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MAU NHAN THUGC PANG KY 94t

1. MAU NHAN CHAI DECEMEX (Chai 100 vién nang cirng)

( CONG THUC: Rx THUOC BAN THEO BON - OE XA TAM TAY CUA TRE e )
. ; - DQC KY HUONG DAN SU DUNG
GuaafenesanzHC! 1053 mg @ TRUAC KHI DONG
Cefirizin s 9 TG - S . - BAO QUAN NOI KHO MAT, NHIET
Dextromethorphan HBr..... 1bmg TV B0 DUOI 30°C, TRANH ANH SANG
Nsaaasinniaas 1LV i -
oy = > . Tiéu chudn ap dung: ICCS
CHI DINH, CHONG CHI DINH, VISA/SEXK: ..............
CACH DUNG, THAN TRONG VA -
CAC THONG TIN KHAC: M Vaeh
Xin doc trong t& huéng dén st dung. 53 16 5X (Lot. No)
S&n xudt fat: Nody SX (Mfg. Date) A
CONG TY TNHH DUGC PHAM USA - NiC . ' H‘-’“"”“"‘Ew"'gf*e’: o %
&119.505093' KCN Tan Tao, QBinh Tan, TP HCM 00 VIEN NANG CUNG mnn‘n;:i:.mrnm,aimmﬁc_uc/
BO Y TE fl"/
CUC QUAN LY DUQC Tp.HCM, ngay-* thang /( ndm 2016
PA PHE DUYET KT.Téng Gidm Déc
. Phé Tdng-Gidm Péc Chat Ludng
Lan dau:.d2./ 03] 3068... A 2
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MAU NHAN THUOC PANG KY

2. MAU NHAN CHAI DECEMEX (Chai 200 vién nang cifng)

("CONG THUC: Rx THUGC BAN THEO BON - DE XA TAM TAY CUA TRE EM )
Guaifenesin ..........ccoeeen. 100 mg @ - DOC KY HUONG DAN SUDUNG
Cetirizin 2HCI ....coccovecvivnne. 5mg | TRUGC KHI DUNG

- BAO QUAN NOI KHO MAT, NHIET
B0 DUGI 30°C, TRANH ANH SANG.

Tiéu chudn ap dyng: TCCS
VISA/SEK: ....ovvereens

Dextromethorphan HBr..... 15 mg
Ta dugc va ......cooevcniinnnians 1 vién
CHi BINH, CHONG CHi DINH,

CACH DUNG, THAN TRONG VA

CAC THONG TIN KHAC: Ma Vach
Xin doc trong t& hudng dan st dung. $616 5K (Lot No)
Thudc ding cho bénh vign Ngdy SX (Mig, Date)
San xudt tqi: Han dung (Exp. Date) :

CONG TY TNHH DUQC PHAM USA - NIC Manviactwed by - USA - NIC PHARMA Co.. Ltd

200 VIEN NANG CONG

Biock 110, Road G, Tan Tao IP, Binh Tan Dist., Hﬂly

W

\Lﬁ 11D, Buding C, KCN Tan Tac, Q.Binh Tan, TP.HCM

Tp.HCM, ngay > thang/!| ndm 2016
KT.Téng Gidm Déac
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MAU NHAN THUOC PANG KY

3. MAU NHAN Vi DECEMEX (1 vi x 10 vién nang ciing)
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t Guaifenesin

i Cetirizin 2HCI

Dextromethorphan HBr.....
Tiéu chuén 4p dung: TCCS / GMP - WHO

! Sanxudttai "

{  CONGTY TNHH DUGIC PHAM USA-NIC

R

Decemex

5 mg
15mg

Rx

Decemex

Guaifenesin
Cetirizin 2HCI 5 mg
Dextromethorphan HBr..... 15 mg
Specification in House / GMP - WHO
Manufactured by:

USA-NIC PHARMA Co., Ltd

.....................

S6 16 SX :

T T

-

Tp.HCM, ngay.* thdngl nim 2016
KT.Téng Gidm Péc
Phé T?gﬁiﬁfn‘ﬁoq Chat Lugng
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4. MAU HOP DECEMEX (Hop 10 vi x 10 vién nang cifng)

San xuét tai:

Guaifenesin .................... 100 mg SBKNMISA: ...
Cetirizin 2HCl ................... 5mg TIEUCHUAN AP DUNG: TCCS

Dextromethorphan HBr..... 15 mg
Tadugevd.....................1 vién Ma Vach

CONG TY TNHH DUCC PHAM USA - NIC
L5 11D, Budng C, KCN Tan Tao, Q.Binh Tan, TP.HCM

Rx THUGC BAN THEO BON

= -

Decemex

TIN KHAC: Xin doc trong

CHI DINH, CACH DUNG, S6 15 SX/Lot. No
CHONG CHI DINH, THAN  Ngay SX/Mig Dale -
TRONG VA CAC THONG Han ding/Exp. Date :

Manufactured by:
USA - NIC PHARMA Ca., Lid
Biock 110, Road C, Tan Tao 1P, Bink Tan Dist | HCMG

& huéng dén st dung. {

BE XA TAM TAY GIIA TRE EM
BOC K¥ HUONG DAN SU DUNG
TRUAC KHI DUNG

BAD OUAN NOF KHO MAT, NHIET
D0 DU 30°C, TRANH ANH SANG.

Tp.HCM, ngay-3 thang // nim 201C
KT.Téng Giam P&c
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TO HUONG DAN SU DUNG THUOC
Vién nang cirng DECEMEX
(Thube ban theo dom)

DECEMEX - Vién nang cirng (XANH-TRANG):

¢ Cong thirc (cho 1 vién):

- GUAITENESIN vvvereecesceereeieirieeerrcnsanennenn. 100 ME
- Cetirizin dihydroclorid......ccccoceciciiiennn.d M
- Dextromethorphan hydrobromid...........15 mg 3
- Ta dUOC .vevvreveeee VA QU e 1 VIED \2
(Tinh bot sén, natri croscarmellose, bot talc, magnesi stearat) W)
¢ Tic dung dwoe Iy: )z
Dugc lue hoc:

- Guaifenesin: C6 tac dung long dom nhd kich img niém mac da day, sau do kich thich t/:;m
tiét dich & dudmg ho hap, lam tang thé tich va giam dd nhét cua dich tiét & khi quan va phé
quan. Nho vay, thubc 1am ting hiéu qua cta phan xa ho va lam dé tbng dom ra ngoai hon.
Co ché nay khéc véi co ché ciia céc thude chong ho, n6 khdng lam mét ho. Thude duoc chi
dinh dé diéu trj triéu ching ho ¢6 dom quanh dac khé khac do cam lanh, viém nhe duong
ho hap trén. Thude thudng duge két hop véi cac thudc gidn phé quan, thudc chong sung
huyét miii, khang histamin hoic thubc chdng ho opiat. ¥

- Cetirizin dihydroclorid: La dan chét cua piperazin va la chét chuyén héa cta hydroxyzin. |\

Cetirizin ¢6 tac dung ddi khang manh va chon loc ¢ thu thé H,, nhung hiu nhu khong c6
tac dung dén céc thy thé khac, do vay hau nhu khong c6 téc dung d6i khang acetylcholin va
khong c6 tac dung d6i khéng serotonin. Cetirizin {ic ché giai doan sém cua phan g di img
qua trung gian histamin va ciing lam giam su di doi ctia cac té bao viém va giam giai phong
cac chét trung gian & giai doan mudn cta phan g di tmg.

Tinh phin cyc cia cetirizin ting so véi hydroxyzin nén phén bd cua thubc vao hé TKTW
giam va it tic dong lén TKTW so v6i cdc thube khang histamin thé hé thir nhét
(diphenhydramin, hydroxyzin) nén it gy buén ngi. Tuy nhién, ty 1& ngudi bénh dung
cetirizin ¢0 tac dung khong mong mudn nhu ngl ga lai cao hon so véi ngudi bénh dung cac
thudc khéng histamin thé hé thir hai khéc.

- Dextromethorphan hydrobromid: La thuéc giam ho c6 tac dung trén trung tém ho &
hanh ndo, khong c6 tdc dung giam dau va néi chung rat it tac dung an than.

Duoc dung giam ho do kich thich nhe & phé quan va hong nhu cam lanh thong thuong
hoic hit phai cac chat kich thich. Dextromethorphan c6 hiéu qua nhét trong dieu tri ho man
tinh, khong co dom. Thube thuomg duge ding phéi hop véi nhiéu chét khac trong diéu tri
triéu chirmg duong hd hép trén. Thubc khong co tac dung long dom.

Hiéu luc ctia dextromethorphan twong duong véi hi¢u lyc cua codein trong diéu tri ho man
tinh. So v&i codein, dextromethorphan ¢ tic dung giam ho kich tmg tuong tu nhv codein,
it gy tac dung phu ¢ dudng tiéu hoa hon. Véi lidu diéu tri, tac dung chéng ho cla thude
kéo dai duoc 5-6 gidr. Doc tinh thdp, nhung véi lidu rat cao c6 thé gy e ché hé TKTW.

Duoc dong hoc:

- Guaifenesin: Sau khi uong, thudc hdp thu tét tir dudng tiéu hoa. Trong mau, 60% lugng
thude bi thuy phén trong vong 7 gio. Chét chuyén hoa khong con hoat tinh duge thai trir
qua than. Sau khi udng 400 mg guaifenesin, khong phat hién thdy thubc & dang nguyén ven
trong nude tiéu. Thoi gian béan thai cla guaifenesin khoang 1 gio.
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- Cetirizin dihydroclorid: Thuéc hap thu nhanh sau khi ubng. Nong d6 dinh do & trang thai
cén bang & mirc 0,3 microgam/ml, dat dugc sau (1,0£0,5) gid. Smh kha dung dudng ubng
khong thay déi khi dung thubc cing véi thirc an. Thé tich phén b biéu kién 1a 0,5 lit/kg.
Ty 18 lién két v6i protein huyét tucmg 12 90-96%.

Khoang 2/3 liéu dung dugc bai xuét dudi dang khong d6i qua nuréc tiéu. Thoi gian ban thai
huyét tuong khoang 10 gid. Cetirizin ¢6 dong hoc tuyén tinh & khoang liéu 5-60 mg.

Thube vao sita me, nhung hiu nhur khong qua hang rdo mau-no.
- Dextromethorphan hydrebromid: Dugc hip thu nhanh qua dudng tiéu hod va c6 tac
dung trong vong 15-30 phut sau khi uong, tic dung kéo dai khoang 6-8 gio.
Thubc duoc chuyén hoa & gan va bai tiét qua nude tiéu dudi dang khong ddi va céc chuyén
hoa demethyl trong d6 c6 dextrorphan ciing c6 tac dung giam ho nhe.
¢ Chi dinh: Dung trong truong hop:
- Ho do cam ctm ¢6 nhiéu dom, nhiém khudn dudng hd hép trén, nhiém khuan duong hé
hap dudéi.
- Ho do di tmg. do kich ting.
¢ Liéu ding, cich dung:
- Nguoi lom va tré em trén 6 tudi: 1 vién/lan, ngay 2 lan.
- Tré em tir 4-6 tudi: 1 vién/ngay.

- Liéu cho bénh nhén suy thin: Hi¢u chinh tiy vao d§ thanh thii creatinin. 2
Be tha?;;l:;lliﬁctl)'catinin Liéu dung va tin suit ::
50-79 2 vién x 1 ln/ngay i
30-39 1 vién x 1 lin/ngay ; T] A
<30 1 vién x 1 14n/2 ngay \ v

<10 Chong chi dinh

¢ Chong chi dinh:

- Qua man v6i guaifenesin, cetirizin dihydroclorid, dextromethorphan hydrobromid hay bat
ctr thanh phén nao cta thude.

- Ngudi bénh dang diéu tri cac thudc tic ché monoamin oxydase (IMAO) vi ¢6 thé giy phan
Ung ning nhu st cao, chong mat, ting huyét ap, chay mau ndo, thim chi tir vong.

- Suy than giai doan cudi (Cly< 10 ml/phat).

- Tré em dudi 4 tudi.

¢ Tic dyng khong mong mubn:

- Guaifenesin:

+ Céc phan Ung hiém hodc it gip: Chong mit, dau dau, tiéu chay. ndn hoic budn nén, dau

bung, ban da, may day.

+ Soi thian di duoc bdo cdo ¢ nhimg bénh nhan lam dung ché phdm c6 chira guaifenesin.

- Cetirizin dihydroclorid:

+ Thuo‘ng gap (ADR>/1/100): Hay gap nhéat 13 hién tuong ngu ga. Ti 1¢ gdy nén phu thudc
vao lleu ding. Ngoai ra thudc con gy mét moéi, kho miéng, viém hong, chéng mat, nhirc

dau, budn non.

+ It gap (1/1000<ADR<1/100): Chan an hogc tang thém an, bi tiéu, dé bimg, ting tiét

nudéce bot.

+ Hiém gip (ADR<1/1000): Thiéu mau tan mau, giam tiéu ciu, ha huyét ap ning, choang

T A~ A r -~ - A k -~
phan vé, viém gan, r mat, viém cau than.
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- Dextromethorphan hydrobromid:
+ Thudng gip (ADR>/1/100):
o Toan thin: Mét méi, chong mat.
o Tuén hoan: Nhip tim nhanh.
o Tiéu hoa: Budn nén.
o Da: Bo bumng.
+ It gap (1/1000<ADR<1/100):
o Da: Nbi mé day.
+ Hiém gap (ADR<1/1000):
o Thinh thoang thy budn ngl nhe, rdi loan tiéu hoa.
o Thinh thoang thdy budn ngi nhe, rdi loan tidu héa. Hanh vi ky quic do ngd ddc, e
ché hé than kinh trung wvong va suy hé hap c6 thé xay ra khi ding liéu qua cao.
Théng bao cho béc si nhimng tdc dung khdng mong mudn gap phai khi ding thude.
¢ Tuong tic voi thudce khdec:
- Guaifenesin:
+ Khong ding két hop véi thude tre ché MAO.
+ Cén than trong khi phdi hgp véi phenylpropanolamm cho bénh nhan tang huyét 4p, ¢6
bénh tim, d4i thao dudong hay bénh mach ngoai vi, phi dai tuyén tién liét va glocom.

+ S dung guaifenesin co the cho két qua duong tinh gia & xét nghiém do acid
vanilylmandelic trong nuoc tiéu. Cén ngimg dung guaifenesin 48 gity truorc khi 14y miu
nuée tidu dé lam xét nghiém nay. 'q

- Cetirizin dihydroclorid:
+ Tranh két hop véi céc thube tre ché 1han kinh trung wong nhu thudc an than ruou.
+ D0 thanh thai cetirizin giam nhe khi udng cung 400 mg theophylin.

- Dextromethorphan hydrobromid:

- Dextromethorphan dugc chuyen hoa chinh nho cytochrom Pysg isoenzym CYP2D6, boi
vdy tuong tac vdi cac thude trc ché enzym nay nhu amiodaron, haloperidon, propafenon,
thioridazin, quinidin lam gidm chuyén héa cta dextromethorphan & gan, lam tdng nong
dd chit nay trong huyét thanh va ting cdc tic dung khéng mong mubn cua
dextromethorphan.

+ Trénh ding ddng théi voi cac thube e ché MAO vi ¢6 thé gy phan {mg tuong téc ¢6
hai.

+ Dung ddng thoi voi cac thudc e ché TKTW c6 thé tang cudng téc dung e ché TKTW
ctia nhirg thude nay hodc ctia dextromethorphan.

+ Valdecobid lam ting ndng dd cla dextromethorphan trong huyet thanh khi dung cung
nhau. Dextromethorphan dung cung linezolid gy hoi ching giong hoi chimg serotonin.
Memantin ¢6 thé lam ting ca tin xuét va tac dung khong mong mudn cia memantin va
dextromethorphan bdi viy tranh ding két hgp. Khéng dung két hop véi moclobemid.

¢ Thén trong khi diing thudc:
- Guaifenesin:

+ Khéng su dung trong cac truong hop ho kéo dai hay man tinh nhu & bénh nhan hut
thubc, bi hen, viém phé quan man tinh, khi thiing hogc ho ¢é qué nhiéu dom.

+ Bénh nhéan can dugc bu nuée ddy da trong khi sir dung thuée. Khong tu ¥ st dung thude
qué 7 ngay ma khong tham khdo y kién béc sf.

+ Guaifenesin dugc coir 1a khong an toan khi sir dung cho bénh nhan bj rdi loan chuyén
hoa porphyrin do thude gdy roi loan chuyén hoa porphyrin trén dong vét thi nghiém.

%))
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+ Sur dung & tré em: Di ¢6 nhidu bdo cdo vé ngd doc va qua lidu, c6 thé gy tr vong do
dung céc ché phim thude ho va chita cam lanh khong ké don c6 chira céc chét long dom
cho tré nho. Vi vy khuyén cdo khong tu v st dung guaifenesin cho tré dudi 4 tudi trir
khi ¢o6 chi dinh cua béc si.

- Cetirizin dihydroclorid:
+ Cén phai diéu chinh lidu & ngudi suy than vira hodc ning va ngudi dang thAm phan than
nhan tao.
+ Cén didu chinh liéu & ngudi suy gan.
+ O mét sb ngudi bénh st dung cetirizin ¢ hién tugng ngu ga, do vdy nén than trong khi

lai xe hodc van hanh may, vi dé gy nguy hiém. Tranh dung dong thoi cetirizin voi rugu
va cée thube e ché than kinh trung uong, vi lam tang thém tac dung cua thubc nay.

- Dextromethorphan hydrobromid:
+ Ngudi bénh bj ho c6 qua nhidu ddm va ho man tinh & ngudi hat thude, hen hoje gidin
phé nang.
+ Ngudi bénh c6 nguy co hodc dang bi suy giam hé hép.
+ Dung dextromethorphan c6 lién quan dén giai phong histamin va nén than trong véi tré
em bi di ung.
+ Lam dung va phu thudc dextromethorphan, cé thé xay ra (tuy hiém), dic biét do ding

lidu cao kéo dai. -
¢ Téc djng ciia thudc khi lai xe va vin hainh miy méc: ]U
- O mét §6 ngudi cetirizin co th‘é gdy hién tugng ngu ga; dextromethorphan gy chong mit,
hay buén ngt nhe khi dung liéu cao. Vi vdy nén thédn trong cho ngudi ldi xe va vén hanh
may moc.
¢ Sir dung cho phu nir ¢6 thai va cho con bi:
- Khong sit dung cho phu nif ¢6 thai vi chua ¢6 nghién ctru diy du tac dung cua cac thanh
phan trong ché phiam déi véi ba me dang mang thai.

- Cetirizin bai tiét qua sita nén khéng ding cho phu nit cho con bu.
¢ Qui liéu va cach xik tri:
- Guaifenesin

+ Tri¢u ching cap tinh: Néu dung guaifenesin véi lidu cao hon lidu didu tri thong thuong
c6 thé gy budn nén, nén.

+ Xir tri: Rira da day néu phét hién som, chi¥a triéu chung.
+ Man tinh: Lam dung ché phdm cé chira guaifenesin c6 thé pay soi than.
- Cetirizin dihydroclorid:
+ Triéu chimg: Ngi ga & ngudi 16, tré em ¢o thé bi kich dong.
+ Xur tri: Khi qué liéu nghiém trong cén gdy ndn va rira da day cung véi cac phwong phap

hd trg. Pén nay chua ¢ thude giai doc ddc hiéu. Tham tdch méu khéng cé tic dung
trong didu tri qua liu cetirizin.

- Dextromethorphan hydrobromid:
+ Tri€éu chimg: Buén n@n, nﬁn, budn ngu, nhin ma, rung gidt nhan cau, bi tidu tién, trang
thai t& mé, ao giac, mat diéu hoa, suy ho hap, co giat (thuong xay ra voéi tré em).
+ Didu tri: Diéu tri hd tro, dung naloxon 2 mg tiém tinh mach, cho dung nhic lai néu can
t6i tong liéu 10 mg,
¢ Trinh bay:
- Hop 10 vi x 10 vién.
- Chai 100 vién.
- Chai 200 vién.

g~ L

AN
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¢ Han dung:
- 36 thang ké tir ngay san xuat.
¢ Bido quan:
- Noi khé mat, nhiét do dudi 30°C, tranh énh sang.
¢ Tiéu chuin: TCCS
PE XA TAM TAY CUA TRE EM
POC K¥ HUONG DAN SU DUNG TRUGC KHI DUNG
KHONG DUNG THUOC QUA HAN DUNG

THONG BAO CHO BAC ST NHUNG TAC DUNG KHONG MONG MUON GAP PHAI
KHI DUNG THUOC

CONG TY TNHH DUQC PHAM USA - NIC (USA - NIC PHARMA)
L6 11D duong C — KCN Tén Tao — Q.Binh Tén — TP.HCM
PT : (08) 37.541.999 — Fax: (08) 37.543.999

TPHCM n ay_ Sthangll nam 2016

DS Trin Mini Anh
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TO HUONG DAN SU DUNG CHO BENH NHAN

Tén thuéc: DECEMEX

Khuyén cdo:

Doc k§ huéng dan st dung trude khi ding

Thudc bén theo don

Dé xa tim tay tré em

Thong bdo cho bac sy hodc duge sy nhitng tdc dung khong mong mudn gap phai khi st

dung thudc.

Thanh phén, ham lwgng ciia thude:

Hoat chat: Guaifenesin..............cc.ccc............. 100 mg
Cetirizin dihydroclorid .........c......... 5mg
Dextromethorphan hydrobromid...15 mg

T4 dugc: Tinh bdt sin, natri croscarmellose, bot talc, magnesi stearat

Mo ti san pham Vién nang clmg s6 3, ndp mau xanh 14, thdn mau tring, bén trong chira cdm
thudc mau tring, kho toi, déng nhat.

Quy cich déng goéi: Hop 10 vi x vi nhdm/PVC 10 vién; Chai 100 vién; 200 vién.

Thude ding cho bénh gi: Ding trong trudmg hop:

Ho do cim ctm c6 nhiéu dom, nhiém khudn dudng ho hip trén, nhidm khuén duong hé hép
dudi. -
Ho do dj émg, do kich tmg W !
Nén dung thude nay nhw thé nao va liéu lwgng:

Ngudi 1é6m va tré em trén 6 tudi: 1 vién/lan, ngay 2 lin.

Tré em tir 4-6 tudi: 1 vién/ngdy.

Liéu cho bénh nhén suy than: Hiéu chinh tuy vao do thanh thai creatinin.
Do thanh thz’li'creatinin Lidu diing va st
(ml/phit)
50-79 2 vién x 1 lin/ngay
30-39 1 vién x 1 lin/ngay
<30 1 vién x 1 14n/2 ngay
<10 Chéng chi dinh

Khi nio khong nén ding thubc nay:
Qué man véi guaifenesin, cetirizin dihydroclorid, dextromethorphan hydrobromid hay bat
cir thanh phin nao cua thube.

Nguoi bénh dang diéu tri cac thude e ché monoamin oxydase (IMAO) vi ¢6 thé giy phan
irng nang nhu sot cao, chong mit, ting huyét ap, chay mau néo, thdm chi t&r vong,

Suy thin giai doan cubi (Cler< 10 ml/phut).

Tré em dudi 4 tudi.

Tac dung khéng mong muén:

Guaifenesin:

+ Céc phan ung hiém hojc it gap: Chong mit, dau ddu, tiéu chay, non hodc budn nén, dau
bung, ban da, may day.

+ Sdi thén dé duge bao cao ¢ nhimg bénh nhan lam dung ché phim c6 chira guaifenesin.

Cetirizin dihydroclorid:

-.\\_('_._’- \
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+ Thudng gip (ADR>/1/100): Hay gap nhét 1a hién tuong ngu ga. Ti I¢ gay nén phu thude
vao liéu dung. Ngoai ra thude con giy mét moi, kho miéng, viém hong, chdng mat, nhirc
dau, budn non.

+ It gap (1/1000<ADR<1/100): Chén &n hodc tang thém an, bi tidu, do burng, tang tiét mrée
bot.

+ Hiém gap (ADR«’-I!IUGO) Thiéu ‘mau tan mau, giam tiéu cau, ha huyét 4p nang, choang
phan v&, viém gan, ir mat, viém cau thén.

- Dextromethorphan hydrobromid:
+ Thudng gap (ADR>/1/100):
o Toan than: Mét méi, chong mit.
o Tuén hoan: Nhip tim nhanh.
o Tiéu héa: Budn nén.
o Da: D¢ bung.
+ ft gap (1/1000<ADR<1/100):
o Da: Ndi mé day.
+ Hiém gap (ADR<1/1000): P
o Thinh thoang thiy budn nga nhe, réi loan tiéu héa. }Lf
o Thinh thoang thay budn ngu nhe, rdi loan tiéu héa. Hanh vi ky quac do ngo doc, uc
ché hé thén kinh trung wong va suy hé hap cé thé xay ra khi dung liéu qua cao.
Thong bao cho béc si nhimg tac dung khong mong muén gap phai khi sir dung thude
10. Nén tranh ding nhirng thudc hoic thye phim gi khi dang sir dung thudc nay.
- Guaifenesin:
+ Khéng dung két hop véi thude e ché MAO.
+ Cén than trong khi phéi hgp véi phenylpropanolamin cho bénh nhan tang huyét 4p, co
bénh tim, ddi thao dudmg hay bénh mach ngoai vi, phi dai tuyén tién liét va glocom.

+ St dung guaifenesin ¢6 the cho két qua dwong tinh gia & xét nghiém do acid
vanilylmandelic trong nude tiéu. Can ngimg dung guaifenesin 48 gior trude khi ldy mAu
nude tiéu dé lam xét nghiém nay.

- Cetirizin dihydroclorid:
+ Tranh két hgp véi céc thude wre ché thin kinh trung wong nhu thude an thin, ruou,
+ D0 thanh thai cetirizin giam nhe khi ubng cing 400 mg theophylin.

- Dextromethorphan hydrobromid:

+ Dextromethorphan duoc chuyen hoa chinh nho cytochrom P450 isoenzym CYP2D6, bai
viy twong tdc véi cac thude tic ché enzym nay nhu amiodaron, haloperidon, propafenon,
thioridazin, quinidin lam giam chuyén hoa cua dextromethorphan & gan, 1am tang nong
dd chit nay trong huyét thanh va ting cac tac dung khéng mong mudn cua
dextromethorphan.

+ Tranh ding ddng thdi voi cac thude e ché MAO vi c6 thé gdy phan ung tuong tic cod
hai.

+ Dung dong thori voi cdc thude tre ché TKTW c6 thé tang cudng tac dung rc ché TKTW
ctia nhitng thube nay hogc clia dextromethorphan.

+ Valdecobid lam ting nong d6 coa dextromethorphan trong huyet thanh khi ding ctng
nhau. Dextromethorphan dung cung linezolid gdy hoi chimg gidng héi ching serotonin.
Memantin ¢6 thé lam ting ca tan Xuét va téc dung khong mong mudn clia memantin va
dextromethorphan boi vay tranh ding két hop. Khong dung két hop véi moclobemid.

11. Cinlam g1 khi mgt lin quén khong dung thuéc:

- Tiép tuc dung thudc theo huéng dan.
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Can bio quin thube nay nhu thé nao:

Noi kho mat, nhiét d6 dudi 30°C, tranh dnh sang.

Nhiing ddu hi¢u va triéu chirng khi ding thude qua liu:

Guaifenesin

+ Triéu chimg cp tinh: Néu ding guaifenesin voi lidu cao hon lidu didu tri thong thudng
c6 thé gay budn non, nén.

+ Man tinh: Lam dung ché pham c6 chira guaifenesin c6 thé gdy soi than.

Cetirizin dihydroclorid:

+ Triéu chimg: Ngu ga & ngudi 16n, tré em c6 thé bi kich dong.

Dextromethorphan hydrobromid:

+ Tri¢u ching: Budn nc‘gn, nﬁ‘m, budn ngu, n}ﬁn ma, rung giat nhan cau, bi tiéu tién, trang
thai té mé, do giac, mat diéu hoa, suy ho hép, co giat (thudng xay ra voi tré em).

Cin phdi lam gi khi ding thudc qu4 liéu kKhuyén cdo:

Guaifenesin

+ Xur tri: Rira da day néu phat hién sém, chira tridu chimg. ‘M'

Cetirizin dihydroclorid:

+ Xir tri: Khi qua liu nghiém trong cén gy ndn va rira da day cung voi cdc phuong phap
ho tro. Pén nay chua c6 thude gidi doc dic hiéu. Tham tach méu khong cé tac dung
trong di€u tri qua lieu cetirizin.

Dextromethorphan hydrobromid:

+ Diéu’ tri: E:Iiéu trj hé trg, dung naloxon 2 mg tiém tinh mach, cho dung nhéc lai néu can
tai tong lieu 10 mg.

Nhirng Diéu cin thin trong khi dung thudc nay:

Guaifenesin:

+ Khong sir dung trong cac truong hop ho kéo dai hay man tinh nhu ¢ bénh nhan hut
thudc, bi hen, viém phé quan man tinh, khi thiing hoiic ho cé qua nhiéu dom.

+ Bénh nhan can dwoc b nude day da trong khi sir dung thudc. Khong tu ¥ sir dung thube
qua 7 ngay ma khong tham khao y kién bdc si.

+ Guaifenesin dugc coi la khong an toan khi sir dung cho bénh nhan bi 16i loan chuyén hoa
porphyrin do thudc gy réi loan chuyén hoéa porphyrin trén ddng vat thi nghiém.

+ Sir dung & tré em: D& c6 nhidu bio céo vé ngd doc va qua lidu, c6 thé gay tir vong do
dung cac ché pham thudc ho va chira cam lanh khéng ké don c6 chita cdc chét long dom

cho tré nho. Vi vy khuyén cdo khéng tr ¥ sir dung guaifenesin cho tré duéi 4 tudi tnir
khi ¢6 chi dinh ctia bac si.

Cetirizin dihydroclorid:

+ CAn phai diéu chinh lidu & ngudi suy thén vira hodc ning va nguoi dang thdm phén than
nhan tao.

+ Can diéu chinh lidu & nguoi suy gan.

+ O mot s0 ngudi bénh sir dung cetirizin ¢6 hi¢n twong ngu ga, do vy nén thén trong khi
lai xe hodc van hanh may, vi dé gay nguy hiém. Tranh dung ddng thoi cetirizin véi rugu
va cac thube tre ché than kinh trung wong, vi lam téng thém téc dung cua thude nay.

Dextromethorphan hydrobromid:

+ Ngudi bénh bi ho ¢6 qua nhiéu dom va ho man tinh & ngudi hut thude, hen hoic giin phé
nang.

+ Nguoi bénh ¢ nguy co hodc dang bi suy giam ho hap.

+ Diuing dextromethorphan ¢6 lién quan dén giai phéng histamin va nén than trong vai tré
em bi di ing.
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+ Lam dung va phu thugc dextromethorphan, c6 thé xay ra (tuy hiém), dic biét do dung
liéu cao kéo dai.

Str dung cho ngudi lai xe va van hanh may moc: O mot so ngudi cetirizin co the gdy hién

tuong ngu ga; dextromethorphan gdy chong mit, hay budn ngi nhe khi dung lidu cao. Vi

vay nén thin trong cho ngudi 14i xe va vin hanh may moc.

Str dung cho phu nir ¢6 thai va cho con bu:

+ Khong st dung cho phu nit 6 thai vi chua c¢6 nghién ciru diy di tic dung cia cdc thanh
phan trong ché phim dbi véi ba me dang mang thai.

+ Cetirizin bai tiét qua sita nén khong dung cho phu nir cho con bu.

Khi nao cAn tham vin bic sy, dwge s§:

Néu cn thém thong tin xin hoi y kién béc sy hodc duge sy.

Han ding cia thude:

36 thang k& tir ngdy san xuét. ; M’
Tén, dia chi, biéu twgng (néu c6) ciia co' s& san xuit.

Tén nha sén xuat: CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
Dia chi: L6 11D, duong C, KCN Tén Tzo, Q. Binh Téan, Tp.HCM.

Dién thoai: (028) 37.541.999 — Fax: (028) 37.543.999

Ngay xem xét sira dbi, cip nhit lai ngi dung hwéng dAn sir dyng thude: 23/11/2016

TUQ CUC TRUONG
1’FRIU’\U PHONG
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