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Mpeancnosue

1 NOArOTOBJIEH ®eaepanbHbiM rOCYy4apCTBEHHbLIM BIOMKETHBIM yupexaeHmeM «HayuHbiin LieHTp
cepaedHo-cocyaucTon xmpyprum um. A.H. Bakynesa» PAMH (®IBY «HLUCCX um. A.H. Bakynesay PAMH)
Ha OCHOBE COOCTBEHHOIO ayTEHTUYHOTO NepeBOAa Ha PYCCKUI A3bIK MEXAYHAPOLHOIO CTaHAapTa, yKka3aHHOro
B MyHKTE 4

2 BHECEH YnpaBneHnem TEXHUYECKOro perynupoBaHua U ctaHgaptusauun degepanbHOro areHTcTea
NO TEXHUYECKOMY PErynMpOBaHMIO U METPONOTMK

3 YTBEPXXIEH W BBEJEH B JEMCTBWE lMpukasom PenepansHOro areHTcrsa no TEXHUYECKOMY pe-
rynuposanuio n metponorumn ot 30 asrycta 2012 r. Ne265-ct

4 Hacroswui cTaHaapT naeHTuYeH MexayHapogHomy craHaapty MCO 14708-1:2000 «MmnnaHTathbl
Xupyprudeckme. AKTUBHbIE UMMMAHTUPYEMblE MeauUMHCcKue usgenus. Yactb 1. O6wme TpeboBaHusa k 6e3-
ONacHOCTU, MapKUPOBKE U MHpOPMaLmMK, npegocrasnaeMmon usrotosutenemy (1ISO 14708-1:2000 «Implants
for surgery — Active implantable medical devices — Part 1: General requirements for safety, marking and
information to be provided by the manufacturery).

Mpu npuMEHEeHNn HacToALLero ctTaHaapTa pekoMeHAYeTCA UCMOMNb30BaTb BMECTO CCbINMOYHbIX MeXay-
HapOAHbIX CTAaHAAPTOB COOTBETCTBYIOLLIME UM HaLMOHanbHbIE cTaHaapTbl Poccuiickon deagepaunun, ceegeHus
0 KOTOpbIX NPUBEAEHbI B AOMONHUTENBHOM NpunoxeHuu JA

5 BBEJEH BINEPBbIE

lpasuna npumeHeHus Hacmosweao cmaHlapma ycmaHoserneHel 6 TOCT P 1.0—2012 (pasden 8).
UHopmayua 06 u3MeHeHUsIX K HacmosauwieMy cmaHoapmy nybrnukyemcs 6 exez00HOM (1o COCMOSIHUKO
Ha 1 sHeaps mekyueeo 200a) UHpOPMaUUOHHOM yKasamerie « HalyuoHarnbHble cmaH0apmbiy», a oguyuarib-
HbIli MmeKcm U3MeHeHUl U ornpasoK — 8 eXeMeCsIYHOM UHOPMaUUOHHOM yKa3amerne «HauyuoHasbHble
cmaHOapmei». B crniyyae nepecmompa (3ameHbl) unu ommeHbl Hacmosawe20 cmaHdapma coomeemecmeayio-
wee ysedomneHue bydem onybnukoeaHo 6 bnuxaliuiem ebifycKke UHOPMaUUOHHO20 ykazamensa «Hauyuo-
HanbHble cmaHdapmbiy. Coomeememeyrowias uHopmayus, yeedoMneHUe U MmeKecmsl pasmeuaromces mak-
XK€ 8 UHGOPMAaUUOHHOL cucmeme obuweao rnosb30saHusi — Ha ochuluanbHOM calime HalyluoHabHO20 opaaHa
Poccutickoli @edepayuu no cmaH0apmusayuu e cemu IHmepHem (gost.ru)
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HAUMOHANbLHBIA CTAHOAPT POCCUNCKON OSGELEPALMUM

MMMNAHTATbI XUPYPTMYECKUNE
AKTUBHbI€ MMNJTAHTUPYEMbIE MEOULMHCKUEe u3aenus
YacTtb 1

OOGwme TpeGoBaHMA K 6€30MaCHOCTN, MAPKUPOBKE U UH(POpMaLMK, NpeaocTaBIAEMON U3TOTOBUTENEM

Implants for surgery. Active implantable medical devices. Part 1. General requirements for safety, marking and
information to be provided by the manufacturer

Data BBegeHus — 2014—01—01

1 Obnactb NPUMeHeHus1

Hacroawwmit ctaHgapT ycraHasnueaeT oblme TpeGoBaHUS K aKTUBHBIM UMNIAHTUPYEMbIM MEANLIMH-
CKUM U3AENUSIM.

MpumedaHune — [OnA onpefeneHHbIX TUMOB aKTUBHBLIX UMMNAHTUPYEMbIX MEAULMHCKUX U3fenuii HacTo-
Awme TpeGoBaHWsA [OMNOMNHATCS TpeboBaHWAMU cheuunanbHblX CTaHAapToB, KOTOpble (hOPMUPYIOT COCTaBHbLIE YacTh
NCO 14708. Ocoboe BHUMaHWe criefyeT yaenuTe NPUMEHEHUIO HaCcTOSALEro CTaHaapTa B OTHOLIEHNN TeX akTUBHBLIX UM-
nNaHTUpyemblX MEAULMHCKUX U3JENUIA, AN KOTOPbIX He CYLLEeCTBYET cnelunanbHbiX CTaHAapToB.

MeTtoabl MCMbITAHMIA, NPUBEAEHHbIE B HACTOALWIEM CTaHAapTe, NpeaHa3sHavyeHbl ANs OLEeHKU COOTBET-
CTBMSA Ha obBpasuax u3genuin u He npeaHaszHa4YeHbl ANA UCMITAHUI N3FOTABNUBAEMOM NPOAYKLIUK.

Hacroawmi ctaHAapT NPUMEHUM K aKTUBHBIM MMNAAHTUPYEMbIM MEAULIMHCKUM U3AENUAM, NPUBOAM-
MbIX B IENCTBUE HE TOMbKO CUION 3NEKTPUYECKOTO TOKA, HO U C MOMOLLbIO APYTMX UCTOMHUKOB 3HEPTUM (Ha-
NpUMep, AABMEHUA ra3a unu NPyXMHHOr0 MexaHu3Ma).

Hacroawmii ctTaHaapT Takke NPUMEHUM K HEKOTOPbIM BUAAM HEUMIITAHTMPYEMBIX YaCTEN MEQULMHCKUX
n3genuin n NPUHagnNeXHocTen K HUM (cMm. 3.3).

2 HopmaTtmBHbI€ CCbIFIKU

B HacrosieMm craHgapre MCnonb3oBaHbl HOPMATUBHbLIE CCbINIKM HA HWKeECNeaylolme CTaHaapThbl.
[ns 4aTMPOBaHHBLIX CCLINIOK NPUMEHSIIOT TONBKO YKa3aHHbie u3aaHus. [ina HeaaTMpOBaHHbLIX CCbINOK NpuMe-
HAIIOT camble nocneaHne u3aaHusa (BKIo4asa nobbie M3MEHEeHUs U NONpPaBKu).

NCO 8601:1998 AnemeHTbl AaHHbLIX M popmaTbl AnsA oOMeHa nHgpopmauumen. ObmeH nHgopmaymen.
Mpeacraenenune aat u spemeru (ISO 8601:1998, Data elements and interchange formats — Information inter-
change — Representation of dates and times)

NCO 11607:1997 YnakoBka AnNA MEAULUMHCKMX U3AEnui, nognexawmx (PUHULLHON CTepunu3auumn
(ISO 11607:1997, Packaging for terminally sterilized medical devices)

NCO 14155:1996 KnuHuueckue nccnegoBanHus meauumHckux nsgenun (ISO 14155:1996, Clinical inves-
tigation of medical devices)

NCO 15223:2000 N3penus meguumHckue. CUMBOIbI, UCMOMNb3yEMble HA STUKETKAX U ApnbIKax Meau-
LMHCKMX u3aenunin u B npeaocraesnsemon uicgopmauum (ISO 15223:2000, Medical devices — Symbols to be
used with medical devices labels, labeling and information to be supplied)

M3K 60068-2-14:1986 UcnbiTaHne Ha BO3AeNCTBUE BHELIHMX (hakTopoB. Yactb 2. Ucnbiranua. Ucnbl-
TaHue N: NameHeHue Temnepatypsl (IEC 60068-2-14:1986, Environmental testing — Part 2: Tests N: Change
of temperature)

WsnaHune ocpuumnansHoe
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M3K 60068-2-32:1990 UcnbiTaHuAa HA BO3AEeNCTBUSA BHELUHMX dhakTopoBs. YacTb 2. UcnbiTanua. Ucnbl-
TaHue Ed: CBoGogHoe nageHue (Mpoueaypa 1) [IEC 60068-2-32:1990, Environmental testing — Part 2: Tests
Ed: Free fall (Procedure 1)]

M3K 60068-2-47:1999 UcnbiTaHus Ha BO3AENCTBME BHELLHUX (hakTopoB. HacTb 2-47. MeToabl ucnbita-
HUI. KpenneHue aneMeHTOB, annapartypbl ¥ Apyrux u3genuii 4nsa ucnbitaHui Ha subpaumio, yaap u ans no-
[06HbIX AMHaMudeckux ucnbiTanuii (IEC 60068-2-47:1999, Environmental testing — Part 2-47: Test meth-
ods — Mounting of components, equipment and other articles for vibration, impact and similar dynamic tests)

M3K 60068-2-64:1993 McnbiTaHua Ha BO3aencTBMe BHeLWHMX dpakTopos. Yacte 2. Ucnbitanus. Uc-
nelTaHme Fh: LUupokononocHas cnyyanHas BuOpaumsa (umdpoBoe ynpasneHue) u pykoBoactso [IEC
60068-2-64:1993, Environmental testing — Part 2: Tests methods — Test Fh: Vibration, broad-band random
(digital control) and guidance)]

MO3K 60601-1:1988 MeauumHckoe anektpoobopyaosanue. Yacrb 1. Obwme TpeboBaHus 6esonacHo-
ctu. JononHenue 1:1991 u JononHenune 2:1995 (IEC 60601-1-1:1988, Medical electrical equipment — Part 1:
General requirements for safety. Amendment 1:1991 and Amendment 2:1995)

MO3K 60601-1-1:1992 MeauuuHckoe anekTpoobopynosanue. Yacte 1. Obwme TpeboBaHua Besonac-
HocTu. 1. JononHsawowwmn craHaapt. TpeboBaHua 6e30NacCHOCTM K MEAULMHCKUM 3TNEKTPUYECKUM CUCTEMAM
(IEC 60601-1-1:1992, Medical electrical equipment — Part 1: General requirements for safety — 1. Collateral
standard: Safety requirements for medical electrical systems)

M3K 60601-1-2:1993 MeauuumHckoe anektpoobopyaosaHue. Yactb 1. Obwme TpebosaHus besonac-
HOCTW. 2. [lONONHAIOWMIA CTaHAapT. ONEKTPOMAarHuTHasi COBMECTUMOCTb. TpeboBanus u ucnoitanus (IEC
60601-1-2:1993, Medical electrical equipment — Part 1: General requirements for safety — 2. Collateral stan-
dard: Electromagnetic compatibility — Requirements and tests)

MOK 60601-1-4:1996 MeauuuHckoe anektpoobopyaosanue. Yactb 1. Obwme tpeGoBaHua Oes-
onacHocTtu. 4. flononHsawowwmin ctaHaapt. MNMporpaMMupyemble MEQMLMHCKME anekTpudeckue cuctembl (IEC
60601-1-4:1996, Medical electrical equipment — Part 1: General requirements for safety — 4. Collateral stan-
dard: Programmable electrical medical systems)

M3K 60601-2-27:1994 MeauumHckoe anekTpoobopyaosaHue. Hactb 2. CneuumanbHble TpeboBanus 6e30-
NacHOCTM 3MeKTpoKapaMorpadm4eckoro MOHUTOPUHroBoro o6opyaosanus (IEC 60601-2-27:1994, Medical elec-
trical equipment — Part 2: Particular requirements for the safety of electrocardiographic monitoring equipment)

M3K 61000-4-2:1995 3nekrpoMarHUTHasi COBMECTUMOCTb. YacTb 4. MeToabl UCTIbITAHUIA U U3MEPEHUIA.
Cekuus 2. cnbiTaHne Ha BO3AEUCTBUE INEKTPOCTATMUECKOrO pa3psaa. OCHOBHbIE nybnmMkauum no anekTpo-
MarHutHoun coemectumoctu (IEC 61000-4-2:1995, Electromagnetic compatibility (EMC) — Part 4: Testing and
measurement techniques — Section 2: Electrostatic discharge immunity test. Basic EMC Publication)

3 TepMuHbI 1 onpeaeneHusn

B HacTofiLeM cTaHgapTe NpUMEHeHb! cneaylome TEPMUHbI C COOTBETCTBYIOLLIMMM ONpeaeneHUsIMU;

3.1 MeauumHckoe usaenue: M3nenue BMecTe C NPUHAANEXHOCTAMMU UITU NPOrpaMMHbIM 06ecneveHu-
eM, HeoBX0AUMBIM ANA ero KOPPEKTHOrO (hyHKUMOHUPOBAHUSA, NPeAHa3HaYeHHOE U3rOTOBUTENEM ANSA KNUHK-
YECKOro NPUMEHEHUA CaMOCTOATENBHO U B COMETAHUU C APYTMMU U3AENUSMU C LIENbIO:

- AWArHOCTUKM, NPOPUNAKTUKU, MOHUTOPUHTA, NNEYEHUs Unm obneryeHus TedeHus sabonesaHui unu no-
cneacTsuin Tpasw;

- UccneaoBaHuA, 3aMeLleHus UnNu U3MEHEHUs aHaTOMUM UNKu PU3NONOrUECKOro NPoLecca;

- KOHTpORnA 3a4arus,
npu ycnoBun, YTO €ro OCHOBHOE NpeAHa3Ha4YeHne JOCTUTaeTCs He 3a cHeT hapMaKkonoruieckux, UMMYHO-
norn4yeckux Unu metTabonuyeckux cpeacTs, HO ero (pyHKLUMOHMPOBaHUE MOXET NOAAEPXKUBATLCA TakUMM
cpeacTBamu.

3.2 akTuBHOE MeauUMHCKOE u3aenue: MeauumHckoe usgenue, yHKLUUOHUPYIOLLEE 3a CHET ANEKTPU-
YECKOW 3HEeprun unu nNboro Apyroro UCTOMHUKA SHEPruM, 3a UCKIIOYEHUEM CUM rpaBuTaLMKU UNK SHEPTUMn,
HenocpeacTBEHHO reHepupyeMoli TEMOM YenoBeka.

3.3 akTUBHOE UMNNAHTUPYEMOe MeAULIMHCKOE usgenue: AKTUBHOE MeaULMHCKOe u3sienue, npeaHa-
3HaA4YeHHOe AMA NONHOMO UMM YaCTUYHOTO BBEAEHUS B OPraHU3M YEroBEKa XMPYPrudeckumMm Unu MeaukameH-
TO3HbIM NyTeM, NGO NyTeEM BBEEHUS Yepe3 aHaTOMUYECKUe OTBEPCTUS Tena u ANs KOTOPOro NpeaycMoTpe-
HO, YTO OHO OCTAeTCa Ha MecTe Nocrne AaHHON NPoLEeaypbI.

n puMeyaHune— B paMkax HacToALWero craHgapTa akTUBHbLIM nMnnNaHTupyemMblMm MeauULUHCKUM Usgenuem
MOXET BbITb Kak 0iHOKOMMNOHEHTHOE aKTUBHOE MeAuLUUHCKoe usaenue, Tak ¥ MHOrOKOMNOHEHTHas CUCTeEMa, coepXallasa

2
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Habop KOMMNOHEHTOB W NPUHAAMEXHOCTENR, KOTOpbIE, B3aUMOAEHCTBYS, JOCTUraloT YPOBHSI (DYHKLMOHUPOBaHUS, Npea-
YCMOTPEHHOIO N3roToBUTENeM. He Bce 3T KOMMOHEHTBI UMM NPUHAATEXHOCTU MOTYT TpeGoBaThb MOMHOA UM YacTUMHOM
UMRNaHTaUuKu, Ho HeoBXoAUMO OMNpeaenuTL cneynasibHble TpeGoBaHUs K HEMMNIAHTUPYEMbBIM KOMMOHEHTaM U npuHag-
NEXHOCTAM, €CNIU TaKOBbIE MOTYT MOBMUSTL Ha Ge30MacHOCTL UK 3 HEKTUBHOCTL UMIIIAHTUPYEMOTO YCTPOCTBA.

3.4 kartetep: MMbOkas TpyOka, NO3BONSAIOLLAA NONYYMTb 4OCTYN K ONpeAeneHHON 30He BHYTPU Tena 4yeno-
BEKa Yepes CocyaucCTblil NpocBeT (Mnu kakoro-nmbo npenapara).

NMpumevaHne — KateTep MOXET GbITb COEAUHEH C MPOBOLHUKOM.

3.5 npoBogHuk: Mbkasa Tpydka, coaepkalas OfMH UMM HECKOMbKO U30SIMPOBAHHBIX OT BHELUHEN cpe-
Abl ANEeKTPONPOBOAHUKOB, NPeiHA3HAYEHHASA ANS NepeayYn dAMEeKTPOSHEPTUM NO ee ATNNHE.

MpumeyaHune—IpoBogHUK MOXET OBbITb COEAUHEH C KaTeTepoMm.

3.6 opHOopa3oBas ynakoBKa: YnakoBka 0JHOPa30BOro UCMOfb30BaHUSA, CKOHCTPYMPOBAHHAA Takum 06-
pa3om, 4Tobbl €e Coaep>XMMOE MO0 ObITb CTEPUNM3OBAHO U COXPAHANO CTEPUNLHOCTD.

3.7 ctepunbHan ynakoBka: OgHOPa30BasA yNakoBKa, B KOTOPON Obif0 NPOCTEPUNU3OBAHO COAEPXMMOE.

3.8 ToBapHaa ynakoBkKa: YNakoBka, sawmwjanowan n naeHtuduympyowan akTMBHOE UMNNaHTUpye-
MO€ MEAULIMHCKOE u3aenue BO BPEMsl XpaHeHUs U o6paLleHUs C HUM.

MpumeuyaHune— ToBapHas ynakoBka MOXET BbITb BNOXeHa B ApYryto YNaKoBKy, HanpuMep, B «TPAHCMOPTHYO
Tapy» ANA TPaHCNOPTUPOBaHUS.

3.9 mapkupoBka: Hagnucb Ha n3genuun, ynakoBke Mnm 3TUKETKe.

3.10 aTtuketka: Hakneika, ucnonb3yemas AnNA HAHECEHUA MapPKUPOBKU, KPENAWAACA K W3AEnuIo
UK ynakoBKe, HO He ABNAIOLASACA HEOTbEMNEMON YacTbIO U3AENUA UMK YNAKOBKK.

3.11 paguoakTuBHoe BewecTBO: J1l060e BelwecTBO, coaepxailee oguH U 6onee HyknuaoB, aKTUBHO-
CTbIO UK KOHLEHTpaumMein KOTOpbIX HENb3A nNpeHebperatb, €Cnu A4eno KkacaeTcs paauauMoHHON 3aLUUThI.

3.12 3aKpbITbIA ICTOMHUK U3NYYEeHUA: VICTOUHUK, coaepXaluin paanoakTUBHbIE BELLECTBA, KOTOPbIE
NOMELLEHBI B HAAEXKHBIA TBEPALINA U 9PPEKTUBHO UHAKTMBUPOBAHHLII MaTEpPUan unu onevyaraHbl B UHAKTUBU-
pOBaHHOM KOHTEWHepe, MPOYHOCTb KOTOPOro A0CTaToMHa ANA NPeaoTBpaLLeHnn NobbIX yTeuyek paguoakTuB-
HbIX BELLECTB NPU HOpMarbHbIX YCNOBUSX SKCMyaTaLumm.

3.13 nekapcTBeHHOe cpeacTBo: CpeacTBo, KOTOPOE NPU CaMOCTOATENIbHOM UCNOSMb30BaHUU NpeaHa-
3HAYEHO ANSA NEeYEHUs UNU NPeaoTBPAaLLEeHUs 3a00NeBaHuii UNKM KOTOPOe MOXET ObITb BBEAEHO C LIENbIO Ana-
FHOCTUKM, BOCCTAHOBIEHUS, KOPPEKTUPOBKU UMK U3MEHEHUs1 (Pusnonormyecknx oyHKUMmn yenoseka.

3.14 Bpepn: Pusnyeckas TpaBma unu ywepo 3gopoBbIO MIOAEN UITU UMYLLIECTBY.

3.15 onacHOCTb: NoTeHUManbHbIN NCTOYHUK Bpeaa.

3.16 Henpuemnemaa onacHocTb: ONacHOCTb, BEPOATHOCTb NMPUYMHEHUA Bpeaa Npu KOTOPON BbiLle,
YeM yCTaHOBIIEHHOE 3Ha4YeHue, onpeaendemMoe TsHKeCTblo NPpUYNHEHUA Bpeaa.

3.17 koHTpOonupyemasa onacHocTb: OCHOBHAsA KOHCTPYKTUBHAsA XapakTepucTuka akTUBHOrO UMNnaH-
TUPYEMOTO MEeAULIMHCKOrO N3aenus, Npu3BaHHasa 00ecneunTb HAAEXHOCTb TOr0, YTO U3JIENUE He CTaHeT nNpu-
YUHOW BO3HUKHOBEHUSA HEMPUEMIIEMON ONAaCHOCTMU.

3.18 noprtatuBHoe o6opyaosaHue: ObopyaoBaHue, AnNs KOTOPOro NPeayCMOTPEHO nepemeLueHue
13 OHOTO MOSIOXXEHUS B APYrO€ BO BPEMS MCNOMb30BaHUA UMK MeXay nepmogammn UCNonbL30BaHUS Npu nepe-
HOCKE OaHUM unu 6onee NULOM.

3.19 pyuHoe o6opynoBaHue: O60pyaoBaHME, KOTOPOE MPU HOPMAasnbHOM UCMONb30BaHUM NpeaycMa-
TPUBAET PY4YHOI CNocob obpaLleHnsa U yaepXKMBaHUS.

4 CumBornbl u adbbpeBuarypbl

Ha mapkvupoBke akTMBHOIrO UMIMAHTUPYEMOTO MEAULIMHCKOIO U3AENUs U CONPOBOAUTENBLHON JOKYMEHTa-
LMK K HEMY, MO BO3MOXXHOCTW, CREAYET NPUMEHSITb CUMBOSbI, abOpeBmaTypbl U LIBETOBYIO UaeHTUMKALMIO. CUM-
BOJbI, ab0peBMUaTypbl U LIBETOBas MAEHTUMMKALMA AOMKHLI COOTBETCTBOBATH ACHCTBYIOLMM MEXAYHAPOAHLIM
cTaHpapTam u cornawueHusm (Hanpumep, MCO 15223). B cnyyae ecnu He CyLuecTByeT CTaHaapToOB, TO CUMBOILI,
abOpesuarypbl U LIBETOBAsA UAECHTUMMKALIMS IOIDKHBI ObITb ONMCaHbI B CONPOBOAUTENLHOM JOKYMEHTALMM.
COOTBETCTBME MAPKUPOBKU NPOBEPSIOT B X0A€ OCMOTpA.

MpumeyaHune—Cumsonbl, UCMONb3yeMble 151 aKTUBHBIX UMMNAHTUPYEMbIX MEAULIMHCKUX U3 enuil onpege-
NeHHbIX BUAOB, MOTYT ObITk YTOUHEHBI B nocneaytoLmx Yactax MCO 14708.

3
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5 Obuwme TpebOBaHUA K HEUMMNAHTUPYEMbIM YACTAM

HeumnnaHTupyembie 4actu akTUBHOrO UMMNAHTUPYEMOrO MEAULIMHCKOTO M3aenus, NnoacoeamHsieMble
K UCTOYHMKY 3HEpruu Unm OCHALLEHHble TAaKOBbIM, AOIDKHbI COOTBETCTBOBATb TpeboaHuam MIK 60601-1,
M3K 60601-1-1, M3K 60601-1-2 n MOK 60601-1-4, 3a ucknioueHmem cny4aes, koraa kakoe-nubo us tpebo-
BaHUI B 3TUX CTaHAAPTax 3aMeHeHo TpeboBaHWeM HACTOsILLEero cTaHaapra.

MpuMmevanne 1 — M3K 60601-1 npumeHneTca 3feck B TOM BUAE, B KAKOM OH NpUMeHANCcA Obl Ans anek-
TPOMEAULIMHCKOrO U3Aenus, ANt KOTOPOro HET cnelynanu3nupoBaHHOro cTaHaapTa. B HacTosweM cTaHaapTe ccoinatores
Ha oTaenbHble pasgensl MOK 60601-1, ecnn oHU KacaloTea pyHaameHTanbHbIx nonoxenuit MCO 14283,

MpnMmevyaHnne 2 — TpeboBaHWUA K HEUMNNAHTUPYEMBIM YACTAM AKTUBHbLIX UMNAAHTUPYEMbIX MEANLIMHCKNX
nsgenuit onpeaerneHHbIX BUA0B MOTyT ObITb YTOUHEHBI B nocneaytowux vyactsax MCO 14708.

6 TpeboBaHMA K aKTUBHbIM UMNNAHTUPYEMbIM MEOULIMHCKUM U3Aenuam
onpeaerneHHbIX BUAoOB

TpeboBaHUA K aKTMBHLIM UMMAAHTUPYEMbIM MEAULIMHCKUM U3AENUAM ONpeaeneHHbIX BUAOB HE U3na-
ralorcs noapoOHO B HACTOSLLEM CTaHAAPTEe, HO MOTYT ObiTb YTOUHEHBI B Nocneayowmx yactax MCO 14708.

7 Obwune TpedoBaHUA K yNAKOBKe

7.1 NmnnaHTupyembie 4acTu akTUBHOMO UMNMAHTUPYEMOrO MEAMULUMHCKOrO U3aenus cneayer nocras-
NATb B 0AHOPA30BO ynakoske (cM. 14.1).

OpHopasoBas ynakoBka AormkHa ObiTb pa3pabotaHa TakuMm 06pasom, YToObl NO3BONATL U3rOTOBUTENIO
CTEPUNMU30BAaTh Y>Xe 3anevyataHHoe coAepXXumoe.

COOTBETCTBUE NPOBEPSIOT B X0A4€ OCMOTpA.

7.2 OpHOpa3oBasi ynakoBKa AOMKHA ObiTb BNOXEHA B TOBAPHYIO YNAKOBKY.

COOTBETCTBUE NPOBEPSIOT B X0A4€ OCMOTpA.

8 Obwasa MapkMpoBKa aKTUBHbIX UMMNAHTUPYEMbIX MEAULIMHCKUX U3AENUit

MpuMmedaHue 1— CMm. Takke pasgen 4.

8.1 IMobbie npeagynpexgatoLime Haanucu, Tpebyemble HACTOALUMM CTaHAAPTOM, OMKHbI ObITh YETKO
BbIMOMHEHEI U Pa3NUYUMBI.

COOTBETCTBUE MPOBEPSIOT B X0A€ OCMOTpA.

8.2 MnnaHTUpyemble 4acTu W3AENUA U KOMMOHEHTbI 3TUX YacTeil JOMKHbI ObiTb MAEeHTUdMUUpOBa-
Hbl TakuM 06pasoM, YToObl HEe NMPENSITCTBOBATL BbINOMHEHWIO BCEX HEOBXOAUMBIX U3MEPEHUN, MPOBOANUMBIX
NS BbIABNEHUA BO3MOXHON ONAcHOCTU, CBA3AHHOM C NGO UMNANAHTUPYEMO YacCTbHO.

COOTBETCTBUE NOATBEPXAAIOT aHANMU3OM [JOKYMEHTaUWUU U3roTOBUTENS, MOSICHAIOLLEN CBSI3b MexXay
naeHTuukaunein akTuBHOr0O UMNIIAHTMPYEMOTO MEAULIMHCKOTO U31ENUS U €r0 YacTeil.

9 MapKkupoBKa TOBapHOM YNakOBKU

9.1 Ecnu TOBapHas ynakoBKa COAEPXWUT paJnoaKkTUBHbLIE BELLECTBA, HA Hee AO0MmkHa ObiTb HaHeCeHa
MapKUpoBKa, yKa3biBaloLasa BU/ U aKTUBHOCTb PaAnOaKTMBHOIO BELLECTBA.

COOTBETCTBME NPOBEPSIOT B X04€ OCMOTpA.

9.2 Ha ToBapHOI ynakoBKe AOMMKHbI ObITb YKa3aHbl agpec U HauMeHOBAHME U3FOTOBUTENSI, BKNIOYas,
no KpanHew mMepe, ropoa u CTpaxy.

COOTBETCTBME NPOBEPSIOT B X04€ OCMOTpA.

9.3 Ha ToBapHyIO YNakoBKy AOIDKHO ObITb HAHECEHO HAMMEHOBaHUE u3genus (HanpuMmep, aNekTpokap-
ANOCTUMYNATOP), MOAENb, Ha3HAYEHUE n3aenusl, HOMep NapTUN UNKu CEPUNRHbIA HOMEP U3 Enus.

COOTBETCTBME NPOBEPSIOT B X04€ OCMOTpA.

9.4 ToBapHas ynakoBka MMNNaHTUPYEMbIX YACTeN aKTUBHOIO UMIITAHTUPYEMOIO MEAULIMHCKOTO u3ae-
nua AOIDKHA cofepXaTtb NoOyI0 JOMONMHUTENBHYIO UHAOPMALUMIO M, ecnin HeOBX0AMMO, COOTBETCTBYIOLLINE
XapaKTepUCTUKK ANA naeHTumrkaumum usaenus.

COOTBETCTBME NPOBEPSIIOT B X04€ OCMOTPA.

4
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9.5 ToBapHas ynakoBka MMMNIAHTUPYEMbIX YacTeN aKTUBHOTO UMMNAHTUPYEMOr0 MEAULIMHCKOTO U3ae-
nusa QOMKHa coaepXaTtb NOATBEMKAEHUE TOro, YTO COAEPXKMMOE YNAKOBKM ObINO CTepUnm3oBaHo.

CoOoTBETCTBUE NPOBEPSIIOT B X04€ 0CMOTpA.

9.6 Ha TOoBapHOI YyNakoBKe MMNAAHTUPYEMbIX YACTEW AKTUBHOTO UMMNINAHTMPYEMOTO MEAULIMHCKOTO U3-
Aenus AOSKHbI ObITb yKa3aHbl rofi U MecsiLy 3roTOBIeHUs, B LM(POBOM BbipaXkeHuu, cornacHo MCO 8601.

COO0TBETCTBUE NPOBEPSAIOT B X04€ OCMOTpA.

9.7 Ha ToBapHOI ynakoBke MMNAAHTUPYEMbIX YACTEN aKTUBHOTO UMMNNAHTUPYEMOTO MEAMULIMHCKOTO U3-
JAenus AoskHa ObiTb ykasaHa Aara «MCnonb3oBaTh A0» (rof U MECsLY).

CoOOTBETCTBUE NPOBEPSIIOT B X04€ 0CMOTpa.

9.8 MapkvupoBka Ha TOBApHOM YNAKOBKE UMMMAHTUPYEMbIX YaCTeil aKTUBHOTO MMMMAHTUPYEMOTO ME/IU-
LIMHCKOTO U3 eNNs A0IDKHA UAEHTUIULMPOBATL COAEPXKUMOE BHYTPU YNAKOBKM UNK, €CITM MECTa Ha TOBAPHOW
yNakoBKe HEJ0CTaTO4HO, CBEAEHNA O COAEPKUMOM AOIMKHbI ObITb NPUBEAEHBLI BHYTPY YNAKOBKM.

COO0TBETCTBUE NPOBEPSAIOT B X04€ OCMOTpA.

9.9 Ecnu cornacHo Ha3HaA4YEHUIO UMNMAHTUPYEMbIX YacCTel aKTUBHOTO UMIMNAHTUPYEMOTO MEANLIMHCKO-
ro M3fienusi, BIOXKEHHbIX B TOBAPHYIO yNakoeky, Tpebyercs, YToObl OHM MOAKMIOYANUCHL K APYroMy U3AENUIO
MU NPUHAANEXHOCTAM, HE BKITIOYEHHBIM B TOBApHYIO YNAKOBKY, HA TOBApPHON ynakoBke AO0SMKHbI ObiTb 060-
3HauYeHbl TMN UnKn KoHdurypauus TpebyeMoro coeauHuTens.

COOTBETCTBUE MPOBEPSIOT B X04€ 0CMOTpa.

9.10 Ha TOBapHOIi ynakoBKe UMNNAHTUPYEMBIX YacTelh aKTUBHOTO UMMNMAHTUPYEMOIO MEAWULMHCKOIO
usgenus AOKHO ObITh YETKOE ykaszaHue npeanonaraeMoro NPUMEHEHUs U3AENUsl, €CNIM OHO HE OYEBUAHO
u3 onucanusi usgenus, Tpedyemoro 9.3 u 9.4.

COOTBETCTBUE NMPOBEPSIIOT B X04€ 0CMOTpa.

9.11 Ha ToBapHyI0 ynakoBKy A0SDkHA ObiTh HaHeceHa MHopMaLMa 0 NIOGLIX cneuuarnbHbIX YCIOBUSAX OKpY-
XaroLein cpeabl Unu orpaHMYeHuax No TpaHCNoOpTMpoBaHuio (Hanpumep, Gepedb OT yaapos, BuGpauuu, Temne-
paTypbl, AABNEHUA UMW BNAKXHOCTH), HEOOX0ANUMAs A5 KOPPEKTHOTO TPAHCTMIOPTUPOBAHUA U XPaHEHUA U3AENUA.

COO0TBETCTBUE NPOBEPSIOT B X0A4€ OCMOTpA.

9.12 Ecnu usgenue npeaHasHa4YeHo ANA onpeaeneHHOro UCNonb30BaHua, TOBapHas ynakoBka AomkHa
coaepXartb ykasaHue Ha cnelmanbHbie BUA bl UCMONb30BaHUA (HanpuMep, «M3roTOBMEHO HA 3aKa3» UMNU «TOrb-
KO ANS KIMTMHWYECKUX UCCrefoBaHNNY).

COOTBETCTBME MPOBEPAIOT B X04€ OCMOTpa.

10 KoHCTpyKUuMs TOBapHOW YyNaKOBKU

10.1 ToeapHas ynakoBka akTMBHOMO UMMNIAHTUPYEMOrO MEAULMHCKOTO U3aenunsa AOrmkHA ObITb U3roTOB-
neHa Tak, 4tobbl 3aLWMTUTL U3genme u NPOTUBOCTOATb HAHECEHWIO Bpeaa OT naaeHus (yaapa), yknagbiBaHus
B CTOMKy (CAaBnUBaHWUA), BUOpaLUM U TEMNEPATYPbI, KOTOPbIE MOTYT BO3HUKHYTb MPU XPaHEHUU UNW TPaHC-
nopTUpOBaHNK, COrMacHO ykasaHNUsAM N3roToBUTENSA.

COOTBETCTBUE NPOBEPAIOT NYTEM OCMOTPA WM aHanu3a OTYETHbIX AaHHbIX, NPEA0CTaBMeHHbIX N3roTo-
BUTENEM.

10.2 ToBapHasa ynakoBka akTMBHOrO MMMNNAHTUPYEMOr0 MEAULMHCKOrO n3genus aorkHa ObiTb 4ocTa-
TOYHO 3aLLyLLEeHa OT BO3AENCTBUSA Baru BO BPEMSA XPaHEHUA UNKU TPAHCNOPTUPOBAHUS AN NPeaoTBpaLLEHUs
BWAMMOW NOPYM YNAKOBKWU, MAPKUPOBOK, 3TUKETOK UM SKCMyaTaLUOHHON AOKYMEHTaLUMU.

Meroauka TecTupoBaHusi. NMoMeLIaT TOBAPHYIO YNAKOBKY B UCMLITATENBbHYIO Kamepy Ha ABOE CYTOK.
Temneparypa B UCMbITATENbHON KaMepe A0IMKHA ObITb cTabunbHa u coctasnATh (30 £ 2) °C. OTHOCUTENLHAs
BMa>XHOCTb B UCNbITATENLHON kKamepe AoMmkHa ObiTb (93 £ 3) %.

COOTBETCTBME NPOBEPAIOT aHANU30M 3anucen U3roToBUTENS.

10.3 MapkupoBKka Ha TOBapHON YNakoBKE aKTUBHOIO UMMNMAHTUPYEMOro MEAULIMHCKOTO U3AENUA AOSK-
Ha ObITb HECMbIBAEMOM.

Metoaunka TectupoBanus. McneIryeMyio ynakoBky KnagyT Takum 06pasom, YtoObl MapKMpPOBKa MPU UCMbITa-
HWUU pacnonaranacb ropu3oHTanbHO B CAMOM BEPXHEM NONoxeHun. Pa3bpbiarneator 10 M BoAbl HAA LEHTparb-
HOW YaCTbIO YNaKOBKU. Yepes 0aHY MUHYTY CrielyeT NPOMOKHYTb MapKUPOBKY, UCMOMb3Ys CYXyHo MSATKYHO TKaHb.

COOTBETCTBME CHUTAETCH NOATBEPXKAEHHLIM, €CNK Nocne NPoBeAeHNUA NPOLEeaypbl, ONMMCAHHOW BbILLE,
BCS MApKMPOBKA OCTAETCH YETKO PasnuMuuMmoii. NMpn HaHECEHUN MaPKUPOBKM HA KMEWKY0 STUKETKY Knewkas
mKCaLUs STUKETKN HE AOMKHA OCNabHYTb W STUKETKA HE AOMKHA U3OTHYTLCS HU C OAHOI M3 CTOPOH.
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10.4 ToeapHas ynakoBka AOMDkHa obecne4YuBaTb COOTBETCTBUE MEXAY COAEPXMMbIM — COBCTBEHHO
aKTUBHBIM UMMIAHTUPYEMBIM MEANLIMHCKUM U3AenmeM — u nHdopmauuein B 3KkCnnyaraLmoHHON AOKYMEHTa-
uumn, onpeaensiowein Ha3Ha4YeHue u (pyHKLMM u3genus, a Takke YCNoBUA BbINMONHEHUS UMIMIAHTaLUW.

COOTBETCTBME NPOBEPSIIOT B X04€ OCMOTPA.

11 MapkupoBKa CTepunbLHON yNakoBKU

11.1 MapkupoBka CTepuinbHON YNakoBK1 AOMKHA COAepXKaTb HAMMEHOBAHME U3TOTOBUTENS U aapec (ro-
poAa 1 cTpaHa) Npou3BOACTBA.

COOTBETCTBME NPOBEPSIOT B X04€ OCMOTpA.

11.2 Ha crepunbHOi ynakoBke AOIMKHO ObITb yKa3aHue, 4TO ynakoBka U ee coaepkumoe Gbinu cre-
PUNN30BaHbI; TaKKE AOMKEH ObiTb ykadaH meToa ctepunu3auuu (cM. MCO 15223 B yactu pekomeHayeMbix
CUMBOSIOB).

COOTBETCTBME NPOBEPAIOT B X04€ OCMOTPA.

11.3 Ha crepunbHON ynakoBKke JOMMKEH ObiTb OTYETAUBO Pa3NIMYUM CUMBOI

B cooTBeTcTBuM ¢ UICO 15223.

COOTBETCTBUE NPOBEPSAIOT B X04€ OCMOTPA.

11.4 Ha ctepunbHOI ynakoBke AOMDKHbI ObITh YKa3aHbl rog U MecsL, KOrAa ynakoBaHHOe usaenue 6bino
M3roToBMEeHO, cornacHo Tpe6osaHuam 9.6.

COOTBETCTBUE NPOBEPSAIOT B XO4€ OCMOTpA.

11.5 Ha cTrepunbHOI ynakoBke fOIDkHa ObITb yKa3aHa AaTa «MCnonb3oBaTh A0» COMMacHo TpeboBaHusm 9.7.

COOTBETCTBUE NPOBEPAIOT B X04€ OCMOTpA.

11.6 CTepunbHas ynakoBKka AOIKHa coaepkaTtb onucaHue nsaenusa cornacHo TpebosaHusim 9.3.

CoOTBETCTBUE MPOBEPSAIOT B X0AE OCMOTpA.

11.7 MapkupoBka CTEPUIbHOW YNAaKOBKUA AOIDKHA MAEHTMMULMPOBATL COAEPXKMMOE, 3a UCKIIOYEHUEM
cryvaes, Korga CTepurnbHas ynakoBka npospayHa u ee coaep>XMMoe MOXHO YBUAETb.

COOTBETCTBUE NMPOBEPSIOT B XOAE OCMOTPA.

11.8 Ecnu cornacHo npeanonaraeMomy NMPUMEHEHUIO U3AENUS, BIIOXKEHHOTO B CTEPUNbHYIO YNAKOBKY,
Tpebyercsi, YTOObl OHO ObINO NOAKMIOYEHO K APYIOMY M3AENUI0 UK NMPUHAANEXHOCTAM, He BXOASALWMM B CO-
JEPKMMOE CTEPUNBHON YNAKOBKM, HA NOCNEAHENR A0MmKeH ObiTb 0003HAYEH TUN UNK NpUBeaeHa cxema Tpelby-
eMOoro Tuna coeauHuTens cornacHo TpebosaHusam 9.9.

COOTBETCTBUE NMPOBEPSIIOT B X0A€ OCMOTpA.

11.9 CrepunbHas ynakoBKka AOIDKHA COAEPKATb UHCTPYKLIMIO MO €€ OTKPLITUIO.

CO00TBETCTBUE NPOBEPSIOT B X0A1€ OCMOTpA.

11.10 Ecnu n3pgenne npegycMOTPEeHO ANsl CNELManbHOr0 UCMONb30BAHUA, HA CTEPUIbHON YNaKOBKe
JOIKHO ObITb yka3aHue Ha cneuunanbHble Lenu (Hanpumep, «M3roTOBMIEHO HA 3aKasy UMK «TONbKO ANS Kiu-
HUYECKNX NCCIEeN0BaHUINY).

CO0OTBETCTBUE NMPOBEPSIOT B X0A€ OCMOTpPA.

12 KOHCTpyKuMsi 0ogHOPa30BOW YNAKOBKU

12.1 OgHopa3soBasi ynakoBKa [I0/PKHa COOTBETCTBOBAThL TpeboaHusaim NCO 11607.

COOTBETCTBUE NMPOBEPSIOT KOHTPONEM M aHANMU30M 3anuce, NPe0CTaBNEHHbIX U3rOTOBUTENEM.

12.2 OgHopa3soBas ynakoBka AOMmkHa ObiTb pa3paboraHa Takum ob6pa3om, 4ToObl, €Cnu ynakoBska oa-
HaXxabl Oblna BCKpbITA, 3T0 ObINO Obl ABHO BUAHO, U iaXke eCrnv OHa Obina OTKpbITa U NOTOM 3ane4yaTtaHa CHO-
Ba, BCE paBHO ObIrio Obl 3aMETHO, YTO YNaKOBKa OTKPbIBarach.

CoO0TBETCTBME NPOBEPAIOT B X04€ OCMOTpA.

12.3 MapkupoBka Ha 0AHOPA30BOI YNAKOBKE AOMKHA ObITb HECMbIBAEMON.

Co00TBETCTBUE NPOBEPSAIOT, KAk yka3aHo B 10.3.
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13 MapkupoBKa aKTUBHbIX UMMNMAHTUPYEMbIX MEAULIMHCKUX U3aenumn

13.1 HackonbKo 3T0 NPaKTUYHO U HEOBXOAMMO, HA aKTUBHOM UMNAAHTMPYEMOM MEAULMHCKOM U3AENUN
AOIMKHBI ObITh YKa3aHbl HAMMEHOBAHWE M TOProBasi Mapka M3rotoBuTens, 0603Ha4YeHue MOAEeNn U3aenus u,
€CIn1 NPUMEHMMO, HOMEP NapPTUU UNU CEePUNHBIA HOMED U3AENUA.

CoOTBETCTBUE NPOBEPAIOT B X0AE OCMOTPA U NMYTEM UCNLITAHWA HAHECEHHbIX 0003HAYEHUI HA BNaXHOEe
MCTUpAHWE C NPUMEHEHWEM Bnarocoaepkallero cpeacraa.

MeToauka TeCTUpoBaHUMA HA UCTUPAHUE C MOMOLLLIO BNarocoaepaLlero cpeacrea. MapkupoBky usze-
1S Ha ynakoBKe cneayeT NOTepPeTb BPYUHYIO, 6€3 U3NULIHErO AaBneHus, CHa4vana NnockyTOM TKaHU B TEYEeHUe

15" ¢, CMOYEHHDBIM B METUNIOBOM CTIMPTE TEMNEPATYPON, PABHOM TEMMNEPATYPE OKPYXaloLLEeil Cpeabl, a 3aTem

B Teueue 15*° ¢ NIOCKYTOM TKaHW, CMOYEHHBbIM B BOAE TEMNEpaTypoi, paBHOM TeMNepaType OKpyKaioLlen
cpenbl, Nocne 4Yero MapkMpoBKa A0MKHA COXPAHUTb YETKOCTb U Pa3NUYUMOCTb.

13.2 Ecnu otaenbHbIE UMNAAHTUPYEMbIE YACTU KOHKPETHON MOAENW aKTUBHOTO UMNAIAHTUPYEMOTO Me-
AWLMHCKOTO U3Jenus coaepxar pa3nuyHble MCTOYHMKM BHEPTUU, TO AOMKHA ObiTb NPeayCcMOTPEeHa BO3MOX-
HOCTb rpynNnMpoBaTh U3LENUA NO BUAY UCTOYHUKA SHEPIUU, HAMPUMED, MYTEM CCbISIKM HA MHCTPYKLMIO MO Npu-
MEHEHUIO UM UCNOMb3Ysi COOTBETCTBYIOLLMIA UHAEKC B 0003HAYEHUSAX.

COOTBETCTBUE NPOBEPSIOT B X0A4€ OCMOTPA.

13.3 IMnnaHTUpyeMbl€ YacTu akTUBHOTO MMMIAHTUPYEMOTO MEAULMHCKOrO U3Aenus C BHYTPEHHUM
MCTOYHMKOM SHEPrun JOIMKHbI UMETL KOZ, NO KOTOPOMY U3JENuUe U U3roTOBUTENb MOMYT ObiTb OJHO3HAYHO
UAEHTUULMpOBaHbI (0COGEHHO B OTHOLLEHUU MoZenu n3aenusi). B cnyyae oTcyTCTBUA CieLmanbHbIX 3HAHWIA
0 MapKke unu MoAenu usgenua AomkHa ObiTe NPeayCMOTPEHA BO3ZMOXHOCTL CHUTLIBAHUSI 9TOFO KOAA.

COOTBETCTBUE NPOBEPSAIOT CNOCOOOM, YKa3aHHLIM UFOTOBUTENEM B MHCTPYKLMM NO NPUMEHEHUIO (CM. 28.6).

13.4 Jio6ble BU3yanbHbIE MHAMKATOPbI, UMEIOLLMECS HA aKTUBHOM UMMAAHTUPYEMOM MEAULIMHCKOM U3-
Aenuu, JOMKHbI ObITb NOHATHBIMM AN NONbL30BATENSA C MOMOLLBIO 9KCNyaTaLMOHHOW AOKYMEHTALUM, YUUTbI-
Basi YPOBEHb €r0 3HAHUMA.

COOTBETCTBUE NPOBEPSIOT B X04€ OCMOTpa

14 3awwmra oT HenpeaHaMmepPeHHbIX GMONOrMYeCKUX BO3AeNCTBUN, BbI3BaHHbIX
aKTUBHbLIM UMMNIIAHTUPYEMbIM MEAULMHCKUM U3aenem

14.1 Nobas umnnaHTUpyeMas 4acTb akTUBHOTO MMNAAHTMPYEMOrO MEAULMHCKOTO N3AENUS Unu apyrue
€ro 4acTu, BNOXeHHbIe B OQHOPAa30BYI0 YNakoBKY (CM. 7.1) U He HaxoAALWMECS BHYTPU UMNANAHTUPYEMOTO rep-
METUYHO M30NMPOBAHHOTO KOHTENHEPA, AOMKHbI ObITh CTEPUIIbHBI.

COOTBETCTBUE CHUTAETCA NOATBEPKAEHHbIM, €CNU B NpoLIeCCe Banuaauuu 3anucem, NpeaocTaBneHHbIX
U3roTOBUTENEM, YCTAHABIIMBAETCS, YTO OAHOPA30Bas ynakoBka Obina cTepunu3oBaHa ¢ UCNosb30BaHWEM Ba-
nuanpoBaHHoro npouecca (Hanpumep, B cootsetcTeun ¢ UCO 11134 unu ISO 11135).

14.2 Onsa no6oi 4acTh akTMBHOTO UMNIAHTUPYEMOTO MEULIMHCKOTO U3aenus, Ans KOTOPON nNpu HOp-
ManbHOM WCNONb30BaHUM NPEANONAraeTca KOHTAKT C XXUAKUMU CpeAaMn OpraHu3ma JYenoBeka, He Aonycka-
€TCA BblAENEHUI TBEPAbIX YaCTULL B HENPUEMIIEMOM KONUYECTBE NPU YCNOBUM COONIOAEHNUA NPaBUI UCNONb-
30BaHUSA U3AENUA CONAcHO yKa3aHUAM U3roTOBUTENS.

Metoauka TecTupoBaHuA. ACENTUYECKU U3BMEKAIOT aKTUBHOE UMNMAHTUPYEMOE MEAULMHCKOE u3ae-
nue 13 04HOPa3oBOM ynakoBku. Morpyxator MMNNAHTUPYEMYIO Y4acTb B PacTBOp conu 9 r/n, NnpuroaHbIN
ANA UHBEKUUIN, B HEWTPArbHOM CTEKNIIHHOM KOHTelHepe. OBbeM COMAHOIO pacTeopa AomkeH ObiTb npu-
MepHo B 10—20 pa3 6Gonblue 06bema UCNBLITYEMON YacTU. HakpbiBAOT KOHTENHEP CTEKNAHHOW nnacTtu-
HOW U OCTaBnAIOT Npu Temneparype npumepHo (37 £ 2) °C Ha 8—18 u, nepuoan4eCcKkU BCTpAXMBAN BaH-
HOUKyY. TOTOBSIT KOHTPOTbHBLIN PACTBOP CXOXero o6bema ¢ Toi e COMbio, NOAAEPKUBAIOT TE XKe YCNOBUS,
YTO M B BaHHOYKE C 06pasuLoM. CpaBHUBAIOT 06pa3Lbl XKMAKOCTU M3 BAHHOYKM C 06pa3LOM U3 KOHTPOSbHOM
BaHHOYKM, MPUMEHSIS NOAXOASILLYIO annapaTypy AnNA aBTOMATUYECKOr0 U3MepeHns pasmepos Yactuu, pato-
TalOLLYI0 MO NPUHLUNY 3NEKTPUYECKOTO 30HHOTO 30HAUPOBAaHUSA (Hanpumep, NnpuHuun Koyntepa), NpumeHas
npoueaypy orbéopa 06pa3LoB, peKOMEHA0BaAHHYIO U3FOTOBUTENEM.

COOTBETCTBUE CUMTAETCS NOATBEPXKAESHHBIM, €CINW CpeAHee YNCO YacTul, BbiaenueLUMXCcS U3 obpasua,
MO OTHOLLIEHUIO K TAKOBOMY A1l KOHTPONBLHOTO o6pasua He npesbiwaeT 1000 yacTuy/mn ana Yactuy pasMe-
pamu 6onee 2,0 MkM 1 He npesbiaeT 100 yactuy/mn ana yactuy pasmepamu 6onee 5,0 Mkm.

14.3 Yactu usgenusi, npeiHasHa4YeHHbIE ANA NPOKanbIBAHWUA KOXMU YenoBeka, A0mkHbl ObiTb 6MOCOB-
MECTUMBI.
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COOTBETCTBUE CUUTAETCA NOATBEPXAEHHBLIM, ECU 3anucu, NPeAoCTaBMEHHbIE W3rOTOBUTENEM, Noa-
TBEPXKAAIOT, YTO BUOCOBMECTUMOCTL BbIOPaHHbLIX MaTepuanos bbina NPOaeMOHCTPUPOBAHA:

a) no aHanoruu ¢ onybriMKOBaHHLIMU AaHHbIMU, UMK

b) 3a cyer ToOro, 4YTo BLIOPaHHLIN MaTepuan yxe noarsepaun 6MOCOBMECTUMOCTb B paHee NpOBEAEH-
HbIX KITMHUYECKUX UCTILITAHUSAX B NOAOOHOM NPUMEHEHUM, UMK

C) 3a CYET OnbITa UCMONb30BAHUSA NOAOOHOIO U3AENUA, Y)KE CYLLECTBYIOLLENO Ha pbiHKE, BMECTE C 10-
KasarenbCTBamu KOHTPOMS MaTepuanos, NPUMEHAEMbIX MPU U3FOTOBAEHUN U3AENUI, UK

d) 3a cuer cooTBETCTBMA ONYONMKOBAHHBIM Npoueaypam 6MONOrMieckoi OLEHKU MEAULIMHCKUX U3AEMNUIA.

14.4 Ecnu akTUBHOE UMNMAHTUPYEMOE MEAULIMHCKOE u3fenue COAEpPXMT NEeKapCTBEHHOE BELLECTBO
1 3TO BELLEeCTBO UNK ero Npou3BoaHas NpeaHasHaveHbl Ans BBeASHUA B TENo naumeHTa (XoTS caMmo BELLECTBO
ABMNAETCA COCTaBHOW YacCTbiO aKTUBHOTO UMNNAHTMPYEMOro MEANLIMHCKOTO U3JENUs), TAKOE BELLECTBO JOIDK-
HO BbITb Kak 6e30nacHbIM, Tak U 3PGEKTUBHLIM OTHOCUTENBHO 3aIBNEHHOW (DYHKLUMKU aKTUBHOTO MMMNMAaHTU-
pPyeMOro MeauLMHCKOro n3aenus.

COOTBETCTBUE CUMTAETCA NOATBEPXAEHHBLIM, €CnN 3anucu, NPeAoCTaBneHHbIE W3rOTOBUTENEM, NOA-
TBEPXKAAIOT, 4TO 6E30NaCHOCTL M KAYECTBO NEKAapCTBEHHOrO Npenapara Gbiny NpoBeEPEHbI C UCNOSNIb30BAHMEM
Hagnexalmx MeToao0B.

15 3awmra nauMeHTa UK NONbL30BaTeNs OT BpeAa, BbLI3BAHHOIO BHEWHUMM
¢n31MYeckMmMmn 0CO6eHHOCTAMU aKTMBHOTO UMNMIAHTUPYEMOrO MEeAULIMHCKOro
usnenus

15.1 Hapy>xHble NOBEPXHOCTU HEUMMNAAHTUPYEMbIX YaCcTEN aKTUBHOTO MMIMIIAHTUPYEMOIO MEAULIMHCKO-
ro u3genusa AOMKHbI COOTBETCTBOBATHL TpeGosaHuam MIK 60601-1, pasagen 23.

COOTBETCTBUE NPOBEPSIOT B X04E OCMOTpA.

15.2 ToBepXHOCTU UMMNAHTUPYEMbBIX YacTen akTMBHONO MUMNNAHTMPYEMOrO MEAULIMHCKOTO MU3aenus
He JOJDKHBI UMETb HUKaKMX 0COBEHHOCTEN: HWU OCTPbLIX YIfOB UNKN KPaeB, KOTOPbIE MOMYT Bbi3BaTb U30bITOY-
HYIO Peakumio UnNu pasgpaxeHue, npesbialowee npeaensl peakuuii, BbI3BaHHbIX UMMNIIaHTaumei, Hu rpy6o
06paboTaHHbIX MOBEPXHOCTEN, KOTOpble He TpebyloTCsl ANsi NPaBUIbLHOTO (PYHKLIMOHUMPOBAHUS U3aenus.

COOTBETCTBUE NPOBEPSIOT B X04€ OCMOTpA.

16 3awwmTa naumeHTa OoT Bpeaa, BbI3BAHHOIO 3MEKTPUYECKUM TOKOM

16.1 BHeLIHWEe 4aCcTu aKTUBHOIO MMMMAHTUPYEMOrO MEANLIMHCKOTO U3AEeNUs AOMKHbI COOTBETCTBOBATL
Tpeboeanuam M3K 60601-1, pazgen 19.

CooTBeTCTBUE NOATBEPXKA AT cornacHo MOK 60601-1.

16.2 3a UCKNIOYEeHNeM NPeayCMOTPEHHBbIX OYHKLMUIA, UMMNNAHTUPYEMbIE YACTU aKTUBHOTO UMNNAHTUPY-
€MOro MeAULIMHCKOrO U3Eenus, COAepXaLlue UCTOYHUK SHEPTUU, JOMKHbI ObiTb 3NEKTPUYECKN HENTparbHbI
NPy KOHTaKTE C TENOM YernoBeka. [pu ucnonb30BaHUM U3AENUA HU B OQHOW U3 NIUHUIA TOKA HE JOMKHO NOSIB-
NATLCA yTEYEK ToKa (NpsAMOro Toka) 6onee 1 MKA.

COOTBETCTBUE MOATBEPXKAAIOT KOHTPONEM MPOLEAYP AAHHOMO UCMbLITAHUA M aHaNMM30M pPe3ynbTaTos,
NpPeaoCTaBNEHHbIX M3rOTOBUTENEM.

16.3 M3onumpoBaHHbIe YacTu UMNNAHTMPYEeMbIX NUTAIOWMX NPOBOAOB UMN KaTETEPOB CO BCTPOEHHLIMM
3MEKTPUYECKUMU NPOBOLHUKAMMU, KOTOPLIE NOABEPraloTCA BO3AEWCTBUIO Pa3HULbl 3NEKTPUYECKUX NOTEeHLMa-
nos G6onee 10 BT, OMkHbI BbIAEPXMBATb UCTbITAHWUE HA ANANEKTPUYECKOE CONPOTUBIEHNE, NPU KOTOPOM NpU-
KnagbiBaemas pasHoOCTb NOTEHLMANOB A0MKHA ObiTb HE MEeHee YABOEHHON NMUKOBOW PasHOCTM NOTEHLnanos,
UCMbITbIBAEMONM 3TON U30NMPOBAHHOM YaCTbiO.

Metoauka Tectuposanus. NMpoBOAAT NpeABapUTENBHYIO NOATOTOBKY U30NMPOBAHHbLIX YaCTeNn UMMNNAHTU-
pyeMbIX NUTAOLLUX NPOBOAOB UIU KATETEPOB CO BCTPOEHHbLIMU SNEKTPUYECKUMU MPOBOAHUKAMM, UCTIONb3YA
MonHOEe norpy>xeHue B pacteop conu 9 r/n npu Temnepartype (37 = 2) °C muHumyM Ha 10 cyTok. Mocne npo-
MBIBKM UCTLITYEMON YacTu AUCTUNMPOBAHHON BOAOW M MPOTUPKM MOBEPXHOCTU OT BOAbI UCMLITHIBAKOT 3Ty
YacTb Ha AWNBNEKTPUYECKOE CONMPOTUBNEHNE METOAO0M, YKa3aHHbIM U3rOTOBUTENEM.

CoOTBETCTBUE NPOBEPAIOT KOHTPONEM NPOLIeAYP AaHHOTO UCTILITAHUA U aHaNW30M pesynsTaTos, Npeao-
CTaBMNEHHbIX U3rOTOBUTENEM.
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17 3awwuTta naumeHra oT BpeAa, Bbi3BaHHOIro TrenfoBbiaeneHnaAMmn

Hu oaHa U3 Hapy>KHbIX NOBEPXHOCTEN UMMNIAHTUPYEMOI YaCcTU aKTUBHOTO UMMIAHTUPYEMOTO MeAULIMH-
CKOTO U3JENuA He A0MmKHA HarpeBaTbcs 6onee Yyem Ha 2 °C BbilLe HOpManbHON TeMNepaTypbl Tena naumeHTa
Kak Nnpu HoOpMmarnbHON paboTe akKTMBHOTO MMMIAHTUPYEMOr0 MEeAULIMHCKOTO U3AEnus, Tak U B YCIIOBUSIX €Au-
HUYHOrO OTKasa (cm. 19.3).

COOTBETCTBME NOATBEPXKOAKT aHanuM3oM AM3aiiHa KOHCTPYKUMM, NPEeACTaBIEHHONO W3roTOBUTEMNEM,
NOATBEPXAEHHOMO €ro pacyeTamu u peaynsrataMmy UCMbITaHUI B COOTBETCTBYIOLLEN DOPME.

MpuMedaHune—TpeboBaHUs NO 3aLUUTE OT TENMOBLIAENEHUIA, BbI3BAHHBIX HAFPEBOM aKTUBHbLIX UMMANAHTUPY-
eMbIX MeJULMHCKUX U38enunii onpegeneHHbIX BUAOB, MOryT ObITb yTOMHEHBI B MocneaytoLmx vyactax MCO 14708.

18 3awmura oT MOHMU3NPYIOLLETO U3NYYEHUS, BbIAENAEMOro Unn ucnyckaeMmoro
aKTUBHbIM UMMJIAHTUPYEMbIM MeAULMHCKUM U3aenuem

18.1 Ecnu akTMBHOE MMMNAHTUPYEMOE MELULMHCKOE U3AENNe COAEPKUT Kakoe-nubo pagnoakTUBHOE
BeLLEeCTBO, TO NocneaHee AOIMKHO HaXoAUTbCA B BUAe onedaraHHOro NCTOMHUKa N3ny4yeHus.

CoO0TBETCTBME NOATBEPXKAAOT KOHTPONEM aHanu3a An3anHa KOHCTPYKLUUKW, NPeACTaBEHHOr0 U3roToBU-
Tenem u NOATBEPXAEHHOro pesynsTaTamu UCNbLITaHUIE B COOTBETCTBYIOLLEN popMe.

18.2 Ecnu akTMBHOE MMMNAHTUPYEMOE MELULMHCKOE U3AENUe COAEPKUT Kakoe-nnbo paanoakTuBHOE
BELLECTBO, TO MOCMNEACTBUSA BO3AENCTBUS WOHU3UPYIOLLIErO U3NYYEHUS AOSKHbI ObITb ONpaBAaHbl NpenmyLLe-
CTBaMu MCNOMNb30BAHNA PAANOAKTUBHOMW CyOCTaHLuK.

CooTBeTCTBME NOATBEMKAAIOT pacHeTaMu U3roTOBUTENSA U Pe3ynbTaTaMmn UCHLITAHUIA B COOTBETCTBYIO-
wen dopme.

18.3 Ecnu akTMBHOE MMNNAHTUPYEMOE MEAMLMHCKOE N3AEenue COAePKUT Kakoe-nubo pagmoakTusHoe
BELLECTBO, TO NOCNEACTBUS OT BO3AENCTBUSA MOHU3UPYIOLLETO U3NYYEHNS AOMKHbI ObITb OrPAHNYEHBI HA BO3-
MOXXHOM HWU3KOM YPOBHE.

CoOTBETCTBUE MOATBEPHAAIOT KOHTPONEM aHanu3a Au3anHa KOHCTPYKUUK, NPeACTaBNEeHHOro U3rotTosu-
TeneM u NoATBEPXAEHHOro pedynsrataMmu UCTbITaHUI B COOTBETCTBYIOLWEN hopme.

19 3awwuTa OT HenNpeaHaMepPeHHbIX BO34eMCTBUIA, BbI3BaHHbIX U3aenvem

MpuMeyaHune—CM. Takke 28.20.

19.1 MIMnnaHTUpyeMble 4acTu akTUBHOTO MMMMAHTUPYEMOrO MEAULIMHCKOrO WU3Aenus AOMkKHbI ObITb
paspaboTaHbl TakuM 06pa3om, YTOObLI NOCTENEHHO HaKannMBaeMble U3MEHEHUA B MaTepuarne, KoTopble MoryT
BO3HUKHYTb BO BPEMSA CpOKa CryxObl U3aenus, He BbI3Banu HeNpUeMneMoro speaa.

Meroauka oueHku. Bo3MOXHOCTb NPOSIBNEHMS MOCTENEHHbIX AONTOCPOYHLIX U3MEHEHUI B Marepuane
cneayet OUEHUTb NYTEM NPUMEHEHUs CrneayloLmx cnocobos:

a) npoeeaeHUn aHanorum ¢ onyodnuKOBaHHLIMU AAHHBLIMKU, UK

b) ycraHOBNEHHbIMU AaHHLIMKU O TOM, YTO BbIOpaHHbLIA Marepuan yxxe noaTsepAuI CBOIO CTabuIbHOCTb
B NPOBEAEHHbLIX KIMMHUYECKMX UCTILITAHUSIX NPU NOAO0OHOM NPUMEHEHUU, UIN

C) AaHHbIMU OMbITA NPUMEHEHUsI NOAOOHOIO U3AENUS, YXKE CYLLECTBYIOLLENO HA PbIHKE, BMECTE C [10Ka-
3aTenbLCTBaMU KOHTPOMSA MaTepuanoB, NPUMEHSIEMbIX B U3AENUSIX, UITn

d) oueHKoN COOTBETCTBMA/HECOOTBETCTBMSA CBOMCTB Marepuara cornacHo onybnukoBaHHbIM Npoueay-
pam OLEHKM UMMNAHTUPYEMbIX MaTEPUAroB.

[OKYMEHTMPOBAHHbLIN aHaNU3 onbiTa NPUMMEHEHUS JAHHOTO Marepuana u ero ponyu B U3enuu JOJDKeH
naeHTunumposaTtb nodble ONACHOCTU U NOKAa3biBaTb, YTO HEMPUEMIIEMbIE PUCKU UCKITIOYEHDI.

Co0TBETCTBME NOATBEPXKAAET U3TOTOBUTENDL NyTEM 0630pa COOTBETCTBYIOLLEH JOKYMEHTALUN.

19.2 Ecnu mMnnaHTupyeMble 4acTu akTUBHOIO WUMMMAHTUPYEMOrO MEAMLMHCKOTO U3AEenusa coaep-
Xat B cefe UCTOUHUK dHeprum, Hanpumep, BaTtapeun, akTUBHOE UMMNAHTUPYEMOE MEAULIMHCKOE u3aenue
B CBOEM COCTaBe AOSHKHO UMETb MHAMUKATOP PEKOMEHAYEMON 3aMeHbl, KOTOPbIW 3apaHee npeaynpexagaer
0 paspsKEHUU UCTOYHUKA SHEPrum, YTO BbI3bIBAET OKOHYaHME CpoKa cnyxObl usaenusa. M3rotoBurens Aon-
XXEeH ONpeaenuTb UHTEPBanN MEXAY akTUBaLMen 3TOr0 UHAUKATOPA PEKOMEHAYEMON 3aMEHbl U OKOHYAHUEM
cpoka cnyx6bl uspenus.

CoO0TBETCTBME NOATBEPXAAIOT B XOA€E aHanu3a AusanHa KOHCTPYKUUW, NPEeACTaBIEHHOTO U3roToBUTE-
neMm ¥ NOATBEPXAEHHOIO pesynsratamu UCMLITAHUM B COOTBETCTBYIOLLIEN hopme.
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19.3 AKTUBHOE UMMMAHTMPYEMOE MEAULIMHCKOE u3aenue 4omkHO ObiTb pa3paboTtaHo Takum oGpasom,
4yTOObI 0TKa3 NOBGOro M3 KOMMOHEHTOB, YaCcTu U3AENUA UNK (€CNKU U3aeNne UMEET BCTPOEHHYIO 9NeKTPOH-
HYIO CUCTEMY NPOrpaMMUPOBaHUA) NPOrPaMMHOr0 06ecne4YeHns He NPMBOAKUI K HENPUEMITEMOI ONAaCHOCTMU.

Metoauka oueHkn. NaeHTnduumupyoT 0NacHOCTH, BbI3bIBAEMbIE YCNOBUAMU BO3MOXHOTO €AUHUYHOTO
0TKasa, accoUMmpyroLMUecs C Kaxxaon pyHkumnen usgenua. Onsa kaxgon onacHOCTU OLEHMBAIOT BEPOATHOCTb
BpEAa NyTeM aHanuaa KOHCTPYKUMM C y4eToM moboro MeToaa KOHTPOMSA ONacHOCTM U AONYLLEHUEM TOro,
4YTO BEPOATHOCTb BPEAA, BbI3BAHHOIO KaXKAbIM M3 OTKA30B, A0SHKHA ObITb OLIEHEHA. AHANM3 KOHCTPYKLMU A0S1-
JKEH COMpOBOXAATLCA NPOBEAEHNEM UCTILITAHMI COOTBETCTBYIOLLETO BUAa.

Kaxkablil BU4 OnacHOCTM M OLIEHKa BEPOSTHOCTU Bpeaa, NPUYMHAEMOTO €10, AOMKHbI ObITb JOKYMEHTUPO-
BaHbI HAPAAY C aHanM3oM KOHCTPYKLMKU U pesyrnkTaTtaMu COOTBETCTBYIOLLMX UCMBbITAHUIA.

COOTBETCTBUE MOATBEPXAAIOT aHanM3om 0630pa COOTBETCTBYIOLLEN JOKYMEHTaLMKU, NOATOTOBNEHHbIM
N3roTOBUTENEM.

19.4 Bo3MOXHble NOGOYHbIE aChheKThI, BOZHUKAIOWME NPW NpeanonaraeMoM NpMMEHEHUU aKTUBHOTO
UMNNaHTUPYEMOTO MEAULMHCKOTO U3AENUSA, HE AOMKHbI BbI3bIBATL YPEIMEPHOTO Bpeaa.

MeTtoauka oueHku. Onpeaensitor noboUHbIE aPAEKThI M NPEMMyLLECTBA NPU NpeanonaraeMom npume-
HEHWUMW M3AENUS NN CCbINAIOTCA Ha Pe3ynbTaThl TEKYLLEN KIMHUYECKOW NPaKTUKKM NPU CXOACTBE usaenui nubo
Ha KNMUHMYECKUE UCCNEA0BaHNUs, NPOBEAEHHbIE cornacHo Tpeboanusam NCO 14155.

COOTBETCTBUE NOATBEPXKAAIOT OLIEHKOW AOKYMEHTaLMUMW U3rOTOBUTENS.

19.5 Ecnu nmnnaHTupyemble 4acTu akTUBHOIO UMMMAHTUPYEMOrO MEAULIMHCKOIO U3AENUS NpeHa3Ha-
YeHbl ANS BBEAEHWUSA NEKAPCTBEHHbIX CPEACTB, TO N3Aenune JOmKHO BbiTk pa3paboTaHo M U3rOTOBIIEHO TaKUM
06pa3om, 4To6bl BbITE COBMECTUMBIM C NPEANONaraeMbiM NEKAPCTBEHHLIM CPEACTBOM.

COOTBETCTBUE MOATBEPXKAAIOT aHanM3oM Au3aiiHa u3aenus, NPeaCcTaBneHHOro U3roTOBUTENEM, Noa-
TBEPXAEHHOro pacyeTaMmy U AaHHbIMU UCNbITAHWIA B COOTBETCTBYIOLLEN hopme.

20 3awwuTa n3genus ot NOBpeXAeHUN, Bbi3BaHHbIX NPUMEHEHUEM HapyXHbIX
aedundpunnaTopoB

MpumeyaHne — CM. Takke 28.12.

20.1 Cxema anekTponuTaHusi OyHKLMOHUPYIOLUMX HEUMNIIAHTUPYEMbIX 4acTel aKTUBHOIO WMMMMAH-
TUPYEMOr0 MEAULMHCKOTO U3aenusa, noACOEAMHEHHBbIX K aneKTpoaaM anektpokapauorpacda, aomkHa ObiTb
paspaboTaHa Takum o6pazom, YToObl Npu npoBeaeHun Aedubpunnaummu NocneaHNAa He BNUANA Ha usaenve,
npu YCroBUK, YTO 3neKTpoabl AeuOpUnnATopa HE BCTYNAlOT B NPSMOA KOHTAKT C 3NEKTpoAamMu 3MeKTpo-
Kapauorpada.

COOTBETCTBME MPOBEPSIOT B XOAE BbLIMONHEHMA MPOLEAYPbl U MyTEM WUCMbITAHUA cornacHo M3K
60601-2-27, noapasaen 51.101.

20.2 YacTn aKTMBHOMO MMMNMNAHTUPYEMOIO0 MEAMULIMHCKOIO U3Aenusi, NpeayCMOTPEHHbIE ANA UMNNAaH-
Tauumu B TeNO NauueHTa, AOIPKHbI ObiTh pa3paboTaHbl Takum 06pa3oMm, UToObl aepudpunnaumsa naymeHTa
He BNUANa NOCTOSIHHO HA u3genue, obecneynBasi 3TO TEM, UTO ANeKTpoabl aehubpunnaTopa He BCTynaioT
B NPAMON KOHTAKT C UMMNIIAHTMPOBAHHBIMM YaCTAMM.

Metoauka TectupoBaHus. Ucnonb3ylor reHepartop umnynbLcoB aedubpunnauumn, coaepxawmini RCL
KOHTYP, Kak Noka3aHo Ha pucyHke 1, ¢ napameTpamu:

C =330 Mk® 16,5 mk®; L =133 MH+0,13 MIH; R; + Rg =10 OM+£0,2 Om,

rae R; — conpoTUBREHWE Ha UHAYKTMBHOCTH, OM;
Rg — conpotueneHne umnynbcos gedubpunnsauumn, Om;
Vien — HanpshkeHue Ha Bbixoae, BT.
MakcumanbHaa amMnauTyaa UMNynbCca HanpspkeHus V., Ha BbIxoae reHeparopa UMnynbcoB aecuopur-
nauun yepes Rg aonxHa 6bith (140 +7) Br.
Cnegyet y6eaunTbCs, YTO KaTyLuKa MHAYKTUBHOCTHU NPU UMMNYNbCE MarHUTHO He HacbILLEHA.
OnpenensioT KaXaylo TOKOMPOBOASILLYIO YACTb, OTIIMYHYIO OT METannM4eckoro Kopnyca, kotopasi Mo-
XET KOHTaKTUPOBaTb C TKaHAMU yenoBeka. [MoacoeanHSIIOT reHepaTop UMNYNbLCOB Aechubpunnsuun yepes
conpotusnexue (300 +6) Om (CM. pUCYHOK 1) N0 ouepean Mexzay KaXaon TOKoNnpoBoAALLEN YacTblo U MeTan-
nuyeckum Kkopnycom. Ecnu kopnyc usgenus 3akniodeH B METarMYecKui KOXyX, NOKPbITbIM U30NMUPYIOLLUM
MaTepuanom MnNu U3roTOBNEHHBIN LENUKOM U3 U3OMUPYIOLLIET0 MaTepuana, norpyXatot Kopnyc usaenvsi B Me-
TannU4YeCcKuin cocya, 3anonHEeHHbIN (PU3M0NOrMyeckuM pacTBOPOM CONM 9 1/ n, U COEAUHSIIOT KOXKYX C COCYAO0M.
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McnbITLIBAIOT KaXAYI0 MPOBOASALLYIO YacTk, NOAABasA NOCNEA0BATENbHOCTb TPEXBOMLTOBLIX UMY bCOB
NONOXUTENbLHOW NOASAAPHOCTU C MHTEPBANaMu, paBHbIMU 20*2 ¢. 3atem ¢ uHTEpBaNOM 60*2 ¢ NOBTOPSIOT UM-
NynbCbl NPYU OTPULIATENLHOW NONAPHOCTU (CM. PUCYHOK 2).

R, 300 Om
—1 | 1
L
FeHeparop ]
VIMMYNbCOB Re[s* AUMA
T

PucyHok 1 — RCL KOHTYp ANns oueHkn aedubpunnayuu

Hanpsukenue, B
'}

+140
20 ,_ 20

20 20 60

-140

.

Bpems, ¢

PuncyHok 2 — ®dopma UMMynbCoB, Ucnonb3yemblx Npu gedubpunnayum

COOTBETCTBME CYMTAETCA NOATBEPHIESHHBIM, €CNKU aKTUBHOE MMNNaHTUPyemMoe MeauLUMHCKoe nsaenve
COOTBETCTBYET CneLudukaLmmn n3rotToBUTENs Nocne UCNbITaHNS, NPUBEAEHHOTO BbiLUE.

21 3awura nsgenusi OT USMEHEHUM, BbI3BaHHbIX IJNEKTPUYECKUMU NONAMU
BbICOKOM 3HEepPrumn, NnpunoXxeHHbIMU HENMOCPEACTBEHHO K MALMEHTY

MMnnaHTUpyeMble 3neKTponpoBOASLLME YaCTH aKTUBHOTO UMIMNAHTUPYEMOTO MEANLIMHCKOTO U3Menus,
KOHTaKTUPYIOLLME C TENOM 4erioBeka, AOHKHbI ObiTb CKOHCTPYMPOBAHbI TAKMM 0Bpa3oM, 4TOObLI BMMsIHME,
BbI3BAHHOE BO34EMCTBMEM BbICOKOSHEPrETUYECKOrO 3MEKTPUHECKOrO MOMsi, NPUNOXEHHOMO HENOCPENCTBEH-
HO K MaLMWeHTy, HanpuMep, Npu NPOBEAEHUN AUATEPMUMN, HE MPUBENO K MOBPEXAEHUIO U3AENUS MPU YCIOo-
BMM, YTO UMMIIAHTUPYEMbIE YacTU HE PACMONAraloTCs HEMOCPEACTBEHHO B 30HE, MO KOTOPOMW MPOXOAMUT TOK,
W HE HaxXoZATCS B TOI YacTu Tena YernoBeka, KoTopas ABMSETCA 30HOM NeyeGHOro BO3AeiCTBUS.

COOTBETCTBUE MOATBEPXKOAIOT aHANW3OM JM3aliHa KOHCTPYKUMM, MPEACTABIEHHOIO W3TOTOBUTESEM,
NOATBEPXKAEHHOMO pacHeTamn Ha OCHOBaHWUM PE3yrbTaToB UCCIEA0BaHUA B COOTBETCTBYIOLLEN (hopMe.

MpuMeyaHne 1—Cwm. Takke 28.12 1 28.13.

MpumedaHne 2 — TpeboBaHWs Mo 3alyUTe OT U3MEHEHWN, BbI3BAHHLIX BLICOKOSHEPreTUMECKUMU SNeKTpU-
YECKUMU MONAMU ANA aKTUBHLIX UMMNAHTUPYEMbIX MEAULMHCKUX W3AENUiA 0cobbiX BUAOB, MOrYT ObiTb YTOUHEHbI B NO-
crepyrowmx Yactax MCO 14708.

22 3awurta aKTUBHOro nMnnaHTupyemoro meamumnHCKoro usaenua
OT U3MEHEHUNN, Bbi3BaHHbIX NnPUMEeHeHneM pasHOpPOAHbLIX BUAOB Ne4yeHusn

MMnnaHTupyemble 4acTu akTUBHOTO UMMNIAHTUPYEMOTO MEAULIMHCKOTO U3Aenus A0MkHbI ObiTh paspabo-
TaHbl TakMm 06pa3oM, YToObl BO3AENCTBME YNLTPA3BYKOBON SHEPIUM HA AUArHOCTUMECKOM YPOBHE HE MOFTO
BbI3BaTb Kakue-nmbo HeobpaTuMble NBMEHEHUS.
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MeToauka TectupoBaHus. Morpyxator UMMNAHTMPYEMbIE YaCTU aKTUBHOTO UMMNITAHTUPYEMOrO MeAULIUH-
CKOro usgenusi (OTNnYHbIe OT NPOBOAHMKOB MSIM KAaTETEPOB) B BOASIHYIO BaHHY NPU KOMHAaTHOW TeMneparype
U B Te4eHue 1 4 noaBepraioT BO3AENCTBUIO YNbTPa3BYKOBOW 9HEPruM MOLLHOCTLIO (500 + 25) BT/M2, MCnosb-
3yS NIPU 9TOM NPOCTPAHCTBEHHbBIE MUKW U CPEAHUIA BDEMEHHON pexuM. MICnonb3yemblil CUrHaN 40SMKEH Nynb-
cupoBaTb ¢ kKoadhduumeHTom 3anonHenus (50 £ 10) %. Yacrora aomkHa ObiTh BbiOpaHa ot 2 40 5 MIu.

n puMmeyYyaHune 1— HaCTOFlLLlee ncnelTaHne He OTHOCUTCA K NPOBOAHMKaM U KaTeTepaMm, NOCKONbKY nogpas-
yYMeBaeTCH, UYTO 3TU n3genma He 6ynyT nogsepratbca BO3J€UCTBUIO ynerpa3ByKa B AUarHoCTU4eCKOM AnanasoHe.

COOTBETCTBME NOATBEPXAAIOT NPOBEPKON OTCYTCTBMA HEOOPaTUMbIX U3MEHEHUN, BbI3BAHHbIX UCMbITA-
HUEM, NPOBEPKOW 4OKYMEHTaLUNU, NpeaoCTaBNeHHOoN U3roToBUTENEM, NOATBEPXAEHHON pesynbraTtaMmm UCTIbI-
TaHWn B COOTBETCTBYIOLLIEN chopme.

MpumevyaHune 2—Cwm. Tarke 28.12, 28.14 n 28.15.

MpumeyvyaHne 3 — TpeboBaHUA NO 3alyUTe OT U3MEHEHUN, BbI3BAHHLIX PA3fINYHEIMW BUAAMU NEYEHUs,
ANA akTUBHBLIX UMNNaHTUPYEMBIX MEAULIMHCKNX M3Aenuii ocobbiX BUAOB MOryT GbiTh YTOUHEHbI B MOCNEAYIOWNX HacTAX
NCO 14708.

23 3awuTa akKTMUBHOro UMNMIAHTUPYEMOro MeAULMHCKOrO u3aenus
OT BO34eMCTBUA MEXaHUYECKUX cun

23.1 YacTtu akTUBHOIO MMMIIAHTUPYEMOIO MEAULIMHCKOTO M3Aenus, KOTopble NpU HOPMasibHOM UCNOSb-
30BaHWM NpeacTaensioT cobon pyyHOe unu nopratuBHoe 06opyaoBaHue Maccon He Gonee 10 Kr, AOMKHbI
GbITb CKOHCTPYMPOBAaHbI TAKUM 00pa3om, YToObl yAap, BbI3BAHHbIM MNAAEHUEM UNKU HENPAaBUMbHLIM 06paLle-
HWEM NPW UCMONb30BAHUM, HE NMOBPEANN U3JENue.

Metoauka TecTtupoBaHus. Noasepraiot pydHOe Unu NOPTaTuBHOE 060pPyAOBaHUE AKTUBHOTO UMMMAHTHU-
pyemMoro MeauLMHCKOro nsaenusi Mmaccou He 6onee 10 kr ucnbiTaHuio Ha cBOGOAHOE NageHne B COOTBETCTBUU
¢ MOK 60068-2-32 npu cneayioLmx yCrnoBusix:

a) ucnblTaTenbHas NOBEPXHOCTb: TBEPA0E AEePEBO NIIOTHOCTLIO HEe MeHee 630 kr/m> n TONLWMHOMN OT 50
00 55 Mm;

b) BbICOTa NageHus:

1) 1 M — ans py4Horo o6opyaoBaHus,
2) 50 MM — ans nopTaTUBHOTO 060PYAOBAHUS;

C) NOnoXeHue, Npu KOTOPOM nagaeT obpaseL, COOTBETCTBYET NONOXKEHUIO MPU HOPMaribHOM UCTONb30-
BaHUM.

COOTBETCTBUE CUUTAETCA NOATBEMKAEHHBLIM, €CNKU NOCNEe NPOBEAEHUS UCTILITAHUS, ONTMCAHHOTO BbILLE,
UCMbITABLLAA NageHne YacTb M3Aenus PYHKLUMOHMPYET COrnacHo cneuudukaumm u3rotoButens Ans 4aHHOW
4acTu u3genus.

23.2 iMnnaHTupyemble UNKU NepeHOCHbIe NauMeHTOM YacTU akTUBHOIO UMMIAHTUPYEMOTO MEAWULMH-
CKOTO U3AENUs, UHbIE, HEXENN MPOBOAHMKM UMK KaTeTepbl, AOSDKHbI ObITb CKOHCTPYUPOBaHbI TAkMM 06pa3om,
4YTOObI BbIAEPXKUBATE MEXAHUYECKUE YCUITUA, KOTOPbIE MOTYT BO3HUKATbL NMPU HOPMAIIbHbIX YCNOBUSIX UCTONb-
30BaHusA.

MeTtoamka TeCTMpOoBaHWA. YCTAHABNMBAIOT KaXAYH0 UMNIAHTUPYEMYIO UIU NEPEHOCHYIO YacTb aKTUBHO-
ro UMMMaHTUPYEMOro MeamLMHCKOro U3genus B COOTBETCTBUU € pekomeHaaumuamu MOK 60068-2-47, npuno-
XeHue A, Ha ucnbiTateribHoM 060pyAOBaHUM ANs OLEHKU BUGPALMOHHBLIX BO3AENCTBUI (BUOPOCTEHAE) B CO-
orBeTcTBMU C MOK 60068-2-64 npu cneaytoLmx ycroBusx:

a) 4acTOTHbIN AnanasoH: ot 5 4o 150 Mu;

b) cnekrpanbHbiii ypoBeHb ASD: 0,1 r2/I'u,;

C) NpPOAOIKMTENBHOCTL BO3aencTBuA: 90 MUH, U3 pacyeta 30 MUH BO3AEUCTBUI MO KAXKAOMY U3 TpeX
B3aMMHO NepPnEHANKYNSIPHbIX HanpaBneHui;

d) BOCMPOU3BOAUMOCTL: CPEdHAS.

COOTBETCTBUE CUUTAETCSI MOATBEPKAEHHBIM, €CIIM aKTUBHOE UMNSIAHTUPYEMOE MEAULIMHCKOE U3Aenue co-
OTBETCTBYET cneundukalmm Ha u3aenue nocrne npoBegeHus B NOSIHOM 06beMe UCTbITaHNS, NPUBEAEHHOTO BbILLE.

23.3 MnnaHTupyeMble NPOBOAHUKM UINN KATETEPbI AO0MKHbI BblAEPXKUBATb HATPY3KY PACTSXKEHUEM, KOTO-
pasi MOXXET BO3HWUKHYTb BO BPEMSA UM NOCIe COGCTBEHHO MMNnaHTaumu, 6e3 paspyLueHusi Kakoro-nubo us npo-
BOAHMKOB Unn 06pa3oBaHusi TPELLMH B SNIEKTPMYECKOIN n3onsaummn nubo B Tene NpoBOAHUKA UMW KateTepa.

COOTBETCTBUE NPOBEPSAIOT aHANW3OM AU3aiiHa KOHCTPYKLMW, NPEACTABNEHHOIO U3rOTOBUTENEM U NOA-
TBEPXKAEHHOrO pacyeTamu u pesynsrataMu UCMbITaHUIA M3rOTOBUTENS B COOTBETCTBYIOLLEN hopme.
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23.4 ViMnnaHTMpyemble NPOBOAHWKN, UMEIOLLME COEAUHEHNUSA ABYX M BONee NpoBOASALLMX KOMIOHEHTOB,
JOMKHbI BbITb CKOHCTPYMPOBaHbI Takum 06pasom, 4ToGbl B 06nacTy coeAnHEHUS] HE BO3HUKANO U3rMBHbIX Ha-
MPSXKEHWIA OT Harpy3ku, KOTOPas MOXET UMETb MECTO MPU BbIMOMTHEHUM UMNMAHTALMMW U NOCNE Hee.

COOTBETCTBUE NPOBEPAIOT aHANU30M WHAMOPMaLMKU, NPEeaOCTaBNEHHOW U3rOTOBUTENEM U NMOATBEPMK-
[AEHHON pe3ynesTataMu UCTbITaHWIA OT U3rOTOBUTENSA B COOTBETCTBYIOLLEN hopMe.

23.5 iMnnaHTMpyemble MPOBOAHUKU UMW KaTeTepbl OOSMKHbI BbIAEPKUBATb U3TMOHbIE HANPSKEHWS,
KOTOpbIE MOFYT BO3HMKATb MPW UMMNAHTaUMM Unu nocne Hee, 6e3 NpU3HAKOB MEXaHWYECKUX paspyLUEeHMii
Kakoro-nubo M3 NPOBOAHWKOB MNWM 0OpasoBaHUA TPELMH B 0OMOTKE aneKTpU4eckon nsonsiuum nubo B Tene
NPOBOAHMKA UMK KaTeTepa.

COOTBETCTBUE NOATBEPXAAIOT aHANM3OM UHGOPMaLUK, MPEeAOCTaBNEHHON U3FOTOBUTENEM U NOATBEPK-
[AEHHON pe3ynesTatamMu UCTbITaHWIA OT U3rOTOBUTENSA B COOTBETCTBYIOLLEN hopMe.

23.6 IMnnaHTMpyemble KOHHEKTOPLI, NPeAHa3HaYeHHbIE ANns UCMONb30BaHUA MEAMLMHCKUM NepCoHa-
NOM C LiENb0 COEANHEHNS UMNIAHTUPYEMbIX U3AENUA AN UX NPUHAANEXHOCTEN, AOMKHbI BbiTh UAEHTUDM-
uupoBaHsl (cM. 8.2 1 9.2). M3rotoButens JOMKEH YTBEPAUTL MX HA3HAYEHUe Npu umnnaHTayum (cMm. 28.4)
COrnacHo cneayoLwen MeToAuKe.

Metoauka Tectuposanus. Morpy>atT co6paHHy0 napy KOHHEKTOPOB B CONIEBOM PacTBOP KOHLEHTpa-
uueit npubnuanTensHo 9 r/n Npu KOMHATHOW TEMMNepaType He MeHee YeM Ha 8 Y. [locne u3BnevYeHus U3 co-
NeBOro pacTesopa 3Ty ke napy KOHHEeKTOpOB MOABEpPratoT BO3AENCTBUIO pasgensiowen cunel (5,0 £ 0,5) H,
(7,5+£0,5) Hun (10,0 £ 0,5) H kaxxablit pa3 He MeHee YeM B TedeHue 10 ¢ U OTHOCUTENBHOrO KPYTALLETO MOMEH-
Ta, paBHoro (0,02 + 0,005) H-m. Ecnn coBpaHHas napa KOHHEKTOPOB CKOHCTPYWPOBaHa TaK, UTO AONyCcKaeT
MOBOPOT YacTel napbl OTHOCUTENBLHO APYr APYra, TO NMPW UCNbITAHUW KPYTALLMIA MOMEHT He Haao0 NpUKNaabl-
BaTb. 3anNUCbIBAIOT 3HAYEHME MAKCMMAIIbHOW CUIbl, MPU KOTOPOM HE MPOU3OLLNO pa3AeneHne KOHHEKTOPOB
B Ka4YeCTBE pesynbrara UCnbITaHus.

COOTBETCTBUE NOATBEPXKAAIOT OLIEHKOW NPOTOKOSOB UCNLITAHUS N3FOTOBUTENS.

24 3awurta akTUBHOIO MMMNNAHTUPYEMOro MeauLMHCKOro usaenua
OT NOBPEXKAEHUN, BbI3BAHHbIX ANEKTPOCTAaTUYECKUM Pa3psaaoM

HeumnnaHTupyembie YacT akTUBHOTO MEAULIMHCKOrO U3AENUA AOMKHbI ObITb CKOHCTPYUPOBAHbLI TAKUM
00pa3om, YToObl AMEKTPOCTaTUYECKMIA pa3psaa, KOTOPbIN MOXET BO3HUKHYTb Npu o6GpalleHun ¢ usgenvem,
He Bbi3Ban B HEM HEOOPATUMbIX UBMEHEHUIA.

Metoauka TectupoBaHusi. Moaknio4aloT K CETU U3genue COrnacHO MHCTPYKUUKM usrotoButensi. Hemm-
nnaHTupyemas 4actb JOSDkHa BbiAepXMBaTh BO3AENCTBUE SNEKTPOCTATUYECKOro paspsaa COrnacHo onuca-
HUi0 B MOK 61000-4-2 (npu yCnoBUAX OKPYXaIOLLEN cpeabl TOYHO Mo ykasanuam 8.1.1), paBHoro 2 kB B cnyyae
KOHTaKTHOro pa3spsia Ha NPOoBOASILLE NOBEPXHOCTM U 8 KB B cnyyae paspsiaa B BO3yxe HA M30NUPOBAHHbIX
noBepxHocTAxX. K kaxxaon ucneiryemoi Touke Heobxoaumo noaeectu He MmeHee 10 pas paspsiai, paBHbii 2 kB,
u He MeHee 5 pa3 — 8 kB.

COOTBETCTBME CUNTAETCA NOATBEPIAEHHBLIM, €CNU aKTUBHOE UMNIIAHTUPYEMOE MEAULIMHCKOE M3Aenue
byHKUMOHUpPYET B 6e30MacHOM pexvMe U MOXET ObiTb Nepesarpy)xeHo ans obecneyeHusi Bcex (OyHKLMIA, 3a-
SIBMEHHBIX B cneuuduKaLum U3roToBUTens.

MpumeyaHue— TpeboBaHus no 3awmTe OT NOBPEXAESHUA INEKTPOCTATUHECKUM Pa3psiioM AN onpeaeneH-
HbIX BUAOB aKTUBHBLIX UMMIAHTUPYEMbIX MEAMLIMHCKUX U38eNWIA MOryT 6bITb YTOMHEHBI B nocnegytowux Yactsix MUCO 14708.

25 3awmTa aKTMBHOro UMNJIAHTUPYEMOro MeaUUUHCKOro usaenusi
OT NOBPEXAEHUN, BbI3BaHHbIX U3BMEHEeHUSAIMU aTMOC(epHOro AaBreHust

MMnnaHTMpyeMble YacTu akTUBHOIO UMMMAAHTUPYEMOr0 MEAULIMHCKOTO M3AENUS AOMMKHbI ObiTb CKOH-
CTPYUpPOBaHbl TAaKUM 06pa3oMm, YTOObl NPOTUBOCTOATL U3MEHEHUSIM [1aBMNEHUsI, KOTOPbIE MOTYT BO3HUKHYTh
npu TPAHCNOPTUPOBAHUM UITM HOPMASbHbIX YCIOBUAX UCMONb30BAHUA.

CoOoOTBETCTBUE NOATBEPXKAAIOT AHANU3OM AN3aiHa KOHCTPYKLUM U OLIEHKOW OTYETa U3roTOBUTENSA O pe-
3ynbratax UCnbITaHuii Mo OLeHKe nocneacTsuin gedhopMmanumn nsgenua npu sHadeHusix aasnenus (70 £3,5) klMa
n (150,0 = 7,5) kla, npuknagbiBaeMoro B Te4eHne He meHee 1 u.

MpumMeuyaHune— TpeboBaHus no sawute oT NoBpeEXAEHWUS, BbI3BAHHOTO U3MEHEHUEM aTMocdepHOro Jaene-
HUSA, AN aKTUBHBLIX UMIMIIAHTUPYEMbIX MEANLIMHCKMX N3AeNnii onpeaeneHHbIX BUAOB MOTyT BbiTb YTOUHEHBI B NOCMEAYio-
wmx vactsax MCO 14708.
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26 3awuTa akTMBHOro UMNJAHTUPYEMOro MeAULIMHCKOrO N3aenus
OT NOBpPeXAEeHUH, BbI3BaHHLIX NepenagaMmu Temneparyp

26.1 HeumnnaHTMpyemble 4acTu akTUBHOIMO UMMMAHTUPYEMOro MEAMLIMHCKOTO U3genua, paboTaoLime
OT UCTOMHUKOB 9NEKTPO3HEPrum, AOMKHbI ObiTb pa3paboTaHbl U U3rOTOBMEHbI TakuM oBpa3oM, 4Tobbl COOT-
BeTCTBOBaThL TpeboaHmam MOK 60601-1, pasgen 42.

COOTBETCTBME NOATBEPXKAAETCH B COOTBETCTBUM C TpebGoaHuamu MIOK 60601-1.

26.2 MnnaHTUpyemble 4acTu aKTMBHOTO UMMNAHTUPYEMOro MEAWLMHCKOrO U3LENUA OOMKHbI ObiTh
paspaboTaHbl U U3rOTOBMEHbLI TakUM 0Opa3oM, YToObl MU3MEHEHUA TeMnepaTypbl, KOTOPblE MOTYT BO3HWUKaTb
npu XpaHEeHUW WU TPAHCMOPTMPOBAHWN, HE BbI3BaNW B HUX HEODPATUMbIX UBMEHEHWUA.

Metoauka TecTupoBaHus. IMNNaHTUpyemele YaCcTh aKTUBHOTO UMMNAHTUPYEMOro MEAULIMHCKOTO U3ae-
1WA, HAXOAALLMECH TONBLKO B CTEPUITbHOW YNakoBKe, NOABEPratoT UcnbiTaHuto cornacHo M3OK 60068-2-14 (cm.
ucnbitTaHne Nb) npu cneayroLmx yCrnoBusx:

a) Mpu HWU3KOW TemnepaType: CaMOM HUXKHEM 3HAYEHUW TemnepaTypel XPaHEeHUsl, YCTAHOBNEHHON U3-
rotosutenem, unu npu MuHyc (10 £ 3) °C (CMOTps, YTO BbiLLE);

b) npu BbICOKOW TemnepaType: caMOM BEPXHEM 3HAYEHWUU TemnepaTypbl XPaHEHUS, YCTaHOBMNEHHOW
n3roToButenem, unu npu (55 £ 2) °C (CMoTps, YTO HUXE);

C) Npu CKOpOCTU nameHeHus Temnepatypsl (1,01 0,2) °C/MuH.

COOTBETCTBUE CHUTAETCS NOATBEPHAEHHBIM, €CIM aKTUBHOE UMMMAHTUPYEMOE MEAULMHCKOE usgenue
COOTBETCTBYET cneunduKkaLum Ha u3aenue nocne NpoBeAeHUa ucnbiTaHus. Ecnu temneparypbl npu TeCTupo-
BaHUK UHbIE, HEXenn MUHYC (10 £ 3) °C 1 (55 £ 2) °C, TO 9TO AOMKHO ObITb OTPAXKEHO B NPOTOKOSE UCTILITAHWIA.

27 3awurta akTUBHOIO UMMNMAHTUPYEMOro MeAULIMHCKOIO U3AENINA OT 3MeKTPo-
MarHMTHOro HEMOHU3UPYIOLLETO U3NYYEHUs

MMnnaHTMpyeMble 4acTu akTUBHOTO MMNAAHTUPYEMOTO MEAULIMHCKOTO N34ENuUa He AOSKHbI Bbi3bIBaTb
Kakoro-nubo Bpena, 06yCNOBNEHHOrO YYBCTBUTENbLHOCTLIO K ANEKTPOMAarHUTHOMY BO34E€MCTBUIO, CBA3AHHO-
MY C BHELUHUMW SNEKTPOMArHUTHBIMU MONISIMU, HW 3a CYET HEMNPAaBUNBLHOIO (DYHKLMOHMPOBAHUA U3AENUSA,
HUW 3@ CYET NOBPEXAEHUA U3AENUA, HU 3a CHET Harpesa M3genus, Hu 3a CHET BbI3BAHHOTO NIOKANLHOIO YBEmnu-
YEHUs1 NNOTHOCTU MHAYLMPOBAHHOTO 3NEKTPUYECKOro TOKA y NauueHTa.

MeToauka ncnbiranus. OnpeaensiloT BO3MOXHbLIE ONACHOCTU, NPUHUMAA BO BHUMAHWUE 3NEKTPOMarHuT-
HOE None B OKpYXalowwen cpeae, B KOTOPON NPeaycMOTPEHO NPUMEHEHNE aKTUBHOTO MMNAAHTUPYEMOTO Me-
AWNLMHCKOTO u3aenus. ns Kaxaoro NoTEHUManbLHOro CTOMHUKA BpeAa OLEHMBAIOT BEPOATHOCTL Bpeaa ny-
TEeM aHanu3a Au3ainHa KOHCTPYKLUM C TOYKU 3PEHUA KOHTPONA onacHocTn nioboro euaa. MNpu HeobxoaumocTu
NoATBEPXAAIOT aHanNU3 Au3aiiHa pesynsrataMu UCNbITaHUA.

MpuMmevyaHune 1—Bnepsom NPUGIIMKEHNN NPUHUMAIOT 3HAHYEHUE MArHUTHON MHTEHCUBHOCTU paBHBIM 150 A/M
NPy U3MeHeHUn YacTtoTsl oT 100 Ky o MakcuManbHoro aHadeHns 30 MMy, SnekTpudeckoe none uccneioBaTh HE HYXHO.

CooTeeTcTBME NOATBEPKAAIOT 3KCNEPTU3ON COOTBETCTBYIOLLEN AOKYMEHTaUuWU, NOAroTOBNEHHON U3ro-
TOBUTENEM.

NMpumevyaHune 2—TpeboBaHKUA NO 3aWMUTE AKTUBHBIX UMMNAHTUPYEMBIX MEAULIMHCKUX W34enuit onpegeneH-
HbIX BUAOB OT ANEKTPOMArHUTHOTO MOHU3NPYIOLLIErO M3NEYEHNS MOTyT BbITb YTOMHEHbI B nocneaytowwux vactax MCO 14708.

28 Conposoxparouwan 4OKyMeHTauua

28.1 Conposoxgalowasa AOKYMEHTauua A0SMKHA codepaTb HauMeHOBaHue U aapec WU3rotosuTens,
BKJIOMAA CTPaHy 1 ropoa.

CO0OTBETCTBUE NPOBEPSIOT B X0A4€ OCMOTpA.

28.2 Ecnu ynakoBka coaepxut kakue-nubo paguoakTMBHbIE BELLIECTBA, TO CONPOBOXAAIOWAA OOKY-
MEHTaLuA A0SKHA coaepkarb MHgopMaLmMIo, yKa3biBalOLLYIO TUM U CTENEHb aKTUBHOCTU PaguOaKTUBHbLIX Be-
wecTs (CM. Takke pasaen 18).

Co0TBETCTBUE NPOBEPSIOT B X0A€ OCMOTpA.

28.3 ConposoxxgatloLlasi AOKYMEHTauus AoshkHa cogepxarb onucaHue usgenus (Hanpumep, Kapamo-
CTUMYNATOP) M 0603HaYeHUe U3aenus.

CooTBETCTBUE NPOBEPSIOT B X0AE OCMOTpA.
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28.4 Ecnu ynakoBKa COAEPXMT UMNNAHTUPYEMYIO YaCTb aKTUBHOTO UMMIAHTUPYEMOIO MEANLMHCKOTO
nsgenus, NpeaycMoTPEeHHYIo ANA COEANHEHUS C APYTUM UMMNNaHTUPYEMbIM U3AenuemM unu UMNNaHTupyemomn
NPUHAANEXHOCTLIO, B COMPOBOXAIOLLYIO JOKYMEHTALMIO AOIKHbI ObITb BKIOYEHbI AAHHBIE O MAKCUMANbHOM
3HaYeHUn ycunua pukcauum coeamHeHns, Nofy4eHHOM cornacHo 23.6.

COO0TBETCTBME MPOBEPSAIOT B X0A€ OCMOTpA.

28.5 B conpoBoxaaioLLeit OKYMEHTaLMn 4OMmKHAa ObiTk BKMoYeHa MHAOPMaLUs — NepeyeHb NpuHaa-
NEeXHOCTEW, KOTOPbIE MOTYT NOTpeboBaTbCA Ana paboTbl C M3AenMeM 1 Ans ero 0OCHOBHbIX (DYHKLIMIA.

CoO0TBETCTBME MPOBEPSAIOT B X0A€ OCMOTpA.

28.6 B conpoBoxaroLLen JOKyMEeHTauUM OOSMKHO COAepxKaTbCA NOsICHEHME METOA4a WHTepnpetauuu
naeHTuPUKaLUOHHBIX KOAOB, Tpebyembix 13.3.

CoO0TBETCTBME MPOBEPAIOT B X04E€ OCMOTpA.

28.7 Ecnu NnpMMEHUMO, B COMPOBOXAAKLLYID AOKYMEHTAUMIO AOMMKHA ObiTh BKOMEHA UHGOpMaums,
OTHOCALLAACA K NeKapCTBEHHbIM CPeACTBaM, AOCTaBKY KOTOPbIX NpeanonaraeTcs OCyLecTBAATb, UCNONb3ys
aKTMBHOE MMMNNAHTUPYyEeMOE MeauLMHCKoe usgenue (cMm. Takke 14.4 n 19.5).

Il punMmedHaHne — 3ToT MYHKT HENPUMEHUM K NeKapCTBeHHbIM CpeAcTBaMm, ABnAoLWMUMCA HEOTbEMMEMON Ya-
CTbO aKTUBHOIO MMNnaHTUpyemoro MeauLMHCKoOro nsgenua.

COO0TBETCTBME NMPOBEPSIOT B X0A4€ OCMOTpA.

28.8 B conpoBoxaaoLLyl0 AOKYMEHTALUMIO AOMKHO ObiTb BKIOYEHO ONUcaHue nNpeanonaraeMoro npu-
MEHEHUs M3aenus, AaHbl cneyndukaumun Ha usgenue n npeacraeneHa nHdopmaumsa O 3Ha4UMbIX NOGOYHBIX
appektax (cM. 19.4).

COOTBETCTBME NPOBEPSAIOT B X0A4€ OCMOTpA.

28.9 B conpoBoxaaloLyio JOKYMEHTAUMIO A0MKHA ObITb BKAOYEHA MHAOPMaUMA, NO3BONAIOWAA Te-
paneBTy BbIOpaTb NOAXOAsLUEE Usgenne, NPUHAANEXHOCTU U CBA3AHHbLIE C HUM u3aenus (Hanpumep, npo-
rpammarop).

COOTBETCTBME NPOBEPSAIOT B X0A4E€ OCMOTpA.

28.10 B conpoBoxaaloLLylo JOKYMEHTAUMUIO AOMKHA ObiTb BKMIOYEHA UHCTPYKUMA NO NPUMEHEHUIO aK-
TUMBHOTO UMMAMAHTUPYEMOTO MEAULIMHCKOTO U3aenus, 4ToObl Bpay 1, ecnv AoNyCTUMO, NALUEHT MOTTIM UCNOSb-
30BaTb €ro NPaBUsIbHO.

COO0TBETCTBME MPOBEPAIOT B X04€ OCMOTpA.

28.11 B conpoBoXaatoLLyo AOKYMEHTaLMIO A0MKHA ObITb BKMNIoYeHa uHdopmaLmsi 06 onacHOCTSX, KO-
TOPbIX MOXHO M36eXaTb Npu UMNNAHTaLUn.

COO0TBETCTBME MPOBEPAIOT B X04€ OCMOTpA.

28.12 B conpoBOXaatoLLyto AOKYMEHTaLMIO AOMKHbI ObiTb BKMIOYEHbI NPeaynpeXXaeHus, Kacalolmecst
NCNOMNb30BaHUA MEQULMHCKOro U3aenusa, Bknoyas nHdopMauuio 06 onacHoCTAX, KOTOpble MOTYT ObiTb Bbl-
3BaHbl B3aMMOAENCTBUEM MMNNAHTUPYEMOTO U3AENUA U ApYroro o6opyaoBaHUs, KOTOPOE MOTYT NMPUMEHATb
B APYrMX KIIMHWMYECKUX npoueaypax, Ui MeauuMHCKUX MaHUNynsauusx, Hanpumep TakuX, Kak YNnOMSHYTbI
B 20.2 u pasgenax 21, 22 n 27.

COOTBETCTBUE NPOBEPSIOT B XOAE OCMOTpA.

28.13 B conpoBoOXxaawLWy AOKYMEHTALUK AOMKHbI ObiTb BKMIOYEHbI MPEAYNPEXAEHUS O TOM,
YTO €CNU K NaUWUeHTY C aKTUBHbIM UMNAAHTUPYEMbIM MEAULMHCKUM U3AENMEM MPUMEHAETCA Kakoe-nubo
neyebHOE BO34ENCTBME, MPU KOTOPOM Yepes ero TENO NPOXOAUT SNEKTPUYECKUI TOK, (POPMUPYEMBII BHELL-
HUM WUCTOYHMKOM, TO u3genue AOMKHO ObiTb CHa4Yana Ae3akTMBUMpOBaHO nMubO cneayeT yaenuts ocoboe
BHUMAaHWE MOHUTOPUHIY pabounx XapakTepUCTUK akTUBHOIO WMMMAHTUPYEMOro MEAMLMHCKOr0 usgenus
Ha Ha4YanbHOW CTaAMN NeYeHus.

COOTBETCTBME MPOBEPSAIOT B X0A€ OCMOTpA.

28.14 B conpoBOXaaloLyl0 AOKYMEHTaLUO AOMKHbl OblTb BKMIOYEHbl MNPEaynpexaeHust o TOM,
YTO Ha UMMNAHTUPYEMbIE YacTU aKTUBHOIO UMMMAHTUPYEMOro MeAWULMHCKOrO U3AENUS HE JOIDKHO OKas3bl-
BaTbCA BO3AENCTBUS yNbTPa3BYKOM TepaneBTUYECKOro YPOBHS, MOCKOMbKY W3AEnuMe MOXET HeaaekBaTHO
CKOHLIEHTPNPOBATh YNbLTPa3BYKOBOE NOMe U NPUYUHUTL Bpead.

Co00TBETCTBUE NPOBEPSAIOT B X0A4E€ OCMOTpA.

28.15 B conpoBoXxaatoLLy0 AOKYMEHTaLUMIO AOMKHO ObITb BKAOYEHO NpeaynpeXaeHne 0 TOM, YTO arek-
TPUYECKNE KOMNOHEHTbI B aKTMBHOM UMIITAHTUPYEMOM MEQULIMHCKOM M3AENUN MOTYT ObITb NOBPEXAEHBI TEPa-
NeBTUHECKUM MOHWU3UPYIOLLIMM U3TITYYEHUEM U YTO NOBPEXAEHUE U3AENUA, BOSMOXHO, He OyAET BLISIBNEHO CPa3y.

Co00TBETCTBME NPOBEPSIOT B X0/1€ OCMOTPA.
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28.16 B conpoBo)aatoLLyo AOKYMEHTALMIO AO0MKHO ObiTb BKIIOYEHO 3asBNEHNE O TOM, YTO UMMIAHTK-
pyeMble YacTW akTUBHOMO UMMNAAHTUPYEMOTO MEANLMHCKOTO U3AENUSA CTEPUSIbHbI.

COOTBETCTBME NPOBEPSIOT B X04€ 0OCMOTpa (CM. Takke pasgen 11).

28.17 Ecnu npumMeHnmo, B CONPOBOXAAIOLLYIO AOKYMEHTAUMIO AOSKHLI OblTh BKIHOYEHbI MHCTPYKLMK
no MeToay cTepunusauun NPUHaAANEXHOCTEN, NOCTAaBNSAEMbIX HECTEPUILHBIMU, U MO paboTe C CoAePHKUMbIM
CTEpUIIbHON YMaKOBKMU B Criyyae, ecnv oHa Obina NOBpeXxaeHa Unu BCKPbIBanach paHee.

COOTBETCTBUE NPOBEPSIOT B X04€ OCMOTpA.

28.18 Ecnu npuMMeHuMo, CONpPOBOXAAKOLAs AOKYMEHTauua AOShKHA codepXaTb npeaynpexaeHue
0 TOM, YTO UMMMAHTUPYEMbIE YACTU HEAONYCTUMO UCMONb30BaTh NMOBTOPHO, €CAM A0 3TOr0 OHW Obinu UM-
NNaHTUpPOBaHbl APYroMy nauueHTy. B npoTuBHOM crnyyae conpoBoxaaroLas 40KyMeHTauums, noctasnsaeMas
C UMNNAHTUPYEMbIMU HYaCTAMU, AOIMKHA COAEeMKaTb NPeaYyNPeXaeHne 0 TOM, YTO u3genine MOXHO UCMNOoNb30-
BaTb MOBTOPHO, TOMbKO €CNK OHO GbINO BOCCTAHOBMEHO NOA KOHTPOMNEM U3rOTOBUTENS.

COOTBETCTBUE NPOBEPSIOT B X04€ OCMOTpA.

28.19 Ecnmn nspgenne cHabXeHO WCTOYHMKOM MUTaHUA, TO CONPOBOXAALLAA AOKYMEHTaUuMsa AO0rmKHa
cogepxatb UHAOPMaLMIO, MO3BONSIIOLLYIO YCTAHOBUTbL CPOK CMNy>Obl U3genusa B crnyyae, ecnu usgenue uc-
Nonb3yeTcsl NPU HOPMarbHbIX HACTPOWKAX, YCTAHOBIEHHbLIX U3rOTOBUTENEM, U B Criydae, eCnu B napaMeTpbl
(DYHKLMOHUPOBAHUSA ObINU BHECEHBI UBMEHEHWS, B PE3yNnbTaTe KOTOPbIX HAabMOAaNMCb MaKCUMaIbHbIE YTEUKU
TOKa, COOTBETCTBYIOLLME MO BENUUMHE TPEOOBAHNAM KIIMHUYECKOTO NMPUMEHEHUS.

COOTBETCTBME NPOBEPSAIOT B X04€ OCMOTPA.

28.20 B conpoBOXAAIOLLYIO JOKYMEHTALMIO AOMMKHO ObITb BKMIOYEHO NpeaynpexaeHue o pekoMmeHaye-
MbIX Mepax NpeaoCTOPOXHOCTU AN NpeaoTBpaLleHUs HebrnaronpuATHbIX 3MEKTOB, CBA3AHHbIX C U3MEHE-
HUEeM paboumnx xapakTepuCTUMK aKTUBHOTO UMMAAHTMPYEMOTO MEAULIMHCKOTO U3aenus.

COOTBETCTBUE NPOBEPSAIOT B X04€ OCMOTpA.

28.21 B conpoBoaatoLLyo AOKYMEHTALMUIO A0MKHA ObiTb BKMOYEHA MHAOPMaUus O cneuuanbHbIX
YCNOBUSIX OKPY>KaOLLEN cpefibl U OTPaHUYEHUSX N0 TPAHCMOPTUPOBAHUIO (HanpUMep, 0 NpeaoTBpaLleHUn
yAApHbIX BO3AEHCTBMIA, BUOpauun, TeMnepaType, AaBNeHNn U BNAXHOCTH), Heobxoaumas aAns npaBuIbHOMO
TPaHCNOPTUPOBAHUS U XPaHEHUS U3aenus

COOTBETCTBME NPOBEPSAIOT B X04€ OCMOTPA.

28.22 B conpoBOXAatloLLYy0 AOKYMEHTaLMIO AOMKHLI ObITb BKIHOYEHbI MEPbLI NPELOCTOPOXKHOCTHU, KOTO-
pble HeoBx0AMMO NPeAnPUHATL ANA NPEA0TBPAaLLEHUs HeBNaronpUATHOrO BO3AENCTBUSA HA NauueHTa B CBA3N
€O cneumduyeckuMm HebnaronpUATHLIMKU YCIOBUSAMU OKPY>KaloLLen cpedbl (Hanpumep, Hanu4ueM anekTpo-
MarHMTHbIX MOMEX, 3KCTPEMarbHbIX TEMNEPaTyp, CKAYKOB AABINEHUS).

COOTBETCTBUE NPOBEPSIOT B X04€ OCMOTpA.

28.23 B conpoBOXAAOLLYHO AOKYMEHTALMIO AOSDKHBI ObITh BKIIOUYEHBI COBETHI O TOM, YTO MALUEHTY cne-
AYET YTOYHUTb MEeAULIMHCKME PEKOMEHAALMK, Nepe TEM KaK MonacTb B OKPYXaIOLLYIO cpeay, yCroBus KOTOpOi
MOryT HeGRaronpuATHO OTPa3UTLCHA Ha paboTe akTUBHOIO UMMIAHTUPYEMOTO MEAULIMHCKOTO U3enus, B TOM
yucne obnactu, 3almMLLEHHbIE HAANMUCAMM O HEAOMYCTUMOCTU BXOAA NALMEHTOB C KaPAMOCTUMYMATOPaMU.

COOTBETCTBUE NPOBEPSAIOT B X04€ OCMOTpa.

28.24 EcCnnm npMMeHMMO, B CONPOBOXAAMOLLYIO AOKYMEHTALUMIO AOSDKHA ObiTh BKMOYEHA MHCTPYKLMA
0 npueMneMomM cnocobe yganeHus Unu u3BnevyeHnss akTMBHOrO UMNIAHTUPYEeMOro MEeAMLUHCKOTO U3enus.

COOTBETCTBUE NPOBEPSIOT B X04€ OCMOTpA.
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MpunoxeHune A
(cnpaBouHoe)

CoorBetcTBME Mexay (hyHaameHTanbHbIMU npuHuunamm UCO/TO 14283
u pa3genamMmm HacTosWero ctaHgapra

Tabnuya A1

dyHaameHTanbHble NpuHUMnB MCO/TO 14283 Pasaensl HacToAWero ctanAapTa U oxBaTbiBaeMble acneKTbl

3 O6wue npuHUMNbI 8.1 Tpebyetcs, 4To6bI NpegynpexaatoLme Hagnucu

6bINK 3aMeTHBIMK
3.1 MMnnaHTaThl JOMKHbI ObiTh paspaboTaHbl U CKOHCTPY-

1poBaHbl TakuM o6pa3oM, YTobbl NpK UCNONB30BAHUU B YC-
TIOBUSAX W C LENbHo, AN KOTOPbIX OHU CO3faHbl, HE BO3HU-
Karno yrposbl 6e3onacHocTu NnaymeHToB unu 6e3onacHocTy
1 XW3HU Nonb3oBaTenel, a TaKke Apyrux nuu, rapaHTupys
TeM caMblM, YTO NGO PUCK, KOTOPLIA MOXET BbITb
CBSA3a@H C WX NCMOMNb30BaHWEM, SBNSETCA NPUEMNEMBIM
Hapsay € Nonb3oii AN nauvMeHTa uim ConocTaBuM C BbICO-
KUM YPOBHEM 3aLLuThI ero 30poBbs U 6e30nacHoCTH

3.2 PelleHuns, NpuHsTEIE U3roToBUTenemM gns paspabotkun | (Hactoawwit npuHuun aenseTtcs dpyHaaMeHTanbHbIM

U KOHCTPYWMPOBaHMUSI UMMNNAHTaToB, AOMKHLI COOTBET- MO OTHOLUEHWIO KO BCEM aKTUBHLIM UMNAAHTUPYEMbIM
CTBOBaTL NpUHLUMNamM 6e30nacHoCcTH ¢ y4eToM obLyero MEULMHCKUM U3AENUAM, AN KOTOPbLIX NpefHasHayveH
YPOBHS 3HAHWIN 1 TEXHUYecKoro passuTus. Mpu Beibope MCO 14708. [laHHbili NoAX0A B OCHOBHOM OTHOCUTCS

HanBornee NOAXOAALLEro pelleHINst M3roTOBUTENb [OMXKEH | K coaepxaHuto TpebGosaHwil pasaenos 14, 19 n 21)
PYKOBOA CTBOBATLCS NEPeYUCeHHBIMU HUXE NpUHLMNamMu
B criegytoLLeM nopsgke:

a) YCTPaHSIETCA UMW CHUXKAETCA PUCK HACTONBKO MOMHO,
HaCKOJbKO 3TO BO3MOXHO (Mo cyluecTBy, 6e3onacHocTb
MpoeKTa W KOHCTPYKLUK);

b) rae npuMeHUMO, NpUHUMaLOTCA afeKBaTHble Mepbl 3a-
LUWTLI, BKITKOMASA CUCTEMY CUrHanMU3aumm, ecrnm Heobxogu-
MO, B OTHOLLEHWUW PUCKOB, KOTOPbLIE HEMb3S YCTPaAHWUTD;

C) Nonb3oBaTeNb UHOPMUPYETCH 06 0CTaTOYHBIX
puckax, o6ycrioBrneHHbIX HegoCTaTKaMu NPEANPUHATBIX

Mep 3aLuThl
3.3 MmnnaHTaThl AOMKHEl AoCTUraTb pabounx xapakTe- 10.4 TpebyeTcs, 4Tobbl conpoBoOXAaoLLaa UHGOpMa-
PUCTUK, NPpeayCMOTPEHHbBIX U3roTOBUTENEM, U L OJKHbBI una ObiNna HaHeceHa Ha n3genuve

6bITb paspaboTaHbl, U3roTOBMEHb! U YNakoBaHbl TaKUM
o6pasom, 4Tobbl OHM GBI NPUroAHbI AN BbINONHE-
HUSA ofHON Unmn Gonee PyHKUMIA, NpUBEAEHHbIX B 2.1
(MCO/TO 14283), Kak yKkasaHO U3roToBUTENEM
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[Tpodomxernue mabnuupi A.1

dyHaameHTanbHbIe NpuHLUmMnel UCO/TO 14283

Paspenol HacTodALlero craHaapTa U oxBaTbiBaeMble acneKkTbl

3.4 Ha xapakTepucTukun n usgenus, npusefeHHele B 3.1,
3.21 3.3 (MCO/TO 14283), He [OMKHO ObITE HEraTUB-
HOro BMWSHUSI B TaKoW cTeneHu, Ytobkl HapyLlanuce
KIMHUYecKue ycnoBus 1 6e3onacHoCTb NauueHToB U, rae
NPUMEHUMO, APYIUX ML, B Te4eHMe cpoka cnyxba nm-
nnaHTaTa, yKasaHHOro M3arotToBUTeneM, Npu Bo3geincTeunu
Ha UMMNaHTaT Harpy3oK, BO3HUKaOLMX NpU HOPMaribHOM
MCNONb30BaHUKN UMMaHTaTa

19.2 TpebyeTca Hanuune MHAMKATOPa UCTOLWEHNA UC-
TOYHUKA 3HEpruu.

19.3 Tpebyetcsa onpegennuTe MeTOA NOATBEPXKASHUS
TOrO, YTO YCMOBUA €ANHUYHOTO OTKa3a He onacHbI.

23.1 TpebyeTca NpoBECTU UCNbITAHWUE HE- UMNNAHTUPY-
eMbIX YacTel Ha nageHue.

23.2 TpebyeTcsa NpoBeCTW UCMBITAHUSA Ha BUGpaUnoH-
HYI MPOYHOCTL YacTel, HOCUMBIX NaLUeHTaMMm.

23.3 TpebyeTcs NpoBecTW UCMbITAHWE Ha ONpeaeneHne
paspbiBa (NMPOBOAHUKA U T. 4.).

23.4 TpebyeTcsa 3alyuTa OT HEBNaronPUSATHOroO BHELUHE-
ro HarpyXeHus (NPpoBOAHWKN U T.4.).

23.5 TpebyeTcs 3alyuTa OT yCTarOCTHOMO paspyLUeHns
(NpoBoAHWKM U T.4.).

26.1 TpebyeTca 3awuTa OT HarpeBa Npu UCMonb3o-
BaHUU HeUMNNaHTUPYeMbIX YacTel, paboTatoLyux
OT 3MeKTponpuBoaa.

28.4 TpebyeTca Hann4Me MHDOPMaLMKM O MaKCUMarbHOM
[loKa3aHHOW NPOYHOCTU coeAuHUTENEN (KOHHEKTOPOB).

28.23 TpebytoTcs HaHeceHWe nNpegynpexaatowmx
Hagnuceii o 3anpeTe BXoAa NaLMeHTOB B OKPYXKatoLLyto
cpeay ¢ onacHLIMU YCroBUAMM

3.5 VIMnnaHTaThl JorKHEI 6bITb paspaboTaHsl, U3roToB-
NeHbl M ynakoBaHbl TakuM o6pasoMm, YToBbl Ha UX Xapak-
TepucTukax n paboTe B Te4eHWe Nepuoga npegnonara-
€MOro Wcronb3oBaHUs oTpULaTeNBHO He cKasbiBanuch
TPaHCNOPTUPOBAaHUE W XpaHeHWe, NPUHAMan BO BHAMa-
HUE UHCTPYKLMW U MHOPMaLUIO, YKasaHHY U3roToBW-
Tenem

7.2 Tpebyetcs, 4YToObBI CTepUnbHan ynakoBka Gbina 3a-
LMLieHa ToBapHOW YNakoBKONA.

10.1 Tpebyetcs, 4Tobbl ynakoBka 6bina AONrOBEYHON.

10.2 Tpebyetcs, 4ToObl ynakoBka Obina 3awjuileHa
OT NOCMNeACTBUA BITUSIHUS BNAXXHOCTU.

10.3 Tpebyetcs, YToObI MapKUPOBKU Ha TOBapHOIiA yna-
KoBKe 6blNu HeCcTUpaeMbIMK.

12.3 Tpebyetcs, YToObI MapKUPOBKU Ha CTEPUIILHO
ynakoBke Obinn HecTMpaeMbIMM.

26.2 Tpebyetcs, 4To6bl U3genue 6bino 3aluileHo
OT U3MEHEHUA TeMnepaTypHbLIX BO34eACTBUIA

3.6 B oTHoweHun nboro HexenatenbHoro NoGovHoro
ahhekTa HeobxoaUMO OLEHUTL NPUEMNEMOCTb PUCKa OT-
HOCUTESNBHO NpeanonaraemMblx pabo4nx XxapakTepucTuk

19.3 TpebyeTca onpeaenuTe METOAUKY NOATBEPXKAEHUS
TOro, YTO YCMOBUSA €4UHUYHOTO OTKasa He Bbl3biBaloT
NPUYMHEHUA Bpeaa.

19.4 Tpebyetcs npoBeaeHWe Uccref 0BaHUs O Henpes-
YCMOTpPeHHbIX 3dpdekTax, CBA3aHHbIX C U3genuem

4 CneuuwanbHble NPUHLUUNLI, Kacalowmecs gusaiiHa
KOHCTPYKUMK

4.1 Xumudeckune, dpusndeckue n Guonorndeckne cBoicTea

4.1.1 MmnnaHTaThl 4OMXHLI BbITL paspaboTaHbl U U3ro-
TOBNEHbI TakMM 06pa3soM, 4Tobbl rapaHTUPOBaTL XapaKkTe-
PUCTUKU U NPON3BOANTENBHOCTb, TpebyeMble pasgenom 3
«OcHoBHbIE NpUHUMNLIY. Ocoboe BHUMaHWE HeO6XoaUMO
YAENUTL:

a) BbIGOpy MCMONb3yeMbIX MaTepuarnos, B YaCTHOCTH
OLieHKe TOKCUYHOCTH W, rae NPUMEHUMO, CBOMCTBAX BO3-
ropaemocT;

14.3 Tpebyetcs npoBecTU OLIEeHKY BUOCOBMECTUMOCTM.
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dyHaameHTanbHble NpuHUMNnBLl MCO/TO 14283

Pasaenbl HacToAuwero craHgapTa U oxXxBaTbiBaeMble aCcneKTbl

b) coBMecTUMOCTH UCNonb3yeMbIX MaTepuanos u 6uo-
NOrUYECKNX TKaHel, KNETOK U TKaHEBBIX XUAKOCTEN,
NpUHUMas BO BHUMaHUE NpeArnonaraeMoe HasHaueHue
uMnnaHTaTa.

4.1.2 NiMmnnaHTaThl 0MXHbLI ObITE paspaboTaHbl, U3ro-
TOBMEHbI N ynakoBaHbl TakuM 06pa3oM, YToObl MUHUMU-
3UpOoBaTh PUCK, BbI3BaHHLIA 3arps3HeHUeM U Hanuunem
OCTaTOMHbIX BELLECTB, AN MWL, 3aHATbIX TPaHCNOPTUPO-
BaHWEM, XpaHeHUeM U UCNONb3oBaHNEM UMNNAHTATOB,

W NaUueHToB, NPUHUMas BO BHUMaHWe npegnonaraeMmoe
HasHadveHune usgenus. Ocoboe BHUMaHne Heobxoaumo
yAENUTb HesaLLMLLeHHbIM TKaHAM W NPOAOMKUTENBHOCTU
W YacToTe BO3EUCTBUS.

4.1.3 MnnaHTaTthl J0MmKHLI 6bITh paspaboTaHbl U U3-
roToBneHbl TakuM 06pasom, YTO6bI OHU MoK ObITb
ncnonb3oBaHbLl 6e3onacHo ¢ MaTepuanamu, BelwecTsamun
W rasamu, ¢ KOTOPLIMUA OHWU KOHTaKTUPYIOT NpU HOpManb-
HOM WUCMOMb30BaHWM UK NPU PYTUHHBIX NpoUeaypaXx;
€cnu npegnoraraeTcsa UCMonbL30BaHWE UMNNAHTATOB
ANA JOCTaBKU NeKapCTBEHHbIX BELECTB, TO OHU 40X~
Hbl 6bITE pa3paboTaHbl M U3roTOBIMEHBI TakKUM 06pasoM,
uTOBbI BBITH COBMECTUMBLIMU C NEKAPCTBEHHLIM BelLLe-
CTBOM B COOTBETCTBUU C MNMOJTOXXEHUAMU U OrpaHUYEHUAMNU
[Ns 3TUX BeLecTB U YTobbl X paboune xapakTepucTukm
noAiiep>XXuBanucb B COOTBETCTBUM C Npegnonaraemelm
“crnonb3oBaHUEM.

4.1.4 B cnyyae ecnu B UMNMaHTaTbl BKNHOYEHO KaK He-
oTbeMIIeMast YacTb BELEeCTBO, KOTOpoe, €Cnu npume-
HAETCA OTAENbHO, MOXET BbITb PaCCMOTPEHO Kak ne-
KapcTBEeHHOE BELLECTBO COrnacHo onpegenexunio 2.4
(MCO/TO 14283) 1 kOTOPOE MOXKET BO3AENCTBOBATL

Ha opraHusm JOMNOMHUTENEHO K BAIMSAHUIO, OKas3biBaeMOMY
nsgenvem, ero 6esonacHocTb AoMKHa GbiTe NogTBepXKAe-
Ha, NPMHUMas BO BHUMaHWe npejnonaraemoe Ucrnonb3o-
BaHWe UMNNaHTUPOBaHHOIO U3Aenus.

4.1.5 NMnnaHTaTbl 40MKHbI ObITb pazpaboTaHbl U 13-
rOTOBeHkl TakuM 06pa3oMm, YTOOb!I CBECTU K MUHUMYMY
PUCK, BbI3BaHHbIA yTEYKON BeLlecTBa U3 UMMaHTaTa.

4.1.6 NmnnaHTaTbl 40MKHBl ObITh pazpaboTaHbl U U3ro-
TOBMEeHbl TakuM 06pa3oM, YTOObI YMEHBLLUNTL, HACKOMBKO
BO3MOXHO, PUCKU, BbI3BaHHbIE Cry4YaiHbiM NPOHUKHOBE-
HWEeM BeLlecTBa B UMNIaHTaT, NpMHUMas BO BHUMaHue
UMNMaHTaT U XapaKTep OKpyKatoLLei cpefbl, B KOTOPON
npegnonaraeTcs ero UCrosb3oBaThb.

4.1.7 MmnnaHTaTbl 40MKHBI ObITb pazpaboTaHkbl U U3ro-
TOBMEeHbl Takum o06pasom, 4Tobbl MUHUMU3UPOBATL PUCKM
nauueHTa UNu nonb3oBaTens CUCTeMBbI, BKIOYas npo-
rpamMmHoe obecnedeHue

14.3 TpebyeTtcsa npoBecT oUeHKy BUOCOBMECTUMOCTM.

14.2 Tpebyetcs NnpoBeCTW OLEHKY Ha 3arpssHeHne
YacTuLamm.
14.3 Tpebyetca npoBecTU OLEHKY BUOCOBMECTUMOCTH.

19.5 TpebyeTca gokasaTb COBMECTUMOCTb C Nnekap-
CTBEHHBIMUN BELLECTBaMM.

14.4 Tpebyetcs oLeHUTL Ka4ecTBO U 6€30NacHOCTb Co-
JlepXxaLluxcsa B UMMNnaHTarte nekapcTBEHHbIX BELWeCTB.

25 Tpebyetcs, YTo6bI UMNNAHTUPYEMBIE YacTW BbiAEp-
XWBaNN N3MEHEHNA AaBneHns.

25 TpebyeTcsl, UTOGEI UMM@HTUPYEMbIE YacTh BelAEp-
XWBanu U3MeHeHVs AaBleHuns.

19.3 TpebyeTcsi NpoBeCcTW aHanu3 gusaitHa paspaboTku
1 BIBpaTb METOANKY aHanunsa

4.2 VHdeKkunsa n MukpobHoe 3apaxeHune

4.2.1 MnnaHTaThl M NpoLecc UX U3roTOBNEHWUS LOIKHbI
6bITb paspaboTaHbl TaKUM 06pasoM, YToObl YMEHBLIUTL
UMK YCTPaHUTb, HACKOMbKO BO3MOXHO, PUCK MHDEKLMU
4N nayueHTa, nonb3oBaTens unu TpeTeero nuua. Kox-
CTPYKLMA [OMKHA NO3BONSATL NErkocTb MaHUMNynMpoBa-
HWA W, ecrnn HeoBxoaMMO, MUHUMU3MPOBATE UHAPULUPO-
BaHWe UMNnaHTaTa NauMeHToM Unu, HaobopoT, BO BpeMs
“enonb3oBaHus.

14.1 Tpebyetcs, 4TObbBI U3AEMME NOCTABNANOCH CTe-
PUNBHBIM.
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4.2.2 TKaHW XUBOTHOIO MPOUCXOXAEHUSA AOSMKHBI ObITb
MoCTaBMeHbl OT XWUBOTHLIX, MOABEPTHYTHIX BETEPUHAPHBIM
KOHTPOIIO W Haf30py, afanTupoBaHHbLIM K Npegnonarae-
MOMY MPUMEHEHUIO TKaHW.

MHopMaumsa o reorpacn4eckomM NPOUCXoXLEeHUN XKNBOT-
HOro formkHa ObITb COXpaHeHa U3roTOBUTENEM.
O6paboTka, CoXpaHeHne, UCTIbITaHUS U MaHUMynALmMK

C TKaHAMM, KNeTKaMu 1 BELLLECTBaMM XUBOTHOMO Npo-
NCXOXAEHUS [ OSMKHBI OCYLLECTBNATLCA B COOTBETCTBMU

C onTUMarbHbIM ypoBHEM Be3omnacHoCTH. B YacTHoCTw,
6e30nacHOCTb B OTHOLLIEHWU BUPYCOB U L pyrux nepeaato-
LUMXCA NaToreHoB AOMKHa OblTb 4OCTUIHYTa NPUMEHEHNEM
NMPOBEPEHHbIX METOAOB YAaNeHUs] U BUPYCHOW UHAaKTK-
BaLMU B paMKaX NpOU3BOLCTBEHHOMO NpoLiecca.

4.2.3 MnnaHTaTkl, NoCTaBNgeMble CTEPUNBHBIMMU,
JOIMKHbI BbITh paspaboTaHbl, U3rOTOBMEHbI U yNakoBaHbI
B 3alLMTHYIO yNakoBKy, KoTopasi co3fjaeT aHTUMUKPOOHbIN
Gapbep, Ans obecneveHuns Ux CTepUIILHOCTU MPW NOCTY-
MIeHWM Ha PbIHOK U NPW YCNOBUSIX XPaHEHUS U TpaHcnop-
TUPOBaHWS, OrOBOPEHHbBIX U3rOTOBUTENEM, A0 TEX MOP,
noka ynakoBka He GyAeT BCKpbITa UMK NOBPEXAEHa.

4.2.4 MnnaHTaThl, NOCTaBNsAeMble CTEPUIIbHBIMU, AOMXK-
Hbl 6bITb U3rOTOBNEHLI U CTEPUNU3OBAHbLI, €CAIN NPUMEHN-
MO, BanuAUPOBaHHBIM METOAOM.

4.2.5 NmnnaHTaTbl, 4N KOTOPLIX NpeanonaraeTca
cTepunu3aymns, AoNXHbI ObITb M3roTOBMEHEI B COOT-
BETCTBYIOLUX KOHTPONUPYEMbIX YCIIOBUSX (HAanpUMep,
oKpyXxaroLei cpefbl).

4.2.6 Cuctema ynakoBKU HECTEPUIbHLIX UMMITAHTATOB
AOMKHA NoAAEPXNBaTL Ha OFOBOPEHHOM YPOBHE YNUCTOTHI
usgenue 6e3 yxyaLWweHUs U, €C UMMNIaHTaTbl CTEPUNNU3YIOT
nepes MCNonb3oBaHNeM, MUHUMM3UPOBaTb PUCK MUKPOBHO-
ro 3apaxeHus; cucTeMa yrnakoBKU AOIKHa COOTBETCTBOBATL
MeToAy CTepUnu3aLnn, ykasaHHOMY U3roTOBUTENEM.

4.2.7 YnakoBka W/vWnun aTUKETKa UMMNaHTara AoMkHbl ycTa-
HaBMNMBaTb PasNUYUe MeXAY MAEHTUYHBIMUA UMN MOXOXUMU
U3AENUAMU B CTEPUNBHOM U HECTEPUITBHOM COCTOSHUSAX

He NpUMEHUMO K aKTUBHbLIM UMMNAAHTUPYEMbIM Meau-
LWHCKUM uU3gennam

7.1 TpebyeTcsa nocTaBKa U3genvs B 04HOPa3oBoii yna-
KOBKe.

7.2 TpebyeTcs 3aljmTa CTEPUIBHOW YNAKOBKK C NOMO-
LLibto TOBaAPHOW YNakoBKy.

10.1 Tpebyetcs, 4To6bl yNnakoBka Gbina AonroBe4HOM.

10.2 TpebyeTca 3aluUTa ynakoBKW OT BO31€ACTBUA
Bnaru.

11.7 Tpebyetcs, uTobbl cofepUMOe CTepUunbHOI yna-
KOBKW UMeNo HauMeHoBaHWe UNu GINo Nerko pasnuyu-
MO Yepes Hee.

11.9 TpebyeTcs, 4Tobbl Ha CTEpUNBHYIO YNakoBKy Gbina
HaHeceHa MHCTPYKLMA NO ee BCKPLITUIO.

12.1 Tpebyetca npumeHeHue Tpebosanuii UICO 11607
K OAHOPa30BOii ynaKkoBKe.

12.2 Tpebyetcs, 4To6bI ObINO O4EBUAHO, YTO YNaKoBKa
BCKpbIBanach.

14.1 Tpebyetcs, 4TOOLI M3aENUE NOCTABMANOCH CTe-
PUNBHBIM.

14.1 TpebyeTtca noaTBepXAaTh, YTO U3genue cTepu-
N130Barnoch ¢ NCNOb30BaHNMEM BanuaMpoBaHHOMO
npouecca.

14.1 TpebyeTca nocTaBka U3genusa B CTEPUIILHOM BUAE.

14.2 TpebyeTca NpoBeCTW UCNbITAHUE HA HanU4Ke 3a-
rPA3HSIOLUX YacTul.

He NpMMEHUMO K aKTUMBHbIM UMNNaHTUpyemolM Meau-
LIMHCKUM U3gennam.

He NpuMeHWMO K aKTUBHBIM UMIIIAHTUPYEMBIM MeAN-
LIMHCKMM U34eMnAM
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4.3 CBoiicTBa KOHCTPYKLIMU U OKpYXatoLen cpeabl

4.3.1 Ecnu umnnaHTaT npefHasHayeH Ansi Ucnornb3oBa-
HWS COBMECTHO C ApYrvM U3genueM unu obopyaoBaHu-
eM, BCA KoMOWHaLWsA, BKIOYas CUCTEMY COeMHEHWH,
OomKHa 6blTe 6e30MacHOM U He AoMKHa yxXyaLlaTb
cneundmryeckux cBoWcTB usgenus. Jltobbie orpaHnyeHus
MO UCNOMb30BAaHUKO A OIMKHbI ObITb YKa3aHbl Ha STUKETKe
M B UHCTPYKUMKW NO NPUMEHEHUIO.

4.3.2 NMnnaHTaThl J0MKHbI BbITh paspaboTaHbl U U3ro-
TOBMEHbI TaKUM 06pa3oM, YTOBLI YCTPaHUTb UM MUHUMK-
3MpPOBaTb, HACKOMBKO 3TO BO3MOXHO:

a) pUCK TpaBMbl C YHETOM UX (PU3UUECKMX OCOBEHHOCTEN,
TaKMX Kak COOTHOLLEHWE obbeM/faBneHne, pasMepamu U,
€cny NPUMEHUMO, SPrOHOMUYECKUMU 0COBEHHOCTAMMY;

b) puckm, cBsizaHHble ¢ pasyMHbIMU, NpeAcKasyeMbIMU
YCIIOBUSIMW OKpYXatoLLel cpefbl, TakMMKU Kak MarHuT-
Hble Mons, BO3AeiCTBUSIMU BHELLHero aNeKTpu4ecTsa,
3MeKTpocTaTU4ecKoro paspsiga, JabneHus, TeMneparypbl
UNK U3MEHEHW JaBneHNs N YCKOPeHUs;

C) pyckn 060I4HBIX MOMEX MPK UCMONB3OBAHUM C A pYru-
MM U3LeNUaMM (TaKUMU Kak LedUGPUINSTOPL! MK Bbi-
COKOYaCTOTHbIE XUPYpPruieckue UHCTPYMEHTEI), 06bIYHO
UCMOMb3yeMbIMU A5 UCCIEL0BaHNIA UK NPU JaHHOM
BUAE NeYeHuns:;

9.9 Tpebyetcs, UTo6bI COEAUHEHUS UMNNAHTUPYEMOTO
u3genua Guinu nAEeHTUULMPOBaHLI.

11.8 Tpebyetcs, 4Tobbl MMNAHTUPyeMble COeANHEHUA
ObINU UASHTUDULMPOBaHBI Ha CTEPUIBHOI YNaKoBKe.

23.6 TpebyeTca onpefenuTb ycunue uKkcaLuum coegu-
HeHUs.

28.4 Tpebyetcsa npuBecTy Nogpo6Hble faHHbIe: pac-
KpbITUE WHOPMaLMKU O MaKCMMarnbHOR 4OCTOBEPHOM
BEMNUYNHE NPOYHOCTH (PUKCALUN COSIMHEHUS.

28.5 Tpebyercs obecneynTb CBEAEHUS MO NPUHAANIEX-
HOCTAM, KOTopble MOryT noTpeboBaTthbes Ansa obnerdyeHus
npeAnonaraemMoro UCMofMb30BaHNSA U3AENNS.

15.1 Tpebyetcs ycTtaHoBUTL TpeboBaHUs K kauecTBy No-
BEPXHOCTEN HEUMMIAHTUPYEMBIX YacTei.

15.2 Tpebyetcs, YTOObI UMMNNAHTUPYEMBIE YACTW UMENN
COOTBETCTBYIOLLYIO KOHCTPYKTUBHYIO (hOPMY.

23.1 TpebyeTca npoBecTU UCTbITAHWE HEUMMNAHTUpPYe-
MbIX YacTeW Ha najieHune.

23.2 Tpebyetcs npoBecT BUOpALMOHHBIE UCTIBITAHUS
YyacTel, HOCUMbIX NaLMeHTaMu.

24 TpebyeTca NpoBeCTU UCNbITAHWUE Ha AeHCTBUE SNeK-
TPOCTaTU4ECKOro pa3psaga HEUMNNAHTUPYEMBIX YacTen.

25 TpebyeTca yCTaHOBUTL, BbIAEPKUBALOT NN UMNNAH-
TUPYEMBIE YacTW U3MEHEHUS AABNEHUS.

26.2 Tpebyetca y6eanTLCA B TOM, 4TO NPU 3KCTpeManb-
HBIX TEMNepaTypax TpaHCNopTUpOBaHWe He NPUBOAUT
K NOBpex/ eHUAM UMNNAHTUPYEMbIX U3AENUIA.

27 TpebyeTcs ycTaHOBUTL TpebGoBaHUA NO ANeKTpomar-
HUTHOW COBMECTUMOCTH.

20.1 Tpebyetcs 3aluTa BHELWHUX anekTpogos IKI
oT fecbubpunnayum.

20.2 TpebyeTca NpoBecTU UCNbITaHWe, NOATBEPXAa-
oLlee 3alMWEHHOCTb UMNMNaHTMPYEMOro nsgenus
oT fecbunbpunnsayum.

21 TpebyeTcs 3awuTa OoT Juatepmum u np.

22 TpebyeTcs 3aluTa OT BO3AeWCTBUIA yNBTpasByka
B AMarHoCTU4ECKOM AM1anasoHe.

28.12 TpebyeTcsa Hanu4me npeaynpexgatoLmx Haanucei.

28.13 TpebyeTtcs ykasaTb Ha HEOOXOAUMOCTb MOHUTO-
PUWHra U3genus npy guatepmMum 1 np.

28.14 Tpebyetcsa npegynpexaaTs 0 TOM, YTO Usgenve
Henb3s nogBepraTb BO3AeHCTBUIO TepaneBTU4ecKoro
YPOBHS ynbTpassyka.

28.15 Tpebyetcs npegynpexgaTte O BIMSHUM TepanesTyu-
Yeckol 103kl pagnaumi Ha UMNIaHTUpyeMoe usfenve.
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d) pucKu, KOTopble MOTYT BO3HUKHYTE MPU YCIOBUU,

41O 0BCnyXMBaHUE U kanMbpoBKa HEBO3MOXHBI, BKIHO-
Yas (ecrnv NPUMEHUMO): Ype3MepHOoe yBernnYeHne Toka
yTeYKU, cTapeHne MaTepuanos, yCUneHue Harpesa, reHe-
PUPYyeMOro UMNaHTaToOM, CHUXEHME TOYHOCTM Ntoboro
U3MEepUTENBHOIO MU KOHTPOSNBHOMO MEXaHW3Mma.

4.3.3 ViMnnaHTaThl 4OMKHLI ObITb paspaboTaHbl 1 M3ro-
TOBMeHbI TakuM 06pasoM, YTOBk MUHUMU3NPOBATL PUCKK
BO3ropaHvs Unu B3pbiBa NpyU HOpMasibHbIX YCIOBUAX
3KcnnyaTauum unu B criydae egMHUYHOrO oTkasa. Pucku
«MpU HopMarbHbIX YCOBUSX UMK B Clyvae efuHUHHOro
OTKasa» 03Ha4arT PUCKM, KOTOPLIE MOXHO OLEHWUTL Ny-
TeM aHanuaa puckoB. Ocoboe BHUMaHUe criegyeT obpa-
TUTb Ha UMMNaHTaTkl, NpejnonaraemMoe UCnonbL3oBaHune
KOTOPbIX BKIO4aeT BO3AENCTBME OrHEONACHbIX BELUECTB
WK BELLeCTB, KOTOPLIE MOTYT BbI3BaTb BO3ropaHue

17 TpebyeTcs OLEHUTb BO3feCTBIE NTOKANBHOMO Ha-
rpesa, BbI3BAHHONO OTKa3oM UMMNNaHTUPYEeMOro naaenus.

19.1 TpebyeTcs aHanva gusaiiHa KOHCTPYKLMU UMMIaH-
TaTa.

19.2 TpebyeTcsa Hanu4ue UHAMKaTopa UCTOLEHUS UC-
TOYHUKa 3HEPruu.

5 Tpebyetcs npumeHaTb MOK 60601-1 K He-
UMMNaHTUPYEeMbIM HYaCTAM akTMBHOrO UMNNAHTUPYEeMOoro
MeJNLMHCKOro usfenus

4.4 NmnnaHTaThl ¢ PyHKLMER nsmepeHus

4.4.1 VimnnaHTaThl ¢ yHKUMER U3MepeHUs JOMKHbI BbiTb
pa3paboTaHbl ¥ N3roToBMEeHbI TakuM 06pasoM, YTobkl 0be-
CMeYUTb YCTaHOBIEHHYHO TOYHOCTb M CTaBUIBHOCTD B 3a-
AaHHbIX Npegernax TOYHOCTY € Y4eTOM NpegnonaraemMoro
u“cnonb3oBaHWA UMMaHTata. MNpeaensl TOHHOCTU 4OMKHBI
ObITb YCTAHOBINEHbLI M3rOTOBUTENEM.

4.4.1.1 MeTofbl BbINOMHEHWUA N3MEPEHUIA C NOMOLLbIO
LKanbl Ha UCTNee Uin B pexxume HabnoaeHnsa 4onx-
Hbl 6bITb pa3paboTaHbl B COOTBETCTBUM C NPUHLUMNAMM
3ProHOMMKU, C Y4ETOM NpeanonaraeMoro UCNonNb3oBaHNUs
UMnnaHTaTa.

4.41.2 Ecnu Ha UMNNaHTaTe UNn ero NPpUHaANEeXHOCTAX
npuBeAeHsl MHCTPYKUMKU No paboTe ¢ UMITTaHTaTOM UnK pa-
6oTe WHAMKALMW, UNK NapamMeTpaM HaCcTPOAKM C MOMOLL|BIO
BU3yanbHoOi cucTemebl, 3Ta MHdopMaLms gormkHa BbITb Mo-
HSTHa Nonb3oBaTenNio U, €CNU HeOoBXo[MMO, NaLUEHTY.

4.4.2 N3smepeHus, ocyLyecTBNsieMble C MOMOLLILIO UM-
nnaHTaToB, CHaBXEHHBIX PYHKUMNEH n3MepeHUs, JOIMKHbI
ObITb BbIpaXeHbl B €4UHULAX, COOTBETCTBYIOLLUX MONOXe-
Huam cepun MCO 31

5 Tpebyetca npumeHaTb MOK 60601-1 K HeuMnnaHTU-
pyeMbIM YacTAM aKTUBHOMO UMMAAHTUPYEMOro MeAULMH-
CKOro Usfienus.

5 Tpebyetca npumeHaTe MK 60601-1 K He-
UMMNaHTUPYeMbIM HacTAM aKTUBHOrO UMNNAHTUPYEMOro
MeAULIMHCKOro Usgenus.

13.4 TpeboBaHuA K HAMKaTOpaM BU3yarbHOro TUNA.

5 Tpebyetca npumeHaTb MOK 60601-1 k He-
UMNNAHTUPYEMbIM YacTsIM aKTUBHOIO UMMIT@aHTUPYEMOro
MeAWNLMHCKOro Usgenus.

5 Tpebyetcsa npumeHsTb MOK 60601-1 K He-
UMNNAHTUPYeMbIM YacTsIM akTUBHOTO UMMITaHTUPYEeMOoro
MeAULMHCKOro U3genus

4.5 3awuTa OT U3Ny4YeHns
4.5.1 O6wume nonoxeHus

UMnnaHTaTsl AOMXKHBI ObITb pa3paboTaHbl U U3roToBIe-
Hbl TakuMm 06pasom, yTobbl 06Ny4eHne Ha naLmeHToB,
nonb3soBatenei UNu TpeTbux NUL 6bINo cokpalleHo Ha-
CTONBKO, HACKONBbKO BO3MOXHO B COOTBETCTBUM C NpeAno-
naraembIM UCMONb30BaAHUEM, HE OrpaHuyMBas Npyu STOM
AO3UPOBaAHUA Ha COOTBETCTBYIOLUX YPOBHSIX B Tepanes-
TUYECKUX U [ UarHOCTUYECKUX LIensix.

4.5.2 lNMpepycMOTpeHHOe Usny4eHne

(Cm. 6onee nogpobHyto MHGOpMaLMIO HUXKE)

B HacTosiLiee BpeMsi He NPUMEHNMO K aKTUBHBIM UM-
NNaHTUPYEMbIM MELULIMHCKUM M3AENUAM.
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4.5.3 HenpeaycMOTPEHHOE U3NyYeHne

MMnnaHTaThl JoMmkHbI ObiTh paspaboTaHbl U U3roToBMe-
Hbl Takum oBpa3oM, 4YToObl BO34eACTBUE Ha NaALMEHTOB,
nons3oBaTenen Unu gpyrux nuy B Buge Henpegycmo-
TPEHHOrO, PAacCesIHHOrO UM NMOBOYHOro U3ny4veHuid Geino
Kak MOXHO Boriee CHIKEHO.

4.5.4 UHCTpyKUymMM

9.1 TpebyeTcs UCNONb30BaTL MAaPKUPOBKY C Npeaynpex-
AeHUAMU 0 NtoBblX paguoaKTUBHLIX BELLieCTBaXx.

18.1 Tpebyetca ycTaHOBUTL TpeboBaHUS K 3aKpbIThIM
UCTOYHUKAM.

18.2 Tpebyetca o6ocHoBaTb 3Ha4eHMe [03bl 00nyveHus
ANA nauuneHTa.

18.3 TpebyeTtcs yMeHbWUTL J03Yy 0bnyyYeHuUs!, HacKonb-
KO BO3MOXHO.

28.2 Tpebyetca npeaocTaBUTh MHOPMaLWIO O pajuo-
aKTUBHbLIX BellecTBax.

B HacTosILee BpeMAa He NPUMEHUMO K aKTUBHBIM UM-
nnaHTupyemoiMm MegquuUUHCKUM nsgenuam

4.6 VoHusupytoLlee nsrnydveHue

B HacTosiLLee BpeMs He NPUMEHUMO K aKTUBHBIM UM-
NNaHTUPYEMBIM MEAULIMHCKUM U3AENUAM

4.7 TlpuHUMNbI, Kacarowmecs UMMNIaHTaToB, NOACOeAmn-
HEHHBIX UM 060pyAOBaHHbBIX UCTOYHUKOM 3HEPrUn

4.7.1 MnnaHTaThbl CO BCTPOEHHBLIMU ANEKTPOHHBIMM
nporpaMmmupyemMelMin cucTeMamm 4oSmKHbl ObITb paspa-
6oTaHbl TakuM 06pa3om, 4Tobbl obecnevmBaTb BOCNPOMU3-
BOAMMOCTb, HAAEXHOCTb N 3PHEKTUBHOCTL ITUX CUCTEM
B COOTBETCTBUM C NMpefnonaraemMbliM UCTONb30BaHUEM.
Mp¥ BO3HWKHOBEHUU PUCKOB (PUCKOB CUCTEMBI), YCTaHOB-
TNIEHHbIX MPW aHanu3e pUCKoB ANSA AAHHOrO U3aenus/cu-
CTEMBI, AOSMKHbI OblTb MPUHATEI COOTBETCTBYIOLUE MEpbI
Mo YMeHbLUEHMIO Ui YCTPpaHeHUIo pUcka, HacKomNbKo
BO3MOXHO.

4.7.2 ViMnnaHTaTkl, B KOTOPbIX 6e30nacHOCTb NauueHTa
3aBUCUT OT BHYTPEHHEro UCTOYHMKA 3HEPrUK, AONMXKHBbI
6bITb OCHaLLEeHbI CpeAcTBaMN MHAUKALMN COCTOSHUA UC-
TOYHWKA NUTaHMS.

4.7.3 Ha umnnaHTaTax, HaCKoNbKO BO3MOXHO, AOMKEH
OblTb HAHECEH KOZ, C MOMOLLbIO KOTOPOro TUN UMNNaHTa-
Ta WK U3roToBUTENU MOTYT BbiTe MAEHTUDULMPOBaHbI
(B YaCTHOCTU, B COOTBETCTBUM C TUMOM UMNNaHTaTa),
npu HeoBXoAUMOCTM KOZ fOMKeH ObITb YuTaeM 6e3 xu-
pYypru4eckoro BMeLlaTenLCTBa.

4.7.4 [Ons MMNnaHTaToB, B KOTOPLIX 6€30NacHOCTL Nauyu-
€HTa 3aBUCUT OT BHELLHEro UCTOYHMKa SHepruu, BHELUHWIA
MCTOMHUK 3HEpPrin AOMKEH BKNtouaThb B ceba cuctemy
CUrHanusauuu ns nojgaqu curHana B crny4ae oTkasa
MUTaHUS.

4.7.5 BHellHWe usgenus, npegHasHadeHHbIe AN MOHK-
TOPUWHra OA4HOro UnNu Gonee KNMHUYECKUX NapaMeTpoB
UMnNnaHTaTa, JOMKHbI ObiTe OCHaLLEHb! CUCTEMOM CUrHa-
nn3ayum gnsa nogadvun curHana nonb3oBaTento B cUTya-
LMK, KoTopas MOXET NPUBECTU K CMEPTMW UIU CEPLEZHOMY
YXYALUEHWUIO COCTOSTHUSA MauueHTa.

4.7.6 3alyuTa OT SMeKTPUYECKUX PUCKOB

4.7.6.1 MnnaHTaTkl 40MKHbI ObIT pa3paboTaHsl U 13-
roTOBIIEHbI TaKUM 06pasom, YToOb! n3bexaTb, HacKonbKo
BO3MOXHO, p1UCKa Criy4aiHoro nopaxeHus anekTpuye-
CKWM TOKOM MpU HOpMasbHLIX YCNOBUSAX U B crydasx
0TKa3a, KOTopble MOTYT BO3HUKHYTL, HECMOTPS Ha npa-
BWIBHYIO YCTAHOBKY MMMaHTaTa. B NOHATUE «PUCKM

npu HopMarbHbIX YCIOBUSAX U B criydasx oTkasa» BXOASAT
PWCKK, KOTOPLIE ONPEAEnsATCA aHanM3om pUCcKoB

LONA AaHHOro BUAa Uagenus.

19.3 TpebyeTtca aHanua gusaiiHa KOHCTPYKLMKU U BEIGOP
MeTofla aHanu3a.

19.2 TpebyeTcs Hanuume MHAMKaTopa UCTOLLEHUST UC-
TOYHWUKA MUTaAHUS.

13.3 TpeboBaHue ycTaHOBNEHO U pacLUUPEHO.

28.6 Tpebyertcs, 4TobbI BMECTE C U3genuem 6binu npeg-
CTaBneHbl MOSICHEHUS K Kof,aMm.

5 Tpebyetca npumensaTb MOK 60601-1 K He-
UMNNaHTUPyEMbIM YacTsiM aKTMUBHOIO UMMITaHTUPYeMOoro
MEeAULMHCKOrO U3Zenus.

5 Tpebyetcs npumeHsAaTe MOK 60601-1 K He-
UMNNAHTUPYEMBIM YaCTAM aKTUBHOTO UMMMaHTUPYEeMOro
MEAULMHCKOro U3Aenus.

5 Tpebyetcs npumeHaTs MOK 60601-1 K He-
UMMN@HTMpYeMbIM YacTAM akTUBHOIO UMIMIIaHTUPYeMOoro
MeAULMHCKOro U3genus.

16.1 TpebyeTcs ycTaHOBUTL Ge3onacHble npegens
YTEYKM TOKa OT HEUMMNIaHTUPYEMbIX YacTel.
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4.7.6.2 AKTMBHbIE UMNNAHTaThl JOMKHEI BbITh paspabo-
TaHbl U U3roTOBMEHEI TakuM 06pa3oMm, UToObI MUHUMU-
3MpoBaTb PUCKM, CBSA3AHHbIE C UCTIONb30BaHUEM UCTOM-
HWUKOB 3HEpruu, B Nepeyto odepesb Npy UCMOomNb3oBaHNN
3NEeKTPO3HEPIruK, yaensas ocoboe BHUMaHUE M30nALuUH,
TOKaM yTeYku U neperpeBy U3genusi.

4.7.7 3alyuTa oT MEXaHUYECKUX PUCKOB

4.7.7.1 VimnnaHTaTbl JOIMKHBEI ObITh pa3paboTaHbl U U3-
roToBMeHbl Takum o6pa3oM, YTobbl 3alUTUTEL NONb30Ba-
Tensa U nayueHTa OT MeXaHU4YeCKUX PUCKOB, CBA3AHHBIX,
Harnpumep, ¢ CONPOTUBMEHUEM, YCTOWUUBOCTHLIO, ABUXKY-
LMMMNCS YacTAMMU U3 ENUIA.

4.7.7.2 VIMnnaHTaTkl 4OoMxHb! ObiTh paspaboTaHbl U naro-
TOBMEHbI Takum 06pasoM, 4To6bl MUHUMU3UPOBATL PUCKK,
BO3HWKatoWwue oT BUbpaLuu, reHepupyeMoii nsgenuem,
MPWHUMas BO BHUMaHUE TEXHUYECKUI Nporpecc U cpei-
CTBa, JOCTYNHbIE ANA CHUWXEHUs BUBpaLun, ocobeHHo
WCTOMHUKa SHEPruK, ecny ToNbKo BUbpaLus He aBnseTcs
YacTbto creymanbHeX paboynx XxapakrepucTUK U3genuii.

4.7.7.3 MMnnaHTaThl 4OMKHEI ObITh paspaboTaHbl U Us-
roTOBMEeHbl TakuM 06pa3oM, YTo6bl MUHUMU3UPOBATL
PUCKM, BO3HMKalOLLMEe U3-3a LYMOB, MPUHUMas BO BHU-
MaHWe TeXHWYECKUIA Nporpecc U CpefcTaa, AOCTYMHbIE
AT CHWKEHNS LUYMOB, 0COBEHHO OT MCTOMHMKA 3HEPTUM,
€CI1 TONBKO LUYMbl HE SBMIAETCHA YacTbio cneuynanbHbIX
pabo4nx XapakTepUCTUK U3Lenuii.

4.7.7.4 TepMuHanbl U KOHHEKTOPbLI ANA UCTOYHUKOB
3NEKTPUYECKON, rasoBo UMK rapaBnUHEcKon U NHeB-
MaTUYECKOW 3HEPrum, C KOTOPLIMU NPUXOAUTCA paboTaTb
Morb30BaTENto, AOMKHbI ObITb paspaboTaHbl U CKOHCTPY-
npoBaHbl TaKUM 06pa3om, YToGbl MUHUMU3NPOBATL BCE
BO3MOXHbI€ PUCKM.

4.7.8 3alyuTa nayneHTa oT pUCKOB, Bbl3BAHHbLIX UCTOMHK-
KOM 3Hepruu unu sellecTsamu

4.7.8.1 MiMnnaHTaTkl JoMXHbl ObiTh pa3paboTaHsbl

1 CKOHCTPYMPOBaHbI TakuM o0bpa3om, 4Tobbl COBCTBEHHO
yHKLMOHUpPOBaHWE NporpaMMUpyeMbIX N KOHTPONBbHLIX
cucTeM, BKITtoYas nporpammHoe obecnieveHmne, He yxya-
Wwano 6e3onacHOCTb NayueHTa 1 nonb3oBaTtens, Npu-
HUMas BO BHUMaHWe npefycMOTPEHHbIE Ha3HaYeHnem
U3nenns ycrioBust NpUMeHeHus.

4.7.8.2 VimnnaHTaThl, pa3paboTaHHble ANA NoAa4Yn 3Hep-
TUW UM BBEAEHUS fTEKapCTBEHHbLIX BELLECTB, AOMKHbI
ObITb paspaboTaHbl U CKOHCTPYMPOBaHbLI Takum obpa-
30M, 4YTOObI NapamMeTpbl MOTOKa MOIMU yCTaHaBNUBaTLCA
¥ NOAAEPXKUBATLCA JOCTATOMHO TOYHO ANs MUHUMU3ALIUK
pucKa Ansa nauueHTa.

4.7.8.3 ViMmnnaHTaThl, pa3paboTaHHble ANA BBEASHUA
reKapCTBEHHBIX BELLECTB, JOSKHbI BKIoYaTb B cebs co-
OTBETCTBYHOLLME CPEACTBa NpeaoTBpaLLeHUsA U/UnNu UHAK-
Kauum noboi HEKOPPEKTHON CKOPOCTU MOTOKA, KoTopas
MOXET MPUBECTU K ONACHOCTH.

16.2 Tpebyetcs ycTaHOBUTL Ge3onacHkle npegensi
YTEYKN TOKa OT UMNNaHTUPyeMbIX yacTen.

16.3 TpebyeTtcsa npoBefeHUe UCNBITAHUS ANEKTPUYECKOW
n30NAUUM (3NEKTPOAOoB 1 Np.)

17 TpebyeTca oLeHUTL BO3[eNCTBUE NOKaNbHOro Ha-
rpeBsa, BbI3BAHHOIO OTKa30M UMIMITAHTMPYEMOTO U3 ENus.

26.1 Tpebyetcs 3awuTa OT HarpeBa OT He-
UMNNAHTUPYEMBIX YacTei, CHaGXKeHHLIX UCTOYHUKOM
nUTaHUA.

5 Tpebyetcs npumeHsTb MOK 60601-1 K He-
UMNNAHTUPYEMBIM YacTsIM aKTUBHOTO UMNTaHTUPYEeMOro
MeAULMHCKOro U3genus.

5 Tpebyetca npumeHaTb MOK 60601-1 K He-
UMMNNAHTUPYEMbIM YacTsIM akTUBHOIO UMMITAHTUPYEMOro
MeAWNLMHCKOro Usgenus.

5 Tpebyetca npuMmeHsaTb MOK 60601-1 Kk He-
UMMNAHTUPYEMBIM YacTAM akTUBHOrO UMNAaHTUPYeMoro
MeLULMHCKOro U3 enus.

5 Tpebyetca npumeHaTb MOK 60601-1 k He-
UMNAAHTUPYEMBIM YacTAM aKTUBHOIO UMMNMIAHTUPYEMOro
MEANLMHCKOTO U3 enuns.

19.3 Tpebyercsa aHanus gusaiiHa KOHCTPYKLMK 1 BeIGop
METOA WKW 3TOro aHanumaa.

5 Tpebyetcs npumeHsaTb MOK 60601-1 K He-
UMNNAHTUPYEMbIM YacTAM akTUBHOMO UMNNAHTUPYEMOro
MeULMHCKOro U3genus.

5 Tpebyetca npumeHaTb MOK 60601-1 K He-
UMMAAHTUPYEMbIM YacTSIM aKTUBHOMO MMNANAHTUPYEMOro
MEAULMHCKOro U3 enus.
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4.7.8.4 NmnnaHTaThbl, pa3paboTaHHble ANa nogayn
SHEPrMn nnn BBeA€HNUA NeKapCTBeHHbIX BelecTB, 4 OIDK-
Hbl 6bITb paspaboTaHbl U CKOHCTPYWUPOBaHbLI CO BCTPO-
€HHLIMKW cpeficTBaMU MUHUMM3aLUWN PUCKOB CRyYalHOoro
npeBbILLIEHUsI OMAcHOro YPOBHSA SHEPrun Unu nekap-
CTBEHHOIo BeullecTBa

5 Tpebyetca npuMeHaTe MOK 60601-1 K HeuMnnNaHTK-
pPyeMBIM YacTAM aKTUBHOrO UMMIIAHTUPYEMOIO MeNLUH-
CKOro usgenus

4.8 UndopmMauusn, npefocTaBnsemMasn UsrotopuTenem

4.8.1 KaxabliA UMNnaHTaT gOIMKeH NOCTaBNATLCSA C CO-
nposoxpatoLlei uHgpopmMavmei, HeobxoanuMoi Ans ero
6e30nacHOro NCNomnb30BaHNUA U UAEHTUDUKALMKU N3rOTO-
BUTESS, C YUETOM YPOBHS NMOATOTOBKU W 3HAHWIA NOTEHLU-
anbHOro nonb3oBarernsi.

MHdopMaLma cofepXUTCa Ha STUKETKaX U B UHCTPYKLUK
no NMPUMEHEHMIO.

Hackonbko BO3MOXHO U NpaKTUYHO, MHOpMaLUs, Heob-
XoauMas gna 6e3onacHoro UCMosfb3oBaHUA UMNNaHTaTa,
LOrXHa OblTb HAaHeceHa HENOCPEACTBEHHO HA UMNNaHTaT
U/Unun Ha ynakoBKy KaXAoro y3rna WUinu, ecniv npuMeHUmo,
Ha ToBapHyto ynakoBky. Ecnu unausnayansHas ynakoska
KaXXgoro yana He MOXeT 6bITb UCNONb3oBaHa ANA 3TUX
Lenei, uHdopmauus gomkHa 6blTb NpefcTaBneHa

B 6poLutopax, NocTaBNAeMbIX C OFHUM UMW HECKONBKUMU
UMMnaHTaTamm,

MHCTPYKUMSA NO NPUMEHEHUIo AoMKHa NOCTaBNATLCA

C KaxgblM UMMaHTaToOM.

4.8.2 Ecnu npuMeHuMMO, HdOpMaLUio crieayeT npea-
CTaBNATh B BUAe cumMBosos. Jlioboi cumeon unu upe-
TOBas WHAMKaLWS AOMKHBI COOTBETCTBOBATbL MeXAyHa-
pofHbIM cTaHAapTaM. Ecnu cTaHgapTa He cyllecTByer,
CMMBOI JOMKeH ObITb onucaH B AOKYMEHTaLMK, NocTaB-
NISEMOW € UMMNaHTaToM.

4.8.3 OTWKeTKa AOMKHa cogepXaTh cneaytowme cBeeHns:
a) HauMeHoBaHWe U PUPMEHHbLIN 3HaK U agpec Us-
FOTOBUTENA,

b) noapobHble cBeaeHUs, HeobxoanuMble Nofb3oBaTe-
1110 4N MAEHTUMKALUM UMINAHTaTa U COAEPXUMOro
ynaKkoBKMU;

C) ecrnvi NPUMEHNMO, MHAMKALMIO, YTO COAEpPXUMOe yna-
KOBKM cTepunbHo (Hanpumep, « CTEPUNBHO»);

10.4 Tpebyetcs, 4To6bI COnpoBOXAalOLLasa JOKYMeHTa-
Lust 6bina HaHeceHa Ha usgenue.

12.3 Tpebyetcs, utobbl ntobas Mapkuposka 6bina He-
CTUpaeMon.

4 Pa3peluaeTca UCNonb3oBaHWe cUMBONOB, abbpesua-
TYP W LBETOBOM UHAMKaLUW.

5 Tpebyetca cobniogeHne TpeboBaHUiA K STUKETKaM
M3K 60601-1 aons HeMMNNaHTUPyEMBIX YacTel.

9.2 Tpebyetcs ykasaTb HAMMEHOBaHWE U afpec U3roTo-
BWUTENA Ha TOBapHON ynaKkoBKe.

11.1 TpebyeTca ykasaTb HaUMEHOBaHWE W agpec U3roTo-
BUTENA Ha CTEPUNBLHONR YnakoBKe.

9.3 TpebyeTtcs noMecTUTL onucaHne usgenusa n 06o3Ha-
YeHWe MoAenu Ha TOBapHOW ynaKoBKe.

9.4 TpebyeTtcsa npn MapkupoBKe ykadaTb XapaKTepucTu-
KW, fOCTaTOMHbIE ANA UASHTUdUKaLMN nsgenmns.

9.8 TpebyeTcsi NOMECTUTL Ha TOBAPHOW YNakoBKe UH-
dopmaumio 0 NocTaBNAEMbIX NPUHAANEXHOCTSIX.

9.10 TpebyeTcs gononHUTENBHOE ONMCaHWE, ecrn Tpe-
6oBaHusA 9.3 1 9.4 He cobniogeHbl B NONHON Mepe.

11.6 TpebyeTca NOMECTUTL Ha CTEPUILHOW ynakoBKe
onucaHuA nsgenna n 0603HaveHNs Mogenu.

11.7 TpebyeTca naeHTMULMpPOBaTL COAEPKUMOE CTe-
PUIBbHOI YNakKoBKM.

9.5 TpebyeTtcs HaHeceHWe YTBePXEHUs, YTO yNaKoBKa
6bina npocTepunusoBaHa.

11.2 TpebyeTca 3asiBrieHune, UTO ynakoBKka U ee cogep-
Xumoe Bbinn CTepuUnu3oBaHsbl.

11.3 Tpebyertcsa pasmectuts cumson « CTEPUNBHO».
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d) ecnu npuMeHMMO, HOMep NapTUM UMK CEPUAHBLINA
HOMep, KOTOPOMY MpPEALLECTBYET COOTBETCTBYHOLLAA
naeHTndukayua (Hanpumep, «LOT» unm «SNy);

e) ecnn npuMeHumo, para, 4o KOTOPOI7I UMNIaHTaT MOXeT
ObITb UCNonbL30BaH,

f) uHAMKauuio, YTO UMMNaHTaTLl AN 04HOPa3oBOro Uc-
Nnonb30BaHUA,

g) ecnu NPUMEHUMO, yKasaHue Ha cneuuarnbHoe Ha-
3HayeHWe (HanpuMep, «U3fenue, caenaHHoe Ha 3akas»
UMK «TOMbKO AN KNUHUYECKUX UCCTIEf0BaHii»),

h) nobble cneunantHble yCNoBUSA XpaHeHUst U/Unu TpaHc-
NopTUPOBaHUS,

i) ntobble cneunanbHble paboune UHCTPYKLUK;

j) noGble NpegynpexaeHns UM Mepel NPeoCcTOPOXHO-
CTH, KOTOpble crefyeT NpeAnpuHSTE;

k) ANSA aKTUBHLIX MMMIAHTaATOB — MECSL| M rof Npou3-
BOACTBA;

1) ecrnin npuMeHUMoO, MeTo CTepunusaumm.

4.8.4 Ecnu npegnonaraemMoe UCNoONb3oBaHne UMMMaH-
TaTa He OY4eBUAHO 4NA NONbL3oBaTeNs, U3roToBUTENb

[ OIMKEH YeTKO YKa3aTb HasHaYeHne N3genus Ha STUKETKe
1 B UHCTPYKLMM MO NPUMEHEHUIO.

4.8.5 Ecnun 9T0 pasyMHO U NPUMEHWMO, UMMNIIaHTaThl

1 CbeMHble KOMMOHEHTBI 4OMXHbI BbITb MAEHTMDULNPO-
BaHbl N0 BO3MOXHOCTU B TEPMUHAX CEPURHOro HOMepa
Unu HoMepa napTun Ans obecneYeHns BOIMOXKHOCTU
npoBefeHNA BCcexX Haanexallux AeWcTBuii nocne ycra-
HoBReHuA nobbIX NoTeHUManeHbLIX pUckos, obycnos-
NeHHbIX MPUMEeHEHNeM KaK UMMNaHTaTa, Tak U CbeMHBIX
KOMMOHEHTOB.

4.8.6 Ecnn npyMEHUMO, UHCTPYKLMUSA MO MPUMEHEHWIO
AOMKHa cofepxaTb crneayoLlme CBefeHns:

a) fetanu, ynomsaHyTble B 4.8.3, 3a UCKITIO4EHNEM nepe-
yucreHuin d), e) n i),

b) paboyne xapakrepucTuku, NpUBEAEHHbIE
B MCO/TO 14283, nogpasgen 3.3, n Ntobble Hexenarenb-
Hble NoBoYHble adheKTHI;

9.3 TpebyeTcst nOMecTUTL onucaHue nsgenus u o6o3Ha-
YeHWe MOAEenu Ha TOBapHOIA yraKoBKe.

11.6 TpebyeTcs noMeCTUTb Ha CTEPUITBLHO yNaKkoBKe
onucaHua usaenus n obosHaveHns mogenu.

9.7 TpebyeTca HaHeceHMe MapKUPOBKU «MCNONb30BaTh
Jo».

11.5 TpebyeTca HaHeceHUe MapKUPOBKMU «UCNONb30BaTb
AO».

28.18 TpebyeTtca BuibpaTh Buj Npeaynpexaatoeil Haa-
nMCcKU 0 NOBTOPHOM MCMONb30BaHWUK U3JENUs.

9.12 TpebyeTca HaHeceHWe MapKUPOBKU crieLUansHoro
HasHavyeHuns.

11.10 TpebyeTcsa HaHeceHUe MapKUPOBKU crieLuarnisHoOro
HaszHa4yeHus.

9.11 TpebyeTca HaHeceHWe MapKUpOBKK ¢ UHADOPMa-
uueii o nobblx cneynanbHbIX YCIOBUSIX OKpyXatoLleit
cpeabl UNK orpaHUYEHNaX No TpaHCNOPTUPOBAHMUIO.

[ns uMnnaHTMpyeMbIx YacTeil akTMBHOMO UMNIAHTUPY-
€MOro MeIULIMHCKOro nsgenus sce paboune UHCTPYKLUK
NPUBOAATCA B CONPOBOXAAIOLIEHA JOKYMEHTaLuK.

B o6LeM cryvae npeaynpexaeHnst 1 Mepbl NPefocTo-
POXHOCTH, 32 UCKINIOYEHUEM TeX, YTO CBA3aHbl CO CrneLu-
anbHbIMU YCNOBUAMWU TpaHCNOpTMpOBaHUs [cM. 4.8.3,
nepevncrnenne h)], aomkHel GbITb ONUCaHbl B COMNPOBO-
XAatowen JoKyMeHTaLUnK, a He Ha STUKETKeE.

9.6 Tpebyetca HaHeceHne MapKUpPOBKM C BEIGOpOM
dopmarTa.

11.4 TpebyeTca HaHeceHWe MapKUPOBKK C BeiGopom
dopmara.

11.2 Tpebyetcs, 4Tobbl Ha MapkupoBke GbiN yKasaH
MeToq CTepunusaumu.

9.10 TpebyeTca AOMONHUTENbLHOE ONUCaHWeE, ECNU Tpe-
6oBaHns 9.3 1 9.4 He cobniofieHbl B NONHOW Mepe.

8.2 TpebyeTcs, oTernexvBaTb UMMNAHTUPYEMbIE YacTy.

13.1 TpebyeTca ngeHTUULMpPOBaTL N3rOTOBUTENS,
Mojenb U T. 4. HeNOCPEeACTBEHHO Ha U3[eENUH.

13.2 Tpu BO3IMOXHOCTW UCMONb30BAHUA Pa3MYHbIX 1C-
TOYHWKOB 3HEPrUN CreayeT UAeHTUULMPOBAaTL UCTOMNb-
3YeMblil NCTOYHUK.

28.1 TpebyeTca ykasaTb HaMMeHOBaHUE U afjpec U3-
roToBUTENS.

28.3 TpebyeTcsa onucaHus uUsgenus.

28.16 Tpebyercs yTBEpPXLEHWE O TOM, YTO UMMNAHTUPY-
eMble YacTu BbINu CTEPUIN3oBaHbI.

28.18 Tpebyetca onpeaenuTs hopMy npesynpexaeHus
0 NOBTOPHOM UCMOML30BaHWUU U3AENUS.

28.21 Tpebyerca HaHeceHWEe MapKUMPOBKK C MHGOpMa-
Lmeit o ntobbix 0cobbIX YCNOBUSAX TpaHCNOPTUPOBaHNS.

28.8 TpebyeTca NOMeCTUTb UHGOPMaLUIO O NPEAno-
laraéMoM UCMONb30BaHUN U XapaKTepucTuKax, a Takke
0 BO3MOXHbIX MOB0YHBIX ahdekTax.
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C) eCnu UMMNaHTaT MCMOSb3yeTCH B COMETAHUM C ApY-
rMMU MEAULIMHCKUMU W3 ENUAMW U 060pyAoBaHNEM,
Kak TpebyeT ero npegnonaraemMoe UCMonb3oBaHue,
HeobxofKMele NOAPOBHOCTU O ero XapaKkTepucTukax
AN onpefeneHna KOPPeKTHbLIX NCMONb3YeMbIX UMMN&aH-
TaToB unu obopyfoBaHus Ana nonyvyeHus 6esonacHoi
KOMBUHaLmu;

d) BClo MHpopMaLuio, HeoBXoAUMYIO A4S NOATBEPXKAEHUA
TOro, YTO UMNIaHTaT UCMONb3yeTcA Haagnexawmm obpa-
30M U MOXeT paboTaTb NpaBunbHO U 6e3onacHo, a Takxke,
rAe NPUMEHUMO, CBEAEHUS, NO3BONAIOLLUE OLEHUTL CPOK
cny>x6bl ICTOMHUKA 3HEPTUY;

€) ecrnu NpUMeHUMO, MHGOpPMaLUIO, HEOBXOAUMYIO
AN NpeAoTBpaLleHnUs crieLuaribHbIX PUCKOB, CBA3aHHLIX
C MMMMaHTaLuMell MMNnaHTara;

f) MHpopMaLMIo, OTHOCSILLYIOCA K pUCKaM nepeKpecT-
HOro BMUSIHUSI, BbI3BAHHOIO MPUCYTCTBUEM UMNIAHTAaTA
BO BpeMsi NpoBeAeHUs crneluduieckoro neveHns nnm ob-
cnefoBaHum;

g) HeoOXoAUMbIe UHCTPYKLIUK Ha Cllydail MoBpexaeHus cTe-
PUIBLHO YNaKoOBKW U, €CIIU NPUMEHUMO, NoApoGHbIe cBeae-
HUS O [ONYCTUMOM METOAE MOBTOPHOI CTEPUNU3aALNM,

h) ecnu UMnnaHTaTbl NOCTaBASAIOTCS C YCIOBUEM, YTO OHU
OyAyT CTepUnn3oBaHbl Nepes UCToNb30BaHNEM, UHCTPYK-
LS MO OYMCTKE U CTepunu3auumn 4omkHa ObiTb Takow,
4YTO NpU ee cobnogeHu umnnaHTar 6yaeT COOTBETCTBO-
BaTb TpeboBaHuam NCO/TO 14283, pasgen 3;

i) AeTtanu nocnegytouleit 06paboTku unu o6cnNyXMBaHUS,
TpebyeMmble 4O UCMONbL30OBAHNA UMIIaHTaTa (Hanpumep,
cTepunusauus, okoH4yaTensHas cbopka M T.4.);

j) B cny4yae ecnv MMnnaHTaT ucnyckaeT pagmoakTuBHoOE
uanydyeHue c nevyebHLIMU LENAMU, CBEAEHUS O XapaK-
Tepe, TUNe, MHTEHCUBHOCTU W PacnpoCTpaHeHnu 3Toro
U3nyyeHus.

B MHCTPYKLMIO NO NPUMEHEHNIO TakKe 4OSMKHbI ObiTb
BKIHOHeHbl NoAPOGHLIe cBefeHUs, NO3BONSAOLME Meau-
LIMHCKOMY NepcoHarny onoBeCTUTh NauueHTa o NobbIxX
NpPOTMBOMNOKa3aHWsAX U Nobbix HEOBXOAUMEIX Mepax
NpesoCcTOPOXHOCTU. 3TN cBefeHUA AOMKHLI, B YacTHO-
CTW, OXBaTbIBaTh:

k) Mepbl NpegoCcTOPOXKHOCTH, coBnofaeMble B criyyae
U3MeHeHUs pabounx XxapakTepucTUK UMNnaHTara;

28.4 TpebyeTcs ykasaTb CBeJeHUS O MakcMasbHOW Jo-
CTOBEPHO BENUYMHE YCUNUsA pukcaLmn coesuHeHns.

28.5 TpebyeTcs ykasaTb CBe4EHUS O NPUHAANEXHOCTSX,
KoTopble MoryT noTpeboBaTbes AN obnervyeHunn npeano-
naraemoro Mcnonb3oBaHus U3genus.

28.9 TpebyeTcs ykasaTb CBefjeHUSA O BO3MOXHOCTHU Bbl-
Bopa u3aenus, NpMHaanNeXHoOCTelW U U3genui.

28.10 Tpebyetca npegocTaBUTL NOSTHYIO MHCTPYKLUIO
No NpUMEHEHMUIO.

28.11 Tpebyerca npeaocTaBUTb CBEAESHUA NO NPeaoT-
BpaLLEHWUIo onacHoCTen BO BpEMS UMNNAaHTaLuN.

28.12 TpebyeTcsa HaHeCTU npeaynpexaaoLwue Haanmcu
06 onacHocTsX, BO3HMKaIOLLMUX NPU B3aUMOAENCTBUN.

28.17 Tpebyetcs ykaszaTb Mepbl NPEAOCTOPOXHOCTU
npu paboTe co BCKPLITOW UK NOBPEXAEHHO CTepUnb-
HOW YNaKOBKOW.

28.17 Tpebyertcs ykasaTb B UHCTPYKLMM 0cOBEHHOCTH
cTepunusaLun NpuHaanNexHoCcTel, NocTaenseMblX He-
CTepPUNbHLIMM.

HenpumeHumo, T.k. B 14.1 TpebyeTcs, UTobbl akTUBHbIE
UMNNAHTUpyeMble MEAULMHCKUE U3LENNA NOCTaBNANUCH
CTEpUNbHLIMMU.

HenpumeHWMO K aKTUBHBIM UMNNAHTUPYEMBIM MeNLIMH-
CKUM U3AenusMm.

28.19 Tpebyetcs ykasaTb CBEAEHUs, NO3BONAOLLME
OLIEHUTb CPOK CNy>KObl MCTOMHUKA 3HEPTUM.

28.20 Tpebyetcsi ykasaTb cBeA€HUS MO MepaMm npego-
CTOPOXHOCTH, KOTOpble HEOBXOAMMO NPEANPUHATE,
4T06bl NPEfOTBPaTUTL HEraTUBHOE BMUAHWE USMEHEHUI
paboYmnx XxapaKkTepuCTUK UL ENus.
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OkoHYyaHue mabnuupsi A.1

dyHaameHTaneHble npuHumnsl MCO/TO 14283

Pasgensi HacTosALWero ctaHaapTa U oxBaTbiBaeMble aCrneKTbl

[) Mepbl NPEAOCTOPOXKHOCTU B OTBET Ha BO3felcTBIE

B pasyMHO NpefcKkasyeMblX YCIOBUSAX OKpy>KatoLLel cpe-
Abl, HAaNpUMep, MarHUTHOrO MOIS, BHELUHUX UCTOUHUKOB
3MEeKTPO3HEPrU, ANEKTPOCTATUMECKUX pas3psifoB, AaB-
NEeHWUs1 N Nepenaga AasreHuii, yCKOPEHUs], UICTOMHUKOB
TEMMaUTA.;

m) AOCTaTO4HbLIA 06beM MHdOPMaLUK, Kacarowics fne-
KapCTBEHHbIX BELLECTB UIKN BELLECTB, KOTOPbIE AOMKHbI
AOCTaBNATLCA € NOMOLLbIO JaHHOrO UMIITaHTaTa, BKNio-
Yas nobble orpaHMyYeHns Npu Boibope BeLecTs, KoTopble
HeobXx0A4MMO AOCTaBMATh,

N) Mepbl NPejOCTOPOXHOCTH, NMpeSNpUHUMaeMble NPOTHB
0COObIX, HEOBBIYHBIX PUCKOB, CBA3AHHLIX C YAaneHnem
UMMMaHTaTa,;

0) NeKapcTBEHHbIE BELLECTBA, BKNOYEHHLIE B UM-
nnaHTaT Kak HeoTbeMSIeMada YacTb B COOTBETCTBUU
¢ NCO/TO 14283, nogpasnen 4.4,

P) YPOBEHbL TOYHOCTU M3MEPEHUIA, 3aABNEHHBLIA ANA UM-
NraHTaToB, CHabXeHHbIX PYHKUUER n3MepeHUs

28.22 TpebyeTcs yKasaTb CBE4ESHUSA N0 MepaM Npeao-
CTOPOXHOCTM, KOTOPbIE HEOBXOAMMO NPeAnpPUHSATS,
YTOGbI 3aLUTUTBECS OT HEraTUBHOIO BINAHUSA OKpYXXato-
et cpenbl.

28.7 TpebyeTcs nHdbopMaLmsa 0 NeKapcTBEHHbIX Belle-
cTBax, ANS BBEAEHUA KOTOPLIX padpaboTaHo nagenue.

28.25 TpebyeTca ykasaTb cBeAEHUA O Hagnexalyem us-
BIeYEeHUM UMNNaHTaTa

28.8 TpebyeTca npeaocTaBUTL CBEAEHUS O Npeano-
riaraéMoM UCNONb30BaHWUMN U3AENMUS, XapakTepucTukax,
a TalKke 0 BO3MOXHbIX MOBoUHLIX addekTax.

5 Tpebyetca npuMeHsTs MOK 60601-1 K He-
UMMMaHTUPYEMbIM YacTSM aKTUBHOTO UMMNNAHTUPYEMOTO
MeZIMLIMHCKOro M3fenus

4.9 KnuHuyeckasn oueHka

Ecnu cooTBeTCcTBUE (hyHAAMEHTANBbHBIM NPUHLMNAM
AT UMNNaHTaToB OCHOBLIBAETCA Ha KMUHUYECKUX
AanHblx, kak B UCO/TO 14283, nogpaspen 3.6, Takne
JaHHble JOMXHb! BbITb YCTaHOBNEHbI NMBO 3a cYeT:

a) cbopa AaHHbIX M3 COOTBETCTBYIOLLEN Hay4HOW NuTepa-
TYpbl, LOCTYMHON B HAacTosILLiee BpeMs, NO Ha3HaYeHUIo
u3genus, npegycMoTPEHHOro n3rotosutenem, nubo

b) pesynkTaToB BCeX KIMHWYECKUX UCCIeA0BaHMiA, Npo-
BOAMUMBIX TakuM 06pasom, 4ToObl 3almLaTb NauueHToB
u oBecnevnBaTb NPKU 3TOM Hay4HLIA XapakTep uccnego-
BaHUA

19.4 TpebyeTcs oLeHUTL HeXenaTeNnbHble BO3MeNCTBUS,
Bbl3BaHHLIE Usgenuem.

19.4 TpebyeTca oUeHUTL HeXenaTenbHble BO3feACTBUS,
Bbl3BaHHbIE U3gefnnem.
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CBA3b MeXay paszenaMu HacTosAlero craHaapTa U gyHaaMeHTanbHbIMU NPUHLUMNAMMU,
nepevymucrieHHbIMU B NPUIIOXeHUU A

Tabnuya BA

Mog- CooTBeTCTBY WM hyHAAMEHTaNBbHBIA MPUHLMN Moa- CooTBeTCTBYHOLMI hyHAAMEHTANBHBIA NPUHLKMN
pasgen pasgen
4 482 17 4.7.6.2 1 4.3.2, nepevncnexue d)
5 441,4411,4412 474,475, ,47.71,47.7.2,|18.1 453
4773,47.7.4,4782,4783,47.84,483
n 4.8.6, nepedncreHune p)
71 423 18.2 453
7.2 351423 18.3 453
8.1 3.1 19.1 4.3.2, nepedncrenune d)
8.2 4.8.5 19.2 4.3.2, nepevncrieHune d)
9.1 453 19.3 4, 4.3.2, nepeuncnerue d), n 4.7.2
9.2 4.8.3, nepeuucrneHue a) 19.4 4.36,41.7,47n4782
9.3 4.8.3, nepevuncrieHne b), n 4.8.3, nepeuuncrieHve d) 19.5 413
9.4 4.8.3, nepevuncrieHune b) 20.1 4.3.2, nepeduncrieHue c)
9.5 4.8.3, nepeyuncrieHue c) 20.2 4.3.2, nepevncreHue c)
9.6 4.8.3, nepevuncrieHue k) 21 4.3.2, nepe4uncrieHue c)
9.7 4.8.3, nepevncreHue e) 23.1 3.4 n 4.3.2, nepeuuncrieHune b)
9.8 4.8.3, nepevuncneHue b) 23.2 3.4 n 4.3.2, nepeuuncrieHne b)
9.9 4.3.1 23.3 3.4
9.10 4.8.3, nepevuncrieHune b), n 4.8.4 23.4 3.4
9.11 4.8.3, nepevuncrieHune h) 23.5 3.4
9.12 4.8.3, nepevuncneHue g) 23.6 3.41n4.3.1
101 351423 24 4.3.2, nepevncreHune b)
10.2 351423 25 4.3.2, nepevncrneHune b)
10.3 3.5 26.1 3.4n4762
10.4 3.31n4.8.1 26.2 3.5 1 4.3.2, nepeuuncrnieHune b)
111 4.8.3, nepevuncrneHue a) 27 4.3.2, nepevncrieHune b)
11.2 4.8.3, nepeuuncneHue c), 1 4.8.3, nepeduncnexue ) 28.1 4.8.6, nepeuncrieHue a),4.8.3, nepedncneHuve a)
11.3 4.8.3, nepevmncrieHue c) 28.2 453
11.4 4.8.3, nepevuncrnieHue k) 28.3 4.8.6 nepevuncrieHune a), 4.8.3, nepedncneHue b)
11.5 4.8.3, nepevuncrieHune e) 28.4 3.4, 4.3.1 1 4.8.6, nepevncrneHnue c)
11.6 4.8.3, nepevuncrieHne b), n 4.8.3, nepeuuncrieHre e) 28.5 4.3.1 n 4.8.6, nepe4ucrieHue c)
1.7 4.8.3, nepevuncrieHune b), n 4.2.3 28.6 47.3
11.8 4.3.1 28.7 4.8.6, nepeyncrieHne m)
11.9 423 28.8 4.8.6, nepevuncrieHns b) n o)
11.10 4.8.3, nepevuncneHue g) 28.9 4.8.6, nepevncrneHue c)
121 423 28.10 4.8.6, nepevncrieHune d)
12.2 423 28.11 4.8.6, nepedncreHune e)
12.3 3.5 28.12 4.3.2, nepeuncrieHue c), n 4.8.6, nepeuncnerue f)
131 4.8.5 28.13 4.3.2, nepeduncrieHune c)
13.2 4.8.5 28.14 4.3.2, nepevncreHue c)
13.3 4.7.3 28.15 4.3.2, nepe4uncrieHune c)
13.4 4412 28.16 4.8.6, nepeuncnerue a), 3.8.3, nepeuncrieHue c)
141 421,423,424n425 28.17 4.8.6, nepeumncneHue g) n 4.8.6, nepeduncnenue h)
14.2 412n425 28.18 4.8.6, nepevuncnenue a), 4.8.3, nepeduncrieHue f)
14.3 4.1.1, nepeuucneHue a), 4.1.1, nepeuncnenue b), |(28.19 4.8.6, nepevuncneHue k)
n41.2
14.4 414 28.20 4.8.6, nepeducreHnue k)
151 4.3.2, nepevuncrieHune a) 28.21 4.8.6, nepevuncnerue a), 4.8.3, nepe4ncrieHue h)
15.2 4.3.2, nepevucrieHune a) 28.22 4.8.6, nepevuncrieHue |)
16.1 4761 2823 |34
16.2 4762 28.25 4.8.6, nepedncrieHune n)
16.3 4762
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Mpunoxexue C
(cnpaBouHoe)

Ob6ocHoBaHue

C.1 BBegeHue

B UCO/TO 14283 npusefeH cBof pyHAAMEHTamNbHBIX NPUHLMNOB, MPUMEHSEMBIX NpU pa3paboTke KOHCTPYKTUB-
HOO peLUEeHMNS N U3FOTOBMEHNU XMPYPruyeckuxX UMMNaHTaToB. HacTosAwWwmiA ctaHAapT MHTEpPNPETUPYET B LIENoM 3Tu dyH-
AaMeHTanbHble NPUHLUUNG! ANA aKTUBHBIX UMNNaHTUpYeMbIX MeAULMHCKUX usfenuii. Bo MHoOrMX myHKTax HacTosLlero
cTaHfapTa UHTepnpeTauus BbIMOMTHEHA 3@ CHET YTOYHEHUS AeTarnei YacTHbIX acrnekToB pyHAaMeHTarnbHbIX NPUHLMUMNOB
1 onpeaeneHns npoueayp OLEHKN U UCNbITaHWIA.

3TN dyHAaMeHTanbHble MPUHLMNLI COCTaBNSAT OCHOBY HacTosILLEro ctaHaapTa U nocnegyrowmx vactein NCO
14708. Nx cnepyeT NpUMEHSATL COBMECTHO € MHpopMaLmeil, uanoxeHHon Hwxe. Ana yaoberea dpyHaamMmeHTanbHble NpUH-
Lnbl NepevncrieHbl NPUMEHUTENBHO K cneLuansHbIM pasfenamM HacTosILero cTadfjapta B NpunoxeHun A.

C.2 O6ume nonoxeHus

M3anoxeHHblEe HUXXE 3aMeYyaHUsi K HEKOTOPBIM MOJNIOKEHUAM HacCTOSILEro cTaHfapTa npussaHbl obrnerduTs ero no-
HUMaHUe. HacTosilee npunoxeHne afpecoBaHo TEM, KTO 3HAKOM C YCTPOWCTBOM U3AeNMniA NN UMEET ONbIT NPUMEHEHUS
aKTUBHbIX MMMNMAHTUPYEMBIX MEAULIMHCKAX U3AENUA, HO He MPUHUMAn yyacTusi B pa3paboTke HacTosiWwero cTaHgapTa.
CopepxaHue HacTOALLEro NPUIOXEHUS OTHOCUTCA HE KO BCEM pasfiefiaM HacTosLLero cTaHgapTa; UMEHHO NOSTOMY Hy-
Mepauus naparpadoB B NPUNOXEHNU He SBNAETCA nocnefoBaTenbHOA.

3a nckntodeHneM pasfenos 5, 7 n 8, pasfensl HacTosLEro cTaHfapTa ynopsaodeHsl, NOSTOMY UX MOXHO paccMma-
TpuBaTb NocnefoBaTensHO, Ha4MHast ¢ NPOBEPKU MapKUPOBKU Ha BHELLHE CTOPOHE TOBapHOW YNaKoBKW, 3aTeM NPOBEPKM
KOHCTPYKLMW YNakoBKN W fanee BMIOTb 40 UCMbITaHUIA M3Aenus, 3aBepluasi Bce B UTOre NPOBEPKO conpoBoxaatowen
LOKYMeHTaLum.

N5t HeKOTOpPBLIX PUCKOB B HACTOSILLEM CTaHAapTe NpuBeAeHbl cneluancHele TpeboBaHWs BMecTe C MepaMu OLEHKU
COOTBETCTBUS (HaMpMMep, OLEHKN YPOBHS TOKa YTEYKM), KOTOpble B clyyae WX YAOBMNETBOPEHUA afpecyloTcs OfHOMY
Unun cpasy HecKoNMbKUM yHAaMeHTanbHbIM NpUHLMnaM. [ns Apyrux puckoB HacToAWwmi cTaHaapT Tpebyert, 4Tobbl NoTeH-
LnanbHas onacHocTe bbina naeHTudMLMpoBaHa v agpecoBaHa MyTeM UCMonb3oBaHUA Npoueaypbl MEHEAXKMEHTa puUcka
B COOTBETCTBUM C UHCTPYKLUAMMU, NONOXKEHHBIMU B OCHOBY pyHAamMeHTarnbHoro npuHuuna 3.2 UCO/TO 14283. CooTBeT-
CTBWE 3aTeM YCTaHaBMBatoT NPOBEPKOA AOKYMEHTaLMM, MPeoCTaBNEHHON N3roTOBUTENEM.

B HekoTOpbIX cry4asx HUKakoe nabopaTopHoe UCTbITaHNe OrpaHUYEeHHOW NPOJOMKUTENBHOCTM HE MOXET obecre-
YWUTb [OCTATOMHYHO YBEPEHHOCTb B XapaKkTepuCTUKaxX KOHKPETHOMO U3Lenus Unu noaTBepAnTe paboune xapakTepucTUkm
M3fenua CnycTa HECKOSbKO MeT nocne umnnaHtauun. B Takux cnydasx MCO 14708 TpebyeT OT U3roTOBUTENS M3Aenus
NoAroTOBUTL [OKYMEHTUPOBaHHLIE UCCMEAOoBaHUA, HEOOXOAUMBIE 4A 3KCMEPTHOrO YPOBHS OLIEHKW M3fenus.

Mo cBoeii Npupoae obLuWii cTaHgapT He MOXET BbiTb NPUMEHEH B OAUHAKOBOMW CTEMNEHM KO BCEM W3 ENWSAM, OTHOCS-
LMMCEst K ero obnacTi npuMeHeHus. Hanpumep, MeHeAXMEHT pUCKa MOXET MoKasaTb, YTO KOHKpeTHoe usaenve Tpebyet
Gonee XeCcTKUX NpefernoB Mo KOHKPETHOMY napaMeTpy (Hampumep, No YPOBHIO TOKa YTeYKu Npu UCMONb30BaHUWN BECbMa
MarnblX pasMepoB anNeKTpoAos). B fpyrom cnydae rpaHuLbl TeMnepaTypHOro guanasoHa MoryT ObiTb MEHee XeCTKUMMY,
ecnn AOCTYNHbIE TEXHOMOrUN crnocobCTBYIOT BonblUeMy YPOBHIO HarpeBa, HO UX NpUMEHeHWe Mo3BoseT Tennote 6es-
OMacHo paccesThes.

Bo3amoxHo, no kakoMy-nnbo ocoboMy BUAY aKTUBHbLIX UMMNaHTUPYEMbIX 3aennii TpebyeTcs yaensaTs ocoboe BHU-
MaHWe Npu NPMMEHEHWN HacTosLLero cTaHAapTa. Ecnv ans aToro cnyyas cyllecTsyeT crneyuanbHblii CTaHAApPT, TO HUKOT-
fla He crefyeT orpaHM4YMBaThCs TOMbKO HACTOSALLMM CTaHLapToM.

C.3 3ameuaHusl No cneunanbHbIM pasgenamM U nogpasgenam

5 MGK 60601-1 ABnseTcA NOBCEMECTHO MPUHATLIM K UCMONB30BaHWIO CTaHAapTOM, OXBaTbIBaOLLMM GOMbLUMHCTBO
BOMpPOCOB 6€30MacHOCTH, CBA3@HHbLIX ¢ HEUMMNAHTUPYEMbIMU HYACTAMU aKTUBHLIX UMMNAHTUPYEMbIX MEANLIMHCKUX N3AENWA.

7.1 YnakoBka 04HOPa3oBOro UCMonb3oBaHWs CTaHOBUTCS CTEPUNBHOA ynakoBKOW Nocne Toro, kak caMa ynakoBka
u ee cofepkumoe Gbinu CTepUnn3oBaHel. TpeboBaHUA CTepUNBHOCTU NpuBeaeHsl B 14.1.

7.2 ToBapHas ynakoBka obecne4nBaeT 3allUTy OAHOPA3OBON YNakoBKU Npu HeBnaronpuATHLIX YCIIOBUAX TpaHc-
NMOpPTUPOBaHUA W XpaHeHUs, a Takke obecredmBaeT AOCTYN K COMPOBOXAAtOLEN AOKYMEHTaLUMN B MeCTe MPUMEHEHNS.
CwMm. Tarxe 10.4.

8 B uenom, nHdopMaLua, NpusBoguMan Ha MapKUpPOBKE aKTUBHOMO WMMMaHTUPYEMOro MeAULMHCKOro W3fenus,
fomkHa ObiTb NoneaHa KMMHULMUCTY NPU NPUMEHEHWN N3aenus Ans nedveHns. JononHuteneHas MHopMaLums, He uMeto-
Last OTHOLUEHUA K STOW Lienn, MOXET 3aTPYAHUTb NOHUMaHWe MHOpMaLMK, CyLLeCTBEHHON A1A KOPPEKTHOMO UCMonb3o-
BaHWA nagenus.

8.1 Tpebyemble NpefynpexneHns AoMKHbI ObiTe pasnuYMMLl C NepBOro B3rmsSAa, He GbiTb NMpY STOM CIMLLKOM Men-
KUMU U He NepeKpbIBaTLCA APYrMMU NpeaynpexaatowumMm HaanucaMu, YTobebl nsberaTb HEHYXHOro pucka ANs NalWeHToB.

8.2 lMpwn oTkase psiga o6pa3LoB UMNNAHTUPYEMOrO U3AENWUS MOXET CTaTb OYEBUAHBLIM, YTO AOMXHLI BT Npeg-
NPUHATEI AeWCTBUA NO NpefoTBpaLleHUo HaHeCeHUs Bpeaa naLlueHTy NpUMeHeHWeM CXoxXuX nagenuii. MNocTpagaslune
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naLUeHTbl OMKHbI BblTb YETKO UAEHTUDULIMPOBAHEI, YTOBEI M3bexaTb HeHYXHbIX MEAULMHCKUX npoLeayp. 3To TpebyeT
YeTKON UAeHTUPUKaLIMKM KaK 3L Eenns, Tak U ero KOMNOHeHToB 6e3 HeoBXOANMOCTH aKennaHTauun nagenus. MNpaeunbHas
UAeHTUdUKaLMA KOMNOHEHTOB 3aBMCUT OT TOTO, HACKOMbLKO M3roTOBUTENL NOLAEPXKUBAET BEAEHNE CUCTEMATUHECKUX 3a-
nucei. PyKoBOACTBO MO OAHOMY W3 NOAXOL0B K BEAEHUIO 3anuceii npeacTasreHo B cepun cTaHaaptos MCO 9000 BmecTe
co ctaHfaptamu MCO 13485 n NCO 13488.

9 B obLeM, B MapKupoBKe Ha ToBapHOW yNakoBKe criefyeT CTporo nsberart HecyLlecTBEHHOW UHGopMaLmy, KoTo-
past CHMXaeT ACHOCTb BaXKHbIX CBEAEHWIA, TpebyeMbIX HacTOALWMM CTaHAapTOM.

9.1 YnakoBKa, cogepxallas UICTOMHUKU pagunanunm, MoXeT ObiTe NpegMeTOM 4OMNOMHUTENBHOrO crneLuansHoro KoH-
Tpons.

9.3 CregyeT yaensTb BHUMaHWe TONbKO ToW MHdopMaLmm, koTopasa HeobxoaMma nosib3oBaTento AN naeHTudnka-
LMK u3genus B npouecce ero BoliGopa npu NpoBefeHUM MeaULIMHCKON NpoLeaypsl.

9.4 MoxeT oKasaTbecs, YTO MHdOopMaLmMK, TpebyemMoil Ha TOBapHOI YNakoBKe B COOTBETCTBUW C APYrUMU Mojpas-
Aenamu cTangapta, OyAeT HefoCTaTOuHO AN UASHTUMDMKALMN USAENNS U ero XapaKTepUCTHK.

9.5 HacTosLlee TpeboBaHWe npefHasHa4eHo Ansa obecneyeHnss Mep Hagnexallero obpallieHns ¢ U3genuem.

9.6 1 11.4 B nNpUHATOM NOBCEMECTHO K NpuMeHeHuto cTaHgapte MCO 5841-1 Ha UMNNaHTUpyeMble SreKTpoKap-
LVOCTUMYMNATOPBI YXe YCTaHoBNeHbl TpeboBaHus k dopmaty gatel. MCO 8601 ycTaHaBnvBaeT MeXAyHapoAHO NPUHATLIN
dopmar gaThbl.

9.8 [ins onpepeneHns TOMHOTO COAEPXUMOro He 06a3aTenbHO BCKpbIBaTh YNakoBKy. [locne BCKPLITUA B ynakoBKe
JOMKHbI ObITh B HANW4YUK BCe cneumarnbHble NPUHAANEXHOCTU, HEOOXOAMMBIE NONB3OBATENO AN NPUMEHEHUS W3AENUS.
OTO NO3BOMUT 3alUTUTL pasynakoBaHHOE, HO He UCMONb30BaHHOE U3Aenue OT NOBPEXAEHUS.

9.9 MNocne BCKPLITUS YNAKOBKN BNOXEHHOE U3fenue AOMKHO MCMONb30BaThCA C NPUHAAMEXHOCTAMM, NocTaBns-
eMbIMU OTAEMbHO, KOTOpbIe Bpad HaMepeH UCMOonbL30BaTh B XOA4e UMMNaHTauun. 3To NO3BONWUT TakKe cCOXpaHUTb pac-
nakoBaHHOe, HO He UCMOonb3oBaHHOE U3fenue B NPUrogHOM BuAe A0 Tex rop, noka He BygyT HaigeHbl noaxogswme
NpPUHaANEXHOCTH.

9.11 Cm. paspen 25 1 26.2 Ha npegMeT 06CyXAEHUSA UCKITIOYUTENBHBIX YCIOBUIA TPAHCMOPTUPOBAHUA U XPaHEHUS.

9.12 n 11.10 Kakoe-nubo ykasaHue Ha cneuuanbHoe HasHa4eHWe U3Lenus nomoraet M3bexaTb NPUMEHEHUA U3-
fenvs nalueHTy, ANA KOTOPOoro AaHHoe nsfenue He npejHasHa4YeHo.

10.1 YnakoBka AoOrmKHa rapaHTMpoBaThk TO, YTO U3fenne He NOABeprarniock BO34eiCTBMIO ONacHbIX YCIOBWIA BO Bpe-
Ms1 TP@HCMOPTUPOBaHUA U XpaHeHus. [JonycTumele nNpefensl 3aBUCAT OT Au3aitHa KOHCTPYKLMW paccmaTpuBaeMoro ua-
nenvs.

10.2 ATMocdbepHasa BRaxHOCTb BO BPeMs TPaHCMOPTUPOBAHUSA He AOMKHa Bbl3biBaTbk YXYALWEHUA HAHECEHHON
WHpopMaLK, nNpefHazHa4YeHHo nonb3oBaTento. 3To TpeboBaHMe OCHOBaHO Ha COOTBETCTBUM nogpasgeny 4.10 MK
60601-1 1 Ha ucneitaHum Cb no M3OK 60068-2-56.

10.3 McnbiTaHne Ha BNaXKHOe UCTUpaHue onpeaenseT TpebosaHne NOCTOAHCTBA HEYHUUTOXKUMOCTU U pasfinynmMo-
CTV MapkupoBku. 3To TpeboBaHNe ocHoBaHO Ha TpeboBaHUM cooTBeTCTBUA Nogpasgeny 6.1 MOK 60601-1.

10.4 ®yHAaMeHTanbHbIM NPUHLMMNOM ABMAAETCH TO, YTO U3Lenne COOTBETCTBYET PyHKLMN, YKa3aHHOW M3roTOBUTE-
1IeM W 3asBINEHHOW MOMb30BaTEN0 B MapKMPOBKE W CONPOBOXAatolei AokyMeHTauun. 3To TpeboBaHue cuuTaeTcsi Ha-
PYLUEHHEIM, ecrnn MHOpMaLUa HENpPaBUIbHO COOTHOCUTCA C U3 eNueM.

11 B LernoM MapKkupoBKa Ha CTEPUIIBEHON ynakoBKe fOMKHa BbiTb orpaHMYeHHO MO CoAepxaHuto, YToObl n3bexarb
HecyLLieCTBEHHON NHdOPMaLMK, KOTOPas CHUXAaeT SCHOCTb NPeACcTaBeHus MHdopmaLum, TpebyeMoil HacTOSALLMM CTaH-
fLapToM.

11.7 BaxHo, 4TO6bI Nonb3oBaTenks MOr NMPoBepuTb, BCE N Yy HEro B HanuymMu us Toro, 4to TpebyeTcs, Henocpes-
CTBEHHO Mepej UMnnaHTauven uagenus 6es Heo6xoaMMOCTU NpesBapUTENBHOMO BCKPLITUA CTEPUIBHON ynakoBku. Ecniu
ynaKkoBKa OCTaeTCs OTKPLITOW B TEYEHUe HEOMPEAENEHHOro nepuoga BpeMeHun nepes MMnNnaHTaumei, To STO MOXET Bbl-
3BaTh 3arpsA3HeHWe 3genusa Unu ero NoBpexzgeHuve.

11.8 310 TpeboBaHMe NO3BONSAET NOATBEPAUTL OKOHYATENBHO BUALI COEAMHEHWIA Neper BCKPLITUEM ynakoBku. (Ha-
npumep, Ha TOT cly4vai, ecrnu cTepuiibHasn ynakoBka OTAENeHa OT CoMnpoBoXaatoLLeil AoKyMeHTauun). Ecnuv xe ynakoBka
OCTa&TCH OTKPLITON B TE4EHUe HeonpeAerneHHoro nepuoga BpeMeHn nepes UMnnaHTauuen, To 3T0 MOXeT BbI3BaTb 3a-
rPsA3HEHWe U3Lenusi U ero NoBpeXAeHue.

12.1 NCO 11607 sBnsAeTcs o6WMM CTaHLapToOM, YTOHHSAOWMM TpeboBaHWUsA K MaTepuanam ofHOpa3oBoro NpuMeHe-
HUS U KOHTeiHepaM MHOropasoBOro UCMONbLIOBaHWA 4NA XPaHEHUS YNaKkoBKU U3eNuid AN OKOHYaTEeNbHOW CTepunnaaumu.

13.1 Takasa MapkupoBka obecrnedmBaeT WAEHTUDUKALIMIO U3AENUS NPU Ero U3BMIEYEHUM (IKCnaHTayum). HekoTto-
pble UMMNaHTUpYyeMble YacT MOryT GbITb CRULLKOM MENKUMM, Y4TOBEI Ha HWX Morma 6biTb HaHeceHa MapkupoBka. He-
KoTopble NMPUHaANEXHOCTU (Hanpumep, B BUAE NpunaraeMbiX MHCTPYMEHTOB) MOTYT He HYXAAaTbCA B HAHECEeHWU HoMepa
napTum Unu cepuitHoro HoMmepa. 3To TpeboraHMe OCHOBaHO Ha COOTBETCTBUM TpeboBaHuo MOK 60601-1, nogpasaen 6.1.

13.2 370 TpeboBaHWe NO3BONSET NOML3OBATENIO MPYNNUPOBATL SMEMEHTHI MY aHanu3e gaHHbIX MO CPOKY UX oS-
roBe4HocTU. XapaKkrepucTuku Gatapen NUTaHWUsA, KOTopble W3Ha4arbHO HOMWHANIBHO PaBHOLEHHbI, YacTo MOKa3biBaroT
CYLLECTBEHHbIE Pas3nuyns no AONTOBEYHOCTU K KOHLIY cpoka crnybbl MMNnaHTaTa.

13.3 HacTtoswuin nogpasgen 3aTparusaeT dyHAamMeHTanbHbIA NpuHUMN: Noboe UCMONb3yemMoe magenne MoXer
ObITb MASHTUDULMPOBaHO 6e3 NpoBEAeHUSA XUpyprudeckoin onepaumum 1 6e3 Heo6XxoaUMOCTHU B crneunanusmpoBaHHOM
o6opyaoBaHuK, XapakTepHOM ANs KOMMNaHWW-U3roTOBUTENS UM Mogenu m3genus. Ha npaktuke MoXeT okasaTbCs He-
YAOBHBIM MapKupoBaTb Mefkue HeakTUBHble UMMNaHTupyeMble usgenus. CerogHs BoICOKUM YPOBHEM PasBUTUS TEXHO-
TIOrUiA cHUTaETCA WAEHTUDUKALNA U3rOTOBUTENS U MOZ NV U34ENUS C MOMOLLbIO PEHTIeH-KOHTPaCTHLIX CUMBOIOB-METOK,
ecnv usgenue CoAepPXnUT UCTOYHUK aHeprn. CUYUTbIBaHWE PEHTIEeH-KOHTPacTHOro CUMBOSa Mo3BoNAeT BbiOpaTh Nogxoas-
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Ljee TereMeTpuyeckoe YyCTPOACTBO, KOTOPOE, B CBOIO OMepefib, MOXET NO3BONUTL MAESHTUDULUPOBATL CEPUIAHBIA HOMEp
UMNNaHTUPOBAHHOIO U3 ENUs.

13.4 BesonacHoe NpUMeHeHue Kaxaoro usgenus Tpebyer (C y4eToM COOTBETCTBYIOLLMX AONYLLEHMA 06 ypoBHe 06-
YYEHWA U 3HAHUIA NOTEHLUManbLHOro Nnonb3oBartens), YTobkbl K HeMy npunaranack Hekas knioveBasi MHgopmauums. Hackonbko
npakTU4HO 1 JOMYCTUMO, MHGOopMaLms, Tpebyemasn Ana 6e3onacHoOro UCNONbL3OBaHUA U3 enus, AormkHa BbITb HaHeceHa
Ha camo nagenue. Ecnv BoaMoxHo, Takas uHgopmaLus gorpkHa bbiTb NpegcTaBneHa B BUge cuMBosioB. [Npu aToM fobble
CUMBOSIbI U UX LiBETOBasi MHAMKaLMA AOMKHBI COOTBETCTBOBATbL MEXAYHapoAHbIM cTaHAapTam. Ecnu cooTBeTCTBY!IOLLErO
CTaHAapTa He CyLeCTBYET, CUMBOSIbI U LIBETOBas MHAMKALMA AOMKHBI GbITb ONUCaHbl B AOKYMEHTaLMK, NPEAOCTaBNSEMON
N3roToBUTENEM.

14.1 Bo n3bexaHue HeHYXHbIX NepeMeLLeHUin N NpoLieccoB NpeaonepaLoHHON NOArOTOBKUA B KITMHUKE UMNNAHTU-
pyeMble YacTW aKTUBHbLIX UMMMAHTUPYEMbIX MEAULIMHCKUX U3 ENUiA AO0MKHBI NOCTABNATLCA CTEPUITBHBIMUA B OfHOPa30BOA
ynakoske. Ecnu apyrue 4acTu BKIMIOYEHbI B OZJHOPA30BYIO YMAKOBKY, OHU Taloke AOMKHbI BbiTb CTepuribHbIMKU BO U36e-
XaHue 3arpsasHeHns MMMNaHTMpyeMblx Yyacteir. Matepuany, cogepxalleMyca B repMETUYHO 3aneyaTtaHHOM KOHTelHepe
B TeYeHWe Bcero cpoka cnyxobbl nsgenus, He Tpebyercs 6bITb CTEPUNBHBIM.

14.2 TMockonbky ocobbiM TpeboBaHMEM K UMNNAHTATY SABNAETCA TO, YTOOLI OH HE 3aHOCUI UHEKLUUIO B OpraHnam
60rbHOro, To He AOIMKHO ObITb W3NMULIHEro BBEAEHUS BeLecTB cO cBOGOAHBIMU TBEPALIMU NPUMECAMU («CTEPUNbHAsN
rpsisb»). MeToz oLeHKU OCHOBaH Ha COMoCTaBNEeHUU pe3ynsTaTtoB UCNbITaHUIA C YCTAHOBNEHHBIMU KONUYECTBEHHBIMU Npe-
fAenaMmu cofepxanus npumeceid. MoaxoauT noboe cpeficTBO U3MEPEHUS, UCNoNb3YIoLWee AaHHBIN MeTod. McnbiTaHns,
OCHOBaHHbIe Ha CTaHAapTHLIX UCTMbITaHUAX Ha Hanuuue YacTul, onucaHel B BputaHckoii dpapmakonee.

14.3 B KOHTeKCTe HacTosLero cTaHfapta TepMUH «BUOCOBMECTUMOCTbY 03HAYAET BLICOKYIO CTENEHb YBEPEHHOCTH
B TOM, YTO UMMNNaHTUpyeMblii Matepuan byaeT yHKLMOHMpoBaTb 6e3 NPUYMHEHUS Bpefa OpraHU3My UK He NoBpexaa-
AICb, B CBOIO O4epefib, CO CTOPOHLI OpraHuama. bruonornyeckune ncnbiTaHUA, NOKpbIBaOLLME CPOK CRYKObI UMNNAHTUPOBAH-
HOro usgenus, HeBbINOMHUMBLI. COOTBETCTBEHHO NOATBEPXAEHUE GUOCOBMECTUMOCTU MOXHO NOMNY4YUTb TONBKO Ha OCHO-
BaHWUK 0606LLeHNs CYLLEeCTBYIOLMX OMBbITHLIX AAHHLIX U/UNKU NPU3HAHHLIX Npoueayp Guonornveckoi oUeHkn (Hanpumep,
nyTeM NpUMEHEHUs Kakoit-nubo us yacreit MICO 10993).

16.2 Hanuuune HenpepbIBHbLIX MaribiX MPsiMbIX TOKOB U3 UMNAAHTUPYEMbIX 3MEKTPOAOB MOXET Bbl3BaTb NOBpexXae-
HWe TKaHeW Unn Koppo3uio anekTpofa. besonacHbIM 3Ha4eHneEM MOXET ObiTb TOK, NOHWXEHHbIW 40 0,1 MKA ANA Manbix
snekTpoAos. MeToa ucnbITaHWA AOMMKeH BbITb NPUMEHUM Aaxe K U3AENUAM, UCNONb3yeMbIM ANA KOHTponsa dusuonoru-
YEeCKUX MPOLIeCCOoB.

16.3 3nekTpudeckas usonauua AonkHa ObiTb afeKBaTHOW, faxe eCnu U3ONALMA NPOHUL@eMa ANSA XUAKUX cpea
opraHuama. CylLiecTBYET pyHKLIMOHarNbHan B3aNMOCBA3b MEXAY BpeMeHeM HapacTaHWs NpUKNazbiBaeMoro TeCTOBOro Ha-
NPSXEHUs, HanpPsHKEHUEM U YHUCITOM NOBTOPEHWI UCTIBbITAHNSA, HO 3Ta B3aWMOCBA3b HE MOXET ObITb onpeaeneHa ANs BCcero
MHOXeCTBa M3AeNuii, oXBaTbiBaEMbIX HacTOALMUM cTaHAapToM. OTo6paHHbIe 3Ha4eHUA NpegHa3Ha4eHbl ANS Toro, YTo6b!
YyCTaHOBUTL OCYLLECTBUMOE UCNbITaHWe, Aalolee 3HauuTenbHble pesynsrarhl. [pyrue yactu MCO 14708 mMoryT yctaHaBs-
nuBaTh Apyrve BUAbI UCNBITAHWA Ha OLEHKY.

17 W3-3a xopoLuero TeNSI0BOro KOHTaKTa MeXAy akTUBHBIM UMMNAHTUPYEMbIM MEAULIMHCKUM U3 enUeM 1 TKaHAMU
nauueHTa noBelILLEHNE TemnepaTypbl Ha 2 °C Ha BHELUHE NOBEpXHOCTU UMMNMaHTUpYeMoro usaenus Tpebyet sHaunTenb-
HOro paccesiHWUs 3HepruK ¢ 06LIMHOrO MMNIAHTUPYEMOro UCTOMHUKa aHeprun. MoryT TpeboBaTbces 6onee CroXHble UCTIbI-
TaTenbHble METOANKA U MEXaHW3MBI 3alLUThl, €CIU UMMIAHTUPOBAHHBIA UCTOYHNK 3HEPTUN MOXET NOCTaBNATL SHEPruto
C BbICOKMMW 3Ha4YeHUAMM, KaK B clydYae UMmnnaHTupyemoro fedubpunnsaropa. deiictBuTensHas TeMneparypa noBepx-
HOCTW nagenua, paboTtarolero B 0CoGbIX YCNOBUSIX UK B YCIOBUSIX €4MHUYHOMO OTKa3a, 3aBUCUT OT Temnepartypbl Tena
nauueHTa, KoTopas sBNSETCA BHEWHEN ANA umnnadTara. lNpeaensl TeMnepaTypbl, YCTaHOBIEHHbLIE B HACTOALLEM CTaH-
JapTe, HUXe COOTBETCTBYIOWUX Npeaenos, ycTaHoBneHHbx MOK 60601-1, BBUAY NOBLILLEHHOR TPYAHOCTU NpoBeAeHUs
KOPPEeKTUPYIOLLUX AEWCTBUIR, €CAU UCTOYHUK SHEPIUU UMIMNAHTUPOBaH.

18.1—18.3 B HacTosLee BpeMa JOMYCTUMO, YTO HEKOTOpbIE aKTUBHLIE UMMITAaHTUpyEMbIE MEAULIMHCKUE U3 enusa
MOrYT coAepXaTb pafMoakTUBHbIE BeLLecTBa. Ha MOMEHT U3fjaHnsi HaCTOALLEro cTaHAapTa HeM3BECTHO HU O HOMO aKTUB-
HOro UMNMAHTUPYEMOro MEAULIMHCKOTO U3Aenus, kotopoe bl crieyyanbHO UCTyckano paguoakTuBHoe uanyyenue. K uc-
TOYHMKaM pagnoakTUBHOW SHEPrun NPUMEHUMBbI ToNbKo TpeboBaHMs, onMcaHHbIe B HACTOSALLMX pasfenax.

19.1 BOMbLIMHCTBO aKTUBHLIX UMIMITAHTUPYEMbIX MEAULIMHCKUX U3Aenuid pa3paboTaHbl Ans UMNNaHTauumM Ha cpok
B HECKOIbKO NeT. Takum obpasoM, UCTbITaHWA, LEenblo KOTOPLIX SABMSAETCA ONpeAerneHne BpeMeHn N0 oTKa3a usfenus
Unn nony4veHune nHcopmaLmn o cpoke cnyx6bl U3Aenus, YacTo HeBLINOMHUMLIL. pueMnemoii NPakTUKoiA ABnaeTca co-
KpalleHWe BpeMeHU MonyYyeHUs HeobXxoAMMbIX AaHHbLIX NyTEM NMpOBeAEHNUS YCKOPEHHbIX UCTbITaHUiA. Ha ocHoBaHuK pe-
3ynbTaToOB TaKOro UCMbITAHUA MOXHO cfenaTb 3akiioyeHue o napaMeTpax cpoka crnyx6bl npu GonbluMHCTBE criyvyaeB
GnaronpusATHLIX YCroBWiA paboTel UMMNAHTUPYEMOro usgenus u ybeanTbesa B TOM, YTO:

a) oTKasbl, HabnogaeMble NPU YCKOPEHHBLIX UCTBITAHUSIX, CXOXKM C TaKOBLIMU, MOMyYeHHBIMA NPU UCMONb30BaHUN
B HOpMarbHbIX YCNOBUSX;

b) ponyctuma — ¢ pasyMHbIM YpOBHEM [JOCTOBEPHOCTU — IKCTPAMONALMS 3HAYEHUA OT YCKOPEHHBIX UCTIbITaHWUMA
K HOpMasbHbLIM YCNOBUAM NMPUMEHEHUS.

OnNbIT NPUMEHEHNA aKTUBHBLIX UMMNAHTUPYEMbIX MeAULIMHCKUX U3AENUIA 3a nocrefiHne rofbl NoKasbiBaeT, YTo ypo-
BeHb NpexAeBpeMeHHbIX 0TKa30B U3AeNuil LOCTUraeT O4eHb HU3KOro 3Ha4YeHWs, KaKoro 1 oXuaaloT nonb3oBarenn. Takum
06pa3oM, YCKOPEHHbIe UCNBITaHUsA, UCNofNb3yeMble ANA OLUEHKU HAflEeXHOCTU aKTUBHBIX UMNAAHTUPYEMbIX MEANLIMHCKUX
U3Lenuid, He TONbKO AOMKHEI COOTBETCTBOBaTb TPe6oBaHNAM, ONUCaHHBLIM BhiLLE, HO A0MKHbI ObITb paspaboTaHbl Takum
06pa3oM, 4ToBbl AOCTUraTb CTATUCTUYECKN 3HAYMMOrO YPOBHSA TUNWYHLIX BUA 0B OTKa3oB MeHee 0,5 % B rog.
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19.2 BaxHo, 4ToObI paspskeHne NCTOYHUKA SHEPruK aKTUBHOTO UMNNAHTMPYEMOro MeANLMHCKOrO U3[ENNUs He Bbl-
3bIBanNo npekpaweHusa ero pyHKUMoHnpoBaHusa 6e3 npeaBapuUTensHOro npegynpexaerns. MexaHuam npeaynpexjeHus
He AOMKEeH BBIKNIOYaTLCA U3 paboThl N0 BUHE pas3nMyHLIX BUA,0B TeparneBTUYECKUX Npoueayp, KOTopble MOryT UCTOLMTD
WCTOYHUK SHEPrUn C pasHbIMU CKOPOCTAMM.

19.3 AKTUBHOE UMNNAHTUpyEeMOe MeAULMHCKOe U3fenue JOMKHO ocTaBaTbes 6e30nacHbIM NpU HACTYMEHUN OT-
Ka3a. U3-3a orpaHUY4eHNIn KOHCTPYKUMW NPUMEHSIEMBbIX B HacTosiLiee BpeMsi U3feNuil CHUTAETCH, YTO aHanu3 nepBoro
0TKa3a MOXeT 6biTb BbINOMHEH TONbKO paspaboTunkom usgenus. Metogonorus aHanusa yCTaHOBNEHa HaCTOSALLUM CTaH-
AapTom. TpeGoBaHUA K HaAEXHOMY NPOrpaMMHOMY obecneyeHmnio NporpaMMMpyeMbIX CUCTEM YCTaHABIIUBAIOTCH TOW e
METOA0NOrnen.

19.4 HekoTopble KpUTEpUN TPaANLIMOHHBIX (PapMaKonormyecknx KIMHUYeCcKUX uccnefoBaHuii MoryT 6biTb Henpu-
MEHUMbI K aKTUBHBIM UMMNAHTUPYEMbIM MEAULIMHCKMM U3[ENUSM: HanpuMep, pacnpefeneHus no Bo3pactam U 4BOWHOTO
cnenoro koHTponsa. ObnacTtb Nboro KNUHMYECKoro uccrefoBaHus ByaeT orpaHUyeHa Manoi JoCTyNHO Lenesoi nony-
NAUUeR N OTHOCUTENBHO HU3KUM YUCNOM CRyYaeB LieneBoii NaTornorum.

20.2 OnemeHTHI Uenu Ha pUcyHKe 1 pacnonoxeHel TakuM obpa3oM, 4YTO SHeprus, nogaBaemast Ha usgenue, korga
nocnefHee HaNPAMYIO NOAKNIOYEHO K UCnbITaTenibHOMY o6opyaosaHuio Yepes peauctop 300 OM, nofobHa aHepruu, no-
AaBaeMoW Ha usfenve ¢ NOMOLLbIO BOAUTENSA pUTMa, Korja nauyueHT noasepraeTcs fedpubpunnsayum ¢ ucnonb3osaHuem
BHELUHNX anekTpoaos Aedubpunnartopa. MNpu Takom UCTIbITaHUK cnefyeT u3beratb UCMONb30BaHNS BLICOKOTO Hanpsixe-
HWA, NOCTaBNAEMOro HENOCPEACTBEHHO aNekTpoaamu AecubpunnsTtopa. TpeboBaHus ocHoBaHbl Ha UCO 5841-1, pasaen
6 1 pucyHkmn 1 n 2.

MNonbiTkn AecbnbpunnALmMKN HYacTo NPUXOAUTCS NOBTOPSATL, M NONSAPHOCTbL NOAABAEMOro CUrHana nNpu 3ToM He orpa-
HW4eHa. HacToawmii nogpasaen npeaHasHayveH ANs onpeferneHunsi Takoro NpakTMYeckoro ypoBHS 3aluuThl, 4Tobbl B 6onb-
LWKMHCTBE cny4aes Aedubpunnauua He BbldbiBana NoBPEXAeHUA akTUBHOIO UMMIaHTUPYEMOro MEAULMHCKOTO U3Aenus.
B LuenoM HeBO3MOXHO 06ecnevnTb NOMHYIO 3aLLUTY aKTUBHBIX UMIMAHTATOB, COAEPXALLMX NOMyNpoBOAHUKNA. HeBuaUMbIE
NOBPEXLEHNA MOTYT COKPaTUTL CPOK CNyX6bl MonynpoBOAHMKOBLIX KOMMOHeHTOB. OTclofa u cooTBeTCTBYIOWME Tpebo-
BaHuA B 28.13.

21 HacToswmii pasgen npefHasHayeH ans obecrneyeHUs pasyMHOrO YPOBHSl 3aliUThl OT WAEHTUPULUMPYEMBbIX
OMacHOCTEN, TaKnX Kak Xupypruiyeckoe BMELLIATENLCTBO UMM Ha3HayYeHne Kypca duanoTepanum, B HacTHOCTU AuaTepMun.
310 TpeboBaHWe MOXET ObITb AOMOSIHEHO aHarM30M CriyyaeB HU3KOrO YPOBHS 3alluTbl, MPUBEAEHHLIM B pasaene 27.
B LenoM HeBO3MOXHO oBecne4nThb NOMHYH 3aLlUTy aKTMBHBIX UMIIAHTATOB, COAEPXALUMX NONyNpoBOAHUKA. HeBuaUMblIE
MOBPEXAEHUS MOTYT COKPaTUTb CPOK CyxObl MoMynpoBOAHMKOBLIX KOMMNOHeHToB. OTciofa U cooTBeTCTBYyOWMNE Tpebo-
BaHusA B 28.13.

22 CnepyeT 06paTuTb BHUMaHUE, YTO AaHHOe TpeboBaHUe afpecoBaHO K BO3AEUCTBUIO TONBKO AUArHOCTUYECKOrO
yneTpasByka. B HacTosiLLeM cTaHfapTe BO3AeiCTBUE yrbTPasByka Ha akTUBHOE UMITIAHTUPYEMOE MeAULMHCKOE U3genuve
B TepaneBTUYECKUX A03aX onpefenseTca TpeboBaHWeM O Npeaynpexaatowux Haanueax (cMm. 28.14).

23.1 WN3BecTHO, 4YTO AaHHOe TpeboBaHUe SBNsAeTcH Gonee cTpornM, Yem aHanorndHoe TpeboaHne MOK 60601-1.
[MporpaMmaTopel, MepeHoCMMbIe BPYYHYIO, U NOpTaTUBHbIE aHanm3aTopbl MOryT NoABEPrHyTLCH TSRKENbIM MEXaHUYECKUM
yAapaM BO BpeMs NepeHOCKN KeM-NTMBO UHBIM, KPOME ONbITHOrO nonb3oBatens. Mpu Taknx yaapHbIX BO34EeNCTBUSIX NOMy-
YeHHoe noBpexeHne He cpasy NposiBUTCA ANSA NOMb3oBaTenNs, HO NMOBPEXAEHHOE U3fenue MOXET HEBEPHO HaCTpPOUTb
UMNAaHTaT N fath NOXHbIA aHanu3 UMNNaHTUPOBAHHOrO U3fenus, YTo BNOCNeCTBUM NPUBEAET K HEHY)XHOMY U3Bne-
YEHUIo UMMNaHTaTa.

23.2 HactoAawuint nogpasaen ycraHasnvMBaeT MUHUMalbHLIA CTaHAAPT MNPOYHOCTM aKTUBHBLIX MMMNAHTUPYEeMbIX
MeAMLMHCKMX n3genuit. PykoBoAcTBo, NpeacTaBneHHoe B MOK 60068, nogpasyMeBaeT, YTo faHHOE UCTIbITaHWe Ha BO3-
feiicTBre cryqaiHoi BubpaLmu aensetcst 6oriee YMECTHBIM, YeM UCMbITaHWe Ha CUHYcouaanbHyio BUGpaLuto, onucaHHoe
B APYroi 4acTu Ha3BaHHOro cTaHfapTa, KoTopoe 6bIfo paHee onpefeneHo ANA OLEeHKU MMNMaHTUPYEMBIX KapaNnoCTUMY-
NATOPOB.

[nana3oH 4acToT onpeaensaeTcs ¢ y4eTOM UCMOonNb3oBaHUS usgenvsa. HuxXHWA npeaen YactoTsl pacwmpeH go 5 My
B CBA3W € TeM, YTO UMMNNaHTUPOBaHHOE U3JENUe MOXET NoABepraTbCcs BO3AeACTBMIO BUOpaLMM HU3KOIA YacToThl, KOTopas
MOXET Bbl3blBaTb CMeLLEHNe BHYTPEHHUX KOMMOHEHTOB OTHOCUTENBHO ApYr Apyra. BepxHuii npeaen YacToTel orpaHudeH
150 Iy, NOTOMY 4TO TeNno NauueHTa HageneHo CnocoBHOCTLIO K 3aluuTe U3fenusa oT BO3AeNCTBUIA BUGpauun BICOKOM
YacToThl, KOTOPbIE B MPOTUBHOM cry4ae 6bliv 6bl CyLLecTBEHHbI 47151 MarblX 3MeKTPOHHbLIX U3Aenuid.

3alyuTta usfenua Bo BpeMs TpaHCNOPTUPOBaHUA U XpaHeHnsa obecrneynBaeTca COOTBETCTBYIOLEN KOHCTPYKLUei
YNaKoBKu.

23.3 M3BecTHO, YTO UMMNaHTUpOBaHHbIE NMPOBOAHUKA U KaTeTepbl MHOMAa NoABEpraloTcs BO3AeHCTBUIO pacTaruea-
FOLLMX CUM MOCNe UMMNaHTaumMu. 3TU CUnbl, BO3MOXHO, Bbi3BaHb! ABWXKEHWSIMU Tena BO BPEMSI 3aHATUIF cCNOpTOM unu du-
3UYECKUMU cUnamu, NpuKnaabiBaeMblMU HENOCPEACTBEHHO Ha Teno, HanpyuMep, NMPU HeCYACTHbIX CIyYasX.

23.4 1 23.5 371 TpeboBaHus NpegHasHaveHbl ANs o6ecneveHns Toro, YTobkbl BbINo NPoBEAEHO afeKBaTHOE UCCNe-
foBaHue Ansa obecneyeHns 3aLlnThbl OT YCTaNOCTHbLIX OTKa30B UMMIIaHTUPOBAHHLIX ANEKTPOAOB U KaTeTEPOB.

23.6 HacTosAwmii cTaHfapT ocTaBnseT MeTog obecredeHuss 6e30nacHOCTU COEAMHEHNS Ha YCMOTPEHWUE U3roTOBH-
Tens. Takum obpa3om, OT N3roToBUTENS TpebyeTca OnpeaenuTbL COBMECTUMBIE YacTU COEAUHEHWIA (cM. 9.9 1 28.9) Tak,
YTOGbI OMnpefeneHHble YacTh Bbinu BbiGpaHbl AN UCMIbITAHWSA Ha NOATBEPXAEeHUe TOro, YTO UMNNAHTUPYEMBbIE YacTH Co-
eiMHEeHNS HaAeXHO W MPOYHO COeMHEHBI Ha cryYall BO3AeACTBUS CUI PaCTAXEHMUS.
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B TpeboBaHWK HacTosLLEro cTaHaapTa no OLeHKe COOTBETCTBUSA JOMNOMHUTENBHO K CUITe PacTsKEHWUsA NpuKnaabisa-
€TCA KPYTALUMA MOMEHT, NMOCKOMNBKY UMMNMaHTUPOBaHHbIe YacTh COSAUHEHUS MOTYT NOABEPTrHYTHCA BO3AEHCTBUIO KpyYe-
HWS BBUAY MeLMeHHOro CMeLLeHUs UMNNaHTUPOBaHHOIO U3 eNnsa B TEYEHUE CPoKa CryxObl.

B noapasgene npvBegeHbl pekoMeHAayeMble 3HaYEHNSA KPYTHALLEro MOMEHTa U COCPEAOTOUEHHbIX CUMT A1 OLEHKU
NPOYHOCTU COEANHEHUS, OfHaKo paspaboTka UCMbITaTensHOro 060pyA0BaHUA U CPEACTB MOHUTOPUHIA UCTLITaHWUS OCTa-
HOTCS 32 M3roTOBUTENEM WM3AENUS U He3aBUCUMOW UcnblTaTenbHo nabopatopueil.

24 3711 TpeboBaHUSA NPUMEHSIIOTCA TONBKO K HEMMMMaHTUPYEeMBIM YacTAM, KOTopble MOryT NojBepraTecst Bo3aein-
CTBWIO YCMOBWIA OKpyXatoLeil cpeabl nevebHoro yupexaenus. MNpegnonaraeTcs, YTo UMMNIAHTUPOBaHHbIE YacTu JocTa-
TOYHO 3aLlyWLLeHbl OT BO3AENCTBUSA SNEKTPOCTAaTNHECKUX NOTEHLMANOB UX YNaKoBKOM U TEM, YTO C HUMU paboTatoT ToNbKo
B KOHTPONUPYEMbIX YCNOBUSIX.

25 HwxXHUiA Npefen rpaHuLbl COOTBETCTBYET BbicoTe NpnbnuautenbHo 3000 M (T. e. Ha 30 klMa HUXe HopMarbHOro
aTMocdepHoro AaeneHus). BepxHuidi npegen cootseTcTBYET rnybuHe npubnusutensHo 5 M nog Bogoii (T.e. Ha 50 kla
BbILLE HOPMarnbHOrO aTMOCEPHOrO AaBMEHUS).

26.2 M3BecTHO, YTO HEKOTOpble WMMMaHTaTbl He BbiAepPXUBAlOT 3aMOpaXxuBaHusA. OTO cnefyeT yduTbiBaTb B CO-
OTBETCTBYIOLUX creunantHbIX cTaHgapTax (cooTBeTcTBylowasa YyacTs MCO 14708). Nioboe uagenune, KoTopoe He MOXET
ObITb MOABEPrHYTO BO3AEWCTBUIO LUMPOKOrO Auarna3oHa TeMnepartyp, ykasaHHbIX B faHHOM nogpasgene, Tpebyer pas-
MeLLeHUs JoMnonHUTENBHBIX Npeaynpexaanowux Haanuced Ha ynakoske (cm. 9.11). Ecnu nospexaeHuns, Bbl3BaHHbIe 3a-
MOpaXuBaHWEM, NMPOABASAIOTCA He Cpa3y, BO3MOXHO NOTpebyloTcs creuparnbHble MHANKATOPLI TEMNepaTypbl Ha ynakoBke.

27 [JaHHasa obwas npoueaypa npefHasHaveHa AnsA obecnedeHns 3awuTbl OT SNEKTPOMArHUTHLIX BO3AEUCTBUN.
B nocneaytowmx Yactax MCO 14708 sto TpeboBaHUe, BEpOATHO, ByAeT AONONHEHO AETanbHLIMU UCNBITAHUAMU, NPUMe-
HAMBIMW AN @KTUBHBIX UMNAAHTUPYEMbIX MEANLIMHCKAX U3AENUiA cneuyanbHblX TUNOB.

28.6 Kog, ykasaHHbln B 13.3, cnegyeTt pasbsACHUTL MOSMb30BaTErN!o.

28.18 MmnnaHTUpyeMoe Usenne MoXHO UCNonbL3oBaTk MOBTOPHO MPU YCNOBUU, YTO «BOCCTAHOBNEHUE» OTBEYa-
€T BCceM TpeboBaHUAM HacTosLero ctaHaapTa. [laHHoe ycrnoBue kacaeTcst pyHAaMeHTanbHoro npuMHLMna B OTHOLLEHUN
Kak MHdopMaLMu, NpUBOAUMON Ha 3TUKETKE YNaKOBKW, TaK U B CONPOBOX/AAIOLLEN JOKYMEHTaLUMN.

28.19 Ha onpeaeneHune cpoka cnyx6bl nagenus He AOMMKHBI BIIUATL HU HACTPOIKU UMNNaHTaTa nonb3oBarenem
B paMKax NpaKTU4ecKoro KNMHUYECKOro NPUMEHEHNs, HU OU3NONOorusa NauueHTa, H1U puandeckoe NoBeAeHUe naymeHTa.

28.23 HekoTopble UCTOMHUKU, KOTOpbLIE MOTYT MPEACTaBMATb ONACHOCTb ANS AMEKTPOHHbLIX UMMIAHTaToB pasnny-
HbIX TUNOB, 0BLIYHO UMELT Npeaynpexaatowue HaanucK, NnpefHasHavYeHHble TONbKO «NalyMeHTaM ¢ aneKTpoKapAuoCT M-
MynaTopamu». STU NpefynpexaeHnsa MoryT, No3TOMY, OTHOCUTLCA K PYTUM aKTUBHBIM UMMITAHTUPYEMBIM MeANLIMHCKUM
nsgenusam, xota 6e3 cneymansHON KoHCynbTauun NaLmMeHT MOXET UTHOPUPOBATL NPEAYNPEXAEHNS, €CITU Y HEro HET arleK-
TpoKapAWoCTUMYnATOpA.

MoaToMy AaHHLIA Nogpasgen He NpefHasHa4eH ANS Toro, YTobbl NauneHT npeHebperan Hagnucsmu; TpeboBaHNA
nogpasgena npefHasHaveHsl Ans Toro, YToObl NAaUUEHT C aKTUBHBIM UMNNAHTUPYEMBIM MEAULIMHCKUM U3ienneM, OTnny-
HbIM OT 3MEeKTPOKapAUOCTUMYMATOpa, 0OCO3HaBarl, YTo NpeaynpexaeHne, agpecoBaHHoe NayueHTaM ¢ aneKkTpokapAuno-
CTUMYNSTOPaMK, MOXET BbITb BaXHbBIM U ANS HErO camoro.
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MpunoxeHune JA
(cnpaBouHoe)

CBeaeHuA 0 COOTBETCTBUMU CCbINTOYHbIX MEXAYHAPOAHbIX CTaHAAPTOB
HauMOHarNbHbIM cTaHaapTam Poccuiickoin Peaepaumnn

Tabnuya JA1

O603Ha4YeHNe CCbINoYHOro CreneHb O6o3HayeHWe 1 HaMMeHOBaHNe COOTBETCTBYIOLLEro HaLoHansHoro
MexXayHapo4Horo ctaHaapTa COOTBETCTBUA CTaHAapTa

MCO 8601:1998 — *

MNCO 11607:1997 IDT FOCT P UCO 11607—2003 «YnakoBKka ANst MEAULIMHCKUX U3LENUA,
noanexatyux uHULWHo cTepunuaaummn. Obwue TpeboBaHNA»

NCO 14155:1996 IDT [OCT P UCO 14155-1—2008 «PykoBoACTBO MO NPOBEAEHUIO KITUHK-
YeCKMX UCTIbITaHUIA MedULMHCKUX nagenuid. Yactb 1. Obuwue Tpebo-
BaHUs»

[OCT P UCO 14155-2—2008 «PykoBogcTBO N0 NpoBEAEHUIO KIUHKU-
YeCKUX UCTbITaHUA MeaMLMHCKUMX usgenuii. Yactb 2. MNnanupoBaHue
KIUHUYECKNX UCMbITaHUA»

MNCO 15223:2000 IDT MOCT P UCO 15223—2002 «MeguuuHckue usgennsa. CUMBOIbI, Npu-
MeHsieMble NpU MapKupoBaHWUM Ha MeAML&MHCKMX n3gennsax, sTUKeTKax
¥ B CONpOBOAUTENLHOM AOKymeHTauMM»1

M3K 60068-2-14:1996 — *

M3K 60068-2-32:1990 — *

MOK 60068-2-47:1999 — *

M3K 60068-2-64:1993 — *

MO3K 60601-1:1988 MOD FOCT P 50267.0—92 «U3penua MeauLUUHCKUE aneKkTpudeckue.
Yactb 1. O6wue Tpe6oBaHnsA 6esonacHoCTM»

M3K 60601-1-1:1992 — *

M3K 60601-1-2:1993 — *

M3K 60601-1-4:1996 — *

M3K 60601-2-27:1994 MOD FOCT P 50267.27—95 «M3penua MeguLuHCKUe aNeKTpudeckue.

YacTk 2. YacTHble TpeGoBaHWA 6e3onacHOCTM K aNeKTpokapauorpa-
duryeckum MoHUTOpam»

M3K 61000-4-2:1995

*

COOTBETCTBUA CTaHOapPTOB!:

* COOTBETCTBYOLUMIA HaLmoHanbsHbIA cTaHgapT OTCYTCTBYET. [lo ero yTBepXAeHUs peKoMeHAYeTCs NCNoNb3o-
BaTb NMepeBOA Ha PYCCKUA A3bIK AaHHOro MexayHapofHoro ctTaHgapTa. [epesos AaHHOro MexXayHapo4HOro cTaHaap-
Ta HaxoguTes B PefepanbHOM MHOPMaLMOHHOM hoHAE TEXHUYECKUX PErflaMeHTOB U CTaH4apToB.

MpuMeyaHune— B HacToAel Tabnnue NCNONbL30BaHLI CliefyroLLMe YCnoBHble 0603Ha4YeHNs cTeneHn

- MOD — MoaundULMpoBaHHLIE CTaHLapTh,
- IDT — naeHTUYHble CTaHaapThI.

") 3amenen. B PO geitctayer FOCT P MCO 15223-1—2010.
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