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[Good Manufacturing Practices (GMP)]
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1.1 Certificate of GMP 984 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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#1984 USP, BP, Ph.Eur., Ph.int., JP atuaian wazulylungidoudiveum

91989 USP, BP, Ph.Eur., Ph.int., JP avulwininuszniassysisen anndt 3 U
wazwh lvlungiiousisueuan

#1984 USP, BP, Ph.Eur., Ph.nt., JP atulmindnlsgniaseysisen wnnnin 2 U
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1984 In-house specification #idenndasifu general chapters nufiszyly
USP,BP, Ph.Eur., Ph.Int., JP atiugan, ICH Guidelines (Q6A) wazwnluly
nedouisusuan winluesuuuy

1984 In-house specification fiagonnassiiu general chapters mMuiszylu
USP,BP, Ph.Eur., Ph.int., JP atulmindisznia seysisen annndn 3 1, ICH
Guidelines (Q6A) wazuwilulunziloumiueua
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USP,BP, Ph.Eur., Ph.Int., JP atulwminiiusena seysnsnen unndl 3 U, ICH
Guidelines (Q6A) wazwnlylungidoussueuan
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USP,BP, Ph.Eur., Ph.Int., JP atiulumindsznia seysinsen, ICH Guidelines
(Q6A) wriddlaildudlalunsidousisuen (srosnaliiu 2 U Yuaniui
ATNIUANLASIINTOMISHALEN asiuenans 8.5 BeTubunalsiauesian)

871984 In-house specification N@enAdBINy general chapters musyylu
USP,BP, Ph.Eur., Ph.Int., JP atugalsend seusse, ICH Guidelines
(Q6A) wazuilulunzidousisueuad

) ool o
Nﬂﬂﬁjﬂuﬂﬂﬁﬂ‘izﬂ'lﬂﬂ'lﬂ"mﬂﬂﬂl.ﬂNﬁ?ﬁﬂ’liﬂm‘uﬂﬂﬁﬂ‘izﬁﬂﬁlﬂﬂ
[Good Distribution Practice (GDP)]
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NINEBTUTDINANITAATITN [Certificate of Analysis (CoA)]
(A1 Specification)
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1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API)
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M39MU Active Pharmaceutical Ingredient Specification AsunniYaves

Universal tests uag Specific tests 913984 Supplier Wag Manufacturer wagiinis
wansualujudayaiauiung (Quantitative data) w39 fuay enviu e

Physical description
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391U Active Pharmaceutical Ingredient Specification ASUNNIYB VDS
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Universal tests way Specific tests 14u84 Supplier Wa¥ Manufacturer Usiin1g
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Universal tests wag Specific tests lawzun3 Supplier ¥39 Manufacturer unil
nsuanmalus “Conform ies, N tected, N/A”
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Universal tests lan1zwes Supplier #58 Manufacturer wagiimsuanawalusuuuy
“Conforms, Complies, Not detected, N/A”

1.2 Certificate of Analysis of Finished Product
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1.3 Risk Assessment Report for Elemental impurities
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il Risk Assessment Report for Elemental Impurities u@na 914 Active
Pharmaceutical Ingredient wag Finished Product v3atdueniilasunmseniiuniy
Uarinunves ICH Guidelines (Q3D)
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i1 Risk Assessment Report for Elemental Impurities a4 W@w1g Finished

Product wasiin1snaaay Heavy metals Tu Active Pharmaceutical Ingredient

il Risk Assessment Report for Elemnental Impurities Land 2wz Finished
Product

il Risk Assessment Report for Elemental Impurities WaAMY LAWY Active
Pharmaceutical Ingredient wagiin1snaaau Heavy metals lu Finished Product

NENaaY Heavy metals Tu Active Pharmaceutical Ingredient
Specification wag Finished Product Specification
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Liifinan195uses Therapeutic Equivalence
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(Package, Labeling & Patient information leaflet )
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4.1 US‘ii}ﬁmﬁ'ﬁsz'iﬂ (Primary Packaging) LLﬁSU‘iiijﬁCu‘a"l‘ﬁgu'[u (Secondary
Packaging)

‘Ui‘s%\ﬁmﬁﬁﬁ'ﬂwmm‘iﬁmuﬁwﬂu Finished Product Specification lawn
Injection; Prefilled syringe, Solution/Suspension/Syrup; Glass, Solid; Alu/Alu
foil wazussguuUIRNIEMIY (Individual Package)
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UssYnueilianyuensamunseyly Finished Product Specification walileiussy
wuunIEvdle (Individual Package)

4.2 aan (Labeling) wa@na unit dose
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4.3 NANTMNUEIE UYL (Patient information leaflet : PIL)
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