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IOPROMIDE 76.88 G IN 100 ML SOLUTION FOR INJECTION,100 ML VIAL

(IOPROMIDE 370 MG I/ML SOLUTION FOR INJECTION,100 ML)

1. #0811 IOPROMIDE 76.88 G IN 100 ML SOLUTION FOR INJECTION,100 ML VIAL

2. qruaudAnaly
2.1 guuuy
2.2 dulsenav
2.3 MYULUTTY
2.4 aan

3. AuauUANIamaila

\Wuasazay Unasinde dmiuia

Usenausiedien lopromide 768.86 mg/ml (Wisuwinleledu 370 mg/ml) Usuws 100 ml
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3.1 Finished product specification

Ao Test items . Specifications )
1  Identification Meet the requirements
2  Assay 94.0 - 105.0% L.A. of lopromide
3  Bacterial endotoxins NMT 1.25 USP EU/ml of lopromide )
4  Sterility test AT muﬁizlﬂu Finished product specification
5 pH . 65-80
6 | Free lodine #5790 mu‘?iisq'lu Finished product specification
7 Limit of free lodide NMT 80 mcg of lodide per gram of lopromide
8 | Limit of free aromatic amine NMT 0.2%
9 | Limit of N-acetyl compound NMT 1.5%

(lopromide related compound B) '
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40 = Test items ' Specifications
10  Isomer distribution
El - isomer 8.0 - 12.0%
E2 - isomer 9.0 - 14.0%
Z1 - isomer 32.0 - 40.0%
Z2 - isomer 38.0 - 46.0%
11 | Particulate Matter ATIU mu“?‘issq’lu Finished product specification
12 Volume in container AT muﬁis‘q'lu Finished product specification

3.2 Drug substance specification lopromide

4o = Test items Specifications
1  Identification Meet the requirements
2 Assay 97.0 - 102.5% L.A. of lopromide
3 | Water NMT 1.5%
4  Residue on ignition - NMT 0.1%
5  Free lodine asa9ru sudiszylu Finished product specification
6  Limit of free lodide NMT 0.002%
7 | Limit of free aromatic amine NMT 0.1%
8 | Limit of alcohol NMT 0.4%
9 . Limit of N-acetyl compound - NMT 1.5%
(lopromide related compound B) |

10 | Ordinary impurities * NMT 3.0%
11 | Isomer distribution

El and Z1 40.0 - 51.0%

E2 and Z2 49.0 - 60.0%
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4.1.1 °lummums-uuw Waussuen leun ne. 2 8.3 V8.4 %30 8.2 Lausnsel
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wanSuTuiituneidou (finished product specification) Ltamamwuﬂﬂmmwmmmmu (drug
substance specification) nsmwagsumwmsLﬂaauuﬂaaLLf’ﬂmwmmmumaaLLuULaﬂm'smwaLLr'ﬂ'u
(8.5) 3oy finished product specification wag/#se drug substance specification Tnavaudly
Aeuiulszmauszninsinddnvsetind warldiiu 2 U i Suussmedseminsiandidnnseiind

4.2 lenasiusennsgIunsningn

a.2.1 nalemdnluusanelng nandedionansiusemmsgrunsudnomundninasinasisnisiniunis
Wame PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwiaganu PIC/S participating
authorities v3efilonansiussunaspumsnansmMuvanInasiLay M siFunsnangwediney
AMENITUMIDMNTUATET NTENTNASISUEY Tatmustulasdirusenadoiuasviniioniu
véninmsiuasBmsalumandnen PIC/S lumnaeilaueis adudganuseunsavaeulasiing
miyfusastiviulsznmalsemasindidnnseiing

4.2.2 nsdlemhidanshesvna guandesiionansiuseanmsgunsnangmamaninasiuaysnsiaiy
n1sWaReN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tumnaeiiiausue Tne
W84 PIC/S participating authorities atugnganmuseunisnsasaeulnelinanissusesiviu
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4.3 lONENIAMNNYBILTIAUDTIAT
4.3.1 HaMIATIVAATIERUAMRERST U EUTIFUVEIRER (certificate of analysis of
finished product) lusnjuildatiufetig

4.3.2 HaN1IATIVIATIERRUNWINgRUVDIIENE1RTY (certificate of analysis of drug substance) afly
mandnenuiidaiuieseisvesnaneuasdnaningiu

4.3.3 nanguvsalenanstuduanuduiussevningunisuinvesingiivuesiendifity (drug substance)
7o 4.3.2 fujunsninvasndninsiendniagy (finished product) 4 4.3.1

4.3.4 mnmﬁmuaﬁﬁmqmnﬂ'jﬂ 2 Ydios uanswan1s@inen long term stability maaﬂﬂwmqwaamﬁ‘ﬁu
nefpulifudninnuAnzNITINTEIMITUAZET NTENTIEABITUAY

4.3.5 nsdhfuangu biological products M vaccines, blood products #eslienansiusesjuniswan
(lot release) MNNTHINGIFNARTNTUNNE NTLENTIAITITUAY

a0, 00nm....A .?...'fr.*.?.’.\/.ﬂssﬁ'mnsiunﬁ
WraMdnvan 5 M)
wswwngidenng Funenssy a1nisdine)

o v | %&" "M
awa...............@f .................. n35UATS astte. A ST T NI3UAS
(uednsd aivsyy) (WaIsuNT IMNEUNY)

wdsnstiugynis Eundenssuadiin) wndrnsdugnts Gundunssuaiin)



4.4 fpgen
1 'Y Y ' 1 v ' W ¢ O al Y v pu|
4.4.1 Jlaues1nn Aeddwietneegeley 10 MiBUTIYI e Fadumununanisivazidunliasudiumui
Mvualuidenuautinludewiu

4.5 myUszAuRmN e Tideuey

4.5.1 p1fideeusasdiongldldlivosndn 12 ey Wuaniudsuay

4.5.2 pnuaTidwey ssfedsduunwieluusemansnsadineieniuiiduey

4.5.3 n3diimbhesvmsvimsduitegenidweuitedwnalieseinuam miensnsegimideses
o061 Ineflauesa(fue)sfosdieiudnauduauiimienensdmssiinneiuasdu
3uiisveualdieiitedunmmsslinsgiaunm nsdiivuiebidulununudnvasiame
migs19n1sveanuanshifuiasainisaueimednanveiauasei@isuay/viagnanly
nfaoly

4.5.4 faueyien () axdesiundsusidlesindvmney viemtgmanmsld viedeansidonanm
FeUsensla foudmualaglifiteule

455 nsdidugivioaiuinuiiguugll 2 - 8 ssnwaldea fedlienansuansirfisruumsifiuuasdaden
\Ju cold chain system ﬁiﬁmmg’mmuwé’nmm% Good Storage Practice (GSP) tag Good
Distribution Practice (GDP)

g &
4.6 MdI%e
4.7.1 saneunaaynsanns szeenuiiadeidunsnig
o Yo . oo .
4.7.2 Yanardus wasUiinatugavesnsdsdeluwsiavasnadulunaenansuuuvnedyg

4.7 Msdweven
4.8.1 dewpugn 4 UASIIYANA nguwNFYNITH TSaNg AN TENAS
| 9 9 v N §
4.8.2 dwoumslu 30 Yu vésnildumidedegonnmalsmenuiaaymsanns

4.8 A15BEY
Tsamguiaaymsanasarneduilunng muneefidwey

aaAL M., 9.9.3?(.‘.9?..\/...113351unssun15
(WeaanuN I5IN9Y)
& v o ala
wsunndiFeaegy Funenssy ansdingd)

B9TD e AIIUNT asde. W Bl ofung (oo 00

(uednide ainsygy) (WaIsuns ATRAzUNDY)
wndnstugynis (@rundunssuagiin) wndansdungyns (undenssuaiin)



. ¢
41451981 AYBUUAYDIUNILATINIS (Terms of Reference : TOR)

2 o o
o. fayaiieaiulasenis
d X
6.6 Jalasenis Useniesiand@ayn IOPROMIDE ero.ce G IN @oco ML SOLUTION FOR INJECTION,mo0
ML VIAL $717U &, 000 VIAL fheisussnmasdidnvseding (e-bidding)
oo Auduun
o - a’ &J
felswguaaymsanas dmnaszarazduiiunisintesn IOPROMIDE wo.c G IN @co ML
SOLUTION FOR INJECTION,@oc0 ML VIAL 31U &,000 VIAL Turduvyssuna v,s¢mwoo.0o0 UM
) v v o o v v Ya o o ol
(@asduiuaunmiluaiuassfesumiiu) laelddudalsmeunasymsanns Usesrthuuseann w.e.
e MuLHUdnaTsIUUTTIIURUIRISMEWRaNVSAIAT Yauuseunnl w.a. bdoc
o/ (4
oo IQUITAA
A [ v
weltlunissnwinerunagay
P a Yo o W % v o 'Y
0. NINUYTTIA/NRURLEFUTRATT ,adaoo.00 UM (@peduAuauiviluauiuasios
UML)
v v v o v v
o.& IAINAN lo,ddm,wo0o.00 UM (@Bed LALLM uE R UEBTBEUMA)
590/ MUY sang.cno UIM/VIAL
”
. qmauﬁ'ﬁﬂaﬁwﬁ’ataua
.0 JANUAWITONUNLUINY
o Lilduyaraduazany
0. Wiagssninadnianis
1 4 [} 1 ol d v -3 L3 a ) o yl.' A
©.c TuLi‘Juuﬂﬂamaqssm'mqniswmwu'uatauaﬁamazyqpﬂ'uvn.namu‘uaq‘sg‘hmmnmmw
Ussmeamsunslustuulasetigansauwmavaansuddnans
" & s P v e d v v v a 4 vd ve ' "
0.& 1uLﬂuqﬂﬂamqnszq*ua‘l.ﬁ'luuzy-usw'uameuua:ﬂmLmL'Juwua'lmﬂqumwawmm'nruaaig
) o/ d‘ = aa A Uﬂv v [} 2 e Ve
Tusruuiatetuansaumavansudydna «m’aumumqﬂﬂawgwmmﬂunumugﬂmms nsIUNISEIANTG
HUIMS Q’ﬁﬁﬁmﬁﬂumiﬁmﬁumﬁluﬁ%mwaaﬁﬁqﬂﬂaﬁuo’\"w
wa 1l @ v v al o & o a 'Y
©.o ﬂqmauumLLas‘luuanwmsmaqmumuwﬂmsniiumsu‘[amEJn'1iammaamﬁwuasmiusmswaqmﬂ
Jgimualusdaangunn
2 e va a | a d a (o '
w.o \Julifyeea dllodwveianiuseninTABLanvssunaninam
f ) ' v v vd v d dvd v v 1w w "
.G iutﬂugﬁwaﬂiﬂwﬁmununugau‘uaLauaswauwmawaLaua'lw.m JwTaayvsanns
a a 1 £ 73 [ [y L [ ] &,
UizmﬂUizmms'\maLﬁnwsaunéﬁa‘mLi‘Ju@jnisvnmiauvflumwmmmiwauiﬁmamatﬂuﬁﬁu Tu

Ly AIENISUNTSIAINS AU D EAANANYUTIANIZYRINGS
AN5LEUDTIAIASIH f WIZYBINGR

RAZAIUATIAINGTS

o
awa..é\m.ﬁ.’.‘...........”.‘.P..’).’.Y.‘.?.}...Ussmunssun'ﬁ



. [N Ve &£ v v o - ' - tes
.o Widudlifuenavevienuduiu feraujiashiveniumalne Vuus¥guravedfButeiausléll

AdsaaziondvsuaranuANMIYUINY

. 4 al

val v dd o ne | v . wa o o
v.®0 Qﬂu‘lla‘.auawau‘i]aLaua'lU'éULLUU'UaQ NANIFIUAT" ADIUAUAUUNNIU

v =l Qe

- ' 1L $ :Jd‘ 1 4 v v o v - o o
NINIFTIUATNYUYDLAUD QL‘U'17']1.]F‘{'W'I.ﬂiﬂEJ'Q8VlENNﬂCUESJ‘UCﬂﬂiUﬂ'JUGﬂlJNGUl‘UVIﬂ'T“UﬂTﬂﬂ

9

a v a ' v o Vv v o v o vy v o
wnasdguau Guwlunsdifiansswdiiidennassewiredidrsmrimualigidnimdsglnsenis
& v ' v w oa | v & [V V] v o ' a 1 v d
WugrsmAmdn mlmﬁ’mmuumuﬂm'lﬁ'wamu'umgL‘U’ﬁwﬂ’maniﬁEJLﬁa’aLflunaa%"wummm'ﬁﬂuﬂ’m
d v
guYalaus
oy \ v Y Yoo Yy v 1y T VI S NS VR ¥ v
nituu'uamnaqizw’mgw'ﬁ’mﬂ'm'muﬂ'lwgL‘lns'mmi'l&J'lmﬁ'lwuuﬂuqurmuﬂ'man YBANAINY
! ° (Y ] < LY Ty ) : U 4
ndmasdpuinsmvundadiunii wazauuinveuluuSinau e viayarimudyg wnnag
1 4 1] t 4 A
\WITIWANYBUYNT Y
v v v P~ da v v v o & o v v Y ad a «
©.606 Qau'uaLauamaqamsLUtJuvm'ua:,J‘aqnmamwmu‘luisummailmmmﬂigmaaLaﬂmauna
(Electronic Government Procurement : e-GP) 98ensudgy¥nand

L

J 14 ) @ a A’
b.ol fudaiauasieiyargvdvesianis sl

de ¥ ¥

avd v & aa & o vy a a 1 - v oo '
(@) nediffiuteiaueduiiiyaraidantunungundinedsldaavadouiunit o U aedijan

¢

- o J 1 o C Y J - A - A
gNovBINANIgG il'mNam’N‘izM’TNEUVIiWUﬁﬂﬁﬂﬂﬁ?ﬂ“ﬂﬁﬂ?jﬂﬁ ‘Vlﬂi’lﬂﬂllu\i'uLtﬂﬂﬂg’]uSﬂ'ﬁNu‘Vlﬁﬂ”ﬁWﬂﬂ

4

o/

o v o v I & a 1 & & v ) v &
UIBILAD 'N'«JWIENLLammI.UuU’mmmanul.‘UuizasL’la'l ® Uq@]‘ﬂ']ﬂﬂ@u’]u&u‘uakaua

do & &

ydi 14 aa ¢ o '
(o) ndiftutaiauaduiifiyaraiidafsiunungunglng Seddbifinisseamuunanguenis
a W o a v U2 ° ' P vd v
NuﬂUﬂﬁuWWU']ﬁ‘iﬂﬂﬂ'ﬁﬂ'\ ‘lﬂwQ'ﬁmqﬂqiﬂqwuﬂu"aﬂqﬂGQVIUQGWWLUUU IﬂﬂﬁdUUﬂﬂLauaﬂzﬁa\iﬁVIUQﬂ

U v J

P o a o v v dd v 1o v
VlsLUtlu‘mitlﬂ‘mizuaﬂ'muLLa') U TUNBUUBLEAUD ‘h.lm']ﬂ'l'] ® 87UUM

1

(en) nsmwawatauamuqmaﬁiium doadlyargvivesionis TnefRensanaInUgyTRuedn
surAns o Juiuteiaus Tnededliturhniluuinluyad o lu @ waauamwﬂummwawaLaua'luﬂswu
u.asvnnnﬂuéﬁuznws{\’m-&aﬁ’mmwsaLﬂuﬁlmsumsﬂmaamsmaau.amucyfdLaumnwugammnmqanﬂsa
wilsluiuaunaludygyn

(@ nic‘ﬁﬁﬁﬂuﬁaLaua‘hiﬁuaﬁwaw%ﬂaqﬁamsuaswuwwsLﬁﬂu viseilualiifeanefiovdnbude
e NaumatauammsmEmLquauwaLwamauuauu'lwuamawﬁ Y83Ran13 (Net Worth) laifinau wislv
fanmedetfidauiismerenistutelaus Tnedesinivdude o lu @ 'uamamwﬂsummwawmaua’lu
adiiu Guideiisurmsanglulssve u?au‘%ﬁ’mL‘Euwwsauswuuwwanwswaﬁlmsuaumm‘lwssna'u
namswuwutwamimmu wazUsvnaugsia AUseny pUsEnAvessuIm Wi sEmAlng anasede
inuuwuwﬁmmsLtmﬂsvmﬂiwﬂ wdadsulvinsu TnsfiTsananseaiunuvenaiududeiidinanu
TngiSuses wiefidinauanuiuses ( (nseildsureudunndninaulvg) maan’lmunwauﬂataua TRE

Fubudaiausliiiiu <o )
anznsIuNsIaieaziBunguinuuzaRIzYBINER

LAZAINUASIATNAS

<
MNYD....ocrnn m ........................ ATIUNT

VD ATIUNT



ae’

(@) n3dinny (o) - (@ snudmSunsdlfemeludl
ad vd v < ' v
(€.0) NTUNYEUYBLAUBLUUMNYUVDISE
aa do o & o - v way
(&) umqﬂﬂamwm'uumuﬂ;]umﬂlwwausumwmi*ﬁuw‘mmi mUNsTIUggRaN
o
£a18 (AUUN @o) N.A. bdde
ol o A [ - s d
. swazt'étmqmanmusmmwaqwaqmsmmumsaﬂéa LAZIONAITUUUNIEEY 9
BNAITWUY @ SNUALLDUARANENYMEIANIY
. fmuanadaaunEe
szgznatdwey moe Ju dudnainiuasunuludyg,
&, 1IAULATN1518EY
o s 1 J . J v 4 :\' <l A‘ 1 1 5 v
Jwminaynsanns 9919A A0 RLATINAHYAAL AADATUNEDINTOY wasATlgINeavILan
v avd v Aluu v A vd oV ad v v : v ) @ - a v
ungouteiaue ssunsadenimidugue LuaQw'1eﬂ.ﬂmuauawaﬂmﬂﬁumumua:y:gwa'u'mwia'ua
o @ v W Y] " : va v [9)
anaudumisde LLazmmmau;wiaﬂﬂﬂﬂmﬂﬁuuauawaﬂaLsanaeJum
o, nannaeilunisRaTuARIiandoldue
Y [ ) 73 d 1 24 [ LY Y .Y 2/ [
lunsRansandadengrugnistuteldue SMInayvMIaAs efinsaundadulasltvaninaeisna
o. 9AT1AUTU
[y ' v ° va 'Y v | @ Py v Y
Sasausuinusivianlusniniauas oleo y9951A1Aasvandelllasutauneiu
<. nItvuassesIansulTEAiuAugIFAUANTaY
0 ' N S PRV Ry o o vd v
N‘UU"ﬂ'ﬁLauaﬂﬂ'ﬁ]“mmiUUi gunudIgaunnIaesdwesnteiiunm e Viudaantunidae 1o
iuuauawaqmwuﬂmﬂuanmmﬂwmumuammw Tmama‘lumwumuauna1mnmamnawmmu€1’mmwu
anmimunwsaammmm Sudlaanannisldaunnuuni N'uwmmawmms«uaumwsaur'ﬂ'u'luau'lu

anmitldnmsiaanadunelu eg Tu uunﬂmmuv‘ﬂmmmmnwua TngliAneldsrelagiadu

AENTIUNSINIs e dunquinBIaNnIT YRR
wazAMUASIAINGNY

LT N ﬁ ...................... NSNS

301 wWaung
a D\J\N(J .......................... AFIUNIT



