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BeeneHue

Hacrogiui CTAHAAPT ABAAETCA MPIMBIM IMPUMEHEHHEM MEXAYHAPOAHOro CTaHAapTa
M3BK 60601-2-45—98 «M3genust MmeaunuHckue 3nexkrpudeckue. Yacte 2. HacTHbie TpeGoBaHus Ge3onac-
HOCTHA K MaMMorpapuyeCKUM PEeHTreHOBCKMM armapataM ¥ MaMMorpadpuyeckuM yCTPOUCTBAM AJISL CTe-
peoTakcuca», nogroropieHHoro IloakomureroM 62B <«Anmapartel 18 Jy4eBOM  JIUArHOCTHKU»
Texunudyeckoro koMurera MBK 62 «M3nenus MeAuUHHCKHE 3€KTPUIECKHUEY.

TpebGoBaHus HACTOAIEIO CTAHIAPTA U3MEHSIIOT, NOIMOJHSIIOT WK 3aMEHSAIOT aHAJIOTUYHEIE TpeOoBa-
Hust obutero crangapra 'OCT 30324.0/TOCT P 50267.0, uMeIOT NpeuMYyLeCTBO repel TpeOoBaHUSIMU
obLIero craHzapTa M ABASOTCH 0bg3areibHBIMU. [locne TpeboBaHHMM B HACTOSLIEM CTaHIApPTEe MPUBENEHD]
COOTBETCTBYIOLIME METOIMKU UCIIbITAHUMN.

[IpuMeuvyaHHe— Cranenyer obpatTh BHHAMAHUE HA TO, YTO B HEKOTOPhIX CTpAHAX CYILUECTBYIOT HOPMKI
pPaHALNOHHON O€30MaCHOCTH, KOTOPHEIE MOT'YT HE COBMAJaTh ¢ TPEOOBAHUAMY HACTOAUWIETO CTaHApTa.

B HacTrosiuleM cTaHpapTe IIpUMEHEHbI CASAVIOLUE WIPUPTHI.

MeToab! UCTIBITAHUM 110 TEKCTY CTAHIAPTA BBIICIEHBI KYPCUBOM;

- TEpMUHBI HaOpaHb! IPONUCHEIMU OYKBaMHU.

HopMaTuBHBIC CChLIKH

B HacrosmieM ctaHaapre UCIIONBb30BAHbI CCbUIKU HA CACAVIOIIUE CTAHIAPTHI:

[TOCT 30324.0—95 (MBK 601-1-88)/TOCT P 50267.0—92 (MBK 601-1—88) Nanenuss MeInumHCKe
anaexrpuyeckre. Hacte 1. Obmue tpebopaHUsa 6€30I1aCHOCTH
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TOCT P 50267.45—99
(MDK 60601-2-45—98)

TOCYAAPCTBEHHB A CTAHIAPT POCCHUCKON OENEPAIIUM

NU3NEJINA MEANIIMHCKHAE S3JIEKTPAYECKHUE
YacTter 2

Yacrunte TpeboBanus 0€30NaCHOCTH K MAMMOrpapiyecKuM PeHTreHOBCKHM anmapaTtaM ¥ MmamMorpadmngec-
KHM YCTPOHMCTBAM /LIA CTEPEOTAKCHCA

Medical electrical equipment. Part 2. Particular requirements for the safety of mammeographic
X-ray equipment and mammographic stereotactic devices

Hara Beenenusd 2001—01—01

PA3AEJ IEPBLIM. OBIME NOJTOXEHAA

IIpuMeHsI0T NYHKTBI ODLIEro CTaHOapTa, 3a UCKIIYEHNEM:

1 OGaacrp pacnpocTpaHeHHs U IEJTb

[IprMeHAaI0T NYHKT obliero craHaapra, 3a UCKIIOYeHUEM:
1.1 O0aacTp pacnpocTpaHeHua

Horionnenne
Hacrosamuit crannapr conepxut TpedopaHus 6esonacHoctd K PEHTTEHOBCKHWM ATITIAPATAM,

NpeaHa3HAYEHHbIM WIsI Mammorpabuu, 1 MAMMOTPA®OUYECKUM YCTPOHUCTBAM 1JIS CTE-
PEOTAKCHCA.

TpeboBaHMA HACTOSIUErO CTAHAAPTA SABJSIOTCS 00s13aTeIbHBIMH.

1.2 Hemn

3aMeHa
Lienp HacTosllero craHaapra — yCTAaHOBJEHHE (GOpMYJIHMPOBOK TpeOoOBaHMMN O6€30MacHOCTH, IpHMeE-

HSEMBIX IIpY KOHCTpyMpoBaHUHW M mpousBoiacTse Mammorpagudeckux PEHTTEHOBCKHNX AIIIIAPA-
TOB vy MAMMOIPAONUYUYECKHUX YCTPOUCTB OJIAd CTEPEOTAKCHCA, oTpaxarwlnux ocoOble

XApPAKTEPUCTUKH Y VCIAOBMS UCIIOJHB30BAHHSI JaHHOTO OOOPYIOBARMAL.

1.3 HacrHpie cranaaprol

JlomoiHeHue
Hacrosgiuuii yacTHRIM CTaHmapT (Jajgee — HacTOSIIMH CTAaHIApT) VYTOYHSET U JIOMOJHSAET

TOCT 30324.0/TOCT P 50267.0 (manee — ob1uit ctaHgapr) U BCe JONOJHUTEIbHBIE CTAHAAPTHI.
HyMepanus pasznenos, IYHKTOB U IMOANYHKTOB HACTOsILEro cTaHZapTa aHAJIOrMYHa UX HyMepalluy B

oO1eM ctangapre. JormoJIHUTENBHBIE TYHKTHI HYyMEpYyIOT, HauynHada ¢ uudpsl 101, 10MOTHUTEILHEIE TTPU-
noxeHus obozHauaroTcst AA, BB u T.4., nononHUTEeNbHEIE MepedyrcaeH1sT — aa), dd) u T.4.
TpeboBaHUS HACTOSIIUErO CTAHAAPTA, 3aMEHAIOIUME WIM UIMEHSIoNMe TpeOoBaHUS 0011Ero CTaHAAD-

Ta, SIBJISTIOTCSI NIPUOPUTETHBIMH.
N3meHeHHs 110 OTHOUICHUIO K TEKCTY OOILEro cTaHAapTa OTPaXaloT ¢ ITOMOILUBIO CJIEAYIOUHAX CJIOB:

- «3aME€Ha» — O03HAayaeT, YTO NMYHKT OOILEro CTaHaapra 1oJHOCTBIO 3aMEHSIETCS TEKCTOM HACTOSIIETO

CTaHZIApTa;
- «OOITOJTHEHME» — O3HAYAET, YTO TEKCT HACTOSILIETO CTaHIapTa SIBJSIETCA JOHNOJIHUTENABHBIM K TEKCTY

o0lLiero cravaapra;
- <UBMEHEHHEe» — O3Ha4YaeT, YTO TEeKCT NYHKTa OOLIero craHaapTa U3MEHSETCST B COOTBETCTBUH C

TEKCTOM HACTOALIETO CTaHIapTa.

W3nanne opunuaibuoe
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1.3.101 BzauMOCBsI3aHHbIE CTAHIAPTHI

I'OCT P 50267.28—95 (M3K 601-2-28—93) HU3genus MeguuUuHcKUe tekTpyudeckue. Hacrp 2. Yact-
Hble TpeOOBaHHUSA 0e30MaCHOCTH K AHMArHOCTHYECKMM OJI0KAM HCTOYHUKA PEHTIEHOBCKOIO U3AYYEHUS M
DEHTITEHOBCKHUM M3JIYYATEISIM

[OCT P 50267.32—99 (M3BK 60601-2-32--94) W3nesust MeIULIMHCKME 3jeKTpudeckue. Yactp 2.
YactHble TpeboBaHUs 0€30IACHOCTH K BCIIOMOraTeJIbHOMY OOOpYNOBaHUIO PEHTI€HOBCKUX aliapaToB
MOBOK 60788-—-84* MeauuuvHcKkaa pagyalioHHas TeXxHUKa. TepMHHBI U ollpelesieHusl

2 TepMunnl 1 onpeneieHus

[ IpUMEeHSIOT ITYHKT OOILUEro CTAHAAPTA, 3a UCKIIOUEHUEM:

JloroIHeHUE

2.101 Onpenenenns

B HacrosiiieM crtaHaapre NpHMMEHEHB! TEPMUHBI C COOTBETCTBYIOLIMMM OIPEACJICHUSIMU 110 0DIIEMY
ctaggapty, MOK 60788 u MOK 61223-2-2, koTopble HaOpaHbI NMPOINIMCHbIMYK OyKBaMU (IIpUIoXeHHe AA).

[TpumMmeyanue — B cayyasix, xoraa TIpUBOAMMBIM TEpPMHMH HeEUYETKO OTIpelejeH B OOHIEM cTaHOapTe M
MBK 60788, ero He BbLIEIAAIOT.

YKazareJib TepMHUHOB, KCITOJIb3YEMbBIX B HAaCTOSILLIEM CTaHOAPTE, NPUBEACH B IIPUIOXEHUU AA.
J171 HACTOS1UEro CTaHIapTa UCIONb3YIOTCS JIOTIONHHUTENbHbBIE oNnpeaeneHus, npueeaeHHbie B 2.101.1,

2.101.2.

2.101.1 MAMMOTPA®HNUYECKOE YCTPOUCTBO UIA CTEPEOTAKCHCA: YcrpoiicTBO st
TPEXMEPHOH JIOKAMU3ALMY TOYKH B IIpeleslaXx MOJIOYHOU XeJe3bl U UJISI MEXaHWYEeCKU VIIPaBIIEeMOro
BBEOECHWSI MIVIBI WM IIO3ULMOHHOIO MapKepa Ui TakuxX 1Li€JeH, KaK OTCOC TOHKOM HIJVIOM, UIOJIbHas
OMOIICHS U MpenorepaMoHHas Jokanu3auys. Jlokaisanus ocHoBaHa Ha PEHTIEHOBCKUX U300paXeHUsIX
HEMOABMKHOM MOJIOUHOM XeJ1€3bi, OJYYCHHBIX 1O pa3IMYHBIMU 3aJJaHHbIMH yIJIaMU. Takoe yCTpoMCTBO
MOXeT ObIThb oTaeabHOM cucteMoit tudbo ITPUCITOCOBJIEHMEM nns mammorpadpuueckux PEHTTE-
HOBCKHWX AIIIIAPATOB. .

2.101.2 YCTPOUCTBO JLLIA UT'OJIBHOU BUOIICHUMN: AsroMaTUyecKoe YCTPOMUCTBO ¢ MITION IS
[IPOBEACHUS BHYTPHUMBILICYHOW OUOIICUMN.

6 Unenmndukanusa, MApKHpPOBKAa M JOKYMEHTAMUA

ITpuMeHsieTcsa JaHHBIM ITYHKT oOLLEero cravjaapTa, 3a UCKITIOYEHUEM:
6.1 Mapxuposka na napyxuoii cropone U3JIEJIMU wm nux yacreil
JlonnonHeHue

MpuMedanue — K maHHOoMYy noanyHkTy otHocsites WM3JAEJIMA umu wactu U3JAEJIMM, Ha KoTOophIe
PacIIpOCTPAHSETCS HacToSWMi ctaHaapr (eMm. 1.1).

aa) MapkHUpoBKa COOTBETCTBUA

Eciyu Ha u3eaun 0003HaUYEHO COOTBETCTBME HACTOSIEMY CTAHAAPTY, TAKVIO MAPKUPOBKY HAHOCST
Ha HapyXHY10 MoBepxHocTth H3neausa B komOuHauuu ¢ ObBO3HAYEHUWEM MOIENMHN WIN THUIIA
CJICHYIOWMM 0DpazoM:

.................. ** o FOCT P 50267.45—99

6.8 DKCILUIVATAIINOHHDBIE 1OKYMEHTDI

6.8.1 Ob1ine TpedoBaHUSA

HomnonHeHue

AKCITINTYATAUUOHHBIE JZOKYMEHTDI noaxHs! conepxkath B cede CBEIEHMA O BCEX JOCTYIHBIX
PEHTTEHOBCKHMX ITOJIAX. )

AKCITNTYATALIMOHHBIE JOKYMEHTbBI nro6oro MAMMOT PAOHUYECKOTI'O YCTPOHUCTBA
I CTEPEOTAKCHUCA, ckoncrpyuposanHore kak JOTIOJNHUTEINDHOE ObOPYAOBAHHUE masa
mMammorpaduyeckux PEHTTEHOBCKHWX AITIIAPATOB, nomkHbl coaepxarth:

* MexorvHapoaHsii cranaapt — Bo BHUW KM TNoccrannapra Poccnu.
** HanmeHoBaHye u3jgenusg U 00o3HayeHNe MO WK TULIA.
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- mo MeHbleit Mepe oqHo OBO3HAYEHUWE MOJEJTH UITH TUITA mammorpaduueckoro PEHT-
TEHOBCKOTI'O AIITTAPATA, mist pab0oThl ¢ KOTOPBIM OHO CKOHCTPYUPOBAHO;

- CCBUIKY HAa COOTBETCTBYIOLLUWH CTAHAAPT, KOTOpoMY yaosseTBopsieT 1aHHoe MAMMOTPAOHUYEC-
KOE YCTPOUCTBO 11 CTEPEOTAKCUCA.

6.8.2 HHCTPYKIIUA 110 BKCITIYATALI NN

a) Ob61ue cBeneHUs

JlonnonxHenue

MHCTPYKLUHUA [TO BDKCIUVIYATALIMU nomxHa comepXxaTh MHCTPYKLIMH JUISL NIPOBEPKU U O€3-
OIMACHOTO MCIIOJIb30BAHUS BCEX KOMITPECCUOHHBIX MacTuH, npeaHa3zHayeHHbIX st PEHTTEHOBCKHUX
ATTITIAPATOB.

MHCTPYKIHA 1O SKCIUNIYATALIUU MAMMOTPAOUYECKUX YCTPOUCTB AJ15 CTE-
PEOTAKCHUCA nonxHa coaepxars:

- UHCTPYKUMIO 110 6e30macHoMy KcIonab3oBanuio urn st YCTPOWUCTB 1 UTOJIbHOM BHUO-
[TICHUU;

- ykazaHue Tunos urn pist YCTPOUCTB A1 UTOJTBHOU BUOITICHMU, ¢ KOTOPBIMH 3TH VCT-
POKCTBA MOTIYT KCIIO/Ib30BATLCS, & TAKXKe NPEeAYIIPeXKACHUE O 3ATPCeUICHUNA UCHOJb30BAHUS APYTUX TUIIOB
UTJI.

HomnoaHeHue

aa) KOHTPOJIMPYEMAS 30HA

MHCTPYKLIHUA T1O BKCIAYATALHMNHN nonxna obpawars BHuMaHue ITOJIB3OBATEJIA Ha

HeoOxogumMocTh orpaHu4eHus pocryna Kk M3JJEJIMIO B coorBeTcTBMM ¢ MECTHBIMM HUHCTPYKLIUAMHU IO
PAIMALITMOHHOHM 3ALIHNUTE.

PA3JIEJI BTOPOH. YCJIOBHUA OKPYXAIOIHNEN CPE/bBI

[IpuMeHsaIoT MYHKThI O0OLIEro craHIapTa

PASNTEJI TPETHUN. 3AIIIMTA OT OITACHOCTEN INOPAXKEHNSA
SNEKTPHYECKUM TOKOM

[IprMeHsIIOT TIYHKTBI O011iero craHaapTa

PA3JIEJI YETBEPTHIN. 3AIIUTA OT MEXAHNYECKWX OITACHOCTEHA

[IpMeHSIOT MYHKTH! 001LEro CTaHAapTa, 3a UCKITIOYEHHEM:

21 MexannyecKkas nNpoYHOCTD

IlpuMeHSI0T MYHKTHI 001ero cTaHAAPTA, 32 UCKIIIOYECHUEM:

JlomtonHenue

21.101 IlpymeHeHne MaKCHMAJILHOH CHJIBI KOMIIPECCHH

21.101.1 OAsmxenue OTCEUBAIOIHIEI'O PACTPA

s mammorpadpuyeckoro PEHTTEHOBCKOI'O AIITTAPATA c nsuxymmmcs OTCEMBAIO UMM
PACTPOM mnpunoxeHue MakcuMaibHoH cwibl, co3gaBaeMoiln KOMIIPECCHUOHHBIM YCTPOUCT-
BOM, He pomxdo 1, ensarctBoBath ABUXeHUI0O OTCEUBAIOIHEIO PACTPA.

Coomeemcmeue mpebo6aHuUAM NPOBEPSIOM CAEOYIOWUM UCNbIMAHUEM.

a) Hcnvimamenwvtoe obopydosanue

Tpebyemca caedyrouwee ucnsimamenstoe 060pydoeanue:

- npuemaembie no pasmepam TECT-ObDBEKTbI, no odrnomy 0as kaxcdoz2o hopmama npueMHuUKa-u300pa-
JCEHUA, NPUBOJAWUE K CUNOBBIM pAChpedeneHUsM NP Oelicmeul Ha HUX 0a8AeHUsl, DAU3KUM K NDAKMUYECKUM.
TECT-OBBEKTDHI doaxncrot 66imb 6binonHervt 6 6ude MEWoHK08, HANOAHEHHIX NeCKOM Uil 6 gude 6A0K06 U3
mazko20 kayuyka. VIx moawuna doaxcna 6oims 6 npedeaax om 20 0o 50 mm. Jaa Haumenvuwiezo ghopmama
npuemntxa uzoopaxcenus TECT-ObBEKTHI doaxcror 6oimov pasmepom 100 mm — ¢ Oauny u 120 mm — 6
WUDUHY, 0451 Boabux Gopmamoe oHU 00aAKCHbBL bbimb pazmepom 120 mm — 6 Oauny u 150 mm — 6 wiupuny,

3
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- QAOMURUCEAA NAIACMUHAG MOAWUROU 2 MM, NO pasmepam 0ocmamovnan ons ocaabaenus npimozo 11Y1KA
PEHTTEHOBCKOI'O U3JIYYEHHA, kozda ona yemanaeaueaemcea max, Kak onucano nuxce (em. 21.101.1b);

- npu ucnonvzoeanuu ¢ PEHTTEHOBCKOM AIIITAPATE PEHTTEHOTPADHYECKOU @OTO-
[ITTEHKH mpebyromces:

1) dencumomemp, nepexpwisarowuid ouana3ol onmuveckol naomuocmu om 0 0o 3,5;

2) PEHTTEHOI'PADHYECKHE KACCETHI ¢ YCHIAHABAIOIIUMH YKPAHAMHW u PEHTTEHO-
TPADHYECKAA TIVIEHKA oas kamcdozo ghopmama uzobpaxcerus.

b) Ilpouedypa ucnsimanui

Yemanoeume cucmemy «PEHTTEHOBCKAS TPYBEKA — npuemhux usobpaxcenus» 048 nOAyHeHUusa Kpa-
HUO-KaydaabHou npoexyuu morovHou xceneswl u npusedume PEHTITEHOBCKUH AIIIIAPAT e cocmosinue,
obecnedusaroijee pacmpogyio mammoepaduio. Yemanogume KoMRPpecCcUOHHYIO RAACMUKY, RPEOHAHAUCHHYIO OAA

MAKCUMAAbHO @O3MONCHOU CUAbI KOMNDECCUU U 0AS UCNOAB3YEMO20 OpMama npUeMHuKka uzobpaxcenus. 3agux-

cupyume antomuruesyro naacmuny mexcdy bJJIOKOM HCTOYHHUKA PEHTTEHOBCKOI'O U3JIYHYEHHA u
Komnpeccuonnou naacmunou max, ymobst [IY40OK PEHTTEFHOBCKOI'O H3JIYYEHHWA noanocmeio nepe-
kpseanca. llonowcume TECT-OBBEKT na HITATHB JIJIA HTAIIHEHTA (daree — CTOA JIA HAIIHEH-
TA), emopuuno omuyenmpupyime, U HaCKOAbKO 803MONCHO 6ausko coemecmume kpad TECT-ObBEKTA ¢ kpaem
CTOJIA [UTA HALLUEHTA, xomopuiti npumsikaem k 2pyonou kaemixe ITAIIHEHTA. Ecau TECT-ObBBEKT

ABNAEMCA MELOYKOM, HANOAHEHHbIM NECKOM, PYKAMU npudaume emy maxyio (popmy, umobst MaKcumMuupoeams
geauuuny nogepxrnocmu, xomopas koumaxmupyem co CTOJIOM JIJIA HAIIHEHTA u kxomnpeccuornou naac-
munoit. Cozoaiime mammoepapuneckum KOMITPECCHOHHBIM YCTPOHCTBOM makcumanvio 803moic-
HYIO cuny Komnpeccuu. s PEHTTEHOBCKOIO ATTITAPATA, UCNOAB3YIOUE20
PEHTTEHOTPAOHYECKYIO IVIEHKY, ycmanosume AHOINHOE HAIIPAXEHHE om 25 do 30 kB u
IIPOU3BEIEHHE TOK—BPEMA (BKCITO3HIIHIO) makoe, wmobul noay4ume Onmu4ecKyo RAOMHOCTb
om 1,000 2,06 naubonee zaceeuennod vacmu PEHTIEHOTPACHYECKOH IIVIEHKH, komopas noayuaemcs
gne uzobpawcenus TECT-OBDBEKTA nocae eco cdasausanus. [Ipoaxcnonupytime u nposeume PEHTITEHO-

TPADHYECKYVIO IVIEHKY. Jlaa PEHTITEHOBCKQI'O AIIIIAPATA, uchoav3yrouje2o HenaeHoOYHbid hpuem-
HUK usobpaxcenus, ycmanogume coomeemcmseyioujue 041 0annozo npuemuuia usobpaxcenus AHOJHOE

HAIIPAXEARHUE v [TPOU3SBEJTEHHE TOK—BPEM: nposxcnonupyiime npueMruk u3odpaxcerus U 6uiae-
dume u300paxcerue Ha IKPAH.

Ouenume PEHTTEHOI'PAMMY. B cayuae 3ampydnernno2o oguxcerun pacmpa, 00ycacenenioeo 6oabuiou
cunol kKomnpeccuu, aunuu pacmpa u dpyeue aaemenumor cmpykmypot OTCEHBAIOIIETIO PACTPA 6yoym
euoumst 6 obaacmu ene usobpaxcenus coucamozo TECT-OBBEKTA.

Ecau euona cmpyxmypa OTCEUBAIOIUETIO PACTPA, noemopume ucneimarnue, Ho 6e3 npuUMeHeHUs
CUAbL KOMIpeccuu, ymobuvt npogepums, A6A1emMcs AU OHQ NPUMUHOU.

IHoemopume npouedypy ucnsimanuil 0ng ecex (opmamos NPUEMHUKO0E U300paXCerUs.

c) Hemepnpemauua pe3yiomamoe UChbiMarui

Coomeemcmeue docmueHymo, ecau NpUnodceHue KOMNDPEeCCUOHHOU CUnbt He yeeauwugaem 6UOUMOCMb
cmpykmypol OTCEUBAIOIIIETO PACTPA.

21.101.2 TIpoyHOCTE KOMITPECCUOHHBIX INACTUH

KoMnpeccUoHHble TIACTUHBI M HMX OIIPaBbi, 34 UCKIIOYEHUEM MAPKHPOBAHHBIX IS 0003HAYECHUS
MAKCHUMAJIbHOU CWILI KOMIPECCHH, KOTOPYIO JOITYCTUMO npwiaratsh npy ux rnipumedeHuum B U3J1EAHWU U,
JIOJIXKHBI BBLICPXUBATH MAKCUMAJIBHO JOMYCTUMYIO CWIY KoMIpeccud. MapkupoBka MOXET UMeTh GopMy
KOAUPOBKH, KoTopast nojkHa 6bITh paszbsicHeHa B MHCTPYKIIUN 110 SKCIUJIVATALIN .

Coomeemcmeue mpebo8anHUsM NPOSEPSIOM CAECYIOWUM UCNBIMAHUEM.

a) HcneimamensbHoe obopyoosanue

Tpebyromca mecmoegnie obsexmul, onucarnvie 8 21.101.1.

b) Ilpoyedypa ucnsemanui

Yemanosume cucmemy « PEHTTEHOBCKAA TPYBKA — npuemnuk usobpasicenus» 041 NOAY4EeHUR Kpa-
HUOKAYOQAbHOU npoexyuu MoaouHol xcenesvl u npusedume PEHTTEHOBCKHH AITIIAPAT e cocmosnue,
obecneuuearoulee pacmposyro mammoepaghuro. Yemanoeume KxomnpecCcuoHRYH NAGCMUHY, NPEOHA3HAYEHHYIO 014
MAKCUMAAbHO B03MONCHOU CUAbL Komhpeccul. Bozsmume mecmoswuili 0bsexm, npeOHQ3HAYEeHHbIU On8 M0o20 Jice
Qopmama NPpUEMHUKAG U300padCeHus, Ymo U KOMNpPecCUoHHas naacmurna, u nomecmume ezo Ha CTOJ /A
HHAI[HEHTA, emopuuno omuenmpupyiime, U HACKOABKO G03MONCHO OAU3KO cosmecmume e20 Kpaii ¢ Kpaem
CTOJIA IUTH TTALIHEHTA, kxomopuii npumsixaem k epyouoii kaemke IHHAIIUEHTA. Ecau TECT-OBBEKT
SBAACMCA MEUIOUKOM, HANOAHERHBIM NECKOM, DYKAMU hpudatme emy maxyroo Qopmy, umobsi MAKCUMUIUPOBAMb
geauyuy nogepxnocmu, komopasa koumaxmupyvem co CTOJAOM IS HHTAIIHEHTA u komnpeccuonnoii naac-
MUHOU.

4
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Cosdaiime mammoepagpuueckum KOMIIPECCHOHHBIM YCTPOHUCTBOM maxcumansro donycmumyro
CULY KOMNpeccuu, 3amem ymeHbulume Cuny.

c) Humepnpemayusa pezynomamos ucnbtmanui

[Iposepbme KomnpeccuorHy0 naacmuHy U NpuAGearOUUecs 4acmu HQ npeomem HAAUMUS DA3AUYHBLX
NPU3HAKO0E8 nospedxcoenus, ocobenrno mpewur. nsa coomeemcemeun Heobxooumo, 4mobvl HA KOMARPECCUOHHbBIX
NAGCIMUHRAX U RDUAG2AIOWUXCA Hacmax He 0bL10 pa3puieos, UOUMbIX hospexcOerull U ocmamoyHol deghopmayuu.

22 JIpmoxKymuecs 9acTH

[TpMEeHAIOT NYHKTH O0LIETO CTAHAAPTa, 32 UCKITIOYECHHEM:

JlonmonHeHue

22.101 deuxenne cucreMsl «PEHTIEHOBCKAA TPYBKA — npueMHUK H300paxkeHusa»

CucreMa goJKHA ObITh CIIOCOOHA XecTKO (pMKCHPOBAThCS B JIIOOOHM IMMO3MLMU, B KOTOPOU OHA
[peaHa3dHadyeHa AelcTBoBaTh. OOHaXIbl 3adUKCHUPOBAHHAS B JIOO0H IOAZOOHOM IO3WIUH cUCTEMa HE
no/okHa aeuratees 6e3 sMmenrarenbeTBa OITEPATOPA. [lepeMelieHue cucrteMpl JODKHO OBITh BO3MOXHO
TOJBKO IpU HenpepblBHOM Bosaeiictsud OITIEPATOPA. B ciyuae Hapymenusi [IMTAIOIIEN CETHU

CUCTEMA HE JOJIXKHA NPUKIAABIBATE K JIIOOOH YacTH Tea MalMeHTa pe3yJbTUPYIOILYIO CHITY, [TPEBBIIAIOLIVIO
20 H.

Eciu mammorpaduueckoe KOMITPECCUOHHOE YCTPOWCTBO npuBoauTcs B IeiiCTBHE CUIOIA,

npesbiyaroled S0 H, cKopocTh WM BeJIMYMHA 1uara JIOOBIX 3JEKTpOyNpaBsIeMbIX YacTeil yCTpoMCTBa
HOJXKHA ObITh orpaHudeHa Tak, 4Todsl OIIEPATOP uMmen noctaTo4yHbli# KOHTPOJIb 11 TOYHOM KOPPEKLIUU
€ro pacriojioxxeHust, He ronaseprasts npu 3toM onacHocty [IAILIMEHTA. /Isuxenusi, Tpebyembie Ui
[TOJIYYEHUS] CTEPEOTAKCUYECKOr0 U300paXeHUsI, HEe BKIIOYAIOILIME B ce0s NBIKEHME MOJIOYHOU XeJe3bl,
UCKJIIOYEHBI U3 DAHHOro TpeOoBaHUS.

22.102 KOMITPECCHOHHOE YCTPOUCTBO
22.102.1 O011ue 1moyI1oXeHUus

Bce mammorpapuyeckue PEHTTEHOBCKHWE AITIIAPATDI mosoxsbr ObITh CHa0XEHBI MaMMorpa-
duueckum KOMIIPECCHUOHHBIM YCTPOUCTBOM.

22.102.2 KoHTponb OBMXEHUH [IPU KOMITPECCHHU
Bce nmepexkimouaresny, KOHTPOJMUPYIOLUE NBMXEHME ISl CO3MaHMUs JABJEeHMsI, NO/DKHbBI ObITh TAKOTO

TUIA, KOTOPBIM TpeOyeT HENPEPhIBHOIO BO3/1EHCTBUA Ha HUX B npoliecce aprxedus. PEHTTEHOBCKUU
AIITIAPAT nomxeH obecrieuMBaTh BO3MOXHOCTH JUISI OCBODOXIEHUSI PYK oOIieparopa MpH 3amycke MNpo-
Hecca KoMmrpeccuu. OH JoJIKeH TakKKe odecneyuBaTh BOZMOXHOCTH JJISI TOYHOTO PEryJIUPOBAHUS JABHKE-
HUSI B TEYEHME TTPUWIOXKECHUS! CUJIBL KOMIIPECCHHU U JUIA JeKoMIIpeccul. Bece yHKUNH yripaBieHUsSI JOJDKHDI
ObITh JocTyriHbl 11si OIIEPATOPA nipu ero nmosioxxeHuu ¢ obenx cropoH orHocurenbHo ITAIIMEHTA.

s OIIEPATOPA noxus!l ObITh 00ECIIeYeHbl CITOCOOLI ITpeoTBpallieHUsE ABTOMAaTUYECKON HEKOM-
IPEeCcCUu.

B ciyqae napywenusi [IIMTAIOILIEN CETU koMrIipeccusl HODKHA COXPAHAThesl. OIHAKO JIOJDKHBI
ObITh 0OeCcIIeYeHbl CIIOCOOBI ISl TIOJHOM NEKOMIIPECCHU BPYYHYVIO.

22.102.3 JJuamnasoHsl IepeMeleHUs

B 1100BIX YCIOBHUSIX HOPMA.]_IbHOfi DKCINVIYATAIIMH BO3MOXHBINM AMaIa3oH MEpeMElCHUS
KOMIIPECCHOHHOI'O YCTPOUCTBA nosxeH MO3BOJSITE YACTIM KOMITPECCUOHHOM TLJIACTUHBI, KO-

TOpbIE NMpeaHa3HaYeHbl HAXOIHUTHCSI B KOHTAKTE ¢ MOJIOYHOM XeJjie30i, ObITh JOBEAEHHBIMHU O pACCTOSTHUSA
10 MM ot nosepxHoctu CTOJIA IJIA TTALIMEHTA.

[TpuMedyaH e — 910 TpeOOBAHHUE COOTBETCTBYET rapaHTUM TOI'O, 4YTO COOTBETCTBYIOUEE JaBJIEHME Ha
MaJIEHbKYE WIM TOHKPS MOJIOYHLIC XENE3hI He OyaeT orpaHMUYCHO Npeac/ioM BO3MOXHOI'O NMepeMEIlieHUS KOMIIPECCH -
OHHOMN IUIaCTMHBI. BeaMunHA HaBAEHUS, IPWIOXEHHOTro K JIOOOMY crnelM(pUYHOMY IMaLMEHTY, KOHTPOJIUPYETCH
OITEPATOPOM u moxer ObiTh OrpaHMYEHa 3HAUEHUEM MAKCUMAaNbHON cUMJbl KoMInipeccHH (cMm. 22.102.5).

22.102.4 KoHCTPpYKIIMSI KOMIIPECCUOHHBIX IUIACTUH

KoMInpeccHoHHbBIE TUIACTHHBI JOJDKHBI ObITh MPO3payHbl HACTOJBKO, YTOOBLI MMPU KOHTAKTE C HUMH
koxa I[TAUMEHTA ocrasanace BuauMon. Ecin He obecnieyeHs! apyrue crioco0nsl nHauKauuu, PEHTIE-
HOBCKUMU AIIITIAPAT nosokeH BKIJIIOYATh B ce6s1 110 MEHBILEH Mepe OMHY KOMIIPECCUOHHYIO TUIACTUHY
JULL Kaxaoro popMaTa peHTIeHOBCKOTO U300paxeHud, ucnoabdyeMyio B pexxume ABTOMATHUYECKOI'O
YIOPABJIEHUA BKCITO3UIIMOHHOU N0O30U, MapKMpOBAaHHYIO /U 0003HAYEHUs] [PAHUIL TTIOJIOXeE-
HUH netekTopa, Bo3MoxHbIX ipy HOPMAJIbBHOUW 3KCITIYATALUN.
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22.102.5 Yeuwine xoMripeccuu

KOMITPECCUOHHBIE YCTPOUCTBA R0JDKHBI YAOBIETBOPSITh CAEAYIOIIMM TpeBOBAHMAM, OT-

HOCSILUMMCS K MPUJIOXKEHUIO ¥ MOJCYETY YCUIMA KOMIIPECCHM BO BCEX OPUEHTAUMSAX, ITPENYCMOTPEHHbIX
npy HOPMAJIbHOH DKCIUIYATALIUUN:

- mo6oe KOMITPECCHUOHHOE YCTPOUCTBO He nomKHO 6BITh CIIOCOOHO NPUKIIANbIBATE YCHU-
nue, npesbinawouee 300 H;

- IpU 3neKTpoynpasisieMoit komnpeccun KOMITPECCUOHHOE YCTPOUCTBO momkHO ObITH
CIIOCOOHO ofecneYynBaThk MAKCUMAJIbHOE YCUIIME O MeHblel Mepe 150 H m He momKHO ObITh CITOCOOHO
obecrreyuBaTh ycunue, npespiuamonee 200 H:

- [IPU DJIEKTPOVYIPABISIEMON KOMIIPECCUU MAKCUMAJIbHOE YCIWINE KOMIIPECCUM NOJDKHO MMETh HUXK-
HUHM nipeacn 70 H vnu MeHee;

- €CJIM 3HAYE€HHE TPUKIANBIBAEMOr0 YCWINA OToOpaxaeTcss HA MHAMKATOpE, ITOKAa3aHUE [JOJIKHO
3a/1aBaThCd B €AUHMIIAX CWIBl H NOJDKHA o0ecneuyuBaThest ToUHOCTh +20 H.

Coomeemcmeue mpe6oearnusam Npogepsion UMepEHUEM.

a) HecnmamenvHoe 060pydosanue

Tpebyemcsa caedyrouiee ucnsimamensvHoe 06opydosarue:

- UsMepumend cuabvt (OUHaAMomMemp),

- 610K u3 ma2K020 Kayuyka pamepom om 20 do 50 mm moauwiunou, 100 mm — 6 Oauny u 120 mm — @
WUPUHY.

b) Ilpoyedypa ucnoimarnuii

Yemanoeume cucmemy «PEHTTEHOBCKAA TPYBEKA — npuemnux uzobpaxcenus» dis noayvyeHus Kpu-
HUOKaydanbHou npoexyuu monounou xcenesvl. Ilomecmume dunamomemp na CTOJI JJISH HALIUEHTA u
3aghuxkcupyume e2o mar, umobut OH He M02 nepemecmumecsa @ dpyeoe noaoxcenue. 1lomecmume 640K U3 MA2K020
KayyyKa Ha 4y8CcmeumensvHyio noeepxrocmes dunamomempa. [lpueedume ¢ delicmeue KOMIIPECCHOHHOFE
YCTPOHCTBO 0o noanoeo cocamua 6a0Ka u3 MAKO20 KAYMyKa U 3anuuiume nOKa3awus OuHamomempa.
H3mepbme makcumanbHo docmucaemole YCUAUA 051 6CeX pexcumos Komnpeccuu. Ecau 3navenue cunvt uHouyu-
pyemca na PEHTTEHOBCKOM AIITIAPATE, npogedume no menovuwied mepe nams OONOAHUMENbHBIX U3MEDEeHUU
0451 MEHbULUX CUA KOMNPECCUU, PABHOMEDHO PACNpedeneHHbiX MeXCOy HYAeB8biM YCUAUEM U MAKCUMANAbHO 00CMU-
20eMblM YCUAUEM KOMNpECccUU, U 3anuiuume omooOpaxcenHvle 3HA4YeHusa ycuiuu ¢ KoMounayuu ¢ noKa3anuamu
dunamomempa. lloemopume npoyedypy uchvimanuil 048, no KpatHel mepe mpex, Opyeux Opuermayuil Cucmembs!
«PEHTTEHOBCKAA TPYBKA — npuemHux u3zobpaxcenus», umobvl 8 docmamo4HoU Mepe nepexpuinb 6ech
duana3on yenoe, obecneuusaemoix coomeemcmeyowum PEHTTEHOBCKHM AIHTIITAPATOM.

[loemopume dannyo npouedypy UCNbIMAHUL 048 8CeX DENCUMOE 31eKMmpoynpasnsieMou Komnpeccuu,
HAYUHAS ¢ MUHUMAABHO20 3HAYEHUS YCURUA KOMNpeccuu.

c) Humepnpemayua pezyavmamoe umepenuu

Onpedeaume coomeemcmeue, cpasuusas USMEPEHHDBIE SHAYEHUA ¢ mpebyembimu 3nauenuimu ¢
yHemom YKQ3AHHBIX eblide mpeb0eaHul mouHOCMU K UHOUKQyUU YCUAus KOMRpeccuu.

22.103 MAMMOTPAOUYECKOE YCTPOUCTBO I CTEPEOTAKCHUCA

22.103.1 Pacnonoxenue BJIOKA UCTOYHUKA PEHTTEHOBCKOI'O U3JIYHEHHWA nng cre-
DEOTAKCHYECKOIO M300paKeHMUSs

B crepeorakcuyeckoM H300paKeHHH NOJDKHO ObITh 00ECIICUECHO OIpeNesHUE YITIOBBIX MOJTOXEHHUH
BJIOKA UCTOYHUKA PEHTTEHOBCKOI'O U3JIVUEHUY. BJIOK NCTOYHHUKA PEHTI'EHOB-
CKOT'O U3NTYUEHMHMA nomxeH ObITh CITOCOOEH XECTKO (PUKCHUPOBATLCS B MHOOOM K3 3TUX ITOJIOXEHUMN.

OnHaxnb! 3aduKcHpoBaHHbLIA B Jd1000M rogobHoM nonoxeHuu bJIOK MCTOUHHMKA PEHTI'EHOB-
CKOI'O USAYHEHHMA nomxeH nepeMmeniatbes Toabko npy Bosaencteruu OIIEPATOPA.

22.103.2 JiBuxeune PABOUUX YACTEM Bo BpeMs IONyYeHHUS H300pAKEHUSA M Pa3MELICHHS
YCTPOUCTB 11 OUOTICUM WK MapKepa

[Tpu nocrostuHoM yvewnud koMnpeccud CTOJL A1 ITAIMEHTA v xoMripecCMOHHAS TIACTUHA HE
IOJKHBI TTepeMellaThcsl OTHOCUTENLHO Apyr apyra bDonee yem Ha 0,5 MM u +0,5° ¥ uMX nepeMellieHue
orHocutenbHOo TTALIMEHTA He [0iIXHO NpeBhILIaTh +2 MM U +2°. JIBMDKEHME JepXaTeyisl UIJbl WIN
nepxarenss YCTPOUCTBA A UIOJIBHOW BUOICHUU c BeraBieHHONW B HETo MMIOH JOMKHO
IPOUCXOAUTH TOJILKO TPY HelmpepbiBHOM Bo3AeHCcTBUM U KOHTposie OIIEPATOPA.

22.103.3 ToYHOCTb pacrioNoXeHus 6uorcuitHoit urnsi MAMMOTPA®UYECKUX YCTPOVICTB
CTEPEOTAKCHUCA

TOYHOCTL pacrioyoXeHUs1 ocTpyss OMONCUMHON UMbl B HAIIPABIEHUSIX X, ¥ M Z JTOJKHA OBITh +1 MM
B 3aJJaHHOM o0beMe cTepeoTakcuyeckou OMOICHH.

6
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Coomeemcmeue mpebosanusm npogepson u3MepeHuem

a) Hcnoeimamenvhoe obopydosarnue

st dannoeo ucheimarnua neooxooum cmepeomaxcuyeckui TECT-OBBEKT, komopuii umeem Koncmpyk -
UUI0, NO360AAIOUWYIO NPOSEPAMb DACHOAOHCEHUE OUONCUUROU W2kl 8 pazauytbix Hanpasienuisx OH cocmoum u3
YCMAaKaeaAueaeMou NAacmunbt, KOmopas 8biCéepaena maKkum 00pas3om, Ymo OHG MOXNCem CAYHCUMb (PUKCamopom
015 uchbimamenvhvix uza He menee mpex cmanbvhbix uza pazauuHou OAUKbL 3AKPENAIIOMCA HA YCMAHAGAUBAEMO

nAacmuHe, HeUWHIe Yacmu 21 NePReHOUKYAAPHbI K ee HO8EPXHOCMU U HANPABAeHbl 6 OOUHAKO80M HANPABACHUU
Ipumep TECT-OBDBEKTA nokaszan na pucynke 1

dukcaTtop ANA urn 3anaHHbiv O0BHEM
CTepeoTaKkCU4HEeCKou
Suoncuu

WTATUR
NALVEHTA

B Y NSNS EIEEEENER AN

a) Bug cboky

3agaHHbi obbeMm

dukcatop ANda urn [ cTepeoTaKkcu4eckon
Buoncun

b) Bug cnepegu

Pucynok 1 — Mpumep TECT-OBDBEKTA mis vcrmrranmnr MAMMOTPAOUYECKHUX YCTPOUCTB
HJISI CTEPEOTAKCHUCA

Cmanvhbie ueabt A6A510MCA UCHBIMAMEAbHBIMI USAAMU, UX OCMPUS 8bINOAHAIOM DOAb UCHbIMAMEABHOZ0
TECT-OBBEKTA Onu doaxcuwvt pacnoaazamecs 8 ycmpolicmee makKum o00paszoM, umobbt NepeKpvléancs
3adannbiii o6sem cmepeomarkcuseckou dbuoncuu oaxncna 6eems obecneuena 803MONCHOCTb DACHOAONCUND OOHY
U3 HUX 6 OKDECMHOCMIL +5 MM OM yenmpa 3a0anHo20 00sema cmepeomaxcu4eckol buoncuu, a 08a OCMAIbHbIX
OCMPUA UCHbIMAMENbHbIX U C0AMCHbL PACROAA2AMbCA 6HYMpU 3moeo obsema é npedeaax 10 mm om KpauHux

mowex X, y, z, oepanuwugarwux obaacms deicmeus MAMMOIPADQHIYECKOIO YCTPOUHCTBA I
CTEPEOTAKCHCA
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b) Ilpouedypa ucnoimanuii
Hamepome OauHy OUONCULHOU U2NbL U CPABHUME Pe3YAbMAMm ¢ HOMUHAAbHOU OAUHOU OUONCUUHOU Ueabl Uil
¢ 3anomuennou (3anpoepammuposaurot) 8 MAMMOIPAOHYECKOM YCTPOHCTBE JIJIA CTEPEOTAK-

CHCA. Hsmepennas oauna doaxwcna coenadams ¢ HOMUHAAbHOU Oaunou ¢ npedeaax +0,3 mm. Homecmume
TECT-ObBEKT na CTOJ A HAIITHEHTA MAMMOTPAOHYECKOI'O YCTPOHUCTBA /IJIA CTEPEQO-
TAKCHCA mak, umobbl GOHO 13 OCMpues UCnvimamensvHbix Uzi HaxXo0uA0Ch 8 OKpeCmHocmu +5 MM om yenmpa
3adaHH02Q 0Osema cmepeomaKkcu4ecKkou buoncuu, a 0ea dpy2ux OCmMpus UCNbIMAMeNbHbIX U2a maKxice pacno-
2a2aAUCh 6HymMpu 3a0anH020 obsema cmepeomaxkcuveckol buoncuu 6 npedeaax 10 mm om Kpaithux movex X, y,
Z, oepanuvusarwuwux smom obsem. Oxonro BJTOKA HCTOYHUKA PEHTITEHOBCKOIO U3AYHYEHHUA
MOdcem Obimb 3aKpenier 0caabasouuli 00HOPOOHbBLI Mamepuan, Hanpumep, ANOMUHUEBaA NAACMUKA MOAWUHOU

2 MM,
Boibepume QOKYCHOE IHATHO, oasa pabomut ¢ komopwem npednasnaveo MAMMOTPAQHYECKOE

YCTPOUCTBO JIUIT CTEPEOTAKCHCA.

Yemanosume cucmemy «PEHTTEHOBCKAS TPYBKA — npuemnur uszobpaxcenus» oaa noay4eHus Kpa-
HUOKaYJdanbHOU npoekuuu moaounou xceaesvi. Ilonyuume oea cmepeochumka. Ha kaxcoom uzobpaxcenuu
onpedenume 6ce NPOEKULU OCMpuUes UCNbIMAMenbHbiX Uen 8 npedenax 3a0aHH020 0bsemMa cmepeomarKcu4eckol
Guoncuu u esedume ux KoopouHamsl X, y U 7 € ycmpoucmeo daa cmepeomaxcuca. Pachoaoxcume ocmpue
buoncutinod ueavt 6 coomeemcemeuu ¢ nosuyuet, paccuumanrod MAMMOIT'PAOHIECKUM YCTPOHACTBOM
A CTEPEOTAKCHCA daa kaxcdod ucnoimamenbHod usinvi. ¥amepome u sanuwiume pasauvus @ K0opouna-
max x, y u 7 Mexcdy Kaxcobim ocmpuem UchsimamensHou u buoncuunou uen. Ilosmopume npouedypy ¢ cucmemou
«PEHTITEHOBCKUH H3JTYHATEITD — npuemnurx uzobpasxcenus», noeepHye ee 00 npeodeia OUana3oHa,
onpedenennoco [TPOHU3BOJIHTEIEM Ona kaunuvecko20 UCNOAL30BAHUA Y2108020 OMKACHEHUA 8 KAXOOM
HANPABAeHUU, 4 3amem 04 NPOMENCYMOUHbIX 3HA4eHUl y2noe 00 90° uiu 6onee. Ecau MAMMOI'PAPHYEC-
KOE YCTPOHCTBO CTEPEOTAKCHCA npednasnaveno dnn bonee wem 00HO020 HANRPAGAEHUA NEPEMEUCHUA
6uoncuiinoti ueavt omuocumensvio cucmemst «PEHTTEHOBCKHHU HU3JIYYATEID — npuemnux usobpaxce-
HUS», NoeMopume npoyedypy 6 wecmu pasiudHbiX Hanpaeiesusx 6 ouanasoune, onpedenennom U3IrOTOBHTE-
JEM 0Oas Kauruveck020 UCnoab308aHUA, 6KAIOMAS HE MeHee 08YX HANPABAeHUU HaQ PAHUKAX 3Q0AHHO20
JuanaszoHa.

¢) Humepnpemayusa pe3yabmamos umeperHui

CpasHume pas3nuyus 6 KoopouHamax X, y u 7 ¢ mpeboearnuem, npugeodeHHbIM Gbllle.

ITpumeuarnue - Tak kak d1s npouedypst npogepku Heobxoduma sudumocms ecex ocmpues uea Ha PEHTTEH O-
TPAMME, saxcto uzbezams nepesxcnonuposanus PEHTTEHOTPAOHYECKOH IIVIEHKH. lna docmuscerus moli yeau
moxcem Obimb NOAC3HO RPUMEHEHUE 0cAabasiiouje2o Mamepuana, nPeoloNCeHHo20 6 ONUCAHUL K npouedype ucnbimanull u
sagucaweso om muna PEHTTEHOBCKOI'O AITIHHAPATA.

24 Ycroiamsocts nps HOPMAJIBHOU DKCILUIVATAIIUUA

ITprMEHSIOT IMYHKTBI OOUIEro cTaHAAPTA, 32 UCKIIIOYEHHUEM.

Honontexnue )
24.101 Mammorpagpuueckuit PEHTIT EHOBCKHUH AITIIAPAT pnoyoxed ObITh yCTOWUMB K BO3AEUCT-

BUIO CUJIBI, cocTasistioniei 25% ero mMaccol, HoO He MeHee 220 H g caMbIx Jerk¥x anmnaparos.

Cuna npuxkaadsieaemcs € HANPAGAEHUU U Mecme, Haubonree OnacHoM O0AA HAPYUWIEHUA YCMOUMUBoCMmU
mammoepagpuueckoeo PEHTTEHOBCKOI'O AIIIAPATA. Onopot uau koneca doaxchot 6bimb 3a610KUPOBAHGI
g Haubonee Hebaazonpuamuom noaoxwceruu. Cuaa OORNCHA NPUKAAOBIBGMBCA 8 GblCUed MOvKe UAU 8 MmouKe,
Haxodawelica ¢ 150 cm om ypoeHs noAa, eCau 8biCOMA MeHblue.

Mammorpadpuyeckuit PEHTTEHOBCKHMUW AIITIAPAT nonxeH cooTBETCTBOBATHL 3TUM TPEOOBAHM-

aM B 100X pabounx yenoBusix HOPMAJIBHOU BKCIITYATALLAU.

PA3IEJT HATHINA. 3AHTUTA OT OITACHOCTEH HEXEJIATEJIBHOTI'O
WIN YPESMEPHOI'O U3JIYYEHHUA

[TpuMeHdIOT MYHKTHI O01LETO CTAHAAPTA, 34 UCKIIIOYEHHEM:
JornostHeHne

Hpurmewanue - Hynxme 21 u 22 pazoena 4 cooepucam mexnueckue mpebosarus, Ho QaKxmuuecku Hanpagaety
Hd 3GUUMY OM Hexceaamenvnoeo wiy ypeimepro2o U3TYAEHHUA.
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29 PEHTTEHOBCKOE U3JIYYEHUE

[Tpumensiercst nyHKT TOCT P 50267.0.3, 32 UCKITIOYEHUEM:
29.201.5 OBIHAA OUIABTPALIMA 8 PEHTTEHOBCKOM AITIIAPATE
HM3mMmeHeHuUe nepBoro abzalia

B PEHTTEHOBCKOM AIITIAPATE ObLIAA OWUJIIBTPALIUA 8 IIYUKE PEHTTEHOBCKOTI'O
N3J1IYUYEHWA, nagaromero Ha ITALIMEHTA, ucknrouass Martepuan JIFOObIX KOMIIPECCHOHHBIX TUTACTHH,
[PeLYCMOTPEHHDBIX JUIST UCNIONB30BAHUS B MaMMorpaduu, JoJKHa OBITE:

29.201.9 HUcnerranue CJIOA ITOJTOBHUHHOI'O OCIHABJIEHHWA

JlononHeHue

Ja PEHTIEHOBCKOI'O AIITIAPATA, npedna3naueHHO20 UCKAIOMUMENbHO 048 MAMMO2papulL, O0AHCHO

bbimb obecneverno, ymobst 80 8pemMsa UCNBIMAHUU KOMNPECCUOHHAA naacmuHna He Haxodunacs 6 [IYIKE PEHT-
TEHOBCKOI'O U3JAYYEHHUA

flpumenanue— Herknovenue KOMRDECCUOHHOU naacmuHel U3 usmepenuss He npomugopesum 29.201.2
FOCT P 50267.0.3, nockoavky mammoepagpuyeckuti PEHTTEHOBCKHH ATITIAPAT o0bbiuno codepxcum npocgepaertbte
KOMRPECCUOHHbIE NAACMUHb 045 OUONCUU MOAOMHOU Jicenesul.

29.203.4 CootsercrBue [10J1 PEHTITEHOBCKOI'O M3JYUYEHHWSA u IIOBEPXHOCTH I1PU-
EMHUKA U3OBPAXEHMSI

3aMeHa

J1OJKHBI OBITH [IpeAyCMOTPEHBI Ccriocodbl obecrnieueHUs nepekppitust [IOJIEM PEHTTEHOBCKOI'O
N3JIYHYEHWA sonusr uirepeca u HYBCTBUTEJIbHOTI'O OBbEMA yctpoiictBa ABTOMATUYECKOI'O
YITPABJIEH BKCITOGHITMOHHOHN H10O30MU.

Koraa ITOJIE PEHTTEHOBCKOTI'O U3NTYUYEHMUA otperyauposano npy HOPMAJIBHOU 3KC-
ITVNIYATAILINNA nnst monHoro nepekportng [TOBEPXHOCTHU TIPUEMHUKA U30BPAXEHWS, ono
noiixkHo coorBerctBoBaTh CTOJIY 14 HHAUIMEHTA u [TOBEPXHOCTU ITPUEMHHUKA U3OBPA-
XKXEHHS B caeayoommx rpaHulax:

ITOJIE PEHTTEHOBCKOI'O U3JIYUEHUA:

a) noJokHo pacnpoctpaHaThes o kpast CTOJIA IJ1IA ITALUVEHTA, KoTophlii TpUMBIKAET K IDYIHOM
kinetke [TAIIMEHTA, 1 He Bo/KHO BBIXOOUTD 32 3TOT Kpay Oojiee yeM Ha 5 MM;

b) He moxkHo BhIXOAUTE Oojiee yeM Ha 2% paccrostnus ot HHJIOCKOCTHU IMTPUEMHHUKA M30-
bPAXKEHHWUA no DOKYCHOI'O IIATHA 3a Bce Kpast o67acT nNpUeMHUKA H300paxeHUs .

IlIpruMeuyaHue — PacrionoxeHue AOIYCTHMOM 30HLI, YKAa3aHHOMW Bbllle B JIepeYMCIEHHM b), U3MEHEHO
TaKUM 00pa3oM, YTOObl HE UCKJHIOYAIACh BO3MOXHOCTh 00iyueHMs1 Bced obaacTy reHKU. D710 nospossieT 11OJ1b30-
BATEJIKO wu3bexarh Mpo3padHOCTU KpacB Ha IJIEHKE, YTO ONpPaBAaHO TIpH UTeHWU AHUATHOCTHYECKOU WHQopMaluu
M3 MaMMorpaMM, IJIaBHBIM 00pa3oM B CIydyasgx, KOrja 3KpPAaHUPOBKA IUVIEHKM BO BpeMs NpoCMOTpa NpaKTHYeCKH
HeocylliecTBMMaA.

I noruyeckoro o60ocHoBaHUS cM. rnpuioxeHue BB.

29.207 HEPBUYHBbLIE JAHIUTHDBIE CPEACTBA

3amMeHa

29.207.1 TpeGoBanus

Mammorpadbuueckuit PEHTTEHOBCKUWM ATITIAPAT nomked Owuith cHabxed [NIEPBUUYHBIM
SAIHUTHBIM CPEJJCTBOM B coOTBETCTBUM C TPeOOBAHUAMU, [IPUBEACHHBIMU HUXE. Bece koMOuHauuu
OOJEW PEHTTEHOBCKOIO U3NTYYEHUA u paccrosituit ot [TJIOCKOCTU NMPUEMHUKA HU30-
BPAXEHUA no POKYCHOTO IMATHA npu HOPMAJIBHOU 3KCITNTYATALIMY mo1KHbBI COOTBET-
CTBOBATH 3TUM TPCOOBAHUSIM.

[Tpoexius INEPBUYHOI'O 3ALIMTHOI'O CPEACTBA wa CTOJI HJiAd INTAIUMEHTA nomxHa
JOCTHUTATh 10 Me LIeH Mepe Kpasi, mpuMbikaroulero K rpyaHon kierke ITAIHMEHTA, a Ha gpyrux Kpasix
nojpkHa pacipoctpansitbes 3a [MTOJIE PEHTTEHOBCKOI'O U3JIVUEHUSA ne menHee ueMm Ha 1 %
paccrosinusi o1 [TJTIOCKOCTHU INTPUEMHUWKA N30bPAXKEHHUA 1o POKYCHOI'O ITATHA.

MaxkcumasibHO gonycTtuMblii yposeHb BO3AYUIHOU KEPMBI 3a TEPBUYHBIM 3AILIUTHDBIM
CPEACTBOM cocrasnsier 1 mxI'p 3a OBJIYYEHUE.

[Ipu onpenenennu coorsercteusi AHOAHOE HAIIPAXEHWE nosxruo 6pite HOMUWHAJTBbHbBIM
AHOJHBIM HAITPAXEHUEM.

[Mpu onpenenenuu coorBeTcTBUsl HHAPAMETPLI HATPY3KH nomxuel coorBercTBoBaTs MAKCHU -
MAJIBHO norpebnsiemoit DHEPI'MW nipu enuuuynoit HATPY3KE, vkazannoil B INACITOPTHBIX
VCIOBHUAX PEHTTEHOIPAOUN.
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Eciu [TAPAMETPHl HATPY3KHU moryTt ycraHasimupatees toipko CUCTEMOM ABTOMATHU-

YECKOI'O KOHTPOJIA, SKCITNTYATALIMOHHDBIE JOKYMEHTDI noskHabl coaepXarb MHCTPYKIIAN
i mosydeHust coorBercTyioniux JIIAPAMETPOB HAI'PY3KH npu npoBepke.

Coomesemcmaue mpebo8aHusM npogepaom OCMOMPOM, AHAAUIOM KOHCMPYKMOPCKOU O0OKYMeHmayuu,
IKCHAYATALIHOHHDBIX JOKYMEHTORB u ucneimanuem, npugedennvim 6 29.207.2 TOCT P 50267.0.3.

29.208 3amura or HEMCITIOJB3YEMOI'O U3JIYYEHUA

JlotionHeHue

29.208.101 3AIIIUTHAA IHUPMA }

MammMorpadpuuyeckui PEHTTEHOBCKHMU AIITIAPAT, s kotoporo onpeneneHa OCObAA 3OHA
[IPEBBIBAHWA, noaxen umers 3AIIWMTHYIO HIHMPMY, xotopas nosxHa pacrionararbess MeXIy
OCOBOM 30HOM IIPEBBIBAHHMA u CTOJIOM J1J14 TNIAUMEHTA. 3ALLIMTHAA HIMPMA He
nojukHa npenarctoBath OIIEPATOPY HaGmonars 3a HAHMEHTOM Bo BpeMst moayyeHUs MAMMOTPaMM.
OHa J10JDKHA pacrpocTpaHsaThes OT He Oosiee yeM 15 ¢M OT 1oJia 1o BbICOTHI HE MeHee 185 CM, U IUMpUHA
ILUPMBI TOKHA ObLITL HE MeHee 60 cM.

[TpuMeuaHue — Boicora OCOBOU 30HEI MPEBBIBAHMS, xoropas onpenenena B TOCT P 50267.0.3,
HeobsaszarenpHo noapasymesaer, uto JAUIUTHASN HIMPMA, onucaHHag B HacTOSWEM cTaHaapTe, UMEET TaKylo Xe
BBLICOTY.

g manyqarowmein Monubaesosor MUIIEHHW, AHOAHOI'O HAIIPAXKEHWMA 35 kB ¢ HHPO-
LILIEHTHOU ITYJIbCAIIMEHN He 6onee 4 1 OBUIEV ®UJIBTPAIIMEM 0,03 MM monuGaeda DKBHUBA-
JIEHT {10 OCJJABJITEHHNIO 3AHLIMTHOW IWUPMBI nosrxen 6erte He MeHee (0,08 MM CBMHIIA.

JALHIUTHAA HIWNPMA ponxHa OblTh MapkupoBaHa ¢ ykazaHueM ee SKBUBAJIEHTA IO
OCHADBJIEHHIKO co ccbutkoil Ha HacToAIIMIA CTaHIAPT.

IIpumeyanue— Yacranle TpebGoBanua pobasiensl B 29.208.10]1 TOCT P 50267.0.3 no mpakKTUYyeCKUM
COOOpaAXEHMAM, TJITaBHBIM 00pa3zoM ist Toro, 4ToObl yrouyHUTh Tpebopanue wig SKBHUBAJIEHTA 110 OCJIADBJIE-
HHNIO 3AILIATHBIX HINPM, npeanasHaueHHbIx ansa maMmorpadudecknx PEHTIEHOBCKHUX AINITAPATOB.

OaHako HX BBHITONHEHUE HE00A3aTeAbHO NPUBOAUT K BRIIIOTHEHHIO TPeOOBAaHMH 061UETO CTAHAAPTA M HaCTHbIX TIPaBHIT
u tpebosadui mia npeaenos DPOEKTUBHOM J10O3bI, noayyaeMoin OITEPATOPOM.

PA3JIEJI IIECTOMN. 3AIITUTA OT OITACHOCTEU BOCIIVIAMEHEHUS
rOPIOYNX CMECEU AHECTETHKOB

[IpMeHSIOT MYHKTHI 001UEro cTaHgapTa

PA3JIEJI CEIBMOMN. 3AIINUTA OT YPE3MEPHBIX TEMIIEPATYP
" IPYIAX ONIACHOCTEN

[TpuMEHSIOT NMYHKTH! OOLLErO CTAHAAPTA

PA3JAEJI BOCBMOMN. TOYHOCTHh PABOYUX XAPAKTEPUCTHK U 3AIIHUTA
OT INTPEACTABJAIOOINUX OITACHOCTD BbIXO/HbBIX XAPAKTEPUCTHUK

[TpUMEHSIOT IMYHKTh! OOLIEro CTAHIAPTA

PA3IEJ AEBATBIA. HEHOPMAJIbHASL PABOTA U YCJIOBUSI HAPYIIIEHUS;
UCITBITAHUS HA BO3JJEUCTBUE BHEIITHUX ®AKTOPOB

[1puMeHsIOT MyHKTH! O0LIEero cravaapra

PA3JIEJ JECATBHIN. TPEBOBAHMA K KOHCTPYKIINMA

[lpuMeHsIIOT IYHKTHI O0IIEro CTaHAapTa
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IHHPUJAOXEHHWE AA
(oOs13aTenbHOe)

YKa3areJib TEPMHHOB

B HacrosileM yxasaTese IS KAKIOro TepMMHa yKa3aHbl COOTBETCTBEHHO

- HOMepa IMOANYHKTOB NYHKTA 2 « [epMHUHBI U ONpeac/IeHUsI» HacTOdLIEero CTaHaapra,

- HOMEpa MOUTYHKTOB MyHKTa 2 obuiero crannapra (OC- ),

- obo3”HayeHue TepMmMuHa no MBK 60788 (MP- ),

- obo3HadeHue TepMuna no MK 61223-2-2 (A- )

JHAKOM «+» U «—» OTMEUYEHBI IIPOU3BOAHBIE TEPMHMHBI 0€3 ONpeAc/iCHUA M TEPMHHBI 0€3 olipeleieHUs o
M3K 60788 cooTBETCTBEHHO

ABTOMATUUYECKOE YIIPABJIEHME DKCHO3UHUOHHOW N030M MP-36-46
AHO/IHOE HAIIPSI>KEHUE MP-36-02
AHOJHBIA TOK MP-36-07
BJIOK UCTOYHUKA PEHTITEHOBCKOI'O UBTYUYEHUS MP-20-05+
BO3AVIIIHAY KEPMA MP-13-11
BPEMS HATPY3KU MP-36-10
BCIIOMOTATENLHOE OFOPYAOBAHUE MP-30-01
JOCTYITHASA MMOBEPXHOCTD MP-84-07
3ALUUTHAS IHVPMA M P-64-04
U3AEJIUNE 0OC-22 11}
U3JTYYEHHUE MP-11-01
M3MFPEHHOE 3HAUYEHUE MP-73-08
UHCTPYKUMHU 10O DKCITIVATALIUU MP-82-02
KOMITPECCUOHHOE YCTPOUCTBO MP-35-15
KOHTPOJIUPYEMAS 30HA MP-63-035
KPAEBOV OUBTP MP-35-05
MAKCUMAJIbHAS DHEPI'US MP-13-32
MAMMOT PAOUUYECKOE YCTPOUCTBO UJISI CTEPEOTAKCHUCA 2101 1
MUILIEHD MP-20-08
MOIUHOCTb KEPMBI MP-13-11
u MP-13-13
HATPY3KA MP-36-09
HEUCITOJAB3YEMOE U3JIVUEHUE MP-11-12
HOMMWHAJILHOE AHOIHOE HAINPSKEHUE MP-36-03
HOPMAJIBHOE UCITOJABb30BAHUE MP-82-04
OBJIYYEHMUE MP 12-09
OBO3HAYEHUE MOIEMU WIU TUTIA (HOMEP TUIA) 0C-2122
OBLLIASA ®WIbTPALINS MP-13-48
OTEPATOP MP-85-02
OCBETUTEND FMJIEHKU A-321
OCOFAS 30HA ITPEELIBAHUA MP-63-07
OCTATOYHOE U3JIYYEHMUE MP-11-14
OTCEUBAIOUINU PACTP MP-32-06
[TAPAMETP HATFEY3KH MP-36-01
[TACITOPTHBIE YCJIOBUSA PEHTTEHOTPADU U MP-36-36
NAUUEHT MP-62-03
MEPBUYHOE 3ALLIMUTHOE CPEACTBO MP-64-02
[TTOCKOCTE NIPUEMHHUKA U3OBPAXKEHUSA MP-37-15
[MTOBEPXHOCTb [NPUEMHUKA U30BPAXEHMA MP-37-16
[TOJIE PEHTTEHOBCKOTIO U3TYUYEHUS MP-37-07+
[TOJTB30BATEJD MP-85-01

[TPUCITOCOBJIEHHUE MP-83-06
Il
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IMPOU3BEAEHUE TOK—BPEMS]
I[TPOLUEHTHAA MIVJIBCALUA

MYYOK PEHTIEHOBCKOI'O U3JIYYEHUA
PAIIUALIMOHHAS 3AILIUTA
PEHTTEHOBCKAS TPYEKA
PEHTTEHOBCKUMU ATIITAPAT
PEHTTEHOBCKHUHM U3JIYUYATEND
PEHTITEHOBCKOE U3JIYYEHUE
PEHTTEHOBCKOE IMUTAIOIIEE YCTPOUCTBO
PEHTITEHOTPAMMA
PEHTTEHOTPA®UUYECKAS KACCETA
PEHTTEHOTPA®UYECKAS TUIEHKA
MUTAIOILIAA CETH

CJIOHU ITOJIOBUHHOI'O OCJIABJIEHUS
COBCTBEHHAS ©®UJILTPALIUA

CTOJ 1S TIALIMEHTA

TECT-OBBEKT

VCUJIIUBAIOUIUH 3KPAH

VCTPOUCTBO U1 UTOJIBHOM BUOIICUU
YACTH PABOYAY]

YYBCTBUTEJILHBIM OFLEM
DKBUBAJTEHTHAS IO KAUECTBY OUJIbTPALLIUA
SKBUBAJIEHT 10 OCJIABJEHHUIO
AKCIUJIYATAIIMOHHBIE JOKVMEHTDI
SOPEKTUBHAS DKBUBAJIEHTHAA [103A
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MP-36-13
MP-36-17
MP-37-05+
MP-60-03
MP-22-03
MP-20-20
MP-22-01
MP-11-01
MP-21-01
MP-32-02
MP-35-14
MP-32-32
OC-2 12 10
MP-13-42
MP-13-46
MP-30-02
MP-71-04
MP-32-38
2101 2
OC-215
MP-51-07
MP-13-45
MP-13-37
MP-82-01
MP-13-25
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[IPUITOXEHUE BB
(CITpaBOYHOE)

ObocHoBanue JONYCTHMOCTH NOJHONO O0JyYeHHs MCHOJIb3YEMBIX ILIEHOK

Texcr B 29 203 4 TOCT P 50267 0 3 He gonyckaert pacnpocrpaHeHus [IYUYKA PEHTTEHOBCKOI'O HU3JIV-
YEHWA 3a kpas IIOBEPXHOCTHU IIPUEMHHUKA U30BPAXKEHHWS, 3a ncxnroueHueM Kpasi, MIPUMBIKAIOUIETO K
FPYAHOM KJIETKE TO COOTBETCTBYET ITOJIOKEHHUIO, IIpU3HAIOLILEMY, 4To N100oe obayyeHUe, nanamollee BHe IUIEHKH, He
MOXET coslathb HenocpeacTseHHOU mnonbibl A1 [TAUMEHTA 3Bro o3xavaer, yro nonyctiMoe otkiioHeHUe [TYHYKA
N3AYUEHHWA Bcerna nomxHo ObITH B TIpe/ienax HEUCTIONb3YEMOro Kpas IJIeHKH JTH ITpo3payHble Kpasg HYXAaoTCA
B 3akpbITUH BO BpeMs ripocMorpa Ha OCBETHUTEIE IIVIEHKHA (HETATOCKOIIE) ¢ nenvio coxpaHeHUs yIOBIe-
TBOPUTENBHBIX YCAOBUM Uid Habaroparenass Npu U3BIEUEHHU U3 TUICHKH JIMAHOCTHYECKON WHQoOpMALIMKM  BDTO
O0OCTOATENBCTBO CTAHOBUTCS TeM DoJjiee BAKHBIM, YTO HaOMoJacTcsd TeHAeHUMA K UCIIOJb30BAHUK Bce OoJiee APKUX
ocBeTuTesel M Dosiee BbICOKOTO TiouepHeHus TieHKU [1pu aToMm Menialoiliee BO3ASHUCTBUE TIPO3PAUHOrO Kpasi TUIEHKU
oojnee OUIYTUMO

OTzenbHasI S5KpAaHUPOBKA KpaeB AONYCTUMA, Korlla pacCMaTpyUBaeTcsd HeboJbloe KONMYECTBO IJIEHOK, OJHAKOo
3TO HEBO3MOXHO ISl YCJIIOBUH, B KOTOPBIX MPOCMATPUBAIOTCA OYeHBb O0JIbliINE KOAUYECTBA IUIEHOK, KaK HallpyuMep, B
[IporpaMMmax npoduiakTH4ecKoro odcie10BaHUs MOJOYHOM XeJie3bl VI3BECTHO, UTO palvOJIory NpH JaHHBIX YCIIOBUSIX
JEAAOT MaMMOTPaMMBbl O€3 fIpO3paYHbIX Kpaces

910 He smisiercsi HapyuieHueM OpuHouna “ALARA” (As Low As Reasonably Achievable), ecnu HazexHo
yCraHoBjieHO, 4To yBenuyeHue Jo03bl Ha [TAILIMEHTOB (ecnu nx HeckonbKo) onpaBabIBAETCSH BO3pacTaHUEM IT0Ib3bI
JUISi OTAEJbHBIX JIMWHOCIEH WIM BCerce HaceJeHHUs, NpoxXoasauiero odbcaefoBaHUE

YeeanueHue go3bl Ha [TAHWEHTOB, so3Hukaroniee B pe3yabTare NOJAHOTO o0yUeHUst HCHOJIb3YEMBIX TUIEHOK,
He sBisgeTcd 3HaYuTenbHeiM B MaMMorpaduy asonoiHudrensHoe ob6i1ydeHue, BO3HUKAIOMEee PAAOM ¢ KpasiMu, oOBIYHO
He gBasiercd onacHbIM wist ITALIMEHTA wn orpanmnuusaerca [IEPBHUYHBIM 3ALIHUTHDBIM CPEJIACTBOM (xoto-
po€, KOHEYHO, TpeOyeT U3MEHEHUS pa3MEpOB, YYHUTBIBASA IONYCTUMOE YBEJIUYEHHE pa3sMepoB obiiyyaeMoy obacTH)
B oOniyHoOM npakTKe MaMMorpadpu nNpU3HaeTcss onpaBaaHHBIM yBeliMueHMe J03bl HAa ITALIMEHTA, BosHuKalonee
npu OBJIYHEHWUMWM obnacreit BHe cdepnl uHIepeca, TIOCKOALKY Beernaa obrnyyaercss obnacth rieHKH OAMHAKOBOI O
paszMmepa utg BceX [IALIMEHTOB, xoTopas B KaXIIoM KOHKPETHOM CAVUYAe NEPEKPLIBAET 3aREAOMO QONBIUYIO MJIOLARE,
yeM obnactu mHrepeca [IpuHsTo BO BHMMaHMe, 4yto M3MeHeHHMe B 29 2034 ['OCT P 50267 0 3 He nmpuUBOOMT K
N3MEHEHHIO 3(DHEKTUBHON 103b1 OOJIBILIE, YEM NPU3IHAHO B CHOXUBLICHCA ITPOPECCHOHATILHON NMPAKTUKE, B OTMEHSET
npexHee orpaHuMdeHue, Koropoe He Bceraa Owuio B uHTepecax [IAIIMEHTA Her obcrogtrenbctB, koraa Obi
mammorpaduueckuit PEHTTEHOBCKUW U ATITIAPAT Mor okasatbesi onacHbiM Ecian PEHTTEHOBCKU N ATTTIA-
PAT ucnionb3yeTcs TOJNBKO TOrAa, KOTAa 3KpaHUPOBKA IUIEHKH BO BPEMA INPOCMOTPA HpAKTHUYECKH peayiu3yeMa, 370,

KOHeYHO, gBiasiercd oOocHOBaHHMEM s rokynarens oxasaTh npearntodyredve tomy M3AEJINIO, xoropoe moxer
orpanuyuBatsh [1YHOK PEHTITEHOBCKOI'O U3JIYUHEHHWA B obnacty, MeHblIENH YEM MAaKCUMATLHO pa3pelIcHHAS
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