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. FRlATINTG %am Folinic acid &o mg/& mL solution. for injection

. A8 mjm'm/s'ha ﬂﬁﬂNW‘ULﬂ?ﬁiﬂi'ﬁJ NNINAIWIVINITHALNITHNNE

AU1¥AS AN TULZLS IR

WRUIUUSEINUNISUIRESS 0,0€0,000.00. oo U
Suiitvuasenans (31181999 a1 Ul ee WWEY bdeE
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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. dwlsznau Tu 1 Vial Usgneaumag Folinic acid 50 mg luansazats 5 mL

3. N1VULUT U5l UNYULUTIREIAAUTIAINGD

4. aa1n - 5EUTREN dUsEnauMed@IAnLasANLTe TUNGR TN UGS
waziaungidousinsuen Lisgdnauunussadioe

- UUAYUPUTIIEN0819TBARITE UM BTEN1NNSA drulsenauuay

YUIAAILLTIVOIET VTG TuFueny Lidaiau

AuaudANamnAila

Nam’im’sf\ﬁmiﬁzﬁﬂmmmﬁuiﬂmu finished product specification wag drug substance
specification fig198sa1nndusnsuatuiiientu Jdldavsidousedinnuauznssunsemsuay
61 NIENTASIINEY Teindusnfuilisadareaduatuiiiieurimielniniunsgiundusiiy
Tadrsunils auUsznAnsensI9asnIaY 1389 53151871 W.A.2561 asiudl 6 Suiiau 2561
(aeszmalusainaguneniudl 12 nuaniug 2562) wasdszmafiuidy 3es sz @iud 2)
W.A.2562 aviudl 3 NINHIAN 2562 (awizmﬂ’[,uswﬁamqmﬂ‘mi’uﬁ 26 NINHIAN 2562)
Usenausie

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

2. dsanasgrusayulnglne w@uil 1 dudl 2 1@ud 3 @i 4 wazatuliisida (Thai Herbal
Pharmacopoeia Volume | Volume Il Volume Il Volume IV and Supplements)

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

and Supplements)

4.6097...
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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 sulelle (daqunwneeians) adu A.a. 2016 (British Pharmacopoeia
(Veterinary) 2016)

8. iglaidounniinlale aduRuiadadl 8 (.a. 2014) wazatuifindu (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 mutaimunnazamsgiumlivesmsnsgindmualiluiisen
ﬁm%’ugﬂl,wum‘lfw] (general requirement for dosage form) ¥3anuuuIU TR The International
Council for Harmonization of Technical Requirements for Pharmaceuticals for Human Use (ICH
Guideline)

** U SUNADILUUANTIUINEYD19D9UTENDUNITRANTUNEANTITUNITAIL**
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1. duenansiifuen munlneuas/vienwndngy Alddufudinnuanenssunisemsuagze
wazdiaunesdeu finsannuduenarstuainidnindies,

2. dnluddynistuns Seusuen (Wuu Me.2 115 V8.3 9150 V8.4 vi5e 8.2 udauansel) N3l
nsiwasuutasdly Tuuudwundveudludouudasndoutusie

3. dndvetunzsfeumsuen (Wuu vie.l vise 8.1) wiendermuannsgiuvemdniaueiondnsagy

LAz ingAuAIend@Asy (Drug product specification wag Drug substance specification) N7
neilould TnadosUsznaume

3.1 nansnsiendnsazu (Drug product)

3.1.1 durteninuaNInsgIuvesndndusietdnsagundunsideulidudrdneu

Y

AUSNITUNTITDIUTLLASYN

[

3.1.2 dundeiiuaninsgiuvesndndudiendniagy ludisnennlddedalunisiu
nevleou (aniznsdifusidemnuaninsgiuresndndagiondnsagy lasunis

Suseslusisien (official pharmacopoeia))

o w

3.2 IngAusend@fy (Drug substance)

Y
a Y

3.2.1 dnundammununsgIuvesingivsiiendidgy nvunsiloulitudinnuauenssunis

DIUNTLATYN

1% a

3.2.2 dwudemmunuinsgiuvesingauiiendrdny Tussignildonsdelunisiunsideu

a Y o w

tamznsdilugfidemuuauinsgiuresingiudiendidg lasunissusedusisen
(official pharmacopoeia))
aa 1 ! a ada L4 £ [ 14 v (Y o
nsdinegseninavadsunlatileisinssinazdoimununsgiuliaenadesiumsen
MsznesusemsemeagasedinanuanenssunIsomkazen Tuuudundvauily
WaguuUas (wuu 8.5) undeuriueie Insfunvewnluifsuwdas laifiu 2 U duiieiudsene
a U ‘NI ‘NI a a v o v a o
Weyriuauesin nduiivewdludeunvaniu 2 Yduiadudssmadiguiuaussinl fve

whluAguwlastusaslasuniseudfanddnauamuenITINITo M THAT Y1

/0. @UN...
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4. @umMTaEeSUToIINTTIUNITHENYINIUNENNUIITN1SARLUNINEREN (Good manufacturing

practice (GMP) lunuiafiiigidesiuingiudiendiAgveseiiaus (aUuaganiusounis
n3aae nediegluginiain1ssuses) lngdesUsenaume

4.1 @M SUTOIINTFIUNITHENYINUNENNUITIBNSNALUNSHER TR RUAIEE ALY

9

(Drug substance) 7lH3UNIITUTBIWULINTEIU WHO-GMP sizoriieurindustsdes
4.2 dumilsdouseaunsgIUNISHARYIMUNENNAITIENINRLUNSHARNER @ 5a3U

(Drug Product) M1lA3un155U583105511 WHO/GMP viseiisuiinluetisilos
4.2.1 fuannanduaierdnsazu (Manufacturer)

4.22 JuUtussynansioe (Packaging) (R znstldnaned 1S a3Ukae uUTIiToLaz oy iv)

Y
5. L@ﬂﬁ?iﬂﬂJﬁﬂMﬂJ%‘U@x‘iEﬂﬁLﬂuaiﬁﬂﬁ

5.1 NaNINTITBATIREAUANKENSTendnSagUresnan (Certificate of analysis of finished
]

product) Tuenguitdudusietn
5.2 NaN13RTINATIRAUN N INgAUTBIFIeddsy (Certificate of analysis of drug substance)

e a oA & W ' & Y a Y a o a g
WIﬂUﬂqimamEJ’]'B:'UV]ﬁQL“LJ‘LJW]'P]ﬂqﬂmﬂmaﬂﬁjmaﬁﬁnLLagﬁjNa@’J(ﬂﬂmUﬂimLUUQuagiﬁﬂﬁqu

q

5.3 Nansvisevang L udunLAITUS SEINITUNINE R YeingAuvesaedAgy (drug substance)
10 5.2 flugunmsnanvendniagiendnsagu (finished product) 9 5.1
5.4 wan3fnw stability $112u 3 Junsuan Tasusazsidensveasudesinunamidiimunly loun
5.4.1 @UNDNANTLAAINANITANYIAILAYAD T282817 (Long term stability data) #aanya9
91gve TNz DUl UA N AN N TN TN UA N SN TNES T UEY
5.4.2 FUNBNASLARIHNANSANEIANAIRLUAN1IEL59 (Accelerated stability data) 10u
srewlIan 6 Woudnwiulitesndn 3 Junisnan
5.4.3 nsdldueriifesararevioiionsneuld doslinanisinuinnuasaninmdsnisazane

wIaLdeNluiazaes1e AsudIuaenndesiudeyanseyluenalsiiuenduiu
Lieundn 3 Jumswén

/5.4.5 NSaU...



-5-

5.4.5 sl lula@uuu (Original drugs) M’%@&ﬂﬁlﬁ%’umiaﬂL”iuhiﬁmﬁmiﬁﬂmmﬁaamyjamaqm
ABILANINANITANYITIFULA (Bioequivalence) WUTSUMIBUAUEIRULUUAINASNNGSN
wazkwIUfURluNsAnwITIanyavesenadyvesdinuAMENITUNITOIMITHAZ N
nsxnsNassgy vsadulunuderiivunaina (USFDAEMA,PMDA,WHO,TGA)

6. 71881981
fnedesdwiogaenatnetion 1 wheussatus iifuduengueselidesndt 12 et
Mnfuinnsanua daduiunuaniseazdeeldasudumadimusluidenuadiily
TanuazisunsianAefuiulude 5.1
7. M3UsziuAmnmeTidauey
7.1 fuAuorgvessniidweudoundolitiosnin 12 Weutuantudwey
7.2 swnneiidwey azdosddunnmanglufusessanimsaliesgioiuiidmeueian
7.3 nsdifimhenemainsduiiognseidweuiiiodinnalinsginmunm miiesvnnTas
vihnildesosesetnien lnefuneazdesdseniiudnaudnuiimienvnsdnig
Anneiuasdugfuinveuailiinelunsmsaiinsesinuain nsdifimuielsiduluna
ANENYZIANIEIIEI¥NISVRANIUENS ISR SANMTEUeTIAEIAINE IR UY
wa/viefudnlunfuioly
7.4 funvazdesuanaenarsnisiuasusniloslndvuneny vieiileinnnsidouanindie
Usgnslagdeurvun Tnglifidoul
7.5 mnoidndadugudiiu destineslufineseuaugamaisevinevuduuuinvingsunis
$uen dinsraapunousuen Lot Tudgadadsmenua
8. Q’ma@usaﬂﬁﬁaaﬂLEﬂﬁmmwﬁaummmﬁmmﬂwwﬂ

8.1 Wusenseiignineenandadelsmea

8.2 mqamﬁ’umL%qLmqma%ﬁm@ﬂﬁuﬁumi%’@%@iamwﬁmLﬁmﬁ’ummuiamﬂﬂimmm‘wwé
wazsansiasanldfuvesuismiu

8.3 TuduengvesedwauwmAeloandt 12 wieu Wuaniudweu

/AZLUU. ..



ALLUY Performance

SRz (Performance) : uwuaiu 100
. anﬁﬂmnﬂwﬁﬁlﬂ (General qualijty criteria) 30
. ansﬁqmmwmww (Specific quality criteria) 50
A. innusinauanAfiBaUssTevidnentsufineu 20

fouazvag performance 80%

/MU
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WneN1sUsEIUUSLENSATNABS1A1 (Price performance)

1. 30sgIUREAAUT (AZUUULAL 80)
n. nasinuA NIkl (General qualijty criteria) : ATHULAL (AZWUUAY 30 AZWLL)

AauUs309i 1 wnsgrulsenundn insuuudaigegadade (rvuuuiu 100 = hninazuuuiosay 20)

WNEUIINITNAITUNE

Yindoday

AZLUULAY

(AZHUUAY)

1. Tsanundaldfunisiuseannsgiunmsuaneinamaninaaiisnsnglunisuanen Alasunisiusesnnuninsgiuy

(mnldeglugiaaainissuses T 40 avuuw)

GMP-PIC/s
- TsanugndningAudietd1Aty (Supplier) l95un1ssusewnuunsgIu GMP-PIC/s (mnlileg)
lugraiainissuses T 40 azuuw) >0
- Tsanududandnsiaueiend ez (Manufacturer) 1aSunissusesnuannsgu GMP-PIC/s -

2. T39UNAnlA3UN155UTBWINTFIUNITHEALIANRANNAUIN ITNITNAUNITHEA NLATUNITFUTEIMUNINTFIY

aglugiaiainissuses i 25 azuuw)

WHO-GMP
- TsaugwdningAudiendiAny (Supplier) lasunisfuseswmuunnsgiu WHO-GMP (mnlaleg
Tugraiainissuses W 25 azuuw) %0
- Tssnugndandndaueienduiazy (Manufacturer) 195unisiusesmumnsgu WHO-GMP (mnll 30

I v
UINLUUBINNUD 1 LLas 2

3. T59UNAnlATUN155UTEWINTFIUNITHAN IR NN ITNITTIA UNTITHERET NLATUNITFUTBININUINTFINEUY

- TsaugndningAudedrAny (Supplier) losunissusesmuunnsgiudus (mnldeglugiaam

Y 20
n133usee 1 10 Avuuy )
- Tssnugnanndnsiausiondusagy (Manufacturen) Id3unissusessusnnsgiudug (mnlieg
Turranainissuses i 10 Azuuw) 20
SAIUASLUUAY ﬁ?tLUiia\?ﬁ 1: ﬂZLL‘N‘ULﬁ&I 100

/%0.bN0N...
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. ansﬁ@mm‘wquz (Specific quality criteria) : AZLUULAYN (AZLUURY 70 AZLUL)

ALUI5899 2 NaNEdIUAMAINNLEBSUTDINANTITIATIEH

v q

LNEU9INISNATEUNEN ﬂSLL‘L!‘L!LaSJ

fiavatay (AZHUUAY)

4. wilsdaiuseawansiaIen [Certificate of Analysis (CoA)] fitamnuannsgiunsaiunvunziteulinudineuy

AN ITUNTIIDTINTTLASYN

4.1 Han1INTIIATIERUNEAnS e dnSagUvesNER (Certificate of analysis of finished product)

* deuavinaeitenuninsgIunsaiuTunzleulinu oe. asunniite wasdinisuaniua 5
lugudeyaideU3unn (Quantitative data) w3 flaw eniiu de Physical description

* dauavinaEivenvunuInsgIunsaiuTumsleulinu ee. asunniide uwainisuanuaty .
EIJLL‘UU“Conforms, Complies, Not detected, N/A”

4.2 HaNIATIIATIEIAMN N IngRUTeIEd1ATY (Certificate of analysis of drug substance)

o JhdpuazinaidonruanInIgIuRsiuTunsleul ity sy, asuynide waslinsuaniua 5

lugudeyaideUsunn (Quantitative data) w3e flaw eniiu Wite Physical description

* idauazinaitemvuanInsgIusaiuTunzdeuliiu ee. asunnide uainisuansuaty .

g‘lJLLU‘U“Conforms, Complies, Not detected, N/A”

SAUATHUUAU AINUTTOIN 2 : AZLUULAY 100

/AwU55099 3...



A2UUTI099 3 KANGIUAMUNINATITANYIAIINAIAT

Y

LN NITNANTUNEN AZLUULAY

Wadatay (AZLUUAY)

o =

5. SUNDNETUEAINANTITANIAUALAD (Stability data) 31U 3 JUNISHERAIN ASEAN guideline naBAY991gvaEN

a2 o Y ¥y a a o . e . X o o 0 ' a,
Nunzdould deslidmusnnsgruaaiinmunaly shelf life specification winBunsideudsuenuntdssndt 29

A29NENE@ITHENINISANEIAMUASENINLUULSINSDUSTaze litiaandn 6 1hau

5.1 @LUNONATULEAINANITANEIAIINAIRITZEZE1 (Long term stability) ‘ﬁmumumqmﬁﬁmum
Tiuuaan/udnsiae = ASEAN guideline (8l 30 + 2 °C, PTG 75 + 5%RH) 2
5.2 @UUNBNATUENINANIIANYIAINAIFILUAN1ILS (Accelerated Stability data) ***
ASEAN guideline (gamgfl 40 + 2 °C, muusing 75 = 59%RH) =
5.3 duuenaIsuanmanIsinAunsvasdald (n use stability data) lnizenfideld
aoads Tngluenansifuedesssyteyaifentostumiunsune Dl dinset 25
nan1sAne Gendlalilu muttiuse Wldnzuuudeiis)
5.4 §UUNBNATHAANANITANYIAIUAIITEELE1 (On-going stability data) Uaram 91w 1 ju
NSKER ** ASEAN guideline (gaungil 30 + 2 °C, AYILTUETS 75 + 5%RH) >
SIAZUYLAY FauUs5eedl 3 : AzuUULRY 100

/AUS5099 4.
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Aaudssasil 4 naigatAuauyavaINaniuaien (Bioquivalence) visaenvingadnends (Biosimilars)

@ v a & v P 2 v &
AUYIAULLUU (ﬂiﬁuL‘U‘UEﬂﬁl‘ULLU‘U lﬂﬂgLLUUWINGIJQU)

nsadbdldgdunuy : ewizeald

6. FNUNBNENTUFAINANITANYIANENYAVDINANNINE (Bioquivalence) uaznan1sAnen BE Wulumudarivungina
(US FDA, EMA, PMDA, WHO, TGA) uazvinanuinagidinandasiniy tanizeail)

nseldy 817 o8, Avuslidnwiiasdy win o8, ldlaivue Tldazuuudaiifiy 100 ]

6.1 WsfnwdeululunuinawiuaziuimesufuRtunisnuiiauyavresenadyreInagnIsunsensuaze) 100
wavoranainsfilifonlufirsuazvillun1ig steady state two-way crossover in vivo
6.2 BnsfnwdeululumunasivazuumaujiRlunsinunauyavesenadyveinaznssunsenmswasen 50
waziduoranadnsaunng (healthy volunteer)
nsallailyenduuuy @ lwwizeBaing nguenlusiu (Protein therapeutics)
7. dwmdng1unisin EMA %se US.FDA Susasindu Biosimilar 50
8. dnuuansindue@ringadiends (Biosimilars) wsadnuimangiuanuieudisunuld 50
(Comparability exercise; CE)
a o { <
FAWAUUUAU ALUTIDMN 4 : AZLUULAY 100

o a a ¢ o o o ¥ a & ¥ v < o &
AUIIDIN 5 NaW?ﬂ’\luﬂ’J’]&IL‘VI']WIEJ&Iiuﬂ']‘J‘JﬂH’]ﬂUEI'WIutLUU (nsadtldugInuLuy 1ﬂﬂ3LLUUL(§I&I°UGU)

a9 v a
ﬂ’imlﬁﬂ‘liﬂ'lﬁmLLU‘U D RANITYUILAU

9. Anuinisnlun1ssnenuenfuLuy (Therapeutic Equivalence)

9.1 151’%’Umsmiﬁﬂu US.FDA. Orange Book / Purple book 40
9.2 l95un33use991n EMA 40
9.3 I¢iFumsussalusemanandusionandiylmiffinnuminfesdumsidasnufueduuy
Y04 INNUAMYNTTUNITENMITUALE 20
nsallailvenduuuy : wwizeBa3ng nguenlusiu (Protein therapeutics)
10. Anud3euiiisuiuld (Comparability exercise : CE) wsailuen¥aingaanands (Biosimilars)
10.1 l@sun15ussqbu US.FDA. Purple Book 40
10.2 l95unsSuseadu Biosimilar 370 EMA a0
10.3 I§¥unstunsfeunndrinaunmenssunisomaare) TudutaTngadents 20
FIWAZUUUAY FIUU55097 5 : AzUUULAY 100

/AUS5099 4.



-11 -

AauUs38491 6 S1en1sntEueaglulyTenvadlsineiuia

4 <
LNAUTNITNATTAUNEN ASLUULAU
v Y 2
RLRERE] (AZLUUAY)
11. Men1sieuseglutydewedsmeiuia
11.1 yemsiiausegludadsonisevesaaduzifavianiogud 100
11.2 emsiiausegluda@sonisevedsmernaduludsiansunsummg, lsmeuiavnalg 50
N30l HULINE (FOILUULBNANTUENFINUTENDU)
FAUALUUUAY AUUTTR 6 : ATUUULAY 100
d wad & ¢ a wva < a
A. InauaiAENUANEaUslavlAaN U UM : ASULUULAY (AZWUUAY 10 ATLUL)
ALU338I9 7 MBULUTIYNTUNFSUAZUTIR U0
¢ a <
LNEUNNTINITTEUTYT ASHUULAU
v Y o =
Wivaday (AzLUUAV)
12. fadnwsuuaannruzusIdulaEuazUTIAne 51udte daou livgaasn nudenisnszumn 40
(W3suiluusaz U3 Agnldis)
13. ussyiaunidesiunasng miseges ( nsalililveriidaetiosiuuadldnzuvuiudail ) 40
14. pudinussqegluunsiinanszydos vi3a Jon1sdn daulsznoudendifey Anuusien Juiusiy 10
wazsun1suan Lagrsdavunndia ( §1lulvenda lansuuuiudad )
& o . < o ' =1 PN < v <& o g
15. sudindl Imprint code vullingn Fsdredansusd ( drluldeuda lansuvuaudail ) 10
FIATUUUAY AIuUT5097 7 : ATUULLAY 100
o ] v & !
AUS5099 8 Nqﬁlig’]uiuﬂ']iﬁ]ﬂLﬂULLazﬂqi“U‘Uﬁﬂ
4 a <
LAEUNNTINITTUIYN ASLLUULAU
o Y 2
VN EERE (AZLUUAU)
16. fienansiuansfenasgrulunsiuinenen Good Storage Practice (GSP) 50
17. filenansiuansfannnsgiulunisnszaeeniia Good Distribution Practice (GDP) 50
FIUALHUUAY AuUT5097 8 : AZWUAYN 100
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INAUAIN1TRIITUEN AZLUULAL
Wintatoy (AZLUUAY)
18. fdaemensanfauazsaniin
18.1 ﬁ%a—umaqa LLazsﬁ'aaﬂaLﬁaamﬁiaﬂLquimﬂMN 25
18.2 fife-unana uaztoyaiilefndeuszarununsdudem figeen 25
18.3 five-unana uazdeyaiilednseuszanununsdiudeymamnine 25
18.4 fie-unana uazdeyaiiledaseuszanununsduiuuasueslnduuneny 25
SAUASLUUAU ﬁ?tLUiia\iﬁ 9: ﬂthuuLﬁu 100
fauUssnadl 10 UsziAde
ansﬁmsﬂmsmq&n ﬂzttuutﬁu
Wdoton (AZLUUAY)
19. Uszinide
19.1 lsifidaymenvinds luseuruan vieduuisn/ie Alineinsiomnou 50
19.2 LiifiusyiinsSenfiveniu Tnedhauauenssunisemswazen TuseuUiniun 50
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