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Certificate of Analysis
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Product: Sulpiride
Batch number: 21043
Batch size: 575,0Kg

04 FEB. 2022

COPY QA APPROVED

CAS number: 15676-16-1
ICROM code: PF-0001
Manufacturing date: September 2021

Analysis number: PF203/21 (ﬂ»; Retest date; September 2026
Quality standard: Eur. Ph. Current Ed:t-lonmw------_--_jy_"'-_-_ ------ cene- |
PARAMETERS RESULTS SPECIFICATIONS
Characterc
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Solution (10% in 12% acetic acid) " Clear, <RefSol.Ye  Clean, L<ReLSolYs
Sulphatedash T <% T <01% -
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Related s;k;fances (_l_:IPLC) es————————————
any impurity <0.05% <0.10%
total C<005% . 203 el
Methanol (GC) <500ppm <500 ppm -
U
Potentmmetnc (dried substance) 100.1% 98.5% to 101 O%

Quality Assurance Revision: Oévmz. ), PP b ST IV

Date: November 06, 2021

Chiara Ghinami
_« Quality Conirol Manager
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[ declare that the product is manufactured in accordance with the guidelines on Good Manufacturing Practice for

Active Substances

Qualified Person Release:
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ICROM §.z). — Manufacturing Site: Via delle Ani 33, 20863 Concorezzo — ltaly
Tel: +39 (0)39 6040836 — Fax: +39(0)39 6041742 — E-mail: icrom@icrom.com —Web site: www.icrom.com

Page 1 of 1



