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xEM CO., !rd.

bld9.43/4/ t r P.*ov.yr $' !0526.t, I!66s, R!ra.
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IiE6.t: w.r.d.tu? ffi.hd..d.dk .6fr

STATEM ENT

We, XEMA Co., Lfd. having a registered office at 48, 9d Parkovaya st,

104264 Mosoow, Russia, assign Sanmedico Srl. having a registered o1fice

ar s1r. A. Corobceahu 7A, apt. 9, Chitind! MD 2012. Moldova, as

authorized represcrltative in couespondence with the conditions of
directive 93/42lBtic. 98/79iEEC and 901385ll'EC.

We declare that the company mellioned above is authorized to register,

notiry, renew or mpdify thc rcgistration oflnedical devices on the terdtory

of the Republic ollMoldova.

Date : Novernbcr. 29. 2017

Signature: Andrei P. Redkin

Depuiy general manager



=-s Polrned.de
Vr'rt\tu )r,tr arl ,lll"iiid ar :

CErtificate

Issud on fi! hislsolrhc l^*linti.h dcanldmir, d rcrierition lnli n! ioro &tuN Aniclt |0LtDiN r ttlt9lEc.n l| ViroDi|cMric
Mloi'l DJId! r\t M dL'l Dcv'e'^d rvPcr I\ 5.l5 ra !'

\J.prruth n,,t rin,d d (ofhnn1,d.orl0rurs u xl RrSArnctung u'n Esncl\i-hriFLn+
iilrR'-l'r.i"'.9s.r//L(i \d.rf lr)' i\t ln vim l)'rlmsirru'd\ld i/tnFolulrerflT'VPC'd{ 52<2q:1t

Xema Co., Ltd.
brd.4,48. Th€ 9!h Pa*ovaYa str.
Moscow 105264. BUSSIA,
inf o@remr.ru: ww!,1r.xem9.ru

See annex to lhe Cenilicate
s,er. A!n.\r ?rn Zeditk?l

In Vitro Dlagnostic Medical Devlces
rn !ir.o-Dia!.oslikuo {lv0) M€dirhFDd.rkl€

Common/ Oth€rwo
sonsrige lvo Prodrkl6

Module A {EC Declaratio! of Conformily)
(Annex lll, except poiht6, Directive 98l79lEC)
rir.du A lFG konroirnir,rse*lirung)

, ianhano l. aoRer Nrdo* 6. Ricryhb 9ar?9 r EG)

DIMDI- c'n..r r-sr rr. o' Meoicar Doone.rato dd Inlomaro

Dl MD I - oeutsclres l,'st,tut rir Medin.ische Dokunrenlation lnd k omalron

See annex to lhe Certilicate
Str r a11\^'!)zrrr 7c.rr Iir

Valid ro: 2019-12-3t
G rigbis

Of Ma rketing /uthorization of Medical Product

nr. AR/IVMD/Xema / t2-2OL6

Pnllud Cl{s3ilication:

C.{!!ory:

l-o|d {borpctcf r Aurhonrt:

Prql{ct Registl i,in lael \o:
tl'rr.\{1ielc 10. Dirc.li\. lll tt) l,Cr
PNlukl Rcgilraton$u.nr.
(Csnii$AdiLel l0Jcr R{nrlitri!9811) LC)

D lc of isruc: 201G12-31

Rep setrl€d l$ tbe ItC bl Polned.de
S&iMCter5, t3773 Aich*ald,(;er inv
emilr !!h@Us!!rlj!:j!3
1el: +4971152E51279



=-s Pobned.de
I n\ ntr\ tr:t 1tttli^n;bt;:

Anner to thc Ccrtifitale No.:
\rtnr! Tuoi]|iLtit Nr

AR/IVMD/Xema IL2-2016

'Ih |nllL,\irt ncdl.xl (l.rrrr\ $tr t'! ftd(d or rtr nr|.l h tlr! tr|\lcrnl R.ptrbti. ot ( nrrhn\ , in rltr nrnrbcr !dcs
t||]t|uNIfd1iN|onli((i'l1[nil)lEl'(])tjdi||l||coll{'$t|n(1n.(cld]'t|lct|!|Ilc|l$0ull

I)i! ri,llrrdcr MlJi t),{lulr.irrrldllutr(tN.IutilD.ur}-hhDd.ind.rUl!ti|d\s Lcr
d..ltun)|ln{lirr*iir*-hrlnlrn,rir{h,rilri(;ruid DLrvcn.r!r{rkrl!rL(; dcdv!rchr!.hri.hr\$d.rtftn.

'Itr db.\r rid on!! rncnMlFdtr.bar Ntcdutd|rr.(It\n x'l
D r, trn g!tr.!rrc I n ult Di{hrtr r,rlittrtrcsiid irirdtr cr.t zlirhli lckrmd$nd

No6.ncl6tfEr.m
Noh.nklalu6.zckhnunB P.odud regktadon nlhbli

lfrYFolo PLfr oxr'ASE 0NcL M cRosoMAL)

INYR06IOSLIT N AUIOANTsODITS

lIS!LJE]RAN56TUTAMINtJI ANTISOD]ES

|(161

Anr.rlc 136 Eracar_ N.l(r50j
Anri-LlG lsA llA Cal, N.K161

5 6l€din ra6 Ela cat, Nr Kl30j
cri.d,n rgA€rAaat. Nr Kr3r
oeamidat.dcnrdin gafiA,
Deamrdated6liadrn SGEIA

IMI\IL]NO6TOSTIUN F _TOIAL

rIYRO O 9TIMULATING FONM ON€
-rtr PlusElAC . Nr K20rA

a !UIE]N]SINGHOfiMONI

rOLL CLt 5TllvlU t ATlr{G H0FMONE

10. HI]MAN GROWTH NORMONE
HUMdN CNORIONIC GONADOIIIOP N IOTAL

Progereron. trAGr Nr (207 j

'rfslo5rERoNE (w TB DrryDtsoaND fREr lenonaronet]Ac.r Nr K209 j

c0ATrtoL (210

18. K2l2

20.
D'NYDRO,EP ANOROSIIiONF 5UIPHATE

r22!
25. CARC/NO€MBRYONLC ANI I6LN



-> Pobned.de
r.ttin t(r ktt).nLLt):

Annex to the Certili!ale No.:
Nrl[r8^mi4drlilu:lr:

AR/ IVMD/Xema / l2-2OtG

'Inc L L,$itr! N.diurl dfri.$ (rr h pl.rrrlor rhc D Lrirrdr fcdrarll{!.l)|blf, olCcnnDy. irrrhc ft.lnbs idrs
dl rhc Eun'|x Eroio.ri.(i)nnrunr (EE( ) 

'urd 
i'1rhf.rhc' cudr

Dir lalN.ndfn \l!\.j,4rlJniLilrr ii ilf B u'xlcs(puhlil D!ul{hl!,xl. n dcn Nl irgl,ulsr&(i
J.rUun)Nl{lri\\jnr{[rusacnr.i'r{[iri(DCrtr ]n!NVcnr{tj'sridL$ds!Gir{l Vlri.hr librul r {nlM diirlcD,

Nom.nklaludr€z.khnung P.odud r.3irt ait6 nlmb.r

26.

21. M12 tcA ls l tf rA (,r Nr(226
2a O,'HERCANCERANT]6EN9

MUCrl M20 lrAC.t, Nr K213

OIH€ROIHERTUMOUR MAII('R5 Th{oPlobu 
'n 

E A c€r. Nrl(212
B NUMANChOR ON C 6ONADOTROAN (rNCr- Free beta Nc6Elac.l. Nr (235

3l PR€GMNCY AISOCIATID PLAsMA PRO]I]N. n38

32. OII] FR (III]E R PIA5MA PROI IINS Arwo0dn trAc.r. Nr 1(?40

5IX HORMONE SINDING GLOSUIIN

35. Iboonin ltlAGl. Nr (291

IMMUNOGLOBUUiI G SI]3CL 55 REA6TNTS *171

TotallrM E A Crl. Nr X277

RN EUMATOIO/AUTOIMMUN € CONIRCL'

autooon ar inm unoa$y

autoQon ANA/€M imhu'Di$ay

Au$qon AC! ihmunoa$ay

flo,mooon mmuno.say@nlrd

I!MOl]R N!ARrcA CONTiOLS On,!Qon imm0norsey coitol

(216

NEONAIAI I}lYROIO 5]IIVUTATING

MONOTETT/MONORESU('| MrtlrA6
KAPPAANO TAMSOA CI]AIN fr*kappa r33 l€hldrantlA,

free l!mbda relirhrrfrrn Era

50. NTURON5PECFIC!NOTA5:

'lhc$o\crDcrril){'cdfudi$lF{xlucrsxr triirrld\rilhrttr CIrtn]bol.
Dir.ol$ !r$tr(d DrlJ ri'righlD Prqtukr!si irdonct 7ri!x.i !.rcDnTrichmr.



s: obned.de
11. r ri1u'\{ uul k 1' )ntutu,:

No.
Anlwg z!i'Zrnilil{r Nr.

MD lxerna / 12-2016AR/

Thr ri t'si[8 Ndiu]d.vic$laD h pl

ol rln Eutup.N tdloNi((innnrri\ (ED0

,lf r tiun,piiittur \\'nr*hrnrgcturD{harr
r.i'! J.rlJulxlcv+ublil L\ur*hlrxl r'lttr illirSlt'Jrrdtrcr
Cr $nditrlrtr lrrtrugssuutrndcr Uj i,r Jdvtdth'!$adrr*..n!.dij'{un

of rh! 0)rkd h rhf F!-l Rl Rclubli. ol 6$nt!ry. iI rhc ntrhbo {ar.s
idr orlN coiuld nirs.f t rLs(\mlnr xbou rhc ljuoD$r:i{roDri. Ar$

mt{lcd r il, tu Cti:yn,|'t.
n,ir c (D i4i!lr!n ![c'x' rli|hrct.

t9.

RlPrsenred tu the ltc bJ l,oldcdd(
Sl€im.k r5, ?]773 AirlwAld, (;e.n{trr

cnallr lnfoadmlm{d.de
lel! +4t?1152853279

D.rc: D{ced,e. J1,2016

/l
\TL

-: 

, - .i;l;

NEURON 5PTCIfIC tNOlASE

OINEROINERTUMOUR MARKIRS
fsvrlrc llA lcat. Ni(10/)
HsV t 4M (|A (CJr Nr (10!M

MYCOPLASMA ANIISODY AgSAYS

'trcpof ema paltidum TolalAb AA

r.eI!n.ma pall6un 186 ErA

TEponefl a pallldur 18M €lASYPH LIS ANT AODY]GM

N. P/rORr ANTr300v AS9qYS

H PYLORIANIIOOOYASSAYS

ureaplesarsc FrA {cai. NrOTt6NOTIER &qCTEROLOGI

6 'rdia lambh Torrl Ab EIA lc.L

x6MAls€v.kr€en (Col. N,

OTHER TUMOI]R MANKER A,,ID TE'5
IMMUNOGLOsIJUNA IgA

FreT.ltqterde ELA {Cat No..I!sIO9IERON 
E IWITH DE I]YDiO AND IilI

HUMAN PtACf NIAI LACTOGIN i]PL

YA
t-), . -c/\,.i,nar.rY
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