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Qmé’nwmxquz‘uaem

81 Folinic acid 50 mg/5 mL Solution for infusion

Fow1  Folinic acid 50 mg/5 mL Solution for infusion

AauUAN3lY

1. sUuuu Juansazany Usieanie dwmsuiadivaondens

2. dnlsznau Tu 1 Vial Usgnaunay Folinic acid 50 mg Tuansazais 5 mL

3. N1VULUT U5l UNYULUTIREIAAUTIAINGD

4. aan - 5¥y¥RYn dlsznaudind1AuazANLS Tundn Tudueny aVNGs
wazlawnzileuiiuen Megrednauuuussasioe

- UUAYUPUTIIEN0819TBARITE UM BTEN1NNSA drulsenauuay

YUIAAILLTIVOIET VTG TuFueny Lidaiau

AuaudANamnAila

Nam’im’sf\ﬁmiﬁzﬁﬂmmmﬁuiﬂmu finished product specification wag drug substance
specification fig198sa1nndusnsuatuiiientu Jdldavsidousedinnuauznssunsemsuay
61 NIENTIAISIIEY Teindusnfuilisadafeaduatuiifieusimielniniunasgiundusiiy
Tasirunils auUsznAnsensI9as gy 1309 5851871 W.A.2561 asTudl 6 Suiiau 2561
(aeszmalusainagiuneniudl 12 auaniug 2562) wasdszmafiudy (3es sz @iud 2)
W.A.2562 aviudl 3 NINHIAN 2562 (awizmﬂ’[,uswﬁamqmﬂ‘mi’uﬁ 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. dsanesgrusayulnglne w@uil 1 duil 2 1@ud 3 @il 4 wazatuliisi@a (Thai Herbal
Pharmacopoeia Volume | Volume Il Volume Il Volume IV and Supplements)

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

and Supplements)
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4. frs18umesuurwiarinfulade adufiuiadiil 5 wavatuifisuin (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 sulalle (daqunwneeians) 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)

9. frswhiunladevessenadu adufinindsil 17 uazatuifisi@y (The Seventeenth
Edition of The Japanese Pharmacopoeia and Supplements)

natiiusngeisenlae (non-official pharmacopoeia) TofmunAuandimanaila fassenausnie
universal test Wag specific test mutaimunnazamsgiuiluvesmsnngindmualilusise
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)

** USENADILUUAITIONNLTD19DIUTLNBUNITRANTUBLANTTUAITAIE**
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1. duenansiifuen munlneuas/vienwndngy Alddufudinnuanenssunisemsuagze

2. duluddnstunsiSoumiue (Wuu ne.2 15 ne.3 wie 8.4 vie 8.2 udusinsd) ndll
nswdsuutandly Wuuudundveudludouudasndouduse

3. duumvetunziiuuiizuen (WU ve.l w3 8.1) nSeudorvununsgIuvewandusiendniasy

Y
[

[ Y )

LaZINAAUAIYE

9

nzdeuld InefaaUlsenaunie

#iey (Drug product specification wag Drug substance specification) N1Uu

3.1 IngAusiendAzy (Drug substance)
3.1.1 dnudormuaasgiuesiagiiviaendidy Aunandeulifuddnnuemenssums
9IMTUATET
3.1.2 dwunderinuaunnsgruvesingiuserddy Tusmeifldgedsdunstunaden
(amznsahdusnidormunuinsgiuvesingiviend iy THsunisuseduie
(official pharmacopoeia)
nsdlilegszwinwedsundauileisiinsginasdeivumnasgulfaonndesiumsnei
UsgN1ATUTOINITBANTIEIAgARad 1IN UANENTTUNITRIM THaEe TTuuudnuIA1vaulY
WasuwUasnwdeutude Tnefuiivewdludeuwdas lidu 2 U Wufeiudssnmadyuiuauasa
mnfuiiveudluddsunlaniy 2 UHURTIUUIZNIAT T ULEUDTIA freudludsuwlaniuges
lpsumsendAandinnuamugnssunseImsiaze 1k’
4. duumilsdeUsonnns UM AR A NINATIB MR UMIHAREN (Good manufacturing
practice (GMP) luvsnafiiendasiuingiuiend dy uazeniliaue @uagamaseunsngiadoy
lnedaaglutianainisiuse) lnedesusenausmie

[ 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)

£ 1 a [ 3 . Aa Y a o [ I | = a 1o
4.2.2 RUUSUTTQHARNNN (Packaging) (RN IUNKHERLNE NI 9 ULAEHIUSUTIIN 1T BIaE DY 1)
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6 a

5.1 NaN13RTIVIATITERNNNERSueiedNTIgUVesHER (Certificate of analysis of finished

q

[~ LY ]

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

[y a

nldlunisudnensundadufmegimesndneuazininingau

9

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 91U 3 JuNINER InefeIUTEnaUMY
5.4.1 @UUNDNANTUAAINANIIANYIAIIUAIAT S282817 (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
vioidearslusivhazaesinag asudiuasandesfuteyaissylulonatsidueduy
Lideendn 3 sun1swan
5.4.5 nsaldldgrnuluu (Original drugs) M’%’ejmﬁlé’%’umsaﬂﬁul:u'ﬁaaﬁmsﬁﬂmmﬁaamﬂa
Y8381 ABILAAINANIANYITIAUYA (Bioequivalence) WUTgULTEUAUEIAUKUY A1

vaninauuaziUf URlumsAinundauyavesenandauesidnnuangnIsunse v uase

NITNTNABITUGY sadulumudervunanina (USFDA,EMA,PMDAWHO,TGA)

6. FIDE9EN

Aunefosduinegienegnates 1 miieussiundadudmunuuanseandenlansudiunud

Mvusluidenautimludwulasiisunmsudanediuiulude 5.1
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8. HueBuseulvigyos niandyneunuadayymvin
< ~ Y v A
8.1 JusemseiignineananUaydelsmeuia
8.2 mqamﬁ'umL%ﬁLmqma%é}’amﬂﬁuﬁumi%’m%ai’mawﬁmLﬁmﬁ’umuuiamaﬂimmm‘wm‘

wazHan s iaiduvesusemau

AZUU...



AZLUY 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%

[
LNEWTN...
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IneNN15UsEIUUSLENS A TNABS1A1 (Price performance)

1. 30sgIUREAAUT (AZUUULAL 80)

n. nasinuA NIkl (General qualijty criteria) : ATHULAL (AZWUUAY 30 AZWLL)

AauUs3a9il 1 Mnsgulssnundn Iipsuuudanggadame

(AzWuUULAL 100 = Wnminezuuusesas 10)

LNAUNNITNINTNE

#indogay

AZLUULAL

(AZHUUAY)

1. 1599UREA ATUNITTUTDININTFIUNTHEALINUNANNAIIENTNA LUNSHENET NHFUNITTUTINNUNINTFIY

GMP-PIC/s
- Issnugndningiuiedifty (Supplier) 1Aun1ssuseamuinsgIu GMP-PIC/s 50
- Tsanududandnsiaeierd e (Manufacturer) lisunsiuseanuunsgiu GMP-PIC/s 50

2. Tsanunaaldsunsiusesnnsgiunmsuaneinamaninaaiisnsng lunisuanen Alasunissuseennuninsgiu

WHO-GMP
- Tssnudnaningauied1dty (Supplier) 195un1ssuseanuunggIu WHO-GMP 30
-Tsanududandnsiaeiedisagy (Manufacturer) lisunsiuseanuunsgiv WHO-GMP 30

= P v
U UDNLNUBINNUD 1 ey 2

3. T599UNAA1ATUN1T5UTBIWIATFIUNITHEALIANRANNAUIN ITNITNAUNITHEAY NLATUNITFUTEIMUNINTFIY

[ a Y o w

- TssnudnaningRuiied1sy (Supplier) 1Asun1s3UTInuNINTgILEUY 20
Slsanuindsndndusiedisagy (Manufacturer) 1asunissusesmuanasgiudue 20
SINATUUUAU AAUUT50991 1 : AZLULLAY 100

FaUsI09N 2...
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AauUssaai 2 snasgrundndue Iiasuvudangegadames (vuuuiy 100 = dntnazuuuiosay 20)

LNUIINITNANTAUNEN ASLUULAS]
adatoy (AZLLUUAY)
3. nsallailgendunuy: Wuenaeeglusienstayd Orange book vesUszmeanigatinn (Wuans
vangrudndundniasiinanaunanlseugraananiusierdiiagy (Manufacturer) Weaiufy
nanfauaiianssmmireagluausgenidn) wie Green book vasUszmelve 20
* guilusduuvudaiisnsuumiy
4. deyaatiuayu Anw1IeAMATNYRIHAAT N
4.1 nsdindndne_sduwuy: fisenunsanunienadnfivansdelszdnsnmesseniilalunns
$hen asifiusTlunsansmamsunmeudotesysuauAuumET LY 100
4.2 nydl Lilagnduwuu: fsenunsinymmerddniivsuenieUssansnmuesenfuenduuuy
W30 MeuMIAnYIeRainiiuansdessansanwas/MioauUasnsuveseildlunisine ag
Afuluansansmensunndiinidetosyfuamnauunmtuly Tnefinisdnwimendiiniuses
Wisuwinfugnduuuu (Gentelatends mnfiannndi 1 vde Tdendefifinzuuusnniian)
) F8nsAnwdunuu Randomized controlled trial wagiinsafiusiluansansnia
nsunngiinidedessiuanauunmeTuly 100
) 38n1sAnwnduluu Non-Randomized controlled trial wagiinsafiuiluInges
MamsumdTiundedesesuauAuLImSTULY 20
A) wnsanwdukuy Comparative study wuu Cohort study waginnsanmiy
MNsEnsmManIsunmdiidedesesuaunauunmeuly 70
) WnsAnwndunuu Descriptive study Wuu Case report or Case series (318914
HUae) wagiinsafisflunsasmenisunmdfiundetiossfuaunauumsuly 60
q) Whdedey n.) wde v) i ) wie 1) AldnsARuilunsasnsnsTUInET
UdefossuaunauumeTuly 40
SAIUAZUUUAU FauUs50fl 2 : Avuuudy 160

ULNUNALNN ..
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. ansﬁ@mmwquz (Specific quality criteria) : AZLUULAYN (AZUUURU 50 AZLUL)

AauUs5099 3 waigatamnwvisdaiusamanisaaTent (nsallslyenduuuu)

INU9INTISRINTUNBN AZUUULAL
Wtatoy (AZLUUAY)
g1BnAnlnelssunARlA N ITUTIMTTIUNNIHARE AN AR U SHARE AL
A153U589MNLANATEIL WHO-GMP, GMP-PIC/s uaziinnsmageueiaintiesufinas 3rd party 7l
$Us0UNATEIU GLP vieviosUftRnsiniusasg i ISO/IEC 17025 FunsnaaeusnaInyiigauil 100
gansuluszAvuana ILAC MRA and Signatories (International Laboratory Accrediation Cooperation
Mutual Recognition Arrangement and Signatories) 30 Wusnduuuy
578N15NAEBULLIIN
A.Assay or potency 40
%.ldentication 15
A.Uniformity of dosage units 15
4.Dissolution 15
q.Related substance #%5® Organic impurity 15
'i'l‘c’Jﬂ']iVIﬂﬁE]UEJ']aﬂ
A.Assay or potency 40
%.ldentication 10
A.Uniformity of dosage units 8
4.Bacterial endotoxin 8
3.Sterility 8
2.Related substance %38 Organic impurity 10
%.pH 8
o Particular matter 8
SIMAZUYLAY FauUsTesdl 3 : AzuuULRY 100

ALU55099 4 ..
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AAUUTIRIN 4 KANGIUAMUNINATITANYIAINAIAT

Y

< a <
LEUNNTIININIEUIYN ASLLUULAU
v Y 1 =\
WUaLioy (AZHUUA)
ALUNBNANTLARINANITANYIAUALAT (Stability data) 91171 3 JUNISHAAAIN ASEAN
guideline naan¥19818v03 1NN Dol FoaliAinuuinsgiunuiiivualy shelf life 100
specification nTunzLleuA1sUeNILENI 2 U Aosdlonad1suanin1sAn¥IAUASANTNLUY
sendouszezeiliivosnii 6 eu
1. AL ULeNaNTUARAINANITANYIALALAITEEEE1T (Long term stability) ATUAINBIYEN .
Afuualivuaain/wansa
2. @NUNDNAITUANINANITANBIANAIAITUANTIZLSS (Accelerated Stability data) 25
3. @uenansuanINan1sAneIAuAsvMzidaly (In use stability data) lawzendaly
gj v L [~ . 1Y a v ,:941 25
anease (e1dalaldidu multivse lidosdnnaziuudeoll )
4. EMUNBNATHARINANITANIAUAIRITZELETI (On-going stability data) Yanan 1w )
, R 5
1 Jun1swEn
a Y i <
UATLUUAU ﬂ'JLLU'i'ia\iﬁ 4 : ASLLUULAY 100

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

1. deNaSULAAINANTTANYIANNANLATBIHAR U (Bioquivalence) UagHANIANE
BE Julumudaruunaina (US FDA, EMA, PMDA, WHO, TGA) wagvhanuinausiainadisieavi 100
Wiy (amzeal)

1.1 Bsfnwissadulununasivazuuimeujoatunsfinuitauyavesenandoves
AZNTIUNTTOMNSHAZE) wavenanadasiilifeududUisuazyinlunie steady state two-way 100
crossover in vivo

1.2 Bsfnwissadulununasivaswuimeujoatunsfinuiiauyavesenandoves 0

y - 5
AzNTIUN1IOMNTHAZe wariluenanadnsguang (healthy volunteer)
2. dumangunisaduieusn@aing(nterchangeability study: ICS) Wz ingnguen 0
a Y a 5
1Ushu(Protein therapeutics)[a14]
3. dnuaneindueingadnands (Biosimilars) wsednumdngiuaruSeudisuiule 50
(Comparaility exercise; CE) lanzen¥3ing nauelusiu (Protein therapeutics)
a o P [
FAUASHUUAU AILUTIDMN 5 : AZLUULAY 100

FIUSTOIN 6 ...
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A7UU5I89 6 5I8NFNEUBLATHIUNITHINTUIAMNINIINAMLNTTUNTINFUNTTULAZNTUTA

¢ a <
LEUNNTIIWATIEUTIYN ASLUULAU
U4 1 a
Yoty (AZLUUAY)
NEMITELBIATRIUNSIINTANAMNNINALEATIINSIEYNITuLAEsU1TA (hwinazuuudesay 10) 100
SAALUUUAY AWUTTDW 6 : ﬂSLLu‘HLﬁ&I 100
4 wad & ¢ 1 a wva < a
fA. Lﬂﬁus?/lﬂmﬁ&l‘u@l'ﬂLE]E]UiSIEl‘UUG\E]ﬂqTU{]UﬂQWU D AZLUUAN (AZLUUAU 20 AZLLUL)
A58 7 AMBULUTTYNTURFSUAZUTIRN U
¢ a <
LEUNNTIIWATIEUTIYN ASLLUULAN
U 1 a
Yooy (AZLUUAY)

1. frdnusutaanaTurUTIIRduNAs ey UTTY R 81ud1e daiau livasaen nusenisnszumn 10
(WSsuiflunsiaz U3 Aglsis)
2. ussafasitostiunamn ieges (amzendidesiesiuuas) 10
3. pusinussgegluunsiiaannsyyden wie Jemsin drulszneusnendiny armusen Tuduengy 5
wazsunsnan Tiagedaaunnidie
4. gudiadl Imprint code vuingn Fadresion15uUsy (dentification) 5

FIUATHUUAU AauUs5897 7 : AZIUUAY 30

Aaulssasil 8 wasgrulumsdaiuwaznisuuds

1. flonansiuansianmsgnlunisdaifiven Gsp 50
2. flonansuanaiannsgiulunisuudesniia GOP 50

FIUATHUUAU AIuUs50971 8 : AZIULAY 100

AU55999 9 ...
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ALU5589% 9 ANUAZAINTIUNISHARD

-4 =Y <
LASUNATINITNIEUIYN ASLLUULAA
v Yy ' " 2
P RLLERE] (AZLLUUAU)
1. Ivaanansansalanasniian 5
2. fidaamanisinge weldazaintunisine 3
a o/ t:l' <
SAUASHUUAU ALUITIIN 9 : AZLUULEY 5
fauUs58499 10 UseInn15u1nse
1. laiflUseRevndslusoudfinnumn 5
2. sz YRenvnasluseudfiniumn 0
3. Wisw/ine filsinedasounrion 5
FAUALHUUAU AUTTRMN 10 : AZLUULAY 5




	ประกาศ
	4.ราคากลาง
	6.spec

