NEKJAPALIMSA O COOTBETCTBUU

OO6IeCTBO ¢ OrPAaHHYEHHOM 0TBeTCTBeHHOCTHIO «HB Memnkany (000 «HE Menukan»)
HEUMEHOBAHHE OPI’aHPBaHHI/I bi8)e7 Q)aMI/IJIPI}I HMSE, OTYECTBO HHAMBHUAYAJIBHOTO NpeANPUHIMATEIIS, TMPUHABIINX
JeKJIapalyio 0 COOTBBTCTBI/IH
3apeructpuposat(a) Mexpaontol nucnexuuei OexepaabHOH HaoroBo# ciryx0e1 Ne 46 1o
r. Mockse, nara permerparmu 31.03.2011 r., OT'PH: 1037789002900

CBe/IGHNS O PETHCTPALINY OPTaHH3AINY MM HHAMBHIYATEHOTO IIPEIIPUHAMATEIs (HAUMEHOBAHHE pemcrpnpy}omero
oprana, faTa PErHCTPALIEY, PErHCTPALIMOHHBIA HOMED)

Anpec: POCCUS], 115972, r. Mocksa, Papuaneras 11-5 yi., 1.2, ctp.1, romernenue 1, komuara 1
Te.: (495) 684-53-81, dpakc: (495) 681-97-64, snexTponHas rnoyra: d eremin(@nissoboeki.com
anpec, TenedoH, haxe

B jiunie [enepansroro aupexkropa 000 «HB Mepukany Epemina JIMuTpus Buxroposrya

(HOJKHOCTB, DaMAIHS, UMS, OTIECTBO PYKOBOIUTEIIS OPTaHH3ALIH, OT HMEHH KOTOPOH NPUHMMAeTCs ﬂeKnapamm)
3asB7IseT, 410 DekTpokapmuorpadsr: FX-2111, FCP-2155, FX-3010, FX-7102, FCP-7101, FX-7302,
FX-7202, FX-7402
[Tpunamiexsaocty: 1. Aganrep s Oymard. 2. AxkymysatopHas 6arapes. 3. berosas 1oposxka.
4. bymara Z-cnoxertas. 5. Bymara pynonsas (cTapToBbif Ha00p). 6. biiok BepXHHUH ¢ MAHEIBIO
YIpABICHHS 1 MOHHTOPOM. 7. BIIOK HUKHIH C IPOIECCOPOM, YCHITUTEIEM i GIIOKOM IHTAHHA.
8. Brok Tepmonpuntepa. 9. KaGens manuenta, 10. Kabenp mutanus. 11. Kabenb muTaHus ¢ anantepoy
12. Kabess ypasrusanus motenuuanos. 13. Kapra namaru. 14. KapTpumoka IporpaMMHEIe.
15. Keparunosbiit Kpem (crapToBblii Habop). 16. KOMILIEKT 1ist OAKIFOUEHHS CTPECC-CUCTEMBL.
17. KomIutekT uts cBsasu ¢ kombiotepoM. 18. Kpbimika orceka ayis 6ymaru. 19. Iperoxpannteny
(2 mrt.). 20, Canderka. 21. Tenexka. 22. Tepmonpuntep. 23. Yexon. 24. DiekTpoas! rpyAHbe (6 WT.)
25. DeKTpoIbl KOHEYHOCTHBIE (4 1IT.). 26. Dpromerp.
Onexrpoxapauorpad CardiMax ¢ IpUHAVIEKHOCTIMU
I. Dnextpoxapmuorpad CardiMax, BapuanTs! ucronHeHns: FX- 8222 FX-8322, FX-8322R.
11, ITpunamiexnoctd: 1. DNEKTPoIbl KOHEIHOCTHBIE - He Gostee 8 mT. 2. DIeKTPOIbI IPyAHEIE - He GOIel
12 1. 3. Kabens nanuenta - ie Gonee 2 it 4. Kpem kepatiHoBBIH. 5. Bymara z-cioxeHHas (BHYTpEHH
pasMmetnenus), 30m. 6. Bymara z-ciioskeHHas (BHEIIHETo pasMertenus), 100m. 7. Bymara pysoHHas,
(BHyTpeHHero pasmelnenus), 30m. 8. Barapes akkymyssroprast. 9. Kapra mamsra. 10. Kaprpumx
nporpammesiii. 11. Tenexxa. 12. Jepxarens kabens. 13. Baensuit monutop. 14. biok BBoja. 15. Kabe
TTAlHeHTa 3aKUMHOM - He Gosee 20 mrt. 16, DiekTpon 3axumuoii - me Gonee 20 wr. 17. USB-ananrep
Gecriposoamoi cern. 18. [Ipenoxpannreny, 2 mr. 19. Kabenb ruranus, 2 mt. 20. Anarrrep s Oymary,
1 1T,

(HameHOBaHue THII, MapKa HpO}IyKHI/IH Ha KOTOpyK) pacnpocmaw{emﬂ ﬂexnapaum
CepHHHLm seiryck, Ko OKII 2 26.60.12.120, Kon TH BOJT; 9018110000

CBEICHHS O CEPHIHOM BhiTlyCKe MITH NapTHy (HOMEp NapTui, HoMepa U3eanH, PeKBH3UTLI J0r0Bopa (KOHTpaKTa) Haxgagas , xon Ol
005-93 1 (wu) TH BOI TC i OK 002-93. (OKYH), HOMep H JigTa AOTOBOPa MM KOHTPAKTa O [OCTaBKe NMPOIyKIIAH

Wsrotosureis: «Oyxyna sHen Ko, JItn.», Snonns

Fukuda Denshi Co., Ltd, 39-4 Hongo 3-chome, Bunkyo-ku, Tokyo 113-8483 Japan

AJipec MecTa MPOU3BOACTBA:

1. Fukuda Denshi Co., Ltd., 3-39-4 Hongo, Bunkyo-ku, Tokyo, 113-8483, Japan.

2. Fukuda Denshi Finetech Sendai Co., Ltd., 5, Technohills, Taiwacho, Kurokawa-Gun, Miyagi, 981-3629, Japa
3. Beijing Fukuda Denshi Medical Instruments Co., Ltd., 1-2F, No. 8 Hongda North Road, Beijing Economic &
Technological Development Area, 100176 Beijing, China.

HaUMEHOBaHWE H3TOTOBUTENS, CTPAHEl U T.11. ))

COOTBGTCTB}’GT Tpebosanmam [OCT P 50444-92, TOCT P M3K 60601-1-2010, TOCT P MDK 60601-2-25-20
['OCT IEC 60601-2-51-2011, TOCT 25995-83, TOCT P MK 62304-2013, TOCT P MOK 60601-1-2-2014

(06o3HauCHYE HOPMATHBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPBIM MOATBEPXKACHO AaHHOU AeKjapaunet, ¢ yKa3aHHeM [YHKTOB ITH
HOPMATHBHBIX JJOKYMEHTOB, CONEPHAIIHX TpeGOBAHMS T4 JaHHOH POLYKIIMH)

Jlexiapalyis IpHHATa Ha OCHOBaHHH: [IpOTOKOIBI HerbiTarmil Ne 2018-448.2 o1 12.10.2018 r. . Ne 2015-
339.2.198 ot 02.10.2015 r., WJI MU AO «HHUUMT» (Arrecrar akkpenutatiud Ne POCC RU.0001.517966).
Peructpanmonnsie ynocrosepenns Ne P3H 2016/4703 ot 23.09.2016 r. 1 Ne ®C3 2011/11379 ot 28. 122011 r.
DenepaibHOM CTyKObI 110 Hamzopy B chepe 3apasooxpanenus (POC3JIPABHAJI3OP).

(uHOOPMAIHS 0 TOKYMEHTAX, ABISIONINXCA OCHOBAHUEM MIg NIPHHATHA JEKIapalin)



,[[aTa npuHaTHS fextapanna 24.10.2018

— A Epemun JIMurpuit Bukroposuy

(moamuck) E (vBMIMansl, haMuTHs)

2 (MK JeKIapalua o COOTBETCTBHI
PCFI/ICTpaHI/IOHHBII/I momep RA.RU.10A5146, Opran 1o ceprudukammu "POCTECT- MOCKBa"
AxmoHepHOro o6mectsa "PerHoHaILHEL OpPras Mo cepTH(GUKAIMY U TECTUPOBAHUIO"

(HaMMEHOBAHME W a[PEC OpTaHa 110 CepTU(HKALINH, 3aPEeTHCTPHPOBABIIETO ACKJIApaIliIo)
anpec: 117418, Poccuiickas Penepanus, r. Mocksa, Haxumosckui npocrexT, 4. 31

PeI‘I/ICTpaIIHOHHBII/I nomep nexiaparuy o coorsercTsur POCC RU JI-JP.A5146.B.00209/18, ot

(mara perncrpauun " peI‘I/ICTpaHI/IOHHLII/I HOMep neKapaiiiy)

{7;7‘4 2
S ~ 3am. pyxosoauteis [puinerxo AnbMupa AXTAMOBHA

(moamwcs, HHI/IHI/IEUILI amuiTHs pyKOBOAWTEIS OPraHa 1o cepTH( KAL)




