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Sulfasalazine 500 mg gastro-resistant tablet
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2.1 Finished product specification (USP43, BP2020)

) Specification of finished Acceptance criteria Acceptance criteria
product (USP43) (BP2020)
1 | Identification
=~ The visible absorption The visible absorption
spectrum spectrum of the Sample

solution corresponds to
that of the Standard

solution, as prepared in

the Assay
- IR absorption concordant with the
_ reference spectrum
~ HELE + corresponds to standard
Assay 95.0% - 105.0 % 95.0% - 105.0 %
Dissolution 1. Acid Stage: NMT 10% of | Not less than 75%(Q) of
the labeled amount in 120 the labeled amount of
minutes Sulfasalazine is dissolved

in 45 minutes.
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'Tffil Specification of finished Acceptance criteria Acceptance criteria
product (USP43) (BP2020)
2. Buffer stage: NLT 85%
(Q) of the labeled amount
in 60 minutes
4 | Uniformity of dosage units Meet the requirements Meet the requirements
Salicylic acid and ] |
" sulfapyridine NMT 0.5%
6 | Related substance
-Impurity A NMT 1%
- Impurity B NMT 1%
Impurity C NMT 1%
-Impurity D NMT 1%
-Impurity E NMT 1%
-Impurity F NMT 1%
-Impurity G NMT 1%
-lmpurity H NMT 1%
-Impurity | NMT 1%
-Any impurity NMT 1%
-Sum impurities NMT 4%
7 | Packaging and storage Meet the requirement |

2.2 Specification of Active pharmaceutical ingredient (API) (USP43, BP2016)

- Acceptance criteria Acceptance criteria
U8 Specification of AP |
| UsP 43 BP2020
1 | Identification
A. IR absorption corresponds to spectrum of | corresponds to spectrum of
standard standard

B. The visible absorption The visible absorption
spectrum spectrum of the sample
solution corresponds to that
of the standard solution as
obtained from the assay

2 | Appearance Bright yellow or brownish-

yellow, fine powder N
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i Acceptance criteria Acceptance criteria —‘
1] Specification of AP
USP 43 BP2020
3 | Solubility Practically insoluble in water,
very slightly soluble in
ethanol (96 per cent),
practically insoluble in
methylene chloride. It
dissolves in dilute solutions
of alkali hydroxides
4 | Assay (on the dried basis) 97.0 to 101.5 % of labeled 97.0 to 101.5 % of labeled
armount amount
5 | Impurities or Related
substance
5.1. Inorganic impurities
- Residue on Ignition NMT 0.5% _
- Heavy metal NMT 10 ppm
- Chloride and Sulfate
® Chloride NMT 0.014% NMT 140 ppm
¥ Sulfate NMT 0.04% NMT 400 ppm
5.2 Organic impurities The Revalue of the principal |
spot of the Sample solution
corresponds to that of the
Standard solution. No spots,
other than the principal
spot, in the chromatogram
of the Sample solution are
larger or more intense than
the principal spot of
Standard solution A (2%),
and the sum of the
intensities of any secondary
spots detected does not
exceed 4%
- Impurities A NMT 1.0%
- Impurities B NMT 1.0%
- Impurities C NMT 1.0%
- Impurities D NMT 1.0%
- Impurities E NMT 1.0% ]
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I:’!'E} SRt G B Acceptance criteria Acceptance criteria
USP 43 BP2020
|| - Impurities F " NMT 1.0%
- Impurities G i NMT 1.0%
- Impurities | | | NMT 1.0%
- Impurities H G Jils NMT 0.5%
- Impurities J : ., i ] NMT 0.5%
- Total impurities : 3s _ y NMT 4.0%
Loss on drying NMT 1.0% NMT 1.0%
7 | Sulphated ash A | NMT 0.5%
Packaging and storage Complied to the standard Complied to the standard

WU NMT = not more than
* ¥ Dissolution way Uniformity of dosage units 'Lﬁ'a,mmaﬂmmamm}amﬁaﬂ
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3. nsuszifiuAnUszanSnawdasian (Price Performance)
SEALDUARNNLDNETS 1589 nMsUszdiumusz@nsameasian (Price Performance)
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2) ﬁﬂLuﬁLanmiu,aﬂwaﬂmuuuamﬂmaqm%uvmw (U mazNaDI1) mmﬁlmuwsmauh

3) aummwamuwvmaumsum (WUU n.8.1 w50 ©.1) ATUNNNTI Wiﬂii‘a"]ﬂﬁ“’tatlﬂﬂm
aﬂwmsmwuﬁummmmﬁmLLavwamwummmmumamﬁm‘mmfs'lu'wm (Finished Product
Specification and Analytical Procedures) wumwauh laefossradadiSuanfivsenae
N3N suguiuTamselmlininUsenae
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NUWLRA: ﬂimwaa'ﬁum'}wamaauuﬂadLLf’ﬂmsamifnvml,au%n'muﬂmmmu’lw
aaﬂﬂaaam'mm’1iwsn‘wﬂiwmmmaqmami'}EJ’m'la@mamuﬂamﬂmmi‘iumimmma~EJ'1
’Lmtmua?nammmmtf’ﬂmﬂaauuﬂaaswamﬂumqumium (WUU M. 9) w38 duurkive
LLr'ﬂmLﬂaauu,‘uamamﬂumwaumwm (Wuu ©.5) uwmdeuiusie

4) ﬁ'u,u'l’Lumﬂzumwummaumwen (WuU 8.2 w50 8.3 w3e ve.d v 8.2 udusinsd)

4.1.1. ﬂmwmwamlumumﬂlwa (V8.2)

4.1.2. ﬂ'3nma'nnumLwaﬂmr,mumfluﬂiumﬂl‘vra (Vg.3)

4.1.3.n38edndnielssme (Me.4)

G UTEY ﬂimumﬂﬂaaumJaqLLf'w’l‘umuaummLavamumam Wiunudwusyausle
maaumlaﬁwmﬂumt.uaumﬁum (WU v.8. 9) e dnurAwaudlodsuulassients
Tu‘w"maumiuawmmﬂumuaummLLa.,amuwmam (Wuu 8.4)

5) fmLuwuqaasmaqmmsiwm‘iwammmwaﬂLﬂmmﬁﬂﬁﬁﬁlumswﬁmm (Good
Manufacturing Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science)
Taevdigsiu PIC/S participating authorities awmaﬂmmaurmmimaau Inan155uses
fefulssmelseninsimdidnnseing ’Luwmﬂmnmmmﬂummaua Usgnaumag
51. mLuﬂwmaasmaammmumimammmmwaﬂmmmﬁmwmhmimammaﬂumm

dfigy (Certificate of GMP Active Pharmaceutical Ingredient (API))

5.2, ﬁmmwudaaimmmm'ﬁﬁmmiwammmwanLﬂmmﬁm'ﬁwmlunwwawwamma1
a’lLif\l‘i'U (Certificate of GMP Finished Product)

6) 'luﬂ'ifumﬁummLﬁmmﬂmwsvmﬁ Andnseaddnumisdeiusewaniug (Certificate of
pharmaceutical products, CPP) w3 entada3usesnissanuie (Certificate of free sales,
CFS) lumaneniiausneg auumammmaumﬁma'»aaau‘[mama'ﬁuimmqumvmﬁﬂﬁvmm
ERGN

1) wmsgruvetedvunnuainingiudiendfy (Active Pharmaceutical Ingredient
Specification) uawkanimsierdnsasy (Finished Product Specification)

Ll e‘hmemmui'mmﬁuéhmﬁﬁm (Active Pharmaceutical Ingredient Specification)
LLauiJ'Wl‘iﬁ'mNamﬂleFJ"lﬂﬂL';“-\]‘S‘U (Finished Product Specification) Iﬂﬂiu‘Uﬁi’l‘i']EJ']
(Pharmacopoeia) ‘ﬁ'l%mdaaﬂ'}'ﬁ';l,ﬂs'wﬁimﬂmmmuaaNuaamauﬂu“l,ﬂm'lmaﬂ'mum
u,aumm'nﬂwummiamSﬁuw’“l,um'ﬁ’mﬂmmmmwua mmﬂiumﬂmumq&a'}ﬁ'}mm
309 EEAV e Pu e

7.2. @10 drug monograph ?J'e)ﬂmmma'lﬁfg (Active Pharmaceutical Ingredient) way
wamﬂmmmmmiﬂ (Finished Product)

73, n3di7iTm QAUAIEd1AY (Active Pharmaceutical Ingredient Specification) 3 8
Namﬂﬂmmﬂ’maiﬂ (Finished Product Specification) Lisnglusisen (Non-official
pharmaCOpOEIa) mmuamwanmummummmummmm wieidulnudenide
Toneluil
7.3.1.N%@ﬂ’m‘lm%ﬁ&:&ﬂmiﬁ'lu‘u’eNﬂ’l‘ﬁLﬂi"l&‘tfr“luﬁ’]ﬁ']ﬂ']‘ljE}\ﬂﬂizmﬂﬁlﬁuﬂ&ﬂ%ﬂ“ﬂaﬂ The

International Conference on Harmonization of Technical Requirements for

Registration of Pharmaceuticals for Human Use (ICH) w3a
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7.3.2. GnhuunuAzIasg UIBIN T A ERENER (In-house process) fiaanpdnary
ICH Guidelines %38
7.3.3, ‘é’J’@ﬁmumLa mmimumlﬂmmmmmmvﬁ ualilusnaen drsenla ssten
Wil G]'}EJUS”ﬂ’lﬂﬂ‘i“Wi’Nﬁ’}ﬁ'limﬂ‘ﬂ 59 S¥YMTIEN mmmmwumuuq
(General requirement for dosage form)
nuLug: mamwumﬂmmmmmummmmu (Active Pharmaceutical Ingredient
Specification) LLavmamﬂmmmmLﬁ%U (Flmshed Product Specification) a1981984999n80157
W Aukasatuiieafy Emnuu,mﬂsmwm'i'immaﬂwumu,aumm‘agmmmmﬁmiwﬁ
wWigdngAusiedéiy vise Namnmmmamﬁﬂ
8) duumdidaiusamanisiiasiey (Certificate of Analysis (CoA)) Tnadaasenauds
8.1. mmmmammmwammLﬂ'zﬂummqﬂummmﬂm (Certificate of Analysis of Active
Pharmaceutical Ingredient (AP1) Tnasinsusenaudne
8.1.1.ﬁ'umwﬂ'aﬁa%’mamam'i‘i‘mmsﬁi’mqﬁuﬁqmﬁwﬁ'ﬁuu VBT TmgRuTeddy
(Supplier)
8.1.2d ke Suseswansiiasieiingiiufendday voundnudndusionduSogy
(Manufacturer)
8.2 mt,u'muaaaimmmaﬂﬁ'sLmﬁvwmaMﬂM%mﬁ'}L‘smﬂ (Certificate of Analysis of
Finished Product) ’Uﬂﬂwwammamﬂmmmﬁ’lﬁ%ﬂ (Manufacturer)
8.3. L'emmsauemmmauwuﬁiwmwiumiwam%mmmumma’?ﬂﬂm (drug substance) uay
wmmamfamwammmﬁmmﬂ (finished product) ﬁ'lﬂummamsmuwmuau
9) a“'Ivu1Lana'riLLamwam'ﬁﬂﬂmmmmm (Stability data)
9.1. ﬁ'lLu’naﬂammmwamiﬂﬂmmmmm'swawm:] (Long term stability data) 31uqu 3
JUNINER
9.2. dnunenashanInan1sAnwIAINAIfaluan122Ls g (Accelerated stability data)
T 3 JuMIHER
9.3. f?'uml,amaﬁuamNamﬁﬂﬂ‘mmmmmmmmswnLLU@L&JG]EJ'}I@ 1 9@ /dnundang
UssAvisnanissne (nsdlewde) (dni)
9.4. nsallueriidasazaie /Aan19neuly Wdwenansuanisfinunmunsgandanis
aranguay/vie 1Woans / vdaleld Twivhazaneseg asufhuuazasnadesiuiendis
e (In use stability data)
10) a%mwuaammmmammmmmw (Certificate of Pharmaceutical Product) lawizs
Utanlulssmalng
11) aum%anmummauuamawﬁmﬁm%m (Bioequivalence) Tmawamsﬂﬂmmmama‘uaa
HARAMYY" (Bicequivalence) Wulumudariviun ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies w5e ﬂmﬂmiﬁﬂmmﬂi a‘WSNaLLaW’mmma
VDINAN e NIENTIAIBITNEY Imaamuumawmaawuﬂﬂmmauuawimwm'ﬁfusaa
1N ﬁ']uﬂmuﬂmumsumsmmmauEn atullagu (nsalaflefenduuuu)
12) mLumuaaas‘umammiﬁ'mm'sﬂg‘ummwwaﬂmmmﬁmim"lwmﬂgummﬁ (Good
Laboratory Practlces (GLP) “1uﬂm‘wmmmﬂmmauuawmwivmﬂ
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13) ﬁ"}meﬁ'\iﬁa%’usmmmmunmﬁu%’ﬂmuasmsmammwé’nanﬁﬁﬁ%'miﬁﬁlumstﬁué’ﬂm
WAZNIE91881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) flavaadesdeihagenagaoy 3 WUIBUSTYI U

15) a%mwuaaasu3aqmmsmwawgumma ISO/IEC 17025 Tusannsenfiaus @ni)

16) mLmLaﬂammﬂwauamﬂmumimﬂ’[u Green book U8InsHINEMEATANTUNNE (F25D)

17) a"lLmLaﬂm‘iLLaﬂwammﬂmumsm%ﬂu Orange book 989 US.FDA. %158 European
Medicines Agency (§1d)

18) nadllylleendunuudanansnisdnuniensin (Clinical trial) vsenlulsswmalnefivansis
NansednvesenUSeuTisu Tusduwuu s AR LA NI TE (6d)

19) m‘iammiaﬁiiuwunmumw3wmmmvnﬁumiwmmiuuummwm LiEJ\‘]LﬂmWﬁ‘jEJﬁ'i'ili
'Jmanﬁaumumﬁmamﬁuawswmﬂlwa .7, 2559 Wiaﬁ]iﬂﬁﬁu’e}u‘] waamﬂaamu
Uszme= (61)

5. Roulvduq
D eviesdlegwdelidesnin 1 3 Fusntuitdsueuen
2) mﬁqmamn'ﬁmﬁmﬁa’mau‘lﬁudhawawwaas&s’aaﬁuumﬂ’aﬁa%’maawamﬁmmﬁ
(Certificate of Analysis (CoA))
3) mnamwmaqmuauaammﬂaaummaa'ﬂnmmawmamaLﬂﬂm'sl,aeuamwnauﬂmwm'm
TS
4) 'mﬂI’ﬁqwa'mwawuﬁmmﬂmmwmﬂwamﬂmmavmmmiam's'mmemm“mmmw
m‘mmawamnmmmmmuwauwmwﬂﬂmw’tuﬂﬁ'sm'i']vmmmwm wazaeluT U
angudessiAuLnlsmwe g
5 dauasm(fy) Buganlvienidndyanaunsuivun §ai
5.1 wnlinaguasindiessinnnaivermanimsunmdudinansiinsesilidylus
UMY
52 ﬂﬁﬁﬁwﬁmﬁmﬂawﬁmﬁaﬂL'%'EmLﬁuﬁumﬂﬁmmmmiﬂaﬁwﬂ’mﬂuﬂwnﬁmmimmmavm
53 ﬂituWU‘f]ﬁUM’lFlﬂJﬂ’]W’i]Wﬂwﬂﬁlﬂm‘?’l‘ﬂa’]ﬁ]ENNBfilE}Uiuﬂ‘ﬂﬁwaLLa“’ﬂ’J"IlI‘UﬁEJﬂﬂEJG]EJNU’JEM
Teisuen
54, nmwam:msmnmna”wmwLLaznﬁﬁ'}ﬁms‘f@maaﬂmn ToyBen Tsamenuragesnidin
nsdsdaenlundedaly
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uuuUssliuAr1Ussansnanwsasinl (Price Performance) Usstnneall

wih 1 30 21

| fevazavuuulaeldudnnisdasiinin (dashwiinlasszuunisindesasrenasgnedidnmsotind)

ﬂ/\ 32:33234m3Jiim_ﬂemuﬁm_mEFmtEEﬂﬂEEeE_EJ:
o

2., mWww\ \mw S e NTTHN

(W 33mud Andaa) Qemm% Tusna)

fms vhwiin (Yesaz)
Launmwuazauay TR dutselavisemenams 70
2.591 30 &
1. aunmuasansutATduusovidenenunis Gagas 70) ﬁ Fan1s&n
- 5Eg3de_meEE.._Ebé_zmsbegmémméa ASLUL
. inastaantwiialy (General quality criteria) 20
|1 g umsuanenmundninasiismsiialunisndsen 15
2) g@wﬂgsmgdgm_gmﬁé (Active Pharmaceutical Ingredient Specification) URZAMTFI
zmsbaﬁgm#mﬂd (Finished Product Specification) |
3) 9ssumaiesUfininig 2
1) nAsPIUMSIUINYILaENsE LM AR TRTUAN S AU SN uaE nSE e (Good
Storage Practice / Good Distribution Practice ; GSP/GDP) 2
5) wnesgruNansie 7.5
6) @gmg%ﬂr%@%&m&m&@Bmim%zé q
2. inasiaunmianTs (Specific quality criteria) & = 80
1) waRgalnsmwwilsdosusemansiaset (Certificate of Analysis ; CoA) 20
2) WaigainnnwnisAnwinnunsia (Stability data) 7
3) rofguinaimmeesnvuzusTyiidudan vsTysuriuazaann (Package & Labeling) 3
4) _anusiniisulunstidednuiussunu (Therapeutic Fquivalence) 25
T 5) MsAnw/Adamendiln 20
6) STUURUTULNAINDSESTINY wAwTnaw 5
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wih 2 91 21

o Jonisén
inausinsUsiiiugnn mrdadusiondomsin AZUUY
. 52&3,23,_\,:\,?,_& (General quality criteria) 20
1. | wnsgruntsudaenumdninasiiSmsiflumswine (asuuusan = 90 1.1 + 1.241.3) L5
1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) .Esmuwmgﬁmm@fm ﬁ,:cm,_ms 0.5
museumsasndeulpslineiusesiviulsz meUssnnsn/daden (ihandalndonils)
1.1.1. 1¢5un1s¥uses GMP-PIC/S 90 PIC/S participating authorities #38 cGMP 0.5
1.1.2. 19i¥ums¥uses WHO-GMP e 130 cGMP wiawftsuwin lumuasiientossy APl 0.1
1.1.3. 165uns¥uses WHO-GMP u3e cGMP vwiaifieuivi wildssymuandaau / liflonans 0
WEAINIITUTEI GMP (lai75a47)
1.1.4. 103ums¥uses GMP-PIC/S w3a WHO-GMP %0 cGMP ssu%é%ﬁ:&%i%é% 0
3P Eﬁugam;m;m%:deﬁ%%é u3e Lifiwingiuuansununeny (laitersas)
1.1.5. Lil@fun1s$uses GMP-PIC/S wia WHO-GMP (Iffi975047) 0
1.2 Certificate of GMP Finished Product Tusuangniliauayie medmgmssém@dndgﬂam@dﬂsm 0.5
T fInasusesieTulsemeausznansaa (iandalatanis)
1.2.1. 145umsiuses GMP-PIC/S 91n PIC/S participating authorities 138 cGMP way/ M50 0.5
wiladioiusowndnsne (Certificate of pharmaceutical products) 310 PIC/S

participating authorities Tunuasendiiausuie (nsdlaning) wislésumsSuses GuP-
PIC/S 91ndfinguamsns sumse v suasen

1.2.2. 193un155U589 WHO-GMP 38 cGMP 784 Uszimerude Tunsaailifendostu Finished 0.4
Product :me\sm@ wilsFeSusowdninm (Certificate of pharmaceutical products) lu
ggsmérmﬁmﬁm (nsdanign)

1.2.3. 185U ssuses WHO-GMP weildssymuandaiau (luwersa) 0

1.2.4. l5unssuses GMP-PIC/S 38 WHO-GMP #38 cGMP ﬁsgsmézmgciw%ﬁ%ezu@ 0
5791 wagla .n_,@zmd_,_um%:dmg%%é (iR r58007)
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h._ L3 1 k2 ol o L% r3 a ar € e
1.3 asdlfduenindranndreseme soslldumilsdesusamdnsog (Certificate of
pharmaceutical products: CPP) Wsemlsdesusasnsiimig (Certificate of free sales: CFS)
Tumunenfiausans

0.5

1.3.1. CPP w38 CFS atudgn (musaunisesiaaay) nsdllergliidorgmssusesieiutssme
UsenInsIm g.mm&g%ﬂzm%t%egism

0.5

1.3.2. 143l CPP w30 CFS %39 i CPP / CFS g,s%@é

zqsmwgﬁugmdﬁﬁ%mﬁ (Active Pharmaceutical Ingredient Specification) wag
wmIgumaaiusidniagy (Finished Product Specification)
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Analysis of Active Pharmaceutical Ingredient) (i§andaladanis) <
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Pharmaceutical Ingredient) ((dandaladanis)
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Manufacturer wazdinsuansualuguuuusngy fuay ag/visuansaantssinsienlu
vreiataity impurity atursenaunisiuay sty Below Reporting Threshold (8RT)
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