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Théng s6 mau
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@ PANTONE 3282C

@ PANTONE 268 C
@ CMYK: 00/¥100

1% (wA)
Dextromethorphan hydrobromide .... 0.1% (w/v)

rudh 0.05% i

KEEP OUT OF REACH OF CHILDREN

USING
Specification: in-house

[

BOSTON PHARMA

Manufacturer
BOSTON VIETNAM PHARMACEUTICAL JSC

READ CAREFULLY THE PACKAGE INSERT BEFORE

R« PRESCRIPTION ONLY MEDICINE

BOSTUSSIN G

Each 5 ml oral solution contains:

and Guaifenesin 1% (wiv)

Dextromethorphan hydrobromide 0.1% (w/v)

M85 mi dung dich ung chia:

© Nissnisog

Dextromethorphan hydrobromid .. 0,1% (ki/tt)

1% 0y Rx tHu6c ke pon

v LU BOSTUSSIN G

M1 5 mi dung dich udng chita:

Oiqnammdﬁ!dimudcmm Guaifenesin1% (ki/tt)

Phenylephrine hydrochloride 0.05% (w/v)

No 43, road No 8, Vietnam - Singapore Industrial zone,

Binh Hoa ward, Thuan An city, Binh Duong province,

Vietnam (Manufacturing buiiding No. 1).

OEXATAMTAY TREEM
DOCKY HUONG DAN SUDUNG TRUOC KHI DUNG
Théu chudin: TCCS

Dextromethorphan hydrobromid 0,1% (ki/tt)
Phenylephrin hydrodorid 0,05% (ki/tt)

SOK/Reg. Neo. :

5616 5X / Batch No.:
NSX / Mfg. Date:
HD / Exp. Date:

Oral solution
Box of 1 bottle x 60 mi

Co 58 shn xuli
CONG TY OO PHAN DUGC PHAM BOSTON VIET NAM Dung dich ung
$8.43, Quing 58 8, kiw cBng nghip Vit Nam - Singapore, Hop 1 chai x 60 ml

phulng Binh Haa, thinh phé Thugn An, tinh Binh Ducng,

A

PHARMA

Vit Nam (Tda nhi s xulit 58 1
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Quycéch | HoP 1 chaix 100 mi @ PANTONE 191 C
m?e Théng s mau @ PaNTONE 3282 C
Ty e 80% @ PANTONE 268 C
@ CMYK: 0/0/0/100
R
Each 5 mi oral solution contains: e 5 M&i 5 mi dung dich uéng chita:
GUAHRNESIN ... 190 (WAV) (7717 JO— 1
Dextromethorphan hydrobromide ... 0.1% (w/v) - ‘ Dextromethorphan hydrobromid 0,19 (ki/tt)
i chi 0.05% tweh = oy v poslinaind
Exciplents q.s.for Smi Téduge vita il cho S mi
iiiiiiiiiiiiiiii . and O dinh, cich ding, chéng chi dinh va cic thong tin
other th D de 0 L 9 g cén g thudc kém thea.
Storeinadry place, below 30°C, protect from light Bioquin ni khd, dudi 30°C, trénh dnh séng
Shelflife after first opening: 12 months A0S i aiicspet 141ing W nplv sty
KEEP OUT OF REACH OF CHILDREN oénr_muvmtm )
READ CAREFULLY THE PACKAGE INSERT BEFORE DOC K¥ HUGNG DAN SU DUNG TRUGC KHI
USING DUNG
Specification: In-house Tidu "‘“‘""1;(:(5
) )
> »
Oral solution = o6 S e
Box of 1 bottle x 100 ml
5616 5X / Batch No.:
NSX / Mfg. Date:
HD / Exp. Date:

0

Dung dich uéng
HOp 1 chai x 100 mi
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— Quy cich Chai 60 mi :mmxem cc
CHAl PANTONE 3282
Bostussin G . $6 mau
™vie 150% Thang @ PANTONE 268 C

@ CMYK: 00/0100

Mdi 5 mi dung dich udng chifa:

Gualfenesin .. - 19 (ki/t)
Dextromethorphan hydrobromid .... 0,1% (ki/tt)
Phenylephrin hydrodond ........... - 0,05% (kl/tt)
Té dugic virta di cho Sml

Chi dinh, cich ding, chng chi dinh va céc
thdng tin khic: xem trong t& huéng din s

dung thubc kém theo.
Bdo quan noi kho, duéi 30°C, trénh dnh séng

Khodng diing thudc qué 12 thang ké tif ngay
mdndp lén dsu

DEXATAMTAY TREEM
DOCKY HUONG DAN SUDUNG TRUGC KHI

DUNG

[

BOSTON PHARMA

Rx tHuGC ke DON

BOSTUSSIN G

M8 5 mi dung dich uding chia
Guaifenesin1% (ki/tt)

Dextromethorphan hydrobromid 0, 1% (ki/tt)
Phenylephrin hydroclorid 0,05% (ki/tt)

[

BOSTON PHARMA

Cos 58 shn xulit
CONG TY CO PHAN DUGC PHAM BOSTON VIET NAM

5643, dudng s8 8, khu cdng nghidp Viét Nam - Singapore,

phuding Binh Hda, thinh phé Thusn An, tinh Binh Dudng,
Viét Nam (Toa nha sin xufit s& 1).

Tiéu chuiin: TCCS
SOK/ Reg.No

5615 SX / Batch No
NSX / Mfg. Date
HD / Exp. Date

ONG GIAM POC

img Ding Hhoa
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Chai 100 mi @ PANTONE 191C
"""‘m - Thongsémau | ® PANTONE 3282¢
Ul 150% @ PANTONE 268 C

@ CMYK: 00AV100

Mi 5 ml dung dich uSng chia:

Té dugc vitadicho S ml

Chi dinh, cich dung, chéng chl dinh va céc
thdng tin khac: xem trong t& huéng dén st
dung thuSc kém theo.

Bao quan noi khd, dudi 30°C, trénh énh séng

Khdng diing thudc qué 12 théng ké tif ngy
mdndp ldn ddu

DEXATAMTAY TREEM
HOC KY HUONG DAN SU DUNG TRUGC
KHIDUNG

[

BOSTON PHARMA

Rx tHu6c ke pON

BOSTUSSIN G

Mbi 5 ml dung dich udng chua

Guaifenesin1% (ki/tt)

Dextromethorphan hydrobromid 0,1% (ki/tt)
Phenylephrin hydroclorid 0,05% (ki/tt)

C J s&n xudt
CONG TY CO PHAN DUGC PHAM BOSTON VIET NAM
S & W ¢ Vié N - Si
thanh p

&t

Tiéu chudn: TCCS
SDK/ Reg.No:

56 16 5X / Batch No.
NSX / Mfg. Date:
HD / Exp. Date:
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chi diing theo dom thudc

Hoy SHGTVAEN HUGNG DAN SU DUNG THUOC
[lsf COPHAN \G\

il BOSTUSSIN G

\ BUIIUN /|

\opdim s i em
Dok g din sie dung trieée khi ditng
THANH PHAN CONG THUC THUOC
Thanh phin hoat chit:

M3i 5 ml dung dich thube chira:

Cuaiferesin wossmmmmuessmemassssn 1% (kl/tt)
Dextromethorphan hydrobromid................ 0,1% (kl/tt)
Pherylephrin hydroelonif s 0,05% (kl/tt)

Thanh phin td dwoc: Glycerin, sorbitol 16ng, acid citric, aspartam, natri saccharin, acesulfam
kali, natri benzoat, mui ddu dang IQng (flavouring substances, mono propylene glycol), mau do
so 40, dinatri edetat, nudc tinh khiét.

DANG BAO CHE
Dung dich uéng

M0 td sdn phém: Dung dich trong subt, mau dé, vi ngot, huong dau.

CHI PINH '

- Lam losing dom (chét nhiy) va lam loéng dich tiét phé quan giup luu théng 6ng phé quan. i i\

- Giam tam thoi cdc trigu chimg cam lanh nhw nghet miii, ho do kich tmg nhe phé quan va W2\

co hong. ‘\\%
CACH DUNG, LIEU DUNG

Liéu ding
- Nguoi 16n va tré em > 12 tudi: 20 mL, mdi 4 gio.
— Tré em tir 6 tudi dén nh6 hon 12 tudi: 10 mL, mdi 4 gid.
- Tré em tir 4 tudi dén nho hon 6 tudi: 5 mL, moi 4 gid.
Khéng sir dung qua 6 lidu trong vong 24 gid.
Cach dung
Diing thubc dudng ubng.
CHONG CHi PINH

- Qua mén véi hoat chit hozc bit ky thanh phan nio cia thude.

~ Nguodi bénh dang str dung céc thudc nhém irec ché monoamin oxidase (MAOI) (mét sb
thudc nhét dinh ding trong diéu tri trAm cam, tim thén hodc céc tinh trang lién quan dén
cam xtc hay thube diéu tri bénh Parkinson), hodc ngung sir dung céac thuéc MAOI trong
vong 2 tuln.

- Tré em dudi 4 tudi.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Hoi y kién bac si trudc khi sir dung néu bénh nhén c6 céc triéu chimg hodc méc cac bénh sau:
- Bénh tim
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- Daéi thdo dudng

- Tang huyét ép

— Bénh tuyén gidp

~  Khé tidu do phi dai tuyén tién liét

- Ho kéo dai hay ho man tinh nhu & bénh nhén hut thube, hen suyén, viém phé quan man
tinh, khi phé thung

- Ho kém theo dom nhiéu

Hoi y klen béc si hodc dugce si néu bénh nhén dang str dung bét ky thube giam sung huyét miii
dudng ubng hoc chit kich thich nao.

Ngimg sir dung va hoi y kién bac si néu c6 cac bidu hién sau:
~  Xuét hién c4c triéu ching nhu lo ling, chéng mit hay méit ngu.
~ Céc tridu chimg khong cai thién trong vong 7 ngay hoic c6 di kém sbt.

- Ho kéo dai qua 7 ngay hodc ho tai dién hoic c6 di kém sbt, phat ban hodc dau diu kéo dai.
Paiy c6 thé 1a nhitng dau hiéu ctia mot tinh trang nghiém trong.

Thén trong véi ta dwoe

Bostussin G ¢¢ chira sorbitol ¢6 thé anh hudng dén sinh kha dung ctia cac thube duong ubng khac
khi st dung ddng thoi.

Bostussin G c6 chira aspartam c6 thé gay hai cho nhitng bénh nhan bj phenyceton niéu (PKU), la
mdt r6i loan di truyén hiém giip 1am cho phenylalanin tich tu trong co thé.

Bostussin G ¢6 chita mau d6 sb 40 c6 thé gy cac phan tmg di ung.
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Hoéiy kién ctia béc st hodc duoc si trude khi sit dung.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khéng c6é thong tin.
TUONG TAC, TUONG KY CUA THUOC
Twong tic cia thude
Twong tdac th udc-thuéc
- Khong sir dung Bostussin G cho bénh nhan dang sir dung cac thudc trc ché MAO.

- Dextromethorphan dugc chuyén héa chinh nhd cytochrom Paso isoenzym CYP2D6, do do,
céc thubce tre ché enzym nay nhir amiodaron, haloperidol, propafenon, thioridazin, quinidin
lam giam chuyén héa dextromethorphan & gan, lam ting ndng do chit nay trong huyét
thanh va ting cac ADR cuia dextromethorphan.

- Ding dong thdi véi céc thude e ché TKTW c6 thé ting cudmg tac dung e ché TKTW
cua nhitng thuoc nay hoéc ctia dextromethorphan.

- Valdecobid 1am ting ndng d6 ctia dextromethorphan trong huyét thanh khi dung cting nhau.
- Dextromethorphan ding ciing linezolid gay hdi chimg gidng hdi chimg serotonin.

- Memantin c6 thé lam tang ca tAn sudt va tac dung khong mong mudn ciia memantin va
dextromethorphan bai véy tranh dung két hop.

- Khong dung két hop dextromethorphan véi moclobemid.
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Thubc gidng than kinh giao cam: Phenylephrin hydroclorid khong dugc ding phéi hop véi
epinephrin hoc thudc cudng giao cam khéc, vi nhip tim nhanh va loan nhip tim c6 thé xay
ra.

Thubc mé: Phdi hop phenylephrin hydroclorid véi t}luéc mé 1a hydrocarbon halogen hoa
(vi du cyclopropan) lam tang kich thich tim va cé thé gay loan nhip tim.

Digitalis phéi hop v6i phenylephrin lam ting muc do nhay cam cta co tim do phenylephrin.
Khéng ding cting v6i bromocriptin vi tai bién co mach va ting huyét ap.

Thube chong trdm cam ba vong (nhu imipramin) hoiic guanethidin cling lam téng tac dung
ting huyét 4p ctia phenylephrin.

Alcaloid namr cya ga dang tiém (nhu ergonovin maleat) khi phéi hop vé6i phenylephrin s&

lam tang huyét ap rat manh.

Twong tic thubc - xét nghiém

Str dung guaifenesin c6 thé cho két qua ducmg tinh gia & xét nghlem do acid vanilylmandelic trong
nude tiéu. Can ngimg dung guaifenesin 48 gid trude khi 1y miu nude tidu dé 1am xét nghiém nay.

Twong ky, ciia thude

Do khdng ¢6 cic nghién ctru vé tinh trong ky cua thude, khong tron 1dn thude ndy véi cdc thube

khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Tén suét dugc phan loai nhu sau: Rét thuong gép (ADR = 1/10), Thuong gép (1/ 10 > ADR >
1/100), it gap (1/100 > ADR > 1/1000), Hiém gip (1/1000 > ADR > 1/10000), R4t hiém gip
(ADR 2.1/ 10000) Chua rd (khong thé ugce tinh tir nhung dir liéu co san)

He co quan | Tan suat Tac dung khong mong muon
Thuong gap Budn ndn
Roi logn dwong tiéu hoa Hiém gip hodc it | Pau bung, tidu chay, nén
gap
Thuong gip Kich dong thin kinh, bon chén, lo au,
khé ngti, nguoi yéu mét, chodng véng,
) dau trude nguc, run rdy, di cam dau chi.
Réi loan hé than kinh . ’
It gap Con hung phan, a0 giac, hoang tudng.
Hiém gip Budn ngi nhe
. Thudng gip Da do bimg hay nhgt nhat, tring béch,
Roi loan da va biéu mé dwéi cam gidc lanh da, dung 16ng toc.
da
ft gap Nbi may day, ban da
Thudng gap Nhip tim nhanh
Rol ligu ve thn Hiém giip Viém co tim thanh 8, xudt huyét dudi
mang ngoai tim
Réi loan hé mach Thuong gap Tang huyét ap
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it gip Ting huyét 4p kém phi phdi, loan nhip
tim, nhip tim chdm, co mach ngoai vi va
ndi tang lam giadm tudi mau cho céc co

quan nay.
Roi loan hﬁ’hép, long ngwe | It gip Suy hé hép
va trung that
Réi loan chung va tai noi Thuong gép Mgt moi, chong mit

ding thude

Bdo cao ADR

Viéc bao cdo cac phan ung cé hai dugc nghi ngd cia thudc sau khi Iuu hanh rét quan trong, né cho
phép theo ddi lién tuc ty 1€ gifra lgi ich/ rui ro cta thube. Céc chuyén gia y té nén duge yéu ciu
tién hanh béo céo cdc phan tmg c6 hai dugc nghi ngd thong qua hé théng béo cdo qubc gia vé
thong tin thudc va theo d&i phan tmg ¢ hai ciia thude (Trung tdm DI & ADR Quéc gia).

Théng bdo ngay cho bdc si hodc dwoc si nhitng phdn vng co hai gap phdi khi siv dung thubc.
QUA LIEU VA CACH XU TRi
Triéu chirng

- Qualiéu dextromethorphan Bubn nén, ndn, budn ngu, nhin md, rung giat nhén cau, bi tiéu
tién, trang thai t& mé, ao giac, mét diéu hoa, suy hd hép, co giat (thudng x4y ra véi tré em).

- Qua lidu guaifenesin: co thé giy triéu chimg cip tinh budn nén, non. St dung lau dai c6
thé gay soi than.

- Qud liéu phenylephrin: 1am ting huyét 4p, dau d4u, con co giét, xuit huyét ndo, danh tréng
ngue, ngoai tdm thu, di cdm. Nhip tim chdm thudng xay ra sém.

Xir tri

- Qua lidu dextromethorphan: Piéu tri hd trg, ding naloxon 2 mg tiém tinh mach, cho ding
nhéc lai néu cén t&i tdng liéu 10 mg.

~  Qua lidu guaifenesin: Rira da day néu phat hién sém, chira triéu chimg.

- Qua4 liu phenylephrin: Tang huyét ap c6 thé khic phuc bang cach dung thudc chen a-
adrenergic nhu phentolamin 5-10 mg, tiém tinh mach; néu cén, c6 thé 13p lai. Thim tach
thuong khong c6 ich. Can cha y dén didu tri triéu chimg va hd tro chung, chim séc y té.

PAC TINH DUQC LUC HQC
Nhom dwge ly:
Mi ATC:

- Dextromethorphan: ROSDA09
- Guaifenesin: ROSCAQ3
- Phenylephrin: RO1AA04

Dextromethorphan hydrobromid 1a thubc giam ho c6 tic dung 1én trung tdm ho & hanh ndo. Mic
du cAu trac hoéa hoc ¢6 lién quan dén morphin, nhung dextromethorphan khéng c6 tac dung giam
dau va n6i chung rét it tic dung an than. Dextromethorphan dugc ding giam ho do kich thich nhe
& phé quan va hong nhu cam lanh thong thudng hodc hit phai cic chét kich thich.
Dextromethorphan ¢é hiéu qua nhat trong diéu tri ho man tinh, khéng c¢6 dom. Thubc khong co
tac dung long dom. Hiéu lyc cta dextromethorphan tuong duong véi hiéu luc cla codein trong
diéu tri ho man tinh. So véi codein, dextromethorphan c6 tic dung giam ho kich tmg twong tw nhur
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codein, it giy tac dung phu & dudng tiéu héa hon. Voi lidu didu tri, tac dung chong ho cia thube
kéo dai dugc 5 - 6 gitr. Doc tinh thip, nhung véi lidu rét cao c6 thé géy tc ché hé TKTW.

Guaifenesin c6 tac dung long dom nho kich émg niém mac da day, sau d6 kich thich ting tiét dich
¢ duong ho hép, 1am téng thé tich va giam d6 nhot cta dich tiét & khi quan va phe quéan. Nho vay,
thubc 1am ting hiéu qua cua phan xa ho va lam de téng dom ra ngoai hon. Co ché nay khéc vdi co
ché ctia cac thudc chdng ho, thube khong 1am mt ho.

Phenylephrin hydroclorid 1a mdt thubc tac dung gibng thin kinh giao cam a (a-adrenergic) c6
tac dung tryc tiép 1én céc thu thé o;-adrenergic 1am co mach mdu va lam ting huyét 4p. Co ché tac
dung a-adrenergic ctia phenylephrin 1a do tic ché san xuit AMP vong (cAMP: cyclic adenosin -
i . -monophosphat) théng qua trc ché enzym adenyl cyclase. Phenylephrin cung c6 tac dung
gian tiép do giai phong norepmephrm tir cac nang chira vao tudn hoan. Téc dung gédy co mach cta
phenylephrin c6 thé 1am giam sung huyét m#ii va xoang do cam lanh.

PAC TINH DUQC PONG HQC
Hip thu va phin b

Dextromethorphan dugc hép thu nhanh qua duong ti€u héa va c6 tac dung trong vong 15 - 30 phut
sau khi udng, kéo dai khoang 6 - 8 gi¢r (12 gi¢r voi dang giai phdng cham).

Guaifenesin dugc hip thu tét qua dudmg tiéu hoa.

Phenylephrin hép thu rit thit thuong qua dudng tiéu héa do bi chuyén héa ngay trén dudng tiéu
hoa thong qua enzym MAO, nén sinh khéd dyng ctia thude chi dat < 38%. Sau khi ubng, tac dung
chong sung huyet miii xut hién trong Vong 15 - 20 phut, va kéo dai 2 - 4 gio. Phenylephrln trong
tudn hoan c6 thé phén bb 'vao cac md voi Vd giai doan diu: 26-61 Lvavd & trang thai on dinh:
340 L. Con chura biét thudc c6 phan bd duoc vao sita me khong.

Chuyén héa
Dextromethorphan dugc chuyén hoa & gan
Guaifenesin bi thily phan trong méau khoang 60% trong vong 7 gid.

Phenylephrin bi chuyén héa & gan va rudt nh enzym monoaminoxidase (MAO) nh¢ phan tng
oxy hoa khir amin va phéan tng lién hop véi acid glucuronic.

Thai trir

Dextromethorphan bai tiét qua nudc tiéu dudi dang khong ddi va cac chét chuyén héa demethyl,
trong so do c6 dextrorphan ciing c6 tic dung giam ho nhe.

Guaifenesin thai trr & than duéi dang chét chuyén héa khéng con hoat tinh. Thoi gian ban thai
khoang 1 gio.

Phenylephrin dugc thai trir chii yéu qua than duéi dang chua chuyén héa. Thoi gian ban thai
khoang 5 phut.

QUY CACH PONG GOI

Chai thiy tinh mau néu. Hp 01 chai x 60 mL kém theo céc dong va t& huéng din sir dung.

Chai thiy tinh mau nau. Hop 01 chai x 100 mL kém theo cdc dong va t& huéng din st dung.
PIEU KIEN BAO QUAN

Bao quan noi khd, dudi 30°C, tranh 4nh sang.

HAN DUNG

36 thang ké tir ngay san xuét. Khong ding thudc qua thoi han sir dung.

Han dung sau khi mo nép: 12 thang (k& tir ngdy mé nép).

i

/e

==
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TIEU CHUAN CHAT LUQNG

Tiéu chuén co s6.

TEN, PIA CHi CUA CO SO SAN XUAT THUOC

Co s& san xudt: CONG TY CO PHAN DUGC PHAM BOSTON VIET NAM.

Dia chi: $6 43, dudng s6 8, khu cong nghiép Viét Nam - Singapore, phudng Binh Hoa, thanh phé
Thuén An, tinh Binh Duong, Viét Nam (Toa nha san xuat so 1).

NGAY XEM XET SUA POIL, CAP NHAT NOI DUNG HUGNG DAN SU DUNG THUOC
Binh Duong, ngay 18 thang Q4 nim 2024

ONG GIAM POC
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