i,
DERREN

HEALTHERAE #YT. 18

DERREN HEALTHCARE PRIVATE LIMITED
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TA : SANAND. DIST.AHMEDABAD - 382213, GUJARAT,INDIA
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Product Name SODICAN 8.4 % INJECTION 25 ML

Generic Name SODIUM BICARBONATE INJECTION IP 8.4% wiv

|
|

COMPOSITION EACH ML CONTAINS
SODIUM BICARBONATE IP........ 8.4% WV
WATER FOR INJECTION IP.......Q.S.

|
Batch No. /Lot No. | BJ25013
“otos

Mfg. Dt. ‘

Exp. Dt.  oe027
Receipt Dt. 111/07/2025

Release Dt ﬁ25ﬁ7/20725 - - =
Sample Size !fﬂ%oampoiulei ]
Mfg. Lic. No.  |Grosi18e2 N
AR.No. [FPi25/0169 ]

ManufactuTed By |DERREN

Xnalysis ~ [viBHA KAMLESHBHAI PATEL Theoretlcal Y|eld/Batch Slze 16,471 OOO Ampoul
Sr. Test Limit Result
1 | Description Clear colourless liquid free form visible Clear colourless liquid free form visible
particle and fbers partlcle and fbers
2 |Extractable volume NLT 25. O mI 25.0 ml
3 | Identification B P R 7
Identification A by reaction (b) of A White Precipitated is formed A White Precipitated is formed
Acetates A dence white precipitated is formed A dence white precipitated is formed
4 |pH 2,7 o 70085 |79 -
| 5 |[BacterialEndotoxintest ~ [NMT50Eumg  |Lessthan50 Eu/mg LT
| 6 |Particulate mater | T T = N
By Visual inspection The solution is free from particle that is The solution is free from particle that is
observed by inspection with the unaided eye. |observed by inspection with the unaided eye.
By light obscuration method > 10 microns= NMT 6000/Container > 10 microns= 3.33/Container
> 25 microns= NMT 600/Container > 25 microns= 0.00/Container
7 Stenllty test sterilite sterile
8 |assay  [94.0 %10 106.0 % of the labelled amount of |101.5 % of the labelled s amount of sodium
sodium bicarbonate bicarbonate
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Conclusion : In the oplnlon of undersngned the sample referred to above is standard quahty as per ver IP specn‘lcatlon
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