sgazd ﬂmqmﬁ’numzmmztmuﬁﬁmanmsmif{fﬂ%armﬁ'meﬁm
a2 BO5 / 2559
518n15N 1 Galantamine HBr 8 mg prolonged-release capsule

aalsznAIImIngUaTIEs I

1. iﬂl Galantamine HBr 8 mg prolonged-release capsule

2. ansasianaly
2.1 luuy Wusuiauadga gﬂuuuaanqvlﬁﬁu (Prolong-release capsule) #sUTLUN W
22 gawdszney  1u 1 e Usznaudau@ien Galantamine HBr 8 mg
2.3 MruuTTy  UITluuniagliiisunand w3a blister pack daaruamnudule
2.4 287N - B0 S ENaURINAATILATATINNT TUNRS 'i'uﬁ”umq wwufinaa wazaanaiion
drsumnatetanuunursyiet
- UUWNIEN BEnadBed mmﬁam FuEnaUAENEIATY AU 'S‘u?;umﬂq uaANDTiRR

3. AMENUANINAKA

3.1 Finish product specification""m
1. P aarendagy 90.0 - 110.0 % L.A. of Galantamine HBr
2. Identification test m%whumuﬁizq‘lu Finished product specification
3. Dissolution ﬁli’mmum&lﬁnq‘lu Finished product specification
4. Uniformity of dosage units mii%ﬁiﬁumu'ﬁitq‘lu Finished product specification
5. Related compounds / Impurity m'ﬁ)mumu'ﬁ'i:qlu Finished product specification
3.2 Drug substance specification™
AMANLANIINATA USP 35 BP 2013
1. USanmdaendndy 98.0% - 102.0% of Galantamine HBr 99.0% - 101.0% of Galantamine HBr
(Calculated on the dried basis) (dried substance)
2. Identification AN ATIY
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
(ao%a) ............... WW(}"\/‘/ .............. UTeFUAMNITNMSI
- (WHEMINTTUUNT  Taunus) ,
& g
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3.2 Drug substance specification (Gi 2)
quaniANIIMATA USP 35 BP2013 |
9. Related compound - N-Desmethyl-galantamine : NMT 0.6% A. Galantamine from natural sources

- O-Desmethyl-galantamine : NMT 0.20% - Impurity E (N-desmethylgalantamine)

- SB-Hexahydrogalan(amine (galantamine : NMT 0.6%

N-oxide) : NMT 0.20% - Impuriiy A (narwedine) : NMT 0.15%

- 63-Octahydrogalantamine : NMT 0.35% | - Unspecified Impuriies : for each impurities,

- 60-Hexahydrogalantamine NMT 0.1%

(epigalantamine) : NMT 0.20% - Total : NMT 0.8%

- Tetrahydrogalantamine : NMT 0.40% - Disregard limit : NMT 0.05%

- Narwedine : NMT 0.15% B. Galantamine produced by a synthetic

- Any unspecified impurity : NMT 0.10% process

- Total impurities : NMT 1.0% - Impurity C (dihydrogalantamine),
D(anhydro

galantamine) : for each impurity, NMT 0.4%

- Unspecified Impuriies : for each impurity,

NMT 0.1%

- Total : NMT 1.0%
10. Enantiomeric purity NMT 0.10% of the 4R, 8R Impurity F (ent-galantamine) : NMT 0.15%
11. Sulfated ash - NMT 0.1%
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3. LANFIAHNINVBILNTLERETIAN (FUWINTNTNE)

3.1 Namsmnf‘amﬂ:‘qummwNﬁmﬁ'mm‘maaﬁj’wﬁm (Certification of analysis) 'lumjuﬁduﬂum"’maha

3.2 iamIameianeigunwiagfuvesdaendfy (Drug substance) filflumsniaoiundniu
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ak P ' v s ‘ a - ad
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nanewa : 81989970
1 = General requirement YAINFBASUE MY Finished product 3'1JLL1J1J Tablets, Capsules

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

3 = The United States Pharmacopeia 35

4 = British Pharmacopeia 2013
5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies Lm:q:ﬁa
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i'lElazl.a ﬂﬂqmanumzmmumuﬁﬁmana'\sn'liamsarwnmcﬁm
182N BO5 / 2559
18NN 2 Levodopa 100 mg + Benserazide (HCI) 25 mg Controlled release capsule

anilsemadgivnaudannsznsie 8151 Mg

1. 80e1 Levodopa 100 mg + Benserazide (HCI) 25 mg Controlled release capsule

2. ansanniana
2.1. lupy Lﬁuﬂ'n.ﬁmmﬂﬂgagﬂuuuaanqnﬁﬁu (Controlled release : HBS, (Hydrodynamically
balance system)) &%IUULTENU
22 gawdsenay w1 Wiaualya Usznaudandasn Levodopa 100 mg uaz Benserazide HCI
ﬁaugaﬁu Benserazide 25 mg
\1 a &
2.3 MIULUTTY msg‘lumw:msqﬂﬂaﬁn Yasnuuguazanaudule
2.4 a8 - i:q%am FIUUTNBUMBIIAYUIZANNUTI TURER i’uﬁyumq wufinda uas
wanzsidaud e uwasismnAvushmen “l'faf;iwﬁ'mwuumsgﬁmfﬁ
- UULRIEN adwoﬁanﬁaoxq%amﬁa%‘amamsﬂ"w FIUUTTNOUUATIWINAMNLTIVEILN

wunnae TuduayliTaou

3. amdaiAMIInaRa

3.1 Finish product specification ™?

1. S aaamdngy 90.0% - 110.0% of the L.A. of Levodopa
90.0% - 110.0% of the L.A. of Benseraside

a529r UYL Finished product specification

2. ldentification

3. Weight variation miwmum’mﬁsquu Finished product specification

n3n Uniformity of Weight (mass)

4. Dissolution mimmum'}uﬁi:qlu Finished product specification

5. Related compounds / Impurity mwmumu'ﬁ'i:qlu Finished product specification

3.2 Drug substance specification
(3)44)

3.2,1 Levodopa

ansninnmemaia USP 35 BP 2013

1. YRanmdandnny

98.0-102.0% of Levodopa

(Calculated on the dried basis)

99.0-101.0% of Levodopa
(Calculated on the dried basis)

2. Identification ATIFU AN
3. Appearance of solution - ATIINIU
4. pH - 45-7.0
5. Specific rotation -160° to -167° -
6. Loss on drying NMT 0.5% NMT 1.0%
W ............................... UszmuamenIsunms
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3.21 Levodopa(s)'“)

Auauiamaneia USP 35 BP 2013]
7. Residue on ignition NMT 0.1% -
8. Heavy metals NMT 0.002% NMT 10 ppm

9. Related compounds

- Levodopa related compound A
:NMT 0.1%

- L-Tyrosine : NMT 0.1%

- 3-Methoxytyrosine : NMT 0.5%
- 1-Veratrylglycine : NMT 0.1%
- Individual unknown impurity

: NMT 0.1%

- Total impurity : NMT 1.1%

By Liquid chromatography
- Levodopa related compound A

T 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

By Liquid chromatography
-Impurity D : NMT 0.5%

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

1. USunmusiaendrey

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

2. Identification ATIN
3. Appearance of solution AU
4. pH 40-50

5. Related substances

By Liquid chromatography
- 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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s1ansh 3 Levodopa 200 mg + Benseraside (HCI) 50 mg Tablet

malsznmadininguanysii

1. 3o Levodopa 200 mg + Benseraside (HCI) 50 mg Tablet

2. ansaaniana lu

2.1 jluuy Wuedla & msusudssmu

22 s mdwznay 1w 1 .de Usznaudlu@aen Levodopa 200 mg uas Benseraside HCI 50 mg ﬁ'augaﬁu
Benseraside 50 mg

2.3 MYULUIN vsnlumauzusedaadin vastuusauszanuduled

2.4 aan - szuﬁi‘am FUulnauaIsFIAYPLETAIINLIY TUKES 'S'uﬁyumaq wufinde uas

wannfisudiiu weziimafuinmn Hadwtaauuuussanued

- UUILRIEN aa”mﬁaU@Taoszq%amu‘%'a'?aﬂ'wmsﬁﬁ FUUTNILUALIUINATNUTITEIL
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3. AMANLANINNALA

3.1 Finish product speciﬁcationm‘m
1. USinmerendagy 90.0% - 110.0% of the L.A. of Levodopa
90.0% - 110.0% of the L.A. of Benseraside

2. Identification 6151&]04"1%61’1&171'?:141% Finished product specification
3. Weight variation mwmumuﬁizq‘lu Finished product specification

%30 Uniformity of Weight (mass)
4. Dissolution m’}im"mmuﬁi:qlu Finished product specification
5. Related compounds / Impurity mwmumuﬁﬁgﬂu Finished product specification

3.2 Drug substance specification

3.21 Levodopam’w

anaNisnmana USP 35 BP 2013

1. USanmerendny 98.0-102.0% of Levodopa 99.0-101.0% of Levodopa
{Calculated on the dried basis) (Calculated on the dried basis)
2. ldentification A9 U ATIIYU
3. Appearance of solution - ‘ ATIHIU
4.pH - 45-7.0
5. Specific rotation -160° to -167° -
6. Loss on drying NMT 0.5% NMT 1.0%
7. Residue on ignition NMT 0.1% -
(8958).oo.... WM (Ot YIS TUAMSATINMT
g (WHFNINITUUNT [AUALD) _
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w1l yasTm) @NEMNTS Mgyaudant)

wirimen13ii3yaiiBosi2sse



3.21 Levodopa(s’ @

AMBNTANINATA

USP 35

BP 2013

8. Heavy metals

NMT 0.002%

NMT 10 ppm

9. Related compounds

- Levodopa related compound A
: NMT 0.1%

- L-Tyrosine : NMT 0.1%

- 3-Methoxytyrosine : NMT 0.5%
- 1-Veratrylglycine : NMT 0.1%
- Individual unknown impurity

: NMT 0.1%

- Total impurity : NMT 1.1%

By Liquid chromatography
- 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

By Liquid chromatography
<Impurity D : NMT 0.5%

11.Sulfated ash - NMT 0.1%
3.2.2 Benserazide Hydrochloride“’
anaNiAmMmana BP 2013

1. USunousendnny

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

. Related substances

2. Identification ATIWU
3. Appearance of solution ATV
4.pH 40-50

5

By Liquid chromatography
- 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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3180151 4 Topiramate 50 mg tablet
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1. 5o Topiramate 50 mg tablet

2. ansaisniona
2.1 3ty uende (Tablet) #msusudszniu
22 dwdsznay i 1 e Usznaudndam Topiramate 50 mg
23 myuzussy Ui luuwsagiiflsunand w3a blister pack Yaatunnudn
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3. amENiGMIImaka

NamsmaaﬁLﬂsw:qummmﬂu'lﬂmu Finished product specification a2 Drug substance specification 7
% - @ 5 A a a a 4 [ ot ) o Qs
ANITMNLARTANTUDRUULADINY ma"lmﬂmmaumamuno'\uﬂmznswmsmmsua:m nﬁzmaommsmq’u
< X o o e Hdl ve a o o a A ) av et ' '
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mmsmqw L%EN itqﬂ’]ﬂﬂﬁ lﬁmunuqamwuwaoﬂm:nﬁumsﬂszmmﬁmm

3.1 Finish product speciﬁcation("

AamENLGMIINATA USP 35
1. YSumenendamy 90.0% - 110.0% of the L.A. of Topiramate
2. Identification ATITHIU
3. Dissolution Test 1 : NLT 80%(Q) of the L.A. of Topiramate 141281 20 w17l

Test 2 : NLT 80%(Q) of the L.A. of Topiramate 111781 40 wi
Test 3 : NLT 80%(Q) of the L.A. of Topiramate Tuiaan 30 A

4. Uniformity of dosage unit %38 ATIWU

Weight variation

5. Impurities By liguid chromatography
- Total impurities : NMT 0.7%

- Topiramate related compound A : NMT 0.5%
- Individual unspecified degradation product ; NMT 0.2%

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

- Sulfate ion : NMT 0.25%
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3.2 Drug substance specificationm

Anauianvinaia USP 35
1. Py 98.0% - 102.0% of Topiramate (Calculated on the anhydrous basis)
2. Identification ATITHU
3. Specific rotation -28.6° to -35°
Test solution : 4 to 10 mg per mL, in methanol
4. Water NMT 0.5%
5. Residue on ignition NMT 0.2%
6. Heavy metals NMT 10 ppm
7. Limit of sulfamate 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%

o ol = v ) , a 2ed o o AW s
HNUKA NIUNIANTLL BULIIMTNIU (waive) ﬂﬂiﬂﬂﬂﬂﬂu’atﬂﬂ:ﬁ‘ﬂﬂﬂ’]ﬂﬂ 'hwuuamtanmmanpumnm’m'lﬁmmyﬁﬁﬁw

Gowluiiug
1. zi'ummwri'lmanmsms‘lﬁ%’uaqmﬂm’funuﬁﬂuﬁ'ﬁuzmﬁ‘aaiwml’m‘luﬂs:mﬁ'lm uaziuag (declare)
UREINER
11 'luﬁm”zymsi‘fuﬂnﬁw@hs”um (N8.2 N18.3 NB.4 USILANTDH)
1.1.1 lunsdifduefedaludszmelng waneds ne.2
11.2 1unstﬁﬁﬂumﬁ’1L‘LT']LﬁamsLLﬁamsg wnefs ne.3
1.1.3 lunsdifidugriidranenodssing nanofis o4
12 luswadunadionen no.1/e.1 vasenfiauesien winumganduanatanmInunun M WIa IR AT T
mu‘ﬁﬁrumtﬁuu (finished product specification) u.a:'u"aﬁmuﬂqmmwmaoi'mqﬁu (drug substance
specification) nirﬁﬁay;szwiwnwsmsﬂuuﬂmLm"lmﬁ'mau AADILULLANEIFUINIWINEMTVAUA 1 (8.5)
1san finished product specification Laz/MSe Drug substance specification Tﬂﬂmaun“lmﬁaui'uﬂs:n’m
dezmanadiannsafing wazliiiu 2 9 w Fudssmadsenienadidanseding
2. LANANTTUTINNATFIUMINRAEN
21 nsdifenudalusznalng Hdadasiidunmwinewiafesusasnaspunniammunaninusmiuas
AEnfialumINGaE GMP-PIC/S wiawfiuuivin VOINTENTNABITUFY Tunasiiauane DML QL DR
saumsasaasaulasiinanisiusestaiudemadssmenadidnnsaing
2.2 nydfuiweindroinedrssana HHAadaIdd M weniliasuTswnasgunsniauian
RN UAZIENISAG IUNTHAAEN GMP-PIC/S 32 US cGMP vastsTinagNiaatlEIge aruTaums
avsoulasdinanmsiusesfaiudszmadnianadidnnsefing
3. Lanmiqmmwmaamﬁmuaﬁm (Fuwnwee)

3.1 NaMIATI AT NNAA T I kAR (Certification of analysis) Tununadailudasdn

nITuNT

Wil yain) (WHFWES nganiang)

4 4
m”nnZlﬂum’ﬁu‘mnBomsss



3.2 nansanIdaneiaumwiagdussdandine (Drug substance) ﬁlﬂumwﬁamjuﬁduﬂu
@Taazhm{waag{wﬁm'nmzp‘dl’wﬁsﬁmqﬁu
3.3 lunsdidunafougnanunniy 2 9 ssdasddumnmionsnisinm Long term stability @afifiu
Wadaulunadouemnuans Lmﬂd’%‘umsmmufmaqLanmsmn@éﬂmwadﬁﬁ'ﬂ
3.4 lunsdidunafougnaniasnii 2 9 wxdeafdumnmuiioransansauAIRIT It WTiEN
Wwudalunzdousaiuans ua:vlﬁ{umsaamu%‘usaotanmsmn;‘il’ﬁi’i’lmwaau?ﬁ'ﬂ
4. @10819en
4.1 diguasian dasssddntamatnaips 3 wipusTInme Fadusunuusasmosniseldasudu
muﬁﬁwuﬂluﬁ‘aﬁaﬂmauﬁ‘ﬁﬁ"'avlﬂinm"u
5. msﬂszﬁ'uqmmwmﬁmuau (LRAILBNAITNTIULIZNW)
5.1 mﬁ'dwauﬁaaﬁmq‘l’&”l@"l&iﬁaﬂn’h 1 9 sivaniusway
5.2 mnmmﬁ'dwan ﬂ:m’aadafhmewmUlus”mawamsm‘aﬁmﬂ:ﬁmiuﬁdwau
5.3 nsn‘iﬁ'ﬁm:Js'l'ﬁmsﬁﬂmsajm'ﬁatmmﬁdwamﬁadmﬁﬁmsw:ﬁqmmw N ETITNNTITINIIRE
$3U0@78819 Img{'mﬂa:ﬁaodamtﬁluSnmuﬁ’lmuﬁwmUi’vﬁn”ﬁdmsmfuﬂﬁ:ﬁl@:Lﬂmﬁuﬁﬂ’nau
fi'fl'ffihﬂﬁ1.?'{mﬁaa'lummﬂﬁmﬂ:qummw nsrﬁﬁwui’lm"lmﬂu'lﬂmuqmﬁnwm:mm: WiLTITNIVe
FmANS LRI I SIEUE IR BAINE1I VA Qmmmzm%asguﬁmluﬂ%@ia‘lﬂ
5.4 ;jmm:m”aﬁmﬂﬁﬂuml,fiam'lné’mﬂmq wiaflafensifenamndandszmsla g neudmualaslaid
Gowly
6. lanmadonludug
6.1 mﬂmﬁmuahﬂ“ﬁmﬁuuuu (original drugs) fadfiniFauaaInITNasaL Bioequivalence ‘ﬁl.ﬁua
wWisufsuiverduuuy lasdinsdnmdaaduldmundninaeiuazuninljudlunmsdnmdrauyavasm
MUY VBIFINNIIUA BN TINMTWITUASEN ns:ﬂsaommsmqm(z’
7. fiauanen ({uw) Susanldbnifndyginauasuinue it
7.1 nsr‘fmamsq’awmaf‘JLﬂsﬂ:ﬁuw{mnnsu"’mmmaws‘msuwnzﬂ;itﬂﬂﬂmummgmﬁaﬁwu@
72 nsﬂwﬁmn”m«rfm‘nﬁm‘fgnL‘%UnLﬁuﬁumn'n”ammﬂhnﬁnf{nmuﬂm:nssumimmmazm Tugaaves

Qs A‘
VY= DBICUY

7.3 nydinudymmmnannwiadmeifinasdnadalszinsnauszanudaeasiodadi o lasum
8. B2 uswms'naamuﬁwﬂ&i%’uﬁmsmNﬁmn”mfrfmﬁﬁﬂszﬁgm%'ﬂnLﬁuﬁuTﬂ HEUNITUATUSNTINANT

amsuazen sz 1 diswiudsenmeadsznianadidnnsefing

NANEKE : 81989970
1 = The United States Pharmacopoeia 35
2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies u.a:g;ﬁa

msﬁnm%’aﬂ‘szﬁﬂﬁwaLm:%aawy‘a’uawﬁmn”mm‘m NBINILAUEN FIUNIUATIZNTINNITENAS

UAZET NENTRIDITUFY

on
................................................................... UsPIUA S NITUNNT

N\

....................... Vot NITUNTT

W1l yaT3m) WNEMIWES MaIwia)

wihisrmumsflayaflsosizsse



MNyazidsaqmANMIR Mz URUTN BN AT LA N
]
taan BO5 /2559
o . .
NN 5 Sodium valproate 500 mg sustained release Tablet
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1. Sodium valproate 500 mg sustained release Tablet
2. ansangianaly
2.1 guuuy Lﬂumtﬁﬂgﬂuuuaanq"n%’tﬁu (Sustained Release Tablets) &WsUTULUTENU
22 swdszney T 1 e dsznaudanda Sodium valproate 500 mg
23 mauzusny  ussalummuedesdin daaruanuduld
2.4 28N - Boen dmilsEnaudafAguATANALEY TUsa 'i'm?vumq Wwafinde wasaamaiou
drilnlistetanuunuTsaioet
- UBULAEN azmﬁaum”mszq%am fusznauaand@ng AN i’uﬁyumq uanavfinGe

3. AMENLANIINATLA

3.1 Finish product specification””

1. USunuaasndngy 90.0 - 110.0 % L.A. of Sodium valproate
2. ldentification Gli’ailmumuﬁiquu Finished product specification
3. Dissolution ® - maseMEAlNef 1 ADIURAINTAZAY 10 - 30% of the LA, of

Sodium valproate
- MAIINTALUIR 3 ABILERINITAZAY 30 - 50% of the LA. of
Sodium valproate
- pasa N laafi 6 Ao IUERINIRTaY 50 - 70% of the LA, of

Sodium valproate

4. Weight variation VED) m’zwi‘mm’mﬁ‘i:q‘lu Finished product specification

Uniformity of weight (mass)

3.2 Drug substance speciﬂcation(s’

anaNifmamaia ; BP 2013
1. USunmeendnaty 98.5 -101.0% of Sodium Valproate (dried substance)
2. Identification AT
3.pH ATIHIW
4. Loss on drying NMT 2.0% (105°)
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3.2 Drug substance specification‘a’

Auanianumana ‘ BP 2013 |

5. Purity 1. Related substances ‘
1.1 impurity K : NMT 0.15%
1.2 Unspecified impurities : for each impurity, NMT 0.05%
1.3 Total : NMT 0.2%

2. Chlorides : NMT 200 ppm

3. Sulphates : NMT 200 ppm

4. Heavy metals : NMT 20 ppm
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8NN 6 Rivastigmine 4.6 mg/24 hr Transdermal patches
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1. 3o Rivastigmine 4.6 mg/24 hr Transdermal patches

2. ansaanianaly
2.1 gty \usngUuuy Transdermal patches dmsuiuyzamits
2.2 daudeznay 1w 1 uiw Usznaudedaen Rivastigmine (base) 9 mg lasidisamusataasaamlusame
4.6 mg dia 24 Falag
2.3 myuzusny  uInlumsuzdasiin Yasruusuazaiuiule
2.4 amn - i::q%‘am U NAUAINENLITANULTI TUKAA 'J"uﬁvumq LUTRER uaziaw
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3. AMANDVANIINALA

3.1 Finish product speciﬁcation“"‘z’
1. YSunmeaendngy 90.0 - 110.0 % L.A. of Rivastigmine
2. Identification @li’mmumuﬁszq‘lu Finished product specification
3. Dissolution m’Jﬁ]N'”mm’mﬁ.izlﬂu Finished product specification
4. Uniformity of dosage units mi’nilvi’mmuﬁit‘iallu Finished product specification
5. Impurity / Related substance m’:’«aﬂi’mmuﬁi‘:q‘lu Finished product specification
Pawluan 9
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3.2 NaMIaTdnTRgMMWIagiueeinaundAt (Drug substance) ﬁlﬂumswﬁmméuﬁduﬂu
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1 = General requirement UBILNETATUEWIY Finished product 3Uuvy Transdermal patches

2 = The International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for

Human use (ICH quideline), Impurities in New Drug Products Q3B (2R) ; Current step4 version, 2006.
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IYMN 7 Phenytoin sodium 100 mg Extended release capsule
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1. aen Phenytoin sodium 100 mg Extended release capsule

2. amasnianly
2.1 uuy Lﬂumtﬁﬂuﬂﬂ*ga gﬂuuuaanqn%iﬁu (Extended release) #sUTUUTEN W
22 @milznay lu 1.1 Usznaudasdaen Phenytoin sodium 100 mg
23 mrueusny  usnlumwuzdasiin dasiunnagn” ua:uﬁqﬁm‘ﬁﬁaaﬁuuaa
24 a8n - Bagn smlnaud iR guazaNALS) Tusa fugua1q wwinde wasamsdon
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3. ALENLANINARA

Namsmm?mmm‘qmmwLﬂu'lﬂmu Finished product specification Waz Drug substance specification
iv =& a o Qv a s = Y ] o O
NgdsnningsdrTuatudeinu Fsldanudoudadiniuasenssunisamisuazn NIENTHITIIHFY
& X @ o e A8 vy A v A o A ) =M oA ' '
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3.1 Finish product specification "

amauiamainaiia ' USP 35
1. Rnmuaisdag 95.0 - 105.0% of the L.A.of Phenytoin sodium
2. Identification ATINU
3. Dissolution Test 1

- sxawlaiunnin 45%(Q) of the L.A. of Phenytoin sodium 14 30 w17}

- azap'laiainnndn 60%(Q) of the L.A. of Phenytoin sodium 1% 60 w1
- azanelaikaandn 70%(Q") of the LA. of Phenytoin sodium lu 120 un#i

%30

Test 2

- azanelaiunnnin 45%(Q) of the L.A. of Phenytoin sodium Lu 30 Wi

- azaeliannd 66%(Q) of the L.A. of Phenytoin sodium 13 60 w1l

- asaglaiaanin 70%(Q") of the L.A. of Phenytoin sodium 1 120 wafi

4. Uniformity of dosage units | a57361%

(Content uniformity)

5. Related substances -Phenytoin related compound A : NMT 0.5%
-Phenytoin related compound B : NMT 1.0%

(aﬁ}a) ............... v (A Uszmuamenssunis
. (WHRNINTTUUNT launus) ' AN
CEE1) WG S ATIUMS R W \N .................... nITNNNS
(Wil yassm) (WNEMNTT Mgandant)
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3.2 Drug substance specification“’

AmANTANINALA USP 35 |
1. USanmushendsiny 98.0 - 102.0% of L.A. of Phenytoin sodium (calculated on the dried basis)
2. Clarity and color of solution AT

(Appearance of solution)

3. Identification (PRI RIS

4. Loss on drying NMT 2.5%

5. Heavy metals NMT 0.002%

6. Related compounds - Phenytoin related compound A (Diphenylglycine) : NMT 0.9%

- Phenytoin related compound B (Diphenylhydantoin acid) : NMT 0.9%
- benzophenone : NMT 0.1%

- Total impurities (Excluding benzophenone) : NMT 0.9%
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3.1 NANMIATIRAATERAUNIWHEAS MY IVIHER (Certification of analysis) 1umjuﬁa'mﬂua“aamo
3.2 HANIATIVIATRRABNINIAYAUBIGILNFATY (Drug substance) ﬁlﬂumswﬁmmjuﬁdotﬂu
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318N 8 Phenytoin 50 mg chewabie tablet
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1. Bawn Phenytoin 50 mg chewable tablet

2. aossanianaly
2.1 3uy Lﬁumtﬁﬂgﬂuum‘?{m (Chewable tablet) & 1MILTUUTENU
22d@mdwenay u 1 e Usznaudasdaen Phenytoin 50 mg
2.3 NPULUTTY vrslumwusdasiin ﬁaaﬁ’uﬂmu"firwmzmigﬁm‘vfﬁaon"uum
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3. AENVANIINARA

NammﬂﬁLﬂi’]:‘qunm1mﬂuv|,ﬂmu Finished product specification uwas Drug substance specification
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3.1 Finish product specification("

AMANVANWINAKA USP 35
1. Sunmerendngy 95.0 - 105.0% of the L.A.of Phenytoin
2. Identification ATITHIU
3. Dissolution azanslidasnin 70%(Q) of the L.A. of Phenytoin nulu 120 w1l
4. Uniformity of dosage units ATIVY

3.2 Drug substance specificationm

anaNANIMaha USP 35
1. ﬂ?mmﬁ’améﬂﬁ'ry 98.0 - 102.0% of L.A. of Phenytoin sodium (calculated on the dried basis)
2. Clarity and color of solution AU

(Appearance of solution)

3. Identification AN
4. Loss on drying NMT 2.5%
5. Heavy metals NMT 0.002%
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3.2 Drug substance specification'” (G;EJ)

AMANLANWATA USP 35

6. Related compounds - Phenytoin related compound A (Diphenylglycine) : NMT 0.9%

- Phenytoin related compound B (Diphenylhydantoin acid) : NMT 0.9%
- benzophenone : NMT 0.1%

- Total impurities (Excluding benzophenone) : NMT 0.9%
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518NN 9 Phenytoin sodium 50 mg/mL, 5 mL injection
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1. #om Phenytoin sodium 50 mg/mL, 5 mL injection

2. amaaianaly

2.1 3wy Wusssznulnannde dmvdatmaanidand

2.2 dmdsznay  lu 1 Vial Usznaud2u@asn Phenytoin sodium 50 mg/mL USanas 5 mL

2.3 MTULUIT ussg'lum’ﬁu:ﬁm%’uussqmaﬂﬂﬁm’fa'ﬁﬁmmuﬁa Type 1"
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3.1 Finish product specification™?
AMANTAMINAKA USP 35 BP 2013
1. USunmeendaty 95.0-105.0% of the L.A. of Phenytoin sodium | 4.75 - 5.25% W/V of Phenytoin sodium
2. Identification ATIIHIU ATIY
3. pH 10.0-12.3 11.5-121
4. Weight per mL - 1.025 - 1.035
5. Benzil and benzophenone - By thin-layer chromatography

: NMT 0.5% of each

6. Ethanol (Alcohol) 9.0 -11.0% 9.0 - 11.0%

7. Propylene glycol 37.0 - 43.0% 37.0 - 43.0%

8. Bacterial endotoxins NMT 0.3 USP EU/mg of Phenytoin sodium ﬁ‘sm&i’luﬂ’luﬁi:q‘lu Finished product
specification

9. Sterility ATIININ AT

10. Volume in container AU ATIWU
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(1).(2)

3.1 Finish product specification " (Aa)
AnANIGMIInaia USP 35 BP 2013
11. Particulate matter ATIVIU ATVHYU
- BUMATWIA > 10 pm Lilfin
6,000 E]‘thﬂ’]ﬂ
- BUMATWIA > 25 pm lavin
600 anA
3.2 Drug substance specification"”
AMANTANIIMARA USP 35 BP 2013
1. USuoudaendnagy 98.0 - 102.0% of the L.A. of Phenytoin 98.5 - 100.5% of the L.A. of Phenytoin
sodium sodium (Anhydrous substance)
2. Clarity and color of solution AT ATIIN
(Appearance of solution)
3. Identification ATIIHU ATITHIU
4. Loss on drying NMT 2.5% -
5. Heavy metals NMT 0.002% NMT 10 ppm
6. Related compounds - Phenytoin related compound A By Liquid chromatography
(Diphenylglycine) : NMT 0.9% -Impurity E : NMT 0.3%
- Phenytoin related compound B -impurity C : NMT 0.2%
(Diphenythydantoin acid) : NMT 0.9% -impurity D : NMT 0.15%
- benzophenone : NMT 0.1% -Unspecified impurities : For each impurity
- Total impurities (Excluding benzophenone) : | NMT 0.10%
NMT 0.9% -Total impurities : NMT 0.5%
7. Free phenytoin - ATIWIU
8. Water - NMT 3.0%
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3781151 10 Protein hydrolysates Injection, 10 mL
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1. Bomn Protein hydrolysates Injection, 10 mL

2. amanrianaly
2.1 3wy WuasazanpUneanda dmsude
22 §wsznay Usznaudan Protein-free peptide i ldana 9%y Procine brain 215.2 mg/mL
2.3 MTULUIN ussq‘lum’ﬁu:msgm&ﬂﬂﬁﬂmm%avnﬁﬂmmﬁa Type I Lmzussqn”mvfﬂaan"uuaa
24 amn - s:q%am dmdsznaudmndnguarnnunsd Tunda i’uﬁvumq Wwufinde uns
wanzdoudrsuen wazisnsiiushsnen 'I,:Tasj"m'&'mauuumsﬁ;ﬁm‘vf
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3. AMENUAMIINARA

3.1 Finish product specificationm'(z)

1. USnmudasdag L-aspartic acid ~ 2.40 — 3.60 mg/mL
L-Glutamic acid  3.20 — 4.80 mg/mL
L-Serine 0.21 — 0.39 mg/mL
L-Histidine 1.04 — 1.56 mg/mL
Glycine 1.20 - 1.80 mg/mL
L-Threonine 0.21 - 0.39 mg/mL
L-Alanine 2.40 - 3.60 mg/mL
L-Arginine 0.30 - 1.10 mg/mL
L-Valine 1.60 — 2.40 mg/mL

L-Methionine 0.35 — 0.65 mg/mL
L-Tryptophan 0.35 — 0.65 mg/mL
L-Isoleucine 1.60 — 2.40 mg/mL
L-Phenylalanine 1.60 — 2.40 mg/mL

L-Leucine 4.80 - 7.20 mg/mL

L-Lysine 4.80 — 7.20 mg/mL

L-Proline 1.60 — 2.40 mg/mL
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3.1 Finish product specification”"”

2. Identification ﬂi’mmumuﬁi:ylu Finished product specification
3. Content total nitrogen(z) 5.8 — 6.8 mg/mL

3.pH m’m&i’mmu“fii:q‘lu Finished product specification
4. Sterility ATIIN N

5. Particulate matter AN

- a¥MAIWIA > 10 pm Litfiu 6,000 aunIA
- BYMATING > 25 pm LaiLfin 600 aymn

6. Bacterial endotoxins m’mchumuﬁi:qlu Finished product specification
7. Volume in container AT
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Piracetam 400 mg Capsule

1. @awn

2. amaatianaly
2.1 3wy
2.2 @wdsznay
2.3 MBULUIN
2.4 a8n

Piracetam 400 mg Capsule

Wusudeuatga dnsusudsznu

T 1 e Ysznaudaadaen Piracetam 400 mg

vinyluursaglifivuvians w3e blister pack Uaatunnugule
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3. AENUANIIINALA

3.1 Finish product specification”

1. dSinmaandey

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

2. Identification test

: p - e
m’Jﬁlmum%mi:qh Finished product specification

3. Dissolution

a3 MaANTZY Y Finished product specification

4. Uniformity of dosage units

. o " N
mmmumum:q‘lu Finished product specification

5. Related substances / Impurity

. ] - e
mi‘mmumuﬂiquu Finished product specification

3.2 Drug substance specification™

auFniannaia

BP 2013

1. YSanmudasney

98.0 - 102.0% of Piracetam (dried substance)

2. Identification

AN

3. Apperance of solution

AT

4. Related substances

- impurity A, B, C, D : for each impurity, NMT 0.1%
- Unspecified impurities : for each impurity, NMT 0.1%
- Total : NMT 0.3%

5. Heavy metals NMT 10 ppm
6. Loss on drying NMT 1.0%
7. Sulfated ash NMT 0.1%
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General requirement YBINFBAVIUF NI Finished product 31JLL1JU Capsules

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

3 = British Pharmacopoeia 2013
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1. Ham Nicergoline 30 mg tablet

2. amaanianaly
2.1 3uuy Wugnde #wsusudsenu
22 &mdsznay 1w 1 e Usznaudiadasn Nicergoline 30 mg
23 mrurusy  usnluumtegiiflouvesd wia biister pack Jamiin
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3. amaNLGMINARa

3.1 Finish product specification o

1. ﬂ?mm@?”;mﬁ’m@ 90.0 - 110.0% of the L.A. of Nicergoline

2. Identification f979 mumuﬁi‘quu Finished product specification

3. Uniformity of dosage units mmc\humuﬁszq‘lu Finished product specification
(Content uniformity)

4. Dissolution test m'mhumuﬁsquu Finished product specification

5. Related substances mmmu@l’mﬁi:qlu Finished product specification

3.2 Drug substance specification @

amaNianIImaha BP 2013
1. YSmaasdnegy 99.0% - 101.0% of the L.A. of Nicergoline (Dried substances)
2. ldentification ATITHIU
3. Specific optical rotation +4.8° to +5.8°
4. Related substance - Impurity B : NMT 0.8%

- Impurity A : NMT 0.8%

- Impurity H : NMT 0.8%

- Impurity D,C,F,I : for each impurity, NMT 0.2%

- Unspecified impurities : for each impurity, NMT 0.10%
- Total impurity : NMT 1.2%

5. Water NMT 0.5%

6. Suifated ash NMT 0.1%
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3789M13N 13 Cisatracurium (besylate) injection 5 mg/mL, 30 mL
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1. Bam Cisatracurium (besylate) injection 5 mg/mL, 30 mL

2. amasianaly
2.1 3uuwy Wuanssempunannids dwniudae
2.2 sudsznay Ysznaudauaaen Cisatracurium Besylate ﬁ'augaﬁ'u Cisatracurium 5 mg/mL U3u1as 30 mL
2.3 MUY ussq‘lumw:msqmiﬂmmﬁ'aﬂﬁﬂmm’fa type | 4W1@ 30 mL ¢ia 1 MTULUT
2.4 aan - s:q%‘am FIUUIENAUAIFIRNYPUITAIUUTI THHAR fu§ua1q LUTiNAS use
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3. amanlamMmana™?
1. ﬂ‘%mm@?”amﬁm"mv 90.0 - 110.0 % L.A. of Cisatracurium Besylate
2. ldentification test milﬂﬁﬂu@lﬂuﬁsquu Finished product specification
3. pH m’;amumuﬁsth Finished product specification
4, Sterility test AN
5. Bacterial endotoxins mn&i’mmuﬁ‘iquu Finished product specification
6. Particulate matter ATIINIU

- 4u1a = 10 pm laitAin 6,000/container

- U@ > 25 ym Lailfiu 600/container

7. Volume in container ATITHIU

8. Impurity / Related substance m’mw"mmuﬁﬁzq‘lu Finished product specification
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