OEAEPAABHAS CAVIKBA T1IO HAA3OPY B COEPE 3APABOOXPAHEHI A
(POC3APABHAA3OP)

PETUCTPALUHOHHOE YAOCTOBEPEHHE
HA MEAULIMHCROE U3AEJIME
ot 21 cenrsniopst 2020 roaa Ne P3H 2016/3379

Ha memunuucKoe usienue
JuaexTpokapauorpad mogean: SE-12 Express, SE-1200 Express, SE-1201 ¢
NPHHAUIEKHOCTAME

Hacrosiiee perucTpalliOHHOE yIOCTOBEPEHHE BBIIAHO

"Inan Unerpymente, Unk.", KHP,

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

ITpousBoauresb

"Inan Uncerpymenre, Muk.", KHP,

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

MecTo nmpou3BoICTBA MEAUIIMHCKOTO H3IEIUA
Edan Instruments, Inc., #15 Jinhui Road, Jinsha Community, Kengzi Sub-District,
Pingshan District, 518122, Shenzhen, P.R. China

Howmep peructpannonsoro jgocse Ne P/1-36033/49550 ot 09.09.2020
Knacc moTeHIuanbHOro pucka NpUMeHeHHS METHIITHCKOTO U3aenus 20

Ko O6uepoccuiickoro kiaccu(pukaTopa IpoayKuu 00 BEIAM 3KOHOMHYECKOH
nesiTellbHOCTH 26.60.12.111

Hacrosmee PErUCTPaliOHHOC YAOCTOBEPEHNE UMECT MPUIIOKCHHE Ha 2 MUCcTax




®EAEPAABHAS CAYJKBA 1O HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

RPETHUCTPALHHOHHOMY YAOCTOBEPEHHIO
HA MEAHULIMHCROE U3 AEJIME

ot 21 centsiops 2020 rona  No P3H 2016/3379
Jluer 1

Ha memununckoe uznenve
Jaextpokapauorpag mojaeian: SE-12 Express, SE-1200 Express, SE-1201 ¢
NPHHAIEKHOCTIMH, BAPUAHTHI UCTIOTHEHUS:

1. Dnextpokapauorpad, moaens SE-12 Express, B cocrage:

- ©a3oBbIi 070K - 1 mT.;

- baTapest HOHHO-THTHEBAsA - | 1T ;

- Oymara /s repmorpada - 1 pyion;

- Oymara TepMOUYyBCTBHTEIIbHAS VISl pericTparopa - He 6osee 3 mir.;

- kabenp nmanueHTa - 1 mit.;

- IpeIOXpaHuTeNb IUIaBKUH - 2 11IT.;

- INHYp TTHTAHHA - | WT.;

- SNEKTPOIbI IPY/IHbIE - 6 IIT.;

- 3JIEKTPO/Ibl I'PYJHBIE IETCKHUE - 6 MIT.;

- DJIEKTPOJIBI KOHEUHOCTEH - 4 IT.;

- JJIEKTPO/Ib! KOHEUHOCTEH JeTCKHUE - 4 IIT.

2. Dnexrpokapauorpad, momens SE-1200 Express, B cocTase:

- 6a30BbId OJIOK - 1 mIT.;

- Darapes HOHHO-THUTHEBRAs - | MmMT.;

- Oymara s repmorpada - 1 pyios;

- Oymara TepMOUYYBCTBUTEIBLHAA /IS pETUCTpaTopa - He Ooree 3 miT.;

- kabenp nanuenTa - 1 mwr.;

- IpeI0XpaHuTeb IIaBKUH - 2 IIT.;

- [UHYp nUTaHuA - | mr.;

- 3JIEKTPOBI TPYAHBIE - 6 TIT.;

- DIIEKTPOJIBI TPYIHBIE IETCKHE - 6 IIIT.;

- DJIEKTPObI KOHEYHOCTEH - 4 10T.;

- NIEKTPOIB KOHEUHOCTEH JIETCKHE - 4 IIT.

3. Daextpoxapauorpad, moaens SE-1201, B cocrase:

- Oa3oBbId 010K - 1 mT.;

- Darapes HOHHO-TUTHEBas - | HIT.;

- Oymara juis repmorpada - 1 pysnon;

- Oymara TepMOYYBCTBHUTEIBHAS U1 perucTparopa - He 6oee 3 H;}*;gﬂ ey T,
- kabesb manpeHTa - 1 mr.; :
- [IpeJIOXpaHuTeb IaBKU - 2 MmT.;

- IHYp nuTaHus - 1 mr.;

- DJIEKTPO/IBI TPYAHBIE - 6 HIT.;

3a lecTuTEb pyKoBOAUTEA DegepaibHoi cy:K0ObI
1o 1a/30py B cepe 31paBo0  paHEHHSI

10. HMasiok 0B

0074 20
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®EAEPAABHAS CAYIKBA 1O HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

RPETHCTPALHHOHHOMY YAOCTOBEPEHHUIO
HA MEAWLIMHCROE U3AEJIME

oT 21 cenTadpst 2020 rona Ne P3H 2016/3379
Jluer 2

- QJIEKTPO/Ibl TPYJHBIE ACTCKHE - 6 INT.;

- 3JIEKTPO/bI KOHEYHOCTEH - 4 IIIT.;

- 9JIEKTPO/1bl KOHEYHOCTE!l JIeTCKKe - 4 IIT,
[MpunauiexsocTH:

1. Muck ¢ [1O Smart ECG Viewer - 1 mit.

2. Kabens g OKI' ¢ narpyzounoit mpo6oit - He GoJjiee 5 mit.
3. Ilepexoanuku (BKIIIOYAs 3amenka, OaHaH, KpoKoami) - He 6osee 90 mir.
4. IlpunTtep BHemHMIA - He Oonee 2 WIT.

5. IlpoBonx 3a3emneHns - He OoJree 3 wiT.

6. Pazsem BBOJIa-BBIBOJIA - He (ostee 3 10T,

7. Cymka Juist aeKkTpokapauorpada - 1 mr.

s

3a ecrureas pykoBoanTes DexepanbHoii ciryx0ObI

o 1aJ3opy B cepe 3ApaBoo. paHeHus ABJIOK 1B

0074 21




AEKJIAPALIHS O COOTBETCTBUAU

O6mecTBo ¢ OrpaHN<eHH0l 0TBETCTBEHHOCTHIO "3JAH MEIUKAJ";
000 "3JJAH MEJIUKAJ"

(HaHMEHOBAHHE OPTARU3ALMY HITH thamunus, ums, oTHeCTBO MHIHBHIYAIEHOTO NPEANPHHHMATENA, NIPHHABLINX JEK/IAPAIMIO O COOTBETCTBHH)
MexpaiionHas nHCIekIys DenepaTbHOM HATOTOBOR ciry k051 No 46 o r. Mockae , 08.10.2014

CBEJICHNA O PErUCTPALM OpPraHu3al|y Wit UHAMBURYANIBHOrO NPEINpUHUMATENS

OI'PH 5147746198694

(HAMMEHOBAHHE PETUCTPUPYIOWIEFD OPrata, 1aTa PerucTpatyy, PErUCTPALMOHHBIHA HOMED)

Anpec: 121357, r. Mocksa, yn. Bepeiickas, nom 17, ouc 216, Tenedon: +7 (499) 682-67-87
(anpec, Tenedon, daxc)
B mane _ T'enepansroro mupextopa [[3sa [lyaix
(HOIDKHOCTE, GaMUIIKA, HMS, OTIECTEO PYKOBOUTENS OPrAHHIALMY, OT HMEHH KOTOPOH NpuHUMaeTCs AeKIapals)
3aABISAET, YTO JunexkTpokapauorpag monenu: SE-12 Express, SE-1200 Express, SE-1201 ¢
NPHHAIEKHOCTAMYU

(nauMeHOBaHye, THI, MapKa NPORYKUMH (YCHYTH), Ha KOTOPYIO PACHPOCTPAHACTCH JCKNapauys)

Kox OKIILA2 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), cBenenus o cepiinOM BBITYCKE M NapTHH
CepuitHbiii BRIy CK

(HOMep mapTHH, HOMCPa W3LEUH, PEKBH3HTHI JZ0roBopa (KOHTpaKTa), HakfaaHan)
"Ipan Uncrpymenre, Unk.", KHP,
Edan Instruments, Inc., #15 Jinhui Road, Jinsha Community, Kengzi Sub-District, Pingshan District,
518122, Shenzhen, People's Republic of China

HAHUMECHOBAaHHE H3rOTOBUTEINA, CTPAHBI U T.I.
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 HOPMATHBHBIX 0KYMCHTOB, COOTBETCTBHE KOTOPHIM TIOATBEPNICHO JAHHOW ACKNApALMEH, C YKA3aHUEM ITYHKTOB 3THX HOPMATHBHBIX
AOKYMEHTOB, CONEPIAILUX TpeBOBaHHS I JaHHOH MpoRyKiwu (ycnyru))

Jlexiapauys TpHHSTA HA OCHOBAHWH: IPOTOKONA TEXHMYECKUX wemerrammii Ne 2020.TD-21.05CD oT
28.05.2020 r. OO0 WIILT "MenTecrlIpu6op", art.axk. Ne POCC RU.0001.21MII26 o 22.07.2015 r.

Peructpaumonrnoe ynocrosepenne ®epepanbHoit ciyx0bl 10 Hana30py B chepe 3MpaBOOXpaHEHWS
(POC3JIPABHAJT30P) NeP3H 2016/3379 ot 28.04.2017

(MH(bopMALNA © JOKYMEHTAX, SIBIMIOWMXCA OCHOBAHHEM JUIA NIPUHATHA JeKnapaumu)

Hata npuastas nexmapamuun  29.05.2020

Jlexnapanms 0 COOTBETCTBHY AeHCTRBATENBHA 10 29.05.2023

I3sm Hlyaii
(vrMUAANE], GaMuns)

A y
AKAITVW Y TEKJTAPUPOBAHM ST», Ne RA.RU.11MII18

(HaumenoBaHye U aJipec Oprana no cepTHHUKALNHY,

o yI. Muésnukn, nom Ne 3, xopryce 1, sta 3, mom. 1, kom. 26 tenedon: +7 (495) 783-42-17

3apEruCTPHPOBABLIETO AEKNAPALRIO)

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

(maTa p "MCTPALMH U PErHCTPALMOHHLIIT HOMEp ZeRnap:  uu)
AJ. loxo

(MOIIMC! . MHUUMANE, DaMUARS PYKOBOJMTEIIS OPraHa 1 repTudukam)



Ha menmmumrckoe n3neme

OnexTpoxapauorpad Monema: SE-12 Express, SE-1200 Express, SE-1201 ¢ NPHHAIICKHOCTAMH ;
BapuauTs! ucomenus:

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

- 6a30BEIif 610K - 1 mT.;

- baTapes HOHHO-IUTHEBAs - | WIT.;

- bymara 11 Tepmorpada - 1 pyaon;

- OyMara TepMOYYBCTBUTEIBHAS IS peructparopa - He Gonee 3 mir.;
- kabens naguenTa - 1 mr.;

- IPEOXPAHUTEIIb IUIABKUH - 2 INT.;

- IIHYp NUTaHus - 1 1mr.;

- BIIEKTPOBI IPYAHBIE - 6 MIT.;

- QNIEKTPOJEI FPYAHBIC AETCKHE - 6 IIT.;

- DJIEKTPOOBI KOHEYHOCTEH - 4 IIT.;

- BIEKTPOIEI KOHEYHOCTEH NETCKHUE - 4 IIT.

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

- 6a30BBIi 610K - 1 miT.;

- 0aTapes: HOHHO-IUTHEBRAs - | 1WT.;

- Oymara mys Tepmorpada - 1 pyom;

- Bymara TepMOYyBCTBHTENbHAS [T PETHCTPATOPa - He Goree 3 wiT,;
- xabenp manuenTa - 1 mr.;

- IPEIOXPaHNTENb [IABKHHA - 2 IIT.;

- IIHYP IHTAHUS - ] 10T.;

= 9JIEKTPOZIBI IPYAHEIE - 6 INT.;

- NIEKTPOBI FPYAHBIE NETCKHE - 6 1T, ;

- DJIEKTPOJEI KOHEYHOCTEH - 4 mT.;

- QNEKTPOBI KOHEYHOCTEH AETCKUE - 4 mT.

3. Dnextpoxapauorpad, momens SE-1201, B cocraze:

- 6a30BsIii 610K - 1 miT.;

- barapest HOHHO-THTHEBAS - | nT.;

- bymara i TepMorpada - 1 pymon;

- Gymara TepMOuyBCTBUTEIBHAS JUIS perucrTparopa - He 6onee 3 mT.;
- kabenp mamuenTa - 1 mr.;

- IPENOXPAHMTENH TIIaBKU - 2 IIT.;

- IIHYP DATAHUA - 1 mT.;

- SJIEKTPOJBI IPYHEIE - 6 IT.;

- BNEKTPOJBI TPy AHBIE ACTCKUE - 6 IIT.;

- SJIEKTPOJEI KOHEUHOCTEH - 4 11T,

= JIEKTPOJIBI KOHEYHOCTEH AETCKHUE - 4 mmT.

[IpuragnexsoCTH:

I3su [lyaii
(unmnuans, Gamemsg)

JIApaALAH O COOTBETCTBHU
ITMY Y NEKTTAPUPOBAHK SI», No RA.RU.11MII18

£ ‘ (HaMMEHOBAHHE i AlIPEC OPraHa 1o CepTHOUKALMH,
Aot YR MuEsHMKH, oM Ne 3, koprryc 1, sTax 3, nom. 1, koM. 26 Tenedon: +7 (495) 783-42-17

< 3aPErUCTPHPOBABIIETO AEK/IAPALKIO)

N.MIM18.B.02922/20 ot 29.05.2020 OeWCTBYET 0o 29.05.2023

(naTa p ' MCTpawMY 1 PCrUCTPAUMOHHBIA HOMED JICKIA: | UH)
AL oxo

(MOAIHCE NHULMANS], HAMITHS PYKOBOIMTENA OpraHa 1o epTHdUKaLnK)




2. Kabens mis OKT ¢ Harpysouroi mpoGoii - we Gomee 5 mr.

3. Iepexoanky (BKMOYas 3amenka, OaHaH, Kpokoxui) - He Gosee 90 mT.
4. TIIpueTep BHEMHMIA - He Gonee 2 T,

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

6. Pa3pem BBOA-BEIBOMA - He Gonee 3 mT.

7. Cymka mns snextpokapauorpada - 1 mr

Mecro npoussocTaa:

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.

o~

Izan Ilyaii
(urmnmas], GaMuus)

: KA U NEKJTAPYPOBAHM 9», Ne RA.RU.11MIT18
(HauMEHOBAHMKE U AAPEC OPrana 1o cepTHdHKaLIK,

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

3PErUCTPUPOBABILETO ACKIIAPAHIO)

N.MIM18.B.02922/20 ot 29.05.2020 aeiicTeyeT Ao 29.05.2

(mata p- UCTPaUUM U PErHCTPALYOHHEIN HOMeEp AeKnap: | uH)
zq AL Toxo

023

(mommuct | wanuManst, daMuIHs PyKOROAMTENS OpraHa fic - epTHQUKaLuK)



