JAEKJAPATIMA O COOTBETCTBHUU

O6wmectBo ¢ orpanndenHoH oTBeTcTBEHHOCTBIO (LIEPEBPYM-M» (OO0 «ITEPEBPYM-M»)

HAaWMEHOBaHHE OPTaHK3alMK WK (PAMUJTHS, WMS, OTYECTBO MHAMBUIYATHOTO TIPSATPHHHMATENS, TIPHHABLLMX IEKTAPALIHMIO O
COOTBETCTBHH
3aperucrpuposa(a) Mucniexkius MeepanbHolt Hanoropoi cimyx6sl o JIeHHHCKOMY paiioHy r. Biagusoctoka
ot 20.06.2016, OT'PH: 1162536072126

CBENCHHSA 0 PErUCTPAIMY OPTaHH3alHH HIH HHAMBHIYATEHOTO IPEITNIPHHAMATENA (HAMMEHOBAHHE PErHCTPHPYIOLICTO OpraHa, Jara
PEruCTpAlMK, PErMCTPAlHOHHEIH HoMep)

Anpec: 690091, Poccus, Ilpumopckuii kpaii, r. Bnaguroctok, yn. Turporas, 1. 30, kabuner 8a, tenedon:8
(423) 230-20-39, dakc: 8 (423) 230-20-39

anpec, TenedoH, dakc

B muue Jupextopa Mopozora Apremus BiaguMupoBrda

(n0IKHOCTE, haMHITHS, HMS, OTHECTBO PYKOBOJIUTENS OPIaHM3ALMH, OT UMEHH KOTOPOH NPHHUMACTCS IeKnaparius)
3asBigeT, 4yto CucTeMa Ul BIMBAaHUS, TIEPEIMBAHMS KPOBH, KPOBe3aMeHUTENEH 1 HHDY3MOHHBIX PACTBOPOR
Cucrema A8 BIMBAHMSA, NEPEIMBAHUA KPOBH, KPOBE3aMEHHTENEeH 1 HHY3MOHHBIX PAaCTBOPOR:

1. YerpolicTBo HH(Y3HOHHOE OJHOKPATHOrO NPUMEHEHUs (C UIJIOH 1 6€3 UIIIB, ¢ YCTPOHCTBOM AT BIHBAHHS
B Massle BeHel "Katetep-6abouka" uimm Ges ycTpoiicTsa).

2. YcrpolicTBo TpaHC(y3MOHHOE OJHOKPATHOTO NMPUMEHEHHA.

3. YcrpolicTBo Ang BauBaHus B Manble BeHbl "Kartetep-6abouka” oqnokparhoro npumenenus: 18G, 19G, 20G,
21G, 22G, 23G, 24G, 25G, 26G, 27G.

(HaMMEHOBAHUE, THII, MAPKA IPOIYKLMH, Ha KOTOPYIO PACIPOCTPAHACTCA AeKTaparus,

Cepuiinsiii seimyck, Kog OKIIJ 2 32.50.50.000, Kog TH BSJT 9018311009

CBEICHHS O CECPMIHOM BBIITYCKE HMITH apTHH (HOMep MapTHH, HOMepa H3NeNni, peKBUIUTEI I0roBopa (KOHTpakTa), HaknanHas, koq OK
005-93 u (mmu) TH B3] TC umm OK 002-93 (OKVH)

Hsrotosutens: «Shandong Protos Medical Products Co., Ltd.»
Anpec: 1 YuQing E. Street, Hi-Tech Industry Development Zone, 261031 Weifang, Shandong Province, China,
Kuraii

(HaJ’IME.HOBBHHG H3IOTOBHUTENA, CTPAHBI T.[‘l.)
cooreercTByeT Tpebopanuam 'OCT P 50444-92 (Paspener 3, 4), TOCT ISO 10993-1-2011, 'OCT ISO 10993-
4-2011, TOCT ISO 10993-5-2011, TOCT ISO 10993-10-2011, I'OCT ISO 10993-11-2011, I'OCT P 52770-

2016

(o603HaueHre HOPMATHBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPBIM OATBEPKICHO JAHHOH Jekiapaliiel, ¢ yKa3aHHeM IIyHKTOB 3THX
HOPMATHBHEIX JOKYMEHTOB, COAEPKalIUX TpeOOBAHUS AN NAHHOK MPOTYKIIHH)

Jexmapanus npuHaTa Ha ocHoBaHKH: CepTHdukara cucTeMbl MeHeLxkMeHTa kadecTsa EN ISO 13485:2012, ot
12.10.2015 no 11.10.2020 ropa, Beriad TUV Rheinland LGA Products Gmbh, peructpaumonHslii Homep Ne SX
60088817 001. Peructpauunonnoro ynocrosepenus Ne ®C3 2008/03149 ot 19.11.2008 ropa, BELIaHHOTO
DenepabHOM city:k00H Mo Hag3opy B chepe 3apaBooxpaHeHus (PocsgpaBHanzop)

(uHbOpMAIMS 0 TOKYMEHTAX, ABISIOLIMXCS OCHOBAHHMEM A TIPHHATHSA JIEKTaPaliiK)

Hara npunsatug geknapanud  28.08.2019

Hekapalusi 0 COOTB@TCTBHHU AEHCTBUTENBHA 10 27.08.2022 r.

M.IL A.B. Mopo3zos

(moamuce) (MHunHanst, GamMuIHs)

CBG}IGHH}I 0 PETHCTPALHH ACKIapalHd 0 COOTBETCTBHH
Pemm:paunonmm rHomep RA.RU.11AJ137, Oprau no ceprudukaimu npoxyknuu "Kpacao Jlap" OO0 "1

(HAMMEHOBAHME Y alpec OpraHa no cepTH(HKAIMM, 3apeTHCTPUPOBABILETO AEKTAPALIHIO)

t 7018,\POCCI/IH ropon Mockaa, yii. Cymiépckuii Ban, 1. 9, k. 1, 0.513

(mara perMcTpaliK M PETHCTPALMOHHBIH HOMED JIE‘KJTﬂpauHI/!)

I'ypeeBa Bepa MuxaliioBHa

(monKch, HHUIKAIBL, aMATHA PYKOBOJUTE OPraHa I10 CepTHMKAIUM)



