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[Tpeancnonme

| PASPABOTAH BoepoccHHCKHM HaYUHO=-HCCIEA0BATEILCKHM W MCNETATEILHBIM HHCTHTYTOM Me-
anuHickoid Texuukn (BHHUHHMT)

BHECEH TexunuecknM KOMHTETOM Mo cTamgapTHzaund TR 411 «Annapars # obopyIoBiHHe 07158
e s0il THATHOCTHEH, TEPAMAM H J03HMETPHH:

2 NMPMHAT M BBEAEH B JEHCTBHWE [Nocravomennen Docetannapra Poccun oT 13 nexabpa
202 r. MNe 483-cT

3 Paanens HACTOAWETD CTAMIAPTA, 33 MCETOMerHes pucvHakos 101, 12, npeicranngior coboi
AYTEHTHYHBIA TEKCT MeRayHapoIioro ctansapra MK 60601243 <2000 « Hinenud MeaHuUHHCKHE 2IeKT=
pudeckde. YacTe 2. YactHwe TpedoBadua Ge30nacHocTi K PeHTIeHOBCKHM ANnapaTas 1mE WHTepaeHi-
OHHLIY [TPOLEEIYEre

4 BBEAEH BINEFPBLIE

& WK MinarenscTeo cradgapron, 2003

HacToamyil cTapapT He MoMeT DLITE N0AHOCTLE MAH YACTHUNO BOCMROHINEISH, THRLAHPORAN |
PACTIPOCTPAHEN B KauecTee OofUuUMAtENore nagauna Gea paspewennd Noceranmapra Poccun

[
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IOCT P S0267.43—2002
Beeacune

HacToAWH# CcTaHIAPT ABNACTCA MPAMLEM NPEMEHEHHEM MeRIVHAPOAHOTD CTAHAAPTH
MEIK 60l -2-43 2000 «HMazenms mennupuckne anekmprgeckne. Yacte 2. Yactuwe Tpebopanua Hes-
OMACHOCTH K PEHTIEHOBCKHM ANMAPATAM LA HHTEPRSHUHOHHLX Npoueryps, nogroromeniors [Nonko-
MHTETOM B2C «ATINapaTel. ATA AV4eRoil TEPanMH. JOTHMETPHA H AISPHON MeIHUHHB TeXHHYeCKOrD
kosuTera MK 62 «Maneana MeIHUHHCKHE JTEKTPHYECK S

B nocrenmue rofel GOOLILOS pateHTHe nomyvdnoe senonsiosaiie PEHTIEHOBCKHX ANTIAPA-
TOB & wuTeprenuHonioil paamotorsd. [lpn npopesenun Takux npoueryp gpesa OBIYUYEHMA momer
OLTE NPOIVEKHETENLHBIM, YTO M0 CPABMEHHID ¢ OGLMHOH NMPAKTHECH COI038T ONACHOCTh NMOBLILEHHA
pucka 108 MMALWMEHTOB » OMNEPATOPORB. [locheacTeneM MomeT craTh Hadecewde vivepha [TALLM-
EHTY. xorma npx npoBeIeHER NPoUeTvpe TPedyeTed Noaada IHauHTenLHorD oayectea MAJIYYEHHH
H IOKANHIoBAHHBE yqacTEy. Hemelareawisy rmocnegcredes sroro and [TALMEHTA  soxeT OwiTh
YEEAWYEHHE CAVHAMHOM PHCKA B OTHOIWEHMA PAKOBLIX { W T.0L.) onyxoiel, seasadiex HATYYEHMEM.

Taxwe IONOAHATENLHLE PHCKH PACCMOTREH L B HACTOALIEM YasTHOM CTAHIAPTES, KOTOPLI oonomiaeT
obuwml cranpapr FOCT 30324.0/F0CT P 530267 .0 cnemmansinivy TpeboBaiMaMi E stoMy ooy PAIDKO-
ACTHH.

B xnmirgeckoll NPaKTHKS PACTIPOCTPAHSHE COSIVIOUIHE BT HHTEPBEHUHOHHOH PATHOIOTHI:

« HMHBAZHBHAA KAPaHoIorH;

- WHTEpReHunonn e npoueaypu npy PEHTTEHONOTMYECKHX HOCIIELOBAHWMHAX;

- HHTZPReHIHOHHEBE [IPOUSIVPLL NPH NPpoBESIeHAE Hel pope HTre OO AN,

CHA3 BEAKRUAINT TAKAS MHOMECTED PaspadaTLBIEMEIN H PAIBHBAIOILHYCH G NOCHeIHes BPEeMa BHADE
HHTEPBSHUHOHHOH PaTAOIOTHE.

Hactoammil cTAMIapT NpHMEFTOT C J0NoTHHTeNL M cTanzapTos NOCT P SO0267 003

B vacTosles cTaHAapTe METOOLl HCNBMTAHHR BBIASISHE KYPCHBOM:
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(MDK 60601-2-43—2000)

FTOCYAAPCTBEHHBH CTAHAAPT POCCHHCKOHWH ®DENEPALLHH

HITEITHA MEITHIITMHCKHE 3JERTPHYECKHE
Jacre 2

Yacruue Tpedoanna DeInACHOCTH K PEHTTEHOBCEAM AMMAPATAM
008 HOTEPBEHIHOMHMLIY NROUEIyp

Medical electrical eguipment.
Part 2. Pacticuler requirements for the safiety of X-ray equipment for interventional procedunes

Nara eeeaeran 2004 —01—01

Paanen nepewii. OBLILHE ITOIOMEHHA
1 ObaacTs pacnpocTpaHeHns W Uedb

1.1 ObaacTs pacnpocTpane iHA

Adonoinenne

Hacrosimmi wacTieti crapnapr pacnpoctpasdserca va PEHTIEHOBCKHME AINAPATBI {aanee ~
ATITIAPATDBLY, KoTopLie B cOOTRETCTEHN C YEatauHAaMH HIMOTOBMTENH npeanasiage s 118 NPOLo-
#utensiey PEHTTEHOCKOMHYECKHM KOHTPOIMHPYEMBIX HHTEPBEHUHMOHHBIX NMPOLE-
A¥P. Hacroswui cTaniapr He pacipoCcTPpaHAeTes Ha:

- annaparypy s JIVHEBON TEPATIHM;

- annaparypy g KOMOROTEPHOH TOMOTIPADHH;

- BCIMOMOTATENBHOE QbOPYIAOBAHHKE, npennasuavennoe ans ppeaeHds & opradnmas [14A-
HHEHTA;

PEHTTEHOBCKHE ATTINAPATEL 1na saMsorpadiis.

Mpusmevanns

i ?]pm.irpu npogoikkrerbiux PEHTTEHOCKOIMHYECKH KOHTPOIHPYEMbBIX HHTEPBEH LUHOH-
HBX MPOUELYP, aa xotopex pexomedgoBads nononssosanne ANMNAPATA, coOTRETCTEYIOISTD HACTORIEMY
CTAHERPTY, DUHLE B npiioxesan BB,

2 Her HeobBxoan MocTH IPHMEHETE HECTHRE TReBOBAHMR HACTOHIErs cTaiaapTa ans ey tinoe ATNTTAPATOR,
wenoassyesix i PEHTTEHOCKONHYECKH KOHTPOTHPYEMBIX HHTEPBEH UMOHHBIX TIPOLUELYP.
Mpssepw npoueayp, a8 xomopex pcnoaesosaine ANTMAPATA, cooreeTcTBYIOMWErD HICTORILA S TPEORAHITHM, HE
CYMTEETCH CYIIECTEEHHE B, IPHBEICHE B pasoserny BB

Econ M3INOTOBHTENR npoaexnapuponan, 910 AINNMAPAT noavonur ana PEHTTEHOCKOIMK-
YECKH KOHTPOIIHPYEMBIX MHTEPBEHUWOHHBIX NMPOLEAYP, ne ve copepxur CTON JTH
MAUHEHTA kax yacTh cHcTessl, 18 Takoro ANTTAPATA nonosedia HACTOSIIEro CTAHMAPTL, Kacaw-
wipecs CTOJA TH NMAUHMEHTA, ne opusenaoT.

1.2 Uenw

JaMen:

HacToRIuMA cTanaapT yCTAHARIHBAET!

- TpeGopaHiA Ge30MacHOCTH NPpH OpoekTHpoEaHd 1 MsroTorIeHnd PEHTTEHOBCKHX AlTINA-
PATOB, npenvassasenvbly s npoaoeedTeieivy PEHTTEHOCKOIMHYECKH KOHTPOAHPYE-
MbBIX HHTEPBEHUMOHHBIX MMTPOLUEAYF;

- Tpebopakns K HRGOopMatii, npesoctasiaesol g nosmour, [NOABI0BATENKY u OINEPATOPY

Haaanme odmmmamsaome

E u 5 '|' FOCT P 50267.43-2002, N3genusa meauumHckme anektpuyeckue. YacTb 2. YacTHble TpeGoBaHUsi 6e30nacHOCTU K PpEHTFEHOBCKMM annapaTtam Ans UHTepPBEHUM
(I L FE 1T Medical electrical equipment. Part 2. Particular requirements for the safety of X-ray equipment for interventional procedures


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-50267.43-2002
http://gostexpert.ru/gost/gost-50267.43-2002

rocCT P 50267.43-—-2001

prvecte © ATITIAPATOM ona vopannennsa puckosm or MIJAYYEHHA, cnocobuoro uHavectd vikLepd
[MTAUHMEHTAM 1 nepcodany npu nposeneHHy noachHLE npoueavp.

1.3 YacTisie CTAIIAPTE

Jonoianenue

Hacrodiui cTanIapT AANASTCH YACTHEDM 10 OTHOWEHHK K obmemy cTanmapty NOCT 30324.0.

TpefopBadHHA HACTOAILETD YACTHOND CTAMAARTS (Janee — HACTOHILMA CTAMIAPT) HWMEHADT ¥ 10Modi-
HHBOT AHANOIHYHEE TPeGORaHHA 0fILerD CTAMEAPTA, 4 TAKME JONOIHHTEIEHOMD CTAHIAPTA, HMERT npe-
HMVLLECTRO nepe] TRefoBaHHaMH 001ers W F0ONOMTHHTEIEH0ND CTAIIAPTOE W ARMAKTCA 00 3aTe L LIMH.

Hysepanqa pasiencs, MYHKTOE H OOANYVHKTON HACTOHIIErD CTAHAANTA COOTHSTCTEYET HYMEpalliu
PARNENOR, MYHKTOE M NOONYHETOR 08llero cTansapra, Hiseenna no Tekcty obiero ¥ A0noTHETE LRGN
CTANAAPTOB YEATAHEL CASIVIOIHMH CIOBAMM!

“3AMEHAS — DIHATUALT, YT MYHET HIH ODOEMYHET OSers CTAHIapTa MOTHOCTRRD TAMEHAETCH TEKCTOM
HACTOALLE O YACTHOTD CTAHMAQTA]

AQOMONHeHHEs — O3HAMAST, YTO TeKCT HACTOALIISIO YACTHOTO CTANIAPTA ARIACTCA A0 HHTELHEIM
K TEECTY O0Liers CTAHIAPTA;

SHIMEHEHHE == OIHAYAET, YTD B IYHKT WA MOAMVEKT obUero cTanjapta BHeCceHBl OnpeIenerHLe
HIMEHEH HA.

Houepa myHETOR, OOOMYHKTOE, PHCYVHEOE H TAGnUl, IOON0IHHTEILHIY N0 OTHOWEHHID K oduewy
CTAMAAPTY, HAMHHAIOTCA ¢ uippe 101, donoauutensise npraosend obodnavaoTtes Ovkeasy AA, BB
W T A, @ JOMNOIHETENLHLIE NepeYHcIeHis — aa), bb) u r.a.

Tam, roe HeT coOOTRSTCTAYHMLETD PATISA, MYHETE HIH TOANYHETE B YaCTHOM CTAHIRPTE, NIPHAMEHADT
paamen, MYHET HIW NOAnyHET obilers cTaniapra. Ecay ve yToepsiaeTca odparioe, To NMpRMeHAKTCA Goe
IMYHKTE O0LWEr0 CTAHTAPT.

2 TepmuHe H onpeleneHHn

dononende nepel nyHEToM 2.1
[Mepedes TEPMAHOR, HCTIOABIVEMBX B HACTOALIEM CTAMIAPTE, OPHBEICH B NPHIOKSHHN AA.

B uacToswes cranlapre TEPMKEHEL, HADPAHHLE MPONHCHLMEA GVKBAMH, HCOMILIYIOTCH B COOTHET-
CTEMH © WX ONPeIeie HHAMHE, IAHHEMHE B 00I0eM CTARIAPTe, HACTOAEM CramiapTe uon MK alTEs.

! PHMCYAHHAC — Ecamn HOCKOTOPRC BOPCHHECICHHEBL B NPRJOMCHER A TEPMHHERL ILi].EFIiI.F!hI M TCECTY HO
MPONHEHEBI MK El_'r'KHil.!.IH. A0 OGHAYACT, HT0 HX CMBICT COOTBRBCTCTEYET -iIH:lphliL'.IhHlJ!'rI]." CAPCACTIEHAK, HS NWIHOCT I,

B mactoslies crangapre:

- adadeHna AHOOHODIO HANPAAKEHHH oapauaoT aMnasTyIdee 3uadenna Des yuera nepexon-
HEIX MTPOLECCOR;

- adausenna AHOOHODD TOKA oauauaioT cpeiHie IHaMe HHA,

= MPAMEHAKT VCAORUH, OrOBOPeHHBE A8 TEepMUHOR, Oonpejereduyx 6 2202 122025
FOCT P 30267.0.3.

JonoiHuTenbHBEe TEPMAHEL H O PETETe HH

2101 PEHTTEHOCKOIMHMYECKH KOHTPOITHUPYEMAH MHBASHMBHAA NPOLEQAYPA: Mu-
BIZMBHAA Opouedvpa (BEuovas seenesde & oopraddas TTALLMEHTA verpodcTn, HanpuMep M MM
katetepa) ¢ uenonwaosaned PEHTITEHOCKONMAYECKOM enavanuzaumn ssoipaae A KK 0CHOBHO-
ro CPEcTRE KOHTPOER 38 MPOUeIypoi.

2102 PEHTTEHOCKOMHAYECKHY KOHTPOIMPYEMAH MHTEPBEHUWMOHHAR NMPOLLE-
A¥PA: PEHTTEHOCKOIMTMYECKH KOHTPOJIIMPYEMAHA HHBASHMBHAMN NMPOUEDYPA, npenia-
IHAYeHHaA 10A mevefioro sosgeictondd Ha [TAUMEHTA.

2103 PEHTITEHOBCKHH ANTNAPAT I8 HHTEPBEHUHOHHBIX NMPOUEAYP: PEHTTE-
HOBCKHH ATINAPAT, npemsaszuadenisit a1 PEHTIEHOCKOITHYECKH KOHTPOVIMPYEMBIX
MHTEPBEHUHOHHBX IMPOLUEIYP.

2104 MHTEPBEHUHOHHAS OINOPHAH TOMEA: Jaa PEHTITEHOBCKOMD ATTIAPATA
15 MHTEPBEHUMOHHLEX MPOLEAY P 310 nopaupyesan Touka va ONMOPHOHR OCH, senonsive-
M ZUTH IOKATHIAUMH MecTa onpefeiends sxoavoll ama [AUHEHTA BO3NYIUHOM KEPMbBL u
MOLIHOCTH BO3AYIUHOW KEPMbI.

2105 MPOHUZBEAEHHME A053A — TLTOWAT R [Nponiseaenne moliady monepedHore ceuerms
NVYKA M3IYUYEHHS » cpenneapudsmerideckors anavenus BOZAYIUHON KEPMB, nepexplipaw-
wedl 370 nonepednoe ceverHe. EnnpMua peltuduiE — (Ip - w7

o
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- NPOMIBEAEHHWE MOLWHOCTE 10361 — TMNOWANLL, Mpa’e '

Tepmun MPOM3IBEAEHME 003A — TLIOWMAGL (MOLLHOCTD) nonoiusvior 118 KpaTkocTi,
KOTIA B EEHCHMOCTH OT KOHTEKCTa npasensior auito [TPOMIBEAEHME A03A — TUIOIAD L, nudo
[MTPOHIBEIEHWE MOLUHOCTE 103b] — TNAOIHA L.

Mpryewanne — Hapaese ¢ eaguunuei seomanss 1o Mescynaponnoi cncrese egpanu CH Dpow” nenoae-
T KPaTHYRS el ennauuy vl pact.

2106 ONOPHAHA BO3AYITHAN KEPMA: BOZAVIHHAN KEPMA nepouunoro [TYHEA W31Y-
HEHHH, wzmepensan n crapgapruey venonusy o HHTEPBEHUMOHHOMW OINOPHOKM TOYKE.

- MOWHOCTE OMOPHON BO3IYIUHOH KEPMBL, MOLIHOCTE BO3AYILHOH KEPMGBI
(CM. BLILE).

Tepsuy OIMMOPHAH BOSAYIHHAA KEPMA (MOLLIHOCTD) Hemonbivior 008 KpaTkocTh, KOrii
B 3ABHCHMOCTH OT KoOHTekeTa npusedanT aubo OINOPHAH BOSAYIIHAH KEPMA, aubo MOLIIHOCTE
OTIOPHOM BO3AYIMHOW KEPMBL

2107 PEAKMM PABOTEL: fdns PEHTTEHOBCROID ANTIAPATA IH MHTEPBEHLUHWOH-
HBIX MPOUEINYP om0 Texusueckos cOCTOANNE, ONPEIETAeMOE KOHHIVPALHER HECKONBKHY NPeInapH-
Tenblio 3alaniuy [MAPAMETPOB HAIPY3IKH, Texuinueckuyx (aKTOPOB WIH JAPYIHK YCTABOK 004
PEHTTEHOCKOMHM won PEHTIEHOMPADMM, paGapaeMuly oTHORPEMEHHD MYTEM BRITTOTHEHNMA
SOHHHTHOTD PEryIHPoOBaHA .

Mpumevanns

1 Mpi puBope ROHEPETHOND PeRHME Heo@UATEARHD ONPENEIHET JHIMCHHA BOEX RIHHKMIEX HI PRIy
THPEM ST,

2 3HaucHHH, ONPeNSIEHHEE BRBOPOM KOHKPUTHOMD POREME, HEODRZTCNRHD NOCTONHHE B OpOLeces oro
Bhl [HHIHEHHA.

6 HaenTnduxkauna, MAPEKHPOBKA M AOKYMEHTALNWA

0.0 MapHpoBKa Ha HAPYHHOH CTOpOHE H:l,i[I!‘.lIHﬁ HJIH HX 9ACTEH

AonoaHeTelLisLe NepedUcie s

aa) Harpyvaka CTOJA A NMMALHEHTA

B maprkuponke na CTONE U714 NMALHMEHTA novikia OLITE YEATAHA MAKCHMATLHO TONYCTHMAA 1714
HOPMANEHOW 3KCIAYATALMM uarpyssn (8 K0I0rpaMyax), KOTOpas He COBMATAST © HArpyIkol
MNPy BOCCTAHOBAEHHHY CEPIEYMHON IeATeNLHOCTH M OLXAHWA (CepIet - Mo oM e HMaum ).

bh) BoccranonienHes cepaewioil SEATENLHOCTH H ALXAHHA (CepaeuHo-NeToMHad peaHMManmd — CIP)

Ha CTOU A00H TTAUMEHTA momasa DLITE HAHECEHA MAPKHPORKD C KPATEHMEH WHCTPYEUEHAMM 10
KoHdmrvpawnn ATTTAPATA, npeanasiadernsore wndg CAP.

o) MapkHpoBKa COOTBETCTRNA

B PEHTIEHOBCKOM ANMAPATE A0 MHTEPBEHUMOHHBLIX MTPOUEAYFP mapeuposka
COOTBETCTHHA HACTOSEMY CTAHIAPRTY IOVKNE OLITE HaHeceHa va sHewHel cropone M3AENMH, ee
coeayeT peimuiHATE OBOIHAYEHHMEM MOOETH MK THITA caenyiompny obpaios:

SPEHTTEHOBCKHH ATITAPAT 08 HHTEPBEHUMOHHBIX TTROLEOIYE

ofsnaueEne

_IOCT P 30267.43—2002.»

MOTEOHN HINH THNX

6E2 MHOTPYKUMHA MO SKCIINYATALLMH

a) (OfwHe creaeHHuA

AonomHuTe ab3aues (Mocie nepsore abiatsa )

alomEHe OLTL veasano, 49To ATNTIAPAT opeinaidaded 108 NROUSIVE, TPH KOTOPEY B Npolecce
HOPMANEHOW SKCIYVATALMM vporu 2036 HA KORY MOTYVT BLITE JOCTATOMHO BRECOKMMH, CIO-
COOHBIMH BRIIBATE PHCK HEXeNaTe LY WinpeKTon.

di YscTea, fesHuderund W CTepHaNIanna dacteil, wmenmux koutakt ¢ TIAUKMEHTOM

Hamenenme

IMaa uacteit wanenwii, wsewmmx kontakt ¢ NAUWMEHTOM npy HOPMANTLHOM BKCIUIVATA-
LMK, ¢ HHCTPYELAN MO 3KCIUITYVATAIMH J00HHE CONSPRATLCA AANKLIE O METOAAX YHCTKH, JeIHHeKITHH
HIH CTEPHITHIALNH, KOTOPLIE MOMYT ORITE HCIONB3IOBAHLL (CM. Take 44 7). 4 Takse DOVKeH OLiTL NpHBeIeH
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nepevedb JOMyCTHMLIY CTEPHANIYIOMAN BEIECTE TH ITHN Weael W npensiLiele SHA4eHHA TEMIEPATY I,
AARNEHKA, KIAKHOCTH H LTHTELHOCTH Bo3teCTEHI, KOTOPLE MOMYT BELIEPAMESTE 2TH yacT M3OETHHA.
AdonoaHedue
Adna PEHTIEHOBCKODMD ANTMAPATA 114 HHTEPBEHUHOHHBIX MPOUEAOYP Takan ua-
(POPMALHA AOEKHA BEMIOUATE CREASHNA, KACAIOIMECH OMHCTKH W JeTiRekiHi BoeX uacTeil, KOTopLie
HeodasaTelLUo HaxolaTed B npasos xourasre ¢ NALMEHTOM, 1o npy HOPMANBHOW 2KCIY-
ATALUMH soryT nponHrarecs MM OMTE 3arpiiiebl DHOMOTHYeCKHMA 8 HIKOCTA MM,

Mpuuevanus

1 H3MOTOBRHUTETHD pexoMesayeres ofecnes s NoapoBHyE HHopaILIEs U e TR S H S NTPHMEHRE ML
B ORI HOH METHUHHCKOR MPEKTHES, HO IOTS HUHA G ONACHLY 1B KOPROIHEHOM OTHOWEHMN, NSHTON (HANPHMED,
FHNOXIOPIAA HATPMA ), S0 HENOIBIOBAHNAE TAXHY AICHTOR YPCBETO PHOKOM [OBRCKICHN COOTBETCTRYIILINY YHCTE
HIOENHA.

2 Obwme ceefielnn, Kacaowmect ynetin i aesndpecuny PEHTTEHOBCKOMD ATINAPATA 4714 HHTEP-
BEHUHOHHBIX MPOUEINYP, npuscaess & npmiosennn DD

AdonoiHnuTeNLHEE nepetycie Hns

aa) ¥poRuH ToT M KORY

BHHCTPYELIIMH MO 3KCINYATALMHA ponsuo 6ure ofpaiie o BHHMANHE HA HEODROINMOCTL
CHEREHMA 31 PHCKOM P HENONLIOBAHKN YPOGBHEH D036 HA KO®Y, CYILECTBEHHO DOMLUINX 0 CRABHSHM K
c HOPMANBHON BKECTUIYATALLMEHN, cnocolLx BLIBATE NPHYHHHO o0VCI0RIeHHNE BO3IeiicTRHA .
Kpose TOro, BHUMaHHE I0TKHO GuTE 0GpalleHo Ha BOSMOEHOCTE BROOpa yoTasok npu PEHTIEHO-
CEKOMAK w PEHTIEHOIPADMM, cnocofHLy 0KasaTe cylecTRenioe poanelictome Ha KAYECTRO
HANVYEHMSH, vpooewns BOZAYIWIHONW KEPMBL (unn MOWIHOCTE BOZAVIMHOW KEPMEI) ¢
KAYECTBO M300paKeH .

bh) ¥Craskn napaserpon

HHCTPYRKUHH MO 9KCTINIYATAUM M ponsnn colep#aTh CEEISHNA OTHOCHTETEHO, BOIMOM-
Hol kondmrypauuy, PEAKMMOB PABOTHI, verapok TTAPAMETPOB HATPY3KK, Texunyeckux gk~
TopoR W pabouux napaMerpon, aangiomuy #a KAYECTBO MAIYYEHMA mnon Ha npHopHTeTHOS 1714
HOPMAITBHOM SKCIAYATAUMH aupavense OMOPHOM BO3AYIIHOM KEPME (MOLLIHOC-
TH).

Takan HHDOPMILHA O HA BETIONATE!

1D svavenss, npasdensnesese £ PEAHMMAM PABOTH npu PEHTTEHOCKOMHM. orvedye HHBM
BSL101E Kak HOPMANEHEBE H HHIKHE;

2y undropmanin o apyrux PEAMMAX PABOTHL, npy KoOTOPLIX HMEIOT MECTO HEIOCTATONHLES
FHAMEHMS W NPEIeTil BefTHYHH, CTOCOBHY HIMEHHTECH N0Ce BRGOPRa pekumMa;

) amauennd,  ofecnedHBaline  Hanbonsmyio  OMOPHYEY MOMHOCTE BOIAYITHOM
KREPMBI npsn PEHTTEHOCKOITHH;

41 spadermHs, obecoedrBaciuie Havnbonbuno ONOPHY Y BOZIYINHY ) KEPMY na oams kagp
mbpasenns npn PEHTTEHOIMPADGHH;

31 wabop runossix L PEHTTEHOT PAMH M snadennil, yeTaHORISHH b LA OnpeneneiHbIX THIOE
[POLESYR, MPH KOTOPLIX J0T#ed Henonewioparhes AITTAPAT.

Mpauyewanne — Conaordocnies, sanpasep, veresa napaverpos ANTTAPATA tan runsd ol cocynicTod
W THIMMHON cepaetHoi npoucaype nocienosariil, ecin ATIMAPAT npeanassaicy i HCOOIEMOBHRA B 0DOKHX
CAVLHK.

Coomeemenaie nmpeloaaliids BPOSCRRNT OCMOMPOM, iWIKENOULIEHEME NPOSEPRKAMU I LAMEPEHIL
CHICGPHOH BOJAVITHON KEPMAN f MOITEOCTH) no swemoduge, npusedenind ¢ nepesicieiis oc).

co) dannee no HAYYHEHHB}

Ana PEAMMOB PABOTEl 0 HaGopons 3HaueHii, OITHCAHHLIX B Nepeuacienny bb), 000 OLTh
npencTamieHs suadends OTMOPHOW BOZAYUIHOM KEPMBl (MOLUHOCTH), usveperise no se-
TOOY, NPpUEedeHHOMY B npiiosenin EE.

Kpowe Toro, 118 kaxnoro w3 PEAHMORB PABOTHI, onucannnix & nepeyucneniax bb)y 1) w bh)y 2),
A0EAHA OLITL npeictanieda andwopyampEn, nonyuassad npH Honoassosandn PAHTOMA Tonummoi
2 oM W KACHIONAACH WIMAHRA HIMEHCHHE NPHBeIe N HHe verosri wa OINOPHY IO BO3OY IMTHYED
KEPMY (MOLWHOCTE) (koraa OTTEPATOP seuser 3TH vonobHds B paccesarpusaesonm PEAHME
PABOTHL). K Takus yeaosuas otHocaTeA GuGnpaerue JOMNOIHHTEABHBE GHUALTPH, PAIMEP
BROAHOID [TOJA, yacToTa MORTOPEHHA HMITYILCOR,
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Adonanie OLTE NpUeeledsl JaHHEe 1o koigurypaluid ATTTIAPATA ® reoMeTpHH HCOLITAHKE,
KOTOPE MOMYT ObITE HCOHONLIORHE B OpoUeoype, YEAIAHHOA B npuiaokenud EE A npopepry npupe-
A2HHELY 3HAYSHHI.

Kpose Hidepernda no npuiosenun EE, vEatanHue IHaueHHa MoryT DLITE Onpedeierbl JpyTHMH
METOOAMM {BEJIOMAA PACUET), PeIVIIETATE KOTOPLIN COrARCYIOTCH © NMPEIeNbiLIMH JONYCKAME, NOJIV4YeH-
HEIMH 10 MeTOAY, TpHESIeHHOMY B npaidosernun EE.

COnmaemomane mpedo@aiiiig VomauaeAeanem SCompo, i N EIaBME RP0SSIKAME 1 W3VenLes
HHECTPYKIHE 0 3ECILIVATARRY. Veasaunwe aawenus ONNOPHOE BOZAVINHOR KEPMBI
(MO HOCUTH) o cosdenin, KOCOuimecs @amensiid Smux auawenid, nposepianm no smemody, npaeedeniomy
d aprnioxcenay EE, Noenodbiva dopMuposoinye Kongiuypauin o 2ecwempin vonamanii no HEHCTPYELRE
O IKCHAYATAIIHH,

ddp FAIIHMTHBIE MPHCIIOCOBTEHHE n BOCITOMOTATENBHBIE YCTPOHCTEA

Mpyt wenoaeszosapnd. ANMAPATA 71 PEHTTEHOCKOMHYECKY KOHTPOUIHMPYEMBIX
MHTEPBEHUHMOHHBX TTPOUEDYF monmen OwTh npenyesorpen nepeders IALLTHMTHLIX [TPH-
CINOCORNEHHHA » BCIIOMOTATENBHBIX YCTPOMCTE. disa pasivuiex 0pouelyp MoryT ObiTh
ApeIcTaRieH s padiee nepeudy. B nepevent momeT HLmh momonesa SALIHTHAH O ER DA, pexomen-
AveMast 1T HCMOUTEIOBAHKRA, HO HE BXOIAUEA B koMekT noctasky ¢ M3AETHMEM.

£e) Yonopua Aas npoBSIeHHA CepaeuHO-TeTOMHON peannManiH (CI1P)

HHCTPYRKLAA JUTH DECTIAYATALM M noassa colepsaTh Kok MEUHHMYAM O0HY KORGH DVPaiH
ATIIAPATA ana semonienna CHP, sknovuas venonpsosadie weobvoausey BCITTOMOTATENBHBIX
YCTPOHCTE, sxonsiusy  koMmaesT noctaski ¢ ANTTAPATOM. B uHCTpYELRH He TOMEHD COTSDEITL-
ca Tpefosaniit ¥ BCIIOMOCATENBHBIM ¥CTPOMCTBAM, ue nocrannaeseiy nsecte ¢ ATTTIA-
PATOM.

ffy HHTEFBEHUHOHHAH OMNOPHAH TOYEA

B HHCTPYRELHW 10O 3RCIIYATALUWMH gomens Gume dado obwaciedie nondataas HHTEP-
BEHUHOHHOM ONOPHOH TOYKH v pano onmHcalmne ee pacnofmseHna, oGoinasennoro mo 30.100.3.
Jome s OLTE JaHEB TAKAKE cRelerud, yrasanuse & 301013, KOTopsle NOATESAIANT BEG0R Pacooxe-
nea MHTEPBEHUMOHHOH ONOPHOH TOYKH.

gl IMpepuparens OBIYYEHHHA

B HHCTPYRKUKWMH MO SQRCTUIYATALMH oo 6urs pekoMeHIALAH M0 HCIOTLIOBAH
npepuigzTens ObIAYUYEHMH 5 moboil MoMenT ppesMedd (30 HCKTIOMeHMeM CAYYas, Korda naeT npoleaypal
ana npegoTepaedss poasosnocTd M3JIYHEHHA B peaviaisrare HeqasuHOre NpUB2IeHHA B aeicTaHE
BEIESTHIYATENA M3IYHYEHHH.

hh) 3ammTa OT CTOAKHOGRE FHA

BHHCTPYRUHK MO 3KCIIAVATALM M Doaamo $eTE: ONHCAHHE APOTHEOYIAPHEX Me[y, BEITH-
yad cpabarThiEHie CPpelcTE, MPeIyCMOTPEHHLIX A NPeIoTEPRIIe A HEXeNATENLHOH OCTAHOBKN NPoLEe-
AVPEl B PESVALTATE CTOUIKHOBEHIEH YaACTel annapara.

i) JoauseTprueckan Kansfponga

B MHCTPYKUHM 1TO DRCTUIVATALLM K norsiinl GRITE 3206 peKoMeHIauHEH Mo NpoGeaeHH K
EATUGPOBKH BeeX usMeorxea Ha ATTTTAPATE Jjo3dMerpiuec KU HiTHKaLFii.

Tadawnua 101 — NoanvHETE, cogepaaiine HopMarHeiee coplTiEl Ha IR CTUIVATALMOHHBIE

JOKYMEHTEI
H'.'Ml:p NOEAYHETA Hanmeromne FHRgIyH KT
21 Mexannueckan mpouHOOTS
213 [Moanvekr Ge3 HAMMEHOBAHIA
29 8. 101 Kapret naokepMal
44 [Mepeaus, PUCIISCKHBRHWE, VTENKE, RILEHOCTE, TPOHMKEHAS RAIKOCTEH, OHHCTRE, CTe-
prmM3annE M aesuHderiism
441 OB IMe PO cH I
511003 Pacnoneaenne MHHTEPBEHUMOHHOM ONOPHOM TOYKM
SL0022 KT MEMATH B0 OpakeHHiR
59.102 MIpHEPEIeHrE SEUUNTHEY IPHCTocobmeEsi
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.53 TexuHueckos olHCAHHE

a} Ofwue Tpehomain

Homonueime

B TexunuyeckoM onHCAHHM Jo/EH0 OLTE yEasauo, 970 ATINLAPAT npeqnasnaden 408 BeOMoiHe HHA
nporoasnTelsiey PEHTTEHOCKOINMHMYECKH KOHTPOJIHMPYEMBIX HHTEPBEHUMOHHBIX
[MPOUEIYP, praodas Takue, TpE NPOBSIeHHH KOTOPEY CYILECTEYET PHCK JA0BUILHO BRICOKHY VPOBHEH
KORHBIY 003, COCO0HEY BLEBATE HeGaronpHATHLE HBekThL.

HonomHATENBHLIE MEPetHeTe s

aa) Mo

B TeXxHHUECKOM OIIHCAHHM A0MAHE OLITL MPHBETEHE MepedHCIeHHLE HKe TPebGOBAHHA N0 YCTa-
Hopke ATTITAPATA:

- Ha apepAx kaduHera © veradormeHHeM ANTAPATOM me ponxue ouwte BENOKHPYHOLLHX
YOCTPOMCTE. Hu oomMo #3 cpedcTs, BHE JABMCHMOCTH OT TOro, Monoabiverca ono am SALILMTH OT
MINYYEHMH uaw wer, e I0EHO BEOLEITL npepenanna OBAYYEHHH wow muoro Hapymen#s
BRlMOAHAEMOH npouerypid, et TONLKS OTNEPATOP He pacnoaaraeT cpedcThIMM LA TPRI0TEPIMEHHA
TAKOH CHTYAURH B OPOLECCE NPOLETYRL

- Bee apapHiinsie GIOKHPYIOULEE YCTPOHCTEY B CHCTeME NOULEHE GLITE JUMIEHE OT caydadioro
cpafaTemaHng;

- pokpyr CTOJA JLUTH NTALMEHTA 200400 G6ThL NPpeIyCcMOTRE UG JOCTATOMHOE NPOCTPIHCTRD 1718
DeCNpenAaTCTEeHHOrD npopeternd CIP;

- a8 aud, Haxonaascd i Kabunere © ANTAPATOM, neobyoasso npeayvesMorpeTh: BHIHMYR M3
MOOTe MOAEeHA oaHy (WiH Somee) HHaHkaudio HATPY IOYHODD COCTOAHMA, oM. Taksxe Tpe-
Domanna 29 208 1.

Mpumenanne — B nomrynscre 2901103 M3 K 60601-2-7 copepenren TpefomHBe o 00CCHEYEH KD CReCT-
BUMH NOICOSIHHEHAR BHEWHIT uHankaropHuy aamn & PEHTTEHOBCKHM MTHTARDWHM ¥YCTPORCTEAM
(PTIY).

bh) Oremouenne MATAKLILUER CETH

B TexHMUECKOM OMHCEHHH D0/DHHA GBITH BAHA XAPpaKTepHeTHES (pyHKUHOHATEROMD cpalaThiBaHHsa |
Npolenyps nosTopHore samyveka ATNTIAPATA B crvuae orkmsouenna MHTAKUIENR CETH. Jdonsi
OLTE MPARZAZHE] BOSMOKHEIE MepPEl, NIPeIVCMOTPEHHLE & anmapaTe Ha caydai akerpensoil PEHTIEHO-
CROMAK v s coxpaiocT Xxpangipyxcs vaotpasenuid, o Tes yrobu [TOJBIOBATE T mor smbpars
COOTBETCTEVIOILMH YPOBEHL JAMIATE OT TAKAX HAPYIIEH .

GE IO MapkHpOLKa COOTRETC T

Coorpeteraie PEHTITEHOBCKODO ATNMAPATA A8 MHTEPBEHUMOHHBLX TNMPOLUEAVP
TREGOBANHAM HACTOHNINEND CTANIAPTA ODOIHAMSETCA CASIVIOLIHM OBpas0M !

PEHTIEHOBCKHHA AINMAPAT JUIA HHTEPBEHUMOHHBIX NPOUELYP

* FOCT 30267.43 2002

il FOCT 50267 4323002,

Pazaen sropoii. YCJIOBHA OKPYRKAIOIIENR CPEILBI
10 ¥cnoeua okpysawmei cpeas
10,21 Okpyaxaoian cpeia (oM. Takwe 4.3)
HimeHeHHe

a4) TeMmIepaTvpa oEpyvaaiued cpeonl or 13 C a0 33 °C.

* OROIHAYEHHME MOJETH HITH THIA.
== Hansenomuwe M3AETHA, OBO3ZHAYEHHE MOOENH MW THMA
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Pasnea Tpernit. SALLHTA OT MIACHOCTEH MOPAKEHHA AJEKTPHYECKHMM TOKOM
MpHsMeRgIOT NOYHKTED ODILere CTaHIapTL.

Pazaen uersepruiit. 3ALLHTA OT MEXAHHYECKHX OINACHOCTER

21 MexanuuecKas npovHOCTE

21.3

Hdonomenke nocie TheThero absana

B PEHTTEHOBCKOM ANMAPATE 110H MHTEPBEHUMOHHBIX MMTPOUEDYP narpyaks, Ha
koTopyvie paccuntan CTOJ UIH TIALMEHTA, tomeHa cooTeeTeTmoBaTh HopMansHomy secy [NALMEH-
TA (cornacHo vEaRHHAM M MApKHPOBEe D00 TPefOBaKAM HACTOALLIETD MYHETA) W BRICPEHBATE 20N00-
HHMTENLMYR Maccy He medes 30 kr, npemyemoTpeHayio oaa nposegedas CIIP. Eciy B coOTRETCTRMN ©
HHCTPYKUHMEHR MO 3KCMAVATAUMMH kondwmrypauns M3AETHA npernaisasena ana CIP, To
AOTIOMHHTE] BHAR HAIPYIKS JOMKHA PATHOMEPHO PRCOPEIeIATECH Mo LidHe 1500 Wy oT ronesHol yacty
CTONA O NALHEHTA uns o smakcisanisieoil naane, ecan ona sepee 1500 sa, semodan BCITO-
MOFATENBHBIE INMTPHCNOCOBTEHHA, menoneayese npu CAP.

AdononHenne

Mepniil abian onucanig NPOBEPEH COOTRETCTEHA TOTIOMHHTE CASIVIOULHM TEeKCTOM:

Hemwimaige PERHTTEAOQBCKONO ATTHTAPATA L4 HHTEPRERHIHOHHBX APOLEAVE doaxena
HPOEODEMBCR @ HAUMENSY (AO20RMERTIOM . TOIONCENEN npn Kondgheaypanen, ve npedyewompennod dag COP, a
MOKNCE @ NOUMENSE BAQA0NPUANNEM ARI0RCeNEn Hpn Kowghuzypranan, apedycwompennol dag CAP. flpu
womdbazypauny, npedycwompennot daa CAFP, 8 bcnwmanue doaxeno Guh @IoNens ondisioganne dinosii-
STEIbI0E ZPVI, PaaiMepio pacnpedeteninodo o daice TIO0 wn om aocoanod wacmu CTOUA JE ITALH -
EHTA wan no MarctiMatsion dawie, ecal ang senee T30 v, Sonoanimetsibill 2073 dotucelt Guins Bpiionees
chveRg §owun loin (odee BOcte RPA0NCENEE NOHRIMAHeiniodg ARVIE, OGRS HOPMOIGNONH Na2pyIKe.

Hiasmenenue

TpeTwil absul ONUCAHHA OPOEEPKH COOTRETCTENA HMeHHTE CISIVIOUIHAM TeKCTOM:

fova doawcen Gwmb poeen apotseedenin mpefivesoss KOFIODHEHEHTA BEIOHACHOCTH {ou.
wpem 28 ofiuesn cmandapma, rodinvecm 201000 w mataugy 102 FOCT P SIZ267.32) wa avauenue yeaaiiog
WOPMELTBIDN NOepVINi. ECii MOpMaision RAZpyIG B¢ YEOZIND, 30 Nee HPuNUMONEN 2V, coddamuani cloy
I35 el Hosnas ndeprica dedxcna deficmaoeaits Md ORIV clicitesy & mevenie | s, donosiimeisiti
SOV, HPHKAGONEIEMEIE 2res dan wchbimanin @ pexcivee (TP, doawcen coctraaiams 50 k2w delicmeoaanib
W OROPNYIG CHCHEMY & mesenine [ vl mocte e20 Hpeioseenin.

Honoinenne

MMaTi abzan onucanKd TPOBEPKH COOTECTCTEHA AOTOAHHTE CASIVIOUIHM TEKCTOM:

fpw wenwmatisn PEHTTEHOGBCEONT ATAPATA 808 HHETEPBEHUIHORBABY ITPOUEINVE &
pevcyse CAP g cocmene e doamenn Guiits RN UT RPO2TONER I PEIINGNCT, SN0 MO0 B4 HPERAMCMENGa s
nposedenuw CAP.

21 JIpmmymuecs 9acTH

227

JdonorHeHue

AonomHuTE: ToANYHET MATLIM abaanes:

A npeaoThpaiieHid ONAacHOCTH, BOIHHKROIEeH H3-33 HenpeaveMoTpe HHOre npepeparma PEHT -
FTEHOCKOMHYECKH KOHTPOJIUPYEMOM MHTEPBEHUMOHHOH NPOLEAYPH. cpadatupa-
Hue nporTheoyiapuex yerpoiers B PEHTTEHOBCKOM ATIHIAPATE 118 MHTEPBEHUMWOHHBIX
MPOLEDYP e poasuo aproMmarideckH orimodate OBIYYEHHME » yxyaware opyrue dvakunn All-
MAPATA, 38 HCKIOYEHHEM JTRHASHHH, CEATAHHLIY ¢ NOTEHUHANLHEM CTOAKHOBEHHEeM. Jomansl GHTh
NPeIyCMOTPENEI CPEICTRA A BOCCTAHORIEHHA ARMASHHA, HAPVIIEHHOTD H3-34 CTONKHOBEHHA O Peiyib-
TaTe cpabaTRHBIHMA APOTHEOYIADHGTO YeTpoicTia. Jpiaetite 10 H0 GLITE BOCCTAHORIEHO B TEYeHHE 5 ¢
nocae suinoaneans OITEPATOPOM cooTnercTay oMY DeWcTEHI ¢ ero paboyero aMecrta.

Mpusevanne — B PEHTIEHOBCKOM ATINMAPATE 174 HHTEPBEHUHOHHLIX npousovp soasos-
HO BOSHHXHOACHNE OIMICHOCTH, coiy cpabarEIBHie CPeacTE De30nacHOCTi, HENPHMER NPOTHBOYIAPHEX YTpoiicTs,
DRATLEACT CYIIECTESHHOE BIHAHRC Hi 000 PyHELHOHLTRHRE NAPEMETPR.
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Pasaen namwil. 3ALIHTA OT ONACHOCTEH HEAETATENIBHOIO
HIH YPESMEPHOI'D) HATYYEHHHA

29 PedrreHoBcKoe HIAY4YeHHE

Npusenmor nyakr FOCT P 30267003, 2a pekmodenes:
20.200.2 CHOH NMOJOBHHHOND OCTABITEHHA 8 PEHTTEHOBCKHX ATTIAPATAX

JaMeHa

Colepsadne TabnHmsl FMeHHTEL Caeay oMM

Tatnwue 204 — CAOH MONOBHHHOTD OCHABIEHHA & PEHTTEHOBCKMX ANTMAPATAX

AHOOHDE HATIPAREHHWE MU s LG i yCTay R
MAnACTh 0pIEsME HE T PJE;;;;"F“}::':II;Ji :‘E;»‘;IP” Brtpanmoe suiaene n;‘}%{{?‘;‘;f:;‘:ﬂ;‘;[}
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Mpruevarnns

1 CITOH MOAOBHHHOMO OCIABMTEHHA ans nposesxyTouHelx BuOPRHELX HAMPRECH M CIeaveT HAX0ANTE
HPH OMOUH JTHHERH0E RETERIOELHMN.

2 Jaech CHEAYET NPHMEHHTE DHHCEHYI0 SKCTPEIIH LD,

3 Veommueee ssavenus CIOOEBR NOAOBHHHOMD OCNABNEHMA coorsercmyior OBILEH ©HILT-
PALIHH 8 25 sma Al o PEHTTEHOBCRKONO ANTNAPATA, paforasiiero NpH o TO8HHOM HATIPSUsEcH R,

292004 PUAETPALMH 5 BNOKAX HCTOUHHEA PEHTIEHOBCKOID M3JIYYEHHA

HimeHneHHe

B nepnoi cTpoke abiaua © nepitiy JediHcoM BMEHHTL CIORO. aMOTYTs Ha « J0UHHL s

29.203.4 Cooreercreme seaay NMOJTEM PEHTITEHOBCKOID M3NYYEHMA n NOBEPXHOC-
TeHY TTPHEMHHEA H30BPAAEHHSH

Hononviende

B peprenmuxyviapiosm nogoxennn OCH TTYYEA MAIYYEHHA orvockrensio [ITOCKOCTH
NMPHEMHHEA HIOBPAKEHHA smakcusaniuas naowans MO0 PEHTIEHOBCKODMD? H3NYYE-
HHH nomaia cooTBSTCTBORATE CReIVIOLIMM TRt BaH HaM:

a) ve medee 80 % naowasn MO PEHTFEHOBCKOMD MANVYEHMH nonsuo nepelprinar.
spipekmienyiey [TOBEPXHOCTE NPMEMHHAEKA H3I0BPAKEHWA. Econ spderkriouese [TOBEPX-
HOCTH MNMPHEMHHEA M30LPAKEHWE sepee 10 oy b guaMeTpe MM 0 OSHOH M3 CTOPOM, To
VEAIAHHEE TPeOOBIHHA HA WHX HE PAcTIPOCTPaHTOTCH,

G) MOJAE PEHTITEHOBCKOID MAUIYHEHME, wiasvepenioe no GHaMeTpy B HalPasTeH M HaH-
donbwero Hecopnatedud ¢ NOBEPXHOCTBH) [MTPHEMHHMEA H3I0BPAAKEHHH, e moasuo guixo-

AWTE 3 rpadduel 2efcreuTeassol [TOBEPXHOCTH MNMPUEMHMEA M30BPAREHHMH Gonee ves Ha
2 oM.

Mpusevannn

1 Heobxoausmo ofpuTHTh BHHMAHNEG HE OFPEHRYSHEE B NPRECISHHOM BRINS A0V HEHEE onpeacieHil Tep-
smunon «[IONE PEHTITEHOBCKODND MINYHEHH A n expdermasnas MOBEPXHOCTL MPHEMHHEA H30-
BPAKEHMA» {em. 22021 w 22023 TOCT P 5026703 cooTsércraeHio).

2 Mo cpasmennis o cooTeeTeravenuny nognyikos FOCT P A026T.003 o wactonmen wimedesnn ana PEHT-
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NOCT P S0267.43—2002

TEHOBCKOMD ANNAPATA 108 MHTEPBEHUHOHHBY MPOUEAYE npn sicnonsaoessnn sanay [TOTEN
PEHTTEHOBCKOIMD HAJIYYEHMA tpefvercs Boee BLCOKEA TOMHOCTE, KOTOPEA OTPEKACT TP ME HEM LI palon e
VEIOBHH 5 TAKGH ANMIPETYPE W COBPEMEHHOE COCTOAHME TEXHHEN,

Conmeemcntane mpefioaakiig HEOSepmiom ocMompos o wavepennes THOUIER PEHTIEHOBCKONOD
HIANNVYEHR HA annapama. Ecau wpedyesompeiid asmomdamudeckan pesvadposicd PATHALHOHBEONO OKHA,
IO A EIMEPERNEN OCMARARIONT KOk MuntiMys 3 o dig moco, amolsl dEmomaimiyeck i MeXaiiu s 3068 puiia
GOE PESVAPOBKH, WMENIMIE MECTD & NPONEOCe WCRbImONIR.

292083 Yerawomiennwe OCOBRIE 30HB! NMPEBBIBAHMH

Honoanenue

[Mocre TpeThero ab3aua TODAGHTL B TIEpedeH b 203316l C YETEERTLIM M NATHM JeiHCaM# CIETYIOLLIErD
COOE A AN HA:

- p PEHTTEHOBCKOM ATNNMAPATE UIH MHTEPBEHUWMOHHBEX TTPOUEAY P nonsitl GbITh
[peIyCMOTRE HLL CPencTRA BEAeH g | Bk oderid HAMPY 30U HOTND COCTOHHKWA annapara OlE-
PATOPOM, KOTODEH MOKET HANOOHTLSA:

a) B awbod ws ebossavenntEy OCOBBIX 30H IMTPEEBRIBAHMA, ecnn ATTHAPAT wsmeer cooTaer-
CTEVEOIIYIO Koudurypannee, ia Heckonekny OCOBBIX 30H MNMPEBLIBAHHMA moine NALUMEHTA
MOMHO HCTIONLIOBATE NPOCTOR HOMHOH BRIETOMITENL ¢ KabeleM J0CTaToqiol LIHHLL

0) Ha paccTosaHHH Ha MeHee 2 v oT 3ous OBRIYYEHHAH NMALMEHTA win s npegesax 3ALIHT-
HOM 30HBI, eciv Takonas npeaycwmorpeda npi veranosxe H3OETHA;

- BPEHTTEHOBCKOM ATMNAPATE 1TH HHTEPBEHUHOHHBLIX TTPOUEAY P acinxen ObITh
npeaycMoTped cHriean viaakamid HAPY 30N HOMD COCTOHHHA, ol ONMEPATOPOM w13
BCEX MOAMHEHHR, YEAIaHHY BRILIEe B nepeddcienysax a) 1 6), Hamwuwe wsolbpakedis Ha MOHUTOPE He
CUHTASTCH YAOBASTROPADIEEM HACTOAEMY TREO0BIHMED.

29208, 101 KapTid H30Kephill

B SRKCIUIVATALMOHHBIX AOKYMEHTAX gomeie OMTE KAPTE HIOKePMLL B BRIS CXeM HIH
pHCYHEOR, norateeaone pacnpesetenie HEHCTIONBEIYEMOTT HANYHEH M soxpyr ATTTTAPATA.
ATH KAPTH CeayeT MCMoBIOEETE ATH THINHYH LY KoHpurypaudid ANTIAPATA npu padote ¢ HOMHHATL-
Hev AHOOHBIM HATNPAAXKEHHEM B pexise PEHTIEHOCKOINHMH. Kaprel Jo/Hbl OTEEYAT
CRSAYIOITHAM TPeBOBATHAM:

= WHHOPMALKMA A0TK D DTE MPEACTARTEHA KAK MARHMYM 0108 OIHOH THIHYHOGH KOWGHIVPALHE ©
FOpH30HTATEEBIAM TIVHEOM H3JIYYEHWMH ¥ 104 ogioid Tenauioi KopHiypaiEd — ¢ BEPTHEALTLHLIM
NYYKOM M3NYYEHHA;

- KAPTEE HIOKEPMEL J00AHE BLITE OPelcTARIEHE B BHEE KPHBLIX HIOKEPMBE, HOPMHPOIHHLNY K
MPOMIBELEHHWHO D034 - MNAOMWALL, pasiony 1 osxl o’

- KAPTEE AIOKEPMEL OOIHHEL OLITE NPeACTABIeHE B MOPHIOHTAIEHLIY IOCKOCTAY Ha suicote 1,0 K
1.5 &t san mones d, KEPOMe TOro, MOTYT GRITE JaHL B APYIHY [IOCKOCTAN,

= WHTEPBAT THANeHIH MeRTY CMERHEIMH KPHBLIMH He TOTEed NMPeBLILATE MEBOMHTEN, 2,

- TeoMeTpHA HIMEPEHHA, HA KOTOPOH OCHOBANLL JAHHLE, JON#HE OLITE COBMECTHMA C YCTPOHCTE-
ME, HCMOOLIYEMBIME NPH ApoBepre mo npuexennio FE;

- TOMMOCTE TPEICTARTEHIEN TAMHLIN DOKHA HAXOAMTLCA B npenedax + 50 % B0 Beex Toukax,
yiateHLX Ha 135 cu o ATTTTAPATA win GAHTOMA, 1 8 npeaenax 1o 3 v ot HHTEPBEHUHOHHOH
OMOPHON TOYKH wan oo 0,000 selp A sl pad).

B wndropaanieio I00aHa ObTE TAKKE BEMOUEHA NPEICTARTEHNIN LA KAI0H KOHDHIVPALHK pac-
nonoaenna AINTIAPATA cxena pacnofoxenis obopylosanng ¢ nobpakennem npoexunn OKYCHO-
D NMHTHA wa maockocts depress. JomkHn OLIThL TAKKE NPeICcTARIEHLl JaHHLIE, KACAKILMeCcH
COOTRETCTOVIOWEN mpuseHusnil reomeTpien Wasepeuns, PACCTOAHWH OT dOKYCHOID MATHA
0 NMPHEMHMEA H30BPAKEHMAH, AHOAHOID HAMPHAEHWA w PASMEPA BXOIHOIC
[ICUIH ¥ PH.

Mpuvevanne — Mpumeps ApT #sokepsil oprecaeds wa provikexs 101 s 102 (npuoocsenne FF).

Coomeemonmane mpetosaniin nposepmiom wpocuompos IKCTAVATALIHORNEMYX AOKVMERHTOR.
Kaprns HroKepihl AROaeparom mo Memodu e, Afpieedeniod @ mioxcenin FF

Paanea weeroil. JALLUTA OT OHACHOCTH BOCILVIAMEHEHHA NMNOPHOMHX CMECEN
AHECTETHROB

[Tprse HAI0T AYHKTE -OBIErS CTAHNIAPTA.

E u 5 '|' FOCT P 50267.43-2002, N3genusa meauumHckme anektpuyeckue. Yactb 2. YacTHble TpeGoBaHUsi 6e30nacHOCTU K pEHTIEHOBCKMM annapaTtam Ans UHTepPBEHUM
(I L FE 1 Medical electrical equipment. Part 2. Particular requirements for the safety of X-ray equipment for interventional procedures


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-50267.43-2002
http://gostexpert.ru/gost/gost-50267.43-2002

IoCT P 50267.43—2002
Pairen ceapmoi. 3AINNTA OT YPEIMEPHBIX TEMIIEPATYP H IPYIHX OIACHOCTE#R
42 Ypeimepibie TEMOEPATYPEL
421

Adonoanenne K Tabayiue Xa B COOTEETCTERH ¢ Tabnnued [02:

Tabnuwua 102

Yacrw wsnen i Muakcnwannran venneparypa, ‘T

Yacrn PEHTTEHOBCKODD ANMAPATA JIH HHTEPEEHUMOHHBIX
NPOUEIYP, xoropee npn HOPMANBHOM AKCTIYATALHH soryr Haxo-
nurecH B npogonxnrensroM Kontakre © [TAUMEHTOM wan OTNIEPATOPOM 41

HononueHue

Mpusdevanne — JonoaHeHne & MEKCHALTEH M TEMOEPETYRIM, DpeacTannensoe B Tabiie 102, cacmio ¢
FHETOM IOMOUIHHTEIBHOM PHCKE, BOSHHEINHLUEND H3-30 BOIMOMHOCTH npopoesntcieior konracra [TALHEHTA ¢
vACTHMM. annapara, a Tase daerors saxosaerds TAUHEHTA non peiictenes papuMakonoriueckny On1aTHEHELL
CPEIETE M HEROIMOEEOCTH HIDEHATE KOHTIKTA ¢ WaCTEMH ANTAPETE BO BPEMS [TROBETSHIS BROLELyPEE T3 CosiaHis
anx MALHHEHTA prekos wxoro poaa.

Kpose Torg, Heodxoanyvo 0DpETHTE BHEMAHNE Hi Jonoanesns & nvdery 42 POCT P 50267238,

44 [lepeans, paciiecKHBAHHE, YTeUKd, BAAKHOCTh, NPOHHKAHNHE KHIKOCTE,
OYMHCTKA, CTEPHAH3ALMA M Je3HH(EeKUHA

44.1 (JDmwe MOAGKEHHA

Hdonoimedne

Ofociosanue — [Mpu PEHTTEHOCKOMHYECKH KOHTPOIWMPYEMOH HHTEPBEHLIMOH -
HOM MPOLUEIYPE poiMo®Ho TPMCYTCTEME OOROILHO. BONELIOTD KOAHYECTE: SHOMOTHYECKY M HHLIX
AWIKOCTEH, KOTOPEE MOMYT HEMOCPEACTREHHO NPH MPORSISHHH MPOUSTYPRLL HAM TN0CTE 08 OKOHYAHHA
npHeecTy K noppediendnie HIAENHA nan K onacnocTi aeKTpRyYec Koro O cse ), TOKCHYeCKOro Wik
HidreuoHiore sapaxerun [TALHEHTOR, ONEPATOPORB v obciyE HBEAICILETS NEPCoHia.

KORCTPYKUMA KOMTIOHEHTOR ANMNAPETA, KOTOPLIE MOMYT HANOGAWTECH B KOHTAKTE C BLIASAASMBLIMMN
[TAUHEHTOM cexkpeTOpHLIMH HIH HHBIMHA DHOMOIHYeCKHMHE ARIKOCTAMH, IOVLEHA OTEEUATEL Clelym-
LM TPEDOBEAHHAM!

= YTOOLl NOKPLITHA HIH TMPOCTRIHE MOTTH OTBOIHTE Takie RUIkocTH of ANTIAPATA nau

= YTobel nosepxiecTid AINTAPATA, o KOTOPLIM MOTYT CTEKAThH ITH EHAKOCTH, MOKHO OLLITO
NOABSPIHYTE OUHCTES H 423 HDeE LN,

B xounnext SKCIUIYATALWOHHBIX JOKYMEHTOB 1oa&H0 BXOIHTL PYKOBOOCTRO 110 [TPH-
MEHEHHEY CUHILAIEEKY 1 JeIHHQREHPYVIOWNEY cpeicTh, mepeddcieriey B 3KCIAYATALHOHHBIX
NOKYMEHTAX.

Buewmne noeepxuoctd AINMIAPATA, koTophle wmoryT NoQGEPrateed O4UCTES W I2IMHOeKIHH,
AOUEKHEE OMTE 300HILEHED AAH DRITE CTORKMMH K BOAGCHCTAHED VEASAHHLIX CPeacTa.

Mpusesanne — JononsurensHee TREGOBAHIE N0 CTHOTES B Sean e kiHn npueeicne B 6.8.2 d).

44.6 llpoaHkaimge KRIKoCTeR

44 6,101 Hosuuie BLIETIOYITENTR

Hosuwe puxmioqateny PEHTTEHOBCKOTO ATIITAPATA 018 HHTEPEEHUMOHHBIX TTPO-
UEAYP pomsisl pyHENHOHHPORATE AKE [ TOM CHVYAS, SClH MO NOKPLT CO0eM BOIE 25 MM,

Mpusmevanne — Heobxogumo obpariTe BHEMEHME HA OIPEHBYCHIES DADOSETD HATPRACHHS , YEEEHHEO B
56,11 ofwero cTanzapTa.

Copmaemomaiie mpeomaiu by on e i SEXai e i SIeenien I EsiIoneNeM HONCROZD BB -
gamed (003 coedunenun © NOMOURREOM aekmponieennn) Y0 paz ¢ mevenne Tu g sode ne aniune 25 am;
JAHEM RPOSCDE 20 PafomocHocolNocith N dIeKmpireckyr deronachkocime e ofiewy cirandapmy. He
dotcne Sy RPUINEKOE HLIWHUR dodk 8 MEXaniEeci iy YaOcmay, KOomopas MORen QPueecinn K 11X Roape -
Oenir, BCIl oG GYOVM OCIOROMBCR SIONCHBIME KEONPedelenkoe Bpems.

i
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NOCT P 50267432002

Pazgen socesoil. TOUHOCTh PABOYHX XAPAKTEPHCTHER M 3AIIIMTA
OT NPENCTABNAKHIINX ONACHOCTh BRIXOAHBIX XAPAKTEPUHCTHK

51 3ammpra OT OPelcTARTANANHY ONACHOCTE BLNOIHLIY XAPAKTEPHCTHE
,JlDl']ﬁ'l.ll-E"]lJ-lE

Mpuumevsanne — B nonoecHHEY HHEENPUBEACHHEN NYHKTOE OTMEYAETCH, YTO 108 ODECHEUCHHA SUIHTEL
OT MPeICaRHINE ONacHoCTE Bexoansx xapaktepicrnk PEHTTEHOBCKOID ANMAPATA 1A HHTEPBEH-
HHOHHEIX NMPOUEAYEP ONEPATOP pupsen obecnieants ratkocts npe ynpaanesnd HATYHEHHEM w nosmo-

MOCHMS NYTHAHUE NPH BAIVEATHIEHEAN ABHHBD B X008 BhIITONHCHWE TSP,

SLI0L OcobennocTH Opranos yopagicnHa

S0.100.1 dorkno 6ete npenyesorpeno ABTOMATHYECKOE YIPABIEHHE HHTEHCHB-
HOCTERD) panyenma.

Coomeemcmane mpeiogditigy RPpOREpRNT OCMOMPON & PVRKHROREABNBMYE RINSEPKEMIL

511012 Cuatve pactpa

OTCEMBAIOWHA PACTP nonsen cunmatsea Gea uenoneiosanns HHCTPYMEHTOB.

Mpusevanne — Ocodyio BEHOCTE 10 Tpebomasne maeet npun npasereHws HIAETHA g neawaerpin,

Conmaemenmeng mpefogeitiny HPosepasim OCHOmpos ¥ DERKEROREINBUEN IISepk i,

51.101.3 Pacnoaoxesmne HHTEPBEHUHOHHOH OMNOPHOH TOYKH

Pacnoaosenne HHTEPEEHUHMOHHON ONOPHOH TOYKH tonsno GuTe onpeaeteno 5 MH-
CTPYELIHH IO 9KCIIIYATAUMH w npuMenaTscs 48 onpeleledds meex ipasennil ONOPHOH
BOAAVIIHON KEPMAI (MOLWHOCTH), seofxoauMLIX L018 NPOREIEHHA HIMEPSITHI B COOTRETCTRHM
C HACTOSAWIMY cTadAapToM. Pacnoiosenne 3100 TOMKH JOLEHD GRITE

a) ang cuereMis ¢ M3OUEHTPOM — touka wa OIOPHOM OCH, pacnonoxenuad B 15 oM oT
MI0UEHTPA no nanpapteiao K GOKYCHOMY [MHATHY.

Mpusep - Taa cuctesmul ¢ U3OUEHTPOM, uaxompmnpsca B 70 cv or @OKYCHODD TTHTHA,
MHTEPBEHLUHOHHAH OIMOPHAH TOYEKA 100408 HANOIHTECH HA PAcCTOSHMK 55 cv o1 DOKYC.
HOI'O NATHA saons ONOPHOH OCH;

G) ana cueressl Ge3s M3OUEHTPA — touxa sooms ONOPHOR OCH, yeasauuas HIFOTOBMTE-
NEM b xauectse THIH4HON Touky nepeceueiia OMOPHON OCH c NOBEPXHOCTRID TELA MALIH-
EHTA. B srom cayvuae 5 MHCTPYEUHEY MO SKCTUIYATAUHH acwkpoe ORITE BRIKUEHO
oDOCHOBAHWE BRBODE 3TOTO PACTIOIOKEHHA,

Mpesevanun

1 Mpumeps comvaunii, npr gotopex HIFOTOBHTETKY crenyer veasm: HHTEPBEHLLIHOHHYEY OTMTOP-
HY I TOYRKY:

- ANMAPAT cnocofes onpeaenates aciictentenshoe paccronmme of POKYCHOMD MATHA oo MOBEPX-
HOCTH TENA MAUMEHTA:

- B ANMAPATE peccrosnwe or GOKVCHOTO MATHA oo NOBEPXHOCTH TENA MALEHEHTA dgsnkcn-
poBaHG.

2 Mmpopuanns ofmerno mpacrepa, kacaomaacs HHTEPBEHUWOHHOM ONOPHOR TOYMKH, coaepanT-
ca B npanosesin OO,

511004 Juanason MOLWHOCTH BO3OYIUHOW KEPMBl npn PEHTTEHOCKOMMKM

Mpu PEHTIEHOCKONMHH nps HOPMAJTBHOM 2K CNIYATALMM o GLITE NpeaycMoT-
perbl e PEARKMMA PABOTHI, onpeaenedHble COOTBETCTREHHD KAK HOPMATLHBLI W HHIKOIOIOREH ¢
ofecneynpaomme pavtansie MOIWHOCTH ONOPHON BO3AYWHOW KEPMBI taxus ofpazou,
4TOBLI IHAUEHHE HHIKOAOIOBOTO PEXHMa He npeskiwuanc 30 % snavenns HopMmaisHoro pexima. Moryt
fLTE MpeIyeMoTpets jononsatentiee PEAWMBL PAROTH ¢ MOWHOCTAMM ONOPHON BO3-
OVIHTHOW KEPMBl stensiniss w1 GOALIIHMK SHAYEHHN, NPEIyCMOTPEHHLIX I8 HOPMAALHOTD M
HMIKOQOI0ROM0 PEKMMOR.

Brfop modoro na oTHx PEAHMORB PABOTEL ve jonsed ocviLecTIIATLCA © noMollen B bl K-
YATEINH HANYYEHWA.

Henuxkannwa nubpannors PEAKMMA PABOTHEI ponsna Guith goctyniva OINEPATOPY, yaxoname-
MVCH B paboues Moaoe N,

[Mpy noaroropke ANTTAPATA & uauany npopefeqdnd npoueaypsl yerapka MOLWHOCTH OINOP-
HOH BOZIYIUHOM KEPMBbI ne oasna GuiTh BEIUE HOPMATLHOH YCTARKH.
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rocCT P 50267.43-—2001

Coomaemonmeue mpeioaqiiihn onpeoeidnem oomompon o VK RUORLIBISME RPOSENKGME, o ROk ¢
nomatigo  wemodukn no aptoscene EE o wonoaszoaaiies @ARTOMA w3 mosidemiaMemakmoana
(HMMA) moaweinmon 20 cx din Bpoaepi coORomens MOHEOCTER ONOPHOR BOILIVUTHOMN
KEPM B npee snopmaasion o wwskodozosow PERHMAX PASOTH.

3110013 BoamomuocT neperiouerna pesuson PEHTTEHOCKONIHH u PEHTTEHOIPADMH,

LoasHEl GLITE MPEIVCMOTREH L CPeleTE nepenoyennd pexoison PEHTITEHOCKOIMHM w PEHT-
FEHOIPADHHM ¢ patouero secta ONEPATOPA.

Mpusmesanne — Takoe nepewmdenne muixeH ocviecTanate Toawxe ONEPATOP, se mensn ceoero pac-
(OIoEeHNE, Ged VIO IPYIore paboierd Nepoomraa.

Coomeemomane mpefog@iiiny HPosepaonm ocMompor § VK yNora s bay mposepiaMi.

SL1ML6 Bugmwusarens OENYHYEHMA

Jomxed OBTE NPEIYCMOTPEH BRIKTIOUATETE 1718 NOArSTORKN oTEoueHns sanycka HAMPYIOYHO-
MO COCTOHHHH 663 po3nelcTimus Ha ocTadbibie fviensn ANTIAPATA, Cpabaruliiiiie TAKOMD Bbl-
EIOMATENA HE JOEHD HHALHHpoBaTE 3anves HATPY30UYHOMO COCTOHHMA.

Mpuuevanswe — g cooreercrens Tpebosanuas noanyusra 291105 M3K 606di-2-7 PEHTTEHOB-
CKHE MHTAKHE YCTPOHCTBA mnarnoctsseckns PEHTTEHOBCEMX TEHEPATOPOB ntonsue furs

CHID®EHL CRCOCTEAMA COCOHHEHAR © }'I’.’I'FIHI;iIL'I'I!iLMIL, BEIICTHERY IS H ll:l}'HKlI_HE]. NPCAVEMOTPEHHYHY B VELAOHHOM
[EDIIIVHETE.

CoHaeicmene mpelogaiiliny Hposemiait OCMaRipos & ko @ bhsia g i ae K e,

S5L102 Hndopsmamaa aas OLHIEPATOPA

SEL102.1 Jdaumwe o NMALUHEHTE

Ha THCIMEE nomssa OuTh: dudropsanns o NTAHMEHTE » sessuueckol mpoueaype, K ROTopoil
OTHOCHTCH BOCIIPOHIBGAMMEIE HI0OKEHHA,

Mpuvewanne — Taken MHGKIPMEENE DOCKES BKUDHATE KLK MHHRMYM HMA, §EMHI8I0 1 3Ty posne HEs
MALHEHTA, a tak®e 1amy i BPeMs BEITOEHCHHA TROLSTYPEL

Conmeeicniaie Hpetosmiiin fpOoaemiomn comipod & g yuon @l aNbOill 1o e Q.

511022 KouTpont masard Msobpase HHA

B wawane wasnol npougavphl noche wooga ganuex o [TALWMEHTE wa ANTNAPATE oorswo
VEASWBATECH HAAHYHE CEODOAHOID MecTa B ONepaTHERON maMaTy 408 JanucH HH]pOopManHy,

IMocae peoaa PAtOYHX NapaMeTpors EHENE Hecnenomand il wa ATTTTAPATE nomssa nOABAMTECA WHIH -
EALAA ODLEME MAMATH, HEODXOIHMAL 018 COXPAHSHNA BCEX HIONPaRe i 3anporpamM My poBaHROND WK,
AMB0 KOAHYMEeCTE:! OCTARIMACH Kagpop NOocie EHETE WCCOeToBAHMi, M0G0 ATHTEeNLHOCTH WMKIE 104
BRIOPAMLEY CKOPOCTH KAIPOE ¥ PAIpeiuein.

Ecan obwem cooborol oneparHBioil NaMAITH T8 XpaHerss HHgOopMauMe I0CTHE Hvienoll OTMeTEH
Hi-3a pacwEpendd OITEPATOPOM janporpassrposaiiore uusna, 1o OITEPATOP pomken Hemoikso-
BEATE KAk MAHHMYM OIHY W3 [MPHBEIEHHEY HHEE BOIMOKHOCTEH:

= MPOIUERHTE LMK 083 coxpanend HI00paEeHna NpH YCIoRHH BHIVAILHON OoCTYTIHOCTH H3nhpa-
HeHud, popMapyeMLIX B TEEVIUHA MOMENT,

- MPOAOEKHATE TEKYVIIHE UHET NOCPEACTEOM Mepe3anicy 3anoMHEHHLIX H3I00PKeHH B0 DHEWHHE
AONOMHHTEAEHEE YCTPORCTEA NAMATH, KOTOPLE I0DEHE OLTe: onucan ¢ HHCTPYKLHW 110 2KC-
MIYATALMM.

Coomeemcmaiie mpefogdiiiy orpedetiom oCMompoM B aWVCH BN EIBNLEME RDOSEIOME.

L1023 AWCIITEN

Bogpesa PEHTTEHOCKOINHHM saupoes H3aodpaserde (HI300PEaHHE PealbHOND BpeMeti ) J0n-
Ho Beerta pacnogaratecd wa JMCTIEE B ognos o TOM e secTe. B COOTHETCTEYIMLMY V4aCcTKAX
JHUCTINEH nomsen GuITE VKASAH CTATYC BCOX BOCAPOMIBOAMMEBIX WI0GRAKEHHH, B YaACTHOCTH, ARITHYTCA
qM OHM B TeKYVIUHH MOMEHT KHRELMW WIH JanoMHeHHEMHE B 2ClIH 3T0 3anoMHeHHBE HI0ORIKEHHA, TO
ARAAKTCA JTH OHK «MOCTEITHHMH 3AN0MHEHHLIMEA MI00DAKeHHAMA: HTH NPEIBAPHTENLHO TAN0MHE HHBIMEN
B KOYECTRE ITAIOHHEX.

Kpowse ciyuas, Korfa beipeneHue niobpakenna ua JHCTUIEH Guno ocyiectaneno OITEPATO-
POM sesay «nocaed iy INoMUeHHEM HI00paAeHesMs B NPelBapHTensH0 JAN0MHEHHBIM ITATOHHEIM
WIOOpAKEHHEM, caMOe MOCIeIHes MOCTYNHBLEE HIOOPARKEHH: TOTEHO GLTh BOCMPOHIBEOSHO [oCie
sapepierps HATPYIOUHODD COCTOAHWH ¢ a0 posobnonrenns poporo HATPY 30N HOTO CO-
CTOHHHA.

12
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Mpreuevanns

1 Mecrononomennes waobpasedud qa JHCTUIEE soetr GuiTe 00HH M3 HECKMMBEUE OTICIBHEIX SKPLHDE
MOHETOPOE WIH A0CMECKOS PESIETCHNE IIOWLHEDYN SX0aHa HA OOHOM MOHITOR.

2 S tpebosaHpn obveromickr onacaocte Tors, 9o ONEPATOP peinaaqEt MeinisHekyio npeismypy,
IEHDOMHO OSEMEA, 9T0 BOCIPORIBEIEHHOC 1B THEEE MOMEHT H300Dase e SRIRETCH, HANPHMED, KHELM.

Conmiae mcmae mMpetoaaittiig §Posepsion ocMompoM ¥ VKO RGIaNBLEN FSepRaMi.

S102.4 Muaukaiisa I0sHMeTPHYeCKHY AaRHLIX

Bo ppesia PEHTIEHOCRKONMWMYECKH VIIPABTAEMOID BMELWATENBCTBA na patouem
secte ONEPATOPA Dok HEl GBTL NPEAYCMOTRENEL CIeIVIOWHE ML MEAL HH!

- MIMEPEHHOS HIM pacueTios dpadenne MOLWHOCTH ONOPHOM BO3OYIWHOW KEPMBI &
o Bpemsd, korda ANTAPAT waxoaures 8 HATPY304YHOM COCTOHHHMHM, a ckopocTe npepbiiast
O KAOPOR B CERVILLY.

- MIMEPEHHOE WIH PACYETHOS 3HAYeHHe cysmMapioil OINOPHOM BO3AYILHOHW KEPMBL. Cya-
MapHoe sHavere npencranager cyssy BOIIYILHON KEPMBIL npu PEHTTEHOCKOIMWM » PEHT-
FTEHOIPADHH ¢ uvagana npoueaypil. 97Ta WHLIHEILMA I00DKHE MOAWTHATECE B TEYEHHE 3 © Noche
grmioseHd HANPY3OUHO O COCTOHHHA.

Kpose Toro, TomsHa GuITh NPeIyCMOTPEHA HIVIHKALHA HIMEPSHHOTO WIH PAacyMeTHOro SHadeHus
cysimapioro NPOHIBELIEHMH QO3A — ILTOWAN b, npencragtaowero cobol cyvMy NPOH3IBELE-
HHUH 103A — MAOWATL npe PEHTTEHOCKOITMH u PEHTTEHOIPADMHM ¢ navana npouenyps.

Mpuuewanne — 318 RHAHKALE HEODHEITEERHD A005HA GRTE BHOHE 13 patoeern noesoeenns ONEPATOPA

Coomeemoniaiie mpelogaiiin Rposeption ocaompos o uchasmanasu. Hpodocscumensiocms HATPY-
FJONMHONO COCTOSHHE npu wenwmanig dosycna Gaime Gogee 3 o

SLI025 JdonoiudTeTbibe HHAMKAIHH

Bo spema PEHTTEHOCKONMHYECKH KOHTPOIHPYEMOM HHTEPEEHUHOHHOM MPO-
HEAYPH cnegyver npeoycsorpeT: MHAMKALMHIG GIHOMD HIH HECKONLEHY NMepeulcieH LI NS NapaseT-
pomn:

- cyMsapice BPEMA HAMPY3KH npu PEHTITEHOCKOIMHHA — 114 noell npolueayp;

- cyddapioe BPEMH HATPY3IKH npu PEHTITEHOCKOINHH — kKak Masssys 108 oo yactH
npouenypil, anpegereddoll O EPATOMOM;

- cyMsapioe konmuecteo PEHTIEHOTPADHYECKMY ORIYYEHHH — oaa beeil npoueyps;

- cymsaproe komdecteo PEHTTEHOIPAMHYECKHX OBIYYEHHH — kak sudpsys 1
OAHOH YacTH npousgaypl, anpereneHaoid ONEPATOPOM;

- cysmapuy OINOPHY R BOSAYILHY FO KEPMY — kak MsyHMyM 1008 GIHOH 4acTi npoleny -
put, onpegeredaod OTNTEPATOPOM.

Mpusewanne — Moyt Swpirs yeasaaw [TPOMIBEIJEHHE 103A — [NOHADL, NTPOMIBENEHHE
MOUWHOCTE 1036l — TETOLWAIL n commsmbnbe ¢ HiMn 3Hadesnn, ocobeuso npi odvaemen. Oanaxo [TPOH3-
BEOEHHE J03A — ILTOMADDL 8 nepryio GUepems HCHOTEIYET LK WHIHEITOR COVERiHEN, & HE NPEIckiaye M
UPHYMHHED OOVCIORIEHHEY oagedcremil. Ono vowmeT OWTL nooesse ons Beerpoid weaneagnn OITEPATOPY,

Haxomswesyes B paboyes noposwesin [TPOHIBELIEHHA MOLHOCTE 10361 — MAOLLIA b mdo cysmapsors
MPOUIBEAEHHA A03A — MIOLADDL, Bebupae by © ROMOLIERY DS KT TEIS,

S102.6 TouHocTh HEOMKAKH J0IMMETPHUYSCKHY JaHHEIX

TouHOCTE BCEX HHAMKAUMA JosHseTprYeckHy JHade i va ATTTIAPATE nockpa DLITE B npegeiax
+ 50 % mwea swaveHnii, TekalUy B IHANA30NE OT HEMEYKASAHHLIY IHAUSHHI 10 MaKCHMATEHLD:

= 100 mlp — mn BOZAVIMHOW KEPMBbI;

« 100 Melp - ¢! — ang MOLLHOCTH BO3AYIMHOW KEPMbI;

- 250 mklp - M° — wma [NPOMIBEOEHMA A03A — TLTOWANE;

- 023 milp - m? - o —aum NTPOM3BEAEHHA MOILHOCTE 1036 — NMAOWAD L.

Conmaememane mpedoaaiiiin Bposepiom Bena O ANy © CommeeRcmayiomen do2uMempIRecKon K-
(i ol

Parzen nesarsii. HEHOPMAJIBHAN PABOTA M YCIOBHMHA HAPYIUEHHA; HCIILITAHUA
HA BOZJEHCTBHE BHEITHHX DAKTOPOR

[Tprse HAI0T AYHKTE GOIErS CTAHDAPTA.
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Pazgen pecaruii. TPEBOBAHHA K KOHCTPYRUIHHA
59 KOHCTPYKIHS M MOHTAXK

50.101 Komdwrypaissa a8 BoCCTAROBIENHRA cepiedinil neaTensiocTn M asncanma (CJ1P)

Kouncrpyeuna ATTTIAPATA nonsna Geimh Takod, yrobsl 33 15 ¢ ero MOEHO RO PACTIONOKHTL B
EOHHIVPAL MG, MPeIycMoTRerayio 1na nposegesua CNP. 9o spess MO®eT VEeTHYHBATESS Ha | © npy
KoM otkinodHennd pabodero nogomedns CTOUA JUTA MALHEHTA ua 137 of nonosenna, npeayve-
MoTpersorn ua CIP.

Coomeemomane mpehogaiin B PISesant e QoL oM B Ianiimi,

59.102 INpekpeniense IAMHTHLY OPACT0CO0Ieni

JOAHH L BRITE OPefyCcyMoTPeHbLl CPEIcTER MPHEPSEIIeHHS BUATHREY npucnecodre i K ATTTTAPATY
win K ero BCOOMOTMATETBHBIM YCTPOMCTBAM a0 npoRefesiva NpoUeiyphl B HeolX0IHMLIX
CTEPHIALHEIY VCIOBHAY., CHIMCAHHE CPEICTE NPHKPeIUIeHEd JomEHe OuTe gavo o MHCTPYRLEMHA 10
ARCTMAYATALL M.

Coomeemcmatie mpedosaiinn nposepmiom ocsompor ANTTAPATA w nposepron HHCTPYEUHA IO
IKCHAVYATALIHH,

[ipuaosennn

[TpHMeHs 0T NPUICHKEHHA ODULErDs CTAMIAPTA, 38 HCETIONeHHEM:

Ipanosenne L

HdononHenne

B wacTofiies CTaHAARTE HCMOILIOGANL] CCLUIKH HA CR2AyIonHe CTAHIapTL!

FMOCT 30324 095 (M2K 601-1=88) / FTOCT P 30267 092 (M3K 601158} Manenns seaHHn-
ckue saexTpuyeckre. Yacte 1. Ofwme Tpebomiuns DelonacHocTy

[OCT P 02670399 (M2K 6060]-1-3-94) HMagenus seauunHckie wektpryeckine. Yacrn 1.
Obwme pedosanns GelonacHocTd, 3. O0wHe TpefoBaHHA K IIUHTE o7 HATVISHHA B THATHOCTHHECKHY
PEHTrEHOBCKHY ANMapaTax

MOCT P 302672895 (MoK 60]-2-28—93) Mageaws smeIHUMHCKHE 2AeKTpHYeckHe. YacTe 2.
YacTuee TpedoBaHEd Oe30MACHOCTH K IHATHOCTHYECKHM (UIOKAM HCTOUHHED PEHTTEHOBCKOTY HITVYEH N
H PEHTIEHOBCKHM HATYUaTEIAM

MOCT P 30267 3299 (M3K blol]-2-32--<94) Maneans MeTHUMHCKHE WekTpuydeckne. Macte 2.
Yacrueie TpeboBaHNA GEI0NACHOCTH K BCOOMOTATENLHOMY ODOPYIOEIHHIN PEHTIZHORCKHY aNnnapaTons

MK 60601-2-7—98* Hanenna MeIMuBHCKRe anexTpiueckue. YacTs 2. YacrHue tpefobanna Gea-
OMACHOCTH K PERTIEHOBCKHM MATANWNM yerpoicTean (PITY) DHargocTHYeckiy pedTreloBc KMy reHepa-
TOPRE

MIK 6078E-=84* MemnHupHckad pagdansorHad TeXuiEd. TepMHibl H ONpeneieHnA

* Memaywapoisme cransapre — a0 BHHHEH Nocomuaapra Pocosn.
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MPHICKEHME aa
{obHEITENRHOE

[epeqeis TEPMUEOE, HCHOILIYEMBIX B HACTOMMEM CTAILIAPTE

B uacrosiues nepedne L KAXLOID TepMEHA VKEEH COOTRETCTRYIALMA nvHer pasgena 2 «Tepunus o
IpeACE R HacToRuero crangapra (2000 . ), DOCT 302240 (0C-2 | | ) siw oboanaseHre Tepaaga no M3K
BOTER (MP- . . .- .. ). Inakos e4s oTMedeHEl TPOMAROIHEES TEPMEHE Ded OMPeaRieHs.

ATMNAPAT PEHTJ’EHGEL‘KHB ................................................... Wl - 3)- 0
AMMOAPAT PEHTTEHOBCKHMH T4 HHTEPBEHUMOHHWX NPOUEOYE . .. .. .. ... .. .. 2005
BIIOK HCTOYHMEA HATYUEHMHHA . . e e e e M P-2)-054
BPEMH HAD PV K. .« . o e e e e W P-36- 110
BPEMA OB Y Y EH M e e e e e e e e e e e MP-36-11
BRI RO YA TE N M YU EH M . o e e M P-30-02
TEHEPATOP PEHTTEHOBCKME _ . . . o e v MP-1-17
OHATHOCTHEA T¥YEBAS . . . e e e e s M P-ad-d
THCTUIEN o o L o e MP-84-01
T T IO EHHAE . o e e e MP-13-08
T A MET P o e MP-50-02
JOEYMEHTH 3KCIIYATAUMOHHME (CONPOBOIWMTENBHBEY. . ... ... .. ... . . ... .. MP-82-01
TAINHTA OT HAAMYEHMA . . . o e MP-&0-02
JAMTA PAIHALMOHHAR . e e e e M P-60-02
AL TA CTALMOMHAP AR . o e W P--00 3
FHAYEHHE MaMEPEHHOE | . . . e e e e e e e e e e e e MP-73-08
AOHA AL THAN . L e MP-63-06
FOHA MPEBLBAHMA OO BAR . . L i e e e e e e e e e e e MP-63-07
Ml T OB TEI . . . e e e MP-85-03
HAMMYUEHME . © . . .. e s e i e e e e e e e e e i e e MP-11-01
HANYYUEHHME HEHCIIO M B3Y EMOE . . e i e e e e e e e MP-11-12
HAMYYEHME PACCEAHHOE © . o i o e e e e e e e e e e MP-11-13
HAMYYEHHE PEHTIEHOBCKOE © o L e e i MP-11-01
MO EH T P . e e MP-3T-32
HHCTPYELIMA MO SKCTMYATALUMM. - C . s i MP-52-02
HH TP M EH T . o e e OC-2.1202
HCMOMBZOBAHKME HOPMANBHOE. . . o e e e e e e e e e MP-R2-04
KA ECTEO My EHMA . . . e e e MP-13-28
KEPMA B Y LA . . L o e e e e e e e MP-13-11
KEPMA BOSAVIUHAS OMTOPHAS . e e 2146
KEPMA BOZOVIUHAR OIMOPHAR (MOWHOCTERY. . ... . e e e e 2 1+
KEPMA BOSAVIHHAR (MOWHOCTEY © . o e e MP-13-114
KOS UMEHT BESONMACHOCTH & . e -2 11K
MOLWHOCTE BOSOYILHOM KEPMBL . . . MP-13-114
MOLHOCTE OMOPHOM BOJAVILHOH KEPMBL . . .. . e e 2 10+
HANPAAEHME AHOOHOE. . e e e e e MP-16-02
HANPHAEHHME AHOOHOE HOMMHATEHOE . © o e e MP-36-03
OB YU EHME . . o e e MP-1 200
O A A BA L THAN . . e e e e e e e e e e e W P-6d-(54
OKHO PAOHALHOHHOE © . . o e e e e e e MP-37-26
O E P AT . . e e MP-85-02
O OO I P H A L . e e i MP-37-03
OCh ITYYEA MY EHHA .« o it e e e e e e e e e e e e e MP-3T-064
MAPAMETP HATPY 3K M . . i e e e e M P-16-01
AL EH T . . o e i e et e e i e e e e e e e e e e MP-62-03
MAOCKOCTE NMPHEMHHEA MI0OBPAKEHMH . .. . . e MP-3T-15
MOBREPXHOCTh B A . o e e et e e e e e e MP-17-17
MOBEPXHOCTH NMPHEMHMEA HI0GPAKEHMH . . . . . ... MP-1T-16
MOBERPXHOCTL TEAA NAWMMEMTA . L o e e s e MP-37-18
MONE PEHTTEHOBCKODD MATYYEHKWA . . . o e e MP-37-07+
MO BIOBATE . . . . o e e e MP-85-01
MPHEMHHE PEHTTEHOBCEOID H30EPAKEHHH - . . .. . e MP-12-30
15
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NPHCNOCOBIEHHE SALUMTHOE . . e MP-64-05
MPOMIBEAEHME DO3A — TUTOMIAND. . ... . o e e el 2108
MPOUIBEAEHME J03A — NIOWADL (MOLWIHOCTEY . - o o e 2,105+
MPOWIBEAEHHE MOWHOCTE 00361 — MAOWAT L. . - o o e 21054
MPOUEAYPA, PEHTTEHOCKONMHWYECKH KOHTPONHPYEMAA, HHBAIHMBHAA . ... .. .. 2101
NPOUEDYPA, PEHTTEHOC KOTTMYECKM KOHTPONMPYEMAS, MHTEPEBEHLHMOHHAS _ .. 2.102
OYUOK MITVUEHMIA . . . e e e e MP-37-054
TATHO @OKYCHOE . . e e e e MP-20-13¢c
PANMOMOIHYECKHE . o e e MP-40-02
PAIMEP BXOJHODO T YPH e e e e e MP-32-43
PACCTOAHME OT GOEYCHOIO NMATHA 10 NMPHEMHHEA HAOGBPAKEHMA. . ... .. ... .. MP-37-13
PACCTOAHME DOKYC—KOMA . e MP-37-12
PACTP OTCEMBAMMA . . o MP-32-06
PERMM PABOTEL . . o e e 2,107
PEHTTEHOTIPADMA - . e e MP-41-06
PEHTTEHO IO © . . o e e e e e e e e e e e MP-40-03
PEHTTEHOCKOTIHE . . o e e e e e e MP-41-01
CETh TIMTAROLLAS. i o e e OC-2.12.10
CHOW NOMOBHHHOTO OCTABRTEHMA . . e MP-13-42
COCTOAHHE HATPYIOUHOE © . . e i M P-36-40
CTON DI MALLMEHTA « . e e e MP-30-02
TOK AHOOHBIF . . o MP-36-07
TOMOFPADMI KOMIBIOTEPHARN . . o MP-41-20
TOMEA ONOPHAR HHTEPBEHUMOHHAR . . i 2104
VIPABTEHHE MHTEHCHBHOCTEID ABTOMATHYECKODE. .. .. .. . .. MP-36-48
VOTPORCTBO BIOKUPVIOWIEE _ . . o o o o o e e MP-83-0%
VECTPORCTRO PEHTIEHOBCKOE NMMHTAKILIEE (PTIVY oL . ot o e e o i et MP-21-08
DA TOM. o e MP-54-01
GHIBTP DONOAHMTENBHBLIA . o i e i e e MP-35-02
MHBTEALMA . . MP-12-11
@HABTPALMA OB MP-11-48
16
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MPHAOKEHHE BB
{CrpaBOaHOC )

Pexomennanuy oo Henoakioeanin AITNIAPATOR,
COOTRETCTEYHHUMY TREOOBANNAM HACTOREEND CTARIAPTA

3o nocaegane 20 ger cywectsendo yaenuninocs npaseHenne PEHTITEHOCKOMNHH pan woyancannu
HMIBPARCHES B WHPOKOM THGIEI0HE  AHATHOCTHSSCKHE 0 HHBAMBHLS npoueayp, B Gaumaiiwes Byaviges 3To
HPUMEHEHHE GyeT vy HBareca. [Tpn npose teHu TaKHK IPOoUSIyD HHOTAA TREGVEITCH MPOAIKHTETLH B NePHITH9
pabore & pesuse PEHTIEHOCKOINKMH ¢ nepavenmesey (8 HeKoTopeis cryaanx) nonoseneey PATHALHOH-
HOCO MOAA ma MOBEPXHOCTH TEJAA NAUMEHTA. 3ry npoueivps O0LHHO MMEHT CYIISCTRERHEE TIPHEHMY-
WEeCTHA N0 CPREHCHHE. ¢ ANETEPHETHEHLIME MeTomams tedcand o wiade nanyeeans s [ALHEHTA noasore
knsHcckore pervibrata. B rafmue BB npuseacHe npaMepsl HHESSHBHEY NPOLCAVD, B KOTOPLN MOKET BRTh
wcroassoEee npoaoserTeasioe PEHTIEHOCKOMAYECKOE BPEMH ORTYYEHHA. Kpome tora, tn npoue-
AVPL BLIOTHEKITCH MEIHIHHCKHME PAabOTHIEAMH © PRUVTHYHON cTeneHsn noarotoss B ofaacte PAJHALIHOH-
HOM 3AMMTEL. Takste Musatiasbe npOLeIYIE HeCKOILKD OTIHSTCH O METOIoBE, Menaipavesty 8 JTVYEBOH
JHUATHOCTHEE, ves, 4To He HOKIESCHE BOSMORKHOCTE OPHHAEHO ODVCIORICHHEX MOCICICTENR, TAKHX Kax
PELTHALIMOHEDE THPEEEHIE KOWH.

Tadnuwuwa BBl — Mpouaepsn npogoesirrensiny PEHTTEHOCKONHYECKH KOHTPOIITHPYEMBIX
HHTEPEEHUHOHHBX MPOUEAYP, npr kotophx poamo&HE orpimateasiee sphiekrm OBRTYYEHMA

Hoceue s ¢ noMoibe BECOKONACTOTHOD CEPASH RO 30HIA

BuyrprnessHous sl mopToC HCTEMHE WYHT, BEOIHMEL sepes spestHyio sedy { TIPS)

ImbonIanHE

FE‘H)HCI’D‘_\-’KMHH CEPATHHLIN B OPYIHEX COCVILOR

BecnokofoTen o nomy HOITREPRICHHES PUIHBIIHORHEY TOPLECHHE KO&H B PERIBTATE HEKOTOPRY HHE-
IMEHE TPOLUSAYD NPEACID K ByDEMEIIHE B HEROTOPEN CTPAHEY CHEHMLIBHEY MATCPHATOR, HANPARICHHEX HA TO,
wrodel so wpesds PEHTIEHOCKOMHAYECKH KOHTPOOHPYEMBIX HHTEPBEHUHOHHBIX NPOUEIYP
MOEHO DbLI0 WIDekarh TAKHX nopasednii. B oars nybamksusy sinoucHsl PEKOMEHAANAN 10 REPAsTePHCTHELM
AMMAPATA, xoropeic noamoaait oucHirs TTOMTOWEHHYEY JO03Y wa kowe. Hens 3thx poeosscHInumai —
ILICHTHPHUNPOBATE TE VHACTEN KOKH, ohaydcHre koropel Brsre ypoeau TOMCTOMEHHOR D036, fanswme
AN NPCBRILRIOHNE JONYCTHM B f0por, TPEBOIRLIHA & HAHECCHHE OPHYHEHG 00YCIORISHEOM Bpetd.  Takas
WA H TR MBI BEAHA 18 BEHEACHAE PECHPOCTRGHEHIM 3 HADI OIS HAH CHMIITOMOE PUaHALOHHOID FOPLEEHE Y
MAULHEHTA win paccrorperns. Boasoxioctn aononsarenssore ORTYHEHHA srom yaco xosn. Kpowe 1om,
T HHROPMALHA MO%ET GRETE NOISIHA L8 TEKTHEVIOUINK MEINIHHCKHY PABOTHHEOR H yYPEEISHRE LIpanooxpa-
HEHME TP COBEPUICHCTBOBLHEE HHTEPBSHUHOHHON PUIHOIOEHE, 4T0 B HTONS MPHEEIET K CHIBECHH I BOIMOKHOCTH
LCFTCH UM BH Y IO EH I

B PEHTTEHOMONHH cyvimecrsveT pra MHBAZMBHGIX NPOLEIYD, B KOTORMLX DOECOHLIE BHCKH MATORCDORTHEL
N0 CAMOoil DpHpooe BRIEOIHASMON Npoueiype 1 mooromy nenoabiosanne ATNTTAPATA ¢ mopuuposasnnmsn &
HECTOALILEY CTAHIAPTE pakrepucTiramy ne rpebyeres. [pnseps Taknx npoueayp npaseiche B rabanue BE.2.

TabGnuwues BRY — [MNpruepw nposeayp, ynpariaessx ¢ posoums PEHTIEHOCKOITHM, 8 comopex
NPHYHHHD OBYCIDEICHHEES BOAICACTENE MAOBCPORTHEL

Jumena IVE (MuTRUBICKY I PHOMO- BHYTPHCOCVANCTON CepardHore) @umasrpa

Mpocran pekeHcTpyREns (IacTHER) COCYI0E

Buoncun

K.H!HTH].!II:- CPRSICTE ADCTYTHE K COCYOAM FIPH NPOBEISHHN FEMOIILTHEE

PEHTTEHOCKOIMHYECKH conpoptaisemid SHACCKOMIMMECKAR  PETPOMEULEAA  XOJILHEHO-
nanxpearspachusa (ERCP)

Pewenne no npermosenn ANMNAPATA, coomaercTeymmery nacrosmesy crasiapry, npuamsact M3FP0TO-
BHTENDL. Pewenne no npusencHin ANTTAPATA, na koTopos ¥EI38HO, 4T0 OH HPSEHAIHANSH LR HHTEREEHLN-

oHaoi paanaaorion, oprassdnt [TOILI0BATENL v ONEPATOR.
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NMPHNIOEREHHE ©C
{CrpaBOYHOE )

Hurepse HIHOHRAS ONOPHAA TOUKS

B sacTorime M CTAOHIHPTE DONyoEeerod HONILMBEaHIE KOCREHHDN (Henpamoi ) nrankannn ouenss TTOTI10-
IEHHOM 1030 va woxy. Ouenga soer GuTs oporeteds no wanmsams mapaserpos PEHTTEHOBC KOO
ANTTAPATA myres pacsera mepuiyHoi BOIOVIUHOR KEPME s MOWHOCTH BO3AYILHOW KEPMBL &
roH ke, HOPMUPORAHHON o paceros Hus g0 @OKYCHOMO TNATHA. 5w rousa, onpeneacsiag 22ece kak HHTEP-
BEHUHOHHAH OMOPHAR TOYKA, coyvsar aum npeictaienms toskn nepecedenns OCH TTYYEA MATYME-
HHA ¢ reaom MALHEHTA. Tas cueress ¢ HIOUEHTPOM rouka wa OMOPHOW OCH 8 15 cm or HIOLUEHTPA
no manparicHne & POKYCHOMY [THTHY onpeacnens kax HHTEPBEHLUMOHHAH OMNOPHAH TOYKA. S
PACCTORMHE NPHRATY ik Hanbonee Geskor & PACCTOAH MO ©OKYCHOE MNMATHO—KO®KA 5 paTepse HUHOH-
Hol paanomoris. i paccsMETpHEITE CYLISCTEVIUHE B HACTOR ee apess Meroas ouesHen [TOTTOWEHHBIX 103
rrasaMe wx PEHTTEHOCKOIMTHYECKHX 1 xunossrqorpadps e KL MOCIeIE HRR KOPOHIPHEX BPTEPH il Bapoc-
AR MAUHEHTOR, TO OHH GOHOEIHLL Hi BCOCOL30BEIHEN KOHEPCTHRX DPABOMHY Venosni, odsHo NPHMEeHREMEIY 3
PEHTTEHMIOTHNEC KN BCCTEI0BRHMAY COpaun. 3T paboane yCaoams GOVCIORISHEE HAODPRLECH HEM TPOSKLINE EPTEpHI
i Texsnsecknyi wpakTepaerukamy PEHTTEHOBCKOMD ANMAPATA, tarcmns kax AHOAHOE HATIPARKEHHE
(B, CAOH NOAOBHHHOTO OCNARIEHHA {HVL), PACCTOAHME GOKYCHOE MATHO—KOAA, PAC-
CTOAHHKE OT @OEYCHOMD MATHA 10 NMPHEMHH KA MIOLPAKEHHA v PAIMEP BXOOHOMD MMO0A
YPH. Hecneaoranne pabousy yCuosuil mo peaysTaTiM SHANHE DPAKTHHECKHX TRHHX YEILMEET, W0 TP e HE
rakuy obpazos HHTEPBEHUHOHHAR OIMOPHAH TOYKA B aciicTanred BHOCTH SEIBIETCH DITHMAIEH BN 115H-
dnpennes £ PACCTOAHHED GOKYCHOE MATHO—KOEA ana cwetoro noves. (usaso SHmor iy HEe THHEE
[ MHTCPEEHLGHEEM PATHOIGIHHeCKEM NPOUEIVRLM W IHATHOCTHES ApyTHy obnecredl opradimsse {kpove cepua)
OITVTCTRY KT,

Mpi oueexe obwed MTOCIOMEHHOW J03b1 2o kosy onmbey, ofyciomieHHYD HeToMHOCTEN BRBOPR
MHTEPEEHUHMOHHON OMOPHOW TOYKM, cacuyer YePeaHuTs nocae COCTIRISHES MHOMOYHEICH HEX aobpa-
HEHMIE B IpOUeCce HHBEIHEHOHE Mpouetypel. Ecod mpousiypa cuoqmes K oaHosy I HeCKOIhEN HIobipEme s,
10 BoIMOKHOCTE ouGen npa ouedke [NOCTOWEHHOW T10361 #a xomy somer soapacti. OUHAKO 14e B
HAHXYILINE YEI0BMIX o niKe 10nsH DBTh MEHEE, Mes MHOEETEL 2. Bomsinye SecTh UHOKK MO G HCEARDMNTL
myvres oueckkn nomeeerds [TALHEHTA » pacierom coomieTerEyomers monpasoy nors kosdifmunenra,

B nscrosnmes crasmapre Takse gonvesseres mistepraried onpegeneans HHTEPBEHLUMOHHOM OINOP-
HOH TOYKH B cucresmax Gez MIOUEHTPA. B som cryeme HHTEPEEHLUMOHHAA OMNOPHAR TOYKA
HaxoauTes B sMecte, onpedenennon HACOTOBHTENEM a vessnnow 2 SKCIUTYATAUHOHHBLX JOKYMEH-
TAX gk Touxa nepecesenna ONMOPHOR OCH ¢ MOBEPXHOCTLIO TENA MAUHEHTA. Mpavepos coryimmm,
korps HAMOTOBRHTENL mor Dnl Merennionats TAKOH AlsTepHaTHERRE meton onpegeitenns HHTEPBEH LEHOH-
HOH OIMOPHOHE TOYKH. somer ey AITIAPAT, cnocobuwil onpetenars aeiicranreasuoe PACCTOSHHE
EOKYCHOE MATHO—KO&A, win ATIMAPAT ¢ Gukcnposasnmy PACCTOAHHEM POKYCHOE MATHO—
KOEA.

E u 5 '|' FOCT P 50267.43-2002, N3genusa meauumHckme anektpuyeckue. Yactb 2. YacTHble TpeGoBaHUsi 6e30nacHOCTU K pEHTIEHOBCKMM annapaTtam Ans UHTepPBEHUM
(I L FE 1 Medical electrical equipment. Part 2. Particular requirements for the safety of X-ray equipment for interventional procedures


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-50267.43-2002
http://gostexpert.ru/gost/gost-50267.43-2002

NOCT P 50267432002

NPHTOXREHHE DD
{CrpaBoaHOC )

(upeTia W aesnndesuas

Heobxoaumocrs paspaboTsr TpeboBiasi B JAHHOH ofmcTi 0DyCAomIe il XEPARTEPOM HHEBEIHBHEIX IPOUSIVE,
B THKHE HATHYHEN PHCKE JHMUEEHNE MEEPOORREH EMasi, NPEICTLETH UMM TOTEHUHATBHYIE OIS HOC T L3 30 IHN
MALHMEHTA » ofciyansamiero nepoodan:. Hanpesk, BEnoiHAcMpe B0 BPEMA MHBASHEHEX NPOUCIYD; MiUlkl,
(AR DOUILLIHE KPOBEHOCHEE COCYIIRE M CROIASHHA (IHIOI0rEYOC KHE BHOKOCTeH (HANPHMep, B rHOEHHKDN) HasTo
HANPAMY I COSAMHEHR ¢ KATETepansy o sapsaan. [Toosmomy kposs ¢ desiiono musckie RHaxocTH MOryT B PsIHRTE
OKpYEAIIYIe paiouyio cpeay W beEpaars Hencnpasioctn ATTTTAPATA, Hekoropue npoucaypel BKIKMANT TRKKS
HCIEO BRI HHE ODMTBHOM  KOMMYCCTES BHAKGCTER 208 OUHCTEH HAH CMBIBLIHHA QCTATKDE OIS NPOBEIEHEHA [1po-
HEAYPEL 3TH EHAROCTH HROHHELOT o actpesaaTt B nonoetsx i ey ATNTMAPATA, coanasan Takm obpaiom ka
SACKTPIMECKYI, TRE B HHdexunonnye onsciocrd. [ochennas moser cramh copeeaqoil npoluesoid ans s,
OV IUECTRBEONY  TeXHUeCkoe oboayasaanme 1 waxopsinsest abawin ATIITAPATA, Hakonuemwers HeckoAkko
ANTROR COMHHOND PECTBODE B PEVIHHMHEX OPras#M4ecRHs  A0aKocTell Henlstornor npodcaosaesns. [lpobresae
ML HOCTH JUMUKEHHS MooseT GuTh cvineeTrenHe npopaforans v cragnn npoestiporsins ATTTIAPATA © uenwn
CHIEKEHNH H TS B MO RMEH M.

HeobxomsorTs npose e LS PEHCTER 8 eI HDe KIsH DHETVETCH BO3MOKHOCTRE) JAMPRIHEHNE MM NPOHHEKR-
BB ERIEoCTER Wi Duonornaeckix fpakuiin & tpemanas 1owetn ANTNTAPATA, sro B cpow ouepent OPRBOINT K
MCTIOTE MM B HHE YHCTHLIIHY W DS HPH I PYRII NN CPeOCTE, KOTOPRIE, BhlMIHARE CHROKY J30EYY, MODYT COLHTE NISKT-
PHMECEYID OIEACHOCTE WM ONECHOCTE noppestednd nosepxaoctei ATNTNAPATA. Svu npolnemsl B SHEMH T EHOM
CTENSHN MOYT DEITE PEIICHB HE CTEIMH NPOCKTHPOBAHNA, & THRHS C DOMMMLEY YeTREX HHCTRYELWE [0 ouneTre 1
et KIHN .
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MPHIKEHHE EE
{obHETEIRHOE |

Metoa wimepenna OMOPHOH BOIIYIHOM KEPMbI (MOLIHOCTH)

EE.1 Odimupe nomoscHss

EE.1.1 Beencnme

B wacromwes cravmpre BOITYUIHAA KEPMA 1 MOIIHOCTE BOZAYIHOM KEPM bl onpenenems ks
anaiesns OMOPHOHR BO3OYWHOH KEPMBL{(MOWHOCTH) s HHTEPEEHUHOHHOH OTIOPHOH TOUKE,
pacnoumeHHoi cormackao 311003, Sro secrononosenne obsrHo npubransedo © oonskesses [TOBEPXHOCTH
TENA TMALHEHTA, mo #e 2o seex yenoBmsx obuiareasdo cosnagact ¢ vum. [IpueeaenHan Hake npoucaypl
HEMEPEHHI NP THATHEISHIL L oBecie e Hitsl e IHEo0b peaHoro veToma serpasckns BOZAYIUHOW KEPMBL (MOLL-
HOCTH), nanysaemoii PEHTTEHOBCKKA M ATINAPATOM L4 HHTEPBEHUHOHHBIX NPOLELYP 8 yeno-
pusy HOPMATLHOM SECIIYATALMKH. Smor seron OcHOBIH HE HCIOMBMOBAHNK [ KOHKPETHEX YCAOBUHX
crempatsHnx PAHTOMOB n3 nossmseriiseraxpumara { M MA). Kpurepun cooraeroTimg, yoTamasam e Mee ST
METOAOM, KT BOMOKHOUTE ORPEIEICHIE J0NYCKOE VEIGHHHEY 3HAYCHEE NPH CPLEHEHHH MY © IHUIYSCHHEIMH
HIMEPEHHBIMHM 3HAYEHMAMH. [Mo 3o npiqdee, a TAKES H3-E THKHX NOKD3ETetci, KoK felcTeHrennHan
wmHbcckan komdmrvpauns ANTTAPATA o paanoobpaime dopy teaa [TAUHHEHTORB, yeamuame JHaMeHuA He
AOAMHEL BOCHPHHRMATECA Kak TodHEe kputepan keansccrea PEHTTEHOBCKODND HUIVYEHHA, aciicrenreismo
nonagasnnero Ha xowy [TALIHEHTA.

FroT MeT0I MOKET BLTh BOIOALS0BIH TAKKE B APYIHX CHTYAUMAY, HANDAMED TaM, rie TPEHVeTCH ONpEac1eH i
i mposepka vporas BOZAYVIUHOHA KEPME (MOLWHOCTH) & pegoropux Tunax PEHTIEHOBCKHX ANMA-
FATOBR JTA MHTEPBEHUHOHHLIX MPOUEDYP » verosmax HOPMATBHOH SKCTUTYATALMH ana sayue-
paa aaeucnmort HHTEPBEHUHOHHOM BO3OYILHORA KEPMBL (MOIHOCTH) o paBpasaore PEAHMA
PABOTBE muefo or yorusok HascHsesby pabouns napaverpoe. TIKOE A0MOITHHTETEHOE HCEMILIOHAHNE, DIHAKD,
HEIOIHT 18 HOPMATHEHEIC PAMEH AHHODG MPHAGESHIR,

EE.1.2 Paboame yeaoenn

PEHTIFEHOBCKWHA ANTAPAT T4 MHTEPBEHUMOHHBLIX MPOUELYP moser Brre ocHamen cpea-
CTHAMM PYUHOTO WM ARTOMATHYECKOrD KOHGUIyPHPOBAHNA PADOMNE (TAPAMETPOR L159 PASHBIX BHADE TRHMEHEHW.
Kpome 1oro, soryT norpeioBarec PAsipiHEe HAaGops pASouNK MAPLMETROE AH COOTECTCTRHE CYIISCTEYIOULIM
CHHMTIPHEN TIPARAEEM B HOPMEM, 8 TAKKE NpeanodresHdas nompebnrean. Tpebowuus, kacasommecs PEAHMOB
PABOTEL # HeroTOPLIX IPYTHE VOTABDE MEPAMETROR, HLIGXCHE B 6.8 2 bh).

B cooteercrrms ¢ 68,2 oo) neoBxoau Mo BPeLCTABNETE CooTreTeTEVEMNME anatedns ONOPHOR BO3AVIL-
HOW KEPMB! { MOLIHOCTH), a toxse KoM rypaumie § recMetpis MonsTAHN, £0T0PLE MOBHD WC0mk-
JOBATE (PH BRIOGIHEHUH [(POECPKH N0 HAcTORWeMy npaose o, [Tepons 3Tenom MenTHHNE ARISETcs
NPOECPKE 3THE JEHHEX (B OTAHMUE OT J03NMETPHACCKHY IHIMSHNI) HA COOTRETCTRHE YOTUHORICHHEM TREd0H -
HIAM H COEMCCTHMOOTE © MCTOAO0M HiMepensn. Ecan aaHHES cOOTBETCTEYVIT, TO HX HCOOIBIVIOT B ITPOOEIYpE
HAMEPEHHA LT [IPOBEPKH COOTBETCTENA VERIAHHEY HaveHwii OMOPHOW BOSIYILHOM KEPMBL ( MOLL-
HOCTHY. B npornasoy cavase ANTTAPAT cowrasyT HEnpUroaHny Ges NPoECLEHHE THIEHET NG MO TAHHA.
Taskww obpazom, ANMNAPAT nocrapasor ¢ nabopoM NROBEPEHHBIX JHASEHHA 0 MCUEPRBIBAIWER B opMan e,
MOIHOTHINUCH HEPENPOBSPUTE IHAMEHHE B 0boe Bpess. CReayeT NOMMEPKHYTE, 4T0 NP BCeX oBCToHTENbCTRAY
METOA MCTETAHIH OPeIHAIHANCH LT HCNOILIDRIHMA TOARKO B vearoauax, coorsetereyvinmny HOPMAILHOH
SRCINYATALUKI.

EE.2 HemumanieasHan annapamypa

EE 21 anmon

Mamepnza: noscvemuavemapucam ¢ FIMMA)

fpruovenamie G10Ku o CMOPONGME, paassiwe 25 o wiye Goaee, o sewasaisean mosiuaod 20w 30 ow (AR TOM
MONCERT (MG DISHRRETIEN U3 CI08% WaMEPRalT).

Cymmapias vacca wo miaude CANTOMA wa edununy roseprrocm Lioiadu;

apn mogmere 20 e 235 pen & 5%

apn moamise 30 ev: 35,5 2on— 4 5%,

EE22 JOIHMETF

Hasepumesumil damaus doixcen G8nh o, amois Joxphidams we Gogee S0% wommady IVYEA HIIYYENHA
# ABCKOCIRN HIMEPENNR, & RAMHaNy 220 NOSEPYROCINN, REPRENIRKPARINGR 00 SEMEKMOp-ROMINHGE, He fo1cia S
dree 30 e

EE S Memoduwa wimepenns

EE3. 1 Coomeemcmaraouie napasemps

& conmeenicmany ¢ 0.8.2 ce) 8 HHCTPYENHN 70 2KCTIVATALHH weofxodunn dams ansicasie cougi-
SVPEUNE B FETMEIRNY HOREITONUE, TRROCREUXCE K VRQZORRWY 8 doxvaenmaguy siavesurs OFTOPHOH BOIINVI -
HOH KEPMB (MOBHOCTH). Huwe npugedens npusepsr  MeobXoduAinY peinsud, Xacowmuxes  yomaeox
AITAFATA.

2
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a) Komgpwevpauns ATTTAPATA

{ Opuwewmanea TYYEA HITVHEHHA,

2 Co CTOTOM LT85 TANHEHTA win fez neao.

3 COTCEHBANMNHM PACTPOM www Gez weai,

4 Bubpanmwi npn wiswepenuax PAIMEP BXOTHOND 008 VPH.

) Pafiowwe yomoern (dig HOPMATANON IKCITAVATALINH)

{ Texwuneckne darnse napavempor, acinmernsy & saxcown PEAHM PARGTHL

2 Koqusecmen xadpoa 3arucn.

2 Asmosamirvecsuid emoop JOTOTHHTETAHY GHABTFOR

4 Budap JONTOUVTHHTETBHEX ©HALTFOR, auno maeisil spnyg.

of Tenmempus aonaimani

{ PACCTORHHE OT @OENCHOID (JETHA J0 IPHEMEHEA B305PAREHHE.

2 Pacemosnue om POKYCHOTO [TATHA do navepumersnoss damyuga.

2 Paavep PATHALITHOHEHONO TOAH & wasepumetsnom cdemyuxe.

4 Hoznynonupoasanue AR TOMA (en. wunce g EE 3.2).

5 Floanunonyposanue NAINEPURTEIRNON DA,

EE 3.2 Hoznynonnposanne QANTOMA & mamepumesnnn damynsa

@A HTOM pazwenaom aozae [TPHEMITH KA H306PAKEHNE npy sawcumaiuno snivoycnos paocmosun wescdy
EAOKOM HCTOYHEKA HLIYYERHA v BXOINOH BOBEPXHOCTLI) DAHTOMA, wme cosdum K MuMLWYHY
eanauie wa umepeane PACCETHHOND HIINVYESHE

Hasepumetsnud GEmyLE POCROAGSGRIN K ROGoene pacemonynn seawdy DOKVCH BN TR THOM w BYOTHOH
HOBEPYXHOCTERY QAHTOMA, wmo caodun & wunnysy sneswge HEHCHOTEIVEMOND HIAYYERHA wa peayas-
IR [EMEPEHLE.

EE 3.3 Hporepra yeiosni nenmmanui

o npoagedenns doIuMeRMPRRECKRY WINEPERUN RPOREHIGM Coomaenicmene yomaeor pcnwinsademnsn AITITAPATA u
CYEM Iivepenus, npugetennay 8 HHCTPYRITHH 10 3KCTLIVATA IR, mpedoaanusv 6.8 2600 1 och. Conmaemomeus
CITUME P IAECK M MPETORONIAN HENCET SaiMs ORPedeiend MTmeo BN VORI, S0 COsMEaEmOmayiiad uoprani
CAMD B0 CEE ROTRE I A0CMORETNG.

Mpumesanue — Fcan npoiedypy, RpUsedennymg & HROM HPUIGNCERUEL, Spdm Nono nioeams ¥e dam ;npeieleli
COMMBERICINENA RIPEIORGNIAM RECMOARESD cMaudapma, .8 & unwx geisx, mo esiop yomasox AMTTAPATA n cxeww
UCRBNRTRER MO AIEUCETY (R SRCRIOAMETECRNE U TN NORWIRGHINT.

EE 3.4 Bazosne uzmepenun .

Hasepaiom MOSIHOCTH BOZTVINHON KEPMA dir cevedon wuz PERTTERNOCKOMHYECKHY vemaeox, dis
r}njﬂ:'?.:‘ & commremomeny © 6.8.2 rep neobroduse ywasamy awavenne MOITHOCTH OROPEOR BOITVIHOH

B coomreememenn ¢ 0.8 2 cc) wavepmom SO LTVITHNVID KEPMY, veafxod iy dig ROTVEESRa 00R020 MI0000N0eHIR
ihif awedni Pelm2eNOCR TR INECKOR FORTORKN.

B coomeememeanu o 0.8.2 oc) axngagmnm wivepenys wa QANTOME mosmunod 20 ow san wa deyx PAHTOMAX
mongarss 260w PP cw dag R e S Ioesy SHaeen.

EE .5 [Mapavempu, awbepaesse (HTEPATOPOM

Aan kaxedon vemaesl, uzvepennen nn £ 3 4, onpedeanom BOITVITHVEY KEPMY ( MOHOCTE), scnamaya
PAHTOM wz TMMA povwiasmed moasoron 20 ou:

- g aniparmsy CITEPATOPOM PAIMEPOE BXQIHOID T VP

- i awidpmiiey QITEPATOPOM SO0O0THHTETRH X @HILTPOS;

- dag awipairex OITEPATOPOM sacmom RORMopenis LMRYTBO0E 3ORHCH.

EE 4 Kpumepuu coomeemcmany

fle nonywennwm & npowecce venwmeaniis HIMEPEHHMM 3HAYENHHEM pacouuniuaiitn coomaemomayniigue
awavewnn OROPEOH BOXIVIHOR KEPME (MOMHOCTHEL Conneemcmsne cuimanem noomeepaciemi6y apu
VAR

- ecaw yeazawswe & HHCTPYRUHE 10 SKCHAVATALIHH wavenns ominmmmencd oM ComRgercniayiomeso
PACHEMEGAe INATEHNA re Boiee wem v S0 %

- ECAN HRKAORENIA INTRENUT @ ROBOE ARne, VEaiaanoedl IR ofiell FeoMeRpIE UCRNWRIGH T, COCMAaRIROm we foiee
+ {5 %

- ecau oo oeys PEXHMAM PABOTH & PEHTIEHOCKOMTHH, onucannws & 0.8.2 bh) §). omuomenue nopawaas-
WS INAYEHIA K IRIoDI0RoMY e Metee 2.

Suamenus cupaeedaien Ratsio dis seeedrcinc yomaeon. T §ameseR i VeMgens MO2YR IWHEMD RECIRD SRKIORENRR.
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MPHNOEKEHHE FF
{obHETENEHOE )

Kapre pacnpesesenss HEMCITONB3IY EMOI0 HIIYYEHHUA

FF.1 Beeacnme

B nacrosmess crangapre (ca. 29 208 101) conepearea tpebosisnn no kapram azckepusl HEMCIOIBIVE-
MOMD HATYMEHHA, sotopuie goaxni OuiTe npeactaaiens aan PEHTIEHOBCKODO ANTNAPATA O14 HH-
TEPBEHUMOHHBIX TMPOUEAYP. Hx uvens — aams vHdspsamn B NOMOWL OepoOHARY N0 PREIPEIEIcHH I
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