—=> Polmed.de

Vertretung und Repriisentanz

Certificate

Of Marketing Authorization of Medical Product

-

Nr. AR/IVMD/Xema/01/2020

o

LS

Issited on the basis of the Declaration of conformity and registration taking into account Article 10 of Directive 98/79/EC on In Vitro Diagnostic
Medical Devices and Medical Devices Act (MPG) § § 5,25.29,30

Ausgestellt auf Grund der Konformititserk lirung und Registriening unter Beriicksichtigung
der Richtlinie 9887/EG Anikel 10 iiber In-vitro-Diagnostika und Medizinproduktgesetz (MPG) §8 5.25.29.30

Xema Co., Ltc

bld.4, 48, The 9th Parkg

Manufacturer:
Hersieller

Conformity Mod

Module A {(EC Di of Conformity)
Konformitiitsmodul

{Annex lll, excep ective 98/79/EC)

Lead Competent Auathority: DIMDI — German institute of n and Information

Zustindige Behtrde DIMDI — Deutsches Institut fir Medizinische Dokumentation und Information
Product Registration Ref, No.: See annex to the Certificate
(Per Article 10, Directive 98/79/EC) Siehe Anhang zum Zertifikat

Produki Registrationsnummer
{GemiB Artikel 10 der Richtlinie 98/79 / EG)

Date of issue: 2020-01-01
Das Ausstellungsdatum

Validto:  2022-05-25
Gilltig bis

Represented in the EC by Polmed.de
Steinacker 5, 73773 Aichwald, Germany
email: info @polmed.de

tel: +49 711 52853279

-----

. e Exiract Srom,9 s se wew.dimdi.de (G G el &5{}2’%»%
e N oS o DIl Signed by Vion forica,
4 ey v ._‘._- 74 . :1
S CfRTE - Reason: MoldSlgn Slgnature p
Location: Moldova
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=S Polmed.de

Vertretung und Repriisentanz

Annex to the Certificate No.:
Anhang zum Zettifikat Nr..

AR/IVMD/Xema/01/2020

The following devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the Evropean Economic Area.

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland, in den Mitgliedsstaaten
der Europiischen Winschafisgemeinschaft (EG) und in dpn Vertragsstaaten der EG in den Verkehr gebracht werden ditrfen.
L

THYRCID PEROXIDASE {INCL. MICROSOMAL} aTPOEIA Cat. Nr K131 DE/CA37/IVD/13/44
ANTIBODIES

2. | THYROGLOBULIN AUTOANTIBODIES Ki3z aTG ElA Cat. Nr K132 DE/CA37/IVD/13/43

DE/CA37/IvD/13/42

MPO ANCA

K133 aMPO EIA Cat. Nr K133

4. TISSUE TRANSGLUTAMINAS ) Ki60

_ Anti-TG 1gG EIA DE/CA37/IVD/13/41
K16l
5, K180 DE/CA37/IVD/13/40
K181
K182A
K182G
6. K200 DE/CA37/IVD/13/39
7. K201 TSHEIA DE/CA37/iVD/13/38
K201A TSH Plus
8 K202 LHEIA Ca DE/CA37/1VD/13/37
9, K203 FSH EIA Cat DE/CA37/1VD/13/36
10, K204 GH EIA Cat. DE/CA37/iVD/13/35
11 K205 HCG EIA Cat. Nr DE/CA37/iVD/13/34

K206 Prolactin E1A Cat. Nr K20
K207 Progesterone EIA Cat. Nr
K207S Salivary Progesterone EIA

DE/CA37/IVD/13/33
DE/CA37/IVD/13/32

PROLACTIN
13. | PROGESTERONE

14. | ESTRADIOL K208 Estradiol E1A Cat. Nr K208 DE/CA37/IVD/13/31

15. | TESTOSTERONE (WITH DEHYDRO AND FREE K209 Testosterone EIA Cat. Nr K209 ; DE/CA37/IVD/13/30
TESTOSTERONE) K209 Salivary Testosterone EiA

16. | CORTISOL K210 Cortisol EIA Cat. Nr X210 ; DE/CA37/ivD/13/29

K2105 Salivary Cortisol EIA ;

17. | TRIIODOTHYRONINE K211 T3 EIA Cat Nr K211 DE/CA37/1VD/13/28

18. | THYROXINE K212 T4 EIA Cat. Nr K212 DE/CA37/1VDf13/27

19. | FREE TRIODOTHYRONINE K213 Free T3 EIA Cat. NrkK213 DyCMTﬂVDf:I.S/ZG

20. | FREE THYROXINE K214 Free T4 EIA Cat. NrK214 DE/CA37/IVD/13/25

21. | DEHYDRO-EPIANDROSTERONE SULPHATE K215 DHEA-S EIA Cat. NrK215 DE/CA37/IVD/13/24
(INCL, DHEA)

22. | 17 OH PROGESTERONE K217 17-OH-Progesterone EIA DE/CA37/ivD/13/22

Cat, NrK217

23. | CANCER ANTIGEN 125 Q2 CA 125 EIA Cat. Nr K222 DE/CA37/1VD/13/23

24. | CANCER ANTIGEN 19-9 K223 CA 19.9 EIA Cat. Nr K223 DE/CA37/ivDf13/21

25, | CARCINOEMBRYONIC ANTIGEN K224 CEA EIA Cat. Nr K224 DE/CA37/iVD/13/20

The above-mentioned medical products are marked with the CE symbol.
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—=> Polmed.de

Vertrenng nd Reprilsentanz

Annex to the Certificate No.:

Anhang zum Zentifikat Nr.:

AR/IVMD/Xema/01/2020

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other coniract siates of the agreement about the Evropean Economic Area.

Die folgenden Medizinprodukte in der Bunicsrcpublzk Deutschland, in den Milgliedsstaaten
der Europiischen Wirtschaftsgemeinschaft (EG) und in déh Ngriragsstaaten der EG in den Verkehr gebracht wenden diirfen.

T AFP EIA Cat. Nr K225

ALPHAFETOPROTEIN DE/CA37/IVD/13/19
. | CANCER ANTIGEN 15-3 M12 (CA 15.3 ) EIA Cat. Nrk226 DE/CA37/IVD/13/18
28. | OTHER CANCER ANTIGENS K27 MUCI1 M22 EIA Cat. NrK227; DE/CA37/IVD/13/17
K228 MUCI1 M20 EIA Cat. Nr K228
29. | OTHER OTHER TUMOUR MARKERS K232 Thyrogiobulin EIA Cat. Nr DE/CA37/IVD/13/16
30. | B HUMAN CHORIONIC 3s Free beta HCG EIA £ hn DE/CA37/IWD/13/15
SUBUNIT) _ l
PREGNANCY ASSOCL K238 PAPP-A EIA DE/CA37/IVD/13/14
K240 Alveomuc : DE/CA37/IVD/13/13
K250 DE/CA37/IVD/13/12
K268 DE/CA37/IVD/13/11
K291 DE/CA37/IVD/13/10
K271 DE/CA37/VD/13/9
K272 DE/CA37/IVD/13/8
K274
Q75 DE/CA37/IVD/13/7
Q77 DE/CA37/IVD/13/6
KQ13
KQ14 DE/CA37/WD/13/5
KkQ1s
HORMONE CONTROLS xkQ21 HormoQan immuno: DE/CA37/IVD/13/4
KQ21
42. | TUMOUR MARKER CONTROLS KQ22 OmaQon immunoassay control set Cat. Nr DE/CA37/WWD/13/3
Q22
43. | CYFRA21-1 K236 CYFRA 21-1 EiA DE/CA37/IVD/13/45
44, | CANCER ANTIGEN 72-4 K24a CA72-4EiA DE/CA37/IVD/13/46
NEONATAL THYROID STIMULATING K201N TSH-Neo EIA DE/CA37/IVD/13/47
HORMONE
ESTRIOL K218 Free Estricl EIA DE/CA37/IVD/13/48
47, | IMMUNOGLOBULINE - 12005 Specific IgE EIA DE/CA37/IVD/13/49
MONOTEST/MONORESULT - MULTI AG
48. | KAPPA AND LAMBDA CHAIN K279K Free kappa Igg light chain EIA, DE/CA37/IVD/13/50
K279L Free lambda Igg light chain EIA
49, | TRYPSIN NEONATAL K242 Neonatal IRT EIA Cat. Nr K242 DE/CA37/IVD/13/51
50. | NEURON SPECIFIC ENOLASE [E7) NSE EIA Cat. Nr K234 DE/CA37/IVD/13/52
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_S Polmed.de

Vertretung und Repriisentanz

Annex to the Certificate No.:
Anhang zum Zestifikat Nr.:

AR/IVMD/Xema/01/2020

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the European Economic Area,

Die folgenden Medizinprodukie in der Bundesrepublik Deutschland, in den Mitgliedsstaaten
der Europiischen Wirtschaftsgemeinschaft (EG) und i inded Vigriragsstaaten der EG in den Verkehr gebracht werden diifen.

. | NEURON SPECIFIC ENOLASE NSE EIA Cat. Nr K234 DE/CA37/IVD/13/52
51. | OTHER OTHER TUMOUR MARKERS K239 HE -4 EIA Cat. Nr K239 DEICM?,’ND{iyﬂ
52. | HSV IgG Kio4 HSV % 1gG EIA {Cat. Nr K104} DE/CA37/IVD/13/67
53. | HSV igM Kidam HSV % igM EiA {Cat. NrK104M) DE/CA37/IVD/13/66
54. | MYCOPLASMA ANTIBODY ASSAYS Ki0e Mycoplasma igG EIA (Cat. Nr K106) DE/CA37/IVD/13/65
55, | SYPHILIS ANTIBODY ASSAYS TOTAL Treponema pallidum Total Ab E1A

{Cat. NrK111}
56. | SYPHILIS ANTIBODY IGG Treponema pallidum Ig
(Cat. Nr K111G)
57. | SYPHILIS ANTIBODY IGI Kilim Treponema pallid DE/CA37/IVD/13/62
K111Mm}
58, H.pylori EgG DE/CA37/IVD/13/61
59, | H. PYLORI ANTI K115M DE/CA37/IVD/13/60
60. | ASPERGILLUS K121 DE/CA37/IVD/13/59
61. | OTHER OTHER K126 DE/CA37/IVD/13/58
62. Ki71 Giardia | DE/CA37/IVD/13/57A1
{Cat. Nr
Ki7ix Giardia
{Cat. No,
X220V XEMAtestQ DE/CA37/IVD/13/56
64. X222 DE/CA37/IVD/13/55
65. | OTHER TUMOUR X239 DE/CA37/IVD/13/54
66 SECRETORY IgA s DE/CA37/IVD/13/68
{Cat. No. K276)
67. | ECHINOCOCCUS Cestodes igG EIA {Cat.
68, | DISTOMATOSIS Fasciola IgG EIA {Cat.
69. | TESTOSTERONE (WITH DEHYDRO Free Testosterone EIA
TESTOSTERONE) (Cat. No. K219}
HUMAN PLACENTAL LACTOGEN HPL K246 Human Placental Lactogen EIA DE/CA37/IVD/13/69¢
{Cat. No. K246)
71, | CANCER ANTIGEN 242 K243 CA 242 EJA (Cat. No. K243) DE/CA37/IVD/13/73
72. | INSULIN K267N insulin EIA {Cat. No. K267N) DE/CA37/IVD/13/77
73. | C-PEPTIDE K267C C-peptide EIA{Cat. No. K267C} DE/CA37/IVD/13/76
74, | OTHER PREGNANCY TESTING HORMONES K245 AMH EIA {Cat. No. K245) DE/CA37/IVD/13/75
75. | SQUAMOUS CELL CARCINOMA ANTIGEN K237 SCC{A) EIA (Cat. No. K237) DE/CA37/IVD/13/74
76. | ASPERGILLUS K021 GalM Ag EIA (Cat. No. K021) DE/CA37/IVD/13/78

The above-mentioned medical products are marked with the "CE symbol.
Die oben genannten medizinischen Produkte sind mit dem CE-Zeichen gekennzeichnet.

Representedmthe EbePclmedde Date:  Jdnuary 01,2020

Polmed.de
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DNV-GL

MANAGEMENT SYSTEM
CERTIFICATE

Certificate No: Initial certification'date: valid:
282710-2019-AQ-MCW-FINAS 14 February 2019 14 February 2019 - 14 February 2022

This is to certify that the management system of

XEMA Co, LTD

bldg. 48, 9-th Parkovaya str., Moscow, Russian Federation, 105264
and the sites as mentioned in the appendix accompanying this certificate

has been found to conform to the Quality Management System standard:

ISO 9001:2015

This certificate is valid for the following scope:

Design and development, manufacturing and sales of in vitro tests for food
and feed control, clinical and veterinary diagnostics and forensic
investigations.

For the issuing office:

DNV GL - Business Assurance
Trekhprudny per. 9 build. 2, office 406,
Moscow, Russian Federation

Place and date:
Moscow, 14 February 2019

S, G oo bire.

: FlNAS Serguei Groubine
N\ Finnish Accreditation Service Management Representative
$001 (EN ISO/IEC 17021) :

+ ’

pditians as set out in thé Certification Agreement may render this Certificate invalid.
~CREDITED UNIT SR TPy - ASE@RANEE FINLAND OY AB, Keilasatama 3, 02150 Espoo, Finland. "EL:-+358 10 292 4200. assurance.dnvgl.com
ACCREDITED UNFT NS : "c}_l- :;;\é,gg@j,fhm ND OY AB, Keilasatama 5, 02150 Espoo, Finland. TEL:+358 10 292 4200. assurance.davgl.com



Certificate No: 282710-2019-AQ-MCW-FINAS
Place and date: Moscow, 14 February 2019

Appendix to Certificate

DNV-GL

XEMA Co, LTD o
Locations included in the certification are as follows:
Site Name Site Address Site Scope
XEMA Co, LTD bldg. 48, 9-th Parkovaya str., Design and development,
Moscow, Russian Federation, manufacturing and sales of in vitro tests
105264 for food and feed control, clinical and

veterinary diagnostics and forensic
investigations.

XEMA Co, LTD (Production site) Trubetskaya str., 2B, Balashikha,
Moscow region, Russian Federation,
125000

Design and development,
manufacturing and sales of in vitro tests
for food and feed control, clinical and
veterinary diagnostics and forensic
investigations.

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid,
ACCREDITED UNIT: DNV GL BUSINESS ASSURANCE FINLAND QY AR, Keilasatama 5, 02150 Espoo, Finland. TEL: +358 10 292 4200. assurance.dnvgl.com
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DNV-GL

MANAGEMENT SYSTEM
CERTHFICATE

Certificate No: Initial certification*late: Valid:
53899-2009-AQ-MCW-FINAS 22 May 2009 22 January 2019 - 30 April 2021

This is to certify that the management system of

XEMA CO., LTD.

bldg. 48, 9-th Parkovaya str., Moscow, Russian Federation, 105264
and the sites as mentioned in the appendix accompanying this certificate

has been found to conform to the Quality Management System standard:

ISO 13485:2016

This certificate is valid for the following scope:
DESIGN, DEVELOPMENT, MANUFACTURING AND SALES OF KITS FOR IVD

USE.

=
; For the issuing office:

DNV GL - Business Assurance
Trekhprudny per. 9 build. 2, office 406,
Moscow, Russian Federation

Place and date: ST T,
Moscow, 22 Janydry 2029 =
- :'.I_:,d-‘- =

S, Gyoo bie.

FIN AS Serguei Groubine
Finnish Accreditation Service i e e
S001 (EN ISO/IEC 17021)

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.

ACCREDITED UNIT: DNV GL BUSINESS ASSURANCE AND OY AB, Kellasatama 5, 02150 Espoo, Finland, TEL:-+358 10 252 4200, assurance. dnvgl.com




Certificate No: 53899-2009-AQ-MCW-FINAS
Place and date: Moscow, 22 January 2019

Appendix to Certificate

XEMA CO., LTD.

A Tl
L

Locations included in the certification are as follows:

DNV-GL

Site Name

Site Address

Site Scope

XEMA CO., LTD.

bldg. 48, S-th Parkovaya str.,
Moscow, Russian Federation,
105264

DESIGN, DEVELOPMENT,
MANUFACTURING AND SALES OF KITS
FOR IVD USE.

XEMA Co., LTD ( production site)

Trubetskaya str., 2B, Balashikha,
Moscow region, Russian Federation,
125000

DESIGN, DEVELOPMENT,
MANUFACTURING AND SALES OF KITS
FOR IVD USE.

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.

ACCREDITED UNIT: DNV GL BUSINESS ASSURANCE FINLAND OY AB, Keillasatama 5, 02150

intand, TEL:+358 10 292 4200. assurance.dnvgl.com
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