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3.1.  Finished  product specification  :  Pioglitazone tablets  USP 40

Test  items1.Identificationi.=<--..`. Specifications

Meet the  requirement

95.0-  105.0  0/o  labeled  amount

3.  Dissolution* Not  less than  800/o  (a) of the  labeled  amount of Pioglitazone  is dissolved

4.  Uniformity  of Dosage  Unitx5.Impurities(Organicimpurities) Meet the  requirement

t3J'Lfiuo.20/o
-  indMdual  impurities

-total  impuritiesa,9, tallfiu  o.6o/o

u"o!  -  J`VI16U0  Dissolution,  Uniformityofdosageunitslvui"iiuuonal55iu@3lsoflou@nls5m5"`mn@tfl"lb@"{slu@315ufltllul
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3.2 Drug  substance  specification

(A)  Pioglitazone  Hydrochlorideusp 40

Test items Specifications

1.  Identification

Meet the requirement-Infrared  absorption

-Chloride Meet the requirement

2. A:ssFty 98.0  -  102.00/o  on  anhydrous  basis

3.  Impurities

3.1.  Organic  Impurities

talLfiu  0.i5%-Hydroxypioglitazone  (relative  retention  time 0.7)

-Didehydropioglitazone  (relative  retention  time  1.4) t3J'lfiu  o.15%

-  IV-Alkylpioglitazone  (relative  retention  time  3.0) tu'bfiuo.|5o/o

-Any  other  individual  impurity
talLfiuo.ioozo

-Total  impurities
tallfiu  o.5oo/o

3.2    Inorganic  purity-ResidueonIgnition

tallfiuo.loo/o

4.Water  determination  (Method lc) tallfiuo.5oo/o

(8)  Pioglitazone  Hydrochloride  BP2016

Test items Specifications

1.  Identification Meet the  requirement

2.  A:ss2ry 98.0  -102.00/o  of Pioglitazone  (anhydrous  substance  )
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Test items Specifications

3.  Solubility Practically  insoluble  in  water,  slightly  soluble to  soluble  in

methanol,  very slightly soluble  in  methylene  chloride

4.  Specific  optical  rotation -0.2  to  +0.2

5.  F{elated  substances-Impurities8,

t3J'lfiuo.150/o

-  Impurities  C tou'Lfiuo.150/o

-Unspecified  impurities tu'bfiuo.100/o

-Total  impurities tu'lfitt  o.4o%

-disregard  limit t3J'bfiuo.o5o/o

6.  Heavy   metals tu',au  20  ppm

7. Water determination tu'lau  0.500/o  (determined  on  0.500  g)

8.  Sulfated  ash [alLfiu  0.100/o  (determined  on  1.0  g)

(C)  Pioglitazone  Hydrochloride  European  pharmacopoeia  9

Test items Specifications

1.  Identification Meet the  requirement

2. A:ssay 98.0 -  102.00/o  of Pioglitazone  (anhydrous  substance  )

3.  Solubility Practically  insoluble  in  water,  slightly  soluble  to  soluble  in

methanol, very slightly soluble  in  methylene chloride

4.  Specific  optical  rotation -0.2  to  +0.2

5.  Belated  substances
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Test items Specifications

-  Impurities  8 t3J'Lfiuo.150/o

-  Impurities  C talifiuo.i5OzO

-  Unspecified  impurities talbfiuo.loo/o

-Total  impurities talbfiu  o.4o%

-disregard  limit tallfiuo.o5o/o

6.  Water determination ulfiu  0.500/o (determined  on  0.500  g)

7.  Sulfated  ash tu'lfiu  0.100/o  (determined  on  1.0  g)

"ar""q!:  drug  substance  specification  iR@15rul@1nlu5Lfl513v`"oiE"wan  drug  substance VISolu5lflsl3"` drug  substance  "#"Namul
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qq

Nafflrfum`moufis""3ifiuut£ (finished  product specification)  ii@3""on°"flq"fl"?dymq@u  (drug
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4.2.1.mdiuifiNamlutls3L"t"#"wa"gro`abonaissorusoianions£"n"amuim"@Ovnmoum`ism5fifllun"aonuI

PICs  (Pharmaceutical  inspection  Co-operation  Scheme)   t®UVIit"ilu  Plc/S  participating  authorities

Msoflbonaiisovu5Oittim5§iun"affluimuvi@ovnmou6M`ism5d®1uni5wamui"aoiudyniiufl"3ns5um5O"i5
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4.3. 1.w@n"5i@iifl5"`flq"fl"afflflov"6M`uiffl°ii3@€tl"RggrENam  (certification  of analysis  of finished  product)

1uuiiufiddbfi"uiotli{

4.3.2.w@n"5i@£ms"`qouflimaymQ@u"o"u"ia°iflevng(certificationofanalysisofdrugsubstance)vili"lum5
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4.5.  m5tl5gnuuq"fl"ifidqELou
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