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Gesellschaft fiir 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 31.12.2019 and is only effective in
connection with a valid Distribution Agreement.

Wiesbaden, 7 February 2019

HUMAN Gesellschaft fiir Biochemica und Diagnostica mbH

HUmamn

Gaselischaft fir Biochemica
und Diagnostica mbH
Max-Planck-Ring 21

85205 Wiesbaden-Detkenhetr

Germany
Dhimitraq Jani
International Sales Manager
Commerzbank AG Norddeutsche Landesbank Landesbank Baden-Wirttemberg <
BLZ 510400 38 BLZ 250 500 00 BLZ 600 501 01 Ralph Neuberger ) 0 d
Kto.-Nr. 716053400 Kto.-Nr.122 037 724 Kto.-Nr. 263 6685 Vorsitzender des Beirats:  ILN 40 33145 000006
SWIFT-BIC: COBA DE FF 510 SWIFT-BIC: NOLA DE 2H SWIFT-BIC SOLA DE 5T600 Lorenz von Schroder USt-IdNr.:DE113854181

IBAN: DE91 5104 0038 0716 0534 00  IBAN: DE76 2505 0000 0122 0377 24  IBAN DE93 6005 0101 0002 6366 85 RG: Wiesbaden HRB 10782



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

(( DAKKS

Deutsche

Akkreditierungsstelle
D-ZM-16002-01-01




Diagnostics Worldwide

Declaration of Conformity

C€

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

We,

hereby confirm that we have installed a quality management system according to the
harmonized standards EN ISO 9001:2015 and EN ISO 13485:2012+AC:2012 — ISO
13485:2003 + Cor. 1:2009. 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 D1030000066 and
D1030000030).

- 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.: D1030000067, D1030000028, D1030000032, 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 Il (denoted others or H
in the attached list) or annex IV (denoted II, A or 11, 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 fiir Biochemica u

T

Date: February 28, 2019 Dr. Torsten Borchers _
‘ Vice President Quality Assurance and Regulatory Affairs

HUMman

Gesellschaft fiir Biochemice
und Diagnostica rbH
Max-Planck-Ring 21

Attachment 65205 Wiosbaden-Delkenheim,
QGermany

Diagnostica mbH
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Cat.-no. Product name Cléss

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 II,B

28220 Hexagon OBScreen Others

29012 Hexagon IgE Others

31002, HemoStat Thromboplastin-SI 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 .. ___|

50251, = &

50261,

50271,

50281,

50291

50301

Cat.-no. Product name Class
51005 Syphilis Screen Others
51015 IgE total ELISA Others
51048 HBsAg ELISA i,A
51050 HBsAg ultra sens I, A
51103 CMV IgM ELISA 1,B
51104 EBV IgM ELISA Others
51106 Measles IgM ELISA Others
51107 Mumps IgM ELISA ‘|Others
51108 Rubella IgM p-capture I,B
51110 VZV IgM 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 IgG ELISA I, B
51204 EBV IgG ELISA Others
51205C anti-HIV % ELISA I, A
51206 [Measles IgG ELISA Others
51207 Mumps 1gG ELISA Others
51208 Rubella IgG I,B
51209 Toxoplasma g. IgG ELISA I,B
51210 VZV IgG ELISA Others
51215 HIV Ag/Ab ELISA I; A
51216 HSV 1 1gG ELISA Others
51222 H.Pylori IgG ELISA Others
51226 HSV 2 1gG ELISA Others
51228 Chlamydia Trachomatis IgG I,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 I,B
52035 fPSA ELISA Il,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
54020 T4 ELISA Others
54025 fT4 ELISA Others
54030 TSH ELISA Others
55010 Testosterone ELISA Others
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Cat.-no. Product name Class Cat.-no. Product name Class
55020 Progesterone ELISA Others ITC59001 IMTEC-DsDNA-Antibodies Others
55030 Estradiol ELISA Others ITC59002 IMTEC-Nucleosome-Antibodies |Others
55040 Estriol ELISA Others ITC59005 IMTEC-5sDNA-Antibodies Others
55050 Cortisol ELISA Others ITC59011 IMT.EC-P.hosph_atidylseri ne- Others
Antibodies IgG
55060 DHEA-S ELISA Others ITC59021 IMTEC-Phosphatidylserine- Others
55500 25-OH Vitamin D Others Antibodies IgM _ .
57002P, Hexagon FIlV ™ ITC59022 m{&%ﬁil;g?oh;t;?ylsenne- Others
>7004P = . ITC59027 IMTEC-Phosphatidylserine- Others
573351 Sodium rapid Others Antibodies Screen
58002 Hexagon Chagas Others ITC59030 IMTEC-CIC Screen (cut-off) Others
58012 Hexagon Chlamydia I, B ITC59031 IMTEC-CIC IgG Others
e s —
-Anti-C1lg-Antibodies ers
s e e ITC59035 IMTEC-Complement Activity __|Others
3A04d Hexagon Syphilis Others ITC59050 IMTEC-beta2-Glycoprotein 1~ |Others
58054 Hexagon Malaria Others Antibodies Screen
58062 HEXAGON Strep A Others ITC59070 Isn:r'léii-Phospholipid-Antibodies Others
58082 HEXAGON Dengue Others ITC59071 IMTEC-Cardiolipin-Antibodies IgG [Others
58912 Hexagon Chlamydia Collect I,B ITC59076 IMTEC-Cardiolipin-Antibodies Others
60022 fosin it i TC59081 ISA‘;\?:S-Cardiolipln-Antibodies Others
68004 Humapreg Serum]Urine Others IgM
68902, Hexagon hCG 1-Step Serum/Urine Others ITC59082 IMTEC.—CardioIipin-Antibodies Others
68932 Combi
71012 HumaType Anti-A I, A ITC59150 IMT'EC-b.etaZ-Gchoprotein 1- Others
71022 HumaType Anti-B LA Antibodies IgG ;
- ITC59250 IMTEC-beta2-Glycoprotein 1- Others
71032 HumaType Anti-A,B I, A Antibodies lgM
71042 HumaType Anti-D IgM A ITC59400 IMTEC- Others
71052 HumaType Anti-D IgM/IgG I,A Phosphatidylethanolamine-
71062 HumaType Anti-Human Globulin [Il, B Antibodies Screen. L
- ITC59450 IMTEC-Prothrombin-Antibodies |Others
71072 HumaType Albumin 22% Others Sereeh
73005/12 HumaTube No Additive (Z) Others ITC59500 IMTEC-oxLDL-Antibodies Ig(GM) |Others
73020/12 HumaTube Serum C/A (2) Others ITC59550 IMTEC-Annexin V-Antibodies  |Others
73023/12 HumaTube Serum C/A (Z) Others Screen
73030/12 HumaTube Serum Gel-C/A (Z)  |Others ITC60000 IMTEC-RF Screen Others
73032/12 HumaTube K2-EDTA (K2E) Others ITC60001 IMTEC-ANA Screen Others
73040/12 HumaTube K3-EDTA (K3E) Others ITC60003 IMTEC-RF IgM Others
73045/12 HumaTube K3-EDTA (K3E) Others ITC60005 IMTEC-ENA Screen Others
73050/12 HumaTube Li-Heparin (LH) Others ITC60007 IMTEC-RF IgG Others
73060/12 HumaTube Na-Citrate 3.2 % Others ITC60010 IMTEC-RF IgA Others
(9NC) ITC60015 IMTEC-RA33-Antibodies Others
73070/12 HumaTube Glucose (FH) Others ITC60021 IMTEC-CCP-Antibodies Others
961000 HumaLoop T Others ITC60029 . [IMTEC-SmD1-Antibodies 1gG Others
962000 HumaLloop M Others ITC60031 IMTEC-Histone-Antibodies Others
963100 HumaTurb A Others ITC60033 IMTEC-ENA Profile Others
963200 HumaTurb C + A Others ITC60040 IMTEC-AMA M2 Others
1964000 HumaHeat Others . [ITC60200 IMTEC-Myositis LIA Others
ITC02850 HumaScan Others ITC60201 IMTEC-Myositis LIA PL Others
ITC30500 IMTEC-Gliadin-Antibodies 1gG Others ITC66005 IMTEC-Liver Screen S Others
ITC30505 IMTEC-d-Gliadin-Antibodies IgG |Others ITC66040 IMTEC-Sp100-Antibodies Others
ITC30600 IMTEC-Gliadin-Antibodies IgA Others ITC66050 IMTEC-LKM1-Antibodies Others
ITC30605 IMTEC-d-Gliadin-Antibodies IgA |Others ITC66060 IMTEC-SLA Antikorper (cut-off)  |[Others
ITC30701 IMTEC-Gastro-LIA Others ITC66205 IMTEC-Liver-LIAS Others
ITC40040 IMTEC-Salmononella-Antibodies ,gt.tﬁrs; e~ |ITC70001 IMTEC-ANA Screen (cut-off) Others
Screen (cut-off) /A Oty NITC70005 IMTEC-ENA Screen (cut-off) Others
nLAe :gfccuﬁzt'fgc’"""eua'm?&d' N 5’{'{:\70022 IMTEC-UL-snRNP-Antibodies _ |Others
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