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[Good Manufacturing Practices (GMP)]
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1.1 Certificate of GMP 489 Active Pharmaceutical Ingredient (API) 5
AnARFIENEATYlATUNTTUTEY GMP-PIC/S Tumneiliendesdiu AP nsdiliiszy

wnadau feauanmdanguin APl lisusygnlvindnarnmiteauisiinetes

fnaniaednldsun1siuses WHO-GMP lumneiieadeaiiu API nsdllaiszy
wnadaeu Feawanmdngiuin AP IiSuaygnlindninmhenuisitieides
fanienddnldsunsiuses GMP nUsamneadudn Tumnafifierdosiu AP
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1.2 Certificate of GMP Finished Product
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wnsgIuIngAuAedfey (Active Pharmaceutical Ingredient
2 | Specification) waznasgrunaniasiendniagy (Finished Product 10
Specification)
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NSULULATUNISUTDILUR Non-official Pharmacopoei
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2.2 Finished Product Specification
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[Good Distribution Practice (GDP)]

AuauwHdn/ A vSedeen uasgSudelasunisiuses GDP-PIC/S 9ndinau
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. aneﬁqmmwmmz (Specific quality criteria) (70 AzLuw)
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NUNHDIUTBINANTTIATIZN [Certificate of Analysis (CoA)]
(AU Specification)
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1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API)
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m391U Active Pharmaceutical Ingredient Specification ﬂiunnﬁ'ﬁa‘uad
Universal tests wag Specific tests ﬁgdgmg Supplier WA Manufacturer uaziin1s
uansmalusudayaisuiunm (Quantitative data) vse Miaw snviu wade
Physical description
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M59NU Active Pharmaceutical Ingredient Specification ﬂimqﬂﬁ?ifa‘um

Universal tests wag Specific tests law1zva4 Supplier ¥38 Manufacturer wagil
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Physical description

M590U Active Pharmaceutical Ingredient Specification AsUNNI%8v84
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uansnalugUwuy“Conforms, Comnplies, Not detected, N/A”




M39U Active Pharmaceutical Ingredient Specification AsuNnitoues
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ANy Active Pharmaceutical Ingredient Specification Asunn#datanie
Universal tests 1a#1z989 Supplier ¥38 Manufacturer wagiin1suanssaluguuuy
“Conforms, Complies, Not detected, N/A”

1.2 Certificate of Analysis of Finished Product
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e 8Ly Wt Physical description
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M59MU Finished Product Specification Asunnataved Universal tests uay

Specific tests WANNTULAAINE Lygjjm JU“Conforms, Complies, Not detected,

N/A”

1.3 Risk Assessment Report for Elemental impurities
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il Risk Assessment Report for Elemental Impurities Wang 113 Active
Pharmaceutical Ingredient wag Finished Product 3aiduenfiléfunisaniiuniy
U9 9unYeY ICH Guidelines (Q3D)
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il Risk Assessment Report for Elemental Impurities L&Y 1w Finished
Product taziinisnagay H m Y Active Pharmaceutical Ingredient

il Risk Assessment Report for Elemental Impurities LL&ms @WIE Finished
Product

il Risk Assessment Report for Elemental Impurities Wand LAz Active
Pharmaceutical Ingredient wagiin1svnasu Heavy metals Tu Finished Product

JaNLNIINAaaU Heavy metals Tu Active Pharmaceutical Ingredient
Specification wag Finished Product Specification

N15ANEIANUASAY (Stability data)
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1iN15Anw Long term stability Wag Accelerated stability #13 ASEAN
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udlolungifousiueuas uilifinanisdnwi On-going stability Unoutiagiy

10




1in13finw1 Long term stability wag Accelerated stability @13 ASEAN
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N1sANYITIENYAVDINAAAMSIT (Bioequivalence)
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fissaunsAn Bioequivalence uluniy ASEAN Guidelines (RUuit 2) faust
1 31.0.2561 tWuduly w3 fsre91un1sAnen Dissolution Tugnenu BCS class #
%50 biowaiver nu ASEAN Guidelines dsdrinsumnznssunisamnsuazenly
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Wusiuuuy
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H57891un15AnW Bioequivalence 1Wulumu US.FDA Guidance w58 EMA
Guidelines a1gn waLliNANINAADUANUWINABUNINNAYNTTY (Pharmaceutical

equivalence) wang
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fis1897unsAn Bioequivalence Tailliulumiu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines WATINANSVIAADUANUM LALLM UNTYNST
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LaifisnearunsAnen Bioequivalence

anuwWinfisulunsShenuenduwuy (Therapeutic Equivalence)
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anuzlumsiuses wiaussuuuy

19¥unsus39lu US.FDA. Orange Book v3al@i3un155usasan EMA uazdang
anuzlunsiuses

Ifumsussglumemsudniusierandylwindanuvindenlunsidasnum
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laifinans5uses Therapeutic Equivalence
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(Package, Labeling & Patient information leaflet )
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5.1 us39AUNYUUSA (Primary Packaging) LLasussqﬁmﬁ%';ﬂu (Secondary
Packaging)

U's‘sagﬁmfﬁﬁé’nwmzmdmmﬁﬁzq‘lu Finished Product Specification leun
Injection; Prefilled syringe, Solution/Suspension/Syrup; Glass, Solid; Alu/Alu
foil wagUsTUUURNIEWULE (Individual Package)

UssA e NYEAsIm NNyl Finished Product Specification usilaildiussy
WUURWIZYNE (Individual Package)

5.2 Ra1n (Labeling) Wans unit dose

U509 UT981 MUY TununeIy JuNMskEn wansluynyineusden
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5.3 LnaisnnuedmsuysEensu (Patient information leaflet : PIL)
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a.nmuadaasuduniglulsand (Thailand Government encourage criteria) (5 Aziuw)
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