XEMA CO., Ltd.

bidg. 48/4, 9th Parkovaya str., 105254, Moscow, Russia
Tel./Fax: +7 (495) 510-57-07, +7 (495) 737-39-36
E-mail: Info@xema.ru, infoiixema-medica com
Intarnet; Www Lema.ry, Www xemia-medicy com

STATEMENT

We, XEMA Co.. Lid. having a registered office at 48. 9" Parkovaya s,
104264 Moscow, Russia, assign Sanmedico Srl. having a regisiered olfice
at str. A. Corobeeanu 74, apt. 9, Chisinau MD 2012, Moldova, as
authorized representative in correspondence with the conditions of
directive 93/42/EEC, 98/79/EEC and 90/385/EEC .

We declare that the company mentioned above is authorized to register,
notify, renew or modify the registration of medical devices on the territory
of the Republic of Moldova

Date : November, 29, 2017

Signature: Andrei P. Redkin

Deputy general manager

Digitally signed by Rodnitchii Andrei
Date: 2020.05.04 11:52:35 EEST
Reason: MoldSign Signature
Location: Moldova
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Vet reting v Reprdsesmn:

Certificate

Of Marketing Authorization of Medical Product

Nr. AR/IVMD/Xema/01/2020

Insued v the Basis of the Dechiration of conformity and registration tuking inge aveount Article 10 of Direetive D8T90C w0 In Vg Diasnostic
Medical Desices and Medical Devices ActiMPO S § 5.25.29,40)

SesgrestelItaat Grind de Kentormitiisers barung snd Reistnerime uster Ber uehsichipung

der Richtlinge USFECG Aitibel 10 Gher T Draenostihaund Medianprodubisesets dMPGHSS 5252030

Manufacturer:
Hl'i‘-il‘“t‘l

Prewluct nange:
Frduby

Procduet Classi rl("il' 1on
Prdubhbssilizieming

Clatdaas:
Rt g

Clvndeannnity Myslule:
Kentonitismalal

Leid Competent Authoriy:
Zustiimlier Behinde

Pronfuct Rewistrition Bet, Mo

P Article T ey e 9890
Produht Recisenionsmmnie

(Ol Avsibel T der Ricltlie 9879 7 EG)

Date ol ssue: 2020-01-01

Das AussteHunosdatum

Represented in the EC by Polmed.de
Steinucker 5, 73773 Aichwald, Germany

enuils info @ polmed.de

tel: +49 711 52833279

Xema Co., Lid.

bid.4, 48, The 9th Parkovaya str.
Moscow 105264, RUSSIA,
infod@xema.ry ) www. Xema.r

See annex to the Certificate
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Viereremingy wid Repriseniein -

Annex to the Certificate No.:

Anhang i Zemitthar N

AR/IVMD/Xema/01/2020

The Tollowing medical devices can be placed on the murket in the Feder Republic of Germany. in the mciber states
al the Eurvpean Economic Community (FEC) and in the otier contrt siates of e apreement abuut the Ewopean Feonvmic Area.

Dic lotgenden Medizinprodukee i der Bundesrepubiih Dewrs o, i den \TII}.,|IL\|\\I il
wond i den Verragssiten der EG in den Verohr sebrache wenden diirfen,

der Furopiischen Wigtsehatisgemeinse it (120

Nomenclature term Catalog No. Name of device Produktbezeichnung DIMDI
Nomenklaturbezeichnung Katalog-Nr. Registration number
Registriernummer
1. | THYROID PEROXIDASE (INCL, MICROSGMAL) K131 aTPOEIA Cat, Nr K131 DE/CA3T/IVD/13/a4a
ANTIBODIES
2. | THYROGLOBUUN AUTOANTIBODIES K132 aTG EIA Cat, Nr K132 DE/CA37/IVD/13/43
! 3| MPOANCA (133 aMPOELACal, Ay K133 DE/CAIT/IVD/13/42
T4, | TISSUL TRANSGLUTAMINASE ANTIBODIES €160 ANILTG G EIA Cal, Nr K160; DE/CAIT/IVD/13/a1 |
‘ X161 Antet TGO A Ea Cat. Nr K16 L
5. | GLIADIN ANTIBODIES K180 Gliadin 1gG £IA Cat, Nr K180; DE/CA37/IVD/13/40
181 Gliachin IgA E1A Cal Nr K151 :
i K182a Deamidated Gladin lgA £ia,
| K1826 Deamudated Gliadin g6 £iA
0 IMMUROGLOBULINE = TOTAL %200 lotal IGE E1A Cat. Nr K200 DE/CA3T/IVD/13/39
T TIYROI STIMUTATING HORMONE i %201 TSH E1A Cat. Nr K201, DE/CAIT/IVD/13/38
| ) _ __K20IA | TSHFlus EIACat. NrK201A o S
8 | LUTEINISING HORMONE K202 LH 1A Cat, Nr K202 DE/CA3T/IVD/13/37
8. | FOLLICLE STIMULATING HORMONE X203 FSH EIA Cal Nr K203 OL/CAIT/IVD/13/36 |
10| HUMAM GROWTH HORMONE 204 GH EIA Cal Nr K204 DEJCAIT/IVD/I3/3S |
1L | HUMAN CHORIONIC GONADOTROPIN TOTAL 205 HCG EIA Cat Nr K205 DE/CA37/1VD/13/3a
12, | PROLACTIN S =l Prolactie £1A Cay, Nr €206 DL/CA37/IVD/13/33
13| erOGESTERONE e Srogesterone EIA Cat Nr K207 | DE/CA3IIVD/13/32
| —— Salivary PHJLL.L"._r\j_u]“_ A R
14, | ESTRADIOL - Estradiol £ 1A Cat, Nr K208 DE/CAIT/IVD/13/31
15. | TESTOSTEROME (WITH DEHYDRQ AND FREE Testosterone EIA Cat_ Nr €209 OE/CA3T/IVD/13/30
TESTOSTEROING) Salivary Testosterane FIA
16. | CORTISOL [ Cortisol EIA Cat. Nr K210, DE/CA37/1VD/13/29
i Salivary Cortisol £1A .
17| TRIODOTHYRONINE . 3 EIA Cat, bir K211 B DE/CART/IVD/13/28
| 18. | THYROXINE TAEIA Cat Nr K212 ~ DE/CA3T/IVD/13/27
19. | FREE TRUODGTHYROMINE Free T3 EIA Cal. Nr K213 DE/CAIT/IVD/13/26
20, FREE THYROXINE — Frae T4 EIA Cou Nr 6214 DE/CA3T/IVD/13/25
| 2L UEMYDRO-EMIANDROSTERONE SULFHATE | DHE A5 £IA Cat, Nr K215 DE/CA3T/IVD/13/24
i | LINCL. DHEA) |
22, | 17 CH PROGESTERCNE K217 17-OH-Progestercne EIA DE/CA3T/IVD/13/22
| Cat, NrK217
23, | CANCER ANTIGEN 125 K222 CA 125 EIA Cal N1 X222 DI/CAITIVD1 32T
24, | CANCER ANTIGEN 19-9 €223 CA 19.9 E1A Cat, Nr K223 DE/CAIT/IVD/13/21
25. | CARCINOEMBRYONIC ANTIGEN K224 CEAEIA Cat. Nt K124 DE/CA3T/IVD/13/20

The abosveanentioned medical products we marked wish the CE syinbil,
Brie wben genunnien mediznis hen Produkte sind mit deim CE-Zeichen sehennsvichnt.

Page 20l 4
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Annex to the Certificate No.:

Anhang zum Zemifihar Nr-

AR/IVMD/Xema/01/2020

The followine mediwal devices can be placed on the market in 1he Feden Republic of Germuny, o e memiber states

ab the Luropean Economie Commanit (EECHind i the other contrct sates of the ereement about

Die lolgenden Medizanprdukte mder Bundestepublis Deutsehland, in den Mitelicdssniater

der Baropinsehen Wirtschullsgemernseliadt G wind i den Vartragssiaen der BG in den Verhahr pely

the Earopean Leononie Area

T werden durfen.

Nomenclature term

Catalog No. Name of device Produktbezeichnung DIMDI |
Nomenklaturbezeichnung Katalog-Nr. Registration number
Registriernummer
26. | ALPHAFETOPROTEIN %225 AFP EiA Cal N1 K225 DE/CA3T/VD/13/19
27, | CANCER ANTIGEN 153 ] X226 M12 (€A 15.3 ) EIA Cat NiK226 __DE/CA37/VO/13/18
23, | CTHER CANCER ANTIGENS o A MUCIE M22 B8 Car. Nr <227, DE/CATZ/IVO/13/1T
K208 MUCH M20 EA Cal Nr <228
29, | OTHER DTHER TURMOLI MARKERS K232 Thyroglobuio EIA Gl N K232 DE/CAZT/IVD/13 /16
300 | R HUMAN CHORIONIC GOMADOTROPIN (INCL. 135 Tree beta HCG EIA Cat, Nr K235 DE/CA37/IVD/13/15
SUBLNIT)
3L | PREGNANCY ASSOCIATED PLASMA PROTEIN - K238 PARP-A ELA Cal, Nr K238 DE/CA37/IVD/13/14
A (DOWNS)
32. | OTHER OTHER PLASMA PROTEINS K240 Alvearnucin EIA Cat. Nr K240 DE/CA37/IVD/13/13
33 | C-REACTIVE PROTEIN £250 CRP EIA Cat, Nr K280 DE/CA3T/IND/13/17
33, | SEX HORMONE BINDING GLOBULIN 268 SHBG EIA Cat, Nr K268 _DE/CA37/WD/13/11
B | TROPONNQTEN 7T W91 | Troponin [EA Cat NrKIST [eA37/VO/13/10.
36, IMMUNOGLOBULIN G K271 Total IgG EIA Cat. Mi 271 DE/CAIZ/IVD/13 /9
3 T k3 G2 EIA Cat, Nr K272, DE/CAIZ/IVD/13/8
¥274 1554 EIA Cat, Nr K274 _
38, | IMMUNOGLOBULIN A K275 Total IgA EIA Cal. Nr K275 DE/CAIT/VD/13/T |
39, | IMMUNOGLOBULIN M K277 Total IgM EIA Cat. Nr %277 DE/CAIT/IVD/13/6 |
| Q13 AutoQon AT immuncassay control set Cal.
| NrKQ3;
0. | RHELIMATOI/AUTOIMMUNE CONTROLS KQla AutoQon ANAJENA immnouss iy DE/CAIZ/IVD/13/5
| control set Cat Nr KQ 14 |
wils Autodon ALL immuroassay conliol set Cat
i - ks . N
A1 | HORMONE CONTROLS n(2l HOrmoGon immunaassay conirol set Cat, Nr DE/CAI?/WD/13/4
| K21
421 TUMOUR MARKER CONTROLS K22 Cmaon immunaassay contiol set Cat, Nr DE/CAIZ/IVD/13/3
| KQ22
A% | CYFRA 2101 K236 CYFRA 21-1 EIA DE/CA3T/IVD/13/45
Cab| CANCER ANTIGEN 3.4 T K244 CaTz-asiA " - DE/CA3Z/IVD/13 /46
A5, | NEONATAL THYROID STIMULATING | <2018 | ¥emteo tlA . DE/CA3T/VD/13/a7 |
|| HORMONE | |
6. | ESTRIOL K218 Froe Bstnal 214 DE/CA3T/IVD/ 13 /a8
47 | IMMUNOGLOBULINE - K2005 Specific IgF EIA DE/CA37/IVD/13 /9
MONOTEST/MONORESULT - MULTI AG
48, | KAPPAAND LAMBDA CHAIN K279K Free kappa Igg light chain LA, DE/CA3T/IVD/13/50
K2751 Free lambaa lgg ight chain E14 e rermereeeed]
49, | TRYPSIN NEONATAL 242 Neonatal IRT 1A Cat. Nr K242 DE/CA3T/IVD/13/51
|
50, 1 NEURON SPECIFIC ENCILASE | X234 | MSE ENA Cat, Mr %234 DE/CA3T/IVD/13/52

The above-mentionsd medica) products are marked with the CE svmbaol.
Die oben penunnten medizinisehen Produbte sind mitdem CE-Zeichen sekennzcichnet,

Pivse Xl 4
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sty wd Reprisernn:

Annex to the Certificate No.:
Anhang s Zertifikar Nr;

AR/IVMD/Xema/01/2020

The Tedowing medicaldes ives can be phiced on the market i the Foderad Republic of Germians, in the member stiges
al the Eugepeean Lmnnmu Communiey ELCTand i the other contract stites of e agreemens ahout the © utepean Bconomic e

e foleenden Medizanprodubie o der Budesrepuntih Deatsehlamd s in den Muargliedsstagten
der Eatoptinahen Wartsehadtsgemwmseutt oG i den Vertnssaaien der G den Verh e sebracht wenden didpten,

Nomenclature term Catalog No. Name of device Produktbezeichnung oMo
Nomenklaturbezeichnung Katalog-Nr. Registration number
Registriernummer
50, | NEURON SPECITIC ENOLASE K234 NSE EIA Cat Nr K234 DE/CAIT/IVD/13/52
51 | QTHER OTHER TUMDLIR MARKERS X239 HE—AEIA Cat MNr X239 DE/CAZT/IVDS13/53 .
(%2 | HSV I Klua HEV %5 G EIA (Cat Nr < 104) DE/CA3T/IVD/13/67
53 1 HSV Ipm L 10aM HEW 14 g™ EIA [Cat, Nir <10am ) DE/CA3T/iIVD/13/66
S, | MYCOFLASMA ANTIBODY AS5AYS MG | Mycoplasma (g6 EIA [Cat Ne K106) DE/CAIT/IVD/13/65
55. | SYPFHILIS ANTIBODY ASSAYS TOTAL K111 Treponema pallidum Total Ab E1A DE/CA37/IVD/13/64
L (Cat Ne K1 1) B
56, | SYPHILIS ANTIBODY IGG KI111G freponema pallidem 1gG BIA DE[CM?}JVD)’IJ{&]
(Cat. Nr K111G] .
57| SYPHILIS ANTIBODY G K111M Treponema pailidem |gM EIA {Cat. Ne DE/CA3T/IVD/13/62 5
KL11M) '
S8. | H. PYLORIANTIBODY ASSAYS %119 H.pylar gG EIA (Cat Nr K119) 1 o[/cm?gwwum
B4, | L IYLORI ANTIBODY ASSAYS K1198 Hopylon [sM £1A (Cal. Nr K119 _ oz(cm?/_wu/ufc.u
Ge ; Al A N 121 Asprergillus ipG EIA {Cat Ni K121 DE/CA3T/IVD/13/59
01, | OTHER OTHER BACTERIOLOGY | K126 | Ureaplasmd g6 EA DE/CAIT/IVD/13/58
IMIMUNCOASSAY (Cat, Nr K126)
G2 | GIARDIA LAMBLIA K171 Giardia lumblia Total Ab E1A DE/CA3T/IVD/13/57A1
| [Car Ne 171)
K171% Giardia lamblial gG/IgM/igA EIA
{Cat. No. K171X)
G4 | OTHER TUMOUR MARKER RAPID TESTS X220V %EMAtestOvaSereen | BE/CAIT/IVD/13/5E
; (Cat_bi X220V)
CA._| OTHER TUMOURMARKER RAPID 12515 | 227 | ximiate CAL25 (Cal B X220 | oE/cA3n/ive/13/ss
b3, | OTHER TUMGUN MARKER RAPID TE5TS X238 XEMALestHEA (Cat Nr X239) DE/CA37/IVD/13/5
66, | IMMUNGGLOBULINA IgA K276 SECRETORY IgA (<IpA) FIA DE/CAZT/IVD/13/68
- | [Cat Mo. K276}
67 | ECHINGCOCCUS 175 Costortes gl FIA (G, No, K175) DESCART/IVD/13/72E
G8. | DISTOMATOQSIS K176 Fasciola lgG EIA {Cat. No, K176) DE/CA3T/IVD/13/71E
9. | TESTOSTEROME (WITH DEH\'DRO AND FREE K219 Frie Testasterone EIA DF!C_JB?IEVD;’U,’?DF
| TESTOSTEHOME) (Cat. No. K219 B
70, | HUMAN PLACENTAL LACTOGEN HPL K245 Hunvan Placental Lacrogen ETA. DE/CAZT/IVD/13/69¢E
{Cat, No. £246)
1. | CAMCER ANTIGEN 242 K23 CA2A2 EIA ICat No. £243) Duma?;‘wwn/?s
72 [ NsuLn 267N Insuln EA [Cat No. K267 NI oE/cA37/vD/13/77
73, ‘_c PERTIDE o C peptide BIAICAL No K2671C) _DE/CAIT/VD/13/76
74._| OTHER PREGNANCY T£5TING HORMONES X245 AMA EA (Cat. o, K245] _DE/CA37/IVD/13/75
75, | SQUAMOUS CELL CARCINOMA ANTIGEN %237 SCCLA) EIA (Cal. No. K237) DE/CA3T/IVD/13/74
| 76. | ASPERGILLUS #0121 GalM A E1A (Cat. No. K021) DEJCAIT/IVD/13/78 1,

The above mentioned medical producs ar

¢ narhed with the CE <ymibwl

Lhe aben genanien medizanischen Prosakte sind nnt deny CL- Zeichen sehennecichi,

Represented in the EC by Polmed.de

Steimaehker &

73773 Nichwald, Germany

vimail: info @ polmed. de
tel: +49 711 52833279

| Yt

Janary 00, 2020

Polimed e
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MANAGEMENT SYSTEM
CERTIFICATE

JeRcTenTenan;
22 nuBaps 2019 - 30 anpana 2021

Cepruthnkar N2,
S3899-2009-A0-MOIW-FINAS

Hata Hauanuion cepTidmnkaiun ;
22 man 2009

HacTosUmMM YA0CTOBEPRETCS, YTO CUCTEMA MEHEIXMEHTA OpPraHu3aLmnm:

000 «XEMA»

9-a MNapkoeas yn. /1. 48, Mockea, Poccuiickas Denepauns, 105264
M NNOWAACK, yKa3aHHbIX B MpunoxeHun K ceptudmkary

Obina Npr3HaHa CoOTBETCTRYIOWER CTaHAapTY:

ISO 13485:2016

Hacroswmii cepTudmkar felcTBUTENEH ANA cnedyiouleil obnactu:
PaspaboTka, npoexkTMpoBaHue, NPOU3BOACTBO U NPOAAKK HAGOPOB ANA
AUATHOCTUKM in vitro.

MecTe w farta:
Mackna, 22 ansapa 2019

OT BRINYCKaOE D o

DNV GL - Business Assurance
Tpexnpyinbik nepeynox 9, cip. 2, Mocksa,
Poccuitckan @epepatma

S, Covoo b

Cepren Mpybun
lpeacTaBnTent pyKoBoacTRa

FINAS

Finmish Acreditation Sarvice
5001 (EN ISONEC 17021)

HeusinoaneHine yene

W aAY o Teigin

WA LOrasops Ha capTadmkanmo 4enaet AskHug CopTudinka T HeefcTBnTEns HM . S ot CeprriPuKaT ¢ LNgipOBOR Noanrcpx, CM
dranatures doly AnA ROy SeHun GONoNHMTErbH G WhIopMaL K
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Cepredmrar MY 53899-2009-A0-MCW-FINAS
Mecto u garta: Mockpa, 22 susaps 2019

MpunoxeHnue k ceprucpukary

000 «XEMA»
Mepedens NI0WaA0K, BKAIHEHHLIX B CEPTUPUKALMIO:

Haasanue Appec

HesrensHocrs

000 «XEMA» 9-n MNaprosas yi. 4. 48, MocKaa,
Poccuitckan Wenepauns, 105264

PaszpaboTka, npoekTuposBaHue,
NPOV3BOACTED W nNpoaaxn Habopor g
AWarHocThKn in vitro.

000 «XEMA» (nponssoacTteo) yn. Tpybeuxan, 2B, banawuxa,
Mockosckan Qbnacts, Poceuiickan

Deaepauns, 125000

Pazpabotika, npoexTupoBanue,
NPOM3BOACTBO W Npoaamk Habopos AnA
ANArHOCTUKN in vitro.

Heaeinonterme yenoswi [loroBopa Ha ceprudmicaumo AenaeT aanHii CepmthikaT HegencTBHTeNEHEIM. 2TOT CopTUMMKAT ¢ BuhPORGH Nafnucem, O

e Lomichatalbgnatices dobj ANR NOMTYYERMA ONONHUTENEHOA MHEGOEMALINK
| o PO 51 AESUIFANTT SINLAND: Y AT “=lasmts

Crpavand 2wl g
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DNV-GL

MANAGEMENT SYSTEM
CERTIFICATE

Certificale MNa; Initial certitication date: 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.

Place and date:
Mascow, 22 January 2019

For the issuing office:

DNV Gl - Business Assurance
Trekhprudny per. 9 build, 2, office 4086,
Moscow, Russian Federation

L__“) Gvoo binve

O
FEN AS Serguei Groubine

Finnlsh Accreditation Service Management Representative
5001 (EN ISO/IEC 17021)

Laclk of fulfilment of conditions as set sut in the Caftification Agreament may render this Certificate nvalid,



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

Appendix to Certificate

XEMA CO., LTD.
Locations included in the certification are as follows:

Site Name Site Address Site Scope

XEMA CO., LTD, bldg. 48, 9-th Parkovaya str., DESIGN, DEVELOPMENT,
Moscow, Russian Federation, MANUFACTURING AND SALES OF KITS
105264 FOR IVD USE.

XEMA Co., LTD ( production site) | Trubetskaya str., 28, 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 Agreament may render this Certificate invalid,

Fage: 1 of 1
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MANAGEMENT SYSTEM

CER' II—ICATE

CepTudmmar [e: Hata Hauan bHoR ceprifdnkanni; Aedctontenen;
282710-2019-A0-MCW-FINAS 14 deppann 2019 14 pespana 2019 - 14 despand 2022

HacTrosymm YAOCTOBEPARTCH, YTO CUCTEME MEHEKMEHTE OpraHM3aymnm:

000 «XEMA»

9-5 Maprosasa yn. A. 48, Mockea, Poccuiickas ®egepauns, 105264
v NIOWa/A0K, yKasaHHbIX B MTPUNOXeHUn K ceptudmKkaTy

Oblna Npu3HaHa COOTBETCTBYIOWEN CTaHAApTY:

IS0 9001:2015

HacToawni cepTnduKkart qelicTBUTENEH ANs cheayoulel obnactn:

PaspaboTka, NpOM3BOACTBO M NPOAANKA TECTOB ANIA AUATHOCTUKM in Vitro ans
KOHTPO/I1 KAYECTBA NULLEBbLIX NPOAYKTOB U KOPMOB, KITMHUYECKOH ¢
BETEPUHAPHOW ANArHOCTUKN U KPUMUHANTMCTUYECKUX UCCNEA0BAHNIA.

Mecto w gata;

07 Brnyckamers opuca;
Mockia, 14 thespans 2019

DNV Gl - Business Assurance
Tpexnpyansii nepeynox 9, crp. 2, Mockoa,
Poccuiickan @epepanma

G . E -':mr
e ﬁ": e
e i A
TN ARRERE Pl

% 4
Sy ' C_____r VT e

Cepre# I'pybun

F I N AS NPEACTABMTEN b PYKOBOACTBA

Fingtish Accreditalivn Servise

S001 (EN ISO/IEC 17021)

Hepoinonrenne yenoswa Jorosopa na cepmbukalmio aender LaHHbrd CepTudmKaT HeRBRcTERTE b iIM
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Cepmudbukar N2 282710-2019-AQ-MCW-FINAS
Mecto v gara: Mocksa, 14 despana 2019

NMpunoxxeHue k ceptudcdukary

000 «XEMA»
MepeyeHs NNOWAN0K, BKIOYEHHbIX B CEPTUBMKALMIO:

AR e . Py T b

HasgaHune Anpec

AeaTennHocTs

000 «XEMA» Y-a Napkovan yn. 4. 48, Mockea,
Poceuiickan Qegepaunn, 105264

PazpaboTka, Npon3BoacTse v Npoaaxa
TECTOB ANA AMATHOCTUKN in vitro ans
KOHTDONA Ka'UeCcTBa NUIWERLIX NPoAYKTOR
W KOPMOR, KNWHUHECKOl u BeTepuHaniHoi
ANATHOCTUKN U KPUMUHANNCTUYRCKMX
nechenoBaMni,

000 «XEMA» yn. TpyGeukasn, 2B, banawuxa,
Mockosckan OGnacte, Pocculickas
Gepepaunn, 125000

PaszpaboTka, NpoM3BOACTEO W NpoaaXa
TeCTOB ANA AWarHocTrKK in vitro ans
KOHTPONA KauecTsa NUWEBLIX NPOAYKTOR
W KOPMOB, KNUHWUUECKOW N BeTEpuHapHon
AUANHOCTHUEWY KW KPWUMUAHEMCTUHECRAY
HCCHBAABAHNA,

Hegsinoadenue yanosuid [lorosoga 1a cepTubukanuig AenasT daHHui CeprudukaT HEAENTTBATEN B biM;

CTparun 2 na 2




DNV-GL

MANAGEMENT SYSTEM

Certiticate No; Initial certification date: Valid:
282710-2019-A0-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.

Place and date:

For the issuing office:
Moscow, 14 February 2019

DNV GL - Business Assurance
Trekhprudny per. 9 build. 2, office 408,
Moscow, Russian Federation

S, G voo bne.

FIN AS Serguei Groubine

Finnish Accreditation Service Management Representative

S001 (EN ISQVIEC 17021)

Lacl of fulfilment of condilions as set out in the Cartification Agraement may render this Certificate invalid.
el : - ] ¥



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

Appendix to Certificate

XEMA Co, LTD

Locations included in the certification are as follows:

s e

DNV-GL

Site Name

Site Address

Site Scope

XEMA Co, LTD

bldg. 48, 9-th Parkovaya str.,
Moscow, Russian Federation,
105264

Design and development,

manufacturing and sales of in vitro tests
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 contrel, clinical and
veterinary diagnostics and forensic

investigations.

Lack of fulfilmant of conditions as set out in the Certification Agreement may render this Certificate invalid,
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