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322178: Gabapentin 300 mg capsule, hard, 1 capsule
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2.1 Finished product specification

LD! Test Items Specifications
USP2024 BP2024
1 | Identification Meet the requirement Meet the requirement

2 | Assay 90.0-110.0% of the labeled amount of | 95.0-105.0% of the labeled
Gabapentin amount of Gabapentin

3 | Dissolution test Not less than 80%(Q) of the labeled Not less than 75%(Q) of the
amount of gabapentin is dissolved in labeled amount of gabapentin is
20 minutes dissolved in 45 minutes

4 | Uniformity of dosage Meet the requirement

units

5 | Impurities: Related

compounds

- Gabapentin related -Not more than 0.4%
compound A

- Any individual -Not more than 0.1%

unspecified impurity
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98 Test Items

Specifications

USP2024

BP2024

- Total impurities

-Not more than 1.0%

6 | Related substances
-Impurity A
-Unspecified impurity
-Total impurities

-Not more than 0.4%
-Not more than 0.1%
-Not more than 1.0%

7 | HAMTAATIEV wanuenasUsznay
Elemental impurities
9303 Risk Assessment
Report
2.2 Specification of Active pharmaceutical ingredient (API):
D) Test Items Specifications
UsP2024 BP2024

1 Identification

Meet the requirement

Meet the requirement

2 | Assay 98.0 - 102.0% of Gabapentin 97.5 - 102.0% (anhydrous
calculated on the anhydrous substance)
basis

3 | Residue on ignition Not more than 0.1%

4 | Sulfated ash Maximum 0.1%

5 | Chloride Maximum 100 ppm

6 | Related substances

1. Early-Eluting Impurities

- Gabapentin related compound E
- Gabapentin related compound A
- Gabapentin related compound B
- Any other individual, unspecified
impurity

2. Late-Eluting Impurities

- Individual impurities

- Total impurities

-Not more than 0.10%
-Not more than 0.1%

-Not more than 0.06%
-Not more than 0.10%

-Not more than 0.10%
-Not more than 0.5% (including
impurities found in Early-Eluting

Impurities)
7 | Relates substances
1. Test A
-Impurity A -Not more than 0.15%
-Unspecified impurities -Not more than 0.10%
2. TestB
-Unspecified impurities -Not more than 0.05%
Total for test A and Test B -Not more than 0.5%
8 |pH 6.5-8.0 65-75
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L) Test ltems Specifications
UsP2024 BP2024
9 | Water determination Not more than 0.5% Maximum 0.3%
VUG NMT = not more than

* %148 Dissolution wag Uniformity of dosage units Iluuienansuanisneaziden
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- Drug substance specification A3 NlUAATIEvBEKEn drug substance %38
TUAiA37897 drug substance voaguAng1diagy adulaatunils Falinisnsae
Ansgvirsunnhdedidmue

3. MUTLAUAIUILANIAINADIIAT (Price Performance)
=l =l = 1 - 1 .
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5) duumidedefusewnsgiunisuaneiniuvdninueidsnisialunisudnen (Good
Manufacturing Practices (GMP) Tununafliigadesfugiiliaus (aduaiganiuseunis
asvaeulnedieglurianainsiuses) lnedaslssnausme
5.1. duumiidesusesnaspunsnangmumdninasiisnisaalunisudninghudaen

d1Agy (Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. dnumtidofUsewnsgIUNMIHANLIANNANLNTISNSAR TURISHARKER Fnueie
duSa3U (Certificate of GMP Finished Product)
6) lunsaildugnintransinssene guandedianumiidedusominsiosi (Certificate of
pharmaceutical products, CPP) #38nu4da3u594n1591U"8 (Certificate of free sales,
CFS) Tumnaenliauewe atiuagamuseunsnsiasulpeinasusesdeiulsenausenin
511
7) winsgiuveatenvuaguaningiuiignd1fgy (Active Pharmaceutical Ingredient
Specification) uaswdnsusie1dniazy (Finished Product Specification)
7.1, dununsguingauaied1Agy (Active Pharmaceutical Ingredient Specification)
wazunsgrundndusiendniegy (Finished Product Specification) lagszysiisnen
(Pharmacopoeia) Al#8amsTinseilasinnsguegafosdaadulunuderimun
uazamsguTsInsiaTgiluineladsemids aansgmansensEsuge
389 s2yFTen
7.2. @141 drug monograph ﬂﬂﬂ%ﬂﬁiﬂﬁﬁ'lﬁ'fg (Active Pharmaceutical Ingredient) wag
wansiusiend3agy (Finished Product)
73 ns@fTe gRud181d1A7y (Active Pharmaceutical Ingredient Specification) #3 8
nantusiendnIagy (Finished Product Specification) laiusinglusiisnen (Non-official
pharmacopoeia) fiasuanmdnguierfinnsgursnisiinssiduluaudeniede
Tasialuil
7.3.1 ierimuauasinasguveimsiensilusne e semafiduandnues The
International Conference on Harmonization of Technica!l Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %38

7.3.2 fofuunuasnesgIuYBIS AT IEENAN (In-house process) Naanndaariy
ICH Guidelines %58

733 forimusuazinasguialuvesmsiiasgiitmualilushse ssela ssen
ks AU sENIANSENTENSITNNGY (389 STyYiTen dwduguuuuemiun
(General requirement for dosage form)

wueng: Tefvuaguaningfudaend1fsy (Active Pharmaceutical Ingredient

Specification) uagnansiasiend13a3uU (Finished Product Specification) #eeinadsaindi
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Weatuwazatuiieady snfuusinsdinmseidedmuauazinnsgiuvesnisinsed
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8) duumlidesusesamsiaseyt (Certificate of Analysis (CoA)) Inesinsusznauniy
8.1. dunwisdesusesmanmsinseiingausendfgy (Certificate of Analysis of Active
Pharmaceutical Ingredient (AP))) lng@asusznauniy
8.1.Ldwumilidesusesmanisinseiingfudendidny veskiningaudiendiny
(Supplier)
8.1.2 A misdedusosmanidieneingiusienddy veundnndndasiendnsegy
(Manufacturer)
8.2. dumlafeiusemanisiasizindndusiendiSagy (Certificate of Analysis of
Finished Product) vasnannan fausiendniagu (Manufacturer)
8.3. lnanstudurudiiussgniniumnanvesingausienddny (drug substance) uas
JunstAnvesnAnfusiduSagU (finished product) Mdlumswaneguiidawey
9) ANUNENASUAAINANISANYIAINAIAY (Stability data)
9.1. duBNETLARINANTITANYIAIINAIAITEEZE 7 (Long term stability data) 97u7u 3
JUMIHER
9.2. dunenaITuanINan1IAn¥IAINALUAN1ILT (Accelerated stability data)
U 3 JuMsHEn
9.3. dutenansuaninanIsAnwiiuaasitenamsavinuadnenld 1 ga /duuans
Uszdnduan1ssnen (nsdewiia) (G1l)
9.4. nsdhfugniidesarars/idevndeuld hdnunenarsuanisfnuiminuaaindanis
aganeuay/MIe Wovw/mvaulald lusviazausneg asuduuazasandasiulenals
AAueA (In use stability data)
10) dumtiadeiusemdndueiedniagy (Certificate of Pharmaceutical Product) 1anize
gunludszindlny
11) dwwvangunuanyavewndnimgien (Bioequivalence) lnunan1snwiAdaNyaves
nansneie) Bioequivalence) lulunmdaivun ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies »38 gilan1sfinwrdausedndnanasdranya
vasnAn AN nsensaassagy lnsantuniomhsnudnuiauyanlifunissuses
N drinnuausnITINMIaMIKaze) atutlagiy (nsdllaldeduwuu)
12) dumilidesusesuinsgrunisufUiAniundninmeiisn1sialueau jUAn1s (Good
Laboratory Practices (GLP) lunsdiivhms@inwdauyadisnaszing
13) dnmisdeiussannspumsiiudnwuagnssneginuvannusismsinunafiuinw
waens¥awen (Good Storage Practice / Good Distribution Practice (GSP/GDP))
14) flauenadnsdwiatnsenagadons 3 mheussqioef
15) dumilvdesuseunasguiosuifinig ISO/EC 17025 lusremseniiiaus (i)
16) dwnenansuansteyanislasumsussglu Green book vesnsuinemansnisunne (i)
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17) dnunenaisuanideyanisldfunisussqlu Orange book 484 USFDA. %38 European
Medicines Agency (81741)

18) nsarlailafandunuudoauaninsAnwmieaaiin (Clinical trial) yesenluUsumalnefiuansda
naveRatnYeIUSsUWBUAUB UL UKaEARUT UM AT SWNE (673)

19) MIDUTLS I TUNTNNUFIUTENIAAMEATIIMSTHANSEUUE TR 1B unaeiaTusssy
demIduaiunisnesvesUsemelng w.a. 2559 uiovlusiandug Hdeandoaiy
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(Certificate of Analysis (CoA))
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