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Sulfasalazine TabletsUSP( https //online. uspnf com/uspnf/document/@ GUID-eCaniFeed-

oE@B-aBet-cFeA-cDaoaAosnad_ & en- -US)
BEET s T
Y8
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® Identification Meet the requirements
NLT «&.0 % and NMT eo&.o % of the labeled
quantity of sulfasalazine

5] Assay

Meet the requirements
NLT &% (Q)of the labeled amount of sulfasalazine
is dissolved in bo minutes

® Uniformity of dosage units*

® Dissolution®

#de Dissolution test uag Uniformity of dosage units TuUIENANTLARNI8aZIBEANANITNIID
a ¢ ay v v = = 2w
Fas1est wndileudsneasiseandusnavlilulu COA

9481 Sulfasalazine
USP(https //online. uspnf com/ uspnf/document/ o _GUID-eCaoFeed-oEcB-aBak-aFaA-
sDxompAoanae & en-US)

® Identification Meet the requirements

NLT em.o % and NMT eoe.& %, calculated on the
o Assay . .

dried basis

Residue on Ignition NMT o.€%

. Chloride:NMT o.cea%
o Impurities Chloride and Sulphate
Sulphate:NMT o.c&%
reanic i riti

Acceptance criteria Meet the requirements

) Loss on dying It loses NMT @.0% of its welght

MUIBLNR)

- nadiftennsfoundimsiiu (Waive) manmsaeuiiaszisiensla Widuuanuenansudng
fananildsuoyiasy
- NLT = Not less than / NMT = Not more than

O -0 - A 2 @ .

WNRANMFIVLY finsa g Udin Nszy UNATINYNS Toyaou
Us¥51UNTIUNT N3NNI N33UNNT
AMEATINNSIIVUARMANYLYIANZYBIET TSN TUIaaY



Drug specification: Sulfasalazine ¢oo mg |

& [Woulvdu 9

fauemmdasduenasdunameaeenansiléfinsanqaunmen nieuasmeiiofeiuses
Lanmﬂﬂﬂwumm% saelFusdduonansndeussymneavionansnusfusaielud
&0 drunenarstiusntelng uaz/vie n'n-naenqvﬁ‘lﬂEmnuamzmsumsmm‘mmm
wureg:  lunsdfifldedunuuasdesiienarsuansdovdldfiiiunisusesaindninau
ANNSIUNNSEMNTUATENTIkansine Tuiideusld deasaets deviuldiiisunitfusdunuylu
gunildlunissneniivindu uagiinsszydemnudounsldenliluenarsiiuen
¢l ﬁ'}tmLanaﬁLLﬁm‘t’famwuu%mnmaaﬂ‘iiqﬁmﬁ Wi primary packaging (Wage1 VED) U339

v cdo w w . ' - v e | v i 1
Augndunanue)way secondary packaging (AL 130 UTIFNUNNUIMBVY primary packaging

ca o

148n#) wiouszysiinues primary packaging (W81 %30 ussiunndudaiuen) g
neidoulinudinnuauenITuNIsemITwasen
e durdivedunzidoudiiuen (WU N.8.0 30 8.0) vserilaussIAAsUYINEN Wioy
eaziduanudnwusianzvewnindufeiduiogy wardefmuauinsgiuvedititasiesien
(finished product specificationand Analytical Procedures)‘ﬂ‘w'ﬂ“LUEJul‘ﬁWJ’\]uﬂma’Naﬂﬁ]'m
WnFA1UatUAINUSZNIANTENT AT TUEY Wilnduiuildsdfenuatuiifisuvimie
Tindnatunauusyna Jeusznaude

- AuunneaziBuanndnuasianizemdnduniendiiagy uastorvuauinsgiu
9a9i5AsEMeN (finished product specificationand Analytical Procedures)ﬁﬁuwmﬁt}u‘l"}'ﬁ’u
AUNNUANMENIIUNITOMNTHALEN

- Awunseasduaaudnvuriewvvemdndurienduiogy wasdetmuaunsgiu
2993531m51¢3%81 (finished product specificationand Analytical Proceduresilusnsneniilddeda
Tunstunzdouamen | Tlas
ping181 (Official Pharm ia
wuewe: nsdlegszvinendsuwawilyidinssiuarfermusnnsglviaenadomndy
ffuiiusenafusesdnaniiufused innuanenssuMseskazeT FxiesuuuenaIvIad I
smneenaisiveuiluivasuniassenislunsdouwiiuen (wuu ne.s ) vis dundvaudily
Wisuwasenslunadeus3ue (wuu s.e) smdeusude Tngiuilveusluvasuuvadliiv
o T YUl 0 FutszmaUszmanadidnusednd sueutluudsuuaciugeddiunseyiien
dNUANLNTTUANTOIMNTUALE AT
¢.« duunluddynstunadouiisusuuy vee viens.ave vi.e vio ulbudusinsd)

¢.c.0 nsindusindslulsemalne Ganeime o)

¢.«lo naimduiiduiinmsuussglulssmelne (mungiioe.a)

& <o nsdmduentidiaindisssma (unetime.e)
wnewensaimswdsuwuaudlaldsueygauazanuinga Thuuvdiundmeudluasuuas
sremslunsSuiniue (Wuu e, «) vise dundveudluvasuwasemslunzdeusiive
Lﬁaqﬁ’w&'%’uauggmuazamuﬁwﬁm (Wuy 8.@)

T
:‘,W V.Y RIS VeSS RN AR SRR A ,LE ......................... Qx
mamaﬁ’nﬂua finsa wgTndin nsray waINTNS Joyaou
Us¥sIunIIunIg NITUNTT NITUANT

ARIENTTUMIIMUAR AN BUYIANIZYRE 1HINeIUaLeY



Drug specification: Sulfasalazine ¢oo mg| «

¢.¢ duumilideiusesuinsgiunisndneiniundninueidsnisiialunisndner  (Good
Manufacturing Practices ; GMP)luvanflifgadesfiugfiausue (afudrganiuseunis
avaeulasiinanisiusestiviulsemalszmasadidnvselind) laedosusenaume

&.&.0 duumiidodusesnigrunisnangnumdninasiisnsfialunsudningiusaen
dAty (Certificate of GMP Active Pharmaceutical Ingredient ; API) Tmﬂszu%a‘um APl wazanUu
fioanuilsdesusonnnsgiu

& &lo dumtadoduseunnIgIUN AR IMILVENINANIENN IR UM SHARNER SusTen
éhﬁa]gﬂ (Certificate of GMP Finished Product) Tmuszq%‘amaa Finished Product uazan1tfuilosn
milsdaTusennnsgu

&.&.o lunsdiiidugnindrananssane flavesimdosiidiuimisdedusemwdndne
(Certificate of pharmaceutical products, CPP) #senisdaiusain1sdmune (Certificate of free
sales , CFS) LazfnsdiunnmengienanssusasnasgIunsuangwamaninusiisn1sintunsadn
o1 IneinansiusesiisTutsmavseninmadidnnselind visengnasadnudusinsd lagseyte
%01 Finished Product uavaniuilsanviidesusewnnigiu
&5 Nnsguvestefvuaguamingaudlendidny (Drug substance/Active Pharmaceutical
Ingredient  specification)uazndndnsiundiagy (Orug  Product/Finished  product
specification)

& o.e dnunsgruingiumlediang (Drug  substance/Active  Pharmaceutical
Ingredient  specification) Ltasmmigmmﬁmﬁmvﬁmﬁ’u%gﬂ (Drug Product/Finished product
specification) Iagsyysi1s1e1 (Pharmacopoeia)  MldE1edimsTinswilasuasgiuetisiioosos
Julumudeiuuauazanasgiuresnsiessilusiiseilasisenils audseniansznsig
A5 130AY 1309 S819e1 @UUT ) N4, ledole aeTudl o nsn PN WAL o@ol (asUsemAlusny
Aaamyunwudl oo nsngIAY beol)

&0lo dundfunduiitunsdou eyn vewis TagAuserddyuas nanfasiendudogy

&.o.m NIAingAuFedAty (Drug substance/Active Pharmaceutical Ingredient) way
wanAusiend13agy (Orug  Product/Finished  product) laiusanglusinsnen (Non-official
pharmacopoeia) fosanmdngiuieiauenadiumsgruveinsinsziguamdulunude
yiledeladroluil

&o.m.e dUarimug LLasmmgwummﬁmﬁw"luﬁ'mawawssmﬂﬁtﬂuam%ﬂ
%94 The International Conference on Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) 30

&o.mlo THMUALAZLIATHIUNYBINITIATIEVAUANE1VBIENER (In-house
process specification) flaemndasiu ICH Guidelineswie

& 5.0.o TdofmuauazINRsINTRINTIATIBIRUN N R RERTIT Al 3T
Fr5181 Fr3le Fsmile munTaUsENANTENSIANsITIAY 1389 SEYFTue (atufl ) ..
ol avfuil m NINGIAY W.A. b&olo (asUszmelussisanuniuil o nsngIAN bdol)
ﬁm%’ugmwumﬁu ( General requirement for dosage form)

................... 0oy Al @ :

......................................................................................................

wEANFITe Ainsa wigUndin Ns¥aNe WNAINTNS Tugdou
Us¥anunITung NIIUNS nNIUM3
AlENIUMSIIVUAANSN YLIANIETBIET TsmeTuaiay



Drug specification: Sulfasalazine ¢oco mg| &

nuwwe:  JofunnMnIwingAusaendifgy (Drug  substance/Active  Pharmaceutical
Ingredientspecification) uaznansiueiandiagy (Drug Product/Finished product specification)
#esdredaandisenfeafusazatuideatu sndunsnsdiidiseniidermuauazainasgiuves
nsnssiianizingAudaenddny wie naaduelenduiagy
&.o drumdsdefusosuinsgrunisuansintundninueisaalunisudnen (Good
Manufacturing Practices ; GMP)lumsnafiisadasivingiuimeid ey wazeriiausue (ady
arganuseunisnsivasulneiinanissuseddisiulseniauszninsiadiinnselingd) laedes
Usgnausig

&.0.0 AumisdodusennnsgumandnemumdninaeisnsinlunananTagAusen
d1Aty (Certificate of GMP Active Pharmaceutical Ingredient ; API) mﬁf‘Uﬂ’ﬁ"i'U'i'eNu’M'iﬁ’m

a  a 1 0 1 - o o v & W
WHO-GMP v3aifisuwinduegnelios Tneszyfoves APl uasantuieennisdeiusownnsgiu wie

&0 ANuMTIEoFUTeIINTFIUNTHANEIINVANNANIBNIARTUNSHARKEN 9T
ETWL%R]E‘LJ (Certificate of GMP Finished Product) ﬁlﬁ%’umis%’usmmmﬁwumu Pharmaceutical
Inspection Co-operation Scheme(PIC/S) Tnenia891uPIC/S participating authorities 1Uu3usas
viouflsuihwesdineuAmyNTIINI1TOIMITLATEY NSENTIE513aY TneseyTiaved Finished
Product uazantuilesnvisdeusesunmsgiu

&ollo.o dnumilsdasusaunnsgunmninvasniningiudlenddny (Supplier)
&.iloo ANUMTsHDTUTENINIFIUVEIUUIUTIHAN A (Packaging)  n3dli
%wﬁmmﬁ'}ﬁ%gﬂLLazcELLUaniqﬁhﬁaLLawhaﬁ'agjﬁ'u
&< duniedaiusaIn1siasIed [Certificate of Analysis (COA)] lnafnsusznaunig

¢.c.0 duumtideiusomanisiaetingausendfgy (Certificate of Analysis of

Active Pharmaceutical Ingredient ; API) TnedasUsenouse
¢.c.0.0 AnuiideiusemansiinseningiviendAgvendn Ingiuden

)
d1Aey (Supplier)
&.2.0.0 dAumildeiusemanisiinssingiviendidyvesnan #aindusie

duSagu (Manufacturer)

¢.zo dnumildoiusemansiinsizvindndueiendniagy ( Certificate of Analysis
ofFinished Product) vasjnansAnfusiondniagy (Manufacturer) lujumsnanfideizeenauasly
TngRueddggudeatutvdnmisdesusesmslinmeiingiudund Ay

&.c.m lenansvienangududuauduiusseninejunisnanvesingivresiiendiy
(Drug substance) fiugumsudnvesudndusiordnsagy (Finished Product)
&.c ANUINANTANEIANUALHD (Stability data) Tasdasusznaunie

&0 ANUILERNINANSANYIAILAIAITEEEET (long term stability data) ﬁﬂsumumqﬁ
Avualivuaaine/ussadiae 31uIU e JunskEe

& lo ANUMAAINANITANBIAUAIFLLANTITLSS (Accelerated stability data) 31U @

[ =

UNSHAALAZA

wnangild finsa wgiudin ALY WIANINYNT ToYaoU
UsEsmNIINNIg NSNS NITUAS
AMENSUNSHIIVUARMEN BN YYD 15N TUNALeY



Drug specification: Sulfasalazine &oo mg| ©

&.c.en e‘htmLLamwamiﬂnmmmmmmmvL'Uﬂ“l’u In-use stability data)nsdhifueniifes
liv3atiueninuss At AU & JUNITHER

&.o.@ ANULERINANIIANBIAIUAIRISEEZET (On-going stability data) Unsulaguu
(a7l o wae o Wew) Wusdrnlerduau ojuntsndn
&.00 ANUMANFIWANNFNYAVDINAAI LT (Bioequivalence)lnuwan1sAnynmaNyaves
nanfasiendulumudaiivuaues ASEAN Guidelines for the Conduct of Bioavailability and
Bioequivalence Studiesv3e gllan1sAnwnBauszindnauazrauyavonanineiyn nznine

ain

#1515 lawanitunioniissudnudrauyaildSunisiusesnsgrueindatnau
AuznIsuNITomIsuare (nsdiluldenduwuu)dmdunsderatyilduniseniiulises
vmsfnuniauyavomdniusiohifeduudes
€00 dnumanIAMUWINsnulun1sInEAUEIAULUY (Therapeutic Equivalence)
&0l §ILUNDNETUANNTIATUNTUTTYIU Green book vaansuinermansn1skwmg (i)
&.om AIUNBNAITUAAINITIAZUNT5USTYIU Orange  book ¥ae US.FDA.  #38 European
Medicines Agency(113)
.o nsalildendunuudeuaninisinumiendin (clinical trial) veseluystmalneiiuansds
naneAatnvessUTsufBufUBTuwUULazRRuRlusEIN1InIsUwg (f1)
¢.0¢ dumilsdofusesuinigiunisujiantundninasiisialutesufifinis [Good
Laboratory Practices (GLP)] lunsdifivhnsfinundiauyafiseuseine
.00 duumilsdodusesnasgiuiosufiing ISO/EC emolae lustsmseniliaus (8i)
&.on 72981981

&.00.0 ﬁmuawmﬁaadaﬁ'saEJ'1am’lui’u?iumuaamashqﬁaa ® WiU33q (Packing unit)
%uﬁummmmmaa.,l,aaﬂlmmumumammwum’tum%aamﬁuummlﬂmawuua 9147D91YBY
Jundniozdulaueuszningan mmmumquummwwasﬂ,uuaﬂm'l o U luiudsgmmdszninin
Sdnnsetind

D =

&.onlo ANENTIUNSY Fiiufeguenvesliauesmynielilaghinuliliindla

.0c NMsUsTRUANNMENTideay

¢.0R.0 snmaamuﬂ'riwmsmmmmwmwanmuﬁ wun uaglifiusyiFgniSeniiuAuan
AUNNUANYNTTNNMTOMNSUAYET

&.0co D1gURITdwsUsBsingInTurdnliiiuceirounarldruldlivesniecifou

& oc.a PMNNATdMBUILFRdETFoUTBIN AT iAn AT agUTuTids
HBUVBIHAR

&.0c.c N3dineseninsguieguefidweuifisdinsisTinsziguain mise
Srumsevvimilidoeswesogne Tasflauesian (§une) sxdesdeniudnmudnauiimioy
swmsdwmsniesviuaniudiuiaveualisglunisasielinnesiguam nsdfinuiieil
Julumumaidnuasiamy migsenisreanuansisuinsanmsiauesimendinanveiaue
5171 ({e) wae/vidofndeluniviely

. W B2
wagile Ansa wiedudin N3y WRAINTNT Foyaou
Usesunssuns N3N T3NS
AMENIIUMITMUARLENEMEIRNIZUBMEN 15N UTRLAY



Drug specification: Sulfasalazine ¢oo mg| o

&.oc.& fauona (§ve) dFosfudsusnnsdidesilndwuneny wuneny vieilefn

nsdenanmneuivualaglififoulunslu o weundaldiuuds
WA : Tod.om.m, Eow.c Way ¢oc.flauenadniduwanamiideiuses niouaasilede

[T R RIREY
&.oc NTEIUBUYN

E.ox.0 flauena (§ue) msdsruuindwimamdninusiisanlunisiiuinwvuaznis
n3¥31881 (Good Storage Practice/ Good Distribution Practice (GSP/GDP) leisun1ssuses
11M3§57UGood Storage Practice/Good Distribution Practices (Certificate of GDSP) uagfednds
gilvadansusiongunundnssy lsmeiunaias suswaufiinimun melumoTuuaniud
5umdsde nsdeveasgiauesindeudindaneiusien nquaundunssy lsmenaae
melu o futvaniuilaumndsde

oo nsiilusiifenivinwiigumgll o ssmwaisadediienatsuanuariusesit
fiszuumsifivuazdnadsendu cold chain system Tldumsgrundninest Good Storage Practice/
Good Distribution Practices

&oc.a Jlauasm ({ve) ﬁ]umBGUiiﬁ}M‘UMﬂTﬂULLEJﬂUiuLﬂ‘ﬂEJ’] wazduIuYn (Mhedunan
au) Wazmnson1smsraiusuisryiesuassuauuuiivvendniou
&loo NSUNENEIYT
Auesan (§ve) auaau’l‘wamanatgay'maumumwuﬂ il

loo.e NIHHANTANATIVIATILREERINNTLAINE MAn N suNnEvT e RS
Alénsgu 1ISO/IEC  emobananisnsiniiasiesilididuluauunnsgiudedmualudssnis
Uigningnan

&loolo ﬂm‘”jwamﬁmﬁawﬁmﬁgm‘%EJﬂLﬁ‘uﬁumnﬁaammmiﬂuﬂ'lﬁ’namﬂmzmsunWsmw'\s
wazen lurasnaesdygedoszans

&loo.n natiwuilgmamnmansdndusiiovdmaneUssaninauavanauaonsivsiofiae
fldsuen

&loo.a NIUMIIYTIYNHBE nﬁ’ué‘fﬁyzy’lmﬁﬂ%@%aummﬁﬂLﬁmﬁ’uﬁ MUUlIUIBTBINTINTH
asoian eeweieteuimaguamil cuazkansRosanldifurenisnduviouisniu

& oo.& [Husemsifinsinsandneenantyievedsmeiuaias
oo HIHUBIIAY (Q’ms)@usaﬂﬁwmaiﬁﬂumi%’am‘uﬁmﬁmﬁ'u‘ffmwé’mmmizaﬂﬁ’ué‘fﬁymﬁ’u
funeseiuvieduenedudsou
€l WiE519N15VeEIUANS LiSuRT KR Tusle sz IRgniFeniiuAulasdadneu
AznsTINseIsHazelusEEznaT oUneuiubulenasuszninsmdidnuseind
&lom 1BNANTOY 7

& lom.o lONANSNsUsEEiuFUsYaVEAMEasIA1 (Price Performance) Buiisniy (i)

WNEAIFIVTY Finsa wadudin N5E91e WNAINTWT Foyaou
USEBTUNTINNS N3TUNS NITUNT
AUZNTIUNNSIMNUAAMENYLIANIZYBIET 1SINEVAIAY



Price Performance: Sulfasalazine ¢oo mg | ®

N15UsEIUANUSZENSNINAB31AY (Price Performance)
o o o o = ) P ' s °
d1sunNTAAaaNENYRENUY (87LAL) NGUINULNEHYNITU Tsaweruraias Useant edbb
a as » N
g1YoaUey: Sulfasalazine &oo mg gastro-resistant tablet

NENNITUALINANE

AMENIIUNISIMURRANENvUsanIzen ndundenssy Tsameuaaeladavimdninee
nsUsefiuAUseansninsesnan (Price performance) Auiiaasnainnisusenmalinsesulioe
nMsdadedainauasnsuinmsiagnady we. bevotuliasrddyluiimsfinsandadendoiaus
1951 velumsiasandadendoiaualasiBnuuns ¢¢ (o) 3o (o) WnuIsUveLdy
duflunslagfinnsaniesslovdvemiisnuresss waringuszasrvaanislden Wuddy Tneld
AdafunnsinauasiasuunueiuUssnausy

AMENTSUNTSAMUARNENYLzIanIzYegIvelsang1uIatasaladnvimaninusinig
o ' a a ' . Y XX = ¢ o v v &
UsudluArlsedndninsesian (price  performance)nssliiulneiithussasdinelinisdndonn
aenpdostunsy Iy insdadedadnuazmsuimsianniady w.ea. eevouarléidunalaniisly
nsauasuszvumsidendeandyuesseiva lnaliarunsodameniiaunw dussdninmasma
1RsgIuRuAiInvue danuduAmamdniasygamanfassuguienseuIumsiansandaiien
Ausaladusssy wazmsfidwsaannyndieiiieates

AQUIzEA
o. NENNMUTINTUsTEUAUSEEMS NmsesIAn (price performance) asnsatiluldlviin

v
.

€ as a o (3 L < A - d @ o L% a
Ustlewdvisreszuuuimsivdue lngaunsaldiduiuimaviansesiiendrfgydmiunmsionsan
fadonenteadyuazendaingitedameteandly (eneluasendring Nlnunwedraminzan i
ANILANAINUNENLATEEAAR TANETGY

0. o linsdndodamenuldlunistininundiisvedsmeuiaims Imsdiiumseie
nsruruNsiilussla nsiidausay dvdngudasedng divguauwasdutagiu aansaedurgiuas
wiamsunisedifgtaanarasvaeulimun Ay

YDULUA
¥ o a @ = lﬂl ot al a v ax o J L v ar 1] -
Tddmsunisdadonentieaniy (saiuaverdaing dreisdndedndneniaigHiuis
didnvsodind (e-bidding) lsanenunaiay
.................... TR O ) /S, \R
WRANIWIY Finsa WeUudin nNTEY nEAMNYNT Fogyaou
UsEEMNTIUNTS NISUNTS NSIUAS

AMIZNTIUNIAVUAALANEMYANIEYBET NEIUNETNTTY LseuIalaY



Price Performance: Sulfasalazine ¢oo mg |lo

inusin1sUsziiuA1Uszansniwnasian (Price Performance)
alal
o.57AMBULEUB (Price)
ar LY P a r.'."l‘ v v L aca a
0.0 fulsiuIAn Wududsiissuumsdndedadnaniasgiieittilinnselind (Electronic

n

L%

Government Procurement : e-GP) nsudy@inans nsgmsaesmsadsasidudussidiuniminazuundlig
AUDIIAN
wa o ¢
oA MLAzANANTRTIIUUsElovUfan19319"s (Performance)
JofgrsuilguszidiuPerformance
o.0 NUINMIUSTEUAMAINKENS AT
oo UIN1IUAINSVIEY

ar g L of 1 1 A 1 o A’
SasdruimtinvesiauUsssninsadequnmuauauUATduU st losddenissunisilel

o % s o *
2% 4 AATIdWUNUNVDIAILUS
A1AUY dszinnen -
Price Performance
® Essential Drugs &o Do
Non-essential Drugs &o &o

* o ? s s a ¥ a o o
'e)ﬂ'i’ifi’]‘uu"l‘ﬁuﬂTJENﬂ'JLL‘UiﬁWTiﬂLUﬁBULLUﬁﬂiﬂﬁﬂuumﬂmﬂﬂiiﬂ AINUUARANANYIUSLIANIEVBIYN

WU

- Essential Drugs 7o snlungudiydemdnuieniivszian a, ¢ uag 9 3o g1lunguinulsn
(Therapeutic drugs) uage1du 4 MaunAnMLNTUMSTMIMUARNENYMHAN1E YN
-Non-essential Drugs fio enlunguliyfemdnuiwidusuan n uag ¥ vio elunguussimeIns
¥l (Symptomatic drugs) uaggndu 9 MuNAANLNIIINSHIMUARMINYMEIANIE YD

wRANFIVEE insa wedndin NSy WNEATINTNS Foyeou
Us¥eIUNTINNTg NIIUNT NITUMS
ARNENTINNMSAMUAANENYAIIANEYEET NuaNdYNTsY Tsmenuiaiay



Price Performance: Sulfasalazine ¢oo mg | e

inasin1sUsliugunmNEAS M9

¢ a a o ¢ o a o v v a v &
inausinsUszdlunun wadndusienteandsy (enail) UssnaudedeRatsan dwieluil

o. nuFiAUA NI (General quality criteria)

6.0 N353USBIINSFIU Good Manufacturing Practices (GMP)vaslse91unIauTEMgnanen
fnquszaed wioliliaudeiuinenindsdssuumsuseiuquam Wefigunmussangam
wazpuUaenste AswuaNnwRsg LT arasausluyngjuiiliniskEn
.0.6) GMP up3uTEngnaningAudendAty (Certificate of GMP Active Pharmaceutical
Ingredient: API) wipulususes AP
0.0.6) GMP vasui¥mdndne1dniagy wieduuussyuindusionduiagy (Certificate of
GMP Finished product )

.o 11A5FUIAGAUA21EATY (Active Pharmaceutical Ingredient Specification) uas
mm‘sﬁ'mwﬁmﬁmﬁmﬂﬂﬁi}gﬂ (Finished Product Specification)

Tnguszasa: dielwilanudeduinenfindeiinisauauaunm 18199938015 InssA Rl
WAsgIU INILAALNASININTEINTBNITNTIATIEN LarIEnsiessinsnailduvetunyfou
f3uelitu drdnauAngnIsunIsemMITuaTE) (98.) NTENTINENGITUEY

fimssusemnsgvesspecification vas1danalilusisen (official pharmacopoeia)d 3130
971984 specification maaawlmmummaﬂmmma'mua AUUTENIANTENTIATITUAY 1589 53U
b1 a0UT o WA, bdoe waradudl n.e. bede mwsummf}mmnﬂummmmymamamnm%m
d5asulaileiuses specification 13lus1s181 ( Non-official Pharmacopoeia ) muUsemeniy
wnsguLas specificationdoufulunudarivuauazannsgun1slaiigievesindn (in-house
process specification)ﬁaamﬂﬁmﬁ’u ICH Guidetinesw‘%aﬁmsmmuﬁaﬁmumu.azmmsgmﬁ"ﬂﬂ'am
mslnsziaunmrdningiufeidfyriendnendiiagy Sseaduimeniivatu aduideaiu
FuudnsdifidmeniiderimuauazinasgiuveansiinssiangingAudendrdy vie waadusi
diSagudsliun

@.0.@) Active Pharmaceutical Ingredient specification (APl Specification)uay
®.lb.w)Finished product specification

: ()
nJE 14 —

WNANFWIY fiwsa wieUnudin nseany wwannews deyaou
Usyeunauns N3N n3IUM3
ANENITUNMSAMUAANENYLIANIEYBET NgaMIAFENTTN l5meunalay



Price Performance: Sulfasalazine oo mg | &

dad o

o.m 4193g1UN1UJURRUnaNNuUgIEN1sNAluARIU{URN"S (Good Laboratory Practices)
Taguszasd alilnnudeduindnduderdniaguiindninanisnsainsnsinuninelog
vewuRnistmsizveniiliunsgu deyanldiaiugndeusiugi Weiield uavarunsosauiuld

Tnavialy

o.@ IATPIUNIRAUIIWILATNMINTTBEIRUVANIN SN SR TUNSIAUSNYIwAN S
n5221881 (Good Storage Practice/Good Distribution Practice (GSP/GDP)

foquszasd: teliflaudetiuioindsinmsmuauaunm lusswinimsdafiu uasnsdads
fionfewasmnzaumugiulunasavnddaunu eldensdiussansnmuaonsdte uasdiamnmlu
msUasnw ussim wiedesiulsala

4 . . . .
. NUNAMNTIWIRNIE (Specific quality criteria)

.eWId5UTDINANTSIATIZN (Certificate of Analysis: CoA)

Faguszasd: ieiUSsuifisunansieszinunimvesingiuiaedfey uavsdndusienduiagy
ilnunmessnuildBuretunsfoudsuelity dhanusuznssunsemsuazen nsensas
ansnsegumangudmiun STy laun

b.e.e) Certificate of Analysis of Active Pharmaceutical Ingredient (API)
.e.b) Certificate of Analysis of Finished Product
©.e.00) @14U1 Risk Assessment Report for Elemental Impurities(nsellyiiiviadia Heavy

metals)

0o M3iuTBIRmAMEARS LTI FasUIINMIIBIIUMBYeNiudeiie (Third parties)
Fnqusrasdifielifimnudoiuineiindainsmuauaanimeinssuaunssdn M
Ansedt uardiuszansamlunisineise Tasfinsdusesnuaimdindnainmissnunieuendiil
anhdeielinisiusesauninsdndusiveserduiasuilsanuvieuddnendugudn

.o HANGIUANAIAT (Stability data)

Faguazasdiie: Wisuifisunannuasanmueskiindusiondniagy hiilnsienuuasnnaey
AnuRtanNRIHAnST1eg1eieiiles Mmendniindndusieldfunseyifinydouuds ae
SadIEmsineiildinnsgiu Insuananusiinnsgiuveiimsieseifiaunsofigainnung
anmuoendnsiaeiludiu Lendnuel, ALY, mmu%qm%‘uaz Aunmduiddymudefmvusuas
vmsgulusisemausiaruwuvsmingudmiuUszdiuldundiuenansuaninanisdingainy
A3 (Stability data) Inediosusznoumniy

©.0.@) AWUNDNATTUARINANTITANYIANNAWITEEIZEN (Long term stability data)
.o o) FNUNDNAITHARINANITANWIAMUASTILUANTIZLY (Accelerated stability data)

.......................................................................................................................................................................................

YamgIuLe insa wedudin nsEane uaININS Yogaou
UsESIUNsSUNS NSSUNS nSSUNS
ANZNSTUNIAIMUARMISNYUKIANIZYT NELNUNFINTTN smeUalaY



Price Performance: Sulfasalazine éoo mg I &

o.en.en) FNUBBNANTUARINANITANBIAINARVUETALY (In-use stability data) nseiu
gfidpsnauvsaloanauldwiensdenannsaldldvarensmdulaly
o.on.@) FNUNONATHANINANITANIANUAIIITLELET (On-going stability data) Uargm

b.@ ANENYAYDINEANUYIET (Bioequivalence)

Fnqusrasd: Wandsuifisunanmsinuiiauyaamiznsditdineuenznssunsemisuazen
Lildl¥nnsiusasmanisinudaauya vieldeimualifnmmiuaiyavewansousionfiufuiy
Yarvua ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies %58
AllansfinuTilseaninanazdravyavoninineiennsensrsasisnguuangudmiudseidiu
loun

lb.€.0)dNUMANFIUANANYATDIHEATMIET (BioequivalenceMTa

b..b) foyananiimaaauaNLilisunandynssu(Pharmaceutical — equivalence)
Wisuieufuendunuy lTunsalifisisaunanisfinen Bioequivalencewsa

0. o)dNUTBIUNTANYINITAYATY (Dissolution)  TueIA1m BCS  class  ild 3y
biowaiver a1y ASEAN Guidelines

o.¢ Anuwinfisnlunisineiueduluy (Therapeutic Equivalence)
Taguszaed: WaSouiflsuamnmuowdafusiendndaguivenduuuy Milaunmusynsam
warauUaonse wwdedundngudmsuusediu laun
b.&.0) Anuienasuaninislisunisussglu US.FDA. Orange Book %38
b.&b) duenansuaninslisunisiusesain European Medicines Agency (EMAWY®
lo.&.on) dnunonansuansnsldfunisussalunemswdndasienadylmiffamuinio
Tun1sUndpsnunMuBfuMUUTIEITNNUANENTTNNITEIMTLATYINTD
lb.¢.&) ANUNONANTUANITIBNUNITANYINARBIMNARTN (Clinical  trial) Aidsuanda
Uszavsnm wasiimnuindientusverduuulunsiidanuilsavesendeansiyiiaueysenan
5191 ¥3a MeNUMIAnymMAReMAaTn (Clinical trial) fuanafeszansnm uazUszdvinaves
IAZADIANUN LU TAITN N TUNNE
.5 AMNTHYBINTUTUTITIAUNEEN 281N uay Lanansifuendmiuussanvu (Package,
Labeling & Patient information leaflet)
Fnquazasd : ~foUssilununmuesusafusiuasanugniesnsuiuvesaannsenuiiléty
votunsfoui iUl fUd i LANLNTIINNTOMNTLALEN NTENTHATITUGY
- euszdllumugndes asuthuveenasiivendmsulssrguivuamedah
ONaN3AAUEIUeIEITINIUANENTTUNITOMITWALEN NTENTIEANETITUAY
wangudmiumsussiiu leun

..................... DIHRL s meimesmsion  samssmsessesssnsamsssissesasm oS s T S
WREAMIFILY finsa wgUudin N58Y wsamnYNg Joydou
UsE5UNTINATS NSNS nIsUMS

ANENTIUNTIMUARLTNWZIANZ YR NENNUNEYNTsY 15meuaiay



Price Performance: Sulfasalazine &oo mg I
o.5.®) ANUIAINTUNELTEUAISULT (LUU V8.0U3D B.e)  TN9ATURNILEENEY Wiou
TwavdunRuANYNzIawIzYRIEId s URTUNz el
lo.5o.lo) ANUNDNETMAVENENTUUTEVITU (Patient information leaflet)

. UINMINRINITYIY

s msUszdiuldlufinsanuinswdnisusvesdiauesia (§uie) o
.0 MIkanAsunTAusismuaoy (enifueniifionglifu o Indsniuiinga)
o Mavssfiumufiwelarediauest (Wismiesunusmesemseniiave)

..................... A | Z S, - 2,
wRaNFILY finsa Wedndin nszany wsEInens doyaeu
U5e51UNTIUNG N3IUNS NI5UNT

AMENTTUNIAMUAANGN YILIANIEYRIET NFUNUATTNTTH THNEIUIALAY



Price Performance: Sulfasalazine ¢oo mg | &

a a o o o
ANT1ILANIAZULLINMTINTUTTITIULAT AT LA WHERANIIB1 Yo"l (Performance)

Performance: AzUUULALe conziuy (Andudadiuiosas vo)

o. tnausinunmMN3lU (General quality criteria); ASUUUAN m& ASUUY

.0 N33UTDWINTFIU Good Manufacturing Practices (GMP)¥84l399UnTaUTENENERY ;
bo AZUUY
@.0. GMP 983U3 ”w:{wﬁmi’mqﬁu (Certificate of GMP Active Pharmaceutical Ingredient) ;

®0 ATUU

a10u Wndgin1sUsERU ALY

AndndagndrAglisunisiuses GMP-PIC/SIneviiasay PIC/S  participating
' o o v o ' o Y ) i

@ | authorities tunuaafieatasiu APInsdllisyunuindmiay Asauanivdng uin | eo

AP ldSuaugalvindnainmiisauiginedes

vV a @l o a Ve o A d r =i 1
ranienddeleisunisiuses WHO-GMPTunuaaisadasiu API nadlliissy

ar 2 @ ' v v oa ' v o ) o.&
NHIRYALIU ABILFPINANT U API 191TLJ'EJ'LéQJ,']WSLﬂNﬁFI’(]"Iﬂ‘WU"JEN']ufﬁ‘WmEJTUEN

L a o Vo at (=) d d at

Jrdndenddnlizunisiuses GMP anUsmaduaalunuiaiiingadesiu API
o | nidildszymnataau deswansvangiuin AP lasusygalindainmhenuls | «
Mietos

[ el v = v L= at [ ! =
liid13aulyte o Nede enToluiussauInsgIUAINEIINNADIY YD
DYITNINTONMITUTN

" wdNU QR Code WaALMN WUAB9IY PIC/S participating authorities

P g ]
rERRL LiSE, it
I LA P e
PRy
F il
g

e

..................... L~ S o = -
WNANIFIUIY inga Wwwdugia NSy UAINYWS Fuyaeu
UIE5MNTINNS N3IUNTS NIINMT

AMENTIUNIAIVUARENYMLIAN1EYBI NFINIULATYNTTY T3IMenUIalaY




Price Performance: Sulfasalazine ¢oo mg | &

Finished product ); @o AzLUU

0.0.0) GMP 23U3Engrane1d 593U vieduuussndndugiendniagy (Certificate of GMP

Rl wnausin1sUsELdiu AZUUY

Andnerdniagulasunisiuses GMP-PIC/Slagvuiesu PIC/S participating

o | authorities lunuanilifeadasiu Finished productnsdiliiszymnadaiau foe | oo
wanamdng1uin Finished productld¥uaygalindmanvisnuigiiieates
guanendniaguliFunisiuses wHO-GMPlunuaailiieadesfiu Finished

b | productnsdiliisyyvunadaiau dosuanmdng1uidn Finished productlsifveygn | a.¢
Iiananmisnuigiieades
fnanendniaguldtunisiuies GMP  Mnussmeadrdalunuaaiifsadesi

o | Finished productnsdilsisyyninadniay fieauansvdngiudn Finished product | &
Issuaunnelindnannmhenuigiiiedes

) Lidhiteulute o fede avde lususeunnsguindnivuneny vie 3

DEIENINNTON1TIUTN

" anu QR Code WORUWA W89 PIC/S participating authorities

wamguld insa wietudin N329Y wsanans Foyaeu

Us¥5IUNIIUNNG AFTUNTS AFIUNTT
AMENTTUNTSMIRUAR AN WELZLANZ VBB nfjumumé‘fﬂnﬁu Tsanenuanae




Price Performance: Sulfasalazine oo mg I«

0.l 41NTFIVINOAUABIEIATY (Active Pharmaceutical Ingredient Specification) uaz
mmg’mwﬁmﬁmﬁmﬁ'ﬁ%gﬂ (Finished Product Specification); @ AZUUY
@.w.@) Active Pharmaceutical Ingredient specification (APl Specification);,e AUy

nsdldusenaserldsunisiuses Specification Tug1sie Official Phar

o

SR

ATLUU

nauginnsUsEdy
81984 USP, BP, Ph.Eur.,, Phint., JP atudga smudsznia 3o seysisnen ady
7§ e N bebe uas atUfl b na bese uazuitlrlunsdeumiueuds ¥
1484 USP, BP, Ph.Eur., Phint., JP atuniuusenid (Fo9 seydisen atufl o
© | ya oo way atuil b 1e besl uasiilulunsdouihiuend 3
#7994 USP, BP, Ph.Eur., Ph.nt, JP adumuuszma wiie avtulwiniiusznie
T | Fes spysneen Tasdredannndt o atusiuiu ©
81484 USP, BP, Ph.Eur., Ph.nt., JP adumulsznma wie adulnininlsznie
¢ | 1509 szyiisnen wadelilduflolunadeudiiuen (onans s.e Saldldsums | o
FUT9931N BY.)
nsidusenmseitlilédunisiuses Specification ludsnen (Non-OfﬁaaLPJ]r?rﬁgﬁ%ﬁﬁ)

anu inausin1sUssidiu AZUUY
JuingRusaedfgyuesersuiuy (Innovator  drug) 7l §7994 In-house
@ specification faenndoety general chapters muﬁizﬂu USP, BP, Ph.Eur., «
Ph.Int., JP, ICH Guidelines (QoA)
LfJui'mqé‘mﬁaaﬂﬁwﬁ'{waqm%mﬁm (Generic  drug) 7181484 In-house
© specification faonadeafiv general chapters mu'ﬁ'izq'lu USP, BP, Ph.Eur,, o

Ph.Int., JP, ICH Guidelines

wNangild finsa

o Voed
........... WA MMl snnnsses maniuasiusnis

UIBUTIA NZANE

Use51UNIIUNIS AFTUNT ATTUNTT

ANENTTUNIAVUARMENYAZIaNEY NENMUNEYNTH Tsameuaiay

wannwns duyaou



Price Performance: Sulfasalazine ¢oo mg | @0

@.o.) Finished product specification;& AEWUU

nseldusrenisenldFunisiuses Specification Tud1s181 Official Pharmacopoei

f1AU INUgIN1TUTEEY suuy
1484 USP, BP, Ph.Eur., Phint., JP atiudngn mausznia (384 seymsnen adu
? i e W bebe uay 2T b w.e bese wazutlelunadeumiueuda ¥
#1993 USP, BP, Ph.Eur., Phint., JP atunmusznd 3ee seyisne atufl o
g WA odoe WAz atuT b WA bevl waruiltlungdoumiueud =
) $198¢ USP, BP, Ph.Eur,, Ph.nt, JP adusmiudseme wis avulminituszna .

3949 52yisen Taededannit o aduswnu

$1984 USP, BP, Ph.Eur, Ph.int, JP atumaulszmea w3 avulminiidsena
¢ | 150¢ seyisen widelildudlolunadeudiuen (enans s.e Silildsuns | e
SUT0937N 98.)

nsihdusentseniilailédunisiuses Specification Tusisnen (Non-Official Phar

annu inaugin1sUTsidiu
= L & 3 v a v a
Lﬁuwamnmmma%%mgﬂmaammmmu (Innovator drug) ¥ ©1989 In-house
® | specification fi@anadasriu general chapters muwsyylu USP, BP, Ph.Eur, &

Ph.Int., JP, ICH Guidelines (QoA)

Jundadusiorduiaguvessnteardy (Generic  drug) 11871989 In-house
o specification fidenmdaaiu general chapters aufiseylu USP, BP, Ph.Eur., 15)
Ph.Int., JP, ICH Guidelines

NG

Y oa W o

& v oa ° ' o 3 da a &
- nsdlnandendyviednineduiagd Tiszyaduvesdine @ndnu) Tudwundu
nudoudrfuentunedoulifudinanuamznssunisemanazen (aw.) Wialivsingatuvas
o d = a (3 = * aa

fnsngnedsludnunluingiei (Certificate of Analysis:CoA) AMENTTUNITVOANIUANTTIAY

Uszifiurzuuulumdetidulumuwmsnsauniy

wanMgIvld Ainsa weddin NIEINY WaINTNs foyaou
Us¢5UNTIUNT NISUNTS NIIUMNS
ANIZNSTUNTSAIVUAANSNBULANIZYET NALILNFYNTTN 15aneunaRe



Price Performance: Sulfasalazine ¢oo mg | @@

a wa ar (=1 = a o, .
0. WIAsFIUNSURURMamENLNuEIIEnMATuesUfURAN1S (Good Laboratory Practices);
o AZLUU

o w < a - % y o
a9y wnusinsusudiy (Fendeladenis) AYLUY
Wugndndagy indslaelsanuiildfusennasgiu GLP nmbeyuinindede .

® v ° Y i o aal
wiouuansd@unenansiing1s a Jufiduausyszmnsin
[~ = a a e v a wa Vo a [

. \Juprdniaguiindalaelsinuiiivesdfianslafumsiusesnnsgiueglu .
Jny@s1e@e WHO List of prequalified Control Laboratories*
Juendniagudmanlnelssnuiildfusennnsgiu GMP-PIC/s  Taenuasnu .

en
PIC/S participating authorities

<« | hifilenansdanaiuinan o

- v o e o = d‘
* ugnu QR Code tiloAMN qumuﬁwawgwmsﬁaq’tuurg‘uﬁwa WHO List of prequalified
Control Laboratories

..................... A R UURE &, R
wamgily Ainsa wipdudin nszay WNATINYNT Toydeu
YTEsuNTTuNIg N37UN13 NTIUNT

AENTTINITMVUARUENYNEIaNITTaseT nEuundunTsy Tsmeuaay




Price Performance: Sulfasalazine ¢oo mg | elo

o Y a = o
®.@ SJ'IFIiﬁ']‘uﬂ']itﬁU'in‘b‘qLlﬁﬂﬂqﬁﬂ‘iﬁiﬂﬂEl"lﬂ'l&l‘ﬂﬂﬂLﬂN'ﬁ')gﬂ'ﬁﬂmuﬂﬂﬂﬁUiﬂU']LLﬁ%-’ﬂ']'i
ns¢a1881 (Good Storage Practice/Good Distribution Practice (GSP/GDP); & Azihuu

G nausinnsussdiu (Bandeladewds) AU

f¥voygiandn/idivieden wavgiudnalaiunisiuses GsP/GDPIIN

o | dinnunmznssunseMSkazen w38 MNvaBe third party fundede | ¢
wiu SGS, BSI (Raaaviisleguiu)
f3uoynananihdmdeden uasdSuduldfunisiusesnasgrunsiiving

© WAENIINITANBAUAININLIATIIY GDP-ISO  ooa MBI )l
dndeile 1y SGS, BSluazdeaglugasssuziamiuses

o | Livanseonarsmsiusesnggiu GSP/GDP o

w.AnusIAUN LN (Specific quality criteria); Do ATHUY

.0 WiliF0SUTWANNTIATIEY (Certificate of Analysis: CoA); lew.& ATUUY
b.e.o) Certificate of Analysis of Active Pharmaceutical Ingredient (API);, @o AZWUY

a9u WnauaNIgUTLEY SLUY

HANTILASIERINGAY MU APl specification  AsUNNTITRYDY Universal

® 4 , ®0
tests wazSpecific tests 19989 Supplier uagManufacturer
: HANTIATILATNQAY M3eiU AP specification  ASUNNITBYBY Universal
w

tests wawSpecific tests \aw1zU83 Supplier W3aManufacturer

nan1sIAsIzRIngAu meafiu APl specification  AsURNYIaves Universal
tests @WEVDY Supplier wagManufacturer

NaNISIASIEATRgAY mseu AP specification  ASUYNWAUBYEY Universal

¢ tests 119084 Supplier W3aManufacturer «

. HaMSIATIERIngAU APl Specification wiiliasuyniadeves Universal tests .
waySpecific tests WANW1UDI Supplier Ww3aManufacturer

] HANNTIATIZWINGAU APl Specification wildasuyniidovas Universal tests 3

wazSpecific tests M9983 Supplier wazManufacturer

........................ AT . (\
wRaNgIULY finsa weUndin N5y WNATINTNS Tyeaeu
UYsEEUNTIUNIG NI3UNT AFIUNIT

ANENTIINSTMYUAANEN YL IaNITYRILT NENNUNEINTTY Tsaneunalay




Price Performance: Sulfasalazine &oo mg | &

o.m.lo) Certificate of Analysis of Finished Product; @o AgluU

816U inaueinasUsedi ATLLUY

HaM5IATIEREId 393U 591U Finished Product Specification Asuynide
® | 983 Universal tests uaiz Specific tests uazfinnsuanwmalugudoyaidevinnm | oo
(Quantitative data) wSeftav uniiu a9 Physical description

NansAsIEied 393U nseiu Finished Product Specification Asuynside
© 299 Universal tests way Specific tests u@iﬁmmamwalugmmu“Conforms, =
Complies, Not detected, N/A”

0.0.10) Certificate of Analysis of Finished Product; @o AzWU(#B)

19U WNNNISUSELIY ATLUY

NanN33A312ENd 593U n3afiu Finished Product Specification Asuvnwave
W@nizUniversal tests Way Common dosage form specific tests wadins

" | wanswalugudoyaiBauiinn (Quantitative  data) wie Faav aniiu sade °
Physical description
nanTIRsIEendnsagy sy Finished Product Specification Asuynvinte

& | @wigUniversal tests uax Common dosage form specific tests W@iin1g &

wananaluguwuy“Conforms, Complies, Not detected, N/A”

Wan33As1zie1d1393U 3y Finished Product Specification Asuvjnvade
¢ |@meUniversal tests uwasiinsuanmwaluzudoyaiBauinim (Quantitative |
data) 30 FLav BnLiu Wate Physical description

nan153AsEie1d 593U sy Finished Product Specification Asuynide
15 @1y Universal tests LLGiﬁmiLLﬁmNa'LugULLUU“Conforms, Complies, Not o
detected, N/A”

WNAIVEY insa WeUndin nszany waEmnwns degaou
Us¥euUNTINNg N3TUNNT NIFUATS
AZNTIUNIAMUARAMSNYNLANIZYB81 NENNUAFINTTY TTMETUTALaY




Price Performance: Sulfasalazine #oo mg | @&

1l @ W

©.e.m) U1 Risk Assessment Report for Elemental Impurities (ns@ilaifiiade Heavy
metals); o.& ATLUUL

anu inuaIinsUTEIRY AZLUY

fiRisk Assessment Report for Elemental Impurities kanIIvDIAPILAY Finished Product

o v v v_ o % 2 o.&
ﬁﬁEJL‘ﬂUEJ"I'mﬂiUﬂ'ﬁUﬂL"JUﬂ']M‘Uﬂﬂ'MU@I‘UOQ ICH Guidelines (QmD)

i1 Risk Assessment Report for Elemental Impurities wanaawiz Finished Product wawil
nInAaay Heavy metals Tu Active Pharmaceutical Ingredient

o 1l Risk Assessment Report for Elemental Impurities wanaawe Finished Product o

1 Risk Assessment Report for Elemental Impurities uwanaawie Active Pharmaceutical
Ingredient waziin1snaaau Heavy metals u Finished Product

dlanenisneasyu Heavy metals lu Active Pharmaceutical Ingredient Specification

iz Finished Product Specification

as = ar ] a = .
©.lo n"ns‘suiaaﬂmn'mNamnm*ﬁméﬂL%Q31]mnwu'wmumﬂuaﬂwum%ana (Third party); &
ATKUU

o _ o o« = = v v P
#1nu NNNITUSELUY (manwa’lmawuﬂ ATLUY

v
L

senseiiiaueaglu Green book davileg NSUINENFNIARTNISUNNE FIUFLAY
# o falaquu

emseaualdusidueniegly WHO List of Prequalified Medicinal
Products* wazlasusemztdeumsuanaINgIunNUAMENITUNTOINISLATEN

semsfiaueifeyamsiusesnuninuansiost feil

- wan1sns19Asedduauliosndit e Jun1sHda uaiiden1InIng
Sinseisedlidesnihdefiseylu Green book atuaaafiusngsensende
andyAeaniu

- namseneiiongliiu ediunniuiliusemansiinseiieiulsyne
Ussmnsiandidnviseding

- arvienyilaeesu fuinistdslviesufuRinisvesfanenilannssuses
ANaIONIUfURNIIAaaURIuY1 (Medical testing: 1SO edeme) MM
1M ISO/IEC emlolod accreditation body fvousulusyduanna [ILAC
MRA Signatories (International Laboratory Accreditation Cooperation
Mutual Recognition Arrangement Signatories)] %38 lngdinauuInsgIu
Vo JURn15u0enTIINeIEanin1sunng nIENTNEIEITMEY

o w =i ¥ . - a v 1
m‘ﬁ'maaumsuamaq'lu WHO List of Prequalified Medicinal Productsiiaaaniuaniu

https: ranet.who.in n r ified-li icines/ex
....................... I ) /S ?;\
WNANMFIEE finsa weUtudin nsEy WNENNINS Fogapu
Us¥aIuNTINNTg NTIUNS NSIUM3

ANIENTTUNITINNUARNEN BIUTIANIZYRIET NUNUAFYNTIN T5aneunalay




Price Performance: Sulfasalazine ¢oo mg | @&

.o HANEIUAAUAIAD (Stability data); @o AZMUY

insinsUsZIEiuAUALAD (Stability data)

[

Long term stabilitydatam1u ASEAN guideline on stability study of drug product nuldl storage condition il
®) mo°C + o/ ©I&% RH +&%%3D
b) &°C + o/ (Refrigerator)¥3e
o) -wo’C + &/ (Freezer)

UBZABIUANINANTANYIATY sUNITHERURY ATUANDIYRITIUTINQUURAING

gl ineusinnsUssdiu# ATLUY
§insAnw Long term stability M1 ASEAN Guidelines ASUATHEIEEIUURAIN
Fudulumunnsgiundnineieduosuindlulunadousiiueuds uaviing
®  |msfiner  On-going stabilty Uieulleqiudiuau e jumiswdn °
(Fomnaauiinan ouay oifeu [Wusdrales)
imM3fnw Long term stability m1u ASEAN Guidelines ASUANBIYIIUURATIN
o | Fadulumunesgundsfasiodidoguiuililunsfoudiiveuds wilifiva | o
15N On-going stability Unautdaguu
sdufl neuinIsUsELIL AZWUY
JnamsfinwanuAsmaulaly (In-use stability data)ny ASEAN Guideline
o | uasiidoyassyluienansiiven (adhdunfidemaumiodantouldviol b
g17iussalu multiple - dose containenduau o JuNsHER
InansAnwmAaNuAIluan1IzLse (Accelerated stability data) m1u ASEAN
© GuidelineATuU e JUNTINAALAZATY b 1ADY .
) niﬁ;‘f]umﬁlﬁﬁa&ﬁ In-use stability Tazuuuiide Accelerated stability B
AU

= d
# nuwis \dendaifeanlinsuuugege

b.a ﬁ?’luaugmjawamﬁmsﬂm (Biocequivalence): & AsUUU

s1msenfiave (wandusisrandy) Alauaudiedidlnogrmiliriolud szfeuanna
msfnTasuya(Bioequivalence) Wiguifieufundndusiofiuiuy

o) anSousnandnylus aidrlulsemalnasthidanisssmedsddeddy v
Auuss wagguuuumdeutundnfasielnidslisunsidoumiunded w.aoene

o) uAnSausienatyiiivdngiuin Iuanisinulsivindeusunanfasieduuuy

o) uamﬁmﬁmmﬁ'wﬁaanLLUU’LﬁUamUdaaﬁ’amuuuaanqw’ému (sustained, controlled,
extended, prolonged)

..................... T S ’LL
YNNG insa WgUudin nsEae wnamnuns fuyaey
UsEsmNTsNNTg NsIUMS NSNS

ANENTSUMIMMUAANENWNZIANIZYIEN NGUNULNEYNTIN TsMeuaEe




Price Performance: Sulfasalazine ¢oo mg | @0

@ AuAnTABuY MuUsENIAINETINNUALEATINANTE MM IRALE Fos mtunziTouiiu
gIMLTaRNas ASEAN Harmonization Product on Pharmaceutical Registration
nsdiduseniseriiléueniulilifednedauyaluuyed wionansdnwinisazate/
Uanudesineilunasanaaes sxdesliguautadeluil’
o) tilugansarareunmnnidedmivlimmasaiden
o) gduduldnneuen Tiur oAy o1dis e19a e1dany FmTmansinwiamsi udens
FosfigatilsyavBuanmsinuieisiug Wumsiamanandyinemnendin vieinssfugisnyislu
MADAVIARBIBU TIvangan
o) erililaglintawanisgaduidaginenie 1y v1aansa (antacid)  w1drewend
(anthelmintic) 81%88AR1 (ophthalmic preparation) 8 veaAYy (otic preparation) GREVATRAE
(radiopaque medium) FsonafosvhnisaaeuanLiisu s ansnan sty 1wy
MsAnwandeine) niemsveasuluvaanareILUUBL gAY
&) eililaeisganu ludnunsifufiavieloseve  (vapoun fifleanupindiouiung
NdNITUAUEIRTULLY
&) EJ1Jﬁuﬂizmﬂugﬂaﬁasmﬂa (oral solution) Wiy elixir, syrup, tincture #ifliAmLin
Wenmandunssuiugsuwuy
) 8713ULUUK (powder) Ferewduansavanslanould
o) 819U FadTNIUANENTINNITOIMITHAZE RASUILENAIUANAITIATUENLIUNSANK
Prauyaluuywd

wRaMg e finsa weUndin Nszae usannens fugyaou
UsE5IUNTINMS NIINNTT N335
ANIENSTUNSAMUAANSNBUZANIZTEN NAULNFYNTTH 15aneunaae



Price Performance: Sulfasalazine &oo mg | @«

nausiNsUssiiuAuaNLATaINaaineien (Bioequivalence)

=b

a =
LNMINTUTELIU

AU

fisn891unn3AnY Bioequivalence (Hulumal ASEAN Guidelines (RUufl o)
Fufeunsn WA, beoedufuly wio f518erun1sAnen Dissolution Tusn
A% BCS class #il&5U biowaiver 1y ASEAN Guidelines @sdntinanu
ANNISUNSOIMITHaelinsTusearauariulunia US.FDA Guidance 38
EMA Guidelines a1an wiaidussuuuunde iugieanzidoudiuneud
WA, lo&nd

= < = , g . v o
f57891uMsAnw Bioequivalence Uuluniu ASEAN Guidelines (aUuf )
o v e - = o a @ = )
FILATUT BIUIAL WA, b&dl DITUN mefUIAY N.A. bd&ooTedrtnau
ANZNTTUNNITOMNSHALENTINISSUTOING

fidoyananisnadauaduinfisuniuadynssu (Pharmaceutical
equivalence) Usuiisunugidunuunanslunsalifisieaiunanisfined
Bioequivalence

fisnea1un15Ane Bioequivalence lailulUAMNASEAN  Guidelines/US.FDA
Guidance/EMA  Guidelines  wAflNan1sNAaaUAUWINABNNINATUNTTY
(Pharmaceutical equivalence) wanq

&

lafisreunmsAine Bioequivalence

o

# nsdleiauadusensedldsunmsenviuliddesinmfinunTauyaveds avssassiliuany
wiiiealunssnwiuenduwuy (Therapeutic Equivalence) wnu

......................... x Y e

O

wramguld finsa e dnudin nyane waININs deyaey
UsEaIunsINnIg NIFINS NTIUNS

AMIENITUNIMVUAAMEN BUSIANIURILT NFUNUNFYUNTIY 13IREUIRAY




Price Performance: Sulfasalazine oo mg | ec

o.@ AuiisnlunssneiueIfuLuy (Therapeutic Equivalence); o.¢ ASUUY

AR s RTaITanusLfuUNHan1T Ne R uNNeTY bUsEIRY AD

« o a  w ¢ v v o« | . 4
UseLiuf o wandusionadynesfiauinfisuniandynssy (Pharmaceutical
equivalence) TUNARAUTEIFULUUNT OB 1B

* dayananasouauwinfieuiunandunssu (Pharmaceutical EquivalenceData) diu
o) Frerddywileututaregluguuuumuniifieaiu (Wuedluguindeviafioaiu visegluguiea

§ =i

wedignuiugFuuuunEoad198anuaasgINiIUALAEEINATUAMEATSUNSEMISUASE

o) WWINBNYNU JUKUUEN (dosage form)iFniuuariinunmmeudeivunnnsgudieafiunie
Wiguwinnu

o) ﬁau\,amaammaﬁuauamaaﬁwﬁ’n (weight variation) wagUTuMA281dARY (content of active
ingredients) w8381@13ty (Uniformity of Dosage Units)

Ussiudl endnfusioiandydosifaauya (Bioequivalence)funaninsio1s14ds lag
frsanainsansAnelisudfisuiauseavua lnsiidadiudmisiiinesninadveaumans
sswhanandasienandyfunandusiondds asfeseglutianasifidvue

nanfnsienfiianuwiniisuiunandunssuealiffauyaiu iesaniadusingg laun
siauarUiunnvosansuiusinililugnsisu sumeynavesienddiy AunmvesingAuTlY
LagnssiAsnnsuan Judu Faladumanildmalinisazans wiemsuanUaesfeieenainuanfasi

FIWVIN5AATLE NI NN BUANFNAY

Y 7] a dy yao i ¢ o '
fatunsaidusreniseniildueniuliflidasdne@rauyalunywd vislideudanina
' o a w ¢ o o o 1
nsAnwInsazate/Jandassdienluvasanaaes nindusieneadyiduausUszninginiiy

szuuUdlAnnIaiing zdaedidu1enansudndNan1sANYINI9ART i
a o ¢ o o a v [ ' = o o« v
9181811535 UUBIAULYS U UsEansaIn wazauUasadiy wulsauiio v

v

windgdsseniirnudetuirerfeadyfindniguawiazyssansnmidsuriiugduuuuly
msilulduntasnulsalviuguoy

wanguld insa wedudia N3y wamnans doyaou
Usesunssunng n334N1S N3sUMS
ANNIIUNIMVUAAMENYAIAWIEUBIT NFNMUAFYNTH TTaneunalae




Price Performance: Sulfasalazine ¢oo mg | ot

inausinnsusziuauvindiedlunisineifvendunuy (Therapeutic Equivalence) loun

gt nausinsUsudiy (Bendofiazuuusnniige) AU
NSUNANAUNEIAULUY
o | fsssunsnsmenainivanddsssavinmuesendililunisinviuasifu | o
Tunsansmeunvdiiundede
nsfionesiyfeiu
1#$un1sussylu US.FDA. Orange Bookw3a lA3Un133Us0931n EMA wazdans
© | amurduses wie Junadfasierduiaguedléiumstunsfoulneminsany e
Therapeutic Goods Administration (TGA) Uszweinaalnsiae
Irsumsussglusemsndnsasisaiylwmiifamusinielumsdiainuiueduuy
- yosdningt dinnuangnssumMsamnTwaren wasdimanuzlumsiuses x
sAu wnusin1sUszdiu (Fondeilazuuuinniige) AZUUY
nstlendeaniyieniu
flsngumsAnvimeasmnepdiinfivsuentsseannmuetenfuenfunuu/en81ede wiesieay
nsAnwvAaeNIndinfianifssansnmusteildluntsine adifuiflunsasansunngi
Wdeite
(n) imﬁﬂu"’;ﬁ%ﬁmwu‘ Randomized double - blind controlled trial warinmsARuwly e
NIAINIMIUWERUNTeds
() mﬁup‘i‘%‘%ﬁauw Non-Randomized controlled trial wazdin1sANUNILINTAITNN e
MsunnuGeie
€ [ () sTeviEadtuuy Observational fiflnguArunn ( Comparative studies ) liunl 3834
wuu Cohort studies , Case -control #38 Cross- sectional study Wwazlinisfnuwlungans m.0
mMansumdiindede
(1) 3nsAnwnduuuu Descriptive studies WUy Case report w38 case series Wawinng
fuilunsansmanisunndihindede e
(3) msfinundug Mifeatestumiudaenfovessuay/miernulaenfovesiiilasue wie
vdegas (n), (1), () 3e (9) AlldFRuilunnsansmansunndiundetio o
(@) Lifiwnansuanstoyaativayusddenu Therapeutic Equivalence
& liififeya Therapeutic Equivalence o
I 1A, . @ ....................
WEMgIvae finsa wedudin n5eay wsamnms Joyaeu

Usesunssunis NITUNTT AIIUNT
ARENTTUNNIIVUARMGNYLANIZYRILT NEUNUATENTIH 15 meunalay




Price Performance: Sulfasalazine ¢oc mg |loo

d o s o ar ar
.o ﬂmn'}wwjmnwuwsiqﬂauwam QAN LA LNa1TAINUEIaINTUUTEYITU (Package,
Labeling & Patient information leaflet): & AvLUY

UsIPAMTilenIEvuY (Primary Packiri'g) w30 Uﬁi]ﬁtuvfﬁ!’fuﬁaﬁ'

dnl o we, o A)
ANNTNLDINYUTUTTINFUNHY R ITAMENTR Aail
®) ﬂ’\‘ﬁuw’i‘iﬁgmx‘imuﬁiaﬁu Finished Product Specification
) UsIRUUNIEMg (Individual Package)

fduil nTiNITUsEY AZULUY
» | nsdiguuuuen Injection ussysitueiiiu vial, prefilled syringe n
b | nsflguuuue Solution/Suspension/Syrup ussafasidu Glass o
o | nsdizuuuuen Solid usTyfnsiiu Alu/Alu foilfor Blister @
« | nsdlzuuuuen Solid ussysineiiiu Alw/Alu foil for Strip o
¢ | nsdisunuuen Injection us33nusiiu ampule ®
> | nsdisuuuuen Solution/Suspension/Syrup Ussyiusiiiu wm PVC ®
o | nsdlyduuuen Solid ussgsiusilu PVC/Al Blister ®
; usspfusiidnuaensamudisyylu Finished Product Specification uslaildussy e
wuueWIznlae (Individual Package) '
pangtuuusIeiosl
fduil inauein1syseiiu
o | ussedsiiden prmuse Fumuaeggunandn uandluyniisyess ®
o | usseiaeidifen aruuse Tunueengiunisudn Liuaasluynmievessn
wnansthiuedmiulssein
i nauein1sU s
flonansmivendmiutsesvu fideyansufuiunisinrsunvesdiinau
7| Agnssunisomnsuarsud °
o | Wiflenansiduendmiudsynsu o

#9150 M NgULUUEN (dosage form)

T
IS .11, SO L~ e KO
UNATgIULY finsa weUndin NsEae wsEnINTws Foyaou
UsEsUNTINNTI NSNS NSIUNS

ALYNTIUMIA VUM YNTaNzYae) nduNundunssy lsmeuaiay



Price Performance: Sulfasalazine oo mg | e

a. USN1SVAINISUIY; & ATUUU

wnasinisUsaiuildlufiansanuimmdinsrevesdiauesan Gue) iun
a [V 4 v - " a ) v o a
a0 MIkanUdsunsiusiovueey (eniuefifiongliiu e Tnawiniuiingn);, e Azwuy

' o R e e e
nsaliitormunidoulelan Tunisuanfeu
o d =)
SR nueinasUsadiu
® fugonuanUdsulaiuduiu

lo ElUEJE]lJLLaﬂLUﬁEJUlmiJLC‘]N"\]'TU'JU aﬂuﬂﬂﬂ'ﬂi@ﬂﬁu @'.'O‘llﬂ\ﬁ]']U'J‘I.JVI‘UEJLUaUU)
ns@fdorvundoulelumsuandey

gl ineusintsUsediy ATUUU
o | duseuwanieuldifudau o0&
o | BusenuanBeulalidusuoy (bifesnirfesay ¢ovessnnuiiveiasu) oo
o | lddusenwanudsuldifudnnu o

=Y = i k3 a a G s o 1 4
m.lo m‘aﬂwmummwawaiwacdmu@m (USEHIDAUNUIINUIBTIUNTUINLEUD); o AZUUY

o o a o a = L
a1nUY ineusiN1UTEIEUY (WIS MNNIUD) ATKUY
v a £ < [l I3 v a
o | Wusmsmeanusiadvientald wasdulaliusnig o.&
b | Insdeubou yaargnin dsundAuR WAINBENIW MITIMIAN o.d
femudmnutnglushdui anuailunsmeundudeyasiieg o.&
nsinsadeansniansini/Insanssanda wardivsz@nsnan assdanauay "
@ a wa - o v o O.
Uuimuieuly Alviugna
VUL

- ﬂmunssnmsanuﬁw%ﬁﬂ YUYDVANGIURN fldiuse naumsﬁmimwiwLﬁuﬁﬂﬂivaﬂ%mmiaﬁm
(price performance) Fufupaonszoranfilsmeunadatesfeany (v1ed) wsammqmuu‘]
\DATIAADUNIATFIUABNINYDIEL

- augnssunsanudviiasutludiududeulaniedermuslundninasiusadiusussdninmee
5701 (price performance) Wulumumsnzaunudoiausuuranngfidausmudusinsd

WNANIVIE Ansa wpUdin NENY wRaEnININs dogdaou
UTeEIUNITTUNTT n3suNg N3TUNTT
AMENsTUASAMUARNEN YaIzRE LB naUNUNEYNTsH 1smeTuTaiay



