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1.1 Certificate of GMP 989 Active Pharmaceutical Ingredient (API)
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1.2 Certificate of GMP Finished Product
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2.1 Active Pharmaceutical Ingredient Specification
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2.2 Finished Product Specification

e

Asunssusastusagaen (Official P

81984 USP, BP, Ph.Eur., Ph.int., JP aUuaan wazud lelunsideudsueuan

1984 USP, BP, Ph.Eur., Ph.Int., JP atulmindsgniAszyssnen annnin 3 U
wazunlvlunsidoumfueuan

1984 USP, BP, Ph.Eur., Ph.nt,, JP atulwmindwszniaszysieen wnndt 2 1
wazuhlvlungidoumiue

1484 USP, BP, Ph.Eur,, Ph.nt,, JP atulmindiusemassysirsen snndn 1 U

wazunlvlunzideusisueua

#1984 USP, BP, Ph.Eur,, Ph.int,, JP atiulminisgmassysinien widilila

=i o ar L= =, s alr A L] ar
uAlalunsideudsuen (sreznanliiv 2 ¥ duanniundninauanuenssunig
2IMNSUAZEN AITULENATS ©.5 DIUBULBNANTLEUDIIAN)

$1989 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.Int., JP 17" edition aUum1s
UsEmAsyiing1en wazuAlalungiloumsueuan

s ar o

ar - P 3 d b2 L7 ei

81984 In-house specification Miaenndasfiu general chapters AuAiszyly

USP,BP, Ph.Eur., Ph.Int., JP atfuadn, ICH Guidelines (Q6A) uazuilulu
sifuisueudn viioueduuuy




%1934 In-house specification fidonAdeafiu general chapters muiiszyly
USP.BP, Ph.Eur., Ph.int., JP atulminiwszme svysisnen annnd1 3 1, ICH
Guidelines (Q6A) waguhlulunaifoumiuguan

LY “ . . = v ar =

#1934 In-house specification fiaonAdsafiu general chapters auiiszylu
USP.BP, Ph.Eur., Ph.nt., JP atulminiiuszma syyssnen wnnda 2 1, ICH
Guidelines (Q6A) uazuilulunzifouiiueuad

v o . . =l W ar =

$1984 In-house specification NiaanAaeany general chapters munseyly
USP.BP, Ph.Eur., Ph.int., JP atiulmindnusenie seysianen 170071 1 Y, ICH
Guidelines (Q6A) uazunlulungidoumivsue

1984 In-house specification fiaaaadaafu general chapters piiszylu
USP,BP, Ph.Eur., Ph.Int., JP atulumindnlsgnia seysinsien, ICH Guidelines
(Q6A) urgslalguAlalunsifauiiuen (szesailiifiu 2 1 Yfuantud
ANINNUAMENTIUNNTBIMNTUAZEN AITULBNENS 8.5 fauiuenansiaussim)

81984 In-house specification AidanAaBaiu general chapters mufseyly
USP,BP, Ph.Eur., Ph.Int., JP atuaiuusenia seysinsie, ICH Guidelines
(Q6A) wazudlulunsiboumisueuan

o act o
31'1ﬂig'mﬂ'l‘5ﬂ‘53%'193'191']11“3ﬂlﬂmﬁ'?ﬁﬂ'ﬁﬂmUﬂ'l'iﬂ‘igﬁﬂﬂU'l
[Good Distribution Practice (GDP)]
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nilsdaFusaINan1sIAIIEH [Certificate of Analysis (CoA)]
(a1 Specification)
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1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API)
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a59fU Active Pharmaceutical Ingredient Specification AsUYNYT8Y84
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1.2 Certificate of Analysis of Finished Product
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M391U Finished Product Specification ASUNNIIUDUDI Universal tests uag
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1.3 Risk Assessment Report for Elemental impurities
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i1 Risk Assessment Report for Elemental Impurities Wea3 713 Active
Pharmaceutical Ingredient wuag Finished Product vsaidusmlasumssniiuniy
Jefmunves ICH Guidelines (Q3D)

10

31 Risk Assessment Report for Elemental Impurities k@4 lan1g Finished
Product wariin1snaaay Heavy metals lu Active Pharmaceutical Ingredient

i1 Risk Assessment Report for Elemental Impurities WA l@w1e Finished
Product

3 Risk Assessment Report for Elemental Impurities Wana w1 Active
Pharmaceutical Ingredient waziin1snnasu Heavy metals Tu Finished Product

flanzn1saaau Heavy metals Tu Active Pharmaceutical Ingredient
Specification uag Finished Product Specification
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(Package, Labeling & Patient information leaflet )
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5.1 Ussqﬁmﬁ%"mwn (Primary Packaging) LLa=Uiiqﬁmﬁ§’u'lu (Secondary
Packaging)

ussfuiidnunensinuiiszylu Finished Product Specification laun
Injection; Prefilled syringe, Solution/Suspension/Syrup; Glass, Solid; Alu/Alu
foil wazusTUUURWIEMIIEY (Individual Package)

ussyusiiianuaassmuiiszyly Finished Product Specification weilaileiussy
WUURNIZUURE (Individual Package)

5.2 a1 (Labeling) wan3 unit dose
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5.3 lanansnnnueNdmsuUsEeNsU (Patient information leaflet : PIL)
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