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378NN 1 Celecoxib 200 mg capsule

ANl sEMAIINIA auUaTIBsI

1. 5‘% Celecoxib 200 mg capsule

2. anvaENLGA )

2.1 Juny uondiauaUga Fmsiisusemu
2.2 dwilsznay  Usznaudasdien Celecoxib 200 mg
23 meususny TR luursagiiiouwand wsa blister pack Jaaiin
24 asn - sryfeun fuUsTnauMLIFIAQUATAINLI TUKER i’uﬁvumﬂq Wfinde das
wanzdoudisue uaﬁ‘ﬁ'mﬂﬁu?nmm‘h”azm'ﬁ'ﬂLauuuussgn"m‘rf
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3. AMENLGNIIINATLA

3.1 Finish product specification'"?
1. ﬂ%mméﬁmﬁﬁfﬁy 90.0 - 110.0% of the L.A. of Celecoxib
2. Identification m’awhumuﬁ"szq'lu Finished product specification
3. Dissolution test mwmum&lﬁ'nqlu Finished product specification
4. Weight variation w38 m'mhumuﬂ“s:q‘lu Finished product specification
Uniformity of weight (mass)
5. Impurity/Related substance R N"mmuﬁ‘i:qlu Finished product specification
3.2 Drug substance specification”
AmANIAMImaRa BP 2013
1. ﬂ?mmﬁama’m”ty 98.0 - 102.0% of the L.A of Celecoxib (anhydrous substance)
2. Identification AT
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%
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1. ﬁmmmwdwmanmsms‘l@"%’uaq.zywWifumtﬁuum%’umlﬁam‘mmﬂluﬂszmﬂ‘lnn wazdIaN (declare)
URSINEG
1.1 1nﬁ1a°mn17ifuw:tﬁnue‘i1§'um (NB.2 8.3 NY.4 URILANTH)
1.1.1 luns@fiduoindaludszmalng wanods no.2
112 lunsrﬁﬁtﬂummLi’uﬁiamiuﬁamsa; nanpfa ne.3
1.1.3 lunsdifdueigraneassng wanois no.s
12 ludetunziionen no.1/0.1 vasefiauemien wiuneasidsawadansmugug s Ikd e el
aafidunndion  (finished product ~ specification) uasYariTwuAIAMINYBITAYNAY (drug  substance
specification) ns:ﬁﬁ'aguis‘:m'wmsn.ﬂﬁluuuﬂmuﬁ*lmLﬁmau ABIURVIBNINTEINUWIMINENENI VB 1Y (8.5)
1 3Bu finished product specification uaz/n3a Drug substance specification lagvautluiawiulsznae
dzmanadiannsafing uazliiin 2 9 o Fudsemadsemenenddnnsafing
2. laNFITIUIINATFIUNMIHANEN
2.1 nsdfiuAasznalng Ariadasdidinmwtinomiifesusesnaspumndesnemamaninost
ua3En1sfinlumsningn GMP-PICIS wiaifiuirin VBINTTNTHNTITUFY lunanaenfiiauains ariudge
musaunsaIseulasinamssutesfiiiudsemadssnaenandidnnsefind
2.2 nydifiugmindreincessing AnAedasliummndianilifasusasinaspumsniasan
waninmeiiazisnsfialunsniasy GMP-PIC/S #3p US cOMP vavlEnagHRaatUa e ausaUnTs
avaseulaslinansutasfisiudsemeadsznianandidnnsafing
3. Lanmsqmmwmmmﬁmuaﬂm (Fwnnneng)
3.1 NamsmaﬁmﬂzﬁqmmwNﬁmﬁm‘ﬁmaag{wﬁm {Certification of analysis) Iumsq'uﬁﬁuﬂuei'msm
3.2 manIaTa e TR MNIWIAgAUYaIRILEATY (Drug substance) ﬁl'ﬁ"lumswﬁmmjuﬁduﬂu
@T’Jazmﬁgwaujwﬁmmua:;j’wﬁmfmqﬁu
3.3 lunsddunafousnanannnii 2 9 ssdasddumnaminananisdnm Long term stability aaifigu
Wudnlunzfousnanuaas Lm:"lﬂ”ﬁ’umsaomu{mamnmsmmjﬁa’wmwaou‘%ﬁﬂ
3.4 lunsdidunafougnantasnit 2 9 axdasfdumnnmmuinsnansdnmanuasdavestnafian
Wwudnlunsdouegnanuaas ua:"lﬁ%’umsaamn%’maoLanmsmnpjﬁa‘ﬁmwaw?ﬁ'ﬂ
4. aaneen
4.1 diawaynn dasssilatimatiides 3 wiwussanmd Fadusmunuuaasnoanivaldnsudiu
mm“ﬁmu@luﬁﬁaqmmﬁﬁﬁ%’lﬂﬁwﬁu
5. msﬂs:n"uqmmwmﬁdwau (LEAILENFITNTITIVLTZNW)
5.1 mv"ia’wauﬁaaﬁmq’lﬂﬂ“lajﬁauniw 1 9 BuanIussuay
52 Uﬁnnaaﬂﬁdouau '-Jm”aoa'aé'umn']wmUlﬂ%’nsamamsemﬁm*mﬁ‘mjuﬁﬁwau

7

STTTTUOTOTS. << SOTUNTN SRR o NV UOO Y ROOURRRUURO UL uamENIIINNS

(Wwfsrayy aadia) \\\
P
o
(34%8) NIIUNTS

(W193rh yaIT) (WNEMNTS ngandant)

wii2iTen11i1_yaiiBosrsse



53 nsrﬁﬁmﬁ'zuswmsv‘hmsau@T’JaU"mmﬁdwamﬁ‘admsaﬁmsvﬁﬂmmw whgsrnyazvinniteie
Tavwadindn lagfanoas maaaamnwuanmummummmwmsamsammﬁmua,l.ﬂumuwmau
m'lvumzmmm'uaalumsm’ammsmvmmmw nmmwmwm"l.mﬂu"lﬂmuﬂmanwwmwu WUWTTNNTVD
aa'mavmvlmuwmsmmstauaﬁmmmna’n’uaa mmjua*msawwam’luﬂswavlﬂ

5.4 ez mawmﬂaﬂummam‘lnamﬂmu maLuamﬂmimauamwmﬂﬂsmwﬂﬂ‘] riawfwualaslaf
Fauly

6. lonmadonludug

6.1 winefauslalserduuuy (original  drugs) @a4iinRIRaURAINTINARBY Bioequivalence fiaua
Wisufsunvedunuy lasdtnmsdnwdaaduldeunaninmaiuas umﬂgmlumsﬁnmma&ma’uaom
U LBIE RN IUA T ATINNMTMITURZEN nsmswmmsmq’u”
7. dlauanen (fuw) Susenlinidndgannauasuimue aait

7.1 nszﬁwamsq’ummﬁmﬂzﬁmi‘{mnnm’mmmam‘mmwnaﬂﬁtﬂu’[ﬂmummjwwu”aﬁwu@
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8. AUIBTITNNTY aamuﬁnﬂﬁ%’uﬁmsmNﬁmﬁm@n‘mﬁﬁﬂszﬁgnL‘%f.lmﬁuﬁuiauﬁ'lﬁnmuﬂ WENIINNIT

awsuazenluszaziaan 1 Diauwiudsemelsznianandidnnsaiing

WaNEne : 81989910 :

1 = General requirement TaILNRTFITUA ML Finished product Juuvv e

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:ﬂ:ﬁa
Bl insuauacdiauyavsndadoaien NBINTUANET MUNNUATAENTINNIS
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T8N0 2 Hydroxychloroquine sulfate 200 mg tablet

muﬂs:mﬁ%‘mi’ﬁquaﬂﬁmﬁ

1. 8amn Hydroxychloroquine sulfate 200 mg tablet

2. amanianaly

2.1 3Uuuy Wueda @wsusudsenu

2.2 @utsznau sznauda8aen Hydroxychloroquine sulfate 200 mg

2.3 MIUTVIT ussa'luumaamuwﬂaua %30 blister pack Jaadin uavussanmtnﬂynuum
24 asn . suwam FUUIENAUAILIEAPUITANUIY TunEa AUy Wwutinde uaz

wansidaudnsuen LLazqﬁmsmnsnmm"hamomLauuuussqnmsn
- UNWRIEN adwaﬁaw’aos:q%‘am wIafoynInsin damLlsznay uAzIUIAR LS
229N 1NVTiNER i’u?«uumq'l’z"’ﬁ'ﬂwu
3. AmANTANINARA

NammﬂﬁLﬂi’\:ﬁ‘qmn’lmﬂu‘lﬂmu Finished product specification uaz Drug substance sﬁeciﬁcation ﬁ
gadsnnindrdsuaiudioriu doldeansidoudadinnuamenssunsanisuaze NIENTNIITITUFY
muma’ﬁmsmlmmaamauﬂuauumnuummsa‘lwn'ﬂ nsm'l.umuuLmLLmﬁu‘lﬂmuﬂswmﬂn?mw
ITUY 509 szdmen ’lmunmauwuwaaﬂnwnssun’m.ls:mwnmm

3.1 Finish product specification?
AMANUAMIINARa USP 35 BP 2013 |
1. SSnudaendagy 93.0 - 107.0% of the L.A. of 92.5 - 107.5% of the L.A of
Hydroxychloroquine sulfate Hydroxychloroquine sulfate
2. ldentification RIIINU AU
3. Dissolution ugaamsazangliaendn 70%(Q) of the ugeamaneaelitasnd 70% of the LA. of
L.A. of Hydroxychloroquine sulfate mulu Hydroxychloroquine suifate malu 45 wfl
60 wfi
4. Disintegration - NMT 15 minutes
5. Uniformity of dosage Units ATINU ATIWU
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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3.2 Drug substance specification

(12}

AmMaENIANIINARA

USP 35

BP 2013

1. Wnmdendnty

98.0 - 102.0% of the L.A. of

Hydroxychloroquine sulfate

98.0 - 100.5% of the L.A of

Hydroxychloroquine sulfate

2. ldentification

ATIMIW

ATIWU

3. Loss on drying

NMT 2.0% of weight

NMT 2.0% of weight

4. Acidity test

pH35-55

5. Clarity and colour of

solution test

Not more than slightly turbid and not more

than slightly yellow

6. Related substance

ATIIN

- the area of any peak corresponding to 2-
[4-[(7-chloro-4-quinocliny) aano] 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%

a Y B a aud [ ~“ . M war o
KRAUWR n’tﬁ“i’ﬂﬂ:laﬁﬂuu{ﬂnﬁnu (waive) MIATIIFIL Lﬂﬂ:ﬁ‘ﬂﬂn’]ﬂ.ﬂ 1“ﬂuuﬂ@\uaﬂmmanﬂ']uﬂﬁna'nﬁvlm"uﬂ“uﬁﬂ'éﬂ
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1. a’]Lu’]ﬂ']'wn']ULﬂﬂmsﬂ'ﬁ}lﬂiuﬂi#mu']@]’ﬂuﬂ:Lﬁﬂuﬂqiuﬂthaﬂfl“uqﬂluﬂszlﬂﬂvlﬂﬂ LRSHIUGS (declare)

UARINER

1.1 luimdgmstunadoudifuem o2 no.3 no4 udaudngdl)
1.1.1 lwnsdifdueinieludsanalng nangfis no2
14.2 lunsﬁﬁtﬂumﬁmiﬁLﬁamsu,ﬂaussq runeie ne.3
1.1.3 lunsdifdusiughanessane wanufis ne.4
12 lusmatunadouen ne.1/8.1 vesefilauann wisumeasiBsaadamImununnwaanian i
muﬁﬂfuﬂuﬁuu (finished product specification) LLa:ﬁaﬁﬂﬂuﬂqmnﬂwmaofmqﬁu (drug substance
specification) ns:ﬁﬁagjs:wmmstﬂﬁ'uuuﬂmLm"lmﬁuLﬁu wABIUBVLBNETEULWIMNEEMTVaLA 18 (8.5)
¥ wTan finished product specification Waz/#3a Drug substance specification laguaun lwnauinysena

dszmeradidnnsefing uazlaifiu 2 1 o Judmeadsenrenandidnnsaiing

2. LANFITLTDINATTIUNINANL

2.1 nadifienudalusanalny uiadeslidunmmwinamisiaiiseanespumskiamaamaninoeiuas
Amenalunsniag) GMP-PIC/S wWialfinuiin sasnsznTimmangs luninesiiiauas adusgaaa

?E]Uﬂ'li(ﬂi'lﬁ]ﬁﬂ]ﬂﬂ uﬁNams%'usaaﬁo’i’uﬂs:mﬁﬂs:mmwm‘a‘Lﬁnmaﬁn5

(M9%0)

-

Wil yaIs)

(wwfTauyy asdian)

...... nIINNIT

............... USTFIUATENTINNIT

(WNEINET NgIwial)

P! 4 ]
wifi2/en3i2yaiiBog/2559




2.2 nydiidugmingroinddsana HuAadaslidmnmwinoniifesusasnasgpunsniasay
nanINmLazIEnsAalunsnGag GMP-PIC/S w32 US cGMP maaﬁs:mmjnﬁmu”umqa MUTALNT
amaaoulesiinamaiusasfisiudemadssmanadidnnseiing ‘

3. tanmsqmmwmaqm'ﬁ'muaﬁm (Fwnnweng)
3.1 Namsmm?mﬂ:ﬁqmmwNamﬁm‘rfwaot‘{uﬁm (Certification of analysis) 'lumj'uﬁdatﬂum"ﬁaam
32 Nammﬂﬁmi’\:ﬁqmmwi’mqﬁwaa@i“smé’m"mu (Drug substance) ﬁ‘l’ﬂumswﬁmmjuffﬁuﬁu
@'hazmvﬁmaopjwﬁmmua:@wﬁmfmqﬁu

3.3 lunsdidunzfonenuwanni 2 9 A2 IlFUUMINWAIEHANIANI Long term stability aufdu
dandulunadenenunuaes ua:"lm’%’umsmmu%’maqLanmimm‘{ﬁé’lmwaw?ﬁn

3.4 lunsdidunafouewniaondn 2 9 A pallENwIMNINENAMIANBIANAIRIVE SN AATIE Y
s lunsdousnanusas ua:‘lﬁumsmmu%’maaLana'\smncj"ﬁé'mwmaau?ﬁn
4. @08198N

4.1 diguanan dasssdiatnmatden 3 WhguTIIA Fududunuusaimoszifoaldasudu
muﬁﬁwuﬂ‘luﬁ'ﬂl’aqmauu“ﬁﬁ'ﬁ"lﬂﬁ'wﬁu
5. msﬂs:ﬁ'uqmmwmﬁa’wau (wALBNITITNMITUUTENN)

5.1 mﬁa‘mauei’aaﬁmq'lﬂ@"hjﬁaﬂn:h 1 9 Buaniuswey

5.2 mnmmﬁdmau a:m”aoda?‘hwnmwn'wﬂ'l,u%'mamamsm‘zﬁmﬂ:vfmjuﬁﬁma'u

5.3 nsﬂﬁm‘mﬁ’nmsﬁm'mﬁuﬁ"mU'Nmﬁdwauw‘w‘aa’msm‘imﬁ:ﬁqmmw wIBTITNNTRIIRe
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54 Qmm:w’faﬁmﬂﬁwmuﬁam‘lné’mwmq viodlafiemafevamwdstemsle g nawimualesifidouly
6. tonmadanladug

6.1 winnfaualaildenduuuy (original drugs) #asiintisfananinimesay Bioequivalence TLaWD
wWisuifsudusnduuny lasiinmsdnmdanduwldenananinasiuazuud jualunsénmdsuyavacen
YV BIFIUNITUA I ATTUMIBMITURZEN ns:m‘aommsmqm(s)

7. diawenian (e Bussalinidndygineuasuimua a9t
7.4 nszﬁwamsa"um’aﬁmﬁ:ﬁmﬁmnnm"‘mmmam‘mmwvlﬂaitﬂu'lﬂmummsgmiaﬁmuﬂ
72 nsrﬁwﬁmﬁmfvfm’ﬁﬁﬂﬁgm‘%nmﬁuﬁumnﬁammm{ﬂuﬁﬁﬁnawuﬂmnﬁum‘sa’mwmazm Tugramves
dygnesdaszny
7.3 nsrﬁwuﬂwmomqmmwmnNﬁmﬁm‘ﬁﬁmadmadaﬂs:ﬁn%waua:ﬂmuﬂaaﬂﬁmia@'ﬂauﬁ'ld’s"um
8. wu','sUﬂﬁmwaanuﬁﬂ%‘laﬁuﬁmsmwﬁmﬁmm'mﬁﬁﬂszﬁgm“'s'umﬁuﬁuTQuﬁﬁffm’mﬂm:nﬁums
psuazen luszazan 1 D dewdulsznadssnmemendidnnsafing
naIng : 8198990
1 = The United states Pharmacopeia 35
2 = British pharmacopoeia 2013
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies ua:gjﬁ amsﬁnm‘i’:ﬂszﬁn‘ﬁnaua:‘i‘:ang 8989
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muﬂszmﬁﬁ'\mi’ﬁquaﬂﬁmﬁ

Baclofen 10 mg tablet

1. Bagn

2. amasnianaly
2.1 uuuy
2.2 aulznay
2.3 MTUUITY
24 287

Baclofen 10 mg tablet

Wuenda nTusulsime
sznaudlueien Baclofen 10 mg

urnluumsagfitiioavans w3a blister pack dawiin
- SEUTaET FIMUTENAUAITEIAYUATAMALTY TunRa TuEuY 1nvfinda uaz

wanzidoudrsuen LLa:’J%'n'lsLﬁué'nmm"Hazha’ﬁ’mwuumsqﬁ‘meﬁ

. o A P [
- UnitNI8 amouam\”ms:qmm “%El?jﬂﬂ']\'lﬂ'l‘iﬂ'l FIULTENOY URTAUIANMVUTI

PDIET LAVANER i’uﬁumq'l’a”’&'ﬂwu

3. anENIANImAKA

wamwmﬁLﬂsvﬁﬂmn'lmﬂu'lﬂmu Finished product specification waz Drug substance specification #

v o a

awaomnLna'ﬁmsuauummnu cm"lmwn.Luvumamund‘mﬂmunssumsmmma 4] nsmsummsmam

&

mum a’umsuw‘l’ﬁ 8149896109 L‘ﬂ%QUU'ﬂ Ny m’m‘salvmm'\ nsmvlu VABLLYINLLE Lﬂuvlﬂﬂ”lllﬂi"ﬂ'lﬁﬂi”ﬂﬁ’lx‘l
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3.1 Finish product specification

(142)

amdaiamanaia

USP 35

BP 2013 |

1. USanuaaerisgy

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

90.0 - 110.0% of the L.A of Baclofen

2. Identification

AU

ATIU

3. Dissolution

ugasmsszanslaliennin 75%(Q) of the
L.A. of Baclofen melu 30 w1l

uaasmyazans'liasndt 70%(Q) of the
L.A. of Baclofen nielu 45 unfi

4. Uniformity of dosage units

ATIH

ATV

5. Related compounds

- Baclofen related compound A (Lactam)

- NMT 4.0%

- Baclofen impurity A (Lactam) : NMT 2.0%

3.2 Drug substance specification

N0(2)

amsuiamManaia

USP 35

BP 2013

1. YSunmaaendagy

99.0 - 101.0% of the L.A. of Baclofen

98.0 - 101.0% of the L.A of Baclofen

(anhydrous substance)

2. ldentification ATITHIN A39HU
3. Appearance of solution - ATV
R I— /ﬁ ......................... UseFuAmMENTINNT
(wndSauyy aadiand)
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[GRE 1) N S ATIUANT Gk 1) NITNNT

Wi yasTm)

(WNEMINTT mMgandant)
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3.2 Drug substance specification

qusaiameinaiia USP 35 BP 2013
4. Related substance Baclofen related compound A - Impurity A : NMT 1.0%
: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% f

) - . . a aad o ~ M v o o
vanewe nydnaenad HUUIIMTTH (waive) NTIOTIAIRELA Lﬂﬂ:ﬁﬂﬂﬂ’]ﬂ@l 'lv\Uuuamtanmmanpumna'nﬁ'lﬂmawﬂwamn
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1. dunnmnisenainslasuengredunadoudrsuswiedminelulsandlng uasduns (declare)

WHRINE®
1.1 ’luﬁm"zynw’ifumtﬁwﬁﬁum (ne.2 nu.3 Ne.4 uduensl)
1.1.1 unsdiiiduenfndaludsanelng nansds no.2
11.2 lunsrﬁﬁl,ﬂummmhLﬁ'amﬂu_iaussq wieds ne.3
1.1.3 lunsdifiduetghandatssng wainsils ne.4
12 lsmafunaiouen ne.1/8.1 vasniigusrm ws”aamUﬁ:LSﬂw"'nTamsmunuﬂmmwmmwﬁmﬁtwf
muﬁi‘fuwﬂﬂﬂu {finished product specification) u.a*man'wmﬂﬂmmwmaomnﬂu (drug substance
specification) nsnmam’wmn’mﬂaUuuﬁaaun"'lmwumu wdauuuenm s I wiemyueutly (u.5)
VIWTaN finished product specification Laz/n3a Drug substance specification Tﬂwaurﬂmnamuﬂszmﬁ
dezmeanadidnnsafind uszlaiiiu 2 9 o Sudsemedszmenadidnnsafing
2. 18N§1ITUIBINIATZT RN SHANLN
2.1 ndinenwaalslsanalng Hraadasldumnmwinemiifousesnasyunsnaaseandninoiuas
FEnnalun1snaan GMP-PICIS wiawfinuiri VDINTZNTWADIIURY Tunaeiauang auagaa
saumsm‘:aaauTmtmNamssmaomauﬂs,mﬂﬂswnmﬂmatanmauna
2.2 nadiiweingreindwysane guiadasiidiumwdieniofasusasnaspiumsniauay
RANNILAZITNIARIUNIHA ALY GMP-PIC/S W32 US cGMP 1IUSNAGNRAALUIIRA aaTaUNs
avvaoulasdnanissusasdaiudszmadsnianansidnnseiing
3. l.anmﬁqmmwﬂaamﬁtauaﬂm (Funwinwany)
3.1 Namsmw?mﬁ:ﬁ'ﬂmmwNﬁmﬁmfrfmaow”wﬁm (Certification of analysis) 1ums'm7'|'da|,ﬂuei'1aam
32 Namsmammﬂ*v\ﬂmmwmnﬂumaommmﬂm (Drug substance) ﬁlﬁumswammmwa«ﬂu
mamam’uawwammuawwwammn@m
33 lunsmwn:maummmnmn 2 9 azxdaalduimmwarunanisAnm Long term stability a i
diandaulunzfouenuiuans ua:'l@i’%’umsmmu%’maomna'lsa'm;j'ﬁz‘huwmaau?ﬁ'ﬂ

4 /// Rvau
(B9%T8)........... Dot ST UseuAmSNITANG
- (WedTayy aaTia)
d & \
(GRET:) A S nT3UNS [CRe1) O nITUNS
(WFwi YaT31T) (WWFINT ngyawiang)

wifizienisiizyaiiBos/2s5e



3.4 lunsdiffunaifowenantesnin 2 9 AITFUUIN NN IHENIANHIAUAIRIVB I AT Y
indnlunsdousnunuans u,a:"lmumsmmumsauanmsmmguéwmwaou?mn
4. e

4.1 lauanen dasdasnacaenagniiey 3 MBUTIIAUN dodudrunuuaameazdaeldasudan
aafismualuwad; aﬂmauummvlﬂmmu
5. msﬂs:nuqmmwmnmuau (wa@aslan®@1IN1ITulsEnn)

5.1 mﬁdwauﬁaaﬁmqlﬂ@"’l&iﬁamn’h 1 1 duanugsway

52 mwmmﬁdwau wrdasdsdmwimwaslususesnanisasiaiiens v\msuwaauau

5.3 nsmﬂv\muswmsﬁ’lmsaumamamnaouamwaaomqmLﬂﬁ*%ﬂmmw whgnensaziinitife
$p9v00780819 memm.maaomL‘wuanmmwmummmwmsmmammsn shuazilugSufiaway
'm'hmumnmmaolumsmﬁmmﬂ-mmww nsnmwm'lm"l.mﬂu'lﬂmuﬂmanuwmm" nuhaTITNITUL
aa'ma‘nﬁ(lusuwmsmmﬂauaswmmmnmwao mmua*/mawwam‘luﬂsma‘lﬂ

54 g’mmmaasmﬂaﬂummamlnamﬂmq mawam@n’maauamwmaﬂszn’ﬁ‘lﬂS] routmualnghidFouly
6. fianasan (June) BnsenlisniBndyginewasuimua dodi

6.1 nstﬁwams@um’:ﬁmsn:ﬁmﬁmnnsu%ﬂmmam’mmwwﬂ&itﬁu"lﬂmummﬁmﬁaﬁwm

6.2 NITHHAAN T m’ﬁﬁﬂﬁgm‘%amﬁuﬁmwnﬁ svamalagdnnuamenTIinIe e luganiaes

o

&
fIesdaarye
6.3 nydinudgmaamwanafaiueiiisnasnsdelszinsuauazanulaaasiodarihedldsuem
7. m’nzlwnmwaaaauﬁn%‘lﬂ%’uﬁmsmnﬁmn’m‘ﬁmﬁﬁﬂsziﬁgnL’%'unLﬁuﬁuiﬂﬂéwﬁnuwuﬂm:nssunﬁs

amsuazen uszeziiat 1 9 newludsemadssmanandldnnsafing

“N’IHIMG]' : 879899

The United states Pharmacopeia 35

N -
H 1]

British pharmacopoeia 2015

UsepIuatuenIINNNSG

(wwdiauyy aeTian)

nITNNIT nIIUNIT

(W1iTlh yaTI1m) (WHFIWYT mMyauiand)

wﬁ“lﬁ:slﬂumsﬁzqaﬁaoslzsss



swa:nﬁﬂﬂqmﬁnvmnumzuuufhﬂtanﬁ15m75’m§€mﬁﬁmﬁm
taan B09/ 2559 \
-
8NN 4 Leflunomide 20 mg tablet

muﬂsznmﬁ’w’i’nquaﬁ%mﬁ

1.281  Leflunomide 20 mg tablet

2. amgaiana

2.1 3uuny Wugniafaufisy (Film coated tablet) A nsLsUL sz
22 dwdsznay  Usznaudeoaasn Leflunomide 20 mg
2.3 MTUzUIN msa’lum'nwﬂﬂauw tasnunudu ua,ussanmmﬂamuuaa
24 a8 - 'sm’uam FUUTTNRUMNFIRAYUIZANNUTI TURE 'Jufmmu \WUTinGe uaz
wanzidaudrsuen u.a:’mmsmusnmm‘hamwmwuuussqnm‘n
- UWHIEN aﬂ'waﬁ'auﬁaas:q‘?am wia%arman1si damdsznay URZTUIRAIULTI
289t (ufinda i‘uﬁuumq'l'a"'ﬁ'mau

3. amanvanInana

a . , . =
Namsmqmmﬁ‘*ﬁﬂmmmﬂu‘lﬂmu Finished product specification W&z Drug substance spexification N

§19893NLNR¢ a’nmsuo.uummnu ‘Nvlﬂﬁ] anzid ﬂumamunmuﬂmwnﬁumimmma.m ﬂiuﬂi?\‘lﬁ’lﬁ']imiﬂl

&

muma'nmsuﬂ'l'nmaamaotﬂuauunmunmea‘lﬁum'] nsmvlumummLmtﬂu‘lﬂmuﬂiznmnrmw
mmsmq"u Liﬂ\‘i Suu@l’li’lﬂ’l 'lmunuqaUwuwaaﬂm:nssumsﬂs:mﬂﬂmm

3.1 Finish product sgecification("

amduiGMaInaiia USP 35 !
14T ma2edazy 90.0 - 110.0% of the L.A. of Leflunomide
2.Identification AU
3.Dissolution Test 1 : usaansazane likasnin 80%(Q) of the LA. of

Leflunomide w187 30 w1l
%30
Test 2 : ugasnsazats likaundn 75%(Q) of the LA. of

Leflunomide 141381 30 w1

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 AT

{Content uniformity)

UrzmuanenIsunms

nITUNIT

(W3il yavam) (WWRINBT mganiand)
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3.2 Drug substance specification @

AnAuiAMImatia USP 35
1. PSsnmdaendngy 98.0 - 102.0% of Leflunomide (Calculated on the dried basis)
2. Identification ATIWNU
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'-Trifluoromethylphenyi)-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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3.1 Nammﬂmmﬂmﬂmmwwamnmcmammwl (Certification of analysis) 'lumsunauﬂ{;mamo
3.2 Nammsmmswmﬂmmwmnwwaemmmnry (Drug substance) ﬁ'l*'n"lun'rmammsunauﬂu
mamam'uaawwammua*wwammnﬂu
33 lunsmmuwwammmmnmn 2 1) axdasfduminmeronanisfinm Long term stability anafiiu
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18NN 5 Sulfasalazine 500 mg Enteric coated tablet !

AU sENIAIIK IR LA TIL 5T

1. Bawm Sulfasalazine 500 mg Enteric coated tablet

2. ansasnianaly
2.1 gluyy Wusndiaguuuy Enteric coated dwsiisutlsznu

2.2 dwileznay  Usznaudanaawn Sulfasalazine 500 mg

2.3 MUY msq'lum’nu:ﬂﬂaﬁn Uaaruenugnle

24 aan :n"ﬁ‘am FIUUITNOUMEITIAPURZANLTI TuHER fu§umu Wufinde: une
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- ULUHIEN amouaumawu’ﬁam wiaBaynImsm dautszna URSIUIAA UL

Va3 Lﬁ'ﬂﬂl’dﬂ@l 'Juaum q"h'mmu

3. aMEaNUENIINATRA

Nammﬂiﬁmsw:ﬁﬂmmwu.ﬂu"lﬂmu Finished product specification Uax Drug substance specification 71
ORE RO RN TE T S TN TR TP Y oo mu"lmww*mmmamunmuﬂmmsmmsmmmaym NITNTIENTITURY
mumaﬂjmsnﬂ'l’nmaamaatﬂuauwmUmmma'lmmﬁ nstu,'lumum‘mLtmtﬂu‘lﬂmuﬂs~n1ﬂnsmsw

mmsmqﬂu LSFN SZQVIWS'TU’I 'lmunuqaﬂwuwaaﬂmnﬁumsﬂsznmﬂmm

3.1 Finish product specification”"‘z’

anduianisinaia BP 2013 USP 35 {
1. Phinuaasdng 95.0-105.0% of the L.A of Sulfasalazine | 95.0-105.0% of the LA of Sufasalazine
2. Identification AT AU
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

: uaesmsaza e liainndn 10% of
L.A of Sulfasalazine 114 120 w11

Buffer stage
s ugaInsazane likasndn 75% (Q)

: uaesmsazanglaannndn 10% 1u
120 Wi

Buffer stage
: ugaamsazae litasnin 85% (Q)

Wil yasn)

of L.A of Sulfasalazine 1 45 w1 1w 60 wvi
6. Uniformity of dosage units ATITNIW AT
—5 I
R 1) R L dEmuamenssanis

wefiauyy asdian)
4 —
nIsuMs TCEK 1) W \. - AWM

(WA mayawiand)

wihimumsisyailBogi2sse




3.2 Drug substance specification me@ i

AmANIANIINaka BP 2013 USP 35
1. UTanoudhendniy 97.0 - 101.5% of Sulfasalazine 97.0 - 101.5% of Sulfasalazine
(Calculated on the dried basis) (Calculated on the dried basis)
2. Identification AU ATIIHY
3. Related substances By Liquid chromatography - The sum of the intensities of any secondary
- Impurities A,B,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. 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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7180130 6  Sulfinpyrazone 100 mg tablet
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1. Bamn Sulfinpyrazone 100 mg tablet

2. amanyanaly

2.1 uyy Wusde d@wsusudseniu

2.2 dwulsznay Usznaudlnaaen Sulfinpyrazone 100 mg
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3. AnEAITANIIMALRA

Namsmm%msw:ﬂ‘ﬂmmmﬂu"lﬂmu Finished product specification W8z Drug substance specification f
11498 amnmammsuamummnu «N‘lﬂwmmﬂumamunmuﬂm.nssumsmmsumm ns*m’mmmsmaw
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3.1 Finish product specification™?
AqudaniGnmemaia | USP 35 BP 2013
1. YSnmdendan 93.0 - 107.0% of the LA. of 92.5 - 107.5% of the L.A of
Sulfinpyrazone Sulfinpyrazone
2. Identification AT AT
3. Dissolution usasnsazaneliaunin 75%(Q) of | uresnsasaeliteundn 75%(Q) of
the L.A. of Sulfinpyrazone melu 45 | the L.A. of Sulfinpyrazone melu 45
wn Wl
5. Uniformity of dosage ATIVEN ATIINU
Units
6. Related substances - - Impurity A, B : for each impurity,
NMT 5%
- any other secondary spot : NMT
0.2%
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3.2 Drug substance specification "?

e -~
aAmdNUANNInaka USP 35 BP 2013
1. ﬂémmaﬁmﬁnﬂ”ry 98.5 - 101.5% of the L.A. of Suffinpyrazone | 99.0 - 101.0% of the LA of Sulfinpyrazone
(dreied substance)
2. Identification ATIWIU ATIVHI
3. Residue on ignition NMT 0.1% -
4. Related substance - Total impurity : NMT 2.0% - Impurity A,B : for each impun't{l, 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%
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specification) nmmaus*mwmstﬂauuuﬂmurﬂmwmm wdssukUanasEuWINIENsnTaudly (0.5)
UNSBY finished product specification UR/%38 Drug substance specification Tﬂwaun"lmnau’mﬂs:n'm
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32 wamsmammﬂ“mﬂmmwmnﬂumaammmﬂm (Drug substance) ﬁlﬂumwammmna«ﬂu
mamammaowwammuamwammnﬂu
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1 = The United states Pharmacopeia 35
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8NN 7 Risedronate sodium 35 mg tablet
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1.Z8mn  Risedronate sodium 35 mg tablet

2. ansaaniania

2.1 3tluwy Wuedla iafaufisy (Film-coated tablet) #m3ususznu

22 udsznay  Usznauelue@aen Risedronate sodium 35 mg

2.3 MTULLITY ussagluumagmﬁﬂuwaﬂﬁ %38 blister pack Jawiin

24 aan - 's::q"ﬁam #IRUSENaUMEIEIAIUAZAIINLT TUKES fu§umq WfikGa uas

wnzidoudriuen ua:’aﬁmstﬁu%'nmm‘l:x”as.iwimauuumsqﬁ'mfrf

- UBUHIZN azhaﬁanﬁamq%am wiaffamimsih sauLenay wesTweamaLs
289t L8UikEe 'J”uﬁyumqvl'z"’&'mau

3. amaNianInaia

Namim’aa’ams’l:ﬁqmmmﬁu'lﬂmu Finished product specification L&z Drug substance specification 1
v A o as o - o A4 [ a i o o
aNdsnnNEsdTLatLdeIn Faldaansduudad N ue N IsNISaIMISLaZEN NINTUITITUFY
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3.1 Finish product sgeciﬁcation"’

AnaNIANINaia USP 35
1. WBBnmaedagy 90.0 - 110.0% of the L.A. of Risedronate sodium
2. Identification AU
3. Dissolution usen1sazanelaioendn 80%(Q) of the LA. of Risedronate sodium nalw 30 Wil
4. Uniformity of dosage units ATITY

(Content uniformity)

3.2 Drug substance specification "

AmaNANIImaia USP 35
1. ﬂ?uﬂmﬁ"lmﬁﬂﬁm 98.0 - 102.0% of Risedronate sodium (Calculated on the anhydrous basis)
2. Identification ATIINIU

3. Water (LQW’]:ﬂitﬁLﬂuEﬂ Wuy hemi- NMT 11.9% - 13.9%

pentahydrate)

4. Loss on drying 5.5% - 7.5%

{(aW1en 3l 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%
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1. 3amn
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5780131 8 Saimon calcitonin nasal spray 200 IU/puff, 14 puff
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Salmon calcitonin nasal spray 200 IU/puff, 14 puff

2. amsdanianialy

2.1 puny Wuasazansla ﬁm%’ugﬂwumwap (Nasal Spray)

2.2 dwdwnay  dsznaudiaaen Synthetic salmon calcitonin 200 1U/puff

2.3 PTUzUIN ussﬁﬂ.um‘ﬁu sursyniauld JUuUY Nasal spray uaziien 14 puﬁ fia 1 MTUSUINY
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3. AMANIAMIINARA

3.1 Finish product specification"”

1. YRnmdamdng 90.0 - 110.0% of the L.A. of Synthetic salmon calcitonin
2. Identification mﬁamumuﬁszq‘lu Finished product specification
3. Mean delivered dose mwmumuﬁ'iquu Finished product specification
4. Delivered dose uniformity m’mmumuﬁsquu Finished product specification
5. Preservative content' mi)@d’]um&lﬁitqln Finished product specification

6. Number of actuation per container m'aiwi'mmuﬁsquu Finished product specification

7. Particle size distribution m’n’almumwﬁitq'lu Finished product specification
8. Microbial test ms‘J'eJN"mmuﬁs:qlu Finished product specification
9. pH miiaﬁﬂumuﬁiquu Finished product specification

3.2 Drug substance specification "

amsulaMunaiia BP 2013 USP 35

1. URnmerndney 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 ATITHIY ATIWH

- P
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A
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3.2 Drug substance specification @ (Gia)

qusniamanaia BP 2013 USP 35
3. Amino acid analysis ATINIU ATIWIU
4. Peptide mapping AT ATIWIU

5. Acetic acid

4.0% - 15.0%

4.0% - 15.0%

6. Related subsstances

- Impurities A,B,C,D : for each impurity,

NMT 3.0%

- Total impurities : NMT 5.0%

- Impurity E : NMT 0.6%

- Impurities F.G : for each impurity, NMT 0.2%

Test 1 This test is performed on material
produced by both chemical synthesis
processes and rDNA processes;

- Individual impurities : NMT 3.0%

- Total impurities : NMT 5.0%

Test 2 This test needs to be performed only

on material produced using rDNA technology
- Calcitonin salmon related compound B

: NMT 0.6%

- [1,7-bis(3-suifo-L-alanine)jcalcitonin salmon-
glycine : NMT 0.2%

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

7. Microbial enumeration
tests and Tests for

specified microorganisms

-The total aerobic microbial count : NMT 102
cfulg

-The total combined molds and yeasts count
- NMT 107 cfuig

- m’n'l.aiwwﬁ d Staphylococus aursus,
Pseudomonas aeruginosa, Saimonella

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 |U/mg -
11. Heavy metals - NMT 50 pglg
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12 1ummamun°muum N8.1/8.1 VasAauaTIn wsa;mtm.,taﬂﬂmmanﬁﬂ'mmmnmwwmamamnm‘n
mu‘nmuﬂ*muu (finished product specification) ua:man’muﬂﬂmmwmaommu (drug substance
specification) nsnmaus.mwmﬂ.ﬂauuuﬂaoLm"lmwumu ABIRUVLBNENIFNUIMINTIE TR Y (8.5)
VIWSaN finished product specification Waz/%n3a Drug substance specification IﬂU’uaun’”l’unau'mlJ‘i“mﬂ
dezmenadiannsading uazlifiv 2 O o Twdemalsznemasidnnsefing
2. Lanaﬂﬁusaommawummﬁﬂm

2.1 nsmnmuam?uﬂs~tnﬁ7ny wama:mmtmmwmmuoaasmaommmumswawmmuv\é’mnmmua.
FmsfalumsnEas GMP-PIC/S nIafinurin vaense NINTITUFY Tunieefilauasne amumaﬂmu
saum‘mnaaauTﬂzmNamssusmm’mﬂswmﬁﬂ?n’mﬂmaLanmauna

2.2 nsmmﬁummwvmnm\ulfzmﬁ Nwa@ma\mmmewmmmaaasusaammmumma@nmmu
AN TULaAEnIAalunINE AN GMP-PIC/S #38 US cGMP maaﬂs,mﬂnnamuumaﬂ fUIBLNTY
mwamﬂﬂmlNan’mmaanamﬂs-mﬁﬂsvmmwmatanmauna
3. Lanmsqmn’lwmaammauaﬁm (fwnwane)

3.1 Namsm’m%msw:ﬁﬂmmwNﬁmﬁm‘vﬁ:aow’wﬁm (Certification of analysis) 1ums’uﬁa’al,ﬂu@°1azm
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5720150 9 Etoricoxib 90 mg tablet
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3789110 10 Zoledronic acid 5 mg/100 mL solution for infusion
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1. Hamn Zoledronic acid 5 mg/100 mL solution for infusion
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3.1 Finish product specification "
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4. Sterility AN
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6. Particulate matter ATIVHIY

- 9w1@ > 10 pm Lifin 6,000/container

-au1a > 25 pm i 600/container

7. Appearance of the solution Clear and Colorless
8. Volume in container m’mshumuﬁszg‘lu Finished product specification
9. Impurity / Related substance m'mmumuﬁsquu Finished product specification
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