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AMANBZIANIZVDIET
iopamidol 30.62 g/50 mL solution for injection, 50 mL vial

1. oen iopamidol 30.62 g/50 mL solution for injection, 50 mL vial

2. AruENUANaLY

2.1
2.2
23
2.4
25

Uy Wuasazaeusimannide la 1id dwsudadvaeniden uay stuudssam
dulsenou  Usenausie iopamidol 30.62 ¢/50 mL (iodine 300 mg/mL)
WIAUTIY 50 ml
MPULUTTY Ussn’lumﬂmvmiamamﬂsmmﬂwawﬂum type | ussglundaslasiuues
28N - seyBeen duuszneudindifuasanuussiurdnuduoigaiingn way
wunetdouisuenliognataauuuussqsiue
- vumwuzussyegaesseassytosmieteninisidlsenevnas
PPN LAYTIRER AUy LiTaiau

3. gruaNUANIumAia

specification

Han1sATginuaImdulunu Finished  product  specification  Wag Drug  substance
finadannindusiuatuiendu faldemadoudedtnaunnnssunisemsuazen
NSENTNAITITUAY ﬁ"ﬁLné’m‘u’w%’Uﬁ‘l‘ﬁéﬂaﬁaﬁaqLfluaﬂ’uﬁl.ﬁauwhw%a'lmjniwmmiwuLﬂﬁ%ﬁﬁ%’u‘lmﬁw%’wﬁq
MNUTTNIANTENTNAGITUEGY 309 5¥YMI81 WA, 2561 asufl 6 SurnAu e 2561 (asUsenalusty
Aeayunw udl 12 nuaus 2562) uATUSENANSENTNAISISUEY (309 S8ysen (atufi 2) w.e. 2562

avfufl 3 nsngew e, 2562 (asUsznelustwinayunen Suil 26 nsngiAu 2562)

3.1 Finished product specification:
3.1.1 Finished product specification: iopamidol injection (BP 2016)

h) Test Items Specifications
1 Identification Meet the requirements
2 | Assay - 95.0% - 105.0% of the labeled amount
3 | pH 65-75
4 | Light absorption NMT 0.120
a3 Free aromatic amine NMT 500 ppm
6 | Free iodine NMT 10 ppm
7 | iodide NMT 40 ppm
8 | Related substances - Impurity H or I: NMT 0.5%
NITUNT
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U Test Items Specifications
- Any other impurity: NMT 0.1%
- Total (exclude) H and I: NMT 0.2%
9 | Sterility Meet the requirements

10 | Bacterial Endotoxins

Not more than 0.7 IU/mL

11 Particulate Matter

-size 210 pym: NMT 6,000 particles/container
-size 225 ym: NMT 600 particles/container

3.1.2 Finished product specification: iopamidol injection (USP 41)

b} Test Items Specifications

1 | Identification Meet the requirements

2 | Assay 95.0% - 105.0% of the labeled amount of iopamidol
3 | Bacterial Endotoxin Not more than 0.6 USP endotoxin unit/mg¢ of iodine
4 | pH 6.5-75

5 | Particulate Matter -size 210 pym: NMT 6,000 particles/container

-size 225 um: NMT 600 particles/container

6 | Free aromatic amine Not more than 0.05%
7 | Free iodine Meet the requirements
8 | Limit of free iodide Meet the requirements
9 | Sterility Meet the requirements
3.2 Drug substance specification:
3.2.1 Drug substance specification: iopamidol (BP 2016)
9o Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 98.5% - 101.0% of the labeled amount (dried substance)
3 | Acidity or alkalinity Meet the requirements
4 | Specific rotation -4.6° to -5.2°
5 | Related substances - Sum of impurity H and I: NMT 0.5%
- Impurity A, B, C, D, E, F, G, J, K: NMT 0.1% (each)
- Any other impurity: NMT 0.1%
n3IIUNIT
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7o Test Items Specifications
- Total (exclude H and I): NMT 0.2%
6 | Free aromatic amine Maximum 200 ppm
7 | Free iodine Maximum 10 ppm
8 | lodide Maximum 10 ppm
9 Heavy metal Maximum 10 ppm
10 | Loss on drying Maximum 0.5%
11 | Sulfated ash Maximum 0.1%
12 | Bacterial Endotoxins Meet the requirements
3.2.2 Drug substance specification: iopamidol (USP 41)
D) Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 98.0% - 101.0% of the labeled amount of iopamidol on dried basis
3 | Specific rotation -4.6° to -5.2°
4 | Loss on drying Not more than 0.5%
5 | Residue on ignition Not more than 0.1%
6 | Free aromatic amine Not more than 0.02%
7 | Free iodine Meet the requirements
8 | Limit of free iodide Not more than 0.001%
9 | Free acid or alkali Meet the requirements
10 | Related compound - Monocarboxylic acid: NMT 0.1%
- lopamidol related compound B: NMT 0.1%
- lopamidol related compound C and 2-chloro derivative: NMT 0.5%
- 2,3 dihydroxypropyl isomer: NMT 0.1%
- Diiodo derivative: NMT 0.1%
- Acetyl analog: NMT 0.1%
- Hydroxyethyl derivative: NMT 0.1%
- O-acetyl iopamidol: NMT 0.1%
- N,N-dimethylamino derivative: NMT 0.1%
N3IIUNIT
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ioversol 741 mg/1 mL solution for injection, 50 mL vial

1 %aﬂ'l ioversol 741 mg/1 mL solution for injection, 50 mL vial

2. AruauUANalY
sULuY duansazaneunernnide la Lifld dwsvdadmasniden
dulszneu  Usznaunae ioversol 741 mg lu 1 ml

2.1
2.2
2.3
24
2:5

TUINUIIY 50 ml

MULUTTY  USSluNYUEUsIRdausmniloniioui type | ussyitusieeiuua
2a1n - syylemn a"auﬂiznauﬁamﬁwﬁ’zyu,asmmLmi’uwﬁmi’uéummamﬁwﬁm way
wuvzilouiiuenlisgnetnauuuussqiue
- vunsuzussYnedeessinssydesmiedoninisfrdiuusenevnas
NNAANLLS B NATTIAR TuAuey idaiau

3. aududAN1amaiia
3.1 Finished product specification: ioversol injection USP

& Test Items Specifications

1 | Identification Meet the requirements

2 | Assay 95.0% - 105.0% of the labeled amount

3 | Bacterial Endotoxin Not more than 1.4 EU/ml

4 | pH 6.0-7.4

5 | Related compounds - ioversol related compound A: NMT 0.15%
- ioversol related compound B: NMT 1.5%

6 | Particulate matter >10 pm: NMT 6,000 particles/container
>25 um: NMT 600  particles/container

7 | Sterility Meet the requirements

8 | Volume in container Meet the requirements

ASTUNS

R L
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3.2 Finished product specification: ioversol USP

& Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 97.0% - 101.0% of the labeled amount (anhydrous basis)
3 | Water determination Not more than 5%
4 | Residue on ignition Not more than 0.1%
5 | Related compounds - ioversol related compound A: NMT 0.10%
- ioversol related compound B: NMT 0.50%
6 | lodine and iodide Meet the requirements

a =
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4.12 Tudwelunsidou ve.1/0.1 vesniiduesia wisuswasuavidanisauny

A MBtHAnSusiuiTunzSou (finished product specification) wagdofiviun
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specification wag/%3e Drug Substance specification
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4.3.3

434

4.4 f9e19e
4.4.1

HANSATINNATIEAUNNNERSITvDENER (Certification of analysis of finished
product) Tugjuiidssogng

HamMsAAEiRunwIngAuveiiendfty (Certification of analysis drug
substance) mﬂunﬂswﬁmmiuﬁdqL’L‘Juﬁaasmﬁ"’a'uaaéwﬁmmLtazéwﬁmfmqﬁu
lonansvisevang udusunuduiusSsTnIeiunsHanvesingRueiaeddiny
Drug substance) 98 4.3.2 AusuMsHanveIrandngidsagy (finished product)
19 4.3.1

NaN13AN®N Long term stability @1 ASEAN guideline on stability study of drug
product naesegvetldtunydeulifudninnuasnssunsemsIaLe)
NIENTNANTITUGY

AlauesIAn fevdsietneenegeiios 1 mieussydne Fadudunuudans
swazdealdnsuiiunuidmusluidenuauivaludiesiuniely 3 Sundwn
@UDIIA

4.5 msusgnuRuAWE @Y

4.5.1
4.5.2
453

454

4.5.5

4.6 flauesiAn
4.6.1

4.6.2

AFTUNT

eidweudiesdionglililivosndn 1 U 6 Weulfuaniudwey

gnIATidaney wpsdsdiunnmameluiusewanisassiiassienjuiidueu
nszﬁ'ﬁwmaswmsﬁwmsduv’hadwmﬁdmauLﬁadqmm%mswﬁqmmw Vel
smsazvimiiidefesesiedne lneduisasdesdieiudnmusuiuiiniog
swmsdmsnlinnsiandudiulaveudldseiiistedumsasviinses
A nsalinueliidulumunudnvasanes mhesmsveanuinilisu
Ansamsauemeiina1nves fusuasmiefuanlunsuiely
fueadosiudsusileslndnuneny viadeiamsidenanmeaysznisla
roufmuslaglifidouly

svuunsiivuasdndeeitldinnsgrumumdninast GsP (Good Storage Practice)
Wway GDP (Good Distribution Practice) lneuanuonansuszneu (iuanaenansi
lasumssusesszuu)

(une) Busenlionidndyanounsurimundsll
ﬂszﬁwam'sdmsaﬁLﬂswﬁmﬁmnnm%wmmam%msLLWVIéﬁaﬁaqUﬁﬂ’ﬁmiﬁlﬁ
WTF 1ISO/IEC 17025 wamsesadnziliidulumunnnsgiuderdvun
nstinanfasivindgniFonifuiunnesmaelnedninnunnenssumse s
uazen Tute nanvesdyanavdesyune

R " e admd 3 @W"‘E‘

(wey. Uvan waviusn) ney.nuATUN Baudiusziasy) (ngy.9101A3 Awzd)

GPU 777689 [V2601]



4,63  nstinulgymaunmannansasifiorsdmaneystavinauasanulasnsurogie
flsFuen
4.7 mheswmsveanudvs bisufnsuuandusiofitss gnieniuiulaedninany
AznsIUINIseIMsWazelustesim 1 Jneuiudulenarsiauemammsindendall
5. n3UszifiuA1UszanSawneesinn (Price Performance)
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ioversol 741 mg/1 mL solution for injection, 50 mL vial
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nnnsuemansnisuwng Inglifinsnaaeundnsusienfiauesinlusienisagey
pydeunsIuRENTEnIanalln 3 Lot TneviesuuAnns ISO/EC 17025 lallaguan fail
Finished product specification ﬁﬁmum‘li‘luamﬁﬂwmz‘luswmsLwﬁ’mvﬁa1*7?6\'51;1

(N) Assay or potency 12
(@) dwtonnaoudu 4 Awmde frvualiazuuusay 18 NINATIIATUNNEITE G100 18
virdelaviadenismudiimunlily Finished product specification sinaanmn

dnduan 18 iwdiatu (nadlen2 fumia) Tnowdonstinsuuutefiviousyunnuiy

@ = wad & ' a wa
3.972uds509 3: auanTANaUsElevdsan U TR (AzuuwAY 100)

1.aa1nu3333081 Lot NO. Fuduengy nn 4 mhedes 35
2.us39fusilesiuuayn 4 mheeos (seAumiiegon WU s amp, e vial) 35
3 fenansmfusmwlneuas/mienusanguitlédunarfusesnindinaunanssunms 30
9IMNTUATEN

GeulumsAuen Ao

nsiudsuAueyymeny 100 5
3.1 uaniasuldidindnnu 100
3.2 uanwdsulsingnetiay 50% vesenfivuneiy 50

NSIUANT §)
, PO W g ] (N am 3.7
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AMANEALIANIZYDIEN
Ethiodized oil (131I) 480 mg/1 mL solution for injection, 10 mL ampoule

1. %981 Ethiodized oil (1311) 480 mg/1 mL solution for injection, 10 mL ampoule

2. AuaNUAnalY

2.1
2.2
2.3
2.5

Uy \Juansfiuuas (contrast media) dwsudadmasniden
@wdszneu  Usenause lodine 480 mg Tu 1 mL U3y 10 mL
aurUssy  Ussylumusussgendausiennitoriauia Jeatuua
287N - syylesn a'auﬂsznaué’amﬁwﬁ'cyuazmmLLsai'uwﬁmi’u?Tua'quawﬁwﬁm way
wunzilyuiiuenliognadnuuuussyius
- vunvuzussyenedtendesssytesviotenenisfdiulsneunar
NNAMNLTWBIavTIRER A iTRIeu

3. AuaNUANIumAilA

3.1 Finished product specification:
h) Test Items Specifications
1 | Identification Complied with finished product specification
2 | Assay lodine content: 37.0-39.0% w/w
3 | Sterility Complied with finished product specification
4 | Bacterial Endotoxin Not more than 17 EU/mL
5 | Water content Not more than 0.06% w/w
6 | Free iodine < 100 ppm
7 | Particulate Matter Complied with finished product specification
3.2 Drug substance specification:
9o Test Items Specifications
1 | Identification Complied with drug substance specification
2 | Assay 37.0-39.0% w/w of lodine
3 | Water content Not more than 0.06% w/w
4 | Free iodine Not more than 100 ppm
5 | Viscosity 34-70 mPa.s
N5sUN1S
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4. Fouludu 9
4.1 wnansmislizueyyatunsfeusiveniosmelulszmalng uazduns (declare) widandn

411 Tuddynstunsdeusmiue e.2 ne.3 ve.d vie 62 udusinsd)

412 ludwetunsiou ve.1/e.1 vewniauesim wiguswaziduaiatanisniuay
ﬂzumw'umNﬁmﬁm%muﬁﬂ‘tfumﬁau (finished product specification) wagUanivue
AunMYesngAv (Drug Substance specification) nsdifiegsemitamsivdsuuuas
uilufund deauuuionarsnisveudly (e.5) smdeu finished product
specification Wag/m39 Drug Substance specification

4.2 LNANTIUTWNTFIUNTHARNEN

421  nsdiiemdnlusundlng duansoaidnuinmanenidesusonnmsgiunisuane
MUVANNAITISNSTIRUNSHEREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) lnemuaea1u PIC/S participating authorities wIedllonanIiusewnIgIu
nMskdnsmuvannasiLarIsnsiAlunsanswesdinuANLATTIMSIMIS LA
61 NSENTNAEIUAY Fatmuniulasinnudenndeaasinioyfundninasiuas
FBansiialumandne PIC/S lumnafiaueue atuagnauseuNInsIvaaulaeil
Nan33usedeTuivsEMAUsEnIATATBEnnsiing

422  nsdfidusnhdhanmwsema fuaasesfionansuseunasgrumsdnenay
waNINMSIIBMSARlUNSHARET PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Inewia8a1u PIC/S Participating authorities atuaanmuseuN1sATIvE0U
Tmaﬁmams%’usaaﬁai’uﬁﬂszmmﬂsxmmwmﬁLﬁn‘[mﬁnéﬁamaaﬂmq%wLLﬁ'JLLGinsn‘i

4.3 lENANSAMANYBIETILAUDTIAN

431  wansnsINIATIBRUA KN uTIveNER (Certification of analysis of finished
product) Tugnguiidsshogn

432 wamsiazvgunwingauvessendifty (Certification of analysis drug
substance) mﬂumswﬁmms"uﬁaiuﬁuéhaEJ'NV“T’WENQ’mammLLasQ’N%mi’mqﬁu

433 wnmsvsevangubuduanudiniussenintqunisndnvesingiuvesiiendifey (Orug
substance) U9 4.3.2 AusuMsHanvaIraniueid a3y (finished product) ¥ 4.3.1

4.3.4 wWan1sAnwn Long term stability 13 ASEAN guideline on stability study of drug
product masatasegatildtunsdeulifudinnusnsnssumsemsuasen
NIENTNATITUAY

4.4 fI9g1en

4.4.1  flauesim devdwiednenetelios 1 mhwussysue dudufununansseanden

Wnsudumufitmusluidenuansivalutreiunelu 3 Sundminauesia

N33UNIT W\7¢\/§)
1 fam 2 (miamd 3 @
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4.5 mavUsziununmenfideey
451 efidweuseuionglildlivosnit 17 6 Weutunniudweu
452 gmnneTidaey szfosdsdinnmeglususemanisnsaviiasssieniuiiduey
4.5.3 n'in';i*?imhaswmsvﬁmseﬁuéﬁaa"mmﬁ'a'auamﬁaaiam*m%mswﬁqmmw MhysIvNIT
whwildesowedie nufueasdosdnfiudnausiuuiinihenenisdmsa
Ansiuanduiuinveurldsrefiieateslunismsdinseinuan nsdifinui
el dulumugadnvaziane mheswnsveanuanilisufnsannisiauesaie
fananves funouay/mieguanluafuely
454  fuisszdesfudsundenindvuneny viadaiansdenanmieysznsia 9
neufmunlnglifiieuly
455 szuunsiivuasindeeniiliunnsgiunumdninest GSP (Good Storage Practice) uay
GDP (Good Distribution Practice) Ineuanaenarsusznau (Wuanaenansildsunis
JuseesEUL)
4.6 flauosim (Eune) Busenlienidndygnounsufmuadsil
4.6.1 ns:ﬁwamsejumsm‘imswﬁmﬁmnns:ﬁwmmam’msLwaéw%aﬁawﬁu”ﬁmsﬁlﬁ
WINIFIU ISO/IEC 17025 nansnsradinserlidildulumusnnsgudenmun
462 nsdludndausisviadgnienifviunnesmmelaedninaunasnssumsemisuas
elurae naesdygasdorzuny
4.6.3 nszﬁwuﬁ:ymﬂmmwmnwﬁmﬁ’m%ﬁawa'masiaﬂszﬁw%waLtasﬂawuﬂaamﬁadaéﬂaaﬁ
esuen
4.7 mheswmsveanudvslifuinsandnsusiidvsy HgnsenduAulnedinanuensnssuns

v
V- P )

psuazelusresian 1 YneuTuiuenaisiaussnainissndensadl
5. NM5UsEUAIUTZANSAMABIIAT (Price Performance)
EaridsaLandeNAITMNINMITUTHIUUTE NS ANFBSIANTILULULN

shums%'usammznsiumsgmé’nwmzmwwuaw'l
Ethiodized oil (1311) 480 mg/1 mL solution for injection, 10 mL ampoule
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5.nuaUsEuUSEANSN 1WA (Price Performance)
Ethiodized oil (1311) 480 mg/1 m

L solution for injection, 10 mL ampoule

.

ee

fauysuan Ywinazuuu
151 7aue 40
2 1NATFIUVBIFUAMIOUINNG 55
3.A15U3NSUAINITVY 5
S 100

AUU5599 dwiinazuuy
1anasg1undnsioue 60
2055 ueJuRng 20
3 AnuanTRfioUsslomidensuvinu 20
3 100

1.67uU550499 1:

i (AzuuuLiY 200)
288

1.1 mssusesqunmveninget (@ 1 Tu 5 Asuuudy 100) 100 60
(n) Lﬁum%d@q’luﬂ’mf’uiﬂstssnﬂzumwwaa WHO List of Prequalified Medicinal Products
() Lﬂumﬁag'luﬂ’zy%ﬂa%awﬁmﬁmeﬁmﬂmmwLtazc;iwﬁm (Green Book)
lagnsuineimansnmsunnd ey 1 - Jagiu

(p) Wuenitegluliny@nedondntusioinuamuazgudn (Orange Book)/EMA

(1) Li‘Jum%aaq'l.uﬂ'mﬁsw%awﬁmﬁ'm%mﬁlﬁ%’ums%’usaa (Approved Medicinal List) lng
wietelsameuianguanuunmdmansuiussnalne

(@) Wuendailnansiniiasgiersualitesnd 3 Junswandeindonisasviinnsideds
Youniviteiiseylu Green Book afuangaiiusingensendeariyiieatuniesmuded
isqluﬂmauu"aﬁisawmmaﬂssmﬂu.azmamﬁmswﬁﬂmqlmﬁu 5 Yfunnuiilésunms
fusewmanslesniteiussmalsnasmdidensednd nsalinseilaeesjufinisds
LildesuuRnisvesgnaneuaziosu§iRns musnasgiu ISO/IEC 17025 9nuananuy
accreditation body #igeusuluseuaina wielngdrtinnuiasuiesjuRinng
NIAINUIMARNTNITUNNE  NTENTNABITUY

NIUNIS
1 Ty 2 oA 3 @Wvﬁ/g
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1.2 Yeyaatuayu Anv1ITuamnIwaaEnsine 100
(Fendeladenis winilunndy 1 virdelviidentendnzuuuinniige)

1.2.1 ASEINARAUNNAULUY T5189UNNSANEINIIARTNALAAIDIUTEANS AU 100
N LUNSSIY AIANUNLUINTANTV M SUNNENUN Yo
1.2.2 nsilldlensunuy s1eunisAnemeratnfivivendeussansnanuesenfuen 100

AULUUNS DII8UNSANYININARTNALAAIDIUTEANS AU TN NY) asfRuwly
MIATVNNSUNNENUNTRD (Beantalataunia mniuinnii 1 Wivelridendefiinsuuy

mn‘?iqm)

(n) 38nsAnw iy Randomized controlled trial wariimsifunlusasnMsumeiuLdeie 100
(v) BmsAnwTu NON-Randomized controlled trial uagiin1sAfunlunsasnemsunmdiudede 90
(A) 38MsAnwliu Comparative studies WUU cohort studies wagdinMSARURIUITAITNINITUNNET 70
Undete

(1) 3n1sfnwuu Descriptive studies wuucase report or case series (5761uEU28) wagdnsiiuily 60
NsasyenIsumgiindede

(1) dendeladenia 40

3 o a o 1Y) o Y} - 1Y) va vo
(1) Mmsfnwidu q Mifatesiumulasaisveseuaz/mMieauUasniuveslasuen
(2) ¥ateda (n) 3o (@) ¥i3e (A) v3o (1) Pl TnsARuWluNsasNeNISWIMETNEede

o ] a wa
2.07uU55991 2: WINTFWNBIUHUANTS (AzuuAYN 100)

i . . L L i
2.1 YR JUANINRIUNTFUTEIANANNTAMUNIATEIY ISO/IEC 17025 fMunsnaaey 100

nandsiiauesn lunemmedeumunuautinamadafimuun

Finished product specification inuunalilunaudnuuzlusensissusioniinga

(n) Assay or potency 40

(%) dudenadaudu q Nvde Avualirzuuusiuwihhy 60 mansaasuyniate 60
aite laiitendimunsvualilu FPS wnamudadiuain 60 Azwuy wawtls
YU (nadey 2 duvis) Tnswdsnisiiasiuutenivasussunaiy

2.2 wvinlaildsuses Mesu jURn1sfiiumsiuseanuaansanuuInsgIu ISO/IEC 17025 60
NNNTUMEIManINsunng Ldende (1) wie (2)

(1) infsFouaninisvesusesmnuannsanesfURNsUMSEIU ISO/IEC 17025 910
NSNAINYIAARTNSUNNE Foein1sNedaUNAn Ny e TauIAluSIENISNAGEU RSIFdU

a wva

psamuRaaniinmaila 3 lot TnewoeUjiRins ISO/EC 17025 Alallaiguan fsdl

Finished product specification Aifmualilunadnuaizlusienis snvdusiinga

NSSUNIS ,-p/E)
1 Yo B el fadreel 3 (VLIS
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Wialaviatenilanufirnwualilu Finished product specification Wnasnmu
dnduann 18 ewlnu (meflau2 funue) Inewmdsnisiiazuuudeninasusyanunu

(n) Assay or potency
(v) dudonagoudu q Awnde dmusliipzuuusn 36 mnesrarsuynide dee 36
videleviadendanuittmualalu Finished product specification ¥neenmia
dnduan 36 wwdatu (nadley 2 suna) Teewdsnstinsuuuterivnge
Uszanaiu
(2) fawgniidouaninmsveiusosrnuannsa wealfuRnisiinuminsgiu ISO/IEC 17025 30
nnsuinermansnisuwnd lnglifimmeaeundndusiefiauesialusionismedou
p9raeunsIuAaaNTivnanaii 3 ot Tnevies§Uinng 1ISO/IEC 17025 ailakan fail
Finished product specification fifmusliluaudnwazlusmemsiasiusieiass
(n) Assay or potency 12
(v) ddonnaeudu q ivde dmuslinsuuusiu 18 mnesvAsUNTATe d1v1n 18

o o o & ' wa
3.02uU595999 3: AuauUANaUsElavdAan1sURURMY (AzuuuLfiy 100)

1.aa1nus59%0en Lot NO. Tudueny vn 9 wiietey

2 flonansmiveinmuniveuaz/misnwnsainguiilddunas Susesnndtinnuamenssunis
91N TUATY)

nMsuandsunviueiemuneny

3.1 uanwdeuldidiuinnu laghifidermuaieulala 4 lunsuanudey

100

a 1o ' A oA a
3.2 wanwaesulalisdinga 50% vieliteulvlunisuaniudey

50
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LUU UN.oo

AN INULENIIRRIVUTZUNUN bASUIRET AT I18asRenAT 1dae
s &l o/ dlﬂ ] 1
ANSINYDINIINA LY UNDaS9

®. ¥91AIINTT Ussﬂmi’]m%amﬂdu Contrast media and Radiopharmaceuticals 37U3U o 578013
TneASussnmasAdiannseding (e-bidding)

0. MiBNUT1Y891ATINTT 15ane1u1agasetl nquundYnsy

an. 2EUIUUsSEIUNLASUIRETS
a;,b@m;,cxbo./oo v (WUadunnuauntaiudanuinsosnnduuingiu)

<. JufifmuasainansEimdneds) w uilen quaus beos

®) 81 lopamidol mo.ol g/&o mL solution for injection, &o mL vial
U @,000 wial
1A/ abm.co YW
Juty  @bocoo.co UM (M uwlaauasmiuuuniosumiiu)

©) 81 loversol eee Me/@ m{ solution for injection, & mL vial
U en,000 Vial
1A/ RUE H00.00 UM
Wudu b,@oo,ooo.oo:‘U’l‘Vl (@I UM AU ML)

o) 81 Ethiodized oil (emel) @so mg/@ mL solution for injection, @o mL ampoule
U o ampoule g
NAV/NUE embec.do UM
Wulu  e,0é&0,e90.00 UM wilsdwimihudaiuni¥esrnduundau)

&, UWHAITINIY931AINA1N(51A181489)
UszNIARMZNTTUMINAUITZUUEMIRA 1389 AMUATIAING19ET 20UaITIWARYUNY ox MUUIBU b&om

A v Y aAwvo Yy a
. TIYVDRIMUIMHNINUATIAINGI(T1A1D198Y) YNAY

5.0 UNGANANYAl $ad81NTalTR UsEEIUNTINMT
b.lo UNAIgYIUY LEAlnINg N3IUNTT
b.on WNAIDINAT AU NIIUNS

QYD oo (Q”/ ............ UsesunssuNIg

(uegaudnwal $381n30i5mu)
o,

o o 3
AIYD e B NIIUNNT BB @RS ... NIINNTT
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swamﬁﬂcﬂmmju Contrast media and Radiopharmaceuticals

1815 37U AT L)) SIAV/YUY | IUIUNY (UIN)

==

lopamidol mo.olo ¢/&o mL )
® ®D,000 vial moHMm.co & ,cwo,c00.00

solution for injection, &o mL vial

|~

loversol &@e Mmg/e mL solution _
G M,000 vial &=0.00 ®,60@0,000.00

for injection, & mL vial

Ethiodized oil (emel) €go Mg/e

n mL solution for injection, @o mL o | ampoule em,bed.&o ®,0&0,®D0.00
-
ampoule
974U v = d & w v v v
v‘T’ & (LUAATUNNUEUNLIRUULIANULNITIYUNFUUINNIU) &, De0,&b0.00
98U Pl
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