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ANEPZIL

Thuédc nay chi ding theo don thubc
Bzc k§ hwéng din sir dung trwedee khi diing
Dé xa tim tay tré em
Thanh phén céng thirc che 1 vién nén bac phim:
Thanh phén hogt chét:
Méi vien ANEPZIL chira 5 mg Donepezil HCI.
Thanh phén ta dugc:
Lactose, Natri starch glycolat, Microcrystallin cellulose 112, Colloidal silicon dioxid, Magnesi stearat, Hydroxypropyl methylcellulose 608, Titan dioxid, Talc,
Polyetylen glycol 6000, Polysorbat 80.
Dang bao ché: Vi&nnén bao phim mau frdng, dwéng kinh 7 mm.
Chidjnh:
Bidu tri fridu chirng suy gidm tri nhé & mirc dd nhe hoac vira trang bénh Alzheimer.
Céch diing, libu ding:
Cach ding:
Théué:: duogc ubng nguyén vién, khéng nhai nat, udng thubc vao budi téi treac khi di ngu.
Lieudung:
NgLrri !crrﬁ Ligu theérng ding |a 5 mg, ubng lidu duy nhat 1 vién, Ligu c6 thé ting 1&n 10 mg/ngay sau 4 dén 6 tudn khi cn.
Sau 1 thang danh gia hiéu qua |1am sang.
MGt s6 lwu y dac bigtvé xir Iy thube trwdre va sau khi sirdung thude:
Khéng co yéu cau dac bigt vé x(r Iy thubc sau khi sirdung.
Chéng chi dinh:
Qua man véi donepezil, cac dén chat cla piperidin hodc bat ol thanh phéin nao trong cong thie.
Phu ni¥ co thai va cho con bi.
Tréem.
Canh bao va théan trong khi diing thuée:
Ngrévi cé hdi chirng nhip xoang bénh Iy, bénh Iy dan truyén trén that.
Bénh nhan cé tién ste loét dwéing tidu hoa hodic dang ding thudc khang viém khéng steroid (NSAID).
Banh nhan co tién st hen hodc bénh Iy phéi tic nghén,
Thudc nay chira lactose. B&nh nhan co vén @& di truyén hiém gap v& khong dung nap galactose, thidu enzym Lapp lactase hodc kém hép thu glucose-
galactose khang nén ding thube nay.
Sir dyung thudc cho phu niv ¢6 thai va cho con bii:
Khéng ding thuéc cho phuy ni c6 thai va cha con bu.
Anh hwrdng ciia thude 18n kha nang lai xe, van hanh may méc:
Khang lai xe, str dung may mac, hodc lam bat cir vigc gi doi hai sy tinh tao do thudc ndy co thé gay ra tinh frang choéng véng, nhirc déu, réi loan tam than (suy
nhirgre, aa giae, kichdong...).
Twong tac, tirong ky cha thude:
Twong tic cla thubc véi cac thube khac va cac loai twong tac khac:
Cétac dung cong lwe vivi cac thubc gay mé, succinylcholin, cac thube phong téa thén kinh co khac hodc cac thube chi van cholinergic.
Cacthubc itraconazal, erythromycin, fluoxetin co thé (rc ché sy chuyén hoa cla donepexzil.
Ketoconazol lam gia t&ng néng d6 donepezil trong méu,
Cacthudc rifampicin, phenytoin, carbamazepin va cn cé thé lam giam ndng 46 donepezil trong mau do lam téng chuyén hda donepexzil.
Twong ky cliathubce:
Do khong co cac nghién ciru vé tinh tong ky cia thuéc, khing trdn 13n thube nay vai cac thudc khac.
Tac dyng khéng mong mudn:
Céc phan (rng ¢4 hai dwrge phan nhom theo tAn sut: Rat thudng gap (ADR 2 1/10), thuéng gap (1/100 = ADR < 1/10), itgép (1/1.000 SADR < 1/100), hiém
g4p (1/10.000 ADR < 1/1.000), rAt hiém gap (ADR < 1/10.000); khéng thé uérc lvong tAn sust dwoc idtké "Churard tin su%t".
Thutmg gap
}"lélu chay, dau co, m&t moi, budn non, non, mét ngd, choéng véng, dau bung, khétiéu, nhic dau.
tgap:
Ngipptim cham hoac khéng déu, loét daday, xuét huyéttiéu hba, rél loan tam thén (suy nhuwoc, do giac, kich déng..).
Nglrng st dyng thudc va théng bao cho bac s§ nhirng tAc dyng khdng mong mudn gép phai khi sir dyng thude.
Qua ligu va cach xdrtri:
Qué liéu:
Viécdiing qua liéu donepezil o thé dira dén con tiét acetylcholin d&c trung bdvi budn ndn, 6 mira trdm trong, tiét nudc bot, 36 mé hai, cham nhip tim, huyétap
thap, giam hé hap, 85t quy va co giat. C6 kha nang lam ting nhugc corva cdthé dua dén tirvong néu cac co hé hép b anh huéng.
X bri:
Trong bét ky treeng hop diing qua lidu nao, nén dwa bénh nhan dén banh vién dé duge xir tri kip thai. Dung cac bign phap hé tro toan than, chit chéng tiét
chalin bac ba nhuw atropin c6 thé duge sir dung nhie mot thude gidi déc trong truéng hop qua liéu donepezil.
Chura biét dugc donepezil va/hodc cac san phdm chuyén hoa clia nd b thé dwgc thai trir bing thdm tach hay khang (thdm tach méu, tham phan phic
mac hoac logmau).
Pactinh dwgelye hoc:
Nhém dugrely: Hé than kinh: Thube Hirng Thén — Thube chibng mat tri nhér
MAATC: NOG6DAD2
Donepezil HCl & dén chét clia piperidin, cé tac dung (rc ché chon loc men chuyén acetylcholinesterase chi yéu la cholinesterase & néo. !
Donepezil HCl ¢é tac dung chon lpc cao trén hé than kinh trung weng, hoat dong bang cach khai phuc lai s cén béng cac chét tu nhién (ddn truyén than kinh)
trong néo. Do d6, donepezil HCI nén dwrgc ding dé diéu tri triéu chirng suy gidm tri nhé trong bénh Alzeimer.
Pactinh dwgec dong hoc:
Haép thu:
Donepezil HCIduwgc hdp thu tdtqua dwdng tidu héa, ndng o dinh trong huyét tirong dat téi da 3 - 4 gitr sau khi ubng.
Nira ditvi ban hity & giai dean cudi khoang 70 gior, nhu vay, vigc ding ligu duy nhat hang ngay nhidu sé dua dén sy tiép can dén dén trang thai can bang.
Khodng trang thai cn bing dat dwoc trong vong 3 tulin sau khi bat diu tri lidu.
Mot khi dat dugre trang thai can béng, néng dé donepezil trong huyét twong va hoattinh v& dugc e hoc lién guan cho théy o rét it bién @di trong tién trinh
trong nqéy. Thirc an khdng anh hwdng dén sy hap thu ciia donepezil HCI.
Phén bd:
Kho#éing 95% donepezil HCI gén véi protein huyét tiong ngudri. Sy phén bé donepezil & cac mé khac nhau chura duwge nghién cliu rd rang,
Chuyén héa vé théi trix.
Donepezil HCI durgc dao thai dwdi dang nguyén dang va chat chuyén hba trong nurdic tidu béi hé thdng P450 cytochrom thanh céc sén pham chuyén haa kep,
khang phai tAt c& cac chat chuyén hoa nay déu dugce xac dinh.
Quy cach dong goi: Hop 3 vix 10 vién.
Biéu kién bao quan, han diing, tiéu chuén chét lwong cta thude:
Diéu kién bdo quan: D& & nhiétdd dudi 30°C, tranh am va 4nh sang.
Han dﬁng cuia thudc: 36 thang ké tir ngay san xuét,
Tiéu chuan chit lwgng: TCCS.
Tén, dia chi ciia corsé& san xut thubc:

a Céang ty CP Dwoc phim Agimexpharm

27 Nguyén Thai Hoc, P. My Binh, TP, Long Xuyén, An Giang.
Cor 56 sén xuét: Chi nhanh Céng ty CP Duwgc pham Agimexpharm - Nha may san xuit Dwge phidm Agimexpharm
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AN EPZIL@) WHO-GMP

Precription drug
Read carefully the instructions before use
Keep out of reach of children

Formula for 1 film-coated tablet:
Aclive ingredient:
EachANEPZIL film-coated tablet contains 5 mg Donepezil HCI.
Excipients: Lactose, Sodium starch glycolate, Microcrystalline cellulose 112, Colloidal silicon dioxide, Magnesium stearate, Hydroxypmpyl methylcellulose
606, Titanium dioxide, Talc, Polyethylene glycol 6000, Palysarbate 80. |
Pharmaceutical dosage form: White film-coated tablet, diameter 7 mm.
Indications:
Anepzil is indicated for the symptomatic treatment of mild or moderate Alzheimer's dementia.
Administration and dosage:
Administration:
The tablet must be taken in the evening, just prior to retiring and swallowed whole, not be chewed.
Dosage:
Adults: The usual dose is 5 mg (once-a-day dosing). The dose can be increased to 10 mg/day afier 4 fo 6 weeks if neccesary.
After one month, clinical responses to treatment should be assessed.
Some special attention on the handling of the medicine before and after use: |
There are no special requirements for handling this medicine after use.
Contraindications:
Hypersensitivity to donepezil, piperidine derivatives, or any of the excipients in the formula,
Pregnant women or breast-feeding mothers.
Children.
Warnings and precautions for use:
Patients with sick sinus syndrone or other supraventricular cardiac conduction conditions.
Patients with a history of peptic ulcers or who are taking nonsterodial anti-inflammatory drugs (NSAIDs).
Patients with a history of asthma or obstructive pulmonary disease.
This medicine contains lactose. Patients with rare hereditary problems of galactose intolerance, the Lapp lactase deficiency or glucose«galactose
malabsorption should nottake this medicine. |
Pregnancy and lactation:
Anepzil should not be used during pregnancy and lactation.
Effects on ability to drive and operate machinery:
Do not drive, use machines, or do any activity that requires alertness because this drug may induce dizziness, headache, mental disorders (asthenia,
hallucination, agitation...).
Interactions, imcompatibilities of medicine:
Interaction with other medicinal preducts and other forms of interaction:
Donepezil has a synergistic effect with anesthetics, succinylchaline, other neuromuscular blocking agents or cholinergic agonists.
Itraconazole, erythromycin, fluoxetin can inhibit the metabolism of donepezil.
Ketoconazole increases the blood concentration of donepezil. 1
Rifampicin, phenytoin, carbamazepine, and alcohol may decrease donepezil blood levels by increasing the metabolism of donepezil.
Incompalities:
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 S ADR < 1/10), uncomman (1/1, D-Uﬂ <ADR < 1/100), rare
(1/10,000 =ADR < 1/1,000), very rare (ADR < 1/10,000); can not be estimated from the available data “Not known".
Common: Diarrhea, myalgia, fatigue, nausea, vomiting, insomnia, dizziness, abdominal pain, dyspepsia, headache.
Uncommaon: Arthythmia, bradycardia, gastric ulcers, gastrointestinal bleeding, psychosis (depression, hallucinations, agination, ...).
Discontinue taking Anepzil and inform your doctor about undesirable effects encountered when using this medication.
Overdose and management:
Overdase: Donepezil overdose can lead to cholinergic crisis characterized by nausea, severe vomiting, salivation, sweating, br&dy\mrdia hypotension,
respiratoty depression, collapse and convulsions. Increasing muscle weaknessisa posmblhty and may result in death if respiratory muscles are affected.
Management: As in any case of overdose, patients should be moved to hospital to be treated in time. Whole-body supportive measures should be performed;
tertiary anticholinergics such as atropine may be used as an antidote for donepezil overdose.
Itis not known whether donepezil and/or its metabolites can be removed by dialysis (hemoadialysis, peritoneal dialysis, or hemofiltration).
Pharmacodynamics:
Pharmacotherapeutic group: Nervous system: Psychoanaleptics -Anti-dementia drugs
ATC code: NOBDAD2
Donepezil hydrochloride is a piperidine derivative which is a specific inhibitor of acetylcholinesterase, the predominant cholinesterase in the brain.
Donepezil hydrochloride exerts highly selective effects on the central nervous system, works by restoring the balance of natural subtances
(neurotransmitters) in the brain. Therefore, donepezil is used to treat symptoms of dementia in people with Alzheimer's disease.
Pharmacokinetics:
Absaorption:
Donepezil hydrochloride is well absorbed from gastrointestinal tract, peak plasma concerntration is reached 3 to 4 hours after oral administration.
The terminal elimination half-life is approximataly 70 hours; therefore, administration of multiple single-daily doses results in a gradual approach to
steady state.
Approximate steady-state is achieved within 3 weeks after the treatment is started.
Once steady state is achived, plasma donepezil concerntrations and related pharmacodynamic activity show little variability over the course of the day. Food
does not affect the absorption of donepezil hydrochloride.
Distribution:
Donepezil hydrochloride is approximately 85% bound to human plasma proteins. The donepezil distribution in various body tissues has not been studied
apparently.
Metabolism and excretion:
Donepezil hydrochloride is both excerted in the urine intact and metabolised by the cytochrome P, system fo multiple metabolites, not ail of which have been
identified.
Packing: 3-blister box x 10 film-coated tablets.
Storage, shelf life, quality specification of the medicine:
Storage: Protect from humidity and light, below 30°C.
Shelf life: 36 months from the manufacture date.
Quality specification: In house. {

Name, address of manufacturer:

27 Nguyen Thai Hoc Street, My Binh Ward, Long Xuyen City, An Giang Province, Vietnam
Manufacturer: Branch of Agimexpharm Pharmaceutical JSC, - Agimexpharm Pharmaceutical Factory
Vu Trong Phung Street, Thanh An Hamlet, My Thoi Ward, Long Xuyen City, An Giang Province, Vietnam
ABGIMEXPHARM Toiophone: +84 206 3857300 Fax: +84 295 3857301 . A1202053901

g Agimexpharm Pharmaceutical Joint Stock Company




