UszneRinguas sl
o
589 Uszmnmdanuiasien nauelsaialiuasasnidon S1uU & 598015
migisusEmaABdnnseling (e-bidding)

Jwiaquasiusni fauussasdasussnmasiandenyiasion nguen
lsahlanazvannidan aﬁmu & 3N Aedsussmanmaidnnsedng (e- blddlng) JIPINENYDINY
Folunisussmnmemadsd LUuNumau @ @or,moo- UM (Edwdnaunnuiiuuuatuandosum
1)

fiudoiauotsiesdinaauis fuwiolui

o. finuanansaaung e

. Wiiluyaraduazany

o. Llegsewiradnianis

e 13JLﬂuUﬂﬂamaasumNzm's.,aum5aumamuamamammﬂwmamuwaqsﬁhs&aﬂsn
Luaammﬂuwmluwmmzusnmsﬂs.,muwamﬁﬂgummmmwﬂs“na‘umimm“maumﬁuummms
ﬂ'i.mswmsﬂaqmvmmmmﬂs"mmwauw{lus"wLﬂsamamiaummﬁmsuumnma

& hJLUuUﬂﬂammivwa‘li‘luummwa%awmmuu,avlﬂmu’mu%a‘lmﬂuwﬁqmu%q
Mmamwawﬂus“wm'iamaawaaummmniuumna'm Feraufedynnadifisnudufudoy
Hinns nesunsgians guiuns wummﬁﬂ,‘umsmLuumu“luﬂﬂmwaaumﬂﬂauuma

o. uﬂmemumLLav“lmJaﬂmzummwmmzmﬂmuﬂﬁumﬁu‘[ﬂmaﬂmmaamwua.,ﬂ'nsmmswaﬂ
aAsgivualusgienyunm

o. uyarasssunvieliiyana fiondwveianiiussmnsedredaeiiusenansen
ddnvselinddanatn

<. 1:,1Lﬂuwuwaﬂ'sv‘lla‘uus'mnuﬂuwaumatauaiwauwmaumal,aua‘lml,ﬂmmmauaswﬁm
a Nidssnmaussmesdidnnseding wsalmuJuwﬂsz'mmsautﬂums‘aﬂmwmmwuamau}uﬁsm
TumsusgniasreBidnnsedindadei]

« Tidudldsuiendvivioauduiu Feoreufiaslaluaniuemalne VuuAsutaves
wawuaLaualmumaﬂvxaazLanawﬁmmmﬂuwumuu

0. wawuaLauamaqawvLUauiuiwuuwe??a%’m’mmﬂsﬁmaataﬂmauﬂa (Electronic
Government Procurement : e - GP) ‘Ua\‘msu‘uwﬂjﬂmﬂ

o/JEutaiEus...



-l -

2
S @ W U o

ﬁ?iu‘z’faLauaéfm?fu%’aLauau,ae:l,auaswmwmsuua’i’maﬁmmamﬂsgmaﬁLﬁﬂwsau
TN e TEVINIAT e U A e .
Haulaaunsovesuenansusy gMAsIABIEnnsating lngamilvanenanssiuniessuy
m%aﬁmmamﬂﬁmamaﬂmauﬂamqLtmuwﬂsummumnammauamm
Raulaanunseg seasBenld iyl vwwdetudomhospitalorg %3 wwwgprocurement.coth
WROAOUN MM NINIANYIMNEIAY ot nbloeds ludunasanswnis
waiﬂﬁmmﬂ'ﬁm’l‘uswaumammumummﬂusﬁaa"taamﬂmaﬂwm sane lusaadaunuings
Ywringuasstil sunnesisg detudom _hos@detudomhospitalorg vietemmnesnuiinsasayinensimmn
AR T,ﬂammﬂa‘ua31?15'1uﬁ1°°mmmaa%aaﬂmﬂanmummﬂw
www.detudomhospital.org wag www.gprocurement.go.th WU

nd

@ o o
Ussmid sl Uil feu SuniAn ne beoe

e

(wedseninsal iwwsuan)
WBuwndtuynsiley Snwnislusund
c’i’ﬁwmsJms‘isqwawmaamﬁawszqwswquﬂu

YU

UgdRswnsunugisnisdminguasistd



]
-39
nansszMATATemeItUsemasirdidnvseiing (e-bidding)
Jndanuigien nguelseialauasvasaiden S1au € T8Ms

aaUsena Saringuasiveil
o o
aviud o&od

@ P X a R R | ¢ Y v aa
Jinguas el FwislulliBenin "Terin” Remuusrasdasusenmnsrdeneisussmasm
Adnnselind ausens aali

%mmmmm naum‘[mm‘lml,awaamaam W & 78S

Wanazdoldauduvewdt vasdval neldruunneu liduveunniu aa”luamwm“imm‘lww
u,asﬁqm EmuLQWW“GISW]']&I'VIﬂﬁﬂUWIﬂULE]ﬂ?I'ISUSuﬂ'Jﬂﬂﬂ’ﬁ]']\‘1(’1";E!’Jﬁﬂiuﬂ'sﬂﬁ']ﬂﬁatﬂﬂ‘VIiE]‘IJﬂﬁﬂU‘Uu

o

e

Tneiitouuziuasterviun seislul

@).

1’3‘6’3?13'1'3 L‘I.JE)\‘l"\]'] ﬂL‘U‘LJN‘VIhJNTLJLﬂm‘VI nsUTEIUNG ﬂ']SUQUWQW‘H?}@QN‘Ui"ﬂﬁ)Uﬂ'ﬁGﬂﬁJi"LUEJ‘UVI
3§311.MS'J'Iﬂ'liﬂ'iu'ﬂ'i’?l\‘iﬂ?’iﬂaﬂﬂﬂ“ﬂuﬂﬂﬂuﬂﬂiﬁﬂqﬂmﬂLLWﬂUiS:’UU Lﬂi@‘lﬂEJ?i']’iﬁUWIﬁ‘UENﬂ‘J&JUijUﬂa’N

wREsHUUTnEenasUsEMInsIA B dnnsetind
0.0 TEAzBIARMENYMZIANY
olo wutluiauesmiitmualilusy U‘Uﬂ'ﬁf{lﬂ%’ﬂﬁ]ﬂi]"l\‘lﬂ']ﬂiﬁﬂ’aﬂal,aﬂﬂiauﬂa
@.a ammwwmvmaLmus’m']mﬁ‘lmmﬂﬂsmm
o.c Wuuvilidonuseiu
(@) wanUsziunsIE@LasIAn
(o) vianUseiudeyen
e.¢ unilany
(@) FHnauselovismiu
(o) MstRuINASLRTuRElusTY
a5 uwulydenasifmuslilussuuindedndnmadgiedidansetind
(@) Unienansaiud o
(o) UnyBienansdiui o
ananUivesiutolaue
.o JAIMAWITORIUN WY
blo Liduyrraduazany
. Liogszninadnianis
o.€ ImLUuUﬂﬂamaasvmwaﬂ'iva‘umsawuaLauamamammﬂwuwmwms%

<

<

w/o.¢ Liduyeea... |



Sy -

! <t - @ { wd 4 g w s
. hiduynradegnssyleliludydsetedisnuuasidfudaoudelmiugiony
wnnhguTessgiussuu et wasaumrsin Ty Tnan Seadldiyeranfismiduiudugtanis
nssuMSEIANT fuims glidunslunsdfiunulufianisvesiiynaatiude

U ] Q) v d‘ hd &l L2
oo ligumniAuaghifidnuugdovhunufieaznssunisulaviansdagedadnauas

mMsuImsHanAsgivualuswiatun

v uyarasssunvelfiyaradilondnneiagiiussmaredidnnsetinddenan

o.c Lidufinausslovismiutufudoiauemeduiidrdudeausliun min
W Sudssmavszninsandidnnsetind vnsaluLﬂuwﬂswmmsauu]ums‘ummwﬂﬂ'ﬁmeuaamﬂuﬁsiu
Tumsussmnradidnnsetindadsil

oo Lifudlduenanivionnuduiy ma'mﬂg]taﬁlmaamuma‘lwa Wuussguia
ﬂaqwawuaLaua‘lﬂumaﬂwamLaﬂawﬁuaummﬂuﬂuwumuu

voo Fiuferuedemmadeuluszuuiadeindnasgiesidnmselind Eectronic
Government Procurement: e - GP) 9a3nsuvgydinans

o, vdngunsiudeiaue

fiudeisusazdonauaionamdnguunmdeufumsiauesrmmessuuindadning
npsgiedifinnseiind Tnsuendu © dw e

mo @i o sttasdesdianarnwiolui

) lunsalifBudeiauaduiypea
(n) Fefudiuanlyvdevefudiudidn Waudiumisdesusesnisan

yeiou-diyaea Tadsetefududinms fismnemunu @) wiewisusesduungnies

9

(@) USEmdrievSeussmamsusnie Idudumidesusesmsaamside-
‘Uﬁﬂa wuqaamﬂmwauﬁ ﬂ’aﬁswwanssumﬁmwms siguamuau @nd) waslnddievusielng
(6ndl) wsaumsmaqmmmnmm
(o) ‘Luﬂszuwaumal,auamuvﬂﬂaﬁﬁummaﬂzuwﬂﬂamﬂ‘aumUﬂﬂa Tdudundig
Uﬁsﬁi’ﬂmﬁsum%mmwuu ﬁ'nu'mamawLLammmsw'lLUwua'au Gy ﬁﬂLmumsﬂ'ismmﬂ'i"ﬁwwm
fiuviudau wsaa'nuwmaamumwmwLﬂuwumumlmaammmlm wsaumsmaqmmmnmm
() luﬂizuwEJmJaLauauJuwausumauasauﬂu‘[umuuwuw's'mm Iwaua"u,mazuzm
YDINSILIINA LLauLanmsmumuqmu (@) %50 () YoufsIAT udusinsel
(@ Laﬂa'lil.ﬁmﬁu%'uq
(@) drulunzidouniiyd (@3
(@) ?‘hm'flumlﬂaumﬁgaﬁmﬁu (&d)

(@) Ugdenansdiun e avueadilddunieutumsiauesiamnsssuudndedndng
megenedidnnsaiing nauuulude .o () Inghifeauuuluguuuy POF File (Portable Document

<

Format)

/M.



Wil Laiawauwmauam'nuummuu‘lwaLanmsmmusumanmsmuw ® ATUSIU
gneiBeuda sswﬁ]maﬁ’ﬂ%ﬁqmﬂﬁmaal,aﬂmauﬂaauaﬁwmmanmsmw o a1uuuvlute e.5 (a)
‘lﬁ’lmawawaLaua‘lmmmu,uwmmaﬂmsmuw e Aunaluzuuuu PDF File (Portable Document
Format)
alo duil b sgateedesdionansiasiolui

(@) ’Luﬂsmwwawual,auauaummﬁflwUﬂﬂaaunsvwm'mmu‘lwmeuqaauaumma
sinansuanudniunguane Imawanmuuammmwamuaumuwu,a.,mu:uaumuw weil wn
SU&JE)UB']‘L!'WL‘Uu‘UﬂﬂaﬁﬁﬂJﬂﬁGIENLUUNVIUi‘iaUC‘mTJquﬂQmﬂEJLLa'JL‘VI’m‘L!

(o) wARAEBNUAL/VSBUUUFU BN sauBannudnuasane il <.«

() vdnUszAunsiauesian mute &

(&) Tydfenansdnd b vonmildiundonfunsiauenamessuusnsotadng

mepgiedidnnseiind auuulude o.o (o) aglifewuuluguuuy PDF File (Portable Document

&
B

!
K]

Format)
it} mac’ﬁu%’aLauaﬁﬂLﬁumsLtuu‘lwa'taﬂa'l'smuﬁ’m%l,aﬂmsei'mﬁ o ASUSIU
gniBIuan svuuﬁ’wﬁaf{'}’m’a’mmﬁmamafmsauﬂamasﬁwwmﬁmmﬁmw o AuLuulute e.o (o)
’L‘ﬁﬁﬂawawaLaua‘lumamuwmLaﬂmimuw o Asnaaluguuuy PDF File (Portable Document
Format)
& MSLEuasIAn
€. wauﬂamuammamjaLauaLLavLaua'snmwmvwmﬂ%@%’ﬂmqmmﬁmaﬁ)mfmsauna
mw?‘iﬁ'mum‘li‘l,uLana'ﬁﬂivmﬂswmaLanmaunau TaglifiFeulelag Wedu wazesdeansandaninu
Tigndesesutiou wsammwanmuLLammmuLLamwmiauaummuwmwau%’al,aua‘[ﬂa‘lmmamuu‘luauamm
‘lugﬂLL‘U‘U PDF File (Portable Document Format)
<l lunmsavenalfiavenaidutuum wasauenamldifiswrsafeuassrdies
Immauaswmnu uag maswmmawma WAZWIDRDIIBNT mmau1wmhvna’luLauasﬂﬂ'ﬂmﬂmm
Wil e Tiauessiewmsatuiariavuasimiide mmLammsmwmﬁﬂmmaﬂu ’Lwaamv]maa
WHuddyy Iﬂaﬂm'lms'mmawmmwmwuammu aensdu Aruds Araavzdey uasaldsnesug
Hasliudn wmmamuanwam‘lvr U NANMULAFYNTTY ‘['Nwmmaazumea'uawswm‘aaﬂu
Afausasfonauetmunusialidesnia eoe Fu Fudtuauese Tnenely
AMuUABuTIA Qauwemuammiuwwa‘ummwmuiﬂLaua‘l:] wagaznaunIsEauesadle
& ﬁ?ju%'mauamﬁmtauaﬁ'muﬂnawﬁmauﬁaﬂ‘lﬁtﬁu b Tultudnniuasuy
Tu ”fgzmw%m.ﬁznsJu:umwmmﬁlumnmﬂsmzummuﬁlmwuaaaummﬂ Jmin Iidsouin
e wawamaumvmmaqmmaanLLa.,mai'laauLasmﬂmaﬂwmumwwwummmamnmm
nguenlsaialanavnaeniien $1u ¢ S80S 11staumsl,aum'nﬂ'mmvwa mawmqmﬂsﬁma

i)Lﬁﬂ‘Vﬁ@‘L!ﬂa L‘WE]UT"ﬂE]Uﬂ'ﬁW’\]’ﬁfm wanmumnanu ﬁN‘Vi'JﬂQ“EJG]l’JL‘UuLE]ﬂa'ﬁ‘IJENVI’]\‘i‘S'I‘ﬁﬂ'ﬁ

</Amsusananden...



-& -

dwuuanmdendiuuuliiansun mmﬂumLmsﬂmaﬂummsmmmLmnﬂmaﬂ
lngglisnnavindanssuwmiifynaea vnﬂﬂﬁuzﬂiﬁumiwmsm'man'ﬁﬂﬁumm']maLanwsauﬂammmﬂiumﬂ
agvagduatuLanniden QEJ‘IJ?JE)L?I’L!E]?]a,‘GIE)\TU'WI‘IJQUUEJ’ﬂﬂﬂEIJSﬂ’i‘Silm‘iWﬁl’lim'lNaﬂ'ﬁ‘di:ﬂﬂ’mﬁﬂ'}
Siinvnseiindnsivaeunigly o Ju

<& Q’?ju%'aLaua%éfmdaﬁ"sashwmﬁaaﬁLaua INTAE o AIBEN  uagTwaziBen
Usznau mseSunslenansmuilsainsivun IﬂaaqmaﬁaﬁﬁuﬁaLauaw%'auﬂiuﬁ'umﬁ () Aruly
wnansig wisuagUdunuenatsidadwmietuiuand mutigyBienatsaindl b anawuulude o
(o) ieldlumsnsaesendeussneunisfionsan W oo ST
............................ . ﬁ\‘l v W B NEIULAFUATTY Iﬁqwmmaaumesvawm%m"uaﬂu

o] mmmuluiuwm‘aauium'ml.aamaiﬂ q Aifntuurdaegnedindnn Mesimite
viselllalduddminesdalifumnfvemeeninitellunmmaaey Ussifiunaysyavi nmeuen lu
Tsmenuaauianszynsiviavgaussly

<o NBUEYaTIM wauwamuamsmnmwé’mm TYasIdARUENYAIZIONIY M8
iwnmuuaswﬂﬂLaﬂmsﬂs“mﬂsﬂmatanmaunamvnmLﬁadauﬁ%mnaqammauamuNau‘lw’tu
L@ﬂaﬁﬂiuﬂ?ﬂﬁ’lﬂ’m@@LEiﬂ‘Vl‘ii»J‘Llﬂ’s‘l

<o NEJ‘L!?JE]L?{ua"\]uﬁlmﬂu"uﬂL?I‘Llf:)LLE‘]“’L?INEJ?']F]"IV]'N'ﬁ”UUﬂ']SQﬂ‘ﬁ‘i)ﬁ]ﬂﬁﬂﬂ.ﬂ?ﬂﬁ

medidnmseing Tusuf e TEADNIAT e, U B9 e U,
LLauL'Jm‘l,unmaumwm‘lmamunawaqi“wmsﬁ]maﬁmmqmﬂsﬁmﬂaLaﬂmaunamumm%

WeRufmusnandudeiausuaziauesauds alifuienaisnisiudeiduonasns
@uasmilaY lnadinuie

<. Q’ﬁu%’mﬁuaﬁaﬁﬂﬁﬂLaﬂa'lsﬁ'm%’ui%‘l,uﬂmauaswmiugﬂqulwa‘mﬂmiﬂssmw
PDF File (Portable Document Format) T,mm’ﬁ'u%’aLauaél’mLﬂuﬁ%’ﬁﬁmaumiqﬂaaummﬂsuz’f'su
gniee uazdaluYeends PDF File neuflasdusunisiaussian ud2fedsdoya (Upload) iilewdy
msLauaswmiw,mmmﬂmumammﬂ%aﬂﬂﬁmmmﬁmamaﬂwsauﬂa

<. ﬂmuﬂssumswmsmmamsﬂiuﬂfmi'm'lal,aﬂmaﬁﬂé mﬁuuumsmwaav
noeTRvewiutaiueuiazsein Lﬂuwau‘uamuawuwaﬂiu‘[wuswnunw Jutaienedu mude e.¢ (o)
ol mﬂﬂsﬂﬂg'm Tiutaaueneladiule sJumaLauamJwaﬂsu‘[aeuu'nmunuwawamuasnaau ABIZNTIUATS
mmmw%awau%atauawmaﬂsiawuswﬂuuuaanmnmmluwﬂwmaua

vmsznﬂg]maﬂmuﬂ'ssumswmsmmamsﬂwmmwmaLé‘nmaﬁﬂéin naunsely
Yugiifinnshinnsandeiaus ﬁé’ﬁu%@Lauaswimniw‘hmsé’uv‘fjums%’ﬂmNﬂ'nil,ni\i%'uasj'mLﬂuﬁisu
aude o.¢ (o) uarannssins Weinfimsnssisudunmstarminsuteiuegtadusssy ARMZASTINANS
fﬂvmﬂ'ﬁna‘aawauwaLauasﬂauuaanmnmiuﬁuwau‘uamua LLavmmmuwmimmiwwauwamuamnm'a
Lﬂuwmmu Liuus ammm“wm'smmm'mau%aaﬁuaiﬁauuﬂ%ujumL'saflmuﬂ'usﬂ'suvnmﬂanl,l,au‘l,ﬁ‘lw
rnuTuiiadiulsslanirenisfiasanves Sawin

¢/coo Koudaiaue..



- & -

coo fiulaiusasionjon sl
(@) UftRmmeulafiseyliluenansussnasimaidnnseiing
(o) swmﬁ'Laua%&'mLﬂus'lmﬁsmmﬁagam@m uawAEUY (§il) Tameldane
Faalidhend
(en) wauwamuaﬁlvmmmw"maumam'naﬂ'svmum'smuamm anariu tan A
(@ gfBudoiaueszasunisiauesimimausudalaly
@ fButoiauedoidnviuasiaudlalussuuiasiinsiavesadness
Ussmanadidnnseiing vensudydnansiwanilusules WwWw.gprocurement.go.th
& vianUszAunsiauasnn
ﬁ?ju%Lauaﬁam'1qwé’mjuﬁ'um'sl,auaﬁmw%’amﬁ'um'sLauas']mwmuwmia]m}'aamma
mﬂsﬁmamaﬂmauna Ingldvidnussiustnvitmdwlagwalul §mum oo vexad UM (MiEwnn
viludtunndeeduiumidadusamad)
¢o nnSonasmiisunmadudeie Fafudronsriaruiilddavdensmivich
Gmmamwmﬁ’tmuwawamua vidonouSuduliAy o Fuvihnis
¢l vsuqaamﬂssnuaLafwrsauﬂﬁm@ﬁﬁmmsmeflu*dsa:mﬂmmLmuﬁﬂmsnssums
uleurefvus
&en ﬁ’uﬁﬂ'm%'ﬁma‘lwa
&.e wuqaamﬂsuﬂwawswNumuwsauswNumwaﬂmwawlmuaumm’m
‘Usama‘unﬂmmuwumamiwm‘uaLLaviJs“naumnﬂmﬂsuﬂumuﬂiummmﬁmmsmesumvﬂwa
A3 asaa‘uswNuwuwﬁmmmmﬂivmﬁlwal.w\m sulvivsny Toweylaulildmuset ol dosmseiu
‘u'eNsu'lm's'wﬂmvnssumﬁu‘lamamwuﬂ
ﬂ'mmwawuawuamvmmamwﬂwwﬁmmsmmwsawuﬁumssﬁma‘lwamwmaamﬂsuﬂu
VRIINRUUTeUTEVRU U Iwg imalludnussfunsiaueneasdesdaduatuenansdenam
m‘lmqmﬂmmaaummmmaﬂmuw .................................................. FENTNET oo . fig

¥
3 [

A vd o A v s ' v . & v ooy
ﬂmmwa‘wuaLauawawmaualusmmwaq A9N539A7" Ussasrasldwmidenuseiy

v
[ 2

Sidnnsadnds ’e']x‘iﬁu']ﬂ"lﬂ‘u‘U’iuL‘VIﬂLUUMﬁﬂUSuﬂNﬂ’I‘SLﬁUE]S']ﬂ"I ’Lmvwawawmaua’(wmaamﬂﬁ
Bidnvsetinds sl |

(@) N3AlAR Aamssmdblemedouduifyaralml WssyFotanssusnddanam
Dugfiudelaus

dada o

v v v ]

(o) ﬂsmwﬂﬂmsswﬂﬂﬂmwuwauaﬂuumuma‘lm Wsgytedidisaudsen
”zyagws'wﬁ'wnmuw‘lmﬂuwmau%’aLauanwmamu%qi'ﬁmuwau‘umﬁua

cVN‘LI "ﬂ‘t]ﬂ'ﬁi')llﬂTVlﬁ]ﬂVl“’L‘UFJut‘L'uu@lUﬂﬂalVﬂJ" VUIYAIININ ﬂi]ﬂ'ﬁ‘i'mmmmw"wau

L‘ﬂu U ﬂﬂﬁﬁ@ﬂiMW(‘NU’]ﬁiﬂf\]ﬂﬂiﬂﬂ NIENIWNIEIYE

o/wanyseiu...



-5 -

wanUseiunsiauesamutet mmmuﬂu’mwaummauamawmﬂs“ﬂuma’lu o 'Ju
uummmumqmﬂlﬂwmﬁmmu‘zjaumamuwaﬂmLaanwﬂuumiﬁs”mﬂi']mLsanaau,m uusgdu
faiaueneiifaiienliBuauosaiaavioldns BUUUTINGFALAY o 578 'Lmu"[mmama‘lﬂvné’agzy']
nidonnag magawamudﬂwumﬂmagnwuum
mshundnusgiunmsiauesian linlunsdlla 4 swulileglifinenide
. VidnNTLazASlunSRTIN
v.e Tunsiesamamsutaeueussmanmddnseindedsl  Swinasfinnsan
snaulnaldudninaeisian
bl nMsResANdrusnsEuteiaue
TumsfiTsansansiudeeueyssmasemaidnmsetndade TWMIPRLNATUIRN
SIRENUIe
b.6n vr'mwawuaLauasw8‘lﬂuﬂ§uauum‘lmﬂmmmma © maauwaﬂmumsau‘umaua
lLigndies vielinsudumide « maaumamualmnmmmma & ANIENTTUNTSATSUHENSUSENIATIAN
aLaﬂwsauﬂm"‘lmuwmsm’mmaummwawuaLauai'lauu Vuus fudaiauemelaaueienansmamedn
maswamaaﬂﬂmaﬂwmumwuﬂaqwammumsﬂams'umu wsalauasasiuaLanssiuarndeuly
‘Vl‘\NWJ6]ﬂ’]‘lﬁﬂﬂl’ﬂuﬂﬁumﬂLLﬁuLE)ﬂa'liﬂi“’ﬂ’mS']ﬂ'l’e)Laﬂ"lliauﬂa Tudhuitilanssdrduaseuuansneiy
lumwaww’leﬂﬂnnslﬂLﬂsauLaatﬂsaumawawamuaswau winlumsiianamidntios Aaznssunisy
onvfiaInweulsunsiadnsgEudaiauesey
b.& mmmamuawsluwmszm‘uaLauaﬂmc’d'ﬁu%'aLauaiﬂahiﬁmssiauﬁu Tunsdlsaluil
(@) hl‘lh’lﬂ.ﬂ‘dimElu?JE)L?IuE]’i’IEmuIUUiU‘U’i’]FJ‘?IE]NSULE)ﬂ?ﬂiUSuﬂ’JﬂTlmaLaﬂ'Vﬁ’e]‘LIﬂa
MTUUTRRedadneeBidnvsetind maum‘*uswerdamal@nmiﬂsummswmaLaﬂwsaunawmvwamsmmw
medlannselind vasdanin
(o) Tainsentegutoslumaamenammessuuiadedadrdesidmseiing
(o) taueTRaudauanindlUnteulaiidvusluenansussmasasdmmseting
Aluanszdndy viselinaviliiAnauldiussudeisuundiudeauesedy
o.& ’Lumsé’fﬂ?lumsﬂssmm"lm§Lﬁﬂwiaﬁnﬁﬁa‘lumsﬁ"sﬁmm AMLATINNS
wmmnwamsﬂsummwmaLafmiauﬂamammﬂuawﬁlwwau%aLauammsuamwsqqumaﬂ,ﬂ J1ndn
fansazhisuteiaue Lifusan isalivindeyan mnmamwsqmnmﬂummvawsa‘lmnmm
oo Soriansligdviies 1313113'1mmaﬂ viomamimaila vieseilaueymunily
uazeafiTsandendelus iy videwn usamwwumamswmswams‘lﬂ W3091MIsEAENNNTUTENIATIAN
Sidnnselindlaslifinnsandndaasfily gAuAIERITN Nt LW@U?“IEJ‘UN?JENVINT]‘UMSL‘U‘ua"lﬂﬂl
Ll,a~‘lwna'nﬂﬁmau=am Twmindwdnun dudaiaueasisenecrldans mammama‘lm fla
PINAMIR eRsanendEnmsUsy mﬂswmamnmaunmmuaﬂwwwsual,auaumwmmu Taitnazdy
FiudaiaueiiléSunisdndonudellinng ‘mfmLv:mwwaaa‘lmwﬂ']'saumal.auaﬂs.,mms‘lﬂeﬂ,uaﬁ]sm
iy Mstaustenastiduia visldteymrasssumn vieliiyaraduNaue Ay Wudy

o/ lunsel...



- Q’]I -
luﬂszﬁwwaummauaﬁamauaswmmaﬂ ieuasAumanelE I lsieneR vy
aeNa1sUTENMIATIABEnnsetingle ﬂmuﬂssumswmsmwamsﬂi masABanmsadnduosmia
falemauwamuauumwmamwaﬂmuwm‘lwmalm'] wawamuammam'lLuuﬂ'ﬁmaJLanamJi RSN
mamsauneﬂmasmauusm vnfduasliduiiduilld Smie fansiaglisutoauonielisusiaves
fEuteiauesietiy Wi N?JU‘?JE]Lﬁﬂﬂﬂﬁﬂﬁﬂ%1ﬂllﬁ‘ﬂﬁﬁﬂﬂﬁmﬂﬂ‘dmﬂwﬁlﬂ'}L?IEJW]EJIﬂ‘] PNTINIA
o.0 ﬂauaqum‘luamsmamﬂmﬁlﬂsun'mamaﬂmiﬂs smpsBianvsetind mnUsngn
fnsnseildngnuas wEJwumauaw%uumsﬂiummsﬁmmaﬁlﬂsumiﬂﬂLaaﬂmwaﬂsuiawuiquﬂu %30
umu‘lwLaaﬁ'uwawmauamaau visadavannmsudsiuegtadusssy maauﬂauﬂunuwau‘uamuaswau
visalmihilunsiauesian vrsaam'mimwm's‘wﬂsmauiﬂluﬂ'rsl,auamm
o, Mg sdeareuuuAalidta U
w‘auumiﬂ'ﬁumﬂsﬂmaLaﬂwsauﬂawmawwammwwmzmaqusflmmwlmmnﬂﬂ’%mm
manuudygissylude oo wievidernantumiidetusintn ey o Tutudanniuiisuuds
wazazAnmmdnUseAudygnduswutuyidulesay @ PR UsEneTAB I mseling
Widavrindetioliluvnsyindoyan Inglivdnusstuethwmilsesdlagioluf
oo [uEn
oo iavsensviisuinsdudsne FadudevSoasmhiariuiiil S avtens iy
drsgsiodmihiluTuvhdyen wsaﬂamuuulmnu o JUYIANT
oo viladoRUse ﬂu‘UB\‘lﬁU’lmiﬂ’lEﬁuﬂiumﬁ C‘I'IJJWJEEJ’I\WIﬂilJuﬂi’i&Jﬂ'ﬁ‘lJIElU’]EJﬂ’M‘lJﬂ
As5zylute e.¢ () maﬁmﬂwmaamﬂi siuBilinnseiindaaiSmsiinsudaydnanatmun
0.€ wuaaamﬂ'suﬂwawswuwu wsauawNuwuwanmwam‘lmuaumm‘lw
Usy naummmuwmwamswm%auavﬂs ﬂEJ‘Uﬁiﬂﬁ]ﬂ']Uiuﬂu(ﬂﬁllﬂiuﬂ’lﬁ?la\?ﬁw]ﬂ"liLL‘WGU’S”LVIﬂ'l‘VIEJ
mmfla%a‘uswNuwuwﬁmﬂmmﬂsumﬁlmmwmau‘lwsw Tngoylanlildnusedamlsderusety
assuININAMENSUNTSUlaue e Aeszylude e.c (o)
o.& WusUnsSguialve
wanusefuiasiily Taglifinenidunely od U uummmuwmu AsUsENIASIAN
Sinnseiing ({5udre) # wummjawnwumuammmmm

winUsyiuiiavauly Tnalisinende ANUNTIAIUYDIUTT R IS e UlTudn
®. ANNNAZAISIERY

‘\J\‘Wﬂﬂ‘x]“"i]'lEJﬂ’]?l\‘i‘UEN‘(Iﬂﬂ'i')JJﬂ’]@Nﬁﬂ']LWQJ waaﬂwmwmnsau‘] LLﬂuﬂﬁI‘Uﬁl']EJVNU’J\‘iLLﬁ'J"

Immw&m‘umﬁuaﬁlﬂﬁumsmmaﬂlmﬂuwma mawma‘lmaquauawaa‘lﬂmumu audygeedonsy
LL‘U‘U‘;WmmﬂummﬂsmmmamamnmLﬂuwmaa wazdwninldnsaduneudmesliSeudesuds
« ns1AIUSY
ﬂ'nhumuLmuazumﬁwmumaquswmmwlmf\nﬂﬁﬂ'smmu,uwqaLanaﬁﬂsvﬂamﬂm
Bifnvselindl viiedennadoradumide Wifsludasiewas oloo vasmmadwemsilildduieude iy

&/e@o. Mssulseiu...



- @ -

@o. N13SulseiunutIznuAnses
T mii.lsummwmatanwsauﬂa m‘lﬂvnammwumaw‘mmwuswmmwlmmmﬂ‘%mm
mmw‘umsuu‘luwa o.n viovhiennasdeafumisde udusnsdl al~maa'sws"ﬂummmmunmm
?mevamemLﬂﬂmumaamuauuawmamm uuammmuﬁlmumem*m'ssmnwsm
@6, maamuawﬁ‘[,umsawaLauau,avau 9
eo.0 RuAwandwiunsgonds ‘I,ﬂmmﬂmuum‘[sawmmaaumawsvawswm%aﬂu
Usgitaudssanu wa. beoe
msannuludyanesnssile mamammﬂlﬂsm yiRRuglsmeaanfiansz e
WYgAL UszdnTNuUssInm WA beoe WiVt
©6.© LuammﬂlmﬂmaanwawaLauasw’tﬂ‘lmﬂuw‘ma warldmnasdosvasnny
msﬂivmmnmmaﬂmauﬂaum 0589 cﬂaqawaamawmmLwamumﬂa'rm'ummnmwmwﬁ
u,awumuummmwnm“[ﬂswmLﬁ'e)‘lul,aumwmialwamuaa wazarursaliusnsSurulanud
iﬁuumsmmsﬂsvmmumﬂuﬂsumﬂmwuﬂ wawaLauammuwmammawgummungwmEmma
msduauniswadiveaund fai
(@) Lmm'sé*l"w?aﬁ’n?iq‘umﬁ’andnLﬁmwmnmms LMARBNT YN Aeluy o Fu
uumumi’u'ﬁé’ $uinads uiedevasarnareusyine nmmLﬂwmmwummmsﬂi INTNANUIAY
UssmeeniiuliiussynlneiSeduls
(o) ﬁlﬂms’lwaqwamqnanusswﬂiﬂaLﬁa‘lma Walsendaviiswieiuielne

1 2
= U

NAUsBWANSssmalne nuumz‘lmuaummmﬂnsumm TussynfwwsniulaeiSedudialy
Solwey mfﬂvmm‘tmuaummwuuuﬂauusswnwmamaau vrsaLﬂwawisguummmsﬂsamsw
manUssmAsniuliussynlnesedu

() Tunsalitliufsing (e) via (o) Hueazgdesiulamunguanadngg
MsdaeRunsWIlveun?

®6.m wawmauaeﬁwqmﬂ‘lﬂﬂmaaﬂu,m lulﬂwwammmsa*aamﬂawamwuaaa

t’4

ma’lunafmmwuﬂ aasgylilute o Jwminariunanuseiunistiudeiaus maﬁanimmnwaaﬂ
wuaaamﬂswnumiawmauawuw LLaumﬁ]wmsmLsaﬂﬁm‘lwmhmmLaamaau (i) susts
ﬂwwmsmﬂmﬂuwmmu mlliul,‘uEI‘Uﬂiu‘VIS’)\TﬂTiﬂa\TJ"IG]’JEjﬂ’l’iﬁ]ﬂ‘daﬂﬂm\‘lLLﬁuﬂ'TS‘U'iW]‘SwaﬂﬂﬁﬂSﬁ

oo.€ Tninanudnsiag wfludniuidouls mamamwuﬂ‘lmwuammma
suamﬂawmﬂuwmaa 1mflulﬂm’mmmmusuaqa'mm'maamsmaﬂ G

06.& ‘lun‘smwLaﬂammumaLaﬂmsﬂﬁvmmﬂmaLaﬂmauﬂéu TrudarSaudaiy
NSJ'U?JE]LﬁuaﬂuﬁlEN‘[JQUGIC‘I']EJ?]’]'W’{IQENJEJ%NWM ﬂ'rau'«mEJMﬂa'rﬂmamuwam hay wawmaua‘luuaw%
Senfosalddnalag ki

ea.n Twinenussnrendnnissagslunsdineluiily IWEJV]NEJN"UE)L?IU’EJQ zi3andos

AndEela e mﬂmmﬂ‘lﬂlﬂ

/(@) JW3A...



-® -

(@ dordalildfunsdaasstuinslilumsdadraierilesusnassuslifsme
fgvnsiadrndadely
(o) umiﬂssﬁnﬁ'maﬂwmvwawuaLauawuvmsﬂﬂmwsaﬁ‘lﬂsumsﬂﬂLaaﬂ
fnauselagisudy maumu‘lmLaanuwawmauasnaau wiadvianisudetuegruiusssy vie
aveauiufuButeauones viedwiilunsiauesien visedeinsinsyaseslalunsiauean
(en) msmmsa}ﬂmmsquma‘lﬂa'ﬁma‘lwmﬂmmLaammmmmﬂ v38NTENY
aUselaviiansisus
@ nsdiduluieafientu (o) (o) Wi (m) A uualungnsznsag
«Tfaaanm'mﬂmﬂungwmafjﬁaaﬂnsﬁ’m%’aﬁ’m’mLLa::msU%msﬁ’aqmﬂ%’g
oo, msﬂﬁﬂ’ﬁmungwmau.ausut,ﬁau
Tusewinsszasinannisde wauwmauawimumsﬂﬂLaaﬂ‘lmﬂumnammﬂgummu
vinnasiinguaneuazsadoulddmusldnainsinda
@, N15UTY Luuwamsﬂgumnwmwﬂssﬂaumﬁ
Jendn annsevdman U iRnuudiasamudee yresButaiaueildfunsdnden
‘lmﬂuwmzJLwammﬂssLammam‘sﬂgumwwmwﬂs"ﬂaums .
Vol mnwawaLauamlmumsamaan‘tmmumzu fifmunazgnssumstudaiaue

o a7 L4 QU

winhdygiuimia 1iesn

Jwminguasivsii

SUMAY o



TYABIARMANYMZANITYBIEN guw’hmanaﬁn'ﬁa‘i'ﬂ%armﬁ'mﬁm
vt A%/ wewon
5780157 9 Carvedilol v.e¢ mg tablet
audsznadminguasiysiil

o. YaE Carvedilol b.lo& mg tablet
0. AauENTANILY
B.o. JULUU \uendia dwmsuduuseny

blo. dulsznou Uszneuslade Carvedilol b.lod mg T o Win
B AUPUTTY UsTlumuusdnaiv Jefurudy uazusTtausitlaatumas
B.€ 28N
- s3yionn viiedennansdn dautsneusisndify TNARINLIITRIE oY
neifouiiuen aviingn Suiindauazununeng
- VUNUEUTIYET egtlpedesssyTesmietenisnisin drulsensy vuna
ATIILTIYRNE 1aviindn ununengliTaiu
o, AENTANIATA
wam'imz]mmi'}”‘iﬂﬂimﬂwmulﬂm’m finished product specification wae drug substance
specification 1989 nundusiuatiudentu daldeamaifousedinnunnsnssumssmsuaze
NSENTNETITUEY mumaszimiuﬁ%awmmmmuauwmaummia’lwmwmmsmummmaﬂmmsv
wils AAUTENIANTENTIENTISAULEY 1599 TEYRI181 N.Alodbe avfufl b UnAl bebe (aasznm
Tuswfsanuunsiudl elo NUAMUS bebl) uaz3eesEYRFUnT (a0UTl b) WA bevl asTufl «
NINGIAY oéolo (aaﬂswmﬁluswﬂmmuwﬂ‘mauw b NN)1AU bdob)
HailumsRnsen ‘Lmun‘umaawumammuﬂﬁumswa'lmnwa

a.e Finished product specification:

) Test item USP <e BP oab
® | ldentification Complied with finished product Comptlied with finished product
specification specification
Assay ®o.0 — @0.0% of LA, of Carvedilol x&.o — @c&.0% of L.A. of Carvedilol
o | Uniformity of dosage | Complied with finished product Complied with finished product
units specification specification
& | Dissolution time NLT 0% (Q) of L.A. of Carvedilol is NLT e#&% (Q) of the LA. of Carvedilol is
dissolved in mo minutes dissolved in && minutes
& Reléted substance - Any unspecified degradation ~ The area of any peak corresponding
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product: NMT o.l0% to impurity C: NMT o.ole%

- Total impurities: NMT @.0% - The area of any other secondary
peak: NMT o.0lw%

- The sum of the areas of any
secondary peaks: NMT o.&%
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48 Test item USP &a BP woeb
® | ldentification Complied with finished product specification Complied with finished
product specification
o | Assay &xz.0 - eolw.o % of LA. of Carvedilol (dried ®¢€.0 - @od.o % of LA. of
basis) Carvedilol
e | Heavy metals NMT @o ppm. NMT @0 ppm
& | Loss on drying NMT o.& % NMT o.¢ %
& | Residue on ignition NMT o.@% -
B | Sulfated ash - NMT o.0%
o | Related substance - Carvedilol related compound A: NMT o.% - Impurity A1 NMT o.0%
- Carvedilol related compound B: NMT o.% - Impurity D: NMT c.e¢%
- Carvedilol related compound C: NMT c.0% | - Impurity C: NMT o.0l0%
- Carvedilol related compound D: NMT o.6% - Unspecified impurities, for
- Carvedilol related compound E: NMT o.6% each impurity: NMT o.e@0%
- Carvedilol bisalkylprocatechol derivative (if - Sum of impurities other
present): NMT o.e¢% than C: NMT 0.¢%
- Any other individual impurity: NMT o.e%
- Total impurities: NMT 0.¢%
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. Finished product specification:

o Test item USP & BP woeb
Identification Complied with finished product Complied with finished product
specification specification
o | Assay wo.0 — @@o.0% of LA. of Enalapril | @&.o0 - @od.0% of LA. of Enalapril
maleate maleate
o | Uniformity of dosage | Complied with finished product Complied with finished product
units specification specification
@ | Dissolution time NLT go% (Q) of LAA. of Enalapril NLT edo% (Q) of the L.A. of Enalapril
maleate is dissolved in mo minutes - | maleate is dissolved in @& minutes
& | Related substance - The sum of all impurities including | - Enalaprilat: NMT @.¢%
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those from enalaprilat and - Enalapril diketopiperazine: NMT o.¢%
enalapril diketopiperazine: NMT - Any other secondary peak: NMT o.en%
&.0% - The sum of the areas of any secondary

peaks other than any peak
corresponding to enalapritat or

enalapril diketopiperazine: NMT ®.0%

enlo Drug substance specification

Yo Test item USP & BP boob
[dentification Complied with finished product Complied with finished product
specification specification
® | Assay &c.0 - @olw.o % of LA. of Enalapril | «x.€¢ — @o0e.& % of L.A. of Enalapril
maleate (on the dried basis) maleate (don dried basis)
e | Specific rotation - @®"° to - @n.&” - @z’ 10 - @@°
& | Heavy metals - NMT @o ppm
& | pH ' - b.e - b
| Melting point - ac@ °C
¢ | Loss on drying NMT @.0% NMT @.0%
@ | Residue on ignition NMT o.l0% -
« | Sulfated ash - NMT @.0%
@o | Related substance - Any impurity: NMT &.c% - Impurity A: NMT @.0%
- Any other individual impurity: - Impurity B, C, D, E, H (for each): NMT
NMT o.:% o.:n%
- Total impurities: NMT lo.0% - Unspecified impurities: NMT o.ec%
- Sum of impurities other than A: NMT
®.0%
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a.e. Finished product specification:

i) Test items USP @ BP boob

® | ldentification Complied with finished product Complied with finished product
specification specification

b | Assay ®o.0 - @®0.0% of L.A. of «¢.0 - @0&.0% of LA, of
Hydralazine Hydralazine

e | Uniformity of dosage units | Complied with finished product -
specification

& | Limit of Hydrazine - NMT oc.o0&%

& | Dissolution time NLT e¥&% (Q) of the L.A. of NLT eJo% (Q) of the LA, of
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Hydralazine HCl is dissolved in &&
minutes

Hydralazine HCl is dissolved in @&
minutes

Organic impurities

- Any unspecified degradation
product: NMT o.0%
- Total impurities: NMT &.¢%

a.lo. Drug substance specification:

4o Test items USP & BP boab
Identification Complied with finished product Complied with finished product
specification specification
o | Assay «@.0 - @olb.0% of LA. of aR3.& - ®0®.0% of LA, of
Hydralazine HCl (on the dried Hydralazine HCl (on the dried
basis) basis)
e | Residual on ignition NMTo.a% -
@ | Relate substance
- @-Phathalazinone NMTo.@&% Any impurity, for each impurity:
- lo-Formyl benzoic acid NMTo.ad% NMTo. 0%
- Phathalazine NMTo.e&%
- @-Chlorophthalazine NMTo.e&%
- Any unspecified impurity | NMTo.e%
- Total impurities NMTe.0%
& | Limit of Hydrazine NMTo.coa% NMTeo ppm
o | pH ng - @l ng - @o
o | Loss on drying NMTo.&% NMTo.49%
& | Heavy metals NMTo.colb% NMT o ppm
& | Melting point - About bei¢”C with decomposition
@o | Sulfated ash - NMT o.e%
RUBLR
- ﬂiiﬁﬁ"\]ﬂw L‘UEJULL‘\Nﬂ'ﬁL’Ju (waive) Nﬁﬁli')ﬁ]ﬁﬂﬂ’%ﬂ’i?u%i’]&lﬂﬁlﬂ iwauu,amLanmwanmumﬂmm
eisuayiade

- Drug substance specification wm'itu'mfﬁ,mLmﬂumaawwam drug substance #3aludAsIEH drug
substance ‘wmwwammmsﬂ atulpatunil § “d\‘illﬂ’]i(v’li’ﬁnLﬂi']u‘ﬂﬂ‘ii]ﬂﬂwa‘ll@'ﬂﬂ"muﬂ

- NLaua?»mmmaummewmmmmsmammsuﬁlﬁmqm (Drug monograph) muwsuu‘lu Finished
product specification Wag Drug substance specification

(ueathinn aegn)

wguwndtungns

Us81UNTIUAS

(WnUtnmT wawas)

Wndsnsgugyns

YD o W ................ ATTUANT AIYD oo ATIUAIS

(UNENFINTSU wanSml)

Wnd¥nstugnls




< aulvdy q
flauasnandaadiudiunneneianans WsamaamauaﬂiasmaaLanmﬂﬂawumuw TwaziBenied
co. wnammsldsuayymiuefowhiveniesmielulsvndlng uazduas (declare) unas
HER
<.o.0. Tudymstunzdoudhiue Melo ne.a V8. W3 8o udusinsdl)
<o, luivetunalou ve.oe ma 8.0 Y0 TlauesIA wiouswasiBanadanismuny
ﬂmmwsuaqwamnzummumumwau (finished product specification) wagdafvus
AN weTaghu (drug substance spedification) nsdiflagssninanisiAsunuamudla
WAz fosuuuienaisnisveuile (8.¢) umieu finished product  specification
wag/v38 drug substance specification Tnawsuflansutulseniraausinvsousenin
sedidnvseiing uazlitiu b 3 & SuussmageusavieUssnmmadidnnsetind
<o e’i'u,ujmwmaLanminwﬂﬁ%’un']s“&”uﬁ’zﬁuﬁ'mnﬁu‘l*wﬂ (¢indl)
<. LBNANTIUTOWIRTHIUNTHAREN
<a.e. nsHEmEaluUsEvalg fuindodiiena1siusennasgruniseananauvaninaeinag
RWnsdislunisudaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ag
MUY PIC/S participating authorities %38 ﬁLanmi%Usaauﬁmsgnunwswamaﬂmﬁm
wininaeiLasITAAlUN1TNANE1Y0IdTNIUANEATINNTTOMISHAYE NTENTIT
anssaugy SurivuntulnesimnuaenndewaziafisufundninasiuasiBnsaaluns
wAne PIC/S luminneniliauens atiuaiganiuseunisnsindeu Tnefinanissusesdis
Tulszmegeunavseuseniasiadidnnsednd
<alo. nsaendndnUsnag guandesdiionansiusennnsgiunmsnanennudninne
uaeASnsiialunsadnen PIC/S Tneviaeanu PIC/S participating authorities aduangn
AINTBUNIINSIERY lngdnanisSusesiisiudseniAgeusiaiuiauszninsinn
Bilnnselind vieergnaesdn wdusnsdl
<. WBNENIANAMYBETAUETIA (Enunnweng)
cao. HaNIATINAATIRRMNIKERSUTTaduSagUreduin (certificate of analysis of
finished product) lugnguitdafiugagig
<., NANSATIVAATIBRRUAMINgAUTeEdAey (certificate of analysis of drug
substance) fildlumsranejuiiduiufegrimasidneuasiuaningiu

< o '
N W‘/ ......... USETIUATINATT BB oo ATTUAT QYD coreerrcernscrrenerrens N33UATT
(uneEIBiun anggn) (wrsdilann uames) (WEMTINT SN nédnImd)

wBwwngtugnIs WndwnstIuIyng wndwnstiuigynis



~ ol ~

<.aa. Wwnasusednguiuduauduiusseniunisnanvesingiivuednendey (drug
substance) 9 e.cb flujun1skAnvesAniasiendusagy (finished product) 4o
€.C.6
<.&.& Han1sfinyl long term  stability maammmqfuaamﬁcﬁumLﬁau‘l"a'ﬁ’ue?ﬁﬁmw
ABIZATIUATTEMNTUAEN NTENTATITAEY
<.&. f798191
<&o. fauasin fesdihedneedlios o mheussyiud Juduiumuansessidenls
asudhu aafifuuslwidenaiandivhluiwumsusstuanameniiduey wansenaisns
Fudseiv)
ao. mMeUssiuguameiidmay

]
=

5.0, TuAunguetenidwey
«o.0.0. lunsdiindnlulszmalne engreseniidueudeclitosni o U o Weu tu
nnfuitdaey
<o.0l. lunsdlindnandssng ongvessniidweuedlidesnii o U tuaniud
deway
aolo. mwmamﬁeiwam cﬂmaamLu'lmwma’lmusawan'ﬁ'sl,ﬂsnmmsuwamau
&o.a. nsmwmas'mmimmsaumammamauLwaaqmqmmsﬂvuﬂmmw Whgs1wN1IE
- vhwthdedeswediedne naflauesian (fune) sxdesdefiudnnusiuaudiviag
TmsdnsIviesed eslufiuRsveuldieiifededunsassinneinunm
nsalinuielidulumuansnuasians mhestnseanuAnEliuRnsans
EUDIIAEININANTBEaUeTIAN (Fune) LLaz/wiagwamluﬂsqma‘lﬂ
eo.c. fauein ({ue) szfeciudeueioslndvunany viaideifanisidouanmine
Usznsta 9 Aeudvus Wnelifdideuly
<ol flauesinn ({une) Emaammv“lwmaswms%wuummmﬂuumwawmmsvwnﬁu Foyau
fugunefuvedunesedudeney
<. fauana fue) auaaﬂwamaﬂazyiywriauﬂsuﬁmum il
«.d.0. nidwhesismsiogymiudyginisiadesusziumsa wmﬁfuﬁmﬁaﬁwﬁmiqwmw
WAZNTENTNENTITEUEY Iuﬁamia'mummmﬂu
ecl. ATANANIIFUATIINAT IS ! Tnansuinenaaninsumd v3evesUuansile
WMIFU ISO/IEC emoloe wansiaswiliidulumunasgudeswunludssnieasy
sImseUsENIRT A BLlEnnsednd

9 . ;
N S A UIBEIWASTUATS B e T ATTUAT BITD oo A331A1S
(ueamBiun anggn) (ursdidann uameg) (WeaITINTIe dndd)

wgwndgIunIs WndBNSTIUIRYATG Wndunstuignis



~ @6 ~

@.c.o. NsnAnsasieviaidgnisenifuiuainesnaislnedidhaurmenssunisomsuasen

Tuthanavesdyaesdoasane
<. ndinudymeunimanuiniusioiiiondmwadeussinsuauasanuaondese
Aueiilssuen
@ mj'aem‘ums‘aaaqquﬁwélﬁ%’uﬁmﬁzu'mamﬁ'mﬁmﬁﬁﬂssi'ﬁgnL?&Jnl,ﬁuﬁu‘lﬂaﬁ'lﬁfm']u
ARENTINNITEIMISUATETUTEBEIN © T AouTulssmAauAUsEnIasPBEnnTating

QD eooeeeennennnnsns USEBwnITsuns awe e L ATTUNT QYD e ATIUNTS
(uanBhun anagn) (WUliam waamas) (UNEITINTIU nanTA)

Wguwvdgungnns Wndunstugyns wndvnstiungnis



~ Q& ~

MeandunnuinuazanIzYaten LRI sInden s
wael .&Q\ﬂ/ bbb _
sen1si ., Manidipine HCl wo mg tablet
AU sEN1AIMINgUATIYsTil

. g Manidipine HCl oo mg tablet
. AMENUANILY
b.o. JULUY Wueudn dwsududsenu

blo. @ulssney Usenausmeiien Manidipine HCL o me Tu o win

b AMWUEUSTY UsSqluussegiiisuvesd vle blister pack Unatin uazussgsusiovtuuas
b.e. 28N
- svyfiosn wiedananiadn daudssneuenddy TuinALLTIwELET oY
nziausiuen ufinge "'J’u'*?fwammzi’wmmq
- uusae adndesdecszylesiedoniinisdn daudseney vurneuss
10981 Lavindn Fununanglidaay
o, AMENUANIuVAla
wamwsaﬁmsw gainaunLiulmna finished product specification wa drug substance
specification mmammnma%miuauuLﬂsnﬂu Felsannaidoudadrinnuanensunsemnsuasen
NIYNTNATITUEY mumammsnﬁlﬂmqamaqLﬂuauuwmaummsalmmwmms%mmammwlmmsu
wiils AUTENANTENTIEBITUSEY (389 T2UM5181 WA bdoe 833Ul b Sunal bebe (aesznae
Tusrefinnyuneudl ol nuATLS beoe) uazI3835EYMTULY (ATUT ) W.Albeole AaTURl o
n3N41AY b&ol (mﬂismﬁluswnﬂmumn*w'nu‘vu b NINHIAN bdol)

mﬁ’Lumiwmimw I'Vi?mﬂ‘uﬂa8WU‘\]°ZJENF’1m&"iﬂiiilﬂ']’iW'il"l’im’]Na

a.e Finished product specification:

is Test item Japanese Pharmacopeia oef edition
® Identification Complied with finished product specification
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ey Dissolution time NLT ev&% (Q) of L.A. of Manidipine HCl is dissolved in @& minutes
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) Test item Japanese Pharmacopeia aev edition
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o Heavy metals NMT @o ppm
@ Arsenic NMT & ppm
& Loss on drying NMT ©.6%
o) Residue on ignition NMT o.0%
o Related substance NMT ©.0%
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a.e. Finished product specification:

NE) Test Specifications
@ | ldentification
- AWV Complied with finished product specification
- B. HPLC Complied with finished product specification
Assay &¢.0 — @od.0% of LA, of Tamsulosin
Uniformity of dosage unit Complied with finished product specification
@ | Dissolution test
- After e hours o — m&%
- After o hours @& - o&%
- After @lo hours 2 ®o%
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& | Related substances

- Individual each < 0%
- total < 0.&%
o | Microbial Enumeration Test
- Total aerobic microbial count < @000 cfu/g
- Total Yeast and Mold count < @oo cfu/g
Test for specified organism
- Escherichia coli Absent cfu/g

elo. Drug substance specification:

Jo Test Specifications
® | Identification
- Infrared absorption Complied with finished product specification
- Chloride Positive
- HPLC Complied with finished product specification
Assay &&.0 — @ol.o% of LA, of Tamsulosin HCl
o | Related substance
~ Procedure o Any individual impurity: NMT o.6%
Impurities eluting before tamsulosin
- Procedure Any individual impurity: NMT c.@%
Impurities eluting after tamsulosin
- Total related substances NMT 0.9%
& | Heavy metals NMT o.000%
& | Loss on drying (At @oe °C for o hours) NMT o.¢%
© | Enantiomeric purity S-enantiomer: NMT o.m%
@ | Sulfated ash/Residue on ignition NMT o0.@%
‘Vi&l'lEJIMO’I

- e Dissolution wag uniformity of dosage unit TMLLuULanmmamﬁﬂaa"Laaﬂwaﬂ'ﬁmqmmsqm

Wnnu"l,mms“a%aamwLi‘lummﬂ"ﬂu‘w Certificate of analysis (COA)
- nsdiflammadoundenisiu (waive) HansIE0UATIERTI0nsTAR ‘lmuuamLanmwanmuﬂmmm

Iasuaysiace
- Drug substance specification wa]'ﬁzmmﬂimLﬂﬁu‘mjaawwam drug substance w3aluiiAsIen drug

substance ‘UENNNﬁG!ﬂ']L?ﬁI?‘U QUUIWQUUW‘U\? ‘Yi\?ﬁJﬂ']?Gl'i')ﬁ]’JLﬂi']“WﬂiUVlﬂVi'J‘U@‘VIﬂ"I‘VIL!ﬂ

§ <
AIVD cc. Us¥sunssuns 3o N < NITUNTT YD v, 33UNT

(Wnamdhan anegn) (WeUdnm1 waavas) (WEnTInssn vdnin)

WguwmgtuIgys wdunstungns wdunsdungns



@ daulvdy q
maua's'lmmmaummﬂmwmﬂLanem Wﬁﬁma\im83JE]‘UE]§‘U'58\1L’e]ﬂ?l’]‘JIﬂEJmJE)']u’]ﬁl easSuasl
0. Lanaﬁsmﬁlmuaummuw sifouiusitesmieludssinelne uasdung (declare) uvas
HaR
&.6.0. ‘lua'm:umswvwmaumsum (VLo Me.en 0. 38 8o Udusngal)
<o, lumetunsifou ne.o ma 8.0 Y838 fiiauasIn W’i’e)ll’i']Elﬁ&’LE)EJﬂWJ‘UE)ﬂ']Sﬂ')UﬂJJ
ﬂmmwwwamnmmmw%ummau (finished product specification) Wagdanivum
ﬂcumwwawmmu (drug substance specification) nizuwaaiumwmst,ﬂaaul,t,ﬂamﬁ‘lm
LW:JLmﬁluma\‘iLLuULaﬂm'snﬁ‘UaLLf’ﬂ‘U (8.¢) uwiou finished product  specification
WaL/%38 drug substance specification IﬂwaLLf’ﬂ‘Uﬂamuﬂi”mﬁaau'i’m”miaﬂ'i”ﬂ’m
snddnnsednd wazliiiu b U o TuussmegeusiaSeUssninsmdidanseiing
<lo. LANATSUTOMINTFIUNITHAREN
<lo.o. nsdlgmanlulssmalng § Nwamma\‘mLaﬂmisusmmmﬁ']umswaﬂmmwananu@nu,au
FBnsinlunss@ng PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tag
U PIC/S participating authorities 739 uLana'rss‘u'iaammmumiwammmu
‘ViaﬂLﬂﬂNlLLﬁ""JﬁVIﬂIUﬂ’ﬁNan’IEJ’]‘ZJENﬁ’]‘uﬂ\'i']uﬂEu“‘ﬂi‘illﬂ'l'ia']ﬂ’]ﬂtﬂuﬂ'] ATENTAN
A5G mmwumu‘[ﬂaummaaﬂﬂaama giinisutundninasiuagdsnsinluns
wimen PIC/S luvanaenfilaveune aluaganusaunInsIvaay Tnefinanisiusest
TulssmageunamSedsemanadidnnseting
<o, AsiyidnEssme § wwammawLanaﬁsusaammimummammmwaﬂanusn
LLa“'Jﬁn’l'iVlﬁium’iNamm PIC/S Tmevtuagany PIC/S participating authorities mmmam
AIUTBUNITATIVADU Iﬂsmwamssmammuﬂsumﬁaamﬂmwsaﬂsumm’nm
Bidnvseiingd wsamwaamw wdusnsel
<o, LNASANNYBETEUDTIAN
&.n.e. Namfsm'mLﬂs%wﬂmmwwamnmmmmwmﬂwmwwam (certificate of analysis of
finished product) Tugnguiidatufedg
&.a.lo. wam'sm'm'sLﬂiﬂuwﬂmmwmmwaamEna'mﬂJ (certificate of analysis of drug
substance) miﬂumswammsuwauﬂumamwwmwwammuamwammam‘u
&.en.on. LaﬂmwswanmuauEJummam‘wuﬁ'ium'msumswammmmwmmmmﬂzu (drug
substance) 98 ..o n‘usumiwammwamzuenmml,ssu'sﬂ (finished product) %@

&.n.e
; g |
avde o W Usgsunssunts adte ... N ATIUATT AUD oo, ASFUNS
(uwamishan anwgn) (ueidann uaames) (UEnFInT s ndnsmd)

wuwnddungns WndunIgiugms Wndgnsdiugnis



comc HANMIANY long term  stability maeavtaveIgveseRTunTeul FudTney
ABEATIUMIBMITUAYEN ATYNTNATSITOUE

<aé nsdeifiavelildendunuy (original ~ drug) sofindedeuaninisnageu
Biocequivalence  wasgfiauaiUSeuisuiugndunuy InedSnsAnwdeadulumu
wannasiLasnURU Iumiﬁnmmamamaqmmummmunmuﬂmwmiumimwﬁ
UWaTEN NTENTHEGITUGY Tuﬂimuwvmaumsummmmummmﬂwu (ehawnzien
NG) ansnsnentiumsiuuienasnsfinundrauyavesen

<& fvynee
..o, Jauasa Aosdaitegueted1tion m Wheussysia FaduiununaniseazSonld

ATUIU GI’IJJ‘VIﬂ"MUﬂIUWW’E)ﬂﬂJﬁiﬁJG)‘Vl'ﬂﬂ‘ll’]x‘]ﬁﬂﬂ'ﬁﬂi%ﬂuﬂﬂ.!ﬂ"lWEJ'W]ﬁ\‘léJE]U (WamaLenans

mssuuseiy)
e nUssiunmuaenidaeu

c.&.o. 5’u§umwmmﬁéauan

<&.0.0. "Lummvrwam’iuﬂmm‘lwa 91gveseiidweudedlitiosnit o U b ey tu
nnfuiideuey
e.&ol. lunsdiindnanissme 91gvesefidweudadlitesnit o U Suaniufi
deay

<&lo. aqwﬂmwmuamvmaammmewmaiususaewamsfammmmsuwa&mav

&, nszuwmaﬁwmimm’u’ﬁumamqwamam‘waaamammi%mmmw MNETIYNT9L
iviheieswedade Inefiauesinn (fun) azdesdenfiudnmusiuoniivge
TR IANTITRATIER Lmumumuwm}amﬂ%mamﬂmmaﬂumimamLﬂﬁsﬁﬁmmw
nsdlimuinenlidulumunadneasianis vrmaswnnsmaamuamlmuwmmwmi
ueTIMEInaYelaue T (une) LLau/mawwam’(,umamalﬂ

<& fauera (ue) ﬂummsmﬂaﬂummam’lnavsmmz} wiewlaiansidesaningae
Usenisla 9 Aeudmun Tngliddeuly

<. Haueim (§e) Busenliunidndyaneunsurimus il

@o.o. ﬂﬁﬁwﬂwswﬂﬁﬁm@ﬂﬁuﬁmmﬂmﬁﬂ%as'amzﬁ’uﬁwi’ﬂ mmﬁuﬁtﬂ%mhau%msqsumw
wazNIENTNEEINEY lusensesiiafeniy

&olo. nIdNaMIgUATIIIATIERENE Tnensuinermandnisunmg wieResfURnsiils
WA ISO/IEC ool nan1siinsizsiliiiulumumnesgiudeimuslulssmasey
SwReUIEnInTIMBdnmsedind

B9D e USSHIUNTIUNT 89D oo S, ASIUAS a9Te AIUMS
(U8RI aeen) (nadiiam uaamioq) (WM singsa wdnin)

UBLWNETIUIRANT wndunstungng WIS



<o.am. ﬂizﬁwﬁmﬁmﬁawﬁﬂﬁgﬂL%'amﬁvﬁumnﬁmmmﬂiﬂaﬁﬂﬁ’nmuﬂmzﬂiiumsa'mmtasm
Tudnamesdygvzgoozang
<o ﬂm‘iﬁwuﬁzym@mmwmﬂwﬁmﬁ’m%mﬁ‘émmﬁiawasiaﬂss%m%waLLazmmﬂaamﬁ’wia
aeiildsuen
.0, mi';aswﬂ'ﬁfuaamuﬁw’%‘bj%’uﬁmswwamﬁméﬁmﬁﬁﬂsﬁaQm’%’amﬁuﬁuiﬂaahﬁmm
NS MSUazelusEEIN © U AsuSulssnmageusiamsemesinBidamsetng

#

(UREMBAN egm) (uedidam waames) (U9E5INTIL YN Tand)

ATSUAS BIYD oo A3IUMNNT

= -
(312 OO UFEEUNTIUNS [

UYUANGTIGYNNT Wndwnsggnng Wdunsg g



mmu,am'Nﬁmws::mmﬁlﬁ’%’uﬁmmmazs’lmnma (57R1919949)
L3 A’ o W dn [} 3 ¥
lunsdadeadnineiinlderunaatag

. Felasams o8 nauelsalauasvaenidon s1uau ¢ 518713 laeTBussmnsimdidnnsetind (e-bidding)

(hesnuivesiasinis), Emeuaauanssansmaveny Jwminguasivenil

. NSNS USRESS. €@ no0.UN (FEnudaurnuiivwUaiuanudesumiay)

. SIPNANAIWIN & Uit WOFRANIU &, 39A1 € ploe,edo.00 um
Tnailsmsiondae sai
.. Carvedilol o.lo¢ mg tablet 91U ¢oo,000 WA 59 WAae e.co UM
FNYAAT ®&o,000.00 UM
alo. Enalapril & mg tablet §1UU m,000,000 iR 5991 WAay 0.0 UM
TIYOAN &R, 000.00UM
.. Hydralazine o mg tablet (€o*00) 17U &noo NEDY 510N NABIAL bEG.00 UM
TWYAAT 0,00¢,000.00 UM
a.<. Manidipine wo mg tablet 97uu 0&0,000 Wi $9A7 ina e.0& UM
FWYAAT Bolo,¢00.00 UM
a.&. Tamsulosin o.e mg tablet §1UU e 000 Lin 51901 Winag eo.do um
IWYAAN B, @00.00 UM

WVESTINY8951ATnaNS PRV galuszzm AL © eudszan

]
o

MevedmihAgivunsininans

®. WNENSAUT aean Wgwwndtiunanng
. WNULA Lawas WEYNITIUINNS
o, WNENTINTI wanSead WAYNSIWINNS
a9%e W UsEsNunIIUNTS

(UNaIBhun enegn)
WHUANGTIUYANT

ATSUNS Ao ASSUMS
(WUtan wawmeg) (WNETINS S anSmid)
Wndunsugyns WndwnNIEUYNS




