DAFFOHILS

DAFFOHILS LABORATORIES PVT. LTD.

(A WHO-GMP, GLP Certified Company)

F-109-110, UPSIDC Industrial Area, Central Hope Town, Selaqui, Dehradun U.K. - 248 011 INDIA.

CERTIFICATE OF ANALYSIS

Quality Control Department
(The Drugs & Cosmetics Act 1940 and rules made there under)
Mfg. Lic. No. 107/UA/2007 & 113/UA/SC/P-2007

Product Name Asthanox Syrup
Generic Name Salbutamol Sulphate Syrup IP
Batch No. L-25008 Batch Size 1500.0 Liter
Mfg. Date 04/2025 Exp. Date 03/2027
Report No. DLS/04/008/2025 Sample Qty 5x100 ml
Ref. No. 2504008 Specification No. | DQC/SP/FP/448
Date of Sampling | 09/04/2025 Date of Release 11/04/2025
S. No. | Test/Parameter Specification Observation
Pink coloured liquid filled : i b
1. Description in amber colour round PET Pink color e g
amber colour round PET bottle.
bottle.
2. Identification
An Orange-red colour is
A) By Chemical produced in the chloroform | Complies
layer.
B) By Chemical A Blue colour develops Complies
2'tert'butylamino-1-(4-hydroxy-
3. 3-methylphenyl)ethano! (By NMT 0.5% Complies
S HPLC)
4. pH 3.4t04.5 4.18
S. Nominal Volume 100.0 ml 100.04 ml
6. Average Fill Volume +4.5% Complies
Yo Weight per ml 1.0 g/ml to 1.40 g/ml 1.122 g/ml
8. Assay: =
Each 5Sml contains: Label Claim | Result Percentage | Limits
Salbutamol Sulphate 1P g i o 1.8 mgto 2.2 mg
Eq. to Salbutamol 2me i Ao (90.0% to 110.0%)
REMARKS: The sample complies / Bees-notcomplhyas per IP/In-house Specification.
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