wwog

W=130 mm, H=240 mm (8X30mm)

8 mm
@’ = e @
Ameloss M =. « «
Donepezil Hydrochloride & Memantine Hydrochloride —— (BIAC e JRGFRIZT GIR (AL JGFHZS
Presentation B TG
Ameloss®M XR 10/7: Each extended-release capsule contains Donepezil Hydrochloride USP 10 mg and Memantine @fe™T® @ GFAR So/a: el qIBrET fKferer FoRE TR (TS ZIIEIFRIRT T8 do fral w3 GEEDT TRWGIFHITE
Hydrochloride USP 7 mg BT« q fi. a1
Ameloss®M XR 10/14: Each extended-release capsule contains Donepezil Hydrochloride USP 10 mg and Memantine afte™T® @ QIR So/s8: @fell WHBTEE e o WA @IAefE FRGIFRIZT T8AAA Yo Al @ EEFDT TREIFHIZE
Hydrochloride USP 14 mg ST 38 X, alf, |
Ameloss®M XR 10/28: Each extended-release capsule contains Donepezil Hydrochloride USP 10 mg and Memantine fET® 9 GO So/b: &6l YT fiffTer WEPTE TR (I TGE@ERT T8 so el @R @AY JBGFHES
Hydrochloride USP 28 mg BT b X, all, |
Description — Rt
Dﬁp;{)ezilfi?]d Memantine r;yldrr?clhloritde extendetcii;relr:ea[jse (;:p;;les Ttre ad combinatgion containlsI dorlgpez’\i‘IMg Areversil;le — (OITARET €< G TRGTSHIZS CHBes-RiETe WAes N0 S0AE, (ST, A ZRGISHIES 79 e B Rrs e
inhibitor of the enzyme acetylcholinesterase, as the hydrochloride salt and memantine, an orally active receptor ——— T 47 47 S T R T A € R, SAs GRS A A @ (RS e T free
antagonist, as the hydrochloride salt. —C R R T |
Indicatior;s and Usage: . " . T
Indicated for the treatment derate d tia of the Alzheimer’s type in patients stabilized on 10 d il ]§j}r: & 5 3 & —
ndicated for the treatment of moderate to severe dementia of the Alzheimer's type in patients stabilized on 10 mg of donepezi @ o @ o fi a . ¥ M . B N -
hydrochloride once daily. e e A | (et R 7 ‘
B ii‘i < i i % \©
Dosage and Administration: S
For patients stabilized on Donepezil hydrochloride (10 mg) only: The recommended starting dose of donepezil and memantine CRAIRH
hydrochlorides extended-release capsules is 10 mg/7 mg, taken once daily in the evening. For the recommended maintenance S (ST QZGFIAZE (S0 f3. &) A AN Tz (GTAATT @R T RCGSHRE GHBTTe- e wiAepeera erwifre
dose of 10 mg/28 mg the dose of memantine hydrochlorides should be increased to weekly 7 mg. The minimum recommended e st T %0 fi. alr. /4 . ., effefim T e e F | GE9Te (T TG QGRS Ay 2 A 4 . o, w9 9 w4
interval between dose increases is one week. Sfbe qomel =i 71 @wifs et @l do . all. /v . &t 27 | e s g T0ey oW R4 G ez 26 e |
For patients stabilized on Memantine hydrochloride (10 mg twice daily or 28 mg extended-release capsule once daily) and @ T G AT GITARE (3o . af e 3 7 3 b 3. &, GHEISC-fHfeTer FAE ey G317) 3¢ (CITrfer A GNFAIZs
Donepezil hydrochloride (10 mg once daily): Can be switched to donepezil and memantine hydrochlorides extended- release (S0 f37. &, elfSfr GFa1) @79 FACET: (TR G- (TG LGFARE GHHCT- TG Fope ewifqe T = so . ar. / g i
capsules 10 mg/28 mg, taken once daily in the evening. aft., effsfre s fee w03 |
Patients with renal impairment: The recommended starting dose of donepezil and memantine hydrochlorides extended-release @ TFRFNTORT: (ST GR (AT JILGIPRILE GHHTGC-RoTe TP 2Rl 2R T & so . ar, /4 . e, afsfm
capsules is 10 mg/7 mg, taken once daily in the evening. The recommended maintenance dose for donepezil and memantine TR T GFAE I | O @3 CIEDT FREIEHIEE GIHHwe-[E FTEAd e F@fFe W@z o i, at. /58 fi, af.,
hydrochlorides extended-release capsules is 10 mg/14 mg once daily in the evening. ST ST e G4 90 |
Patients witﬁ hepatic impai.rment: No dosage adjustment is needed in patient§ wilth miIld or mgderate hepatic ilmpairrr.]ent. Donepezil TgreT SIS (G <) (AR 2BEEHIZE GHBws- R S free ade Fifrer 5o S @R Wy
and memantine hydrochlorides extended-release capsules has not been studied in patients with severe hepatic impairment. offsfre =T |
Side-effects sAdetfisfim
The most common adverse reactions, occurring at a frequen(l:y of at least ‘5%3 and greater than placebo with memaqtlne @ T QN AT TREFRIZC by W, &l GHGree-Kifere wopeT Mo G I 247 TR O (RGBT AT effegm
hydrochloride extended-release 28 mg/day, were headache, diarrhea, and dizziness. The most common adverse reactions )

. e < . : ; . efSfamTete, FNATF ¢% TEhT ue 2P G @R =, Gt 61 NIRRT, SRR G TR @ | fed axds@r @MeE S
occurring at a frequency of at least 5% in patients receiving donepezil and at twice or more the placebo rate, include diarrhea, % W o ST et pars cfﬁ?ﬁvr’a?ﬁm‘ o o e
anorexia, vomiting, nausea, and ecchymosis. xﬁz 2; ﬂ@aﬁﬁ;a\ A T <l T A A A A I IR 3G 58 A, A O A, T,

] R |
Contraindications
Donepezil and memantine hydrochlorides extended-release capsules are contraindicated in patients with known et p
hypersensitivity to donepezil hydrochloride, memantine hydrochloride, piperidine derivatives, or to any excipients used in the COITART @ae (TG QRGIIRTes ST FfeTer o St T efefie T[T 2 (OIEeife 2RISR, oA
formulation. TRGFRITT, AR (efreben, a1 FHEME IEe @ @Ne TAMITR afe e Fameare |
Precaution ool _
Donepezil and memantine hydrochlorides extended-release is likely to exaggerate succinylcholine-type muscle relaxation O qaz GG ZRGIEFRIZS GHEve-fi f:' & QUACEHEE T A S Ffer-518e ol fieeaes sfefee wats =i,
during anesthesia, may have vagotonic effects on the sinoatrial and atrioventricular nodes manifesting as bradycardia or heart ART-a e g3z airers G LTS STAGIG 2o/ (@ re «Aita 1 T 3t 7% ge i ort face A, «wrere wrfa, iy
block, besides can cause diarrhea, nausea, and vomiting, may cause bladder outflow obstructions, monitor patients for 3 o, I @R AT &0Z 4T Y TS A, @ T @I A A AT G EAB0 12T TESATSR Tl AR S ARG #riraweet
symptoms of active or occult gastrointestinal bleeding, especially those at increased risk for developing ulcers, conditions that 2TTe, T S A AFPIR RGAT I @ AT, G ST A ST PG5 AT GTelT I (AT (AT e T FCo A, T
raise urine pH may decrease the urinary elimination of memantine, resulting in increased plasma levels of memantine. CIEGT @ m@zg{q AT |
Use in pregnancy and lactation TERZIT GIR BRI
Pregnancy: There are no adequate data on the developmental risk associated with the use of donepezil and memantine TEET: TSN ARAWE (G (UITCATE QR (VAFBN ZGNFATC GHGCOC-FHleTe o a1 «F AG TAWA (Ceraeeifes
hydrochltorides extended-release capsules or its active ingredients (donepezil hydrochloride and memantine hydrochloride) in TREIFEITT 9 BT TRGFEIIT) I AL T AT TR I ToATE 218 O #Aeqm T (72 |
pregnant women.
Lactation: There are no data on the presence of memantine or donepezil in human milk, the effects on the breastfed infant, or AT TGTCH (OIS @3 (TG JIGNFHIZC 9 @7 [ord smdq ToifEfs, Ja My ST ez Bolg o v T
the effects of donepezil and memantine hydrochlorides extended-release capsules or its metabolites on milk production. AWM G SO TS ST ©F ATGT AT (72 |
Use in Children BT (¥ T
i:;it); Satr;(:) Iﬁsmicdtiveness of donepezil and memantine hydrochlorides extended-release capsules in pediatric patients have not :m,ﬂw 3 PTG (U 92 (TG TGRS CHBTE-Rfe Fompe a3 Frorer @ wifet efefie =i |
Drug interaction gt % 5 e R, o IR & STl BT BARRG
Drugs that make the urine alkaline, NMDA antagonists, Anti-cholinergic, Cholinomimetics and other cholinesterase inhibitors. (T STARIT &I I P (OTCET, qFA[G ST, A1 ’ IR S i Tl
Overdose T B
No specific antidote for memantine hydrochloride overdose is known; however, elimination of memantine can be increased by TS ZRGCPHIZE AT T (o e eferae @2; o, eRiae “‘IW‘“ T GTGA oTeT TSTCAT (re AT | (eI
acidification of the urine. Tertiary anticholinergics such as atropine may be used as an antidote for donepezil hydrochloride FI@IFHIZT T eforass o aGifnmg wwer Safmfs afStefmiseet e a0 @re o | Tafiws e cra, awife
overdose. In managing cases of overdose, consider the possibility of multiple drug involvement. In general, supportive SYLLF TSI FBIA! RITABA] FACS J0A | ARSI, FTHel (A0 TRIAF GagIefet o=l 41 Sfow @k ETefag fofeet fite = |
measures should be utilized, and treatment should be symptomatic.
T
Storage ©0° T, O BATH FFH I 20O KA AR | ST (AT 0F G T oifeera 130 a4 |
Do not store above 30 °C. Keep away from light and out of the reach of children.
s cree
Commercial Pack B ! ) GfEPT® O GEAE So/a: @S AT TR So B wierIEE & G B |
et . Bt s conian 2t s of 10 b, S s s o 3 o 8 T
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Ameloss®M XR 10/28: Each box containing 2 blister strips of 10 capsules. T 4% T S0/ 2 M TR 30 TP 3 GO et

Manufactured by 5 — NLAREE P
(i:;?pfu Incepta Pharmaceuticals Ltd z ( fncsbta JTCTET FHICTSBF=T fo13

Savar, Dhaka, Bangladesh Ol BT, T
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