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Pitavastatin calcium 4 mg film-coated tablet

1. 0w Pitavastatin calcium 4 mg film-coated tablet
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3, qruanUaniaumaila

nanmsiaszigunmiduluniu Finished product specification  wag Drug  substance
specification  i81eBeanindwsiiuatuifeadu daldeanadousedninnuanenssunisemisuazen
AsEnTNANsINgY Tetndushiuildiedaienduatuifieuwivielmininnasgrunduiulasisu
VI PNUTEMANTENTNENEITIAY 309 SYYINTIEN WA 2561 asiuil 6 Suau w.a. 2561 (AsUsznne
TuswAanyune Juil 12 quatiug 2562) wazUssnANsENsINas1seiae 309 sEysen @UUT 2)
WA, 2562 aatufl 3 NINYIAN WA, 2562 (aeUsznAlusIgALUAY Fuil 26 nINNIAYL 2562)

3.1 Finished product specification: JP 17

i Test Items Specifications
3.1.1 | Identification Meet the requirements
3.1.2 | Assay 95.0 - 105.0% of the labeled
amount of Pitavastatin Calcium
3.1.3 | Uniformity of dosage form unit* Meet the requirements
3.1.4 | Dissolution Not less than 85%(Q) of the
labeled amount of Pitavastatin
Calcium is dissolved in 15 min
3.1.5 | Purity
-Amount of peak having the relative Not more than 0.5%
retention time of about 1.1 and about 1.7 to pitavastatin
-Amount of the peak other than pitavastatin and the Not more than 0.1%
peaks mentioned above
-Total amount of the peaks other than pitavastatin Not more than 1.5%
ASSUMS

(un.oylin  2ediiey) (ney.duniu winAaiess)
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3.2 Drug substance specification: JP17

& Test Items Specifications
3.2.1 | Identification Meet the requirements
3.2.2 | Assay 98.0 — 102.0% of the labeled amount of

Pitavastatin calcium calculated on the
anhydrous basis

3.2.3 | Optical rotation +22.0 to +24.5°

3.2.4 | Related substances

Total Not more than 2.0%
3.2.5 | Water content 9.0-13.0%
3.2.6 | Heavy metals Not more than 20 ppm

WA - *seyiate Dissolution AU Uniformity of dosage units Wiuuuienansuanssigasidenna
nMsnsI9aAse mndilaudslilulu CoA
- nsdifiaansfeuudinisiu (waive) nsassdeviiasgidenenisleldduuansienans
wangufananilasueyie
4. Fovledu q
4.1 wnansmslafuoygntungfouiiustes minslulssmelng uazduns (declare)
WWEINER

411 dhdymstunadewiiue (e.2 e3 ved v3e 62 udusinsd)

012 Tumvetunsdousn v 1/6 1 veseniiauesim wieuseazidoavhdents
muauqmmwﬁam%‘mﬁm’nmuﬁﬁumﬁau (finished product specification)
wazdaivuARMAINYBIIngAU (drug substance specification) ntiflegsEning
mswasuwaudludfinds szdesuuienarsdiuinwiemsveudly (s 5) an
w301 finished product specification Wag/38 Drug Substance specification

4.2 (ENATTUTBRNATHIUMWANY)

421 nidnewarluUsemalne duasdesdiduuinmaemisdeiuseanigiunsnan
GNUMA NN S NSARIUNISHAREN PIC/S (Pharmaceutical Inspection Co-
operation Scheme) Taviagau PIC/S participating authorities W3aiitanans
HusonnasgunsKanemIMdnINALar IS MR lunsKangwesdiney
ALENTTUNTOMNSUAYEN NSYNTIATSN0IAY Bermuniulneiinmasnndes
wasviaisnfundninausiuagismsfintunisuane PIC/S lumsnneiauens
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43.1

4.3.2

433
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4.4 A8
4.4.1

HANIATIVNATIBRAUNMNEN uTvaeHER (Certification of analysis of
finished product) ‘Lumi'uﬁeidﬁ'wd"la
HamMsiaseinunwingauvesiiedfny (Certification of analysis drug
substance) Adlunswanesuiidadusheshaiswesiane warikaningiu
nasvisenang uuduauduiusseningunsHanveyIngiuresied Ay
(Drug substance) 9o 4.3.2 fugunisrdnvemdnsiuaidniagy (finished
product) 99 4.3.1

NaN15AN® Long term stability mu ASEAN guideline on stability study of
drug product maamhqmq‘amm'ﬁ‘lﬁﬁumL'D'Hu’l":’ﬁ'uﬁ'lﬁnmuﬂmxnﬁunﬁ
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4.5.1
4.5.2

453

4.5.4

4.5.5
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5.nueUsediuyszansnnsasian (Price Performance)
Pitavastatin calcium 4 mg film-coated tablet
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