JEKJIAPALIMSA O COOTBETCTBUM

O06mecTBO ¢ OrpaHHYeHHoH oTBeTcTBeHHOCTRIO ""OIIOPA" (000 "OIIOPA™)

HAMMEHOBAHHE OPraHN3aUHH MK DAMHIHA, HMA, OTHECTBO HHAMBHIYANLHOID NpEANPHEHMATENA, NPHHABIIHX JCKTERALHID O COOTBCTCTBHH

3apeructpuposan Mexpationnas uacnekuma @enepansHoit HanoroBoi cmyx0sr Ne 16 mo HoBocubupckoit
obmacty, fata perucrpanuu 05.07.2018 roga, OI'PH: 1185476056556

CBEACHHA O PEFHCTPALMH OPraHHIAUKK WA HHAHBHIYANEHOND NPEANPHHNMATENA (HAMMEHOBAHHE PETHCTPHPYIOLLEND OPraKa, JATa PErUCTPALHH,
PETHCTPALLMOHHEIH HOMEP)

IOpunuyeckuii aapec u agpec (axrrueckoro mectoHaxoxaenus: Poccus, HoBocubupckas 0bmacts,
630501, Hosocubupckuii paiton, pabouuit nocenok KpacHoobcek, ynuua Cesepnas, noM 5, moMemiesue 1,
tenedon: +78125437100, anexkrponnas noyta: 100m@dobrota.ru

aapec, TenehoH, gake
B e ['eHepansHOro aupexropa JXykosa Pomana Cepreesuua

AOMKHOCTS, (PAMHINA, HMA, OTHECTBO PYKOBOIHTENS OPraHu3IalMH, OT HMEHH KOTOPOH NPHHHMAETCS [eKNapatHs

3asiBJisieT, 9T0 MOHMTOp nauueHTa MyIbTHIIAPAMETPHYECKHUI ¢ IPHHAIEKHOCTAMH
1. G3C

2.G3D

3. G3F

4. G3G

5. G3H

[IpunagnexxHoCTH:

1. Kabens OKI (5 oTBenenuii)

2. Kabens 3KT (3 oTBenenus)

3. 2nexTpoasr DKI™:

- ans B3pocnsix S0,

- ana peter 50mT.

- Ul HOBOPOXKASHHBIX 50 1T,

4. ManskeTs! 1715 U3MEpEHHs NaBJIeHHUA:
-J1JI B3POCHBIX

- g geTen

- U1l HOBOPOXKIEHHBIX.

5. llInyp yAnMHUTENBHBIN JATYHKOB.

6. Tpybxa MaHKeTEI

7. HocoBas TpyOka npixaHus

8. TemneparypHas cucrema:

-POTOBOM 30H/I;

-peKTalbHbI 30H/I.

9. Kabens nuranus

10. Pectuparop

11. Okcumerpuueckue (SpO2) aaTauku:
- 115 B3POCBIX;

-11/11 HOBOPOKIEHHBIX.

12. cucrema MAT:

-a/lanTHBHEIN Kabens UAT;
-oHopasosiii MAJ] matauk.

13. Cuctema kanHorpaduu:

- kanubposouHseH nornoturens CO 2 mir.;
- HOCOBas JipeHakHas TpyOKa;

- BO3AYLIHBIE aJanTepsl 2 WT.

14. AkkymynsTopHble Oatapen 2 mir.

HAUMEHOBAHHE, THIL, MADKA NPOAYKLHH (YCAYTH), HA KOTOPYIO PACIPOCTpaHAETCA Aeknapauus, koa OK 005-93 u (uau) TH BI]] Poccun, caemeHNR 0 cepHitHoM
BBUTYCKE HIH NApTHH (HOMEP NapTHH, HOMEPA H3ALAKI, PEKBHIHTH! I0TOBOPA /KOHTPAKTS/, HAKNANHAR, HAMMEHOBAHHE H3TOTOBHTENA, CTPAHL! H T. I.)

CepuiiHblit BBITYCK
Koa OK (OKIIZ 2): 26.60.12.129
Kox TH B3I EADC: 9018191000



Hsrorosurens: General Meditech, Inc., FOpuaugeckuit anpec u agpec paxTHYECKOrO MECTOHAXOXKICHH:
South Office 4/F, Kezhi Rd. 1 st. West, Science Park, Nanshan, Shenzhen, Guangdong,

People's Republic of China, Kuraii

cooTBercTByeT Tpebopanuam ['OCT P 50444-20, T'OCT P 50267.0-92, T'OCT IEC 60601-1-1-2011,
I'OCT P M3K 60601-1-2-2014, I'OCT 30324.0.4-2002, 'OCT P M2K 60601-2-27-2013

OBOIHAMCHIC HOPMATHBHEBIX SOKYMEHTOR, COOTEETCTRHE KOTOPMM MOATEEMKALHO JAHHOMN fexnapauueli, ¢ yKazaHueM NMYHKTOB 3TN HOPMATHRHEIN 1OKYMEHTOR,
conepxaix TpeSoBaHus AN JaHHOH NPoaYKUHH

Jleks1apauusi 0 COOTBETCTBHH NPHUHATA HA 0CHOBAHHH!
Cepruduxara cucteMsl MeHeKkMenTa kadectsa EN ISO 13485:2016 Ne 9965-2017-CE-RGC-NA-PS Rev.

1.0 o7 17.10.2018 roxa, seinan DNV GL PRESAFE AS - Veritasveien 3, N-1363 Hovik,

Norway - Registered Enterprise No: NO 997 067 401 MVA; PerucTpaisoHHOr0 yA0CTOBEPEHHS Ha
MEIMLHHCKOE H3enne, Beigano DeaepansHoi cnyx0oii no Haa3opy B cdepe 3apaBoOXpaHeHH
(POC3JIPABHAJI30P) Ne ®C3 2011/10653 ot 31.10.2013 roma

HH{IJOPMEH.H:II O DOKYMEHTAX, ABNAKIHXCT OCHOBAHHEM UNA NPHHRTHA JCKnapatiHH

Jdara npunsTHa geknapauun 21.06.2021

P. C. XXykoB

HHHLMANE!, QaMuTHa

JI&TA PErHCTPALMN H PETHCTPALHOHHGI HOMED ASKnapaLy




