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aLLlhorized rePrcscntatlve ln

ATIIMENT
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9. Clhiiineu MD 2012, Moldova, as
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above is authorized to register,

olrnedical devices or1 thc tc ilorv
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I.t n.!r swr.rah! ru, ww'h; i<r,.orn

We declare that the oompan

nolify. rencw c)r lodilY thc
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ofrho Rcpublic ol lvtoldova

Date : Novembcr. 29, 2017

Siguaturc: Andrei P. Redkin

Doputy general lnanagel
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D NV.G L

MANAGEMENT SYSTEM
CERTIFICATE
s3399 2009 AQ-r'rCW FINAS

Aara iaqaibr oi ceprh4rxGLrtrr
22 rrB.nr 2019 - 30.fpdrr 202r

opraFrl3aqu4 |
hacToru.lr.lM yAocToBepqe_rcr, LlTo c/cleMa MeHe,qxMeHTa

ooo <<XEMA>>
9-r napKoBae y^. A. 48,
4 nnoLrlaaoK, yKa3aHHbtX

6brna npu3HaHa coorBercrBylouleri craHAapry:
ISO 13485:2016

Hacroru.luii cepruOrKar AeicrB4TeneH /l,li cneAytorleii o6.flacr{ |

Pa3pa6orka, npoekynpoBaH|4e/ npox3BoAcrBo fi npoAaxx Ha6opoB Ans
AEarHocrr,tKt in vitro.

f4ocKBa, Pocq4ricKar OeAepaqrr, 105264
B np noxeH r K cepr OhKary

Moctun, 22 rh&rp| 2019
(rr sbnyce'Dtr|ef o o(r.:r

TpcxrDy/rrbri nepeyrox 9, crp. 2, Moc*Ba,
Pocchnckai OeAer.rlnt

5, (,, c,,, hn -c.
percE hre4b DyKoeAcrFFINAS

pr,ofiar s{ernsrren,{f rror cepr@{rar. ui{rpoB.r rorr r.b{. L!

E;.*;ti
trt



D NV.G L

ceprnohK.r Ne s33!9 2009 AQ Mcw.ltNAs
llecrc trx.ra: M(K8:, 22 rr 6:Pe 2019

npHro)KeHt,te K ceprxOl,tKary
OOO (XEMAT

K, FK/.nqelrLb. B ca

9-e nap(o0a,r yr. A.48, r4ocxEa,
Pocchlic(ae @eAepaqur, 105264

Pa3pa6orKa, npoeKrf po6arre,
npor3804crBo I opoaaxr f.60por, Art

ooo <XEMA> (npotr38oaoBo) yr. Tpy6eukar, 28, 6araurxa,
MockoBcKar O6nncrb, Poccf icKat

Pn3pa6or(a, npoesf podarre,
npo[trBoAcr8o I npoAaxk r]a60pos /rrt
AfarfocrrKr In vrrro.

nedbnofteHe ym6ii !.forcp.3 proq{:r sqoicBnensBbd }or ceorgf{d c ukopoaoi nqnicb6. cN*,r, d.! rfrdrrlr!{rr!Adobj anN nony€Bfi loomsirensrcd ixoopM.qntr



D NV.G L

MANAGEMENT SYSTEM
CERTIFICATE
51899-2009 AQ-t'tC\\r,Fnas

Thls is to ceftify that the

Initi.t cer carion dntel
22 May 2009

management system of

22 January 2019 lO Aprit2l)21

XEMA CO., LTD.
bldq.48,9-lh Parkovaya str., Moscow, Russian Federatjon, 105264
and the sites as mentioned in the appendix accompanyjng this certificate

lT!":1f9!nd to conform to the euatity tyanagement System standard:
ISO 13485:2015

This cedificate is valid For the followlng scopel
DESIGN, DEVELOPMENT, MANUFACTURING
USE.

r'roscow, 22 Jahunry 20t9

FINAS

AND SALES OF KITS FOR IVD

DxV Gl - Buslness Assur.ncc
Trekhprudny per.9 boitrt, 2, oliice 4o5.
i40scow, Russian Federnrion

-, !:- wrD o i vL(? _

Managemef t Rep.eenrbtive



DNV.GL

cenilic.te No: 53399-2009-aQ r4cw-FINAS
plncennd date: l,lo{ow, 22 lanuafy 20t9

Appendix to Certificate

XEMA CO., LrD.
Locations lnc uded n lhe certiiicat on are as follows:

bld9. 44, 9-th Parkovaya str.,
Moscow, Russian Federarion,
145264

DESICN, DEVELOPP]EN1,
IqANLJFACT!RING AND SALES OF K]TS
FOR IVO USE.

xEllA co., LTD ( pfoduct]on site) Tr!betskiy. str., 28, Ba ash kha,
r4oscow region, Russian FederaUon,
125000

DESIGN, DEVELOPMENT,
MANUFACTURING AND SALES OF KITS
FOR IVO I]SE,



D NV'G L

MANAGEMENT SYSTEM
CERTIFICATE
23?7r0 201! AQ.r"ic\rr' FINAS

!aE tr.qn,uroii.eptu4n.GLrtrtr
14 Qe6D.ne 2019 L4 cop.Mr 2022

FacToqul14M yllocToBepreTct, LlTo chcTeMa MeHeAXMeHTa Opral{43aUr!4:

ooo <<XEMA>>
9-r napKoBae y.f . A. 4B, lvlocKsa, pocc|.licKar OeAepaur4r, 105264
h nroutallox/ yKa3aHFbrx B np|4noxeHurl K cepTfiOl,1Kary

obr/ra npu3HaHa coorBercrByotqei craH/lapry:
ISO 9001r 2015

Hacrorulr..rli ceprrSurar 4eiicrefi TereH AIr cneAyrculei 06'|acrrj I

Pa3pa6orKa, npox3BoAcrBo 11 npoAaxa recToB Anc AHarHocrt4Kx in vitro anc
KOHTpO^s kalecTBa nl4u{eBbtx npoAyKroB 14 KOpMOB, klr{Hr4qeckofi r
Berep}lHapHoi AxarHocrl,lKl,t u y.py.MvBanrcrurtecKrix {cc,|eAoBaHxi.

Moc$a, 14 Oe6palr 2019

FINAS

f.BDionrq!. yd.sli aoru3.pi r )rhs,€r r{.i.Ef.ns,bi

or srfycKaoqe'o oQtrc.
ONV Gr - susltrqss Assu hnce
TpdnDvnrh'n n.peyrok9, c
Pocclnc(!e OcAcpa(re

':], e, ! (,(:) irr) .('

npeadadtrru 5 pykoBolctu.



D NV.G L

cepr{Qr€rNe 232710 2019-AQ-t4c!\'-FlNAs
Mccrc ! Aarb r'roc(Ba, 14 o$pari 2019

nprnox(eHt,te K ceprxOhKary
OOO <XEMA'
]t

t-r llapKorar yr. a. 48, Moc(6a,
Pocc/tc(a, OeAepauni, 105264

Pa3p.6orKa, f po13soacrso I f Doaaxa
re-oB aD afa.Honr(r r. vrtro anq
xoHrpom Knqecrsa nf uresbrx npoAyxroR
I Koptsosi MrHtr!ccKon I r€raprrapron
af a.Bof trKr r (pkMrranhcrr!€ckrr

OOO <XEIVIA, yn, TpyOeqKar, 28, 6ara0 xa,
rrlocKoBc(ar O6racrb, Pocchicxat

Pa3pa6orKa, npor3soAqso I npoAaxa
recloB Anr ArarHoqrK, n vitro Ane
xoHrpone KaqeqBa nrulcB!x npoaykroB
I KoDrod, (rhHh!ccKotr u BercDifbtrot
ArarrocrrK! i (piHrrarrcrf !ecKf x

f,..bidDrceLe rdoBri Ilofosoi | :Ftsdikar Eq6irshr.n*br



D NV'G L

MANAGEMENT SYSTEM
CERTIFICATE
ccdrlcate No Iniri:i.ert fcation date:
232710 20l9.AQ-f,lc\r'l FtNAs 14 r,ebnrary 2019

This is to cerlify that the management system of

l.4oscow, 14 February 2019

FINAS

DNV GL - Busnrss Assur.nce
Trekhprudny pcr.9 buitd. 2, oftice 406,
Moscow, Russi.n Federarion

:), Q> \-.) D kl rt<. .

l4anaqemenl Represental ve

14 FeDnrary 2019 14 r,ebrua,y 2022

XEMA Co, LTD
bldg.48,9-th Parkovaya str./ lvloscow, 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 9OO1:2015

This certificate is valid for the fo lowing scopel
Design and development, manufacturing and sales of in vitro tests for food
and feed control, clinical and veterinary diagnostics and forensic
investigations,



D NV.G L

centcare No 232710-2019-AQ-t4CW-FINAS
Pae and dater r4o<ow, !4 FerJtuary 2019

Appendix to Certificate

XEMA CO, LTD
Localions ncl!ded in lhe cerl fication are as follows:

XEMA Co, LTD bld9. 48, 9-th Parkovaya str.,
Moscow, Russian Federat on,
r45264

Design and d€v€lopment,
man!iacr!ang and sales ol Ln vitro tests
for food and ieed contro, clnical and
vetef fary diasfostics and rorensic

XEMA Co, LTD (Production site) rrubetsk6ya str., 28, Balashikha,
lYoscow region, Russian Fede6tion,
125000

Design and developnr€nt,
man!tacturin9 and srles or in vino tesc
tor food and feed contro , clin ca ard
veter nary d agnostics and forensc

r ou( n rhe cen ri6r o' &.eement
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