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THANH PHAN E Thuéc ké don Chai 100 vien Dé xa tdm tay cla tré em

Dextromethorphan hydrobromid ... 15mg
Tadudovid ...ouvssis 1viénnangcling
CHI BINH, CACH DUNG, LIEU DUNG,
CHONG CHI BINH: xem t& huéng dan sir
dyng kem theo.

Boc ky hudng dén sii dyng trudc khi ding
Bao quan nai khé réo, thoang mat,
trénh dnh séng, nhiét dé khéng qua 30°C

vacoriex 15

Dextromethorphan hydrobromid 15mg
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CAC THONG TIN KHAC XEM T3

HUONG DAN SU DUNG KEM THEO Tiéu chudn chat lugng: NSX

SBbK :

Cong ty Cé Phan Dugc VACOPHARM S6 16 sX:

59 Nguyén Hug, Phuding 1, Thanh ph6 Tén An, Tinh Long An Ngay SX:
Dién thoai: 02723 826111 - 829311 HD

Sén xudt tgi: Km 1954, quéc I 1A, Phudng Tén Khénh,
Thanh phé Tén An, Tinh Long An www.vacopharm.com
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T& hudng dan st dung thude

Rx VACORIDEX 15

Pé xa tim tay tré em.
Poc ky huéng dén sir dung truée khi ding.
Néu ciin thém théng tin xin héi y kién Bic si.
Thube nay chi ding theo don thudc
Thanh phan cong thire thude: M&i vién chita
Thanh phan dugc chét: Dextromethorphan hydrobromid 15 mg
Thanh phan ta dugc: Tinh bt sin, microcrystallin cellulose 101, natri lauryl sulfat, magnesi
stearat, vo nang gelatin.

Dang bao ché: Vién nang cung.
Vién nang clmg so 4, hai mau xanh-xanh, khong bep nut, bén trong chira bot thubc mau

tring nga.

Chi dinh )
Giam ho tam thoi do hong va phé quan bi kich thich khi bi cam lanh.

Cich dung, lidu dung

Ubng véi 1 cbe nude.

Ngudi 16n va tré em trén 12 tubi: Udng 2 vién/lan, m&i 6-8 gidvlan, tdi da 8 vién/24 gio.

Thoi glan diing thudc khéng qué 5 ngay
Khi mét lin quén khong dung thude: Tiép tuc ding thudc theo chi dinh cua Thay thudc,
khéng ding bi lidu di quén.

Chéng chi dinh
Man cam v6i dextromethorphan va cac thanh phén khac cua thuéc.
Nguoi bénh dang dung céc thudc trc ché monoamin oxydase (MAOIs).
Tré em dudi 12 tudi.
Ngudi suy hd hap, hen phé quan.
Phu nit cho con bu.

Cinh bdo va thin trong khi dung thude

Chii y: Ngan chan ho lam giam co ché bao vé quan trong cua phdi, do vay diing thude giam
ho chua hén 1a cach t6t nhét véi ngudi bénh.

Khéng phu hop khi két hop mot thudc long dom, lodng dom véi thuée e ché ho.

Néu diing thubc & lidu thong thudng, khéng dap ung thi khong nén ting liu, cin theo dai
1dm sang.

Nguoi bénh bi ho ¢6 qua nhiéu dom va ho man tinh & ngudi hit thudc, hen hodc bénh nhén
dang 1én con hen cap tinh nén tham khao y kién Thiy thudc trudce khi sir dung.

Trude khi dung thudc chdng ho, can tim nguyén nhén gay ho dé diéu tri phu hop. Ngimg sir
dung néu ho kéo dai hon 7 ngdy, ti phat hodc kém theo sét, phat ban hoiic nhirc diu dai
ding. Pay c6 thé 1a du hiéu cua tinh trang nghiém trong.

Dextromethorphan ¢ thé gdy 4o gidc & liéu cao hon liéu didu tri.

Lam dung va phu thudc dextromethorphan co the xay ra (tuy hlem) déc biét do ding lidu
cao kéo dai. Nguy co gia ting & nhimng ngum c6 tién sir méc chimg roi loan lam dung chit gay
nghién (bao gom ca lam dung rugu) hodc réi loan tdm than (nhu trdm cam nang). Khong nén
uéng ruou hogc db uong co con trong qua trinh diéu tri vi c6 thé anh _hudng dén tim thin, dic
biét nhiing ngudi cé tién sir lam dung thude hodc cac chét kich thich thin kinh.

Dextromethorphan dugc chuyen héa boi_cytochrom P450 2D6 ¢ gan. Cac hoat tinh cua
enzym nay dugc xéc dinh vé miat di truyén. Khoang 10% dan sé chuycn héa kém qua
CYP2D6. Ngudi chuyén héa kém qua CYP2D6 va sir dung ddng thai céc thude e ché CYP2D6
c6 thé gip tac dung qua mic va/hodc kéo dai cua dextromethorphan. Do do, nén than trong &
nhiing bénh nhén chuyen hoa kém qua CYP2D6 hoic diing thudc e ché CYP2D6.

Than trong vi c6 thé gay khoi phat hoi chiing serotonin, c6 kha ndng de doa tinh mang déi
vOi dextromethorphan khi ding ddng thoi céc thube serotonergic, chéng han nhu thudc trc ché
tai hép thu serotonin cé chon loc (SSRI), thubc lam suy giam chuyen héa cua serotonin (bao
gbm ca thuoc trc ché monoamin oxidase (MAOIs)) va thude rc ché CYP2D6.




https://trungtamthuoc.com/

Hoi chimg serotonin c6 thé bao gém su thay ddi trang thdi tinh than, ting than nhiét v ting
phan xa than kinh tu tri va than kinh co va/hoic céc triéu chirng dudng tiéu hoa.
Néu nghi ngd hdi ching serotonin, nén ngimg diéu trj v&i dextromethorphan.
Canh béo ta dugc
Thubc c6 chira td duge mau (v6 nang), c6 thé gy dj img.
Thubc ndy c6 chira dudi 1 mmol (23 mg) natri trong mdi vién, vé co ban dugc xem nhu
khong chira natri.

Sir dung thudc cho phu nir c6 thai va cho con bu
Phu nir ¢6 thai

Cén nhéc khi str dung dextromethorphan cho phu nir c6 thai.

Trong 3 thang cudi thai ky, ding liéu cao, thoi glan ngan c6 kha nang gy suy hd hip cho
tré so sinh. Viéc sir dung thudc thudng xuyén & ngudi me, bat ké liéu lugng c6 thé 14 nguyén
nhén gdy ra hdi chiing cai thudc & tré so sinh.

Phu nir cho con bu
Thubc c6 thé tiét vao sita me, mot vai trudng hop gdy ha huyét 4p va ngimg hé hép cho tré

bt me, nén khong diing thude & ngudi cho con bu. =
Anh hwéng ciia thude I1én kha ning li xe, vin hanh mdy méc: Than trong khi sir dung vi =2
thube gdy chéng mit, budn ngu. Gy
Tuong Ky, twong téc thude ke
Phéi hop chéng chi dinh PHAR!
Tranh ding ddng thoi véi céc thuoc trc ché MAO chon loc, khong chon loc vi ¢6 thé gay céc o
phan g tuong tac c6 hai. Nguy co xuét hién hoi chimg serotonin: tiéu chay, nhip tim nhanh, d6 phel

md héi, run, 14 13n hodc tham chi hén mé.

Dextromethorphan dung cung véi linezolid gy héi chimg gidng hoi chimg serotonin.
Phéi hop khéng dieoc khuyén cdo

Ruou: Ting tac dung an than ciia thude chéng ho trung wong, gay nguy hiém cho ngudi lai xe
va van hanh mdy moc.
Thdn trong phéi hop

Thube trc ché than kinh trung wong khac: Din xuét morphin, thudc an than, barbituric,
benzodiazepin, thudc ngu, thude chong trAm cam, thudc khang H;, clonidin va cac din xuét,
baclofen, thalidomid: Tang tic dung an thin ciia thudc chng ho trung wong, gdy nguy hiém cho
ngudi lai xe va van hanh méy moc.

Cac dan xuét morphm khac (thudc giam dau, chong ho va didu tri thay thé): Suy hd hip do
tang tac dung trc ché cua opioid, dic biét & ngudi cao tudi.

Thubc (rc ché CYP2D6

Dextromethorphan dugce chuyen héa chinh nh& CYP2D6. St dung dong thoi cac thude te

ché enzym ndy c6 thé lam ting nong do dextromethorphan cao gap nhiéu l4n so v&i binh thudng
va ting céc ADR cua dextromethorphan (kich dong, 1u 14n, run, mét ngu, tiéu chay va tc ché hé
hép) va xuédt hién hdi chirng serotonin. Céc thudc tc ché enzym CYP2D6 manh bao gbm
fluoxetin, paroxetin, quinidin va terbinafin. Khi sir dung dong thoi véi quinidin, ndng do
dextromethor Phan trong huyét twong da tang 1én dén 20 14n, lam ting ADR trén than kinh trung
uong cia thuéc. Amiodaron, flecainid va propafenon, sertralin, bupropion, methadon, cinacalcet,
haloperidol, perphenazin vé. thioridazin cfing c6 téc dung twong tu trén chuyén héa cilia
dextromethorphan. Néu cén sir dung déng thoi thudc trc ché CYP2D6 va dextromethorphan,
bénh nhan cin duoc theo d&i va c6 thé giam lidu dextromethorphan.
Twong ky,

Dextromethorphan tuong ky véi penicilin, tetracyclin, salicylat, natri phenobarbital va nong
do cao kali iodid, natri iodid.

Tédc dung khong mong muén cia thudc (ADR)

Chéng miit, budn ng.

Budn nén, nén, tdo bon.

Phén {mg di ing: N&i min ngira, may day, phit Quincke, co thét phé quan

Céc truong hop lam dung gdy hung phén va 4o giac, dic biét & thanh thiéu nién, ciing nhu &
nhitng ngudi co tién sir lam dung thuéc hoic thudc kich thich than kinh.
* Hiéng din xit tri ADR
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Trong trudng hop suy ho hip va irc ché hé than kinh trung wong, ding naloxon lidu 2-10 mg,
tiém tinh mach c6 thé c¢6 tac dung hdi phuc. ; ;

Thong bao cho ngudi bénh: Thude c6 thé giy budn ngu, trdnh dung ciing céc thudc e ché
than kinh trung vong va rugu. .

Thong bdo ngay cho bdc st hodc dugc st nhitng tdc dung khong mong mudn gdp phdi khi sir
dung thuoc.

Qua liéu va cich xir tri

Triéu chirng ) ;

Céc triu ching trong céc truong hop qud liéu cép tinh chu yéu lién quan dén cac thu thé
NMDA; c6 thé gay hdi chimg khéng cholinergic hodc cai nghién.

Budn nén, ndn, budn ngii, nhin md, rung giat nhan ciu, mat didu hoa, 4o gidc, loan nhip tim
(nhip tim nhanh, ECG bat thudng bao gdm QTc kéo dai), mét didu hoa, rdi loan tim than, kich
dong.

Qué liéu nghiém trong c6 thé din dén co gidt, hon mé va suy hé hép.

X tri

Diing than hoat tinh trong truong hop khéng c6 chdng chi dinh, tét nhét 1a trong vong mot
gid sau udng qua lidu.

Trong trudng hop qué liéu cap tinh, didu tri triéu chimg, vi du: Cac thudc an than néu co giat;
tiém tinh mach naloxon trong trudng hop suy hd hdp. C6 thé sir dung céc thudc benzodiazepin
dé diéu tri co gidt va cac bién phap lam mét bén ngoai déi véi chung ting than nhiét do hoi
chiing serotonin.

Dic tinh duge luc hge

Nhém duge 1y: Giam ho khan.

Mi ATC: ROSDA09

* Dextromethorphan hydrobromid 14 thudc giam ho cé téc dung lén trung tdm ho & hanh ndo.
Mic du cdu tric héa hoc c6 lign quan dén morphin, nhung dextromethorphan khéng c6 téc dung
giam dau va néi chung rét it tac dung an than.

Dextromethorphan dugc ding giam ho do kich thich nhe & phé quan va hong nhu cam lanh
thong thuong hodc khi hit phai chét kich thich. Dextromethorphan c6 hiéu qua trong diéu trj ho
man tinh, khéng c6 dom. Thude thuéng duge dung phdi hop véi nhidu chét khéc trong diéu tr
triéu chimg dudng hé hap trén. Thude khong c6 tac dung long dom.

Dic tinh dwgc dong hoe

Dextromethorphan hap thu nhanh qua dudng tiéu héa va 6 tac dung trong vong 15-30 phit
sau khi udng, kéo dai khoang 6-8 gid.

Thubc duge chuyén hoa & gan va bai tiét qua nude tidu dudi dang khéng bién ddi va cac
chét chuyén hoa demethyl, trong s6 d6 c6 dextrorphan ciing c6 téc dung giam ho nhe.

Quy cich déng goi

STT| M0 ta tém tt quy cach déng gbi
1 | Ep vi, vi 10 vién, hop 03 vi

2 | Ep vi, vi 10 vién, hop 10 vi

3 | Péng chai 100 vién

Diéu kién bio quin: Noi khé rdo, thodng mat, tranh anh sang, nhiét do khong qué 30°C.
Han dung: 36 thang ké tir ngay san xuét.
Tiéu chuin chit lrgng: NSX

Tén, dia chi ciia co' s& ding ky va san xuit Céng ty C6 phin Dugc VACOPHARM
S0 59 Nguyén Hué, Phwong 1, Thanh phé Tén An,
Avacapharm Tinh Long An

Dién thoai: 02723 826111-829311
San xuit tai: Km 1954, Quéc 1§ 1A, Phuong Tin
Khénh, Thanh phé T4n An, Tinh Long An
www.vacopharm.com




