ot

AMANBAZIRNIZVDIT Sulfasalazine &oo mg EC tablet
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®. %881 Sulfasalazine &oo me EC tablet
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blo @uUsENaU o Wiausznause Sulfasalazine @oo me
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m.@ Finished product specification : Sulfasalazine &oo mg Enteric coated tablet

AuENUANIIMALla USP &o BP woab
Identification ATIANTU ATITNTU
Assay a&.o-aod.0%LA a&.o-e0d.0%LA
Dissolution - NMT @o % LA dissolved in elwo mins | #579W1U

(adid stage)
- NLT && % (Q) LA dissolved in oo mins
(buffer stage)
Uniformity of dosage unit ATIINU ATIANIY
Related substances - MW
Salicylic acid and sulfapyridine NMT ©.&% for each
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m.b Drug substance specification : Sulfasalazine

AuaudAMIanAila USP @a BP oeb

®. Identification ATIWU HTIU
.  Assay &n.o-@oe.&%LA «n.o-ao0e.&%LA
m  Loss on drying NMT @.0% Maximum &.0%
@  Residue on ignition NMT o.&% ;
&  Chloride and sulfate,chloride | NMT o.oec%
o.  Chloride and sulfate,sulfate NMT o.oa%
®.  Heavy metals/Elemental NMT o ppm/f3ianiu Maximum eo ppm

Impurities
.  Related substances

- Impurities A,B,C,D,E,F,G|I NMT &% for each

- Total NMT <%

- Disregard NMT o.0&%
&  Impurities H and J NMT o.€% (For each)
®0o. Chlorides Maximum e&o ppm
e@@. Sulfates Maximum &oo ppm
eb. Sulfated ash Maximum o.&%
@m.  Organic impurities RS
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a.0 lnEIMITvayg s dewiiveinedwielulsemelne wavdunidectareluviasudn
e.0.60 aAyNMsTuzdeuiiven 1w el ne.m no.e Wie tlo WaILANTH

o.0.l0 Tufmetunsdoue vt.e 150 v.e e fiEuoIm wiauTeasdeaitonsmuny
ﬂmmwma&mﬁmﬁmsﬁmuﬁﬁwsLﬁ'au (finished product specification) ﬂ‘iﬂaﬁ‘j'ﬁzwj']ﬂﬂﬁlﬂgEJuLLUaQLLfSﬂﬂJ
Wuiiezdosuuuenatmmiaduuinmaisnisveauily (8.¢) uwdeu finished product specification
uaz/M3a Drug substance specification lagvauflunautulseniAusennsadidnnseting uazluifiu b U o

.o lNANTIUTBWIATHIUNTHEREN

o.v.e Nstiindnelulsswmelne guinazdodidiunmienisdeiusewnnsgiunisndn
as ‘o = al = . . .

HIMINUENAUNIDNTHARTNIRLUNSHARYT PIC/S (pharmaceutical Inspection Co-operation Scheme) lag

MU PIC/S participating authorities ¥388Lana155U5890NRSgIUMSHARE A URE NINUTMAE B N5TA

lunsudng1resdinuAnNEnITNNITOMITUAZET NTINTIEIEI5MEY TeimrunTulaelinnuaanndes
wagvinieuiunaninusuagisnisialunisndnen PIC/S lunuingfiduenis aluaiganiusaunis
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oo nsdlllugnd1anssema gudndedindedediuinmdienideivuses
UPIFIUNTHARIMIUNENNUAITARTUAITNEREY PIC/S (pharmaceutical Inspection Co-operation
Scheme) lnewneau PIC/S participating authorities atiud1aaausaunisasiaaeulneiinanissusesis
Julsgnmaussmasndianniednd vivegnaendn udusnsdl

0.5 1BNAIAUNTNYDIENTIEUDTIAN

o.me WANTIATIVIATIZRAMA NGRS eTed NS5 UrasNan (Certification of analysis
of finished product) ugnjuidaiiusatng

e.mlo NANIATINRATISRRMATNIngRAUYRWeNEATY (Certification of analysis of drug
substance) filumsnanefuiidaiuiogaimesiuaneuazduanngiu

b. fothaen Jlauesidiosdiinedeietielion e wihoussy Suduiunuiansasdunldnsudiu
puiivusluidenmantivmiuiesiluiuduausnan Tasengueenzes Lot fazduiaussimaziesd
p1gtunIntuiings litnnnit e U luiuussmaussmanadidnnsoind

. fBgRuNIAEBUATUNIEA WAL luls e TUNa

< mivsziunuaneTidaeu

<o 9grBsidmoudes Torghinnni o U duaniuiinge

&l pWnnnTidwoy wsfesdsdiunnmasluiusesmamsnsalinseieuiidwouveindn
warluliaseiingivesiuanTngauilinansjuiduey

<o lunsdlimeswnsinisguiegenfidseuifiodmmainsziamuain wheswnsae
viwisdedesvaiegieen Tnufuisazsesdsefindnmudiuiuiiviiesinsdmsisiinseinazdu
fFuiinmauenldinslumsnsialinnesinunin Tunsdiinuielifulumuaudavaziamns wesens
yeanuAvdliiuimsamsauenmendinanvesnsuay/viofuanluasuisly

<. flaunsn ({une) agfosiuasuiloslndnuneny vdoilafinnsidonanineusznis
Tnqneusmun Tnglifideula
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@5.0 Wumemsiiiimsfasandaesenantyduedsimetuia
«olo Hansinwlif Wnetudunanisidanunndgldenuasindngududuninisunmg
3011518971 ADR 9819TULTY
<o.m wullymdnvugsuuusvionsuzussgduamnliiiannunainaieunieni
dwansenudemsimwiiae Tneflsserudgmangifendostumslden
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& Han15AN® long term stability nasndnegvessnvunsidoulifudiniunaznssunms
DIMNTUAZEN NTENTIEAGITUEY

. NM15USLHUANUTLENTNINRADS1A1 (Price Performance) 5188288 AR1ULna15US2NIAT1AN
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NN IARZIUY ATNMANINMIINTUTIUAIUSE NS N1 ABs1A1 (Price Performance)

Usznieiv mnRusmusauEnIsuns s i savanguiauas iy

TssneunadanLan

AUszasfiduauesimdasuanangiuiamisniuusedlunaiuusluinos
Usgdnsaim Mluainuass Juseeduilaegiidiung lnedeanaenaisiuiunainimvualy

Aol SMANLarUIMUN AL LYY

fulsuan UmUnAZLLLY
& NALEUD <o
b, AuMwwarAnENETIuUEleriianeuns Do
FIUVHRLA ®00
FuUmand o : A wuazAnEUt ALY sEle TN o193 18NS
v
fasUInan UMUNABILUY SUUUEND
o. WAIFIUlTINURER ®0 ®0
b, WRIFIUNARANT sno mo
o WWIPURURNMS oo o
AnaNURBaUsElevdian1suURnu o Mo
FIVIUUA ®00 ®00
b.o MUUTI o : 1MTHIULSNURER (AEUUULAN oo AYLUL)
falsnan AL AZIUUENS
@. GMP PIC/S participating authorities ®CO ®0
. WHO GMP wlo o
@ GMP Ussunarugdn / GMP B’ Do D
b.lo MUUTIBM b : WMIFIUREAS U (ATUUUAY mo ABILL)
fandsunan U AZMULEYD
®. MITUTDIAUNNHENTTU &o o
b, YeuaatiuayuAnmITenaaduei &o o&

b.lo.e MLUITOM b Hos : MIFUTBIRUNMEERSuN(dandaladanila)

(AZWLLLAY 6@ PZWUL)

Aulsvan ALY AZWUUGNS

(1) WHO List of Prequalified Medicinal Products &o o&
(v) eilusteTondnsnmiornunmuaziuan (Green book)/ &o ok
snensudndasisrandalnififienumiadienlunstidadnudu
g19ULUY (Orange Book)
®) s lusrefeondafusienfildunissuses (Approved &o o

Medicinal List) lngta3atglsaneruianguaa1fuunng

Aas LU meng
(1) Huan3299bAII¥NE1 @ Lots lauviesUjURN1S ISO/IEC &o ok

osiolod NlulugHEn




wlolo FlsTeeT b o8 : TeyaaduayunuriTununmedngd o

(ATIUULAY o ALY

fi51897un1T3Tenendin (Clinical trials) v3a51891uAsANBIMIIABEnTIvauaniy
UsEANEAMYBI BB SLULUL WET 8 sTuNIRaLnTiLanifaUsEAvE Ay eeen vsen 1A
9 uasdnsasifiuhntsamanisung (Fondefinyuuusnnitan)

| FLUTUAN WU ABLUUEND 5
i (n) F8ns@nwdunuy Randomized controlled trial &o ed
B (1) F5msfnwduwuy Non-Randomized controlled trial <o alo
% (m) A8n1sAnwnluuuy Comparative studies wuu Cohort mo w
studies
(@) 8nansAnwdunuy Descriptive studies wuu Case Lo 5
report or case series (39891UEUW)
(@) (o) MsAnwduRETastuAmLUanfsva%En ®0 a2k |
(o) Wadaeon (n) , (@) , (A) w0 (0) TladldRRulunsans B
lo.on FUU55097 o - WRITILTRIUTRNT (Fondeladevis)
(ATLULLAN mo AZLUL)
I faulsvan AZULLY PUUWENS
(0) YoeUFTANTANIUNNTIUTBIMINA WSO M LI ATFI ®00 Mo
ISO/IEC emolod funIsnaaounansusieiiaussian
Tushensneaou
(o) WHO List of Prequalified Quality Control Laboratories ®00 Mo B
. fusias < : arantEfiBeusslomidonsuf iR (Genldynde)
(AzUULLAN @00 ABULIL)
| Audsuan AZWUY TUUUGND |
Storage and stability &o ol
(n) Long term stability m13 ASEAN guideline on stability o o.&
study of drug product
(9) GDP (Good Distribution Practice) ol <&
| Package and label bo o1~
M%)
(n) nsdlussquaseestioediveszydonnin no &
() nadhflugndiail imprint code vupTdeinesonisusd Mo «
120
(M MuguIIREUavIneyile fip-off deannsuuideu mo o
Tunsuivnsenuas din ArsazaIniunsUalden
@) nidhfugiidestiosiuuas yng miedosvosussaium Mo «
aunsntosiuuasla |




