AEKJIAPAITASI O COOTBETCTBUHA

OGB1ecTBo ¢ OrpaHUYEHHON OTBETCTBEHHOCTRIO «Y paJIMECHAG)

HaMMCHOBAaHHUEC OPTaHU3AIAN U1 (baMI/IJ'lI/IH, UMs, OTYECTBO UHIUBUIYAITBEHOTO IIpEeaAnpuHUMATENS, TIIPUHSABINUX JCKJIAPAITHIO O
COOTBETCTBHUHU
3aperucTpupoBano MHCIeKIpel Munuctepersa PO o Haoram u cbopam o JIeHrHCKOMY paiioHy r.JbkeBcka
Yamyprekoii Pecry6nuxu or 19.08.2003, OT'PH 1031801055065

CBENCHHA O PErMCTPALMH OPraHM3aLluy MM MHIMBHIYATBHOIO IPEAPUHAMATES (HAMMCHOBAHUE PETHCTPUPYIOLIENO OpraHa, Jara
PETHCTPALMH, PETUCTPAIMOHHEIN HOMED)

Anpec: 426053, r. FbxeBck, yi1. Bopommosa, 77, om. 37, Ten./dakc: +7 (495) 774 7814, e-mail:
info@medobor.ru

anpec, tenedon, paxc
B JaLe qupekTopa Jlomaesa Jimutpus Bragumuposuda, ACHCTBYIOIIEr0 HA OCHOBAHHHM yCTaBa KOMITAHUH

(HOIDKHOCTB, haMUITHSL, MMSI, OTHECTBO PYKOBOLMTELS OpraHu3aluy, OT UIMEHH KOTOPOH NPUHUMACTCS AeKIApaIlHs)
3aspyger, uro [epubpumnsarop PRIMEDIC HeartSave AS (M250) ¢ MIPHUHAAIEKHOCTSIMH:
I. Cocrag:
1. le¢pubprmnsirop PRIMEDIC HeartSave AS (M250).
2. barapes nenepesapspkaemas PRIMEDIC Batterie - ue 6omee 10 mr.
3. Snexrpompl oMHOPa3OBkIe caMoKesIHecs neduGpmuismonrsie PRIMEDIC SavePads PreConneet ¢
KabesieM, B3poc/ele 2 mT./yIL. - He 6omee 100 yr.
4. SneKTpozIbl OMHOPa3OBkIe caMoKIesHecs nedubpmusuronnsie PRIMEDIC SavePads Mini c Kabenem,
ACTCKHUe, 2 WT./yIl. - He Oonee 100 ym. (pu HE0OXOOUMOCTH).
5. DMeKTPOB! OXHOPA30BBIE CaMOKIIesmuecs aebubpruisumonnsie PRIMEDIC SavePads Connect 6e3 kabemns
B3POCIIbIE, 2 IIT./y1L. - He Gonee 100 yii. (mpu Heo6XoaUMOCTH).
6. DJIEKTPOIBI OTHOPA30BEIE CAMOKITESIIIMECS Repubpunanmonssie PRIMEDIC SavePads Mini Connect 6e3
Kabers, neTckue, 2 mT./yIL. - He Gomee 100 yi1. (mpu HE00XOTMMOCTH).
7. Kabenb 1y1s moakoueHus: e uOpHILILHOHHBIX snekrponoB PRIMEDIC SavePads Connect Cable - me
Gonee 10 mrt. (ipu HEOGXOAUMOCTH).
8. Kapra namsaru cranmapra CompactFlash (CF) - ve 6omee 10 . (npu HeobxomUMOCTH).
9. PyKOBOACTBO 110 SKCILTyaTaLHH.
10. TIporpamma PRIMEDIC ECG-Viewer, B cocTase (Ipu HEOOXOAUMOCTH):
10.1. CD-nmuck ¢ mporpammoit PRIMEDIC ECG-Viewer - e Gosee 10 .
10.2. PyxoBozcTBO mosb3oBaTens - e Gosee 10 mr.
II. IIpuHamIE)KHOCTH:
1. Cymra PRIMEDIC s nepuGpumistopa - He 6onee 10 mr.
2. Cymka PRIMEDIC ny1s npHHa mie)xHOCTe nebubpunstopa - He Gonee 10 .
3. Hacrennoe xperuienne PRIMEDIC mis nedubprsitopa - He 6omee 10 .
4. Hacrennbrii mxadumk-6oxe PRIMEDIC myis xpanenws neubprsiTopa - He Gonee 10 mr.
5. Habop yxasateneit PRIMEDIC mecToHaxoskaeHus nedubpmutsTopa - He 6onee 10 .
6. Yerpoiicreo PRIMEDIC PatSim s nposepkn paborocnocobHocTr AedubpumisTopa - 1 1T,
(HaMMeHOBaHHME, THIT, MAPKa NPOAYKIMH, Ha KOTOPYIO PacIpoCTpaHaeTCs AeKIaparys,
Cepuiinsiii Beiyck, Kon OKTIJT 2 26.60. 13.130, Koxg TH B3J1 9018 90 840 9

CBC/CHHMS O CCPHHHOM BBITYCKE WK IIAPTHK (HOMEp TIAPTHH, HOMEpa H3ICIHH, PeKBH3HTEL Aorosopa (KOHTpakra), HaknaaHas ,kox OK
005-93 w1 (wm) TH BOJI TC mm OK 002-93 (OKYH)

&

Hsrorosurens: «Metpake I'm6X» 'epmanns (Metrax GmbH).
Anpec: Metrax GmbH, Rheinwaldstr. 22, 78628 Rottweil, Il'epmanms
Tenedon: +49 741 257 0, ®axc: +49 741 257 235
HaVMEHOBAHWE U3TOTOBHTEIS, CTPAHEI | T.IL.))
coorserctByeT TpeboBanuam [OCT P 50444-92 Pasx. 3,4, TOCT P 50267.0-92, T'OCT P MK 60601-1-2010,
I'OCT P M3K 60601-2-4-2013

(0603HaYCHHE HOPMATHBHBIX TOKYMEHTOB, COOTBETCTRHE KOTODBIM TIOATBEPKICHO JAHHOH NEeKIapalmel, ¢ yKa3aHueM yHKTOB STHX
HOPMATHBHEIX JOKYMCHTOB, COACPKAIUX TPEGORBAHMS I AAHHOM MPOLyKIIAN)

Hexnapanus npunsta Ha ocHosarmu: PY Ne P3H 2018/6919 ot 15.03.2018 roza, Ceptudukar cucTeMsl
MeHe/pkMenTa kadecTBa EN ISO 13485:2012 + AC:2012 Ne QIN 18 01 23787 033 ot 08.06.2018 rofa, BeIaH
TUV SUD Product Service GmbH

(vropmaIms 0 OKyMEHTaX, SABIAIONTIXCS OCHOBAHHEM TS NPHHATHA ACKIIApAIlHK)

Hara npunaTus nexnaparum 11.07.2018

Hexnapamms o cooTBeTcTBHM NelicTBHTENBHA 10 10.07.2021




Jlomaes Jimutpuii Biagumuposuy
(vHHIMATEL, QaMuims)

fue 1 aapec OpraHa 1o CepTu)uKanyy, 3aperuCTPUPOBABIIETO JEKIAPAIIAIO)
: 105203, Poccms, T ropozl; Mocxksa, yn. TTapkosas 12-51, fom 11, stax 2, kBaprupa/opuc/momernenne Ne V,

00f 0 R

(maTa perucTpaIiy U peruCTPAOHHELH HOMEp lICKJIapaHPII/I)
UYepenanosa AHHa AJieKCaHIPOBHA

/ (monmucs, MHUIMANE], GaMuIIis pyKOBOUTENS OPTaHa 110 cepTuduxanmm)




