh la
lién hop trong nudc tiéu.

Chat chuyén héa chinh la dextrorphan, ciing c6 tac dung chéng ho. Mot s6 déi tuong c6
biéu hién chdm chuyén héa din dén sy hién dién kéo dai cua dextromethorphan khong
doi trong méau va nude tiéu

Thai tru:

Dextromethorphan va céc chat chuyén héa da khir methyl ciia né dugce bai tiét nhu vay
hogc sau khi lién hop véi glucuronid va sulfat ester qua nudc tiéu. Thoi gian ban thai cua
dextromethorphan 1 2,5 gi¢r. O nhimg ngudi chuyén héa kém, thai gian bén thai trung
binh c6 thé kéo dai dén 19,1 gio. DSi véi dextrorphan, thoi gian ban thai trung binh la 3,3
gio va & nhimg ngudi chuyén héa kém c6 thé 1én dén 10,1 gio.

QUY CACH PONG GOI

Lo 60 ml, lo 100 ml, lp 180 ml. Hgp 01 lo.

PIEU KIEN BAO QUAN

Bao quan noi khé mat, & nhiét d§ dudi 30°C, tranh anh sang.

HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN CHAT LUQNG: Nha san xuét

SAN XUAT BOI:

Laboratoria QUALIPHAR NV

Dia chi: Rijksweg 9, Bornem, 2880, Bi




