Estudio de estabilidad del reconstituido y diluido.

IN-USE STABILITY STUDIES

BLEOMYCIN SULFATE for Injection 15 units
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1. FROTOCOL

1.1. Product Mame

1.2, Actrve Ingredient

1.3. Analy=is Diate

1.4. Conc. of Feconstituton

1.5. Method of Feconstituton

1.6. Storzge Condition

1.7. Test Products

: BLEOMYCIN SULFATE for Ijection 15 units

: Bleomyvem Sulfate

: June (4, 2018 ~ Tune 07, 2018

;3 umtsml, 1.2 umts'ml

: The BLEOMYCIN S5ULFATE 15 umits vial should be

reconstituted with 5 ml. of stenle water for mjechon
and stenle bactenostatic water for imjechon. &0 umts of
BLEOMYCIN SULFATE are dissolved mm 50 mL of

sodium chlonde for mjection 0.9%.

: The reconstituted solufion 15 stored at room temperature

(30°C) for up to 24 hours.

Batch Mo, Wfz. Diate Exp. Date Batch Size

1174604 June 1%, 2016 Tme 18, 2018 3,000 Vials

1174801 February 14, 2018 February 13, 2020 3,000 Vials

1174802 Febrary 18, 2018 Febmary 17, 2020 5,000 Vials
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1.8. Test Parameters

Fequrements

Vizual Inspection

Between 4.5 and 6.0

Between 20.0% and 120.0%

Content of Bleomyeins

A - Betwesn 55% and T0%

B: : Between 5% and 32%

B : Mot more than 1%

4> & B; - Not less than 9%,

1.9. Test Conditons

Dhluent=

Conditions

Concentration

Sterile water for mjection

For 24 hows at room
temperature (30°C)

3 umts'ml

Stenle bactenostatic water | For 24 hows at room
temperature {30°C)

for nmjection

3 nmotsmlL

Sodium
imjection (.9%

chlonde for |For 24 houws at room
temperature (30°C)

1.2 umts/mL

1.10. Test Plans

Conditions

Sampling Infervals (hours)

Stenle water for injection for 24 hours
at room temperature (30°C)

Imihal, 12, 24

Stenle bactenostatic water for injection
for 24 hours at room temperature (30°C)

Initial, 12, 24

Sodium chlonde for injection 0.9% for
24 hours at room temperature (30°C)

Inifial, 12, 24
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LEESULT

1.1. Sterile water for injection for 24 hours at rosm temperature (30°C)

1) Batch MNo. 1174604

Test Speafication

Desenphon | Clear, colorless solubon
pH Between 4.5 and 6.0
Aszay Between 90.0% and 120.0%:

A - Between 55% and TR

Content of B: : Between 25% and 32%
Bleomyems | B, : Mot more than 1%
A; & Bs - Mot less than 90%

2) Batch No. 1174801

Test Speafication

Desenphon | Clear, colorless solubon
pH Between 4.5 and 6.0
Assay Between 90.0% and 120.0%

A - Between 55% and TR

Content of B: : Between 25% and 32%
Bleomyems | B, : Mot more than 1%
Az & Ba - Mot less than 90%

3) Batch No. 1174802

Test Speafication 1fzal 12 hours
Desenphon | Clear, colorless solubon Conforms | Conforms
pH Between 4.5 and 6.0 . 52 53
Assay Between 90.0% and 120.0%: 1004
A; - Between 55% and T0%% £3.3 68.5

Content of B: : Between 25% and 32% 297
Bleomyems | B, . Not more than 1% 2 0.5 0.3
A7 & By - Hot less than 90% N 95.1 g7 e
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2.2, Sterile bacteriostatic water for injection for 14 hour: at room temperature (30°C)

1} Batch Ho. 1174604

Test Specification

Desenption Clear, colarless sclution
pH Between 4.5 and 6.0
Azzay Between 30.0% and 120.0%%

A, - Between 55% and 70%%

Content of B; : Between 25% and 32%
Bleomyems | B, . Not more than 1%
A5 & B : Mot less than 90%

1) Batch Ho. 1174801

Test Specification

Desenphon Clear, colorless soluton
pH Between 4.5 and 6.0
Amsay Between 80.0% and 120.0%

A5 - Between 55% and T0%%

Confent of B: : Between 25% and 32%
Bleomyems B. : Mot more than 1%
A7 & Bz : Mot less than 90%

3) Batch No. 1174802

Test Specification

Dezenphon Clear, colorless soluton
pH Between 4.5 and 6.0
Azsay Between 30.0% and 120.0%%

A, - Between 55% and T0%%

Confent of B: : Between 25% and 32%
Bleomyems B : Hot more than 1%
A5 & Ba - Mot less than 90%
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1.3 Sodium chloride for injection 0.9% for 24 hours at reom temperature (30°C)

1} Batch No. 1174604

Test

Specification

Desenphon

Clear. colarless solubon

pH

Between 4.5 and 6.0

Aszay

Between 90.0% and 120.0%

Content of
Bleomyemns

As : Between 55% and 70%%

B;: : Betoreen 25% and 32%

By : Mot more than 1%

Az & B; - Mot less than 30%

2} Batch No. 1174801

Test

Specificaton

Dezenphon

Clear, colorless solubon

pH

Between 4.5 and 6.0

Aesay

Between 90.0% and 120,070

Content of
Bleomyeimns

As - Between 55% and T0%%

B: : Between 25% and 32%

B : Mot more than 1%

A7 & B: - Mot less than 9%

1) Batch Mo

1174802

Test

Specification

Desenphon

Clear. colarless solubon

pH

Between 4.5 and 6.0

Aszay

Between 90.0% and 120.0%

Content of
Bleomryems

As : Between 55% and 70%%

B;: : Betoreen 25% and 32%

By : Mot more than 1%

Az & B; - Mot less than 30%
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3, CONCLUSION

The stability test of the reconstituted solition parformed for 24 howrs at room temperature
(30°C). The satisfactory result was found m the stabihity test, conformng to the required
spectfications. Therefore, the stabulity test of this product 15 gnaranteed for a penod of 24
hours at reom temperature (30°C).

-] &

Alr. Ki-Young Do
QC/QA Director
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