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5781150 1 Celecoxib 200 mg capsule

aalsznMAIIninguaTsTh 17 i, 2558

1. Bomn Celecoxib 200 mg capshle

2. amanianalu

2.1 gUupy ueudauatlgs dmusudsznu
2.2 dwdsznay  Usznauaau@aen Celecoxib 200 mg
23 mruzwsny IR luuksaglifinunand wia blister pack Jawiin
2.4 aan - s:q%am FUUsNaUAIIFIAYUATAMULTI TUNAR 'S'ufa’vumq L8ufine uaz
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3. AMENVANIINARA

3.1 Finish product specification"”

1. USanaaasndegy 90.0 - 110.0% of the L.A. of Celecoxib

2. Identification mmmumuﬁlsquu Finished product specification

3. Dissolution test @linmumuﬁszqh Finished product specification ;

4. Weight variation VED) Glimmu@l’mﬁszq‘lu Finished product specification ;
Uniformity of weight (mass) |

5. Impurity/Related substance m’J'«Jmum&l‘ﬁi:q‘lu Finished product specification

3.2 Drug substance specification”’

ANANIAYIIMARA BP 2013
1. USmdaendraty 98.0 - 102.0% of the L.A of Celecoxib (anhydrous substance)
2. Identification AN
3. Related substances By liquid chromatography
- Impurity A : NMT 0.4%
- Unspecified impurities, for each impurity : NMT 0.10%
- Total : NMT 0.5% 1
4. Heavy metals V NMT 20 ppm
5. Water NMT 0.5%
6. Sulfated ash NMT 0.2%
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URRINER "
1.1 luddymsiunadoudiive me.2 no.3 noa waIUENITA)
1.1.1 lunsdiidusnndeludzindlng naneils no2
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1.1.3 lunsdifiduentithandalszma winoils no.4
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3.1 WansanR ez wHRaiivafnia (Certification of analysis) 1um§uﬁéuﬂuéfmmo
3.2 manIandinTeRgmnMniagiuvadasndfe (Drug substance) ﬁlﬂumwﬁmmiuﬁduﬂu
eT'Jazmvi‘l‘uao;jwﬁmmua:@uﬁmi’mqﬁu
3.3 lunsdidunziiousnanunnni 2 9 ssdasfdumnmdnenamsdnmn Long term stability anaififiu
wadnlunzdoueuuans Lta:1ﬂ"%'unwsaouﬂu§'usaatanmsmmjﬁéﬂmwadn?ﬁ'ﬂ
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6. Lanmndouludug

6.1 winsfiaualailderduuuy (original drugs) Sasiniidauaninimagey Bioequivalence itaua
wWisuAsuiueduuuy Tasdsnsdnmdaainldamaumsninaeiuas s fudlunsdnmdrauysvesen
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7. diananen (i) Bussnliunidndyannauasuiiwue aoil

7. nszﬁwams:ﬁu@maa3mﬂ:ﬁmﬁmnnsuf'mmﬂ'\am‘n'ml,wnzﬂahﬂu'[ﬂmummgmm”aﬁwum

7.2 NN awﬁﬂi"fgnﬁumﬁuﬁumnﬁ asamalagdninnuanenssumIsmsuazen lugasaas

a

&

fyanarFaIzg
7.3 mtﬁwuﬂzqummwmnwamﬁ'mfﬁﬁawdowaeiaﬂs:ﬁn%waua:mwﬂaa@ﬁ'miag{ﬂmﬁ‘lﬁfum

8. nin Uswmsmaaom‘awﬁ‘lﬁ{uﬁmsmNﬁmn"m'ﬁmﬁﬁﬂs:ﬁgnL‘%umﬁuﬁulﬂﬂﬁwﬁnmuﬂmzmmms

amsuazenluszezia 1 Jnewindenmadszmaramaisnnsaing

RABING : 81989970

1 = General requirement 283Ld5A1SUE ML Finished product Uuuueidla

2 = The International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human use (ICH quidefine), 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 u.a:gjﬁa
msﬁnm%aﬂsxﬁw%waua:"&")auga’uaawﬁmn”m«ﬁm N2IAAULT FUNNUAMENIINS
IR ns:mwmmsmqﬂl

............... i e U IEBIUA TS NTINANS

e THIFUNDY nyuNT

(W93 YaIY) (WHNEMNTS Mgawiand)

wifismeman1_geiisoorzsse



swaztﬁﬂﬁqmﬁnvmzmwwuuuﬁ”ml.anmsmsi‘i'ﬁélarmﬁ'm'ﬁm
\aaf B09/ 2559
ﬂ&lmsﬁ 2 Hydroxychloroquine sulfate 200 mg tablet
aaszmasaniaguasesii ] 7 (L1 5553

1. o Hydroxychloroquine sulfate 200 img tablet

2. amansianaly
2.1 Fluuy Wupnde dwsusudsenin
2.2 @mlsznay Usznaudueaun Hydroxychloroquine sulfate 200 mg
2.3 MIUILTN ussa‘luumaaumuuwaua %30 blister pack faaiin uavussanmmﬂaanuum
24 aam - s,miam T NaUMIENIATUAZANULT TUKER auauam \8UViNE® waz
wunadoudisuen Lta,:ﬁmsl.nnsnmm"hamwmwuumsqnm«vf
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3. amaNLGMIInaka

YBILN LRUNHE i’uﬁumqh”'ﬁ'ﬂwu

wamsmafﬁLﬂswzvfﬂmmmﬂu'lﬂmu Finished product specification W8 Drug substance specification i

v oa
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3.1 Finish product specification

(142)

AmENIANMIINALA

USP 35

BP 2013

1. WSnmdaesnary

93.0 - 107.0% of the L.A. of

Hydroxychloroquine sulfate

92.5 - 107.5% of the L.A of

Hydroxychloroquine sulfate

2. Identification

ATIWIU

AT

3. Dissolution

uresmazagliteanin 70%(Q) of the
L.A. of Hydroxychloroquine sulfate melu
60 w7l

usasmsazaeliianndn 70% of the LA. of
Hydroxychloroquine sulfate m sl 45 wift

4. Disintegration

NMT 15 minutes

5. Uniformity of dosage Units

ATIY

AN

6. Related substances

- the area of any peak coesponding 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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3.2 Drug substance specification

D -
qmauuamomauﬂ USP 35 BP 2013§
1. YTinudamdey 98.0 - 102.0% of the L.A. of 98.0 - 100.5% of the L.A of
Hydroxychloroquine suifate Hydroxychloroquine sulfate
2. Identification ATIHIU AT
3. Loss on drying NMT 2.0% of weight NMT 2.0% of weight
4. Acidity test - pH35-55
5. Clarity and colour of - Not more than slightly turbid and not more
solution test than slightly yellow
6. Related substance AU - the area of any peak corresponding to 2-

[4-{(7-chioro-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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2.2 n3diiudwginugroinawdsana mmemacmmmewmu‘nueaasnsaau’msmun'ﬁnammmu
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3. 1IN MNTBITUETIAN (Fnwinweng)

3.1 wamsmm?tﬂﬁzvfﬂmmwNﬁmn"m'vfmaaﬁwﬁm (Certification of analysis) lum's'u'?fduﬂw?‘aath

3.2 uamsmamLﬂﬂvuﬂmmwmnﬂwaommmnm (Drug substance) ﬁ‘lﬂumswammsmmﬂu

mamam-naanwawmua-wwammnﬂu

33 ‘lunsmmummﬂummmnnﬂ 2 1 szdpsfiduwinaeNanIANE Long term stability aafifiu
diandalunadousnuuans Lm:‘lmumsmmmusaaLanmﬁnnwummwaomw
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6. anasiienldug

6.1 winefauelailgenduuny (original drugs) #a9nIIROUEAINIINARDY Bioequivalence fLaua
Wisuifisunundusuy lasiimsfinndsaduldeumdninasiuszumujialumsénmdasuyavasen
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WaNuIMe : 81989910

1 = The United states Pharmacopeia 35

2 = British pharmacopoeia 2013

3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies uszgiiiansfinmnfinssinBusuarfsuyaves
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Baclofen 10 mg tablet
auliemadininauanzsiii |

N 2559

1. #oen Baclofen 10 mg tablet

2. amsaanianaly

2.1 guny wusnde dnsusudenmu
2.2 &mulsznay Usznavusasaaen Baclofen 10 mg
23 MTULLIN

24 aan

msa‘luumaﬁﬁtﬁmMaﬂﬁ W38 blister pack Jagdin
- 3zTaLN 8IBUITNAUAILIEIRYUATAINUTI TUKES i’uﬁumq Wwuiinde waz

wanzifioudsuen ua:fa'ﬁ'n"mﬁm”nmm‘h"aLiwﬁ‘maunums?ﬁ'mwf

' Y 1% ) 4 v
- URUNIEN amouawaﬁzqﬁam Vi%ﬂ’ﬁﬂﬂ']x‘lﬂ’ﬁﬂ'] FIUUTTNOL URTTUINANUUT

YIE LRUTIHAS fuﬁumq"l’a”ﬁ'ﬂmu
3. andniamunaia

Namsm’aﬁLﬂﬁ’l”ﬁﬂﬂm’lWLﬂﬂﬂﬁW Finished product specification Was Drug substance specification 7

v a

27a33nLn ﬁ’ﬁ@]’ﬁ‘UQUULﬂ uInw vnovlﬂaﬂmm yuAafIUNIUA UENITUNITAIRITURZN m*‘nﬂammsma’u
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3.1 Finish product specification'"*?

AmFNIAMImaRa USP 35

BP 2013

1. SSnasdaeidagy 90.0 - 110.0% of the L.A. of Baclofen

90.0 - 110.0% of the L.A of Baclofen

2. {dentification ATITHIH

ATIVU

3. Dissolution ugaensezanslaiaandn 75%(Q) of the

L.A. of Baclofen ngilu 30 w1 fl

uaasmsazanslaitannda 70%(Q) of the
L.A. of Baclofen malu 45 wadi

4. Uniformity of dosage units ATIWU

ATIHIN

5. Related compounds - Baclofen related compound A (Lactam)

. NMT 4.0%

- Baclofen impurity A (Lactam) : NMT 2.0%

3.2 Drug substance specification M@

amauLlamManaia UsP 35

BP 2013

1. ﬂ?mmﬁ”)mﬁ'\ﬂ"ty 99.0 - 101.0% of the L.A. of Baclofen

98.0 - 101.0% of the L.A of Baclofen

(anhydrous substance)

2. Identification ATIHIN FTIININ
3. Appearance of solution - ATIWU
7
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3.2 Drug substance specification "

AnENUAMIIMaia

USP 35

BP 2013

4. Related substance

Baclofen related compound A
- NMT 1.0%

- Impurity A : NMT 1.0%
- Total : NMT 2.0%

5. Water NMT 3.0% NMT 1.0%
6. Residue on ignition NMT 0.3% -
7. Heavy metals NMT 0.001% NMT 0.1%
7. Sulfated ash - NMT 0.1%
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URRINE® |
1.1 luddymsfunadoudiuen (nv.2 ne.3 N4 uduEnsdl) |
1.1.1 Wwnsdifiduefndalutsunelng nungis Nng.2
1.1.2 'lunim‘nLﬂummw'uwamsummw wuedy ne.3
1.1.3 'lunmmLﬂummmmnmmum wueil ne.d
1.2 'lumma'uun'muum NE.1/8.1 VBIAEUETIN WIBNTIWAZLE AN BMIAILANA WY INE AU
mumummuu (finished product specification) Ltaymamv\uaﬂmmwmaomnﬂu (drug substance
specification) nmmans*wmmm]aUuuﬂmun'”lmwmm rdBIuULLBNE IR LWIMWTNENTYaurtly (e.5)
¥IWIDN finished product specification Laz/%35a Drug substance specification Tﬂumaun"'lmnamuﬂs.mﬁ
dzmanandiinnsefing uazliifin 2 9 w Wmdsmadzmanadidnnsefing

2, lanms%’maammmumwamm
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2.2 nsdfdweringrinaisysang o vmzwmaoumu,mmwmwmaasusaommﬁmnﬁwamnmu
WANNITLAZIENIAAIUNINE ALY GMP-PIC/S w3a US cGMP maaﬂs.mﬁmwamuumaﬂ ANNTOUNNT
arreulesdinanssusesfisiudmadssniasnadidnnsaiing
3. nanmsqmmwmaammanaﬂm (Fuuwnnanng)

31 Namwmﬁmﬁ:ﬁﬂmmwwﬁmn”m«vfmaw”nﬁm (Certification of analysis) 'lums'uﬁdol,ﬂuﬁ"mzm

32 wami@mmmﬂmﬂmmwmnﬂwaamma’mm (Drug substance) ﬁ‘l’&lumswammsuwmﬂu

mamom’uaowuammuamwammmu

33 ‘lunsmmummaummmnnm 2 1 azdaafiduunmwdnenan1s@ns Long term stability aafidu
viadulunsndeusuuans LLa‘*‘lmun’ﬁaomususaaLanmsmnwummwaausw
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1. Leflunomide 20 mg tablet

2. amaanianiall

2.1 tluwy WWuswaSaufsy (Film coated tablet) #%3UTUUTEMU

22 dwmdsenay  Ysznaudaseaen Leflunomide 20 mg

2.3 MTUUTR Uiiﬁlluﬂ’l‘ﬁmﬂﬂﬁuﬂ tasiuanuiu LLﬂ*UﬁanmmﬂaanuLLao
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3.1 Finish product specificationm

AmaNLGNIInaia USP 35
105 maadagy 90.0 - 110.0% of the L.A. of Leflunomide
2.|dentification ATIINIU
3.Dissolution Test 1 : usaansazang laittannin 80%(Q) of the LA. of

Leflunomide w381 30 wfi
ED)
Test 2 : usaInsacats hiaandn 75%(Q) of the L.A. of

Leflunomide 141287 30 wfi

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 ATIINU
(Content uniformity) ‘
2,
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3.2 Drug substance s ecification "

AUANLAMIMATa USP 35 k i
1. PBnudamdrdy 98.0 - 102.0% of Leflunomide (Calculated on the dried basis)
2. Identification AU
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-Trifluoromethyiphenyl)-5- methylisoxazole-4-carboxomide : NMT 0.1%
- 2-Cyano-acetic acid-(4'-trifluoromethyi)-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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38NN 5 Sulfasalazine 500 mg Enteric coated tablet

aulsznAIIninauaEsi 12 D 255

1. Basn

Sulfasalazine 500 mg Enteric coated tablet
2. anvantiana

2.1 3tluwy Lﬂumtﬁﬂgﬂuuu Enteric coated #w3usulseniy i
2.2 dmdsznay  Ysznaudandasn Sulfasalazine 500 mg '
2.3 MwuzuTy ussa‘lum'ﬁu"ﬂ@aﬁﬂ Yasnuanuiule
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3.1 Finish product specification'"®

AMANIANIINaLA BP 2013 USP 35
1. USanuan mﬁ’lﬂ”m., 95.0-105.0% of the L.A of Sulfasalazine | 95.0-105.0% of the L.A of Sulfasalazine
2. Identification ATITHU ATIVHIN
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 sulfapyridine | NMT 0.5% of each -

5. Dissolution Acid stage Acid stage
' : wg@IMsazangliannin 10% of : usesmsazme livnndn 10% 1w
L.A of Sulfasalazine 1% 120 w1l 120 Wi
Buffer stage Buffer stage
s usasmeazaelidannd 75% @) | : usesnsazaslaitannia 85% Q)
of L.A of Sulfasalazine 14 45 w1t lu 60 Wi
6. Uniformity of dosage units AT . AT

Usemuamenssums

(m%‘a) ................. \g\\ .................. nssUMS
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3.2 Drug substance specification "

Anauianvmaiia

BP 2013

USP 35

1. fAnudindny

97.0 - 101.5% of Sulfasalazine

(Calculated on the dried basis)

97.0 - 101.5% of Sulfasalazirle
(Calculated on the dried basis)

2. |dentification

ATITHIY

ATV

3. Related substances

By Liquid 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. Chlorides 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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3NN 6 Sulfinpyrazone 100 mg tablet
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1. ﬁ'am Sulfinpyrazone 100 mg tablet

2. avanyan 1

2.1 guuy dusnde dmsusudszniu

2.2 g mdsznay Usznaudeaaen Suifinpyrazone 100 mg
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3.1 Finish product specification'"

auaaiamenaia | UsP 35 BP 2013
1. Bnmdrndeg 93.0 - 107.0% of the L.A. of 92.5 - 107.5% of the L.A of
Sulfinpyrazone Sulfinpyrazone
2. Identification ATIHIU AU
3. Dissolution waaan1sazanelaiiaanda 75%(Q) of | uxAINITAzan liaundn 75%(Q) of
the L.A. of Sulfinpyrazone nelu 45 | the LA. of Sulfinpyrazone nerlu 45
b Wl
5. Uniformity of dosage ATITNIN AT
Units
6. Related substances - - Impurity A, B : for each impurity,
NMT 5%
- any other secondary spot : NMT
0.2%
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32 Drug substance specification "?

[‘qmauu‘ﬁmamnﬁﬂ USP 35 BP 2013
1. U‘smmﬁ'zmmﬂ"ty 98.5 - 101.5% of the LA. of Sulfinpyrazone | 99.0 - 101.0% of the L.A of Sulfinpyrazone
(dreied substance)
2. Identification AT AU
3. Residue on ignition NMT 0.1% -
4. Related substance ] - Total impurity : NMT 2.0% - Impurity A,B : for each impu*ty, NMT 1.0%

- Impurity C : NMT 0.2%

- Unspecified impurities : for each impurity,

NMT 0.1%

- Total : NMT 2.0%
5. Heavy metals NMT 10 ppm NMT 10 ppm
6. Loss on drying NMT 0.5% NMT 0.5%
7. Sulfated ash - NMT 0.1%

= v @ R a ad a T Al ea )
nnewa nidfvenadouusninty (waive) MIavnroUA T amsle 14 yuuaﬂotanmmanyumna’rm'lﬂmagﬁﬁmu

Ronlugn g
1. mmewmmanmsmﬂmuaum‘mwn affsudrsgudasminglutsznelng wazdILa (declare)
UNBINE®
1.1 1umﬂmmwummﬂumsum (n8.2 ny.3 n.4 usuansol)
1.1.1 lunsdifiduenfindalutszmeting wyais ne.2
11.2 'lumnmLﬂummmnwam'sumussa wueie ne.3
1.1.3 1unsmnLﬂumu'lw'm'mmoﬂsztm wefy ne.4
12 lummamun.tmmm ng.1/81.1 VaenauaTen WIBUTHALD AW BMINIUANN WMWY BINT A T
mu‘n’uuﬂ"mw (fnlshed product  specification) Ltawanmummmwmaa'mnﬂu (drug substance
specification) nmmaﬂsvwmmnﬂauuu,ﬂmLm“lmwumu wABUUBLaNTILIN NG YLy (8.5)
UINTBY finished product specification uaz/v3e Drug substance specification Tﬂumauﬂmnauauﬂszn']ﬁ
ssmanamdidnnseding uazliiin 2 9 o wemedszmenadildnnseiing
2. 1BNINTIUTAINATTIUNIHE AL
2.1 nsdfenudatulsandlng Nwamma\mmmmwmmﬂmaasmaammmumswammmwanmm‘nLl.a.,
FEmidluntsndasn GMP-PIC/S wiaifiguinin VOINTNTHIIBIUTY Tumananfauane auumaﬂmu
saumsmnaaauTﬂmJwamsmsaannuﬂs*maﬂsvmmwmmanmauna
22 nsmmﬁumu’nmmnmu/s&mﬂ Nnamawa'ummwmwmaamsaammmun‘rzwamme\w
L TITR T (TR T BB ) PRy GMP-PIC/S w38 US cGMP mamrmﬂgwamuumqﬂ ANTBUNNT
@maaa‘u‘[@ﬂuwamssmadnnuﬂs:mﬁﬂszmmﬂmmanmaﬁna
3. Lanmsqmmw'uaamv"ﬁauaﬂm (Fuwrmweing)
3.1 amsaTndinnsimunwniad ey B9KWAA (Certification of analysis) 1um§'uﬁamﬂu@hamo
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32 Namsmn'zLﬂﬁ:v\ﬂmmwmnﬁwaommmﬂm (Drug substance) ﬁlﬁ"lumwamm%T Asadu
9

9
a

mamam-uamnawmuamwammﬂu

33 'lunsmwmmuummmnmw 2 1 sxdasildmnmndnenansinmn Long term stability aufitiu
qumulummwa'lml.mm Lm.'lmumsaamumiaomnmsmnwummwaamw

34 'lunsmwmmwmmuanmw 21 aa,mawmtmmwmﬂwammnmmmmmmaammunuu
qumulummuummuam LLa:‘lmumsaommmamnmsmngummwaausw
4. 708198

4.1 diauaman dasdscaathenettoy 3 Wiyl mtﬂumuwuuaﬂmua%aum'lﬂﬂmmu
munmv\uﬂlummaamauumm’lﬂmmu
5. msﬂs:nuqmmwmmouau (waasLanaIINITIULSzAN)

5.1 mﬁa‘wauﬁaaﬁmu’lﬂﬂ’hiﬁaﬂn'h 1 1 dvaniudway

5.2 mﬂmmﬁ'dauau W waammmewmﬂlusu-samamsm'mmﬂ,v\mmwmuau

53 nsmmmmwmsmmsaumamwmawamwammommsw:v\ﬂmmw RHIDTITNITIYINANITD
T0920820819 ‘[mlmnua:maaaomquanmummummm’mmsamﬂmmswmuawtﬂumuwmau
m'lm*mmnmmaa'lumsmammmmammw nsm"nwmwm'tmﬂu'tﬂmmmanum.mwm, PUIETITNTVE
aa'Ju.zmﬂmuwmsmmsmuasnmmmnmwaa wmuu.a,/mawwam'lumwa'hJ

54 fangazd fassiamuendamindwuanis mamam@msmauamwmnﬂrmﬂm=J Aauimualagliddenly
6. flauanen () mmau'lmmanamm'maumumwﬂ aait

6.1 nszﬁwamsa‘msaﬁmﬂ wmm’mnsmwmmamsmsuwnzﬂmﬂu'lﬂmummmwamwﬂ

62 nmnamn T mwwnmsumnuaumnw fasamalagdminnuanenrsumsamsuszen lugasnauad
ammwv«naa,mw

6.3 nsmwuﬂmwmmmwa’mNammumwa’mamamaﬂsya'nﬁwau,avmnuﬂaaﬂnﬂmawﬂmﬂ'lmum
7. mnm'mims'uaaamawﬁ‘lumwmsmNamnm‘wmnuﬂrmnmmnmmmhumummﬂm,nswms
amsuaze luszoziaan 1 9 deutudssmeadszmenaddnnsaiing

NAIKA : 8198990
1 = The United states Pharmacopeia 35
2 = British pharmacopoeia 2015
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o
ENIN 7 Risedronate sodium 35 mg tablet

muﬂszmﬁﬁ'wi’mquaﬂ%mﬁ 12 W 2589

1. Zam Risedronate sodium 35 mg tablet

2. ansasnianiall

2.1 guuy \Duedla 10daufisy (Film-coated tablet) #WsUTUUTEn0

22 dmdszney  Ussnaudasaann Risedronate sodium 35 mg

2.3 MruzuIn miaﬂuum agdiiiuunad w3 blister pack Jaadin

2.4 87 - 5:1.1‘75‘0{11 FIUUTENaUMIaAYUAZA UL TUuNEe maumﬂ Wwofinde ua:

wanzdoudrsuen u,a*f:ﬁn'mnmnmm‘hamwmwuumsanmm

- VUK amauauwaqrwam wiadamamsen dmsznay URZVUIAAIAILTI
VBIEN LAUANAR auauaw"l'rmwu

3. AMANYANIINATHA

wamsmnﬁmi’l"v\'ﬂmmwLﬂu'la.lmu Finished product specification waz Drug substance specification YI
maaomnmmim'suauummnu m‘lmwmmﬂumamum'mﬂmnssumsmmma*m nimsnmmsmm
muma’ﬁmsun’l’nmoamaatﬂunuu‘nmUummsalﬁumﬁ nmﬂumﬂmmumﬂuvlﬁmuﬂi <MANIENTII

o

mmmmj LSEN wWUNTIEN l‘ﬂﬂuﬂ‘U(ﬂﬂUW‘W\]’UBdﬂﬂuﬂii&lﬂ’ﬁﬂiwﬂﬁﬂﬂﬂ'lﬂﬁ

9

3.1 Finish product specification'"

AnaNtanImaia USP 35
1. YTnudimey 90.0 - 110.0% of the L.A. of Risedronate sodium
2. Identification ATIWH
3. Dissolution usmamIazanelaistannin 80%(Q) of the LA. of Risedronate sodium mal% 30 w1l
4. Uniformity of dosage units AU

(Content uniformity)

3.2 Drug substance specification o

AnANTANIMARA USP 35
1. ﬂ?mm@ﬁmﬁ’lﬁ’m 98.0 - 102.0% of Risedronate sodium (Calculated on the anhydrous basis)
2. Identification ATIIH

3. Water (‘awrznsdiiluzuuny hemi- | NMT 11.9% - 13.9%

pentahydrate)

4. Loss on drying 5.5% - 7.5%

(LQW’l:nﬂﬁ monohydrate)

5. Heavy metals NMT 20 ppm

6. Related compounds 1. Any individual impurity : NMT 0.10%

2. Risedronate Related compound B : NMT 0.10%
3. Total impurities : NMT 0.50%

RANEUK nsmmw*m HUUTINITTH (waive) ﬂ'ﬁ'ﬂﬂﬂaaUWﬂﬂﬂﬂﬂﬂ 1‘1’\ nuuamtanmmanpumna‘nn'lmumw Al
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Rouludu g
1. mmewmmanmims‘lmuaummwn"muummmtwamumﬂuﬂvmeﬂm uawmu*n (declare)
UARINAR
1.1 1uﬁ1ﬂ”m”n1i1'fuwnﬁuuﬁﬁ'uzn (n8.2 n8.3 N4 uduensdl)
1.1.1 lunsdifdunindaludsznelng waneds ny.2
11.2 ‘lunstﬁﬁﬂumﬁmﬁLﬁamsuﬂonsiq nuwfis ne.3
1.1.3 lunsdifidueninigrandadsang nuods ne 4
12 'lummamummuum N.1/8.1 VaIENARUETIN wsaamua.mmmmamsmunmnmwmmwamnmtn
Wm‘n'uummuu (finished product specification) ua*wan'lvmﬂﬂmmwmaomnﬂu (drug substance
specification) n'mmammawmnﬂaauuﬂmuﬁ‘lmwumu dvILuLIanmIIEIIMNEsMTVautly (2.5)
UMNTau finished product specification Waz/"3a Drug substance specification T@wamﬂmnamuﬂs:mﬂ
dzmanamdidnnssiing wazlitin 2 3 o Sudssmalsznianendidnnsaing
2. lNATIUIINATFIUMIHAALN
21 nsdnenuanwlsanalng ArAadaslidunmwineniifesusesnaspumIndamaumaninusiuas
FEmaTialunInaan GMP-PIC/S wiaifinuivin VOINITNTNAITVIUY Tunwnefiauaune DAILRE Y
ssumIesasraulasdinanissutasteinsemeadszmenadidnnsefing
22 nsdfdwaingrnndwdsana guaadasdduwimuiioniifesussunaspiuntsuiamany
wanINMITLAz T MIAalUNISHERLT GMP-PIC/S W38 US cGMP vavlszineguiaatudge awsaunis
avvraulasdnamysvrasiviudszmedsznmanadiinnsading
3. Lanmsqmwwmaqmﬁmuaﬂm (@Lwnndng)
3.1 HamsaTiATzRgMAHNAAA IV A (Certification of analysis) 'I,um*éuﬁduﬂuéi‘mam
3.2 HaMIATIUATIERRMNWIANAUTBIdIENEATY (Drug substance) mﬂunﬁiuﬁwmiuﬁmtﬂu
ﬁ";as.i'm'ﬁwao@wﬁmmua:v‘{wﬁmi’mqﬁn
3.3 lunsdidunzifouenanannni 2 § szdasfiduinawdneranséinen Long term stability asifiiiu
windalunzidouemiuan wazldiumsaswailisaaenasngiismnanasnisn
3.4 lunsditunzifoueantosn 2 1 wxdasdduumninoranisinmaundasasnmuiou
Wudnlunzdousnanuan uazldsumsasmasisasanansangidmnazasuivn
4. A10819E
4.1 fiauanan dassaiiatnienadios 3 wipuTsAi Fauduamunuusasroazidualdasudin
@nuﬁﬁ'\uuﬂluﬂ”ﬁaqmauu“élﬁ'ﬁ'lﬂﬂ'mm"u
5. msﬂs:n”uqmmwmﬁia'mau (LWERILDNAITNNTILYINW)
5.1 mﬁdouauﬁaaﬁmq‘lﬂm"lajﬁaun'h 1 9 duaniuguey
52 mnmmﬁa’wau a:e'faaa'azi'lmewrhﬂlufmamamsm’:ﬁLﬂﬂ:ﬁméuﬁdauau
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5.3 n?mnmuwﬁ’nmsmmiaumamamnawamwamm’:mmswmﬂmmw mmmwmsa*mnuma
F89v8R8L79 Taunmuamaoaamtwuanmummunnmmwmsamﬁmm‘n.v\un.@umunmau
m'l’ﬁmzmmmmao‘lumsmmamsw*mmmw nszumwm’lm"lmﬂu'lﬂmuﬂmanumvmwn WL TNV
amuaﬂﬁvlmuwmsmn’mauaﬁmmmnmwaa N%J’]ULLR“/%SE]NNG@IIHFI‘N@]H'LIJ

54 fnuwdassuasuendiamlndnunany mamamﬂn'm.aauamwm'mﬂ?ms‘lﬂq Aourmuslaglifidanly
6. Lanmadawludug _

6.1 mnmmaua‘lu'l'nmmuuuu (original  drugs) maawumauammﬁmaau Bloequwglence Yll.aua
wWisuidsuiusduuuy lagdsmsanwe aatﬂu"lﬂmwanmm‘nuavumﬂgum'lumsanmﬁ'muumaam
MUY UDIFUNIUATRNTINM IO TUSZEN ni’m’mmmsmmﬂ( )

7. disuanen (Jow) Buvenldonidndyginouesudmue aoil

7.1 nsmwamiaumamLﬂﬂ:mmumnnsm'nmmammsuwnr.‘u"lmﬂu‘lﬂm’mmmmumamuuﬂ

7.2 NIRRT m'ﬂuﬂunnwunmumﬁnﬂﬂ fasemalagdminnuanenssumsansussen lugnswes
fyqnedaszung

7.3 nsmwuﬂmwmmmwmnwamnm‘nﬂa’mawaﬂaﬂs*awﬁwaumﬂ'nuﬂaaﬂnumauﬂwﬂwlﬂsum

8. mhunsnTvesuans WURMsaNNRA TN AT 'mQmmnLnnﬂuTﬂvmunmuﬂm:nssunﬁ
pmsuazen luszozine 1 3 dewiwdemedssnenendidnnsaiing

WNIKA : 8198990
1= The United States Pharmacopoeia 35
2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies Lta:fjﬁa
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swawtaﬂﬁqmanummm uuummanmsmsamfanzmmmap
mim B09/ 2559
i’l&lm?n 8 Salmon calcitonin nasal spray 200 IU/puff, 14 puff

m’mﬂsymﬁmmnquaﬂwsm J 2 N, JABK,

1. Bag Salmon calcitonin nasalj Spray 200 IU/puff, 14 puff

2. amvantianialy

2.1 uuy Wussaemela mmua@wumwun (Nasal Spray)
2.2 §wdsznay  dsen UL Synthetic salmon calcitonin 200 1U/puff
2.3 MTUTUIN msalum’ﬁu*msawsau'l"n 3YuuY Nasal spray uasiizn 14 puff fia 1 m‘nu*ussa
2.4 amn - sm%am muﬂnnanmmmﬂmu,a.,mmu.so IUNRG :maua’m RUTinGa UasLaY
ufioudrsuen ua;mm'smmnmm'bamwmaunumsi}nmm
- uumw,ummuwam RSO m?umm wiaSamemad fuUenoy uasTe
AMAUTIVDIN (RUTiNG e ’Juaumuvlwmau

3. AudNiAMIINATA

3.1 Finish product specification'”

1. Yinadaendagy 90.0 - 110.0% of the L.A. of Synthetic salmon calcitonin
2. Identification ﬁ?d%dﬁumﬁuﬁitq‘lu Finished product specification
3. Mean delivered dose m’samumuﬁsquu Finished product specification
4. Delivered dose uniformity m’mmum’mﬁinﬂu Finished product specification
5. Preservative content' 6151’«354"1%@11&1#5:141% Finished product specification
6. Number of actuation per container m’Ji\Nmmuﬁszqh Finished product specification
7. Particle size distribution m’aaﬁiﬂum’luﬁszlﬂu Finished product specification
8. Microbiat test mmmumuﬁszq‘lu Finished product specification
9. pH mmmumuﬁsquu Finished product specification
3.2 Drug substance specification

AamdNIGNamaia BP 2013 USP 35
1. ﬂ?mmﬁ'w’lﬁ’lﬁ'zy 90.0-105.0% of the peptide salmon calcitonin | 90.0-105.0% of Calcitonin salmon

(anhydrous and acetic acid-free substance) (Acetic acid-free and anhydrous)
2. Identification AU ATIHIY

- o ) U

(mﬂﬁsauqzy aodiani) \&
2!
nITuNg (89%9) nIsuUNIS

W93Til Yass) (W9EmINgs naaudani)
m’hﬁ1Iﬁumsﬁsqnﬁsomsss



3.2 Drug substance specification (Aa)

AndgNUAMIINaNaG BP 2013

,\_3\
AU

3. Amino acid analysis ATIWU

4. Peptide mapping AU AN

5. Acetic acid 4.0% - 15.0% 4.0% - 15.0%

6. Related subsstances - Impurities AB,C,D : for each impurity, Test 1 This test is performed on material
NMT 3.0% produced by both chemical synthesis
- Total impurities : NMT 5.0% processes and rDNA processeg
- Impurity E : NMT 0.6% - Individual impurities : NMT 3.p%

- Impurities F,G : for each impurity, NMT 0.2% | - Total impurities : NMT 5.0%
Test 2 This test needs to be parformed only

on material produced using rDNA technology
! - Calcitonin saimon related compound B

: NMT 0.6%

- [1,7-bis(3-sulfo-L-alanine)]caloitonin salmon-
glycine : NMT 0.2%

- [1,7-bis(3-sulfo-L-alanine)]calcitonin salmon

- NMT 0.2%
7. Microbial enumeration -The total aerobic microbial count : NMT 10°
tests and Tests for cfulg
specified microorganisms -The total combined molds and yeasts count

- NMT 10° cfu/g
- arlinuide Staphylococus aureus,
Pseudomonas aeruginosa, Salmonella

apecies and Escherichia coli

8. Water NMT 10.0% NMT 10.0%

9. Acetic acid and water NMT 20% -
10. Bacterial endotoxins Less than 25 IU/mg -
11. Heavy metals - NMT 50 pg/g

= P 'Y % . a 2 a L e o
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1. ﬁmmmwn"lmanmsms'l@f%’uagrywi‘fuwnﬁnuﬁw%’umw‘?aa‘imﬂm‘luﬂszma‘lﬂU uazduay (deciare)
UREINER
1.1 luddgnisunadoudsien (M8.2 ne.3 N4 uduensl)
1.1.1 lunsdimdunindaludsanelng wansds N2
112 lunstﬁﬁtﬂummLﬁntﬁammﬁau'a‘sg nuefs ne.3
1.1.3 lunsdifdusiudraneodssne winuds no4

(WwdSsuyy aaiiani)
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mun'uummuu (fnlshed product specification) uawam‘numﬂmmwmao’mnﬂu (drug substance
specification) nsnmam mnnmﬂauuuﬁmun"lmwumu ~waeu.umanmsmtmmwmums&yaLm“l-n (21.5)
U Wiaw finished product specification Uaz/m3a Drug substance specification lasvaurlunouiuysena
Urmeanmdidnnseiing uazlaiifiu 23w mﬂnmﬁﬂsznmﬂmStﬁnmaﬁna'

2. Lanmﬁusaommﬁmmswamm

wmswﬁlummamm GMP-PIC/S ‘V\SE)WIU‘UL‘/]'I VBINTENTWRFITURY 'luﬂu’mmmauamu
ﬁ'rJUﬂ'lSGITJ‘dHBUIWUUNRﬂﬂ??n‘iﬂﬁﬂﬂ']%ﬂ‘hﬂﬂﬂﬂi“n’lﬂ‘i’lﬂ’lalaﬂﬂﬁauﬂﬁ

21 nsmmrma ﬂ?%ll?“‘l"ﬂ ZnEI N ELLLRY mmewmwmaamsaommmumm aaeN mugamn WHUAE

UUR’]Q@W’I&I

22 nsmmﬁumu’ummnm\nlr:mﬁ wwmmawmtmmwmwmaasusaammﬁmmmammmu
vmnmm‘nuanﬁmsmlumswamm GMP-PIC/S %32 US cGMP maaﬂs,mﬂgwamuumqm MUTIUNIT
mmaau‘[ﬂnuwamﬁmaammﬁszmﬂﬂszmﬂﬂmStﬁnmaﬁné
3, Lanmiﬂmmwmaam*ﬁtauas’lm (FwmIwdae)

31 NamsmﬂmLﬂﬁ’ﬁﬂmmwmamnmfnmamwam (Certification of analysis) 1umsuwa\uﬂumama

32 NamwmmLﬂsﬂ:mmmwmnﬂwaommmﬂm (Drug substance) ﬂ'l'&'lumswammsumotﬂu

mamammawuammuwwwamwnﬂu

33 Iunsmmummtmmmmnmn 29 wdBIlFLMIMNEINANTE N Long term stability anafifiu
qumu'luwmaummuam ua*‘lmumsaommusamanmsmnwummwaomw

3.4 lunsdiduns afvuenaasnin 2 9 ’-muaaumtmmwmﬂNamsﬁnmmwmmmaommumu
Lﬁmﬁu'lummﬂummuam uaw'lmumsaomusmmmnmsmnwummwaomw
4. @819

4.1 mauaswm dadssiathnatnatas 3 v\mumsanm‘n mtﬂumuwuuamﬁﬂa%am'lwmumu
mu‘nmnuﬂ‘lummaﬂmauumm'lﬂmmu
5. msﬂsznuﬂmmwzrmamau (waastenaINIsIULsEnY)

5.1 U'mawaumawmu'lﬂﬂ"luuaumw 1 J dunniussway

5.2 mnm’mnamau fa.ymaomammmwmU'lusmamamsmammﬂvv\mswnawau

5.3 nsmwmUswmsmmmumamw'mawamwammammﬁ*mmmw LAVl Pul TR EY LY R IRT-F)
N EURELRY T.mmnmmaamznquanmummunv\mmwmsamﬂmmﬂmua.tﬂumuwwau
m'lmwwmmmaa‘lummnmmﬁvmmmw mrumwm'lm'l,mﬁu'lﬂmuﬂmanwmyw.wv wiLTITNITU
anuanﬁqlmnwmsmmﬂ.auaﬂmmmnmwaa mnmm*/mauwam'luﬂsma‘lﬂ

54 wmm:m TG IR ﬂummam'lnwmmu VELIEY amﬂn'maauamwmuﬂ?m{lﬂ=J Aaudmualaslididanly

5.5 ruumsmuua:amaam@muﬂuunu Cold chain system n‘lﬂmmgﬂumwamnmm good storage practice
{(GSP) uaz good distribution practice (GDP) Tﬂmmmtanmiﬂszn 2y

)
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6. lonmalanludug
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i"lzlmin 9 Etoricoxib 90 mg tablet
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1. M Etoricoxib 90 mg tablet
2. amansianialy
2.1 3uuyy Wugida infauRsy (Film coated Tablet) §1%TUSUUTINL
22d@udiney  Yeznaudauaaen Etoricoxib 90 mg
2.3 MruzIn us‘numaamﬁﬂumﬂﬁﬁ?a blister pack Lastunudule
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3. AndaIGMImMaARA

3.1 Finish product specification"®

1. SSunaudinndng 90.0 - 110.0% of the L.A. of Etoricoxib
2. Identification mi’mmu@l’mﬁsquu Finished product specification
3. Dissolution mmmumuﬁs:qlu Finished product specification
4. Weight variation #3a ATIHIU
Uniformity of weight (mass)
5. Impurity/Related substances m’Jﬂﬁhumu'ﬁitqh Finished product specification
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1 = General requirement vasnFwd UM Finished product 3Uuuu 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.
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s‘maxtﬁamqmﬁnumzmwwzuuuﬁﬁmanmimsﬁ'ﬁ%van%ﬁ'mﬂrfm
1aafl B9/ 2559
i’]&lm?ﬁ 10  Zoledronic acid 5 mg/100 mL solution for infusion
Mudszmadsninauasnsiil 12 N 2659

1. %am Zoledronic acid 5 mg/100 mL solution for infusion

2. amvaNlana 1y

& (Ha o e % - °
21 Eﬂuuu Lﬂumsa:ﬂqﬂﬂﬂﬁﬂqﬂl’ﬁﬂ 1a "l&ma FIAILRUAVINRDALR QG (Solution for Intravenous

infusion)

2.2 dwdsznay  Usznausae Zoledronic acid monohydrate ﬁa&lgaﬁ"u Zoledronic acid 5 mg luasazane

USuas 100 ml
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3. anpENLANININaLa

3.1 Finish product specification™?

o

1. YSuauarendei

@

90.0 - 110.0% L.A. of Zoledronic acid

Identification

A729 Nﬁumﬁuﬁiquu Finished product specification

pH

A339 mumuﬁi:qlu Finished product specification

ATIHIU

Bacterial endotoxins

7329 Nﬂumﬁuﬁi:q1u Finished product specification

2.
3.
4. Sterility
5.
6. Particulate matter

- 9w19 2 10 pm 'Laiifis 6,000/container
- U8 > 25 pm st 600/container

ATIIHU

7. Appearance of the solution

Clear and Colorless

8. Volume in container

379 mumuﬁi:q'lu Finished product specification

9. Impurity / Related substance

m’Jﬁ)mumuﬁ‘squu Finished product specification
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1.1.2 lunsmmﬂummmtwammuaussa wueie ne.3
1.1.3 lunsdifidugniidhannarodssme nans i ny.4 }
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NIWIBN finished product specification Waz/"3a Drug substance specification Iﬂﬂmaun“hlﬂamuﬂszmﬁ
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1 = General requirement VOUNFUETUFINTY Finished product FUUUVEN Injections

(Parenteral preparations)

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.
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