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Alteplase &o mg powder and solvent for solution for injection/infusion, ¢ vial

m."?}am Alteplase ¢o mg powder and solvent for solution for injeclion/infusion, @ vial
TMT-ID (GPU): bé&aallob
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DNA Y3100 &o mg
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m.@ Finished product specification:

10 Test items Specifications
@ | ldentification Complied with finished product specification
b | Water Not more than &%
o | Uniformity of dosage ATIINU
& |pH .@ — o.a (After reconstitution)
¢ Sterility ATIHIY
b | Bacterial endotoxins Not more than @ USP endotoxin Unit/mg
o | Percent monomer Not less than &% is found
& | Single chain content Not less than bo% is found
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« | Biological potency (Clotlysis) o - @@&% of the potency stated on the
label

@o | Particulate matter NFIVHU

Wa8LA - Drug substance specification fnsananluiinssiveinda drug substance wialy
a a ) L) o4 Ao a o v o
Wn9w drug substance vosfuinendniogy atulnaduvils ddinsessiansiasuyninded
mwuua
ol = v 1) : i I 212
- NTUNIAVBLUBULAINTIIY (waive) MsaTivdeviiengitenemslalibuldanaonans
vdngufananiili3ueyiicae

o =
< ldauladu
3 1 Qs d’ E’!J =l o qr !‘-‘j o 1
&6 mmmwmm@nzmms‘lﬁsuaqzy']meamuwsLuUumsumeaﬁ]'mmmluﬂmm‘tmmﬁmm
(declare) uviesndn
&.0.@ WdRyNMsTunsdouduenlann e .o e« 1ee ol udusnsd
g a et
@o.0.0 WnsENuemanlulsewelne et nele)
ad o o w 1 o
@ .6.60. 'luﬂ‘smmﬂummtsu'uwan'lmuws'sa}(wmam 8.6n)
d-q [ o v [ =5
&.6.@.m ‘lunsmmﬂummrmwnmqﬂsum (Ve Na.e)
€.6.lo Tummamuwvwau V8.0 %39 8.0 VDIUIANDITIAN Wiauﬁ’wavmﬂﬂmmamuammmw
Yoedn Fausin it uns o (Finished product specification) niamagsuw’mnmﬂaauwamnl
qumeu@n}aLtumaﬂmimmmmlm (8.&) HAMW30Y Finished procluct specification wag/w3e Drug
substance specification Iagvsunluneuiulssniauseninsiadidnrseding
&lo LBNANTTUTBRNATFIUNTNAREN
&o.0 Nstiemansn UYL Nmamma\mm{,mmwmwuqﬁaiusaemmmumwammmu
widninousiuagisnisfialunisuanen GMP- PIC/S (Pharmaceutical Inspection Co-operation Scheme)
mamm'ig'mnﬁwammm'umanLnnmLLau:}ﬁmswm‘lumwamm‘uaamumwuﬂmuns‘sumﬁmmmaxm
d o ¥ 1 3 Q L2 Q) an IJ L)
NSENTIEETUEY Baimuadulpsiinmudenndoanagyiniauimdnnusinasdsnsialunisaang
Pharmaceutical Inspection Co-operation Scheme (PIC/S) Tuwinanfilaueuie auumaﬂmmau
m'§lﬂ‘i’]‘\]ﬁ'ﬂ‘UlﬂElllNaﬂ’lﬁUiE]\?N’)UV!’m"LJSumﬁN‘UUu
< bolo nIdiTsmAnsMIE NI TENA mqmanaﬁiimmmmsmumwammmwanmswn
wagdsnasrialunisudnen PIC/S (Pharmaceutical Inspection Co-operation) mammmumwamm
G]'}M‘MﬂﬂLﬂm%LLa“’J5f‘l'1'iVIﬂl‘uﬂ’ISNa[ﬂEJ']’UENE‘T"IUN’IUF]W”HS?NH'TSB’]'vﬂiu,autl’] NILNTNAGTUGY ol
mwummuimU&Jmmaamamuawmmumnuwanmmfmm #A8nsidlunisedaen PIC/S 'hmmﬂmw
DY atvaganINTaUNINTIREaulasiinanssusoste U@ sEnnAaELEnnseting

/ M SusodlnoAny ssumsmwuﬂﬂmanumvmmv
T T . ... "5\”"13 ﬂmﬁwr—‘ OMMA WAy

L IETRIRE L £ L Mol o
i

WIBONANT AUANA uwmq*;wwu fvinvusaa Wweitha naygy
LUt NYNS wndunsdnngnis WndynaUfjuFng

Alteplase €o mg powder and solvent for solution for injection/infusion, & vial TMT-ID (GPU): béemob

.4j;-

y
¥




=
&.an LONAITAMNINYBILINLAUDTIAY
<o HANINTITIATIERANATMYBINER T usiend Sl owfnin (Certificate of analysis of
finished product)

« as

&.onlo HAN1INTIVIATIBYRNAIMTBITROAUYBIRIE1E@ATY (Certificate of analysis of drug
substance)
oo lunsdliitunsidousinuinndt b U exdesiidnuinamdisnanisdne Long term
stability naeatasengeseitunsidoulifudinauanenssumsemsuasen NSy IGY
<o lunsdlitunsiousnntosnii o U avdesdidimnmenenansinuaruasiiveaen
suidundslunsdeuslitudninnuanznssunisemsuani NTEMTNENEITUEUIIENT
&« MavssiunmnwenTidaeu
<0 t1iduaudesiionglildlivosndt o U b iWoutenYuiidwey
&b sJ'nqmnmﬁdmaw‘w’mﬁaﬁwmewdw'lu%’maamamsﬂﬂﬁm‘mﬁmq’uﬁﬁwau
<.c.a nsdlimihnuimahnsdusetsniidusuiiiodmnainseinunm mie
swmyzvihmisdoissvedietis lnegiauesan ({u1e) wdosdwiisBnausauimisssvnisds
anviassiuandugiuinreualdseiiieadedunsasiswiguam asdimuineladuly
muRuEnYazng wihevmeanuanslifuiinsumsrueinmeidaindnveuouas/vie
RN
unduiely
<.« flaunsm (o) eefesundeusndieslndmmeg v3auleiinnisidonaniming
Uszmslagnoutuualifideuly
«.«.& nsdiduiideniuinugungll szdesfiionas ssuunsifivuasdadsniu Cold
chain system ﬁ‘lﬁmmg’lumuwé’nmm‘ﬁ Good Storage Practices (GSP) uag Good Distribution
Practices (GDP) IneuansienasUseney
& glauasa (fuie) Busenlisnidndygneunsunimua il
@.&.0 nin’iwam'sejum'a'ﬂ"?lLﬂiwﬁmﬁmnnsu%wmmam%nﬂmwwé viievosUfifin1sile
M55 ISO/IEC emolod Liliiulumutarimun
<& nsdindndudionigndeniviuantemainlasdwinnuangnssunisemsiazen
‘lufthmawaaﬁ’mzy'm%@%ma
<& nsdmutymaunmndndausiiiondmaselszansiauasmnuasafodeduasi
Id5uen
«.&.¢ Whesnsresuans bijuRsumdafasiniiu ssiRgniFenfuilasdingy
ApsgnsIMseNsuaseTiussEsa o U feutubulenasiauenanisiatenssil

[ C_ﬂ/ FuspdlasAnsITUN I MNUAAMENYIMRIME
. .. Q0 Dimdage... ORdud vy

wwenane AuEna WaIing fivinduena WAt taygy
wwwwwdtugyng WndvnsdgynIg ndunsufiuang

Alteplase ¢o me powder and solvent for solution for injection/infusion, @ vial TMT-ID (GPU): béamloo

T



& LNAUEINANTUN

Tdineusisnan (Price) Tunswanson mnmuﬂmauummqnmam&muua-’Lauaiﬂmmamﬂutﬁ‘zjuﬂu
m3dededsussnasadidansedindluasni LtaumncwmmwL'\Juwamwwammﬂ‘[uﬂ's%m fldisu
m3fuTeuazeaniaisamneduiiiadnnisludsumdlneg (Made in Thailand) 9na@agaamnss
wistszmelne vdofusznaunmsidugussnouiamiavuananuaruuinges (SMEs) aslafuuduse
511 mudermusluniidonanssunsitdededgmnsiadeinhaagmsuimsianainsy a
flam i nA (119) oo lo/Ina atfuil me UNTIAY babE

[ W Susealawpnizn ‘mmsmwuﬂﬂmﬂnum Ly
a\ow[{

B s b .. Mingaen) . .. O, a0, ..
a s a4 !
WIBNAN1A FUENA mama;mwu j Avinusana wwefuv Haygy
WU wndunstmgns wndunsufjuanag

Alteplase &o mg powder and solvent for solution for injection/infusion, @ vial TMT-ID (GPU): béenlon

s
P



2 =i = = ¢ . .
°lULﬁua'i'lﬂ'léﬁaﬂ'w'asu'izn'mﬂmaLﬁn‘wianna (e-bidding)

U TINUIUIBNUYeLSY

v v
=

. TN U3 Tada vsan $150 01ens wAvIREuReT TU o 1ol Lauy i
WU ARBAABNN ARDNAE TR ngsmmLMuAT Sl Tl aoeao TN o-bbdb-dGoo M8
wome g wesen asslaiwa éaqum%wﬁwﬁ lafansandevlums 4 luenastemediuszningan
Sidnuseiing uazienansituiu (03 ol ma/edon Tneamonuazsensutermunwardouluiuuad
samaiuserrmugiinuautRasununmismuaiasidugisnuvesmsnuressy

o, I BIAUBTIINSWAR Faausnas Simuslaluenanstempisussningim

Siannseting sanalull

Ay 51A08 ] suduiy QIR
o 318019 ; V1UIUY
7 WU (uw) Yoy
@ [alteplase &o mg powder . - o Vil ®,poe,woo.ool mbd

and solvent for solution for
injection/infusion, & vial
(GPU) (dorcaaae -
bdenlon), TPU:654742-
ACTILYSE

z
PRI LIV @,9P&,W00.00

(nilsmuvniaunnniiuiniiugessesumaoy) Fudusiaisuadyariiusaiend
ons9u uagalraeiaudlimeua

o, Pzuavesiaidusyezioa @bo M faunSutuvaiaue uay % 8ne
Sudiaueil o narlaflaneufiesasutmunsregadingm wieszerallndavenlunmuvaunady

d L2 s #
AUAITHY VIR T99UD
oE gy ' ' X o d - s o =
. ‘U'TWLQW‘EUiﬂ\ﬂWila‘ﬁﬂ{’!ﬂJ'ilU\T'lu‘ti’dﬁl']ﬂJNE]iﬂ‘UﬂL’é]ﬂﬁ']iﬂi%ﬂ?ﬂ'ﬁ’lﬂ’l@Lgﬂ‘ﬂ'ﬁ]urlﬁﬂ’muﬂl’)

e v v

o e v v vv = v v a o =
& ‘LuﬂmwmwL'mlﬂ3‘Um'swm'imﬂ,wLﬁquwmiﬂizmﬂmmaLanmauna YW
SUsDINeY

o as 7S J ot ¥ r aa
.o N ﬂJjUﬁW]iJLLU‘lJﬂfoU")“UB‘U"IEJLL‘I.J‘U‘V]'WEiLE)ﬂﬂ’]‘i%E]ﬂ’]El’)ﬁﬂiﬁﬂ’JﬂS’]ﬁ']

@

'
- o w = =

= = % d o ¥ ! i U s s s L L U 4 yv
Sdnmseling vienuidindensgeaalawnludfiniuuer A Ywmia nelu @ Tu duiaeniuilay
nilsdelnluvidyan
[ [ a wa o o 6 Y 651 o o
&lo wounanUsziunsufUifinudya nwissyliluve o vesenasdenis s

A"
1/2




L

g ¥ gy @ MY @ o v )
Uszmiasndiannsedng luun Yavin variilnasunludygidusunusesas oo vesmamudya
loszyhluluiauesienil wedundnussiunisujuiaudaglaegnnouazasuniu

mnumaluufiilnasuniumudiszyliluee ¢e uay/miove ¢l fdina1veny
Vol Jmin Tundnuseiunsiauesinselseniaamnyoenriideruseiu vimiangeuvaly
= - = ' ai s a o sHa A uud‘ & = v
andemela o fenafiun Jamdn way Jwdn Janserlwbureauessdudugyuenisuszningan
= ) K ¥ =} o s o = o E&l a = “ p ad
dudnnsefinalaviedwmin o1aduflunsdadenisuszmasadidnnseiinaluuile

v v 1 )4
s o =

. UMweNTUN Jwvin lulinnugniunaesSuiaueil visluiauenaila q suvaly

Y o woa U T o o o EFVare Y Y
poasuRavoulumlyaiels o susnafndulunisnuanlanureiauendsil
&, USSAMANgIUUIENBUNTSRINSIN WU f8e N (sample) uAnmden snuaziden

o = ] 17 4 v v, v 1 il o ¥ Y
AudnYEaNg (Specifications) wialuiauesian Gawmailnathlusruunsdnodaasniaignie

9
& v
=

s ' ot o 4 o ‘n % o o
ddnwseting YBugpulauln danin 1’]LﬁuL@ﬂﬁ’ﬁLLﬁ%VﬁW8ﬁWU8\‘i ININ

v
o Qo

oA oy Il R o ey Bk % ' o il : P
dmsumeg nimdensolulvuas B9 Yimie aauly vwseslutonseseidemela o 7
WART AU BEN9TIY _
- L) o a. v ¥ n‘l Yo 5 ) d
<. weduvinuseiulunisufoflaegnaes muilavhanuwilauazauaugniuums
Anauatl vimieveney Wesdundnusziumsd@uesiandutusiuiy vm unsei
. VITlanTIImIuilavLaERsITdeuenmIg q Aladunsesluiaueseiilng
aviduawal uazwilain Janin lunessuinyetln q lumiuinwanavSennvau
2 udl = q»‘ - | i ¥ i = (7]
eo. luauesmillaguiauslaguiavbyfoss wasUsiAnnnagenn wiensaugsAniu

T ' N . 4 @t A [ = ) ! yﬂl L
lnglaweuniangruneiuyanalayananils wsenagyana wierumismuaau vl q Aladuwsiauely

AR

LEUDHT 1 TUT o NINYIAN W.A. bEoe 18T ocinD:Ed U.

(WE5uH ASThaNRIL)

IRV RITR TN

1BINIASINTG brlondenddod

A
lulEauTIAATN beloreboonand
@999 OTP CCth

wrUsEdgden¥ coogemnxeooxen

2/2



The Hongkong and Shanghai Banking Corporation Limited
St H SBC Global Trade Solutions: HSBC Building,
968 Rama IV Road, Silom, Bangrak, Bangkok 10500, Thailand

Tel: +66 (0) 2614-4000
SWIFT:HSBCTHBK
Incorporated in the Hong Kong SAR with limited liability

A 3 [ )
Wwenuaniseanlszauudn

Tisaasduniuausuinisg de

w b w
Hilafemsefiy
L3 5
(nindsziudanie)

LY

4 o
i 674937 Tuil 16 Famnu 2567
1 = & o & e w ) [ a =
himid smisgeananazifes 1fuufaneslasdu fida dninnudiogioui o6s ouunszsw 4 asiay

4 et 1% o o’ o o iu’ o
WAV NN AFIMNENIUAT Tag wsareWamae 35gusived giidnnmaauugniusuins sevhmistednlssdu

1 9 =

a L4 T o r db 1 ‘,d J 1 3
atfufl Iide SanSammsinns dde luidFend “frede daiidonnude il

'
= 1o W

o IRV 1 . 9o & d
1. auh ¥3En Fadn vhin e Fede TG und1 “dazvrer Ididyanezdessvrsunusinined lisida

USurm e mrﬁt_n alteplase 50 mg powder and solvent for solution for injection/infusion, 1 vial (GPU)(51999999 - 654726)

P

: o ' O v d B
$1491 80 vial TUAVZHD AUFYYUAUT +. s ﬁ*‘»".;‘;ﬂnuﬁ ....... gt g

o e
'3

& ar o = aa ar 1 AJ Q’ - 4 L7 4 =)
Faeznedeanandnlsziumsdfiinwdeyndedesae idusmouiGu 83,460.00 v (laniluenaniuiSesnnay

L)

& 1 a F ' 5 o
i) Favirdudevas # (5%) voayammamuavesdeye

= . ; ] :!! | :’ ) o a a J o 1 a8
- hidBueugmiuauTaghifidoulviivzmusziulumsssefuldawinitonoseadazae 1 lifu

1 =

' 4 { L= J é 1 a =)
83,460.00 V1N (anduaiudsesmnduuindng lugmziluganilsw lunsiindzanenelfifannudsmiolag

i
a ¥ 4

w3eReazA 5y wiealderelaq uiedezell IdUfiAnwarssninla frmualudygdenandiedu il

g & reo o Y A ¥ 9y o -1 1
Taudozie lisuludesdonieslifesvivdrsznihiuneu
4

a

‘s g ¥ o o 5 ¥ o { | ; =3
2. wilsern/szAuiilinaldvsAuaaued Tui 16 Faman 2567 Betudl 16 wgadme 2568 uazswidroy hiinoou

v 3 ]
msmszmuiinmeluszeznafismuald

= (-

-i‘ ' a = a’:
3. nndazde dvereszuzna fundaz e Idehidmiddusoulunsdisiug d10 Taeldveeszoznm

1

¥ o 4 4 ' v
nsmalsziudiesn linasaszeznarfidezie ldveneszeznarlfundezvedanadrady

did Idasumuazdseiuas idendmoutiuddy

FOR THE HONGKONG AND SHANGHAI BANKING CORPORATION LIMITED

EY

g Vo
LG0T gAnlsziu

o 4 ¢
HINAIHUNINTM n’fgunmn

dmida fhwdsrnnumthevimanstunsniehagsiiosznidszme




