JAEKJAPAIINA O COOTBETCTBHUH
O6mecTBo ¢ orpaHntieHHO# oTBeTcTBeHHOCTRIO "OHJIAIIC
(000 "OUJIHIIC")
(HaHMeHDBaHHC OpraHH3alHH HIH (!JaMHHHﬁ, HMA, OTUECTBO HHAWBMAYATLHOTO NPEANPHHHMATENA, NPHHABIIHX ACKTAPALHID O COOTBETCTBHH)
Uncneknus PenepanbHoit Hanmoropo# cry6s1 Ne 3 o r. Mockse , 02.02.2012
CBEREHHA O PETHCTPALMH OPraHH3AUHN HWITH HHAWBUAYANEHOTO NPCANPHHAMATENA

OI'PH 1027700044074

(HAMMEHOBAHHE PETHCTPHPYIOLIETO OPTaHa, AaTa PErHCTPaUMK, PErHCTPALIHOHHDIA HOMED)

Anpec: 123022, r. Mockea, yn. Cepres Makeesa, &. 13, Tenedon: +7(495) 937 93 00, daxe: +7 (495) 937 93
59

(anpec, Tenedon, daxe)
B mune IenepamsHoro aupektopa Kysnenora Makcuma Esrenbesrua
(IOTHHOCTH, GAMHIIHA, MM, OTHECTBO PYKOBOAMTENA OPTaHH3alM, OT HMEHH KOTOPOH MPHHHMAETCA ASKNApatmA}
3agBnseT, YTo CucTeMa noagepKaHus NOJOKHTEIBLHOIO JABJIEHHS B AbIXATEJILHBIX MyTAX
BiPAP, BapuanTel ncnoanenns: BiPAP S/T, BiPAP AVAPS, BiPAP A30, BiPAP

Ad40, BiPAP Auto SV, ¢ npuHagaexHOCTAMH

{HBHMCHOBAHHE, THN, MAPKA MPOAYKUMH (YCIYTH), Ha KOTOPYIO PaCcTipOCTPaHAETCA NSKNApAuus)

Kon OKIIA2 32.50.21.121 Kon TH B3J1 9019 20 000 0

kon OKTIZI2 v (nnu) TH B3 CHI nnu QK 002-93 (OKYH), ceeneHHA 0 cepuiiHOM BBIMYCKE HH NapTHA
CepuiiHblii BBITYCK

(HOMep NapTHH, HOMEPa H3AENNH, PEKBHINTHI IONOBOPA (KOHTPAKTA), HaKNanHasn)
"Pecnuponnke Huxk.", CLIA,
Respironics Inc., 1001 Murry Ridge Lane, Murrysville, PA 15668-8550, USA

HaUMEHOBAHHE W3MOTOBUTENA, CTPAHEI H T.M.

cootBeTcTRYeT TpeboBauusam: ['OCT P 50444-92 (p. 3, 4), TOCT P MOK 60601-1-2010

(0603HAYEHHE HOPMATHBHBIX AOKYMEHTOB, COOTBETCTBHE KOTOPBIM NOATBEPHACHO AAHKOI Aeknapauted, ¢
YKa3aHHeM NMYHKTOB 3THX HOPMATHBHLIX JOKYMCHTOB, COQEPHAIHX TPGOBAHUA ANA AHHOH MPOAYKUHH (YonyTH))

Jlexnapanius IpHHATA Ha OCHOBAHMH: NPOTOKONA TEXHHYECKHX HcnblTanuii Ne 2019.TD-35.03CD ot
21.03.2019 000 WJILI "MenTectlIpubop”, per. Ne POCC RU.0001.21MI126 ot 22.07.2015
PerucrpanuonHoe yaocrosepenne MenepanpHoil cyxOs1 o Ham3opy B cdepe 3ApaBOOXpaHEHUA
(POC3OPABHAJT30P) Ne P3H 2013/31 ot 06.03.2013

(HHtl)OpMﬂ.uHﬂ O JOKYMEHTAX, ABIAKLIMXCA OCHOBAHNEM ANA NPHHATHA AEKNapatsu}

Jlata npuHaTHA neknapanun  26.03.2019

Jlexnapanus 0 COOTBETCTBHH ACHCTBHTEIbHA HO 26.03.2022

Ky3sneuop Makcum EBreHbeBu%
Baxsanoga

(TMOAMHCE), . Bnapumuposna (HHHIAATIEL dhamuus)

WKOBOAVTEND Orpena
nNpasneHwio KauecTBoM
000 ~®PUNUNC»
No AOBEPEHHOCTH

1] Mmﬁemcmaunn JEKNIApaldd 0 COOTBETCTBHH
kR CEPTI/ICDI/IKAI.II/II/I U NEKJIAPHPOBAHHA», Ne RA.RU.11MIT18

(HAKMEHOBANKE H ANPEC OPraHa No cepTRdHKALNM,

08N “_KB&; wJ;f.n.,Mﬂemmm zom Ne 3, xopmye 1 tenedon: +7 (495) 783-42-17

(naTa perucTpaLiii H PEruCTPALMOHHBIA HOMEP AeKNapaLyy)

; . : : | || 3aPErMCTPHPOBABIIETO ACKNAPALHID)
2\ \ éiacc_ eT 0o 26.03.2022

AL Joxo

(nOAMHCE, MHWUMATLL, GaMUIUA PYKOBOANTENA OpTaHa no cepTH KRKaLMM)



2
1. Cuctema nopaepxaHus MOJOKHUTEIBHOrO NaBJIeHHs B ABIXaTeNbHBIX MyTAX BiPAP, BapHaHTEI HCIIOTHEHHA:
BiPAP S/T, BiPAP AVAPS, BiPAP A30, BiPAP A40, BiPAP Auto SV, B coctase:
1. Bnok ocHOBHOIA.
II. [TpuHAAIEKHOCTH:
1. YBnaxxHuTenb BO3ayXa.
2. Moayns ceeMHOH Gatapen.
3. Kapra nudposas samuuentas (SD).
4. OubTp CBEpXTOHKHHA Oenbii.
5. @UIBTp MHOTOKPATHOTO MCTIOIB30BAHUA H3 CEPOro BCIEHEHHOIO MaTepHaa.
6. AnanTep NMTaHHA IEPEMEHHOTO TOKA.
7. Hepxartens kabens.
8. BuuT 114 nepxartens kabens.
9. Kaenn nutaHus.
10. TpyOxu rubkue (1.8 M x 22 Mm).
11. ®yTnap ansa nepeHOCKH.
12. PyxoBOACTBO MOJIB30BATENA.
13. PykoBOACTBO MEAHLIMHCKOTO pabOTHHKA.
Mecto npoussoacTea: Respironics Inc., 1001 Murry Ridge Lane, Murrysville, PA 15668-8550, USA

ail 4 Kysnenos Makcum EBrenbeBny

BaxeanoBa
(nommuce) o BRBARMUED (mHnEanLL, dbamunus)

Pykosogutens Ovaena
no ynBaaneHmo KayecTEOM
00 «PUINNCs
no ACBEPEHHOCTH
Ceenenus o perucTpanuy AcKnapamnii 0 COOTBCTCTBHH

w CEPTUOUKAIIUU U OEKJTAPUPOBAHHWA», Ne RA.RU.11MI118

{HaWMeHOBAHKE W ANPEC OPTAHA MO CEPTHRMKALIMH,
¢ba, 1. MuépruKH, oM Ne 3, koprye 1 Tenedon: +7 (495) 783-42-17

3APErHCTPUPOBABIIEND AEKNAPALHIO)

;gg{ U \[1-US . MI18.B.00685/19 ot 26.03.2019 geiicTeyer Ao 26.03.2022

(naTa PETHCTPALIMM W PETHCTPALUHOHHBIA HOMEP AEKNAPALIHH)
AL Toxo

NG ] Qi e =
GONS e BT (NOAMHCE, MHUUHANGI, AMHAHA PYKOBORKTENA OpraHa no cepTHhuKaumu}
*




