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399 Specification and Certificate of Analysis (COA) of Pharmaceutical Products :

Principles and potential pitfalls in practice

MidgunFuiavay
ANNAYAIERS WrIngdeAauing SauduensneInsuAna BIRNISNEUNTIY

NANNITUALIVANS

NULGUIUMIYIRAIUET WA, 2554 UAZYNSAIANTNITNAILUITEUUEWAIYIR WA,
2554-2559 lonmununsgiunisuseiununin anudasndouasussdnsnavedsn saudanalnnis
sz Seifiussansamuaziimsimungnanvnssuen Feanndeyaluriisifiinuu wuimldaedy
¥ meUaTeITsEgat ueteReiiies dsmalvitagldanunsadndseld ilelsiheanu
dsenldunntu vhlfiAnnsnanedeansiey (Generic drug) naunuEduULUU (Original drug)

1nnsruIunsintesvedlsmenuiasuialulszmealng gnerugudiengvang
Aelulsema wu seidovddnuienszuuns 108n15Wan WA, 2535 wagkuin1auuatung
Jnnianaieisnaindiannselind (Electronic  Market  : e-market) LazA2835UsNIA1AN
318nnsefind (Electronic Bidding : e-bidding) Wusu lnseuazssuiiaeluauiegmilides
ﬁwﬁﬂﬁmmLLazﬂmmwiuﬁNﬂ 2558 Tinuandamumsldordunvuinnniendeasiy auvndify
og19mils Aen1sviaanuidesiuluguninerdeansiy faufiieziifusemnsesujifinisves
NIUAVIAEARTNITLINNE wazdsTUUNIIAIUALANAINEINAINUITNENEALEINAL wATINUNENIS
muAuAUA Nl SR s ILAdualiundudifu (Pharmacopoeia) fkduanna

dmsunsruILnIAIUANAMLA ey MsUssliununmetayldionanslunisussiiug
Huaina léun mansraaeulu Certificate Of Analysis (COA) Waimafu (Raw  material) uas
wAnaut (Finished products) Wimssfiu Specification snundwsduiiiluainamuuiunvesuday
U3t lnewndynsiolumiladAgaeinisaruauauninsiuszuuen luduvesnisdadonsdn

v A

Uaydenlsanenuna A nszuiunsnsvdeununn Jaduuasgiuniwesusznauizndnmi

>

o [

ndynssudndudesnniiunisedagniesn undnizinis sestuiufaauduiesenitadie
VINEINTUARS BIANITLNFUNTIU UATAMLNFTANENS W INedeAauinsdneusundunsnediu
NSATIAABUAMAINYT LBLTHANITEIVIYRAzUsEATAMTuNSI W8T

Fnquszasd lelsifidnsiuyszay
1. fianuiaraudnlanssuiunmegeunazn1suseiugmnmen
2. Ianuiuaranudilansaaan vz veINaniugien (Specification) wagnis
fsaNaNITIRTIEiRuneIudeyaty Certificate of Analysis (COA)



nguvang
ndunsiasiigitasdnuiy 80 Ay

szeziaannsniiulasenis
JanisUserinnns Wunan 1w Tuduensi 26 woeRnieu 2559

dounInUTEYs
VoIUTEYUTU 5 91A1581UIENTT BIANITNEUNTIY
HanAInIglasu

LNFUNIHI U TEUIAINFANTE I AEITUNI TR T AN INVBINEN T U918
wandugie el uazndndanedvingaiieanunsatilussendldlunseuiunisianlaegng

4

AN

Qe

e =3

ANUANIS Iﬂ‘iﬂm‘i‘dizsqu%ﬁmi
504 Specification and Certificate of Analysis (COA) of Pharmaceutical Products:
Principles and potential pitfalls in practice
Fuian§it 26 woAIn1eu 2559

wihefnn1sfnwsiodos
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8.30-9.00 Principles of quality of Pharmaceutical products, 0.50
specification and certificate of analysis (COA)
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9.00-10.00 In-depth understanding of specification and COA: 1.00

®Raw materials for pharmaceutical products
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10.00-10.15 Coffee/Tea breaks
10.15-12.15 In-depth understanding of specification and COA: 2.00
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12.15 -13.00 Lunch
13.00 -15.00 Workshop for specification and COA: 0.75
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