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BsepeHune

HacToswuii cTaHAapT ycTaHaBNVMBaeT OCHOBHbIE TPeGOBaHUS!, KOTOPbIE JO/MKHbI COAEPXaTbCsA B TEXHU-
UECKMX 3aJaHnsIX A5 TOCYAapCTBEHHbIX 3aKyMNOK YCTPOWCTB M annapaTtoB A5 KOUOAECTPYKLN.

MexAyHapoaHbIX aHafIoroB HACTOSILEMY CTaHAApTy He cylecTByeT. HacToswmii cTaHg4apT oTpaxaeT
crneyuntrKy oTeYECTBEHHbIX (POPM roCyapCTBEHHBLIX 3aKynoK MeAWLMHCKOro 060pyA0BaHUsA U MOXET ObiTb
TO/IbKO HaLMOHA/IbHBIM [OKYMEHTOM.
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HALUWOHANBLHBLIN CTAHOAPT POCCUMNCKOWMN OSEALEPALUNU

N3AENNA MEAVMUNHCKWNE SNEKTPUYECKUE
YcTpoicTBa 1 annapatbl 4158 KPUOLECTPYKLUN.

TexHuueckme Tpe6oBaHNUS ANA TOCYLAaPCTBEHHbIX 3aKynok

Medical electrical equipment. Devices and apparatus for cryoablation.
Technical requirements for governmental purchases

[ata BBegeHna — 2017—10—01

1 O6nacTb NpUMeHeHus

HacTtosAwwmii ctaHgapT ycTaHaBiMBaeT TpeboBaHNS K NOAr0TOBKE TeXHUYeckux 3agannii (T3) n ux ocpopm-
NIEHVI0 NPU NPOBEAEHUM TOCYAapCTBEHHbIX 3aKyMnoK cnefylLuero BbICOKOTEXHOIOMMYHOIO MeaULMHCKOro
o6opyaoBaHusi (BMO): ycTpoiCTB 1 annapaToB A5 KPUOAECTPYKLUN.

HacTosawmi ctaHgapT ABASETCS YacTHbIM CTaHAAPTOM No oTHoweHuo K FTOCT P 55719.

HacTosAwmii ctaHgapT He pacnpoCcTpaHsAeTCs Ha HEroCyAapCTBEHHbIE 3aKynku YCTPOWCTB U annapaToB
ONA KpUoL4eCTPYKUUA.

HacToswuii ctaHgapT pacnpocTpaHseTcsl Ha 3/IEKTPOHHbIE YCTpolicTBa, annapartbl U cUCTEMbl ANsi
KPUOXUPYPTUW U KPUOAECTPYKL MU,

HacTosiwumii cTaH4apT He pacnpoCTPaHAETCs Ha HE3NTEKTPUYECKNE MEXaHMYeCcKne yCTPoicTBa 1 annaparbl
ONs KPMOAECTPYKLUM, annapaTtbl KPUOTEHHON aHanbreann U KpuoaHecTesnu, a Takke annapaTbl U CUCTEMbI
ONA KpuoTepanuu.

2 HopmaTuBHbIE CCbIIKK

B HacTosLlem cTaHAapTe UCMO/b30BaHbl HOPMATUBHbBIE CCbISIKM Ha Crieaylolme cTaHfapThbl:

FOCT 4.129—85 CucTtema nokasartefieii kayecTBa npoaykuuu. TexHuka KpuoreHHas MeguuMHCKas.
HomeHknatypa nokasartenei.

FOCT 21957 TexHvKa KpuoreHHasn. TepMuHbl 1 onpegesieHns.

FOCT IEC 60601-1-8 V3genus meguuuHckue anektpuyeckue. Yactb 1-8. Obwue TpeboBaHus 6esonac-
HocTu. ObLme TpeboBaHWs, UCNbITAHUSA U PYKOBOAALLME yKa3aHus N0 NPUMEHEHUI0 CUCTEM CUrHanusauuu
MeANLMHCKUX 3MEKTPUYECKNX N3AEeNNA N MeAULMHCKUX 31eKTPUYECKMX CUCTEM.

FOCT P 55719 W3penua mMefuuuHCckue anektpuuyeckne. TpeboBaHMS K coAepXaHuio 1 0hOPMIEHUIO
TEXHWYECKMX 3afaHnii ANS KOHKYPCHOW [OKYMeHTauuu npy npoBeAeHNN rocyAapCTBEHHbIX 3aKynok BbICOKO-
TEXHOMOTMYHOIO MeAULMHCKOTo 060pyA0BaHUS

FOCT P M3K 60601-1 MN3penua meaunumHckme anektpudeckme. Yacte 1. Obwme TpeboBaHus 6esonac-
HOCTU C YYETOM OCHOBHbIX (DYHKLMOHAJIbHbBIX XapakTePUCTHUK.

FOCT P M3K 60601-1-2 V3genusa meguumHckue anektpudeckme. Yactb 1-2. O6wme TpeboBaHmsa 6e30-
NacHOCTUN C y4ETOM OCHOBHbIX (DYHKLIMOHABbHbIX XapakTepucTuk. MapannenbHblii cTaHaapT. dneKkTpoMarHuTHas
COBMECTUMOCTb. Tpeb0oBaHNsA 1 UCMbITaHUS.

NMpumeuyaHue — Mpu NOMb30BAHUN HACTOALLMM CTAHAAPTOM LiefIecoo6pasHo NPOBEPUTL AeACTBUE CCbINOYHbIX
CTaH4apToB B MH(OPMALMOHHON cUCTeME 06LLero nosib30BaHUs — Ha ogmumanbHOM caiite defepasibHOro areHTcTea
Mo TEXHWYECKOMY PErySIMpOBaHNI0 ¥ METPOIOTUN B CETU VIHTEPHET WKW MO eXerogHoMy NHGOPMaLOHHOMY yKasaTesnio
«HauuoHasbHble CTaHAapTbi», KOTOPbIA 0NY6/IMKOBAH MO COCTOSIHWIO HA 1 iHBaPs TEKYLLEro ro4a, v no BbiMyckam exemMe-
CSAYHOT0 MHPOPMALMOHHOTO yKasaTens «HalnoHanbHble CTaHAapTbI» 3a TeKyLwuii rog. ECnv 3amMeHeH CCbiNoYHbIV cTaHAapT,
Ha KOTOpbIii faHa HefaTMpPOBaHHAs CCbika, TO PEKOMeHAYeTCsl UCNO0/b30BaTh AeliCTBYIOLLY0 BEPCUI0 3TOr0 cTaHaapTa
C Y4eTOM BCEX BHECEHHbIX B AHHYI0 BEPCUIO M3MEHEeHU. ECIM 3aMeHeH CCbINOYHbIN CTaHAapT, Ha KOTOpbI AaHa faTu-
poBaHHas ccbisika, TO PeKOMeHAYyeTCsi MCNOMb30BaTh BEPCUI0 3TOM0 CTaHAapTa C yKasaHHbIM Bbille T0f0M YTBEPXAEHs

MN3gaHne oduunansHoe
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(NpuHATKS). ECnn nocne yTBepXAeHNUs HACTOSILLEro CTaHAAPTA B CCbIZIOYHbIA CTaHAAPT, Ha KOTOPbIV AJaHa faTUpOBaHHas
CCbIfIKa, BHECEHO W3MEHEeHWe, 3aTparuBatoLLee nonoXxeHne, Ha KOTOPOe AaHa CChl/ka, TO 3TO MOJIOKEHNE pekoMeHayeTcs
NpPUMeHsITb 6e3 yuyeTa JaHHOTO U3MEHEHUs. EC/IN CCbINOYHbIV CTaHAAPT OTMEHeH 6e3 3aMeHbl, TO MOM0XeHWe, B KOTOPOM
[ilaHa CCblfIKa Ha HEero, PEKOMEHAYETCs NPUMEHSATL B 4acTu, HE 3aTparuBaioLLeil aTy CCblky.

3 TepMUHbl 1 onpegeneHns

B HacTosiem cTaHAapTe npuMeHeHbl TepMuHbl no TOCT 21957, TOCT 4.129—85 n NOCT P 55719. a
Takke crnegyloume TepM1UHbl C COOTBETCTBYIOLLMMU ONpeaeneHnamMu:

3.1 ycTpolicTBO (annapart) ANA KpuogecTpykuum (kpuoxupyprum), kpuoannapat: COBOKYNHOCTb
060pyAoBaHMA, NpegHasHa4YeHHOro A5 NPUMEHEHUS X0104a OT ra3oo6pasHOro Wan XUAKOro KproareHta K
LlenieBOW TKaHN AN1A ee pa3pyLleHns 1 yaaneHus.

3.2 KpnoareHT: BeLlecTBO WAM CMeCb BELLECTB, UCMO/b3yeMble B YCTPOCTBe (annaparte) ANS KpWo-
JecTpykuun kak pabouyee Teno B razoobpasHOM WM KOHAEHCUPOBAHHOM COCTOSHUM W Haxogslieecs npu
KPMOTEHHbIX TemnepaTypax XoTs 6bl Ha OA4HOW U3 cTaauii paboyero Lukna.

3.3 KPMOMHCTPYMEHT, Kpuoannaukatop: HakoHeyHuK paboyeil yacTu ycTpoicTBa (annapara) Ans
KPUOAECTPYKLMM, HENOCPEACTBEHHO KOHTaKTUPYIOLWMIA C 6UOTKaHbIO B NpoLecce KpUoaecTpyKLuu.

3.4 kpnonposog: Tpyb6onpoBog, NpefHasHaYeHHbI ANA TPaHCMOPTMPOBAaHNSA KproareHTa oT cogepxa-
Lieli ero eMKOCTU K KPUOMHCTPYMEHTY.

3.5 gnana3oH pabounx Temnepatyp KPMOMHCTPYyMeHTa: VIHTepBan, B Nnpefenax KoToporo BO3MOXHO
U3MeHeHVe TemnepaTypbl, obecneunBatoLLeli NpoLecc KpMoaecTpyKUum.

3.6

MUHUManbHasa pabouas Temnepartypa KpUMOMHCTPYMeHTa: MUHUMabHO AocTuraemMasi Temneparypa
B PEXVME OXJTaXAEHUs!.

(FOCT 4.129—85. npunoxeHue 2]

3.7 BpeMsi BbIXxofa Ha pexvm pabouyeil TemnepaTypbl: [TPOMEXYTOK BpeMeHU OT Havana oxnaxge-
HUS KPUOMHCTPYMEHTA [10 AOCTUXEHUS HEOBXOAMMOl TemMnepaTypbl KPMOAECTPYKLMN.

3.8 BpemMs HenpepbiBHOW pa6oThl B pexume OXNaxaeHus: MakcumanbHblli TPOMexXyToK BpeMeH!,
B TEYEHMEe KOTOPOro YCTPOCTBO ANA KPUMOAECTPYKLMU CMOCOGHO NoAAepXuBaTh paboyyto TeMnepaTypy Kpuo-
VHCTPYMEHTA. BK/I0Yas BPEMsl BbIXOAA Ha PexXuM padoueit Temneparypsbl.

3.9

BPOMSI 3KCTPEHHOro oTorpeBa: Bpems oTorpeBa HakOHEUYHVKa KPUOUHCTPYMEHTa OT ero MUHVUMaslb-
HOIl paboueil TeMnepaTypbl 40 TeMMNepaTypbl OTTOPXEHNA OT 06bEKTA.

[FOCT 4.129—85. npunoxexuve 2]

3.10 xonoaonpon3BOAUTENBHOCTL: KonmMyecTBO TensioTbl, OTBOAUMOE YCTPOCTBOM (annapaTom)
ONS KPMOAECTPYKUMM B €ANHULY BPEMEHW NPY TEMNepaType HUXE TemnepaTypbl OKpyXalLlel cpeabl.

3.11 Tennoun3onaunsa: dnemeHTbl KOHCTPYKLUM YCTpoiACcTBa (annaparta) A8 KpUogecTpyKuun, npeaoT-
BpaljatLlmMe CHUXKEHUE TeMnepaTypbl A4OCTYMNHbIX A5 NPUKOCHOBEHUA YacTeli ycTpolicTBa (annapata) ans
KPUOAECTPYKLMU 1 06ecneumnBatLLme 3alnTy MeanLMHCKOro 06CTyX1BatoLLLero nepcoHana 0T 06MOPOXEHWIA.

4 O6wume Tpe6oBaHNS K COAEPXaHMI0 TEXHNUYECKOTO 3a4aHus ans
rocyaapCTBEHHbIX 3aKyNOK MeANLMHCKOTO 060pyA0BaHNS

4.1 T3 paspabaTbiBaeTcs 3akazunkom. T3 onpenenser npegMeT pa3MeLleHms 3akasa Ha 3akynky BMO.

4.2 Obwme TpeboBaHMA K noarotoske T3 1 nx ohopmMaEHNIO NPY NPOBEAEHNMN FOCYAAPCTBEHHBIX 3aKyMNOK
onpegeneHsl B FOCT P 55719.

4.3 T3 Ha 3aKkynky BMO pomkHO cogepxaTb TpeboBaHMA TOMIbKO K TEM XapakTepucTukam, KoTopble pe-
rnameHTMpoBaHbl HaCTOALLMM CTaHAapPTOM. 3aka3uunk Bnpase He BkIYaTb B T3 HecylleCTBEHHbIE 419 Hero
TpeboBaHus.

4.4 3aka3uvk Bnpase BKII0UMTb B T3 Ha 3akynky BMO Tpe6oBaHus, He pernaMeHTMpoBaHHble HACTOALLUM
CTaHAapTOM, eC/N OHW He NpoTUBOpeYaT AelCTBYIOLWMM HOPMAaTMBHO-NPaBOBbIM akTam Poccwuiickoil ®egepa-
umn. Mpu aTom 3akasumk 0683aH 0AHO3HAYHO 060CHOBATL COOTBETCTBYIOLLIME NOBbILLEHHbIE NOTPebUTeNbLCKIe,
TeXHUYeckmne n/mnnm yHKLMOHasbHbIE XapaKTepUCTUKN.

2
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4.5 TepMuHbI, NpeAcTaBNeHHble B HACTOSALWEM cTaHAapTe, He ABNAITCA eAMHCTBEHHO BO3MOXHbIMU ANA
NPYMEHeHNs, N03TOMY A5t 06ecneyeHns an OLEeHKN COOTBETCTBUA TPe60BaHMAM HACTOSLLEro cTaHAapTa Heo6-
XOAMMO PYKOBOZACTBOBaTLCA ONpefeeHUAMN, a He HaMMEHOBaHUAMN TEPMUHOB, NpecTaB/ieHHbIMU B pa3gene 3.

4.6 OTBETCTBEHHOCTb 3@ MNOJIHOTY U AOCTATOYHOCTb T3 NexuT Ha 3akasuuke.

5 TexHUYeckne xapakTePUCTUKN, YKa3biBaeMble B TEXHUUECKOM 3afaHum

MepeyeHb HOPMATUBHBLIX AOKYMEHTOB, Oonpeaenawmnx TpebosaHnsa K ycTpoiicTBam 1 annapaTtam Ans
KPMOAECTPYKUMMN, NpefcTaBneH B npunoxeHnn A (tabnuua A.1).

B TexHMYeckoM 3afaHnn Ha 3aKynKy yCTPONCTB 1 annapaToB 415 KPMOAECTPYKL MM YKa3blBatOT creaytoLve
yHKUMOHA/IbHbIE, TEXHUYECKME, KAYECTBEHHbIE U 3KCM/TyaTalMOHHbIE XapakTepucTUKu:

- Tvn ycTpoiicTBa (annapara) ANn8 KpUoAecTPyKLMU (NOPTaTMBHBbIA, HACTOMbHbIA, HAMO/bHbIN);

- MCNOMb3yeMblii KpnoareHT (KUAKNIA a3oT, CxaTblil ra3 — aproH, Yriekncnblii ras. 3akMcb asota u ap.);

- AnanasoH pabounx TemnepaTtyp KpMOMHCTpyMeHTa. RC,

- MVHMManbHas pabouyas Temnepartypa KpMouHCTpymeHTa, eC. He bonee;

- XOJ/I040NPON3BOANTENBHOCTL NPU YKa3aHHOM KPUOUHCTPYMeHTe. BT. He mMeHee:

- BpeMs BbIx0oAa Ha pexuM pabouyell Temnepatypsl, ¢ (MUH), He 6onee;

- BpeMs HenpepbIBHONM paboTbl B peXxnme oxnaxaeHus, ¢ (MUH), He MeHee;

- YNCNO KPMOMHCTPYMEHTOB B KOMM/IEKTE NOCTaBKM C YKasaHWeM X hopMbl 1 pa3Mepos, LLT.

- BO3MOXHOCTb CTEpPWUIM3aLMM U MHOTOPa30BOro NCNO/b30BaHNA KPUOMHCTPYMEHTOB (Hanunune);

- cucTema KOHTPO/A npouecca KpMoAecTpyKLuumn € ykazaHuem Tuna (TepmMo3oHbl. Y3W) n ap. (Hannuve);

- 4MCNo TEPMO30HAOB ANA KOHTPOA npoLecca KpMoaecTpyKLUK, LT.. He MEHee:

- cucTema oTorpeBa KpYOMHCTPYMeHTa (Haiuuue);

- BpeMsl 3KCTPEHHOro 0Torpesa, ¢ (MUH), He bosee;

- yAenbHbIl pacxog, KpuoareHTa, n/4y, He 6onee;

- Tennou3onsauus KpUOMHCTPYMeHTa u (Mnn) Kpuonposoaa (Hanuuve);

- HanpshkeHue anekTponuTaHus. B:

- yacTtoTa anekTponuTanus, 'y;

- noTtpebnsemas MoLWHOCTb. BT. He 6onee:

- rapaHTWiiHbIV CPOK 3KCnyaTauun, neT. He MeHee;

- HOPMaTWBHBIV CPOK 3KCMyaTauum, feT, He MeHee.

6 Tpeb6oBaHMA K 0QOPMNEHNID TEXHNYECKOTO 3a4aHuns

MpuMep MeaUKo-TEXHUYECKMX XapaKTepuCTVK annaparta A1a KpUoLeCcTpyKLUU NpUBeAeH B NpUioxeHun b
(tabnuua b.1).
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Mpunoxexne A
(o6sa3aTenbHoe)

MepeyeHb HOPMATUBHbIX LOKYMEHTOB,
onpegensiolWunx Tpeb6oBaHWa K yCTpoiicTBaM 1 annapaTtam Ans KpUoAecTpyKLuum

Ta6nunya Al

O603HaveHVie HavmeHosaHne

OCT IEC 60601-1-8 N3penus meguunHckue anekTpmyeckue. Yactb 1-8. Obwme TpeboBaHma 6esonacHoctn. O6-
Wwue TpeboBaHUA, UCNbITAHUA U PYKOBOAALLME YKa3aHUSA MO NPUMEHEHWUIO CUCTEM CUTHA/M-
3aUnn MeANLMHCKMX 31eKTPUYECKX U3AeNniA U MegULNHCKNX 3/1eKTPUYECKUX CUCTEM

FOCT P M3K 60601-1 N3penus MefuuuHcKue anekTpuueckme. Yacts 1. O6uime Tpe6oBaHus 6€30nacHOCTH C yde-
TOM OCHOBHbIX (DYHKLMOHA/IbHBIX XapakTepUCTUK

FTOCTPM3K 60601-1-2 W3genust meauuuHckme anektpuuyeckne. Yactb 1-2. O6wme Tpeb6oBaHUs 6€30MacHOCTU C
Yy4eTOM OCHOBHbIX (DYHKLMOHA/bHbIX XapakTepucTuk. MapannensHolii cTaHAapT. D1eKTpo-
MarHuTHas COBMeCTUMOCTb. TpeboBaHNA N UCTbITaHNA
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Mpunoxexne b
(cnpaBoyHoE)

MpuMep MeaNKO-TEXHUYECKUX XapakTepmucTuK annapara A5 KpMogecTpyKumnm

Ta6nuuya b1

Xapaktepuctuka (napametp) 3HaueHne Mpumeuanne

- TN annapaTa 415 KPUoAecTPyKLUnum HanonbHsbIi
- UCNONb3yeMblii KpuoareHt Xwngknii asot
- MMHMManbHas paboyasi TemnepaTypa KpUoMHCTpymeHTa. *C. He 6onee -200
- X0N040NPON3BOANTENBHOCTL ANA KPUOUHCTPYMEHTa 0 36 MM. BT. He MeHee 160
- BpeMms BbIx0Aa Ha pexum paboyeli TemnepaTypsl, €. He 6onee 30
- BpeMs HenpepbiBHOW paboTbl B pexumMe OXnaxaeHus, MUH, He MeHee 20
- 4NCNO KPMOMHCTPYMEHTOB B KOMM/IEKTE MOCTaBKMW, WA

1) annavkaTop naockuii 0 36 MM 1

2) annaukatop nNAockuii 0 25 MM 1

3) annamkaTop OTKPbITbIN A1A KpuoopolieHns 018 mMm 1

4) annnukatop koHycoeuaHblii O 10 vm 1

5) annamkaTop Mronb4yaToro Tuna o 2 mm 1
- BO3MOXHOCTb CTEpuAn3aLmn 1 MHOropa3oBoro UCnosib30BaHNs KPUOVHCTPYMEHTOB Hannune
- cucTema KOHTpOAsA npouecca KpMogecTpyKLumu ¢ UCNosib30BaHNeM TePMO30HA0B Hannune
- cucTema oTorpeBa KpMOMHCIpymeHTa Hannune
- BpeMsi 3KCTPEeHHOro oTorpesa, MUH. He 6onee 3
- TENNOU30MALUNSA KOMOUHCTPYMEHTA U KPMOSIpoBoAa Hannune
- HanpsXXeHue anekTponutTaHusa. B 220 B+ 10%
- yactoTta anekrponutanusa. Iy 50/60
- notpebnsemas mowHocTb. BT. He 6onee 800
- rapaHTuiiHbIA CPOK 3KcnyaTauuu, NeT. He MeHee 1
- HOpMaTWBHbIV CPOK 3KCNyaTauuu, feT. He MeHee 3

MpumeyaHune — KonmyecTBeHHble W KAYECTBEHHbIE 3HAYEHUSI XapakTepUCTUK, NpUBeAEeHHbIe B Tabnuue.

HOCSIT CMPaBOYHbI XapakTep



FOCT P 57184—2016

Y[K 615.832.9:006.354 OKC 11.040.99 OKT1 94 4490

KnoueBble croBa: rocyapcTBeHHas 3aKyrnka, MeULMHCKOE 3/IEKTPUYECKoe W3fefine, KpUoaecTpyKLus,
KpUoxmpyprusi, kpuoannapar



Pepaktop A. B Xp/cTtanes
TexHuyeckunit pegaktop B. W. Mpycakosa
Koppektop tO. M. MpokodbeBa
KomnbioTepHasa eepctxa A C. TbipThbILMOro

CpaHo B Habop 26 10.2016. MopanucaHo B neyaTb 02.11.2016. ®opmat 60 * 84 Ve. FapHuTypa Jipuan.
Yen.ney. n. 1.40. Yu.-usa.n. 1,12, Tupax 25 so0. 3ak. 2725.

MoAroTOB/IEHO HA OCHOBE 3/1EKTPOHHOM BepcuM, NpeAoOCTaBNEHHONM pa3paboTumnkom cTaHpapTa

N3paHo u otneyataHo Bo ®ryrn kCTAHAAPTUH®OPMo. 123995 MockBa. FpaHaTHbIii nep.. 4.
www.goxlinfo.ruinfc.ggaslinfo.iu


https://meganorm.ru/Index/51/51606.htm
https://meganorm.ru/Index2/1/4293847/4293847105.htm

