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598013711 Baclofen 10 mg tablet
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1.80zn  Baclofen 10 mg tablet

2. anpaxtanalu

2.1 guuuy Wuedla dwsuiudseniu
2.2 gauilsznay Usznaueineig Baclofen 10 mg
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3.1 Finish product specification"”

Test Item %-U‘SP 38 o B BP 2013
1. YSanuesendary 90.0 - 110.0% of the L.A. of Baciofen 90.0 - 110.0% of the L.A of Baclofen
2. Identification AN ATITHU
3. Dissolution ugnansazats liipanin 75%(Q) of the uaaINsazaelitesnin 70%(Q) of the
L.A. of Baclofen Ml 30 w1 L.A. of Baclofen mulu 45 wfl
4. Uniformity of dosage units FIVVH MU - AT
5. Related compounds - Baciofen related compound A (Lactam) - Baclofen impurity A (Lactam) : NMT 2.0%
: NMT 4.0%
3.2 Drug substance specification : Baclofen'"”
Test item N USP 38 - BP 2013
1. YSunmdandny 98.0 - 102.0% of the L.A. of Baclofen 98.0 - 101.0% of the L.A of Baclofen
(anhydrous basis) (anhydrous substance)
2. identification B - ATITH U
3. Appearance of solution - HTITHEIN
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3.2 Drug substance specification : Baclofen'"?

Test Item USP 38 BP 2013

4. Related substance - Baclofen related compound A : NMT 1.0% - Impurity A : NMT 1.0%
- Any individual unspecified impurity - Total : NMT 2.0%
: NMT 0.10%
- Total impurities : NMT 2.0%

5. Water NMT 3.0% NMT 1.0%

6. Residue on ignition NMT 0.3% -

7. Heavy metals NMT 10 ppm NMT 0.1%

8. Sulfated ash - o NMT 0.1%
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3780131 2 Celecoxib 200 mg capsule
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1. 3aen Celecoxib 200 mg capsule

2. amaxanalal

2.1 uuy Wusndaundeys dmiiudsemu
2.2 gudszney  Usznaueio@aen Celecoxib 200 mg i 1 1@
2.3 MTULUITY ussqluumagﬁﬁwﬂaaﬁ %38 blister pack Jagin
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3. AMANUANIINARA

3.1 Finish product specification?
1. USunaanendneny m’;ﬁ]mummﬁiwlu Finished product specification
2. Identification mwmumuﬁlizylu Finished product specification
3. Dissolution test mmhumuﬁs:ylu Finished product specification
4. Weight variation %38 mnmumuﬁ'i‘;ﬂu Finished product specification
Uniformity of weight (mass)
5. Impurity / Related substance m’sﬁ]mum’m“ﬁlﬁtﬂu Finished product specification

3.2 Drug substance specification : Celecoxib®

amANLAN M aha ‘ ' - BP2013
1. ﬂ%mmﬁ’smﬁ’m”{y 98.0 - 102.0% of the L.A of Celecoxib (anhydrous substance)
2. |dentification ATITHIN
3. Related substances By liquid chromatography
- Impurity A : NMT 0.4%
- Unspecified impurities, for each impurity : NMT 0.10%
- Total : NMT 0.5%
-4. Heavy metals NMT 20 ppm
5. Water NMT 0.5%
6. Sulfated ash NMT 0.2%
(m%a) .............. %L/‘ ..................... UsemuanenITNNg
) (WLOUENTY 1ANTI9N)
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RAEIHEG : 81989370
1 = General requirement Pa3LNTETUENIY Finished product EﬂLLU'iJmLﬁG}

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 = British Pharmacopoeia 2013
4 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LL&:@;ﬁa
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781131 3 Cisatracurium injection 5 mg/ mL, 30 mL
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1. Baen Cisatracurium injection 5 mg/ mL, 30 mL

2. amanganaly
2.1 gluuy dussazaeUseenida smiuda
2.2 gwdsznay Usznaudlealen Cisatracurium besylate ﬁ‘augaﬁ'u Cisatracurium 5 mg/mL U331615 30 mL
/1 MIULUITY
2.3 MTULUITY miﬁﬂum’nu:msﬁ;mﬁw’muﬁaﬂﬁﬂmm%a type |
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3. amaaianmnana”

wamsmaﬁmmzﬁqmmmﬂu‘lﬂmu Finished product specification lLaz Drug substance specification ﬁ
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3.1 Finish product specification“)

Test ltem USP 38
1. YSunmdnndngy 90.0 - 110.0% of the L.A. of Cisatracurium
2. |dentification ATIDH U
3. pH 3.0-338
4. Bacterial endotoxins NMT 8.17 USP Endotoxin units/mg of Cisatracurium besylate
5. Sterility tests ATIHU
6. Benzyl alcohol content (ﬁ’]ﬁ) 90.0 - 110.0% of the L.A. of benzyl alcohol
7. Organic impurities - cis-Quaternary acid : NMT 4.3%
- (R)-Laudanosine : NMT 4.0%
- cis-Quaternary alcoho! : NMT 5.05%
- cis-Monoacrylate : NMT 2.5%
- Any individual unspecified degradation product : NMT 0.2%
- Total degradation products : NMT 14.4%
8. Extractable volume ATIVN
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3.2 Drug substance specification : Cisatracurium besylate“’

1. Snmdaendety 97.0 - 102.0% of Clsatracunum besylate

(calculated on the anhydrous and solvent-free basis)

2. Identification AR
3. Residue on ignition NMT 0.1%
4.0Organic impurities - cis-Quaternary : NMT 0.2%

- (R)-N-Methyllaudanosine : NMT 0.2%

- (R)-Laudanosine : NMT 0.6%

- cis-Quaternary methyl ester : NMT 0.4%

- ¢cis-Quaternary alcohol : NMT 0.5%

- R-trans-R-trans-Atracurium : NMT 0.2%

- R-cis-R-trans-Atracurim : NMT 0.8%

- frans-Monoquaternary compound : NMT 0.5%
- trans-Monoacrylate : NMT 0.5%

- cis-Monoquaternary compound : NMT 0.7%

- cis-cis-triester analog : NMT 0.4%

- ¢cis-Monoacrylate : NMT 1.0%

- Any individual unspeciﬂed impurity : NMT 0.1%
- Total impurities: NMT 3.0%

5. Limit of Methyl benzenesulfonate NMT 10 ppm
6. Specific rotation -60.0° to -54.0°
7. pH 50-65
8. Water NMT 5.0%
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318019 4  Denosumab 60 mg/ml pre-filled syringe injection
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1. §oen Denosumab 60 mg/ml pre-filled syringe injection

2. amansianalyl
2.1 3uuyy Wussazasdnennids snsudahlagm
22 dwdwney  Usznaudas@azn Denosumab 60 mg/1 mL USues 1 mL da syringe
2.3 MIULUITY msaﬂuma@msgmo"mﬂﬁﬂmm%awi”awﬁ@ (Pre-filled syringe) dw3ulFaTaLaen
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2.4 amn - szq‘f}am fIULTZNOUAILNFIAYUAZANNLTY TUNES ’Yuﬁyumﬂq \nuinde ez
fTuen LLa:‘iﬁmsLﬁu{nmm"[faszmwuumsgﬁm‘ﬁ
- UUMTUzUsIaE atavandi a\ﬁ:y%am wiadamImseh §amlsznauuszIwan N
W8N L8UTINE R fuﬁvumﬂqvlrﬁ”%'@mu
- fraanuudadenlisaifivend 2-8 sseriaaidus UuUsIATA

3. AMANLANISINARA

3.1 Finish product specification?

1. Identification mm&i’mmwﬁs:qlu Finished product specification
2. Potency Glﬂﬂﬂhumwﬁi:qlu Finished product specification
3. Appearance of the solution m’aﬁlmumuﬁi:yh Finished product specification
4. Protein content m’m&humuﬁs:qlu Finished product specification
5. pH m’mﬁhu@l’mﬁ‘a‘:q‘lu Finished product specification
6. Sterility ATIN

7. Bacterial endotoxins mi’mmumwﬁsquu Finished product specification
8. Purity mwmumwﬁszlﬂu Finished product specification
9. Osmolality Gli’;ﬁlﬂi’mmuﬁsquu Finished product specification
10. Extractable volume ATIMIN
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1. 78817 Etoricoxib 90 mg tablet

2. amansianall

2.1 giluyy Wuede dwsusudsznu
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3. AENLANIINATA

3.1 Finish product specification'""®

1. Pnmdasnday m’samumuﬁs:qh Finished product specification
2. |dentification @li’ﬁlchum'mﬁiqu% Finished product specification
3. Dissolution m’lﬁwi’mmuﬁiquu Finished product specification
4. Weight variation %38 ATINN

Uniformity of weight (mass)
5. Impurity / Related substances Glsailmu@l'm‘ﬁ'squu Finished product specification
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1. 3o Hydroxychloroquine sulfate 200 mg tablet

2. anandana

2.1 guuyy Wupnde dwmsusudsenu

2.2 gwUsznay Usznausau@aen Hydroxychloroquine sulfate 200 mg

2.3 ﬂ']‘ﬂu:'ﬂ??ﬂq uswluumaamuﬂuﬂaya 'ﬂia blister pack ﬁ@ﬁu'ﬂ LL@:Uiiﬁlﬂm‘WﬂﬂﬂﬂuLLﬁﬁ
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3. AMANLANIINATA

Naﬂ’]i@lﬂﬁmi’]”ﬁﬂmn’lwLﬁu‘lﬂm&l Finished product specification L&z Drug substance specification
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10 Nﬂ%’lﬂ% 2556) ﬂimvlummmmlmunma EJW‘W%'Uﬂdﬂmwﬂiiwﬂ’liﬂiwﬂ?(ﬂiﬁﬂﬁﬁq

(1,(2)

3.1 Finish product specification

1. PSnmdandary 93.0 - 107.0% of the L.A. of

92.5 - 107.5% of the L.A of

Hydroxychloroquine sulfate Hydroxychloroquine sulfate

2. Identification ATIWU ATIEIU

3. Dissolution usasn1sazans laiiaandn 70%(Q) of the ugesmIazanglaitaandn 70% of the LA. of
L.A. of Hydroxychloroquine sulfate Ml Hydroxychloroquine sulfate mel 45 il
80 w7l

4. Disintegration - NMT 15 minutes

5. Uniformity of dosage Units ATIINIU AU

6. Related substances - - the area of any peak corresponding to

2-{4-[(7-chloro-4-quinoliny) amino]pentyl}
aminoethanol ;: NMT 0.5%

- the area of any other secondary peak
: NMT 0.5%

- the sum of the areas of any other

secondary peaks : NMT 1.0%
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(1.(2)

3.2 Drug substance specification

1. Yanudaenddny 98.0 - 102.0% of the L.A. of 98.0 - 100.5% of the L.A of

Hydroxychloroquine sulfate | Hydroxychloroquine sulfate
2. Identification AN ATININ
3. Loss on drying NMT 2.0% of weight NMT 2.0% of weight
4. Acidity test - pH3.5-55
5. Clarity and color of - Not more than slightly turbid and not more
solution test than slightly yellow
6. Related substance ATIVW - the area of any peak corresponding to 2-

[4-[(7-chloro-4-quinoliny) amino] pentyl]
amino ethanol : NMT 0.5%

- the area of any other secondary peak
- NMT 0.5%

- the sum of the areas of any other

secondary peaks : NMT 1.0%

7. Lead - NMT 20 ppm
8. Chloride - NMT 350 ppm
9. Sulfated ash - NMT 0.2%

; " " - ol e v o A es "
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LABINRG
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1.1.1 lunsdidunindalutsanelng waneds ne.2
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msmauﬁumama
3.2 HanITIv eI W IR Auaadaendety (Certification of analysis of Drug substance) Ml7lu
mswammmwa«ﬂumamom‘uawwa@muamwammmu

ar

3.3 Laﬂmsmav\aﬂmumuuummawwuﬁsvmwammswamanmmwaammmmy (Drug substance)
%9 3.2 nusumswamaawamnmmmmmsﬂ (Finished product) 7a 3.1

34 ‘Lunsmwummsummmnmw 2 T szdosdidunnwdnunamsansn Long term stability aufifi
qumafmmuwmmuam LLa*v"lmun'lsaommusmLanmimnwummwaausa:m

35 lunsmmuwmwmmuaamn 21 AN ENANIAN A NNAIAT B I e T
memlummﬂummuam LLawVLmumsmmmmaoLanmsmnwummwaoustm
4. @oginesn

4.1 diauaman dovdadotnsnachatas 3 vxmamsanmm smﬂumn,muuamﬁﬂmam"l,oi”ﬂmﬂ”’m
mu‘nmmﬂlwwaﬂmawummvl,ﬂmmu
5. msﬂswnuqmmwmna\mau (UFastanaEITNIITUUTEAN)

5.1 mﬁ'a\mauﬁaaﬁmgﬂﬁ@’h}ﬁamnd'] 1 1 duaniususy

5.2 mnmmﬁ'a&wau a:ﬁaodaz%m,mmwmmluﬁ”usaowamsmaﬁmﬁ:ﬁms‘uﬁmuau

53 nsrﬁﬁwmmwmsﬁﬁmsduﬁaasi'mmﬁdwamﬁiadmsw%msvmmmw RUILIITNTILYIINII R
Fovad 8819 I@amjwa maaaammwanmummuwmaswmsawmmmﬁ Ly Lﬂumuwmau
mlmmzmmwuaalummﬁmmﬁmﬂmmw nmmwmﬂm"lmﬂu"[ﬁmuﬂmanwmvmwm WiLTITNITVe
mmaﬂﬁvl,muwmsmmsz,auaswmmmnma"ua\a mnmw/mawwamlumma'lﬁ

54 N‘lﬂiﬁlw@l GNeFY] Ll,ﬂ BN amlﬂa‘mmmy ‘Vﬁ@LﬁJ aln @ﬂ’liLﬁﬂNﬁﬂ']W@nUﬂ?ﬂ’]ﬂﬂ gn aunW%u@IﬂyhuLa EMVL?J

................................................................... Ussmuamienssunig
(Winnuanty lagsaom)

- (‘/

G2 nITNNS (ao%a) ............................................... NIsUNS

(WHTTH YasT) (BRI Fuwa)

=
wﬁ'lmmumsﬁsqﬂﬁBoa/zsm
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1 = The United states Pharmacopeia 38

2 = British pharmacopoeia 2013
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319M137 7 Leflunomide 20 mg tablet
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1. Bosn Leflunomide 20 mg tablet

2. aaaiianialy

2.1 puuy DusidewndauRsy (Film coated tablet) S19ILTUUTEn N

2.2 dwilsznay  Usznaududaen Leflunomide 20 mg 1w 1 e

2.3 MTuLUIN ussa’lummu,ﬂﬂau‘n LLadJiiﬂﬂm“t’lﬂadﬂ%LLﬁ\‘l

2.4 aan - 5:mfam §INLTTNUMILE IR YUITALTI SUnGe 'Juzmmﬂ \TinGa ez
nzidaudsuen vbamamwuuumsanmm

- uum‘ﬁu.,msgmamauaU@aaaq’ﬁamma’ﬁamamsﬁw fWUTNAL UazTUIAANULT

WO LaURNER 'S'uﬁvumqvli”&'ﬂmu

3. andniaNImaia

Nam‘smaﬁmﬁzﬁﬂmmmﬁuvlﬂmu Finished product specification waz Drug substance specification
N8 ”’wﬁwml,ﬂa'ﬁmiuaum,@U'mu m‘lmm‘n L‘UEJ‘LWIaﬁ’mﬂ\‘]’mﬂELL”ﬂiiaJﬂ’ﬁEﬂﬂﬁiLLa“m ns*m’ma’lmima’n

mummmwﬂ"ﬁmaawaotﬁuauumwmJmmsalwwmﬂmmmummmsulﬂmsuwm Mudsznie
ﬂSd’]i’NE‘T’]ﬁWSWoN’U 509 %UW’)S’]U’] W.7.2556 897UA 11 LIEBW W.71.2556 (E‘Nﬂﬁzﬂ’]ﬂl%ﬁ’ﬂﬁﬁ]'ﬂ’]‘%mﬂﬂ’)’s’%ﬁ

10 uqmau 2556) ﬂivalJL‘Y]EJULY]']I%‘IJ‘H,HUG}@EJ'W‘W%’IJaﬂﬂmzﬂiiuﬂﬂiﬂi:ﬂ’)(ﬂi’]ﬂ’]EJ’]

3.1 Finish product specification”

1. YSanmuaende 90.0 - 110.0% of the L.A. of Leflunomide

2. Identification AT
3. Dissolution Test 1 : usaanisazans listasndn 80%(Q) of the L.A. of Leflunomide

T 30 wndt

%3
Test2: LLamn'}m"mU'luuaam'l 75%(Q) of the L.A. of Leﬂunomlde
Twiaan 30 WA

4. Related substances - Leflunomide related compound A : NMT 0.1%

- Leflunomide related compound B : NMT 3.5%
- Leflunomide related compound C : NMT 0.2%
- Individual impurities : NMT 0.2%

- Total impurities : NMT 4.0%
5. Uniformity of dosage units f3390HM

(Content uniformity) ‘J
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3.2 Drug substance specification : Leflunomide "

) ﬂ%myméf'ammﬂ”:y T 98.0 - 102.0% of Leflunomide (calculated on the dried basis)
2. Identification AIITHU

3. Melting range 164° to 168°

4. Loss on drying NMT 0.5%

5. Residue on ignition NMT 0.1%

6. Heavy metals NMT 20 ppm

7. Limit of leflunomide related compound A | NMT 0.02%

8. Chromatographic purity - 5-Methylisoxazole-carboxylic acid : NMT 0.1%

- Leflunomide related compound B : NMT 0.3%

- N-(2’-Triﬂuoromethylphenyl)-5- methylisoxazole-4-carboxomide : NMT 0.1%

- 2-Cyano-acetic acid-(4*trifluoromethyl)-anilide : NMT 0.1%

- Leflunomide related compound C ; NMT 0.1%

- Any other individual impurity : NMT 0.1%

- Total impurities (excluding leflunomide related compound B and C) : NMT 0.2%
- Total impurities : NMT 0.4%
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1. ﬁ']mewmULanmsmsvld’%'uagsry’lmi‘i’uwuﬁmmﬁﬁwuﬁiaé’mmUluﬂszmﬂvlm wazdIUA9 (declare)
LABINR®
1.1 'Luﬁ’wﬂ“‘mﬂw’fumtﬁw@‘iﬁum (8.2 8.3 ne.4 usudnsdl)
1.1.1 'LunsmmLﬁumnwamluﬂmmvlnﬂ wuBile nw.2
1.1.2 lunsmmﬁummmmammmussa WM N3
1.1.3 'Lunsmmﬂummmmnmaﬂiwmﬂ waile ne.4
1.2 'Lummamummﬂum NE. /8.1 Yo iauaTian wsaamnmaaw"ﬁamsmmwﬂmmwmaawﬁmﬁm*ﬁ
mu‘n’uu‘n“mau (finished  product specification) LLa“uan’muaﬂmmwmaomnﬂu (drug substance
specification) nizvmam‘vmwmsmaauuﬂamm%waLmJ amaameanmsmmewmﬂmwaLm"lw (8.5)

NINWIBN finished product specification waz/%3a Drug substance specification IﬂwaLLrﬂmnau’mﬁ's:mﬂ
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21 nstmAendaludszmnalng ﬁwﬁmﬁaaﬁmnmss“‘usaommmumswﬁﬂmmwa”nmmfﬁuaﬁﬁmiﬁﬁ'lu
MINEAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) I@ﬂ%mﬂo'xu PIC/S participating authorities
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’Jﬁﬂ’lﬁﬂ@lnﬂ’]iwa(ﬂm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Imwmmm
PIC/S participating authorities auuma@ mmaumimnaaui@mmamssmaammﬂamaﬂszmmwm
alannsefing mammmaa@‘]jw LEILANTH
3. LanmiﬂmmwmaamﬂLamai'lm (mtu'lmwn"m)

3.1 Nammnmmmmﬂmmwwam TWn EJ’]N’]LT%Sﬂ‘IJa\?NNaﬂ (Certification of analysis of Finished product) lu
msuwa@tﬂumama

32 Namsm’m’aLﬂi’l”%ﬂmmwmﬂﬁumaom ma’mm (Certification of analysis of Drug substance) ﬁlﬁu
msmammsw‘nmLﬂumazmmmawwa@lmua*wwamm@u

3.3 Lanmsmavsanmuﬂuyumwawwummmosumswamaamnmwaommmmu (Drug Substance)
78 3.2 nmumswamawa@mmmma’masﬂ (Finished product) 7a 3.1
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Sﬁslmiﬁ 8 Lidocaine 25 mg + Prilocaine 25 mg cream, 30 gm
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1. Basn Lidocaine 25 mg + Prilocaine 25 mg cream, 30 gm
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3.1 Finish product specification'”

, Testitem ' ‘usP 38

1. USinadaensney 190.0 - 110.0% of the L.A. of Lidocaine usz Prilocaine

2. Identification ATITHIY

3. Microbial enumeration tests and Tests for - 615'35]13JWUL8 Staphylococus aureus and Pseudomonas aeruginosa

specified microorganisms - The total aerobic microbial count aiifn 100 cfursg

- The total combined molds and yeasts count lsjifiy S0cfu/g

AN

6. Related substance - o-Toluidine : NMT 2.0%
- n-Chloroacetyl-Z,6-xylidine :NMT 0.1%

- 2,6-Dimethylaniline : NMT 0.1%

- 2—Diethylaminoaceto-2,4-xylidine :NMT 0.1%

- n-Dichloroacetyl-Z,6-xylidine :NMT 0.1%

- Any other individual related compounds : NMT 0.2%
-toluidine : NMT 1.0%
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3.2 Drug substance specification

3.21 Lidocaine"

: 1. USinasaengey T 97.5 - 102.5% of Lidocaine
2. |dentification NI
3. Residue on ignition NMT 0.1%
4. Chioride and sulfate - Chloride : NMT 0.0035%
- Sulfate : NMT 0.1%
5. Heavy metals NMT 20 ppm
‘iMelting range or temperature 66° - 69° j

3.2.2 Prilocaine"
7 Testitem | . usPas
1. Sinmdaensey

98.0 - 102.0% of Prilocaine (anhydrous basis)

2. |dentification ATIHU

3. Water NMT 0.5%

4. Residue on ignition NMT 0.1%

5. Limit of Prilocaine related compound A NMT 0.01%

6. Melting range 36° - 39°

7. Related substance - Any individual impurity : NMT 0.2%

- Total impurities : NMT 0.5%
N 1. natkfsemadeuusonaty (waive) M3amareUinreimemsle 1n; ﬁmtaﬂatanmmé"ﬂpuﬂﬁnﬁnﬁ‘lﬁﬁagm‘ﬁéf'm

2. Drug substance specification ﬁmmnmnlu?mﬁ:ﬁmmgwﬁﬂ drug substance #3aluSiameyt drug substance Va4
;jw?mmz%'u%agﬂ atulaagumity %aﬁmmnﬁmﬁ:ﬁmunnﬁ"aﬁaﬁﬁwmﬂ

3. mn‘lqmawﬁﬁmamﬂﬁﬂmmmﬁ?afﬂqﬁu dg98slwndud i Lwimsem'«J'?Lﬂﬂz‘w‘maqQ’Lauaswﬂ11;imson°u
ma?m‘hs“’umuﬁ‘[wwmmaﬂﬁzmﬂ L 573Somé“m'iﬁuﬁlmin’hﬂs:mﬁm:maammsmqm Foe YT

A o oA & o o P 4 9 o a Ve v o an
W.71. 2556 ‘Vﬁaa'maﬂ@]’]&lkﬂa“ﬁ@'ﬁﬂuaﬂLﬂuaﬁﬂﬂﬂﬁ:ﬂ']ﬂﬂiﬁﬂﬂ@mmﬁmq’u L‘WEﬂmﬂﬂmﬁLmeu lﬂwuﬂu@‘]ﬂﬂwua
°L|aﬂﬂmzﬂ?ﬁwﬂ’]?ﬂizﬂ?ﬂs’]ﬂ’]ﬁn

s
-

danludwn g
1. 5%1mewmmanmsms‘lﬂyfuagsrywmfuml,ﬁ BURISUENA a3 mihelusznelng U8zFAY (declare) unaange
1.1 'Lue?'lﬂ”n;ms’fumtﬁﬂuﬁﬁum (8.2 8.3 nw.4 ufudnsdl)
1.1.1 'Lumzﬁﬁ,ﬁumﬁw§mluﬂszmﬂvlm weds ny.2
1.1.2 'LunsrﬁﬁﬂumﬁwLm”w‘v’ammﬂamﬁg wWedy ne.3
1.1.3 ’lunirﬁ‘ﬁlﬂumﬁ'}L?T’]ﬁnnvmﬂs:ma Wehy ny4
12 ludefunuiiouen NY.1/8.1 vaseiiEuaTen w?”amnﬂazLSUw"w"amsmuquqmmwmaawﬁ@m"mwf
aufidunzitiey (finished  product specification) Ltami”aﬁmu@qmmwmaof@qﬁu (drug  substance
specification) nizﬁﬁ'agjsz'ﬂ'jnnmﬂﬁlauuﬂaumﬂmﬁu@w :@Tamumanmsﬁnmm

wanemsvaurly (v 5)
VINTBY finished product Specification uaz/1%3a Drug substance

specification Tﬂwmm“lmﬁaufuﬂszmﬂ
ﬂszmmwm&ﬁnmaﬁm? uazliifin 2 9 g fuﬁszmﬁﬂs:mmwmSLﬁnmaﬁﬂé’

Py o /f/
(D) nITuUMms (89%8)...... ‘&/ ..................................... nNIsUMs

Qo
W33l yasn) WaTvaon fuwa)

P
nﬁmz/ﬁum‘iﬁsqﬁﬁBoslzsm




2. 1NEITUIDINATFINAINAG L
21 nsdifigadaludsanalng g&fmﬁméfmﬁmnmss“'maammgmmswﬁmmmwﬁ’nmmﬁua:’iﬁmsﬁﬁlu
NMSHANEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) I@ﬂﬁﬂ,’mo‘m PIC/S participating authorities
38 f‘JLanms%’maammgmmsw?zmmmwéi’nmm%ua:?%msﬁﬁ‘lummﬁmm’uaaﬁwﬂ'nmuﬂm:nsmms
2IMITURZEN NIENTNMTIIUFY %aﬁwumifu‘[mﬁmmaa@ﬂ5ama:ﬁ‘mﬁmn°’maé’nl,nmstffua:?ﬁmsﬁﬁ’lu
NINaae PIC/s Tunanafiauaane au”uahfgmmmaumsmwaauTmUﬁwams%’usaaﬁqi’uﬂs:mﬂ
Usemenandidnnseiing
2.2 nm‘ifﬁ'zfiumﬁuﬁ'flmn@iwzlszmﬁ ;jwﬁmﬁaoﬁmnmﬁmaammﬂmmmﬁmmmwﬁnmmﬁua:
Bmafialumamgam GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tagwiiag s
PIC/S participating authorities mfmhq@ aMuTauMINTIImaula Ufmamss"maaﬁo’i’uﬂszmﬁﬂs:m@mm
aldnnsafing w?amqmaa@%w URIUANTDH
3. naETamnYBITIlERa s (Fnwinwang)
3.1 HANIAT9T Lﬂm:‘ﬁ‘@gmmwwﬁmn”mﬁméwﬁ%gﬂ’uaosgwﬁm (Certification of analysis of Finished product) lu
m;‘uﬁduﬂumﬁama
32 Namsmm’?mﬁ:ﬁqmmwi‘mq@‘iwaaéﬁmﬁm"‘ty (Certification of analysis of Drug substance) A1y
mmﬁ@mg’uﬁamﬁuﬁaaamﬁg\maa;jmﬁmmtmz;d"wﬁmi‘mqﬁu
33 Lanmw?avﬁéi'ngmﬁus]’umwé’ww”uﬁsmdw;’umﬁw5@1%@05’@:}@%60@3‘3mﬁ’m‘"@ (Drug substance)
18 3.2 n"u;’umswﬁwawﬁmﬁ'msﬁmﬁﬁL%'ﬁ]gﬂ (Finished product) 7 3.1
34 'Luns:ﬁifmuﬁyummmnﬂdﬁ 23 dasldumnnmwerenantsdnw Long term stability enafitly
Lﬁmﬁuluﬂuﬁwmmmm LLa:VLﬁfumsaamu%’usaoLanmsmmjﬁﬁwmwaoﬁﬁ'ﬂ
35 'Luns:ﬁfumLﬂﬂummﬁann'j'} 21 a:ﬁaaﬁmmmwmUwamiﬁnmmmm@ﬁmaommwﬁﬁu
Lﬁmﬁw‘luﬂnﬁyummmm LLa:"l@T%'umsammfmamnmsmn;jﬁa"nmwaw?ﬁ‘ﬂ
4. @989
4.1 diauasan fovdITagenaintay 3 WiBUITYA el GﬁaLﬁu@?’umuuaﬂoﬁUanﬁucﬂ'l@‘fmuﬁm
muﬁﬁmumlw"’aﬁaqmamﬁ‘ﬁﬁﬂﬂﬁwﬁu
5. nsdssnuganwefidenay (Waastana 3Nzt
5.1 mﬁ:«iwauﬁadﬁmqlﬂ@”vlajﬁayni’l 13 SuanTugnay
5.2 amm‘mﬁdwau azéfaadazmmmwmU’L‘us”maman’ismaﬁ,ﬂﬂ:ﬁmjuﬁmuau
5.3 nsrﬁﬁ"%mmwmiﬁ'mﬂsejmhazmmﬁdqwamﬁadamn?mm:ﬁqmmw WIETITMIITimliae
Javvadlating I@Uﬂmm:@'faamznw‘v"uSnmm‘iwmuﬁwmaswmsz&ommﬁmw:ﬁm:tﬂu;ﬁuﬁmau
ﬂ"]‘l’&”ﬁhUﬁLﬁmm”aolumsmqﬁmsw:ﬁqmmw nsrﬁﬁ'wuiwU'}"Laitﬂuvlﬂqumﬁ'nwm:mwwz WU TITNTE
m’mﬁwﬁvla\is”uﬁmsmmﬂauasnmm@“’imsi'nmaa @jmmt.azm?a;jwﬁmluﬂ%@iavlﬂ

ko

@ o & = A C. IS E v ' ° oA
54 fneardassu; sunilaeninduuaany viaud sinamatsassEmwaaLsEmsle g newimualog g auly

4
CEEL) R A nsIUNY (aa%a)...&m...:{. ..................... nIsNMS3

(W15378 yase) WnTveon Fuwg)

o o
W3 sigyailBos/2ses



=)
L) S nIvTuNIy

6. JlauaIIAn (Aze) Bwsaaldanidndyonawasuimug ath

6.1 mrﬁwamsq}umn?msw:ﬁmﬁmnnm%wmmam‘mﬁu,w*nu"'LaiLﬂu"l.ﬂmummgnml”aﬁmuﬂ
6.2 NIHNAAN T m’ﬁﬁm‘fgnﬁsmtﬁuﬁuﬁnﬂﬁ aamm@ﬂﬂﬂﬁﬁﬁfmmﬂm:ﬂﬁumsmmma:m Tusramaay
fynudaazang

6.3 nsrﬁwuﬂq%ymﬂqmmwmnwﬁmn”mﬂfi‘ﬁmadwa@iaﬂs:ﬁﬂﬁwauazmmﬂaamﬁudapjﬂwﬁ"lﬁum
7. m’nmwmimaa\nuﬁwﬁvlajé"uﬁawmNﬁmn"’mﬂmﬁﬁﬂszi’ﬁgnL%'zmLﬁuﬁuhUﬁ’lﬁ'nmuﬂmznsmmﬁ

mTuaz Uz 1 ﬁn’aufuﬂsxmﬁﬂsxmmﬁmSLﬁﬂmaﬁnﬁ?

waEne 19899

1 = The United States Pharmacopoeia 38

(29fa).... %‘/

.................................................... Usemuanenssuns
(Wonuauts laasaown)

nITuMY
(W93#h yass)

(USIT9amn Fuws)

2 o < <
VIWWMITIEJn17ﬂ8‘1§ﬂﬂ808/2561



[‘ [
o g @ 6
‘51ﬂazLSﬂﬂqmanvmxmmztmuﬁﬁmanmsmsaﬂ%anﬁnmmm

1aafi B08 /2561
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1. Fa8n Sodium aurothiomalate 20 mg/0.5 mL injection, 0.5 mL
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3.1 Finish product specification'

1. Uimmmmmmy 42.3 - 48.3% of the LA, of Sodium aurothiomalate

ATIHY

2. Identification

3. Colour of solution

ATIINIY
5. Bacterial endotoxin

NN

3.2 Drug substance Specification : Sodium aurothiomalate "

o

1. U‘%mmm”’améwmy - gold : 44.5% - 46.0% (dried substance)

- sodium : 10.8% - 11.8% (dried substance)

2. Identification
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3.2 Drug substance specification : Sodium aurothiomalate " (@ia)

Test ltem BP 2013

4. pH 8.0-7.0
- impurity A : NMT 0.2%
- impurity B : NMT 0.2%
- impurity C : NMT 6.0%
NMT 8.0%

NMT 2.0%

]

5. Related substances

7. Loss on drying
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3.1 Finish product specification™?

r amENLUANIIINaa BP 2013 USP 38

1. PBnmdnensey 95.0 - 105.0% of the L.A of Sulfasalazine 95.0 - 105.0% of the LA of Sulfasalazine
2. Identification ATITU ATINIU

3. Related substances By liquid chromatography -

- the area of any secondary peak : NMT 1.0%
- the sum of the areas of any such peaks :

NMT 4.0%
NMT 0.5% of each

4. Salicylic acid and sulfapyridine

5. Dissolution Acid stage Acid stage
AT swsedsmsazanelaisnnndy 10% lu 120 wiit

Buffer stage Buffer stage
AN susasnIasaslaikeend 85% (Q) Tu 60

<
wn

FTINI ATITNIY

6. Uniformity of dosage units

(Wisausuty laasrewn)

NTINAT (39%8) \f\w f‘/ nITUMS

(W95 uanT) (W1I9190 017 amwa)

WM menTsMoyaiiBos/2ses



3.2 Drug substance specification ™?

1. ﬂimmmmﬁ’m@ 97 0 - 101.5% of Sulfasalazine 97.0 - 101.5% of Sulfasalazine
(calculated on the dried basis) (calculated on the dried basis)
2. ldentification ATIININ ATIVHIU
3. Related substances By Liquid chromatography - The sum of the intensities of any secondary
- Impurities AB,C.D,E,F,G, : for each spots : NMT 4%
impurity, NMT 1%
- Impurities H and J : for each impurity,
NMT 0.5%
- Total : NMT 4%
4. Chiorides NMT 140 ppm NMT 0.014%
5. Sulfates NMT 400 ppm NMT 0.04%
6. Heavy metals NMT 10 ppm NMT 20 ppm
7. Loss on drying NMT 1.0% (105°C, 2 hours) NMT 1.0% (105°C, 2 hours)
8. Sulfated ash NMT 0.5% -
9. Residue on ignition - NMT 0.5%
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