006 yTBepxaeHuu Mono>KeHns o NMLEH3UPOBAHUMN TeXHUYECKOro
00Cny>XMBaHMA MeAULMHCKOU TEXHUKHU (3a UCKIloYeHueM
cJlyyas, ec/im YKa3aHHaa AeATesIbHOCTb OcyLlecTBaseTcs ans
obecneyeHns cOOCTBEHHbIX HYXKA, IOPUAUYECKOrO JINLLA UJTH
MHOMBUAYANILHOIO NpeanpuHUMaTens)

MocTtaHosneHue MpasuTenbscTBa Poccuinckon ®epepaumm - Ne 32 - o1 22.01.2007 - NMpaBuTensCcTBo PocCcUMnckomn
®epepaunm - YTpaTua cuny

MocTtaHoBneHue MpaBmTenbcTBa Poccunckon ®epepaumm ot 22.01.2007 r. Ne 32 (CobpaHue
3aKoHogaTenbCcTBa Poccuinckon degepaumm ot 2007 r., Ne 5, cT. 658)

NMPABUTEJIbCTBO POCCUCKOW ®ELEPALNN
MOCTAHOBJNEHWE

oT 22 aHBapsa 2007 r. N 32
r. MockBa

YTpaTuno cuny - NocTaHoBNeHME
MNpaBuTenbcTBa Poccninckon Pegepaunmn
o7 03.06.2013 r. N 469

06 yTBepxaeHun MoaoxXeHns o NNLLEH3MPOBAHNN TEXHUYECKOTO
06CNy)XMBaAHNS MeLNLIMHCKON TEXHWNKM (3a NCKITIOYEHNEM CllyYas, ecau
yKa3aHHas 0esaTenNbHOCTb OCYLLeCcTBAsSETCA ans obecneyeHuns
COBCTBEHHBIX HY)X[L OPUANYECKOr0 JIMLa WM UHANBUAYAbHOIO
npeanpuHUMaTens)

B cooTBeTCTBMM C DefiepalibHbIM 3aKOHOM "O NuLEeH3UpoBaHUN

OTOeNbHbIX BUAOB AesTensHoCTH" MNpaBnuTenbcTBo Poccuinckon degepaumm
nocTaHoBNAET:

1. YTBepanTb npunaraemoe Mono)eHne o MMLEH3NPOBAHUN

TeXHNYeCcKoro 06cnyXmBaHMa MeANLNHCKON TEXHMKN (3a NCKNOYEHNEM
Cnyyas, eciv yKasaHHasa 0eAaTenbHOCTb ocywecTeaseTca oas obecnevyeHuns
COBCTBEHHbIX HYX[, IOPUANYECKOro AnLa UIn MHANBUAYaNbHOIO
npeanpvHuMaTens).

2. [pn3HaTb yTpaTUBLLINMMK CUNY:

noctaHoBsieHe MpaBuTenbCcTBa Poccuinckon ®epepaumm ot

16 aBrycta 2002 r. N 613 "O6 yTBepxxaeHun MonoxxeHns o
JINLLEH3UPOBAHNMN TEXHNYECKOr0 06CNTYKMBaHUSA MEANLIMHCKON TEXHUKN (3a
NCKJIIOYEHMEM CNTy4aeB, KOrAa yKa3aHHaa AesATesIbHOCTb OCYLLeCTBAAETCA
Ans obecneyeHns coBCTBEHHbIX HYX [, LOPUANYECKOr0 ANLA UK
UHAMBUAYanbHOro npeanpuHumaTens)" (CobpaHne 3akoHoLaTeNbCTBA
Poccninckon ®egepaunn, 2002, N 34, cT. 3302);

NyHKT 105 n3meHeHnn, KOTOpble BHOCATCS B NocTaHoBNeHMsA CoBeTa
MwuHuncTpos PCOCP, Mpasutensctea PCOCP n MNpaBuTenbscTBa Poccninckon
®epepalimm, KacaoLwmecs rocyiapCTBeHHON perncTpaLmm 1puanyecknx nuu,
yTBEPXAEHHbIX NOCTaHOoBNeHUeM MpaBuTenscTBa Poccunckon ®epepaumm ot
3 okTa6psa 2002 r. N 731 (CobpaHue 3akoHoAaTeNnbCTBa Poccuiickom
®epepaumm, 2002, N 41, cT. 3983).

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp.1m35



Mpencenatens MpaBuTtenscTea
Poccuinckon ®epepaumm M.Opankos

YTBEPXXOEHO

NMOCTaHOB/IEHNEM npaBMTeﬂbCTBa
Poccuinckon ®epepauun

oT 22 aHBaps 2007 r.

N 32

MONOXEHMWE

0 NINLIEH3MPOBAHNN TEXHUYECKOr0 06CyKNBaHNA MeANLIMHCKON

TEXHUKW (3@ MCKIIIOYEHNEM CyYas, eC/iM YKa3aHHas OesaTeNbHOCTb
ocyulecTsadeTcs 4na obecneveHns cOBCTBEHHbLIX HYX A, IOPUANYECKOro anLa
AN MHOUBWAYaANbHOMO NPeanpuHNMaTens)

1. HacTosiwee Mono)xeHne onpegenseT nopsnoK AMLEH3MPOBaHNS
TeXHUYeCcKoro 06cnyXnBaHMa MeANLNHCKON TEXHUKN (33 UCKTHOYEHNEM
Cnyyas, eciv yKasaHHas 0edaTelbHOCTb ocylecTenseTca ons obecnevyeHus
COBCTBEHHBIX HYX [, OPUANYECKOrO JiMLa NN MHAMBUAYAbHOIO
npeanpuHuMaTens) (fanee - TexHMYeckoe 06CnyXnBaHne MeanLMHCKON
TEXHWKW), OCYLLECTBASEMOro PUANYECKMMMN ANLAMW N MHANBUAYAJSIbHBIMA
npegnpuHuMaTensamm.

2. InueH3MpoBaHNE TEXHNYECKOr0 06CyXMBaHNA MeANLNHCKON

TexXHUKKN ocyllecTeaseTcs PegepansHoi cnyxboi no Haa3opy B cepe
3[paBoOXpaHeHns (fanee - MNLEH3NPYIOWNIA OpraH).

3. JInueH3Ma Ha OCyLLEeCTBIEHNE OeATEeNbHOCTM M0 TEXHNYECKOMY
06CNY>XXMBaAHUIO MEANLIMHCKON TEXHMKN NpeaocTaBnseTcs Ha 5 net. Cpok
LENCTBUSA IMLLEH3UN MOXXET BbITb NPOAJIEH B NOpsAAKe, NPeayCMOTPEHHOM
ANs nepeoopMIEHNS NLEH3NN.

4. TexHnyeckoe 06CnyKMBaHNE MEQULMHCKON TEXHUKMN BK/OYAET B

cebs nencTens No NoAAEP)XaHNIO U BOCCTAHOBAEHUIO UCMPABHOCTU U
paboToCNOCOBHOCTY MEAULIMHCKON TEXHMKM NPY €e NCMOJIb30BaHMM MO
Ha3Ha4yeHuo.

5. InueH3MOoHHbIMK TpeboBaHMAMN 1 YCIOBUSIMUN NPU OCYLLLECTBIEHNN
AeATeNbHOCTU MO TEXHNYECKOMY 06CNTYXMBAHWIO MEANLNHCKON TEXHNKN
ABSIAOTCS:

a) Hann4me y conckaTens MnUeHsnn (MMueHsnaTa) NpuHaaiexalymx

€My Ha npaBe cOBCTBEHHOCTU NAM Ha UHOM 3aKOHHOM OCHOBaHWK
nomMelleHnn n obopynoBaHms, He0BXOAUMBIX IS OCYLLECTBAEHNS
JIMLEH3UPYEMON LeAaTeNbHOCTH;

6) cobnioneHne nuueH3naToM TpeboBaHNA HOPMATUBHON, TEXHNYECKON

N 3KCMJIyaTaluMOHHON OOKYMEHTaLMK Ha obCnyXnBaHne MegnumMHCKON
TEXHUKW,

B) HaJIMyMe y CoMcKaTens NNLeH3nmn (NMueH3naTa) HeobxoAnMbIX

CpencTB U3MepeHuin, COOTBETCTBYOWMX TpeboBaHMAM, NpeLyCMOTPEHHbIM
NyHKTOM 1 cTaTbh 9 ®enepanbHOro 3akoHa "O6 obecnevyeHUn eanHCTBA
n3mepeHun";

) Ha/M4mne y comckaTens MMueH3um (nueH3mnaTa) CneymanmncTos,
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OTBETCTBEHHbIX 33 TEXHUYECKOE 06CNYXKMBAHNE MELNLIMHCKON TEXHWNKHA,
MUMeILLNX BbICLLEe UK cpefHee NpodecCMoHalibHoe (TexHu4eckoe)
obpa3oBaHme 1 cTax paboTbl MO COOTBETCTBYIOLWEN CNELNaSbHOCTY He
MeHee 3 neT;

[1) NOBbILLEHNE HE pexe 0AHOro pasa B 5 neT keanupukaumm
CNeunanncToB B COOTBETCTBMM C BUAAMM 06CNY)KMBAEMOWN MeANLNHCKOW
TEXHUKMW.

6. OcyLLeCTB/IEHNE NNLIEH3NPYEMON AEATENLHOCTN C rpybbIM

HapyLleHNeM NNLLEH3NOHHbIX TpeboBaHM 1 yCIOBUIA BNieYeT 3a cobon
OTBETCTBEHHOCTb, YCTAHOB/IEHHYIO 3aKOHOAaTebCTBOM PocCMNCKon
®epnepaumm. Mpn 3ToM nog rpybbiM HapyLLeHNEM NMOHMMAETCSA HEBLIMOJHEHNE
nnueH3maToM TpeboBaHW 1 YyC0BUIA, NPeayCMOTPEHHbIX

nognyHkTamm "a" - "B" nyHkTa 5 HacToswero MosioxxeHuns.

7. Ons NosyvyeHUs IMLEH3UN Ha OCYLLeCTBIeHNe OeATeNbHOCTHY Mo
TexHn4eckomy 06CnyXMBaHNIO MEONLNHCKON TEXHWKIN COUCKaTeNb ANLLEH3MN
HanpasaseT Uan nNpeacTasaseT B IMLEH3UPYIOLWMIA OpraH 3asaBJieHne n
LOKYMEHTbI (KOMWN OKYMEHTOB), yKa3aHHble B MyHKTe 1 cTaTby 9
depepanbHoro 3akoHa "O IMUEH3MPOBaHMUN OTAeIbHbIX BUA0B
HeaTenbHOCTN", a TakXe Komnuu:

a) LOKYMEHTOB, NOATBEPKAALLNX NPaBO COBCTBEHHOCTW MU UHOE
3aKOHHOE OCHOBaHMeE NCMOJb30BaHNS NOMeLLeHN 1 060pyLOBaHNS ANs
OCYLLECTB/IeHNS IMLEH3NPYEMON AeSTENbHOCTY;

6) BOKYMEHTOB, MOATBEPXAAOLLNX COOTBETCTBYOLWMNE NNLEH3NOHHBIM
TpeboBaHWAM 1 YCNOBUSM KBanMrKaLmio 1 CTax paboTbl CneunanncTos,
OTBETCTBEHHbIX 33 TEXHUYECKOE 06CNYXKMBAHNE MELNLIMHCKON TEXHWNKU;

B) LOKYMEHTOB, CBUAETENbCTBYIOWNX O MOBEPKE CPeacTB U3MepeHui B
cooTBeTCTBUM C TpeboBaHNAMM cTaTbh 1 PefgepanbHOro 3akoHa "06
obecnevyeHnn eaUHCTBa N3MepeHnin".

8. Ab3au. (YTpaTun cuny - NoctaHoBneHne MNpaBUTeNbCTBA

Poccninckon ®eagepaunn ot 02.09.2009 r. N 718)

JNlnueH3smpyrowmn opraH He Bnpase TpeboBaTb 0T coMckaTens

JINLLEH3UN NpeacTaBNeHNs LOKYMEHTOB, He MPeayCMOTPEHHbIX HAaCTOALWMM
MonoxeHnem.

9. MNpwn paccMOTPeHUM 3asBJIEHUS O NPeLOCTaBEHUN JINLLEH3UN
JINLLEH3UPYIOLLWIA OpraH NpoBOAUT MPOBEPKY MOAHOTLI U OCTOBEPHOCTHU
CBEAEHNIN 0 COMCKaTeNe IMLEH3MMN, COLEPXKALLUXCS B NPeAcTaBlEHHbIX B
COOTBETCTBUMN C MYHKTOM 7 HacTosAwero MonoXeHns 3asasiaeHnmn m
LOKYMEHTAaX, a TakXxe NpoBepKy BO3MOXXHOCTU BbIMOJIHEHNSA COUCKATeN1IeM
JINLLEH3UN NNLEH3NOHHbBIX TpeboBaHNA 1 yCNOBUN.

MpoBepka NOSHOThI 1 4OCTOBEPHOCTY YKa3aHHbIX CBELEHWNI

NPOBOAUTCS NYTEM COMOCTABIEHUS CBEAEHUI, COLEPXaLLUXCs B
LOKYMEHTax, NnpeAcTaBAeHHbIX COMCKAaTENEM JIMLLEH3UN, CO CBEAEHUAMN,
cogepxalwimmucs B EQUHOM rocyiapCTBEHHOM peecTpe Iopuandecknx any, nim
B EAMHOM rocygapCTBEHHOM peecTpe MHAMBUAYAJbHLIX NMpeanpuHuMaTenen,
KOTOpble NPefoCTaB/ATCA IMLEH3UpYoWeMy opraHy ®efepanbHow
Hanorosou cny>boln B nopaake, ycTaHoBAEHHOM [paBUTENbCTBOM
Poccuinckon degepaunn.

lpoBepka BO3MOXHOCTU BbIMOJHEHUS COMCKATENEM JINLLEH3UN
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JINUEH3NOHHBIX TPebOBaHNIA U YCNOBUIA MPOBOAUTCA JNLEH3NPYIOLLMM OPraHOM
B COOTBETCTBUY C TpebOBaHMAMM, YCTAaHOBAEHHLIMW AN OpraHu3aumum un
nposefeHnsa nposepok denepasibHbIM 3aKOHOM "O 3aLlLnMTe NpaBs PULNYECKUX
ML M MHAMBUAYaNbHBIX NpeanpuH1UMaTesen npy ocyLecTBIeHnm
roCyZapCTBEHHOIr0 KOHTPOJIA (Haf30pa) M MyHULMNANBHOMO KOHTpONs".

10. B cnyyae yTpaTbl LOKYMEHTa, NOATBEPXKAAIOLWEr0 Ha/ln4me

NNLEH3MK, NLLEH3MAT UMeeT NpPaBo Ha NonyvyeHue ero aybankara.
JInueHsnaT umeeT NpaBo Ha NoJlyYyeHne 3aBepeHHbIX JINLEH3UPYIoLW M
OpraHoM KOMnui LOKYMEeHTa, NoOATBEPXKAAIOLLEro Hann4me anLeH3nu.
OybnukaT nnm Konus NOATBEPXXAAIOLLEr0 HalM4me IMLEeH3UN OKYMEeHTa
npefocTaBnseTcsa NMUeH3naTy B TedyeHue 10 gHen ¢ faTbl NonyyYeHns
JINLLEH3UPYIOLLMM OPraHOM COOTBETCTBYIOLLErrO MMCbMEHHOM O 3asB/1eHMS.
JybnnkaT [oKyMeHTa, NOATBEPKAAOLEr0 HaM4Yne INLLEH3UN,

ohopmnsaeTcs ¢ noMeTKon "aybnnkat" B 2 ak3eMnaspax, OAUH N3 KOTOPbIX
BpPYyYaeTCs AULEH3naTy, APYron XpaHUTCS B INLEH3MOHHOM fene
JINLLEH3UPYIOLLEr0 OpraHa.

11. NHdopMaLma, OTHOCALLAACA K OCYLLECTBAEHMIO TNLEH3NPYEMON
AesaATeNbHOCTN, NPeayCMOTPEHHaAs NYHKTOM 2 CTaTbh 6 U MYHKTOM 1

cTaTbh 14 ®PepepanbHOro 3akoHa "O NMLEH3MPOBaHUN OTAENbHbLIX BUAOB
AeaTenbHOCTN", pa3MeLllaeTcs B 04HOM U3 onumanbHbIX MHGOPMaLMOHHbIX
pecypCcoB NNLEH3NPYIOLWEro OpraHa B TedeHue 10 gHen ¢ gatbl:

a) ouumanbHOro onybankoBaHUs HOPMATUBHbIX MPABOBbLIX aKTOB,
yCTaHaBAMBawLWMX 0b6s3aTenbHble TpeboBaHNS K MMLEH3MPYEMOIA
neATeslbHOCTY;

6) NPUHATUS NNLEH3UPYIOLLUM OPraHOM PELLEHNS 0 NPeLoCTaBAeHUN,
nepeotopMAEHUN NLEH3MIN, MPUOCTAHOB/IEHUN, BO30OHOBEHUN ee
NencTeuns;

B) nony4eHns oT PenepanbHON HaNoroBom cnyxbel CBeAEHUIA O

JINKBM LALLM IOPUONYECKOr0 JNLa UKW NPeKpaLleHnn ero 4eaTeNbHOCTU B
pe3ynbTaTe peopraHu3aunn, 0 NpekpawleHum Gusnyecknm anLom
LeATeNIbHOCTU B Ka4eCTBe UHAMBUAYANbHOrO NpeanpuHnuMaTens;

) BCTYMJIEHUS B 3aKOHHYIO CWJTY peLleHmns cyfa o6 aHHynmpoBaHun
JiMueHs3uu.

12. JINLLEH3NOHHBIN KOHTPOJIb 33 CObN0AeHNeM NNLLEH3NATOM

JINUEH3MNOHHBIX TPeb0BaHNA 1 YC/IOBUIA OCYLLECTBAAETCS B NOPALKE,
npenycmoTpeHHoM ®efiepanbHbiM 3aKoHOM "O 3alumTe nNpas pUANYeCKnX JnL
N MHOMBMAYANbHbIX NpeanpuHMMaTenen Npu ocyLwecTBAeHNN
roCyfapCTBEHHOr0 KOHTPOASA (HaA30opa) U MyHULMNAaNbHOro KOHTposia",

13. MpuHATUE NNLEH3UPYIOLLMM OpPraHOM peLleHns 0 NpefocTaBleHnn
nnueH3snmn (06 0TKase B NPefoCTaBAEHNMN TNLIEH3NN), NePeothopMIIEHNN,
NpMOCTaHOBNEHMM, BO30OHOBNEHMMN ee AeNCTBUS, a TakXXe BeAeHne

peecTpa AuLEeH3MN N NpeaocTaBleHne CBEAEHNN, COAeP)KaLLUXCA B peecTpe
JNNLEH3MIA, OCYLLECTBASIOTCSA B NOPAAKE, YCTaHOBNEHHOM DefepanbHbIM
3aKOHOM "O NMLEH3MPOBaHUM OTAENbHbIX BUOOB OEeATESIbHOCTK",

14. 3a npefoCTaBAeHNE NNLEH3NPYIOLWMM OPraHOM JINLEH3MNN,
nepeodopmsieHe [OKYMEHTa, NOATBEPKAAOLEr0 Halnine JIMLLEH3NN, Bbiavy
nybnukaTa LOKYMeHTa, MOATBEPXAAIOLLEr0 HaMymne NNLEH3UN, N NPOLJSIEHNE
CpOKa AeNCTBUSA NULEH3MMN yNa4YnBaeTCsA rocyaapCTBEHHas NoLWAnHa B
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pa3mepax U NopsAKe, KOTOpPblE YCTAHOBMEHbI 3aKOHOAATEIbCTBOM
Poccuiickon denepaumm o Hanorax u cbopax.
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