HU’O’NG DAN S(F DUNG THUOC CHO NGU'O'I BENH

Alll -Bromhexine’ Iﬁ

Thuéc ban theo don

Boc ki hwréng din sir dung trwée khi diing

De xa thm tay tré em

Thdng bid ngay ¢lio bac s§ hiodc dirgre sy nhirng tac dung khéng rﬁong
muén gdp phéi khi si¥ dung thuéc

Khéng dung 1hu60 Yqua thei han sie dung ghi tréri nhan

Thanh phan: Qﬁng thirc cho 1 vién:
Bromhexin hydroclorid.............
Tadwgevd,
{Natri starch glycolat, Lactose monohydrat Colloidal silicon dioxid).

Mo ta s.’m phdm: Vién nang céng s6 4, nép mau xanh; than mau tim chira bot
thuc mau tréng déntringnga. -

Quy cach dong géi:

~ 'H&p 03vix 10 vi&én nang clng.
Hép 10 vix 10 vignnang cing.

Thuéc diing cho bénh gi:

Thubc diing chiva bénh rdi loan tiét dich phé quan, nhit 1a trong viém ph& quan
cép tinh, ot cdp tinh cia viem phé quan mantinh.

Nén diing thuéc ndy nhur thé nao va lidu Iu'qvng

~ Cachdiing: Udng tron vién thubc véi nwéc, nén uéng saubira &n.
Lidu dung:
Ngudiién va tré em trén 10 tudi: Udng 1 vien/an, ngay ubng 3 14n hodc theo chi
dinh'chabac sy
Thei gian didu trj khdng dwoc kéo dai qua 8 - 10 ngay néu chura c6 ¥ kién clia
thay thuée. |

Khinao khéng nén ding thuéc nay:

M&n cam véi bromhexin hogdc véi bat ky thanh phan nao ciia thubc.

Tac dung khéng mong muén (ADR):

- Giéng nhur tAt ca cac loai thuéc, thube nay c6 thé gy ra tac dung phy, nhung
nhiéu ngudi khéng cb hoac it phdn ng phy.

Itgdp: 1/1000 <ADR < 1/100

Tiéu héa: Dau viing thuwgng vj, budn non ndn, tigu chay.

Thé&n kinh: Nhirc dau, chong mét, ramé hoi.

Da: Banda, may day

H6 hép: Nguy co G dich tiét phé quénb ngu'of: bénh khdng c6 kha nang khac dom.
Hiémgép: ADR < 1/1000

Tigu hoa: Khd migng.

Gan: Téng enzyme transaminase AST,ALT.

Néu ban gap bt ky tac dung phu nao ké ca nhirng tac dung phu chualiét k& nhw
‘trén, hay ngirng thubc va thong béo ngay cho bac s§ & c6 cach xlr tri.

Néntrénh diing nhirng thuéc hoic thige pham gi khi dang siedyng thuée nay:
Trwdrc khi dung thubc nay. cho bac sy cta ban biét tat ca cac loai thuéc khac ma
ban dang st dung bao gom ca thudc ké don va khéng ké don; thubc tir dugc
liéwr hodic thyre pham chirc nding. Dac blet ¢ac thude sau nén trénh diing chung
v&ri bromhexin.do c6 thé gay anh huéng ¢én tac dung cla bromhexin:

Céacthudc chdng ho.
cacthubc lam giam tiét dich (gidm ¢ dich tiét khi phé quan).

Cin 1am gi khi mgt 14n quén khéng diing thuéc:

Uéng liéu bj quén ngay luc nh ra. Néu lidu d6 gan vai 1an ding thuéc tiép theo,
b3 qua lidu bi quén va tiép tyc ubng thudc theo diing thei gian qui dinh. Khéng
ding2liductnglic, -

Cén bdo quan thube nay nhwthé nao:
D& & nhigtdo dudi 30°C, tranh Am va anh sang.

Nhirng ddu hiduva trigu chirng khi ding thudc qua lidu:

“ Cho dén nay chura thiy ¢ b&o cdo vé qua lidu do bromhexin.

Cén phii lam gi khi ding thuéc qua lidu khuyén cao:
Ggi cho bac sy clia ban hodic dén ngay ca sé y t gén nhét

NhiFng didu cin lhgn trong khi dung thudc nay:
Cactinhtrang canthintrong:
Than trong khi diing thube ndy cho cac déi trong sau:
Nguwérida co bénh loét da day.
Nguréri bénh hen.
Nguw&i bénh bj suy gan hodc suy than n-ang
Ngudri cao tudi hodie suy nhugc, qua yéu khong cd kha niing khac dom.
Tréem.
Cackhuyéncéo dL‘mg thudc cho phy nir cé thaiva cho con bi:
Phy nt» diy dinh cd tha| dang c6 thai hodc cho con bl hay hdi bac sy “hodc
dugc sy dé dugce tw van trudre khi dung thuoc nay do thuéc c6 thé gay hai
cho thai nhi hoéc tré dang bl me.
Tac déng clia thude dén khi néng 14l xe va vén hanh may moc:
Chua c6 nghién ciru nao v& anh hudng cda thubc trén ngudi dang léi xe vavan
hanh méy mée.

Khi nao cin tham vén bac sy, dugc s§:

Phuy nie dy dinh co thal dang c6 thai ho&c cho con bu.
Pang st dung loal thudc khac, bao gdm cé thubc ké don va khong ké don, thuéc
tir dwore lidu hogc thyre pham chire ning.
_Nguri cao tudi.
Ngu tinh frang bénh clia ban ning hon hodc khong cai thién sau 10 ngay st
dung thuéc nay.
Néu can thém thang tin xin héi y y kién bac sy hodic dwpc 5§,
Han dling ctia thudc: 36 thang };e tir ngdy san xuat.

HUONG DAN SUF DUNG THUGC CHO CANBO Y TE

Cac diic tinh dwgc Itrc hoc, dwrgre dong hoc:

Cacdac tinh dwociwe hge:
Bromhexin la cht c6 tac dung long dérm. Do hoat hda sy tbng hgrp sialomucin va
phé v cac sei acid mucopolysaccharid nén thubc lam dérm 16ng hon va itquanh
hon. Thubc lam long dérm déy dang hon, nén lam dém tir phé quan thoat ra ngodai
cohidu qué
Dung phdi hop bromhexin véi cac khang sinh (amoxicilin, cefuroxim, erythromycin,
doxycyclin) lam t&ng ndng dd khidrg sinh® vao md phdi va phé’ quén NhF vay
bromhexin co thé co tac dung nhur mdt thudc bd trorfrong didu trj nhidm khudn hd
hép, lam téng tac dung cha khang sinh.
Thube cé bidu hign tac dung trén 13m sang sau khi ubng2-3 ngay. -
Bromhexin da durgc ubng lidu 16 mg/ian, 3 14n trong ngay d& didu tr| héi chim

_ mét khd kém san xuét dich nhay bat thudng (hdi chirng Sjogren's), nhueng két
qué khéng 8ndinh, chua ré nén tac dung nay it duqc ap dung
Cac déc tinh dwere déng hoc:
Bromhexin hép thu nhanh qua dwérng tiéu hoa va bi chuyén hoa buécdlu & gan
r&t manh, nén sinh kha dung khi uéng chi dat khodng 20%. Thirc &n lam tang
sinh kha dung bromhexin hydroclorid. Ndng 3 dinh trong huyét twong ﬁat ducrc

sau khiudng, tir %; gie dén 1 gir.
Bromhexin phan réng réi vao cac md clia 6o thé. Trén 95% lién két voi protem
huyét twong.

Thubc dwgc chuyén héa chu yéu & gan. Ambrosot 3. chét chuyen héa vén con
hoattinh.
Nera doi thél triv cia thudc & pha cuditir 13-40 gir tuytheo tirng cé thé.
Bromhexin qua dugc hang rdo mau ndo va mdt Iu'ovng nhd qua duwge nhauthai.
Khoang 85 - 90% lidu diing duerc thai trirqua nwdc tidu, chl yéu dudt dang cic
chét chuyén héa, & dang lién hop sulfo hoac glucuro va mét lirgng nho du'crc
dao thai nguyéan dang. Durdi 4% bromhexin thdi trir qua phan. -

Chidinh, lidu diing, cach diing, chong chidinh:
Chl d|nh
R&i loan tiét dich phé quan, nhét 1a treng viém phé quén cap tmh do't aﬁp tinh
clia viém phé quan man tinh.
Bromhexln thiuréng duqc ding nhir mat chét bd tro véi khang sinh, khi bi nhiém
khuén nang diréng hd hap.
Liéu dung: W "
Nguilén va tré em trén 10 tudi: Udng 1 vign/ldn, ngay udng 3 Ién :
Thei glan didu tri khong dwere kéo dai qua 8 - 10 ngay néu chuwa cb ykién clia
théy thudc.
Cach dung: Udng tron vign thudc véi nwdre, nén udng sau bira an.
Chéng chidinh:
Mén cam véi bromhexin hogic véi bt ky thanh phin nao cuathuéc

Cactrwedng hop th?n trong khidung thu6c
Cactinh trang can thantrong:
Trong khi diing brornhexin can tranh phéi hop véi thubc chéng ho, giam tiét phé
quan vi co nguy co ¢ dgng dorm & dwdrng hd hap
‘Do wcdung fam tiéu dich nhély nén bromhexin o6 thé géyhily hoai hang rac niém mac
da day; vivay khidung chon, gudl bé&nh ¢ tin si¥ loat da day phairat than trong.
Céan lhén lrong khi dung thudc cho ngudi bénh hien, vubromhexm ct’:rthegay co
that phé quan & mdtsd ngurdi min cam.
Sy thanh thdi bromhexin va cac chét chuy&n hoa cé thé br giam o nguedri bénh bi
syy gan hodic suy than ndng, nén cén than frong vétheo d&i bénh nhén:
Can than trqng khi diing bromhexin cho ngudi cao tudi hodic suy nhuge, qua
yéu, tré em vi khongco kha nang khac d&m c6 hiéu qua do d6 cang téng (r dom.
Cac khuyén cao dung thudc cho phy pircé thaiva chocon ba:
Thei ky c6 thai: Chura oo nghién clru day a0 vaco kiém soat vé diing bromhexin
cho ngu&i mang thai, vi vy khong khuyén cdo ding bromhexin cho ngui
mang thai.
Thoi ky cho con bu: Chua biét bromhexin c6 bai tiét vao stka me hay khéng; vi
vay khong khuyén cao ding bromhexin cho phy ntr nudi éon bia. Néu cin dung
thuédc thitét nhatlakhong cho con b.
Tac ddng ciia thudbe dén khi ning 14l xeva van hanh-may wisi: i
Chuwa c6 nghién ciru ndo vé &nh hedng cia thu&ciréﬁngu'é'l dang| |a| xe vé vén
hanh méy méc.
Twong tac ciia thudc véi cac thudc khac 'vé cac loal tu-ong téc khéc:
Khang phéi hep bromhexin véithuée 1ath giam tiét dich (gidm ca dichtiét khi phé
quan) nhu cac thube kidu atropin (hodic anticholinergic) vifam glém tacdyngcla
bromhexin.
Khéng phéi herp véi cac thude chéng ho.
Khi k&t hgp bromhexin v&i cac khang sinh (amoxncmn cefuroxim, erythromycin,
doxycyclin) lam téng n6ng A6 khang sinh vao mé phdi va phé quan.

Tac d\mg khéng mong muén:
Itgép: 171000 <ADR < 1/100
Tigu héa: Dauviing thwrong v, budnnén, ndn, tieu chéy
Than kinh: Nhirc dau, chéng mét, ramd héi. "
Da: Ban da, may day
Ho hap Nguy co (rdich tiét phé quan & ngudi bénh khﬁng co khé ndng khac aom.
Hiém gép:ADR < 1/1000
Tiéu héa: Khé miéng.
Gan: Téng enzyme transaminase AST, ALT.
Huwémng dan cach xirtriADR
CacADR thudng nhe va qua khéi trong qua trinh didu tri {triy cothét phé quén khi
dung thuéc cho nguedri bj hen suyén),

Qua lidu va cich xir tri:
Qué lidu:
Cho dén nay chua thay o6 bao cao vé qua lidu do bromhexin.

: Cach xtrtri: -

Néu xay ra trwo'ng hop qué lidu, can d|éu tg ln?u chu_;ng va h5 trq
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PATIENT INFORMATION LEAFLET

Agi-Bromhexine“16
Prescription drug
Read carefully the instructions before use
Keep outof reach of children
Inform your doctor or pharmacist about adverse reactions encou ntered while
using the drug .
Do not use this medicine after the expiration date printed on the label

Composition: Each hard capsule contains:
Bromhexine hydrochloride ‘
EXCIPIENLS Q.8 ovvvereeirscuiiemiessiniienresas s
(Sodiuim starch glycolate, Lactose mdnohydrate, Colioidal silicon |OXIde)

Description of product: Size 4, hard capsule, thh btue cap and pu rple body,
containing white to off-white powder.

Packaging:

Cardboard box containing 03 blisters of 10 hard capsules.
Cardboard box containing 10 blisters of 10 hard capsules.

What is this medicine used for?

Agi-Bromhexine is indicated for treatment of bronchial secretlon disorders,
especially in acute bronchitis, acute exacerbation of chronic bronchitis.

How to take this medicine and how much to take?

Administration: The capsule should be swailowed whole with a giass nfwater,
preferably after meals:

Dosage:

Adults and children over 10 years old 1 capsule once, 3 times aday orthereis a
physician's instruction.

Do notuse this medicine forlonger than 8 - 10 days without medlcal advice.

When should you not take this medicine?

If you have a known hypersensitivity to bromhexine or to any of the excipients of
this medicine. '

Undesirable effects (ADR): ‘
Like all medicines, Agi-Bromhexine can cause side eﬁects although not
everybody gets them. :

Uncommon, 1/1000<ADR <1/100

Gastrointestinal: Epigastric pain, nausea, vomiting, diarrhea. -

Nervous system: Headache, dizziness, sweating.

Skin: Rash, urticaria.

Respiratory: Risk of stagnation of bronchial secretions in patients unable to
cough up sputum.

Rare, ADR <1/1000

Gastrointestinal: Dry mouth.

Hepatic: Increased transaminase AST, ALT.

If you experience any side effects including those not listed above, inform your
doctorto getin time treatment.

What other medicine or food should be avoided whllst taking this medicine?
Before taking this medication, tatk to your doctor or pharmagcist if you are using
other drugs, including.prescription and non-prescription drugs, herbal medicines
or functionat foods, especially if you are taking the followings:

Antitussive drugs.
Drugs that reduce fluid secretlon (mcl uding bronchial secretions).

What should you do if you miss adose? -

Take the missed'dose as soon as you remember. However, if it is almost time for
the next dose, skip the missed dose and continue your regu!ar dosing schedule.
Do not take a double dose atonce.

How should you keep this medicine?

Keep it below 30°C, protect from light and humidity.
Signs & symptoms of overdosage:
No 'symptoms of overdose have been reported in man to dats.
Whatto do when you have taken more than the recommended dosage?
Call your doctor or ga to the nearest hospitalimmediately.
Care that should be taken when taking this medicine:
Conditlons where caution should be taken;
Before taking this medication, tell your doctor if you have any of the following
conditions:
You have gastric ulcers,
You have asthma.
You have severe hepatic or renal impairment.
You are elderly or asthenic, unable to cough up sputum.
This medicine is given to children.

Recommendation for pregnant women and breastfeeding mothers:

Ask your doctor or pharmacist for advice before takmg this medication because
it can harm the fetus or breastfed infants.

Effects on ability to drive and use machines:

There have baen no studies on the effects of bromhexine on ability to drive and
use machines.

When should you consult your doctor, pharmacist?

If you are planning to become pregnant, are pregnant or breastfeedmg
If you are taking or have recently taken other drugs including prescription or
nonprescriptién, hérbal medicines or functlonal foods.
Ifyou are elderly.
If your condition is worse or does notimprove after 10 days of treatment.
For further information, please consult your doctor or pharmamst
Shelf life: 36 months from the date of manufacture.

HEALTH PROFESSIONAL INFORMATION

Pharmacological properties:
Pharmacodynamic properties:
Bromhexine is an expectorant/mucolytic agent. It activates sialomucin synthesis

and disrupts the sticture of acid mucopolysaccharide fibrgs in mucoid sputum
and produces a less viscous mucus, which is easier {6 expectorate and iscoughed
up effectively.
Bromhexine in combination with antibiotics (amoxicillin cefuroxime, erythromycin,
doxycycline) increases antllzbo’tlc coricentration in pyhfi)nary tissues and bronchi.
Thus, bromhexine can adt as an adjunct fothe freatrient of fespiratory infections,
increasing the effect of antibiotics.
Clirical effect is generally observed 2 - 3 days after oral administration.
Bromhexine was given at doses of 16 mg once, three times a day for the treatment of
dry eye syndrome accompanied by abnormal ‘mucus production (Sjdgren's
syngrome), but the results were unstable.and upclear, thus, this ef(ects is rarely
applied. . R
Pharmacokinetic properties:
Bromhexine is rapidly absorbed from the gastromtestlnal tract and undergoes
extensive first-pass metabolism in the liver, so its bicavailability is only 20%.
Food increases the bioavailability of bromhexine hydrochleride: Peak plasma
concentrations are reached % hour fo 1 hour after orat administration.
Bromhexine is widely distributed to body tissues. Over 95% of dose is bound to
plasma proteins.
Bromhexine is mainly metabolized in the liver. Ambrosolisan achve metabolite.
The terminal elimination halfdife of bromhexine is from 13 to 40 hours
depending on the individual.
Bromhexine crosses the blood-brain barrier and small amounts cross the
placenta.
Approximately 85 - 90% of the dose is excreted in the urine, mainly as
glucuronic acid and sulfuric acid conjugated metabolites, and a ‘Small aouritis
excreted as unchanged drug. Less than 4% bromhexine is excreted mfaeces
Indications, dosage, admmlstration contralndlcatlons
Indications:
For the treatment of bronchial secretion disorders, particutarly in acute bronchitis,
acute exacerbation of chronic bronchitis.
Bromhexine is often used as an adjunct to antibictics, in severe resplratory
infections.
Dosage:
Adults and children over 10 years old: 1 capsule once, 3 times a day.
The duration of treatment should not last longer than 8- 10 days without
physician's advice. -
Administration:
The capsule should be swailowed whole with-a glass of water, preferably
after meals.
Contraindications:
Patients with a known hypersensitivity to bromhexine or to any of the excipients
ofthis medicine.
Care that should be taken when taking this medicine?
Conditions where caution should be taken. :
Bromhexine use should be avoided in combination with antitussives, drugs that
reduce bronchial secretions becayse they may cause a risk of stagnant phlegm
in the respiratory tract.
Due to its mucolytic activity, bromhexine may disrupt the gastrlc mucosal
barrier; therefore, bromhexine should be used with caution in patients W|th a
history of peptic uiceration.
Bromhexine should be used with caution in patlents with a history -of asthma
since bromhexine may induce bronchial spasm in some hypersénsitive people.
Clearance of bromhexine or its metabolites may be reduced in patients with
severe hepatic or renat impairment; therefore, bromhexine shouid be used with
caution in these patients and they should be closely monitored. -
Bromhexine should be used with caution in children or eldetly or asthenlc
patients who are unable to expectorate effectively resuiting in excess mucus
build-up.
The recommendation during pregnancy and lactation:
Pregnancy: There are no adequate and controlled studies on bromhexine use
in pregnant women, therefore, bromhexine is not recommended for pregnant
women.
Lactation: it is not known whether bromhexine is excreted in human m:tl,(, therefore,
bromhexine is not recommended for breast-feeding women. Ifb’romhﬁxhe use
is required, discontinue breastfeeding.
Effects on ability to drive and use machines:
There have been nb studies on the effects of bromhexine on abmty to dnve and
use machines.

Interaction with other medicinal products and other forms of mteractians
Bromhexine should not be used in combination with mucolytics (including drugs
that reduce bronchial secretions) such as atropine-like drugs (or anﬂchollnerglcs)
because they reduce the effect of bromhexine.

Bromhexine should not be used in combination with antitussives.
Bromhexine in combination with antibictics (amoxicilin, cefiiroxime, érythromygin,
doxycycline)increases antibiotic concentration in pufmaonary tlssues and bl’OﬂChl

Undesirabie effects:

Uncommon, 1/1000 < ADR <1/100

Gastro-intestinal: Epigastric pain, nausea, vomiting, diarrhea.

Nervous system: Headache, dizziness, sweating.
Skin: Rash, urticaria.

Respiratory: Risk of stagnation of bronchial secretions in patienits unable to
cough up sputum.

Rare, ADR <1/1000

Gastrointestinal: Dry mouth.

Hepatic: Increased transaminase AST, ALT.

Management of ADRs

ADRs are usually mild and resolve during treatment {except bronchospasm
when bromhexine is given to people with asthma).

Overdose and management:

Overdose:

Bromhexine overdose data have not been reported until now.

Management:

If overdose occurs, sym ptomatlc and supportive treatment should be applied.

Agimexpharm Pharmaceutical Joint Stock Company

A

ABGMEXPHARM
GMP-WHO Telephone: (+84) 2963 857300

Date of revision, update of the text: 05/07/2018

Fax: (+84) 2963 857301

27 Nguyen Thai Hoc Street, My Binh Ward, Long Xuyen City, An Giang Province, Vigtnam
Manufactured by: Branch of Aglrnexpharm Pharmaceutical JSC. - Aglmexpharm Pharmaceutical Factory
Vu Trong Phung Street, Thanh An Hamlet, My Thoi Ward, Long Xuyen City, An Giang Province, Vietnam

W13004900




