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Mpeancnosue

Lenu u npuHunnel ctangaptusauun B Poccuickon ®efepauimm yctaHosrneHsl degeparnbHblM 32KOHOM
oT 27 nekabpsa 2002 r. Ne 184-93 «O TeXHUUECKOM perynMpoBaHiny, a npasuna npuMeHeHnst HauMoHanbHbIX
ctanaapToB Poccuiickon depepaumn — FOCT P 1.0—2004 «CtangapTtusauuns 8 Poccuiickon degepaumn.
OcHOBHbIe NOMNOXEHNA»

CBepfieHUA o cTaHaapTe

1 NOArOTOBNEH 3akpbiTbiM akLMOHEPHBIM 06LWecTBOM He3aBnCUMBIA UHCTUTYT UCTbITAHWUA Meau-
LmHckon TexHukn (3A0 «<HUNMT») Ha ocHOBe cOBCTBEHHOIO ayTEHTUYHOTO MepPeBOAa Ha PYCCKUA A3bIK TeKeTa
cTaHgapTa, ykaszaHHoro B nyHkre 4

2 BHECEH TexHnyeckum komuTeToM no ctaHgaptusaumm TK 11 «MeaguuuHckue npubopsl, annapatbl 1
obopygosaHue»

3 YTBEPXOEH W BBEJEH B JEWNCTBWE [Mpukasom deaepansHoro areHTCTsa Mo TeXHUYECKOMY
perynnpoBaHunto n metponorin ot 28 ceHTA6pst 2011 r. Ne 348-c1

4 HacTosiwuin ctaHgapT ugeHTudeH mexayHapogHomy ctaHgapTy MOK 60601-2-20:2009 «Uspenus
MeauUMHCKMe anekTpudeckme. Yacts 2-20. YacTHble TpeboBaHus 6e30nacHoCTU ¢ y4eTOM OCHOBHBIX (OYHKLIM-
OHamnbHBIX XapaKTepWCTUK K TpaHCMOpTHBIM UHKybaTopam ans HoBopoxaeHHbix» (IEC 60601-2-20:2009
«Medical electrical equipment — Part 2-20: Particular requirements for the basic safety and essential
performance of infant transport incubators»).

Mpy NpUMeHeHNN HacTosILLEero cTaHAapTa pekoMeHayeTCs UCMob30BaTh BMECTO CChISTIOUYHBIX MeXAyHa-
POAHbIX CTAHAAPTOB COOTBETCTRYIOLME UM HaLMoHarnbHble cTasaapThl Poccuitckon ®eaepaumu, ceegeHns o
KOTOpPbIX MpuBeAeHbl B AOMNONHUTENIbHOM NpUioXeHun JA

5 B3AMEH MOCT P 50267.20—97

Urdbopmayus 06 U3MeHeHUsIX K HacmosiuieMy cmaxOapmy rybruKkyemcs 8 exe200Ho u30agaemMom UH-
gopmayuoHHoM yKasamerne «HauuoHarbHble cmaHOapmbi», @ MEeKCm U3MEHEHUL U Nonpasok — 6 exeme-
CAIYHO u30asaeMbiX UHGhOpMaUUOHHBIX yKa3amersix «HauyuoHansHble cmaHdapmbl». B cniydae nepecmompa
(3ameHbi) unu ommeHs! Hacmoswez2o cmaHdapma coomeemcmsyouwee yeedomeHue 6ydem orybrnuxkosaHo
8 eXXeMeCsIYHO u3dasaeMoM UHhopMayUoOHHOM yKka3amerne «HayuoHarnbHble cmaHdapmbl». Coomeemcmey-
fowasi uHghopmayusi, yeedomneHue U meKkcmoi pa3Mewaromcesi makxe 8 UHghopMayuoHHol cucmeme obuje20
rionb308aHus1 — Ha opuyuarnsHom calime ®edeparibHO20 azeHmMemea 1o MexHUYeCKoMy peayruposaruto U
memporoauu 8 cemu ViHmepHem

© CraHagapTuHdopm, 2012

HacToswuin ctaHaapT He MoXeT BbITb MOMHOCTLIO UM YacTUYHO BOCNPOM3BEAEH, TUPaXKMPOBaH 1 pac-
npocTpaHeH B KadecTse orumansHoro nsaaHus 6es paspelueHust defepasibHOro areHTCTsa Nno TeXHUYECKo-
MY perynmpoBaHuio 1 MeTPoNorun



roCcT P M3K 60601-2-20—2011

CopepxaHue
201.1 O6nacTtb pacnpocTpaHeHus, Lenb U AONOMHUTENbHbIE CTAHAAPTBl . . . . . . . v o v o v o e o . 1
201.1.1 O6nacTb PacCMPOCTPAHEHMST . . . . . . v v e v e i e e e e e e e e e e e e e e 1
201.1.2 Lenb. . . . . . o e e e 1
201.1.3 *JONOMHUTENBHBIE CTAHAAPTBL . .« v . v v v v e e e e e e e e e e e e e e e e e e e e 2
201.1.4 YacTHble CTAHAAPTBI . . .« o v v e e e e e e e e e e e e e e 2
201.2 HOPMATUBHBIC CCBIMKN . . . . o . o ot i ot e e e e e e e e e e e e e e 2
201.3 TepMUHBI M OMPEAEIIEHUS. . . . . . . i v e e it e e e e e e e e e e e 3
201.4 O6WMe TPEBOBAHUSA. . . . . . . . . . . i 4
201.4.1 Ycnosus npumeHeHus TpebosaHuii K ME U3QENUKO unu ME CUCTEME . . . . . . . . . .. .. 4
201.4.3 *OCHOBHbLIE ®YHKUNOHANBHBLIE XAPAKTEPUCTUKA . . . . . . . . .. .. .. .. ... .. 5
201.5 O6wwme TpeboBaHus Kk ucnbltanuam ME U3OENWA . . . . . . . . . . . . . .. ... ... .. 5
201.6 Knaccudukauma ME USAEMMM MME CUCTEM. . . . . . . . .. . . . . oo 6
201.7 WpeHTudmkaums, MapkmpoBka 1 gokymeHTauns ME W3OENMUW. . . . . . . . . 6
201.8 3awmta or ONACHOCTEWN nopaxeHns 3MeKTPUHECKUM TOKOM . . . . . . . . . o o o o oo oo 8
201.9 3awmra ot MEXAHUYECKUX OMACHOCTEW, cosgasaembix ME U3OENUAMU
MME CUCTEMAMM . . . . . . . e 8
201.10 3awmta ot ONACHOCTEN Bo3aeicTeus HexenaTensHoro Uiy YpeamepHoro uanyderns . . . . 10
201.11 3awmTa oT YpeamepHLIX TemnepaTyp u apyrux ONMACHOCTEW . . . . . . . . . . . .. . .. .. 10
201.12 TOYHOCTb OpraHoB yrnpaBneHUss U U3MepUTENbHEIX MPUOOPOB 1 3aLuMTa OT OMAaCHBIX 3HAYEHNIA
BBIXOAHBIX XAPAKTEPUCTUK . . . . o o o v o i e e e i e e e e e e e e e 11
201.13 OMNACHBDBIE CUTYALUWN U yCnoBna HApYLIEHUS . . . . . . . o o v o e e e e e e e e e e e e 17
201.14 NPOrPAMMUPYEMBIE SNEKTPUHECKWE MEAUUMHCKUE CUCTEMbI (PEMS) . . . . . . . 17
201.15 KoHetpykuus ME U3OENNA . . . . . . . . o L o o e 17
20116 MECUCTEMbI. . . . . . . . . e 19
201.17 3nekTpomarHuTHas coBMmectumocTb ME MUSOEMMA UME CUCTEM. . . . . . . . .. . . . ... 19
202 3nekTpoMarHUTHasi COBMECTUMOCTb. TpebBOoBaHUSA M UCMILITAHUSA. . . . . . . . . . . . . . . . . . .. 19
210 TpeboBaHusa Anst paspaboTki KOHTPONNEPOB € (PU3NONIOTNYECKON OBPATHOM CBA3LIO. . . . . . . . . 19
MPUROKEHUST . . . . . o o o e e e e e e e e e e e e 20
MpunoxeHue AA (cnpasoyvHoe) CneunanbHble pykoBOACTBA U OBOCHOBaHME . . . . . . . . . . . . . .. 21
MpunoxeHne OA (cnpaBodHoe) CBeaeHWs1 0 COOTBETCTBUN CChINOYHBIX MEXAYHapOAHbIX CTaHAapToB
HaunoHanbHbIM cTaHdapTam Poccuiickon degepaun . . . . . . . . . L L. L. 27
ANaBUTHBIA YKA3aTEMb TEPMUHOB. . . . . . o o o v e i e e i e e e e e e e 28

Bubnuvorpadbust . . . .. L L e 30



roCT P M3K 60601-2-20—2011

BBegeHune

CuutaeTcs, YTO MUHUManbHble TpeGoBaHus K 6e3onacHocTU, onpeaeneHHble B HAacTOALLEeM YacTHOM
cTaHaapTe, obecneyvar uenecoobpasHyto cteneHb 6e3onacHocTu npu paboTte TpaHcnopTHeIXx UHKYBATOPOB
AnA HOBOPOXXAEHHbIX.

HacTosawmin yacTHelA cTaHaapT ynydwaet u gononHsaer MOK 60601-1:2005 «Mspenva meguumHckue
anekTpuyeckue. Yactb 1. Oblme TpeboBaHUsA 6e30MacHOCTU C YHETOM OCHOBHbLIX (hYHKLIMOHANBHBIX XapaKTe-
pucTuk» (aanee — obwmia ctaHaapT).

TpeboBaHUsi CONPOBOXAAKTCS U3NOXKEHNEM COOTBETCTBYIOLLUMX UCTIBITAHWUA.

O6wwmre pekomMeHaaLMN 1 NosiCHeHUs1 TpeboBaHWIA HACTOALLEro YacTHOro cTaHAapTa NpUBeAEeHbI B Npu-
noxexHumn AA.

MpeanonaraeTcs, YTO 3HaHWE NPUYUH, NEXaLLUX B OCHOBE 3TUX TpeboBaHWIA, He TONbKo 06NerYnT cooT-
BETCTBylOLlEe NMPUMEHEHNEe HACTOSILLEro YacTHOro cTaHgapTa, HO U B AarnbHenweMm yckoput nobble nepe-
CMOTpbI, HeoBXoANMbIE U3-3a U3MEHEHWUIA B KNMHUYECKOW NPAaKTUKE UMW Kak pe3ynbTaT pa3BUTUSl TEXHOSOTUIA.
Tem He MeHee, faHHOE NMPUIIOKEHNE He SIBNSAeTCA YacTbio TpeboBaHUA HacToALero cTaHaapTa.

B HacTosiLeM cTaHaapTe NPUHATHI cneayowme WpndToBble BbliaeneHns:

- TpeboBaHuA 1 onpeaeneHnst: NPSMon WpUMT;

- TexHudeckue TpeboBaHUs K UCTIBITAHUAM: KypPCUB;

- UHOPMaLMOHHBIE MaTepuarnbl BHe Tabnuy, (Tuna npuMeyaHuin, NpUMEpPOB U CCbINOK): LIPUGT YMEHb-
LWeHHOro pasMepa. AHarNorM4Ho BbiageneH HOPMaTUBHBINA TEKCT Tabnuu,

- TepMuHbl, onpegeneHHsble B pasgene 3 obuwero ctaHaapTa, B HAaCTOALWEM YaCTHOM cTaHAaapTe: npo-
nUCHble ByKBbI.

B HacTosLeM cTaHaapTe TePMUHBI 03HaYaloT:

- «MYHKT» — OiHa U3 CeMHaaLaTh YacTen cTaHAapTa, ykaszaHHbIX B OrMiaBrieHuu, BKIMlouast Bce noanyH-
KTbl; Hanpumep, NyHKT 7 BKNoYaeT NoanyHKTLI (NyHKTLI) 7.1, 7.2 T. 4.;

- «MoAnyHKT» — NpoHyMepoBaHHaA NocneaoBaTernlbHOCTb MOAMNYHKTOB MyHKTa; Hanpumep, NOANYHKTbI
7.1,7.2n7.2.1 asnsoTca noaAnyHKTamMn NyHkTa 7.

Mepes ccbINKOM Ha NYHKT U Nepea ero HoOMepoM B HacTosIlLeM cTaHaapTe ByaeT CTOATb CNOBO «NYHKTY,
a ccbinika Ha NoAnyHKT ByAeT orpaHUMYeHa NuLb ero HOMEePOM.

B HacToslleM cTaHgapTe colo3 «unvy» ByaeT UCNonNb3oBaTbCA Kak BKAOYaloLLee «Umnuy, T. €. yTBepXae-
Hue ByaeT UCTUHHBIM Npur NGO KOMBUHALMK YCITOBUNA.

Bep6GanbHble opMbl, MCMoNb3yeMble B HACTOALLEM CTaHAapTe, CoBNaAatoT Mo hopme ¢ onmMcaHHbLIMU B
npurioxeHun G Oupektus MCO/M3IK (vacTb 2).

BcrnomoraTenbHble rnarosbl:

- «OO/DKeH» 03HayaeT, YTo CooTBEeTCTBME TpeboBaHMAM MU UCTIbITAaHUAM 00s13aTeNnbHO ANst COOTBe-
TCTBUS HACTOSILLIEMY CTaHAapTy;

- «cnepyeT» O3HayaeT, YTO COOTBETCTBUE TPEBOBAHNAM UM UCTIBITAHUSIM PEKOMEHA0BaHO, HO He 0Bsi-
3aTeslbHO ANsi COOTBETCTBUSI HACTOsILLEeMY CTaH4apTy;

- «MOXeT» UCMOomnb3yeTcs ANt ONUcaHns AOMYCTUMbIX MyTen JOCTUXKEHUA COOTBETCTBUA TpeGoBaHUAM
WK UCTIbITaHUSM.

MomeTka (*) Nnepen HaMmeHoBaHWEM NyHKTa (MOANYHKTa) UK Tabnuubl YKasbIBaeT, YTO B NPUMOXKEHUM
AA nMeloTCA pekoMeHaaunm Unn NosiCHEHNS K 3TUM 3NeMeHTaM TeKeTa.

KomuTteT pelumn, 4to cogepxaHue AaHHOW nyGnvkauum ocTaeTcs HeM3MeHHbIM 40 AaTkl NoaseaeHUA
pesynbTaToB, oTobpaxeHHol Ha cainte M3OK «http://webstore.iec.ch» B faHHbIX, COOTBETCTBYIOWMX Onpeae-
neHHoi ny6nukauuu. B aToT AeHb nyGnukauua Gyaer:

- noaTeepxaeHa,

- 0TO3BaHa,

- 3amMeHeHa Ha NepecMOTPeHHOEe n3gaHne unm

- [AOMosHeHa.
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HAUWOHANBHBIAN CTAHOAPT POCCUUCKON GEQLEPALUUMNU

U3genna MEQUUUHCKUE SNEKTPUYECKUE
YacTtb 2-20

YacTHble TpeGoBaHUA 6€30MaCHOCTU C YYETOM OCHOBHbBIX (hYHKLIMOHAMNbHbIX XapaKkTepucTuk
K TPaHCNOPTHbLIM UHKY6aTopam AnA HOBOPOXAEHHbIX

Medical electrical equipment. Part 2-20. Particular requirements for the basic safety
and essential performance of infant transport incubators

DaTta BBegeHna — 2013—01—01

201.1 O6nacTb pacrnpocTpaHeHus, uenb U OONONHUTEeNbHbIe CTaHAAPThI

MpumeHsitoT NyHKT 1 obLlero cTaHgapTa, 3a UCKIioYEHUEM:

201.1.1 O6nacTb pacnpocTpaHeHuUs

BameHa:

Hacrosiwuin yacTHbI cTaHgapT ycTaHaenuesaeT TpebosaHus BESOMNACHOCTU C YHYETOM OCHOB-
HbIX ®YHKLUMOHANBHLIX XAPAKTEPUCTUK k TPAHCMNOPTHBIM MHKYBATOPAM ANA HOBOPOX-
OEHHBIX, onpeaenerHbix B 201.3.208 HacTosiwero cTaHaapTa (aanee — ME U3OENUE).

Ecnu nyHKT unv nognyHKT cneuyansHo npegHasHaveH Anst npumMeHerHus Tonbko kK ME USOENTUAM unu
Tonbko K ME CUCTEMAM, B HaumeHoBaHUW U CoAepXKaHnn AaHHOTo MYHKTa UK NoAMYyHKTa 3TO AOIDKHO ObITh
orosopeHo. B NpoTUBHOM criydae MyHKT Unn NoAnyHKT nprmeHstoT kak kK ME U3AENUIO, tak n k ME CUCTE-
MAM.

OMNACHOCTW, xapakTepHble Ans npegnonaraemoi cousnonorudeckon cbyHkuum ME USOENUA nnu ME
CUNCTEMBI B npegenax obnacTu pacnpocTpaHeHUs HacTOALLEro cTaHaapTa, He oXBaTbiBalOTCA cneunanbHbl-
MK TpeboBaHUSAMU HaCcTOSILLEro cTaHAapTa 3a ucknodueHnem 7.2.13 n 8.4.1 obluero ctaHgapTa.

[MpunmeyaHne—Cwm. Takke 4.2 obwero ctaHgapra.

Hactoawmin 4vacTHeln cTandapT onpeaenseT TpeboBaHus 6esonacHoctu k TPAHCMOPTHLIM
VMHKYBATOPAM ANA HOBOPOXXAEHHbLIX, Ho Takke cunTaeT 4oNyCTUMBIMU anbTepHaTUBHBIE METOAbI CO-
OTBETCTBUA cneuuasnbHbiM MyHKTaM Mpu AeMOHCTPaLuM 3KBUBANEHTHOro ypoBHsi GesonacHocTw, ecnuv
N3rOTOBUTENL 8 cBoem ANNE MEHEAXXMEHTA PUCKA npoaeMoHCTpUpyeT, UTO pycK, NpeacTaBeH-
HbIi OMTACHOCTBHO, NpusHaH HaxoasaLWMMCA Ha NPUEMITEMOM YPOBHE MPY COMOCTaBIEHUN C NOMb30 OT BO3-
denicteus npubopa.

HacToswuia YacTHeIn cTaHgapT He pacnpocTpaHsieTcs Ha:

- OOEANA, MOAYWKN, MATPALIbI ¢ nogorpesomM MeguUMHCKOro HazHaveHus; cm. MOK 80601-2-35 [1];

- MHKYBATOPbI ANA HOBOPOXAEHHbIX, koTopbie He sisnsitotcst TPAHCMNOPTHBIMU MHKYBATO-
PAMW ONA HOBOPOXXAEHHbIX; cm. MOK 60601-2-19 [2];

- N3NYYAIKOLWWME OBOMPEBATENM ANA HOBOPOXKOEHHLIX; cm. MOK 60601-2-21 [3];

- OBOPYOOBAHUE ONA $OTOTEPANNI HOBOPOXOEHHbLIX, cm. M3K 60601-2-50 [4].

201.1.2 Uenb

Bamena:

Llenbto HacTosLwero YacTHOro ctaHaapTa SIBMsieTCs ycTaHOBNEHWe YacTHeIX TpebosaHuii BE3OMAC-
HOCTWU C YHETOM OCHOBHbIX ®YHKLNMOHAIbHbLIX XAPAKTEPUCTUK k TPAHCMOPTHbLIM NHKYBA-
TOPAM [ HOBOPOXAEHHbIX, onpegenerHbix B 201.3.211, koTopble MuHUMuUanpytoT ONACHOCTH
ana NAUMEHTA n OMEPATOPA v onpeaensitoT BUAbl UCNbITaHWA, KOTOPbIe NO3BONAT NPOBEPUTL COOTBE-
TcTBUE TpeboBaHUsM.

U3paHne odmumanbHoe
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201.1.3 *[JononHuTenbHble CTaHAAPTbI

HornonHeHue:

Hacrosiwuia YacTHbI cTaH4apT cCbiNaeTcst Ha NPUMEHUMbIe AOMONHUTENbHbIE CTaHdapThl, Nepevnc-
neHHble B NyHKTe 2 obluero ctaHaapTa U nyHkTe 201.2 HacTosILEero YacTHOro cTaHaapTa.

M3K 60601-1-2 n M3K 60601-1-10 npumeHsiioTea cornacHo nyHktam 202 u 210 cooTBETCTBEHHO.
M3K 60601-1-3 He npumeHsieTca. Bce pgpyre ony6nukoBaHHble AOMNOMHUTENbHBIE CTaHAAPTHI cepun
M3K 60601-1 npumeHsiloTca ¢ MOMeHTa ny6nukauuu.

201.1.4 YacTHble cTaHAapThbI

BameHa:

B cepun MK 60601 yacTHble cTaHAapTbl MOrYT USMEHSITb, 3aMeHsITb UNW yaanaTb TpeboBaHuaA, coaep-
Xawuecs B obLem cTaHaapTe U AOMOMHUTENbHBIX CTaHAapTaXx, kak HeoBX0AUMO ANA KOHKPETHOro paccmat-
pusaemoro ME W3AENWUA, n moryt aobasnate apyrme tpebosaHus BE3OMACHOCTU C YYETOM
OCHOBHbIX oYHKLUWUOHAINBHLIX XAPAKTEPUCTUK.

TpeboBaHUsl YacTHOrO cTaHAapTa UMeLoT NPUOPUTET nepes O6LLMM CTaHAapToOM.

[ns kpatkocTn MOK 60601-1 Ha3bIBalOT B HACTOSILLIEM YaCTHOM cTaHAapTe obwum ctaHgaptom. fonon-
HUTEeNbHble CTaH4apThl HA3bIBaKOT MO UX HOMEpaM.

HyMepaLus MyHKTOB 1 NOANYHKTOB HACTOALLEro YacTHOro cTaHAapTa COOTBETCTBYEeT HyMepauum obLe-
ro ctaHgapta ¢ npedukcom «201» (Hanpumep, 201.1 B HacTosILEeM cTaHAapTe OTHOCUTCA K COAEPKUMOMY
nyHkTa 1 obwero cTaHgapTa) NPUMEHUMOrO AOMOSNHUTENBHOrO cTaHAapTa ¢ npedukcom «20x», rae «x» — 3To
KOHeYHbIA(ble) cMMBOSI(bI) HOMepa AOoNONHUTENbHOro cTaHgapTa (Hanpumep, 202.4 B HacTOALWEM YacTHOM
CTaHJapTe OTHOCUTCS K COAePXXUMOMY NyHKTa 4 gononHuTensHoro ctaHgapta MOK 60601-1-2, 203.4 B HacTo-
ALleM YacTHOM cTaHOapTe OTHOCUTCA K COAEpXUMOMY NyHKTa 4 aononHUTenbHoro ctaHgapta MOK 60601-1-3
1 T. A.). UameHeHns Tekcta oblero ctaHgapTa onpegeneHsl CreayowmMmmn crioBamu:

«3ameHa» — MyHKT U1 NOANYHKT obwero ctangapTa unv NPUMMEHUMOro AONONMHUTENLHOTO cTaHAapTa
NOMHOCTLHO 3aMEHSIIOT TEKCTOM HACTOSILLEro YacTHOro CTaHaapTa;

«JOMNOMHEeHNe» — TEeKCT HacToALEero YacTHOro ctaHgapTa AononHseT TpebosaHus obLero ctaHaapTa
U MPUMEHUMOro AONONHUTENBLHOIO CTaHaapTa;

«nonpaekay — NyHKT Unn NognyHKT obLero ctaHgapTa unv NPUMeHUMOro AoNOMHUTENBHOTO cTaHAap-
Ta U3MEHSIIOT COrNacHo yKasaHUsiIM B TEKCTE HAcTOosILLEro YacTHOro cTaHdapra.

MoanyHKTbI, pUCYHKKN UK Tabnuupl, KoTopble 4o6aBNeHbI K MMetowmuMes B obuem ctaHaapTe, HyMmepy-
toT, HaumHasna ¢ 201.101. OgHako, yunTbIBasi, 4To onpeaerneHus B obliemM ctaHgapTe NpoHyMepoBaHsbl oT 3.1 Ao
3.189, nobaeneHHbIe onpeaerneHnst B HACTOSILLEM CTaHAapTe HYMepyoT, HaumMHas ¢ 201.3.201. flob6aeneHHbIe
npunoxexusi obosrHavatoT AA, BB 1 7. 4. 1 gobaBneHHbIe nepeuncneHns aa), bb) u . a.

MoAanyHKTbI MM PUCYHKK, KOoTopble AobaBneHbl K MMEoLIMMCS B AOMONHUTENBHOM CTaHAapTe, HyMepy-
0T, HauvMHasg ¢ «20x», rae «x» —3TO HOMep [OMOSIHUTENbLHOro CcTaHaapTta, Hanpumep, 202 ans
M3K 60601-1-2, 203 ana MOK 60601-1-3 n 1. a.

TepMUH «HacTOALWMA cTaHOAPT» UCNOMb3YHOT AfSl COBMECTHOW CChbIIIKA Ha obwmin ctaHaapT, nobble
NpUMeHUMbIe AONONHUTENbHbIE CTaHAapThl 1 HACTOSALLMIA YacTHBIA cTaHaapT.

Ecnu HeT cooTBeTCTBYIOLLErO MYHKTa UMW NOANYHKTa B HACTOSILLIEM YAaCTHOM cTaHaapTe, MYHKT Unn noa-
NYHKT obLuero ctaHaapTa UM NPUMEHNMOrO AOMONHUTENBHOTO cTaHAapTa NPUMeHsIIOT 6e3 n3sMeHeHUi, XoTa
OHW MOryT 6bITb He noaxoasawmumn. Ecnv Heobxogunmo, 4Tobbl Mtobasi yacTb obLlero cTaHaapTa unnu NPUMEHU-
MOro AOMOMNHUTENBHOro cTaHAapTa He MPUMEHSANUCE, XOTS OHU MOTYT BbiTh NOAXOASALMMM, B HACTOALLEM Yac-
THOM cTaHgapTe NpuMBeaeHO YTBepKAeHNe O TakoM AeNCTBUN.

201.2 HopmaTuBHbIEe CCbINKKX

MpuMeHsIoT NyHKT 2 obLiero ctaHaapTa, 3a UCKMoYeHUEM:

MpwumeyaHue— CnpaBouHble CCbINKM NpuBeaeHbl B Gubnmorpadum.

lMonpaska:

M3K 60601-1-2:2007 Nanenus meanunHckie anekTpudeckme. YacTb 1-2. O6iume TpebosaHusa Gesonac-
HOCTW C Y4€TOM OCHOBHbIX (DYHKLMOHAMBHBIX XapakTepucTuk. JononHUTeNbHbIR cTaHaapT. OreKkTpoMarHuT-
Has coBmecTMMOCTb. TpeboBaHus un ucnbiTaHus (IEC 60601-1-2:2007, Medical electrical equipment —
Part 1-2: General requirements for basic safety and essential performance — Collateral standard:
Electromagnetic compatibility — Requirements and tests)

2
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LononHeHue:

M3K 60601-1-10:2007 N3genusa meanunHckie anekTpudeckue. Yactb 1-10. Obwme TpeboBaHusa 6e30-
MacHOCTU C y4€TOM OCHOBHBIX (DYHKLIMOHAMNbHBIX XapaKkTepncTuk. [JononHUTensHbIn cTandapT. TpebosaHus K
paspaboTke KOHTpONNepoB ¢ dumanonorndeckon obpartHon caassto (IEC 60601-1-10:2007, Medical electrical
equipment — Part 1-10: General requirements for basic safety and essential performance — Collateral
Standard: Requirements for the development of physiologic closed-loop controllers)

MCO 32 lazoBble 6annoHbl MeaULMHCKOTO HasHaveHus. MapkupoBka Ans naeHTUdukaumm cogepxim-
moro (ISO 32, Gas cylinders for medical use — Marking for identification of content)

NCO 407 BannoHbl ManorabapuTHble ANsl rasos, NpuMMeHsieMblX B MeauumHe. CoeauHeHus knanak-
Hble BUNoYHble ¢ dukcatopamn (ISO 407, Small medical gas cylinders — Pin-index yoke-type valve
connections)

201.3 TepMuHbI 1 onpeaeneHus

MNpuMeHsIIoT TepMUHEI U onpeaeneHus, npuesegeHHsle B MOK 60601-1, 3a nckntiodeHnem:

MpwumMedyaHwne— Cnucok TepMUMHOB NPVYBEAEH B KOHLie CTanaapTa.

[ononHeHue:

201.3.201 TPAHCMNOPTHbIA MWHKYBATOP C PEFYIMPOBAHMEM MO BO3QYXY (AR
CONTROLLED TRANSPORT INCUBATOR): UHKYBATOP, B kOTOpOM TeMnepaTtypa Bo3fyxa asToMmaTnyec-
KA perynupyeTcsl C MOMOLIbIO AaTyvMka TemnepaTypsl Bosdyxa B cooTseTcTBuM ¢ TEMMEPATYPON
PEIMNYNMMPOBAHWUA, yctaHosneHHo ONEPATOPOM.

201.3.202 CPEQHAA TEMIMNEPATYPA (AVERAGE TEMPERATURE): CpeaHee 3HayeHWe nokasaHun
TemnepaTtypbl, NU3MepeHHbIX Yepe3 perynspHble NpoMeXyTk/n BpeMeHU B Ntobol ykasaHHoh Touke OTCEKA
npu YCNOBUN YCTAHOBUBLUENOCA TEMIMEPATYPHOI O PEXXVMA.

201.3.203 CPEOHAA TEMMNEPATYPA TPAHCMNOPTHOIO UHKYBATOPA (AVERAGE TRANS-
PORT INCUBATOR TEMPERATURE): CpeaHee 3HaveHue nokasaHun TEMIMNEPATYPbI TPAHCINOPTHOIO
VHKYBATOPA, un3mMepeHHbIX vepes perynspHble NpoMexyTku spemeHu, npu YCITIOBUM YCTAHOBUWB-
LWErOCA TEMMEPATYPHOIO PEXKUMA (cM. pucyHok 201.102).

201.3.204 TPAHCMOPTHbIA UHKYBATOP C PEIYNIMPOBAHUEM MO TEMMNEPATYPE KOXW
HOBOPOXOEHHOIO (BABY CONTROLLED TRANSPORT INCUBATOR): TPAHCMOPTHbIA NHKYBA-
TOP C PEINYNMPOBAHMEM MO BO3QYXY, umetowinin 4ONONHUTENBHYIO BO3SMOXHOCTb aBTOMaTU4eCKOro
perynupoBaHus Temnepatypsbl Bosgyxa B UHKYBATOPE ans nopgaepxaHua ee A0 3HaYEHWUA, U3MEPEHHbIX
JATYMKOM TEMMEPATYPbI KOXKW B cootseTcTRuMM ¢ TEMMEPATYPOW PEMYNTIMPOBAHUS, yCTaHOBNEH-
Holt ONMEPATOPOM.

Mpumevanue—TPAHCMOPTHLIA WHKYBATOP [N HOBOPOXAEHHLIX, pa6otaowmii  kak
WHKYBATOP C PETYIINPOBAHWEM MO TEMMEPATYPE KOXXWN HOBOPOXXAEHHOIO, sensietcs KOHTPOJTIEPOM
C ®M3MONOIMMYECKOW OBPATHOWM CBA3BLIO, kak onpeaenero 8 MOK 60601-1-10.

201.3.205 OTCEK (COMPARTMENT): 3amkHyTas yactb UHKYBATOPA ¢ perynupyembsimMn napameT-
pamu oKpy>KaroLLen cpeabl, NpegHasHaveHHada ans pasmelleHuns B Hen HOBOPOXXOEHHOIMO, ¢ npospayHon
cekumen (cekuusiMn) Ans BO3MOXHOCTU HabnoaeHnst 3a HOBOPOXKOEHHbLIM.

201.3.206 TEMIMNEPATYPA PEIYNUPOBAHUA (CONTROL TEMPERATURE): Temnepatypa, Bbl-
6paHHas 4nsa TemnepaTypHOro perynpoBaHusi.

201.3.207 HOBOPO)KD,EHHbIVI (INFANT): MAUMEHT Bospactom Ao 3 mec 1 maccoi go 10 kr.

*201.3.208 TPAHCMOPTHbIA UHKYBATOP ANA HOBOPOXOEHHBLIX (INFANT TRANSPORT
INCUBATOR): NMEPEHOCHOE ME U3OEJIME, cogepxawee OTCEK, ocHalleHHbIN cpeacTBaMn perynmpo-
BaHWs okpyxatowen cpeasl HOBOPOXOEHHOIO, rmaeHbIM 06pa3om, 3a cueT Harpesa Bo3gyxa B npegenax
OTCEKA, n NEPEHOCHOW NUCTOYHWUK MUTAHUSA.

201.3.209 TEMIMEPATYPA KOXMWM (SKIN TEMPERATURE): Temnepatypa koxu HOBOPOXXOEH-
HOIMO B Touke, B koTopow pacnosnoxeH JATHUK TEMIMEPATYPbI KOXW.

201.3.210 DATYUK TEMMNEPATYPbI KOXW (SKIN TEMPERATURE SENSOR): YyscTtBUTENbLHOE
ycTpoincTeo ans nsmepeHus TEMIMEPATYPbI KOXKU HOBOPOXAEHHOIO.

201.3.211 YCNOBUE YCTAHOBUBLLUENoCA TEMMNEPATYPHOIO PEXUMA (STEADY TEMPE-
RATURE CONDITION): Ycnosue, korga TEMIMNEPATYPA TPAHCIMNOPTHOIO UHKYBATOPA He nameHsietcs
6onee yem Ha 1 °C B TeyeHne 14 (cM. pucyHok 201.102).
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201.3.212 TEMNEPATYPA TPAHCNMOPTHOIO MHKYBATOPA (TRANSPORT INCUBATOR TEMPE-
RATURE): Temnepatypa Bo3fyxa B Touke, Haxoasawenca Ha 10 cm Bbllle LeHTpa nosepxHoctu MATPALIA B
OTCEKE (cMm. pucyHok 201.101, Touka M).

M — patumnk TEMMNEPATYPbl UHKYBATOPA; A, B, C, D — paT4uku TemnepaTtypbl Bo3ayxa
Toukn namepenust ot A no D n M nexar B ogHon nnockoctu, napannensHo MATPALLY Ha paccrosiium 10 cm ot
Hero.
Pucynok 201.101 — lNonoxeHne aaT4yvMkoB TeMnepaTtypbl

TEMNEPATYPA A
MHKYBATOPA
KonebaHue
Temneparypbl
/\ /\
\/ \/
CPEQHAA
TEMMEPATYPA
o WHKYBATOPA
Temnepartypa -
oKpy>KatlLLiei cpeapbl Bpem;l
Bpewms YCINNOBUE YCTAHOBUBLLEIOCA
nporpesa TEMMEPATYPHOIO PEXUMA

PucyHok 201.102 — Kone6anne TEMMEPATYPbl MHKYBATOPA

201.3.213 NEPEHOCHOU WUCTOYHUK MUTAHUA (TRANSPORTABLE ELECTRICAL POWER
SOURSE): AkkymynaTopHasa GaTtapes W 3apsgHoe YCTPOWCTBO, npeaHasHaueHHble ans obecneveHus
MATAHNA, Heobxoaumoro ans paboTtel TPAHCIMTOPTHOIO MHKYBATOPA ONA HOBOPOXOEHHLIX.

201.4 O6wue Tpe6oBaHUSA

MpumeHsaoT NyHKT 4 0bLiero cTaHaapTa, 3a UCKIIoYEHNEM:

201.4.1 YcnoBuA npumeHeHus Tpe6osanun k ME U3OENUIO unu ME CUCTEME

[ononHeHue:

Ona ME U3OEJNUA, cHabxeHHOro anbTepHaTUBHLIMA UCTOMHWKaAMKM Tenna, Ana otaenbHbix MHKY-
BATOPOB co BcTpoeHHbIMM nanyvaowmmm oborpesatensamu, nogorpesatrowmmn OQEANAMU, NOQYL-
KAMW nnn MATPAULAMW u 1. 4. AomxHbI cobntogatbes TpeboBaHMa 6e30MacHOCTM YacTHBIX CTaHAapToB Ha
3TW anbTepHaTWBHbIE UCTOYHUKM Tenna. TpeboaHus 6e30nacHOCTM HACTOSLEero 4YacTHOro crtaHgapTa He
OOTDKHBI UBMEHSTBLCSA B 3aBUCUMOCTU OT Hanu4umsi NogobHbIX 4OMNOMNHUTENbHBIX MCTOMHUKOB Tenna, onpeae-
neHHbIx MSFTOTOBUTEIEM, getansHo onmMcaHHbIX B MHCTPYKLMA MO aKcnnyaTauum.

4
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Coomeemcmeue riposepsiiom ucribimaHusimu, npusedeHHbiMu 8 201.11 u 201.15.4.2.1 coomeemcmasy-
ouuUx yacmHeix cmarHapmos.

201.4.3 *OCHOBHbIE ®YHKLUWOHAITbHbLIE XAPAKTEPUCTUKHU

[HononHeHue:

201.4.3.101 OCHOBHbIE ®YHKUMNOHANBHBLIE XAPAKTEPUCTUKN TPAHCIMOPTHBLIX NHKYBA-
TOPOB ANA HOBOPOXAEHHbLIX

TpeboaHnsa kK OCHOBHbIM ®YHKLIMOHANBHLIM XAPAKTEPUCTUKAM npuseaeHsl B nognyHKTax,
ykasaHHbIx B Tabnuue 201.101.

Ta6nwuuya 201.101 — JononHutensHbie TpeboBaHus k OCHOBHbLIM ®YHKUNOHANBHBIM XAPAKTEPUNCTUKAM

Tpebosanune MoanyHkT
Tpebosanne k OCHOBHbIM ®YHKLIMOHABHBIM 201.12.1.105 vnw akTMBaums BU3yanbHON 1 3BYKOBON
XAPAKTEPUCTUKAM 1 curHanuaaumm B cooteetcteum ¢ 201.15.4.2.1
Tpebosanne k OCHOBHbIM ®YHKLINOHATIBHBIM 201.12.1.107 vnn akTUBaLMs BU3yaribHON U 3BYKOBOW
XAPAKTEPUCTUKAM 2 cUrHanusaumm B cootsetcTeum ¢ 201.15.4.2.1

201.4.10 MutaHue

[HononHeHue:

201.4.10.101 *Bo3MOXHOCTb paboThl C pasnNMyHbIMU UCTOYHUKAMU NUTAHNS

TPAHCMOPTHbIA WMHKYBATOP ONA HOBOPOXAEHHbLIX gorkeH 6bitb oBopyaosaH MEPE-
HOCHBIM UCTOYHUKOM MUTAHUA, cocToAwmMM 13 akkyMynsaTOpHbIX 6aTtapei u 3apsigHOro YCTPONCTea,
npeaHasHavyeHHbIM Ans paboTbl OT UCTOYHUKA NUTaHWS NepemMeHHoro Toka. OH Talkoke AomkeH pabortath, no
kpaiiHelt Mepe, 0T OIHOrO BHELLHEro MCTOYHMKA NOCTOSHHOMO ToKa 1 oAHol BHelwHel MATAIOLEN CETU ne-
pemMeHHoro Toka. Bce TpeGoBaHua obLero ctaHaapTa U HacTosLWero YacTHOro cTaHgapTa A0SKHbI ObITb Bbl-
MOMHEHbI.

Coomeemcmeue npogepsitom nosmopeHuem ucnbimaruli no 201.12.1.101, 201.12.1.102, 201.12.1.105
u 201.12.1.107 dns TPAHCIOPTHOIO UHKYBATOPA /14 HOBOPOXX[JEHHbIX, pabomarowezo npu
memniepamype okpyxaioujeli cpedsi (15 + 1) °C npu numaxuu om kaxdoil [TUTAIOUIEN CETU rio ouepedu,
skmoqaa markxe [MEPEHOCHOM MCTOYHUK MATAHUA.

201.4.10.102 Emkoctb MEPEHOCHOIO UCTOYHUKA NMMTAHNA

Emkoctb nto6oro MEPEHOCHOIO UCTOYHUKA MNTAHUA gonmxHa BbiTe gocTaTouHON A4na nogaep-
)aHua paboTtel TPAHCMOPTHOIMO MHKYBATOPA ANA HOBOPOXAEHHbLIX npu Temnepatype, cOOTBET-
CTBYIOLLE criegyowemMy UCTbITaHuio B TeyeHne He meHee 90 MUH.

Coomeemcmaue riposepsiom OCMOMPOM U CIIEQYIOWUM UCTIbIMaHUEM.

TPAHCMOPTHbBIV MHKYBATOP 1711 HOBOPOXK/IEHHAIX ¢ nonHocmeio 3apsixeHHol 6amapeetl ro-
mewarom 8 obmacme ¢ memriepamypoll okpyxaroweld cpedsl (15+ 1) °C. OH OomkeH pabomamb om
MUTAIOLEN CETU do docmuxenuss YCITOBUS MOCTOSHHOW TEMIMEPATYPbLI npu TEMIEPATYPE
PETYIIMPOBAHUSA 36 °C, 3amem ez2o nepeesodsim Ha pabomy om [NEPEHOCHOIMO UCTOYHUKA
[MUTAHUSA. TPAHCIOPTHbBIN MHKYBATOP [1/11 HOBOPOXX[JEHHbIX domxer noddepxusams TEMIIE-
PATYPY PEIrYITMPOBAHUA e npedenax 2 °C.

HaHHoe ucribimaHue fpoeodssm co ecemu onpedeneHHbiMu N3rOTOBUTESIEM anekmpuyecKumu rpu-
HaldnexHocmsAMU 80 8KITHOYEHHOM COCMOSIHUU U 1PpU MakcuMaiibHOM riompebneHuu MowWHOCMU 8HEWHez20
MEPEHOCHOIMO UCTOYHUKA MUTAHUAL.

201.4.10.103 MNepesapagka NEPEHOCHOI O MCTOYHUNKA NMUTAHUA

OormxkHbl BbITE UCKIoYEHbI Nepe3apaaka u noepexaeHne MEPEHOCHOMO MCTOYHUKA MUTAHUA,
aaxe ecrim ME U3JENME ocTtaeTca NoAKNIOYEHHBIM K UCTOUHUKY MUTaHUSA NepeMeHHOro Toka Ha Heonpeae-
NEeHHbLIN NPOMEXYTOK BpeMeHun. OpraHbl perynMpoBaHusi CKopoCTy Nepesapsiaku U KOHEYHOTO YPOBHS 3apsi-
Aa 6atapeun AorkHbl 6bITb HegocTynHEl Anst ONMEPATOPA 6e3 BcrniomoratensHbix MUHCTPYMEHTOB.

Coomeemcmeue rpoeepsitom 0CMOMpPoM.

201.5 O6wme TpeboBaHuA K ucnbiTaHnam ME U3OENUA

MpuMeHsiIoT NyHKT 5 06LLero ctaHaapTa, 3a UCKIoYeHneMm:
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201.5.3 *TeMnepaTtypa oKkpyxalolleil cpeabl, BMaXHOCTb, aTMOccepHOe faBneHue

[lononHume nepeyvucneHue a):

ME U3OENUE gomkHo yAoBNeTBOPsTL TPeGOBaHUAM HacTosILLEero cTaHgapTa npy paboTte B cneayto-
LLMX YCIOBUAX:

- TemnepaTypa okpyxatLei cpeabl oT 10 °C go 30 °C.

Ecnu B HacTosilLeM YacTHOM cTaHgapTe He onpeferieHo NHoe, BCe UCTIbITaHUA A0MKHbI NPOBOAUTLCS
npu Temneparype okpyxatLlei cpeabl B npegenax ot 21 °C 1o 26 °C u ckopocT Bo3ayxa oKpyKatoLuen cpe-
abl MmeHee 1,0 m/c, Ho Bonee 0,3 m/c.

201.5.4 lMpouune ycnoBus UCNbITaHUMN

[HononHeHue:
Ecnu He onpeaeneHo nHoe, TEMMNEPATYPA PEMYNTMPOBAHWUA gomkHa 661tk 36 °C 1 gomkHa Bceraa
npeBbILWAaTh TEMMEPATYPY OKpyXKatowen cpeasbl, No kpanHen mepe, Ha 3 °C.

201.6 Knaccudmkauma ME U3OENUA n ME CUCTEM

MpUMeHsIOT NYHKT 6 obLuero cTaHgapTa.

201.7 UpeHTMdMKaumsa, MapkMpoBKa u fokyMmeHTaums ME U3OENUNA

MpuMeHsOT NYHKT 7 obLyero ctaHaapTa, 3a UCKNIoYEeHUEM:

201.7.2 MapkupoBKa Ha HapyXHbIX noBepxHocTax ME U3OENUA unu vacten ME USOENUA (cm.
Takke Tabnuuy C.1 obuero ctaHgapTa)

HoronHeHue:

201.7.2.101 *Ananusatop kucnopoaa

Ha sugHom mecte TPAHCNOPTHOIO UHKYBATOPA ANA HOBOPOXAEHHbIX, He o6opyaoBaHHOrO
BCTPOEHHbIM aHanM3aTopoM KUCnopoaa, Ho UMeloLero cpeacTsa nogayn Kucnopoaa, AomkHa bblTb HaHece-
Ha MapkupoBKa ¢ TekcToM: «Mcnonb3yinTe aHanMaaTop KUcnopoaa npu nogade Kucnopoaa.

MpumeyaHue—Cwm. Takke 7.5 obwero craHgapTa.

201.7.2.102 TemnepaTtypa HarpeBaeMmbIX NOBEPXHOCTEN

Ecnu poctyn k HarpeBaTento BosMoxeH 6e3 ucnonesosanua MHCTPYMEHTA, psgom ¢ HarpeeaTtenem
JormkeH 6bITb NpegynpexaaroLwmii 3Hak (cM. 7.5 oblero ctaHgapTa) Mnu MapkupoBska, npeaynpexaatowas o
BbICOKOW TeMnepaType NOBEPXHOCTU.

201.7.4 MapkupoBka opraHoB ynpaBreHUs U U3MepuTenbHbIX NpUuGopos. (cM. Takke Tabnuuy C.3

obuero ctaHaapTa)

201.7.4.2 *OpraHbl ynpaBneHus

[HononHeHue:

OpraHbl ynpasneHus TeMmnepaTypoi AOMMKHbI UMETb YeTKY0 MapKUpPOBKY TeMMepaTypbl, HAHECEHHYIO Ha
caMom opraHe, nMbo psigoM ¢ HUM. VIHTepBanbl HAHeCeHNs1 MapKUPOBKM He OOMMKHbI npeBbiwaTth 1 °C ana
TPAHCNOPTHbLIX MHKYBEATOPOB C PEIMYNMPOBAHMEM MO BO3QYXY 1 He 6onee 0,5 °C ana TPAHC-
MOPTHbLIX NHKYEATOPOB C PEINYJIMPOBAHWEM MO TEMMEPATYPE KOXW HOBOPOXOEHHOIMO.

MapkunpoBka MakcMarnbHbIX 1 MAUHUMArbHBIX 3HAa4YEeHWA Ha opraHax ynpaereHust U Ha UHanKaTopax
[A0SDKHa BbITb Takow, YTOBbI HEe MOTTI0 BO3HUKATb HUKAKMX OLUMBOK OTHOCUTENLHO NOMOXEHWUs OpraHoB ynpas-
neHus u/nnmn otobpaxkaeMbiX 3HAYEHNNA.

201.7.9.2.2 MNpeaynpexageHns 1 ykasaHusi no 6esonacHoCcTU

HononHeHue:

WHcTpykumsa no akcnnyartauum omkHa BktovaTb B cebsa cneaytowee:

*a) ykasaHue o Tom, yto TPAHCMNOPTHbLIN MHKYBATOP ANA HOBOPOXOEHHbIX aomkeH ucnons-
30BaTbLCs TOMBLKO NePCOHaNoM, NpoLLeaLMM COOTBETCTBYOLWEee oBydeHne, 1 Nod PYKOBOACTBOM KBannduLm-
POBaHHOIO MeAWLMHCKOro rnepcoHana, 03HakoMIIEHHOro C pUCKaMu, M3BECTHbIMW Ha AaHHbIA MOMEHT, U
npeumyLlectsamu npumeHeHus TPAHCIMOPTHOIO MHKYBEATOPA AJ1A HOBOPOXXOEHHbIX;

*b) npeaynpexaeHue o TOM, YTO NpsAMbIE COMHEYHBIE NyYn UMK APYTe UCTOYHWUKM TENSIOBOrO U3ny4de-
HWA MOryT npusecTu K ysenudeHnio TEMIMEPATYPbI B TPAHCNOPTHOM UHKYBATOPE go onacHbix npe-
0enos;

6
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*C) yKkasaHue TOro, yYTo WCMofb3oBaHWe KUCropoAa YBenuuuMBaeT OMacHOCTb BO3ropaHusl U 4TO B
TPAHCMNOPTHOM UHKYBEATOPE ANA HOBOPOXXOEHHbIX 3anpelieHo pasmellaTs BecnoMoratenbHoe 06-
opyaoBaHue, BbidblBatoLee UCKpoobpasosaHue;

*d) npeaynpexaeHue o TOM, 4TO Aaxe Maroe KONM4YeCTBO BOCMIIaMEHSIIOLLIMXCS BellecTB, TakuX Kak
acbup m cnupt, octaswmxca B8 TPAHCMOPTHOM UHKYBATOPE ANA HOBOPOXXAEHHbLIX, MoxeT npusec-
TU K BOCMIaMEHEHUIo NMpU CoeMHEHUN C KUCNIOPOOOM;

e) rnpeaynpexaeHue o HegonycTUMocTu ucnonb3sosaHua JATHUKA TEMIMNEPATYPbI KOXKA B kauecT-
Be JaTyvKa pekTanbHON TemnepaTtypbl, ecnu nogobHoe npegocTepexeHne HeoBXoAUMO;

f) npenynpexaeHne o MakCUManbHON Harpyske, KOTOPYH MOXHO MPUIOXWUTL KO BCeM Oropam U KPoH-
wrenHam ans NMPUHAQNEXXHOCTEW 1 BcnomoratensHoro obopyaoBaHus;

g) ans TPAHCMOPTHBLIX MHKYBATOPOB ANA HOBOPOXAEHHbLIX ¢ PABOYEN YACTbLIO TUMA
B, B koTopbix HOBOPOXEHHbIW He MoxeT BLITb M30IMpoBaH OT 3eMMnu, — npeaynpexaeHue o Heobxoau-
MocTh 06paTuTe ocoboe BHUMaHUe Ha To, YTobkl nogcoeanHeHHble K HOBOPOXXJEHHOMY pgononHutesnb-
Hble ME U3OENNA 6binu anekTpudeckn 6esonacHbIMU;

h) nHpopmaumio o Tom, koraa U Kak cnegyet nposepaTb dyHkUMoHMpoBaHue CUCTEM CUMHAIU-
3ALNK;

i) npw nogayve kucnopoaa 8 OTCEK:

- npedynpexaeHue o TOM, YTO rnojaya Kucrnopoaa MoXeT yBenMuuMeaTth ypoBeHb wyma ansg HOBO-
POXXOEHHOI O, Haxoaswwerocst BHyTpn TPAHCMOPTHOIMO MHKYBATOPA ONA HOBOPOXXAEHHbIX;

- 0bbsicHeHUe NpuHLMna paboTbl 060pyaoBaHUA, NOdaloLLEro KUCNopo, NocTaBAseMoro Ansa Ucnorb-
3oBaHusa ¢ TPAHCMOPTHbLIM MHKYBEATOPOM ANA HOBOPOXXAEHHbLIX unu onpeaenerHoro 8 3KCMIY-
ATAUMOHHOMN LOKYMEHTALMK;

- yKasaHue o ToM, 4YTO B criydae nogayn kucrnopoaa k HOBOPOXXAEHHOMY, aonkeH ucnonb3oBaTthest
aHanusaTtop kucnopoga.

j) Moppo6Hoe onucaHWe NGbIX onpedeneHHbix komGuHauuii ME U3OENUA (cm. 201.4.1).

201.7.9.2.8 *MPOUEOYPA 3anycka

Honon+erue:

WIHCTPpYKLMS NO 3KCMyaTaumm oMmKHa SOMONHUTENBHO codepkaTh MHEOPMAaLIMIO O BpeMeHU Nporpesa
TPAHCMNOPTHOIO MHKYBATOPA ONA HOBOPOXXOEHHbLIX npu namepenusix cornacHo 201.12.1.108.

201.7.9.2.9 *Mopsgok paboThbl

[HononHeHue:

MHCTpyKUMSA No aKcnnyaTauum AormkHa cogepXaTb criegytoLlme AoMoNHUTENbHbIE NYHKTbI:

*a) pekomMeHZaLun Nno NonoXxeHuo U MeTtoay ncnonbsosaHnsa JATHUKA TEMIMEPATYPbI KOXU;

*b) nHdopmauwmio o ananasoHe TEMMEPATYPbBI PEMYITMPOBAHUA 1 oTHOCUTENbHON BNaXkKHOCTU B
TPAHCIMOPTHOM MHKYBATOPE ANA HOBOPOXAEHHBLIX. Ecnu TPAHCMOPTHbLIA MHKYBATOP ANA
HOBOPOXXAEHHbBLIX He cHabeH cpeAcTBamMu KOHTPOMSA YPOBHSA BNaXKHOCTU, 3TO AOMKHO BbITh OTPaXKeHo B
WHCTPYKLMU MO 3KcnnyaTaumu;

*C) ecnvi NpUMeHUMOo, ykasaHue o MakcumMarbHO 4OMYCTUMON Macce A4ononHuTenbHoro obopyaosaHms,
KoTopoe MOXeT OblTb MOMeLleHo Ha nonku, coeauHeHHble ¢ TPAHCMOPTHBIM MHKYBATOPOM ONA
HOBOPOXAEHHbIX;

d) vHopMaLMIo O BHELUHWX LiensiX NUTaHUs, ¢ KOTOpLIMU MoXeT pabotats TPAHCIMOPTHbIN UHKY-
BATOP ANTA HOBOPOXAEHHbIX B cootBeTcTBUM ¢ 201.4.10.101. JononHuTensHO Npy Heo6XxoaMMocTy 13-
roToBUTENb AOIDKEH ykasbieaTh B SKCMINYATALMOHHOW OKYMEHTALIMM nonsipHOCTb 3MeKTpUMEecKUx
coeguHUTEnNen;

€) yKasaHus:

- 0 Macce U BHelHuxX pasmepax TPAHCMNOPTHOMO MHKYBATOPA ANA HOBOPOXXAEHHLIX, sknto-
Yyasa napameTpsl NpegycmoTpeHHoro BHewHero MEPEHOCHOIO MCTOYHUKA MUTAHUA v cuctembl goc-
TaBKM KUCTIOPOAA U TENEXKW, eCrin TakoBble MPeayCMOTPEHBI;

- Kakum obpasoM M C MOMOLLBIO KakuxX cpeacTB ocyllecTBnsetcs dukcaums TPAHCMOPTHOIMO
MHKYBATOPA ONA HOBOPOXAEHHbLIX B MawmHe ckopoii NOMOLLM;

- 0 MUHUMarnbLHOW TeMnepaTtype oKpyKatoLen cpeabl, BMaXHOCTN 1 aTMocdepHOM AaBNeHUK, KOTOPbIM
moxeT noasepratbcs TPAHCIMOPTHBIN MHKYBATOP ANA HOBOPOXAEHHbLIX, ocTaBasich COOTBETCTBY-
oM TpeboBaHWAM HacTosALLEero cTaHaapTa;

- Kak MoxeT orpaHudmnsatbcs nepemeweHne HOBOPOXXOEHHOIO B npegenax TPAHCMNOPTHOMO
MHKYBATOPA ANA HOBOPOXAEHHLIX Bo BpemMsa TpaHCMoOpTMPOBaHUS.
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201.7.9.3 TexHuyeckoe onncaHue

201.7.9.3.1 O6GLwWKe nonoxeHus

[ononHeHue:

- UBrOTOBUTENb aomxeH ykasaTe B OKCMMYATALUMOHHOW LOKYMEHTALMW makcumansHyo
koHueHTpauuio CO, (cm. noapasaen 201.12.4.2.101).

201.8 3awmTta oT ONACHOCTEMN nopaxeHUA 3NeKTPUYECKUM TOKOM

MpumeHsOT NYHKT 8 obLyero ctaHaapTa.

201.9 3awmra or MEXAHUYECKUX ONACHOCTEMN, cosnaBaeMbix
ME U3OEJTUAMU u ME CUCTEMAMMU

MpuMeHsioT NYHKT 9 obLero cTaHdapTa, 3a UCKIloUYeHUeM:
201.9.2 OnacHOCTU, CBA3aHHbIE C ABUXYLLMMUCA YacTAMU

201.9.2.1 O6wwe nonoxeHus

HoronHeHue 8 KoOHUe nodnyHKkma:

Hacrosiwee Tpe6GoBaHne He NPUMEHSIIOT K BEHTUMATOPaM AJ1s1 LMPKYsiLMA BO34yXa, eChiv A0CTYN K HAM
BO3MOXeH, Tornbko npu oteytcTBun HOBOPOXXAEHHOIMO 8 MHKYBATOPE ANA HOBOPOXAEHHBLIX n
CHSAITUM cooTBeTCTBYMOWMX YacTen ME U3OENNA ans ynctku.

201.9.4.2.1 HeycTONYMBOCTL B NOMOXEHWUN TPAHCMOPTUPOBAHUS

HonornHeHue:

TPAHCMNOPTHbLIV MHKYBATOP ANA HOBOPOXAEHHGIX aomkeH ocTaBaThCst YCTOWUMBLIM NPU Ha-
kroHe B 10° npu HOPMANBHOW SKCMNYATALIMW 1 HaknoHe 20° 0THOCUTENLHO FOPU3OHTanbHON NMNOCKOC-
TV NpY TPaHCNOPTUPOBaHNM.

Coomeemcmesue riposepsiiom credyrou,um UucrbimaHuem.

TPAHCIOPTHbIV MHKYBATOP /159 HOBOPOXXOEHHbIX nometwaiom 8 imo60oe 803MOXHOE M0510Xe-
Hue npu HOPMATIbHOM SKCIMNYATALIMM Ha nnockocmu, HaknoHeH+Hou rod yanom 0,18 pad (10°) k 2opu-
30HManeHoU nnockocmu. Ecnu umeromcsi koneca, oHU OOMKHbI Obimb 8PEMEHHO 3aghuxkcupoeaHbl &
Haubornee HebnazonpusimHoM nonoxeHuu. [eepupbl, sujuku u Opyaue nodobHele yacmu O0MKHb! bbimb 3a-
6riokupoeaHsl & Haubonee HebrazonpusmHom nonoxeHuu npu HOPMAITbHOU SKCITYATALMUN. Toxe
MATPALA domxHo 6bime ebid8uHymo 3a npedensi 3aMKHymou obnacmu.

UcnbimaHue 00/mkHO 6bimb nosmopeHo fipu yerne 0,36 pad (20°), npu amom noxe MATPALIA He 0oimkHO
eblfguzamsbcsi 3a npedensi 3aMkHymou obrniacmu. [eepusl, swjuku u Opyaue no0obHbie Yacmu OO/MKHb! bbimb
3abrokuposaHs! 8 Haubonee He61a2onPUSMHOM MONOXEHUU NPU MPaHCropmuposaHuuU.

201.9.4.3 HeycTonumMBocTb OT HexenaTtesbHbIX NonepeyHbIX NepeMeLLeHnin (BKIToYas CKoMbXeHve)

[HononHeHue:

201.9.4.3.101 Cuna onpokuabiBaHUsi

Bokosoe ycunuve, BbidbiBatowee onpokuabisaHue TPAHCMOPTHOMO MHKYBATOPA ONA HOBO-
POXXAEHHbLIX, nonxHo 6bITb 6onee 100 H.

Coomeemcmaeue rposepsitom criedyrowum UcbimaHueM.

K TPAHCIOPTHOMY NHKYBATOPY A151 HOBOPOXXOEHHbIX ¢ 3abnokuposaHHbIMU Koflecamu, ¢
yacmsmu u NPUHALNEXXHOCTAMMU, pacrionoxeHHbIMU 8 Hauboree HebnazorpusimHOM MOIOXeHUU, npu-
nacaiom bBoOKogoe ycurue, uMepseMoe ¢ roMowbio OuHamomempa. To4ka rpunoXeHuss ycunusi 0o/mkHa
6eimb 8 Hausbicwiel mouyke kopriyca ME U3LOETIVA. TPAHCMOPTHbLIN UHKYBATOP 719 HOBO-
POXXOEHHbIX He domkeH onpokudbieambCsi fpu ycunuu, pagHoM unu meHee 100 H.

201.9.4.3.102 *3awmTa OT nepemMeLLeHni

Ecnun ME U3OENME cmoHTupoBaHo Ha konecax, N3TrOTOBUTENL pomkeH obecneunTb cpeacTsa,
npegoTepallaowme nepemelueHns ME U3OENNA npu HaknoHe MUHUMYM 10° K ropu3OHTanNLHOM NIOCKOCTU.

Coomeemcmeue rposepsom 0CMOMPOM U CIIEQYOWUM UCTbIMaHUEM.

Momewarom ME W3OENIME ¢ 3abroKupOBaHHbIMU KolecaMmu U 8CeMU  MPUKPEreHHbIMU
NPUHALNIEXKHOCTSMM Ha nosepxHocms, HaKioHeHHYyro o0 yenom 10° K 2opu3oHmMarnsHol rniockocmu.
Ommeyarom, Haxodumcesi nu ME U3LOETIVE e ycmol4yugom ronoxXeHuu.

201.9.4.3.103 3awwmra o1 nepemelleHnss HOBOPOXXAEHHOIO

JormkHbl BbITb NpegycMoOTpeHbl cpeAcTBa Ans orpaHudenust nepemelleHuss HOBOPOXXAEHHOIMO s
npegenax onpeaenerHol o6nacTti BHyTpu OTCEKA npu HOPMANBHOM SKCMNYATALAW.
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Coomeemcmeue riposepsirom 0CMOMPOM.

201.9.4.3.104 *3awumra o1 BUBpauun

HomkHbl 6bITh NPpeaycMoTpeHbl cpeacTBa Ana orpaHudeHus subpauun HOBOPOXXAEHHOIO BHyTpu
OTCEKA npu TpaHcnopTUpoBaHU.

201.9.6.2 AkycTudeckas aHeprus

201.9.6.2.1 CnbllumMmas akycTuveckasl sHeprus

LononHeHue:

201.9.6.2.1.101 *YpoBeHb 3Byka BHYTpU OTCEKA

Mpn HOPMANBHOW 3KCMINYATALWW ypoeeHb 38yka BHyTpy OTCEKA He A0mKeH npeskIlLaTh ypoBHS
3ByKoBoro AasrneHus B 60 gbA, 3a ucknioveHnem onpeaeneHHoro B 201.9.6.2.1.103.

Coomeemcmaeue rpoeepsitom C/1edyouUM UCTbIMaHUeM.

Ycrionb3ytom MUKPOGDOH UuU3Mepumesii yposHs 38yka, coomeemcmeyrowezo mpebosaHusm
M3K 61672-1 [5], pacrionoxeHHbil Ha 100—150 MM ebiwe yenmpa noxa onst HOBOPOXXAEHHOIMO. Uzme-
PeHHbIl yposeHb 38yKa He OOIDKEH rnpesbillams orpedeneHHbiX 3HavyeHull. []nsa nposedeHusi aHHO20 UCTibi-
manusi  TPAHCITOPTHbLIA UWHKYBATOP /19 HOBOPOX/[EHHbBIX Odonxen pabomamb npu
TEMIEPATYPE PEIYIIMPOBAHUA 36 °C u makcumanbHoll enaxHocmu. PoHoebIll WyM, U3MepeHHbIl
eHympu OTCEKA, domxeH 6bimb, o kpaliHell Mepe, Ha 10 85 Huxe USMEPEeHHO20 8 fipouecce UCTbimaHus.

201.9.6.2.1.102 *YpoBeHb 3ByKa 3BYKOBOW CUrHanmnsauuu

3eykoBas ABAPUVHASA CUTHANUSALIMA aomkHa MMeTs ypoBeHb 3Byka No kpaiiHei Mepe 65 ABA Ha
paccTosiHUM 3 M NeprneHauKynsipHO K nepegHen nnockocTu 6roka ynpasneHusl B KOMHaTe, COOTBETCTBYHOLLEN
TpeboBaHusim UCO 3743. 3BykoBylo curHanusaumio MoxeT perynuposaTe OMNEPATOP go MuHuManbHoro
ypoBHs 50 AB, nsmepeHHOro npu perynuposaHum ananasoHa no wkane A. Ecnu yactoTy 3BykOBOW cUrHanusa-
uum perynupyet OMNMEPATOP, aaHHble Tpe6oBaHNst A0MKHBI NPUMEHSITLCA KO BCeM BbIGUpaeMbiM 0TAENbHLIM
yacTtoTam.

Coomeemcmaeue rnposepsitom 0CMOMPOM U USMEPEHUEM YPOBHSA 38YKO8OU cu2Hanu3ayuu, ucrons3ys
usMepumerns yposHs 38yka 8 coomeemcemeauu ¢ 201.12.3.104 Hacmosuweao YacmHo20 cmaHdapma, rnome-
wieHHoeo Ha 1,5 M ebiwe rnosa u Ha paccmosiHuu 3 M om 611oka yripasneHus. [nsa nposedeHus amozao ucrsima-
Husi TPAHCIOPTHBIA MHKYBATOP 17151 HOBOPOXKAEHHbIX domxer pabomams npu TEMIEPATYPE
PErYIIMPOBAHUA 36 °C u makcumanbHOU enaxHocmu. V3mepeHHbIl YOHOBbIU WyM CHapyXu OOJDKeH
6bimb, o kpaliHel Mepe, Ha 10 OBA HuXe U3MEPEHHO20 8 MNPoUecce UCbimaHusl.

201.9.6.2.1.103 *YpoBeHb 3ByKa 3BYKOBOW curHanusauun BHyTpu OTCEKA

Mpu cpabaTbiBaHMM noboit curHanusaumm TPAHCMOPTHOIMO MHKYBATOPA ONA HOBOPOX-
JEHHbIX yposeHb 38yka B OTCEKE He gonkeH npeBbillaTh YPOBHS 3BYyKOBOro AaeneHusi 80 obA. Ecnu vyac-
TOTa 3BYKOBOW curHanusauun perynupyetcs ONMEPATOPOM, gaHHoe Tpe6oBaHWe AOMKHO NPUMEHSATLCS Ha
BCeX BblGUpaeMbIX OTAerbHbIX YacToTax.

Coomeemcemaue rposepsitom CredyroujUM UCIbIMaHUEM.

Bkrioyarom cueHanusayuro u nposodsim usmepeHusi coanacHo 201.9.6.2.1.101.

201.9.8 OMNACHOCTMWU, cBsA3aHHbIe C ONOPHLIMU CUCTEMAMM

MpumeHsiOT 06LWMIA cTaHAAPT, 32 UCKIMIOYEHUEM:

201.9.8.3 MpoyHoCTb onopHbIX unu nogsecHbix cuctem NALMEHTA unu ONMEPATOPA

201.9.8.3.1 O6wme nonoxeHus

lMonpaeka:

HopmanbHyio Harpysky aonsg HOBOPOXXJAEHHOI O cHuxatoT go 10 kr (cm. 201.3.201).

[ononHerue:

201.9.8.3.101 *OrpaxaeHus

Ansa ycTporcTs, KOTOpble UMET BCTpoeHHoe MecTo Ans pasMelyeHuss HOBOPOXXAEHHOIO, cooTeeT-
CTBYIOLUME OrpaXkaeHUs], Takue Kak CTeHKU unu 6okoBble NaHenu, AoMmkHbl yaepxusate HOBOPOXXAEHHOIMO
oT napeHusa. OrpaxaeHusl, nNpegHasHavyeHHble ANs OTKPbIBAHUS UK CHATUA Ana obecneveHua AocTyna K
HOBOPOXAEHHOMY, Takue kak aBepubl, TOPThI U T. A., AOIDKHbI 3aKPbIBATLCA Tak, YTOObI NPU UCNbITAHUAX,
onucaHHbIX HWKe, OHU He OTKpbIBanuch. Henb3sa gonyckats HEHaQEeXHOro 3akpbiBaHUA UK chnkcauum orpax-
JeHUn Oaxe B TOM cryyae, Korda KaXkeTcsl, UTO OHWM 3akpbiThbl. MexaHudeckas uenoctHocTe TPAHC-
MOPTHOINO MHKYBATOPA ANA HOBOPOXAEHHBLIX He gomkHa HapyluaTbCsl Npu crneayrowwmnx yenoBusx
UCNbITaHNA.

Coomeemcmeue ripoeepsitom OCMOMPOM U CIIeQYIOWUM UCTbImaHuemM.
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Bce 0sepub! nopmoe docmyna ripedHamepeHHo be3 ucnonb3osaruss MHCTPYMEHTOB HernnomHo 3a-
Kpbléatom mak, 4mobbi OHU Ka3asuchk MOMHOCMbIO 3aKkpbimbiMu. K ueHmpy deepupbl npukitadbiearom 20pU30H-
marbHoe ycuiue, Komopoe fiocmereHHo ysenudyusaiom om 0 0o 20 H ¢ uHmepsanom om 5 8o 10 c u
sbi0epKusarom rpu MakcuMarbHOM 3HadyeHuu 8 meyveHue 5 c.

201.9.8.3.102 Jloxe ans MATPALIA

Ecnu noxe ana MATPALIA usaenuit co BCTpoeHHbIM MecToM Ans pasmelweHna HOBOPOXXOEHHOIMO
MOXeT OblTb BbIABMHYTO 3a Npefensl 3aMkHyToW obnactu, Heobxoaumo obecneunTb ero cukcaumio B
NHKYBATOPE 1 yaoctoBeputbCa, 4TO OHO YAEPKUBAETCS B HYXKHOM MOSIOXKEHUU U HE ONPOKUHETCA Noj Be-
com HOBOPOXOEHHOIO.

Coomeemcmeue rposepsirom crnedyroujum UCbIMaHueM.

lMocmeneHHo ysenuyueatom ycuriue 0asrieHUsI 8HU3, MPUSIOKEHHOe K cepeduHe 8HewWHell KpOMKU 110Xa
0ns1s MATPALIA & rioriHocmeto 8b108UHYMOM IMOJIOXKeHUU. Ycunue ysenu4yusarom 4yepes uHmepsarnsi 5—10 ¢,
noka oHo He docmuaHem 100 H u noddepxusarom e20 8 medeHue 1 MuH. J1oxe He OOMKHO OMKITOHUMBCS 60-
nee 4em Ha 5° om eopudoHmanesHol ocu UHKYBATOPA u He 8ormkHO bbimb 8udUMBbIX nospexoeHuti noddep-
JKusaroujux eeo yecmpoticms.

Honon+eHue:

201.9.8.101 Onopsl v kpoHwTeliHbl Ans MPUHALNEXXHOCTEN

Onopsl 1 KpoHwTenHbl ans MPUHALNEXXHOCTEW normkHbI COOTBETCTBOBATHL CBOEMY HasHAuEeHWIo 1
BblAEepXKMBaTb afeKBaTHYH Harpysky.

Coomeemcmeue posepsitom 0CMOMPOM U CIIEQYIOWUM UCTIbIMaHUEM.

lMocmeneHHo ysenudusaroueecs ycunue rpukiiadbiearom mak, Ymobsl 8o3delicmeosames sepmukalsib-
HO 4Yepe3 UeHmp oropb! U KpoHwmellH, Harpumep ronku ons NMPUHALNE)XXHOCTEW e exideuHymom nosio-
XeHuu, ¢ pekomeHdosaHHol U3FOTOBUTETIEM Hazgpyskod. Ycunue ygenu4usaom om HyJis ¢ UHmepsanom
5—10 ¢, noka OHO He fnpesbiCUMm 8 mpu pa3a PeKoOMeHOYyeMyro Haspy3Ky, u noddepxusarom e20 8 mevyeHue
1 MUH. Ha ucnibimyemsix arieMeHmax He OOMmMKHO Bbimb 8UOUMBIX rospexoeHudl.

201.10 3awmTta ot ONNACHOCTEW BO3QeiCTBMA HeXenaTenbHOro unu
Ype3MepHOro u3ny4eHus

MpumeHsitoT nyHkT 10 obwero ctaHaapTa.

201.11 3awwTa OT YpeaMepHbIX TeMnepaTyp u apyrnx ONACHOCTEW

MpumeHnsitoT NyHKT 11 obWwero cTaHAapTa, 3a UCKMIOYEeHNeM:

201.11.1.2.2 PABOYME HYACTW, He npeaHasHa4veHHble ans nepeaayvn tenna MAUUEHTY

BameHa:

TemnepaTypa NoBepXHOCTEN, NpeAHasHavyeHHbIX Ansa koHTakTa ¢ NMAUMEHTOM, He aomkHa npesbl-
waTb 40 °C. TemnepaTypa Apyrux nosepxHocten, goctynHelx MALMEHTY, He aomkHa npesbiwatsh 40 °C ans
MeTannuMueckux nosepxHocten u 43 °C ans apyrux matepuarnos.

311 TpebosaHus npuMeHUMbl ans HOPMANBHOW 3KCMNYATALMA n YCNOBUA EAUHWNYHOIO
HAPYLUEHWNA, skntovas:

- HapyLlleHne LMpKynaLum Bosgyxa;

- HapyweHue paboTtel TEPMOPEIMYTATOPA,;

- oTcoeanHeHne OJATUMKA TEMMEPATYPbI KOXW.

Coomeemcmaeue rposepsitom Credyrowum UCbIMaHUeM.

MakcumarnsHass memnepamypa rosepxHocmel, rnpedHasHaqyeHHbiX 0ns1 KoHmakma ¢ HOBOPOXK-
HAEHHbLIM, u nosepxHocmedll, docmynHbix HOBOPOXXOEHHOMY, domxHa 6bimb U3MepeHa 8 coomeem-
cmeuu ¢ 11.1.2 obujeeo cmaHdapma u 8KilioYams YCro8Us1 UCMbimaHusi, KakK OfluUCaHo 8 UCMbimaHUsIX Ha Co-
omeemcmesue 8 201.12.3.101 u 201.15.4.2.1 Hacmosiweao 4yacmHo2o cmaHO0apma.

201.11.2 *3awuTa OT BO3ropaHuAa

MpumeHsoT nognyHkT 11.2 obero ctaHaapTa.

201.11.6.2 *Nepenue B ME USOENUN

BameHa riepsoeo rpednoxeHus nepsoezo absaya:

Ecnun ME U3JENWE coaepXuT peaepByap UM eMKOCTb A1 KMAKOCTU, KOTOPbIE MOTYT NepenonHUTLCS,
YTO MOXET MPUBECTM K MPonuBaHmio xuakocti npu HOPMANBHOW SKCIMNYATALMN, sknioyas nepesoaky
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Mexay nepvoaamu UCTIoNb30BaHNUSA, TO XKUAKOCTb, BbINMBAOLLASICA U3 pe3epByapa U eMKOCTH, He JOoMKHa
HamounTb Ntobble CPEOCTBA 3ALLUNTDI, koTopble MOTYT MOBPeANTLCA OT 3TOM XKUAKOCTH, a TakKe He JOormKHa
NPUBOAUTL K BOZHUKHOBEHMIO HegonycTuMoro PUCKA.

LononHeHue:

201.11.6.2.101 UHankaTop ypoBHA BOAbI

Ecnu pesepByap Ans Boael paspaboTaH kak egnHoe Lenoe ¢ TPAHCMNOPTHBIM MHKYBATOPOM AN1A
HOBOPOXAEHHbIX, oH gomkeH MMeTb MHOUKATOP YPOBHSA C OTMETKaMU «MaKkCc» U «MWUH», ecrin ypoBeHb
BOAbl B pe3epByape HeBO3MOXHO YBUAETbL. PesepByap A0MKEH UMETb KOHCTPYKLMIO, MO3BOMSAOLLYHO OMOPOXK-
HSATb ero, He HakmoHsis TPAHCMNOPTHbIN MHKYBATOP ANA HOBOPOXXAEHHbIX.

Coomeemcmeaue rposepsiiom oCMOMpOoM.

201.11.6.3 *PacnneckueaHue xugkocten Ha ME U3QENUE n ME CUCTEMY

BameHa:

TPAHCNOPTHBIE MHKYBATOPbBI ANA HOBOPOXAEHHBLIX gormkHbl GbITb CKOHCTPYMPOBaHbI Tak,
yTObEI PacneckuBaHne He NPUBOAUIIO K YBMaXKHEHMWIO YacTel, KOTOpble BO BIIaXXHOM COCTOSIHUM MOTYT BbI3bl-
Batb OMACHOCTW. MogobHoe pacnneckusaHue cuutatoT YCITOBUEM EQUHUYHOIO HAPYLWEHUA.

Coomeemcmaeue rposepsitom criedyrowum UcrbimaHueMm.

ME USLENUE ycmaraenueaom & ronoxerue HOPMATBHOW SKCIMNYATALIMM ¢ kpsiwkodl, ycma-
HOBIIeHHOU 8 HOpMallbHOM MOJIOXKEHUU, U nocmeneHHo ebinuearom 200 Mn 800b! Ha fitoByr0 MoYKy eepxHell
nosepxHocmu ME U3LETIVIA. MNocne amoeo ucnsimarusi ME N3LEJTUE domkHo coomeememeosambs mpe-
bosaHusaM Hacmosiu,e2o cmaHOGapma.

201.11.6.6 *Ouuctka n gesnHgekuma ME UBOENUA n ME CUCTEMBbI

[ononHeHue:

Ecnu npegycmoTpeH yBriaXHUTEeb, TO OH A0MKeH ObITb CKOHCTPYMPOBaH Tak, YToGbl Mexay UCnonb3o-
BaHUSAMU BO3MOXHO GbIro NpoBecTy npoLeaypbl MUKkpobuonormiecko aesnHgeKumn.

201.11.8 MpepsisaHue nutarns/MATAIOLWEN CETU ME U3LENUSA

[ononHeHue:

ME N3JETTVE gonxHo 6bITb CKOHCTPYMPOBaHO TakuM 06pa3om, 4Tobbl Npu NpepbiBaHNU Ha BPeMs He
6onee 10 MWUH 1 BOCCTAHOBNEHWM NoAaYM NUTaHKs 3HadeHus TEMMNEPATYPbI PEMYNTMPOBAHNA u apyrux
YCTaHOBMNEHHbIX 3HAaYEHUIN He N3MEHSITICh.

Coomesemcmeue nposepsom OMKIIOYEHUEM numarowell cemu € ocnedyowum 6KITIoYeHUeM u
ocmompom ME USLETIVA.

201.12 Tou4HOCTbL OpraHoOB yrNpaBreHUs U U3MepUTENbHbIX NPUGOPORB U 3awuTa
OT OMNacHbIX 3HaYEeHNI BbIXOAHbLIX XapaKTePUCTUK

MpumeHsoT NYHKT 12 obwiero cTaHaapTa, 3a UCKITIOYeHUEM:
201.12.1 TouHOCTb OpraHoB ynpaBreHUsi U U3MepUTenbHbIX NpuGopos

[ononHerue:

201.12.1.101 *CrabunsHocte TEMMEPATYPbI TPAHCMNOPTHOIO MHKYBATOPA

B YCNoOBUN YCTAHOBUBLLEIOCA TEMIMEPATYPHOIO PEXKUMA TEMMNEPATYPA TPAHCIOPT-
HOroO WHKYBATOPA He pomkHa oTtnuyatbess o CPEAHEW TEMMEPATYPbl TPAHCMOPTHOIMO
MHKYBATOPA 6onee yuem Ha 1 °C.

Coomeemcmaesue riposepstiom usmepeHusimu ripu TEMIMEPATYPAX PEYITMPOBAHUA 32 °Cu 36 °Ce
meuyeHue He meHee 1 4.

201.12.1.102 *PaBHomepHocTb TEMIMEPATYPbI TPAHCMOPTHOIMO NHKYBATOPA

Mpu pabotre TPAHCIMNOPTHOIO MHKYBATOPA JNA HOBOPOXAEHHbLIX B pexume TPAHCIOPT-
HOIro MHKYBATOPA C PEIMNYIIMPOBAHMEM MO BO3AYXY u npu yctaHoBke TEMMEPATYPbI PEIY-
JIMPOBAHWUA Ha noboe 3HaveHue ns ceoero AnanasoHa CPEAHAA TEMNEPATYPA B ka)xaoi U3 Touek A, B,
C 1 D, KaK OroBOpPEeHO B UHCTPYKLMMU MO MPOBEAEHUIO UCTIBLITAHWA, He A0MKHa oTnudaTtbea o CPEAHEN
TEMMEPATYPbl TPAHCMOPTHOIO WHKYBEATOPA 6Gonee uyem Ha 1,5°C npu HOPMAINBHOWN
OKCIITYATALIMWN. B no6oin Touke HaknoHeHHoro MATPALIA oHa He AomkHa oTnnyaTtbes 6onee yemHa 2 °C.

Coomeemcmaeue rpoesepsiiom credyou,um UCTbIMaHUEM.

B nisime moyek Ha nnockocmu, napannensHol MATPALLY, Ha paccmosaHuu 10 cm om MATPALIA nome-
warmom KanubposaHHbie memriepamypHsie dam4yuku. Touyka M domxkHa 6bimb moykol, komopas Ha 10 cm
ebiwe yeHmpa MATPALIA (cm. pucyHok 201.101, mouka M). [lpyaue moyku QomxHbl 6bimb UeHmpamu 4emai-
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pex nnowadel, o6pa3oeaHHbIX NTUHUSIMU, KOmopbie 8enisim OnuHy U WupuHy roronaam (cM. pucyHok 201.101,
mouku A—D). CPE[JHAA TEMIMEPATYPA e kaxdol u3 amux nsmu mouyek 0oimkHa 6bimb UMEpeHa npu
TEMIEPATYPAX PEIYITMPOBAHWA 32 °C u 36 °C.

Paznuyus mexdy CPEAHEN TEMMEPATYPOU TPAHCMOPTHOIO MHKYBATOPA (mouyka M) u uame-
PEeHHbIMU 3HaYeHUsIMU 8 moydkax A, B, C u D Heobxodumo cpasHUmMb, Kak orpedesneHo. VicnbimaHusi Heobxo-
Oumo nposecmu & cnyqasix, koe0a noxe MATPALIA MHKYEATOPA Haxodumcsi 8 20pU30HMaibHOM
10J10XKEHUU U 8 08yX KpalHUX ONoXeHUsIX, docmuaaeMbiX HakIToHOM Mampauya.

201.12.1.103 *TouHocTb JATHUKA TEMMEPATYPbI KOXXU

TouHocTb AATUMKA TEMMEPATYPbI KOXW anst nsmepenuss TEMMNEPATYPbI KOXXW gonkHa 6bITh B
npeaenax + 0,3 °C.

Coomeemcmaeue nposepsitom criedyrowum UcbimaHueM.

AATYNK TEMIMEPATYPbI KOXXU noepyxarom e 800siHYyI0 8aHHY, 8 KOmMOopoU UMEeemcsi 603MOXHOCMb
peayrnuposaHusi memnepamypbi 800bi mak, Ymobbl OHa Konebanack e npedenax meHee = 0,1 °C omHocu-
menLHO peayrnupyemoeao 3HavyeHus. HoMuHaneHasi meMnepamypa 6o0bi 8 saHHe domkHa bbims 36 °C. Oma-
TTOHHBIU mepmomemp OosikeH Bbimb PacrionoXeH mak, Ymobbl €20 mepmMoYy8cmeumenbHbIl arnemMeHm
kacanca JATYUKA TEMIMEPATYPbBI KOXU. Unouyupyemass TEMIMEPATYPA KOXXU He BormkHa omiudame-
cs1 om memriepamypbi 800bi 8 8aHHE, USMepPeHHOU ¢ noepewHocmsio He bornee yem 0,05 °C, bonee Yyem Ha
0,3 °C.

201.12.1.104 *CooTtsetcTtBne TEMMEPATYPbI KOXXW n TEMMNEPATYPbI PEMYITMPOBAHUA

Ona TPAHCNOPTHOIO NHKYBEATOPA ANA HOBOPOXXAEHHLIX, paboTatowero B pexume TPAHC-
MOPTHOIO MHKYBATOPA C PEINYNIMPOBAHMEM MO TEMMNEPATYPE KO>XW HOBOPOXXOEHHOIO ¢
ropusoHTanbHeliM nonoxeHnem MATPALA, Temnepatypa, usmepeHHas OJATUMKOM TEMIMEPATYPbI
KO, He gomkHa otnudaTtees oT TEMMEPATYPbI PEFYNMPOBAHUA 6onee yem Ha 0,7 °C B YCITOBUA
YCTAHOBUBLUEOCA TEMMNEPATYPHOIO PEXXUMA.

Coomeemcmaeue rposepsiiom Ccredyrouum UCTbIMaHUeM.

JAATYNK TEMIEPATYPbI KOXKW dorxeH 6b6imb ce0600HO rodseweH Ha paccmosiHuu 10 cm ebiwe
uerHmpa rnogepxHocmu MATPALIA. TEMIMEPATYPA KOXXU domxra 6bimb usmeperHa npu TEMIMEPATYPE
PETYITMPOBAHMA 36 °C.

Ecniu moxem 6bimb npo0eMOoHCMpPUpPOBaHo, YMmo allbimepHamuegHbie MemoOk! UCTbIMaHUs Jlydwe rnoo-
Xx00s1m 0551 daHHoezo ucnbimarusi, USFOTOBUTETb moxem npednoxumb 3mu Memook! 011 NposepKu mpe-
6o8aHUll K hyHKUUOHANbHbLIM XapaKkmepucmuKam.

201.12.1.105 *TouHocTb uHaukauum TEMMNEPATYPblI TPAHCMNOPTHOIO UHKYBATOPA

Nuankauna TEMMNEPATYPbI TPAHCTMOPTHOIMO MHKYBATOPA pgomxkHa obecneunBaTbeca cpeactsa-
MW, He 3aBMCUMBIMU OT MODObLIX YCTPOWCTB, Wucnonb3yemblx ANA perynupoaHua TEMMEPATYPbI
TPAHCIMNOPTHOIO MHKYBATOPA. OHU A0IDKHBI UCNOMNb30BaTLCA TONbKO Andg nHaukaunn TEMMNEPATYPbI
TPAHCMNOPTHOIO UHKYBATOPA. UhankaTop AomkeH ObiTe pacnonoXeH Tak, YTobbl ero NokazaHusa MOXHO
BbISI0 NErko cYnTLIBaTh, He oTkpbieas TPAHCMNOPTHBLIA MHKYBATOP ANA HOBOPOXKAEHHBLIX aaxe npu
paboTe Ha MaKkcUManbHbIX 3HAYEHWUAX BMAXHOCTU.

He dosmxeH ucrnonb3oeamscs pmymHbIl mepMomMemp.

MokasaHuss CPEAHENA TEMIEPATYPbLI ycmpoticmea He OomxHbi omiudambcs om CPEOHEN
TEMIEPATYPbI TPAHCIIOPTHOIO MHKYBATOPA, usmepeHHoU 3amarnoHHbIM mepmMomMempom, boree yem
Ha 1 °C MUHyC rozpewHocms 3manoHHo20 mepmMomempa. ToYHOCMb 3MailoHHO020 mepMomempa Oo/KHa
6b6imb + 0,05 °C. OH domxeH umems Ouana3soH uamepeHul, o kpatiHeli mepe, om 20 °C do 40 °C. Ecnu mep-
MouyscmeumeribHbIl 35ieMeHm Kako2o-mubo ycmpolcmea pacrosioxeH 8 moyke, 8 Komopoli memnepamypa
8030yxa rnocmosiHHo omnudaemcsi om TEMIMEPATYPbl UHKYBATOPA, ycmpolicmeo Moxem bbimb crieyu-
altbHO OMKanubpoeaHo ¢ MOMOWbIO IOCMOSIHHOU r0pasKu 0719 COOMeemcmausi 8biLUEYOMAHYMbIM mpebo-
eaHusiM. Bece nodpobHocmu crieyuanbHol Kanubposku 0ommkHe! bbimb ykasatbl 8 IKCIITYA TALMOHHON
JOKYMEHTAUNN.

Coomeemcmeaue nposepsiiom ocMompoM U usmepeHusamu npu TEMIEPATYPAX PEYITIMPOBAHUA
32°Cu 36 °C.

201.12.1.106 *TouHocTb perynuposaHust TEMIMEPATYPbl TPAHCMNOPTHOIO MHKYBATOPA

Ana TPAHCMNOPTHOIO MHKYBATOPA ANA HOBOPOXXAEHHLIX, paboTatowwero B pexxume TPAHC-
NMOPTHOIMO WHKYBATOPA C PEMNYIIMPOBAHMEM MO BO3AYXY, CPEOHAA TEMMNEPATYPA
TPAHCMNOPTHOIO MHKYBATOPA He gomxHa otnuyatees o1 TEMIMEPATYPLI PEMYNIMPOBAHWUA Gonee
yem Ha + 1,5 °C npu Temnepatype okpyxatowlen cpegbl oT 20 °C go 30 °C.
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Coomeemcmeue nposepsitom usmepeHuem CPEIJHEN TEMIEPATYPbI TPAHCIOPTHOIO MHKYBA-
TOPA npu TEMIMEPATYPE PEIYITIMPOBAHWA 36 °C npu YCIIOBUW YCTAHOBUBLIEIOCSA TEMIIE-
PATYPHOIO PEXKUMA u memnepamype okpyxatoujeli cpedbi (25 + 1) °C.

201.12.1.107 *Bpemsa nporpesa

Bpema nporpesa ME U3OENUA He pormkHo oTnudatbest 6onee yem Ha 20 % OT BpeMeHU nporpesa,
onpeaeneHHoro B UHCTPYKUWUA Mo akcnnyaTauun (cM. 201.7.9.2.8).

Coomeemcemaeue posepsirom CredyoujUM UCTbIMaHUEM.

TMpu TEMMNEPATYPE PEIYIIUPOBAHUA, ycmaHosneHHol Ha 12 °C ebiie memMriepamypbi OKpYyXaro-
well cpedbi, NUMaKrWeM HarpspkeHuU, pagHOM HOMUHalbHOMY HarpsxeHuro, u ME U3JJETTNN, pabomatro-
wem kak TPAHCIOPTHbLIA WHKYBATOP C PEMYIIMPOBAHWEM [0 BO3.YXY, ekmouaiom
TPAHCIOPTHbLINA MHKYBEATOP [ HOBOPOM/EHHbIX, Hauuxas ¢ XONOAHOMO COCTOSHUS.
Usmepsirom epems nossiwerusi TEMIMNEPATYPbI MHKYBATOPA Ha 11 °C (cm. pucyHok 201.102). Ecnu ume-
emcsi peaynsmop ef1axHocmu, OH OCILKeH bbimb yCcmaHo8/1eH Ha MakCUMalbHoe 3HavyeHue. YposeHb 800bI 8
pe3epsyape yenaxHumerisi 0oimkeH bbimb HopMalibHbIM. Boda 8 makomM pesepeyape 00/DKHa Haxooumbcst
npu memrepamype okpyxxarouwel cpedbl.

201.12.1.108 *Kone6arnua TEMMEPATYPbl TPAHCMOPTHOIO MHKYBATOPA

lMocne yctaHoBneHua TEMIMEPATYPbI PEMNYIIMPOBAHUA, kak onucaHo B crneayiolleM UChbITaHuu,
konebaHus TEMIMEPATYPbI TPAHCMOPTHOIO MHKYBATOPA He aorkHbl npeBbiwath 2 °C.

Coomeemcmeue rnpoesepsiiom credyiouum UCbiMaHUueM.

TPAHCMOPTHbLIV MHKYBATOP L1151 HOBOPOXK[IEHHbLIX pabomaem kak TPAHCITOPTHbLIA UHKY-
BATOP C PEINYIIMPOBAHWEM IO BO3YXY npu TEMIMEPATYPE PEIYTIMPOBAHUA 32 °C noka He by-
dym docmuaHymsi YCITIOBUSA NOCTOSIHHOM TEMIEPATYPbI. 3amem opaaHoM yrpasneHusi memepamy-
pol ycmanrasnusaiom TEMIEPATYPY PEIYITMPOBAHUA 36 °C. [omxHbl 6bimb uU3MepeHbi KornebaHust
TEMIMEPATYPbI TPAHCIOPTHOIO UHKYBATOPA u spems docmuxeHusi Hogozo YCJIIOBUS YCTA-
HOBUBLIETOCAH TEMIMEPATYPHOIO PEXKUMA om nepeozo rpoxox0eHusi 3HavyeHus1 36 °C.

201.12.1.109 *TOYHOCTb MHAMKALNM OTHOCUTEMNBbHOWM BMAXXHOCTH

Ona TPAHCMNOPTHOIO MHKYBATOPA ANA HOBOPOXXAEHHBLIX niobble nianumpyemele 3Ha4yeHust
OTHOCUTENLHOW BMaXXHOCTU AOMKHbLI UMETb TOUYHOCTL + 15 % peanbHO U3MEPEHHOTO 3HAYEHUS.

Coomeemcmeue nposepsiiom U3MEpEHUeM OMHOCUMEBHOU 8nlaxHocmu yempolicmeoM, U3Mepsio-
WUM enaxHocms, NMOMeLWeHHbIM 8 ueHmp 3amkHymoti obnacmu. TEMIMEPATYPA PEIYJIMPOBAHUA don-
JKHa 6bimb ycmaHoesieHa Ha 3HaveHue mexdy 32 °C u 36 °C.

201.12.1.110 *PerynupoBaHue codepxaHus kucnopoaa

Ecnu perynsitop kucnopoga coctasnsiet eguHoe uenoe ¢ TPAHCMOPTHLIM MHKYBATOPOM ANA
HOBOPOXXAOEHHbIX, gomkHbl 661Tb NpeaycMOoTpeHbl He3aBUCUMbIE AATHUKA ANsl MOHUTOPUPOBAHUA U pery-
nuposaHnsa ypoeHs O,.

JorxHbl cpabaTbiBaTh BU3yarbHas U 3BYKOBasi CUrHanusaLum, ecniv otobpaxxaemas KOHLUEHTPaLUua KUc-
nopoja oTNNYaeTCsa OT YCTAHOBMEHHOrO PerynmpyeMoro yposHs 6onee 4em Ha £ 5 % (06beMHbix) O,.

Coomeemcmaeue posepsitom CredyrouUM UCTbIMaHUEM.

Yemanaenuearom yposeHb KOHUeHmpauyuu kuciopoda 35 % (obbeMHsbix). Koeda 6ydem docmuaHym
yemou4uebill pexxum, beiICmpo yMeHbLWam KoHUeHmpauur 0o yposHs MeHee 29 % (06bemHbix). Mposeps-
om, 4Ymo cuesHanusauyusi ekmovaemcs rpu omobpaxaemoll KoHUeHmpauyuu kKucriopoda He meHee 30 %
(06BeMHbIX).

CHosa ycmaHasnusaom KoHueHmpauuro kuciiopoda 35 % (o6bemHbix) O, Kozda 6ydem docmuzHym
yemou4ussill pexum, 6bicmpo yeenuyugarom KoHUueHmpauyuro 0o yposHsi bosiee 41 % (obbemHozo). [posepsitom,
4Ymo cueHanu3auusi exrodaemcsi npu omobpaxkaeMol KoHUeHmpauuu Kucrnopoda He bornee 40 % (06beMHbIX).

201.12.1.111 *CkopocTb Bo3ayxa

Mpn HOPMANBHOWM 3KCMNYATALIMU ckopocTh Bosayxa Hag MATPALIEM He gorbkHa npesbilaTh
0,35 m/c.

Coomeemcmaeue rposepsitom U3MEPEHUEM 8 MSImU mouYKax, yKasaHHbIX 8 Memoodax ucrbimaHul rno
201.12.1.102.

201.12.1.113 NameHeHUs TemnepaTypbl OKpyKatoLlen cpebl

Mocne nameHeHWn TeMnepaTypbl OKpyXXatowen cpedbl, ONUCAHHBIX B HWKECIEAYIOWEM UCMbITaHWUU,
TEMMEPATYPA TPAHCIMOPTHOIO NMHKYBEATOPA He pomxHa oTnudvateest oT TEMMEPATYPLI PEINY-
JIMPOBAHWNA Gonee yem Ha 3 °C.

Coomeemcmaeue riposepsiiom criedyrouum UcCTibimaHUueMm.
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TPAHCIMOPTHBLINI MHKYBATOP [/151 HOBOPOXX[EHHbLIX pabomaem & pexume TPAHCIOPT-
HOro MHKYBATOPA C PETIYITMPOBAHWEM NO BO3YXY u nodknoyeH K 8HeWHeMy UCMOYHUKY numa-
Hus.

Koeda ycmarosumcst YCJIOBUE CTAUMOHAPHOIO TEMIMEPATYPHOIO PEXKUMA npu memnepa-
mype okpyxaroweli cpedsi 8 npedenax om 21 °C do 25 °C u npu TEMIMEPATYPE PEIYTIMPOBAHUA 36 °C,
uHKky6amop repeeodsm Ha pexum 6e3 MUTAIOLEN CETU e coomeemcmeuu ¢ SKCITYATALIMOHHbBIMU
JAOKYMEHTAMMU u nomewatom e2o 8 ycrosus okpyxarouleli cpedsl, 8 komopoti noddepxxusaemcsi memnepa-
mypa muHyc (5 £ 2) °C u 20e ckopocmsb 08uUxeHUs1 8030yxa He ripesbitaem 1 m/c. Yepes 15 muH uHkyb6amop
8038pauwjalom 8 ycriosusi, 8 KOmopbIX memrepamypa okpyatoujell cpedbl Haxodumcs 8 npedenax om 20 °C
0o 25 °C, cHosa nodkrodarom K 8HeWHeMy UCIMOYHUKY rnumanusi u Oaom emy npopabomams euwie 30 MUH.
TEMIEPATYPY TPAHCIIOPTHOIMO MHKYBATOPA cnedyem peaucmpuposamb 8 meyeHUe 8Ce20 8peMeHU
ucreimarusi, oHa He J0JIKHa 8bIXxodUMb 8 KaKoll bbl mo HU BbITO MOMEHM 8pEMEHU 3a YyCmaHOo8NeHHbIe rpe-
denbil.

Ecnu 8 OKCINNMYATALUNOHHBIX JOKYMEHTAX yka3bieaemcs Ha He06x00UMOCMb 8bINOMTHEHUS 3mo-
20 mpebosaHusi rpu memriepamype okpyxatouwieli cpedb! bonee HU3KoU Yem MuHyc (5 £ 2) °C unu 8 mevyeHue
6oriee AnumensHo2o epeMeHu Yem 15 MuH, mo TPAHCIOPTHbBIV MHKYBATOP /19 HOBOPOXXOEHHbIX
rnodsepeaarom AoMoNHUMEIbHbLIM UCIbIMAHUSIM C Uelbio IPO8EPKU COOMEemcmeus ycmaHoeneHHbIM mpebo-
8aHUSIM.

201.12.1.114 CHabxeHne kMcnopoaom

a) [domkHbl B6bITb NpeaycMoTpeHbl cpeacTBa Ansi CHabXeHUs KUCNOPOAoM.

Coomeemcemaeue rposepsitom OCMOMPOM.

b) Ecnu umetoTca BcTpoeHHble yCTpoiicTea Anst nogaum kucnopoaa 8 TPAHCMOPTHbLIN UHKYBATOP
AnA HOBOPOXAEHHbBIX, oHW AonXHLI MMeTb BO3MOXHOCTb MoAauu kucrnopoaa B TakoM obbeme, 4To6bl
HOBOPOXXOEHHOMY MoxHO 6b1n0 NOABOAUTbL KUCIOPOA KOHUEHTpauuei Ao 60 % (06beMHbIX), NO KpaitHen
mepe, B TedeHue 1 4. Ecnu kucnopoa nogaeTcs M3 pesepByapa, AoSHKHa GbITb NPeaycMOTpeHa UHANKaLMA
ocTaTto4Horo o6bema. MHamkaumns gomkHa 6b1Tb XOPOLLO pasnuyiMma 1 pacnonoxeHa B yao6Hom ans Habnto-
AeHus mecTe. Ma3oBble coeguUHUTENN AN 6anoHOB BbICOKOrO AaBREHUA AOMKHBI cooTBeTcTBOBaTH MCO 32
n NCO 407.

Coomeememeue rposepsItom 0CMOMPOM U U3MEPEHUSIMU.

201.12.1.115 Konebarua TEMMNEPATYPbl TPAHCMNOPTHOIO MHKYBATOPA

Mocne oTkpbITMA ABepeL, 1 NOpTOB AocTyna nepegHei ctopoHsl MHKYBATOPA Ha 10 MUH KonebaHus
TEMMNEPATYPb| TPAHCNOPTHOIO MHKYBATOPA He AosmkHbl npeBbiwath 2 °C.

Coomeemcmaeue rposepsitom credyrowum UcbimaHuem.

TPAHCIMOPTHbIN MHKYEATOP /151 HOBOPOXXOEHHbLIX pabomaem e pexume TPAHCIMOPT-
HOIro MHKYBATOPA C PEIYIIMPOBAHUEM MO BO34YXY npu TEMMEPATYPE PEMY/IMIPOBAHUA
36 °C, noka He 6ydem docmueHymo YCIIOBUE YCTAHOBUBLIEMOCS TEMIMEPATYPHOIMO PEXXUMA. 3a-
mem Ha 10 MUH omkpbiearom 0sepusl fnopmos docmyra nepedHell cmopoHsl TPAHCIMOPTHOIMO
VHKYBATOPA A5 HOBOPOXXAEHHbIX. JormxHe! 6bimb usaMmepeHb! konebaHusi TEMIEPATYPbI TPAHC-
TMOPTHOIO MHKYEATOPA rniocrie ux 3aKpbimusi.

201.12.1.116 *Becbl

Ecnu Beckl noctasnsatoTcs kak coctaBHas YyacTe ME USOENUA vnu kak MPUHALONEXKHOCTb, npea-
HasHaveHHaa Ans ucnonssosaHna ¢ ME U3OENMEM, nHaomumpyemoe 3HaveHne maccel HOBOPOXXOEH-
HOMO He pomkHO oOTNMYATLCA OT MacChl WCMbITATENbHOW Harpysku Gonee, 4Yem oOfNpeaeneHo
M3rOTOBUTENEM 8 SKCMIMYATALMOHHOM JOKYMEHTALIMW, npu pa6ote ME U3OENWNSA ¢ ropusoH-
TanbHbIM nonoxeHnem MATPALIA. Kaxxgoe namepeHHoe 3HayeHue JOSMKHO oTpaxaTbCs Ha Aucniee BeCOB
MpPW OKOHYaHUN KaXaoro oTAerbHOro LMKa nsMmepeHnin n octasatbea Ao copoca ONEPATOPOM. Ecnun Becebl
BO BpPEeMs UCMOMNb3OBaHWUSA MOryT noABepraTbCsi BO3AENCTBUIO cpedbl, 0boralleHHON KMcnopogoMm, OHW 4or-
XHbl COOTBETCTBOBaTb TpeboBaHMAM 6.5 obLero cTaHaapTa.

n puMmevyaHune — Bo BpeMsA UCMNoNb3oBaHUA BeCOB OMEPATOP JOIMKeH UMEeTb BO3MOXHOCTb MX NPOBEPKU U
npoBeaeHus kanubpoBKu.

Coomeemcmeue nposepsiiom crnedyrowum UcrbimaHueM.

UcnbimamerbHbie usmepeHust 00mkHbI BbiMb MPOBEAeHbI, UCIOIb3Ys UCTbimameribHbie Hazgpy3Ku Mac-
coll (500 + 1) 2 u (2000 + 1) 2. UcnbimaHus dosmkHbI bbimb nposedeHbi ¢ ME U3LETINEM, pabomarouwum rpu
HOPMarbHbIX yCII08USIX MPUMEHEHUS.
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TouyHocmb uamepeHul dormxHa bbimb riposepeHa ¢ UCob308aHUeM UcrbimamerbHoU Hagpy3Ku, pac-
nosnioxeHHot e obnacmsx M u A—D Ha pucyrke 201.103.

17— martpay,

PuncyHok 201.103 — Cxema ucnblTaHus BecoB

201.12.2 3kcnnyaTaunoHHas NpurogHocTb

[ononHeHue:

201.12.2.101 *Muankauma TEMMNEPATYPbI KOXXU

TPAHCMOPTHbBIE MHKYBEATOPbBI C PENYNMPOBAHUEM MO TEMMEPATYPE KOXW HOBOPOX-
OEHHOIO pomkHbl 6biTh ocHaleHbl JATHAKOM TEMIMEPATYPbI KOXXW, 1 Temnepatypa, usmepeHHas
AaTyYMKOM, AOMKHA HenpepbIBHO oTobpaxaTbesa Ha gucnnee u 6biTb YeTko pasnuuuMon. Ecnn, kpome atoro,
auncnnen ucnonbayeTest Ans npeAcTaBneHns Apyrmx napaMmeTpoB, TO 3TO A0MMKHO NPOUCXOANTL TOMNBKO Mo 3a-
Mpocy € UCNOSb30BaHMEM NepekoYaTensi MrHOBEHHOro AencTBus. [ianasoH oTobpaxaemon TemnepaTypbl
[orKeH bbb, Kak MUHUMYM, oT 33 °C o 38 °C.

Coomeemcmete nposepsiom 0CMOMpPOM.

201.12.2.102 *Mngnkaums pexuma paboThbl

Ecrm TPAHCMOPTHBLIN MHKYBATOP C PEMYNMMPOBAHMEM MO TEMMNEPATYPE KO>XW HOBO-
POXOEHHOIO pa6otaeT kak TPAHCIMOPTHbIM MHKYBATOP C PEMYIIMPOBAHWUEM MO BO3OYXY,
[ormkHa BbITb NPpegycMoTpeHa YeTkas MHANKaUUS pexuma paboTbl, UCMONb3yeMOoro B HAaCTOALLMIA MOMEHT.

Coomeemcmeue nposepsom 0CMOMPOM.

201.12.2.103 PerynuposaHue TeMnepaTypbl

Iioboe perynupoeaHve TemnepaTypbl, €CIIM OHO OCYLLECTBMAAETCS POTaLUMOHHBEIM AEUCTBUEM, AOIDKHO
6bITb OpraHM3oBaHoO Takum 06pasom, YTOBbI MOBOPOT MO YaCOBOW CTPeriKe NPUBOANUI K YBENIUYEHUIo TeMnepa-
TYpbl.

Coomeemcmeue nposepsom 0CMOMpPOM.

201.12.3 CucTteMbl TPEBOXHON CUrHanNuU3auum

[HononHeHue:

201.12.3.101 *BeHTWnsATOp ANSA LUPKYNSLAN BO3dyxXa

Ecnm TPAHCMOPTHbIV MHKYBATOP ANA HOBOPOXOEHHbIX cHaGeH BEHTUNATOPOM Ans LMpKy-
nAuMM Bosayxa, To AOMKEH nodasaTbCsl 3BYKOBOW curHan Tpesoru, onosHasaeMblil U BU3yarnbHO, a Takke oT-
KntovaTtbea nojada NUTaHWUsA K HarpesaTento npexae 4em BosHnkHeT ONMACHAA CUTYALWA B criyyasx:

- OCTaHOBKM BpalleHUs1 BEeHTUNATopa Unu

- 3aKpbITUA BbIXOOHBLIX 0TBepcTUiA Ans Bosgyxa ns OTCEKA TPAHCIOPTHOIO MHKYBATOPA u

- 3aKpbITUA BXOOHbIX OTBEPCTUI ANsi Nogadn Bo3ayxa K BEHTUNATOPY, €CN 3TO BO3MOXHO.

B cnyvae octaHoBku BeHTUnatopa ME U3OENWE He gomkHo BbIAeNATh Namsi, pacniasBnieHHbIn Me-
Tann, 440BUTbIe UMK roploYKne rasel, U TeMneparypa vyacrei, goctynHbix HOBOPOXOEHHOMY, He gonxHa
6bITb BbiLIE TEMMNepaTypbl, onpeaeneHHoin B 201.11.1.2.2 HacTosILero 4acTHoro ctaHgapTa.

Coomsemcmsue nposepsiom npu pabome TPAHCMOPTHOIO UHKYBATOPA /14 HOBO-
POXX/[EHHbIX kak TPAHCMOPTHOIO UHKYBATOPA C PEYITIPOBAHWEM MO BO3/]YXY 6o docmusxe-
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Husi YCIIOBUS YCTAHOBUBLIEIOCSA TEMIIEPATYPHOIMO PEXUMA npu TEMIEPATYPE PETYIIU-
POBAHUA 34 °C. 3amem mpeboesaHusi nposepsitom 1o ovyepedu npu:

- OMKITIYEHUU 8eHMUIISIMOPA;

- 3aKkpbimuu omeepcmusi O0nis1 YUpKynsiyuu eo3dyxa e sakpbimom OTCEKE Kyckom nnomsol mkaHu.
Ecnu npedycmompen pssd@ omoernbHbeix omeepcmull 0n1a YUPKYnayuu 8o30yxa u eciiu cyujecmsyem saujuma
om cryqaliHo20 epeKpbimusi, 8mopasl Yyacmse UcribimaHusi He mpebyemcs;

- 3aKpbimuu 8Xo0HbIX omeepcmull Or1s1 8030yxa, ecill 3Mo MPUMEHUMO.

201.12.3.102 *Coegurutens JATUHUKA TEMMEPATYPbI KOXXU

TPAHCMNOPTHLIN UHKYBATOP C PEIMYNIMPOBAHWMEM MO TEMMEPATYPE KOXXW HOBO-
POXAEHHOIO gorkeH 6bITh OCHALLEH 3BYKOBLIM CUrHANoOM TPeBOru, orno3HaBaeMbiM BU3yaribHO, KOTOPbIA
cpabartbiBaeT B cnyyasix, ecnu coegunutens JATUYUKA TEMMNEPATYPbI KOXKU:

= JNeKTpu4eCkn oTCoeanHEH;

- UMeeT He3aMKHYTble noasoadalme nposoga unu

- MMeeT KOPOTKO3aMKHYTble NnoaBoadaLlue nposoga.

Moagaya nuTaHKs K HarpeBaTenio A0SKHa ObiTb aBTOMaTHMYecku npekpaileHa unn MHKYBATOP OANA
HOBOPOXAEHHbIX gorkeH aBTomaTtuyecku NepekniouMTbCA B PEXUM paboThl C perynvpoBaHuem no Bo3-
Ayxy npu TEMMNEPATYPE PEIMYINMPOBAHUA (36 + 0,5) °C unn TEMMNEPATYPE PEINYITMPOBAHWUA, ycta-
HoBneHHown ONEPATOPOM.

Coomeemcmeue riposepsitom MooernuposaHueM orpedesieHHbIX ycrnosuli omka3sa u HabrodeHueMm ro-
cnedcmeudl.

Oatuuk, pekomeHayembiii UBTOTOBUTEINEM, gomkeH nogkniovatbes K 610Ky perynupoBaHust MeaieH-
HbIM BBEEHNEM ero BUITKU B COOTBETCTBYIOLLIEE He3A0 AN Toro, 4Tobbl onpeaennTb, CyLLECTBYIOT S poMe-
XKYTOYHbIE MOMNOXEHUs1, KOTOPbIE NPENATCTBYIOT cpabaTbiBaHUIO CUrHaNU3aLmMu.

201.12.3.103 CurHanusauus npu npepbiBaHWW Nogaqn NUTaHUa

JomkHbl 6bITb NpeaycMOTPEHbI 3BYKOBasi CUrHaNU3aUmsa U BU3yanbHasi MHaMkauusa ans obecneyeHust
npegynpexaeHua B cnydae npepbiBaHusa nogadn nutaHua k TPAHCMOPTHOMY WHKYBATOPY AONA
HOBOPOXOEHHbIX.

Coomeemcmeue posePsIOM OMCOEOUHEHUEM UCMOYHUKA NUmMaHus npu ekioyeHHom TPAHC-
NMOPTHOM UHKYBATOPE A7154 HOBOPOXAEHHbIX:

a) pabomarowieM om numarowel cemu;

b) pabomarowem om ezo NEPEHOCHOIMO MCTOYHUKA NMATAHUAL.

B oboux criydasix 38yKoeasi CUgHanusayusi U susyanbHasi UHOUKauust omkasa nodaqu numaHusi OO/mKHb!
pabomame 8 meveHue, Kak MUHUMYM, 10 MUH.

201.12.3.104 NMPUOCTAHOBNEHWE (AYANOTAY3A) 3BYKOBOW CUFHANU3ALIUN

B cnyvae HamepeHHO 3arnyLUeHHO 3BYKOBOWM CUrHanu3aLmm AomkHa ObiTb obecneveHa Bu3yansHas UH-
avkauus.

3ByKOBas CUrHanNU3aUuUsi 4OMKHa aBTOMaTUYECKM BO3BpaLLATLCS! K CBOEMY HOpMaribHOMY (hYHKUMOHU-
poBaHuUio B TeveHne BpemeHun, onpegenerHHoro U3rOTOBUTENEM.

Bpewmsi, Heobxodumoe 0n1si npoepesa MHKYBEATOPA uz XOJIOHOIMO PEXKUMA, moxem 6bimb 30 MUH.

Coomeemcmeue rposepsom byHKUUOHaIbHOU NPoeepKol U U3MepeHUEM 8PEMEHU.

201.12.3.105 ®DyHKUMOHaNbHOE UCMbITaHWe CUrHanmnsaLumm

Ons ONEPATOPA ponxHbl 6bITb NpeaycMOTpeHbl CPEACTBa NMPOBEPKM paboTbl 3BYKOBOH U BU3YasibHOM
curHanusaumu. MogobHele cpeacTBa AOMKHBI ObITb ONMCaHBI B MHCTPYKLMW MO 3KCMNyaTauuu.

Coomeemcmaeue rposepsirom 0CMOMPOM.

201.12.4.2 VNHaovkaumsa napaMeTpoB, OTHOCALLMXCA K 6e3onacHoCcTy

LononHeHue:

201.12.4.2.101 *KoHueHTpauus CO,

M3rotoBuTeNb JOMKEH ONPeaenuTb 3HaueHne MakcumMaribHom koHueHTpauun CO,, KoTopasi BO3HMKaeT B
OTCEKE 8 HOPMAIIbHOM COCTOAHUN.

Coomeemcmaeue rposepsitom credyroujum UCTbIMaHUeM.

4 %-Hyro cmeck CO, 8 8030yxe 88005iM CO CKOPOCMbIO 750 MI/MUH 8 MOYKY, pacrofioxeHHyo Ha 10 cm
ebiwe yeHmpa MATPALIA (cm. pucyHok 201.101, mouka M), 4epe3 mpybky duamempom 8 MM 8 8epmuKarib-
Hom HanpaeneHuu om MATPALIA esepx. [Npu docmuxerHuu cmabuiibHocmu usmepsirom koHueHmpauuro CO,
8 moyke, omcmosiweli om moyku M Ha 15 cM. ViamepeHHoe 3HavyeHue 00IKHO BbiMb PagHo UllU MEHEEe 3Haqe-
Husi, onpedeneHHozo UBFOTOBUTEJIEM.
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201.13 ONACHbIE CUTYALUWU n ycnoBusa HapyLleHUs

MpumensitoT nyHKT 13 obwero ctaHAapTa, 3a UCKITIOHEHNEM:

201.13.2.2 *Qnektpuyeckune YCIOBUA EOUHNYHOIO HAPYLWEHWA

[ononHeHue:

MpumeruMbIMy YCITOBUAMU EOUHNYHOIO HAPYLLEHWA siBnsitoTcs KOPOTKOE 3aMblkaHne U 0bpbIB
KOMMOHEHTOB UMW MPOBOAOB, KOTOPLIE:

- BbI3bIBAOT BO3HUKHOBEHWE UCKP UK

- YBENMYUBAIOT SHEPTUIO UCKP, UMK

- yBeNM4uBaloT TeMnepaTypy.

201.13.2.6 *YTeuka Xunakoctun

[ononHeHue:

TPAHCMOPTHBLIV MHKYBATOP ANA HOBOPOXXAEHHBLIX aomkeH GbITh CKOHCTPYMPOBaH TakuM 06-
pasoM, 4YTOBbI XKMOKOCTb, MpoNnMTas Ha BHYTpeHHo nosepxHocTb OTCEKA, Bkniovasa noxe ans HOBO-
POXXOEHHOIO, He morna npueecTtu K yxyaweHuo 6esonacHoctu TPAHCMOPTHOIO MHKYBEATOPA ANA
HOBOPOXOEHHbLIX.

YTeuka B 200 mn cuntaetca HOPMAINBbHLIMU YCITOBUAMN.

Coomeemcmesue rposepsiiom credyrouum UcribimaHuem.

Ha sce sHympeHHue nosepxHocmu OTCEKA pacribinsiom eody 00 obpa3osaHus cmeKatowux 8HU3 Ka-
nenb. Kpome mozo, HerocpedcmeeHHo Ha nioxe 0n HOBOPOXXAEHHOIMO domkHO bbimb MOCMENeHHO 8bi-
numo 200 mn 800kl lNocne daHHozo ucrbimarHus ME U3LETIVE OomxHo ydosnemeopsmes eceM mpebosa-
HUSIM Hacmosiwea20 4acmHo2o cmaHdapma.

201.14 MPOrPAMMMUPYEMbIE 3NEKTPUYECKUE MEOULIMHCKUE CUCTEMBI
(PEMS)

MpumeHsitoT NyHKT 14 obwero ctaHgapTa.

201.15 Konctpykuma ME U3OENUA

MpumeHsitoT NyHKT 15 obwero cTaHgapTa, 3a UCKITHYEHNEM:
201.15.3 MexaHu4yeckas NPOYHOCTb

LononHeHue:

201.15.3.101 Ooctyn k HOBOPOXXOEHHOMY

TPAHCMOPTHbIV MHKYBATOP ANA HOBOPOXOEHHbLIX gomkeH MMeTb CpeacTBa, C MOMOLLbIO KO-
TOpbIX HOBOPO)K,EI,EHHbIVI MoeT ObITb NoMeLleH 1 n3snedyeH 6e3 HeobxoaMMOCTU yaaneHust Bcero konmna-
Ka UM C MOMOLLbID KOTOPbLIX MOryT OblTb OTCOeAMHEeHbl TpyOKM, MpoBoAda, 3MeKTpoAdbl M aHarnornyHble
npuHagnexHocTtn ot HOBOPOXOEHHOIO.

12.15.3.4.2 *NEPEHOCHOE ME U3OENVE

LHononHumeneHbil ab3ay 8 Havyane 0aHHO20 NModryHKma:

OanHbin noanyHKT Takke npumeHsitoT K TPAHCTOPTHLIM MHKYBATOPAM AJTA HOBOPOXXAEHHbLIX
He3aBUCUMO OT TOro, Krnaccudpuumnpyrotes oHn unn Het kak MEPEHOCHOE ME U3OENUE.

LHononHumenesHbil ab3ay 8 KoHUe daHHO20 rodryHKma:

MMocne ucnbimarutl, onucaHHbix ebiwe, TPAHCMIOPTHbLIN MHKYBATOP 1719 HOBOPOXXEHHbLIX
dormxeH 6bimb ripuaoder Ons dansHeliwell HOPMAJTbHOU SKCITYATALMM. [onxHbl 6bimb nposepeHs!
MexaHudyeckasi U cmpykmypHas uenocmHocms TPAHCIIOPTHOIO WHKYBATOPA /14 HOBOPOX-
JAEHHbIX; Harpumep, nopmsi U 08epubi OMKHBI 0CMambCs 3aKpbiMbIMU U 8crioMo2ameribHoe obopydosa-
Hue, nocmasrisiemoe unu umetoweecsi 8 Hanuduu om U3rOTOBUTETIA, domxHo ocmasambcsi 6e30MacHbIM.

201.15.4.1 KoHcTpyKuus coeanHuTenen

LononHeHue:

201.15.4.1.101 *CoeamMHuTenn AaT4ymKoB TemnepaTtypbl

Bce patuunku temnepatypsl (Bkovas JATHUKN TEMIMEPATYPbBI KOXKN) gomkHbl MeTh YeTKyto Map-
KMPOBKY C yKasaHueM ux npegnonaraeMoin oyHKLMKU. [JorkHa ObITb NCKITKoUEeHa BO3MOXHOCTb NoAcoeAMHEHUs!
JaTyuka Kk HecooTBeTcTBYloLWen poseTke ME N3OEJTAA.

Coomeemcmeue rposepsiom 0CMOMpPOM.
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201.15.4.2 YcTpoicTBa ynpasrieHNs TemnepaTypoin 1 3awuta oT neperpysku

201.15.4.2.1 lMpumeHeHne

LHononHeHue:

aa)* TPAHCMOPTHbLI MHKYBATOP ANA HOBOPOXAEHHLIX gomxeH 6biTe cHabxeH TEPMO-
BbIKIMIOYATENEM, koTopblin paboTaeT HezaBucumo oT noboro TEPMOPEMYJTATOPA. OH gomkeH 6biTbh
yCTaHoBIEH TaknuM o6pa3oM, 4Tobbl HarperaTeb OTKYANCcs U NoJaBanuch 3BYKOBbIE U BU3yanbHble CUrHa-
nbl Tpesorun npn TEMMNEPATYPE TPAHCIMOPTHOIO MHKYBATOPA ANA HOBOPOXXAEHHbLIX, He npeBbI-
watollen 40 °C;

- TEPMOBBGIKITKOYATENBL(U) He aomkHbI BbITb CaMOBOCCTaHABNMBAKLMMUCS, HO AOIBKHbLI UMETb BO3-
MOXHOCTb MOBTOPHOTO cpabaTbiBaHWs OT BO3AEWACTBUSI BPYUHYHO UMK

- ObITb camoBoccTaHasnmBarowmmMmcs npyu TEMMEPATYPE TPAHCMOPTHOIMO MHKYBEATOPA ot
34 °C po 39 °C, 1 curHanunsaums gorkHa pabotaTb HEMPEPLIBHO, NMOKa ee He OTKIHoYaT BPYYHYHO.

Coomeemcmesue rpoeepsitom oCMOMpOoM U criedyrouum UcrbimaHuem.

B TPAHCIIOPTHOM MHKYBATOPE A1 HOBOPOXAEHHBIX, ycmarosneHHoMm Ons pabombl Kak
TPAHCIOPTHbLIA MHKYEATOP C PEIYIMPOBAHWEM 10O BO3AYXY, omkntouatom TEPMOPEIY/IATOP
u sxnroyarom TPAHCMIOPTHBIVE MHKYBATOP 1719 HOBOPOXOEHHbBIX. B MomeHm cpabambigaHusl cua-
Hanusayuu TEMINEPATYPA B MHKYBATOPE He domxHa nipesbiwiams memrepamypsl, yKkaszaHHoU ebilie, U
OormxeH bbimb omKioYeH Haepesamens. Haepesamerb He 00/KeH 8Kilo4ambcsi 00 moeo, roka:

- TEPMOBBIKIIROYATETb(U) He eepHynu 8 rnepsoHavyaibHoOe COCMOsIHUE 8pYHHYIO UMU

- TEMIMEPATYPA TPAHCIOPTHOIO MHKYBATOPA He onycmumcsi Huxe 39 °C.

201.15.4.2.2 YcraBku TemnepaTyphbl

[ononHeHue:

Ona TPAHCNOPTHOIMO NHKYBATOPA C PEMYNMPOBAHMEM MO BO34YXY gnanasoH TEMIME-
PATYP PEMNYNNMPOBAHUA pomkeH 6biTb oT 30 °C nnu meHee ao Temnepatyp He 6onee yem 39 °C. Makcu-
manbHas yctaHasnmsaemas TEMIMEPATYPA PEMYNMPOBAHWA He gonxkHa 6biTe meHee 36 °C.

Coomeemcmesue rposepsitom oCMOMpPOM.

Ona TPAHCMNOPTHOIO MHKYBATOPA C PEINYNMPOBAHUEM MO TEMMNEPATYPE KOXW HOBO-
POXXOEHHOIO auanasoH TEMMNEPATYP PEMNYINTMPOBAHWUA aomkeH 6Tk oT 35 °C nnn meHee 4o Temne-
patyp He 6onee yem 37,5 °C. AuanazoH TEMMNEPATYP PEIMNYIIMPOBAHUA moxeT 6biTh pacluvpeH cnewu-
anbHbiMK gencteusamn ONMEPATOPA go 39 °C.

Coomeemcmesue rposepsiiom OCMOMPOM.

UcnbimaHue:

[ns TPAHCIMOPTHOIO MHKYBATOPA /19 HOBOPOXXEHHbLIX, ycmaHosneHHozo 0nsi pabomsi
kaxk TPAHCIOPTHbIA MHKYBATOP C PEIYITMPOBAHMEM MO TEMIMEPATYPE KOXXW HOBOPOXJEH-
HOrIO, omkntodarom TEPMOPETYTIATOR, a dns 0amyuxka TEMIEPATYPbI KOXKU omdenbHo noddepxusa-
rtom memnepamypy Huxe TEMIMEPATYPbBI PEIYTIMPOBAHUA. B momeHRm cpabambigaHusi cugHanusayuu
TEMFEPATYPA TPAHCIIOPTHOIO MHKYBATOPA He OomkHa ripesbiiamb memrepamypbl, yKasaHHOU
8bllle, U Hagpesamerib 00/mkeH bbimb omkimodeH. Hagpesamerb He O0IXeH 8KmoYambcsi 00 mex rop, roka:

- TEPMOBbBIKITROYATETIb(M1) He sepHynu 6 nepeoHa4vaiilbHOe COCMOSIHUE 8pYYHY0 UU

- TEMIEPATYPA TPAHCIIOPTHOIO UHKYBATOPA He onnycmumcs Huxe 39 °C.

Mpu HOPMANMBHOWM 3KCMNYATALIMMA TPAHCMOPTHOIO UHKYBATOPA ANA HOBOPOXEH-
HbIX, ecnn Temnepatypa HOBOPOXAEHHOIO, nsmepeHHas JATUMKOM TEMMEPATYPbI KOXW, Huxe
TEMMEPATYPbI PEMYITIMPOBAHWA, YCINOBUE YCTAHOBUBLUEMOCA TEMMEPATYPHOIO PEXXMMA
OoIkHO gocTuratbes 6e3 cpabaTbiBaHna TEPMOBBIKITIOYATENA.

Coomeemcmesue rnposepsiom UuUsMepeHueM memrepamypbl U hyHKUUoHanbHot rposepkoll Ons
TPAHCIOPTHOIMO UHKYBATOPA [i/1 HOBOPOXXOEHHbBIX, ycmaHosneHHoz0 0ns pabomel kak TPAHC-
MOPTHbBIVI UHKYBEATOP C PEIYIIMPOBAHUWEM 10 TEMIMEPATYPE KOXW HOBOPOXEHHOIO npu
maxcumansHol TEMIMEPATYPE PETYIIMPOBAHUA u memnepamype JATYUKA TEMIMEPATYPBI KOXXU,
roddepxusaemoll omoesibHO He MeHee yeM Ha 2 °C Huxe TEMIMEPATYPbI PEIYTTMPOBAHUA.

201.15.4.6.1 dukcauums, npegoTepalleHne HenpaBunbHON peryrmpoBKm

[ononHeHue:

Ecnun oTHocuTenbHoe cmelleHue MobbiX pyvek ynpasneHus 1 Ux perynupyowero MexaHnusma MoxeT
NMpUBECTU K ycTaHOoBKe TemnepaTypbl Bosgyxa B8 TPAHCITOPTHOM NHKYBATOPE ONA HOBOPOXOER-
HbIX, oHV goMmKHBI BbITE HAAEXHO CKPenneHbl BMecTe Ans NpedoTBpalleHnst BO3MOXHOCTY (hukcauum B He-
NpaBUITbHOM MOSOXEHUN.
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201.16 ME CUCTEMbI

MpumeHsitoT NyHKT 16 obLwero cTaHgapTa.

201.17 3nekTpomarHuTHas coBmectumoctb ME U3ENWUA n ME CUCTEM

MpumeHsitoT NyHKT 17 obLwero cTaHgapTa.

202 dneKTpoMarHUTHasi COBMeCTMMOCTb. Tpe6oBaHMsA U UCNbITAHNA

MpumeHsoT MOK 60601-1-2, 32 UCKMHOYEHNEM:

202.6.2.3 OnekTpomarH1THble Nomns paguoyvacToTHOrO U3NYyYeHNUs

202.6.2.3.1 *TpebosaHus

BameHa:

[Ans anekTpoMarHuTHeIX Noneit paguoyactoTHoro uanydeHus TPAHCMOPTHBLIN MHKYBATOP AN
HOBOPOXIOEHHbIX n/vunun cnuctema AoMmKHbI:

- npofonxaTbk BbIMNONHATE Npeanonaraemyo yHkumio, kak onpeaeneHo USFrOTOBUTESIEM, o ypos-
Hs 3 B/M 4ns AnanasoHa 4yacToT M3 AOMNOMHUTENbHOro cTandapTa no AMC;

- NpoAo/IKaTk BLIMNOMHATL NpeanonaraeMyto yHKUMIO, onpedenieHHyo U3roTOBUTENEM, UM MOXET
BO3HMKaTb 0TKas 6e3 HaHeceHust BPEJA npu nanyyexun go yposHs 10 B/M gns guanasoHa 4actoT 13 gonon-
HUTEeNbHOro ctaHgapTa no OMC.

210 Tpeb6oBaHua onsa pa3paboTku KOHTPONMEepPoB ¢ (PU3NONOrnYecKom
o6paTHOM CBA3bIO

MpumeHsoT M3K 60601-1-10 3a UcKtOUeHUEM:
210.5.1 *NHcTpyKuMa no akcnnyarauumn

He npumensiioT noanyHkT 5.1 M3K 60601-1-10.
210.5.2 TexHuU4Yeckoe onucaHue
[onon+eHue:

MHdopmauus, onpeaeneHHas B nognyHkre 5.1 MOK 60601-1-10 gormkHa ObITb BKITHOUEHA B TEXHUYECKOE
onucaHue.

210.6.1 IKCMNYATALUUOHHAA NPUTOAHOCTb
He npumensiioT nognyHkT 6.1 MOK 60601-1-10.

MpumeyaHune— TpeGoBaHna K aKCNNyaTaLMOHHON NPpUrogHoCcTW onpeaeneHsl B 201.12.2 HacToAWwero Yacr-
HOro cTaHgapTa.

210.6.3 *3anuck NEPEMEHHbLIX CUCTEM C ®U3UONOMMYECKON OBPATHOW CBA3LIO (PCLCS)

He npumeHnsiioT nyHkT 6.3 MOK 60601-1-10.

210.8.2.2.6 *OteeTol PCLCS

He npumeHsiioT noanyHkT 8.2.2.6 MOK 60601-1-10.
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MpyUMeHSIIOT NPUNOXeHUs 0bLWwero cTaHaapTa.

20

MpunoxeHuns



rOCT P M3K 60601-2-20—2011

MpunoxeHne AA
(cnpaBo4HoOe)

CneumnanbHble pyKOBOACTBa M 060CHOBaHue

O6GocHOBaHVe NYHKTOB U NOANYHKTOB

Hwxe npueepeHo o6ocHoBaHUe crieuuarnbHbIX MYHKTOB M NOANYHKTOB HACTOSILLEro YacTHOroO cTaHaapTa ¢ Hymepa-
LuMen NyHKTOB U NOZMNYHKTOR, NapannernbHO HyMepaunm B TEKCTe cTaHdapTa.

201.1.3 JononHuTenHble CTaHAAPTLI

OkcnepThl pabodel rpynnsl 06Cyaunm n onpeaenunu, YTo HeKoTopble TpeBGoBaHUs 1 TEPMUHONOMS AOMNONHUTENb-
Horo ctaHgapta MOK 60601-1-10 He NpUMEHNUMBI.

OHM ynomMmHaloTCs B crieumanbHbIX MyHKTax.

Ons 06bivHoro TPAHCIMOPTHOTO MHKYBATOPA O HOBOPOXOEHHbIX:

- KOMAHOHAA NEPEMEHHAA — aTo yctanosku TEMIMEPATYPbBI PEMNYNMPOBAHUA KOXKA.

- BbIXOOHAA MEPEMEHHAA KOHTPOJIIEPA — 3T0 MOLWHOCTb HarpeBaTens.

- PEMNYNUPYEMAA NMEPEMEHHASA — 310 Temneparypa Bo3gyxa.

- ®N3NONOTUHECKAA NMEPEMEHHAA — aT10 namepenHas Temnepatypa koxm HOBOPOXAEHHOIMO.

- MEPEMEHHASA OBPATHOW CBA3W — s70 BhixoAHble AaHHble JATYMKA TEMMNEPATYPbI KOXW.

OpHuM 13 nepexopoB Ha ABAPUAHBIV PEXKUM moxeT 6biTh OTKMIOYEHUE NUTAHWA HAarpeBaTens.

OTn onpeaenenns SBNATCA CNpaBoYHBIMU U MoryT oTnmdaTeca ans TPAHCMOPTHBLIX MHKYBATOPOB AJIA
HOBOPOXXAEHHbIX, ncnonesyowmx pasnuyHsie TEXHONOMMMN.

Moanyxkr 201.3.208 — TPAHCMOPTHbIA MHKYBATOP A9 HOBOPOXAEHHbIX

TPAHCMOPTHbIA MHKYBATOP ANA HOBOPOXIEHHBLIX moxeT 6biTb 3aMKHYTOW CUCTEMOW CO BCTPOEHHOW
CTOWKOM 1 konecamm unu otgeneHsim TPAHCTIOPTHBIM MHKYBATOPOM ANA HOBOPOXAOEHHbBIX.

MoanyHkT 201.4.3 — OcHOBHbIE DYHKLMOHAMNBHbIE XapaKTepUCTUKN

OkcnepTbl paboyert rpynnsl 06CyaAnnu 1 oNpeaennunu, HYTo HEeKOTopble NPUBEAEHHblEe TpeboBaHUS SIBNSAIOTCH OCHOB-
HbiMU TpeBoBaHMAMU WU CYLLECTBEHHBIMU, KOTOPbLIM AOMKHBI COOTBETCTBOBaTb TepaneBTUYEeCKUe HarpesaTtenbHble
yctponctea (1. . UHKYBATOPDI, HarpesaTenn, Harpesaemblie MATPALIbI n 1. a4.).

Kak npumep, npegnonaraembim ucnonsdosaHnem MHKYBATOPA unu Harpeeatens saensietca o6ecneveHne Tennom
HOBOPOX>XOEHHOIO n nogaepxaHue Temnepatypsl, ctabunsHon B npegenax 6eszonacHoi o6nactn. TOYHOCTb yCTaHOB-
KM TeMnepaTtypbl N0 CPaBHEHNIO C pearnbHOM TeMNepaTypon AoNKHa NoAAePXKMBATLCA B Npeaenax AnanasoHa, Tpebyemo-
ro CTaH4apTOM M yKa3aHHOro kak Tpebosanua B Tabnuue OCHOBHbBIX @YHKLUMOHANNBbHBLIX XAPAKTEPUCTUK. Ecnu
TeMnepartypa U3MeHsieTCsl, BbIXOAs! 3a Npedenbl AManasoHa, yka3aHHoro B TpeboBaHusix, B yCTpoWcTBe AOMkHa cpabaTbl-
BaTb CUrHaNM3auus.

HeobxoanMo oTMETUTBb, YTO B XO4e AMCKYCCUM ANsi onpeferieHnsi OCHOBHbIX TpeGoBaHui Gbina oueHeHa Bpe-
meHHas cesab MALIMEHTA v BoafelicTens Tepanum Harpeeom. YcTpoiicTsa aaHHoro Tuna (MHKYBATOPbI/Harpesatenm)
MMEIOT ENCTBUTEIILHOE U3MEPUMOE BPEMS] OTBETA, Y1UNUTbIBaeMoe B 6oNbLUMHCTBE ASNCTBUI NPU peXMme 0TKasa, B OTNu-
Yne OT BEHTUNSITOPOB WITM UMIITAHTUPYEMBIX YCTPOWUCTB. CnegoBaTenbHo, 6o NPUHATO pelweHne, YTo AaHHoe TpeGoBa-
HUe, COBMecTHO ¢ TpeboBaHueM, KoTOpoe onpegensier, 4yto cborW B noagepxaHum cTabuUnNbHOCTM TennoBbIX
XapaKTepUCTUK ZOIKEH CONPOBOXAATLCS 3BYKOBOW CUTHaNM3aumuen, Kotopasi No3BonuT Bpady NPUHSATL COOTBETCTBYIOWMNE
KOpPEKTUpYoLwme AeNCTBUS, NOKPLIBAET BCE OCHOBHbIE TpeGoBaHusi ANs YCTPOWCTE A4aHHOIO TUna.

MopgnyHkr 201.4.10.101 BoamoxHOCTb paboThbl C pa3nuyHbIMU UCTOYHMKaAMW NUTAHNSA

lnaBHOM LEenbio AAHHOMO noanyHKTa sensietcs obecnevenne Toro, uto TPAHCMOPTHLIM MHKYBATOP NS
HOBOPOXXJEHHbIX, nogkniovyerHbin k BHewHemy NNEPEHOCHOMY UCTOYHUKY MUTAHWUA, cooTBeTcTBYET BCEM
TpeboBaHusiMm 06LLero craHAapTa M HACTOSILLENO YacTHOIO cTaHaapTa. B HacTosiweM YacTHOM cTaHaapTe NPUBEAEHbI Crie-
umanbHble TpeboBaHusl, kacalowmecs ucnonb3oBanus TPAHCIMOPTHOIO MHKYBATOPA ANA HOBOPOXKOEHHbBIX co-
BMeCTHO ¢ BHewHum MEPEHOCHBLIM UCTOYHUKOM MUTAHUSA wnn nio6oi apyron NMPOEKTHOW MUTAIOLLEEA
CETbIO. 310 TpeboBaHue npumeHsieTcs He Tonbko kK 201.4.10.102, 201.4.10.103, Ho Takke k 201.12.1.114.

CuunTaeTcs, YTO AaHHble NOANYHKTLI AOCTATO4HBI AN ucnbiTaHusi 6esonacHocTy koHeTpykunn TPAHCTIIOPTHOIO
MHKYBATOPA O1A HOBOPOXXAEHHbIX coemecTHo ¢ BHewHum NEPEHOCHBLIM WCTOYHUKOM MUTAHUA. Kpome
Toro, TpeboBanue 201.4.10.101 npeaycmatpusaeT, uto MU3rOTOBUTEJIb o6ecneunsaet cobnioaeHne Bcex TpeGoBaHuin
KaK OCHOBHOIO, Tak M HACTOsILLEro YacTHOro ctanaapra. CnegoBaTenbHO, UCTIbITaTeENbHAA NabopaTopusi MOXeT BbiGpaTh
nio6oe gpyroe TpeboBaHne, ocobeHHo oaHo n3 201.12.1.114, ana Toro, 4To6bl NPOBEPUTL, cooTBETCTBYET N TPAHC-
NOPTHBLIA MHKYBATOP A1 HOBOPOXXAEHHbIX aanHomy Tpe6oranmio ¢ HewHum NEPEHOCHbBIM UCTOYHUKOM
NMNTAHUA.

MoanyHkr 201.5.3 — Temnepatypa okpyXalolen cpefbl, BaXHOCTb U aTtMocepHoe gaBneHme

HocratouHo xecTkne TpeboBaHMA K TOYHOCTM M NOCTOSIHCTBY TemnepaTypsl B TPAHCIMTOPTHOM UHKYBATOPE
ANA HOBOPOXAEHHbDIX kpaiHe BaxHbl gns yaoenetsoputensbHoro nevenns NALUMNEHTA. CunTaetcs, uto 3mm Tpebo-
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BaHWSA AOMMKHbI 6bITh HACTOMNBLKO KECTKMMU, HACKOMBKO 3TO TEXHUYECKU BO3MOXHO B AMAna3oHe TemMnepaTyp OKpyXaloLein
cpegbl, HopmanbHbix agnsg TPAHCMOPTHOIO MHKYBATOPA A1 HOBOPOXKOEHHbBbIX B o6nactu genctensa HacToswe-
ro ctaHgapra. [oatomy nenbiTaTenbHBIN gUana3oH TeMnepaTyp OKpYXaiowwen cpebl Npy NpoBegeHUn UCnbITaHui Gbin
orpaHuyeH 3Hadenmsimm ot 21 °C po 25 °C.

HvanasoH temnepartyp ot 10 °C go 30 °C cuntaeTcsi cTaHOapTHLIM AMana3oHoM B npegenax MalwmvHbl CKOpon NOMo-
wm 1 6onbHUUbLL. TeMnepaTypa okpyxaiolein cpeabl Binotb 4o 40 °C cHuxaeT TpeboBaHus K Heo6xoanMbIM paGounm xa-
pakTepucTMkam n xapakrepuctmkam 6e30nacHOCTH, KacalLWUMCH TOYHOTO TEMMNEPATYPHOIO KOHTPOSS.

MoanyHkr 201.7.2.101 — Ananu3satop kucriopoga

HOBOPOXJEHHBLIE, Hyxgaoowwvecss B AONONHUTENBHONW Nogade KMCMopoaa, nogeepranTcst AONONHUTENBHOMY
PUCKY, T. k. nx aprepmanbHas oKcureHaumusi cCuMTaeTcsi He[OCTaTOuHON NPU BAbIXaHWUW OKpYXaloLlero Bosayxa. Hegocra-
TOYHBII 06beM MOCTYNAOWEro KNCNOPOAa MOXET NPUBECTU K MO3rOBbIM HAPYLLIEHUSIM UMM CMEPTENbHOMY MCXoay, a u3-
6bITOYHOE KOMMYECTBO MOCTYNAIOWEro KUCIOpoAa CBA3LIBAIOT C NOBbIWEHHBIM PUCKOM peTuHOnaTm HEeAOHOWEHHbIX
(retinopathy of prematurity, ROP) [3axpycTanukoBoii mbponnasum (retrolental fibroplasia, RLF)]. XoTsi u3BecTHbIe KOHUEH-
TPaummn KUCIopoAa HeNb3st HANPAMYIO COOTHECTYU C aZ1EKBATHOCTBLIO 3HAYEHWIN KOHLEHTpauuM ra3a B apTepuanbHOW KpoBw,
BaXHO, 4TOGbI AeXYPHbIN NepcoHan 3Harn o BAbIXaeMOMW KOHLIEHTPaLMK (TaK Ke KakK 1 0 ApYrmx haktopax, BIUAIOWMX Ha ap-
TepuarbHyI0 KOHUEHTpauuio) ana Toro, 4tobbl UMeTb BO3MOXHOCTB OnpeaenvTb NpuunHy Habniaaemslx U3SMeHeHUn B
cuanonomueckom coctosiHum HOBOPOXXKIOEHHOIO.

Mopnynkr 201.7.4.2 — OpraHbl yripaBreHus

B knuHu4eckon cutyauum guanasoH Temnepatyp, wucnonb3dyembix anss TPAHCMOPTHOIO MHKYBATOPA C
PEIMNYJINPOBAHWEM MO TEMMEPATYPE KOXXW HOBOPOXAOEHHOIO, o6biuHo oT 35 °C go 37 °C. CnepoBaTtentHo,
ana TPAHCINOPTHOIMO UHKYBATOPA C PEIMNYIIMPOBAHUEM MO TEMIMEPATYPE KOXW HOBOPOXAEHHOIMO
TpebyeTcs y3kuii MHTEpBan.

Bbinn 3admkenpoBaHsbl cnyyvam, korga 66Ny coenaHbl HeKOPPEKTHbIE YCTAHOBKU ANs KOHTPOMS KMCnopoga us-3a
KpanHer 6nu3ocTn MapkMpPOBOK «MakC» M «MUH» HA LWKane PyYkn PerynupoBaHusi, B pesynbTaTe 4ero nogaeancs
100 %-Hbi kMcnopopa, BMecTo Tpebyemoro 21 %-Horo.

Moppasgen 201.7.9.2.2 — MpeaynpexaeHnst U ykazaHus no 6e3onacHocTu

a) [ns KoHCTpyKuuM 1 dyHKumMoHmpoBauua TPAHCMNOPTHOIMO MHKYBATOPA ANA HOBOPOXAEHHBIX xapak-
TepHo, 4To 6yaym adpcbekTmHbIM anst ogHoro NMALIMEHTA, 0H cTaHOBUTCA NOTEHUMANBHO ONacHbIM ans apyroro. Cnepno-
BaTenbHO, Heobxoaumo, 4TOObl KBaNMMMUMPOBaHHLIM NepcoHan, obnapalowmii tHAMBMAYaNbHOW MHMOPMaumen o
kaxgom MALUWMEHTE v meanuvHCKMMK 3HAHWMAMW, HEC OTBETCTBEHHOCTb 3a BCe acnekTbl npumeHennss TPAHCIIOPT-
HOIMo MHKYBATOPA ONA HOBOPOXKOEHHbIX.

b) Henb3sa oxuaate, 4To cucTema perynuposanns temnepartypsl Bosgyxa MHKYBATOPA 1 HOBOPOXXOEH-
HbIX 6ygeT obecneuvBaTth 3awuTy oT neperpeea HOBOPOXXIOEHHOIO, BbI3BAHHOIO NPAMbIM N3NTYYEHUEM CONTHEYHOIO
CBeTa WK APYrMx MCTOHYHUKOB ManydeHus. 3awmTa oT 3tux ONIACHOCTEW moxeT 6biTh o6ecneyeHa ToNbKo nyTem
npesoTBpalLeHnsi UX BO3HUKHOBEHMUS.

¢), d) bbino 3aduKenpoBaHO HECKOIBKO criyyaes Bo3ropanus [6]. Cuntaertcs, yto cnmpT, octaswmincst B OTCEKE
nocne npoueayp OYNCTKU, SIBNAETCS HENOCPeACTBEHHBLIM ropiounm BewecTBoM. Mckpbl oT koHTaktoB TEPMOPEMYNA-
TOPA npwv aTom MOryT 6bITb UICTOYHUKOM BO3ropaHusi.

MoanyHkr 201.7.9.2.8 — MPOLEQYPA 3anycka

[ns Toro, uto6bl nogrotosnts TPAHCTIOPTHBIV MHKYBATOP A5 HOBOPOXKAEHHbIX K hyHKLMOHMPOBaHWIO,
HeobXxoauMo 3HaTb BpeMsi MPOrpeea.

MoanyHkt 201.7.9.2.9 — Mopsigok paboTol

a) HenpaeunbHoe pasmelleHune unm HeeepHoe kpennenne JATUYUKA TEMMEPATYPbI KOXW moxeT npuesectut K
HenpaewrbHbIM NOKa3aHMAM TemnepaTypsl nnv HenpaeunbHoMy koHTponio TEMIMEPATYPbBI KOXW, uto B cBoW o4epenb
NpVBeAEeT K BO3MOXHOW MMNOTEPMUN UIU TMNepTepMUN.

b) Cwm. obocHoBaHue 201.12.1.110.

c) lMeperpyska Nonok MoxeT npuBecTn K onpokuabiBaHuie TPAHCMOPTHOIO MHKYBATOPA ONA HOBO-
POXXOEHHbBIX nnn mexaHn4eckoMy NMoBpEXAEHUIO, KOTOPbIE MOTYT NPUBECTM K ONACHOCTHU.

MoanyHkt 201.9.4.3.102 — 3awmTa oT nepeMeLL,eHnin

BoamoxHOCTb 6roKMPOBKM KOMNec NpensiTcTByeT cryyaiHomMy nepemettennio ME USOENNSA, koTopoe MOXET Bbi3bl-
BaTtb OIMACHOCTW ans MALUMEHTA.

Moanyrkt 201.9.4.3.104 — 3awmTa ot BUGpaumm

MNpwu TpaHcnopTUpoBaHuKM, HanpumMep, B 60NbHULY, MOXET ObiTb BbICOKUIA YPOBEHb BUBpaumun. [ns CHUXEHUs BO3-
moxHoro PUCKA ans HOBOPOXOEHHOIO, gonxHbl BbITe NpegycMOTPeHbl CpeacTBa AN CHUXEHWS 3TON BUOpaumu,
HanpyMmep amopTn3aTopbl NN NPYXUHHbIE/AeMndupyloLwme arnemMeHTbl. Tak Kak 4nsA 9TUX Lenew He CyLLecTBYeT UChbiTa-
TenbHoro o60pyaoBaHUA, JaHHas MHdopMaLms NnpueeaeHa anst USTOTOBUTENEW TPAHCMOPTHbBIX MHKYBATOPOB
AJTA HOBOPOXKAEHHbBIX 1 60nbHWYHBIX yUpeXXaeHui.
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MopnyHkr 201.9.6.2.1.102 — YpoBeHb 3BYKa 3ByKOBOW CUrHaANM3aumm

3HaveHue 65 aBA siBnsieTCs 4OCTATOYHO BbICOKMM YPOBHEM LIyMa Ansi 6rioka MHTEHCMBHON Tepanumn n Npu TpaHc-
nopTupoBaHuu B Npeaenax 6onbHULbl. JaneHelwee yny4yweHWe NPakTMkM MHTEHCUBHOW Tepanun AOCTUraeTCs CHUXKEHW-
€M YpOBHS 3ByKa U, Tem cambiM, 6ecnokoncTea NMALUMEHTA ao mubumyma. CnegoeatensHo, ONMIEPATOP gonxen nmeTb
BO3MOXHOCTb CHUXaTb 3TOT ypoBeHb 3Byka. ONTIEPATOPY Heo6XxoaMmMo MMETb BO3MOXKHOCTL PErynupoBaTh HacToTy 3BY-
KOBOW curHanusauuu ans nydwen ngeHtmdukaumm koHkpetHoro UHKYBATOPA A1 HOBOPOXKAEHHDIX, y koToporo
cpaboTtana curHanuaauusi.

XOoTs OKpyxXatwas cpeja B TPaHCMOPTE OYeHb LYMHas!, KOMUTET peLwmnn NPUHATL NpeaernbHbIA ypoBeHs 65 abA
Ans TpaHcnopTa, T. K. MAUMEHT nocTosiHHO HaxoguTesi nog NpucMoTpom NpodheccroHarnbHbIX Bpaden.

MoanyHkt 201.9.6.2.103 — YpoBeHb 3BYyka 3BYKOBOW curHanusaumu eHytpu OTCEKA

Mpu3HaHo, YTO NOTEpPs criyxa MOXeT GbiTb Bbi3aBaHa NOCTOSIHHLIM BO3AENCTBUEM BbICOKMX YPOBHEW 3BYKa. XOTH HET
OOCTOBEPHbIX HAYYHBIX JaHHbIX UN 3aPMKCUPOBaHHBIX ClyvaeB, NOKa3blBalOLWUX, YTO BO3OENCTBUE YPOBHEN 3BYKA,
06bI4HO xapakTepHbix ana TPAHCTIOPTHBLIX MHKYBATOPOB ANA HOBOPOXXAEHHDbIX, ucnonbayemoix B HaCcTos-
Lee BpeMsi, NPUBOANT K NOBPEXAEHUI0 cnyxa, 66110 BbiGpaHo 3aBblWeHHOe 3HaYeHWe, OCHOBaHHOE Ha COBPEMEHHOM
3KCMEepTHOW OLeHKe YCTOWYMBOCTU YErNOBeKa K BbICOKMM YPOBHSIM 3BYyKa.

MognyHkr 201.9.8.3.101 — OrpaxgeHus

HOBOPOXOEHHBLIA moxeT crnonatv Yepes oTkpbITHIN nopt TPAHCMNOPTHOMO WHKYBATOPA [NA HOBO-
POXXAEHHbBIX v ynacTb Ha non. bokoBble naHenu moryt onyctutses, nosgonss HOBOPOXJEHHOMY BbikatuTbes 3a
npepens! KposaTku. [1NOX0 CKOHCTPYMPOBaHHbIE orpaxaeHuss MoryT He yaepxats HOBOPOXAEHHOIO.

MognyHkt 201.11.2 — 3awmTa OT BO3ropaHus

CoobLeHuns o noxape B cpege, oboraweHHol kncnopogoM, B ME N3OENNUN oTHocuTenbHO peakn. Tem He meHee,
€CIV TaKoe BO3ropaHne BO3HMKAET, OHO MOXeT BbiTb CUINBHBIM 1 O4eHb onacHbiM. CM. Takke nognyHkr 201.7.9.2.2, nepe-
yncneHus ¢) u d) gaHHOro 06OCHOBaHWS,

Bo Bpemsi nepecmoTpa HacTosILWero ctaHaapTa KoMuTeTy noTpeboeanock paccMoTpeTb 4ONONHUTENbHLIE TpeboBa-
HUs K noxapHon 6esonacHocT MATPALIEB gnsi HOBOPOXXOEHHbIX. Tak kak kKOMUTET He CMOT Ha TV J0Ka3aTenbCTB B
noaaepky AaHHbIX TpeboBaHWI, B HACTOSIWMIA pa3gen 6elno gobaeneHo kpaTkoe o6ocHOBaHWE.

MATPALbI nnn MOAYLWKW 06bIMHO COCTOAT M3 MaTepuanos AByX BUAOB, KOTOPbIE BLINOMHAIOT ABE pasnuyHble
dyHkunn. DyHKUMe HanonHuTens siensieTcst nogaepxusate HOBOPOXXAEHHOI O, B To Bpems kak maTepuan vYexna Bbl-
cTynaet kak bapbep OT BHyTpeHHero matepuana. OCHOBHOe TpeBoBaHUA K MaTepuany Yexna, KOTOpbii MOXET KOHTaKTK-
poeate ¢ NMAUMEHTOM B ycnoBmax eguHWYHOrO HapylueHusi, — He npeacraensats OMACHOCTU gns NALMEHTA.
3ameyeHo, 4To B 6OMbLUMHCTBE KNMMHUYECKUX NPUMEHEHWUI YEXO0r AONOMHUTENBHO NOKPLIBAIOT MATEPUANOM, COCTOSILLIMM
M3 HaTyparnbHbIX BONIOKOH (XNOMNOK U Matepuvarnsl, noctaensieMmslie poacteeHHukamu NMALIMEHTA), koTopbii He siBrisieTcst
MHMBMTOPOM BO3ropaHus, HO cnocobcTeyeT ele BonbLueMy CHUKEHUIO TPeHUs1 mexay noBepxHocTeio MOAYLLKA u ko-
xeh HOBOPOXXEHHOIO. OcHoeHoe TpeboBaHue Kk HanonHuTenio — obecneueHne KkomMpOpTHOIH MOBEPXHOCTU Arisi
gonrospemeHHoro nonoxenusi NMALNEHTA.

Tak kak HeT nctodHukoB Bosropanusi BHyTpu KOPTTYCA MHKYBATOPA, PUCK Bosropanusi B obnactu MATPALIA
orpaHuueH, ecnu cobniopalotes TpeBoeanms nognyHkta 6.5 ofbwero cravpapta k CPEJE, OBOrAWEHHOW
KNCNOPOOOM. 3a mHoro net He 6o 3acdmkenpoeaHo criyuaes Bodropanusi BHyTpu KOPMYCA MHKYBATOPA. Tak xe,
anst MATPALIEB c nogorpeeom, o6cyxaaloTcs AONONHUTENBHbIE BOMPOCHI, CBSI3aHHbIE C TOKCUYHOCTLIO AblIMa, KOTOPbIN
moxeT OblTb NOMyYeH OT MaTepuanos, 06paboTaHHbIX peareHTaMuM — MHMBUTOpammn Bosropanus. CriegoBaTenbsHo, UC-
Krtoumns BospactaHue (ysennyeHne) PUCKA so3ropaHua oT maTtepuarnoB yexna, He TpebyeTca HUKaKUX crneumarnbHbIX Mep
noxapobesonacHocTu oT nokpbliTMa MOAYWKWN 1 BHyTpeHHero HanonHuUTerns.

Moanynkr 201.11.6.2 — MNepenve 8 ME U3OENTNA

MHavkaums «<MuH» TpebyeTcs, T. K. He4OCTaTOHHOE YBNAaXHEHNE MOXET ObITb onacHbIM ANs nauneHTa. Uhavkaumn
«makcy» TpebyeTcs Ans NpeAoTBpaWEHUA NEPENONHEHUS U Pa3NUTUSI.

MoanyHkr 201.11.6.3 — PacnneckuBanue xuakocten Ha ME U3OAEINTME n ME CUCTEMY

Cuutaetcsi, uto TPAHCMOPTHBIN MHKYBATOP ANA HOBOPOXXIAEHHbIX moxeT noaeepratbes cny4anHomy
pacnieckMBaHuIo Ha Hero XnWaKocTn, cBA3aHHOMY C pasmelieHnem Ha KOPITYCE cocyaoB, 3anonHEHHbIX XUAKOCTBIO.
UcnbiTaHne paspabotaHo Takum 06pasom, 4To6bl MogenupoBaTb TUNUYHOE pas3nuTUe.

MoanyHkr 201.11.6.6 — Ounctka u gesnHdekuna ME N3OENNA n ME CUCTEM

Cwm. Takke obocHoBaHue 201.7.9.2.2.

MoanyHkr 201.12.1.101 — CrabuneHocTe TEMMNEPATYPbI TPAHCMOPTHOIO MHKYBATOPA

Cuutaetcsi, uTo anHo3 MoxeT 6biTb BbI3BaHO konebanusimu Temnepatypsl B TPAHCMOPTHOM WHKYBATOPE
ANA HOBOPOXXAEHHbIX. XoTa HeT AOCTOBEPHBIX HAYYHBIX JaHHbIX, MOKA3bIBAIOWMX, YTO KONeGaHus TemnepaTypsi,
06bluHO BeTpevatowwmecs B TPAHCNOPTHOM MHKYBATOPE AJ1A HOBOPOXAEHHbIX, npueogaT k anHo3, 6einm Bbl-
6paHbl 3aBbILLEHHbIE 3HAYEHUS.

NoanyHkr 201.12.1.102 — PaeHomepHocTe TEMMEPATYPbI TPAHCIMTOPTHOIO MUHKYBATOPA
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Bonbwovi oneiT npumeHenns TPAHCMOPTHBIX MHKYBATOPOB ANA HOBOPOXAEHHbBIX ¢ npegycmoTpeHHbI-
MW MEAULMHCKMMM U TEXHUYECKUMM TPeBoBaHUSIMU NOKA3bIBAET, YTO AaHHLINM YPOBEHb (OYHKLMOHANBHOW XapaKTepUCTUKU
(2 °C) pocratoueH ans noaaepxanus Temnepatypsl HOBOPOXXAEHHOIO n aeiicTBUTENBHO TEXHUYECKU JOCTUXUM.

MopgnyHkt 201.12.1.103 — TouHocts AATYNKA TEMMEPATYPbI KOXW

MorpewHocTe MHAMKaAUMK TeMnepaTypsl, 3agasaemont JATHMKOM TEMMEPATYPbI KOXW, siBnsieTcst TONbkKo Yac-
Tbto 0OLWEN NOrPeLUHOCTH, CBA3AHHON C M3MepPeHNeM TEMNEPATYPbI NOBEPXHOCTU KOXM. [ipyrve NorpelHocTy MoryT 6biTh
BbI3BaHbI PA3NVYMAMU B NIOLLAAN KOHTaKTa AaT4MKa, KOHTAKTHOTO AABNEHUA N TENNooGMEeHOM MeXay AAaTUMKOM U OKpY-
KaroLen cpegon.

MopnyHkt 201.12.1.104 — CooteetctBue TEMMEPATYPbI KOXXWU n TEMMNEPATYPbI PEMNYIIMPOBAHUA

Takas cTeneHb TOYHOCTM TpebyeTcs ANs yCTAHOBNEHUA MaKCUManbHO Ny4wero OyHKLUMOHUPOBAHUSI CUCTEMbI pery-
nuposanus JATYNKA TEMIMEPATYPbI KOXW.

CumuTaeTcs, UTO PeKOMEHAYeMblli MeTod MpoBepkn COOTBETCTBMSA He Mopenmpyer cutyaumio HOPMAITBHOW
SKCMNYATAUNU ME USOENWNA. ComHeHus, BbickasaHHble B 201.12.1.103 gaHHOro npunoxxeHusi, 0coOGeHHO Kacatolme-
cs1 pasnuyHoro Tennoobmena mexgy JATYNKOM TEMMEPATYPbI KOXXW u ero okpyxaiowier cpefor, 3aTpyaHsIIOT CTaH-
JapTu3aunio Takoro MeToAa MpoBepkn. Tem He MeHee, YCTAHOBNEHHbIM MeTof NPOBEPKM cumTaetcst Gonee
npeanoYTMTENbHBIM AN U3MEPEHUsI peanbHOoM TemnepaTypbl NOBEPXHOCTU KOXK, a HE TeMMnepaTypbl MOBEPXHOCTU KOXMU,
npu BNVsSIHUM TEMNepaTypbl BO3AyXa OKpyXalowen cpeael.

Moanynkt 201.12.1.105 — TouHocTb ungukaumn TEMMEPATYPblI TPAHCMNOPTHOIO MHKYBATOPA

Cwm. pucyHok 201.102. OaHHoe TpeboBaHue rapantupyet, 1to UHKYBATOP ANA HOBOPOXXOEHHbLIX paGoTtaet
npv Temnepartype, HacTornbko 6nuakol k ycranoeneHHon ONMEPATOPOM, Hackonbko 3TO BO3MOXHO.

Mopnynkr 201.12.1.106 — TouHocTb perynupoBanus TEMMEPATYPbI TPAHCMOPTHOIO MHKYBATOPA

Ons 6esonacHoro ucnons3oatusas TPAHCMOPTHOMO UHKYBATOPA ONA HOBOPOXAEHHBLIX Heobxoaumo
MMeTb BO3MOXHOCTE npoBepute TEMMNEPATYPY TPAHCMNOPTHOIO UHKYBATOPA Hesasucumo ot TEMIMEPATYPbI
PEIYNMPOBAHWSA, ocobenHo ecnv oH pabotaet kak TPAHCMNOPTHBLIN UHKYBATOP C PEMYIMPOBAHWEM MO
TEMMNEPATYPE KO>XN HOBOPOXAEHHOIO vnn TEPMOPEIYNATOP ebiwen mn3 ctposi. CM. Takke obocHoBaHue
201.12.2.101.

Mopnynkr 201.12.1.107 — Bpems nporpeea

Heobxoaumo 3HaTh BpeMs Nporpeea ans Toro, 4Tobel nogrotoents TPAHCMOPTHbLIN MHKYBATOP ANA HOBO-
POXXOEHHbBIX k paboTe.

MognyHkr 201.12.1.108 — Kone6anmnss TEMMNEPATYPbI TPAHCMOPTHOI O MHKYBATOPA

Cm. ob6ocHoBaHue 201.12.1.101.

MognyHkt 201.12.1.109 — To4HOCTb MHOVKALMM OTHOCUTENBHOW BNAXXHOCTU

3HaHVe YpOBHSA OTHOCUTENBHON BNAXHOCTU BEXKHO NPU UCKYCCTBEHHOMW BeHTUNsiummn nerknx HOBOPOXXAEHHbLIX n
oueHke TpeboBaHui k TemnepaTtype Bo3ayxa. Motepu Tenna HOBOPOXXAEHHbLIM cHuxaloTcs npu yBENMYEHUM OTHOCU-
TENbHOW BMAXXHOCTU MPW MOCTOSIHHOW TeMnepaType Bo3gyxa.

MognyHkt 201.12.1.110 — PerynupoBaHue cogepkaHusi kKucriopoga

OTHOCUTENBHO HM3Kas kKoHUeHTpaums kucnopoaa anst MALUMEHTA moxeT npuBecTu k nopaxxeHuio Moara. OTHocK-
TENbHO BbICOKaA KOHUEeHTpaumsa kucrnopoaa gns NMAUMEHTA moxeT npmBectu k 3axpyctanukoBon cmbpornasuu. B
YCNoBMAX EAUMHNYHOIMO HAPYWEHWA ucnonb3oBanne ogHoro gatumka O, MOXET NMPUMBECTM K ONacHOCTU Ans
HOBOPOXXOEHHOIO. CnepoeatensHo, anst gaHHo onepauuv gatunkn O, OMmKHbI paboTaTb HE3aBUCHUMO.

MopnyHkr 201.12.1.111 — CkopocTb Bo3gyxa

TpeboBaHus k pacnpegeneHunto TeMnepaTypbl He JOMKHbI BBINOMHATHCS MPW HANMMYUK BBICOKMX CKOPOCTEN BO3AyXa,
KoTOopble MOryT Bbl3aBaTh 06e3eoxueaHune MALIMEHTA 3a cueT ucnapetus. Npegen 0,35 m/c nonyyeH u3 namepeHui Ha o6-
pasuax, KoTopble CHMTaOTCH NPUEMIIEMBIMU B AAHHOW LiEnM.

MoanyHkr 201.12.1.116 — Becubl

Becebl, ncnonb3dyembie B negnaTprvueckoMm MeauumMHckom o6opyaoBaHum, o6naaatoT yHuKanbHbiMY TpeGoBaHusiMy,
KOTOpbIE 3HAYUTENbHO OTNIMYANTCA OT TpeboBaHuiA K Becam, UCNOonb3yeMbim Ars o6Lero NpoMbILLIIEHHOTO U GbITOBOrO
B3BelLMBaHWs. ADCONIOTHaA TOYHOCTL BaXkHa, 0AHAKO He 40 YPOBHA TouHocTH (1/1000), TpeGyeMoro Ansi NPOMbILLNEHHbIX
BECOB, MCMOMNb3yeMbIX ANA AeHEXHbIX onepauui. bonee BaxHa gnsa KNUMHUYECKOrO NPUMeHeHUs nHdopmaumsi, Nnpeaoc-
TaBnseMas TPeHAOM MaccChl, O8MOHCTPUPYIOWMM YBeNnu4eHne unu ymelblieHme maccel HOBOPOXXAEHHOIO
NAUMEHTA. AGcontoTHas TOYHOCTb TPYAHO AOCTWKUMA W3-3a 3NeKTpoAoB, TPYOOK U ApYyrUx YCTPOMCTB MO yxoay 3a
NAUMEHTOM, koTopble He MOryT BbiTb NMOMHOCTBLIO yAaneHsl U3 30Hbl U3MEPEHUSI.

Mockonbky B3gewnsaHne HOBOPOXKIOEHHbDIX siBnsietca cnoxHeim npoueccoM, B kotopom ONEPATOPY T1peby-
eTcs 3agelicteoBaTh 06e pyku npu npoeegeHnn manmnynauyin ¢ HOBOPOXKAEHHBLIM MALIMEHTOM, Heobxogumo, uto-
6bl NokasaHusi Macchbl UKCUPOBANUCH N MHOULIMPOBANUCH A0 TOrO MOMeHTa, koraa OMNMEPATOP sasepwut MPOLIEOYPY.
MokasaHus maccel AOMKHEI 0TOOpaxaTbCa 40 TOro MoMeHTa, korga OMNMEPATOP zanuiuer ux unu coxpaHut, ecrv npe-
QYCMOTPEHa OMNuUUs SNEKTPOHHOIO CoOXpaHeHus!.
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HOBOPOXXAEHHbBIX MALMEHTOB Heobxoaumo coaepxaTtb B NOAOrPEBaEMO, KOHTPONUPYEMON cpeae B Teue-
Hue gnuTensHoro nepuoga spemenu. lNepemeweHne HOBOPOXAEHHOIO no nobbiM npuunHam MOXeT GbiTb OnacHo
ans camodysctBust HOBOPOXKAEHHbBIX NALUMEHTOB. HOBOPOXAEHHBLIE NMAUMEHTbI wacto ocraoTca B KOHTPO-
nvpyemoin cpege, MHKYBATOPE wnu U3JTYHAIOLWLEM OBOIMPEBATENE ANA HOBOPOXAEHHbIX, B TeueHne aByx
unu bonee Hegenb. B TeueHne aToro BpeMeHu onepartopy Heobxoaumo ybeauTbcs B kanubposke Becos. Kpome Toro, one-
patopy MoxeT 6bITb HEOOX0AUMO NPOBECTU KaNUBPOBKY HekanubpoBaHHbIX BECOB 63 HEOBX0AUMOCTN yAaneHusl BECOB
unu nepemeteHmna HOBOPOXXAEHHOIO gna kannbpoBku.

MognyHkt 201.12.2.101 — Unpgukaums TEMMNEPATYPbI KOXKA

MorpelwHocTs MHAMKaLMK TeMnepaTtypbl, 3agaesaemoit JATUNMKOM TEMMEPATYPbI KOXKW, saensietcst Tonbko yac-
Tb10 06LWEN NorpeLlHOCTH, CBA3aHHOW C U3MepeHnem TemnepaTypbl MOBEPXHOCTM KOXK. [lpyrne norpewHoCcT! MoryT GbiTb
BbI3BaHbl pas3nuuusiMy B NNOLAAM KOHTaKTa AaTYMKa, KOHTAKTHOrO AABMeHUs U TENNOOBMEHOM MexXAy AaTHNKOM U OKpY-
xarowen cpegor. ObecneyeHne TouHOCTH Hanbonee BaxHo Npu TemnepaTtype 36 °C, koTopas 6nmM3ka K HOpMasbHON TEM-
nepatype MNMALUUMEHTA.

MopnyHkt 201.12.2.102 — Ungukaums pexxuma paboTbl

HepnocTaTok uHopmaLumm o pexume perynuposanusi moxet npueectu Kk ONACHOW CUTYALIUW ans NALMEHTA.

Moanyrkt 201.12.3.101 — BentunsTop ansi uMpKynsiuMm Bo3gyxa

Pexumbl LMPKYNsiuMy BO34yXa, UBMEHSIIOLMECS MPY MOBPEXAESHUN BEHTUNATOPA UMK NPU 3aKPbIBaHUKM OTBEPCTUIA
Ans sospgyxa OJJEAIIOM, cornacHo 3admkCMpoBaHHbIM CriyHasim NPUBOAAT K NPeBbIWeHUo 6@30NacHoro ypoBHs TeMre-
patypbl okpyxatowei cpegsl HOBOPOXKAEHHOIMO 6e3 cpabaTtbiBaHWsi cMTHaNu3auum unu cpabarbiBaHWs TEPMOBbIKIIO-
varens.

Moanynkt 201.12.3.102 — Coegunutens JATUYUKA TEMMNEPATYPbLI KOXU

OATUNK TEMMEPATYPbI KOXKW siBnsieTca Xpynkum yCTPOMCTBOM, a NPoBoAa, CoeauHsowme aTimk ¢ 6riokom
perynvpoBaHusi, MOryT NOBPEXAaTbCsl Yepes ornpeAeneHHbI Nepuog UCrornbL30BaHus, Bbi3bliBasi pa3pbiB Lenu. Takke n3o-
nsums, pasgensiowas agsa NpoBoAaa, MOXeT HapYLIWUTBCS, UINK Briara MOXeT 3aMKHYTb gaTqnk. icnonb3oBaHne pasoMKHY-
TbIX WM 3aKOPOYEHHBLIX MPOBOAOB, OATYMKOB € AedekramMmu unu owmBOoYHbIX COoeaMHeHWH [aTYMKoB ¢ 6rokom
perynvpoBaHusi MOXeT Bbi3BaTb OIMGKM B paboTe CUCTEMBbI PErynMpoBaHus.

Moanynkr 201.12.4.2.101 — KoHueHntpauus CO,

CuutaeTcsi, YTO AOMKHO ObITb NpeanMcaHo OCHOBHOE WCMbiTaHue, npumeHumoe ko Bcem TPAHCIIOPTHBLIM
VMHKYBATOPAM A1 HOBOPOXXAEHHbIX, 3agaiowee ToqHbIE 3HAHEHUS (PYHKLUMOHANBHBIX XapaKTepucTuK. buino npu-
3HaHo, YTO He Tak nerko cmewmneate CO, ¢ Bo3ayxom B OTCEKE v, cnegosatensHo, BMECTO NpoLeaypbl CMELMBaHUA He-
obxoaumo nogaeate roToByte cMeck CO,/BO3ayX.

MopgnyHkr 201.13.2.2 — 3Snekrpuyeckne YCNOBUA EAUHUYHOIO HAPYLLEHNA

JdononHuTensHo onpegerneHHbIe YyCNoBUs eAUHUHHOTO HapyLWEHNA NPUMEHSIIOTCSA cneumansio k 201.11.2.2.1, nepe-
JncneHue b) 3) HacTosiwero YacTHoro ctaHaapTa.

MopnyHkT 201.13.2.6 — YTeuka Xnakoctn

Mpu HOPMAMBbHOW 3KCMITYATALIMM HekoTopoe KONMYECTBO XWAKOCTU nonaaaeT BHyTpb OTCEKA, ocoberHo
Ha noxe ansa HOBOPOXXOEHHOIO.

O6bem xuakoctv go 200 mn cuntaetcs HOPMAJIbHbIM COCTOAHWEM u, cnegoBatenbHo, B AAHHOM Cly4ae Hu-
Kakue Mepbl 3alUWThl HE NPYHUMALOT.

MopgnyHkr 201.15.3.4.2 — NMEPEHOCHOE ME U3AENNE

TpeboBanus k ucneiTaHnam 15.3.4.2 oblwero ctaHgapTta cuntaloTca cootBeTcTBYIoWMMU ana TPAHCMNOPTHbIX
MHKYBATOPOB ONA HOBOPOXIAEHHbLIX HesaBucumo oT Toro, aensawtesa nu oin NEPEHOCHbBIMA.

MognyHkt 201.15.4.1.101 — CoeauHuTenu gaT4MKoB TeMnepaTyphbl

PekranbHas Temnepatypa HOBOPOXAEHHOIO meaneHHo pearnpyeT Ha M3MeHeHne TeMnepaTypbl OKpyxato-
Wwen cpedsl v He noaxoaut ansi perynuposanua TEMMEPATYPbl TPAHCMNOPTHOIO MHKYBATOPA. TpeGoBaHus
JaHHOro nognyHkTa npegHasHayeHbl ANs NpeaoTBpaweHns HenpasunbHOro ucnonb3oBanus JATUYUKA TEMIMEPA-
TYPbI KOXW.

MognyHkt 201.15.4.2.1, nepeuncnexune aa)

TemnepaTypa Bo3gyxa ans gbixaHna HOBOPOXAEHHbIX Hukorga He gomxHa npeBblwate 40 °C. MNosenexve B
Tpaxee BAbIXaemoro Bo3gyxa Temnepartypon ebiwe 40 °C npuBoANT K yCUNEeHWIo paboTbl AbIXaTenbHbIX NyTeN U B OTAENb-
HbIX CIyYasx — K NTapyHrocnasmy.

Mpu noepexgeHmn ocHoBHoro TEPMOPEMYNATOPA u sHauwmtenbHoro yeenuuenuss TEMMNEPATYPbI TPAHC-
MOPTHOIO NHKYBATOPA 3BykoBasi curHanu3auus gornkHa npegynpeante nepcoHan o6 onacHoctu neperpesa HOBO-
POXAEHHOIO.

MopnyHkT 201.15.4.2.2 — YcraBku TemnepaTtypbl

Cuurtaetcs, 4TO cneumanbHble TpeboBaHUA yaoOBNETBOPAIOT HACTOAWMM NOTPEBHOCTAM MEaNLMHCKOW NPaKTUKK,
cHuxas ONACHOCTD, cBsizaHHyt0 ¢ HENPABUNBHON YCTAHOBKOW TeMNepaTtyp.
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Mpy ycnoBusix HOPMarnbHOIO YXOA4A HEeKOTOPble HEAOHOLEHHbIE AETU MOFYT MMETb BHYTPEHHIOID TemnepaTtypy
BnnoTe 4o 38 °C; 370 MoxeT 6bITb HopMansHo 1 noTpebyet ycraHoBkn ONMEPATOPOM Gonee Boicokort TEMIMEPATYPDI
PEMYIMPOBAHWA npn patote MHKYBATOPA C PEIYJIMPOBAHWMEM NO TEMMEPATYPE KOXXW HOBOPOXX-
OEHHOIO.

Ons «He TpaHcnopTHbIX» MHKYBATOPOB AN1A HOBOPOXOEHHbLIX npumeHsiioT gpyrie orpaHnyeHns Temnepa-
TYPHbIX HACTPOEK, T. K. Npu TpaHcnoptupoBanum NMALUMEHT noctosiHHo HaxoamTcs nog NPUCMOTPOM BpaYen, 1 nepuog uc-
none3osanusa TPAHCIMOPTHbBIX MHKYBATOPOB 014 HOBOPOXOEHHbBIX kopoue.

MoanyHkT 202.6.2.3.1 — TpeboBanus

JKkcnepTHas rpynna He OTHOCUT TepaneBTUYecKme ycTporictea ansi oborpesanusi k XXKM3HEOBECTIEUMBAIOLLUM
ME U3OENTNAM, kak onpeaeneHo B gononHuTtensHom ctaHgapte MOK 60601-1-2 gns OSMC.

MognyHkt 210.5.1 — VHCTPYKUmMA NoO 3kcnnyaraumm

WHdopmaumsn, Tpebyeman MIK 60601-1-10, nognyHkT 5.1, Heobxoanma ans OBCNY>XUBAKLWEMO NEPCOHA-
J1A, Ho He ansa gpyrux ONEPATOPOB.

MoanyHkr 210.6.3 — 3anuce NEPEMEHHBIX PCLCS

OkcnepTbl pabouen rpynnbl 06Cyaunu 1 pelwnnm, 4To TpeboBaHus K 3anmcn NepeMeHHbIX AOMONHUTENbHOIO CTaH-
papta MOK 60601-1-10 He npumenumsl, T. k. MHorme HKYBATOPBI C PEIYNTMPOBAHWEM MO TEMIMEPATYPE KOXW
HOBOPOXXOEHHOIO, He umetolume AaHHOW onuun, 6e30nacHo NCMoNb3yTCA MHOMME OECATUNETUS.

MoanyHkr 210.8.2.2.6 — OtBeTbl PCLCS

OkcnepTbl paboyei rpynnbl 06cyannm n pewmnnu, Yto Tpebosanmsa kK otBeTam PCLCS gononHuTensHoro craHgapra
MOK 60801-1-10 He NpYMeHUMBI, T. K. COOTBETCTBYIOLWME TpeboBaHUs onpeaeneHbl B APYIMX NOANYHKTaX HACTOSLLErO
4YacTHOro cTaHgapTa.
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Mpnnoxenne OA
(cnpaBo4Hoe)

CBegeHUA 0 COOTBETCTBUM CCLIITOYHbIX MEXAYHapOAHbIX CTaHAAPTOB HaLMOHaNbHbIM CTaHO4apTam
Poccuickon ®epepanuu

Tabnuua pOA.1

O6o3Ha4YeHne CCbINOYHOro CreneHb 0603HavYeHre 1 HaMMEeHOBaHWEe COOTBETCTBYIOLLENO HALMOHANBHOIO
MeXayHapoOHoro ctaHaapra COOTBETCTBUSA cTaHpgapTa
M3K 60601-1:2005 IDT FOCT P M3K 60601-1—2010 «MN3gennsi meamumHCKNe anekTpu-

yeckne. Yactb 1. Ob6wme TpeGoBaHWs 6Ge30NacHOCTU C Yy4ETOM
OCHOBHbIX (DYHKLUOHAMBHBIX XapaKTePUCTUK»

MO3K 60601-1-2:2007

*

MO3K 60601-1-10:2007

*

NCOo 32

*

NCO 407

*

BETCTBUA CTAHOAPTOB!

* COOTBETCTBYHOLLMUI HALMOHaNbHbBIN CTaHApT oTcyTcTBYeT. [lo ero yTBepxaeHus pekomeHayeTcsi UCNonb30BaThb
nepeBof Ha PyCCKUI A3bIK JAHHOTO MeXayHapoaHoro ctaHgapTa. MNepeeo 4aHHOro MexayHapoAHOro CTaHaapTa Haxo-
autes B PegepanbHOM MHPOPMaUMOHHOM (DOHAE TEXHUYECKUX PernaMeHToB U CTaHOaPTOB.

MpumedyaHune—B HacToswel Tabnuue NCNONb30BaHO crieaylollee ycnoBHoe 0603HauYeHNe CTeneHn cooT-

- IDT — ngeHTUYHbIN cTaHaapT.
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AncaBUTHLIA yka3aTeNnb TEepMUHOB

BE3OMNACHOCTb OCHOBHAA M3K 60601-1:2005, 3.10
AATYUK TEMNEPATYPbI KOXU 201.3.210
AOKYMEHT 3KCMNYATALMOHHbIW MO3K 60601-1:2005, 3.4
U3roTOBUTENDb M3K 60601-1:2005, 3.55
U3AENWE MEQUUWMHCKOE 3NEKTPUYECKOE (ME U3AENUE) MO3K 60601-1:2005, 3.63
U3AENUE ME AnA ®OTOTEPANMUU HOBOPOXAEHHbLIX M3K 60601-2-50:2009, 201.3.203
WHKYBATOP AN HOBOPOXAEHHbIX M3K 60601-2-19:2009, 201.3.209
WHKYBATOP ANl HOBOPOXAEHHBLIX TPAHCMOPTHbLIN 201.3.208
WHKYBATOP C PErYNIMPOBAHUEM NO TEMMEPATYPE KOXW

HOBOPOXAEHHOI'O M3K 60601-2-19:2009, 201.3.204
WHKYBATOP TPAHCMOPTHbIA C PEFYIUPOBAHUEM MO BO3AYXY 201.3.201
WHKYBEATOP TPAHCIMOPTHbIA C PEFYIUPOBAHUEM MO TEMNEPATYPE KOXWU

HOBOPOXAEHHOI'O 201.3.204
WHCTPYMEHT M3K 60601-1:2005, 3.128
MCTOYHUK NUTAHUA NEPEHOCHOW 201.3.213
KOHTPONNEP C ®U3UONOMMYECKON OEPATHOW CBA3bIO (PCLC, PHYSIOLOGIC

CLOSED-LOOP CONTROLLER) M3K 60601-1-10:2007, 3.20
MATPAL M3K 60601-2-35:2009, 201.3.208
HOBOPOXAEHHbIN 201.3.207
OBOrPEBATEJb AN HOBOPOXAEHHbLIX U3NYYAIOLLMIA M3K 60601-2-21:2009, 201.3.204
OAEANO M3K 80601-2-35:2009, 201.3.201
ONACHOCTb M3K 60601-1:2005, 3.39
ONACHOCTb MEXAHUYECKAA M3K 60601-1:2005, 3.61
ONEPATOP M3K 60601-1:2005, 3.73
OTCEK 201.3.205
MAUMEHT M3K 60601-1:2005, 3.76
NEPEMEHHASR M3K 60601-1-10:2007, 3.28
NEPEMEHHAA KOMAHOHASA M3K 60601-1-10:2007, 3.4
NEPEMEHHAA KOHTPONNEPA BbIXOAHAA MQ3K 60601-1-10:2007, 3.7
NEPEMEHHASl OBPATHOU CBA3MU M3K 60601-1-10:2007, 3.12
NEPEMEHHAA PEFYNUPYEMASA M3K 60601-1-10:2007, 3.15
NEPEMEHHAA ®U3UOJNTOMMYECKASA M3K 60601-1-10:2007, 3.21
NEPCOHAN OBCNYXXUBAOLLNA M3K 60601-1:2005, 3.113
NOAYLUKA M3K 80601-2-35:2009, 201.3.210
NPUroAHOCTb 3KCNNYATALUOHHASA M3K 60601-1-6:2006, 3.11
NPUHAONEXHOCTDb M3K 60601-1:2005, 3.3
NPUOCTAHOBJEHUE (AYAUOMAY3A) 3BYKOBOW CUrHANU3ALIUN M3K 60601-1-8:2007, 3.13
NPOLIEAYPA M3K 60601-1:2005, 3.88
PEXWM HEUTPANU3ALUM HEUCTIPABHOCTU M3K 60601-1-10:2007, 3.11
PUCK M3K 60601-1:2005, 3.102
CETb NMUTAIOLLIAA M3K 60601-1:2005, 3.120
CUrHAN ONACHOCTH M3K 60601-1-8:2007, 3.9
CUCTEMA MEOULIMHCKASA 3NNEKTPUYECKASA (ME CUCTEMA) M3K 60601-1:2005, 3.64
CUCTEMA MEOULIMHCKASA 3NEKTPUYECKASA MPOrPAMMUPYEMAA

(PEMS, PROGRAMMABLE ELECTRICAL MEDICAL SYSTEM) M3K 60601-1:2005, 3.90
CUCTEMA KOHTPOJS C ®U3NONOMMYECKON OEPATHOM CBA3bIO (PCLCS,

PHYSIOLOGIC CLOSED-LOOP CONTROL SYSTEM) M3K 60601-1-10:2007, 3.19
CUCTEMA CUTHANTU3ALINUN M3K 60601-1-8:2007, 3.11
CUTYALIUA ONACHAA M3K 60601-1:2005, 3.40
COCTOAHME HOPMAJIBHOE M3K 60601-1:2005, 3.70
COCTOAHUE XONOAHOE M3K 60601-1:2005, 3.16
CPEJA C NOBbLIWEHHbLIM COOEPXXAHMEM KUCNOPOOA M3K 60601-1:2005, 3.75
TEMNEPATYPA TPAHCMOPTHOIO MHKYEATOPA 201.3.212
TEMNEPATYPA TPAHCNOPTHOIO MHKYEATOPA CPELHAA 201.3.203
TEMNEPATYPA KOXMW 201.3.209
TEMNEPATYPA PEINYNMPOBAHUA 201.3.206
TEMNEPATYPA CPEOHAA 201.3.202
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IEC 80601-2-35:2009 Medical electrical equipment — Part 2-35: Particular requirements for the basic safety and
essential performance of heating devices using blankets, pads and mattresses and intended for heating in medical use
IEC 60601-2-19:2009 Medical electrical equipment — Part 2-19: Particular requirements for the basic safety and
essential performance of infant incubators

IEC 60601-1-21:2009 Medical electrical equipment — Part 2-21: Particular requirements for the basic safety and
essential performance of infant radiant warmers

IEC 60601-2-50:2009 Medical electrical equipment — Part 2-50: Particular requirements for the basic safety and
essential performance of infant phototherapy equipment

IEC 61672-1:2002 Electroacoustics — Sound level meters — Part 1: Specifications

Cara, M., La Nouvelle Presse Médicalle, 22 April 1978,7, No. 16

ISO 21647:2004 Medical electrical equipment — Particular requirements for the basic safety and essential
performance of respiratory gas monitors
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rynpoBaHus
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Pepakrop O.A. CmosiHosckas
TexHuueckuii pepaktop B.H. MNpycakoea
Koppektop M./. MNepwura
KomnbloTepHas Bepctka B./. MpuuyeHko

CpaHo B Habop 23.08.2012. MopnucaHo B nevats 20.09.2012. dopmart 60x84"/s. lapuutypa Apuwan.  Yen. nev. n. 4,18.
Yu.-u3g. n. 3,80. Tupax 84 ak3. 3ak. 782.

oryn « CTAHOAPTUH®OPM», 123995 Mockea, paHaTHbIN nep., 4.
www.gostinfo.ru info@gostinfo.ru
Ha6paHo Bo ©IYM «CTAHOAPTUH®OPM» Ha M3BM.
OtnevartaHo B punuane Oryrn « CTAHOAPTUH®OPM» — tun. «Mockosckui nevatHuky, 105062 Mockea, IsinuH nep., 6.
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