p 2
71mmﬁﬂﬁqmﬁnﬂmzmwnuuuﬁlmanmsmsaﬂ%arnmm*n‘ﬂ'l
taan BO1 /2560
378115N 8  Memantine HCI 5 mg/0.5 mL oral solution
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1.8987  Memantine HCI 5 mg/0.5 mL oral solution

2. amangianaly

2.1 uuwy e g winsudssnu

2.2 sausznay Ysznaudludlen Memantine HCI 5 mg TudSunas 0.5 mL (1 pump)

2.3 MUV msg‘lummu:ussq fasdin wiauwaudmiunasn
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3. amaNIANvINaRa

3.1 Finish product specification("

1. YSunmenendagy 90.0 - 110.0% L.A of Memantine hydrochloride

2. ldentification m’m&i‘mmuﬁiquu Finished product specification

3. pH mmmumuﬁs:q'lu Finished product specification

4. Deliverable volume ms’mmuﬂ’mﬁsm{‘lu Finished product specification

5. Microbial limit test mi’aﬁ]mumuﬁ'izqh Finished product specification
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1. o Rotigotine 4 mg/24 hr transdermal patch

2. amasnianaly

2.1 guuyy Lﬂumgﬂtwuudum (Transdermal patch) §nILTAUBAEIRII

2.2 gawtsznay 1w 1 win dsznaudiudaen Rotigotine 9 mg laadinsusavsasen 4 mg lwu 24 $4lus

2.3 MAULVIN usiqlwnaqﬂ@aﬁﬂ
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3. amaNIANINALA

3.1 Finish product specificationm’(z’

1. Sunarendany 90.0 - 110.0 % L.A. of Rotigotine

2. ldentification m’:’awhumuﬁiz‘i_ﬂu Finished product specification

3. Dissolution / Release rate mmmumuﬁ'izq‘lu Finished product specification

4. Uniformity of content m’mmumu‘ﬁ's:qlu Finished product specification

5. Impurity / Related substance Gli'mmumuﬁizlﬂu Finished product specification
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Pyridostigmine bromide 60 mg tablet

1. #asn

2. ansaNLIaN b

2.1 gﬂu,uu

Pyridostigmine bromide 60 mg tablet

3 s @ e
Juende SMTUIUY MU

2.2 sawtlsznay  Usenaums@len Pyridostigmine bromide 60 mg 1w 1 Ll

2.3 MTULVIN msqlum'ﬁu:msqm LLa:ussqﬁm‘VTﬂaaﬁ‘uum
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3. amaNTANINALA

Namsmm’imﬁ:ﬂ‘ﬂqmmwLﬂuvl.ﬂmu Finished product specification &z Drug substance

. de a v o o A o A Y P IR
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3.1 Finish product specification

(1.(2)

amanlanamaia

USP 35

BP 2013

1. USanmarendan

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

Pyridostigmine bromide

92.5 - 107.5% of the L.A. of

Pyridostigmine bromide

2. Identification

AU

ATIWU

3. Dissolution

szanelidtasnin 80%(Q) of the LA.
of Pyridostigmine bromide 1w 60 w1

azaneliikeanin 70%(Q) of the LA.
of Pyridostigmine bromide 1 45 w1fi

4. Uniformity of dosage units

ATIVHIU

ATIU

5. Related substances

-Pyridostigmine impurity B : NMT 6%
-Pyridostigmine impurity A : NMT 0.4%
-Sum of the areas of any other

secondary peaks NMT 0.4%
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3.2 Drug substance specification : Pyridostigmine bromide""‘z)

amanianunaia USP 35 BP 2013
1. ﬂ?u'lmﬁ"amﬁ’lﬁ'ﬂg 98.5% - 100.5% of Pyridostigmine bromide | 98.5-101.0% of Pyridostigmine bromide
(on the dried basis) (on the dried basis)
2. |dentification AU ATITAN
3. Appearance of solution - ATI
4. Melting range 154° to 157° -
5. Loss on drying NMT 2.0% NMT 0.5%
6. Residue on ignition NMT 0.1% -
7. Ordinary impurities ATV -
8. Acidity or alkalinity - ATIININ
9. Related substances - - Impurity A,B : For each impurity NMT 0.4%
- Total impurity : NMT 0.5%
10. Heavy metals - NMT 20 ppm
11. Sulfated ash - NMT 0.1%
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7.3 nsdiwudgmgunwanuiadueifendwadayssinrnauazamulseasibsiardihedldsue
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8. wihsmImMIrasIuini AT sonsiadmvin v iagnisunifiuAulasgiinnuasenssunis

awsuazenluszeza 1 Jnawlutszmeadsznianadiinnssiing

‘V]N']EIWIQ : 81989970
1 = The United States Pharmacopoeia 35

2 = British Pharmacopoeia 2013
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:fuiﬁa
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71 Bﬂ'\i‘ﬁ 11 Quetiapine 50 mg extended-release tablet

muﬂs:mﬂﬁ'\mi’ﬂquaﬂﬁﬁ'\ﬁ 17 W8 2559

1. o Quetiapine 50 mg extended-release tablet

2. anssatiainialyl

2.1 3uuvy Wueude Eﬂunuaanqwﬁhﬂu (Extended release) §1MIUIUUTEMY®

2.2 fwmsznay  Usznaudau@aen Quetiapine fumarate cﬁoaugaﬁu Quetiapine 50 mg

2.3 mrweussy U luunseaiiifisuwand wia blister pack ostuanudule

2.4 amn - s:yjff‘am MUY TNAUMLIEIAYUITAINLTI TUNER 'S'uﬁvumq Wfkde nafou
@3uen wazdimafiusnwen "Haam’ﬁ'ﬂwuuumsgﬁ'mﬁ

- UWNIEN azhafiaU@Taas:q%amﬁa%amamiﬁw NI NIVUATTWIAN UL ITIVBIEN

Lwufinda 'S'uﬁvumq'b”&’mau

3. amanANIMaLa

3.1 Finish product specification”

1. YSunoarensaty 90.0 - 110.0 % L.A. of Quetiapine

2. Identification test ﬂiaamumuﬁii:q‘lu Finished product specification
3. Dissolution mmmumuﬁnq‘lu Finished product specification
4. Uniformity of dosage units m’ailmum’mﬁs:lﬂu Finished product specification
5. Impurity / Related substance mwmumuﬁi:q‘lu Finished product specification
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Goulefu
1. f,hmewmmanmsms"[éf%’uagnpm’!umLﬁyuﬁﬁ’umtﬁiaﬁmﬁwhﬂs:mﬂ%ﬂ LaTEILA (declare)
UNAINE®
1.1 ’luﬁwﬁrymsifuﬂnﬁuuﬁﬁum (N81.2 Ne.3 NeL4 uauansil)
1.1.1 lunsdimduenfindalutsznelng nanede ne.2
1.1.2 ‘luns:ﬁﬁtﬂumﬁwLanLﬁiammﬂwssq neta ne.3
1.1.3 luns@fiduentidhandnalssina waneds ne.4
12 ludwatunalouen ne.1/s.1 vsniiauasan w%’auﬁaamﬁmﬁ'ﬁanﬁmuquﬂmwwmawﬁmﬁm‘ﬁ
@lwﬁ"lfuml,ﬁﬂu (finished product specification) LLa:ﬁaﬁ’muﬂqmmwmad’Y@lqﬁu (drug substance
specification) nscﬁﬁa;js:wmmﬂ,ﬂﬁwuﬂmLm"'lmﬁ'mau AfaILBLLanEITELWIMNEENITaut Y (8.5)
AMWIau finished product specification LaZ/NID Drug substance specification lasvautladautudszme
dszmenandiannsaing uazlaifiu 2 9 o Sudszmadsznamm8dnnsaiing

@) WAL AN — sz FIUAMENITINT
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2. 1ONENIFTVIDINIATFIRNTHAAL
2.1 nsdnewdalusznalng QwﬁmﬁmﬁLanmﬁusaqmmg'mmwamﬂ'lmmé’nl,nmsﬂuazﬁﬁmsﬁﬁ'lu
nIKaaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taawiiaeau PIC/S participating authorities
"3 ﬁl,anms{maammsgmmw56\mmwé’nmmwﬂm:ﬁ%msﬁﬁlnmwﬁmmmaﬂﬁﬂﬁfmmﬂmnssums
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Yszmianendidnnsaiing
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PIC/S participating authorities a1/Ua"g® musaumIaTssaulasinamItusestieiudszmalszniasan
Siinnsefind winanyaseadn ududnsd
3. ;anmsqmmwmaomﬁmuaﬁm (Fwrnnang)
3.1 nansesRInTERg MWKEAR iiendTaguasida (Certification of analysis of Finished product) u
m*éuﬁduﬁuéﬁatm
3.2 wamMsaTRAaTzRg MW IAnAuYesdIENd Aty (Certification of analysis of Drug substance) Al
miwﬁmms;uﬁ'doLﬁuéﬁazi'mﬂ"va’uaoﬁwﬁmmta:ﬁwﬁmfmqﬁu
3.3 lanesienanguiudunnusunuininiunniaresingduyesdanddg (Drug substance)
98 3.2 ﬁ'mq'umswﬁwaawﬁmﬁmﬁméﬁlﬁagﬂ (Finished product) 78 3.1
3.4 lunsditunziouenanunnnii 2 9 wdasfidunandnananising Long term stability anafii
wudnlunsdousnuuaes wazldsumssswasusasanasnnglaunaasuiem
3.5 lunsditunziouenaniasnd 2 9 asdasdiummwinenansansanuadanassaudiiu
Wnsdulunsdoueuuans warldsunisaswususaaenansnngidmnevasniem
4. @7881981
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5. m‘sﬂssr’fuqmmwmﬁdauau (udagana1 TN IENW)
5.1 m‘ﬁdauauﬁaaﬁaﬂq‘lﬂﬂajﬁaﬂniw 1 9 fuaniussaay
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6. ,ana1sidanlydu g

6.1 winefaws llgenduiuy (original drugs) daeiiniifeuaninisnasay Bioequivalence TILaua

= a o o/ ad - 9/ s € a s = o

wWisufisutvaduuuy Tasdsnsdnwmdasduldamundninasiuazuwil fuadlunsfinsdisuyava
o o 3 & = o @
B IAIEIINUABENITTUMIEMILAEEN NIENTRmmItEY . unIdunzdsudiumaauune
mwgylw (Idisanzifanen NG) sansnunuiumsuuuenasMIANIEITUYRVBIN
7. fiananen (§ne) Bngealisnidndygrnanasuimue Aol
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7.1 mdinensguarndiensiniinnainpmaainausndlidulyauanesgudaiimue
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NS TaI=VY
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7.3 nsﬂwuﬂmwwqmmwmnwﬁmﬁmwfﬁa’ma‘qwa@iaﬂs:ﬁw%maua:mmﬂaa@ﬁﬂdaﬁjﬂaﬂﬁ"[eﬁ‘um
8. mi.’ms’mmsmam’auﬁﬂﬁvlaﬁuﬁmsmwNﬁmﬁ'm‘lfl‘mﬁﬁﬂszﬁgnL‘%ﬂnLﬁuﬁuiﬂUﬁ'\ﬁ’mmﬂmmﬁums
vsuazentuszazia 1 Jhawludsemadsznienandidnnsefing

NANEHA | 9198990

1 = General requirement TaILNFTATUENIU Finished product 3uuuy Tablets

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 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLﬂ:ﬂﬁa
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5780157 12 Nicergoline 30 mg tablet
zmadIninguaEsih 17 W8 2559

1. #aen Nicergoline 30 mg tablet

2. ansastianalyl
2.1 uuy duende dwsusudszmu
22 sutsznay  1u 1 e Usznaudauden Nicergoline 30 mg
23 myuzusny  uinluwussegiliiluaWansd wia blister pack Daadin
2.4 23N - Hatn FuLlsnauf R TUaA UL TunEe i’uﬁvumq Wwfinge uaziaunsdow
dnfuenTadwranuuiurmnae
- UWREN atmﬁaaﬁmmg%am fULRNAUGINERTY AT fu§umq URARTIHAS

3. anaNlanIINana

3.1 Finish product specification”

1. UTunoueendngy 90.0 - 110.0% of the L.A. of Nicergoline

2. |dentification mwmumwﬁisxﬂu Finished product specification

3. Uniformity of dosage units mamhumuﬁs:q‘lu Finished product specification
(Content uniformity)

4. Dissolution test m’J'«Jmumuﬁs:q‘lu Finished product specification

5. Related substances mw&humuﬁizqh Finished product specification

3.2 Drug substance specification @

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

- Impurity A : NMT 0.5%

- impurity H : NMT 0.3%

- Impurity D,C,F,| : 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. Sulfated ash NMT 0.1%
(F9%8).cnnn fiwww/ ’b‘“’vvk/ ..... UszmuamsnIsums
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N W3Taw finished product specification Laz/W38 Drug substance specification lasvawn lunawiulsenia
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2. 1laNEITUIDINATFINNIIHAA L
2.1 nsdifienudalulszmalng HrdadaefienmsiurannasgumniammunsninaniuasiEmsfialu
NINAAL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswmiasu PIC/S participating authorities
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msudawn PIC/S lunanasnfigusne atuagaausauntasiaseulasinamsiusesfisiudsznie
dezmenasiannsefing
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1 = General requirement ¥83LnFT# U WL Finished product JUuwuy Tablets
2 = British Pharmacopoeia 2013
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< . .
518n19N 13 Fingolimod 0.5 mg capsule

muﬂsznmﬁ‘aw’i’aquasmmﬁ 17 W9, 2559

1. Boen Fingolimod 0.5 mg capsule

2. amsganiana by

2.1 3Uuuy Duswdaualgs dmibsudsnu

2.2 swmdsznay  Usznaudaualen Fingolimod hydrochloride ﬁaugaﬁ’u Fingolimod 0.5 mg 1% 1 1da

23 Mrwussy U luueisilasdin tastuanadwle

2.4 2870 - ﬁq%am fIULITZNALANEATYURLANALTS TUNER i’uéumq iefinda wavsiow
dsun uaziEmaiuinmne Mesdaauuuusasiued
- UUIHIEN amaﬁam\”amq%amw‘sa‘?amamsﬁﬁ FMUTNAVURTINAANNLTIVIEN
L8ufinda 'S‘uﬁuumq'l'a"'ﬁ'mw

3. AMANUANIIINAKA

3.1 Finish product specification'"*
1. USanaeaendngy 90.0 - 110.0 % L.A. of Fingolimod
2. Identification m’aﬁlsi’mmuﬁi:qlu Finished product specification
3. Dissolution m’mmu@nuﬁ'sxiﬂu Finished product specification
4. Content uniformity m’mmumuﬁs:qlu Finished product specification
5. Impurity / Related substance mn%mum&lﬁ'szqh Finished product specification
Gonludw 9
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i’lﬂmiﬁ 14 Sodium valproate 400 mg for injection

awlsznadoniaguanssi® 7 19, 9559

1.80n  Sodium valproate 400 mg for injection

2. amaniianaly
2.1 3uuuy Wunstnuneenids smstiadanmseaidaad
2.2 swtsznay Usznaudludlsn Sodium valproate 400 mg 1w 1 vial
2.3 MTULUITY ussq'lumw:usis;‘mﬁ@ﬂs‘mﬂmm"ﬁa
2.4 a8n - szu‘%am FUUTZNaUAILEIAYUATANULTI TUKEA i'uﬁvumq WfinAe waziaanadou
dsuen Hadvtanuunussaried
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3. amANLANIINALA

3.1 Finish product specification'”

1. USunmsendag 90.0% - 110.0% of the L.A. of Sodium valproate
2. Identification ﬂﬂﬁlmumuﬁizq‘lu Finished product specification
3.pH mnmumuﬁ'squu Finished product specification
4. Water content m’a'ﬂmuﬂ’mﬁﬁnﬂu Finished product specification
5. Sterility test ATIINW
6. Bacterial endotoxins M’thumuﬁnqlu Finished product specification
7. Particulate matter ATITHIN

- AUWMAUUIA 2 10 pm 1aiifin 6,000 auMa

- aMATWIA 2 25 pm Laitfin 600 auMIA
8. Uniformity of dosage units m‘nﬁ)ﬂ’mﬂ‘m#iquu Finished product specification

3.2 Drug substance specification : Sodium valproate‘z’

amauianwinana BP 2013

1. USunodnandng 98.5 - 101.0% of Sodium valproate (dried substrance)

2. \dentification AIIVHIN

3. Appearance of solution ATIININ

4. pH AN

5. Loss on drying NMT 2.0%
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3.2 Drug substance specification : Sodium valproate(z)

anaANsaia BP 2013

6. 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. Sulfates : NMT 200 ppm

4. Heavy metals : NMT 20 ppm
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