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ANANYULIANIZVDIY)
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. ¥ow1 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. puauiAngly
2.1 JUuvy Wuguuuuudandoufidudmiviudssnu
2.2. dmdsenoy  Tu 1 Wi Yseneuse 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 MYULUIIY ussgluunalnaiviaeiuanuiuls wavussysusidestuuds
2.4 gan - seyBien duvszneusindWuasanuuseiunaniuduoigaeiings
waztavnzibouiiualisgdnauuuussyiug
- yunurussypeialessetsrydesvietoninisfrdulsenavnazauin
AL avTiRARTuAuy TRy
3.AnaNUANIImALA

3.1 Finished product specification:

& Test Items Specifications
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

2 Assay
-Thiamine mononitrate 90.0 - 150.0% of the labeled amount of Thiamine

mononitrate
NIUNIS g
L. 2Em........2 1235\ @y B
(ney.aniing 8edzn17) (ney.nuadu Seudiusnasy) (ney.2101A3 Auzd)
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” Test Items Specifications

UD
-Riboflavin 90.0 - 150.0% of the labeled amount of Riboflavin
-Pyridoxine HCL 90.0 - 150.0% of the labeled amount of Pyridoxine HCL
-Nicotinamide 90.0 - 150.0% of the labeled amount of Nicotinamide
-Folic acid 90.0 - 150.0% of the labeled amount of Folic acid
-Biotin 90.0 - 150.0% of the labeled amount of Biotin
-Pantothenic acid 90.0 - 150.0% of the labeled amount of Pantothenic acid
-Cyanocobalamin 90.0 - 150.0% of the labeled amount of Cyanocobalamin

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

4 Dissolution Not less than 75%(Q) of the labeled amount of Riboflavin

Folic acid , is dissolved in 60 minutes
5 Disintegration Not more than 30 minutes

VuBIMA - *syiate Dissolution U Uniformity of dosage units liwuulenansuanssvasidenna
nMsnsviasIed mindlsudslilulu coa
- nsdienvzidoundanisiiu (waive) nsasIsdevinzidenenslalidusanenasndngiu
fananlesueyiase

4. Goulvdy 9
4.1 wnasnslésueygatunsidousnivenitesmineludsunelng uazduns (declare) uvaswan

411 luddymstunadousiiuen (me.2 nes nes vie 62 ududnsd)

4.1.2  Tudwetunsifouen ve 1/8 1 vesiiiauosia wiausewasBuniatonsnruguamnw
vounAnuTinuAiunsdou (finished product specification) WAz aNMUARMNINYBY
nqfiu (drug substance specification) nsdifiegseninnsdsuutasudludandiu wwdos
wuulenansd@ N MaNENSuauAlY (8 5) uawsay finished product specification wag/
%39 Drug Substance specification

4.2 lBNANSIUTOWNATHIUNTHENED

4.2.1  nsdifimdnluysamalng guiasosidiunnmeniidesusennasgrumsnanginy
WaNINAISTIBNSTRLUNSHAREN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Inemiigau PIC/S participating authorities #3oillonansiuseINInsgIUNIHARIA
VAN EI9TLALIB NS RIUNMIHER B UBIATNIUANENTTNNTOIMITUAYEN NTENTI
as1saigy St muniulneimiuaenndouariniisuifundninasiuayisnsiintumsudn
v1 PIC/S Tumnaeniiaueny atuagamusaunisasisasulasiinamssusesdeiud
Usznaussmasindidninsiind

N3INNTT ;l
o RN ARN 2 AT, B SO
(ney.a11iinT Bedzn2) (ney.nuadusi Bediusuaiy) (ney. 21063 MuLd)
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422

nsdiduenivianssane grdnseaiionansiusennasgiumsnanginundninasi
FBsialunsudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ng
B PIC/S Participating authorities aUuanaaniuseun1snsivasulnsiinanisiusesiia
fuilsymauszmesimdidninsindvionaononyinuduinsd
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