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(.emru Name L e ()mlthlm L Aspaltate 7lnn1510n 5:,5/170}}71~ :,:- FSampled qty~ 30 Ampoules
I Batch No. ‘1 .\7?4938 s . Sampled by Arvind
Batch Size S ! 4572 Ampoul S Aem e ‘Sampled on. 20/01/2024
 Mfg. Date T | Date of Testing | 20/01/2024 t
Lr\, Date 11/2025 Mmse | 04/02/2024 |
SRR
'S, 'S, No. 1 Tests Specifications Observations J
\ k. Description A clear colourless solution filled in | A clear colourless solution
i ‘ amber glaSQ ampoule hlled in amber glass ampoule
L,, NS ok 7o SRS 21 e e L RS e e Sh
\L 7 | ldcntdetlon Complles as per Assay. Complies St
‘\ SR LNommal fill \olume NLT- 10 ml 10.0 ml \
\T 4. \ Extractable Volumc \ NLT \Eommal \olume or NMT 110% 10.1 ml
' ‘ ' of Nominal volume. (
EnEs pH 501075 | 6.48 |
L oAt e 2 - s it o st e
| 6. PdIIlLLlldlL \/1alliel77 11
“ ‘ (a.) Sub-Visible particle
; v count
‘\ \ (1.) Particles >10pm | NMT-6000/Ampoule 71/Ampoule
| L (2.) Particles >25um NMT-600/Ampoule 12/Ampoule |
E { ‘ =
| ‘ (b.) Visual The solution should be essentially Complies
2 } free  from  extraneous, mobile
| ¢ ] undissolved particles, other than gas |
| ‘* | bubbles. unintentionally. i
| EeC T et i : ! P —
o | Sterility No microbial growth should be omplies
| } obsel\ ed J
| 8. | Bacterial Endotoxins \ NMT () 0173 EU/mU ot = ‘t [ess than- 0.0175 EU/mg of \
1» Ornithine- [-Aspartate.  L-Ornithine - L-Aspartate. |
| 9. “ Assay: L
| | Bach 10ml contains: |
et - = \
In\mdluns Labeled Found % of labeled Limits % of | \
Claim | amount labeled amount J l
"1L-Ornithine -L-Aspartate \ 5 gm 5.2080 gm T 104.16% ) 90.0% to 110.0% | 1
| | | =
Remarks: In the opinion of the undersigned the sample referred to above 1s/ls.net-ﬁf-t-h'e’5tandard
quality as The Drug & & Cosmetic Act 1940 and the rules made there under. Com

per HABPUSP/I HS.
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