1. ¥awn

AMANYSLANISYBIE

Brentuximab vedotin 50 mg powder for concentrate for solution for infusion

GPU1010134

Brentuximab vedotin 50 mg powder for concentration for solution for infusion

2. aauauvanly

2.1 Uuuy
2.2 @ulszneu
2.3 NMYULUITY

2.4 2810

| 4‘4’ o v a

WueIUsIAINGe d@1nsuan

Usenaumemae Brentuximab vedotin 50 un.
U3 UN UL AnUTIFRNLTD

JEUTDNNNITA MIEEAR LATAINLIIVEIET TURER Tuninely wuvings ezl

ffuen wazannzlunisiiusnuliegedaau

2.5 9guesenfidwweu deslitosndt 1 U Wuainiudweu

3. AnaNUANINAa

NamimaﬁﬁLﬂiﬁzﬁ@mmmﬂuwmm Finished product specification wag drug substance specification

N819d9annduiisuatulieadu nsetlu In house specification Ine@aslasunisaanzideusodninaiu

ANZNTTUNITOIMITWAZEN NTTNTNAESNTNEY 9T LndusinSuilddnsdeiosduatuiiiie uvinvselmindtuasgiu

Wndgi Ul Sunile muUTENIANSENTIEIGITUEY 1383 SEYAITIE WA, 2561 33U 6 SuIAN W.A.2561 (a9

UsgnelussfianpunFun 12 nuanius w.a.2562) wag seussen @UUN 2) W.A.2562 asiuil 3 NINgIAN WA,

2562 (aaﬂismﬁ“LmWﬁammunmi’uﬁ 26 NINHIAN W.A.2562)

3.1 Finished product specification:

¥

UD Test Items Specifications
3.1.1 | Identification Meet the requirements

3.1.2 | Assay Meet the requirements

3.1.3 | Particulate matter Meet the requirements

314 | pH 6.1-7.1

3.1.5 | Bacterial endotoxins NMT 0.25 EU/mL

3.1.6 | Sterility Sterile

3.1.7 | Osmolality 255-280 mOsm/kg
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4.1 Long term stability ANUDIEEN

4.2 In-use stability N/A
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