EU Declaration of Conformity for in-vitro diagnostics

(according to the regulation (EU) 2017/746 of the European Parliament and Council)

The manufacturer SAV Liquid Production GmbH takes sole responsibility for the issuance of the EU
Declaration of Conformity according to (EU) 2017/746 art. 48 para. 10, for the fulfilment of all
applicable basic safety and performance requirements according to annex |, as well as for the
adherence to the procedures according to annex Il to IV of this regulation for the product mentioned

here.

Name and address of manufacturer: SAV Liguid Production GmbH,
Hochriesstr. 2,
83126 Flintsbach a. Inn, Deutschland
GERMANY

Unigue registration no. (SRN): DE-MF-000016745

Name of product: Formaldehyde solution buffered, neutral

Basis-UDI-DI: 426049263FNR9

GIVD: 13.07.01.05 Fixing reagents (Histology/Cytology)

Article no./variants: see annex

Assigned purpose: Formaldehyde solution buffered, neutral in the
variants 4%, 4.5% and 7.5% is intended to fix and
conserve human samples (cells, tissues, organs) in
vitro. The product may comprise a sampling vial which
is intended for storage and mailing of the sample. Use
is restricted to qualified personnel in a medical
environment.

Risk classification: A

Involvement of Notified Body: no

Identification of the certificate: not applicable

CE-symbol: c €
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Formaldehyde solution 4% buffered, neutral

Containing sampling
vial

FN-38-4-1
FN-48-4-1
FN-115-4-1
FN-612-4-1
FN-715-4-1
FN-912-4-1
FN-1020-4-1
FN-1535-4-1
FN-2500-4-1
FN-2550-4-1
FN-5800-4-1
FN-10800-4-1
FN-50100-4-1
FN-60120-4-2
FN-60180-4-1
FN-100180-4-1
FN-125250-4-1
FN-200500-4-2
FN-250500-4-1
FN-1L400-4-1
FN-1L500-4-1
FN-1L500-4-3
FN-20L10L-4-1

LA-IMAH-FN-1020-4-1
LA-KOB-FN-1020-4-1
LA-SKIN-FN-1020-4-1
LA-GR-FN-1535-4-1
LA-KOB-FN-1535-4-1
LA-DK-FN-50100-4-1
LA-KOB-FN-50100-4-1
LA-DK-FN-60180-4-1
LA-DK-FN-125250-4-1
LA-DK-FN-250500-4-1
LA-DK-FN-1L500-4-3
LA-DK-FN-2500-4-1
LA-DK-FN-5800-4-1
LA-DK-FN-10800-4-1

Without sampling vial
FN-1000-4-1
FN-5000-4-1
FN-5000-4-3
FN-10000-4-1
FN-10000-4-2
FN-20000-4-1
FN-30000-4-1
LA-BS-FN-1000-4-1
LA-BS-FN-5000-4-1
LA-BS-FN-10000-4-1
LA-BS-FN-20000-4-1
LA-LABRI-FN-1000-4-1

LA-BS-FN-58-4-4

LA-BS-FN-58-4-6
LA-BS-FN-58-4-7
LA-BS-FN-58-4-8
LA-BS-FN-58-4-9
LA-BS-FN-58-4-10
LA-BS-FN-58-4-12
LA-BS-FN-58-4-13
LA-BS-FN-58-4-14
LA-BS-FN-58-4-16
LA-BS-FN-58-4-19
LA-BS-FN-58-4-20
LA-BS-FN-58-4-21
LA-BS-FN-58-4-50-1
LA-BS-FN-58-4-50-2
LA-BS-FN-58-4-50-3
LA-BS-FN-58-4-50-4
LA-BS-FN-58-4-50-5
LA-BS-FN-58-4-50-6
LA-BS-FN-58-4-50-7
LA-BS-FN-58-4-50-8
LA-BS-FN-58-4-50-9
LA-BS-FN-58-4-50-10
LA-BS-FN-58-4-50-11
LA-BS-FN-58-4-50-13
LA-BS-FN-58-4-50-14
LA-BS-FN-612-4-1
LA-BS-FN-612-4-2
LA-BS-FN-612-4-3
LA-BS-FN-612-4-4
LA-BS-FN-1020-4-2
LA-BS-FN-1020-4-3
LA-BS-FN-1020-4-5
LA-BS-FN-1020-4-6
LA-BS-FN-1020-4-8
LA-BS-FN-1020-4-9
LA-BS-FN-1020-4-10
LA-BS-FN-1020-4-11
LA-BS-FN-1020-4-12
BS-FN-1020-4-15

LA-

Annex

LA-BS-FN-1020-4-16

LA-BS-FN-1020-4-17
LA-BS-FN-1020-4-18
LA-BS-FN-1020-4-19
LA-BS-FN-1020-4-20
LA-BS-FN-1535-4-1
LA-BS-FN-1535-4-2
LA-BS-FN-1535-4-3
LA-BS-FN-1535-4-4
LA-BS-FN-1535-4-5
LA-BS-FN-1535-4-6
LA-BS-FN-1535-4-7
LA-BS-FN-3040-4-1
LA-BS-FN-3040-4-2
LA-BS-FN-3040-4-3
LA-BS-FN-3040-4-4
LA-BS-FN-3040-4-5
LA-BS-FN-3040-4-6
LA-BS-FN-3040-4-7
LA-BS-FN-3040-4-8
LA-BS-FN-3060-4-2
LA-BS-FN-3060-4-3
LA-BS-FN-3060-4-4
LA-BS-FN-3060-4-5
LA-BS-FN-3550-4-3
LA-BS-FN-3550-4-6
LA-BS-FN-3550-4-8
LA-BS-FN-3550-4-9
LA-BS-FN-3550-4-10
LA-BS-FN-3550-4-11
LA-BS-FN-3550-4-12
LA-BS-FN-3550-4-13
LA-BS-FN-3550-4-14
LA-BS-FN-3550-4-18
LA-BS-FN-3550-4-17
LA-BS-FN-3550-4-18
LA-BS-FN-3550-4-18
LA-BS-FN-3550-4-20
LA-BS-FN-3550-4-21
LA-BS-FN-3550-4-22

The product variants starting with ,LA-BS-" are designated for export to Switzerland.
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LA-BS-FN-3550-4-23

LA-BS-FN-3550-4-T-2
LA-BS-FN-50100-4-1
LA-BS-FN-50100-4-2
LA-BS-FN-50100-4-3
LA-BS-FN-50100-4-4
LA-BS-FN-50100-4-5
LA-BS-FN-50100-4-6
-BS-FN-50100-4-7
-BS-FN-50100-4-8
-B

S-

S-FN-50100-4-9

S-FN-50100-4-10
-BS-FN-120180-4-1
S-FN-120180-4-2
-BS-FN-120180-4-3
-BS-FN-120180-4-4
LA-BS-FN-120180-4-5
LA-BS-FN-120180-4-6
LA-BS-FN-125250-4-1
LA-BS-FN-125250-4-3
LA-BS-FN-125250-4-5
LA-BS-FN-125250-4-6
LA-BS-FN-125250-4-7
LA-BS-FN-125250-4-8
LA-BS-FN-250500-4-2
LA-BS-FN-250500-4-3
LA-BS-FN-250500-4-4
LA-BS-FN-250500-4-5
LA-BS-FN-1L500-4-2
LA-BS-FN-1L500-4-3
LA-BS-FN-1L500-4-4
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Formaldehyde solution 4.5% buffered, neutral

Containing

sampling vial:

FN-715-45-1

FN-1020-45-1
FN-1535-45-1
FN-2500-45-1
FN-2550-45-1
FN-5800-45-1

Formaldehyde solution 7.5% buffered, neutral

Containing

sampling vial:

FN-912-75-1

FN-1020-75-1
FN-1535-75-1
FN-2500-75-1
FN-5800-75-1

FN-10800-45-1
FN-50100-45-1
FN-60180-45-1
FN-125250-45-1
FN-250500-45-1
FN-250500-45-3
FN-1L500-45-1

FN-10800-75-1
FN-30100-75-1
FN-50100-75-1
FN-60180-75-1
FN-250500-75-1

FN-250500-75-2

FN-1L500-75-1

Without sampling vial:

FN-1000-45-1
FN-5000-45-1
FN-10000-45-1
FN-30000-45-1

Without sampling vial:

FN-1000-75-1
FN-5000-75-1
FN-10000-75-1
FN-30000-75-1
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