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IIPABUTEJBCTBO POCCUHMCKOMN ®EJEPAIINU

IHOCTAHOBJIEHHUE

ot 30 HosiOpst 2021 r. Ne 2129

MOCKBA

00 yrBep:kaenun IonoxeHust 0 JTMIEH3UPOBAHUM 1EATEILHOCTH 10
TEXHHYECKOMY 00CTy:KUBAHUIO MEIUIUHCKUX U3eJui (3a
HCKJIIOYEHHEM CJIy4dasi, eCJIM TeXHHYeCKoe 00CTy;KMBaHHe

OCYILIECTBJISIETCH /11 00ecnevYeHusi COOCTBEHHbBIX HYIK/
OPUIMYECKOT0 JTHIA WIX MHAMBUAYAJIBHOT0 peANPpUHUMATEJIA, a
TaKKe CJIy4asi TEXHUYeCKOro 00CayKUBAaHUA MeIMIMHCKNX
U3/1eJIMii C HU3KOM CTeNeHbI0 MOTEHIHAJBbHOI0 PUCKA UX
NPUMEHEHNs1), BHECEHMH NU3MEHCHUI B MIOCTAHOBJICHHE
IIpaBurteabcTBa Poccuiickoii @egepannu ot 15 centsiops 2020 r.
Ne 1445 v npu3HaAHUM YTPATHBIIMMH CHJIY OT/ACJIbHBIX AKTOB

IIpaBurtenncrBa Poccniickonn denepanun

B cootBerctBUM ¢ @enepanbHbiM 3aKOHOM O JIMIIEH3UPOBAHUU OTAEIBHBIX

BUJI0B AesitesibHOCTH [IpaBuTenbcTBO Poccniickoit @enepannu mOCTaHOBIISIET:
1. VTBepauth nmpuiaraeMele:

[lonoxeHnne O  JUUEH3UPOBAHUU  JACSITEIBHOCTH IO  TEXHUYECKOMY
00CITy’KMBaHHUIO MEIULIMHCKUX U3ENINH (32 UCKITIOUEHUEM CITy4ast, €CJIM TEXHUUECKOE
OoOCITy’>)KMBaHHME  OCYIICCTBISIETCS Uil  OOeCleYeHUs] COOCTBEHHBIX  HYXK]I
IOPUANYECKOTO JUIAa WM HMHJAWBHUAYaJIbHOTO MPEANPUHUMATENS, a TaKXKe Ccllydas
TEXHUYECKOTO OOCITYXUBAaHUA MEIUIMHCKUX U3JIEJIUH C HHU3KOH CTEIEeHbIO

MOTEHIIMAIBHOTO PUCKA UX TIPUMEHEHHS);

a63an. (He neiictByer ¢ 1 mapra 2022 r. - aG3an 2 myHKTa 5 HacTOSALLETO

HOCTaHOBJ'IeHI/ISI)
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2. OLleHKa COOTBETCTBUS JIMIIEH3MATA JIUICH3MOHHBIM TpEeOOBaHUSM B
cooTBeTcTBUM C [lonokeHueMm, YTBEpKICHHBIM HACTOSIUIMM ITOCTAHOBJIEHUEM,
MPOBOJMUTCS B CBSI3M C M3MECHEHHUEM TIEPEYHS PabOT, yCIyT, KOTOPHIE BBITTOTHSIIOTCS B

COCTAaBC JIMOCH3UPYEMOI'O BUaa JCATCIbHOCTH.

IOpunnueckue JMma, WHAMBHUAYAJIbHBIE MPEANPUHUMATENH, HMEIOIINE
JULEH3UI0 HAa OCYIIECTBIEHUE AECSATEIBHOCTH MO IMPOU3BOJACTBY U TEXHUYECKOMY
oOCITy’)KMBaHHIO (32 HUCKJIIOYEHHEM Cyyas, €cClid TEeXHHYECKOe OO0CIIyXKHUBaHHE
OCYIIECTBIISIETCS IS OOecriedeHus] COOCTBEHHBIX HYK] IOPUIUYECKOTO JIHUIA WIH
WHIUBUIYATBHOTO TPEINPUHUMATENS) MEIUIIMHCKON TEXHUKH, C YKa3aHueM padoT,
YCIIYT, BBITIOJIHAEMBIX B YACTH TEXHUYECKOTO 00CTYKMBAaHUS MEIUIIMHCKOM TEXHUKH,
B niepuon ¢ 1 mapra 2022 r. go 1 ssuBaps 2024 r. o6s3ansl noaats B denepanbHyro
cityx0y 1o HaA30py B chepe 31paBOOXpaHEHUs 3asBJICHUS O BHECEHUU U3MEHEHUH B
peecTp JUUEH3UM B CBSA3M C M3MEHEHHEM [IEpEYHsl BBIMOJIHSIEMBIX padoT,
OKa3bIBaEMBIX YCIYI B COCTAaBE€ JIMIIEH3UPYEMOI'O BHJA JEATEIBHOCTH B IOPSJIKE,
ycTaHOBJIEHHOM cTaThel 18 denepanbHoro 3akona "O IUMIEH3UPOBAHUU OTIAEIBHBIX
BUOB JiesTeabHOCTH" (B peaakiuu deaepaibHOro 3akoHa "O BHECEHUN U3MEHEHUN
B OTJZIEJIbHBIE 3aKOHOJATeNIbHBIE akThl Poccuiickon denepannn B CBA3U C IPUHATAEM
®denepanbHOro 3aKoHa "O Trocy1apCTBEHHOM KOHTpOJIE (HAA30pe) U MyHUIIUTIATLHOM

koHTpoJie B Poccuiickoit @enepanuu").

3. ®eaepanbHOI cy>)K0€e 1Mo Ha30py B cdepe 3ApaBooXpaHeHus 10 1 ceHTAOpS
2022 1. akTyanu3upoBaTh JaHHBIC PEECTPOBBIX 3AMUCEH €IMHOTO peecTpa JINUICH3HUH,
COJICPIKAIIMX CBEJCHUS O TEXHUYSCKOM OOCITYXKMBAHHHM MEIUIMHCKHUX W3ICIHH,
KOTOpoe B cooTBeTcTBHH C  [looKeHHEM, YTBEPXKICHHBIM  HACTOSIIAM

IIOCTAHOBJIEHUEM, HE TPeOYyEeT MOTyUEHUs JILEH3UU.
4. IlpusHate yTpatuBIIMMHU cuiy ¢ 1 mapra 2022 r.:

noctanoBnenue I[IpaButenbctBa Poccuiickoit ®enepamuu ot 15 ceHTsaOps
2020 r. No 1445 "OG0 yTtBepxaeHuu [1onoxeHus o TUIEH3UPOBAHUH ICSITEIIHHOCTH 10
MPOU3BOJICTBY U TEXHUYECKOMY OOCITY>KMBAHUIO (32 UCKIIOYEHUEM Ciyuas, eCiu
TEXHUYECKOE 00CITyKHBaHNE OCYIIECTBISETCS sl 0OecTiedYeH s] COOCTBEHHBIX HYXK/T
IOPUNYECKOTO JIMIa WM WHIWBHIYAIBHOTO MPEANPUHUMATENS) MEIUIIMHCKOM
texuuku" (CobOpanue 3akoHomaTenbcTBa Poccuiickoit denepanmu, 2020, Ne 39,
ct. 6037);

IIYHKT 5 U3MEHEHUH, KOTOpbIE BHOCATCA B aKkThl [IpaBurenscrtBa Poccuiickon
@enepanuu MO BOIPOCAM JIMIIEH3UPOBAHMUS OTIEIBHBIX BHJIOB JEATEIBHOCTH,
YTBEPXKACHHbIX nocraHoBieHueM [IpaBurensctBa Poccuiickoit  Penepanun

ot 28 Hosi6pst 2020 T. Ne 1961 "O BHeceHWM W3MEHEHUH B HEKOTOPBIC AaKThI
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[IpaBurtenbcTBa Poccuiickoit @eaepannu o BoNpocam JULEH3UPOBAHUS OTAECIbHBIX
BuJ10B fesarenbHocTu" (Cobpanue 3akoHonarenbctBa Poccuiickoit denepanvu, 2020,
Ne 49, ct. 7934).

5. HOJ'IO)KeHI/Ie, YTBCPKACHHOC HACTOAIINUM ITOCTAHOBJIICHUCM, BCTYIIACT B CUITY

¢ 1 mapra 2022 r. u neiicrByet no 1 mapra 2028 r.

I/ISMGHGHI/ISI, YTBCPKACHHBIC HACTOSIINUM IMOCTAHOBJICHUCM, BCTYIIAIOT B CHUITY C

1 suBaps 2022 r. u peiictByrot a0 1 mapra 2022 r.

[Ipencenarens [IpaBuTenscTBa
Poccuiickon ®Penepannu M.Mumryctus

YTBEPXJIEHO
noctaHoBjeHueM [IpaBuTenscTBa
Poccuiickon @enepannn
ot 30 Hos6pst 2021 1. Ne 2129

IMOJIO’KEHUE
0 JINIIEH3MPOBAHNH JeSITEJIbHOCTH 10 TEXHHYECKOMY
00CIy:>KUBAHUIO MeTUIIUHCKUX U3/1eJMi (32 MCKII0YEHUEM CJIydas,
eCcJIM TeXHU4YecKoe 00CTyKMBAHUE OCYIIeCTBISIETCH sl
o0ecredyeHHUsI COOCTBEHHBIX HY K/l IOPUAMYECKOT0 JIUIA UJIN
HHAUBUIYAJIbHOT0 NPEeANPUHUMATEIS, a TAKKe CIy4as
TEXHUYECKOro 00CTyKMBAHUA MEIUIMHCKUX U3CJIUI ¢ HU3KOHI

CTCIICHBI0 MOTCHINHAJIBHOI'O PHCKA UX l'[pI/IMeHeHI/Iﬂ)

1. Hacrosimee  IlomokeHue — ompeaessieT  MOPSJAOK  JIMIICH3UPOBAHUS
NEATETbHOCTA 10  TEXHUYECKOMY  OOCIY)KMBAHUIO MEIUIMHCKUX  U3JIETUN
(32 UCKITIOUEHUEM CITydasi, €CJIM TEXHUUECKOe OOCTYKUBAHUE OCYIICCTBISICTCS IS
oOecriedyeHus: COOCTBEHHBIX HYXKJ IOPUIUYECKOTO JUIA WIW WHIWBHIYATHHOTO
MpeANPUHUMATEIISA, a TaKKe Cllydas TEXHUYECKOTo OOCITY)KMBAHUS MEIUIIMHCKHX
M3JEIUNA C HU3KOW CTENEHbI0 MOTEHIMAIBHOIO pPHUCKA WX MpUMEHeHus) (maniee -

NESATETLHOCTD 10 TEXHUIECKOMY 00CITYKUBAHUIO METUIIMHCKUX W3ICITAN ).
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2. IlepeyeHb BBIMIONHSAEMBIX PA0OT, OKA3bIBAEMBIX YCIYT, COCTABIISIOIINX
JUIEH3UPYEMbIN BUJ ACSITETLHOCTH [0 TEXHUUECKOMY OOCITYKHBAHUIO MEAULIMHCKUX
u3enuil (32 HMCKJIIOYEHWEM  Cliydas, €eCcld TeXHH4YecKoe 0oOCTy>KHBaHHE
OCYIIECTBIISIETCS Ui OoOecredeHus] COOCTBEHHBIX HYXKJl IOPUIUYECKOTO JIHUIA WIH
WHIUBUYabHOTO MPEIPUHUMATEIA, a TAKXKE ClTydas TEXHUYECKOro 00CTyKUBAHUS
METUIIMHCKUX U3/ICTTUI C HU3KOHM CTENEHbIO MOTEHIIMALHOTO PUCKA UX IPUMEHEHU ),

npuBezeH B npuioxkennn Ne 1.

3. Jlunenzupyemasi  ACSATEIBHOCTh IO  TEXHHUYECKOMY  OOCITYKHBaHHUIO
MEIUIIMHCKUX W3JEINA TMPEACTaBIsIeT COO0OW MEePHOJUYECKOE M BHEIUIAHOBOE
TEXHUYECKOE JTUAarHOCTUPOBAHUE, BOCCTAHOBJICHHE PaOOTOCIIOCOOHOCTH, MOHTAX U
HAJIAIKy MEOUUMHCKUX H3IACIMKA W3 TPYINIl IO KJJaccaM MNOTEHUHAIBHOTO PHUCKA
MIPUMEHEHUS, PETYCMOTPEHHBIX NpuiokeHrueM Ne 1 k Hactosemy [lonoxenuto,
JUISL KOTOPBIX YKa3aHHbIE pa0OTHI MPEAYyCMOTPEHbl HOPMATUBHOM, TEXHUUYECKOU MU

3KCHHyaTaHHOHHOﬁ ,I[OKYMCHT&HHeﬁ MMPOU3BOJAUTCIIA.

B ciyuae ecnu 1711 MEIUIIMHCKOTO U3/IETUSI HE MPEAYCMOTPEHBI HOPMATUBHOM,
TEXHUYECKOU WJIN HKCIUTYaTAlMOHHON TOKYMEHTAIIMEW IMTPOU3BOAUTEIIS JCUCTBUS IO
€ro MEePUOJUYECKOMY U  BHEIUIAHOBOMY  TEXHHMYECKOMY  OOCIYKHUBaHHIO,
TEXHUYECKOMY  JUArHOCTHUPOBAHHWIO,  BOCCTAHOBICHHIO  PabOTOCIOCOOHOCTH,
MOHTAXYy Y HaJIaJIKe WM MEUIIMHCKOE U3/IeJINE HE MOXKET ObITh OTHECEHO HU K OJTHOM
W3 Ipynn MEAUIIMHCKUX M3JENIUIA M0 KjaccaM MOTEHIUAIBHOrO0 PUCKa MPUMEHEHUS,
MpeayCMOTPEeHHBIX npuiiokeHueM Ne 1 k Hacrosmemy llonoxenuro, nesTeIbHOCT
M0 TEXHUYECKOMY OOCIYXKHBAHHIO MEIUIIMHCKAX W3JCIUN HE TOJICKUT

JUIIEH3UPOBAHUIO.

4. JInueH3upoBaHUE JCSITEIBHOCTH IO TEXHUYECKOMY  OOCITY)KHBAaHUIO
MEIUITMHCKUX U3JIeNui ocytiecTBisieTcss denepanbHOl Ci1y»KO00i Mo Ha30py B cdepe

3IpaBOOXpaHeHus (Haynee - JTUUEH3UPYIOIIUI OpraH).

JIuneH3upyonuii oprad yreepxaaet GopMbl JOKYMEHTOB, HEOOXOAUMBIX IS
peanuzanuu  Hacrosiuiero Ilonmoskenust (GopMbl TpeACTaBISIEMBbIX —3asBICHUMH,

YBEJIOMJICHUHN U CBEJICHHUI).

5. HI/IH€H3I/IOHHBIMI/I Tpe6OBaHI/I$IMI/I npu OCYHCCTBJICHUU ACATCIBbHOCTHU 11O

TEXHUYECKOMY 00CITYKMBAaHUIO MEIUITUTHCKUX U3CTHH SBISIFOTCS:
a) HaJIM4YKMe y COMCKATENs JINLEH3UU:

NpUHAJUIeKAIIUX €My Ha IpaBe COOCTBEHHOCTH WJIM HMHOM 3aKOHHOM
OCHOBAHUH, IPEyCMATPUBAIOIIEM MPABO BIIAJICHUS U MPABO MOJIb30BAHUs, 30AHUM,
COOPY’)KEHUHM, TOMEIICHUNM IO MECTy OCYILIECTBJIEHHUS JIULEH3UPYEMOTO BHAA

ACATCIIBHOCTHU 11O TCXHUYCCKOMY O6CJ'Iy>I(I/IBaHI/IIO MEOUIIMHCKUX HSI[eJIHfI;
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NpUHAUICKAIIUX €My Ha TMpaBe COOCTBEHHOCTH WJIM HMHOM 3aKOHHOM
OCHOBaHUH, MPEyCMAaTPUBAIOIIEM MIPABO BJIaJIEHUS U MPABO MOJB30BaHUS, CPE/ICTB
W3MEpPEHUN, COOTBETCTBYIOIIUX TPEOOBAHMUSIM, MPEAYCMOTPEHHBIM cTaThel 13
®enepanpHoro 3akoHa "OO obecreueHUH €AMHCTBA M3MEPEHUN'", U TEXHUYECKUX
CpPEeICTB M OOOpPYJOBaHHS B COOTBETCTBUU C IEPEYHEM CPEJICTB H3MEPEHUA,
TEXHUYECKUX CPEACTB M O0OpYAOBaHMS, HEOOXOAUMBIX I TEXHUYECKOTO
oOCITyXKMBaHMsI ~ 3asBJICHHBIX TPYIN MEAMIMHCKUX U3JIEIUA MO  KjaccaM

IMOTCHIUAJIIBHOTO pUCKAa UX IMPUMCHCHU:, COTJIACHO ITPUIIOKCHUTO No 2,

CUCTEMBbl MEHE)KMEHTa KayeCTBa, CO3JAaHHOW U (QYHKIUOHUPYIOIIEH B
COOTBETCTBHH C TpeOOoBaHUAMHU MexkrocyaapcTBeHHoro cranmapra 'OCT ISO 13485-
2017;

paboTHUKOB (IIpU BBHIMOMHEHUU | wnu 2 BUAOB paboT (ycnyr)- HE MeHee
2 4eNOBeK, ITPH BBIMOJIHEHUH 3 UK 4 BUIOB padoT (yciIyr) - He MeHee 3 ueoBeK, Ipu
BBITIOJIHEHUH 5 U 60siee BUIOB pa0oT (YCIIyT) - HE MEHEee S YEeJIOBEK ), 3aKIFOUUBIIHX C
COMCKATEJIeM JIMIICH3UNW TPYAOBBIE JOTOBOPHI, OCYIIECTBISIOMIUX TEXHUYECKOE
oOCITy’>KMBaHHE MEAMIMHCKUX M3JCINM, WMEIOIIMX BBICIIEE WJIH CpeaHee
npodeccruoHanbHOe (TEXHUYECKOE) 00pa3oBaHKe, CTaX PadOTHI IO CIICIIUATLHOCTH HE
MeHee 3 JIeT U JONOJHUTENbHOE MPO(PEeCCHOHATbHOE 00pa3oBaHME (IIOBBHIIICHHE
KBaMU(UKALMU HE pEeXe OJHOro paza B 5 jeT) B cdepe BBIIOIHAEMBIX paboT U
OKa3bIBa€MbIX YCIYT, TPU OTOM COUCKATENb JHUICH3WUU - WHAUBUAYaIbHBIN
MpEeANPUHUMATEh CaM MOXET SIBISITHCS TaKUM PaOOTHUKOM TPU HAIHYUU Y HETO

yKa3aHHOTO 00pa30BaHUS;
0) I1s1 TUIIeH3MAaTa!

HaJIM4YKe MPUHAJJISKAIUX €My Ha TIpaBe COOCTBEHHOCTH WJIM MHOM 3aKOHHOM
OCHOBAHUH, IPEIyCMATPUBAIOIIEM NPABO BIIAJICHUS U MPABO MOJIb30BAHUs, 30AHNM,
COOPYKECHUM, TIOMEIIEHUM IO MECTy OCYIUECTBJIEHHUS JIMLEH3UPYEMOTO BHAA

ACATCIIbHOCTU 110 TCXHUYCCKOMY O6CJ'Iy}KI/IBaHI/HO MCOUIIMHCKUX HS,Z[GJIPIP’I;

HaJIM4Ke MPUHAJUISKAIUX EMY Ha IIpaBe COOCTBEHHOCTH UJIM NHOM 3aKOHHOM
OCHOBaHHH, TIPEAyCMaTPHUBAIOIIEM TIPABO BIAJCHUS M MPABO MOJIb30BAHUS, CPE/ICTB
W3MEpPEHUN, COOTBETCTBYIOIIUX TPEOOBAHMUSIM, MPEAYCMOTPEHHBIM cTaThei 13
OenepanpHoro 3akona "OO o0OecrieyeHUM E€IUHCTBA H3MEPEHHM'', TEXHUYECKUX
CpelcTB U O0OpYyAOBaHMS, KOTOpPbIE MPEAYyCMOTpEeHbl npuiiokeHuem Ne2 k

HactoseMy [lomoxenuto;

CO6J'IIOI[€HI/IG Tp€6OBaHHﬁ 3KCHJ'IY3.T8.HHOHHOIZ JAOKYMCHTAIIUU ITPOU3BOAUTCIIA

MCIANIIMHCKHUX I/ISIIGJ'II/Iﬁ IIpHU OCYIICCTBJICHUHN UX TCXHUYICCKOTO 06CJIY)KI/IB3_HI/I}I;
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cobmoieHre TpeOOBaHUM CHUCTEMbl MEHE/KMEHTAa KadecTBa, CO3JaHHON u
(YHKIMOHUPYIOIIEH B COOTBETCTBHU C TPEeOOBAHUSMU MEKIOCYIapCTBEHHOTO
crangapta ['OCT ISO 13485-2017,

HaJIM4YKe y JIMIEH3uaTa pabOTHUKOB (IIPHU BBIMOIHEHUH | win 2 BUIOB padboT
(ycnyr) - He MeHee 2 4eJIOBEeK, MPU BBINOJHEHUU 3 win 4 BUIOB paldoT (YCIyT) - HE
MEHee 3 4eNIOBEK, IPU BBHITIOJHEHUU 5 W Oosiee BUIIOB padoT (YClyr) - HE MEHee
5 YyenoBeK), 3aKIIOYUBIIMX C HHUM TPYAOBBIE JOTOBOPBHI, OCYIIECTBISIOUINX
TEXHUYECKOEe OOCTY)KMBaHHE MEIUIIMHCKUX W3ACINNA, HMMEIONINX BBICIIEE WU
cpenHee TmpodeccHoHaTbHOe (TEXHHYECKOe) o0pa3oBaHHME, CTax padOTHI 10
CHEIUANTBHOCTU HE MEHEe 3 JIET U AOMOJIHUTENbHOE MPOPECCHOHATTEHOE 00pa30BaHHe
(moBbIIIEHUE KBATU(UKALIMKA HE PEXEe OJHOTO pa3a B 5 JieT) B cpepe BHIMOTHAEMBIX
paboT ¥ OKa3pIBa€MBIX YCIOYr, MpU ITOM JIMIEH3UAT - WHJIUBUIYaIbHBIN
MPEeANPUHUMATENL CAM MOXKET SIBISITHCS TAKUM PaOOTHUKOM MpPU HAIMYUU Y HETO

YKAa3aHHOT'O O6p330BaHI/Iﬁ.

6. MecToM OCYIIECTBICHUS JIUIICH3UPYEMOTO BHJAA JEATCIHHOCTH TIO
TEXHUYECKOMY OOCITY)KHBAHUIO MEAUITMHCKUX H3CIUN HE MOTYT SIBISATHCS 37aHUA,

COOpYKEHUS, TOMELIEHN C HA3HAaYEeHUEM ' Kujoe".

Mecto OCYHICCTBJICHUA JIMOCH3UPYCMOT'O BH A ACATCIBbHOCTHU I10
TEXHUYCCKOMY O6CJ'Iy>KI/IBaHI/IIO MCIUITMHCKUX I/IBJIGJ'II/Iﬁ MOXKET coBIagatb C MECTOM

HaxXOXIACHHUA COUCKATCIA JJUMICH3NN WX JIUICH3UATA.

Boinoninenne paboT, OKa3zaHUWE YCIyTr MO0 TEXHUYECKOMY OOCIIyKHUBAHUIO
MEIULUMHCKUX H3AECIMM MOTYT OCYLIECTBIIATHCS JIMLIEH3MATOM [0  aJpecy
JKCIUTyaTallMu (MECTy HaXOXJACHMs) MEIULUMHCKUX HW3JETui, HE YKa3aHHOMY B
peecTpe JIULEH3UN B KaUeCTBE apeca MeCcTa OCYILECTBIICHNS JTULEH3UPYEMOTr0 BU1A
JESATENBHOCTA O TEXHUYECKOMY OOCITYKMBAHUIO MEAUIIMHCKUX H3ICIUA, U HE

TpeOyIOT BHECEHHS] N3MEHEHU B PEECTP JTUICH3UM.

7. K rpyOBbIM HapyIlIEHUsIM JINLEH3UOHHBIX TPEOOBaHUI OTHOCSTCS HApYLIEHMS
JMILEH3UaTOM TpeOOBaHMM, TPETyCMOTPEHHBIX MyHKTOM 5 Hactosiuiero Ilonoxenus,
MOBJIEKIIME 3a COOOM TIOCHENCTBHS, YCTaHOBJEHHBIE dacThio 10 cratbu 192

®denepanbHOro 3akoHa "O JUIEH3UPOBAHUU OTACIBHBIX BUJIOB JCSATEIBHOCTH" .

8. lnga modyuyeHuss JIMIEH3UM Ha OCYILIECTBICHHE JEATENbHOCTH IO
TEXHUYECKOMY OOCIIy)KMBAaHUIO MEIULUMUHCKUX W3/EIUNA COMCKATelIb JIMIIEH3UU
HaIlpaBJIIET B JIMLEH3UPYIOIIMI OpraH 3asBICHUE O NPEIOCTABICHUHN JIMLEH3UU
TIOCPEICTBOM (pejiepaibHOM rocyJapCTBeHHONM HH(GOPMAIIMOHHON cucTeMbl "'EnuHbIi

MopTaj TOCYIapCTBEHHBIX U MYHHUIIMITAIBHBIX YCIyT ((pyHKITHIT)".
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ﬂﬂﬂ MMOJIYUYCHUS JIMOCH3WH Ha OCYHICCTBJIICHUC ACATCIIbHOCTU IO TCXHUYCCKOMY
O6CJ'IY)KI/IB3HI/IIO MCIANIITMHCKHUX 1/13)1@11/1171 MpeACTaBJICHNUC COUCKATCJICM JIMICH3UU

HHBIX JOKYMCHTOB, IIOMHUMO 3as4BJICHUA O MPCAOCTABICHUN JTUIICH3UH, HC Tpe6yeTc;I.

9. B 3asgBieHMM O TPEAOCTABICHUW JIMIICH3WHM COWCKATEIh JIMIICH3UH Ha
OCYILIECTBJIICHUE JNESITEIHHOCTH IO TEXHUYECKOMY OOCIYKUBAHUIO MEIUIIMHCKUX
M3JIeTUI yKa3bIBaeT CBEACHMUS, IPEAYCMOTpEeHHbIE MyHKTamu 1 - 4 yactu 1 cratbu 13
®enepasibHOro 3akoHa "O JIMIIEH3UPOBAHUM OTHEIBHBIX BUJIOB JIEATEIIBHOCTH', a

TaKXKC€:

a) cBeZieHUs (PEKBU3HUTHI JOKYMEHTOB), TTOATBEPKAAIOIINE HATUIUE Ha TIpaBe
COOCTBEHHOCTM WJIM MHOM 3aKOHHOM OCHOBaHHUH, IPEIYyCMATPUBAIOIIEM IPaBoO
BJIAJICHHUS Y IIPABO MOJIb30BAHUS, 3JaHHI, COOPYKEHUH, [IOMEILIEHH, HE SABJISIOIINUXCSA
3aHUSAMH, COOPYKEHMSIMHM, IMOMEUICHUSIMU C Ha3HauyeHUeM 'Kuioe", Mo MecTy
OCYUIECTBJICHHS]  JIMLIEH3UPYEMOr0 BHUAA JEATEIBHOCTH IO TEXHUYECKOMY

00CITy’KUBaHHUIO METUIIMHCKHAX W3ICITHH;,

0) cBeieHUA O JOKYMEHTaX, IOATBEP)KIAIOUIMX HAJINYME Yy COUCKATEIs
JULIEH3UM Ha 1paBe COOCTBEHHOCTM WJIM HMHOM 3aKOHHOM OCHOBaHUW,
IpeayCcMaTPUBAIOLIEM [IPABO BIIAJICHUS U MPABO MOJIb30BAHU, CPEACTB U3MEPEHUI,
COOTBETCTBYIOLIMX TpPeOOBaHUSIM, HPEIYyCMOTPEHHBIM cTaTheit 13 dexnepanbHOro
3akoHa "OO o0ecrieueHWH €IWHCTBA U3MEPEHMi", TEXHUYECKUX CpPEICTB H
0o0OpyioBaHUs, KOTOpbIE NPEAYyCMOTpeHbl mpuioxkeHrueM Ne?2 K HacTosAlEeMY

ITonoxenuro;

B) PEKBH3HUTHl JOKYMEHTOB, TOJITBEP)KIAMONINX HAJIUYHE Yy COHMCKATEIs
JMLEH3UH CUCTEMBl MEHEDKMEHTa KadecTBa, COOTBETCTBYIOIIEH TpeOOBaHUAM
mexrocynapcrBenHoro cranaapta 'OCT ISO 13485-2017,

r) CBelleHUd  (PEKBU3HUTHI  JIOKYMEHTOB) O  BBICIIEM WM  CPEIHEM
npodeccruoHaIbHOM (TEXHUYECKOM) 00pa30BaHUH, CTaKke PaOOTHI MO CIIEUATBLHOCTH
He MeHee 3 JIeT U JOTOJIHUTENBHOM MPOo(dhecCHoHaTbHOM 00pa30BaHuU (TIOBBIIIIEHUN
KBamU(UKAIMU HE pPEeXe OJHOro paza B 5 jeT) B cdepe BBHINOIHIEMBIX padoT U
OKa3bIBA€MBIX YCITYT paOOTHUKOB, 3aKJIFOUMBIINX C COMCKATEIEM JIUIICH3UU TPYIOBbIC

JIOTOBOPBI, OCYIIECTBIISIONINX TEXHUIECKOE 00CTY)KUBAaHNE METUIIMHCKUX W3ICITHN.

10. B 3asBieHMM O BHECEHHM HW3MEHEHHIl B pEecTp JULEH3UM JHUIeH3uaT

YKa3bIBaeT:

a) B CJIy4ae OCYIIECTBJIEHUS JIEATEIbHOCTH IO TEXHUUECKOMY OOCIIYyKUBAHUIO
MEAMIMHCKUX U3JeNINi M0 aJipecy MecTa ee OCYLIECTBIICHUS, HE IPEyCMOTPEHHOMY

B PEECTPE JIMLEH3UN:
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CBCACHUSI, COACPIKAIUC aAPCC MCCTAa OCYIICCTBIICHUA ACATCIIbHOCTH,

CBeJIcHHsI (PEKBU3UTHI JIOKYMEHTOB), MOATBEPXKAAIONINE HAJMYHWE Ha IIpaBe
COOCTBEHHOCTH WJIM WHOM 3aKOHHOM OCHOBAaHWH, TMPEIyCMAaTPUBAIONIEM IIPaBO
BJIQJICHUS U IIPABO MOJIB30BAHUS, 3JaHUI, COOPYKEHUM, TOMEIICHUN, HE SIBIISTFOIIUXCS
3IaHUSMH, COOPYKEHUSAMH, MOMELICHUSMHM C Ha3HAYCHHEM 'KWiIoe", MO0 MECTy
OCYIIECTBIICHUSI  JIMIIEH3UPYEMOIO0 BHUJA JACSATEIbHOCTH IO TEXHUYECKOMY

00CTyKUBaHHUIO MEAUITMTHCKUX U3JICITHH;

CBEJICHHS O JTOKYMEHTAX, MOATBEPKIAOIINX HAINYHE Y JTULEH3UAaTa Ha IIpaBe
COOCTBEHHOCTM WJM HWHOM 3aKOHHOM OCHOBAaHMHU CPEICTB  HM3MEPEHHIA,
COOTBETCTBYIOIIUX TpeOOBaHUAM, MPEIYCMOTPEHHBIM cTaTtheil 13 denepanbHOro
3akoHa "OO oOecrieyeHUM €AMHCTBA HW3MEPEHUN", TEXHUUYECKHX CPEACTB U
o0opyoBaHUs, KOTOpbIE MPEAYyCMOTpPEHBbI MNpuiokeHrneM Ne?2 K HacTOALIEMY

ITonoxenuro;

PEKBU3UTHI JOKYMEHTOB, MTOATBEPKAAIONINX HATUYHE Y JIUIICH3MATa CUCTEMbI
MEHEPKMEHTa KaueCTBa, COOTBETCTBYIOIIEH TpeOOBAHUSIM MEXTOCYAapCTBEHHOTO
craugapta ['OCT ISO 13485-2017,

cBeleHUST  (PEKBH3UTHI  JOKYMEHTOB) O  BBICIIEM WJIH  CpPEIHEM
npodeccruoHaabHOM (TEXHUYECKOM) 00pa30BaHUH, CTaKe PAOOTHI MO CIICIIMATEHOCTH
HE MEHee 3 JIET U JOMOJIHUTEIFHOM MPOo(eCcCHOHaTFHOM 00pa30BaHNH (TIOBBIIIICHUN
KBAIM(PUKALMKA HE PEXE OJIHOTO paza B 5 JjieT) B cdepe BHINOIHIEMbIX paboOT U
OKa3bIBa€MbIX YCIYyr paOOTHUKOB, 3aKIIOYMBIIMX C JIMIIEH3UATOM TPYJOBBIE

AOTOBOPLBI, OCYHICCTBIIAIOINX TCXHUICCKOC 06CJIy7KI/IBaHI/I€ MCIANIITMHCKHUX HSHGHHﬁ;

0) B ciayyae HamMepeHUs JIMIIEH3HaTa BBIIOJHATH pabOThl, OKa3bIBaTh YCIYTH,
COCTAaBIAIOIIME  JIMLCH3UPYEMBIH  BHUJA  JEATCIBHOCTH IO  TEXHUYECKOMY
00CITy’KMBaHUIO MEIULIMHCKUX U3JENINH, HE MPEAyCMOTPEHHBIE 3alUChI0 B PEECTpPE

JIALICH3UH:

CBCIACHUA O pa60Tax, yciyrax, COCTaBJIAIOMUX ACATCIbHOCTD 10 TCXHUYCCKOMY
O6CJ'IY)KI’IB&HI/IIO MCOUILIMHCKUX HSHGHHﬁ, KOTOPBIC JIMICH3HUAT HAMCPCH BBIIIOJIHATD,

OKa3bIBaTh;

CBEJICHUS O IOKYMEHTaX, MOATBEPKAAIOIINX HAIMYKE Y JIMIIEH3uaTa Ha TIpaBe
COOCTBEHHOCTH WJIM HWHOM 3aKOHHOM OCHOBAaHHUU  CPEICTB  W3MEPEHHIA,
COOTBETCTBYIOIIUX TpPeOOBaHUSAM, MpeayCMOTpeHHBIM cTraTheil 13 denepanbHOro
3akoHa "OO oOecrieyeHUM €AWMHCTBA U3MEPEHUN", TEXHUYECKUX CPEACTB W
000pyZI0BaHMs, KOTOPBIE NPEIyCMOTpPEHBI MpuiokeHHeM Ne?2 K HaCTOALIEMY

ITonoxxenuro;
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PEKBU3UTHI JOKYMEHTOB, MOATBEPKAAIONINX HATMYKE Y JIUIIEH3HATa CUCTEMBbI
MEHEPKMEHTa KadecTBa, COOTBETCTBYIOIIEH TpeOOBaHUSAM MEKIOCYIapCTBEHHOTO
crangapta ['OCT ISO 13485-2017,

cBeleHUST  (PEKBU3UTHI ~ JOKYMEHTOB) O  BBICHIEM WJIH  CpPEIHEM
npodeccoHaIbHOM (TEXHUYECKOM) 00pa30BaHUU, CTaKe PabOTHI MO CIIEUATBLHOCTH
HE MeHee 3 JIET U JOMOJIHUTEILHOM MPOo(ecCHOHaTLHOM 00pa30BaHUHU (TIOBBIIIIEHUN
KBaTU(UKALMU HE PEXe OJHOro paza B 5 jeT) B cdepe BBINOIHAEMBIX paboT U
OKa3bIBa€MBIX YCIYr paOOTHUKOB, 3aKIIOYMBIINX C JIMIIEH3UATOM TPYJOBBIC

JIOTOBOPHI, OCYIIECTBISIOMNX TEXHUYECKOE 00CTYKUBAaHNE MEIUIIMHCKUX U3ICTTHH.

11. Ilpu momaye 3asBICHUS O TMPEIOCTABICHUH JIMIEH3UU (BHECECHUU
W3MEHEHUM B PEeCTp JMIEH3UH) IOPUIUYECKUM JIUIIOM, WHIUBHUIYaJIbHBIM
npearnpuHUMaTeeM Wi (QU3WYECKUM  JIMIOM, TPEICTaBISIOMIUM HHTEPECHI
IOPUANYECKOTO JUIa (TIPU HAJTUYUH COOTBETCTBYOIIMX MTOJTHOMOYHH Y (PU3HUECKOTO
JUIIAa), TaKOE 3asBJIEHUE MOXKET OBITh MOJAMUCAHO YCWJICHHON KBaTM(PUIIMPOBAHHON

BJIEKTPOHHOM TTOMUCHIO.

3asBieHUE O MPENOCTABICHUM JHUIEH3UM (BHECEHHUM W3MEHEHHM B peecTp
JULEH3UI), KOTOpPOE MOJAeTCs (PUINYECKUM JIULIOM, MOAMHCHIBAETCS YCHIJIEHHON
HEKBAJIN(PUIIMPOBAHHON 3JIEKTPOHHOM MOAMMUCHIO, CEPTHUPHUKAT KItOYa IPOBEPKU
KOTOpOM CO3MaH W HCHOJB3yeTcs B UHEPPACTPYKType, 0OecmeunBaroiei
MH(OPMAITMOHHO-TEXHOJIOTHYECKOE B3aMMOJICHCTBUE HH(DPOPMAIMOHHBIX CHUCTEM,
WCIIOJIB3YyEeMBIX ISl IPEAOCTABICHUS TOCYIaPCTBEHHBIX U MYHHUIIUTIATBHBIX YCIYT U

WCIIOJIHEHUSI TOCYJaPCTBEHHBIX U MYHHUIIMITAJIbHBIX (DYHKIIMI B 3JIEKTPOHHOU popme.

12. JIutieH3upyIONIUi OpraH OCYIIECTBIISET OIICHKY COOTBETCTBHS COMCKATES
JUUEH3UHU JTUIEH3UOHHBIM TPEOOBAHUSIM M MPUHUMAET PEIICHUE O MPEIOCTABICHUN
JUIEH3UA WU 00 OTKa3e B €€ MPEJOCTABICHHH B CPOK, HE MpeBbIIIArONMi 15
pabouux mHEH CO JAHS TOJMy4YeHUs 3adBJIICHUS O TMPEJOCTABICHUN JHIICH3UU
ocpeACTBOM deepanbHOM rocy1apcTBeHHON HHGOPMAIMOHHON cucTeMbl "Enunbpii

MOPTaJ TOCYIapCTBEHHBIX U MyHUIIMTAIBHBIX YCIYT (PyHKIUMN)".

BHecenne u3MeHeHUN B peecTp JMUEH3UMH B CilyyasX, MPeayCMOTPEHHBIX
nyHkToM 10 HacTosiero ITosioxeHusi, OCyIIeCTBISACTCS JTUIEH3UPYIOIIUM OPTaHOM B
CpPOK, HE mpeBbImarNui 13 pabounx mgHEH CO MHS TONYYEHHS TOCPEICTBOM
(dbenepanbHON TOCYyIapCTBEHHOW WHQpOpMaMoHHOW cuctembl "EnuHbplii mopran
TOCYJIapCTBEHHBIX M MYHUIUIIAIBHBIX YCIyT ((yHKIui)" 3asBICHHS O BHECEHUU

W3MEHEHUN B PEECTP JULIEH3UM.

13. OHCHKa COOTBCTCTBHUA COHUCKATCIIsA JIMICH3UHN NI JIMIICH3HUAaTa

JIMIICH3UOHHBIM Tpe6OBaHI/I$IM OCYIICCTBIIACTCA JUOCH3UPYIOIIUM OpraHnomM
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B COOTBETCTBUM €O cratheil 191 ®denepambHoro 3akona "O JHIEH3UPOBAHUH
OTJICIbHBIX BHJIOB JEATEIBHOCTU" HA OCHOBAHMM PEUIEHUS YINOJIHOMOYEHHOIO

AOJDKHOCTHOTI'O JIMIA JIMICH3HUPYIOIICTO OpraHa.

OHGHKa COOTBCTCTBHUA COUCKATCIIA JUICH3WHU MJIW JIUIICH3HMaTa JUICH3MOHHBIM

TpeOOBaHUAM MPOBOAUTCA B (POPME BHIE3THOM OLIEHKH.

14. Tlpu TpoBeneHWH OICHKH COOTBETCTBHUS  COMCKATENs JIMIICH3UHU
(yTMIIeH3MaTa) IMIEH3NOHHBIM TPEOOBaHUSAM JIMIIEH3UPYIONIUI OpTaH, 3apaliuBacT y
COMCKATeNs JIMICH3UM (JIMIeH3uarta) (€ciM OHM HE MOTyT OBITh ITOJY4YEHBI
JUIEH3UPYIONIMM OpPTraHOM Yepe3 CHUCTEMY MEKBEIOMCTBEHHOTO JJIEKTPOHHOTO

B3aMMOJICHCTBHS) CJICNYIOIINE TOKYMEHTHI:

a) MOATBEPKIAIONINE HAIMYKE Ha MpaBe COOCTBEHHOCTH WJIM MHOM 3aKOHHOM
OCHOBaHUH, MPEyCMAaTPUBAIOIIEM MPaBO BJIAJICHUS U MPABO MOJIb30BaHUS, 3aHUM,
COOpPYKEHUH, TIOMEUICHUH, HEe  SABISAIONIMXCS  3JaHUSAMH, COOPYKECHHUSIMHU,
MOMEIICHUSAMU C Ha3HAYEHHUEM 'JKIII0e", IO MECTY OCYIIECTBICHUS JTULIEH3UPYEMOTO

BHUAa ACATCIBbHOCTH 110 TCXHUYCCKOMY O6CJ'Iy)I(I/IBaHI/IIO MCOULIMHCKUX PI3,[[€J'IHI>1;

0) moaTBEpKAAIOIINE HATMYKME Y COUCKATENS JIUIICH3UH (JIIIEH31aTa) Ha MpaBe
COOCTBEHHOCTH WM HMHOM 3aKOHHOM OCHOBaHHWH, MPEIyCMATPUBAIOIIEM IMPaBO
BIAJCHUS W TPaBO TMOJb30BAHUA, CPEJACTB U3MEPEHHH, COOTBETCTBYIOUIUX
TpeOOBaHUSIM, PEeAyCMOTPEHHBIM cratbeit 13 denepabHOrO 3aKOHa
"O6 obecrieyeHN €IMHCTBA M3MEPEHUN", TEXHUUECKUX CPEACTB U 000pY/IOBaHUA,

KOTOpbIE MpelycMOTpeHbI npuioxkenueM Ne 2 k Hacrosiiemy [lonoxenuto;

B) MOATBEPKAAIOIIME HATUYUE Y COMCKATENS JIMIIEH3UH (JIMIEH3MATa) CUCTEMBI
MEHE/DKMEHTa Ka4deCTBa, COOTBETCTBYIOIIEH TPEOOBAHUSIM MEXKTOCYIaPCTBEHHOTO
craugapta ['OCT ISO 13485-2017,

) HOATBEPXKIAIONINE Haluuue Yy paOOTHUKOB COMCKATENs  JIMICH3UH
(IuueH3uaTa), 3aKJIIOYUBIINX C COUCKATEJIeM JHUICH3UHU (JUIEH3UATOM) TPYIOBBIC
JIOTOBOPHI, OCYIIIECTBISIONINX TEXHUIECKOE 00CITyKHBAaHUE MEIUIIMHCKUX W3JICTUH,
CTaka pabOThl TO CHENUATBHOCTH HE MEHee 3 JIeT, BBICIIErO0 WJIM CPEIHEro
nmpodeCCHOHATBHOTO  (TEXHWYECKOr0)  00pa3oBaHMs, ©  JIOMOJHUTEIHHOTO
npodeccuoHaabHOro 00pa3oBaHusl (MOBBIIICHUS KBATM(UKAIUU HE PEXKE OTHOTO

pasa B 5 neT) B c(pepe BBIMOTHAEMBIX PAOOT U OKa3bIBAEMBIX YCIIYT.

15. IIpoBeeHME OLIEHKHA COOTBETCTBUSI COUCKATES JIMIICH3UM WY JIUIIEH3UaTa
JUUEH3UOHHBIM  TpeOOBAaHUSM  BO3MOXXHO C  HUCIOJb30BAaHUEM  CPEJICTB
JTUCTAHIIMOHHOTO B3aUMOJCHCTBHS, CpeAcTB (PoTo- W BUACOPUKCAIIUN, BHUICO-

KOH(i)CpCHI_I'CBHBI/I B CJICAYIOIIHUX CIIydasax:
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a) yrpo3a BO3HUKHOBEHHMsSI, BOSHUKHOBEHHUE M JIMKBUJALUS YPE3BbIYAHON
cuTyauuu u (WIM) BO3HUKHOBEHHME YIpO3bl PACHPOCTPAHEHUS SIUJIEMHUYECKUX
3a00JIeBaHUM, TPEICTABISIONIMX OMACHOCTh [IJISl OKPY’KAIOIIMX, 3a00JIeBaHUMA |
MOPKEHUH, TONYYCHHBIX B  PE3yNbTaTe BO3ACUCTBUS  HEOJIArOMPUSTHBIX

XUMHUYECKUX, OMOIOTMUECKUX, PAIUAIIMOHHBIX (PaKTOPOB;

0) BOSHUKHOBEHUE OOCTOATENHCTB HEMPEOAOIUMOM CUIIbI MIIU OOCTOSITENBCTB,
HE 3aBUCALINX OT BOJIM CTOPOH, KOTOpPbIE HECYT yrpo3y MPUUMHEHUS Bpea KU3HU U
3JI0POBBIO COTPYIHUKOB JINIEH3UPYIOLIETO OpTraHa.

16. Ecnu B X07i€ OLIEHKH COOTBETCTBUS COMCKATEINS IMLIEH3UH WU JIUIICH3UAaTa
JULEH3UOHHBIM TPeOOBaHUSM OCYIIECTBISUIUCH (POTOChEMKA U (MJIM) BUICO3AIUCH,
TO 00 3TOM Jenaercs OTMETKa B aKTe OLIEHKM W TNOJANKUCAHHWE TaKoro akTa
PYKOBOAMTENEM, HMHBIM  JOJDKHOCTHBIM  JIMIIOM  HJIW  YHOJHOMOYEHHBIM
IpeCTaBUTENEM COUCKATEeNs JUICH3UH (JInlieH3uaTa) He Tpedyercs. B aTom ciyuae

MaTepualbl GOTOCHEMKH U (MJIH) BUCO3AMMCH TIPHIIATalOTCS K aKTy OIICHKH.

17. llopsimok ocyuiecTBieHus] (OTOCHEMKH, ayauo- U (UJIM) BUIEO3AIUCH,
B XO/I€ MPOLIETyphl OLIEHKH COOTBETCTBUS JUIIEH3MOHHBIM TPEOOBaHUSIM BKIIIOYAET B

ceos:

yKa3aHUE€ COMCKaTeJIeM JUUEH3UM (JIMLEH3MaTOM) B  3asBICHUM O
MPEIOCTaBICHUH TUIIEH3UH (O BHECEHUU U3MEHEHUN B PEeCTp JUICH3UN) CBEACHHM O
HaJMYUW TEXHUYECKOM BO3MOKHOCTH TNPHUMEHEHHsS NPU IPOBEAECHUU OLECHKU
COOTBETCTBHSI  JIMIEH3UOHHBIM  TpPeOOBAHMUSIM  CPEACTB  JIUCTAHIMOHHOTO
B3aMMOJICHCTBUSA, CPeACTB (OTO- M BUACOPUKCALNU, BUIACO-KOH(PEPEHII-CBSI3U C
BO3MOXXHOCTBbIO MJIEHTU(UKAIMM COUCKATeNd JIMIEH3UW (JIMLEeH3uaTa) dYepes
benepanbHyl0 TOCYIAapCTBEHHYIO HHpOpMalMOHHYI0 cuctemy "Enunas cucrema
UACHTUPUKAIIMK W ayTeHTHPUKAIUS B HHPPACTPYKType, OOeCHeunBaroe
MH(OPMAITMOHHO-TEXHOJIOTUYECKOE B3aMMOJICHCTBUE HH(DPOPMAIMOHHBIX CHUCTEM,
WCIIOJB3YEMBIX IS MPENOCTABIEHUS TOCYJaPCTBEHHBIX U MYHUIUIIAJIbHBIX YCIYT B

AIEKTPOHHOM dhopme";

MPUHATUE JIOJDKHOCTHBIM  JIMIOM JIMIEH3UPYIOLIET0 OpraHa pPElICHUs
O MPOBEACHHUS OLIEHKHM COOTBETCTBUS COUCKATENs JIMICH3WH (JIMIIeH3UaTa)
JTUIEH3UOHHBIM ~ TpeOOBaHUSIM B  JUCTAHIIMOHHONW (oOpMe ¢ MPUMEHEHUEM

($hoTOCHEMKH U (WJIH) BUICO3AMKCH;

M3BEIIEHNE COMCKATeNs JIMICH3UM (JIMIeH3UaTta) O BeAeHUU (HOTOCHEMKH
U (WKM) BUJCO3aIUCH B CJIydya€ OCYIIECTBJICHHS OLIGHKH COOTBETCTBHUS

JIMICH3MOHHBIM Tpe60BaHI/IHM B JIMCTAHIIMOHHOMU (1)OpM€;
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BHECEHHE B AaKT OIIEHKM COOTBETCTBYIOLIEH HMHPOPMALMK O BEACHUU

($hoTOCHEMKH ¥ (WJTH) BUICO3AIHKCH;

oOecrieyeHue COXPAaHHOCTH HH(OpMAIUU, MOJTYYEHHOM C HCIOIb30BAHUEM

($hoTOCHEMKH (UITN) BUACO3AMKCH.

18. [Ipu mpoBeAeHHUsS OLIEHKH COOTBETCTBHUS COHMCKATeNs JIMLIEH3UU WU
JUIEH3UaTa JUICH3UOHHBIM TpPeOOBaHUSAM JIMICH3UPYIONIMM OpraH MOXKET
MPUBJIEKATh K MPOBEICHUIO TaKOW OIEHKH HE 3aMHTEPECOBAHHBIX B €€ pe3yJbTaTax
SKCHEPTOB WJIM HKCIEPTHBIE OpraHW3alMd, AKKPEIUTOBAHHBIE B COOTBETCTBUHU C
3akoHOJaTeNnbcTBOM Poccuiickoit deneparun 006 akkpeauTaldd B HAIIMOHATIBHOM
CUCTEME AKKPEIWUTAIMU, a TAaKKE IMOJBEIOMCTBEHHBIC JMLEH3UPYIOUIEMY OpraHy
opraHu3aluy (Jajnee - SKCHEPTHbIE OpraHu3alii) MO MECTY OCYIIECTBICHHUS

ACATCIIbHOCTU OKCIICPTA WU SKCIICPTHBIX OpFaHHSaHHﬁ.

[IpuBnedyeHne 3KCHEPTOB W IKCHEPTHBIX OPTraHU3ALMU OCYILECTBISAECTCS Ha
0€3BO3ME3THON ISl COMCKATeNel JMIEH3UU U JIMLEH3MAaTOB OCHOBE HAa OCHOBAHUU
pelIeHuss  JIMLEH3UPYIOLIEro  Opra’a,  IIOAIHMCAHHOIO  YHOJHOMOYEHHBIM
JOJIKHOCTHBIM JIMLIOM JIMIEH3UPYIOUIETO OpraHa, B KOTOPOM yKa3bIBatoTcs (haMUiIu,
MMEHa, OTYecTBa (NP HAJIMYMK) MPUBJIEKAEMBbIX 3KCHEPTOB WM HAaUMEHOBAHUS

OKCIICPTHBIX OpI‘aHI/I?:aI_[I/Iﬁ.

PCSYHBTaTBI OLICHKHK COOTBCTCTBHA COMHCKATCIIA JIHUIOCH3MM HWIN JIHUICH3MAaTa

JUUEH3UOHHBIM TPEOOBaHUSAM OPOPMIISIOTCS aKTOM OIICHKHU.

MHeHUS  3KCHEPTOB, OKCHEPTHBIX  OpraHu3alid O  COOTBETCTBUU
(HECOOTBETCTBUM) COMCKATeIsl JIMIEH3UM WM JIMIEH3WaTa JIMIEH3UOHHBIM
TpeOOBaHMSIM U3JIATalOTCA B CHOpaBKe (OKCIEPTHOM MHEHHHU), TMOAMUCAHHON
IKCTIepTaMu W (WJIM) YIIOJTHOMOYCHHBIMH JOJDKHOCTHBIMU JIMIIAMHU DKCIIEPTHBIX

OopraHu3alui, KOTopas MpUJIaraeTcs K akTy OLICHKH.

B ciydae BbISBICHHSI HECOOTBETCTBUS COMCKATENS JIMLEH3UN WIH JIMLIEH3UATa
JUIEH3UOHHBIM TPeOOBaHUSAM B AaKTE OIEHKH YyKa3bIBA€TCs, KaKUM HMEHHO
JUIEH3UOHHBIM TPEOOBAHHUSIM HE COOTBETCTBYET COWCKATENbh JIMIEH3UH WU
JUIEH3UAT U KaKUM HOPMATUBHBIM MPABOBBIM aKTOM (C YKa3aHUEM €T0 CTPYKTYPHOU

€IMHUIIBI) TAKOE JIMIICH3MOHHOE TPEOOBAHNE YCTAHOBIICHO.

19. OnieHka COOTBETCTBUSL JIMIIEH3MATA JIUIICH3MOHHBIM TpeOOBaHUSIM HE
IPOBOJUTCS B CIIy4dae, €CJIU U3MEHEHNE MECTa OCYLIECTBIICHMS JIMLIEH3UPYEMOTO BU/1A
NESATENbHOCTH  BBI3BAHO  NEPEHMEHOBAHMEM  Ieorpauueckoro  OObeKTa,
MEePEeMMEHOBAaHUEM  YIUIBI, IUJIOMAAM WJIM WHOW TEPPUTOPUH, HN3MEHEHHEM
HyMepaluu OOBEKTOB aJpecaluu, B TOM YHCIE MOYTOBOrO HMHAECKca. BHeceHue

W3MEHECHUHU B peecTp JII/IHGHSI/Iﬁ B YKA3aHHOM CJIy4ac, a TaKXKC B ClIy4aC M3MCHCHUS
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MeCcTa HaXOXJICHHs JIMICH3MATA - FOPHIWYECKOTO JIMIA, MeECTa JKUTEIhCTBA
JUIICH3UATA - HHIUBUIYaIbHOTO IPEIIPUHAMATEIIS, BEI3BAHHOTO MTEPEUMEHOBAHUEM
reorpa@uIeckoro O00BEKTa, TNEPEMMEHOBAHMEM VIIHIIBL, IUIOMIAAN WM WHOU
TEPPHUTOPHH, U3MEHECHHUEM HyMepalluu 00bEKTOB aJpecallii, B TOM YHCII€ TIOYTOBOIO
WHJICKCA, OCYIICCTBISICTCS B COOTBETCTBHH C YCTAaHOBJIICHHBIM IIpaBUTEIBCTBOM

Poccuiickoit deaeparuu mopsiakoM GOPMUPOBAHUS U BEACHUS PEecTpa JIMIICH3UM.

20.TIpu mpoBeneHUU OICHKHM COOTBETCTBUS  COUCKATENS  JIMICH3UU
(JIMIIeH3WaTa) JTUIICH3MOHHBIM TPEOOBAHUAM JHIICH3UPYIOIIMA OpraH 3ampamiiBacT
HEOOXOAMMBIE [JIIi TMPEJOCTABICHUS TOCYJAAPCTBEHHBIX YyCIyr B  001acTH
JTUIEH3UPOBAHUS ~ CBEACHHS,  HaxXONAIIMECs B  PACIOPsDKEHHUH  OPraHoB,
MPEIOCTABISIONINX  TOCYJAPCTBEHHBIE YCIYTH, OPTraHoOB, MPEIOCTaBISIOLIUX
MYHUIUNANbHBIE YCIYTHM, MHBIX TOCYJApCTBEHHBIX OPTraHOB, OPraHOB MECTHOTO
caMOYIpaBJ€HUsI JUOO TOJBEJOMCTBEHHBIX TOCYJAapCTBEHHBIM OpraHam WIH
OpraHaM MECTHOTO CaMOYyMpaBJICHHs OpraHU3alfii, B MOpsAIKE, YCTAaHOBICHHOM
®denepanpHbiM 3aKkoHOM "OO OpraHU3alMM TPEIOCTABICHUS TOCYJAPCTBEHHBIX H

MYHULMNAIbHBIX YCIyr".

21. JIuneHsupyromuii opran pasmeniaer B ¢efepalbHON TrocyJapCTBEHHOU
nHpopmalmoHHoi cucreme "ENuHBIN nmopTan rocyJapcTBEHHBIX U MyHHUITUIAIbHBIX
yeinyr (pyHkuuid)" B mopsiake, ycraHoBiieHHOM [lIpaButenbctBom Poccuiickoi
®denepaluu, CBEACHUS O X0JI€ MPUHATUS UM PELICHUS O MPEIOCTABICHUN JTUIEH3UN
WM BHECEHUM M3MEHEHUW B pEecTp JMIEH3HM, a TakkKe O MPOBEICHUHM OLECHKHU
COOTBETCTBHSI COUCKATEINS JIMIEH3UH (JIUIIEH3UATa) JTUIIEH3MOHHBIM TPeOOBAaHUSM B
cooTBeTCTBUM CcO  cratheil 190  denepansnoro 3akona "O JMIEH3MPOBAHMU
OTJICJIbHBIX BHUJIOB JEATEIBLHOCTU" U OLEHKHU COONIOACHHS B paMKax (enepaibHOro
roCyJapCTBEHHOIO KOHTpOJs (HaA30pa) 3a OOpalleHUEM MEIMLUMHCKUX HW3IEIHUM
JULEH3UATOM YKa3aHHBIX TPEOOBAHMM NpPH OCYLIECTBICHUM JAESTEIBHOCTH 10

TEXHUYECKOMY OOCITYKUBAaHUIO MEAUIIUMHCKUX U3IETUH.

22. JlunieH3usi  cyuTaeTcs  MPEAOCTABICHHOM €  MOMEHTa  BHECCHUS
YIIOJJHOMOYEHHBIM JIOJDKHOCTHBIM JIMIIOM JIMIIEH3UPYIOLIETO OpraHa B PEECTp

HI/IIIGHSI/Iﬁ 3a1rcCH O MpCAOCTABJIICHUHN JIMIICH3HUU.

23. Undopmanus, OTHOCSMIAsACS K OCYIIECTBICHHUIO JAESITEIbHOCTH IO
TEXHUYECKOMY  OOCIYXUBAaHUIO MEAWIMHCKUX  U3JEIUH, MpeayCMOTpEHHAas
yacTssMu 1 u 2 crateu 21 @epepanbHoro 3akoHa "O JUUEH3UPOBAHUU OTIECIBHBIX
BHJIOB JEATEIBHOCTH', pa3MemiaeTcs Ha OQUIMAIBHOM CaWTe JHUIIEH3UPYIOIIETO

oprasa B HHGOPMaIMOHHO-TEIEKOMMYHUKAIIMOHHOM cetn "MHTepHer".
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Hoctyn k o01ie0cTymHONM HH(POpMAIINH, COAEPKAIIICICS B peeCTpe JTUIICH3UH,
oOecrieunBaeTcsl JIMIEH3UPYIOIMIMM OPraHoM TIOCPEJICTBOM €€ pa3MelleHUs B
nH(OPMAIIMOHHO-TEIEKOMMYHHUKAIIMOHHON ceTu "MHTepHeT", B TOM uncie B opme
OTKPBITHIX JaHHBIX. J[aHHBIE O JIMLEH3UAX, COJEPKAIIUECS B PEECTpe JULECH3UH,
MOJIY4YalOT CTaTyC OTKPBITBIX JAHHBIX MPU BHECEHUU COOTBETCTBYIOIIECH 3alKCH B

peecTp JINLEH3UM, KOTOPBIM BEACTCSA B JJIEKTPOHHOM BHJIE.

AxTtyanpHas uH(MOpMAIUsS W3 peecTpa JHUIEH3WH JIOJDKHA OTOOpakaThCs
B MH(OPMAITMOHHO-TEIEKOMMYHUKAITMOHHON ceTH "MHTepHEeT" B pexkuMe peaabHOro
BpEMEHU 100 JOJKHA OBITH oToOpakeHa B nH(pOpMaITMOHHO-
TEJIEKOMMYHHUKAIIMOHHOW ceTH "MHTepHeT" He mo3JHee 5 MUHYT C MOMEHTA BHECEHUS

W3MEHEHUU B PEECTP JTULICH3UMN.

24. OueHka coOOJIeHUs] JIMIIEH3MAaTaMU JIMIIEH3UOHHBIX TpeOOBaHUN MpH
OCYIIECTBJICHUH JEATEIHHOCTH MO TEXHUYECKOMY OOCITYXHUBAHHIO MEIUIIMHCKHX
W3JIETTUI OCYHIECTBISIETCS] B paMKax (eaeparbHOr0 rocyJapCTBEHHOTO KOHTPOJIS

(Hamzopa) 3a oOpallieHueM MEIUIMHCKUX U3IeTUH.

25. Ilpencrapnenue CcouMCKaTelNeM JIMLEH3UMU 3asBJICHUS U JOKYMEHTOB,
KOTOpbIE HEOOXOIUMBI ISl TIOMYYEHHUs JHUICH3UU, UX TPUEM JHICH3UPYIOIINM
OpPraHoM, IMPUHATUE JIMIEH3UPYIOIIUM OPraHOM pELICHUS O MNPeJA0CTaBICHUU
nutieH3un (00 0TKa3e B MPEOCTABICHNUN JTUIIEH3UH ), BHECEHUM U3MEHEHU B peecTp
JTUIEH3UN, TPUOCTAHOBJICHUHM WM BO30OHOBJICHMM ACHCTBUS JIUIICH3UH, a TAKXKe
BEJICHHE PeecTpa JIMIEH3UI U MPEJOCTaBICHNE CBEICHUMN, COAEPKAIIMXCS B peecTpe
JVLEH3UH, OCYIIECTBIISIETCS B MOPAJKE, YCTAHOBIECHHOM PenepalibHbIM 3aKOHOM

"O JIUIEH3UPOBAHUU OTACIBHBIX BUJIOB IESITEILHOCTH .

26. 3a mpenocTaBieHe JIULIEH3UN, BHECEHUE U3MEHEHUH B peecTp JIUIEH3HUI Ha
OCHOBAHUM 3asBJICHUS O BHECEHWU M3MEHEHHUH B peecTp JIMLEH3UH YIIauuBaeTcs
rOCy/lapCTBEHHas IMOIIJIMHA B pa3Mepax M MOpsIKe, KOTOpble YCTaHOBJIEHBI

3aKOHOAATENhCTBOM Poccuiickoit deaeparuu o Hasiorax u coopax.

['ocynapcTBeHHass MONUIMHA 32 BHECEHUE U3MEHECHHUU B PEECTp JIULICH3UN HE
yIUTAaUMBAETCSA, €CJIM BHECEHHWE M3MEHEHMl B PEEeCTp JMUIEH3UH B Cilyyasx,
MpeayCMOTPEeHHBIX DefepalibHbIM 3aKOHOM 'O JTUIEH3UPOBAaHUN OTAEIIBHBIX BUJIOB

I[eﬂTeJ'ILHOCTI/I", OCYIICCTBIACTCA JTMIICH3UATOM CaAMOCTOATCIIBHO.
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ITPUJIOXKEHUE Ne 1
K [lomoxeHnto 0 TUIEH3UPOBAHUHT
NEATETLHOCTHU 110 TEXHUICCKOMY
00CITyKUBAaHUIO METUIIMHCKUX
W3JIeui (3a UCKITIOUCHHUEM CITydas,
€CJIH TEXHUYIECKOE 00CTyKUBaHNE
OCYIIECTBIISICTCS TSI 00CCIICUCHHS
COOCTBEHHBIX HYX IOPUINYECKOTO
JIUTIA WM UHIUBHUIYaTbHOTO
MpeANPUHUMATEIS, & TAKXKE CITydast
TEXHUYECKOT0 OOCITYKUBAHUS
MEIUIUHCKNUX U3ASINI ¢ HU3KOU
CTENEHbIO MOTEHIIUAIBLHOIO PUCKA UX

MIPUMEHEHMUS)

INEPEYEHb
BBINOJIHSIEMBIX PadoT, 0Ka3bIBaeMBIX YCJIYT B COCTaBE
AeATEJIHLHOCTH M0 TEXHHYECKOMY 00CTY:KMBAHUI) MeTHITHHCKUAX
u3aeanii (3a HCKJIIYEHHEM CJIy4asi, ecJii TEXHUYEeCKoe
00CJIy:)KMBaHUE OCYLIECTBIIAETCS JJIsl 00ecrnedeHusi COOCTBEHHbBIX
HYZK/ IOPUINYECKOr0 JUIA WJIH HHINBHAYAJIbHOTO
NpeInpUHAMATEJIA, a TAKKe CJIydasi TEXHUYECKOT0 00CTy:KHBaAHHSA
MEeIUIMHCKUX H3/IeJINii ¢ HU3KOMH CTeneHbI0 MOTEeHIIHAILHOT0 PUCKA

UX PUMEHEHUs)

1. Texauueckoe O6CJ'IY)KI/IB&HI/IC cdileayromux rpymia MCIUIHWHCKHUX PI3II€JIPIﬁ

(KpoMe€ MHpOrpaMMHOr0 OO€CHEeYEHHUs, SBIIAIOIIErOCs MEIULIUHCKUM H3JEIHEM)
KJ1acca 2a MOTEHIMAIBbHOT0 PUCKA IPUMEHEHUS:

OPTOIEINYECKNE METUIIUHCKUE U3/ICIINS;

raCTpOOHTCPOTIOTHICCKHUEC MCOANTITMHCKUC U3 ACIINA,

peadMIMTAIIMOHHBIE W  aJaNTHPOBAHHBIC IS WHBAIWUIOB MEIUIIUHCKHUE
W3JICIIHS;

MEJIMIIMHCKUE W3JENUs JUIsl TUIACTHYECKOW XUPYPruu, JACpMaTOJIOTHH |
KOCMETOJIOTHH;
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BCIIOMOTaTeJIbHbBIE U 00IIE00IbHUYHBIC MEIUIIMHCKUE U3/ICIINS;
CTOMATOJIOTHYECKHUE MEJIUIIMHCKUE U3ICIIUS;
AHECTE3UOJIOTUUECKUE U PECTIUPATOPHBIE MEAULIMHCKUAE U3,
HEUPOJIOTNYECKUE METUIIMHCKUAE U3]IEIINS;
CEpJIEYHO-COCYIUCTHIE MEAULIMHCKHAE U3AECINS;
0(pTaTbMOJIOTHYECKUE MEIUITMHCKUE U3IEIINS,

MEIULMHCKNAE U3AEIUS 1JIs1 OTOPUHOJAPUHTOJIOTU Y,
($bU3nOTEPANIEBTUUECKUE METUIIMHCKUE U3CITHS;

MEIUIMHCKNAE U3AEIUs IJIs 1N Vitro JTUarHOCTHKH;
MEIULINHCKNAE U3 ISl aKyIIEPCTBA U TUHEKOJIOTUH;
YPOJOTUYECKUE MEIULIMHCKUE U3/ICIIHS,

paAMONIOTHYECKUE MEIUIIMHCKUE wu3Aenus (B 4acTh oOOpyIoBaHUS IS

yJIbTPa3ByKOBOTO UCCIIEIOBAHMS);

PaIUOJIOTHYECKUE MEIUIIMHCKUE u3Aenust (B 4YacTh OOOPYIIOBaHHS JIs

MarHUTHO-PE30HAHCHOM ToMorpadun).

2. Texuuueckoe 0OCTyKMBaHWE TPyNN MEAULMHCKUX U3Jenuid (Kpome
IIPOrpaMMHOT0 00ecTeyeH s, SBJISIOLIEroCs MEAULMHCKUM H3JenueM) Kiacca 20

NOTCHIOHUAJIBbHOI'O PUCKAa IPUMCHCHUA:

XUPYPTUUCCKUC HUHCTPYMCHTBI, CUCTCMbI W COIIYTCTBYIOIIUC MCAMIMUHCKHUC

W3JICIINS;

MCIUIIMHCKUEC U3ACINA OJIA IJIaCTUYECKOM XUPyprun, ACpMaToIOTMUu M

KOCMETOJIOTHH;
CEP/ICUHO-COCYIUCThIC MEIUIIMHCKHUE U3/IEITUS;

MEIULIUHCKAE U3AECIUsS JJIs MAHUMYJISIIUN, BOCCTAHOBIICHUS TKAHEW, OPTraHOB

YeJI0BEKa;
0(pTaTbMOJIOTHYECKUE MEAUITMHCKUE U3IEIIHS;
(bU3nOTEPANICBTUYECKUE METUITMHCKAC U3CITHS;
MEIUIMHCKNAE U3IeNUSI JIsl aKyILIEpCTBA U THHEKOJIOTHH;
AHECTE3MOJIOTUYECKUE U PECTTUPATOPHBIE MEIULIMHCKUE U3EUS;

paanoIOTHICCKUEC MCAWMIMHUHCKHUC W3ACIINA (B qacTHu O6Op}II[OBaHI/I$I JJIIsL

YJIBTPa3BYKOBOTO MCCIICIOBAHUS);
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PaIMOJIOTHYECKUE METUIIMHCKUE U3IeTus (B 4aCTU TaMMa-IuarHoCTHYECKOTO,

ramMMa-TepareBTUYecKoro 000pyA0BaHUs U IMUCCUOHHON TOMOTpadum);

pPaANOJIOTHYECKUE MEIUIUMHCKUE wu3Aenus (B 4acTu oO0OpydoBaHUS IS
MarHUTHO-PE30HAHCHOM ToMoTrpadun);

paAMOJIOTUYECKUE MEIUUUHCKUE u3Aenus (B 4acTu oOOpydoBaHUS Ui
PEHTIeHOTEpanum);

paauoIOTHYCCKUEC MCIWIMWHCKHC  M3CIHA (B YaCcTu  PCHTTCHOBCKOI'O

000py0BaHUs AJisi KOMIIbIOTEPHOM ToMOrpaduu u anruorpapun);

pPalMOJIOTUYECKUE MEIUIMHCKUE Wu3aenus (B 4YacTh OOOpyHOBaHUS JJs
peHTreHorpaduu 1 peHTTeHOCKOIUH );

YPOIOTHYCCKUEC MECAUTTMHCKUC U3CIINA;
MCIOUIUHCKUC U3ACIINA, IPCAHA3ZHAYCHHBIC JIJIS a¢)epe3a.

3. Texauueckoe OOCTY)KMBaHME TPYNI MEIUIMHCKUX W3ACIUNd (KpoMe

IIPOrPaMMHOT0 OOECTEeUeHUs], SIBIAIOIIErocs MEIUIMHCKUM H3AeIueM) Kiacca 3
MOTEHIMAIBHOTO PUCKA TPUMEHEHHUS:

YPOJOTHYCCKUC MEANTTUHCKUC U3 CIINS

MEUITMHCKUE U3/IeTus, IpeIHa3HaueHHbIe 715 adepesa.

[MPMJIOXKEHUE Ne 2
K [TonosxeHuto o JUIEeH3UPOBAHUH
JESTENHHOCTH TI0 TEXHUIECKOMY
00CTY>KHBaHHUIO MEAUITMHCKUX
W3J1eNii (32 UCKITFOUCHHUEM CITyvas,
€CJIM TEXHUYeCKoe 00CTyKUBaHHUE
OCYUIECTBIISIETCS 17151 0OecTieueHus
COOCTBEHHBIX HYXJ IOPUINYECKOTO
JUA WIA UHIUBUTYaJIbHOTO
peIIpUHAMATENA, a TAKXKE CITydast
TEXHUYECKOTO 00CITy>KUBaHUS

MEIUIIMHCKUX U3IEITUN C HU3KOU
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CTCIICHBIO ITOTCHIOUAJIIBHOI'O PUCKA UX

MIPUMEHEHMUS)

INEPEYEHD
CPeACTB U3MePeHM i, TEXHUYECKUX CPeJACTB U 000pyA0BaHus,
HEeO00XO0AMMBIX VISl TEXHHYECKOI0 00C/1yKMBAHUS 3asiBJCHHBIX
rpynn MeIUIUHCKUX U3/1eJIHii 0 KJIaccaM MOTEeHI[HAJBLHOT0 pUCKa

HX MPUMCHCHUA

['pynma HaumenoBanme cpencts HaunmenoBanune
MEJIULIMHCKHUX W3MEpEeHUN TEXHUYECKUX CPEACTB U
17631 (SH1051%1 000pyaOBaHUS

|. Kitacc moTeHIMaabsHOro pyucka MIpUMEHEHHUS 2a

1. Ba3zoBoe ocHamienue s U3MEPUTETh TOKOB yTEUKU 0a30BbIil Ha0Op AJIst
KJ1acca 2a MEXaHHUYeCKNX pabor,
MOTEHIIUAIBHOTO PHUCKA OYHUCTKHU:
MPUMEHEHUS HaOOp OTBEPTOK;

HA0Op MIECTUTPAHHBIX
KJIIOYEH;

Ha0Op POKKOBBIX
KJIIOUeH;

Habop
rOJIOBOK/TOPLIEBBIX
KJIFOYeH;

OOKOpE3HI,
TJIOCKOTYOIIBI, HOX JIJIst
CHSITHUS U30JISIUY;
MOJIOTOK;

KJIFOY Pa3BOJHOM.
TUTPOMETP NasyIbHAs] CTAaHLUSA
MEraoMMeTp IIBLIECOC

MYJIbTHUMCTP AJISI USMCPCHUA!
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2. Opromnenuyeckue

MEJIUIIMHCKUE NU31EIIHS

3. T'acTposHTeponornyeckue

MEJIUIITHCKUE U3 1EITHS

4. PeaOwiuTamvoOHHBIE U
aJanTUBHBIE JUISI HHBAJIUIOB

MEJIUIITHCKUE U31EIIHS

5. MeaunuHckue u3aenus 1is
IJIACTUYECKOU XUPYPIUH,
J€PMAaTOJIOT U U

KOCMECTOJIOINHN

MIOCTOSTHHOT'O U TIEPEMEHHOTO
HAMPSDKCHHS,

IIOCTOSTHHOT'O Y TICPEMEHHOT'O
TOKa;

COTIPOTHUBJICHHUS;
ANEKTPUYECKON EMKOCTH;

HaCTOThI

CpPENCTBO U3MEPEHUM

JIMHEHWHBIX BEITUYHH

CpPEICTBO U3MEPEHUMN

YTJIOBBIX BEJTUYHH
ocriutorpad
TEPMOMETP

JTUHAMOMETD

N3MCPUTECIIb OCBCIIICHHOCTH TCUCUCKATCIIb

mKad A1 CyIku

SHJOCKOIIOB

OCBCTHUTCIIb

BHHOCKOHI/I‘—IGCKI/Iﬁ

JTAHAMOMETP MPOrpamMMaTop st

HAaCTPOWKHU CIIYXOBBIX

anmnapaToB
VU3MEPUTEND OCBEIIEHHOCTH
MaHOBaKyyMMETP
TEPMOMETP

U3MEPUTENH MOIIIHOCTH U
YacCTOTHI JIJIS IlllapaToB
YBUY-repanun

MUWLTUTECTIAMETP
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6. BcnomorareiabHble U
00111€00JILHUYHBIE

MEJIUIIMHCKUE U3 IETHS

7. CTOMAaTOJIOTHYECKUE

HU3MCPUTCIIb MOIITHOCTH

JTa3epHOTO U3ITyICHUS

HU3MCPUTCIIb MOIITHOCTH
N 9aCTOTHI YJIbTPA3BYKOBOT'O

W31y4YEHUS

pagroMeTp
yIbTPaQHOIETOBOTO

W31y4YEHHUS

BATTMETP MOIIOAEMOM
MOIIIHOCTH

CBCPXBBICOKOYACTOTHOT'O

V3JIy4YCHUS
CEKYHIIOMEp OIIPECCOBLIMK (TIpecc
TUJIPaBINYECKUI)
JMHAMOMETP 3anpaBOYHAs CTAHLIUS
Uit ppeoHa
TaXOMeETp MOWKa BBICOKOTO

JaBJICHUA

TCPMOMCETP MaKCUMaJIbHBIN AHAJIN3aTOP YTCUKU

dbpeona

pamuoMeTp
yIbTPa(UOIETOBOTO

U3ITyYCHUS
MaHOBaKyyMMETP
TEPMOMETP

TEPMOMETP IS CIIELKaMep

HUA3KOT'PalyCHBIN

reHepaTop ra3oBbIX CMECEH

IMapoB 3TaHOJIa B BO3AYXC

MaHOMETP
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MEIUIIMHCKUE U3IEIUS BAKYYMMETD
TaxoOMETP
JTUHAMOMETP
8. AHeCTe3HOJOTHYECKUe U M3MEPUTEIIh TaPaMETPOB
pecnupaTopHbIe arrapaToB UCKYCCTBEHHOM
MEJIULIMHCKHUE U3ETUS BEHTHJISILIUU JIETKUX

YCTPOMCTBO MPOBEPKHU KaHAJa

AaBJICHUA U YaCTOTHI ITYJIbCa

YCTPOMCTBO JJIsI IPOBEPKH

CIIUPOMETPOB

Mepa Ji7Isl IPOBEPKH

ITyJIbCOBBIX OKCUMCTPOB

YCTPOMCTBO JJIA POBEPKH

TEMIEpaTypHOro KaHaja

reHepaTop CUTHAJIOB
MaIrueHTa s
aNeKTpoKapauorpadum,
aneKTpoMuorpadum,

anexTposHuedanorpapuu

aHAIIN3aTop
3JIEKTPOOE30MaCHOCTH IS
W3MEpEHUS HAIIPSHKCHUS
NIEPEMEHHOTO TOKA,
COIPOTHUBIICHUS 3a3EMJICHHS,
COTIPOTHUBIICHUS H30JISIUH,

CHJIBI TOKA, CUJIBI TOKa

YTEUKHU
9. Heiiponornyeckue reHepaTop CUTHAJIOB
MEIULIMHCKUE U3EIUS naruenHTa Jjs
aNeKTpoKapauorpadumu,
aneKTpoMuorpadum,

anexkTposHuedanorpapuu
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10. Cepneuno-cocynuctole
MEJIULIMHCKUE U3EIUS

11. Odranbmonornyeckue

MEJIUIIMHCKUE U3IETHS

12. MegummHcKue U3aeTus I

OTOPHUHOJIAPUHTOJIOTUH

aHaJIN3aTop
3JIEKTPOOE30MaCHOCTH IS
W3MEpEHUS HAIIPSHKCHUS
IIEPEMEHHOTO TOKa,
COMPOTHUBJICHUS 3a3EMJICHHUS,
COTIPOTHUBJICHUS U3O0JISIIIHH,
CHWJIBI TOKA, CHJIBI TOKa

YTEUKHU

TeHEepaTop CUTHAJIOB
naryenTa Jjs
aNeKTpokapanorpaduu,
aneKTpoMuorpadum,

anexTposHIedanorpapun

YCTPOMCTBO MPOBEPKHU KaHAJA

AaBJICHUA U YaCTOTHI ITYJIbCa

Mepa 1Sl IPOBEPKU

ITyJIbCOBBIX OKCUMCTPOB

YCTPOMCTBO I POBEPKH

TEMIIEpaTypHOTO KaHaTa

aHAIIN3aTop
3JIEKTPOOE30MaCHOCTH IS
W3MEpEHUS HAIIPSHKCHUS
NIEPEMEHHOTO TOKA,
COIPOTHUBIICHUS 3a3EMJICHHS,
COTIPOTHUBIICHUS H30JISIUH,
CHUJIBI TOKA, CHJIbI TOKA

YTEUKH

HN3MCPUTCIIb OCBCHICHHOCTH TECT-00BEKT

VCKYCCTBEHHBIH IJI1a3
U3MEPUTEINL OCBELICHHOCTU
MAaCTOUJ UCKYCCTBEHHBIN

YXO HCKYCCTBCHHOC


tel:78003330619
tel:74956485509
mailto:company@garantx.ru
https://garantx.ru/?from=garantx_ru-docs

8 800 333-06-19 8 495 648-55-09 company@garantx.ru garantx.ru

13. ®uznorepaneBTHUECKHE MaHOBaKyyMMETP

MEIUIIMHCKHAE U3IETIUS
TEPMOMET]

WU3MEPUTENH MOILHOCTH U
YaCTOTHI JIJIS AIllIapaToB
YBUY-repanun

MUWLTUTECIAMETP

HU3MCPUTCIIb MOIITHOCTH

JTa3epHOTO U3ITy4EHHS

HU3MCPUTCIIb MOIITHOCTH U
YAaCTOTHI YIBTPA3BYKOBOT'O

N3JTYyUCHHA

paaroMeTp
yIbTPa(UOIETOBOIO

N3JTYyUCHHA

BATTMETP MOIIOAEMOMN
MOIIIHOCTH
CBEPXBBICOKOYACTOTHOTO

N3JTYyUCHHA

14. MeaunuHackue uzaenus s mudpoBoit ocmuiorpad

1N Vitro JUarHOCTUKHU .
1(poBOH MyJIBTUMETP IS

VU3MEPEHUS ITOCTOSHHOTO U
IIEPEMEHHOI0 HAIIPSIKEHUS,
IIOCTOSIHHOTO U IIEPEMEHHOT0
TOKa, COITPOTUBIIEHUS,
3JIEKTPUYECKON EMKOCTH,

YaCTOTBI
TEPMOMETp C TepMOTIapon
I1. Knacc moTeHImaapHOro prucka mpuMeHeHus 20

1. 0a3oBoe OCHAIICHUEC AJIA Ki1acca 2a IOTCHIIMAJIbHOI'O

pHUCKa TPUMEHECHUS
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ba3oBoe ocHamenue kiaacca
20 MOTEeHIMAIIBHOTO PUCKa

IMIPUMCHCHUA

2. Xupyprudeckue
WHCTPYMEHTBI/ CUCTEMBI U
COITYTCTBYIOIIUE

MEJIUIIMHCKUE U31EIIHNs

3. CepneyHo-coCcyaucCThIe

MEJIUIIMHCKUE U3IETHS

4., MenuuuHCKAE W3NS IS
MaHUITY IS/
BOCCTaHOBJICHUS

TKaHEW/OpraHoB YeIoBeKa

5. MeauuuHcKue U3IEIns I

AKYHICPCTBA U THHCKOJOIun

6. AHECTE3UOJIOTUYECKUE U
pecrnupaTopHbIC

MEIULIMHCKNAE U3CIINS

KaOeJbHBIN TecTep AJis
IIPOBEPKHU CETEN Ha
BUTOM Iape u

OIITOBOJIOKOHHBIX CETEN

U3MEpUTETh MOITHOCTH aHaIM3aToOp
JIA3€pHOT0 U3TYyUYEHHUS WH(Y3UMOHHBIX
YCTPOWCTB

aHaIu3aTop
3JIEKTPOXHUPYPrUUECKUX
YCTPOMCTB

HU3MCPUTCIIb DHCPTUHN
BBICOKOBOJIBTHOI'O UMITYyJIbCa

1S 1eUOPUILIATOPOB

MaHOBaKyyMMETP

U3MEPUTENH OCBEIICHHOCTH
aHEMOMETP

TE€HEPATOp CUTHAJIOB
MAUHUEHTA I CUMYJISLHH
SMOPHOHAITHHOU U
MAaTEPUHCKON
IIEKTPOKApANOrpapuu U

MAaTOYHOU aKTUBHOCTH

MOACIIb JICTKUX

ITHEBMAaTH4YCCKasa

MU3MEPUTEIIh TAaPaMETPOB
armnapaToB UCKYyCCTBEHHOU

BCHTHJIAIHNHN JICTKUX
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7. Pagmnonormnyeckue

MEUIUHCKHE U3eius (B
4acTH 000pyAOBaHUS TSI
YJIBTPa3BYKOBOTO

UCCJIEI0BAHMUS)

8. Pammonornueckue

MEAUIIMHCKHE U3enus (B
4acTH TaMMa-
JAMAarHOCTHYECKOT0, TaMMa-
TEpaneBTHYECKOTO
000pyI0BaHUS U

AMUCCHOHHOU ToMOTrpadun)

company@garantx.ru

garantx.ru

MCpa AJIMH aKyCTUUYCCKUX JJIA TeCTep TOKa YTCUKH IJIsI

OLICHKHU PAaCCTOSIHUU B
IIPOAOJIBHOM U ITOIIEPEYHOM
HaIIPABJIECHUU OTHOCUTEIIBHO

OCH yJIbTPa3ByKOBOTO ITy4YKa

MYJIBTUMETP IUGPOBON IS
M3MEPEHUS ITIOCTOSHHOTO U

MCPEMCHHOT'O HAIIPAKCHUA,

IMOCTOSHHOT'O U IICPCMCHHOI'O

TOKa, COIIPOTUBJICHUA,
BHGKTpI/I‘IeCKOﬁ CMKOCTH,

HYaCTOTHI

Mepa JUIMH aKyCTUYECKHUX
(IoTIEpOBCKUMA

yJIBTPa3BYKOBOM (paHTOM)

aHaJIU3aTop
JIEKTPOOE30IaCHOCTHU IS
U3MEPEHUs HaIPSHKEHUS
MIEPEeMEHHOTO TOKA,
COIIPOTHUBIICHUS 3a3EMJICHHUS,
COTPOTHUBJICHUS U3OJISIIIHH,
CWJIBI TOKA, CUJIbI TOKA

YTEUKH

JIO3UMETP PEHTIEHOBCKOTO U
ramMmma-u3iaydeHus JUist
U3MEPEHUS MOITHOCTH
aMOMEHTHOIr0 KBUBAJICHTA
JT03bI HEMTPEPHIBHOTO,
KPaTKOBPEMEHHOT'O U
VUMITYJIbCHOT'O U3JTy4YEHHUS,
aMOMEHTHOTO SKBUBAJICHTA

JO3bI

YIBTPA3BYKOBBIX

JaTYUKOB

(haHTOM 17151 OTICHKH
KauecTBa
PEKOHCTPYKIIHH
M300paxKeHusl,
MOJy4YE€HHOTO METOJIOM
ITO3UTPOHHOMN
SMHCCUOHHOU

Tomorpaduu

baHTOM AJI1 KOHTPOJIS

JUCTOPCHHU U TOUHOCTHU
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YCTAHOBKH OIITUYCCKOTO

IEHTpaTopa

9. Paamonoruueckue U3MEPUTETh MOILIHOCTH HEMarHuTHBIA HAabOp
MEIUIMHCKUE U3JIEeUs (711 BBICOKOYACTOTHOTO JUTSI MEXaHUYECKHUX
MarHUTHO-PE30HAHCHOM U3y UYCHUS paboT

Tomorpadun)
aHaJIM3aTOp CHEKTpa AJs TecIameTp

U3MEpEeHHUS BBICOKOTOYHBIN 151

BBICOKOYACTOTHOI'O CUTHAIA  OINpEAeTICHHUs
TOMOT€HHOCTHU
MarHUTHOTO TOJIS
MarHuTHO-
PE30HAHCHOTO
Tomorpada

BAKYYMHBIM KOMIIPECCOP
C BaKyyMHOU
MarucTpaibio U
KOMIUIEKTOM

coeqMHUTENEHN

3aBOJYHK TOKA IS
CBEPXIIPOBOITHUKOBBIX

MardmuToOB

nepeianBHAA JIUHUA IS

KHUOKOI'O I

10. Pagmomornyeckue JIO3UMETP KIMHUYECKUH C
MeIUIMHCKNE u3ienus (B HabopoM kamep U (haHTOMOM
4acTH 00OpYyJOBaHUS ISl  BOJIHBIM MOJI KaMepy
PEHTTEHOTEPAIINN) HaTepCTKOBOTO THIIA

TO3UMETP PEHTIEHOBCKOTO U
raMMa-u3TydeHust s
U3MEPEHUST MOIITHOCTH
aMOHMEHTHOI'0 PKBUBaJICHTA
JI03BI HETIPEPHIBHOTO,

KpaTKOBPECMCHHOT'O U
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HMITYJIbCHOI'O U3JIYUCHUA,

aMOMEHTHOI'0 YKBHBAJICHTA

J103bI
11. Papuonoruueckue JO3UMETP 151 KOHTPOJIS KOMIUIEKT (paHTOMOB,

MEJIMLIMHCKHAE U3JeIus (B XapaKTEPUCTUK TECT-00BEKTOB IS
YaCTH PEHTI€HOBCKOTO PEHTTEHOBCKHUX anmnapaToB OLICHKH:
000pyI0BaHUS IS JUTSl U3BMEPEHUS aHOIHOTO nryma;
KOMITBIOTEPHBIX HaIPsDKEHUsI, BPEMEHU OJTHOPOJIHOCTH;
TOMOTpadoB U JKCIO3ULIHH, CIIOS CPEIHETO YuciIa
aHruorpadum) MOJIOBUHHOTO OCNIA0JIEHNUs,  KOMIIBIOTEPHBIX

J103bI PEHTT€HOBCKOI'O TOMOTpaUIECKUX

U3IIyYEHUs, KOMIIBIOTEPHO-  €AUHUIL;

TOMOrpauYecKoro HHAEKCa MPOCTPAHCTBEHHOTO

J03bI pas3peleHus;
TOJILIMHBI CJI0S;
KOMIIBIOTEPHO-
TOMOTrpaduyecKoro
MHJIEKCA J103bl;
byHKIMM neperadyu

MOy JISITIH
ocruiorpad mudpoBoi (dbaHTOM J1J151 OTICHKH
MHOTOKaHaJIbHBIN byHKINU TIepeaaun

MOJTYJISAIIAN
KBAHTOBOU

s peKTUBHOCTH
pEeruCTpaIuu ¢
MPOrPaMMHBIM
oOecriedeHnueM st ux

OLIEHKH
KJICIII TOKOU3MEPUTEIIbHBIE

aHAIIN3aTop
3JIEKTPOOE30MaCHOCTH ISt
W3MEpEHUS HAIIPSHKCHUS
NIEPEMEHHOTO TOKA,

COIIPOTUBJICHUA 3a3CMJICHU,
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12. Pagmoiiornueckue
MEIUIIMHCKAE U3eTus (B
4acTH 000PYyIOBAHUS IS
peHTreHorpaduu u

peHTFeHOCKOHI/II/I)

8 495 648-55-09
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COIIPOTUBJICHU U30JIAINH,
CHJIBI TOKA, CHUJIBI TOKA

YTEUKH

MYJIBTUMETP ITUGPOBOM TSI
M3MEPEHUS TTIOCTOSHHOTO U
MEPEMEHHOT0 HAIPSKEHUS,
MIOCTOSIHHOTO U MEPEMEHHOTO
TOKa, CONPOTUBIICHUS,
AJIEKTPUYECKON EMKOCTH,
YaCTOTHI

JO3UMETP PEHTIEHOBCKOTO U
raMMa-u3JIy4YeHHUs s
U3MEPEHUS MOITHOCTH
aMOHMEHTHOTO SKBHBAJICHTA
J103bI HEMTPEPBIBHOTO,
KPaTKOBPEMEHHOTO U
UMITYJIbCHOT'O U3JTy4YEHHS,
aMOMEHTHOTO SKBUBAJICHTA

JO3bI

JO3UMETP JIIST KOHTPOJIS
XapaKTEPHUCTHUK
PEHTICHOBCKHX aIlliapaToB
JUTSI K3MEPEHHMSI aHOTHOTO
HaMPsDKCHUS, BpEMEHH
9KCIO3UIINH, CII0S
ITOJIOBUHHOT'O 0CJIa0JIEHNS,
JI03bI PEHTIC€HOBCKOTO

W31y4YEHHUS

garantx.ru

KOMILJIEKT (DaHTOMOB,
TECT-00BEKTOB JIJIs
OLIEHKH:
MPOCTPAHCTBEHHOTO
paszpelieHus;
KOHTPACTHOM
YyBCTBUTEIILHOCTH;
JTUHAMUYECKOTO
JMana3oHa;

MIPOBEPKHU OTHOIICHHUSI
CUTHAJI/IIIyM;
reOMETPUYECKUX
napaMeTpoB padouero
OJIs;

JIMCTOPCHH;


tel:78003330619
tel:74956485509
mailto:company@garantx.ru
https://garantx.ru/?from=garantx_ru-docs

8 800 333-06-19

8 495 648-55-09

company@garantx.ru

garantx.ru

octruorpad mudpoBon

MHOTOKaHaJIbHBIN

KJICIOY TOKOU3MCPUTCIIbHBIC

aHaJIN3aTop
3JIEKTPOOE30MAaCHOCTH IS
U3MEpPEHUS HAIIPSHKCHUS
NIEPEMEHHOTO TOKA,
COIPOTHUBJICHUS 3a3EMJICHHS,
COIIPOTHUBIICHUS M30JISAIUH,
CHWJIBI TOKA, CHJIBI TOKA

YTEUKH

MYJIbTUMETP LHUPPOBOH IS

HU3MCPCHUA ITIOCTOSAHHOTO U

NEPHEHAUKYIIPHOCTH
PEHTTEHOBCKOTO MyYKa;
COBIIJICHUS CBETOBOT'O

Y PEHTT€HOBCKHUX MOJIEN

KOMILJIEKT (DaHTOMOB,
TECT-00BEKTOB PEKUMA
JUHEHOM ToMorpaduu
PEHTT€HOBCKUX
anmnaparoB JUIsl OLEHKH:
BBICOTBI U TOJIIIUHBI
cl10s1;

yriia ToMorpaduu u
CUMMETPHH;
MPOCTPAHCTBEHHOTO
pasperieHus s

pexxuma ToMorpaduu

(haHTOM 7151 OTICHKH
GyHKIIIY TIepeaadn
MO JISIIIIU U
KBaHTOBOM

s PekTUBHOCTH
pETUCTpAIUH C
MPOrPaMMHBIM
oOecriedyeHneM st ux

OLICHKHA


tel:78003330619
tel:74956485509
mailto:company@garantx.ru
https://garantx.ru/?from=garantx_ru-docs

8 800 333-06-19 8 495 648-55-09 company@garantx.ru garantx.ru

MIEPEMEHHOIO HAIPSKEHUS,
MOCTOSIHHOTO U IEPEMEHHOTO
TOKa, COMPOTUBIICHUS,
AIIEKTPUYECKON EMKOCTH,

YacTOTBI
JICHCUTOMETP

JIO3UMETP PEHTTC€HOBCKOTO H
raMmma-u3aydeHus ISt
U3MEPEHUS aHOTHOTO
HaIPsDKEHUSI, BpEMEHHU
SKCITO3HIUH, CIIOS
IIOJIOBUHHOTO OCJIa0JICHUS,
JI03bI PEHTT€HOBCKOT'O

U3y YCHHUS
I1l. Kinacc noTeHIManbHOTro pycka NpUMEHEHHUS 3

1. Ba3oBoe ocHalIeHue Kjlacca aHAJIOTUYHOE 0a30BOMY OCHAIICHUIO TS Kiacca 20

3 MNOTCHIHAJIBbHOI'O0 PHUCKa MNOTCHIHUAJIBHOTO pUCKA IPUMCHCHUA

MIPUMEHEHUS
2. Ypoisoruyeckue AHAJIN3aTOP BOJIHBIX
MEIULUHCKHAE U3IEIIHS pacTBOPOB ISl U3MEPEHHUS:
ypoBHs pH;
IIPOBOAMMOCTH

MaHOMETP AIEKTPOHHBIN

Mepa JUIMH aKyCTUYECKUX IS
OLICHKU PacCTOSHUM B
IIPOJIOJILHOM U IIOIIEPEYHOM
HaIIPaBJICHUU OTHOCUTEIILHO

OCH YJIbTPa3BYKOBOTO My4Ka

N3MCPUTECIIb MOITHOCTH

YIABTPA3BYKOBOI'O U3TyUYEHHUS

JO3UMCTP IJII KOHTPOJIA

XApaKTCPUCTHUK
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3. MeaunuHCKHE U3,
MpeHA3HAYCHHBIC JJIS
adepesa

[Ipumeuanue.
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PEHTTEHOBCKHX aIllapaToB
TSl U3MEPCHHS aHOTHOTO
HaIPsDKEHUSI, BpEMEHHU
SKCITO3HIUH, CIIOS
IIOJIOBUHHOTO OCJIa0JICHUS,
JI03bI PEHTT€HOBCKOT'O

N3JTYyUCHHA

JO3UMETP PEHTICHOBCKOTO H
ramma-u3aydeHus st
U3MEPECHHS aHOTHOTO
HaTpPsDKEHUS, BpEMEHH
9KCIO3ULINH, CII0S
ITOJIOBUHHOT'O 0CJIa0JIEHNS,

A03bI pPCHTTCHOBCKOI'O

U3ITy4YEHHUS

MaHOBaKyyMMET] aHaIM3aToP
MH(Y3UMOHHBIX
YCTPOWCTB

U3MepUTEeIh 00BbeMa

JKUIKOCTH

JlommyckaeTcsi mpUMEHEHUE CPEACTB U3MEPEHUM, U (MIIH ) TEXHUYECKUX CPEJICTB,

U (W) 000pyI0BaHUsI, U3TOTOBJICHHBIX B BUJE YCTPOWCTB, OOBEIUHSIONINX B ceOe

HECKOJIBKO (DyHKITHH.

YTBEPX/IEHbI

IIOCTAaHOBJICHHECM HpaBI/ITeJIBCTBa
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Poccuiickon ®@enepanumn
ot 30 Hos6pst 2021 1. Ne 2129

N3MEHEHWA],
KOTOpbIe BHOCATCH B nmocranoBJieHue [IpasurenscrBa Poccniickoit
®enepauuu ot 15 cenrsiops 2020 r. Ne 1445

(He peiictByror ¢ 1 mapra 2022 r. - a03am 2 MyHKTa 5 HACTOSIIETO

HOCTaHOBHeHI/IH)
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