JAEKJAPATINA O COOTBETCTBHUA

OG6IEecTBO ¢ OrpaHMYEHHOM OTBETCTBEHHOCTHIO «YpaiMeicHab»
HAaUMEHOBAaHUE OpraHu3aluy Uik Q)aMI/IJII/I}I, WM, OTYECTBO UHAUBUAYAIBHOTO IPEANPUHUMATEIA, IIPHHABITAX JCKIapaluo o
COOTBETCTBHHU
3aperucTpEpoBaHo HHCneKIMe MunucTepersa P® mo Hanoram u c6opam 1o JlenuHckoMy paifoHy r. Kbkescka
VY mmyprekoit Pecrry6nuku ot 19.08.2003 roxa, OI'PH 1031801055065
CBEIEHMS O PETHCTPAIlMM OPTaHM3ALMK WK HHIMBHIYIFHOTO IIPSANPHHIMATEIS (HAMMEHOBAHHE PETUCTPUPYIOMIETO OpraHa, ara
perucrpanuu, pCFI/ICTpaHI/IOHHLIﬁ HOMep)
Anpec: 426053, r. VbkeBck, yi1. Bopommiosa, 77, oM. 37, Ten./daxc: +7 (495) 774 7814, e-mail:
info@medobor.ru

anpec, Tenedon, pakc
B jaie aupexropa Jlomaesa JIMurpus BiaguMuposyda, JEHCTBYIOIIErO HA OCHOBAHWM yCTaBa KOMITAHUM
(HOKHOCTS, (DAMMITHS, MMsl, OTIECTBO PyKOBOAUTEILS OPTraHU3aIlMH, OT IMEHH KOTOPOH IIPUHAMACTCS NCKIIapaLus)
3agpisert, uro Jedpubpuuarop PRIMEDIC HeartSave (M250) B BappaHTaX MCIIOJHEHHS C
NPHHAIE)KHOCTAMU:
I. Jedubpumnsrop PRIMEDIC HeartSave PAD (M250), (Buz 262390), B cocrase:
1. Hedpuopmusitop PRIMEDIC HeartSave PAD (M250).
2. Barapes HenepesapsoxkaeMas PRIMEDIC Batterie - He 6onee 10 mir.
3. DrekTpomBI OiHOpa30Bble caMoktesecs aepudpmanonasie PRIMEDIC ¢ kabenem, B3pocibie
(apuanTs ucnonuenns: SavePads PreCormect, SavePads, SavePads AED) 2 wr./yr., e 6oxee 100 ym.
4. Kapra namsrtu cranpapra CompactFlash (CF) - He 6onee 10 mT. (Ipx HEOGXOAUMOCTH).
5. PyKOBOJCTBO MO 3KCILTyaTaLllH.
6. Axxymynsrop nepesapskaemsiii PRIMEDIC AkuPak LITE - we 6onee 10 1. (mpu HEOOXOTMMOCTH).
7. DNeKTPOIBI OHOPa30BbIe caMokesmuecs neduopmurinrorasie PRIMEDIC SavePads Mini ¢ kabernem,
JeTcKue, 2 mT./yiL., He 6omee 100 ym. (mpu HeOOXOAUMOCTH).
8. DIeKTPO/IB OHOPa30BbIe camoKIesmuecs nepubpmusimmonnsie PRIMEDIC SavePads Connect 6e3 kaGens,
B3pOCJIbIe, 2 T./y1L., He 6onee 100 yr. (mpu HeoOXOAUMOCTH).
9. BIeKTpOoIBI OOHOPa30BkIe camokesmuecs gedubpmuinuonasie PRIMEDIC SavePads Mini Connect Ge3
kabeis, neTckue, 2 mr./yi., He 6osee 100 yi. (mpu HEOOXOIUMOCTH).
10. Kabens s nogxmouenus nedubprnsinponnsx snektpogos PRIMEDIC SavePads Connect Cable - ne
Gonee 10 mT. (mpu HEOOXOAUMOCTH).
11. 3apsanoe yerpoiictso PRIMEDIC ClipCharger - He 6onee 10 mt. (Ipx HeOOXOIUMOCTH).
12. Tlporpamma PRIMEDIC ECG-Viewer B cocTaBe (IIp4 HEOOXOIMMOCTH):
12.1. CD -muck ¢ nporpammoit PRIMEDIC ECG-Viewer - He Gonee 10 mT.
12.2. PykoBozacTBO mosib3oBarens - He 6onee 10 mr.
[IpuHamIeKHOCTH:
. Cymxa PRIMEDIC ms pedubpussaropa - He 6onee 10 mr.
. Cymxa PRIMEDIC st ipusaexHocTel nedudprmnsropa - ve 6onee 10 mr.
. Hacrennoe kperierne PRIMEDIC mns nedubpmmnsaropa - He 6onee 10 mr.
. Hactenneni mxadunk-6oxc PRIMEDIC mis xpaneHus nepubpuisropa - He 6onee 10 .
. Habop ykazareneit PRIMEDIC mectonaxoxaeHus gedudpumiaropa - He 6omee 10 mr.
. Verpoiicreo PRIMEDIC PatSim st mpoBepk# pabotocnocobHocTH aedubprbiaTopa - 1 mr.
. 3apsaras korcois PRIMEDIC Charger Basis - e 6onee 10 mr.
. Aqarrrep PRIMEDIC 1 nofkirodenns 3apsaHoi konconu Charger Basis k ceru - He Goree 10 mr.
1. Medpubpmmuisrop PRIMEDIC HeartSave AED (M250), (Bug 262390), B cocTage:
1. Hedubpwuistop PRIMEDIC HeartSave AED (M250).
2. barapes nenepesapsoxaemas PRIMEDIC Batterie - ve 6onee 10 mr.
3. DnekTpo/pl 0HOpa3oBbie caMokiesnuecs nedpuopuusnronasie PRIMEDIC ¢ kaberem, B3pociibie
(BapuanThl ucnonHenus: SavePads PreCormect, SavePads, SavePads AED) 2 mr./ym., He 6o1ee 100 ym.
4. Kapra namatu crannapra CompactFlash (CF) - ne 6onee 10 mT. (Ipu Heo6X0AUMOCTH).
& PyKOBOJlCTBO j3(0) axcrmyaTauHH
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nerckwe, 2 mT./yi., He 6onee 100 ym. (mpyr HEOOXOAUMOCTH).
8. DnekTpoIBl OHOPa30BEIe caMoKesmecs aehudpmwunrorasie PRIMEDIC SavePads
B3pOCIIBIe, 2 IT./yI., He 6onee 100 yn. (mpx HEOOXOXUMOCTH).
9 DnexTpomBl OaHOpPa3oBbie camokiesipecs aehudpmunronasie PRIMEDIC SavePads
kabens, qeTckue, 2 wr./yi., He 6onee 100 y1. (mpu HEOOXOAUMOCTH).




10. Kabenp 1 MOAKTIOUYeHHs feuopuianuonHbx snektporos PRIMEDIC SavePads Coimect Cable - He
6onee 10 . (pr HEOGXOAUMOCTH).

11. 3apsamgroe yerpoiicteo PRIMEDIC ClipCharger - e 6omnee 10 wr. (pu HEOOXOJUMOCTH).

12. IIporpamma PRIMEDIC ECG-Viewer B coctaBe (ipu HEOOXOIUMOCTH):

12.1. CD -guck ¢ nporpammoit PRIMEDIC ECG-Viewer - me 6onee 10 wmr.

12.2. PykoBOACTBO mONE30BaTeNs - He 6omee 10 wr.

ITpuHaANEKHOCTH:

1. Cymxa PRIMEDIC g5 nedubpunnaropa - He 6oiee 10 mr.

2. Cymxa PRIMEDIC miis iprHauIexHocTel nedpubpumistopa - He Gomee 10 mr.

3. Hacrerroe kperwteane PRIMEDIC s nedpuGpmuiaropa - ve 6onee 10 mr.

4. Hacrennsiii mkaduuk-60ke PRIMEDIC st xpanenus nedubpuuistopa - He 6oxee 10 mT.

5. HaGop ykazareneit PRIMEDIC mectoHaxoxnenus nedudpuuistopa - He Gonee 10 mr.

6. Yerpoiicreo PRIMEDIC PatSim fyist ipoepku paGorocnocobnocTr AeduOpusiropa - 1 mr.

7. 3apsaanas koncois PRIMEDIC Charger Basis - e 6ontee 10 mr.

8. Anarrrep PRIMEDIC 151 moakoueHust 3apsiiHo# koncomu Charger Basis k ceTH - He 6onee 10 mr.

III. Tedu6pumnarop PRIMEDIC HeartSave AED-M (M250), (Bux 262390), B cocTase:

1. Tedubpumisrop PRIMEDIC HeartSave AED-M (M250).

2. barapes Henepesapspkaemass PRIMEDIC Batterie - e 6osee 10 mr.

3. DIeKTPOJIE! OAHOPa30Bble caMoKtesiuecs aedpudpunnsumonnsie PRIMEDIC ¢ KabeseM, B3pOCiIble
(BapuanTs! ucrionaerus: SavePads PreConnect, SavePads, SavePads AED) 2 wr./ym., He Gonee 100 yr.

4. Kapra mamstu ctangapra CompactFlash (CF) - me Gonee 10 mr. (mpn HeoGX0AMMOCTH).

5. PyKOBOJICTBO IO 3KCILTyaTalldH.

6. Axkymymsatop nepesapskaembiii PRIMEDIC AkuPak LITE - He Gonee 10 mT. (npu He0GXOAMUMOCTH).

7. DIIeKTPOMBI OTHOPA30BbIe caMoknesmuecs ae¢ubpmwusinponnsie PRIMEDIC SavePads Mini ¢ kaGenem,
JeTckue, 2 mT./yi., He Gonee 100 y1. (ipu HEOOXOMUMOCTH).

8. DIEeKTPO/IBI OHOPa30BHIe camokesmuecs nepubpumimuonnsie PRIMEDIC SavePads Connect 6e3 Kabers,
B3pOCIEIE, 2 IIT./yIL., He Gonee 100 yIr. (Ipu HEOOXOMUMOCTH).

9. DiTeKTPOEI OTHOPA30BbIe camoknesmuecs Aeducpmusmmonnsie PRIMEDIC SavePads Mini Connect 0e3
xabens, meTckue, 2 mT./yil., He 6osee 100 ym. (Ip¥ HEOOXOIUMOCTH).

10. Kabems [u1s1 OAKITIOUCHHS AehuOpaEonHbIX snektponos PRIMEDIC SavePads Connect Cable - He
6onee 10 mr. (mpu HEOOXOTUMOCTH).

11. DKT-anekTpozs! omHOpasoBbie cepur Skintakt, npoussozxctsa Leonhard Lang GmbH - 30 wr./ym., He Gonee
10 ym. (pu HEOOXOOUMOCTH).

12. DKT-kabens marmenta PRIMEDIC EKG Patient Kabel, ve Gonee 10 . (mpu Heo6X0AMMOCTH).

13. 3apsmmoe yerpoticteo PRIMEDIC ClipCharger - He Gonee 10 mT. (ipu He06X0AUMOCTH).

14. IIporpamma PRIMEDIC ECG-Viewer B cocTase (IIpud HEOOXOMUMOCTH):

14.1. CD-muck ¢ nporpammoit PRIMEDIC ECG-Viewer - me 6onee 10 mr.

14.2. PyKOBOJICTBO MONB30BaTeNs - He 6os1ee 10 mT.

IIpuHaAIEeKHOCTH:

. Cymxa PRIMEDIC s nedubprmnaropa - He 6onee 10 mrr. :

. Cymka PRIMEDIC st npusajuiexHocTel aedudpuiiaropa - ve 6onee 10 mr.

. Hactennoe kpermenne PRIMEDIC s nedubpuniaropa - He 6onee 10 .

. Hacrennsiit mradumk-6oxc PRIMEDIC mist xpanerust nedubpumiaropa - e 6onee 10 mr.

. Ha6op yxasareneit PRIMEDIC mectoHaxoxeHus aedubpumnsaropa - ve 6onee 10 mr.

. Verpoiicreo PRIMEDIC PatSim m1st mpoBepku paboTocnocobHocTH AepubpriiaTopa - 1 mr.

. 3apamnas xoncons PRIMEDIC Charger Basis - ne 6onee 10 mr.

. Anarrrep PRIMEDIC 1 opkmodenus 3apsiHoit koncomu Charger Basis k cetr - He 6omee 10 mr.

IV. Jedpubpumasrop PRIMEDIC HeartSave 6 (M250), (Bux 262440), B cocrase:

1. Hedubpruistop PRIMEDIC HeartSave 6 (M250).

2. Barapes nenepesapsbkaemass PRIMEDIC Batterie - ne 6omee 10 mrr.

3. DrexTpo/s! OHOpa3oBkle camokiesmuecs geducpuwusmonnsie PRIMEDIC ¢ kaGeneMm, B3pocibie
(BapumanTsI ucnionHenus: SavePads PreConnect, SavePads, SavePads AED) 2 mir./ym., He Gonee 100 yru.

4. Kapra namsitu cranapta CompactFlash (CF) - ve Gonee 10 mT. (mpu HeOOXOXUMOCTH).
5. PYKOBOJCTBO IO 3KCIUTyaTalllH.

6. AxxymynaTop nepesapsokaemsiii PRIMEDIC AkuPak LITE - ve 6omnee 10 . (ripu He 46
7. DneKTposl oHOpaszoBbie camokesmuecs aedudpmusnuonssie PRIMEDIC SavePags )
neTckue, 2 mr./yi., He 6onee 100 ym. (ipu HEOOXOAUMOCTH). '
8. DexTpoapl OAHOpa3oBkle camokiesmuecs aedudpumaponnsie PRIMEDIC SavePg
B3pOCIIBIE, 2 IIT./yII., He Gonee 100 y11. (TIpx HEO6XOAUMOCTH).
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kabens, AeTckue, 2 mWT./yiL, He Gonee 100 ym. (ipr HEOGXOTUMOCTH).

et



10. KaGensb s noaxmoyenns aeuopuuumonnsix snexrponos PRIMEDIC SavePads Connect Cable - He
6onee 10 mT. (mpu HEOOXOMUMOCTH).

11. KT -onexrponsr onHopasossie cepuu Skintakt, npoussonctsa Leonhard Lang GmbH - 30 IIT./y11., He Gonee
10 yn. (mpu HEOOXOAUMOCTH).

12. OKT-kabens manmesTa PRIMEDIC EKG Patient Kabel - He Gonee 10 .

13. 3apsinsoe yerpoticrso PRIMEDIC ClipCharger - He 6onee 10 mt. (mpu HeoGX0auMOCTH). -

14. ITporpamma PRIMEDIC ECG-Viewer B coctaBe (mpu HeO6XOTHMOCTH):

14.1. CD-muck ¢ nporpammoit PRIMEDIC ECG-Viewer - He 6omee 10 mir.

14.2. PyxoBoacTBO momnb30BaTens - He Gonee 10 mr.

IIpunamiexxHOCTH:

1. Cymxa PRIMEDIC s nedubpruistopa - He Gonee 10 .

2. Cymxa PRIMEDIC pns npunagnexHocteit nedubpuiuistopa - e 6omee 10 mr.

3. Hacrennoe kpennenne PRIMEDIC s peubpumnaropa - He 6onee 10 mr.

4. Hacrennbii mxadumnk-6oxc PRIMEDIC nist xpanenus nedubpunisropa - ve Gosee 10 mr.

5. Habop ykasateneii MecToHaxoxaeHus eubpuisTopa - He Gomee 10 miT.

6. Yerpoiicreo PRIMEDIC PatSim mns npoBepku paGotocrnoco6HocTH nedubprmisTopa - 1 mr.

7. 3apannas koHcons PRIMEDIC Charger Basis - He 6omee 10 mur.

8. Apanrrep PRIMEDIC 15 monxmrouenys 3apsiiaoii koncomu Charger Basis k ced - He 6osee 10 mr.

(HanMeHoBaHue, THI, Mapka IPOYKIIMK, Ha KOTOPYIO PACTIPOCTPAHSETCS IeKIapaiys,

Cepuiinbrii Bemyck, Kog OKIT 2 26.60.13.130, Kox TH BJ1 9018 90 840 9

CBEJIEHNS O CEPUIHOM BBIIYCKE MM IIAPTHH (HOMEp TIApTHH, HOMEpa U3/eTHH, PEKBU3UTHI JOT0BOPA (KOHTPAKTa), HAKIaHHAs ,ko1 OK
005-93 1 (mm1) TH BOJ{ TC wim OK 002-93 (OKVH)

Hsrorosutens: «Metpakc I'M6X» I'epmanus (Metrax GmbH).
Anpec: Metrax GmbH, Rheinwaldstr. 22, 78628 Rottweil, I'epmarms
Tenedon: +49 741 257 0, Dakc: +49 741 257 235

HaWMEHOBAHHE M3TOTOBUTEIS, CTPAHBI U T.IL.))

cootsetcTByeT TpeboBarusim 'OCT P 50444-92 Pasp. 3, 4, TOCT P 50267.0-92, TOCT P M3K 60601-1-2010,
I'OCT P M3K 60601-2-4-2013

(0Go3HaveHIe HOPMATHBHBIX TOKYMEHTOR, COOTBETCTBHE KOTOPHIM TIOATBEPKACHO TAHHOM JIeKJIapanyeii, ¢ yka3aHueM MyHKTOB STHX
HOPMATHBHBIX JIOKYMEHTOB, CONEPIKAMIMX TPEOOBAHMSI ISl JAHHOM [POTYKIIN)

Hexnapanus npuHsaTa Ha ocHoBanmy: PY Ne P3H 2018/6871 ot 26.02.2018 ropa, Ceprudukar cucTemsl
MeHepkmenTa kadecTsa EN ISO 13485:2012 + AC:2012 Ne QIN 18 01 23787 033 ot 08.06.2018 rona, Beiman
TUV SUD Product Service GmbH

(MEQopManws 0 JOKYMEHTaX, SBISIOMMXCS OCHOBAHUEM JUIsl IPMHSTHS EKTAPALIL)

Jara npuHsaTus nexnapanud 11.07.2018

Jlomaes [Imurpuii Bragumuposny
(uHAMATEL, hamums)

1 IEKJIapalliy O COOTBETCTBHU
Perucrpauuonssii Homep RA.RU.11MI'11, Opran no ceprudukamuu ObmecTsa ¢ OTrpaHHYECHHOM
OTBETCTBEHHOCTEIO "Mnean Tect"

(HanmeHOBaHYE U aJIPEC OPraHa 110 CepTU(UKALIH, 3apEruCTPUPOBABIIErO JIEKIAPAIHIO)
5% OCCHSI, TOPOZ Mocksa, yn. ITapkosast 12-s1, mom 11, stax 2, KBapTHpa/oduc/nomerenre Ne V,

HAtke} Hoptep nexapatk o cootserctsia POCC DE.MI'11./115629, ot 11.07.2018

I (mara perucTpaIyi 1 peruCTPAIMOHHEIA HOMEp JeKTapaITH)
~ YepenanoBa AHHa AJieKCaHIPOBHA

Tect”
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é,\y / (mozmucs, uHUIMANEL, haMUIHS PYKOBOUTENS OPTaHa IO CepTH(HMKALIAN)



