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PRESCRIFTION ONLY 28.5 ¢rin.
R :
o
=
MEMXA" )
ANTI-DEMENTIA
KEEP QUT OF REACH OF CHILDREN, READ THE PACKAGE INSERT CARFFULLY BEFORF USE,
THIS DRUG IS ONEY HSED IN ACCORDANCE WITH PRESCRIPTION.

<> COMPOSITION:
Each film coated rablet contams
Dirug substance:
Memantine hydrochloride 10 mg eq. to Memantine .31 mg
lxgipients; Silicified microcrystalline cellulose (prosolv smee $0), mannitol, croscamellose sodium, edetate disodm, sodium
metabisulfite, e, magnesium stearate, hyvpromellose (methocel el15 v premium/ hpme 2910), titanium dioxide, polyethylene
elyeal (peg 400), burylated hydroxytoluens, isopropy] aleohol, methvlene chlonde, purified water

4 PHARMACEUTICAL FORM:
Film coated tablel. White, centrally tapered oblong, biconvex, film ceated tablet with engraved MMT on cne side and scored
on the other

£ PHARMACOLOGY:
Pharmacodynamics
ATC pode: NODXO1 (Memantine)
There is increasing evidence that malfunctioning of glutamatergic nevrotranamission, in parnicular at NMDA-receptors,
contributes to both expression of symptoms and disease progression in neurodegensrative dementia
Memantine 15 a vollage-dependent, moderate-afTinity uncompetitive NMDA-receptor antagonist It modulates the effects of
pathologically elevated ronic levels of glutamare that may l=ad to neuronal dysfunction.
Pharmacokinetics

Memantine has an absolute bicavailability of approximately 100%. t,,, is between 3 and 8 hours. There is no indication that
feod influences the absorption of meinanting

Distritwition

Daily deses of 20 mg lead to steady-stare plasma conzentrations of memantine ranging from 70-130 ng/mL (0.5-1 pmol)
with large interindividual variations. When daily doses of 5-30 mag were admini d, 8 mean cerebrospina! Auid (C8F)serum
ratier of 0,52 was caleulated. The volume of distribution is around 10 Likg About 45% of memantine is bound to plasma-proteins.
Biotrinsfarmation

In man, about 80% of the crreulating memantine-relntad material is prasant as the parent compound. Mam human metabolites
are N-3,5-dimethyl-gludantan, the isomeric mixture of 4-and 6-hydroxy-memantine, and 1-nitroso-3,5-dimethyl-adamentane
None of these metabolites exhibit NMDA-antagonistic activity. No eytochrome P 4350 catalyzed mezabolism has been detected
i vt

Elimination

Memantine is eliminated in a moneexponential manner with & terminal t, of 60-100 hours. In volunteers with normal kidney
funetion, total clegrance (Cliy) amounts to 170 mL/mind| .75 m* and part of total renal clearance is achieved by tubular secretion.
Reral handling also mvolves tubular reabsemption, probably mediated by cation transport proteins. The renal elimination rate

of memantine under alkaline urine condirions may be raduced by 2 factor of 7-9. Alkalizntion of urine may result from drastic E !
changes in diet, e.g. from a camivere to a vegetarian diet, or from the massive ingestion of alkalizing gastric buffers =
ot £ "%
Studies in voluntees hinve demonstrated Linear pharmacokinzties in the dose range of 1040 mg. B %
Pharmacok inetie/pharmacodynamic relationship o E
| Ata dose of memantine of 20 mg per day the CSF levels march the k-vaiue (k, = mhibition canstant] of memantine, which Tl é—_:
15 0.5 umol in human frontal cortex il 5i
il
<> INDICATION: i S
MEMXA 10 is indicated for the treatment of adult paticnts with mederate to severe alzheimer's disease o § ;E H
AtE
'¢ DOSAGE AND DIRECTIONS FOR USE: i '35
Oral B
Treatmen: should be initizted and supervised by a physician experienced in the diagnosis and treatment of Alzheimer's dementia St E
Thernpy should only be started 1f a caregiver 1s available whe will regularly momtor the intake of the medicinal product by gl .8—_0
the patient. Dingnosis should be made according to current guidelings. The tolerance and dosing of memantine should be al
) . g . o =
reassessed on a regular basis, prefierably within three months after start of treatment. Thereafter, the clinical benefit of o
memantine and the patient's tolerance of treatment should be reassessed on a regular basis according to current clinical =l
gindelines Muwntenance treatment can be conlmued for as long as a therapeutic benefit is favorable and the patient tolerates g
treatment with memanting Discontinuation of memantine should be considered when evidence of a therapeutic effect 15 no =4 |
longer present or if the patient does not tolerate treatment
Adults g
=
Dose nuanen .z_!.

The recommended starting dose is 3 me per day which 15 stepwise increased over the first 4 weeks of treatment reaching the
recommended marmtenance dose as follows:

Week | (day 1-7) The patient should take half a 10 mg film coated tablet (5 mg) per day for 7 days.

Week 2 (day B-14) The patient should take one 10 mg film coated tablet (10 mg) per day for 7 days

Waeelk 3 (day 1321} The patient should take one and ¢ half 10 mg film cozted tablel (13 mg) per day for 7 days.

Week d (day 22-28): The patient should take two 10 mg film ceated tablers (20 mg) per day for 7 days [ F
The maximum daily dose is 20 mg per day. " i E
" - 2

The recommended maimrenance dose is 20 mg per day g B
Elderly E g E
On the basis of the climeal studies, the recommended dose for patients over the age of 63 vears 15 20 mg per day (two 10 mg £
tablets onee o day ) as described above. 'E,{ :
Pexdiatric papulation s 4

| Memantine is not recommended for use in children below 18 years due to a lack of data on sefety and efficacy
Renal impairment

In patients with mildly impaired renal function (creatinine clearance 30-80 mL/min) no dose adiustment s required. In patients
with moderate renal impmirment (ereanmne clearance 30-49 mLAmn) dmly dose should be 10 mg per day. If tolerated well
after at least 7 days of treatment, the dose could be increased up to 20 mg/day accarding 1o standard titration scheme
In patients with severe renal impairment {creatimne clearance 5-29 mL/min) daily dose should be 10 mg per day,
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’7 Heparic impairnent 28.5¢m
In patients with mild or moderate kepatic impaired function (Child-Pugh A and Child-Pugh B) no dose adjustment is needed. e
Mo data on the use of memantine in patients with severe hepatic impaimment are available. Administration of memantine 15 E
not recommended 10 patients with severe hepatic impaimment. ;
Pediatric papulation =1
No data 15 availabie
Method of admun:stration
Memantine tablets should be admiumistered orally once a day and should be taken at the same tme every day The film coated
ablets can be taken with or wathout food.
> WARNING AND PRECAUTION:
Caution 13 recommended in patients with epilepsy, fonmer listory of convulsions or patients with predisposing factors for epilepsy.
Concomitant use of N-methyl-D-asportate (NMDA)-antag such as dine, ketamine or dextrometharphin should
be avoided These compounds act at the same receptor system as memantine, and therefore adverse reactions (mainly central
nervous system (CNS J-related) may be more frequent or niore pronounced, Some factors that may raise urine pH may
necessitate careful monmtoring of the patient. These factors incluce drasie changes in diel, e.g from a camivore (o a vegetanan
diet, or a massive ingesuon of alkalizing gastric buffers Also, unne pH may be elavated by states of renal tbulary
acidosis (RTA) or severe infecrions of the urinary tract with Pmiens bactens
< PREGNANCY AND LACTATION:
Pregnuncy
There are no or limited amount of data from the use of memantine in pregnant women.
Anmal studies indicate a potential for reducing intrauterine growth at exposure levels, which are idennical or slightly higher
than at human exposure. The potential risk for humans 15 unknown Memantine should not be used dunng pregnancy unless
clearly necessary. |
Breastfeeding |
It is not known whether memantine is excreted in human breast milk but, taking into considerasion the lipophilicity of the
substance, this probably occurs. Women taking memantine should not breastfeed.
Fertility
It is not known whether memantme has an effect on lertility as there 13 no data
| 4 SIDE EFFECT:
Tabul i
Adverse resctions are runked according o system organ class, using the following convention. very commaon (21/10), common
(21100 to < |/10), uncommon (= 1/1,000 to < 1/100), rare (z1/10,000 to < 1/1,000), very rare (< 1/10,000), not known
(eannot be estimated from the available dat) Within each frequency grouping, undesirable effects are presented in order
of decreasing seriousness.
System Organ Class Frequency Adverse Reacrion
Infections and infestations Uncommon Fungal infections
Immune system disorders Common Drug hypersensitivity
Psychuatric disorders Common Sommolence |
Uncomimon Confusion
Uncommeon Hallucinations'
Not known Psychotic reactions” [
Nervous system disorders Commaon Dizziness .
Commeon Balance disorders A E
Uncommon Gait abnormal B
Very rare Seizures % g |
Cardiac disorders Uncommon Cardiac nlure 2 g
Vascular disorders Commaen Hypertensian 3 g
Uneommon Venous thrombosis/thramboembolism o E : g
Respiratory, thoracic and mediastinal Comiuen Dyspnea T, ik 3
disorders = BT
. » 21w ]
Gastrointestinal disorders Commaon Constipation § g H [
Uncommon Vamiting - -3:3 ;
Not known Pancreatitis’ : E —f. |
Hepatobihary disorders Commaon Elevated liver funcion rest % .E
Not known Hepatitis E .—gl:
ry v g v "
General disorders and admimsianon sile | Common Headache \ g !
conditions Unconimon Fatigue al S !
3 H
! Hallucimtians have mitiinly been ohserved i1 paticnts with severe Alehe imer's discase E E
* Isalited cases reparied in posi-w keting sxpericnce 3 5 b
Alzhzimer's disease has bean associsted with depression, suieidnl idaation and suicide In post-marketing experience these 3 % g i i
resctions have been reported n patients treated with memantine tablets. * ;f =1 .f-'_g.:
Inform your doctor or pharmacist of adverse reaction occrirred dirtng e, il 7 2 — [
= H E
< EFFECT ON ABILITY TO DRIVE AND USE MACHINES: §§ |
Moderate to severe alzheimer’s disease usually causes impairment of driving performance and compromises the ability 1o Eé j
use machinery Funthermore, memantine has minor or moderate influence on the ability to drive and use machines such that K
outpatients should be warned to take special care. é
1
< CONTRAINDICATION: : ol
Hypersensitivity 1o the active substance or to any of the excipients 3 % & £
o 3
Al s loe
< DRUG INTERACTION: =[3¢

Due 10 the pharmacological effects and the mechanism of action of memanting the following interactions may occur. i)

* The mode of action suggests that the effects of L-dopa, dopam inergic agonists, and anticholinergics may be enhanced by \
concomant treatment with NMDA-antagonists such as memantine. The effects of barbiturates and neuroleptics may be
reduced Concomitant admimstration of memantme with the antispasmodic agents, dantrolene or haclofen, ean modify
their effects and o dose adjustment may be necessary

« C ant use of tine and tadine should be avorded, owing to the risk of pharmacotexic psychosis.
Both compounds are chemically related NMDA-antagonists. The same may be true for ketamine and dextromethorphan
There is one pubhshed case repont on a possible nisk also for the combination of memanting and phenyvioin

v
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» Other active substances such as cimetidine, ranitidine, procainamide, quinidine, quining and nicotine that use the same renal
cationic wansport system as amantadine may also possibly interact with memanting leading to a potential risk of increased
plasma levels

+ Thers may be a possibility of reduced serum leve! of hydrochlarothiazide (HOT) when memanting is co-administered with
HCT or any combination with HCT.

+ Memantine did not inhibit CYP 1 A2, 2A6, 209, 2D6, 2E1, 34, flavin containing monooxygenase, epoxide hydrolase or
sulphation 17 vitro,

E
O
(=]
&

<» DRUG COMPATIBILITY:
Not applicable.

< OVERDOSE AND TREATMENT:
Symproms
Relative large overdoses (200 mg and 105 mg/day for 3 days, respectively) have been associated with either only symptoms
of tiredness, weakness and/or diarrhea or no symptoms. In the overdose cases below 140 mg or unknown dose the patients
revealed symptoms from central nervous system (confusion, drowsimess, somnelence, vertigoe, sgitation, aygression, hallucination,
and gait disturbance) and/or of gastrointesting! origin (vomiring and dinrrhea)
In the mast extreme case of overdose, the patient survived the oral intake of a total of 2,000 mg memantine with effects on
the central nervous system (coma for | U days, and {ater diplopia and agitation), The patient received symplomatic treatment
and plasmapheresis. The patrent recovered withoul permanent sequelse
In another casc of a laroe cverdese, the patient also arvived and recoverad Tha panent had received 400 mg memuntine arully.
The patient experienced central nervous system symptoms such as restlessness, psychosis, visual hallucinations, procenvulsiveness,
somnolence, siupor, and unconscousness.
Treatment
In the event of overdnse, treatment should be sympiomane. No speeific antidote for intoxication or overdose is avaiiable
Standard clinical procedurcs to remove active substance material, e g gaseric lavage, carbo medicinalis (imerrupuion of
potentizl entero-hepatic recirculation), acidification of uring, foreed diurests should be used as appropniare
In case ol signs and symproms of general central nervous system (CN5) overstimulation, careful symptomatic clinical
trearment should be considered

<> SHELF LIFE:
Twao (2) years [rom the date of manufacture
DO NOT USE THIS MEDICINE AFTER EXPIRATION DATE!

4 STORAGE:
Store in a wel-closed container and temperaturs not more than 30°C_

< SUPPLY:
Blister 3x10°s

£ SPECIFICATION:
usp

STRICTLY FOLLOW THE DOCTOR'S PRESCRIPTION!
FOR FURTHER INFORMATION, PLEASE ASK YOU DOCTOR OR PHARMACIST!

Manufactured by
UNISON LABORATORIES CO., LTD.
39 Moc 4, Kleng Udemehaliom, Muang Chachoengsag,
Chachoengsao 24000 Tha:lnnd
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THUOC BAN THEO BON 28.5 cm,

20,0 ¢,

THUOC CHONG SA SUT TRI TUE

DE XA TAM TAY TRE EM. BOC KY HUONG DAN S17DUNG TRITOC KHI DUNG.
THUOC NAY CH DUING THEO DON THUOC.

<> THANH PHAN:
M1 vién nen bao phim chirn
Thimh phire hoat chit
Memantin hydroclorid 10 mg twong dwong vii Memantin 8,31 mg
Thanh phan i ceepe: Silicified microcrystalline cellulose (presolv smee 90), manmitol. croscarmellose natn, edetat
dinatri, natr metabisulfit, tale, magnes: stearat, hypromelloze (methocel 15 Iv premmumn’ hpme 2910}, titan dioxit,
polyethylen glycol (peg 400), butylated hydroxytaluen, isopropy| alcohol, methylen clond, nuée tnh khiée

<» DANG BAO CHE: ) .
Vign nén bao phini. Vién nén bao phim mau trang. hai mat 161, thudn & gitra véi mat mat khac MMT va <o ranh & mat kia,

<» DUGC LY HOC:
Drgre lwe hpe
MéaATC ; NoeDX01 t“emnnhn]
€6 nligu bing chung cho thiy sw roi loan cua dan !ruyen than kinh glutamatergic, dac biét la o cac I.hu the NMDA. gop
phin vito su xuit hién Ui cie rgu ;hlmg Vit tién trién bénh trong chimg sa sat i we do thodi hoa thin kinh
Memantin [4 mét chit dén Lhnug thu Ille NMDA ]Jlﬂng eanh trank, ¢6 di lue !rung hinh, phu thude ehénh léch dién the
Né diéu chinh dnh hudng cln vide 1ang néng dé qua mire eia ghiamat, diduy nay cb thé din dén 8i loan chire nfing thin kinh
Dargre ding hoc
HE:IJ Ly
Memantin co sinh kha dung tuyét déi xip xi 100%. t.,, w3 dén 8 gio. Khong eo ddu higu cho thily thire an co anh liong
dén sy hdp thit clia memantin,
Phiin b
Dung liéu hang ngay 20 mg, néng 46 memantin trong huyét twong & trang thii dn dinh, dao déng tir 70150 ng/mlL
{12,5-1 pmol) vor sy thay d61 lon gifia cic ca the, Khi dimg liew hang ngay 5-30 mg, tv 1& trung binh ¢ta dich nio tuy
(I{"";Fyhu}nl thanh 14 0,52 Thé tich phin b khodang 10 L/kg. Khoang 45% memantin lién ket véi protem |lll)-’!l tramg
Bien déi sinh hoe
O nam gidi, khoang 80% cdc chit lién quan dén memantin thn 1ai & dang hop chit goc Cac chit chuyén héa chinh & ngubi
la N-3 5-dm mllwl-gludan tan, han hop dong phitn cua 4-vi o-hydroxy-memantin vi |=nitroso-3, S-dimethyl-adamantan
khnng ca chil chuyén hoa ndo co hoat tinh d01 khing NMDA. Khang 6 chuyén hoa xic tde cytochrom P 450 d3 duoe tim
thiy trong nghién ciu in viem

Memantin duoe thai trir theo cach thic 56 md mot bién véi to, cudi la 60-100 giv. O whimg nguat tinh nguyén co chire
niing thin binh thuong, tar.g_ 45 thanh thar (Cl,) Fen 1@ 170 mL/phat 1,73 m° vi mat phan cus ting thanh thi tian dat
Augre bing each bai tiéro & dng than

Xir Iy qua thdn cling bao gbm su thi hilp thu & Sng thin, co thé - qua trung, gian bov che protein vin chuyén eation. Ty 1§ thai trir
qua than cua memantin trong tinh trang nirde ti2u kiém co the giam theo hl: 56 7-9.

Kiém hea nude tiew co Lhe do nhimg thay 461 manh mé trong che 66 i udng, vi dw 1l chuyen we ché 4o an thi sang che
dé din chay, hodc ding mat lueng lon chit dém kiém hoa da day.

Tinh tuvén tinh

Cag nghién ci trén cde tinh nguyén vién di chitng minh duoc d6ng hoc tuy én tinh trong khedng lidu 10-40 mg,

Moi guan hé duoe lue hoc/duge ding
Vo lidu memantin 20 mg moi ngdy, nong dD CSF khop voi gia trj k, (hing 56 dre ché) clu memantin 14 0,5 gmol & vé ndo
mrde clin ngwin

CMCLRRAALLL D
B _

1

{» CHI DINH: ) )
MEMXA 10 duge chi dinh dieu tr o ngudi l6m méde benh alzheimer & muc 46 trung binh dén mue 40 ning

4> LIEU LUGNG VA CACH DUNG: -
Dung duong Long h =
Biéw iy nén duoe bit dau va duoe wram sat boy it bae s7ed kinh nglugn trong chan doan va digu 1 bgnh sa st b e Alzhenmen g

1

Laiéu hrom,

Chi nén bat diu didu trj néu e ngirdi chilm sée; ngurdi 58 thubmg xuyén theo ddi vide sit dung thide elia bénh nhin

Chan doan nén duge thye Iu¢n theo cic huomg din hign hanh. Sy dung nap vi 1l-u liromg ¢ta memantin nén duge dinh
gia lat mot cach thuong xuyén, ot nhat 13 trong vong ba thang sau khi bét dau didu tri. Sau 46, hidu qua lam sang cua
memanun va kha niing d-.mg nap thude diéu in cua hgnh nhin nén dugc danh gia lan mt cach thuomg xuyeén theo cdac h;mng
dfin lam sang hign hanh Biéu 19 duy tri co thé dwee tiép te midn la higu qua ﬁléu trj 1 rid réing va bénh nhﬁn dung nap vai didu
17} bing memantin. Nén ngimg sir dung memantin khi khéng eon bing ehime vé 1ac dung didu 11 hode néu bénh nhiin khbng
dung nap didu tri

Ny lemn

Chudin dd liéu lugmg

Licu khéi diu dirge khuyén cio 18 5 mg mdi ngdy, thng dén trong 4 tudn ddu didu tri dat dén lidu duy tri duge khuyén cio
nhur sau ) _

| Tuin | (ngay 1-7), Beénh nhan nén uél_u; nua vien thuge bao pham 10 mg (5 rnal-mﬁl ngay trong T ngay

| Tuin 2 (ngay 8-14) Bénh nhin nén uong miit vién thude bao phim 10 mg (10 mg) mdi nmly trong 7 ngiy

| Tuan 3 (ngay IS 21) Bénh nhdn nén uonq mat vién rudi thude bao phim 10 mg (15 mq] mé1 ngdy trong 7 nEay

Tuan 4 (ngay 22-28) Bénh nhan ﬂel\ wong hai vién thuoe bao phim 10 mg (20 mg) méi ngay trong 7 ngay

I..leu 11 dn !mru, ngity la 20 mg mdi ngay,

RA:
ety

l

Ligu duy trl duge khuyén ca 14 20 mg mai nghy
Nguwdi cao i
Tién co o cac nghién ciru lam sang, liéu khuyén cao cho bénh nhén 1rén 65 wii ke 20 myg mér ngay (har vién 10 mg mot lan
mdi ngay) nhu mé ta a trén
Bénf ahin nhi
Memantin khéng duoe khuyén cao s dung ehe tré em duoi 18 1bi do thidu dit ligu vE tinh an 10dn v hidu qua
Bénk nhdn suy thin
3 cac bénh nlin suy thin nhe (36 thanh this creatinin 50-80 mL/phit) khong cbn diéu chinh h éu O cac bénh nhin suy thén
trustg hinh (46 thanh thil creatinin 30-49 mL/ phit) nén ding lidu hing ngiy |8 10 mg mdi ngiy. Néu dung nap tét sau it nhit 7 ngay
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dicu by, oo theé tang lieu ter 20 mg/ ngay theo che Lll.l chuan lieu. O cic bénh nhin suy than ning (40 thanh tha creatmn 28.5cm.
5-20 mL/phit) nén ding liéu king ngay 14 10 mg md: ngdy
Bénh nhin suy gan

C‘l_ cac bénh nhin suy gan nhe hoac trung binh {Child-Pugk A va Child-Pugh B) khang can difu chinh lieu. Khéng ¢é dir ligy |
vé vie sir dung memantin & cac bénh nhin suy gan ning. Khong khuyén cao ding memantin @ bénh nhan suy gan ning.
Bl twgng bgnh nhiin whi

Khing cd dit liéu sin ob

Cach ding

Vién nén memantin nén dugc ding mét 1in mét ngay va nén ubng vao cung mét thed digm trong ngay. Thude co thé ding
cong hode khong cung ven thire dn

00cm.

<> CANH BAO VA THAN TRONG:

Cin thin trong & nhimg bénh nhan bi ding kinh, tien s o gift hoje bénh nhin 6 véu 14 npuy co mie bénh ding kinh
Nén tranh sir dung déng thini vii cac chit ddi khing N-mcth!hn-upumte [(NMDA ) nhy amantadin, ketamin hoge
da:ﬂ.lun;clhorpi!m Cac Ilu‘p chat niy tée dong lén cing mdt hé théng thy the nhu memantin, do 86 cde tac dyng khong mong
muén (chi yéu lién quan dén hé 'hén k:nh trung wong (CNS)) ¢o the xdy ra thubmg xuyén hon kofie rd rét hon

\{61 38 véu th oo thé lam ting ph‘ nuse tiéu ed thé ehn theo ddi efin thin & binh nhin Nhirng yéu 18 nay bao sém nhimp thay
d5i manh mé trong ché dé in uong, vi du; t ché d& n thit chuyén sang ché d& in chay, hode ding mét lworg |én chit dém kim
hoa da diy. Ngodl ra, pH nude 118y co the tang Ién do tinh trang nhiém toan & dng thin (RTA) hode nhifm tring ning diémg
et méu vin vi khudn Srofews,

4 PHI NU'MANG THAI VA CHO CON BT
Phia i pmang thai

Khong co hodc co di ligu han che ve vige sur dung | rnnrm'mtlrl & phu nir mang thai.
f'm: nghizn cuu iren dong vat cho thay nguy co hem an lam gum sy phat ten trong (u cung ki n pho nhifm, diéu nay
widng nhir hode eao hem mit chit so vén khi phei nhigm & n_u,nm Nh_‘rng ngay eo tiém dn cho cen ngué 14 chua bié Khing
nén sir dyng memantin trong khi mang thai trir khi tht si cdn thids
Pl niv che con bii
Chura biét memantin ¢o duge b tiél qua stz me hay khong, nhung xét den tinh chat than liprd coa chiat nay, digu nay co the
xdy ra. Phu nit ding memantin khing nén cho can bi
Khi ndng simh sdn
Chira biét memantin co anh hiromg dén kha niing sinh san hay khing vi khéng ed dir lidu
4> TAC DUNG KHONG MONG MUON:
Bing danh sach chc tae dung khdng meng mudn
Cac tac dyng khong mong mubn duge sfip x0p thea nhém cor quan hé thing véi auy ke sanl’ ALt I-umng alip (21/10), thuémg
gap (217100 dén < 1/10), it gap (= 171000 dcn < 1/100), higm gip c>|rmacru dén < 1/1000), rit hidm pip (= 1/10000), chua
duye biél deén (khdng the woe tinh tu dir ligu san o). Trong mdi nhom 1an 56, céc tac dung khéng mong mudn dugc trinh bay
theo thir tu gram dan muc 40 nghém trong.
Nhdm co quan hi thang Tiin suit Tiic dung khing mong mudn
Nhigm khudn va nhigm ky sinh tring Tt gip Nhigm nam
Rdi loan hé mién dich Thuimg gip Qua man voi thude
Réi loan tam than Thuémg gip Meu lome
Itgip Nham lan
1t gip Ao gide' A 7
Chra duoc bietden | Phan img tin thin® gl ‘
Réi logn hé thin kinh Thudng gip Chong mit é | |
| Theréing gifip Rt loan cin biing 5'; | g
T #
| Tt gip Déng di bat thuimg 2 g }
| Rat hiem piip Bang kinh 7| 3
| Rat loan tim It gip Suy tum 13 t E E"
Roi loan mach Thurbmy aip Tang huyet ap | E - =
It pap Huyet khdi tinh smgch/liuy &t khai nghén mach | g _‘-.;E 1
Ri loan hé hap, ng npare vi trung thar Thirdmpg gap Kha tha S E
R&i loan tiéu hoa Thuing gdp Tao bon s HER
it gép Nén = E —
Chura duoe biel dén | Vidm tuy? ; 5 <
Rai loan gan mit Thuimg gip Xét nghigm chirc nang gan tang cao % ._5.
Chia diroe bict dén | Vidm gan g
Roi loan chung va tinh trang tai vj Thuimg gip Bau diu =
dimg thude 1 gip Mt moi | .:
@
0~
" Ao gific chu véu diroe quan sdt thity o nhitg bénh nlifn mis bénh Aldheimer nfng ol =
¥ Cie trnimg o Aéng biét dirac bdo cio san ki i ik
Bénh alzhenmer co lién quan dén tram cam, ¥ dinh te 1 va te . Theo bao cio sau khi luw hanb, cac phin ung nay 38 duge
ghi nhdn & nlimy bénk nhin dirge digu 1 bing vién nén memantin
Thing heda cho hde &9 hode diepe 57 nhitng e dung Ehédng mong mudn gdp phai trong gud ivinh sie dung thude
< ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VJ!IN HANH MAY MOC:
Bénh alzhermer mure &0 trung binh dén niing thuong gdy suy guam kha ning la xe va anh huong dén kha nény vian hanh may moe.
Hom nita, memantin ¢b dnh hudmg nha hode vim phin dén kha niing lai xe va viin hanh may mae, do viy cin phai chu ¥ die
liét vin bénh nhdn ngoai tri
4» CHONG CHI DINH:

Man eam véi hoat chit hofic bit ki ta dwoc nao eda thude

& TUGNG TAC THUOC:

Do tac uunu, duoe Iy vi co che hoat dong cua memantii, cie Wwong e sau day co the xay

« Car ché tie dunb cho thiy tae dung cua L-dopa, elvit ehu vin dopaminergie va thude chong chelinergic co thé d-w:. ting
curmy khi didu 1r) déang thén vii thudo déi khing NMDA nhir memantin. Tic dung ciis barbiturat vii thude an thiin cé
thé giam Sir duqbdong thai memantin véi cac thude chéng co thit, dantralen hoBic baclofen, cé thé thay 48 tac dung
cua chiing v co the can phai didu chinh lien

« Neén tranh sir dung ddng thn memantin va amantading, do nguy co réi loan @m than dée hoe duoe Iy, Ca ha hop chat 1a
chét dbi khing NMDA hién quan dén hoa hoe Didu twong ty ellng e thé diing vé&i ketamin va dextromethorphan. C& mit
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héie edo truéng hop dirge edng bd vé nguy co ob the xdy m dbi véi sir két hop eile memantin va phenytoin

» Cac heat chat kkie nhu cimetiding, I'!-'!llldlrl. procainamid, quinidin, qumm VA Nicotin s ddnu cung mét he Ihung viin chuven
cation ¢ than rha amantadin curg ca the tuong tc vo memantin dan den nguy co tang nong 49 trong huyel (wong

+ Co the o kha nang lim giam ndng do hydrochlorothiuzid (HCT) trong huyel thanh khi memantin duge dirg eung voi HCT
hogc bit ki sir két hop nio vii HCT.

« Memantin khéng e ché CVP 1A2, 246, 202, 2D6, 2E1, 34, flavin cé chita monooxygenase, epoxide hydrolage hode
sulphation fm wino,

<r TUONG KY CUA THUOC:
Khdng ap dung

< QUA LIEU VA XU TRi:
Trigu dui'ng
Qud Iim nremg 461 Iim (fremg img 200 ma vi 105 ma/ngiy trong 3 neiy) ob lidn quan At hofic chi 14 cdc miéu ching mét
mai, véu vashodc tida chiy hodic khéng cé midu chimg, Trong cic tr\"cmg, hop qua lizu duéi 140 mg hodc khang ré licu,
bénh nhin che thiy cac triéu chimg trén hé than kinh trung wong (sham 1an, buon ng, nga lo ma, chang mat, kich déng,
gy b, do wiac v 161 loan dang 1) virhodie lrigu chung trén dumlk, 1€ how (non va biéu chay)
Trong trremg hop qui liéu nhin, bénk nhin 81 song sot sau khi uing tdng edng 2000 mg memantin véi cde the ddng lén hé
thin kirh trung weng (hén mé trong 10 ngiy, sau do 1 nhin dai va q’lch déng) Bénh nhin dirge didu tr) tridu chimg va lpe
huyés tweong, B-erlh nhdn da héi phue mé khéng dé |Et di chimg \.Tnh vién.
Trong md truang hop qua lida 1én, bénh nhan cing séng sot va hoi phu.c Bénh nhin da udng 400 mg memantin, Bénh nhan
xuat huén cac tnev chimng trén he thén kink trung vong nhu bdn chan, réi loan tim thén, do giac thi wae, co the xuat hién con
dong kinh, ngi lo mo, choang vang va bét tinh.
N eri
Trong traémg hop qué licu, cin didu trf triéu ..hlmg Khéng cd sin thube widi die die hidu cha nhifm dol:: hofe qua lidy
Cac quy trinh Jam sang chuén d¢ loai bo hoat chat, vi dw rira da day, than hoat tinh (gian doan tai tuén hoan rudt-gan),
axit hoa nuoc t|=u, gt ligu cudng bire phat sir dung khi thich hep,
Trong trudmg hop co dau hidu va rigy chimg cda b thin kinh trung wong (CNS) by kich thich qué miro, edn xem xét diéu i
tridu chirmg Jam séng edn than.

< HAN DUNG
2 nfim ke ur ngay sdn xudt
KHONG SU DUNG THUOC KHI HET HAN DUNG!

< BAD QUAN:
Bae quan trong bao bi kin va & nhidt dé khéng qua 30°C.

4 QUY CACH PONG GOT:
Hép 3 vi x 10 vién nén

< TIEU CHUAN CHAT LUQNG:
USP

TUYET DOI TUAN THU THED Sp'l(l: DON CUA BAC sy
NEU CAN THEM THONG TIN, XIN HAY THAM VAN ¥ KIEN CUA BAC SV HOAC DUQC §V!
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