JAEKJIAPATIMA O COOTBETCTBUHA

O610ecTBO ¢ OrpaHHUYEHHOM OTBETCTBEHHOCTHIO «Y pasiMecHa0»

HaMMEBOBaHUE OpraHu3aliii Uin (baMPIIII/I}I, UM, OTYCCTBO HHAUBUAYAJTBHOT'O NPEANIPUHUMATENS], NNPUHABIIMX JAEKIapalidro O
COOTBCTCTBHH
3aperucTpupoBaHo HHCIeKMe Munnctepersa PO o Hanoram u c6opam no JlennackoMy pakony r. Fbkescka
Vomyprekoii Pecry6smku ot 19.08.2003 roga, OT'PH 1031801055065

CBEJICHIS O PECUCTPALME OPraHU3aLMU WIH UHAMBHIYAIBHOTO NPeIPHHAMATEIs (HaMMEHOBaHUE PErHCTPUPYIOMEro Opraxa, Jara
PErHCTpPALMH, PETHCTPALMOHHEINA HOMED)

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

anpec, Tenedos, dakc
B e aupekropa Jlomaesa JIMuTpus BraguMupoBuya, JeHCTBYIOLIET0 Ha OCHOBAHMM yCTaBa KOMITAHUHU

(momkHOCTD, haMUIIKS, UMS, OTHECTBO PYKOBOJIUTENS OPraHU3allMy, OT HMEHU KOTOPOH NPUHMMAETCs AeKIapaLiys)
sasBisgeT, 9o Jepudpmmiarop PRIMEDIC HeartSave (M250) B BapranTax UCTIOTHEHMUS C
MPUHAUTSKHOCTAMEL
I. Dedudpuwinstrop PRIMEDIC HeartSave PAD (M250), (Bux 262390), B coctase:
1. Hedpubpumnsrop PRIMEDIC HeartSave PAD (M250).
2. Barapes Henepesapsixaemas PRIMEDIC Batterie - ne 6omee 10 mrt.
3. DnexTpoasl ofHOpa3oBsle camokesmuecs nedudpunasnuonssle PRIMEDIC ¢ kabenem, B3pocisle
(BapuanTh! ucrionHenus: SavePads PreCormect, SavePads, SavePads AED) 2 mir./ym., He 6onee 100 ym.
4, Kapra namsatu ctaagapta CompactFlash (CF) - ve 6onee 10 wmt. (mpu HeOOXOAUMOCTH).
5. PyKOBOZACTBO IO 3KCILTyaTallUH.
6. Akxymynsatop nepesapskaemslit PRIMEDIC AkuPak LITE - He 6onee 10 mr. (mpu HeoOX0AMMOCTH).
7. DnexTpos! ogHOpa3oBble camokiesinuecs nedpudpungimonnsie PRIMEDIC SavePads Mini ¢ kabenew,
neTckue, 2 Wr./yi., He 6onee 100 ym. (mpu He0OXOMUMOCTH).
8. OnexTpoapl ogHOpa3oBBIe caMoktesinuecs neduopuwuisimonasie PRIMEDIC SavePads Connect 6e3 kabens,
B3pocible, 2 mT./y., He Oonee 100 yir. (mpu HEOOXOOMMOCTH).
9. DrrexTpop! ofHOpa3oBbie camokiesiuecs Aepudpwusimmonasie PRIMEDIC SavePads Mini Connect 6e3
kaberns, AeTcKue, 2 WT./yiL., He 6onee 100 ym. (mpu HeOOXOAUMOCTH).
10. Kabens st nopwmrouenus aedpudbpruiauonHbx anekrponos PRIMEDIC SavePads Connect Cable - He
6omee 10 . (npu HEOOXOTUMOCTH).
11. 3apsigHoe yerpoiictBo PRIMEDIC ClipCharger - re 6onee 10 . (mpy HE0OX0JUMOCTH).
12. IIporpamma PRIMEDIC ECG-Viewer B cocTaBe (IIpu HEOOXOIUMOCTH):
12.1. CD -guck ¢ mporpammoii PRIMEDIC ECG-Viewer - e 6onee 10 1.
12.2. PykoBoncTBo noss3oBatens - He 6omee 10 mmr.
IIpunannexxnoctu:
. Cymxa PRIMEDIC g ne¢pubpumsitopa - He 6onee 10 .
. Cymxa PRIMEDIC mns mpuHammexHocTelt nedubprisaropa - He 6oee 10 .
. Hacrennoe xpermnenne PRIMEDIC mng nedubpmnstopa - He 6omee 10 .
. Hacrennerit mkaduuk-6okc PRIMEDIC pis xpanenus nepudpumiitopa - He 6omnee 10 mr.
. Habop yxazateneii PRIMEDIC mecTonaxoxaenus nedubpuingropa - He 6omnee 10 mT.
. Yerpoiicteo PRIMEDIC PatSim ams mposepku padoTocrniocodrocTH aedudpumistopa - 1 wmT.
. 3apsgnas koHcons PRIMEDIC Charger Basis - He 6omee 10 .
. Apanrep PRIMEDIC s nonxmroueHus 3apsqHoi konconn Charger Basis k ceTu - He 6oniee 10 T,
1. Jedpubpumnsrop PRIMEDIC HeartSave AED (M250), (Bux 262390), B cocTase:
1. Hedubpmmisrop PRIMEDIC HeartSave AED (M250).
2. barapes nenepesapspxaemas PRIMEDIC Batterie - e 6omnee 10 mir.
3. DnexTpoasl ogHOpa3oBble camokiesuecs Aedudpumasnronssie PRIMEDIC ¢ kabenem, B3pocisie
(BapuanTs! ucnionHenus: SavePads PreCormect, SavePads, SavePads AED) 2 mwt./yi1., He 6onee 100 yr.
4. Kapra namsatu crangapta CompactFlash (CF) - He 60see 10 wrr. (pu He0OXOTHMOCTH).
5. PyKOBOJCTBO MO KCILTyaTaLH.
6. AxxymynsaTop nepesapskaembiii PRIMEDIC AkuPak LITE - He Gonee 10 wiT. (1pu HeoOvg#" ivmf‘*'ﬂ
7. DNeKTPO/IbI OXHOPa3OBbIe CaMOKIIeskecs nedubpusuronssie PRIMEDIC SavePad: #%.: ¢ Kabenem's
Jerckue, 2 mT./ym., He 6onee 100 yi. (ipu HEOOXOAUMOCTH). -‘ - /( )
8. DnexTpoas! ogHOpazoBble caMmoknesiuecs aepudpwusinonasie PRIMEDIC SavePatw Connec; N ‘e’m,
B3pocble, 2 WT./yIL., He 6osee 100 ym. (mpu HEOOXOAUMOCTH). ¢ ]
9 DnekTpo/is! OAHOPa3oBbIe camMoKIesiecs aedudpuuaurontsie PRIMEDIC SavePac., ,vt,m Connect 6e3
Kaberst, eTckue, 2 mrT./yi., He 6onee 100 yi1. (Ipu HEOOXOAUMOCTH). e 0
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10. Kabenp mis mopkiroueHus nepucpuuiaioHHbx anektpogoB PRIMEDIC SavePads Coimect Cable - He
6onee 10 mT. (Mpu HEOOXOTUMOCTH).

11. Bapsaguoe ycrpoiicteo PRIMEDIC ClipCharger - ve 6osee 10 mr. (Iipa HeoOX0IUMOCTH).

12. TTporpamma PRIMEDIC ECG-Viewer B cocTaBe (IIp1 HEOOXOAMMOCTH):

12.1. CD -puck ¢ mporpammoit PRIMEDIC ECG-Viewer - ne 6osee 10 mT.

12.2. PykoBoacTBO Tosib30BaTesis - He 6osee 10 mT.

IIpvHaIIEKHOCTH:

1. Cymxa PRIMEDIC s nepubpumisaropa - He 6osee 10 mT.

2. Cymxa PRIMEDIC s npusHamiexHocTel nebpudpuuistopa - He 6omnee 10 mr.

3. Hacrennoe kpemteHne PRIMEDIC mns nedpubpunistopa - He 6onee 10 mT.

4. Hacrennsiit mkaduuk-6oxc PRIMEDIC nist xpaHenus nedudpuuiaropa - He 6omee 10 .

5. HaGop ykasareneit PRIMEDIC mectoHaxoxnerus aedpudpunistopa - He 6onee 10 mr.

6. Yerpoiictso PRIMEDIC PatSim juts npoBepku pabotocnocodHocTr nedubpuiaTopa - 1 mr.

7. 3apsanas korcoib PRIMEDIC Charger Basis - He 6omiee 10 mT.

8. Anmanrrep PRIMEDIC mns nmoaxmodenus 3apsaHoit koHcon Charger Basis k cetd - He 6onee 10 mr.

II1. Tedubpuuiatop PRIMEDIC HeartSave AED-M (M250), (Bux 262390), B coctase:

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

2. Batapes nenepesapsoxaemas PRIMEDIC Batterie - He 6osiee 10 .

3. Dnekrponp!l ogHOpa3oBkle camokiesinuecs aedpudpuuimonHsie PRIMEDIC ¢ xabeneM, B3pociible
(BapuanThI ricronHenus: SavePads PreConnect, SavePads, SavePads AED) 2 mr./ym., He Gonee 100 yir.

4. Kapra namsatu ctaggapra CompactFlash (CF) - ne 6onee 10 mt. (mpu HeoOXonuMocTH).

5. PyKOBOACTBO IO 3KCILTyaTalyH.

6. Akkymyisarop niepeszapsbkaembiii PRIMEDIC AkuPak LITE - ve 6onee 10 1T, (mpu HEOOXOAUMOCTH).

7. DnexTpoasl oxHOpa3oBbie camokiesuecs aedpuopwuiimonasle PRIMEDIC SavePads Mini ¢ kaGenem,
JeTcKHe, 2 mwT./yIL., He 6onee 100 yr. (mpu HEOOXOIUMOCTH).

8. DnexTpomsl omHOpazoBbie camokiesiuecs nedudpusnuonasie PRIMEDIC SavePads Connect 6e3 xabens,
B3pOCITbIE, 2 IIT./y1l., He Gonee 100 y1. (mpu HEOOXOAUMOCTH).

9. OnexTpoasl ogHOpa3oBble camokiesinuecs gedudbpuwurinronasie PRIMEDIC SavePads Mini Connect 6e3
xabens, neTckue, 2 WT./ym., He Gonee 100 yiL. (mpr HEOGXOAUMOCTH).

10. Kabenp ajis nomxmroueHus aeduopuiisiuoHHsx a5ekTpoaoB PRIMEDIC SavePads Connect Cable - He
6osee 10 mT. (TIpu HEOOXOIUMOCTH).

11. OKI-anexrpons! ogHopasossle cepun Skintakt, nponssonctsa Leonhard Lang GmbH - 30 wrt./y1L., He Gonee
10 ym. (mpu HEOOXOTUMOCTH).

12. OKI-xabens nanuenra PRIMEDIC EKG Patient Kabel, ve 6onee 10 . (mpu Heo6X0quMOCTH).
13. 3apsimHoe yerpoiicteo PRIMEDIC ClipCharger - He 6oiee 10 . (ipu HeoOX0IUMOCTH).

14. IIporpamma PRIMEDIC ECG-Viewer B coctaBe (Ipyd HEOOXOTAUMOCTH):

14.1. CD-guck ¢ mporpammoii PRIMEDIC ECG-Viewer - ne 6osee 10 mT.

14.2. PykoBoacTBO mons3oBarens - He Oomnee 10 mT.

IIpyHaIIEKHOCTH:

1. Cymxa PRIMEDIC gy nedubpumiatopa - He 6ojee 10 mT.

2. Cymka PRIMEDIC pns npuHamiexsocteii nepudpunsaropa - He 6onee 10 .

3. Hacrennoe kpermenne PRIMEDIC mns nedubpusnsropa - He 6omee 10 .

4. Hacrennstii kadpunk-60kc PRIMEDIC g xpanenust negubpmiistopa - He 6osee 10 .

5. Ha6op ykazareneit PRIMEDIC mectoHaxoxnenus nedpudpuuistopa - ve 6osee 10 mT.

6. Yerpoticto PRIMEDIC PatSim s nmpoBepk# paboTocrocoOHOCTH AeduOpruIaTopa - 1 mr.

7. 3apsannas konconb PRIMEDIC Charger Basis - He 6onee 10 .

8. Anantep PRIMEDIC st noaxrouenus 3apsaHoi konconmu Charger Basis k cets - He 6omnee 10 mT.
V. Jedubpumsrop PRIMEDIC HeartSave 6 (M250), (Bun 262440), B cocTage:

1. Hepubpumnsrop PRIMEDIC HeartSave 6 (M250).

2. barapes nenepezapspxaemas PRIMEDIC Batterie - He 6osiee 10 mT.

3. DnexTpoapl oqHOpa3oBble caMmokiedmuecs nedudpuwuiuonHsie PRIMEDIC ¢ kabenem, B3pociibie
(BapuanTs! ucrionHeHus: SavePads PreConnect, SavePads, SavePads AED) 2 wir./ym., ve Gonee 100 yin.
4. Kapra namatu ctangapra CompactFlash (CF) - ve 6onee 10 . (mpy HEOOXOIHUMOCTH). ‘ -
5. PykoBOACTBO MO 3KCIUTyaTallKH. - "
6. Axkymynsatop nepesapsokaembiii PRIMEDIC AkuPak LITE - He 6onee 10 wt. (ipu HQC F’YX“"\‘II/IMOCTI/I)
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7. DnexTpopl OAHOpa30Bhle camokiesmuecs aedhudprauonnsie PRIMEDIC SavePad,s L} ,kaﬁenqu—, L
nerckue, 2 wr./ymn., He 6omee 100 ym. (mpu HEOOXOAUMOCTH). f A
8. Onexrponpl onHOpa3oBbie camoktesiTrecs aepudprumisnuonasie PRIMEDIC SaveF a»ls Connedt fes' ka6 ‘.T' B
B3pOCITBIE, 2 WT./y11., He Goree 100 ym. (mpu HEOOXOAUMOCTH). o

9. DnekTpoas! ofHOPa3oBble caMokespecs aedudpuuisiponasle PRIMEDIC SavePads Wqun"pe*ﬁ g
kabens, neTckue, 2 wT./ym., He 6oee 100 ym. (mpu HEOOXOAUMOCTH).

o
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10. Kabenb mms mogtroueHust aeduopmusimuonHsix anekrponos PRIMEDIC SavePads Connect Cable - He

6oiee 10 mT. (Mpr HEOOXOTUMOCTH).

11. DKTI -anekrpomasl oqHOpa3oBeie cepun Skintakt, mpoussoactsa Leonhard Lang GmbH - 30 mrr./ym., He Gortee

10 ym. (ip1 He0OXOIUMOCTH).

12. OKTI'-kabenp nmarmedra PRIMEDIC EKG Patient Kabel - ve 6onee 10 .

13. 3apsamuoe yerpoiicrso PRIMEDIC ClipCharger - ve 6osee 10 mt. (p# HeoOX0JUMOCTH).

14. TIporpamma PRIMEDIC ECG-Viewer B cocTage (IipH HeOGXOIUMOCTH):

14.1. CD-nuck ¢ mporpammoit PRIMEDIC ECG-Viewer - He 6onee 10 mir.

14.2. PykoBoACTBO Monb3oBates - He Oonee 10 miT.

ITpuHAIIEKHOCTH:

1. Cymxa PRIMEDIC s nedudpruisropa - ve 6omnee 10 mrt.

2. Cymka PRIMEDIC pyis mpunamiexuoctet neubpmsuistopa - He 6onee 10 .

3. Hacrennoe kperuterne PRIMEDIC mns nedubpummistopa - He 6onee 10 .

4, Hacrennsiit mxaduuk-6oxc PRIMEDIC nist xpanesus nedubpusuistopa - He 6onee 10 mmT.

5. HaGop yxa3aresneit MecToHaX0x/IeHUA nedudpmiistopa - He Gomee 10 mT.

6. Ycrpoiicteo PRIMEDIC PatSim uis npoBepku paborocriocoOHocTH AeduOpumIsTopa - 1 mr.

7. 3apsianas xkoucoib PRIMEDIC Charger Basis - ve 6onee 10 mit.

8. Amanrrep PRIMEDIC mis nonxmouenus 3apsaHoi konconu Charger Basis k cetu - He 6ostee 10 mr.
(HaMMeHOBaHuMe, THIT, Mapka MPOYKIIUH, Ha KOTOPYIO PACIPOCTPaHAETCs JeKIapalys,

Cepumiinplii Beimyck, Kog OKII 2 26.60.13.130, Kox TH B3]/ 9018 90 840 9

CBEJICHHS O CEPUIHOM BBITYCKE UM ApTHU (HOMEp NapTHH, HOMEpa U3/IEIHH, PeKBU3HUTEL J0ToBOpa (KOHTPAKTa), HakIaxHas ,kox OK
005-93 u (mma) TH B3] TC unu OK 002-93 (OKYH)

UzroroBurens: «Metpaxe I'M6X» ['epmanust (Metrax GmbH).
Anpec: Metrax GmbH, Rheinwaldstr. 22, 78628 Rottweil, I'epmanus
Tenedon: +49 741 257 0, @akc: +49 741 257 235
HAMMEHOBAHUE U3TOTOBHUTENS, CTPAHEL U T.IL.))
cootBetcTByeT TpeboBanusam ['OCT P 50444-92 Pazn. 3, 4, TOCT P 50267.0-92, TOCT P MBK 60601-1-2010,
['OCT P M3K 60601-2-4-2013

(0o603HaYEHNE HOPMATHBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPBIM MOATBEPXK/ICHO TAHHON JeKnapaluedl, ¢ yKazaHueM MyHKTOB 3THX
HOPMAaTHUBHBIX JOKYMEHTOB, COACPHKAIINX TPEOOBAHMS IJI JAHHOM ITPOXYKIIN)

Jexnapanus npuHsta Ha ocHoBaHuu: PY Ne P3H 2018/6871 ot 26.02.2018 rona, CepTrudukat cucTeMsl
MeHekMeHTa kauecTBa EN ISO 13485:2012 + AC:2012 Ne QIN 18 01 23787 033 ot 08.06.2018 roma, Beixan
TUV SUD Product Service GmbH

(urdOpMANHS O NOKYMEHTAX, SIBILIIOIIHXCI OCHOBAHUEM JUISl IPUHATHSA ICKIapalH)

Jara npunaTuas nexiapauu 11.07.2018

Jexmaparws « ~no™, ¥ uu AerictBuTesipHA 10 10.07.2021
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[ \ATINCE) (MHUOHATEL, DaMuUITis)
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CaeneHus 0-perucEVaniy AeKIapalii O COOTBETCTBHH
Peructpauronnsiii Homep RA.RU.11MI'11, Opran no ceprudukarm OO1iecTa ¢ OrpaHHYeHHOM
OTBEIC.TRGHHOCTLIO "Unean Tect"

oo

. (HauMeHOBaHHME U aJ[pec OpraHa no cepTUdHUKAIUY, 3aPETUCTPUPOBABLIETO ACKIAPAIIUIO)
e,gpec MJP Poccus, ropox Mockgsa, yi. [lapkosas 12-s, nom 11, sTax 2, kaptupa/oduc/moMernenre Ne V,
OM. 1

Peia <. 1 OHHB‘H/I HOMEp nexsapauuu o coorsercteurd POCC DE.MI'11./115629, ot 11.07.2018
iy / (aTa perHCTpaliy ¥ pETUCTPAIMOHHBIM HOMEp ASKIapallim)
R Yepenanosa AHHa AJleKCaHIpPOBHA
: ) (roamuch, MHAIUANEL, GaMUINs PYKOBOIUTENS OpraHa 1o ceprudukanmm)
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