AEKJIAPAITHS O COOTBETCTBHAA

O6mecTBo ¢ OrpaHN<eHH0# 0TBETCTBEHHOCTHIO "3JAH MEIUKAJ";
000 "3JJAH MEJIUKAJ"

(ﬂamcuonaune OpraBM3auyMy Ui CbaMHJIHﬂ, uMs, OTHECTBO HHIMBUIYATEHONO NIPEANPUHHMATENA, TNPHHABIIAX ACKIaPalHio O COOTBCTCTBHH)
MexpaiionHas nHCnekuus DenepansHoil HATOroBo ity k6561 Ne 46 1o r. Mockge , 08.10.2014

CBEJICHNA O PErUCTPALlM OpPraHu3al|K Wit UHAMBURYANBHOrC NPEINpHHUMATENS

OI'PH 5147746198694

(HaUMEHOBAHHE PETUCTPUPYIOLLEro OPrana, 1aTa perucTpary, PErviCTPaLHOHHbIA HOMep)

Apnpec: 121357, r. Mocksa, yn. Bepeiickas, nom 17, oduc 216, Tenedon: +7 (499) 682-67-87
(anpec, Tenedon, daxc)
B mune _ T'enepansHoro ampexropa [3sm [lyaix
(IOIDKHOCTE, GaMUIIHS, HMS, OTIECTEO PYKOBOUTENS OPIAHHIALMY, OT HMEHH KOTOPOH NpuHUMaeTCs AeKNapals)
3aABIAET, YTO JaexTpoxapauorpad mopemn: SE-12 Express, SE-1200 Express, SE-1201 ¢
NPHHAIEKHOCTAMYU

(HauMeHOBaHHe, THII, MAPKA NPOYKUKH (yemyrur), Ha KOTOPYIO PaCTIPOCTPAHACTCA ZCKNapans)

Kox OKIIA2 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 WIH NApPTHH
CepuitHbli BTy CK

(HoMep mapTHH, HOMCPa W3LEAUH, PEKBH3HTHI JZ0roBopa (KOHTPaKTa), HakfaaHan)
"Inan Uucrpymenrte, 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.1.
cootsercTByeT 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)

(o6o3HayenHe HOPMATHEHBIX 0KYMCHTOB, COOTBETCTBHE KOTOPLIM TIOATBEPRICHO NAHHOA ACKNAAPALMEH, C YKA3AHUEM ITYHKTOB 3THX HOPMATHBHBIX
AOKYMCHTOB, CONEPXAILMX TpeSOBaHus /IA JAHHOM MpoxyKuwu (YCnyra))

Jlekiapanus NpUHSTA HA OCHOBAHMH: IIPOTOKONA TEXHHUECKHX HCIEITAHHH Ne 2020.TD-21.05CD ot
28.05.2020 r. OO0 WIILT "MenTecrlIpu6op", art.axk. Ne POCC RU.0001.21MII26 ot 22.07.2015 r.

Peructpauuonnoe ynocrosepenne ®enepanbHoit ciyxO0bl 10 Hana3opy B chepe 3MpaBOOXpaHEHHS
(POC3JIPABHAI30P) NeP3H 2016/3379 ot 28.04.2017

(MH(opMALNA © JOKyMEHTAX, STBIMIOWMXCA OCHOBAHHEM JUIA NIPUHATHA JleKNapatmm)

Hata npuasatas nexnapamun  29.05.2020

Jlexnapanys o COOTBETCTBHHY JSHCTBUTEBHA JI0 29.05.2023

I3sm Myain
(urHUwaIEL, GaMunms)

Mo AKATIMH Y JEKJTAPUPOBAHN SI», Ne RA.RU.11MIT18

(HanmeHoBaRYE U alipec Opraua no cepTHhUKALLH,

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

3apEruCTPHPOBABLIETO AEKNAPALTIO)

-CN.MI118.B.02922/20 ot 29.05.2020 neiicTBYET A0 29.05.2023

(RaTa P HCTPALHMU U PETHCTPALMOHHLII HOMEP JeKnap: | (uu)
A, Jloxo

(TOANMC! | MHULMANEL, (HAMIANA PYKOBOLMTENS opraua n¢ epTuduxainm)



Ha memnuunckoe u3neame

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

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

- 6a30BEIi 610K - 1 mT.;

- baTapes HOHHO-IUTHEBA - | IIT.;

- bymara 11 Tepmorpada - 1 pyson;

- OyMara TepMOYyBCTBUTEBHAS TS perucrparopa - He 6osee 3 mrt.;
- kabene nanuenTa - 1 mr.;

- IPEIOXPAHUTEIID IUIABKUH - 2 INT.;

- IIHYp NHTaHus - | mr.;

- SNIEKTPOMBI IPYAHEIE - 6 IMIT.;

- QNIEKTPOJEI FPYAHBIC AETCKHE - 6 IIT.;

- DJIEKTPOOBI KOHEYHOCTEH - 4 INT.;

= 3NIEKTPOJIBI KOHEYHOCTEH NETCKHUE - 4 MIT.

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

- 6a30BBIi 610K - 1 miT.;

- GaTapest HOHHO-IUTHEBAS - | IT.;

- bymara mys TepMorpada - 1 pyomn;

- Oymara TepMOYyBCTBHTEIBHASL [T PETUCTPATOPA - He Goliee 3 mT.;
- xabenb manuenTa - 1 mr.;

- IPENOXPAHUTENb IIABKHH - 2 IIT.

- OIHyp NHMTaHus - 1 mWT.;

- NIEKTPOJIEI IPYAHBIE - 6 IT.;

- NEKTPOBI IPYAHBIE NETCKHE - 6 1T, ;

- SJICKTPOAEI KOHEYHOCTEH - 4 mT.;

- QNEKTPOIBI KOHEYHOCTEH AETCKUE - 4 mT.

3. Onexrpoxapauorpad, momens SE-1201, B cocrase:

- 6230BBIif 610K - 1 mT.;

- Oarapes HOHHO-IMTHEBAS - | INT.;

- 6ymara nys Tepmorpada - 1 pymox;

- Dymara TepMOYyBCTBHTEIbHAN /I PETHCTPATOPA - He Gonee 3 IIT.;
- kabenp nanuenTa - 1 mr.;

- IPENOXPAHUTEND TUIABKHI - 2 IIT.;

- IIHYP DATAHUA - 1 mmT,;

- SJIEKTPOJBI IPYAHEIE - 6 IT.;

= SJICKTPOABI TPYAHEBIC ACTCKUE - 6 IIT.;

- BIIEKTPOJEI KOHEeUHOCTeH - 4 1miT.;

= JIEKTPOJIBI KOHEYHOCTEH AETCKHUE - 4 mmT.
IIpunamnexsoCTH:

I3sn Ilyaii
(unmnuans, Gamemsg)

JIApaLAH O COOTBETCTBHU
1TV Y NEKTTAPUPOBAHK A», No RA.RU.11MII18

(HaumenoBanue i anpec Opraua no cepTHOUKALMH,
Vinésnuky, mom Ne 3, koprye 1, stax 3, moM.1, koM. 26 Tenedon: +7 (495) 783-42-17

3aPErUCTPHPOBABIIETO AEK/IAPALKIO)

N.MIM18.B.02922/20 ot 29.05.2020 OencTByeT Ao 29.05.2023

(naTa p ' CTPALMM M PCrUCTPALOHHBIR HOMED JICKapz - uH)
A Moxo

(NOMIHCE. AHULHANSY, aMUNHS PYKOBOIMTENA OPraHa 1o epTidrKaLmm)




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

3. Ilepexomanky (BKIovan 3amenka, Ganas, KpoKomui) - He Gonee 90 .
4. TIIpueTep BHEmHMIL - He Gomee 2 T,

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

6. PazseM BBOZA-BEIBOMIA - He Goree 3 miT.

7. Cymxka jns snextpokapauorpada - 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.

=

I3an Myaii
(unrmpmanst, Gamums)

U W TEKJTAPYIPOBAHW S1», No RA.RU.11MIT18

(nanMeroBaHKe 1 peC Oprana no CepTHhHKALIH,

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

3aPETHCTPUPOBABILIErO ACKNAPAIHIO)

N.MI118.B.02922/20 ot 29.05.2020 geiicTeyer Ao 29.05.2
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(mommuct | wanuManst, daMuIHs pyKOROAMTENS OpraHa fic - epTHQUKaLuY)



