UsenAdsningassnil
391 Usznans1A1¥aen Empaglifiozin eo mg film-coated tablet #2835Usznans1a1Bidnnseiind
(e-bidding)

Jwingnssnil fimnudsrasiezdsynansadosn Empaglifiozin eo mg film-coated
tablet feARUsEMATIABIEANTEENd (e-bidding) 1AnaNIwesude Tunsusemasaasil Wudu
WY o0l odo.0o UM @AUaduasmiunimiudssiosulnduumdan) musienis dail

empagliflozin @o mg film- WU meb,000 tablet
coated tablet, & tablet (GPU)

(FoRAERE - Koded)

wed W v o= wa w1 &

AiutaiauevvainmanTR doluil

. JANNANNTONIUNYNLEY

o. liluypraduaraiy

o. legseninadnianis

<. L BuynraTeogssningnsziumstudeaueniovidyaiumiisnuvesiglitingm
- [ L (5] r = = Ak L =i o = |
L‘ummmﬂucﬁlumummmﬂ'mlizmuwan'rsﬂgumm'umcgﬂszn'oumﬁmuizmﬂu NIFUUATIINTG

al o d 1}
NSENTINTATIMUUARNAUTENIANEUNS LUSEUULATDUEATAUWATRINSUURYTNAN
| & = Py v d wva v v o  dgvd ve .
¢ ldduynnaTagnszydeliludydseveditnnuuarliudedeoudelvidugian vy
at - 1 Lo | : e Tl Alt: L 1 et
nuressslusyuuasetisasaumavensudylnant Fasmdedfyaaangiceuduiuduginnis
nssuMsEanns uims gdunalumsdniivelufisnsvesifiyanatiusiy
= ey 1 a ld @ &' v

D. NﬂmﬁNU(ﬂLLaB1NﬁaﬂUmzﬁDﬂﬁquﬂ1NﬂﬂEUSﬂ?ﬁllﬂ']5uIﬂU'\E]ﬂ'1"iﬂﬂ?i9'i]ﬂ7\]'NLLa¥ ]

Uimsnann1asgitvunlusuianyune

A =aa = ar < = = L ]
o, \Wuyarasssunmelifiyanadiioiwuenaniivsninsimdidnnselinddand

<. ldu...



-lo -

| Vel W w vel w d & vod w v v w -
. 11.] L‘Lh.!%l.lN'ﬁﬂ'iSIEJ'UU'ﬂ?JﬂUﬂ'IJEJJEJu'UE!Lﬁua'i"lﬂ'l'i"lﬂﬁqu‘U']UUTfﬂiauﬂlﬂ%ﬂ’i}qw'—mqfﬂ‘iﬁqu
s = o = £ = - L ] ar o ot (") 1 )
a Tuussmeadszmasiadidnnselind wislilugdnssvimsduitumsinvianisuiedusimegiaiy
5553 Tumsusemmsiadidnnsetindasell
- s - :{ =4 v el = - 1 u‘t’ [ 1 as [
. Lidudldsuenandwiennuquiu Swe1aufasliveniumalne iuuriguriareou

2/ o & ‘ v ooa 1 ] 5
Jolauslaliidiaaziondndiay AUANAULTUITUY

L3
e o ol

v w add W = i v .ov
vo. Hiutaiausnutaiausluguuuuves "Manssma’ AvsiinuanUdnsl
v | w w1 W o vy v o o @ vv ooy ow
nsfintennasseningiiriumimualignuaselaseniialugidisauaman
el 1 ke ] ° ar | 4 e o3 l\l 1
TonnasszningitninAagsesdimstmuadadiuminuarmusuinveuluyuiunnnu fvemvieyad
MudyavensIAMENIINAIEIINTINAEBUYNTIY
e | L | v o L8 T T L o o v oo a .
nstivennassEnIngitnumimualigunhumelaseniadugiunsummvan
- ou & v vy v w = I a 1 ov o dd v
AamssmAdusesldnanuvesdiiismAmansedeiunanuresiansiumnduteiaue

v

o W W | | | L9 abl o LT T 1Y =1 o 1Y w
Z‘Y’IWiU'U?JG'Iﬂﬁ\‘l‘iﬁ‘lﬁ’]"lQF&L‘?.l’l'i’ll.lﬂ"lﬂ 111.(’1ﬂ'm'LIﬂ'LWﬂL'U']‘i'lllﬂ']'i"lEJ'LﬂLUUQL'EI’l'i’JLIﬂ’I‘Hﬁﬂ W

&

v o v voa wa v < o o
hsmdmnseesdesdinuaniBasufunuloulviitmualiluenars@gywou

L

=il R v e e ¥y v o
nstintannasseningidrsamiimunlriinisueuninediinsuiselaseniadug
ad w a oo 4w w Y e w °
Budaiaue luuufanissud nistudeiauedinanlidesfimidersuduna

o LY. ' o vél v o L | v = vl  w v o
dwiutonnasseningiumalilamwualigidriumneladuibutoauegidin
TwAmNIeIdasasaelevelumidensus bt selaseniatugiudeiausluuiuianis
AN
vl w v A Aaw w v 1Y) é’ v v v W
00. Joutaidusnosamzilouniiveyagnaesasuduluszuudadedninemaigie
duannsetind (Electronic Government Procurement : e-GP) waansuvgy@inans

olo. HEuTBlAUDABIlYAAAVEYRIRINT Mall

[ L3
=l ot

) aa = o 4w - a i =
(o) n3difButeiaualuiifiyaraiidns@umungrunsinedslasamsouiuni o U
L | = = i 1 ar i = L - IJ o= Ad
Aosliyadgvivesians Mnuanwsenindunindgvisindieniidugns nusnglusunansgugnsiRund
a 1 3 ¢ v ] v I ar A v
MINTIAsUTDIET Feaspauanianluuin o Ugavineneuiubuteiaue
v W & aa Hdo o & - o 1
(o) nsdigtutaiauailuliiuprandamdumungminelve Fadslifinsmenuauians
gurMIduAunsuRaugsiansi iimsannsivuayarvamuaanzilou lnegdudaiausysied
IJ o 4 v L al IJJ Lo ] a I v
nuaanzideuniSundsvyaniulen o Jungudeiaue lifnd e duum
] s o dy w W 5 - el = = A“ v £
(en) dmun1sdntodadnenimianinelduiiu ¢oo,ooo UMTU nTdigiuTolaue
uyarasssun Tnefiansanainuiideiuseaiyddudnliiiu «o Ju neuiuduteiaus Tnedellituiin
= o = i ' - s v | &
auvdslulny@suimsiduyan o Tu @ veayaftudssnuuadlaTamMIvieTensndutaiaue luldasais
% v o 4 v ow = v o v w o v e o "W
warmniugrurnisindodadramiaituglasumsdnidenazdesuanailideiuseslyBRudniiilyaias

nandnasmisluiuasunaludyan

<
(&) NSAN...



e va W e ' a a - - o = | e =
(@ nsfiigButelausliiiyangnivesianmsvionuaanzidou wieilusliieanenay
v oa v vel w - i Vo= - - d ' dd  w
Wiudeiaue foudaiaueaunsoverniudude Tnedesiniudude » lu « veyadulssununiute
.‘S \5 a4 4 = - A = = oA o al @ (a‘\l e s
wauelunsaiy Auidiefisunasmelulsena vieustndununseusumtuyumdnviwdnlasuaunnli
- a d ] « - 5 ar [
Usznaufiamsdunuiiieniswidied uazUsznaugsneAusyiunulsenmavessuiaswiiusemalng a
ﬂl - et - ﬁ. 1 L w = =3 = d 4
sreTeuitmBunuiisumswisemalveudadeulingu Taeinsananeealusiuvesiadudulion
o L ar = d o a al s o 2 al ] ¢ v U I-'ﬂ'
dninaulngiiuses viefidninauauiiuses (nsdildsuneusninanndinnulvg) Jseenlviungoude
iaue duliviududaiausliiiiu <o u)
(&) n3gln (o) - (&) snviudmiunsddwialuil

4:4 ua} = ] ar
(&.0) NTUNKEUVDLAUBLUUMUNBIUTDIS

u

aa o O o ' & -
(&) BRypPandnftumungrueinefiogsenininsuyianisniuwsesny
at e U w -
yafauazaty (AUUN eo) W.A. bdoe
wed  w v oA v @ % W v v ad = w o
outoiauedesbudaiaueuaziauesiaveszuudndedadumaigimedidnnseindluiui

SEWINNAT Y. D9 U,

ar - - £ at &'
cjau'[ammsmaimanmiﬂﬁzmﬂﬁmatﬁnmauna TngAUIVaALBNEISNIISTUUINTD
al & L £ - o L 5 £ at al yl‘; I as d =f al
Jadnnasgaedianvseind viade Fumusenadadedadelifuduiivssmaauiiuiauesian

v w w - v v i e & w
QEiu'tiE)L?Iuaa'lm‘iﬂ’ﬂﬂLm'iauLﬂﬂm‘i‘U‘aLauiﬂ,ﬂDNLi.muw'd'szmﬂilunﬂ‘umua'i’lm

v a val ¢ -
gaulaansageaziBealaniivled https://udh.moph.go.th/udh/ #3e
www.gprocurement.go.th ¥39aUnUNNINIFANIMINELIAY o-delod-ambm D deod lUTukavIa)

371UN%

af J L
JsemaA @ U FUNAN N.A. bbb

D

(uegswed waulowl)
seafgnnumznemsemdad 1 )
fnwinislusumigswenisiameuiageisi
UfiAsemsunuginmenssawingsiett



-9 -
nasUsENInTIAdeRaesUstnasmBiEnvseiing (e-bidding)
o
@i
Usznansnandesn Empagliflozin @o mg film-coated tablet faeAsusEnansadidannseting (e-
bidding)
aulsEn1A Jamingassnil

w o o
AIUN UAU lodoe

Jwnimgnsonil FedeluiliFonin "fandar fanulsvasdarusemasadedeisuszmasen
Sidnmseiind musiens Kl
empagliflozin ®o mg film-coated MWW melb,000 tablet
tablet,  tablet (GPU)

(Coraaaadd - doéede)

w o & Av o« v Mo o ' & g = v Yo o =
aniirdolifonduvey vaalvi Wieldennnou liduveanniu sgluanmiazlinulaviui uas

ﬂ; o z v | - - (3 a J -l
AndnwzlanzasuAsmuallulenasuszninsmdesmeisusemasiadidnvseiindatuill lneiide

%

wuziuaztanivun fesalull
e. onasuuueenaisuseninsatdiannsaiing

&6  SNIUALDUAYaUWATEIIUNIALASINTG (Terms of Reference : TOR)
= o v & v W a d o €
.o Ltuyl,;!;ﬁyaj'lmumﬁuﬂﬁLyj314ymjagﬁagmjgmﬂ'jfﬁmmgﬁﬂwiaunﬁ
s &J I e al =
@.m  BUUANIIEIDITUIHUUUIIANAN NAYILI

L 4

o WUUNadeA1UsEAU
(&) UaNUTLAUNISLEUDIIAD

(o) udnUsziudgynn
o.&  UNiyu

(o) Hilwaysylovisoniy
(o) N399I TusuRENNTusSSY

ar a o a é‘ L L == = 3
®.D LLU'U'Um%L@ﬂﬁﬁiﬂﬂﬁﬁuﬂi’lﬂuﬁzUUﬂﬂ YNV NAIAIZNIYALENNTDUNE

(@) ﬂm%mﬂa;}jdgyﬁ@
(o) Unfienasdiud v
@0  WNUNITTINIY
o, auautAveduteiaus

Lo  NAWAWITON dnHuuIY



wlo  lLiiduypraduazany

oo Wiegssminudnianis

©.€ hjLﬂuqﬂﬂaﬁaagiizm:iwgniz&’umsﬁuﬁaLauaw%'aﬁﬁé'rg:mﬁwﬂwmwa4‘%’§1§’
a5 essndugiiliriunasimsussdiunanisujiRnuresuszneunismusadou Asguuniins
nsensamsadauanmiivssnmeeunslussuueSetwmsaumevesnsuUgydnane

o.& lu'Lﬂuqﬂﬁa%‘qqnszq%’a‘l’;‘lm}'ﬁu%’la%’as&'ﬁmuu.az‘lﬁnﬁqL”‘mu%a'[ﬁl,ﬁuﬁﬁ”mu
yamhenuuessglussuuieieveansauwmavaansudginans Fesauieifynnaiifiisnuduudaug

v
= LY

Jan1s nsunsEIRN1g Juims gisnnalunmsantuvenlufinsvesityaratunie

4

= ey ) s L5 v A al ﬂl’ ot i
o dnuantwazld AWEADIUAUTANENTSUNSUlEUIENISINTRININ LAY

MIVIMsWARNIASEAMUATUTIFAIYUNE

-y e ar A = - ot
oo Wuysrasssunviedifyaradiiondnuewanivseninsandiannseiindds

nan
1 Lled £ s at Iﬂ'd £ Y d. é L ﬂ. 1 v I oas as
o Wiludinaustlendsutuiviiuteiauemedunidhdutaiausliun Jimin w
Fulsrmasemasadidnnsedind visldidudnspihnisdudunsdarn mswistusgradusssluns
Uszmasimdiannselindaisil
e Liudlisuendnswiemuduiu Feraufiaslivestumalne iuudigua
vojudaiaualaiifdlaaziondvduasauauiuuinguy
el w e w ne T I e w
boo fiutaiaueiudeiausluzuiuures "Hans9mA" Aesdinnandfed
ey R T TR v o vy v v T T v
nsfifidennassewinedidrsaumimaliginsumselasendalugidnimum
w T | ° | v o v oo - 1 -
wan demnasszuinedidriindazdesdinsivuadadiumhiuagauiuilaveuluviinaniu Gwemse
U ol 1 al | v v 1 A
yarnudyyrvesdinndmaninnnginiumnedunng
v v ow ° v oW v = vy W
nsdlfifennasseringidrsumimualigidrsmiselaseniadudidroudm
v a P v w u vw oW = & a oy odd w
vwan Aanssamdmiudeslinanuresfitiiunmannensulurnanuvesianssiuniguteiaus
dmsutemnassswingidrimdilildimualigidrsaumneladugdhsmd
v vy v v as - e =
van dihsmdmnseavdesdinuanifesufunuieulsidmunliluenasi@yyiu
el v i ° v v v =)
nsdindennassemingidrsmmmvuniiiintsueumnegidismdnelasevis
4’ - | d a I ' =i a hd
Dugdudewaus luunufanssaud mstudeiauedinanlidesdinldeusudung
o w w owow v J-L v vy v v & wd v
dwiutennassewindidrsanildldmmealifdhsuineladugiuteaus
LS | 13 bl d o o L ] I" ﬂ. a
frhufmnnedesamelotelumidensusunalifidriwimelaneviatufoudeaueluu
Aan1s3aum
vad v o v w & o ow w v
boo fiuteiruadsmasuniidoyagniosnsuiulussuuindednineniaigne

S.dnsaiind (Electronic Government Procurement : e-GP) 98an5uUgyinan



./

A v v 1 - -
bob Houlaiauenalyangnivesiants i

Le .

sSwva v € =a o w o v =i a ]
(o) nsdifputeiauailulfyaraiidadumunguinglneddliaamsitouiuni
=, W = 1 - = ! ] o - oas W & a =
o U fosdlyaraniveionts Mnuasnsewinadunindanivinsienildugvsnunnglusuiansgiugnsity
PP o v oo v i 1 v 4w
Afinsnsiesuseds Fwzdewansriiuuin o Yaavhenauiubudaiaue
vl v & aa do o & & w 1=t
(o) nsdifiutaiauailuifyaraiidadiununguanglnededliinnsmeanusy
wasgIuznsRuRUnsuiangsianisin insannisivusayarvesmuannsdeu lnegdudeiausay
v = < o 5 v v v add W 18 i v
oadinuannsdounGondissyaniuuds o Juidudeiaus lisindt e dwum
(en) dMFUNTINYOIATIATIMTMTNRUAY &oo,000 UMTULY nsdifdute
- Lo ar L - 1o at i at A Lol L -l
iauaiduynaasssua laeiansanainmiideiusealydiudnliiiu «o Ju neuiuduteiaus lnedosdl
- - a =i 1 I lﬂld kel
Ruhnramdelulydsumsilugan o lu & vaayarudssnuedasimvienemsfguteiauslu
1 o & L - L] = Vas ar L at at L =
wsiazase wazmnidugruznisindedadviaduglasunmsfnifenazdeuanmisiedusesUnydiurhniid
I a | = 5 J @ ol
yardinadnasmilaluiuasualudygn
(@ nsdifigiudeiauslifiyargrivesiamviovuannsilounieiiudliiies
= o w vl v a = o - ) |
woiiaviinBudaiaue fiutoiauaainsavertfuduie Tngdoulniudute o lu « vouyaAulsn
=4 ol Lol i 5 ﬂ = =4 - el o= = LT Y
yaslasinsviesemsnoutaiausluusiarass Guiwensuimsmelulseing visuismtuvuvisuisnidu
at s L3 ot v - - A = - 1 ar
nundnvindalasueygraliuszneviansunuitemsmdivduazdsyneugsiadUseiunuseniaves
\ A4 e a < | v a
suimsiUsswAlng museteuitvRuuisunswiivsswalnewdadoulvnsvlaefansanangen
= - A -J at tas o e w at Ve o o e
Ausuwensiudud@efidinnulvgfuses visiidninnuawiiuses (nsdilasuseudnanndninnu
I et voowd W o = ow oA w |- a
Tng) Feoanliunddudaiaus duiiviudutaausbiiiu co Tu)
v ar =i ' &
(@ n3diny (o) - (@ sniudmiunsalfasaluil
o vl L ] at
(&.0) nadiigbudaiauadumienuressy
= ‘J at s g 4 1 I ﬁ -
(&o) DAyprandanslumunguuneinenegseninansiuyianismuwse

s a

sy, ar A
SlYRaNarae (AUUN eo) W.A. bdoe
@ =
o  WANgIUNITEUTBIEUD
v v ) = v ) w & o w
HoudaiauslzsoaausionasuangubunmiouiumsiauesIAMINTEUUIAED IR
mesgedidnnseting lnswenidu b dw fe
o Vv v - v 4 &
me @l o sdtipedesiiionarsadaluil
yd bl
(@ Tunsdifutoiavaduiifynna
v v 1 ar L v | o et A o L
(n) Wejudruanigvieiafududinia dudrumisdeduses nsan
=l o ey a A L3 1 L oas = o L]
vufpuiifiyana UgyBsretorudiugdans glsnnamunu (1)
- o 8w a W o a = w @
(@) uvdemdriavSeuStnumwudiiie idudiumwidesusenisen
= aa v oa € a w = Ve val o v_al w v w
nuilou Tiyana wilideudaaniaus Jadnetenssunsgdans gldwnamunu (i) wasdeyliteu

selney (6d)



‘q i - ﬂl
(o) lunsdiffudoiauaduynnasssunvieansyrnaniliiiiyana gy
duntnsusziusenvuvesdiu dundennasiinandensidnduviudau () duundnsusydia
1 al “ ] Aﬂ s =l
Usgnyuvesfifuiudiu vdedumildaidumeesiduiudunilatedywilng
avd W g  wd W ) v oo v o
(@ lunsdlfiudoiauadugbutowauasiuiilugmizdugioud Wudwun
Fynnveansidisind uazenansmudiszylilu (e) w3e (o) voegsudn udusinsel
L i Lo L at IIJ s 1 = - at ‘g
(@ Hiudeiausdowanmdngrunedfiuyargvivesiiants fsil
avd W & aa e a aa
(«.0) Tunsdlfiuteiauailuiifyana Wusuuansgruynsiuindng
al L v I L 4 bl yﬂl L 3
Susewdines o Ugavnenauiutiudeiaus Inslviduvnsidiaussia

s

() lunsdifdudaiauaiiuyanasssun WdumideTuseadydtudn
1 & ar I ar d‘ Lo vﬁl v ar ol WV = a d
T3y wo Tu newTududeiaue Tneldusnusdnauesia wazavdouaniisdoiusealgdtudnid
yaraanaadnasmildluiuasunailudyg
vl W Vi ' a a e
(«.m) nsdingudaiauslifiyadignivesiansuazyuaaneilou vieilus
- o v d i way ] ot al = - = A 4 L= -
Taiieanefisvidindudeiaue dudiuimidesuseratudute @uidensuimsmelulssmaniauiym
- L] - oad - ar ar et L - = A = - L
RuvuvieuisniunundnnindalasusyywliussneufismsiuuiensmdvduavUsenougsnam
a ' d aw oa -l | v - v
Useiu auusenavassuimsuislsemdlng musiedeudemBuyuiisuinsiissynalnewdadouln
a a a ad e ow Y o v ) vas
w5 lnefiansananngeniusinvenedududendinnulugsusewmiendinnuaniiuses (nsailasy
o o 1 o=t v iwal w = - | a o
wougwnndninnulvg) Seenliungiudaiaus duiviugutaueliiiiu <o 1)
@ dwunlunsilyunidive
(o) dwwilunzidoundyaniig
W | - 1 = v ) o &
(@) VaSenasdni o vamailddunioutumsauesmmisssuuindeds
Tunnsgimedidnnsatind muuuulute e.o (o) Inglifeuuuluguuuu PDF File (Portable Document
Format)
O & A we w o a ¢ v = T
el iedgudeoiauedniuniswuulvdienansmulydienarsdiui o Asu
£ L 2 s 4’ at o U (=3 = at ) 4
fu gndeads stuudntedndnumasigiedidnnselindesaindydienasdiui @ muuuu lude .o (e)
wel | LY | | i ar i _
TnegbudaiauslifipsunulgBionansdui e Ananluguuuy PDF File (Portable Document Format)
d 1 ar 1 J
mlo  duil b 1adesdpslilonadnsnsialul

v w o v - o o oo
(@}) 'Luﬂ‘iﬂm@EJ‘Ll‘?.IaLﬂuauaua'm'l‘iﬂﬁlmﬂaauﬂ‘iz‘ﬂ":m‘iLmu'[.ml,'uuwuaﬁi)

[
.

wougwndsdnensuanudaungming Tnefindngrunansdiinuuesgueusunanasgiuneusug ¥il
vmﬂb:l:%’U:JE]‘UET”IUWLﬂUL!ﬂﬂﬁﬁ‘i‘iumFTENL{‘Juﬁﬁ‘l)‘ﬁqﬁﬁﬂﬂzG\"INﬂ{]ﬂN’]ﬂLLﬁ?L'&’i’lﬂgu

(o)  uARMABNULAL/UUUFUTIINSAzIBURANENYIYIAWE MUTR <.

(@)  @numildesusesdudn Made In Thailand 184801AAMNTTUUN

Usznalne (1)



(@ duunluiunadougussneuniamiavunanatuarvinngey (SMEs)
(83)

(@ Ugdenarsdiun b varuanlaguniouiunsi@ussinImessuuingedn
Frumasgiedidnvsednd auuuulude e.o () Inglifesuuuluguuuy PDF File (Portable Document
Format)

a‘; sf d' y-ﬂ' v o - 3 @/ =i [ A
yiall maquu‘uaLauammum‘suuu‘lﬂaLanm'im'mmy-maﬂmsmuw o ASU
v v v v & v v v vV a d - & v W - o v
fu gniea? stuudndedndnanaigmediannseiindarainalyBonansdiui b amuuy e 0.5 (o)
vl | w | o [ i A
Tlaegdudaiauslidosuudydionaisdiun b aana1alujuwuu POF File (Portable Document Format)
€  NI5LEUIIAN
vl W v o w T v W

Co  HOUTDIAUBADIEUTBIALAUAYIALDTIA M NTFUUINTRINTNNIAIEAL
- - L4 4 ] - - ¥ ] é z f {2
didnnselindamuiirmualilulenansusemnsimdiannsetindd laglifiteululag nedu uarazdensen
2 v £ v 5 al a o a ar I‘A 1w
Janu Wigndesnsudau nieuvimdngiunansinunasyinistudusinuuesiiuteiauelaglifouy
Tuiauasimluguuuu PDF File (Portable Document Format)

<lo  lunsiaussimliiaussiandutuuim wasiauasimlafissnsudenassian
= - | I & > o vy v
W Tnol@uasimsan uasvsesiameniny wazwionesients muleuluissylivngluiauesian Tign
a4 Yl SIATILTlaUDILARIRSITUIlaULaTsIvlsde ddiaswassmisdelinsaiu demuilsde
Wuddgy Inedasasuvisdudanummeyaniiu MBonsdu Avuds Aavaideu uazAlddedus
MaUnliuds aunsensdeuianiv o lsaneunagassnil ngunundunssu (adsen)

A o v ] ar z 1 ar
TIATlEAUDIERDAUDNIMUATUSIATLLTBENTIT eco JU AILAIULdNESIALAY
° - vl W v w oa - v v ay v
aeluimuausian goutaiauenosiuinveusmnnulaiausll wavazneu AsLauesIAale
@.n Qﬁuﬁamuaﬁa:ﬁaqmuaﬁwuﬂnaﬁﬁmauﬁaqiﬂtﬁu mo U HUNAIINTUAILIY
Tudtyan
e W v ' - ar
C& HEuTDiauDITADEUAnMEDN LaYTIEaUBEARMENYMLIANILYDY 81
Empagliflozin @o mg film-coated tablet "LUw%'aummuaﬂmmeizwé’mé’aﬁ'ﬂ«ﬁ’wmﬂ%’gﬁw
- - A = L ot I d" al at 1
didnnseilind oUsznaumsiatsan nangrumind1nil Sminazdaliiluenansvemesivnis
v-:i v ] ol 1 ar ‘4 a ) ar L3 lﬁl
<& Houlaiausrvieduinegnueaiagiiiaue 91U o MNBUTIYINY weldlu
- al A 1 =f
NsnsIAIMNaBIIBYTZNaUNSHNSN Tutun SEWINIAT Y. D4 U, 159
NIRRT NFUUNEUNTTN (AGIN)
l‘:: -4 al ot s =y A - q" 1 et 1 s 1 as ] dl - - &
viatl Sandmarlisuinveuluanudemela q Miiatuundiedeiinan fegnnmaenialily
v o ar - v v W
a7 JarinazAuliunyiutoiaus

1 =

| vl  w Vo &
[cft>] NBULEUDIIAN ﬂﬂuﬁatﬁu@ﬂ'ﬁ?mﬁ?ﬂﬂﬁqﬁﬁmm'] SMNINUATLDYNUVBULTATVDINTUYIN

val v v a8 a o \ o
1A59n15 (Terms of Reference : TOR) adunazidnlaienaisusenmnsimdianynsotindviavusdunaunae

o e - -# - o = [
anastutalauemudauly Tulenansuszmasia@esianysetind



<o fiutoiauessdoiiudaiusuasiauaiAnnssuumMsindednitaniasy me
=3 - al IJ 1 =f e
fidnvselindlutuin  sewinan . i u. warnailunisiauesia vitionua
19952UUM3InTadnnAsgRaedidnvsetndiluinai

d v o w ta o v

dianuimuanattutaiausiaziaussinum sglisuienansmstuteiaue waznis

=

w@ueslae lasnauin

¢a fouteiauedosinviienarsdmitlilunisiuenanstaaualuguuuulng

, vl w v @ =
\enasUsELM PDF File (Portable Document Format) Tnegjudaiauanpududiuiinvaunsivdeuniny
v A 3, I 4 ar J i | -1 I Ll
AUty gneias uardmlauvedienans PDF File neuszdudumstuienanstoiaue umdsdtoya
4 4 - o Yoo oW w o é’ o v v v ad a o

(Upload) iveilunistuenaistatausiun Jamdn tumnszuuindeadninininigaiediannselin

€ AMEATIUNSRsaNansUsEnInsIAddnvselind avanliunisnsiadeu

W vl @ | ' [ val W ol L} v e wel W < L
AauRveiutaiaususared IWugbutalauenilnaysylovismiunugiudeiauasisdu mute o.¢
i | - ved oy € v v owvd W =
(0) vi3old mnusingIfiudaaueelaiufiuteiaueninaussloviiuiuiugiuteiaueodu aug
o 4 wdd w = € v U o vl w

N55UMSY ARSI Tetiutaiauaiilinauseleviniuiutueananmsiliugduteaus

mnUsIngreamznsIuNITRsaHanIsUsEnInsIABianvnsetindd neunse Tuvmy
e = o vl W ° o & o | | & v
Afinsfansandeiaus Sputeaueselansgyinsuidunsinvinsusduegrniusssuniute o.¢

A I e o at s 1 ar 1 at
(b) WarANENTINMITY Wollinsnsevidudunistavanenisuistuegindusssy Augnssunsy awdnsy
FefiutelauesetusenannsiliugBudoiaus uar Jwmin swRasanadnuidudoausdindruugii
u P ww - & 1 wd w ) ' e & g v o w. i v i

U uus Javnda ezinsandiuii diuteiauesetiudludugiGulvinisnssyidananuaglalinusa
= [ L) - o a
fioilulselovd sian1siaNTaNnee Jmin

vel W v awa o o
€oo  WIUTDIAUDITADIUNUA AU

(@ UftRmuReulvissyliluenarsusyninsindidnnseting
= v o = - I oa - v o | g w
(o)  IMVIEUBITABAYUTIANITINATBYAAUNN Uazn1¥US (074) SR
Peanlimeud
v A oW ) =
() douteiauavsdosamuilouinerngnszuiunsiauesa muiu nal 9
ANUA
(@ diudoiausazasunisiauesinliauaudilila
vl v v o o e v ad
@ doutoauesedinuuagyhanudilaluszuunwayiBnsiauesia Aedd
Usznmnsimdiannsetind veansutynaiivansliluduled www.gprocurement.go.th
oo AdygIFeavhusunsyhemantinigluy o U dudaaniuamwnludyan
o o o v - ] L4 v I Jd =3
Tnedmununisyvhausuenaswuunaenaisusenmasiaddnnseiind Vuualunsdidygininadu
(Y 5 -4 o 2/ 1 A ar
aiifiu &oo,000 VWIS wrunsvhulitaluenatsdiunilnuadygn
& WANUTEAUNSIELDTIAN

c}'ﬁuﬁaLﬁuaﬁaa’aNwﬁ'nﬂisﬁ’um-sl.ﬁuai'lmw%'auﬁ'umsmua‘swmmaizuumﬁﬂﬁaﬁm



2 L a d - 4 | r [ ] q" I a1 ;
$unasgmedidnnseind lneldwdnussiuedrmiliegrsladwieludl
U pmo,&&E.00 UM (MAkauaunilunspenauuuauinniu)
- V : v o v
Co  @avtoasmyiisuiasidudine fadudeviensviastuinldidavdansinv
z o I v L dd E 5 1 L 5 o ol o
Tutrseredminiluiuiidutoaus visnauunuliiny o Juinis
Clo  widsmUseiudidnnseiindvassuinsnelulsemamuLUURiAMENIILNIS
Yleugnvung
&o  WusUnsizuialne
& uﬁ'@ﬁ‘aﬁwﬁsﬁ'u'uaw?'&'wﬁunw?au‘iﬁwﬁunwﬁ'nw%’wémﬁ%’uaqcmmlﬁ
UsznauiamsluyuitenmsmaladuazUsenaugsnarmusyiunulsenmavassuiasuisusamealng o
- - o = = i v o=l w v i v Y )
seteusRunuiisuinsuiilsemalneudadsulingu Tnveylaulvldnuiegmiiderssiuves
=l °
SUNANSTIAMENTTUNTULEUIEAIAUA
e val W ° - ¢l VIR A W v w - W v
n=snmHEJmlaLauamvﬁmﬁaﬂiﬁﬂﬂwﬁmmiﬁ’qmamawuﬁumﬁgma‘lwumauwﬁam
Uszuasusiitununssuismduyundnving umadundnuseiunisiauesimaviesdeiuaduionans
o ] & as al ot 14 1 =f
gananundminaseaauaugnasdluiun FENINNAT U. 09 U,
advd w dd  w . i Sy ¢ v oo s @
nsdingoutaiauendudeiausluguiuuyes "ian1ssaumm Usvasmarlguisdoandsenu
a & - n= ] @ v o owow I al ' v o
didnnselindvessunmsiudseiadunandsziunisiauesialvssyiegiinsinanendygysmmnimue
ve wvved w ) | o o e W
Wdugidrdudeiaueiumhenuvesigiugduteiaus
a o v oo o w - vue W - v )
wanUseiumsiaussimaula mmmwﬂu'luggﬂumaLauamaggmﬂssﬂuma'lu o
@ o s ar AU as - al - v v v I'IJ’A
Ju Wudaaniuidarialafarsaniureunsnuradadeniguugnisuseninsinteuiosua uusiu
v aw A Vel ° - o | vey Voo ¥ o w - v
Toiauereiidadonlifauauemiaavislansuuusingeaaliiu o 518 Mauldredalavidyymiete
-] yé i 5 v o & s
anas viagbutaiaualivuaindeyniuudd
msAunanUsyiunsiauesian liinlunsdle 9 azAulilaslisinonile

b,  wannusnazanslunisinansun

LA
al ot at

e lunmsinsauwanistudaiaueusemasadidnnsetindasal Sminay
fsandadulaglivdninust siaUsenouinasiay
blo n'ﬁﬁmm’l@'ﬁum“ﬁﬁuﬁamua
nsalldvaninausismUsenaunasioy 'l.um'a'ﬁmsmﬂﬁwzmsﬂuﬁamuaﬁwi’m
arfnsaniaglvirsuuunudedondnuasiwiniidmun il
blo.e empaglifiozin @o mg film-coated tablet, @ tablet (GPU)
(Foradaad - bded)
(0) ifuteiaus fvumiminviniuiesas o.oo
(0) AuamuasauaniAndustleniionessns favuntuin

whitu$esay ¢¢.oo Tneifisnsiipzuuu il (rruuunasgundnine + asuuuinsgiuieinnis



y
o oo 2

+ AziuunnaudRfideUssleriiomsufifen) *¢¢/eoo Insiiansanliasuuuanenasibudeaus
A
Bun
() MISUSAITVAINTUIY AMruainyinnusesas &.oo lnBiiions
v v & = PV v = o o wed
Tinzuuu fail Azwuunisuanldsunedusienindwineny * /eoco lngfarsaniiazuuuainienalsigiu
Upiausduin
Tnoivualiiminsuiauainiuiseas eoco
ve v = asay 1 v v o a 4 w
b ndiuteiauenulalinuantaligndesniude b vieduwdingunisiute
1 5 1 A 1 L L -
iaualiigndies wisliasutunude o viiedutaiausligndesnutle « AnrnIsuNTANTUING N5
= - 1 - A 2 : a 1 4'
Uszmasimdidnnseiindezlisuiinnsandeiauevesiutaiauesieiu Huws gouteiaussla taue
- =5 o at 4 1 a ]
lnasmamaiiansesuaziBunnudnuurianvuemiagiavuiglinsuiiu vislaueeasBuauaninly
= o o w o - o = 3 | dag 1 a
ndeulvndmiafmuslilulseniAnazienansusemasiadiannseling ludunillvansydrfguazaiy

=i

1 IvJ ! o o= 1 ‘l’d 133 A - v
uwansnstulifinavildidamsiaSeudaiou rediuteiauesedu wiadunsiiawaniniiey anzns

a v

SUNTSY 91ARISUMBUUTUNSHNANS HEuTaiauasieuy

u

@l at “‘ LY Lol ‘J §ad ) o s
b Jwminanudvslinsandaiausvegiutaiauslagliinnsioudu Tunsdla
olull
| d wd w v & v v oow
(@ linsentefdudeiauslunmsiauesiammnszuuin@ednineie
Sidnmseiing
1 ﬂl d id
(o) taueswasiBuauansalyanRevlunivualuenansuseninsim
a a ¢ o w 0o n ¥ a v | e -
didnnseiindiiduansedrdny vielinaviliiinanuldivioudeiiovungoutoiauesudu
o lumsindumsuszmasimdidnnsedinduiolunisvidyg Anvnssuns
finsuwanmsUszmammdidnnselindvisdamindanslvfiudaiauetusdamiasiaiaiuld Jmia i
a ad o W 1w < Lo w v & a w : : e 1 2
andiierlisudeiaue lususim viselivindygyr mndeamiasedanan lumungauvieligndes
@ a vet a 1 s = o - <
oo JamdanseliFdninerlisunaman viiemamismla viesaiiaue
nv.* L = J o = b=]
vianuafle waveraRarsudenteludiuiu wistuin wismwirsensuiisenisla wiseaaseniinnis
- o 1= at 4’ I = 5 J d
Usgmanadidnnseiindlaglifiansundadeiaeils aaudaviansan visil ieuszlenivemesynmadu

o al

v | ) v o @ & v w P v LR & 1 av W
Gl LLaz'L‘lﬁﬂE]’J’m'}'immﬁmlEN RALTULAAVA QEJU?JEJL?WE}%L‘Stlﬂ'ii}dﬂ'ﬂﬂm'm "ﬂ‘jﬂﬂql,ﬁﬂ“']ﬁ‘lﬂrl 11161

v

U ow W a a a g a ¥ vel  w o wa 1 <,
sumedavin arRansanenidnnisussnmenadidnnsednduaraslnedbutoiauaitugianu liiaedug
o w M v v = g = o 4 vy - w ° - i
futelaueildiunisdmdonvseliiniu windlvgidetielainistudeiauenszinsiagliaain wu nis

v o & f vl s aa B & W
wuslenasoutung visliToynaasiiun vietiiyrraduaauesmunu Wuny
s vd W o s ° vy ' o =
lunsdinfiudeiaueseiauesiaeign wuesiawaumaninglainliotesiiy
numenaIsusemasadidnnsedndld angnssunsinsancanisuszmanadidnnseindvie

Rt Al e -1 W e ova v owa o =
Fann avlifdudeiaueiuinnsuazuanmanguiilliidelddn giudeiaueannsadiiunsnienans



- =% v o X ] Iv o a o ey ﬂA el v - e
Ussmasimdidnnselindliiasvauysol mneauashiiidunsurls Samde fansnerlisutaiauenselsisu
simvepudaiauesiedu visll foudoiauedinahifidniGoniosilideviedndomelaq andwia

oo neuannuludygrdminenausenidenidnnisussmasimslianvselindg win
i e o o v w val W - ddlvu o & o= €1
Unngidimsnssinidndnvazgiudeiaueivusmsuseninganmien gsunisAndaniinayselovisiu
o A o Ve w owve w a4 a o Yo oy - v ow vel v
fu ieildnuldidsduiiutaiauesedu visdnviemsudsiuetralussu visangauiuiugutaiaus
5199 viewmthiilunisiauesin wisdeiinsevinisyaindulalunisiauesim
o, muidyadous
S‘ v - - L3 ] y 1 2 b o
0.6 'l.un'i:i"mc‘gﬁuuzmﬁUsznfmmmaLﬁnmauna anunsndsuauasvaslaasuiiu
[ o a 1t d o Vv &ﬂu alr al - a o WV @t a [
el ¢ Fuvinnis duwsSunvindeannas@e dminasRarsaniavidennasdumisdounuy msvirdyginiu
at o E v
wuudyaneszy lude e.m Al
- - oo - 1 1 . 1y [
oo 'hm'mmsg'zmsnmhzmwsqmaLanmauna”lumminamauﬁwm“lmmumu
melu @ fuinis vie Jmiatuiliauasdavirdennasdumisde aude o.e fyurn1suseningi
=) - L o af A‘ a ar v -] s ar ar al
didnnsefindavdeaihdygdomunuudygdssylude o.m visvhdennandunisde fudminnelu o
Su fufnnnuitléduuds uazazdeenamdnuseiudygyiiudnautuwiiudesas @ vessamawesi
Usgmeasadidnnseiindidanindnteliluvasvidyan lnslindnuseiustrmilsegslaswoluil
(@) Wuan
- ‘J Y ) : - L lﬂ. s
o)  darionsmirsurmsdudiine fadudavionswiasiuiiildda vens
Wuthsyaa R luiwidygn visnsulutulidiiu o Juvinis
L7 .6’ al L 1 A
() vihdemuseiuvessuiasniglulseing audlegaiauenssunsuleue
o ar L = ar g o a o - L3 ) 4 ar o
Amun faseylute o.« () Wisavdunidedusyiudidnnsetindnuisnsnnsudydnaraimue

- <4

(©  wldomuseiurosisniuny wiouismlunundnningiidsuoyyn 1

L3

Uszneufamsiiuuitensmidduavdsvnaugsnamusyiumuussnmavessuimsuisusemalng am
- - e e J 1 L at ] s ID‘ s
efeuimiuuiisunamsuiiuszwalneudedoulime Tegeyladluldmuimedrmidsde musziuves

suimsiAnenssuNMsUlauIimue Aseylute o.c (o)

at al

(@ WusUmsisualne

£l

[
= =

wanUseiutiavAuld Taglifinonidenielu e¢ Tu Mudnainiunguusnisysenngian
didnwseiind (fune) ﬁumnﬁagnﬁ’umué’i’mmﬁyﬂmauﬁa
W -1 = v 1l & W i w Ad o4 w ar [ v oo
nanuseiuliazauld Tnelifinends mushsidruvesianiideddanin lasuseulium
2 A1NUATNNSIINY

Jmin ardreadesdaldsiunSyariunaanaunBoinsau 9 wazAliinenaa

v v W v vas - v - | y ar =1
whlvunddudeiauelasumsimdenlriluduie defuislddwevdwedldnsuiumudygdevevie

Y
=

Jomnawdunlede wazdminlensiatulauudwasGeuiosua

®.  9nsIAUsu



o o 4 v a d a ed & w &
AUSURULUUA Y TovIsLuUnEenasUTENINTIANBIENNTOTINAN wTaTannal ¥e
edumisde Anludnsidosas olbo vasAmdwediilasuueuneiu
eo. MITuUsEAUAMUTIFAUNANTEY
fuuznisusemasmdidnnsetind eldvhdyaTeremuuuudisylude e.m wie
o W 4‘ at L I v al o o 1 . d: ed' - dv
vindennasweailunisde ududnsd svdesiuusriuanudizaunnissesdivesndevieniintuniely
[0 2 1 = LT at -J at at s . L o=l ar [ 2
svpvnalivesndn el Weou  dudanntuil Jwmia lsuueudwes Tnedessudanisdeuusuunlulnly
msldAfuiunely ¢ Yu dudnnniuildsuudinnudzaunnies
- -
oo, dodsuanilunstudeiauenadug
eo.0 WuAagdmiunistenisil lanantuligs
at (] v ] d o s Vs QA o 1 a =) o
myasuuludygraznseyinld deillodminldsusyiiRuawanain@ulig
Wainy
d v vy a vel w v v v 4
oolo adminlddndendiutaiaueselalidugue wazlemnasdodsvasnianis
Ussmnsimdidnselinduds drdvisasdesdmiaindasdinanidiunanndalsemauazyaaiunaaii
L =1 L 4 lﬂld = - 1 LY at -Jw I
dnlaemaeludumeifiZelveiuey waranusaluinissurulamuniguuniiinsnsensaunay
o v W = v a wa oW i a = o oA
Usgmiafvun diudeiauedaduduisasdosufifmunguangdimenisdaasuniswidveund deil
v v o Y = o 1 | i 1 g ]
(0) whimsdmiovhdwesiderefnandhurnndrsanadensudvi
.t al t‘; 1 o IJ L v dl, I L 23 1 -r'u I
melu o Ju TuiawsiTuiguieds viedevesnindrsusumea Guwiduvesniguuniiimnseniaaunay
o v
Usgmasniiuliussnlaezeduls
a vy oS4 @ i = R W
(o)  AansldevesndeviedindriussynlaeiEelvy visGeniidviduiieiu
= i L v 1 et 13 | L ﬂl z < A HI
Solve MnanUszmamndlsemalne uusiazlasueyginainnsudivin ussyndswesiulaeGedun
| o dl L ar 1 q‘; ] - d' L] Au 1
flvi5elne Faavdeldsuoygrauiunouussnuesasiodu ialureaisguunidnnsnsensseuunay
Usgniaeniiuliussynlaeisedu
(@  Tunsalithiuiinu (o) e (o) fureasdiosiulinnunguunginme ns
AnasumInIigeu
oo.m foutoiaueddiminlddadonuds Wluidygymiedennasde umisde
- o w v [y - w v d w & el W 5
melunafidmun dszylilude o dmiaesiundnuseiunstutaaue ieSeniesngoenviisien
) o v v = - s v v v a v a o - o v
Useriumstudeiaueuil uazanafiansanBuniaslisaldnnudomedu (6n3) sruvesziansaniidugie
a1 ar J L - g a
U AusEdounsENTRNIIASIIIMENTINTBINT LAY MTUTMINARNIATE
v oW a da a a ) ) -
eo.€ Jminanuansisvudluiuiutouly visternwualuwuudygymsetennas
&' o = o ot al el
goiumisde iiduluaumuiiuvesdinnudenisgagn (i)
so.d lunsdilienaisuuumeenaisuseninsindidnnsetindll danudanisudeniu

) o a wa aa ' e = vl w lsa aa
fiutaiausvspajiinudiiaduvesimin Aileadodsnanlifelluign wasdiuteiusliiansiGen

Sosmlganslag LRLGAY



eab Tuinonavsmesnidnmsdndolunsdineluils lnenfiuteiaue wiiunies
Andemelag ndminlle
s ar al at - A s g s ar 1
(o)  dwialdlasumsinasstuieldlunsdndovionlasudnassudliiog
d o ol 3 ;l
woRtazvhnsdndenssilsioly
= o o v ow v w = - nl-luu | =
(o) fimsnsvvirindnuazhbuteiaueiivuemsintenienlnsunisAniaen i
€ ) P o v we W - & a "W 1 = v
naUsylovisuiu vieildnlmdsfugiudoduasedu viednunemsutstuedradusss videaugeuriy
v v v - - w a1 o a
fufiudaiaussedu viamihilumsiauesia viedeinssihmmasedulalunisiauesia
@ mahmsiadenineluonneliifnanudsmeudimin vionsenude
Uselowdansnsauy
P o a w = oo P
(@ nsdduluhusaiieniu (e) () W3 (@) amundmualungnsznse Feeen
m’mmm’[ungwuwa’hﬁaUms{l’mﬁaﬁhﬁmm=mw?msﬁ’aqmﬂ%’§
o, MIUJURMuNgMInsuazssilyy
I vd g al at L4 v b - sy
lusswinsseznansde fiuteiaueiildfumsdndentiduduefecfi nw
waninausfinguineuarsedsuldnmualilaginsenin
oa. MIUszliunansufuRnuvausznaunis
Jain ansadwamsuvRnuudiaiimnudyyesiudeiausilisu msdn
P v w o o a a wa v
denlviduguisiadninusuidiunamsufiRanvesiusznounis
o & val v n\luu Y 1 e o o o v
vall mnddudoiaueildsunmsAndenliiuinasiinivunasgnssfunstiudeiaue
wsavhdgaiudmin 139as17

=

7 daningmeant

\Y

I e weow




1.3081 Empagliflozin 10 mg film-coated tablet

AMANYULIANIZYBIET

Empagliflozin 10 mg film-coated tablet

2.AuauTAa 1Y
21 JUuuy Wuswiinedauidy (Film coated tablet) ¥insuuseniu
22 dulszneu  Useneumiesien Empaglifiozin 10 mg Tu 1 ulm

23 nmurussy  usseluuseDnadvdestuuas uaseuduld
25 aan “syyon dauvsznoumendifyuaranuuseiundnuduengiauiingn uasiav
vzifouisuenliogndaauuuussyiue
‘vumMurusIyenegetisedssyylesmietemamsfdiuyseneunazuuin
AL esEavinan TuduengiTaeu
3.auauUANIamailn
3.1 Finished product specification:
4o Test Items Specifications
3.1.1 | Identification Complied with finished product specification
3.1.2 | Assay 95.0-105.0%0f the labeled amount of
Empagliflozin
3.1.3 | Uniformity of dosage unit * Complied with finished product specification
3.1.4 | Dissolution Not less than 80%(Q) of the labeled amount of
is Empagliflozin dissolved in 30 minutes
3.1.5 | Degradation products
-Any unspecified degradation products | Not more than 0.2%
-Total degradation products Notmore tham: 0.6%
/.
T At - @Wwﬁ ...................
(un. U3 A3as1meg) (N watuyl Susinf) (ney.01nAT nULd)
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3.2 Drug substance specification:

99 Test Items Specifications
3.2.1 | Identification Complied with drug substance specification
3.2.2 | Assay 98.0-102.0 % of the labeled amount of
Empagliflozin
3.2.3 | Impurities Complied with drug substance specification
3.2.4 | Water content Not more than 0.2%
3.2.5 | Sulfated ash Not more than 0.2%

v - *szyate Uniformity of dosage units Tiuuuionansuaniseaviduana n3nsanlinsiev
mindiloiwdalilulu CoA

- nsdifivanzlouudansiiu (waive) mMsnsavaaudiesizitesignisladuiansenalsnangiu
Fanamiilasueyi@se

4. Joulvdu q
4.1 wnansnsldfuoygetunsdeuiiveiedminglusumelne wazduns (declare) undaan
411 luddgmstunudeusnfuen me.2 ve.3 ve.d wie 82 ududnsd)
412 Tudwelunudou ve.1/e.1 vewniiauesa wiounvasduaidensaiuauamuaimeyea
nanSausimufitunsdeu (finished product specification) WAETDNVUARANAINTBLINGAU
(Drug Substance specification) nstiflagsEmitemsivdsunvasudluiiuiy ssfouuy
naismsveunle (8.5) uwdeu finished product specification wag/1se Drug Substance
specification
4.2 [NANTIUTOWINTFIUNTHANYN
421 nidfewdnluvssmelne fuandesilduunamaeniideiusesnasgrunswanea
wENITISNsARluMSHARE PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Inemiiea1u PIC/S participating authorities ¥3aillananT5UT0WATFIUNTHAN N
waninusiuazIsNsARluNIHERs1veId N IUANENTIUNMSONTUATEN NTENTH
as1snige Feimuatulaeimiuaenndasuasiinfienfundninsiuas38nsiialunsuanen
PIC/S Tumnaefiiauee atudganuseunisasisaeulneiinamsiusesisiuiiussnin
Uszmnsmdidningingd
422 nsddusnithandseme uandesiiionansiuseanasgunsnaneInumaninast
3nsfinluniswdnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ng

nﬁmmi » 77)// b, m/ s 02/ .
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ey PIC/S Participating authorities atuanganiusaunmsnaasulneiinan1siusesii
JuiiuseniausemasiandidninsiindvienasnegBwudaudnse
4.3 LONANIAMNMUBILTLAUDTIAN
431  WAMINTITIATISRAUNINKERUYIUBINER (Certification of analysis of finished product)
Tugnjudidesatng
432 wamATeiRuwingAuvaiieddty (Certification of analysis drug substance) g
lunsuanejuiidadumeaiesiudneuasinaningiu
4.33 enasvizenangiubuduamuduiusseningunsnanvesingiuvesiiedny (Drug
substance) 4o 4.3.2 fugumsnanvendndusidnsagy (finished product) U0 4.3.1
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