JEKJIAPAIIHAA O COOTBETCTBUHU

OBLIecTBO ¢ OrpaHMYEHHON OTBETCTREHHOCTHIO «JJEHTEKC»

HAUMEHOBAHHE OPraHHK3aluH HIH @EMHM, MM, OTHECTBO HHIMBHIYANBHOTO NPeANPHYHMATENS, [IPHHABOIHX JeKTapaluio o
COOTBEICTBHH

3apeructpupoBan(a) MexpaiioHHas uHcnekiusa DeaeparbHoil HATOrOBOM ciryx6er Ne 46 1o r. Mockse, nata
perucrpauny 28.01.2010 roga, OT'PH: 1107746044064
CBEACHHA 0 PErHCTPALINA OPraHH3alHK HITH HHIMBUIY ATbHOTO IPEANPHEMMATENS (HAMMEHOBAHHE DErHCTPHPYIOMEro Oprasa, nara
PEerHCTpaLiH, PErHCTPALIMONHELT HOMED)
Anpec: 115477, Poccuiickas ®enepans, ropoa Mocksa, ymuia KanreMuposckas, 1oM 65, aTax 3, moMereHue
14, Tenedon: +74959743030, noura: info@dentex.ru

anpec, Tenedon, daxc

B qmie Yipasisuouero-MHIMBKIyaIbHOTO NpeAnpUHMMATeNs 3aBaioOKa Anapes Banepuesuda, morosopa
Lepe/laid  [OIHOMOYMH  €MHONIMYHOTO  MCIIOHMTENBHOrO oprana OOMECTBA ¢  OrpaHHYEHHON
oTBETCTBEHHOCTLIO «IEHTEKC) yrpasnsomemy - naausuyansHomy npemmprimmaresio Ne 1 ot «01y» anpess
2014 rona

(nomkHOCTS, HaMHUIHA, HMS, OTHECTBO PYKOBOJHTCIA OPraHU3AIMH, OT HMCHHA KOTOpO# NIPHHAMAaETCA AcKIaparys)
3a4BJIAET, YTO ANNAPAT PEHTreHOBCKHH HHTpaopanbHbii FONA ¢ NpHHALIEKHOCTAMK
[. Annapar pentrenosckuit nurpaopansisiii FONA, BapranTs! enonHenus: X70, XDG:
1. TpyOxka peHTreHOBCKas.

2. ITynsT ynpaencHus.
3. Koncouns onopHas,
4. Konnmumarop.
II. MpunannexuocTy:
1. Tpybka peHTreHoBckas.
2. ITynsT ynpaesieHus.
3. IlybT AMCTAHLIMOHHOTO YIIpaBIeHHS - He Gonee 2 LT,
4, Koutumarop - He Gonee 4 .
5. DnexTponHBI# HocuTens ¢ 11O - He Gonee 2 wr.
6. TexHHUECKad IOKYMEHTALIHA.
7. HacteHHoe kperuienus - ue 6onee 4 mir.
8. IlITaTuB nepenBuxHOM - He 6onee 4 mr.
9. OnopHoe nnewo - He Gonee 8 mr.
10. OnopHoe nuie4o Ha mapHHpe (CKIAAbIBAIOLLMIACS KPOHIITEHH) - He Golee 4 wT.
11. Ilpamoe nteyo - He Gonee 4 wT.
12. Habop u1a MOHTaa - He GoJiee 4 KOMILIEKTOB.
13. Kabesnb coeuuuTensHelii - He 6onee 5 . 14. KaGens cetesoit.
(HaMMeHOBaHKE, THII, MapKa NIPOJIYKLMH, Ha KOTOPYIO PACHPOCTPAHSETCS JAeKNapalH,
Cepuiinsiii sbimyck. Ko OKITJ 2 26.60.11.113, Kox TH B3/T 9022130000

CBEJIeHUS 0 CEPHIHOM BRITYCKE H/IM NEPTHH (HOMEP NapTHH, HOMEepPa HILETHit, PEKBHIMTEI J0roBOpa (xoHTpakra), HakianHas ,xoq OK
005-93 u (wm) TH BRI TC umu OK 002-93 (OKVH)

Harotosurens: «FONA S.r.l.», anpec: Via Antonia Pozzi 1 - 20149 Milano, Italy, Wramis
Anpec mecta npoussozctsa: VIA G.GALILEI 11- 20090 ASSAGO (MI), ltaly, Uranus

HAHMEHOBAHHE H3rOTOBUTEIN, CTPAHBI H T.11.))
coorBeTcTBYeT TpeboBanuam 'OCT P 50267.0-92 (MK 601-1-88), F'OCT IEC 60601-1-1-201 1,TOCT P M3K
60601-1-2010, TOCT P MOK 60601-1-3-2013, TOCT 30324.0.4-2002, TOCT 30324.32-2002, TOCT P MK
60601-2-43-2013

(0503118.‘{6!{!18 HOPMATHBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPbLIM [NOOTBECPAUIEHO IaHHoH .aclcnapalmcﬁ. C YKa3aHHeM MyHKTOB 3THX
HOPMATHBHLIX IOKYMEIHTOB, COAeP/KAIINX TPeDOBAHHA I NAHHOH POLYKLMH)
HAexnapaums npussTa Ha ocHoBaHMM: CepTH(HKATa CHCTEMBI MeHEDKMEHTa KadecTsa ISO 13485:2016 Ne
9124.BL02 ot 12.11.2018 roaa, Beiaan Opratowm 1o cepruduxarmm IMQ S.p.A., Perucrpatmonsnoro
yRoctopeperus Ne @C3 2012/12447 ot 11.08.2014 rona, BeiganHoro MeepatsHOI CTyx60i 10 Han3opy B
cdepe anpaBooxpanenus (Pocsnpasramop)
(nH(opmaLms 0 0KYMEHTaX, ABJAIOIIMXCS OCHOBAHHMEM JUIA IPHHATHA [ACK/IADALIH)

JlaTa npuHATHS Aeknapaumd  16.11.2020

Hexnapaums o coorseTcTBuM AckicTBuTenbHa 10 15.11.2023 1.




= - 3asamok A. B.
2 ‘/ﬁﬂmﬂ;s) (nevumans!, hamMumis)

REVHH [IEK/1apaliK O COOTBETCTBHH
gosep RA.RU.11AJ[37, Opran no ceprudukaimu npoayxuuu "Kpacso ap" OO0 "HJT

T . CCHFI ropoa Mockea, yi1. Cymgrckuit Ban, 1. 9, k. 1, oh.513

Pemm&mou&ﬁﬂomep Jexnapaiuy o coorsercteur POCC RU JI-IT.AJ137.B.37483/20, ot 16.11.2020

(mara perucTpaLMu ¥ PErUCTPALMOHHEIR HOMED ACKNAPAITIH)
I'ypoesa Bepa Muxaitnnosua




