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1. Yo81 Atazanavir 300 mg Capsule
2. pandanaly

2.1 duwy Duguauga dmiusulsznu
2.2 dwlseney  Usenaumesien Atazanavir sulfate Miauyafiu Atazanavir 300 mg lu 1
wAUa
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3.1 Finished product specification:

49 Test items Specifications
1 | Identification - Complied with finished product specification
2 | Assay - 90.0-110.0 % of the labetled amount of atazanavir
3 | Dissolution test* - Complied with finished product specification
4 | Uniformity of dosage units* - Complied with finished product specification
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3.2 Drug substance specification :

) Test items

Specifications

1 | Identification

Complied with drug substance specification

N

Assay

97.5-102.0 % of atazanavir sulfate

W

Impurity
- Individual impurity

Not more than 0.1%
Not more than 0.5%

- Total impurities -

4 | Water - Not more than 2.5%w/w

5 | Residue on ignition - Not more than 0.2%w/w

6 | Sulfuric acid - 11.0-13.0%w/w
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Fay1  Biphasic lnsulin Aspart 100 1U/ml Injection ¥is penfill
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1. Wuhewnunznouusiranitie duigu

2. Usenausie Insulin aspart $ewaz 30 uay Protaminated Insulin aspart Yasay 70 TaaiivSune
ANty 100 1U/ml Tutiines 3 mi
3. UssTluMYUEUTIRENEaUsIAIndauuY multiple doses USuns 3 ml wazussineiUenu
W
4. aanszy
- Feen druusznoudendidy Auuse Tuiinds ’z’u?;umq wauiingn UTEvEnAR wasay
neipuiiuslidaauuuu syt
- uumMwuzUsTRned e sRetstyenn druusenaufiendifty auus *Tuéuma,uama‘uﬁ
HER
- demuududeulidaiiuend 2-8 swrwadea uasvandosmsutiuds (avoid freezing)
UUUTTTet wae/mIanwusussgen
AndulAvIamAliALeY Finished product

1. Identification test - G\i’;i]chumuﬁisﬂu finished product specification
2. USusiendfgy : | - 96.3-105.0% of the labeled amount of Insulin aspart
3. pH : - 7.20-7.44
4. Limit of high molecular weight - TaiiAv 0.9%
proteins .
5. Related proteins ' - B28isoAsp insulin aspart : Bitfiu 1.0%
6. Total Impurities - laiiAiu 1.3%
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7. Zinc content - 16.4-22.9 pg/ml

8. Preservative - m’aﬁlmumuﬁizﬂu finished product specification
9. Sterility test - mmmumuﬁixq‘lu finished product specification
10. Bacterial endotoxins - TsiiAiu 80 endotoxin units/100 IU of Insulin aépart
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3.1 Finished product specification: Dextrose and Sodium chloride Injection USP34-39

98 Test items Specifications
1 | ldentification - Meet the requirement
2 | Assay - 95.0-105.0 % of the labeled amount of dextrose
monohydrate and sodium chloride
pH - 3265
Sterility test - Meet the requirement

Bacterial endotoxins -

Not more than 10.0 USP Endotoxin Unit per g of
dextrose

6 | Limit of 5-hydroxymethylfurfural | -

and related substances

The absorbance is not more than 0.25

T | Particulate matter -

Meet the requirement
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3.2 Drug substance specification: Dextrose USP34-36

D) Test items Specifications

1 | Identification - Meet the requirement

2 | Color of solution - Meet the requirement

3 | Specific rotation - Between +52.6 and +53.2

4 | Acidity - Not more than 0.30 mlt of 0.020 N sodium hydroxide

is required for neutralization

5 | Water (105 C for 16 hours) - Hydrous form: 7.5-9.5% of its weight

- Anhydrous form: not more than 0.5% of its weight

6 | Residue on ignition - Not more than 0.1%

7 | Chloride - Not more than 0.018%

8 | Sulfate - Not more than 0.025%

9 | Arsenic - Not more than 1 ppm or Not more than 1 mcg/g
10 | Heavy metals - Not more than 5 ppm or Not more than 5 mcg/g
11 | Dextrin - It dissolves completely.

12 | Soluble starch, sulfites - The liquid is colored yellow.
3.3 Drug substance specification: Dextrose USP38-39
h) Test items Specifications

1 | ldentification - Meet the requirement

2 | Residue on ignition - Not more than 0.1%

3 | Chloride - Not more than 0.018%

4 | Sulfate - Not more than 0.025%

5 | Arsenic - Not more than 1 mcg/g

6 | Color of solution - Meet the requirement

7 | Acidity - Not more than 0.30 ml of 0.020 N sodium hydroxide
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99 Test items Specifications
8 | Water (105 C for 16 hours) - Hydrous form : 7.5-9.5%
- Anhydrous form: not more than 0.5%
9 | Specific rotation - Between +52.6 and +53.2°
10 | Dextrin - The sample dissolves completely.
11 | Soluble starch, sulfites - The liquid is yellow.

3.4 Drug substance specification: Sodium chloride USP34-36

48 Test items Specifications

1 | Identification - Meet the requirement

2 | Assay - 99.0-100.5 % on the drided basis

3 | Appearance of solution |- The solution is clear and colorless

4 | Bacterial endotoxins - Not more than 0.5 USP Endotoxin Unit/ml or Not more than
5 EU/g ;

5 | Acidity or alkalinity - Not more than 0.5 ml of 0.01 N hydrochloric acid or 0.01 N
sodium hydroxide is required to change the color of this
solution.

6 | Loss on drying - Not more than 0.5%

7 | Bromide - Not more than 0.010% or Not more than 100 ppm

8 | Phosphates - Not more than 0.0025% or Not more than 25 ppm

9 | Potassium - Not more than 0.05% or Not more than 500 ppm

10 | lodides - No blue color is observed.

11 | Aluminium - Not more than 0.2 mcg/g or Not more than 0.2 ppm

12 | Magnesium and alkaline- | - The volume of 0.01 M edentate disodium consumed in the

earth metals second titration doses not exceed 2.5 ml (0.01% calculated as
Ca) or Not more than 100 ppm, calculated as Ca
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49 Test items Specifications

13 | Arsenic - Not more than 1 mcg/g or Not more than 1 ppm

14 | iron - Not more than 2 mcg/g or Not more than 2 ppm

15 | Barium - The solutions are equally clear after standing for 2 hours.
16 | Ferrocyanides - No blue color develops in 10 minutes

17 | Sulfate - Not more than 0.020% or Not more than 200 ppm

18 | Nitrites - The absorbance is not greater than 0.01

19 | Heavy metals - Not more than 5 ppm

3.5 Drug substance specification:

Sodium chloride USP38

49 Test items Specifications
1 | ldentification - Meet the requirement
2 | Assay - 99.0-100.5 % on the drided basis
3 | Appearance of solution - The solution is clear and colorless
4 | Bacterial endotoxins - Not more than 0.5 USP Endotoxin Unit/ml or Not more than

5 EU/g

5 | Acidity or alkalinity -

Not more than 0.5 mt of 0.01 N hydrochloric acid or 0.01 N
sodium hydroxide is required to change the color of this
solution.

6 | Loss on drying - Not more than 0.5%
7 | Bromide - Not more than 100 ppm
8 | Phosphates - Not more than 25 ppm
9 | Potassium - Not more than 500 ppm
10 | lodides - No blue color is observed.
11 | Aluminium - Not more than 0.2 ppm
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48 Test items Specifications

12 | Magnesium and alkaline- | - The volume of 0.01 M edetate disodium consumed in the
earth metals second titration does not exceed 2.5 ml or Not more than

100 ppm, calculated as Ca

13 | Arsenic - Not more than 1 ppm

14 | Iron - Not more than 2 ppm

15 | Barium - The solutions are equally clear after standing for 2 hours.

16 | Ferrocyanides - No blue color develops in 10 minutes

17 | Sulfate - Not more than 200 ppm

18 | Nitrites - The absorbance is not more than 0.01

3.6 Drug substance specification:

Sodium chloride USP39

48 Test items Specifications
1 | Identification Meet the requirement
2 | Assay 99.0-100.5 % on the drided basis
3 | Appearance of solution The solution is clear and colorless
4 | Bacterial endotoxins Not more than 0.5 USP Endotoxin Unit/ml or Not more than
5 EU/g
5 | Acidity or alkalinity Not more than 0.5 ml of 0.01 N hydrochloric acid or 0.01 N
sodium hydroxide is required to change the color of this
solution.
6 | Loss on drying Not more than 0.5%
7 | Bromide Not more than 100 ppm
8 | Phosphates Not more than 25 ppm
9 | Potassium Not more than 500 ppm
10 | lodides No blue color is observed.
11 | Aluminium Not more than 0.2 ppm
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) Test items Specifications
12 | Magnesium and The volume of 0.01 M edetate disodium consumed in the
alkaline-earth metals second titration does not exceed 2.5 ml or Not more than

100 ppm, calculated as Ca

13 | Arsenic Not more than 1 ppm

14 |lron Not more than 2 ppm

15 | Barium Any opalescence in the test solution is not more intense than
that in the reference.

16 | Ferrocyanides No blue color develops in 10 minutes

17 | Sulfate | Not more than 200 ppm

18 | Nitrites The absorbance is not more than 0.01

3.7 Finished product specification: Sodium chloride and Dextrose Intravenous Infusion
BP 2011-2016

D) Test items Specifications
1 | Identification Meet the requirement
2 | Assay 95.0-105.0 % of the labeled amount of sodium chloride
95.0-105.0 % of the labeled amount of dextrose

Sterility test Meet the requirement
Acidity 3.5-6.5
5-hydroxymethylfurfural The absorbance is not more than 0.25
and related substances

6 | Bacterial endotoxins Not more than 0.25 IU/ml

7 | Particulate matter Meet the requirement

ﬂm”ﬂiiﬂJﬂ”liﬂ’]ViU@g@aﬂMWﬂ”LLa“iﬂﬂa“LE)EJC"I‘UG\‘iEn
. / ]r
B Ussaunssums
(uewaudng lanm )
avie . N oo NITHONT e < e NTTUNTS
(UBARTTY ANTIWANYIN) amaiing Assmshad)
- 7
NITUANT e SOOI o 113 |
(UEMUGWIA RLTDIAY)
aroeegieserre e nTIUA"S il SIS . NI
(wlgounaistinausine)
N33 astin . ,,G-f" N3N
(WeIse aseydITInY
asife Y- e NITUMT adn gty ATIUNTS
(u'uap,wuw WONYIWUIYIR) (wEnni WNIWUNIUNT)
aste N3IUANG adtio gond v NITNNSUALLAYIYNTT
tmqa'nnaum%mu Paelg) {(UNsUEIY WAT )
e nImas§iisenyns  adde ?\)Pﬁ“ o ATsuMsLasTIBaYIYNS
(uwauma/av) (Wnamdesn waaIynag)
X I v NTTUNSUASHTIBAT AT B ‘J‘:&qr NITATSUASHIIEEYIYNT
(mqamm finauds ) (unsamUsaing Yalunn)
- s
=@ AW b




3.8 Drug substance specification: Dextrose BP 2011-2016

) Test items

Specifications

1 | Identification -

Meet the requirement

2 | Appearance of solution | -

The solution is clear and not more intensively coloured than

reference solution.

3 | Acidity or alkalinity -

Not more than 0.15 ml of 0.1 M sodium hydroxide is required
to change the colour of the indicator to pink

4 | Specific optical rotation | -

Between +52.5° and +53.3°

5 | Foreign sugar, soluble -
starch, dextrins

The appearance of the solution shows no change.

6 | Sulfites - Maximum 15 ppm

7 | Chlorides - Maximum 125 ppm

8 | Sulfates - Maximum 200 ppm

9 | Arsenic - Maximum 1 ppm

10 | Barium - Meet the requirement
11 | Calcium - Maximum 200 ppm
12 | Lead - Maximum 0.5 ppm

13 | Water - 7.0-9.5%

14 | Sulphated ash -

Maximum 0.19%

15 | Pyrogen test

Meet the requirement

3.9 Drug substance specification

: Sodium chloride BP 2011-2016

1o Test items Specifications
1 | Identification - Meet the requirement
2 | Assay - 99.0-100.5 % on the drided substance
3 | Acidity or alkalinity - Not more than 0.5 ml of 0.01 M hydrochloric acid or 0.01 M
sodium hydroxide is required to change the color of the
indicator.
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Jo Test items Specifications
4 | Bromide - Maximum 100 ppm
5 | Ferrocyanides - No blue color develops within 10 minutes
6 | lodides - The mixture shows no blue colour.
7 | Nitrites - The absorbance is not greater than 0.01
8 | Phosphates - Maximum 25 ppm
9 | Sulfates - Maximum 200 ppm
10 | Aluminium - Maximum 0.2 ppm
11 | Arsenic - Maximum 1 ppm
12 | Barium - After 2 hours, any opalescence in the test solution is not
more intense than that in a mixture.
13 | lron - Maximum 2 ppm
14 | Magnesium and alkaline- |- Maximum 100 ppm, calculated as Ca
earth metals
15 | Potassium - Maximum 500 ppm
16 | Heavy metals - Maximum 5 ppm
17 | Loss on drying - Maximum 0.5%
18 | Bacterial endotoxins - Less than 5 1U/g
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4.4,

4.5.
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1. ¥awn Enoxaparin sodium 60 mg in 0.6 ml Injection
2. guaulanaly
2.1 Juuuy Dugndausmannde la Lifidutidiviesgeu

22 d@ulsenou  Usznausmesien Enoxaparin sodium 60 mg Tuuiums 0.6 ml

23 pwurpusTy  ussTluvaenussenienda (Pre-filled syringe) UsiARnide
2.4 aan - spyenn dussnousediaraiuss Tunda udueny weiingn
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wan1snsaviazinunmlulua finished product specification way drug substance
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3.1 Finished product specification: Enoxaparin sodium injection USP34-39

49 Test items Specifications
1 | Identification - Meet the requirement
2 | Anti-Factor Xa activity - 90-110% of the potency stated on the label in

terms of International Anti-Factor Xa Unit (1U).

Anti- lla activity

- 2000-3500 1U/ml

Ratio of Anti- Xa/Anti- lla - 3353
Benzyl alcohol (If present) - 1.35-1.65%
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9o Test items Specifications
6 | pH - 5575
7 | Bacterial endotoxins - Not more than 0.01 USP Endotoxin Unit of Anti-
Factor xa activity in Anti-Factor Xa IU.
8 | Free Sulfate content - Not more than 0.12%
9 | Sterility - Meet the requirement
10 | Particulate matter - Size 2 10 llm not more than 6,000 /container
- Size 2 25 lm not more than 600 /container

11 | Volume in container - Meet the requirement

3.2 Drug substance specification : Enoxaparin sodium USP34-35
9o Test items Specifications
1 | Identification - Meet the requirement
2 | 1,6-anhydro derivative on the reducing | - 15-25%

end of the chain

3 | Molecular weight distribution and weight-

average molecular weight

Average molecular mass

Fractions < 2000 Da

Fractions between 2000 and 8000 Da
Fractions > 8000 Da

- 3800-5000 Da

- 12.0-20.0%

- 68.0-82.0%

- Not more than 18.0%

Anti-Factor Xa activity - 90-125 Anti-factor Xa IU/mg on the dried basis

Anti- lla activity - Not less than 20.0 and not more than 35.0

Anti-factor lia IU/mg on the dried basis.

Ratio of Anti- Xa/Anti- ila

3353

Benzyl alcohol

Not more than 0.1%w/w

Nitrogen determination

1.8-2.5% on the dried basis
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49 Test items Specifications
9 | Sodium - 11.3-13.5% on the dried basis
10 | Heavy metals - Not more than 30 ppm

11 | pH - 6.2-77
12 | Loss on drying - Not more than 10.0% of its weight
13 | Specific absorbance - 14.0-20.0 on the dried basis
14 | Bacterial endotoxins - Not more than 0.01 USP Endotoxin Unit of
Anti-Factor xa activity
15 | Molar ratio of sulfate to carboxylate - Not less than 1.8
3.3 Drug substance specification : Enoxaparin sodium USP38-39
do Test items Specifications
1 | Identification - Meet the requirement
2 | L6-anhydro derivative on the reducing | - 15-25%

end of the chain

3 | Molecular weight distribution and weight-
average molecular weight
- Average molecular mass - 3800-5000 Da
- Fractions < 2000 Da - 12.0-20.0%
- Fractions between 2000 and 8000 Da |- 68.0-82.0%
- Fractions > 8000 Da - Not more than 18.0%
4 | Anti-Factor Xa activity - 90-125 Anti-factor Xa IU/mg on the dried basis

Anti- lla activity

- Not less than 20.0 and not more than 35.0

Anti-factor lla IU/mg on the dried basis.

Ratio of Anti- Xa/Anti- lla

- 3353

Benzyl alcohol

- Not more than 0.1%

Nitrogen determination

- 1.8-2.5% on the dried basis
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v Test items Specifications

9 | Sodium - 11.3-13.5% on the dried basis

10 | pH - 6.2-77

11 | Loss on drying - Not more than 10.0% of its weight

12 | Specific absorbance - 14.0-20.0 on the dried basis

13 | Bacterial endotoxins - Not more than 0.01 USP Endotoxin Unit of
Anti-Factor xa activity

14 | Molar ratio of sulfate to carboxylate - Not less than 1.8

3.4 Finished product specification: Enoxaparin sodium for injection BP2011-2014

) Test items Specifications

1 | Identification - Meet the requirement

2 | Anti-Factor Xa activity - 90-110% of the stated potency activity

3 | Anti-Factor Ha activity - 0.015-0.075 IU of anti-factor la activity per ml

4 | Ratio of Anti- Xa/Anti- lla - 3353

5 | Clarity and colour of solution - The solution is clear and not more intensely

coloured than reference solution Y, or BY,.

6 | Acidity or alkalinity (pH) - 5575

7 | Light absorption - 14.0-20.0

8 | Sodium - 11.3-13.5% on the dried substance

9 | Bacterial endotoxins - Less than 0.01 U per International Unit of anti-
Xa activity.

10 | Sterility - Meet the requirement

11 | Volume in container - Meet the requirement

12 | Particulate matter - Size 2 10 m not more than 6,000 /container

Size 2 25 Wm not more than 600 /container
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3.5 Finished product specification: Enoxaparin sodium for injection BP2016

D) Test items Specifications

1 | Identification - Meet the requirement

2 | Anti-Factor Xa activity - 90-110% of the stated potency activity

3 | Anti-Factor lla activity - 0.015-0.075 1U of anti-factor lla activity per ml

4 | Ratio of Anti- Xa/Anti- lla - 3353

5 | Clarity and colour of solution - The solution is clear and not more intensely
coloured than reference solution Y4 or BY,.

6 | Acidity or alkalinity - 5575 '

7 | Light absorption - Meet the requirement

8 | Sodium - 10.2-16.9% of Enoxaparin sodium

9 | Bacterial endotoxins - Less than 0.01 IU per International Unit of anti-
Xa activity.

10 | Sterility - Meet the requirement

11 | Volume in container - Meet the requirement

12 | Particulate matter - Size 210 [m not more than 6,000 /container
- Size 2 25 llm not more than 600 /container
3.6 Drug substance specification : Enoxaparin sodium BP2011-2016
0} Test items Specifications
1 | Identification - Meet the requirement
2 | L6-anhydro structure at the reducing end | - 15-25%

of their chain

Molecular mass
- Average molecular mass
Fractions < 2000 Da

Fractions between 2000 and 8000 Da

3800-5000 Da
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) Test items Specifications

4 | Anti-Factor Xa activity - Not less than 90 IU and not more than 125 U
of Anti-factor Xa activity per mg on the dried
substance.

5 | Anti- lla activity - Not less than 20.0 U and not more than 35.0
Anti-factor Hla IU per mg on the dried
substance.

6 | Ratio of Anti- Xa/Anti- lla - 3353

7 | Appearance of solution - The solution is clear and not more intensely
coloured than reference solution.

8 | pH - 6277

9 | Specific absorbance - 14.0-20.0 on the dried substance (at 231 nm)

10 | Benzyt alcohol - Not more than 0.1%

11 | Sodium - 11.3-13.5% on the dried basis
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® | Atazanavir 300 mg Capsule (&.lo) mo Cap/Box | belo.lbo UW/mo Cap

® | Biphasic Insulin Aspart 100 IU/ml ® Vial oxe.ba U/ Vial
Injection ¥ua penfill (€.e)

o | Dextrose 5% and Sodium chloride ® Bag bx.&o UY/Bag
0.45% Injection in 1,000 ml (&)

& | Enoxaparin sodium 60 mgin 0.6 ml | & Amp/Box bde.clo UTN/AMpP
Injection (&.@)
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