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Rx Thudc ké don

TUSSIDANE 1,5 MG/ML SUGAR FREE

Dung dich udng

Thanh phin: Dextromethorphan hydrobromid 0,15% kl/tt (1,5 mg/ml)
T4 duge vira du.
Hop 1 chai 125 ml
Chi dinh, cdch ding, chéng chi dinh va cic thong tin khéc: xem trong td&
huéng dén sir dung thude kém theo
Bdo quin: Bao quan ¢ noi kho rdo. tranh anh sang, nhiét dé dudi 30°C
Tiéu chuin: NSX
Doc ki huéng din sir dung trude khi ding. Dé xa tim tay tré em.
DNNK:
SBK:
NSX: S6 16, HD xem “LOT”, “EXP” in trén bao bi.
Co s& sin xuit: Laboratoires des Realisations Therapeutiques Elerte
Dia chi: 181 rue Andre Karman, Aubervilliers, 93300, Phap.

Rx Thuéc ké don

TUSSIDANE 1,5 MG/ML SUGAR FREE

Dung dich udng

Thanh phén: Dextromethorphan hydrobromid 0,15% kl/tt (1.5 mg/ml)
Ta dugce vira du.
Hop 1 chai 250 ml
Chi dinh, cich ding, chéng chi dinh va cic thong tin khac: xem trong to
hudng dan sir dung thude kém theo
Bio quin: Bao quan ¢ noi kho rdo, tranh 4nh sang, nhiét do dudi 30°C
Tiéu chuan: NSX
Doc ky hudng dan sir dung truée khi dung. Pé xa tdm tay tré em.
DNNK:
SDK:
NSX: S0 16, HD xem “LOT", “EXP" in trén bao bi.
Co s6 sdn xuit: Laboratoires des Realisations Therapeutiques Elerte

Dia chi: 181 rue Andre Karman, Aubervilliers, 93300, Phap.
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i dung theo domn thude

SIDANE 1,5 MG/ML SUGAR FREE

(Dextromethorphan hydrobromid)

cO PHAN
puUgC PHA

Dé xa tam tay tré em.
Poc kj huéng dan sir dung truée khi dung.
Néu cdn thém théng tin xin hoi y kién thay thudc.

>
» Khong dwoc ding qua liéu chi dinh.

THANH PHAN CONG THUC THUOC

Thémh phan hoat chdt: Dextromethorphan hydrobromid 0,15% kl/tt (1,5 mg/ml)

Thanh phan té dwpe: Acid citric monohydrat, Aroma Toffy (Caramel flavour), Natri benzoat,
Powder Tofly (E150) (Caramel powder), Liquid maltitol, Natri saccharin, Nudc tinh khiét.
DANG BAO CHE

Dung dich uéng.

M0 ta dang bao ché: Dung dich dbng nhat, mau vang ndu, vi ngot, huong caramel.

CHI PINH

Diéu tri ngén han ho khan va ho kich irng.

CACH DUNG, LIEU DUNG

Lidu dinng

Dudng udng:

Diéu trj triéu chimg nén dién ra trong thoi gian ngin (mot vai ngay):

Liéu str dyng thong thudng ciia dextromethorphan 1a:

- Tré em trén 30 thang: 0,25 mg/kg/lidu hodc 1 mg/kg/ngay

- Nguoi I6n: 15 - 30 mg mdi liéu. Khong qué 120 mg mdi ngay.

Chia thanh 3 - 4 liéu, mi liéu cach nhau it nhét 4 gi.

Str dung thia dong ¢6 trong hdp thudc.

Ngwéi 16m va tré em trén 15 tudi: 15 ml/lan (twong duong 22,5 mg dextromethorphan), 3-4 lin
mdi ngy, khong virot qua 6 1an mdi ngay. M3i lidu cdch nhau it nhét 4 gis.

Tré em:

- Tré em tir 30 thang dén 6 tudi: 15 — 22,5 mg dextromethorphan m3i ngay hodc 2,5 ml/lan, 4-6
lan m&i ngay phu thudc vao tudi.

- Tré em tir 6 dén 12 tudi: 22,5 — 30 mg dextromethorphan mi ngay hodic 5 ml/Ian, 3-4 1An méi
ngay phu thude vao tudi.

- Tré em tlr 12 dén 15 tudi: 30 — 45 mg dextromethorphan mai ngay hodc 5 ml/Iin, 4-6 1n mi
ngay phu thudc vao tudi.

Trwong hop bi suy gan: lidu ban dau s& giam di mét nira so véi liéu khuyén céo, va cé thé ting
Ién tiy theo kha ning dung nap va nhu cau.
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Cach diung
Dung duéng ubng.
CHONG CHI PINH
Thude chbng chi dinh trong céc trurdng hop sau:

e Qua man véi hoat chat hodc bt ky thanh phan nao cia thude.

e Suy ho hép.

@ Ho do hen suyén.

e Két hop véi cinacalcet hodc thubc chéng trdm cam loai MAOI khong héi phuc.

e Tré em duéi 30 thang.

® Phu nir dang cho con bu.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Cinh bdo ddc biét:
Ho ¢6 dom, [a mdt yéu t6 co ban ctia viée bao vé phé quan.
Khéng cén két hop thude long dom hogc thudc tidu dom véi thude chéng ho.
Truée khi ké don thude diéu tri ho, can dam bao tim dugc nguyén nhén gy ho.
Néu khong dap (mg voi thubc didu tri ho & lidu théng thudng, khong nén tang lidu ma cin danh
gia lai tinh trang l1am sang.
Thude chira liquid maltitol. Bénh nhan bj réi loan di truyén hiém gap nhu khong dung nap
fructose khong nén ding thude nay.
Thude ndy c6 chira dudi Immol (23mg) natri trong mdi lidu, vé& co ban duge xem nhu “khéng
chira natri”.
Khong khuyén cdo sir dung dong thdi véi thube chéng trdm cam loai MAOIs-A hdi phuc, bao
gdm linezolid va xanh methylene, hodc v&i natri oxybate.
Khong khuyén cdo sir dung rurgu (bao gdm d uéng va ta duoc).
Dextromethorphan c6 thé gdy 4o gide & lidu cao hon lidu didu tri. Cac trudng hop lam dung
dextromethorphan cho muc dich tiéu khién hodc gdy 4o gidc, doi khi két hop véi rugu, di duge
bdo cao. Can dic biét than trong & thanh thiéu nién va thanh nién cling nhur bénh nhan ¢6 tién sir
lam dung ma tiy hogc chat kich thich. Cin theo di cin than sy xuat hién cac ddu hiéu hoac triéu
chimg goi y lam dung hodc dung sai dextromethorphan trén céc bénh nhan nay.
Dextromethorphan dugc chuyén héa béi cytochrom P450 2D6. Hoat dong cua enzyme nay dugc
xac dinh vé mit di truyén. Gan 10% dén sb néi chung 14 nhitng ngudi chuyén héa kém CYP2D6.
Dextromethorphan ¢6 thé gdy tac dung ning hon vi/hoic kéo dai hon trén ngudi chuyén hoéa
kém va bénh nhén sir dung déng thoi thudc e ché CYP2D6. Do d6, cin than trong khi sir dung
cho nhitng bénh nhén chuyén héa kém CYP2D6 hoic ngudi dang ding dong thoi véi thude e
ché CYP2D6.
Than trong khi st dung:
Trong trudng hop suy gan, lidu khoi diu giam mét nira va c6 thé tang mot phan tu, tiy thude vao
kha ning dung nap va yéu céu.
SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Phu ni co thai:

4O/ .9  aNeN\
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Mac du dextromethorphan da dugc sir dung rong réi trong nhidu nam, nhung di li¢u 1am sang ¢6
sin vé viéc sir dung thubc nay trong thoi ky mang thai con han ché. Khéng c6 dir liéu dang tin
cdly ndo vé kha nang gay quai thai & dong vit.

Tuy nhién, viée sir dung thudc e ché ho tac dong 1én trung ucmg & giai doan cubi thai ky, véi
lidu cao, ngay ca trong diéu tri ngan han, c6 kha niing gay (rc ché ho hép & tré so sinh.

Trong ba théng cudi thai ky, viéc ngu'orl me udng dextromethorphan lién tuc, bat ké lidu lrong
nao, ¢6 thé gay ra hdi chimg cai thudc & tré so sinh.

Do do, chi nén cén nhéc sir dung dextromethorphan trong thoi ky mang thai néu cén thiét

Phu ni¥ cho con bu:

Dextromethorphan va chét chuyén héa hoat dong cua no (dextrorphan) di vao sira me. Liéu
lwrong quan sat dugc & tré b me tuong tmg véi it hon 1% liéu dextromethorphan duge dung &
ngudi me. Mot s trudng hop ha truong luc co va ngimg thé da duge md ta & tré so sinh sau khi
ngudi me udng cac thudc chdng ho trung wong khéc & liéu cao hon lidu didu tri.

Do dé, ch(”'mg chi dinh sir dung dextromethorphan trong th&i ky cho con bu.

Khd ning sinh sdn:

Cac nghién ciru trén dong vat khong cho thdy bét ky tac dong nao dén kha ning sinh san. Khong
c6 dir liéu vé tac dong cua dextromethorphan d6i voi kha nang sinh san & ngudi.

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

Can chi y, ddc biét la déi véi ngudi diéu khién phuong tién va ngudi sir dung may méc, vé& nguy
co budn ngu va chéng mit lién quan dén viéc sir dung thuée nay.

TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thube

Thubc an thin:

Céan luu y rang nhiéu loai thudc hodic hoat chét ¢6 thé thém téc dung irc ché 1én hé than kinh
trung wong va gép phan lam giam sy tinh tdo. Chung la cac dan xudt cia morphin (thude giam
dau, thudc giam ho va phuong phap diéu tri thay thé), thuéc an than, barbiturat, benzodlazepm
thube giai lo 4u khdng phai la benzodiazepin (vi du: meprobamat), thudc ngt, thuée chong trdm
cam an thin (amitriptylin, doxepin, mianserin, mirtazapine, trimipramin), thuéc khang sinh
histamin H; an thn, thuéc ha huyét 4p trung uong, baclofen va thalidomide.

Cic phéi hop chéng chi dinh:

+ MAOISs khong hdi phuc

Nguy co xudt hién hoi chimg serotonin: tiéu chay, nhip tim nhanh, dé md hoi, run, 1a I3n hoic
thdm chi hon mé.

+ Cinacalcet

Tang déng ké néng do dextromethorphan trong huyét twong gy nguy co qui lidu do giam
chuyén héa qua gan bai cinacalcet.

Cic phoi hop khéng duwoc khuyén cdo:

+ MAOI-A ¢6 hoi phuc, linezolid va xanh methylen

Nguy co xuét hién hdi chimg serotonin: tiéu chay, nhip tim nhanh, b m héi, run, 1a 14n hoac
tham chi hén mé.

+ Ruwou (d6 udng hoiic ta dwgc)
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Tang cudng tic dung an than cia dextromethorphan bai rwou. Sy tinh téo suy giam c6 thé khién
viéc 1ai xe va sir dung may mdc tré nén nguy hiém.

Tranh dung do ut‘)ng hoic céc loai thube khéac chira rugu.

+ Natri oxybat

Ting su Gc ché trung wong. S tinh téo suy giam c6 thé khién viéc 1ai xe va sir dung may méc
tré nén nguy hiém.

Cdc phoi hop nén dwoc xem xét:

+ Cac thudc an than khéc

Téng sur trc ché trung wong. Sy tinh téo suy giam c6 thé khién viéc I4i xe va sir dung may méc
tré nén nguy hiém.

+ Thude giam dau chii vin Morphin

Téng nguy co trc ché hé hap, c6 thé gly tir vong trong trudng hop qué lidu.

+ Methadon

Ting nguy co irc ché hé hép, c6 thé gdy tir vong trong trudng hop qué lidu.

+ Barbiturat, benzodiazepin va cic chit lién quan

Téng nguy co e ché ho hép, cé thé gay tir vong trong truong hop qué lidu.

+ Thube irc ché CYP2D6

Dextromethorphan dugc chuyén héa béi CYP2D6 va tré qua qué trinh chuyén héa 14n diu manh.
Sir dung dong thdi cac chat e ché manh enzym CYP2D6 c6 thé lam ting ndng do
dextromethorphan trong mau nhiéu lan so v&i muc binh thuong. Piéu nay din dén ting nguy co
xuat hién céc téc dung phu ctia dextromethorphan (kich dong, 16 13n, run, mat nga, tiéu chay va
suy ho hdp) va xuat hién hoi ching serotonin. Céc chét e ché manh CYP2D6 bao gdm
fluoxetin, paroxetin, quinidin va terbinafin. Khi dung dong thoi véi quinidin, ndng do
dextromethorphan trong huyét twong ting gdp 20 lan, din dén ting tic dung phu cua
dextromethorphan 1én hé than kinh trung wong. Amiodaron, flecainid va propafenon, sertralin,
bupropion, methadon, cinacalcet, haloperidol va perphenazin ciing c6 tac dung twong tw déi véi
chuyén héa dextromethorphan. Néu khén g thé tranh dugc viée sir dung ddng thoi céc chét trc ché
CYP2D6 va dextromethorphan, bénh nhdn nén dugc theo ddi va c6 thé can giam lidu
dextromethorphan.

Twong ky ciia thude

Do khéng c6 cac nghién ctu vé tinh tuong ky cia thube, khong tron 1an thude nay véi cic thube
khac.

TAC DUNG KHONG MONG MUON CUA THUOC

- Chong mat, budn ngu.

- Budn nén, ndn, tio bon.

- Phan tmg di (mg: phat ban, ngira, ndi mé day, phu Quicke, dc biét 1 co thit phé quan.

- Do chira maltitol, c6 thé gy nguy co rdi loan tiéu héa va tiéu chay.

Céc truong hop lam dung vi muc dich tiéu khién va gay ao gidc da dugce bao cao, dac biét la ¢
thanh thiéu nién va thanh nién ciing nhw bénh nhén c6 tién sir lam dung ma tiy hodc chét kich
thich than kinh.
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Théng bdo ngay cho bdc sy hodc dugc st khi gdp cdc tdc dung khong mong muén nhw trén
khi sir dung thubc hodc bdo cdo cdc phdn ing cé hai cia thudc vé Trung tém Quéc gia vé
Théng tin thuéc va Theo dii phin ing cé hai ciia thudc.

QUA LIEU VA CACH XU TRi

Triéu chirng:

Céc triéu chimg quan sat dugc trong trudng hop qué lidu cdp tinh chu yéu lién quan dén hoat
dong trén céc thu thé NMDA; c6 thé gy hdi chimg khang cholinergic hoic hdi chimg cai
nghién.

Nhitng triéu chig nay bao gém; buén nén va non, nhip tim nhanh va tang huyét ap dong mach,
bi tiéu, gidin dong tir va réi loan diéu tiét, cac déu hiéu tam than kinh: chong mat, mat diéu hoa,
4o giac, rung giat nhan cu, budn ngu, 1a 1an, kich déng, qué kich déng va ting truong lyuc co.
Qué lidu nghiém trong c6 thé gély co git, ting than nhiét, hon mé va suy hd hap.

Cdch xi tri:

Trong truémg hop qua liéu cép tinh, khuyén cdo cin thim kham y té ngay 1ap tic, néu cin, diédu
trj triéu ching, nhu:

e Thudc benzodiazepin trong trudmg hop co giat.

e Naloxon dudng tinh mach trong truéng hop suy hé hap.

Than hoat tinh ¢6 thé duoc sir dung khi khong c6 chéng chi dinh, 1y twong nhat 1a trong vong
mat gid sau khi udng qua lidu.

Khéng nén rira da day vi ¢6 thé xay ra tinh trang thiéu oxy trong qué trinh 1am thi thuat, lam
tdng nguy co co giét.

Céc truong hop lam dung d3 dugc bao cdo dac biét & thanh thiéu nién va thanh nién va bénh
nhan c6 tién sir lam dung ma tiy hoac chét huéng than.

PAC TINH DUQC LUC HQC

Nhém duge ly: Thude chéng ho, ngoai trir phéi hgp thude long don, alkaloid ciia opium va cac
din xuét.

Mi ATC: ROSDA09

Dan xuét morphin gidam ho trung uong. O liéu diéu tri, n6 khong gay rc ché trung tim ho hép;
mit khac, n6 cé thé dan dén tinh trang dung nap, lam dung va 1& thudc.

PAC TINH DUQC PONG HQC

Dextromethorphan dugc hap thu tot & duomg tiéu hoa. N6 duge chuyén héa mét phin & gan va
bai tiét dudi dang khong d6i hodc dudi dang chat chuyén hoéa khir methyl.

Sau khi udng, dextromethorphan trai qua qua trinh chuyén héa l1an d4u qua gan nhanh chéng va
manh mé&. O nhitng ngudi tinh nguyén khoe manh, con dudng trao déi chét chiém wu thé duoc
quan sat thdy 12 do qué trinh khir O-demethyl héa & mirc do cia CYP2D6, mirc do hoat dong cia
né phu thude vao kiéu gen.

Céc kiéu hinh oxy hoéa khac nhau da duoc quan sat thdy dan dén su thay d6i dang ké giira cac ca
thé vé dugc dong hoc. Dextromethorphan khéng chuyén héa, cing véi ba chét chuyén héa
morphinan dimethyl héa, dextrorphan (con dugc goi la 3-hydroxy-N-methymorphinan), 3-
hydroxymorphinan va 3-methoxymorphinan da dugc xéc dinh 1a chét lién hop trong nude tidu.

=\ @ =% </5y
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Dextrorphan, ciing ¢6 tac dung chéng ho, 13 chét chuyén héa chinh. Mot s déi tuong co sy
chuyén héa cham dén dén sy hién dién kéo dai cia dextromethorphan khéng déi trong mau va
nuée tiéu.

QUY CACH PONG GOI

Hop 1 chai. Chai 125 ml, chai 250 ml.

PIEU KIEN BAO QUAN

Bao quan & noi kho rdo, tranh anh sdng, nhiét d6 dudi 30°C.

HAN DUNG

36 thang ké tir ngdy san xudt.

Sau khi m& nép, sir dung trong vong 30 ngay.

TIEU CHUAN CHAT LUQNG: NSX

SAN XUAT BOI:

Laboratoires des Realisations Therapeutiques Elerte

Dia chi: 181, rue Andre Karman, Aubervilliers, 93300, Phap




