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1.5. msnaasunantivialy (General chapter)

1.5.1. Aruandfves Montelukast Tablet fin1suaning/n15m37a Universal test fasialudl

/Related substance qcx
Q3A,Q38,Q3D(R1), Elemental impurities in drug
products, FDA guidance for industry (August 2018),
USP<232> <233>,22232>, BP supplementary chapter IV
Q , EP general text 5.20)

90 Test Acceptance criteria
1. | Description/Appearance Complied to finished product specification
2. | Identification complied to all requirement of all specified
procedures in the test on Reference monograph
3. | Assay complied to specific test of Finished product
(Shelf-life COA only) (2.1.)
4. | Elemental Impurities analysis Complied with finished product specification or

specific test (2.1.)
(saeseuraliaiAiuinnii Reporting threshold)

5 | Microbial limit test Complied with finished product specification or
specific test (2.1.)

6 | Dissolution test Complied with finished product specification or
specific test (2.1.)

7 | Uniformity of dosage forms

Complied with finished product specification or
specific test (2.1.)

1.5.2. AnauURveY Active Pharmaceutical ingredient n15uanana/n1sm379 Universal test

Fareluil
G Test Acceptance criteria
Description/Appearance Complied to Active pharmaceutical ingredient
specification
2. | ldentification complied to all requirement of all specified
procedures in the test on Reference monograph
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v Test Acceptance criteria

3. | Assay complied to specific test of Active
pharmaceutical ingredient
(Shelf-life COA only) (2.2)

4. | Elemental Impurities analysis Complied to Active pharmaceutical ingredient

/Related substance cx specification or specific test (2.2)
Q3A,Q38,Q3D(R1), Elemental impurities in drug
products, FDA guidance for industry (August 2018),
USP(41, 42)<232>,<233>,<2232>, BP supplementary
chapter IV Q , EP general text 5.20)

- Organic impurities ]

} 1iy Meets the requirements
- Inorganic impurities Meets the requirements 1319380159529 heavy metal
(Elemental impurities

analysis)

Residual solvent (ct asc (rs-6), uspaz Complied to Active pharmaceutical ingredient
<467>,EP general text 5.4, BP appendix VIl L, JP17
supplement1 p.2634-40)

5 | Polymorphism identification (¢il) mnuanan1silu polymorph Tuananmanenessd
(USP<941> X-ray powder diffraction)

or specific test (2.2)

Ty Crystalline or Amorphous

Qe =
2. puaNUANNWAila
nan1snITinziRunmluluau finished product specification wag Specification of
. . . . o v = @ o s = ot = & =i i
Active pharmaceutical ingredient (API) 19198937nLad9s1Suaduifeanuy Jalaannzideuss
o a 5 ﬂ‘l s o ar i & L= L s ﬂl
AUNNUANLNITUNITOMITUALY NTENTIEEITEY MatindusnSunlddradedeauduatud
Wiguwiwsslmindumsgrundsiiulassunis amsznanssnsisansisigy (e sy
B WA 2561 893uf 6 SunnAu w.A. 2561 (asuUsenialusieinanpununiui 12 quanius 2562)
o ar ql ar i - ar d

Wag szysingIe @UUI2) w.e.2562 asiud 3 nsngrax 2562 (aeUsgnialusisiaanguneiud 26
nINYIAU 2562)

2.1 Finished product specification

L) Acceptance criteria
Specification of finished product
USP 2024

1 | Identification

- Ultraviolet absorption - The sample solution exhibits maxima only at the

e, PO _ wavelengths as the standard solution.
- LC or HPLC - The retention time of the major peak of the sample
solution corresponds to that of the standard solution, as
obtain in the assay.

2 | Assay 92.5% - 107.5% LA

AMEATIUANIAMURT LA BEALALAMLAN YUZIANIE
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i Specification of finished product kgl e
uspP 2024
3 Dlssolut-!on_ ol e 4o B bt s A B e 50 i bbb b BT i it e i M
Test 1 NLT 80% (Q) of the labeled amount of montelukast is
| dlssotved in 20 mmute_§
Test 2 NLT 80% (Q) of the labeled amount of montelukast is
BTN P dissolved ml45 e v
Test 3 NLT 80% (Q) of the labeled amount of montelukast is

dissolved in 30 min

4 | Uniformity of dosage units Meet the requirements
(The acceptance value of 10 dosage units is less than or
equal to 15.0 %.)

5 | Organic Impurities

_____ - Sulfoxide impurity Jid WMT 20% S Bl
- Montelukast ketone impurity NMTO02%
- Cisdisomer .. NMT 0.3%
- Any other individuaL degradatlon NMT 0.2%
product 5| I s -
-Total irnpurities NMT 3.0%

2.2 Specification of Active pharmaceutical ingredient (API):

Acceptance criteria

48 Specification of AP
USP 2024
1 | Identification
A.IR absorption Spectrum of sample should correspond to the spectrum

of standard.

B Test for sodium The ﬂltrate meets the requurements of test A.

1
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Acceptance criteria

10 Specification of API
USP 2024
C. test for Enantiomgric Purity Meets the req;Jirements
Liguid chrsmatography) . | L 0 o LA |
) Assay 98.0 — 102.0% of mo.r..].{étukast sodium, calculated or_wm_
the anhydrous and solvent-free basis
Water determination NMT 4.0%
4 | Organic impurities
_SUlfOX'de mpuity NMT 0.2%
e NS Y T
- Michael Adducts 1and2 | NMT 0.15%
-Methylketone impurity |  NMTO.15%
- Methylstyrene impurity__:ui "d I\I_M_T03% -
- Any other individual impurity o NMT0.10%
Total impurities SN NMT 0.6%
5 | Enantiomeric purity NMT 0.20% of S-enantiomer
6 | Residual solvents (By GC) Complied to API standard

WU NMT = Not more than

NLT = Not less than

* W@ Dissolution Wag Uniformity of dosage units Tiluulenasuaniseaziden
Han15nT9 e mMndliudsmeasdeaiduiuavlilulu coa

- nydifvanzfoundanisiiu (waive) nsasasdeuiiasievisenisie Wduuans
lnansvanguianalsueyiAdae

- Drug substance specification #915annluiiasgvivasnadn drug substance #5o
luliAs1ev drug substance vasgnansrdnsagy avulaatunis einisnse
Ainseviasunnmihderidmun

3. NMsUsEIiuAUSZaNS N INEas1A1 (Price Performance)
SIUALBYAMIULBNETNT 1589 NSUTLRUAIYTZANS A INEDIIAT (Price Performance)

a. wnansldlunsiansan
enarsiiltlunsinsanaunmeilfiZssdduienasnioussymuisiavienarsnudfy
ety
1) dwwenansiiuen nmwilve waz/mMienesingy

ANENTTUNITIMURT LazI S UALasAMENYIANE
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wrewe: lunsdfiflderdunuuarfesiionansuansdaudddvaseniiiunisiuses

MNANINNUANENTTINTOIMISLALEY Tuansietuddeuld demsseTe devuld

feuwihdusduwuluruneildlunmsdnevinty wasiinissvytemudounisidely

Tuenansiiuen

2) duunenansuanitam uuLAAINYBINITULUTTY (WHseuagnaBsen) suTldTunsdeuly

3) dnurreetunsifouiifue (Wuu v.6.1 we 8.1) Asuynuii nisusisavidunnu
anvauzanizvewdusagunarteiruaNInI§IuYesIsnIsiAs e (Finished Product
Specification and Analytical Procedures) fitunziliouly TnefasdnedamFueniiussnie
NIENTRATIIUFVTUTDMTBIMIN I TENA

Wi n3finegseninsailasuntauileisinseinasdefmununsgiuli
aonndeInumseiusznmAsuseiefstagadedinnuANENITINTEIMTUAYEN

Tuuvdiudveudladsundasensiumezdeudifue W ne. 9) wie duurdve

uiluasunuasemslunzdeousiiuen (W 8.5) inndeuiude

4) dunluddynstunsoumsue (Wuu ve.2 vie o3 viie vie.4 v3e 6.2 wdusnsdl)

4.1.1.nsdingwdnludsznalng (e.2)
4.1.2.nsdifgninduiemsuvaussyludsemalng (ne.3)

4.1.3 nsdifieniudransnsssma (ny.4)

wnren: nsdiiinisiuAsunUawudlufuoygnuazaniuiings Thuuudiudmeudly

Wasuwasmenshmadoumive (wuu n.e. 9) wie duundusudluasuuasons

Tunzifousfuenferiuduoun muazanuiings (wuu 6.4)

5) duimledesusewnigiunianan niundninausiisnisiialunisudnet (Good
Manufacturing Practices (GMP)) lumanailiigadosfueniliaue (@lud1ganiusaunis
asvasulaedieglugianaimsiuses) Inedessenaudme
5.1. dnumladedussanasgiunisuAneranmdninaeiisnisfialunisudniagauiaen

d1Aey (Certificate of GMP Active Pharmaceutical Ingredient (API))

5.2, Anumiideduseunaigrunisudneiauudninusiisnisiiatunsndnndadusie
d593U (Certificate of GMP Finished Product)

6) lunsdifdusundraindssene fuandnsilaumiidoiusemdndngi (Certificate of
pharmaceutical products, CPP) #5ev1i9da3u583n1391mU1e (Certificate of free sales,
CFS) lumnaniiauews atuarganuseuntnsavaoulaeinaiusesdieiulsznasenie
5101

7) winsgIuvestedunanuaIningiunlendifg (Active Pharmaceutical Ingredient
Specification) wazwansiasiendnsagu (Finished Product Specification)

7.1. duunsgiuingfusaed@fg (Active Pharmaceutical Ingredient Specification)
LarunsgIuNARSusie1dniagy (Finished Product Specification) 1agseysinsnen
(Pharmacopoeia) M43198esmsanseilaeinsgiust uieeseadulusudedmun
LLasmmignummn'}'ﬁm‘mw”luﬁwﬂaﬂmﬁﬁﬁawﬂa AINUTENANTENTAITITUGY
3e sEyshen

&? AMENTIUNINMUAT AT uRLALAMANEMZIANE
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7.2. @1u1 drug monograph CRUALE 81d1A 1y (Active Pharmaceutical Ingredient) uay
wansinuaiendniagy (Finished Product)

7.3. ns@ATngAuded1/sy (Active Pharmaceutical Ingredient Specification) 3
wansiueiendnsagy (Finished Product Specification) litsinglusiisien (Non-official
pharmacopoeia) fosanmdngiuingilinnsguveinisiinseiidulumudenide
Taseluil

7.3.1. i munuazinmsgruresnsiesisilusineivessemaniduaininues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %38

7.3.2 i munLasinsgIueIMTIATIEERER (In-house process) fidanAdosriy
ICH Guidelines %39

7.3.3 dafmunuazinmsguiluresmsinneiinimualiludise ssela e
vl MAUUTENANTENTHASITUAY (309 ssyien dmuguiuuemiueg
(General requirement for dosage form)

nueng: Jeiuanuaningdudiendidsy (Active Pharmaceutical Ingredient

Specification) wavnanfneie1d 393y (Finished Product Specification) fa48198391n831

Wertuwazaduideaty enduusinsditfhaefidefmuauazinnsgiuvesnisinsey

wzingiiumeddy vie nandusienduigy

8) dnumisdesusaman1siaTIey (Certificate of Analysis (CoA)) lnadpausenaume

8.1. duumwnisdesuseamamsiinseiingiiusendfy (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) Inesasusenaunie

8.1. Lawwmilidesusemamsinneiingiuiendfty veauaningaudendrdgy
(Supplier)

8.1.2.dwmilidedusewansiiasieningAumenddty veranndnsiusierdsagy
(Manufacturer)

8.2. dwumilsdeiusewnanisiiasigindndusiond 393y (Certificate of Analysis of
Finished Product) vananxansaeierdniagy (Manufacturer)

8.3. lenasdudumudimusseningunsndnvesingiudaenddey (drug substance) waz
Jumstdnvamdndasidusagy (finished product) ldlumsadnenjuiidaey

9) dunenasuanNanIIANYIAINAIY (Stability data)

9.1. duNBNAITHANINANITANYIAINALIITEEZET (Long term stability data) 971u2u 3
JUMIWER

9.2. ANUNBNAITUAAINANITANEIAINAIAIIUANIIELSY (Accelerated stability data)
WU 3 JUMITHER

9.3, dunenansuanmanisAniuaniinerannsainuuadineild 1 ga duuuans
Usgansnamssne (nsdlede) (078)

9.4. nsdhllugiidesarare/idoasdenld anwenaiswanisAnwnnunsdandanis
avanguaz/vie We/maulaly lumyhavaierieg Asudiulazasnadolnuionans
Anuen (In use stability data)
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10) dnumilsdoiusowdnduaie1dniagy (Certificate of Pharmaceutical Product) lawigen
dntnlulszmalng

11) dwmdnguanuauyaveandndueien (Bioequivalence) lngnanifinuiaiuauyaves
naninueien (Bioequivalence) uluniudefiviun ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies 38 gilan1sAnydrusyaninauaziauya
yoandnfnsion nsgnsastsage lnsantuniemisnudnundauyaiildsumsivses
0 dnfnnuemznssumsemsuaren atullagtu (nsallildensuiuu)

12) dnumfsdefuseanasgrunsujuAnuvdninueiisnisialukesujuins (Good
Laboratory Practices (GLP) lunsdiiivhmsfinsdauyaiisneuseie

13) dumldefuseunaspunsifivinyuagnsraeemumdninueisnsinlumsiuinw
warns¥Aeen (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) fiauesinsesdadiaegeenegntes 3 miieuiTine

15) dumiladesusennmssuviesUfitins ISO/EC 17025 Tusemseniiiaue (dhd)

16) dwenasuanstayanisiasunisussylu Green book veansuinemaninisunne (G1i)

17) dnuienarsuansdeyanisiisuni1sussglu Orange book ¥es US.FDA. w38 European
Medicines Agency (81dl)

18) nsdilildenduuuudesansmsanyminadn (Clinical trial) vesenlutsznalnefuansda
nanwpddnvessnusuiisuivesuwuuasiinuiluansansmnisunne (613)

19) M3OUSUTILETTUMINIUAIUYTENIARILNTTUMINANTFULEURINR (FoAnasi3esssu
Irdensduasunisvisivesemalng wa. 2559 wiesusssudun faoandeiy
Usymev (01il)

5. Joulvdug

1) gweslongwaslivosnit 1 U Tuaniuiidweven

2) ewniavn1suanidaeuliunlsmeiviaszdesdiuinlsdedusenanisitnizi
(Certificate of Analysis (CoA))

3) freazseailudusensudsudleslndmnognedieiansdenanmneuimunna
IUIUIN

) winlsmeuanuilymauawanuanfusiuagdeansdnsiaiiedinsiziquan
Tmhendnsusisasdudiuinveualdiielunmslinsevinunimen wagdweludiuim
QNALAATIEVAULALIINEIUIA

5) fauenm(fue)duselisnidndyyneunsuimun il
5.1. malimsquasiadnssinnnsingimansnisunndudinanisiiaseiiiuluaiy

£
B
v
]

UINTFIU

5.2. nadinAndnsenvintgnienifiviuaniemainlasdniniuengnssunsemsuaren

5.3 n‘stﬁwuﬂmmqmmwmnwﬁﬂﬁ'm"lﬁa'md@nas{aUss?{w%Nauazﬂﬂuﬂaam.ﬁ'vrs{aﬁﬂmﬁ
asuen

5.4, n3fNANENITUNTNAYNTINRaENTUTRRRe18en N TRTeY Tsaneruiavesnidn
msdstonlundadnly
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i1 1 970 23

wUUUIZIIUAUSSANSANRB51A1 (Price Performance) Usstnneiail

._ iuus : vwiin (Gosaz)

LA uasananAmiulselovinemasunis 70

2.91A1 30

1. puamuazauaTATlulsslonidenisnems (Gevaz 70) Famsdn

inausimsUszfiuganmaansinsiondeasiy AT
fn. 52&3232&&; (General quality criteria) 20
1) 3PSFIUNMTHAREIMUNENNAAIENTARLNNTHEREN 1.5
2) wwsgIngAuiiedAty (Active Pharmaceutical Ingredient Specification) uazansgu 3
wansiausie1d 393U (Finished Product Specification)
3) WNIFIUNNVDUZURNS 3
4) esguMafivinvwasnsEsemuManINUeIsMImuNsIiuyIaEnsTEeT (Good 2.5
Storage Practice / Good Distribution Practice ; GSP/GDP)
5) WIRIFIUNGRSU 5
6) mEmz%ﬂr%mﬁmnHmamam35._.5%3: 5
. InqusigNIWIAWIE (Specific quality criteria) 80

1) waigeununwvilidaiuseanamsing e (Certificate of Analysis ; CoA) 16
2) msuszdiuarudes Elemental impurities (Risk assessment of elemental impurities) 5
3) waligadnmnmmsfnyinlnumdh (Stability data) 8
4) mafiguinanmussnyurusseiiduian ussiusinazaain (Package & Labeling) 2
5) anuwinisulumsiitasnwituenduwuy (Therapeutic Equivalence) 10
6) LONA1IAINUL 4
7) deyausz@vininlunisiny nsfnw/Ademandiin 25
8) mshivlnnulaendvyesenmevdteengmain (Pharmacovigilance) 5
9) SYUUDUIMNMNIIEEITHY WANTNIIU 5

w ARUENI TUN TSI VUATIBaLBUAL AL AN YU IaWIE
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AZUUUTIN 100
fovazazuuulasldudnnistisimin (drsiwminlnessuunsindedadneniaigiedidnnsoiing) 70

2. a1 (5ewaz 30)

s

ar - 2 w & e v 1 oy - = |
fudinunaezgnuszdivuarbirzuuulagssuunsdndedninenea genudldnvsednd (Electronic Government Procurement; e-GP) voansuldnan
ASENIINITAR

N AENIIUNIATMUPTIEasIBuALAsANAN v lONE
1Lasde % : AHQ\

UIEsUNTINNTS N3UNTG 3, maﬂ_w ........... % ............................ N334AT5
(wiy Anftun Bwanmseriud) (neg.a¥isn Flneadn)
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Fon1shn
inausinnsUsziiugunweARTusienTe sy AZIUY
n. ..:E&mabﬁ,_&&a (General quality criteria) 20
9 Es.ﬁ._.::._dzmsm,_s._asm:Sa&mmzdmﬂg.ﬁzmsc; (AzUUUs = U0 1.1 + 1.241.3) 1.5

1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) lumsaseniliauewe atuangn | 0.5
- w = w o = 2 2 o
museUMINTIvaeulaiinasusestisiulszmalsznIngIA/Anigen ﬁnﬂ&bﬂ@ﬂ&d@&ﬁh&

1.1.1. ¢§un13¥uses GMP-PIC/S 21 PIC/S participating authorities w38 cGMP lumanedt | 0.5
\Aetasiu API

1.1.2.1§¥Un155U509 WHO-GMP %38 cGMP v3aifisuwin lunmaiiisdesiu AP 0.1

1.1.3. 195Un155U589 WHO-GMP %38 cGMP n3aifisumin uwiliiszyninataiy / lufienans 0
wanen153Usee GMP (liesasn)

1.1.4.165Un35U584 GMP-PIC/S 970 PIC/S participating authorities %38 cGMP %38 0

P~ ' @ et o i
WHO-GMP viunatgneuiulszniauszningin uaghifiionarsuanimstuvesenig
wse Luiivdngunanyiuvuney (liWersasn)

1.1.5. bildsumsSuses GMP-PIC/S 3o WHO-GMP (lsia15a47) 0
1.2 Certificate of GMP Finished Product luvsnaeiiausme atuaganuseunisasiadey 0.5

Tnefinasusesfisiulssmaseningin (Gandaladouils)

1.2.1. 195Un153U389 GMP-PIC/S 20 PIC/S participating authorities %30 cGMP wag/w3e 0.5

nisdesuTo AN (Certificate of pharmaceutical products: CPP) 970 PIC/S

e s

T o o o W\ o
participating authorities Turinag fia@uewie (nstleiian) wislasunisiuses
GMP-PIC/S 91nd1inauAnenIsinIsaImILasen

B as L7 e .L L L4 ot P
1.2.2. 1§5un155U589 WHO-GMP 483 Uszmagndn lumnaiiieadestu Finished Product | 0.1
Waz/139 NHIdesUTBINANA M (Certificate of pharmaceutical products) Tunuig
L e L] L 2d
HIVIAUBVIY (NTUBIUTYT)

1.2.3. lpi5umssuses WHO-GMP wsilsisyynunadaau (liiersas) 0

1.2.4. 1§5Un153U509 GMP-PIC/S %30 WHO-GMP %30 cGMP fiviunengriouiutsyne 0
Uszmesia waghifienansuanimstueseany (liiersas)

ANZNITUNTAMUATIBazBEALATAUANYAIZIANTE
%\\“ i - w :
o =

1Lase UsEsunssuns p Rt U £ Al o> SN A3IUNTS
(wey nFdusl Baanmsatius) (ney. adan Lfsna) (noy.a%571 dlvydn)
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Fonsén

inausinsUsiliuguawHARusiBn YAy

ALY

- o ' = s o a  w i
1.3 ns@mdusnidnansalsema fesdlduviladesusesndning (Certificate of
pharmaceutical products: CPP) wiantidesusainsinvue (Certificate of free sales:
-
CFS) Tumnaenfiause

0.5

1.3.1. CPP w30 CFS atiuanan (97usaunsnsivaev) nsddeglvilergnIssvsesdeiy
Uszmesznangin wislueindaluussmelng

0.5

1.3.2. 1sif1 CPP w3 CFS w3 & CPP / CFS fivunany

2. | wmsguingAudlendrAty (Active Pharmaceutical Ingredient Specification) uas
wnsgIURaATusiBdnTagu (Finished Product Specification)
Avrsanaunensnsmstunadey (asuuusan = 99 2.1 + 2.2)

2.1 inesgruingAudiedifisy (Active Pharmaceutical Ingredient Specification) (i@andala
Fonils)

1.5

2.1.1. nsalasunsiusesiusisen (Official Pharmacopoeia) (ldanveladanila)

& = s 4 an._.. =i 2,
1) 81983 USP, BP, Ph.Eur,, IP, JP atiughga (mutenarsitiuneideuld) winluns
wilwngilou sesfiunluluvgilowiiugui (o5 7 ay.oull®)

15

1 =3 L] I Lh“\ v, =]

2) 61981 USP, BP, Ph.Eur, IP, JP atuaign (muenansnduneilould) mndmsunly
¥ o = = o w v e i S W ves
sosdinsBunilylunsdowsiiveud (@ o.5 9By ao. nelu 2 Yuadslaldsunis
ayild uavtuunlunauiulseningia)

0.75

3) 8183 USP, BP, Ph.Eur,, IP, JP atiulwmindlsema (amenansiivunsideuld) sey
o =i =4 o et =] L o3 L L LAy
maen mndinsunlusedudleluneleudiiueouisswi (fs.5 7 08.04ilR)

4) 8183 USP, BP, Ph.Eur, IP, JP avulmiindtusema seysinsen wazmndnisunled
= - o v_oa S = | e vas we
nrstundlylunedesusiiueua @ o.5 0w au. melu 2 U widaddlasumseyda
- i a
wazbuunlunauiulszningini)
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nsuszifiuaades Elemental impurities (Risk assessment of elemental impurities)
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2.1. flnaIuanIHan13n333 elemental impurities AsUGAUMUUENN1SNSTYlY ICH Q3D (N
uuea APl, Excipients, Water, Equipment, Container closure system Jusiu) aghatios 3 qu
= ' -l
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2.2. Hlonansuaninani1snsaa elemental impurities Asugiaumamann1snszylu ICH Q3D (n
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