
MEDIST Grup S.R.L. 
Str. Mitropolit Gavriil Bănulescu-Bodoni nr. 25 
Oficiul 33, MD-2012 Chișinău, Rep. Moldova 
Tel./Fax: +373 22 84 94 95 
E-mail: office@medist.md
Web: www.medist.md 

IDNO: 1018600004516 
TVA: 0508191 
BC Victoriabank SA, Filiala nr. 26 Chişinău 
IBAN (MDL):MD57VI022242600000269MDL  

SWIFT: VICBMD2X469 

Anexa nr. 7 

la Documentația standard nr._____ 
din “____” ________ 20___ 

CERERE DE PARTICIPARE 

Către  IMSP Institutul Oncologic 

Stimaţi domni, 

       Ca urmare a anunțului/invitației de participare/de preselecție apărut în Buletinul achizițiilor 

publice și/sau Jurnalul Oficial al Uniunii Europene,  nr.  ocds-b3wdp1-MD-1710492324360  din 

15/03/2024,  privind aplicarea procedurii pentru atribuirea contractului privind Achiziţionarea 

Reagenți Genetica și Citometrie în Flux,  noi Medist Grup SRL, am luat cunoștință de condițiile și 

de cerințele expuse în documentația de atribuire și exprimăm  prin prezenta interesul de a participa, 

în calitate de ofertant/candidat,  neavînd obiecții la documentația de atribuire.  

Data completării 01.04.2024   Cu stimă, 

Ofertant/candidat 

Gabriela-Cristina Anghel 

https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1710492324360
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                                                                             :
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                                          CODUL FISCAL:1018600004516         :
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                                                                             :

=============================================================================:

PRESTATORUL PLATITOR                                                         :

B.C VictoriaBank S.A. s.26 Chisinau                                          :

=============================================================================:

BENEFICIAR:(R) I.M.S.P. INSTITUTUL ONCOLO CODUL IBAN:MD94ML000000002251702316:
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                                                                             :

                                                                             :

=============================================================================:
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MICB                                                                         :

=============================================================================:
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 laLP nr. 21186749 din 15.03.2024                  : NORMAL/URGENT:NO        :

                                                   :                         :

                                                   :                         :

                                                   :                         :
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                   CODUL TRANZACTIEI:001                                     :
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       DATA EXECUTARII:                            : ___________             :

                                                   : SEMNATURILE             :
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                           _______________________ :-------------------------:
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                                                   :                         :
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                                                   :                         :

-----------------------------------------------------------------------------:

14:17:30 01 APR 2024

Semnatura electronica:

L0ACuWlF8j/WcqNf/THgPY3Oe/zMq9O8ry8iURC1/GjPRhZV5feVCbutuMUw2A1khv7si4SYjP79

h3GuV2i0bUIf43HUk8bL9Way6Cp9isCSPAsQWCNOHfbTfiu6qTZmLhj618IZ5V6g0xbd+eIsZWw0

G2nB7q/6A2IIIO0b8VgFG++buJlKXsKzhbKQUuLNQSx+7W+nAHBJfbZV2hmrrK2+y9g+ynNLaVma

xmIKEkvr/iDWEVgfWf3m9f24mYH46pWm29AmT2CTSJuYiMtfqBlwKT+hhxcB42Ps4HvftjROhpZv

bmrTjF03chrUqzJCcgvLf/68n6kWiOAHCDUbKg==







DECLARATION OF CONFORMITY
Beckman Coulter Inc. hereby ensures and declares that the product(s) listed below comply with the requirement of the In-Vitro Diagnostic
Medical Devices Regulation 2017/746.
This EU Declaration of Conformity is issued under the sole responsibility of the manufacturer.

Product(s): Authorized Representative (AR)
IsoFlow Sheath Fluid - PN 8546859 Beckman Coulter Ireland, Inc.

Lismeehan, O'Callaghan's Mills
Co. Clare Ireland
+(353) (0) 65 683 1100

Device Group:
W010308 AR SRN: AR-000000886

BUDI-DI:
150995901LSSHEATH9Z

Risk Class:
Class A, Rule 5 (Article 47 in accordance with Annex VIII)

Intended Purpose: Conformity Assessment Procedure:
IsoFlow Sheath Fluid is a non-fluorescent, azide free balanced electrolyte
solution for use on COULTER Flow Cytometers with light scatter and
fluorescent applications. The IsoFlow Sheath Fluid is manufactured for
low particulate and fluorescence background to ensure superior signal to
noise ratio measurements during the user defined (non-automated) analysis
process. This product is intended for Laboratory Professional use only.

Conformity Assessment based on a Quality
Management System and on Assessment of
Technical Documentation (Article 48 in accordance
with Annex IX)

Common Specification(s):
None

Signed for and on behalf of Beckman Coulter, Inc. the Legal Manufacturer. Notified Body
N/A

Name: Sudharsan
Sathyamurthy, Ph.D.

2022-05-26

Title: Director, Quality and Regulatory Affairs, PRRC
Place of Issue: Beckman Coulter, Inc., Miami, FL. USA

Beckman Coulter, Inc. Document Control
250 S. Kraemer, Brea, CA 92821 USA Issue Date: 2022-04-07
+(1) 800-854-3633 Revision Level: 1.1
Manufacturer SRN: US-MF-000010288 Starting : May 26, 2022
IVDR Certificate Number: N/A DoC Filename: BRE-0094 DoC
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DECLARATION OF CONFORMITY
Beckman Coulter Ireland Inc. hereby ensures and declares that the product(s) listed below comply with the requirement of the In-Vitro
Diagnostic Medical Devices Regulation 2017/746.
This EU Declaration of Conformity is issued under the sole responsibility of the manufacturer.

Product(s): Authorized Representative (AR)
FlowClean Cleaning Agent - PN A64669 N/A
AQUIOS Cleaning Agent - PN B25698

Device Group:
W010308 AR SRN: N/A

BUDI-DI:
150995902FLOWCLEANNL

Risk Class:
Class A, Rule 5 (Article 47 in accordance with Annex VIII)

Intended Purpose: Conformity Assessment Procedure:
PN B25698: AQUIOS Cleaning Agent is a cleaning agent for use on
the AQUIOS flow cytometer components that come in contact with blood
samples. It aids in the removal of protein buildup in the fluidics system and
flow cell of an automated AQUIOS flow Cytometer. This product is intended
for Laboratory Professional use only..
PN A64669: The device is a support reagent for cleaning Flow Cytometer
components that come in contact with blood samples. Aids in the removal of
protein buildup in the fluidics system and flow cell of a flow cytometer. The
reagent is automatically utilized by the flow cytometer when prompted by the
user. This product is intended for Laboratory Professional use only.

Conformity Assessment based on a Quality
Management System and on Assessment of
Technical Documentation (Article 48 in accordance
with Annex IX)

Common Specification(s):
None

Signed for and on behalf of Beckman Coulter Ireland, Inc. the Legal
Manufacturer.

Notified Body

N/A

Name: Sudharsan
Sathyamurthy, Ph.D.

2022-05-18

Title: Director, Quality and Regulatory Affairs, PRRC
Place of Issue: Beckman Coulter, Inc., Miami, FL. USA
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Beckman Coulter Ireland, Inc..
Lismeehan, O’Callaghan’s Mills.
Co. Clare Ireland
+(353) (0) 65 683 1100

Document Control

Issue Date: 2022-04-14
Revision Level: 1.1

Manufacturer SRN: IE-MF-000000887 Starting Lot : May 1, 2022
IVDR Certificate Number: N/A DoC Filename: IRL-0078 DOC

Page 2 of 2
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CE-IVD SINGLE COLOR ANTIBODIES
OUS Version



CE-IVD Single Color

 APC-A700 : APC-Alexa Fluor* 700 APC-A750 : APC-Alexa Fluor* 750 PB : Pacific Blue * KrO : Krome Orange

Laser Violet Laser (405 nm) BLue Laser (488 nm) Red Laser (640 nm)

Emission Maximum 455 nm 528 nm 520 nm 575 nm 620 nm 670 nm 694 nm 767 nm 660 nm 719 nm 780 nm

Description Clone Status PB KrO FITC PE / RD1 ECD PC5 PC5.5 PC7 APC APC-A700 APC-A750

ANTIBODIES TO CD ANTIGENS

CD1a BL6 CE - - - A07742 - - - - - - -

CD2
39C1.5 CE - - A07743 A07744 - A07745 - A21689 B49210 - -

SFCI3Pt2H9 IVD & CE - -
6602389 
6603863

6602868 
6603849

- - - - - - -

CD3 UCHT1
CE B49204 - A07746 A07747 A07748 A07749 B49203 737657 IM2467 - A94680

IVD & CE - -
6604623 
6604625

6604621 
6604627

- - - - - - -

CD4

13B8.2 CE B49197 - A07750 A07751 - A07752 - - IM2468 - A94682

SFCI12T4D11
IVD & CE - -

6602393 
6603862

6602864 
6603850

- - - - - - -

CE - - - - - - 737660 - - -

CD5
BL1a CE - - A08932 A07753 - A07754 B49191 A21690 - - B92413

SFCI24T6G12 IVD & CE - - 6603020 - - - - - - -

CD7 8H8.1 CE - - A07755 - - IM3613 - B49183 - B36290 -

CD8

B9.11 CE B49182 - A07756 A07757 - A07758 - - IM2469 B49181 A94683

SFCI21Thy2D3
IVD & CE - -

6602385 
6603861

6603274 
6603848

- - - - - - -

CE - - - - 737659 - - 737661 - - -

CD10 ALB1 CE - - A07759 A07760 - A07761 - B96750 B92400 B49223 -

CD11b Bear1 CE B36296 - IM0530 - - - - - - - B36295

CD11c BU15 CE - - - IM1760 - - - B96763 - - -

CD13
SJ1D1 CE - - - A07762 - - - - - - -

Immu103.44 CE - - - - B36286 A07763 B49196 - - - -

CD14

RMO52 CE - - B36297 A07764 B92391 A07765 - - IM2580 - B92421

322A-1 IVD & CE - -
6603511 
6604110

6603262 - - - - - - -

116
IVD & CE - - 6604114 6604500 - - - - - - -

IVD - - 6602507 6603266 - - - - - - -

CD15 80H5 CE B49218 - B36298 - - B49217 - - - - -

CD16 3G8 CE B36292 - B49215 A07766 B49216 A07767 - - - - B49184

CD19
J3-119 CE B49213 - A07768 A07769 A07770 A07771 B49211 IM3628 IM2470 B49212 A94681

89B IVD & CE - -
6603012 
6603859

6603024 
6603846

- - - - - - -

CD20

B9E9 CE B49208 - A07772 IM1451 B92433 A07773 - IM3629 A21693 - B49209

H299 IVD & CE - -
6602381 
6604106

6603446 
6603858

- - - - - - -

FMC7 CE B96782 - A07791 - - - - - - - -

CD22 SJ10.1H11 CE - - - IM1835 - - - - B96777 B36293 -

CD23 9P25 CE - - IM0529 B49207 - - - - - - -

CD24 ALB9 CE - - - B92425 - - - - - - -



CE-IVD Single Color

 APC-A700 : APC-Alexa Fluor* 700 APC-A750 : APC-Alexa Fluor* 750 PB : Pacific Blue * KrO : Krome Orange

Laser Violet Laser (405 nm) BLue Laser (488 nm) Red Laser (640 nm)

Emission Maximum 455 nm 528 nm 520 nm 575 nm 620 nm 670 nm 694 nm 767 nm 660 nm 719 nm 780 nm

Description Clone Status PB KrO FITC PE / RD1 ECD PC5 PC5.5 PC7 APC APC-A700 APC-A750

CD25 B1.49.9 CE - - - A07774 - IM2646 B92458 - - B92454 -

CD27 1A4CD27 CE - - - B96790 - - - B49205 - - -

CD33 D3HL60.251 CE - - - A07775 - IM2647 B36289 B92408 IM2471 - -

CD34 581 CE - - IM1870 A07776 B49202 A07777 - A21691 IM2472 B92417 B92463

CD36 FA6.152 CE - - B49201 - - - - - - - -

CD38
LS198-4-3 CE B92396 - - A07779 - A07780 B49199 B49198 - - B49200

T16 CE - - A07778 - - - - - - - -

CD41 P2 CE - - - A07781 - - - - - - -

CD43 DFT1 CE - - - - - - - - - - B49195

CD45 J33 CE A74763 B36294 A07782 A07783 A07784 A07785 A62835 IM3548 IM2473 A79390 A79392

CD45RA
ALB11 CE - - A07786 - - - - - - - -

2H4LDH11LDB9 CE - - - - B49193 - - - - - B49194

CD45RO UCHL1 CE - - - A07787 B49192 - - - - - -

CD55 JS11KSC2.3 CE - - - B49190 - - - - - - -

CD56 N901 CE - - - A07788 B49214 A07789 B49189 A21692 IM2474 B92446 -

CD57 NC1 CE - - B49188 - - - - - - - -

CD59 P282E CE - - B49187 - - - - - - - -

CD61 SZ21 CE - - IM1758 - - - - - - - -

CD62P CLB-Thromb/6 CE - - A07790 - - - - - - - -

CD63 CLB-Grand/12 CE - - B92467 - - - - - - - -

CD64 22 CE - - B49185 - - B49186 - - - - B96769

CD65 88H7 CE - - B36299 - - - - - - - -

CD69 TP1.55.3 CE - - - - - IM2656 - - - - -

CD71 YDJ1.2.2 CE - - IM0483 - - - - - - - -

CD79a HM47 CE - - - IM2221 - - - - B36287 - -

CD79b CB3-1 CE - - - IM1612 - - - - B96773 - -

CD103 2G5 CE - - B49222 - - - - - - - -

CD105 TEA3/17.1.1 CE - - - B92442 - - - - - - -

CD117 104D2D1 CE - - - IM2732 - IM2733 B96754 B49221 B36300 - B92450

CD127 R34.34 CE - - - B49220 - - - - - - -

CD138 B-A38 CE - - - A54190 - A54191 B96786 - B49219 - -

CD200 OX-104 CE - - - - - - - B92472 - - -

CD203c 97A6 CE - - - B92404 - - - - - - -

CD235a 11E4B-7-6 CE - - B49206 A07792 - - - - - - -



CE: In vitro diagnostic products compliant with EU directive 98/79/EC.
IVD: In Vitro Diagnostic products.
IVD & CE: In Vitro Diagnostic Products & CE-Marked Products.

CE-marked reagents are sold in European Union countries and in countries where they are compliant with local regulation (not in United States).
IVD products are sold in countries where they comply with applicable regulation.

* Alexa Fluor and Pacific Blue are registered trademarks of Molecular Probes, Inc.

Beckman Coulter, the stylized logo, and the Beckman Coulter product and service marks mentioned herein are 
trademarks or registered trademarks of Beckman Coulter, Inc. in the United States and other countries.

FLOW-4017SB09.18   © 2018 Beckman Coulter, Inc.

CE-IVD Single Color
Laser Violet Laser (405 nm) BLue Laser (488 nm) Red Laser (640 nm)

Emission Maximum 455 nm 528 nm 520 nm 575 nm 620 nm 670 nm 694 nm 767 nm 660 nm 719 nm 780 nm

Description Clone Status PB KrO FITC PE / RD1 ECD PC5 PC5.5 PC7 APC APC-A700 APC-A750

ANTIBODIES TO NON CD ANTIGENS

FMC7 FMC7 CE B96782 - A07791 - - - - - - - -

HLA-DR Immu-357 CE B36291 - B96758 IM1639 B92438 A07793 - B49180 - - -

k chain Polyclonal CE - - B49178 - - - - - - - -

l chain Polyclonal CE - - - B49174 - - - - - - -

Myeloperoxidase CLB-MPO-1 CE - - IM1874 B36288 - - - - - - -

NG2 7.1 CE - - - B92429 - - - - - - -

TCR PAN a/b IP26A CE - - - B49177 - - - - - - -

TCR PAN γ/δ IMMU510 CE - - B49175 B49176 - IM2662 - - - - -

TdT HT1 + HT4 + HT8 + HT9 CE - - IM3524 - - - - - - - -

ISOTYPIC CONTROLS

IgG1 (Isotype)
679.1Mc7 CE A74764 - A07795 A07796 A07797 A07798 A62833 737662 IM2475 A79391 A79393

2T8-2F5 IVD & CE - -
6602928 
6603864

6602884 - - - - - - -

IgG2a (Isotype) 7T4-1F5
CE - - A12689 A09142 - A09148 - - A12693 - -

IVD & CE - - 6603855 6604119 - - - - - -

IgG2b (Isotype) MPC-11 IVD & CE - - 6603853 - - - - - - - -

 APC-A700 : APC-Alexa Fluor* 700 APC-A750 : APC-Alexa Fluor* 750 PB : Pacific Blue * KrO : Krome Orange



DECLARATION OF CONFORMITY
Beckman Coulter Ireland Inc. hereby ensures and declares that the product(s) listed below comply with the requirement of the In-Vitro
Diagnostic Medical Devices Regulation 2017/746.
This EU Declaration of Conformity is issued under the sole responsibility of the manufacturer.

Product(s): Authorized Representative (AR)
FlowClean Cleaning Agent - PN C48093 N/A
AQUIOS Cleaning Agent - PN C48097

Device Group:
W010308 AR SRN: N/A

BUDI-DI:
150995902FLOWCLEANNL

Risk Class:
Class A, Rule 5 (Article 47 in accordance with Annex VIII)

Intended Purpose: Conformity Assessment Procedure:
AQUIOS Cleaning Agent is a cleaning agent for use on the AQUIOS flow
cytometer components that come in contact with blood samples. It aids
in the removal of protein buildup in the fluidics system and flow cell of an
automated AQUIOS flow Cytometer. This product is intended for Laboratory
Professional use only..
FlowClean Cleaning Agent is a support reagent for cleaning Flow Cytometer
components that come in contact with blood samples. Aids in the removal of
protein buildup in the fluidics system and flow cell of a flow cytometer. The
reagent is automatically utilized by the flow cytometer when prompted by the
user. This product is intended for Laboratory Professional use only.

Conformity Assessment based on a Quality
Management System and on Assessment of
Technical Documentation (Article 48 in accordance
with Annex IX)

Common Specification(s):
None

Signed for and on behalf of Beckman Coulter Ireland, Inc. the Legal
Manufacturer.

Notified Body

N/A

Name: Sudharsan
Sathyamurthy, Ph.D.

2023-04-05

Title: Director, Quality and Regulatory Affairs, PRRC
Place of Issue: Beckman Coulter, Inc., Miami, FL. USA
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Beckman Coulter Ireland, Inc..
Lismeehan, O’Callaghan’s Mills.
Co. Clare Ireland
+(353) (0) 65 683 1100

Document Control

Issue Date: 2023-04-05
Revision Level: 1.0

Manufacturer SRN: IE-MF-000000887 Starting Lot : PN C48097 – LN 7070001
PN C48093 – LN
4991001F

IVDR Certificate Number: N/A DoC Filename: IRL-0078_DOC_REACH
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DECLARATION OF CONFORMITY
Beckman Coulter Ireland Inc. hereby ensures and declares that the product(s) listed below comply with the requirement of the In-Vitro
Diagnostic Medical Devices Regulation 2017/746.
This EU Declaration of Conformity is issued under the sole responsibility of the manufacturer.

Product(s): Authorized Representative (AR)
Flow - Set Pro Fluorospheres - PN A63492 N/A

Device Group:
EMDN-W010308
IVP-3006

AR SRN: N/A

BUDI-DI:
150995902FCFLUROSPHRSAH

Risk Class:
Class C, Rule 3 (Article 47 in accordance with Annex VIII)

Intended Purpose: Conformity Assessment Procedure:
Flow-Set Pro Fluorospheres is a suspension of fluorospheres with uniform
and stable size and fluorescence intensity. Light scatter and fluorescence
intensity are semi-automatically detected and used as an aid in standardizing
forward scatter, side scatter, and fluorescence detectors Flow Cytometers.
This product is intended for Laboratory Professional use only.

Conformity Assessment based on a Quality
Management System and on Assessment of
Technical Documentation (Article 48 in accordance
with Annex IX)

Common Specification(s):
None

Signed for and on behalf of Beckman Coulter Ireland Inc. the Legal
Manufacturer

Notified Body

BSI Group - The Netherlands B.V.

Name: Sudharsan
Sathyamurthy, Ph.D.

2022-11-16 Notified Body number: 2797

Title: Director, Quality and Regulatory Affairs, PRRC
Place of Issue: Beckman Coulter, Inc., Miami, FL USA
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Beckman Coulter Ireland, Inc..
Lismeehan, O’Callaghan’s Mills.
Co. Clare Ireland
+(353) (0) 65 683 1100

Document Control

Issue Date: 2022-11-16
Revision Level: 1.0

Manufacturer SRN: IE-MF-000000887 Starting Lot : November 11, 2022
IVDR Certificate Number: IVDR 740565 DoC Filename: IRL-0081_DOC
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DECLARATION OF CONFORMITY
Beckman Coulter Ireland Inc. hereby ensures and declares that the product(s) listed below comply with the requirement of the In-Vitro
Diagnostic Medical Devices Regulation 2017/746.
This EU Declaration of Conformity is issued under the sole responsibility of the manufacturer.

Product(s): Authorized Representative (AR)
Flow-Check Pro Fluorospheres - PN A63493 N/A

Device Group:
W010308 AR SRN: N/A

BUDI-DI:
150995902ReagentRA

Risk Class:
Class A, Rule 5 (Article 47 in accordance with Annex VIII)

Intended Purpose: Conformity Assessment Procedure:
Flow-Check Pro Fluorospheres is a mixture of three different types of
fluorospheres, each with a uniform and stable size and fluorescence
intensity. The scatter and fluorescence is measured for daily verification of
the Flow Cytometer optical alignment and fluidics system. The uniformity of
these product parameters allows for semi-quantitative and semi-automated
adjustment and/or verification of the alignment of the optical and fluidics
systems of flow cytometers. This product is intended for Laboratory
Professional use only.

Conformity Assessment based on a Quality
Management System and on Technical
Documentation in accordance with Annex II and III,
and declaration of conformity in accordance with
Article 17 and Annex IV.

Common Specification(s):
None

Signed for and on behalf of Beckman Coulter Ireland, Inc. the Legal
Manufacturer.

Notified Body

N/A

Name: Sudharsan
Sathyamurthy, Ph.D.

2022-05-06

Title: Director, Quality and Regulatory Affairs, PRRC
Place of Issue: Beckman Coulter, Inc., Miami, FL USA Product Certificate Number: N/A
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Beckman Coulter Ireland, Inc..
Lismeehan, O’Callaghan’s Mills.
Co. Clare Ireland
+(353) (0) 65 683 1100

Document Control

Issue Date: 2022-04-07
Revision Level: 1.1

Manufacturer SRN: IE-MF-000000887 Starting : May 16, 2022

DoC Filename: IRL-0082 DoC
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