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delta T Gesellschaft fiir Medizintechnik mbH
Industriestrasse 13
35463 Fernwald — Germany

mailto: sales@deltat.de

phone: +49 641 795462-0

Declaration of Conformity according to
European Medical Device Regulation 2017/745

Registration number at EUDAMED:
SRN: DE-MF 000030155

The company delta T declares as manufacturer of the following medical products
- class 1 medical device -

Thermal Stabilizing Elements

Basic UDI: 426044946ACC100UB

for all products beginning with “A”
temperature/thermal stabilizing elements for the transport of Life Science and
Blood Products

Isolation Containers

Basic UDI : 426044946CON2003W

for all products beginning with “B”
isolation containers for the transport of Life Science and Blood Products
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in our responsibility that all relevant requirements of the European Regulation
MDR 2017/745 EWG are observed. Particularly is assured that all essential
requirements for Medical Products according to the Appendices of the above-
mentioned regulation are observed. The procedure of Evaluating the Conformity
has been performed. The technical documents are retained by the manufacturer.

Thermal Stabilizing Elements

A 1000 69
A 1000 68
A 0900 39
A 0820 04
A 1000 70
A 0900 43
A 0900 40
A 0850 09
A 0800 45
A 0800 13
A 1000 67
A 0900 42
A 0800 48
A 0800 16
A 1000 15
A 1000 13
A 0900 03
A 0820 06
A 1000 16
A 1000 14
A 0900 17
A 0900 10
A 0900 26
A 1000 17
A 0900 37
A 1000 18
A 0900 38
A 0850 17
A 1000 09
A 0900 02
A 0820 07
A 1000 10
A 0850 07
A 0800 07

18 C Accu 1L

18 C Accu 200ml

18 C Accu 2L

18 C Accu 300ml

18 C Accu 3L

18 C Accu 400ml

18 C Accu 600ml

18 C Accu 700ml

18 C Accu S 170ml

-18 C Accu S 170ml

18 CAccuS 1L

18 C Accu S 265ml

18 C Accu S 500ml

-18 C Accu S 500ml

-18 C Freeze Element 1L

-18 C Freeze Element 200ml
-18 C Freeze Element 2L

-18 C Freeze Element 300ml
-18 C Freeze Element 3L

-18 C Freeze Element 400ml
-18 C Freeze Element 400ml heavy
-18 C Freeze Element 600ml
-18 C Freeze Element S 265ml
-18 C TempShell - Element — Pair
18 C TempShell - Element — Pair
-18 C TempShell - Frame - Paar
18 C TempShell - Frame — Pair
-18 C TravelBag Accu - Pair
-21 C Accu 1L

-21 C Accu 2L

-21 C Accu 300ml

-21 C Accu 3L

-21 C Accu 700ml

-21 C Accu S 170ml
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A 0810 07
A 0800 08
A 0800 10
A 1000 07
A 1000 08
A 0900 16
A 0900 09
A 0900 25
A 1000 11
A 1000 12
A 1000 33
A 1000 31
A 0900 06
A 0820 02
A 1000 34
A 0900 46
A 0900 12
A 0850 02
A 0800 31
A 081002
A 0900 33
A 0800 32
A 0900 29
A 0800 34
A 1000 63
A 1000 62
A 1000 59
A 1000 76
A 1000 64
A 1000 61
A 1000 60
A 0850 04
A 0800 41
A 081003
A 081010
A 0800 42
A 0900 30
A 0800 44
A 0810 37
A 1000 65
A 1000 66
A 1000 35
A 1000 36

-21 C Accu S 1L

-21 C Accu S 220ml

-21 C Accu S 500ml

-21 C Freeze Element 200ml

-21 C Freeze Element 400ml

-21 C Freeze Element 400ml heavy
-21 C Freeze Element 600ml

-21 C Freeze Element S 265ml
-21 C TempShell - Element — Pair
-21 C TempShell - Frame — Pair
22 C Accu IL

22 C Accu 200ml

22 C Accu 2L

22 C Accu 300ml

22 C Accu 3L

22 C Accu 400ml

22 C Accu 600ml

22 C Accu 700ml

22 C Accu S 170ml

22 CAccu S IL

22 C Accu S 1L x 3 Board

22 C Accu S 220ml

22 C Accu S 265ml

22 C Accu S 500ml

22 C PLUS Accu 1L

22 C PLUS Accu 200ml

22 C PLUS Accu 2L

22 C Plus Accu 300ml

22 C PLUS Accu 3L

22 C PLUS Accu 400ml

22 C PLUS Accu 600ml

22 C PLUS Accu 700ml

22 C PLUS Accu S 170ml

22 CPLUS Accu S 1L

22 C PLUS Accu S 1L x 3 board
22 C PLUS Accu S 220ml

22 C PLUS Accu S 265ml

22 C PLUS Accu S 500ml

22 C PLUS Accu S 500ml x 3 board
22 C PLUS TempShell - Element — Pair
22 C PLUS TempShell - Frame — Pair
22 C TempShell - Element — Pair
22 C TempShell - Frame - Pair
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A 0810 08
A 1000 01
A 0900 15
A 0850 08
A 0800 01
A 0800 04
A 1000 03
A 0900 01
A 0820 08
A 1000 04
A 0900 08
A 0900 24
A 1000 05
A 1000 06
A 1000 39
A 1000 37
A 0900 07
A 0820 10
A 1000 40
A 0900 21
A 0900 13
A 0850 01
A 0800 37
A 081001
A 0800 38
A 0900 31
A 0800 40
A 1000 41
A 1000 42
A 1000 27
A 1000 25
A 0900 05
A 082003
A 1000 28
A 0900 45
A 0900 11
A 085003
A 0800 25
A 0900 23
A 0800 26
A 0900 28
A 0800 28
A 1000 29

-30 C Freeze Element S 1L
-30 C Accu 200ml

-30 C Accu 400ml

-30 C Accu 700ml

-30 C Accu S 170ml

-30 C Accu S 500ml

-30 C Freeze Element 1L

-30 C Freeze Element 2L

-30 C Freeze Element 300ml
-30 C Freeze Element 3L

-30 C Freeze Element 600ml
-30 C Freeze Element S 265ml
-30 C TempShell - Element — Pair
-30 C TempShell - Frame - Pair
37 C Accu 1L

37 C Accu 200ml

37 C Accu 2L

37 C Accu 300ml

37 C Accu 3L

37 C Accu 400ml

37 C Accu 600ml

37 C Accu 700ml

37 C Accu S 170ml

37 C AccuS 1L

37 C Accu S 220ml

37 C Accu S 265ml

37 C Accu S 500ml

37 C TempShell - Element — Pair
37 C TempShell - Frame - Pair
4 C Accu 1L

4 C Accu 200ml

4 C Accu 2L

4 C Accu 300ml

4 C Accu 3L

4 C Accu 400ml

4 C Accu 600ml

4 C Accu 700ml

4 C Accu S 170ml

4 CAccuS 1L

4 C Accu S 220ml

4 C Accu S 265ml

4 C Accu S 500ml

4 C TempShell - Element — Pair
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A 1000 30
A 0750 05
A 0750 01
A 0750 00
A 0750 06
A 0750 07
A 0750 02
A 0750 08
A 0760 01
A 0750 03
A 0750 04
A 0750 09
A 0700 10
A 0710 20
A 0700 20
A 0710 30
A 0700 30
A 0700 06
A 0700 07
A 0700 01
A 0700 11
A 0700 08
A 0700 12

4 C TempShell - Frame - Pair
-50 C Accu S 1L

-50 C Freeze Element 1L

-50 C Freeze Element 200ml
-50 C Freeze Element 2L

-50 C Freeze Element 300ml
-50 C Freeze Element 3L

-50 C Freeze Element 600ml
-50 C Freeze Element S 265ml
-50 C TempShell - Element - Pair
-50 C TempShell - Frame - Pair
-50 C TravelBag Accu - Pair
Gel Accu 1L

Gel Accu 200ml HD

Gel Accu 2L

Gel Accu 300ml HD

Gel Accu 3L

Gel Accu 600ml

Gel Accu 700ml

Gel Accu S 170ml

Gel Accu S 1L

Gel Accu S 220ml

Gel Accu S 500ml

Isolation Containers

B 1000 42
B 1002 10
B 1002 16
B 1002 30
B 1002 03
B 1002 05
B 1000 39
B 1001 16
B 1000 16
B 1000 80
B 1001 17
B 1001 20
B 1001 30
B 1001 05
B 1000 34
B 1000 79
B 1000 31

BlueLine PharmaCase 30L
BlueLineBag 10L
BlueLineBag 16L
BlueLineBag 30L
BlueLineBag 3L
BlueLineBag 5L
MiniVacuum Case
MiniVacuumBox 16L, blau
Pharma Case 170L
PharmaCase 100L
PharmaCase 16L
PharmaCase 20L
PharmaCase 30L
PharmaCase 75L
TransPorter Blue Line 10 L
TransPorter Blue Line 16L
TransPorter Blue Line 20L
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B 1000 33 TransPorter Blue Line 20L with shoulder strap - Chistiy
B 1000 20 TransPorter Blue Line 30L

B 1000 50 TransPorter Blue Line 50L

B 1000 23 TransPorter Blue Line 5

B 1000 76 TransPorter Blue Line VIP 16L

B 1100 10 TransPorter BlueLine S 12 Basicset

B 1100 02 TransPorter BlueLine S 12L Tray with Inliner

Fernwald, 8-February-2023

- 48 41 TE5462-0 Fax-20

Dipl. Kfm. Peter Busch
Quality Manager
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