Request for update of the - _ x
MDD certification scope A TUVRheinland
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Name of Legal Manufacturer: Qingdao Haier Bio J ] % o
Cg) ] \f’- ﬂr‘( <2
o ! == =
Ere 4 =
BTN

Address of Legal Manufacturer: Haier Industrial grl( @cﬁfﬁﬂic éehfology Development
Zone, 266510 Qin «LB,

MDD 93/42/EEC Iﬁnnex v [
EC Certificate number IE)D 60149058 0001 |
Reason for submission: Iﬁdding new model or variant |

DECLARATION OF THE LEGAL MANUFACTURER

I hereby declare that the requested planned update of the MDD certification scope will be conducted in full compliance with the requirements of the EC Directive 93/42/EC.

This document is intended to amend information related to facilities and/or products listed on current valid "Product List and Application MDD, AIMD", approved by TUV Rheinland
LGA Products GmbH.

I hereby declare that the requirements of EU Regulation 2017/745 (MDR), Article 120 (3) with the derived MDR requirements are fulfilled.
All declarations signed by the legal manufacturer on valid and approved "Product List and Application MDD, AIMD" application documents remain unchanged.

Please provide the signed version of this document and the related Excel file to your TUV Rheinfand contact.
The document should be submitted with a (Significant) Change Notification (MS-0036869).

File name: Request for update of MDD certification scope (MS-0045432).xlsx Printed on 2023/3/13
MS-0045432 Revision: 1 Page 1 of 15



Request for update of the - . fR
: : A TUVRheinland®

MDD certification scope

FACILITIES:
Code of facility Scope of facility Legal entity name of facility Address of facility
EAR(1) Ew:pean authgnsed Shanghai International Holding Corp. GmbH Eiffestrasse 80, 20537 Hamburg, Germany
epresentative (Europe)
Internal . . . ) No.280 Fengyuan Road, High-tech Zone, Qingdao, 266111
IMF(1 o . ; ' '
M Manufacturing Facility Qigde HalsrBiomedical Co.. Ltd Shandong, P.R.China
External
EMEE Manufacturing Facility
R&D(1) Research & Development

Original Equipment
OEM(1
M Manufacturer

Sterilization facility Radiation -
S_RAD(1) Please select method

Sterilization facility Gas -
GAS(1
SLGAS) Please select method

Sterilization facility Heat -
S_HEATL) Please select method

S_OTH(1) Sterilization facility Other :
- Please specify

Please add lines as required!
Note: To add line, please select and copy entire corresponding row, and insert copied cells.

Printed on 2023/3/13
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Request for update of the - _ @
MDD certification scope A TUVRheinland

PRODUCTS:

Note: Please list all devices covered by the certification.

Classification of
product and classification )
rule resulting in highest risk Allocation of class Ilb products
class
Summary list of Code of
Allocation of all related facilities EU-REP
products into
Product name Classification Device TD/DD (use facility codes | (use facility
L (as listed on label) Generl grodust groupTiame Rule including Subcategory | Generic Device identifier from Facilities No from
subclause ) [NBOG BPG Group Name table, i.e IMF(1), | Facilities
according to Reviee Class 2009-3] (= GMFE)N term GMON cade IR&D(1)) table)
Annex |IX name)
1 MD 1101 Devices
for extra-corporal EU-HXC
HXC-158 Blood Bank Refrigerators rule 2 (1.2/1) lla circulation, Ver. 7B IMF(1) EAR(1)
infusion and '
haemopheresis
2 MD 1101 Devices
for extra-corporal EU-HXC
HXC-158B Blood Bank Refrigerators rule 2 (1.2/1) lla circulation, Ver. 7B IMF(1) EAR(1)
infusion and ’
haemopheresis
3 MD 1101 Devices
for extra-corporal EU-HXC
HXC-258 Blood Bank Refrigerators rule 2 (1.2/1) lla circulation, Ver 7B IMF(1) EAR(1)
infusion and '
haemopheresis
4 MD 1101 Devices
for extra-corporal EU-HXC
HXC-358 Blood Bank Refrigerators rule 2 (1.2/1) lla circulation, Ver 7B IMF(1) EAR(1)
infusion and ’
haemopheresis
File name: Request for update of MDD certification scope (MS-0045432).xlsx Printed on 2023/3/13
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Request for update of the o , &
MDD certification scope A TUVRheinland

5 MD 1101 Devices
for extra-corparal EU-HXC
HXC-358B Blood Bank Refrigerators rule 2 (1.2/1) lla circulation, Ver 7B IMF(1) EAR(1)
infusion and ’
haemopheresis
B MD 1101 Devices
for extra-corporal EU-HXC
HXC-608 Blood Bank Refrigerators rule 2 (1.2/1) lla circulation, Ver. 7B IMF(1) EAR(1)
infusion and ’
haemopheresis
7 MD 1101 Devices
for extra-corporal EU-HXC
HXC-608B Blood Bank Refrigerators rule 2 (1.2/1) lla circulation, Ver 7B IMF(1) EAR(1)
infusion and ’
haemopheresis
8 MD 1101 Devices
for extra-corporal EU-HXC
HXC-1308 Blood Bank Refrigerators rule 2 (1.2/1) lla circulation, Ver 7B IMF(1) EAR(1)
infusion and '
haemopheresis
9 MD 1101 Devices
for extra-corporal EU-HXC
HXC-1308B Blood Bank Refrigerators rule 2 (1.2/1) lla circulation, Ver. 78 IMF(1) EAR(1)
infusion and '
haemopheresis
10 MD 1101 Devices
for extra-corporal
rule 2 (1.2/1) lla circulation,
infusion and
haemopheresis
1 MD 1101 Devices
for extra-corporal
rule 2 (1.2/1) lla circulation,
infusion and
haemopheresis
12 MD 1101 Devices
for extra-corporal
rule 2 (1.211) lla circulation,
infusion and
haemopheresis

(Ultra) Low Temperature Freezers for
Dipealzee Medical Use

EU-DW

Vor B0 IMF(1) EAR(1)

(Ultra) Low Temperature Freezers for
Medical Use

EU-DW
Ver. CO

DW-25L92 IMF(1) EAR(1)

(Ultra) Low Temperature Freezers for
Medical Use

EU-DW
Ver. CO

DW-30L278 IMF(1) EAR(1)

File name: Request for update of MDD certification scope (MS-0045432).xlsx Printed on 2023/3/13
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Request for update of the ¥ ; ®
MDD certificat TUVRheinland'
certification scope
13 MD 1101 Devices
for extra-corporal
| 5
DW-30L420F (h:zet;ag;mgemperature e lla circulation, \E/gr Dgg IMF(1) EAR(1)
infusion and '
haemopheresis
14 MD 1101 Devices
for extra-corporal
Ultra) Low T F 2 : -
DW-40L420F I L eRRe et | sumeran) lla circulation, - IMF(1) EAR(1)
infusion and g
haemopheresis
15 MD 1101 Devices
for extra-corporal
Low T ; -
DW-30L508 wﬁal i empereure Freeparstor | o oy lla circulation, 5‘; Dgg IMF(1) EAR(1)
infusion and '
haemopheresis
16 MD 1101 Devices
far extra-corporal
DW-40L262 &Jétg?a'l‘%‘:gemperat”re FoBaastor | s i lla circulation, ES;DC‘"; IMF(1) EAR(1)
infusion and '
haemopheresis
gk MD 1101 Devices
for extra-corporal
DW-40L278 &J;g?ga'!‘f}:;emperawre Freezerstor | g (1211 lla circulation, \E/gr-Dc\;g IMF(1) EAR(1)
infusion and :
haemopheresis
18 MD 1101 Devices
for extra-corporal
DW-40L508 &gﬁ;gﬁf%“;gempe”’““r& FISSZERI | ooy lla circulation, \E/grD(‘:’g IMF(1) EAR(1)
infusion and ’
haemopheresis
19 MD 1101 Devices
for extra-corporal
DW-40L348 f\:’;t(;f‘c)a'l‘%‘:gemperat”re Freszermionr | e i) lla circulation, Egngg IMF(1) EAR(1)
infusion and '
haemopheresis
20 MD 1101 Devices
for extra-corporal
DW-40L92 &J;gfgaﬁwsgemperat“re Freezers for | e 2 (1.211) lla circulation, EE;DS'; IMF(1) EAR(1)
infusion and '
haemopheresis
File name: Request for update of MDD certification scope (MS-0045432).xlsx Printed on 2023/3/13
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Request for update of the é TUVRh nlang®
MDD certification scope -
21 MD 1101 Devices
for extra-corporal
DW-40W100 (e} Lew Termperatine FeeceSine | o mamy lla circulation, EL-a IMF(1) EAR(1)
Medical Use infusion and Ver. CO
haemopheresis
22 MD 1101 Devices
for extra-corporal
Ul ; " -
DW-86L578ST el S T la circulation, e IMF(1) | EAR(Y)
edical Use : : Ver. CO
infusion and
haemopheresis
23 MD 1101 Devices
for extra-corporal
DW-40L278(a) &J"r?) Law Temperatwe Freezeemfor |, .. o nosy lla circulation, AN IMF(1) EAR(1)
edical Use - Ver. CO
haemopheresis
24 MD 1101 Devices
for extra-corporal
DW-40L348(a) (I\:“tr?) Lt TarmpeaS e T [, o s lla circulation, 4 IMF(1) EAR(1)
edical Use e —— Ver. CO
haemopheresis
25 MD 1101 Devices
for extra-corporal
DW-40L508(a) (Uttra) Low Torfpergtune Fesers fof | o crom lla circulation, EU-DwW IMF(1) EAR(1)
Medical Use iFfiElan and Ver. CO
haemopheresis
26 MD 1101 Devices
for extra-corporal
DW-40W255 (L) Law TempepturaFres2ersfor: | com ooy lla circulation, kb IME(1) EAR(1)
Medical Use Ny — Ver, CO
haemopheresis
27 MD 1101 Devices
for extra-corporal
DW-40W380 ¢lira) Low TemperatureFreseersion” | v lla circulation, S IMF(1) EAR(1)
Medical Use ] . Ver. CO
infusion and
haemopheresis
28 MD 1101 Devices
for extra-corporal
(Ultra) Low Temperature Freezers for q : EU-DW
DW-86L338 I rule 2 (1.2/1) lla _circglatlon‘ Ver. GO IMF(1) EAR(1)
infusion and
haemopheresis
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Request for update of the - .
TUVRheinland®
MDD certification scope
29 MD 1101 Devices
for extra-corporal
Ultra) Low Temperature Free; for . - -
DW-86L338J §we dic)al il 25l rule 2 (1.211) lla circulation, \Efsr Dcvg IMF(1) EAR(1)
infusion and ’
haemopheresis
30 MD 1101 Devices
for extra-corporal
DW-86L388A I‘\;J;gf‘c);ﬂzgemperature Freezemdor | vz (ram lla circulation, 5U'Dgg IMF(1) EAR(1)
infusion and er:
haemopheresis
31 MD 1101 Devices
for extra-corporal
Ul T £
DW-86L388. (MegfgalLfJ";'e SMPEralne:Feeezarsiior | i som o lla circulation, 5: Dgg IMF(1) EAR(1)
infusion and ’
haemopheresis
32 MD 1101 Devices
for extra-corpaoral
DW-86L486 &J;zf::)a"'z‘zgemperat”re i P lla circulation, \E,;J;DC\’E IMF(1) EAR(1)
infusion and !
haemopheresis
33 MD 1101 Devices
for extra-corporal
DW-85L490. &J;nga'l-%";;emperat”re FeRebIs 1ol | i ttamy lla circulation, E;'Dgg IMF(1) EAR(1)
infusion and ’
haemopheresis
34 MD 1101 Devices
for extra-corporal
DW-86L578J (N‘fe'g;?a'l"mgemperat“re Freezersfor | ooy lia circulation, SE;D(‘:’; IMF(1) EAR(1)
infusion and ’
haemopheresis
35 MD 1101 Devices
for extra-corporal
DW-86L578S f\:’;t;gallﬂ’;;emperat“’e Freezers 0F | e 24.20) lla circulation, ot IMF(1) EAR(1)
infusion and '
haemopheresis
36 MD 1101 Devices
for extra-corporal
DW-86L628(50Hz) mt;i"‘c)aﬁwsgemwamre Freezers for | e 2 (1.211) lla circulation, \E/grDCV; IMF(1) EAR(1)
infusion and :
haemopheresis
File name: Request for update of MDD certification scope (MS-0045432).xIsx Printed on 2023/3/13
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Request for update of the Q TUVRh inland®
MDD certification scope
37 MD 1101 Devices
for extra-corporal
(Ultra) Low Temperature Freezers for : : EU-DW
DW-86L628(60Hz) Medical Use rule 2 (1.2/1) lla .Cerl..l|atlon. Ver. CO IMF(1) EAR(1)
infusion and
haemopheresis
38 MD 1101 Devices
for extra-corporal
(Ultra) Low Temperature Freezers for : ; EU-DW
DW-86L728D Masicatlsa rule 2 (1.2/11) lla _clrcglatlom Ver. CO IMF(1) EAR(1)
infusion and
haemopheresis
39 MD 1101 Devices
for extra-corparal
DW-86L728) illra) Low Temperature Fmezerater | gp o lla circulation, EL-OwW IMF(1) EAR(1)
Medical Use ; ; Ver. CO
infusion and
haemopheresis
40 MD 1101 Devices
for extra-corporal
(Ultra) Low Temperature Freezers for : . EU-DW
DW-86L729 Medieal Liss rule 2 (1.21) lla lurcglatlon' Ver. CO IMF(1) EAR(1)
infusion and
haemopheresis
41 MD 1101 Devices
for extra-corporal
DW-86L828 (Ultra) Low Temperature Freezers for | |\ 5 (1 274y lla circulation, EU-DW IMF(1) EAR(1)
Medical Use . : Ver. CO
infusion and
haemopheresis
42 MD 1101 Devices
for extra-corporal
(Ultra) Low Temperature Freezers for : ; EU-DW
DW-86L829BP Medical Use rule 2 (1.2/11) lla _t:|rm,_ulation, Ver. CO IMF(1) EAR(1)
infusion and
haemopheresis
43 MD 1101 Devices
for extra-corporal
DW-86L829BPT {Liira) Low TemperalureRresramsion |y v oy lla circutation, EvDi IMF(1) EAR(1)
Medical Use 5 : Ver. CO
infusion and
haemopheresis
44 MD 1101 Devices
for extra-corporal
DW-86L828. ;\;J'gf‘) 'l"‘l’J‘: Temperature Freezers for | o 5 (1.2/1) lia circulation, Eg;Dg; IMF(1) EAR(1)
Slicalitise infusion and ’
haemopheresis
File name: Request for update of MDD certification scope (MS-0045432).xIsx Printed on 2023/3/13
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Request for update of the e . ®
MDD certificat TUVRheinland®
certurncation scope
45 MD 1101 Devices
for extra-corporal
. (Ultra) Low Temperature Freezers for : 5 EU-DW
DW-86L828W Medinal Usa rule 2 (1.211) lla .CII‘CL:IlatIOFI. Ver. CO IMF(1) EAR(1)
infusion and
haemopheresis
46 MD 1101 Devices
for extra-corporal
2 (Ultra) Low Temperature Freezers for ; - EU-DW
DW-86L959 Medical Use rule 2 (1.2/1) lla .Glrmﬂatlon‘ Ver. CO IMF(1) EAR(1)
infusion and
haemopheresis
47 MD 1101 Devices
for extra-corporal
DW-86L959BP {oite) Loy Temperatuns Froazamfor | o m lla circulation, EL-0W IMF(1) EAR(1)
Medical Use ; . Ver. CO
infusion and
haemopheresis
48 MD 1101 Devices
for extra-corporal
DW-86L959BPT (Jltra) Low Temperature Freezers for | o 5 (1.211) la circulation, FU-DW IMF(1) EAR(1)
Medical Use . . Ver. CO
infusion and
haemopheresis
49 MD 1101 Devices
for extra-corporal
(Ultra) Low Temperature Freezers for ; . EU-DW
DW-86L959W Medical Use rule 2 (1.2/1) lla 'C|rctj|Iat|0n, Ver. CO IMF(1) EAR(1)
infusion and
haemopheresis
50 MD 1101 Devices
for extra-corporal
DW-86W100 (Litre; Low Tempersture FIoozemsior | s s lla circulation, = IMF(1) EAR(1)
Medical Use S f Ver. CO
infusion and
haemopheresis
51 MD 1101 Devices
for extra-corporal
(Ultra) Low Temperature Freezers for : . EU-DW
DW-86W100J Medical Use rule 2 (1.2/1) lla _clrcglatlon‘ Ver. G0 IMF(1) EAR(1)
infusion and
haemopheresis
52 MD 1101 Devices
for extra-corporal
DW-86W420 (irs) L TmpaistutelFISsReriior | v oo lla circulation, ELbw IMF(1) EAR(1)
Medical Use ) ; Ver. CO
infusion and
haemopheresis
File name: Request for update of MDD certification scope (MS-0045432).xlsx Printed on 2023/3/13
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Request for update of the ¥ . ®
MDD certificati TUVRheinland®
certrication sScope
53 MD 1101 Devices
for extra-corporal
ul : 3 .
DW-86W420J ﬁﬂeg?gafiwsgemperat“re Freszenior |z ran lla circulation, \F;Lejr Dgg IMF(1) EAR(1)
infusion and ’
haemopheresis
54 MD 1101 Devices
for extra-corporal
Itra) Low T ture F f : : ¥
DW-86L486E ﬁeéfgal s TR RS [rueatnem lla circulation, 4 D&"g IMF(1) EAR(1)
infusion and :
haemopheresis
55 MD 1101 Devices
for extra-corporal
DW-86L628E R:ﬂg?g;ﬁ‘;;emperat”re Freszersfor' | nilea (123 lla circulation, \E,EEDSX IMF(1) EAR(1)
infusion and ’
haemopheresis
56 MD 1101 Devices
for extra-corporal
DW-40W100J (L)ive) Low Temperature Freezers for | e 2 (1.2/1) lla circulation, e IMF(1) EAR(1)
infusion and )
haemopheresis
a7 MD 1101 Devices
for extra-corporal
DW-40W255.) ﬁf;gf’c’a'l'ﬂ’;;e’"perawre Freezem ol |\ ieo fiof) lla circulation, \E/gr'DC“'g IMF(1) EAR(1)
infusion and '
haemopheresis
58 MD 1101 Devices
for extra-corporal
DW-40W380J &gﬁ;i‘gemperat”m Freezersfor | oty lla circulation, Eg;Dgg IMF(1) EAR(1)
infusion and '
haemopheresis
59 MD 1101 Devices
for extra-corporal
DW-60W138 mgzam‘;;empem“re Freezers for | e 2 {1.21) lla circulation, \E’,gr'Dgg IME(1) EAR(1)
infusion and '
haemopheresis
60 MD 1101 Devices
for extra-corporal
DW-60W258 R:J;g:a'l‘z‘gemper AIIREEOSRISIION | | o SO lla circulation, 5;%": IMF(1) EAR(1)
infusion and :
haemopheresis
File name: Request for update of MDD certification scope (MS-0045432).xlsx Printed on 2023/3/13
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Request for update of the
MDD certification scope

A TUVRheinland®

61

DW-60W388

(Ultra) Low Temperature Freezers for
Medical Use

rule 2 (1.2/1)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-DW
Ver. CO

IMF(1)

EAR(1)

62

HXC-149

Blood Bank Refrigerators

rule 2 (1.2/1)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-HXC
Ver. 7B

IMF(1)

EAR(1)

63

HXC-149T

Blood Bank Refrigerators

rule 2 (1.2/1)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-HXC
Ver. 7B

IMF(1)

EAR(1)

64

HXC-149R

Blood Bank Refrigerators

rule 2 (1.2/1)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-HXC
Ver. 7B

IMF(1)

EAR(1)

65

HXC-429T

Blood Bank Refrigerators

rule 2 (1.211)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-HXC
Ver. 7B

IMF(1)

EAR(1)

66

HXC-429

Blood Bank Refrigerators

rule 2 (1.2/1)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-HXC
Ver. 7B

IMF(1)

EAR(1)

67

HXC-429R

Blood Bank Refrigerators

rule 2 (1.211)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-HXC
Ver. 7B

IMF(1)

EAR(1)

68

HXC-629

Blood Bank Refrigerators

rule 2 (1.2/1)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-HXC
Ver. 7B

IMF(1)

EAR(1)

File name: Request for update of MDD certification scope (MS-0045432).xIsx
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Request for update of the

MDD certification scope

A TUVRheinland®

69

HXC-629T

Blood Bank Refrigerators

rule 2 (1.2/1)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-HXC
Ver. 7B

IMF(1)

EAR(1)

70

HXC-629R

Blood Bank Refrigerators

rule 2 (1.2/1)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-HXC
Ver. 7B

IMF(1)

EAR(1)

71

HXC-1369

Blood Bank Refrigerators

rule 2 (1.2/11)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-HXC
Ver. 7B

IMF(1)

EAR(1)

72

HXC-1369T

Blood Bank Refrigerators

rule 2 (1.211)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-HXC
Ver, 7B

IMF(1)

EAR(1)

73

DW-86L729BP

(Ultra) Low Temperature Freezers for
Medical Use

rule 2 (1.2/1)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-DW
Ver. CO

IMF(1)

EAR(1)

74

DW-86L729BPT

(Ultra) Low Temperature Freezers for
Medical Use

rule 2 (1.2/1)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-DW
Ver. CO

IMF(1)

EAR(1)

75

DW-86L579BP

(Ultra) Low Temperature Freezers for
Medical Use

rule 2 (1.2/1)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-DW
Ver. CO

IMF(1)

EAR(1)

76

DW-86L579BPT

(Ultra) Low Temperature Freezers for
Medical Use

rule 2 (1.2/1)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-DW
Ver. CO

IMF(1)

EAR(1)

File name: Request for update of MDD certification scope (MS-0045432).xlsx
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Request for update of the
MDD certification scope

A TUVRheinland®

77

DW-86L728S

(Ultra) Low Temperature Freezers for

Medical Use rule 2 (1.2/1)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-DW
Ver. CO

IMF(1)

EAR(1)

78

DW-86L728ST

(Ultra) Low Temperature Freezers for

Medical Use rule 2 (1.2/1)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-DW
Ver, CO

IMF(1)

EAR(1)

79

DW-30L818BP

(Ultra) Low Temperature Freezers for

Medical Use rule 2 (1.2/1)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-DW
Ver. CO

IMF(1)

EAR(1)

80

DW-30L818BPT

(Ultra) Low Temperature Freezers for

Medical Use rule 2 (1.211)

lla

MD 1101 Devices
far extra-corporal
circulation,
infusion and
haemopheresis

EU-DW
Ver, CO

IMF(1)

EAR(1)

81

DW-30L1280F

(Ultra) Low Temperature Freezers for

Medical Use rule 2 (1.2/1)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-DW
Ver. CO

IMF(1)

EAR(1)

82

DW-30L1280FT

(Ultra) Low Temperature Freezers for

Medical Use rule 2 (1.2/1)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-DW
Ver. CO

IMF(1)

EAR(1)

83

HXC-106

Blood Bank Refrigerators rule 2 (1.2/1)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-HXC
Ver. 7B

IMF(1)

EAR(1)

84

Dw-86L100J

(Ultra) Low Temperature Freezers for

Medical Use rule 2 (1.2/11)

lla

MD 1101 Devices
for extra-corporal
circulation,
infusion and
haemopheresis

EU-DW
Ver. CO

IMF(1)

EAR(1)
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Request for update of the TGVRh -
einianda
MDD certification scope
85 MD 1101 Devices
for extra-corporal
Ultra) Low Temperature Freezers for ) - -
DW-86L419 I(Vledic)al Usa P rule 2 (1.2/1) lla circulation, Egro(\:‘g IMF(1) EAR(1)
infusion and >
haemopheresis
86 MD 1101 Devices
for extra-corporal
DW-86L579 s ORI | iearram lla circulation, A IMF(1) EAR(1)
infusion and ’
haemopheresis
87 MD 1101 Devices
for extra-corporal
DW-86L729 ﬁ;g?g;%‘;;emperat“re FIEREATSIOr | i w copts lla circulation, E,U'Dé’g IMF(1) EAR(1)
infusion and wh
haemopheresis
88 MD 1101 Devices
for extra-corporal
DW-86L829 (Ulra) Low Temperature Freezers for [ ¢ 5 (1.211) lla circulation, LD IMF(1) EAR(1)
Medical Use Ver. CO
infusion and ’
haemopheresis
89 MD 1101 Devices
for extra-corporal
Ultra) L . ) -
DW-30L818 I(Meéf‘gal ?J“;Jemperat“‘e FISGZBISION | i (iiait) lla circulation, ELe’r Dg‘é IMF(1) EAR(1)
infusion and '
haemopheresis
90 MD 1101 Devices
for extra-corporal
DW-40L568J f\f;giaga'l‘z‘gemperat“re Freezersfor | a2 (1.21) lla circulation, Egr’DCVg IMF(1) EAR(1)
infusion and !
haemopheresis
91 MD 1101 Devices
for extra-corporal
DW-86L418S %J;ggam‘zgemperat“m Freezersfor | e 2.2} lla circulation, EU'Dg; IMF(1) EAR(1)
infusion and =
haemopheresis
92 MD 1101 Devices
for extra-corporal
DW-86L418ST (L) Low Temperature Freezers for | 111 2 (1.211) lla circulation, g IMF(1) EAR(1)
infusion and ’
haemopheresis
Please add or delete lines as required!
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