JNTEKJIAPAIIASI O COOTBETCTBHUUA
Axunonepnoe obomecrso "KOMILUIEKTCEPBUC'"; AO "KOMIIJIEKTCEPBHUC"

(HaMMCHOBaHHC OpraHu3auuvy Uinu q)aMI/Ull/lil UMsl, OTYECTBO HHAWBHU/YyaJIbHOI'O NpeAnpUHAMATEA, NPUHABILLIAX JICKJIapauuio o COOTBC’FCTBMI/I)
Uncnexuust OenepanbHoii Hamoropoi ciyx6sl Ne 43 o r. Mockse, 01.03.2018

CBEJCHMS O PEruCTPaLIMK OpraHu3aiyiu Wik WHIAMBUAYAJIbHOTO NPEANPHHUMATEIA

OI'PH 1027739101004

(HaMMCHOBaHHE PErHCTPUPYIOLIETO OpraHa, AaTa PErHCTPALNH, PETHCTPALMOHHBIH HOMEP)

Anpec: 125413, r. Mocksa, yi. ConHeunoropekas, A. 4, crp. 10, mancapsa, enedoH: +7 (495) 987-18-92

(anpec, TenedoH, hakc)
B e McnonauTensHoro gupexropa Kpukynanka Makcima boprucosrta, ISHCTBYIOLIETO Ha
ocuoBanuu goepennoctd Ne 77 AB 7320858 or 29.03.2018

(OIDKHOCTD, (haMHIIHS, MMsI, OTHECTBO PYKOBOJMTENIS OPraHH3aLWH, OT MMCHH KOTOPOH NPUHUMACTCS JieKapanms)
3asBIsieT, 4YTO H3mepHTe H APTEPHAIBLHOTO IABJICHHS U YACTOTDI MYJIbCA ABTOMATHIECKHE
OMRON: M2 Basic (HEM-7121-ALRU), M2 Basic (HEM-7121-RU), M2 Basic
(HEM-7121-ARU), M2 Classic (HEM- 7122-ALRU), M2 Classic (HEM-7122-
LRU), M3 Eco (HEM-7131-ARU), M3 Expert (HEM-7132- ALRU), M3 Family
(HEM-7133-ALRU)

(HaMMeHOBaHNE, THIT, MAPKa MPOLYKLMH (YCIYrH), Ha KOTOPYIO PACTIPOCTPAHAETCs ACK/IapaLlys)

Kox OKII/I2 26.60.12.129 Kox TH B2/1 9018 90 100 0

ko OK 005-93 u (uau) TH BOJ{ CHI™ um OK 002-93 (OKYH), ceaeHis 0 CEpUITHOM BBITYCKE WM MAPTHH
CepwuifHbli BBITYCK

(HOMED TapTHU, HOMEPA W3JCIIHIA, PEKBU3HTHI JIOrOBOPA (KOHTPAKTA), HaKJIaiHas )

"OMPOH XEJICKDA Ko., JIta.", Sinonus,
OMRON HEALTHCARE Co., Ltd., 53, Kunotsubo, Terado-cho, Muko, Kyoto, 617-0002 Japan

HAHMMEHOBAHHE U3rOTOBUTE]IA, CTPAHBI U T.IL.

coorserctByer Tpebosanusim:  [T'OCT P 50444-92 (Pasn. 3,4), TOCT P MOK 60601-1-2010,
I'OCT P 31515.1-2012 (EN 1060-1:1996), TOCT 31515.3-2012 (EN 1060-3:1997)

(0603HAUCHHE HOPMATHBHLIX JI0KYMEHTOB, COOTBETCTBHE KOTOPBIM TIOATBEPIKACHO JAHHOH JCKNapalHeH, C yKa3aHHEM [YHKTOB STHX HOPMATHBHDIX
JIOKYMEHTOB, COAEPIKAILMX TPeOOBaHMs /Ul JAHHOM NPOJYKLIMH (ycnyru))

Jlexiaparisi OPUHATA HA OCHOBAHMHM: IPOTOKONA TEXHMYECKUX HCIBITAHHH No 2015.TD-15.11CD or
10.11.2015 OO0 WJILT "MexnTectIIpu6op", per. Ne POCC RU.0001.21MII26 ot 22.07.2015
Perucrpanponsoe yuaoctopepenne (DenepanbHoi CIyKObl 1O Haa30py B cdepe 31paBOOXpaHEHH
(POC3IPABHAJI30P) Ne P3H 2015/3210 ot 16.10.2015

an)opmauym 0 JOKYMCHTaX, sIBJISIFOILMXCsL OCHOBAHWEM JUTst MPUHATHSA Aexnapaumi)

Jlata npunstus gexnapandn - 08.10.2018

Jlexnapaiusi 0 COOTBETCTBUH JE€HCTBUTEIIbHA JIO 08.10.2021

Kpukynunk Makcum bopucoBu4
(MHMIHATEL, (aMHIIH)

CBeJieHUs] O PETHCTPALIH JEKJIapalii O COOTBETCTBUU
000 "LIEHTP CEPTUDUKAIIUU U IEKJIAPUPOBAHIA", Ne RA RU.11 MII18

(HAlIMEHOBAIHE 1 aJIPeC OpraHa no cepTH(HUKALIMH,

123308, M()CKBa, yn Muépnuku, 1om Ne 3, kopryc 1 Teiedon: +7 (495) 783-42-17

3apErUCTPHPOBABILENO AEKIapaLMIO)

POCC RU JI-JP.MII118.B.00117/18 ot 08.10.2018 neiictByer 10 08.10.2021

(maTa perucTpalii i PerHCTPALMOHHbIH HOMEP JEKIapaLui)

MH - yel - AL Toko

(NOAMICH, HHULHATEL, (JaMiLis PyKOBOMTES Oprana 1o cepTH(UKaLin)




V3MepuTen apTepHaIbHOTO JABIEHHs U YacTOTHI yiibca aBTomaTrueckne OMRON: M2 Basic (HEM-7121-
ALRU), M2 Basic (HEM-7121-RU), M2 Basic (HEM-7121-ARU), M2 Classic (HEM- 7122-ALRU), M2
Classic (HEM-7122-LRU), M3 Eco (HEM-7131-ARU), M3 Expert (HEM-7132- ALRU), M3 Family (HEM-
7133-ALRU) ¢ npuHaUIe)KHOCTIMHU:

[. Vi3aMepuTes apTepHaTbHOTO JAABIEHAS U YacTOTHI ITyabca apToMaTrdeckuiit OMRON M2 Basic (HEM-
7121-ALRU), B KOMIUIEKTaLHH:

1. DaeKTpoHHBIH 00K

2. Mamxera komnpeccuonnass HEM-RML31

3. PyKOBOJCTBO 110 9KCIIIyaTalluu

4. Yexon st XpaHeHus: mpudopa

5. Ananrep nepemennoro Toka AC ADAPTER-S (60240HWSSW)

6. KoMIIJIEKT 271eMEHTOB ITUTAaHUS

7. XKypnai 1715 3aIIUCH apTEPHAILHOTO TaBJICHUS

8. "apaHTUIHBIN TaJIOH

[IpuHaIeKHOCTH:

1. Mamxkera komnpeccronHass HEM-RML31

2. Mamxera CS2 Small Cuff (HEM-CS24)

3. Anantep nepementoro roka AC ADAPTER-S (60240HWS5SW)

[1. V3mepuTesh apTepHaIbHOTrO JIaBIEHUs U YacTOTHI Iyibca apromaruueckuit OMRON M2 Basic (HEM-
7121-RU), B KOMIUIEKTAIUHU:

1. DaexTpoHHbIH 070K

2. Mamxera komnpeccuonHast CM

3. PykoBOJICTBO 10 OKCIUTyaTallHK

4. Yexon uis XpaHeHUs mpudbopa

S. KOMIUIEKT 3JIeMEHTOB ITUTAHHS

6. JKypHa Juist 3aIucH apTepHaIbHOTO JaBJICHHUs

7. 'apanTHiiHBIA TAJIOH

[IpuHaIeKHOCTH:

1. Mamxera komnpeccuonHass HEM-RML31

2. Mamxera CS2 Small Cuff (HEM-CS24)

3. Mamxera CM Medium Cuff

4. Ananrep nepemennoro Toka AC ADAPTER-S (60240HWS5SW)

[11. Mi3sMepHTeITh apTepHaIbHOTO IaBJeH s U 4acToThI Iylibca aBToMarnueckuit OMRON M2 Basic (HEM-
7121-ARU), B KOMILIEKTalKH:

1. DyteKTpOHHBIH 010K

2. Mamxkera komnpeccuonHass CM

3. PykoBozcTBO 1O 9KCIUTyaTalluy

4. Yexon 1 XpaHeHuUs: mpudopa

5. Ananrep nepemennoro toka AC ADAPTER-S (60240HWSSW)

6. KOMeKT 3JIEMEHTOB ITHTaHHsI

Kpuxkynunk Makcum bopucoBuy
(MHUIHAATBL, (aMUITHS)

(HanMeHOBaHHE ¥ aJipec OpraHa o cepm(bukaunu

123308 MocmB 1. Muésuaukn, oM Ne 3, kopryc 1 tenedon: +7 (495) 783-42-17

3aperucCTpHpOBaBLLCTIO nemapaumo)

; _t fRU J-JP.MI118.B.00117/18 ot 08.10.2018 neiicrByeTt 10 08.10.2021

(narta perucTpalin | PerucTPaLOHHBIH HOMED ACKIapaliin)
i AL loko

\ oM

(MOAIHCE, HHULMANBI, (HPaMHJTHs PYKOBOIHTE/IS OpraHa 1o cepThduKaLiim)




[IpuHamIe)HOCTH:

1. Mamxera komnpeccuonnasi HEM-RML31

2. Mamxera CS2 Small Cuff (HEM-CS24)

3. Mamxkera CM Medium Cuff

4. Ananrep nepemennoro Toka AC ADAPTER-S (60240HWSSW)
V. V3MepuTeNnh apTepHaIbHOrO JAaBICHUs X YaCTOTHI ITyJIbca aBTOMATHYCCKUH OMRON M2 Classic (HEM-
7122-LRU), B KOMIUJIEKTAIlAH:

. DIeKTpOHHBIH 010K

. Mamxera xomnpeccuornnass HEM-RML31

. PyKOBOJICTBO IO 9KCILTyaTaluu

. Uexou iyist XpaHeHust npudopa

. KomIieKT 2/1eMEeHTOB MUTAHUs

. Kypnau a5 3anucu apreprHabHOrO JaBJICHUS

. ['apanTuiinbli Taao0H

[IpuHaIeKHOCTH:

1. Mamxera komnpeccuonras HEM-RML31

2. Mamxera CS2 Small Cuff (HEM-CS24)

3. Ananrep nepementoro Toka AC ADAPTER-S (60240HWSSW)
V. UsmepuTeb apTepHanbHOrO JABIEHHS. X YaCTOTHI Iyibca apToMaTrieckuii OMRON M2 Classic (HEM-
7122-ALRU), B KOMIUIEKTALIUH:

1. DyeKTpOHHBIH 610K

. Mamxera komnpeccuonnas HEM-RML31

. PyKoBOZICTBO 10 9KCIITyaTalllK

. Yexou Juist XpaHeHus mpudbopa

. Ananrep nepemennoro Toka AC ADAPTER-S (60240HWSSW)
. KoMIjIeKT 3J1eMEHTOB MUTAaHUS

. JKypHau 1yist 3aIMCH apTepHAIBLHOIO JIABICHHUS

8. [apanTuiiHblii Tanon

[IpunanneXHOCTH:

1. Mamxkera kommnpeccuornnas HEM-RML31

2. Mamxera CS2 Small Cuff (HEM-CS24)

3. Ananrep nepemennoro toka AC ADAPTER-S (60240HWS5SW)
V1. UsMmepuTens apTepHaibHOrO JIaBIEHUs U YacTOTHI IMyJbca apTomaruuecknii OMRON M3 Eco (HEM-
7131-ARU) B KOMIIJIEKTALIUU:

1. DJIeKTPOHHBIH OJI0K

2. Mamkera komnpeccronHasi CM

3. PyKoBOJICTBO 10 3KCILTyaTalli{

4. Yexon JuIst XpaHEeHHUs Ipudopa

5. Anantep nepemennoro Toka AC ADAPTER-S (60240HWSSW)
6. Ko JEKT QIEMEHTOB IIHTAHHS
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Kpukynunk Makeum bopucoBud
(MHUIHAATBL, (aMUIIHs)

SRR CTpauHH JIEKJIapalil O COOTBETCTBUU
OQO "HEHTP CEPTUOUKAIIUU U JEKJIAPUPOBAHUS", No RA RU.11 MIT18

(HAHMEHOBAHUE 1 a/Pec OpraHa no cepTHHHUKALUH,
; ,123308 MOGKBa yaL. Muésauky, 1oMm Ne 3, kopnyc 1 Tenedon: +7 (495) 783-42-17

3aperucTPHpOBABLIETo JEKIapalHio)

POCC RU JA-JP.MI118.B.00117/18 ot 08.10.2018 neiicrByet 10 08.10.2021
(maTa perucTpaunH U PErHCTPALIOHHEJI HOMEp JeKapaLnn)
A A Jl. loxo

(MOAMKCH, HHULMABI, (JaMHIIIS PYKOBOMTENS OPraHa 1o CepTH(HKALIIIT)




[IpunauiexsocTu:

1. Manxera komnpeccuonnass HEM-RML31

2. Manxera CS2 Small Cuff (HEM-CS24)

3. Manmxera CM Medium Cuff

4. Ananrtep nepemennoro toka AC ADAPTER-S (60240HWS5SW)

VII. U3meputenb apTepraibHOTO JaBICHUS ¥ 4acTOTHI mysibca apromarndeckunit OMRON M3 Expert (HEM-
7132-ALRU) B KOMILJIEKTALIHH:

1. DnexTpoHHBIH 610K

2. Mamxera komrnpeccuonaass HEM-RML31

3. PyKoBOZACTBO 1O 3KCILIyaTaluu

4. Yexon st XxpaneHus: npudopa

5. Anantep nepemenHoro Toka AC ADAPTER-S (60240HWS5SW)

6. KommiekT a51eMEeHTOB MUTAHUS

7. XKypHai s 3al1UcH apTepUaIbHOTO JaBICHUs

8. 'apanTHiiHbIi TANOH

[TpunannexxuocTu:

1. Manxera komnpeccuonnass HEM-RML31

2. Mamxera CS2 Small Cuff (HEM-CS24)

3. Anantep nepemenHoro toka AC ADAPTER-S (60240HWS5SW)

VIII. Usmepurenb apTepraibHOTo JaBJICHHs U 4acTOThI myJsibca aBToMarndeckuiit OMRON M3 Family
(HEM-7133-ALRU), B kOMIIIEKTallUK:

1. DnexTpoHHbIH 010K

. Mamnxeta komnpeccuonnass HEM-RML31

. PykoBozaCTBO 110 3KCIUTYaTaluu

. Uexou uist XpaHeHus mpudopa

. Anantep nepemennoro toka AC ADAPTER-S (60240HWS5SW)

. Kommuiekr aieMeHTOB nuTanus

. KypHas 115 3anucu apTepuanbHOTO TABICHUS

. l'apanTuiineiii TanoH

[IpunamiexxnocTu:

1. Manxeta komnpeccuonnass HEM-RML31

2. Mamnxera CS2 Small Cuff (HEM-CS24)

3. Ananrep nepemennoro Toka AC ADAPTER-S (60240HWS5SW)

Mecto npousBojicTBa:

1. OMRON HEALTHCARE Co., Ltd., 53, Kunotsubo, Terado-cho, Muko, Kyoto, 617-0002 Japan

2. OMRON DALIAN Co., Ltd., No. 3, Song Jiang Road, Economic and Technical Development Zone, Dalian
116600, China

3. OMRON HEALTHCARE MANUFACTURING VIETNAM CO., LTD., No.28 VSIP II, Street 2,
Vietnam-Singapore Industrial Park II, Binh Duong Industry-Services-Urban Complex, Hoa Phu Ward, Thu
Dau Mot Clty, Binh Duong Province, Vietnam
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Kpukynunk Makcum bopucoBuy
(MHUTHAITBL, ()aMHJITHS)

000 "HEHTP CEPTI/ICDI/IKAHI/H/I U JEKJIAPUPOBAHUMA", Ne RA RU.11 MIT18

(HaNMEHOBAHIE U aJPEC OPraHa Mo cepTH(hHKALHIH,

123308 Mocxb@, yjl MauéBnuky, 1om Ne 3, kopryce 1 tenedon: +7 (495) 783-42-17

3apCrucTpupoBaBIlCro ueknapaumo)

P@‘C RU JA-JP.MII18.B.00117/18 ot 08.10.2018 nericrByer a0 08.10.2021

(HaTa perucTpalii 1 perncTpaLOHHBIH HOMED JeK/apalnH)

MH 8 , il AJL. Toxo

(MOAMIICh, HHULHMABL, (PAMMITIS PYKOBOAUTENST OPraHa Mo cepTu(huKaum)




