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AN BULYDIEN

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 +

L %‘Gﬁﬂ

2. AuguaNIlY
2.1 3Uuuy
2.2 @lsenou

2.3 NYUBUIN
2.4 aan

Thiamine 1.5 mg film-coated Tablet
(GPU 903569)
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

Wuendeviinduusznm

Tu 1 WiaUsgnaumeimen 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
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3. AuaNtAnIImAta

nan1sndiTsiRumduluniu Finished product specification wag Drug substance
specification ﬁé’wﬁamnm&’ﬁﬁ']%’vaﬁmﬁmﬁu Faldaansidousonnznssunisemisuasen
niuwmmﬁ'ﬁmm wauma'*umswl‘ua'mmmauﬂua*uuwmaumm‘salwun’nmm'sﬁwuma%mw'lﬂ
fsunils muﬂs“mﬂnsumqammsmam ShN iu‘umi‘um WA 2561 asfuil 6 ﬁm'mu 2561 (ad
Usvmﬂ’luswﬂﬂmumﬂmwm 12 numwuﬁ 2562) wazUs¥nIpnIsnINasnsud 309 SEYFTIEN
(VUM 2) WA, 2562 asiuil 3 NINHIAY 2562 (aaUsumﬂ'luswmamwnmmw 26 nIngIAY 2562)
Finished product specification

U0 Test items Specifications

1. | Identification

#53961UM Finished Product Specification

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

- Pyridoxine HCL

90.0 - 150.0 % of the labeled amount

- Nicotinamide 90.0 - 150.0 % of the labeled amount

- Folic acid 90.0 - 150.0 % of the labeled amount

- Biotin 90.0 - 150.0 % of the labeled amount

- Pantothenic acid 90.0 - 150.0 % of the labeled amount

- Cyanocobalamin 90.0 - 150.0 % of the labeled amount
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9 Test items Specifications

Uniformity of dosage unit M3IHIUMIN Finished Product Specification
4. | Dissolution M39KWM Y Finished Product Specification
5. | Disintegration Not more than 30 minutes
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Fexofenadine hydrochloride 180 mg film-coated tablet
(GPU 974381)

1. #own Fexofenadine hydrochloride 180 mg film-coated tablet
2. AuaudAnaly
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Finished product specification

U9 Test items Specifications

1. | Identification MTIWIUAIY Finished Product Specification

2. | Assay 95.0 - 105.0 % of the labeled amount of fexofenadine
hydrochloride

3. | Dissolution
-Test 1 Not less than 60.0% of the labeled amount of
fexofenadine hydrochloride is dissolved in 10 minutes;
Not less than 80.0% of the labeled amount of
fexofenadine hydrochloride is dissolved in 30 minutes
= Test 2 Not less than 75.0% of the labeled amount of
fexofenadine hydrochloride is dissolved in 30 minutes
-Test 3 Not less than 75.0% of the labeled amount of

fexofenadine hydrochloride is dissolved in 45 minutes

4. | Uniformity of dosage unit M3IUIUAIN Finished Product Specification
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U0 Test items Specifications
Organic impurities
- Fexofenadine related Not more than 0.4%
compound A
- Decarboxylated degradant | Not more than 0.15%
- Any individual other Not more than 0.2%
impurity
- Total impurities Not more than 0.5%
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