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i’lﬂn’liﬁ 1 Donepezil HCl 10 mg orodispersible tablet
aalsznadsninauaysih 2 g N, 2562,

1. Baen Donepezil HCI 10 mg orodispersible tablet

2. amansianall

2.1 3uuy \ugnillagiuuy Orodispersible tablet (ODT) dwiusuLlsznm

2.2 gutlsznau Usznaudluaien Donepezil HCI 10 mg lu 1 1@

2.3 MUV msgluumﬂ@aﬁﬂ Yasrtuanudu

2.4 2870 - s:q%am FIUUTNAUMIENFIATYURZANNLS TUNER 'S'uﬁvumq LWUTiNG® uasiaunzemn
dnsumn Madwtaauuniursyimed
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3. AudNIANIIMALA

3.1 Finish product specification“’

. Testlems | ysPm

1. ﬂ%mm@ﬁméwﬁ:y 93.0 - 107.0% of the L.A. of Donepezil HCI

2. Identification NIV

3. Disintegration NMT 60 w1l

4. Dissolution usasnsazane litaandn 80% (Q) of the labled amount of Donepezil HCI

muluad 30 wf

5. Uniformity of dosage unit ATIINY

6. Organic Impurities - Desbenzyl donepezil : NMT 0.5%

- Donepezil open ring : NMT 0.5%

- Donepezil N-oxide : NMT 0.5%

- Individual unspecified degradation impurity : NMT 0.2%
- Total Impurities : NMT 1.0%

(WBBEWR  SuULERHATY)

(G Lo, NITNNNT [GE1:) W e NI
(WNEMTIYLTaN W) (WM TUad)

Wi/ %ANB10/2562



3.2 Drug substance specification : Donepezil HCI o

Test Items usP3g
1. ﬂ?mmﬁ"m’lé’]ﬁ‘fy 98.0 - 102.0% of Donepezil HCI (on the anhydrous basis)
2. Identification ATIIHI
3. Heavy metals NMT 20 ppm
4. Residue on igniton NMT 0.1%
5. Water NMT 0.4% (anhydrous form)

NMT 7.0% (monohydrate form)

6. Organic impurities N3OLAI908 Procedure 1

- Desbenzy! donepezil : NMT 0.2%

- Hydroxydonepezil : NMT 0.2%

- Donepezil related compound A : NMT 0.1%

- Any individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 1.0%

NI0L9 329018 Procedure 2

- Desbenzyl donepezil : NMT 0.15%

- Donepezil pyridine analog (DPMI) : NMT 0.15%
- Donepezilbenzy! bromide : NMT 0.15%

- Dehydrodeoxy donepezil : NMT 0.15%

- Deoxydonepezil : NMT 0.15%

- Any individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 0.5%
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12 ludmedunudoun no.1/e.1 aseniiauanan wiunpanduaRatemInIgug N WYDINAAT U
muﬁifuﬂnﬁuu (finished product specification) LLa:aTaﬁwumqmmwmaoi'mqﬁu (drug substance
specification) nsfﬁﬁagszmﬁomsmﬁwuﬂaaum’“l’ul,ﬁmﬁw FBILUULENFITEMIMNEGesaud L (8.5)
W WTau finished product specification 4as/#38 Drug substance specification laguaunluiauiutlszna
Uszmaradiinnsafing wazliiin 2 9 o Fudszmadszmanasilannsefing
2. LANAITIUITDINIAIZTIUAIHAR Y

24 nsdingnaalulszmalng Qwﬁmﬁaaﬁmnms{maammsgmmswﬁmmmmﬁnmmsﬁl,l,a:?'ﬁ'msﬁﬁlu
MNINEALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwinenu PIC/S participating authorities
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dszmesandiannsaiing

2.2 nadfidnenindaindvysana ;“{Nﬁm”auﬁLanmsﬁ"maammgmmswﬁmmmwﬁ'mnmeﬁua:
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31 Nami@li’aﬁﬁmﬁ:ﬁqM’]wwamﬁmﬁmﬁ’uéagﬁmaogwﬁm (Certification of analysis of Finished product) Tu
ms;uﬁdotﬁuﬁ'aaﬂw

3.2 namsasInnziguwIagauuasendinty (Certification of analysis of Drug substance) Al
mmﬁmméuﬁlddLﬁuﬁaaﬂwﬁwa@sﬁmmLL&:Q’N%@]’E’@]qﬁu

3.3 naIlenangududuanasuiusszniniumxtatasiagiuesdanndiety (Drug substance)
Ta 3.2 fujumniavasniaimiendnsagy (Finished product) 48 3.1

3.4 WAMSAN®I Long term stability @laamhamq’uaamﬁ’fuﬂnﬁqul’jvﬁ'uﬁwﬁfmmﬂm:nssumsmmma:m
NIENTHEDITUF
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181151 2 Galantamine HBr 8 mg prolonged-release capsule

amandszmavainguaniesiii 7 § (11 757

1.#287  Galantamine HBr 8 mg prolonged-release capsule

2. amasianaly

2.1 siluuy uenidaualas gﬂtmuaammﬁ%u (prolong-release capsule) fMILTULTEN

22 §wdsznay  Usenaudiu@ien Galantamine HBr 8 mg li 1 1@

2.3 MTUZLIN Ussaﬂuumﬁmaﬁﬂ Uoaruanuiu

2.4 aan - 5:‘14%88’\ FULIENaUMENEINYRAZA NI TUNES ’Tuﬁvumq LuRnea wassunzion
dfuen Medhitauunussy it

- UUMTUSUTINN aa’m‘nIaUﬁaoszq%aaw?a%amamsﬁﬁ SIUUTENOLUAZ T AR IINLTY

YBIL LRVNHE® 'S'ua?umq iraan

3. amaNIANIMaha

- . . (2
3.1 Finish product speclﬁcatlon““ )
1. USunmaaendagy AT UANTszylu Finished product specification
2. ldentification test mwmu@’mﬁ‘szﬂu Finished product specification
: P
3. Dissolution m’aﬁ]muﬂ‘mﬂﬁ:ﬂu Finished product specification
. p
4. Uniformity of dosage units @S’Jﬁm’lumuﬂi:ﬂu Finished product specification
. p
5. Related compounds / Impurity mwmumung‘tu Finished product specification
(3)(4)

3.2 Drug substance specification

amsNAnImana USP:38 BP 2013

1. PSumdanndreny 98.0% - 102.0% of Galantamine HBr 99.0% - 101.0% of Galantamine HBr

(on the dried basis) (dried substance)

2. |dentification ATIIHIU AT

3. pH - 40-55

4. Specific optical rotation | . 90 ° to - 100 ° -90° to -100° (dried substance)
5. Loss on drying NMT 0.5% of its weight (at 105° 4 hours) NMT 1.0% (1gm, 105°C, 4 hours)
6. Residue on ignition NMT 0.1% -

7. Heavy metals NMT 20 ppm NMT 20 ppm

8. Limit of palladium NMT 10 ppm NMT 10 ppm

9. Enantiomeric purity

NMT 0.10% of the 4R, 8R

Impurity F (ent-galantamine) : NMT 0.15%

10. Sulfated ash

NMT 0.1%

(W igWa SUULEATATY)
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(3)(4) (Gi a)

3.2 Drug substance specification

quandfmemena

UsSP 38 -

BP 2013

11. Related compound

- N-Desmethyl-galantamine : NMT 0.6%
- O-Desmethyl-galantamine : NMT 0.20%
- GB-Hexahydrogalantamine (galantamine
N-oxide) : NMT 0.20%

- GB-OctahydrogaIantamine : NMT 0.35%
- 60.-Hexahydrogalantamine
(epigalantamine) : NMT 0.20%

- Tetrahydrogalantamine : NMT 0.40%

- Narwedine : NMT 0.15%

- Any unspecified impurity : NMT 0.10%

- Total impurities : NMT 1.0%

A. Galantamine from natural sources

- Impurity E (N-desmethylgalantamine)

: NMT 0.6%

- Impurity A (narwedine) : NMT 0.15%

- Unspecified Impuriies : for each impurities,
NMT 0.1%

- Total : NMT 0.8%

B. Galantamine produced by a synthetic

rocess

- Impurity C (dihydrogalantamine),
D(anhydrogalantamine) : for each impurity,
NMT 0.4%

- Unspecified Impuriies : for each impurity,
NMT 0.1%

- Total : NMT 1.0%
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2. 1DNFITUIDINIATFIRNINAR N
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5781151 3 Memantine HCI 5 mg/0.5 mL oral solution
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1. Baen Memantine HCI 5 mg/0.5 mL oral solution

2. amantanaly

2.1 guuuy uein dwdusudsenu

2.2 gwmdsznay Usznaudindasn Memantine HCI 5 mg Tu/3u1@s 0.5 mL (1 pump)
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3.1 Finish product speciﬁcation‘"

1. USunmdrendaty msaamumuﬁs:qlu Finished product specification
2. Identification m’m&i’mmuﬁszq‘[u Finished product specification
3. pH : m’sﬁ]mumuﬁlsquu Finished product specification
4. Deliverable volume m’mc&’mmuﬁinﬂu Finished product specification
5. Microbial limit test m’mti’mmu‘ﬁs:qlu Finished product specification
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1 = General requirement VaILNFBEITUFINIU Finished product gﬂLL‘lJ‘lJ Oral solution
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