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3. aANIANINAKA

3.1 Finish product specification’ "

1. YSumanndagy mnmumwﬁ'inﬂu Finished product specification
2. |dentification mmmumuﬁ'i:ﬂu Finished product specification
3. pH m’mmu@\’m‘ﬁ‘i:u‘lu Finished product specification
4. Volume in container @li’mmumuﬁiquu Finished product specification
5. Microbial limit test m’m&humuﬁlizqﬂlu Finished product specification
6. Impurity / Related substance Glﬂﬁwi’m@l’mﬁsquu Finished product specification
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1. Bagn Donepezil HCI 10 mg orodispersible tablet
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3.1 Finish product specification"’

Test Items USP 38

1. Snmdrndany 93.0 - 107.0% of the L.A, of Donepezil HCI

2. Identification ATITHIN

3. Disintegration NMT 60 Jufi

4. Dissolution usasnIazane lidaandn 80% (Q) of the labled amount of Donepezil HCI
meluwaa 30 wd

5. Uniformity of dosage unit AT

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%
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3.2 Drug substance specification : Donepezil HCI o

Test Items USP 38
1. ﬂ?mmé‘hmﬁ’m‘iy 98.0 - 102.0% of Donepezil HC! (on the anhydrous basis)
2. |dentification AT
3. Heavy metals NMT 20 ppm
4. Residue on igniton NMT 0.1%
5. Water NMT 0.4% (anhydrous form)

NMT 7.0% (monohydrate form)

6. Organic impurities N3N 379013 Procedure 1

- Desbenzyl 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%

N3Gb%579914 Procedure 2

- Desbenzyl donepezil : NMT 0.15%

- Donepezil pyridine analog (DPMI) : NMT 0.15%
- Donepezilbenzyl bromide : NMT 0.15%

- Dehydrodeoxy donepezil : NMT 0.15%

- Deoxydonepezil : NMT 0.15%

- Any individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 0.5%
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1.#a87  Galantamine HBr 8 mg prolonged-release capsule

2. amanianaly

21 EﬂLLU‘U Lﬂua'uﬁmmﬂsga gﬂLLuuaanQﬂ%fmu (prolong-release capsule) fmTusudszmu

2.2 dudszney  Usznaudlu@lsn Galantamine HBr 8 mg lu 1 Lii@
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3. AnENANIINAKA

3.1 Finish product specification®

1. ﬂ?mmﬁ'ﬁmém”:y ﬂﬁ?ﬂﬁ’]u@l’]&lﬁiquu Finished product specification
2. |dentification test mwmu@l’mﬁsquu Finished product specification
3. Dissolution ﬂiﬁaﬂﬁu@ﬁuﬁszq‘l% Finished product specification
4. Uniformity of dosage units G\‘s’)ﬁ]f«i’lumuﬁi:q‘lu Finished product specification
5. Related compounds / Impurity mai}muﬂwﬁlszq‘lu Finished product specification
3.2 Drug substance specification"*
AMANTANIINAKA USP 38 BP 2013
1. USnmenendny 98.0% - 102.0% of Galantamine HBr 99.0% - 101.0% of Galantamine HBr
(on the dried basis) (dried substance)
2. Identification NTINU ATIWU
3. pH - 4.0-55
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
9. Enantiomeric purity NMT 0.10% of the 4R, 8R Impurity F (ent-galantamine) : NMT 0.15%
10. Sulfated ash - NMT 0.1%
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3.2 Drug substance specification”'? (@a)
AuAianuinaka USP 38 BP 2013

11. Related compound

- N-Desmethyl-galantamine : NMT 0.6%
- O-Desmethyl-galantamine : NMT 0.20%
- GB-Hexahydrogalantamine (galantamine
N-oxide) : NMT 0.20%

- 6B-Octahydroga|antamine : NMT 0.35%
- 60l-Hexahydrogalantamine
(epigalantamine) : NMT 0.20%

- Tetrahydrogalantamine : NMT 0.40%

- Narwedine : NMT 0.15%

- Any unspecified impurity : NMT 0.10%

- Total impurities : NMT 1.0%

A. Galantamine from natural sources

- Impurity E (N-desmethylgalantamine)

: NMT 0.6%

- Impurity A (narwedine) : NMT 0.15%

- Unspecified Impuriies : for each impurities,
NMT 0.1%

- Total : NMT 0.8%

B. Galantamine produced by a synthetic

process

- Impurity C (dihydrogalantamine),
D(anhydrogalantamine) : for each impurity,
NMT 0.4%

- Unspecified Impuriies : for each impurity,
NMT 0.1%

- Total : NMT 1.0%
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5181151 4 Levodopa 100 mg + Benserazide 25 mg dispersible tablet
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1. Ban Levodopa 100 mg + Benserazide 25 mg dispersible tablet

2. amasianahy

2.1 gluin Wusdlazuuy dispersible tablet §1miLTuLEw

2.2 udsznay  Usznauaiaaaen Levodopa 100 mg Wiz Benserazide HCI ﬁam&aﬁ'u Benserazide
25 mg 1w 1 1
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3.1 Finish product specification("

AmENTANIMARA BP 2013

-

. USinuenendagy 95.0% - 105.0% of the L.A. of Levodopa
93.0% - 105.0% of the L.A. of Benserazide

2. Identification ATITHIU
3. Disintegration time AT
4. Uniformity of Mass ATV
5. Related substances By Liquid chromatography

- Benserazide impurity A : NMT 0.5%
- The area of any other secondary peak : NMT 0.5%

- The sum of the areas of any such peaks : NMT 1%

6. Water content ﬂidﬂﬂﬂumﬁuﬁiquu Finished product specification
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3.2 Drug substance specification

3.2.1 Levodopa""’

T quaadamemeda | 77 Bp2o13
1. USanuendan 99.0 - 101.0% of Levodopa (Calculated on the dried basis)
2. ldentification ATIVIU
3. Appearance of solution AIITHIN
4. pH 45-70 '
5. Loss on drying NMT 1.0%
6. Heavy metals NMT 10 ppm
7. Related compounds By Liquid chromatography
- Levodopa related compound A : NMT 0.1%
- L-Tyrosine: NMT 0.5%
- 3-Methoxytyrosine : NMT 0.2%
- Unspecified impurities : for each impurity, NMT 0.05%
- Total : NMT 1.0%
8. Enantiomeric purity Impurity D : NMT 0.5%
9. Sulfated ash NMT 0.1%
3.2.2 Benserazide Hydrochloride“)
ABANTANWINAKA BP 2013
1. dSunmandan 98.5 - 101.0% L.A. of Benserazide (Anhydrous substance)
2. ldentification AT
3. Appearance of solution HIIVE
4. pH 4.0-5.0
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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5780151 5  Memantine HC1 5 mg/0.5 mL oral solution
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1.g087  Memantine HC1 5 mg/0.5 mL oral solution
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2.1 3Uuuy Wueni gwmsusudsemu

22 §utTznay Usznaudiueaen Memantine HCI 5 mg lu311@3 0.5 mL (1 pump)
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Nicergoline 30 mg tablet
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3.1 Finish product specification M

1. Y3nmaadary

m’sﬁlmuﬂ’mﬁ?:qlu Finished product specification

2. Identification

; ) . R
piek] mumum:qlu Finished product specification

3. Uniformity of dosage units

(Content uniformity)

m’aﬁmmmuﬁszq’tu Finished product specification

4. Dissolution test

, a . . .
a79rue Ay lu Finished product specification

5. Related substances

; 3 . e
(ﬂi’;i]muﬂ’mﬂﬁzlﬂu Finished product specification

3.2 Drug substance specification @

AUANVANIINAKA

BP 2013

1. USanmdaendngy

99.0% - 101.0% of the L.A. of Nicergoline (Dried substances)

. Identification

ATITU

+4.8° to +5.8°

2
3. Specific optical rotation
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%

(3]

. Water

NMT 0.5%

6. Sulfated ash

NMT 0.1%
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318MIN 7 Sodium valproate 400 mg for injection

av s =t [
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1.8a87  Sodium valproate 400 mg for injection

2. amsantianaly

2.1 31wy dunstnunenige snsudadnmsasidoads

2.2 §ilsznay Usznaudludlen Sodium valproate 400 mg 1w 1 vial
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3. AMENVANINARA

3.1 Finish product speciﬁcation("

1. WSunmdaendary maammmﬁ's:q‘lu Finished product specification
2. Identification m?ﬁlmuﬂ’mﬁiquu Finished product specification
3. pH mnw’mmuﬁs:qlu Finished product specification
4. Water content m'ﬁni’mm&lﬁ'i:qlu Finished product specification
5. Sterility test AW
6. Bacterial endotoxins ) Gls’aﬁlmum&lﬁsz‘iﬂu Finished product specification
7. Particulate matter AT

- DUMATWIA 2 10 pm aiifin 6,000 aumea

- BYMATUIA 2 25 um 1aitfiss 600 aymA
8. Uniformity of dosage units G\S’Jﬁlﬁi’mﬂwﬁ‘i‘:q‘lu Finished product specification

3.2 Drug substance specification : Sodium valproate(z’

AMANTANINAKA BP 2013
1. YSumdrendny 98.5 - 101.0% of Sodium valproate (dried substance)
2. Identification ATITNI
3. Appearance of solution AT
4. pH ATIIHU
5. Loss on drying NMT 2.0%
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3.2 Drug substance specification : Sodium valproate‘z’

AMINIANWINATA 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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5787150 8  Sodium valproate oral solution 200 mg/mL, 60 mL

m’mﬂizn'ma'fmi'mqua‘rmﬁ'lﬁ 10 d.h. 2560

1.8087 Sodium valproate oral solution 200 mg/mL, 60 mL

2. amaanianaly
2.1 luyy Wusnsazans SNSUSUUTEMY
2.2 #autlsznay Usznaudreaaen Sodium valproate 200 mg lusnsazanauSunas 1 mL
2.3 mrususny  uisslumauzdasiin dastuugonazanadu wszdl Syringe e ndu cc wia mL
2.4 23N - szq%am FIULUTRNOUANFIRPUAZANUUTI TUHAR 'S'uz'?vumq WwufinGe uazieunziiou
dniuen Hadwiamuuuussyriont
- UWMTUEUTIIEN amoﬁaw‘i’aaszq%amﬁ?a%amomsﬁw FIULTTNBUUIZVUIANIULT

P LRVNNAR ’Yuﬁumq TiraLan

3. AmdNlANIMARA

Nan’lsﬂi’aﬁl’imi’]:ﬁqm:nmﬂuvl.ﬂ(ﬂ’m Finished product specification L8z Drug substance specification
AsrsBsnnindriiatudieaiu doldaansfoudadiinnuemenssunseImTuazen NIENTNTITIIHIY
ndrduilddsdsdanduativfifvurimdelndniunespundaiiuladiunils aadszme
NIENTHETIIUFY Sa9 TR W.A.2556 8UTUA 11 BB W.e1.2556 (aaﬂs:mﬂ'luwnﬁmmgmnwﬁuﬁ
10 diguwaw 2556) nsrﬁvtmﬁmJLﬁﬂlﬁifuﬁuqaUﬁﬁwaoﬂm:ni'mmsﬂs:mmﬁmm

3.1 Finish product specification")

AmANTANINAKA BP 2013
1. Pnmueaedagy 95.0 - 105.0% of the Sodium valproate
2. Identification ATV
3. pH A3

5. Deliverable volume / Volume in container ATITEIUAMNY General requirement VBILNFTAITUSMIY Finished product

3UuuY Oral liquids

6. Related substances Sum of the areas of any secondary peaks : NMT 0.4%

3.2 Drug substance specification : Sodium valproate("

amdNUaANNMARa 8P 2013
1. U?Mﬁmﬁ"amﬁ’]ﬁiy 98.5 - 101.0% of Sodium valproate (dried substrance)
2. Identification ATIIN
3. Appearance of solution - ATIVHN
4. pH ATITHIN
5. Loss on drying NMT 2.0%

................................................ nIFuNIg

(WHRMINMUATH ATUE) (wHsMasuM Suad)

wﬁ'\ﬁﬂﬂumiﬁaqﬁﬁ32912560




3.2 Drug substance specification : Sodium valproate"’

AMANTANIINAKA 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

NABRG 1. nsfnaemadouudamaiu waive) mismasauiiemsdmomsle WHuusesansmar n@uﬁandqqﬁlﬁfnaguﬁﬁw
2. Drug substance specification ﬂmﬁmmn’[ﬁmmzﬁmmﬁmﬁm drug substance #W38lUAATIEN drug substance 183
HwdaduTeg atiuleatiunite G‘B{aﬁmsm’;ﬁmﬁ:ﬁﬂsunnﬁﬁaﬁ'ﬁwum
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WA, 2556 visasEsemanFIdnTURe Mo N s MANTENT A BTN WolWiAamMILUTH lﬁﬁuﬁuqazjﬁﬁa
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1. Fmwan mLanmsmivL@T{uagmm'!umLﬁ gudnsuas g lulsmelng ussduas (declare) LWRINEN
1.1 luﬁﬂﬁ'tymsifuml,ﬁuuﬁﬁum (N8.2 Ne.3 NeL.4 UAIANTER)
1.1.1 lunsdifidunnfndalulssinelng naneds ne2
1.1.2 lunsrﬁﬁu,ﬂummL’:T'»Lﬁian'ml,ﬁwssq wunedd no.3
1.1.3 luns@mduenihidhanensdszing naneils ne.4
12 ludedunafiowen ne.1/p.1 vasenfiauaon wisumoazduaadanmInugua s IHEar
aufdunziion (finished product specification) URzTaAAUANMNINTBITARAY (drug  substance
specification) nsrﬁﬁag;szwinmsmﬁuuuﬂmLLﬂ"'lmLﬁmﬁm dasuuunNEIELIMNETEMIVaLT 1 (81.5)
NW3BN finished product specification Uaz/%30 Drug substance specification laspaurlufawiudszna
dszmesadiannsefing wazlaiiiu 2 § a Sudszmedssmesedidnnseiing
2. 1lINATTUIDINATTIRNITHAREN
2.1 nsdifmaalulszmalng p‘JI”N§m<§u’mﬁl,anmsi”usaammgmmswﬁmmmwé’mnm‘n‘uaﬁﬁmsﬁﬁ
lunsudaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) I@ﬂ%mm’m PIC/S participating
authoriies %38 Flana3iusasanaIgIUNIIHAaEIEARANIN MLz IENsAGluNINEADTB I
ATENTIVNITOMITURZET NITNTIIINTITOHGY Farmuatulasfanuresnsasuasiaiinuriunaninusiuas
SEnshaluningasn PIC/S lunuianfilauaie aﬁumqﬂmmaumsmwaau‘[@nﬁwamﬁusaaﬁﬁu
dszmadszmenadiinnsafing
2.2 nsdiueningreneoysana HNAARBINIaNENITUIBRN AT UV RENARANLN T LSS
SEMIREUNISNAALN GMP %ia GMP/PICs (Pharmaceutical Inspection Co-operation Science) latwvinpanu
PIC/S participating authorities a1fusnga ausauntsaTaseulasiinamsivsesdsiulizmelszniamen
Bilinnseiing wiaaryaseadw udrudnsd
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3. Lanmsqmmmlmmﬁtauaﬂm (Fnwnwanse)
3.1 HANIATIUATIZRE WA DT ndu393LIauHEa (Certification of analysis of Finished product) T
mgfuﬁemﬂu@?";aaha
3.2 NANNIATIIATERUNIWIAYFUTIRILEATY (Certification of analysis of Drug substance) Al
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78 3.2 MujunsnAauasnaaniendniagy (Finished product) T8 3.1
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Generalized seizure L Status epilepticus LLa:leT%"Umiaﬁuw“lu’nimifﬂ’mmSLLW“nﬁﬁw’éaﬁa‘lﬁua:wa
msinwiidszinsnwlideondnisdnwassendunuy wis dnsnunsdnwsnseddnlumssneilaa
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