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Remedy for cold

BROMUS

10 Blis. x 10 Tabs.

Pseudoephedrine HCl 60mg
Triprolidine HCI 2.5mg

oHINFUONG DAEWID PHARMA GO LTI

COMPOSITION : Each tablet contains KEEP OUT OF THE REACH OF CHILDREN

Active ingredient: READ CAREFULLY THE LEAFLET BEFORE USE
- Pseudoephedrine HCL..............................B0mg Manufactured by :
- Triprolidine HCI............ccccooniininincnnnn.. 2.5mp SHINPOONG DAEWO0 PHARMA CO_LTD.

Excgpiants: Licians, oot Starch, polddons Bien Hoa Industrial Zone No.2, Dong Nai, Vietnam
K30...............q.8. 1 tablet

INDICATION - USAGE - CONTRAINDICATION: SBK  Reg.No. :

See insert. S616 SX Lot No.

STORAGE : In a tight container, protected from NSX Mid
fight, at dry place temperature below 30°C. y :
SPECIFICATION : USP 30 HD Exp. Date :

10 Vix 10 Vién nén

Thudc tri cdm

BROMUS

Pseudoephedrin HCl 60mg
Triprolidin HCI 2,5mg

{ INHH 1P SHINPOONG DAEWOD

THANH PHAN : M3i vign chis BE XA TAM TAY TRE EM

Hogt chat: BOC K¥ HUONG DAN S0 DUNG TRUGC KHI DUNG
- Pseudoephedrin HCI.........................60mg

= Triprolidin HCL..............cc.coovvviieinen.. 2.5M SAn xuflt béi

AL IR L R T v GTY TNHH DP SHINPOONG DAEWDO

K30............viia dl 1 vién

CHi DINH - CACH DUNG - CHONG CHI BINH:
Xem td hubng dfin sif dyng.

BAD QUAN : Trong bao bi kin, trénh dnh séng,
& nol khd nhist a8 dusi 30°C.

TIEu CHUAN : USP 30

S8 13 Budng 9A KCN Bign Hoa 2, Béng Nai, VN
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Vién nén BROMUS

( Pseudoephedrin HCI 60mg, Triprolidin

THANH PHAN : M3i vién chira

Hogt chit:

Pseudoephedrin HCl....................oooooooooo 60mg
Triprolidin HCT ........o..ooovmmmviieeceeoe 2,5mg
Td dwge: Lactose, Tinh bdt ngd, Natri starch glycolat,
Povidon K-30, esi stearat,

DANG BAO CHE: Vién nén

QUY CACH DONG GOI: 10 Vi x 10 Vién

CHi PINH .

Lam gidm céc trigu chimg ciia cdc rdi logn duimg ho hip

trén: hit hoi, sd mii, nghet mili, xung huyét mii, viém

Xoang, viém mii dj img, viém mii vin mach, cim lanh

thong thuong va cim.

LIEU DUNG, CACH DUNG, PUONG DUNG

Ngutri 16n va tré em trén 12 wdi: ubng 1 vién x 3-4 l4n

Ingiy. ol 2

Tré em (6-12 tudi): ubng 1/2 vién x 3-4 ldn /ngay.

Ubng thudc lic no dé giam kich thich 1&n éng tiéu hoa

CHONG CHI BINH 2 . ‘

1) Bénh nhan qua mén cam véi thanh phin cta thube

2) Bénh nhan bj bénh dong mach vinh niing hay cao huyét
4p nang.

3) Bénh nhin dugc diéu trj bing thube irc ché monoamin
oxidase trong vong 14 ngdy gin day }

4) Bénh nhén bj glocom goc dong, con hen cip

5) Tré em dudi 6 tudi.

THAN TRONG KHI DUNG THUOC

1) Sir dung thube thin trong cho céc ddi twong : bénh nhan
tang huyét ap, bi bénh tim, cuomg gidp, tiéu duimg, gly
mé bing thuéc mé halogen,_ bay hoi, dong kinh, ting
nhin 4p, phi dai tyén tién ligt, bi tiéy, hep mon vi ta
tring, hen suyén, bénh nhén suy thin hay suy gan nang.

2) Phai giam liu cho bénh nhén suy thin

3) Tré nho va ngudi trén 60 tudi

4) Ngimg ubng thude 4 ngay truée khi lam phan (mg dj
tmg bi.

SUDUNG O PHU NU7 CO THAI VA CHO CON BU

Phy nir ¢o thai ho#ic nghi ngo cd thai, phu ni cho con bu chi

sir dung thude khi lgi ich diéu trj cao hon nguy co co thé xay

ra va phai tham khdo y kién béc sT hodic duge sT trude khi
dung thudc. :

TAC PONG CUA THUOC LEN KHA NANG LAI XE

VA VAN HANH MAY MOC

Thubdc c6 the gly budn ngi, tranh dung thude khi lai xe va

véin hanh may moc.

TUONG TAC THUOC ;

1) Sir dung déng thoi véi thudc chéng trdm cam 3 von
thube chéng xung huyét, thubc gdy chan an, lhu&
huéng thin dang amphetamin, hay thubc ic ché
monoamine oxidase (MAOIs) - ¢6 thé gdy ting huyét

ap.

2) Thanh phin Pseudoephedrin c6 trong thube co thé 1am
gidm tac dung cia thubc ha huyét 4p tre ché thin kinh
giao cim nhu Bretylium, Bethanidin, Guanethidin,
Debrisoquin, Methyldopa, thudc chen a, B-adrenergic.

3) Khdng dung thude chung véi rugu, thude gidn co.

TAC DUNG KHONG MONG MUON ;

1) Thudng gdp: budn ngi, chodng vang, nhirc diu, mét
moi, phoi hop kém !

2) Doi khi: ndi min, nhip tim nhanh, kho mét, mii, miéng,
budn non, nén, tao bon, nhin mé, cam gic tirc ngyc, bi
tidu, tidu it

Vin phong: Phong 07,

LTI
BeGaH sty

img dj img va migh
cdm, bj kich thich.
H&nf bdo cho bic s cdc tdc dung phu gip phdi khi ditng
thi
CAC BPAC TINH DUQC LYC HOC, DUQC DONG
HOQC
1) Duge e hpe : A
- Pseudoephedrin la thuc gibng thin kinh giao cam c6
tac dng trye tiép va gidn tiép trén thy thé a-adrenergic
va P-adrenergic & mirc d¢ thép hon.
Pseudoephedrin kich thich thy thé a-adrenergic trén
nigm mac dutmg ho hip lam co mach din dén giam
sung huyét md, gidm phu va sung huyét miii va lam
théng miii, Pseudoephedrin yéu hon nhidu so véi
ephedrin trong téc dung lam nhip tim nhanh, ting huyét
4p tim thu va kich thich h¢ thin kinh trung vong,
- Triprolidin thudc nhom thude khang histamin thé hé thir
t. Triprolidin ddi khang canh tranh Ién thy thé HI
ciia histamin v6i tac dgng tre ché nhe 1én thin Kinh trung
uomg, c6 thé gy budn ngu. Triprolidin lam giam céc
tri¢u chimg cc bénh dj (mg do sy phong thich & at cua
histamin nhu hit hoi, chiy nuéc mit, ngira mat, chay
nude mii

% .!'.3"’: thude khéc, hung

/' - 2) Dugedjng hoe

- Pseudoephedrin hdp thu nhanh va gin nhu hoan toan
qua dudmg tiéu hod va khong qua chuyén ho4 13n ddu &
gan. Néng do dinh dat dugc sau khoang 1,5 - 2 gits diing
thube. Thudc duge bai tiét qua stra me véi lugng nhé va
dugc dy doan qua dugc nhau thai va hang rio méu no.
Pseudoephedrin chuyén hoa khéng hoan toan (it hon
1%) & gan, thanh chét khong c6 hoat tinh. Thudc duge
bai tiét chi yéu qua nude ticu, khodng 55 — 96% thude
dugc bai tiet dudi dang khong dbi. Thoi gian ban thai
cia pseudoephedrin chju dnh huong bii pH nuéc tidy,
nuéc ticu acid lam ting dao thai lhugc. -

- Triprolidin hap thu tot qua dubmg tiéu hod. Nong do
dinh dat dugc sau khoang 2 giv dl‘:.ng thude. Thude bj
chuyén hod manh & gan. Chét chuyén hoa chinh la mét
din xuft carboxylat duge tim thiy trong nudc tidu véi
luong khoang gin 50% lidu ding. Triprolidin c6 thé vio
duge stra me voi lugng rét it Nira doi cda triprolidin
khodng 3 - 5 gio,

QUA LIEU VA CACH XU TRi

Trigu chimmg: budn ngu, chéng mat, gidm truong luc, kho da
vé niém mac, bbn chsn. budn ndn, ndn, co gidt, suy ho hip,
téng huyét ap, nhip tim nhanh.

Bﬁ‘ﬁl tri: khi qua lidu xdy ra, cdn ngimg thubc va tién hanh
céc bign phap didu tri hd trg va triéu chimg thich hgp. Cin
duy tri ho hdp, kiém sodt huyét 4p va cic con co gidt. Néu co
chi dinh, cn rira da day trong vong 3 gir sau khi uéng thude.
Co the ting ddo thdi pseudoephedrin béng cach acid hoad
nudc tiéu,

KHUYEN CAO

- Dé thubc ngodi tim tay tré em

- Dxc x hwémg din sir dung trude khi dimg,

. Neéu ciin thém thdng tin, xin héi ¥ kién bic si.

BAO QUAN : Trong bao bi kin, tranh 4nh sang, & noi kho
nhiét o dusi 30°C : -

HAN DUNG : 36 thang k& tir ngdy san xuét

TIEU CHUAN : USP 30

CONG TY TNHH DP SHINPOONG DAEWOO
Nha may : S6 13, Buong 9A KCN Bién Hoa 2, Ddng Nai, VN
u 9, Thap R1 Téa nha Everrich, sb 968

Buing 3/2, Phutmg 15, Quén 11, TPHCM
DT : (08) 22250683  Fax : (08) 22250682
Email : shinpoong@spd.com.vn




BROMUS Tablet
{ Pseudoephedrine HC! 60mg, Triprolidine HC12.5mg )

]

COMPOSITION : Each tablet contains

Pseudoephedrine HCI ...... 60mg

Triprolidine HCL.. 25mg

Non-active ingredients: Lactose, Comn starch, Povidone K

30, Sodiur starch glycolate, Magnesium stearate.

PHARMACEUTICAL FORM: Tablet

HOW SUPPLIED: 10 Blisters x 10 Tablets

INDICATION

Symptomatic relief of upper respiratory tract disorders:

sneezing, runny or stuffy nose, nasal congestion and

sinusitis, allergic rhinitis, vasomotor rhinitis, the common
cold and influgnza,

DOSAGE AND ADMINISTRATION

Adults and children over 12 years old: oral administration 1

tablet x 34 times daily.

Children 6-12 vears old: oral administration 2 tablet x 3-4

times daily. '

Bromus should be taken after meals to avoid stimulating

instestinal tract.

CONTRAINDICATIONS

1) Patients with hyperseasitivity to any of ingredients of
drug. '

2) Patients with severe coronary artery disease or severe
hypertension.

3) Patients receiving MAO inhibitors within the last 14
days. .

4) Patients with close - angle glaucoma, acute aasmus.

5) Children under 6 years old.

PRECAUTIONS FOR USE

1) Careful administration in. patients: patients with
hypertension, heart diseases, hyperthyroidism, diabetes,
volatile halogen anesthesia, epilepsy, glaucoms, enlarge
prostate gland, retention of urine, pyloric stenosis,
asthma, and patients with severe remal or hepatic
dysfunction,

2) Dose must be decreased in patient with renal
dysfuncticn,

3) Children and the elderly over 60 years old.

4) Stopping using drug at least 4 days before testing derma
allergic reaction

USE IN PREGNANT WOMEN AND LACTATION

Pregnant women or women suspected of being pregnant,

nursing mother should be administered only if the expected

therapeutic benefit is thought to outweigh any possible risk
and consult with doctors or phammacists before
administration,

EFFECTS ON ABILITY TO DRIVE AND USE

MACHINES

Bromus may cause drowsiness. Patients should not drive or

operate machinery.

INTERACTION

1) Concomitant wuse with ftricyclic antidepressants,
decongestants, appetite suppressants, amphetamine-like
psychostimulants or with monoamine oxidase inhibitors
(MAOIs) may cause a rise in blood pressure.

2) Pseudoephedrine in BROMUS may reverse the action of
hypotensive agents which interfere with sympathetic
activity (Bretylium, Bethanidine, Guanethidine,
Debrisoquine, Methyldopa, ©- and p-adrenergic
blocking agents)

3) Do not concomitant use with alcohol, muscle relaxants.

UNDESIRABLE EFFECTS

1) Usually: drowsiness, dizziness, headache, defatigation, .

disturbed coordination,

2) Seldom: skin rash, tachycardia, dryness of the eye, nose,
mouth, nausea, vomiting, constipation, blurred vision,
chest tightmess, retention of urine, dysuria.

3) Rarely; sleep disturbance, hallucination, tinmitus,
position hypotension, allergic reaction and cross
immunity frem  other dmgs,  aleukocytosis,

plastocitopenia, hemolytic  anemia, hypomania,
imitability.

Inform doctors with side effects when using medicine.

PHARMACOLOGICAL PROPERTIES

1) Pharmacedynamic properties

- Pseudoephedrine is a sympathomimetic agent, acts
directly and indirectly on both c-adrenergic and, to a
lesser degree, B-adrenergic receptors. Pscudeephedrine
acts directly on a-adrenergic receptors in the mucosa of
the respiratory tract producing vasoconstriction which
results in shrinkage of swollen nasal mucous membranes,
reduction of tissue hyperemia and an increase in nasal
airway patency. Pseudoephedrine is substantially less
potent than ephedrine in producing both tachycardia and
elevation of systolic blood pressure and considerably less
potent in causing stimulation of the central nervous
system.

- Triprolidin is a first generation antihistamine, It is a
potent competitive histamine H1-receptor antagonist with
mild central nervous system depressant properties which
may cause drowsiness. Triprolidine provides symptomatic
relief in allergic conditions believed to depend upen the
triggered release of histamine such as sneezing, runny
noses and watery eyes.

2) Pharmacokinetic properties

. - Pseudoephedrine is readily and almost completely
. absorbed from the GI tract and there is no evidence of the
first pass metabolism. Peak plasma concentrations are
achieved in approximately 1,5 — 2 hours.
Pseudoephedrine distributes into breast milk in low
concentration and is preswmed to cross the placenta and to
enter CSF, Pseudoephedrine is incompletely metabolized
(less than 1%) in the liver to an inactive metabolite. The
drug is primarily excreted in urine; 55 — 96% of the dose
is excreted unchanged. Urnary pH can affect the
elimination half-life of pseudoephedrin, and reducing it
when acidic,

- Triprolidine is well absorbed from the GI tract, Peak
plasma concentration occurs at about 2.0 hours after drug
administration. Triprolidine was extensively metabolized,
Principal metabolite, a carboxylated derivative accounts
for about half the dose excreted in wrine. .
Pseudoephedrine distributes into breast milk in very low
concentration. Half - life of triprolidine varies from 3 -5
hours. .

OVERDOSAGE

Symptoms: drowsiness, dizziness, weakness, dryness of skin

and mucous membrane, feeling excited, nausea, vomiting,

convulsion,  respiratory  depression,  hypertension,
tachycardia,

Treatment: in case of overdosage, the drug should be

discontinved and supportive and symptematic trealment

instituted. Necessary measures should be taken to maintain
and support respiration, control the blood pressure and
convulsions. Gastric lavage within 3 hours of drug
administration may be undertaken if indicated, If desired, the
elimination of pseudoephedrine can be accelerated by acid
diuresis. ’

RECOMMENDATION:

- Keep out of the reach of children

- Read carefully the leafiet before use,

- For further information, please contact your doctor.

STORAGE :

Store in a tight container, protected from light, at dry place

temperaturs below 30°C,

EXPIRY DATE ; 36 months from the manufactured date.

SPECIFICATION : USP 30

SHINPOONG DAEWOO PHARMA CO,, L'i‘D.
Factory: No. 13 - Street 9A Bien Hoa Industrial Zone No. 2,

Dongnai Province, VN

Office: Room 07, Floor 9%, Tower R1, Everrich Buiding, No, 968, 3/2 Str, Ward 15, Dist.

11, Ho Chi Minh City

Tel : (08) 22250683 Fax : (0%) 22250682

Fmail : shinpoong@spd.com.vn



