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5981151 1 Botulinum toxin type A 500 IU for injection

AUz nIAAINIA quaﬁ%mﬁ

1.#887  Botulinum toxin type A 500 IU for injection

2. amsatianaly

2.1 3y \uwaen dseenida dmsude

2.2 @wulsznay  Usznaudaeeen Clostridium botulinum toxin type A 500 1U 1w 1 vial

2.3 MTULVIT ms@‘lunwuzusﬁ;mﬁ@ﬂﬂﬂmm‘tfa
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3. AMANTANIIIMAKA

3.1 Finish product specification”

Test Items : BP 201"61E .
1. |dentification ATITHU
2. Specific activity
- 150,000 relative molecular mass neurotoxin - lsi¥esnin 1x10® mouse LDs, units / mg of protein
- 900,000 relative molecular mass neurotoxin - laisteanin 1x10” mouse LDs, units / mg of protein
3. Protein content ATIINIU
4. pH ATININ
5. Water ATIIHU
6. Sterility ATIWU
7. Bacterial endotoxins %aundn 10 IU per vial
8. Microbial purity ATIWH
9. Genetic purity ATIIN
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1.Lanmsmi"lmuaguywmummﬂuﬁﬁummamv\mm‘luﬂszmﬂ'lm wazdIUad (declare) WASINA®
o o & P= as )
1.1 luddgmstunadeudisuen me.2 n.3 ne.d uiudnsd)
A § "
1.1.1 luns@adueindaludszinalng vaneds ne.2
aa 9 v A ' =<
1.1.2 lunsdifdusniidudenisutussg vaneds ne.3
- o o '
1.1.3 lunsdimdueningrandsyssne nansde ne.d
o J A L a -9 Qs
1.2 ludrvatiunsdouen ne /a1 2a9nEwenan wsmmﬂaztﬁﬂw'Jﬁ'amﬁmuquqmmwmmwammﬁ
{ . . . L A f=3 . .
Mundunsieu (finished product specification) LazTBNTAUANTUNTWUBIIATAL (drug substance specification)
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product specification Waz/%3a Drug substance specification lagmaun luiauiudszmelszniamandifinnseiind
wazliAin 2 O o Mndseneadszniamensidnnsading
o a a o A -
2. Lana'rssmaammgﬁun’\mammmuwanmmmasmma‘l%mwamm (GMP)
° @ v A [ a = a s s
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(Drug substance) aﬁ'udwq@mmaumsmmaaﬂﬂzJaTaaQ'Lmhona‘mﬁ%‘maoﬁai’uﬂi:nm
dszmarnmaidnnsafing

22 Fuiwmiliiesusennaspumsnian mamdninaeiimsnalumsndendadmsioduiog
(Drug product) ﬁvléf%'un'lﬁ'mam‘mu'lmg’m GMP PIC/S (Pharmaceutical Inspection Co-operation Science)
Tazmiiaza1u PIC/S participating authorities #UAFAMNIBUMIATIAFDL lagdsagludanaimsiuses
fyiudsznedsznienaididnnsafing
3. Lanmsqmmwmaomﬁtaua:rm'l

3.1 namIasiemzigan ki adueisdiTaguesiiie (Certification of analysis of Finished product)
'Lumjuﬁduﬂuéﬁama

3.2 wamsarndaTigunniagiuvasdanddyy (Certification of analysis of Drug substance) Al
lumswﬁmmjuﬁdsL{]uéﬁas_i'mﬁmaa;jw‘ﬁmmua:@'wﬁmi’mqﬁu

3.3 Lanmsvﬁav\ﬁ’ngmﬁuﬁummﬁuﬁuﬁszmiw?mm§mmaﬁmqﬁwaw'i'amz«'i']é’:y (Drug substance)
78 3.2 nujunTIndavasniaieiendiTagy (Finished product) 78 3.1

3.4 Wan13AN®A Long term stability maamhqmq’naamﬁ'fumLﬁﬂu'l.’i”ﬁuéﬁﬁfnmuﬂmmmmsmms
WAZEY NIENTHETIINGY
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3.6 Wasmnnidungaiag Wuseemdngumsnsmaadiinluaywed (Clinical trial) flaszfnsnwmsinmn
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i'\zlmsﬁ 2 Donepezil HCI 10 mg orodispersible tablet
Ml IEMAIIMIAGUATNTE

1. oo Donepezil HCI 10 mg orodispersible tablet

2. amsaa1iaN2 bl
2.1 3uny \Dugudiaguuy Orodispersible tablet (ODT) FTusuYmu
2.2 dautlsznoy Usznaudandasn Donepezil HCE 10 mg 1w 1 i@
P o X
23 maurursy  uinbwweiastin Jesnuanuiu
‘l ' Qv o Q Qv a Q- A“ { -3

2.4 a8 m - :yTaeN FlznaudIN@RGUAANNLT TURRA TUFueY WwUnHAe uasiaenziion

@suen ‘I'J”athai'mwuuum;ﬁm‘ﬁ

' o A o '
- UWMTULUTIIEN st eiandaiTzyTopMIaTaNINITHN FINUTTNEUUATTMIAAINLTY

yoan eiinda Suduery Lidaiau

3. Qmauﬁ‘amamﬂﬁﬂ

3.1 Finish product specification'”

‘ | ; spag
1. YSanuaedagy 93.0 - 107.0% of the L.A. of Donepezil HCI
2. Identification AT
3. Disintegration NMT 60 3w
4. Dissolution waasn1Taate liasnin 80% (Q) of the labled amount of
Donepezil HCI malwiaan 30 wifl
5. Uniformity of dosage unit ATIINN
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%

10. Elemental impurity %38 ATIMIY

Risk assessment report

(uaavtangTUIznay)
LGRS 12) TSRO U TIuAUENIINNNS
(Wiumgwa SouEaATTY)
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3.2 Drug substance specification< Donepezil HCI "

 UsP42

Testltems , | ,
1. Y waasndagy 98.0 - 102.0% of Donepezil HCI (on the anhydrous basis)

2. ldentification ATI

3. Residue on ignition NMT 0.1%

4. Water - Anhydrous form : NMT 0.4%
- Anhydrous form-I : NMT 7.0%
- Monohydrate form : NMT 7.0%

5. Organic impurities NIOLAI2991N 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%

N30bA 329813 Procedure 2

- Desbenzyl donepezil : NMT 0.2%

- Donepezil alkene pyridine N-oxide : NMT 0.15%

- Donepezil-N-oxide : NMT 0.1%

- Donepezil pyridine analog (DPMI) : NMT 0.15%

- 3-Hydroxydonepezil : NMT 0.15%

- Hydroxydonepezil : NMT 0.2%

- Donepezi! quaternary salt (donepezilbenzyl) : NMT 0.15%
- Donepezil related compound A : NMT 0.1%

- Donepezil indene (dehydrodeoxy donepezil) : NMT 0.15%
- Deoxydonepezil : NMT 0.15%

- Any individual unspecified impurity : NMT 0.1%

- Total impurities : NMT 1.0%

6. Heavy metals AT

(380323 Elemental impurity W)
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182N B13 /2565
181N 3 Entacapone 200 mg tablet

ANUITNIAINIA quaswﬁ'lﬁ

1. Baen Entacapone 200 mg tablet

2. amangiana
2.1 3uuuy Wueude dnsusuysznu

2.2 dwdszney Usenaudeuden Entacapone 200 mg 1w 1 1@

2.3 mruzusny  ussgluunsegfiifivuwens wie blister pack Jawiin ussussyimuridaarituse”

2.4 287N - szq%am FUlszNBUAILIEIAIUATAINLTI TUKER i’uéumq \finGe wa
waneidoudsue wseiinmdushwn Heghetainuuuussarioed

- LIWUHIEN amaﬁauﬁamq%am W3aTaMmImMIi FIULTNOY LAZTWIAATILTS

YpIEN LAVNHER i’uﬁumq"ﬁfﬂtw

3. AMANTANIINAKA

3.1 Finish product specification'”

Test ltem - usp4g

1. USunmarendnty

90.0 - 110.0% of the L.A. of Entacapone

2. |dentification

ATIMB

3. Dissolution

Test1

uaaIniTacane litaenin 80% (Q) of the labeled amount of
Entacapone Mg/lwiaan 30 Wil

w30 Test 2

ugaInTazans likaunin 80% (Q) of the labeled amount of
Entacapone melwaan 45 wif

%38 Test 3

ugasmsazae liskaanin 70% (Q) of the labeled amount of

Entacapone Meluiian 30 wfl

4. Uniformity of dosage units

AT

5. Organic impurities

- Entacapone related compound A : NMT 0.2%
- Any individual unspecified degradation product : NMT 0.1%
- Total impurities : NMT 0.2%

6. Elemental impurity niadl

Risk assessment report

(wFaslanaTdsznay)
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3.2 Drug substansespecification : Entacapone'”

usPdz

1. ﬂ?mmﬁ’amﬁﬁﬁm 98.0 - 102.0% of the L.A of Entacapone (dried basis)

2. Identification ATV
3. Residue on ignition NMT 0.1%
4. Impurities - Entacapone related compound A : NMT 0.1%

- Any other unknown individual impurity : NMT 0.10%
- Total impurities : NMT 0.2%

5. Loss on drying NMT 0.5%

wanowa 1. mdifeemadaudimaiu waive) mismaseuinmzimomsile Wit ssmaenmmsngiudansi I fuauaifide

2. Drug substance specification ﬁ%ﬁsmﬂaﬂﬂlﬂ%Lﬂﬂ:ﬁmaaq WB@ drug substance ¥ialudtAT¥ drug substance 109
Hudagduiagl avulaatunite %@ﬁmmsaﬁmﬂ:ﬁmunnﬁ'ﬁaﬁﬁmu@

3. wamiarademzdgmmwen \uldema Finished product specification usz Drug substance specification fisheds
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598n15N 5 Levetiracetam 500 mg injection

muﬂsznma’i’mi’mquasmsﬂ

1.398n  Levetiracetam 500 mg injection

2. amantianaly
2.1 guuy HussasanoUneannide dmivda
22 dmUsnay Uszneusiudann Levetiracetam 500 mg luy3anas 5 mL
2.3 MAULUTTY ussglum‘ﬁu:miagmﬁ@ﬂﬁﬂmm%a’ﬁﬁ@m@Lm"'s
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nzidaud1suen "l’)”azha%’mauuumiqﬁwﬁ
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3. Qmauﬁ?\mommﬁﬂ

3.1 Finish product specification'”

Test Item USP 42
1. dSunmerendagy 90.0 - 110.0% of the L.A. of Levetiracetam
2. identification ATIIHIN
3. Organic impurities - Levetiracetam acid : NMT 0.3%
- Any individual unspecified degradation product : NMT 0.10%
- Total impurities : NMT 1.00%
4. pH 50-6.0
5. Bacterial endotoxins NMT 0.175 USP Endotoxin Units/mg of Levetiracetam
6. Sterility tests ATV
7. Particulate matter ATITNIU
- ARMATUIA 2 10 pm 14itfin 6,000 A
- ARMAVWIA 2 25 pm laiifin 600 auna
8. Volume in container ATITHIU
9. Elemental impurity #3841 ATIIU

Risk assessment report

(waaLana1lIEnaY)

3.2 Drug substance specification : Levetiracetam'"

Test Item USP 42

1. USunmeaendrnny 98.0 - 102.0% of Levetiracetam (calculated on the anhydrous

and solvent-free basis)

2. Identification ATV
3. Residue on ignition NMT 0.1%
[R5 12) NI \ U e UTTHUAMENITNMT
(Wi TIgNs  SuULaaRTY)
- v ' T
GREE) I S i, NITNMS GRS 12) OO nN33UM3
waanaiyiSen 2Kuia) (WWRNIMUATH AIUE)
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3.2 Drug substance specification : Levetiracetam™ (s2)

Test Item - USP 42

6. Related substance - Pyridin-2-ol : NMT 0.025%

- Levetiracetam acid : NMT 0.3%

- Levetiracetam related compound A : NMT 0.05%
- Levetiracetam related compound B : NMT 0.10%
- Any individual unspecified impurity : NMT 0.05%
- Total impurities : NMT 0.4%

7. Heavy metals AT

(W30@323 Elemental impurity #11%)
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318N 6 Memantine HCI 5 mg/0.5 mL oral solution
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1. o Memantine HCI 5 mg/0.5 mL oral solution

2. amanyanaly
2.1 3uuuy Duenddh dwmsusutsznm
2.2 sHuszney Ysznaudisdisn Memantine HCI 5 mg 1331035 0.5 mL (1 pump)
Tu5anes 100 mL / 1 MTULDTTY
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3.1 Finish product specification”

1. Binumedeg mmmumuﬁszq‘lu Finished product specification
2. ldentification mwmumuﬁlsmlu Finished product specification
3. pH m’sﬁlmumwﬁszﬂ,ﬂu Finished product specification
4. Deliverable volume mwmumuﬁiquu Finished product specification
5. Microbial limit test A mmci’mmuﬁ'szlﬂu Finished product specification

3.2 Drug substance specification : Memantine HCI @

_ quewfmonele | Uspdz. ;
1. ﬂ?mtﬁﬁ"wﬁﬁ%y T 98.0 - 162.0% of Memantine HCI (anhydrous basis)
2. Identification ATIU
3. Residue on ignition NMT 0.1%

4. Water NMT 1.0%
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3. 2 rug substance specification : Memantlne HCI @ (ﬂa)

ﬂmﬂﬂﬂﬂﬂ’ld lﬂﬂ%ﬂ :

Pas

6. Related substances - Memantine related compound A : NMT 0.15%

- Memantine related compound B : NMT 0.15%

- Memantine related compound C : NMT 0.15%

- Memantine related compound D : NMT 0.15%

- Memantine related compound E : NMT 0.15%

- Any individual unspecified impurity : NMT 0.10%
- Total impurities : NMT 0.50%
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5980150 7 Rotigotine 4 mg/24 hr trandermal patch
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1. #aan Rotigotine 4 mg/24 hr transdermal patch

2. amanianaly

2.1 3uuyy \Dusnguunuwsiug (Transdermal patch) Funsudauniniy

2.2 dmtsznay 1 1 wis Usznaudaseaen Rotigotine fsmaanyUdesen 4 mg Tu 24 Fala

2.3 pawrussy  uInRlumesTesiin
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3. AmaANIGNIINARA

3.1 Finish product specification™®

1. YSunawdrendagy m’m&humuﬁs:g‘lu Finished product specification
2. |dentification m’mmumuﬁ‘i:ﬂu Finished product specification
3. Release rate m’aﬁlmumuﬁiz‘iﬂu Finished product specification
4, Uniformity of content maﬁlmumuﬁ%qh Finished product specification
5. Impurity / Related substance mamhumuﬁsxq‘lu Finished product specification

3.2 Drug substance specification : Rotigotine®

: Test ltems e - _usp42
1. ﬂsmmmmmﬂm 98 0 - 102. o% of Rotugotme

2. Identification ATIY

3. Residue on ignition NMT 0.1%

4, Limit of Rotigotine R-Enantiomer NMT 0.15% of rotigotine R-isomer

A A
X)L -~ ATIUMS 1) NSO ATTUMS
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3.2 Drug substance specification : Rotigotine (¢ia)

Test Items

5. Organic impurities - Desthienylethyi rotigotine : NMT 0.30%
- Rotigotine related compound C : NMT 0.30%

- Ethylrotigotine : NMT 0.15%

- Acetyl rotigotine : NMT 0.15%

- Rotigotine related compound G : NMT 0.30%

- Rotigotine-O-tosylate : NMT 0.15%

- Rotigotine-O-tthienylethyl: NMT 0.15%

- Any individual unspecified impurity : NMT 0.10%
- Total impurities : NMT 1.0%

6. Water NMT 0.2%
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