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ALLERMINE® GMP-WHO

Read carefully the instructions before use
Keep out of reach of children
Formula for 1 hard capsule:
Agctive ingredient:
Chlorpheniramine n 4mg.
Excipients: Lactose, Maize Starch, Benzoic acid, Magnesium stearate, Talc.
Pharmaceutical dosage form: Size 4, hard capsule with yellow cap and yeliow body, containing white powder.
Indications:
ALLERMINE hard capsules are indicated for symptomatic control of all allergic conditions responsive to antihistamines, including seasonat and all year round aftergic rhinitis (sneezing
symptoms, stuffy nose, runny nose...), vasomotor rhinitis, urticaria, angioedema (Quincke's edema), food allergy, drug and serum reactions, insectbites.
Also indicated for the symptomatic relief of itch associated with chickenpox.
Dosage and administration:
Administration: Oral administration only.
Dosage:
Aduits and children 12 years and over: 1 hard capsule every 4 to 6 hours. Maximum daily dose: 6 hard capsules (24 mg)in 24 hours.
Elderly: The elderly are more likely to experience neurological anticholinergic effects. Consideration shouid be given to using afower daily dose (e.g. a maximum of 12 mgin 24 hours).
Children aged 6 - 12 years: ¥z hard capsule every 4 to 6 hours. Maximum daily dose: 3 hard capsules (12 mg) in 24 hours..
Not recommended for children under 6 years.
Contraindications:
Hypersensitive to antihistamines or to any ingredients of the medicine.
The anticholinergic properties of chlorphenamine are intensified by monoamine oxidase inhibitors (MAOIs). Therefore chiorphenamine is contralndlcated in patients who have been
treated with MAOIs within fourteen days.
Warnings and precautions for use:
Like other anticholinergic drugs, chlorphenamine should be used with caution in epilepsy, raised intra-ocular pressure including glaucoma, prostatic hypertrophy, severe hypertension or
cardiovascular disease; bronchitis, bronchiectasis and asthma, hepatic impairment, renal impairment. Children and the elderly are more likely to experience the neurological
anticholinergic effects and paradoxical excitation (e.g. Increased energy, restlessness, nervousness).
The anticholinergic properties of chlorphenamine may cause drowsiness, dizziness, blurred vision and psychomotor impairment in some patients which may seriously affect ability to
drive and use machinery.
The effects of alcohol may be increased and therefore concurrent use should be avoided. Chiorphenamine should not be used with other antihistamine containing products, including
antihistamine containing cough and cold medicines.
This medicine contains lactose. Patients with rare hereditary problems of galactose intolerance, Lapp lactase deficiency or glucose-galactose malabsorption should not take this
medicine,
Pregnancy and lactation:
Pregnancy:
There are no adequate data from the use of chiorphenamine maleate in pregnant women. The potential risk for humans is unknown. Use during the third trimester may resuit in reactions in
the newborn or premature neonates. Not to be used during pregnancy unless considered essentially by a physician.
Lactation:
Chlorphenamine maleate and other antihistamine may inhibit lactation and may be secreted in breast milk. Not to be used during lactation unless considered essential by a physician.
Effects on ability to drive and use machines:
The anticholinergic properties of chiorphenamine may cause drowsiness, dizziness, blurred vision and psychomotor impairment, which can seriously hamper the patients' ability to drive
and use machinery.
Interactions, incompatibilities of medicine:
Interaction:
Concurrent use of chlorphenamine and hypnotics or anxiolytics may cause an increase in sedative effects.
Chiorphenamine inhibits phenytoin metabolism and can lead to phenytoin toxicity.
The anticholinergic effects of chlorphenamine are intensified by MAOls.
fncompatibilities: Because there are no studies of drug incompatibility, do not mix this drug with other drugs.
Undesirable effects:
Side effects are classified according to frequency: Very common (ADR 2 1/10), common (1/100 £ ADR < 1/10), uncommon (1/1,000 <ADR < 1/100), rare (1/10,000 SADR < 1/1,000), very
rare (ADR < 1/10,000); can not be estimated from the available data “Not known”.
Very common’
Nervous system disorders: Sedation, somnolence.
Common
Nervous system disorders: Disturbance in attention, abnormal coordination, dizziness headache.
Eye disorders: Blurred Vision.
Gastrointestinal disorders: Nausea, dry mouth.
General disorders: Fatigue.
Unknown
Blood and lymphatic system disorders: Haemolytic anaemia, blood dyscrasias.
Immune system disorders: Allergic reaction, angioedema, anaphylactic reactions.
Metabolism and nutritional disorders: Anorexia.
Psychiatric disorders: Confusion, excitation, irritability, nightmares, depression.
Ear and labyrinth disorders: Tinnitus.
Cardiac disorders: Palpitations, tachycardia, arrythmias.
Vascular disorders: Hypotension.
Respiratory, thoracic and mediastinal disorders: Thickening of bronchial secretions.
Gastrointestinal disorders: Vomiting, abdominal pain, diarrhoea, dyspepsia.
Hepatobiliary disorders: Hepatitis, including jaundice.
Skin and subcutaneous disorders: Exfoliative dermatitis, rash, urticaria, photosensitivity.
Musculoskeletal and connective tissue disorders: Muscle twitching, muscle weakness.
Renal and urinary disorders: Urinary retention.
General disorders: Chest tightness.
Inform your physician about undesirable effects encountered when using the medicine.
Overdose and management:
Overdose: ’
The estimated lethal dose of chiorphenamine is 25 to 50 mg/kg body weight. Symptoms and signs include sedation, paradoxical excitation of the CNS, toxic psychosis, convulsions,
apnoea, anticholinergic effects, dystonic reactions and cardiovascular coflapse including arrhythmias.
Management:
Symptomatic and supportive measures should be provided with special attention to cardiac, respiratory, renal and hepatic functions and fluid and electrolyte balance. If overdosage is by the oral
route, treatment with activated charcoal shoulid be considered provided there are no contraindications for use and the overdose has been taken recently (treatment is most effective if given
within an hour of ingestion). Treat hypotension and arrhythmias vigorously. CNS convulsions may be treated with i.v. diazepam. Haemoperfusion may be used in severe cases.
Pharmacodynamic properties:
Pharmacotherapeutic group: Antihistamine H,.
ATC Code: RO6ABO2.
Chlorphenamine is an antihistamine that diminishes or abolishes the actions of histamine in the body by competitive reversible blockade of histamine H1-receptor sites on tissues.
Chlorphenamine also has anticholinergic activity.
Antihistamines act to prevent the release of histamine, prostaglandins and leukotrienes and have:been shown to prevent the migration of inflammatory mediators. The actions of
chlorphenamine include inhibition of histamine on smooth muscle, capillary permeability and hence reduction of oedema and wheal in hypersensitivity reactions such as allergy and
anaphylaxis.
Pharmacokinetic properties:
Absorption, distribution: Chiorphenamine is well absorbed from the gastro-intestinal tract, following oral administration. The effects develop within 30 minutes, are maximal within 1to 2
hours and last 4 to 6 hours. The plasma half-life has been estimated to be 1210 15 hours.
Biotransformation: Chiorphenamine is metabolised to the monodesmethyl and didesmethy! derivatives.
Excretion: About 22% of an oral dose is excreted unchanged in the urine. Only trace amounts have been found in the feces.
Presentation: Box of 10 blisters x 10 hard capsules.
Storage conditions, shelf - life, quality specification of the medrcme
Storage conditions: Protect from humidity and light, below 30°C.
Shelf - life: 36 months from the manufacture date. Do not use the medicine after the expiry date.
Quality specification: In house.

Name, address of manufacturer:

1

Agimexpharm Pharmaceutical Joint Stock Company
27 Nguyen Thai Hoc Street, My Binh Ward, Long Xuyen City, An Giang Province, Vietnam

EE Manufactured by: Branch of Agimexpharm Pharmaceutical JSC. - Agimexpharm Pharmaceutical Factory
ApmexpHaRM  Yu Trong Phung Street, Thanh An Hamlet, My Thoi Ward, Long Xuyen City, An Giang Provmce Vietnam
) Telephone: (+84) 296 3857300 Fax: (+84) 296 3857301 A1203011501
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Doc ky hwéng dén st dung trwée khi ding

Déxatim tay tréem

Thanh phan cong thire: Cho 1 vién nang cing:
Thanh phan dwgc chét:

Clorphemramm maleat .. I+]
Thanh phantadwgce: La ot mi, Acid benzoic, Magnesi stearat, Talc.
Dang bao ché: Vién nang cing, ¢& so4 nép mau vang - than mau vang, bén trong chtva bt thudc mau tréng.
Chi dinh:
Bugc chi dlnh dé kiém soat trigu chirng cua tat ca cactinh trang di (rng c6 dap ng véi thube khang histamin, bao gom Viém mii di ng mia va quanh nam (cac trigu chivng hét hoi,
nghet mi, & miii...), viém mdi van mach, ndi mé day, phis mach (phu Quincke), di (rng thivc &n, phan (ng thubc va huyét thanh, con triing cén dot
Lam giam triéu chirng ngira lién quan dén bénh thiy dau.
Cach dung va lidu legeng:
Cach ding: Ding dwong udng.
Lidu ding:
Ngwoi lon va tré em trén 12 tudi: 1 vién tir 4 dén 6 gi®r. Lidu t6i da hang ngay: 6 vién (24 mg) trong 24 glo
Nguoi caotudi: Ngu’m cao tudi co nhidu kha nang bicactacdung khang chohnergxc Can cannhécsir dung lidu diing hang ngay thap hon (vi du: Téida 12mgtrong 24 gioy).:
Tré em i 6 - 12 tudi: % vién tir 4 dén 6 gir. Lidu tdi da hang ngay: 3 vién (12 mg) trong 24 gidy.
Khdng nén ding cho tré em duwdi 6 tudi.
Chéng chidinh:
Qua mén cam v&i thudc khang histamin va cac thanh phan khac clia thubce.
Céc dac tinh khang cholinergic cla clorphemramln dwoc ting cwdng bot cac chat tc ché monoamin oxidase (MAOIs) Do dé clorpheniramin chdng chi dinh cho nhitng bénh nhan
dwocdidu tribiing MAOIs trong 14 ngay.

Canhbaovathan trong khi dung thuéc:

Gibng nhuw cac thude khang chollnerglc khac, clorphemramm nén dwoc st dung than trong trong bénh dong Kinh, tang nhén 3 \ap bao gom glaucom phi dai tuyén tién liét, tang huyét ap
ning hogc bénh tim mach, viémphé quan, ,gian Phe quén hodc hen suy&n, suy gan, suy than. Tré em va ngurdi cao tudi ¢6 nhisu kha nang bi cac tac dung khang cholinergic va kich thich
nghich thudng (vidu: Tng ndng lwong bon chon, cang thang)

Céc dic tinh khang cholinergic ciia clorpheniramin co thé gay budn ngdi, chéng mat, mé mét va suy gidm than kinh van dong & mot s6 bénh nhan co thé &anh hiréng nghiém trong dén
kha ndng lai xe va van hanh may moc.

Tac dung clia rugu co thé tang 1&n va do d6 nén tranh st dung ddng thoi véi thude. Khong nén diing chung véi cac san phamkhac co chira thubc khang histamin, k& ca thudc ho hodic
thudc cam lanh c6 chira thubc khang histamin.

Thubc ndy co chiva lactose. Néu ban cé cac réi loan chuyén hoa di truyén hiém gap v&'dung nap galactose, chirng thidu hut lactase Lapp hodc réiloan hap thu glucose~galactose khong
nén sv dung thudc nay.

Swdungthuoc cho phu nik cé thaiva cho con bi:

Phunip cé thai:

Khong c6 div liéu vé sir dung thubc trén phu nir ¢6 thai. thng nguy co tiém &n cho con ngudiia khéng x&c dinh. Ding thubc trong 3 thang cudi clia thai ky 6 thé'dan dén nhwng phan
(rng & tré so' sinh hodic tré sinh non. Khéng st dung thubc trong khi mang thai trir khi duoc sw huéng dan clia bac s§.

Phunircho conbi:

Clorphemramln maleat va cac thudc khang histamin co thé (rc chié tiét siva va cb thé duoc tiét qua stra me. Khong str dung thudc trong thoi gian cho con b trir khi khi dwo'c sirhwong
dan clabacsy.

Anh hwéng caa thube 1én kha ning Iai xe, van hanh maymoc :
Cacdéctinh khang cholinergic clia clorpheniramin c6 thé gay budn ngli, chéng mét, mé méat va suy gidm than kinh van déng, co thé anh huwdng nghiém trong dén kha néing I4i xe va van
hanh may moc cia bénh nhéan.

Twong tac, twomg ky chia thube:

Twongtacthudc:

Ding chung clorphenlramln va cac thube ngli va cac thude an than c6 thé 1am ting tac dung an than.

Clorphemramln {rc ché chuyén héa phenytoin va co thé dén dén ngod doc phenytom

Cécthubce trc ché monoamin oxidase (MAQIs)lam kéo dai va tang tac dung chéng tiét acetylcholm ctia clorpheniramin.
Twong ky: Do khdng ¢ cac nghién ctru vé tinh twong ky clia thude, khdng tron fan thube nay voi cac thude khac.

Tacdung khong mong mubn cta thude:

Cac phan wng ¢6 hai dwoc phan nhém theo tan suat: Rat thuong gaP (ADR 2 1/10), thwdrng gap (1/100 <ADR < 1/10), it gép (1/1.000 <ADR < 1/100), hiém g&p (1/10.000 <ADR <
1/1.000), rit hiém gap (ADR < 1/10.000); khong thé wéc hwong tan suét duoc liétké "Chuward thn suat”.
Rétthuong gap
Ré&iloan hé than kinh: An than, budn ngdl.
Thu’o'ng gap
R&i loan hé than kinh: Kém tap trung, chuyén dong phéi hop bat thwdng, chong mét dau dau.
R&iloan méat: M& mét.
Réi loan tiéu hda: Budn nén, kho miéng.
R6i loan toan than: Mét moi.
Chua ré tan suét
Réiloan méu va ha théng bach huyét: Thiéu mau tan huyét, réiloan cac yéu td t& bao mau.
R&iloan hé mién dich: Phan tng dj trng, phii mach, phan (rng phan vé.
Réiloan chuyen hoéava dinh du@ng: Chan an.
Réiloantam than: Nham 1&n, kich thich, kho chiu, 4c méng, trdm cam.
Réiloan taivamé dao Utai.
Réiloan tim: Banh tréng nguce, nhip tim nhanh, loan nhip tim.
Réiloan mach mau: Ha huyetap
Réiloan hé hap, ngwe va trung that: Tang dich tiét phé quan.
Réi loan tiéu hoa: Non, dau bung tiéu chay, kho tiéu.
Réiloan gan mat: Viém gan, vang da
Réi loan da va dwéida: Phatban, ndi mé day, nhay cam anh sang.
Ré&iloan mé co xwong vamd hen két: Cogiat co, yéuco.
R&iloan than va tiét nigu: Bitidu.
Réi loan toan than: Tic ngwe.
Théng bao cho bac s§ nhirng tac dung khéng mong mudn gép phai khi st dung thube.,
Qua lidu va cach xirtri:
Qua lidu:
Liéu gay chét clia clorpheniramin khoang 25 - 50 mg/kg thé trong Nhung trigu chwng vadéuhigu qualidu bao gom anthan, kich thich nghich thu’omg héthankinh trung wung loantam
théin, con co giat, ngirng thd, tac dung khang cholinergic, phan (ng rdi loan truong e co' va tryy tim mach bao gdm loan nhip tim.
Cach xdr tri:
Céc bién phap didu tri triéu chung va hé tro nén duoc chi y déc bigt den chire nang tim, ho hap, than, gan va cén bang dich va dién giai. Néu qua lidu bang dwcmg ubng, nén xem xét
didu trj béng than hoat tinh voi digu kién khéng co chong chi dinh va viéc qua lidu vira xay ra (diéu tri hidu qua nhéttrong vong mot glo' sau khi diing qua liéu). Didu trj ha huyét 4p va loan
nhip tim tich cwe. Co giat than kinh trung wong cd thé dwgc didu tri bang tiém tinh mach diazepam. Loc mau hép phu ¢6 thé dwoc st dung trong treérng hop nghiém trong.

Cac déc tinh dwere e hoc:

Nhém dugcely: Khéng histamin H,.

M&ATC: RO6AB02

Clorpheniramin l& mét khéng histamin 1am giam hoac loai bé cac hoat ddng clia histamin trong co thé thdng qua phong bé canh tranh céc thu thé H, tréncdc ma. Clorphenlramm clng
¢6 tac dung chdng tiét acetylchohn

Thubc khang histamin hoat déng dé ngan chén viéc gidi phong histamin, cac prostaglandm va céc leukotrien va cho thay kha nang nganngtraswrdi chuyen cliacac chattrung giangay viém.
Cachoat d6ng clia clorphenamin bao gdm tvc ché histamin trén co tron, gidm tinh thdm mao mach va do da lam giam phi nd va cac phan (ng qua mén nhw dj ng va sbc phan vé.

Céc déc tinh dwoe déng hoc:

Hap thu, phén bé: Clorphemramm dugchép thu tot qua dudrng tiéu hoa sau khi udng. Thudce co higu Iwc trong vong 30 phat, t6i da trong vong 1 dén 2 gior va kéo dai 4 3én 6 gidr. Thoi
gian ban thai trong huyét twong la 12- 15 glor
Chuyén héa: Clorphenlramm dugc chuyen hoa thanh céac dan xuét monodesmetyl va drdesmetyl
Thaitrte: Khodng 22% 1idu ubng dworc bai tiét duwdi dang khong ddi qua nwéc tidu. Chico mot lrgng itda dugctim thay trong phan.
Quy cach déng goéi: Hop 10 vix 10 vién nang cirng.
Pidu kién bao quan, han dung, tiéu chuénchat Iwong clOathubc:
Didu kién bao quan: Nhiét d6 duwdi 30°C, tranh dmva &nh sang
Han dung 36 thang Kké tie ngay san xuét. Khdng diing thudc qua théi han sir dung.
Tiéu chudn chétlwong cta thudc: TCCS.

Tén, djachi clacosdsan xuétthudc:

Cong ty CP Dwoc phém Agimexpharm

ﬁ 27 Nguyen Thai Hoc P. My Binh, TP..Long Xuyen An Giang
\ San xuét tai: Chi ghanh Cong ty CP Dwoc phdm Agimexpharm - Nha may san xuét Dwoc pham Agimexpharm
Puwirng Vi Trong Phung, Khdm Thanh An, P, M§ Théi, TP. Long Xuyén, An-Giang
ABIMEXPHARM Tel: 0296.3857300 Fax: 0296.3857301 o A1203011501




