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CERTIFICATE OF CONFORMITY

CANE S.p.A. hereby declares that the following products:

. Serial Number Expiry
Quantity | REF Model Language (SN) / Batch (LOT) | Date
From SN
CRONO S-PID4 100 infusion AK1193.23 to SN
50 PS4AKPLO1 pump equipped with Polish AK1242.23 04.12.2028
CRONOFILL (CRONOFILL
LOT AC233001)
From SN
CRONO S-PID4 50 infusion AQ0624.23 to SN
50 PS4AQPLO1 pump equipped with Polish AQ0673.23 01.12.2028
CRONOFILL (CRONOFILL
LOT AC233001)

Ref. Takeda Pharma Sp.z.0.0. Order PO 8001377337+336

are designed, manufactured and checked according to the requirements of the:
. European Regulation (EU) 2017/745 and subsequent changes;
. CANE S.p.A. quality system.

The CANE S.p.A. quality system is certified by KIWA Cermet Italia S.p.A., via Cadriano 23, 1-40057 Granarolo

dell'Emilia (BO), according to the following standards:

° ISO 9001: 2015 - Quality management systems - Requirements - as stated by certificate n° 3506-A;

. ISO 13485: 2016 - Medical devices - Quality management systems - Requirements for regulatory purposes -
as stated by certificate n° 3506-M.

Rivoli (TO), 13.12.2023 CANE S.p.A.
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P. IVA/C.F 04384410017 Claudio Cané

Managing Director
Person Responsible for Regulatory Compliance
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