
Anexa nr. 2 

La Procedurile administrative pentru  notificarea 

  dispozitivelor medicale care dețin marcajul CE 

 

 

Către Agenția Medicamentului și Dispozitive Medicale 

 

 

DECLARAŢIE PE PROPRIE RĂSPUNDERE 

 

 

 

 

Solicitant: „Zeticon” S.R.L. , cu sediul mun. Chisinau, bd. Moscova 9/5, of. 49,    

declar pe proprie răspundere, cunoscând prevederile art. 352
1

, Codul Penal al 

Republicii Moldova cu privire la falsul în declaraţii, că documentele și datele furnizate 

pentru notificarea  dispozitivului medical: 

Reactivi „Lifecodes” Immucor GTI Diagnostics (anexa 3); 
 

 

 

Sunt autentice și corespund realității. 

 

 

 

 

 

 

Numele, prenumele şi funcţia                                      Semnătura ___________ 

 

Andrei TALPIS – Administrator                                    Data 25.09.2023 

 



Anexa nr. 3 Lista dispozitivelor medicale solicitate catre notificare LIFECODES 

Nr.
Numarul de 

catalog

Denumire generica (denumirea 

dispozitivului)

Denumirea 

comerciala 

(brand)

Modelul
Cod 

GMDN
Lista

Capture R System

1
628913 LIFECODESS HLA-A eRES SSO Typing kit

Immucor GTI 

Diagnostics

2
628917 LIFECODESS HLA-B eRES SSO Typing kit

Immucor GTI 

Diagnostics

3
628921 LIFECODESS HLA-C eRES SSO Typing kit

Immucor GTI 

Diagnostics

4
628925 LIFECODESS HLA-DRB1 eRES SSO Typing kit

Immucor GTI 

Diagnostics

5
628930 LIFECODESS HLA-DQA1/B1 eRES SSO Typing kit

Immucor GTI 

Diagnostics

6
628075 LIFECODES Taq Polymerase

Immucor GTI 

Diagnostics

7
628511 LIFECODES Streptavidin/PE

Immucor GTI 

Diagnostics

8
628222 LIFECODES Serum Cleaner

Immucor GTI 

Diagnostics

9
405467 LIFECODES PC-AHG

Immucor GTI 

Diagnostics

10
405510 LIFECODES PHS

Immucor GTI 

Diagnostics

11
405463 ABC Bulk Rabbit Complement 

Immucor GTI 

Diagnostics

265100 LIFECODES LSA I

Immucor GTI 

Diagnostics

265200 LIFECODES LSA II

Immucor GTI 

Diagnostics



Immucor GTI Diagnostics, Inc. 
20925 Crossroads Circle 

Waukesha, WI 53186 USA 

855.466.8267 

www.immucor.com 
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Letter of Authorization 

 

Date: September 21, 2023 

 

 

To Whom It May Concern,  

 

 

Subject: Letter of Authorization for authorized representative.  

 

We, lmmucor GTI Diagnostics, Inc., as the Product Owner, hereby authorize 

ZETICON SRL with official address at 9/5 Moscova Boulevard, Office 49 MD – 2068 

Chisinau, Republic of Moldova as the Registrant to prepare and submit 

applications for evaluating and registering medical devices to the respective 

government body, on our behalf. lmmucor GTI Diagnostics, Inc. at 20925 

Crossroads Circle, Waukesha WI 53186 USA hereby authorizes ZETICON SRL, 

with official address at 9/5 Moscova Boulevard, Office 49 MD – 2068 Chisinau, 

Republic of Moldova to take the following actions on behalf of lmmucor: 

 

 

(1) Distribute lmmucor's products. 

(2) Participate in public tenders; direct RFQ 

(3) Pursue and manage product registrations and other regulatory approvals. 

 

This authorization shall apply to the following medical devices: 

 

Product Product Code 

LIFECODES HLA-A eRES SSO Typing Kit 

LIFECODES HLA-B eRES SSO Typing Kit 

LIFECODES HLA-C eRES SSO Typing Kit 

LIFECODES HLA-DRB1 eRES Typing Kit 

LIFECODES HLA-DQA1/B1 SSO Typingkit 

LIFECODES LSA I 

LIFECODES LSA II 

LIFECODES Taq Polymerase  

LIFECODES Streptavidin/PE 

 

 

 

 

628913 

628917 

628921 

628925 

628930 

265100 

265200 

628075 

628511 

 

 

 

 

 
 
 

http://www.immucor.com/
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20925 Crossroads Circle 
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855.466.8267 
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Below are the General-Purpose Reagents: 

 

Product Product Code 

 

LIFECODES Serum Cleaner 

LIFECODES PC-AHG 

LIFECODES PHS 

ABC Bulk Rabbit Complement  

 

 

 

 

628222 

405467 

405510 

405463 

 

 

 

 

 

 

 

This authorization shall remain in effect until our notification to the Ministry of Health 

in writing that the authorization is revoked. 

 

 

Yours Sincerely, 

 

 

 

 

 

Leon Lambry,  

Sr. Director, Quality and Regulatory Affairs 

Immucor GTI Diagnostics Inc. 

http://www.immucor.com/










Declaration of Conformity 
in accordance with ISO/IEC 17050-1 

Page 1 of 2 
00.TMP.0001

European Community Council Directive 98/79/EC 

Immucor GTI Diagnostics, Inc. hereby declares that the device(s) listed in the Appendix comply with the 
In Vitro Diagnostic Medical Devices Directive 98/79/EC (IVDD). The List A and List B devices are in 
accordance with Annex IV (Full Quality Assurance) of the IVDD. The Self-Declared devices are in 
accordance with Annex III (EC Declaration of Conformity) of the IVDD. 

Standards and Directives used in support of conformance to Directive 98/79/EC: 

• EN ISO 13485:2016+A11:2021 Medical devices – Quality management systems –
Requirements for regulatory purposes

• EN ISO 14971:2019 Medical devices – Application of risk management of medical devices

• EN 13612:2002/AC:2003 Performance evaluation of in vitro diagnostic medical devices /
Corrigendum: Performance evaluation of in vitro diagnostic medical devices

• ISO 23640:2015 In vitro diagnostic medical devices – Evaluation of stability of in vitro 
diagnostic reagents

• EN 62366-1:2015 Medical Devices-Application of usability engineering to medical devices

• EN ISO 15223-1:2021 Medical devices - Symbols to be used with medical device labels, 
labeling and information to be supplied - Part 1: General requirements

• EN ISO 18113-1:2011 In vitro diagnostic medical devices – Information supplied by the 
manufacturer (labelling) Part 1: Terms, definitions and general requirements

• EN ISO 18113-2:2011 In vitro diagnostic medical devices - Information supplied by the 
manufacturer (Professional Use)

Manufacturer: Immucor GTI Diagnostics, Inc. 
20925 Crossroads Circle 
Waukesha WI 53186  USA 

EC Authorized Representative: Immucor Medizinische Diagnostik GmbH 
Robert-Bosch-Straße 32 
63303 Dreieich 
Germany 
Phone: (+49) (0) 6103 80560 
Fax: (+49) (0) 6103 8056199 

This declaration is issued under the sole responsibility of Immucor GTI Diagnostics, Inc. by: 

__________________________  Issue Date: _______________________ 
Leon Lambry 
Senior Director, Quality and Regulatory Affairs 
Immucor GTI Diagnostics, Inc. 
Waukesha, WI  USA 

30-Jun-2022



IMMUCOR 

Appendix 

Declaration of Conformity 
in accordance with /SOI/EC 17050-1 

Classification: Self Certify (Self-Declare), Annex Ill 

LIFECODES LSA Class I Kit (265100) 

LIFECODES LSA Class II Kit (265200) 

Wash Buffer {628211) 

Page 2 of 2 
00.TMP.0001 



EC Certificate 

Full Quality Assurance System 
Directive 98/79/EC on In Vitro Diagnostic Medical Devices, 
Annex IV excluding (4, 6) 

Registration No.: 

Manufacturer: 

Products: 

HL 1804149-1 

lmmucor GTI Diagnostics, Inc. 
20925 Crossroads Circle 
Waukesha WI 53186 
USA 

Annex II List B Products: 

LIFECODES HLA-A SSO Typing Kit 
LIFECODES HLA-A eRES SSO Typing 
LIFECODES HLA-B SSO Typing Kit 
LI FECODES HLA-B eRES SSO Typing 
LI FECODES HLA-DRB 1 SSO Typing kit 
LIFECODES HLA-DRB1 eRES SSO Typing kit 
LIFECODES HLA-DRB 3,4,5 SSO Typing kit 
LIFECODES HLA-Null Allele SSO Typing kit 

.. ® 

TUVRheinland 

The Notified Body hereby declares that the requirements of Annex IV, excluding section 4 and 6 of the 
directive 98/79/EC have been met for the listed products. The above named manufacturer has 
established and applies a quality assurance system, which is subject to periodic surveillance, defined 
by Annex IV, section 5 of the aforementioned directive. For placing on the market of List A devices 
covered by this certificate an EC design-examination certificate according to Annex IV, section 4 and a 
verification of manufactured products according to section 6 is required. 

Report No.: 

Effective date: 

Expiry date: 

Issue date: 

1111325-10 

2020-12-17 

2025-05-26 

2022-05-10 

------ 9+,• Wenxiang Zhang 
Rheinland LGA Products GmbH 

Tillystraf1e 2 · 90431 NGrnberg · Germany 

TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro 
diagnostic medical devices with the identification number 0197. 

Page 1 of 1 

lll/Q20 d 04.08 ® TOV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval. 
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