AMANYUSLRANIZVDIY

rabbit anti-human thymocyte immunoglobulin 25 mg powder for solution for infusion

GPU 208319
1. Foen rabbit anti-human thymocyte immunoglobulin 25 mg powder for solution for infusion
2. AnusutiANlY
2.1 3Uuuy Huedaunenide
2.2 druisznay Usznaumae Rabbit anti-human thymocyte immunoglobulin 25 fiaansu
2.3 MYULUTT Ussbunvurdmsuenda
2.4 aa1n VUYL LTI Aesseyenn drulszneudiendidtuazanunss unde Tumueeny
weiindn waziay nzdouih$uen Poghsdnuuuussgiosi
UUNMYUEUTIEN FoszyTosmielonninnsdn dauUsEnou LA iNARNLSIYEdeN
Wauiindn Fumneny TidnuuuusIiuet
2.5 engueseniidseu Litfosndt 1 U fuainfudaen
3. anauUANamaila
Namim’sﬁﬁLﬂi’lzﬁ@mmmﬂﬂﬂmm Finished product specification Wag drug substance specification il
gredsanaduisuatuipeaiu v3e1du In house specification Ingdslasunisaanzidousedinauamugnssuns
DIWNIUATEN NTENTIASITUAY T ndu Tuildsnsdeonduatuiifisunimielantunasgundasiulass
wila AIUUTENIANITENTIEIGITUEY 304 FYUAITIUT WA, 2561 asTuil 6 Funnan w.A.2561 (asUsznelusvian
WunwI Uil 12 nuaius w.m.2562) wag seuisnen @Uudl 2) w2562 asTuil 3 nsngnaN w.m.2562 (assenAly
sWwAIUAITUT 26 NINgIAY N.A.2562)

3.1 Finished product specification:

h) Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Dissolution time (solubility) < 2 min at 20 - 25 °C
3.1.3 | Residual moisture (Water) <3%

314 | pH 6.5-72
3.1.5 | Osmolality = 240 mOsmol/kg
3.1.6 | glycine 40.0 - 60.0. mg/vial
3.1.7 | mannitol 40.0 - 60.0. mg/vial
3.1.8 | Chloride 4.8 - 7.2 mg/vial
3.1.9 | Distribution of molecular size

Monomer + Dimers = 95.0%

Polymers + Aggregator + fragments < 5%
3.1.10 | Protein 22.5 - 27.5 mg/vial
3.1.11 | Gammaglobulin purity = 95% - No albumin




3.1.12 | Endotoxin <2 EU/ml
3.1.13 | Sterility Sterile
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4.1 Long term stability ANADIEEN

4.2 In-use stability N/A

4.3 | Insfinw TE N/A
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Heavy metal %39 Elemental impurities (Risk

assessment report)
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