UENIAIININVDULAU
- E1 a
599 Usznans1andarnviueien

vaslsangrutavauniu faeisuszninsrdidnnseiind (e-bidding)

Swiinaunny ilanulssasmarUsemasiadansdueian valsameruiarauwnu
a - o € & > Ao e
ErgatUszninsiandiinnsaiing sna1nansvessudslunisuseniasiaiasell tuliuiedu

2 cll v di 7 i = L7 A‘
& acn colb.-UM (M uniwauimiiuauiudiosduasiuminu) amunensaall

#1 Paclitaxel moo mg in & ml injection UM b,c00 UVIN

foudaisusszdaslinuauii Faseluil

o. finuansenungvIngY

. Lilduyaraduazane

o. Lisgsgriadnians

<. 13.iLﬁuqﬂﬂaéaainﬁwgnsz%’ums?ju%’aLauaﬁaﬁ'}ﬁ'syfmﬁ'uwﬂqaaw*naa%’g
¥dasn WesnnidugilikuinasinnsussidiunantsujiReuvesfussneuntsaussioy

PP

”g:uumsa'mﬁﬂs::mwmﬁﬂé’dﬁ'muﬂmuﬁﬂismﬂmEJu,w*ﬂuiwuLﬂ%@ﬂwm'ﬁaumwm

=,

nsudgydinans
1 & - " v o a4 vd v v o o v wa
&. 1uLﬂuqﬂﬁamgnizwalﬁuufuuwﬁwuagmmuu,az"l,muﬁlamwa‘mmuwmwm
wﬂwmuﬁm%’ﬂussuuLﬂ%mhamiaummaaniuﬁ’m%‘ﬂaw %ﬁauﬁqﬁﬁqmaﬁ@'ﬁammﬁuﬁud’m

Jan1s NIIUNIEIRNNT JUIVNT gigunslumssidumiluianisvesiifiypeatiueie

eXe

o. ﬁﬂmauﬁ'ﬁu,aslﬂﬁa"’nwmsﬁmﬁmmuﬁﬂausﬂﬁumiu‘lamami%’@%a%’mﬁwu.aa:

MIVIMSHANNIATEIMUATUSITRTIYPUNT
& & aa va o @ & v aa

0. \Huyarasssuavdelifyanadiioinuenaniuszninsimaemelsusemnam
Bidnwselind fenan

<. Wifufinausdlenisuiufuiiuteimuenameduititudeualyundmia

1 s a g o o8 = [ £ o o < Qs [
Youufy o Tudszniauszmasedidnnselind wislitlugnszyinnsaudun1sinyInnIsuiaTy
[ [ a e a & @ &

agadusssulunsusenmamadiannselindasail

«. Liduglisuenavivionnuduiu Jenaufiashiventiumale Liuus Sguna

vosudaiauelaiifddviaaziondvsauduiuiduintu



-l -

oo. foudaiausiidudaiausluguuuures "ian1ssua" deslinuandiil

! e @ v

ASAINYIaANALY ﬁmuﬂiﬁéﬁﬂ%auﬁnwa‘lﬂsﬂwﬁatﬂuﬁtft’fﬁmmwan YoANAL

Y

a 1 ar

Azdasinnsivuadadiuntnf wazausuAagaululsunmeuy #9was niayarA U Yy ves

u
&

WA mdnNANIPEnT AT EauNTe

e

nsdififennas Avualigiinsudmselaneviadudidsudmaniants
sfriudedduanureidriudmdnnedeniunanurefiensiuiitudeiaus

dwiudonnas Alildmualigfdrsufssladufidrsudman dihsaud
yneasfesdinuamniRnsudusmuteulviidmunliluenasdgyu

v v % = w & v a a €
oo. foutoiausiesamzioulussuuintedadnaniadgiiedidnnseind

(Electronic Government Procurement : e - GP) 983nsuigyinans

fiudfaauedesduioausuasiauenameszuudsdedadniniaizimediannsetind

Twiull ee  Tguisu bede 5TWINNIAT ok.mo U. 91781 eb.mo U.

Jauleaunsaredsienaisuszniansiadiinnsaind lusimgaas boo.-um
(@ae¥suminu) drumsszuuindedainaniaigaedidnnselinduazg1sziiuniuniseunnis
Qvl 1 o c‘ = § = 1
Aaaduil  ob fQUItU beve Bl W QUL b lagaillvanenaSHILNNSTUY

s ¥ o L a = Qs o = a vV =f 1 L
JnwedndnunesgiedidnnselindldnmendindrssRuiduniseuissuduiineuiuaussim

daulaaunsagsisaziBualdfiviules www.kkh.go.th, www.khonkaen.go.th w38
www.gprocurement.go.th #38aaUn UNNINIANYINUNGIEY o-cmoo-aoo #B mado uiuuas

LIANINYNNT

UssmA Wi o5 lQuiBu w. f. baed
4
own3ssdng TIynaLiose)
HETUIENTS IS INETUNATUUNY

UG ORS O IR U 23 IR TRLLNY



eazduanuanBuzlan1ze Paclitaxel 300 mg in 50 ml injection
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3.1 Finished product specification: Paclitaxel injection USP 41

) Test items Specifications
1. | Identification ATTINIY

2. | Assay 90.0-110.0% LA of Paclitaxel

3. | pH 3.0-7.0

4. | Bacterial endotoxins

NMT 0.67 USP Endotoxin unit/mg of paclitaxel

5. | Sterility ATIWU
6. | Particular matter AT
7. | Degradation product
| - Baccatin lll NMT 0.8 %
- Ethyl ester side chain NMT 0.4 %
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- 10-Deacetylpaclitaxel NMT 0.8 %
- 10-Deacetyl-T-epipaclitaxel NMT 0.5 %

(paclitaxel related compound B)
- T-Epipaclitaxel NMT 0.6 %
- Any other Paclitaxel degradation product | NMT 0.1 %

- Total Paclitaxel degradation products NMT 2.0 %

8. | Volume in container 100.0 - 110.0 % L.A.

3.2 Drug substance specification: Paclitaxel USP 41

{8 Test items Specifications
1. | Identification AT
2. | Assay 97.0-102.0% LA of Paclitaxel (Anhydrous basis)
3 | Water determination NMT 4.0%
4 | Specific Rotation -49.0°and -55.0° at 20°
5 | Bacterial endotoxins NMT 0.4 USP Endotoxin unit/mg of paclitaxel
& | Residue on ignition NMT 0.2%
7 | Heavy metals NMT 0.002%
8 | Microbial enumeration test / ATIIUY
tests for specified microorganisms
9 | Related compounds M3IWU AU USP 41

wewa - NMT = Not more than
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