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O0 yTBepkaIeHHH AAMHHHCTPATHBHOIO pPerjaMeHTa (I)enepanbuoﬁ cﬂymﬁbi no
HaJA30py B cepe 3A1paBoOOXpaHEHHS 110 NPEJOCTABICHHIO FOCYAaPCTBEHHOM YCIyru
[0 JIMIEH3HPOBAHUIO AeSITEJILHOCTH MO NPOU3BOACTBY H TEXHHYECKOMY
00CTyKHBaHHIO (32 HCKJIIOUEHHEM CJIy4asi, ecJiM TEXHHYeCKoe 00C/Ty:KHBaHHe
OCyUIecTBJIsIETCH 1Jisl o0ecnedeHusl COOCTBEHHBIX HY KA IOPHIHYECKOro JHNA WIH

HHANBUAYAJIBHOTO npeanpnﬂnmaTeJm) MeJHIHHCKON TEXHHKH

B coorBercTtBun ¢ ®PenepanbHbiM 3akoHOM 0T 27 uions 2010 r. Ne 210-d3 «O6
OpraHu3alyyu NpeOCTaBIIEHUS TOCYIapCTBEHHBIX M MyHUIMNAILHBIX yciuyr» (CobpaHue
3akoHOAAaTeNbCTBa Poccuiickoit ®eneparum, 2010, Ne 31, cr. 4179; 2020, Ne 31, ct. 5027),
mocraHoBnenreM [lIpasurensctsa Poccuiickoit ®enepanuu u ot 16 mas 2011 r. Ne 373
«O pa3paboTke M YTBEPKICHHH aIMHHHUCTPATHBHBIX PETIaMEHTOB OCYIIECTBIECHUS
roCyJapCTBEHHOro  KOHTpoJis (Haz3opa) H  aJAMUHHUCTPATUBHBEIX  perJIaMEHTOB
TIPEIOCTABIEHUS OCYAapCTBEHHBIX ycﬁyr» (Cobpanue 3akoHOmaTeNbcTBa Poccuiickoit
®eneparuu, 2011, Ne 22; cr. 3169; 2018, Ne 46, cr. 7050), nynkrom 4 IlonoxeHus o
JMIEH3APOBAHUN JIEATENLHOCTH MO MPOU3BOJCTBY M TEXHHUYECKOMY OOCIYXHBAHHUIO (3a
HCKITIOHeHHEM CIydasi, €CIId TEeXHH4Yeckoe OOCIy>XHBaHHE OCYILIECTBIACTCS Ui
obecrieueHrsi COOCTBEHHBIX HYXJA IOPUIMYECKOro JIMIAa WIM HMHIUBUAYAIBHOTO
npeAnpruHIMaTes) MEJULMHCKOM  TEXHHKH, YTBep)KZEHHOrO  IOCTAHOBJIEHHEM
IpaBurensctBa Poccutickoit @enepanuu ot 15 centsops 2020 r. Né 1445 (Cobpanue

- 3aKOHOJATENIbCTBA Poccnﬁcxoﬁ ®eneparn, 2020, Ne 39, ct. 6037), npu Kk a3 Bl Balo:
1. VTBepauTh mpuaaraeMelii A JMUHUCTPATUBHEINA periiaMeHT PeiepaibHON CILyXKOBI

0 HaI30py B cepe 30paBOOXpaHEHUs IO MPENOCTABICHUIO IOCYJapCTBEHHOH YCIIyTH
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IO JIMLICH3UPOBAHHUIO AESTEIBHOCTH IO MPOM3BOACTBY M TEXHHYECKOMY OGCITYXHBaHMIO
(32 HCKIIOYEHMEM CITyyas, €CIM TEeXHHYECKOe OOCIyXHBAaHHE OCYILECTBILETCS
M obecriedeHUs COOGCTBEHHBIX HYX[ IOPHAMYECKOrO JIHIA MIH HHIUBHAYAILHOTO
IIPEANIPHHUMATENA ) MEJULIMHCKON TEXHUKH.

2. Hacrosuuii IpuKa3 BCTyIaeT B clity ¢ 1 ausaps 2021 r.

PykoBoautens M CamoiiioBa




YTBepxaeH
npukazom DenepanbHO# CiyKObl
N0 Hag30py B cdepe 34paBOOXpaHEHUS

otr«/W» 47 2080t Ne SO/CY

AJIMHHMCTPATHBHBIH perjiaMeHT
®denepasibHOil ciy:k0bI 10 HAA30pY B cepe 31paBoOOXpPaHEHHUS
110 TIPEXOCTABJIEHHIO FOCYAaPCTBEHHOM YCIYrH 110 JIHEH3HPOBAHHIO
AeSITeJIbHOCTH N0 IPOH3BOACTBY H TEXHHYECKOMY 00C/IyKHBAHHIO
(32 MCKJIIOYEHHEM CJIyuasi, eCJIH TEXHHYecKoe 00c/IyKMBaHHE OCYLIECTBIIAETCH
1Jis obecrevyeHusi COOCTBEHHBIX HYXKA I0PHIANYECKOro JHLA HJIH HHIHBHAYAJIbLHOT 0
npeInpUHAMATEA) MeAHIHHCKONH TEXHHKH

I. O0wHe noI0OXKEHUS
[penmeTt perynipoBaHus AJMUHACTPaTUBHOIO pErlaMeHTa

1. AaMuHHCTpaTUBHBEINA pernameHT QDenepaibHON Ciy:kO6bl IO Haa30py B cdepe
3[]paBOOXpaHeH s 110 MPENOCTABICHHIO IOCYIapCTBEHHOM YCIyrd IO JHLEH3MPOBAHHMIO
JESTEILHOCTH O NPOU3BOACTBY M TEXHHYECKOMY OOCIYXMBAHHUIO (32 HMCKIIOYCHHEM
clydas, €CIM TEXHWYECKOE OOCIy)XHBaHHE OCYIIECTBIsSeTcs s obecnedeHus
COGCTBEHHBIX HYXJ HOPHAMYECKOrO JIMLA HIM HHIMBHAYaTbHOTO MNpeANpHHIMATEN)
MEIUIMHCKON TeXHUKH (haiee COOTBeTCTBeHHO ~ AIMHMHHCTPAaTUBHBIA DPEriaMeHT,
rocyJapCTBEHHas  ycCiyra) yCTaHaBHHBaeT CpOKH M IOCIEHO0BaTeIbHOCTH
aJIMUHHUCTPATUBHBIX MPOLIETYP (meiicTpuit) CDenepanBHon cinykO0bl 10 Hax3opy B chepe
31paBooXpaHeHus (maiee — Poc3apaBHaA30p), MOPSAOK B3aUMOICHUCTBHA MEXIY
CTPYKTYpPHBIMH TofpasjenenusmMu PocsiapaBHan3opa, €ro JODKHOCTHBIMH JIMLIAMH, a
TaKKe B3auMoneiicTBHA Poc3ipaBHamzopa C  3aABUTENSMM, WHBIMA  OpraHaMH
rocyapCTBEHHOM BIACTH W OPraHaMH MECTHOTO CaMmOyIPaBJCHHUs, OpraHU3alMAMH NP
NpeOCTaBICHUH TOCY JAPCTBEHHOM YCIYTH.

Kpyr 3asiBurenei

2. 3asBUTENSIMHU Ha IIPENOCTaBIEHHE TOCY1apPCTBEHHOH yCIyTH (aajee — 3asBUTENH)
SIBJISIFOTCSI: ' ‘

1) ropuaMYECcKHE JIULIA, I/lH}ll/IBI/I,ElyaHBHbIe NpEeANPUHUMATENH, UMEIOLIHe HaMePeHH e
OCYLLECTBIIATh MM OCYIIECTBISIOLME AESTENBHOCT 110 NPOM3BOACTBY M TEXHHYECKOMY
OGCIY)KMBAHMIO (33 WMCKIIOYEHHEM CiIyuas, CCIM  TEXHHYECKOe —OOCIyXHBaHHME
oCylLleCTBIsIeTCs 1l OOecleyeHns COOCTBEHHBIX HYXX IOPHIMYECKOro JIHIA WK
MHIMBALYQIBHOTO MpPEAIPUHAMATENS) MEIMIMHCKOH TEXHUKH (Iajnee COOTBETCTBEHHO -
COHMCKATeNb TALEH3HH, IHIEH3HAT), TG0 UX yTONHOMOUYCHHBIE NPEe/ICTABUTENN;

2) dusnueckue U OPUAMHEECKUE JINLIA, oOpaTHBLIMECs 3a IPeJOCTABICHHEM CBEEHHH
0 KOHKDETHOH IMIEH3MM Ha OCYIUECTBIEHHE JesATENbHOCTH IO MPOM3BOACTBY H
TEXHUYECKOMY OOCIY)KHBAaHMIO (32 HCKIIOMCHHEM Cllyyas, €ClIM TEXHHYecKoe
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00CiyKHBaHWE OCYILECTBISAETC Ui 0OecleueHus] COOCTBEHHBIX HYXJ IOPUIUYECKOTO
NUla WIM WHIAMBUAYAJIBLHOIO IpeANpHHMMATeNs) MEIULMHCKON TeXHHKH (Janee —
JIALEH3KA) U MHOM MH(pOPMAIIHH 10 IPeIO0CTaBICHHUIO FOCY JapCTBEHHOM YCIIyTH.

TpebGoBaHus k mopsaKy HHGOPMHPOBAHUS O MPEJOCTABICHUH
roCyIapCTBEHHOM yCIIyTH

3. HWudopmuipoBaHne © MOpAAKE NPENOCTABICHHS TOCYNapCTBEHHOM YCIyTd

OCYILIECTBIISETCS:
Ha ouLanEHOM caiite Poc3npaBnanzopa B HH(POPMAIOHHO-
TeNeKOMMYHHMKAlMOHHON  cetn  «MHTepHeT»  (manee —  OQHUMANbHBIA  CaWT

PocsapaBHanzopa, cetb «HTEpHET?);

Ha OQMIKATHEHOM caiiTe B elepanbHOl rocy1apcTBeHHOH HHGOPMALMOHHON CUCTEME
«EnuHBIH MopTa rocy JapCTBEHHBIX U MyHUIMIIAIBHBIX YCIyD» (fanee - Equnbli noprain);

B (heJiepalibHOM rocy JapCTBEHHOM HH(POPMAIIMOHHOM cucTeMe «DejiepaibHbIi peecTp
rocyJapcTBEHHBIX YCiIyT (pyHKUui)» (nanee - PenepanbHblii peectp);

Ha HHPOPMALMOHHEIX CTEH/IAX B MOMEILEHHHU TIPUEMHOH 1o paboTe ¢ obpalleHHAMH
rpaXkaaH;

110 HoMepaM TeJle()OHOB IS CIIPABOK.

4. CripaBouHas HH(POpMaIKs 0 BOIPOCaM NPeI0CTaBIEHU TOCY IapCTBEHHOM yCITyTI'H
pa3Melnaercs:

Ha odunuanbHoM caiite Poc3npaBHanzopa;

Ha EnquHowm mopraie;

B DenepaibHOM peecTpe;

Ha HHGHOPMAIIMOHHBIX CTEHaX.

5. CnpaBounas uHpOpPManus INPEJOCTABIAETCS  ODKHOCTHBIMU  JIMIIAMH
Poc3apasaanzopa o TenedoHy, Ha JHYHOM IIPHEME 3asBUTEJIS UITH MMCbMEHHO TIOYTOBBIM
OTIIPaBJIEHHEM JIUOO NEKTPOHHBIM COOOLICHUEM I10 3IPECy, YKa3aHHOMY 3aABHUTENIEM.

CrpaBoyHass MH(OpPMAalKMs BKJIIOYAET CBEICHHS O MeCTe HaXOXKIEHWs, rpaduxe
paGoTHI, CHpaBoYHBIX TeleoHax, Homepe Tenepona-uHpopMaropa, aapecax
OQHUIMATBHOTO CaliTa, BIeKTPOHHOM mouThl M (MnM) (OpMbl OOpaTHOH CBS3H C
PocaapaBHaa3opoMm.

6. Ha oduimansHoMm caiite PocsgpaBHagzopa, HHGOPMAUMOHHBIX CTEHIAX, B
DeepaibHOM peecTpe, Ha EiMHOM mopTaiie pasMelaeTcs cleayromas nupopmanus:

IOPAJOK TOydYeHHs HH(pOpPMaluH 3asBUTENISIMH IO BONPOCAM IMpPEROCTABICHHS
roCyIapCTBEHHOM YCIIyTH,

FCUEpNbIBAIONIKIA NepedeHb JOKyMEHTOB, HEOOXOAMMBIX [UIS IPENOCTaBICHUS
roCyIapCTBEHHOU YCIyTH, Tpe6oBaHUA K O(GOPMIIEHHIO YKa3aHHBIX TOKYMEHTOB, & TaKke
nepeyeHb JOKYMEHTOB, KOTODBIE 3asBHTENb BIpPaBe IPEACTABUTH IO co6CTBEHHON
MHHUIIMATHUBE;

KpYT 3asBUTEJIEH;

CPOK IPeNOCTaBIeHHs FOCY JAPCTBEHHOM YCIyTH;

CBeIeHHs O XOJI€ [IPeIOCTaBIeH s TOCy IaPCTBEHHOM YCIyTH;

pe3ynbTathl NPEIOCTaBIICHHs TOCYJapCTBEHHOM YCIIYTH, MOPANOK MpEACTaBICHUS
JOKYMEHTA, ABJISIOIIEr0Cs pe3yIbTaToOM MPeJOCTaBIEHUs FOCY IAPCTBEHHOH yCITyTH;
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0 IpaBe 3asBHTENs Ha JocyneOHoe (BHecylaeOHOe) OO0XaloBaHWe JEWCTBHUM
(6e3melcTBUs) W pelIeHWH, NPHHATHIX (OCYINECTBIAEMBIX) B XONE MPEHOCTaBJICHUS
rOCYJJapCTBEHHOH yCIIyTH;

(dopMBI 3asBiIeHHH (YBeIOMIEHHH, COOOLIEHUI), HCIIONB3y EMBbIE IIPH IPENOCTABIIEHUH
roCyIapCTBEHHOM YCIYTH;

IepeyeHbh  HOPMAaTUBHBIX  IpaBOBBIX  akToB  Poccuiickoit ~ Denepainy,
periiaMeHTUPYIONHX MPeA0CTaBleHHE TOCY JapCTBEHHOH yCITyTH;

TEeKCT AZMHHHCTPATHBHOTO PETJIaMeHTa.

7. Undopmarms Ha EguHoMm moprane u oduuuansHoM caiite PocsapaBHaazopa o
MOPSIKE M CPOKax MPefOCTaBJIEHHS rocyJapCTBEHHOM yCIyTH Ha OCHOBAHHH CBEICHUH,
cogepxainuxca B OeepaibHOM peecTpe, IPEAOCTABIAETCS 3asBUTENO Ha GE3BO3ME3IHOM
OCHOBE.

II. CranaapT npefocTaBieHus rocy JapCTBEHHOM yCIyTH
HaumeHoBaHMe rocyJapCTBEHHOH yCllyTd

8. FOCYI[apCTBeHHaH yciIyra 1o JUICH3UPOBAHUIO ACATEIIBHOCTH 10 MPOU3BOACTBY H
TCXHUYCCKOMY OGCJ'[y)KI/IBaHI/IIO (3a UCKIIIOYECHHUCM  ClIydasd, ¢€CJIM TEXHHUHECKOC
O6CJIy}KI/IBaHI/Ie OCYIIECTBIIACTCA UIA obecrieueHHsT COOCTBEHHBIX HYXJ HOPpHIXYICCKOTO
JIUILa UJITH HHAUBUAY AJIIBHOI'O HpeI[HpI/IHI/IMaTeJ'ISI) MEIHUIIMHCKON TEXHUKU.

HanmMeHnoBaHnue oprasa,
MPEAOCTABIISIOLIErO rOCy IapCTBEHHYIO YCIIyTy

9. TocynapcTBeHHas yciyra npefocrasiserca PocsapasHanzopoM.

10. 3anpemaeTcs TpeGOBaTH OT 3asBUTENsS OCYLIECTBJIEHHUs ACHCTBUH, B TOM 4YHCIIE
COTJIaCOBaHM, HEOOXOAMMBIX IS TOJyuYeHHs TOCyIApCTBEHHOM YCIIyTH M CBSI3aHHBIX C
obpallleHHeM B HHble TOCYJapCTBEHHBI€ OpraHbl W OpraHM3alli{, 3a HCKIIHOYCHUCM
[OJly4eHHs YCIIYT, BKIOYEHHBIX B [IEPEUeHb YCIIyT, KOTOPBIE SBIAIOTCS HEOOXOMUMBIMH U
06s3aTeNIbHBIMY IJTS IPEAOCTaBIeH s (elepaIbHBIMU OPraHaMK HCTIONHUTEIbHON BIIACTH,
[ocynapcTBEeHHOM Kopropalyei o aToMHOM SHeprun «PocaToM» rocy 1apCTBEHHBIX yCIyT
M TNpPeNOCTaBISIOTCS ~ OPraHM3alMsAMH{,  y4YacTBYIOIIUMH B TNPENOCTAaBIICHUH
rOCYJapCTBEHHBIX YCIYT, YTBEPXKIEHHBIH mocTaHOB/IeHHeM [IpaBuTenLCTBa Poccuiickoi
denepanyn ot 6 Mas 2011 1. Ne 352! (nanee — [Tepeuens ycyr).

OmnucaHue pe3yJibTaTta npeaoCTaBICHUA FOCYI[apCTBeHHOﬁ YCIIyTH

11. Pesynbraramu pef0CTaBISHHs FOCY JAPCTBEHHON yCIIyTH SBJIAIOTCA:
1) mpepocTapiienue (0TKa3 B NPEOCTABICHHUH) IULICH3NY;

2) nepeoopmiienune (0Tka3 B nepeoGopmIIeHNHN) ITHIICH3UH;

3) npenocTaBlIeHHE CBEJICHMI M3 peecTpa JHLCH3UH,

4) npexpalleHne NeiCTBHS TUIEH3HMH 110 3a5BICHHUIO JHIIEH3HATA.

! Co6panue 3akoHoaTeNbCTBA Poccuiickoii Penepauuy, 2011, Ne 20, ct. 2829; 2020, Ne 39, c1. 6038.
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Cpok mpeocTaBieHUs TOCYJAPCTBEHHON YCIIYTH, B TOM YHUCIIE C YYETOM
HeoOX0IUMOCTH OOpallleH!s B OpraHi3alyy, y4acTBYIOIIUE B IPEIOCTaBICHUH
roCyAapCTBEHHOH yCIyT', CPOK TIPHOCTAaHOBIEHUS IPEAOCTABIECHHUs FOCY AAPCTBEHHO
YCIIYTH B ClIydae, eCJii BO3MOXXHOCTh IPHOCTAHOBJIEHHS [IPEyCMOTPEHA
3aKOHOATENLCTBOM Poccuiickoit @enepaiinu, CpoK BelJaud (HalpaBieHUs) JOKYMEHTOB,
ABJISIOUIMXCA PE3YJBTATOM NPElOCTABIEHHUS rOCyAapCTBEHHON YCIyTH

12. Cpok mnpemocTaBjieHHs TOCYHapCTBEHHOH yCIYrM M BblJaud (HalpaBieHH:)
JIOKYMEHTOB, SIBJISIOLIUXCS pe3yNbTaTOM NPEeNOCTaBICHUS TOCY JapCTBEHHOM yCIIyTH:

1) npuHATHE PELEHUs O TIPeAOCTaBieHNH (00 OTKa3e B PEJOCTABICHHH) JTUIECH3UH -
45 pabouux IHel co JHA NOCTyIUieHHs B Poc3apaBHAA30p HaiexalluM obpazom
O(OPMIIEHHOTO 3asBIICHHS O MPEJOCTABICHUH JMIEH3UH M JOKYMEHTOB (CBEICHHI),
MPelyCMOTPEHHBIX MYHKTOM 15 AJIMUHUCTPATHBHOIO perIaMeHTa,

2) npuHATHE peieHus o nepeodpopmiieHHH (00 0TKa3e B IepeoPOPMIICHHH) JIULIEH3UH
(B cilyyasX peopraHd3alii IOpHANYecKoro juia B dopMe mpeobpa3oBaHus, CIMSHMIA,
HU3MEHEHHUS ero HAaMMEHOBaHMS, aJpeca MecTa HaX0XKACHUS, a TAKXKE B CIIyYasX H3MEHEHHUS
MecTa JKHTEIbCTBA, UMEHH, (haMUIMK M OTYECTBA MHIMBUIYAIBHOTO MpeANpUHAMATEI,
PEKBH3UTOB JOKYMEHTa, y IOCTOBEPSIOILET0 €0 JINYHOCTD, NPEKPAIEHUs eI TEILHOCTH 110
OIHOMY afipecy MM HECKOJBKAM aJpecaM MECT €€ OCYLIECTBICHHS, yKa3aHHBIM B
mvnen3un) - 10 pabounx AHed co AHA NOCTyIUIEHHMs B Poc3ipaBHan3op HaulexalliuM
00pa3oM OG(OPMIICHHOTO 3asBICHHS O MepPeOPOPMICHHH JIMLEH3UH U JOKyMEHTOB
(cBefieHHi), IPely CMOTPEHHBIX TyHKTaMu 16 1 19 AMUHUCTPaTMBHOTO periaMeHTa;

3) npuHATHE peleHHs o nepeohopmiieHnH (06 0TKase B NepeopOPMIICHHH) IHLIEH3UH
(B CnydYasx WU3SMEHEHHMs aJIpecoB MECT OCYIIECTBICHUS HOPUAMYECKUM JHLOM,
WHIHBUY aIbHBIM npe,unanHMaTeneM nnueﬂsnpyeMoro BH/a JEATENBbHOCTH, IEpeyHs
BBIIIOJIHAEMBIX paboT, OKa3blBaEMBIX YCIYI, COCTABJSIOMIMX JIMLEH3UPYEMbIH BH/
nesTenbHOCTH) - 30 pabounx aHel co JHSI TIOCTYIUICHHS B Poc3apaBHaazop HaUIeXalum
00pa3oM OQOPMICHHOTO 3asfBJEHUS O TNEepeopOPMICHUU JHMUCH3UA H JIOKYMEHTOB,
NpeIyCMOTPEHHBIX IyHKTaMu 17 u 18 A,Z[MI/IHI/ICTpaTI/IBHOFO pernameHTa;

4) BBlmaya (HampaBJCHHE) yBeI[OMJIeHI/ISI 0 HpeJlOCTaBJIeHI/II/I (nepeodopmiaeHun)
JIUIIEH3HH - 3 pabOYnX [HsA CO [HS BHECSHHUs 3aIIUCH O IIPEIOCTABICHUH (nepeodopmiieHIN)
JIMLIEH3UH B PeecTp JIULCH3UM;

5) mpexpalleHue NeHCTBUS JNMLEH3UA - 10 paGOtmx lIHeH CO JHS TOCTYIUICHUS B
Poc3zpaBHanzop HauiexamuM 00pasoM O(I)OpMJIeHHOFO 3a9BJIEHUS O IIPEKpaIeHUN
JEeATETBHOCTA IIO HpOI/I3BOJICTBV ¥ TEXHHYECKOMY 06CJIy)KI/IBaHI/IIO (32 HCKIIOYEHHUEM
Cllydas, €CTH TEXHHYECKOe OOCIy)XMBAaHHe OCYIIECTBAseTcs M  obecrnedyennus
COGCTBEHHBIX HYXJ IOPHAMYECKOrO JMIAa WIM HHAUBUIYaIbHOTO MpPEIIPUHMMATENS)
MEIUIHUHCKOW  TEXHUKH, rtpenyCMOTngHbro . myHktoM 20 AJMHHHCTPaTHBHOTO
perjiaMeHTa; | ' , -

6) mpenocTaBiCHHUE CBe,z[eHHn u3 peeCTpa nnuenapm - 3 paboumx IHSA cO [JHA
mocTymieHnss B POC3ApaBHAA30p HaANeKalluM 06pa30M O(bopMneHHoro 3asiBJICHMS],
peyCMOTPEHHOTO MyHKTOM 21 A}lMI/IHHCTpaTPIBHOIO perjaaMeHTa.

13. Cpok mNpHOCTaHOBICHUS IPEIOCTABCHUS rocygapcrBeHHoil ycayru - 30
KaJIeHJapHbIX JHEW ¢ JAThl MONy4eHUS 3adBUTEIEM YBEJOMIIEHUS O HEOOXOAMMOCTH
YCTpaHEHHs B TPU/LATHAHEBHbIH CPOK BBI}IBJ'ICHHBIX HapylleHui U (WIK) OpeCTaBIeHuUs
JOKYMEHTOB, KOTOPBIE OTCYTCTBYIOT:



1) mpu momaye 3asBNEHHS O INPeIOCTAaBICHHH . JULEH3UH, OQOPMIEHHOIO ¢
HapyIllIeHHeM MyHKTa 15 AJMUHUCTPAaTUBHOIO PETIaMENTa, U IPEACTaBICHUH TOKYyMEHTOB
HE B [IOJIHOM 00BEME; \ Y ;

2) mpd Mojave 3asBieHHS O Iepeo(GOpPMICHHU JHLEH3UH, O(QOPMIIEHHOIO C
HapyLIeHHEM MMyHKTOB 16-19 AIMHHHCTPAaTUBHOIO perjiaMeHTa, H (Wiix) MpeiCcTaBIeHUH
JOKYMEHTOB He TIOJITHOM 00beMe.

HopmaTuBHEIe ITPaBOBHIE aKThl, PEryIHPYIOLINE
NpeloCTaBIeHUe rocy JapCTBEHHON YCIIyTH

14. TlepeueHb HOPMAaTHUBHBIX MPABOBBIX AKTOB, PETYIHPYIOUIMX MPENOCTaBICHUE
rocyJapCTBEHHOM yCIyrd, pa3MelllaeTcst Ha oQuumanbHOM caiite PocsmpaBHansopa,
B ®enepanpHOM peecTpe U Ha EnuHoM moprare.

HcuepnsiBaroiiyii nepedeHb JOKyMEHTOB, HEOOXOIHMBIX
B COOTBETCTBHH C HOPMATHBHBIMU MPAaBOBBIMHU aKTaMH
JUTSL TIPETOCTaBIIEHHS TOCY AAPCTBEHHOM YCIIyTH M YCIIyT,
KOTOpBIE SBJISAIOTCS HEOOXOIMMBIMH U 0043aTEIbHBIMH
IS [IPEAOCTaBIICHNS TOCY AAPCTBEHHOM yCIIyTH, MOAIEKAIMX
IpENCTABJICHHIO 3asBUTENIEM, CIIOCOOBI HX IOy YEHUS
3asgBHUTEJIEM, B TOM YHCJIE B 3JIEKTPOHHOH (hopMe, NOPSAOK UX NpeICTaBICHHS

15. JIns monydeHus JMLEH3WM COMCKATeENb JIMLEH3MU NpelCTapisieT (HanpaBliseT) B
Poc3anpaBHai3op claeayroume JOKyMEeHTHI (CBEICHHU):

1) 3asiBNIEHKE O MPENOCTABICHUH JHLIEH3UH TI0 popMe cornacHo [punoxenuio Ne 1 k
AJIMUHUCTPaTHBHOMY PETJIaMEHTY, B KOTOPOM YKa3bIBarOTCS:

a) monHoe ¥ (B Cily4yae, eCiii UMeeTcs) COKPalleHHOe HaANMEHOBaHWEe, B TOM 4HCIIC
(GUpMEeHHOe HaMMEHOBAaHHE, M OPraHH3allMOHHO-TIPaBOBas (GopMa HOPUAHYECKOro JIMIIa,
afpec €ro MecTa HaxXOXICHHMS, afpeca MeCT OCYLIECTBICHHS JIMLCH3UPYeMOro BMAA
JEeSATENbHOCTH, KOTOPhIA HAMEPEH OCYIECTBIIATh COMCKATEb IMLEH3UH, NOCY IaPCTBEHHbIN
PETHCTPALMOHHBIA HOMEp 3aIUCH O CO3JaHHM IOPHANYECKOTO JIMIA, JaHHBIE TOKYMEHTA,
IMOTBEP)KIAIONMEro (akT BHECEHWs CBEISHHH O IOPUAMYECKOM IMIle B CIUHBIH
TroCyJapCTBEHHBIN PeeCTp FOPHAMYECKHX JIHLI, ¢ yKa3aHHeM HoMepa Tene(oHa U (B ciy4ae,
eCJIM UMeeTCst) afpeca DIEKTPOHHOH MOUTH KOPUAMYECKOTO JIHLIE;

6) dbamuus, UMs, OTIECTBO (IIpH HAJIMYMH) WHIUBHIYAIbHOrO MpeIprHAMAaTes,
ajipec ero MecTa KMTENBCTBA, ajpeca MeCT OCYIIECTBJICHHMS JHMLUEH3HPYEeMOro BHZa
IesTeNbHOCTH, KOTOPBIM HaMepeH OCYILECTBIATh COUCKATeNb JIMICH3UM, JaHHBIC
JOKYMEHTa, yIOCTOBEPSIOLIEr0 €ro JIMYHOCTh, TOCYJAPCTBEHHbIH PETHCTPALMOHHEIH
HOMEp 3allECH O TOCYJApCTBEHHOH perucrpaudy WHAMBUIYaJbHOTO NpEANPHHUMATEN,
JAaHHBIE JOKYMEHTa, MOATBEPKAAIOIero (pakT BHECEHHs CBeleHuH 00 MHAMBUIYalbHOM
npeAnpvHUMATele B €AMHBI  TOCYJApCTBEHHBI  peecTp  HHAMBHIYalbHBIX
npeIpUHUMaTeNeil, ¢ yKasaHueM HoMepa TenedoHa M (B Clyyae, eClli UMeeTcs) apeca
3JIEKTPOHHOM MMOYTHl HHIMBUIYaTbHOIO NPEANPHHUMATEINS;

B) HIeHTU()UKAIMOHHBIH HOMEp HAJOromnaTesbIlKKa, HaHHBIE JOKYMEHTa O
MOCTAaHOBKE COMCKATENIS JTUIIEH3UH Ha y4€eT B HAJIOTOBOM OpraHe;

r) JHLEH3UPYEMBIH BHUJ AESTEIBHOCTH, KOTOpbIf COMCKaTe/b JHLUEH3MH HaMEpEeH
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OCYILECTBJIATh, C YKa3aHHEM BBINONIHAEMBIX paboT (OKa3biBaeMbIX yCIyT), COCTaBJISAIOLIMX
IeSTeNbHOCTD 110 MPOU3BOJICTBY ¥ TEXHUYECKOMY 00C/yKMBaHUIO MEIMULHHCKON TEXHUKH,
B COOTBETCTBMHM C TpuioxkeHHeM K [lonoxeHuio o JMIEH3UPOBAHUU [IEATENIBHOCTH IO
NIPOM3BOACTBY W TEXHHYECKOMY OOCTYXXHBAHHIO (32 WCKIIOYCHHEM Clydas, €CIH
TEXHHYECKOe OOCIyXHBaHWE OCYILIECTBISETCS M obecredeHHss COOCTBEHHBIX HYXI
IOPHINYECKOTO JIALA WA WHIUBHIYATBHOTO NPEANPYHAMATEIS) MEIUIMHCKON TEXHHKH,
yTBEP)KAEHHOMY  IIOCTaHOBIeHHEM  IIpaBHUTENBbCTBA Poccuiickoii  ®epepanuu
ot 15 centaops 2020 r. Ne 14452 (nanee — INosoxxeHue 0 THLEH3UPOBAHUH AEATEIBHOCTH
10 TIPOM3BOACTBY M TEXHMYECKOMY OOCIyXHBaHHIO (32 HCKIIOYCHHEM Ciydas, €CIIi
TEXHHYECKOe OOCTY)XMBAHHE OCYLIECTBISETCS IS OOECTEUEHHs] COOCTBEHHBIX HYXA
JOPUAMIECKOTO JTHLA MIIH HHIMBHIY AIBHOTO peINpUHAMATETIS ) MEANLHHCKOM TEXHUKH);

2) KOmMH [OKYMEHTOB, TMOATBEPXKIAIOMMUX HAJMYHe Y COMCKaTelsd JHLEH3NHU
NpUHAJJIEKAIIMX €My Ha IpaBe COOCTBEHHOCTH MM Ha HHOM 3aKOHHOM OCHOBaHHH
MOMELIEeHHH, 37aHHH, COOPY)KEHHI 1O MeCTy OCYLUECTBJIEHHS JHULCH3UPYEMOro BHAA
JeSTEIbHOCTH, HEOOXOAMMBIX I OCYIIECCTBICHHS NEATEIBHOCTH IO IPOU3BOJACTBY H
TeXHHUYECKOMYy OOCITY)XMBaHHIO MEIWIMHCKOX TEXHHKH, IIpaBa Ha KOTOpbIe HE
3aperucTpupoBansl B EJMHOM rocy1apCTBEHHOM peecTpe HeBHKUMOCTH (B citydae, ecnu
TaKMe MIpaBa 3aperuCTPUPOBaHbl B yKa3aHHOM peecTpe, - CBeJIeHUS 00 YTUX 30AHUAX U (HITH)
[IOMELIEHHSX ); .

3) 215 OCYILIECTBIIEHHS AeSTeIbHOCTH 110 NPOU3BOCTBY MEIULIMHCKOH TEXHHKHM:

a) KOIMM JOKYyMEHTOB, IOATBEPXKJAIOMIMX HATMYHME Y COMCKATENs IMICH3UH Ha NpaBe
COOCTBEHHOCTM WJIM HA HMHOM 3aKOHHOM OCHOBAaHHH CpEICTB  HM3MEPEHUH,
MpeyCMOTPEHHBIX HOPMATUBHOM, TEXHMYECKOHW NOKYMCHTalWeH IIPOM3BOAMTENS |
COOTBETCTBYIOIIMX TPeOOBaHMAM K HX TOBEpKe, MpeNyCMOTPEHHBIM crateei 13
denepanbHOTO 3aKOHa OT 26 utous 2008 1. Ne 102-®d3 «O06 obecredyeHHH €IAHCTBA
u3Mepenuin»’ (nanee — OenepanbHbiil 3aK0oH OT 26 HioHs 2008 1. No 102-®3), TeXHUYECKHX
cpelcTB M 00OpYHOBaHHUs, HEOOXOMMMBIX IS OCYIIECTBIEHHs JEATENBHOCTH IO
IPOM3BOACTBY MEJMIIMHCKON TEXHUKH; |

6) KOIIMIO COTJIALIEHHS] MEXTY ITPOM3BOAUTENEM (yIIOTHOMOYECHHBIM MIPECTABUTENIEM
IIPOU3BOJMTENS) M COUCKATENEM NHIEeH3uA  (IIPOM3BOJICTBEHHOM  IUIOIIAIKO#) 00
OpraHM3allvy POU3BO/CTBA (PU HATHYKH);

B) KOIIMH JIOKyMEHTOB, OATBEPKIAIOIINX COOTBETCTBHE NIPOM3BOCTBA TpeOOBaHUAM
Mesxrocypapctentoro crangapra ['OCT ISO 13485-2017 «3pnenuss MeIUIIMHCKUE.
CucreMbl MEHEDKMEHTA Ka4yeCTBa. TpeGOBaHm IUIS LieJiel peryIupOBaHus», IPUHATHIM
MeXXrocyAapCTBEHHBIM COBETOM MO CTaHIApTU3aLyd, METPONOrHA H ceprudukanuu 7
mtonst 2017 r. (mpotokos ot 7 miorst 2017 r. Ne 99-T1) u BBeleHHBIM B ASHCTBHE C 1 urons
2018 r. mpukasom deepanbHOro areHTCTBa 10 TEXHMYECKOMY pPerylIHpOBAaHHIO H
metponoruu ot 30 utons 2017 1. Ne 615-ct (nanee —'OCT ISO 13485-2017);

r) KONMM HOPMATHUBHOU, TEXHHUYECKOH ‘noKyMeHTaunn Ha MEIUIMHCKYIO TEXHHUKY,
KOTOPYIO COMCKaTellb INLIEH3UH HaMePEeH TPOU3BOAUTE;

1) KONMMH JAOKYMEHTOB, MHOATBEPKIAMOIIMX HAIHYUe Y pabOTHUKOB COHMCKAaTeNs
JIALEH3HH, 3aKTIOYMBIINX C COMCKATENeM IUMLEH3UH TPYIOBbi€ TOTOBOPBI, OTBETCTBCHHBIX
3a TPOM3BOACTBO M KAaueCTBO MEJAHLMHCKOM TEXHHUKH, BBICHIETO WX CPEIHEro

2 Cobpanue 3aKoHoaTenbcTa Poccuiickoit @enepauny, 2020, Ne 39, c¢1. 6037.
3 Cobpanue 3akonogatenscTsa Poccuiickoit Genepauuy, 2008, Ne 26, c1. 3021; 2019, Ne 52, ct. 7814,
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npodeCCHOHANBHOTO (TEXHUYECKOro) 00pa3oBaHus, cTaxka paboTsl 0 CIIELUAIbHOCTH He
MeHee 3 JeT U J[ONOJNHHUTENBHOrO - MpodhecCHOHATHHOr0 00pa3oBaHUs (TIOBBILICHHS
KBaTU(GUKALIMK HE peXe ONHOrC pasa B 5 .neT) B cdepe BHIMONHAEMBIX PaboOT M
OKa3bIBa€MBIX YCIIYT;

4) 11 OCYUIECTBJIEHHS [JEATeNIbHOCTH [0 TEXHUYECKOMY OOCIIy)KHBaHHIO
MEeIULIMHCKON TEXHUKH:

a) KOIIMH JIOKYMEHTOB, IOATBEPXKAAIOIIMX HAJIMUUE y COMCKATENs JULICH3UM Ha IIPaBe
COOCTBEHHOCTM MJIA Ha MHOM 3aKOHHOM OCHOBaHUM CpPEICTB  H3MEPEHHUH,
COOTBETCTBYIOIIMX TPeOOBAHUAM K KX [OBEpKe, MNPeIyCMOTPEHHbIM cTaTbed 13
depnepanphoro 3akoHa oT 26 wmroHs 2008 r. Ne 102-®3, TeXHHYECKHMX CPEACTB H
000pynoBaHus, HEOOXOOUMBIX [UISI TEXHHUYECKOro OOCIY)XMBaHMS 3afABJICHHBIX TPy
MEAULMHCKOM TEXHUKH I10 KJlaccaM MOTEHLUAIbHOTO PUCKA IPUMEHEHHS,

0) KOIMH JOKYMEHTOB, MOATBEP)KAAIOIINX HAJIMYUE Y COMCKATENS JINIEH3UH CHCTEMBI
MEHEDKMEHTa KauecTBa, COOTBETCTByIOUIe TpeOOBaHUSIM MEXIOCYAaPCTBEHHOTO
crangapta [OCT ISO 13485-2017;

B) KOIMH O3KCIUTyaTallMOHHOM IOKyMEHTallMu IPOU3BOIMTENS HA MEAMIMHCKYIO
TEXHHKY, HEOOXOOMMON M TEXHUYECKOro oOCIy)XMBaHMs 3asBIEHHBIX [pPyMNN
MEIUIIMHCKHUX W3AENUil [0 KiaccaM MOTEHIHalbHOTO PUCKA IPUMEHEHHS,;

I) KOIWM JOKYMEHTOB, HOATBEPKAAIOIIMX HajluuyMe y pabOTHUKOB COHMCKATels
JULECH3UY, 3aKIIOYMBIIMX C  COMCKAaTejJeM JIMLEeH3WH  TPYAOBBIE  JIOTOBOPBEI,
OCYILECTBIIAIONUIMX TEXHUYECKOEe OOCITY)KHBAaHHE MEIMIMHCKONW TEXHHKH, BBICLIErO HITH
cpeHETO MpO(eCCHOHATLHOrO (TeXHHYeckoro) o6pa3oBaHus, CTaxa pabOThI IO
CIEUANBHOCTY He MEHee 3 JIET U JOIOJHUTEIbHOTO NMPO(eCCHOHANTBHOTO 00pa3oBaHHs
(TIOBBIIIEHHs KBATM(UKALMY HE PEKE OHOrO pa3a B 5 5eT) B cdepe BEIIOTHSIEMBIX paboT
¥ OKa3bIBa€MbIX yCIIYT.

5) onuchb mputaraeMblX JOKYMEHTOB.

16. Jlnst nepeodopMIeHHs JTHIEH3HH B CIlyYasnx peopraﬂnsaunn IOPHIUYECKOrO LA
B (opMme MpeoOpa3oBaHus, CIMSAHHSA, W3MEHEHHMS €0 HAaMMEHOBaHMs, aJpeca MecTa
HAXOXIEHMs, a TAKXKe B CIy4asax I/I3MeHeHI/IH MeCTa JKUTENLCTBa, UMEHH, GamMuauy U (B
cilydae, €CTH HMeeTcs) OTYECTBAa WHIMBHIYATBHOTO NpPEANPHHMMATENS, PEKBU3UTOB
JOKYMEHTa, YJOCTOBEPAIOLIEr0 €ro JMYHOCTb, JHIEH3MAT MPEACTABNIAET (HAMpaBisieT)
clieiyIoliue JOKyMeHTH (CBeAECHH): ,

1) 3asBICHHE O nepeoq)opMneHHH JII/ILICH”HI/I rm thopme cornacHo Ipunoxenuto Ne 2 k
AJIMHHHCTPATUBHOMY PETIaMEHTY, B KOTOPOM YKa3bIBAIOTCS:

a) HOBBIE CBEJICHHUS O JIULIEH3NaTe WK €ro TIPABOIPEEMHHUKE;

0) maHHBIE JIOKYMEHTa, HonTBepxcz[a;omero (baKT BHECEHHUS COOTBETCTBYIOLIMX
u3MeHeHMid B ENUHBIA rOCYJapCTBEHHBIA = peecTp opupmdeckux  nun  (Emumblit
rocyIapCTBEHHbIH PeeCTp MHANBUIYATBHbIX npeﬂanHnMaTenen)

2) OIKCh IpUiaraéMbiX JOKyMEHTOB.

17. A nepeopopMIeHHUS TMLEH3UH B Clyqae HamepeHHﬂ JMIIEH3HUAaTa OCYILIECTBIIAT
JIESATENBHOCTD 110 TPOU3BOACTBY U TEXHUIECKOMY OOCITyXHBAHUIO MEAUIIMHCKOH TEXHUKH
Mo ajpecy MecTa ee OCYILUECTBIEHHS, HE NPEeAyCMOTPEHHOMY IHIEH3MEH, JIUIEH3UAT
TIpeICTaBIseT (Hampasiser) clIeayonue J0KyMeHTh! (CBEEHHS):

1) 3asBneHue 0 mepeodopMICHIU uLeHsun 1o gopme cornacHo Ipunoxennto Ne 2 k
AIMHHVICTPaTHBHOMY PETIAMEHTY, B KOTOPOM yKa3BIBAOTCAL:

a) HOBBIIf a/[pec MeCTa OCYIIECTBICHHS JeATeIBHOCTH;




6) CBelEHHS O JOKYMEHTAx, MONTBEPKIAOIINX I[PaBO COOCTBEHHOCTH WM HHOE
3aKOHHO€ OCHOBaHHE WCIOJb30BAHUSA IIOMEIUEHHM, 34aHUN, COOPYXEHHH II0 MECTY
OCYILECTBJIEHHS JINIIEH3UPYEMOTO BUIA AeATeIbHOCTH, HEOOXOAMMBIX I OCYIECTBIIEHHUS
JEATENBHOCTH TI0 MPOU3BOJICTBY U TEXHUUEEKOMY OOCITYKHBAHUIO MEJAMIUHCKOM TEXHUKH,
npaBa Ha KOTOpblE HE 3aperiMcTpUpoBaHbl B . ENHHOM ToCyIapCTBEHHOM pPEECTpeE
HEIBHXXUMOCTH (B ClIydae, €CJIM Takue IpaBa 3aperucTpUpOBaHbl B YKa3aHHOM peecTpe, -
CBeIEHHUS 00 3TUX 3[aHHUAX U (WIH) TOMELCHUSX);

B) IIPY OCYILECTBICHUH JIESITEIFHOCTHU 110 IIPOU3BOJCTBY METULIMHCKON TEXHUKH:

- CBEJEHHS O MOKYMEHTaX, IOATBEPXKJAIOIUX HalM4yue y JMIEH3Hara Ha TpaBe
COOCTBEHHOCTM MJIM Ha MHOM 3aKOHHOM OCHOBaHMHM CPEICTB  W3MEPEHHH,
IpeAyCMOTPEHHBIX HOPMATHBHOM, TEXHHUYECKOH JOKyMEHTalMeW MpOU3BOIUTENS H
COOTBETCTBYIOIMX TpeOOBaHUSIM K MX . TOBEpPKe, IPeAyCMOTPEHHBIM CTaThed 13
®epepansioro 3akoHa or 26 moHs 2008 r. Ne 102-03, TeXHHYECKUX CPEICTB U
000pyn0OBaHKs, HEOOXOMUMBIX JUIi OCYLIECTBICHHS JEATENIBHOCTH IO IPOHU3BOACTBY
MEJUIMHCKON TEXHUKU;

- CBEJIEHHS O JOKYMEHTaX, MOATBEPXKAAIOLIMX PETUCTPALIMIO MEJAULIMHCKUX U3EIHI B
Poccuiickon @enepanuny; |

- PEeKBHU3HMTHI HOpMaTI/IBHOI/I TeXHquCKOI/i ,Z[OI\yMeHTaHI/II/I UCIIONB3yeMOi IS
OCYIIECTBIICHHSA NEATENBHOCTH 1O HpOI/I3B0)1CTBy MeIMIIHCKOH TEXHHKH;

- PeKBH3WTH JIOKyMEHTOB, IOATBEPXIAIOMMX COOTBETCTBHE TPOM3BOACTBA
TpeGOBaHUAM MEXTOCYIapCTBEHHOTO CTaH/apTa ['OCT ISO 13485-2017,

- CBeieHHMS O JOKYMEHTaX O BBICIIEM WM CpelHeM NpodecCHOHAIbHOM
(TexHHYeCKOM) O0OpasoBaHMH, CTaxe paboThl MO CNELMATBLHOCTH He MeHee 3 JeT M
JIOTIOJIHUTEIHLHOM MPOdeCCHOHAILHOM 00pa30BaHHH (TIOBBILEHAM KBAIMQHUKALIMH HE pexe
O/IHOTO pa3a B 5 J1€T) B ciepe BHIIONHAEMBIX PabOT M OKa3hIBAEMBIX yCIIyT pabOTHHKOB,
3aKIIOYHBIIHX C JIMIEH3UATOM TPYAOBBIE JOrOBOPEI, OTBETCTBEHHHIX 33 NPOM3BOJCTBO U
KayeCTBO MEIUIIMHCKON TEXHUKH; ' .

r) TMpH OCYLIECTBICHUU lleﬂTeJII:HOCTI/I ‘0 TEXHHYECKOMY OOCIYKHUBAHHUIO
MEIUIIMHCKON TEXHHUKH: |

- CBelleHHs O JOKyMEHTaX, nonTBepxcna}ome HaJIMYKEe Yy JIMLEH3WaTa Ha IpaBe
COOCTBEHHOCTM WIM HAa WHOM 3aKOHHOM OCHOBaHMM CpPEeICTB  HM3MEPEHHI,
COOTBETCTBYIOIIMX TpeOOBaHUAM K HX TOBEPKe, IIPEAYCMOTPEHHBIM cTarbeil 13
®enepanpHoro 3akona or 26 mwoHA 2008 T. Ne 102-®3, TeXHMYECKHX CPEACTB H
06OpyA0BaHHs, HEOOXOIMMBIX ISl TEXHUYECKOro o6Ciy)KMBaHUs. 3asBICHHBIX TIPYII
MEIMIMHCKOM TEXHHMKH I10 Kiaccam HOTeHI_[I/IaJILHOI‘O pHCKa IPUMEHEHHS;

- PEKBU3HTHI 3KCI‘IJ‘IyaFaIII/IOHHOI/I ,Z[OKyMeHTaHI/II/I IPOU3BOJMTENS, HEOOXOAUMOMN IS

TEXHUYECKOT0 OO0C/yKMBAaHMS 3asBJICHHBIX IPYII. MEJMIMHCKHX W3[ENUH IO KiaccaM
MOTEHIHAILHOIO PUCKA IpUMEHEHHU (TIpY HATHUUM );

PEKBH3HUTHl [IOKyMEHTOB, INOATBEPXKAAIOUIMX HANM4We Yy JHULIEH3UATa CHCTEMBI
MEHE/DKMEHTa KauecTBa, COOTBeTCTBy}OI_I_IeI/I  TpeOOBAaHUAM ~ MEXKIOCY/1apCTBEHHOTO
craggapta [OCT ISO 13485- 2017

- CBEJEHHS O ,D;OK}’MGHTaX 0 BBICIIEM MIH CPeIHEM TPODECCHOHATLHOM
(TexHMYECKOM) OOpa3OBaHMM, CTaxke PabOTHI MO CMEUMATLHOCTH He MeHee 3 JeT H
JOTOJTHATETIBHOM IIpO(beCCI/IOHaJIBHOM 06pa3oBaHHH (TIOBBIIIEHAH KBATH(UKALMHA HE Pexe
OIHOTO pa3a B 5 JieT) B cdepe BHINONHIEMBIX PabOT M OKa3bIBAEMBIX YCIYI paGOTHHKOB,




3aKJIIOYMBIIKX C JIUIEH3MAaTOM TPYyJOBble HOTOBOPEL, OCYIIECTBISIOMIMX TCXHHYESCKOE
o0ciTy)KuBaHUE MEIULIMHCKON TEXHUKH, '

2) OIMKChH MpHJIaraéMbIX JOKYMEHTOB. ,

18. Jlna mepeodopMIeHUS JIMLEH3UH B Cly4ae HaMEPEHHs JIMIICH3HATa BBITOIHATD
HOBBIE PabOTHI, OKa3bIBATh HOBBIE YCIIyTH, COCTABIIIOLIME AEATENBHOCTD I10 IIPOU3BOJICTBY
U TEXHHYECKOMY OOCTY)XUBaHUIO MEAWLIMHCKOW TEXHHKH, paHee He YKa3aHHbIE B
JMLIEH3UH, JTULEH3MAT OPeACTaBiseT (HanpaBiseT) CleNyole JOKyMEHThI (CBEIEHHS):

1) 3asiBneHue o nepeoGopMIIEHHH JTHIIEH3HH 10 popme cornacHo [punoxenuro Ne 2 k
AJIMUHHCTPATUBHOMY perjaMeHTy, B KOTOPOM YKa3bIBatOTCA:

a) cBeJeHMs O HOBBIX paborax, 00" yclyrax, COCTaBIAIOUIMX JEATEIbHOCT IO
MIPOM3BOJACTBY M TEXHHYECKOMY OOCTY)XHBAHHIO MEJMIMHCKOW TEXHHUKH, KOTOpBIC
JNULIEH31AaT HaMEPEH BEIIOJHSTh, OKa3bIBaTh;

6) IpM OCYILECTBIICHAH IEATEIBHOCTH 110 TPOM3BOACTBY MEIMIIMHCKOM TEXHUKH:

- CBEIEHMA O JOKyMEeHTaX, MONTBEPXKAAIOIMX HajJuuue y JIMICH3UAaTa Ha IpaBe
COOCTBEHHOCTH WJIM Ha HMHOM 33aKOHHOM OCHOBAaHHUHM CPEACTB  HM3MEPEHHH,
TIpPEyCMOTPEHHBIX HOPMATHBHOM, TEXHMYECKOH NOKyMEHTalMeH IpOU3BOAUTENS H
COOTBETCTBYIOLIMX TpeGOBaHMAM K MX IIOBEpKe, IIPETyCMOTPEHHBIM cratheir 13
denepanpbHoro 3akoHa or 26 uoHa 2008 1. Ne 102-®3, TexHUYECKHUX CPEACTB H
060pyioBaHusl, HEOOXOMMMBIX [JI OCYIIECTBIEHUS JESTENbHOCTH MO IPOM3BOJACTBY
MEIULIUHCKONU TEXHUKHY;

- CBelleHHS O JOKYMEHTaX, IIO[TBEPAALOLINX pemcrpaumo B Poccwuiickoit
Degepaiii MEJUIIMHCKUX H3ENNH;

- PEKBH3UTHl HOPMATHBHOM, TEXHMYECKOH JOKyMEHTAallUM, HCIOJIB3yeMOH mjid
OCYILIECTBIIEHHS IEATENBHOCTH 110 MMPOU3BOJCTBY MEIULMHCKOM TEXHUKH;

- PEKBM3UTHI JOKYMEHTOB, TOATBEPXKAAIOUIMX COOTBETCTBUE IPOM3BOJACTBA
TpeGoBanuAM Mexrocyaaperenroro ctazapra FOCT ISO 13485-2017;

- cBemeHHMs O MJOKYMEHTax O BBICHIEM HIM CpPefHEM HpOPECCHOHATBHOM
(TexHryeckoM) 0Opa3oBaHHMM, CTaxe paboTHl 110 CHELUANbHOCTH He MeHee 3 JIET |
JIOTIOJIHATENHHOM IPO(eCCHOHANTBHOM 00pa3oBaHUH (TIOBBILIEHHH KBATH(HUKALHH He pesxe
OJIHOTO pa3a B 5 JIeT) B cpepe BBHINONHAEMBIX pabOT ¥ OKa3bIBACMBIX yCIyT paGOTHHKOB,
3QKJIIOYMBILIMX C JIULEH3UATOM TPYAOBbIE TOrOBODPHI, OTBETCTBEHHBIX 3 NPOU3BOACTBO U
Ka4eCTBO MEJULIMHCKON TEXHUKH;

B) DOpH OCYIIECTBIEHHH JIEATENBHOCTH 1O TEXHHYECKOMY OOCIYKMBAHHIO
MEIMLIMHCKON TEXHUKH:

- CBElEHHS O JOKYMEHTaXx, noleBepxcL[aromnx HajIMuye y JIMIeH3uaTa Ha IpaBe
COOCTBEHHOCTM WJIM Ha WHOM 3aKOHHOM OCHOBAaHHH CDEICTB  M3MEPEHHH,
COOTBETCTBYIOLIMX TpeGOBaHMSM K HX TOBEpKe, MpPelyCMOTPEHHbIM cTathedi 13
®epepansHoro 3akona or 26 moHs 2008 T. Ne 102-03, TeXHHYECKMX CpPEACTB H
06GOpY/I0BaHHUs, HEOOXONUMBIX JUIS TEXHHYECKOTO OOCIY)KHUBaHUS 3asBJEHHBIX TPYIII
MEIUIIMHCKON TEXHHMKH T10 KjlaccaMm MOTEHIHAILHOr0 pHCKa NPUMEHEHHS,

PEKBH3UTBI JKCIUTyaTAlHOHHOM JTOKYMEHTAlUU MPOM3BOIMTEN, HeOOXOTUMOM ISt
TeXHHYECKOro OGCIyXXKMBAHHUS 3asBICHHBIX TPy MEJWIMHCKUX W3eNuil [0 KiaccaM
HNOTEHI[HATFHOTO PUCKA IPUMEHEHHS,

PEKBU3MTHI JIOKYMEHTOB, MOATBEPXKIAIOIMX HalMYhe Y IHIEH3UATa CHCTCMBI
MEHEDKMEHTA KauecTBa, COOTBETCTBYIOIIEH TpeOOBaHHMAM MEXTOCyIapCTBEHHOTO
cranpapra T'OCT ISO 13485-2017,;
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CBEJIEHHS O JOKYMEHTAaX O BBICIIIEM WM CPETHEM MPO(PECCHOHATILHOM (TEXHUYECKOM)
o0pa3oBaHHH, cTake paboThl MO CIELHUAIPHOCTH HE MeHee 3 JIeT M JOMOJHUTEIBHOM
npodeccHoHATbHOM 00pa30BaHuM (IIOBBIIEHUH KBAIU(QUKALMK HE PEXe OJHOIO pasa B 5
neT) B cepe BHIMOJHAEMBIX paboT M OKa3hIBaeMbIX yCIyr pabOTHHKOB, 3aKIIOYMBLIMX C
NMIEH3UATOM TpPYJOBBIE JOTOBOPHI, OCYIIECTBISIOUIMX TEXHHUUYECKOE OOCIyKHBaHHE
MEAULIMHCKOM TEXHUKH. '

2) omwch MpHIaraeMbIX JOKYMEHTOB.

19. Ins nepeodopMiieHHUs JHULEH3UM B Cllyyae NPEKPALNCHUS [EATENILHOCTH II0
OJHOMY ajJpecy HWJIM HECKOJBbKHM ajJpecaM MeCT €€ OCYLIECTBICHHUS, YKa3aHHBIM B
JMLIEH3UH, THLEH3MAT MTPECTABISET (HANPABISLET) CleLyOLHe JOKYMEHTHI:

1) 3asBiieH#e 0 epeodopMIIeHHH JTHIIeH3HH 110 hopme cornacHo [Ipunoxenuio Ne 2 k
AJIMUHHCTPAaTHBHOMY perjlaMeHTy, B KOTOPOM YKa3bIBalOTCS ajpeca, I10 KOTOPhIM
IpeKpalleHa IesITeIbHOCTD, ¥ 1aTa, C KOTOPOil ()akTHIECKH OHA NMPeEKpallleHa;

2) omuch MpHIaraeMbIX JOKYMEHTOB.

20. Jlns mpexpamieHust JeUCTBUS JIMLECH3HH JIMLEH3UAT MIPeICTaBIAeT (HAPaBISeT) B
Poc3apaBHam3op 3asBieHHe O IPEKpALleHHHM JeSTe/IbHOCTH 110 TMPOM3BOACTBY H
TEXHHUYECKOMY OOCIy)XMBaHMIO (32 HCKIIOYEHHEM Cliydas, €ClH TEXHHYECKOe
00CIIy)KHBaHHE OCYLIECTBISAETCS IS oOecredeHus COOCTBEHHBIX HYXI IOPUIHMYECKOTO
NUIA WIA HHAMBUAYATBHOTO NPEANPHHUAMATENA) MEIMUMHCKOH TEXHHWKH 10 (opme
cornacHo [Ipuioxenuio Ne 3 kK AIMUHHCTPaTUBHOMY PETTIAMEHTY, B KOTOPOM YKa3bIBaeTCs
JaTa, ¢ KOTOpOH (DaKTHYECKH IIpeKpallaercs FEATEeNBHOCTh MO MPOU3BOJCTBY H
TEeXHUYECKOMY OOCITYKMBAHUIO MEIUIIMHCKOM TEXHUKY.

21. Jlns nomydyeHus CBeAEHHUN O KOHKPETHOM IMLIEH3MH U3 DeecTpa JIMIEH3UH
JIMLIEH3MAT IIPEACTABIsAET (HAlpaBisieT) 3asBIE€HUE O NPEJOCTABJICHAM CBEICHUH W3
peectpa nuueHsuii mo ¢opme cormacHo Ilpunoxenmo Ne 4 K AIMHHUCTPAaTHBHOMY
periaMeHTy.

22. 3asBleHHe O MPEJOCTABICHHH JIMIEH3UM W TIpUIaraeMeie K HEMy JTOKYMEHTHI,
3asiBJICHUE O MepeOGOPMIIEHIH JIMIIEH3UU U NIPUIIaraéMbie K HEMY JOKYMEHTBL, 3asB/I€HHE
O IpeKpalleHud JEeSATeIbHOCTH MO MPOU3BOACTBY H TeXHUYECKOMY OOCITYXHBaHHIO (32
UCKIIOUEHHEM Clly4as, €CliM TEeXHHYECKoe OOCIyXHBaHUE OCYIUECTBISCTCA s
obecrieueHnsi COOCTBEHHBIX HYXA IODHAMYECKOro JiMIa WIM HHIMBHUAYalbHOIO
NpeANpUHAMATEN) MEIHLHHCKON TEXHHKH, 3asBJIcHHE O MPEAOCTABICHUH CBEIEHHH O
KOHKPETHOM JIMLIEH3MH U3 peecTpa JHULEH3HUH HATIPABJIAIOTCA 3asBUTENeM B Qopme
3JIEKTPOHHBIX JOKYMEHTOB (TIaKkeTa IeKTPOHHBIX JIOKyMEHTOB), TOAMUCAHHBIX yCUICHHOMN
KBaIU(ULUPOBAHHOM SIEKTPOHHON MOAIUCHIO. |

23. 3asiBIeHHE O MPEJOCTABIECHNN JIMLEH3HH U MPUJIAraéMble K HEMY JOKYMEHTHL,
3asBJIEHNE O MepeoGOPMIIEHUH JULIEH3UH U TIPUIaracMble K HEMY JOKYMEHTbI, 3a5BICHUE
0 NpeKpalleHHH AeATENBHOCTH MO NPOM3BOACTBY M TEXHMYECKOMY oOCIyXuBaHHIO (32
HCKITFOYEHHEM Cliydasi, eclii TeXHU4eckoe OOCIyXHBaHHE OCYIISCTBIACTCA JUId
obecrieueHNs] COOCTBEHHBIX HYXJI IOPUAMYECKOro JIMIA HIH HHIAWBUYalIbHOTO
TpeaIpHHUMATENs) MEAMLMHCKOM TEXHMKH, 3asBl€HHE O IpPEOCTaBICHHH CBEJCHUN O
KOHKDETHOH JIMIEH3MH M3 DeecTpa NWLEH3MH, 3asBUTENb BIOpaBe MPEICTaBUTh B
JINLIEH3UPYIOMKI OpraH HENOCPeACTBEHHO Ha OyMa)XHOM HOCHTENe WM HalpaBHUTh
3aKa3HBIM OYTOBBIM OTIPABJIEHHEM C YBEIOMJICHHEM O BPY4YEHHUH.
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HcyepnsiBaoliyii nepedeHb J0KyMEHTOB, HEOOXOIUMBIX
B COOTBCTCTBUY ¢ HOPMATHUBHEIMU IPABOBBIMU aKTaMH
IJ1S TIPEAOCTABIIEHUS FOCYAapCTBEHHOH yCIyTH, KOTOPBIE
HaxXOIATCS B pacopsHKEHUH Iocy JapCTBEHHBIX OPTaHoB,
Y4aCTBYIOIMX B [IPEIOCTaBICHUH rOCY JapCTBEHHOH YCIIyTH,

U KOTOPBIC 3as1BUTCIIb BIIPABE MPEICTABUTD, a TAKKC CIOCOOBI BX NOJIy4eHus
3asBUTCIISIMU, B TOM YHUCJIC B SHCKTpOHHOﬁ (bopMe, NOPAAOK UX NPEACTABICHUA

24. Jlng TNpenoCTaBieHHs TOCYJapCTBEHHON YCIYrd HEOOXOJUMBI Clielyrouue
JIOKYMEHTbI (CBE/IeHHS), KOTOpble HAXOASTCS B PACTIOPSDKEHUN:

1) ®HC Poccuu - cBe/leHHUs O COMCKATeNIe JIMLEH3NH (JTHLEH3HATe), COAEPKaIiecs B
EIMHOM TOCYJapCTBEHHOM peecTpe IOpPHUAMYECKHX JML, EauHOM TrocyaapCTBEHHOM
peecTpe MHIUBUAYAJIbHBIX IPeANPUHUMATEINEH;

2) Pocpeectpa - cBeleHHs, MOATBEPKIAOLME HANHYHE Yy COMCKATEeNsA JIMLEH3UU
(1uueH3MaTa) Ha npaBe COGCTBEHHOCTH MM HAa MHOM 33aKOHHOM OCHOBaHWH 3[aHHH,
COOPYXEHHH W TOMEIIeHHH, HEOOXOAUMBIX IS OCYINECTBIEHUS JIMIEH3UPYeMOH
IeATebHOCTH M COOTBETCTBYIOIIMX YCTaHOBJICHHBIM TPeOOBaHWAM, IpaBa Ha KOTOpBIC
3aperuCTpUpOBaHbl B ENUHOM rocyJapcTBEHHOM PEECTPE HEIBIDKUMOCTH;

3) KaznaueiictBa Poccuu - CBeneHnﬁ HOJTBEPKAAIONIHE YIUIATy FOCYyAapCTBEHHOM
TOLLTHHBI 32 IPEJIOCTABIEHHE TOCY 1aPCTBEHHON YCIIyTH;

4) PoccraHmapra - CBEIEHHsS O COOTBETCTBHM TpPeOOBAHMAM, INPETYCMOTPEHHBIM
cratbeil 13 ®enepanpHoro 3akona oT 26 mrons 2008 r. Ne 102-®3 k mosepke CpeACTB
U3MEpEHHU. R

25. Poc3npaBHan3op He BIIpaBe TPeGOBaTh OT JasBUTENS:

1) npexcTaBieHHs JOKyMEHTOB W HH(OpMAIMM MIM OCYIIECTBICHHS IEHUCTBMUI,
NpEACTaBIeHAEe WM OCYLIECTBIECHME KOTOPbIX HE TMPEIyCMOTPEHO HOPMATHBHBIMH
PABOBBIMH ~ AKTaMM, PETYJIMPYIOLIMMH ~OTHOILIEHHS, BO3HUKAIOMMEe B CBAM C
IpeIOCTABICHHAEM IOCY JapCTBEHHOM YCITyTH; |

2) mOpejcCTaBiieHHs IOKYMEHTOB M HH(OpMaluH, KOTOpbI€ B COOTBETCTBHH C
HOPMaTHMBHBIMHU IIPaBOBBIMH akTaMi Poccuiickol Peaepalun HaXOATCs B PACIIOPHKECHUH
rOCyJJapCTBEHHBIX OpraHoOB, HpeIEOCTaBJ'IHIOIlIHX ' TOCYJApCTBEHHYIO YCIYIy, HHBIX
rOCY/IapCTBEHHBIX OPIaHOB, yqacmyroumx B IPEJOCTABICHUU TOCYJApCTBEHHBIX HIH
MYHUIUTTBHBIX YCIYT, 32 HCKIIOYEHHEM JTOKYyMEHTOB, YKa3aHHBIX B YacTH 6 CTaTbH 7
DerepanbHOro 3aK0Ha OT 27 MO 2010 1. Ne 210 ®3 «O6 opranu3zanyu NpeAoCTaBICHHS
roCyJJapCTBEHHBIX H MyHI/IananLHLIX ycnyr» (manee - (Dezlepa.nLHLm 3aKOH OT 27 WroJs
2010 1. Ne 210-®3);

3) npencTaBIeHHUS ):[OKYMEHTOB 7} HH(bopMauI/m OTcyTCTBI/Ie ¥ (WJ1M) HEJOCTOBEPHOCTh
KOTOPBIX HE yI(aBLIBaJII/ICB Tpu nepBOHat{aanOM OTKa3e B TIIpHEME JOKYMEHTOB,
HEOGXOAMMBIX IS TIPEJOCTABIEHHMS TOCY IapCTBEHHOH yCIIyTH, 32 NCKIIIOYEHHUEM CIIy4aes,
TIpey CMOTPEHHBIX MyHKTOM 4 uacTH 1 ctarsn 7 PeliepaibHOro 3aKOHa OT 27 mons 2010
r. Ne 210-03. o - ‘

26. 3asBHTENb BIPABE HpeﬂCTaBI/ITB yKa3aHHme B nyHKTe 24 AJQMHHHCTPAaTUBHOIO
peraMeHTa JOKYMEHTbI (CBeIeH s ) TI0 COOCTBEHHON MHULMATHBE.

4 Cobpanue 3akoHoaarenbcTpa Poceutickoii denepauuy, 201}0, Ne 31, c1. 4179; 2020, Ne 31, cT. 5027.
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HcueprsiBatoiyii nepe4eHb OCHOBaHHM U 0TKa3a
B IIpHEMe JOKYMEHTOB, HeOOXOAUMBIX Ul IPENOCTABICHHS
rOCyJapCTBEHHOH yCIIyTH

27. OcHoBaHMA s OTKa3a B  IIpUeMe JOKYMEHTOB, HEOOXONMMBIX s
IIPEIOCTABIICHHUS FOCY JAPCTBEHHOM YCIIyTH, HE TPy CMOTPEHBL.

VicueprbIBatOIUi epeYeHb OCHOBaHMM IS IPHOCTAHOBIEHUS
WIK O0TKa3a B NPeJOCTaBIEHIUU FOCY 1apCTBEHHOMN YCIyTH

28. OCHOBaHHMAMH I IPHOCTAHOBIIEHHS MPEIOCTABIEHHUS TOCYAaPCTBEHHOH YyCIyTH
B 44aCTH TIPEIOCTABICHUS WK NepeoGOpMIICHUS TULEH3UH SBIISIOTCS

1) otopmieH e 3agBIEHHS O NPEJOCTaBICHUH JIMIIEH3UU C HapyIIEHHEM TpeOoBaHuid,
YCTaHOBJIEHHBIX MyHKTOM 15 AJIMMHHCTPaTHBHOIC PErTIaMeHTa;

2) odopMmiieHHe 3asBIEHHS O MepeopOpMICHHH JIMIEH3UM C HapylieHHeM
Tpe6GOBaHHIA, YCTAHOBEHHBIX ITyHKTaMK 16-19 AIMHHUCTPAaTHBHOIO PETIaAMEHTA;

3)  TpeACTaBIEHHE  JOKYMEHTOB,  IpPEIyCMOTPEHHBIX  ITyHKTamu  15-19
AIMHHICTPATHBHOTO PErIAMEHT, He B ITOJIHOM 00BbeMe.

29. OcHoBaHusi AN OTKa3a B MPENOCTABIEHHH TOCYIapCTBEHHOH YCIyrH He
IIpeIyCMOTPEHBI. ’

Hepeqeﬂb yeuyr, KOTOpBIe xBﬂﬂ}OTca 'HEOOXOIMMbBIMH
¥ 06513aTeNbHBIMH IS npeILOCTaBneHHﬂ TOCYAapCTBEHHOM
YCITyTH, B TOM 4HCIIE CBEJICHHUS O JOKyMEHTE (moxymeHTax),
BbmaBaeMOM (BblaBaCMBIX) opraﬂnaaumMu Y4acCTBYIOLHMH
B IIpeI0CTaBIEHHH IOCy IapCTBEHHOH yCIIyTH

30. Ycayroi, HGOGXOI[I/IMOH 5 065[3aTeJ'IBHOI/I IUIH HpCI[OCTaBJIeHI/IH roCyJapCTBEHHOM
YCIyTH, SBIAETCS IIPOXOXKACHHE cneunaanon HOI[FOTOBKI/I B TOM YHCJIE BBIJaYa
IOKyMeHTa, TIOATBEP)KAAIOLIETO ee npoxox(zerne

HOp}II[OK pa3Mep ¥ OCHOBaHHA BBI/IMaHI/IH FOC}’IlapCTBeHHOI/I NOIIIHUHBI
WA MTHOH [JIatThl, B3I/IMaeMOI/I 3a HpeHOCTaBHeHI/Ie I‘OC}',Z[apCTBeHHOI/I yCIyIru

31. VYmuara rocynapCTBeHHon HOI]IJII/IHLI 3a TIpeJOCTaBlIeHHe TOCYyJAPCTBEHHOM
YCIyTH OCYILECTBIIAETCA B pa3Mepax, yCTaHOBJIeHHbIX noanyskToM 92 myHkta 1 crareu
333.33 Hanorosoro konekca Poccuiickoilt @enepanuu.

32. Boinucka U3 peecTpa THULEH3MH Ha 6yMa)I(HO\/I HOCHTENIE TIPeAOCTaBIAETCS 32
miaty. PasMep Takoll IUIaThl, MOPANOK ¢ B3MMaHus, Ciydad U TOPAZOK BO3Bpata
yCTaHaBIUBAIOTCSA OpFaHOM onpenenmomnM rocy,uapCTBeHHym NOJUTHKY B cdepe
JIUIIEH3UPOBAHUSA. :

33. becruiatHo HpeIlOCTaBJIHIOTCSI

1) cBemeHus U3 peecTpa JHILEH3UH B BH,ue BBIIHCKH M3 peeCTpa nuneHsuil B Gopme
3JIEKTPOHHOTO JOKYMEHTA, IIOAMHCAaHHOTO }’CHJIeHHOI/I KBTU(QULEPOBAHHOM 3/IEKTPOHHON

o

5 Mynkr 28 [epeuns ycnyr.
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HOJITINChIO;

2) cBeJieHHs U3 peecTpa JHULEH3UU B BUe KONKHU aKTa PocsipaBHan3opa 0 MpUHITOM
pelLeHNH; ; ,

3) cBeleHUs U3 peecTpa JIMLEH3UM B BHJE CHpaBKH 06 OTCYTCTBHUH 3aIlpaliBaeMbIX
CBeICHMI, KOTOpas BBIJAETCS B Ciydae OTCYTCTBUS B PEECTpE JIMLEH3UM CBEJIEHUH O
JMLEH3USIX WIH PU HEBO3MOXHOCTH OIpPEAEIEHUs KOHKPETHOrO JIMIIEH3HAaTa.

ITopsimok, pa3Mep U OCHOBAHUS B3UMAHUA IJIATEI
3a NpeJoCTaBlieHre yCIyT, KOTOPbIE ABIISAIOTCS HEOOXOAMMBIMU
¥ 00s3aTebHBIMH JIJIS NPEOCTABIEH S TOCY IapCTBEHHOM yCIIyTH,
BKJIIOYas HHGOPMALIUIO O METOJMKE PacyeTa TaKOU IIATHI

34. VYcayru, KOTOpBIE SBISIIOTCA HEOOXOAUMBIMH M 00fA3aTEbHBIMH IS
IpeNOCTaBIIeHHs. TOCYAapCTBEHHON YCITYTH, OKa3bIBAlOTCS 33 CYET CPEJCTB 3asiBUTENA B
clydasx, IPELYCMOTPEHHBIX HODMATHBHBIMHM IIPaBOBBIMH  akTamu Poccuickoi
denepanmu, cornacHo MyHKTy 28 Ilepeuns ycmyr.

MakcHUMalIbHBI CPOK 0XKUIAHUS B OUEpEan
npH II0Ja4ye 3ampoca O NPEAOCTABICHUH IOCYy JapCTBEHHOM
YCIIYTH U [IpY NOJyYEHUH pe3yJibTaTa MpeJoCTaBIeHHs
rocy/JapCTBEHHOM YCIIYyTH

35, MakcHUMalIbHBI CPOK OXHIAHHMS B oOudepeld NpY I[Ojaye 3ampoca o
NpEfIOCTABJIEHAM  TFOCYJApCTBEHHOH ~ yCOyrd W Npd  MONYYeHHH  pe3ysbTaTa
rOCYJapPCTBEHHOM yCIIYTH COCTaBIsAET 15 MUHYT.

36. Ilpu nojaue 3ampoca O TNpPEJOCTABIECHWH T[OCYAAPCTBEHHOH YCIyTH W TpH
TIOJTy4eHHH Pe3yNIbTaTa NPEeI0CTaBIeH s TOCY IapCTBEHHOM YCITyTH B 3JIEKTPOHHOH opMe,
B TOM 4HCJie ocpeacTBoM EAnHOro noprana, 0XXuiaHue B 04€pein He PeayCMOTPEHO.

CpoK 1 HOPSIOK PErHCTPaLMK 3aIpoca 3asIBUTEIA O PETOCTABICHHH
rOCY1apCTBEHHOM YCIyTH, B TOM YHCIIE B DIIEKTPOHHOM (opme

37. 3asBiIeHre M NOKYMEHTHI, TIOCTYNHBILHE OT 3asBUTeNs B Poc3npasHanszop mms
[I0JTyYeHHMs rOCyJapCTBEHHON YCIIyTH, PETUCTPHPYIOTCS B TeueHue | paGouero Hs ¢ JaThl
MX TOCTYIUIEHHs paGoTHMKamu Poc3jpaBHaj3opa, OTBETCTBEHHBIMU 32 [PUEM H
PEeTUCTPALHIO JTOKYMEHTOB. |

[Ipvem 3asBieHUii B SIEKTPOHHOH (opMe OCYLLECTBNSETCS B KPYTJIOCYTOYHOM
peXxuMe, 3a HCKTIOYEHHEM BPEMEHH Ha TEXHOJNOTHYECKHE IePephIBbl, MHGOPMAIHA O
KOTOPHIX 3apaHee pa3MelnaerTcss Ha oduuManbHOM caiite PocsipasHazsopa B ceTH
«HTEpHETY. -
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TpeGoBaHus K IOMEILEHHUM, B KOTOPBIX MPENOCTABISAETCS TOCY AapCTBEHHAS
yCIIyTa, K 3ally O)KHUAaHHs, MeCTaM ISl 3aII0JIHEHHS 3aIIPOCOB O MPeA0CTaBIEHIN
roCyJapCTBEHHOM yCIIyTH, HHGOPMALHOHHBIM CTEHIaM ¢ 00pa3liaMu UX 3allOJHEHHUS 1
TIepeYHeEM JIOKyMEHTOB, HEOOXOIUMBIX IS IPEAOCTABICHHMS KXW rocy 1apCTBEHHOM
YCIIYTH, pa3sMEIIEH IO U OQOPMIEHHIO BU3YaJIbHOM, TEKCTOBOM ¥ MyJIbTUME U HHOM
HH(OPMALMH O TIOPsAKE IPe0CTaBIEH!S TaKOM yCITyTH, B TOM YUCIIe K o0ecreyeHHIO
JOCTYITHOCTH /IS HHBAJIMJIOB YKa3aHHBIX O0OBEKTOB B COOTBETCTBUH C 3aKOHOATEILCTBOM
Poccuiickoit @enepaliuu 0 COLMATBHOM 3alllUTe HHBAJIUIOB

38. IlomelleHne, B KOTOPOM MPEAOCTABISIETCA TOCYJapCTBEHHAs YCJyra, TOJDKHO
obecrieunBaTbCd HEOOXOAMMBIMHM JUIA TPEHOCTaBlieHHS TOCYyAapCTBEHHOM YCIyIH
060py/IOBaHHEM, KaHLEISIPCKUMH MPUHAIIEXKHOCTAMH, O(QUCHOH Mebenblo, CHCTeMO#
KOHJIMLIMOHUPOBAHUS BO3JyXa, JOCTYNOM K rapiepoly, Tene(OHOM, KOMITBIOTEPOM C
BO3MOXKHOCTBIO I1€YaTH U BBIXOJa B ceTh «MIHTEpHET», a TaKXe JOCTYIIOM K JOKYMCHTaM
(cBeIeHHSIM) B 3JIEKTPOHHOM BH/I€ HJIM Ha OyMaXXHOM HOCHTEIIE.

BusyanbHas, TEKCTOBasi 1 My IbTHMeUIHasg HH(GOPMaLKs O TTOPsiAKe NPEeIOCTaBICHHUs
rocyJapcTBEHHOH YCIyIH, CoOAepXalias CBeleHWs, YyKa3aHHple B IIyHKTE 6
AIIMUHHUCTPAaTHBHOIO perjaMeHTa, pa3Melnaercs Ha MHGOPMAIMOHHOM CTeHAe WU
HHQOPMAIIHOHHOM TepMHHaNe (YCTAHABIMBAIOTCA B YAOOHOM s TpaKaaH MecTe), a
takxe Ha EnuHoM mopraiie, Ha opuLMalIbHOM caiiTe Poc3apaBHaazopa.

OdopmiieHre BU3yalbHOMN, TEKCTOBOH H MYJIbTHMENUHHON HHOpMALUU O MOpAAKE
IPENOCTAaBIEHNs. TOCYNAapCTBEHHOM YCIYTH [OJDKHO COOTBETCTBOBATh ONTHMANbHOMY
3PUTENBHOMY M CJIyXOBOMY BOCTIPHSATHIO 3TO# HHPOPMAILMH 3asABUTEISIMH.

39. B coOTBETCTBHM C 3aKOHOATEIBCTBOM Poccuiickoit ®enepaiun 0 colUaNbHON
3all[ATe HHBAIUIOB UM 00€CIIeunBalOTCs:

ycloBus GeCIPensSTCTBEHHOTO JOCTyNa K 00BeKTY (31aHHIO, [IOMEIIEHHIO0), B KOTOPOM
MPENOCTaBseTCs TOCyJapCTBEeHHas yciayra, a TaKke JUid OecnpenaTCTBEHHOrO
TIOJIb30BaHHUs TPAHCMIOPTOM, CPEJICTBAMH CBA3U U “HpOpMaIuy;

BO3MOXKHOCTb CaMOCTOSTENIbHOIO MEPEABHKEHUS IO TEPPUTOPHH, HA KOTOpPOH
pacroJyioxkeHbl  OOBEKTBl  (37aHus, [IOMEIIIEHNs), B KOTOPBIX IpEeNOCTaBIAEeTCA
rocyJapcTBeHHas yClyra, a TakXe BXOJa B TaKue OOBEKTBI Y BHIXO/Ia U3 HUX, MMOCAJKH B
TPaHCIIOPTHOE CPEACTBO M BBICAJIKU u3 Hero, B TOM YHCJIe C MCHOJb30BaHUE Kpecja-
KOJISICKH; o

COTIPOBOXKICHHE I/IHBaJ'II/III;OB I/IMeIOHJ;I/IX CTOI/IKI/Ie paCCTpOHCTBa GYHKIMY 3peHHs U
CaMOCTOSITENIEHOTO NIePe/IBUKEHHS;

HaJJIeXallee pa3MelleHue o6opy;[03aHmI 1 HocHTeel HHpOopMaIy, HeOOXOAUMBIX
s obecriedeHus  OeCTPENSITCTBEHHOrO JOCTYNa HMHBAIHMAOB K oObeKkTaM (3TaHUAM,
MNOMELIEHHAM), B KOTOPBIX MPENOCTABIIICTCS roCyJapCTBEHHAs yC/yra, € Y4eToM
OrpaHMYeHUN UX JKU3HEIEATENbHOCTH; ‘

I[y6J'[I/IpOBaHI/Ie HEOOXOIUMOM s HHBaJII/IILOB 3BYKOBOI/I ¥ 3pUTESBHON HHPOPMALHH,
a TaK)Ke HaJnuceid, 3HAKOB U I/IHOI/I TEKCTOBON M rpaduueckoil MHGOPMAaLUH 3HAKAMH,
BBITIOJTHEHHBIMHU penbe(pHo -TouedHbIM LIpuQToM Bpaiiis;

JOITyCK CypAONEPEBOIIMKA U Tmpnocypz[onepesonqmca

JOMyCcK cobaku- -MPOBOJHUKA HA OGLGKTBI (3manwus, ITIOMEIIEHHsI), B KOTOpPHIX
IPEAOCTaBIAETCs rOCy 1apCTBeHHAs ycnyra,

OKa3aHHe MHBAJIHAAM IOMOLIY B HPeoJOJieHNH O0aphepoB, MEMIAIOMINX MOy ICHHIO




MMM TOCY1apCTBEHHOM yCIyI'y HapaBHe C JpYTHMH JHI[AMHU.

40. B cnydae HEBO3MOXHOCTH IONHOCTBIO TIPUCHOCOOMTE OOBEKT C Yy4eTOM
notpeGHOCTEN MHBaIHAOB Poc3ipaBHAA30p B COOTBETCTBHH CO CTaTheil 15 DenepaibHOro
3aKoHa OT 24 HoA6ps 1995 1. Ne 181-®3 «O conumalbHO# 3a1MTe HHBATKMAOB B POoCCHICKO#H
denepanym»® KOKeH NPUHUMATH Mepbl JIs 0OecIeyeH s JOCTyNa HHBAIUAOB K MECTY
NPENOCTABIIEHUs TOCYJapCTBEHHON yCIyrd, aubo, Koraa 3T0 BO3MOXHO, 00ecIeynTh ee
IIpeZIoCTaBIEHHE 110 MECTY )KUTE/IbCTBA HHBAJIK/A MU B TUCTAHIHOHHOM peKHMe.

41. Bxoj ¥ mepeABIKEHHE TI0 NOMELIEHUAM, B KOTOPBIX OCYIIECTBISACTCS MPHEM H
BbIJa4a JOKYMEHTOB, HEOOXOJMMBIX I MPEAOCTaB/IeHUs IOCYIapCTBEHHOM YCIyTH, He
IOJDKHBI CO3/1aBaTh 3aTpyAHEHUHN /IS JIUI C OTPaHHYEHHBIMH BO3MOXXHOCTSIMH.

[Toka3zaTenu JOCTYHHOCTH U Ka4eCTBa roCy JapCTBEHHOM YCIIyTH, B TOM YHCIIe
KOJINYECTBO B3aMMOJACHCTBHUH 3aj4BUTENS C JODKHOCTHBIMH JIMLIAMH IIPH NPEIOCTABICHUN
roCyJAPCTBEHHOM YCIYTH U HX NPOJOJDKUTENIBLHOCTD, BO3MOXHOCTD IOJIy YeHUs
MHPOPMALIMH O XOJI€e MPeIOCTaBIeHH s [OCy JapCTBEHHOM YCIYTH, B TOM YHCIIE C
HCIIO/Ib30BaHHEM MH(POPMAIHOHHO-KOMMY HUKAIIHMOHHBIX TEXHOJIOTHi, BO3SMOXHOCTb
GO HEBO3MOXKHOCTD MONTyYEHHs FOCY JapCTBEHHOM YCIyTH B MHOTOQYHKIIHOHAIBHOM
LEHTPE NMPeIOCTaBICHHUS I‘OCY}lapCTBCHHBIX M MyHHLMIIATBHBIX YCIIYT (B TOM 9HCIE B
HOJHOM 00BbeME), B JIH0OOM TEPPUTOPHATILHOM NOJpa3ieieHHH OpraHa,
TIPeIOCTABISIOIETO IOCY JAPCTBEHHYIO YCIIYTY, 110 BRIOOPY 3aABHTEIs
(3KCTEPPUTOPHANBHBII PUHIHI), TOCPEJCTBOM 3aIpoca O MPEJOCTABICHUH HECKOIBLKHX
rOCYIAPCTBEHHBIX M (WJIM) MyHHULHIANBHBIX YCIYT B MHOTO(QY HKIHOHAIBHBIX IIEHTPaX
PEAOCTABIIEHHUs TOCY IapCTBEHHBIX ¥ My HUIUITAIBHBIX yCIyT, IPeAyCMOTPEHHOTO
cratbeit 15.1 ®enepanpHoro 3axona ot 27 uross 2010 r. Ne 210-03 «O6 opranuzanuu
TIPEeOCTABIIEHHS FOCY IaPCTBEHHBIX ¥ MyHULIMIAIBHBIX YCIIyD»

42, Tloka3aTeIIMH JOCTYIHOCTH M Ka9eCTBA TOCY AAPCTBEHHOM YCIIyTH SBIISFOTCS:

1) OTKpBITEIA TOCTYN Jyis 3asBUTENel U APYTHX JHI K I/IH(bopMaHI/II/I 0 HOpsKe U
CpOKaxX MpefoCTaBIeHHs. TOCYAapCTBEHHOR yCiyrH, nopﬂm(e o0xkaoBaHus JecTBUM
(6e3nelcTBUS ) TOMKHOCTHBIX JIHII Poc3apaBHaz30pa;

2) cobmoaeHue cTaHaapTa npeIoCTaBIeHHUs TOCYJapCTBEHHOMN YCIyTH;

3) oTcyTcTBUE *Kanob 3asBHTeNed Ha JekicTBHA (Ge3melCTBrE) HOMKHOCTHBIX JIMIL
PocsapasHaasopa npH IPEe/IOCTaBICHUH rocy):[apCTBeHHon yCIyTH;

4) mnoNHOTA M  AKTYaNbHOCTh HMH(OPMAlMKM O TMOpAIKE MPENOCTAaB/ICHHs
rocyAapCTBEHHOH yClIyry, o |

5) MpefOCTaBIEHHE BO3MOXHOCTH IIOJIaud 3asBIEHHs O [PENOCTaBJICHHH
roCyJapCTBEHHOM YCIYTH ¥ JOKYMEHTOB (conepmamnxcx B HUX CBEJIEHUH ), He0OXOIUMBIX
JUTSL IPEAIOCTaBIIEHHSA TOCY JAPCTBEHHOR YCIIyTH, B opme 3JIEKTPOHHBIX JJOKYMEHTOB;

6) NpeIoCTaBJICHHE BO3MOXKHOCTH HOTy4eHHUsI HHPOPMALIUU O XOJI€ NPeJOCTaBICHUS
roCyJapCTBCHHOM yCIyrH, B TOM WYHCIE C HCIOIB30BaHHEM UHPOPMAHOHHO-
KOMMYHHKAIMOHHBIX TEXHOJIOTHl.

7) BO3MOXHOCTh BHIOOpa 3asBHTENEM (boprl oOpallleHHs1 32 NPeJOCTaBICHHEM
rocyapCTBEHHON yCIyry (JITYHO, B (JOpME INEKTPOHHOTO JOKYMEHTa C UCTIONb30BaHHEeM
EnuHoro nopraia); | )

6 CoGpanne 3aKoHoaaTeNbcTa Poccniickoit deaepalny, 1995, Ne 48, ct. 4563; 2020, Ne 17, cT. 2725.

»
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8) KOJIMYECTBO B3aHMOIEHCTBUI 3asBUTENs (€ro MpeacTaBUTENs) C JOIKHOCTHBIMU
nuiamu  PocsapaBHag3opa Tpu  NPENOCTAaBIEHUH TIOCYJAapCTBEHHOM YCIYyTM M HMX
IIPOAOIIKUTEIbHOCTb.

43. 3asBUTEIIO IIPH [IPEAOCTABIEHHH TOCYIAPCTBEHHOM yCITyTH B 3IEKTPOHHOM (opme
C HCNOJb30BaHWEM EnuWHOro mopTaja oO0ecreuyrMBaeTCs BBIIOJIHEHHE CIEXYIOIIHUX
JIEUCTBUM _

nonydyedre MHPOpMAIMK O TOPSAAKE M CPOKax MPEeNOCTaBIEHUS TIoCyIapCTBEHHOM
YCIIyTH;

(bopMHpOBaHHe 3arpoca O NPeJOCTaBIECHHH IOCY JApPCTBEHHOH YCIIyTH,

IpUEM W DETHCTpallds 3alpoca M MHBIX JOKYMEHTOB, HEOOXOAMMBIX ISt
TIPeIOCTaBIeHUs TOCY AAPCTBEHHOM yCIIyTH;

OIIaTa rocy JapCTBEHHOM MOIUIHHBI 3a IPEJOCTaBIEHHE TOCY IapCTBEHHON YCIYTH,

NIOJIy4€eHHe pe3yJibTara MpeloCTaBlIeHHs TOCy AaPCTBEHHOM YCIIyTH,

NOJyYeHHe CBENECHWM O XOJAe BbHINONHEHUA 3ampoca O  IPEeOCTaBICHUU
roCyJapCTBEHHO# yCIIyTH;

OCYILECTBJIEHHE OLIEHKH Ka4eCTBa MPeJOCTABIEHHUS TOCY NapCTBEHHOW YCITyTH;

mocynebHoe (BHeCyneOHOE) oOXaloBaHHe pelleHHH M JedcTBui (6e3mercTBUA)
nobKHocTHOTO julia Poc3apaBHaasopa.

44, BsauMoneiicTBHe 3asBHTENs C JODKHOCTHBIMH JiMIaMmd PocsapaBHaazopa
OCYILECTBIISIETCS TIPH JINYHOM OOpaIliEeHUH 3asBUTEIA:

VI TIOJa4y JIOKYMEHTOB, HEOOXOIWMBIX IJIs HpeILOCTaBHeHI/Iﬂ rocyJapCTBEHHOM
yCIIyTIH;

IS TIOJyYeH s pe3yJibTaTa NPeJoCTaBlIeHNs ToCy JApCTBEHHOW YCIyTH;

IS HHOOPMHPOBAHHUS TI0 BONIPOCAM IIPELOCTABICHHUS IOCYJapCTBEHHOM YCIYTH MO
TeneoHy.

[TpoI0KUTETBHOCTD BBaI/IMO}IeI/ICTBI/IH 3a}IBI/I”"eJ'I$[ C TOCYZapCTBEHHBIMH CITy KalllMMH
Poc3zapaBHaazopa npy mpeloCTaBieHuH roCy AapCTBEHHON yCIyTH HOJDKHA COCTABIATh HE
Gonee: '

15 MuHYT - ipU aneMe 3asBJICHUS],;

15 MHHYT - TIpU BbIAAYe JTOKYMEHTOB, SBIAOIMXCS Pe3yIbTATOM MpPENOCTABICHHUS
rOCYJapCTBEHHOM yCIIyTH.

45. B0o3MOKHOCTE HOJIy4YeHHUS TOCYAapCTBEHHON YCIIYTH B TEPPUTOPHAIIEHOM OpraHe
Poc3apaBHai30pa He IpeyCMOTPEHa. ‘

46. Bo3MOXHOCTb TIOJyYeHMsI TOCYJAPCTBEHHON yCIYyTH B MHOIO(YHKIMOHAILHOM
LIeHTpE NPeJOCTaBIeHUs FOCY JAPCTBEHHBIX U MYHHIIMHATBHBIX YCIYT HE MPEyCMOTPEHA.

HHble TpeOOBAHHMS, B TOM YHCIIe YUUTHIBAIOLINE OCOOEHHOCTH MPEIOCTaBICHHUS
TrOCyapCTBEHHOH yCIYTH 110 9KCTePPUTOPHATBHOMY MPUHLIAILY (B cimyuae, eciu
rocyZapcTBEHHAs YCIyTa NPEAOCTABIAETCS M0 SKCTEPPUTOPHATBHOMY PUHIMITY) H
0CcOGEHHOCTH MPEIOCTABIEHUs FOCY JAPCTBEHHOH YCIYTH B 3JIEKTPOHHOA (popme

47. Jns obecrieyeHHss BO3MOXXHOCTH TIOJAYM 3asB/ICHHUS U [IOKYMEHTOB (cBeneHUi)
3a9BUTENs [ODKEH MpOUTH HOEHTUGHKALHMIO M ayTeHTH(HKaNuio B (enepanbHOU
rocyIapcTBeHHOH HHMOpMauMOHHON cucTeMe «EmuwHas cucTema HICHTHOHUKALMH U
ayTeHTH(UKAOMM B UHGpacTpykType,  obecreunBaiomiedi  HHGOPMALMOHHO-
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TEXHOJIOTHYECKOE B3aMMOJENCTBHE HH(MOPMALIMOHHBIX CHCTEM, HCIOJB3YEMBIX A
TIpeJIOCTaBIEHHs [OCYAAPCTBEHHBIX W MyHULHIAIBHBIX YCAYT B JIEKTPOHHOH (opme»
(nanee - enuHas cucTeMa HMACHTHUGWKALMKA M ayTEeHTH()UKALMM), UMETh YCHIICHHYIO
KBATH(UIMPOBAHHYIO EKTPOHHYIO MOAINKCh B COOTBETCTBUH ¢ DeiepaibHBIM 3a8KOHOM
or 6 ampens 2011 1. Ne 63-@3 «OG 37MeKTPOHHOM MOAMKUCH» U TOCTAHOBIEHHEM
[NpasutensctBa Poccuiickoit ®enepanun ot 25 uronsa 2012 . Ne 634 «O Bumax
37IEKTPOHHON TIOIMKCH, WCIIOIb30BaHHE KOTOPBIX MOMyCKaeTcs HpH OOpalleHnH 32
HOJTy4€HUEeM IoCyJapCTBEHHBIX M MYHUIMIIAIBHBIX yciaym»®,

III. CocraB, mocie10BaTeIbHOCTh U CPOKH BBITNIOJTHEHUSA
aIMMHUCTPATHBHBIX TIpoLeyp (neicTBuil), TpeboBaHus
K MIOPAJIKY WX BBIMOJIHEHHS, B TOM YMCJIe OCOOEHHOCTH BBITOJIHEHUS
aJMUHUCTPATUBHBIX MpoLieayp (AefCTBHIT) B JJIEKTPOHHOHN (opMme

VcuepnsIBaroliuii IepeyeHb aAMUHUCTPATUBHBIX IPOLEAYD (AeHCTBHA)

48. Tlpu mpeoCTaBlIeHUH I'OCYAApCTBEHHON YCIYTH OCYHIECTBISIOTCS Cliefyroluye
a[IMMHUCTPATHBHBIC MPOLIEAYPh! (1eHCTBHSA):

1) paccMOTpeHHe 3asiBlIeHUS M JOKyMEHTOB (CBEJCHHH) O IPEIOCTaBICHUH JIMICH3HH
¥ TIPUHSATHE PELIEHHS O TPeIoCTaBNeHNH (00 OTKa3e B NPeIOCTaBIEHUH) IMLIEH3UH,;

2) pacCMOTpEHHE 3asBJIEHHS H JOKYMEHTOB (CBeICHMI) 0 epeo(OpMIICHHH JTULICH3HH
¥ IPUHATHE PELIEHNs O HepeoGopMIeHHHN (00 OTKa3e B EpeO(GOPMIICHHH) JIMLICH3UH;

3) npenocTaBlieHUe CBECHUH U3 PeecTpa JIMIEH3KH,

4) npeKpaleHue JeHCTBHS JMIEH3HH TI0 3aABICHUIO JIMIIEH3HATR;

5) ucmpaBieHMe JOMYIIEHHBIX OINEYaTOK Y OMMOOK B BBIJAHHBIX B PE3yJIbTAaTe
TpeIOCTaBIEHHs TOCY IAPCTBEHHOH YCIyTH JOKYMEHTax.

49.  AIMMHHCTpaTMBHbIE  Tpouedypsl  (AeHcCTBHsA),  BHIMONHAEMBIE B
MHOTOMYHKLHOHANBHBIX LEHTPax MPeA0CTaBIeH s IOCy TapCTBEHHBIX U MyHHULUNIAIBHBIX
YCIIYT, OTCYTCTBYIOT.

PaccMoTpeHue 3asBleHHs ¥ JOKYMEHTOB (cBeneHMi) 0 IpeIOCTaBICHUU
JMTULEH3UHU U TIPUHATHE PELIEHHs O MpefocTaBIeHuHn (06 oTkaze
B HpGI[OCTaBIIeHI/II/I) JUIIEH3UU

50. A,Z[MI/IHI/ICTpaTI/IBHaSI npouez[ypa «PaccmoTpenue 3asBiieHMS W JIOKYMEHTOB
(cBeleHHUIT) O MPENOCTABICHUH JHIIEH3UH U NPUHATHE PELICHHs O MPENOCTABICHHH (06
OTKa3ze B IIPENOCTABIEHHH) JHUIEH3WM» OCYIIECTBISETCS B CBA3M C TOCTYIJICHHEM B
Poc3apaBHa30p 3asABIEHAS U JOKyMEHTOB (CBEACHMH), MPEIXYCMOTPEHHBIX [yHKTOM 15
AZIMMHHCTPAaTHBHOIO perjlaMeHTa.

51. 3asBIeHME O NpeNOCTABICHUH JIALEH3HH 1 I[OKYMCHTLI (cBenmeHuUs) HpI/IHI/IMaIOTCﬂ
Poc3apaBHAA30pOM IO OIIKCH.

52. Konust omucH ¢ OTMETKOM O HaTe IpHeMa YKa3aHHBIX 3asBJEHUS U JOKYMEHTOB
(cBemeHUi) B JeHb IIpHEMa Bpy4aeTcs JODKHOCTHBIM JIMIIOM Poc3npaBHangzopa,

7 CoGpaHue 3akoHoaatenbctsa Poccutickoil Genepaumy, 2011, Ne 15, cr. 2036; 2020, Ne 24, ct. 3755.
8 Cobpanne 3akoHOaaTeNbcTBa Poccuiickoii denepauny, 2012 Ne 27, cr. 3744; 2018, Ne 36, ct. 5623.
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OTBETCTBEHHEIM 3a MPHUEM M PETHCTPALUIO JOKYMEHTOB, COMCKATeNO JHULCH3UU WM
HAIPABIIAETCS eMy 3aKa3HBIM I0YTOBBIM OTIIPABICHHEM C yBETIOMIEHHEM O BPY4EHHH 00
10 BBIOOPY COMCKaTeNs JULEH3Ud B (QopMe 3JIEKTPOHHOTO NOKYMEHTA, MOANMCAHHOIO
yCHIIEHHOH KBanu()UIMPOBAHHON 3I€KTPOHHOM IIOANMUCEIO, CTIOCOOOM, 00eCTIeHHBAIONIIM
MOATBEPIKAEHHE TOCTABKY KOMIMH ONMCH H €€ MOy YeHHsI COUCKaTelIeM JINIEH3HH.

53. Kourtpons BefeHHs YydeTa MOCTYNMBIIMX B Poc3npaBHag30p AOKYMEHTOB
OCYIIECTBIIAET HAYaIbHUK OTAena Poc3ipaBHai3opa, OCy eCTBIIOILEro THIEH3UPOBaHHE
eSTEILHOCTH 110 MPOU3BOACTBY ¥ TEXHHMUECKOMY 00CITY)KHBAHUIO MEULUHCKON TeXHUKH
(nanee — HAYaTBHUK OTAENA).

54. HayanpHUK OTHeNa B TeueHHue 1 paGodero qHs ¢ AaThl PErMCTPALMU MTOCTYMUBIINX
B Poc3apaBHa[30p 3adBi€HHS H JOKYMEHTOB (CBEJEHMH) OT COMCKATENs JIMLCH3UH
Ha3HayaeT U3 YKciia pabOTHMKOB OT/EJa OTBETCTBEHHOT'O UCTIOMHHUTENS 10 PACCMOTPEHHIO
JOKYMEHTOB, [IPe/ICTaBICHHBIX COMCKATENEM JIMLICH3UH [JIs N0y 4€HHs JTNLCHIHH (manee -
OTBETCTBEHHBI HCTIONHHUTEID).

damuams, ¥Mg, OTYecTBO (NP HAIUYWH) OTBETCTBEHHOTO MCIOIHMTENS, €ro
JOJKHOCTH U HOMep TeledoHa JOJDKHB! ObITh COOOIIEHBI COMCKATENIO IHIEH3UH IO €ro
MUCHMEHHOMY WM YCTHOMY OOpAILEHHMIO, a TakkKe IOCPEICTBOM UHGOPMAITHOHHO-
KOMMYHHKALMOHHBIX TEXHOJOTHii, B TOM YHCJIE C MCTIONb30BaHKHeM Enynoro noprana.

55. PaccMOTpeHHe 3asBJICHUs M JOKyMEHTOB (CBeleHHi), YKa3aHHBIX B MyHKTC 15
AIMUHHCTPATHBHOTO perjiaMeHTa, IPHHSATHE PeLIeHHs O MpeNoCTaBICHUH JTUICH3HH (06
OTKa3e B IPeJOCTABICHUH) OCYIIECTBIAIOTCA B CPOK, TIpeyCMOTPEHHBIH MOMITYHKTOM 1
nyHkTa 12 AZIMHHUCTPATHBHOIO perjlaMeHTa. |

56. IIpu monydeHun Poc3apaBHAA30pOM 3asBICHHS O NPEOCTaBICHUH JIMUCH3NH,
ohOpMIEHHOr0 ¢  HapylleHHeM TpeOOBaHMH, YCTaHOBICHHBIX — IyHKTOM 15
AZIMHHHCTPaTMBHOIO perfiaMeHTa, W (W) AOKYMEHTOB, YKa3aHHBIX B IIyHKTE 15
AMUHUCTPATHBHOTO PETrJIaMeHTa, [IPEICTaBICHHBIX HE B IIOJTHOM 00beMe, OTBETCTBEHHBIH
HCIIONHUTEND B TedeHHe 3 pabounx AHel co JHA MX NpUeMa BpY4acT COMCKATEIIO JIMLCHINH
yBeJOMJICHHE O HEOOXOAMMOCTH YCTpaHEHHs B TPHUALATHIHEBHBIH CPOK BBISBICHHBIX
HApyIIEHHH U (AJIK) IPeJCTaBIeHHs TOKyMEHTOB, KOTOPBIE OTCYTCTBYIOT, HIlH HANPABIIAET
Takoe yBeJOMJIEHHE 3aKa3HBIM MOYTOBBIM OTIIPABICHHUEM C yBEJOMJICHHCM O Bpy4deHHH
TGO 110 BEIGOPY COMCKATEIIS TUITEH3KH B hOpMe SJIEKTPOHHOTO IOKYMEHTA, MOAMHMCAHHOTO
YCHJICHHOM KBaIH(HIMPOBAHHOM 2JIEKTPOHHOM MOMMKCEIO, criocoboM, 00eCTIeuHBaAIOLIUM
NOATBEPXIeHHE IOCTABKU TAKOTO YBEJIOMIEHHUS 1 €r0 [OlyYeH s COUCKATeNIeM JTUICH3NA.

57. B ciy4ae HemnpeacTaBleHUs COUCKATENIEM JIMLICH3UH B TPUIUATHIHEBHBIA CPOK C
MOMEHTa MOJYYEHHS YBEIOMJICHHUS, YKa3aHHOrO B ITyHKTE 56 AJIMHHHCTPATUBHOIO
pernaMeHTa, HaajexaiM o6pasoM OQOPMICHHOTO 3ajdBICHHA O INPENOCTABICHUN
IMICH3MA ¥ B IMOJHOM OObeMe JOKYMEHTOB (CBEACHHil), YKasaHHBIX B IyHKTe 15
AIMHHHCTPaTHBHOTO PETJIAMEHTa, OTBETCTBCHHBIH HCIOJHUTEND B TCUCHHE 3 paboumnx
JiHel Bpy4aeT COMCKATEINO IMLEH31MM YBEIOMICHUE O BO3BPATE 3asBICHHUA Y IIPUIIaracMbIX
K HeMy JJOKyMEHTOB C MOTHBHPOBaHHBIM O00OCHOBaHHEM MPUYNH BO3BpaTa HilM HANPaBIIACT
ero 3aKa3HbIM TIOYTOBLIM OTIIPABIEHUEM C YBEJIOMIICHUEM O BpyHCHUH.

B ciyuae, eciu 3asBI€HHE U TIOKYMEHTBI (cBezieHMs1) OBLITH PEACTABIICHBL crocobom,
YKa3aHHBIM B MyHKTe 22 AJMHUHUCTPATHBHOTO PEIVIAMEHTa, YBCIOMICHHE O BO3Bpare
HATIPABIIAETCSA COMCKATEIIO JIMIEH3MH B (JOPME EKTPOHHOrO JOKYMEHT, MOAMHCAHHOTO
YCHIIEHHOM KBaIU(UIMPOBAHHOH 3/IEKTPOHHOK TOIMNHCHIO.

58 (OTBeTCTBEHHBIN MCITOJHUTEND HE Mo3/Hee 15 pabouux AHer O JHS MOCTYTUICHNS




21

B PocsmpaBHanzop HazexamuM o06pa3oM 0hpOpMIIEHHOrO 3asBICHUS O IPENOCTABICHHH
JULEH3MH ¥ JOKYMEHTOB (CBEIEHHH), yKa3aHHBIX B IyHKTe 15 AJMHHHCTPATUBHOTO
peraMeHTa, OCYIIECTBIIAET IPOBEPKY IOTHOTHI M JOCTOBEPHOCTH IIPE/ICTABIEHHBIX B HUX
CBEIICHUMN, C LEIBI0 ONpEAETICHUS COOTBETCTBHS CBEICHHMSM O COHCKATelle JIULEH3UH,
noJy4eHHbIM  Poc3apaBHaI30poM MyTeM . MeXBEJIOMCTBEHHOrO HH(HOPMaLIMOHHOTO
B3aUMOJICUCTBUS OT: . ‘ .

a) ®HC Poccuu -. cBeficHUS O COHMCKATese nnueﬂsnn, conepmamnecx B EnunoMm
roCyJapCTBEHHOM peecTpe HOPUIAMYECKHMX JHUL, EQMHOM rocyAapCTBEHHOM pPeecTpe
WHIUBUIYAJbHBIX IpEeANPUHUMATENEH;

6) Pocpeectpa - cBenenus, nonTBepm{afomHe HAJIMYME Y COMCKaTeNs JULCH3UH Ha
npaBe COOCTBEHHOCTH WJIH Ha MHOM 3aKOHHOM OCHOBaHHMHM 3[@HHH, COOPYXCHHH H
MOMeIleHUH, HEeoOXOAMMBIX Ul OCYILECTBICHUS JMLEH3UPYEMOH JEATENBHOCTH H
COOTBETCTBYIOIIMX YCTAHOBJICHHBIM TPEOOBaHMSM, IPaBa HA KOTOPBIE 3apPETUCTPUPOBAHBI
B EIMHOM TOCYJapCTBEHHOM peeCcTpe HEABHIKUMOCTH,

B) KasmaueiictBa Poccum - cBefleHus o6 ymiaTe rocyqapCTBEHHOW IMOINIMHBI 32
IIPeOCTaBIEHNE JTULICH3HH;

r) Poccrammapra - CBeJieHMS O COOTBETCTBAU TPeOOBaHUSM, NPEIyCMOTPEHHBIM
craTeed 13 (I)enepanLHoro 3aKOHa OT 26 HIOHS 2008 r. Ne 102-®3 Kk noBepke CpEJCTB
HU3MEPEHUIA.

59. Tlo pesynpTaTam MpPOBEPKH IIOJHOTH U JOCTOBEPHOCTH IIPEICTABICHHBIX
COMCKATeNIeM CBEJICHHUN, a TaKKe CBEJICHHH O COMCKaTele JIMUEH3UH, COAEPKAIUMCS B
EIMHOM ToCylapCTBEHHOM DEECTpe FOPUIANYCCKUX JIHLL (EOvHOM rocyIapCTBEHHOM
peecTpe  MHIAMBHAyaIbHBIX  NpEANPHHHAMATeNed) W JPyrux  (ejiepaibHbIX
1H(OPMAIHOHHBIX PECYpCax, OTBETCTBEHHBII HCIOJHUTENE COCTABJISET aKT NPOBEPKH.

60. B ciyyae npencrapieHus HaAJexaluM o0pa3oM o(OPMIECHHOIO 3asBICHHS O
IPeOCTABIEHNH JIMUEH3UH U B IOJIHOM 00BeMe [I0KyMEHTOB (CBE/\eHUH) B COOTBETCTBHH
¢ myHKTOM 15 AJMHHHCTPAaTHBHOTO periiaMeHTa, IuM00 yCTpaHeHHs: HapylIeHUH,
yKa3aHHBIX B ITyHKTe 56 AJIMHHUCTPATUBHOIO perjiaMeHTa, OTBETCTBEHHBIH NCIIOMHUTEND
B TeueHue 3 pabouux [IHEW CO JHA IPHEMA 3asBICHUS U JIOKyMEHTOB HMH()OPMHUPYET
COHMCKATeNs JULEH3MA JIHOOBIM JOCTYIHBIM criocoboM, B TOM 4HCJIE IOCPEACTBOM
MH(OPMALHOHHO-KOMMYHIKAIHOHHBIX TEXHOJIOTUH, 06 uX NpuHATHH Poc3npaBHaA30poM
K PaCCMOTPEHHIO, & TAKXKe FOTOBHT IIPOEKT NPHUKa3a O IPOBECHUM BHEILIAHOBOH BbIC3AHOMN
IIPOBEPKHU.

IIpeMETOM BHEIUIAHOBOH BBHIE3JHOH MPOBEPKH SIBIISIETCS COOTBETCTBUE COUCKATENs
JIAIEH3AH  JIMIEH3HOHHBIM  TpeOOBaHWSM, YCTaHOBIEHHEIM  IlonoxenmeM o
JIMLEH3MPOBAHNHA JESTENTBHOCTH 110 MPOM3BOACTBY M TEXHHYECKOMY OOCIy)XMBaHHMIO (32
MCKTIOYEHHEM Ciydas, eCIH TEeXHHYECKOe OOCITy)XKUBaHME OCYLIECTBIACTCS s
obecrieueHys COOCTBEHHBIX HyX[ OPHAMYECKOro JiMla@ MM HMHIWBHIYalbHOIO
IpeANPUHUMATEJIS) MeIUIIMHCKON TEXHUKH.

61. B Teuenue 4 paboumx aHeH ¢ JaThl 3aBepIICHNs BHEIUIAHOBO# BbIe3/IHOH POBEPKH
COMCKATeJIsl JIMIEH3HH OTBETCTBEHHBIM HCIIONHHUTEINDb C Y4YETOM pE3YJIbTaTOB IPOBEPKH
TONHOTBl M [JOCTOBEPHOCTH NpeNCTaBIeHHbIX CBEICHHH u BHEIUIAHOBOW BBIE3/THOU
IIPOBEPKHU FOTOBHUT IPOEKT MpHKa3a:

1) 0 TIpelOCTaBICHUH IUIIEH3AH;

2) 06 oTKa3e B MPeAOCTaBICHUH JII/II_IeHBI/II/I B cnyqaﬂx

a) HaJIM4YUS B IPE/ICTABICHHBIX | COHCKATEJIEM JILIEH3UH BaﬂBJIeHI/II/I 0 NpeOCTaBICHUH

H
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muueH3ud U (WiM) JOKYMEHTax (CBeJEeHMSAX) HEJOCTOBEPHOM MM MCKa)XEHHOH
uHpOopMaLuy; ‘

0) ycCTaHOBJIEHHOE B XOJ€ npOBepKn HECOOTBETCTBHE COMCKATENs JIUIECH3UHU
JIUIEH3HOHHBIM TpeOOBaHUSM. ,

62. B cayuae npunsaTHs Poc3fpaBHaA30poM pEILEHUS O MPEAOCTaBICHUH JULEH3HY,
3aIUCh O NPEIOCTABJICHUN JIUIIEH3UH BHOCUTCS B PEECTp JIMLIEH3UH B IEHb PErHCTpaluu
npuKasa. |

63. TIlpukaz Poc3npaBHag3opa o0 MNpPeJOCTAaBIEHHH JIMLICH3UW IIOANHCBIBACTCH
pykoBoauTenem Poc3npaBHanzopa. PekBH3UTHI NpKKasa O NpPelOCTaBICHHH JIMIECH3UH
BHOCSTCS B pEECTp JTULIEH3H.

64. Tlpuka3 pykoBoauTens Poc3apaBHan3opa O MPENOCTaBICHUH JIMLEH3UU JOIDKEH
COJIEPXKAaTh:

1) HauMeHOBaHHUe JULEH3UPYIOLIEro oprata - PocipaBHaa3op;

2) mosnHoe U (B Clydae, eciii UMeeTcs) COKpallleHHOe HaWMEHOBaHWe, B TOM 4HCIIe
GUpMeHHOe HAaMMEHOBAaHHE, OPraHHW3alMOHHO-NPABOBYIO (OpMY HOPHAMYECKOTro JIMIIA,
aJpec ero MecTa HaxXOXACHHUs, TOCYJApCTBEHHBbIA PErMCTPALMOHHBIM HOMEp 3alUCH O
CO3NAHMM OPHAMYECKOro JiMua, GaMmiids, UMsS, OTYeCTBO (Ipu  HAIHYWH)
UHIMBUIYaJbHOTO MpPEATIPUHUMATEN, aJpec €ro MeCTa JKMTEeNbCTBA, PEKBH3HTHI
JOKyMEHTa, YAOCTOBEPAIOLIETO €ro JUYHOCTb, TOCYJAapCTBEHHBIM pPErHCTPalOHHBIH
HOMEpP 3alMCH O rOCYNapCTBEHHOH PErHCTpallMi WHAWBHAYaIBHOTO NPEANpUHUMATEN,
aJpeca MeCT OCYIIECTBIICHHUS TUIEH3UPYEMOT0 BH/ia NS TeIIbHOCTH;

3) vaeHTHPHUKAIMOHHBIN HOMEP HAJIOIOILIATEIbIINKA,

4) IUIEeH3UpyeMbli BHUA OEATEIBHOCTH - I[eSITeJ'[LHOCTB 0 MPOU3BOACTBY H
TEeXHHYECKOMY OOCIY)XMBaHHIO (32 HCKIIOYEHMEM Ciyd4as, €ClIM TEXHUYECKOe
06CITy)KMBAHHE OCYINECTBIsETCS s obecredeHrs COOCTBEHHBIX HYXI IOPUIHMYECKOrO
JIMIA WM WHANBHIYAJIbHOTO MpPEANPUHMMATENS) MEIULMHCKON TEXHHKH, C yKa3aHHEM
BBIMOJIHAEMBIX paboT; OKa3bIBAEMBIX YCIYT, COCTABIAIONIMX JIMIEH3UPYEMBIH BHJ
JIEATENHHOCTH; |

5) noMep u Haty npukasa PocspaBHan3opa o NpeaoCTaBIeHUH JIMICH3UA,

65. B Teuenue 3 paboumx AHed Mocie AHA BHECEHHS 3allMCH O NPENOCTaBIICHUH
JIAIEH3MU B PEECTp JIULEH3UH OTBETCTBEHHBIN HUCIIONHUTENb HANIPABJIAET YBEAOMIICHHE O
IIpeIOCTABICHIH JIULIEH3HH 3aBUTEIO 1O ero BHIGOpY B (POPMe NEKTPOHHOTO HOKYMEHTa,
[OJIUCAHHOTO YCHJICHHOH KBATH(GUUMPOBAHHON OSNEKTPOHHOH NOAMMCHIO U0 Ha
OYMa)KHOM HOCHTEIIe 3aKa3HbIM [IOYTOBBIM OTIPABICHUEM C YBEIOMIICHAEM O BPYiCHUH.

66. Belnrcka U3 peecTpa JIMLIEH3UH HaNpaBjIeTCs OJHOBPEMEHHO C HANPaBICHHEM
YBEOMIEHHS O TpPENOCTABICHHH JIULEH3WM B (OpMe DIEKTPOHHOTO JIOKYMEHTR,
TIOMMCAHHOIO YCHJICHHON KBaJU(UIHUPOBAHHOH 3JIEKTPOHHOH MOAMKCHIO IOCPENCTBOM
JIMYHOTO KabuHeTa Ha odHuIHaIsHOM calite Pocanpasnanzopa, EnuHoro nopraia.

67. B ciy4ae, eciii B 3asBJICHHH O NPEAOCTABICHUM JIMLCH3HY COMCKATENb JIUIICH3UH
yKasaJ Ha HeOOXOAMMOCTDH IIONyYEeHHS BBIMHCKM W3 peecTpa JMIECH3MH Ha OyMa)KHOM
HOCHTeJIe, OTBETCTBEHHBIH HCIIOTHUTENb OJHOBPEMEHHO C HATPABJICHUEM YBEIOMIICHHS O
IIpEeIOCTABIEHHH JIMIEH3UM HanpaBiiseT 3asBUTEIO BBIIMCKY W3 peecTpa JULEH3UN
3aKa3HBIM MOYTOBBIM OTIIPaBJIEHHUEM C YBEIOMIIEHHEM O BpYUCHHH.

68. B Teuenue 3 pabouux [HEH cO [HA TOANKCAHUS IPHKa3a 00 OTKase B
IpeJOCTaBIEHHH JINLEH3UH OTBETCTBEHHBIN UCIIOMHHUTENb BPYYaeT COMCKATENO TNLICH3NH
WM HampaBilseT COUCKATeNIo JHMLEH3WH 3aKa3sHbIM IOYTOBBIM OTIPABICHHEM C
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yBEIOMIIEHHEM O Bpy4YeHHH, JUOO B (opMeE 3NIEKTPOHHOTO TOKYMEHTA, MOIINHCAHHOTO
YCHJICHHOH KBANM(UUMPOBAHHOH JJICKTPOHHON MONINCHIO, yBeJOMIEHHEe 00 OTkase B
TpeJOCTaBIIEHUH JIMIEH3UH. B yBefoMIeHHH 00 OTKa3e YKas3blBalOTCS MOTHBHUPOBaHHBIE
000CHOBaHHSA MPHYHUH OTKa3a CO CCBUIKOW Ha KOHKPETHBIE IOJIONEHHsS HOPMAaTHBHBIX
IPaBOBBIX aKTOB M MHBIX JOKYMEHTOB, SBHUBIIMXCS OCHOBaHMEM [UI1 OTKasa B
IpeIOCTaBJIeHNH JHLEH3MH. EciM mpu4yMHOH OTKasa SBIACTCSA YCTAHOBIECHHOE B X0
IPOBEPKH HECOOTBETCTBHME COMCKATENs JIMLEH3MH JIMIEH3HOHHBIM TPEOOBAHHAM,-
yKa3bIBalOTCS PEKBU3HUTHI aKTa IPOBEPKH.

69. VeemomiieHne 00 OTKa3e B MPEJOCTABICHHMM JHUEH3UM MOANHUCHIBACTCA
HauaJlBHHKOM ympaBieHus Poc3apaBHaa3opa, OCYHISCTBIAIONIEIO JHIEH3HPOBAHHEC
IEeSTeILHOCTH TI0 IIPOU3BOJICTBY ¥ TEXHUYECKOMY 00CTYKHBaHUIO MEJUIIUHCKON TEXHUKH.

70. Cpok npunsiTHS Poc3apaBHaAI30pOM peLIEHHs O NMPEJOCTAaBICHUH JTMICH3UU UIH
006 oTKa3e B ee NpPENOCTaBJICHAM HCUYHUCIAETCA CO JHS MOCTyIUIeHHus B Poc3apaBHaA30p
HaAJexanpM o0pa3oM O(QOPMICHHOIO 3asdBJIE€HHMS O MPEJOCTABICHHH JIMIECH3HH W B
ITOJTHOM 00beM€E MPHUIIaraéMbIX K HEMY JIOKYMEHTOB.

71. KpurepueM NpPHHATHS pElIeHHs MO aJMUHMCTPATHBHOH MpoHeAype SABJAETCS
HaJIMYUE WK OTCYTCTBHE OCHOBAHUM JJIsl 0TKa3a B MPeJOCTaBICHUH JINICH3HY.

72 PesynpraToM aAMHHUCTPATHBHOW NPOLENYPHl JHULEH3UU SABIACTCA TNPHHATHC
pellieHHsi O TIPeAOCTABNEeHUH (06 OTKa3e B IPENOCTABICHNH) THICH3UH.

73. Crnocob6oM ¢uKcalMyd pe3yiIbTaTa aAMHHHUCTPATHBHOM NpOLELYyphl SABJIACTCS
M3JaHue TpHUKa3a O IPEeJOCTABICHUH JIMIEH3UH WM 00 OTKase B ee NPEeOCTaBlICHUH,
BHECEHHE CBEJIEHUH B peecTp JULIECH3HH.

PaccMOTpeHHe 3asBlIeHHs U AOKYMEHTOB (CBEJICHHH) O MepeoQpOpMIICHHH IMLEH3NH
1 IPHHATHE pelieHus o nepeodopmnennu (06 oTkase B niepeodopMIIeHUH ) TULIEH3UU

74. AmMuMHHCTpaTHBHas mpouenypa «PaccMoTpeHue 3asBICHHS M JIOKYMCHTOB
(cBeieHHit) 0 TIepeoOpMIICHHH JIUIIEH3UH ¥ TIPUHATHE PELICHHUS O nepeodopmiieHnH (06
oTKase B nepeoOpMIICHHM) JHIEH3MIN» OCYIIECTBISETCS B CBA3M C INOCTYIUVICHHEM B
Poc3apaBHai30p 3asBIeHHS 1 JOKYMEHTOB (CBEICHHH), IPelyCMOTPEHHBIX Iy HKTAMH 16 -
19 AZAMHHHCTPATUBHOIO PETTIAMEHTA.

75. 3asBiieHre 0 NepeohOPMIEHAH JTUIIEH3UH U JOKYMEHTBI (CBE/ICHMS) IPUHUMAIOTCS
Poc3apaBHaA30pOM M0 OIIUCH.

76. Komus OIKCH ¢ OTMETKO# 0 JaTe IpHeMa 3asiBleHHUs O IepeopOPMIICHHH JTUIECH3UY
1 JOKYMEHTOB (CBefieHHiT), yKa3aHHBIX B yHKTax 16-19 AIMHHICTPAaTHBHOTO PETIIAMEHTa,
B JIeHb NpHEMa Bpy4aeTcsi AOJDKHOCTHBIM JIMIIOM Poc3paBHa[30pa, OTBETCTBEHHBIM 34
IpPHEM M PETHCTPALMIO JOKYMEHTOB, JIMIEH3UATy HIH HANpaBIAeTCs €My 3aKa3HbIM
TIOYTOBBIM OTIIPABJIEHHEM C YBEJOMJIEHHEM O BPYUeHHH, MO0 MO BHIOOPY JIMIEH3MaTa B
dopMe BEKTPOHHOro JOKyMeHTa, MOJIMHCAHHOrO YCHIICHHOU KBaJIU(HUIMPOBAHHON
3EeKTPOHHOM MOMKUCHIO, CHOCOO0M, OOeCreYHBatOMKUM MOATBEPXKACHAE MOTYyHCHUA
COUCKATeNIeM JIMIIEH3UH TaKO! KOIMY M TIOATBEep K IeHHE JTOCTaBKH YKa3aHHOI'O JIOKYMEHTA.

77. KoHTpons BeleHHs ydeTa IOCTYyIHMBLIMX JOKYMEHTOB OCYIIECTBIACT HadalbHHK
oTjena.

78. HauajpHHK OTIeNa B TeueHre 1 pabodero ¢ AaThl perucTpanyiy MOCTYNUBIINAX B
Poc3apaBHaa30p 3asBIEHHS 1 JOKYMEHTOB O Tepeo()OPMIICHIH THLEH3NK U JOKYMCHTOB
(cBezleHMiA), TIpelyCMOTPEHHBIX MyHKTamu 16 — 19 AJIMHHUCTPAaTUBHOI'O PErIAMEHTa,




24

Ha3HAYyaeT U3 YKcjia pabOTHUKOB OT/I€/1a OTBETCTBEHHOTO MCITOJTHUTES.

damunusa, ¥Ms, OT4ecTBO (MPM HAJIMYUM) OTBETCTBEHHOIO MCIIOJHMUTENS, €ro
IOJDKHOCTB M HOMEP Telle(pOHa JODKHBI OBITh COOOIIEHEI IMLEH3UATY 10 €0 MHCHbMEHHOMY
WA YCTHOMY OOpalleHHIO, a TaKXKe ITOCPEACTBOM MH()OPMAHOHHO-KOMMY HHKAIIHOHHBIX
TEXHOJIOTHi, B TOM YHCIIE C HCIOob30BaHkeM EnuHoro noprana.

79. PaccMoTpeHHe 3asBJeHHs H JOKyMEHTOB, IPHHATHE PELIEHHS O IepeoGopMIIeHHH
nuuensud (06 oTkasze B nepeoOopMIICHNH) OCYLIECTBIAIOTCS B CPOKH, MPelyCMOTPEHHbIE
NOANYHKTaMH 2 U 3 MyHKTa 12 AIMMHUCTPaTHBHOTO PErIaMEHTa..

80. ITpu nomyueHun Poc3apaBHAA30pOM 3asBleHHs O MEPEOGOPMICHUN JIHIICH3NH,
0hOPMIIEHHOrO C HapylleHHeM TpeOOBaHMH, YCTaHOBIEHHBIX TMyHKTamu 16, 19
AJIMAHHCTPaTHBHOTO periaMeHTa, U (MJI1) JOKYMEHTOB (CBE/IeHHH ), yKa3aHHBIX B IyHKTaX
16, 19 AIMHHHCTPAaTUBHOTO perjiaMeHTa, Mpe[CTaBICHHBIX HE B NONHOM obbeme (B
clydasX peOpraHM3alii HOPUAHYECKOro juua B Qopme mpeobpasoBaHus, CIUAHHA,
HU3MeHEeHMs ero HaMMeHOBaHuUs, aipeca MecTa HaXOKACHUS, U3MEHEHHS MECTa )XUTENbCTBA,
HUMEeHH, (GaMWIMH W OT4eCTBa HHIMBHUJYallbHOIO MpEeANPHHUMATEIs, PEKBH3UTOB
JIOKyMEHTa, YIOCTOBEPSIOILEro €ro JM4HOCTh, MPEKPalleHUs AeATebHOCTH M0 OJHOMY
agpecy WIA HECKOJIBKMM ajipecaM MeCT €€ OCYUISCTBICHHUs, MpPEeayCMOTPEHHBIM
JNULeH3Kelt), OTBETCTBEHHbIM HUCIONHUTENb B TedeHHue 3 pabouMx IHeW co AHs MpHeMa
3asBJEHAS W JOKYMEHTOB BpydaeT JIMIEH3MAaTy YBeJIOMICHHE, YKa3aHHOE B MyHKTe 56
AJIMHHHCTPAaTHBHOTO pEIJIaMEHTa, MM HalpaBlseT TaKoe YBEJOMJIEHHE CIOCOOOM,
yKa3aHHBIM B IyHKTe 56 AIMMHUCTPaTHBHOTO perjlaMeHTa.

81. B ciy4ae HenpeICTaBiCHNs JTUIEH3MaTOM B TPUALATHAHEBHBIN CPOK C MOMEHTA
IOY4EHHUs yBEIOMIICHHS, YKa3aHHOTO B MyHKTE 56 AJIMHHHCTPATHBHOrO PEraaMeHTa,
HaUIeKAIIUM 00pa3oM o(OPMIIEHHOTO 3asBIIeHHs O epeodopMICHHH TULEH3UU U (WITH)
Tpe/ICTABIEHUS He B IOJHOM 00beMe JOKYMEHTOB (CBEAEHHMii), MpPeRyCMOTPEHHBIX
nmyHKTaMH 16, 19 AMHUHHCTPAaTUBHOTO PErJaMeHTa, OTBETCTBEHHBIH HCIOIHMTEND B
TeueHUe 3 pabouux IHEW BpydaeT JIHMIICH3MATY YBEIOMIICHHE O BO3BpaTe 3asABIICHUA U
TIPHJIATAEMBIX K HEMY JOKYMEHTOB C MOTHBHUPOBAaHHBIM 00OCHOBaHHEM NPHYHH BO3BpATa
WJIM HampaBJisieT ero 3aKa3HbIM TI0YTOBEIM OTIPABJIEHHEM C YBEIOMICHUEM O BpyYCHUH.

B cityuae, eciy 3asABlIeHHE U JOKYMEHTHI (CBeleHHs ) GbUTH NPEICTABIEHBI CIOCO00M,
YKa3aHHBIM B MyHKTe 22 AJMHHMCTPATUBHOTO pernaMeHTa, yBEIOMIEHHE O BO3Bpare
HAIIPaBIISeTCS IMIEH3UaTy B GopMe SJIEKTPOHHOTO HOKYMEHT, IIOANKCAHHOT0 YCHIICHHOH
KBaNM(UIMPOBAHHOHN IIEKTPOHHOM IOJMHUCHIO.

82. B ciyuae mpejcTaBieHMs HaileXaluM o0pa3oM O(OPMICHHOTO 3asBIIEHUS O
nepeohOpMIIEHUH JIMLIEH3MH M B [OJIHOM o0beMe JOKyMEHTOB (CBEIEHHH),
TpeLyCMOTPEHHBIX ITyHKTaMH 16, 19 AMIUHUCTPaTHBHOIO PEIIAMEHTA, nnbo yCTpaHEeHUs
HapyILIEeHHUH, yKa3aHHBIX B MyHKTe 80 AIMMHHUCTPATUBHOTO PETJIAMEHTA, OTBETCTBEHHBIN
MCIIOJHUTENb B TeUeHHe 3 pabouux mHEH co [HsA MpueMa BbilleyKa3aHHBIX JOKYMEHTOB
uHQOPMUpYeT JIHIeH3uara JIOOBIM JOCTYyMHBIM  CHOCOGOM 00 HMX  NPHHATHH
Poc3ipaBHaI30pOM K PACCMOTPEHHIO.

Cpok [pUHATUS PELICHUS O ‘mepeoOpMIICHHM JIHIEH3MH MMM 00 OTKase B ee
nepeodOpMIEHAM MCYMCIACTCS CO JHSA MOCTyIUIeHHs B Poc3ipaBHan3op HajiexaiuM
06pa3oM o(OPMIIEHHOTO 3asBIECHHUA O MepeodOPMICHHH JIUIEH3NH U B IIOTHOM obpeMe
IprjiaraeMbiX K HEMY JIOKYMEHTOB. ‘

83. OTBEeTCTBEHHBIH UCTIONHUTEND He Mo3Hee 5 pabounx JHEH CO JHs NOCTYIICHHS B
Poc3IpaBHAI30p HayiexKalyM 00pa3oM 0QOPMIIEHHOrO 3asBICHHS O niepeoopMIeHUN
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JMLEH3UM OCYIIECTBIIAET IPOBEPKY MOJHOTBI M JOCTOBEPHOCTH IIPEJCTABICHHBIX
CBEJICHHI C y4ETOM CBEIEHUH O JHLIEH31aTe, UMEIOLIMXCS B TMLIEH3HOHHOM JIElie, C LEIbIO
onpeseIIeHus:

1) Hanuuust OCHOBaHUH IS HepeO(bOpMJIeHI/ISI JIVILIEH3UN;

2) IOJHOTEI ¥ IOCTOBEPHOCTH MPECTaBICHHbIX B 3asBJICHUU H JJOKYMEHTaX CBEICHHH,
B TOM 4YHCIIE CBEJEHHM, MojaydeHHBIX Poc3apaBHaI30poM IyTeM MEKBEIOMCTBEHHOTO
HHPOPMALIMOHHOTO B3aUMOJAEHCTBHUSL:

a) or ®HC Poccum - cBeneHus O JHIEH3MATE, COAEpXKAILUeCs B Enunom
roCcyJapCTBEHHOM peecTpe OpUAMYECKMX Jkll, EJMHOM TroCylapCTBEHHOM peecTpe
WHIUBUIYTbHBIX IpeANPHHUMATENEH;

6) ot KasnaueiictBa Poccun - cBeieHust 06 ymiaTe rocyaapCTBEHHOW ITOIUIMHBI 32
niepeoGopmiIeHHE JTULIEH3UU.

84. Ilo pesyiabTaTaM IPOBEPKM IOJHOTBI U JOCTOBEPHOCTH TPEICTABICHHBIX
JIMIIEH3UATOM CBEIeHUI OTBETCTBEHHBIN HCIIONHUTENh COCTABISIET aKT MIPOBEPKH.

85. B Teuennme 2 pabouux OHEM C JaTbl 3aBEPLICHUS NPOBEPKH IIOJHOTHI M
JOCTOBEPHOCTH TPEACTABICHHBIX JHLECH3HATOM CBEACHUH OTBETCTBEHHBIH HCIIOJIHUTEIb
FOTOBHUT MPOEKT MpHKa3a O nepeodopMIIeHUH JTULEeH3UM (00 oTkase B IepeoopMIIeHHUH
JUIICH3UH).

86. Ilpuxas Poc3mpaBHamzopa o mepeodOPMIECHHH JHUIEH3UH MOANUCHIBACTCA
pykoBomutesieM Poc3mpaBHag3opa. PeKBH3WTEI MpWKa3a O MpPeIOCTaBICHUH JHULEH3UH
BHOCSITCS B PEECTp JIMLICH3HIA.

87. Ipuka3 Poc3apaBHanz3opa o riepeoGOpMIICHHH JTMIEH3HH TOIDKEH COAEPXKATh!

1) HanMeHOBaHHe JTHUIEH3UPYIOLLEro oprana - PocsipaBHaa3op;

2) mosHOe U (B ciydae, eCIIM UMEETCs) COKALICHHOe HaMMEHOBaHHE, B TOM 4HCIe
(GUpPMEHHOE HAMMEHOBAaHHE, OPTaHW3ALUOHHO-NIPABOBYIO (bopMy IOPUIMUECKOrO JIUIIA,
afjpec ero MecTa HAaXOXIEHHs, TOCYNapCTBEHHBIH PETHCTPALMOHHBIA HOMEp 3allUCH O
CO3JaHUU IOPHAMYECKOro Jula, paMIIiio, UM H (B Ciydae, eCId MMEETCS) OTYECTBO
HUHAUBUAYAJIGHOTO MpeNNpUHUMATENs, aJpec €ro MecTa JKMTEIbCTBA, PEKBH3HTHI
NOKyMEHTa, YJOCTOBEPSIOILETO €ro JHYHOCT, TOCYINApCTBEHHBIA pPErHCTPALMOHHBIH
HOMEp 3alliCH O TOCYAAPCTBEHHOH perucTpanyy WHAMBALYaJIbHOIO HMPEANPHHHUMATEN,
ajipeca MeCT OCYIIECTBIICHHUS NHLEH3MPYEMOTO BULIA JEATeIHOCTH;

3) MAeHTHUKAIMOHHBI HOME HAJIOIOTUIATENbIIHKE;

4) nMLUEH3UpYEMBId BHA JeATEbHOCTY - JeATEJbHOCTh IO IPOU3BOACTBY H
TeXHUYECKOMY OOCIy)XHBaHUIO (33 HCKIIOYECHHUEM Ciydas, eClH TEeXHHYecKoe
o6CIIyXMBaHUE OCYIIECTBAsEeTCS ANs obecrmedeHrs COOCTBEHHBIX HYXI HOPUAHYECKOTO
JAIA WA WHAXBUAYaNbHOTO IpeANpHHAMATENs) MEIULIMHCKOH TEXHUKH, C yKa3aHHeM
BBIIIONHAEMBIX paboT; OKAa3biBAEMBIX YCIYr, COCTABIAIOIIMX JIMUEH3UPYeMbIH BHJ
TesITEIbHOCTH;

5) HoMep u JaTy mpuKasa Poc3npaBHaz[3opa 0 1epeohOPMICHUH JTHLICH3NH,

88. B Teuenue 3 pabodmx JHeH CO JHS BHECEHHS 3aliCH O MepeodopMIICHHH
JTHIICH3MH B PEECTP JIMLEH3MH OTBETCTBEHHBIN MCIIOJHUTENb HANPABIAET YBEAOMICHHE O
nepeoGOPMICHUN JIMIEH3HH JIHLE HsnaTy no ero BbeIOOPY B (popMe 3JIEKTPOHHOIO
JIOKYMEHTA, MMOANHCAHHOTO yCI/IJ'ICHHOI/I KBATM(UIUPOBAHHOM DNEKTPOHHOH MOAMHUCHIO,
160 Ha 6GyMa)KHOM HOCHTeJe 3aKa3HbIM IIOYTOBBIM OTIPaBICHUEM C YBEJOMIECHHCM O
BpPYUYEHHHU. - o o

b
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89. BhImucka M3 peecTpa JULEH3UI HaNpaBisfeTCs OJHOBPEMEHHO C HAIpaBICHUEM
yBEIOMIICHHST O TMepeoOpMIICHHM JHLEH3WM B (OpMe IJIEKTPOHHOTO JOKYyMEHTa,
HIOJIMCAHHOTO YCHUJIEHHON KBaTU(QULUUPOBAHHON 3JIEKTPOHHOM NOIIHMCBHIO MOCPEICTBOM
NMYHOTO KabHHeTa Ha oQHLUMaNTbHOM caiite Poc3paBHanzopa, Enunoro nopraia.

90. B cayuae, eciu B 3asBICHUH O [IEpeOPOPMIICHHH JIMLIEH3UHM JIMLIEH3HAT yKa3ajl Ha
Heo6XOAMMOCTh MOJIyYeHHs BBIMMCKU M3 peecTpa JHULEH3UHd Ha OyMaKHOM HOCHTEE,
OTBETCTBEHHBIII HCIIONHHUTEIb OJHOBPEMEHHO C HalpaBiI€HHEM YBEIOMIICHHS O
NpefOCTABIEHUY JIMLEH3UH HANpaBIsieT 3asBUTEII0 BBIIMCKY W3 peecTpa JIHLECH3UH
3aKa3HBIM ITIOYTOBEIM OTIIPABNICHUEM .C YBEJOMIIEHUEM O BPYUYESHHH.

91. B Teuenue 3 paGouux aHed co OHs MOINMHMCAHUS NpuKasza PocsmpaBHamzopa 06
OTKa3e B nepeopOopMICHUH JIMLEH3HH OTBESTCTBEHHBII UCIIONHUTEIb BPYYaeT JIMLEH3UATy
WM HampaBiseT JIMIEH3UATy 110 €ro BLIOOPY 3aKa3HBIM IOYTOBBIM OTIIPABJICHHUEM C
yBeIOMJICHHEM O BpY4YeHHH MO0 B (OpME IIEKTPOHHOIO NOKYMEHTA, MOANHCAHHOTO
YCHUJIEHHOM KBaJM(UUMPOBAHHON SNEKTPOHHOH MOAMKCHIO, YBEAOMIJIEHHE 00 OTKase B
nepeoOpMIICHUH JTULEH3UU.

B yBemomneHuu 00 oOTkaze B 1epeodOPMIICHHH JIMLUEH3HH  YKa3bIBAalOTCH
MOTHBHPOBaHHEIE 000CHOBAHHUS MPHUYMH OTKA3a CO CCHUIKOM HA KOHKPETHBIE MONOXKCHUS
HOPMATHBHBIX IIPABOBHIX AKTOB M MHBIX JIOKYMEHTOB, SBIISIOIIAXCSA OCHOBAHHEM TaKOTO
oTKasa. ,

92. VBemomiieHue 00 OTKasze B TiepeoQOPMIICHUM JIMLEH3UH IOJIIHCBIBACTCS
HayalbHUKOM YympaBieHus Poc3npaBHan3opa, OCYUIECTBISIOWIErO JIMLEH3HPOBAHUC
IEATEBHOCTH 110 MPOU3BOACTBY U TEXHHYECKOMY OOCITY>KHBaHUIO MEIHULIMHCKON TEXHHKY.

93. IIpu momydyeHuH Poc3apaBHAam30poM 3asBlIeHHS M JOKYMEHTOB (CBEAEHHiA) O
nepeoOpMIeHA: JULEH3MH, OGOPMICHHBIX C HapylleHHeM - myHkToB 17, 18
AJIMUHHCTPAaTHBHOTO perjaMeHTa (B Cly4yasX W3MEHEHMs aJpecoB MECT OCYLIESCTBICHHUS
JIMLEH3HPYEMOTO BHIA IEATENbHOCTH, TIEPEYHsl BHITOIHEMbIX PaGoT, OKa3bIBAEMBIX YCIIYT,
COCTABJISIIOLINX JIMIEH3UPYeMbIli BHA JeATEbHOCTH), OTBETCTBEHHBIH HCIIONHHUTENb B
TeueHHe 3 pabouux [HeW CO OHS IpHeMa BBINIEYKA3aHHBIX JOKYMEHTOB BpydYacT
NIMLIEH3UATy YBEJOMIICHHE, YKA3aHHOE B ITYHKTE 56 AMUHHCTPATHBHOTO PETIAMEHTa, WK
HAIpABIISET TAKOE YBEIOMIICHHE CIIOCOOOM, YKa3aHHBIM B IyHKTE 56 AZIMUHHCTPaTHBHOTO
peryiaMeHTa. '

94. B cnyuae HelpeaCTaBIeHHs JUIEH3UaTOM B TPHALATHIHEBHBI CPOK ¢ MOMEHTA
TOJy4EHHs YBEIOMIICHHS, YKa3aHHOIO B MyHKTe 56 AJMHHHCTPATHBHOIO DErllaMEHTa,
HAJUIEXAIIIM 06pa3oM o(hOPMIIEHHOTO 3asiBIEHHUS 0 TiepeopOPMIIEHHY JIMLEH3UH U (WIIH)
TpeJiCTAaBIEHYS He B TIOJIHOM o0beMe JOKYMEHTOB (CBE/IeHHIA), YKasaHHBIX B IyHKTaX 17,
18 AZMHHHCTPATHBHOTO PETJIaMeHTa, OTBETCTBEHHBII MCIIONHUTEND B TeYeHHE 3 pabounx
IHEH BpydaeT JIMIEH3UaTy YBeJOMJICHHME O BO3BpaTe 3asBICHHS U MPUIAraéMbIX K HEMY
JIOKyMEHTOB ¢ MOTHBHPOBAaHHBIM OOOCHOBaHHEM TPUYMH BO3BpATa WIH HANpPABISET €T0
3aKa3HbIM ITIOYTOBBIM OTIPABIEHUEM C YBEIOMICHHEM O BPYYEHHH.

B ciy4ae, eciu 3asBIEHHE W JJOKyMEHTbI (CBe/IeHHUs) GBLIH TIPENCTABIEHBI CIOCOO0M,
YKa3aHHBIM B IyHKTe 22 AJMHHHMCTPaTUBHOrO periaMeHTa, yBEJOMIIEHHE O BO3BpaTe
HAIpAB/ISETCS IMLEH3UAaTy B HOpMe JIIEKTPOHHOTO JIOKYMEHTa, IIOAIHCAHHOTO YCHITCHHOH
KBaTH(ULIHUPOBAHHOMN JIEKTPOHHOMN TIOAIIUCHIO. '

95. OTBETCTBEHHBIN HCIIONHUTENE HE o3AHee 8 paboynx AHEH cO JHS NOCTYILIEHHS
B PocazpaBHaA30p HamjiexaumM oGpasoM ohOPMITEHHOTO 3asBIeHHUs O IepeodOpMICHUH
JIUIEH3UU U IOKYMEHTOB (cBe;[eHnﬁ); yKa3aHHBIX B MyHKTax 17, 18 AIMHUHUCTPATUBHOIO
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periaaMeHTa, OCYHIECTBIAET IPOBEPKY IIOJHOTHI W JOCTOBEPHOCTH IIPEICTABICHHBIX
JULEH3UATOM CBEJCHHH, B TOM YHCIEC I[IOJNyYEHHBIX IIyTEM MEXBEIOMCTBEHHOIO
HH()OPMAILIMOHHOTO B3aUMOJECHCTBHS, C LIENBIO ONPEAETICHHU:

1) Hanuuus BceX AOKYMEHTOB (CBeIEHHMH), NPedyCMOTPeHHBIX IyHKtamu 17, 18
AIMMHMCTPaTHBHOTO perjiaMeHTa (TTOJTHOTHI JJOKYMEHTOB);

2) HaIMYUs OCHOBAHUH JUTS Tepeo(OpMIICHHUS TMLEH3HU.

96. B pamkax MEXBEJOMCTBEHHOTO HH(GOPMALMOHHOIO  B3aWMOJEHCTBUS
OTBETCTBEHHBIH HCIIOJIHUTEND M10JIy4aeT CIECAYIOINE CBEICHHUS:

1) or ®HC Poccuu - cBeleHHs O JHLEH3Mare, coiepxamdecs B EnuHOM
rOCyJapCTBEHHOM peecTpe IOpHAMYECKMX JHul, EIMHOM TroCyAapCTBEHHOM peecTpe
VMHAUBUAYAIbHBIX MTpeApUHUMATENIEH;

2) ot Pocpeectpa - cBeneHus, NOATBEPKIAOLINE HANMYKE Yy JIMLECH3MATa Ha TIpaBe
COOCTBEHHOCTH MM Ha MHOM 3aKOHHOM OCHOBAHHUHM 3/1aHHH, COOPYKEHHUH U IIOMEIICHMH,
HEOOXOUMBIX IS OCYIIECTBIICHHS JULEH3UPYEMON AEATEIBHOCTH H COOTBETCTBYIOIIUX
YCTaHOBIEHHBIM TpeGOBaHHSM, IIpaBa Ha KOTOpHIE 3aperHcTpupoBaHbl B EnuHOM
rOCYyJIaQPCTBEHHOM peecTpe HEBIKUMOCTH,

3) or Kasnaueiicra Poccun - cBefieHHs 00 yniate rocyqapCTBEHHOM MOIUTMHBI 3a
nepeodopmiieHUE TULIEH3UU.

4) ot Poccranmapra - CBEieHHS O COOTBETCTBMHM TpeGOBAHHMSM, IPEeIyCMOTPEHHBIM
crateeil 13 ®epepanbHoro 3akona ot 26 monsa 2008 r. Ne 102-03, k moBepke CpeAcTsB
HU3MEPEHHUN.

97. B ciyuyae npeicTaBieHHs JHLUEH3HATOM HamiexamuM o6pa3oM oGopMIIEHHOTO
3asBJICHUS O Tepeo(OPMIICHUH JIULIEH3HH U B TIOJIHOM 00beMe JOKYMEHTOB (CBEICHHUH),
yKa3aHHBIX B MyHKTax 17, 18 AJMHHHCTPATHBHOIO pEIrJIaMEHTa, JIHOO yCTpaHEHHS
HapyIIeHUH, yKa3aHHBIX B MyHKTe 93 AJMMHECTPATMBHOIO PErVIaMeHTa, OTBETCTBEHHBIH
MCIIOJTHUTENb B TeUeHHe 3 pabodux IHEH co IHs MpHeMa BBIIICYKa3aHHBIX IOKYMECHTOB
MHGOPMHpYET JMIEH3MaTa JHOObIM JOCTYNHBIM CrocoboM 00 ¥X IPHHATHH
Poc31paBHAI30pOM K PacCMOTPEHHIO, a TAKXKe TOTOBHT MPOCKT INPHKa3a O NPOBEACHHU
BHEIIAHOBOH BBIC3IHOM MPOBEPKH JULEH3HATA.

[TpeaMeTOM BHEILIAHOBO! BBIE3HON NPOBEPKHU SBISETCS COOTBETCTBHE JIMIIEH3MATA
JUIEH3MOHHBIM TpeOOBaHUsAM, YCTaHOBICHHbIM IlojiokeHHeM O JIMLEH3HPOBaHUH
NEATEHHOCTH IO TPOM3BOACTBY M TEXHHYECKOMY OOCIYKMBAaHHMIO (32 HCKIIIOUCHHEM
cllydasi, eclM TEeXHHYECKOoe OOCIy)KHBAaHME OCYIIECTBISETCS [Usl  ObecreyveHus
COOCTBEHHBIX HYXJ OPHAMYECKOTO JIMLA WI¥ HHIMBUIYaTBHOTO IpEANPHHMMATENS)
MEIULMHCKOW TEXHUKH.

98. B Teuenue 3 pabounx aHeil C NaThI 3aBepLICHHs BHEIVIAHOBOH BbI€3HOM IPOBEPKH
JIMIEH3MATa OTBETCTBEHHbIH HCIIOIHHUTEND C yIETOM Pe3yJIbTaToB IPOBEPKH IOJNHOTHI U
JOCTOBEPHOCTH MpEJCTABJICHHbIX JIMICH3MATOM CBEJICHHH M BHEIUIAHOBOH BBIC3/IHOH
IIPOBEPKH TOTOBUT MPOEKT MpHKa3a:

1) o nepeopopMIICHUH THIIEH3U M,

2) 06 oTKa3e B epeoGOopMIICHHH JIMLICH3UN B CIIyYasx:

a) HanMuds B TPEJCTaBICHHBIX JIMUEH3UAaTOM 3asBJICHHU O rnepeoPpopMIICHUN
JMIensid W (WiM) JOKyMeHTax (CBEIeHHMSX) HENOCTOBEPHOM WM HCKaXeHHOH
uHopMaLny;

6) YCTaHOBIEHHOE B XOZ€ IPOBEPKH HECOOTBETCTBUE JIMLICH3MATA JIMICH3MOHHBIM
TpeGOBaHUAM. ‘
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99. B ciyuae npudstis Poc3ipaBHa 30poM pelieHHs 0 TepeodOpMIIEHUM JTUIIEH3HH,
3aIKch 0 epeo(GOpMIICHUH JIMLIEH3UY BHOCUTCS B PEECTp JIMLEH3UH B IEHb PETHCTPAIUK
npUKasa.

100. Ilpuka3 Poc3mpaBHaizopa O TNepeopOPMICHUM JHMLUEH3UH ITOJMUCHIBACTCS
pykoBoauteneM Poc3mpaBHan3opa. PexBU3HTHI NpHKa3a O HNEPEOPOPMIICHHH JIHIIEH3UH
BHOCSITCS B peecTp JTULECH3UI.

101. Ilpukas Poc3mpaBHaa3opa o nepeoOpMIICHHH JIMIEH3UH JIOJDKEH COAEPKATH
CBEJIEHHU, TIPELyCMOTPEHHBIE IyHKTOM 87 AIMUHHCTPAaTUBHOIO perilaMeHTa.

102. B teuenue 3 pabouux AHedl CO AHS BHECEHHUs 3alHCH O NEPEOPOPMICHHH
JMLEH3MU B PEECTP JIMIIEH3MH OTBETCTBEHHBIN UCIIOIHUTE/IL HAMPABJISIET YBEIOMIICHHE O
nepeopOpMIICHHH JIMIIEH3UH JIHICH3MATy IO €ro BhIOOpY B (OpME 3JIEKTPOHHOTO
JIOKyMEHTa, MOIMUCAHHOTO YCWICHHOH KBalM(QUUMPOBAHHOW J3JIEKTPOHHOW IOIMHUCHIO,
nn6o Ha GyMaXKHOM HOCHTEJNie 3aKa3HBIM TOYTOBBIM OTIIPABICHHEM C yBEJIOMIICHHUEM O
BpPY4€HHUHU.

103. Brinucka U3 peecTpa JHLEH3UH HapaBisIeTcs OXHOBPEMEHHO C HAIIPaBICHHEM
yBEJIOMIIEHHsST O MepeoOPMIICHHH JIHLEH3UH B (QOpMe 3JIEKTPOHHOTO JAOKYMEHTa,
THOANKCAHHOIO YCHIICHHOM KBAJTM(UIIMPOBAHHON 3JEKTPOHHOM IOAIMHKCHIO MOCPEACTBOM
nu4yHOro kabuHeTa Ha oduKanbHOM caiite Poc3apasHanzopa, Equnoro nopraia.

104. B cny4ae, eciiu B 3asBJICHAH O TepeodOpMIICHHUH JIMLEH3NH JIMIIEH3MAT yKa3an Ha
HeoOXOIMMOCTh HOJIyYeHHs BBIIACKA U3 peecTpa JHUIEH3HH Ha OyMaXXHOM HOCHTEIE,
OTBETCTBEHHBIH MCIIOJHUTENb OJHOBPEMEHHO C HAIpPaBICHHEM YBEIOMIIEHHSA O
nepeopOpMICHHH JIMLEH3MH HAIpPAaBIAeT 3aiBUTEMIO BBITMCKY W3 peecTpa JHLCH3HH
3aKa3HBIM IOYTOBBIM OTIIPABJIEHUEM C YBEAOMIIEHHEM O BPYYCHHH.

105. B Teuenue 3 pabGouux JHe# co AHS NOANMCAHMSA MpUKa3a o0 oOTKase B
nepeoOpMIICHHH JIMIIEH3UH OTBETCTBEHHBIH HCIOJHUTENb BpyYaeT JMIEH3MATy WIH
HAIPaBIAET JIULEH3UATy 3aKa3HbIM IIOYTOBBLIM OTIPABICHHEM C YBEAOMIICHHEM O
BpyuyeHHH 1m60 B (GOpMe OIEKTPOHHOTO JOKYMEHTa, TMOINUCAHHOrO YCHIICHHOH
KBaTA(HUIMPOBAHHON  JNIEKTPOHHOM  IOANHKCHIO, YBENOMIEHHE 00 oOTKase B
nepeohopMIIeHHH JHIeH3MH. B yBenomiieHnn 06 0TKase yKasblBaloTCsl MOTHBMPOBaHHbIE
060CHOBaHHMs TPHYMH OTKa3a CO CChUIKOH Ha KOHKPETHBIE MOJIOXXCHUS HOPMATHUBHBIX
NpaBOBbIX AKTOB W HWHBIX JIOKYMEHTOB, SBHBIIMXCS OCHOBaHHEM [UId OTKa3a B
NpefoCTaBieHny TULeH3uH. Eciu npuumMHOM OTKasa sIBISETCS YCTAaHOBIEHHOE B XOIIE
TIPOBEPKH HECOOTBETCTBHE JIHIEH3WATA JHULEH3HOHHBIM TPEOOBAHHSM, YKa3bIBAFOTCH
PEKBU3HTHI aKTa IPOBEPKH. '

106. YBemomneHnue o0 oOTKasze B mNepeodOpMICHHH JIMUEH3MH IIOAMUCHIBAETCS
HAuaTbHMKOM YyIpaBieHus Poc3ipaBHag30pa, OCYLIECTBISIOIIETO JIMLEH3MPOBAaHHE
NESTENBHOCTH TI0 TIPOU3BOJICTBY ¥ TEXHHIECKOMY OOCITYKMBaHHIO MEAUIMHCKOM TCXHHUKH.

107. KputepueM NpHHATHA pellleHysl MO aJMUHMCTPATHBHOM HpoLeaype ABIAETCS
HaJIM4Hie UM OTCYTCTBUE OCHOBAHHIA AN 0TKa3a B Iepeo(pOPMIICHHH JINLICH3HH.

108.Pe3ynbTaToM aIMHHUCTPATUBHOM NpOLENypbl ABISETCS NPHHATHE PELICHHS O
nepeodopmiieHuH (06 0TKa3e B epeoGOpMIICHHH) THLEH3NH.

109. Croco6oM ¢HKcaluy pe3yjibTaTa aJMHHUCTPATHBHON MPOLERYpPbl SBIAETCA
W3JaHue IpHKa3a o IepeodOPMIIEHHH JIMLCH3HH UIH 06 OTKase B €€ IepeoQOpMICHHUHY,
BHECEHHE CBEJICHUIA B peeCTp JIULEH3HM.
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IpenocTaBneHue CBEAEHUH U3 peecTpa JIMLIEH3U N

110. AnmunuctpatmBHas mnpouenypa «lIpegocTaBneHue CBeIeHHH W3 peecTpa
JULEH3U» OCYHIECTBIAETCA B CBS3M C MOCTYIUIGHHEM OT (PU3HYECKOTO JIML@ HIH
FOPUAMYECKOTO JIMIA 3asBJIEHHsS O MPENOCTABIEHUM CBEJCHHH M3 peecTpa JHLEH3HUH MO0
dopme cornacuo [Ipunoxeruio Ne 4 xk AIMAHHCTPaTUBHOMY PETJIAMEHTY.

111. OTBeTCTBEHHBI KCTIOIHATENb, HA3HAYEHHBIH HadalbHUKOM OT/E/a, B Te4eHHe 3
pabouux OHeW co OHA HocTylUleHus B PocsmpaBHan3op 3asBleHUs O NPELOCTaBICHUH
CBeJIeHUH M3 peecTpa JMLEH3UMI:

1) mpoBepsieT HaNW4YKME CBEICHUHN O I(OHerTHOI/I JIMLIEH3UU B peecTpe JTHLECH3HH;

2) oopMIISET U HATIpaBisieT (BbIAAET) 3a4BHTENIO CBEAECHUS O KOHKPETHOH JTULECH3UH
B BUJE BBHIIMCKH W3 peecTpa JIMLEH3UH, TH00 KONMHU aKTa JMILEH3UPYIOIIEro OpraHa o
TIPUHATOM pELIEHUH, JTHGO0 CIPaBKH 00 OTCYTCTBUHM 3alpalliiBaeMbIX CBEJCHUH, KOTOpas
BBLIAETCS B CJIydae OTCYTCTBHS B peecTpe JHULEH3MH CBEICHHHM O JIMICH3UAX WIU IPH
HEBO3MOXHOCTH OIIpeieJICHUs KOHKPETHOTO JIMLEH3naTa.

112. CBeneHUsI 0 KOHKPETHOM JIMIIEH3WH TAKXKe II0 BBIOOPY 3asABHMTENS MEPEAArOTCs
eMy HEMOCPEICTBEHHO, HANpaB/AIOTCA 3aKa3HBIM  IOYTOBBIM  OTHPABICHHEM  C
yBeJIOMIIEHHEM O BPYYEHHH WIH B (OpMe BIEKTPOHHOTO JOKYMEHTa, MOAINHCAHHOTO
YCHIIEHHOHM KBATU(PUIIMPOBAHHOM 3IEKTPOHHOW MOJHUCHIO.

113. KputepueM NpUHATHS pellieHHs MO aAMHHHCTPaTHBHOW MpOIEAype SBIAETCA
HAJMYME WIK OTCYTCTBHE CBEICHUH O KOHKPETHOM JTMLUEH3MH B peeCTpe IULICH3H.

114. PesynpraroM aAMHMHHCTPATHBHOM  HPOLEAYPbl  SBJISETCS  BpPYUCHHE
(HaIpaBIieHKe) 3a5BUTEIIO CBEAECHHI U3 peecTpa IMIEH3UH, 1160 CpaBKu 06 OTCYTCTBUH
3alpalliBaeMBIX CBEJEHMUIH, KOTOPas BBIIAETCA B Cllyyae OTCYTCTBHS B PeeCTpe JIMLEH3UH
CBEJIEHMUIi O JUIEH3MAX WK IPH HEBO3MOXKHOCTH OTPEiesIeHHs] KOHKPETHOTO JIMIIEH3UaTa.

115. CnocobGom ¢ukcarui pesysbTara a]MAHUCTPaTUBHON MpPOLEXYPhl SBIACTCS
perucTpalMs BHIIMCKA M3 peecTpa JHIeH3u#, mubo cnpaBku 00 OTCYTCTBHH
3aMpaniMBaeMbiX CBeIeHHUH, 6o xomuu IprKasa PocanpaBHan3opa O MPUHATOM PELICHHH.

HperameHHe AI[GI\/’ICTBI/IH JUOEH3UHK IO 3a4BJICHUIO JTUIICH3HATa

116. ApgmuHHCTpaTWBHas Ipoueaypa «I'Ipe_'KpameHHe NEHCTBUS JIUIEH3UMU TI0
3asBICHUIO JIMIEH3MATa» OCYIIECTBISETCS B CBS3UM C MOCTYIUICHHEM OT JIULCH3HATa
3aSBICHHs O TPEKpAlleHud JesATeNbHOCTH 110 MPOM3BOACTBY M  TEXHHIECKOMY
oGCIly)XMBAaHMIO (33 MCKIIOUEHMEM ClIydasd, €Clli TEXHHYECKOoe 00CIyXHBAHUE
OCyIIeCTBIAETCS s obecredeHuss COOCTBEHHBIX HYX/ IOPHAMYECKOro JHIa WK
MH/IUBH/LY AJILHOTO TIPEAPHHAMATEIIS) MEAHIHMHCKON TEXHUKH B COOTBETCTBUH C IyHKTOM
20 AIMUHUCTPATUBHOIO pPETIaMEHTa.

117. 3asBieHue o MpeKpaiieHUuH L[eSITeJIBHOCTPI 13 (4] HpomBonchy U TEXHUYECKOMY
OGCTyKMBaHHIO (33 MCKIIOYCHHEM Ciydas, eciu TeXHUYECKOe OOCITy)KHBaHHE
OCYILIECTBIAETCS Ml OOECIeueHHs COOCTBEHHBIX HyXI OPHIUYECKOro JHIa WU
WHIMBUIYAIBHOTO  NpENNpUHUMATEN) —MEJMLUHCKOH  TEXHMKH  MPEACTaB/ACTCS
nuien3HaToM B PocsapaBHan3op Wi HANpaBisAeTCs B TMIIEH3UPYIOMHIL OpraH 3aKa3HbIM
TIOYTOBBIM OTIPABICHHEM C YBEIOMIICHHEM O BpYHCHUH nu6o B GopMe 3IEKTPOHHOTO
JIOKyMEHTa, MOINHCAHHOrO JJIEKTPOHHOW MOJIMCHIO, HE MO3JHEE YeM 32 TATHAALATH
KalleHJapHbIX HHeH [0 AHA (QaKTHYECKOTO TIPEKPAINEHHMs JHMUCH3UPYEeMOro BHIA
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IESATEIBbHOCTH.

118. OTBeTCTBEHHEIN HCIIOIHUTENb, HA3HAYeHHbII HA4YalIbHUKOM OT/IENa, HE I03IHEee
5 pabouux OHeH co JHSA MOCTyIUIEHMs- B Poc3mpaBHan30p HauiexaluM obpazom
o(opMIIEHHOTO 3asIBIEHHS OCYIIECTRIISET:

1) mpoBepKy MOCTOBEPHOCTH MPEICTaBIECHHBIX CBEJECHHMA C y4eTOM CBEIEHHH O
JIMLIEH3HAaTe, UMEIOIIUXCS B TULEH3UOHHOM JIEIE;

2) opopMIieHHe TPOEKTA IPHKa3a O MPEKPaLICHHH AEHCTBHUS JIUIECH3UH.

119. Pemrenue Poc3apasHanzopa o NpeKpalieHud AeHCTBHUS JHULEH3HH 0QOpMIISETCS
IPHUKa30M. v

120. JlelicTBHE NUIEH3UM MIPEKPAILAETCS CO JHS BHECEHHS COOTBETCTBYIOIIEH 3aliCH
B peecTp JIMLIEH3UH.

OTBETCTBEHHBIN UCIIOJHUTEIh BHOCUT CBEJICHUS O IPEKPALLEHUH IEHCTBHS INICH3NH
B peecTp JUIEH3uii He mo3nHee 10 pabodux AHEH, ¢ OaThl MOCTYIUICHHS OT JIMLIEH3UATa
3afBl€HHS O [MpPEKpalieHHH JeATENbHOCTH [0 TPOU3BOACTBY M TEXHUYCCKOMY
06CIY)XMBaHHIO (3@ HWCKIIOYEHHEM CIydas, ecld TEeXHHYeCKoe 0OCIyXHBaHHE
OCYLIECTBIISIETCSL /s oOecredeHds COOCTBEHHBIX HYXJ IOPHANYECKOro JIMIA HIH
VH/MBH/y aJIHOTO MPeANpUHUMATENS) MEAULUHCKON TEXHUKH.

121. TIpuxa3 Poc3mpaBHa30pa O MpeKpallcHUH A€HCTBUS JULEH3MH IOANHUCHIBACTCA
pykoBoxuteneM Poc3apasHaasopa.

122. PexkBU3HTHI IIPHKa3a O MPEKpalleHuH AeHCTBHS JIMIEH3HH BHOCATCS B peecTp
JIVLIEH3UH.

123. B Teuenue 3 pabouux aHe co JHS NPUHATHS PEIIEHHS O NPEKPAIICHHH ACHCTBHS
nuneH3ud Poc3ipaBHAA30p HampasiisieT 3asBUTENIO YBEAOMJIEHHE O NpeKpalleHHH
neicTBUA JMLEH3MM 10 BeIOOpPY 3asBuTeNs B (QOpMe JJIEKTPOHHOTO JOKYMECHTa,
[O/MMCAHHOTO YCHJICHHOH KBaIM()MUUPOBAHHON >IEKTPOHHOH MOANMCHIO, JMOO Ha
6yMa)XKHOM HOCHTEIlEe 3aKa3HbIM OYTOBBIM OTIPABJIEHHEM C YBEAOMIICHHEM O BPYUCHMUH.

124. JTokyMeHTHI, CBA3aHHBIE C MPEKPALICHUEM JeCTBHS JHIEH3NH, IPUOOIIAIOTCS
OTBETCTBEHHBIM HCIOJTHUTENEM K JTULIEH3HOHHOMY JIEy.

125. KpurepueM NpPHUHATHS PEILeHMs 0 aAMHHUCTPATHBHOM MpOIEAype ABIACTCA
3asBJICHUE JIMLICH3HMATa O MIPeKpallleHNH AeATeIbHOCTH 110 IPOM3BOACTBY U TEXHUYECKOMY
00CTyXHBaHHIO (33 HCKIIOYEHHEM Cllydas, €ClM TEXHHYEeCKoe OOCIyXHUBaHHE
oCyIIecTBIAeTCS i obecredeHHss COOCTBEHHBIX HYyX[ OPHANYECKOro JIHOa WIH
UHIMBUIYAIBHOTO TIPEATPUHUMATENIS) MEAUIIMHCKON TEXHUKH.

126. Pe3ynpTaToM aJMMHUCTPATHBHOM IIpOLiedyPhl ABJISETCS NpeKpalieHue NeHCTBU
JUIICH3NH.

127. Crmoco6oM (uKcaiidd pe3ysibTaTa aAMUHUCTPATHBHOW MPOLENYpPbl SBISETCSA
M3MaHue TNPUKa3a O NPEKpalleHWH [eHCTBHsS JIULEH3UH, BHECEHHE CBEICHHH B PEeCTp
JTULEH3HUMN.

VicripapiieHue JIOMYIIEHHbIX ONeYaToOK M OMIKMOOK B BHIJAHHBIX B pe3ysbTaTe
PEeNOCTABIIEHUS TOCY JapPCTBEHHOM YCIIyTH JOKYMEHTaxX

128. B ciydae BbIABICHHS 3asBUTENEM B JIMLEH3WH ONEYaTOK M (WIH) OLIMOOK,
3asBUTENIb IPECTABNAET B Poc3ipaBHaz30p 3asBieHue 00 HCIPaBIEHUH ONeYaTokK U (WIIH)
o160k no popme coriacHo [Ipunoxxenuto Ne 5 kK AIMAHHCTPaTHBHOMY PETTIAMEHTY .

129. OTBETCTBEHHBII HCIIOIHUTENb, HA3HAYEHHBIH HAYaIbHIUKOM OT/ENa, B TeUeHUH |
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paboyero JHA CO JHS MOCTYIICHHUS 3asiBNICHYsL. 00 HCTIPaB/ICHUH JOMYLIEHHBIX ONEYaTOK H
OLIMOOK, TPOBOAUT MPOBEPKY YKa3aHHBIX B 3asBJIECHUH CBEICHHUI.

130. B ciryyae BhIABNEHHUS. IOMYIIEHHBIX ONEYaToOK M (MIIK) OIIMGOK OTBETCTBEHHBIMH
UCIIOJIHUTEb OCYILIECTBISET B COOTBETCTBHM C YCTaHOBJIEHHHIM B PocsapaBHamsope
TTOPAIKOM JIEJIONPOM3BOJICTBA MCIIPABIIEHHe TaKUX ONEe4aToK H (M) OMMOOK B CPOK, He
npeselnaomuid 3 paboumx JHeH co AHA noctymwieHus B PocsmpaBHansop
COOTBETCTBYIOILETO 3a8BJICHU. L

131. KputepueM NpHHATHS PELIECHHS IO a,IIMI/IHI/ICTpaTI/IBHOI/I ApoIeaype SIBISETCS
HaJIM4Ue WM OTCYTCTBUE TAKUX OMEYaTOK M (MIIH) OIUHOOK B JIULIEH3HH.

132. Pe3ynpTaToM aMUHUCTPATHBHON NpOLEyphl ABIAETCA UCIIPABICHHE OMEYaToK
¥ (1K) OIKMOOK B BBIAAHHBIX JOKYMEHTaX, PEECTPE JIMUEH3UH.

133. CnocoboM (ukcaiun pe3ysibraTa aAMHUHUCTPATMBHOM HPOLEAYPHI SABISETCS
BHeCEHHEe HH(OPMAIMK B pEecTp. JHULEH3HH, JOKYMEHTHI, IIOArOTOBJIEHHBIC IOCHE
HCTIpaBIIEHHUs ONIeYaToK ¥ (U1) OLHUOOK.

TTopsI0K OCYIIECTBIICHHS 8 [MUHHCTPAaTHBHBIX TIPOLIeyp B 3IEKTPOHHOM hopme, B
TOM YHCJIE C KCTOJIb30BaHkeM EquHoro nopraia

134. dopmupoBaHKe 3ampoca O NMPeJOCTaBIeHHH [OCY1apCTBEHHOM yCIyTH (najee —
3aMpoc) OCYLIECTBISETCS ITOCPENCTBOM 3allONIHEHMs SIEKTPOHHOH (OpMBI 3ampoca Ha
EnpHOoM moprane, Ha o¢uuuansHoM caiite Poc3npaBHamzopa 06e3 HeoOXOAMMOCTH
JONONHUTENLHOI T0[auy 3ampoca B Kakoi-mubo nHoit hopme.

Ha EmuHoM mnoprane, Ha oduLIHaIEHOM caiite Poc3ipaBHaq30pa pazMeIaroTcs
0Gpa3Libl 3aMONHEHHs 3IEKTPOHHOM (OpMbI 3ampoca.

Ecnu Ha ErHOM HOpTalie 3aBUTEIO He 00ecrenBaeTCs BO3MOYKHOCTb 3aNOJTHEHHSA
3NIEKTPOHHOH opMbl 3ampoca, To ans ¢opmupoBanusi 3anpoca Ha ExuHoM moprasie
obecrieunBaeTcss ABTOMATHYECKHHA IEpeXol K 3alloJIHEHHIO JJIEeKTPOHHOH (QOpMbI
yKa3aHHOTO 3aIIpoca Ha O(l)I/ILII/IaJ'[BHOM caiite Poc3apaBHaasopa.

dopmaTHO-TOrHYecKass TpoBepKa CHOPMHPOBAHHOIO 3ampoca OCYILIECTBIACTCA
Poc3IpaBHAN30pOM TI0C/IE 3AllOJHEHHS 3asBHTENEM KaXAOTO M3 MOJeH dIeKTPOHHOH
dopmbl 3ampoca. [Ipy BBISBICHUH HEKOPPEKTHO 3aII0JTHEHHOTO TOJIS JJIEKTPOHHON GOPMEI
3ampoca 3asBUTENb YBEJOMILIETCS O XapakTepe BBIABJICHHON OIMMOKM M TOpsIKE ee
yCTpaHeHHUs IOCPEICTBOM I/IH(bopMauI/IOHHoro COOOLIEHHUsT HENOCPeACTBEHHO B
3JIEKTPOHHOU (hopMe 3armpoca.

135. Tlpu popMHpOBaHUY 3asiBUTENIEM 3anpoca 00eCIIeynBaeTCs:

1) BO3MOXHOCTb KONMHUPOBAaHHA H COXpaHeHHsl 3almpoca M HHBIX JIOKyMEHTOB,
HeOOXOAUMBIX IS TIPEIOCTABICHUSA YCIIYTH,

2) BO3MOXHOCTh MeyaTd Ha OyMaXHOM HOCHTelNle KOIHH 3neKTp0HHon dbopMbI
3ampoca;

3) coxpaHeHHe paHee BBEJICHHbIX B BHCKTpOHHyIO dopmy 3arpoca 3HaUeHHH B TFO00H
MOMEHT 110 eJIaHHIO MONB30BaTeNs, B TOM YHCIe TIPH BO3HUKHOBEHHH OIIMOOK BBOJA U
BO3BpaTe I TIOBTOPHOIO BBOJIA 3HAUEHHH B 3JIEKTPOHHYIO (POPMY 3aIpoca;

4) 3amosHeHHe IONeH 3NMEKTPOHHOH (OPMBI 3ampoca 10 Hadala BBOAA CBeJIeHH
3asBUTENEM C WCIONB30BAHMEM CBEJEHHH, pa3sMeICEHHBIX B €IWHOHW CHCTeMe
MaeHTHQUKALMH ¥ ayTeHTH(UKAIMY, ¥ CBEJICHUH, OIyOnMKoBaHHBIX Ha EMHOM nopTare,
Ha o¢unHanrsHOM caite Poc3mpaBHan3opa, B 4acTH, KacaloIeicss CBeACHHH,




OTCYTCTBYIOIMX B €UHOM CHCTEME UIEHTH(UKALNY U ayTEHTU(DUKALINY;

5) BO3MOXXHOCTB BEPHYThCA Ha JIFOGOM U3 ITANOB 3aIONHEHHSs 31EKTPOHHOM (HOopMbI
3ampoca 6e3 moTepu paHee BBeIeHHOH HHPOpMaluH,

6) BO3MOXHOCTB JAOCTyMa 3asBUTeNs Ha ExmHoM moprane, oduuManbHOM caiite
Poc3apaBHaa30pa K paHee MOJaHHBIM UM 3anpocaM B T€YEHHE HE MEHee roja, a Takxke
4acTHYHO C(HOPMHUPOBAHHBIX 3aIIPOCOB - B TEUEHHE HE MEHEE 3 MECHIIEB.

CchopMUPOBAHHBIA U TOAMMCAHHBIN 3alPOC, U HHBIE JOKyMEHTBI, HEOOXOUMBIE IS
NpEeNOCTaBIeHHsT  TOCyJapcTBEHHOH — yciyrw, Hampasisiorcs B PocsapaBHaig3op
nocpeacTBoM EnuHOro moprana uin opuiuanbHoro caiita PocsapaBHaasopa.

136. 3agBuTens BIIpaBe OILUIATUTh IOCYAAPCTBEHHYIO IOLUIMHY 32 MPEAOCTaBIeHUE
rocyIapCTBEHHOM YCITyTH ¢ UCHONB30BaHueM ExnHoro moprana.

137. 3asBUTEnb HMMEET BO3MOXHOCTb TMOJy4YeHHS HHPOpMALMU O XOJ€
TIpeIOCTaBIICHNUs FOCY AApCTBEHHOM yCIIyTH.

WudopManus o XOAe INPeoCTaBlICHHsS TI'OCYIapCTBEHHOW YCIYTH HaNpaBiseTcs
3agBUTEMO POC3[paBHAI30pOM Ha aJpec 3JIEeKTPOHHOM IIOYTHI MM C HCIOJIB30BaHUEM
cpencts Equnoro nopraina, opuiuansHoro caita PocsnpaBranzopa no BbIOOpY 3asBUTEIIS.

138. Ilpy mnpemocTaBleHWHM TOCYAAPCTBEHHOH YCIYrd B JJIEKTPOHHOH ¢opme
3asBUTENIO HANpaBIIsAeTCA:

1) yBeomiieHHE O TpHEMe B PErHCTPAalH 3aIIpoca,

2) YBeJIOMIIEHHE O Havalle MPOLeayPhl IPeOCTaBIEHHs TOCY aPCTBEHHOMN YCIyTH;

3) yBenomieHre 00 OKOHYaHUH TIPEAOCTaBIEH s FOCy IapCTBEHHOHN yCIIyTH;

4) yBeloOMJIEHME O pe3yJbTaTax pacCMOTPEHUA HEOOXOIUMBIX JIOKYMEHTOB,
peay CMOTPEHHBIX MyHKTaMHu 15-20 AIMHHACTPaTHBHOI'O PEeraMeHTa;

5) yBeHOMIIEHHE O BO3MOXHOCTH IIOJIYyYHTh pe3yNbTaT HPENOCTABICHHUA
roCyJapCTBEHHOU yCIIyTH,

6) yBeJOMIIEHHE O MOTHBHPOBAHHOM OTKa3€ B IIPEIOCTABICHNN YCIIyTH;

7) yBenOMIEHHe O COBepIIeHHM (aKTa yIIaThl IOCYJapCTBEHHOW MOIIMHBL 32
IIpeI0CTaBIeHHE FOCYy AapCTBEHHOH yCIIyTH.

3asBUTENIIO 00ECIIEYMBAETCA BO3MOXKHOCTh OLIGHHTh Ka4eCTBO IPEAOCTABICHUS
rocyJapCTBEHHOM YCIYTH B 3JIEKTPOHHOU QopMme, B TOM yucie mocpeacrsoM Ejmunoro
nopTaa.

139. 3asBHTEns BOpaBe MONYYHUTH Pe3yibTaT HPEJOCTABICHUS TOCYIapCTBEHHOH
yciIyrd B GopMe JIIEKTPOHHOTO JIOKYMEHTA Wil Ha OyMa)XHOM HOCHUTENe.

[V. ®opMbI KOHTPOJIS 32 MPEAOCTaBIEHHEM FOCY IaPCTBEHHOM yCITYTH

HOpSII[OK OCYLIECTBJICHHSA TEKYILICrO0 KOHTPOJIA 3a COGJ’[IOI[GHI/ICM U HUCNOJTHCHHUCM
OTBETCTBEHHBIMHU JONKHOCTHBIMH J'II/IHaMI/I TTOJIO>KEHUH AI_[MI/IHI/ICTpaTPIBHOI‘O periiaMeHTa
U UHBIX HOPMAaTHBHBIX TIIPAaBOBLIX aKTOB, yCTaHaBJINBAIOMINX Tpe6OBaHI/I$I K
npeaoCcTaBICHUIO FOCYHapCTBeHHOﬁ YCIIyTH, a TAK)XE NPpUHATHCM HMHA pemeHm‘fI

140. Texkymmii KOHTpONb 3a COOMIOJEHMEM IOCHEIOBATEIbHOCTH EUCTBHUH,
onpeaeneHHbIX aIMHUHUCTPaTUBHBIMH Tpoliey paMu 110 TIPeI0CTAaBICHUIO
rOCyJapCTBEHHOU YCIIyTH, OCYLIECTBJIAETCS PYKOBOOUTENIEM M JODKHOCTHBIMH JIMIAMH
Poc3apaBHaq30pa, OTBETCTBEHHBIMHM 32 OpPIraHHU3alLUIo paboTBl O MNPEROCTaBICHHUIO
rocyJapCTBEHHOH YCIyTH, IyTeM MpPOBEICHUs MPOBEPOK COOJIIONEHUST U HUCHOJIHEHHUS




OTBETCTBEHHBIMU HCITOJIHUTENAMH ITOJIOXKEHUH AJMUHHUCTPATUBHOIO PErilaMeHTa, WHBIX
HOPMAaTHBHBIX TpPaBOBBIX akToB Poccuiickoil ®enepaiiuu, a Takke NpH MPOBEACHUH
BHYTPEHHETO ay/IUTa Pe3yIbTATHBHOCTH NPEJOCTABIEHHS TOCY IapCTBEHHOM yCITyTH (fanee
— IIpoBepKa).

141. TlpoBepkH MOJHOTHI U KauecTBa TIPEJOCTABNIEHUS] TOCYAapCTBEHHON YCIyTH
BKJIIOYAIOT B cebs MpoBeleHKe MPOBEPOK, BHIIBIEHHE M YCTPaHEHHE HApyIIEHHH Npas
3asBHTENeH, PACCMOTPEHHUE, MPHUHSTHE PELIeHUH ¥ NOATOTOBKY OTBETOB Ha OOpalleHHUS
3asiBUTENEH, coepKallye Kaao6sl Ha TelcTBUA (6e3neiicTBrE) U PEILEHHS TOMKHOCTHBIX
nun, Poc3apaBHansopa, OTBETCTBEHHbIX 3a IPEJOCTABIEHHE TOCY IaPCTBEHHON yCIIyTH.

HOpHI[OK H ICPHOANYHOCTE OCYIICCTBICHNUA IJIAHOBBIX H BHCIIIIAHOBBIX ITPOBEPOK
MOJIHOTHI H KaueCTBa IMPEAOCTABICHUA FOCYI[apCTBeHHOﬁ yCIIyTd, B TOM YHCJIC TOPAJAOK U
(bOpMI)I KOHTpPOJIA 3a MOJIHOTOM U KaUe€CTBOM IpeaoCTaBICHHUA FOC}’H&pCTBCHHOﬁ YCIyru

142. TlpoBeneHue IUIAHOBBIX M BHETIAHOBBIX IIPOBEPOK OCYIIECTBIACTCS B HEJAX
BBISIBIICHHUS] HAPYILIEHHUI TOPs/IKa IPEAOCTaBIEHH TOCY AaPCTBEHHON YCIyTH, B TOM YHMCIIE
CBOEBPEMEHHOCTH H TIOJTHOTHI PaCCMOTpeHHs o0pallleHuii 3asBuTeser, 000CHOBAHHOCTH U
3aKOHHOCTH MPHUHSATHUS 110 HUM PELIEHHH.

143. TInaHoBble MPOBEPKH MOJHOTHI U KauecTBa MPEJOCTABICHHS TOCY1apCTBEHHOH
yCIyT'H MPOBOMATCS YIOJHOMOYEHHBIMH JOJDKHOCTHbIME Juliamu PocszipaBHanzopa B
yCTaHOBJIEHHOM IIOpPsJIKe, HO He pexxe 1 pasa B roz.

144.  Exeromublii IUIaH  TNPOBEPOK  yCTAHABIMBAETCS  PYKOBOJHTENEM
Poc3apasHa3opa.

145. BmHersaHOBble IPOBEPKH  MOJHOTHI W KauyecTBa  IPEIOCTABJICHHSA
TOCY/IAPCTBEHHOM YCIYTH IPOBOIATCA CTPYKTYPHBIM MojpasfeneHiueM PocsapasHaizopa,
OCYLIIECTBISIONMM JHIEH3UPOBAHHE IEATEIBHOCTH IO MPOU3BOACTBY M TEXHHYECKOMY
0GCITyXKUBaHMIO (33 WCKIIOYEHHEM ClIydas, €ClIH TEXHHYeCKoe O0OCIyKHBAHHE
ocyIiecTBIseTcs Ui O0ecredeHns COOCTBEHHBIX HYX] OPUANYECKOro JHNa MK
HHIUBUAYaJIbHOTO HpeILHpI/IHI/IMaTeJISI) MEIVLMHCKOH  TEeXHMKH, C  y4acTHeM
YIOJIHOMOYEHHBIX JOKHOCTHBIX JIKI Nofpasfenenuit Poc3apasHanzopa rno KOHKpETHOMY
obpamieHuio (kanobe) rpaxJaH WIM OPUIWYCCKUX JIMI Ha DPELICHUS WId JEHCTBUS
(Ge3neiicTBHE) MODKHOCTHBIX Jinll Poc3npaBHaa3opa, NPUHATEIE WK OCYIIECTBICHHbBIC B
XO0JI€ TPEIOCTABICHUS [OCY IapCTBEHHOM YCITYTH.

146. Pesynprarhl npoBepkd o¢opmisiorcas B (opMe akra M MOJMHCBHIBAIOTCH
YHOJTHOMOYEHHBIMH JOJDKHOCTHBIMM JIMLaMU Poc3ipaBHansopa.

OTBETCTBEHHOCTh JOIDKHOCTHBIX JUL Poc3/ipaBHaa30pa 3a pEIeHH 1 JIercTBUS
(6€3I[CI/ICTBI/IG) MPUHUMAEMbIE (OC}’H_[eCTBJI}IeMLIe) MU B XO/JI€ TIPeIOCTaBICHHS
rocyJapCTBEHHOH yCIyTrH

147. HepcoHamaHasI OTBETCTBEHHOCTh [OJDKHOCTHBIX Il Poc3ipaBHajg3opa 3a
pefocTaBleHke [OCYAapCTBEHHOH YCIyrH 3aKpemisercs B HX  JODKHOCTHBIX

perjiaMeHTax.

148. I/ICHOJ'IHI/ITCJ'IB OTBETCTBEHHBIH 3a TMpeOoCcTaBieHne rocyAapCTBEHHON YCIyTH,
HECeT IePCOHANBHYIO OTBETCTBEHHOCT 34!

1) paccMoTpeHrE JOKyMEHTOB, l'IpeI[C’IaBJTeHHHX 3asiBUTENIEM;
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2) cobmrofieHre CPOKOB U NOPAAKa IpHeMa TOKYMEHTOB;
3) cobmoeHre MOpsAAKa, B TOM YHCIIE CPOKOB NPEAOCTABJICHUA IOCYAApCTBEHHOM
YCIIyTH.
[TosnoxeHus1, xapaKTepu3yrolie TpeOOBaHUS K IOPAIKY
1 popmMaM KOHTPOJIA 3a NPENOCTABICHUEM IOCY JapCTBEHHON
YCIIyTH, B TOM YUCJIE CO CTOPOHBI IPaXKIaH,
- MX 00beVHEeHNH 1 OpraHu3alui

149. T'paxnmane, ux oObEAMHEHUS M OpraHM3ali MOTYT KOHTPOJIHMPOBATh
TIpeOCTaBJIEHHE TOCYIAPCTBEHHON YCIIyTH IyTeM MOJTy4eHus HH(opMaluu 1o Teneony,
3JIEKTPOHHOM moure, Ha oduuransHOM caiite Pocsnapasransopa u yepes Enunbid noprar,
a TaKoKe IMOCPEACTBOM MOJyYeHH s OTBETOB Ha MHChbMEHHbIE OOpallleHusl.

V. HocyneGxblit (BHeCY neOHBIN) MOPAIOK 00XKaTOBaHUS
petitenuii u nefictBuii (6e3zneiicteus) PocsnpasHansopa,
a TaKx)Ke €ro JODKHOCTHBIX JIHIL

VHbopManys Juis 3aMHTEPECOBAHHBIX UL 00 UX IIpaBe Ha JocyAebHoe
(BHecyne6HOE) oOskanoBaHue AeiicTBuil (Oe3neiicTBIs) U (MIH) PEIIEHUH, TPUHATHIX
(OCYIIECTBIIEHHBIX) B X0JI€ e rocy/IapcTBEHHOR yCiTyTH (zaiee - xaioba)

150 3aI/IHTepeCOBaHHBIe Jmua BnpaBe 06>1<an013aTb pemeHI/m IPUHATEIE B XOJE
MPeIOCTaBIIeHHs TOCY1apPCTBEHHOM yciyru (Ha obom stane), neiictBus (6esneiicTBue)
JIOJKHOCTHBIX ML Poc3paBHaa3opa B 10cyae6HOM (BHECYIeGHOM) TIOPSIIKE.

151. 3aI/IHTepeCOBaHHBIM JMIaM 00ecTieuHBaeTCs BO3MOXXHOCTD HAIPABICHUS HKaAI00BI
Ha pelleHWs, ICHCTBUS WK 6e3neiictBue PocampaBHag30pa, HODKHOCTHONO JIML@
Pocsnpasnanzopa B COOTBGTCTBI/II/I co crareei 11.2 (De;[epanLHoro 3aKoHa OT 27 HIoNA
2010 r. Ne 210-®3 u B nopsunce YCTaHOBJICHHOM TocTaHoBiIeHHeM IlpaBuTenscTBa
Poccuiickoit ®efepaiuu ot 20 HOs6pst 2012 T. Ne 1198 «O (benepanLHou rocy1apCTBEHHOM
MHOPMAIIMOHHOH CUCTeMe, obecrieunBaolel npouecc I[OC}’,I[COHOI‘O (BHecyneOHOro)
00KaJl0BaHUs pelLleHni U AeHCTBUH (GGBILCI/ICTBI/I}{) coaepmeHHHx TPY TIPE/I0CTABICHAH
rOCYJapCTBEHHBIX 1 MYHHIIMITAIBHBIX ycnyr»

152. 3auHTepecoBaHHBIE JHLA MOTYT OOpaTHThCA C Kanobod, B TOM 4HMUCIe B
CIEIYIOLUX CllydasX:

1) HapylIeHHe cpoka permTpauHH 3asiBJICHUS o HpeIlOCTaBJIeHI/II/I roCyIapCTBEHHOM
yCIIyTH;

2) HapyLIeHHE CPOKa HpeILOCTaBJIeHI/Iﬂ rocynapCTBeHHon YCIyTH;

3) TpeGoBaHue y 3asBHTENSA JOKYMEHTOB I uH(OpMaLMK KOO OCYIIECTBICHUS
NeHCTBHH, TpEICTaBICHHE WIHM  OCYWIECTBICHH® KOTOPBIX HE IPelyCMOTPEHO
HOPMATHBHBIMH TPaBOBbIME akTamu Poccuiickodi ®Dejepaluun sl TPEIOCTABICHUS
roCcyJapCTBEHHOH yCIyTH, , S

4) otka3 B TpUEME I[OKyMeHTOB (CBeneHHﬁ)' IpeOCTaBIEHHE KOTOPBIX
NpeyCMOTPEHO HOPMATHBHBIMU TIPABOBHIMHM AKTaMH Poccuiickoit ®Denepauyu s

9 CobpaHue 3aKOHOAATEIhCTBA Poccuncxon (De;lepauuu 2012, Ne-48,-cT. 6706; 2018, Ne 49, ¢1.7600.



[peoCTaBIeH!s FOCY JApCTBEHHOMN YCIIYTH, Y 3asABUTENS,

5) oTka3 B MpeNOCTaBIEHUH IOCYJapCTBEHHOM YCIyTH, €CIM OCHOBaHHUS OTKa3a He
TIpely CMOTPEHH! (heiepanbHBIMH 3aKOHAMH U NIPUHATLIMA B COOTBETCTBHH C HUMU HHBIMH
HOpPMaTHUBHBIMHU NPaBOBbIMU akTaMH Pocculickoil Oenepaunu;

6) 3aTpeboBanue ¢ 3asiBUTENS MIPU NPEJOCTAaBIEHUU FOCY JAPCTBEHHOHN YCIIyTt TLIATHI,
He NpeayCMOTPEHHON HOPMAaTUBHBIMH IIPaBOBbIMH aKkTaMK Poccuiickoit ®enepaiii;

7) oTKa3 JOHKHOCTHBIX UL Poc3ipaBHaI30pa B HCIIPaBIICHHH OIIY LIIEHHBIX ONE€4aTOK
1 OomMOOK B BBHIJAHHBIX B pe3yJbTare IPeNOCTaBIeHHS TOCYJAPCTBEHHOM YCIyIrH
JDOKYMEHTaX JIM0O HapylIeHHe YCTaHOBIEHHOIO CPOKA TAKUX MCIIPABIICHUH;

8) HapylleHHe Ccpoka WM TOpsdKa BbIJIA4Yd JOKYMEHTOB IO pe3yjbTaTaM
IpeI0CTaBIeHuUs roCy JapCTBEHHON YCIIyTH, ~

9) NpHOCTaHOBJIEHHE TMPEINOCTABICHUs I'OCYIapCTBEHHON YCIyrd, €Cld OCHOBaHUS
NPUOCTAHOBIEHHST He IPefyCMOTPEHBl (efepalbHbIMU 3aKOHAMH ¥ IPHUHATBIMH B
COOTBETCTBUM C HUMM MHBIMH HOPMAaTHUBHBIMH IIPAaBOBBIMH aKTaMu POCCHHMCKOM
Oenepauuu;

10) TpeGoBaHue y 3asBUTENsl IPU HPEIOCTABICHUH IOCYIapCTBEHHOW YCIIyTH
JIOKyMEHTOB WM HMH(pOpPMAaIWH, OTCYICTBUE M (WIM) HEINOCTOBEPHOCTH KOTOPBIX HE
YKa3BIBAJIMCh MPH NEPBOHAYAIBHOM OTKa3e B NpHEME JOKyMEHTOB, HEOOXOIUMBIX IJis
TIPeOCTABIEHHS TOCYIapPCTBEHHOM YCIyTH, 00 B IpPEJOCTaBIEHHH [OCYIapCTBEHHOH
yCIIyTd, 3a HCKIKOYEHHEM CiydaeB, IpelyCMOTPEHHBIX MyHKToM 4 vacté 1 cratbu 7
HacTtosiero ®OenepanbHoro 3akona ot 27 urong 2010 r. Ne 210-03.

Oprasbl rocyIapCTBEHHO# BIIaCTH, OPraHU3allii M YIIOJIHOMOYEHHbIC Ha
paccMOTpeHH e KanoObl JIHIA, KOTOPEIM MOXET ObITh HAallpaBieHa )anoba 3agBUTENS B
10oCyneOHOM (BHECY 1eOHOM) MOPsAAKE

153. B cinyuae oO)xanoBaHWs JEHCTBUH (Ge3neiicTBUs) AOMKHOCTHOIO JIHIIA
CTPYKTYPHOTO mojpasaeienus Poc3apasHanzopa xanoba nofaetcs Ha UMs pyKOBOJUTES
PoczapaBHaazopa. ‘ '

154. B cnyuae obxanosauus fefictBuil  (6e3NEHCTBUSA) — PYKOBOAMTENA
Poc3spaBHanzopa (ero 3aMecTuTelIs) xanoba nogaercs B MUHUCTEPCTBO 31PpaBOOXPAHEHHA
Poccuiickoit denepanuu.

Cnioco6bl HHGOPMUPOBAHHUS 3asBUTENEH O MOPS/KE 0@l ¥ PACCMOTPEHUS
’ano0bl, B TOM YHCIIE C UCIIOJb30BaHWeM EMHOro noprasa rocy 1apCTBeHHBIX U
MYHHIHIATBHBIX YCIyT (yHKIM)

155. HWudopMupoBaHHe 3aHHTEPECOBAHHBIX JHMI[ O TMOPAAKE MNOAAYH KaI0OBI
ocyIIecTBseTCs Ha oduiHanbHOM calite PocsnpasHansopa 1 Ha EniHom moprare.

[lepeueHs HOPMATHBHbIX MPABOBBIX AKTOB, PETYTHPYIOIIUX MOPSIOK AOCYIEOHOTO
(BHecyIe6HOr0) 06KamoBaHus pelleH i 1 nelcTsui (Ge3neiicTBrs) OpraHa,
TIPeIOCTaBJIAOIIETO FOCY IAPCTBEHHYIO YCIIYTY, @ TAKXKe ero JJODKHOCTHBIX JIHL

156. OTHOIIEHWS, BO3HMKAIOLIME B CBA3W C JOCYAeOHBIM (BHECYNEOHBIM)
obxanoBaHneM pelleHuii W AeiicTBuii (6essmelictBus) Poc3apaBHan3o0pa, a TaKKe €ro

A
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JOJDKHOCTHBIX JIMI] PETYJIMPYIOTCA CleAYIOIUMY HOPMATHBHBIMHU MTPABOBBIMU aKTaMU:

1) ®enepansupiM 3akoHoM oT 27 mons 2010 r. Ne 210-03;

2) nocranosnenueM IlpasutensctBa Poccuiickoit @enepaunn ot 16 asrycra 2012 .
Ne 840 «O nopsiike OJA4YH ¥ PACCMOTPEHHS xKaiob Ha peleHus U neiicTeus (Ge3nercTue)
benepalbHBIX OPTraHOB HCIIOMHHUTENBHON BIACTH M HX JIOJDKHOCTHBIX JIUI, (elepatbHbIX
FOCYIAPCTBEHHBIX CTyXAllMX, NOKHOCTHBIX JIHI] TOCYJapCTBEHHBIX BHEOIOKETHBIX
donnos Poccuiickoit Penepanyy, rocyIapCTBEHHBIX KOPMOpalMi, HaJENeHHBIX B
COOTBETCTBHH ¢ (peJlepaibHBIMH 3aKOHAMH [OJHOMOYMSAMH [0 TIPEOCTaBICHUIO
roCyJapCTBEHHBIX YCIYT B YCTAHOBJIEHHOM cepe AesATeNbHOCTH, U UX AOJDKHOCTHBIX JIHLI,
OpraHM3aluii, NpeayCMOTPEHHBIX YaCThIO 1.1 ctatbu 16 MeaepanbHOro 3akoHa ot 27 HIoJs
2010 . Ne 210-®3, u ux pabOTHHUKOB, @ TaKXXe MHOTIO(QYHKLHOHAIBHBIX LEHTPOB
IIpEeIOCTaBIICHUS TOCY JAPCTBEHHBIX U MYHHIMIIAIBHBIX YCIYT U UX paboruukoB»'°.

157. TlepeueHb HOPMAaTHBHBIX NPABOBBIX aKTOB, PETYIHMPYIOIIUX MOPAAOK
nocynebHoro (BHecyneGHOr0) OOXanoBaHMS pelleHHi u nedcTBui (GesnedcTBUN)
Poc3npaBHAA30pa, a TAKXKE €ro JODKHOCTHBIX JIHLL, Pa3MelliaeTcs Ha OQUIHaIbHOM caiTe
Poc3npaBaanzopa, B @enepanbHoM peecTpe U Ha EnquHoM nopraie.

Mudopmalius, yka3aHHas B HACTOSIILEM pasJiesie, MOJIEKUT pasMeLleHHo Ha EnuHoM
ropTarne.

Poc3npaBHamzop oOecriednBaeT pasMelieHHe M aKTyalu3alMio CBEACHHH B
COOTBETCTBYIOILEM paszene DenepanbHOro peecTpa.

19Co6panne 3akonoaatenbcTsa Poccuiickoit denepaiiuny, 2012, Ne 35, cT. 4829; 2018, Ne 25, cT. 3696.




Ipunoxenue Ne 1
K AIMHHUCTpaTHBHOMY pernameHTy DenepanbHoit
ciyk05lI 10 HA30pYy B cepe 31paBooXpaHeHnd Ho
NPEAOCTaBICHHIO FOCY IAPCTBEHHOMH YCIIyTH 110
JHMLUEH3UPOBAHMIO AEATENIHOCTY O NPOU3BOICTRY
1 TEXHUUECKOMY O0CTYXHBAHHIO (32 UCKIIIOYEHUEM
Clyyas, eciiy TeXHHIecKoe 00CTyKUBaHHE
ocyutecTaisercs Ans odecneyeHns cOOCTBEHHBIX
HYK]1 FOPUAMYECKOTO JINLA WK HBMBHYa/lbHOTO
npeanpHHAMAaTes) MEAMLMHCKOH TEXHUKH,
yTBEpXKAcHHOMY npukaszoM DenepanbHoil CirykObl
no Han:i))y B c(hepe 31paBOOXpaHEHHs
OT «

2040 r.Ne TO0Y

d®opmMma
PerncTpannoHHbIi HOMED: oT
(3GnORHACMCS TUYESHIUPYIOWUM OPSAHOM)
B ®EJAEPAJIBHYIO CIIYXBY
1O HAJ3OPY B C@EPE
3IPABOOXPAHEHMSI

3anBJiicHHE
0 NpeIOCTABJICHUH JHIICH3HH Ha OCyleCTBJICHHE [1eITeTbHOCTH
10 NPOU3BOACTBY H TEXHHYECKOMY 00C/IYKHBAHHIO (32 HCKIIIOYEHHEM CI1y4asi, eC/Id
TeXHUUECKOe 0GCTY;KHBAHHE OCYIIECTBISETCH 1Sl o0ecnedenns COGCTBEHHbIX HYKN
IOPHAMYECKOr0 JIMLA MK HHANBHAYAJBHOTO NPeINPHHUMATEIIs)
MeIHUHHCKOH TEXHHKH

Ne Tpebyemble cBeeHuUs CaeeHust 0 3asiBHTEIE
n/n

1 |Opraau3anioHHO-TIpaBoBas GopMa 1
TI0JIHOE HAWMEHOBAHHE IOPUANIECKOTO
auna. GaMumas, UMs, 0TIECTBO (TIpH
HaJIUYHH ) UHIMBUAY aJIbHOTO
HpeATpHHUMATENS

2 | CokpailleHHOE HaUMEHOBAHUE
IOPUIMYECKOTrO JIMLA (B CIIydac, eciu
uMeetcs). JlaHHbIe TOKYMEHTA,
YJAOCTOBEPSIOILETO JIMYHOCTD B
I/IHI[I/IBI/I,Z[yaJIBHOFO npezmannMaTeJm

3 (DPIpMeHHOC HaUMEHOBaHHE IOPHAUYECKOIO
auua (B citydae, €ClM HMEeTCs), .+ -+

4 | Ampec MecTa HAXOX/IEHUS HOPHAHYECKOTO
JMIa/ampec MecTa JKUTEILCTBA

HHIMBHY allbHOTO HpeATpUHUMATENA (¢
YKa3aHHEM [I0YTOBOTO HHICKCA)

5 |T'ocylapCTBeHHbIH PErnCTpaMOHHBIA
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HOMEP 3aIIHCH O CO3IAHHH IOPUIUIECKOTO
JIM1A/TOCY AAPCTBEHHBIA PErACTPAHORHBIH
HOMEp 3aIlMCH O oCyIapCTBEHHOHK
perucTpariy HHTUBUY ATLHOTO
IpeApUHIMATENS

JlaHHbIE JOKYMEHTA, TIOATBEPKAAIOIIETO
dbaKT BHECEHHUS CBEJIEHHH O IOPHATIECKOM
nulle B €UHBIA TOCY JapCTBEHHBIN peecTp .
FOPHIAMYECKHX JTHIL )

JlaHHBIE JOKYMEHTA, MOATBEPXKIAIOIIETO
(baxT BHECeHUS CBeIcHHH 00 '
WHIMBHUIYATbHOM IpEIIPUHUMATENE B .
€JIMHBIIA TOCYIaPCTBEHHBIN peecTp.
UHIMBHIYATbHBIX IpEeANPUHAMATENIEH

Beizan

(HaMMEHOBAHKE OPraHa, BHIABLIETO JOKYMEHT)

Jlata BbIiaun

baank: cepus
Ne

W neHTrUKAMOHHBIA
HaJIOTOILIATE IbIINKA

HOMED

JlanHble ~ JOKyMEHTa O  IIOCTaHOBKE
cOMCKaTes JMIEH3UH Ha YUeT B HaJIOTOBOM
opraHe

Brinau

(Ha¥MEHOBaHKE OPTaHa, BHIJABLICTO JJOKYMEHT)
Jlata Beitauu

bnaHk: cepus
Ne

Anpec(a) MECT OCY1ieCTBIICHHUS
JILEH3UPYEMOTO. -BHAA JEATEIBHOCTH (C
yKa3aHueM IMOYTOBOIO HHJEKCA)

(aapeca MeCT OCYIECTBICHHSA AEATENLHOCTH)

10

JluueHsupyeMblii  BHJL  JCATENBHOCTH €
yKa3aHHeM BBITIOJIHAEMBIX pabor,
OKa3bIBAEMBIX yCIIyT

(anpeca MECT OCY1LECTBIICHNA AEATENEHOCTH)

<*> JTpou3BOACTBO MEJULIUHCKON TEXHUKH;

{ampeca MeCT OCYILECTBIEHHS IEATENBHOCTH)

<*> B yacT TEXHHYECKOTo 00C/IyKUBAHHUSA (32

HCKJIIOYEHHEM  CJy4dasi, ecJH TeXHH4YeCKoe
o0caryXKNBaHUe OCYIIECTBJIAETCS Ans
obecnievueHHs co0CcTBEHHBIX HYX/L

IOPHIHYECKOT0 JIMIA MJIH HHIMBHAYAJbHOIO
NipeANpPHHAMATEIA) MeJHIHHCKON TEXHUKH:
<*> a) TexHH4ecKoe 00CIy)KHBaHHE Ipynn
MeIUIMHCKOH  TeXHHKH  Kjacca  2a
NOTEHIHAJLHOI0 PACKA IPHMEHEHHA:
<*> OpTOIEINYECKHE METHIMHCKAE U3ICTIHS;
<*> racTPOIHTEPOJOTUUECKHE H3IEIHS;
<*> peaGHIMTALIOHHBIE M aJalTHPOBAHHBIC
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IUTSL HHBIUAOB MEIUIIMHCKUE U3ETHS;

<*> MeIUIMHCKHE M3IENTus I IJIaCTHYECKOM
XHPYPrUH, IEPMATOJOTHH H KOCMETOIIOTHH,
<*> pcriomMorarejbHple M 00mMEeOONLHUYHBIC
MEIUITHHCKUE U3ICIIHUS;

<*¥> CTOMATOJIOFMYECKHE MeIUIHHCKHE
H3ICIHS; :

<*> aHECTE3HOJIOTMYECKHE U PECHUpaTOpHBIC
MEIUIMHCKAE U3/eus (MOHUTOPHI, CHCTEMBI
MOHHTOPHPOBAHMS aHeCTE3HOIOTHYECKHE,
pecTupaTopHEIE);

<*> HeHMpOJIOrHIeCKHe MEIHLIMHCKHE H3/IENIHS,
<*>  CepAeYHO-COCYJUCTBIE  MEAULIMHCKUE
u3genus - (MEIUIMHCKUE — M3JEaHsd I
ompezieneHns] (PU3NONOTHUECKUX IIapaMeTpOB,
KapTHPOBaHUS CEPALA, MOHUTODPHI, CHCTEMBI
MOHHTOPHPOBAHHS  KapIUOJOIMYECKHE U
COMYTCTBYIOIINE U3ICITHSA);

<*>  o(TaIbMOJIOTHYCCKHE  MEJHIUHCKHE
W3 IEINS,

<*> MEIHMIITHCKHE H3eTus JUIS
OTOPHHOJAPUHIOJIOTHH;

<*>  (hU3UOTEpaneBTUYECKHE MEIUIHUHCKHE
H3ICIHS;

<*> MeNULIMHCKUE W3AEIus Ind in  Vvitro
JUArHOCTHKHU (3aperucTpupoBaHHbIC B
YCTaHOBJICHHOM MOPSJKE B COOTBETCTBHH C
aKTaMH, COCTaBJIAIOHIMMH ripaBo EBpasuiickoro
SKOHOMHYECKOTO €OI03a, HIIH
3aKoHoJaTeLCTBOM Poccuiickoii @eseparyn);
<*> §) TexHHUYECKOe 00CIy):KHBAHHME IpYIII
MeIUITHHCKOH TEXHHKH KJacca 20
MOTEHIMAJLHOT0 PUCKA IPHMEHEHHA:

<¥> XHpypruveckue HHCTPYMEHTHI, CHCTEMBI H
COMYTCTBYIOIIHE MEAUITHHCKHE H3/IETHA,

<*¥>  CepIeYHO-COCYIUCTbIE  MEIAMIIHHCKHE
u3fenuss (33 MCKIIIOYEHHEM MEIUIUHCKHX
U3ACIUH JUI OnpeaeNeHusT QU3HOIOTHYECKHX

apaMeTpoB KapTHUPOBaHUS cepaua,
MOHHUTOPOB, cHCTEM MOHHUTOPHPOBAHHUS
KapZAHOJIOTMIECKUX u COIYTCTBYIOIIHUX
H3JICNHIA);

<*> MeIUIUHCKHE H3ENUS JJI1 MaHUITY IALHM,
BOCCTAHOBJICHHS TKAHEH, OPraHOB Y€JI0BEKa,
<*> MeIULMHCKHE M3JIENUS IJs aKyHlepcTBa U
THHEKOJIOTUH;

<*> aHEeCTE3MOJIOTHYCCKHE M PECIHUPATOPHBIC
MEOUIIMHCKHE HM3AeNusA (32 HKCKIIOYEHHEM
MOHHTOPOB, CHCTEM MOHHTOPUPOBAHHUS
AHECTE3UOIOTHUECKHX, PECITHPATOPHBIX);

<*> pajiMONIOTHYECKHE MEANIUHCKHE H3/IeNHs
(B yacti 06OpYyJOBaHHA JJIsl YJIbTPa3ByKOBOIO
UCCIIEIOBAHUA);
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<*> paJHOJIOTHYECKHE MEANIUHCKUE H3EIHs
(B 4acTH raMMa-IMarHOCTUYECKOTO, Tamma-
TeparneBTHYECKOro obopyaoBaHuA 7§
9MHUCCHOHHOI ToMOrpadun);

<*> pajMoJIOTHYECKUE MEAULMHCKUE H3/ETIHA
(B uvactH o0OoOpyIOBaHWs JUii MAarHUTHO-
pe30HaHCHO# ToMorpadun);

<*> paJMOJIOTHYECKHE MEIUIUHCKUE H3ACIH
(B yacTH 060pYIOBaHUS ISl PEHTT€HOTEPAINH);
<*> pajMOJIOTHYECKHE MEAUIMHCKUE U3JEIIHA
(B 4acTH PEHTreHOBCKOro 00OpYyHOBaHUS I
KOMIIBIOTEPHOI TOMOTpadu U aHTHOrpadun);
<*> paJHOJIOTHYECKHE MEAHULMHCKUE H3JEIH
(B yacti 060OPYIOBAHHUS JUI PEHTTeHOTpad iy 1

PEHTTCHOCKOIIUH);
B) TexXHHYecKoe oOCHyKHBaHHEe Trpynn
MeIHIIHHCKOMH TEXHHKH KJacca 3

HOTEHHHAJILHOr0 PHCKA IIPUMEHEHHS:
<*> ypoJIOrn4ecKre MEINIIMHCKUE U3/EIH;
<*> MeJMIUHCKHE U3IENHUs, IpeIHa3HaAuCHHBIE
s adepesa.

11

PexBHU3UTHI IOKYMEHTOB, IIOATBEPKAAFOIIHX
HaJIM4ue Yy COMCKaTENs JIMLCH3HH Ha [IpaBe
COOCTBEHHOCTH HJIM HAa MHOM 3aKOHHOM
OCHOBAHHH ITIOMEIECHHH, 3JaHUH,
COOPYXEHHI 110 MECTY OCYILIECTBICHHS
JIEATEIILHOCTH MO MMPOU3BOCTBY H
TEXHUYECKOMY O0CJIyKUBAHHUIO
MEIUITHHCKOM TEXHUKHU

Jlata
Homep

12

PexBH3UTHI SKCILTyaTallMOHHOM
JIOKYMEHTALlUH IPOU3BOAMTEIS
MEIUIUHCKON TEXHHKH, HEOOXOAMMOM 115
TEXHHYECKOT0 00CTy)KMBaHUS 3asIBICHHBIX
TPy MEAUIIMHCKUX H3ENUH 110 KiiaccaM
NOTEHIUATHHOIO PUCKa IIPAMEHEHH (C
yKa3aHHEM PEKBU3UTOB JOKYMEHTOB,
IIOITBEPKNAIOUINX PETUCTPALIUIO B
Poccuiickoit ®enepariuii MEULIMHCKOM
TEXHUKH, TEXHHYECKOE 00CITY)KHBAHHE
KOTOPOE HaMEPEH OCYINECTBIIATh
COMCKATEb JINLIEH3HH ) — IPH HaMepeHUN
OCYIIECTBIATE AEATENLHOCTD B YaCTH
TEXHHYECKOTO 00CTy KUBaHUS '
MEIUITAHCKON TEXHUKHU

Jlata
Homep

13

PeKBH3HTHI JJOKYMEHTOB, OATBEPKIAIOMINX
peructpanuto B Poccuiickol ®eneparnuu
MEAMIIHHCKOM TEXHUKH - IPH HAMEPCHHUHU
OCYUIECTBJIATH ACATENLHOCTD B YaCTH
HIPOH3BOICTBA METULIMHCKON TCXHUKH

Hara
Howmep
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14 |KoHTakTHBIi TenedoH U axpec JNEKTPOHHON
noutkl (B Ciy4ae, €CIH . HMMEETCs)
IOPHIMYECKOr0 JiMia (MHIAMBMAYaIbHOTO
IpeANpPUHAMATES)

15 |MuadopmupoBanue 1o BOmpocam Anpec 3eKTPOHHON MOYTHI:
JIMIEH3UPOBaHUs (IPU HEOOXOJUMOCTH)

16 |®opma mosydYeHHs BBIIMCKU M3 peecTpa <*> Ha 6yMa>XHOM HOCHTENEe HAlPaBHTh 3aKa3HbIM
JTHLEH3NH A NOYTOBBIM OTIPABJICHHEM C YBEAOMIICHHEM O
BPYUCHHHU

<*> B (opMe 2EKTPOHHOTO JOKYMEHTA

K 3agBleHMIO O NpPEeNOCTABICHHM JMICH3UH Ha OCYIUECTBICHHE JEATCHbHOCTH IO IIPOW3BOJACTBY U
TEXHHYECKOMY OOCTY)KMBAHHIO (3@ WCKIIOYCHHEM Ciydas, €CIH TEXHHYECKoe O0OCIyKuBaHHE
OCYILECTBJIAETCS i OGecHeueH:s: COOCTBEHHBIX HYXI IOPUANYECKOro JIMIA WM HHIHBHJYAIbHOIO
TpeAnpHHAMATEIST) MEAUIMHCKON TEXHHKH IIPHJIAraeTCst OMKUCh JOKYMCHTOB COTTIACHO IPHIIOKEHHIO

(pamunus, ums, 0T4ECTBO (IPH HAMYUK) PYKOBOAHTEINS MOCTOSHHO AEHCTBYOLIErO HCIOIHUTEILHOTO OPraHa PUARIECKOro
JIMLA A YTIONHOMOYEHHOTO NIPEACTABUTENS FOPHANYECKOro ML (MHAUBUIYATLHOTO NPeANpPHHUMATENL))

« » 20 r.

(noanuce)

M.IL

(ipy HATTY V)

<*> HyxHoe yKa3arh
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Onuch JOKYMEHTOB

Hactosamum YAOCTOBEPACTCA, YTO COUCKATC/Ib JIMLCH3NHU

Ipunoxxexue
K 3adBJICHHIO O NPEJOCTaBICHUU JIMLICH3UH
Ha OCYLLECTBJICHHE NeATENBHOCTH 110
HPOU3BOJACTBY M TEXHHUECKOMY
00CTy)KMBaHUIO (32 UCKIIOUEHHEM Cilyyad,
€CIIH TeXHU4ecKoe 00ciTyKUBaHHE
oCylUeCTBIAETCS A1 00ecneueHns
COOCTBEHHBIX HYKA FOPUANYECKOTO JIMLIA UIH
WHAMBUAYAIBHOTO NPeINPUHUMATENS)

MEIULIMHCKOH TCXHUKH

(HaUMEHOBaHUE CONUCKATENs JTULICH3UHU)

npeactasui B GeziepanbHyto CIryxOy Mo Haa30py B chepe 31paBoOXpaHeH s HIDKECIeAy OLIHE JOKYMEHTRI At
NPEeIOCTABNEHUsT JIHLEH3UA HA OCYLIECTBJIEHHE JEATEJLHOCTH MO MPOM3BOACTBY M TEXHHYECKOMY
06CIyXKMBAHMIO (32 HCKIFOYCHHEM Cllydasi, €CNIM TEXHMYECKOE OOCIy)KWUBaHHE OCYIIECTBIACTC Jid
obecrieyeHrns] COGCTBEHHBIX HYXJ] FOPHAMYECKOTO IMLUA WIH WHAMBHAYANLHOTO TIpeAnpUHMMATENS)
MeIULMHCKOH TEXHUKH

HaumeHoBaHue AOKYMEHTA

Koa-Bo
JHCTOB

IIpumeuanue

3agBlicHHE O TMpPEeJOCTAaBJIEHHMU JIMUECH3MM Ha  OCYIUECTBICHHUE
JEATENBHOCTH TI0 NPOW3BOACTBY M TEXHUYECKOMY 0OC/y)KMBaHUIO (32
UCKJIIOUEHHEM ciyuas, ecnu TEXHUYECKOE 00cIyKHBaHHE
ocyLiecTBIsieTcs A/ obecrieyeHns cOOCTBEHHBIX HyX IOPHANYECKOTO
JMUA MIM  HMHAMBUIYAJbHOTO TPEANPUHUMATENS) MEAMLMHCKON
TEXHHUKH*

Konuu JOKYMEHTOB, MOATBEPXKAAIOLMX HAIMYKE Yy COMCKaTess
JHULEH3MM IPHHALIEKALINX eMY Ha NpaBe COOCTBEHHOCTH I HA HHOM
3aKOHHOM OCHOBaHMH TOMEILIEHUH, 3/1aHHH, COOPYKEHHH MO MecTy
OCYILECTBIEHUS JIMLICH3UPYEMOTO BHJA AEATENbHOCTH, TEXHHYECKHX
CpeAcTB M 00OpyIoBaHHs, HEOOXOAWMBIX JUIsl OCYLUSCTBICHHUS
AESTENHHOCTH MO I[POU3BOACTBY M TEXHMYECKOMY OOCIYXHUBAHHIO
MEIMLIUHCKON TEXHHUKH, B Cllyyae eciii HHPOpMaLus O HUX OTCYTCTBYET
B EnrHOM rocyiapcTBEHHOM peecTpe HeBHKUMOCTH™

l[.]'lﬂ OCYIIECTBJ/ICHUS AeATE/IHLHOCTH 10 MpOU3BOACTBY MeTUIUHCKOi
TCXHHKH:

3.1

KonuMn NOKyMEHTOB, MOATBEPXKAAIOIMX Hanvvue y CoucKaTtend
JIMLIEH3UH Ha TpaBe COOCTBEHHOCTH MJIM HA HHOM 3aKOHHOM OCHOBaHWH
CPEACTB W3MEPEHHUH, NMPELyCMOTPEHHBIX HOPMATHBHOM, TEXHUYECKOH
JOKyMEHTaLMel NPOM3BOJAMTENS, U COOTBETCTBYIOUIMX TPeOOBAHUAM K
MX [OBEPKE, NPe/lyCMOTPEHHBIM cTaTbeil 13 PeiepanbHOro 3aKoHa or 26
uionst 2008 r. Ne 102-®3 «0O6 obecnedyeHHH €AMHCTBA M3MEPEHHIY,
TEXHHYECKMX CpEACTB W 00OpyHOBaHWA, HEOOXOAMMBIX AN
OCYILECTBJIEHHS JESTEIbHOCTH N0 NPOU3BOACTBY *

32

Komus cornaimueHus MEXAY TMpPOU3BOAMTCIICM (ynOHHOMO'{CHHBIM
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MpeACTABUTENEM  MPOU3BOAMTENA) M COMCKATENEM  JIMIEH3WH
(NPOU3BOACTBEHHOM rmomam(on) 00 opraﬂmaunu I‘lpOl/IBBOII,CTBa (nppl
Hanuuuu)* ’

33

Komuu JOKyMEHTOB, MOATBEPXKAAIOIIMX COOTBETCTBHE TMPOHM3BOJCTBA
TpeboBaHUAM MEKTOCY1apCTBEHHOTO cranpapra ['OCT ISO 13485-
2017* ‘

34

Konuu HOpMaTHBHO#, TEXHUYECKOH NOKYMEHTALMK Ha MEIMLIMHCKYIO
TEXHUKY, KOTOPYIO COUCKATEb JIMLEH3UN HAMEPEH MPOU3BOANTE*

3.5

Konuu J0KyMEHTOB, MOATBEPKAAIOIMX HaiMuMe y pabOTHUKOB
COMCKATENsl JIMLIEH3WH, 3aK/IIOUMBIIKX - C COMCKATEJNEM JIMLECH3UH
TPYAOBbIE JOrOBOPbI, OTBETCTBEHHBIX 3a MNPOM3BOJACTBO M KaueCTBO
MEAMLMHCKON TEXHMKH, BHICIIErO WM CpeAHero npohecCHOHaIbHOro
(TexHUyeckoro) obpa3oBaHMsi, cTaxa paboOThl MO CNELMANBHOCTH HE
MeHee 3 JIeT M JONOJHHUTENLHOrO MpoecCHOHANBHOrO 00pa3oBaHus
(noBeIlEHUs KBaMM(pUKALMU HE pexxe OAHOro pasa B 5 neT) B cepe
BBINOJIHAEMBIX pabOT K OKa3bIBaEMBIX YCIyr*

Jdnsi  ocyuwiecTB/IeHHSI  JeSiTEJIbHOCTH MO0  TEXHHYECKOMY
00C/1yKHBAHUIO MEAMIIMHCKOH TEXHUKH: '

4.1

Konuu [OOKyMEHTOB, MOATBEPKIAIOMX HAJWYHME Yy COHCKATess
JIMLEH3WH Ha TIpaBe COOCTBEHHOCTH HJIM Ha MHOM 3aKOHHOM OCHOBaHWH
CPEICTB M3MEPEHHHi, COOTBETCTBYIOIUMX TPeGOBAHUAM K HX TMOBEPKE,
NpeaycMOTpPeHHbIM cTaThelt 13 ®enepanbHOro 3akoHa OT 26 HIOHS
2008 r. Ne 102-03 «OG obecrieueHUM €IMHCTBA H3MEPEHHMY,
TEXHUYECKUX CPEACTB M  OOOpYNOBaHUsA, HEOOXOAMMBIX st
TEXHUYECKOTO OGCIYXKMBaHMsS 3afBIEHHbIX TDPYIN  MEAMLMHCKOM
TEXHHKH 110 KNIaccaM MOTEHUMAIbHOTO PUCKA IIPHMEHEHHs ™

4.2

KonmuM [OKYMEHTOB, MOATBEPXKAAIOLMX HANMYKHE Y COMCKaTelss
JUMLEH3MH CHCTEMbl MEHEI)KMEHTa KayecTBa, COOTBETCTBYHOILEH
TpeGoBaHusaM MexrocyaapcreeHHoro cranaapra 'OCT ISO 13485-
2017*

4.3

Komnun SKCHHyaTaLlHOHHOFI AOKYMCHTaLlHH TMPOU3BOAUTEIA Ha
MCIAUIIMHCKY IO TCXHUKY, HCO6XO}J,I/IMOI71 A TCXHHUYECKOTIo
O6CJ'ly)KI/IBaHI/I$l 3afABJICHHBIX Tpynn MEAULIMHCKUX U3JeNini 1o Kjaccam
MOTCHLHAJILHOTIO pHUCKa ﬂpI/IMCHCHHﬂ*

4.4

Konuu JOKYMEHTOB, 'MOATBEPKAIOIUMX HalMuMe y pabOTHUKOB
COMCKATENA JIMLEH3WH, 3aKIIOYMBLIMX C  COMCKATENEM JIMUCH3NM
TPYZOBbIE JOrOBOPbI, OCYIUECTBIIAOUMX TEXHMUECKOE OGCIY)KUBAHHE
ME/IMIIMHCKOM TEXHHKH, BBICIIETO WM CPEIHEro MPO(ECCHOHATBHOTO
(TexHMueCKOro) 06pa3oBaHMs, cTaxka paGoOThl MO CMEUMATBHOCTH He
MeHee 3 JIeT W JIOMOJHMTENLHOTO MPOodeccHOHaIbHOrO 00pasoBaHus
(NOBBILIEHUS KBAAM(HMKALMK He pexe OJHOro pasa B 5 yieT) B chepe
BBIMOJIHSEMbIX PaGOT U OKa3bIBaEMBIX yCITyr™

JloBepeHHOCTD
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JIoKyMEHTBI CHAN COUCKATENb JIMLIEH3UH, JIOKYMEHTBI PUHSIT
yHOJHOMOUYEHHBII MPEACTABUTENb COMCKATENS IMUEHI UM nomkHocTHoe sinio PocsapasHansopa:
(hamutusi, UM, 0T4ECTBO (IPU HATTHM), ' (bamunus, uMs, 0T4ECTBO (IIPH HAJIMYHH),
JOJDKHOCTb, TIOAIHCh) JIOJKHOCTB, MOANKCEH)
Hara
(peKBU3UTHI JOBEPEHHOCTH) Bxomsumuii Ne
KonuuecTBo nUCTOB
M.IL

(npu HaNMKU4KK)

* IIOKyMeHTBI, KOTOpbI€ COMCKATEJIb TULEH3IUU NOTKCH NnpeacTaBUTh CAMOCTOATE/IBHO
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[Mpunoxenue Ne 2
K AIMUHHCTpaTHBHOMY pernamenty denepalibHON
cny:x0b 0 HAI30pY B chepe 30paBOOXpaHEHHS HO
TIpeJOCTaBJIEHHIO IOCY JAPCTBEHHOH YCITyTH 110

JIMLEH3UPOBAHUIO AEATENBHOCTH N0 IPOU3BOICTBY
¥ TeXHUYECKOMY 00CITyKUBAHHMIO (32 HCKIIOUEHHEM

cliydas, eclii TeXHUUECKoe 00CTy )KuBaHHE

ocyLiecTBiseTca A obecneyeHns COOCTBEHHBIX

HY>XJ FOPHIMYECKOTO JINLA WK HHAUBUAYATIBHOTO

nipeanpuUHUMaTess) MEAMLMHCKOH TEXHNKY,
yTBEpPIKACHHOMY mpHKa3zoM DenepanbHoi cayxObl

10 Haf30py B cq)epe 3paBOOXPAHCHHUA

or«d A7 D Ne 10709

dopma
Perncrpannonnblii Homep: oT
(3anonusiemcs Pocsopasnaoszopom)

B ®EAEPAJIbHYIO CIOYXBY
IO HA/3OPY B COEPE
3IPABOOXPAHEHHUA

3asiBiieHHeE
o nepeod)opMJIEHNH JTHHEH3HH HA OCYIECTBICHHE IeATEILHOCTH
N0 NPOU3BOACTBY H TEXHHYECKOMY 00CIY’KMBAHHIO (32 MCKJIIOYEHHEM
ciyuasi, ecJil TeXHHYecKoe 00CaTy)KHBaHHe OCYLeCTB/IAETCS
AJs1 ofecredeHus: COOCTBEHHBIX HYK/ IOPHANYECKOro JTHUa
HJIH HHIMBH/YA/JbHOIO NpeANnpHHHMATE]ISA)

MeIHLHHCKOH TEXHUKH
PeFl/ICTpallPIOHHblﬁ N‘.’ ‘ JIHIECH3UHN HA OcyllleCTBJleHHe NeATEJBbHOCTH
o IlpOH3BOIlCTBy H Texmmeclcomy OﬁcHY)KHBaHPHO (33 HCKJIAIOYECHHEM Cle‘laﬂ, €CJIH TEXHHUYECKOC
oﬁcuymnBaHne OcyllleCTBJ'lﬂeTCﬂ JAJs1 OGCCHequHﬂ coﬁCTBeHHle Hy)l(ll lOpPlllPl‘lGCKOFO JIHIAa HJ/IH
HHIUBHMAYAJILHOrO NpeANPUHHMATEI) MEAHIMHCKON TEXHHKH OT «__» 20 1,
Npe10CTABICHHOMH

{(HauMeHOBaHHE JIMLEH3UPYIOLET0 OpraHa)
1. B cBsi3u c: :
<*> peopraHusauyeil OPUANYECKOro JiMiia B ¢bopme npeobpasosanus
<*> peopraHu3aiueit IOpHAMIECKOTO LA B GopMe CITUSHUS
<*> Y3MEHEHHEM HAaUMEHOBaHUA IOPHIHIECKOro Jivlia
<*> p3MEeHEHWEM MMEHK, (amuand W (B Clyyae, €CIM MMEETCS) OT4ECTBA MHAMBHAYAJIbLHOTO
npeAnpUHUMATENs
<*> U3MEHEHMEM PEKBU3UTOB JIOKYMEHTA, YJA0CTOBEPSIOLIETO THYHOCTh PIH,L[HBHIlyaJ'IbHOFO npeAnpUHUMATE/IA
<*> Y3MEHEHHUEM aapeca MecTa HaxXOXKJIEHMS IOPUINUECKOro JIntia
<¥*> Y3MEHEHHEM MECTA KUTEJIbCTBA UHANBUAYAIILHOTO NPCANPUHUMATENS
<*> W3MEHCHHWEM ajpeca MecTa  OCYLIECTBCHHMA IOPHAMHECKMM JIMLOM - WiH WHINBUAYAIBHBIM
npeanpuHUMaTencM JII/IHCHBl/lpyeMOFO BUA JCATEeNbHOCTH IpH (aKTUYECKH HEU3MEHHOM MeCTe
OCYIIECTBIICHHS AEATCIbHOCTH - ‘

Ne TpeGyemble cBenenuss | CBegeHus o JMIEH3HATE Hoeble cBenenns o
n/n ' (IMeH3naTax) JHIeH3HaTe WM ero
~ mpaBoHpeeMHHKe

1 |OpranusannoHHO-nIpaBoBas popMa u
[IOJTHOE HAaMMEHOBAHHE FOPHIUUECKOTO
nuna; GaMuiinsl, UM, OTYECTBO (IIpU
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HaJII/I'-II/II/I) HHIUBHUHAYAIBHOTO
NPCANPAHUMATCIISA

CokpallleHHO¢ HAUMEHOBaHUE
IOPHIUYECKOTr0 JIUN2 (B CIIydae, €Cu
UMeETCs); JaHHbIE JOKYMEHTA,
yIOCTOBEPSIOLIETO JTUIHOCTD
WH/IMBH/Y &JIbHOTO TIPEATIPUHUMATEIIS

dupMeHHOE HAMEHOBAHUE
IOPHIMYECKOro HLA (B CIyYae, eClid
HMEETCS)

AJpec MecTa HaXOXACHHS
IOPHINYECKOTO JIUIA; aApeC MECTa
JKUTEIBCTBA WHIUBUY AIBHOTO
npeanpuHIMaTes (C yKa3aHueM
MOYTOBOTO MHJIEKCA)

I'ocynapcTBEHHBIH peruCcTpanMOHHbIMA
HOMED 3aIUCH O CO3JaHHUH
IOPHIMYECKOT0 JINLA; FOCY JapCTBEHHBIH
pPETUCTpALiHOHHBIIA HOMED 3aIINCH O
TOCyJapCTBEHHOM perucTpanuy
HHIUBUAYATbHOTO ITPEAIIPUHUMATE]

JlaHHBIE TOKYMEHTA, TOITBEP)KAAIOLIETO
(akT BHECEHUS CBEACHHUH O .
FOPUIAYECKOM JIMLIE B €MHBIN
rOCYAapCTBEHHBIN peecTp IOPUINYECKHX
JIMII; JaHHBIE JOKyMEHTa, ‘
[IOATBEPXKAAIONIEro GpakT BHECSHUS
CBeJICHU 00 MHIUBH LY AJIbHOM ‘
NpeANpUHIMATENE B eMHBIIL
rOCYIapCTBEHHBIH peecTp
MHIMBULYATBHBIX TIpeANpHHAMATEIEH

Boigan

Boinan

(HamMEHOBaHUE OpraHa,
BBIIABIIET0 KOKYMEHT)

JlaTa BbIZaUN
bnaunk: cepus
Ne

(HauMEHOBaHUE OpraHa,
BBIIABIIETO JOKYMEHT)

Jlara Boimaun
bnank: cepus
Ne

WnentnduKaninoHHbIA HOMED
HAJIOTOIIaTENbIIUKA '

JlaHHble TOKyMEHTa O IIOCTAHOBKE
JHMIIEH3HAaTa Ha YUeT B HAJIOT'OBOM
oprase o

Brigan

Brinan

(HauMeHOBaHHE OpraHa,
BBIJABIIEro TOKYMEHT)

Jlata Bpigaum
bnank: cepus

(HauMeHOBaHHE OPTraHa,
BBIIABIIETO JOKYMEHT)

JlaTa Bei1aun
biaHk: cepus
Ne

Ne

CaezieHHs 0 PacCOPSIUTEIBHOM
JOKYMEHTE, Ha OCHOBAHHH KOTOPOro
IIPOH30IILIO H3MEHEHHUE ajipeca MecTa
OCYLIECTBIICHHS ICATETLHOCTH T10
TIPOM3BOCTBY H TEXHHIECKOMY

(HaYMEHOBAHHUE OPraHa, IPHHSIBIIETO PEIIECHHE)

PexBu3uTH
JOKYMEHTa
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00CITyXKHBaHHIO (33 UCKIFOUEHUEM
cllydasi, €CJIM TEXHHUYECKOE |
06cITy>XKUBaHUE OCYIIECTBIAECTCS ISk
obecrieueHnus COOCTBEHHBIX HY X
IOPUAMYECKOTO JIUIA UITH

HHIUBH/Y aTbHOTO TpeANpUHIMATEL)
MEIUIMHCKOH TEXHUKH

10

JlaHHbIe TOKyMEHTa, HOATBEPKIAIOIIETO
¢akT BHECEHHUs N3MEHEHU B €IMHbIH
rOCYJapCTBEHHBIN peecTp IOPUANIECKHX
JIA1I, CBA3AHHOTO C peopraHu3anueit
IOPH/IMYECKOro JIALA B hopme
npeobpa3oBaHus

Briman

" (HaMMEHOBAHME OPraHa, BBIJABIIETO JOKYMEHT)

JlaTa BbI1aun
bnank: cepus Ne

Axpec

11

Agpec(a) MecT OCYyILIECTBIICHUS
JIMIIEH3UPYEMOTO BHIA ACATEIBHOCTH

12

KoHTakTHBIH TeneoH U apec
3JIEKTPOHHOM MOYTHI FOPHANUECKOTO
nuia (MHIABUIY ATEHOTO
npeanpuHuMares) (B ciydae, €Ciu
aMeeTcs)

13

WubopMHUpOBaHHE IO BOIIPOCAM
JMIEH3UpoBaHus (TIPU HEOOXOAUMOCTH)

AJipec 3J1eKTPOHHOM MOYTHI:

14

®opma NOTy4YECHHs BBIIIHCKH U3 peecTpa
UneH3nt

<*> Ha OyMa)XHOM HOCHTEJIC HAIpPaBHThL 3aKa3HbIM
IOYTOBBIM OTIIPABIICHHEM C YBEIOMIIEHHEM O BPYUCHHH
<*> B ¢opMe 31eKTPOHHOTO JJOKYMEHTA

IL B cBs3m c:
<*> y3MEHEHHEM a[PECOB MECT OCYIIECTBICHHS JIMLICH3UPYEMOro BU/Ia AEATENBHOCTH

<*> y3MEHEHMEM MEPEUHs BBINOJHAEMBIX PaboT (YCIyr), COCTABISIOLIMX JTMUEH3UPYSMBIH BUJL JEATEIbHOCTH,
paHee HE yKa3aHHbBIX B JIMLEH3UM HA OCYLUECTBJIEHHE ACSTEIBHOCTH MO MNPOM3BOIACTBY U TEXHUMECKOMY
0GCTYKHBAHHIO (33 MCK/IOYEHMEM Cilydas, €ClM TEXHMYECKOE OOCITy)XXHBAHHE OCYIIECTBAAETCA i
obecreueHnss COOCTBEHHBIX HYXJ FOPHWIMHYECKOTO JIMLA WM  WHIMBHAYalbHOTO MNpeANpHHUMATEI)
MEIULMHCKOH TEXHUKH ‘
<*> mpeKpallieHHeM ESTENbHOCTH 0 OJHOMY aJPECy MM HECKONbKMM aJpecam MeECT OCYIIECTBICHUS
AEATENLHOCTH, YKa3aHHBIM B JIMLICH3WH HA OCYLIECTBJIEHHE ACATEIbHOCTH MO MPOU3BOACTBY Y TEXHUIECKOMY
0GCIyKMBAHMIO (32 MCKIIOYEHHEM CNy4yas, €CIM TEXHUYecKoe OOCIyKuBaHHE OCYIIECTBAAETCH s
obecriedeHus COGCTBEHHBIX HYXJ IOPHAMMECKOTO JIHMLA WIH HHAMBUIAYaNbHOTO NpeANPUHAMATENS)
MEIULUHCKOM TEXHUKHU g

<*> MIpeKpallieHMeM BBINONHAEMbIX paboT (ycayr)

COCTaBJIAIOIIHUX J'll’lLlCHSl/lpyeMblﬁ BUJ ACATCIIbHOCTH

Ne Tpebyembie cBeneHUs CaejieHusi 0 JJHICH3HATE
n/n
1 | OpranusaunonHo-npaBoBas GopMa u
NOJIHOE HAaMMEHOBaHUE FOPUJANYECKOro
nuna; pamuiHs, UM, OTIECTBO (IIpH
HAJIMYHH) MHIUBHIYJILHOTO
peANpPUHAMATEIS
2 | CokpallleHHOE HauMEHOBAHHUE
IOPUIAMYECKOTro JHIA (B CllyYae, €Cliu




HMeeTCs); TaHHBIE JOKYMEHTa,
YAOCTOBEPSIOIIETO TUYHOCTD
MHMBUIY ATLHOTO TIPeAIPHHAMATE]IS

dupMeHHOEC HAHMEHOBAHKE
IOPHIMYECKOTO JHIA (B ClIy4ae, eCllid
UMeeTcs)

Anpec MecTa Hax0KACHHS
IOPHIMYECKOTO0 JIULA; aJJPeEC MeCTa
)KUTENIBCTBA HHIMBHY ATILHOTO
IpeAnpUHIMAaTeNs (C yKa3aHHEM
OYTOBOTO HHIEKCA)

[CocynapcTBeHHBIH PErHCTPAIMOHHbIH
HOMED 3aIIUCH O CO3JAHUU
IOPUIXYECKOTO JIULIA;
rOCYy/IapCTBEHHBIN PErHCTPALMOHHBIN
HOMEp 3aIlUCH O FOCYAapCTBEHHOM
perucTpaiy HHAUBUAY AILHOIO
IpeIIpUHUMATES

JlaHHBIE JOKyMEHTA,
HOATBEPKIAIOMIETO (PaKT BHECEHHUS
CBEJICHHH O FOPUANIECCKOM JIUIIE B
€JIMHBIA rOCYJapCTBEHHBIN peecTp
IOPUANYECKUX JINLL; JaHHbIE
JIOKyMEHTA, TTO/ITBePXKIAIOIIEro Gpaxt
BHECEHHS CBEJICHHI 00

WHMBUIY AJIbHOM MpEeAIIpUHAMATEIIE B
€/IMHBIA FOCYIApCTBEHHBIH PEECTp
WH/MBHIY ATbHBIX pEeANPUHAMATEICH

Brinan

(HauMeHOBaHKE OpraHa, BHIIABIIETrO JOKYMEHT)
Jlata Bbiiaun
bnank: cepus
Ne

WneHTruKaMmOHHbIH HOMEp
HaJIOroIlIaTeIbLIMKa

JlarHble JOKyMEHTA O IOCTAHOBKE
JHIIEH3UATa HA YUET B HAJIOTOBOM
oprase

Brinan
(HaMMEHOBaHKE OPraHa, BBIIABIIETO JOKYMEHT)
JlaTa BbIIauu
bnank: cepus
Ne

KonTakTHblif Tene(oH U afpec
HJIEKTPOHHOM MOYTHI (B ClTyYae, €Cu
HUMEETCS) IOPUANYECKOr0 JInia
(MHIMBH LY &ILHOTO IPEITPHHAMATENS)

10

HudopMupoBaHue 10 BOpocam
JMUEH3UpOBaHUS (IIPH
HEOOXOAUMOCTH)

Afnipec 3IeKTPOHHOM MOYTHI:

11

®opma NoMy4eHus BBITUCKH H3
peecTpa JIHLNEH3UiI

<*> Ha OyMaXHOM HOCHUTENE HANpaBUTh 3aKa3HBIM
[OYTOBBLIM OTIIPABICHHEM C YBEIOMIICHHEM O BPYUYCHHH
<*> B ¢opme 37IEKTPOHHOTO JOKYMEHTa
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12

<*> H3MEeHeHHEM aJipecoB MeCT ocymecTB.ueHmk JUICH3UPYEMOro BUAA A€ATCJILHOCTH

12.1

CaeeHns 0 HOBBIX afpecax MecT
OCYILECTBJICHHS JIMIICH3UPYEMOTO BH/A
NIeATENLHOCTH

Caegnenns o pabdorax (yciayrax),
KOTOpBIE JTULECH3UAT HAMEPEH
BBITTOJTHSTE IIPH OCYILECTBICHUH
JULIEH3UPYEMOTO BUA ACATENLHOCTH
IO HOBOMY afIpecy

12.2

CBenenus 0 JOKYMEHTax,
MOITBEPXKIAIOLIUX IIPaBO
COOCTBEHHOCTH MJIM HHOE 3aKOHHOE
OCHOBAHHE HCIIOJIL30BaHUS
[IOMEILECHHH, 31aH1i, COOpYKEHHH T10
MECTY OCYLIECTBIICHHUS
JIMIICH3UPYEMOTO BUAA AEATENBHOCTH,
HEOOXOAUMBIX JIsl OCYICCTBICHHUS
JeSTETbHOCTH 110 IPOU3BOJICTBY U
TEXHUYECKOMY 00CITYKHBAHUIO
MEJIUIMHCKOM TEXHUKHU

<*> npu dcymecnmennn ACATECIbHOCTH Ii0 IIPOM3BOACTBY MEAHIHHCKOH TEXHUKH

12.3

Caenenus 0 ' JOKYMEHTax,
MOATBEPKIAIOIITHX "HaJIUYHUE y
JMIEH3MaTa Ha TpaBe COOGCTBEHHOCTH
WId Ha WHOM 3aKOHHOM OCHOBaHHH
CpenctB N3MEPEHUI,
IpeIyCMOTPEHHBIX HOPMATUBHOI,
TeXHHYECKOH JOKyMeHTaLHeH
NPOM3BOJMTENA K COOTBETCTBYIOLINX
TpeOOBaHHAM K  HMX  IIOBEPKE,
IIpellycMOTPEHHBIM  CTaThel 13
deepalbHOrO 3aKoHa OT 26 HIOHS
2008 r. Ne 102-®3 «O6 obecnedyeHnH
¢IMHCTBA M3MEPEHHILY, TEXHUYECKHX
CpeacTB 7| 00OopyROBaHHS,
HEOOXOAUMBIX  AJI1  OCYLIECTBIICHHMS
JEATENbHOCTH  TI0  [POM3BOACTBY
MEITMITHHCKOM TEXHUKH

12.4

PeKBH3HTEI  nokymeHToB, | Tata
OATBEPKAAIOMINX perucrpanuio | Homep
MeTUIMHCKUX u3jenuit B Poccuiickoit
denepanun )

12.5

PeKBH3UTHL '~ HopMmaruBHOI1, | [lata
TeXHUYECKOH nokymenTamun, | Homep
HCTIONB3yeMOH  [UIL  OCYHIECTBICHHS
JEATEILHOCTH no npon:;BoncTBy
MEIMIMHCKOM TEXHUKH .




12.6 |PexBuzutsl JIOKYMEHTOB, | [lata

HOATBEPKAAIOIINX ~.cootBercTBue | Homep
NPOU3BOACTBA TpedoBaHUAM
MEXXTOCYAapCTBEHHOFO CTaHaapTa

I'OCT ISO 13485-2017

12.7 |CBenenus 0 JOKYMEHTAX O BBICHIEM HIIH ||
cpeaHeM - npodeccHoOHaTbHOM
(TeXHUYECKOM) O00pa30OBaHUU, CTaXKE
paboTHI 1O CIIEHAILHOCTH HE MEHee 3
aet - u JIOTIOIHATEIbHOM
PO eCCHOHATTEHOM " 06pa3oBaHUM
(HOBBIIICHUY KBANH(UKAIIAK HE pEXKe
omHOTo pa3a B 5 Jjer) B cdepe
BBINONHAECMBIX PaboT M OKa3HIBAEMbIX
yciayr paGOTHHKOB, 3aKJIIOUUBIIHX C
JWIIEH3UATOM TPYZOBBIE JIOTOBOPBI,
OTBETCTBEHHBIX 3a MPOU3BOJICTBO H
Ka4eCTBO MEIMIIHHCKON TEXHHKH

<*> [IpH OCYIIECTBJICHHH IeSTeILHOCTH MO TEXHMIECKOMY 00C/IYKHBAHHIO MeXHIHHCKOH

TEXHUKH
12.8 | CBeneHus 0" JIOKYMEHTaX,
MOITBEPKAAIOLIUX - HaJIH4une y

JUIEH3MaTa Ha TpaBe COOCTBEHHOCTH
UIX HAa WHOM 3aKOHHOM OCHOBaHHUH
CpPENCTB ‘ W3MEPEHHIA,
COOTBETCTBYIOIMX TPeOOBAHUAM K MX
TOBEPKE, TPEAYCMOTPEHHBIM CTaTheH
13 depepanbHOro 3aKoHa OT 26 HIOH:S
2008 r. Ne 102-®3 «O6 obecneueHun
eMHCTBA H3MEPEHHI»,  TEeXHUYECKHX
CpeJICTB )%} obopynoBaHus,
HEOOXOAMMBIX  JUI1 ~ TEXHUYECKOTO
00CIy)KMBaHUS ~ 3asBIEHHBIX [Py
MEAMLMHCKOH TEXHMKM TI0 Kiiacca
MOTEHIHATFHOTO pUCKa MPUMEHEHUS B
COOTBETCTBHH ¢  HOMEHKJIATYpHOH

KnaccuuKanuei  MEMLHHCKHX | |
U3JIEIHFIA 110 KJIAcCaM B 3aBHCHMOCTH OT
OTEHIHATEHOTO pHcka X
IIPUMEHEHH

12.9 | PekBU3HUTHI SKCIUTYaTALEOHHOM
JOKYMEHTAIHH TIPOM3BOIMUTETS

MEIUIMHCKON TEXHUKH, HEOOXOMHUMOM
I TEXHHYECKOro  -OOCIyXHBaHMA
3adBJICHHBIX  Ipyll  MEIHMIHHCKHX
H3JICJIHA 110 KJIaccaM HMOTEHIUAIHLHOTO
pucka NOpUMEHEeHHs (C yKasaHHeM
PEKBH3UTOB JTOKYMEHTOB,
MOATBEPKTAIOLIUX perHCTpanmo B
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Poccuiickoit @enepainy METULHHCKOR
TEXHUKH, TEXHHYECKOEe OOCITyKHBaHUE

KOTOpOE  HaMepeH  OCYIUECTBIIATH
JIMIEH3HaT)

12.10 | PekBu3uthl JIOKyMEHTOB, | [lata
MOJTBEPKAAOIIHX HaJIM4yKe y | Homep
JMIIEH3NaTa CHCTEMBl MEHEIKMEHTa
KayecTna, COOTBETCTBYIOLLECH

TpeOOBaHHSIM  MEXTOCYJapPCTBEHHOIO
cragmapra [OCT ISO 13485-2017

12.11

CBejieHHs 0 JIOKYMEHTaX O BBICLIEM HJIH
cpeaHeM Ipo(eCCHOHATIBHOM
(TexHHYeCKOM) OOpa30BaHUM, CTaKE
paboThl MO CIENUHATEHOCTH HE MEHee 3
aer u JIOTIOJIHUTENHEHOM
npoecCHOHATIbBHOM o0pa3oBaHNH
(MOBBINIEHHH KBATH(QUKALMU HE PEXKE
ofHOrO pasa B 5 u5er) B cdepe
BBIMOJIHAEMBIX PabOT M OKa3bIBAEMBIX
yCIyr pabOTHHUKOB, 3aKJIIOUMBIIHMX C
JMLEH3MaTOM TPYAOBBIE JOTOBOPBI,
OCYIIECTBIISIOLINX TEXHUYECKOE
00cTy)XHBaHHE MEAHITMHCKON TEXHUKH

13 |<*> u3sMeHeHHeM mepeuHs BLINOJHAEMBIX padoT (YCIyr), COCTABIAIOMMX JIHLEH3UPYeMbIii
BH/ AeATEJILHOCTH, PaHee He YKAa3aHHBIX B JIHUEH3UH
13.1 |Cenenus o HOBHIX paboTax (yciyrax),

KOTOPEIE JIMIIEH3UAaT HaMepeH
BBIIIOJTHATH npu OCYIIECTBIICHUH
JIEATENLHOCTH [0 IIPOHM3BOACTBY H
TEXHHYECKOMY  O0OCTyXKHBaHHIO (32
HCKJIIOUEHHEM citydas, €Clinu
TEXHHUUECKOE o0ciyxuBaHue
OCYIIECTBIIACTCA IS obecneucHUs
COOCTBEHHBIX HYXJ IOPHJIHYCCKOTO
Jiana WA HHIUBUIYAJIBHOTO
peInpHHAMATES) MeIHIMHCKOMN
TEXHUKHA '

Anmpec(a)  MecTa  OCYIUECTBJICHHS
JMLEH3UPYEMOTO BHUAA ACATENHHOCTH,
Ha KOTOpOM(BIX) JIMLIEH3HAT HaMepeH
BBIIOJIHATE HOBBIE paGOTHI (YCIyTH)

(anpeca MeCT OCYLIECTBICHUS AEATEIEHOCTH)
<*> [Ipon3BOACTBO MEIHIHHCKONH TeXHHKH,

<*> B 4YacTH TeXHHYECKOro o0cay:KUBaHHA (32
HCKJIIOYEHHEM  cIy4Yasi, €CcJIH  TeXHHUYECKoe
o0cay:)KUBaHHe OCYIIECTBJIsIeTCA s obecnevyeHus
cOOCTBEHHBIX HYXKI OPHAHYECKOr0 JIHIA WIH

HHIUBHIYAJbHOTO npeanpUHUMATEJIS)
MEANIHHCKON TEXHHUKH:
<*¥> a) TexHu4eckoe o0caykmBaHHe Tpynmn

METHIIHHCKON TeXHHKH KJacca 2a NOTeHHHATbBHOI0
pHCKa MPUMEHEHHS:

<*> opTONEMIECKUE MEUIIMHCKUE U3 ICIIHS;

<*> raCTPOIHTEPOJIOTHUECKHE H3ICIIUA;

<*> peaGHIMTAMOHHBIC ¥ aJATHBHBIE /IS MHBAJIHAOB
MEIUIMHCKHE U3ENNs;

<*> MeIMUIMHCKAE W3IENUs JUIA  IUIACTUYECKOMH
XUPYPIHH, IEPMATOJIOTHH H KOCMETOJIOTHHY;

<*k> BCIIOMOTaTelIbHBIE H 00111€00ILHIYHEIE
MEIULHHCKAE U3/IEINS;

<*> cTOMAaTOJIOTHYECKHE METUIIMHCKHAE U3ACINA,

<*>  gHECTE3WOJIOTUYECKHME W pEeCHUpPATOPHEIC
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MEIUIMHCKAHE  M3JeNsl,  MOHHUTOPBl,  CHCTEMBI
MOHUTOPHUPOBAHUSA AHECTE3MOJIOTHYECKHE,
pECIIHPATOPHBIE);

<*> HelpoJIornuecKre MeJUIMHCKHE H3/IeIus;

<¥>  CepAEYHO-COCYJHCTBIE MEAMIUHCKHE M3JEIH

(MeuIMHCKUE 171631 () 176 TS ofpeesicHUs
(H3HOJIOTHYECKUX MTapaMeTpOB, KapTHPOBaHHs Cepala,
MOHHTOPBI, CHCTEMBI MOHHUTOPUPOBAHHS

KapIUOJIOTHUECKHE U COMTY TCTBYIONIHE U3JIEIHA);

<*> 0()TaJIbMOJIOTHIECKHE METULIMHCKHE H3JIE/IHU;

<k> METHIIMHCKUE u3aeus it
OTOPHUHOJIAPHUHTOJIOTHH;

¢u3HOTEpaneBTHIECKUE MEAUIIMHCKUE U3/IEIIHS,

<*> MEeOWIMHCKUE M3AEIUs IJIA in Vitro JHarHOCTHKH
(3aperucTpUpOBaHHbIE B YCTAHOBJICHHOM IIODS/IKE B
COOTBETCTBHM C aKTaMH, COCTaBJIAIOMIUMH MPABO
EBpaswmiickoro 3KOHOMHYECKOTO co103a, 15810
3aKOHOZATeNbCTBOM Poccumiickoii Oenepaimn);

<*¥> §) TexHHUYecKoe OOCHy:KMBaHHE rpynn
MeIMIMHCKOI TEXHHKH KJjacca 20 MoTeHHAJTLHOI0
pHCKA IPHMEHEHHs:

<*> XHpPYpPrHYeCKHE€ HWHCTPYMEHTBI, CHCTEMBI H
COIYTCTBYIOIIHE MEIUIIUHCKIE U3ACIIN;
CEpIEYHO-COCYIUCThIC MEIMIMHCKHE u3jenus  (3a

HCKITIOYCHUCM MCIHITUHCKUX H3JICTIHI JJIA
ONPCACICHHUSL (I)I/I3I/IOJIOI‘I/I‘IGCKI/IX napaMeTpOB
KapTUPOBaHUA cepaua, MOHHTOPOB, CHCTCM
MOHUTOPHPOBAHHUS KapAuOJIOTHICCKHUX u

COIMYTCTBYIOIIHUX U3IEIHH);

<*> MeAMIMHCKHE W3IEIMA JUIi MAaHUILYJIAUUH,
BOCCTAHOBJICHUS TKAHEH, OPraHoB YeJIOBEKa,

<*> MeOUIMHCKHEC M3AEHHS J[Uld aKkyllepcrBa W
THHEKOJIOTHH;

<*>  aHECTE3WOJIOTHYECKHE H  PECHHPATOPHbIE
MEIUIMHCKIE W3/ieNus (38 UCKIIOYEHHEM MOHHUTOPOB,
CHCTEM MOHHTOPHPOBAHHUS  aHECTE3HOJIOTHUCCKHX,
PeCHHPaTOPHBIX);

PaJMOJIOTHYECKHE MEIMIUHCKHE H3Jemus (B 4YacTH
0GOopyI0BaHHU IS YIBTPa3BYKOBOTO HCCIENOBAHHS);
<*> pafHOIOTMYECKHE MEAULMHCKUE H3/eus (B YaCTH
raMMa-JAuarHOCTHYECKOro,  raMMa-TepPareBTHYECKOTO
000pyI0BaHHS ¥ IMUCCHOHHOM ToMOrpadun);

<*> pafMoJIOrHYECKHE MEIUIUHCKHE U3Ieus (B 4acTH
obopynoBaHus ULt MarHUTHO-PE30HAHCHON
TOMOrpaduu);

PaHONIOTHYECKHe MEAHIMHCKHE H3aenus (B YacTH
06OpyAOBaHHs /ISl PEHTTCHOTEPANKH);

<*> pafiHONIOrMYeCcKHe MEIUIHHCKHE U3/Ie/Hs (B YacTH
PEHTIEHOBCKOrO0 00OpYNOBaHMS Uil KOMIIBIOTEPHOH
ToMorpaduu 1 auruorpadun);

PaMONIOTHYECKHE MEAMLMHCKHE H3Jenus (B 4acTH
obopynoBaHus VIS peHTreHorpaduu %}
PEHTTEHOCKOIIHH);
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B) TEXHH4YecKoe 00CIyKHBaHHE TPy MEAHINHHCKOM
TEXHHKH KJjacca 3 MNOTEHIHAJIBHOI0  pHCKa
NPUMEHCHHUA

<*> yponoru4ecKue MeMIMHCKAE H3/IETHs;

<*> MeIUIIMHCKUE U3/ETNS, TPeIHa3HAYCHHbIE I
adepesa.

<*> NPH OCYIMECTBACHHUH NEATECILHOCTH IO MPOH3BOACTBY METHIHHCKOI TEXHHKH

13.2 |Csenenus 0 JIOKYMEHTax,
MOITBEPHAAIOLINX HaJIuHe y
JMIIEH3HaTa Ha HpaBe COOCTBEHHOCTH
WM Ha HMHOM 3aKOHHOM OCHOBaHHH
CpEeICTB HU3MEPEHUH,
IIPEAyCMOTPEHHBIX HOpPMAaTHUBHOI,
TEXHUYECKOHN JIOKYMEHTanuei
IIPOM3BOAUTENS. M COOTBETCTBYIOLIMX
TpeOOBaHHAM K  HX  TIOBEPKE,
MpeAYyCMOTPEHHBIM cTaTbei 13
denepanbHOr0 3aKoHa OT 26 HIOHA
2008 r. Ne 102-®3 «O6 obecrieueHun
€IMHCTBA HW3MEPEHHUI», TEXHHYECKHUX
CpENCTB u obopynoBanus,
HEOOXOMUMBIX A1  OCYILECTBJICHHS
JEATEIBHOCTH [0  TNPOU3BOACTBY
MEAMIIHCKON TEXHUKY;

13.3 | PexBu3utsl JOKYMEHTOB, | Jlata
MOATBEPXKAAIOIMX  perucTpauuio  B|Homep
Poccuiickoit ®eaepauun MeTHIIHHCKAX
U3 euit '

13.4 | PexBu3uTHI HOPMATHBHOM,
TEXHUUIECKOM JIOKYMEHTAI|H,
HCHOJB3YEMOH AT OCYIIECTBIICHHSA
JEeATeNBHOCTH MO  IIPOM3BOICTBY
MEMIUHCKOM TEXHUKH .

13.5 | PexkBH3HTHI JIOKYMEHTOB,
ITOJITBEPHKAAOLIIX COOTBETCTBHE
MIPOU3BOACTBA TpeOOBAHUAM
MEXTOCy AApCTBEHHOI'O cranaapra
T'OCT ISO 13485-2017

13.6 |CBeneHus 0 AOKYMEHTaX O BBICIIEM HIH

CpeoHeM IpoheCCHOHATIBHOM
(TexHHYECKOM) 00pa3oBaHuM, CTaKe
paboTHI MO CNENHATBHOCTH He MeHee 3
JieT H JOIIOJIHMTEILHOM
podecCHOHANBHOM obpazoBaHu#
(OBBIIEHHH KBATH(GHKALMK HE PEKE
omHoro pasa B 5 umer) B cdepe
BBIMOJIHAEMBIX PabOT M OKa3BIBAEMBIX
yCIyr pabOOTHHKOB, 3a1'<mo'qHanxy c
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JIMUEH3MATOM ~TPYJOBBIE TOTOBOPEL
OTBETCTBEHHBIX 32 MPOU3BOACTBO H
KaueCTBO MEAULITHCKOH TEXHUKH

<*> [IpH OCYIIECTB/ICHHH AATETHLHOCTH 10 TEXHHYECKOMY 00CTy/KHBAHUIO MEMIHHCKOMH

TCXHHUKH

13.7

Ceemenus ~ © JIIOKYMEHTAaX,
HOJTBEPKIAIOLINX HaJTA4ue y
JMIEH3HaTa Ha MpaBe COOCTBEHHOCTH
WM HAa WHOM 3aKOHHOM OCHOBAaHHUM
CPELCTB U3MEPEHHH,
COOTBETCTBYIOLIMX TPeOOBaHHAM K HX
[IOBEPKE, MPEAYCMOTPCHHBIM CTAaThEH
13 ®denpepanbHOro 3aKoHa OT 26 HIOHS
2008 r. Ne 102-®3 «O6 obecneyennn
€IMHCTBA HW3MEPEHHUI», TEXHUYECKHX
CpEICTB u obopynoBaHus,
HEOOXOMMMBIX  JUIS  TEXHUYECKOTO
0OCIyXMBaHHAs ~ 3asBJICHHBIX = I'DPYII
MEIUIMHCKOH TEXHUKM MO KiaccaM
IOTEHIUAIGHOTO PUCKA MPUMEHEHHS B

COOTBETCTBHM ¢  HOMCHKJIATYypPHOH |

knaccupukanmmet . MCOMIMHCKHX| .

M3JeNuii 1Mo Kj1accam B 3aBHCHMOCTH OT
MTOTEHIUATIBHOTO pucKa 7.8
IPUMEHEHHS, B  COOTBETCTEHHM - C
YTBEPKJCHHBIM. MuHucTepcTBOM
3/I]paBOOXPAaHCHUS Poccuiickoit
denepanuu NEPEHHEM |

13.8

PeKBH3HUTHI _ 3Kcnnyaraunonnoﬁ
JIOKyMEHTalUH TIPOU3BORUTEIS
ME/IUIIMHCKON TeXHHKH, HeoGX0o MOl
AN TEXHHYECKOro 0GCITy KUBAHUS
3ajABICHHBIX  TPYIN  MEAMUUHCKUX
M3leNHi [0 KjaccaM MOTeHUHATBHOTO
pucka . TpuMEHenus (C yKasaHHeM
PEKBH3WTOB . IOKYMEHTOB,
MOATBEPX/IAIOMHAX ~ PETUCTPALIMIO B
Poccuiickoit Qenepanyy MEIULTHCKOH
TEXHHUKH, TEXHHYCCKOE 06cny>1<nBaHne
KOTOpOe  HaMepeH = OCYIIECTBIATH
JMLEH3HAT) ' N

Hlara

Howmep

13.9

PexBu3uTH! © " IOKyMEHTOB,
MOATBEPKNAIONIUX ~  HAIHYHE Y
JIUIEH3UaTa CHCTEMBI MEHELKMEHTa
Ka4yecTna, " COOTBETCTBYIOIIEH
TpeOOBaHUIM  MEXKIOCYJapCTBEHHOIO
craraapra F'OCT ISO 13485-2017 .

Hara

Howmep

13.10

CBeieHHs 0 IOKyMEHTaX O BBICLIEM HIIH
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cpeaHeM IpoeCCHOHATILHOM
(TexHUYECKOM) -00pa30BaHUU, CTaXKE
paboThl IO CeNUATFHOCTH He MeHee 3
aer %} JIOTIOJTHATEIILHOM
po(eCCHOHATIBHOM o0pa3oBaHuH
(MOBBILIEHWH KBATH(UKALMKA HE pEXe
omHoro pasa B 5 iyer) B cdepe
BBITIOJIHAEMBIX pabOT ¥ OKa3bIBAEMBIX
yCIyT pabOTHHUKOB, 3aKIIOYMBIIMX C
JIMIEH3UaTOM TpPYJOBBIE JOTOBOPBI,
OCYHIECTBIISIOINX TEXHHYECKOE
00CTy)KMBaHHE MEIUITMHCKON TEXHHKH

14 |<*> ppexpallleHneM AeATEJbHOCTH 10 OJHOMY afpecy MJIH HECKOJLKHM ajgpecaM MecT
OCYIIECTBJICHH [[eATETbHOCTH, YKa3aHHBIM B JIHIIEH3HH
14.1 | Anpec(a) MecCT OCYULIECTBIICHUS

JHICH3UPYEMOT0 BHAA HACATEIBHOCTH,
Ha KOTOPBLIX JIMICH3HAT MNPCKpaALlacT
JACATCIBHOCTD

BrimonHsemble paboThI (YCITyTH)

(ampeca MeCT OCYLIECTBICHUS AEATEIbHOCTH)
<*> [Ipon3B0ACTBO MEAHLHHCKOH TEXHUKH;

<*> B 9acTH TeXHHYECKOro O0O0CIHyKHBaHHS (32
HCKJIIOYEHHEM  cjaydasi, ecJM  TeXHH4YecKoe
ofcayKuBaHHe OCYHIeCTBJIseTca AJs obecnedenusi
COGCTBEHHBIX HY)KJA OPHIHYECKOr0 JHIA HIH

HHIMBHAYAJIbHOTO npeANpPHHUMATEJIH)
MeIHIHHCKOH TeXHUKH:
<*> a) TexHHMYeckoe OOCJIy)KMBaAHHME TIpynn

MEIMIHHCKOH TEXHHKH KjIacca 2a NOTeHUHAIbHOro
PHCK2 NPUMEHEeHHA:

<*¥> opTroneauyeckue MEJUIUHCKUE U3JIETTHU,

<*> raCcTPOIHTEPOJIOTHUECKHE H3ENNs;

| <*> peaGuuTalMOHHbIE U AJANTHBHbIE JIJI MHBAIU/IOB
MEIUIMHCKUE W3/IEINS;

<*> MEIHOUHCKHE W3JCJIUA  [UId IJIACTHYECKOM

.| XHpypruu, AepMaToJOoru H KOCMCTOJIOTHH;

<*¥> BCIIOMOTrAaTelbLHEIE 17 00111e00ILHUYIHEIC
MEIULIMHCKUE H3IEH;

<*> ¢cTOMATOJOTHYECKHE MEAULIMHCKUE W3/ICTIHA,

<*>  aHECTE3HOJIOTHYECKHE M  PECNUPATOPHBIC
MEJIUIMHCKAE  W3JeNHs,  MOHHUTODPBHI,  CHCTEMBI
MOHHUTOPUPOBAHUS AHECTE3UOJIOTHUCCKHE,
pecnupaTopHbIe);

<*¥> geMpoJIOrHUeCcKre MEIULIMHCKHE U3IEIIUA;

<*>  CepIeYHO-COCYUUCTBIE MEIULHMHCKHE H3ACIIHA
(MEIUIIMHCKUE W3NS intt OTpeAeieHHs
(QU3MOIOTHYECKUX NAapaMeTPOB, KapTHPOBAHHS CEpALA,
MOHHTOPBHI, CHCTEMBI MOHHUTOPHPOBAHHUS
KapIHOJIOTHYECKHE ¥ COMYTCTBYIOLIME U3IE/HUA);
<*> o TATBMOJIOTHYECKUE METHIIUHCKHE H3ICITHS;
<k> MEIULMHCKHE W3EIAs
OTOPHHOJIAPHUHTOJIOTHH;

<*> (hu3uoTEPANEBTUIECKHIE MEIUIIMHCKUC U3/ICTIH;

It

~
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<*> MeNWIUHCKHE W3JCus JUIA in Vitro AHarHOCTHKU
(3aperucTpupoBaHHbIE B YCTAaHOBJCHHOM IIODsKE B
COOTBETCTBHM C aKTaMH, COCTABJAIOIIMMHU IIPaBO
EBpasuiickoro =~ SKOHOMHYECKOTO  COI03a, MM
3aKoHO/aTeNbCTBOM Poccuiickoit deaeparun);

<*> ) TexHH4Yeckoe O0CTy:)KMBaHHe TIpynn
MEIMIHHCKOM TEXHNKH KjIacca 20 NOTEeHIHAIbLHOro
PHCKA IPHMEHEHHA:

<¥>  XHpypruyeckue HHCTPYMEHTBI, CHCTEMBl H
COIYTCTBYIOIIME€ METUIIMHCKHIE U3/ECIIHUS;
Cep/JIeUHO-COCYIUCTbIE MEJMIHMHCKHE H3Jenusa  (3a

HCKIIIOYCHHUEM MCIHUITHHCKHUX 15691 (15171 JJIA
OIPCAC/ICHU (bHSI/IOJIOFI/I‘IeCKI/IX mapaMeTpoB
KapTAPOBAHUA cepana, MOHUTOPOB, CHCTEM
MOHHTOPHPOBaHHUA KapaIHAOJIOTHYCCKUX u

COITy TCTBYIOIIUX U3JEIHIL);

<*> MeIUIMHCKHE U3JETUs sl MaHUILY LU,
BOCCTAHOBJICHHUS TKaHEH, OPraHOB YEI0BEKa;

<*¥> MeQWUIHHCKHE W3AeNus JUll aKyIIEpCTBa M
THHEKOJIOTUH;

<*>  aHECTE3MOJIOTHYECKHE H  PECHHPATOPHBIE
MEIUIIMHCKHE M3eNus (338 UCKIIOYCHUEM MOHHTODOB,
CHCTEM MOHHUTOPHPOBAHHS  AHECTE3HOJOTHUYECKHX,
PECUPATOPHBIX);

<*> pajinoJIOTHYECKHE MEAUIIMHCKHE H3e1s (B 4acTH
000pyI0BaHHUA AJisl YJILTPa3BYKOBOTO HCCIIEJOBAHHS),
<*> pajInOJIOTHYECKUC MEIUIIMHCKUE M3eTHs (B YaCTH
raMMa-JHarHOCTHYECKOr0,  raMMa-TeparneBTUYECKOro
000pyIOBaHHUs ¥ SMHCCHOHHOU TOMOrpadun);

<*> pafoNOrHYeCKHe MEAUIIUHCKHE U3/IeHUs (B 4acTH
o0opyoBaHusl st MarHUTHO-PE30HAHCHON
ToMorpadun);

<*>pasMoNOrMYeCKUe MEIHIUHCKAE H3ENHs (B YaCTH
000pymoBaHus AJIs PEHTTEHOTEPAIKH);

<*> paJIMOJIOTHYECKHE MEAUIIMHCKHIE H3/IeHs (B YaCTH
PEHTTEHOBCKOTO 00OpYIOBaHHS Ul KOMIIBIOTEPHOM
ToMorpadud 1 anruorpadun);

PAMOJIOTHYECKHE MEIUIMHCKIE H3enus (B 4acTu
000py0BaHUs JUis peHTreHorpadun u
PEHTTEHOCKOIINH);

B) TEXHHYECKOE 00CTy’KHBAHHE rPYNN MeAHIMHCKOMH
TEXHHKH Kjiacca 3 MNOTeHIHAJbHOr0 PHCKA
dpUMEHEHMSI:

<*> ypONOruYECKHe MEIULMHCKUE U3 /IEIIHS,

<*> MeNMUUHCKHE HU3IeNHs, NpeAHA3HAYCHHBIE I
adepesa.

14.2

Jlata  (GaKTHYECKOr0  MpPEKpalleHus
JEATEIILHOCTH 110 OJIHOMY aJpecy HIIH
HECKOJIbKUM ajpecaMm MeCT
OCYIIIECTBIICHH JIESTELHOCTH,
yKa3aHHBIM B JIMLICH3UH




57

15 |<*> npekpameHdeM IesiITeJIbHOCTH MO BLINOJHEHHIO padoT (yciayr), COCTaBJISIOMIHX
JIMIIeH3UPYyeMblii BU] 1eATeIbHOCTH H YKA3aHHLIX B JIMIEH3HA

15.1 |Beimonasempie  paboTel  (yciayru), | <*> IIpon3BoAcTBO MEAHIIHHCKOH TEXHUKH:
KOTOpBlE  JIMIEH3HAT  IPEKpallaeT
BBIIOJIHATL ~ OpH  OCYIIECTBICHHMH |<*> B wuacTHm TexHHueckoro oOcay:kupanus (3a

JCATCIIBHOCTH 110 IMPOU3BOACTBY H

TEXHHUYECKOMY  OOCIIy>KUBaHHIO (32
HCKJIIOYECHUEM clrydas, €CIu
TEXHUUECKOE o0cmyXuBaHue

ocyliecTBiseTcs And  obecneyeHus
COOCTBEHHBIX HYXA IOPHIHYECKOIO

aMua UJIH UHAUBUAYAIBHOIO
MpeanpUHIMATENS) MEUITTHCKON
TEXHUKHI

Anpec(a) MeCT OCYIIIECTBIICHUS

JIMIECH3UPYEMOI o BUaa ACATCIIbHOCTH

HCKJIIOUEHMEM  CJydas, €CJIH  TEXHHYECKoe
06Cay:KHBAHHE OCYIIECTBJSIETCH sl OfecrevdeHHs
cOGCTBEHHBIX HYKA HOPHIHYECKOro JHIA HJIH
HHIHBHIYAJbHOI0 npeAnpHHEMATEIS)
MeIHIMHCKON TEXHUKH:

<*> 2) TexHHYecKoe OOC/JIY)KHBAHHE CJIeTYIOIHX
Tpynn  MeJMUMHCKOH TeXHHKH  Kjaacca  2a
NOTEHIHAJALHOI0 PHCKA NIPUMEHEHHS:

<*¥> opTONEIUIECKHE MEAUIMHCKHE H3/ISIIHL;

<*> TaCTPOIHTEPOIOTHYECKUE H3/IEITHS;

<*> peaOUITUTALIMOHHbIE ¥ aJANTUBHBIE IJI HHBAIH/IOB
MEUIUHCKIE U3EIIHS,;

<*> MeNULUMHCKAE HM3JeNMs /s  IUIaCTHYECKOM
XHPYPrHH, IEPMATOJIOTMH H KOCMETOJIOTHY;

<*>  BcrnoMorarenbHble M 00IEOOIBHHYHEBIE
MEIMIHHCKUE U3/IEIHS;

<*> CTOMATOJOTHYECKHE METUIUHCKUE U3IEIHS;

<*>  aHECTE3MOJIOTHYECKHE U PECIUPATOPHBIE
MEIUIUHCKHE  H3ICNHUS,  MOHHUTOPBI,  CHCTEMBI
.| MOHHTOpHpPOBaHHS aHECTE3HOJIOTHUECKUE,
peCIUpaTOPHLIE);

<*> HelpONOruUecKie MEIUIIMHCKIE H3ENN;
<¥> CepACYHO-COCYJUCThIC MEIMLUHCKHE HM3IeIus

(MCI[I/II_II/IHCKI/IG n3acians JJIA OIIPCACTICHUSA
(I)I/I3I/IOJIOFI/I‘1€CKI/I-X napaMeTpoB, KapTHpOBaHusd cepala,
MOHHTOPEI, ..-CHCTCMBI MOHHTOPHPOBaHHUS

KapAMOJIOTHYECKHE | COITY TCTBYIOIIHE H3IETHA);

<*> o TANTBMOJIOTHYECKIE MEAUIIHHCKHE H3ETINS,

<¥> MEIUIIMHCKUE H3/ACIHs JUIs
OTOPHHOJIAPUHTOJIOTHH;

<*> (hH3UOTEepaneBTHUECKUE MEUIIUHCKUE U3IETIHS,
<¥> MeNMIMHCKHE M3AEIHs JUIs in Vitro TUarHOCTHKH
(3aperucTpUpOBaHHbIE B YCTAHOBICHHOM MOpPS/KEe B
COOTBETCTBHM . ¢ AKTaMH, COCTaBJLIOIIUMH IIPaBO

EBpa3uiickoro ~ SKOHOMMYECKOI0  CO03a,  HIH
3aKoHOZaTeNsCcTBOM Poccuiickoii denepanun);
<*> §) TexHHYecKoe OOCHy:KMBaHHE TrpyIn

MEAHIMHCKOM TeXHHKH KJjiacca 20 MOTeHIHAILHOI0
PHCKA IPUMEHEHH:

<*>  XHUpYpruYecKue HHCTPYMEHTEHI,
COMYTCTBYIOIHE METUIUHCKHE U3/IENIN,
CepACUHO-COCYIUCTHIE  MEIWLUMHCKHE u3jenus  (3a

CUCTEMBI H

HCKITIOUYSHHEM MEIMLIMHCKUX 173 (12074 JUIst
orpeeNieHus dusnonornyeckux fIapamMeTpoB
KapTHPOBaHUS cepaua, MOHHTOPOB, CHUCTEM
MOHHUTOPUPOBAHUS KapIUOJIOTHUECKHX U

CONMYTCTBYIOLIMX U3ACTNH);




<¥> MENUIWHCKHE U3JeNusl I MaHUIYJALMH,
BOCCTAHOBJIEHHs TKAHEH, OPraHOB YENIOBEKa;
<¥> MeOMUMHCKME M3JENHMS Ui aKylmlepcTBa M
THHEKOJIOTHH, ' ‘ '
<*>  aHECTE3MOJOTMYECKME W  PECIHpaTOpHbIE
MEIUIMECKUE M3CHs (32 HCKIFOYEHHEM MOHHTOPOB,
CHCTEM MOHHTOPHPOBAHHS  aHECTC3HOJIOTHYECKHX,
PECTIHPATOPHBIX);
<*> paMoNOrHUecKre MEIUIMHCKIE H3/IEusl (B YacTH
00opymoBaHus s YIBTPa3BYKOBOTO HCCIIEJOBAHHKSA);
<*> paZHONIOrHYECKHe MEIUIIMHCKIE H3/IETHs (B YaCTH
raMMa-{MarHOCTHYECKOT0, TaMMa-TEPAaeBTHYECKOrO
000pyI0BaHHs ¥ SMHCCHOHHOM TOMOTpadun);
<*> paJMOIOrHYeCKHe MEAUIINHCKHIE U3/enus (B YaCTH
0bopynoBaHust st MarHMTHO-PE30HAHCHOI
ToMorpadun);
PajiiOIOTHYECKAC MEAUIMHCKHE H3JemMs (B YacTH
000pyH0oBaHUs [yIst PEHITCHOTEPAIINH);
| <*> paguoorMyeckre MEIUIUHCKIE U3AeIUs (B 4aCTH
PEHTTEHOBCKOro 00OpYJOBaHUA IJIsI KOMIIBIOTEPHOM
ToMoTpaduu 1 anruorpadun);
PAfHOJOTHYCCKUE MEIUIIMHCKUE U3JeNHs (B  4YacTH
o0opyoBaHus IS peHTreHorpagun u
PECHTT€HOCKOHUM); -
B) TeXHHYECKoe 00CTyKHBAHHE TPy MEAMUMHCKOM
TeXHMKH KJjiacca. 3 MOTEHIHAJIbHOIO  PHCKA
NPHMCHCHMUS:
<*> ypOJIOrH4ecKue MEAUIIMHCKUE U3AECTIHS,
<*> MeJMLMBCKHE U3AEHS; IPeJHA3HAUYEHHBIE 1
adepesa. :

_(apeca MECT OCYWIECTBACHUS IEATE/ILHOCTH)

15.2 |/Jlata hakTHUECKOTO NPEKPALICHUA
paboTt (yciyr), KOTOphIe JIM{eH3Uar
IpeKpalaeT BbIIOIHATH 110 apecy
MECTa OCYHICCTBIICHHS IEATEIBHOCTH,
yKa3aHHOMY B JINLICH3HH

K 3asBnacHuio © nepeod)opMneHnM JWLESH3UM HI 'OCYIHCCTBICHHE ACATC/IBHOCTH TIO 'TIpPOM3BOACTBY H
TEXHUYCCKOMY 06CHy)KI/lBaHI/IlO (33 UCKJIFOUCHHEM Cliy4asi, €CJIU TEXHHUHCCKOS o6cny>1<leaHv1e OCYLIECTBIIACTCA
JUISA obecrneyeHuss COOCTBEHHBIX HYX/ HOpHAWYCCKOro: JiMla +UJn HHAUBHUAYAJABHOTO npennanMMaTens{)
MC,&HHHHCKOﬁ TEXHUKH NMPUJIaractTcs Onuch JOKYMCHTOB COTTIACHO MPUIIOKCHHIO

(pamMunHs, ¥Mst, OT4ECTBO (TIPH HANMUMH) PYKOBOAUTEIIS FIOCTOSHHO ACHCTBYIOLIETO HCMONHUTEIBHOTO OpraHa
OPHAMYECKOTO JILIA MK YTIONHOMOYEHHOTO NPEACTABUTENS FOPHIMYECKOro niia (WHANBHyaNbHOTO npeAnpuHUMaTENs)

« » 20 r

M.IL (noanuce)

(npu HaTMYUK)

<*> HyxHoe yKa3aTh
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[Tpunoxenne
K 3asBieHUIO 0 nepeohopMAEHNH JINLICH3UU
Ha OCYILECTBAEHUE AEATEILHOCTH 10
APOM3BOJCTBY U TEXHHHECKOMY
00CyKHBaHUIO (32 MCKITIOUCHHEM Cllyyas,
€CM TeXHHYECKoe 00CITy KUBaHUE
ocylecTBiseTcs JUis odecneueHus
COOCTBEHHBIX HYX ] IOPHANYECKOFO JIHLA
WM MHIMBUAYAIBHOTO NIPEANPHHUMATENS)
MEIULMHCKOH TEXHHUKH

OnHch JOKYMEHTOB

HacrosimuMm yAOCTOBEPAETCS, YTO JIULEH3UAT (IPaBONIPEEMHHK)

(Ha¥MeHOBaHHUE JIMLEH3MATA/ TIPABOTIPEEMHHKA)
npeacrasui B @DenepanbHylo ciIykOy 10 Hamsopy B cdepe 31paBOOXpaHEHHs HIDKECJICAyIOue
JIOKYMEHTHI Jiis mepeodOpMIICHHS JIMIEH3HH HA OCYLIECCTBICHUE IEATEIHHOCTH 110 MPOM3BOACTBY H
TEXHHYECKOMY OOCIY)XMBaHHMIO (32 MCKIIOUYGHHEM CJIydas, €CJIH TEXHHYEeCKoe OOCIyKHBaHUEe
OCYILIECTBIAETCS Jyisi 0OecredeHUss cOOCTBEHHBIX HYKI IOPHAMYECKOIO JIMIA HIH HHIMBHIYAIBHOTO
npeINpUHAMATENS) MEAULIMHCKOH TEXHUKH
I. B cBs13u ¢: <*> Hy)XHOE yKa3aTh
<*> peopraHusanueil OpHIU4ECcKOro Jmna B Gopme npeodpazoBaHHs
<*> peopraHu3alueii IOpHIUIECKOro IMua B Gpopme CausHus
<*> y3MeHeHHeM HaNMECHOBAHHUS I0PUAMYECKOTO JIULA
<*> p3MECHEHHEM HMEHH, (ammind U (B ClOydae, €ClIM MMEETCH) OTYECTBA HHIHBHIYaIbLHOTO
peANpUHUMATEIS
<*> p3MEHEHHMEM PEKBHU3UTOB JOKYMEHTAa, YAOCTOBEPSAIOWIErO JIMYHOCTH WHIMBH/YaIBHOIO
HIpeaIpUHAMATENS
<*> y3MEHEHHEM apeca MecTa Hax0XKICHUS FOPHINYECKOrO JIMIA
<*> Y3MEHEHHUEM MECTA KUTEIBCTBA HHANBHAYAIBHOTO NPEANPUHUMATENS
<*> pP3MEHEHHEM aJpeca MeCTa OCYLIECTBICHHS IOPUIVHECKMM JIHIOM WIH HHIWBHYaJIbHBIM
TpeATPMHEMATENIEM JIMUEH3UPYEMOTO BHIA JEATENBHOCTH IPH (JaKTHYECKH HEU3MEHHOM MeCTe
OCYHICCTBIECHHS AEATEIbHOCTH '
<*> [IpeKpallleHHeM [IeATeIBHOCTH M0 OJHOMY a[peCy MM HECKOIBKUM a/|pecaM MECT OCYLIECTBIICHHS
JIEATETLHOCTH, YKa3aHHbBIM B JIMLIEH3UU
<*> [IpeKpalleHreM BBIIONHAEMBIX PaboT (YCIIyT), COCTABNSIOIMX JUIECH3UPYEMBIH BUJL JEATEILHOCTH

Ne HauMeHoBaHHE JOKYMEHTA Kon-Bo Ipumeuanue
n/n JINCTOB

1 |3assieHue o mepeoOpPMIICHUN JIHLEH3MHM HaA OCYILIECTBICHHE
NEeATeIbHOCTH 110 IPOM3BOACTBY M  TEXHMYECKOMY
00C/IyKUBAHUIO (33 UCKIIOYEHHEM Clydas, €CJIH TEXHHYECKOe
06CITyKHBaHHE OCYLIECTBIACTCS JUIS 00ecniedeHs COOCTBEHHBIX
HY)XI  IOPUAMYECKOTO  JIMIAa  WIM  MHIUBHIYIBHOTO
TIpeANpHHAMATENIS) MEIUIIHHCKOR TEXHUKH <*> -

2 | loBepeHHOCTH

<k> I[OKyMeHTbI, KOTOpbI€ COMCKATEJIb IMLUEH3INK JOJDKEH NPEACTABUTH CaMOCTOATEIbHO.

II. B cBsa3m ¢:
<*> J3MEHEHHEM aIPECOB MECT OCYIIECTBIICHHS JINIICH3UPYEMOT0 BUJA AEATEILHOCTH
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<*> p3MEHEHHEM MepedHs BBIIOJHSEMBIX PaboT (YCIyT), COCTaBJIAMOIIMX JIMUECH3MPYSMbIH BHI|
JIeATENILHOCTH, paHee He YKa3aHHbIX B JIMLICH3UH

Ne HaumeHoBaHHe NOKYMEHTA Koua-po | Ilpumedanue
n/n JIMCTOB

1 |3asBienune o mepeoOpMICHHM JMICH3MM HA OCYILIECTBICHHE
JEeSTENHHOCTH [0 IIPOU3BOJCTBY K TEXHUYECKOMY 00CITy KMBAHMIO (32
MCKIIOYECHHEM  Cllydas, €clM  TEXHH4YecKoe  OOCIy)KHBaHHE
OCYLIECTBIACTCS IS oOeclieueHHs  COOCTBEHHBIX — HYXI
IOPUIMYECKOT0 JIMIa WIA HHIABUIYAIbHOTO IPEANPHHUAMATEIIS)
MEIUILMHCKOM TEXHUKH <*>

2 B CBSI3H ¢ H3MEHEHHEM A/IPECOB MECT OCYINECTBIICHHA JTHUCH3HPYEMOI'0 BHAA
ACATCIBLHOCTH

2.1 |Komuu mOKYMEHTOB, MOATBEPXIAIOUIMX HAJIW4YMe Yy JIHMIICH3MaTa
HPHHAIEKAIUX eMy Ha IIpaBe COOCTBEHHOCTH WJIM HHOM 3aKOHHOM
OCHOBaHMM IIOMEINCHHUM, 37aHUi, COOPYXKEHHH IO  MeECTy
OCYLIECTBICHUA JUIEH3UPYEMOTO BUJIA JIEATEIbHOCTH,
HEOOXOMMBIX JUIS OCYIIECTBIICHHS ACATEIbHOCTH 110 MPOU3BOJACTBY
1 TEXHAYECKOMY 00CIIyKUBAHHIO MEAULMHCKOH TeXHUKH <*>

NpPH OCYIECTBJICHHH ACATEIbHOCTH 10 NIPOM3BOCTBY MEAHIHHCKOM TeXHUKHU

2.2 |Konuu JOKyMEHTOB, NOATBEPXKAAIOMMX HAIMYUE Yy JIMIIEH3HaTa Ha
1pase COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBaHMH CpPE/CTB
M3MEPEHHUH, TNpPEeLyCMOTPCHHBIX  HOPMATHBHOH,  TEXHHYECKOU
JOKYMEHTAIMEN MPOU3BOAUTENS M COOTBETCTBYIOMMUX TPEOOBAHUSIM
K MX IIOBEPKE, NPeIyCMOTPEHHBIM cTaThel 13 PenepasbHOro 3akoHa
or 26 utons 2008 r. Ne 102-®3 «OO6 obecneueHHM €AMHCTBA
M3MEpEHHIi», TEXHUYECKUX CPEICTB H 000pyi0BaHUs, HEOOXOAMMBIX
IJIs OCYIECTBJIEHUS IEATEIPHOCTH TI0 MPOU3BOJICTBY MEIHIIHHCKOH
TEXHUKH <*> '

2.3 |Konuu HOpMATHBHOM, TEXHHYECKOH JOKYMEHTALMH, HCTIONIBb3YeMOH
JUIS OCYIIECTBJICHHS JESTENBHOCTH 110 MPOU3BOACTBY MEMLMHCKOM
TEXHHKH <**>- '

2.4 |Komuu 10KyMEHTOB, IOATBEPKIAIOIINAX COOTBETCTBUE
1POM3BOICTBA TPEOOBAHUAM MEXIOCY IAPCTBEHHOTO CTaHAapTa
T'OCT ISO 13485-2017 <**>

2.5 |Konum HOKYMEHTOB, MOATBEPXKAAIOIMX HaNH4ME Yy JHICH3MATa
paGOTHHMKOB, 3aKJIIOUHMBIINX C JIMIIEH3WATOM TPYIOBbIE JOTOBODHI,
OTBETCTBEHHBIX 32 IIPOU3BOCTBO ¥ KAUECTBO MEAUIIMHCKON TEXHUKH,
BLICIIETO HJIH CPEIHETe Mpo(ecCHOHANBHOTO (TEXHHYECKOTO)
o0pa3oBaHusi, CTaxa paboThl M0 CMEHHATEHOCTH HE MCHEE 3 et u
JOTIOJIHATENBHOTO TPOQECCHOHATBHOrO 00pasobanys (IIOBBILICHHUS
KBATH(HKALMHA HE PEXKe OFHOTO Pasa B 5 JieT) B Chepe BHINONHIEMBIX
paboT K OKa3bIBaeMBIX yCIIyr <**>

MIpH 0CYMECTBICHHU JeATC/IbHOCTH IO TEXHHYCCKOMY oﬁcnymnsaﬂmo MeIHIHHCKOM
TEXHHKH
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2.6

Komuu JOKyMEHTOB, HOATBEPXKAAIOIINX HAJIMYHE Y JMIEH3HATa HA
npase COOCTBEHHOCTH WJIM HA HHOM 3aKOHHOM OCHOBAHHMH CPEICTB
U3MEPEHHH, COOTBETCTBYIOIMX TpeOOBaHMAM K HX TOBEpPKE,
IpenyCMOTpeHHbIM cratheii 13 denepansHOro 3akoHa OT 26 HIOHS
2008 1. Ne 102-03 «0O6 obecrnieyeHNH €IUHCTBA H3MEPEHHUI»,
TEXHMYECKUX CPEACTB H 00OpYIOBaHHsA, HEOOXOAUMBIX UL
TEXHAYECKOTO OOCIYXXHBAHUs 3asBJICHHBIX TPYNI MEIULIUHCKOM
TEXHHUKH TI0 KJ1acCaM IOTEHIMAIBHOTO PUCKA NPUMEHEHHs <*>

2.7

Komnuu 10KyMEHTOB, HOATBEP)KAAIOILMX HAJTMYHE Y IHILEH3HATA
CHCTEMBI MEHEKMEHTA KAQueCTBa, COOTBETCTBYIOLIEH TpeboBaHUAM
mesxrocynapeteensoro crangapra 'OCT ISO 13485-2017 <**>

2.8

Komnuu IOKyMEHTOB, TOATBEPXKIAIOIIMX HAIMYME Yy JIMICH3HATA
pabOTHUKOB, 3aKIIOYMBIIAX C JIMLEH3HATOM TPYAOBBIC IOTOBOPEL,
OCYILIECTBISIIOIMX ~TEXHHYECKOE OOCIyXKMBAaHHE MEIUIMHCKON
TEeXHUKH, HMMEIOIUX BHICIIEE WM CpeJHee NpodECCHOHAIBHOE
(TexHmueckoe) oOpaszoBaHue, CTAX PAGOTHI 10 CHEHHUAIBHOCTH HE
MeHee 3 JIeT M JONOJHHTENbHOEe NpodecCHOHANbHOE 00pa3oBaHHE
(HOBBILIEHHE KBATH(PUKAINH HE PEXKE OJHOTO pa3a B 5 JieT) B chepe
BBINOJIHAEMBIX pa0oT U OKa3bIBAEMBIX yCiIyT <**>

B cBSI3H ¢ H3MEHEHHEM NepPeYHs BBIIOJIHAEMBbIX PaboT (yCJayr), COCTABJIAIOMHNX
JHIEH3UPYeMblii BH/1 1eATeJbHOCTH, paHee He YKA3aHHBIX B JIHLICH3HH

HNPH OCYIIECTBJICHUH TEATECIbHOCTH 110 HNPOU3BOACTBY MeJ]l/ll.ll/lHCKOi/i TEeXHHKH

3.1

Komnuu JOKyMEHTOB, MOATBEPXKIAIOIMX HAJIMYKE Yy JIMIICH3HaTa Ha
npaBe COOCTBEHHOCTH WM Ha MHOM 3aKOHHOM OCHOBaHUH CPEACTB
M3MEPEHHH, IpeJyCMOTPCHHBIX  HOPMATHBHOM,  TEXHHYECKOH
JIOKyMEHTaIHell TPOM3BOUTENS H COOTBETCTBYIOIUX TPEOOBAHUSIM
K MX [IOBEPKE, MPELyCMOTPEHHBIM cTaTheil 13 denepaipHOro 3akoHa
or 26 wmoHa 2008 r. Ne 102-®3 «O6 obecneyeHHH €IUHCTBA
M3MEPEHHIT», TEXHUYECKUX CPEACTB U 000pyI0BaHHs, HEOOXOIUMbIX
IS OCYIIECTBJICHHS JIEATEILHOCTH MO IIPOU3BOJCTBY MEIMIMHCKOM
TEXHUKH <*>

3.2

Konuu 10KyMEHTOB, ITOATBEPKAAIOMKX COOTBETCTBHE IIPOM3BOJICTBA
TpeGoBanusaM MexrocyxapcrsenHoro cragaapra 'OCT ISO 13485-
2017 <*>

33

Komuu JOKYMEHTOB, MOJATBEPXKIAOMIMX HAIMYME Yy JHMICH3HATa
pabOTHUKOB, 3aKFOYMBIINX C JIMIEH3HATOM TPYIOBHIC NOTOBOPEI,
OTBETCTBEHHBIX 34 IPOM3BOACTBO ¥ KAUECTBO MEAUIMHCKON TEXHUKH,
MMEIONIMX BBICIIIEE WIIH cpeaHee MpodecCHOHANTBHOE (TEXHHYECKOE)
oOpaszoBanue, cTax pabOTHI 10 CHELHAIBHOCTH HE MCHEE 3 ger u
JIOTIONHATENbHOE TIpoheccuoHanpHOe 00pa3soBaHHe (ITOBBIIICHHE
KBaJM(HUKALUHA HE PEXe OJJHOTO Pa3a B 5 JIeT) B Chepe BHIIOTHICMBIX
paboT U OKa3bIBAEMEIX YCIIYT <*>

INPH OCYIECTBJACHHH A€ATEC/IbHOCTH 10 TEXHHYECKOMY Oﬁcﬂyﬂ(ﬂBaHl/llO MeIll/llll/IHCKOﬁ
TCXHHKHN

34

Konuu JOKYMCHTOB, HMOATBCPKAAIOIINX HaJIM4Me y JHUIOCH3NATa Ha
mpaBe COOCTBEHHOCTH WM Ha MHOM 3aKOHHOM OCHOBAaHUHU CPCIACTB
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M3MEPEHHH, COOTBETCTBYIOIIMX TPeOOBAHHAM K MX TOBEPKE,
IpeNyCMOTPEHHBIM cTaThell 13 PenepanbHOro 3aKoHa OT 26 HIOHA
2008 r. Ne 102-®3 «0O0 oOecrneqeHUn - €IUHCTBA H3MEPEHHI,
TEXHUYECKHX =~ CPEJCTB ¥ . OOOpYIOBaHHMS, HEOOXONUMBIX UL
TEXHHYECKOTO OOC/IY)KMBAHUS 3afBJICHHBIX TIPYIIl MEIULMHCKON
TEXHHKH 110 KJIACCaM MOTEHIIMATBHOTO PUCKA TPUMEHEHUS <*>

3.5 |Kommu  3KCIUTyaTallMOHHOH zxoxyMcHiaunH_ MPOH3BOIUTE]IS
MEIUIUHCKOH  TEXHUKH, HEOOXODMMOM Ui  TEXHHYECKOTO
0OCIy’)KMBaHHs 3asABJICHHBIX TIPYIIl MEIWIMHCKMX H3JIEIHH 110 |
K7accaM MOTEHIMAIBHOTO PUCKA IPUMEHEHUS <*> ..

3.6 |Konuu JOKyMEHTOB, MOATBEPXIAIOIMMX HAIMYAE y JMIECH3MATA
MEHe[DKMECHTA ~ KadecTBa, . COOTBETCTBYIOWIEH  TpeGoBaHHAM
mexrocyaapereentoro cragaapra FOCT ISO 13485-2017

3.7 |Komuu mMOKYMEHTOB, IMOATBEPXIAIONMX HAIHYME Yy JHICH3HATa
pabOTHHKOB, 3aKJIOYMBIINX C JMLEH3HATOM TPYAOBBIE IOTOBOPBHI,
OCYLIECTBISIOIMX TEXHUYECKOEe OOCITYKMBAaHHE MEIMIMHCKOM
TEXHHMKH, WMEIOIMX BBICIICC WJIH cpelHee NpodecCHOHATBHOE
(Texuuyeckoe) obpa3oBaHue, CTax pabOTHI 0 CHEUHAILHOCTH HE
McHee 3 JIeT M JONOJHUTENIbHOe TpodeccroHanibHoe 00pa3oBaHue
(noBBIIEHHE KBATU(UKAIIMH HE pexe OTHOTo pasa B 5 jieT) B chepe
BBIIOJHAEMBIX paGOT ¥ OKa3bIBAEMBIX yCIIyr <*>

4 | loBepeHHOCTH

JIOKyMEHTHI ¢ ' ) ' ' JIOKYMEHTBI TIPHHSLT
JIMLEH3HAT/IPeCTABATEND JIUIEH3UATa: ’ JIoJDKHOCTHOE i Poc3apasnajisopa:
(amunust, Msi, OTHECTBO (NPH HAIMUHH), . _(pamuus, UM, 0TYECTBO (NIPH HATTHYHH),
AOJKHOCTb, TIOJHCD) . JOMKHOCTb, MOJINKCH)
Jlara
(peKBU3KTHI JOBEPEHHOCTH) . Bxoasmmit No

~ KonuuecTBo nictoB

M.IT.

(npu HanU4uM)

<*> JIoKyMEHTbI, KOTOpPbI€ JHLEH3UAT JODKEH NPEACTABHTL CAMOCTOSATENbHO
<*%> J[OKyMEHTBI, KOTOPbI€ JIALIEH3MAT BNPaBE NMPEACTABUTH N0 COOCTBEHHOH HHULIMATHBE




3asiBjIeHHE

[Mpunoxenne Ne 3
K AIMHHUCTPATHBHOMY pernamenTy DeaepalbHON
cIy>k6bI 1o Ha30py B chepe 34paBOOXPAHEHUS 110

MPeI0CTaB/EHUIO TOCYAAPCTBEHHOH yCIYTH 1O
JAMUEH3UPOBAHUIO NEATEIBHOCTH 110 TIPOU3BOACTBY
1 TEXHUYECKOMY 00CNYKUBAHHUIO (33 UCKIFOUESHHEM
ClIy4asi, eciid TeXHHIeckoe 00CITyKUBaHHE
ocCytecTBIseTCA ANs 00ecnedeHnss COOCTBEHHBIX
HYX1 FOPHIMYECKOTO JINLIA WIIH HHAUBHLYAILHOTO
TpenpUHAMATENS) METUUAHCKON TEXHHUKH,

yTBEpKAEHHOMY MpHka3oM DenepanbHON CTy kOB
no /Han3o/;>y B cepe 3ApaBOOXpAHEHUS

ot « Uz 20& . Ne 7/{7/0/0

®opma
B ®EJIEPAJIBHY1O CJIYXKBY

IO HAZ3OPY B COEPE
31PABOOXPAHEHHUA

0 NpeKpalleHHH AesiTeIbHOCTH 10 MPOH3BOJACTBY H TEXHHYECKOMY 00C/1yKHBAHHIO
(32 MCKJII0YEHHEM CJTy4asi, eCIH TEXHHYeCKoe 00Cy)KHBaHHE OCYIeCTBJIsIeTCs ISl

oGecneyenus cOOCTBEHHBIX HY K/ IOPHAHYECKOro JIHLIA HIIH HHAHBHIYa/1bHOI0
npeANpPUHUMATE/IS1) MEAHIHHCKOH TEXHHKH

JIMIeH3ns Ha OCyIeCTBIEHHE AeATE/IbHOCTH 10 MPON3BOACTBY 1 TEXHHYECKOMY 00C/IyKHBAHUIO (32
HCKJIIOUCHHEM CJIyuas, eCJH TeXHH4YecKoe 00CTy)KHBAHHE OCYIECTBJIAETCH I O0ecmeueHus
cOGCTBEHHBIX HY K/ IOPHIMYECKOr0 JIHNA HIH HHIHBHIYaILHOr0 NPeANPUHAMATEIS) MeXNIHHCKOMH

TeXHHKH Ne OT « »
npexocTaBjIeHHas
(HaMMeHOBaHUE JIMLEH3UPYIOILEro OpraHa)
Ne n/m Tpebyembie cBeieHHSA CaeieHus 0 JHIECH3UATE
1 | OpranuzannoHHO-TIpaBoBas Gopma 1

[I0JIHOE HAUMEHOBAaHUE IOPUANIECKOTO
mna

damunus, UM, 0TYECTBO (TIPH HATHYIKH)
WHAABHIYAITBHOTO NPeAIPUHUMATE]IS

CokpalllcHHOE HaNMEHOBaHHE
IOPUAMYECKOTO JIMIIA (B ClIyYae, ECIH
HMEETCH)

JlaHHBIC JOKYMEHTA, y AOCTOBEPSIOMIECTO
JMYHOCTH MHJMBH/Y AIbHOTO
IpeANPUHUMATENS

OupMeHHOE HaAHMEHOBAaHHE
IOPUMIECKOTO JHIA (B CIIy4ae, eCIH
HMEETCsl)

Anpec MeCTa HaxXO0XICHHUA TOPUIAUICCKOTO
JTH1a
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AJpec MecTa JKUTENBCTBA
HHIABHIYTBHOTO IPEIIPUHIMATEIIS
(¢ yKa3aHHEM MOYTOBOT'O HHEKCA)

['ocyaapcTBEHHBIH peErHCTpaliMOHHBIH
HOMED 3aIUCH O CO3JaHHUH IOPHUYECKOTO
LA

['ocyaapcTBEHHBIH pErHCTPaLlMOHHBIH
HOMeEp 3alliCH O FOCyJapCTBEHHOM
perucTpanyy HHAUBULYAIBHOTO
HOpEIIPHHUMATEIS

JlaHHBIE JOKYMEHTA, TOATBEPHKIAIOIIETO
(dakT BHECEHUS CBEICHHH O FOPHANYECKOM
JIMIIC B €IUHBIHA IOCYJAPCTBEHHBIH PEECTP
IOPUINYECKUX JIHIL

JlaHHBIE JOKYMEHTA, MOATBEPKIAIOLIETO
¢axT BHECEHUS cBeleHH 00
WHMBUAYAIBHOM NPEIIIPHHUMATENE B
Enunblil rocyjapcTBEHHBIH peecTp
HHAHBHAYAIBHBIX NpeATIpHHUMATEINCH

Briman

(HauMeHOBAHHE OpPraHa, BBIAABLIETO JOKYMEHT)
Jlata BbIIaun

bnank: cepus Ne

WnenTrndukanioHHbIi HOMEp
HAJIOTOIJIATENbIIHKA

I[aHHBIe JOKYMCHTa O MOCTAaHOBKC
JHICH3Hara Ha YYET B HAJIOTOBOM OpraHe

Brigan

(HaMMeHOBaHHE OpraHa, BBIAABLIETO JOKYMEHT)
Jlata BrlIaun

bnank: cepus Ne

Azipeca MeCT OCYLIECTBIECHUS
JUIIEH3UPYEMOTO. BUJA ACATENBHOCTH H
nepedeHb paboT (YCIyr), 10 KOTOPEIM
TpeKpalaeTcs JeITebHOCTh

10

Jata akTHUECKOTO NpEeKpaILEHHs
JIMIEH3MPYEMOTO BUA JESTENbHOCTH

11

KonTaxTHbIif TenedoH nuieH3nara u
aJipec dIICKTPOHHOH! MOYTHI (B Cly4Yae,
€CJTH UMEETCA)

12

CDopMa IOJIy4YCHHUS TUICH3UATOM
YBCAOMIICHUS O PCIICHUH
JHUICH3UPYIOLICTO OpraHa

<*> Ha GyMaXHOM HOCHTEJIC HalIPpaBUTh
3aKa3HBIM IIOYTOBBIM OTHPABIEHUEM C
YBEIOMJIEHHEM O BPYYEHHH

<*> B dopme 2IEKTPOHHOIO JOKYMEHTA

«

(pamunnsn, uMs, OTUECTBO (MPK HATMYHMH) PYKOBOJMTENSA MOCTOAHHO ACHCTBYIOLIET0 HCMIONHKTENBHOTO OpraHa
FOPMANYECKOrO JINLA/ MHAMBHLY aJIbHOTO NPEANPUHAMATENA WK Y IOTHOMOYEHHOTO NPECTABHTEN OPHANYECKOTO

JULA/MHANBALY ATbHOTO NPEANPUHUMATENS)

» 20 I.

<*> HyxHoe yKa3aTh

(noanucey)

M.IL

(nipu Hanu4yKu)




3asiBjaeHue

IMpunoxenne Ne 4
K AAMUHUCTpaTUBHOMY periamenTy PeaepansHo
ciy>k6bl MO Haa30py B chepe 31PaBOOXPaHEHUS IO
TPEOCTABJIEHHIO rOCY AAPCTBEHHOM YCIYTH I10

JIMUEH3UPOBAHHIO NEATENIBHOCTH M0 APOU3BOACTBY
H TEXHUYECKOMY OOCITY)KHMBaHUIO (32 UCKIIFOUEHUEM

Cllyyasd, €Cid TEXHU4ecKoe 00CIyKUBAHHE

OCYIIECTBIIAETCA AN 00ecTieueHnst COOCTBEHHbIX

HY’ FOPUIKUECKOTO JIHLA UK HHAUBULYAILHOTO

npenpHHUMATEeNs) MEAULIMHCKON TEXHUKH,
yTBepXkKAeHHOMY npHKka3oM DenepanbHoii cayxObl

10 HaZ30py B C(epe 30paBOQXpaHEHHS

OT«% 77 20 At Ne A7)

dopma

B ®EJEPAJILHYIO CHYXKBY
HO HAJA30PY B COEPE
3IPABOOXPAHEHHWAA

0 Npe€aoCTABJICHHHA CBeJeHHH M3 peecTpa JHIEeH3HH

Noe i/m

Tpebyemble cBeIeHUS

HanmeHoBaHHE I0pUINZECKOTO JIHLIA
damunus, UMsi, OTHECTBO (IIPH HATTMYKK)
HHAUBUIYAIBHOTO MpeIIIPUHAMATENS
damuinus, UMs, 0OTYECTBO (PH HATUYMH)
({bU3HYECKOTrO JIMIA

CBeuemm 0 3asBHTC]IC

AJZlpec MecTa HaXOX/IEHK sl IOPUIHUYECKOTO
IMua

Agnpec MecTa )KUTEIbCTBA
HHIABHIYTBHOTO IIpeIIPUHEMAaTEN
AJnpec MecTa JKUTEIBCTBA (PH3HIECKOTO
Juna

[ocymapcTBEHHBI pETHCTPAMOHHEIH
HOMED 3aMUCH O CO3JaHHUN IOPHIHYCCKOro
nuia '
[ocymapcTBeHHBIH PETHCTPAMOHHBIH
HOMEP 3aIHCH O TOCY JapCTBEHHON ‘
perucTpanuu MH/IXBYY ATEHOTO
MIpeANpUHUMATENSL

JlaHHbIE JOKYMEHTA, YAOCTOBECPSIOIIETO
JUYHOCTb WHUBHAY AJIHHOTO
NpEeANPUHAMATENS

WnenTrudHKaHOHHBIH HOMED . -
HaJIOTOILIATENbIINKA |

dopma moyueHUs CBEACHHM U3 peecTpa
JIUIEH3HH o ~

<*> Ha 6yMa<HOM HOCHTEJIE JTMYHO
<*> Ha OyMa)XxHOM HOCHTEJIC HAIIPABUTh
3aKa3HBIM [TOYTOBBIM OTIPABICHHEM C
YBEIOMJICHHEM O BPYYEHHH

<*> B ¢opMe AIEKTPOHHOTO JOKYMEHTA
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IIpoiny mpeaocTaBHTh CBEZIEHUS O KOHKPETHOH JIMIEH3HH B BUJIE BBHIUCKH U3 PeecTpa JIMIECH3UH B
OTHOLICHUM JIMIEH3HH Ha OCYIIECTBIEHHE MEATETHHOCTH MO NPOM3BOJACTBY M TEXHHYECKOMY
o0cyXuBaHUIO (3a I/ICKH‘K)'RHHGM cliydasi, €CJIH TEeXHWUYECKOe O00C/IyKHBAaHHE OCYIIECTBIACTCH JUIA
obecrieyeHlss COGCTBEHHBIX HYXJ FOPUAMYECKOro JIMLA HIH HHIMBUIYATBHOTO MNPEeIPUHUMATENIS)
MEIMIUHCKOH TeXHHUKH No _ OT « » 20 r., mpenocTaBICHHOH

(noJiHOe HAaMMEHOBAMUE NHUIEH3UATA)

(bamuus, uMs, 0T4ecTBO (MPH HATUYHH) PYKOBOIUTENA NOCTOSHHO ACHCTBYIOUIETO HCTIONHUTEIBHOTO OpraHa
JOPHAMYECKOTO A/ MHAUBU /Y AJIbHOTO NPEANPUHUMATENS WIIH YIIOTHOMOYEHHOTO NMPEACTaRUTENS IOPHANIECKOTO
JMLA/WHANBUAYATLHOTO NPeANPUHUMATENS, (PH3NUECKOrO JINLa)

« » 20 T,

(moamnuch)
M.IL

(npy Hanu4KKM)

<*> HyxHoe yka3aTb
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[punoxenune Ne 5
K AIMHHHCTpaTHBHOMY pernamenty DejepanrbHoi
CIyK0bl1 MO HAI30pPY B cepe 31paBoOXpaHEHHs 110
NPEAOCTARICHHIO FOCY AAPCTBEHHOMH YCIyTH 1O
JTHLEH3UPOBAHMIO AEATENBHOCTH O NPOU3BOACTRY
H TEXHUUECKOMY 00CTYKHMBAHUIO (332 HCKIIFOUEHUEM
cllydasi, €C/d TEXHIUECKoe 00CITy KUBaHHE
OCYILECTBAETCA [T 00ecneueHns COOCTBEHHBIX
HYX1 KOPUIMYECKOTO JTHLA HWIH HHIMBHAYalbHOIO
HpEANPHUHUMATENA) MEAULIMHCKOH TEXHHKH,
yTBEPXKACHHOMY npHKazoM DenepajibHOH CiiyKObi

110 Ha30p ch)epe 311paBooxpaHeHmI
«gl / OALLE. Ne T &ﬁ

dopma

B ®EJEPAJIbHYIO CIYXBY
IO HAZI30PY B CO®EPE
3IPABOOXPAHEHMA

3asiBjieHHE |
00 ucnpaBJieHHH A0NMYUIeHHBIX ONeYaTOK H (HJIH) OLIMOOK B BHIAAHHBIX
B pe3yJbTaTe NpejocTaBJICHUA FOC}’IlapCTBeHHOﬁ YCIYIrd JOKYMEHTAX

HauMeHOBaHME IOpHAHYECKOro Jmina ((dammiusg, HMsS, OTYeCTBO (IpH HAIHYMH) WHIUBHAYAITBHOTO
TpeATPUHUAMATENA
AZpec MecTa HAxXOXICHHS IOPHAMYECKOrO JIMLA/afpec MeCcTa IKUTEIbCTBA HHJMBHAYAIbHOTO
IpeANpUHAMATENS
NHH
OI'PH/OI'PHHAII
AJpec 31eKTPOHHOM ITOYTHI
[Ipoury WCIPaBUTH B JIMLEH3HH HA OCYLIECTBIECHUE JAESTEILHOCTH MO MPOM3BOACTBY U TEXHHYECKOMY
06CIy)KMBaHHIO (32 MCKIIOYCHHEM CIIydas, €CNH TEXHWYECKOe OOCIIyNHBAHME OCYIIECTBIIACTCHA I
oGecredennsl COOCTBEHHBIX HYXI IOPHIMYECKOTO JHUA WM WHIMBUIYalbHOTO HpeAn pUHUMATEIA)
MEIMLHUHCKOM TEXHUKH «*» Ne OT « » 20 T. cAeayIoLIye ONeYyaTKd v
(vm) onOKH

(yKa3blBAIOTCS ONEYaTky 1 (M1H) OLUOKH)

(pamuus, UMs, 0TIECTBO (NPH HATTHYNH) PYKOBOJMTENS MOCTOSHHO ACHCTBYIOIIErO HCIIONHUTENBHOTO OpraHa
FOPUMYECKOTO JIMLA/MHMBHLYalbHOTO NPEANPHHUMATENS WIIH yTIONHOMOUCHHOTO TIPE/ICTABUTENS I0PHAUYECKOrO
JULA/BHANBALY ANBHOTO NPEANPUHUMATENA)

« » 20 T.

(moanuce)
M.IL

(NpH HANTMYMK)

<*> K 3a49BNEeHUIO NpunaraloTcs 10KyMEHTBI, ONCYaTKH H (I/IJ'll/l) omubKy B KOTOPBIX NOAJISKAT UCIIPABICHUIO




