o4

Uszn1AmInTauLnu
=i & [ ° )
1389 USENIA91AF8129A U8 371U & 578015 VBLLSINEIUIAVIULAY

Aa835UsENInTIABLannseting (e-bidding)

FTAvBULAY HANUUTERIRREUTENINTIANT DTS T 81 $I1UIL © 18NS

P04lIMETVIATIULAY (3882 ob 1Wew) MeisuszmaTABidnnseiind (e-bidding) 31A1n@a14

L 7
a Y

28301UF8TUN15UTEN051AA5T 1T URUVEY o een, cos.go UM (Saduidauaundaniy

e

AURULUAUMBUATUER9A) S1UTIBAT P95l
#1 Pembrolizumab eoco mg in & ml injection U o vial

ﬁﬂu%’mauaﬁmﬁu%Laua‘[ﬂau,amwé'ngﬂuﬁa%ﬂmmmmmLLazmmw%fam?iﬁag
TufuBudaiaue Tnelneazdeadsil

o. fiufeiauetzsoinuantilddulumuenarsssninmadidansetndimun

o. fiudoiauerosausiameszuudndedninaninigtaedidnmseind Wi so
TUBIE b 5319141981 o.00 U. BT el.oo U. Feamrsadanieuenarseaus
s fuiussmeuiisfuauesm

o. gaulaaunsogseaziBuaunazaiiilnanenaisisninsiaididnnseing
18Ul @9d  Jmdbe AUl Wb FINIAN W.A. bEb chumaswu%’m%a%’m%wmﬂ%g
FrudidnvsedndlddeunTuiiussnidaudeTutauesian 16dsuled www. kkh.go. th,
www.khonkaen.go.th 138 www.gprocurement.go.th 1194 11n#89n15N51UTI8aEIE 8aLTiaLG

NeuvaBuanudnyusiany WWsnasunuiiuFun i ules wwweprocurement.eo.th

v a &

v3aH1UN1T log in [Wgseuudndedndiininigaiedidnnsenseiind (e-GP) Aeluiuil o Famay

& WNeTminvouunuIztnaswavdeasanan duvmiduled www.eprocurement.co.th

Usenid o4 TUfl lmb  BIVAN W.A. bbb

e G
(Wwlifing @apue)

al
uBunnedievgy
FrwnsludumielS1unumIlTneIUIAYR UL
UfiRTwmaunuinsemsdeaintousny



TeaTidunMSnYMEIENIETRNE1 Permbrolizumab 100 mg in 4 ml injection
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3.1 Finished product specification: Pembrolizumab injection

U8 Test items

Specifications

1 Identification

1 o v . .. .
m’aﬁm’mmumsqh Finished product specification

2 | Potency (ELISA)
- Biological Potency

80 ~ 130% of reference

3 Assay

- Protein concentration

22.5 - 27.5 mg/mt
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3.1 Finished product specification (sia)
W Test ltems Specifications
- Polysorbate-80 Concentration 0.10 - 0.25 mg/ml

4 Purity maﬁ]mumuﬁizﬂu Finished product specification
5 Impurities mwmummﬁszﬁlu Finished product specification
6 Extractable volume NLT 4.0 ml
7 | pH 52-58
8 Particulate matter

-UUIR 2 10 um NMT 6,000 particles/unit

~TUR 2 25 pm NMT 600 particles/unit
9 | Sterility mswchumu'ﬁizqiu Finished product specification
10 | Bacterial endotoxins NMT 0.15 Iu/mL

3.2 Han3n3997AT12 Elemental impurity #3ail Risk assessment report (UandBNENTUSENBY)
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- NMT = Not more than, NLT = Not less than
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