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Government Procurement: e-GP) vasnsuiydnans
6.13 dwrluiunadouduguszneumsdamisnnnaauassuingen (SMEs) (mil)
6.14 dumtadefusesduat Aladumsiusssainanignamnssuuvasunalng (Made in
Thailand) (a1il)

6.15 wisdounwataunuimmnenngrdaniafunudmurglussmalng nsdidugnhin
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7. swandnpuinuuziansreswanfiazdidundade
&1 venlafaxine 75 mg prolonged-release capsule, hard $1u 49,924 uauga (GPU 320641)

7.1 puuauiavly

7.1.1 Uuuv Wusudauavga dviuiudsevu

712 dmlsnay Ussnounudie Venlafaxine 75 mg Tu 1 uauga

7.1.3 MYULUITY vssquussdnaiin Ussiuaruitu

7.1.4 aawn - seyonn muTznaudeddiguazaung Tusde fuduey

A 3 0 4 v ' b "
wunndnuazaansidouaniuen 1.’)0&!'14‘8’%'{]14'1]141)‘5‘5’\111&1%

1 E L d - J -
- UUNTHUSUIITUIRUNUBYIABITSYIBUMIDYIINTIINSIAN

1 J - o v L
AUUTLNIULAZIUIAAINLIITEN aeiinda Tuduety Lideiau

7.2 Auauiimanatin

namsnsIviwsizwgunwduluni finished product specification wag drug substance
. . oY 2w v a4 u Y N ar
specification  fiendsnnunduiiuiisntu  delaavsdounsdninnuanenssunmiamisuasen
& w o al-L"" - ¥ o ol ' N o a
AsgmsnasTgy  elindydriuilvendsmeaduatuiiisummvielmimunmagundydiriule
o & 4 J L1d J L2
grunila MUUTENIANTENTNENTITUEY 1589 S8YATIEN WAL 2561 asiuil 6 Sunimu wel. 2561 (a9
i) a o o o af
YsgnAluswaengunesui 12 guatius WA, 2562) kaemuusenenIsnTnansnsagy 159 sey
Iy o o = a <
fsen (@UUf 2) avTuil 3 nsngneu wa. 2562 (aelssmaluswivanguneriun 26 nngiAu we.

L L ] v v L
2562) wazladunsfusesndinUANENITNMIBMISUALEIAT B81UDENDIUTENIUATY

7.2.1 Finished product specification: Venlafaxine 75 mg prolonged-release capsule, hard

Y Specification Specification
ve Test items
‘ USP41 BP2016

i ol . . : al _
asrveimanszyly Finished | amrasiumamisyylu Finished
1 | Identification

product specification product specification
- . . 90.0-110.0% L.A. of 95.0-105.0% L.A. of
2 | Yimneshendidny
: Venlafaxine Venlafaxine

avanehumiiseyly Finished | saasumufissylu Finished
3 | Content Uniformity

product specification product specification
avte.... 2 DM ysssmungsuns /../?_
888 .\‘ﬁ“ ...................... ATINNTT
asde é %rg’eﬂ ATTUNTTHALLAYIYNT
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. Specification Specification
0} Test items
USP41 BP2016
asrkeLndwhiudun | aserunadndediiuiivun
- At 2 hrs: NMT 25% of L.A. of
Venlafaxine
- At 4 hrs: 30-50% of L.A. of
Venlafaxine
4 | Dissolution test - At 8 hrs: 55-80% of LA, of
Venlafaxine
- At 12 hrs: 65-90% of L.A. of
Venlafaxine
- At 20 hrs: NLT 80% of L.A.
of Venlafaxine
Impurities (USP) - Individual impurities NMT
- Impurity D or F NMT 0.2%
5 | Related substance | 0.2%
- Total impurities NMT 0.5%
(BP) - Total impurities NMT 0.5%
avrasunuiissyly Finished | asatiwmuiseylu Finished
6 | Residual solvents
product specification product specification
7.3.2 Drug substance specification: Venlafaxine HCl
Specification Specification
o .
L[] Test itemns
UspP41 BP2016
asrasumiiseylu APl amsumuitszyly AP
1 Identification
specification specification
2 | Assay 98.0-102.0% on dried basis 99.0-101.0% on dried basis
3 | Loss on drying NMT 0.5% Maximum 0.5%
4 | Residue in ignition | NMT 0.10%

_ yor- ;
asle 'z~ usssmunsiunis /g/r’"b/"’
BB o nYSUNAS

asda G“A\‘W‘M NITUNTTUAZIAVIYNTS
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Organic impurities
(UsP)
Related substance

(BP)

venlafaxine NMT 0.15%

- Didesmethyt venlafaxine
NMT 0.15%

- Venlafaxine related
compound A NMT 0.15%

- Deoxy venlafaxine NMT
0.15%

- Any individual unknown
NMT 0.10%

- Total impurities NMT 0.5%

. Specification Specification
98 Test items
UsP41 BP2016
5 | Sulphated ash . Maximum 0.1%
- Descyclohexanol

- Impurities F NMT 0.1%

- Any unspecified impurity

NMT 0.1%

- Total Impurity NMT 0.2%

7 Residual solvents

' P
asaviumdseylu API

specification

1 A
aTaiuARnsEyly AP

specification

8 | Heavy metals

NMT 20 ppm

Maximum 20 ppm

angme

I v L] 1 ] o )
1. w1ty in-house specification M W 15019 0NN 9 Laaansidsun advnaiu

ANENTINNTTBNTIUGTYN

2. Drug substance specification #91300n91nluTiasienyendn drug substance niely

- ¢ Yo a2 o L% o al - o o Y o
FaT1en drug substance vesywdneduivguadulaatunils lagiminseliezvasumitved
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3. nansnsinsueygadunsilsusirue et munelulseimalnerasdun: (declare)

P
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3.1 luddynBunsidoudiue Auanstaawmedoun (8.2 wisduquarnnsd)

) %@W UsEsuNTINMS

?N%ﬂ....
avila

4N NIIUNATT

q
35 e-bidding #o3aiwiu 500,000 um YHuUT a..66

ATTUNTIUASAVIYAT

e



2 & = < ol v at w Y
3.2 luAwsfunsilouen (ve.1 uie 8.1) 189EWIaUBTIAN WIBNTIEAXBIATITaNITAIUAL
o a M a‘: . . . ¥ L
AMNINYTBINAR AN Yunsiden (finished product specification) UazYBAMMUARMUATNYDY

o -

wgau (drug substance specification)
a1 o4 %o e v %
3.3 nsdifiegsznannisdsuudas unly idn avnsawuuenarsmiveunly (8.5) 1
Ws9u finished product specification #38 drug substance specification lnggaunlunauiug u

yoraua warluiy 2 § o Sudusiaue
3.4 1@neNTTUTEWNRTFIUMIHENY)

3.4.1 nsdiemdnluszmalng grdanssiidiuamorewidefusounniguns
KANU M IVENINUNNAEITMIARIUNSNEREY GMP-PIC/S viaifisuin vesnTsnsasrsagy T
wnagauauy

3.4.2 nadififugninerinasssing gedaassidunimaiemideiuses
LASFILUNTHARE A MMENNUNIAE TSN ARLUMINBREY GMP-PIC/S W30 cGMP asUssegEn

3.5 lonAspuAMYBIETlaueTIA (dnnmane)

3.5.1 KANIATITIATIEHAMAIMEAR UM YB AN (COA of Finish product) tugqu
fandudeeng

3.5.2 iam AT wIngAuYeined @y (COA of Raw material) fleluns
wﬁmaﬁuﬁémﬁuﬁ"zaéwﬁ"wmsjuﬁmmuasu;nﬁm’fmqﬁu

3.5.3 n3iguNINANYDY Raw material Tu COA of finish product lunsafu COA of
Raw material yalydunsisnansuanimmudiiussemsqunsndadanan

3.5.4 nAMsANYY Long term stability nasav1serguasenitunvdenly

3.5.5 mmﬂmnaﬁimﬁsﬁqmﬂwwﬁv’wméwﬁmmuaséuﬁmﬁ'mqﬁu BIUARIHATULUY
%218y (scientific number) gNIUWIY B Physical appearance 1@ Data elements required for
validation AmasguAduR1y nsssuguuuudiay uis % LOQ (Limit of quantification)
Waillaufufinsanveyafigaunaiudununiwi uananalaglyd1an conforms, complies, not
detected, N/A, LOD (Limit of detection/Reporting Threshold) Taglunanint % LOQ

3.5.6 nadiendemnindasiadu USP atiufl 41 wle 8P 2016 vielminm Muuuuans
s'iem'muamwﬂﬁtﬂs'\sﬁﬁfaﬂa Elemental impurities naaanTzuIUNITRAR (Risks Assessment
Report for Elementat Impurities) annasgrundasiuiiladunedninnueaznssumsamsuay
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4. fhegneen

4.1 gaupTIANeIEIIIaENEIes Ul 1 mnsusTyAum Juduiumuuaninvaziden
lamsuarumuidwusluiiveraaudialurnu Taslsmeruaaugnsunmeumingdends
dnvameanudnslunduisehlngluduiviinndle

5. m3vssiunanmeidaioy

5.1 gritasweumesilenglrlalunosna 1 7 6 Weu dunntudsweufsiuduaguess
nsdifflaseuegllaesn 1 T 6 Weu velvuuunideiiunmmdnifinluuidvnaumisde
Fuuanwdsusigynnsdl

5.2 gmnamiidmsuIzssdsd i meeluusamanIrTT i uidey

5.3 nadiflsmsaiinuneantsquiies e aweuii sdmanadns e g Iw
Tsawgwnaszviniidessisedaog1aen Iﬂﬂéﬁw%o?mﬁqmLﬁnﬁnmmi"aumﬁhqwmmav;‘aqms
wasiduy SuinveuntyanefiAervadunmInsrslinmewnuniw nsdiwuinoliduluna
AndnuzRwE Tsmeutaresmidndygn

5.4 grwaznasdundsusiilestnanuneny vialemsidonanmwmeusznisiag ney
fwualngluiideuly @uduseuiudsuen)

6. lonanTou"

6.1 mne v Lauelulysrmnuwuy (original drugs) » asinladauansnrsnaasy
bicequivalence Tastiausisuioutusmunuy Tagdsmsfnvmsadulunumdninunuay
wualfuilums@nerfranyavesdisnanigre@dniniuaAmen s IuANTIMITUAEE) NTENTN
ANFIIUFY Foif

6.1.1 nsdleaigiidihmsfinyinouiudl 1 unsey 2561 Tuufidanusenna
AN NUANENTINNNTEIMITRATEN 1389 ASEAN Guideline for the Conduct 984 Bioavailability
and Bioequivalence Studies

6.1.2 nsdnaiyiFuvintsAnemdsiuil 1 unsan 2561 nufoRnuussane
dnnuANENIIUNITOMITLATET 1389 ASEAN Guideline for the Conduct %84 Bioequivalence
Studies a9Tuv 16 wgAIN1EU 2560 Na1IAD ROV Incurred sample reanalysis (ISR) A"y
wmsgIum ATy

6.2 wingilauelulygamuuuy (original drugs) IkanmdngunsAnwIn UM THE?

launyayanisfinwidauya (Bioequivalence) Wisuiguiugmuwuunanidnumiiisuiunia
v 1“ 4 v wr . g e ! -
nanmsinwveitassdaennasaumdninamiazumuiilugilenisdinndssivduauay
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Ussinssmalng nanfe thelnmsAnuitauyavewdndumeaniyguuuuivussmudiing
Fauainisuantaseiendity (oral modified release dosage forms) Lﬁu‘lﬂaéwgné‘aammzau
uazfnmspudisndu JUuuunsineirsnhnislaaniizens s waslnewns alemsdmiy
mslmsnglaanmrlnens Aeownsitluiuge (high fat meal) wmaﬁaawmsﬁﬁhﬁ’uuazt.mae‘%
4 (Uszane 800 - 1,000 uaaed) laendaau 50-60% snannluiu 15% uranlusiiu wag 25% a0
nmstulewsa n'}ﬁ'l'ﬁ"uuﬁﬂﬂqftul,nsaﬂ'zqqqm (highest marketed strength ; 150 mg) Tun13dny,
annnassasatuiuafissyluenarsiue (uanedemiu EMA S as.uag ASEAN Guideline
91439)

6.3 lafun1sussylu US FDA Orange Book #ialadumsiusesan EMA

6.4 nadllulysmuuuy (original drugs) sznasiiienansifuenseyvaudadlaiums
SusesnndinmuanznsIMeIRarsThATUMTURR LY

6.5 uamananI3ANYIIAATN (Clinical Studies) Fslafumsafulunsasiudedo

6.6 LonaIIamua T uansd mdninanisn1sRalunisifunwen (Good storage
practice for pharmaceuticals, GSP) fuseslnenursainudaie wu WHO Guideline 2003, SGS,
BSI 1lumy

6.7 Wonarsussnmaeiiudamsdeudninanisnisitalunisdadmineundsdun (Good
distribution practice for pharmaceuticals, GDP) fusadasmnenuiideis wu WHO Guideline
2006, SGS, BS! unu

7. ré'zauaﬂm (sﬁ,’mu) Sussulvsnidndygineuasuivun (wansona1snsduseslvidn

Fyay) ol

7.1 nstﬁ'wa'q'nmw"’iLﬂﬂzﬁmﬂ'mﬂsaﬁwﬂ’lmami‘m‘mméﬁaﬁam}ﬁﬁﬁmsﬁlﬁmmigqu
ISO/EC 17025 lathilumauanasguratmualumsusymnsa

7.2 nadindndunedadgnisnfiviuanamanlasdniniunausnssunsamnsuas
1 Turrnavesdygedorsuny
7.3 nsrﬁwuﬁmmqmnwwmnwﬁmﬁmﬁﬁmaémaﬁaﬂssﬁwﬁuau.aammﬂaamﬁﬂﬁaédw
lasuy '

7.4 n3difpnznsTuMAATENTILAENIUITRYa I NE TUIRAUIN TUNNEIIng Y

YY) Y v - - Y o ¥ o
“dudnwn dagnasnnliyen Tsmeruagesnidnnisdatoeniuaiadialy

asdo Y27 JsssunTiuns
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o L
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10. wnnuLAIMIIedu ninedsesreiunusuanludidosssunazaa eansefuian
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11, Sasreuu Anmuiuidumeilusansasas 0.20 muyarwadudsdsluasmiiug
12, msimuassssnarfudseiu
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12.1.1 Fulsziuynunssdstiunsiadeuasguenssiudsusidislnannegviedle
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