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AANBALIANIZYD981 (Drug Specification)

Carvedilol 12.5 mg tablet

1. Foen Carvedilol 12.5 mg tablet
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3.1. Specification of finished product: Carvedilol tabLet USP 41/BP 2016

i Specifications
4D Test items e
USP 41 ; BP 2016
.
Identification _
A. HPLC Complied with specification
] Complied with specification
B. UV Complied with specification
C. 1R : £
Complied with specification
2 | Assay 90.0 - 110.0 % 95.0 - 105.0 %

3 | Impurities
- Individual impurities ' NMT 0.2% Complied with specification

(specified or unspecified)

- Total impurities NMT 1.0%
4 | Uniformity of dosage units Complied with specification -
5 | Related substances S Complied with specification

6 | Dissolution test Not less than 80%(Q) of the labeled | Not less than 75%(Q) of the
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amount of carvedilol

is dissolved in 30 minutes

labeled amount of

carvedilol in 45 minutes

Wgs:

NMT = Not more than

3.2. Specification of active pharmaceutical ingredient (API): Carvedilol USP 41/ BP 2016/ Ph.Eur.8

Specifications

Test 1
- Carvedilol related compound E

- Carvedilol related compound A

- Carvedilol bisalkylpyrocatechol Gerivative :

(if present) (If follow USP 40)
- Carvedilol related compound C
- Carvedilol related compound D
- Carvedilol related éompound B
- Any other individual impurity
- Total impurities
Test 2
- Carvedilol related compound A
- Carvedilol related compound F
- N-lsopropylcarvedilol
- Carvedilol related compound C
- Carvedilol related compound B
- Biscarbazole

- Any other individual impurity

NMT 0.1%
NMT 0.1%
NMT 0.15%

NMT 0.029%
NMT 0.1%
NMT 0.1%
NMT 0.10%
© NMT 0.5%

NMT 0.1%
NMT 0.1%
NMT 0.1%
NMT 0.02%
NMT 0.1%
NMT 0.1%
NMT 0.1%

U8 Test items
USP 41 BP 2016/ Ph.Eur.8
1 | Identification
AL R Complied with specification | Complied with specification
B. HPLC Complied with specification =
2 | Assay (on the dried hasis) 98.0 - 102.0% of carvedilol 99.0 - 1010
3 | Loss on drying NMT 0.5% NMT 0.5%
4 | Heavy metals NMT 10 ppm NMT 10 ppm
5 | Residue on ignition/Sulfated ash NMT 0'.1% from 1 ¢ NMT 0.1%
6 Impuritiés (Test 1 or Test 2 or Test 3) -
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- Total impurities NMT 0.5%
Test 3 (if follow USP 40)

- Carvedilol related compound F (if NMT 0.1%

present)

7 | Impurities

- Impurity A - NMT 0.2%

- Impurity D ' : NMT 0.15%

- Impurity C - . NMT 0.02%

- Unspecified impurities - NMT 0.10%

- Total impurities - NMT 0.5%
NUELR: NMT = Not more than
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1) dunenansiiiuen mwilne waz/mienwdingy
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siluuiTue (W n.e. 9) e (wuu 8.5) wmiouiufe TnguiveudluAsuwuashiiu 1 9 dufeiuuszne

Uszmnndidinnselnd musuilufauuaniudedldsunseyiionddnnuanenssunmsamsazeud
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4.1. nidifemdalutszmelne (Me.2)
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43. n3dfeniudhaindelszme (ne.0)
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5)  dnummideiusawnnigiumnanenamannuesnsinlunsanen (Good Manufacturing Practices (GMP))
Tumnefiindesiusiiaue @Uuaganmsaunsnsivaeulnedioglurianainisiuses) lnesesUsenause
5.1 dunmivdesuseunasgunssdnemamaninasiiimsinlunisuanTagausaed ey Certificate of GMP

Active Pharmaceutical Ingredient (API)) Iﬂmzﬁa‘uaq API fisuses
5.2. Suwumilsdolusewnmsgunssingmamdninasiiinsiilunsuiandnfusividuiagy (Certificate of

a  a

GMP Finished Product) lngseygUuuunansusisuses

o

6) nmguraslaimuarainwingiudiendifty (Active Pharmaceutical Ingredient Specification) uazwan fousi

1815231 (Finished Product Specification)

6.1 dNuINas§ILIngAUMEd1AYY (Active Pharmaceutical Ingredient Specification) waganasgIusansfasion
#115931 (Finished Product Specification) Tngsgusin3181 (Pharmacopoeia) #l4d1483n153ta 2 lag
umsge esdeaulumudetmuauazinnsgiurensiae w"[,umi'laﬂﬂm'mawu@ AuUsENIA

SENTHADITUAY (509 55UTEN

6.2. @11 drug monograph ﬂlaammmﬁﬂﬁwv (Active Pharmaceutical Ingredient) Wazndnfnvionduiazy
(Finished Product) :

6.3. nyalAiTngAulud1dey (Active Pharmaceutical Ingredient Specification) n3ondnfusivrdnuiagy
(Finished Product Specification) iﬂﬂiﬁﬂg‘luﬁﬁﬁm (Non-official pharmaceopoeia) ABalaRIMaNgINENT]
PsgIureIMsinsiulunudonisdolaselui _

6.3.1. fiferimunuazanasguvemmsinssiludmevesssnaiiduaninues The Intemational
Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for
Human Use (ICH) %@ .
6.3.2. TaMUALAZINASHILYBINTUATIBEHER (In-house process) TidamAdaariy ICH Guidelines 3a
£.3.3. %’aﬁwumLLas:mmiﬁ'zuﬁalﬂﬁua___»?m'i%;ﬂ‘:’]:ﬁ?{ﬁmuﬂlﬂuﬁﬁwm igenler dgmids snudszne
NIENTRANGTITUAY (509 ixqé‘?ﬁﬂmﬁm%’ugmmumfav’u‘] (General requirernent for dosage form)
vanewme: Jafvuanmuainingfiudiendify (Active Pharmaceutical Ingredient Specification) wax
wanAnusied1593U (Finished Product Specification) fiosdnsdsansisnfadunazatiuifionty ondiuudnsdd
mreiideimuauazinnIgiusesmslnaziane ngauied iy vie ndnfusigiduiogy
7 duwidediofuseowmanisiasiei (Certificate of Analysis (CoA)) laesiastsznause

7. ﬁﬂmwﬂa%a"s”mamamﬁm-mﬁ"i’ﬂqﬁuﬁ';mﬁﬁfg (Certificate of Analysis of Active Pharmaceutical

Ingredient (API) Inasiassznousie

o 9w 3

7.1.1 dnumiisdeiusosmamsiesztingiusaedfny v0s8Nan InnRuRed1fy (Supplier)

a Y

& ar O 2

iz EhLumﬁ’aﬁa%'usaawaﬂ'lﬁl,ﬂ'iﬂxﬁ‘?mqmummmﬂm VaINAANAASTIeET3U (Manufacturer)

Ed U

72 ﬁwLmwﬁ‘qﬁa%’mawamﬁmiwﬁwémﬁm*ﬂ'mﬁwﬁagﬂ (Certificate of Analysis of Finished Product) 124

=

andanndnsdurienduagy (Manufacturer)
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AUUNENATLARIHANSANYIALALH (Stability data)
8.1. dwnenaIuansHan1sfnyIANUAITEEEe (Long term stability data) $1uau 3 JUNTIHAR
8.2. duunenansuanmamsinwieiunsialuantizss (Accelerated stability data) $1uu 3 Junswan
8.3. dnunenasudnwmansinmarmesivundald (n use stability data) $1uau 1 9n nedlflusfidesuan
wiadensteuliviadugiiussglu multiple-dose container
wnewme: luenansiiueidesssydoyamiuasiinssiumantsfinu
duumilidesusewdndmsiondniagd (Certificate of Pharmaceutical Product) tlawissmiiudnunlutsymelg
dumdngiunlaEuyaveasnaniusien (Bioequivalence) Inanan1sAnwinauauyavowdafosie
(Bioequivalence) 1Y ulumrudod1vun ASEAN Guidelines for the Conduct of Bioavallability and
Bioequivalence Studies wia gilan1sAnwdiusdnduauasirauyavomdnfndion nsznssarsisuas Ty
aniuviembomufnuiiauyadildfumsusesn dnnnuparnssumsansiase (a@wwzmﬁ’rﬁty)
dumildeiusomnnsgrunisufoimundninusiisnmsiialuiesujiinns (Good Laboratory Practices (GLP)
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dumitidoiusawmsgiumaiuinyinavnsztssmudninue s MR lunIsuShvikarnsEaen (Good
Storage Practice / Good Distribution Practice (GSP/GDP)) (©1131)
duumisiofuseunasgiuiosfiiints ISO/EC 17025 lumeniseniiaue (i)
duunanansuantioyanisléidunisussglu Green book vasna@venmansmsumme ()
dnunenansuansdoyanislifun1sussalu Orange book 83 US.FDA W38 European Medicines Agency (813l)
nstbildefuuuudesananisanymisndin (Clinical trial) 1aselulsemelneiuanidenanandinuss _
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