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QUALITY CONTROL
CERTIFICATE OF ANALYSIS
(FlNlSllF D l’R()l)UCT)

Acetyleysteine Injection Bl’ 200 mg/ml

Batch No. K20324003 'AR.No. | FP/04/24/00029
Mtg_, Date April 2024 ‘ Sarﬁblmg Quantiiyw 150 /\miaoulcs o
| Exp. Date ‘Mar - 2026 ~ Samplln;, Date | 25/04/2024
' Batch Size 200 Litre x 2 Lot | Date of Analysis | 25/04/2024
'l’ack Quantlly NA ' Date of Release 109/05/2024
Ref. Spec. No. I'P/SPC/0017-00 ‘ ' Page No. | Pagelofl
Vl’dck gll(/lypc 5 X 5 ml Ampoules T
§r No.|  Test ! S])Lirﬁlatl()n 77777777 Result o |
01 liéébription | A clear colorless solution. A clear colorless solution. |
02 | Identification -
) Bv Infrared /\b@orpti()n; Spectrum is concordant with the reference o
2.1 | ¢ - Complies
quctrophotommy | spectrum of acetylcysteine.
03 | Audny or alkalinity | 0.5t0 7.5 ) 7.01 _
04 | Extractable volume | NL'T 5 ml ~|saml
05 | Related substances (By HPLC) 7 L
41 |N,N- Dlacctylcyslmc NMT 1.0 % . Not Detected
42 | Cysteine NMT 0.5 % i Not Detected
43 | Total Impurity I NMT 1.0 % e, — Not Detected
05 Ilydrog,cn Sulfide The absorbance of the solution obtained
from the injection is not greater than the
absorbance of the solution from the | Complies
i standard (100 ppm with reference to the
| ' content of acetyleysteine)

06 Particulate Matter e |
>10um ‘ NMT 6000 no. of pé'rtiiclc per contaihc':jrii 216ipfrllclc9 per comamcr.
> 25um 1 NMT 600 no. of particle per container. 13 parllclcs per contamu

07 - Stcnlltv ‘Sh()uld be Sterile. | Sterile.
08 Bacterial Endotoxin | Not more than 0.3 1U/ml. Less than 0.3 1U/ml.
09 | Assay | NLT95.0 % and NMT 105.0 % 101.4 %
‘(‘()N(‘l USION: lhc Finish Product Sample (on\q?)ﬁcs / l)()&&—ﬂﬁtw*omphé; as pcr H—b‘H’/BP/UéJ,—‘
Specification. |
l*unul()n l’rbparcd By Reviewed By Approved By ‘
Name | Maya Sirsat ~ Kushal Deshmukh Avmsh Kuﬁiar ’
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