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OCNAY CHI DUNG THEO PON THUOC
DE XA TAM TAY TRE EM
POC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG”

THU

1. THANH PHAN CONG THU'C THUOC
Thanh phan hogt chit:

Dextromethorphan hydrobromide.........oii s 5 mg
Thanh phén td duge:

Microcrystalline cellulose, lactose monohydrate, povidone, sodium starch glycolate, magnesium
stearate.

2. DANG BAO CHE
Vién nén.
M ta: Vién nén tron mau trfing dén triing nga, hai mét khum tron, thanh va cgnh vién lanh lgn.

3. CHI PINH
Thuée duge chi dinh dé didu trj tri¢u chimg ho khan (ho do kich (g, ho do céng thiing) o ngudi
I6n va tré vi thanh nién tir 12 tudi g 1én.

4, CACH DUNG, LIEU DUNG

Cdch ding:
Thubc ding duong udng.
Ubng ca vién vai lugng nuée vira di. Khong uéng cling véi nurde ép budi, nuée cam hodc db
ubng ¢6 cdn. Thite &n holic cac logi do ubng khéc khdng anh hudng dén tac dung ciia thude.

Néu tinh trang ho tré nén tram trong hodic kéo dai hon 7 ngay, hodic kém theo s6t cao, phat ban,
dau ddu dai ding, cin tién hanh danh gié tinh trang lam sang.

Liéu ding:
Ngueoi lom va thanh thiéu nién tie 12 tudi tré lén: 15 mg (1 vién) mdi 4 gid hodic 30 mg (2 vién)
mdi 6 — 8 gid, 16i da 120 mg/ngay (8 vién/ngay).
Tré em
Khéng khuyén cdo diing thuée nay cho tré em dudi 12 tudi vi ham lugng khéng phi hop.

5. CHONG CHI PINH
Chéng chi djnh dimg thude & bénh nhan:
o Qua min véi dextromethorphan hydrobromide hogc bét ky thanh phdn t4 duge ndo ciia thude,
o Mic bénh phdi tic nghén mén tinh (COPD).
e Ho do hen suyén
e Ho c6 dom
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viém phbi
ng thoi hodic trong vong hai tudn trude do véi cac thude:

- Bupropion

- Linezolid
- Procarbazine
- Selegiline
o Tré em dudi 12 tudi.

6. CANH BAO VA THAN TRQNG KHI DUNG THUOC
O bénh nhén mic bénh gan hodic thén, can cén nhéc dén ty I€ lgi ich/nguy co vi qua trinh chuyén
héa dextromethorphan c6 thé bj thay déi. Luu ¥ diéu nay khi thiét 1ap ché do lidu cho céc dbi
tuong trén.
Khong nén ding thudc nay & nhitng bénh nhén cén duoc an thén, thé trang yéu hodic ndm liét
girdng.
Ho man tinh ¢6 thé 13 triéu chimg sém ctia bénh hen suyén, do d6 thude nay khdng duge chi dinh
diéu trj ho man tinh, dic biét 1a & tré em.
Khong ding dextromethorphan néu bénh nhan ho dai déing hogic ho man tinh nhu ho do thuéc 14
vi thubc c6 thé lam giam kha ning khac dom va ting sirc can dudng tho.

Dextromethorphan ¢6 thé anh hudng dén viée giai phong histamine, do d6 tranh ding thube &
bénh nhén viém da dj (rng.

Dextromethorphan cé kha niing gdy nghién, do d6 sir dung kéo dai c6 thé din dén tinh trang dung
nap va phu thude thude (ca vé thé chit va tinh thin). Bénh nhéan d& lam dung hogc phy thuge
thuc chi nén ding dudi sy gidm st y té chiit ch& va trong thoi gian ngén.

D3 ¢6 bo cdo vé cac trwdng hop sir dung qué mire va phy thude vao dextromethorphan, Cén diic
biét thén trong khi ding thude & thanh thiéu nién, ngudi tré tudi, bénh nhéan cé tién st lam dung
thudc hoiic chdt huéng thin. Nén luu y dén kha ning nay do thudc ¢6 thé giy ra cdc téc dung
khéng mong mubn nghiém trong.

Dextromethorphan duge chuyén hoa bai cytochrome P450 2D6 & gan. Hoat tinh enzyme da durge
xdc dinh v& mt di lruyén. Khodng 10% dén sb noi chung chuyén hoa kém CYP2D6. Bénh nhén
chuyén héa kém va bénh nhén str dung ddng thoi thude e ché CYP2D6 véi dextromethorphan
¢6 thé dfin dén tinh trang ting hoiic kéo dai tdc dung ctia dextromethorphan. Do do, can thin
trong khi sir dung thudc & bénh nhén chuyén héa kém CYP2D6 hoic sir dung dong thdi véi thube
irc ché CYP2DG6.

Hdi chitng serotonin
Céc tac dung serotonin, bao gdm hdi chig serotonin tién trién c6 kha niing gdy tir vong, dd duge
béo céo khi sir dung dextromethorphan ddng thoi véi cac tac nhan serotonergic nhur thude trc ché
tai hép thu serotonin ¢ chon loc (SSRIs), thudc anh hudng dén qua trinh chuyén héa serotonin
(bao gdm thudc (rc ché monoamine oxidase-MAOIs) v th ude tre ché CYP2DG.
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Tvé en
Khéng nén ding thude nay cho tré em dudi 12 tudi vi ham lugng khoéng phit hop.

Canh bdo ta dwoc
Lactose
Bénh nhan bi réi loan di truyén hiém giip nhu khdng dung nap galactose, thiéu hyt lactase hoan
toan hoiic kém hdp thu glucose-galactose khong nén ding thudc nay.
Sodium (Natri)
Thubc nay ¢é chita dudi 1 mmol (23 mg) natri trong mdi vién, vé co ban duge xem nhu ‘khéng
chira natri’,

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

Phuy ni¥ co thai
Khong c¢6 nghién ciru diy di va duge kiém soat tét & ngudi. Tuy nhién, c6 thé ding
dextromethorphan khi khéng c6 liéu phap didu tri thay thé nao khdc an toan hon va lgi ich duge
danh gia la vuot trdi hon so véi nguy co tiém an.

Phy nit cho con bii
Khéng c6 dit liéu vé viée bai tiét dextromethorphan vao sita mg. Mic dii céc van dé cia thude
chwra duge chimg minh & ngudi (bing chimg khoa hoe cho thiy dextromethorphan gy ra rii ro
i thidu cho tré so sinh khi sir dung trong thdi ky cho con bi), nhung vin khéng khuyén céo sir
dung trong thdi ky ndy. Chi nén sir dung néu lgi ich vugt trdi hon so véi nguy co tiém an.

Kha nding sinh sin

Hién chura ¢ dir liéu & ngudi.

8. ANH HUONG CUA THUOC LEEN KHA NANG LAI XE, VAN HANH MAY MOC
Trong qua trinh diéu tri, hiém gip tinh trang budn ngt, chéng mat nhe, mét mdi va loan truong
Iye co (co thit co khdng tw chit), nhung cén luu y dén nhitng tinh trang nay khi l4i xe ho#ic van
hanh may méc nguy hiém.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tic thuic
Thuée khéing viém khong steroid (NSAID) irc ché chon loe COX-2 (Coxib)
Céc nghién ciru duge dong hoc da chi ra r?ing néng do dextromethorphan trong huyét tirong ¢o
thé ting 1én khi ding dong thoi véi celecoxib, parecoxib hojic valdecoxib do qué trinh chuyén
héa dextromethorphan & gan bi trc ché.
Thuée chéng foan nhip (amiodarone hoge quinidine)

Thude chéng loan nhip lam ting ndng dé dextromethorphan trong huyét twong, c¢6 thé cham
ngudng doc hai, do d6 cin cin nhic diéu chinh lidu.
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Dion); Thmfc ire ché monoamine oxidase khdc (nle pracm'brfzine va .s'e!egiﬁue) va
thude khdng khudn linezolid
Céc thude ndy di duge bao cdo la gy ra céc tic dung khéng mong mudn nghiém trong, dic trung
bai hi chimg serotonin nhur budn ndn, hén mé, ha huyél ap, run chan, co thit co, sot cao, kich
thich, d6 md héi, cimg co va ting huyét ap, cé thé déin dén dau tim va tir vong. Tinh trang nay c6
thé 1 do trc ché chuyén hoa dextromethorphan & gan. Do dé, tranh dung két hop va khéng ding
dextromethorphan cho dén it nhat 14 ngay sau khi diéu trj xong véi mdt trong céc thude ndy.
Thuéc irc ché than kinh trung wong bao gém thuoc hieéng than, thuoe khdang histamin hodc thuée
chéng Parkinson
Cé thé lam ting tac dung (rc ché than kinh trung wong khi ding dong thoi véi dextromethorphan.
Thuoc long dom va tiéu chdt nhdy nlue acetyleysteine va guaifenesin
Uc ché phan xa ho ¢6 thé dfin dén tic nghén phdi néu lrgng dich hojic do dic dich tiét phé quan
tang lén.
Thude ire ché CYP2DG6
Dextromethorphan duge chuyén hoa bai CYP2D6 va trai qua qud trinh chuyén héa ldn diu rong
rdi. Sir dung ddng thoi cdc thube e ché CYP2D6 manh c6 thé lam ting ndng do
dextromethorphan 1én mirc cao hon binh thudng gép nhiéu lan. Diéu nay lam ting nguy co ngé
doc dextromethorphan & bénh nhén (nhu kich dong, 1d 1dn, run, mat ngu, tiéu chay va suy ho
héip) va hoi chimg serotonin. Fluoxetine, paroxetine, quinidine va terbinafine la nhing thude tre
ché manh CYP2D6. Ndng dd dextromethorphan trong huyét turong ting dén 20 1an khi sir dung
dong thoi véi quinidine, 1am ting tic dung khong mong mudn cta thude 1én hé than kinh trung
uong. Amiodarone, flecainide, propafenone, sertraline, bupropion, methadone, cinacalcet,
haloperidol, perphenazine va thioridazine ciing ¢6 anh huéng tuong ty 1én qué trinh chuyén héa
dextromethorphan. Néu cén sir dung ddng thoi thuée (tc ché CYP2D6 véi dextromethorphan,
bénh nhan cin duge theo doi chiit ché va 6 thé can giam lidu dextromethorphan.
Duing rugu trong qué trinh diéu trj bﬁillg dextromethorphan co thé lam tang nguy co gap phai tic
dung khong mong muédn, do d6 khong nén ubng dd udng c6 cdn trong qué trinh diing thudc.

Khong ding déng thoi véi nude ép budi hodic nude cam vi chiing ¢6 thé lam ting ndng do
dextromethorphan trong huyét twong do tre ché cytochrome P-450 (CYP2D6 va CYP 3A4).

Tuwong ky ciia th ube

Do khéng ¢6 céc nghién ctu vé tinh tuong ky cia thude, khdng trdn lan thude ndy véi cac thude
khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC
Hiém giip tac dung khéng mong muon khi diing lidu théng thuong.

Trong thoi gian str dyng dextromethorphan, céc tac dung khéng mong mudn sau day da duge bao
cdo véi tan sudt chua biét:
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ki bBon nga, chéng mét, mét moi, loan truong luc co, mdt vai trudng hop hiém
Jayd dau da duoc béo céo.

-"

N
* Roi 1wl héah8yAo bén, budn ndn, ndn va khé chiu & dudng tiéu hoa nhu dau da day.

* Roi logn tai va mé dao: Chéng mat.
o Roi logn mién dich: Qua man va phan (mg phan vé véi céc tricu chimg lam sang twong (g bao
gbm hoi chirng hen suyén, phén img mirc do nhe dén trung binh trén da, duéng hd hip, rudt va hé
tim mach nhu phat ban, ndi may day, phii nd, ngtra va suy tim - hé hip.
« RAi logn tam than: Ao gide thi gific va 14 13n c6 thé xay ra & lidu khuyén cdo. Tuy nhién, nhitng
tic dung nay 1 rét hon nhiéu khi ding qué lidu.
« Roi loan da va mé dieéi da: phét ban, ndi may day, ngira, ban do, viém da dj (mg.
Thong bdo ngay che bdc st hogic dwee st nhitng tic dung khong mong muon gap phai
nh trén khi siv dung thube.
Hogic bdo cio cde phdn ting cé hai cia thude vé Trung tim Théng tin thudc va Theo dai phin
itng ed hai cia thude (ADR) Quéc Gia. Pja chi: 13 — 15 Lé Thanh Téng — Hoan Kiém — Ha Npi.
Dign thogi: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com,

11. QUA LIEU VA CACH XU TRI

Qud liéu
Thong thudng céc biéu hién ctia qua liéu bao gdm 1G 1an, dé bi kich dong, bon chdn, lo lédng hodic
cau kinh.
Qua liéu dextromethorphan cé thé xudt hién ede tri¢u chieng va ddu hiéu nlie sau:
Budn nén, nén, loan trirong Iy, kich déng, 14 14n, budn ngii, dé déin, rung gidt nhén céu, ddc tinh
tim (nhip tim nhanh, ECG bét thudng bao gdm kéo dai khoang QTc), mét diéu hoa, loan than do
nhiém doc vdi do gide thi gidc, kich thich qua mirc.
Trong trudng hop qua liéu nghiém trong, ¢6 thé quan sat thdy céc trigu chirmg nhur hén mé, suy hd
hép, co gid.
Tuty thuge vao logi va mire do ngé doc, cdc ddu hiéu ciia qud liéu 6 thé khée nhau:
Qud liéu hodic str dung thuée sai mue dich: Sau khi ding qué lidu dextromethorphan, bénh nhéan
c6 thé tré nén l6ng ngdng, ting dong qua mic va mat diéu hoa trong vong vai gio. Bénh nhén ¢o
thé nén mira, budn ndn, budn ngid, chodng vang, md mét, néi ldp, nhip tim nhanh, gidn dong i,
co dong tir, rung gidt nhéin cdu va 4o gidc thi gidc/thinh gidc. Sau dé, quan st thdy tinh trang mat
thing biing, di khéng viing va mét diéu hoa co thé. Trong trrdng hop nghiém trong, ¢6 thé xay ra
tinh trang thé sdu, bi tidu, ngi ga hodc hén mé, dic biét néu dung dong thoi véi rwgu lidu cao. Céc
trurding hop tén thuong ndo, co giat, nhip tim khong déu va tir vong ciing di duge béo cdo.
Qud lieu kéo dai: O liéu cao, dextromethorphan co thé gy ra cam giac hung phﬁn dan dén lam
dung do qua liéu hodic lam dung lau dai. DA c6 bao cdo tinh trang kich dong, chéng mit, suy ho
hép, ha huyét 4p, nhip tim nhanh, cimg co, mét didu hoa, trang théi loan thdn nhur 4o gidc va thay
ddi nhén thirc.
Triéu chimg cai thuoe: Céc thir nghi¢m lam sang xéc nhan ring viéc st dung dextromethorphan
trong thoi gian ngén (ngay ca lidu cao), khong gy phu thude vé mit thé chat, ciing khéng mat
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' l\é nang dung nap hodc céc tri¢u chimg cai thude. Trudng hop ding thube kéo
& ddin dén tinh trang tang kha ning dung nap va phy thudc thude vé mat thé chat.

nelinasoticw’chay va on lanh.
Pi c6 mdt s6 bio cao hiém hoi vé& tinh trang lam dung dextromethorphan, diic biét 1a & thanh thiéu
nién, véi cac tac dung khong mong mudn nghiém trong nhur lo du, hoang s, mét trf nhé, nhjp tim
nhanh, hén mé, ting hodic ha huyét ap, gidn dong t, kich dong, chéng mit, kho chiu dudng tiéu
hoa, 40 gidc, ndi lp, rung giat nhan cau, sot, nhip the nhanh, tén thuong ndo, mét diéu hoa, co
git, suy ho hap, méit nhén thirc, loan nhip tim va tir vong.
7ré em: O tré em dung lidu rit cao cé thé gy budn ngu hodc 1&r do, 4o gide, rdi loan phén ly, phu
mit, kich déng, budn ndn, nén hoic thay déi déng di. '
X tri

Diu trj triéu chimg, bao gdm gdy non va raa da day.

Trong trudng hop suy hé hép, ding naloxone va hd trg hd hdp.

Néu co giat xay ra, ding benzodiazepin tiém tinh mach hofic tryc trang, tiy theo do tudi.

C6 thé dung than hoat cho bénh nhén chua biéu hién triéu chimg nhung dd udng qué licu

dextromethorphan trong vong mgt gio trude dé.

Trudng hgp bénh nhan udng dextromethorphan bi hén mé, c6 thé can nhic ding naloxone & liéu
théng thuang dé diéu tri qua lidu opioid. C6 thé ding benzodiazepin dé didu trj co giat hojic két
hop vdi cac bién nhap ha nhiét bén ngoai dé didu trj tang than nhiét do hodi chimg serotonin.

12. PAC TINH DUQC LUC HQC

Nhém dwge [j: Thube giam ho, khong bao gém dang két hop véi thude long dom, céc opium alkaloid

va diin xudt ctia dextromethorphan.

Ma ATC: ROSDA09

Co ché tic dung
Dextromethorphan 14 ddng phén dextro ctia levorphanol, mdt chét trong ty codeine. Thubc nay
tac dong 1én trung tm, gy (rc ché trung tim ho & tiy bing céch gidm san sinh tachykinin, chét
ddin truyén thin kinh chinh cia sgi C tao nén trung tdm kiém soat nay. Co ché phat huy tic dung
ctia thude vin chua duge biét. Thube ¢6 tac dung giam ho twong tw nhu codeine, nhung khong
¢6 tac dung gay mé (an than) hogic giam dau dang k&, khong giy Grc ché hd hidp hodc gay phy
thude thude & lidu khuyén cdo diing dé giam ho.
Chura cé nghién ciru thich hgp nao duge tién hanh dénh gia mdi lién h¢ gitra do tudi va tac dung
ctia dextromethorphan & tré em. Tuy nhién, cho dén nay vin chua phét hi¢n duge van dé khéc
biét nao & dbi tgng nay.

13. PAC TINH DUQC PONG HQC

Hiip thu
Sau khi uéng, thude duge hép thu nhanh qua dudng tiéu hda, Cyax dat duge sau khodng 2 gid. Tac
dyung cuia thude bét dau trong vong 15 — 30 phit va kéo dai dén 6 gid.
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Chuyén hoar—
Sau khi udng, dextromethorphan trai qua qua trinh chuyén héa nhanh va rong ri & gan. O céc tinh
nguyén vién, qua trinh chuyén héa chinh cia dextromethorphan la O-demethyl héa nhe enzyme
CYD2D6 (dugc xéc dinh phu thude vio yéu td di truyén).
Dudng nhu nhitng kiéu hinh riéng biét cho qué trinh oxy héa ndy dan dén dugc dong hoc rat khac
nhau giira cac bénh nhén. Céc chat lién hgp trong nudc tiéu duge xéc dinh 1a dextromethorphan
duéi dang khong dbi va ba chit chuyén héa morphinan demethyl héa bao gdm dextrorphan (3-
hydroxy-N-methylmorphinan), 3-hydroxymorphinan va 3-methoxymorphinan.
Dextrorphan 12 chét chuyén héa chinh va ciing ¢6 tic dyng gidm ho. G mjt sb cé thé, qua trinh
chuyén héa dién ra cham hon va nong dé dextromethorphan dudi dang khong doi chiém wu thé
trong méau va nude tiéu.

Thai triv
Dextromethorphan duge thai trir qua nwée tiéu, duéi dang khong doi hodic dudi dang chét chuyén
héa demethyl. Thoi gian ban théi tir 3,4 - 5,6 gid.

Déi twong diic biét
Ngieoi chuyén héa chim: Khoang 6% dan sb thiéu gen mad héa cdc enzyme chuyén héa
dextormethorphan va dugc di truyén theo kiéu hinh 13n trén nhiém sic thé thuong. Diéu nay din
dén ndng dé thude trong huyét trong cao hon 20 1an so véi ngudi binh thudng va thoi gian bén
thai c6 thé Ién tai 45 gio.

14. QUY CACH PONG GOI
- Hop 2 vi (Alu-PVC) x 10 vién nén, kém t& hudng dén sir dung.
- Hop 4 vi (Alu-PVC) x 10 vién nén, kém t& hudéng dan sir dung.
- Hop 6 vi (Alu-PVC) x 10 vién nén, kém t& hudng din sir dung.
- Hop 10 vi (Alu-PVC) x 10 vién nén, kém t& hudng dan sir dung.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Diéu kign bio quan: Noi khé rio, nhi¢t do khong qua 30°C, tranh dnh séng tryc tiép

Han dimg: 36 thang ké tir ngay san xuét

Tiéu chudn chit lirpng: NSX

16. TEN, PIA CHi CUA CO SO PANG KY, CO SO SAN XUAT THUOC
CONG TY TNHH MTV DUQC PHAM 150 COPHAVINA

112 Tran Hung Pao — P. Pham Ngii Lo — Q.1 — TP, Hd Chi Minh - Viét Nam
copHavina  DT: 1800 8150
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