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1.5. MmineapuAnManTanIly (General chapter)
1.5.1. AALURY8Y Film-coated Tablet iiNsuanINa/N1593529 Universal test asnalydl

/Related substance qcn
Q3A,Q38,Q3D(R1), Elemental impurities in drug

USP<232>,<233>,<2232>, BP supplementary
chapter IV Q , EP general text 5.20)

products, FDA guidance for industry (August 2018),

1) 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.)
(Faeeunaledidiinnda Reporting threshold)

5. | Dissolution test Complied with finished product specification or
specific test (2.1.)
6. | Uniformity of dosage forms Complied with finished product specification or
specific test (2.1.)
1.5.2, AasUAes Active Pharmaceutical ingredient finnsuanna/n15e1s29 Universal
s xo il
test AasialUll
) Test Acceptance criteria
Description/Appearance Complied to Active pharmaceutical ingredient
specification
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/Related substance (cH
Q3A,Q3B,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

- Inorganic impurities
(Elemental impurities
analysis)

) Test Acceptance criteria
2. | Identification Complied to Active pharmaceutical ingredient
specification
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

specification or specific test (2.2)

Meets the requirements
Meets the requirements 1414380150573 heavy

metal
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#anMInTIvRATIBinnn M UulURY finished product specification wag Specification of

Active pharmaceutical ingredient (API) figBenrnindusiruntiuiiiatiu Seldeansideuse
dNUANENTIINTEMITUAZET NSEVTRAEIEY induiuiligsaieaiuatud
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g1 WA, 2561 astufl 6 Suran wa. 2561 (aeUszmAlusvisangunwiuil 12 nguanius
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2.1 Finished product specification

D)

Specification of finished product Acceptance criteria

USP2024

1 | Identification

- Infrared spectroscopy Complied to standard

-HPLC
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L)
Specification of finished product Acceptance criteria
UsP2024
The retention time of the major peak of the
Sample solution corresponds to that of the
Standard solution, as obtained in the Assay
2 | Assay 95.0-105.0% of the labeled amount of
aripiprazole
3 | Dissolution
Test 1 NLT 75% (Q) of the labeled amount of
aripiprazole is dissolved in 30 minutes
Test 2 NLT 80% (Q) of the labeled amount of
aripiprazole is dissolved in 15 minutes
Test 3 NLT 80% (Q) of the labeled amount of

aripiprazole is dissolved in 30 minutes

4 | Uniformity of dosage units Meet the requirements

Related substances

- Aripiprazole related compound F NMT 0.3%
- Aripiprazole related compound G NMT 0.3%
- Any other individual impurity NMT 0.2% -
- Total impurities NMT 1.0%

2.2 Specification of Active pharmaceutical ingredient (API)

Acceptance criteria

v Specification of API s e
1 | Identification
A. Infrared spectroscopy Complied to the standard
B. HPLC The retention time of the major peak of the Sample

solution corresponds to that of the Standard solution,
as obtained in the Assay

Assay 98.0-102.0%, calculated on the dried basis

Loss on drying NMT 0.5%
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< Acceptance criteria
¥0 Specification of API P
USP 2024

4 | Sulfated ash/Residue on ignition NMT 0.1%

Related substances

- Aripiprazole related compound G NMT 0.10%

- Aripiprazole related compound F NMT 0.10%

- Aripiprazole 4,4'-dimer NMT 0.10%

- Any other individual impurity NMT 0.10%

- Total impurities NMT 0.50%

g NMT = not more than

* 91198 Dissolution uag Uniformity of dosage units TWunuienansuanisnaazinee
nan1sesaTesed windildudneaneaiiduiianlilulu coa
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_ Drug substance specification ia1sananludipsigsivesiiidn drug substance %30
1U3iA918% drug substance vasnaRE1@IIgU atulaatunils Belinrsasis
Aasegiasuynvhdeiitmus

3. MsUsLUATUSLaANSAINeDI1A1 (Price Performance)
seazduanenaTs 1594 nsUssliuAsEansnmeasian (Price Performance)
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Specification and Analytical Procedures) itunzifeuls Tnedasdnadediveniiusznis
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4.1.1.n3elRmanluUsEIMAlnY (y.2)

4.1.2.nsdigmindiiemsuisussylusemelng (ne.3)

4.1.3.nsdienidansinsussma (me.9)

NUBLNG): nizﬁﬁn'ﬁLU5auu.'tJmLLﬁlﬂQ%'anmuﬁmuazanﬂuﬁwﬁm Tiuwuvdrundweaunly
Wasuwasmenslunsifeuiiue wuu ne. 9) vie duudveudlunasuwassiens
TungilswisueifetuFusygnuazanuiinan (wuu .4)
e‘hmwﬂ'aﬁa%‘uiaqmmg".umiNﬁmtmm"|:u1né'nmzuﬁ%'msﬁﬁ'lumwﬁmm (Good
Manufacturing Practices (GMP)) lunurafiiisadesfueailiaue (UUa1dANINSBUNIS
nasulnedieglurnnmniiuie) lnedewssnoume
5.1. duumiedefuseunasgunansIIMANINAsIsN IR uNIHAR TngRudaE

dAgy (Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. dnumifidefusewnnsgrunsudnsmundninaeisn1saialunisuiandafasien
du393V (Certificate of GMP Finished Product)
UINsgIuYeItenmunnunIningiudie1d1Asy (Active Pharmaceutical Ingredient
Specification) wagnAnsinsie1d 153U (Finished Product Specification)
6.1. d1urnnsguingauaiedfg (Active Pharmaceutical Ingredient Specification)
wavuInsgIuNanfneierd 133y (Finished Product Specification) Tngsyyi13181
(Pharmacopoeia) fil¥81aBsnsTirseilasunnsgustwissdeadulumudeimun
uazanIgIuresnsinneilumnelamaemil muussnansEnTRasIugy
39 szyshen
6.2. @1LU1 drug monograph yeaai181d1/ey (Active Pharmaceutical Ingredient) way
wansoueierdniagy (Finished Product)
6.3. nsdininqAude1d1fy (Active Pharmaceutical Ingredient Specification) 13
wanSusiend@usagy (Finished Product Specification) laiusinglusisnen (Non-official
pharmacopoeia) faauanadnguienfiinasgiuesnisiwssiidulunmudeniede
Tvigluil
631 Sdofmuauazumsguresmsieneiluiewessamefidusndnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) VD

6.3.2.forhmunnazanasgueIn1iinaeignda (in-house process) fiaenndneiu
ICH Guidelines %38
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6.3.3 fofmuauazanasguiluresmslessiittwualflusse dsenla s
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(General requirement for dosage form)
wunemg: datmuafuIwingfudaendAy (Active Pharmaceutical Ingredient
Specification) uagninsiaeiendn5agu (Finished Product Specification) Aassnsdeansisn
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7) dumiideiusamanisiasey (Certificate of Analysis (CoA)) lnedpsusznausiae
7.1, dunmlidesusasnanmainseiingausiiendidy (Certificate of Analysis of Active
Pharmaceutical Ingredient (API) lngRaaUsenaunis
7.1.Ldwmldeiusemansiiaseingiuiedify veindaningauiied ey
(Supplier )
7.1.2 & numiddesusewamsliaseiingausaendfity vesndandadaeiendusogy
(Manufacturer)
7.2. dumilsdesuseswanisiasigindnsusiendnsagu (Certificate of Analysis of
Finished Product) vesndnnansiaaiendiiagy (Manufacturer)
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U 3 JUMITHAR
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10) dwmangIuANaNyavsINAni g1 (Bioequivalence) IngNan1sANYIANLANYAYDY
HAnA et (Bioequivalence) iulunaudaiivun ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies 38 gilon1sfinundrussdninauaziauya
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12) duumdesuseunasgunsfivinyiuasn e mamvannaeI MR UM SAuIw
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13) flaueidssaiiegnewetley 3 mieussyia
14) dumiisdoussunasguiesjiinig ISO/EC 17025 lusemseniidue (i)
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15) dunenansuansdayanislaifunsussqlu Green book vesnaningmaninsunmg (i)
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17) nsaflildendunuudesuansnsanemenddn (Clinical trial) veselutssnalnefiuansdia
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