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notre expertise 'Ultra-Propreté
DECLARATION OF CONFORMITY

The manufacturer: FRANKLAB Digitally signed by Bunic Gheorghe
Z.A. De L'Observpknir2026.04.05 12:43:26 EEST
3 Avenue de ;:r@!gé%son MoldSign Signature

Moldova
78180 Montigny-Le-Bre .
FRANCE MOLDOVA PEANA

Hereby declares that the following product;

TFD7
Class I Medical device according to rule 1 of annex VIl of the Furopean
Medical Device Regulation 2017/745.

Is manufactured and delivered in accordance with the following regulations:

European Medical Device Regulation 2017/745 (April 5, 2017)
Public Health Code: Part 5 Book li

This statement of conformity is based on Technical File (DT Générigue 3) constituted according to
the annex Il of the European Medical Device Regulation 2017/745.The product is placed on the
market with following packaging:

TFD7 (Basic UDI-ID: 37013875020ML)

® 5L Can Ref. 1 1020805
® Low 5L Can Ref.: 10208058
@ 10L Can Ref.: 1020811
® 20L Can Ref.: 1020821
o 200L Drum Ref.: 1020889
o 200L Drum with drumtainer Ref,: 10208128

26" September 2022, A

Nicolas VARAY

FRANKLAB SAS
3 av. des Frénes - ZA de 'Observatoire
78180 MONTIGNY LE BRETONNEUX
Tél. 01 39 44 93 40 - Fax 01 39 44 93 41

@intarnet ; hitp:hveer franklab.com
RC Versaiiles 306 563 206 - APE 20412
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notre expertise "'Ultra-Propreté

DECLARATION OF CONFORMITY

The manufacturer: FRANKLAB
ZA. De L'Observatoire
3 Avenue de Frénes
78180 Montigny-Le-Bretonneux
FRANCE

Hereby declares that, the following product:

RINCEL? ,
Class | Medical device according to rule 1 of annex VIl of the European
Medical Device Regulation 2017/745,

Is manufactured and delivered in accordance with the following requlations:

European Medical Device Regulation 2017/745 (April 5" 2017)
Public Health Code: Part 5 Boolcli

This statement of conformity is based on Technical File (DT RINCE L7) constituted according to the
annex Il of the European Medical Device Regulation 2017/745.

The product is placed on the market with following packaging:

RINCE L7 (Basic UDI-ID: 3701387510608P)

o 5L Can Ref.: 1032905
® Low 5L Can Hef.: 10329058
® 10L Can. Ref.: 1032911
® 20L Can Ref.: 1032921
o 200L Drum Ref.: 1032989
o 200L Drum with drumtainer Ref.: 10329128
26™ September 2022, kf——

FRANKLAB SAS N!colas VARA\i

3 av. des Frénes ~ ZA de 'Observatoire :
78180 MONTIGNY LE BRETONNEUX
Tél 01 30 44 93 40 - Fax 01 3944 93 44
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notre expertise 'Ultra-Propreté

DECLARATION OF CONFORMITY

The manufacturer:  FRANKLAB
Z.A. De U'Observatoire
3 Avenue de Frénes
78180 Montigny-Le-Bretonneux
FRANCE

Hereby declares that the following product:

PHOSPHAX
Class | Medical device according to rule 1 of annex VIl of the European
Medical Device Regulation 2017/745.

[s manufactured and delivered in accordance with the following regulations:

European Medical Device Regulation 2017/745 {April 5%, 2017)
Public Health Code: Part 5 Book i

This statement of conformity is based on Technical File (DT PHOSPHAX) constituted according to
the annex Il of the European Medical Device Regulation 2017/745.

The product is placed on the market with following packaging:

PHOSPHAX (Basic UDI-DI1: 37013875050MV)

® 5L Can Ref.: 1031705
* Low 5L Can Ref.: 10317058
o 10L Can Ref. : 1031711
® 20L Can Ref.: 1031721
o 200L Drum Ref.: 1031789
® 200L Drum with drumtainer Ref.: 10317128

26" September 2022,

www.sterifrance.com
Tel +33 (0)1 3944 93 40
Fax +33 (0)1 3944 93 41
contact@sterifrance.com
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notre expertise 'Ultra-Propreté

DECLARATION OF CONFORMITY

The manufacturer:  FRANKLAB
ZA. De L'Observatoire
3 Avenue de Frénes
78180 Montigny-Le-Bretonneux
FRANCE

Heraby declares that, the following product:

ENZYMEX LD
Class | Medical device according to rule 1 of annex VIIl of the European
Medical Device Regulation 2017/745.

Is manufactured and delivered in accordance with the following regulations:

European Medical Device Regulation 2017/745 {April 5% 2017)
Public Health Code: Part 5 Book U}

This statement of conformity is based on Technical File (DT ENZYMEX LD} constituted according to
the annex Il of the European Medical Device Regulation 2017/745.

The product is placed on the market with following packaging:

ENZYMEX LD (Basic UDI-ID: 37013875271NF)

® 1L Dosing bottle Ref. 1 1027101
@ 5L Can Ref,: 1027105
» 10L Can Ref. : 1027111
26" September 2022, \\7"-—-._._
FRANKLAE SAS Nicolas V{WAY
Prasident

3 av. des Frénes - ZA de I'Observatoire
78180 MONTIGNY LE BRETONNEUX
Tél. 01 39 44 93 40 - Fax 01 39 44 93 41
@intamet : http:/iwwy. franklab,com
RC Versailies 306 563 206 - APE 20412

www.sterifrance.com Q e
Tel 433 (0)1 394493 40 :’, :
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