UsznmAdamdayisug
a1 Usznamsrandeiauinien nuengsnssu & s18Ms
faeSUsEnaasABiannsaling (ebidding)

FwiaEud finnuusvasdasussnnsiendonefusion nduogsnTsu & 1813
Fr5UsEnansn1BiEnnseind (e-bidding) 571AINATITEIILED lunsusemasiaiadadl (u
R nd,2xe,000.c0 YUY (@aAuauwaaud milunistunilsfosduansumuuaduaanse)
AN Fail

Fluticasone propionate +Salmeterol b&o/lo& mcg MDI @lo dose U & 000 NEDY

@.

lb. Atorvastatin calcium &o mg tablet 31U @,000,000 by

m. Empaglifiozin @o mg x mo tablet 41U @00 NadY
Fluticasone propionate +Salmeterol lo&o/&o mcg DPI vo dose UM oo NABY

&. Tiotropium bromide @ mcg x mo capsule WU @,0c0 NEBY

Houteiausssfoalinmuani fsisluil
®. UAUENTAMUNY Y
. Wiuypraduazane
o. Lisgsywinudnians
<. 1:1Li‘]uumamaqismwgnﬁvwmiawaLauamamﬁcgtmnwmamu‘umsﬁh

0
ar

f2p5717 llesenbuditliiunasinsusafiuiansufifnuvesfuszneuntsaussiioy 7l
-aguumﬂmsnismwmsﬂaamwuﬂmwﬂﬁanﬂﬂmﬂuwﬂuiwumamammummmnimm
nans

3 1:4Lﬂ‘uuﬂﬂamgﬂﬁuuﬁa“l"a'lwm‘;ﬁiqwammmuumlmmanu‘ua‘lmﬂuwmmu U894
wihsnuvesilusruueietisarsaumavensuUyinans Fesandainyaraigisauduiudau
FaANTS NSUNSEIANTT HUsvns mramw‘lun"ﬁﬂ'uumm'lummwaaumqﬂﬂauuma

o. Inaantiuashilldnvos sdpaumufinoinssumsulunenisdadedadnuas ns
uSmswann1ASsivualussRanune
o, Wuilifypradiiondwusianiusemnsadidnvsetindfngn



£

] Vel 1 al ar sé A n‘ v d‘ 1 ar
&. bl Lfluauuaﬂ'ssiwﬁ‘s'mﬂuﬂuNau*uaLauaswmﬂaaummau%’mauﬂﬁmmmm

U
L |

y35ud a Sulszmavsymnsiandidnuseiing vislilugnssyinisdudunistnvansmsutedu

I
s D

sregradusssy lunsusemesiaddnnsetindaseil
| & v £ v ow - ' - Y ' as [
. Liidudléisuienavaviennuduiu Feonauiashiventumalve viuuaiguiaves ¢
4 w Vel o a i v ow " <)
futaiaueldliidaaziondviuaranuduiuguingy

Ak o)

ved v adad v e i [T &
®0. :dawaLauwﬂwmaua‘lugmmwm flanssaue" AosllnuauURasl
adw ' [T T v e vy oy w - YRRV W @
nsmwamnaawm'}asgwﬁmmmwﬂlwqusmmswﬂlmwuuqLﬁu%mﬂu Avan
v 1 1 v o o ] A s - =1 ; -
*uamnaa‘s.M'J'|as'fl.*ih5’;uﬂ’|ﬂso’|’mﬁﬂ'ﬁmwumﬁmmwﬁwuazmmsuNﬂﬁau‘luﬂsmma'm #9999130
mammuafgmwmmmﬂuﬂmanmnnmmfﬁfmmswaumm
n'smmamnaﬁ's.,mwwLm‘sfmmnwuﬂlmm‘numma’tmwamuﬂuwmﬁw AVAN
ﬁﬂmi'i"mmuummlwaa'm‘um%m'swmﬁaﬂ'mLﬂmujuwamwmnﬂmﬁmmwuum VEUB
6 @ W |yvnv=.|thjva vy v W o wal w [T
dwiudannasseningliniiuay imualididrsumnaladugdudaEusdivns
w o o o W ° vy v v =) vel W
munswwmmaamaua“ua‘LuvimaamaummﬂwqmmumswEJ'LmS'nwuaLﬁur;llamal.aua'luu'm
AIN159UAN
vel  w W P oo v o 17 w & we [V
6. @,awaLauammaqmmauwma;dagnmmﬂwmulu-szuuweummmqmmgﬂw
Sidnnsedind (Electronic Government Procurement : e -GP) wsnsuUinang
elb. NE.I‘LI‘IIBLﬁuﬂﬁlﬂ-ﬂmﬂﬂmﬂﬂﬁﬂmﬂﬂﬂ’ﬁ fal
(@) n‘smwawamumﬁuumurﬂﬂamﬂmwumungwmmlwwﬂmw videuiunin
o U doudiyarignivesianis armnamaivmwaumwaawwnmwuauawﬁ wﬂswng‘lmuuam
ﬁ'm,,m'iuuﬂun'ﬁmwsuimua’a Fazdeauansanduuin o ﬂawmanamuawmﬂua
() nimuawmauﬂLﬁuumqﬂﬂaﬂﬁmmwumungwmﬂlwa Fagslalsinssneau
LL?iﬂ\'iﬁ'l'uuﬂ"l'iNﬁJﬂUﬂ'i&Jﬂwu"Iﬁ‘iﬂ‘im'ﬁﬂ"l 'lvrwmmwnﬁnmumdaﬂwawmmmwau T.ﬂawau
mamummmwuamvmuumsaﬂmivuamwum a Suitutaiaus Lisndd o duum
(en) dmdunsTadedadiiadmiliiiiuiu ¢oo,000 vmduly ﬂimnau
toiauaiduynnasssua TneRarsananwiiidesusesindturinliiifiu <o T Aautuiiuteiaus
T.muﬂmmur-hnmmaa‘luum‘uﬁmmmﬂuuam ol ‘uawamwﬂsvmmm‘[ﬂiqmwsaswmw
dudoiaue Tuudazade u.azmmi‘lugwsmswiaﬁm'Wial,{‘lurg‘lm':Uﬂ'\'iﬂﬂLaaﬂwmmuamwaaa
sl r - I'J ] o 1 ﬂvl ﬂ' L") ol
s*usm‘utg%'muchnwﬁuammnmﬁinaswudmuawm’luafgm
(&) nsmwwawaLaualuuuamawﬁﬁmnﬂﬂ'rsma-quammmﬂu wiadusliiies
woRazdhdudeiaus wawmﬁuammmﬂmqLquauwa Tnedpihiudude o u YBIYAAT
sulszanuiiuteauslunsiiy @Euiefisurnsaelulssne wiausEnlununsiouIgniiunu
vannindilasueygralivsznauianisiiuyuiienismded wasUsznaugsnanisznuas
] d - oW - E‘ 1 » -l v
Us¥NAYeIsUIASLIUSEImAng m’m'5'1wamwLmnuﬂﬁmmmmﬂizmﬂlwﬂLm«!l.'aaulwm
=y - = d -4 o e ,j ar Wl =i
Tasfonsuraingeniunuvenaiududendninnulugfuses vishdndinauaivisuies (niw
() o wr I 1 e w o= ow M W = ar
1 uneusuaanddnaulvg) Feenliungbudeiaus Judeiututaiausliiiu o )




(&) nstiny () - (@ sndudmdunsdfieluil
(¢.@) nsiifutoiauadumhsnuyesiy
(&) 'ﬁﬁuﬂﬂaﬁ%’ﬂﬁ‘;ﬁumungwuwlwaﬁaﬂiwiwm*:ﬁuﬁﬁ%mww
wizswdniduarans (@UUTl eo) NA. beoe
ﬁﬁuij’atauaﬁmﬁuimﬁuauazLaua'mmmaisuuﬁ'm%m"mﬁ']’wmﬂ%’gﬁ'wmﬁnﬂsaﬁné
Wil 6@ g, edbe FENINNIAT @n.00 U. T @b.0o U.
felaannsoveiuienansuszmasaididinvseling lasarallvaaenansmsszuy
$ndedadnaniaigiedidnmseiind shde & mUszmedadedadnslinuauiussmasuieiuaue
5171
Q’ﬁuﬁmﬁuammmﬁ'ﬂLsﬁaumﬂms%’amue‘lﬁﬁ%hwﬁ’uﬁﬂssmmuﬁﬁumuaswm
fauleaiursogsteazidualadfiiivled Pharmacy.nhospitalcom n3e
www.gprocurement.go.th ¥3aaBuUANNIINSANYIMANEIAY o-dm-nadD 5D <ol Tufunazian
19T

Usene a Judl Lo [n bd

(WIUNMS  WNBTAATTY)
B Sunanslsaneutaueses YjuRsenisuny
farsensdaniany3iud




wnasUszmInTIAdedaeisusinaasiatdidnnseting (e-bidding)
Bl ce/ado
UsynansAndoinTineien ngueIgsnIsu & 318N
AUUsENIA IRy TG
AsTull wo fUIAN bEb

L a = l‘l 4 :d 1 "0 1] -l 4’ -
Fawday3iud deseludBendt Yanda' famdssasdazusznmnsagenisds
3

=3 = o J
U?Bﬂ?ﬂ?ﬁﬂﬂﬁtﬁﬂﬂﬁ‘ﬂuﬂﬁ AINTBATT PNU

Fluticasone propionate +Salmeterol le&o/ed mcg MDI eloo dose 1MUY & o000 AGBY
Atorvastatin calcium o mg tablet U @,wo0,000 Win
Empagliflozin @o mg x mo tablet U @000 NEBA

Fluticasone propionate +Salmeterol lo&o/&o mcg DPI oo dose U 0,clbo NABY

R A3 G 9

Tiotropium bromide @& mcg x mo capsule U @,060 NEBY

L 4

Wanfirdaisouiuvowt vodwi Livneldnundeu biduveadniu egluanm

= =l

fazldarulevivi u,a::uqmanummmsmqmu'ﬁﬁmuﬂlﬂuLanaﬁﬂ'szn'm's'mw%aﬁmﬁ%'ﬂ-ssnw
sedidnmsetindatiul Tnefifouuniuazderwun dwielud
o. WBNASHULYNBENEsUsEMAsIABIAnNIelind
oo  INTHABIATEULAYTBIUYIIATINTG (Terms of Reference : TOR)
ol wiluwuesmitmusiilussuumsindedadnmeigiesidomseiin
@.m uuuz'fmzyw:ﬁawmﬂmeﬂmmﬁhjﬁﬂﬁ‘mﬁmm
oc  wuuwlsderuseiu
(@) wanUseiudgya
o.& unilem
(o) HiinaUsElovidsamniu
(o) nmsTarransudsiustradusss
o5 wuuthfenansitvualilussuudadedndnenaigiedidnvsetind
(o) voyfenansdwil @
(o) Ugfenansdiud o
oo WHUNMTINY
b, AuauRvesiudeiue
e HAMUENNINAUNYWLNY
vl Liuyanacuazans
v Lisgszwianionis




©.& ‘I.:iLi"Ju‘qﬂﬂa%*qagjszwhaqnss&’umi?iuiaLﬁuaﬁaﬁﬁﬁtymﬁﬁwﬁmmu
vossglithasm WesmniludiiliiunasinsyssdunanisuiRaureussnaunismuszdoy
ﬁ%’guum'%’.hn'rsnwm’nm':ﬂé’qr‘iwuﬂmuﬁﬂiammwauwﬂuszwm%mjwmsaummm
nILURTNAA

©.& I:uL"L‘Iumﬂamqn'iuq*aalﬂwrgﬂmwamrlmuua.flﬂuml.'wuﬁaimﬂumm
Nuvsihsnuvesiglussuuiioteasaumavensudydnans msmmummﬂammmmﬂu
Vudugdanis nssumsEIans guims § r-mmuw'l.um‘amLuumuluﬂﬂmwammmﬂauuma

©.o uﬂma;mmu.aJl.uuaﬂwmumaamummﬂmunsimn'ﬁﬂamEjmsama%ﬂ
4 wazmsuImsiann1AIgiUAlUT R YUAT

oo Wuliyaradiiondnnenagiuszmenedidnvsetinddanan

©.c I:J'L'i'ﬂuﬁﬁnaﬂsda%ﬁ‘:’wﬁuﬁ'uﬁﬁu%amumwﬁuﬁvﬁ"uﬁu‘z'imaualﬁuﬁ
Jmin w auﬂivmﬁﬂs"mmﬁmmanmauna vishiugnseimsdudunisdavang msudeu
athadussalumsussmasadidnnselindassd

o lhfuglisuenavsvienuduiu eornufiaslivendumalne uud
Sgua ﬂamﬂwmaualﬂumaﬂwaa Lanﬁw‘éuawmmﬁuf‘i’unﬁuiﬂﬁgu

.00 Nﬂwamuwﬂwmauﬂmﬂmem Aanssanen” maammﬁuummu

ﬂ'smwamnawmwwms’mmnwum‘lﬂwLﬂ'ﬁ'aumi’m‘lmwwaLﬁu
Hns A mEn -uamnaﬁ.,mwmmswmmmammsmuuméfﬂmwmmaumwiuwmau’lu
USuuanu awaawsauaﬂ'lwmﬁ’tgzuwmwLm'i'mmvlanmnn’;'mmimmswauwﬂsw
nmmamnaﬁvmwmmummwum‘lwnquumma‘imwwumﬂu

fidnTmAman ﬁam'i's"mmuumaa'lwamwmqwmmmanﬁwmmu’.‘lumamwmnamssa:umw
fudoiaue

ar o 1 v v [ v c:l M Vo (T T T i v
dvsuvennadsy vmawwﬂ‘s*mmw'lulmmwﬂ'tmLm's'mﬂ'rswa'lml.ﬁu

€

v

WNSMAMEN mm'ﬁ'nuﬂ"mﬂ's'wq"mmuﬂmauumﬂsumum"muau"l.wwmuﬂlﬂumna'rmrgmu

o=

n'smmamnaﬁ"mqqmm's'am'lmwuﬂlwnﬁmawmawL'tmfmm'm‘lﬂ
snauumﬁuuawmaua luunufanssndn mstutoausminailidesdivideneusiue

ﬁmﬁwamnaaswm’:mmsaumﬁiﬁlﬂn’muﬂ‘lwgl,ﬂmwmi'm'lﬂL‘ﬂuuau
RG0! wmiqumwniwammmmmﬂuaﬁalwuaaauaumuw‘lwww"rsmm's'mﬂm's']emw.ﬂumﬂu
Paiaunluwinfanissaum

vel W v = daw v v w & o w
©.66 %UuﬂﬂLﬁuaﬂﬂﬁﬂﬂ'ﬂﬁL'UElu‘l’lll‘ﬂﬂl&aQﬂmE]-ﬂﬂiUﬂ?quiSUU%ﬂﬂﬂ'{lﬂﬂ'N
nnasgeeBidnvseiind (Electronic Government Procurement : e-GP) Ya3nsUURTnNaN

e w = ' a a o &
velo HoudsiauedesiiyargnsyaIians A




(o) nsdifButeiauaiiuiifyanaiidndadumungmngnedsldannsiou
fiund1 @ U siesilyargnivesionis nuassyrisdunndavsindeviiauaviiusngluy
ugnsgurnsRuiinaneiuTeds Jusdeandnduuin o Yaavherauiududoiaus

(o) mzﬁc}'ﬁuiaLaumﬁuﬁﬁqﬁﬂaﬁ%‘mﬁgﬁumungwmalm%‘aﬁ'qlﬂﬁmﬁ
's'mmm'uLtamﬁmwn1'§L‘3uﬁuniuﬁ’ﬁumqsﬁ%msﬁﬂ Winsumsivuayasvemuaanzdou lag
uau-uaLauasa.,wmwmﬂ'ﬂuLuaum'sanmsva;;amwuum o Sufibudoiaue Lisnin o duum

() dwumsdadodadundmilsiineduiu €oo,ooo vmtuly nsdifiu
forauaiduyanassuan Tnefinnsanannildesusesiydiudinbiiu «o u Aeutubudeiaus
Tnesplfudnpuvdslutydsuasluyem o Tu @ -umuamwﬂ‘s.,mmaﬂmamwsaswmw
Budaiausluuiazads LLa::mﬂLﬂuq%usmsqwmﬂmawsatﬂucﬂmum-sﬂmaanwmam.t.amwmﬁa
%’Uﬁaaﬂ'ﬁuﬁﬁumﬂ'ﬁ'ﬁ:‘4aﬂ"1c-’fanfi'}'g‘é‘ﬂﬂ%ﬂﬁﬂﬁtiﬂNﬁ;Jhé’@zm

(@) nsdifffudeiauslifiyargnivesfiamavisyuaanzdounseiiuli
ieswoiaedButoiaue fiutalausannsovesiuduide Tnefesinafiudude o Tu « vesae
wlssnuveiasinadenensitudoiauslundazady Guideiisunasmealulssna visuien
L‘Eumﬁau‘%ﬁ’wL‘iwnwé’nw%’wﬁﬁlﬁ%’uayf:gﬁm'lﬁﬂ'sxﬂauﬁqnﬁﬁunmﬁamsmz‘ﬁ'ﬁEiu.azﬂisﬂ'afu
ganafUsERunuUszniAvessuIAUitUsEmelve s BTouTIRuusuIAsWsUsHAng
WadeulnsiasRnsannneeniurensdududeidinnuluguses wielidninnuans
fuses (nsildfunousunasndninimilvg) Fweenliuidiutoaue Tuilviutuderualinu «o
W)

(@ nsdian (o) - (@) sndudmiunsdifiatuil

(&.o) nsdiitiudoiauniumienuyesdy
(&) umUﬂﬂammmwmuﬂgwmalwwaas..wmm-iﬂuwnmﬁ
aansEIwlyLaauazany (auuw ®0) W.A. béoe
o wdngumsudeiaue
wau'uaLauammmLauaLanm'manmuﬂumm‘aunumsn.auaﬁmwmswuwma
ﬂﬂmqmmgmaamnmauna i Tnauenidu o du A
o i o stnetoedesdienansialul
(o) Tunsdiffudaiauadulfyaea
(n) Weuduaigvsevnsjudwdnia Wduduilsdiaduses
msaansdeuiiiyana ToTneteuduiinms giidmianugu (i)
(@) UiSvitavdeustamvudida Wdudwumidsdeiusenis
aavnslou daypna wilsdouinniaus VayEsnedenssun1siinns dilsunaeauau (i) wazeyd

taovusnelvg) (G3)
] L]




(o) lunsdiffudpiauaiiuyarasssunvienypranilidiyana 1%
Budniunvnsusssiussrvuvesiu duundennasiuansiisnisididuudiu (i) duundas
Uszidasprruvesifuiudu visdwmiideiiumuesiuiudniildiedymalng

(@) lunsdgudoiavaduiiudoauesanfulugiundugioud Widu
Fuundaygreemmsidisad wasenasaaiszylilu (o) vie (o) vesgfsaudn udusingdl

@ Hiudoausdasuanmingnuifeaiuyargriveiionis fsil

(«.0) TunsiifBufaiauauiiiyana Widusuuansgunstuii
MITUTeNdITE o Tanineioutuiudeiaus Tnslituvasidiauesa

(<o) lunsilffiutorauaiiuynnasssunn Wdunilvdeiuseatiyd
Gueln Ly o Yu neutududeiaue Taslidusnsdausnan uazavdeanmideiuseaiyd
L'Eumnﬁﬁa&ashﬁqna'nﬁnmzwﬁe’tui’umum'luﬁmtm

(«.o) nsdingButeiauslifiyargvivesianiswaryuannsiiou
wiaiualdifsswediazidrdudoiaus Wdudnumitidefusenaiudude GEuidefisuras
mEﬂ.uﬂssmﬂﬁw?ﬁ‘mf‘:unuﬁaﬁﬁ’wﬁunwé’m%’wémﬁ%’uaumﬂwlﬁ'ﬂﬁznauﬁan'ﬁﬁuﬂuLﬁami
widlwduazUsznougsiafuseiu mulszniavessuiaswialssmelng e deudsniAunui
surnsuiUsemalvedaielingy Taefinnsuneinseadussvensiududeiidinmulng
Suseweiidinnumuiuses (nsdldFunsustunseinduinamilng) dreenliundButaiue du
fefuiudeiauslitiu o Tw)

ar 1 i 5 ‘J dq v ol
(&) ‘Ummaﬂmsmuﬁ ® 1"!G“Nﬂ‘ﬂiﬁﬂuw‘iE]!JﬂUﬂ']'iLﬂu'EJ'S']FI‘WIN‘a'BUU

at :y wt ar = = « [ i
Jagodndrennfgiredidnnsednd auuuulude o5 (e) laghidewuuuluguiuy PDF File

(Portable Document Format)

L 1
ot =l -

viail mac&'ﬁuﬁaLauaﬁwLﬁummuuiﬂﬁmnmsmuﬁ':g%mnm'sehuﬁ
& ATUGIU NABILD ssuuﬁm%a%’ﬂﬁwamﬂ%‘gﬁ'wﬁﬁrm'saﬁnéwa%‘wﬁ'mﬁmnamhuﬁ ® ANWUY
Tude 0.5 (o) Wnediutoiauslifouuudyfienansduil o dina1aluguuuy POF File (Portable
Document Format)
o daui o etuliesdesionanseieluil
(@) lunsdlfgfudeiausususrunalifyanadunseiinisunuliuuy

g

wilvde wous unedsdnennsuanudaungmine Tasfivdnguuansinuusiueusunsuasy iy

1

UBUB UMY wsaﬁmnQ’%uuaué’ﬁumﬂuqﬂﬂasswmw‘imLﬂuﬁﬁmmﬁﬁmwmuﬂgwmﬂLLé‘hwh'ﬁ’u
(o) unmATdBnuaz/visuuugumensasdunnuinuusians aute
&c
()  duundafiedusesdusi Made In Thailand Y938 gAAIMNTIULAS
Uszmelne (613)
(€ duuiluiunsdeudusznaunsiamiavuianaluazsuingen
(SMEs) (631)




(o) vayfenansdnd b vamaiilddundeutunsEuesiamisssuunte
Jadnanipsgedidnvselind muwuulude . () Taglifesuwuuluzuuuu POF File (Portable
Document Format)

i Lﬁaﬁﬁu{imauaﬁﬂLi‘.mn'ﬁuuu‘lwémnm‘sm'mﬁcu%mnm‘iﬁwﬁ o
Asufau gnisauda stuudndaininniatgieBidnmsetinderaineyfionarsdid o suuwuu Ty
#o @.5 (o) WlangBudoiausludpwuutydienaisdut o dnariluguuuy POF File (Portable
Document Format)
€  MEaueTa

€0 Q'E'lwﬁ‘al,auaﬁaaﬁu%’mauauazLauasqﬂﬁma-sa:uus‘a’m%ﬁ‘mé’nnm%gﬁw
Sidnmsedindnmuiitvusliluenansussmssmddnmseiindil Inslifideulalag iy uazezdies
nsendepana Wgnaesasui wisumdngruuansianuuanihnistusuinuvesgiudeiauelae
Loy Tuiauesialuguuuu PDF File (Portable Docurent Format)

g lunsusnailiauenaiduiuum wsauenmldiftsniufeas
$AWfen Tattauss 1T LaswiesiARavioe uasvidereens muleuluiissyliineluiaue
5181 Tgnees Wil answiaustyfenssiunsdaauaziviiide fiauazdavladel
nssiu Wdemuiiedadud iy TnsAnsmsaniaudasminSyadin mensou Aruds fr
sy uavAnldineiug saaliud sunseiidwouianly e nguaundenssa Tsmeiuna
WNTB

siiaustsdsnausimuatuselidesnd ewo u fusfuaussia
TnamglufmusBusa futaausieoriuisveunaiiauldiausli wavazasu msauesanilla

o ffufaaueszfenauervuanadweuianbifiu mo Ju duininiu
asunuludeyn

e goutelausasdesdiuannifien uasvioTuavBunnuanMLaNIYIDY
BINGUBIYINTIY & T18N1T Tundaumaauaramasruuindadadnameigiedidnseling e
Uszneumsiiansan vingudanani $winasBaliiduenanstemessmsdmiuuananiend
wuulFRensan mndudungliessfosiusesduungndes Taoglidnnwihiifinssuunuiayaaa
MNABENISINSRIsIIRANSUsTNIasInBEnvisaiing finnuszasiarvegduatiuuanaden §
SudeiaunszdaniduatiunnlirunisunisinsuimansusznianaBlannseindasivaay
ey o Yu dudanniuiiaussian

& & @'ﬁuiamua%ﬁ'aqdaﬁaazhwmﬁaqﬁmua U o uarIIERTIEYn
Usvnounmsesuisenansmuiitaniniwiun Tnsasaneilediudoauenioutssiiuns (i) fiulu
Lenansane w%’ama?d'ﬁ'lmumna’ﬁﬁﬁ'ﬂdaﬁaﬁnmuammuﬁ’tﬁmnmsmuﬁ o Auwuuluie .o
(oniteldluntsnsranaasavisvsrnaunisiiarsun luiuil oo wwisy beos  sEwin
181 od.mo U. T eb.mo U. M AGUNULNEYNTIN TTINETUIAUNTEN




il SarfnerliuAnveulumndemela 9 AdatunnFograRingn fredaad
wiaevEsliliuds SwinesAuliungiudaiaus
€5 Asuausm fiutelauemsnsingadynn SuneazBoaouinues
sustalasans (Terms of Reference : TOR) Widuwazdlaienansuszmanaddnnsoting
vvusidsrouiitsnnasudoiauemuideuly lusnansuszninmaiesidnuseidnd
ca  fiulsiaussfestuiaiausuasauaniamessuunisiadedninenia
$5 fedidnvselindluiuil @ wwIsy webz  SEWINNNAT em.oo U. B4 eb.co U. LazlaTly
naaueTAliiemunavessruunsiatedadiiniaiyietidnmsetind duinmsi
dlovurvuanabudeiausuasauesimuds shifuienasmsdudeiaue uas
msiauemla neidnue
es  fiudeauedordaiienansdwivldlunstuenansieauslugluuulng
\nasUsznN PDF File (Portable Document Format) Taedudaiauaseaiiugiuiinveunsaedou
ATIATUSU gniies uasdnauveenans POF File fouisvdudunistuenansteidus udadeds
feya (Upload) ileidunmsduenarstelaualiun davin Hrunsvuudadedadiniaigiae
didnnseiind
€& AMENITNMIAITUIRANSUSEMIATIANBIEnVIating dxanTiung
avasupmaTRvesiudoiauausarsied WufBuiaaueiifivausslonismfuivgiudoiaue
swdu Mt o.¢ (a) wisli mnunngifBudeaueneladufiudoiaveiiliausylovismiu
fufdudaiauesnedu anznssunnse wﬁmw%aé’?jui’aLauaﬁﬁNaﬂﬁﬂmﬁimﬁ‘uﬁ"uaanmﬂms
Huddudeiaue
winUsngreAusnssIMsRasaanIsusEnIasmdidnnseindii neuvie
Tuyariinsinsundoaus ffdudoauenelanssinissudunistarinisudduedaiu
s55unte o.& (o) WazAmznssUNSY Weindimsnssiduidunisiarnsmsudsduegradusssu
ARIENTTUNTTY %sﬁ'ﬂ'ﬂa%‘a@ﬂu%’amuaiwﬁguaanmﬂmmﬁun‘jﬂuimﬂua war anin NI
aslnedudoiauesnarndudiisnu Fuud Smia exfinrsaniuin foudaiauaseiuiiledug
sGEulInnsnswhdnawarldlvamswiiedulselond denmsfansanves Ywin
coo  Hiufewustzfiowild dtail
(@ UjtEmudeulviisyliluenansuszninnaiBidnnseiing
(o) TiATausadeaiumafisauniSyariin uaznBdue (i) s
Arldidnesaaelisheuds
(@) fuiaieusssiommadouiladhdnivuaunauesan auiu ke

vel w - vuom
(&) Nﬂu'ﬂalﬁuaﬂSﬂE]Uﬂ"l'iLauaiqﬂ'IYlLﬁ‘UEuﬂ'ﬂlﬂﬂ

u

@ fiudawusfosdnuuasvhmudilaluszuuuagisnsauesan s
aai a d - € v = < o c
Fuszmeasadidnnsednd veansudydnansiuansliluiiulesn www.gprocurement.go.th



coo AayaIBaIuIUMIIUTIENETY mo Tu HudnainTuaiualy
dyyn Taedavhumunisyhaumuenansuuuiegenaisussmasiadiannsedng uwsdunsel
dygfihaiulii ¢oo,0oo v wwumsnulieduenasdunilmesdyan

&  vdnnosuazansiunsiansen

to unsiesamansiutaauslssmamadidnnseindadd Swminey
fsansnaulaslananinus 57a0

¢l msfivsanduusnsiudeiaus

nsdllimdninausisanlunisionsanguusnmsdudeiaus Swmdn sxfinnsanan
FIMADTILNTT

e mnffuteaueneladnuandabigndesnude o wiadundngiunisiiu
forausligndes vislinsudunude o vistutaiaueligndewnude « Aaznssunmsfinsaua
msﬂs::n':ms"m"lEtﬁﬂwiaﬁnéqs‘lﬂ%’uﬁm‘smﬁaLauammﬁﬁuﬁmﬂumwﬁu Vhuus fludelauesy
1a iauslonasmanaiavioneasiBennudnyusianizvssianfissviglinsudiu visiaue
swandeauandisivandeuleidminmuualluusennauazionansussmasiandidanseiind Tu
dudiilldanssdndguazauuandsiilifnarhldfanslduisudaiou dediuteiauesedu
viadunsiiananadinies anensinsa orfvsudeulsumsdndns giudeiauese

¢ Sorfranudvdlifansundeauevesiudeiauslnglifinnsioudu Tu
nsdifweluil

(@) lﬁnian%aﬁﬂuﬁmauﬂumiLauasﬁmmﬁzwﬁ’m%ﬁmﬁ'ﬁaﬁ'm
dianvsalingd
(o) lausssazidoauansrslyandeuleiidvuslulonaisuszniasan

Sidnmsetindfiuasydniy wislnavliineuldiuisudaisuungtutoiauesedu

¢e¢  lumsiedunsuszninsedidnnselindvsolunsvindnn AuenTINNS

o =i

- a a € A w a of vwd w & v a A& a v
w’i)'lim’mﬂﬂ’]'iﬂ‘szﬂ'aﬂ‘i’lﬂﬁaLaﬂ‘ﬂiBUﬂﬁwiaﬁNiﬂ'}ﬂuﬁﬂﬁIWﬂﬂu%ﬂLHUE}'ULLSN?JQLﬁ'i]QiQLWSJMQJ‘lﬂ

o ar w 1

o =l ﬁA 1 ‘o L) - a 1 1 =) ]
Swda faviverlisudeiaus Wifusa wishiiidyy) mndeieadedinan ldmuvaunisly
Qneiay
W a vt ad e & = = e <
¢o  Fwmdanseligedniaazlisusadngn viesamiinmile viesai
o v - & o = o
o muafile wasensfinnsudendaludiuiu wievuia vislawizsienimiasgnisle wie
= = = I = L z ) = S A’ dj
gnvazenann1sUsenansadidnnsetindlaglifiansandedeiasild gaudaziansan vl e
€ o e 1 o s @ a2 =4 vel  w = o
Uszlewvasmamvnmaduddey warlitioinnsdndures Jmindunnun dEutoiduazisensas
1 " ' =i = Y w o ) = a d =
anldane vsaAndumelan Jl¢ sauiedmda rRsansndnmsysenmasiadidnnselinduas
| & [ = ot el =] -] o el
asneffiutoiauaidugiisn hidnudufBudoruenidfunsindenvislifion wnfiwm et
1 d v ° o= 1 a e
I¥instuteuenseyinisiasliaain wu nmsausenaisduduie wislddoyanasssumn vse
aa e
Uayaraduduesau Wudu



advd w = s s wiqo
Tunsdindaudaiavessiavenadiign wuesamaauaavielainlion
giuumuenalsuszninin1dilannssindla AnynsIuNTRITNIRANITUTENIATIAN
a d a § A w W vwved w -1 w doguved yyv: wd w
didnnsednduiedmin avlifiudeiaustuiuauasuanmdngrunvinlvideladn diudeiaus
5= a o = v o « o o ] o v
annsosnfiunsnuenatsusznnsiadidnvseindliiaseauysal mndduasliidunsusld
ad at =l e AAJ I as I as lid & n‘: 3 -Y 1 ar I e
Jwnda favsnezldiutauaniolilusiauesdiutoiauesietu visll feudeiauadndialuiiang
Bunsesanlganevseandsnisla s andamin
o nevawnludygrdminenaussmasnidnnsuszmesiadidnvsetnd
i o o v ow wel w o v v v a
winusingandinisnsevimidndnuardiudeiauefivugnisussnmasamienlasunisAadeni
£ al 1 YV el ar yd A ar ] @ ] =
naUselovidmiu viefidwldiduiudbudaiaueseu viedavinsnisudsduegratusssu vie
W l al w v T | ° a o
augoufufufiutaiaussiodu viadwmiflunsiauesia viedednssitnmsyaindulalunis
LAUDIIAN
vel w <t v ' & v
(&~ mﬂ@ﬂwaLauamtﬂuqﬂisnwms SMEs L&#UBIIAIGEININTIANAEAVDIR
a4 w d dw 1 e v Voo v ow 4w ow v a '
BUYDIALDTIEDUNINLIDEAY @o INUIBIIULDITTIATEINI19RINGUTENBUNTT SMES AINaT
v = 5 s wel = = i [ <
TnedaSsaddugdudaiauedadudusenounts SMEs Suauesiagenintsnmgaueguteiaus
< LY -:‘ L=} o o 1o
eduliifuiosas eo NzBanuYdyy LAy o 518
ve v - a 1 v o va a &4 wow v
fiudeusniduisnssauifiagladninanssanis fiihsmanmnne
wspududusznaunts SMEs
o & v < v v o w = L T
viall fUsznaunts SMEs MagliuiurenusImnuIssania asaineiy
@ ae ) < & & a i w P a ' o
Fyoravaunwduffiusiusaiausluasedud Tysrsanduliiuyarivemeldnmuaunad
X i
uneloulinu aen.
vel v v W was ) < v d a
e wnfiudeiausldiausianilléfunsiuseuazesnieiomanedudifingn
meludszmalng (Made in Thailand) 91na@n1gaamnIsnuaUsevaAlng [@UeTIANEINTITIAN
3 v < LA v vo & w el u = v -=l1v-v @
angaveiauesiaedu Wiiudesas ¢ idadedadnnniiudaiausiiiauanasiilasun1isuses
= a v od a i . :
wazeanipIsaueduAndn aalulszivalne (Made in Thailand) 31NAN19AAIMATIUUNS
Usunelne
< ' ¥ 8 wd = wa &
afls winlunsiauesinnseiy diudaiauenelainuandavide v.c way
s v Q".I' 1 i A LY W
o 0.« Wiflavenmseiuldususslunisiauesamgainiguszneunsieduliiuissas o
A d 1 |l d o) =
¢eo  windiudeiaueddlddusenaunis SMEs udlduyarasssuniitedy i
- Hlu ‘.: d‘, 1 6 A ;
Ineviadiyaraiidansdunungmnglnaauesiagainitsaigavesdudsausduiuyana
= e ar ol = = P n‘; ﬂ” 1 1= L as A’
sysuannilldtedywdlneviedfynraidanitununguuisvesinsussmabiiuiovas o iinge
ar s da = o o w (P £ ar 1
Jadhafuyprasssuanfitedyvifinewielfyananidadsumungvanenedand
ve  w ad g a i v o va a < W v
daudaigueidufanissandnaegladninanssanils gidnsiuanatg
ssspnduypaasssuanfidedyuilnevseliyarandadsliuaungmnglne

o &
b, MIVEYITaNIe



=y

0.6 'luﬂ‘smwgyauzm‘mwmmm"@tﬁnmaﬁné anunsndsuaudsvasla
1 o -] ar 1 as r_-l o -?l' s at - o a W o e
asudruniely @ Juyns duuaiunyiteannaswe Saminvriansaundaindennanluntsdeunu
mMevhdymuwuudygssey Tude e.m Ald
aal w a o = ] 1 - v
oo luns@fifrugnisusynmasiadidnnselindlianunsodwevivesla
v al ) - a 1 1 ot o ar
asutau ety & Juvhms vie Swiaviuiliauasiavhdennasduwlda aude v.e gousns
- = o 4’ as at - o ar
Ussmnsiandidnvsedindasdesidyandenuuuudyandseulude oo visvdeananlunide
Fudmianiely o Su Tudaaniuilasuuds wasardermdnussiudygyidudwouturinuies
1 ﬁl n‘ = - ot al =4 o at o
av @ vosrmmawsiivsznmeasadidnnsetindlidmindatioliluvaesyindye Ineldvninuseiu
1 J i ar i n‘l“I
peauiegslasanaluil
(@ Wuam
o o S o o oo
(o) WavSansmyidisuraisiudiie Fadudaviensmiviasiunnldidn
visens it ssaad it luiuvindyen vieneuiuiuliiiu e Suhnns
v
ar ] w ar ] IJ
@) widsderiUsziuvsssuinisatslulssing aua1ad199
o a - a H w - P - =
avnssumsulauieimun fuasylute e (o) viesadumiderussiudidnvseindanismsi
nsuvgydinansiivug
(@ wilvdeduseiuvesuisniunu vieuidnRuyunannindnlasy
v - E=Y d - = g ad 1]
Gl TilsznaufiansfunuiionsnduduaryssnaugsnafUsenun U ssnIATaIsuIAIILYS
- - w = o | v oa v [
Ussinelne ausetouisniuyuiisuinswissmdlneudadsulingu Taseyladlilday
LY ] ar .6‘ ar A o o
Fragraviisde auseiuressunmsTianenssumsulsuieimun faseylude e.a (o)
s ar L7 o r J = v el 4‘ ar
(@ wusum'sgma‘lwwanﬂssnuuﬂsﬂulw Taglufinomtaneluy e Tu
W w w = . - w v & I
u‘unﬂmmumgﬁuzmsﬂsaﬂmmmaLé‘ﬂmaunﬁ (Eue) wuanderniumudygndevisuad
al L% q‘i‘ v 1 l;’ ot 1 ar ﬂlg d‘
nanuseiutiaziuld laglilinenids augnsid1uveInNannveds
Jda lesuueuliuas
o, ANYAYNNSIBEY
v ) i L e - " - = = ' 2 0
Jowin azdnerdwesdslasiunsyariiuaaanIun1¥eINIeU LayaAlgany
] v wr al a Y- | v - | -
mﬂ’mué’ﬂﬁunguwaLauaﬂlﬁwmsﬂmaan'tﬁﬂ‘luc&ma mag'{ma‘lﬁaauauawm\ﬁﬂwﬁwmu
& » ) W v Wy w Y - v )
doygrtevevietonnaiduntlde warsalansiasuLauUAIUaUSEUTIILAT
Q. omsAusu
1 ar at J’ v @ o = CJ =
AUSUATLWUUE TR BRULYNBIENa1TUTENIASIANBIANNTOUNAU Y38
v 4’ 7] Ve o ] y d ar at 1 -
Fonnat savedunide Winnlusnndosas oo vasmAdwamdtlilaiuneusedu
®  MuUsERuAUEIFAUNNIDY
w a d o & M Ye & o [
fyugn1sUsEmasiaBanyseling Feldvndyadevienuiuudszylule e.m
“@ o W A o« w & v ' = v ow @ o ' - PR - e =
vaavntennasweuntde wdaudnsdl 9vApafuUsENuAmINTIFAUNNIDIYDIAIUBINTRUEVNATY
' ' w o w oo W as vas - - W
asluszezinatlitosnit o ¥ b ey tudeainiuil dwmia Wdunevdves lnedesiuinns
gouuruuAllildnslEaFuAnnely mo Ju fudnainfuildfuudrudraunmies




a4 v o
eo. Yeanudvslunistutelausuasdun
a 1w ) 4 v Ay P )
mo.e Gumwandwmiunsdendail lunainiuusndnadansasunaludyg
L I 4 g @l o QA o ' at = ar kg 3 z
aznsyyilel Aedledwminldiueyi@dudwWanganiuuendinads uaawvintu
d v wwve A vel w v w v & =
eolo dadminlafnidendiudaaueelalviluguis waslannastedwanuy
- a8 & Y o = s 1 '
mvsEmanaBiannsednduds dfuetzsesdmiaiidivesiinanidnnaninalssimauarees
¥ w 5w = ) e = i v o= @ v o -
tugpsintrantaensdeludumaniiielnediuey wazanunsaliuinsfusuldnuniguuasinns
] A : v 15 L o ] 1 -
nsynTAsuANUsEnAf e fouteiausdaduduisasdesujliRmunguanaitnisnisdueasa
= ar J
ASWIEIBEUTT Gail
k2 Y =4 o q‘ JJ at | £ 1 1 ;4
(@ udinsdvsoindwenzevaninanadiunaInduTeimAnBNTIN,
1 ar at 5 1 A Q'J =] &' ! 1 Au 1
vin nely o fu dudsudTuiidueds vietevesvndadseine Liuwsiiuvesniguuaidinis
v 8 v a 4 v
nsensnmunanUsnAeniuliusnlaeGeauls
a Ve o a ' - o A da a
o) dan1slvdsvesfidevrsdsnariussynlaeiielne vislsenildns
Wuieafudelne 9nsdrssenmndnsemalne VuusdesldSueyginannsuidivin Wiussyn
< 2 R e g 4 v, - a_d o
deveniulasdeduiiildGelve Fwsdecldueygyrnduiunouvssynuesaniodu visluven
ol 1 v d
$suunsdinsnsevsanuupiUsznaen uliussynlassedu
(@ Tunsdflivuiam (o) wie (o) fuisazivsiuiiamunguminginenig
AsEESNTNIEITEUT
wal W = W o Vo o W ¥ o e W & a
eo.a foudoiauedsdminlddaidonuds Liluihdygyvietennasie 1y
v e [ v o w - ) W o w & - v v
wihdanelunafirvue deseylilute o JimdnesunanUssiunmstutoiaus 13aLsenseseng
@ v @ d4 w w a a v v v o v a @
ponniaderusefunsbudaiauayiuil uagenafansanisendaslvealdrnudevesu (i) saumis
= : = ot 1] 1 o 4’ ar - o ar
ayRasaiiiudiisnu musadounssnsanisedyiviemsintedadnuay MsUININENMASY
so.€ vuiaanudninazudlufiaintouly visteimualuwuudygnie
J at v s ot
Fomnastaiiuniide Widulumuamnuiuvesdninnudenisgge (G1i)
= a = & o a
eo.& lunsdifienasuuuineenaisuszmanadidnvsaindl danudavie
v ooar v L L - oale e =oa & ar ot O e ol A 1 ey [ P wed
udafu foudaiauensdenjiinudideduvesdmia Aadededinanlitioluign uasyau
v o v A a a
Poiausliiiansiioniosaildinalag uds
W a v & a1 Sy v o wel  w
soo  Jwinenasenmenidnmsiadelunsddaluils lnengiudoidus az
Senfosrudemelag mndmialila
ar ol \ a @ - d ol 4‘ d at s 1
@ Swialdléumsdnassiunagldlunisiadoniefilasuinassusl
=i -4 o a -!' t‘: l: )
Weswafiawinisdadensilsaly
= o = ¥ w wad  w = - L
(o) dnsnseyiidndnenediudaiauensuznisindonienlaiunis
w - = T a & ey ) v wd v = ) 1 e '
&aidon Tnavselenisani wieildulfdefufuteiauesiedu wisdhvaanisudsdusdiadu
= w o ow wd w al - v v nhl - 0 ° = a
s953 vieauseufuiudiudeiauesisdu vislmihvlunsiauesin M3edeINTzYIINTSYIsABY

Talunisiauesian




LA
=

o ol 4’ i v = 1o a =
() n1sYINIsTagensitddeluotanslvifiaanudenisundinia wse
nsEnuRRUsEleYANs S0
e a - W - d e d
(@ nysduluiueudeIiu (@) (o) ¥iD (m) MunfivualuA)NTENTI B9

ar

1 &) : ar = &l
20nA1NAMULUNGMUNETREN1TIRTETAIMALNNTUTINIWEANAS

Lol

ee. MsUURMANgMINEuazseiloy
Tusgnisssesaansie foudoiaueiildsunsdadonliduduede o
aamaninusiinguinauazszdouldimualilaaesinia
e,  MsUssiunansUfURNuLeusENeuNS
fwin annsmimamsuiiRnuudiaienudygvedButeiausiilaty ms
dndentviduduaiavuussdiunanisufifnuesfusznaunis
visil wingBuderaueildsunmsdadenlirunasinfmuasrgnszfumstiu
forauaviovhdnfudmia e




SERALBBASIUNIT

il 779M5 Sruruvesyiiave i yad1 (um)
Fluticasone propionate +Salmeterol

® | b&o/lod& mcg MDI albo dose &, 000 nang 19,6606&,600.00
Atorvastatin calcium @o mg tablet @,800,000 e ®,&e!b,000.00
Empagliflozin @o mg xmo tablet ®,000 nany ®,&&D,0&D.00
Fluticasone propionate +Salmeterol

@ | b&o/&o mcg DPl oo dose ®,&80 ARBDY Gaw,E00.60
Tiotropium bromide @& mcg x emo

& | capsule ®,060 G0N &me, oo o

FAUYAAMIEY

ol lacen,mialw.00
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Fluticasone propionate +Salmeterol

® &,000 &on.eo b,gmd,&oo | TIAAMUSENIAY
lodo/lwé mcg MDI ewo dose 1
Atorvastatin calcium eo mg tablet 8,000,000 b&oo,| @mo,000,000 | TIAAWUTENIAY |
Empagliflozin ®c mg x mo tablet 8, lboo ®,mew. 00 o,00m,3c0 | TIAAUUTEMAY
Fluticasone propionate +Salmeterol

& @clbo Ton.d ced,onlb.go | SIAIWINUTEAIAY
wd'o/é&o mcg DP| bo dose 4
Tiotropium bromide e mcg x mo

& ®,080 &oo.00 &do,000 | F1AMNUTENIA

L capsule ’ .
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ANANBUZIANIZYDIEN
Fluticasone propionate +Salmeterol 250/25 mcg MDI 120 dose (GPU 764107)

Tsaneunausses
Hown Fluticasone propionate +Salmeterol 250/25 mcg MDI

AuaNANI Y
1. Wuswwauszneudmiusugavinin Useninueaneged

2. Usznaumudaen Salmeterol 25 lulran¥u was Fluticasone Propionate 250 lalasndu soniswu 1 ads Sy
120 dose

ar Lo | nl. - -Jq - g
3. #@1sruaume HFA134a mmiqaq'lunaaﬂaqutﬁuuwﬂmﬂu'nmu metering valve

o - =] 4 “ = -l o & )
4. fleansyyiundn, Weu Temunety, weindn, wunadowihiueilieddmauuunivusussy

AuAuANIuvaia

1. Identification test ATIIY

2. Uainauadoues Salmeterol samsviu 1 adh 18.88 - 23.13 mcg

(Mean delivered dose/ex-actuator content) (75.5-92.5% of the stated amount)

3 USunaualewas Fluticasone propionate faniswu 1 asa 197.5 - 242.5 mcg

(Mean delivered doe/ex-actuator content) (79.0-97.0% of the stated amount)

4. Content Uniformity The requirements are met if the content of

drug per actuation from not less than 18

out of 20 results are within + 25 % of the
mean and no result is outside the range +

35 % of the mean. If 3 or 4 of the results are
outside + 25 % of the mean but not outside

+ 35 % of the mean, test an additicnal 10
canisters. The requirements are met if not less
than 36 out of the 40 results are within + 25 %
of the mean and no result is outside + 35 %

of the mean

(L b £ [t RS —" NITUATT

(UnENaam" Gunationn) (wevseay Buutue) (uwanaignsu edvsvan)

Fluticasone propionate +Salmeterol 250/25 mcg MDI 120 dose (GPU 764107 ver.01.68) Page 1 of 4




5. Mean fine particle mass [QuMBYMA < 5 micron) Vit stage 3-5=7-13 mcg
984 Salmeterol 1ne/3§ Cascade Impaction
6. Mean fine particle mass (yumeynIA < 5 micron) Vel stage 3 -5 =70 — 120 mcg
91 Fluticasone propionate 10838 Cascade Impaction
7. Any individual degradation product < 0.2% w/w

994 Salmeterol uag Fluticasone propionate
Drug-related impurities by HPLC (% w/w)
8. Total degradation products < 0.8% w/w

983 Salmeterol uag Fluticasone propionate

Drug-related impurities by HPLC (% w/w)
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1. wnansmslisusygnatunadeuiiusdoswninelutssmdlng uavdunsundandn

1.1 TuddiymstunsSeussen (ne.2 ve.3 ve.s vde v.2 uéusnsd)

1.2 lufwetunsidouen vie.1 wis 0.1 veswnfliauasien wiouTwaBuniitoN1IAIUALAMN THID AR Y
anuiisuvedeu (Finished product specification) uaeterimunAmnIaYIngRu (Drug substance specification) N3l
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ANSNBUSIRNIYYBILY
Fluticasone 250 mcg/1 dose + Salmeterol 50 mce/1 dose Accuhaler, 60 dose (GPU 690155)
Tsmeuraunsses
¥ou1  Fluticasone 250 mcg/1 dose + Salmeterol 50 meg/1 dose Accuhaler, 60 dose
AnuaTEvalY
j &8 tﬂumﬁuiaﬂmqﬂ’m ULV Inhalation Powder, Pre-Dispensed
2. Ussnaumediaen Salmeterol 50 Talasn3u way Fluticasone propionate 250 lalasndusianiswu 1 A%t S1umu
60 dose
3. vssglugunsaiwanadin Accuhaler §uneluussy 60 vaamed Gusuuuovegiiiley
4. flaanseylen dulsenesiedfuaraanuse Tusds, dou, Vilemumeny, vk wuvedoussuely
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5.
3.auauUANIIWALA

3.1 Finish product specifications : Fluticasone Propionate and Salmeterol Inhalation Powder, pre

dispensed
D) Test items Specifications
1 | Identification test (UV) n's’&ﬁ]ﬁwmmﬁ‘iz@u finished product specifications
2 | Vhnouadeuss Salmeterolsio 1 48.8 - 53.8 mcg
blister (lalasn3y) (97.5 - 107.5%LA)
3 | Vinauaiewes Fluticasone 240 - 269

Propionate ¢ 1 blister (lulasniy) | (96.0 - 107.5%LA)

4 | Content Uniformity (Salmeterol) | The requirements of the test are met if ondetermination for 10
| delivered doses. The mean delivered dose is within 20% of the
nominal delivered dose of 47 ug/blister (37.6 - 56.4 pe /blister);
The delivered dose of not more than one blister falls outside
25% of the nominal delivered dose (35.3 - 58.7 pe/blister); The
delivered dose of no blister falls outside 35% of the nominal
delivered dose (30.6 - 63.4 pg/blister). If the requirements are
not met, repeat the test with a further 20 doses.

The requirements of the test are met if, for the 30 doses: The
mean delivered dose is within 20% of the nominal delivered
dose of 47 pg/blister (37.6 - 56.4 pe/blister); The delivered dose

of not more than three blisters falls outside 25% of the nominal
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delivered dose (35.3- 58.7 ug/blister).The delivered dose of no
blister falls outside 35% of the nominal delivered dose (30.6 -
63.4 pg/blister)

5 | Content Uniformity (Fluticasone The requirements of the test are met if on determination for 10

propionate) delivered doses. The mean delivered dose is within 20% of the
nominal delivered dose of 50/250 : 231 pg/blister (185 - 277
pe/blister)

The delivered dose of not mare than one blister falls outside
25% of the nominal delivered dose 173 — 289 ue/blister for
50/250 Diskus.

The delivered dose of no blister falls outside 35%

of the nominal delivered dose 150-312 for 50/250 and Diskus.

If the requirements are not met, repeat the test with a further 20
doses. The requirements of the test are met if, for the 30 doses:
The mean delivered dose is within 20% of the nominal delivered
dose of 50/250 : 231 pg/blister (185 - 277 pg/blister)

The delivered dose of not more than three blisters falls outside
25% of the nominal delivered dose 173 - 289 pe/blister

for the 50/250 diskus

The delivered dose of no blister falls outside 35% of the
nominal delivered dose 150 - 312 pg/blister for the 50/250

diskus.
6 | Mean Fine particle mass %84 37.5 - 75 (llpsnu/vdawes)
| Fluticasone Propionate 19e3%
Cascade Impaction
7 | Mean Fine particle mass 984 8-15 (ulasndw/udaimesd)
Salmeterol Tne8 Cascade
Impaction
8 | Related substances by HPLC Fluticasone Propionate
(% area) - Impurity D, G : NMT 0.3 %
- Any unspecified degradation product : NMT 0.2%
- Total degradation product : NMT 0.4%
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. Salmeterol

- Impurity 1 : NMT 2.5%

- Any unspecified degradation product : NMT 0.2%
- Total degradation product : NMT 2.8%

Microbial limit

Total aerobic microbial count
Total combined yeast and mould
Staphylococcus aureus
Pseudomonas aeruginosa

Bile tolerant gram-negative

bacteria

- NMT 10
- NMT 10'
- Absentinlg
- Absentin1g
-Absentin1g

3.2 Drug substance specification

3.2.1 Fluticasone propionate

(% area)

99 | Test items | Specifications

1 | Identification test (UV) ms:mﬁwmuﬁssqiu finished product specifications
2 | Yinaushendrfgy 98.0 - 102.0% of LA

3 | Specific optical rotation +32° to +36°

4 | Related substances by HPLC - Impurity D, G : NMT 0.3 %

- Impurity C : NMT 0.2 %
- Any unspecified degradation product : NMT 0.1%
- Total degradation product : NMT 0.8%

Titration (%6w/w)

5 | Acetone by Gas chromatoeraphy | - NMT 1.0 %
(%ew/w)
6 | Water content by Karl Fischer - NMT 0.5%

3.2.2 Salmeterol

; (% area)

$o | Test items Specifications

1 | Identification test (UV) m'mnhumuﬁssq'lu finished product specifications
2 | Gawnwsheddgy 98.0 - 102.0% of LA

4 | Related substances by HPLC - Impurity D, G : NMT 0.2 %

- Any other impurity : NMT 0.1%

- Total impurity level : NMT 0.5%

'
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5 | Methanol content by Gas - NMT 0.1 %
| Chromatography (%w/w)

6 | Total organic solvent content by | - NMT 0.25 9%
Gas Chromatography (%w/w)

7 | Water content by Karl Fischer - NMT 0.5%
Titration (%w/w) |
VAR

- nadlitemmadouudiniaiu (waive) msmsasdeuiessinenisln Wuuane nansvangIusInaTilaTy

auilisy

- Apadlinan15ATIEA Elemental impurity %3e i Risk assessment report (wanenasusenau)
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Tiotropium Bromide 18 mcg capsule (GPU 650018)
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