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Atezolizumab 1.2 ¢/20 ml concentration for solution for infusion, 20 ml
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1. Foen Atezolizumab 1.2 ¢/20ml concentration for solution for infusion
2. AusutiAnlY
2.1 UkUU Hugdaunaanide
2.2 @nusenau Usgnausiy Atezolizumab 1,200 mg
2.3 MYULUTTY Ussbunvurdmsuenda
2.4 2810 VUYL LTI fesseyTenn dulszneudiendidtuazanunss unde Tumueeny
waviindn waziay nzdoudi3uen Pogredpauuuussadiosi
UUNMYUEUTIEN FoszyTosmielonninnsdn dauUsEnou wauiNARNLSIYEdeN
Wauiindn Jumneny TidnuuuusIiuet
2.5 ongaseiiawou lddfesndt 1 U duaniudsey
3. AnauUANIunAila
Namim’sﬁﬁLﬂi’lzﬁ@mmmﬂﬂﬂmm Finished product specification Wag drug substance specification il
gredsanaduinsuatuipeaiu w3e1du In house specification Ingdnslasunisaanzidousedinguamugnssuns
DIWNTUAYET NILNTNATIUGY et wndashiuilidredatoaduatuiifevsivielminiunsgunduisulamsy
wila AIUUTENIANITENTIEIGITUEY 304 FYUAITIYT WA, 2561 astufl 6 Funnau w.A.2561 (asUsznelusvian
WunwIuil 12 nuaius w.m.2562) wag seuisnen @UuTl 2) w2562 asTuil 3 nangnaN w.m.2562 (assenAly
iwﬁﬁ]mqwﬂwﬁuﬁ 26 NINHIAN W.A.2562)

3.1 Finished product specification:

h) Test Items Specifications

3.1.1 | Identification Meet the requirement

3.1.2 | Assay Meet the requirement

3.1.3 | Particulate matter Meet the requirements

3.1.4 | pH Meet the requirements

3.1.5 | Bacterial endotoxins <1.0 EU/ml

3.1.6 | Sterility Sterile

3.1.7 | Osmolality Meet the requirements
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4. NMSANWIDU

4.1 Long term stability ANADIEEN

4.2 In-use stability N/A

4.3 | Insfinw TE N/A

aa | msvudeuveslavewin Tuanuenastoyamsuuiiouvesavemiinldud

Heavy metal %39 Elemental impurities (Risk

assessment report)

5. oulvdu

fauemendesiuduunimdisienans nievasmeiiotesusenenaslasifiisunasanden il
5.1 wnansfildsueygniunsdeusifusifiosminelulssmalng uazduns (declare) undsudn
5.1.1 ludynistunsDeusiue o ne.2 ve.3 ne.4 vive 0.2 udusnsdl
5.1.2 Tudwatunsidou ve.1 vie 0.1 vasefiaueian nieusiwaziBenvidonisniuauaninin
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venaniusin1unTungduu (Finished product specification) wagtafinunAmAINYBITngAY
(drug substance specification) nsfi¥legseninan1siuasuutauiluiiufinzdouuuLeNa1IN1TUe
Al (8.5) umdeu finished product specification wag/wse drug substance specification

5.2, 1ONANTIUTOIIATFIUNTHEREN
5.2.1. 1710551115997UN15HERVBY Active Pharmaceutical Ingredient (API) daslasuni1ssuses
WHO GMP %138 GMP PIC/S Itiu kagnsausuulananshand

5.2.2. 119531415991UNIKEAVRY Finished product (FP) faelasunissusesnnsgiu GMP PIC/S
whtundenuLUNATLaR

5.3 LONANTAMAMYBILTILAUDTIAN
5.3.1 NAN130539LATIZRAUANNEA st dTa3UvenEnR (certificate of analysis finished
product) Tugnguildadusosis
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5.3.2 HAN1INTINBATIERAUNININgAUVEITIE1dAeY (certificate of analysis drug substance) 7
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THlunsndeenuiidaduesisiesudneuasinaningiu
5.3.3 lNasvsenangIuudunuduiussendInegun1sndnvesingAuveiiendify (drug
substance) 9 5.3.2 fugun1srAnvewaniaueie1d1593U (finished product) 98 5.3.1.
5.3.4 #aN15AN®Y long term stability maammmqmaqmﬁ%umLﬁaui*ﬁﬁ'uéwﬁmmﬂmsmimmi
DIMNTUAZEN NTENTNATITUEY (E15)
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5.4.5 LONA1THANIINTEIUNTIALAULasNIEAedUAT (GSDP) fiaaldsunissusessziu WHO 13
PIC/S iy

5.5 fiauesian ({une) Busenlisnidndayanieuasuimun il
5.5.1 n3dinamsdunaiazsied lnensinermaninisunnd wiewesfoRnsiliunsgiu
ISO/IEC 17025 man1sasaviaseilbiiluluausnasgiudervun

v
a U 6 a A
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wazenluszezian 1 U
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5.10 siAvesnTiausiilofuinsmvenugaseansuTdnans (7 nA 0417/2177 astuil 24 woadneu
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