M/S IVM PHARMACIA
Plot No. 05, Industrial Township,

Bhatoli- Kalan, Baddi (H.P ) -173205
CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)

QUALITY CONTROL DEPARTMENT

PRODUCT NAME Levosalbutamol Hydrochloride | BATCH NO. ‘ 126002
and Budesonide Inhalation ' \
| . Suspension ' ‘
'‘GENERIC NAME Levosalbutamol Hydrochloride ' A. R. NO. | QCIFP/26/0514 |
and Budesonide Inhalation ‘
| _ Suspension N .
MFG. DATE - 03/2026 s | PRODUCT CODE |21
‘EXP .DATE | 02/2028 | BATCH SIZE | | 300 LTR
SAMPLE SIZE 140X2mi | PACK SIZE ) 2 ML
DATE TEST STARTED  02/04/2026 ' DATE TEST COMPLETED | <
MFG.LIC.NO.  mMB/18/1020 SPECIFICATION NO. | FPS/F059-00 |
s NO. TEST o OBSERVATION [ SPECIFICATION LN
Description A white homogenous | A white homiogencus 1 [spersible
; redispersible suspension.
2 Identification (By HPLC)
A) For Levosalbutamol Complies The retention time of major peak in
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‘mdant with standard preparation
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 M/S IVM PHARMACIA
w Plot No. 05, Industrial Township,

5 Bhatoli- Kalan, Baddi (H.P.) -173205
'CERTIFICATE OF ANALYSIS (FINISHED PRODUCT) |

O SN e (et _QUALITY CONTROL DEPARTMENT
PRODUCT NAME Levosalbutamol Hydrochloride | BATCH NO.  |12126002
and Budesonide Inhalation
Suspension o ey BT S ¢ D
GENERIC NAME Levosalbutamol Hydrochloride | A. R. NO. QC/FPI26/0514
and Budesonide Inhalation
Suspension d e, 1.8 n
MFG. DATE 03/2026 PRODUCT CODE |21 N
EXP .DATE 02/2028 BATCH SIZE 1 300 LTR
SAMPLE SIZE 140 X 2 ml PACKSIZE | 2ML
DATE TEST STARTED | 02/04/2026 DATE TEST COMPLETED | - |
MFG. LIC. NO. MB/18/1020 SPECIFICATION NO. FPS/IF059-00 |

average content but within the limits of
75 to 125 per cent, repeat the
determination using another 20 dosage
units. The preparation complies with
the test if not more than one of the
individual contents of the total sample
of 30 dosage units is outside 85 to 115
per cent of the average content and
none is outside the limits of 75 to 125
per cent of the average content.

7 Assay (By HPLC):
Each 2.0 ml respule contains:

Levosalbutamol Hydrochloride IP | 1.265mg/2 ml 1.125mg}2ml to 1.375mg/2ml
w..1.25mg (101.23%) (90.0% and 110.0%)
Budesonide IP............ 0.5mg  |0.506 mg/2 ml 0.463mg/2ml to 0.550mg/2ml
(101.26%) (92.5% and 110.0%)
Relmﬂ( The above samplem / dees-net-eemply as per IW WBP)’EPSP specification or external

lab analysis report.
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