006 yTBep>xaeHuun MoNnoXKeHUsa 0 IMLEH3UPOBAHUN AEeATEJNIbHOCTH,
CBAA3aHHOM C UCNOJZIb30BaHUEM Bo30yauTeneun UHhEKLNOHHbBIX
3aboneBaHumn

MocTtaHoBneHue MpaButenbcTBa Poccuiickon Genepauum - Ne 31 - o1 22.01.2007 - MNpaBuTensCcTBO Poccuinckon
®epepaunu - YTpaTun cuny

MPABUTENBCTBO POCCUNCKOWN DELEPALIAN

MOCTAHOBNEHWE

oT 22 aHBaps 2007 r. N 31
r. Mocksa

YTpaTtuno cuny - MocTaHoBNEHME
MpasuTenbcTBa Poccuinckon ®egepaumm
oT 16.04.2012 r. N 317

06 yTBepxXaeHUN MON0XKEHNS 0 NNLLEH3MPOBAHUN

AeATeNbHOCTU, CBA3AHHOW C NCMOJIb30BaHNEM

B03OyamTenen NHheKLNOHHbIX 3aboneBaHui

B cooTBeTCTBMM C DefepalibHbIM 3aKOHOM "O nuLeH3npoBaHnn

OTAENbHbIX BUOOB AesTensHocTn" MpaBmTenscTBo Poccuinckon ®epepaumm
nocTtTaHoBAAET:

1. YTBepaunTh Npunaraemoe MonoxeHme o NLeH3NpoBaHNm

NESATENbHOCTH, CBA3aHHON C UCMO/b30BaHNeEM BO3OyanTeNen MHDEKLNOHHbIX
3abonesaHui.

2. Mpu3HaTb yTPaTUBLLUMMU CUNY:

noctaHossieHue MpasuTenbcTBa Poccuinckon ®egepalmm oT 4 nons

2002 r. N 501 "O6 yTBepxaeHmmn MNonoxxeHns o ANLEH3MPOBaHUN
NPOM3BOACTBA AE3NH(DEKLUNOHHBIX, AE3UHCEKLMOHHbIX 1 AepaTu3aunoHHbIX
cpencTs v MonoXXeHNs 0 IMLLEH3MPOBAHNN OeATEeNbHOCTM, CBA3AHHON C
MCnoJsib30BaHMeM Bo3byauTenen nHpekUnoHHbIx 3abonesaHunin' (CobpaHue
3aKoHofaTenbCTBa Poccuinckon degepaummn, 2002, N 27, ¢T. 2712);

nNyHKT 100 n3meHeHn, KOTOpble BHOCATCSA B NocTaHoBAeHMA CoeTa
MuHmnctpos PCOCP, Mpasutensctesa PCOCP n MNpaBuTtensctBa Poccninckon
depnepaumm, Kacalowmecs rocydapCTBEHHON PerncTpaLmm PUuaNYecKnx auu,
YTBEPXAEHHbIX NOCTaHOBNAeHUeM lNpaBuTenbcTBa Poccninckon ®degepaumm ot
3 okTa6psa 2002 r. N 731 (CobpaHue 3akoHoOaTenbCTBa Poccuiickom
®epepaumm, 2002, N 41, cT. 3983);

NyHKT 121 npunoxeHus N 1 K nocTaHoBAeHWIO [paBuTenbCTBa

Poccuinckon ®egepaumm ot 1 chepand 2005 r. N 49 "0O6 nsameHeHumn un
NPV3HaHNUN YTPaTUBLLUMMUN CUNY HEKOTOPLIX aKToB lNpaBuTeNbCTBa
Poccuinckon ®epepaummn" (CobpaHme 3akoHoaaTeNbCTBa Poccuinckon
®epepaumu, 2005, N 7, cT. 560).

Mpencenatens MNpaBuTensCTBa
Poccuinckon ®epepaunmn M.Opankos
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YTBEPXXOEHO

nocTaHoBNeHVeM lNpaBUTenLCTBa
Poccuinckon ®epepauun

oT 22 aHBapa 2007 r.

N 31

MONOXEHMWE

0 JINLLEH3MPOBAHUN OeATENbHOCTMW, CBA3AaHHON C UCMNOJIb30BaHNEM
B03byamTenen NHpEeKUNOHHbIX 3aboneBaHni

1. HacTosuwee MNMonoxxeHne onpenenseT nopsaaok JULEH3MpPoBaHMA
AeATeNbHOCTU, CBA3AHHOW C NCMO0J/Ib30BaHMEM BO36yauTenen MHMPEKLNOHHbIX
3aboneBaHni, OCyLLECTBISEMON IOPUANYECKMMMN ANLAMW N MHANBUAYASIbHBIMU
npegnpuHuMaTensMm Ha Tepputopun Poccuinckon ®epepaumm.

2. INUEH3MPOBAHNIO MOANIEXMNT OEATENbHOCTb, CBA3aHHaN C
MCnosb30BaHNeM BO3OyanTenen MHDEKLNOHHLIX 3ab0N1eBaHNiA, B TOM YnCie
obWwmnx NS YenoBeka v XXUBOTHbIX (MMKPOOPraHM3MOB, B TOM 4uCse
reHeTMYeCKN N3MEHEHHbIX, BaKTepuanbHbIX TOKCMHOB, NMPOCTENLLNX,
reNbMUHTOB 1 940B 61M0I0rMYeckoro npomcxoxaeHus I-IV rpynn
NaTOreHHOCTU, NX NPON3BOACTBEHHbIX, My3elHbIX LUTaMMOB 1
CaHUTAPHO-MOKa3aTesIbHbIX MAKPOOPraHW3MOB, MaTepPMaoB, 3apaxeHHbIX Nan
C NOJO03PEHNEM Ha 3apPaXKEHHOCTb BO3OYyANTENAMU NHGDEKLMNOHHBIX
3abonesaHui I-IV rpynn naToreHHoCTK).

3. InLeH3MpOBaHNE OeATENbHOCTM, CBA3AHHON C UCMOJIb30BaHNEM
B03byamTenen nHpeKUnoHHbIX 3abonesaHmni, ocylecTensetcs ®enepancHon
cny>x6oi no Haa3opy B chepe 3alMThl NpaB NoTpebutenen n Gnarononyyuns
YyesloBeKa (Jasiee - NMLEH3MPYIOLLNA oOpraH).

4. JInueH3ns Ha oCyLLEeCTBJIEHNE AeATEIbHOCTMW, CBA3AHHOM C
1CNoJsib30BaHMeM B03byauTenen NHPEKUNOHHbIX 3aboneBaHmnin,
npegoctasnseTca Ha 5 neT. Cpok AeNncTBmNS MNLEH3NN MOXET BbIThb

NpoasieH B NOPSAKE, NPefyCMOTPEHHOM A8 NepeoopMIEHUS JINLLEH3NN,

5. InueH3noHHbIMK TpeboBaHMAMN 1 YCAOBUSMMN NPU OCYLLECTBEHNN
AEATENbHOCTW, CBA3aHHOM C UCMONb30BaHMEM BO3ByauTeNnen NHPEKLNOHHbBIX
3aboneBaHni, ABNAOTCS:

a) HaJIn4yme y ComckaTensa AMUeH3nm (MnuueH3raTa) NnpuHaanexxawmx

€My Ha npaBe COBCTBEHHOCTW WM Ha UHOM 3aKOHHOM OCHOBaHWW 3[aHWNA,
nomMelueHnin, obopynoBaHMsa 1 APyroro MmaTepranbHO-TEXHUYECKOrO
OCHALLEHNS, HeOBXOAMMbIX 411 OCYLLECTBAEHUS NMNLEH3UPYEMOV AeATENbHOCTU
1 oTBeYaLWwmx TpeboBaHNSAM, YyCTaHOBJIEHHbIM CTaTbsAMMK 24 1 26
depnepanbHOro 3akoHa "O caHUTapHO-3MMAEMMOIOrM4eckoM 6aaronosyymm
HaceneHns", CaHUTaPHbLIMKU NPaBUIAMU U UHBIMU HOPMATUBHbLIMW MPABOBbLIMU
akTamm Poccminckon ®epepaumu;

6) Hann4Yme y pyKoBOAUTENS IOPUANYECKOrO L@ UK ero

3aMecTunTens Mmbo y pykoBoauTens CTPYKTYpPHOro nogpasaesieHuns,
OTBETCTBEHHOI0 3a OCYLLeCTBIEHNE NNLLEH3MPYEMON OeATENbHOCTH,
WHAMBUAOYANLHOMO NpeanpuHNUMaTens - COnCKaTens AnueHsnn (MMueHsnaTa)
Ha OCyLlecTBeHNe AesTeNbHOCTW, CBA3AHHONM C MCMOJb30BaHNEM
B03OyamTenen NHMEKLUNOHHbIX 3a601eBaHNI, BbICLLErO MW CPedHEro
npogeccnoHanbHOro obpasoBaHns U COOTBETCTBYIOLLEN MNOATOTOBKM MO
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crneumanbHocTy "6akTepuonorns”, "Bupyconorns”, "napasutonornsa”,
"Mukpobuonorus";

B) Ha/M4Me B LUTATE COUCKATENS INLEH3UN (NnLLeH3naTa)

CneunanncToB, UMELLNX BbICLLEE UK CpedHee NpodhecCcMoHalibHoe
obpa3oBaHMe 1 NpoLlewmnx NoAroToBKY No CheLnanbHOCTK
"6akTepuonoruns", "Bupyconorus”, "napasutonorus”, "Mnkpobuonorus",
COOTBETCTBYIOLLYIO TpebOBaHUSAM 1 XapaKTepy BbINOAHAEMON paboThl;

) NoBbiWEHNE KBaIndmrKaLnyi CNeLmaancTos, OCyLLECTBAAOLWMNX
AeATeNbHOCTb, CBSA3aHHY0 C UCMOJIb30BaHMEM BO36yauTenen NHPEKLUNOHHbIX
3aboneBaHni, He pexxe 0AHOro pasa B 5 neT;

n) cobniogeHne NMUeH3MaToOM YCTAaHOBEHHbIX CTaTbel 26

depnepanbHOro 3akoHa "O caHUTapHO-aNMAEMMO0rn4eckom 6aaronoayymm
HaceneHuns", CAaHUTaPHbLIMKU NPaBUIAMU N UHBIMU HOPMATUBHbLIMW MPABOBbLIMU
akTamm Poccuinckon depepaunn TpebosaHuii no obecneyveHnto 6esonacHoCTH
paboT, NpoBOAMMbIX C BO3byanTEnaMn MHPEKLNOHHbIX 3abonesaHuni.

6. OcylecTBNeHNE NNLEH3MPYEMO OEATENLHOCTY C rpy6biM

HapyLleHNeM MLEH3NOHHbIX TpeboBaHMIN 1 yCI0BMIA BNieYeT 3a cobon
OTBETCTBEHHOCTb, YCTAHOBIEHHYIO 3aKOHOAATeIbCTBOM POCCMINCKON
®epnepaumn. Mpun 37oM Nog rpybbiM HapyLLEHNEM MOHMMAETCS HEBbIMOIHEHNE
JIMLLEH3MATOM JIMLEH3NOHHbIX TpeboBaHWI 1 YCI0BUIA, MPeayCMOTPEHHbIX
nognyHkTamm "a", "B" n "a" nyHkTa 5 HacTosLLero MofoxeHus, a Takxe
HapyLUeHune, NOBAEKLIEE NPUYMHEHNE BpeLa XN3HW, 300P0OBbLI0 YE/I0BEKA U
(nnn) okpy>xatowen cpege.

7. Ins Nnony4YeHUs IMLEH3UN Ha OCYLLECTBIEHNE OeATENbHOCTH,

CBSI3aHHOM C MCMNOJIb30BaHNEM BO3ByanTeNen NHMEKLNOHHBIX 3aboneBaHui,
COUCKaTeNb IMUEH3UN HanpaBaseT WK NpeacTaBfseT B INLEH3NPYIOWNIA
OpraH 3anBJieHNe N JOKYMEHTbI (KOMUN 4OKYMEHTOB), YKa3aHHbIe B MyHKTe

1 cTaTbun 9 ®epepanbHOro 3akoHa "O IMLEH3MPOBAHUN OTAEJIbHbIX BULOB
AeATenbHOCTU", @ TakXe ciefylowne LOKYMEHTbI:

a) KOMun LOKYMEHTOB, NOATBEPXKAALNX HaNn4Yne y conckaTens

JINLLEH3UN Ha npaBe cOBCTBEHHOCTU WM HAa MHOM 3aKOHHOM OCHOBaHWM
3[aHni, NoMeLweHnin, 0bopyaoBaHNS 1 OPYyroro MaTepunasibHO-TEXHNYECKOr0
OCHaLLEeHNs, HeobX0AMMbIX ANS OCYLLECTBIEHNS NINLLEH3MPYEMOWA
AeATenbHOCTY;

6) Konuy BbIAAHHOMO B YCTAHOBIEHHOM MOpPSLKe
CaHUTAPHO-3MNAEMUNONOrNYECKOr0 3aK/I0YEHNS O COOTBETCTBUM YCI0BUIA
4719 OCYLLEeCTBNEHNA AeATEeNIbHOCTH, CBA3AHHOW C NCMONb30BaHNEM
B03OyamTenen NHMEKUNOHHbIX 3aboneBaHnin, TpeboBaHMAM CaHUTapPHbIX
npasun;

B) KOMUWN OOKYMEHTOB, MOATBEPXXAAIOLLMX COOTBETCTBME KBaNNGrKaLnn
CNneunanncToB, AeATEeNbHOCTb KOTOPbIX CBA3aHa C NCMOoAb30BaHNEM
B03OyamTenen NHhEeKLNOHHbIX 3aboneBaHni, MMLEH3NOHHLIM TpeboBaHNAM U
YC/I0BUSIM.

8. Konun goKymMeHTOB, He 3aBEPEHHbIE HOTAapPWUYCOM, NPeaCcTaBAATCS

C NpenbaAB/IEHNEM OpUrMHana.

JInueH3upytowmii opraH He Brnpase TpeboBaTb OT couckaTens

JINLLEH3UN NpeLcTaBNeHNs LOKYMEHTOB, He NpeayCMOTPEHHbIX HAaCTOAWMM
MonoxeHnem.
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9. MNMpun paccMOTPEHMM 3a4BJIEHMA 0 NPefoCTaBleHUN INLEH3UN
JINLLEH3UPYIOLLWIA OpraH NpoBOAUT MNPOBEPKY MONHOTLI U LOCTOBEPHOCTH
CBELEHMIN O COMCKaTesNe ANLEH3N, COAEPXKALLMXCSA B MPeACTaBAeHHbIX B
COOTBETCTBUU C MYHKTOM 7 HacTosLwero MNofoXeHns 3asasiaeHnmn 1
LOKYMEHTaXx, a TakxXe NpoBepKy BO3MOXXHOCTW BbIMOJIHEHNSA COUCKaTeNIeM
JINLLEH3UWN NINLEH3VNOHHbBIX TPEBOBAHWUA 1 YCNOBUNA.

MpoBepKa NOMHOTHI U AOCTOBEPHOCTUN YKa3aHHbIX CBEAEHUIA NPOBOANTCA
nyTeMm COMoCTaBJIEHNA UX CO CBELAEHUAMM, codepXKawmMncsa B EqMHom
roCyfapCTBEHHOM peecTpe puanyYeckux nuy nnn EGUHoOM rocy iapCcTBeHHOM
peecTpe UHAMBUAYAbHLIX NPeANpUHMMaTENENR, KOTopble NPefoCTaBNATCS
JimueH3upytoLLieMy opraHy ®efepasibHOM HanoroBon ciyxbo B nopsake,
ycTaHoBneHHOM lpaBnTenscTBOM Poccuinckon depgepauuu.

lNpoBepka BO3MOXXHOCTM BbIMOJIHEHNA COUCKATENIEM JINLLEH3UN
JINLEH3NOHHBIX TPeboBaHWUA N YCNOBUA MPOBOAUTCA TULEH3INPYIOLLAM OPraHoOM
B COOTBETCTBUU C TpebOoBaHUAMM, YCTAHOBAEHHbIMY 415 OpraHn3aunm
nposepok PegepanbHbiM 3aKOHOM "O 3alMTe NpaB OPUANYECKUX JINLL 1
WUHAMBUAYANbHbIX NpeanpuHUMaTEeNeln Npu oCyLLECTBAEHUN FOCYAapPCTBEHHOMO
KOHTPONS (Hag3opa) U MyHULMNAJIbHOrO KOHTpona".

10. JlnueH3naT MMeeT NpaBo Ha nofyyeHune aybnmkaTa OOKYMeEHTa,
NOATBEPXKAAIOLLEro HaJn4me NULEH3NK, B CllyYae ero yTpaThl, a Takxe
3aBEPEHHbIX JINLLEH3MPYIOLLUM OpraHoM KOMUI 3TOr0 LOKYMEeHTa.

OybnukaT nnm Konus NOATBEPXXAAIOLLEr0 HalM4me IMLEeH3UN OKYMEeHTa
npefocTaBnseTcsa NMUeH3naTy B TedyeHue 10 gHen ¢ gaTbl NonyyYeHns
JINLLEH3UPYIOLLM OPraHOM ero NMCbMeHHOro 3asBaeHus.

Ha pybnunkate fOKYMeHTa, MOATBEPXKAAIOLLEr0 HaMyne NULEH3NN,
npocTasnseTcs nomeTka "aybnukat". AybnvkaTt odopmnseTca B 2
3K3eMnagpax, O4MH U3 KOTOPbLIX Bpy4YaeTcsa NuuUeH3naTy, Apyrom -

XPaHUTCSA B JIMLLEH3UOHHOM Aefe JIMLEH3UPYIOLLEero opraHa.

11. NHdopMaLma, OTHOCALLAACA K OCYLLECTBAEHMWIO INLEH3NPYEMON
AesaATeNbHOCTN, NPefyCMOTPEHHas NYHKTOM 2 CTaTbh 6 U MYHKTOM 1

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

a) omumnanbHoro onybaMkoBaHNSa HOPMaTMBHBLIX MPABOBbIX aKTOB,
yCTaHaBAMBaOLWMX 06s3aTenbHble TpeboBaHNS K MNLEH3MPYEMOIA
neATesIbHOCTY;

6) NPUHATUS NNLEH3UPYIOLLUM OPraHOM PELLEHNS 0 NPefoCTaBAeHUN,
nepeotopMAEHUN NLEH3MIN, MPUOCTAHOBIEHUN, BO30OHOBEHUN ee
NencTeuns;

B) Mony4eHns oT PenepanbHON HaNOroBom cnyxbel CBEAEHUIA O
NNKBMAALMMN IOPUANYECKOro AnLia Nnbo npekpaLleHumn ero LesaTenbHoOCTU B
pe3ynbTaTe peopraHm3auny UM o0 NpekpaLleHnn GUsnNYeckum anLom
LeATeNIbHOCTM B Ka4YeCTBe MHAMBUAYAIbHOrO NpeanpuHmMMaTens;

) BCTYMJIEHUS B 3aKOHHYIO CWJTY pelleHmns cya o6 aHHynmpoBaHun
JIMLeH3nn.

12. JINLLEH3MOHHBIN KOHTPOJIb 33 COb0eHneM NNLLEH3NATOM
JINUEH3MNOHHBIX TPebOBaHNA 1 YC/IOBUIA OCYLLECTBAAETCS B NOPALAKE,
npenycmoTpeHHoM ®efiepanbHbiM 3aKoHOM "O 3alumTe nNpas pUANYeCcKnX JnL
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N UHANBMAYaNbHbIX NPeanpUHMMaTeNIeNn Npu OCYLLIECTBIEHNN
rocyfapCTBEHHOr0 KOHTPONS (Hag30pa) U MyHULMNANbHOrO KOHTpona",

13. MpUHATNE pelleHnin TNLLEH3MPYIOLWNM OPraHoOM O MpeaoCTaBAeHNN
mueH3un (06 oTkase B NPeaoCcTaBIeHUN NNLEH3UK), NepeothopMIIEHN
JINLLEH3UN, MPUOCTAHOBAEHNN, BO30OHOBIEHN ee OENCTBUSA, @ TaKXe
BEeLleHNe peecTpa JIMLEH3NI 1 NpefoCTaBleHne CBeAEeHNI, COAEPXKaLLMXCS B
HeM, OCYLLeCTBASOTCA B NopsgKe, ycTaHoBAeHHOM defiepalibHbIM 3aKOHOM
"O NUUEH3UPOBaHUM OTAESIbHbLIX BUOOB OEATENIbHOCTK",

14. 3a npefoCTaBAeHNE NLEH3NPYIOLWLMM OPraHOM JINLEH3MNN,
nepeogopmieHne JOKyMeHTa, NOATBEP)KAAIOLLEro Hanyme IMLLEH3UN, Bbigadvy
Aybnvkata OOKYMEHTa, NOATBEPXKAAOLLIEr0 HAMYME NNLEH3UN, U MPOAJIEHNE
CpPOKa AenCTBMA NNLEH3MM YN1aYnBaeTCs rocyaapCTBEHHAs MOLWJ/IMHA B
pa3mepax 1 nNopsaake, KOTopble YCTaHOBEHbI 3aKOHO4ATEeIbCTBOM
Poccuinckon ®epepaumm o Hanorax u cbopax.
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