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1. Bam Donepezil HCI 10 mg oral dispersible tablet

2. ansaaianaly
2.1 3uuy Wwenidiegiuuy Oral dispersible tablet (ODT) §wSUulsznn
2.2 #ulsznay Usznaudlsalsn Donepezil HCI 10 mg 1w 1 1@
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2.4 aan - s:q%am FUUINAUAINTIAPURSANNUTI TUKER i’uﬁvumq m‘nﬁwﬁ% IEEEYERTIN
dsuen Hadwdanuunussnmd |
- UUMTULUIINEN adwaﬁauﬁaas:q%am%?a%amamsﬁw FUUTENAUUATIWIAA VLTI

A = b A‘l 9/ A
VBILT LRUNHAG ’Juaumq vL’J‘Ii@IW%

3. amaaANvIMaRa

Namwﬁﬁ)‘imi’]:ﬁqmmwLﬂuvlﬂmu Finished product specification ita82 Drug substance specification f
@ a @ o5 o A [ A 9 o 3 o A
fadsnninardsuatuduany deldanzidoudadinuamenIsunisannisuazen NIENTNAITITUFY
X o o v Meve A w o A - \ v @ o Qs o o A
nannFrdsunlgsredsdsaduaivMisurinwialuniniwnaspwnssdsuladisuniis asseniensznge
ADIIOARY 1389 YT WA2556 arTufl 11 i ieu Wa.2556 (sadszmelunsfisnwunsniug 10 Sguiow

o (-} 1 VA’ Qs oo

2556) natklisuirildiuiugasAiaesnmensumadssnmenans

3.1 Finish product specification”

AnaNiAmMamane | LT USP 35
1. PBnmaredagy 93.0 - 107.0% of the L.A. of Donepezil HCl
2. Identification ATIIHIU
3. Disintegration NMT 60 Su1fi
4. Dissolution usaanIazae laikaenin 80% (Q) of the labled amount of Donepezil HCI

muluiam 30 wf

5. Uniformity of dosage unit FTHH

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

amauianimaia USP 35 |
1. PBuarendngy 98.0 - 102.0% of Donepezil HCI (on the anhydrous basis) |
2. Identification ATITHIU
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 NINATIVAN 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%

N3AII9AY Procedure 2

- Desbenzyi 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. #aen Galantamine HBr 8 mg prolonged-release capsule

2. amaaianaly
2.1 3uuuy Wusnudiauaies gﬂuuuaanrmﬁhm (prolong-release capsule) MIUTUUIZMY
22 dwtsznay  Usznaudaneien Galantamine HBr 8 mg lu 1 e
23 mawruny U luuredasiin Yastunuiu
2.4 28N - i:q’ﬁlanw SIMUTRNAUTIELNEAPUAAMULTI TUNR® fuéumq WG waseansdon
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3. AMENIANINAKA

3.1 Finish product specification™”

1. USanudrendngy 90.0 - 110.0 % L.A. of Galantamine HBr
2. Identification test Glﬂﬁwi’luﬂ’mﬁiquu Finished product specification
3. Dissolution m’mﬁhumuﬁsquu Finished product specification
4. Uniformity of dosage units m’aﬁ]muﬂmﬁs:q’tu Finished product specification
5. Related compounds / Impurity m'amhumuﬁ‘s:qlu Finished product specification
3.2 Drug substance specification™*
amduiansnatia USP 35 BP 2013
1. ﬂ'immhmﬁ’\ﬁ'ty 98.0% - 102.0% of Galantamine HBr 99.0% - 101.0% of Galantamine HBr
(on the dried basis) (dried substance)
2. Identification AT ATVINTH
3.pH - 40-55
4. Specific optical rotation | . g0 ° 1o - 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)(4)

3.2 Drug substance specification™ (da)
ATANLANIINARA USP 35 BP 2013

11. Related compound

- N-Desmethyl-galantamine : NMT 0.6%

- O-Desmethyl-galantamine : NMT 0.20%
- 6B-Hexahydrogalantamine (galantamine
N-oxide) : NMT 0.20%

- 63-Octahydrogalantamine : NMT 0.35%
- 60-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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AR : 81989970

1 = General requirement 2ILNFTATUERTU Finished product Eﬂu‘un 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 Bicavailability and Bioequivalence Studies Ltazfjﬁa
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1. Bawn Levodopa 100 mg and benserazide (HCI) 25 mg controlled release capsule

2. ansaanianall
2.1. 31J Wy

Dugnuladmivitdsemu suuundidanmalsadsesmnamiduszoziiamunu (controlied

release : HBS, (Hydrodynamically balance system))
2.2 gwdznay  iznaudieeien Levodopa 100 mg Waz benserazide HCI ﬁ'augaﬁu benserazide 25 mg lu 1 1ii@
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3. AMANTGNWINARA

3.1 Finish product specification

LRUNNE® fuﬁumq gaiau

a2

1. Bnmdaday

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

2. Identification

: P
mﬂamumumquu Finished product specification

3. Weight variation

%Ia Uniformity of Weight (mass)

: P - I
mn'@mue‘numz‘lﬂu Finished product specification

4, Dissolution

; J
m:’mmumum:qlu Finished product specification

5. Related compounds / Impurity

ﬂﬂiwhuﬂ’l&lﬁﬁz‘iglu Finished product specification

3.2 Drug substance specification

3.2.1 Levodopa™**

. Enantiomeric purity

ammnianinaia USP 35 BP 2013
1. Ylanndzndrngy 98.0 - 102.0% of Levodopa (on the dried basis) 99.0 - 101.0% of Levodopa (on the dried basis)
2. ldentification ATIIAN ATV
3. Appearance of solution - AT
4. pH - 45-70
5. Specific rotation -160° to -167° -
6. Loss on drying NMT 0.5% NMT 1.0%
7. Residue on ignition NMT 0.1% -
8. Heavy metals NMT 0.002% NMT 10 ppm
9

- Impurity D : NMT 0.5%

(Wil 4aInT)
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3.21 Levodopam’“’

AMANLANIINARA USP 35 BP 2013

10. Related compounds - Levodopa related compound A : NMT 0.1% | - Levodopa related compound A : NMT 0.1%
- L-Tyrosine : NMT 0.1% - L-Tyrosine: NMT 0.5%
- 3-Methoxytyrosine : NMT 0.5% - 3-Methoxytyrosine : NMT 0.2%
- 1-Veratrylglycine : NMT 0.1% - Unspecified impurities : NMT 0.05%
- Individual unknown impurity : NMT 0.1% - Total : NMT 1.0%
- Total impurity : NMT 1.1%

11.Sulfated ash - NMT 0.1%

3.2.2 Benserazide Hydrochloride

AMANLTANIINARA BP 2013
1. Buuaaendan 98.5 - 101.0% L.A. of Benserazide HC| (anhydrous substance)
2. Identification AN
3. Appearance of solution AN
4. pH 40-50
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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2. 19NFATIUTDINNAIFIUNINAAEN
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3.1 wamsanedensigamweiaiusiendisagiuasiie (Certification of analysis of Finished product) 11
ms"uﬁdol,ﬂuﬁ'aaaiw
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1 = General requirement VaILN§UFTUEMIL Finished product Jtuuuenida

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
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71ﬂauﬁﬂﬁqmﬁnum:mw'mmufhmanmimiﬁ'ﬁ%atmﬁmﬁm
1@z BO1/2560
5787130 4 Recombinant interferon beta-1b 250 mcg/mL for injection

aandszmevaminguanasi® 17 U8, 9559

1. B Recombinant interferon beta-1b 250 mcg/mL for injection

2. ansasnianaly
2.1 3uuuy Dwetsannideivn smivaadhlafm wiauihovnacmonsssaoraen
dihenunaanidels Wiis
22 dwlzney sznaudlasaen Recombinant interferon beta-1b 250 meg/mL (8 MIU/mL)
2.3 MTUUIN ussqlum"nu:ussqmﬁﬂﬂsmmm%a wibuyagUnsaldmiLda
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3. AMANTANIINARA

3.1 Finish product sgecificationm

1. Identification daIuEaINaMIATIvaLINas 1 1u 5 53 ldun
- CZE w38 IEF

- PAGE Wa2/%38 Immunoblotting

- Peptide mapping / LC

- Anti viral activity

- HPLC
2. Content of rIFN beta-1b ﬁ?iaﬁﬂumﬁuﬁiquu Finished product specification
3. Bioassay mmshumuﬁi:qlu Finished product specification
4. Total protein m’Jﬁ)mumuﬁiszqh Finished product specification
5. pH ava9ruaAszylu Finished product specification
6. Water content m’mci’mmuﬁiquu Finished product specification
7. Bacterial endotoxins ﬂiiﬁlriﬂu@lﬁuﬁsz‘lﬂu Finished product specification
8. Sterility ATIU
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Q. Qs & Qo
INYATIDYAATANHMLANIZURUNIBIBNT1TNTIATDITA M B
182N BO01 /2560
5180150 5 Botulinum toxin type A 500 IU for injection

aadsemadsniaguasasii 17 U9, 72559

1. 3o Botulinum toxin type A 500 IU for injection

2. amaaianal

2.1 Jluuy Dunaen dseanida dnsude

2.2 gawdsznay  Usznaudau@aen Clostridium botulinum toxin type A 500 IU 14 1 vial

2.3 MIUUTTY ussg‘lumwzmsqmﬁmﬂﬁﬂmm%a

2.4 asn - s:q%am fIusznaumeEmA YA NULTI TUHER 'S’u?rvumq wwufinge uazeunzou
dnfuen Hagetaauuuussanieg
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3. amdaiGNNARA

Namim’m?mi’l:ﬁqmn’lwLﬂu‘lﬂmu Finished product specification Wwaz Drug substance specification 7
v a “ o v a (Y- B a | o o & X
frdmninsrdriuadindorii dsldeanzdoudadninnuanenssumsemiuazn nEnvsensIstgy Yok
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2556) Nt lifisuih lilunugasAfiavase sznssunisszniananmn

3.1 Finish product speciﬁcation("

Test ltems BP 2013

1. Identification ATIWU
2. Specific activity

- 150,000 relative molecular mass neurotoxin | - 1%aen 1x10° mouse LDg, units / mg of protein

- 900,000 relative molecular mass neurotoxin - livauni 1x10” mouse LD, units / mg of protein
3. Protein content AT
4. pH ATIHH
5. Water AT
6. Sterility AT
7. Bacterial endotoxins #auN31 10 IV per vial
8. Microbial purity ATIMU
9. Genetic purity ATIFW
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3180190 6 Sodium valproate oral solution 200 mg/mL, 60 mL

Iz nAIINIRgUATIBENR 17 W8, 7559

1.808n  Sodium valproate oral solution 200 mg/mL, 60 mL

2. amsaiana

2.1 luuy Wuasazans MSUTLYTENY

2.2 dwdsznay Usznaudldaen Sodium valproate 200 mg usnsazaoUSuas 1 mL

23 maueusny v lumausdasdin Uastuuasuszanadn uazd Syringe szyjUSunaniu cc wia mL
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3. amantiannaRa
Namimm’?mﬁzﬁqmmmﬂu‘lﬂmw Finished product specification a2 Drug substance specification
nl' a W@ o Qs a a A 9 ] o L%
NEBnnFRsUatuAeInG e ldenzidoudedninnuamenssunisawisuazen NENTNITIIUFY
& t! a o Qv d L = 9 o A a ] ] ' a o o e _ % “
muma’ﬁmiuﬁl’ﬁmoamauﬂuauunmm.nm’m%‘lmnmmmsg'mma'nmsu'l@msuvxm audsemea
A ° v a o o
ns:m’aammsmg"u LI 5:1461'15’19’] W.91.2556 aq’mﬁ 11 LWEILU W.7.2556 (mﬂizﬂ'\ﬂluﬂ’ﬁﬂﬂm‘%mﬂE’I’Juﬁ
a = 1A ] 9.«! v aa
10 NQW]FJ‘LL 2556) nsru.'lwmammlmunuqamemaoﬂm:miumiﬂszmmwmm

3.1 Finish product specification"’

AMANIANIINAKA BP 2013
1. Snmdrsndary 95.0 - 105.0% of the Sodium valproate
2. ldentification AT
3. pH ATININ

5. Deliverable volume / Volume in container AU General requirement YBINFTAITUFINIU Finished product
JUMLY Oral liquids

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

3.2 Drug substance specification : Sodium valproate“)

AmANlANIInaAna BP 2013
1. Snmaasdagy 98.5 - 101.0% of Sodium valproate (dried substrance)
2. Identification AT
3. Appearance of solution FININU
4.pH AT
5. Loss on drying NMT 2.0%
WN\M"/ ........ AN, UsemuamenIsums
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3.2 Drug substance specification : Sodium valproate“’

AnduiaNIMata 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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3. tamﬂsqmmwvaomﬁlauaﬂm (Fuwimwana)
3.1 NANIATIIAATIER MWK R AL T endFa3LUaNE (Certification of analysis of Finished product) 1
ms;uﬁdal.ﬂuﬁ"aazm
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anlsz ﬂ'lﬁ%\iﬂ')ﬂﬂllai'l‘liﬁ'l% 17 "ﬂl,“ 2 Sg

Levetiracetam 500 mg injection

1. Bagn

2. ansdsnianaly
2.1 guuy
2.2 smwlsznay
2.3 MIUUITY
2.4 28N

Levetiracetam 500 mg injection

& o o o
Wuasazaedsmanndia dmivia

d A’ o v
Uiﬁﬂ%ﬂ'\'ﬁmlﬁi? g1aaleaniBaniauIauna

nuidoudrsuen vli’azhrﬁ'mwuumsgﬁ’wrf

1/3znaueu@Ien Levetiracetam 500 mg luu3unes 5 mL

A ' Qs o Qe Qs = . A" i =
- s:y;nam ﬁ’JWl.]i:ﬂEJ‘UGI’JEJ'ImﬂfyLLﬁ:ﬂT\&lLﬁd AUNRN 'maua'lq LRUNHEN USLAY
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28901 Laufinda uFuany LiTaau

3. amaNUANIINana

3.1 Finish product speciﬁcation‘"

1. YSunmdaendaty

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

2. Identification

mami’mmuﬁsquu Finished product specification

3. Particulate matter

- U@ 2 25 pm Bifiu

-9 = 10 pm aiifiu 6,000/container

600/container

. | I
GITJ%)N’\W]’]NVH:QI% Finished product specification

. Sterility

. | P
6\5’31]54’1%61’1&17!7:141% Finished product specification

. Bacterial endotoxins

a9 meufiszylu Finished product specification

pH

m’aﬁm’mﬂ’mﬁizq‘lu Finished product specification

~Njola|s

. Volume in container

mﬁﬂmuma.lﬁssq‘lu Finished product specification

3.2 Drug substance specification :

. 2),
Levetiracetam™"®

Test ltem

USP .35

BP 2013

1. PRanmdrsndngy

98.0 - 102.0% of Levetiracetam (Calculated on

the anhydrous and Solvent-free basis)

98.0 - 102.0% of Levetiracetam

(anhydrous substance)

(8958). i&\

(WN?‘H'H» ‘]JGISTHJ’

............. nITUNIT

(WIsTInITeUns  lauwus)

2. Identification ATV ATINY
3. Specific optical 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% -
(83%0).............. NI LD M A

nIPUNIT

@EmNT  mMgawiani)

uﬁﬁﬂnumsﬁmnﬁsomsso




3.2 Drug substance specification™"

Test ltem USP 35 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%

R-Enantiomer

9. Related substance - Pyridin-2-ol : NMT 0.025% - Pyridin-2-ol : NMT 250 ppm
- Levetiracetam acid : NMT 0.3% - Impurity A : NMT 0.3%
- Levetiracetam re;ated compound A - Impurity B : NMT 0.05%
: NMT 0.05% - Unspecified impurities : for each impurity,
- Levetiracetam re;ated compound B: NMT NMT 0.05%
0.1% - Sum of unspecified impurities : NMT 0.1%

- Unspecified impurities ; for each : NMT 0.05% | - Total : NMT 0.4%
- Total impurities : NMT 0.4%

10. Sulfated ash - NMT 0.1%

ad Y Y . o 2l LY [ B2 o
WINEWNA - nadinvaniiouudsmain waive) MisTnseuiinmsimamsla 'IMummananmmnpumnm’m'lmuagummn
- Drug substance specification Wan3onnludiaTiewvesikan drug substance wisludiamew drug substance 184
¥ a o & a @ 4 4 a a o o de
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Qeuluduq
1. e?'u.mmwrhmanmsms‘loﬁ'vagrymifmuﬁum’iﬁumtﬁ‘aa‘iwm:J'luﬂs:mﬂ'lmﬂ UazELaY (declare)
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mMIKaaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwiiagau PIC/S participating authorities
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3.1 NANIATIT Lﬂﬁ:ﬁﬂmnﬂwwﬁmﬁm‘ﬁ mﬁ’nﬁagﬂ‘naw: WA (Certification of analysis of Finished product) u
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4a 3.2 ﬁ’u;’umsw§mmaowﬁmﬁm‘ﬁmﬁm§agﬂ (Finished product) T8 3.1
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1 = General requirement 2a3LNFESU& IRV Finished products 3UuY Injections
(Parenteral preparations)
2 = The United States Pharmacopoeia 35
3 = British Pharmacopeia 2013
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