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%aswmiﬁaq 81 Dextran 70 0.1% + Hypromellose 0.3% ophthalmic solution,
0.8 ml unit dose 917U 11,700 nay
Uszanteuuszun w.a 2566 ,

o o o & Ay A A4 9y a @ v ¢ ¢
1. vdnmsuazingra wisauInduidesde welduimsdnudiievedsmeunagudnisunmg
wInendendvanwallulauussan 2566
a = vy A ) v
2. 29RuIUUsEIIN 1,392,300.00 U (i@ uanunauiviiuassnuansosumi) -
3. 59A7Na9 1,392,300.00 U (Misduaukaui miludeswuaniosuIvaiu),
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fmundadiuving waganuiuisveuluusinany dwes viayarmudygvesidnsiudmdn
wnnididrsandnedugnae
nsifidennace Amualiirhnielanendatudidrsmdmdn fanstudduseddd
anuvesdidnsufmdnsefisndunanuyesfiamshudiitudeiaus
dmiudonnas laildrvueligidnsiudrseladudidrsmdman ddrsmémnse
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5.11 fPudeiaue desamsidovlussuuindedadnniasgieszuudidnnseiind (Electronic
Government Procurement: e-GP) aa3nsutgy@inans
5.12 duluiunsideududuszneunsiamiuuanaruazaunaden (SMEs) @il
5.13 dnuniiedefusesdudi AldFunisiusesainanigramnssuuissemalng (Made in
Thailand) (¢d)
6. 1UALIDUAAUANBUTLANIZVDINEN
6.1 AauaNTAvalY
6.1.1 Unuy Wuamsasaeusannde la Lifid dwsuneenn
6.1.2 druusznau lu 1 naenusznounle Dextran 70 0.1% (100 mg/100 ml) uag
Hypromellose 0.3% (300 mg/100 ml) Uu1935 0.8 ml wazusiaainansiuide
6.1.3 nMwuLUTTy UITyluvasnsmeeamUTIAINde Welladmaonsenuds aunse
Unehwaonenduidrlulmildiieivenlfdluadadaly @miuldlu 12 $2lu0) $1uau 32 vaensie 1
QG0N
6.1.4 281N
- seyfieen dhuvsznousendifey wagarmuuss Jusdn iu??umq \aviinEn uas
wunzilusiniuen Hegrednauuuussysan
- VUNMBUEUTIEIR e desTsyTesmTeTenanisin drulsenaulasauin
ATALTITBIEN (@vTikdn Tudueng 1iaiou
6.2 AuauUAManaina
nan13n3133tAsieiauaInduluniu finished product specification wag drug
substance specification #181984a1nuaduiiulieaty Faldaanadoureddnaunaznssunis
WNTUATYT NIENTNEAGITUY ﬁv’aﬁmé’l’*zjﬁﬂ%’umﬁwﬁaﬁmL‘TJuaﬂ’uﬁLﬁaun,vi"m%'dlmjﬂdﬂu'\mgwu
wnduiiulassunils mausemansevssatsisagy Fea seysisnen wa. 2561 acfuil 6 Sunay
w.el. 2561 (asUszmelusiaRonyiunufudl 12 quatus w.e. 2562) uasnuUsznIAnTENTIe
a51504gY 1309 32Usen (Ui 2) astuil 3 nsngna w.e. 2562 (@assgmAluswiaayuny
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Ui 26 NINYIAU WA, 2562) LaglATUNITTUTRIINA TN NUANENTINANTOIMNTUAZEILAD BE
Haefosznauniy
6.2.1 Finished product specification: Dextran 70 + Hypromellose ophthalmic

solution (non-official)

19 Wte RSN
1 | Identification test Complied with finished product specification
2 | Assay Complied with finished product specification
3 | Osmolarity or Osmolality Complied with finished product specification
4 | Viscosity Complied with finished product specification
5 | pH Complied with finished product specification
6 | Container content Complied with finished product specification
7 | Clarity Complied with finished product specification
8 | Sterility Sterile
6.2.2 Drug substance specification: Dextran 70 USP 41
o) Wite ANANYY
Identification mmdwmuﬁwaﬂu AP Specification AlaTu
nziloulinu oe.
2 | Optical rotation +195° to +203°
3 | pH 4.5-7.0
4 | Loss on drying Not more than 7.0%
5 | Color of solution Not more than 0.15
6 | Molecular weight distribution and | Complied with drug substance specification
Weight and number average
molecular weights
6.2.3 Drug substance specification: Hypromellose USP 41
U9 Wte AENYOLL
Identification NI mmmﬁisqlﬂu AP Specification FIEEe
neilaulinu ou.
2 | Residue on ignition Not more than 1.5%
3 | pH 5.0-8.0
4 | Loss on drying Not more than 5.0%
5 | Viscosity
- Method 1 80-120% of viscosity stated on the label
89%0........... ad UsE51UNITUNS 89D, AL T n3IUNS
adde...... 6,{ PRI ATTUATUALLAVIYNT
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U9 Wito oSN
- Method 2 75-140% of the viscosity stated on the label

R
- wnld in-house specification lifinnsaumuinmueifildannziDousdediinauangnssunng
2IMNIUaTEN
_ nsdiflansifouiy (waive) minsaeuiinseidesemslalidulansenansndngrusdandn
Aldsuergince
- Drug substance specification fansananluliaszsivesdudn drug substance viselulinTgn
drug substance vasansndFagUatilnatunil Tasiimansndinssiasunaiadedidmua
6.3 touladuq
6.3.1 lonansn1siisueygintunzifeudusniedmirelulssmealneuazduas
(declare) uviasnai
6.3.1.1 ludAyn1stunsdousduen ne.2 ve.3 ne.4 udusnsdl)
~Tunsdiduenindnluuszmelng (ne.2)
~lunsdifidugntiditeutsussy ne.3)
- Tunsdfidugmindhannseussine (ne.4)
6.3.1.2 luFwetungidouen ve.1/6.1 veserilaussian wieusieazduniide
n1sAIUANAMANTBIHARSuTA M ATunE LY (finished product specification) wazdaimun

AMANYBIINYAU (drug substance specification) nsdiflegsgninanisiasuutas udly WAy
2 HDILUVLENANTNITVBUALY (8.5) uAnw3eu finished product specification wag/n58 drug
substance specification lngvaudluneutulszmeaussmesiandidnnseding wagliiiu 2 U w Ju
Ussmauszninsiadidnnseiind
6.3.2 1BNANTTUTDWINTFIUNTHARE
6.3.2.1 nsdiiewaniulszelng fudsdesdiduunmdienidesusewnasg
AKARENAAMENINATILaEITANSTRLUNSHEREY GMP-PIC/S vi3aLilsuwh 98ensEnT s 1SIgY
Tumneeiiaueune
6.3.2.2 nsdiugntinianndisUsane gudadoslidruinimareniideduses
WNASIUNSHARIIAMANLINAYILAEIE NS TRUMSHEREN GMP-PIC/S w38 cGMP waalstinarién
6.3.3 lonansAAIANIBI TlEUesIA (Funnwene)
6.3.3.1 NANIINTIVIATIENAUAMNKEN T U VBIENER (certificate of analysis,
coA) Tusnsuidadusegn

< 4 S
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6.3.3.2 namsIATRANNWIngAUYRdaedfgy (drug substance) MlElunTs

a ] e‘ | o 1 3 Y a a o a
Nammsquwauﬂumammwmqmammuas@'wammqmu

6.3.3.3 nansAnw Long term stability aasaynengveenunzilould
6.3.0 A1981981
6.3.4.1 flauesmdosdsiiagsenegelios 1 mieussadue dudufunuuans
a v a o @ v wa o v &
swwazidualdasuiiunuidnualuidenuaudfinludedu Taglsameruiagudnisunnd
uINeduIsuanwalreanuansiunisiivseg e ilaglinulnliinnsdile
@ a
6.3.5 myUseiuamunwedwey
a P K% ' a - @ Y] & o &
6.3.5.1 enfidanauseadionglelalivesnit 1 U 6 ey TuaniudwweuisTudy
914U8EN
6.3.5.2 smqmmﬁdmamzé’aqdaﬁ'nmmwma‘lu%’usmwamim'm%n,ﬂswﬁa'ﬁ;u
a
deuau
dlﬂ' ) o ] LY 1 A ] A 1 a
6.3.5.3 n3diiviiesymsvinisguineg e fidaouitodinITiinT e iAuAw
' ° v oA Y @ ' v 1% ' a ° a ' '
mihevnsasimdsdedewediedwen Ineguigagdosdeuiudnnuduiuiinuigssnisds
a 4 I Y a ' | YN o o ¥ a 4 de‘ 1 e
anvigikasduiiuiisveumlideinefelunsnssirsziguaim nsdimuioliduly
AUAMIN BTN mi:)EJswnﬁsmaaqauﬁwﬁlﬁ%'uﬁmsmwnﬂsLauai'lﬂ'lmo’ﬁﬂé'maqémauas/
wiognanlunswialy
v Y] @ o P & oA o Py
6.3.5.4 fu1pazsiesiuivasusiilosnlndvuneny nisllensidouanineiy
U [} (X1 4 a U d'
Usenslag Aeurivuslaglififouly @luugausuiieuen)
o
6.3.6 LONATOU
a ' 'Y L. Y o A
6.3.6.1 vneauslildenduuuu (original drugs) sialinisdauaninIsnagey
bioequivalence vaseillauaiUIsufisuiusduwuu Tneismsdnudeaduluaundninueiuas

wualfUAlun1s@nutauyavesiienandyvesd1inuAnzNssUNITEINITHAZEY NTENTA

k4
=1
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