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CHLORDEXTRO DWP 4 mg/30 mg

Dé xa tam tay tré em
Poc kj huéng dan sik dung trudce khi dimg

1. THANH PHAN CONG THUC THUOC

Thanh phan dwoc chat:
Clofpheniraiin MAIRAL ..o ceressarmisssssnessiisnsnns srves 4 mg
Dextromethorphan hydrobromid.......................... 30 mg

Thanh phan td dwoc: Lactose monohydrat, cellulose vi tinh thé 101, natri starch glycolat,
PVP K30. magnesi stearat, colloidal silicon dioxide, opadry II white (polyvinyl alcohol,
talc, titan dioxid, polyethylen glycol)

2. DANG BAO CHE

Vién nén bao phim.

Mo ta: Vién nén bao phim mau tring, hinh tron, canh va thanh vién lanh lzn.

3. CHI PINH

Lam giam tam thoi cac triéu chimg ho do kich tmg & ¢ hong va phé quan, hat hoi va chay
nudc mii.

4. CACH DUNG, LIEU DUNG

Nguwoi I6n va tré em tiv 12 tudi tré 1én

Ubng 1 vién mdi 6 gio, tdi da khong qua 4 vién trong 24 gid.

Tré em duwdi 12 tubi

Theo chi dinh ctia bac s§.

Cic dbi twong diic biét

Nguoi cao tudi dé gap céc tac dung khang cholinergic trén hé than kinh. Nén can nhic st
dung liéu hang ngay thap hon.

Théng tin vé viée st dung thude nay & bénh nhan suy giam chirc ning gan hodc thin con
han ché, do d6 nén st dung than trong, dac biét & nhitng bénh nhan ning. Bénh nhéan suy
than hodc suy gan nang nén giam liéu hodc ting khoang cach gifra cac lan dung thudc.

5. CHONG CHI PINH

Qua min véi cac thude khang histamin hogc dextromethorphan hodc véi bat ky ta duge nao
cua thuoc.

Bénh nhén dang dung cac thube trc ché monoamine oxidase (MAOI) hodc bénh nhan da
diing cac MAOI trong vong hai tudn truée do.

Hen phé quan.
Bénh phéi tac nghé&n man tinh.

Viém phoi.
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dal tuyén tién liét; tang huyét 4p ning hoac bénh tlm mach, viém phé quan, gian phe quan

va hen phé quan; suy gan; suy than. Tré em va ngudi cao tudi d& gap céc tic dung khang
cholinergic trén hé than kinh va kich thich nghich thudong (vi du: nang lugng ting, bon
chdn, cing thiang). Tranh dung cho bénh nhén 16n tudi bi 1a 1an.

Tac dung khang cholinergic ctia clorpheniramin cé thé gay budn ngii, chodng vang, nhin mo
va suy giam tam than van dong ¢ mot s6 bénh nhan, co thé gdy anh hudng nghiém trong dén
kha nang 1ai xe va van hanh may moc.

Sir dung dbng thoi véi cac thude cé tac dung an than nhu thude gii lo au va thudc gy ngi
¢6 thé lam ting tac dung an thin, do d6 nén hoi ¥ kién bac sy trudce khi ding dong thoi
clorpheniramin véi cac thude nay.

Khong nén ding dong thoi véi cac thube c6 chira hoat chat khang histamin khéac, bao gom
ca thude diéu tri ho va cam lanh ¢6 chira chét khéang histamin.

Anh huéng cta ruou c6 thé ting 1én va do dé nén tranh ding dd ubng c6 con trong khi st
dung thudc nay.

Khong nén dung thude nay trong trudng hop bi ho dai ding man tinh do bénh mic kém
hoc ho do tiét qua nhiéu dich.

Trong trudong hop ho ¢6 nhiéu dom (vi du: bénh nhan méc cac bénh nhu gidn phé quan, xo
nang) hodc bénh nhan mic bénh than kinh gdy giam rd rét phan xa ho (nhu dot quy, bénh
Parkinson va sa sut tri tu¢) nén dugc diéu tri béng thude chéng ho mot céch thén trong va
sau khi da duogc danh gia can than loi ich - nguy co.

Khong nén dung dextromethorphan cho nhitng bénh nhén suy ho hép hodc c6 nguy co suy
ho hip, vi du: hen phé quan, tic nghén duong ho hap man tinh va viém phéi. Can than trong
& nhitng bénh nhan ¢6 tién sir hen phé quan va khong nén dung thube trong dot cép tinh.
Thén trong khi dung dextromethorphan & nhitng bénh nhan dang dung cac thube co tic
dung trén hé serotonergic (ngoai trir cac thude trc ché MAO), vi du cac thube tc ché tai hap
thu serotonin ¢6 chon loc (SSRI) nhu fluoxetin, paroxetin hodc thudc chong trim cam ba
vong.

Do c6 kha ning giai phong histamin, nén tranh st dung dextromethorphan ¢ nhitng bénh
nhan méc bénh té bao mast hiém gip. Dextromethorphan c6 thé kich hoat té bao mast dan
dén giai phong histamin va gdy ra céc biéu hién trén 14m sang.

Thuéc trc ché CYP2D6

Dextromethorphan duge chuyén hoa bdi cytochrome P450 2D6 (CYP2D6). Cac tac dong
trén h¢ serotonergic, bao gém su phat trién caa hoi ching serotonin ¢6 kha nang de doa tinh
mang, di dugc béo cdo dbi voi dextromethorphan khi st dung dong thoi véi cac thude tac
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hé serotonergic, nhu cac thudc (rc ché tai hép thu serotonin ¢6 chon loc (SSRI),
giam chuyén hoa serotonin (bao gdm ca thudc e ché monoamine oxidase -
cac thude e ché CYP2D6 c¢6 kha ning lam ting hodc kéo dai tac dung cia
rphan. Nhirng ngudi chuyén hoa kém qua CYP2D6 ¢ thé bi ting tac dung clia
thorphan.

omethorphan cé thé lam tang nguy co ngo doc serotonin (hdi chirng serotonin) dic
biét khi dung cung véi cac thude khac tac dong trén hé serotonergic nhu cac MAOI, SSRI
va thude tre ché CYP2D6. Hoi chirng serotonin c6 thé bao gdm nhiing thay déi vé trang thai
tam than (vi du: kich dong, phin khich, 1G 13n), mat 6n dinh hé than kinh thuc vét (vi du: d6
mo hoi, sot, nhip tim nhanh, thé nhanh, gian dé‘)ng tir), bat thuong vé than kinh co (vi du:
run, giat rung, rung giat co, tdng phan xa va cing co), va/hodc cac triéu ching trén duodng
tiéu hoa. Vi vdy, chong chi dinh ding thudc nay ciing véi cac MAOI va than trong khi st
dung & nhitng bénh nhan dang dung céc thude khac tac dong trén hé serotonergic.
Néu nghi ng& mac hoi chimg serotonin, nén ngimg thude.
Dung nap thuéc
Dextromethorphan ¢6 kha nang gay nghién. Bénh nhén c6 thé bi tang kha niang dung nap
cling nhu bi 1€ thude vé thé chat va tinh than. Bénh nhan c¢6 nguy co lam dung hodc I¢ thudc
thude chi nén dung thude trong thoi gian ngin va dudi sy giam sat y té chat ché.
D3 ¢ bao cao vé cac truong hop lam dung va 1€ thudc thudc vai dextromethorphan, bao
20m céc trudong hop & tré em va tré vi thanh nién. Phan 1én cdc bao cdo lién quan dén bénh
nhén c6 tién sir lam dung thudc va/hodc ruou va‘hodc mic rdi loan tAm than.
Dac biét than trong khi st dung cho tré em, tré vi thanh nién, thanh nién va bénh nhén c¢6
tién st lam dung thubc va/hoic ruoQu.
Khéng nén vuot qua mirc lidu khuyén cdo va thoi gian didu tri.
Canh bdo vai ta diweoe
Thube nay c6 chira lactose. Bénh nhan c¢6 van dé di truyén hiém gap vé khong dung nap
galactose, thiéu lactase hoan toan hodc kém hép thu glucose-galactose khong nén dung
thude nay.
7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nit co thai
Chua xac dinh duoc nhitng nguy co tiém 4n trén nguoi. St dung thude trong ba théng cudi
ctia thai ky c¢6 thé dan dén phan tng ¢ tré so sinh hodc tré sinh non.
Khéng nén st dung thude nay trong thoi ky mang thai trir khi that can thiét.
Phu ni¥ cho con bu
Clorpheniramin maleat c6 thé e ché sy tiét sita va c6 thé duoc bai tiét vao sira me.
Chua biét murc do bai tiét cua dextromethorphan trong sita me; do do, chéng chi dinh dung
thude nay trong thoi ki cho con bu vi khong thé loai trir duge nguy co tre ché ho hap doi voi
tré so sinh.
8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
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dugce st qung theo khuyén cdo, thude nay c6 thé gdy budn ngu nhe va thay ddi
3 bén L’mg’dén muc lam giam kha ndng lé’i Xe hOE:lC van hanh may moc. Nguy co
ang 1en khi ding két hop véi ruou hodc vai cac thude ¢ thé 1am giam thoi gian phan ting.
9. TUONG TAC, TUONG KY CUA THUOC

Clorpheniramin maleat _

Dung d@)ng thoi clorpheniramin va thude gay ngi hodc thude giai lo au c6 thé lam ting tac
dung an than. Uong cling v6i rugu co thé c6 tac dung tuong tu.

Clorpheniramin trc ché chuyén hoa cta phenytoin va c6 thé dan dén ngo doc phenytoin.

Cac MAOI lam tang tac dung khang cholinergic cua clorpheniramin.

Dextromethorphan

Dextromethorphan c¢6 tac dung yéu trén hé serotonergic. Do do, dextromethorphan c6 thé
lam tang nguy co ngd doc serotonin (hdi ching serotonin) dic biét khi dung cung véi cac
thudc khéc tdc dong trén hé serotonergic, nhu cic thudc uc ché MAO hoac SSRI. Pic biét
la trude do hodc dang diéu trj df‘)ﬂg thoi véi cc thude 1am giam chuyén hoéa cua serotonin,
nhu cic thude chéng tram cam loai wc ché MAO, c6 thé din dén phat trién hoi ching
serotonin.

Khong nén ding dextromethorphan & nhitng bénh nhén dang ding thudc trc ché monoamine
oxidase (MAOI) hodc nhiing bénh nhan da duing MAOI trong vong 14 ngay trude do. Viée
sir dung dextromethorphan cung véi MAOI hodc trong vong hai tuan sau khi ding MAOI
¢6 thé lam ting nguy co gdp cac tac dung khong mong mudn nghiém trong nhu con ting
huyét 4p, st cao va co giat.

Khi ding dextromethorphan cing véi cac SSRI (nhu fluoxetin) hodc thube chong trim cam
ba vong (nhu clomipramin va imipramin) c6 thé din dén “hoi ching serotonin® véi nhiing
thay d6i vé trang thai tim thén (vi du: kich dong, phan khich, lu 1an), tang huyét ap, bon
chon, rung giat co, tang phan xa, d6 md hoi, rung minh va run.

Dextromethorphan dugc chuyén hoa boi CYP2D6 va bi chuyén hoa bude mot manh. Nong
do dextromethorphan trong huyét thanh c6 thé ting cao gip nhiéu 14n so vdi binh thuong
khi str dung déng thoi véi cac thude e ché manh cytochrome P450 2D6, nhu cac thude
chéng loan nhip tim quinidin va amiodaron, thude chéng tram cam nhu fluoxetin va
paroxetin hogc cac thubc khac e ché cytochrome P450 2D6 nhu haloperidol, cimetidin,
ritonavir, berberin, bupropion, cinacalcet, flecainid va terbinafin. Pidu nay lam tdng nguy co
gdp céc tic dung khong mong mudn ciia dextromethorphan. Tac déng nay c6 thé xay ra néu
bt ky thudc nao trong s nay da dugc st dung gan day hodc ngay ca khi chung khéng con
dugc str dung nira. :

Sir dung dong thoi dextromethorphan va céc thude e ché than kinh trung wong khac (vi du:
rugu, cac thube giam dau chira chat gy nghién va thubc an than) cé thé lam ting tac dung
trc ché than kinh trung wong cta cac thube nay.
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ung két hop dextromethorphan véi cac thudc tiéu chat nhiy ¢ nhiing bénh nhan
y viing nguc tir trude nhu xo nang va gian phé quan, day la nhitng nguoi bi anh
i\linh trang ting tiét chdt nhiy. viéc 1am giam phan xa ho c6 thé dan dén tich liy
O’plghié1n trong.
A ﬁUNG KHONG MONG MUON CUA THUOC

"64 ¢6 dit liéu vé cdc tac dung khong mong muédn ciia dang thude phdi hop cd dinh liéu
gitta dextromethorphan va clorpheniramin, dir liéu vé céc tac dung khong mong mudn clia
timg thanh phan riéng lé duge trinh bay bén dudi.

Tan sudt cua cac tac dung khdng mong mudn duge quy udc nhu sau: Rat thuong gip (=
1/10), thuong gap (> 1/100, < 1/10), it gap (> 1/1.000, < 1/100), hieém gép (= 1/10.000, <
1/1.000), rat hiém gap (< 1/10.000), chua rd (khong thé du doan tir dir liéu san co).
Clerpheniramin maleat

Cac phan tng ¢6 hai duge xé4c dinh trong qua trinh st dung clorpheniramin sau khi dua ra
thi truong dugc liét ké dudi ddy. Vi nhitng phan Gmg nay dugc bao cdo mot cach tu nguyén
tir mot quéan thé c6 quy mo khong chéc chin, nén tan suit ctia mdt s phan Gng la chua biét
nhung cling c6 the 1a hiém hoic rat hiém gép:

Réi loan than kinh*

Rét thuong gdp: An than, buén nga

Thuong gip: Réi loan tap trung, phdi hop bét thuong, chodng vang, dau dau

Réi loan thi gidc

Thﬁbng gdp: Nhin mo

Réi loan tiéu héa

Thuong gip: Budn non, kho miéng

Chua rd: Non, dau bung, tiéu chay, kho tiéu

Réi loan mién dich

Chua ro: Phan ting di ing, pht mach, phan tng dang phan vé

Ré6i loan chuyén héa va dinh dudng

Chua rd: Chén an

Réi loan mdu va hé bach huyét

Chua rd: Thiéu mau tan méu, roi loan tao mau

Réi loan co xwong va mé lién két

Chua rd: Co giédt co, yéu co

Réi loan tam than

Chua r&: L lan*, kich dong*, khé chiu*, 4c mong*, trAm cam

Réi loagn thdn va tiét niéu

Chua rd: Bi tiéu

Réi loan da va dudi da

Chua r0: Viém da troc vay, phat ban, may day, nhay cam véi anh sang
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% hdip, long ngu’c va trung thar

| @%N@” i
Ao

Chua rd: Viém gan, bao gdm vang da

Réi loan tai va éc tai

Chua r5: U tai

Roi loan tim

Chua ro: Panh tréng nguc, nhip tim nhanh, loan nhip tim

Réi loan toan thédn va tai ché

Thuong gap: Mét moi

Chua rd: Tlre nguc

* Tré em va nguoi cao tudi dé gap cac tac dung khang cholinergic trén hé than kinh va kich
thich nghich thuong (vi du: nang luong ting, bon chon, cang thang).

Dextromethorphan

Réi loan tém than

Thuong gip: Lu 1an

Rit hiém gap: Ao giac, 18 thudc thude da duogc béo cdo & nhiing nguoi lam dung
dextromethorphan

R6i logn than kinh

Rét thuong gip: Choang vang, budn ngu

Chua r6: Chong mat, noi lép va rung gidt nhan cau, loan truong luc co ddc biét ¢ tré em

Réi loan da va mé dudi da

Chua rd: Phan tng trén da nhu phat ban va ngra

Réi loan mién dich

Chua rd: Phan (g qud man bao gdm phan tng dang phan vé, may day phi mach, ban do
nhiém sac ¢ dinh, co that phé quan, nglra, phat ban va ban do

Réi loan tiéu héa

Thuong gip: Budn non, non, tdo bon va rdi loan tiéu hoa

Réi loan toan thén va tai ché

Thuong gip: Mét moi

Thong bdo ngay cho bdc sy hodc dugc sy nhitng phan eng cé hai gdp phdi khi sir dung
thuoc.

11. QUA LIEU VA CACH XU TRi

Dau hiéu va triéu chirng

6/8



https://trungtamthuoc.com/

ac muc d§ nghiém trong cao hon: budn ngu, roi loan tiéu hoa, ao giac, chodng vang,
ndn, budn non va mét moi. Tuong tu nhu vay, bdn chdn va dé bi kich thich co thé tién trién
thanh kich dong khi ting mirc do qua liéu. Ngoai ra, cac triéu chimg nhu rdi loan tim than
nhu mét phuong hudng va 4o tudng, trang thai 1a 1an hodc hoang twdng, nhip tim nhanh,
thay ddi huyét ap, giam kha ning tap trung va nhan thirc cho dén hén mé nhu mét dau hiéu
cua ngd doc ndng, rung giat nhan cdu, mat diéu hoa, noi lép_, thay ddi tam trang nhu kho
chiu va hung phén, loan vén ngdn, ting truong luc co, siing so, loan truong luc co, rdi loan
thi gidc, co giat, cling nhu suy hé hip, thay dbi huyét ap va nhip tim nhanh c6 thé xay ra.
Dextromethorphan c6 thé lam tiang nguy co méc hdi ching serotonin va nguy co nay ting
lén khi dung qua lidu, dic biét néu ding cing véi cac thudc khac tic dong trén hé
serotonergic.

Mot sb truong hop tir vong da duoc bao cdo khi ding qué lidu dextromethorphan phéi hop
v6i cac thude khac (ngd doc phdi hop).

Xir tri qud liéu

Céc bién phap diéu trj triéu chimg va hd tro nén dugc thuc hién, can dac biét luu y dén chirc
nang tim, ho hap, than va gan ciing nhu cin bang nudc va dién giai. Néu qua liéu qua duong
ubng, nén can nhic diéu tri bang than hoat tinh néu khong c6 chong chi dinh str dung va méi
dung qua lidu (diéu tri c6 hiéu qua nhat néu duge ding trong vong 1 gid sau khi udng). Can
diéu tri ha huyét 4p va loan nhip tim. Co giat c6 thé duoc diéu tri bang diazepam duong tinh
mach. Truyén mau c6 thé duoe sir dung trong truong hop ning.

Déi voi nhitng bénh nhan da uéng dextromethorphan va bi an than hodc hon mé, c6 thé can
nhéc sir dung naloxon voi liéu thong thuong dé diéu tri qua liéu opioid. C6 thé sir dung cac
benzodiazepin dé diéu trj co giat va cac bién phap lam mat bén ngoai co thé dbi v6i ching
tang than nhiét do hdi chung serotonin.

12. PAC TiNH DUQC LUC HQC

Nhom duge 1y: Thude tri ho két hop véi thude khang histamin

Ma ATC: ROSDA20

Clorpheniramin maleat

Clorpheniramin 1a thudc khang histamin H1 manh.

Thudc khang histamin lam giam hodc loai bé hoat dong ctia histamin trong co thé bang cach
tic ché canh tranh c6 hoi phuc tai cac thu thé histamin H1 & md. Clorpheniramin ciling c6
hoat tinh khang cholinergic.

Thudc khang histamin cé tac dung ngan chin sy giai phong histamin, prostaglandin va
leukotrien va da duoc chimg minh 14 ngin chan su di chuyén cia cac chat trung gian gy
viém. Céc hoat déng ctia clorpheniramin bao gom trc ché histamin trén co tron, giam tinh
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o hanol, mot dong phan cta codein. Dextromethorphan tac dong tap truna vao
0 & tiy séng va nhan bo don doc dé ting ngudng giy ho. Dextromethorphan
khong co tac dung giam dau, an thin hodc trc ché hd hap & liéu tri ho thong thuong.

Téc dung chéng ho khéi phat trong vong 1 gio va thoi gian tac dung khoang 3-6 gio.

13. PAC TINH DUQC PONG HQC

Clorpheniramin maleat

Clorpheniramin dugc hip thu tét qua duong tiéu hoa sau khi udng. Tac dung khoi phat
trong vong 30 phut, toi da trong vong 1-2 gi¢ va kéo dai 4-6 gio. Thoi gian béan thai trong
huyét twong dugce udce tinh 1a 12-15 gid.

Clorpheniramin duge chuyén héa thanh cac din xuit monodesmethyl va didesmethyl.
Khodng 22% liéu udng dugc bai tiét dudi dang khdng doi qua nudce ticu.
Dextromethorphan :

Dextromethorphan dirgc hap thu tét qua dudng tiéu hoa sau khi udng.

Dextromethorphan dugc chuyén hoa & gan, thé hién su da hinh chuyén hoa lién quan dén
cytochrome P450 isoenzyme (CYP 2D6).

Dextromethorphan dugc bai tiét qua nude tiéu dudi dang dextromethorphan khong doi va
cac chat chuyén hoa khu methyl, bao gébm dextrorphan, ¢6 mot s6 chat c6 hoat tinh rc ché
ho. Thoi gian ban thai trong huyét twong cua dextromethorphan la 1,2-3.9 gid. Tuy nhién,
toc do chuyén hoa khac nhau giita cdc cd thé tuy theo ki€u hinh (nguoi chuyén héa manh va
kém), vdi thoi gian ban thai kéo dai téi 45 gio ¢ nhitng bénh nhan chuyén hoa kém.
14. QUY CACH PONG GOI
Hop 3 vi x 10 vién.
Hop 6 vi x 10 vién.
15. PIEU KIEN BAO QUAN
Noi kho, nhiét do khong qua 30°C, tranh anh sang.
16. HAN DUNG
36 thang ké tir ngay san xuét.
17. TIEU CHUAN CHAT LUQNG THUOC
TCCS.
18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUQC PHAM WEALPHAR
L& CNS5, Khu cong nghi€p Thuy Van, Xa Thuy Vén, Thanh phé Viét Tri, Tinh Pha Tho
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