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ARANBIIANIZYDSN (Drug Specification)
Carvedilol 6.25 mg tablet
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2.1 Finished product specification: USP

¥

{o | Specification of finished product

Acceptance criteria

|dentification

Complied with finished product specification

1
2 Assay

90.0 - 110.0% of the labeled amount of

Carvedilol

3 Dissolution

Not less than 809%(Q) of the labeled amount

of carvedilol is dissolved in 30 minutes

4 | Uniformity of dosage units

Meet the requirement

5 Organic Impurities

- Individual impurities

(specified or unspecified)

Not more than 0.2%

- Total impurities

Not more than 1.0%

2.2 Specification of Active pharmaceutical ingredient (API): USP

48 | Specification of AP

Acceptance criteria

1 |dentification

Complied with specification

N

Assay (on the dried basis)

98.0 — 102.0% of carvedilol

(SN

Impurities

3.1. Residue on ignition

Not more than 0.1%

3.2. Heavy metals

Not more than 10 ppm

4 | Organic impurities

Procedure 1 Procedure 2 | Procedure 3
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99 | Specification of API Acceptance criteria
Carvedilol related compound E NMT 0.1%
Carvedilol related compound A NMT 0.1% NMT 0.1%
Carvedilol bisalkylpyrocatechol NMT 0.15%
derivative ( if present) (If follow USP
40)
Carvedilol related compound C NMT 0.02% NMT 0.02%
Carvedilol related compound D NMT 0.1%
Carvedilol related compound B NMT 0.1% NMT 0.1%
Any other individual impurity NMT 0.10% NMT 0.1%
Total impurities NMT 0.5% NMT 0.5%
Carvedilol related compound F NMT 0.1%
N-Isopropylcarvedilol NMT 0.1%
Biscarbazole NMT 0.1%

4 | Loss on drying Not more than 0.5%

NMT = not more than
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Specification and Analytical Procedures) Afumzdeuld Taofosdredainsueiiusenie
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International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) #39

7.3.2. ‘Uam‘wumLLawmmmummmmmi’lmmwam (In-house process) faonndediv
ICH Guidelines #59

7.3.3.49A1UALAY mmmumiﬂsuaammmm frvualdlusisien mawm‘lm AT
N4 MUUITNIFANTENTIENTITNEY S04 3¢ Y197 mmU‘sULLUU‘muu‘]
(General requirement for dosage form)

NUYLARA: mamwumﬂmmwammmmmamm (Active Pharmaceutical Ingredient
Specification) LLaumammmmamasU (Finished Product Specification) mamﬂmmﬂm'ﬁ
WeafuwagatuneInu fmL’JuLmﬂimwmmmmam%uma“mmmu%ﬂmiaLﬂiﬁ
Lawwmnﬂummmﬂw VD! Namnm%mmwﬁ)’iﬂ

8) @yt idesUToWANITIATIE 3% (Certificate of Analysis (CoA)) ) Inedpeusenounae
8.1 duumidesusemansinseiingiuseddy (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) TnesasUsenousiy

o

81 1 dnumidesusomaminseiingiumenddy voufndniagiuiiedne

(Supplier)
8.1 2 AnunilsdesuseINanTIAI e ing fusnedngy maa;’jm%mwﬁmﬁm%mé’m%gﬂ
(Manufacturer)
8.2. f‘htmwﬁfﬂ%a%’mawamﬁLm'\vﬁwamﬁmeﬁmﬁwL%as‘u (Certificate of Analysis of
Finished Product) mammamwammmmamﬁﬂ (Manufacturer)

8.3. Laﬂmswwﬂ'ﬂmuwuﬁs,mwsumswa@maa’ma@ummmﬂm (drug substance)
URE mmwawawammmmmsﬂ (finished product) wlﬁ’lumswa@msmawau

9) ffhLmLanmsLLammamﬁﬂmmmmm (Stability data)

9.1. ﬁWLmLanmsLLamNamiﬁnmmmmﬁﬁzwem (Long term stability data) 911U 3
JUNSHER

9.2. mLmLaﬂm'ﬁLLammamiﬂmsmmmmmiuam’;“m (Accelerated stability data)
U 3 JUNITHER

9.3. a'n,mLanmimewamimnmmmmmmmmammwmmmiéf 1 9n /d1Luuans
Uivamﬁmamﬁﬂm (nsalewin) (6n8)

9.4. nsdlduenfiiesavany /Foanenould "meLmLaﬂawwamsﬂﬂmmmmm’maami
AvaNuLAY/13D 130319 / nSuleld lusvihazanunie ASUBIULAYEDARRDINULBNEATT
fffuen (In use stability data)

10) Sumtededusonansusiendnsagy (Certificate of Pharmaceutical Product) lan1sen
dulsenealng

11) mLu"maﬂ%mmmama%wammmm (Bioequivalence) IngHANNSANYIAINNAYAVD
nanfineien (Bioequivalence) ) Wuluanudeninum ASEAN Guidelines for the Conduct of

Bioavailability and Bioequivalence Studies %38 ﬂmamiﬂﬂmmﬂiuawﬁwal,l,avmauua

ﬂmvnﬁumimwumwﬁjﬂmtauﬂmanwmvmwm ( )
<
N33UNTT

L8930 2 @2 LUTEOUNTIUNT 2 BB e N3IUNTT B AU v
(uw. Ulame Beimunng) (ney.adan hmna (ney.a¥s1 Blnadn)



911 5970 5

YDINANNTIET NTENTIETIIUEY Tnvanuvdemhsnuiinuiauyadidumsiuses
910 dneuamenssunsesuaren atullagiu (nsdllaldendiuuuy)

12)mmeuaaaima&mmmumﬁﬁgummwaﬂmmmﬁmwﬂlwawgwmi (Good
Laboratory Practices (GLP) Iun'imwmmimﬂmmamawmm”mﬂ

13) mLuwuaaaiusmmmmumimusﬂmLLavﬂiumUmmamamﬂmmﬁmwm‘lumﬁmmmsn
La¥NsE¥9M8en (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) NLauaiﬁmmaaaamamqmasmuaa 3 MdpUTIYIUN

15) mmmuaaasmmmmmwmﬂgummi ISO/IEC 17025 lusensenitieue (i)

16) duunenansuansteyanislifunisussqlu Green book YoansuInenAEnsnIsuNg (0ni)

17) EﬁLuWLaﬂaﬁLLam‘U@uamﬂmiUﬂﬁUi’iﬁﬂu Orange book U84 US.FDA. %58 European
Medicines Agency (§n1))

18) nsdllafldendunuudosuanansiinymisadiin (Clinical trial) goselulszmalnefiuansi
wammaunmenmLﬂiaumamummmwuLLavmwuw“Lu’ma"ﬁwmiLLWWJ (£31)

19) m'ﬁammaUﬁsiuwunmummﬂizmﬂﬂwﬂssmmswwmi“wmum‘mm Li@ammmsaﬁﬁu
A Equn1TANASUNITVIBE1VBIUTENAING WA, 2559 wiea3ussIudus fiaenndesiu
Ysgne (6d)

5. Rauludug
1) edesdiengmdshitosndt 11 tfuannfufidsiouen
2) m‘mmammsmamwammﬂmLmisawmmaﬂvmaqmLuwuaaawaawamiamsw ¥ii
(Certificate of Analysis (CoA))
3) NmaﬂvmaamwuaamuLﬂaaummaaﬂﬂawmmamaLuammmiLaauamWﬂaummmWm
IUIUIT
4) mﬂiiqwm"uwawuﬁmmﬂmmwmﬂwamnmmLLa y¥pansdansraiioinseiamnin
m‘wmawammmEmwLUumuwwaUﬂﬂﬁnmsﬂumﬂmmvmmmwm LLauawﬂummuﬁ
ﬂﬂamLﬂsﬂvwﬂumﬂiawmma
5) Fawena(§ue) Bugeulrsnidndygineuasuinuun fiail
5.1, 'mrmmiaumiamLﬂ'ﬁ’lmmﬂﬂimwmmamiﬂ'ﬁLLW‘WEJLmeammLﬂmvﬁlmﬁulﬂmm
1IN
5.2, nimmamnmmm‘uumummaﬂm‘um‘umﬂwammvﬂ,mamummﬂmvﬂismmsmmiuazm
5.3. ﬂsmwuﬁmmﬂmmwmnwamﬂm%mawmwamﬂiza‘wﬁwaLLavmmUaammmawmw
asuen
5.4, ﬂszﬁﬁﬂmgﬂﬁumimé’%ﬂﬁsmmsmiﬂwﬁmﬁmm@aﬂmﬂﬁm%m T59NYUIAVOUNLEN

ns&stontunsainly

ﬂmxnﬁunﬁrhwumiwa%é‘vmuammé’nwmmww

1.6\1%0 = G2 5Y51UNTINNTT 2. EN'UE) .............................. / ....... NIIUNTT NITUNTT

(uw. U5 lag Beinunng) (ngy.adan lusng) (ney.aT51 Blndn)



