Gesellschaft flr Biochemica
und Diagnostica mbH

Max-Planck-Ring 21
65205 Wiesbaden - Germany

Telefon +49 6122 9988-0
Telefax +49 6122 9988-100

AUTHORIZATION LETTER

We, HUMAN Gesellschaft fiir Biochemica und Diagnostica mbH (hereinafter
called “HUMAN”), Max - Planck - Ring 21, 65205 Wiesbaden, Germany, hereby certify
that company

"Echipamed Plus"” SRL
Valea Trandafirilor 24 <B>,
2001 Chisinau
Moldova

is our exclusive representative for HUMAN / IMTEC products in the territory of Moldova.

Echipamed Plus is therefore authorized to import, stock, market and sell HUMAN
labeled products throughout the territory of Moldova.

Echipamed Plus is also fully authorized to participate in official tenders and to provide
installation, warranty service and maintenance for HUMAN equipment in the territory
of Moldova.

Echipamed Plus is further authorized to submit applications on our behalf to the
competent authority of Moldova for the registration and re-registration of HUMAN-
labeled products in the name of HUMAN.

This Authorization Letter remains valid until 31.12.2021 and is only effective in
connection with a valid Distribution Agreement.

Wiesbaden, 26 January 2021
HUMAN Gesellschaft fir Biochemica und Diagnostica mbH
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7 / Gesslischait fir Biochemiog
=9 ,:'J und Dlagnostica mbM
Dhimitraq Jani J Max-Planck-Ring 21

International Sales Manager > "esbaden-Dekenfishy

Digitally signed by Iurchevici Valeriu
Date: 2021.02.17 18:46:08 EET
Reason: MoldSign Signature
Location: Moldova

Geschaftsfihrer

Dr. Bjorn Breth, Ralph Neuberger
\orsitzender des Beirats:

Lorenz von Schroder

ILN 40 33145 000006
USt-IdNr.: DE113854181 www.human.de
RG: Wiesbaden HRB 10782 Mail: human@human.de



mdc medical device certification GmbH
certifies that

Human

Gesellschaft fiir Biochemica und Diagnostica mbH
Max-Planck-Ring 21
65205 Wiesbaden

Germany

for the scope

development, manufacturing and distribution of
in vitro diagnostic products and analyzers

has introduced and applies a

Quality management system

The mdc audit has proven that this quality management system
meets all requirements of the following standard

EN ISO 9001

Quality management systems —
Requirements

(1SO 9001:2015)

Valid from 2018-03-16

Valid until 2021-03-15
Registration no. D1030000066

Report no. P17-01410-107299

Stuttgart 2018-03716

delLd\ device cerlification I Certiﬂcation BOdy
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Deutsche

Akkreditierungsstelle
D-ZM-16002-01-01




mdc medical device certification GmbH
certifies that

Humadn

Gesellschaft fiir Biochemica und Diagnostica mbH
Max-Planck-Ring 21
65205 Wiesbaden
Germany
with the location

Stegelitzer Strale 3
39126 Magdeburg

for the scope

development, manufacturing and distribution of
in vitro diagnostic products and analyzers

has introduced and applies a

Quality Management System

The mdc audit has proven that this quality management system
meets all requirements of the following standard

EN ISO 13485

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

Valid from 2019-03-12
Valid until 2022-03-11
Registration no. D1030000073
Report no. P18-01225-128829
Stuttgart 2019-03-01
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Diagnostics Worldwide

Declaration of Conformity

q3

HUMAN Gesellschaft fiir Biochemica und Diagnostica mbH
Max-Planck-Ring 21
65205 Wiesbaden
Germany

hereby confirm that we have installed a quality management system according to the
harmonized standards EN ISO 9001:2015 and EN 1SO 13485:2016+AC:2016. Our quality
management system has been certified for compliance with said standards by the
German Notified Body mdc medical device certification GmbH, Kriegerstr. 6, D-70191
Stuttgart, registered under reference number 0483, respectively (certificates registration
numbers are D1030000072 and D1030000073).

Compliance with additional requirements of annex IV (directive 98/79 EC) for products
classified as either annex Il list A or list B has been certified by the German Notified Body
mdc (reg. nos.: D1030000076, D1030000075, D1030000048, D1030000049, D1030000062,
D1030000063 and D1030000068 respectively).

We further confirm that the IVD products listed in the attachment are designed,
manufactured and controlled by us in accordance with the European directive 98/79 EC
and that they meet the essential requirements according to annex | of said directive.
Applicable conformity assessment procedures according to annex Ill (denoted others or H
in the attached list) or annex IV (denoted Ii, A or II, B), whatever applicable, of said
directive have been completed for these products. We further confirm that for each IVD
product an individual conformity declaration has been prepared.

With the C€ mark on the listed products we declare in our sole responsibility that the
products are in conformity with the applicable directive 98/79/EC and harmonized

standards.
HUMAN Gesellschaft fir Biochemica und Diagnostica mbH

Date: November 01, 2019 Dr. Torsten Bérchers '
Vice President Quality Assurance and Regulatory Affairs

HuUuman

Gesellschaft {Gr Biochemic:

und Diagnostica mbH

Max-Planck-Ring 21
— 65205 Wiesbaden-Dekenhair
Attachment Germany
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i i Diagnostics Worldwi
List of products which passed applicable conformity assessment procedure‘s"’gnos ics Worldwide
(annex I1I, annex IV of directive 98/79/EC) by date of signing

(1233.1-30. ::g:::i S;rrllie — Class Cat.-no. Product name Class
quicolor Others 10120 Potassium liquilV Others
10010150 Magnesium liquicolor Others 10120150 Potassium liquilUV Others
10010300 Magnesium liquicolor Others 10120300 Potassium liquilV Others
10010600 Magnesium liquicolor Others 10120600 Potassium liquiUV Others
10011 Calcium liquicolor Others 10121 Glucose liquicolor Others
10011150 Calcium liquicolor Others 10126 Potassium Standard Others
10011300 Calcium ligquicolor Others 10229 Iron liquicolor Others
10011600 Calcium liquicolor Others 10230 Iron liquicolor Others
10012 Bilirubin liquicolor Others 10260 Glucose liquicolor Others
10017 Cholesterol liquicolor Others 10260150 Glucose liquicolor Others
10018 HDL Cholesterol Others 10260300 Glucose liquicolor Others
10019 Cholesterol liquicolor Others 10260600 Glucose liquicolor Others
10027 Phosphorus liquirapid Others 10284 HDL Cholesterol liquicolor Others
10027150 Phosphorus liquirapid Others 10294 LDL Cholesterol liquicolor Others
10027300 Phosphorus liquirapid Others 10505 Urea liquicolor Others
10027600 Phosphorus liquirapid Others 10506 Urea liquicolor R1 Others
10028 Cholesterol liquicolor Others 10507 Urea liquicolor R2 Others
10028150 Cholesterol liquicolor Others 10521 Urea liquiUV Others
10028300 Cholesterol liquicolor Others 10521150 Urea liquilV Others
10028600 Cholesterol liquicolor Others 10521300 Urea liquilV Others
10051 Creatinine liquicolor Others 10521600 Urea liquilV Others
10052 auto-Creatinine liguicolor Others 10560 Albumin liquicolor Others
10052150 auto-Creatinine liquicolor Others 10560150 Albumin liquicolor Others
10052300 auto-Creatinine liquicolor Others 10560300 Albumin liquicolor Others
10052600 auto-Creatinine liquicolor Others 10560600 Albumin liquicolor Others
10053 Creatinine (Enzym) liquicolor  |Others 10570 Total Protein liquicolor Others
10053150 Creatinine (Enzym) liquicolor Others 10570150 Total Protein liquicolor Others
10053300 Creatinine (Enzym) liquicolor Others 10570300 Total Protein liquicolor Others
10053600 Creatinine (Enzym) liquicolor Others 10570600 Total Protein liquicolor Others
10084 HDL Cholesterol liquicolor Others 10590 Urinary Total Protein liquicolor  [Others
10034150' HDL Cholesterol liquicolor Others 10590300 Urinary Total Protein liquicolor  |Others
10084300 HDL Cholesterol liquicolor Others 10595 Urinary Total Protein Standard  |Others
10084600 HDL Cholesterol liquicolor Others 10657, Glycohemoglobin HbA, Others
10094 LDL Cholesterol liquicolor Others igggg'
10094150 LDL Cholesterol liquicolor Others 10660 Acid Phosphatase Humazym Others
10094600 LDL Cholesterol liquicolor Others 10660150 Acid Phosphatase Others
10104 Urea Standard Others 10660600 Acid Phosphatase Others
10113 Sodium liquicolor Others 10670 TIBC Others
10113150 Sodium liquicolor Others 10690 Uric acid liquicolor Others
10113300 Sodium liquicolor Others 10691 Uric acid liquicolor Others
10113600 Sodium liquicolor Others 10694 Uric acid liquicolor™ Others
10114 Sodium Standard Others_ | 10694150 Uric acid liquicoiorNus Others
10115 Chloride liquicolor c 10694300 Uric acid liquicolor™: Others
10118 Potassium liquirapid 2 .( K.0694600 Uric acid liquicolor™ Others
0720P Triglycerides liquicolor™"® Others
B
Form 7.3-04-04 Rev, 014 ) i Conformity Declaration
Effective: 12.08.2019 B Rev. 043



Cat.-no. Product name Class

19550P Starter Kit 10, 100, 1000 Digital |Others

19150/10 Pipette Tips 5 ml white Others

19160/10 Pipette Tips 10 ml white Others

19320/10 Pipette Tips 300 pl white Others

19320/20 Pipette Tips 20 pl crystal Others

19910/20 Pipette Tips 200 pl yellow Others

19920/40 Pipette Tips 1000 pl blue Others

22002 Combina 95G Others

22022 Combina 2 Others

22032 Combina 3 Others

22092 Combina Glucose Others

22102 Combina 10 M Others

22132 Combina 13 Others

23111 Combina 115 Others

27032P Hexagon Troponin Others

28009 Hexagon OBTI Others

28032 Hexagon PSA I,B

28220 Hexagon OBScreen Others

29012 Hexagon IgE Others

31002, HemoStat Thromboplastin-Sl Others

31003

31012 HemoStat Thromboplastin™#¢  |Others

32002 HemoStat Fibrinogen Others

33002, HemoStat aPTT-EL Others

33012

33013

33022

34002 HemoStat Thrombin Time Others
|35001, HemoStat Control Plasma Others

35002 (normal, abnormal)

35500 HemoStat Calibrator Others

36002 HemoStat D-Dimer Others

36012 HemoStat D-Dimer Control Others

high/low

36102 HemoStat Antithrombin liquid _ |Others

40030, SLE Latex Test Others

40031

40037 Glycin-NaCl buffer Others

40038, I.M. Quick Others

40039

40042, Humatex CRP Others

40043,

40040

40052, Humatex RF Others

40053,

40050

40062, Humatex ASO Others

40063,

40060

50001, Syphilis RPR Others

50002,

50016

50101 Syphilis TPHA Others

50201, Others

50200,

50211,

50221,

50231, /

50241, HUMATEX Febrile Antigens/ /

Cat.-no. Product name Class
50251,
50261,
50271,
50281,
50291
50301
51005 Syphilis Screen Others
51015 IgE total ELISA Others
51050 HBsAg ultra sens I, A
51103 CMV IgM ELISA I,B
51104 EBVIgMELISA Others
51106 Measles IgM ELISA Others
51107 Mumps IgM ELISA Others
51108 Rubella IgM p-capture I,B
51110 VZVIgM ELISA Others
51119 Toxo IgM p-capture ELISA I,B
51126 HSV IgM ELISA Others
51140 Dengue Virus IgM ELISA Others
51150 Chagas Rec ELISA Others
51203 CMV I1gG ELISA I, B
51204 EBV IgG ELISA Others
51205C anti-HIV % ELISA 1A
51206 Measles 1gG ELISA Others
51207 Mumps IgG ELISA Others
51208 Rubella IgG I,B
51209 Toxoplasma g. IgG ELISA I,B
51210 VZVIgG ELISA Others
51215 HIV Ag/Ab ELISA I, A
51216 HSV 11gG ELISA Others
51222 H.Pylori 1gG ELISA Others
51226 HSV 2 1gG ELISA Others
51228 Chlamydia Trachomatis 1gG II,B
51240 Dengue Virus IgG ELISA Others
51275 Anti-HCV ELISA I, A
51322 H.Pylori IgA ELISA Others
51328 Chlamydia Trachomatis IgA I,B
52010 AFP ELISA Others
52020 CEAELISA Others
52030 PSA ELISA Il,B
52035 fPSA ELISA I, B
52050 CA125 Others
52060 CA19-9 Others
52080 CA15-3 Others
53010 LH ELISA Others
53020 FSH ELISA Others
53030 Prolactin ELISA Others
53040 hCG ELISA Others
54010 T3 ELISA Others
‘54015 fT3 ELISA Others
Q&PZO T4 ELISA Others
v,

A
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Cat.-no. Product name Class

ITC82070 IMTEC-GBM-Antibodies Others
ITC85010 IMTEC-TG-Antibodies Others
ITC85020 IMTEC-TPO-Antibodies Others
ITC85030 IMTEC-TSH Receptor-Antibodies |Others
ITC92000 IMTEC-ANA-LIA Others
ITC92000-1 IMTEC-ANA-LIA Others
ITC92000-2 IMTEC-ANA-LIA Others
ITC92000-3 IMTEC-ANA-LIA Others
ITC92000-4 IMTEC-ANA-LIA Others
ITC92000-5 IMTEC-ANA-LIA Others
ITC92005 IMTEC-ANA-LIA Maxx Others

Cat.-no. Product name Class
ITC66060 IMTEC-SLA Antikorper (cut-off)  |Others
ITC66205 IMTEC-Liver-LIAS Others
ITC70001 IMTEC-ANA Screen (cut-off) Others
ITC70005 IMTEC-ENA Screen (cut-off) Others
ITC70022 IMTEC-U1-snRNP-Antibodies Others
ITC70024 IMTEC-SS-B/La-Antibodies Others
ITC70025 IMTEC-Jol-Antibodies Others
ITC70026 IMTEC-55-A/Ro-Antibodies Others
ITC70028 IMTEC-Scl70-Antibodies Others
ITC80000 HumaBlot 44™ Others
ITC82020 IMTEC-PR3-ANCA Others
ITC82030 IMTEC-MPO-ANCA Others
ITC82040 IMTEC-Vasculitis-LIA Others

Class: acc. to directive 98/79 EC

I, A =testlisted in annex I, list A

II, B =testlisted in annex |, list B

H = test for home use, not listed in annex I

Others
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