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208168: Pitavastatin calcium 2 mg film-coated tablet

1. pruaaiiBivialy

11 juuuy Wueudaniouiiay (film coated tablet)

1.2 dwlseneu 1w 1 Win Uszneuse Pitavastatin calcium 2 mg

13 meuzussy  usIqbuuslaaiin (well-closed containers) Hoatunrimiu

1.4 @an - uneen ; seyFen1sen Jeanslymneen au1anaause sEyTununenguaz/
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1.5. nanaaeuaman vl
ey = . a0 &
1.5.1. pruantfves Tablet finsuanina/n139573 Universal test Assialuil

¥o Test i 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)
oo v . o (Foaeauralafiduinni Reporting threshold)
USP<2325 <233,<22325, BP supplementary chapter v | VN8R : 1911391529 heavy metal 19l quiiviuasuimun
0, P geneal tax 520 muUszmelunvisangunn

5 | Microbial limit test (taw1e 3 lot Complied to finished product specification or
w3n) 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

1.5.2. ﬂmauﬂﬁ“ﬂm Active Pharmaceutical ingredient i suansna/n15»32a Universal test
L2 1 J
sasialuil

D) Test Acceptance criteria
1. | Description/Appearance ' Complied to Active pharmaceutical ingredient
| specification
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L) Test Acceptance criteria

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,038,03D(R1), Elemental impurities in drug
products, FDA guidance for industry (August 2018),
USP{41, 82)<232>,<233>,<2232>, BP supplementary
chapter IV Q , EP general text 5.20)

G Ui s Meets the requirements

- Inorganic impurities Meets the requirements

(Elemental impurities
analysis) or
- heavy metal (USP39, 40) NMT 20 PPM

Complled to Active pharmaceutical ingredient

<067> EP general text 5.4, BP appendix VIll _, JP17
supplement1 p.2634-40)

5 | Polymorphism identification wamen15ilu polymorph fasnInaenI1ased

or specific test (2.2)

2. auanUANnAlla
HaN1ITITIATIEsiRnn M TUlUANY finished product specification uaz Specification of

Active pharmaceutical ingredient (API) fignaaannindasinfuatuiiaiu Ssldaamedouse
ANUAMENTIINSEMSHAYET NSENTIANSIAY TenduiuRlirBeatuatud
Wieuwivelmiminunsgundaiiuladisunis saszmensensisansisagy 5o sy
g1 WA, 2561 astuil 6 Suanau wa. 2561 (aeUssmAlusiaiauam iU 12 nuanius
2562) waE SryYFTIE @UUT2) w2562 aaiudl 3 mangAu 2562 (asUszmalussisamuneiui
26 NINYIAN 2562)

2.1 Finished product specification

D) Specification of finished
I Acceptance criteria
Pitavastatin Calcium
JP 18 In house
1 | Appearance Complied to finished product | Complied to finished product
specification specification
2 | Identification
-Ultraviolet-visible Exhibits a maximum between | Exhibits a maximum between
Spectrophotometry 242 nm and 246 nm 242 nm and 246 nm
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48 | Specification of finished )
Acceptance criteria
product
Pitavastatin Calcium
JP 18 In house
-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 | Meets the requirement of the
content uniformity test : the | content uniformity test: the
acceptance value of the first | acceptance value of the first
10 dosage units is less than or | 10 dosage units is less than
equal to L1% where L1 is 15.0 | or equal to L1% where L1 is
15.0
5 | Dissolution Not less than 85% (Q) L.A. of | Not less than 85% (Q) L.A. of
Pitavastatin calcium s Pitavastatin calcium is
dissolved in 15 minutes. dissolved in 15 minutes
Ma1ewWA Dissolution test nstl S1 (6) ApswanrnnisasatsvowAaziln Wio DE1DEA MIN kAY Max T8INTT
avmeNIliNIIVH each unit is not less than Q+5%
nsel S2 (6)psaniAaduYes 12 Win (S1452) > Q% and no result is less than Q-
15 %
6 | Purity :
Related substances :
® The amount of the peak NMT 0.5% NMT 0.5%
with a relative retention
time of about 1.1 to
pitavastatin [Epimer]
® The amount of the peak NMTO0.5% NMT0.5%
with a relative retention
time of about 1.7 to
pitavastatin [Lactone]
® The amount of the peak NMTO.1% NMTO0.1%
other than pitavastatin
and the peaks
mentioned above
[individual
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Y@ | Specification of finished
product

Acceptance criteria

Pitavastatin Calcium

JP 18

In house

B Total amount of the

peaks other than

pitavastatin

NMT 1.5%

NMT 1.5%

2.2 Specification of Active pharmaceutical ingredient (API)

48 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

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

(2) IR Absorption

it exhibits absorption at the
wave numbers of 3400 — 3300
cm’, about 1560 cm *, 1490
cm?, 1219 cm™?, 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

Meets the requirement of the

Meets the requirement of

salt test for Calcium (3) of JP the test for Calcium
3 | Assay (on the anhydrous 98.0 — 102.0% of pitavastatin 98.0 — 102.0% of
basis) calcium pitavastatin calcium
Assay of calcium (on 4.0-5.0%
dried basis)
4 | Optical rotation +22.0° to +24.5° +22.0° to +24.5°
5 | Water content 9.0 - 13.0% NMT 6%
6 |Puity
(1) Heavy metals NMT 20 ppm NMT 20 ppm
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0] Specification of API Acceptance criteria
Pitavastatin Calcium Pitavastatin Calcium
(penta)hydrate
JP 18 In house
(2) Related substances
the area of the peak, The sample solution is not more
having the relative than % times the peak area of
retention time of about | pitavastatin obtained from the
1.1 to pitavastatin standard solution.
[Epimer] (NWTO5%)
the area of the peak The relative retention time of
other than pitavastatin about 1.1, from the sample
and the peak solution is not more than 1/10
times the peak area of
pitavastatin from the standard
I e SO ML
the total area of the the sample solution is not NMT 1.0 %
peaks other than larger than the peak area of
pitavastatin pitavastatin from the standard
(total impurities) solution (NMT 1.0%) [ l
Dgfﬂuoro impurities NMT 0.15%
Individual impurities NMT 0.15%
(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

WUYLYR NMT = not more than
* %190 Dissolution Wag Uniformity of dosage units TAkuULONATHAAIIIBAZLDEN
NaN395293A51e madildudsneandeaiidusiaulilulu coa
- nsdilaansidoundanisiiu (waive) nasasasdeuiasizisienisle Wdunans
lnanvangussnamilasueyiRcne
- Drug substance specification #3130191nlUAATIEvEENER drug substance 3o
TuliAsresf drug substance wasgndnerd 33y adulaadunils Fsiinnsmsia
Ainsesirsuynihdeiifmun
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3. n1sUseuAUszans A measna (Price Performance)

S18azduAeULeNaNT 15849 NsUsEuAUsEaNS A Meas1AT (Price Performance)

4. wnaTN Y IuNITNRITAN

inasililunisiansanauameliiFssdifuienarsnionssymnelavienarsnuaiu

o 1 é’
famaluil

1)

3)

4)

5)

Lae

duenansmiiuen nMwilne wag/MmIsnedangy
=l | v T v oq al )
vanewn: lunsalfifldedunuvasdesiionarsuansdousldveeniiiiumsiuses

PndinnuaugnTsINMIeIMITHazeT Tkanvietuidoudld denissete devinuld
dieuwihAusdusuulumnaeildlunsinvivinty uagiinnsseydernuiiteunslidenls
Tuenansmiiven
funenansuanennuuLRAINYBINMTNLUTTY (knaeuasnaaden) auitldtungdeuld
durdvotunsieumiue (wuu n.e.1 vie 8.1) asuyand nfeussazidenqa
dnvazianzvewidiiigiuardor muauinsgiuresiinisinsievion (Finished Product
Specification and Analytical Procedures) itungideuly Inefsdradadriueriiuszne
nIENIRNAS1ITMgUTUTEMmIBnndUsEmA

vanewme: nsdifegsznitveilasuulaudlyisinneiuasderuuauinsgiuli
aonndesmusinneniiussmasusesvierneangadediinnuangnssunse s Laze)
TuuudiundwaudluAsuntamemslungifeuiiug Wuu n.e. 9) vie duurfae
udluAsuuasmenislunadewshiue wuu o.5) iwdeufuse
duluddgymstungifouiiuen (Wuu vie.2 wie ve.3 vie ne.d vie 8.2 udusnsd)

a.1.1.n3dmanluUTEmMAlNY (M8.2)

4.1.2 nsd@ifgnindifemsuisussqlulssmelveg (no.3)

4.1.3 nsdiemindhendssema (ne.4)

wangg: nsdinisuAsunUasudludFueygauaraniuiings Iiuuudiundveudly
Wasuwasmenslunzdeuiiuen (wuu ne. 9) vie duiundesudluasuulasenis
TungloussueifetuiFuoygnauazaniuiings (W o.9)
dumdsdofusoaninsgrunisndnermrundninueiisnasialunisndnen (Good
Manufacturing Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science)
Ingvuagau PIC/S participating authorities aUUANEARNINTOUNITNTIVABY HHANITIUTE
feiudssmausemesiadidnnsednd lunnafiadesiuefiaue Usznause
5.1. duumfideiusennnsgiunisuangInumaninaeiIsnsfialunnaRTagRuf e

érgy (Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. duumisdefusennasgunsHAneInundnInueIEN SR TUN TNARNAR Susien

@593 (Certificate of GMP Finished Product)
lunsdimdusnindrandnasema uandesdiduumilideiusomansioei (Certificate of
pharmaceutical products, CPP) #30%14885U599n15391M1U8 (Certificate of free sales,

puEATIIMSAIMUATEAHBURLasANE N YMEIRINE
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crs) lumnaendiausue atuaganuseunnsaasulasiinaiusesdeiulsenialssnan
el
7) wmsgruvedtefmuanuaniIngiuiiendinsy (Active Pharmaceutical Ingredient
Specification) wavnansiauiendiiagy (Finished Product Specification)
7.1. dwurnnnsgruingaudaignd1Agy (Active Pharmaceutical Ingredient Specification)
wagunsgrunandusiandsagy (Finished Product Specification) lagsgym151e1
(Pharmacopoeia) Mld8198amsinseilagunsguetwsasoadulunudarimun
uazansgIuveInIseesilumseiladsemis auUseaAnsENsIsasITAY
389 spyshen
7.2. @141 drug monograph '?.lmﬁ’:\‘lﬁ'm’]??'lﬁ'mu (Active Pharmaceutical Ingredient) uag
wansTewiendnusagy (Finished Product)
7.3. n3@fTe gAudie1d1Aty (Active Pharmaceutical Ingredient Specification) ¥3®
wanstuierdn5agu (Finished Product Specification) ldusinglusisen (Non-official
pharmacopoeia) c?faaLLamwé’ﬂgﬂudw'1ﬁmmgwumaamﬁmi']sﬁl,ﬂulﬂmm’l’awﬁﬁa
Tastaluil
7.3.1 idorimunuazinasyureanisiiaseiludinenvesussvaniduaninues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %38

732 e muauaznAIgILYeINITIATIEENAR (In-house process) Tidaapdaariy
ICH Guidelines %38

7.3 3 dofmunuazanmsguialuresmsieneiismnlilusen disedla dsien
Vi AUUTENIANTENTNASITRAY (309 T2YFMTIE7 ﬁﬂﬂ%U;Uuuuaﬂﬁuﬂ
(General requirement for dosage form)

nugng: dafvuaguaningiuiiendfny (Active Pharmaceutical Ingredient

Specification) uazn@nsiausiendn3a3u (Finished Product Specification) A58138s N85

iWerfunazatuieadu enduudnsdiidaenddofmuauagunnsgiuveansiiased

W IngRudedAny vse ndnduienduiagy

8) duumideiusowmanTiATey (Certificate of Analysis (CoA)) lnedaeussnausiy

8.1. dunuilsdesusemansinsemingausiendidgy (Certificate of Analysis of Active

Pharmaceutical Ingredient (API)) lagfnausznousiy

8.1. Lawmidesusewan1sliaswingiumendifiey vesndningausaendifey
(Supplier)

8.1.2. dwwmilsdesusasmanisiiasieiinguiendify veaiudendnsiusiednsagy
(Manufacturer)

8.2. dnumifidedusamanisiiasizvinandasiendnsagy (Certificate of Analysis of
Finished Product) vas{nasnxansiusiendsagy (Manufacturer)

8.3. nmstuduANudIINITEHINTUMIKAnVDIIRgAM IRy (drug substance)

] = a o ow '3 = H { = 1 {1
uag jumswanvesnansuaduiogy (finished product) Al lumskanejuidaoy

prugnssunsivuaseas dunLasAudn vLRIaNIE

(4 P A 4

/ o I/ .

- 4 ] d
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9) duenasuanianisAnyANAL (Stability data)

9.1. dUBnENTUERINANSANYIAUAINITEELETT (Long term stability data) $1147U 3
JUMIHER

9.2. d1LUBAANTRAANANITANYIAIINAIA IUAN1ILLIY (Accelerated stability data)
U 3 JUNSHER

9.3, AulonasuanHanIsAnmkansieraunsainuiadaenld 1 ga dnuiudna
UsgAvBramssnw (nsdlende) (6nd)

9.4. nsdifuenfidesazats Adernneuld WdnunenaisnanisAnwminuasindanis
avalgwaz/M3n Woa / vdadald lushazaneenee asudiunazaenndediuienais
ffiuegn (In use stability data)

10) dwmifadedusesnansusiondusagu (Certificate of Pharmaceutical Product) Llannzen
dnthululszmelng

11) dwmdnguauauyavesndnsingien (Bicequivalence) lagwanisAnwiAuALYAYEY
nanAusien (Bioequivalence) 1uluaudiafiivunm ASEAN Guidelines for the Conduct of

Bioavailability and Bioequivalence Studies #3® gilon1sfinwdauszaninauasdauya

waanAnnsien nsgnsnanssage Tnsanduviomhsnufinudiauaiildumsiuses

9 dinnueuzassumsemisuasen atutlaguu (hsdlbildeduuu)

12) dwmilade fuseannsgrun1sufeRnundninasiisnsialuieaujuiinns Good

Laboratory Practices (GLP) ‘Luniﬂﬁ'ﬁ’lm‘iﬁﬂ‘m%daugaﬁﬁhaﬂimﬂﬂ

13) duunlsdefuseunasgunisiiuinvuagnsenesmuvdninasismsintumsiivsawm
warnIz¥e1881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) flauesmiesdwineg ooy 3 mieusTyie

15) duumiedosusennasgiuiesufifinig ISO/IEC 17025 usremseiiave (i)

16) denansuansteyanislasunisussylu Green book vesnsuANeIMARTNITUWNE (13))

17) dnunenarsuansdayanislisunisussqlu Orange book 989 US.FDA. %38 European

Medicines Agency (§74)

18) nsellildendunuuesuansnisinwmienddn (Clinical trial) vaseluvssmelveiuansd
nanneddnvesenussuiisudivesusuunasiRusilusansnansunmg (@i

19) ANSAUSUIITYFITUNLNIUANUUTLNIFANENTSUASHAILISLUULVTIR 1599LNU91958555Y
¥ 1 = = A A ol
IMEATANASUAIVIBEIVBUTEINALNG W.A. 2559 NIDTILTITUDUY NABARADINU
Uszna (6d)

5. Reulvduq
1) swiesdiongwmislidesnin 11 Junniuiideauen
2) smnavnisanidweulvunlsmeiviaszdesdiuimivdesusewanisiiasey
(Certificate of Analysis (CoA))

AugnTIINIAVUATITas BuALALANTN BEIaNE

A =
T
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3) fngazeailudusausuasudiesindune gviedeioniadenan mieuminnu
1IN

9 wnlsmewranuilgmannmainednfusiuazdesnsdmaiiedinseigunimn
Swiherdadusionasdudfuisveumldsrslumsimssinuamen uasdwnludnou
gnauilesevAuLAlImeuna

5) favenm(Euie)Busenbisniandygneuasuimmg il
5.1. winfimsduasaiiasgiannnsiingimaninsunndudinansinseilidulua

1
(]
o
il

AT

5.2. nadinandasienviaignidsnifvAunniswainlaediniuamunssINMseMTLaLE

5.3 nitﬁwui'Jrgquumwmmiamﬁ’mﬁﬁawddNac&iaﬂizﬁw’éwaLmszmﬂaaﬂﬁmias:{ﬂ'mﬁ
19suen

5.4, nsdifinaznssunsindunssuuarnisiidadngteenaindyden Tsameruiavesnidn
mdsdoulundedal
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