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ANANBULIANIZYDIEN
biotin 150 mcg + calcium pantothenate 6.4 mg + cyanocobalamin 20 mg + folic acid 300 mcg
+ nicotinamide 20 mg + pyridoxine 2 mg + riboflavin 1.7 mg + thiamine 1.5 mg film-coated
tablet (GPU 903569)
1. #o81 biotin 150 mcg + calcium pantothenate 6.4 mg + cyanocobalamin 20 mg + folic acid
300 mcg + nicotinamide 20 mg + pyridoxine 2 mg + riboflavin 1.7 mg + thiamine 1.5 mg film-

coated tablet (GPU 903569)

2. quautAnaly
2.1 Uuuy Duguuuuediandouiidudmiviudsenu
2.2. dwvsenou  Tu 1 e Usznaushe Vitamin B1 1.5 mg., Vitamin B2 1.7 mg,
Vitamin B6 2 mg, Vitamin B12 20 mcg., Niacinamide 20 mg.
Pantothenic acid 6 mg., Folic acid 300 mcg., Biotin 150 mcg.
2.3 NVULUTTY ussgluunslnatviiostumutuld uasussyfausidesiuuas
2.4 aan - szyienn a':auUi:mauﬁamﬁﬂﬁ’zyuazm'mLwﬁuwﬁmfuﬁummmﬁwﬁm
waziawneilowiivenlisgnsinnuuuussgiug
- vunMuEUsTEneEeendeTEyesmiatenamsfaiuysenouuaz g
AL LAYTINER TuAue gL TRy
3.quauUANIIAiia

3.1 Finished product specification:

. Test Items Specifications

3:1.1 Identification
-Thiamine mononitrate Complied with finished product specification
-Riboflavin Complied with finished product specification
-Pyridoxine HCL Complied with finished product specification
-Nicotinamide Complied with finished product specification
-Folic acid Complied with finished product specification
-Biotin Complied with finished product specification
-Pantothenic acid Complied with finished product specification
-Cyanocobalamin Complied with finished product specification

3.1.2 Assay
“Thiamine mononitrate 90.0 - 150.0% of the labeled amount of Thiamine

mononitrate
-Riboflavin 90.0 - 150.0% of the labeled amount of Riboflavin
A33UNIT /
1@9*‘«‘m%1a€=¢m429‘;j/£3®?‘”"’"§
(ney.uniinT B9dzn17) (n5y. vy vUn 5998) (Ngy. 01043 MUA)
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-Pyridoxine HCL
-Nicotinamide
-Folic acid

-Biotin
-Pantothenic acid
-Cyanocobalamin

90.0 - 150.0% of the labeled amount of Pyridoxine HCL
90.0 - 150.0% of the labeled amount of Nicotinamide
90.0 - 150.0% of the labeled amount of Folic acid

90.0 - 150.0% of the labeled amount of Biotin

90.0 = 150.0% of the labeled amount of Pantothenic acid
90.0 — 150.0% of the labeled amount of Cyanocobalamin

3.1.3 Uniformity of dosage form unit* Complied with finished product specification

3.14 Dissolution Not less than 75%(Q) of the labeled amount of Riboflavin
Folic acid , is dissolved in 60 minutes

3.15 Disintegration Not more than 30 minutes

3.2 Drug substance specification:

i Test ltems Specifications

3.2.% Identification Complied with finished product specification

322 Assay
-Thiamine mononitrate 98.0-102.0% of the labeled amount of Thiamine mononitrate
-Riboflavin 97.0-103.0% of the labeled amount of Riboflavin
-Pyridoxine HCL 98.0-102.0% of the labeled amount of Pyridoxine HCL
Nicotifiamide 98.5-101.5.0% of the labeled amount of Nicotinamide
-Folic acid 97.0-102.0% of the labeled amount of Folic acid
-Biotin 97.5-100.5% of the labeled amount of Biotin
-Pantothenic acid (calcium 98.0-101.0% of the labeled amount of Calcium Pantothenate
pantothenate)
-Cyanocobalamin 96.0-102.0% of the labeled amount of Cyanocobalamin

3.23 Loss on drying
-Thiamine mononitrate Not more than 1.0%
-Riboflavin Not more than 1.5%
-Pyridoxine HCL Not more than 0.5%
-Nicotinamide Not more than 0.5%
-Pantothenic acid (calcium Not more than 5.0%
pantothenate)
-Cyanocobalamin Not more than 12.0%

3.24 Water determination Not more than 8.5%
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NBWA - *s8yiate Dissolution fiu Uniformity of dosage units Tiluulenansuansswazidenna
nsnTIvdeTed windllaudalilulu CoA
- nsdifnanzifoundainaiu (waive) msnssaeuiinsitesemslaliduansonansudngu
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4. Joulvdu 9
4.1 Lanmﬁm'ﬂﬁ'%'uaucg'amﬁw:Lﬁaucﬁ’ﬂ%’umtﬁaﬁ'mﬂw'luﬂﬁsmﬂ'lﬂu wardune (declare) uvaanin
411 luddymstunsousiue (e.2 ne3 ned vie 82 wiusnsd)
4.1.2 Tudwetunsidous ve 1/6 1 vesenfiauesen wisuTwaiBumiItanImuANAMAMW
yoswdnusinuiitunsdou (finished product specification) KAt MMUAAMNTWYDY
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