AEKJIAPAITHST O COOTBETCTBHAA

O6mecTBo ¢ OrpaHNYeHH0l 0TBETCTBEHHOCTHIO "3OAH MEIUKAJ";
000 "3JJAH MEJIUKAJ"

(HAMMEHOBAHME OPTAHM3ALMH HITH (HAMHIITVS, UMS, OTHECTBO MHABUIYANEHOTO NPEANPHHHMATENS, IPHHABIINX JEKNTAPALHIO O COOTBETCTBHH)
MexpaiionHas nHCneKuus DenepansHoil HATOroBo ity k6561 Ne 46 1o r. Mockge , 08.10.2014

CBEJICHNA O PErUCTPALM OpPraHu3al|K Wit UHAMBURYANBHOrO NPEINpHHUMAaTENs

OI'PH 5147746198694

(HaUMEHOBaHHE PErUCTPUPYIOLIEro OPrana, 1aTa perucTpary, PErviCTPaLHOHHbIA HOMep)

Apnpec: 121357, r. Mocksa, yi. Bepeiickas, nom 17, ouc 216, Tenedon: +7 (499) 682-67-87
(anpec, Tenedon, daxc)
B e T'enepansHoro ampextopa [[3sm [lyaix
(HOIDKHOCTE, GaMUIIHA, UMS, OTIECTEO PYKOBOUTENS OPIAHHIALMY, OT HMEHH KOTOPOH NpuHUMaeTCs AeKNapals)
3aABISET, YTO JaexTpoxapauorpad mopemn: SE-12 Express, SE-1200 Express, SE-1201 ¢
NPHHAIEKHOCTAMU

(HaumeHoBanue, THI, MapKa NPORYKUMH (YCRyru), Ha KOTOPYIO PACHpPOCTPAHACTCA ACKNAPALIHs)

Kox OKITA2 26.60.12.120 Kox TH B3/ 9018 11 000 0
ko OK 005-93 u (sm) TH BRI CHT nnu OK 002-93 (OKYH), cBenenns 0 cepuiHOM BBITYCKE WM NApTHH
CepuitHbii BTy CK

(HOMep MapTHH, HOMCPa W3LEUH, PEKBH3HTHI JZ0roBopa (KOHTPaKTa), HakNaaHan)
"Inan Uucrpymente, Huk.", KHP,
Edan Instruments, Inc., #15 Jinhui Road, Jinsha Community, Kengzi Sub-District, Pingshan District,
518122, Shenzhen, People's Republic of China

HAUMEHOBAHHE M3rOTOBUTENS, CTpaHbl U T.11.
cootBercTBYeT TpeboBanmam: ['OCT P 50444-92 (Pasn. 3, 4), TOCT P 50267.0-92 (M3K 601-1-88),
I'OCT P 50267.25-94 (M3K 601-2-25-93)

(oGo3Hayenye HOPMATHEHBIX OKYMCHTOB, COOTBETCTBHE KOTOPLIM TIOATBEPXICHO NAHHON ACKNAPALMEH, C YKA3AHUEM ITYHKTOB 3THX HOPMATHBHEIX
AOKYMCHTOB, CONEPXAILMX TpeSOBaHUs /IA JAHHOM MpoyKuwmu (YCnyra))

Jleknapanus NpUHSTA HA OCHOBAHMH: IIPOTOKOMA TEXHHUECKHX HCIEITAHHH Ne 2020.TD-21.05CD ot
28.05.2020 r. OO0 WIILT "MenTectlIpu6op", art.axk. Ne POCC RU.0001.21MII26 o 22.07.2015 r.

Peructpanuonnoe ynocrosepenne ®enepanbHoit ciyx0bl 10 Ham3opy B chepe 3MpaBOOXpaHEHHS
(POC3JTIPABHAJI30P) NeP3H 2016/3379 ot 28.04.2017

(nH(opMaLKA © JOKyMEHTAX, IBIMIOWMXCA OCHOBAHHEM JUIA IPUHATHA JleKNapatmm)

Hata npunsatas nexnapamun 29.05.2020

Jlexnapanys o COOTBETCTBHHY JSHCTBUTEBHA JI0 29.05.2023

I3sm Myain
(urHUwaIEL, GaMuama)

A3 ::/,
AKATIMU U TEKJTAPUPOBAHH Sy, Ne RA.RU.11MIT18

(HauMeHOBaHME U aJipec OPrana Mo CepTHPUKALKH,

s yI. Muésrukn, nom Ne 3, xopryce 1, sta 3, mom. 1, kom. 26 tenedomn: +7 (495) 783-42-17

3apEruCTPHPOBABLIETO AEKNAPALRIO)

0o 29.05.2023
A, Jloxo

(naTa perucTpaLyy U PeriCTPALMOHHLI! HOMep AeKMApAIY)

(TIOANKCH, MHILMANL, (PAMIANA PYKOBOAMTENS oprana no cepTuduxainm)



Ha mennnunckoe u3nemnue

Onextpoxapauorpadh Monema: SE-12 Express, SE-1200 Express, SE-1201 ¢ NPHHAIICKHOCTAMH ;
BapuranTs ncmonmsenus:

1. Onextpoxapauorpad, monens SE-12 Express, B cocrase:

- 6a30BBIif 610K - 1 mT.;

- baTapes HOHHO-IUTHEBA - | IIT.;

- bymara 11 Tepmorpada - 1 pyaon;

- OyMara TepMOYYBCTBUTENBHAS TS perucrparopa - He Gosee 3 mrt.;

- kabenp nanuenTa - 1 mr.;

- IPEIOXPAHUTENIb IUIABKUH - 2 INT.;

- IIHYp NHTaHus - 1 mr.;

- SNIEKTPOABI FPYAHEIE - 6 IMIT.;

- QNIEKTPOJEI FPYAHBIC AETCKHE - 6 IIT.;

- DJIEKTPOOBI KOHEYHOCTEH - 4 INT.;

= 3NIEKTPOJEI KOHEYHOCTEH NETCKHE - 4 MIT.

2. Dnextpokapmuorpad, Mozens SE-1200 Express, B cocase:

- 6a30BBIi 610K - 1 miT.;

- 6aTapes HOHHO-IUTHEBAS - | IT.;

- bymara mys Tepmorpada - 1 pyom;

- Oymara TepMOYYBCTBUTEIBHAS [T PETUCTPATOPA - He Goliee 3 mT.;

- xabenp mauuenTa - 1 mr.;

- IPEAOXPAHUTENb IIABKHH - 2 IIT.

- OIHYyp OHMTaHHA - 1 WT.;

- NIEKTPOJIBI IPYAHBIE - 6 IIT.;

= JJIEKTPOAEI IPYAHEIE AETCKHUE - 6 IIT.;

- SJICKTPOAEI KOHEYHOCTEH - 4 mT.;

- QIEKTPOABI KOHEYHOCTEH AETCKUE - 4 mT.
3. Onexrpoxapauorpad, momens SE-1201, B cocrase:
- 6230BBIif 610K - 1 mT.;

- Oarapes HOHHO-IMTHEBAS - | INT.;

- 6ymara jya Tepmorpada - 1 pymox;

- Oymara TepMOYyBCTBHTEIBHAN /I PETHCTPATOPA - He Gonee 3 IIT.;
- kabenpb namuenTa - 1 mr.;

- IPENOXPAHUTEND TUIABKH - 2 IIT.;

- IIHYP IATAHUA - | mT.;

- SJIEKTPOJBI IPYAHEIE - 6 IT.;

= SJICKTPOABI TPy AHEBIC AETCKUE - 6 IIT.;

- SJIEKTPOJEI KOHEUHOCTEH - 4 1mIT.;

= JIEKTPOJIBI KOHEYHOCTEH AETCKHUE - 4 IT.
[IpunamnexsoCTH:

I3sn lyaii
(urmnMans!, Gamummsg)

JIApaLH O COOTBETCTBHU
[TV 1 NEKTTAPUPOBAHK A», No RA.RU.11MII18

(HaMMEHOBAHHE i AIPEC OPraHa 1o cepTHhUKaLMH,
INMuépnukn, 1om Ne 3, koprye 1, stax 3, nom.1, koM. 26 Tenedon: +7 (495) 783-42-17

3aPErUCTPHPOBABIIETO AEK/IAPALKIO)

N.MI118.B.02922/20 ot 29.05.2020 fieiicTeyeT Ao 29.05.2023

(naTa perucIpaLyy 1 perucTpaLyoHHbIA HOMED JICKIapaLuy)
A Moxo

(NOI¥CE, NHULHANSY, AMUNHS PYKOBOIMTENA OPraHa 1o cepTiduKaLmm)




2. Kabens myst OKT ¢ Harpysounoi mpo6oii - re Gonee 5 mr.

3. Ilepexomanky (BKIovan 3amenka, Ganas, KpoKomui) - He Gonee 90 .
4. TIpueTep BHEmHMIA - He Goee 2 T,

5. IIpoBon 3a3eMieHus - He 6onee 3 miT.

6. PasneM BBOJ1a-BEIBOMA - He Gonee 3 mT.

7. Cymka mns snextpoxapauorpada - 1 mr

MecTo npoussoacTaa:

1. Edan Instruments, Inc., #15 Jinhui Road, Jinsha Community, Kengzi Sub-District Pingshan District,
518122, Shenzhen, P.R. China.

2. Edan Instruments, Inc., 3/F-B, Nanshan Medical Equipments Park, Nanhai Rd. 1019#, Shekou, Nanshan
District, Shenzhen, 518067 P.R. China.

3. Edan Instruments, Inc., 2/F and 5/F, block A/B, Unit 8, Xing Hua Building, Nanhai Rd., Nanshan, (6th
Industrial Road, Shekou), 518067 Shenzhen, PRC.

4. Edan Instruments, Inc., A301-310, Nanshan Medical Equipments Park, Nanhai Rd 10194, Shekou,
Nanshan, 518067 Shenzhen, PRC.
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I3an Myaii
(unrmpmanst, Gamums)
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BU U AEKTIAPHIME O COOTBETCTBHH
' ; I/I U JEKJTTAPUPOBAHH Sy, Ne RA RU.11MITI18

(HauMeHOBaHKE U aJipec Oprana o cepTHhHKALMK,

8% YINMHEEBHUKH, ToM Ne 3, xopmye 1, sTax 3, noM. 1, koM. 26 Tenedon: +7 (495) 783-42-17

3aPETHCTPUPOBABILIErO ACKNApAIHIO)

N.MI118.B.02922/20 or 29.05.2020 geiticTyer oo 29.05.2023
(maTa perucTpauuy u perucTPALYOHHLIN HOMEp AeKIapalun)
Z,_ AL Toxo

(moamuck, enumans:, daMuIHs PyKOROAMTENS OpraHa fio CepTHQUKaLuY)



