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1. 8o Entacapone 200 mg tablet y
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2.2 dwysznay Uszneudandasn Entacapone 200 mg 1 1 1la
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3. ausaniaMIInaia

3.1 Finish product sgecification“’

1. Pinudandaty 90.0 - 110.0% of the L.A. of Entacapone
2. ldentification ATINIU
3. Dissolution Test 1

urasmsazanglataandn 80% (Q) of the labeled amount of Entacapone
maluan 30 wif

%30 Test 2

ugain1sasarelaiianndt 80% (Q) of the labeled amount of Entacapone
melwam 45 wift

%30 Test 3

usaansszanelataanin 70% (Q) of the labeled amount of Entacapone
mealuae 30 wif

4, Uniformity of dosage units AU

5. Organic impurities - Entacapone related compound A : NMT 0.2%
- Any individual unspecified degradation product : NMT 0.1%
- Total impurities : NMT 0.2%
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3.2 Drug substance specification : Entacaponem

Test Item ' USP 38
1. Sumdamannty 98.0 - 102.0% of the L.A of Entacapone (dried basis)
2. ldentification ATITHU
3. Residue on ignition NMT 0.1%
4. Heavy metals NMT 10 ppm
5. Impurities - Entacapone related compound A : NMT 0.1%

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

6. Loss on drying NMT 0.5%
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RaNBwe : 81983370
1 = The United State Pharmacopoeia 38
2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:@;ﬁaﬂ’ﬁﬁnm
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31ENIIN 2 Glycerine 10% solution for infusion, 500 mi

‘aadsemasininguanaoiit 15 WA 7562

1. B Glycerine 10% solution for infusion, 500 ml

2. anvandana la)

& ' o o Y o
2.1 uuy Wuasazasdnennde 1a Lifs Smsudadinssaisand
22 dmnay  Usznaudasdaen Glycerin 10% wiv USanas 500 mL 1w 1 whismauryIeg
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3. AnENIAMIINAka

3.1 Finish product sgecification“’

1. PSnmdnedrey

ms’:mhumummﬁ'm Finished Product specification

2, Identification test

ATIINUMNNNTIN Finished Product specification

3. pH

ATITHIUAINNIATIIN Finished Product specification

4. Sterility

ATITHIUAWNNATZIM Finished Product specification

5. Particulate matter
- 119 2 10 pm lallfin 25 eume/mL
- 110 > 25 pm lilAi 3 eumamL

ATIHIUAIWNINIZ W Finished Product specification

6. Bacterial endotoxins

m’ﬁ)mum&lmmg‘m Finished Product specification

7. Volume in container

ATIUMNNINTZIN Finished Product specification

3.2 Drug substance specification : Glycerin‘z"“’

1. YSunouen gdngy 99.0 - 101.0% of Glycerin (calculated on | 98.0 - 101.0% of Glycerin (anhydrous
the anhydrous basis) substance)
2. Identification AT AT
3. Specific gravity Not less than 1.249 -
4. Residue on ignition/ NMT 0.01% NMT 0.01%
Sulfated ash
(@%0)........... Wiy Yok Ustmuamenssums
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(2),(3)

3.2 Drug substance specification : Glycerin (Gia)

Testitem o e |
5. Water kNMT 5.0% NMT 2.0%
6. Chloride NMT 10 ppm NMT 10 ppm
7. Sulfate NMT 20 ppm -
8. Heavy metals NMT 5 ppm NMT 5 ppm
9. Limit of chlorinated NMT 30 ppm of Cli -
compounds
10. Fatty acids and esters ATV ATINIU

11. Diethylene glycol and NMT 0.10% -
ethylene glycol

12. Related compounds - Individual impurities : NMT 0.1% - Impurity A : NMT 0.1%
- Total impurities : NMT 1.0% - Any other impurity : NMT 0.1%
- Total : NMT 0.5%
13. Refractive index - 1.470 - 1475
14. Acidity or alkalinity . ATIIU
15. Aldehydes - NMT 10 ppm
16. Halogenated compounds - NMT 35 ppm
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18nTh 3 Lamotrigine 50 mg tablet

VA 2562

muﬂszmﬂa‘fmi’mquaswﬁﬁ 1

1.8881  Lamotrigine 50 mg tablet

2. ansdaniarialy
2.1 3uuy Wuenude dnIusulsenin

2.2 sandsenay Usznauaandasn Lamotrigine 50 mg bu 1 1@

2.3 MUY ussq‘luumagﬁtﬁuuﬂau&? %30 blister pack Jagdin

24 2870 - s.:i_qu%‘am MIUUTTNUAIIFIAYUIZAINLTI TUNR® i'uavumﬂq 10UTNAD uaz
wanzifoudisuen LLazfs%n'mﬁu%'nmm'h”adwa'ﬁ'ﬂwuuum‘sﬁgﬁwﬁ
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3. ANENTAMIINAKA

3.1 Finish product specification®

TestItem BP 2013

95.0 - 105.0% of the L.A. of Lamotrigine

USP 38
90.0 - 110.0% of the L.A. of Lamotrigine

1. PSnwdadagy

2. Identification ATIVHU ATITNI®

3. Dissolution wsmsmsazarnlaiieandt 75% (Q) of the | ndiSinTeWony Test 1

labeled amount of Lamotrigine muluiaat | - dasusasmsszansliionniy 80%(Q) of

45 W9 the L.A. of Lamatrigine gl 30 wil

n3fAnneiany Test 2

- dasuaasnsazanalaioanit 75%(Q) of
the L.A. of Lamotrigine melu 30 wf
n3dInzRan Test 3

- dnsugasnsazanylaiaandt 80%(Q) of
the L.A. of Lamotrigine malu 15 wd

4. Uniformity of dosage units ATITHY ATIIHIU

5. Related substances - the area of the peak corresponding to
impurity A : NMT 0.3%

- the area of any other secondary peak

- NMT 0.2%

- the sum of the areas of all the secondary

peaks : NMT 0.5%

- Lamotrigine related compound B : NMT 0.2%
- Lamotrigine related compound C : NMT 0.5%
- Any individual unspecified degradation
impurity : NMT 0.2%

- Total impurities : NMT 0.75%
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3.2 Drug substance specification : Lamotriginem’(z)

Test item BP 2013

1. USnmdandny 99.0 - 101.0% of the L.A of Lamotrigine

(dried substance)

98.0 - 102.0% of the L.A of Lamotrigine
(dried basis)

2. Identification ATIWH

ATIHIW

3. Related substances - Impurity F : NMT 0.2%

- Impurity A, G : for each impurity, NMT
0.1%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Total : NMT 0.2%

- Lamotrigine related compound B
:NMT 0.1%

- Lamotrigine related compound C

- NMT 0.1%

- Lamotrigine related compound D
:NMT 0.2%

- Any individual unspecified impurity

s NMT 0.1%

- Total impurities, excluding lamotrigine

related compound B : NMT 0.2%

4. Impurity E NMT 0.1% -
5. Heavy metals NMT 10 ppm NMT 10 ppm

6. Loss on drying NMT 0.5% NMT 0.5%

7. Sulfated ash NMT 0.1% -
8. Residue on ignition - NMT 0.1%
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S'mazLSmmqmé’numzmmxtmuﬁwmnmimsﬁ'ﬂ%an%ﬁmﬁm
12l B18/ 2562
3789M3N 4 Levetiracetam 500 mg injection

A5 WA, 2562

muﬂszmﬁ%’wi’ﬂquaﬂ%ﬁ'\ﬁ

1. Bam Levetiracetam 500 mg injection

2. ansantianaly
21 sthuuy WuasazaoUnaanda dmsvde
2.2 #mdsznay Usznaueinaayn Levetiracetam 500 mg ludSunes 5 mL
2.3 MTUTLITY msaﬂum’ﬁu:msagmﬁ@ﬁmﬂmm%ﬂﬁmmLm”a
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3. AMENLANIIAKA

3.1 Finish product specificationm

a

1. BBuudendrew

&

eyl umuﬁixiﬂ,u Finished product specification

2. ldentification mwmumwﬁs:q’tu Finished product specification

3. Particulate matter Vils’afﬂmumuﬁﬁquu Finished product specification
-9 2 10 pm LA 6,000/container

- W19 > 25 ym Wifiw 600/container

. Sterility m‘mmum&lﬁi:q‘lu Finished product specification

. Bacterial endotoxins mwmuﬁwﬁﬁz‘lﬂu Finished product specification

pH a573H umuﬁ‘iquu Finished product specification

EEEREEES

. Volume in container m’aﬁlmumuﬁi:qlu Finished product specification

3.2 Drug substance specification : Levetiracetam®®

Test ltem USP 38 BP 2013

a

1. USunmaaendiety

]

98.0 - 102.0% of Levetiracetam (calculated on

the anhydrous and Solvent-free basis)

98.0 - 102.0% of Levetiracetam

(anhydrous substance)

2. Identification ATIWU A1
3. Specific opical rotation - -76 to -82 (Dissolve 0.5 g in water R and dilute
to 25.0 mL with the same solvent)
4. Appearance of solution Clear Clear
5. Residue on ignition NMT 0.1% -
(8979)......... O\NN\NV\/\/Q/V\Q/ ....... UssmuamenIsums
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(2),(3)

3.2 Drug substance specification

R-Enantiomer

Testltem USP 38 BP 2013
6. Heavy metals NMT 20 ppm NMT 10 ppm
7. Water determination NMT 0.5% NMT 0.5%
8. Limit of Levetiracetam NMT 0.8% NMT 0.8%

9. Related substance

- Pyridin-2-of : 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%

- Pyridin-2-ol : NMT 250 ppm

- Impurity A : NMT 0.3%

- Impurity B : NMT 0.05%

- Unspecified impurities : for each impurity,
NMT 0.05%

- Sum of unspecified impurities : NMT 0.1%
- Total : NMT 0.4%

10. Sulfated ash

NMT 0.1%
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319NN 5 Levodopa 100 mg + Benserazide (HCI) 25 mg controlled release capsule

awdsesmAIminguanesiit 15 WA, 2562

1. Boen Levodopa 100 mg + Benserazide (HCI) 25 mg controlled release capsule

2. ansaaiana
2.1, 3ulupy LﬂumLﬁ@uﬂﬂ‘gagﬂuwaanqwﬁﬁu (Controlled release : HBS, (Hydrodynamically
balance system)) %LUz

22 awmdsenay 1w Waumlea Usznaudiuda Levodopa 100 mg waz Benserazide HCI
ﬁaugaﬁ'v Benserazide 25 mg

23 maweyasy  unsilumauzussadasdin vastuugauazanadule

2.4 aaTn - sxq‘fi‘am FUUTNaUMEIAYUAZAIINLTI TUNER i’uﬁyumq wofinde uss
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3. AnbETANIINARA

3.1 Finish product specification "?
1. Ymdaendegy m’m«'wumuﬁs:qlu Finished product specification
2. Identification mﬂw"mmuﬁ'::q'lu Finished product specification
3. Weight variation m‘zamumuﬁv:qlu Finished product specification
w3n Uniformity of Weight (mass)
4. Dissolution ﬂﬂﬁwhumuﬁi:‘l.ﬂ.u Finished product specification
5. Related compounds / Impurity mﬂﬁl&i‘mﬂmﬁsnﬂu Finished product specification

3.2 Drug substance specification

(AL]

3.2.1 Levodopa

1. Lﬁmmmmﬁ‘mty 98.0 - 102.0% of Levodopa 99.0 - 101.0% of Levodopa
(calculated on the dried basis) (calculated on the dried basis)

2. ldentification a13% A7 U

3. Appearance of solution - ATINIU

4.pH - 45-70

5. Specific rotation -160° to -167° -

6. Loss on drying NMT 0.5% NMT 1.0%
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3.21 Levodopa(s)’“)

amsniRmanaiia UsP38 BP 2013
7. Residue on ignition NMT 0.1% -
8. Heavy metals NMT 20 ppm NMT 10 ppm

9. Related compounds

- Levodopa related compound A
:NMT 0.1%

- L-Tyrosine : NMT 0.1%

- 3-Methoxytyrosine (Levodopa related
compound B) : NMT 0.5%

- 1-Veratrylglycine : NMT 0.1%

- Individual unknown impurity

- NMT 0.1%

- Total impurities : NMT 1.1%

- Levodopa related compound A
:NMT 0.1%

- L-Tyrosine: NMT 0.5%

- 3-Methoxytyrosine : NMT 0.2%

- Unspecified impurities : NMT 0.05%
- Total : NMT 1.0%

10. Enantiomeric purity

Impurity D : NMT 0.5%

11. Sulfated ash - NMT 0.1%
3.2.2 Benserazide Hydrochloride
auaNtANIATA BP 2013

1. dRnmdasdeny

98.5 - 101.0% L.A. of Benserazide HCI (anhydrous substance)

2. Identification ATIINIY
3. Appearance of solution AN
4. pH 4.0-50

5. Related substances

- Impurity A : NMT 0.5%
- Impurity B : NMT 0.5%
- Impurity C : NMT 0.5%

- Unspecified impurities : NMT 0.10%
- Sum of impurities other than A : NMT 1.0%

6. Heavy metals NMT 20 ppm
7. Water NMT 1.0%
8. Sulfated ash NMT 0.1%
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1.1.1 lunsdifiduenfndaluszmelng nanofs ne.2
1.1.2 1unsrﬁﬁﬂumﬂwLﬂTﬁLﬁammﬂmssq WUBie 1e.3
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mm'uwn Wau (finished product specification) Lta‘"manwuﬂﬂmmwmaa’mnﬂu (drug substance
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VW38N finished product specification Waz/“38 Drug substance specification I@waun“lmﬂamuﬂ'szmﬂ
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2. 19NF1ITVTRINIATFIRANTHAA LN
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3. mnmsﬂmmwmaamﬁlauaﬂm (Fnuwimwang)
3.1 wamsemmLﬂﬂ“%ﬂmmwwawnmmmmmsﬂmmwwam (Certification of analysis of Finished product)
'lumsuﬂauﬂum aeing

a

3.2 Namim?ﬁnLﬂi"r‘“%ﬂmmwmnﬂ‘i_l’ua\‘lmmmﬂm (Certification of analysis of Drug substance) ‘Yll’ﬁ‘lu
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33 Lanmwsamngmauuumwauwuﬁsmwa;umswamaﬁmﬁwam“amz%m"’zy (Drug substance)
78 3.2 n”u;'ummﬁmamﬁmﬁm‘n’mﬁ'ﬁagﬂ (Finished product) T8 3.1
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4.1 ghauaman dasdidantnienateay 3 WUl Fududunuusasmossioa g
mmm‘m@‘lummaﬂmaumm‘lﬂmmu
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1 = General requirement Y84LN&¥@1SUFWIY Finished product Jtuvveda

2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(R2) ; Current step4 version, 2006,

3 = The United States Pharmacopeia 38

4 = British Pharmacopeia 2013

5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies maﬂua
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378011311 6 Piribedil 50 mg sustained release tablet

muﬂ‘szn*uﬁ%’m%’mquasﬂ?iﬁ"iﬁ 15 WA 2562

1. Bamn Piribedil 50 mg sustained release tablet

2. amansianaly
2.1 guluuy LﬂumLﬁmgﬂuuuaanmﬁ%u (Sustained release tablet) #1%TLSUUTENIH
2.2 dmdszney  Usznaudaualen Piribedil 50 mg 1w 1 1fa
2.3 MTUSUIN ussqluumagmﬂwmsﬁ w3a blister pack tastunawle
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3. AENLAMINAKA

3.1 Finish product specification'"?
1. d5uman gAY f979 mumuﬁ'i:ylu Finished product specification
2. |dentification mwmu@)’mﬁ'squu Finished product specification
3. Dissolution @liwmumuﬁiquu Finished product specification
4. Uniformity of dosage units m’mmu@rmﬁiquu Finished product specification
5. Impurity / Related substance @li’;ﬁlﬂhumuﬁitqh Finished product specification

RANBIva 1. natfannad oudsmaiu (waive) MIATIROLAATIEATIEMIM lw“ﬂummLanmm&nyu@'ﬁﬂdnﬁ"{ﬁfuaguﬁﬁuU
2. Drug substance specification Rarsanainius Lﬂﬂ:ﬁ’uad@vwﬁ@ drug substance W3alU31A31=H drug substance B84
HWdas&sagy atuleaduwile %oﬁmwsarﬁmsw:ﬁmunnﬁﬁaﬁﬁmw
3. wamsanRdeszguwe iwluaa Finished product specification uaz Drug substance specification
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2. 1laNAITUIBINAITFIRMTHAR L

2.4 nsdinmAalutsanalng ANAadasdiananssusesnaspmwmsnaaenenamaninasiuas3Ensiaiu
NIHR®EN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswineau PIC/S participating authorities
3 flenmsfuTasnasunisinmuRa NN TLeE 3 E MR IUN1TNE ALY B9 NITATE N TINATS
DIMITUTLT NTENTWADITONGY Famuuatulasfiaurennsasuasiaiosfundnin miuas3insnals
nsuAasn PIC/S lunuiasifilauauns atudgaaNsauntsaTvseulaslinanissusasfoiutseme
Uzmeanadiinnsading

22 nsdfdugingroneesana HHAadailianasssonnasIWNSNA AN NN I LS
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participating authorities %38 GMP clearance AUIIFAAINIBUNINIIFEY Lasdinanisiusasfisiudszme
dszniasandiannsefing wiaogaaaadn usausdnsd
3. tanmsqmmwwaamﬁmuaﬂm (Funwamnang)

3.1 HAMTANTDT Lﬂﬁ:ﬁﬂmmwwﬁwﬁ'm‘rf mﬁ'u%ﬁlgﬁmaagwﬁm (Certification of analysis of Finished product)
‘Lumjuﬁduﬂum‘“’;ama
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1 = General requirement U8 ILNFTATUFIHIY Finished product Jtluny Tablets

2 = The International Conference on Harmonisation of Technical Requirements for Registration
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(R2) ; Current step4 version, 2006.
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i'lslmsﬁ 7 Rotigotine 4 mg/24 hr transdermal patch
anlszmeadoninauasysiii -

1.5 1A, 2567

1.%281  Rotigotine 4 mg/24 hr transdermal patch

2. amwananaly

2.1 glupy \DueUuuuusingn (Transdermal patch) & wsuTauuAIATEY
2.2 @mlnay 1w 1 udin Usznausisdain Rotigotine 9 mg Tapdmsuaaddasen 4 mg T 24 531w
2.3 MTUIUIN msa‘lwnaaﬂmaﬁﬂ
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3. AMENIGNIIINARA

3.1 Finish product specification™?

1. Ysnadisnddy mmmumuﬁs:q'lu Finished product specification
2. Identification ﬂi'swi’mmuﬁ‘szlqllu Finished product specification
3. Dissolution / Release rate m’mmumuﬁﬁzy‘lu Finished product specification
4. Uniformity of content mwmumuﬁli‘”ﬂu Finished product specification
5. Impurity / Related substance m’mmumum*u‘[u Finished product specification
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2. 1BNFEITVIDINIATFINANITHAN LN

21 nsdnemaalulsanalng HuaadasdianmssusesnaspmmndasenamaninasiuasdEnsiglu
MIKENLN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewiasau PIC/S participating authorities
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1. Bamn Topiramate 50 mg tablet

2. ansansianaly

2.1 3uny Wuenda dmsusudsma

2.2 dwdszney  deznaudiualen Topiramate 50 mg lu 1 1ila

23 mruzussy  usseluunseadifloaasd wia blister pack Yasnuninadu

24 2N - szq%am FUUTENILAILIE A YURLAINLTI Turda fuﬁvumq \finge
wanzdoudnsuen Ltaziﬁnmﬁu{nmmvﬁatho’&’mauuumsﬁgﬁmwf
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3. ansNAMINaRa

3.1 Finish product specification'”

AMENTAMIINATa USP 38
1. PBnmdidegy 90.0% - 110.0% of the L.A. of Topiramate
2. Identification AN
3. Dissolution Test 1 : NLT 80%(Q) of the L.A. of Topiramate w281 20 w17i

Test 2 : NLT 80%(Q) of the L.A. of Topiramate lwiam 40 wvt
Test 3 : NLT 80%(Q) of the L.A. of Topiramate 1ul7a71 30 w1l

4. Uniformity of dosage units AT

5. Impurities - Topiramate related compound A : NMT 0.5%
- Individual unspecified degradation product : NMT 0.2%
- Total impurities : NMT 0.7%

6. Limit of sulfamate and sulfate - Sulfamate ion : NMT 0.25%

- Sulfate ion : NMT 0.25%
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3.2 Drug substance specification : Topiramate“)

amaNianvmena USP 38 -
1. U?mm@ﬁmﬁ’lﬁ’ry 98.0% - 102.0% of Topiramate (calculated on the anhydrous bas:s)
2. Identification ATIVIU
3. Specific rotation -28.6° to -35°
4. Water NMT 0.5%
5. Residue on ignition NMT 0.2%
6. Heavy metals NMT 10 ppm
7. Limit of suifamate and sulfate - Sulfamate : NMT 0.10%
- Sulfate : NMT 0.10%
8. Related compounds (by HPLC) - Topiramate related compound A : NMT 0.3%
- Any other individual impurity : NMT 0.1%
- Total impurities : NMT 0.5%
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