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Sulfasalazine 500 mg gastro-resistant tablet

1. Y81 Sulfasalazine 500 mg gastro-resistant tablet
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nan15AsIziRan mduluniu Finished  product  specification @y Drug  substance
specification  #18148snindusinfuatiuieniiu FelgaanzideudadinauAnenIsIATEIMNTLALEN
nsynsIEs AN Tebndasuillistaeafuatuiiisunimielminiunesgundusiiulasiidu
Vi PAUTEANANTENT A5 503 SYURNTIET WA, 2561 asiufl 6 Suneu WA, 2561 (asUszne
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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%

AFIUNIT ﬁ\m
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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%

NUBWA - *52YYe Dissolution fiu Uniformity of dosage units Tiluuienansuanssieazidenna
395293Ase% ndlaudelilulu COA

- nsdifieanzifoundsnisiu (waive) nsasiaaeuiiasieidesienislaliiunansenans
vangusananiléiusyifcne

4. oulvdu 9

4.1 wnasmislasveygndunsleussueniedmingluusemelng uavd1uns (declare)
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011 luddgmstunadeumniuen Me.2 ne3 ved vie 82 uduinsd)
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AUANALAWYBIKERSsinuTiTunzTey (finished product specification)
wardeimuananmussingiu (drug substance specification) nsdifiegsewing
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W30 finished product specification waw/wse Drug Substance specification

4.2 1BNA1TTUTBWINTFIUNINEREN

421 nsdiewanlulsemelng duandesidnamaevidesuseunnsgunsnan
UV TIAUNSKEREN PIC/S (Pharmaceutical Inspection Co -
operation Scheme) Tagnuieau PIC/S participating authorities wsedlianans
$UTBAMTFIUNTHANLIIUMANN9ILAL BN TR LU SHANE B d TNy
ANENITUNTEWTUALE NT¥NTNASTIUEY Berhmuatulnefinruaenndes
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4.2.2

ns@iidugntininandnsUsena fudndosdionansiusemnnsgiumsudneiny
MENNEUIISNSARLUNISKARE PIC/S (Pharmaceutical Inspection Co -
operation Scheme) lagvitea1u PIC/S Participating authorities atiuggan
sounsnsavasulneiinanisiusesdisiuiivseniausymasadidninsiindvie
MABADL TN IUANTE

4.3 LONEIIA UNNUDIYILEUDITIAN

43.1

432

433

434

4.4 §7981980
441

HANINTIINATIENAUAMKENTUTIveENEn (Certification of analysis of
finished product) Tugnuiidsiiegng
HAMTAATIZVRUAWINGAUTBIIETEAY (Certification of analysis drug
substance) Ml#lunisudngguiidadiusetneimesuaneuasdnanTngiu
enansvienanguguduauduRuSsEnIuNIHARYRIIngRuYDIsIendAry
(Drug substance) 98 4.3.2 fugunsnanvesudndaeidniagy (finished
product) U8 4.3.1

NaN13AN®" Long term stability @11 ASEAN guideline on stability study of
drug product maamj"mmq‘uaamﬁlﬁﬁumLﬁauﬁﬁ’uﬁwﬁmwuﬂmznﬁumﬁ
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4.6.1 TunaninansIaAsIEn Elemental impurities #5831 Risk assessment report
for elemental impurities 7i8198sanaudt ICH guideline 38 US
Pharmacopoeia
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AIIUNTT
Y ‘\}W ............................ 2%54 ................. W @WWE)

(Wey.nnsal Bunsdnng) (ney.vifyTUN 53T8) (ngY.8107F3 Muzd)
GPU 988060 [V2604]



5. inuUseiliulsEansnneaasian (Price Performance)

Sulfasalazine 500 mg gastro-resistant tablet

UINUNAZHUY

AU Inan

1 59andiiaue 40
2 193FIUVBIFUAMNIBUING 55
3.A15USMTNAINTTUY 5
Shuvavun 100

AUU5989 UmtinAzuuY
a LY (4
LUNTZIUNARNUN 60
2. 193U URN"S 20
wad & € a wva
3. AauantaneUseloviranisufianu 20
Rt 100

1.09uU55097 1: WIATFIUNAASUI (AZHUULAN 200)

1.1 Msusesnunmvemandiue 3 1 Tu 5 Azuuuidy 100) 100 60

(n) WueBseglutydsoniseinanimaas WHO List of Prequalified Medicinal Products
(v) ueileglutnTnedendntasienunmuazgudn (Green Book)
launsuinemansnisunnd wau 1 - Jagdu
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wIntelsmeutanguan tuunmdemansuiasenealneg
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