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AMANBZIANIZYDIYN
Pitavastatin calcium 4 mg film-coated tablet

1. ¥oun Pitavastatin calcium 4 mg film-coated tablet

2. quandAnaly
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Uy \uguuuvenidn slandouiias (Film coated) dmsusuuseniu
diulseneu  Useneusmemen Pitavastatin calcium 4 mgTu 1 un
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3. guaNUANIunain

Nam'ﬁm'i'lzﬁﬂmn'lwﬂ‘lﬂﬂﬂ'u.l Finished product specification uag Drug substance
specification figneBeanindasisuatiuideadu deldaanadousedinnuanenssunisemsuazen
nIENTNAISITUGY eindusiifuilddradsteniuatufifisuvivielmininnnsgundusisuladiiu
vl MUUTENIANTENTNAEITUAY 1389 TEYMTIET WA, 2561 aeTuil 6 Suaau w.a. 2561 (aaUsynan
TuswRvanyiuny uil 12 nuaiug 2562) wagUszniAnTENTNaImTNAY 1384 seyi1sen @UUT 2)
WA 2562 aatufl 3 nsnguAN w.e. 2562 (asUsenielusieaguunw Jufl 26 nsngiAy 2562)

3.1 Finished product specification: JP 17

U9 Test ltems Specifications
Identification Meet the requirements
2 | Assay 95.0 - 105.0% of the labeled
amount of Pitavastatin Calcium
3 | Uniformity of dosage form unit* Meet the requirements
4 | Dissolution Not less than 85%(Q) of the
labeled amount of Pitavastatin
Calcium is dissolved in 15 min
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 peaks | Not more than 0.1%
mentioned above
-Total amount of the peaks other than pitavastatin Not more than 1.5%
AFIUNTT
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3.2 Drug substance specification: JP17

ih) Test Items Specifications

1 | Identification Meet the requirements

2 | Assay 98.0 - 102.0% of the labeled amount of Pitavastatin calcium

calculated on the anhydrous basis

3 | Optical rotation +22.0 to +24.5°

4 | Related substances - Total: Not more than 2.0%

5 | Water content 9.0-13.0%

6 | Heavy metals Not more than 20 ppm

VBIMA - *s¥yiate Dissolution fiu Uniformity of dosage units Tikuuienansuansswazidoana
msnsvdiasiet mndilaudalilulu coa
=i = [ ] . = v wed
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4. Rovlvdu 9
4.1 wnansnslésueygntunsidoumsvenitos e luszmalng wazduns (declare)
WWEINER

411 lddymstunadoumiue ve.2 ve3 ved vie 62 udusnsd)

012 ludwetunsdouet v 1/8 1 vewniaussim wieusasiBeaadons
MUANANNMYBINARSNsITTITuMz T (finished product specification)
uardernmunganmuasingiu (drug substance specification) ndifiogsewing
mswdsuuvasudludiuiy avdeauenansdiunameienisveudly (o 5) in
W30u finished product specification way/v3e Drug Substance specification
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operation Scheme) Ingnuaenu PIC/S participating authorities v3adllonans
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nsinAnfnsievinignienifuiusniemainlnedninauamenssunisens
wazen Tugg L'Jawme?rycuwx%a%ma
nstiwullgmemuamanadniusievdmareUssavsuatazannaondiese
Funeilasuen

4.8 mhsvnsveanuanslisuRnsumanfus s Signisenifuiulagdninnu
AnznssuNsEINSHarenluseznan 1 Uneudufuenansiauesirmsdndenssl
5. nMsUsliuAUTEaNSANED31A1 (Price Performance)
Az dauanaenalsunaeUssdiulsEavsnmees A iuuuin

n33UNI3

Pvi']'lm'l'i%lU‘iiNﬁm’.ﬁﬂ'ﬁ&lﬂ"l‘iﬁmﬁﬂﬂmzkﬂquﬂﬂQUﬁ
Pitavastatin calcium 4 mg film-coated tablet

(Un.oyTn  29AiAey) (A duniu wiudanesh) (NeY.21NPT MNUTE)

GPU 1246653 [V2601]
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Lercanidipine hydrochloride 20 mg film-coated tablet, 1 tablet

1. Foen Lercanidipine hydrochloride 20 mg film-coated tablet
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3. auaNUANInaila

nan15iATenaanInlulunu Finished product  specification  uae Drug  substance
specification Tign9Banndusiuatuiiieatiu deldeanadounsdinauanznssunisemisuazen
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3.1 Finished product specification:

90 Test Items Specification
Identification Complied with finished product specification

2 | Assay 95.0 - 105.0% of the labeled amount of
Lercanidipine Hydrochloride

3 | Uniformity of dosage unit* Complied with finished product specification

4 | Disintegration < 15 min

5 | Dissolution* Not less than 70% (Q) of the labeled amount of
Lercanidipine Hydrochloride is dissolved in 45
minutes

6 | Impurities Complied with finished product specification

7 | Microbiological count Complied with finished product specification

VUGG - *isuﬁi‘ﬁ"a Dissolution fiu Uniformity of dosage units Tilluulenansuanisngasidenna
M3n529Asn mndllaudslilulu CoA
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