AAN WS LANIZVR YN
daratumumab 400 mg/20 mL concentrate for solution for infusion

GPU 1017301

1. Foen daratumumab 400 mg/20 mL concentrate for solution for infusion
2. AnusutiAnlY
2.1 UkUU Hugdaunaainide
22dwlsgneu Usenaueiediegn Daratumumab 400 un.lu 20 &%
23 MusLITy  uTsyaurdmiusndnunaainde styaviiniandn uas fununotgdaian
2.4 2870 szuliesn dndsznoumieddiyuazanunss Jundn Yuvuneny waiinde uazia
neideumiuen Megnsdnauuuussyiue
VUNMYUEUTIEN SyTosnTeteniansin damusEney LAz TLIAAINLILIIVEEN
waviindn wazYunuaeny Tidaauuuussasdas

2.5 ongaseiidwou fadlitiosndt 1 U tuaniudsey

3. auautAnanaila

NamimaﬁLﬂiwﬁﬂmmmﬂulﬂmu Finished product specification Wag drug substance specification ii
gnedsnndushuatuiieniu viewdu In house specification Inedaslasunisaangideusediinaunmugnssuns
DIMNIUAZEN NIINTHATITUFY T8 LndasinFuilidadafeaduatiuiifisumivdelminiunnsgundasiiule
M3unils MaUsENIANTENTINENSITNAY 1309 SEUFIIEN WA, 2561 asTuil 6 Surem wA.2561 (AsUsznelus1
A9Ryunw1Iudl 12 nuatiud w.A.2562) waz suisen @Uufl 2) 1.m.2562 astuil 3 nSNYIAL W.A.2562 (A3
Usgmalusieiaanyuniudl 26 nsngras w.m.2562)

3.1 Finished product specification:

UD Test Items

Specifications

3.1.1 | Identification (UV/IR)

Meet the requirement

3.1.2 | Assay

Meet the requirement

3.1.3 | Sterility test

Meet the requirement

314 | pH

53-5.8

3.1.5 Bacterial endotoxins

<0.21 Eu/mg protein

3.1.6 | Appearance of Primary Container

Conforms to reference container and closure

3.1.7 | Osmolality

292-326 mOsmol/kg

3.1.8 | Particulate Matter (Visible foreign)

Essentially free of visible particulate matter

3.1.9 | Particulate Matter (Sub-visible)

210 um: <1200 particles per vial
225 pm: <120 particles per vial
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4.1 Long term stability

AINBIYYN

4.2 In-use stability

N/A
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