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3.1 Finish product specification"’

Test ltem UsP 38
1. PBanmusnedngy 90.0 - 110.0% of the L.A. of Entacapone
2. Identification AT
3. Dissolution Test 1

ugasmIszane lalsksanin 80% (Q) of the tabeled amount of Entacapone
melwnm 30 wi

%3a Test 2

usasnrsazanlaitasndn 80% (Q) of the labeled amount of Entacapone
muluian 45 wif

%30 Test 3

uzasmsazaelaittannin 70% (Q) of the labeled amount of Entacapone
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3.1 Finish product specification'’ (@a)

Test item USP 38
4. Uniformity of dosage units ATHU
5. Organic impurities - Entacapone related compound A : NMT 0.2%

- Any individual unspecified degradation product : NMT 0.1%
- Total impurities : NMT 0.2%

3.2 Drug substance specification o

Test item USP 38

1. ﬂ?mmﬁ’amﬁ’\ﬁiy 98.0 - 102.0% of the L.A of Entacapone (Dried basis)

2. |dentification ATIINU

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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5781150 2 Levodopa 200 mg + Benseraside (HCI) 50 mg tablet
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18281 Levodopa 200 mg + Benseraside (HCI) 50 mg tablet

2. anasnianalyl
2.1 31wy wueide SwTusudsznmu

22 &wilszney dszneusiodan Levodopa 200 mg waz Benseraside HCI 50 mg ﬁmgaﬁ’u

Benseraside 50 mg i 1 W@

2.3 MIULLTTN vinglwmrususrylasiin desiuuasuazaudule

2.4 28N - s:q%am futsznavargdAYuLATANLTY TUKER i'uﬁvumq W0TinGa uae

wanziouduen wazsdinsiushene v[iaaiw&'mwuumsqﬁmﬁ
- LW azmﬁaﬂﬁamq%amw‘s‘a%amamsﬁw FIUUTNOULA NIRRT TIVEILN

wpinaa Tudueylitaiau

3. AmdNaNImaRe

3.1 Finish product specification”

1. USanuarendagy 90.0% - 110.0% of the L.A. of Levodopa

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

2. ldentification m’aﬁlmumuﬁi:qlu Finished product specification

3. Weight variation m’a’«a&humuﬁszq‘lu Finished product specification

%30 Uniformity of Weight (mass)

4. Dissolution m’aﬁwhumuﬁiquu Finished product specification

5. Related compounds / Impurity mwmumu'ﬁi:q‘lu Finished product specification

3.2 Drug substance specification

3.2.1 Levodopam'w
Test Item USP 38 BP 2013
1. WBnadasndary 98.0 - 102.0% of Levodopa 99.0 - 101.0% of Levodopa
(Calculated on the dried basis) (Calculated on the dried basis)
2. identification AT ATIIY
3. Appearance of solution - ATIMIU
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% -
(@958)..... AWM LB UszmuamiznIsung
WesINITTidWT lauwusg)
(aa’}?ia) ........................................ NIFUNT (aa‘i‘ia) nIUNIT

(mas"nu U(ﬁ]ii’]'ﬁ

(WWEMIWES mgawiani)
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3.2.1 Levodopa

(3)(4)

Test item USP 38 BP 2013
8. Heavy metals NMT 20 ppm NMT 10 ppm
9. Related compounds - Levodopa related compound A : NMT 0.1% - Levodopa related compound A : NMT 0.1%

- L-Tyrosine : NMT 0.1%

- 3-Methoxytyrosine : NMT 0.5%

- 1-Veratryiglycine : NMT 0.1%

- Individual unknown impurity : NMT 0.1%
- Total impurity : NMT 1.1%

- L-Tyrosine: NMT 0.5%

- 3-Methoxytyrosine : NMT 0.2%

- Unspecified impuritigs : 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
Test item BP 2013
1. Snmdanddy 98.5 - 101.0% L.A. of Benserazide HCI (Anhydrous substance)
2. Identification AT
3. Appearance of solution AT
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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NN 3 Phenytoin sodium 100 mg extended release capsule
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1. Baen Phenytoin sodium 100 mg extended release capsule
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3. andaianmaia

Namsm’;ﬁms’]zﬁﬂmmwLﬂuvlllﬂ'm Finished product specification waz Drug substance specification
Ad9BannsTdsUatEE TG m"lmmmmmmamunmuammswmsmmmmm NTNINITII UG
VfaﬁmmmsunlwmaamaatﬂuauuwmUummsalmmﬂ nsm"l,umuuLmLLﬂLﬁu'thuﬂs"mﬂnszmw
MEIUFY 304 TEYMTIBT W.A.2556 89 TUR 11 LWL W.9.2556 (aaﬂamﬁimwnwmwm:muﬁ 10

MQ%’]U% 2556) lmunuqaawmmaaﬂm:nssumsﬂs:m@ﬁm i}

3.1 Finish product specification "

Test Item USP 38
1. Yhnmiesday 95.0 - 105.0% of the L.A. of Phenytoin sodium
2. |dentification ATIINH
3. Dissolution Test 1

- azawldunnnin 45%(Q) of the L.A. of Phenytoin sodium 1% 30 ¥l

- azanelainnnin 60%(Q) of the L.A. of Phenytoin sodium 1w 60 w1

- azanelidonnda 70%(Q") of the L.A. of Phenytoin sodium 1w 120 uft
%38 Test 2

- azagliannnn 45%(Q) of the L.A. of Phenytoin sodium 4 30 wifi

- azaneldannn 85%(Q’) of the L.A. of Phenytoin sodium 1t 60 w7
- azaelaitannd 70%(Q) of the L.A. of Phenytoin sodium 1w 120 i

4. Uniformity of dosage units ATV

(Content uniformity)
5. Related substances - Phenytoin related compound A : NMT 0.5%
- Phenytoin related compound B : NMT 1.0%

- Any individual, unspecified degradation product : NMT 0.2%

(83Ta).............. RNECA VA 0,V SN UsemuamenIsung
. @WEINTINs Tauwus) \\&
(89%8)....eeeee... Q ................. NIINMT (CEF0) N DA NIIUNT
(Wipih yasne) (RTINS Mgawiand)
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3.2 Drug substance specification“’

Test Item USP 38
1. Pinmdasndngy 98.0 - 102.0% of L.A. of Phenytoin sodium (calculated on the dried basis)
2. Clarity and color of solution AN

(Appearance of solution)

3. Identification ATIINW

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%

A = o o . = P wed o LY JVL v e o
ranuwe - nImsRrsdomdinaiu waive) miamseLTinTeinomsle Wbwsesenamingusna i idiuewliadas
- Drug substance specification #a13nanluiaTzivaskia drug substance WieluAamew drug substance va4
a ° @ @ 4 4 a @ e Ao
AuRemdniagl atuleatunils Falimaensiemedaunniateiimmue

Hawnludn g
1. é’nmmwmmanmsmﬂﬁ%’uayprywi‘fuml,ﬁw@‘h%'umLﬁas'iwmgﬂuﬂs:mﬂ‘lm ULasfILed (declare)
LARINA®
1.1 luddgymsfunzifioudiue me.2 no.3 ne.a weuANTM)
1.4.1 lunsdifiduenfindaluwdszmelng wanefs ne.2
1.1.2 ‘LunstﬁﬁﬂumﬁniﬁLﬁan'mmom'sq wuede ne.3
1.1.3 lunsd@fiduenddhandlszing nanefls ne.4
12 Tuswedwnadonn no.1/e.1 sesnfiauenan wionmosndoaiad; BMIAIUANA AMWUBINT AT
aufidunzifon  (finished product  specification) uszTarimuagmNINIaITANEY (drug  substance
specification) mtﬁﬁag:izm'mmsl,ﬂé"uulmmLm“”lmw'i'mﬁu whBILULLANFITELWINWENEMIVaUR 1 (8.5)
NwTaw finished product specification Waz/%#38 Drug substance specification lagvaunlunauiulszna
tszmenadiannsafing uazlaiiin 2 9 o Sudsenmadsniemanaidnnsafing
2. 1BNEITUIBINAIFIRNIINAAL
2.1 nsdifgmaaTulsanalng Hudadasfiionmsiusesneaspumsniamanunaninasiuaziinisfialu
MINEALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagmingau PIC/S participating authorities
wia AlanasiuseanaIgumINAauIaunannmEie M IauMIRAaI I TN NUA B NTIINS
DIMNIURZ NIENTHENTITUFY Fatmuatulasfanusanadasussrafiousunsninueiuaz3ennsnalu
nndann PIC/S lunanaenfiauaane avudrgaawseunsaTesaulasinanisiuvesfisiudsznme

Yszmeaandidnnsaing

(BB )ereririreereeecereerrereseeeees et e e e e ee s ee et eeseaens UsePIuAMENITUNNT
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2.2 nsdifidingringroncssna i HNaaRpIlllanmITLTBRNAIIUMINARINUMANIN I gz
wmmﬁlumwamm GMP %3a GMP/PICs (Pharmaceutical Inspection Co-operation Science) Taewiapsu
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3. lnE@IAMANDasE TR TIAN (Fnwinnanae)

31 Namsmi’aﬁnLﬂﬁ"‘ﬂﬂmmwwmmmmmmw%ﬂ’uawwam (Certification of analysis of Finished product)
‘lumiuﬂa\nﬁumama |

3.2 wammnﬁnLﬂi%%ﬂmmwmmwaammmﬂm (Certification of analysis of Drug substance) ﬁhﬂu
mswammsumuﬂumammwaawwa@muavwwammn@u

3.3 Lanmsmavxangmyunumwuauwum.mw;ummamaﬁ@qﬁwmﬁ’smﬁﬁﬁry (Drug substance)

78 3.2 ﬁ'm;umswﬁmaowﬁmﬁmﬁmﬁ'xﬁagﬂ (Finished product) T8 3.1

3.4 Tunsdidunsadousaunannni 2 9 dalidwINNENBNaNISAN®N Long term stability e
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6. tanaadaunladu g

6.1 winmfiaualaildenduuuy (original drugs) AasiiniiaFauaasnmmasey Bioequivalence Lawua
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180151 4 Phenytoin 50 mg chewable tablet

muﬂszmﬁi’owﬁ'ﬂqumwmﬁ

1. o Phenytoin 50 mg chewable tablet

2. amasnianalil

2.1 3uuyy Lﬂuﬂmﬁﬂgmmmﬁfm (Chewable tablet) & %IUTUYTEMN

22dmdszney T 1 e Usznaudadaen Phenytoin 50 mg

2.3 MIULUIN vinlumsusdasdin ﬂadﬁ'uﬂ'nu%uua:msqﬁmsvi‘ﬂaon"uuaa

2.4 aa1n - s:u‘f}am fulIznauaI@AYLITANNLTI TUNES i’uﬁvuma WIfikEe uaz
wansdoudsum uwasdSnaiusnmien "I:;ammmauuumﬂnmsn

- uumwmsswauwam amouaumaasvwamma'ﬁamomsm sudsznauuazana
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3. anbEatiBN9tnaka

Namsmm?mﬂ*ﬁﬂmmmﬁuvlﬂ@nu Finished product specification &z Drug substance specification
71maaamnma‘nmsuaum@mnu val,mammmmamunmuﬂmvnssa\lmimmmawm nrmwmmsma‘n
muma’nmsuﬁlfﬁawamauf]uo.uuwmzmmealmmwmmmumam’usu‘lmmsuwm auYsznae

S“‘Yli’)x‘imﬁ'ﬁmiﬁl LSEN 5~‘1J@1’]5’1£l’1 W.¢.2556 anwn 11 LYW W.¢.2556 (aoﬂiwmﬁluﬁ’ﬁnamumnm
%m 10 unmuu 2556) nsmvlwmﬂumﬂmunumnwuwaaﬂmwnﬁumsﬂsmawmmm

3.1 Finish product specification'”

Test Item USP 38
1. Snmdaedey 95.0 - 105.0% of the L.A.of Phenytoin
2. Identification AT
3. Dissolution szangliiaandn 70%(Q) of the L.A. of Phenytoin nelu 120 ]
4. Uniformity of dosage units ATIWHIU

3.2 Drug substance specification"’

_ Testltem USP 38
1. YBanmiendagy 98.0 - 102.0% of L.A. of Phenytoin sodium (calculated on the dried basis)
2. Clarity and color of solution ATIINIW

(Appearance of solution)

3. ldentification AT
4. Loss on drying NMT 2.5%
5. Heavy metals NMT 0.002%

(®9%0)

- (WWENINTTBUNT launus)
NG N
A A
(CREI) N N S NITNMS (89%0) NI

(Wiirih yasn) | (WNEMINTT Mayawiand)
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3.2 Drug substance specification"" (Gia)

Test item USP 38 ‘

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%

HAULKG - nytinenadauudamatu (waive) MITIRRELAATIER ISR 1w_lw,l,amtanmmanmumna’rm‘lmuau&l@mn
- Drug substance specification Wansasannlu3 Lﬂﬂ“wawwaﬂ drug substance wislufiames drug substance U84
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1.1 luddymsiunzoudn i (n©.2 8.3 NY.4 uaLANTHL)
1.1.1 lunsdiiduenfindalulszmelng wanads ny.2
1.1.2 'LunsrﬁﬁtﬂumﬁmﬁLﬁiammﬂwssq nueda ne.3
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NINEREN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiaeau PIC/S participaﬁng authorities
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3. 1aNF@IQHMNDBILNEWD AT (F1wInTnENg)
3.1 HAMIATININATIENRR tumwwamnmsnmmmsﬂmawmm (Certification of analysis of Finished product) 11

msu"n foduaagg

3.2 Namim’m’aLﬂﬁmﬂmn’lwmn@umaammmam (Certification of analysis of Drug substance) ﬁ‘l‘ﬂu
mswammsmauﬁumamam’uaowwa@mmamwammmu

a
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7'1ﬂaztﬁﬂmqmﬁnumzmmumuﬁ”lmanmsmsé’m%mmﬁ'mﬁm
1a2n B11/2560
8N 5 Phenytoin sodium 50 mg/mL, 5 mL injection

AaNUsENIAIINIR AUANBEH

1. Baen Phenytoin sodium 50 mg/mL, 5 mL injection

2. amananaly
J o a“ o L =) °
2.1 3uuy WuasazansUsiennie dmnsuaadiraaniiaadn
2.2 dwszney 1w 1 Vial dsznaudadaen Phenytoin sodium 50 mg/mL U3anas 5 mL
o s A X a > (1)
2.3 MTULUTT ussaﬂummzmmumsagmamlﬁﬁma’mmmn,lm Type |
A . @ o v a o & A o

2.4 287N - 32Y TN FIULTNAUMLNENYUAZANNLTI TUNRA TUFUDY UNINES waz

wanztiaudsuen wasdSmafiusnwnen 'Hati'm%’mwuumsgﬁwﬁ

Q 4 Qs Qs v L7 U A A 8/ 1
- uuussgnmfﬁﬁawwam afdandasRyTarmIaTaninisdn daudsznauuas
PUNAANURTIVILN LaTNHES i’uﬁumqvﬁ’ﬁ’mau

3. AMANLIGN19INAKe

Namsmaﬁmﬁ“ﬁﬂmmwLﬂuvlﬂmu Finished product specification Lag Drug substance specification ﬁ
EJ’ldadi]’mLﬂﬁ‘Wl’ﬁUﬂUUL@]?J'Jﬂ% ‘Ii\‘]vl.@’l’a](ﬂﬂ Lummamunmuﬂmwnﬁumsmmma”m nsmnammsmm mu
ma’nmsuw'l’ﬁmaamauﬂuaun‘nmmJm'msa'lwun’nmmmuma’ﬁmsul@mm%m ANYTENANTENTI
DI 304 sv‘uwmm W.91.2556 a9 Tuf 11 LBNUW N.7.2556 (mﬂi"mﬂ‘luﬂ‘ﬁn%ﬁ)’mmnmauw 10 smmzm

2556) ﬂimvlll 8] UUL'Y]’]I%'U%T]U@&UWW%’U adnmenITUMsUIEnIaTanen

3.1 Finish product specification”
Test Item USP 38 BP 2013
1. Piumarendngy 95.0-105.0% of the L.A. of Phenytoin sodium | 4.75 - 5.25% WV of Phenytoin sodium
2. ldentification AT AT
3. pH 100 - 12.3 11.56-12.1
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 m’mimmuﬁi:q‘lu Finished product
specification
9. Sterility ATIINIU ATIINH
10. Volume in container HIVHU AT
(89Fa).. NI (e USTTIUAENIINNT
. (WIRNINTIONT  TAUNUT)
(CRET) W S nIINMS (G 12) WO ) I S nIIUM3
(Wieirih yasne) (WNEINTT  nawda)
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(N.(2)

3.1 Finish product specification (da)
Test Item USP 38 BP 2013
11. Particulate matter ATV AT
- BWNATUIN > 10 um laiifin 6,000 sy
- BYMAYWIA > 25 um Likfiu 600 aume
3.2 Drug substance specification""(z’
Test Item USP 38 BP 2013

1. UTnmeaendnty

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 NIV ATIIHIN
(Appearance of solution)
3. Identification ATIWU ATIIHY
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%
- Phenytoin related compound B

(Diphenylhydantoin acid) : NMT 0.9%

-Impurity E : NMT 0.3%
-Impurity C : NMT 0.2%
-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 - AT
8. Water - NMT 3.0%
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- Drug substance specification ﬁaﬁﬁmwawnluitﬂﬂ:ﬁmaegjwﬁm drug substance W3lU3LATIZH drug substance 89
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Wanlyaw 9
o . L ! =) o hond A o ] o 1 =
1. mmewmmanmsmﬂmuagrymmumm sudnusniwed mvnelulszinalng uasdues (dedare) s INA
o s ;4 -~ o O 'Y ' a
1.1 ludagynstunadeudsuen me.2 ne.3 no.4 ududnsd)
1.1.1 lunsdiniduenfindaludszinelng wanefls ne 2
<~ 4 o @ A [
1.1.2 lunsmﬁLﬁummmmwammmussq wueds ne.3
1.1.3 luns@ndueniidhanndsdssing vuneds no.4
o A’ I i 9/ = @ o - Q-
12 ludwedunadousn no. /8.1 vasniiauam wiaumuasd HOWITAMIAIUANA AN TWTBINA AN U
AJ ol N . . ¥ o - a
MuUNvunziusw  (finished product specification) UATTBNIRUAN MNTNVBINANAD (drug  substance
specification) nydifagrznivmaasuudasuilududy ssdasuuuensmsdiumudnenisveurly (2.5)
NW3BY finished product specification Waz/W3a Drug substance specification lapwawn lwnawIudsena
tszmanmsidnniafing uazliiiu 2 9 o udszmedszniemaididnnading
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2. 1laNEITUIDINIGIFTIRNITHAR L

21 nsdifigudalulszanalng Huiadasiianasiussanaspuntsniamaunaninasiuaz3snsiaiu
NIHAAL PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswnuiagam PIC/S participating authorities
W38 SLaNFITUIaIN AT IUMITHR AL IUN NN I LA 3 B NI N TN S AN TN IO e NTTUNT
2IMIURZ NIENTHFIDIIAFY Fotmuadulasfianuseandasuasiafisuiundninasiuaz3ensnalu
nInEaep PIC/S lunnaaenfauesie atudgaauseunisaTageulesinanissusastieiudznma
dznmenadiinnsefing

22 nsdifidinenvingonawseme HHAadpelilonaiusasnaswmIniaenemaunaninmiuae
ﬁﬁmsﬁﬁlumswﬁmm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) lagwiisnu
PIC/S participating authorities a1Lsge ewsaunmIaTasaulasiinanisivsesiiviudszmelszniasan
sldnniaiing wiaayaseadn ududnsd
3. tanm‘sqmmmlmmﬁtauaﬂm (Funinnana)

3.1 NANIATIVIATIER MWK AT T enduagLuasinaa (Certification of analysis of Finished product) 1w
miuﬁduﬂud’aazﬁo

@

3.2 NaNMIATIAATIERR NN IanAuTessaL1dTy (Certification of analysis of Drug substance) #il3lu

(]

a

minfacniuiisadudedrmsuasiniasusiniaiagiu

o

33 Lanmw‘%‘av\é’ngmﬁuﬂ'umwﬁ'uﬁ’uﬁs:wms;umswEwaﬁmqﬁummd"améwmy (Drug substance)
78 3.2 AufuMInAAvaINdaimsisng15agL (Finished product) 78 3.1

3.4 lunsdifunsfouenununnn 2 9 sxdasfidinmudnonanisans Long term stability aaifitu
i lunadoneanugas LL&:VLGT{UT]’ISENWW{USEGLE]Hmﬁl’]ﬂ%ﬁé’luﬁ‘ﬂlax‘m?ﬁ'ﬂ

3.5 lunsdifunsadousnuntasnit 2 9 wdasddumnnminanansdnmanuasiavasnaufiou
wadulunzfouswuans LLa:‘lanumsaamu%'usaaLanmsmngﬁé‘wmwaou?ﬁﬂ

3.6 LANFTILFAIAIUAITIVEINMENENT 0TI T Tirnzau o R Ui teluanuutu
ﬁl’ﬁﬁ'mgﬂw LLa:GTaaLLamﬁUazLSﬂ@l%’aaaﬂﬂﬁaaﬁuﬁagalmanmsﬁﬂﬁum

37 mdduenililsnduuuy dosfinonumsdnsmandiinlumssnunlsnausnuuy Status epilepticus
waz Generalized tonic clonic seizure laanan1sanwHUszEnEMWlidasninIdns eI duuLY was
I&sunmsdRulunsmmmsunndfidesiald uia Tnsrmunmstinsmaediinlumssnunlsasasnuuy
Status epilepticus L8z Generalized tonic clonic seizure \W3pUIiBUUTANE MWL LT WLUURA UM TARNW
Tursmsmimsunndidofiale
4. g1E198N

4.1 disuanen dasdadatsenetives 3 ﬂﬁwmiqﬁ'wﬁ Fadudunuusasnoasioaldaudin
mu‘ﬁ'ﬁmuﬂluﬁﬁaqmauﬂ‘ﬁ%‘lﬂﬁmﬁu
5. MIUTAUGMMNENEINBY (LFANBNENINTTLLITET)

5.1 ssswaudasiionglildlitannd 1 8 duaniudeney
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5.2 mwna’mmouau amaaaoml,mmwmn’lmusaawamsm'zmLﬂﬂmmmﬂawau
5.3 nsm‘*nvxmmwmsmmmumazmmﬂaouamwammammﬁmﬂmmw WU TTNITILYINNIIFD
Fovvad089 Iﬂmnnm)maaaammuanmummuﬂmmmwmsmmammﬁ suszdugsuianey
mlm'mmnmmaa‘[umsmm’almvvmmmw nmu,‘wwu:nm'l,:uu’]u'l,ﬂcv‘mmmﬁmas:uwl,en‘*mw ®ILTITNTVD
aaauam‘lmuwmsmmsl,auaﬂmmmnmwao HUnoua msagwam’lumamaiﬂ
5.4 Emwamaosmﬂauumwam'l.na%mmq mawam@mﬂéauamwﬁanﬂszms‘lﬂG] naufwualaslsus
Jouly
6. HlauasIA () Busanldonidnsygnauasuinvue wait
6.1 nszﬁwamsq‘u@mﬁmsww‘mﬁmnnw%ﬂmmams‘mmwwzﬂahﬁu‘lﬂmummgmﬁaﬁmm
6.2 NITLHNE A DU m%ﬁﬂﬁgnﬁnmﬁuﬁmwnﬁ avemalasdinnuamenIsimIauece Twsaaves
dygazdaszang
6.3 mtﬁwuﬂv:qummwmnwﬁmﬁ'mfﬁﬁm%éwasiaﬂs:ﬁﬂﬁwau,a:mwuﬂaa@ﬁmﬁﬂéﬂ’mﬁiﬁfum
7. %ﬁwiwmwammﬁw%ﬁ&i%’uﬁmsm']Nﬁmﬁ’msﬁmﬁﬁﬂszi’agnL%'Umﬁuﬁu'[ﬂUﬁwﬁmmﬂm:nsmms
awsuazeniuszeza 1 Jiewiudsnmadsmenadiinnsading

nangwe 91989930
1 = The United States Pharmacopeia 38
2 = British Pharmacopeia 2013
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ﬂﬂazLSﬂﬂqmﬁnum:mwntmufhmanawnwa‘i’m%mmﬁ'mﬁm
tazn B11 /2560
37891190 6 Piracetam 400 mg capsule

muﬂsznmi’aw‘i’aquasws'lﬁ

1.%001  Piracetam 400 mg capsule

2. anasnianaly
2.1 guuy LﬂumLﬁmmﬂsga fnTusudsEnu
22 dutsznoy 1w 1 1e Usznaudmusaen Piracetam 400 mg
2.3 MruzuIny  ussyluuniagdiiiuunend w3a blister pack Yasruanuiule
24 28N - izq%am FUUITNa UM FAQILAZANULTI TUHE® d"uz?vumq WfinGe uaz
wwanziipudsue LLaﬁEmsLﬁu{nmU’\"l’é"aziwﬁ’mwuuussgﬁmfﬂ
- UUAIEN aﬂwaﬁamﬁaasxq%am WiaBarnImInn FIULITNAY WRETWINA LSS

YIEN LAVNHAR fuﬁumq‘l’i’ﬁ'@wu

3. amdANIGNIMmana

3.1 Finish product specification”?

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

2. Identification test mmmumuﬁ'squu Finished product specification

3. Dissolution m’aamum&lﬁ‘squu Finished product specification

4. Uniformity of dosage units mﬁmhumuﬁ‘i:qlu Finished product specification

5. Related substances / Impurity

; | " -
615’2%]&4’1%61’111715:1!1% Finished product specification

3.2 Drug substance specificationm

Test ltem BP 2013

1. PBurudrndreny

98.0 - 102.0% of Piracetam (dried substance)

2. Identification

ATITHW

3. Apperance of solution

AW

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%

P @ o . -~ P o e W aa o o
wanuing - nadinvemsidewudimaiu waive) mmmasevlieTzdnemsla Whuusasenanmmanudansmin ldiueylifdae

- Drug substance specification ﬁmsm’mn‘l,u"‘smﬂ:ﬁmmgwﬁﬂ drug substance #¥3alU3LATEH drug substance 284

v oA o & @ v 4 A4 a a € @ o do
@‘Naﬂﬂ’\mtiﬂgﬂ QUU‘L@QUU““Q °II\1&Iﬂ’]i@ﬁ’n’sLﬂi’):ﬂﬂﬁunn%’mi)ﬂﬂ’mu@

.

(m%a)...........w .......... Rt UTe A e NIINANT
,\ WHENINITIUNT  TAuWUS)
. - '
(BIBD).ereeeeeee e, nNITUMS [GES) WO YO SO nsIuMs

(Widrh e

(WHENIWET NyawIant)

wﬁwﬁﬂﬂumﬁsagnﬁmﬂzsso



Gonlugu g
1. ﬁ'ummwmmanmsmﬂ@ﬁ'uagrywi‘fumt,ﬁvu@'hs"umLﬁ‘aa‘iwmg’luﬂs:mﬂ‘lﬂy uazdIWa (declare)
LRRINA®
1.1 lugdymsfunzadoudium me.2 ne.3 ne.4 udusdnsdl
1.1.1 lunsdifiduenfindeludssnelng nanefis ne.2
1.1.2 'lumtﬁﬁLﬁumﬁmTwLﬁ‘ammﬁau'ssq wupfie ne.3
1.1.3 lunsdimduntudranndnadszing naneis no.4
12 lusmetunudeuen e /.1 vesenfiauanan winuneazdueatansnuun mwuaINAas
auidunsifon (finished product specification) uazTBIIMUARNINYBITANAY (drug  substance
specification) nsrﬁﬁags:%jﬂonﬂsLﬂﬁﬂuLLﬁamn‘"l,mﬁmau WADIUUUBNFITEFUWIMWEIUMTVBLA b (8.5)
W 3B finished product specification Waz/n3a Drug substance specification lazwaurtlunawiudsnme
dszmeramdiannsafing uazlaifiu 2 9 w Sudszmedsznienersiannsafing
2. 1INFITIUTAINIAIZTIRNIHAREN
21 nsdifiswdalusanalng HuAadasdienmsiusaanaspumsndaenanamsninueiuaz3neialu
MINaaL PIC/S (Phamaceutical Inspection Co-operation Scheme) Taswiaoau PIC/S participating authorities
wia flenmsiusesunesguniInaas RN usuas IS nIRauININE AL BIE N NUA N TIIM S
2IMITUSTYT NIENTHETIIUFY Finuatulasfianusenndesussiafisusunsninamiuasamnalu
nsudann PIC/S lunuaaeniieuaane avudgaausauntasiagaulasinamsiusasfisiudsznne
dzmenandidnnsafing
2.2 nsdfidiuensingroineroysena HdadesdianansiusesnaspumIniataunannuriuee
S8mhawmMINaALN GMP %38 GMP/PICS (Pharmaceutical Inspection Co-operation Science) lauWIILINY®
PIC/S participating authorities 217LI&"§® musaunIaTsaulasinanITusaInITuLTzmel s nIaTan
BildnmIniing nIaaryasaadw udaudnsdl
3. Lanm‘sqmmwmaomﬁLamas'lm (Fuwinnane)
3.1 WansesR e mMwHian Mg TagUvaHEa (Certification of analysis of Finished product) u
m;’uﬁdatﬂuﬁ'wsha
3.2 wamsmm’?mm:ﬁqmmwi’mqﬁwaaéhmﬁwﬁ‘a; (Certification of analysis of Drug substance) 7151w
mswﬁmms‘;uﬁduﬂuﬁ‘aarjwﬁgamaa;jwﬁmmuaz%wﬁmi’mqﬁu
3.3 enmmIenanguiudua nuduiusizniiummaavasiagiurasdaendiety (Drug substance)
78 3.2 ﬁ‘ujummﬁmaawﬁmﬁmﬁmﬁ’u?mgﬂ (Finished product) 78 3.1
3.4 Tunsditunzdousnunannnii 2 9 ssdasfidunmmweinanamsinmn Long term stability Ui
s lunsdouguuaas Ltaz‘lﬁfummomu%’usaomnmsmn;jﬁéwuwmmaau?ﬁw
35 lunsdidunzifousnantosn 2 9 s daeddmmWinERan S I ANNAIRITBI I NTIE
wssdnlunzDougauaa LLa:vl.@T%'umimmufusaaLanmsmmgﬁéwmwaoﬁﬁ‘w
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4. @298neen

4.1 figuasan daassdiabignainaias 3 wihgussIn %\1Lﬂu@T'aLmuLLaMﬂua:LS}mWﬂsuﬁm
muﬁﬁmuﬂluﬁﬁaamauu“‘ﬁﬁa1ﬂ1]”wﬁ”u
5. msﬂszﬁuqmmwmﬁdauau (wanastanarsnissuilsznny)

5.1 mﬁ'dwauﬁaaﬁmq’[ﬂﬁajﬁaun’h 1 1 uanniusevay

5.2 s_lmmmﬁdwau a:ﬁadﬁaﬁnmmwmUlU%’usaawamsmw%mm:ﬁmg’uﬁdwau

5.3 nszﬁﬁmmaswmsﬁwmsquﬁaazmmﬁdwamﬁadms’mfjmﬁ:ﬁqmmw WIIBIITNNTITNRIIRS
9928020819 T@mjmm:ﬁaaaiqmLﬁ'uﬁnmuﬁwmuﬁummwmsaomm%mﬁ:ﬁua:Lﬂu;ﬁ"uﬁmau
d'ﬂ:ﬁﬁhUﬁlﬁma‘faa'l,umsmaﬁmﬁ:ﬁqmmw nsrﬁﬁwuiwﬂajLﬂu"l,ﬂmuqmé'nwmzmww: WUIYTITNTVD
souind iU R TEIMsL e TIMEN e INE 1LY ;Emmm:m?a;gwﬁmluﬂ%'vwia‘lﬂ

5.4 cjmm:ﬁaa%’nLﬂﬁaumtfiamlnﬁummq vﬁaLﬁaLﬁﬂmsL%‘auamws‘fwﬂs:ms'l@e] rieufwualas Ly
fidauly
6. Jlanasian (§21e) ?mzlau‘lﬁymﬁnﬁq;zywriaumi{ﬁwuﬁ otk

6.1 nsfﬁwam'szg'umaﬁl,ﬂﬁ:ﬁmﬁmnnsu%wmma@]i‘mmwwU"lajLﬂu'thummgmeaﬁ'mm

6.2 NIHHAAN TH m’ﬁﬁ@ﬁgnt’%ﬂnlﬁuﬁuﬁnnﬁ MaMAlasfRNNUAMENTINASETILAEN Tt naTes
fygazgeszany

6.3 nsrﬁwamsz«jumaﬁmsn:ﬁmﬁmnnm%wmmam‘mmwnzﬂ&hﬂu’tﬂmummﬁmﬁ’aﬁmuﬂ

6.4 NTHHAAN tUH mﬁﬁﬂﬁgm’%mmﬁnﬁmmﬁ asemnalasdinnuanznsTumMsamsuazen usiamas
fygardaszany

6.5 nsrﬁwuﬂytqummwmnwﬁmﬁwﬁﬁmﬂdwa@iaﬂszﬁm%mau,a:mmﬁaaﬂﬁydag‘:’ﬂwﬁ%‘ﬁum
7. ml’;Ui’]’ﬁmwaaa’mﬁﬂ%‘N%’uﬁmsmwNﬁmﬁ’meﬁmﬁﬁﬂi:i’agnL?ﬂnLﬁuﬁuIﬂﬂa’wﬁfmmﬂm:nswn’\s
awsuazen luszeziaan 1 9 dewiudezmeadszmanadidnnsafing

RaANYKg : 81989970
1‘

General requirement 83LN§TA1IUEMIL Finished product JUuLL Capsules

2 = The Intemational Conference on Hamonisation 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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swaztﬁﬂﬂqmé‘numzmwﬁ:uuuﬁwmna'lsn'lsai“ﬂ%avmﬁmsrfm
182N B11/2560
EN1N 7 Rivastigmine 4.6 mg/24 hr transdermal patches

muﬂszn'lm‘i'owi'ﬁquaimﬁ'lﬁ

1. Bam Rivastigmine 4.6 mg/24 hr transdermal patches

2. amaaiianalyl
2.1 3uuny \uengUuuy Transdermal patches dwiuiutziamie
2.2 gwdsznay 1w 1 uku Usznausasaen Rivastigmine (base) 9 mg lasfidanuaatsandanluseme
4.6 mg ¢ia 24 $2la9
2.3 MUV msg‘l,um’ﬁu:ﬁmﬁw Yasruussuazanudnle
24 asn - sziﬁ'}am FIUUTENOUAILEINYUATANUUTS TUNER ’Yuﬁvumq I0UARER waziaY
nzidoudrsuen LLazf‘J%msLﬁu{nmmvl'fazm’ﬁ'm%uuuu‘ssqﬁ'mwf
- uumsgﬁ'mvﬂﬁﬁ‘uﬁam amaﬁaﬂﬁawzq%am wWiafamanish samlsznavuazuwe
AMALTIVBILN LaURHER i’uﬁvumq'l’ﬁ@mu
3. AMANTAN AR

3.1 Finish product specification™"”
1. YTnmaadan 90.0 - 110.0 % L.A. of Rivastigmine
2. ldentification m’aim"mm&lﬁ?:qlu Finished product specification
3. Drug release mmmum&lﬁﬁ:ﬂu Finished product specification
4. Uniformity of dosage units , maim"mmwﬁsquu Finished product specification
5. Impurit_y / Related substance ﬂi’mmuﬂmﬁﬁquu Finished product specification

3.2 Drug substance speciﬁcationm

Test ltem USP 38
1. dTanmaadngy 98.0 - 102.0% of the L.A. of Rivastigmine
2. Identification f37HU
3. Heavy metals NMT 20 ppm
4. Residue on ignition NMT 0.1%
5. Organic impurities - Phenol impurity (rivastigmine related compound C) : NMT 0.3%

- Nor impurity (rivastigmine related compound B) : NMT 0.1%
- Any other individual impurity : NMT 0.10%
- Total impurities : NMT 0.5%

6. Enantiomeric purity NMT 0.3%

7. Water NMT 0.5%

A el P ) Y B Py el o & 1 N s Y
wagna - natknvavzdaundinmaiu (waive) miamasatiinnsinemsla 1‘%ﬂuLLﬁmLaanﬁangﬁumnm’m'lmuagﬁamu
- Drug substance specification Ransaunannly3 Lﬂﬁ:ﬁmm;&'ﬂﬁﬂ drug substance W3alU31ATEW drug substance Va9
¥ a o @ o v 4 4 a o o A,
AnRandnTagl avuleavimils ‘mﬁmsm'ammﬂ:ﬁﬂ‘mnnﬂwaﬂn’muﬂ
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Fanludu 9
1. ﬁﬂmewd'lmanmsnﬁvleﬁ'um‘uy'mifumLﬁnue'iﬁumtﬁiaﬁwﬂw’[uﬂumﬂiﬂﬂ wazELA9 (declare)
WARINE®
1.1 'luﬁﬁﬁrymﬁ‘fumtﬁwﬁﬁum (Ne1.2 1.3 N4 LRANTOR)
1.1.1 lunsdifidundfindaludsznelng nansfis ne2
1.1.2 lunsn"iﬁLﬂumﬁwL'iT'lLﬁamsmjamsq RUBDY Ne3
1.1.3 luns@nduenthidhanesdsang nansds ne.4
12 ludatunzdowe ne /.1 vasenfiteuaTien wWiaaumeaEsaaT; DNIAILANA AMNUBINT AN U
mu‘ﬁ"ﬁuﬂ:tﬁvu (finished product specification) LLa:’iTaﬁ’muﬂquﬂwmaﬁ'ﬂqau (drug substance
specification) nsrﬁﬁag}szwdwﬂmﬂsuuuﬂamrﬂmﬁ'wﬁu WADIUULLONRITEUWIMNEIEMTVBUA 1 (81.5)
NWIBN finished product specification Waz/#3a Drug substance specification logvaunlydauiudsznna
dezmenmdiannsefing wazlaiifiu 2 9 w Sudszmedssniesendiannsefing
2. 18NATIUIDINNATFINNIHAA L
21 nsdifignuaalusanalneg Hndindasdienasiusesnaspunmsniaemumsninasiuazisnsfialu
nINAae PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswuasnu PIC/S participating authorities
w3e flenmssusesunaIuMINEREAURENIN TR I T MIRAIUNNINE AN sEINIUA BN TTUNS
DIMITURZLY NIENTEBITUAY Farmuatulasfianuraansesuasriafiourunaninoeiuasdsnmalu
nsudaen PIc/s lunuinefiianaane avuagaawsaunIaTasevlasdnansiusesfisiudszme
drmenadidnnsafing
22 nsdifidiugingrenslszana HNAndBIlianaITUTRINA I IUMIHAALIURENLN i Lee
AEmsTiaunsWEatn GMP wWia GMP/PICs (Pharmaceutical Inspection Co-operation Science) laguIu
PIC/S participating authorities a1iUd1ga awsaunsasIeseulasiinansiusasiviudszmelszniasien
ldnnIaiing nisenyasandin usaudns
3. tanmsqmmw"uaamﬁtauaﬂm (Fuwinnane)
3.1 HaMIATIIAEV N NNRAATINE L TagU R NAR (Certification of analysis of Finished product) 1
méuﬁduﬂu@ﬁaﬂw

o

3.2 Namsmm‘imﬁ:ﬁqmmwi’mqﬁwaw“hmz%'mry (Certification of analysis of Drug substance) ‘mﬁ’lu
mswﬁmmjuﬁd&ﬁwﬁasznga’uao;‘&fwawunt,l,azsjwﬁmfmqﬁu

3.3 LangIvsenangmiuduenuduRuiszniniunsniavasiagivuasdiundety (Drug substance)
78 3.2 fufunsnaavasnFaiusisnduiagy (Finished product) 78 3.1

3.4 lunsditunafousnanannnii 2 D ssdastidmnnminenanisdnm Long term stability auiiu
dudulunznfouguuaas LLa:VL@T{umsmmm"usaaLanmsmnpjﬁé'\mwaaﬁﬁ'ﬂ

3.5 lunsditunadousuntosnd 2 9 sxdasddiunmuenanansansNANNAITB I IATRER
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1 = General requirement ¥83.nJ4¢13U& W3 Finished product J1lu 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.

3 = The United States Pharmacopeia 38
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