MEDeviCE Group SIA

Your authorized partner for Medical deyice registration

CERTIFICATE

OF

MEDICAL DEVICE NOTIFICATION

Our Ref. Nr.: CMDN-0005

Place of issue: Riga, Latvia
Date: 06" of May 2020 c
e 32

By this certificate, we, MEDeviCE Group SIA, located at Jurmalas gatv. ga, Latvia, LV-
1067, authorized representative for Medical and IVD product regis , hereby confirm that
company BOSTON BIO LAB INC, legal address - 1395 BrickelLay 0, Miami, FL. 33131
USA, has obtained registration acknowledgment in LATMED % ED databases from
State Agency of Medicines Republic of Latvia Nr. BN 7-1 / 05.05.2020 as Manufacturer
of IVD Medical device (see Annex I) Class “Others” ac o EU IVD Medical Device
Directive 98/79/EK. C&r

All notification procedures for obtaining C IVD Medical devices registration was
performed by MEDeviCE Group SIA onf05.05. 020 to national Competent Authority “State

Agency of Medicines Republic of Latyia®.
As of the 05.5.2020, and as long 48 anufacturer will continue to comply with hereabove

mentioned requirements he ther
Is required to affix the C king on the devices as per Annex I to this certificate
May place these device e market of European Union
May issue EC d 2 conformity using CE mark as per EU IVD Medical Device
Directive 98

And\re]s Gaivoronskis
CEO
MEDeviCE Group

Reg. Nr. 40203145059 Tel: +371 20292765 Bank details:

PVN Nr. LV40203145059 E-mail: group.medevice@gmail.com AS “Swedbank”,

Jurmalas gatve 32, Riga, SWIFT: HABALV22

Latvija, LV-1083 IBAN: LV27HABA0551045028774




MEDeviCE Group SIA

Your authorized partner for Medical deyice registration

ANNEX | TO CERTIFICATE OF
MEDICAL DEVICE NOTIFICATION

Our Ref. Nr.: CMDN-0005-1
Place of issue: Riga, Latvia
Date: 06" of May 2020

Nr. Generic device term

Commercial Class*
name

Catalog
reference nr
(UD
0850017675131;
0850017675148;
0850017675155;
0850017675162;
0850017675179

Short description and

COVID-19 Home
Test Kit IoG+IgM

COVID-19
Home Test
Kit IgG+IgM

Class “Others” IVD
Medical device
according to EU
Medical Device
Directive 98/79/EK

acute respiratory
syndrome-associated
coronavirus (SARS-
CoV-2) in a clinical
specimen, using an
enzyme immunoassay
(EIA) method.
A collection of reagents

COVID-19 Home
Test Kit IgG

COVID-19

0850017675087,
Home Test

Kit IgG

0850017675094;
0850017675100
0850017675117
0850017675124

and other associated
materials intended to
be used for the
qualitative and/or

quantitative detection
of immunoglobulin M
(IgM) and G (I5G)
antibodies to severe
acute respiratory
syndrome-associated
coronavirus (SARS-
CoV-2) in a clinical
specimen, using an
enzyme immunoassay
(EIA) method.

and under its own responsibility (MD 93/42/EEC as modified by 2007/47/EC)

<

* - Hereabove product list
** - GMDN/UMDNS code

#*% _ device uni erial m

Manufacturer: BOSTON BIO LAB Inc.

MEDeviCE Group SIA
Signature:

Signature.

Date: 06/05/2020

Date: 06/05/2020
Place: Miami/Florida

Place: Riga, Latvia.

Reg. Nr. 40203145059
PVN Nr. LV40203145059
Jurmalas gatve 32, Riga,
Latvija, LV-1083

Tel: +371 20292765
E-mail: group.medevice@gmail.com

Bank details:

AS “Swedbank”,

SWIFT: HABALV22

IBAN: LV27HABA0551045028774




