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Qmé’nwmxquz‘uaem

81 Letrozole 2.5 mg film-coated tablet

%EJEI'I Letrozole 2.5 mg film-coated tablet

AauUAN3lY

1. JUkuY Dugde dmsuiudszniu

2. @ulszneu Usgnaumesien Letrozole 2.5 mg lu 1 1fin

3. MYULUTIY Us3gbuukaUnativ Jasfumnugu wasussydundesiuwa

4. aa1n - 5¥UTREN duUsznauiiendidniazause Tundn Juduey
wunHan waztawnzileuiiiuen Megrednauuuussasiue

- UUNYUEUIIN08 19108 ABIsEYTREIMIBTEN9NISA daulsenay

WAZUUINAINLTIVRIET LaTINER Tuduey LiTaau

AuaudANamnAila

Nam’im’sf\ﬁmiﬁzﬁﬂmmmﬁuiﬂmu finished product specification wag drug substance
specification fig198sa1nndusnsuatuiiientu Jdldavsidousedinnuauznssunsemsuay
61 NIENTIAISIIEY Teindusnfuilisadafeaduatuiifieusimielniniunasgiundusiiy
Tasrunils auUsEnAnsensI9as gy 1309 52UMIIET WA.2561 asTudl 6 Suriau 2561
(aeszmalusainagiuneniudl 12 auaniug 2562) wasdszmafiudy (3es sz @iud 2)
W.A.2562 aviudl 3 NINHIAN 2562 (aﬂﬂizmﬂﬁluﬁwﬁamumﬂwﬁuﬁ 26 NINHIAN 2562)
Usenausie

1. f15181veUsenalng atul 2 1@udl 1 a1m 1 wazaduifisiy (Thai Pharmacopoeia I,
Volume |, Part 1 and Supplements) %aé’ﬂﬁmwﬁﬂaﬂszmaqmﬁ”ﬁmqm

2. dsanasgrusayulnglne w@uil 1 aud 2 @uil 3 w@uil 4 uazatudiia@y (Thai Herbal
Pharmacopoeia Volume | Volume Il Volume Il Volume IV and Supplements)

3. Msumsgiuenayulnslng w.a. 2560 wazatuifisiAy (Thai Herbal Pharmacopoeia 2017

and Supplements)

46197...
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4. frsrdumeduuruaniulade atuiuiadd 5 wazatuifinidy (The Fifth Edition of
The International Pharmacopoeia and Supplements)

5. grawhfulalsvesanizewwing atufiuiadedl 30 (a.a 2016) uavatuifiuidy (The
United States Pharmacopoeia, Thirty-Ninth Revision, and The National Formulary, Thirty-Fourth
Edition and Supplements)

6. frUsRurhsulade adu a.e. 2016 w@udl 1-5 (British Pharmacopoeia 2016 Volume 1-5)

7. 619105 su el (@naunnernans) adu A.A. 2016 (British Pharmacopoeia
(Veterinary) 2016)

8. igladounnfinlade adufusiedadl 8 (A.a. 2014) wazatuifiudu (The Eight Edition

of The European Pharmacopoeia and Supplements)

v
& o A

9. s fuladevesssmadiu atufinsiniedl 17 wazatuifiandy (The Seventeenth
Edition of The Japanese Pharmacopoeia and Supplements)

natiiusngeisenlae (non-official pharmacopoeia) TofmunAuandimanaila fassenausnie
universal test Wag specific test mutaimunnazanmsgiuiluvesmsnngindmualilusise
ﬁm%’ugﬂl,wum‘lfw] (general requirement for dosage form) vi3anuuuIU TR The International
Council for Harmonization of Technical Requirements for Pharmaceuticals for Human Use (ICH

Guideline)

a «:4'
Waulvdu...
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1. duenansiifuen anwlneuae/vienmdnge Alddufudinnuanenssunisemisuage
2. duluddnstunsiSoumiue (Wuu ne.2 15 ne.3 wie 8.4 vie 8.2 udusinsd) ndll
nsiasuuasudly Wuuudundveudluisuulasnndeuiudie
3. dnundwetunsfuuiiuen (v ve.1 vie v.1) nieudormuniasyuvesantusiondifasy
wagIngAuied@Any (Drug product specification uag Drug substance specification) iy
neilould Tnadosusenausme
3.1 IngAusiendAzy (Drug substance)
3.1.1 dnudormuaasgiuesiagiiviaendidy Aunandeulifuddnnuemenssums
DWITHATY
3.1.2 dwunderinuaunnsgruvesingiuserddy Tusmeifldgedsdunstunaden
(amznsahdusnidormunuinsgiuvesingiviend iy THsunisuseduie
(official pharmacopoeia)
nsdlitegszninmwedsundauileisiinsinasdeimununsgliaenndostumsend
UseNIATUTOINITBAITIEIAIGARDEITNIIUANENTTUNITOIMITHaz e IHwuuduiAvawile
WasuwUasnwdeutude Tnefuiivewdludeuwdas lidu 2 U Wufeiudssnmadyuiuauasa
mnfuiiveudluddsunlaniy 2 Y siulsen AT YIIULEUDTIA7 froudludsuwlaniuges
losumsendAandinnuanenssunseImsiazy 1k’
4. A e UTeunRITIUNMIARE N AVANNAIAEMINFUNIKERL (Good manufacturing
practice (GMP) lusnailiAendesivuingaumend fy warenilaue @iusgamuseumsnsiaaey
lnedaaglutiaiainisiuses) lnedessenausie

[ a [

4.1 dnumifidedusesunnIsunsnangmumdninaueiisn1salunsuanTngAudendidy
(Drug substance) 7il#¥UN55UT0INNLANATEIL WHO-GMP viFeifieuivindueetion

4.2 dnumiedoduse sunnIgIUMIHARE I AMANINAeI BN UASNARNER S s 595U
(Drug Product) Al#3un153usesnnigiu WHO/GMP viaiisumindusdieios
4.2.1 guisndndamiendnsagy (Manufacturer)

o/ 1 a [ 3 . Aa Y a o [ I | = a 1o
4.2.2 RUUSUITQHARNTN (Packaging) (RN IUNKHARLNE NI 93 UK IUSUTIIN 1T BIaE DY 1)

5.190819...



5. Laﬂmi@mé’ﬂwmmaqmﬁLauaiwm

L3 a

5.1 NaN13RTIVIATITERNNNERSueiedNTagUvesHER (Certificate of analysis of finished

q

[~ LY ]

product) Tugngundadudieg
5.2 HaN1IATITRATIRRAUN N INgAUTBIFIEd1Aey (Certificate of analysis of drug substance

[y a

nldlunisndnensundadufmegmmesndneuazininingau

q

1Y

5.3 LNANSVs VAN B USUAINANTUE eI 1TUNIHER VBTN AUYR LAY (drug substance)
1 5.2 fiugunisnanveandninsiend 593U (finished product) 98 5.1
5.4 Han13ANY stability 91U3U 3 SUNTWER InefeUTEnaUY
5.4.1 @UUNDNANTUAAINANIIANYIAIIUAIAT S382817 (Long term stability data) aaonwls
awqmaaawﬁsﬁumLﬁwl”iﬁ’uﬁwﬁfﬂmuﬂmzﬂﬁiumsmmiLLazmﬂizmaqmmsmqm
5.4.2 FUUNINATUARINANTANYIAINNAIFIlLANTITLISY (Accelerated stability data) 1T
seevlan 6 Weudwiukivesndn 3 Junindn
5.4.3 nsdhueiideazarenseiesnneuld Fesinanisfnemnuasaninmdinisazans
voideandludivhazanesneg asuduaeandesiuteyaiiszylulenarsifuenduou
Lideendn 3 sun1swae
5.4.5 nsaldldgrnuluu (Original drugs) M’%’ejmﬁlé’%’umsaﬂﬁul:u'ﬁaaﬁmsﬁﬂmmﬁaamﬂa
Y8381 ABILAAINANIANYITIAUYA (Bioequivalence) WUTgULTEUAUEIAUKUY A1

vaninauuaziUf URlumsAinunauyaveseandauesitnnuanenIsunse M suase

NITNTNABITUGY sadulumudervunanina (USFDA,EMA,PMDAWHO,TGA)

6. FIDE9EN

Aunedosduinegisenegnates 1 mieusiiundadudunuuansseandenliansudiunud

Mvusluidenautimludwulasiisunmsudanediuiulude 5.1

7.05U5e0u...
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AYLLUY Performance

sauAzRUURaLA (Performance) : wuailu 100
n. LﬂW%ﬂWﬂﬂWﬁ?‘lﬂ (General qualijty criteria) 30
. ansﬁ@mmwmww (Specific quality criteria) 50
A. inausinuanTAniBauseTviientsufineu 20

fo8azva9 performance 80%

LRI,
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WneNN1sUsEIUUSEENS A TNABS1A1 (Price performance)

1. WNIFIUREATUT (AZUUULAL 80)

n. inauginaunIwiIll (General qualijty criteria) : AZLUULAYN (ASUWUUAY 30 ASLUL)

AauUs3a9il 1 Mnsgulssnundn Iipsuuudainggadame

(AzUUULAL 100 = Wminezuuusesas 10)

LNAUNNITNINTNE

#indogay

AZLUULAL

(AZHUUAY)

GMP-PIC/s

1. 1599UREA ATUNITTUTDININTFIUNTHEALINUNANNAIIENTNA LUNSHENET NHFUNITTUTINNUNINTFIY

[ a Y o w

- Issnugndningiuiedifty (Supplier) 1Aun1ssuseamuinsgIu GMP-PIC/s

q v

- Tsanududandnsiaeierd e (Manufacturer) lisunsiuseanuunsgiu GMP-PIC/s

WHO-GMP

2. Tsanunaaldsunsiusesnnsgiunmsuaneinamaninaaiisnsng lunisuanen Alasunissuseennuninsgiu

- Tssnudnaningauied1dty (Supplier) 195un1ssuseanuunggIu WHO-GMP

-Tsanududandnsiaeiedisagy (Manufacturer) lisunsiuseanuunsgiv WHO-GMP

= P v
U UDNLNUBINNUD 1 ey 2

3. T599UNAA1ATUN1T5UTBIWIATFIUNITHEALIANRANNAUIN ITNITNAUNITHEAY NLATUNITFUTEIMUNINTFIY

[ a Y o w

- TssnudnaningRuiied1sy (Supplier) 1Asun1s3UTInuNINTgILEUY

q o

Slsanuindsndndusiedisagy (Manufacturer) 1asunissusesmuanasgiudue

FAUATHUUAU AUT509M 1 : AZHUULAY

100

Al 55099 2...
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AauUssaai 2 snasgrundndue Mazuuudangigadamea (Azuumin 100 = UntinaAsiuu

Saeay 20)

anusv‘imﬁﬁmﬁzu'lm

AZLUULAL

(AZHUUAY)

3. n3dllailyenduunuy: WuePeeglusiensiyd Orange book vasUszmAanigawsn (luans
o 1 a o ¢ a Yy a a o ¢ °o < a o o
nangintundndneinadauainlssnuduaanindusiedniagy (Manufacturer) weafiufiu

HAAAMIIN9I ey luanizaiiini) w3e Green book vasUsznalny

* gudugrgusuudailldnsuyui

[ '3

4. dayaatiuayu Anw1ILAMNINYBINEAS U

4.1 NSUNANTUN_BIRULUY: 1518918 SANINNARNNNLERIDUSEANS N Nvese g lunig

S asRRuluNTa1TNIeNsSHImENULT R asEAuaLN AW gYULU

4.2 n5ad_lailedunuy: 15189UNSANININARNNNIUIUBNIUSEANSAMNUBILN A UEIAURUY

= =

1139 F189IUNNSANYINNARDNNWERIDIUTEENTAINLAL/M38ANUUaDA BUBIe NG UNISS N 84

ARusnlusasmenswngNueiaseAvanruwnngTuly TnedinnsAnemienatinsuses

a a

Weuwiriugduwuy (Fendeladenils mniliinnii 1 wide Iiidendenliazuuuiniign)

n) 33n1sAnwduluy Randomized controlled trial kagiln1sARNUNILINTANTN

ASuNNgNULYeDasEAUANNIANLNNE YUY

) 38n15Anwduwuy Non-Randomized controlled trial kagiin1sANUWILINTETS

NINSWINENUY B asEAUaNNANWNNgUULU

A) wnsanwdukuY Comparative study wuu Cohort study waginnsanamiy

AT NNTANENUTIDD BT TAUAL AN NGV

1) msanwuduwuy Descriptive study wuu Case report or Case series (5184914

AUae) wagdinsinuilunsasnenisunndminietiessavaunuunndduly

) Wagay n.) Y58 U.) 3D A.) 138 9.) NUTNTARUNIUITANTNINISLANED

= = @ =4
UIYDODIEAUTUIANLNN EJGU‘UI‘U

FAUATHUUAU AUTIDN 2 : AZHUULAY

160

UNUNAUNIN ..
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. ansﬁ@mm‘wquz (Specific quality criteria) : AZLUULAN (AZLUURU 50 AZLUL)

AauUs5099 3 waigatamnwvisdaiusamanisaaTent (nsallslyenduuuu)

LNATINITNITTAUNEN AZLUULAL

fiavatan (AZHUUAY)

g1BnAnlnelssunARlA N ITUTIMTTIUNNIHARE AN AR U SHARE AL
M53UTIANLINTFIU WHO-GMP, GMP-PIC/s uazsinsnagaugtaintiasufjliinag 3rd party filé
$Us0UNATEIU GLP vieviosUftRnsiniusasg i ISO/IEC 17025 FunsnaaeusnaInyiigauil
gansuluszAvuana ILAC MRA and Signatories (International Laboratory Accrediation Cooperation

Mutual Recognition Arrangement and Signatories) #3© Wuenduuuu

S18N1TNAFBULLIA

N.Assay or potency

9.ldentication

A.Uniformity of dosage units

4.Dissolution

q.Related substance #%5® Organic impurity

S1YNINAFDULIRN

N.Assay or potency

9.ldentication

A.Uniformity of dosage units

4.Bacterial endotoxin

.Sterility

2.Related substance %38 Organic impurity

%.pH

9.Particular matter

FAUATHUUAU AUT5DM 3 : AZLUULAY 100

FkUs5097 4 ..
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AauUs3099l 4 HANEIUAMNINAITANBIAUAAA

WNEUIINITNAITUNE

YinUagay

AZLUULAY

(AZLUUAY)

ALUNBNANTLARINANITANYIAUALAT (Stability data) 91171 3 JUNISHAAAIN ASEAN
guideline naan¥19818v03 1NN Dol FoaliAinuuinsgiunuiiivualy shelf life
specification nTunzLleuA1sUeNILENI 2 U Aosdlonad1suanin1sAn¥IAUASANTNLUY

SanSpUsTarebiteunin 6 Lhou

1. &UeNaNTUERIHANITANYIAINAIRITEEEETT (Long term stability) IAsUAINBTgEN

A liuuaann/nan i

2. @NUNDNAITUANINANITANBIANAIAITUANTIZLSS (Accelerated Stability data)

3. @uenansuanINan1sAneIAuAsvMzidaly (In use stability data) lawzendaly

naneass @elaldidu multivse ldpsRnazuuudail )

4. AUNBNATHANINANISANYIANUAWITEEEE1 (On-going stability data) Uagn 1w

1 JUASHER

a o =] <
FAIUATHUUAU ALUTIDMN 4 : AZLUULAY

100

Aauls3a9i 5 waigatanuwinieslunmsineduenduiuy (nsalldldenduuuu) (Gande 1 vwie 2+3)

1. deNaSULAAINANTTANYIANNANLATBIHAR U (Bioquivalence) UagHANIANE
BE Wulumudariuunaina (US FDA, EMA, PMDA, WHO, TGA) kagyinmnunsainandadyii

Wi (nzeadl)

1.1 Bsfnwissadulununasivazuuimeujoatunsfinuitauyavesenandoves
AZNTIUNTTOMNSHAZE) wavenanadasiilifeududUisuazyinlunie steady state two-way

crossover in vivo

ad = ¥ < (4 a va =2 IS Y
1.2 WnsAnwneaduluaiuine LLa%LL‘LJ’J‘1/|NUQU@]Iuﬂ’ﬁﬂﬂW]‘U’JﬁQJJAWUENEJ’]ﬁ’]iJQuJGUEN

AzNTIUN1IOMNTHAZe wariluenanadnsguang (healthy volunteer)

a o

2. dumangunisaduieusn@aing(nterchangeability study: ICS) Wz ingnguen

Y a

1Ushu(Protein therapeutics)[a14]

° & Y v = L. ) 1Y = =~ v vy
3. ﬂ']Lu’]LLﬁ@WWLUu&J’]‘M’MQﬂaWSﬂaQ (Biosimilars) ‘Vﬁ@?ﬁLu’]ﬂﬁﬂi’]uﬂﬁ’mL‘LJi‘EJULV]‘EJUﬂUlﬂ

(Comparaility exercise; CE) lanzen¥3ing nauelusiu (Protein therapeutics)

a o = <
FAUATLUUAU AILUTIDM 5 : ASLUULAU

100

ALU55999 6 ...
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A7UU5899 6 518NFNEUBLATHIUNITHINTUIAMNINIINAMLNTTUNTNFUNTTULAZNTUTA

LNEUINISNANTAUNEN ﬂgLLuULaN

finlatiay (AZHUUAY)

FIEMINAUBAYNIUNITHAITANAUNINIINANENTTUNTNFUNTTULaENTUITR (U miinazuuuTavay 10)

FAALUUUAY AUUTTRN 6 : ATUUULAY 100

4 wad & ¢ a wa < a
A. InaTiAuaNUANBaUsElevlRanITURURIIY : AZLUWLAN (AZUUUAY 20 AZLUL)

v o/ '3

AUUIIBNN 7 NBULUTTINAUARYILATUTIVA U]

LNEUINISNANTAUNEN ﬂthuuLﬁﬁJ

finvatias (AZLUUAY)

1. fdnwIuuaaINAYULUSIINAURAE LAY UTTINMY 61ude Faau livgeaen nusen1snseunn

(USuiisuusiazu3en Ananliu)

2. usssnadesiunamng vihegey (anzefideslesiuua)

3. gudfinussyeglunnsiieainszydosn wie Jomsin drudsznoudiendify Anuwswe Judueiy

warsun1skdn Legadnaunida

4. gdindl Imprint code vuiing Fedreron15Usd (Identification)

FAUATHUUAU AUT5DM 7 : AZHUULAY 30

o a v & ]
ALUSIDIN 8 mmgw’lumsamnuLLazm'swaa

1. Sonasfivansdanasgulunisdaiven GSP

2. fenansfuansdansgiulunisvude i@ GDP

FAUATHUUAU AUT5097 8 : AZLUULAY 100

ALU55099 9 ..




-12 -

ALU5589% 9 ANUAZAINTIUNISHARD

-4 =Y <
LASUNATINITNIEUIYN ASLLUULAA
v Yy ' " 2
P RLLERE] (AZLLUUAU)
1. Jwasnsnsusem e FAX W3
2. fidaamanisinge weldazaintunisine
a o/ t:l' <
SAUASHUUAU ALUITIIN 9 : AZLUULEY 5
fauUs58499 10 UseInn15u1nse
1. laiflUseRevndslusoudfinnumn
2. fiuseRenvmdslusouTfinumn
3. Wisw/ine filsinedasounrion
FAUALHUUAU AUTTRMN 10 : AZLUULAY 5




	ประกาศ
	4.ราคากลาง
	6.spec

