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n HCL 500 mg Tablet
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1. §981 Metformin HCl 500 mg Tablet
2. qrusudAvialy
2.1 Wuedlariladudsenu

2.2 UYsgnousiesien Metformin HC

1 500 mg Tu 1 uin
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2.4 38710
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Finished product specification Waz Drug substance

specification %Qiﬂﬁ]ﬂ‘iﬂ‘“L‘UEJ‘LIW'e]Eﬁuﬂ\‘i’]uﬂm““ﬂii@.!ﬂ’ﬁ’e]']%’ﬁl,mv&i? ﬂ'ﬁvﬂi?ﬂﬂﬁﬁ’]‘ﬁmﬁﬂ

3.1 Finished product spemﬁcatlo;n : Metformin HCL 500 mg Tablet

U Test items

Specifications

1 Identification ;

Meet the requirement

2 | Assay

85 - 105 % of lakel amount of Metformin

3 Dissolution

- Test 1 , Not less than 70% in 45 minutes
-Test 2 Not less than 80% in 30 rminutes
& i Uniformity of Dosage unit Meet the requirement

5> | Related compound

- Any Impurity ] Not more than 0.1%

- Total impurity Not more than 0.6%

3.2 Drug substance speciﬁcation%: Metformin HCL Complied with drug substance

specification
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81 Losartan 100 mg Tablet

e 1UaTeUIMULTUNS

1. Baen Losartan 100 mg Tablet

2. ausuuAnaly

2.1 3Uuuy Wugndadsiuiudssmu

2.2 dyulsensu Uszneumesien Losartan 100 mg Tu 1 iin
2.3 AYUYUTH usslusnedpainiiannsatiostumnniuld
2.5 2870
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3. puguianranada

c&amsm%ﬁmeﬁ@mmw@uwmg Finished product specification 1as Drug substance
specification Faldarmueudedinaunnsnisunisomsuazen NTEYINAITUGY

3.1 Finished product specification : Losartan 100 me Tablet

U8 Test items Specifications
1 | identification J Meet the requirement
2 | Assay 9;5—105% of labeled amount of Losartan potassium

3 | Dissolution test

- Test 1 Not less than 75% (Q) in 30 minutes

-Test 2 Not less than 85% (Q) in 30 minutes

- Test 3 | Not less than 80% (Q) in 45 minutes
& | Uniformity of dosage unit Meet the requirement

5 | Impurities

- 1H-Dimer Not more than 0.5%
- ZH-Dimer Not more than 0.5%
- Total impurity Not more than 1.0%

3.2 Drug substance specification : Losartan Potassium

Complied with drug substance specification
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81 Enoxaparin 60 mg / 0.6 ml Injection

TsewsnutadeumULsUNT

1. Hoen Enoxaparin 60 mg / 0.6 ml injeétion
2. anusndATlY
2.0 Wuansazawurmanide Ta Lifld Sdudewey
2.2 Ussnausmieshen Enoxaparin sodium 60 mg/0.6 ml (6,000 iu anti-Xa / 0.6 ml)
2.3 vssiluvesaussqemdondn Usirnnde
2.4 aa1n
- svyflann ausenauieddysarauLss Yunde i’uéumeg auiinn waziat
veilawiiugodnedmisuuuussedast
- aanuuvasausIniauinetielesdosssydon drudsrnoufenddyuas
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3. pasuUAnISvaila
A TITliasinunmduluniy Finished product specification e Drug suostance
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3.1 Finished product specification : Enoxaparin 60 mg / 0.6 ml injection

49 Test items Specifications
1 | identification Meet the requirement
2 | Assay {Anti-Xa activity) 90-110 % of labeled amount of Enoxaparin
3 | Anti-lla activity | 20 - 35 ju/mg
4 | Ratio of Anti-Xa/Antl-lla 33-53
5 | pH 5.5-7.5
6 | Bacterial endotoxins Not more than 0.01 EU/anti-factor Xa iu
| %39
Not more than 100 EU/mi
7 Volume in container Meet the requirement
8 | Sterility sterile
§ | Particulated matter Meet the requirement
2 10 pm Not more than 6,000
B =25 um i Not more than 600
AUV Tovod /;.\Z,




3.2 Drug substance specification : Enoxaparin sodium
Complied with drug substance specification
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TIUALIDYARMANHUTRANZ VD
81 Phenytoin sodium 50 mg/ml in 5 ml injection

TsaWETUIRTEUINULTUNS

1. Foen Phenytoin sodium 50 mg/ml ini 5 ml injection
2. Aausuianaly
2.1 Jumsasaresirainide Ta Wil dviudadnvaondons
2.2 Usenaumemen Phenytoin sodium 50 me Ty 1 ml vesensazaonauves propylene
glycol Uay ethanol in water for injection ¥SaUsznaumeiien Phenytcin sodium 5%
w/v luansazanauauyeg propylene glycol 40% v/v uay ethanol 10% v/v in water for injection
2.3 wuAussy 5 fabbng
2.4 ussglunYuzUITedaUsiAanite urTySasiiseiuuas
2.5 2870
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3.1 Finished product specification : Phenytoin soium 50 meg/ml in 5 ml injection USP

0] Test items | Specifications
1 | Identification Meet the requirement
2 | Assay 95.0 - 105.0% of the labeled amount of

Phenytoin socdium

3 | Bacterial endotoxins Not more than 0.3 Endotoxins Unit/mg of

Phenytoin sodium

4 | oH 10.0 - 12.3

M)

5 | Alcohol and propytene glycol content
- Alcohol Not more than 9.0 — 11.0 % w/v
- Propylene glycol ~Not moere than 37.0 - 43.0 % v/v

Aoersont ﬁté oub /a_,é/

) -




Test items

Specifications

6 | Particulate matter

- Size 2 10 Um Net more than 6000 particles/container
- Size = 25 m Not more than 600 particles/container
7 | Sterility Meet the requirement

8 : Volume in container

Meet the requirement

3.2 Drug substance specification

: Phenytoin sodium USP

Test items

Specifications

1 | Identification

Meet the requirement

- Phenytoin related compound A
- Phenytoin related compound B
- Benzophenone

- Total impurities excluding

benzophenone

2 | Assay 98.0 - 102.0% of Phenytoin sodium
(on the dried basis)

3 | Clarity and color of solution Meet the requirement

4 | Loss on drying Not mere than 2.5%

5 | Heavy metals Nect more than 0.002%

& | Related compounds

Not more than 0.9%
Not more than 0.9%
Not more than 0.1%

Not more than 0.9%

3.3 Finised product specification : Phenytoin soium 50 mg/ml in 5 ml injection BP

Test items

Specifications

1 | ldentificaticn

Meet the requirement

Assay 4.75 - 5.25% wy/v of Phenytoin sodium
pH 115 -12.1
1.025 - 1.035 ¢

Benzil and benzophencne (for eac

i s e
—

Not more than 0.5%

2
3
4 1 Weight par mt{
5
6

Ethanol

9.0 - 11.0% v/v

mEm

for

oS Hdod




7 | Propylene glycol

37.0 - 43.0% v/v

8 | Sterility

Meet the requirement

9 | Particulate matter
- Sized > 10 Um
- Sized > 25 Plm

Not more than 6000 particles/container

Not more than 600 particles/container

10 | Bacterial Endotoxins

Not more than 0.3 Endotoxin Unit/mg of

Phenytoin sodium

11 | Extractable volume

Meet the requirement

3.4 Drug substance specification

: Phenytoin sodium BP

tih] Test items

Specifications

1 | identification

Meet the requirement

2 | Assay

98.5 — 100.5% of Phenytoin sodium

(on the anhydrous substance)

3 | Appearance of solution

Meet the requirement

4 | Related substances
- iImpurity E
- Impurity C
- Impurity D

- Total impurities.

- Unspecified impurities (for each)

Not more than 0.3%
Not more than C.2%
Not more than 0.15%
Not moere than 0.10%
Not more than 0.5%

5 | Free Phenytoin

Not more than 1.0 ml of 0.1 M

sodium hydroxide is required

5 | Heavy metals

Maximum 10 ppm

& | Water

Maximum 2.0%
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