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OEAEPAABHAS CAVIKBA TIO HAA3OPY B GOEPE 3APABOOXPAHEHMS
(POCIAPABHAAIOP)

PEI'HCTPALIHOHHOE YﬂOCTOBEPEHHE
HA MEAWLUHCKOE U3AENHUE
or 28 monsi 2011 rona  Ne ®C3 2011/10093

N -Ha meummecKoe u3jiene
| Jedubpuanaropsi cepan PRIMEDIC ¢ npunapiexnocTamn

4 Hacrosmiee peruCTPAHONHOE YAOCTOBEPEHNHE BLIAAHO
) "Merpake I'mbX", lepmannus,
| Metrax GmbH, Postfach 1553, RheinwaldstraBe 22, 78628 Rottweil, Gemany
) '"Merpﬂc TmBX", Fepmanus,
. Metrax GmbH, Postfach 1553, RheinwaldstraBe 22, 78628 Rmtm:il, Germany

L E 0 MecTo Npon3BOICTEE MEHIHHCKOIO H3ISIHA :
. Metru GmbH, Postfach 1553, RheinwaldstraBe 22, 78628 Rottweil, Germany

. Homep perucrpanmonnoro aocke Ne 16459 or 56.05._201_1

| B MeIMIMHCKOrO MaeHs -

& Kiiacc nNoTeRNHANBHOTO PHCKA NPAMEHEHHA METHIIHHCKOIO H3/1ENHA 26 sl
s n ] !

b Koz Obmepoccnfickoro knacchpukaropa MpoyKIHy LA MEAHIAHCKOro H3jiens 94 4410 @
. Hacrosiniee perucTpaiMoHHOE YA0CTOBEPEHHE HMEST NPHIOIKEHHE Ha 2 JIHCTAX
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| npuxasom ot 30 sexalps 2016 roza Ne 15100 0 sawere |
. JonymeHo k obpaumeninio Ha TepprToprm Poccriickoil desiep

R 7 3amecTurens pyxosoautens Oeaepaibnoii caymini
no Haa30py B cepe 3apaBooxpaneHns



GEAEPAABHASL CAVKBA 110 HAA3OPY B COEPE 31&PABGDJ{PAHEHMH

' (POC3APABHAA3OP) . B
MPUNOEHHE I.’;
KPETHCTPALIHOHHOMY YAOCTOBEPEHHIO
HA MEAWLIMHCROE U3EJIUE o C

; .,

or 28 mions 2011 roga Ne @©C32011/10093 \E'hi

Jiwer 1 %f'

Ha MeanumncKoe B3ense "5 -
Nepubpuaantops: cepun PRIMEDIC, i
BAPHAHTHI HCITOTHEHMS: J} i
1. PRIMEDIC DEFI-N (M100).
2. PRIMEDIC DEFI-B (M110). A\
[TpHAaANIEKHOCTH! : ,_ :
1. PRIMEDIC Battery 3 - 6arapes juis aedprGpaiunaropa. : N

2 PRIMEDIC Battery 6 - Garapes ana aedpubpuisTopa. ?‘ f
3. PRIMEDIC Accumulator - akkymynstop saytpensuit s nedubpmmisropa Defi-B (M110). | \
4, PRIMEDIC AkuPak - akkysy/sTop ¢ HBAMKATOPOM U1 Aepubpumstopa. : ’a
5. PRIMEDIC AkuPak+ - akgymysiaTop ¢ HHARKaTOpoM Ui Jedubpuistopa. “a
6. PRIMEDIC Accu - akkyMmysTop s fieuOpuanaTopa. : = =
7. PRIMEDIC Akku - axxymynstop ans epn6praistopa. _ i

8. PRIMEDIC PowerLine - prenrsuii G1ox nuranus ama aedgubpruiatopa. e\
9. PRIMEDIC ClipCharger - 3apsmioe yerpofictso juis axkymynstopa AkuPak. s
10. PRIMEDIC Adapter - anantep /Ul 3apsiioro ycrpoficraa, B ;
11. PRIMEDIC Defi-Charger - 3apsanas koscois 6asosas i aedubpuisropa. &
12. PRIMEDIC Defi-Charger, comfort-version - 3aps/ias KoHCOIb KOMOPTHAZ Ui IS

nehubpuatopa, _ 3

13. PRIMEDIC Charger Base - sapsnas koucons Gazopas s ge(puOpriistopa il a
YCOBEPIIEHCTBOBAHHAS. %-—

14. PRIMEDIC Charger Comfort - 3apsuinas KoHCONE KOMpOpTHAR 114 mc[mﬁpmm-apa N
YCOBEpIIEHCTBOBAHHAN. o\
15. PRIMEDIC Accu-Care-Modtle - MOy Th 0BGy RHBAHHA GKKYMYISTOPA. | .
16. SavePads connect - 31€KTPO/ibI /iehHOPHILIAIIHONABIC OHOPA3OBLIC. 3
17. SavePads AED preconnect - 51exTpo/is! AeHEPHIHONNLIE 01HOPA30BHIE ¢ KabenEM. | 7
18. SavePads AED mini - anexkrpost 1epHOpR/UIAIHOHHEBIC OHOPA30BEIE ICTCKHE. SRS \‘
19. PRIMEDIC ECG-Viewer - [Iporpamma s npoemotpa IKI™ pa I1K na CD-nacxe D=

20. SaveCard - xapra namsta CF.

21. Fixation-module wall - HacTenHO€ KpenIeHH Iid AKKYMYASTOpPa.

22. SaveBox - sk Juist feduGpaiaropa.

23. SaveBox advanced - sk uiA AehEOPHIIATOPA YCOBEPILEHCTRORAN

24, Defibrillator location sign setl - Tab/m9Ka yKasaTens MeCTORAXOHHCH
[lpurasom ot 30 nexabps 2016 rona Ne 15100 o 3amene nonyimesh K ody
Tepputoprn Poccniickoit Deaepannn. =

3as :CTHTENb PYKOBOAUTEH | 'elepaibHol cayROLI
no | aasopy B edepe 3Aparoox aHeHHs L
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GOEAEPAABHAS CAVKBA T10 HﬂMOPY B COEPE MPABGOKPAHEHHH
(POC3APABHAA3OP)
PUNIOKEHHE
R PETUCTPALIUOHHOMY Y/I0CTOBEPEHHIO
HA MEAMIINHCKOE U3/EJHE -

or 28 moas 2011 rona Ne ®C3 2011/10093

~ Jiner 2

25. Defibrillator location sign set2 - TabuaKa yKasate/ih MECTOHAXOXICHNS neubpuAIATOpPa.

26. Defibrillator location sign + holder - Tabiutixa ykasareiib MECTOHAXOMKICHUA
Jedubpuimsitopa ¢ AepKaTeieM.

27. Emergency trolley - Tesexkka juia aeduOprinsropa.

28. Bag with 2 storage compartments - cyMka Ui AedubpiiaTopa.

29, Bag with 3 storage compartments - cymka s aeduGpuistopa.

30. Shoulder strap - narueunsiit pemens s gepubpuisropa.

31. PRIMEDIC Pacer-Module - - MOY/Ib KAPAHOCTHMYJISITOPA LTS .nerbnﬁpmsrmp&

32. PRIMEDIC I/D Module - moaysib saytpenneil nedubpuinaimn s aedubpuinsropa.
33. Adhesive pacer electmdw child (1 pair) - 3nexTpoisl 15 KApAHOCTHMYJSAH :
OJHOpPa3OBEIE.

34. Internal electrodes (1 pair) Infant © 40,0 mm - nuyrpeamm AchudpHINAIHOHARIE.
INEKTPO/IBI IETCKHE.

35, Internal electrodes (1 pair) Adult @ 68,0 mm - BHyTpenH#e Ae(pUOPHIINIHOHHEIC
3JICKTPOJIBI B3POCIBIE.

36. Internal electrodes (1 pair) Adult large @ 90,0 mm - BHYTpEHHNE .m]anﬁpmamume
EKTPOAL! B3pociable Donbinue.

37. Complete set for internal defibrillation - naGop BHYTPEHHIX. n:dmﬁpwummomm
SCKTPO/IOB.

38. Handles for internal electmdes - PYSIKH 15 NedHOPHAIAHOHHBIX 3NEKTPOJIOB.

39. Nellcor SpO2 Fingersensor - MyILCOKCHMETPHIECKHIT JaTIHK HANATLYHKOBEIN

40. Extension cable - kaGens yUIHHHTETS 14 ITYLCOKCHMETPHYECKOTO JaTYHKE,

41. SpO2 patient cable - kaGenb 118 11yIbCOKCHMETPHYECKOTO JATHHKA.

42. ECG patient cable - KT kabes.

43, Extension cable - kabeints yAIHHHTES.

44. 12/24 V - Adapter cable - kaGens ananrtep s cetn 12/24 B,
45. ECG-electrodes - DKI" 371eKTpoisi 0IHOPa3oBELe.

46, Conductive gel - rens g gedubpuiusis.

47. Printer paper - TepMoOyMara JUis MpHETEPA.

48. User manual - pyKoBOACTBO N0Nb30BATENA (HRCTPYKIAH).

o

[pukazom ot 30 nexabps 2016 roma Ne 15100 o 3aMeHe AOMYIHEHC d
tepputopun Poceniickoit ®ejepainn.
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JTEKJAPALIASI O COOTBETCTBUM

O6mecTBo ¢ orpanu4eHHoii oreercTBennHocThio0 "Tumamen' (000 "Tumamen')

HAaWMMEHOBAaHHE OpraHu3alliu Uin (baMl/U'll/lﬂ, KWMsl, OTYECTBO WHIMBUAYAIBHOTO NPEANPUHUMATENS, PUHABLIKX ACKIapanuio o COOTBETCTBUH

3aperucTpuposan Mexpaiionnas uncnekis OenepaabHoil Hanorooi ciyx6sr Ne 46 mo r. Mockee, nata
perucrparm 06.12.2005 roga, OI'PH: 1057749408420

CBEIEHHA O PETMCTPALMHU OPraHU3aliK WK HHAUBUIYATHOTO NPeanpUHUMaTess (HaMMEHOBaHHE PErHCTPUPYIOLIEro OpraHa, aata perucTpauyu,
PErucTpaLioHHbIH HOMED)

FOpumaeckuii anpec u aapec GaKTHUECKOro MecTOHaxoxaeHus: Poceniickas ®enepanus, Mocksa, 115582,
npoes [unwnosckuit, oM 61, kopmyc 1, kBaptupa 29, Tenedon: +74955855487, snexTpoHHas MOYTa:
mail@timamed.ru

anpec, TenedoH, paxc

B smne I 'eHepanbHOTO MupekTopa Tumakosa JIMutpus BanentuHoBruva

JI0JKHOCTD, (bamnmm, UM, OTHECTBO PYKOBOJAMTEJISI OpraHru3auru, OT UMEHHU KOTOpOﬁ MPUHUMAETCA ACKiapauus

3afiBJIfAET, YTO

TNedubpummisrops! cepur PRIMEDIC ¢ mpuHaIIeKHOCTIMHE,

BapHaHThI HCIIOJTHECHUA:

1. PRIMEDIC DEFI-N (M100).

2. PRIMEDIC DEFI-B (M110).

ITpuHaANEeXXHOCTH:

. PRIMEDIC Battery 3 - 6arapes mis aedubpusuisaropa.

. PRIMEDIC Battery 6 - 6arapes mis aedudpunnsropa.

. PRIMEDIC Accumulator - akkymynstop BHyTpeHHuit s aedpudpumistopa Defi-B (M110).

. PRIMEDIC AkuPak - akkymynsatop ¢ MHAMKaTOpOM Jijist 1euOpuiIsTopa.

. PRIMEDIC AkuPak+ - akkyMyasSTOp ¢ HHAMKATOPOM sl AepuOpuisiTopa.

. PRIMEDIC Accu - akkymyastop ajs nedudpusistopa.

. PRIMEDIC Akku - akkymysstop st aeudpunnsatopa.

. PRIMEDIC PowerLine - BHe1HUH 670K NuTaHus i AeGuOpuuisTopa.

. PRIMEDIC ClipCharger - 3apsiHoe ycTpoicTBO 1is akkymyJisitopa AkuPak.

10. PRIMEDIC Adapter - anantep s 3apsiiHOro yCTPOUCTBA.

11. PRIMEDIC Defi-Charger - 3apsanas koHcosib 6a3oBast 1/is aehubpuinisTopa. ,

12. PRIMEDIC Defi-Charger, comfort-version - 3apsiiHas kOHCOJb kKoMmdopTHas 1yist AehrUOpusLisTopa.
13. PRIMEDIC Charger Base - 3apsHas koHcosb 6a3oBas st 1ehUOpUILISTOPa YCOBEPIIEHCTBOBAHHAS.
14. PRIMEDIC Charger Comfort - 3apsinas koHcosib komdopTHas /s 1eGubpriisSTopa yCoBEpIIEHCTBOBAHHAS.
15. PRIMEDIC Accu-Care-Module - Moaysib 06ciysKUBaHUsS aKKyMYJISTOPA. :

16. SavePads connect - anexTpoab! 1eGUOPUILIALHOHHBIE OTHOPA3OBBIE.

17. SavePads AED preconnect - 31eKTpoibl 1eGubpUILIsLMOHHBIE OJHOPA30BbIE C KabeseM.

18. SavePads AED mini - anexrpoast neuOpULISLIMOHHBIE OJJHOPA30BbIE JETCKHUE.

19. PRIMEDIC ECG-Viewer - Ilporpamma aiis npocmotpa OKI™ Ha ITK Ha CD-ucke.

20. SaveCard - kapra namsitu CF.

21. Fixation-module wall - HacTeHHOe KperieH i 1151 aKKyMyJISTOpA.

22. SaveBox - saumuk ans nedgudpuinsropa.

23. SaveBox advanced - siuk a1 aeudbpuIisTopa yCOBEpIIEHCTBOBAHHbIM.

24. Defibrillator location sign set] - Taban4ka ykazaresib MECTOHAXOXKAEHUS AePUOPUIIATOpA.

25. Defibrillator location sign set2 - Tabau4ka ykasaresib MECTOHAXOXKAEHUS AehUOpUIIATOpA.

26. Defibrillator location sign + holder - Tabanuka ykasatesnb MeCTOHaX0XKIEHUS AePUOPUIIATOPA C IEPIKATENEM.
27. Emergency trolley - Tenexxka s aebpubpusistopa.

28. Bag with 2 storage compartments - cymka ajis gepudpuiisTopa.

29. Bag with 3 storage compartments - cymka st iepuGprisTopa.

30. Shoulder strap - HanneuHbIil peMenb i AehUOpULIATOpA.

31. PRIMEDIC Pacer-Module - mozynb kapauocTumMysistopa ajist AepuOpuinsTopa.

32. PRIMEDIC I/D Module - moaynbs BHyTpeHHel aedubpusisiumu ajis nepudpunnsropa.

33. Adhesive pacer electrodes child (1 pair) - aneKTpo/ bl 415 KAPAUOCTUMYJISILIMHU OJHOPA30BbIE.

34. Internal electrodes (1 pair) Infant © 40,0 mm - BHyTpeHHHe nebUOPUIIAIHOHHDIC d11€KTPOBI AETCKHE.
35. Internal ele trodes (1 pair) Adult @ 68,0 1 m - BHyTpeHHHEe AedUOPUILIALMO THBIE DJIEKTPOIbI B3POCIBIL.
36. Internal ele trodes (1 pair) Adult large @ 0,0 mm - BHyTpeHHHe AepUOPHA  ALMOHHBIE JJIEKTPO/Ibl B3pOCI i€
OobIye.

37. Complete ¢t for internal defibrillation - v.60p BHyTpeHHUX JehHOPUILIALY IHHBIX 3JIEKTPOJIOB.
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38. Handles for internal electrodes - pyuku asi neduOpULIAIMOHHBIX 3JICKTPOJOB.
39. Nellcor SpO2 Fingersensor - MyJIbcOKCHMETPUYECKHUH IaTYMK HaNajib4HKOBBIH
40. Extension cable - kabesb yJUIMHATENb 11 MyJbCOKCUMETPUUYECKOTO JaTUHKA.
41. SpO2 patient cable - kaGenb A/ MyJIbCOKCUMETPUUECKOIO TATUHKA.

42. ECG patient cable - OKI" kabesb.

43. Extension cable - kabenb yAIMHUTEND.

44.12/24 V - Adapter cable - kabenb agantep ans cetu 12/24 B.

45. ECG-electrodes - DKI' anexkTpoabl 0IHOPa30BbIE.

46. Conductive gel - rens anst nepubpusiaumu.

47. Printer paper - TepMoOymara Uit IpUHTEPA.

48. User manual - pyKOBOACTBO MOJIb30BaTe/s (MHCTPYKLIMH)
HaMMEHOBaHHe, TUI, MapKa MIPOIYKLMK (yCIyrh), Ha KOTOPYKO pacrpocTpanseTcs aeknapauus, koa OK 005-93 u (unu) TH BDJT Poccuu, cBeneHus O CEpUAHOM
BBIMTYCKE MJTH NapTHUH (HOMEP NMapTHH, HOMEPA W3/C/Hii, PEKBU3HTBI 1I0r0BOPa /KOHTPAKTA/, HaK/IaHasl, HAMMEHOBAHHE H3rOTOBUTENA, CTPAHEI U T. n.)

CepwuitHbIii BBILYCK
Kox OKIIJ 2: 26.60.13.130
Kox TH BD/1: 9018908409

MsrotoBurean: "METRAX GmbH". IOpuauueckuii anpec u aapec GakTHIECKOro MeCToHaxoxaeHus: D-

78628, Rheinwaldstr.22, Rottweil, 'epmanus

“coorBercrByer Tpedosanusam [OCT P 50444-92 (Pazzenst 3, 4), ['OCT P 50267.0-92, TOCT P M3K
60601-1-2010, TOCT P MOK 60601-2-4-2013

0003HaueHHe HOPMATHBHBIX JIOKYMEHTOB, COOTBETCTBHE KOTOPBIM NOATBEPIKIEHO 1AHHOH ACKIapaLlkel, C yKa3aHHEM MYHKTOB STHX HOPMATHBHBIX IOKyMEHTOB,
conepyKalrx TpeOOBaHKs sl JaHHOH MPOLYKUHH

I[eKJIapaHHﬂ 0 COOTBETCTBHUM IIPUHATA HA OCHOBAHHH:

Perucrpanuornoe ynoctoseperue Ne ®C3 2011/10093 ot 28.07.2011 rozna, Ceprudukar CHCTEMBI
MmenepKkMenTa kauectsa Ne Q1IN 18 01 23787 033 ot 08.06.2018 roxa

HH(I)OpMaLIl/lﬂ 0 IOKYMEHTAX, ABJIAIOLIMXCSA OCHOBAHHEM LIS NPUAHATHA ACKTIapaurui

Mara npunsatus gexiaapanuu 01.06.2020
Jekapanus o COOTBETCTBUH AeiicTBUTeabHA 10 31.05.2023

JI. B. TumakoB

HUHULAAJTIBI, q)aMHJII/lﬂ

“Tiliane”

Cren TeKJIAPANHA O COOTBETCTBHH:

Peruc prana o ceprudukanuu: RA.RU.10HX37, Opran mo cepTudukaniy NpoyKIuu
O6mmec #O1 orBeTcTBeHHOCTHIO "CepTlIpoMOKcnept", anpec MecTa HaXOXKICHUS U
(bakTH4ecK 05120, POCCHSI, r. Mocksa, yi Ceipomsitardeckas Hux., 1. 11, erp. 52, atax 3,

noMm. I, komH. 7

HaUMEHOBAHKE W a/Ipec OpraHa no cepTU(MKaLMH, 3aPErHCTPUPOBABLLIETO IEKIAPALIUIO

Hata peructpamun: 01.06.2020, perucrpamuonnstii Homep POCC RU /I-DE.HX37.B.01168/20
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