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Mpeancnoeue

1 MOArOTOBIEH O6wecTBoM C orpaHMieHHo oTBeTCTBEHHOCTLIO «MeaTexctaHgapT» (OO0 «Mea-
TexcTtaH4apT») Ha OCHOBe CODCTBEHHOro nNepesoa Ha PYCCKUA A3bIK aHINOA3bIYHON BEPCUN €BPOMNENCKOro
pernoHanbHOro cTaHaapTa, ykasaHHoro B nyHkTe 4

2 BHECEH TexHu4ecknum komuteToM no ctaHgapTtusauunm TK 411 «Annapatel n obopygosaHuve ons
NyYeBOW ANArHOCTUKKN, Tepannm 1 4o3MMeTpUm»

3 YTBEPXOEH VI BBEAEH B AEMCTBMWE Mpukazom deaepanbHOro areHTcTBa No TeXHMYecKoMy pery-
npoBaHunio 1 Mmetponorim ot 1 okTabpst 2015 . Ne 1425-cT

4 HacTosilwumn ctaHdapT UAEHTUYEH eBpOonenckoMmy pervoHansHomy crtaHgapty EH 13718-1:2008
«MeagunumHckne TpaHcnopTHble cpeacTBa U Ux obopyaoBaHue. ABMaLMOHHbIE TPaHCMOPTHLIE CpeacTBa Meau-
UMHeKoro HasHaveHus. Yactb 1. TpeboBaHNA K MEANLMHCKAM U3AENUAM, UCNOMb3YyeMbIM B aBUALMOHHBIX
TPaHCMOPTHBIX cpeAcTBax MeauumHckoro HasHadeHusi» (EN 13718-1:2008 «Medical vehicles and their
equipment — Airambulances — Part 1: Requirements for medical devices used in air ambulances»).

Mpun npUMeHeHNW HacTosALLEero cTaHAapTa PEKOMeHAYEeTCs UCNOMNb30BaTb BMECTO CChIIOYHbIX MeXayHa-
POAHBIX CTaHO4apTOB COOTBETCTBYIOLUME UM HaLMOHambHbIe CTaHAAPThl U MEXIocyAapCTBEeHHbIe CTaHAapThl,
CBeAeHus 0 KOTOPbIX MPUBeAeHb! B AONOMHUTENbHOM npunoxeHuy A

5 BBEAEH BMEPBbLIE

lMpasuna npumeHeHus Hacmosiwe2o cmaHOapma ycmaossieHbli 8 FTOCT P 1.0—2012 (pa3den 8).
UHpopmayusi 06 UBMEHEHUsIX K HacmosileMy cmaHO0apmy nybrukyemcs 8 exe200HOM (10 COCMOSIHUIO Ha
1 siH8aps1 meKyueeao 2oda) UHhopMayUOHHOM yKasamene «HayuoHaneHele cmaHdapmely, a ohuyuanbHbIl
mekcm uaMeHeHUl U MornpasoK — 8 eXeMEeCsYHOM UHOpMaUuUOHHOM yKkasamerne «HayuoHanbHbie cmax-
Oapmeix». B criydae nepecMompa (3aMeHsl) Unu ommMeHbl Hacmosiuje2o crmaHoapma coomeemcemeylolee yee-
domneHue bydem oriybrukosaHo 8 briuxalliemM 8biflyCKe eXeMeCsHHO20 UHMOPMayUOHHO20 yKazamers
«HauyuoHanebHbie cmaHOapmely. Coomeememesyrowias uHghopmMayusi, yeedoMieHUe U meKkcmbi pasmelyaom-
€5 makxxe 8 UHopmalyUoHHoLl cucmeme oblyezo rnons308aHus — Ha oghuyuansHoM calime PedeparnbHoz0
azeHmemea rio mexHU4eCcKoMy peayrupoeaHuro U Mempoisioauu e cemu ViHmepHem (www.gost.ru)
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HacTosawumn ctaHaapT He MOXeT 6bITb MOMHOCTLIO UMW YaCTUYHO BOCNpou3BedeH, TUpaXXnposaH 1 pac-
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BBegeHue

Hacrosawui ctaHgapT ycTaHaBnMBaeT MUHUMarbHble TpeboBaHuUs kK MHTepdelicaM 1 COBMECTMMOCTHI
MeOVLUMHCKUX U34ernun, WCNonb3yeMblX B MEAUUMHCKMX aBUALMOHHBIX TPaHCMOPTHBIX CcpeacTBax
(nanee — MATC).

HacToswumin ctaHaapT sBNAeTCA A0MOAHEHNEM K HECKOMbKUM APYrMM eBPONencknm cTaHgapTam uycrta-
HaBnueaeT TpeboBaHWA K MeANLMHCKUM U3OeNnsiM, aKCMyatupyemMbiM B YCIIOBUSAX OKpyXatoLleh cpefbl,
OTIIMYHBIX OT HOPMaIlbHbIX YCIIOBUA, yCTAHOBNEHHbIX B paMKax CUCTEMbI 3paBooxpaHeHns. HekoTopble KOH-
KpeTHble TpeboBaHUs OTHOCATCS K YCITOBUSIM OKa3aHus meauunHekon nomolum Ha MATC. TpeboBaHus paspa-
6oTaHbl TakuM 0bpasom, 4Tobbl obecneunTs aKCIyaTaLMOHHYI0 COBMECTUMOCTb U HEeMPEPbLIBHBIN yXo4 3a
nauuMeHTamu.

MegnumnHckne nsgenus BoctpeboBaHbl cnyxbammn asnaumMoHHon ckopor nomown. MATC nepeBo3uT
MeauULMHCKUE U3LeNns, a Takke JeKapCTBEHHbIE CPeACcTBa WM aBapuiiHo-crnacaTenbHoe obopyaoBaHue,
ncnonb3yemoe MeauLMHCKUM NepcoHanom.

MegnumHckne nsgenvst 4OMKHbI COOTBETCTBOBATL AEUCTBYHOLWMM TpeboBaHMAM ANPEKTUBBI MeOULNH-
ckux nsgenun (MDD), ocHOBHbIe U3 KOTOPbIX NepedncneHbl B npunoxexHun 1 MDD. B npunoxeHun ZA nepevuc-
NeHbl OCHOBHBIE TpeboBaHUS, pacCMOTPEHHBLIE B COOTBETCTBUM C NMOMNOXEHUSIMW HACTOSILLErO CTaHaapTa.

Ycnosus okpyxatoLen cpebl 45151 Me AULMHCKUX U3aenni, npuMensiemblx B MATC, oTnn4valoTcst oT HOp-
ManbHbIX YCNOBUA, MPUHATBIX AN CTaLMoHapoB. B 4acTHOCTH, Takne YCNOBNS OKpY>KatoLLen cpelbl, kKak Temne-
patypa U BNaXHOCTb, BUOpaLMOHHEIE N yaapHbIE Harpy3ku, Bbl3aBaHHble ABuxkeHnem MATC, nepemeHHoe
aTMocepHoe AaBneHne U 3NeKTPOMarHUTHbIE MOMeXN, Co3aaBaeMble MPY COBMeCTHOM paboTe cuctem MATC
N MeANLIMHCKUX N3AeNNA.
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HAUMWOHANBbHBLIW CTAHOAPT POCCUMCKOW SGEREPALUM

MeauuMHCKUe TpaHCNOPTHLIE CpeAcTBa U UX 06opyaoBaHue
ABUALIMOHHBLIE TPAHCIMOPTHBLIE CPEACTBA MEOULIMHCKOIO HA3SHAYEHUA

YacTtb1

Tpeﬁoeauuﬂ K MEAUUUHCKUM U3aesiuam, MCNnofb3yeMbiM B aBUALMOHHLIX TPAHCNOPTHLIX cpeacTBax
MeAULIMHCKOro HasHavyeHusn

Medical vehicles and their equipment. Air ambulances. Part 1. Requirements for medical devices used in air ambulances

Data BBegeHns — 2016—09—01

1 O6nacTb NpUMeHeHunA

HacTtosawuit ctaHpapT ycTaHaBnueaeT oblme TpeboBaHns K MEAULIMHCKUM U3AennuaM, ycTaHaBnMBae-
MbIM 1 3KcniyaTupyembimM Ha 6opTy MATC, BHe 60MbHUIL, U KITUHUK, B TEX CUTYaLMUAX, KOrAa YCIoBUs OKpyXato-
LLie cpebl MOTYT OTNIMYATLCS OT HOPMarbHbIX YCIIOBUIA.

TpeboBaHUa HacTosero cTaHaapTa He pacnpocTpaHaloTca Ha cepTUdMKaLmnio TPaHCTIOPTHOTO cpe-
ACTBa, a Takke NoAroToBKYy nepcoHana, kKotopas sBnsetcs 06A3aHHOCTbIO opraHa(oB) Ha TeppuTopun Tomn
CTpaHbl, rae MeauuUUHCKas ckopasi MoMOLLb AOIPKHA 6bITh 3aperncTpupoBaHa.

2 HopmaTuBHbIe CCbINKK

B HacTosLem cTaHaapTe UCMONb30BaHbl HOPMAaTMBHbBIE CChINKM Ha CreayoLwme MexayHapoaHble CTaH-
AapTbl (ANs 4aTUPOBaHHBIX CCbINIOK CriedyeT UCMoMb3oBaTh YKasaHHoe U3aaHue, A4S HegaTMpOBaHHbIX CCbl-
nok — nocnegHee UsgaHune ykasaHHoOro AoKyMeHTa, BKIovas Bce Nonpasku):

EH 980 CumBonbl 4ns ucnonb3oBaHns B MapknpoBske MegnuuHcknx nsgenuin (EN 980, Symbols for use
in the labelling of medical devices)

EH 1041 WHdbopmauus, npeaocTasnsemMas U3rotToBUTeNeM ¢ MeanLMHCkMMm yctpoctesamm (EN 1041,
Information supplied by the manufacturer with medical devices)

EH 13718-2 MeauunHckue cpegctBa U UX obopyaoBaHMe — aBuaums CKOpoW nomowu. Yactb 2.
OkcnnyaTauuoHHble U TexHUYeckue TpebosaHus aBuaLmm ckopoii nomotn (EN 13718-2, Medical vehicles and
their equipment — Air ambulances — Part 2: Operational and technical requirements of air ambulances)

EH 60068-2-32:1993 OcHoBHble NpoLeaypbl 3KONOrM4eckoro ucnbitaHus. Yacts 2. UcnbitaHust. Ucnbl-
TaHve Ed: CeobogHoe nageHue (EN 60068-2-32:1993, Basic environmental testing procedures — Part 2:
Tests — Test Ed: Free fall (IEC 600682-32:1975 + A1:1982 + A2:1990)

EH 60529 Crtenenu sawmTbl, obecnedmsaemble kabuHamu (IP-koa) [EN 60529, Degrees of protection
provided by enclosures (IP code) (IEC 60529:1989)]

EH 60601 MeaunuunHckoe anekTpudeckoe obopyaoBaHue (Bce npumeHnmMble yacti) [EN 60601, Medical
electrical equipment (all applicable parts)]

EHWNCO 407 Hebonblune MmeanumMHCKMe razoBble 6annoHbl. Pin-mHaekcnpoBaHHbIX KNnanaHoB coeanHe-
HUa 3axumom [EN ISO 407, Small medical gas cylinders — Pin-index yoke-type valve connections
(1SO 407:2004)]

EH WNCO 5359:2008 LWnaHrm HW3KOrO QJaBneHWst ANA rasoB, WUCMonb3yemble B MeauLluHe
[EN1SO 5359:2008, Low-pressure hose assemblies for use with medical gases (ISO 5359:2008)]

EH MCO 10297 MepeHocHele razosble 6annoHbl. KnanaHel 6annoHoB. TeXHUYecKkne XxapakTepucTuki 1
nenbiTaHna  no  Tuny  koHcTpykumm  [EN ISO 10297, Transportable gas cylinders — Cylinder
valves — Specification and type testing (ISO 10297:2006)]

UzpaHve opnumansHoe
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EHWNCO 10524-1 Perynatopbl AaBNeHUs ANA CUCTEM Nodayn MeamunHeKknx rasoBs. YacTs 1. PegykTopel
1 peayKkTopkl ¢ pacxoaomepHbim ycTpoicTBoM [EN ISO 10524-1, Pressure regulators for use with medical
gases — Part 1: Pressure regulators and pressure regulators with flow-metering devices (ISO 10524-1:2006)]

EN NCO 10524-3 Perynsatopbl AaBNeHWUs ANs CUCTEM Nogadn MeauunHekux rasos. Yacts 3. PerynsTto-
pbl AaBneHus B KoMmriekTe ¢ knanaHamu uunuHapa [EN ISO 10524-3, Pressure regulators for use with medical
gases — Part 3: Pressure regulators integrated with cylinder valves (ISO 10524-3:2005)]

EH NCO 14971 MepauumHckune npubopel. MpuMeHeHe ynpasneHust puckamm K MeguLMHCKAM YCTPON-
cteam [ENISO 14971, Medical devices — Application of risk managementto medical devices (ISO 14971:2007,
Corrected version 2007-10-01)]

EH MUCO 15002 MoTok M3MepuTenbHbIX NPrBopoB AN MNOAKNHOHYEHNA K KOHLAM ra3oBbIX 6annoHoB
[EN I1SO 15002, Flow-metering devices for connection to terminal units of medical gas pipeline systems
ISO 15002:2008)]

MUCO 7000 Mpacbmyeckne cumsonbl ANA UCMONb3oBaHWs Ha obopyaosanun. UHaekc u pestome
(1SO 7000, Graphical symbols for use on equipment — Index and synopsis)

3 TepMuHbI M onpeaeneHus

B HacTosLeM cTaHaapTe NPUMeHeHbl cneayrowmue TepMUHBI C COOTBETCTBYIOLLIMMA onpeaeneHUaMn:

3.1 MeAMUMUHCKOEe aBMaLUOHHOE TPAHCNOPTHOe CpeAcTBO NpeaHasHaveHo: BosgywHoe TpaHc-
nopTHoe cpedcTBo, 06opyaoBaHHoe Ans paboTbl ABYX cneunansHO NOAroTOBAEHHbIX MeAULMHCKUX paboTHU-
KoB, obecrneunsatoLee TpaHCNoOPTUPOBaHUE KaK MUHUMYM OQHOrO NaLMeHTa Ha HOCUIIKaXx, ANsl OKa3aHUsi emy
MeaULNHCKON MOMOLLW B TeYEHWE TPaHCMOPTUPOBAHUA.

3.2 unTepdcpeinc: Cpeacrsa unm Touka B3aMMoaeNCTBUA OAHOTO UMW HECKONBbKUX MeAULNHCKUX n3ae-
NI, YCITOBUIA OKPY>KatoLLIe M cpeibl, onepartopa, nauneHTa 1, Npu onpeaeneHHbIX yCroBusix, pasnuyHbIX BUAOB
MATC.

3.3 coBMeCcTUMOCTb: BO3MOXHOCTb NOAKIHOYEHUA pasNMYHBIX MEAULIMHCKUX n3aenui, obecneymsa-
IOLLMX OKa3aHWe HernpepbIBHON MEeAULIMHCKON NOMOLLM NauneHTy, k 6opToson cetn MATC, Bktouas BO3MOX-
HOCTb MOAKMIOYMEHUS BNEKTPUYECKUX MEeOULUHCKUX U3Aenuid B pasfvMyHbIX MEeAULMHCKUX TPaHCMOPTHBIX
cpeacTBax.

3.4 mepuuuHckoe usgenue: MHCTpyMeHT, annapar, npubop, Mmatepuan unuapyroe usaenve, Ucnorb-
3yeMble 0TAeNMbHO UM B KOMGUHALIMK, B TOM YKUCne NporpaMMHoe obecneveHue, Heobxoaumoe ans ero npa-
BWMbHOTO NPUMEHEHUs, NpefHa3Ha4YeHHoro U3roToBuTenem Ans AnarHoCcTUKn, NPoUNakTUKU, MOHUTOPUHTAa,
neveHna nnm obnervyeHmsa 60ne3HU UK TpaBMbI NaLUEHTa.

4 TpeboBaHUA K MEQULVMHCKUM U3aeNUAM, ycTaHaBnuBaeMbiMHa MATC

4.1 O6Gwume

MponssognTenn mMeguunHckux usgenuin (nanee — MW), npegHasHayYeHHbIX AMS UCMONb3OBAHUA B
MATC, oomkHbl rapaHTUpoBaTb COOTBETCTBUE TPeboBaHUAM HacToALWEro cTaHaapTa.

4.2 Be3onacHOCTb NaLUeHTOB U NepcoHana

Puckn, cBasaHHblE ¢ MEAULMHCKUMN YCTPONCTBaMU, AOSHKHBI BbITb cBeAeHbl K MUHUMYMY, UCNONb3YyA
npouecc ynpasneHust puckamun B cootseTcTsun ¢ EH UCO 14971, ¢ yyueTom npeanonaraemoro npuMeHeHns
MW, noTeHUManbHbIX M BePOATHBIX ONACHOCTEN, BOSHUKaIOLLMX Kak B HOPMAaSbHBIX, Tak U B aBapUAHBIX yCNOBK-
AX. AHanM3 puCcKoB AOIMKEH OTpaXkKaTb XpaHeHUe, MOHTaX, aKCnyaTauuio U obcnyxvsaHue B HoOpManbHbIX
YCNOBUSIX B COOTBETCTBMUM C UHCTPYKLMSIMU U3rOTOBUTENSA, @ Takke B YCMOBUSX OKpyXXaloLlen cpeabl npu
npumMeHeHunn Ha 6opty MATC.

4.3 Monb3oBaTenbCcKUit UHTepdeinc

MW, 3asiBneHHoe Kak «NepeBo3nMoe», OHKHO ObIThb!
- NpucnocobreHo Ana TPaHCMoPTUPOBaHNUA Kak BHYTPW, Tak U 3a npeAenamMu camoneTa;
- NpeaHa3HaYeHo A okaszaHWs NOMOLLM O4HOMY NocTpadaBLIemy.

MpumeyaHune1— Cwm gupektusy 90/269/EEC.

KHonkun, nepeknovaTenu, MHaUKaTopbl, opraHbl ynpasneHusa U T. 4. AOMKHbI ObITb AOCTYNHbI U NEerko pas-
JTMHUMBI NpK nobbIx yCnoBuUaAxX skcnyaTtaunn.

MpumeyaHwue 2 — Ycnosus aKCnnyarauum onvcanbl B Tpebosanusix EH 13718-2.
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MW, ocHalleHHble 3ByKOBLIM CUTHarioMm TPEBOMM W BU3yasribHBIMA cUrHanamu, OosbkHbl obecneynsaTb
OTYETNMBLIN BU3YanbHbIN cUrHan npuy NoBbLIX YCNOBUSIX aKenyaTaL .

MapkupoBka 1 MHCTpyKUMK No akcnnyatauu MU gonxkHel cooTBeTCTBOBaTh TpebosaHusam EH 1041 u
EH 980. N'paduyeckmne cUMBOSIbI AOSPKHBI COOTBETCTBOBaTL CUMBOIIaM rapMOHU3UPOBaHHLIX CTaHAAPTOB, MpU
UX Hanu4un.

Apyrue ucnonbsyemole CUMBOIbI OMKHBI ObITh MOHATHBI, a UX 3HaYeHUs1 — paclndpoBaHbl Ha 3TUKET-
Ke UIM B COOTBETCTBYIOLLEN NUTepaType.

MapkupoBka AofmkHa ocTaBaTbCA YETKO PasfMYMMoi nocne NposeaeHUsa UCNbITAaHUA, ONUCaHHBIX B 5.3.

4.4 YcnoBsua okpyXalowen cpeabl U 3KCNyaTtauMu MeaULMHCKUX U3AeNuN, yCTaHaBNuBaeMbIX
Ha MATC")

4.4.1 ®yHKuMoHanbHbIA AUaNa3oH TeMnepaTyp

MW gonxHbl 66T paboTocnocobHbIMK BO BceM agnanasoHe pabounx temnepatyp ot 0 °C go nntoc 40 °C,
aTakke B TedeHne He MeHee 20 MUH Npyu TeMnepaTtype okpyatowero Bosayxa MUHYC 5 °C v npu XxpaHeHUn npu
KoMmHaTHoI TemnepaType (20 + 2) °C.

MW pomxHo 6biTb paboTocnocobHbIM B TedeHue 10 MUH Npu aKCTpeMaribHbIX TeMNepaTypHBIX YCIoBUSX
oT MuHyc 30 °C go nnioc 70 °C 1 He meHee 20 MUH Npu ero BospaTe B KOMHaTHY0 TemnepaTtypy (20 + 2) °C.

MW, koTopble He MoryT yaOBMNEeTBOPUTL BhiLLENPUBEAEHHbIM TpeboBaHUAM, AOMKHbI ObITb MapKUPOBaHbI
COOTBETCTBYIOWMUM 06pasom, Hanpumep cumsoriom NCO 7000/0434 «BHUMaHWe» B COMETaHUU C CUMBOIOM
MCO 7000/0632 «OrpaHuveHne TemnepaTypbli».

4.4.2 BnaxHocTb

MW gonxkHbl 6bITb paGoTOCNOCODHBIMU MPU OTHOCUTENLHOWM BIIAXXHOCTU B Npeaenax oT 5 % Ao 95 %, 8
AnanasoHe TeMmnepatyp o7 0 °C go nnoc 40 °C.

4.4.3 TlepemeHHOe aTMOcchepHOe AaBrneHue

MW gomkHbl 6bITb paboToCnoCco6HBIMY U Bbl4aBaTb KOPPEKTHbIE AaHHbIE, 3aABNEHHbIE U3rOTOBUTENEM,
npv AasrneHun Ha BelcoTe Haf yposHem Mops 4000 m.

JlomxkeH 6bITb yKasaH pabouunii AuanasoH, U ecry nokasaHus U NPoussoanTeNbHOCTb MEHAKTCA, TO
AomkHa BbITb NpUnoXxeHa Tabnuua KoppekTUPYoLWMX 3Ha4YeHW. B Tabnuue ykasbiBaloT cTeneHb HeCooTBET-
CTBUSA MeXAay akTU4eCKUMU 3HAYEHUAMU COTNacHO ASUCTBYIOLLUM aTMOChePHLIM YCNOBUAM U 3HAYEHUAMMU,
yKa3aHHbIMW Ha U3aenuu.

MpnmeyaHune— MW, npeaHasHa4eHHble 4nsi paboTbl NPY HU3KOM aTMOCHEPHOM JABMNEHUMU UK NOA AaBrie-
HUEM B Kamepe, A0 KHbI CONPOBOXAATLCS Tabrmuen ¢ CKOpPEKTUPOBAHHBIMU 3HAYEHWSIMU, B COOTBETCTBYIOLLMX CITy4asix
JomkeH 6bITh NpUBeAeH Anana3oH AaBneHun. B kadecTee npumepa, 4N gaenerHus B gnanasoHe ot 600 n 2500 rfa koppek-
TUPYIOLWME 3HaYEHUs1 OIKHbI OblTh NpeacTaBneHs! ¢ warom 100 rMa

4.5 dnekTponutaHue MeAULMHCKUX U3nenumn
4.5.1 O6wwue

AnekTpuyeckne M omKkHbI COOTBETCTBOBATL TpeboBaHUAM Bcex gencTaytowmnx Yacten EH 60601.

MW gorkHbl BbITb BBIMOMHEHbI MO CTENEHW 3aLLUTbl 060M104YKM 3NeKTpoo6opyA0BaHNS OT NPOHUKHOBEHUS
TBepabIX NpeameToB 1 Boabl B knacce IPX3 B cootBeTcTBMM ¢ EH 60529.

MW, npeaHasHayeHHble ANSA XU3HeobecneyeHusl, A0KHbI ObiTb PaGoToCnocoOHBIMK BO BpeMst MX
MOrpysKkn, TpaHCNopTUPOBaHWA 1 pasrpysku. B Lenax npegotepalleHus cboa B pabote MU gosmkHbl UMeTb
CMeHHble BaTapen n/unu paboTtaTh OT BHELLHEro MCTOUHMKA MOCTOAHHOMC ToKa HanpsxeHnem 12 B.

MprvmedaHue 1— 310 TpeboOBaHME ABNSETCA KINOYEBbLIM A5 BO3MOXHOCTU B3aUMOAENCTBUSA.
MprvmeyaHue 2 — MoryT G6bITb MCNONb30BaHbI pasbembl —1, —2 B cooTBeTcTBUM ¢ MIL-26482 nnn EH 60309.

4.5.2 MepguuuHckue wusgenusi, paboTalolme OT UCTOUHMKA MNUTaHUA TMOCTOAHHOIO TOKa
HanpsbkeHMem 12 B

KoHcTpykums MU porkHa obecneynBats ero paboTocnocobHOCTL AN HanpsbkeHus nTaHua U = 13,8 B,
a Takke nogaepxusaTb paboTocnocoBHOCTb, 3asiBNEHHYI0 NpoM3BoOANTENEM, He3aBUCUMO OT KonebaHui
HanpsbkeHUs, Npu KpaTKOBPEMEHHOM nageHun HanpsxeHns go 10 B. 3HaueHne HanpsXeHUst BCTPOEHHbIX

Gatapeit U, ;. AOMKHO HaxoaNTbCA B AnanasoHe oT 12,4 00 15,1B.

MpumedyaHue—MATC moryT 6biTb 060pyaOBaHbI UCTOYHUKOM NUTAHUSI MOCTOSIHHOTO TOKA C HOMUHAMNBHBLIM
HanpspkeHnem 12 B. 3HaueHne HopManbHOro HanpshxeHus 06bI4HO kKonebnetcsa ot 12,4 no 15,1 B. B kavecTBe HOPpManbHO-
ro HanpsKeHUs 4nsi UCTOYHUKA NOCTOAHHOIO TOKa yCTaHOBIEHO 3Ha4eHne 13,8 B.

" CpaBHeHue TpeboBaHUii 4pyrux CTaHaapToOB NPUBEAEHO B MPUNOXeHUH A.
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4.5.3 MeguuuHckue wusgenus, paboTtawouwiue OT UCTOYHMKA MUTAHUSI MOCTOSIHHOIO ToOKa
HanpsxeHuem 24 B

KoHcTpykuusa MU aormkHa obecneunsaTs ero paboTocnocobHOCTL ANd HanpsikeHus nutaHusa U = 27,5B
1 noaaepxmBaTb paboTocnocobHOCTb, 3asBMEHHY0 NpoU3BoANTENIEM, HE3aBUCUMO OT konebaHuin Hanpsxe-
HWSA, NPU KPaTKOBPEMEeHHOM NafieHun HanpsxeHua Ao 20 B. 3HavyeHune HanpskeHns BCTpoeHHbIX 6atapen U, ,,
OOMKHO HaxoauUTbes B AnanasoHe oT 24,8 no 30,3 B.

MpwnmedaHune— Camonertsl MOryT 6biTb 060pya0BaHBI UCTOYHUKOM NUTAHUSA NOCTOSHHOIO TOKA C HOMUHAIb-
HbIM HanpsbkeHnem 24 B. 3HaueHne HOpManbHOro HanpskeHnsa 06bIvHO KonebneTcs ot 24,8 o 30,2 B. B kauecTBe HOp-
MarnbHOro HaNpPsHKeHWs AN ICTOYHMKA MOCTOAHHOMO TOKA YCTAHOBNEHO 3HaveHune 27,5 B.

4.5.4 MeguuuHckue usgenusa, pabortaowue OT UCTOYHMKA MUTAHUA NOCTOAHHOIO TOKa
HanpsbkeHuem 230 B

KoHcTpykuusa MU gormkHa obecnednsats ero pabotocnocobHOCTb ANs HanpshkeHua nuTanua U = 230 B.
MW pgonxHo 6bITb paboTocnocobHbIM 1 obecnevnsaTh 3apaaKy BCTPOEHHbIX BaTapei B AnanasoHe 3HavyeHUin
HanpsbkeHns U oT 10 % no 15 %.

4.5.5 BHYTpeHHUMA UCTOYHUK NUTAHUA

MW ¢ BHYTpeHHUM MCTOYHUKOM MUTaHKUA (aKKyMYynsaTopaMmn) AoMkHbI o6ecneunsaTh 3apaaky 6atapei ot
GOpTOBOM CeTU caMmoreTa NPU HOPMarbHBIX YCOBUAX 3KCNTyaTauunu.

AKKYMYniSiTOpHble GaTapen AorkHbl GbITb BINOSIHEHBI TakMM oBpasom, 4ToGbl Npu Temnepartype
nntoc 55 °C anekTponuT He BbITeKan U3 NoBPEeXAEHHBIX UM TPECHYBLUMX y4acTKOB. B X KOHCTPYKLUMU He A0mnxk-
HO 6bITb CAMOMPOU3BONBHOIO NOTOKA XUAKOCTU U TEPMO3NEMEHTbI AOIKHbI GbiTh 3aLUMLLEHBI OT PUCKOB KOPOT-
KOro 3aMblKaHUS.

M pwumedyaHne— barapew, BbinonHeHHble B cootBeTcTBUM IATA, OOH 2800-A67, yaoBNeTBOPSIOT 3TUM TPe-
6oBaHusM.

4.5.6 OneKTpoMarHUTHbIe NOMeXU MeAULIMHCKUX U3aenun

BocnpunmunsocTs pagunodactotr MU gonxHa cooteeTcTBOBaThH pasgeny 20 RTCA DO-160G.

UanyyeHne paguodvactoTHOM aHeprum oT MW ponxHo cooTBeTcTBOBaTb kateropuu M paspe-
ny 21RTCADO-160G.

4.6 CucrtemarasocHabxeHusa

4.6.1 Obwue

Nsgenus, Tpebyowme noABoAKM rasa, AOIMKHbI ObiITb COBMECTUMBI C YCTAHOBKaMU, yKasaHHbIMU B
EH 13718-2.

4.6.2 YTeukarasa

Ong MMHUMU3aUMK YTeUKn MEeAULIMHCKUX ra30B B OKPYXXaloLLylo cpely OOSKHbI BbITh NpeaycMOoTpeHbI

cpeacTBa 3awuThl. [lonyctumas yTedka rasa u3 noctasnsieMoro obopynoBaHusi B atmoccepy 4omkHa cooT-
BeTCcTBOBaTb TpeboBaHuam B MICO RTCA DO-160G, EH UCO 5359 u EH NCO 10297.

M pumMevyaHune — Cnep,yeT 06paTVITb BHUMaHue Ha COOTBETCTBYOLWME HauUOHalbHble nvinun pernoHanbHbIe
TpebGoBaHus K 3almTe nepcoHana.
4.6.3 Perynaropbl aBneHus U yyeta pacxoaa ycTpoucTsa

Perynaropbl AaBneHUs U perynaTopbl AaBreHns ¢ YyCTPOUCTBaMM pacxoia AOMKHbl COOTBETCTBOBATb
EH UCO 10524-1 unimu EH UCO 10524-3. PerynaTtopbl AaBneHUs AOPKHbI ObITb HANpsiMyto NOAKNHOYEHbI K
WCTOUYHUKY NUTaHUS.

YcTpoiictBa pacxoda Ans MOAKIMIOYEHUS K OKOHEYHbIM YCTPOWCTBaM [OJDKHbI COOTBETCTBOBaTb
EH NCO 15002.

4.6.4 MNHeBMaTN4YECKas MOWHOCTb

MW pomkHo ObITb paboTocNOCOBHLIM MpPU OAHOKPATHOM HapyLIeHUA ra3oBOW YCTAaHOBKW, TO €CTb
1000 kMa.

4.6.5 KnanaHbl 6annoHoB

KnanaHbl 6annoHoB AormkHbl cooTBeTcTBOBaTh EH UCO 10297. MNMpu mncnonb3oBaHMM pasbemoB
Pin-index oHu gorkHbl cooTBeTcTBOBaTH EH UCO 407.



rocT P EH 13718-1—2015

4.6.6 LLnaHroBble coeauHeHUA HU3KOro AaBNeHUA

Tpy6onposoabl HA3KOro AaBneHUs Ansa nogknoveHua MU K OKOHeUHbIM YCTPONCTBaM AOSMKHEI COOTBE-
TcTBoBaTh EH MCO 5359. Ecnu rubkue WwnaHrm UCNonb3yroTea Mexay perynatopammn 4asneHns U MUKPOKOH-
Tponnepom, npumeHsaoT Tpebosanna EH UCO 5359, 3a ucknioveHnem4.4.7,4.4.8,4.4914.4.2.1.

MuHuManbHoe gaBneHue paspbiBa TakMX WNaHroB A0MKHO ObiTb He MeHee 8000 kMa npu 23 °C u He
mMeHee 6400 kMa npn 40 °C.

Mpumeyanune—Cwm. takke 59.101.1 c) EH UCO 11197.
4.7 MexaHu4eckasa NPOYHOCTb
4.7.1 O6uwue

MW ponxHbl 6bITb paGOTOCI'IOCO6HbIMI/I B COOTBETCTBMM CO CBOUM HasHavyeHWeM nocne UcnbiTaHun
cornacHo pasgeny 5.

MpwuvmeyaHune— Tpeboauus k yctaHoBke MU onncanel 8 EH 13718-2.

4.7.2 BubpauuoHHble U yaapHble Harpy3ku

MW ponxHo cooTBeTCTBOBaTL KaTeropun A pasgeny 7 v pasgeny 8 kateropuun U/U2 RTCA DO-160G.
4.7.3 CBobGoaHoe nageHue

MW ponxHo cooTBeTCcTBOBaTL 5.4.

MpumedaHne— 370 NONOXEHNE OTHOCUTCA TONLKO K NepeBo3Hbim MIA.

4.8 ®ukcauusa MmeguuuHckux usgenum B MATC

MponssoanTEeNn cCamoneTos 1 NepcoHarn, oTeevaroLwmin 3a yctaHosky MU, npeaHasHaveHHbIX ANA TpaHc-
nopTUPOBaHNS U NpuMeHeHusa B MATC, AOIDKHBI n3naratb pekoMeHaaunmn Ana HaaexHoro kpenneHua MA.

MpwumeyaHune— TpebGoauus k yctaHoBke MU onucanel 8 EH 13718-2.
4.9 OrHecToMKocTb

MW v gpyrue Buabl 060pyaoBaHUs, UCTIONb3yeMble NPU OKasaHUM MeAULMHCKON NOMOLLM NoCTpaaaB-
LM, OOIMKHbBI ObITb OTHECTONKUMN.

MpwnmeuaHune— TpeGoBaHus K ncnbiTaHUsIM cM. B pasgene 26 RTCA DO160G.
4.10 Undopmaumsa, npenocTaBnsieMas NpousBoguTenemM

UHCTpyKUMst No akcnnyaTaLlmm ormkHa cogepxaTb nHdopmaumio o MU, npeaHasHayeHHbIX K UCMOMb30-
BaHW0, U YCMOBUAX UX 3KCTyaTaLlum.

MHCTPYKUMS No aKcnnyaTaumm AomkHa cogepXaTb BClo Heobxoaumyio uHcbopMauuio Ansi npuMeHeHust
MW B cOOTBETCTBUW C €ro HasHaYeHNeM 1 BKIoYaTb onucaHusl hyHKUMKW ynpaBneHusl, nocneaoBaTeibHOCTb
OencTBUA, NOAKIOYEHNST U OTKIFOYEHUSI CbeMHbIX YacTen U MpUHaANEeXXHOCTEN.

MHCTpYKUMs Mo aKkcnnyaTauum AoMmKHa cogepXaTb nogpobHble MHCTPYKLMK Anst 6e30nacHoro BeINornHe-
HUA Ae3nHMbEKLUN U CTepUn3aLLmMmn, MPOBEPKN 1 NpodrnakTuieckoro o6ecnyXnuBaHus, BbINOMHAEMOro onepa-
TOPOM WNU YNONHOMOYEHHBIMA NULAMW, W yCTaHaBNMBaTb PEKOMEHOYEMYIO 4acToTy WM WHTepBarn
NPOBOAMMBIX AENCTBUNA.

MapK1MpoBKa 1 MHCTPYKLMA Mo akcnnyaTauum Ha MU gomkHbl cooTBeTcTBoBaTh EH 1041 1 EH 980.

B ycTaHOBNEHHbI AMana3oH 3Ha4YeHUA HOMUHAIBHOTO HaNPsbKeHUst ANs anekTpuyeckux MU ¢ sHepro-
3aTpaTamu OMMKHbI BXOAWUTb HanpsikeHns oT 12,4 po 15,1 B — ansa paboTbl OT UCTOYHMKA MOCTOAHHOIO TOKa
HanpskeHnem 12 1 24,8 B; 30,3 B — Ans paboThl ¢ UICTOYHUKOM NTaHUS! MOCTOSIHHOTO Toka 24 B.

MpoussoguTens MU gormkeH ykasaTb MakCUManbHYH Maccy U LeHTP TSHXKeCTU Ha nsgenve.

Cmbicn 0603HavYeHuWin, CUMBOIOB, NPeaynpeXaatoLLnMX Haanucei u cokpalleHnin 4omkeH BbiTb pasbsac-
HEeH B MHCTPYKLWUM NO aKcnnyaTauun.

JomkeH 6bITb NPpegycMOTPeH NepeveHb PeKOMeHAyeMbIX 3anacHbIX M3genuin npunaraemblx (3UMM).

5 MeTtoabl ucnbiTaHUN

5.1 Ob6uwee

3a nposeaeHue mcneiraHnin MU, npegHasHayvyeHHbIX 4nst ucnonb3oBaHus B8 MATC, B COOTBETCTBUM CO
cTaHgapTamu 1 npouegypamu UCNbITaHWA, YNTOMSAHYTEIX B HACTOSILLEM cTaHaapTe, HeceT OTBETCTBEHHOCTb
npounssogutens MA.

MW pormxHbI NpoXoanTs TEXHUYECKoe 06CnyXuBaHme 1 BbITb 0TKannbpoBaHbl B COOTBETCTBUM C UHCTPYK-
UNsIMU U3rOTOBUTENS.
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5.2 YcnoBus okpyxatollen cpeabl
McnbiTaHus AomKHBI NPOBOAUTL MPU HOpMaribHBIX Yenosusix (23 + 2) °C.
5.3 UcnbiTaHuAa Ha AONrOBEYHOCTb U LLBETOYCTOWYMBOCTb MapKUPOBKU

Heo6xoamMMo TepeTb MapKUpPOBKY U LBeTorpacduyeckme Haanucu, 6e3 UsnuiluHero AaBneHus, B TeueHue
15 ¢ TKaHbHO, CMOUYEHHOW TPANKOWN C ANCTUINIMPOBaHHOW BOAOW, 3aTeM B TeueHue 15 ¢ TKkaHblo, CMOYeHHOW 3Ta-
HOMOM, @ 3aTeM B TeueHKe 15 ¢ TkaHblo, CMOYeHHOM usonponaHosioM. MpoBepky NPoBOAUTL NPU HOPManbHbLIX
YCNoBUsIX.

5.4 CBo6ogHoe napeHne

MW gormxHo 6biTb paboTOCMOCOOHBIM NPY CNEAYHOLLNX YCIIOBUSAX UCTBITAHWUIA:
- cBoboaAHOro NageHnss — B cOOTBETCTBMU C npoleaypon 1 EH 60068-2-32;
- BblcoTa nagexua — 0,75 m.



Mpunoxexne A
(cnpaBouHoe)

CooTBeTCcTBUE BOSHHbLIM CTaHAapTam

Ta6nwnua A1— CpaBuutenbHas Tabnuua
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Nynkr HA Tpebosanue MDAU DO-160D DO-160D MIL SPEC MNpumevanue
Temnepatypa u | HwxHss pabouas temneparty- | Pasgen 4, B2 MIL-STD-810C Pa6ovas Hu3kas Tem-
BblCOTa Hag ypoe- | pa: —45°C (Mpumeva- Metog 501.1 nepatypa: -40 °C
HEM Mops BepxHsin paboqan Temnepa- | Hu e — Boicota MeToa 502.1 Pa6ouvas BbICOKasA

Typa: +70 °C Hag ypoBHem | Metog 500.1 Temnepatypa: +70 °C
Bpemsi paboTbl Nnpy BepxHen | MOps B COOTBE- Bpemsa pabGotel npm
Temneparype: +70 °C TCTBUM C pa3sge- BbLICOKOW Temmnepary-
Bpewmsi HenpepbiBHOW paboTel | nom 4, D1) pe n oxnaxgeHus
npyu HWXHEW TemmnepaTtype: He BKITIOYEHbI B
-55°C MIL-STD-810C
Bpems HenpepbiBHON paboThl Bpemsa HenpepbiBHON
npu BbLICOKOW TemnepaTtype: paboTbl NPU BbLICOKOW
+85 °C Temneparype: +85 °
BbicoTa Hag ypoBHEM MOPpS: (10 Xe TpeboBaHue)
15200 m Pa6ouas BbICOTA:
15200 m
Namepenne T1em- | 5 °C (MuHUMym) — mameHe- | Pasgen 5, B Hetr TpeboBanun B
neparypsl HUe TemnepaTypbl B MUHYTY MIL-STD-810C
BnaxHoctb OTtHocuTenbHasi BnaxHocTb: | Pasgen 6, B MIL-STD-810C Takoe xe TpeboBaHue
> 95 % , 3a uckntoveHnem 3Ha- Metop 507.1
YeHun > 85 % B TeveHne 16 4
npy NMOHWXEHHON Temnepary-
pe
YaapHble Harpy3kn | [MonoeuHa nepvoga cuHycom- | Paspen 7 MIL-STD-810C MonoeuHa nepuoga:
Abl C MaKCcMMarbHbIM yckope- Metog 516.2 | 159, 11 mc
Hvem 6 g B TeyeHne 11 mc Mpoueaypa Il
BesonacHocTe mpu | MonoeuHa nepvoga cuHycomn- | Paspen 7 MIL-STD-810C MonoenHa nepuopa:
CTOJIKHOBEHWM Abl C MaKkCcMMarbHbIM yckope- Metog 516.2 | 30g, 11 mc
Hvem 6 g B TeyeHne 11 mc. Mpoueaypa Il YCTOR4mMBOro  yckope-
Kpome TOro, yCToOM4mBbIN MUK, Husi He TpebyeTca
yckopeHue 12 g 4onXKHbI 6biTh
NPUMEHeHbl B KaXXAOM Ha-
NpaeneHnn No Kaxaow opTo-
roHanbHOM ocK
BubpaunoHHble CunyconganeHbie ot 5 po | Pasgen 8,Y MIL-STD-810C CuHyconpaanbHble oT 5
Harpy3sku 14 Tu—npun 0,2gwuor 14 go Meton 514.2,C | po 14 T'u—npwm 0,2 g,
200 Ny — npu 2 g (ans BepTo- ot 14 go 52 'y — npun
nertos) 0,036 g, or 52 po
2000y —npn 5,0g
B3apuiBoycTonyu- He npumeHseTca Pasgen 9, X Het TpeboBanni
BOCTb
BogoHenponnuae- | [ins yctaHoBkM B Mmectax, He | Pasaen 10, X Het TpeboBanuni
MOCTb NoABEPXKEHHbIX BNUSHUIO Ka-
nawuen Bogsl (KOHaeHcara),
Aoxaa  uvnu - pacnbineHHON
BoAbl. He npumensietcs
BnaroycTonuu- He npumensieTca Pasgen 11, X Het Tpeboeanni
BOCTb
Mecok n NbinNb He npumensieTca Pasgen 1, X Het Tpeboeanni
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lpodomxerue mabnuusi A. 1

nmann: 53 ab Ha vacrtoTte
0,15 MIuy cHuxaeTtca Ao
20 ab Ha uactote 2 Mlu;
20 ab — o1 2 go 30 MIy,.
CoeguHuTenbHble Kabenu:
73 ab Ha vactoTe 0,15 My
cHuxawTesa o 40 ab Ha
yacTtoTe 2 Ml'u; 40 npb — ot
2 no 30 MIru.
MpuBeaeHHbIE npegensbi
LUMPOKOMONOCHBIX CUTHAIOB
(pucyHok 21-3): MOLHOCTb
nuaun: 98 ab Ha vacrtoTte
0,15 MIy cHwxkawoTca Ao
50 ab Ha vactoTe 2 MI'y;

Mynkt HA Tpebosanne MDAU DO-160D DO-160D MIL SPEC Mpumevanue
MnecHecTonKoCTb He npumensetcs Paspgen 13, X Het TpeboBaHuin
ConeHol TymaH Ins yctaHoBkm B MmecTax, | Pasgen 14, X Het TpeboBanuit

He NOABEPrHyThIX CONEHOMY
TymaHy B npouecce Hop-
MarbHOMN akcnnyaraumm
BO34YLWHbIX CYAO0B.
He npumeHsieTca
Brnnsaxue marnmtHO- | PacctosHne ana otknowe- | Pasgen 15, Z — TpebosaHus BOEHHbIX
ro nonsi HWUsI NOCTOSIHHOIO TOKa Aor- CTaHAApPTOB OTCYTCTBYIOT
KHO ObITb He MeHee 0,3 m ANA UCNbITAaHWW Ha BNWs-
HUE MarHMTHOTO Nonsi
BxogHasa mowHocTe | MenbiTanusa Ha 115 B nepe- | Pasgen 16, A MIL-STD-704B | Cogepxut HEKoTopble
MEHHOro TOKa, uvacTtoTa aHanommMuyHble  TpeboBa-
400 Tu, noTtpebnaemas HuA, Ho DO-160D aBnseT-
mowHocTs B DO-160D ca 6onee 0606WEHHBIM U
copepxut 6onee xecTkme
TpeboeaHuA
Ckaukn HanpskeHnst | [onoxuteneHble u oTpyuua- | Pasgen 17, A MIL-STD-461B MoeTopsiowmecss 200 B,
TeNnbHble MNWKOBbIE Hanps- TpeboBaHne 0,15 Mc nepexogHbIX NPo-
Xenun 600 B, 10 wmc CS06 ueccoe, ot 6 go 10 nm-
nepexoaHbIX npoLeccoB nynsCoB B  CeKyHAy.
KaXXQoW NoNspHOCTH MonoxuTtenbHble U OTpU-
uaTernbHbie NEpPEXofHble
npovecchl
BocnpuumumnsocTtb > 5 % ot HomuHanbHoro | Paspen 18, A MIL-STD461B | Ot 30 I'u ao 50 kl'y npu
TOHaIbHO3BYKOBOW BXOLQHOrO HanpsikeHust ne- TpeboBaHue 1 B (cpepHexBappatny-
Y4acToThl pemeHHoro Toka ot 750 Iy CSs01 HOe 3HaueHue)
oo 15kry,
Bocnpuvmumeocts K | MHayumpoBaHHoe MarvuT- | Pasgen 19, A MIL-STD-461B 30Ty ao 30 ky; 20 A
VHOYLMPOBaAHHOMY HOe, 3NeKTpu4eckoe nons, TpeboBaHnue 200 B, 0,15 mc
MarHUTHOMY MO0 Bcrneckn: ot 40 Iy Ao CSo01, CS02
15 kl'y; 20 A; 600 B pene MIL-STD-461C
TpeboBaHnue 600 B pene
CS06
Bocnpunmumsocts k | OT 10 kl'y go 400 MI'u npu | Paspen 20, V, | MIL-STD-461B 50 kMy o 400 My
paauodactotam 20 BIm; wnanyuaemasi Boc- | Y TpeboBaHnue 14 k['y go 10 My ¢ Hanps-
a) HeT npegpacno- | NPUUMUYUBOCTb — OT CS03, CS02 XeHHocTblio o 200 B/m
NOXEHHOCTN 30 My go 18 Iy, ¢ Hanpsi-
b) o6HapyxeHune XEeHHOCTbIo 50
octatouHon  Heuc- | 200 B/m
NpaBHOCTU
BbicokoyacTtoTHas MpveeaeHHbie npeaensl | Pasgen 21, Z MIL-STD-461 B | MNMpueegeHHble npegens
3Hepns Y3KOMOIMOCHbIX CUIHAIoB Tpe6osaHnne Y3KOMONOCHBIX CUIHAMNoB
(pucyHkn 21-2): cunosble CEO03, CE02 (pucyHok 2-2). 88 gb Ha

vacrote 0015 MMy ymeHb-
watoten ao 20 ab Ha vac-
ToTe 2 MlNy; 20 ab — o1 2
Ao 50 My (nuHun anek-
Tponepeaay u coeauHu-
TenbHble kKabenn).
MpveegenHble npegens
LIMPOKOMOMNOCHOIO CUrHa-
na (pucytok 2-3): 130 ab
Ha wactote 0,015 Mly,
cHuxatrwTcs ao 50 b Ha
vacrore 2 Ml u;
50 ab —oT1 2 go 50 My
(cunoeble NUHUKM 1 coeu-
HUTenbHbIE Kabenu)




Okonyanue mabnuypt A.1
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Mynkr HA Tpebosanne MDAU DO-160D DO-160D MIL SPEC Npumeyanue
BuicokovacTtoTHas 50 ab — oT1 2 go 30 Mru. Pasgen 21, | MIL-STD-461 B MpveegeHHble npegensb
3Heprus CoeavHuteneHele  kabenu: | Z TpeboBaHne WMPOKONONOCHOIO CUrHa-

118 pb na vactote 0,15 MMy CEO03, CEO02 na (pucyHok 2-9);. 35 nb
cHmxatwTea go 70 gb npwu Ha vactote 0014 Mlu
2 Mfu; 70 pgb—o1 2 pgo cHwxatotess go 20 gb Ha
30 Mrlu. vactoTte 25 MIy; 20 ab Ha
MpuBepeHHbIe Npegens! y3ko- vacrote 25 My ¢ yeenu-
MOMNOCHbIX CUrHanoB (pucy- yYeHnem o 60 gb —wHa
Hok 21-7): 98 gb Ha vacToTe vacrote 10 [Twu.
0,15 Mly ymeHbliatoTcs A0 Nanyuyaemble  npepgensbl
68 gb Ha vactote 100 MIy; LLUIMPOKOMNOMNOCHOro CUrHa-
68 ab Ha vacTtote 100 Ml'y ¢ na (pucyHok 2-10): 100 b
yBenMUeHneM no Ha uvactote 0,014 Mluy
92 ab —npun 1215 Ty yMeHbliawTea go 55 gb
Ha dactote 200 Mlu;
55 pgb Ha vactoTe
200 Ml'y ¢ yBenu4eHnem
o 70 gab — Ha vactoTte
1My
Monuus wHgyumpo- | [ecate nepexogHbix npouec- | Pasgen 22, | MIL-STD- 461C | Ha pgnuHHble n kopoTkme
BaHHbIX NEPEXOAHBIX | COB K&XKAOW NONMAPHOCTU: KL K NyHKT 15 1 pucy- | BONHbI TECTOB HE CyLWecT-
curHanoe Vp = nukoBoe  HanpsbkeHue HOK 2-9. ByerT.
PasOMKHYTOW Lienm EgvHcTBEeHHOE bpolweHHasn TecT-cuHyco-
Ip =npegen Tect nNWKOBLIN TpeboBaHne vaa B guanasoHe 4actoT
TOK CS11 o1 10 kl'y Ao 100 Mly;: no-
BocnpunmumeocTb: BblweHne Toka ot 0,16
a) BOInHa (3emnsa | Vp =300 /p =60 no 10 A, Ha vacrote —
BMPbICK); ot 10 kl'y go 0,63 MI'u;
b) Ha kopoTkux Bon- | Vp =750 Ip =150 10 A—o10,63
Hax (MHxekuma obb- 0o 10 Mly; napenune ot 10
eMHOro Kabens); oo 1 A Ha yactote ot 10
C) cuHycouga Vp=600/p=24 Ao 100 My
(vHxekuus obbeM-
Horo kabens)
Monuus  (npsvble | He npumeHseTcs Pasgen 23, Het TpeboBanui
nocneacTeusi) X
O6nepeHeHve He npumeHsieTcs Pasgen 24, | MIL-STD-810E Het tpe6oBanui
X Metopg 521.1




rOCT P EH 13718-1—2015

Mpunoxenne ZA
(cnpaBouHoe)

CooTBeTCcTBUE HacTosALEro craHaapTa Tpe6oBaHmuam aupektuBbl EC 93/42/EEC
Ha MeJULMHCKUe u3genus

HacTtosiwuii ctaHgapT 6bin NoAroToBINEH COrMacHo pacnopsikeHuio, npegoctaeneHHomy CEN EBponeinckoin komme-
cuen n EBponerickoi accoumaumnen cBo6o4HOM TOProenu, Ans Toro, 4Tobbl o6ecnevnTs COOTBETCTBUE OCHOBHbLIM Tpebo-
BaHusiMm anpektusbl 93/42/EEC o MU.

Mocne TOro kak HacTOS WM cTanaapT 6yaeT n3gaH B odmumansHoM xypHane EBponenckoro Coto3a B pamkax 9ToMn
OVPEKTVBbI N 3apercTPUPOBaH B KA4€CTBE HALMOHANBHOIO CTaHAapTa no KpawHewn mepe O4HOro rocyaapcTBa-yrexa,
cobnogeHve NoNoXeHUM HACTOSALLEro CTaHAapTa, NpuBeAeHHbIX B Tabnvue ZA.1, gaeT, B npegenax o6nactn npumMmeHeHnUs
HaCTOALLEero cTtaHgapTa, Npe3ymnuuie COOTBETCTBUS C OCHOBHbIMKM TPeBOBaHUSIMW OUPEKTUBbLI U CBA3AHHBIMWU C Hel
HopmaTuBHbIMK EFTA.

TabnwuuyaZA.1— CooTBeTCTBME MEXY HACTOSILLMM CTaHAapTOM 1 anpekTneoi 93/42/EEC no megnmuunHckum usgenu-
M

Cratba(u)/noanyHkT(bI) Ha- OcHoeHble TpebosaHus (ERs) KBEMMBUKALIAOHHbI® SAMENAHUSIPUMEYAHNS
crosiero ctaHgaprta aunpektusbl 93/42/EEC u P
MyHKT 4.5.1 TpebyeT COOTBETCTBUA SNEKTPUHECKMX
MW Bcem vacTtam cepum ctaHgaptoB EH 60601.
CobniogeHve TpeboBaHuili cepum  CTaHAaApTOB
4.5.1 7.2 (Tonbko Ans anektpuseckux M) EH 60601 siBnsieTcst OCHOBaAHMEM [i1151 COOTBETCTBUS
BCeM AencTByowmm EH (Tonbko ans anekrpuuec-
kux MU)
He pacnpocTtpaHsieTcsi Ha TpeboBaHue ykasaTb Io-
4.6,4.8 9.1 6ble orpaHuyeHuns no skcnnyataumu (ansa MU 6Ges
SNEKTPUHECKON HacTu)
4.4 9.2, BTOPOI a63aLl He pacnpocTtpaHseTca Ha nokasatenu Temnepary-
pbl U gaeneHuns
4.6 12.7 4 He pacnpocTpaHseTcs Ha ra3oBble CUCTEMBI M Pa3b-
€eMbl
4.10 13 Ccbinka Ha Tpe6oBannst EH 1041 n EH 980

Mpepynpexaenne! Opyrve TpeboBanusa n gpyrre gupekTvesl EC MoOryT NpyMeHsATLCH K 3genuio(sim), nognaaato-
wemy(um) nog gencTene HacTosAWero cTaHaapTa.

10



roCT P EH 13718-1—2015

MpunoxeHne QA
(cnpaBo4Hoe)

CBefleHUs1 0 COOTBETCTBUM CCbITOYHbIX MeXxayHapoaHbIX CTaHAapPTOB
CCbINMOYHbLIM HaUUOHaNbHbLIM CTaHAapTam

OBosHatieriue CoblNOHOTO MeXAYHapORHOTo CreneHb COOTBETCTBMS cogf:::;‘;?/rj:r: igﬁjxgﬁz:zro
craHpapTa cranpapra
EH 980 — *
EH 1041 — *
EH MCO 15002 — *
EH 13718-2 — *
EH 60529 — *
EH 60068-2-32 — *
EH 60601 — *
EH MCO 407 — *
EH NCO 5359 — *
EH UCO 10297 — *
EH MCO 10524-1 — *
EH MCO10524-3 — *
EH LUCO 14971 — *
MCO 7000 — *

* COOTBETCTBYHOLWMIA HAUMOHANBHBIA CTaHOAPT OTCYTCTBYET. [1o €ro NpUHATUSA peKOMEeHAYETCA UCMOoNb3oBaTth ne-
peBoA, Ha PyCCKUI s13bIK EBPONeNcKoro permoHansHoro ctangapta EH 13718-1. OpuvHanbHbIN NepeBoy, HACTOSLLETO
cTanaapTa HaxoauTes B PegeparnbHOM MHPOPMALMOHHOM (hOHAE TEXHUYECKUX PernaMeHToB 1 CTaH4apToB.
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Bubnuorpadua

Council Directive 93/42/EEC of 14 June 1993 covering medical devices)

Council Directive 86/188/EEC of 12 May 1986 on the protection of workers from the risks related to exposure to noise
at work)

Council Directive 89/391/EEC of 12 June 1989 on the introduction of measures to encourage improvements in the
safety and health of workers at work)

Council Directive 90/269/EEC of 29 May 1990 on the minimum health and safety requirements for the manual
handling of loads where there is a risk particularly of back injury to workers (fourth individual Directive within the
meaning of Article 16 (1) of Directive 89/391/EEC))

Directive 95/28/EC of the European Parliament and of the Council of 24 October 1995 relating to the burning
behaviour of materials used in the interior construction of certain categories of motor vehicle)

U.S. Military standards, MIL-DTL-26482: Connectors, Electrical (Circular, Miniature, Quick Disconnect, Environment
Resisting), Receptacles and Plugs, General Specification For (publication available at IHS offices)

U.S. Military standards, MIL-STD-461B, Electromagnetic Emission and Susceptibility Requirements for the Control
of Electromagnetic Interference

U.S. Military standards, MIL-STD-461C, Control of Electromagnetic Interference

U.S. Military standards, MIL-STD-704B, Aircraft Power Limits

U.S. Military standards, MIL-STD-810C. Environmental Test Methods

U.S. Military standards, MIL-STD-810E, Test methods for determining the environmental effects on equipment
COMMISSION REGULATION (EU) No 1178/2011 of 3 November 2011 laying down technical requirements and

administrative procedures related to civil aviation aircrew pursuant to Regulation (EC) No 216/2008 of the European
Parliament and of the Council

IATA International Air Traffic Association, Dangerous goods regulations, UN 2800-A67, Special Provision for sealed
lead acid batteries (publication available through IHS Nordic, Strandvejen 130, DK-2900 Hellerup)

Radio Technical Commission for Aeronautics, RTCA DO-160, Radio Technical Commission for
Aeronautics — Environmental conditions and test procedures for airborne equipment (corresponding to EUROCAE
ed-14)(publication available at the RTCA Secretariat, Suite 500, 1425 K Street, N.W. Washington DC, 20005, USA)

Radio Technical Commission for Aeronautics, RTCA DO-199, Radio Technical Commission for
Aeronautics — Potential interference to aircraft electronic equipment from devices carried on board (publication
available at the RTCA Secretariat, Suite 500, 1425 K Street, N.W. Washington DC, 20005, USA)

Radio Technical Commission for Aeronautics, RTCA DO-160D Environmental conditions and Test Procedures for
Airborne Equipment (1997-07-29)1)

The International Special Committee on Radio Interference, CISPR 11, Industrial, scientific and medical (ISM)
radio-frequency equipment — Electromagnetic  disturbance characteristics — Limits and methods of
measurement)

European Aviation Safety Agency, JAR/EASA Latest regulation JAR-OPS (Joint Aviation Regulations-Operational
Specifications) 1 Commercial Air Transportation (Aeroplanes)z)

European Aviation Safety Agency, JAR/EASA Latest regulation JAR-OPS (Joint Aviation Regulations- Operational
Specifications), 3 Commercial Air Transportation (Helicopters)3)

COMMISSION REGULATION (EC) No 1702/2003 of 24 September 2003 laying down implementing rules for the
airworthiness and environmental certification of aircraft and related products, parts and appliances, as well as for the
certification of design and production organisations — ANNEX — PART 21 — Certification of aircraft and related
products, parts and appliances, and of design and production organisations)

RTCA DO-160G Ycnosusi okpyxatLen cpegpl 1 ucneltaHusa ans 6optoeoro obopyaoeavua (RTCA DO-160G,
Environmental Conditions and Test Procedures for Airborne Equipment)

EH737-4 Curctembl TpyOONpPOBOAOB 41151 ra30B, UCMNONb3yeMblX B MeanumHe. YacTe 4. TepMuHans! 4ns cuctTem

yoaneHus Fa3OHapKOTMHeCKOVI CMecHu

(EN737-4) (Medical gas pipeline systems — Part 4: Terminal units for anaesthetic gas scavenging systems)
EH 738-4 PeaykTopbl AN rasoB MeauUMHCKOro HasHaveHwust. YacTe 4. PegykTopbl, NnpyMeHsieMble B MeauLUMH-

CKMX npnbopax

(EN 738-4) (Pressure regulators for use with medical gases — Part 4: Low-pressure regulators intended for

12

incorporation into medical equipment)

Yewm. http://www.rtca.ora/downloads/DEC%202004%20-%2005-01-06.htm#T0c92864029.
2 cwm. http://www.easa.eu.int/home/index.html.
3cm. hitp://www.easa.eu.int/home/index.html.


https://meganorm.ru/Index2/1/4294852/4294852392.htm
https://meganorm.ru/mega_doc/fire/postanovlenie/13/postanovlenie_fas_uralskogo_okruga_ot_30_10_2006_N_f09-9516.html
https://meganorm.ru/Index2/1/4293752/4293752959.htm

EH 1789
(EN 1789)
EH 1865-1

(EN 1865-1)
EH 1865-2

(EN 1865-2)
EH 1865-3

(orEN 1865-3)
EH 1865-4

(EN 1865-4)
EH 1865-5

(orEN 1865-5)
EH 13976-1
(EN 13976-1)
EH 13976-2
(EN 13976-2)
EH 60068-2-6

(EN 60068-2-6)
EH 60068-2-29

(EN 60068-2-29)
EH 60068-2-64

(EN 60068-2-64
EH 60309-1

(EN 60309-1)
EH 60309-2
(EN 60309-2)
EH 61000-4-2
(EN 61000-4-2)

EH 61000-4-3

(EN 61000-4-3)
EH 61000-4-4

(EN 61000-4-4)
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TpaHcnopT MeauumnHCKUI 1 ero obopyaosaHue. MalmHbl CKOpON NOMOLLM
(Medical vehicles and their equipment — Road ambulances)

O6opynoBaHve ansi TpaHCNoOpPTUPOBKM GOMNBHOrO, MPUMEHSIeMOe B MalMHax CKOPOW MOMOLLW.
Yacts 1. Cneundukauus obLLUX CUCTEM HOCUIOK M 0G0pYAOBaHWS AN TPAHCNOPTUPOBKU GONBHOTO

(Patient handling equipment used in road ambulances — Part 1: General stretcher systems and
patient handling equipment)

O6opygoBaHve ansi TPaHCNOPTUPOBKU BGOMNbHOTO, NMPUMMEHSIEMOE B MallMHAX CKOPOW MOMOLLM.
YacTb 2. MexaHn4eckne HOCUNKK

(Patient handling equipment used in road ambulances — Part 2: Power assisted stretcher)

ObopygoBaHue Mo yxody 3a nauuMeHTOM, UCMOonb3yemoe B AOPOXHbIX ambynartopusix. YacTe 3.
CBepxmoLHOe pacTArveaoLLee yCTponcTBo

(Patient handling equipment used in road ambulances — Part 3: Heavy duty stretcher)

O6opyanoBaHve No yxoay 3a NauneHToM, UCMonb3yemoe B IOPOXHbIX ambynaTtopusx. Yacts 4. Kpec-
110 Ansi nepemMeLLeHns nauneHTa

(Patient handling equipment used in road ambulances — Part 4: Mechanical assisted transfer chair)

O6opygoBaHue Mo yxoay 3a nauMeHToM, UCNoNb3yeMoe B AOPOxXHbIX ambynaTopusix. HacTe 5. Onopa
CBepX MOLLHOrO PacTsArMBaloLLEro yCTpoONCTBa

(Patient handling equipment used in road ambulances — Part 5: Stretcher support)

CucTembl cnaceHus. TpaHcnopTUpoBaHue MHKybaTopoB. HYacTts 1. YcnoBus B3aumogencTeums
(Rescue systems —Transportation of incubators — Part 1: Interface conditions)

CucTembl cnaceHus. TpaHcnopTUpoBaHue MHkybaTopoB. Yacte 2. TpeboBaHus k cucteme
(Rescue systems — Transportation of incubators — Part 2: System requirements)

WcnblTaHus Ha Bo3gecTBUe BHeWHMX hakTopo. YacTtb 2. MicneiTanne Fc m pykoogcTeo: Bubpauus
CHHyconaanbHas

[Environmental testing — Part 2-8: Tests — Test Fc: Vibration (sinusoidal)]

McnbiTanusi Ha BO3OENCTBUSI BHELWHMX hakTopoB. YacTtb 2: NcnbiTaHns. Menbitanme Eb u pykoso-
OCTBO: YaapHas Tpsicka
[Basic environmental testing procedures — Part 2: Tests — Test Eb and guidance: Bump
(IEC 60068-2-29:1987)]

VMenbiTaHus Ha BO3gencTemne BHeWHMX bakTopoB. YacTb 2: Ucnbitanus. Ucnbitanme Fh: Linpokono-
nocHasi crnydariHas Bubpaums (LM poBoe ynpasneHme)  pykoBoacTBO

(Environmental testing — Part 2-64: Tests — Test Fh: Vibration, broadband random and guidance)

Bunku, po3eTku 1 coeguHUTENW NPOMBILLNEHHOTO HasHadeHus. YacTtb 1. O6wue TpeGoBanus. N3me-
HeHue 2

[Plugs, socket-outlets and couplers for industrial purposes — Part 1: General requirements
(IEC 60309-1:1999)]

Bunku, po3eTku U coeguHUTENUN NPOMBILLITEHHOro HazHaveHusl. YacTtb 2. TpeboBaHusi K pazaMmepHON
B3alMO3aMeHsIEMOCTH annapaTyphbl CO LWThIPSMU U KOHTaKTHBIMU THE3AaMm

[Plugs, socket-outlets and couplers for industrial purposes — Part 2: Dimensional interchangeability
requirements for pin and contact-tube accessories (IEC 60309-2:1999)]

OneKkTpoMarH1THasi CoBMecTUMOCTb. YacTb 4-2. MeToavku ncneiTaHnin n nsmepenuin. Ucnoitanmne Ha
HEBOCMPVMMYMBOCTb K 3MTEKTPOCTaTUHECKOMY paspsigy
(Electromagnetic compatibility (EMC) — Part  4-2:
techniques — Electrostatic discharge immunity test)
OneKkTpoMarHuTHasi CoBMecTuMocTb. YacTb 4. MeTogukn ncnbitaHni n namepenun. Pasgen 3. Ucnbl-
TaHne Ha HEBOCNPUNMYNBOCTD K BO3,D,6VICTBVIPO SNEKTPOMarHMTHOro nons ¢ nany4vYeHnem Ha pagmo-
YyacToTax

[Electromagnetic compatibility (EMC) — Part 4-3: Testing and measurement
techniques — Radiated, radio-frequency, electromagnetic field immunity test (IEC 61000-4-3:2006)]

Testing and measurement

OnekTpoMarHuTHasi coeMecTumocTb. YacTe 4-4. MeToabl nucneitaHun n namepenvi. icnoitanmne Ha
HEBOCMPUUMYMBOCTL K BLICTPLIM MepexodHbIM NpoLeccam 1 BCnreckam

[Electromagnetic compatibility (EMC) — Part4-4: Testing and measurementtechniques — Electrical
fast transient/burst immunity test (IEC 61000-4-4:2004)]
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EH 61000-4-6

(EN 61000-4-6)

EH 1CO 7396-2
(ENISO 7396-2)
EH 1CO 80601-2
(EN ISO 80601-2

series)
EHWNCO 10524-2

(ENISO 10524-2)

OneKkTpoMarH1THasi CoBMecTUMocTb. YacTb 4. MeToanku ncnsiTaHwii n uamepennii. Pasgen 6. 3awm-
LLLeHHOCTb OT MNOMEX NO LeNW NUTaHusl, HaBeAEHHbIX PpagnoYacToTHIMU NonsimMu. MiameHenve 1

[Electromagnetic compatibility (EMC) — Part4-6: Testing and measurement techniques — Immunity
to conducted disturbances, induced by radio-frequency fields
(IEC 61000-4-6:2003 + A1:2004 + A2:2006)]

CucTembl pa3Bogky MeguuUHCKMX razoB. YacTtb 2. CucTtembl yaaneHusi ra3oHapKoTUYeCKoN CMecu
nyTem NpoayBKu

[Medical gas pipeline systems — Part 2: Anaesthetic gas scavenging disposal systems
(ISO 7396-2:2007)]

MeauumnHckre anekTpuyeckre annapartbl. YacTs 2

(Medical electrical equipment)

Perynatopel gaBnexus gnsi CUCTEM Nogaydv MeanLMHCKUX rasoB. YacTb 2. Perynsitopbl JaBneHus B
Konnekrope u TpyGonpoeoae

(Pressure regulators for use with medical gases — Part 2: Manifold and line pressure regulators
(ISO 10524-2:2005)

EH NCO 11197:2009 bnoku nutaHws 4ns MeamuuHckoro o6opyaoBaHms
(ENISO 11197:2009)[Medical supply units (ISO 11197:2004)]

EH 1CO 19054
(ENISO 19054)
NCO 7637-1

(IS0 7637-1)

NCO 7637-2
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PenbcoBble cucTemMbl Ansi NOAAEPXKKM MeanLUMHCKoro o6opyaoBaHus
[Rail systems for supporting medical equipment (ISO 19054:2005)]

JopOXHBIN TpaHCNopT. 3nekTpuYeckue NoMexu oT NPoBOgUMOCTU U B3aumoaencTeus. Yacts 1:
Onpegenenns n obwme TpeboBaHus

(Road vehicles — Electrical disturbance by conduction and coupling — Part 1: Definitions and
general considerations)

JopOXHBIN TpaHCNopT. 3nekTpuyeckue NoMexu oT NPoBOgUMOCTU U BaaumoaencTems. Yacte 2:
ONeKkTponpPoOBOAHOCTL TONBKO BAOMNb NMHUM Nepeaav
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YOK 615.47:006.354 OKC 11.040.01 OKTIT 94 5150 IDT
11.160 94 5250
49.020

KritoueBble crnosa: M3genus mMeguunHcKUe, UCNbITaHne, MeTod UCMbITaHus, aBUaLMOHHbIE TPaHCMOPTHbIE
cpeacrtsa MeANUNHCKOro HadHa4eHud, Tpe6OBaHI/IF| KMeONUNHCKUM n3aennam
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