wih1an 7

AMENULIANIZVDIEN
988060: Sulfasalazine 500 mg gastro-resistant tablet, 1 tablet
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2.1 Finished product specification

99 | Specification of finished Acceptance criteria Acceptance criteria
product (USP2024) (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
- HPLC corresponds to standard
2 | Assay 95.0% - 105.0 % 95.0% - 105.0 %
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D) Specification of finished Acceptance criteria Acceptance criteria
product (USP2024) (BP2020)

3 | 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
2. Buffer stage: NLT 85% in 45 minutes.

(Q) of the labeled amount
in 60 minutes
4 | Uniformity of dosage units Meet the requirements Meet the requirements
5 | Salicylic acid and
sulfapyridine
®oodlicjlicacid 0O BENESSSEES e nnEE NMT 0.5%
" 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%
-Impurity H NMT 1%
-Impurity | NMT 1%
-Any impurity NMT 1%
-Sum impurities NMT 4%
7 | Packaging and storage Meet the requirement BEh

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

e Acceptance criteria Acceptance criteria
U9 Specification of API
- 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 = =S
solution corresponds to that |
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L) Specification of API

Acceptance criteria
USP 43

Acceptance criteria
BP2020

of the standard solution as

obtained from the assay

2 | Appearance

Bright yellow or brownish-
yellow, fine powder

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

amount 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 Re value 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%
- Impuirities A NMT 1.0%
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Acceptance criteria Acceptance criteria
) Specification of API
USP 43 BP2020

- Impurities B NMT 1.0%

- Impurities C NMT 1.0%

- Impurities D NMT 1.0%

- Impurities E NMT 1.0%

- Impurities F NMT 1.0%

- Impurities G NMT 1.0%

- Impurities | NMT 1.0%

- Impurities H NMT 0.5%

- Impurities J NMT 0.5%

- Total impurities NMT 4.0%
Loss on drying NMT 1.0% NMT 1.0%
Sulphated ash NMT 0.5%
Fackaging and storage Complied to the standard Complied to the standard

wueme  NMT = not more than

* 9i79/® Dissolution wa¢ Uniformity of dosage units Tvikuutonasuanigieazidun
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- Drug substance specification #R15191NIUAATIEVIVBAENER drug substance 3e
ludias1esk drug substance vasnanedniagy adulaatunis alin1snsia
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3. N5USEEIUATUSLANS NIRRT (Price Performance)
S1EAZPYANNLDNANT 1589 MIUTLLUAUSEEANSANAB51A (Price Performance)
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dnvazlanzvesduirgiuarder muaunsgiuresisnisinsieien (Finished Product

Specification and Analytical Procedures) itunzideuls Tnefasdredasiugriiusenia
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duunluddynistunsfousiuen (W ve.2 vide ne.3 vie vo.4 wie 8.2 udusinsd)
4.1.1.nsiewdnlulsenelng (ne.2)
4.1.2.nsdigmintuiemsuusussyluusanalng (ne.3)
4.1.3 nsdlteniudhandsuszme (ne.q)
weme: nsaliinsasuulaudlugiuoygauazaniuiingn Wiuvdiundaesudly

Wasuwasemslunsideudmiue wuu ne. 9) vie diurdweudluwdsuassiens

lunsifousnsunifertudiuoyguazanuiingn (wuu 8.9)

drumiledesusewInsgrunisuangniundninueiisnisialunisadnen (Good

Manufacturing Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science)

Inentasanu PIC/S participating authorities atuaiganusaun1snsIvdey dnan1ssuses

friudszmavsemesimddnnsednd lumneifetestueiaus Usenaudae

5.1. duumniidefuseanasgrun A mundninusisn1siRlunSHaR TR AU
d1Agy (Certificate of GMP Active Pharmaceutical Ingredient (API)

5.2. dnumilideuseInTgIuNITHARIIUNENINUIAS NS AR UNSKARNER Fugien
#5333V (Certificate of GMP Finished Product)

lunsdliidusnindransesuna fuandoaidumiidesusomaniosi (Certificate of

pharmaceutical products, CPP) #38%isd05u594n1391911U18 (Certificate of free sales,

CFS) lumnaeniiauens atuanganuseunsaseaeulasiinasusesfiviulszniasznin

317

W1RsgIuTeIteiIMuaRuANIRgAuRI81d1Aey (Active Pharmaceutical Ingredient

Specification) wagnAnsineiend@n3agu (Finished Product Specification)

7.1 @uunsguIngiunle1d1Any (Active Pharmaceutical Ingredient Specification)
waza1nsgIundndueiend1iiagy (Finished Product Specification) Tngszysmisien
(Pharmacopoeia) Al¥E38amsiinsizilasinnsgrusgrafosdoadulunutorimun
uazIRsgIUTITIATeiludeladsemils mulsznmansEnTasTug
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7.2. @441 drug monograph 'uadﬁ‘jdﬁ’.lmﬁ'lﬁ'mv (Active Pharmaceutical Ingredient) wag
winsituaie1dnsagu (Finished Product)

73. nsdliTngAudiu1d1/y (Active Pharmaceutical Ingredient Specification) 13
HanAnuaie1d 393U (Finished Product Specification) liusinglusinsien (Non-official
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pharmacopoeia) fauansdngunetinasgiuresmsieseiilulunudenisde

Tosisluil

7.3.1 fifefvuauazinnsguvesnsiinigilusieveslsenaiiduasndnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %38

7.3.2 fofmunuazinmsguYeInTiasEiENan (In-house process) aanAdaariy
ICH Guidelines %38

7.3.3 dormuanazinassuhluresmsiiaszsiinivunlilusse shsetla sisen
vila AuUsENANTENTIsEISITNAY 1309 SEysen dwSugukuueniiug
(General requirement for dosage form)

waemeg: Tenvuaana ningauiie1d1Aty (Active Pharmaceutical Ingredient

Specification) uagndnsiauaiend 393y (Finished Product Specification) A258198391n8157

Weatuuazatuientu snduudinsdihsonidermuauazinsgiuvesnisinsgs

W ingiuiiendifty vie nndaeierdiSasy

8) AUMINdDIUTBINANITILATIEY (Certificate of Analysis (CoA)) Inedasusznause

8.1. dmilsdesusemanmsinseiingausendiy (Certificate of Analysis of Active

Pharmaceutical Ingredient (API)) lnufasusznousie

8.1.1.dnumiladesusasmamsiinnetingiviendfyy vesndningausaendrdty
(Supplier)

8.1.2dwwildefusesanslianeiingiudenddy vewkdandnseiendniagy
(Manufacturer)

8.2. dumdsdesusewmanisiasiginaniugiendiagu (Certificate of Analysis of
Finished Product) vasiuannansinsiendnsagu (Manufacturer)

8.3. nanstudumudmusseningunsndnvasingiviedfgy (drug substance) uay
Junsnanvewanfus@Sa3U (finished product) Aldlumsnane{udideaou

9) duenasLEnINaNIIANYIAINAAT (Stability data)

9.1. dUNBNAITUANINANIIANYIAINUAIAITEEZEN (Long term stability data) 971U 3
FJUMTHER

9.2. @NUBNANTUANINANITANWIAINAIATUAN1I2L99 (Accelerated stability data)
U 3 FUNMTHER

9.3. dunienansuaninanisinuiuansinerannsainuvasineld 1 9a /dwuiuang
Uszdninansinwm (nsdlenda) ()

9.4. nsdugniiFesarars Afeanneuld WduunenasuanisAinuarmasiindsns
azanslaz/mie 0319 / waalald lusvhazanen1eg asuhulardenAaesiuenans
Afuen (In use stability data)

10) dwmiddasusenandueienduagy (Certificate of Pharmaceutical Product) iawizen
untnanlulszinelny

11) dnumdngruruanyavesnansiugien (Bioequivalence) InawanisAniAuaNyaves
nAnf i (Bioequivalence) Lulunudoinun ASEAN Guidelines for the Conduct of
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Bioavailability and Bioequivalence Studies n38 gilon1sAnw¥russaninauasdauya
voandnfnsien nsemsasisugy lnsanvunsemhsnuinuiauyaildsunisiuses
10 drlnnuamenssuMemsuare adutlagiu (nsdilildenduuwuy)

12) dumisdesusesninsgrunsufiinundninasiisnisialuiesujuinns Good
Laboratory Practices (GLP) Iumﬂjﬁﬁﬂﬂ1‘5?’!’(11:!’!%’)?!:113@17‘!@"1@‘3&14?1

13) dumideduseanasumaiiuinwuanseeurdninusis MR lun v
uaznIEawe (Good-Storage Practice / Good Distribution Practice (GSP/GDP))

14) lauaTIA9DdwIae 181081900 3 MIIBUTIYIN

15) dwumiiidesuseunasgruviesufiing ISO/EC 17025 Tusenseniaue (i)

16) duunenasuansdoyanisliiunisussyiu Green book vaensainemansnIsuwme (G

17) duunenansuaniatoyanislasunisussylu Orange book ¥Bs US.FDA. %38 European
Medicines Agency (813)

18) nsailaildedunuudosuaninsinymieadiin (Clinical trial) vesenluuszmalneiiuansis
HanAdlnvese BB UAUE R UL ULAEENUWILITAN I INTUWNE (6d)

19) MIIUTUIZYTITUNUNMUANUTENIAANLNTTUNTHAILITEUVLLYNTIR L500NUNTE5ITY
1 i ] - = - d d‘ & (7
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Usgmean (61)
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3) fueazdeslluusensundsusilenlndvunengviodlainmsidonanniourwuasu
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) wnlsswguranudgymauamanwdnfusiuazssinisdmsiaieiinseiguam
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5) fauenm(fune)Buseslisnidndyyneunsuimun fail
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5.2. ninAnfnsinvinigniFonifuiunniismaninediniuanenssunsemsuazen
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