IMPABUTEJIHCTBO POCCHHUCKOHN ®EJIEPAITAN
MOCTAHOBJIEHUE |

ot 30 urous 2021 r. Ne 1066

MOCKBA

O ¢denepanbHOM rocyjapcTBeHHOM KOHTpoJIe (Haa3ope)
3a oOpalmieHueM MEeJULHHCKHX H3Ie/THi

B coorBercTBUM C dYacTeio 5 cratbu 95 @dexpepanpHOro 3akoHa
"O6 ocHOBax OXpaHBl 370pOBbsi TIpaxaaH B Poccuiickoit ®Pepeparun”
ITpaButensctBO Poccuiickol @enepallui N0 CTAHOBJASA €T :

1. YTBepauTs npunaraemsie:

[lonoxxeHue o QenepanbHOM TOCYJAPCTBEHHOM KOHTposie (Haa3ope) 3a
oOpalieHeM MEIUIMHCKUX U3JIEIH;

nepedeHb yTpaTUBLIMX cHily aktoB [lpaButensctBa Poccuiickoii
Qenepalyi.

2. YcTaHOBUTB, 4YTO IUIAHOBBIE MPOBEPKH, BKJIFOYEHHBIE B €XKETOJHBIM
IUIaH MPOBEJEHUS JIAHOBBIX IPOBEPOK IOPUANUYECKUX JIML U UHIUMBUIYATbHBIX
npeanpuaumaresned Ha 2021 rox, U BHEIJIAHOBbIE MPOBEPKH, JaTa Hadaia
KoTopeIx Hactymaer mnozxe 30 wmrons 2021 r., nposoasarcs PeaepanbHoit
cny00i 1O Haa3opy B cdepe 3IpaBOOXpPaHEHHS B COOTBETCTBHH C
[TonoxxeHueMm, yTBEpKAEHHBIM HACTOSIIIIUM [MOCTAHOBIIEHUEM.

3. Hacrosiee noctaHoBieHue BCTynaeT B cuity ¢ 1 utosst 2021 r.

[Tpencenarens [IpaBute

Poccuiickont @enepa M.Muuryctux
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VTBEPXJIEHO

noctaHoneHueM [ IpaButenscTBa
Poccuiickoit @epeparuu
otT 30 nroust 2021 r. Ne 1066

HOMJOXEHMUE

o ¢enepaJibHOM rocyaapcTBEHHOM KOHTpoJIe (Haa3ope)
3a oOpaleHHeM MeTHIIHHCKUX U3JeJTni

OO0me mosoXeHus

1. Hacrosiimee [lonoxenue ycraHaBiMBaeT TMOPSAOK OpraHU3alluu
U OCYUIeCTBICHUs (elepallbHOrO TOCYyJAapCTBEHHOTO KOHTpPOJs (Haa30pa)
3a oOpallleHneM MeIMIMHCKUX W3MeIui (Jaee - rocyJapCTBEHHBIH KOHTPOJIB).

2. llpenMeToM rocy1apCTBEHHOI'O KOHTPOJIS SIBJISIFOTCS

a) cobmoieHne 00s3aTeNbHBIX TpeOOBaHU K 00pallleHuI0 MeIULIMHCKUX
W3JeNIUi, B TOM YHCJIE:

TpeOOBaHUH K TEXHUYECKHUM  HCIBITAHUSM, TOKCHKOJIOTHYECKUM
UCCJIEIOBAHUAM, KIMHUYECKUM HCHBITAHUSM, MPOU3BOACTBY, HM3TOTOBJIEHHIO,
BBO3y Ha Tepputopuro  Poccuiickoit =~ ®enepauuu, MNOATBEPXKAEHUIO
COOTBETCTBHUS, XPAHEHUIO, TPAHCIOPTUPOBKE, peali3allii, MOHTaXy, HalaaKe,
MIPUMEHEHHIO, 3KCIUTyaTalluy, BKJIrOUYas TeXHU4YECKoe OOCIyKUBaHUE, PEMOHT,
YTUIIU3ALUI0 U YHUYTOXECHHE;

TpeOOBaHUN K Ka4yecTBY, 0€30MacHOCTH U 3()PEeKTUBHOCTH METUIIUHCKUX
U3JEHi, HaxoOAIMXcs B oOpalennn Ha teppuropuu Poccutickoii @enepanuy;

0) cobnozieHHe  JIMLEH3UOHHBIX TpeOOBaHM K JEeATEJbHOCTH IO
MPOH3BOJICTBY U TEXHUUYECKOMY OOCIYyXWBaHHIO (32 HCKIIOUYEHUEM CiIydvas,
eClid  TeXHH4Yeckoe O0OCIyXKHMBaHHE OCYHIECTBIseTCS I oOecrnedeHus
COOCTBEHHBIX  HYXJ  IODHAMYECKOrOo  JMUA MWIM  UHIUMBULYaAJIbHOIO
npeIpruHIMATENS ) MEIULUHCKON TEXHUKU;

B) coOoieHne TpeOoBaHMi K TIpeI0CTaBIeHUIO CyObeKTaMu OOpalieHusI
MEOUIMHCKUX  M3Jenuid uHQopMamuu O MEAMLHMHCKUX H3ACNUSX B
cootBetrcTBHU ¢ DeaepanabHbIM 3akoHOM "OO OCHOBaX OXpaHBbI 3/I0POBbS TPaKIaH
B Poccuiickoit ®enepanun';
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I') UCIIOJIHEHHE peIleHUH, MPUHUMAEeMbIX [0 pe3yibTaTaM KOHTPOJIBHBIX
(HaI30pHBIX) MEPOTIPUSATHH.

3. I'ocynapcTBeHHBIM KOHTpOIb ocyllecTBisieTcss PenepanpHoit cimyx6oit
II0 Haza30py B cdepe 3ApaBOOXpAHEHUS U ee TePPUTOPUATIBHBIMH OpraHaMu
(mamee - oprad rocy1apCTBEHHOTO KOHTPOJIS).

4. IOTKHOCTHBIMM ~ JIMLIAaMH  OpraHa TOCYAapCTBEHHOTO KOHTPOJIS,
YIIOJIHOMOYEHHBIMM Ha  OCYIIECTBICHHE TOCYHapCTBEHHOTO  KOHTPOJS,
ABIISIOTCS:

a) pyKOBOAMTEID (3aMECTUTENIb PYKOBOIUTENA ),

0) IOMDKHOCTHBIE JIMLIA, B JOJDKHOCTHBIE OOS3aHHOCTH KOTOPBIX B
COOTBETCTBUU C JOJDKHOCTHBIM PETJIaMEHTOM WU JOJDKHOCTHOW MHCTPYKLHEH
BXOIHUT OCYIIECTBJEHHUE ITOJHOMOUMH MO OCYIIECTBICHHUIO I'OCYIapCTBEHHOTO
KOHTPOJII, B TOM 4YHCJI€ IPOBEICHHE NPOOUIAKTHUECKHX MEpONPUITHH U
KOHTPOJIbHBIX (HaA30pHBIX) MEPOIIPUSITHUH.

5. JIoJOKHOCTHBIMH JIMLIAMH, YIIOJHOMOYEHHBIMH Ha MPUHATHE peIleHUi
O TMpPOBEACHHWM KOHTPOJBHBIX (HAH30PHBIX) MEPONPHUATHH, SBISIOTCS
PYKOBOJMTENb (3aMEeCTHTENh pPYKOBOOHUTENs) OpraHa rocydapCTBEHHOrO

KOHTPOJIA.
6. K OTHOLICHUAM, CBA3aHHBIM C OCYLIECTBICHHEM IOCyIapCTBCHHOIO
KOHTPOJIA, MPUMCHSIOTCA ITIOJIOXKXCHUS qbenepaﬂbnoro 3aKOHa

"O rocynapCTBEHHOM KOHTpose (Haa3ope) M MYHHUIMIAIGHOM KOHTPOJE B
Poccutickoit @enepaunn’.

7.1lpaBa W 00S3aHHOCTU WHCIIEKTOPOB YCTAHOBIJICEHBI CTaTbeit 29
QenepanbHoro 3akoHa "O rocynapcTBEHHOM KOHTposie (Haa3ope) W
MYHUIMITAIEHOM KOHTpoJie B Poccutickoit @enepanun’.

OO0BeKThI roCcy 1apCTBEHHOI'O KOHTPOJIS

8. OpraH rocy1apcTBEHHOIO KOHTPOJIS OCYIIECTBIISET IOCyNapCTBEHHBIN
KOHTPOJIb 32 CIEAYIOIIMMH O00BeKTaMHu (fanee - o0BEKThl rOCYIapCTBEHHOTO
KOHTPOJIS):

a) NesITeIbHOCTD IOPUANYECKUX UL U VH/IABUAYaIbHBIX
npennpuHUMaTele (Jajee - KOHTpOJHpyeMble JHla) B cdepe obpalieHus
MEeIUIUHCKUX U3ETHi;

0) pe3yabTaThl AESITENbHOCTH KOHTPOJINPYEMBIX JIHII;

B) 34aHHS, IMOMELICHUS, COOpYXeHUs H 00OpydoBaHHE, K KOTOPHIM
NpeabsIBIAIOTCS  obs3arensHble  TpeboBaHHUA, HCIIONIb3yeMBbIe npU
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OCYIIIECTBIICHHH [eATeNIbHOCTH B cdepe obpallleHHMs MeIUIMHCKUX H3IEIHi
(manee — MPOU3BOACTBEHHBIE OOBEKTHI).

9. YyeT O0OBEKTOB TOCYZapCTBEHHOI'O KOHTPOJS  OCYIIECTBIISIETCS
nocpencTBoM cbopa, o6paboTky, aHanu3a U ydeTa HHGopManuu o6 oObekTax
roCyIapCTBEHHOTO KOHTPOJISI, IIPEACTaBISIEMOM OpraHy TIOCYJapCTBEHHOI'O
KOHTPOJISI B COOTBETCTBHM C HOPMAaTUBHBIMHM IIPaBOBBIMHU akTaMu Poccuiickoit
@enepanuy, uHbOpMalUy, [OJNy4aeMOH B paMKaX MeEXBEJIOMCTBEHHOTO
B3aMMOJEHCTBHSA, a Takke 00IenoCTyTHOW nHpopMaIK 6e3 B3auMOJSHCTBHS
C KOHTPOJINPYEMBIMU JINLIAMH.

YnpaBneHue pruckaMy IpUINHEHUs Bpena (yiiep6a) oXpaHsieMbIM 3aKOHOM
IIEHHOCTSM IPH OCYIIECTBICHUH rOCYJapCTBEHHOTO KOHTPOJIA

10. T'ocynapcTBeHHBIM KOHTPOJIb OCYIIECTBIISIETCS Ha OCHOBE yIIPaBJICHUA
pHCKaMM NpUYrHeHUd Bpena (ymepba).

11. ®enepanbHas ciyxba Mo Hag3opy B cdepe 34paBOOXpaHEHUS IIPU
OCYIIIECTBJICHUU rocyJapCTBEHHOTO KOHTPOJS OTHOCHUT O00BEKTHI
rOCyIapCTBEHHOTO KOHTPOJISI K OJHOM M3 CIENyIOIIMX KaTeropHi pHCKa
NpUYUHEeHHS Bpea (yuepba) (najee - KaTerOpUH pUCKa):

a) 3Ha4YUTENbHBIN PUCK;

0) cpeaHult puUCK;

B) YMEPEHHBIN PUCK;

I') HU3KUH pHUCK.

12. OtHeceHre 00BEKTOB IoCyJapCTBEHHOTO KOHTPOJISI K OIpeaeleHHOMH
KaTeropuy pHUCKa OCYIIECTBISAETCS Ha OCHOBAaHWM KpHUTEpPHUEB OTHECEHUS
00OBEKTOB  [EATENIbHOCTH  IOPHUAMYECKMX  JUL M HWHIWBHUIYaJbHBIX
npeIrpHHAMaTeNelf, OCYIIeCTBISIOMUX NEATENbHOCTh B chepe obpaleHus
METUIHMHCKUX U3IEeIUNA, yCTaHOBIEHHBIX COTTIACHO MPHIIOKECHHIO.

OenepanpHOd ciyx060if 1o Hamzopy B cdepe 3ApaBOOXpaHEHHUS
OCYIIECTBIIAIETCA IIEPEeCMOTpP KaTeropuH pPHUCKa, NPUCBOCHHON paHee OOBEKTY
roCyIapCTBEHHOTO KOHTpOJIS, B TeUeHHE 5 pabouux NHER cOo IHA MOCTYILICHUS
CBEJICHHM O COOTBETCTBUU OOBEKTa TOCYIJAapPCTBEHHOI'O KOHTPOJS KPUTEPHSIM
pUCKa HWHOM KaTeropuu pHcka MO0 00 H3MEHEHUWH KpHTEpHUEB pHUCKa B
COOTBETCTBHH C KPUTEPHUAMHU OTHECEHUS: 0ObEKTOB rOCYJapCTBEHHOTO KOHTPOJISA
K KaTeropusM pHCKa, IPEAYCMOTPEHHBIM MPHIOXKEHHEM K HacTOAIeMy
ITonoxenuro.
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YyeT puckoB npuurMHEHUs Bpeaa (yuiepda) oxpaHseMbIM 3aKOHOM LIEHHOCTSIM
[IpU NIPOBECHUH KOHTPOJbHBIX (HAJJ30PHBIX) MEPOIIPUSTHIA

13. Buapl MnaHOBBIX KOHTPOJNBHBIX (HAA30pHBIX) MEPONpUSATUNR B
OTHOIIEHUH OOBEKTOB TOCYAapCTBEHHOTO KOHTPOJS B 3aBHCHMOCTH OT
NPUCBOEHHOW KaTErOPUH pUCKa U MEPUOJAUYHOCTD UX MPOBEEHUS:

a) Il  KaTeropud 3HAUUTENBHOTO pUCKAa OOHO M3  YKa3aHHBIX
KOHTPOJBHBIX (Ha/J30pHBIX) MEPONPUATHIA:

VHCIEKLIMOHHBIN BU3UT - OOWH pa3 B 4 roxa;

BbI€3/IHAs IPOBEpKa - OOWH pa3 B 4 rojia;

KOHTPOJIBHAS 3aKyTKa - OJIUH pa3 B 4 roaa;

BEIOOPOYHBINM KOHTPOIIb - OJIUH pa3 B 4 roja;

0) IU1s1 KaTeropud CpeAHEero pucKa OJHO M3 YKa3aHHBIX KOHTPOJIBHBIX
(HaA30pHBIX) MEPONPUATHMA:

MHCIIEKLIMOHHBIN BU3UT - OJMH pa3 B 6 JIET;

BBIE3/IHAsI IPOBEPKA - OJIUH pa3 B 6 JieT;

KOHTpOJIbHAs 3aKyIIKa - OJIUH pa3 B 6 JIeT;

BbIOOPOYHBIM KOHTPOJIb - OZUH pa3 B 6 JieT;

B) JUIsl KAaTETOPUX YMEPEHHOTO PUCKA OJIHO U3 YKa3aHHBIX KOHTPOJBHBIX
(HaA30PHBIX) MEPONPUATHM:

UHCTIEKLIMOHHBIN BU3UT - OAUH pa3 B 6 JIeT;

BbI€3/IHAs POBEPKA - OIUH pa3 B 6 JieT;

KOHTPOJIbHAS 3aKyTIKa - OJIUH pa3 B 6 JIET;

BBIOOPOYHBIA KOHTPOJIb - OJIUH pa3 B 6 JieT.

14. B oTHOILIEHUH OOBEKTOB IrOCYIAPCTBEHHOTO KOHTPOJISl, OTHECEHHBIX K
KaTeropuy HU3KOI0 PUCKA, MNIAHOBBIE KOHTPOJIbHBIE (HA30pHbIE) MEPOIIPUATHS
HE IPOBOJSATCA.

[IpodunakTuka puckoB MpuIHHEHUS Bpea (yuiepOa)
OXpaHSEeMBIM 3aKOHOM L[EeHHOCTAM

15. Opran  rocyaapCTBEHHOTO  KOHTPOJSL ~ €XEroJHO  YTBEpXKIaeT
nporpaMmy Nnpo(QpUIaKTUKH PUCKOB MpuuHHEeHHS Bpeda (yuiepba) oXpaHsieMbIM
3aKOHOM IIEHHOCTSIM, KOTOpas pa3MelaeTcss Ha ero OQHIHAIbHOM caiTe
B MH(OPMALMOHHO-TEIEKOMMYHHUKalIMOHHOW ceTu "WHTepHer" (manee - ceTh
"UuTepHet").

16. Opran rocynapcTBEHHOro KOHTPOJISI MOXKET IMPOBOIUTH CIIEIYIOIIHE
podUIaKTHIECKHE MEPOTIPUSATHS :

a) ”HPOPMUPOBAHUE;
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0) 00o61eHre NpaBOMPUMEHUTENIHHON TPAKTUKHY;

B) 00BSIBICHUE NIPENOCTEPEKEHUS;

I') KOHCYJBTUPOBaHHUE;

1) IPOPMITAKTUUECKUIA BU3UT.

17. Exxeroassii JIOKJIa o pe3ynbsTaram 0000mIeHus
IIPaBOMPUMEHUTENBHOM MPaKTUKU TOTOBUTCS He mo3fHee 25 deBpans roja,
CJIEYIOIIETO 32 TOA0M 0000IIeHUS IPABOIIPUMEHUTEILHON TIPAKTHKH.

18. Jlokiaa o npaBONpUMEHUTENBHON MPAKTUKE YTBEPXKAAETCA MPUKA30M
pyxoBonutens PenepanbHoU citykObl 10 Ha30py B chepe 3ApaBOOXpaHEeHHs U
pa3Meriaercs Ha ee oduuUanbHOM caiite B cetu "HMHTepHer" B cpok, He
NIpeBBIMIAIOIUEH 5 paboumx AHEH co qHS YTBEP)KIEHUS JOKIaa.

O05bsiBIeHNE PEAOCTEPEIKEHUS

19. B cnyyae HaJlu4Ms y OpraHa rocyJJapCTBEHHOTO KOHTPOJISI CBEIEHUH O
TOTOBSIIIMXCS HApYLUIEHUSIX OO0f3aTeNbHBIX TpeOOBaHWA WM IpH3HAKaX
HapyluieHu# o0s3aTenpHBIX TpeboBaHWH U (WIM) B ClOydae OTCYTCTBHS
HOJATBEPXKIACHHBIX JaHHBIX O TOM, YTO HapylIeHHe 00s3aTenbHbIX TpeGoBaHUN
npudnHUiIo Bpel (yiiepO) oxpaHseMbIM 3aKOHOM ILIEHHOCTSAM JTHOO CO37aio
yrpo3y Npu4vHEeHUs Bpeaa (yuepba) oXpaHsieMbIM 3aKOHOM LIEHHOCTSIM, OpraH
rOCy/1lapCTBEHHOTO  KOHTPOJSL ~ OOBSABISET  KOHTPOIUPYEMOMY  JIMIY
IpeIoCTepeKeHNEe O HEJOMYCTUMOCTH HapylUIeHHs 00s3aTeIbHBIX TpeOoBaHUMN
(manee - mpenocTepexXeHWe) U MpejjiaraeT MPHHITH MEPhl M0 O0ECIEeYEHHIO
coOmoieHns 00s3aTeNbHBIX TPEOOBAHHUH.

20. KonTtponupyemoe Ju10 BIpaBe B TeueHUe 15 AHel co JHS MOJydeHUs
IpeloCTepeXeHUs NOJJaTh B OpraH rocyAapCTBEHHOTO KOHTPOJIS BO3paXKEHHUE B
OTHOIIEHUH NPEAOCTEPEIKEHUS.

2]1. B BO3paXeHHU B OTHOIIECHUM MPENOCTEPEKEHUS KOHTPOIHPYEMbBIM
JIMLIOM YKa3BIBaIOTCS:

a) HAUMEHOBAaHHE IOPUAMYECKOro JHla, G(aMuius, WM, OTYECTBO
(pu HaNTMYKK) UHJUBUAYAIBHOTO MpEANpPUHUMATE]IS;

0) UIeHTU(PUKALMOHHBIH HOMEP HAJIOTOIUIATENBITHKA OPHIUYECKOrO
LA, UHAWBUAYAIBHOTO NpeANpHHUMATEIS;

B)laTa M HOMEp MpeJOCTEepeKeHHs, HaIpaBIEHHOTO B  aJpec
KOHTPOJHMPYEMOTO JIUIIa;

r) 00OCHOBaHME MO3ULIMK B OTHOLICHUH YKa3aHHBIX B MPEAOCTEPEIKEHUH
nedcTBuil (0e31elCTBUS) KOHTPOJUPYEMOIO JHIa, KOTOpble NPUBOIST HIIH
MOTYT MPUBECTH K HapyLICHUIO 00s3aTeNIbHBIX TpeOOBaHUH.
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[Ipy 3TOM KOHTpOJIMpPYyEMOE JIMIO BIpPaBE IMPHUIOKUTH K BO3PAXKEHHIO
TOKYMEHTBI, MOATBEPKAAIOIINE O0OOCHOBAHHOCTh TaKWX BO3PXEHHUH, WIH HUX
3aBepeHHble KONMM JMO0 B  yKa3aHHBIA B  BO3PaXEHWIX  CpPOK
(He MpeBBIIAIINNA CPOK PaCCMOTPEHUS BO3PAXKEHUI) IPEeICTaBUTh UX B OpraH
roCyAapCTBEHHOI'O KOHTPOJIS.

22. Bo3paxeHusT B OTHOLUIEHUM MPENOCTEPEKEHUs] HaIpaBISIOTCA
KOHTPOJIUPYEMBIM JIMIIOM Ha OYMa)XHOM HOCHUTEJE MOYTOBBIM OTMPABJIEHUEM B
OpraH rocyJapCTBEHHOTO KOHTpOJIA JIMOO B BHJE 3JEKTPOHHOrO JOKyMEHTa,
odopMIIsIeMOro B COOTBETCTBHM cO crTarbed 21 DenepanbHOro 3akoHa
"O TrocyIapCTBEHHOM KOHTpose (Hag30pe) U MYHHUIMINAIBHOM KOHTPOJE
B Poccuiickoi ®enepauyu’, Ha yKa3aHHbBIA B MPEJOCTEPEKEHUH aapec
3JIEKTPOHHOM IOYTHl OpraHa roCyJapCTBEHHOIO KOHTposis nub0 WHBIMHU
yKa3aHHBIMH B NIPEJOCTEPEIKEHUH CIIOCOOaMMU.

23. Opra rocyapCTBEHHOIr0 KOHTPOJISI paccMaTpuBaeT BO3PaXKEHHUS B
OTHOUIEHUH TMPENOCTEPEXKEHHs, MO HUTOraM pacCMOTPEHHUsT KOTOPOTO
HampaeisieT B TedeHHe 20 paboumx AHEH co AHA MOMYUYCHHS BO3PAKEHHH B
OTHOLIEHUH [PEAOCTEPEIKEHUS KOHTPOJIMPYEMOMY JIMIy OTBET B TMOPSIKE,
yCTaHOBJIEHHOM cTaThell 21 ®enepasbHOro 3akoHa "O rocyaapCTBEHHOM
KOHTpoJIe (HaJ30pe) U MyHUIIMNAIEHOM KOHTpose B Poccuiickoii @enepaunu’.

KoncynetrpoBanue

24. KoHCynbTallUl OCYILECTBISIOTCA JOJDKHOCTHBIM JIMLIOM OpraHa
roCyJapCTBEHHOIO KOHTPOJS MpH JIUYHOM OOpallleHHH, [OCPEeICTBOM
Teae(OHHOW CBSI3M, DJIEKTPOHHOH [MOYTHI, BHJIEO-KOH(PEPEHL-CBSI3U, MPH
MOJIyYeHUH ITMCBMEHHOrO 3ampoca - B IHUCBMEHHOW ¢opMe B TOpSJIKeE,
ycraHoBiIeHHOM @enepanbHbiM  3akoHOM 'O  MOpsOKe pacCMOTpPEHHUs
oOpamienust rpakaal Poccuiickoil Penepauuu”, a Takke B X0Je NpOBEICHHUs
npOohHITaKTUYECKOTO MEPOIIPHUSTUS, KOHTPOJIBHOTO (HAaA30PHOI0) MEPOIIPUSITHSI.

KoHcynpTHpOBaHuE OCyIIECTBRACTCS 63 B3UMAHHUS TUIATHI.

KoHcyneTpoBaHHe B NUCBMEHHOH ¢dopMme  oOcylIecTBiIseTCS B
CJeAYIOIMMX CIyYasx:

KOHTPOJMPYEMBIM  JIMLUOM [pEeACTaBleH IHUCbMEHHBIM 3ampoc o
NpeIOCTaBICHUH TMCBMEHHOIO OTBETA IO BONPOCaM KOHCYJIbTHPOBAHHS;

3a BpeMsl KOHCYJbTHUPOBAHHUS IMPEOOCTaBHUTh OTBET HAa IOCTaBJICHHBIE
BOITPOCHI HEBO3MOXHO.

B cilydae mocTyIuieHUs: B OpraH rocyJapCTBEHHOTO KOHTpoJid 5 u Gosee
OJTHOTUITHBIX OOpalieHui KOHTPOJIHPYEMBIX JIMIl W HMX IpeICTaBUTENEH
KOHCYJIBTUPOBAaHHE IO TaKUM OOpAalllEHUSM OCYIIEeCTBISETCS IOCPEICTBOM
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pasMelieHns Ha OQHUUANIBHOM caliTe opraHa rocyJapCTBEHHOIO KOHTPOJIA B
cetd "HMHTEpHET" MUCEMEHHBIX Pa3bsCHEHUH, NOANHCAHHEIX YIIOJTHOMOYEHHBIM
JIOJKHOCTHBIM JIUIIOM OpraHa rocyAapCTBEHHOIO KOHTPOJIA.

IIpy OCYIIECTBICHHH KOHCYJIBTHPOBaHHsS IOJDKHOCTHOE JIMIO OpraHa
rOCyJIapCTBEHHOTO KOHTpONs 00s3aHO cobOmrofaTth KOHOHIEHIHMAIBHOCTh
uHGOpMaIMM, JOCTYH K KOTOpPOH oOrpaHM4eéH B  COOTBETCTBHH C
3aKOHOAaTeNbCTBOM Poccuiickoit denepanuu.

B Xoze KOHCYJIBTHPOBaHUS HE MOXET IPeIOCTaBIATbCA HH(OpMalUd,
cojiepsKalrasi OLEHKY KOHKPETHOTO KOHTPOJIBHOTO (HaJA30pHOI0) MEPOIpPUATHS,
pemieHuit U (WnIM) AEHCTBHM MOJDKHOCTHBIX JIAL OpraHa IoCyJapCTBEHHOIO
KOHTPOJISI, WHBIX YYaCTHHKOB KOHTPOJBHOTO (HaA30pPHOI0) MEPOIpHATHA, a
TAK)K€ pe3yJbTaThl IPOBEAEHHBIX B paMKaX KOHTPOJBHOIO (HaZ30pPHOrO)
MEPOIPHUATHS IKCIIEPTU3bI, HCIIBITAHUS.

KoHcynpTHpoBaHHe B XoAe  MpoBeJeHHs  NpodUIaKTHIECKOTO
MEPOTIPUATHUS, KOHTPOJIBHOTO (HAI30pPHOTO) MEPOIPHUATUS OCYIIECTBISAETCI A0
3aBepIICHHS COOTBETCTBYIOIIEr0 MEpONpPHUATHSI B Cily4yae BOJIECU3bIBICHUA
KOHTPOJIMPYEeMOro JMLa, O YeM JeNaercs OTMETKa B JOKyMEHTax,
o opMIIIEMBIX [10 UTOTaM COOTBETCTBYIOLLETO MEPOIIPHUSITHA.

26. JlIomKHOCTHBIE  JIMLla OpraHa  TIOCYJapCTBEHHOIO  KOHTPOJIA
OCYIIECTBIIAIOT KOHCYJIBTHPOBAHNE MO CIIEAYIOIUM BOIIPOCaM:

Hajuude W (WIM) cojJepkaHHe o0s3aTelbHBIX TpeOoBaHUM B coepe
oOpalleHuss MEIUIIMHCKIX U3METIHH;

NEePUONUYHOCTh W MOPAAOK IPOBENCHHUsS KOHTPOJIBHBIX (Hag30pHBIX)
MEpOIIPUATHH;

TIOPSIIOK BBIIONHEHUsI 00s3aTeNbHbIX TpeboBaHUN B chepe oOpalleHus
MEIUIIMHCKUX HU3IeNINH;

BEIIIOJTHEHWE TMpENINCaHMs, BBIJAHHOTO IIO HTOraM KOHTPOJBHOTO
(HaI30pHOTO) MEPOIIPHUATHS.

JloMmKHOCTHBIE JTHIla OpraHa rocyJapCTBEHHOIO KOHTPOJISL OCYILECTBIISIOT
IIHChMEHHOE KOHCYJIBTHPOBaHHE IIO BOIpPOCaM, MPEIyCMOTPEHHBIM ab3aleM
NATHIM HACTOSALLIETO IIyHKTA.

IIpodunakTuueckuit BUSUT

27. IlpodunakTiyeckuii BUSUT NIPOBOTUTCS JODKHOCTHBIM JIMIIOM OpraHa
roCyJapCTBEHHOTO KOHTPOJIS B GopMe NpoduiakTHYecKod Oecembl IO MECTy
OCYIIIECTBJIEHUS]  JIeATENIbHOCTH  KOHTPOJHMPYEMOro JHuua Jubo IyTeM
UCIIONL30BaHUsA BUIcO-KOH(epeHU-CBsA3U. B xone npoduiakTyeckoro BU3UTA
KOHTpOJHpyeMoe JHUI0 HHpopMupyeTcs 00 o00s3aTeNbHBIX TpeOOBaHMUSX,
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IpEeIbABIIAEMBIX K €r0 JesTeNbHOCTH MO0 K NMPHHAANIEKAIIUM eMy O0BeKTaM
rocyJapCTBEHHOTO KOHTPOJISI, X COOTBETCTBUU KPUTEPHIM PHCKA, OCHOBAaHUIX
U O peKOMEHIyeMBIX Crlocobax CHI)KEHHUsS KaTerOPHM DHCKA, a TakXke O BHIaX,
collepKaHUHd U 00 MHTEHCUBHOCTU KOHTPOJBHBIX (HAI30PHBIX) MEPOIPHATHH,
IPOBOIMMEBIX B OTHOIIEHUM OOBEKTa IOCYyJapCTBEHHOTO KOHTPOJIA, UCXOASd U3
€ro OTHECEHHS K COOTBETCTBYIOILEH KaTerOpHUH PUCKA.

B xome mpo@mIaKTHYECKOr0 BH3UTAa OODKHOCTHBIM JIMIOM OpraHa
FOCYIapCTBEHHOI'O0 KOHTPOJI MOXET OCYIHECTBIATECS KOHCYIbTHPOBaHHE
KOHTPOJIMPYEMOTO JIULA B IIOPSIKE, yCTAHOBJIEHHOM HacTosAIMM Ilonoxenuem.

28. Ilpu npoBeeHUH NPOQUIAKTUHECKOTO BU3UTA HE MOTYT BBIAaBaThCS
Ipennucanuss o0 yCTpaHeHWH HapylleHHid oO0sg3aTenbHBIX TpeOOBaHUIL.
PazpsicHeHus, MOJTyYeHHbIE KOHTPOJIUPYEMBIM  JIMLIOM B  XoJe
IpOGHITAKTHYECKOTO BU3HUTA, HOCIT PEKOMEHAATEIbHbIA XapaKTep.

29.B ciaydyae ecid MpH IHpOBeNeHHUH IPOGUIAKTUYECKOIO BH3UTa
YCTAHOBJIEHO, YTO OOBEKTHI TOCYAaPCTBEHHOIO KOHTPOJIS MPEACTABIIAIOT ABHYIO
HEITOCPE/ICTBEHHYIO yrpo3y IpUYMHEHHs Bpeda (ymepba) OXpaHsAeMBIM
3aKOHOM LIEHHOCTSIM WJIHM Takod Bpex (yiiepO) NpUYMHEH, NOJDKHOCTHOE JIULIO
opraHa  TOCYIapCTBEHHOTO  KOHTpPOJII  HE3aMeIUIMTENbHO  HaIpasjseT
uHGopMauio 00 3TOM YIIOJHOMOUYEHHOMY [OJDKHOCTHOMY JIMIYy OpraHa
rOCYOApCTBEHHOTO KOHTPONS U1 TPHHATHA DEUIeHHs O MPOBEICHUH
KOHTPOJIBHBIX (HaA30PHBIX) MEPOIIPUATHH.

30. Ob6s3aTenbHble  NpoGUIaKTUYECKHE  BU3WTBI  IPOBOIATCA B
OTHOLLIEHUHU:

a) OOBEKTOB TIOCYJapCTBEHHOTO KOHTpPOJs, OTHECEHHBIX K KaTE€ropHH
3HAUUTEJIFHOTO PUCKA,

0) KOHTPOJTUPYEMBIX JIUI, MPUCTYIUBIINX B TEYEHHE OJHOIO T[OJa,
NPEAIECTBYIOIIEr0 MPUHATHIO PELIEHUS O MPOBEICHHU MNPOGHIAKTHUECKOTO
BH3MTA, K OCYIIECTBICHHUIO AEATENBHOCTH B cdepe obpallleHHs MEAULHHCKUX
H3genuii (32 UCKIIOYEHHEM  [POBENEHHS  KIMHUYECKHX  UCIBITaHUH
MEIUIIMHCKUX H3AeNUH, WX MPOU3BOACTBA, MOHTaXa, HaNaJKd, NPUMECHEHHH,
SKCILIyaTaIMH, B TOM YHCJIe TEXHUUECKOro 06CITy)KUBaHHUS, a TAKXKE PEMOHTA);

B) IIOJIYYMBIIUX JIMIIEH3UH, IHepeoQOpPMHUBIIMX JHIECH3MH B CBSI3U
C OCYILECTBIEHHEM He yKa3aHHBIX B paHee JelCcTBOBaBLIEH JTHLEH3UH paboT U
YCIYT, COCTaBISIONIMX JeATENBHOCTh II0 IIPOM3BOACTBY M TEXHHYECKOMY
00CIyXHBaHUIO (3@ HCKIIOUEHHEM Cilydasi, eClIM TEeXHUYeCKoe OOCIy)XHBaHHUE
ocyliecTBIseTcs i obecHedeHuss COOCTBEHHBIX HYXJ FOPUAMYECKOTO JIMIA
WIM WHAWBUAYAJILHOTO IpeANpHHUMATENsI) MEOUIMHCKONM TEeXHUKH M (MIIN)
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OCYIIECTBIIEHUEM JIMLEH3UPYEMOro BHAa JEeATeIbHOCTH II0 afpecy, He
yKa3aHHOMY B JIUIICH3UU.

31.0 nmnpoBepeHMH  0O0s3aTeNBHOrO  MPO(UIAKTHYECKOrO  BU3HTA
KOHTPOJHUPYEMOe JIMIO [JOJDKHO OBITh yBENOMIIEHO HE IIO3JHEe 4YeM
3a 5 paboumnx qHEH 10 NaThl €ro MPOBEICHMUS.

32. O0s3arenpHBIt  TpOQMIAKTHYECKUH  BU3UT  I[IPOBOAMTCA B
COOTBETCTBHU co craTheil 52 denepanpHoro 3axkoHa "O rocyrapcTBEHHOM
KOHTpoJIe (Hag30pe) U MyHULUIIaNbHOM KoHTpoiie B Poccuiickoit ®enepanuu” B
pabGouee BpeMs, B MEPHUOA, YCTaHAaBIMBAeMbIi YBEIOMJICHUEM O IIPOBEICHUU
00s3aTeIbHOTO NPOGMIAKTHYECKOr0 BU3HUTa, U HE MOXKET IIPEBHIIIAThH 8 4acoB.

33. KonTponupyemoe JHLO BIpaBe OTKa3aTbCi OT IPOBEICHUS
00s3aTeIbHOTO  TPOGUITAKTHYECKOrO0 BH3UTA, YBEIOMUB 00 D3TOM oOpras
rOCyIapCTBEHHOTO0 KOHTPOJIS HE IMMO3[Hee ueM 3a 3 pabouux OHSA [0 AHS €ro
IIpOBEEHUS.

OC}’H.[GCTBJ'IGHI/IC rocyaapCTBCHHOI'O KOHTPOJIA

34. IlnaHOBBIe KOHTPOJIbHBIE (HAO30pHBIE) MEpPONPHUATUS MPOBOIATCS
OpraHoM TOCYJapCTBEHHOTO KOHTPOJsS Ha OCHOBaHUM IUIaHAa IIPOBEICHUS
IUIAHOBBIX ~ KOHTPOJIBHBIX  (HAO30pHBIX) MEpONpPUATU Ha  O4depenqHoi
KaJIeHAapHBIHA roJl, COrJIaCOBAHHOTO ¢ OpraHaMy NPOKypaTypsl.

35. B peleHn# 0 IpoBeIeHUH KOHTPOJIBHOTO (HaI30pHOI0) MEPOIIPHATHS
YKa3bIBalOTCS CBEeIEHUs, IpelyCMOTpeHHbIe 4acThio 1 cTaThu 64 PenepanbHOro
3akoHa "O rocyaapCcTBeHHOM KOHTpoJie (HaA30pe) U MyHHUIIUIIAIBHOM KOHTpOJIE
B Poccuiickoii @enepannn’.

36. ns ¢ukcauuy HAOJKHOCTHBIM JIMIIOM OpraHa rocCyIapCTBEHHOIO
KOHTpOJIA ¥ JIMIaMHM, [PUBIEKAEMBIMA K COBEpPUICHHIO KOHTPOJIBHBIX
(HaI30pHBIX) AEHCTBUM, NOKa3aTeIbCTB HApyLIEHUN 00g3aTeNbHbBIX TpeOOBaHUN
MOJKET UCI0JIb30BaThes (POTOChEMKa, ayANO- U BUIE03aIIUCh B ClIydasx:

a) MPOBEJEHUS KOHTPOJIBbHON 3aKyTIKH;

0) npoBeneHUs BEIE3THON IIPOBEPKH;

B) MMPOBEACHUS UHCIIEKIIMOHHOTO BU3HTA;

T') BEIOOPOYHOrO KOHTPOJIS.

37. ®otockeMKa, ayaMO- M BHUJEO3alHCh  OCYIIECTBISIOTCH €
HCITOJIE30BAaHUEM CIy)XeOHOro o0opydoBaHHs, O 4YeM [ENaeTcs 3alucCh B
JOKYMEHTax, OGOpMJISEMBIX II0 pe3yJbTaTaM KOHTPOJIBHOIO (Hag30pHOIO)
MeponpuATHsI. MaTtepuaisl, NOJIy4eHHble B pe3yibTare GOTOChEMKH, ayIuo- U
BHCO3AMACH, NPUKIAIBIBAIOTCA K IOKyMEHTaM, OGOpMISEMBIM IO HMTOraM
KOHTPOJIEHOTO (HaA30pPHOT0) MEPOIPHUATHS.
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dukcanyMs HapylieHH# o00s3aTenbHBIX TpeboBaHMM NP  IIOMOIIH
GOTOCBEMKH MPOU3BOAMTICA HE MeHee 4YeM 2 CHHMKaM{ KaxJoro Mus
BBISIBJICHHEIX HApYyUIEHUH 00s3aTenbHBIX TpeOOBaHMUA.

Ayano- ¥ BHUIEO03allUCh OCYINECTBIAETCS B  XOJe MPOBEJCHUS
KOHTPOJBHOrO (HAJA30pPHOTO) MEpOIpPHUATHS HENPEPBIBHO C YBEIOMIIEHUEM B
Hayajle M KOHIE 3alluCH O Jare, MecTe, BpeMEHHM Hadajga M OKOHYaHHSA
OCYLIECTBIEHMS 3amicH. B Xxome 3amucd mNompoOHO (QHKCHUDPYIOTCS H
YKa3bIBAIOTCS MECTO M XapaKTep BBIABIEHHOIO HAapyLIeHWs O0A3aTeNbHBIX
TpeOGoBaHUi.

38. UnguBuyanbHbINA npeANpUHUMATEIb, SIBJISTFOLLIKCS
KOHTPOJMPYEMbIM JIHLIOM, BIpaBe NpEACTaBUTL B OpraH TroCyAapCTBEHHOI'O
KOHTPOJIsI WH(OPMAMI0 O HEBO3MOXHOCTH NPHUCYTCTBHS IpPH MPOBEACHUU
KOHTPOJBHOTO (HaJ30pHOr0) MEPOIPUATHS B CIIydasx:

a) BpeMEHHOM HETPYAOCIOCOOHOCTH WHANBULYJIBHOTO
IIpeIpUHUMATE]IA;

6) HaXOXKNEHUS WHIMBHAYAIBHOTO INpPEANPUHMMATENs B CIOyXeOHOH
KOMaHIHPOBKE B MHOM HAaceJIEHHOM ITyHKTE.

39.1Ipy OCYILECTBIEHNMM TOCYAAPCTBEHHOTO KOHTPOJS IPOBOASATCS
ClIEIyIOIIHE BUIB KOHTPOIBHBIX (HaA30PHBIX) MEPOMPHS THIA:

a) IOKyMeHTapHas [IPOBEPKA;

0) BbIe3AHAsA [IPOBEPKA;

B) BEIOOPOUYHBIN KOHTPOJIb;

I') KOHTPOJIbHAs 3aKyIIKa;

1) MHCIIEKIIMOHHBIN BU3HT;

e) HabmoneHue 33  coOnrofeHHeM — 00sA3aTeNpHBIX  TpeOoBaHHUM
(MOHHUTOPHHT 0€30I1aCHOCTH).

40.Tlo  wTOraM  OCYINECTBAEHHS  KOHTPOJBHBIX  (HAJ30pHBIX)
meponpuatuii enepanbHoi cryx 60l M0 Hax30py B chepe 30paBOOXpaHEHUs
IPMHUMAIOTCS PEelIeHHs] B COOTBETCTBHH €O cTaTheit 90 denepanpHOro 3akoHa
"O rocymapCTBEHHOM KOHTpoJle (Hag3ope) M MYyHHIHIAIbHOM KOHTpOJiE B
Poccuiickoit ®@enepanpu”, B cOOTBETCTBUH ¢ dacTsmu 18 u 19 crateu 338,
yacTelo 1 crateM 86, uactamMu 6 u 7 cratbu 96 @enepanbHOrO 3aKOHA
"O6 ocHOBAaxX OXpaHBI 3M0POBbs IpaxaaH B Poccuiickoit ®enepanuu”, BKIOYas
MHpOpMUpOBaHHEe CYOBEKTOB OOpalleHHs MENULUHCKHX HU3ACIUH IyTeM
pasMelenys HHGOOPMAIMOHHEIX IHCeM Ha oduIHaTIbHOM caiite DenepanbHoOH
cTyx6bl 1O Hamg3opy B céepe 3apaBooxpaHeHus B cetd "HHrepHer" o
BBISIBIICHUY banscuGULPOBaHHBIX MEIHUIUHCKUX U3JIeTTUH,
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HG,Z[OGpOK&‘—ICCTBCHHBIX MCOIUIUHCKHUX H3IICJ'IHI>1, KOHTpa(l)aKTHI)IX MCIULIUMHCKHX
I/I3}IeHI/II71, HE3APETUCTPUPOBAHHBIX MEJUITHHCKHX 15663 (2105871

JlokyMeHTapHas mpoBepKa

4]1. B xone IOKyMEHTapHON MPOBEPKH MOTYT COBEPILATHCS CIEHAYIOLIUE
KOHTpOJIbHBIE (HaA30pHBIE) NEHCTBUS:

a) Moy4YeHHe MMCbMEHHBIX OOBSICHEHH;

0) ucrtpeboBaHue JOKYMEHTOB;

B) SKCIIEPTHU3A.

42. JlokyMeHTapHas MpoBepKa MPOBOAMUTCS 0 MECTY HAXOXK/IEHUS OpraHa
roCyJJapCTBEHHOI'O KOHTPOJISL.

O nmnpoBeleHUMM JOKYMEHTApPHOW TIPOBEPKM KOHTPOJIHMPYEMOE JIULIO
yBEIOMJISIETCS IyT€M HAlNpaBI€HWsT KONHM pELIeHUs O IIPOBEACHUHU
JOKYMEHTApHO! ITPOBEPKH.

43. IlpegMeToM  JOKYMEHTapHOM NPOBEPKU  SABIAIOTCA  CBEIEHUSA,
cojepxaluecs B JOKyMEHTaX KOHTPOJIMPYEMOIO JIHLA, YCTAHABIMBAIOLIUX €0
OpraHu3allMOHHO-NIPaBOBYl0 (opMy, TpaBa U OOS3aHHOCTH, JOKYMEHTHI,
UCIIOJIb3yeMble TIPU OCYILECTBICHUH JEsATEHOCTH B cdepe obpaiieHus
MEIMIMHCKUX H3JeIHi U CBSI3aHHBIE C HCIOJHEHHEM MM 00s3aTeabHBIX
TpeOOBaHUMN, UCTIOTHEHUEM MIPEANHCAHUM.

B mnpouecce mnpoBeneHuss JOKYMEHTApHOM MPOBEPKU JOKHOCTHBIMHU
JYUAMHU  OpraHa TOCYJapCTBEHHOIO KOHTpOJii B  MEpPBYH  ouepelb
paccMaTpuBalOTCSl JIOKYMEHTBl KOHTPOJIMPYEMOTO JIMIla, HMEINIHecs B
pacnopspKeHMM  OpraHa  TroCyJapCTBEHHOTO  KOHTPOJs, B TOM  YHUCIeE
YBEIOMIJICHHS O Hayajle OCYLIECTBIEHUs OTACIbHBIX BUNOB JESITENLHOCTH, aKThI
NpeablIyHIuX IPOBEPOK, MaTepUallbl paCCMOTPEHHUS el 00 aAMUHUCTPATUBHBIX
NpaBOHAPYLIEHUAX, A TaKKe JOKYMEHTBHI, [OJyYeHHble OT  HHBIX
roCy/1JapCTBEHHBIX OPraHOB B paMKaX MEXBEIOMCTBEHHOI0 MH(QOPMALMOHHOTO
B3aMMOJENCTBUS, B TOM YHCJIE B NIEKTPOHHOH opme.

44.B ciaydae ecind JOCTOBEPHOCTb CBEICHUH, COIEpXKalIUXCS B
JOKYMEHTaX, HUMEIOHIMXCS B pacHOpsDKEHUUM OpraHa rocyJ1lapCTBEHHOI'O
KOHTPOJIS, BBI3BIBAET OOOCHOBAHHBIE COMHEHHUS JHOO 3TH CBEJCHUS He
MO3BOJISIIOT OLEHUTHh HCIOTHEHHWE KOHTPOJIUPYEMBIM JMIOM OO0S3aTeIbHBIX
TpeOOBaHUM, OpraH TrOCYJapCTBEHHOIO KOHTpOJIS HalpaBisSeT B ajapec
KOHTPOJIMPYEMOTO JIML[a MOTUBUPOBAHHBIN 3ampoc ¢ TpeboBaHHEM MPeICTABUTh
MHbIE HEOOXOIUMBIE /Il PAacCMOTPEHHUS B XOJe MPOBEHEHHUS TOKYMEHTapHOH
OpOBEPKU NOKyMeHTHI. K 3ampocy mpunaraeTcs 3aBepeHHasi Me4aTbi) KOIHS
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pelIleHusl opraHa rocyJapCTBEHHOIO KOHTPOJIS O MPOBEIEHUH JOKYMEHTApHOU
IIPOBEPKHU.

45. B teuenue 10 paboumx mHe# cO AHSA MOJy4eHUS MOTHBHPOBAHHOIO
3ampoca KOHTPOJIMPYEMOE JIMIO, B OTHOHIEHHMHM KOTOPOrO MPOBOJUTCS
JTOKyMEHTapHasi MpoBepKa, 00s3aHO HAMpPaBUTh B OpPraH roCyIapCTBEHHOIO
KOHTPOJISl yKa3aHHbIE B 3alIPOCE NOKYMEHTHI.

KoHTponupyemoe nuuo BhOpaBe NPEeACTABUTH YyKazaHHble B 3ampoce
IOKYMEHTHI B (DOPME 3JIEKTPOHHBIX JOKYMEHTOB, MOJIMMCAHHBIX 3JIEKTPOHHOM
HNOJMUCKIO.

46. He nmomyckaercsi TpeGOBaTh HOTApPUAIBHOTO YJIOCTOBEPEHHS KOIMHUH
JOKYMEHTOB, IPEICTABISIEMBIX B OpPraH TrOCYJapCTBEHHOTO KOHTPOJS, €CIH
WHOE He IpelyCMOTPEHO 3aKOHoIaTenbcTBOM Poccuiickoil Denepanuu.

47. B cimy4ae eciM B X0Olle JOKYMEHTAapHOMN NMPOBEPKU BBISBIECHBI OIIUOKH
U (WIM) OPOTUBOPEYUS B MPEACTAaBICHHBIX KOHTPOJMPYEMBIM  JIUIIOM
JOKYMEHTax 100 BBISBIEHO HECOOTBETCTBHE CBEICHHH, COAePKAIUXCA B 3THX
JOKYMEHTax, CBEICHHUAM, coAepXalluMcsi B HMEWIIHUXCSI Yy oOpraHa
rocyJapCTBEHHOTO KOHTpOJII JOKyMEHTax U (WiIM) MOJYyYeHHBIM B XOJe
OCYILECTBIIEHHS TOCYHapCTBEHHOIOo KOHTpoyisi, uWHQopManus o0 3ToM
HaIpaBJIsieTCsl KOHTPOJIUPYEMOMY JIMILy ¢ TpeOOBaHUEM MPE/ICTABUTh B TEUCHHE
10 pabouux 1HeH HEOOXOIUMEBIE MOSICHEHUS B TUCBMEHHOH dopMme.

48. KonTposaupyemsie JMLa, IpeaCTaBIsAIOLINE B oprat
rocyapCTBEHHOIO KOHTPOJIS MOSICHEHUS] OTHOCUTENBHO BBISBICHHBIX OIIHOOK
U (WIu) OpOTHBOPEYMU B MNPENCTABICHHBIX JOKYMEHTaX JIMOO OTHOCHTEIHLHO
HECOOTBETCTBUS COJEPKALIUXCS B IOKYMEHTaX CBEJIEHUM, BpaBe MPeACTABUTH
JIOTIOJIHUTEIBHO B OpraH TOCYJapCTBEHHOIO  KOHTPOJsI  JOKYMEHTHI,
NOATBEPKJAIOIIKE JOCTOBEPHOCTh paHee MPeACTaBIEHHbBIX JOKYMEHTOB.

49. lTokyMeHTapHasi IIpOBEPKa, IPEIMETOM KOTOPOU SIBIISIFOTCSI CBEJIEHUS,
COCTaBJIAIOLIME TOCYHAAapCTBEHHYIO TalHy, NPOBOJUTCS B COOTBETCTBHHU C
noJnoxeHusiMu 3akoHa Poccutickoii ®enepanun "O rocygapcTBeHHOH TaiiHe".

BrleznHas nmpoBepka

50. Cpok IMpoBeneHUsl BBIE3NHON MPOBEPKM HE MOXKET TMPEeBBIATH
10  pabGoumx ngHel. B  oTHOmIEHMH  OAHOTO  CyOBEKTa  MAayoro
npeANpUHUMaTeIbCTBa OOIIMH CPOK B3aMMOACHCTBHS B XOJ€ MpPOBEACHHUS
BBIC3IHOM MPOBEPKH HE MOXET NpeBbIIaTh 50 4acoB A MaJloro NpeAnpUsITHS
U 15 yacoB n1sg Mukponpennpusatis. Cpok NpoBEAEHUs BBIE3THOU IPOBEPKHU B
OTHOILICHUWM OpraHu3alUuy, OCYIIECTBIIONIE CBOKO JEATEeNbHOCTH Ha
TEPPUTOPHSIX HECKOJIBKUX CyOBEKTOB Poccuiickoi ®enepauun,
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YCTaHABJIMBAE€TCSI OTAENBHO 10 KaxAoMy (Guiuany, IpelCTaBUTENbCTBY,
000COOJICHHOMY  CTPYKTYpPHOMY  MOJIpa3JiefIeHHI0  OpraHu3alud WU
MTPOU3BOJICTBEHHOMY OOBEKTY.

51. Bele3gHas TpoBepka MPOBOAMUTCS TpPH HAIUYHUH OCHOBaHHWH,
yKazaHHBIX B MNOyHKTax 1 -5 wactu 1 crateu 57 @epepanbHOro 3aKoHa
"O rocy1apcTBEHHOM KOHTpoJie (Hai30ope) U MYHHIMIAIbHOM KOHTpOJiE B
Poccuiickoit @enepauyu”.

52. Bele3Hass  IpoOBEpKa  NPOBOAUTCA MO  MECTY  HaAXOXKIACHUS
(ocymiecTBieHHS [JESATENBHOCTH) KOHTpoiupyemoro mnuna (ero ¢uiuanos,
NpeJCTABUTEIBCTB, O0OCOONEHHBIX CTPYKTYPHBIX MOJpa3iefieHHi) B Menix
OIIEHKH cOOJIoIeHus1 00s13aTebHBIX TPeOOBAHUM, a TaKkKe OLEHKH BBIIOJTHEHUS
OpeNlicaHus oOpraHa TOCYyJapCTBEHHOrO  KOHTposis 00  yCcTpaHeHWH
BBISIBJICHHBIX HapylICHUH 0053aTebHBIX TPeOOBaHMIA.

53.0 npoBexeHHH BBIE3THOW MPOBEPKUA KOHTPOJIHUPYEMOE  JHULO
YBEIOMJISIETCS IIyTEM HAalPABICHUS KOMHH PELIEHUS O MPOBEAEHUU BbIE3THOMN
MpoBepKM He mno3gHee YeM 3a 24 d4Yaca [0 ee Hayajga B [OpPSIKE,
npeaycMOTpeHHOM cTaTheil 21 @DenepanpHoro 3akoHa "O rocyaapcTBEHHOM
KOHTpoJIe (Haa30pe) U MyHHIUNaIsHOM KOHTpoJie B Poccuiickoit @enepauuu”.

54. BeleagHass npoBepka HadyMHAeTCd C IpedbSBICHHS ClyXeOHOro
YAOCTOBEPEHUS] JOJDKHOCTHBIMU JIMLIAMU OpraHa rocyJapCTBEHHOIO KOHTPOJIS,
00513aTeNIbHOTO O3HAKOMJIEHUS! PYKOBOAMTENSA, HHOTO JAODKHOCTHOTO JIMLA WUITU
YIOJHOMOYEHHOTO MPEACTABUTENSI KOHTPOJIUPYEMOIO JiMLA C pELIeHUEM O
NPOBEJICHUH BBIE3OHOW TMPOBEPKH OpraHa TIOCYJapCTBEHHOIO KOHTPOJIL O
Ha3HAaYeHUU BBIE3THOU MPOBEPKU U C MOJHOMOUUSMH TPOBOISIIMUX BBIE3THYIO
NIPOBEPKY JIML, a TakXe C LeJIMH, 33Ja4aMM, OCHOBAaHUSMHU TNPOBEIACHUS
BBIE3JJHOM TpPOBEPKH, BHAAMH M OOBEMOM MEPONPHUITHI MO KOHTPOJIIO,
COCTaBOM  DJKCIEPTOB,  NPEACTaBUTEISIMH  OKCIEPTHBIX  OpraHM3aluu,
NPUBJIEKAEMBIX K BBIE3JHON IMPOBEPKE, CO CPOKAaMHU U C YCJIOBUSIMH €€
IPOBEICHMUS.

55.B cnyvyae ecnd mOpH TPOBENEHUU I[POBEPKA YCTAHOBJIEHO, YTO
NesITeIbHOCTh  KOHTPOJIMPYEMOI'O  JIMLA, OCYLUECTBISIOLIEro oOpallieHue
MEIUIMHCKUX W3[ENHM, MpeNCcTaBiseT yrpo3y MNPUYMHEHUS BpeAa >KHU3HH,
3I0POBBIO TPAXKJAH U MEIUUMHCKUX paOOTHHKOB WJIM TaKOW Bpeld NMpPUUYMHEH,
OpraH TOCYJapCTBEHHOIO KOHTPOJS B paMKax KOMIIETEHIIMH 00s3aH
He3aMeJINTEIBHO NPUHATH MEphl MO HENOMYINSHHUIO NPUYMHEHHUS Bpela WU
NPEeKpalleHHIO0 €r0 NPUYMHEHUS M JOBECTH O CBEACHHS TpaXKIaH, a TaKxKe
OpYTUX OpraHu3aluil JOObIM JOCTYITHBIM CIIOCOOOM MH(OPMALIUIO O HAIUYUU
yrpo3bl IPUYHUHEHUS Bpeaa U criocobax ero npeAoTBpalleHHs.
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56.B xone BBIE3AHOW IIPOBEPKM MOTIYT COBEPINATBHCSA CIECIYIOLIUE
KOHTpOJbHBIE (HaA30pHBIC) ACHCTBUS:

a) OCMOTp;

©) onpoc;

B) MOJy4Y€HHUE MUCEMEHHBIX O0BICHEHUH;

r) ucTpeboBaHue JOKyMEHTOB;

1) otoop npod (0Opa3LoB); -

€) UCIIbITaHHE;

) IKCIIEPTHU3A.

57.O0160p o00Opa3noB  MEOWIMHCKUX  HU3JENUHl  OCYyIIeCTBISETCS
JIOJDKHOCTHBIMU JIMLIAMM OpraHa rocyJapCTBEHHOTO KOHTPOJIS B IMPUCYTCTBUHU
OTBETCTBEHHBIX JIULl KOHTPOJIHUPYEMOIO JIMIA, OCYLIECTBIAIOIIErO AEATEIBHOCTD
B cepe oOpallieHUss MEAULIMHCKUX U3leNHi, U oopMIsieTcs IpOTOKOJ oTOopa
METUITMHCKUX u3Aenuil mo dopme, yreepxkaaemoit denepansHoit cityx0o0il 1o
Haa30py B cdepe 3apaBooxpaHeHusi. OTOopy nojasiexar MeIUUUHCKIE U3IeITHs,
HaxozsIMecs B oOpallieHuy Ha TeppuTopun Poccuiickoin Oenepanni.

58. KonuyectBo 00pa3noB MEAMLMHCKUX M3, HEOOXOAUMBIX IS
NpPOBEACHUSI HCCJIENOBaHHWM, WCHBITAHUA U  JKCIEPTH3, ONpeAeisieTcs
JIOJDKHOCTHBIMHU JIMLIAMH OpraHa rocyAapCTBEHHOIO KOHTPOJII COBMECTHO C
(henepaasHBIM rOCYJapCTBEHHBIM OIO/DKETHBIM yUpeXJeHUEM, HaXOIALIMMCS B
BeaeHnn DenepanbHOM Ciry>XObI IO Haa30py B chepe 3apaBooXpaHeHus (nanee -
DKCIIEPTHOE YUYPEXKAECHHE) M OCYILECTBISIIOIIMM YyKa3aHHbBIE HCIBITaHUS,
UCCJIeJOBAHMUS U DKCIEPTU3BI C yYETOM HOPM, YCTAHOBJIEHHBIX HAallMOHAJIbHBIMU
CTaHJapTaMH, MpaBuwiaMd oTOOpa 00pa3lloB U METOAaMU UX HUCCIeJOBaHUMH,
HCIIBITAHUM, U3MEPEHUI, TEXHUYECKUMHU PErIaMEHTaMK WIIK JEHCTBYIOIUMHU JIO
JHS WX BCTYIUICHUS B CWIYy HHBIMH HOPMATUBHBIMHA TEXHUYECKUMU
JOKYMEHTaMH, IIpaBUJIaMd MW METOJAaMU  UCCIENOBAaHWUM, HUCIBITAaHUH,
U3MEPEHUH.

Otb6op 00pa3lioB MEOUIMHCKUX WU3AENUUA HEe MOXKET OCYIUECTBISTHCS B
OTHOILEHWH IMPOAYKLIHH, HaXOIAIEeWcs B OJKCIUIyaTaldU U SBISIOLICHCS
SJIEMEHTOM CUCTEMBL, B Clly4ae €CJU TaKoe NEUCTBUE NMPUBEAET K U3MEHEHHUIO
TEXHUYECKUX HIIM TEXHOJOMMYECKUX XapaKTEPUCTUK CUCTEMBI U CO3[JaHUIO
yrpo3sl ee 6e30MacHoOM IKCILTyaTaiy.

59. Ha Bcex craguax XpaHEHUs, TPaHCIOPTUPOBAaHUS M MOJATOTOBKH
o0pa3lloB K HCIBITAHUSM, & TaKkXe B [POLECCe HUCMBITAHUA JOJDKHBEI
cobmoaarbesi TpeOOBaHMSI, YCTAHOBJEHHBIE HOPMATHUBHOM, TEXHUYECKOH H
AKCIUTyaTallHOHHOM JOKyMEHTalMel Ha MEIULMHCKOE H3JeNne, HapylleHHe
KOTOPBIX MOXET MPUBECTH K MopUe 00pa3LoB WM BBIXOIY UX U3 CTPOSI.
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60. BpeMsi OCyILECTBIIEHHMsI 3KCIIEPTHU3bl 3aBUCHUT OT BHAA 3KCIEPTHU3BI
M YCTAaHAaBIMBACTCS WHJIMWBUAYyAIbHO B KAXKJIOM KOHKPETHOM Cly4ae IO
COTJIAILICHUIO MEXIY OPraHOM TOCYyJAapCTBEHHOIO KOHTPOJS U IKCIEPTOM WK
3KCIIEPTHOM OpraHHu3aiyei.

61.B CiIy4yasX  HEBO3MOXHOCTHU TPaHCIIOPTUPOBKHU obpasna
MCCJIEJIOBAHMS K MeCTy paboThl dKCIepTa OpraH rocylapCTBEHHOIO KOHTPOJISA
obecrieunBaeT eMy OeCHpemsITCTBEHHBIM IOCTYN K 00pas3ily ¥ HeoOXOJuMbIe
YCIIOBHSI JJIl UCCIIETOBAHMSI.

Bre160p0oYHBIi KOHTPOIH

62. BeIOOpOUHBIf  KOHTPOJB  OCYILIECTBJISIETCS Ha  IUIAHOBOM U
BHEIUJIAHOBOH OCHOBE.

63. B xome BBIOOPOYHOrO KOHTPOJS MOTYT COBEpIIATHCS CIEAYIOIIHE
KOHTPOJbHBIE (HAA30pHBIE) ACHUCTBHS:

a) OCMOTp;

0) nony4yeHue MUCEMEHHBIX OOBSICHEHUH;

B) HCTpeOOBaHNE TOKyMEHTOB;

r) otoop nmpob (0bpasuoB);

1) THCTPYMEHTAJIbHOE 00CiieIoBaHuUE;

€) UCTIBITaHHE;

K) IKCIepTH3a.

64. BoIOOpOUYHBIH  KOHTPOJIb MOXET OCYLIECTBIATHECA B MecTax
npuMeHeHUs (IKCIUTyaTalku ), XpaHEeHUs U pealu3alui MEIUIUHCKUX U3ICITHA.

65. Ot6op 00pa3loB MEIULMHCKUX U3JETUd B XOJ€ TMPOBEJICHHUS
BBIOOPOYHOIO  KOHTPOJSL MOXET OCYIUECTBISITECS HCKIIOUUTENBHO TIPH
OTCYTCTBHM BO3MOXXHOCTH OILIEHKH COOJIONeHUsI 00sS3aTeNbHBIX TpeOOBaHUM
UHBIMU crocobaMu, 0e3 orbopa o0pasloB MeAUIMHCKUX u3Aenuid. OtOop
o0pa3lioB  MEAMLMHCKUX  HM3AENHM  OCYLIECTBISETCS B  NPHUCYTCTBHUH
KOHTPOJIUPYEMOI'O JIMI[a WMJIM €ro npeAcTaBuTeNs W (WIH) C MPUMEHEHHEM
Buaeo3anucu. Ob6s3aTenbHOe UCTIONB30BaHUE BUJICO3ANMCH OCYIIECTBIISIETCS B
cirydae oTOopa OOpa3slOB MEAMUMHCKHAX H3IEIHA B MeCTaX MX MPUMEHEHHS
(9KCIUTyaTallii) B MEJUIIMHCKUX OPraHU3aIHsIX.

66. MucTpymeHTanibHOE  00ciieloBaHMe,  KCHBITaHWE,  JKCIEepTH3a
MEIUUMHCKUX  HM3JENUHA 10  pe3yjbTaTaM  BBIOOPOYHOTO  KOHTPOJIS
MOryT TPOBOOUTHCA B  HUCHBITAaTENBHBIX  JAOOPATOPUAX  DKCIEPTHHIX
opranuzaiui. Pe3ynpraTel HHCTpYMEHTaIBHOTO OOCIEe10BAHUS, UCTIBITAHUS HIIH
3KCIIEPTU3bl MEAULUHCKUX U3AENHM NPeJOCTaBIAIOTCA KOHTPOJIUPYEMOMY JIHILY
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B TeueHHe 24 YacoB TIOCie TMOJNYyYEHHUS JaHHBIX WHCTPYMEHTAILHOTO
oOcnenoBaHusi, HCHBITAHUS MM S3KCHEPTHU3Bl OPraHOM T'OCYIapCTBEHHOTO
KOHTPOJISL.

PemieHue o mnpoBeNeHUHM BBIOOPOYHOrO KOHTPOJS TNPUHUAMAETCS JUIS
Hened orbopa 0Opa3lOB MEAMIMHCKUX H3AEIHA B LENIX MOATBEPXKICHUS HX
COOTBETCTBUS 0053aTeNbHBIM TpeOOBaHHAM K 0€301IaCHOCTH U (MJIH ) Ka4eCTBY.

67. Ilon MHCTpYMEHTANBHBIM 00OCeJOBaHNEM TTOHUMAETCs KOHTPOJIHHOE
(Hamg3opHOE) [EHCTBHE, COBEpPIIAEMOE [JODKHOCTHBIM  JIMLIOM  OpraHa
roCcyZJapCTBEHHOI'O KOHTPOJISA WM CHELHATIUCTOM 3KCIIEPTHON OpraHu3aluu 1o
MeCTy HaxOXIEHHs (OCYLIECTBIEHHS NEeATEJBHOCTH) KOHTPOJIMUPYEMOTO JIHIA
(ero  ¢wunuanoB,  MPEACTAaBUTENLCTB,  OOOCOOJEHHBIX  CTPYKTYPHBIX
nojpa3aesieHH) JIUO0 M0 MECTy HaXOXIEHHUS MPOU3BOJICTBEHHOIO OOBEKTa C
UCIIOJIb30BaHUEM  CIIe[MaJbHOro 00OpyAOBaHUA W (WIH) TEXHHYECKUX
MpuOOpoOB Uil onpeneneHuss (pakTHYeCKUX 3HA4YeHUM, Mmokazarenel, NeHCTBUM
(coObITHIf), UMEIOIINX 3HAYEHHE JUISl OLEHKH COOJIONCHUS KOHTPOJIHPYEMBIM
JIUIIOM 00s3aTeNbHBIX TpeOOBaHUH.

68. KontponupyeMble J5ulla, OCYILIECTBIAIOLIME XpaHeHUEe U (W)
peain3aluio MEIULUHCKUX U3JIEeNUH, 00s13aHbI obecrneunTh
OecCHpenaTCTBEeHHBIM JOCTYNl AOJDKHOCTHBIX JIMIL OpraHa TroCyAapCTBEHHOIO
KOHTpOJISI Ha HPOM3BOACTBEHHbIE OOBEKTBHI, a TAKXKE BO BCE CIIy)KeOHBIE H
crieliMa/IbHBIE TOMELICHUS.

69. IOKHOCTHOE JIMIO OpraHa ToOCyAapCTBEHHOIO KOHTPOINS TIpU
MJIaHUPOBAaHUHN BHEIUIAHOBOI'O BBIOOPOUYHOI'O KOHTPOJISI BHOCHT PYKOBOIUTEIIO
opraHa rocyJapCTBEHHOTO KOHTPOJISI MOTHUBUPOBAHHOE MpEJCTABJICHHE O
NPOBEICHUH BHEIUIAHOBOI'O BEIOOPOYHOTO KOHTPOJISI ¢ 00OCHOBAaHHEM HATHYHS
OCHOBAHUH €ro IIPOBEINECHUS.

70. IIpu cornacuu pyKOBOAUTEINSI OpraHa rocy1apCTBEHHOTO KOHTPOJIS C
MOTHUBUPOBAaHHEIM [IPEACTaBIEHUEM IOJDKHOCTHOE JALO oprasa
roCyJapCTBEHHOI'O KOHTpPOJISI TOTOBUT pELIEHHE O MPOBEJEHHWH BHEIJIAHOBOI'O
BBIOOPOYHOrO0 KOHTpOJiA. BHemiaHoOBbI BBIOOPOYHBIA KOHTPONb MPOBOIST
JOJDKHOCTHBIE JIMIIA OpraHa rocyJJapCTBEHHOrO KOHTPOJIS, KOTOpPhIE yKa3aHbI B
pelIeHWH O TPOBEACHUM BHEIJIAHOBOIO BLIOOPOYHOTO KOHTposs, 0Oe3
yBEJIOMJIEHUS] KOHTPOJIMPYEMOTO JIHIIA.

71.B pemeHud O TMpPOBEACHUH BHIOOPOYHOTO KOHTPOJIA OpraHa
rocyJapCTBEHHOI'O KOHTPOJIS YKa3bIBAIOTCS:

a) HAUMEHOBAaHUWE  OpraHa  [OCYJapCTBEHHOTO  KOHTPOJS,  BHJA
rOCy/apCTBEHHOIO KOHTPOJISi, B paMKaxX KOTOpPOTO MPOBOAMTCS BBIOOPOYHBIH
KOHTpOJIb;
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6) ¢bamunuy, UMeHa, oTyecTBa (MIPH HAJMYUH ), JOJDKHOCTH JIMIA WIIH JIMIL,
YTIOJTHOMOYEHHBIX Ha [IPOBeieHHe BEIOOPOYHOTO KOHTPOJIS;

B) HAUMEHOBaHUE IOPUAMYECKOTO JiMIa WK (HaMUJIMIO, WMs, OTYECTBO
(pu HANWYKU) UHIUBUAYAITBHOTO MPENIPUHUMATENIS, B OTHOLICHUH KOTOPBIX
NPOBOJUTCA  BBIOOPOYHBIH  KOHTPOJb, a TaKKe€ MECTO HaxOXIECHHS
IOPUAMYECKOTO JIUIA, MECTO OCYLICCTBICHUS ACATEIHHOCTH WHIHBHIYAIBHOTO
npeanpuHUMaTens U (Wik) MecTo (GakTHIeCKOTO OCYIIECTBICHHUS AeSTEIbHOCTH
IOPUAMYECKOTO JIMIA WM  UHAMBHAYAJIBHOTO  TpEANpUHUMATENs, TIe
HETIOCPEICTBEHHO TPOBOIUTCS BEIOOPOYHBIA KOHTPOJIE;

') TOCYJapCTBEHHBIM PErUCTPAlldOHHBI HOMEp 3alHuCH O CO3JaHHH
IOPUAMYECKOrO JIMHA, HOMEDP 3alucd 00 aKKpeOUTallMd B TOCYIapCTBEHHOM
peecTpe aKKpeOUTOBAaHHBIX (UIMATOB, MPEACTaBUTEIBCTB HHOCTPAHHBIX
IOpUINYECKUX JIML, TOCYJApCTBEHHBIH PpErdCTPAl[AOHHBIA HOMEp 3alliCH O
rocyJapCTBEHHOU perucTpanun B Ka4ecTBe MHAVNBUAYAITHHOTO
NperpuHUMarens U HWISHTH(PHUKAMOHHBI HOMep HajlororuiaTeNblpka (npu
HaJIMYMH y OpraHa rocy1apCTBEHHOIO KOHTPOJIS YKa3aHHOH HH(POPMAIIHH );

n) obsi3aTenbHble  TpeOOBaHMs,  OIEHKA  COOJIIOJEHUS  KOTOPBIX
OCYILIECTBIISIETCS. IPU MPOBEACHUH BEIOOPOTHOTO KOHTPOJIS,

€) OCHOBaHUe NMPOBeAeHUS BEHIOOPOYHOTO KOHTPOJIS;

) CBEICHUS O ToBapax (MEIULMHCKHX U3AENUX), MOISKAIIHX 0TOOPY
B XOJI¢ BEIOOPOYHOTO KOHTPOJIS;

3) AaTa MpoBeleHUs] BBIOOPOYHOr0 KOHTPOJIS;

M) CBEJICHUS O MPUMEHEHUU (POTO- U KHHOCHEMKH, a TaK)KE BUAEO3alMCH
B XOJie BEIOOPOYHOTO KOHTPOJIS;

K) CBEIlEHHSI O COrJIaCOBAHUHU IPOBEICHUS BBHIOOPOYHOrO KOHTPOJS C
OpraHaMy NpPOKypaTypbl J100 00 H3BELICHHHU OPraHOB IPOKYpaTypbl O €ro
NpoBeJleHUHU (C yKa3aHHeM JaThl U HOMepa [MUChMa O COTJIACOBAHUM - B ClIydae
BHETJIaHOBOTO BBIOOPOYHOTO KOHTPOJIS ).

72.1lpu mpoBeleHUH BBIOOPOYHOrO KOHTPOJSA JIOJDKHOCTHBIE JIMIIA
opraHa rocyJapCcTBEHHOIO KOHTPOJIA:

a) OCYLIECTBISAIOT OTOOP METUIIMHCKOTO H3AEIHS CaMOCTOATENBHO JTUOO0
C MpHUBJIeYeHNEM pabOTHHKA (TIPEACTABUTEIS ) KOHTPOJIHMPYEMOT'O JINIIA;

0) NOANUCHIBAIOT JOKYMEHTBI, a TaK)K€ COBEPINAIOT HHBIE HEHCTBHS,
HeoOXoIuMBblIe A7l 0TOOpa METULIMHCKOTO U3/IENUS;

B) 3allpalllUBalOT Y KOHTPOJMPYEMOTo JIMIA JOKYMEHTHI # (HJIH)
UH(POpMALIHIO, OTHOCALIYIOCS K OOpallIeHHI0 METUIIMHCKOTO U3EIHS.

73. Uudopmanys o6 opraHu3alyiv NpOBEeNeHUS BBIOOPOYHOTO KOHTPOIIS
BHOCHUTCS! IOJDKHOCTHBIM JIULIOM OpraHa rocyJapCTBEHHOrO KOHTPOJIA B €AMHBII
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peecTp KOHTPOJIbHBIX (HaJI30pHBIX) MEPONPUATUN HE mo3/Hee 3 pabounx IHEH
CO JHS POBEICHMUS BHIODOPOYHOTO KOHTPOJIS.

74. Pe3ynbTarhl 3KCHEPTU3Bl (MCCIIEIOBaHUM, UCTIBITAHMMN) MEIUIIMHCKHX
u3JleNnii, OTOOpaHHBIX B XOJ€ BBHIOOPOYHOTO KOHTPOJIS, HANpPaBISIOTCSA
KOHTPOJIUPYEMOMY JIMIY HE No3aHee 24 4acoB Mocie ux ohopMIICHUS.

75. Uadopmanust o pe3yapTarax  OIKCIHEpTU3bl  (WCCIeIOBaHUA,
WCIIBITAaHUM) BHOCHUTCS JOJDKHOCTHBIM JIMIIOM OpraHa TroCyIapCTBEHHOIO
KOHTPOJISL B €AUHBIA pEecTp KOHTPOJIBHBIX (HAA30pHBIX) MEPOTPUSATHS He
no3aHee 2 pabouyux IHEH cO [OHS OKOHYAHUS HWCCIeA0BaHHS (UCIIBITAHMS)
MEAMIMHCKUX U3/, OTOOpaHHBIX B X0JI€ BEIOOPOYHOT'O KOHTPOJIS.

KoHTposnpHas 3aKyrka

76. KonTponbHas 3aKynKa OCyLIECTBIISIETCS] HAa TUTAHOBOUM U BHEIUIAHOBOM
OCHOBE.

77. B Xone KOHTPOJIBHOM 3aKyIIKM MOXET COBEPIIATHCS OCMOTP.

78. KoHTposibHas 3aKyllKa MPOBOJUTCS B LIENSIX MPOBEPKHU COOJIOAEHUS
cyoOpekTaMu oOpallleHHss MEAMIIMHCKUX U3Jeduil 3ampera peanu3alldd
banbcuUUUPOBaHHbIX ~ MEOUIMHCKUAX  W3AENUH, HeJ00pOKa4eCTBEHHBIX
MEIUIUHCKUX U3JENUI U KOHTpA(PaKTHBIX METUITUHCKUX U3LCITHH.

79. BHenuiaHoBasi KOHTPOJIbHAs 3aKyIMKa MOXET OCYIUECTBISATHCS TOJBKO
IO COMJIAaCOBAHHIO C OpraHaMH IPOKYpaTypbl, 3a HCKJIIOUEHHEM CIIy4aeB ee
IPOBEIECHHUS B COOTBETCTBUM C IMYHKTaMHU 3 - 6 yactu 1 ctatbu 57 u yactbio 12
ctateu 66 ®enepasnbHOrO 3akoHa "O rocyJapCTBEHHOM KOHTpolie (Haa3ope) u
MYHHULUIIAUTBHOM KOHTpoJie B Poccuiickoi @enepanun”.

80. OcHoBaHueM ISl HaYana KOHTPOJBbHON 3aKyIKU SBJISAETCS:

a) HACTYIUIEHUE CPOKOB MPOBEACHUS KOHTPOJIBHOMN 3aKyIKH, BKIIOYSHHOH
B IUJIaH MIPOBEACHUS KOHTPOJBHBIX (Ha30PHBIX) MEPOIIPUSTUM;

6) MOTUBUPOBaHHOE IMpEeJCTaBleHUEe AODKHOCTHOTO JIMIa oOpraHa
rOCyJapCTBEHHOT'O KOHTpPOJII IO pe3yjbTaTaM aHajlh3a MEpPONpHATHH T10
KOHTPOJIO 03 B3aUMOIEHCTBUS C KOHTPOJIUPYEMBIMH JIMLIAMU, PACCMOTPEHHS
WIH TIpEeABAapUTENIBHON INPOBEPKH MOCTYMUBILIUX B OpraH rocyIapCTBEHHOIO
KOHTpPOJIsi 0OpalleHuil U 3asBiIeHUI IpaXKAaH, B TOM YHCIIE WHIWBHIYaIbHBIX
OpeAnpyuHUMAaTene, IOpUAWYECKUX  Jul, HMHPOPMAIMH OT  OPraHoB
roCy1apCTBEHHOM BIIaCTH, OPraHOB MECTHOIO CaMOYNPAaBJIEHUSA, U3 CPEACTB
MaccoBod MHpOpMalMK O (akTax BOSHUKHOBEHHS Yrpo3bl MPUYHHEHHUS Bpena
KM3HH, 3I0pPOBBI0O TpaXJaH WM MNPUYMHEHHUH Bpelda >XU3HU, 3I0POBBIO
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rpaxkaaH, HECOOTBETCTBHUS  MEAULMHCKOTO  HU3JENUS  YCTaHOBIIEHHBIM
TpeOOBaHUSIM;

B) HAIMYME peLIeHUs O TPOBEJEHHUH KOHTPOJIBHOIO (HaA30pHOrO)
MEPOMNPHATHS OpTraHa roCyJapCTBEHHOIO KOHTPOJIS, U3JaHHOTO B COOTBETCTBUU
¢ nopydenuem Ilpesumenta Poccuiickoit ®enepauuu, mnOpydeHHEM
IIpaButennsctBa Poccuiickoit enepamuu WM Ha OCHOBaHMM TpeGOBaHUS
MpPOKypopa O TPOBEACHHUH BHEIUIAHOBO! KOHTPOJBHOM 3aKyIKH B PaMKax
HaJ30pa 3a UCIOJNIHEHHWEM 3aKOHOB IO MOCTYNHBILIUM B OpPraHbl MPOKYpaTypbl
MaTepraiaM U OOpaleHHSIM.

81. Penienne o mpoBedeHUU KOHTPOJBHOW 3aKyNKH IPUHUMAETCS B
cly4ae, €Clid OIleHKa coOJiofeHus o0s3aTeNnbHbIX TpeOoBaHUM B cdepe
oOpailieHisl MEJUIIMHCKUX U3JIENNN, YCTAHOBICHHBIX (peepabHBIMUA 3aKOHAMU
U IPUHUMAEMbIMH B COOTBETCTBHH C HUIMHU MHBIMU HOPMATUBHBIMU NPABOBBIMHU
aktamu Poccuiickoit @enepaiinu, Npu npojaxxe TOBapOB, BBHINIOJIHEHUU paboT U
OKa3aHUHU YCIYT MOTPEOUTENSIM MOXKET OBITh OCYIECTBII€HA TOJBKO B paMmKax
[IPOBEJIEHUS] KOHTPOJIBHOU 3aKyTKH.

82. JIOJDKHOCTHOE JIMI0O OpraHa TOCYIapCTBEHHOTO KOHTPOJS BHOCHUT
PYKOBOJMTENIO OpraHa TOCYJapCTBEHHOIO KOHTPOJS  MOTHBUPOBaHHOE
NpeJCTaBJIEHHE O IPOBEACHUH KOHTPOJIBHOU 3aKyNIKH ¢ 0OOCHOBAaHUEM HAITHYHUS
OCHOBaHH# ee MPOBEACHUSI.

83. [Ipu cornacuu pyKOBOAMTENSI OpraHa rocyJ1apCTBEHHOTO KOHTpOJS C
MOTHBHPOBAHHEIM MpEJICTaBIEHHEM JOJDKHOCTHOE M0 T'OTOBUT pEIIEHHE O
MpOBEJICHUN KOHTPOJIbHOHN 3aKyIIKH.

84. B pemeHnr opraHa rocyJapCTBEHHOTO KOHTPOJS O MpOBEICHUU
KOHTPOJILHOM 3aKyTKH YKa3bIBAIOTCS:

a) HAMMEHOBaHUE OpraHa TOCYJapCTBEHHOIO KOHTPOJS, a TaKXe BHU]
TOCY/IapCTBEHHOIO KOHTPOJIS, B pamMKax KOTOPOro IMPOBOJUTCA KOHTPOJIbHas
3aKyIIKa;

0) bamunuu, wMeHa, otyecTBa (IpU  HAIMYHMH), JOJDKHOCTH
JOJDKHOCTHOTO JIMIIA MWJIM JIMI OpraHa TOCyJapCTBEHHOTO KOHTPOJI,
YIOJIHOMOYEHHBIX Ha MPOBEICHUE KOHTPOJIBHON 3aKyIIKH;

B) HAMMEHOBAHUE IOPUINYECKOro JHIa Wid (paMuiIus, UMS, OTUYECTBO
(npu HaNM4YWHK) UHIUBUAYAIBHOTO MpEANpPUHUMATENS, B OTHOIIEHUU KOTOPBIX
IIPOBOJIUTCS KOHTPOJIbHAS 3aKyIKa, 8 TAK)KE€ MECTO HAXOXKIEHUS FOPUIUYECKOTO
JM1La, MECTO OCYHIECTBIICHHUSI JNeSATeIbHOCTH MHIUBUIYAJTBHOTO
OpeanpUHUMATENs U (UITK) MECTO PaKTUYECKOTO OCYUIECTBICHUA AESATENbHOCTH
IOPUIUYECKOr0 JIMLA WM WHIOUBUAYaJIbBHOTO [pealNpUHHMATeNs, Ie
HEMOCPeICTBEHHO TMPOBOAMTCS KOHTpOJdbHast 3akynka. Ilpu mnpoBeneHuu
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JVCTaHLIMOHHOW KOHTPOJBHOU 3aKYIIKH B PEIIEHUE O MPOBEICHUH KOHTPOJIBHON
3aKyNKU BKJIFOYaeTcs UH(opMalusi, Mo3BOJSAOMAs WASHTUGUIIIPOBATE MECTO
IPOBeJIeHUsI KOHTPOJILHOM 3aKyNKH (TTOYTOBBINA azipec, HoMep TenedoHa, dakca,
aapec caiita B cetd "HHTepHer", ampec 3JeKTPOHHON MOYTHl W (MiM) WHas
uHbopMaIus);

') TOCYAapCTBEHHbIH pPETrMCTPALIMOHHBI HOMEp 3alluCu O CO3JaHHU
IOPUAMYECKOr0 JIMLA, HOMEpP 3amucd 00 aKKpeOUTalMH B TOCyAapCTBEHHOM
peecTpe aKKpeIUTOBAaHHBIX (DUIMATIOB, TPEACTABUTEIHCTB HHOCTPAHHBIX
IOPUIMYECKUX JIML, TOCYJApCTBEHHBIA PpETUCTPALlMOHHBIA HOMEpP 3aIllycu
O TOCYJapCTBEHHOM  perucTpaliMd B Ka4ecTBE  MHAMBHAYaJIbHOIO
IpeJIpUHUMATEN] U HWIESHTU(PUKALMOHHBIA HOMEp HajloroIuiarenbluuka (mpu
HaJIMYUM Y OpraHa rocy/1apCTBEHHOTO KOHTPOJI yKa3aHHOW UH(bOpMaIiK );

n) obsi3aTenbHble  TpeOOBaHWs,  OLIEHKA  COOJIIONEHUST  KOTOPBIX
OCYLIECTBJIAETCS IIPU NIPOBEJICHUHN KOHTPOJIBHOM 3aKYIIKH;

€) OCHOBaHUE MPOBEJACHUS KOHTPOJIBHOW 3aKyIIKH;

) CBEIEHUA O MEIULMHCKUX W3AENHUsX, MOJJEeXaIINX TPUOOPETEHUIO B
X0JIe KOHTPOJIbHOM 3aKyIIKH, cloco0ax X 3aKyNKH U OIIaThl;

3) JlaTa NpOBEJIEHUS KOHTPOJIBHOM 3aKyTIKH;

M) CBEICHUS O MPUMEHEHUHU (POTO- U KUHOCHEMKH, & TAaK)Ke BUJICO3AIUCH
B XO0JI€ KOHTPOJIBHOU 3aKyIIKU;

K) CBEICHHSI O COIJIaCOBAaHUU MPOBE/ICHUS] KOHTPOJBHOM 3aKyIKH C
OpraHaMH MPOKYpaTypbl JUOO0 00 H3BEIIEHHH OPraHOB IMPOKYpATYpPHl O ee
npoBefeHUH (C yKazaHUeM AaThl U HOMepa MYUChMa O COTJIACOBAaHWU - B ClIydae
BHEILJIAHOBOW KOHTPOJIBHOU 3aKyIKH ).

85. KoHTponbHas 3aKylkKa MpOBOAUTCS JOJDKHOCTHBIMM JIMLAMHU OpraHa
roCcyJapCTBEHHOIO KOHTpOJS, KOTOpBIE yKa3aHbl B PEUIEHHWH O MpPOBEICHUU
KOHTPOJIbHOH 3aKyIKH, oe3 pEABAPUTENBHOTO yBeIOMJIEHUS
KOHTPOJIUPYEMOTIO JIMLIA.

86. KouTpoinbHas 3aKynka NOpPOBOAUTCS B NPUCYTCTBHM 2 CBUIETEINCH
mmbo ¢  NPUMEHEHMEM  BHMJIEO3alIMCH  CNOCODaMH,  NPUMEHSEMbIMU
MOTpeOHUTENSIMU TP NPUOOPETEHUH TOBapoB (paboT, YCIyr) U COBEpIICHUH
COOTBETCTBYIOLIUX CHENOK C KOHTPOJIUPYEMBIMHU JIMIIAMH, OCYLIECTBISIOIIUMU
NesSTeIbHOCTE B cdepe. oOpailleHus METUIUHCKUX u3aenuid. B cioyuae
HeoOXOIMMOCTU B LiesiX (PMKCAllMK Mpolecca KOHTPOJBHOH 3aKylKHU NpH ee
MPOBEACHUU NMTPUMEHSIOTCS (POTOCHhEMKA, ayIUO- U BUAEO3AIUCh.

87. Ilpu nmpoBeAeHUH KOHTPOJIBHON 3aKyNKH JOJDKHOCTHBIE JIMIA OpraHa
rocy1apCTBEHHOTO KOHTPOJIS:
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a) OCYILECTBISAIOT BEIOOP METUIIMHCKOTO H3IENUs CaMOCTOATEILHO JTHOO
C IpUBlieYeHHEM paboTHHKA (TIPECTABUTENS ) KOHTPOIHUPYEMOTO JIMIIA;

6) NOANKCHIBAIOT JOKYMEHTHI, a TakKXKe COBEPIIAIOT HHbIE EHCTBHS,
HEo0XOUMBIE I IPHOOPETEHMs TOBapoB (padoT, yciyr);

B) 3aIlpalllMBalOT JOKYMEHTHI M (Wi¥) HWHOOPMAIIUIO O METUI[HHCKOM
U3JeNId,  TpPEJCTaBIeHHE  KOTOPBIX  HOTPeOUTENI0  MPEeAyCMOTPEHO
3aKOHOZATENBCTBOM O 3alluTe [paB NoTpeduTenei.

88. KoHTponbHas 3aKynKa MOXET IMPOBOAUTECS CIIOCOOAaMH, KOTOpPHIE
UCKIIIOYAIOT HENOCPEACTBEHHBIM KOHTAKT pabOTHUKOB (MpeicTaBUTENEH)
KOHTPOJUPYEMOIO JIMLA C MOTpeOuTeNeM NpPHU COBEPHICHHUH CHEJIKH, B TOM
YHMCJiE€ C MCIOJB30BAaHUEM CeTeH TOYTOBOM CBSI3M, ceTell 3JIEeKTPOCBS3H,
BKJIFOYast ceTh "VIHTepHeT", a TakXkKe ceTel CBA3MW JUIS TPAHC/ALMK TeJeKaHaIoOB
¥ (WJIH) paIMOKaHaJIOB.

89. Mndopmanusi 006 opraHuzaliyd HPOBEJACHHS KOHTPOJBLHOW 3aKyIKH
BHOCHUTCS IOJDKHOCTHBIM JIMLIOM OpraHa rocy1apCTBEHHOT'O KOHTPOJIS B €UHBII
peecTp KOHTPOJIBHBIX (HAaA30PHBIX) MEPOIPUATHI He mo3gHee 3 pabouux mHel
CO [IHS MMPOBEIEHUS KOHTPOJIBHOM 3aKYIIKH.

90. Ilocne 3aBeplIeHUsT KOHTPOJNBHOM 3aKymKH (3a HCKIIOYEHHEM
JUCTAHLHUOHHOM  KOHTPOJBHOW 3aKyNKH) [JOJDKHOCTHOE JIMIO  OpraHa
rOCYZIapCTBEHHOI'O KOHTPOJIS OOBSIBISET O INPOBEACHUM KOHTPOJIBHOM 3aKYIIKH,
NpenbsBIseT  CIYy)XeOHOe  yNOCTOBepeHHEe, pelIeHHe O  [POBEAECHHH
KOHTPOJILHOM 3aKylIKH U IEepefaeT KOHTPOJIUpYeMOMY JIHIY JHOO ero
NPEACTABUTEIIO KOIHUIO PELLEHHS O MPOBEACHUN KOHTPOJIBHOM 3aKYITKH.

Ol.Ilocne o0OBABIEHHMA O TIPOBENCHUH KOHTPOJBHOM  3aKyNKH
(32 HCKIIIOUYEHHEM CIIy4aeB yTpaThl B pe3yJbTare MPOBEICHUS KOHTPOJIBHOM
3aKyIKd OpUOOPETEHHBIM TOBAPOM IMOTPEOMTEIBCKHX CBOMNCTB, HECEHHUS
KOHTPOJIHUPYEMEIM JIMLIOM, B OTHOLIEHUH KOTOPOI'O MPOBOIMJIACH KOHTPOJbHAs
3aKyIlKa, pacxoJOB B CBA3U C IIpPOBeIEeHUEM pabOT WM OKa3zaHHEM YCIyr B
paMKaxX KOHTPOJIbHOH 3aKyNKH) ACHEXHbIE CPEeICTBa BO3BPAILAIOTCS OpraHy
roCy/JapCTBEHHOI'O KOHTPOJIS IIyTEeM:

a) HE3aMEJUINTENIPHOIO BO3BpAIllEHHsT HATUYHBIX JEHEXHBIX CPEICTB
JOJDKHOCTHOMY JIMIYy OpraHa rocy1apCTBEHHOTO KOHTPOJIS;

0) HE3aMEMJIUTENBHOIO TPUHATHS PabOTHHKAMHU  ([IPEACTABUTENISIMHU)
KOHTPOJIUPYEMOTI'0 JIMLAa HEOOXOJUMBIX JEWCTBHH MO BO3BpPATY HIEHEXKHBIX
CPEICTB, MEPEUYMCIEHHBIX B XOA€ KOHTPOJBHOM 3aKyNKH IyTeM Oe3HAIMYHBIX
pacyeToB, Ha CYET, C KOTOPOro NPOM3BOAMIACH OIulata ToBapa (paboThl,
YCIIyTH) P KOHTPOJIBHOM 3aKyTIKE.
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92. MenuuuHCKME W3AENUs, MPUOOpPETEHHbIE B XOJle IPOBEIEHUs
KOHTPOJIBHOH  3aKylKM, BO3BpalllaloTCi  pabOTHUKY  (MIpelCTaBHTEIIO)
KOHTPOJIMPYEMOTO JIHUIIA.

MHCcneKIIMOHHEIA BUBUT

93. B xoIe WHCIEKIMOHHOIO BHU3HTa MOTYT COBEPIIATHCS CIIENYIONIHE
KOHTpPOJbHBIE (HAA30pHBIE) NeHCTBHUS:

a) OCMOTp;

6) omnpoc;

B) MOJy4€HHUE MUCHbMEHHBIX OOBSICHEHHH;

r) ICTpeOOBaHUE  [OKYMEHTOB, KOTOpble B  COOTBETCTBHH  C
00s3aTeNbHBIMU TPeOOBAaHUSAMH [TOJDKHBI HAXOOUTHCS B MeCTe HAXOXAECHUS
(ocylecTBIEHUSl [JESITEABLHOCTH) KOHTPOJHpyeMoro Juna (ero (uIHajos,
[IpeICTaBUTEIBCTB, OOOCOOJIEHHBIX CTPYKTYPHBIX TMOJpa3jeieHuit) nubo
00beKTa KOHTPOJIS.

Habsmonenue 3a cobmoaenneM o0s3aTelIbHbIX TpeOOBaHUIH
(MOHUTOPUHT OE30TIACHOCTH )

94. HabmoneHue 3a  coOmrogeHweM — oOs3aTENbHBIXK  TPeOOBaHMM
(MOHUTOPUHI 0€30MacHOCTH) MPOBOTUTCS C YYETOM IOJIOXKEHHMH cTartbu 96
®enepanbHoro 3akosa "O0 OCHOBax oXpaHbl 310pOBbs TpaxkaaH B Poccuiickoi
Qenepauuy” B BUAE aHalM3a [OaHHBIX 00 OOBEKTaX TOCYAapCTBEHHOI'O
KOHTpPOJISl, UMEIOLUXCA y OpraHa rocyAapCTBEHHOTO KOHTPOJIS, B TOM YHCIIE
NaHHBIX, KOTOPbIE MTOCTYIIAIOT:

B XOJI€ MEKBEIOMCTBEHHOIO MH(GOPMAIIMOHHOTO B3aUMOJICHCTBHS;

MIPEACTaBISIIOTCS KOHTPOJIMPYEMBIMH JIMIIAMH B paMKaX HCIIOJHEHHUS
00s3aTeNbHBIX TPEOOBaHUH;

JAHHBIX, COIEpPXAIUUXCA B TOCYJApCTBEHHBIX W MYHMIHMIAIbHBIX
HH(GOPMaIHOHHBIX CHCTEMAX;

MHQOpMALIUHY, NpeNCTaBIsIeMOd CyObeKTaMH OOpalleHHS MeIUIIMHCKHX
uzenuil B coorBercTBUUM ¢ DenepanbHbiM 3akoHOM "OO OCHOBax OXpaHbI
310poBbs rpaxkaaH B Poccuiickoit ®enepanmn”.

95. Ecinu B xo1e HaOmoneHus 3a coOoaeHreM 00s3aTeIbHbIX TPeOOBaHMiA
(MoHUTOpHMHra 6€30IacHOCTH) BhIABICHHI ()aKThl NMPUYHHEHUs Bpera (yiuepoba)
WIN BO3HUKHOBEHUS yIrpo3bl NpUYMHEHUs Bpena (yimepoa) oOXpaHAeMbIM 3aKOHOM
LEHHOCTAM,  IIOJ[ydeHBl  CBEACHUSA O  HapyUIeHUAX  OO0sA3aTeNbHBIX
TpeOOBaHUM, TOTOBSIUMXCS HApyIUIEHHSIX 00s3aTeNIbHBIX TPeOOBaHUM WM
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MpU3HaKax HapyLIeHU# o0s3aTebHBIX TpeOOBaHMIA, OpraHOM IoCyIapCTBEHHOIO
KOHTPOJISi MOT'YT OBbITH IPUHSTHI CIIEAYIOIIHE PEIICHHS:

a) pelieHre O IPOBEJCHUH BHEMJIAHOBOTO KOHTPOJBHOTO (HAA30pPHOTO)
MEpPOMpUATHS B COOTBETCTBHMHM cO craTheit 60 DenepanpbHOro 3aKoHA
"O rocyZapCTBEHHOM KOHTpoJie (Haa30pe) ¥ MYyHHUIUIAIBLHOM KOHTpOJIE B
Poccuiickoit ®enepauun";

0) pelieHue 00 OOBSBICHUN NIPEIOCTEPEIKECHUS.

96.[Ipn HaOmoneHuu 3a coOMOAEHUEM O00s3aTeNbHBIX TpeboBaHUMH
(MoHUTOpHHTE 0E30IIACHOCTH) Ha KOHTPOJIHUPYEMBIX JIUI] HE MOTYT BO3JIaraThCs
00s13aHHOCTH, HE YCTAaHOBJIEHHbIE 00s13aTeIbHBIMU TPEOOBAHHUSIMH.

Ot60p 06pa3LoB MEUIIMHCKUX U3enuil. [IpoBeieHue 3KCIepTU3bI, HCTIBITAHHS
¥ (UJIM) HTHCTPYMEHTAIBHOTO 00CIeI0BaHHUS

97.1lpu npoBeeHWH TOCYIapCTBEHHOTO KOHTPOJISI B IEAAX OLEHKH
cOoOMO/IeHUsT KOHTPOJUPYEMBIM JIULOM 0053aTeSIbHBIX TpeOOBaHWH MOXET
MTPOBOJUTECS OTOOP 00pa3LOB METUITHHCKUX H3AEITHH.

98. Ot60p 00paslioB MEOUUMHCKAX H3AETUHA MOXKET MPOBOIUTHCS IIPH
MIPOBe/IEHUH BEIOOPOYHOTO KOHTPOJIS.

99. Ot60p 00pa3loB MEAUIIMHCKUX U3JIETHH TPOBOIUTCS AOKHOCTHBIMH
JULAMU OpraHa rocyJapCTBEHHOTO KOHTPOJIS B MPUCYTCTBUHM OTBETCTBEHHBIX
JIUL KOHTPOJIIUPYEMOTO JIHIIA.

100. Ot60p 06pa3iioB METUIMHCKUX H3ACTHH 0GOPMIISETCS MPOTOKOIOM
oTOOpa MEAMUMHCKMX u3ienuid no ¢opme, yTBepxkmaemon DenepanbHoit
ciryx00¥i o Haa30py B cdepe 3apaBOOXPaHEHUS.

101.Ilpu  mpoBeneHMM  FOCYIapCTBEHHOTO  KOHTPOJS  OpPraHOM
rOCyAapCTBEHHOIO KOHTPOJISI MOXET IMPOBOIAUTHCS IKCIEPTH3a, HCIBITAHUE U
(W11) UHCTpYMEHTAIbHOE OOCIeI0BaHUe MEIUIMHCKUX M3/, 0TOOpaHHBIX
B XOJI€ IIPOBEACHUs] KOHTPOJBHOTO (HAA30pHOI0) MEPONPUATHUS AJISl MPOBEPKHU
HX KavyecTBa U 6€30MacHOCTH.

102. Dxcneptu3a, UCnbITanue U (MJIM) MHCTPYMEHTAIBHOE 00C/IeloBaHKe
(mpy  HeoOXOAMMOCTH  TEXHHYECKHE  KCIBITAHHUS, TOKCHKOJOTHUECKHE
UCCJICOBaHMs, KIMHHUYECKHE MCHBITaHUS) OCYLIECTBISIOTCS OJKCIEPTHBIMHU
OpraHM3alMsIMH, NoABeIOMCTBeHHbIMU DenepanbHOl ciayxbe Mo Ham3opy B
cdepe 34paBOOXpaHEHHMS, N0 TOCYJAPCTBEHHOMY 3aJaHHUI0O Ha COOTBETCTBHE
TpeOOBaHUSAM HOPMATHBHOW, TEXHUYECKOM M (WIM) DJKCIUTyaTalHOHHOM
NOKYMEHTaUUH MPOU3BOAUTENS (M3TOTOBUTENA) TUOO B Cilydae ee OTCYTCTBHS
TpeOOBaHUAM CTaHAAPTOB IO 0€30MAaCHOCTH, MPUMEHUMBIM K ONpeieIeHHBIM
rpynmnam MeJULUHCKUX U3IENUM.

5102239



24

103. DxcnepTusa, UCIIBITAaHUS U (WJIM) HUHCTPYMEHTAJIbHOE 00CIeqoBaHue
MOTYT OCYIIECTBJISTBCA KaK MO MeCTy HaxOoxAeHHA (OCYyIIeCTBICHHUS
NesTeNbHOCTH) KOHTPOJNHMpyeMOoro Jyuna (ero (uiMaloB, PeCTAaBUTEIBCTB,
000COONEHHBIX  CTPYKTYPHBIX  IOIpa3felieH’ii), MecTy  MpHUMEHEHHUS
MEIUIMHCKOTO U3ENNsl HEMOCPEACTBEHHO B XOJ€ MPOBENEHUS KOHTPOIHHOTO
(Ha#30pHOr0) MEpONpUATUS, TaK KU MECTY OCYHIIECTBIEHHUS AeITeIbHOCTH
JKCIIEpTHON oOpraHu3anvi. B cioydasx HEBO3MOXXHOCTH TPaHCHOPTHUPOBKHU
MEAULMHCKOTO U3JeNus K MecTy paboThl IKCIepTa 3KCIEePTHOW OpraHu3alliu
opraH TroCyIapCTBEHHOTO KOHTpOJIs oOecreduBaeT eMy OecrpensTCTBEHHBIN
IOCTYT K 00pa3ily U HeOOXOAUMBIE YCIOBHS JJIsl HCCIIEIOBAHHUS.

104. BpemMss  ocymiecTBIEHUS OKCHOEPTH3bl, MUCHBITaHUS W (WJIH)
WHCTPYMEHTAJIBHOTO  OOC/IEJOBaHUS  3aBUCUT OT BHJIOB  HCIBITAHUH,
HEOOXOOUMBIX [UIsl MPOBEPKH KauecTBa U OE30MaCHOCTH, M yCTaHABIMBAETCS
WHJIYMBUAYaJbHO B KaXXIOM KOHKPETHOM Cllyyae IO COTJIAIICHHIO MEXIy
OpraHoM TIOCYAApCTBEHHOTO KOHTpOJISI H DJKCIEPTOM WU 3KCHEPTHOMH
opraHu3aluen.

105. Pe3ynbTaThl 3KCIEPTU3bI, UCIBITAHUSA U (HUJIH) MHCTPYMEHTAIBHOrO
oOcneoBaHusl OQOPMIIAIOTCS 3KCIEPTHBIM  3aKIIOYEHHEM, B  KOTOPOM
yKa3bIBalOTCSl (MpU Hajdu4uH) (PakThl U OOCTOSATENHCTBA, CO3MAIOIIHE YTPO3Y
KU3HH, 3JOPOBBIO TpaXdaH M MEJUUUHCKUX pabOTHUKOB ©  (HIIH)
He0OpOKaueCTBEHHOCTH W (WiH) (anbCcuPUKAUM METULIMHCKOTO W3IEIus
U (WiK)  TpU3HAKHM,  CBUACTEJIBCTBYIOIME O  HE3apPEerHCTPHUPOBAHHOM
MEIUIIUHCKOM U3/IENNH.

106. Pewienus, neiictBusi (Oe3nelicTBHe) OOJDKHOCTHBIX JIMI[ OpraHa
rOCy/JapCTBEHHOTO KOHTPOJISI U IpUBJIEKaeMbIX B Cliydae HeOOXOIMMOCTHU
3KCHEPTOB MOTYT OBITh OOXajJOBaHBI B  TMOPSAAKE, YCTAHOBIEHHOM
3aKoHOJ1aTeNbcTBOM Poccuiickoit denepanuu.

107. Ilo OKOHYaHUHU 3KCIEPTHU3BI, UCTIBITAaHUS U (nm)
MHCTPYMEHTAJIBHOTO OOCJIeIOBaHHUS HE MCIIOJIB30BaHHBIC B Ipollecce 00pa3iibl
MEIUMLHMHCKUX  HU3IENUH BO3BpAILIAIOTCS KOHTpOJIUpYEMOMY  JIMILLY,
OCYIIECTBIISIOIIEMY AESITENbHOCTD B cpepe 0OpallieHus MeIUIIMHCKUX H3IETHIA,
[0 aKTy IpHeMa-Tepesavm.

108. B caywyasx Kkoraa O0pd  HUCHOBITAaHUSAX, HWHCTPYMEHTAIBHBIX
o0CleJOBaHUAX M DJKCIepTu3e oToOpaHHbIE OOpa3lbl H3PAcCXOJ0BaHBI HIIH
NpYBE/IEHbl B HENPUIOJHOE JUISl JallbHEHILEro MCMONb30BaHUSA IO IPSIMOMY
Ha3HAYEHHUIO COCTOSHHE, COCTaBIAETCA aKT 00 MX W3PacXOIOBaHHM WU
cnucaHuM. AKTBI COCTaBJSIIOTCS MpEeIACTaBUTENEM KOHTPOJHPYEMOro JIHIIA,
OCYHIECTBISIOLIEro AesITEILHOCTE B cdhepe oOpallleHuss METUIIMHCKUX U3ASIIUH,
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U PYKOBOIHUTEIEM S3KCHEPTHOrO yupexacHUs (YMOJHOMOYCHHBIM KM JIUIIOM),
OCYILECTBIISIOLIEr0 YKa3aHHbIE UCTIBITAHUS, UCCIIEIOBAHUS U DKCIIEPTU3HI.

109. Ha Bcex cragusix XpaHEHHWs, TPaHCIOPTHUPOBAHHUS M MOATOTOBKH
o0pa3lioB K DJKCIEPTU3€, MCHBITAaHUIO MW (WIM) HHCTPYMEHTAJIbHOMY
o0OcleJoBaHHIO, a TaK)Ke B MpoLecce UX MPOBEACHUS JIOJDKHBI COOIOAATHCS
TpeOOBaHUSA,  YCTAHOBJIEHHbIE B  HOPMATMBHOH,  TEXHUYECKOH U
SKCIUTyaTaHUOHHOW IOKYMEHTAllMU Ha MEIULMHCKOE U3JIENIHeE.

110. DxcniepTu3a, ucnbeiTaHue U (WIK) UHCTpyMEHTaJIbHOE 00ClieloBaHKe
MPOBOAMTCS. B CPOK, He MpeBblmatomuii 20 pabounx gHEeH co JTHS MOydeHUs
IKCIIEPTHOM opraHuzanuen 3aganus OenepanbHoit cinyxObl o HAA30pY B cdhepe
3PaBOOXPAHEHHUS], a TaKXKe 00pa3lioB MEAUIIMHCKUX U3ACTUH.

111. B HUCKIIOYMTENBHBIX Ciy4dasX, CBSI3aHHBIX C HeEOOXOIHUMOCTBIO
NpOBEIEHUsI CJIOXKHBIX U (WIM) JAJNUTENbHBIX HWCIBITAHUN, BKJIIOUYCHHBIX B
HOPMAaTUBHYIO, TEXHMYECKYIO M (WIM) 3KCILUTyaTallMOHHYIO JIOKYMEHTAIUIO
Npou3BOAUTENS (M3rOTOBUTENS]) JMOO B Cilydae €€ OTCYTCTBHSL B HHYIO
HOPMATUBHYIO JOKYMEHTALHWIO, HA OCHOBaHUM MOTUBHUPOBAHHBIX MpPeIOXKEHUN
SKCIEPTHOW OpPraHM3allyd CPOK IPOBENEHMS IKCIEPTU3bl UCHBITAHUSA U (UJIH)
WHCTPYMEHTANBHOTO OOCNENOBaHUS MOXET OBbITh MNPOMJICH PYKOBOIUTEIEM
(3amectutenamu pykoBoautesisi) DenepanpHoil ciyObl M0 Haazopy B cdepe
3/IpaBOOXPAHEHHUs, HO He 6osiee ueM Ha 30 pabouux qHeil.

112. Ilpy nojaydeHUd 3KCHEPTHOrO 3AKIIOYEHHS], COJIEPIKAIIEro BBIBOABI
0 BBISIBIICHUH HeJ00poKaueCTBEHHBIX MEOULMHCKUX U3Neui,
banbcuPUIUPOBaHHBIX MEAUIIMHCKUX U3/IETUH, KOHTpahaKTHBIX MeIULHHCKUX
U3JICNIUK, HE3apEerMCTPUPOBAHHBIX MEIUUMHCKUX u3Aenuil @enepaibHOM
ciyx00it Mo Haa3opy B cdepe 3apaBOOXpaHEHUS H3aeTcs HWHPOPMAIMOHHOE
UCHMO O BBISIBJIEHMM B OOpallleHHH HEIOOPOKAYECTBEHHOTO METUIIHMHCKOIO
uznends, ¢GaibCUPUUUPOBAHHOTO MEIUIIMHCKOTO H3Jeus, KOHTpahaKTHOIro
MEIULMUHCKOIO W3[EJIUsl, HE3apErMCTPUPOBAHHOTO MEOULIMHCKOIO M3JeNus, a
TaK)Ke MPUHUMAIOTCA peleHusi B Gopme npukaza PenepanbHON CIYKOBI MO
HaI30py B cdepe 34paBoOXpaHeHUs 00 U3BATUH U YHHUTOXKCHHU BBISBIECHHBIX
banbCUPUUMPOBAHHBIX  MENUIMHCKUX  U3JeNui, Heqo0pOoKadeCTBEHHBIX
MEAMLMHCKUX  H3/ENWH, KOHTpadaKTHbIX  MEAMIMHCKUX  HU3JIeJIUd B
ycraHoBieHHOM [ IpaBurensctBom Poccuiickoit @enepanuu nopsike.

113. Pemienuss  @epepasnibHON  ciayxObl MO  Haa3opy B cdepe

3JpaBOOXpaHeHHuss 00 U3BSATHH | YHUUTOXXEHHUH BBISIBJICHHBIX
¢banbCUGUIMPOBAHHBIX ~ MEOUIIMHCKUX  M3eNud, HeA0OpOKadeCTBEHHBIX
MEIULUHCKUX  HM3JENUH,  KOHTpa(aKTHBIX  MEAULMHCKUX  W3/eNui,

HE3APETUCTPUPOBAHHBIX MCIHUIITMHCKHX 5169 (010505 HY6J'IPIK}’IOTC5I Ha
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opunuansHoM caiite @DenepanbHON ciyk06pl 1O Ham3opy B coepe
3/lpaBoOXpaHeHus B ceTH "MHTepHeT".

OdopmiieHre pe3yapTaTOB KOHTPOJIBHBIX (HaA30PHBIX) MEPOTIPUSATHH

114.Ilo pe3ynpTaTaM KOHTPOJBHOIO (HAA30PHOIO) MEPOTIPUATUS
JOJDKHOCTHBIMH JIMLIAMH OpraHa rocyHapCTBEHHOIr0 KOHTPOJIS, TPOBOIUBIIMMHU
MPOBEPKY, COCTABIISIETCS AKT KOHTPOJIBHOTO (HaA30PHOT0) MEPOIIPHUSITHUS.

115. K axkTy KOHTpOJBHOro (HaZ30pHOT0) MEpPONPUATHS MPUIAraroTcs
MPOTOKOJIBI OTOOpa O0pa3sloB MEOWIMHCKUX H3JACNUN, NPOTOKONBI HIIH
3aKJIIOYEHUST [POBEACHHBIX HCCIEJOBAHWM, UCHBITAHUH U 3KCIEPTH3,
OOBSICHEHUsE pPaOOTHHUKOB  KOHTPOJIUPYEMOTrO JIMIA, OCYLICCTBISIOMIETO
JesTeNbHOCTE B cepe oOpallieHHs MEAUIUHCKUX W3HEIHA, Ha KOTOPHIX
BO3JIaraeTcsi OTBETCTBEHHOCTh 3a HapylleHue o00s3aTeNbHbIX TpeOoBaHMH,
npeanucaHusi o0 yCTpaHEeHMH BBISBJICHHBIX HapYILIEHHH M HHBIE CBSI3aHHBIC C
pe3ynbTaTaMu IPOBEPKH JOKYMEHTHI WIIH X KOMHH.

116. AKT KOHTpOJIBHOrO (HAA30PHOTO) MEPONPUATHS O(OpPMISETCS Ha
MeCTe€ TMpOBEAEHUS KOHTPOJBHOIO (HAaA30pHOI0) MEPOINPUSTHS B JeHBb
OKOHYAHMS IIPOBENCHHUS TAKOTO MEpPONPUATHS U BpYyYaeTcs PYKOBOIUTEINIO,
MHOMY JAOJDKHOCTHOMY JIMLy WM YHONHOMOYEHHOMY MpEICTaBUTENIO
KOHTPOJMPYEMOr0 JIMLAa TMOJ pacnucKy JubO0 HampaBisSeTcsl 3aKa3HbIM
MOYTOBBIM OTIIPABJICHHEM C YBEJIOMJIEHHEM O Bpy4YeHUU U (Win) B dopme
3JIEKTPOHHOTO JOKYMEHTA, IOAIIMCAaHHOTO YCHJIEHHOH KBaIM(HUIIMPOBAHHOH
QJIEKTPOHHOU [MMOJNHUCHIO JIMLA, COCTAaBUBIIEro Takoil akT (MpU YCIOBUH
corjacusi IpOBEpSIEMOro JMUa Ha OCYIIECTBICHHE B3aUMOJCHCTBUSA B
3JIEKTPOHHOH (opMe B paMKaxX TFOCYJapCTBEHHOTO KOHTPOJII) CIocoOoM,
o0ecrieurBalOLMM [OATBEPXKIEHUE MONYUYEHHs yKa3aHHOro nokymeHrta. [lpu
3TOM YBEIOMIJIEHHE O BpPYYEHHHM U (WIM) MHOE MOATBEPKIACHHE MONTYYEHHUS
yKa3aHHOTO JOKyMEHTa MpHOOIIAIOTCS K JK3eMIUBIPY aKTa KOHTPOJbHOTO
(Hag30pHOTO) MEpPONPHUATHUS, XpaHSIIEMycs B OpraHe TroCyJapCTBEHHOIO
KOHTPOJIS.

117. B ciydae ecnu s poBeJeHUS] BHEIJIAHOBOM BBbIE3IHON MPOBEPKHU
TpeOyeTcsl corjacoBaHUe ee IMPOBEACHUS C OpraHaMH MPOKYpaTypbl, B Te€YEHHE
5 paboumx JHEHl €O [HA COCTaBIEHUS aKTa KOHTPOJBHOrO (HaI30pPHOIO)
MEPONPUATHS KOMHUS aKTa KOHTPOJBHOIO (HaA30pPHOTO) MEPOIPHUSATHS
HalpaBiIsIeTC B OpraH HNPOKYparypbl, KOTOPBIM MPUHATO pEUIEHHE O
COIIacOBaHUH NMPOBEACHHS KOHTPOJIBHOTO (HaJA30PHOI0) MEPOIPHSTHS.
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118. KoHTpoispyeMsie JinMlia BIpaBe BECTH XKypHal y4deTa mpoBepok. [1pu
OTCYTCTBUM )XypHaja ydeTa IPOBEPOK B aKT€ KOHTPOJBHOTO (HAIA30PHOTO)
MEPOTIPUATHUS 1€TIaeTCS COOTBETCTBYIOLIAs 3aAIUCH.

B kypHane ydera mpOBEPOK MJOJDKHOCTHBIMH JIMIIAaMM  OpraHa
rOCyJapCTBEHHOI'O KOHTPOJS OCYLIECTBISIETCS 3alUCh O MPOBEICHHOM
KOHTPOJIbHOM  (HaA30pHOM) MEpOIPUSTUH, COAepXKallas CBeJIeHUS O
HAaMMEHOBAaHUM OpraHa TIOCyJapCTBEHHOIrO KOHTpOJS, JaTaX Hadajla H
OKOHYaHMS MPOBEAEHUS KOHTPOJBHOIO (HAaJ30pPHOrO) MEpOIPUSITUS, BpEMEHHU
€ro MpOBEACHMs, IIPABOBBIX OCHOBAaHMSIX, LENAX, 3aj7adax U IIpeaMeTe
KOHTPOJIBHOTO (HAJ30PHOr0) MEpONpPHUSATHS, BBIIBICHHBIX HApyUICHHSX H
BBIJIAaHHBIX [PEANUCAHMAX, a TAKKE yKa3bIBalOTCS (pamMuiind, UMeHa, OT4ecTBa
(Ipy HANMMYMK) W [AOHKHOCTH JHMLA WIH JIML, TPOBOJSHIMX KOHTPOJIBHOE
(Haa30pHOE) MEPONPUSATHE U UX MOAIUCH.

119. Undopmaruss o0  pesysnbTatax  KOHTPOJBHOTO  (HAZ30PHOIO)
MEPONPUITUS BHOCHUTCS JOJDKHOCTHBIM JIMIIOM OpraHa rocyaapCTBEHHOTO
KOHTpPOJISI B €AMHBIM pPEECTp KOHTPOJBHBIX (HAA30PHBIX) MEpPOIPHUATHHA He
no3auee 10 pabounx gHEH Co JHA €ro OKOHYAHHS.

Pemenusi, IpuHUMaeMBbIe 110 pe3yIbTaTaM KOHTPOJIBHBIX (HaJ30PHBIX)
MEpPONPUATUH

120. B cimydyae OTCYTCTBUSI BBISIBIEHHBIX HapylIeHUH 00sI3aTelbHBIX
TpeOoBaHMl P MPOBEJECHUU KOHTPOJIBHOTO (HAA30PHOTO) MEPONPHUSTHS
cBeeHUsT 00 3TOM BHOCATCA B €AWHBIA pPEeCTp KOHTPOJBHBIX (HAA30PHBIX)
meponpusaTuil. HcniekTop BhopaBe BbIOAaTh PEKOMEHAALMMU MO COOJIOACHUIO
00s13aTenbHBIX TpeOOBaHUM, MPOBECTH HHBIE MEPOIPHUATHS, HAlNpaBjeHHbIE Ha
Npo(UTAKTUKY PAUCKOB NPUYMHEHMSI Bpela )KU3HU U 3/I0POBBIO.

121.Tlo pe3ynpTaraM paccMOTpEHHUs, aHalW3a W OLEHKH CBEJeHUH,
IPOTOKOJIOB MIIM 3aKJIIOYEHUH, MPOBEJECHHBIX MCCIEHOBAaHUMA, WUCIBITAHWA WU
skcneptuz @DenepanbHON city)k00il Mo Haa30py B cdepe 3ApaBOOXpaHEHUS
OCYHIECTBIIIETCS  IOBEACHHE MH(OpMalMu [Uisi CyOBEKTOB OOpalleHUs
MEIULMHCKUX H3ACIMA [yTeM pa3MelnieHusT HH(QOPMAIMOHHBIX ITHCEM Ha
opunmansHoM calte @DexepanbHOod ciyXObl MO Ham3opy B cdepe
3npaBooxpaHeHus B cetu "MHrepHeT" 0:

a) BbIABJIEHHMM  NApTUM, CEpUM  WIM  BapuaHTe  HCIOJHEHHUS
He100pOKaYeCTBEHHOI0 MEUIITHCKOTO U3IeITHS;

©) BBISBICHUH HE3apErUCTPUPOBAHHOTO MEIULIUHCKOTO U3IEIIH;

B) BBIABJICHUH (paJbCUGUINPOBAHHOTO MEUIIUHCKOTO U3IEIIHS;
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T') U3BATUM W3 OOpallleHHus MapTUU WM CepUH HeZOOpOKaueCTBEHHOTO
MEJIMLIMHCKOTO M3IENHsS, MNPEICTABIMIOIIEr0 Yrpo3sy JKHW3HU M 3I0POBBIO
rpaXK/J1aH;

1) IPUOCTAHOBIEHAN TPUMEHEHUS MEIWLUHCKOrO W3JIeNUs B CBS3H
C TOATBEpXICHUS (AKTOB U OOCTOATENHCTB, CO3JAIOMIMX Yrpo3y KHU3HU
U 3I0pPOBBI0O TpaXJaH M MEAMLUHUHCKMX paOOTHHUKOB TMNpH TPUMEHEHHH
Y JKCIUTyaTallu MEAULIMHCKUX U3IEINHI;

€) U3BATUHU U3  oOpameHuss ~ MEQUIUHCKOrO  U3JENUs  IpH
HETIOATBEPXKICHUH €ro KauecTBa U 0€301acHOCTH;

) BO3OOHOBJIGHHH  TMPUMEHEHUs  MEJUIMHCKOrOo  HW3JeNus  1pH
MIOJITBEPXKICHUHU €ro KauecTBa U 0e30MmacHOCTH.

122. ®epepanbHas ciayxba mo Ham3opy B cdepe 3apaBoOXpaHEHHs
NpPUHUMAET PEHIeHHE O BO30OHOBIECHUYM NIPUMEHEHUS MEIUIUHCKUX HU3JIETHI B
ciydvae, ecnu (akTbl U 00CTOSATENHCTBA, CO3JAIOIUIME YIPO3Y KU3HH, 30POBBIO
rpaXJaH W MEIUIMHCKUX paOOTHUKOB MpU IMPUMEHEHHH H DIKCIUTyaTalldud
MEJIMLIMHCKUX W3JEINHA, He MOATBEPXKICHBI pe3yJabTaTaMU IPOBEJIEHHBIX
UCCJEOBAaHUM W  MCHOBITAHUA 00pa3slioB MEAULUHCKUX  M3ACNHHA, C
YBEJIOMJIEHHEM O  MPHHATOM  pELIeHHM  KOHTPOJUpPYEMOro  JIHIIA,
OCYIIECTBJISIONIErO IEATEILHOCTH B chepe oOpallleHust MeTULIMHCKIX W31,

¥YBenoMIIEeHHE O IIPUHATOM PEIICHUH BpYy4aeTCsi KOHTPOJIUPYEMOMY JIUILY,
OCYIIECTBISIONIEMY oOpallleHe MEeIWUUHCKUX M3IeNui, Ha OyMaKHOM
HOCUTEJIE WM HalpaBisieTcs 3aKa3HbIM T[IOYTOBBIM  OTIPAaBJIEHHEM C
yYBEIOMJICHHEM O BPYUECHHUH.

123. B ciydyae nmoarBepxaeHUs (akTOB U OOCTOSATENBCTB, CO3MAIOIIHMX
yrpo3y OKHM3HU H 300POBBIO TpaXIaH H MEIULUHCKUMX pabOTHUKOB IHIpU
NPUMEHEHUH U 3KCILTyaTaluyu MEAUUMHCKUX u3nenuid @enepaipHas ciyxba 1o
Haa30py B cdepe 3apaBOOXpaHEHHUS MMPHHUMAET pemeHue o0 H3BATHH U3
oOpallleHusi TAKOI0 MEAULIMHCKOTO U3JIENHus.

124. Undopmanusi 0 Mepax, MPUHATHIX MO pe3ylbTaTaM KOHTPOJBHBIX
(Ha#30pHBIX) MEPONpPUSTHH, BHOCUTCS JODKHOCTHBIM  JIMLIOM  OpraHa
rOCyIapCTBEHHOIO KOHTPOJIS B €IWHBIM pEecTp KOHTPOJBHBIX (HAI30PHBIX)
MEPOTIPUATHS He No37Hee 5 pabounx fHelt co AHS MPUHATHS Mep.

125. KputrepueM npuHATUS peLIEHHS MO pe3ynbTaTaM KOHTPOJBHBIX
(Ha3OpHBIX) MEPONPHUATUNA SBISETCS HAJIMYME WM OTCYTCTBHE HapyIIeHHH
00s13aTeNbHBIX TpeOOBaHUH.

126. PesynbraroM IpUHATHA Mep IO pe3yJjibTaTaM KOHTPOJIBHBIX
(HaZ30pHBIX) MEpONpPHUATUN SBJISETCS BblJaua MNpPeANUCaHUs M TMPOBEICHUE
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MepOHpHﬂTHﬁ, HaIIpaBJICHHBIX Ha NpE€AOTBpallleHUe NPpUYNHECHHA Bpelaa XHU3HH
1 3J0POBBIO I'PAXKIAH.

JlocyieOHBIH NOPAI0K MOAAYH XKaTO0BI

127. XKanoba nogaercss KOHTPOIUPYEMBIM JIULIOM B 3JIEKTPOHHOM BHJIE C
UCIOJIB30BaHUEM €MHOI0 MIOpTasla FOCYAapCTBEHHBIX U MyHHUIMITATIBHBIX YCIyT
U (WIH) perMOHANbHBIX MOPTAJIIOB rOCY/AapCTBEHHBIX U MYHHUI[HIAIBHBIX YCIIYT.
IIpu mnomaue >kamoObl opraHu3aluer jxanoba JoKHA OBITH IOAMKMCaHa
YCHJIEHHOU KBATU(PUIMPOBAHHON 3JIEKTPOHHOM MOIITHUCEHIO.

XKanoba Ha pemeHus TepputopuanibHOro opraHa ®exepalibHON CIIyKOBI
no Ham3opy B cdepe 3apaBoOXpaHEHHUs, AeWcTBUS (Oe3deiicTBue) ero
JOJDKHOCTHBIX ~ JIML  paccMaTpuBaeTcss PYKOBOJUTENEM  (3aMECTHTEJIEM
PYKOBOAHMTENSI) TEPPUTOPHAILHOrO oprana nubo DenepanbHoil ciayx00# 10
HaJ30py B cdepe 31paBOOXpPAHEHHS.

XKanoba Ha geitctBust (Ge3neiicTBUE) pPYKOBOOWUTENS (3aMECTHTENS
PYKOBOJUTENS) TEPPUTOPUAIIBHOTO OpraHa paccMaTPHUBAETCS PYKOBOIUTEIEM
QenepabHOW  CIy>kObI 1O  Hag3opy B cdepe 3IpaBOOXpaHEHHS HIIH
3aMeCTHTEeNIeM PYKOBOAUTEIS.

Xanoba Ha pemeHus, NPUHATHIE HEHTPATLHBIM amnnaparoM DenepanbHOM
cnyxObl MO HaA3opy B cdepe 3apaBoOXpaHeHHUs, neicrBus (Oe3neiicTaue)
JOJDKHOCTHBIX JIMI| LeHTpallbHOro annapata ®@enepaisHol ¢y 06l 110 HAA30pY
B cepe 30paBOOXpaHEHMsI paccMaTpuUBaeTcs pykKoBoauTelleM ®enepanbHOM
ci1y>kOBbI IO HaA30py B cepe 3ApaBoOXpaHEHHS.

128. ’)Kanoba mNOANEKUT pPACCMOTPEHHUIO OPraHOM TrOCYAAPCTBEHHOIO
KOHTpOJIS B CpOK He Oosee 20 pabouux [HEH co THS ee PEeTUCTPALHH.
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[MPUJIOXEHHWE
K [Tonoxenuro o GpenaeparbHOM
roCyJapCTBEHHOM KOHTpoIIe (Haa30pe)
3a o0OpaleHHeM MEeTUIIMHCKUX U3IeTUH

KPUTEPHHU

OTHeCEeHHS 00BEKTOB JAesiTeIbHOCTH HPHAHYECKHX JHI H
HHIHBHIYAJbHBIX IpelnpUHHMATENeH, OCYIeCTBIAIOIMX
JeATeJILHOCTb B c(hepe oOpaleHUs] MEAHLIHHCKHX H3EJIHH,

K onpee/ieHHONH KaTeropuy pucKa

. O6ue onoXXKeHus

1.TIpu ocyluecTBIeHHH (enepalbHOTO TIOCYJapCTBEHHOIO KOHTPOJIA
(Ham3opa) 3a obpalleHHeM MEAUIHHCKUX M3JIeNIHH OTHECEHHUE NeATENbHOCTH
IOPUAMYECKUX JIUI ¥ MHOUBUAYalbHBIX NpeANPHHAMATENEH, OCYIIECTBIIAIOMMX
IeATebHOCTh B chepe oOpallieHuss MeTUIMHCKUX H3AeNHui (Jajiee - 0OBEKTHI
rocyIapCTBEHHOTO  KOHTpOJA), K  OINpENENeHHOM  KaTeropuM  pHcKa
OCYIIECTBISIETCS B COOTBETCTBUU C KDHTEPHAMH TSKECTH IOTEHIHAIBHBIX
HEeraTUBHBIX IIOCJIEACTBHH  BO3MOXHOTO HEcOONIOJEHMA  00s3aTeNbHBIX
TpeGoBanuii (pazmen II Hacrosimero IOOKyMeHTa) M C Y4YeTOM KpHUTEPHEB
BO3MOXHOIO HecoOmojeHuss o0s3aTenbHBIX TpeboBanmi  (pasgen Il
HACTOSALIETO JOKYMEHTa).

2. OtHecenne OOBEKTOB TOCYIApCTBEHHOIO KOHTPONS K KaTeropusM
pHUCKa  OCYIIeCTBIseTcs ¢  ydeToM  MHQOpPMalMH,  colepxamieics
B TOCYIApCTBEHHOM peecTpe MEIULUHCKHMX M3JeIMi M OpraHusauui
(MHIUBUOYANBHBIX [peINpHHUMATeNel), OCYMIECTBIAIOMMUX MPOU3BOACTBO
¥ M3rOTOBJIIEHHE MEeIULMHCKUX W3JAENuil, NepeyHe MEIULMHCKUX OpraHU3alui,
MMEIOIMX [IPaBO MPOBOJIUTH KIMHUYECKUE HUCIBITAHUA MEIULIMHCKMX U3IEITHH,
peecTpe yBeIOMIIEHHH O Hadajle OCYLIECTBICHUS IOPUIUYECKUMH JIMLAMU U
MHAUBHAYAJIBHBIME TMPEANPUHAMATENAME JESITENBHOCTH B chepe obpaiieHus
MEAMIUHCKUX H3IENNM, peecTpaxX JHIEH3UH, BEJeHHE KOTOPBIX OCYILECTBIIIET
denepanbHas ciryx0a 1o Haf30py B chepe 3ApaBOOXPaHEHUS.
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I1. Kputepun TsXKeCTH MOTEHITHATBHEIX HETATUBHBIX MTOCTIEICTBHI
BO3MOXXHOT'O HECOOIOIeHUS 0053aTeIbHBIX TPEOOBaHUH

3. Kpurepurn TsDKECTH MNOTEHUUANIBHBIX HETaTUBHBIX TIOCIEICTBUI
BO3MOXHOTO HeCcOONIoeHUss o00sA3aTeNbHbIX TpeOOBaHUN NPUMEHSIOTCS C
y4eTOM OCYIIECTBICHHUS IOPUAWYECKMMH JHUIAaMH W HHIUBUIYJTBHBEIMH
IIpeANPUHAMATENSIMU CIIEYIONINX BUAOB AeSITENbHOCTH:

a) MPOU3BOJICTBO (M3rOTOBJICHHUE) MEAULIMHCKUX U3/IETHH;

6) mpUMeHeHHe, IKCIUTyaTalus, KIMHIYECKHe UCIBITAHUSI MeIHLIHHCKHX
U3Jienuil IpYU OCYIIECTBICHUN MEIUIIMHCKOM IeITENbHOCTH;

B) TexHUYeckoe  oOcimyXuBaHME  (MOHTaX, HalaJkKa, KOHTPOJb
TEXHHYECKOTO  COCTOSIHUS, TIePHUOJUYEecKOe U  TeKyllee TeXHHYECKOoe
o0cIy)XKMUBaHUe, PEMOHT) MEIUIIMHCKON TEXHHUKH';

I') peajiu3alysi MEIULIUHCKUX U3Ieuil;

1) BBO3 MEIHMLIMHCKUX U3AeIUi Ha TeppuTopuio Poccuiickolt deneparuwy,
BBIBO3 MEUIIMHCKUX U3AeIull ¢ Tepputopun Poccuiickoil @enepannm;

€) YHUUTOXEHUE, yTHIN3ALNS MEIUILIMHCKUX H3AeITUH;

K) TPAHCIIOPTUPOBKA MEAUITUHCKUX U3ETHA;

3) XpaHeHUe MEIUIUHCKUX U3ETuH;

W) NpOBeJIcHUe MHCHBITaHUNW (UCClaeNOBaHMI) MEOUIIMHCKUX HW3AEIHi,
38 UCKJTFOYeHHEM KIIMHHYECKUX UCIBITaHUH.

4. OtHeceHHe 00BEKTa rocyapcTBEHHOTO KOHTPOJIA K KaTerOpHH pHCKa
OCYILIECTBISAETCS C yUeTOM 3Ha4eHus nokasarens pucka K:

a) B ciydae eciM Iokasarens pucka K cocrasnser cBeimie 70 6amios, -
3HAUUTEIBHBIN PHCK;

6) B ciry4ae eciu nokasatens pucka K cocrasnser ot 53 mo 70 6amnos, -
CpEIHUM PHUCK; ,

B) B clly4ae eclii Iokasartenb pucka K cocrasisier ot 36 no 52 6aios, -
YMEPEHHBIN PUCK;

T') B ciy4dae ecid IMokaszaTenb pucka K coctaBisier meHee 36 6aiioB, -
HU3KHAU PHUCK.

5.F0punuueckve Jua W AHOUBUOy&IbHBIE  NPEANPUHHMATEH,
OCYILECTBILIIOLINE TOJBKO BBO3 Ha Tepputoputo Poccuiickoit Oenepanmu v (M)
BBIBO3 C Tepputopuu Poccuiickoit ®enepauyu, U (Wid) XpaHeHue, H (WIH)
TPaHCIIOPTUPOBKY MEIULINHCKUX U3JIEIUMN, OTHOCATCS K HU3KON KaTeropur pUcKa.

6. 3HadeHue nokasareid pucka K onpenensercs no ¢popmye:

9
K=K,

i=1
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rae K - kpurepuu, onpezenseMble B COOTBETCTBUM ¢ Tabnunamu 1 - 9.

3HaveHne KpuTepueB K; ompemensercss MyTeM CJOXeHHs Oaios,
yKa3aHHBIX B Tabnumax 1 - 9 COOTBETCTBEHHO, IO BCEM OCYIIECTBISEMBIM
00BEKTOM rocyJapCTBEHHOI'O KOHTPOJIS BUJaM NeATeNbHOCTH
(1o mpuMeHHMOCTH). B ciyyae HempHMMEHMMOCTH YKa3aHHBIX KPHTEPHEB HX
3HaYeHHEe MPUHUMAETCS PaBHBIM HYJIIO.

7. 3Hauenue kputepusa K, onpenensercs no gopmyie:

16
K1 = ZAn’

n=I

rae A, - KpUTEpHi, ompeienseMblii B COOTBETCTBHM C Tabnumeid |1
(6amoB).

B ciydae HenmpHMEHHMOCTH KpHUTEepUeB A, UX 3HaU€HUE MPUHUMAETCS
PaBHBIM HYIIIO.

tabmuria 1

Ilepeuens kpuTepueB A,

IUTSL FOPUIMYECKIX JINI ¥ HHAWBHUAYaJIbHBIX NIpeAIpUHUMAaTeNeH,
OCYILECTBISAIOIIUX MPOU3BOACTBO (M3rOTOBJIEHNE) MEAULIMHCKIX
U3IeNui U (WIH) SBISIOIINXCS YIIOJIHOMOYEHHBIMH IPEICTaBUTEIISIMH
NIPOU3BOIUTENEH (M3TrOTOBUTENEH) MEIULIMHCKIX U3eUi

Homep KonuuectBo
HaumeHnoBanue kpurepus
KpUTEpHUs 6anoB

Kiacc prcka MeIULMHCKUX U3JeUH, TPOU3BOICTBO (M3rOTOBJIEHUE) KOTOPHIX U
(u1M) IpeacTaBlIeHUE HHTEPECOB IPOU3BOUTENEH (M3rOTOBUTENEH ) KOTOPBIX
Ha Tepputopuu Poccuiickoit denepanyuu ocymiecTBISIOT IOPUINIECKOE U0

WJIW UHAUBUAYATBHBIN NIpeINpUHUMATENb

2
Ay 1 knacca NMOTEeHUUAIBHOIO PHCKA IPUMEHEHHS 4
A; 2a KkJacca OTeHIHAIBHOIO PUCKa IPUMEHEHNS 6
Aj 26 kJ1acca NOTEHLIHATIBHOTO PUCKA NPUMEHEHUS 8
Ay 3 KJacca NOTEHLUAJIBbHOIO PUCKA IIPUMEHEHNS 10

KonndecTBo BUIOB MEAHMLIMHCKUX U3ACIIHUA B COOTBETCTBUH C HOMeHKﬂaTypHOﬁ
KJ'IaCCI/I(i)I/IKaI_II/II/I MEIUIIUHCKUX HU3CTUN

As 1 - 10 BugoB
Ag 11 - 30 BugoB 6
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Howmep KonugecTBo
HanmeHoBaHNE KpATEPHUs
KpUTEPHUs OamioB
A; 31 -50 BugoB 8
Ag 51 u 6onee BUIOB 10

Hannuue cefenuii 06 OCYIIECTBISHUH U3MOTOBICHNS MEAULIMHCKAX H3ETIHA
B peecTpe YBEJOMIICHHH O Hadayle OCyILECTBICHUS FOPUINIECKIMU JIMLAMH |
MHIMBHU LY albHBIMH [IPEANPUHAMATEISIME AEATEIPHOCTH B chepe obpalieHus
MEIUIUHCKUX W3S U (MITY) IPOU30IIeIIINX U3MEHEHUAX
(IS ©3rOTOBUTENS MEIULIMHCKOTO U3EIIN)

Ay CBEJIEHUs OTCYTCTBYIOT B CBSI3U C HA4aJIOM 0
OCYILECTBJIEHUS AesTeNbHOCTH 10 18 nexabps
2014 r.
Aqp CBeIl€HHS BHECEHBI -3
A CBEJICHUA OTCYTCTBYIOT (32 UCKIIFOYEHUEM 7

IPOU3BOAUTEIS METULIMHCKOTO H3/IETIHs)
(IesTenbHOCTH HayaTa WK IIPOU30LLUIH
n3MeHeHus mociue 18 nexabps 2014 r.)

KonuuectBo agpecoB MecT
OCYIIIECTBJIEHHUS IPOU3BOACTBA MENUIIUHCKHUX U3JEIIUN
(1St IPOM3BOIUTENS MEAUITUHCKOIO U3/IENIH)

Ap 1 agpec
Az 2 - 3 anpeca
A 4 - 10 agpecoB

S R S

Ais 11 u 6onee anpecos

AKTyaHI/I3aIlI/Iﬂ CBEACHUMN PEruCTpaliHOHHOI0 10Ch€ Ha MEAHUIITUHCKOC H3ACIHC

A NPOBeJIeHa akTyalu3alus PErUCTPAlMOHHOIO JOCKE -3
(BHECEHBI U3MEHEHMS) 32 IIOCJIEIHUM I0ll, B CPOKH,
yCTaHOBJIEHHBIE 3aKOHOATeNIbCTBOM Poccuiickon
Oenepauun

8. 3nauenue xputepus K, onpenensiercs no gopmyie:

25
K2 = an,

n=1
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rne B, - kputepuil, ompenensieMblii B COOTBETCTBHM C Tabnuueit 2

(6aynoB).

B ciyuae HenmprMEHHMOCTH KpuTepHeB B, UX 3Ha4YeHHE NPUHUMAETCS
PaBHEIM HYJIIO.

Tabnuia 2

[Tepeuens kpuTepueB B, 1ist IOpUIUYECKUX JIUI U WHIUBHUAYATbHBIX
peNprHAMAaTeNIeld, OCYIIECTBIAIOMNX NPUMEHEeHNE, SKCILTyaTaliIo,
MMPOBEICHUE KIUHUYECKUX UCIIBITAHUN MEIALIMHCKUX U3

IIpHu OCYHIECTBIICHUHU MEIULUHCKOMN EeATEIIBHOCTH

Howmep KonnuectBo
HanmenoBanue kpurtepus
KpUTEPHUS 6ayLIoB
Bun nesrensBOCTH

B, MeJIMLIMHCKas NeATeIbHOCTE B chepe obpalieHns 4
MEIUINHCKUX U3IeNUH

B, KJIUHUYECKUE UCIIBITAHUS MeAULIMHCKUX U3LIeNUN 2

Bun MequMHCKON A€ TeNbHOCTH

B; OKa3zaHHUe NEPBUYHON ToBpaueOHON MeaKO- 1
CaHUTapHOU MoMoIM B aMOyJIaTOPHBIX YCIOBHIX

B, OKa3aHHe MepBUYHON BpaueOHON MeIUKO- 1
CaHUTAPHOM MOMOIIM B aMOyJIaTOPHBIX YCIOBHUIX

Bs OKa3aHue NepBUYHOHN BpaueOHON MequKo- 1
CaHUTapHOU NOMOILLY B YCIOBUSX JTHEBHOIO
cTalyoHapa

B¢ OKa3aHHe MEePBUYHON CIICUAUTUZUPOBAHHOMN 2
MeIUKO-CaHUTapHOMN MOMOLIY B aMOYyIaTOPHBIX
YCIIOBUSX

B, OKa3aHHeE NEPBUYHON CIIELUAIU3UPOBAaHHON -2
MEJIMKO-CaHUTApPHON IIOMOIIU B YCIOBUAX
JHEBHOI'O CTallMOHAapa

Bg OKa3aHHe NEPBUYHOHN CIIEIUATIU3UPOBAHHON

210616C4.doc

MC,III/IKO-CaHHTapHOﬁ IOMOIIH B YCIIOBUAX
AHCBHOTI'O CTallMOHAapa 110 CIICHUaJlbHOCTAM
MeIUILIMHCKOM NEeSITEIbHOCTH:

aKyIIepcKoOMY ey 3



Howmep KonuuectBo
HaumeHoBaHue kpuTepus
KpUTepHsl OaioB

AHECTE3UOJIOTUU U pEaHUMAaTOJOTHHI 3
KOCMETOJIOTHH 3
KapaIHOJIOTHU 5
n1abopaTOpHON AUArHOCTUKE 3
Jede6HOMY ey 1
HapKOJIOTUU 1
HEOTJIO)KHOW MEQUIIUHCKOHN IMOMOIIHA 4
ONEPAaHUOHHOMY AETY 3
ob1iet mpakTuke 3
PEeHTT€HOJIOTHH 4
CTOMATOJIOTUH 3
TPaBMaTOJIOTHH 4
¢duznoTepanuu 2
GyHKIMOHABHON AMArHOCTHKE 3
XUPYPTrUHU 5

By OKa3aHye CIIeUAIU3UPOBAaHHON, B TOM YHUCIIE 8
BBICOKOTEXHOJIOTUYHOMN, METUIITUHCKON MTOMOIIHY B
CTaIlMOHAPHBIX YCIIOBUSIX

Bio OKa3aHHe CKOPOM, B TOM UHUCIIE CKOPOH 9
CIIeLUATU3UPOBAHHON, MEAULMHCKOM ITOMOIIN BHE
MeIUIIMHCKOW OpraHu3aluy

B, OKa3aHHWe CKOPOM, B TOM YHCJIE CKOPOU 9
CIIeLIMaIN3UPOBAHHOMN, MEANIIMHCKON [TIOMOILHA BHE
MEeIUIIMHCKOM OpraHU3alii, B TOM YHCIIe
BBIE3JHBIMH S3KCTPEHHBIMH KOHCYJIBTaTUBHBIMU
OpuramaMu CKOPOH MeIUIIMHCKOH TTOMOIIH

B, OKa3aHHUE CKOPOM MEIUIMHCKOU ITOMOIIH B 4
aMOyJIaTOPHBIX YCIOBUAX

Bis OKa3aHUe CKOPOH CreluaIu3upOBaHHON 6

210616C4.doc

MeIULUMHCKON MOMOIIM B aMOyJIaTOPHBIX YCIIOBUSIX



Howmep Konnuectso
HaumeHoBaHVe KpUTEpHs
KpHUTEPUS OaynoB
By OKa3aHHe CKOpOM, B TOM YHUCJIE CKOPOH 6

CIIEI[HATM3UPOBAaHHON, MEIULIUHCKOM ITOMOILH B
CTAIlMOHAPHBIX YCIOBUSMX (B YCIOBHAX OTAETICHUS
9KCTPEHHON MeIUITHCKOH ITIOMOLLH)

Bis OKa3zaHue NaJNIMaTUBHON MEeIMLIMHCKOW IIOMOIIHX B 4
aMOyJIaTOPHBIX yCJIOBHSX

B OKa3zaHue NMaJUIHaTUBHON MeIUILIMHCKOM ITOMOIIU B 2
CTallMOHAPHBIX YCIOBUSIX

B, OKa3aHHe MeJUIIMHCKOM IOMOILLM ITPY CAaHATOPHO- 4
KYPOPTHOM JICYEHHUH

Bis IpOBeIeHUE MEJULIMHCKHUX OCMOTPOB 1

Bio IIPOBeIeHHEe MEIUIIMHCKAX OCBUIETENILCTBOBAHNHI 1

Bao IIPOBEJICHAE MEIULMHCKUX SKCIIEPTH3 1

By OCYILIECTBIIEHHE NIEATENLHOCTU B cpepe oOpalieHus 4

JOHOPCKOM KpOBH U ee KOMIIOHEHTOB (paboT 1o
3ar0TOBKE, XPaHEHHIO TOHOPCKOU KPOBHU U (WIIH) €€
KOMIIOHEHTOB)

KonuuectBo NMPpOBOAUMBIX KIIMHUYICCKUX HCIBITAHUH

By, HCIBITAHUS He TIPOBOJUINCH 0
By 1 - 5 ucnelTaHus 2
By 6 - 10 ucnerTanuit 5
B»;s 11 u 6onee ucoeITaHUM 7

9. 3uauenwue Kputepus K; onpenensercs no popmye:

6
K3 = zcn:

n=I

rae C, - KpurTepuii, ompenenseMbli B COOTBETICTBMH ¢ Tabmmuei 3
(6asoB).

B ciayuae HenmpuMeHUMOCTH KputepueB C, MX 3HaueHHE IPHHUMAETCH
pPaBHBIM HYJIIO.
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Tabnuna 3

Ilepeuens xputepues C, U151 FOpUONIECKHX JIHIL
1 MHIMBUyabHBIX IIpeAIpUHAMATENEH, OCYILEeCTBISIONINX
TeXHHYEeCKoe o0CITy)KuBaHue (MOHTaX, HallaJIKy, KOHTPOJIb
TEXHUYECKOI'O COCTOSHUS, IEPHOANIECKOE U TEKyIllee TEXHIUECKOe
06CITy)KHBaHHe, PEMOHT) METUIMHCKOMH TeXHUKY

Howmep KonnuectBo
HaumeHnoBaHue kputepus
KPUTEPUS 6aioB

By nesrenpHOCTH

C TeXHUYeCcKoe o0CIyKHuBaHue (MOHTaX, HaJIaIKa, 4
KOHTPOJIb TEXHUYECKOTO COCTOSHUS,
NEPHOIUYECKOE U TEKyIllee TEXHUIECKOE
o0cy’>KUBaHHe, PEMOHT) MEAUIIMHCKON TEXHUKH

C TeXHU4eCcKoe o0CIyKHuBaHue (MOHTaX, Halanka, -3
KOHTpPOJIb TEXHUYECKOTO COCTOSHHUS,
[IEPUOINIECKOE U TeKyIllee TEXHUIECKOe
o0OcyXUBaHHE, PEMOHT) MEAUIIMHCKOH TEXHUKH,
OCYILECTBIIsIEMOE ee IIPOU3BOAUTENIEM
(YIIOTHOMOYEHHBIM MPEICTABUTEIEM
IPOU3BOIUTES)

KonudgecTBo aipecoB MeCT OCYIIECTBIEHNS TEXHUIECKOTO 00CTy )KUBAHHUS
(MoHTaXa, HaJaJAKH, KOHTPOJIS TEXHUYECKOTO0 COCTOSIHIS, IEPHUOTUIECKOTO U
TEKYIIEero TEXHNYECKOro 00CIy)KUBaHUS, PEMOHTA) MEAUIIMHCKON TEXHUKH

Cs 1 anpec 1
C,4 2 - 3 agpeca 2
Cs 4 - 10 agpecos 3
Cs 11 u 6onee agpecos 4

10. 3uauenue kpurepus K, onpeznensercs mo dopmyie:

rae D, - Kputepuil, omnpeaensieMblii B COOTBETCTBHM ¢ Tabnwmiei 4
(6amnoB).
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B CjIydae HCIIPHMMEHHMOCTH KPHUTCPHECB Dn HUX 3HA4YCHHUC IIPUHUMACTCA
PaBHLIM HYJIIO,

tabnura 4

Ilepeuens kputepues D, 11 IOpUIHUECKIX JIUILT
Y MHIUBUIYAJIbHBIX IPEeJIpUHAMATENEH, OCYIIECTBIMIOUINX
peau3aluio MeIUIITHCKUX U3 ICITH

Howmep Konuuectso
HanmMeHnoBanme kpurepus
KpUTepus HaymioB

Bung nestennaoct

D, peanuzanus MeIULIMHCKUX U3AETUM 2
KonudecTBo agpecoB MecT OCYIIECTBICHUS peaIN3allii METUIIMHCKIX HU3Ie/INH

D, 1 anpec 1

D5 2 - 3 anpeca 2

Dy 4 - 10 agpecoB 3

Ds 11 u 6onee agpecos 4

Hanuune cBeieHN# 00 OCYyIIeCTBASHUH peaIn3allii MEAULHHCKHUX U3OeNnil B
peecTpe yBeIOMIICHUH O Hayale OCYIIECTBICHUS I0PUINIECKUMH JINLIAMH
WHIUBUIYaJIbHBIMU IIPEANPUHUMATESIMH AESITEIBHOCTH B cdhepe obparieHus
MEIULUHCKUX U3JEIUHA U (M) MPOU3O0IIEIINX H3MEHEHUAX

D¢ CBEIEHUS OTCYTCTBYIOT B CBSI3H C HAUaJIOM 0
OCYILECTBJIEHHUS IeITeIBHOCTH 10 18 nexabps
2014 r.
D, CBEICHHS BHECEHBI -3
Dy CBEJIEHHUS OTCYTCTBYIOT (I€ATEeILHOCTh HayaTa WTH 7

IIpOU30ILIN u3MeHeHus nocne 18 nexabps 2014 r.)

11. 3nauenue kpurepus Ks onpenensercs no hopmyne:

rne E, - Kputepuii, ompenensieMbld B COOTBETCTBHU ¢ Tabnwuiei 5

(6amnoB).
B cimydae HempUMeHHUMOCTH KpuTepueB E, MX 3HaueHHWe NMpPUHAMAETCS

PaBHBIM HYJIIO.

210616C4.doc
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Tabnuua 5

[Tepeuens kpurepues E, 118 10puaudecKux JULl 1 HHIUBUY ATbHBIX
npeAnpyuHUMaTeliel, OCyLIeCTBISIOINX BBO3 HA TEPPUTOPHIO
Poccutickoit @enepanyy MeIMIUHCKUX U3AENU U (M1K) BEIBO3
¢ Tepputopuu Poccutickoit @enepanniyt MEAUIUHCKUX U3IETUN

Homep Komnnuectso
HaumenoBanue xputepus
KpUTEpHUs 6ayioB

Bun nearensHocTH

E, BBO3 Ha TeppuTtopuio Poccuiickoit @enepanvu 2
MEIULMHCKUX U3JeTui 1 (MJI1) BBIBO3 C
TeppuTopun Poccuiickoi @enepanuu
MEeJIUIIMHCKUX HU3JeIHi

Hanmame cBeneHuit 06 ocymiecTBieHHH BBO3a Ha Tepputoputo Poccuiickoit
®denepanyiy MeIUIIMHCKUX U3JeTui U (UIH) BBIBO3a C TeppuTopun Poccuiickoit
denepay MEIULMHCKUX U3JENHUN B peecTpe YBEJOMIICHUH O Hagalie
OCYILLECTBJICHUS IOPUIUIECKUMHU JIULIAMH ¥ UHIUBUAYaTbHBIMHA
NpeATIPUHAMATENSIMU AeSITeBbHOCTH B chepe obpallieHus METUIIMHCKHX
w3enui v (MIK) MPOU3OINEAIINX H3MEHEHHSX

E, CBEJIEHUSI OTCYTCTBYIOT B CBSI3H C HAYAJIOM 0
OCYILIECTBIICHHUS NeSTENBHOCTH 10 18 mexadps
2014 r.
E; CBEJIEHUSI BHECEHBI -3
E4 CBEJIEHUS OTCYTCTBYIOT (A€ATEIILHOCTh HadaTa WiIH 7

IIPOM30ILIN U3MeHeHus rocie 18 nexabps 2014 r.)

12. 3nauenue kpurepus K¢ onpenensercs no gopmye:

roe F, - KpuTepuii, ompenenseMblii B COOTBETCTBHH C Taliuue 6
(6annoB).

B cnydae HempuMEHHUMOCTH KpuTepueB F, HUX 3HaueHUE NPUHUMAETCS
PaBHBIM HYJIIO.

210616C4.doc
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Tabnuiia 6

ITepeuens kputepues F,, [is FOpUIAYISCKIX JIHILT
Y MHAMBHUAYAJIbHBIX [IpeANpUHUMATENEH, OCYIIIECTBISIOMNX
YHUYTOXXEHHUE U (WIH) YTUIH3ALHIO METUITUHCKUX HU3IEHii

Howmep Konnuectso
HaumeHnoBanue Kputepus
KPUTEPUS 6annoB

Bup nesrenpHoCcTH

F, YHUUTOXXEHUE MEIULIMHCKUX U3IeTHI U (1IN ) 2
YTUIN3AIUA MEIUITUHCKIX U3IETHI

Hanuuwne cBenennii 06 oCylecTBICHUH YHHUTOXXKECHUS METUIIMHCKUX U3AETHH U
(WIK) yTHIM3aLUN MEIULIMHCKIX U3JIeNIUil B peecTpe YBeJOMIICHUH 0 Havalle
OCYILUECTBICHHS IOPUINYECKUMH JIMLIAMH U UHAUBUAYaIbHBIMU
IpeANpUHUMATENSIMU AeSITeIbHOCTH B cepe oOpauieHus
METULUHCKUX U3AENUH U (MIH) MPOU3OIIe IIINX H3MEHEHHIX

F, CBEIEHUS OTCYTCTBYIOT B CBSI3H C HAYaJIOM 0
OCYILIECTBIICHUS eATeIbHOCTH 10 18 nexabps
2014 r.
F; CBeJIeHHS BHECEHEI -3
F, CBEIEHUS OTCYTCTBYIOT (IeSITeIbHOCTh HauaTa MM 7

IPOM3OLLIN U3MeHeHus nocie 18 nexabps 2014 r.)

KomuuecTBo aJJpeCOB MCCT YHHUUYTOXECHHUI MCIUITUHCKHX 15631 (1505871 (I/IJII/I)
YTUIIU3allu MEIUITNHCKHUX HU3CTTHN

F;s 1 anpec
Fs 2 - 3 agpeca
F; 4 - 10 agpecos

AW N e

Fg 11 u 6onee anpecos

13. 3nauenue kputepus K, onpenensercs no gpopmyiie:

210616C4.doc
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rie G, - KpuUTepui, OIpeHessieMblii B COOTBETCTBUM C Tabnuueit 7
(6ayioB).

B cnyuae HenpuMeHMMOCTH KpuTepueB G, UX 3HaU€HHE MPUHUMAaETCS
PaBHBIM HYIIIO.

Tabmuua 7
[Tepeuens kpurepueB G, IS FOPUINIECKUX JTHIT

Y UHAVBULYJIbHBIX NTpeAIpUHUMATENEH, OCYIIECTBISIONINX
TPaHCHOPTUPOBKY MEAULIMHCKUX U3IETHi

Howmep Konnuectso
HaumMeHoBaHue KpuTepus
KpUTEpPHUs basoB

Bun nestensHOCTUH
G, TPaHCIOPTHUPOBKAa MEIULIMHCKUX U3ACTUN 2

Hanuuue cBeaeHuit o6 ocyIecTBISHUN NesTeILHOCTH 110 TPAHCIIOPTHPOBKE
MEIMLIMHCKUX U3IeNIUi B peecTpe YBeIOMIIEHHH O Hadajle OCYIEeCTBICHHUS
IOpUINYECKUMH JIMLIAMU ¥ HHIUBUIYAIBHBIMH MPeITPUHAMATEIIMU
JEATETFHOCTH B cdhepe oOpallieHuss MeIULIMHCKUX U3JeTHi 1 (WITH)
NIPOU3OIIEIITHX H3MEHEHUSIX

G CBEJIEHUS OTCYTCTBYIOT B CBSI3U C Ha4aJIoM 0
OCYIIIECTBJIEHHUS AesiTeNbHOCTY 10 18 nexabpst
2014 r.
Gs3 CBeIeHUsI BHECEHBI -3
Gy CBEJIEHHS OTCYTCTBYIOT (JI€SITENIBHOCTh HayaTa 7
WU TIPOU3OILTA U3MEHEHHUs nocie 18 nexkabps
2014 r.)

14. 3nayenue kpurepus Kg onpenensiercs no dopmyse:

raic H, - xpurepuii, ompenensemMbliii B COOTBETICTBHM C Tabuieh 8
(6amnoB).

B cnyuae HenpumeHuMocTH KpuTepueB H, ux 3HaueHHWe NpHUHHUMaeTCs
PaBHBIM HYIIIO.
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Tabnuia 8

ITepeuens kputepues H; s ropuandecKux JIAL
Y HHIWBUAYaJBHBIX PEIIpUHAMATENEH, OCYIIECTBIAIOIIUX XpPaHEHHE
MEIULIMHCKUX HU3eJIUM

Howmep KomuaectBo
HanMeHnoBaHUe KpuTepus
KPUTEPUS OasioB

Bun nesitenTbHOCTH
H; XpaHEeHUe MEIULIMHCKUX U3AEIHNI 2

Hanuuue cBenennit 00 OCYILIECTBJICHUHN XPaHECHUA MCIHILINHCKUX 15631 (15158}
peecTpe YBCZIOMJ'ICHI/Iﬁ O Ha4YaJIC OCYLICCTBJICHUA FOPUANYCCKYMH JIMLIAMHU H
HHIUWBUOYAIBHBIMHU MPEAIIPUHUMATEIISIMU OCATCIBHOCTHU B C(bepe 06paHleHI/ISI
MEIULMHCKUX U3JIEIUN U (I/IJII/I) MMpOU30IICAUINX USMCHCHHUAX

H, CBEJICHUs OTCYTCTBYIOT B CBSI3U C HA4aJOM 0
OCYUIECTBIIEHUS AeATENHLHOCTH 10 18 nexabps
2014 r.
H; CBeJICHUS BHECEHEI -3
H, CBEJIEHUS OTCYTCTBYIOT (I€SITeNbHOCTh HauaTa WiK 7

MPOU30ILIY U3MeHeHus nocie 18 nekadps 2014 r.)

KomuuectBo aapecoB MECT OCYLICCTBICHUA NCATCIIBHOCTH
I10 XpaHCHHUIO MECIUIIMHCKHUX 5663 (X 0587

H; 1 anpec
Hg 2 -3 angpeca
H; 4 - 10 anpecos

W N =

Hg 11 u Gonee agpecos

15. 3nauenne kpurepus Ko onpenensiercs mo gpopmyie:

roe J, - Kputepuii, ompelenseMbli B COOTBETCTBHU ¢ Tabisniel 9

(6asioB).
B cnydae HempUMEHUMOCTU KpUTEpHEB J, UX 3HAYCHUE NPUHUMAETCS

PaBHBIM HYJIO.
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tabauma 9

[TepedeHb KpuTEpHEB J;, IS FOPUIAIESCKIX JIHIT
Y UHIVBUIYJIBHBIX IpeAIpHHAMATENeH, OCYIIECTBISIONINX
IPOBEIEeHNE UCTIBITAHUH (MCCIeNOBaHM ) MEAUIIMHCKUX U3JENUH,
3a UCKJIIOYEHHEeM KIMHUYECKUX UCIIBITaHUN

Homep KonuyectBo
HaumeHoBaHMe KpUTEpUS
KpUTEPHS] OayioB

Bun nesarennHOCTH

5 MpOBeIeHNE UCTIBITaHUM (MCCleTOBaHUM ) 4
MEIVIIMHCKUX U3JIENHiA, 32 HCKIIOUeHHEM
KJIMHAYECKUX KCIIBITAaHUH

Hanuuue cBeleHU# 0 NpoBeIeHUH UCIIBITAaHUHU (HMCClIeI0BaHMi)
MEJULIMHCKUX U3IENHH, 32 HCKII0YeHUEM KIIMHUYECKUX UCTIBITAaHUH, B
peecTpe yBeAOMIIEHHH O Hayalle OCYIIECTBICHUS IOPUINYECKIMH JINLIAMHY U
HHIMBHIYATbHBIMU IIPEIIIPUHUMATESIMU AESITENBHOCTH B cepe
oOpareHnss MeIUIMHCKUX U3ENUH U (WiIM) IPOU30LIEAIINX U3MEHEHUIX

Jo CBEJIEHUS OTCYTCTBYIOT B CBA3HU C HA4aJIOM 0
OCYyIIeCTBIEHUS AeATeNbHOCTH 10 18 nexabps
2014 r.
J; CBEJICHUSI BHECEHBI -3
J4 CBEJICHHUS OTCYTCTBYIOT (I€ATEIHbHOCTh HayaTa 7
WM POU3OLIUTH U3MeHeHus rocie 18 nexabps
2014 r.)

1. Kputepuu BO3MOXHOI0 HECOOIIIOIEHUS
00s3aTeIbHBIX TpeOOBaHUI

16. O6BeKTBI TOCYIapCTBEHHOIO KOHTPOJISl, OTHECEHHBIE B COOTBETCTBUH
¢ paszmeioM Il HacTosmiero HOKyMeHTa K KaTErOPHsSM CPEIHEro, yMEpEHHOIro
U HHM3KOTO pPHCKa, MOAJEXAT OTHECEHHMIO K KaTeropHusM 3HAuYUTENbHOrO,
CpeIHero U YMEpPeHHOIo pUcKa COOTBETCTBEHHO NpH HAJIWYHMH BCTYNHUBIIHX B
3aKOHHYIO CHJIy B T€UeHHE 2 JIeT, NPEeALIeCTBYIOIUX JaTe NPUHATHS PEeIUCHUA
00 oTHeceHMH OO0BEKTa TOCYJApCTBEHHOIO KOHTPOJS K OIpelereHHOU
KaTeropu pHUCKa, IOCTAHOBJIEHHH O NpHUBICYEHHH K aIMHHHMCTPATHBHOMH
OTBETCTBEHHOCTH IOPUOWYECKOTO JIMLa, €ro JODKHOCTHBIX JIML WX
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VMHIVWBHIYaJbHOIO TPEAIpUHUMATENSI 32 COBeplUIeHHEe aJIMHHUCTPATHBHOIO
MpaBOHApYLIEHH, IPEAYCMOTPEHHOTO:

cratbed 6.28 Kogekca Poccuiickoit @enepanyu 06 aIMHHUCTPATHBHBIX
IIpaBOHAPYLIEHUSAX B YaCTH pPealM3alli He3apeTUCTPUPOBAHHBIX METUIIMHCKIX
HU3JEIINI;

gactaMu 1 um 2 cratem 6.33 Kopekca Poccuiickoit ®enepanuu
00 aIMUHUCTPATUBHBIX IPABOHAPYIICHUAX B YaCTH MPOU3BOJACTBA, pPEaU3aliy
U4 BBO3a Ha Teppuropuro Poccuiickoit @enepanyn danbcubUIMpPOBaHHBIX
MEIUUMHCKUX H3JENUH, pealu3aluy WM BBO3a Ha Tepputopuio Poccuiickoi
®enepayy KOHTpaaKTHBIX MEIULMHCKHX HU3MENNM, pealn3alii UM BBO3a Ha
tepputoputo Poccuiickoit @enepanu HeTOOPOKAUYSCTBEHHBIX MeEIMIIMHCKUX
H30CIUM;

qacTeio 21 CTaTbH 19.5 Konekca  Poccuiickoit  ®enepanuu
00 agIMUHUCTPATUBHBIX MPABOHAPYIUCHHUSIX B YaCTH HEUCIIOIHEHHS 3aKOHHBIX
NpPEANMCAaHUA  OpraHa TOCYJapCTBEHHOrO KOHTPOJAs 00  yCTpaHEeHHH
BBISIBIGHHBIX HapylleHUHl o00s3aTenbHBIX TpeboBaHUH B cdepe oOpaieHus
MEIUIMHCKHAX H3EIHI;

crateeii 19.7° Kogexca Poccuitckoit ®enepanu 06 aIMUHUCTPATHBHBIX
[IPABOHAPYIIEHUAX B YaCTU HENpPE/ICTaBJEHUS CBEACHUN FUIM TIPECTaBICHUS
3aBEJOMO HEJOCTOBEPHBIX CBEJICHHH B (efepalibHblil OpraH MCIOJHUTEIBLHOMN
BJIACTH, OCYLIECTBISIOIIMN (YyHKLUHHA MO KOHTPOIIO M Haa30py B cdepe
3/IpaBOOXPAHEHHSI, [IPH OOpaIIEeHUH METHLIMHCKUX HU3JIETHH.

17. OOBeKTH rocyaapcTBEHHOTO KOHTPOJIS, OTHECEHHBIE B COOTBETCTBUH
¢ paszaenoM Il HacTosIIEero JOKyMEHTa K KaTeropusiM 3Ha4YUTEILHOr0, CPEHErO
U YMEpPEHHOIO pHCKa, IMOLIEXAaT OTHECEHUI0 K KaTeropusiM CpeHero,
YMEPEHHOIO M HHM3KOIO PHUCKAa COOTBETCTBEHHO MpPU OTCYTCTBUH B TEUYEHHE
2 geT, NMpEeALIEeCTBYIOIIMX JaTe MPUHATHS peleHus o0 OTHeCEeHWH OO0BeKTa
roCy1apCTBEHHOTO KOHTPOJIS K OINpEeNeHHON KaTeropuu pucKa, BCTYMHBIIMX
B 33aKOHHYIO CHIly IIOCTAHOBJICHMH O IPUBICYEHUH K aJMHHUCTPATHBHOHN
OTBETCTBEHHOCTH IOPHUAMYECKOrO JIHMIA, €ero JO/DKHOCTHBIX JIHL[ MU
UHAVBUAYAIBHOIO IMpEeANPUHUMATENS 3a COBEPLICHHE aJMUHHUCTPATHBHBIX
[IPaBOHAPYIIEHUH, YKa3aHHBIX B IIyHKTEe 16 HACTOALIETrO JOKYMEHTA.

"B COOTBETCTBHM C NOCTaHOBIEHHEM [IpaButensctea Poccuiickoit ®enepauuu ot 15 ceHtsiOps
2020 r. Ne 1445 "O6 yrsepxaenun [TonoxeHns o NMLEH3UPOBAHNH ACATENBHOCTH MO MPOM3BOACTBY
M TEXHHYECKOMY OOC/IY)KMBAHHMIO (32 HCKIIOYEHHEM Cllyvas, ecild TeXHHYECKOe OOCIy)KMBAHHE
ocyLlecTBaseTca And obecrnedeHns COOCTBEHHBIX HYXK/ FOPUIHYECKOrO JIMLA WIH HHAWBUAYAJIbHOTO
npeArnpUHUMATENs) MEIULIMHCKON TEXHUKH",

B COOTBETCTBHM C HOMEHKJIATYpPHOH Kiaccudukauued MeJULUMHCKUX HW3IENHi 1Mo BUAaM,
yTBepkAeHHOH MuHHUCTEpCTBOM 3apaBooxpaneHus: Poccuiickoit denepatinn.
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3 VyurbiBaeTcs  OOuH KpUTepuH A, WM A,, uav A;, WM A, 1o HauOOAbLIEMY KJIacCy
NOTEHLMAJILHOTO PUCKA MPUMEHEHHS.

‘B COOTBETCTBHH C MOCTaHOBJICHHEM IlpaBuTenscTBa Poccuiickoit Denepauuu
ot 15 cents6ps 2020 r. Ne 1445 "O6 yrBeprkneHun [1onokeHHs 0 JIMUEH3HPOBAHUH JIEATENBLHOCTH MO
MPOU3BOJICTBY M TEXHUYECKOMY OOCIYKHWBaHHIO (32 HCKIIOYEHHEM Ciy4as, eCid TeXHHYECKOe
o0CITy>KMBaHHE OCYILECTBIAETCS Al oOecreueHHs] COOCTBEHHBIX HYKA HOPHAMYECKOrO JIMLA WM
WMHAMBUIYJIBHOTO MPEeANpPUHUMATEN) MEAULIMHCKON TEXHUKH".

5 Kpurepuii K4 He yuuTbiBaercst [ IOPHAMHMECKHX JHL U HHAWBUIYAILHBIX MpeanpUHUMATENEH,
OCYILECTBISIOIIMX  [POM3BOACTBO  MEIMUMHCKMX  M3lenud  (rpousBoautesied U (W)
YIOJTHOMOYEHHBIX MPEJACTaBUTENEH NPOH3BOANTENCH MEAULIMHCKHX U3ETTHI).
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