intertek

Total Quality. Assured.

CERTIFICATE

Certificate Number:

This is to certify that the management system of: 9362-8

Initial Certification Date:

Awareness Technology, Inc. arch 28, 2012

Date of Certification Decision:
Main Site: 1935 SW Martin Highway March 24, 2021

Palm City, Florida 34990 USA Issuing Date:

March 27, 2021
Additional site: 2325 SW Martin Highway, Palm City, Florida 34990 USA

Valid Until:
has been assessed by Intertek as conforming to the requirements of: March 27, 2024
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The design, development, manufacture, distribution, installation and
service of IVDD General Laboratory Instruments. J@ e
L]

Additional site: Manufacturing, Quality Control, Distribution, Shipping, Calin Moldovean
Installation and Service.

Digitally signed by Ceaicovschi Tudor
Date: 2022.01.20 16:40:37 EET
Reason: MoldSign Signature
Location: Moldova

President

Intertek Testing Services NA Ltd.,
1829, 32nd avenue, Lachine, QC, H8T 3J1,
Canada
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In the issuance of this certificate, Intertek assumes no liability ta any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This

certificate’s validity is subject to the arganization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at

certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon m

request.

CT-ISO 13485_2016-SCC-EN-LT-P-12.dec.17
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Instrument Tra

ELITechGroup

VITAL

Vital Scientific BV hereby declares that the participant has
attended a four days seminar for service engineers and the
participant is now a certified engineer for the declared
instruments.

Participant: Mr. A. Legun
Company: Global Biomarketing Group-Moldova SRL
Moldova
Instrument: Vitalab: XL Series
E Series
Junior Series
Dry ISE
Micro Series
ProXS

Date of training: April 20th — April 23rd, 2010

System jgpgort Mapager: System Support Engineer:
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Fr :

/7 Jan Oostendorp
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CERTIFICATE

of Quality Management System

SIC.MS.094.1S013485.1332 dated 11.03.2020 till 10.03.2023

The Certification Center “International Agency Certification” hereby
certifies that the Quality Management System of

«Mediclone»
Limited Liability Company

35, Botanicheskaya, Moscow, Russian Federation, 127276

Concerning:

production of medical devices, namely: Reagents and sets of
reagents for the determination of human blood groups of ABO

Rhesus and Kell systems, as well as antigens and antibodies of the
Rhesus system

EN ISO 13485:2016

“Medical devices. Quality management systems.
Requirements for regulatory purposes”

Date of Certification: 11.03.2020
Date of Expiry: 10.03.2023

subject to annual approval
2021r. - till 11.02.2021
2022r. - till 11.02.2022

SIC.MS.094.1S013485.1332

International Certification Agency, 109444, Russian Federation, Moscow, 10 Samarkandsky blvd., Bldg. 1, Apt. 62,
Tel./fax: +8 (903) 223-25-69, Notification letter SIC.02.094,

S.1.C. Global Inc., 346 WIGSTON DR, Suite 4, NORTH BAY, ONTARIO, P1A 1X3, CANADA http://sic-global.com
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CEPTVIOVIKAT

Ha CUCTEMY MEHEeOAXMEHTa Ka4yeCTBa
SIC.MS.094.1S013485.1332 ot 11.03.2020 go 10.03.2023

OpraH ceptudmkaumm “MexxayHapogHoe AreHtcTBo Ceptudunkaumm”
HaCTOSILLUM CePTUMDUKATOM MOATBEPXHAAET, UTO CUCTEMA MEHEM)KMEHTA

Ka4eCTBa

<MeaAuUkKNoH»

O6LecTBo C OrpaHU4YEeHHOW OTBETCTBEHHOCTbIO

127276 Poccuickan Pepepauma, Mocksa, yn. botaHuueckas, aom 35

NMpuMeHnTENbHO K

NpPOun3BOACTBY U34E/UN MEeAULMHCKOro Ha3HavyeHus, a
MMeHHO: «PeareHTOB 1 HabopoB peareHToB A/
onpeaesieHMA rpynn Kposu YyesnoseKa cuctem ABO Pesyc u
Kenn, a TakKe aHTUreHoB U aHTUTEN cucTembl Pesycy

COOTBETCTBYeT TpeboBaHMAM MexaAyHapoAHOro craHaapra

EN ISO 13485:2016

“Uspenna meguumHckme. Cuctembl MeHeAKMEHTa KayecTBa.

CucremHblie TpeboBaHua gna ueneu perynmpoBaHusa”
[aTta ceptuduKkauum: 11.03.2020r.
[JeiictButeneH go: 10.03.2023 r.

npu yCAOBUU €XKETOAHOTO MOATEEPXKACHHUS
2021r. - po 11.02.2021
2022r. - po 11.02.2022

T.P. Morpe6bHasn

PykoBogutenb opraHa

SIC.MS.094.1S013485.1332

OC «MexpyHapogHoe AreHTcTBo CepTudukaumum», ceuaetenscTso Hotudukaumm:

SIC.CB.643.094 ot 21.03.2019 r., 109444, Poccuiickan Peaepaums, r. Mocksa, 6-p CamapkaHackuii, 4.10,
Kopnyc 1, KB. 62, Tesi./®akc: +7(903) 223-25-69, BbiaaHHbii S.1.C. Global Inc., 346 WIGSTON DR, Suite 4, NORTH BAY, ONTARIO, P1A 1X3, CANADA

http://sic.com.ua

ISO 13485|



ISO 9001 -NF EN ISO 13485

Zone Industrielle — 61500 SEES — France
Tél. : +33 (0)233 8121 00/Fax:+33(0)233287751

TO WHOM TO BE CONCERNED

We, Seppim S.A.S., manufacturers of Elitech Clinical Systems reagents, having
our factory at Zone Industrielle, 61500 Sées - France, confirm that our clinical reagents have
been validated on Vital Scientific equipment. As such available Elitech Clinical Systems
reagent applications for Vital Scientific instruments are CE-IVD compliant.

Reagents, other than Elitech Clinical Systems reagents, are not validated on Vital Scientific
equipments, and we also can't know the impact of other reagents on Vital Scientifc
equipments.

May 22™, 2012

Noi, subsemnatii Seppim S.A.S., compania producatoare a regentilor Elitech
Clinical Systems, avand fabrica de producere in Zone Industrielle, 61500, Franta, confirmam,
ca reagentii au fost testati si validati pe echipamentele Vital Scientific. Pentru acesti reagenti
existand si protocoale specializate pentru analizatoarele produse de Vital Scientific. Atat
reagentii cat si echipamentele sunt certificate CE-IVD.

Alti reagenti inafara de Elitech Clinical Systems, nu au fost testati si validati la echipamentele
Vital Scientific si noi nu cunoastem compatibilitatea si impactul lor asupra analizatoarelor Vital
Scientific.

22 mai 2012
/ v‘ (
(/JQL}_L,C&)"\

Signed on behalf of the manufacturer
Valérie GOURDON

Regulatory Affairs Manager
COMPANY SEPPIM S.A.S

SEPPIM S.A.S

4 rue Auguste Mattin
Zone Industrielle
61500 SEES — FRANCE
Tél. 433 (0)2 3381 2100 - Fax +33 (0)2 332877 51
SIRLT : 318 365 228 00036

Société par actions simplifiée au Capital de 1 219 592.14 €
SIRET 318 365 228 00036 APE 2059Z
RC ALENCON 318 365 228



Training certificate

helena

Biosciences Europe

This is to certify that

Sergiu Sorocovici

from
IM Global Biomarketing Group

has received training on the following:

Electrophoresis products: SAS-1/2, V8
Haemostasis products: C-series, AC-4, AggRAM and reagents
Senvice traning: AC-4

31st October - 4th November 2011

Tel  +44 (0)191 482 8440 info@helena-biosciences.com Queensway South, Team Valley Trading Estate,
Fax +44 (0)191 482 8442  techsupport-hs@helena-biosciences.com  Gateshead, Tyne and Wear, NE11 0SD, United Kingdom

www.helena-biosciences.com




/

7
"llil [\
AR/
‘\\ () S
NV Ry

S
9,
¥ gt
8\
' LI
. l‘l \\I'ul-"

A
W
LRI

4,:::‘&/‘5,_..
// t’v‘fﬁ'\\\
T LT
‘lﬂn (T L
ANl

R

‘ﬂ‘,

G

/ S0y
7S
/ § .-‘\‘. '

==
Lz

7 o Y r
AN

EasyLyte EasyBloodGas EasyStat

Training Certificate

This is to certify that

(/ P
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has completed training for the operation and service of the

EasyLyte, EasyBloodGas, and EasyStat analyzers.
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Signed: Randall Rollins
Technical Service Manager
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