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AMANWESIANIZUBIE
Aripiprazole 5 mg film-coated tablet, 1 tablet

Generic Product Use (GPU) fasialuil
993996: aripiprazole 5 mg film-coated tablet, 1 tablet
930 249479: aripiprazole 5 mg tablet, 1 tablet
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1.5. mIvnaeuAnanTAvly (General chapter)
1.5.1. AauanlBves Film-coated Tablet fin1suaning/n13»573 Universal test aasialuil

L0 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
/Related substance acx specific test (2.1.)
QBACAB/EATNRT), Bleymentsd. inpurities i cise (FaemenunaiefiAiunnin Reorting threshold)
products, FDA guidance for industry (August 2018),
USP<232,<233>,<2232>, BP supplementary
chapter IV Q , EP general text 5.20)
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.)
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/Related substance (cH
Q3A,Q3B,Q3D(R1), Elemental impurities in drug
products, FDA suidance for industry (August
2018), USP(41, 42)<232>,<233>,<2232>, BP
supplementary chapter IV Q , EP general text
5.20)

- Oreganic impurities

- Inorganic impurities

(Elemental impurities

analysis)

4o Test Acceptance criteria

1. | Description/Appearance Complied to Active pharmaceutical ingredient
specification

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 Lil435n1591529 heavy
metal

2. gausUANIwalla

NamMInTIIATinan I duluay finished product specification uag Specification of

Active pharmaceutical ingredient (API) ignadsarnindusisuatiuiientiu Jeldaansideuse
AINUANENTIUNMIBIMITUALET NTENTIETITUEGY waaduesunlesrdaeadualtun
Weuwivielminunnsgunduisulamiunds suussnmansevsansisagy e sty
g1 WA, 2561 aaTuil 6 SuAn ne. 2561 (asUszmAlus AT EuAWTIUR 12 quAius
2562) uag SeysinTen (Uuil2) nA2562 aviuil 3 nangea 2562 (@wszmelusiayunwud
26 NINIAU 2562)

2.1 Finished product specification

¥o

Specification of finished product

Acceptance criteria
USP2024

a

Identification
- Infrared spectroscopy

-HPLC

Complied to standard

1.89%0

psnsTINITMUAT Bz SERas AR YA

()

Q77 7
UsEaunIIunTg 250i8 J’ / Yo N35HATS

3. m"bia '5 A5TUNTS

( uwnémﬂa/ﬁum WdivgAs)

(nduninijsedan /fu‘iﬂn_a)

(nduningeedsn Glnnin)




Page 3 of 7

4o
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

Uniformity of dosage units

Meet the requirements

5 | Related substances

- Aripiprazole related compound F NMT 0.3%
- Aripiprazole related compound G NMT 0.3%
IIIII - Any other individual |mpur|ty | | NM‘[02%
- Total impurities NMT 1.0%

2.2 Specification of Active pharmaceutical ingredient (API)

D) Specification of AP

Acceptance criteria
USP 2024

1 | Identification
A. Infrared spectroscopy

B. HPLC

1.8%%8
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Complied to the standard
The retention time of the major peak of the Sample

solution corresponds to that of the Standard solution,
as obtained in the Assay
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Acceptance criteria
L) Specification of API g
USP 2024

2 | Assay 98.0-102.0%, calculated on the dried basis
3 | Loss on drying NMT 0.5%
4 | Sulfated ash/Residue on ignition NMT 0.1%
5 | 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%

wuemg  NMT = not more than

* Y9 Dissolution wag Uniformity of dosage units Tiiuuionansuanigiazifen
wan1InTTIATI vnilldudaneasdeaidusaenliluly CoA

- nsdneamadoundanisiu (waive) nsnsiaaeviinsevisienisla Tituuans
lonansudngrusanamildsueyiace

- Drug substance specification fig1sanMAlUIATILVEIIHAN drug substance %58
luiinsne¥ drug substance veaguanerdnagy avulaatunils dslinisnsan
Anreiasuyiadeiiivun

3. N15UTSuANUTEANSNINFB31A1 (Price Performance)
S18azBEANULeNANT 1589 NsUsuluAUSEaANSANHBIAT (Price Performance)
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dnurvetungidousifuen (Wwuu vn.e.1 vie 6.1) asuyani wiouswaziBunan

ansuzanizvasedsagiuazdaimunuinsgueedisn1siwseien (Finished Product

Specification and Analytical Procedures) funedould Tnefesdredadsueniiusenaa
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Tuuudiurdveudluasuulasmenislmsdousafuen (wuu n.e. 9) wie duurrmue

uAluAsuuasmemstunedeudiuen wuu 8.5) iwdeutuse

dunluddgnistunsfousiiuen (W ve.2 vie ne.3 3o ne.4 vie 8.2 udusinsdl)
4.1.1.nsdiewanlulszmAlne (e.2)
4.1.2 nsdiflemiditemsutsussglulsemalng (ne.3)
4.1.3 n3diflemindransneusene (ve.a)
wuremg: nsdlinisidsuwlauluFueygnuazanuiingn iuuudundveudly

Wasuuwasenmslunedeuiiue (wu vn.e. 9) vie duurrmvsudluasuudasnens

Tunsifousfueifeiudfuoygmuazanuiings W 8.4)

duumifideiusesuinigiunisndnginiundninusiisnisiinluniswdnen (Good

Manufacturing Practices (GMP)) lumaaiifeadesiueiiiaus (@ivarganinseunis

asnasulnediaglutisiaimsiuses) lagdesUsenaume

5.1. dumlideduseunasgumIsaneImuannaeIsnIIAluN AR TAgAUT
@Aty (Certificate of GMP Active Pharmaceutical Ingredient (API))

5.2. dAnumilidefusewnnsgIunsndne I undninaeiasn R uNSNANNER Ausien
d593U (Certificate of GMP Finished Product)

unsgIuveteimuanuaIningiudlend1fg (Active Pharmaceutical Ingredient

Specification) uaznansiausietdusagu (Finished Product Specification)

6.1. dAununsgruingiudiendrAgy (Active Pharmaceutical Ingredient Specification)
wazumsgrundndusiendniagu (Finished Product Specification) 18 seysisnen
(Pharmacopoeia) All#gvBamAlaeilneunsguetalessondulunudeimun
LLﬁSJJ’W]'iE"IUTIaQﬂ'ﬁﬁLﬂﬁ'\z‘lﬂuﬁﬂ3ﬁﬂﬂlﬂﬁﬁi?ﬂ?%ﬂﬁd AU TENIANTENTIEITITUEY
309 syshen

6.2. @1LU1 drug monograph yaevadaedfey (Active Pharmaceutical Ingredient) wa
wansiaeiendniagu (Finished Product)

6.3. n3dfTa qRue1d1fy (Active Pharmaceutical Ingredient Specification) %38
wAnsTusiendnsagu (Finished Product Specification) laiusinglusisnen (Non-official
pharmacopoeia) fosuanmanguinefinasguvesnsiinnsidulumudenilde
Tasioluil
6.3.1.ﬁ‘t’fﬂﬁ’muﬂLLazmm‘ig’lu‘ﬂmﬂ'ﬁ%miwzw“luﬁ'ﬁ'm'l'umﬂiamﬂﬁtﬂuﬁm%n%m The

International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %30
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6.3.2 darmunuazanmsguYeITIATEENAR (In-house process) Tlaanndaaiy
ICH Guidelines %39
633 ?'Iaﬁwumuaummmuﬁ"ﬂﬂmmm'ﬁm‘muﬁﬁ °1wum1ﬁuﬁﬁ'1m oﬁ'ﬁ'w’ﬂm A13E
wils puUsEnIAnTENTIsaNs SNgY 1309 Seysien dwsuguuuueiiug
(General requirement for dosage form)
nu1ewme: Yemnuanun wingAufiend1dsy (Active Pharmaceutical Ingredient
Specification) wavnansausiendniagy (Finished Product Specification) fiaenaseningis
Wenfuuazatuifieatu safuudnsdifidiseniidemmuauaziinsgiuveinisiasigs
wnzingauseddny vie nandusieduiagy
7) duwmiiEasusemanisiiasizht (Certificate of Analysis (CoA)) lagsnausenaumie
7.1. dunmisieiusemamslianeiingaufendfny (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) Inafisaussnausieg
7.1.1dAwmildeSusewanislinseiingfuiiendify veainingRudeddy
(Supplier )
7.1.2dwumlvdesusemamsliasziingiusaenddy veslndandadusiendusagy
(Manufacturer)
7.2. dAumdsdofusesmanisiasiesindnsusiondSagu (Certificate of Analysis of
Finished Product) vesjuinndnsiausiendnsagy (Manufacturer)
8) dulenasianinanIsAN¥IAIINAIAT (Stability data)
8.1. AUILBNAITUAAINANISANYIAIUAWISEEZET (Long term stability data) 97u2U 3
JUMINER
8.2. A1LuIBNATUARINANITANEIANINAIALUAN1I8L5Y (Accelerated stability data)
TIUIU 3 JUMINER
8.3. duunlenansuansnan1sAnwiiuansiteramrsavinudadeenls 1 e /duiuans
UszanSwamsinw (nsdledia) (E2d)
8.4. nsilfugriidesarany Afevneuld Wdwunenansnanmsfinweunsiamdsms
azaBlaz/vmie [Wean / naalald lusivinasanusnee ATUNIULAYARARABINULBNAS
MAven (In use stability data)
9) dwumideiusswmaniusisrdniagzy (Certificate of Pharmaceutical Product) law1zen
dudunluvszmelny
10) dwuvdnguadnuadyaveInanineien (Bioequivalence) Ingnan1sfinymmanyaves
nansnueien (Bioequivalence) Wulumudorimun ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies 38 gilan13finu1drussdninauasiauya
yosnAniusien nsensrastsage laantuniemizsnudnudauyadildiunissuses

910 dinnueuznssumIsskasen atutlaglu (nsdilildensuwuy)
s ot = owe s ol = e -
11) dummdidesusewinsgrunisuuRanrundninaeiisnrsndluiesljui@inis (Good

ad e = o
Laboratory Practices (GLP) 'lun'izuwmm'sﬁﬂmmamgaﬂmaﬂizmﬂ
oA W ) v fad = 8 w
12) e‘hLmvruaaaimaammsgmm*ﬂﬁmnmuaxﬂ‘ismEJEJwmwaﬂmmmﬁmswﬁ‘l‘umimusnm
uazn3za1wen (Good Storage Practice / Good Distribution Practice (GSP/GDP))
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13) flauasndesdwinognensgies 3 mireussgias

18) dumilidesuseanaspuresjiins ISO/IEC 17025 lusnemseniliaus @i

15) duunenansuansteyanislisunsussqlu Green book veansuingmansnisuwe (§ni)

16) dunienansuanstayanislazunisussqlu Orange book Y84 US.FDA. %38 European
Medicines Agency (213)

17) nsdilaldgndunuuiesuansnsnumieadin (Clinical trial) 0t luusenalvefivanads
HaneAdlnvaenUIBUTBUAUBIPULUULAEANUWILISESINaNISUNNE (Shd)

5. (Feulvduq
1) sdesliongwasliesnit 1 U duaniuildaeuen
2) vmnavniswanidaeuliudlsanerviassdeaduumidesusesmanisiasies
(Certificate of Analysis (CoA))
3) fuasfedilufusensundsunileslndvunagyiailaiiansidenanindeutmunn
TN
9) mnlsseranudgmaunmannandusiazdesnsdmsraiedinseinunim
Twnherindusienasiudiuiiaveudlitielumsiwssiguamen wazdeenludiuoy
QnauIlATIEiAuLAlsaneIUg
5) fevenen(ue)usonlisnidndygnouasufmun fil
5.1. madimsguasadesiginnnsuinermaninmsunndudnamsinsieiliiluluany
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