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181N 1 Donepezil HCI 10 mg orodispersible tablet

ANsENIATINIAGUATILE

1. Baen Donepezil HCI 10 mg orodispersible tablet

2. ansaaiiarialyl
2.1 siluuy \uenidagiuuy Orodispersible tablet (ODT) fwinsuysznin
2.2 @udsznay Usznausisaien Donepezil HCI 10 mg 1w 1 1@
2.3 MUY uss@luumﬂmaﬁﬂ Yasrtuanaudu
2.4 23N - 5:14%@511 FIUUTZNAUAINF A YUSTANUUTI THHE 'S'uﬁvumq \nfina wazawnzdow
Fsuen 17 pEvTaLIUUBUIIA A
- UUMBUEUTITEN azimIamﬁaas:y%am%?a%amamsﬁﬁ FIUUILNOLURLIWINANULT

PYILT LADNNAR i’uﬁumq gaian

3. AUENLANIIINARA

3.1 Finish product specification("

~ Testltems 1 Bl USP 38 |

1. Snmdaendagy 93.0 - 107.0% of the L.A. of Donepezil HCI

2. Identification AT

3. Disintegration NMT 60 w1t

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

aeluan 30 win

(9]

. Uniformity of dosage unit T

[e2]

. 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%

(WEDAIWE SUULEARTTY)

(GRNT2) A L oo, ATINNNT GRS L) W e NTINATT

(WNRITIYLTAN 1EUT) (W8T TUad)
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3.2 Drug substance specification : Donepezil HCI o

Test Items USP. 38
1. U%mm@y’amé’myfy 98.0 - 102.0% of Donepezil HCI (on the anhydrous basis)
2. |dentification ATIHIN
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 N3O TIRN Procedure 1

- Desbenzyl 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%

N30b61529018 Procedure 2

- Desbenzyl donepezil : NMT 0.15%

- Donepezil pyridine analog (DPMI) : NMT 0.15%
- Donepezilbenzyl 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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3. Namsmaﬁmﬂ:ﬁqmmwm Wuwldeny Finished product specification Wax Drug substance specification ﬁl
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12 ludvadunadowen ne.1/p.1 vase1iEneTIan wiannuasidoaiadanseugua wwWYBINAAA e
mﬂuﬁ?{uﬂuﬁﬂu (finished product specification) LL&:‘ﬁaﬁW%u@QMﬂﬁwm aai’mqﬁu (drug substance
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N W3 finished product specification LAZ/NID Drug substance specification Tagvautlunanindsenea
Urenmeanandiannseing uazlaifiv 2 9 o wdszmeadszmenadidnnsefing
2. LBNAIITUTBINIATFIRNITHAAYN

21 nsdingnudaluszmalng cjw?z@1@Taaﬁmnmﬁusaammpumswﬁmmmwé“nmmwﬁm:%%msﬁﬁlu
MINAaLT PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswiany PIC/S participating authorities
w3a TlanmsiuTesneIumIniasananinueiuazdsMIRdlumniasnzasdinuamensTng
2IAIURZEY NTENTWRITITURY Fatmuatulasdnnusenndoussriafisutundninaeiuss3snmsiale
msudawa PIC/S Tunanaunfliauanne agusgaausaunIaseulasinanisiusesisiudsznme
Uszmasadiannsefing

2.2 nsdifidiuensingreindroysene HndadasdianansiusesnaspumInaamaunannueiLee
S8msnalumInaasn GMP PIC/S (Pharmaceutical Inspection Co-operation Science) Toaawiiapsm PIC/S
participating authorities %38 GMP clearance alLIFAAUTALNNIATIVFEY Tasfinanmssusasiiviudszme
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3. Lanmsqmmwwaamﬁmuaﬁm (Fwinnang)

3.1 KaMIATI e MR I TWNRA I ENE W TagU0 WA (Certification of analysis of Finished product) 1
mjuﬁdmﬁuéﬁazm

3.2 Namsm’aﬁmﬁzﬁqmmwfmq@umaaé‘hmﬁ’lﬁ'ty (Certification of analysis of Drug substance) ﬁl’ﬂu
mswﬁmméuﬁduﬂmﬁamowgwaogwﬁmmua:@wﬁmi’mqﬁu

o

3.3 lanmInIanangnduduanudunussznisiummiavesiagauvesmedAty (Drug substance)
78 3.2 ﬁ'm;ummﬁmaw‘é’mﬁ'mwfmém%agﬂ (Finished product) 78 3.1

3.4 WaM3IANWI Long term stability @aami'mmq’uaamﬁa}fuwnﬁw‘lﬂ”ﬁuﬁwﬁnmuﬂmnssumsmmma:m
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3
i‘lﬂaztﬁﬂﬂqmanvmzmwwu%uﬁ’lmanmim‘saﬂ%anﬁnmﬁm
182N B10 /2562
5180190 2 Galantamine HBr 8 mg prolonged-release capsule

ANIENIAIININQUATIHE

1.9y Galantamine HBr 8 mg prolonged-release capsule

2. ansaaiainaly

2.1 3uluyy ueudauates gﬂuuuaanmﬁhm (prolong-release capsule) §MTLTUUTEMY

22 dwdsznay  Usznaudlu@ren Galantamine HBr 8 mg Ju 1 til@

2.3 MTULUIY msg'[uumflmﬁﬂ Jaarunnudu

2.4 287N - i:q%am FIULUENaUIENFIATYUAZAINNTI TUNER i’uﬁvumq Wwfinde ussinunadon
dnsuen Magwsanuunussyimed

- UWMTUEUTITIEN aU"mﬁaU@Taaszq%aa’m%%aman’ﬁﬁ'x NI NOUUAZIUNANNNUTI

PPILN LAVNEAS ’S'uﬁumgl gaiau

3. amaNtANIINALA

3.1 Finish product specification™”

o

1. YSuudendey

4

a7 ueNuAszylu Finished product specification

2. |dentification test m’mri’mm&lﬁs:i.qllu Finished product specification

. 3 e
3. Dissolution m'sﬁlmuﬂ’m‘ﬂ‘squu Finished product specification

4. Uniformity of dosage units m’;ﬁ]mu@l'mﬁixq‘l% Finished product specification

5. Related compounds / Impurity

a2 measzylu Finished product specification

3.2 Drug substance specification™*

AmANTANIIINALA USP 38 BP 2013

1. U mdrendny 98.0% - 102.0% of Galantamine HBr 99.0% - 101.0% of Galantamine HBr

(on the dried basis) (dried substance)

2. |dentification AT ATIVHU
3. pH - 40-55
4. Specific optical rotation | - 90 © to - 100 © -90° t0 -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)

(WNRNITIYLTAN 1EUR?)

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%
R k12) W %ﬂ ................... UszmunmenIsumMs
(WIBDAgWE LSaULRARSTY)
(aa%a)” ....................... nIsunNg (GG%Q)OY\/ ................ nITuNT

wsmMetwm 5Uad)
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3.2 Drug substance specification

(3),(4) (Gi )

AmANTANIIINaka

USP 38

BP 2013

11. Related compound

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

- GB-Octahydrogalantamine : NMT 0.35%
- 60l-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%

IV TR nydifiaanafoudomsiu (waive) msnmesaLAeTeRmemsle 19 Efmmmmnmmé’nﬁm@”@nénﬁ'l,@'f{uagﬁ‘@ﬁw
2. Drug substance specification w“mﬁmmnlufamﬂzﬁmaag WA® drug substance W3alUFIATIEW drug substance U89
HnAnendiFag atuleatunils %oﬁmsmm’?Lﬂﬂ:ﬁmunnﬁaﬁaﬁﬁwm
3. wammmﬁmﬂzﬁqmwwm Wulday Finished product specification L&z Drug substance specification
Feldvansdoudoinnunmenssunsamanazen NIENTNITITNFY nItigmuautdmanailavesen

“ a o . i 9% g aa
vﬁa'mq@u ’LladELG%E]T]ﬂ’]i&J@]'N@HSJﬁIiGWU’]U’]ﬁﬂi:ﬂ’]ﬂ 'qunuqamwmmaaﬂmznsmmsﬁs:mmwmm

]
~

Haulydn 9
[ v A o ] [ - A o [ oS o
HLE®DIIANADIE IR ININABLONETT wsawaomwaﬁmusaamnm{[ﬂﬂ@'umma IYazIDYA
Qo ﬂy
asth
e X ot o ar A, . ° ’ a
1. Lanmﬁms‘lmuag:ywmummmmsvmLwamumﬂluﬂs:mﬂvlm LATEILAY (declare) WHRINE®
o A & - o G % ' ~
1.1 luddmsliunsifoudsuen me.2 ne.3 ne.4 WRILENTH)
1.1.1 lunsdfduenindaludszinalng waneds no.2
A ° K2 & ' =3
1.1.2 lunsm‘nLﬂummw%wammmmﬁ RULDY 8.3
1.1.3 lunsdifidueningnandisdssng nanots no.4
o J =4 d’ L s L3 = Qs
12 ludwadunadouen ne.1/a.1 vasenfiauenm wsawﬁmauﬁﬂ@mmamimquqmwwmadwamnmﬁ

o - . S v v A
fMUNIunzLULw  (finished product specification) URETANMAUADNINYBIIANAU (drug  substance
specification) nirﬁﬁaQsz%dwamnﬂﬁwuﬂmLm"'l,mﬁmﬁw ADIULUULANETHUNUININEL NI TV 1 (8.5)
WW3Bw finished product specification Waz/#38 Drug substance specification lasvaur lutawiudsznie
dszniamandiannseing uazliiiu 2 O o dszmeadszmesensidnnsaing

(CRL12) WO I —— Uszmunmenssuns
(WEigWR SuuEafsy)

(GEXE) I = AT AIINNT NITNNT

(WHENIVIPTaN 298uT)

(@w9s1383un Suad)

wifizimumsiz gefiB10/2562



2. LANFIIIUTINIATFIRNITHAALN
2.1 nsdfgndalusznalng Hrandasdianansiusesnasgiumsudasanunaninmeiuaz3snmsia
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5790150 3 Memantine HCI § mg/0.5 mL oral solution

a1z n1AIINIG Q‘Uﬁi'l‘liﬁ']ﬁ

1. Baen Memantine HCI 5 mg/0.5 mL oral solution

2. amantanaly
2.1 gluuy Wuendh dmsusudsznm
2.2 gwdszney Usznaudiasaen Memantine HCI 5 mg luiSun@s 0.5 mL (1 pump)
2.3 MIULVIN usﬁfaﬂumm:mﬁ; Josiin wanwiduswiuna:
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