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TO HUONG DAN SU DUNG THUOC
Vién nén bao phim CEDEX
(Thude ban theo dom)

CEDEX - Vién nén bao phim:

¢ Cong thire: (cho mdt vién)
- Guaifenesin. . uaniaannsiaz: 100 mg

75
- Cetirizin dihydroclorid..........cocoueenne S5mg ff:/
- Dextromethorphan hydrobromid ...... 15mg f,’.ﬁ i
- TAduoe..oivnnne wiva Al i 1 vién -

(Lactose, tinh bdt sén, PVP K30 (Polyvinylpyrroliden), avicel 102, natri croscarmellose, magnesi O,&
stearat, HPMC 615 (Hydroxypropy! methylcellulose), titan dioxyd, PEG 6000 (Polyethylen glycol), bt \:
talc, mau patent blue, mau tartrazin)

+ Tac dung duge ly: \%\ -

Duge lue hoc: ' :
- Guaifenesin: C6 téc dung long dom nhd kich img niém mac da day, sau d6 kich thich ting .
tiét dich & dudmg ho hép, lam ting thé tich va giam do nhét cua dich tiét & khi quan va phé
quan. Nho vy, thude lam tﬁng hi¢u qua ctia phan xa ho va lam dé tﬁng dom ra ngoai hon. Co
ché ndy khdc véi co ché ctia céc thude chéng ho, né khong lam mét ho. Thube duge chi dinh
dé diéu trj triéu chimg ho ¢6 dom quanh dac khé khac do cam lanh, viém nhe dudmg ho hap
trén. Thude thudng duge két hop véi cde thude gidn phé quén, thube chﬁng\sung huyét mii,
khéng histamin hodc thudc chéng ho opiat.

Cetirizin dihydroclorid: La dén chit cta piperazin, va 1a chét chuyén hoa cta hydroxyzin.
Cetirizin c6 tac dung ‘dm khéng manh va chon loc & thu thé H; ngoai vi:nhung hiu nhu
khong cé tac dung dén céc thu thé khéc, do vy hidu nhu khéng ¢6 tac dung déi khang
acetylcholin va khong c6 tic dung ddi khdng serotonin. Cetirizin (rc ché giai doan sém cta
phén (mg di img qua trung gian histamin va cfing lam gidm su di doi cia céde té bao viém va
giam giai phéng céc chit trung gian & giai doan mudn cia phan tmg di img.

Tinh phén cuc ciia cetirizin ting so véi hydroxyzin nén phan bé cia thude vao hé TKTW
gidm va it tdc dong len TKTW so véi cic thubc khéng histamin thé hé thir nhit
(diphenhydramin, hydroxyzin) nén it giy budn ngi. Tuy nhién, ty 1& ngudi bénh ding
cetirizin ¢6 téc dung khéng mong muén nhu ngt g lai cao hon so véi ngudi bénh ding céc
thude khang histamin thé hé thir hai khéc nhu loratadin.

Dextromethorphan hydrobromid: La thubc giam ho cé téc dl.mg trén trung tdm ho & hanh
nio, khong c6 tic dung giam dau va noi chung rét it tic dung an than.

Pugc ding giam ho do kich thich nhe & phé quan va hong nhur cam lanh théng thudmg hodc
hit phai cac chit kich thich. Dextromethorphan ¢6 hiéu qua nhét trong diéu tri ho man tinh,
khong ¢6 dom. Thude thudmg duge ding phéi hop véi nhiéu chét khéc trong didu trj triéu
chimg dudng hé hip trén. Thude khong c6 téc dung long dom.

Hiéu luc cla dextromethorphan tuwong duong véi hiéu luc cia codein trong diéu tri ho man
tinh. So véi codein, dextromethorphan c6 tic dung gidm ho kich img tuong tw nhw codein, it
gdy tac dung phu & dudng tiéu héa hon. Véi lleu diéu trj, tac dung chong ho cuia thude kéo
dai dugc 5-6 gir. Poc tinh thap, nhung véi liéu rit cao c6 thé gay e ché hé thin kinh trung
uong.

Dwoc dong hoe:
- Guaifenesin: Sau khi u{”}n& thude hﬁp thu tdt tir duc’.mg tiéu hoa. Trong mau, 60% lu(mg_
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thude bj thity phén trong véng 7 gié. Chat chuyén héa khong con hoat tinh dwge thai trir qua
than. Sau khi udng 400 mg guaifenesin, khong phat hién thdy thude & dang nguyén ven trong
nude tiéu. Thoi gian ban thai cia guaifenesin khoang 1 gid.

- Cetirizin dihydroclorid: Thude hap thu nhanh sau khi uéng. Nong d¢ dinh do & trang théi
can bing & muc 0,3 microgam/ml, dat dugc sau (1,0 £ 0,5) gié. Sinh kha dung dudng udng
khong thay doi khi dimg thudc eling v6i thire &n. Thé tich phan b6 biéu kién 12 0,5 litkg. Ty
1¢ lién két véi protein huyét twong la 90-96%.

Khoang 2/3 liéu ding duge bai xuit dudi dang khéng déi qua nuée tidu. Thai gian ban thai
huyét tuong khoang 10 gio. Cetirizin ¢6 dong hoc tuyén tinh & khoang liéu 5-60 mg,

Thude véo siva me, nhung hiu nhu khéng qua hang rdo méu-niio. o=
- Dextromethorphan hydrobromid: Buge hip thu nhanh qua dudmg tiéu hod va ¢6 tic dung O
trong vong 15-30 phit sau khi uéng, tic dung kéo dai khoang 6-8 gid. CH AN

Thude duge chuyén hod & gan va bai tiét qua nudc tidu dudi dang khong ddi va céc chuyén o

ho# demethyl, trong dé cé dextrorphan cling ¢6 tic dung giam ho nhe.

4 Chi dinh: Dung trong céc trudmg hop: Aty

- Ho do cam ctm c6 nhidu dom, nhiém khuén duomg hd hip trén, nhidm khudn dudmg hé hip
duéi.

- Ho do di tmg, do kich ‘mg, f B
¢ Lidu dimng, cdch ding: ‘%‘- “’
- Nguoi 16n va tré em trén 12 twdi: 1-2 vién/lan, ngay 2-3 lan. o
- Tré em tir 6-12 tudi: | vién/lin, ngay 2-3 lan. k:
- Tré em tir 4-6 tudi: Dung dang bao ché khac. '-,
¢ Chéng chi dinh: -

- Qua man véi guaifenesin, cetirizin dihydroclorid, dextromethorphan hydrobromid hay bit cir
thanh phin néo cta thude.

- Ngudi bénh dang diéu trj céc thude trc ché monoamin oxydase (MAQ) vi ¢6 thé giy nhimg
phan img néing nhur sét cao, chéng mét, ting huyét ap, chy mau ndo, thim chi tir vong.

- Suy théin giai doan cudi (Cl, < 10 ml/phut).
- Tré em dudi 4 tudi.

¢ Thin trong:
- Guaifenesin:

+ Khong sir dung trong céc trudong hop ho kéo dai hay man tinh nhu & bénh nhin hit thudc,
bi hen, viém phc quan man tinh, khi thiing phéi hoic ho ¢6 qué nhiéu dom.

+ Bénh nhan cin duge bu nuée diy du trong khi str dung thube. Khéng tir ¥ sir dung thude
qué 7 ngay ma khéng tham khao y kién bac si.

+ Guaifenesin dugc coi la khong an toan khi sir dung cho bénh nhén bi rbi loan chuyén héa
porphyrin do thudc gdy rdi loan chuyén hoa porphyrin trén dong vat thi nghiém.

+ Su dpng & tré em: Di c6 nhidu bao céo vé ngd doc va qua lidu, 6 thé gay tir vong do ding
cdc ché phﬁm thude ho va chira cam lanh khong ké don ¢6 chira cac chit long dom cho tré

nhé. Vi vy khuyén cdo khéng tu ¥ sir dung guaifenesin cho tré dudi 4 tudi trir khi ¢é chi
dinh cla bac si.

- Cetirizin dihydroclorid:
+ Cén phai didu chinh liéu & ngudi suy thin vira hodic ning va ngudi dang thdm phan thin
nhén tao.,

+ Cén diéu chinh lidu ¢ ngui suy gan.

+ O mot sb ngudi bénh sir dung cetirizin ¢6 hign trgng ngt gd, do vy nén thén trong khi li
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xe, hofic van hanh may, vi dé gy nguy hiém. Tranh ding dong thoi cetirizin véi rugu va
cée thude tre ché than kinh trung vong, vi 1dm ting thém téc dun g ciia thude nay.

- Dextromethorphan hydrobromid:

+ Ngudi bénh bi ho ¢6 qua nhiu dom va ho man tinh & ngudi hit thubc hen va gian phé
nang.

+ Ngudi bénh cé nguy co hogic dang bj suy gidm ho hip.
+ Diing dextromethorphan c6 lién quan dén gidi phong histamin va nén than trong véi tré em

bi di img. ==
+ Lam dung va phu thugc dextromethorphan, c6 thé xéy ra (tuy hiém), dic biét do ding lidu | 2255
cao kéo dai. BTy
- Khong si¥ dung cho bénh nhéin khing dung nap Galactose hojc thiéu enzym Lactose | uil
hodc kém dung nap Glucose-Galactose. ; pt:u‘;
¢ Téc dung khong mong mudn ciia thube: -
a - _—
- Guaifenesin: -__-:
+ Cic phin lmg hiém hoic it gip: Than kinh (chéng miit, dau diu); tiéu héa (tiéu chiy, _
nén hodic budn nén, dau byng); da (ban da, may day).
+ Séi thin di dwgc bdo cdo & mhimg bénh nhin lam dung ché phim cé chia
guaifenesin. i‘ -
- Cetirizin dihydroclorid: I-\ '\
+ Thwong gip (ADR>1/100): Hi¢n twgng ngi ga. Ti l§ giy nén phu thujc vao lidu dﬁng .3
N goil ra thudc con gy mét moi, khd miéng, viém hong, chéng mit, nhire dau, budn s
‘
non.
+ Itgip EIIIBOU<ADR<U10I}) Tiéu héa (chén &n hodc ting thém in), bi tiéu, dé birng, -2
ting tiet nude bot).

+ Hiém gip (ADR<1/1000): Miu (thiéu m4u tan méu, gidm tiéu ciu, ha huyét 4p ning,
chodng phan v¢); gan-mit (viém gan, i mit, viém ciu thin).

- Dextromethorphan hydrobromid:
+ Thwdng gip (ADR>1/100):
o Toan thin: Mét méi, chéng mit.
o Tuin hoan: Nhip tim nhanh.
o Tiéu héa: Budn nén.
o Da: Do birng.
+ it giip (1/1000<ADR<1/100): Da (nbi md day).
+ Hiém giip (ADR<1/1000): Thinh thoing thiy budn ngi nhe, rdi loan tiéu hoa.
Théng bio cho béc sT nhitng tac dung khéng mong mudn gap phai khi ding thude.
¢ Twong tic véi cdc thude khic :
- Guaifenesin:
+ Khong dung két hop véi thude tre ché men MAO.
+ Cian théan trong khi phdi hop véi phenyipropano!amm cho bcnh nhan ting huyét ép, c6
bénh tim, dai thao dudng hay bénh mach ngoai vi, phi dai tuyén tién liét va glécom.

+ Sir dung guaifenesin cé the cho két qua duong tinh gia & xét nghiém do acid
vanilylmandelic trong nuée tiéu. Cén ngimg ding guaifenesin 48 gitr truée khi ldy miu
nude tiéu dé lim xét nghiém nay.

- Cetirizin dihydroclorid:
+ Tranh két hgp véi cc thube tre ché thin kinh trung wong nhu thube an thin, rugu.
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+ D§ thanh thai cetirizin giam nhe khi uéng cling 400 mg theophylin.
- Dextromethorphan hydrobromid:

+ Dcxtromethorphan duge chuyén héa chinh nho cytochrom P450 isoenzym CYP2D6, bai
vily tuong tic véi céc thude ire ché enzym nady nhu amiodarone, haloperidol, propafenon,
!hlonda.zm, quinidin lam giam chuyén héa cta dexiromethorphan & gan, lam tang néng do
cdc chit ndy trong huyét thanh va ting céc tic dung khong mong mudn cuta
dextromethorphan.

+ Tranh ding ddng thoi véi céc thude tre ché MAO vi c6 thé gay phan img twong téc ¢6 hai.
+ Ding ddng thoi v6i cdc thude trc ché TKTW c6 thé ting cudng téc dung ire ché TKTW
ciia nhimg thudc nay hogc ciia dextromethorphan,

+ Valdecobid 1am ting ndng dd cua dextmmethorphan trong huyét thanh khi ding cung
nhau. Dextromethorphan ding ciing linezolid giy hdi chimg gibng hoi chimg serotinin.
Memantin c6 thé 1am tang ca tén xuét va tac dung khong mong mubn ctia memantin v
dextromethorphan bdi vy tranh diing két hop. Khéng diing két hop véi moclobemid.

¢ Sir dung cho phu nir cé thai va cho con bi: =

- Khong su' dung cho phu nit c6 thai vi chua ¢6 nghién ciru day da tic dung ciia cdc thanh phin
trong ché pham d6i véi ba me dang mang thai.

- Cetirizin bai tiét qua sita nén khéng diing cho phu nit cho con bu. «\\;(

¢ Sir dung cho ngwdi ldi xe va viin hinh miy méc: )

- mét s6 ngudi cetirizin co thé gy hién twong ngi ga; dextromethorphan gy chéng mat, hay
buon ngt nhe khi ding liéu cao. Vi vay nén than trong cho ngudi ldi xe va van hanh may
maoe.

¢ Qui lidu va xir tri:
Khi ¢ hién twong qui lidu thue nén ¢6 bién phap xir Iy tiy thuje vao triéu chirmg. Cdc
triéu chirng va bién phép xir Iy qua lidu c6 lién quan dén:

- Guaifenesin:

+ Triéu chimg cép tinh: Néu ding guaifenesin véi liéu cao hon liéu diéu tr thong thuong co
thé gay bubn nén, nén.

+ Xir tri: Rira da day néu phat hién sém, chita triéu chimg.

+ Man tinh: Lam dung ché pham c6 chita guaifenesin c6 thé gay soi than.

- Cetirizin dihydroclorid:

+ Triéu chimg: Ngi ga & ngudi 16m; & tré em c6 thé bj kich déng.

+ Xir tef: Khi qué lidu nghiém trong cdn gay ndn va rita da day ciing véi céc phuong phép hd
trg. Chua ¢6 thube giai doc dic hiéu.
Thém tach méu khong ¢6 tée dung trong diéu trj qua lidu cetirizin,

- Dextromethorphan hydrobromid:

+ Triéu chimg: Bué_n ndn, nén, budn ngu, nhin m&, rung gift nhin cu, bi tiéu tién, trang thai
té mé, 4o gidc, mat diéu hoa, suy hd hap, co giat (thuong xay ra véi tré em).
+ Qiéu tri: Didu tri h3 tro, ding naloxon 2 mg tiém tinh mach, cho ding nhéc lai néu cin téi
tong liéu 10 mg.
¢ Trinh bay:

- Hop 2 vix 10 vién,

- Hop 10 vi x 10 vién.

- Chai 100 vién.

- Chai 200 vién.
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+ Han dung:
- 36 thang ké tir ngay san xudt
¢ Bio quéin:
- Noi khé mat, nhiét d6 duéi 30°C, tranh 4nh séng.
¢ Tiéu chudn: TCCS
PE XA TAM TAY CUA TRE EM
PQC K'Y HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC
KHONG DUNG THUOC QUA HAN SU DUNG
THONG BAO CHO BAC STNHUNG TAC DUNG KHONG MONG MUON GAP P JA
SU DUNG THUOC / WL

CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
L5 11D dudng C — KCN Tan Tao — Q.Binh Tin — TP.HCM
PT : (08) 37.541.999 — Fax: (08) 37.543.999

ua.cyc TRUONG
P.IRUONG PHONG
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