U‘s.,n'mmmﬂauaﬁwmu
1309 UsznansAndedernviuaien nguelsAARALAAHNDILATEITUTNIIUIU @ 598ANT
Ae35UsENInsInIBiannseiing (e-bidding)

Jvinguassnil Sauuszasdesyszninsadeeinydusien nfcium'[swaamﬁaﬂaum
wazeINUTNIIL e 318013 AEI5UTENIRTIABEANSETng (e -bidding) ANaNTeILEe Tuns
Usgmnsimasail LUuLﬂU“v'IQﬁ‘u mlomd,dox.oo UM (@i udssiauauniiuinwuasessauiium
fam) mus1ens sail

@. Alteplase ¢o mg powder and solvent for solution for 31uU &€ vial
injection/infusion, @ vial (GPU) (€exaaaas - bé&emlob)
. Phenytoin sodium @oo mg prolonged-release capsule, $1U7u m&oo  1I/bottle

hard, @ capsule (GPU) (¢ocaaaas - memlode)
. Valproate sodium &oo mg prolonged-release tablet, & 31UU m@oo  UIR/bottle
tablet (GPU) (¢osieeaas - bed@bloo)

fiuteiauenzdosinmanti dutoluil

®. fANENINTIMIUNIINY

b. Liluyaraduazany

o llegsewinaudnianis

< luuJuuﬂﬂasaaaaswmwgniwwmwwaLauamamagyquﬂwmE}mumaq’ﬁhmram';
LuaqmﬂLﬂumluw"numﬂmmiﬂ‘mmumamwgUm’nwawﬂivna‘umsmmvma‘u NigUURIINIG
nsymsRMIadsimuanuivssmassunslussuueieteasaumavensutyinans

&. 11]L‘UM‘UﬂF‘]ﬁ‘-’jﬂﬂﬂ'iuU‘ti@lﬂ‘u‘ljm°H'3"IEJ’IIE]N‘WlxﬂuLLﬁu‘lﬂLL’iNL'JEIu‘UEIhﬂLUUNﬂN’W Y84
mirnuesiglussuuiniedisasaumavesnsuliyiinans Sesafediyanaiidiseuduiuday
H3aM3 n3sunsEdanis guims mJmmsﬂum'ﬁm1Lum']u’l.unﬂmwmumumauuma

o. fnmauiRuarhifidnsasdoriumuinusnssunmilsunensdndedadiuay NSUTMS
wanaasgimualumviaaiyunm

o. Wulfiyperadilondnanewaniiussninmmidmsednddangn

. Wiudiinavsslendsuiuiuiudeiauesiameduiidndudeaueiundmn
uasYsnll a Tudsmessmanandidnvselind visliudnsevinisdulunisdnvnemsudedy
megndussn lumsdssmanaddnnseindaseil

o/, Liduglisu ..



lo-

&. luLchTlmmanawﬁmaﬂmmuﬂu ?Nawﬂgl,ﬁﬁlmaamum’:aiwa L'JULLW‘WU']EHJ@QNEJU
maLaualmmaaaa~Lanawmuaummﬂuﬂuwmmu

w

oo. fiudaiausdesamey qumu‘uamaﬂﬂﬁ'am‘suﬁqu’tuivuuﬁ'ﬂ%a%’mﬁwmﬂ%’;n;ﬁ'w
dianvsednd (E{ectronlc Govemment Procurement : e-GP) suaaﬂs:uumﬂma

l’nlEH.J“ZI’E]LH‘UEIE?l'EJ\']EJ‘Ll“tI’ﬂLﬁ‘LlE}LLﬂuLE‘I‘LIE]‘i"]F]’WI’]G‘SUUUQ@]"&B'{I@]’%'ldﬂ"lﬂ?ﬁﬂ’lﬁl@l.ﬁﬂ‘l’l'i@uﬂﬂ Tu
o o
TWNIE UNTIAUN bec T¥UINIEAT oo U. B4 e@b.co U.

enliansaveiuienansussmasimdidnusetind Tasamilvanenaismessuuinge
os  &f ot ar = = £ o ar =§l LR 5 o o ot
ndmaigieBiannseting shde Aumuszmeadadedadnclddusuiiusenauiefuauasim

denlaannsageasiBenlaiiiuled https://detudomhospital.org/hospital-

detudom/web/index.php %38 www.gprocurement.go.th WSadaUMUTNINTENY MuneLas
o &&ad bede WiULaLIA1YNT

[}
o ¥
Useme o Ui R NI WA b

i

(WeUseiasy Alarsau)
FEnnenslameunaauiansygnsziesga

UuiRssmsunugisenisdminguasivsiil



Lanm'sﬂi::mﬁmme‘”ﬁ'aﬁ’qmﬁﬂiwmmﬂmﬁ;ﬁnmaﬁné (e-bidding)
LAl oob/méde
Usznansiadadoiesiusien nguelsAvAenIdenaasAze UTNTILIL @ 518013
Me35UsznInTABidnnsaiing (e-bidding)
mmﬂ'sumﬁ Jminguasiusiil
aduil Y unsiAn wewe

mmﬂauaswmu mmalﬂwﬁam"n "IN J.Jﬂ’J’lmJi“‘ﬁQﬂi]“‘Ui»ﬂ?ﬂ'ﬁ’?ﬂ’l‘ﬂ@ﬂ‘lﬂ'}ﬁﬂizﬂ’m
TABEnnsenng AUFIENT mu

e.alteplase &o mg powder and solvent for solution for U && vial
injection/infusion, @ vial (GPU) (€eceaaas - b&cmlob)
. phenytoin sodium eco mg prolonged-release capsule, 91u7U m,&oo UIR/bottle
hard, e capsule (GPU) (¢oaesaas - memlods)
en.valproate sodium &oo mg prolonged-release tablet, @ ¥71UIU me@oo UIn/bottle
tablet (GPU) (¢osieeaae - be@bbo)
fag iz daiifontuveaud vosdval liineldemanioy Imﬂumammmu ogluanmitagly
nuleviuil wasliaadnuuzanznsnuiitvueliluenansuss sMInTIATefeisusymnsan
didinvsefindavuil Tnefifeuusthuasdormun sasteluil
®.  BNAUUUEENETUIEMIATIABENTISeng
©.6 ‘ﬁ'wai'}aa~L?isma‘uwmmmmuﬂzﬂmamﬁ (Terms of Reference : TOR)
®.b LL‘UU‘IULﬂuaﬂﬂ’mmmm‘l’ﬂmwuum‘mﬂ%ﬁ]mmammﬁmaamﬂmauna
@.6n LLUUé’:ymwusammame"uﬂ'mwlumﬂwm'}fu
o  Wwuunmlsdeauseiy
(@) wanUsziudgya
o.€  uniley
(o) Hilnauszlovisaniiy
(o) nsfevenmsudetuagradusssy
@5 LLuuUm=uLaﬂmsmmwumﬁ‘luiyumwaa]mmcmmﬁmaamnmama
(®) mymaﬂm‘smw ®
(o) Tdenansdiud o
@0  WRNUNITYINIU
b, AuautRvesiudoiaus
bo  TMmmannsanungmne
blo liduynraduazany
ba  lisgszminadnianig

W
il

b/o.a lhiluyanads ..



.« 11JLU‘LJ‘Uﬂﬂa‘NaEl’iu‘Vi':l’NflﬂiuGUﬂ']iEJ'LPUEILﬂ‘u@iﬁaﬂﬂﬂtyEy?ﬂUWU'JEN’m‘UEﬁ%l’]
Hams Lua:1mﬂLﬁuwwiuwwutﬂa‘usnnmJ3.,muwaﬂ’ngUmmwaqNUiuﬂaumsmmmmﬂu NiguuAsIng
NIENTHMIATINIVUANILTUSE MAEeLslusEUUIRTateasaumAvensutyTnans
©.& 1MLUuUﬂﬂa‘£}mﬂ‘§3U‘HBlﬂuUﬂJ?J’i’)EJ‘ﬁBNVIN’IULLﬂ“lWLL%\‘IL'JHU’H@‘LMLUHNMNWU
VBIMEUTeesTluse BUUIATOT WA TAUmAYeIn Uy Tnans @ m‘numumumammmmﬂwumu
AM3 nsunsgdans dulms N:.Jmuwlumﬁmi,uwuiummswmumﬂﬂauuma
oo fRnautiua lﬁJﬂJﬁﬂi:}mu€§I'e]{l‘VI'}HJGl’IJJ‘WﬂﬂJuﬂ'i‘iim"l‘iuiﬁl‘lﬂElﬂ'}‘a'ﬁlﬁ}‘ﬁﬂ'ﬂﬂ'{nﬂ uway
MsusmsagniasgimuslusvRsaunw
.0 Lﬂuumﬂﬂawmmfawmaﬁaﬂﬁmsmmflﬂ'@l,ﬁnmaﬁﬂéﬁ’qndw'a
o. 111L‘Uuwma'UiuTEJW'ﬁaunuﬂuwauﬂmaumwawmawamua‘tmm Jandn e
Tulsznmalszmanadidnvseding visshitudnssvhnssuliumsdnuine mswsiuegradusssuluns
Usgnmnsiadidnnseiindasai
o Lilufldsuendviviemuduiy Feonnufiashivendumalve Vuusisguia
ﬁuaqwawamua"lﬂmmaﬂwﬁawLanawét.mmmmmummmu
b.eo Nauﬁual,auamwmauduwLLU‘UEUEN "AINTIWAT" ﬁamﬂmauumﬁau
ﬂﬁmmlarfanmivwmmLsmi’mmﬂ’musﬂ,vmLmﬂmﬁfaa’lﬂﬂwuamuﬁm-swm
wan dennasssningidriudasdesdinsivundadiuntniiuas gAuTuRavauluSInay Awwewde
namm"mammwamnrri'aumvrarm1nmwmm.|ﬂ'ﬁwaum‘m
nimmamnaﬁ”mNwm'ﬁ'mmmwuﬁﬂ,vmwm'mﬂ'maims*uwuuﬂumwimm
Vian nﬁ]mﬁmmuumaﬂwamwaqNwrm:umviaﬂ'mmeL'Uumamuﬂua@ﬂﬂﬂﬁﬁﬁ'smmmmamua
dmIutannasse m’Nmﬁ:mﬂm‘lmlfﬂﬂ'mu@‘lwmm‘s:;m"ns’miﬂl,ﬂuww'mum
nan mm'muﬂ'mniﬂaaummmmauumm"umum'mNaulwmwuﬂlﬂmanmﬂmymu
nsmmamnaaiw'mwmﬁfmmmmmimmmawmawmiwmiwlmw
wmtﬂumawamua TuuRanmssaudh msBudeiauedendlidedindouous g
ﬁ'm'a'wamﬂaasvm"mmm’mmmlaﬂ,mﬂmurﬂwwmmm’mEﬂmmumawmaua
ﬁL%'"ﬁ"mﬁ”nqﬂ‘i'lEmwmaqa'15111ama’iuwuqaauaummﬁﬂwmmimmiw’[ﬂiwwmLﬂumawataua‘iumu

u

ANNSIUAT

De

b

©.00 Na'wuaLauamaqadwwwaummauannmmmumu‘iu-swuwmmﬂmqmmﬁma
didnvseilnd (Electronic Govemment Procurement : e-GP) 'ﬂaﬂﬂmuzywﬂma
b.ob mausuaLauamammamawwmnﬂmi Aatl
(@) ﬂimwﬂwmauaL'Uuumqﬂﬂamﬁmwummguma‘l‘mamlmmmwaul,nunm
@ v mmuuamawammmmi mnwam"|<ﬁm'maumwaawﬁwnmwuauamwﬂ'm‘;]“lmml,aﬂamuwm‘mu
fifinsmsaiuseud Feazdowuansriduuan o Ugavhenouiutudeiaue
() ﬂﬁmmawaLauauJuumumammmwummﬂgwmaiwammlwmiswaqm‘u
uammuvmmunuﬂiuwr@umqinamsm 'lviwm'mnm'smwurfmaﬂwmmuﬂmmmau Tneiutoiaue
windnuaamsdeuniSondseyadiuuds o Yuiitudorus Lk o auum

o s L= J
o/(en) EMMIUANSIATD .



-en-

(o) Emsumsindesadnen faileiithaduiy &o0,000 UMTUlY ﬂmwau
Torauaiuynnasssumm lnRnsananmifseiuseayTiturinlifu co Tu feuiuiuteaws Tnedaadl
Laushnmmaa’l,uumﬁmmimuuam o lu & vesyarsulszinuredasinsvtemensitudeEusluug
avads uammﬂuwuom'sﬁlmmaqrﬁm1~mﬁaLﬂus’iﬂmum'zﬂﬂLaam]~maqLLamwmaasmmummumﬂwu
:uammﬂa’nanmwm’tmuaamﬂuamm

(@ nimmawaLaualu:umarma‘wﬁwaqnf-Jm'm?awwmmwumammimwm
wotlzdhiuteiaue wawnaLauammﬁmamauauwa Tnedesihaivdude o Tu @ VBIYAANUUTZIE
veslasimavsenensidudaiausluniazads Guideiisunmsngluyss A IRUTEMRU WS e U
Lduwu‘lﬁaﬂ"FI’i‘NEl‘ﬁlﬂ‘iﬂauﬂﬂﬁﬂ,‘ﬂﬂﬁwﬂE]‘Uﬂ"ilﬂ‘ﬁL{Iu‘v'IULWFJﬂ’I‘E‘W']El.l‘?jEJLLﬁ““U‘a'wﬂE]Uﬁ'iﬂﬁ}ﬂ’lﬂiuﬂ'um’mﬂ‘iuﬂ’lﬁ
Y83I5UIA AUl sn:ma*uauwmawummm‘mmﬂﬁvmﬁlwﬂumnau‘mmﬂuiﬂawm'smmn
EJaﬂLaumwawaNuauwawaﬂunmu'lmywsm viondnauaususes (nsdllesuneusiuieain
dnuinalug) smaaﬂ'l,mmwﬂusual,aua Tuisfututaauslihiy <o )

(&) NI (@) (:z) snuiudwsunsdifolui

(€.a) ﬂ‘sm‘wmausumaumﬂwu'wmweaﬁﬁ
(&lo) um‘uﬂﬂa‘wﬂcﬂmwummﬂgwmEﬂmamamvmwnﬁwuwnamﬁmm
wizsdygRduazats @M o) WA, bewe
. wanmumsaummaua
wawuaLauaﬁaumaaLauamnmswaﬂmuaummauﬂumsLﬁuaswmmasmwmawma
MAsgeedidnvsednd Immwmﬂu o @ A
mo @il o atedesdesionatsdielui

(@) lunsilffudeauaiiiuiiyana

() heviuduaiyvievhaiududie WWsudunideduses msan
nefouifyana Tydsedevudiugsanis RiiguRIUAN ()

() u‘%ﬁ’wﬁﬁw‘%’au‘%@’wum‘uuﬁﬂﬁ’m Widudnumisdesuseanisen
nzilou dhvana wilsdeusanniaus mym‘swsaanﬁumwaﬂmﬁ g uanIuAu (i) waz Uy favu
selug (613)

(o) ’LuﬂimwaumamuaLﬂumﬂaﬁ*ﬁnmwsaﬂmwﬂmawiﬁaummﬂa Ty
e’hLmﬂ’mﬂ‘ssﬁﬂﬁuﬂivﬁwwamuu mLuwamﬂamLLammﬂﬁmmumumu (1) dundnsuszins
Ussrnvuvesgiluusay mamLumuaaamumwaqmﬂuwuaaummlﬂmaammmlwa

(en) TuﬂsmwauwaLauaLﬂumawﬂaLauasfmnu’tumuvmumwm Tdudnun
AYYIVBINITTINAN LLﬁuLBﬂEﬁW?ﬂ?Mﬂ?u‘Ul’ﬂu (@) 9139 (o) VBIIIUAT UduAnTA

(@) wawumauammuaﬂwanﬁmmmnwamawﬁmaanﬂmi il

(@) ’Luwammawemua;ﬂuumma 1%8U%ULLE1§]Q%’]U~WI‘§NHVINﬂ']‘i
Tusemves o Ygavhenoutuiudeiaus Tnelvituvasdnaussia

(@) “Luﬂimmwmaumﬂummaﬁﬁnm ‘lwawuaaawsmusmmurhn
Lsiifiu wo Ju Asutubudeiaus Tnglwturasitiausasien wazazAouanamlsdoTuseayTidudnii
:;Jammna'naﬂﬂiwuﬂuquaqu’]ﬂuamnﬁ

= e
&/(&.en) NTEUNHEY ...



cia v o

(.en) nimmawaLaualu‘ﬁu“aﬂ'1qw%mmﬁam‘sLLaz‘lquammLﬂau WIoALA

U
=

lifisawofiandrfutoaus Wiuduumlidesuseniuiude Eudefisurmsnelussmaiousen
L‘Suﬂuw’%’au‘%ﬁ’mﬁunwé’nw%’wéﬁlﬁ%’ua‘ngflm’l,ﬁﬂ‘isﬂauﬁam'ﬁf&uﬂuLﬁam'ﬁmﬂ‘uéuasﬂsznauqiﬁaﬁ'w
Usziu muusgnirvessuImsuviaUsemelne mmw%au%ﬁwﬁu‘vguﬁﬁmm'm.ﬁdﬂimﬁ'lwﬂLL%’aﬁau’lﬁ
NI Imﬂﬁm‘:‘mfmnaam‘&ummmaaL‘iuﬁm%;aﬁﬁﬁﬁmm’Lmﬁ'ﬂ‘saaﬁaﬁﬁwﬁnmuawm%’mm (nsailasu
weusneIndinenilng) Seeenliuniudeiae fuiviuutoausliiy «o W)

(@ Yadenasdiui o ﬁgwumﬂﬁﬁuw%’amﬁuﬂ’mauammwmzw%’m%%‘ﬂ
Pumasgiedidnmseting auwuulude oo (o) lagliisiosuuuluzuuuu PDF File (Portable Document
Format)

viail Lﬂawl'ﬁu%’aLauaﬁmﬁummudwﬁmnaﬁmuﬁ‘fg%‘mnmiduuﬁ ® ATUIIY
ARIELEIY) ixumﬁ’ﬁ%as‘i’ma’m,ﬂ1ﬂ%’§€haﬁLé‘nmaﬁﬂéwa’%‘wﬂ%ﬁmﬂmﬁa"su'ﬁ o ALY Tt o.5 (e) T
lneffiudeiausliifomuuindionasdnd o Asnaaluguiuu PDF File (Portable Document Format)

mlo  dfl b sgtiaedediionansderelui

(@) 'luﬂﬁzﬁﬁﬂ'ﬁuﬁamuauauﬁqmaﬂlﬁqﬂﬂaﬁuﬂwﬁﬂm'sl,mulﬁ’uuwﬁ'qﬁa
ua‘uéﬁmﬁqﬁmmnmamuﬂmmgwm&l T,@aﬁwé’ng'muamﬁamwmﬁuaué‘ﬂmﬂLLﬂsQ’%’Uyaué’mw ithl
mn@’%’wauémwL‘ﬂuqﬂﬂaﬁ's'sumﬁmLﬂuﬁﬁusﬁqﬁﬁmwmmgﬁmaué’amﬁ'u

(o) memé"aﬂLLas/‘vr%'au:uugﬂ'mﬂ'rsamﬁaﬂﬂzua”nwmmaww Aude <.

() dnumilidesusesdud Made In Thailand VOIANYNAVNTIUUNAY
Usginelvy (§7d)

(«) aﬁ’mm’twfwmﬁﬂuw:ﬂszﬂaumﬁa‘mﬁwmmnammmmmjam (SMEs)
(6dl)

(o)  Undenarsdiud o ﬁawumﬁiﬁﬁuw%’auﬁumiLauaﬁwmmaiguuﬁ’mﬁaﬁm
Pnaigiedidnmsetind nunuilude e.o (o) laglinsauuuluzuuuy PDF File (Portable Document
Format)

e Lﬁaﬁﬁusﬁamuaﬁ'u,ﬁummuu"LWﬁLanm'ﬁmmﬁ’rg%l,anﬁ'ﬁdauﬁ o
ASUNU gNABIuan ‘swu%’ﬂ%ﬂﬁ’ﬂ%’ﬂq:}"uﬂ%’gﬁ'gaﬁl.ﬁﬂvr'iaﬁﬂéﬂza%'ﬂqﬁzy%Laﬂaﬁeiwﬁ b MUY Tude e.o
(o) ‘LﬁiﬂaQ’?juﬁamuahjﬁmLLuuﬁm%Laﬂawsdiuﬁ b snaluguiuu PDF File (Portable Document
Format)
€ MIEUsTIA

) é’ﬁu%’al.auaﬁa»ﬂﬁu%'al,auaLLazLaua‘iﬂmwNssuuaﬁ'm%{fﬂﬁ’wmﬂ%’gﬁ’ua
Sildnmseiindmuiimuusliluenarsussmammsidnmsstings Tnglifieulala Wiy wazagdoansen
tan11u Iignieansudau wiouimdnguuansiamuuagh mstuduiinuvesfiudaauslnglideauuy
luaueseluguuuy PDF File (Portable Document Format)

&/<lo lumsiaussian



b lumsauenmiiiauenanduduum waziauemaildifssrdaisuagsian
Lﬁaqlﬂeuauaiwmq51m uay w§a§7ﬂwﬁawmha wan3enesienis audeuluiise zylivieluauosian v
ﬂﬂmaa'wqu MTTiaueIzfenstunaiavuassvnide mﬂmaLamua santsdelunseiu 1vine
mawuqaaujuaWﬂq;Iﬂaﬂmswﬂniaquau%aiamﬂﬂﬂﬂwmamﬂrwn BN Avuds Aaameideu way
Aldaedug aasliud wnﬁumamauwam’m M 1UAGE NUNUNFYNTIN TSIneNUtaauLfansy
gNTIUAYYAL

fiausasionauasmuniualitosnit ase Fu faustFuauesialag
nelumviueiusian Q’E"}u%’amuaﬁaa%’uﬁwamﬂmﬁmﬁlﬁtauaﬁ wazIznaU NISLEauesIAAle

& sﬁu%’asaua%ﬁaqmuaﬁ'mummdauauﬁaqmﬁu o U duiinaniuasun
Tudran

< futeiaustedesdmananden wazviTeTwazIBunnMANYMEIaNIZYBY
ANdNYIEYRITIEMIBIlsAvandenausLaze Ut S1UIL @ 18013 TUnSaunIsELes AN EUL
fadedadrumesgiedidnmsetind aussneunisiiansan véngruianani fainezdaliiduenansuos
NNTIVANS

<& mﬂumaLauaﬂumaaaamaaawqwaawaﬂvnaua U TIWATAE o MU
U339 weldlunsmsisnnasseUsenaunsiionsan Tuiud 97 UNTIAN bdbe TEWINg
a1 Gao u. m @b.mo U. M NFNIUAFINTTY I‘sawawmaammwivwﬁmwaﬂu

viail Soimaglisuinveuluaudeele 1 MAnduudfegesnan fogsiindenteluly
uﬁu%hwﬁhmzﬂtﬂwuﬂaauﬂinaua

&b  NOULEAUDIIAN waumaLauaﬂQimsaﬂmﬁﬂaﬁmmy1iﬂqﬁﬂaawLaammaUmewaaaﬂuma
1A33n13 (Terms of Reference : TOR) 'Imamuuavm'ﬁ,faLaﬂm?ﬂﬁwmm'}mmaﬂmauﬂamwmﬁanaumv
anasBudelauonudouly ‘Lumﬂa’ﬁﬂﬁmqmnﬂwaamnmauﬂa

<o Nﬂu%aLauaﬂzmﬂdﬂuﬂaLﬁu@uﬁuLﬁu331ﬂﬂﬂﬂ@i”UUﬂﬂ?ﬂﬂ%ﬂﬂﬂﬂﬂﬂﬂ?ﬂiﬁ Aae
Sudnnsefindlutuil 9 zm'i'mm bdba FEWINNET oo U. T el.oo U. kazhallunisiaussialy
ﬂamﬂzuuawmaa3uU1wniﬂﬂﬂaqmq1anﬂﬂﬁgﬂuaaganwsauﬂaLﬂ1unrum

deuivuanantudeiausuazaeTnLd sliuenansnistiudelaus wagnis
wuasalag lneihnuin

&.c Nﬂuﬂ@LﬁuaﬂaGQﬂﬂ1LaﬂﬁWﬁﬁﬂﬁiUI%IUHWiHULaﬂaﬂiﬂﬂLﬁuaiu5ﬂuu1ﬂﬂa
Lanﬂ1§U3~uw1PDFFde(Podab&eDocmmentFonnaﬂIﬂﬂwaumawﬂ&wmduhwmuwﬂﬂaumiaﬂaaUﬂawu
ATUAIU QNABY LazdAlauYaonals PDF Fﬂernn4wauaueanﬂﬁauLanaqimaLaua LA 3ededoya
(Upload) iaidumstuenansteiauslyiug Savde NWuVﬂﬁi“UUﬂﬂ%aﬂﬂﬂﬂﬂﬂﬂﬁiﬁﬁ?HaLaﬂﬂﬁauﬂﬁ

o F}ELlwﬂ‘ﬁiuﬂ’l‘iﬂﬂ'}‘im’]ﬁdEiﬂ"l‘ﬁﬂ'i”ﬂ'lﬂ‘i']ﬂ’lmﬁﬂ‘r’l‘i’auﬂﬁ WHANAUNIIRTIVEDY
ﬂzuanrummmwawmaummavﬁwm LﬂumausaaLaua'mJma‘divlwuﬂuﬂuﬂuwﬂwamua'swau AP @.¢

®) Wialy mﬂﬂi”lﬂgmwauﬂaLﬁuas'1sﬂ,ﬂLﬂumaumaLauawmaﬂsiwuimﬂunuNausual,auaﬁ'mau GRIE
ﬂiiuﬂﬂiﬂ‘Q”ﬂﬂiﬂaﬂaﬂBuﬂaLﬁuﬂﬂmNﬂﬂi”IHﬂuiiuﬂUUUBaﬂﬂﬂﬂﬂTﬂUuNﬂuiﬁnﬁua

B

o/MNUTINGsie ...



-

mnﬂmngm’aﬂmyﬂﬁ'mmﬁﬁmimwamsﬂﬁ gmInTInBannIetindgn neunde Tury
ffnsiesandeiaue 3JNEJ‘LJ‘U@Lﬁuﬂ‘i'ltﬂ.ﬂﬂ'iu‘ﬂ"Iﬂ“r'ﬁE]iJLUUﬂ“r‘i*’flﬁl‘U'J’Nﬂ'?'iLL’Ud?IuE]EJ']GLUHS‘E?JJWI?JGU@ o.&
() UAARIEATTLINTS Lsfja'n"luﬂﬁﬂiuW\EJuLﬂuﬂ’ﬁ‘llﬂ‘U’ﬂ\‘Iﬂ‘W‘iLHN“?JuEJEJNLUuﬁTa‘ﬁJ AMENTIUNT AR
'31wawawamu?mauuaaﬂmﬂnﬁl.ﬂuwawumaua way $9in auw'«aﬁmﬂaﬁwwawaLauamnmmﬂun
MU LTuue Jardn agfiansandiugi naumaLauasﬂauuﬁ’hﬂ.ﬂumLiu“lwmiﬂ‘swmmﬂaﬂmawlﬁiwmm
Tudiofulselond denisiansanves Smis
<oo  fiutBlausvzfesufiR duil
(@ UftRnwEeulsiiszyliluenansusemnnadilnvseiing
(o) 51mﬁ|,auas.1sﬁauﬂuifnmﬁﬂmwﬁ;&aﬁhLﬁu wazn®duq (@i sou
alddentauasidouda
(en) Q’ﬂuﬁamuawﬁaaammﬂamﬁawﬁ"]ﬁﬂixmumﬂﬁuaﬂm iy an 7
Anun
(@ diufoauerznaunisiauesiaiaueudalals
@ fEudeiauefesinvuasrhanudlalussuuuasiEnsiauesia PED
Ussmnsiadidnnsedng vesnsutydnanafiuandl3ludules www. gprocurement.go.th
oo AdyLWBERaMNUNTTIOUTeTy o Yy uummmumu’mluatym
Lm&mmmLmum'i‘m1~:rmmmLanemu,u‘umaLanmiﬂiwmﬂmmamnmauﬂa Guusiifunsdidyaiitheiu
Lty ¢oo,000 UMY Lqumsmawu’lwamﬂuLaﬂmsmwuwmamm
&  wdninasiuagavilunisiansan
o lumsisananstudeiaueyssmesnddnnseindad Jminag
Asarnduleslivaninme saen
¢l neRvanguuzmsbudeiaue
nsdildvdninaminailumsissandrugnsiudorue Smin avfinsanan
1AIABIIBNTT
& mnw&mmamuaiwsﬂmmmauumimnmmmwa b viseBundngunstu
tolaualignsies visluasudiumude « maawamualmnmmmma & AMZNTIUNMITRNTUNG N1
Um.mmwmaLaﬂmaunaﬂ~1muwmimwamuawmwawmaumwuu Vuust fiudialauesieln waue
enansmaaliavseseasdenquinuasanzveiagiinznelinsudiu visaueeasdenunnsdly
mnNaulwwmmmmm‘tﬂuﬂsvmma Laﬂm'ﬁU?wmmsﬁrmmaﬂmauna Tudhwiillvasedrdiguazania
Lmnmauuluuwam’lwmmm'ﬂmﬂﬁamamﬂﬁau mawawmaumwau wiailumsiiananadniies Ay
NIIUMST RARISAUWBUUTUNSFREAYS fiudeiauasedy
¢« Jwianuivsbifasantoauovesiuteiausingbiinsieuiy lunsdl
e luil
() LinsenFediudeiauslumsiauesiamessuudadosadadae
Bidnnseiind
(o) @ueTwasBeauanslUndoulsiidvusluenaisusznansian

[ =

o g & e Y = o8 wa FI—— = = Vel g =
ainvIBUnaniumssdAy viselinaviliiAnanuliiuieudasouungiudoaueseiu

a/&.& lumsindy ...



-g-

e& ’Luﬂﬁﬁ’mﬁumw'zsmmwmﬁ;ﬁnmaﬁﬂéﬁa‘l,umﬁﬁﬁmm AMZNTINANT
wmmwamsﬂiwmmwmaLanmauﬂa‘wsaNmﬂuaw“’lwawuaLauammwamwmwummlﬂ SRV RORY
avisiaglisudeiaue laisusien islivhdyan mindeasiading liwsng vauvieliignios

&b ﬁ]ammmahmamﬁmJlmm']mmaﬁ VSorAmilasala visesaiiaus
Wauafld uazenaRnsadendelusuay 309U mamw'}~3’1&1mswuﬁwmi’m N30071938ALENNTS
Ussmasmdidnnseiindleslaifinnsandndeaesly anuAvEinnsan vt ieUsslemiveamessnisiiy
mﬂz:g wagloimsinduves Samiadudiaun Nauma!,aua'ﬂ%'iaﬂﬁaamhma viseandemelag Ale
Faadanin ﬁ]wwm1‘5m'1EJnLaﬂn"m.l'i.,mmwmaLan‘wiaunaLLavm‘iwwﬂuﬁuauaumﬂuwmu lanesdug
futaiavetildsunsdnidenvide iy ‘WlﬂﬂJLWE]‘I’TL‘UE]QE]IW]‘1ﬂ’l'i&l‘lé‘?JE]Lﬂ‘L!E]ﬂ‘iu“n’lﬂ?'ﬂﬁﬂluﬁﬂiﬁl Wy NS
EusLonansouduiia ma’[waumamwm wedlAymradusauesmuny 1udy

s[uﬂ'mwwﬂwaLﬁuaﬂamﬁuammmﬁm iauaIEaumangldiliions
sdunumuenansUsEnInsInBiannseindle ﬂm“’ﬂﬁﬁuﬂﬁwﬂ‘]‘im']Nﬁﬂ']‘i’di‘“ﬂ’lﬂﬁﬂ’]ﬂLﬁﬂ‘WiﬂUﬂa
nedwmin ﬁiJi:wwawaLauauummmmvLLﬁﬂwanmwm‘Luwalm'] wau‘uaLauamu'ﬁﬂml.uun'ﬁwm
Lanmﬁﬂﬁvmrﬂ's'lmaLanmauﬂa"lmasﬂaumm vndntuasliduiisuitale Smin favisrleslizutedus
mal:u'sm'mwaqwamrmauaﬂauu Wil NausaaLauamﬂm'g‘lumwmaﬂsmﬂﬂwwmammamﬂmﬁ]
RGN eL)

¢ fevasunludygdminensussnmaenidnnsussmasanddnvseing vn
U'ﬁﬂﬂg'ﬁﬂﬁn'}'ﬁﬂisﬁqﬁrihé‘nwmsﬁ’?fu%’aLauai’iwuvmsﬂﬁwmmqmw‘%aﬁ‘lﬁ%’umﬁﬁ'ﬂuﬁaﬂﬁmaﬂﬁ Ia‘au
UMY mauafmlﬂLa&lnuwawamumwau wsatnvensuYstuegruius sy maauaamnuﬂuwau
foalauoTedu st ilunsiauesien maaammwmmimsmau’[@‘tum'sl,aua'ﬂm

e mnwawaLauammuwﬁunaumﬁ SMEs Lauaﬁwmmmﬁﬂmmammmﬂu
sual,aua'iwauﬁlmﬂuiaaau @0 'meaaﬂusumﬁaam%a%ﬂﬁ]’mmﬂwﬁmaumi SMEs #lanan? Iﬂm
L‘a‘Elﬁﬂ'}ﬂ‘uwHU‘UBLHHB%GLUUNU%HBUmi SMEs eﬁﬂLﬁum’lmaqﬂ'.rmmmaﬂﬂuaawawaaaumwauimnu
J088% @0 mul,'saﬂmmammlmnu @ 58

diuteiaueiitiuinssaudiesldavsnunssanis id3mAmnIERse
\Hudusvnauns SMEs

Vit AUsznauNs SMEs fiagldudusadusiniminssania wsasihdudgyaazau
autufiusudunmiaueluadeiiud fyarsiulifugarvemeldmurneitunsdeulit
aan.

& mnﬁ'&’fu%’maualﬁmuaﬁamﬂﬁ%’unw%’maqua PRnLATeMINE AU TINAR
melulsznalne (Made in Thailand) mﬂamamammimmwismﬁha Laua‘nmmnmﬂﬂ'}mammm
Lﬂ‘lJEli']ﬂ']‘i”lEJE]u lumuiaaaw & ’Lmﬂsaa=.1ﬂmaa'1nmau'ﬂaLauamauawamﬁlmumﬁmm uagoan
Lﬂ‘sammaaummaﬁ ma’luﬂnmsaﬂma (Made in Thailand) IMNANYREINNTTULIUTEWALNY

ails minlumsiauaaadady NEJU‘UﬂLﬁ‘u@'i’IEJImJﬂEME‘f&JUﬁmsﬁlﬂ & uazde .o WY
Lauaﬁwﬂ"mﬂuulﬂLmuma’tumsmuammaamwﬂsvﬂaumi'maulumuﬁaaau o&

el ar
/&0 VINHEUVBLAUD ...



-C3-

¢oo  mngiudaiauedadlfusznauns SMEs wiuyarasssunTifedayilneg

L2 T}
ar

3y 1 1 c'| la'a' ::L qln 2,
w?aumuﬂﬂaﬁ%ﬂﬁ'ﬁummgumalwmaumwmqam'ri'lmmquaaaauﬁaLa‘uamLﬂuqﬁﬂaﬁsummulmﬁa

'
= =

L = = e L d’}' q‘;‘ ' (Y 153 B ar 4? Lo ar :J
aig‘ﬁ']ﬂl'ﬂﬁl'*vﬁﬂuﬁllﬂﬂa‘ﬂ%ﬂﬂﬂ‘ﬂu@lﬂ]ﬂ{]‘lf‘m"lﬂﬂ@&ﬂ?ﬁﬂi%Lﬂﬁl&lLﬂuS’ﬂﬂﬁg e 1ﬁﬁlﬂ%aﬁ]ﬁ‘ﬂﬂﬁﬂUuﬂﬂaﬁ‘ﬁ§Jﬂ’1ﬂ

& = & aa do oS @ |
ﬂﬂﬁﬂyqqulﬂﬂvfﬁaUWUﬂﬂawﬂﬂmqmumqﬂﬂﬂﬁﬂiqﬂlqﬂﬂﬂﬂﬂaﬁl'ﬂ

!
Srel

qéu%’mauaﬁ'ﬂuﬁmﬂ"ns's"auﬁqﬁwlﬁa‘*w%mmsiwﬁa ALhsmmynseIese
Lﬂuqﬁﬂaﬁiiumﬁﬁaﬁtymﬁlmaﬁaﬁﬁuﬂﬂaﬁﬁ'ﬁﬁa%ummgwmalwa
o, mMahdyndeus

oo lunsdiifuusnisussmesmdidnnsetng ansndeevdswesldnsudy
Melu & Tuvihms Suusuivihdennasie Jmdnaginsandavihdennaadumisdouny sy ny
wuvdna ey lude e.m Al

0. 'Lunssi‘iﬁﬁwzmiﬂi::mﬂfmmé‘té‘nmfaﬁna“l:jmm'a'adquauﬁwmiﬁ'ﬂwﬁw
Mely & Fwims wie Jwddiuliaueasiavidennaaiuntido aude .o HauznsUseningi
§L5ﬂw'saﬁnﬁ%ﬁmﬁﬁcytyws‘gamuLmué'aycyﬁﬁsﬂuﬁa o.a 3avilannaadunide fusminnely o
W TudnanTuilasuuds uazaziesnmanUseiudyg v wauturifutesas & VOINMAIRe T
Uﬁzmm’]m&é"nmaﬁﬂa"lﬁﬁwi’mﬁﬁﬁa‘lﬁwmsﬁﬁcgfm laglivanusyiuegrmilsodalagasealys

(@) Huam

(o)  WAvSensmvifiswasifudesng FodudevIonsmiviasuiildidn wioas
ﬁgu‘a?ﬁzsiaﬁwﬁ’wﬂui'uﬁwﬁ’zyzm videreuTudulinAy o Surms

() mlsderusefuvessumsmeluyss Muegefinnnssumsulaung
Amun faseylude o.e (o) w‘%a%m‘jwﬁ'ﬁaﬁmwr‘fu5Lﬁﬂwﬁaﬁnémuﬁ%mﬁﬁﬂ'ﬁuﬁzﬁﬂmaﬁmum

(&) wﬁaﬁaéwﬂssﬁwmu%@’wﬁwu vsoUSERuuvan N Tldueugn o
‘U'sanau?mmnﬁimqmﬁaﬂﬁwm‘i“ﬁémw'zznauqiﬁqgﬂﬂssﬁ’umuﬂszmmaaﬁmmmﬁwmmlwa gFY
3’1&!%@U§‘[§%L31J1’314ﬁ514’?ﬂ’]'iLL‘VfQ‘U'iSWIFTIVIEJLL%I\?L?JEJuIﬁWT}U Ingeylawlildmusagnomisdo fusefuves
sumnsinagnssumsulsuesun neseylude o.« (o)

(@  ustnssguralne

wdnUseiuiiasAuld Tnelilinenidunsly oe tudnaniuiifuugnisussnamsia
adnnseind (ane) Huandeynifunudyandeusud

dnUseiudasauly Tnglifinenide mushsduvsaianiitedeiimin 18suueuliud,

o ANLEazNSTeRY

930 q]s'ahEm"iﬁqmm%"’a‘lﬁimmﬁz&aﬁﬂLﬁmmaamum@mniﬁu 9 wazeldieiaag
ﬁ’f':aué”ﬂﬁurié’%’u%’amuaﬁlﬁ%’uﬂ'rsﬁ'mé'aﬂ’{,ﬁﬂu@'ma lasuiseoniu eo singsil

il o Wudnoudulusnndesas oo vosrAes iefuelddmoudsssnsunny
Tudsde Wiuduasanely mo Hu

9 o SRS SeEat 0o vasdwe Wedwelidweudmesnsusny
Tudede Tiudaadaniely mo Hu

0l o Wudaudulusnntesas oo vosrdvwes Weguelddemoudsasnsumy
ludede Widnademelu mo $u

&/ & ..



-ge-

nof @ uswutulusndesar oo YBIAEIVDS Luawmalmmuauawaamumu
ludedle Tudatanely mo u
97 & B wuiuludnndesas oo YoIFNA U0 mawwlﬂamauawmmumm
luds¥o Wuduadanely mo 3u
it o Huduuiulusnndesas eo vesames lefunelfdsovdsasasuna
ludsde Widuataniely mo Hu
07 o Wuwudulusnmesas oo Y99FAAYDY Lﬁaﬁ%wlﬁdauaudwaaﬂwmm
ludste Iudaiadenely mo Su
0t & Husnauiulusnadesas eo vesdes ledunslédmeudsweasnsuny
Tudste Wudaadanely mo 5u
il & Huduuiulushdesas eo vasaes iedunelfdsuovdsasasum
ludsde ’lﬁLLé"JLﬁ%‘ﬂma‘Lu mo Ju
97 @0 Wuduiulugniteras oo YDIAEIVDI LﬂJEJBHJ']EﬂﬂﬁﬂiJE)Uﬂd‘UENﬂiU
maludete Tudiadaniely mo Yy uay Jandn ‘i,ﬂmwﬁwauawamau-saaLLm
& 9nsAUsu
fi'm%’Ummmué‘mufm%amauuuﬁ'}maﬂﬁ'}'ﬁﬂismmwmﬁLé‘ﬂmaﬁﬂﬁﬁ visedonnas de
edunisde Wanlusndosas oleo Yees1AAAseissliladuneude Yy
. mﬁ%'uﬂﬁzﬁ'ummﬁﬁﬂunwim
Hyuzn1sUsemesiadidnseiing m‘l,ﬂmacymwamammmumﬁwu’iuﬂa ®.on Y159
videmnasdediumisde uwhusinsd wm‘suﬂivnummmﬁﬂuﬂwsawmaamawmamwmmwmsﬂu
wozhalifeent o U Tudneniuil Smdn lEsuneusung Ingsossudanmstounsuudlalildnigle
anaLAunely o Tu uuammmuﬁlm‘umammmimunmm
®o. maamuam‘"lum?awamuauazam
eo.0 RuAniandmiunistendsi ldnanBuihydsamenua
myaswmludygraznseviale m’aLﬁaﬁw’i’ﬁlﬁ%'uayﬂ“ﬁL?umﬁ'aqmnLfiuﬁ'n;q
Issnenuna udawiy
®0. Lm]ﬁ]wqﬂlﬂﬁﬁl.aaﬂwausual,auama‘imimﬂummﬂ warldnnasdodsenunis
Usgmanadiannsetindud) & ngsay maqmwiamawaamﬂmawnmmnmwdnmmauuaauumaa
mmm‘lﬂamqLﬁta'(,ul,aumwmialml,muaa uazanusaliuImssusdldmuiisguuniiinisnsensag
AIANUSENIAfIYUR NEJ‘U‘UE]Lﬂ‘uEI‘ML‘UUN‘U’TEJEI»ﬁl'e]\‘l‘LJ{]Umﬂ’mﬂ{]ﬂu’lm’Iﬂ']Em’l‘iﬁdtﬁiiJﬂ’ﬁW’lﬁu‘?jﬂu’l?
et
(@) Lwam';'mmamawmwawmnaﬂwﬁmmnmam LNARBNTULRNYIN
ey o Su uumumummaé’ﬁ VT0BYDINFNUTENA Vuusiluvesiissuuniinisnseneauunny
U'sun'msmnﬁhmswdmmﬁaaulﬂ
(o) %ﬁmﬂﬂwawmmmjwmnaﬂmwﬂmLﬁa“lma vialFefifavEuAtu
\3elvey MnssUsemmndsemdlng Buusas glasvoygmannsudavi TwUﬁwﬂaﬁsuaquuTﬂmaauw
fl45elne ema1=~maq"lm‘uaqﬁmmwuuunauuswnmmamaau wiaiuresidguuniinnisnsensisauunay
UssmasniidlviussynleeSeduy

@o/(e) lunsdifi .



-®0-

@ Tunsdtlivfifony (o) w3e (o) AueazdosTulnmungneindae nns
duasunsmdveun?
vo.m HiuteiaueddminlddnEenud, lnlﬂmamzymsaﬂuam nasde uvilsde
melunadifvun asszylilude o dwinassundnuseiunsiiudaaue mammmmnwaanwuaﬁam
Useiunsbudeiauatiud u,a.,awwmﬁmwaniaq‘szjﬂ‘lﬁﬂ'zmmamaau (6dl) savieny wmmﬂmﬂumm
U MussdeunsEnINnsedeifensintedninauay MIUIMINARNIASY
voc Fwinanudvivesudludiuiuteuls visetarimunluluudyyviedennas
Folumilsde 'l.viLﬁulﬂmmwnmwaqmuﬂmuaﬂm'ﬁaaam (63)
®@0.& ’LunmmanmmuwwLaﬂaﬁﬂswn'sﬂﬁﬂ’lal.aﬂmauﬂau Aemudanseudeiu
Keutoiaussy mawgummmﬂuﬂawmﬁmmm Addedednanlviteuian uazfBudeiauslaifiavs
Sensesalddnelan wudy
oo  JwinenalssnAendnnissngelunsalseluily Icﬂawwﬂwmaua 9138N509
Andeelag andanialale
(@) dwinldlisumsinasstuieldlunsintonsefledusaassusluiie
woTlazvhmsindontainely
(o) ﬁm5ni~ﬁﬁff’iﬁ'}é’ﬂwmwﬁ§u%Laua'ﬁ'fauumsé’m@aw‘%aﬁlﬁ%’umiﬁmaan:u
Naﬂﬁviwuﬁfmnu ‘w'ﬁaumuimﬁ‘aﬂuwau‘uamuaiwau visetnrensudsiusghadusssy visausausy
fudButeiauenedy viardmhilunisiauesian maam1n‘summswﬁ]'ﬁmau’i,m'i,uﬂ'rsl,auamm
(@  mevhmsiadentsiiieluovrelmannudemenidansa NI0NITLNUFD
Uselewiansnsoy
(@ nsdiuluvhueudeniu (e) (o) 3o (en) mwmwum’tungma:wm Feoen
muaalungmneifensdatesndtuay gMIUIMINARNASY
®0. ﬂ'rﬁﬂg‘ummungwmmmui:mau
Tusgvineszesiiannnste waumaLauawlmumiﬂmaan’tmﬂummammﬂgw R
vannaeifinguineuarszdeuldimualilngnnse
o,  MaUszilunamsufiRnuvesusznaums
Javdn aunsodinanisUfTRuudIasany Sy vesiudaiaueiilasu ms
ﬂﬂLaaﬂ“l‘wLﬂummﬂl,wammﬂsvmuwamsﬂgur@muﬁuaawﬂswﬂaumﬁ
nall mnmawuaLauawlmumiﬂmLaaﬂlmw'mmzuwn'muﬂmmﬁuwmﬁawmaua
ievhdgatudmia 1idasn

ohll/
Jinguasvsil
UNIIAY &b




iwﬂmﬁaﬂﬂmﬁnum:quwaqen wuuvhelenasnsiadaluisien
vt 009 / e
598157 o Alteplase ¢o mg for injection
AuUTENIATININgUaTIY5T

o. Vo8 Alteplase &o mg for injection (GPU : beealown)
o, AuFuUAnalY
L.e. LUy Wugmausimannidie JUkuy Lyophilized vnmaufisvnua dwiunausah

azanednidviaenidons
blo. @mUsEney Usenausmiesne Alteplase ¢o me T o vial WiaufvazaieUsinms o mi
.. MYULUITY  UTITLUNITUEUITReNEnUTEnderlnudn wazusIineiasiunas
. 28N
- szyfienn videdevnanisdn dulsznauiiend 1Ay TUNAAINLIIVELET LAY
nzifousiSuen inafingn Fuidnuay Tunuaeny
- UUN1YUEUIIRET aeelieedassyyiosvietonianisd daulseneu vun
AYILIIVENEN WBUTINGR Tununeylidaian
o, AuENUANINALia
wamsm'smmﬁ mmmmﬂu‘lﬂmu finished product specification wa¥ drug substance
specification figsBsanninduiiuatiudeatiu dsldsaneoudediinmunmenssunisemsuasen
NILNTNAD 504 'waumaﬂm’rsuﬂ*amammmLUuﬂUU'wma*um’nma‘[mmqmmmumé’mmw’t&mwu
il MUUITENIANTENSNAGITULEY 1309 331 WAlodoo 8eiudl o SunA beoe (avsznie
'Lu'swrmmumﬂwnum ol NUAHUS bevb) LLa”L‘iaﬁ“UﬂTﬁUEﬂ (Uil ) WMol asTuRl «
NINYAN lodolo (@wsgmAlussiTamuunniuil s nngeu besl)
fieiflunsfiansan Witutunreftiavesnnenssumsiatsansa
a.e. Finished product specification: Alteplase &o mg for injection

ia Test Specification (USP o)
® | Identification Complied with finished product specification
b | Assay
- Biological potency 0.0 - @a&.0% of the potency stated on the label in USP
Alteplase units
- Protein content «&.o — 0@e.0% of the total protein content stated on the label
e | Uniformity of dosage unit Complied with finished product specification
Percent monomer Not less than «&.0%
& [ Single-chain alteplase content No peaks or shoulders in the sample solution that are not
present in the standard solution are found; Not less than oo%
o | Constituted solution Complied with finished product specification
@ | Single-chain alteplase content Not less than bo%




-

@ | Monomer content Not less than «¢.0%

« | pH oo —o.&

@o | Water content Not more than «.0%

@@ | Bacterial endotoxins Not more than @ USP Endotoxin unit per mg
eb | Sterility test Sterile

@ | Biological reactivity test, in vivo Complied with finished product specification
e | Particulate matter Complied with finished product specification

a.la. Drug substance specification: Alteplase

4 Test Specification (USP &)
@ | ldentification Complied with finished product specification
v | Assay
- Biological potency o.o - ead.o% of the potency stated on the label in USP
Alteplase units, the potency being &=o,000 UPS Alteplase
unit/mg of protein
o | Chromatographic purity The sample solution exhibits three major bands in the region
between bb,000 Da and me,0o0 Da, corresponding to the
major bands from the standard solution. The
Carboxymethylated sample solution exhibits six major bands in
the region between «lo,&oo Da and &&,000 Da, corresponding
to the major bands from the Carboxymethylated standard
solution.
@ | Bacterial endotoxins Not more than @ USP Endotoxin unit per mg of Alteplase
& | Single-chain content No peaks or shoulder in the sample solution that are not
present in the standard solution are found; Not less than bo%
EEIVT)
- nsdllvanzifouudamsiiu (waive) nansandeuiiasigisemsia Tduuanaenansmdngudisnanaii
Insuesineae

- Drug substance specification #1513 nlUdiAseivegNEn drug substance wialulins1esi drug
substance vesfrand3agy atilnatunis Feinseselieseiasunnihdaiisivun

- HAN1ISATIVILAT :ﬁﬁﬁ; an wtdulumiy finished product specification 8¢ drug substance
specification #igna8aanindusinfuatuifientu Faldaanylousedinnuanznssunsemsuasen
nsgNINmsIage nsdquaniinunaiinvesemseingiv vesflauenmlinsanuilsmenuia
Usene 1oy sredanduirfuatuiilmindiiilssweruiausenia viedredandadifusuysenie
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<o, lAatunsdou no.e vﬁa 8.0 D98 TiiaueTIA wiouswazlduaidonisniunu
ﬂmmwmmwamﬂmmmmwmvmw (finished product specification) waztaf1vun
mmmwwmmnﬂu (drug substance specification) ﬂim‘waaiwmwm'imaaml,ﬂaqufﬂﬂ
auiuey ABILUULBNEIINISVOUALY (8.¢) UIw5eu finished product specification
way/v3e drug substance specification TngvaudludeuiulseniraeusinviaUsenin
diinnseiing uazlitiu o Y o fulsemadeusmvieuseniasaBiEnnseting
<o, ONATIUIBINTFIUNITNERL
<b.o. NIdumanluUsENAlny ¢ HHARADIENA1TTUTEMIATHIUM SHARU MRS NINUTILAY
Bnsilunisuanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tag
MBI PIC/S participating authorities #5® JJLEJﬂﬁ’]i'iU'SENEJ’lm%’Iuﬂ’]?Nammm:u
nanunNULaY qswﬂ‘luﬂﬁwaﬁawmmummﬂm"nimmsmmsu,a LYY NTTNTN
GRRRPIVGR éﬁamwumwiﬂsmm’maamﬂaammzmmamwaﬂLﬂmw.amﬁmiﬁé'ﬂumi
WAme PIC/S lumneeniiausus atudganuseunisasivaey Tnsfnanissusasie
ulssmageausmuioUssmnnadidnvseing
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m.e. Finished product specification: Phenytoin extended release oo mg capsule

D) Test Specifications (USP wolam)
® | Identification Complied with finished product specification
b | Assay «d.0 — @od.0% of labeled amount of phenytoin
o | Uniformity of dosage unit Complied with finished product specification
& | Dissolution test Complied with finished product specification
& | Impurities:
- Phenytoin related compound A | Not more than o.¢%
- Phenytoin related compound B | Not more than @.0%
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- Any individual, unspecified Not more than o.b%

degradation product

m.la. Drug substance specification: Phenytoin sodium

48 Test Specifications (USP molae)

@ | Identification Complied with finished product specification

b | Assay «m.0 — ®@0b.o% of labeled amount of phenytoin
e | Related substance

- Phenytoin related compound A | Not more than o.¢%
(Diphenylglycine)
- Phenytoin related compound B | Not more than o.e%
(Diphenylhydantonic acid)

- Benzophenone Not more than c.e%
- Any individual impurity Not more than o.e%
- Total impurities (excluding Not more than o.«%
benzophenone)
@ | Loss on drying (Dry it at @o& °C for | Not more than b.¢%
& hours)
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1897 908 dror
180159 Sodium valproate &oo mg sustained-release tablet
auUsznAdminguasvsiil

0. o8 Sodium valproate &oo mg sustained-release tablet (GPU - be@plbo)
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L.e. JULUU Wueiinguuuusengvsuiu (sustained release) ¥finiulsemy

olo. dulszney Usznausedien Sodium valproate ¢oo mg 1 @ (i
b AMYUUITY  UTITlumrusUnaiin Yeadunudy wazrusIgineiUesiulas
b.g 28N
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am.e. Finished product specification: Sodium valproate &oo mg sustained release

) Test Specifications (BP bmoab)
@ | ldentification Complied with finished product specification
o | Assay «&.0 - @od.0% of labeled amount of Sodium valproate
o | Uniformity of dosage unit Complied with finished product specification
@ | Dissolution test
- After @ hour ®0 — mo% of the labeled amount of Sodium valproate
- After e hours Mo — &o% of the labeled amount of Sodium valproate
O |
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- After © hours o - elo% of the labeled amount of Sodium valproate
& | Related substance/Chromatographic
purity Not more than o.o%
- Impurity K Not more than oc.e%

- The area of any other secondary peak | Not more than o.a%
- Total

a.la. Drug substance specification: Sodium valproate

L Test Specifications (BP boe®b)
@ | |dentification Complied with finished product specification
o | Assay &=.¢ — @06.0% of labeled amount of Sodium valproate
(dried substance)
o | Heavy metals Not more than o.ool% (o ppm)
Acidity or alkalinity Complied with finished product specification

& | Related substance

- Impurity K Not more than oc.e&%

- Unspecified impurities (for each Not more than o.c&%

impurity)

- Total impurity Not more than o.lb%
b | Chlorides Not more than o.ole% (woo ppm)
o | Sulfates Not more than o.ol% (woo ppm)
@ | Loss on drying Not more than ©.0%

.. WANITAATITH Elemental impurity #3508 Risk assessment report (Landtanans
Usenau)
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- ¥i3U8 Dissolution uag uniformity of dosage unit TikuuEnaNsLanITIBazIBeANaNIINTIINATIEH
mniildudsszandeailusanliluly Certificate of analysis (COA)
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<m.e. NANNIATIVATIERRUA KA Saie1d S agUvedndn (certificate of analysis of
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<alo. HAN1IATIVIATIERAUANTngRUTIFIBd1AY (certificate of analysis of drug
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