BIOSISTEM-MLD S.R.L.

FORMULARUL OFERTEI (F3.1)

Data: 24 ian 2020, 16:00 - 28 ian 2020, 17:00
Licitatia nr.: ocds-b3wdp1-MD-1579786394071
Invitatie la licitatia nr.:

Alternativa nr.:

Catre: Institutul Neurologie si Neurochirurgie

Biosistem-mld SRL declara ca:

a) Au fost examinate si nu exista rezervari fatd de documentele de licitatie, inclusiv
modificarile nr.

se angajeaza sa furnizeze, in conformitate cu documentele de licitatie si conditiile stipulate

b) Biosistem-mld SRL N T .. .. . - . ...
in specificatiile tehnice si de formare a preturilor, urmatoarele bunuri si/sau servicii

Reagenti si Reactive pentru laboratorul clinic
¢) Suma totald a ofertei
fara TVA constituie: 21,344.60 lei

d) Suma totald a ofertei

cu TVA constituie: 23,472.96 lei
e) Prezenta ofertd va rdmine valabild pentru perioada de timp specificatd in FDA4.8.,
incepind cu data-limitd pentru depunerea ofertei, in conformitate cu FDAS.2., va rdmine
obligatorie si va putea fi acceptata in orice moment pina la expirarea acestei perioade;

f) In cazul acceptirii prezentei oferte, Biosistem-mld SRL se angajeazi si obtini o
Garantie de bund executie in conformitate cu FDA7, pentru executarea corespunzitoare a
contractului de achizitie publica.

g) Nu sintem 1n nici un conflict de interese, in conformitate cu punctul IPO5.4.

h) Compania semnatara, afiliatii sau sucursalele sale, inclusiv fiecare partener sau
subcontractor ce fac parte din contract, nu au fost declarate neeligibile in baza prevederilor
legislatiei n vigoare sau a regulamentelor cu incidentd in domeniul achizitiilor publice, in
conformitate cu punctul IPOS.5. P

Digitally signed by Poiata Vitalie
Date: 2020.01.27 17:42:17 EET

Semnat: Reason: MoldSign Signature
Location: Moldova

Nume: Poiata Vitalie

In calitate de: Director

Ofertantul: Biosistem-mld SRL

Adresa: mun.Chisinau, Albisoara 16/1 of.7
Data: 24 ian 2020, 16:00 - 28 ian 2020, 17:00

info@biosistem-mld.com;

biosistem.mld @ gmail.com
Biosistem-mld SRL tel.(022)808719,808517 fax.808519
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Specificatii tehnice (F4.1)

Numarul licitatiei: ocds-b3wdp1-MD-1579786394071 Data:|24 ian 2020, 16:00 - 28 jan 2020, 17:00 |Altemativa nr.:
Denumirea licitatiei: Reagenti si Reactive pentru laboratorul clinic Lot:l |Pagina 1 din
Nr. Denumire Lot Cod CPV Denumirea bunurilor si/sau a serviciilor Modelul articolului Ta}'a. de Producitorul Specificarea tehnici deplini Somltjl ti de ciitre autoritatea Specificarea tehnici deplini propusi de citre ofertant Standardevde
Lot origine contractanti referinti
1 2 3 4 3 6 7 8 9 10
. . valabilitatea reagentilor nu mai putin de 2-3 ani valabilitatea reagentilor nu mai putin de 2-3 ani
! 33600000-6 |M-30D DILUENT M-30D DILUENT China Mindray Certificat ISO al producitorului; CE Marca Certificat ISO al producatorului; CE Marca IS0, CE
] Reactive pentru analizatorul . . valabilitatea reagentilor nu mai putin de 2-3 ani valabilitatea reagentilor nu mai putin de 2-3 ani
1 . 33600000-6 (M-30CFL LYSE M-30CFL LYSE Chi Mind; X h . . 1SO, CE
Hematologic ~MINDRAY BC-3600 ina neay Certificat ISO al producatorului; CE Marca Certificat ISO al producitorului; CE Marca
(sistem inchis) . . valabilitatea reagentilor nu mai putin de 2-3 ani valabilitatea reagentilor nu mai putin de 2-3 ani
1 33600000-6 [M-30R RINSE11 M-30R RINSE (IT Chi Mind; 1SO, CE
@ ina ncay Certificat ISO al producatorului; CE Marca Certificat ISO al producitorului; CE Marca ’
1 33600000-6 |Control Hemo 3 nivele Control 3 x 3.0ml Tri-pack (1L, 1IN, 1H) China Mindray Certificat ISO al producitorului; CE Marca Certificat ISO al producitorului; CE Marca 1SO, CE
1 33600000-6 |Probe Cleanser Probe Cleanser China Mindray Certificat ISO al producatorului; CE Marca Certificat ISO al producatorului; CE Marca 1SO, CE

Semnat:

Ofertantul: Biosistem-mld SRL

Biosistem-mld SRL

Numele, prenumele: Poiata Vitalie

www.biosistem-mld.com

in calitate de: Director

Adresa: mun.Chisinau, Albisoara 16/1 of.7

tel. 022 808719/808719
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Specificatii de pret (F4.2)

24 ian 2020,
Numarul licitatiei: ocds-b3wdp1-MD-1579786394071 Data:[16:00 - 28 ian [Alternativa nr.:
2020, 17:00
Denumirea licitatiei: Reagenti si Reactive pentru laboratorul clinic Lot: Pagina 1 din
Suma Suma
Nr. Denumire Lot Denumirea bunurilor si/sau a serviciilor Cod CPV Cantitatea Umt? teaude Pret unitar (fard Pret unitar (cu TVA) fara cu TVA Termenul de livrare/ prestare
Lot masura TVA) TVA
1 2 3 4 5 6 A 8 9 10 11
1 M-30D DILUENT 33600000-6 200 litri 24.76 26.74 4,952.00 5,348.00 La comanda
1 M-30CFL LYSE 33600000-6 3000 ml 1.35 1.46 4,050.00 4,380.00 La comanda
Reactive pentru analizatorul
1 Hematologic MINDRAY [M-30R RINSEI11 33600000-6 100 litri 32.74 35.36 3,274.00 3,536.00 La comanda
BC-3600 (sistem inchis)
1 Control Hemo 3 nivele 33600000-6 36 ml 156.35 168.86 5,628.60 6,078.96 La comanda
1 Probe Cleanser 33600000-6 1000 ml 3.44 4.13 3,440.00 4,130.00 La comanda
TOTAL Oferta| 21,344.60 | 23,472.96
Semnat: Numele, prenumele: Poiata Vitalie in calitate de: Director

Ofertantul: Biosistem-mld SRL

Biosistem-mld SRL

www.biosistem-mld.com

Adresa: mun.Chisinau, Albisoara 16/1 of.7

tel.022 808719/808517



Mindray Medical Russia

Ceptudukar

Nasedchin Alexandr

komnaHusa: SRL Biosistem MLD

NMponaeH TeXHUYECKUN TPEHUHT NO KypcCy:

e ABTOMATUYECKUIN remMaTonorm4yecKni
aHanunzaTop BC-30s

e ABTOMATUYECKUN reMaTonorm4ecknm
aHanuzatop BC-5800

e ABTOMATUYECKUN rEeMaTosIorM4eCKnm

aHanu3atop BC-3600

05 okTs16ps — 09 okTab6ps 2015

/

Texuuueckuit Tpenep (uHxeHep): KyzsMun Cepreﬁ;’f ; 'I / -'I:::-I[aTa‘_: 09 oktsa6ps 2015 rona

LenTp nomnepxku kaueHToB Mindray Medical Russia Ltd.



Mindray Medical Russia

Ceptudukar

Poiata Vitalie

komnanusa: SRL Biosistem MLD

MponaeH TeXHMYECKUIN TPEHUHT NO KypcCy:

e ABTOMaTU4ECKUM remaTonorm4yeckum
aHanusatop BC-30s

e ABTOMATUYECKUN reMaToNIorM4ecKum
aHanmsartop BC-5800

e ABTOMaTUYECKNI FrEMATONOrMYeCKUN

aHanusatop BC-3600

05 okTsb6pst — 09 okTabpsa 2015

|27 ITata:|09 oxtabps 2015 rona
[3)f

f
Y/
7/

Texuuueckuii Tpenep (uHxeHep): Kyssmun Cepreit

[lentp nopiepxku kamentoB Mindray Medical Russia Ltd.

- ‘:‘
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To,
Biosistem-mld SRL
Albisoara 16/1 ap.7
Chisinau, R. Moldova
26.02.2019

MANUFACTURERS AUTHORIZATION

We, Shenzhen Mindray Bio-Medical Electronics Co., Ltd., (""Mindray'") manufacturer of
Hematology analyzers, hereby authorize: Biosistem-mld SRL, with business office at
Albisoara 16/1 ap.7, Chisinau, Republic of Moldova, to submit bids and subsequently
negotiate and sign Contracts for reagents and consumables for all auto-hematology analyzers
supplied by company Biosistem-mld SRL.

The authorization period is valid one year from issue date and automatically renewable if no
termination letter is issued by either part.

Neither this Letter of Authorization nor any further extension, will impose any obligation or
grant any rights regarding further distribution of Product, nor allow any party to seek
compensation for goodwill developed during the term of Letter of Authorization or any

further extension.

Luan HaijTao
Deputy Manager of International Sales and Marketing System,
Commonwealth of Independent States

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

SHENZHEN MINDRAY

BIO-MEDICAL ELECTRONICS CO., LTD.
Mindray Building, Keji 12th Road South,
High-tech Industrial Park, Nanshan,

Shenzhen 518057, P.R. China

Tel: +86 755 81888998

Fax: +86 755 26582680

Website: www.mindray.com



Declaration of Conformity - V.01

Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Lid.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
" Eiffestrale 80
20537 Hamburg, Germany

Product: Auto Hematology Analyzer
Model: BC-3600
Including reagents as follo
M-30D DILUENT
M-30CFL LYSE
M-30R RINSE
PROBE GLEANSER

Classification: device not in IVDD annex Il and not for self
testing/performance evaluation
yte: WDD Annex IlI{excluding Section 6)

Conformity Assess

at the above mentioned products meet the

We herewﬂN

provisions of b\ rective 98/79/EC on In Vitro Diagnostic Medical
Devices. All supp };tmg documentations are retained under the premises
of the manufacturer.

Standards Applied:
List of {harmonized) standards for which documented evidence for compliance can be

provided as attachment.

Start of CE-Marking: 2011-01-14
Place, Date of Issue: Shenzhen, 2011-01-14

Signature:
Name of Authorized Signatory: MrYang Long
Position Held in Company: Management Representative

|
|
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ZERTIFIKAT ¢ CERTIFICATE

Product Service

CERTIFICATE

No. Q517 03 44751 089

Holder of Certificate: Shenzhen Mindray Bio-Medical
Electronics Co., Ltd.
Mindray Building
Keji 12th Road South
High-Tech Industrial Park
Nanshan
518057 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

. ENISO 13485

tuv-sud.com/ps-cert

Scope of Certificate: Design and development,
production and distribution of
Active medical devices (intended) for monitoring,
diagnosis, anesthesia, breathing and intensive care;
In-vitro diagnostic instruments;
Non-active accessories
for breathing therapy and anesthesia;
In-vitro diagnostic reagents and kits (intended)
for hematology, clinical chemistry,
immunology and cell analysis
(For detail information see following pages)

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: SH1705528
Valid from: 2017-09-01
Valid until: 2020-08-31

Date, 2017-06-28 WM

Stefan Prei
Page 10of 3 (( DAKKS

Deutsche
Akkreditierungsste!
D-ZM-11321-01-00

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany TOV
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ZERTIFIKAT ¢ CERTIFICATE &

&)

Product Service

CERTIFICATE
No. Q517 03 44751 089
Applied Standard(s): ENISO 13485:2016

Medical devices - Quality management systems -

Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016
Facility(ies): Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, 518057 Shenzhen, PEOPLE'S
REPUBLIC OF CHINA

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Bldg 9-13, Baiwangxin High-Tech Industrial Park,
Baimang, Xili Town, Nanshan, 518108 Shenzhen,
PEOPLE'S REPUBLIC OF CHINA

Shenzhen Mindray Biomedical Electronics Co., Ltd.
1203 Nanhuan Avenue, Guangming District, 518106
Shenzhen, PEOPLE'S REPUBLIC OF CHINA

Page 2 of 3 (( DAKKS

Deutsche
Akkreditierungsste
D-ZM-11321-01-00

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany TOV

lle

®



DAKKS CR1Z2/710.13

Attachment for Certificate No. Q5 17 03 44751 089 Product Service
Dated: 2017-06-28

For the product(s)/product category (ies):

Patient Monitor and Accessories, Vital Signs Monitor, Center Monitoring System, Telemetry
Monitoring System, Pulse Oximeter, Temperature Probe, Flow Sensor, Ambulatory Blood
pressure Monitor, Defibrillator/Monitor and Accessories, Electrocardiograph, Wearable ECG
Recorder,

Anesthesia Machine and Accessories, Ventilator,

Infusion Pump, Syringe Pump, Enteral Feeding Pump, Infusion Supervision System,
Ultrasonic Diagnostic Equipment and Accessories,

Digital Radiography System, Radiography System, Magnetic Resonance Imaging System
Hematology Analyzer, Clinical Chemistry Analyzer, Urine Analyzer, Microplate Reader,
Microplate Washer for invitro diagnostic use, Chemiluminescence Immunossay Analyzer,
Flow Cytometer, (Auto) Sample Processing System, Auto Slide Maker&Stainer,
Glycohemoglobin Analyzer, Specific Protein Analyzer,

Reagents for Hematology Analyzer, Reagents for Clinical Chemistry Analyzer,
Chemiluminescence Immunoassay Reagents, Chemiluminescence Immunoassav Calibrators
and Controls, Reagents for Flow Cytometer, Reagents for Glycohemoglobin Analyzer,
Calibrators and Controls for Glycohemoglobin Analyzer,

Disposable Anesthesia Mask, Reusable Anesthesia Mask, Respiratory Mask,
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Disposable Breathing Circuit, Reusable Breathing Circuit, Heat and Moisture Exchanger,

iE

Filter, Breathing Bag

o

X1
iy

o/

Munich, CRT, 2017-06-28

I oo

Stefan PreiB

Page 3 of 3
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

ZERTIFIKAT ¢ CERTIFICATE
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TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany TOV
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ZERTIFIKAT - CERTIFICATE -

America

CERTIFICATE

No. QS5 17 07 44751 097

Certificate Holder:

Certification Mark:

Scope of Certificate:

Standard(s):

Shenzhen Mindray Bio-Medical
Electronics Co., Ltd.

Mindray Building

Keji 12th Road South

High-Tech Industrial Park
Nanshan

518057 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

1509001 /4

Design and Development, Production and Distribution of
Medical Electronic Equipment (Including Patient Monitor

and Accessories, Vital Signs Monitor, Center Monitoring
System, Telemetry Monitoring System, Pulse Oximeter,
Temperature Probe, Flow Sensor, Ambulatory Blood
Pressure Monitor, Defibrillator/Monitor and Accessories,
Electrocardiograph, Wearable ECG Recorder, Anesthesia
Machine and Accessories, Ventilator, Infusion Pump, Syringe
Pump, Enteral Feeding Pump, Infusion Supervision System,
Ultrasonic Diagnostic Equipment and Accessories, Digital
Radiography System, Radiography System, Magnetic
Resonance Imaging System, Hematology Analyzer, Clinical
Chemistry Analyzer, Urine Analyzer, Microplate Reader,
Microplate Washer for Invitro Diagnostic Use,
Chemiluminescence Immunossay Analyzer, Flow Cytometer,
(Auto) Sample Processing System, Auto Slide Maker & Stainer,
Glycohemoglobin Analyzer, Specific Protein Analyzer),
Reagents for Hematology Analyzer, Reagents for Clinical
Chemistry Analyzer, Chemilumin 1ce Immunc y Reagents,
Chemilumir Immunc v Calibrators and Controls,
Reagents for Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Calibrators and Controls for Glycohemoglobin
Analyzer, Disposable Anesthesia Mask, Reusable Anesthesia
Mask, Respiratory Mask, Disposable Breathing Circuit,
Reusable Breathing Circuit, Heat and Moisture Exchanger,

1SO 9001:2015

The Certification Body of TUV SUD America Inc. certifies that the company mentioned above
has established and is maintaining a quality management system that meets the requirements of

the listed standards.
Report No.:
Effective Date:
Expiry Date:

Page 1 of 3

TOV SUD America Inc.
10 Centennial Drive
Peabody, MA 01960
USA

M2606

2017-07-01
2020-06-30

B
Earl Buckmiller
Director, Quality Systems & MS Cert. Body

SCC Accredited
CB-MS

6

TOvV®
Accrédité CCN
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ZERTIFIKAT - CERTIFICATE -

America

CERTIFICATE

No. QS5 17 07 44751 097

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building

Keji 12th Road South

High-Tech Industrial Park

Nanshan, 518057 Shenzhen

PEOPLE’S REPUBLIC OF CHINA

Design and Development, Production and Distribution of Medical Electronic Equipment (Including Patient
Monitor and Accessories, Vital Signs Monitor, Center Monitoring System, Telemetry Monitoring System,
Pulse Oximeter, Temperature Probe, Flow Sensor, Ambulatory Blood pressure Monitor,
Defibrillator/Monitor and Accessories, Electrocardiograph, Wearable ECG Recorder, Anesthesia Machine
and Accessories, Ventilator, Infusion Pump, Syringe Pump, Enteral Feeding Pump, Infusion Supervision
System, Ultrasonic Diagnostic Equipment and Accessories, Digital Radiography System, Radiography
System, Magnetic Resonance Imaging System, Hematology Analyzer, Clinical Chemistry Analyzer, Urine
Analyzer, Microplate Reader, Microplate Washer for Invitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, (Auto) Sample Processing System, Auto Slide Maker & Stainer,
Glycohemoglobin Analyzer, Specific Protein Analyzer), Reagents for Hematology Analyzer, Reagents for
Clinical Chemistry Analyzer, Chemiluminescence Immunoassay Reagents, Chemiluminescence
Immunoassav Calibrators and Controls, Reagents for Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Calibrators and Controls for Glycohemoglobin Analyzer, Disposable Anesthesia Mask, Reusable
Anesthesia Mask, Respiratory Mask, Disposable Breathing Circuit, Reusable Breathing Circuit, Heat and
Moisture Exchanger, Filter, Breathing Bag

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Bldg 9-13, Baiwangxin High-Tech Industrial Park
Baimang, Xili Town

Nanshan, 518108 Shenzhen

PEOPLE’S REPUBLIC OF CHINA

Design and Development, Manufacturing of Patient Monitor and Accessories, Vital Signs Monitor, Center
Monitoring System, Telemetry Monitoring System, Pulse Oximeter, Temperature Probe, Flow Sensor,
Ambulatory Blood Pressure Monitor, Defibrillator/Monitor and Accessories, Electrocardiograph, Wearable
ECG Recorder, Anesthesia Machine, Ventilator, Ultrasonic Diagnostic Equipment and Accessories, Digital
Radiography System, Radiography System, Magnetic Resonance Imaging System. Disposable Anesthesia
Mask, Reusable Anesthesia Mask, Respiratory Mask, Disposable Breathing Circuit, Reusable Breathing
Circuit, Heat and Moisture Exchanger, Filter, Breathing Bag

Effective Date: 2017-07-01
Expiry Date: 2020-06-30

Earl Buckmiller

Director, Quality Systems & MS Cert. Body
Page 2 of 3

SCC Accredited
CB-MS

@

TOV SUD America Inc.
10 Centennial Drive

Peabody, MA 01960 wn s ®
USA -I-LN Accfégi?él"CCN




UCB_F_12.04 2012-02

-
<
o
Ll
—
(==
LbJ
(&
L]
o
a
<<
(&}
-
(-
oc
Ll
(&
[ ]
f—
<
==
-
©
=
-
o
L
o
L]

ZERTIFIKAT « CERTIFICATE -

7%
8=

TUOV SUD America Inc.

America

CERTIFICATE

No. QS5 17 07 44751 097

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
1203 Nanhuan Avenue

Guangming District

518016 Shenzhen

PEOPLE’S REPUBLIC OF CHINA

Design and Development, Production and Distribution of Medical Electronic Equipment (Including
Patient Monitor and Accessories, Vital Signs Monitor, Center Monitoring System, Telemetry
Monitoring System, Pulse Oximeter, Temperature Probe, Flow Sensor, Ambulatory Blood Pressure
Monitor , Defibrillator/Monitor and Accessories, Electrocardiograph, Wearable ECG Recorder,
Anesthesia Machine and Accessories, Ventilator, Infusion Pump, Syringe Pump, Enteral Feeding
Pump, Infusion Supervision System, Ultrasonic Diagnostic Equipment and Accessories (Ultrasonic
Transducer), Digital Radiography System, Radiography System, Magnetic Resonance Imaging
System, Hematology Analyzer, Clinical Chemistry Analyzer, Urine Analyzer, Microplate Reader,
Microplate Washer for Invitro Diagnostic Use, Chemiluminescence Immunossay Analyzer, Flow
Cytometer, (Auto) Sample Processing System, Auto Slide Maker & Stainer, Glycohemoglobin
Analyzer, Specific Protein Analyzer), Reagents for Hematology Analyzer, Reagents for Clinical
Chemistry Analyzer, Chemiluminescence Inmunoassay Reagents, Chemiluminescence
Immunoassav Calibrators and Controls, Reagents for Flow Cytometer, Reagents for
Glycohemoglobin Analyzer, Calibrators and Controls for Glycohemoglobin Analyzer, Disposable
Anesthesia Mask, Reusable Anesthesia Mask, Respiratory Mask, Disposable Breathing Circuit,
Reusable Breathing Circuit, Heat and Moisture Exchanger, Filter, Breathing Bag

Effective Date: 2017-07-01
Expiry Date: 2020-06-30

et Fop

Earl Buckmiller
Director, Quality Systems & MS Cert. Body

Page 3 of 3

SCC Accredited
CB-MS

10 Centennial Drive
Peabody, MA 01960 ®
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