HAEKJAPAIIMSA O COOTBETCTBUHA

OGmecTBo ¢ orpannyenHol oTBeTcTBeRHOCTRI0 "MEJIPAHCHC" (000 "MEJIPAMCHC")

HAaHUMEHOBAHHE OpraHH3alMH HIH (IJaMPlJ'IHE, WUMA, OTYECTBO MHANBHAYANLHOTO MPEANPHHHUMATENS, IPUHABIIMX NEKNAPALIHI0 O COOTBETCTBHH

3aperucTprposan MexpaiionHas uHcnekus OeiepanbHoi HaTorosoi ciysx6e Ne 46 mo r. Mockee, nara
peructparuu 18.03.2020 roma, OI'PH: 1207700124752

CBEACHHUA O PETHCTPALUNH OPTaHH3ALMH HITH HHIMBHYATbHOTO MPEANPHHHMATENS (HAHMEHOBAHHE PErHCTPMPYIONIEr0 OPraHa, JaTa PErHCTPALHH,
PerHCTPALMOHHEIH HOMED)

FOpunuyeckuit anpec u anpec hakTHIECKOTO MeCTOHAaX0XKIeHus: Poccniickas ®eepanmst, Mocksa, 107023,
ynuna bonsmas Ceménonckas, nom 40, oduc 306, renedon: +79934442200, sneKTpoHHAS I0YTA:
Xserviseru@gmail.com

anpec, TenetoH, (axc

B 1uue ['enepansroro mupekropa Cemenosa [{Mutpus AHnpeesnya

JOMKHOCTb, (PaMHITHA, UMS, OTYECTBO PYKOBOAHTENS OPraHM3aLMK, OT HMEHH KOTOPOMH MPUHUMAETCA JeKIapaLis

3afiBJISIET, 1TO

Amnmapar uckyccTBeHHOM BeHTHIsimH Jerkux (MBJI) Boaray 5000D, ¢ npunamnexsoctsmu I Cocras: 1.
Ocuopnoii 6nox-annapara UBJI ¢ kabenem nutanus - 1 mr. 2. Kabens 3azemnenus must UBJI - 1 . 3.
Tenexka mist annapara VIBJI- 1 mr. 4. Kposmrreits nogsmwkHedi - 1 wrr. 5. LCD - MOBHTOp CEHCOPHEIH s
anmapara VIBJI 15 mrofimos - 1 mt. 6. Kpennenne ms LCD- monuTopa - 1 mt. 7. I1lnanr ms mogaun
kuciopoza - 1 wr. 8. llnanr s nonayu Bo3gyxa - 1 wr. 9. Jlatyuk xuciopona - 1 mt 10. Kommpeccop
Bo3myxa Boaray 10A, ¢ xabenem nutanus - 1 wr. 11. Bunt-"6apamex" M5X30 - 1 wr. 12.
OKCIUTyaTallHOHHas JOKyMEHTAIHUs B COCTaBE: - PYKOBOJCTBO MO 3KCILTYaTAIlHH MEIUIHHCKOTO H3IEIHS; -
KpaTKOe PYyKOBOJCTBO IO 3KCIUTyaTallui MEIUITMHCKOTO U3/IEIHs; - PYKOBOJCTBO 110 SKCILTYaTallHK
"Kommpeccop Boszayxa Boaray 10A, ¢ xabeneM nutanus"; - KpaTKoe pyKOBOACTBO IO SKCILTyaTaIlHH
"Komnpeccop Bosayxa Boaray 10A, ¢ xabenem nutanus". 13. Tapantuiinsii tanow. I1. [TpunagnexusocTy: 1.
Axxymynarop - 1 wr 2. bakrepuanbusiii GunsTp - He 6osee 500 . 3. Bosgymmslit GuisTp - He Gonee 500
. 4. Konnexrop L- o6pasueri - ve 6oxee 10 mt. 5. Tectooe jerkoe - 1 mrr. I11. Cepuituapie HOMepa:
020120040332; 020120040329; 020120040315; 020120040319; 020120040331; 020120040316;
020120040334; 020120040350; 020120040419, 020120040420; 020120040422;020120040364;
020120040403; 020120040346; 020120040424; 020120040386; 020120040407;020120040303;
020120040372;020120040408; ¢ 020120087001 mo 020120088000.

HaUMEHOBAHHE, THIL, MaPKa NPOAYKUMK (YCITYTH), Ha KOTOPYIO pacnpocTpanaeTcs Aeknapauud, kog OK 005-93 u (unn) TH B3] Poccuu, cBeieHus 0 CepHitHOM
BBIMYCKE MITH MAPTHH (HOMEp NapTHH, HOMEpA U3AEeNHii, PEKBU3HTHI JOroBOpa /KOHTPAKTA/, HAKNA/HAS, HAKMEHOBAHHE M3TOTOBUTENS, CTPAHBI M T. IN.)

CepuitHblit BRITYyCK
Koa OKIIJ 2: 32.50.21.122
Kox TH B3 9019200000

Harorosurens: "Isapwions [Ipynyc Memukan Ko., JIta.". IOpuaudeckuii anpec u agpec GakTHYECKOTO
MecToHaxoxaeHus: , Shenzhen Prunus Medical Co., Ltd., 6th Floor and Zone A of 9th Floor, Block C, No.
71-3, Xintian Road, Fuyong Street Bao‘an District, 518103 Shenzhen, Guangdong, Kurait

coorBercTBYeT TpedoBanusam ['OCT P 50444-92 Paznmener 3, 4, TOCT P 50267.0-92, TOCT P M3K 60601-
1-2010, 'OCT IEC 60601-1-8-2011, 'OCT 31518.1-2012 (IS05356-1:2004), TOCT IEC 60601-1-1-2011,
['OCT 30324.0.4-2002, TOCT P 1CO 80601-2-13-2013, TOCT ISO 5358-2012, TOCT ISO 8185-2012,
['OCT ISO 8835-3-2012, 'OCT P 50327.2-92 (MCO 5356-2-87) Pazmens1 4, 5, TOCT P UCO 80601-2-12-
2013, TOCT 31057-2012 (ISO 8382:1988), 'OCT 31511.2-2012 (ISO 10651-2:1996), TOCT P ICO
10651.3-99

0003HAYCHNE HOPMATHBHBIX J0KYMEHTOB, COOTBETCTBHE KOTOPBIM MOATBEPYKICHO NaHHOMN JeK/1apalHeit, ¢ YKasaHHeM IyHKTOR 3THX HOPMATHBHBIX JIOKYMEHTOE,
cosiepsKkammx TpeboBaHHA 1N JaHHOH NPOLYKLHH

D:CK.IIapaIIHH 0 COOTBETCTBHH MNPHUHATA HA OCHOBAHHM:

Ceprudukata cucteMel MeHeKkMeHTa kadecTBa ISO 13485:2016 Ne Q5 004372 0006 Rev.00, cpox neiicTBus
¢ 18.12.2019 mo 12.10.2022 rona, Bergas Tuv Sud Product Service GmbH; Peructparmonnoro
ynoctoBepenus Ne P3H 2020/12346, ot 27.10.2020 roaa, Beinano PemgepanbHoi cry:k60# M0 Ham30py B
cepe 3npaBooxpanenus (PocznpaBHanzop)

HHq}OPMﬂUMﬂ 0 JOKYMEHTAaxX, ABJAOIIHXCA 0CHOBAHHEM U5 NMPHHATHA OCKNapalHH

Hata npuasaTas gexnapanuu 20.11.2020



Jlexnapanus 0 COOTBETCTBHH JeHcTBHTeNbLHA 10 19.11.2025
M.IL

. A. Cemenos

[OATIHCE HHULMANGL, haMuIns

CBEI[EHHH O PErucTpanuy JeKJApalnHHu 0 COOTBETCTBHH

Peructpanuonnsiit Homep oprana no cepruduxanuu: RA.RU.10HX37, Opran o cepTuduKaImy IpoTyKIHi
OBecTsa ¢ orpaHu4eHHOR 0TBETCTBEHHOCTEIO "CepTlIpoMOKCepT", anpec MecTa HaXOKICHHUS H
daxTrueckuit anpec: 105120, POCCHSI, r. Mockea, yn Cripomsataunyeckas Hik., m. 11, crp. 52, stax 3,
noM. I, koM. 7

HAaUMEHOBAHHE W /IPEC OpraHa o CepTH(HKALMM, 32PErHCTPUPOBABILErO JEKIapaLHio

JlaTa PErUCTPAUMH M PErHCTPALIMOHHBIH HOMEP AeKIapaLuu

. Y. Hanwnnosa

TNOMIHCE, MHHUMANEL, (AMHITHI PYKOBOAHTENA OpraHa no cepTuduxauuu




