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Baclofen 10 mg tablet
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3.1 Finish product specification

Test item

USP 38

BP 2013

-

- dFnmdndny

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

90.0 - 110.0% of the L.A of Baclofen

2. ldentification

AT

ATITHIN

3. Dissolution

waasmIazans lHaun 75%(Q) of the

L.A. of Baclofen mulu 30 wvl

waansas st laiipantn 70%(Q) of the

L.A. of Baclofen el 45 widl

4. Uniformity of dosage units

ATITH I

ATITH U

5. Related compounds

- Baclofen related compound A (Lactam)

:NMT 4.0%

- Baclofen impurity A (Lactam) : NMT 2.0%

3.2 Drug substance specification : Baclofen

(1.2)

Test Iitem

USP 38

BP 2013

1. USnmerpdngy

98.0 - 102.0% of the L.A. of Baciofen

(anhydrous basis)

98.0 - 101.0% of the L.A of Baclofen

(anhydrous substance)

2. Identification FTIVH FIANU
3. Appearance of solution - FTIVIN
CRE) %/ ......... YsrmuamenIINma
(WUNUBNTE 1AATIIE)
S
ASTNNNS (GRE1:) TR W S NITUNT

(Wi 1asIT)

(WITATHAT FNING)
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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 N NMT 0.1%

8. Sulfated ash - 7 NMT 0.1%
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2.2 nsdidweindhanadssane HHAadasiianmiuTannaswmniasmunaninus ez
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s18n13N 2 Celecoxib 200 mg capsule
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1. Celecoxib 200 mg

2. amwaNian,

2.1 gﬂu;uu
2.2 #yudsznay
2.3 MTUTUITY

capsule

LﬁumLﬁ@Lmﬂsga FRIUTUUTEmu

Usznaudadien Celecoxib 200 mg bu 1 1da
urTaluisaglifluanand wie blister pack Jaahin

24 8810 - szq%am fIUUTTNALAIWEIAYUAZAINUTI TUNTA fui%vumq Wwufinge
wanzdoudrive waeiimafivshwneniagetaauunussaiud
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3. AMENIANINAKA
3.1 Finish product specification'*”
1. YSnmaamdngy mmmumuﬁs:qlu Finished product specification
2. |dentification m’sﬁlmu@lmﬁi:ylu Finished product specification
3. Dissolution test mwmu@wﬁli:glu Finished product specification
4. Weight variation w38 msaﬁ]ﬂi’]u@’mﬁizﬂu Finished product specification
Uniformity of weight (mass)
5. Impurity / Related substance m'a%ﬁi’lumuﬁs:qlu Finished product specification
3.2 Drug substance specification : Celecoxib®™
audniansinaia BP 2013
1. ﬂ%u’]mﬁ’lmﬁ’lﬂw@ 98.0 - 102.0% of the L.A of Celecoxib (anhydrous substance)
2. Identification ATIIN
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%
(aﬁ}a) .............. %/ ..................... YT UAUENITUNNS
) (WLOUONTY 1AATI9WN)
(aa%a) ............................................ nIsuNg (aa%a).........\’m ..... ff ............... nIsumMs
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LRRINA®
1.1 ‘Lm‘im”@msﬁuml,ﬁyw‘h{um (N8.2 8.3 N4 URILGNTEL)
1.1.1 lunsdimdunnfndalulszinalng nansds ne2
1.1.2 lunstﬁﬁlﬂummL’LTWLﬁamSLLﬂom'sg wuehs ne.3
1.1.3 Tunsdiduenstidhananadssineg nanefls ne4
12 ludedunnfous ne.1/s.1 sasniauwsnn wisnmeanBuanademInuaug WYaINI AR
anufidunzidon (finished product ~specification) uazTariInLAUNINVBITANEY (drug  substance
specification) ns:ﬁﬁag;s:mwmsmé"amﬂaaLLﬁ"lmw’i'man AFBILULLANETENMWIANEEATVALT [ (8.5)
VW38 finished product specification LRZ/AIB Drug substance specification lapvaunlufaniudsznma
dszmanadidnniafing uwazldiiiu 2 O o Judsemadszmenadidnnsafing
2. 1ANAITUIBINIAIFTIMNITNAA L
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MINAALT PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswihnany PIC/S participating authorities
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RNLIAG : 51989370
1 = General requirement 289LN§1f3Ud W3 Finished product Juuvsde

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 LLG:@;ﬁa
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57871150 3 Cisatracurium injection 5 mg/ mL, 30 mL

Qs Qo =
mmﬂs:mﬁmmﬂqua‘swﬁm

1. §omn Cisatracurium injection 5 mg / mL, 30 mL

2. anEaLan 1Y
2.1 3y Wussseaednenis dwivde
2.2 @usznay Usznaudasaien Cisatracurium besylate 'ﬁ'augaﬁ'u Cisatracurium 5 mg/mL U33165 30 mL
/1 MUYy
2.3 MIULUITY miﬁglummzmsgmﬁ@mmﬁmﬁﬂmnL%a type |
2.4 281N - szq%am FIULTzNaUMYIFIATYLITANNLTT TUNAS ’S'uf?wuawq wfinde wunzdon
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3. amaatiGninana’

Naﬂ’lim'aﬁl’nal,ﬂi’]:ﬁqmn’lwLf]uvl,ﬂ@nu Finished product specification L8z Drug substance specification ﬁ
SrsBsnnnFrdsuatiuidsaiy dsldaenasudadinnunmznrsumssmsuaz e NITNTWIDIIHGY viodk
indrdnsuilddedsdesuatuifisurinnsalmininaspmndduladiunils ersdsrmensmmse
PTG (309 TEUFNTIEN WA2556 BTUT 11 Laswnew W.e1.2556 (roszmalumzfisanpuunw i 10 Squew

aV - , v o aa
2556) ﬂimvl,&lL'ﬂEJ‘.LJL“n’ll‘ﬁ‘nuﬂuqaUwuﬁ]’uadﬂmzﬂiiwﬂ’liﬂizﬂ’gﬂﬁﬂ’lF_l’l

3.1 Finish product specification“’

Test Item USP 38
1. USanudaendagy 90.0 - 110.0% of the L.A. of Cisatracurium
2. Identification AT
3. pH 30-38
4. Bacterial endotoxins NMT 8.17 USP Endotoxin units/mg of Cisatracurium besylate
5. Sterility tests ATIVNU
6. Benzyl alcohol content (ﬁ'lﬁ) 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 alcohol : 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 ATIVHU
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3.2 Drug substance specification : Cisatracurium besylate(”

1. PSnmdasddsy 97.0 - 102.0% of Cisatracurium besylate
(calculated on the anhydrous and solvent-free basis)
2. Identification AT
3. Residue on ignition NMT 0.1%
4.0rganic 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%

- trans-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 unspecified 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 50-6.5

8. Water NMT 5.0%
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3180190 4 Denosumab 60 mg/ml pre-filled syringe injection
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1.Zesn  Denosumab 60 mg/ml pre-filled syringe injection

2. ansantian2 1Y
2.1 3Uupy
2.2 auwdsznay
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Dussazaruuneanide dwsuiadhldims

Usznaualu@r81 Denosumab 60 mg/1 mL U3nnas 1 mL ¢io syringe

usi@’lmaawsswﬁmﬂsmmnL%awt”auﬁ@ (Pre-filled syringe) dwivldnsalden
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3.1 Finish product specification

(1.2)

1. ldentification mmmu@nwﬁsquu Finished product specification
2. Potency maﬁ]mumuﬁlizﬂu Finished product specification
3. Appearance of the solution mmmumwﬁsxlﬂu Finished product specification
4. Protein content m’smhumuﬁsquu Finished product specification
5. pH m’mmumuﬁs:q‘lu Finished product specification
6. Sterility ATIHU

7. Bacterial endotoxins m’sﬁ]mumuﬁizylu Finished product specification
8. Purity m’a’«ammrmﬁiquu Finished product specification
9. Osmolality @li’JﬁlmumwﬁS:qlu Finished product specification
10. Extractable volume ATIIN
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318A15N 5 Etoricoxib 90 mg tablet
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1. fon Etoricoxib 90 mg tablet

2. amsanianaly
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o . a A v o AV a @ o ar vy A a I3 . R a
WN']HWWJ ﬂTQOaNU@lﬂ"lGL‘ﬂﬂ%ﬂﬁJENUWV\TE]'JWQ@II 1““97\78\71%1,1'15'5@'151][]'] 1“6’105]0Nﬂﬂ'151lﬂ7’15'ﬁ61'1&| Drug specification 7

viinldsenadoudedinemunnenisunisarmsuazen NINTNNTIIUFY

]
<

Raunludwn g
1. ﬁ%ﬂmewmmaﬂa'lsmsvlm”%'uagrywi‘j'uml,ﬁﬂuﬁﬁuU'\Lﬁiaﬁmmﬂluﬂmﬂﬂm asd1La (declare)
UREINRG
1.1 'luehﬂ"ngmsifumzﬁw@‘iﬁum (Ny.2 n8.3 Ne.4 udANTH)
1.1.1 lunsdifiduenfindoludsunalng nanefs no2
1.1.2 ’Lunstﬁﬁl,ﬁummm'ﬁLﬁ"ammﬂwsiq waneiy ne.3
1.1.3 lunsdifdugidhananstlszime naneis ne.4
12 luswadunzdowen o171 PDILTLEUDTIN wé“a;mﬂﬂ:LSy@m”mTamsmuquqmwwmaawamﬁmﬁ
miﬁﬁ‘ﬁruﬂuﬁﬂu (finished product specification) LLazﬁaﬁﬁwu(ﬂanﬁwmmf@lqﬁu (drug substance
specification) nsfﬁﬁag]i:mwmsmﬁuuuﬂaaLm”'l,’ul,ﬁuLﬁw wdBUULLNFITERWINWENMIVaur b (8.5)
VINWIBN finished product specification Wa/#38 Drug substance specification Togvaunlurauiudsznme
dezmenangidnnsafing uazlifiu 2 3 o Sdemedsznmenandidnnseding

(89%) %/ USTTIUATUENTINMS

(WHNUANTY  1AATIIWN)

GRS ) I ATTUANT (@9%8).......\ . [.. Aot / ............ nITUMS
(Wisil YaInm) (WIITNAI FUNa)

wiilen1sfisyaiBosi2se1



2. 1laNFITIUIBINIATFIUNITHRALN

21 nsdifizmbaludsznalng Hdndasdiansssusesnasgumsniamamunaninamiuaz3snsna s
MINENL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasvuineau PIC/S participating authorities
w3a HlanmriuTasnasunsniagemunsninaeitas IS nInalunndniesdin A e TIINT
2IMITUAZE NITNTIIADVTAFY Farwuaiulasfanusanadosuazrafiouiundninmsiuas3Sensiaiu
nsuaasn PIC/S lunuaaefiauaans atuigaaINIaUNITaTIIRa L auinanisTusasfieiulszme
dszmienandiannsafing

22 nsdifuiueningroinsodszna KHiadaadianmnsiusennaspunisuiaseunaninmsiuas
Sﬁmsﬁﬁlumiwﬁﬂm-GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tasniasnu
PIC/S participating authorities afuanga ausaunsanagaulasdnanissusesfisiudszmeatszniasm
dldnnsaiing nIearganaadn usaudnsdl
3. Lanms@!mmwwaamﬁmuaﬂm (Funwnnwana)

31 Namsm’ﬁﬁmﬁ:ﬁqmwwwﬁmﬁmﬁ mﬁ'\ﬁﬁ]gﬂ’uad% NA® (Certification of analysis of Finished product) 11
ms;uﬁam,ﬂuﬁ";azm

o

3.2 NiemIaTReTEERMMWIanAuTesdandIdny (Certification of analysis of Drug substance) 7il#lu

7

a

mswﬁmmjuﬁduﬁmﬁasmﬁgwao@w'ﬁmmLLa:;‘JTNﬁmmqﬁu
33 Laﬂmi%?av\é’ng’mﬁuﬁ‘ummﬁwﬁuﬁ{iw'jwéummﬁmaa’i’mqawaqﬁamﬁ’\ﬂ"@ (Drug substance)
48 3.2 ﬁ'u;'umwﬁmawﬁmﬁ'meﬁme‘hﬁagﬂ (Finished product) T8 3.1
3.4 Tunsdidunznfougnaninnnii 2 9 ssdosfdmnmwinonansinm Long term stability aufAfn
dudnlunsdaueuuaas LLa:VLs'ﬁ"umsaomu%’maoLanmsmmjﬁa‘wmwaau’%ﬁ'ﬂ
3.5 lunsdidunzdouenantasniy 2 9 ssdpsddmnmuannamsanEnanuasave snen ity
Wi lunzfougnanuang LL&ﬂﬁUﬂﬁiﬂWnu%‘Uii)@Lanmsmmgﬁéwmwmu‘%ﬁw
4. M9
4.1 diguanan desdidiatsuiatnaion 3 WiBUIT A Sadusunuusasmoazisualdasudau
muﬁﬁmu@luﬁ’aﬁaqmauu"‘&ﬁ"'zvl,ﬂﬁ'mﬁu
5. n’mJ‘szﬁ'uqmmwmﬁdwau (wa@astandITNITIUYTENW)
5.1 mﬁmuauﬁaoﬁmq‘[ﬂ@“’lajﬁaﬂndw 1§ sunniudenay
5.2 mnm’mﬁdauau a:@”aamshL‘mmwmeflu%'usaqNan’]sma'«ﬁl,ﬂsw:ﬁms;uﬁdwau
53 nstﬁﬁ%mm’rﬁnﬁsﬁnmsq&mﬁaU”mmﬁ'awamﬁiadmmﬁmﬂ:ﬁqmmw AUIWTITNITITHINIIRD
Javvaaiatng I@ﬂ@fmm:ﬁaommLﬁanmm‘hmuﬁﬂmzm‘zimidam’aﬁﬁmﬁ:ﬁua:Lﬂu;ﬁuﬁmau
Fh'l’ﬁihzlﬁLﬁmaj”aalun'ﬁmaﬁmﬁ:ﬁqmmw mtﬁﬁ'wuiﬁmhhﬂu"tﬂmuqmé’nwmzmww: nhuNTAIT0
SUANS LRI INNIEHE TP BN INEN TS cjmml,a:m?a@ﬁm‘luﬂ%@iavlﬂ
5.4 Q”mm]:@i”aq%'mﬁﬁyuml,ﬁam‘l,néfwmmq ‘H%Bl,fllaLﬁﬂﬂ’]iLéﬂNﬁﬂ’]Wﬁ’Jf.l‘ﬂi:ﬂ’]il@‘] naufnualas i
Fouly

(GRS 7 \/ ATIUAT
(wwirh yasno) (WIITNAI JFUINA)

wii2/ennsiisyaiiBos/2set



6. onansidenlydu 9

6.1 mnmﬁmuahﬂ‘ﬁmﬁmuu (original drugs) dasdniiFauaainiInasay Bioequivalence ﬁLaua
Wisnifsuiugnduuuy TasiEnsenmdaadullaumdninmsfuazuuid fudlumsfnmdrauyavaes
paaiyrasdinuemnTIuMseEMsuasn nsensnmsmge” lunsddunndoudsumauuun
sdlna (ldtaanzidouen NG) mmsnzmL'Tummumanmsmiﬁnm%aauyjamaam
7. fiawanan (une) Busaslienidndyannanasuiune dodk

7.4 nmydmansguanelinrsdninnnainmmsaimaunnSliduldemumaspudaiinue

72 nadiNRan e m’ﬁﬁﬂﬁgﬂnﬁ%‘mmﬁuﬁuﬁmﬁ pynmalagfinnunaenTIIMsaIWIWazeN lusaaued

a A’
RO TACVY

7.3 nydwulgmunwannuiadiueifiaasuadedssiniuauazanulasasivaagiofilasum
8. WINYSIBNTVRFIIREND L TUR TN Nﬁmﬁm‘ﬁmﬁﬁﬂs:fﬁgnﬁmLﬁuﬁulﬂ ERIBNITUAUZATINNNT

amTuwazen luszuzian 1 Jiawindsenmelszmasadidnnsaiing

W&J"lEIIMG! : 51989370
1 = General requirement 183LNFT@13UNTL 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 LLa:@:ﬁa
msﬁnm%aﬂs:ﬁﬂ%wmm:%aaugamawﬁ@ﬁmﬁm naomuqum ﬁﬁﬁﬂdﬁuﬂm:ﬂii&lﬂ’ﬁaﬁﬂ’ﬁ

LRz HN m:m’aammimq‘w

A A
(G 2) N N3N Nforromeeeeee et nSINNT
w3zl yasn) ' (WITHAT TFNINR)

w3 INsyATB08/2561



s‘nﬂaztﬁﬂﬂqmﬁnvmzmmumuﬁﬁmaﬂmsmsﬁ'ﬂ%mwﬁ'wﬁm
182N BO8 / 2561
180150 6 Hydroxychloroquine sulfate 200 mg tablet

AN IENIAFININYUAITIHE

1. Basn Hydroxychloroquine sulfate 200 mg tablet

2. ansanianaly
2.1 suuy Wueude ewsusudseniu
2.2 udsznoy lsznauaneien Hydroxychloroquine sulfate 200 mg
2.3 MTULUIT ussgluunsagflifiuanasd w3a blister pack Daafin LLa:ussgﬁ’msVTﬁaaﬁmm @
24 28N - s:q%"am fulsznNa U HIAYYLAANLIT IUNE fuéumq WG was
waneideudisuen LLaﬁ%miLﬁmf’nmmvb”asm%@mmuumsgﬁ’mfﬁ
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3.1 Finish product specification

1. YSnmardagy

93.0 - 107.0% of the L.A. of

Hydroxychloroguine sulfate

92.5 - 107.5% of the L.A of

Hydroxychloroquine sulfate

2. Identification

ATV

AT

3. Dissolution

uassmsazane listannin 70%(Q) of the

L.A. of Hydroxychloroquine sulfate malu

60 wfi

uansnisaze laiiaandn 70% of the LA. of
Hydroxychloroquine sulfate mulu 45 WAt

-

. Disintegration

NMT 15 minutes

5. Uniformity of dosage Units

ATITHW

AT

6. Related substances

- the area of any peak cotresponding 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%

(w1e3ril yasm)
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3.2 Drug substance specification M4z

1. USsnmuenendemy 98.0 - 102.0% of the L.A. of 98.0 - 100.5% of the L.A of
Hydroxychloroguine sulfate | Hydroxychloroquine sulfate

2. ldentification AT ATITHU

3. Loss on drying NMT 2.0% of weight NMT 2.0% of weight

4. Acidity test - pH35-55

5. Clarity and color of - Not more than slightly turbid and not more

solution test than slightly yellow

6. Related substance ATHIU - the area of any peak comresponding 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%
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2. LINFIITUITDINATFIRNITHAA L
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Leflunomide 20 mg tablet

1. Bozn Leflunomide 20 mg tablet

2. amanianly

2.1 3uluuy Wusidewndaufaa (Film coated tablet) #1%IUTUUTEM®

2.2 gusznay  Usznaudluaaen Leflunomide 20 mg bu 1 1@

2.3 MIUTYITY usrglum‘m:ﬂ@aﬁﬂ LLazusiqﬁmsﬁﬂaoﬁuLm

A " a o ar Qs -~ a Av dl o
2.4 3810 - 5:‘1.4%82]'1 a’mﬂs:naummmmyu,a:mwusa AUHNER ';uaumq LWRUNHAIR LRSLAY

neidoud1Tuen "Lfazhvfmauuumsqﬁmfﬂ
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3. AmMANTGNIINARA

Namimi’rﬁmi’lzﬁﬂmn’lwLﬂuvlﬂ@rm Finished product specification L8z Drug substance specification

io = o o v a o o o o e
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-1

& v o w0 A vy A W v o a A v v o & o o &
ﬂx‘lut.ﬂa’ﬁ@niu%l?ﬁaq\?aﬁﬂaﬁLﬂ%@oUUﬂLY]EJUL'Y]']'V\ial'ﬁllﬂ?']l]']Glﬁﬁ']ulsflﬁ"ﬁ@nilll@@rﬁuv‘luﬂ arudsenae

A ° o A a o o
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o ) 1 v&l Qs -
10 dinuen 2556) nsrﬁ"lwLﬁwmﬂmunuqaﬂwua’uaoﬂm:nsmmiﬂs:mmﬁmm

3.1 Finish product specification“)

 Testltem

1. Usinudagnaagy

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

2. |dentification

AT

3. Dissolution

Test 1 : ugasnsazanslaitiasndt 80%(Q) of the L.A. of Leflunomide
Twaan 30 wifi

wia
Test2: usasnmsazaslaitasnin 75%(Q) of the L.A. of Leflunomide

Tuiaan 30 wfd

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

(Content uniformity)

AT

Wi eI

.................................................. UsemuamuenIsNNIg
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3.2 Drug substance specification : Leflunomide "

1. YSunarending

Ty 98.0 - 102.0% of Leflunomide (calculated on the dried basis)
2. Identification ATITEH
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*-Triflucromethylphenyl)-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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6. tlanasionludu 9
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5181190 8  Lidocaine 25 mg + Prilocaine 25 mg cream, 30 gm

AN NAIININDUAIIBE I

1. Zamn Lidocaine 25 mg + Prilocaine 25 mg cream, 30 gm

2. amantianahl

2.1 gluuy WWuenaiu SnTumAntsnieuan

2.2 gmdszney T 1 gm Usznaudedaen Lidocaine 25 mg Wwag Prilocaine 25 mg

2.3 MAULVIN Uiiqlumaﬂmsqmﬂ@aﬁﬂ PUIA 30 gm @9 1 Baaa
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3. AnENIAN9INAKA

Namim’a’aﬁmi’lzﬁqmn’lwLﬂuvl,ﬂmw Finished product specification L8z Drug substance specification °7'i
sraBannunardniuatudioany deldvanafoudadineun penssunIsaImIsuaz e NIENTNETITHEY i
indrdnuAlEsededasdnatufifisuivimielndninanaspundsdrsuladiionids awdszmeansinsag
T o9 TN W.e1.2556 AUTUA 11 WENEU W.7.2556 (mﬂs:mﬂluﬂﬁﬁamw,mmi’wﬁ' 10 figuwow

. \ Y- Y an
2556) nsrﬁ‘lmﬁﬂumﬂwunuqaUwuﬁmaoﬂmxnﬁumsﬂszmmﬁmm

3.1 Finish product speciﬁcationm

‘ Testitem ' ' USP 38
1. U?mmﬁ’amém@ 90.0 - 110.0% of the L.A. of Lidocaine wa¢ Prilocaine
2. Identification ATIHIN
3. Microbial enumeration tests and Tests for - m’m‘l&iwwg 8 Staphylococus aureus and Pseudomonas aeruginosa
specified microorganisms - The total aerobic microbial count laitfin 100 cfu / g

- The total combined molds and yeasts count Tsifine 50 cfu / g

4. Minimum fill ATV
5. pH 8.7-97
6. Related substance - o-Toluidine : NMT 2.0%

- n-Chloroacetyl-2,6-xylidine : NMT 0.1%

- 2,6-Dimethylaniline : NMT 0.1%

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

- n-Dichioroacetyl-2,6-xylidine : NMT 0.1%

- Any other individual related compounds : NMT 0.2%

- Total related compounds, excluding o-toluidine : NMT 1.0%

(OB T T T, UseIuAmENITUMS
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3.2 Drug substance specification

3.21 Lidocaine™

1. YSunmdnzdary

97.5 - 102.5% of Lidocaine

. Identification

ATV

. Residue on ignition

NMT 0.1%

AITWIN

. Chloride and sulfate

- Chloride : NMT 0.0035%
- Sulfate : NMT 0.1%

5. Heavy metals

NMT 20 ppm

6. Melting range or temperature

66° - 69°

3.2.2 Prilocaine"”

, Test'item

usP38

1. Snmdasdagy

98.0 - 102.0% of Prilocaine (anhydrous basis)

. Related substance

2. Identification AT
3. Water NMT 0.5%
4. Residue on ignition NMT 0.1%
5. Limit of Prilocaine related compound A NMT 0.01%
6. Meiting range 36° - 39°

7

- Any individual impurity : NMT 0.2%

- Total impurities : NMT 0.5%
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5781151 9 Sodium aurothiomalate 20 mg/0.5 mL injection, 0.5 mL

AINUITENIAIINIA AUATIBH

1. Faen Sodium aurothiomalate 20 mg/0.5 mL injection, 0.5 mL

2. amasianalyl

2.1 gluuy Wuansazanolsmannde dnsude

2.2 sHudsenay Usznaudieaae Sodium aurothiomalate 20 mg/0.5 mL 1uy331@5 0.5 mL ¢ia 1 amp.

2.3 MEUUIN mmlum"nuwusmma@ﬂﬁﬂmnma LLa‘“mﬁmmmﬂaanuuaa’[uumwmm
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3. amaNiGnmana”

Namima’fﬁmi’l‘”ﬁﬂmnWWLﬂuvL‘iJ@l’m Finished product specification La2 Drug substance specification ﬁ
a’maomnmammw%’u%uum’mu %GVL@Q@‘Y] Lum@amummﬂmwnsmﬂ’]sm‘mmawm m“maammsmmj “M%
Lﬂﬁ‘ﬁ@ﬂiﬂﬂl‘ﬁmda\‘maoLﬂuauuwL"nU‘LJm’msal‘m&m’nmm%’luma?jmsul@miuwm AVUTENIANTENTIS
mmsma’u LSE]\? %U@HS"IU’I W.¢.2556 amu‘n 11 LB U W.¢1.2556 (a\‘n_ls"mﬂlmwn%’mt,unw’rmﬂ 10 wnmyu
2556) ﬂimv{,&lLYIP_I‘.UL‘YI’II%?J%T]U@aEI‘W‘H;%"UadﬂmwﬂiiwﬂﬁiﬂiwﬂiﬂﬁﬂﬂU’]

3.1 Finish product specification

Test item BP 2013
1. Sy 42.3 - 48.3% of the L.A. of Sodium aurothiomalate
2. Identification ATIW
3. Colour of solution ATV
4. pH ATIHU
5. Bacterial endotoxin ATV
6. Particulate matter ATIHIH
7. Sterility test AT
8. Extractable volume ATIHU

3.2 Drug substance specification : Sodium aurothiomalate

Test ltem BP 2013
1. Pnmeadagy - gold : 44 5% - 46.0% (dried substance)
- sodium : 10.8% - 11.8% (dried substance)
2. Identification ATV
3. Appearance of solution AT
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1

3.2 Drug substance specification : Sodium aurothiomalate (Gia)
Test Item BP 2013
4. pH 6.0-7.0
5. Related substances - impurity A : NMT 0.2%

- impurity B : NMT 0.2%
- impurity C : NMT 6.0%
6. Glycerol NMT 8.0%

7. Loss on drying NMT 2.0%
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Sulfasalazine 500 mg enteric coated tablet

1. B8

2. anaNan- bl

2.1 gmmu

Sulfasalazine 500 mg enteric coated tablet

Lﬂumt,ﬁﬂgmmu enteric coated FRFUTUUTIN %
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3.1 Finish product specification

(1(2)

amananvinana

BP 2013

USP 38

1. USunudnedngy

95.0 - 105.0% of the L.A of Sulfasalazine

95.0 - 105.0% of the L.A of Sulfasalazine

2. Identification AU AT
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%
4. Salicylic acid and suilfapyridine NMT 0.5% of each -
5. Dissolution Acid stage Acid stage
R RCTRM s ugasmsaeanelaiannnin 10% lu 120 wdt
Buffer stage Buffer stage
AU s usasmyazanglaitteendi 85% (Q) lu 60
S
6. Uniformity of dosage units ATITEH ATIINU
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3.2 Drug substance specification

(10.(2)

1. UTanmaagdagy

97.0 - 101.5% of Sulfasalazine

(calculated on the dried basis)

97.0 - 101.5% of Sulfasalazine

(calculated on the dried basis)

2. ldentification

ATITHIN

ATITNIW

3. Related substances

By Liguid chromatography
- Impurities A,B,C,D,E,F,G,| : for each
impurity, NMT 1%

- Impurities H and J : for each impurity,
NMT 0.5%
- Total : NMT 4%

- The sum of the intensities of any secondary
spots : 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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