Usznadawingassitl
b= ; . .
1399 Usznansnandeen olodaterol io.& mcg/e dose + tiotropium .&¢ mcg/e dose inhalation

solution, bo dose cartridge #1835UsEnINTIABIANNSETNE (e-bidding)

Janingnssiil fimnusvasdazdsznins1ndenn olodaterol lo.¢ mcg/e dose +
tiotropium lo.& mcg/e dose inhalation solution, bo dose cartridge fEABUTENIATIABIENVSETING
(e-bidding) SIANANVBINUTD Tunsusennsaadi [Wutuiay boco,eab.0o UM (@pedudnily
anadouidnduvnumdan) musenis il

olodaterol v.& mcg/@ dose + U & oo cartridge
tiotropium lo.¢ mcg/e dose

inhalation solution, oo dose

cartridge (GPV) (¢ocea'elee -

emoocon)

foutoiauesziowdinnanin Fagelui

o. fianuaunsaaungmug

o. Liduynnaduazany

o. ldogsgnirdnfianis

<. 1:JL'?Juuﬁﬂa%"’aag’s:mﬁqQms&‘ums?’iu%’aLauw‘%aﬁwﬁcgsmﬁ’uwﬂf:amwaa%’jﬁ"ﬁ"aﬂsﬂ
ilosmniugitlirnuinasimsussiiunanisujiRnuvesussnaumsmusuisy fisguuniinns
AsEnsINsAseTuamuiusynaweunslusEuues ot sansaumavaInsudynans

&. lniLﬂuuﬂﬂa%'aQnﬁzq%'al'ﬂuﬁcyﬁﬁﬂaﬁaﬁﬁqmuLLa::"LﬁLL%’@'au%‘Lﬁthuﬂﬁw1u oI
murasiglussuuiaietisasaumavansuiydnan Fosnaliypeaiigisnuduudnddanis
NSSUNSHAANTT JUIMNS Q’ﬁﬁmw’tum'sﬁﬂLﬁuq1u1uﬁqnﬁimaqﬁﬁuﬂﬂaﬁuﬁﬁa

= e 1 ar s B - ot J a
o. fanantuarLififnvazdonhunuiinuznssunisuleuiensdndednanauas 113
o. Wuyana..

@ o

UImswannasgitnunlussiangun

1 ol



-lo -

& aa - a - - a  far '
o, Lﬂuqﬂﬂaﬁisummaumqﬂﬂa;\’{ﬁawwmawaqwszmmnmaLénwsaunamﬂaﬂ
Vo v €1 W w wvd v 4 o voa v v ol ow -
. 1uLngJJuwa1JszTU‘ﬁu‘s';ununugawamuammﬂaauwwwwaLaua’lmmmmﬂqm‘smu
o Suusenauseniasiandianuseiing wisell Lf)u@’nizﬁﬂm5é'uL'TJumsﬂ'ﬂ'zm~1m‘m'tiaﬁuﬂﬂ'mtimﬂu

5553 Tumsusemasimdiannsetindaiall
| v &L a ) : a | -1 v ras =
«. Lifudldsuiendvivionuduiu Frenaufiashiventumalne uusiguravesidu

Vel o "I.) =y l{ v @l 1 1 z
JoiaualaiimdsaaziondvsuaAnuaniuuIITY
vl v S w ya v v -1
oo. fiutoiauaibudeiausluzuuuuves "MAMITILA" ABLIANANUANIL
= = vy v e vy v v : vow v ow
nsdiitennasseniegdrsmimunlifdrsniaelaneviatugidriudman
Fomnassywinedidriudnazdesinisimuadaduminiiuazanuiuiaveulutiinanu Swewieyan
mudygueadidrsndmdninnnigidisnAisiedunig
el v v oW v e vy w1 v P R Lt T v
nsdiitemnasseninagidhsamdimualigidrsamelaseviiadugnsumman
- i L Iv.‘ L L L 1 v ar [=3 1 & Ié
Aamsudiudeddnanuresidriufminsadealunanuvesianisiudfiguterue
dmfutennasserinaddramiililfimualigidrsauiseladudidimdmen §
[ v v e e [ e o =
dhiwdmnesielinuanifnsuiumuleuluitmualiuenans@iyyau

L0

prpa Y | v v v o L [V T v - &

ﬂszuwvatﬂnaa's::WmQL‘tl'l'i'J:umnmuﬁﬁ,wnﬂiuauwmm‘gL'tﬂ'i';:iﬂ'l‘i'ltl'[ﬂ'iﬁﬂﬁmmwg
§ W - ' [ o w a 1 B o o
Sutoiaus luuiufanissiua nistudatauesinanlifosivisd@ensugiung

L3 ol v 1 v o 1 2 ﬂu vV o ETE T T 1 L) [ ”d o L2

dmsutemnasseinaiinsmiilildmunligidrimdselaugiutaauogion
| v v el o e ° vy v o P RV V] a
‘Siuﬂ’lﬂﬂ‘iﬂﬂﬂxﬁli}dada’wlla'EIE]'LU‘VIUQHE)JJ?JUEJ’IU’W'IW&L"U"I‘i'mF]"I'i']EJ'lﬂ‘i'lEJWLNLUUﬂﬂuﬁlﬂLﬁua‘Luuﬂuﬂﬁ]ﬂﬁ
$23A"

el w [ - Ao v v v v & v v w v

6. F&Eiu‘ﬂEJLﬁU@MOGﬂQﬂzLUUUWN’UBNﬁQﬂ@]B&ﬂ‘i‘umualu'izuU‘%ﬂ‘ﬁﬂﬂﬂmdﬂﬂﬂ‘iﬁmﬂ

5.&nnsatind (Electronic Government Procurement : e-GP) 983ansuUgydnans

vl w v oo ' a = -
el. F‘dUu‘ﬂﬂLﬂUﬂﬂaﬂuﬂ;}ﬂﬂﬁfﬂﬂﬁ'ﬂaﬂﬂ‘ﬂﬂqﬁ [90N}P)

§ L7
o Wl o=

v v & aa o o = a !
() nsdiffutoiauaduliyaraiidandunungmnelneddlisemadouiuni o U
o i = = i | ) a W e a - a o
Fosflyarnavsvesions Mnwaseszridunindarvindaevidugns Msnglusuuaneguensiuid
MsnsI93UTNd FasdeaanAnluuin o Yaavieneuiubudelaus
v w & =a du U4 o wW e
(o) nstifButaiauaiulfiypaaiidnictunungmnelne gwdidlifinismenusuuans
= at at = B o J d
grurmsRuiunsuiaungsiantsm TRsanmsimunyadvemuasmzlou lasdoudeiaueszsesd
‘J o 1 L4 24 ar ﬂJq‘ 2 L} a 1 o
yuasmzlouiiGendrsvaaaiunds o funbudeiaue limnd @ duum
() dmunsindedndinimiliiihaduiy ¢oo,ooo vmMTUlY ndiiuteiaue
< - YY) v oa | = a1 v oo w ¥ da
Juyarasssum nsinrsananuisdeiuseciyiifurinliiu «o fu neulubuveldus Tng@aalldurn
a v o & ] ' = Hd v ' &
aundslutiyisumaduyer o lu € vewarulsanuvesiasmsvienonisidudeiaus luusiasass
2w véuv & ) o v v oA v v e da o w
uazmnilugruznisdadedadravdeduglisumsdndiontzdeuaniladnsuso g liurnviiam

nadnadmidluiuasunuludyon
(&) NE...



(@) nsdifgfuteiauelifiyamgrivosiomavioyuaanuidon vdoiludlsifivametias
Whiuteiaue N:E'iu%'amuammmmqféuﬁuﬁ'a Tnedpsihaiudude o lu « maegaﬁqauﬂwmmﬁﬁuﬁa
uslunfiiu Guideiisuiasmoluysena vieudsndunuvieuisniuurdnnindiliueunnli
Uszneufamsiuvuitenismndd LL’c‘iﬁﬂﬁ:ﬂSUﬁ‘ﬁﬁﬂgﬂﬂiﬁﬁumuU‘izmﬂ‘llENﬁUﬂﬂTiLLﬁdU'ileﬂ‘lﬂﬂ QP
sefeuiinduyuiisuimsuisUssmalneudadoulins Tnefinsanmneenduuaaiuauided
dntnanilvgi3uses wiefidninauanuniuses (nsdildifuneugnanndrinnlvg) Feoonliungdude
e tuiviududeiaueliiu <o )

(@ n3din (o) - (@ endudmiunsadieluil

ot

(¢.0) n3ifButoiauaiumienuuesiy
(@) ﬁﬁqﬂﬂaﬁﬁ'ﬂﬁ‘;ﬁumungwmalwaﬁmuisw'mmiﬁuﬁﬁ%nwmuwsssw
Snyajfauazvany (atufl @0) N.A. bdoe
Q’?;uimauaﬁméuﬁmaummsLauaiwmvmszw%’m%a%’mi'ﬁqmﬂ%'gﬁaaﬁtﬁnwsaﬁnﬂw‘i’uﬁ

s¥UINAnAN Y. 04 u.

v ar - - A s J’

fanlvanunsavefuienansuszmanaididnusetind lnemniivanienanimieszuuinde
v v v Y oa g a £ U VY o & o w vy 1o o = W
ﬂﬂﬁ}qﬁﬂqﬂ'ﬁjﬂ?UaLaﬂﬂﬁﬂuﬂﬂ WiV ﬂu’ﬁ']ﬂ?gﬂqﬂﬂﬂﬂaﬁ]ﬂqq41ﬂﬁQLLNQUWﬂ33ﬂ']ﬁ"'\IUCN'J‘ULaU@T]ﬂ'T

Ild ar at v3 I as ' at
fouteiaueannsadnnsuenarsioiauslifusiuiiusznimutisiuauesn

@'au’hmmmmwazL‘éamlﬁﬁﬁuhﬁ udh.moph.go.th/udh/ %38

www.gprocurement.go.th #3eaaunuvensANInINgIaY o-doloc-ambe 7D doo& Tuiuuaznan

$19N15
q'{ﬁuhs’faqmsws’l‘uswastﬁaﬂLﬁuLﬁmﬁmﬁm"w's'maxlfi}’amawuwuamuﬁq'lﬂiqmi Wsa

aouaands Yingasstl siunsluswdlddidnnsetind Phha101@health.moph.go.th 3atem1eny

= w sl o o = ar a =i -4’ =l a 1 I
NNTUUYTNANNTUUA AIUTUT v 1 ﬂﬂ’ﬂﬂﬂﬂ'z]‘ﬂ'iﬁ"l‘l.!‘ﬂﬁ'ﬁLL‘N?WElﬂSLBEJﬂﬂQﬂﬂTJN']‘IJWN

Julwd udh.moph.go.th/udh/ wag www.gprocurement.go.th

o o =
Usenmda U 1WA W.A. ©doc

-

O

(wganed uauland)
's'amnn'u"nr st sumnde uil 1 R
$nwnTs UM ..mmnwmwmew‘smv
UATRTWwAsuALE I nsdaningrsenll



-919 -

J’ 1 3 =i =3 ] . .
nasUsenInsAdafieisuseninsiadiannseiing (e-bidding)

]
LAUN

Uszmmﬁm«ﬂam olodaterol b.¢ mcg/e dose + tiotropium b.& mcg/e dose inhalation

solution, bo dose cartridge #1835UsEnInTIABLAaNNsETing (e-bidding)

af af =i
AUUIENIA JININGATTIU

| -
a37UN UUIAU bdoe

Swingassnil FadelutiFundn "Fawda’ faudszasdasyszmesiandedieisuszniasa

Sdnnselind musiens Al

olodaterol lo.& mcg/e dose + U &, woo cartridge

tiotropium lo.& mcg/e dose

inhalation solution, o dose

cartridge (GPU) (¢orcaeae -

emoocve)

v &4 & Aw v P Yo v | ' | i v oa
Waniaztoiifoutuve vadhvl llingldnusnreu Liduveuiiiv egluanminesldnulaviud waydl

o o o L v oaa a d a ¢ w oo a
ﬂEuﬂﬂwmsLQW]SG]‘NW]!J'{Imwum‘ljﬂuL’EJﬂEﬂ':'U'ixmﬂ‘i’]ﬂ’l‘damE}Tﬁﬂ'i%n’miﬂﬂ"lmﬁﬂwmuﬂﬁﬂuuu T.(ﬂEIlI‘UE]

o {23 o s ] A’
wugtuazdanivun aanalyil

6. LONENSUUUTINEEnaIsUssnInsIABannsating

6.6
®.©
®.6n

6.

&.&

®.D

.0

979571888l DAV UUATRINUNIATING (Terms of Reference : TOR)

uuulu@uaswmﬁﬁwwuﬂl‘;‘lussuunﬁﬁ'ﬂ%aé‘mé’wan'\ﬂ%’_ﬁﬁwﬁtﬁnmaﬁné

wuUdanazdinsyusiuuaasiliTiauin
o oM ‘Q’ ot

wUUNUNEAIUsENUY

(@) nanUseiudean

UNHEIY

(@) _@ﬁwaﬂs:‘[ﬂmﬂéwﬁ’y_

(o) MI5TRYINITWlsTueE TSIy

wutBenasimvualilusruuietedninanadgfedidnvseting
(o) Unienansdauil o

(o) UnBnarsdiui o

WM Y

s wed
o, AuauURvasfBuladue



.o IANUANITANUNYUNY

wlo liiluyrraduavaty

ba Wegszwiradnianis

o.& "I.ajt.ﬂuqﬂﬂaﬁ!aagﬁwi'mgnss&’ums?iu%’aLauaw'%aﬁwﬁ’cymﬂﬁwﬂqwumm%’gﬁ'
Fansm Lﬁ'aamnu’juQ’ﬁ‘lﬁc&wmmsr'lmiﬂ'isLﬁuﬂamsﬂﬁ%mwm@'ﬂixnaumimmmﬁau A¥guun3inng
AsEnsnsadaimuanufiusenmneunsTussuuas et sasaumnAaInsu Ty Ina

o.& 111'LfJUQﬂﬂaidgﬂ3314%@1’3‘{1417{};%3’1El‘dﬂEJN:ﬁa\‘i'mLLa&’IﬁLLﬁx‘!L’mu%ﬂﬁlﬂugﬁdﬂu
gaamhenuressglusruuinsetisansaumayaansulydnans Fesndayanaigiamuuiudng
Yams nssunsEIanT fuIms {g’ﬁ'ei"]m'a'(.un']iﬁi’nl,ﬁumu'l,uﬁamﬁmaqﬁﬁqﬂﬂaﬁuﬁw

©.5 ﬁqmauﬁ‘ﬁumlﬂﬁﬁ’ﬂwmxﬁmﬁmmuﬁﬂmznssumiﬂamumsﬁm%aﬁ’mﬁm uay
mMsvImsiannasgivualuswiauny

©.0 Lﬂuqﬂﬂaﬁisum'wﬁaﬁﬁqﬂﬂaq’@'a1‘”'nw1|wﬁ’aﬁ]ﬁﬂ-izmmﬁméﬁnmaﬁnéﬁa
namn

©.c hjr?Juﬁﬁmaﬂsﬂwﬂémﬁuﬁuﬁﬁu%’aLauasﬂmﬁuﬁtﬁwﬂuﬁaLaua'lﬁuri Jmin o
Sulszmavszmasadidsednd wislidugnssyhmssudunistaran mudiuegradusssuluns

Ussmasimdiannsedndaiatl
e Lidudldsuenanivionuduiu fienaufasliventumalve Guuniguna

U

vl W Vel 0 W Qg W £ s &
yosfputeiauelaiiidliaaziondvsuavanunuiumuiniy

be

ot

w.oo fouteiausiiduteiausluziuuures "RamssuAn’ doslinueanlini
ﬂsfﬁﬁiamnaqsxwha%’wﬁ'ﬁ'wr-'hﬁwum'lﬁﬁtﬁw's"mﬁ'rsﬂa‘lmswwﬁuﬂuﬁtﬁﬁmﬁﬁ
wan {iamnaaswim@lﬁﬂ%auﬁ’mzﬁmﬁﬂ'r:ri"mumé‘mdwwﬁﬂmazﬂ’nu%’uﬁmﬂua‘u’luﬂ%mmmu Avaaie
:;]aﬂ"]mué’agm_,’mmﬁtiﬂ'i'wﬁmé’nmnniw@lﬁﬂs’mﬁﬁwﬁuwnsw
niﬁiﬁ'&'ac-’maq'izmhaﬁLﬁ'}i’mﬁ']r‘imum’lﬁ@,ﬁﬁ'wﬁwmﬂ'lm's']wﬁatﬂu@ﬁﬁ'mﬁw
wan ﬁami's':mﬁﬂﬁuﬁQQ'l"u'waqwuwmsﬁnﬁwi’mﬁwé’nﬂaLﬁmﬁluwamwmﬁamﬁmﬁwﬁﬂuﬁamua
dmsutennasszinagidrduiilildfmualifidrimdmeladudidiaum
wéin Qw’hiwﬁmniwqzéfaaﬁQmauﬁ'ﬁmuﬁwmuﬁauﬁﬁﬁwumlf'ﬂuhana'm%mmu
n'sﬁiﬁi’amﬂaasswﬁ'mQ’n’h's'wﬁ'lﬁ'mum'lﬁﬁmﬁuawmaﬁtﬁﬂ%quﬁﬁw‘lmﬂwﬁq
\Duguderaus luuufanisiud msbudeiauadnanbifesdinidensudung
ﬁw%’uﬁamﬂaa'ssvr'.i']aQ’Lﬁw‘huﬁwﬁlu’lﬁﬁmum’lﬁ@ﬁw%’J:Jﬁ'ma'lﬂL‘T)uc}:ﬁuﬁmaua
Q’L”ﬁ'mﬁ’mnﬁawﬁaqmmﬂﬁa%‘a'luwﬁqﬁauaué’wum’lﬁ:}ﬁﬁ‘a"wﬁﬁﬁa’tmwuﬁqLﬂuﬁﬂu%’mauﬂumu
n

AN1IIUAD

L3 v

vel W W R v & o w v
voo futaiausfeiamadsuiiifeyagniesasuinluszuuingdednnennge

U oY

5.8nmsaiind (Electronic Government Procurement : e-GP) veansulgyinan



at

o v o= ' a - 1
ool fiudoiauanedlyargnivednanis Al
= wel W & =ma do U & oy ow = a i
() nimqawmauaLﬂuumqﬂﬂammmwummngwma‘hwwq‘lmmmmuumum'\
v i a = | i W F . omw W < ad =
o U fioadlyargrdvesianis PnuasnsErindunindgndinaieniidugnsnusinglusuidasguznisiu
o e @ 2 ¢ LY Voo =l 1Y | o oA w
Afn1sns9TUTeaT Faasnouantaluuin o Uganenauiuguveliue
vl v & aa ) -3 = w 1=
(o) nsdiffutaiaueduliiyanafidaistunungminglneddibifinnsnenu
wanagurmsduiunsiaugsiamsi Wsanmsimunyarvesyuennzdou lnvgBudeiauey
v o= = < o ' v v oA w 1 8 ' v
FosiiyuaaudouiiGentdrsvyaaiuuds o funidudeiaue linnd @ auum
o W v & v ow ¥ & da a a & v W
(o) dwsumsdndedadnasimilsithiiuiu ¢oo,ooo UMIULY NIdiftute
auaifuypnasssum TagRansananuiiidesusestydiRuhnliiu «o Su fewiubutaiaue Tnesioadl
Suhnaavdslutiy@sunasiduyad o Tu € vesamaulsaanuvedasinmsviesensiitudeiauely

| ] o w o & o v & & vas W o w o v sa e
LLAREAIY Ll.ﬁz'ﬁ'lﬂL‘IJUQ?Juzﬂ”I‘i%ﬂ’li’a'ilﬂ?0'N"maLﬂumm‘ium'iﬂﬂLﬁar’li]591E!\‘!LLﬁmwudaﬂiU‘imUm‘Uthﬂ‘(m

R1]

yarwsnanadnaimililuiuasuuludya,
aavd v ey i a a = = o o | e
(@) nsdififutaiauslifiyargrivasiamsviovuasmeifouvietiudliiies
= v oA v vl W a a o w a = |
weflnihdudeiaus fiudaiausannsaverniudude lasdosihedudude o lu « vesarvulszw
= el w I 5 o & L= = ok oA =4 - e
gadlasanswiesenisiudeiausluwdazais Guilensuiamsnmolulssmne neuTEenEuumTaUIwINY
W ow  faM v v - - o - a W Y
yundnnindildsueygmbivszneufianisiuyuiemsmideduazUsznaugsisnsznumulszniaves
sumsuiiUsEmalng musefeuisniuuisuimsuisUsemalneudadoulinsulasansanangen
Gusumensdududeiidiinaulngsuses visfidiinnuauniuses (nsdlldfuneugunsandinau
" v 1wl v et w oA W | a w
Tng) Feeenliundiudoiaue wuiviubudoiausliiu «o )
b ] at =l ws | J
(&) N3N () - (€ snudmiunsaifieluil
o wel v

(¢.0) nsangbudoauadumitsanuresiy

U
= t-'.i'u n‘: -: nl. 1) 1 dy [
(&lo) TRynnafidantunungranelneiiogseminantsiuyiannuwse

s e B4

s A
519U RaNarae (AUUY e@o) N.A. bdoe
ar o w
o, RANIUNITEUVDLAUD

el W 8 o < 2 Y v & v
F;jEJU‘UBLﬁUEJ‘U%W@QLﬁu@LE]ﬂ's"ﬂ'514aﬂ_ﬁju&luu"IW?EJJ.Iﬂ‘Uﬂ"ﬁLﬁUﬂ?qﬂ?ﬂ"l\'i‘i%ﬁl]ﬁlﬂ“ﬂaﬂﬂﬁ]'m

masgmediannseiind lneuenidu b du fe
4 ) el ) J
me #ull o sreosdediionaisdialuil
v w & aa
(@ lunsdigduteiauailulifiynna
(n) vhafuduaiyrievajudiudrie idudumideiuses msan

at

= = e =l A L4 [ @ 2 o L
nulyuliiyana UYTIIETaNUAIUYINNIT RRIRECRNLHEGRH)
= et o ar - et o as lld -] at at
(@) vlEmsrdavseuiemumiuiia dudiumdsdeiusesnson
nuidou Thyena wideuSaaiaus Jydsetenssumsgiams gilgmnsmuns (61d) wazUnyTEneu

576lng) (673)



- el W = = = e 2
(o) lunsdlffutoiauafuyprasssunvienuyynnanilyifiyana 1y
duntnsUsyiriussneuvasiiu dundennasiuanstemadnduiudu @il duundnsuszinm
Ussymuvesdifuiudau viodumildeiuniesfifujudwiillatedynilie
v W @ wel v ' W & Wi v wad o
@ Tunsdiffuteauedubudeiauesmiulugusludsaudm ngudiu
Fyweansdnsud wazenasmuiisaylilu (o) e (o) vesrsud udausinsel
(@ fiudeiauedouanmanguieiiuyaravsveionts dail
- v & an wal P
(«.o) lunsalffudoiauaduinynna IRBusuuanIgIuynTRUNLINTT
) w | woA W wed v
fuseaudiet o Uanvhedeuiugudeiaus lagliduraziiniauesnm
e W & el v w v aa
(@) lunsalfiutoiauaiduypnasssum Wiunidesusesladiiuln
| at | at 11. . yd‘ L8 L o e at ot =l e Ad
1Ay wo Ju Aauudutaiaus Tneltuvuzidiaussian wavaziouanilid@esuseaunyyiudnyil
yarwanadnaimisluiuasunaludygn

PR

A £ 1 | L= = =i I
(<o) n3difigduteiauelifiyargrdvosianisuazyuaamzidou wiolus
1o : & n: 2/ we ] L T - ' = ‘4 d = o= 2t
Lifomeiazindudeaiaue Wudnnmidesuseniudude @Guilefisunmsmelulssmaviouitn
L‘iuwuﬁaﬁﬁwL‘&unuwﬁnw%‘wéﬁiﬁ%’uwwm‘LﬁstnauﬁﬁzmiL‘&unuLﬁanﬁmﬂﬁéuaxﬂﬁznw‘q‘sﬁqﬁﬁ

) ' - a v a = | v oo o
Usei mausemavassunmswiisunelng museTouiinRunuiisuasuvisussmalnoudalould

= 4

n51u TnefinnsananuentusTeriuaudefidnineilvesusewieridinauaiuiuses (nsdldy
yousuanndtinailve) Feeenliungiudaius duidiubudeiausluii «o Tu)

(@  dwlunsdoundivd

(o)  dnuilunzidouniSyaiiy

@) Yafenarsdd e Fomailasundoutunmsiauesiamessuuiatedn
$rmafgiedidnvseind muwuulute o. (o) Iglifouuuluguiuu POF File (Portable Document
Format)

viail Lfias:{?im'faLﬁuaﬁ'u.ﬁuﬂWﬁLLu‘UIWéLaﬂa'ﬁmuﬂ'sg%t,anﬂ'ﬁehuﬁ ® ATU
(U QNABILAT swUifﬂ%@%’ma’hamﬂ%’gﬁaaﬁténmaﬁné%a%ﬂqﬁ’mﬁmnmiehuﬁ o MU lude o.o (a)
lﬂmaﬁﬂuﬁaLauahjv‘fmLLuuﬂ’zg%Lanm‘idwﬁ o fanaluguuuy PDF File (Portable Document Format)
mo @il b aghatiosdasilionarsdialuil

(o) lunsaligfudarausnousunsliyprasunssimsunuliuuumiide
yevsunataRnensuanudnung e Inedvdngunansiinuesiioudunauaryiuneus g itht
mn@"%’uuauéﬁuwL{‘JuqﬂﬂaSii:um'1ﬁaqLﬂu@’ﬁﬁﬁqﬁﬁﬂﬂsmungwmauﬁmﬁwﬁﬁu

(o)  UARMNEDNUAL/UUUIUSIENNTALIDIARANANBIZIAWTY MINTD €.

(@ YaBenansdud o Fomniladundoutunsiauesiamnszuuindeda

Framasgiedidnusedind muuuulude .o (o) Inglisowuuulugiiuy PDF File (Portable Document

Format)



ail Lﬁ'aﬁﬁuﬁaLauaﬁ’uﬁumﬁuuulﬂﬁuanmimuﬁeg%Lanm'sehuﬁ b AU
fu gneBIuA? szwﬁ'ﬂ%ﬁ'ﬂ%’wmﬂ%’gﬁm5Lﬁnmaﬁnéﬂzﬁ%’wﬁm%‘mﬂmidwﬁ o MU lude e.o ()
'lv'ﬂma;jﬂuﬁaLauahiﬁmLLuUﬁm‘“ﬁ'Lanmsdwﬁ b fana1atuguuuu PDF File (Portable Document Format)
&  MIEUTIAN

<. ﬁ?juﬁatauar}\’m?iwil'amuaLLasLauasﬂﬂmwisw{l’mﬁaiﬂa’i']amﬂ%'gﬁ"w
51.5nmaﬁnémuﬁﬁmum"lfﬂmaﬂaﬁﬂﬁsﬂ'}m’iﬁﬂﬁlﬁnmaﬁnéﬁ Tnglifidoulalag edu wazazdoansen
donu igndesnsuiy w%’auﬂgmﬁngmuamﬁamuua::ﬂ"]mﬁﬁué’uﬁqmwaqQ’E‘iuw’]’maud[mhﬁmuw
TuiauesAluguuy PDF File (Portable Document Format)

co  lummauenailiauenaiduiuum wesauenalfifiewsudsuara
67 TnslauasanTa wavvdemaening wasviadesiems mudeuluissylivheluauesian Tign

o & o v & ow

d LY s s ol ol ] a ar L7
F04 hah sIATuTiausvsfansatuIiavLarivide Endavuavivisdelunseiu Iitedndsde

v

Huddny TnsResmsaaniaudssourniSyadiia MEensdu Auuds Aeamsdou wasmldsnedun
Faunliudr unseidaeuianly o lsmeutagassil nduauadynssu (AGee)
s1eiilaueszfeuauaivuatunhitosnii eco FaudTuiauosalag
meluimuagusian ﬁﬂu%’aLauaé\'aﬁuﬁmam1mﬁmui¢'ﬁaua‘l"i wazezneu MsiauesInila
o fudaiaustrdeaauerimuanadmeunaglii mo Ju HudnnTua
Tudyan
e  Hiuleiausszdosduanmann uaysuazBunAUANENERNIYYRY 81
olodaterol v.¢ mcg/@ dose + tiotropium .& mcg/e dose inhalation solution, bo dose cartridge U
weumsiauesmmasruuiadadndranaigfedidnuseling \WeusznaunsiIsan wé’ngwﬁ’ma’nﬁ
Fwminezdaliiluonansvemnesivnis
<& %’ﬁu'ﬁaLaua%sﬁmﬁaﬁmfj’nwmﬁaqﬁmua $17u o mirwussyioust el
amsavaasaviausyneuntsiasn Tuiui FENINNA u. u. o 159
weU1agss il nguuAdTnIIY (AGIE)
il Fmtnarlisuinveulupnudsnela 9 Fiantuunmegdinan fegniimdevialily
wih SrfaavAuliungiudoiaue
&5  NDULEUBIINY ﬁﬂu'ﬁatauamﬁmﬂaqmﬁmmw LB IATBUATEITUN
1A5an15 (Terms of Reference : TOR) 'Lﬁﬁﬁfmu,asw'f’l'l,aaLaﬂm'sﬂi::mﬂﬂmﬁLé’nwiaﬁﬂéﬁawmﬁﬂdauﬁas
anasuteiauemuiiouly lulenansuszmnsiadedidnseiind

v w v o4 v v 4 w v v
<o fbutoustrdesdudaiausuasiaussnnMesyUUNIIINTENAIINNIASY Aae

-k a o o ! = vy
aLaﬂﬂﬁ@UﬂEﬂu’Jﬁw FENINLIIAN U. 09 u. LLa:,‘L’Jﬂ’ﬂum‘iLﬁuai'lﬁ‘ﬂwﬂ’ilmm’)ﬁ”l

peszuUnsIntedninmasgmedidnnseindiunas



{ v o a w v fas o w
dlowurmuanandudoiauswaiauesaud szlifuienaisnistutalaue waznis
=]
@uasInlag lnaenun
v w v ow e o a = v ¢
< c&awaLauamm%ﬂmmnmsmmu’tﬂumsaumnm‘s'umaua'[ugﬂLLU‘Lﬂ.wa
lonasUsvea POF File (Portable Document Format) lnetudaiauadoniuiiuiinvounsivaouninu
asudu gndes uazdaiouvasenans POF File reufissBudunisbulenarstaiaue whsdatoya
= = il 2 34 Al ol ' o & o w o a a8 o  f
(Upload) wiaifunstuenanstaraualiiun Sanin duneszuuingoinannasgaiteianyiaund
e AMENIIUNSRsaNansUsEnInsImdianysetngd azsniduniinTivdey
wa vl o | | e wel  w o e Q1 v o wd v - v
puauTRveduloiauaunay e DugduteiaueniinausslomisununugButoiausinuay Mute o.¢
=) ] | wel e & wed o o= €1 W o wel | o
(o) Bl 'mmJﬁqnguwgaumauaua'swa'lﬂLngjawuaLauawumaUs:‘[aw‘swnunwguwamuamaau A
) 4 wvd w =i f1 W @ & we W
nssumsY waneteliulaiaueiifinaUssloviswiutusaninmsidugbutoiue
u1ﬂﬂ11ng@immxn'mjm'sﬁﬁ:'1'5zu'mamiﬂsznaﬂi’nmﬁtﬁnwsaﬁﬂéiw nounie luvne
e a v o wed  w o v o ) | & v
fimsResandeiaue Tfuteiaueselanseyinisduliunsdauinnisuialuenlusssunute o.&
(o) wavAENSIIMS Weiiinisnsevhdudunisinuneniswiduetradiusssu angnssunst azdnge
oA wd v o v w YY) = vl W i =
FofdudeiauanetusaniinnisiiudButoue uay Jamin swRnsanasnudiudeiauedinarniugie
U Guud Jmin awRinrsaniiui Q’ﬁuﬁaLaua'ﬁ'laﬂ'uﬁ'l‘dl.fjuw:’%ﬁulﬁﬁnﬁﬂsxﬁ’]ﬁ’qnﬁ'lmazlc-"n’l.ﬁﬂmm'm
T P € 1 = at o
forduusylovd Aan1sNANTUIVDL JIWIA
oo HouleiauodzdeUjun el
(@) ﬂg’jﬂ'ﬁmuﬁaul‘uﬁ‘squﬁmanmiﬂismmmﬁuﬁnmaﬁné
= v - = oo =il v o= | v
() similiausszdoadusafisunSyadiiin waza1daun (i) smeanld
Freviaalimeua
s 3 & o 1 a d
() fudeiussvipmmeilouiiadngnssuiumsiauesm Auau ka1 v
nviun
ve v < v v
(@ fiudeisusszasunisiauemimiauaudlile
wal  w o s v a v a
@ dPuteiauefesdnuuazimmniilelussuuuazisnsiauesnm elgh
UssmnsianBidnnsetind veansudninansiuanaliluiivled www.gprocurement.go.th
con  gdyyedmiuwunsvhonuiiinelu o i Huieainiuasunaludoen
o ® o - - oY i - a
T davhuaunsyhumaenasuuuineenasusznmanmddnvsednd Vuuidunsaidygyiiieiu
siiAu doo,000 Ul wiumsvihauliieuienatsdnuviisvesdyan

ar s g -
& VAanNMIILarans lun1snangn

v
o = e

& lunisfinrsannanisiuta@ueysenmnsmdidnnseiindassll Saminey

= at & L3 e
wm‘immﬂau‘[ﬂa'l'wammw $1ANUTENBULNEUNDU
- 1% 4w
(o) miwm'ﬁmc&ﬁuxmiuwamua
el [ gl = = o w ot ar
nsdildmdninasisasznauinaeidu TunsRINTaNRIUTNITEUTDIAUBIININ



= v ar a E at - o at e’a‘
sennsanlaglaviuunuladendnuaniminnnnue A
&l.e olodaterol b.¢ mcg/@ dose + tiotropium b.& mcg/e dose
inhalation solution, oo dose cartridge (GPU) (¢ocsaaas - @mooxion)
(@) FTiafiduteiaue AMvuaiminwiiuiesas <o.oo
(o) AuAmLazauaNTRTIIuUsrTomideniesyns fmuaimin
wihiutetay e¢.oo Tnsiaanslvnzuuu fail (reuuuniasgunEnie + Azuuuansg e juRng
wasd & £ a wa . = v v w
+ AziuuAnaNRnEUstlurdsan1suuaN) *¢&/eco0 TngfinsanliaziuuInenasigbutalaus
=
Buan
(@) MsusMswdnisue Amumiminvindudesar ¢.oo laeliisns
v -1 a [V w = v o wed
Tasuuy s pruuunsuanasunedusionlndvaney * @eoo lagfinnsanlinzuuuainenasigou
w <
TolauDbuI
Tnefmualiiminsauimuawiiuiesas eco
v @ = way 1 v o & o Y s v
o wnfputeaueselaiipuaniflignominte b MSaBUNANIUNTTEUTE
wauelaigniies wislinsudunude o visBudeiauelignieswuie « AMENTINNITANINTUNA N5
a a ¥ tes e [ wad & T
Ustmasadiannsedndeslifuiasandeiausvesfiudaiaueseiiu vuud fiutaiauesela wue
a = a VI 1 v & |
nasmamalianionuazidunnuanuazianzveianinglinsutiu Wielaueswazidununnansly
P o w o o a & a & ! = ' 0w
ndeulaismiarmunlilulssmasazienansusemasaddnnseiind Tudunilildansydfguazaim
) = o 0 U a v e = o \ wd W - - P & v
winsrailiifnaviliAenisiaSsudediey degiutoiaussiuau voltun1THANAINANUDY AMNT
51757 81T HeuUsUNSARANS diutelauesieuu

v W a &iia v vel v = 1 ar - w
¢e  Ywinanudvslifinsandoauevesuteiausiaglifimsroudu Tunsdds

welud

' o wel w o & o v

(o) ainsentefiudaiauslumsiaueamissuuingedadneie

Bidnnsetind
i - o

(o) lauesazduauanseluanieulsiidmunlulenaisuszningin
= a i W = 5 @ v a 1 e =
SEnnsetindiduasedrdny vielinavilriAnaniiuseudasFouuniiudeiauesedy

ee  lumsindunisusnmnasiadidnnsetinduiolunsyidy AugnsIung
= a a8 A f A v u sSa an vvd v Y v & e a aMyw w o=
Asanmansusznasmdidnnsedndvisedminiavsiiuteduetuasdarisataiiufuly Jawvia &
add T Y = ‘e w ¥ @ & W | 1 =4 | v

avaTaclisutaiaue Lisunm wislivdyan mnderiesiafindm limnsauviehignsies

a at ﬂ" e et o = o =5 -l

o Faiansdlidedvsiierldfusaeiian wieniavilsnale vieTimiiue
5 L = A’ o = =t = =
Fomafld uavorafaisadondslusiuiu wieaun vislewzsiensuieenisle W309199zENENNTS
- = | o 5 ] - ¥ X 4

Usemasiadiannsedindlaglifansandadeiasils gaudariinsan N \euselomivosmesianisdu
e 1=l ' at s L [~ wed s =) &/ ] LT b [ .| ay v
dfny warlviteinnsindures Swiadunnvin fiuteiaussziGoniesdlisny videademelag Tl

L

o w s ) = o d a vl w [ u: [ e
sudedinta wwRansanendnmsusemasadidnnsednduarasinudiutaiauaiiugien Taidnaeilug



[l
=1

dutoaueilatunmsfndenielifinm winfingiidefioldimstudeiauenssvhmslaghigadn wu ms

4

ausenanssudiuiia vieldtouanasssun vielifyanaduiniauesiniunu Wusdu

dﬁlﬂ

- o 5 [T ' e &
Tunsdindiudaiaueseiiauasimmingn d@uasiaeauaavanglanlietantiu
nuasenalsusenansinddnnseiindle AMZATSUNSRINSUINANISUTENINSIABIANNStNdnTe
Jwin aligButplauaiulnaauasuanmdngumiiliideladn Audaiaueannsodidunmsauenans
Ussmasendidnnsefindliateauysel windrdusslidunifuilals Sode Sansiehisuldeiauenialisy
el v o O A vd w a | 1y . v A & o @
smvautaiaussutu vl qawumauamnmﬂuuaﬂmﬂnﬁaeml%mumamﬁumalmq PNTMIN
o fouanludyandminesussmanidnmsusznmamdidnnseding vn
11'51n.jp'mm'sn's'"wmmanwmumuummauamuunﬁﬂs:mmwmmaﬁlﬂwmiﬂmaaﬂuwauﬁwmw
i wsaumulﬂLﬁanuwﬂwamumwau waatarneansuvatusenadusssy maﬁuaauﬂunuwawamua
sy wialdmihitlumsiauesia maﬁamnszmmﬁmﬁmau’lﬂ’tumsmuas'}m
b, mahdyydee
5.6 'lun'scﬁﬁQ’wsmsU'izﬂ'm'm'laLﬁﬂmaﬁné aAunsadaavdealansuniu
at [ at I ad s:] o W ﬁiy al at = as o W at o o
melu @ Tuiinis TuuaTuNvNTonNadTe Sminsrfinnsaundavintennasdumidsunu nsvindgygyiau
at at L 23 v
wuudnaissey Tude oo Ald
pups v - o - ' ' o o v
bl 'Lunﬁmﬂg*ﬁuxm'iﬂszmm‘mﬂaLaﬂmauna“lua'amsaa»suauawm“l.mﬂ‘s‘umu
melu & Suvhns vie Saiauiuinliaumsdavhdennandunide nude o.e drurnisszningm
- - L4 v -] ol "-’" at at = L] 2 ar = at ol at
5\dnnseindasdesihdytemuuuudyasessylude e.m wiavdennandumisde Ffudaminnelu o
at st ar s ﬁ el b L5 ot ar (-1 ] - 1 al p I 4 IJ
2 Judaniuiilasuuds waraydeanmanUseiudygiiuinnukummnuieeas ¢ 29951ANANAIUDIN
Jszmasanddnnseiindlnimindadoliluvazidyan Inglindnuseiuegnamisedriladewioluil
(@) Wuanm
o VIR ot v g v
o) prIansMviisuImsgudane Fududansonsviasiunnidda vseasimv
Suthseaadmihiluuvidygn viserauuiuliifu o Juvins
at o at ] 4
(en) vruaaamﬂwnwm*ﬁmﬂﬁma’[uﬂszmﬂ AURIDEITIANENTIUNITUlBUNE
o o o = =1 L7 g w o a - « el - V| o
fvun feszylule e.a (o) weormdumladeUsyiudidannsaindnu3sNsNnsuUYINANAIMUA
(@ wildamUseiuresusumidunu vauitmiuundnnindalasueygn 1
Uﬁuna*ummﬁtwwumamswﬁmﬂauavﬂsvnaus'inamﬂ'svnumuU‘svmmmﬁmmmmﬂsvmﬁlwa NI
sw‘uauswNuﬂuwﬁmmsumﬂi.,mﬂlwmmmaulmmm Imaauiau’l%ﬂ-amumamwmﬁa AUseiures
sunmsfinaznssumsulouieimun fszylude o.a (o)
@ wWustnsiguralne
at al -: v 1 cg at at ar ar 4 L o
adnUseiutarauly Ingldinendumelu e¢ Tu dudnaniungyuen1susznasing
- - 15 i T v v U A’ v
Budnnselind ({ne) Huandeyniumudy 1w uIBua?
ar ar - I 1l 1 ar i a aa e w a ) v
wdnuseRutasauly Tnsliiinende audasdruvesvanidedadmin Tasuuauliuan



o, ANYINNATNISININY
ot at ] 1 . E} v ] lh' A 1 v :
Fnin ardremdwedsldsiuntyariiunaenuniieinsou 9 warANINeNIU9
wanliunge fudoiaueiildsumsfndontidudue Lmawu1511@21@11@113@%almmun’mmmrum%am&ma
Jonnaudumisde LarSmialdnsauneurudwesdeufosudn
. aasAusu
e R i - v o -
mﬂwmwLLwﬁmmwammmummanm'sﬂ'szmmswmmﬁnmaunéu wiadennas ¥o
al sy at I \ A at ar | LT
oduntede Wanludnsdesas oloo vasmmadsesidililasuneureiu
< mssudsEiuaudizaunnses
Q’ﬂjuzn'ﬁt}ixmm'sm%Lﬁﬂmaﬁné Falsvindyyr@eviemunuudseylute e.m 3o
o v 4’ at 1 =l v ot al a ) lh' ﬁ‘g ﬂl - l¥
ytannasaidumide uauansl ﬂsmaa's'mhxﬂum'm'm‘a;m‘uﬂwiawmawaawawwmmumu‘lu
[ 1 = ar ar ar e‘ at ar vas Y v =l s 1 v
segznatlitenin ob Weu  Wudaaniui Swmin lasuueudsues Tnesessudanisdouusuunlylly
nsleasapunely o 3u Fuianniuildiuwdmiudizaunnses
[y £ o w =
oo. Taaiuanslunistudaiauauasoue
- T s L] al : ‘.s Y Lo = -]
wo.e Ruiiandmiunistenseil TounanRuiig
nsasusludyraznsevila solediminlisusuliRRuWananduunge
LaNYNEY
A W ow v A val W Vo w & a
eolo  iodwinlddnidendiudeiauenelalilugue wazldmnastedevoaminnig
Usemasiadidnnseinduan fﬁ;:jmaﬁwﬁmﬁm‘%‘aﬂﬁwmﬁanﬁmﬁﬂmmnﬁhw‘:xmﬁl,mwmﬁ’uﬁmﬁﬂ
) - v P a5 | v - v v - o -
WhulaeyeSeluduneniiSelvedves waraIuIsaUIMSTUTUlANINNTFULATIINSNSENTRANUAL
° e = o w a wa v | - - ol
YsemAnInue gau{l’aLaua«mLflun_gﬂmtmzmmﬂgummuﬂQumamm'sam‘saamﬁumiwmwun fail
(@) WEansaavtenaesiizeviesinanidnunnaeUsEmeaRen eI
melu o Ju tusawatuiigueds viedorsnanussine GuuidureafisguunIinnsnssnsNaNuAY
UsenmeniuliussynlaeGeduld
at 2/ . JJ L 1 =1 i & o oa I a/
o)  SanislidsvesiigavednanusmniaeGalng a3 aniianswuiieanu
- 1 at . ] L ar v 1 v lal l‘j q’ IJ
Eolng IndnsUsemanndilsemalng BuuaazlasusygyInNATURMI Tiussyndwetiulag5odui
| = 4 v YVar 1 ﬂ‘; i - J = H sl ]
fl¥Solne szjmmaalm‘maqmﬂmwjuuunaummnmmamaﬁu W3IdUYRIISTIUATIINTNTENTRALUIAN
v ) - o
UssmasniiuliussynlasFedu
(en) 'Lumci‘iﬁhjﬂﬁﬁ’é‘\mu (@) Y38 (o) Q"u'lamsﬁm%’uﬁmmungumu’i'sﬁw A5
Auasunswadiveund
®o0.a muusumaua«aammﬂlmﬂmaannm ‘L:J"lﬂmang'msa'uamnawa Wuwilsde

meﬂ.unaﬁ"nmwuﬂ msm'l"i’twa o JainarSunanyse ﬂ'lJﬂ"l'iEiU‘ll’E]i.ﬂU'iJ Wiat,san'iaamrmaanuuqﬁam

10
ko4

Jsefunstutoianenudl uavenafnsanGoniedivsilinaudomedu @) savisagRmsanlidugite

1y mussdsunsETnnsAdTIdemsiadedndtuar msuimsanmaly



ar v &l - e e s v o ) o
o Siinanuansizuwiluiuiutouly visderdvunluluudygmsetennas
J al s ar T - |
Fodumisde Widulumuanuwuesdtinnudsnisgedgn (@1d)
oot lunsdifienansuuuisenarsussninsimdidnnselinddl fanudavioudeiuy
vl W v a ua 0o aa  a v v o aa_ W o | e & o ved W lela a o
diudoiaueszieajiRnudidaduvemin Adtadednaniviedunan uazdButeiausliiidnditon
Fasalganglae WAy
o @ a o & o a‘&lu o vel W - v
o  Twinorauszmasndnnsdndelunsdaeluiile nefiktutaiaue wEanIna
andemelag ndminlila
7] s e ot - SJ L Var L 1
(@) '«Nmmiﬁlﬂiumﬂﬂaﬁuuﬂax'l'&'lum‘iaﬂéaﬁaﬁhlﬂ'swmamm'lmﬁm
wafiavyinsingensalinely
(©) ﬁminisﬁ'\ﬁL‘h’ﬁﬁnumséﬁu%’aLauaﬁwzmsi’ﬂ%w‘%amﬁ%ﬁm'sﬁ'mﬁaﬂﬁ
e @ A = W o we W = s | e i &, = )
nauslusuiu videldwldduiudiudaauesudu wioTnva1ensutslueniiusssy viseauuouny
) o w - [ P a0 a = '
fugdudeiauesiedu wiadwmthilunisiauasian wiedeinnsyyihmsyaiedulalunisiauesian
-] ("] A" uv.u 4‘ 1 1 Vo | s s C i
@) nsynsiadeassliseluotaneliiinaudemeunimvin niensenune
Uselovianssuy
dA [} = al = qi' ] q"
@ nsdipvluihneudeniu (e) (k) w3e (m) muiiivualungnsznsis Jeen
1 L J al ) L7
mmmm’tungwu'ww.i'ham1‘321%3%ma’immzn'ﬁmmsﬁ’aﬂmﬂiﬁ
- oakey, =i
0o. NITUHUANUNHWNIBLATIEULY
' g w4 w M v o A v ow w a e
TuseninassernaINsye Qau‘uaLauaﬁlmuﬂ'ﬁﬂmaan'i.mﬂwgmﬂmawgum A
at rd =l ¥ o ] s
wdninasifingmneuazseiiouldimualilagiasensn
o,  M3Uszfiunan1sufiReuvesdusznauns
Jandn mminﬁ’lNan15U§ﬁ’ﬁaﬂuLLﬁ'zLa§ammﬁ’mmwa@’ﬁu%’amuaﬂﬁ%’u SRR
=y v e 17 =i -] = = e [ 7]
@oniuguneiaumnseiliunanisuguanuresusenauns
& & o M vas wr e N = o ar -
Vail mn@su%’amuaﬁlmiumﬁﬂﬂLaaniumumzuﬁwmwmﬂsgn‘szaumsauﬁmaua

wiovihdgyanudamia Litaasm




amé’numsmmwmm olodaterol 2.5 mcg/1 dose + tiotropium 2.5 mcg/1 dose inhalation
solution, 60 dose cartridge

1. ¥oen  olodaterol 2.5 mcg/1 dose + tiotropium 2.5 mcg/1 dose inhalation solution, 60 dose
cartridge

2. auanAvily
21 juwuu Wuansazangdmiuganunian
292 dulseneu  lu 1 dose Usznaumesen olodaterol 2.5 mcg Wag tiotropium 2.5 mcg
23 awurussy  USTRluATuEUSIREdmiuganInian W cartridge dmiu respimat $ien
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3. guaNUANIunaia

wamsnsaaTzinunmiduluniu finished product specification wag drug substance
- . -4 v =l i s
specification delfaanzidousedinNuANENITTNNTEMITUAYET NTENTHAGIIAY

3.1 Finished product specification:

Test Items Specifications
1.Identification Complied with finished product specification
2.Assay (shelf life) Tiotropium: 20.3-24.4 mg/100 mL
Olodaterol: 20.8-24.4 mg/100 mL

3.pH 2.7-3.1

4.Impurities (shelf life) Tiotropium
- Total degradation products: NMT 5.0%
Olodaterol

- Any individual unspecified degradation product: NMT 1.0%
- Total degradation products: NMT 3.0%

5.Uniformity of delivered dose | Complied with finished product specification

6.Fine particle dose Complied with finished product specification

7.Volume of contents Complied with finished product specification
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3.2 Drug substance specification:
3.2.1 Olodaterol HCL

Test Items

Specification

1.Identification

Complied with drug substance specification

2.Assay

98.0 - 102.0% of the L.A. of olodaterol HCl (solvent-free substance)

3.Melting point

210 to 220 °C

4.Organic impurities

- CD 676: NMT 0.15%

- CD 955: NMT 0.15%

- CD 10596: NMT 0.15%

- Any unspecified impurity: NMT 0.10%
- Total impurity: NMT 0.80%

5.Enantiomeric purity

NMT 1.0%

6.Residual solvents

- Methanol: NMT 3,000 ppm

- 2-Propranol: NMT 5,000 ppm

- 2-Ethoxylethanol: NMT 160 ppm
- 1,4-Dioxan: NMT 380 ppm

7.Catalysts - Palladium: NMT 10 ppm
- Platinum: NMT 10 ppm
8.Sulfated ash NMT 0.1%
9.Water NMT 0.5%
3.2.2 Tiotropium bromide
Test Items Specification

1.|dentification

Complied with drug substance specification

2.Assay

Liouid !

98.0 — 102.0% calculated with reference to the anhydrous substance

Titration with silver ni Lt

98.5 - 101.5% calculated with reference to the anhydrous substance

3.Melting point

225 to 235 °C

4.Chromatographic Liquid chromatography
purity - Each unspecified impurity: NMT 0.10%
- Total of all impurities: NMT 0.2%
Thin-layer chromatography
- Impurities G: NMT 0.1%
- Impurities H: NMT 0.19%
NIIUNIS )
Lo T D, s WY R o (C/‘FW’%‘S ..............
(un.5AsTn Saudedlnyad) (nN.uyqVis ufian) (ney.010AS AwEd)
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5.Acetone NMT 1,000 ppm

6.Water content 2.6% - 4.0%

7.Sulfated ash Max 0.1%

[

el - v v & a ¢ wal v u Vo
wanewn - nsdfivanzdouudanisiiu (waive) n1snsavaeviiesnitesiemslabifunansenanswingudenad i
Insueyiifnae

4.3oulvdu 9
4.1 wnansnsldsueygntungioudiugiiiesmieluusvmdlng wazduas (declare) uvas
Nan
.11 Tuddynstunadeuiiue (e.2 ve3 ned vie 82 udusinsdl)
412 Tufwetunsouesn ve 1/8 1 vesnfiaussin wioueasideavhdonisaiuny
ﬂzumwwmmﬁmﬁ’mﬁmuﬁ%umLﬁ'ﬂu (finished product specification) wagdanimua
AN MYBIINGAY (drug substance specification) nm'iﬁ'agjﬁzwiwmmﬂﬁ'auuﬂaq
uhluiaiy sgdaanuuenansdunnwatenisvoudly (8 5) uwday finished
product specification waz/v3e Drug Substance specification
4.2 WONANTSUTBINIATHIUNMTHAREN

= - =3 L =l o 1 o al -
421 nsdinewdnlulsemelng duandedidnnnmaentdideiuseannsgiunisuing,
ol = n\[ = " . .
PUNSNLNUITIBENNSNAUNIINERET PIC/S (Pharmaceutical Inspection Co-operation
Scheme)laemiaeanu PIC/S participating authorities ¥30illeNa@n33UIBMIATFIUNIS
a v ¢ aa = a o w
HANYINUMANINUNLAY IS N SARIUNTNAREIVDIFTNNUANENTTUNITOMNTUEZEN
nsENTNAsINgY St muntulasiinudenndeuasyiniisuiunaninasivayisns
- a = w o =
filumsudnen PIC/S lumneeiausyis atuagamuseunisnsaasulaeinans
ar = o IJ = =
Susesdriunusenaussmasadianinsiind
=i o w ' ¥ a v o= ) =
4.22 nsaidugmidinneissena guindediienansiusemnsgunIHangIny
@ fas = - . : y
NANNEUNIBNTNAUNSHNENET PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Tneviaeanu PIC/S Participating authorities aUuagAnN58UNINTINEDY
=l .t a d - &5 =) «l 4 i
TnefinanissusesdisiuivsemausemasadidninsindwionasnonyTwuaiudnsel
o
4.3 LONATAMNINYDILINLAUBTIAN
431 WaMIATIVAATIIAUANNERAUIvaHaR (Certification of analysis of finished
il A 1] at ]
product) Tugngunadiiedns
432 wamsieTeiguamingauvesiiendfgy (Certification of analysis drug

YV o=

ﬂ - - s ' & L) o a
substance) MU luN1INANEITUNANTUAIDENVNVDRIHENYAZENARINOAY

v

433 enamvievdngrududumuduiusseniniunsnanvesingauvesnendney (Drug
substance) ¥ 4.3.2 fujumswanveawdndnueidniagy (finished product) Ue 4.3.1
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434 wansAnw) Long term stability maaﬂ*ﬁwmqmmmfﬂﬁﬁumLﬁauﬁﬁ‘uﬁnﬂ’mw
ANENTTUNNTOIMNIUATE NTENTENGITAY
4.4 o1
441 fauesm dedwieteneginioy 1 meussyos Fadumunuuansseaziden
nsudumuiifmusluhdeuai@mniuddunmely 3 Jundmnauesan
4.5 m3UsziuguAMETTIdweY
451 widwevdesdiongldldlidesni 1 U 6 Weudunniudwey
452 swnnaiidwey sdpsdsdunnmentluiusemanisnsniiangionjuiideey
4.5.3 nm"iﬁwmsﬁwmsv‘i'm1se§uﬁaadwmﬁfiauamﬁaﬁamiw’mﬁw’qmmw MNYSIIMNT
wvimilideiasvefntn TﬂuQ’meﬁz39’1’90?{'4mﬁuﬁnmu’i’muﬁwma-mm'ia‘ams'm
"‘Jmﬂzﬁuam‘]uﬁ%'uﬁmauFi'ﬂ%'ihﬂ'ﬁLﬁ&'Jﬂ’aa‘lumsmqaﬁLﬂ'mviqmmw nsdifiwuden
Liidulumunmuansuziane M5 vNsTeanuANS IisURIsaNMsIAueTIAY)
AINAIVD c‘g’muuas/ﬁaugwﬁmluﬂ%gwia‘lﬂ
454  frwasdesiundeunidenlndminey viadlaiianmsidenanmeneusenslagrou
fvuslaglisiouly
455 sruuNSAuLardndeilduinsgumuvdningel GSP (Good Storage Practice) W
GDP (Good Distribution Practice) lnguanaianansuszney (Wananansaleizunis
FUTBITEUL)
4.6 fausmim (ue) Busenlisnidndygnrieuasuimun il
4.6.1 nsn’imamsejums*m%Lﬂi'\zﬁmﬁmnnsu"‘ma"mam%m‘smeéu?aﬁmﬂﬁu“ﬁmsﬁlﬁ
WMIFIUISO/IEC 17025 nansamleeiliifulumumnasgudedvun
462 nidkdnfuseeiaigndniivAuaniewmmalagdninnunngnssunIamsuas
g1 Tuthanaveadeygazdoazans
4.6.3 n‘sfﬁwuﬁfqumnmmnnﬁmﬁmﬁﬁawdanadaﬂssaw‘ﬁwaLLazmmUaamﬁ’ﬂdaﬁﬂmﬁ
asuen
4.7 mhesemsteanuavs kisuRnsuwandusisfiiusy Rgnidenifufulasdinay
AENIINNNTOINSWavElusYEEa 1 reutuiuenansiauesimmsintoniail
5.n115UsefiuAUsEansn1neasian (Price Performance)

- - | A
s1uaziduaLanIBNa smmnmﬁﬂizmuﬂszaﬂﬁmwm BIIATVIRUUNN

hi‘mms’i‘u‘saaﬂm::n'iium‘iﬂmﬁn"dmzmmwmm olodaterol 2.5 mcg/1 dose + tiotropium 2.5
mcg/1 dose inhalation solution, 60 dose cartridge
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51U iYL ansn1weas1An (Price Performance)

-
Y981 olodaterol 2.5 mcg/1 dose + tiotropium 2.5 mcg/1 dose inhalation solution, 60 dose

cartridge
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2 aunuazaniaAndusslenidenasunis 55
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'iuuﬁ‘jamuﬂ 100
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207935 UV URNTS 20
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33U 100
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(n) L'Tjuﬂ1%‘4@&4'[111?1’@%"51ﬂmsmqmmwmm WHO List of Prequalified Medicinal Products

(@) Wueeglutydsetondndueieiquamuasiuan (Green Book)
Tnensuingmansnsuwnng a1 - Jaquu

o o= = - ar L3 o
() \Dugegludgydsetenaniusisinunmuayinan (Orange Book)/EMA

- Y] = a oW v v s i G .
(1) \usrdeeglutydsetendninsionlasunisiuses (Approved Medicinal List) oy
m‘%’mjwi-sqwmmanduamﬁmmwémam%u,mﬂsumﬂlma
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(n) 38 sAnwlu Randomized controlled trial I.Lavun'ﬁmwuw"lmﬁm'imqmmwmwmﬁana 100
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(n) Assay or potency
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