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2.2 dwlsenau  Usenausmesien Dextrose 5% W/V wag Sodium chloride 0.45% W/V U33a1s
1,000 mL
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specification  7ig19dsa1nadesrduatuiieatu Faldanzifoudedninamuanenssunisemis
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Uszmasimen
3.1 Finish product spggiﬁgaj;ign(l)’(Z)
ansNUAnIamAaila USP 35 BP 2013

1. UsunausinendnAgy 95.0 - 105.0% LA. of Dextrose | 95.0 - 105.0% LA. of
95.0 - 105.0% LA. of Sodium | Dextrose
chloride 95.0 - 105.0% LA. of Sodium

chloride

2. Identification ATITU ATIY

3. Bacterial endotoxins NMT 10.0 USP Endotoxin NMT 0.25 IU per mL
Units per g of dextrose

a4, pH 32-6.5 35-6.5

5. Limit of 5-hydroxymethyl NMT 0.25 NMT 0.25

furfural and related substances |

6. Sterility ATITU ATITHY

1 roedtrs fotomd L f@%{ %W/"Y
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NTINTUY

7. Particulate matter MTIVU
- 9uA > 10 Pm iy 25
aynA/mL
-ue > 25 Pm By 3
aune/ml
8. Volume in container ATITU ATIU
3.2 Drug substance specification
3.2.1 Dextrose (CgH1206H,0)
AuaNUANIWAila USP 35 BP 2013
1. Identification test ATIMY AT
2. Color of solution Clear Clear
3. Specific rotation +52.6° to +53.2° +52.5° to +53.3°
4. Acidity AIITY NTITNY
AusNUANIanAila USP 35 BP 2013
5. Water - Hydrous form loses 7.0 - 9.5%
between 7.5% and 9.5% of
its weight
- Anhydrous form loses NMT
0.5% of its weight
6. Residue on ignition NMT 0.1% -
7. Chloride NMT 0.018% NMT 125 ppm
8. Sulfate NMT 0.025% NMT 200 ppm
9. Arsenic NMT 1 ppm NMT 1 ppm
10. Heavy metal NMT 5 ppm -
11. Dextrin NTIINY NTIAHU
12. Sotuble starch,sulfites ATITNY - Sutfites : NMT 15 ppm
- Soluble starch : a52AHY
- Foreign sugars : #5790
13, Sulfated ash - NMT 0.1%
14, Lead - NMT 0.5 ppm
15. Calcium - NMT 200 ppm
16. Barium - ATITNY
3.2.2 Sodium chloride™®
AnauUANNwmAila USP 35 BP 2013
1. Ysunausendigy 99.0% - 100.5% of NaCl (on | 99.0% - 100.5% of NaCl (on
dried basis) dried basis)
2. Identification ATV NTIIMU

IVT[:” oi}/\/ ‘"fﬂv‘f
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3. Appearance of solution Clear and colorless Clear and colorless

4. Acidity or alkalinity RTIMY ATIINIU

5. Bromides NMT 100 ppm Maximum 100 ppm

6. Ferrocyanides NTIINY AN

7. lodides ATIU AT

8. Nitrites NMT 0.01 NTIIHU

9. Phosphates NMT 25 ppm Maximum 25 ppm

10. Sulfates NMT 200 ppm Maximum 200 ppm

11. Aluminium NMT 0.2 ppm Maximum 0.2 ppm

12. Arsenic NMT 1 ppm Maximum 1 ppm

13. Barium MTITIU TR

14. Iron NMT 2 ppm Maximum 2 ppm

15. Magnesium and alkaline- NMT 100 ppm Maximum 100 ppm
| earth metals

16. Heavy metals NMT 5 ppm Maximum 5 ppm

17. Loss on drying NMT 0.5% Maximum 0.5 %

18. Bacterial endotoxins NMT 0.5 USP EU/mL Less than 5 1U/g

19. Potassium NMT 500 ppm NMT 500 ppm
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2. 1BNENISUTBWINTFIUNTHEREN
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VIewe) : 619899710

1 = The United states Pharmacopeia 35
2 = British pharmacopoeia 2013
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