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DiaMed GmbH 
Pra Rond 23 
1785 Cressier FR 
Switzerland 

 

TÜV SÜD Product Service GmbH 

Confirmation Letter  

CLI 040330 0196 Rev. 00 

 

Reference:    713267047 | 713281388 | 713283488 | 713309238 | 713309242 | 713313459 | 

713313460 | 713329914 | 713332971 | 713332972 | 713333137 | 713334057 | 713339857 | 713339864 | 

713344735 | 713344759 | 713344779 | 713345479 | 713346822 | 713330580-03b 

 

To whom it may concern, 

 

Confirmation of the status of a formal application, written agreement, and appropriate surveil-

lance in the framework of Regulation EU 2024/1860 amending Regulations (EU) 2017/746 (in the 

following referenced as IVDR) as regards the transitional provisions for certain in vitro diagnostic 

medical devices. 

 

With this letter TÜV SÜD Product Service GmbH, designated under IVDR and identified by the number 

0123 on NANDO, confirms that we have received a formal application in accordance with Section 4.3, 

first subparagraph of Annex VII of IVDR and has signed a written agreement in accordance with Section 

4.3, second subparagraph of Annex VII of IVDR with the above stated manufacturer with the following 

Single Registration Number (SRN)  

 

Single Registration Number: CH-MF-000020826 

 

The devices covered by the formal application and the written agreement mentioned above are identified 

in the Tables below.  
- Table 1 identifies the devices for which an IVDR application has been received, written agreement con-

cluded and for which TÜV SÜD Product Service GmbH is also responsible for appropriate surveillance of 
the corresponding devices under the applicable Directive.  

 
- Table 2 identifies the devices for which an IVDR application has been received and a written agreement 

concluded, but TÜV SÜD Product Service GmbH has not yet taken the responsibility for appropriate 
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surveillance of the corresponding devices under the applicable Directive or these devices did not require a 
Notified Body certificate under Directives.  

 

If devices covered by certificates issued under Directive Directive 98/79/EC (IVDD) that expired after 26. 

May 2022 and before 09. July 2024, without having been withdrawn, this letter also confirms that  
- the manufacturer signed the written agreement under IVDR by the date of IVDD certificate expiry; or  
- provided evidence that a competent authority of a Member State had granted a derogation or exemption 

from the applicable conformity assessment procedure in accordance with Article 54(1) of IVDR or Article 
92(1) of the IVDR respectively. 

 

The transition timelines in accordance Article 110 (3) of IVDR that apply to the devices covered by this 

letter, subject to the manufacturer’s continued compliance to the other conditions specified in Article 110 

(3c) of IVDR, are shown below: 
- 31. December 2027, for devices certified under IVDD 
- 31. December 2027, for class D devices; 
- 31. December 2028, for class C devices; 
- 31. December 2029, for class B devices and for class A devices placed on the market in sterile condition  

We reserve the right to invoice any issuance, copies, amendments and / or changes of the confirmation 

letter according to effort. 

 

For confirmation letter validity see www.tuvsud.com/ps-cert?q=cert:CLI 040330 0196   

 

In case of inquiries please contact medical_devices@tuvsud.com. 

 

On behalf of the Notified Body TÜV SÜD Product Service GmbH, 

2024-10-09 

 

TÜV SÜD Product Service GmbH  

Medical and Health Services 

 

 

 TÜV SÜD Product Service GmbH  

Medical and Health Services 

 

 

 

Dr. Jürgen Püls 

Conformity Assessment Responsible (CARE) 

 

  

Dr. Christian Ullmann 

Application Reviewer 

 

  

Juergen Puels (9. Oktober 2024 14:17 GMT+2)
Juergen Puels

Christian Ullmann (9. Oktober 2024 15:16 GMT+2)
Christian Ullmann

http://www.tuvsud.com/ps-cert?q=cert:CLI%20040330%200196
mailto:medical_devices@tuvsud.com
http://www.tuvsud.com/ps-cert?q=cert:CLI%20040330%200196
mailto:medical_devices@tuvsud.com
https://tuev-sued.eu1.adobesign.com/verifier?tx=CBJCHBCAABAAVHMBM8XdK70t7P2BDA13qX0C8os7krR4
https://tuev-sued.eu1.adobesign.com/verifier?tx=CBJCHBCAABAAVHMBM8XdK70t7P2BDA13qX0C8os7krR4
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Table 1: Devices covered by this letter and for which TÜV SÜD Product Service GmbH is also re-

sponsible for appropriate surveillance of the corresponding devices under the applicable Di-

rective: 

 

Device name or Basic UDI-DI (un-

der IVDR application) 

IVDR Device classi-

fication (as pro-

posed by the manu-

facturer and veri-

fied during applica-

tion review) 

If the IVDR device is a 

substitute device, iden-

tification of the corre-

sponding IVDD device  

IVDD Certificate Refer-

ence(s) of the devices 

under IVDR application, 

and the NB Identifica-

tion 

DiaClon Anti-K 

Class D incl. ST/NPT 

 
N/A 

 

V7 040330 0153 Rev. 01 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon Rh + K Pheno II 

Class D incl. ST/NPT 

 

N/A V7 040330 0153 Rev. 01 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon Rh-Subgroups + Cw + K 

Class D incl. ST/NPT 

 

N/A V7 040330 0153 Rev. 01 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon Rh-Subgroups + K 

Class D incl. ST/NPT 

 

N/A V7 040330 0153 Rev. 01 

V1 040330 0182 Rev. 01 

NB #012§ 

ID-DiaClon Anti-c 

Class D incl. ST/NPT 

 

N/A V7 040330 0153 Rev. 01 

V1 040330 0182 Rev. 01 

NB #0123 

ID-DiaCell ABO A1, A2, B, O 

Class D incl. ST/NPT 

 

N/A V7 040330 0157 Rev. 02 

V1 040330 0182 Rev. 01 

NB #0123 

ID-DiaCell ABO A1, B 

Class D incl. ST/NPT 

 

N/A V7 040330 0157 Rev. 02 

V1 040330 0182 Rev. 01 

NB #0123 

ID-DiaCell ABO A1, B, O 

Class D incl. ST/NPT 

 

N/A V7 040330 0157 Rev. 02 

V1 040330 0182 Rev. 01 

NB #0123 

ID-DiaCell ABO A2 

Class D incl. ST/NPT 

 

N/A V7 040330 0157 Rev. 02 

V1 040330 0182 Rev. 01 

NB #0123 

ID-DiaCell ABO O 

Class D incl. ST/NPT 

 

N/A V7 040330 0157 Rev. 02 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon ABO/D (DVI-, DVI-) + Re-

verse Grouping 

Class D incl. ST/NPT 

 

N/A V7 040330 0158 Rev. 00 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon ABO/D (DVI+, DVI-) + Re-

verse Grouping 

Class D incl. ST/NPT 

 

N/A V7 040330 0158 Rev. 00 

V1 040330 0182 Rev. 01 

NB #0123 
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Device name or Basic UDI-DI (un-

der IVDR application) 

IVDR Device classi-

fication (as pro-

posed by the manu-

facturer and veri-

fied during applica-

tion review) 

If the IVDR device is a 

substitute device, iden-

tification of the corre-

sponding IVDD device  

IVDD Certificate Refer-

ence(s) of the devices 

under IVDR application, 

and the NB Identifica-

tion 

DiaClon ABO/Rh + Epreuve Sé-

rique et DiaClon Rh-Sousgroupes + 

K 

Class D incl. ST/NPT 

 

N/A V7 040330 0161 Rev.01 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon ABO/DVI+/DVI- + DAT 

Class D incl. ST/NPT 

 

N/A V7 040330 0165 Rev.00 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon RhD + Phenotype 

Class D incl. ST/NPT 

 

N/A V7 040330 0167 Rev. 02 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon ABD (DVI-) Confirmation 

for Patients 

Class D incl. ST/NPT 

 

N/A V7 040330 0171 Rev. 01 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon ABD-Confirmation for Do-

nors 

Class D incl. ST/NPT 

 

N/A V7 040330 0171 Rev. 01 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon ABD-Confirmation for Pa-

tients 

Class D incl. ST/NPT 

 

N/A V7 040330 0171 Rev. 01 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon ABO/D 

Class D incl. ST/NPT 

 

N/A V7 040330 0171 Rev. 01 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon ABO/D + DAT 

Class D incl. ST/NPT 

 

N/A V7 040330 0171 Rev. 01 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon ABO/D + Reverse Group-

ing 

Class D incl. ST/NPT 

 

N/A V7 040330 0171 Rev. 01 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon ABO/Rh for Donors 

Class D incl. ST/NPT 

 

N/A V7 040330 0171 Rev. 01 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon ABO/Rh for Newborns 

DVI+ 

Class D incl. ST/NPT 

 

N/A V7 040330 0171 Rev. 01 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon ABO/Rh for Patients 

Class D incl. ST/NPT 

 

N/A V7 040330 0171 Rev. 01 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon Complete Crossmatch 

Class D incl. ST/NPT 

 

N/A V7 040330 0171 Rev. 01 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon ABO/D + Reverse Group-

ing 

Class D incl. ST/NPT 

 

N/A V7 040330 0174 Rev. 01  

V1 040330 0182 Rev. 01 

NB #0123 
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Device name or Basic UDI-DI (un-

der IVDR application) 

IVDR Device classi-

fication (as pro-

posed by the manu-

facturer and veri-

fied during applica-

tion review) 

If the IVDR device is a 

substitute device, iden-

tification of the corre-

sponding IVDD device  

IVDD Certificate Refer-

ence(s) of the devices 

under IVDR application, 

and the NB Identifica-

tion 

DiaClon ABO/D + Reverse Group-

ing for Patients 

Class D incl. ST/NPT 

 

N/A V7 040330 0174 Rev. 01  

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon BAS-Test IgG 

Class D incl. ST/NPT 

 

N/A V7 040330 0177 Rev. 01  

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon ABO/Rh for Newborns 

DVI- 

Class D incl. ST/NPT 

 

N/A V7 040330 0178 Rev. 01 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon ABO/D + Reverse Group-

ing for Donors 

Class D incl. ST/NPT 

 

N/A V7 040330 0179 Rev. 01 

V1 040330 0182 Rev. 01 

NB #0123 

IH-QC1 

Class D incl. ST/NPT 

 

N/A V7 040330 0183 rev.01 

V1 040330 0182 Rev. 01 

NB #0123 

IH-QC2 

Class D incl. ST/NPT 

 

N/A V7 040330 0183 rev.01 

V1 040330 0182 Rev. 01 

NB #0123 

IH-QC3 

Class D incl. ST/NPT 

 

N/A V7 040330 0183 rev.01 

V1 040330 0182 Rev. 01 

NB #0123 

IH-QC4 

Class D incl. ST/NPT 

 

N/A V7 040330 0183 rev.01 

V1 040330 0182 Rev. 01 

NB #0123 

IH-QC5 

Class D incl. ST/NPT 

 

N/A V7 040330 0183 rev.01 

V1 040330 0182 Rev. 01 

NB #0123 

IH-QC6 

Class D incl. ST/NPT 

 

N/A V7 040330 0183 rev.01 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon ABO/DVI- 

Class D incl. ST/NPT 

 

N/A V7 040330 0185 Rev. 00 

V1 040330 0182 Rev. 01 

NB #0123 

DiaClon ABO/DVI- for Patients 

Class D incl. ST/NPT 

 

N/A V7 040330 0185 Rev. 00 

V1 040330 0182 Rev. 01 

NB #0123 

Control Card A 

Class D incl. ST/NPT 

 

N/A V7 040330 0159 Rev. 01 

V1 040330 0182 Rev. 01 

NB #0123 

ID-Internal Quality Control 

Class D incl. ST/NPT 

 

N/A V7 040330 0166 Rev. 01 

V1 040330 0182 Rev. 01 

NB #0123 
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Device name or Basic UDI-DI (un-

der IVDR application) 

IVDR Device classi-

fication (as pro-

posed by the manu-

facturer and veri-

fied during applica-

tion review) 

If the IVDR device is a 

substitute device, iden-

tification of the corre-

sponding IVDD device  

IVDD Certificate Refer-

ence(s) of the devices 

under IVDR application, 

and the NB Identifica-

tion 

Coombs Anti-IgG 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

DiaScreen 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

ID-Antigen Profile II 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

ID-Antigen Profile III 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

ID-Antigen Profile III (ID-Testsera 

Anti-M,-N,-S,s,-Fya,-Fyb (6x5,0ml)) 

Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

ID-Card Fya 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

ID-Card Fya/Fyb 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

ID-Card Fyb 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

ID-Dia (Diego) Positive 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

ID-DiaCell I-II 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

ID-DiaCell I-II-III 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

ID-DiaCell I-II-III Asia 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

ID-DiaCell IP-IIP-IIIP 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

ID-DiaCell Pool 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

ID-DiaCell SF 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

ID-DiaPanel 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

ID-DiaPanel Plus 6 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

ID-DiaPanel-P 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

ID-DiaScreen I-II-III-IV 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

ID-DiaScreen I-II-III-IV-VP-VIP 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

ID-DiaScreen Prophylax 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 
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Device name or Basic UDI-DI (un-

der IVDR application) 

IVDR Device classi-

fication (as pro-

posed by the manu-

facturer and veri-

fied during applica-

tion review) 

If the IVDR device is a 

substitute device, iden-

tification of the corre-

sponding IVDD device  

IVDD Certificate Refer-

ence(s) of the devices 

under IVDR application, 

and the NB Identifica-

tion 

LISS/Coombs 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

Test Serum ID-Anti-Fya 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

Test Serum ID-Anti-Fyb 
Class D incl. ST/NPT 

 

N/A V1 040330 0182 Rev. 01 

NB #0123 

 

Legend: ST – self-testing; NPT – near-patient testing; CDx – companion diagnostics 

 

 

Table 2: Devices covered by this letter and for which TÜV SÜD Product Service GmbH is NOT re-

sponsible for appropriate surveillance of the corresponding devices under the applicable Di-

rective: 

 

Device name or 

Basic UDI-DI (un-

der IVDR applica-

tion) 

IVDR Device classi-

fication (as pro-

posed by the manu-

facturer and verified 

during application 

review) 

If the IVDR device is a 

substitute device, iden-

tification of the corre-

sponding IVDD device  

IVDD Certificate Reference(s) of the de-

vices under IVDR application, and the NB 

Identification 

Anti-D Reference 

Reagent 

Class D incl. ST/NPT 

 

N/A 

 

N/A - Device did not require a Notified Body 

certificate under Directives 

ID-DiaClon Anti-D 
Class D incl. ST/NPT 

 

N/A 

 

N/A - Device did not require a Notified Body 

certificate under Directives 

NaCl, Enzyme Test 

and Cold Agglutinins 

Class D incl. ST/NPT 

 

N/A 

 

N/A - Device did not require a Notified Body 

certificate under Directives 

 

 

Confirmation Letter Version History 

 

Date TÜV SÜD Product Service GmbH 

internal reference traceable to 

each version of the letter 

Action 

2024-10-09 713330580-03b Initial issue 
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Attachment 
 
Additional Information for the devices listed in the table(s) above: 
 

Device name or Basic 
UDI-DI (under IVDR 
application) 

REF / Article 
Number  
(under IVDD) 

Article name 
(under IVDD) 

361052A0037087 002121 DiaClon Anti-K 

361052A003758H 002224 DiaClon Rh + K Pheno II 

361052A003758H 002226 DiaClon Rh + K Pheno II 

361052A003758H 002227 DiaClon Rh + K Pheno II 

361052A003758H 002225 DiaClon Rh + K Pheno II 

361052A003738D 002134 DiaClon Rh-Subgroups + Cw + K 

361052A003738D 002136 DiaClon Rh-Subgroups + Cw + K 

361052A003738D 002137 DiaClon Rh-Subgroups + Cw + K 

361052A003738D 002135 DiaClon Rh-Subgroups + Cw + K 

361052A0037189 002124 DiaClon Rh-Subgroups + K 

361052A0037189 002126 DiaClon Rh-Subgroups + K 

361052A0037189 002127 DiaClon Rh-Subgroups + K 

361052A0037189 002125 DiaClon Rh-Subgroups + K 

361052A003748F 002154 ID-DiaClon Anti-c 

361052A003748F 002151 ID-DiaClon Anti-c 

361052A0033687 003619 ID-DiaCell ABO A1, A2, B, O 

361052A003327X 003624 ID-DiaCell ABO A1, B 

361052A0033585 003615 ID-DiaCell ABO A1, B, O 

361052A0033483 003621 ID-DiaCell ABO A2 

361052A003337Z 003623 ID-DiaCell ABO O 

361052A003668G 001275 DiaClon ABO/D (DVI-, DVI-) + Reverse Grouping 

361052A003668G 001276 DiaClon ABO/D (DVI-, DVI-) + Reverse Grouping 

361052A003688L 001386 DiaClon ABO/D (DVI+, DVI-) + Reverse Grouping 

361052A003938K 001397 
DiaClon ABO/Rh + Epreuve Sérique et DiaClon Rh-
Sousgroupes + K 

361052A003938K 001398 
DiaClon ABO/Rh + Epreuve Sérique et DiaClon Rh-
Sousgroupes + K 

361052A003638A 001374 DiaClon ABO/DVI+/DVI- + DAT 

361052A003638A 001376 DiaClon ABO/DVI+/DVI- + DAT 

361052A003768K 002234 DiaClon RhD + Phenotype 

361052A003768K 002237 DiaClon RhD + Phenotype 

361052A0035387 001284 DiaClon ABD (DVI-) Confirmation for Patients 

361052A0035387 001286 DiaClon ABD (DVI-) Confirmation for Patients 

361052A0035387 001287 DiaClon ABD (DVI-) Confirmation for Patients 

361052A0035387 001285 DiaClon ABD (DVI-) Confirmation for Patients 

361052A003568D 001134 DiaClon ABD-Confirmation for Donors 

361052A003568D 001136 DiaClon ABD-Confirmation for Donors 

361052A003568D 001133 DiaClon ABD-Confirmation for Donors 

361052A003568D 001135 DiaClon ABD-Confirmation for Donors 

361052A0035489 001254 DiaClon ABD-Confirmation for Patients 

361052A0035489 001256 DiaClon ABD-Confirmation for Patients 
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361052A0035489 001257 DiaClon ABD-Confirmation for Patients 

361052A0035489 001255 DiaClon ABD-Confirmation for Patients 

361052A003558B 001324 DiaClon ABO/D 

361052A003558B 001326 DiaClon ABO/D 

361052A003558B 001323 DiaClon ABO/D 

361052A003558B 001325 DiaClon ABO/D 

361052A0036186 001346 DiaClon ABO/D + DAT 

361052A0036186 001344 DiaClon ABO/D + DAT 

361052A0036186 001347 DiaClon ABO/D + DAT 

361052A0036186 001345 DiaClon ABO/D + DAT 

361052A003658E 001234 DiaClon ABO/D + Reverse Grouping 

361052A003658E 001236 DiaClon ABO/D + Reverse Grouping 

361052A003658E 001237 DiaClon ABO/D + Reverse Grouping 

361052A003658E 001235 DiaClon ABO/D + Reverse Grouping 

361052A003578F 001037 DiaClon ABO/Rh for Donors 

361052A003578F 001039 DiaClon ABO/Rh for Donors 

361052A003578F 001033 DiaClon ABO/Rh for Donors 

361052A003578F 001038 DiaClon ABO/Rh for Donors 

361052A0036288 001047 DiaClon ABO/Rh for Newborns DVI+ 

361052A0036288 001049 DiaClon ABO/Rh for Newborns DVI+ 

361052A0036288 001048 DiaClon ABO/Rh for Newborns DVI+ 

361052A0036288 001050 DiaClon ABO/Rh for Newborns DVI+ 

361052A0035285 001044 DiaClon ABO/Rh for Patients 

361052A0035285 001046 DiaClon ABO/Rh for Patients 

361052A0035285 001043 DiaClon ABO/Rh for Patients 

361052A0035285 001045 DiaClon ABO/Rh for Patients 

361052A003808A 004614 DiaClon Complete Crossmatch 

361052A003808A 004616 DiaClon Complete Crossmatch 

361052A003808A 004617 DiaClon Complete Crossmatch 

361052A003808A 004615 DiaClon Complete Crossmatch 

361052A003678J 001248 DiaClon ABO/D + Reverse Grouping 

361052A003678J 001249 DiaClon ABO/D + Reverse Grouping 

361052A003648C 001264 DiaClon ABO/D + Reverse Grouping for Patients 

361052A003648C 001266 DiaClon ABO/D + Reverse Grouping for Patients 

361052A003648C 001267 DiaClon ABO/D + Reverse Grouping for Patients 

361052A003648C 001265 DiaClon ABO/D + Reverse Grouping for Patients 

361052A003818C 001965 DiaClon BAS-Test IgG 

361052A003818C 001966 DiaClon BAS-Test IgG 

361052A0036084 001027 DiaClon ABO/Rh for Newborns DVI- 

361052A0036084 001028 DiaClon ABO/Rh for Newborns DVI- 

361052A0036084 001030 DiaClon ABO/Rh for Newborns DVI- 

361052A0036084 001029 DiaClon ABO/Rh for Newborns DVI- 

361052A003698N 001365 DiaClon ABO/D + Reverse Grouping for Donors 

361052A003698N 12010791 DiaClon ABO/D + Reverse Grouping for Donors 

361052A0034282 009321 IH-QC1 

361052A003417Y 009322 IH-QC2 

361052A003407W 009323 IH-QC3 

361052A003468A 009324 IH-QC4 

361052A0034588 009325 IH-QC5 
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361052A0034486 009326 IH-QC6 

361052A003588H 001424 DiaClon ABO/DVI- 

361052A003588H 001425 DiaClon ABO/DVI- 

361052A003588H 001427 DiaClon ABO/DVI- 

361052A003598K 001294 DiaClon ABO/DVI- for Patients 

361052A003598K 001296 DiaClon ABO/DVI- for Patients 

361052A003598K 001297 DiaClon ABO/DVI- for Patients 

361052A003728B 001711 Control Card A 

361052A003728B 001714 Control Card A 

361052A0034384 009925 ID-Internal Quality Control 

361052A003798R 004024 Coombs Anti-IgG 

361052A003798R 004026 Coombs Anti-IgG 

361052A003798R 004027 Coombs Anti-IgG 

361052A003798R 004025 Coombs Anti-IgG 

361052A003778M 004704 DiaScreen 

361052A003778M 004705 DiaScreen 

361052A003778M 004707 DiaScreen 

361052A003778M 004706 DiaScreen 

361052A003498G 008610 ID-Antigen Profile II 

361052A003478C 008701 ID-Antigen Profile III 

361052A003488E 008712 
ID-Antigen Profile III (ID-Testsera Anti-M,-N,-S,s,-
Fya,-Fyb (6x5,0ml)) 

361052A003127R 007270 ID-Card Fya 

361052A003157X 006110 ID-Card Fya/Fyb 

361052A003147V 007280 ID-Card Fyb 

361052A0031885 004134 ID-Dia (Diego) Positive 

361052A003237W 003613 ID-DiaCell I-II 

361052A003227U 004310 ID-DiaCell I-II-III 

361052A0032786 003614 ID-DiaCell I-II-III Asia 

361052A003217S 005310 ID-DiaCell IP-IIP-IIIP 

361052A003207Q 003631 ID-DiaCell Pool 

361052A003207Q 003630 ID-DiaCell Pool 

361052A0031987 003640 ID-DiaCell SF 

361052A0032582 004114 ID-DiaPanel 

361052A003307T 004414 ID-DiaPanel Plus 6 

361052A0032684 004214 ID-DiaPanel-P 

361052A003298A 004311 ID-DiaScreen I-II-III-IV 

361052A003247Y 004316 ID-DiaScreen I-II-III-IV-VP-VIP 

361052A003317V 004330 ID-DiaScreen Prophylax 

361052A003788P 004014 LISS/Coombs 

361052A003788P 004016 LISS/Coombs 

361052A003788P 004017 LISS/Coombs 

361052A003788P 004015 LISS/Coombs 

361052A003167Z 007272 Test Serum ID-Anti-Fya 

361052A0031783 007282 Test Serum ID-Anti-Fyb 

361052A0008789 105500 Anti-D Reference Reagent 

361052A0009282 007531 ID-DiaClon Anti-D 

361052A0026589 005014 NaCl, Enzyme Test and Cold Agglutinins 

361052A0026589 005016 NaCl, Enzyme Test and Cold Agglutinins 
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361052A0026589 005017 NaCl, Enzyme Test and Cold Agglutinins 

361052A0026589 005015 NaCl, Enzyme Test and Cold Agglutinins 
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TÜV SÜD Product Service GmbH  
Medical and Health Services 
 

Dr. Jürgen Püls 
Conformity Assessment Responsible (CARE) 
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