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208168: Pitavastatin calcium 2 mg film-coated tablet

1. AausuUAnalY

1.1
1.
1.3
1.4

sUlUY

L}
dulsznau
AYULUTIY

2/AN

Y90 JUNARLAYTIER

Wusudapdoufiau (film coated tablet)
Tu 1 uin Usgneudie Pitavastatin calcium 2 mg
Us39luunstaadn (well-closed containers) Uasfiuainaiu
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1.5. MsvagauAnMautanIly

1.5.1. AadanUAves Tablet In15uanena/n13n33a Universal test Aasaluil

7o 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 to finished product specification or
/Related substance specific test (2.1)
BB L e menial o g (Fesseaunaliiafiduinni Reporting threshold)
products, FDA guidance for industry (August 2018),
USP<2325,<233> <22325, BP supplementary chapter iv | V818138) : 19n157923 heavy metal la auflsiursuimun
H R eI SE i) AUTEMAlUSITA LN
5 | Microbial limit test (tawnz 3 lot Complied to finished product specification or
L3n) specific test (2.1)
6 | Dissolution test Complied to finished product specification or
specific test (2.1)
7 | Uniformity of dosage forms Complied to finished product specification or
(USP) specific test (2.1)
8 | Uniformity of content (EP2.9.6) Complied to finished product specification
ﬁmxﬂisumiﬁmum‘mas:l,ﬁﬂmaxﬂmé’nﬁmzmm::
"
l,ﬁﬂ“?ilﬂ @Uﬁﬂﬁ'ﬁ‘lﬂﬁﬁﬁﬁﬁ ZEN%’J"_“ .......... A N3IUMNT Bl aﬁja aﬁ/ﬂ‘ﬁuﬂ'ﬁ
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1.5.2. AuauURved Active Pharmaceutical ingredient fin15uansna/n15¢579 Universal test

Agsialuil
78 Test Acceptance criteria
1. | Description/Appearance Complied to Active pharmaceutical ingredient
specification
2. | Identification complied to all requirement of all specified
procedures in the test on Reference monograph
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 specification or specific test (2.2)
Q3A,03B,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
Meets the requirements
- Inceganic Impliities Meets the requirements
(Elemental impurities
analysis) or
- heavy metal (USP39, 40) NMT 20 PPM
Residual solvent (cH o3¢ ®s-6), uspaz Complied to Active pharmaceutical ingredient
<467>,EP general text 5.4, BP appendix VIl L, JP17 or Speciﬁc test (2 2)
supplement]l p.2634-40) T
5 | Polymorphism identification wansmaidu polymorph Aaanmeanen1ased
2. Aauaudanianaia

HanInsIieTzinun mduluaiw finished product specification uag Specification of

Active pharmaceutical ingredient (API) fi6798391nLdussURtUREINUY Feldaansilauss

dINNUANENITUNTEIMSUAEN NTENTNESITUEY MIlndusisuiildssdaaduadui

WiguwhwiselminTannsgrundsinsulamsunils nmuuseniansensIaIsIsaE 1304 53U

g1 WA, 2561 asiuil 6 SunaAu w.a. 2561 (asenialusivisamunyiui 12 nuaius
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26 N3A§IAN 2562)

< %/ 4
1AW e, Uszsungsuns 2890 L 0 30 nssunns

(uw.leBu Brinuanats )

ANENSIUANSAIMURTIEERE LR LA AMEN YZIANY

(ney.adan Tisna)

3B o T N STHANS

v

{ney.adsn lnada)

2




2.1 Finished product specification
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Specification of finished

product

Acceptance criteria

Pitavastatin Calcium

JP 18

In house

1 | Appearance

Complied to finished product

specification

Complied to finished product

specification

2 Identification

-Ultraviolet—visible

Exhibits a maximum between

Exhibits a maximum between

Spectrophotometry 242 nm and 246 nm 242 nm and 246 nm
-HPLC The retention time of the
major peak obtained in the
test solution corresponds to
that of the standard solution
3 | Assay 95.0 to 105.0 % LA of 95.0 to 105.0 % LA of

Pitavastatin calcium

Pitavastatin calcium

4 | Uniformity of dosage unit

Meets the requirement of the
content uniformity test : the
acceptance value of the first
10 dosage units is less than or

equal to L19% where L1 is 15.0

Meets the requirement of the
content uniformity test : the
acceptance value of the first
10 dosage units is less than
or equal to L1% where L1 is

15.0

5 | Dissolution

Not less than 85% (Q) LA. of
Pitavastatin calcium s

dissolved in 15 minutes.

Not less than 85% (Q) L.A. of
Pitavastatin calcium s

dissolved in 15 minutes

nuEng Dissolution test

N30 S1 (6) FRILARIANNSAZANUVDIMARELIR W38 BE19UBEAT min WaE max UDINI3
azanuuTl¥MsIuI each unit is not less than Q+5%

n5al S2 (6)5@«;&;«1@?1"1@58%0 12 i (S1+52) = Q% and no result is less than G-

15 %
6 | Purity :
Related substances :
® The amount of the peak NMT 0.5% NMT 0.5%
with a relative retention

AENTSUNIAMLATITALBURLARALAN YA G

By

0 LT [ o R UsEsuNTIuNIg

(uw.leBu Beshuanats )

(X J
2.a¢.«?3"a.,..........@;{:%.....msums

3, 898 e IS ATSUANS

(ney.adian Tusna) {ney. 475 dlnadn)
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Y9 | Specification of finished

product

Acceptance criteria

Pitavastatin Calcium

JP 18

In house

time of about 1.1 to

pitavastatin [Epimer]

® The amount of the peak
with a relative retention
time of about 1.7 to

pitavastatin [Lactone]

NMTO.5%

NMTO.5%

® The amount of the peak
other than pitavastatin
and the peaks
mentioned above

[individual

NMTO.1%

NMTO.1%

B Total amount of the

peaks other than

pitavastatin

NMT 1.5%

NMT 1.5%

2.2 Specification of Active pharmaceutical ingredient (API)

Specification of API

Acceptance criteria

Pitavastatin Calcium

(penta)hydrate

Pitavastatin Calcium

JP 18

In house

1 | Description

as a white to pale yellow

powder

as a white to pale yellow

powder

2 | Identification :

(1) UV Absorption

ANLNITUMIATMURT B BoRLAZ AN NYEIANZ

1B oo U3u5IUNTIUANT

(uw.leBu (Erdmuanads )

Compare the spectrum with the
Reference spectrum: both
spectrum exhibit similar intensities
of absorption at the same

wavelength

%

zade.. LT AR assums

(ney.afan lusng)

3. a9te o TS AT

(neyAds) alvdn)
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U9 Specification of API

Acceptance criteria

Pitavastatin Calcium

(penta)hydrate

Pitavastatin Calcium

JP 18

In house

(2) IR Absorption

it exhibits absorption at the
wave numbers of 3400 - 3300

cml, about 1560 cm'?, 1490
cm'l, 1219 em?, 1066 cm'! and

766 cm' !

Concordant with the

reference spectrum

(3) Qualitative Tests

the filtrate responds to the
Qualitative Tests(1),(2)

Test for calcium

salt

Meets the requirement of the

test for Calcium (3) of JP

Meets the requirement of

the test for Calcium

3 | Assay (on the anhydrous

basis)

98.0 — 102.0% of pitavastatin

calcdum

98.0 - 102.0% of

pitavastatin calcium

Assay of calcium (on

dried basis)

4.0-5.0%

4 | Optical rotation

AP B b 4045°

299 0% tg 4+20.5%

5 | Water content 9.0 - 13.0% NMT 6%
6 | Purity
(1) Heavy metals NMT 20 ppm NMT 20 ppm

(2) Related substances

the area of tHe peék,
having the relative
retention time of about
1.1 to pitavastatin
[Epimer]

The sample éghlution“i.s not more
than % times the peak area of
pitavastatin obtained from the

standard solution.

(NMT 0.5%)

the area of the peak
other than pitavastatin

and the peak

(

LAWE oo L UsEsunssuAs

( uw lggu @Aiuanaty )

The relative retention time of
about 1.1, from the sample
solution is not more than 1/10

times the peak area of

AN ATURTIBasEouarAud MY

71
.04
2.3908......... amy

NI

(ney afian lusng)

3R o LT DSTUANS

{(ney.ads) Alvwidn)
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U3 Specification of API Acceptance criteria
Pitavastatin Calcium Pitavastatin Calcium
(penta)hydrate
JP 18 In house

pitavastatin from the standard

solution (NMT 0.19%)

the total area of the the sample so{u’uon |snot NMT 1.0 %
peaks other than larger than the peak area of
pitavastatin pitavastatin from the standard
(total impurities) solution (NMT 1.0%)
- Desﬂuoro fmpurities NMT 0.15%
Individual impurities  NMTO0.15%
(3) Residual solvent Complied to Active

pharmaceutical ingredient

of manufacturer

7 | Containers and storage Containers — Tight containers. Containers — Tight
Storage - Light - resistant. containers.

Storage — Light — resistant

waewmes - NMT = not more than
* 99909 Dissolution wag Uniformity of dosage units Tluulenansianisaaziden

NAN1IASITNATIEY T lendassazideaiidusnasiilulu coa

~ nsdifsanzidsundanisidu (waive) Msnsavaeuiasesisienisia Wauuana
enasvdngusananilasueydide

- Drug substance specification AasanNluiAseviuasEnds drug substance %38
Tudiasnek drug substance vaagransrdniagy atulaatunis dainisnsas

AasEiaTUNIILaNMMLR

3. AsUsZEINANUSZaNSNINEes1A (Price Performance)

ALLBEARIULENETT 1389 NSUTEEIUANUSEANSNMEas1AN (Price Performance)

ARIENTSUNIMMUNS ez EanLasAuaN BN S

nIsuNTa 3. aedin ‘H/ N33dNe

Uszaunssunig 2.6

(wn.ledu Bainuanade ) (ney.Adan lsina) (niy.a%51 Flvda)
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4. wnansn g lun1siasan

nansllunsHATAMA N LT BIEAUENANS NS DU TS UMNIELATLBNENTANETAY

sapaluil

1)

a4)

duunenansifiuen nwlvg waz/mienwdinge
nangwmg: lunsandlvesuuuvasdefiionaisuaasdausldunsgniniunissuses

INAIUNINUANLATTUNITDIMITWAZEN AAAIIENUUTUDULY Tar155279 Tavinuld

Wguwihiuesuuuluruaeldlunissnyindy waslinsszydennuiounisidenls

Tuenansiiduen
AunionansuanidenuuRaINYBINTULEUTTY (Wnsenuazndasen) auiildrumadody
drundwetunsifousiiuen (Wuu n.e.1 vie 8.1) asunnmi wiouseazldunnn
dnuazianzyaeduiagliasdenununIgIuYeisnMIIATIEAEA (Finished Product
Specification and Analytical Procedures) fitunzidouls TnedasdradasnSuendivszne
N3ENTNAFITUFVIUTOMS o KNI svne

wume: nsalfiegseninsweiUdsuulawdlyisiinmsiwasdadmuauinsguls
aonAdesmUMTIETUsENMAsUTeI e TeaEas ed TN UANENTINN TR SLAZE
Tuwuudiunmvsudludsunlasmenmslunsideusifuet (wuu v.e. 9) wie duundive
uilaAsuudasonislungbousiue (wu o.5) indoududie
dunludfynistunsdeusnsuen (W ve.2 ve vu.3 wie ne.d wie 8.2 udusnsd)

4.1.1nsdifewdnlulsemelng (ne.2)

4.1.2 nsditeniniuiienisuisussglulssmelng (e.3)

4.1 3 nsdifenindrandausma (e a)

vangwg: nsdiinmsasuidauilulFueyynuaranuinds Tiuuudiuidvoudls
WasuuUassemslungifewhiue wuu n.e. 9) wie duudweudludsuudassionis
TunsidyusdusifeiugSusyg muazanuingn (W o.9)
drumiadesuseannigiunisnansinuvdninueiisnisialun1sndnel (Good
Manufacturing Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science)
laeviuae91u PIC/S participating authorities atiuaganusauN13nsI9aey duan153uses
friulszmauszmasadiannseiind lumsnefiAeidesiueiiiaus Ussnousie
5.1. dumtidasusownsgiunanangimundninueiisnisialunisnaninaausiae

a1egy (Certificate of GMP Active Pharmaceutical Ingredient (API)
5.2. #numiladeusemInIgIUAIHERI P INNANINAIIBNTAR UM IHERKA RS U9

ﬁﬂﬁﬂg’d (Certificate of GMP Finished Product)

ALZNTTUNIINMUAT LB OALASALAN BUZIANTE

@\/ Usesungsunis 2.asﬁfa............iQ’Z Mo NTINe 3. adfin w/ ............ AF3UNIT

( ww.lofu @asmuanade ) (ney.ada lusng) (ney.a@51 dlnwidn)
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¥V £ =1

6) Tunsalimdusnindrainanalseing duandesddnunidasusesnanin (Certificate of

U

pharmaceutical products, CPP) #3ani4d03u389n1591m1U18 (Certificate of free sales,
CFS) Tumnnenflauews aduagamuseunsniaasulasiiiaiusesteiutssmalsznie
ey

7) wiesgiuvestamvuaaua ningiudig1d1fy (Active Pharmaceutical Ingredient

Qs L3 o

Specification) wagnannmumendw3a3U (Finished Product Specification)

U

o = o o o

7.1 @1 UNNIRSFIUIRRUAIBNEALY (Active Pharmaceutical Ingredient Specification)
waruIns§IUNanSuaiand1i5a3U (Finished Product Specification) layssysnsien
(Pharmacopoeia) Mlid198emsiinseilasanasgiuedintesdaaduluaudasmun
wazmssIuensiaelusiselassemis awUsenansensisansisaa
S84 spymsen

7.2. 1141 drug monograph ?Ja&ﬁ”'dﬁ’amﬁ’]ﬁﬁg (Active Pharmaceutical Ingredient) wa

= s L3 o

NanAnMe1aL3v3U (Finished Product)

t = s

73 @ gAusau1d1Aty (Active Pharmaceutical Ingredient Specification) 13 @
wanseisnduiagu (Finished Product Specification) lsiusinglusinsen (Non-official
pharmacopoeia) Fasuansvdnguiefnasguvesmsiinnesiiulunudevisde
Taneluil
7.3.1 et munuazinasguresmsiassilushnovesUsamaiiduandnuas The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %38

7.3.2 Ao munuasinasgIuaIMs AT Eigia (In-house process) fiaenadasiy
ICH Guidelines %3®

7.3.3 S munnazanasguidluresmsiesgidimmualiludse ssele dsen
Wi AINUTENIANTENT AT 1309 SEUTIeN ﬁm%’ugwwmﬁuﬂ
(General requirement for dosage form)

@

wurEng: Taf1ruanuaIningAaudle1dfey (Active Pharmaceutical Ingredient

v}

Specification) uasnAnsusiend3agu (Finished Product Specification) 1781985211691
Werfusazatuifeady enciuwsnsdidseiidedmuauarunnsgiuresnsiiasien
e dngiudendfiey wie nandnsiendniagy

8) @lumilsdesusamanITIATIEA (Certificate of Analysis (CoA)) Tnemaslsznaume
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4.5. lulasumssuses GSP wse GDP 0
5 | anmsgrundndast (Fandaladanil) 2.5
5.1, Wusduuuy 2.5
5.2 WHO List of Prequalified Medicinal Products 2.5
5.3 Mnnseniiiisnede aglu Green book taut - Tyt 2.5
5.4 warsaiiasigiendiamiig 3 Lot. @nsnmalinsginsuyniteniussieniignsda) 2.5

o oy

TneveaufiAing 1ISO/IEC 17025 Alsiliidn

5.5. liulumudizte 5.1, 5.2, 5.3, 5.4 _ 0
wad & g 1 = = £ 2 P
6 | auaulAneaystlevisenisufjuiAnu (Fenteladonila) 4

6.1. nsdlondn teafunas destuanuau (Fandaladands)

¥

6.1.1. ussgluussinmidesiuues (nsdiumsgunduiniusey) was/vielasiuannutiy 4
(nsslnasgundumivizy) wasiinsseyliluussydawidaau asuiu

nadiifuendiussqluunaen faarnssyesn Lot No Yudueny nq wineges (unit dose)
uazdl Shdnusfiannanttsnuudam uasvudnenisosunniauuanseamiunsavs

vindagnndlssnudndauas ildldduanetnemsuioy
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6.1.2 Wuenudaliiuzaquas usideadasiuuas (nsdlunmsgunduiSuszy) uay/viallasty
A (Nsalnmsgrundusiiussy) dnsussgluussydamiouivun wilifinnsseyld

vuUIIIN seyawizluanansiniuen

05

6.1.3. Wugniussghuuseen fnisussgluussyiasitastunas (nsdlumsgrundusiiiy

&
ot =

) Uasiuanuiiu (nsdlsnmsgrunduiiuszy) faainseylieen Lot No Tuduey vneg

=f

wiletoy (unit dose) AsURIU & fdnwsfaunsarusenuwdine wievudinedlsay

UINATUSIU kil TNaamuasmInaanidnen

g
e o

6.1.4. usTgluusTAnsmnAsIuATUAI (Mafifvuslugaeutinaly) sasd aain
o < v oA i ' : - A w w J
FYPaen (Hamsen, ¥oen, AU VN7 Milegae (semi- unit dose) tazdl fdnush

#unsafUenUULEneT 30

T
v o

6.1.5. UTTTIUUIIUAMTIRNINETIUATUGI (uidmiusluruaud@mll) wazll aann
syYBe (TemInn, 091, ALY YN mbotes (semi- unit dose) Ul Fadnwsd

ANUNSATUIEU UL

1.5

6.1.6. UssgluuTTIAMAInULNAsuaTUdeLRmrualuguELTENalY)

6.1.7. ussqluussyfamilinsumunesgiusyy mudimvuslugaaud@vinly) u3s b

Uesauuas (nsalinnsgnundusiisy seylesiuuas) (bifiansen)

6.2. nidlendn /o1d/ndue (Gendeladani)

6.2.1. Wugidussydasinuindushsuszyasuiog vng miwdes
(vial/ampoule/waen/v3m) aanszytes Lot No Tuduey wnq wihedey (unit dose)

AU

o @

6.2.2. \lueniflussyiusianufitndudiniusey asuiu lame mielng (nded)

(un.loBu iEasnuanadn)
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6.2.3. \lueiussatasinuiinduiiussy liasudy 0
Fannsfn
inawsimsUsziiuganndadusiendaansiy ABLUL
. INUFIRMATNRANIE (Specific quality criteria) 85
1 | waiigadguammlieiusawan1siaieid (Certificate of Analysis ; CoA)
(AzlUY5 = U 1.1 + 1.2 +1.3+1.4) 0
1.1, anuduiusvesnafigalaunmvileosusasanisiinsizwsend ey (Certificate of .
Analysis of Active Pharmaceutical Ingredient) (idanvalndanil) .
1.1.1. COA ¥ngfiu fivisnes Supplier waz Manufacturer wazidutmgiuiisdnguiientu 25
1.1.2. Slaweved Supplier wag/v3e Manufacturer w3 ladlugunisndnmeai 0
1.2. waigeuamuamuiidesusomanisimseidaeiddiy (Certificate of Analysis of Active
Pharmaceutical Ingredient) (iBandaladouis) L
1.2.1.%390U Active Pharmaceutical Ingredient Specification ynaia e Supplier uag 7.5
Manufacturer uasfimsuanswaluguuuuiugy fia (Uag/viauaninanIsan szl
yradey impurity Tiamsanaunudaaylsidy Below Reporting Threshold (BRT)
%38 Below Detection Limit Uaguaning Reporting Threshold e Level of detection
lludasievie) snviu ¥da Physical test, Description, Appearance, Identification
ARENITUNMINTALATIEALBEALAY AN WL lOWTY
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1.2.2.059AU Active Pharmaceutical Ingredient Specification Nn¥a1Us 984 Supplier #38 6
Manufacturer uagiinsuanssalugluuuiaiey (uas/Miouaninan)sainTIsluy il
Lo impurity &wﬁdmx@:xn&\ﬁminm&t Below Reporting Threshold (BRT) %39
Below Detection Limit azianin’) Reporting Threshold %3a Level of detection Tuly

Fipseve) waviu Wade Physical test, Description, Appearance, Identification

1.2.3. 954U Active Pharmaceutical Ingredient Specification yn#ata vvas Supplier was 3
Manufacturer wiifinnsuansualugukuu “Conforms, Complies, Not detected, N/A, =,

<” gariu Wite Physical test, Description, Appearance, Identification

1.2.4. 9531 Active Pharmaceutical Ingredient Specification n¥ate 903 Supplier %38 2

St A ey

Manufacturer @majsmsazmﬁﬁd?dd “Conforms, Complies, Not detected, N/A, =,

<” gAriu e Physical test, Description, Appearance, Identification

1.2.5. #54fiu Active Pharmaceutical Ingredient Specification ¥a%adia 493 Supplier 38 0

Hpbld B

Manufacturer wa lusdaddaudu Assay, Related compounds (Hudu dnisuanawalu

MSE,C “Conforms, Complies, N/A, =, <7 (Lsiwasas)

1.3. anuduiusvesnaiigrununmmisdeiusesmanislinsieiendniagy (Certificate of 2.5

Analysis of Finished Product) (Bantaladania)

1.3.1.COA finished product l¥ingaugunisadniieniu COA Active Pharmaceutical 2.5

Ingredient Specification

1.3.2.COA finished product laflaingRusunisudaifieariu COA Active Pharmaceutical 0

Ingredient Specification
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1.4. waiguiRuamvilsdesuseswaniriniegiendnsagy (Certificate of Analysis of Finished
2 =t 7.5
Product) (tlAandalationil)

1.4.1. »59U Finished Product Ingredient mvmn_mnm:o: YNUe wag Insuansnaly
sunuuie (UazvSeuaniansinsiedluuneiateui impurity anIsovaumy
#aiavlgley Below Reporting Threshold (BRT) %58 Below Detection Limit Uasuand 15
A7 Reporting Threshold %38 Level of detection luludiasizsier) vndu Wide

Physical description

1.4.2. #1391 Finished Product Ingredient Specification nviade ud Inmsuaniwaluguiuy

“Conforms, Complies, Not detected, N/A , =, <” 8Aiu Wi Physical description ‘
1.4.3. @54nU Finished Product Ingredient Specification nwte wd Tuidaddyaiuiie
&1 LU Assay, Dissolution, Related compounds 1w dn1suansnalugiuuy 0
“Conforms, Complies, N/A , =, <” (luWe15047)
2 WgaiannmnsAnEIANUALA (Stability data) (iFandaladawis 2.1. wia 2.2.) 7

2.1 3ﬂ%ﬂ%&gm@amﬁéiﬂigagﬁ (In-use stability) 1Wu e erfinaureuld srveenm 7
Hudiu 3o nsnedeumsvnuUIrsadneuay/v3e In-use stability Tugdin Wusiu
(ASUUUTIN = 99 2.1.1. + 2.1.2. 5998 2.1.1. + 2.1.3.)

2.1.1.ms@nw Long term stability (iFanda ladauia) i

1) fin15@nw1 Long term stability fianazdaifiu (Storage condition) eghatios 3 FUN13 4
wdn vie Whiluaadervuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +

5% RH) n3difiensnsniumafinuléiniu ASEAN Guideline diosuuu Stability protocol

w38 vingruiilasuniseudfiann eu. Mfinanisdnwasuaigenfidiualivuaain Taeil

meenﬂgdmﬁzsﬂm?rm%gmumemjﬁeurmfu

JAsgsnungsunig N33UNN5 3, BUD worsismsnm o ETHANS
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WANI3IFNYT On-going stability Uanda uazuaainan1insindimsiziiduney snli

= '

Wt physical description wezilvhdomInaaauasuiag MuFIIEINE98e (Lu
USP, Ph.Eur, etc)

2) fins@ne Long term stability fian1aedmifiu (Storage condition) aghatiae 3 JUMs 1
uan_usliduluanuderiimualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsdiftamnaaiiunsdnuiléniu ASEAN Guideline fosuuu Stability protocol
vde véngiildsuniseysiaan . ffinanisinwasuangeiidimusiuuaamn ned
HaNN3ANY1 On-going stability Ya g uazuansranisasainsgidudiaay aniu

v w = i i N v ° Ay o
298 physical description WaZIFITOMINARDUATUNIU AIUFISIE1 781989

3) fins@ne Long term stability fian11edaLiu (Storage condition) adnstine 2 JUMS 3
nan dulanudorivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) fnansAnwiasuaneeniitmualiuuaain uslsifinanisdne On-going stability T
d1gA uazlkanuan1InirTeniduiaay anviuiido physical description wawdl

PIUDNITVAADUATUAIU FIUAITIENND1959

4) #n1sAnw Long term stability ﬂmbjum@md (Storage condition) agatoy 3 M_ﬁaj 1
ran Uulumudeimueluy ASEAN Stability Study Guidelines (30 + 2 °C, 75 = 5%
RH) finan1sinenlidasuangendifimual fuaain weatinansing On-going stability T
a1ga wazuanaman1InIinTeiiludaay enviuide physical description waydl

PIEAITNAABUATUN AU ANUFIS181NE19849

5) finsfnun Long term stability fian1nzdnifiu (Storage condition) sehetios 3 FUNTT i
wdn 1Wulumaderwiunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%

RH) mzm3mmmﬁ,_,_.nmm:m#._Smmé%ﬁcggm wazlifinan1s@nw On-going

ENITNNTT JﬂﬁﬁmgemermmgFmsEEMEdEuEﬁgu
/

\&YO L NIIUNS 3 adfe . w % LA53HAT5
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stability Usgn uazuananamsnsiviesziiliudaey sndustate physical

o 2 12

description waziifitan1imadauATUAIU MILFEISIET8719D

6) {in3Anwn Long term stability fian1azdniu (Storage condition) lainsu 3 JUNITHEAR 0
usiulumudoriwualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH)
mzm:jm:@\_ﬁ%mcmﬁmﬁmé%ﬁcxwmﬁ WHANAN13AN®YT On-going stability T
8140 LazwanwranInsIviinssiduiaay entiuiate physical description wagdl

PFUBNISNAFDUATUAIU MIUAISIEI RSB

7) fin1s@nw Long term stability fign1nsdaiiu (Storage condition) aehatias 3 JUNIS 0.15
wdn waliifuluauderinunly ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) mzmBmmzfsMcmgﬂegm%sﬁsﬁcﬂwm\s walaifinan3dnen On-going
stability Ydngn uazuananansasivinsziiliufaey enduide physical

= e 2 v

description LagliiUon1sMAABUATUAIU MINFNII817T191984 BE19UBY 3 JUNTTHER

8) #n"13fnw1 Long term stability fian1azdiiiu (Storage condition) aehstios 3 JUN3 0.5
uas wilisdulumudaiivunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) finannsAnuiasuangeiidvualivuaain udlsifinanis@ng On-going
stability ﬂm.‘_m,_s ;marrm@azmzjsﬂgmﬁﬂm%@x Conform, Complies, Not

detected, N/A untiuite physical description waziiiidonisnadauasufiou oy

AN518IND 198

9) fn3finw Long term stability Taiiuluany ASEAN Stability Study Guidelines, @nw 0

o

asuangefifmualivuaan willidansneaeuldasudau mudiseniensds (W

wWo5049)
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10) #n13Ane Long term stability fiflmanisAnwnlsiasuaigeaiinivualivuaain wisdl 0

P7an1sVREa UlLATUAIUMNUASIBNTBN98S WIBNANTTIATIZIT i UANILN AT
97989 Wve liuanwman1snsadnsziiludiaes pnliuide physical description

%59 ldfinan1sAnwn Long term stability

2.1.2.05Anw7 In-use stability (Fandoladonids) iy e18n erinaunouls 3
1) feyamsAnmaruashunsdaldmufissyluonatstifuaasufumnaisazany 3
2) fffeyansAnsanuasiunznldmuiiszyluenaisiiuudliasuiumn 0.5
asazany
3) lifivayanisAnwinnnuasinueUaly 0
2.1.3 ManeaeunsinuUndudag (Splitting Tablets with Functional Scoring Test) wag/
w39 In-use stability (Fenteladewidy): nadlende (Tablet) ;.
1) vinuvadaenld Wnendsesunn (Fnuderdld) wasimemaaeunisinudeesadaen 3
(Splitting Tablets with Functional Scoring Test) ¥3anan1snAgaUANUAITIvELLln
eniisinudarsadingn (In-use stability testing) AsUMLdafMuAve T8N Baity USP
v3o US.FDA waz/v3a finmsvaaeu impurities Tugfiinuus lneviesufiifins ISO/EC
17025 flsilegindn warlnglssugidnios
2) Fnutadinenls dinerflsesunn Ghuderdald) waziinmsnaaaunisdnudsrdadae 1.5

(Splitting Tablets with Functional Scoring Test) MAZHaNITAADUANLAIFIVBILIN
gTivinuUsmsaingn (In-use stability testing) Asunudofunuauasisd1s Wy
USP 38 US.FDA
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3) Fnutasinenls Waothifisosuin Ginuumsals) waiimsnaaaumsinuliasadag

(Splitting Tablets with Functional Scoring Test) uaz/¥5odHANMINAADUAIIUAI? e

yaainenfivnuuinsadingn (In-use stability testing) ATUALTBATMUATDIAT1D1BY

Wiy USP %58 US.FDA

4) nssisnuvasinenld Weendsesuin Fnuvaesald) lufinnsneseumsvnuuieiadag
0.25

o owa o

lsifiuanagourunssn wialinsneaeurunsilngviesUURn s v sEREn

5) luifisesunnl uarnuladinele 0

el &

2.2 nsdinflasudiudioadinnuasiiuaidald (In-use stability) wiasrivuinuussinen lulite 7

' L @ = =4
Ustlunisiinidnen vise eunvya

Ms@nYn Long term stability Gandaladouds) 7

1) fin3@n®1 Long term stability fianedaiu (Storage condition) ag1stes 3 UNNT 7
ndn Wulusnuteniviunly ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) ns@ifianansaiunisfinelénnu ASEAN Guideline #ipawuu Stability protocol
vive vanpuilifuniseysifain ee, fifiuansdnsasuengeriiiuusliuuaain Tned
HaN15AN®T On-going stability Uanga uazuanmanmsnsdeswiiliuiiay sniiu

= o Y I3

#tfa physical description Waviihdensvinaauasuliau Aum131E1NE98e

2) finsAnwn Lone term stability fian1azdmiu (Storage condition) athedfas 3 Juns 55
nan Lituluaudamvunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%

RH) nsaiftanunsariunis@nulému ASEAN Guideline $asuuu Stability protocol wie

wingilssumsoydiiiann oe. MlinanisAineasuangeiidmunalivuaain lnedna
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n13ANY1 On-going stability H_m.._m“S LAZLEMKNANITASAUATIZVLTUAWAY 8nUTNIYD

physical description wagdFdan1sNAEEUATUAIU MNFI1ETI0N9B4

3) fin1sAnw Long term stability fianmzdauiiu (Storage condition) athatios 2 JUNTT 5.5
wan Wuluaudeimunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) rzmadm:@gﬁcméa\gBgtgfccmmi walslfinansfine On-going stability T
d1gn Lazlanian1snsdeseiiludiaey sniufateo physical description wagdl

UENITVAFBUASUBIU MUMTI8I7D1984

a) finsfnw Long term stability fian1azdaufiu (Storage condition) aghatiay 3 UM 2.5
uae Lidluluaudionmiualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finan1sAnwiasuangeniidmualiuuean uelaiinamsdnum On-going stability
mﬁs warhanIman1InTIenziduiaee enduide physical description wawdl

o

WITONISNAHOUATUL U Ed,_sjgmgﬁmﬁ@a

5) {in1s@nw Long term stability flan1iz4nuiu (Storage condition) aghatins 3 U3 15
uaAn Liduluenatonunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finamsAnwasuangeniiiwualivuaain udlifinans@ine On-going stability
8180 UAZWANINENINTIVIATILMTY Conform, Complies, Not detected, N/A

#NLIUWIYe physical description wazlivhdonsnaaeuATUIY MUMSIENTE9E4

6) An13fnw1 Long term stability Taifulunnu ASEAN Stability Study Guidelines, @nw 0
AsuangenTimmualiuuaain wilidonsmeaevliasudau mussendiéneds
Wa13047)
7) ldflenansnsdinen Long term stability (laffia5as7) 0
3 | naigevnunwIaINYUEUITYiaudEen usTadneiuazaan (Package & Labeling) 3
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31, mMuuguTIy uas aanilfuasiBeansanufitunsideue 3
3.2, MAUEUSIY vi3e aandneaneamsenuiitunsdouen 0.5
3.3, MYUEUTTY WAy aennilsngasBen [yass nnuiitunsieue 0
4 | anuwidisalunisirtasnuniueadunuy (Therapeutic Equivalence): (AsguWs3 = 92 15
4.1. 38 4.2+ 4.3+ 4.4)
4.1 duerfiusuy 15
4.2.auwinifieaiuvaandnssu (Pharmaceutical equivalence: PE) v3aindunssuauya i 5

iendAReI Allauinanuess wazgluuuesediy leewunsgiudeivunmiiouty

= =1 ] L7 =4 ¥ & hﬁ
WsoLg Uity (tHande lndavile)

4.2.1. \usanigadanusinflestuiveduuy: Senansfigadhannsodsuunme 5

o

aunuule @18waderinuauesienasidestiulunistungidouenlut/enaniay wou

ASEAN HARMONIZATION)

4.2.2. WflnnuwidisamandsnssuAueduLUy 0

4.3. unsFusesalniussyasluenansiwedeld (Fendeladenil) 5

4.3.1. Wusfuwuy vie englayiilifuussqlu USFDA Orange book wialdsunsiusesan
EMA F1anansaddsuwnueaunuuls daumindsalunistidasnundusnduiuy 5

(Therapeutic Equivalence)

4.3.2. Jueuwuuvionandey Allsnetenanius lunldosensndadosietandylmial

= ¥ o <) Lrd U t ¥l N
anuiAsuiulunsUinsneiuenfuwuy (Thai Orange Book)
4.3.3. lilinan133uses Therapeutic equivalence 0
o s = L
4.4.1pna15n7nuen (Bandeladeanile) 5
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4.4.1. Jueuwuu vive dveudldveen muilafvoyi@nndriinnuauenssumsemmsuas | 5
g Awiifsaduersunuunimiglulssnalve wazideyadu Nasuniu eatuayy
nsldeegeaumana muwumidlunisisienaisidueimudennaeniuy

(ASEAN Common Technical Dossier : ACTD)

a.4.2. fevdlduaser munlasuayi@andrinenuanenIsunsemskaze Aviisuiue 3
susuuismelulssmalve we liduluany winndumsdaritenatsiiueima

Jaanasodeu (ASEAN Common Technical Dossier : ACTD)

4.4.3. Yeusltresen mudlssueyifandiinnuanznIsunsenuesen Aesndteduuuy | 0

5 | dayaussansnwlunsine nsfny/Adeneedtdn (5.1+45.2) 30

5.1. n1sAnw/Aen19nanun (danvaladanila)

5.1.1 gn@uluy Alandanasn1sitenieeddndiulsedvsnnnaranulasnduvasenlunis 25

Shwn snudaudlavaseniilasuaysls

5.1.2 \Wueifiienansiusesndalaegndninediu gasdiuieniu dngRvannuiaaineiu 25

AszUIUNINERLaYAIUANAIINIH Taudly Tamasseds Yevhuldidudiaaiu endunuy

5.1.3. grain fAnw/ATenimatneiulseansnmnasmiulasnfgvesentunissnyl iy

saudldvnaen Wisuieusuendunuy Aldsunisanawlunsansmensunmeinay
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