TIaTIDUARAMANYAIANIZ
81 lopamidol inj moo mg/mbL &o mL
YoelsaneUIANINGNYS TIuUssana w.a. edoe
 Yau lopamidol mo.ble g/&o mL solution for injection, o mL vial 91U b,800 19
(GPU : dd@peme)

o. ATTuNN

Tsaenunafunanesidulsmenuailioun ceo s Wumsasednyimeiuiaun
fuaefiunduuinislulsasieg fddy naon be Falus vialsadinse Tsalifadeiioss gl
anidu suddseiiddeysineg Tnedfisueniiniuuinsieds e.coo 518 waviiieluais €oo 18
sofu fmnusndudesdameiidnuseg Weldlumsinwdts e lifiaeldfunstnue
enfifiaunm ndudafifinszuiumsuasunamanildnnsgiu wegldfumsinwegiesolios

. 309UszaNA .
o w e g e EC T o Yar % = v oo
wedndeulvdmivinuszneumsaninitaduvesmmdlunisinulviugtae ielilae
fnaunimuarysedninmlunisshyiisswesonisiiuinis

m. AuauTRvawBulauasIAN
.0 TAUAITOINUNY LY
mlo Widuypraduazany
ma MogsgnituinAianis
. Liduypradsogsemingnasfumsduteimevievindyadumhenuuesiglitansm
dosmnduldinunasimsussdusamsufiRnuvesiUssneumsmusadou Aguusinns
nsgnyMIAdatmuamuiiussmamsunslussuueietsansaumavansudryinan
n.& IzéL%uuﬁﬁaﬁaQﬂsm%&ﬁuﬁ’ﬁg%m8%@%%@@%@@&31&’;&3’@L%é;u%aiﬁﬁuﬁﬁdmwm
wiheuvesglusyuuiasevisasaumaveinsudyinans Ferwisdfyanafifienuduiudoy
H3PN5 NITUNISHAANTS JUSMS dsnalumssuiuslusmsuesifyanaduig
.o ﬁ@mamﬁﬁuasiﬁié’ﬂwmz&’mﬁmmwﬁﬁmzﬂﬁasmiuiamﬁmﬁm%a%’m%’w WaYMSUSYNS
Vanmasgimvualusviayun
.o iHudfyaragTodneetagiuszmesadidnvseindsinan
i lduginausslonismiuiudiulomeneduiiddudomusliud Smin o fuvszme
Usgmasiadidnnseind vidolidudnseyhmssudunmstavns msudstusdradussmlunis
Uszmnsindidnnsedindafail

(wnagtian sl

i wdnsuigms o r
- »E)‘m S o / ﬁg‘{wg ¢
(adfio) ____ C0 o ATUNTT (avfin)._.__.. L ] nITUAT
(wwielgyal A3ING) (ureyswed Unahy
NSy wdpnsdungng

B

o/on.e iU lATU...



il

o
#E

&

IRFOIRINAIRITA

ATV
v X

5

Ueydnans

2

ATIRIAIT

Tuszuu

e-GP) ga4nsu

&

E
25

S8ua0NABIASUDIY

L
=3

HUGAEnSYenanTI asud

LUUEed "N

==
=5
]

ANAATYTIU

3z
=F
8

z

=
2F

B

=5

3

:

=¥
==

=

%=

:

e
guviy

{Electronic Government Procurement

E

z

auslugy

Y

AaNUINAT

%
e

Es

¥V

aluw

ViaaTHEAInY s

Y

&
o

HIETTIATYINIEICASdaIaLeY

k13
Tuunu

S

£ =
Pt
5]
H E =
=5
=
=

&
B

YOLHEUBRDY

dfudoiausfaaw

%

E
B

AINTITIAN

i

B

3

:
Lt

&

%

el

M6
aelk N

4

3

Sidnnsaiind

B
ey

= 3
&
- &
L W
= =
G P
g
e ]
.l-ﬂﬁ
2 -3
E D a5
@ TE 5
EI U bl
-
w5 S
P -
o @
i = I~
o o= B
ﬂ.amuvm
prr S 4
s 8
e 1S
R el
mQ»\U@
Avuww.
ﬁraﬂu
a8 2 5
uaﬂyﬁu
g & 2
o L
e B g
qmgﬂﬂ
c = &
ﬂw.wm
.
nﬁewyw
gwm%
w2 g
& e
S g
T ez
w@ﬂi
%»%U
5 G
we L
38 E
c & D
o
R
(ﬁnu
G Ug=
awuam
7
@
Y .-

&

8

lEudaiaue

nstinBuTaEy

H
o

¢

= B
%

fMN @ aWUMm

¥

L]

£
yuaavzioy ey

5

d

¥

fMVusLas 1 ad
ooo um AUl

e L

i& el i
ungwanglng Fedebilinamenusuuany

2

=

5

e

==

.
TIEU

&
AITUAT
e

E o
BF

=

A
RTINS
E

=
=

VgL N

st NtuiY oo

g

e
34
%

4

1
yaAmuuds o Tufitude

8

=
BF

Ed

SATIWNUNUNTUWAINIGINAINTIAT

uiifyanad
=

3

gugataust

=

=
&

s g
=
=8 s
4
WIUNTIIATa9aYn

H

tH

¥

&

=

S

(o) N3l

%
{en)

e

edplinuransilsunSentisy

I



- g -

et

() nsdififButoiauslifiyamavivesionisuienuasms founieiusliifomeoiondy
Budeiaue fHudeiaueanunsaversiiudude Tnefesihaiuiude o Tu « vowaruUszana
yoslasaimavdonensiidudaiausluusarads Euidefisuamsmelulszne wioudndunu
vsouT¥ndunuvdnnindflssueynymliussneufsmsiunuiionsmideduasUsznaugshad
UsziumuUszmevessuiasuilsemalng ausedeuddmiiunuiisuinisuisusemalng
whadsulinsulngRiansananeentusnvenaiududeridinmulnguses wiefiduinay
dnn¥uses (sdlldsueudunanndrinnulvg) Sseenbiungfudeiaus suiviubuteiausliiy
o )

(@ nIsinm (o) - (@ sniudmiunsddwiolul

(€.0) nsdiftfiudoiauodumhenurey
(&) Tynnaiidadedunungrangnefiegseninensituy fanismumsesm g
duarany @TUT e0) NA. oebe

. AuaNUANIlU

<o JUuUY Wuansazaneusimanide

<o druUsznay Usznausiesiae lopamidol 913 lodine moo me/mL Turwieuss
& mL

& NYULUTTY usseglumsuzusse@aunenide wavussadngiUesiuua

&.& aan - S¥ydeen diuusenaumendidgyiaranunsy Jundn Tuliueng

avindnuaziaziloussuen eagndnauuuussysiue
- UUAMUBUTI et 1HUBER ISy TaEvis eV M dauseney
WATYUINAIILLIEET lauTings Judueny Lidaiau

& auanUAnavaila

@Jam‘im’s’»ﬁLﬂi’tzﬁﬁmmm@ﬁﬁmm Finished product specification Waw Drug substance
specification dslsaanuousedinmusnenssumsownsuazen nievassaay wavlunsdld
MAsziLAnsenfiTmuadesuduuenaanduiiuatuiisdimiessiauaimen

u
SENITUY
UsssunIIunig
(ungiian wmsing)
o wndnsdnngnis -
@) A nSSHANg @), O ATTUANT
(wwelyd e3ind) (e Uiy
wndsnsiugms wEnsTINgATs

&/&.@ Finished product...



- -

&.o Finished product specification : lopamidol for injection (USPao)

48 Test items Specifications
&.e.@ | Identification test avrarumuisyylu finished product specifications
¢alo | YSunusendidny &&.0 - @ot.0% of labeled amount of lopamidol
&o.a | pH (e in bo) & -a.&
&o.€ | Extractable volume %%%E%é?ﬁ&?ﬁ%ﬁgﬁﬁ finished product specifications
&.0.& | Bacterial endotoxins Lisnnni o.eiU/ml %39
Lisnnin oo EU/mg of lodine

&e.o | Sterility Test Sterility
&.o.0 | Free aromatic amine Ll o.o& %
&e.c | Free lodine %EE?%?E‘%E@%E‘%?E%ES%iﬁ finished product specifications
&ex | Particulate matter

- YUM 2 @O UM 330N b,000/container

- UIR 2 o Um Linnnn woo/container

&l Drug substance specification : lopamidol (USP &o)

myrartusufiseyly Drug substance specifications

VUEINA © o ?éi%%éé%%’éﬁ*’é%%%éS}%gﬁ‘”%%mé’%%%ﬁ’%gi%%é’é% Finished ;3?{:&%@:%: specification , Drug substance

ggeﬁ%{a@%&ﬁ ii%w%&%‘%@’%‘ﬁé%ﬁ%%’%%% (Drug monograph) (tlenashe o UsEan %@%%@%%@2%3?&%‘%
furetunsiduiudrdnnunngnssunisesuagen ASYYITHEITITUEY) wiouasmneiedoduses
enanslagglgnunaanny

b, nsdifianvzdoundimsiiu Waive) msasraeuiasisinisle Wouwenanswingu
senamnlasuaydRneg

(wadiat mysind)
indensinngms

s o S
£ b5 JULY Lo & o % gy
{(a5ig} i ATTHATS

(eelAl #3IWS)
indunsiienms

rafemssd YRy

iy

&/en. Drug substance...



- & -

a. Drug substance specification fiarsanvnludiasieniveguda Drug §§§S§C§§E§§
wieluliaswh Drug substance v83nang1d 53U atuleatunis Sefimnsnasviinse
Asunnihiie
o, Woulvdue

b.0 Sunamangenaisnisiisvaygintunsdousiusuiieswmirelulszmdlve uaz
dung (Declare) WnAINER
b.0.0 ludFymsTunsadewiiue (Mele oo ve.e wdudnsd)
~lunsdifdueiisdelulsamelng (et nee)
- Tunsafdusnhduenisudaussy (vuneds ne.m)
- Tuns@fdugnindranseslsame (e ne.e)

Lol ”Lz;éfé%f}gﬁi%ﬁ%ﬁ%‘é e.0/t.0 V0w TiaueTan nieusvanduafiiontsaiun
AOINNTDIHER ST aufituneleu {%a%séssﬁ g‘sféiéii{:?: specification) kavdefiMunAuAINYBY
Tmafv (Drug substance specification) %35@?@@&?@% amsdsunvaudluiufusgdeu
naIsduImwangn1sveuily (8.€) umseu Finished product specification was/v3e Drug
substance specification lngvauflufoutulsymalsznansaididnnsetind uazlitiu b U
o Jusgmealsgmnsmdiannselind

o WBNE1TFUTRRNATTIUNTHEARET

v.o.0 nstigndaludszvdlng fudafedionarsiusennsgun1sHang 191y
ManNATLasISAMsTaluNIIHBAET PIC/S (Pharmaceutical inspection Co-operation Scheme)
Tnewihenu PIC/S participating authorities Wieflienansusesnasgrumsndngnanedninas
wardimsTinlun1sane1ve @ N NUANENIIUNITEMTUAYE NTENTHAITUGY %‘é?‘%’é%%%é?é%‘%é
Tnefirudenadouasindisufundninasiuasiinsiirlumssdne PIC/S lumnaeniidusne
%E%‘%éé’é%@%‘f‘%ﬁé§§§§?§§%§§%§§%§E§%§§§§§%??ﬁ?%@%é%;ﬁﬁ%gi%ﬁg%g?’é‘é?‘é%’%@’égié&%%%%%%é

blolo nrdlgnindvndrlsavea rdndeddnuiamndigienansiusewaTiIunmg
nEREIAUMANNaTLas SN TIRluMsBnevesUstivadidn asdniseunlitlan visvensuina
#iflunguaandn PIC/S (Pharmaceutical Inspection Co-operation Scheme) aUua1ganILTeuNs
aswasulnefinanisusediviulsymeUsymanadidnnielind

I

(wwdsdd ATing) (nefesnad Unafy
indensdungms wndenstungms

/0.6 LONENTAMNNL.,



H

-

b LNANTAMATNYBE AR TIAN (Funawdne)
5.0.0 HAMIATIWIAT WA MRER ST @S gUve s nan (Certification of analysis of
finished product) tusnguiidadusiote
b.ale RANTTATIVNATWRANMNIRGAUTRRIEE AT (Certification of analysis of drug
substance) M#luniswanefuiiduduiesheiesnaneuasdniningi
oo OnEIUIavdNgwBufuauduiudteniniumndavesingAvuesheddty (Drug
substance) 98 b.alo ﬁﬁﬁéﬁ’é?%&é%@%@é&%@?&%@%%é g‘gzz*& (Finished product) 98 b.a.e
o.on.& WANTSANYT Long term stability 13 ASEAN Guideline on stability of drug product
E@%ﬁﬁ’%i?ﬁ%ﬁﬁé’ig’i@éi@&ﬁ?i%%&@ﬁ@?ﬁ?%%g%ﬁ%%@%
- ﬁi%&%ﬁ?@vi@gﬁﬁ’&%ﬁﬁ%@% o U nansAnwaTURme g us Doy
- nsdunsdousnaniesndi b I namsfnymuiBududilunsdeuenuans
b.¢ frat1eEn
fauasen Fosdwiintugethaios e miroussytast Suduiunuswandealfasuiu
aafitmusluifennautiniluieiu
b.& NMaUssiunuNWeTidwey (uansena1snsusziugunnen) o
v.&.0 siidweusedionglildhitesnit o U duaniudwey
o.&lo sMNNIATAWBY WHpsdE N mIEluTUTRmaMIITTIRs W uTidwey
o.&.a NIETAMIETMYIMdue nenTidweuiedwsivlesesinanm miumsee
vwilidefesveiog Insfiaussaassowdeniudnmudwuimhesnensdmsslinssiias
;ﬂummmamﬂ‘mawmmmaa‘lummﬂmm'mvmmmw nsfifinuietliidulumunudneaziany
wmsﬁwnﬁmaamuawﬁlmwaﬂsanm'ﬂaua'ﬂmmmqnmwamLauaﬁmuav/mawmm‘luﬂﬂ
soly
o.&.a fiauesim (fune) wwdssiudoundeslndvuney vinidaiianisidoanindie
Uszmslag ﬂaummﬂ@s‘l@maﬂﬁs
oee nsdiueifesmuaugangl b - « swsaduadiodiionarsuanwuarfuseviil
ssuumsiiviardndseiildunasgumundninasinsifiuinwen (Good storage practice for
pharmaceuticals, GSP) wasndnineiisnsialunisdasminewndusue (Good distribution
practice for pharmaceutical products, GDP)

5.5 @nEsVTaNHEeTuaAdieszUY Recall system vadnming (d1d)

(ueafian sy

i @;%’%g‘;ﬁzg’é%gﬁ ; - j
(asde)__.... s AR ATTLNT (as¥e)___ .. FLOAYY SN
(s a3ind) eTrmmed Uiy
indynyinngas ndunydngns

o/l YUAUBTIAN...



g -

.00 fiauasian (une) Bugenldenidndygniauasuimun (Waauenaisnistugeulisnién
Soua) dail
o.a.e NItiHANSANRTIVTATIEENT Tngnsuinermansnmsunndviedosufoanasild
W95 ISO/IEC evicld %é%%”‘%?%%‘?%%‘éi%‘%%‘“%a;‘i%ﬁiﬁi‘?ﬁﬁ?&’%ﬁéﬁ’%ﬁ%’%ﬁ%§"§%%§§§%1§§§§§ﬁ??é%é?g%?%?%%?
.00 NatinAafusioiaigndenifviusniswanelnedinnuaniznssunisensuay
o Tutranawesdygasdorse
.0 nadnuauamIINEEnTuieiossrdmadey st Aninauasauasnaiiesie
fheflsfuen
b.o.e nsdinuywidug venmileninfindnin Jeinrsanudrifisrudomesiesms
o. AMvuaLIandNay
Smanmmsdwey melu mo Fu dudnnniuildsuludde

<. RANNUI IUNNSANTNNARA DNTDLEUD
AsRsdaldsndaaus Wweldinaisim

. 2usUUsTIna/ et uilgSudasss
uRutsmedsmeuaiiunanys Teuuseana we. edod mMeludu b gvaggo.oo UM
(apsanuiuaudaniivauiunlasoudduumaiu)

®0. N59183U
TsangIUIBNULNILNYS %“*%&‘E%“i%ié?%éé%%@%?ég‘%‘é&’é&%’%;é%ﬁ%ii?%‘é%?‘?ﬁ%ééﬁzﬁéz%ég%%@iié%*%‘?’é‘ié
wazmuseseviae unguemelu co Tu "gé%.%ii?é’é‘é?%’é%é%%?é%’é%éz@iﬁ%&ég&%@%&‘éﬁﬁi&%ﬁ fde

oe. ATUSU
SasnanuTurvualianludng oloo vainaAdwesilildsunsuneiy

o, NIFAMUASTEZIIAUUTEAUYITAUANTDY
fvuaszezianfudseiuanud %“’E%é?%?%%%3%%‘?%??%%%3%%%&%%@%i%iéi’é%%‘% o U Tuinaniud
Ta%uney

SEERBELLLLUELE REE L& wEE

{(ureglan wosiad)

wdynyd ;%g@%

(asfel, i sond SO0 _nsunns ATIUATS

=%

(uwwelgE #5lwD) fumTeswes dhudy
wndenygns udmnsdungms




