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5, Voronin str,
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Russian Federation

Holds Certificate Number: MD 577270
and operates a Quality Ma.nagement System which complies with the requirements of ISO i34g5:2016 & EN ISO13485:2016 for the following scope:
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"..making excellence a habitl'



Ceftificate No: MD 577270

Registered Scope:

Design, development, ma'nufacture, installation, servicing and distribution of digital neurophysiological
systems for electroencephalography (EEG), el ' 

(pS6),
electroretinography (ERG), evoked potentials '(OAi),
auditory brainstem response (ABR), hearing s
neurophysiological monitoring (IOM), electrocardiography (ECG) and also transcranial electrical
stimulators, magnetic stimulators with coils and portable devices for electromyographic (EMG)/electrical
stimulation-g u ided injections,

llp.oerrrpoeaHile, pa3pa6otra, npoil3BoAcrBo, MoHTax, cepBhcHoe o6cnyxrsaHhe il npo4axa quepossrx
uefipoQraeraororhqecKhx chcreM AnR 3neKrposxrle$anorpaiqvn (33T), enerrpouefipouraorpa$rara lOVf;,nonrcoMHorpaSttn (nCf), sneKrpopernnorpaQrra (3Pl-), Bbt3BaHHbtx noreHLlhanoa (Bn) Mo3ra,
ayAiloMerpilr (eKnovar oToaKycn4t{ecKyto gMt4co4ro (OA3), KopoTKonaTeHTHbte cnyxoBbte Bbt3BaHHbte
noreHqranbt (KCBfl), ayAilonorilqecrril cKpnHhHr ta ilMneAaHcouerpuo), hHrpaonepaqiloHHoro
HeilpoQraeraonon4qecKoro MoHr/ropranra (kloM), sneKrpoKap4r,rorpa$ra, (orD, a raKxe'
TpaHcKpaHilanbHblx 3neKTpocrl4MyngTopoB, MarHilTHbtx crl4MyngTopoB c ]/tHAyKTOpaMh il noprarilBHbtx
npu6opoa Ane noKann3a!'tAvt Mecra ilHbeKllt/Lr MeroAaMh perilcrpat-lrtra 3Mf ra enexrpocrn4yn1qvh.

Original Registration Date: 2016-06-23

Latest Revision Date: 2018-11-06
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Jt!taMs!oTrrecTBott}l.q[BHlyaJlbt{ofollpeAtlpflHtlllli}Ie,1'.ilpr4H'BIlI.lfXAeKjlapauhloo
COOTBETCTBHI,I

cBeAerrm o perxcTpausr opraHrBaIBIl UtX{ I.lFIAXBIdAyanbHoro ApeA[plIHI',lMaTeJin (nauveNonauue perw€Tpl'rpynrqenc] oPfaHa" Aa.Ia

penlcrpaqult, perficrpaqnoHHuii uouep] v 1 ..A
Alpec: fi3[32, POCcl|fl. I4nanogcnas o611acrb, aHoBo, yn. BoponuHa, 5, rannrrecxnft aApec: L53032'

POCCDIX. I{Barroncrar o6racrb, I4earro

O|PH: 1033700080721

aapec, rerreQon' Saxc

B IMIIe llpesHTt"ttt" IITv6una A'nerce-s E
(AOIXHOCTb, (paMr{Jrr,{t, IrMr, oTIJecTBo pyKoBoAI{TeAt Opftllt}t3alll'I4, OT ItM xoropnfi flpttHllMaeTct AeKnapauli,rJ

331-. 7. Y,q.nnrrnre.nr xa6ers mano'rnn 331'
Koropyto pacnpocrpaHterc'r 4exrapatlur)

Knn ? 26.60.12.1 B3.II 9033000000

cBeAeHBr o ceputrnoM Br'mycxe I{rH naprl{l (ncrvep naprar! I{oMepa *Itlfl ll**Ilrvrsl Jloronopa (ronrpar<ra)' IIaIsIaAIIzLT 'rtol 
OK

(nanueuoaaure rnroroBure;rs, crpalrr H r'n')

6e: onacnocut MeAr4qI4HcKllx
rotlllffct oclioBarlueM AIul npr;rH.{TKJI EeKIrApe[rtH)

,{ara npunrrlu Aerilapaqru{ 31.0s.24n

lleruapaul.ta o coorBsrcr
or 3l.05.2fr17

Perucrpaqlonnurii rroMep

flpesuaelrr OOO A.B.IIIv6utt
HHnuilaJlhl, {baMtlnfit

coorBercrByer rpe6oeanuffrr rocT P 50444-g2(pp-3,4), focT 25995-83,fOcT ISO 10993-1-2011' focT
tso r0993-5-20u, focr ISo 10993-9 -2ar1,ro*cr tsii toqgr-t0-2011, focr Iso 10993-11-2011' focr

ISO 10993-18-2011, focT P 52770-?001

(o6ouraveuue HopMarlltsItLtx Aolr)t{elrroB, coorBercrBue Ko-rop:,Yi::::l3:::*::::#*:t:11"#)c vKa3aH{eM rrvuKrot 3lux

E^-^-^^--^^* *,r* ,,onanuii,t heFncrnarrr,fo ft rtoMso: POCC RtI.0001 .21I4M55, or 07.09'2015

\uwvJnarwrr"v 
HopMarnBHErx ao*yMerrroB! epxaurx. rpe6oRannfl llr-tfl lanxoE np.,qlxqlr')

/lenrapaunn rpr.rHflra Ha ocHoBaHI{E: oroKoJI LIcTBITaHI{ft Ne 18/E-035/l6MT or 08'08'2016 f'',

3arBlrteT, qTo gnexrpo.qu fJreKTpolHllosa,norpasfiLlecKller cpeAcTBs Itx KpenJleul{s I| il0trKJIIOqeHIIg I|o

TV 9442-At6-13218 158-2 0l 6

005-93 u (rrH) ]'H t'3A lC Nnn OK 002-93 (OKyH)

Aouonnure;1sHax I4H{rctpMaUH.fl: PerucrpaqgollHoe yAocroRepeHl'Ie Ns P3H 201715783 or 26'05'2A17

@e,4epaltnofi crryx6nr ro l{aA3opy n c@epe 3ApaBooxpaHer{r{r
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