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roCcT P UCO 5841-3—2010

MNpegucnoBue

Lenu n npuHuMnel cTaHgapTM3aunu B Poccuinckoin ®egepaunm yctaHoBneHsl @egepansbHbiM 3aKOHOM OT
27 nexkabpsa 2002 r. Ne 184-®3 «O TexHU4YecKOM perynupoBaHui», a npasuna npuMeHeHUa HauuoHanbHbIX
craHpapTtoB Poccuiickon ®egepaunn — FMOCT P 1.0—2004 «Ctangaptusaums B Poccuitickon degepaumu.
OCHOBHbIE NOMOXEHUA»

CBefeHus o cTaHgapTe

1 PABPABOTAH VYupexgenvem PAMH HayyHbiM UEHTpOM CcepaeyHO-COCYAUCTOW XUpYprum
um. A.H. bakyneea PAMH (HLUCCX um. A.H. bakyneea PAMH)

2 BHECEH TexHu4yeckum komuteToM no ctaHaapTtusaumumn TK453 «MmnnadTarsl B XMpypruu»

3 YTBEPXIOEH W BBEJEH B [EWCTBMUE [pukasom ®enepansHoro areHTCTea no TEXHUYECKoMY
perynupoeaHuio u metponorumn ot 12 Hoabpsa 2010 r. Ne 384-ct

4 Hacrosiwui ctaHgapT MAEHTUYEH MexayHapogHomy ctaHgapty MCO 5841-3:2000 «MmnnaHTaThl
ansa kapguoxmpyprn. Kapgnoctumynaropsl. Yacte 3. CoegnHntenu IS-1 ons uMnnaHTUpyeMbIX 3reKTpokap-
ONOCTUMYNATOPOB HU3konpodunesHelie» (ISO 5841-3:2000 «Implants for surgery — Cardiac pacemakers —
Part 3: Low-profile connectors [IS-1] for implantable pacemakers»).

HaumeHoBaHWe HacToAWEro cTaHaapTa U3BMEHEHO OTHOCUTENBHO HAUMMEHOBAHUA YKa3aHHOro MeXay-
HapogHoro ctaHgapTa ans npuseaeHus B cootsetctene ¢ FTOCT P 1.5—2004 (nyHkT 3.5).

Mpu NnpUMeEHEHUU HACTOSALLIEFO CTaHAapTa PEKOMEHAYETCA UCMONb30BaTh BMECTO CChINTOYHBIX MEXAYHA-
pPOAHbLIX CTaHAapPTOB COOTBETCTBYIOLIME UM HaUWOHanNbHbIE cTaHaapTel Poccuiickon ®egepauum, CBEAEHUA O
KOTOPbIX MPUBEAEHbLI B CPaBOYHOM NpunoxeHuu OA

5 BBE[EH BINEPBbIE

UHebopmauus ob usmeHeHUsiXx K Hacmoswemy cmaHlapmy nybrukyemcs 8 exe200H0 usdasaeMom
UHhopmMayUuoHHOM yKkasamerie « HayuoHarnbsHele cmaHGapmbl», a MeKcm uaMeHeHUd U rnornpasok — gexeme-
CAYHO u3dasaeMbix UHGHOPMaUUOHHbIX ykazamersax «HayuoHnansHele cmaHOapmel». B criyyae nepecmompa
(3ameHsl) unu ommMmeHs! Hacmosiuweao cmaHOapma coomaemcemaytoujee ygedomeHue 6ydem onybrnukosaHo
8 exxemecsi4HO uzdasaeMoM UHhopMayLUOHHOM yKkazamene «HauuoHansHslie cmandapmal». Coomeemcmay-
roujasi uHgbopmayus, yeeoMIieHUe U MeEKCMbI pa3MeUarmes makxe 8 uHghopMayuoHHoU cucmeme obuweao
nonb308aHusi — Ha oghuyuanbHoM calime @edepanibHO20 azeHmemea Mo MEXHUYECKOMY peaynuposaHuro U
Memporioeuu 8 cemu UHmepHem

© CrangapTtuHdopm, 2011

HacToAwmi ctaHaapT He MOXeT BbiTb NONHOCTLIO UMK YaCTUYHO BOCTPOU3BEAEH, TMPaXKMPOBaH U pac-
npocTpaHeH B kadecTee oduumansHoro usgaHua 6es paspelueHus PegepanbHOro areHTCTBa No TEXHUYECKO-
MY perynuMpoBaHu1io h MeTPONorm
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