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3.1 Finished product specification: Sulfasalazine 500 mg gastro-resistant tablet

Test Items

USP 41

BP 2016

1.ldentification test

Meet the requirements

Meet the requirements

2 Assay

95.0-105.0% of the L.A. of sulfasalazine

95.0-105.0% of the L.A. of sulfasalazine

3.Dissolution test®

- Acid stage: NMT 10% of the labeled
amount of sulfasalazine is dissolved in
120 min

- Buffer stage: NLT 85% (Q) of the
labeled amount of Sulfasalazine is
dissolved in 60 min

- Acid stage: Meet the requirement
- Buffer stage: Meet the requirement

4.Uniformity of dosage units*

Meet the requirements

Meet the requirements

5.Salicylic acid and sulfapyridine

NMT 0.5% of each

6.Related substances

- The area of any secondary peak: NMT
1.0%

- The sum of area of any such peak: NMT
4.0%

NTTUANT
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3.2 Drug substance specification: Sulfasalazine

Test Items

USP 41

BP 2016

1.ldentification test

Meet the requirement

Meet the requirement

2.Assay 97.0 - 101.5% (dried basis) 97.0 - 101.5% (dried substance)
3.Residue on ignition NMT 0.5% -

4 Cloride NMT 0.014% Max 140 ppm

5. Sulfated NMT 0.04% Max 400 ppm

6.Heavy metals - Max 10 ppm

6.0rganic impurities/Related
substances

Sum of the intensities of any
secondary spots: NMT 4%

- Impurities A, B, C, D, E, F, G, I: NMT 1% (for

each)
- total: NMT 4%

7.Impurities H and J

NMT 0.5% (for each)

7.Loss on drying

NMT 1.0%

Max 1.0%

8.Sulfated ash

Max 0.5%

nuBme - *seyiate Dissolution i Uniformity of dosage units iuutenansuanisivazidenna
mMsnsI9asIzy mnillaudslilulu coa
- nsdifiianaideundinisiu (waive) nsesvasuiinsigidenenislalvibunansenans
vangusananidueyliRce
4. Joulvdu 9
4.1 wnasmsldfuoyymiungdeusivsedmingluusemelve uazdiung (declare)
WWEINER

411 Tddgmstunadewsiue (ne.2 ve3 ned wie 62 wdausinsd)

412 ludwetunadeuen ve 1/8 1 vesniiauesia wieuswazidunidonis
UANALAMYBINAR SRtz (finished product specification)
wazdarivuARnAINYBIIRgAY (drug substance specification) ﬂsa“iﬁ'aq'sswm
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n5ou finished product specification Wag/w5e Drug Substance specification

4.2 1eNANTIUTBINNTFIUNTNANY

421 nydnewdnlulszmelng guandofidiunnmerenlidesusounnsgrumsado
gAMUMENINAETAISNNSTRlUNSHEREA PIC/S (Pharmaceutical Inspection Co -
operation Scheme) Iagwuaeau PIC/S participating authorities nIodionans
FUTBUNATHIUNTHENE M INANINILAIBNSTR UM SHARE YN
AIENTTUNITOMNITUAZEN NIENTIASTNAY Tervuntulneiimuasnndos
wazisnfundninaiuas3snsiimlunisudnen PIC/S lumneeniiiausie
atuangamusaunssasulasinanisiusesdisiuiiusemavszmasadidn
nstind
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4.2.2
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WSS NSTARINNSEAREN PIC/S (Pharmaceutical Inspection Co -
operation Scheme) Inewaee1u PIC/S Participating authorities auuangnmny
soumanTvasulaeiinamssusesdieiuniuseniaseninsedidninsindvie
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4.3.1

43.2

433

434

4.4 $neg19En
441

HANTATIVIATIVAMNNNERSM9IvDIHER (Certification of analysis of
finished product) 'lum'i:uﬁﬁdﬁ?atha
HAMTIAT VAN WInRUYBIIENEATY (Certification of analysis drug
substance) fil#lunsndneuiidandumegiivesnansuasduaningiu

o

nansvIavangIuBuduauduRus sEINIUMIREnveTIngAuTeIiEd Aty
(Drug substance) 4@ 4.3.2 Augunisuanvandnsiusidnsagu (finished
product) 98 4.3.1

wan13AN® Long term stability 13 ASEAN guideline on stability study of
drug product aaeateIgreRldtunsdulifudninnuanenssums
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4.6.1 luuanminansI93ATI29 Elemental impurities 383 Risk assessment report
for elemental impurities fign9Bananesst ICH guideline 38 US
Pharmacopoeia

4.7 e (une) Busanlisnidndynnaunsuimundal

471  nsfwamsguaniviensisdannsineimansnisunmduioviosu fuRnisild
1N ISO/IEC 17025 nan159529nselaulumuannsgrudarvun

0472  nsdidndusiidadgndenifviuandemmelasdiinnuangnssunisens
uazen Tugng nawaaé’mmwxﬂgﬁmma

473  nsdwulymaunmanudniusinersdsmasoussavsrauazmasnose
Funeldsuen

4.8 MisIMsveanUAs WU manfuseTiiUseiRgniseniiuAulagdnina
Angnssunsesuazelusvezaa 1 Iieuiuduenasiavesmnisiadonsail
5. msUszidiuAszansnmeasian (Price Performance)
SwaziBuALARtaNaNTILINATIUSHIIuUTEAVE nnea s I TILLUIN

HIUNTTIUTDIAIYNTTUNTAUANYULIANIZ VDT
Sulfasalazine 500 mg gastro-resistant tablet

ATTUNNT \1\(

(wey.dn1nsad Buvsdnna) (ney. v ieyrun sede) (nEy.01NAS MUZA)
GPU 988060 [V2501]



5. inuNUseiiudszansnansasian (Price Performance)

Sulfasalazine 500 mg gastro-resistant tablet

Fudmdnuasiminasuy | _
faudsman Umiinazuuy
1L31Aviaue 40
2 aunmuazauantEndulsslonireniessnuns 55
3.A15USNSUAINTSUNEY 5
saviavue 100
Faudsvanil 2 guawuazqusutAniduusleviromesiunis (Azuuudia 100)
AUUTT0Y dwinaziuy
1URSFINEN TN 60
20055 URNTS 20
3 ariautFiaayselovidomsu iRy 20
U 100
1fudssee 1: yiasgrumdadouel (Azuuuiy 200)
Watatos L] Azuuy | vt
LEA R T WA '(?aﬂa'?s_)' ATLUUY
1.1 mysusosqunmvandadiouet @ 1 Tu 5 Azuuuiiy 100) 100 60
(n) LﬂuEJ'lﬁ'if'dag'luﬂ'm%"ﬂEm’]‘imﬂmmwum WHO List of Prequalified Medicinal Products
(1) Wueieglutnydnedondndusienquamuazduan (Green Book)
Tnunsuinemaninsunmd way 1 - Jaglu
(A) Huenfiegludy@sedondninsinunmuariuia (Orange Book)/EMA
(1) uedeeglutiyInetenansusioldsunissuses (Approved Medicinal List) I
wsevnslsmeuianguan tuumdmansuieussinelne
(3) WuenFaiinansraiinsisiensiuaulivesndy 3 junsudsdeidensnnsinseidosl
Yeuninhdeiiseylu Green Book avuaaaiusngsiensendeaniayeafunsemuvindod
seylunuanTRTlsmeUnaUsEnALaNanTTa ey ity 5 Tfueniuiildsuns
Susesmamsiensisiulssmalszmanmdidanseing ansieneilasiefifinds
Tiliviesujuinmsvesuaneuaziasufuiins amuannsgiu ISO/IEC 17025 MWL
accreditation body #igeuulusziuana wislaedninnuamsgruesfjurinis
NSUIMNEMANTNITUNNEG  NTENTINEATITUY
1.2 Yoyaaiuayu AnwniTeauanuaEni 100
(Fontolatenils mnfhnnnin 1 Wadeliidanteiifinsuuuanniign)
NITUNIT w#
I o LT s oo B
(wey.n1n3ed Bunsdnna) (ney. v Tryrun 5970) (ngy.oNAT MUed)

GPU 988060 [V2501]




1.2.1 nsdinAnsfaeindunuy fenunisnwnianddnfiuanitelssdniamess 100
gtldlunssne asdiRuwlutsatsmansudiudede
1.2.2 nsddldldendunuy fisnenunisAnvimeadiniivivendeUsyaniamussenduen | 100
FuLuuMes U ANYINIRATnikansfsUseansnmeesenildlunisinu asdifusily
Nsasmamsuwdiudeiie (dondelatenis mnfinnnin 1 delidendediiavuuy
mn'?'lqﬂ)
(n) 38nsdnwiiu Randomized controlled trial uaginsifisiluasasmeanIsunmd 100
Wnidelie
(%) 38msAnwlu Non-Randomized controlled trial kagiinsARiuNluIIsAISNIINISUNNE | 90
fiundetie
(A) 38msAnw Iy Comparative studies WU cohort studies wariin1sinulunsarsnie | 70
msunwdiudetie
(1) 3BmsAnw i Descriptive studies WUU case report or case series (3189 UI8) wazll | 60
msaulusansanswmeiindede
(a) Bendeladeonils 40
(1) nﬁﬁﬂmﬁuqﬁtﬁm%’mﬁummﬂaaﬂﬁwaaEJ"lLLas/ﬁammﬂaamﬁwmsﬁ'ﬁﬁ"%’um
(2) Wtare (n) i (1) we (A) wIe (1) AlifnmsiRuilunsasnensuwngmingede
2.fauussesi 2: 1nsgruviesufiinas (azuuuidia 100)
BT Azuuy | dwiin
. (Yovay) | Avuuu
2.1 Yo RURMIANIUNTIUTEIAMANINTANINIASEI ISO/IEC 17025 dun1svadey 100
wanfusiaussn lusenisveaaeunuguaniimanaiaiifvun
Finished product specification ﬁr‘iwumlﬂuﬂmé’nwmﬂuﬂamimﬁmﬁmﬁmn
(n) Assay or potency 40
(1) dhudenaaeudu 4 Mvde dmuslirsuuusiuiuriiy 60 winasvasuynde | 60
frnavihdelavhdenianuiidavualily FPS winaudndiuain 60 asuuy Lawiln
Ty madoy 2 fuvde) TeewdensWnsuuudeivdeusvanuiu
2.2 minkil#suses WesfiRn1siiiunnssusesmuansamuanasg s ISO/IEC 17025 60

- « (3 = v =1
AMNNSUINLIAEASTAITUNNEY LEDNYD (1) K38 (2)

(1) Inlsdeuansnisveiusesniuamnsavasljuinisannsgiu ISO/IEC 17025 910
nsiinenmaninisuwd Feslinmaaeunaniusioniaussialusienisnadeu
psvdeURsIaRnENTRamAln 3 lot Tneesufiims ISO/EC 17025 7
Lildinan ol

B . i dJ o W ot el
Finished product specification #fuualilunmuanuuzlusiens e ueing9

N33UNT

(wey.nnsal Bunsdnna)
GPU 988060 [V2501]




GPU 988060 [V2501]

(n) Assay or potency 24
(¥) dutennasudu q Mnde fvuslvinzuuusn 36 mnasaaasuynate e 36
vdelavwadenismuiirvualalu Finished product specification sineanaa
dndnan 36 wwiiatiu (nedey 2 suvdy) Tasiadensiarsuuudedinge
Usganunu
(2) fawevilsdouansnisvesusosmuausn vesufuRnisfinuunnsgu ISO/IEC 17025 | 30
Pnnsingmansmsuwg Taghifimaaoundnsusioauenalusemmeasy
pymasupssuauautAvanaia 3 ot TnewesufiRns 1ISO/IEC 17025 bilddudn fall
Finished product specification fifnvualiluaudnuarlusmemsnyiusieinge
(n) Assay or potency 12
(1) drudenadeudu q Mmde fvualinzuuusy 18 mnenvasuyavhde e | 18
wtslavadenilsnuiirvualilu Finished product specification vineanaa
dndhuann 18 wwiiatu (eflen2 sumie) Tnswdenisiinzuuudedivioussuudiu
3 muﬂiiaw 3: ﬁmﬂnumaaﬂsdawmam'sﬂgumm (ATUUULAY 100)
| viateden - | AZUUY vihwiin
(Yovaz) AZLUY
- : ;=::¢ ; A 20? .
1.8a7NU353W081 Lot NO. Sudueny vn 9 We 60
2.Imprint code vulingn 20
3 aunsadawdausielaglidennnmen Wy uneelisesys 20
fauvssasi 3: WeulunsAuen (Azsuuuiia 100) AZUUY vwin
wa'ﬁ:u1mnLanm'muuumnu?wﬁmuamu . - (Sovaz) AZUWUY 5
m'su,anLUaﬂumnmmaﬂnawmma (unnummalumu 1 i’]uanwwam) 100
3.1 msuanwasunusiusislndvuneny nghiiterwmuaieululs 4 Tumsuaniaou 100
3.2 mauaniasuneiueielndvungnislu 6-8 eu 50
ATINNT
R S . @%“”‘; .................
(wey.dnnsed dunsdnna) (ny.uTgywun 5ag8) (ARy.0NA3 ANy




LWUU UN.ob

A5 ENTLIUUsTINTTLaSUSRdssuarsaziBunaldane
s A’ s d.n 1 1
N15IAYDINVIINA LY 9UnES9

- & . ; = ] -
. ¥olasan1s Usenins1md@een Sulfasalazine &oo mg gastro-resistant tablet lag3sUseninsimdidannseting
(e-bidding)

. wasud1velasns lsmeu1agnssnil nguanindunssy

. adusuUsTInnldsuTaass
9,609,000.00 YW (AD9AUNTILAURNNUUINGIY)

o oo = o o =
" 'Ju'?lﬂ’lﬂuﬁ'i'lﬂ"ma'lﬂ(5'1ﬁ']5']~1‘é]\1) £ IUN \;\3 UUIBU bdos

U ®oo,000 tablef
S1A/%UY o.so UIW

a - | o v
Wuky 16,€10,000.00 YW (ApsdTuARAUAUNIUU ML)

L ‘i =y
. UNAINNIYD951AINaN9(51A191984)
s i - A Q ar -
USEMAANIENTTUNM TRAILTSUUEMINH 1589 MUUATIAINGNET 2UUAITIFRITNUUNYT o (AN odon

. swdadmihiigimunsanaia(smssds) ynau

o.6 UNBATUAYIH s‘]"m"%gy Us¥51UNIIUNIT
blo UNNGYIUA Belning N3TUMT

. UNATIBINAT fNLE NITUNT

=
VD e foe e UTEFIUATIUNNT
(WEMSUNTA AUITRY)

ﬁx‘:'ﬁa.‘..................ﬁf.\’.m...............ﬂ'iil!ﬂ"l‘i A4%D....... ®W" ............... ASSUANS
(wealgyiuyi @elning) (UW9ENMBINEE  ANUEE)




