NPABUTE/IbCTBO POCCUNCKOWN GEAEPALIUU

MNOCTAHOBJEHUE
ot 30 uoHa 2004 r. N 323

Ob YTBEPKAEHNU NONOKEHUA
O ®EAEPA/IbHOW CNYXKBE NO HAA30PY B COEPE 34 PABOOXPAHEHUA

MpaButenbcTBo Poccuitckon ®eaepaumm NnocTaHOBASET:

1. YtBepauTb npunaraemoe [lonoxeHne o degepanbHoi cnybe no Hagsopy B cohepe
34paBOOXPAHEHUA.
(8 pea. NoctaHoBneHuA MpaButenbcTea PO ot 19.06.2012 N 614)

2. MUHKCTepCTBY 34PaBOOXPAHEHMNA U COLMANBHOTO pa3BuTUA Poccuiickon ®eaepaumm BHECTU 40
1 okTA6ps 2004 r. B MpaButenbcTBo Poccuiickont ®egepaumm NnpoeKTbl HOPMATUBHBIX MPABOBbLIX aKTOB C
Lesblo ynpasaHeHMA NPU3HAHHbIX M3ObITOYHBIMM MOJHOMOYNIM, NPEeaYCMOTPEHHbIX NOAMNYHKTaMKN 6.8 U
6.9 lMonoxeHua o PepepanbHol cnykbe no Hagasopy B chepe 34pPaBOOXPAaHEHUA U COLMANIbBHOIO
pa3suTUA.

Mpeacenatens NpasutenbcTea
Poccuitckoin ®epepaumm
M.®PAKOB

YTBEpKaeHo

MNocTtaHoBNeHMeM [MpaBuTenbCTBa
Poccuiickoin Pepepaumm

ot 30 utoHA 2004 r. N 323

NONOXKEHUE
O ®ELEPANIbHOM CNYXBE NO HAA30PY B COEPE 34PABOOXPAHEHUA

|. O6wme nonoxkeHma

1. depepanbHan cayxba no Haasopy B cdepe 3apaBooxpaHeHusa (PocsgpaBHagsop) aBaseTcs
denepanbHbIM OpraHOM UCNONHUTENBHOW BNACTM, OCYLLECTBAAOWMM GYHKLUMM NO KOHTPOIIO U Haa3opy
B chepe 34paBoOOXpaHEHMS.

(n. 1 8 pea. NoctaHoBneHMA MpaButenbctea PO ot 19.06.2012 N 614)

2. depepanbHasa cnyxba no Hapzopy B chepe 34paBOOXpPaAHEHUs HaxXxoAMTCA B BeAeHWUU
MWHUCTEPCTBA 34paBOOXpaHeHnsa Poccuiickon Pepepaunu.
(B peq. MoctaHoBneHua Mpasutensctea PP o1 19.06.2012 N 614)

3. depepanbHaa cnyba no Hagsopy B chepe 34paBOOXpPaHEHMA PYKOBOACTBYeTCA B CBOEWM
aeatenbHoctn KoHcTutyumelt Poccuiickolt epepaunn, pesepanbHbiIMU KOHCTUTYLUOHHBIMU 3aKOHaMM,
depnepanbHbiMM 3aKOHaMK, akTamu Mpe3naeHTa Poccuiickoit ®eaepaumm 1 MNpaButenbcTea Poccuiickol
depepaunn, MexayHapoaHbIMM gorosopammn  Poccuitickont dPepepaumu, aktamm  MUHKUCTEPCTBa
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34paBooxpaHeHusa Poccuiickon deaepaumm, a Takke HactoAwmm MNonoxxeHnem.
(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 19.06.2012 N 614)

4, depepanbHaa cayxkba no Hagsopy B cdepe 34paBOOXPaHEHMA OCyLEecTBAseT CBOHO
AeATe/IbHOCTb HEenocpeacTBEHHO M Yepe3 CBOM TEPPUTOPUAsbHbIE OpraHbl BO B3aMMOLEWCTBUM C
Apyrimn  desepanbHbIMM OpraHammn MCMNONHUTENbHOM BIACTW, OPraHamMm MCMOJAHWUTENLHOM BNACTM
cybbekToB Poccuiickoit depepaumu, OpraHamm MECTHOTO CamoyrnpaBieHUs, o0b6LEecTBEHHbIMM
06beANHEHNAMM U UHBIMW OPraHN3aLMSAMMN.

(B pea. MocrtaHoBneHua Mpasutensctea PP ot 19.06.2012 N 614)

Il. NonHOMOuUMNA

5. ®depepanbHas cnyxxba no Haasopy B coepe 34paBOOXPaHEHMSA OCYLLECTBASET chaeaytouine
NOJIHOMOYMSA:
(B pea. MocrtaHoBneHua Mpasutensctea PP ot 19.06.2012 N 614)

5.1. ocywecrsnaert:

5.1.1. ytpaTtun cuny. - NMoctaHosneHue Mpasutennbctea PO ot 19.06.2012 N 614;
5.1.1.1. ytpatun cmny. - NoctaHosneHme Mpasutenoctesa PO ot 20.08.2010 N 650;
5.1.1.2. nckntoyeH. - MoctaHoBneHune Mpasutennctsa PO ot 02.05.2012 N 413;

5.1.2. rocyaapCTBEHHbIN KOHTPO/Ib 33 0bpalleHnemM MmeanLMHCKUX U3AeNni NocpeacTBOM:
(nn. 5.1.2 B pea. MoctaHoBneHus Mpasutenbctea PP ot 02.05.2012 N 413)

5.1.2.1. npoBefeHUs NPOBEPOK cobAtOAeHUA cybbekTaMu ObBpalLeHUs MeAULMHCKUX U3Lenni
npasun B chepe obpalLeHNA MeANLMHCKUX U3LENUIA;
(nn. 5.1.2.1 BBeaeH MNoctaHoBneHMem MpaButenbcTea PO ot 02.05.2012 N 413)

5.1.2.2. Bblgayn paspelleHnii Ha BBO3 Ha Tepputoputo Poccuiickon ®Pegepaumm meamumHCKUX
n3gennii B Lenax nx rocy4apcTBeHHoOM pernctpaunu;
(nn. 5.1.2.2 BBeaeH MNoctaHoBneHnem MpaBuTtenbctea PO ot 02.05.2012 N 413)

5.1.2.3. npoBegeHna MOHUTOPUHIa 6e30NacHOCTN MeLULIMHCKMX U3aennii;
(nn. 5.1.2.3 BBeaeH MNoctaHoBneHnem MpaButenbctea PO o1 02.05.2012 N 413)

5.1.2.4. npoBefeHNa KOHTPO/IbHbIX 3aKYMOK B LLeAX NPOBEPKM COONOAEHMA 3anpeTa peannsaumnm
banbcnPUUMPOBAHHBIX MEAUUMHCKUX U3LENUNA, HeLOoOpPOKAYeCTBEHHbIX MEAUUMHCKMX M3LAENNN U
KOHTpadaKTHbIX MEAULIMHCKUX U3OENNN;
(nn. 5.1.2.4 sBepeH MNoctaHoBneHMem MpaButenbctea PO ot 15.11.2019 N 1459)

5.1.3. rocynapCTBeHHbI KOHTPOJIb KayecTBa M 6e30MNacHOCTM MeaMUMHCKON AesTesIbHOCTU
nocpeAcTBOM NPoOBeAEHUA:
(B peq. NocraHoBneHui MpaButenbctea PO o1 02.05.2012 N 413, o1 17.06.2020 N 866)

5.1.3.1. npoBepok cobnogeHnAa opraHamu rocyfapcTBeHHoOn Bnactn Poccuiickon degepaumu,
OopraHamM MEeCTHOTO CaMOYMpPaB/eHUA, TOCYAAPCTBEHHbIMU BHEOOAKETHbIMM GOHAAMM, A TaKKe
OCYLLECTBAAWMMU  MEAUUMHCKYIO U apMaLEeBTUYECKYD AeATeNbHOCTb  OpraHM3aumMaMm U
WHAMBUAYANbHBIMM NPeAnpUHMMATENAMN NPaB rparKaaH B cdhepe oxpaHbl 340pOBbA rpaxKaaH, B TOM
yncne AOCTYNHOCTU A8 MHBAINAO0B 06BEKTOB MHOPACTPYKTYPbI M NPeAoCTaBAseMbIX YCIYT B YKa3aHHOM
coepe;
(8 pea. NoctaHoBneHui Mpasutenbctea PO o1 03.11.2018 N 1315, ot 17.06.2020 N 866)

5.1.3.2. npoBepoK npMmmeHeHna megununHCKMMKU OopraHnsaumnamm wmn UHANBUAYAJ/IbHbIMU
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npeanpUHMUMaTeNIAMM, OCYLLECTBAAOWMMU  MEOULMHCKYIO  OeATEeNbHOCTb, MOPAAKOB  OKasaHWA
MeAULMHCKON NMOMOLLM N CTAaHAAPTOB MeANLMHCKON MOMOLLY;

(8 pea. NoctaHoBneHu Mpasutensctea PO ot 02.05.2012 N 413, o1 15.11.2019 N 1459, o1 17.06.2020 N
866)

5.1.3.3. npoBepok coOBAOAEHUA MEAULUMHCKUMW  OPraHM3auMamMu U UHAMBUAYASbHbIMU
npeanpuHUMaTENAMM, OCYLLECTBAAWMMN  MeOUUMHCKYI0 [eATeNbHOCTb, NOPAAKOB nNposefeHus
MEeAMUMHCKMX  IKCMepTU3,  AUCNaHcepu3aumm,  MeaMUMHCKMX  OCMOTPOB U MeAMLMHCKUX
OCBUAETE/IbCTBOBAHUN;
(B pea. MNocraHoBneHui Npasutenbctea PO o1 02.05.2012 N 413, oT 15.11.2019 N 1459, o1 17.06.2020 N
866)

5.1.3.4. npoBepok cobalAeHUA MEeAUUMHCKMMM OpraHu3aumMamu M  UHAUBUAYA/IbHLIMM
npeanpuHUMaTeNaMm1, OCYLLECTBAAILWMMM MEANLMHCKYIO AeATeNbHOCTb, TpeboBaHM No 6e3onacHomMy
NPUMEHEHUIO 1 SKCMyaTaUMU MeAULIMHCKUX U3ANNI U UX YTUAN3ALUNKN (YHUUTOXKEHMUIO);
(8 pea. NoctaHoBneHui Mpasutensctea PO o1 02.05.2012 N 413, o1 17.06.2020 N 866)

5.1.3.5. npoBepoK cobAOAEHUA MEANLUHCKUMWN PAaBOTHUKaMK, PYKOBOAUTENAMMU MEOULMHCKMX
opraHusaumi, ¢GapmaLeBTUHECKUMM PADOTHUKAMM W PYKOBOAMTENAMM anNTEYHbIX OpraHU3aumit
OTrpaHUYEHUN, MNPUMEHAEMBIX K HUM MpPU OCYLLEeCTBAEHUU NpodeccMoHaNbHOW AeATeNbHOCTU B
COOTBETCTBUM C 3aKOHOZaTeNbCTBOM Poccuiickon deaepaumu;
(8 pea. NoctaHoBneHui MpaButensctea PO o1 02.05.2012 N 413, o1 17.06.2020 N 866)

5.1.3.6. npoBepOK OpraHnU3auMn U OCyLLEeCTBAEHMA BEAOMCTBEHHOIO KOHTPOSA WM BHYTPEHHEro
KOHTpPOAS KayecTBa M 6e30MacHOCTM MegMULMHCKOM AeATeNbHOCTM COOTBETCTBEHHO denepasbHbiMU
OopraHamu WCMOJIHUTENIbHOM B/IAaCTW, OPraHamMu WCNOJIHUTENbHOM BnacT cybbekToB Poccuiickol
depepaunn M OpraHamu, OPraHU3aUUAMM TOCYAAPCTBEHHOM, MYHMLMMNAAbHOM W YacTHOW cCUCTEM
3/ paBOOXPaHEHNS;
(8 pea. NoctaHosneHui Mpasutenbctea PO o1 02.05.2012 N 413, o1 17.06.2020 N 866)

5.1.3.6(1). KOHTPOIbHbIX 3aKYMOK B LLe/IAX MPOBEPKU COBNI0AEHNA MEANLMHCKUMMN OPraHn3aLmamm
N UHOMBUAYANbHbIMW MNPEANPUHMMATENAMM, OCYLLECTBAAIOWMMU  MEAMLMHCKYIO OEeATENbHOCTb,
nopsaKa 1 yCnoBuit NpeaoCcTaBAeHNA NAATHbIX MEANLMHCKUX YCAYT;
(nn. 5.1.3.6(1) BBeaeH MoctaHoBneHnem MpasuTtenbctsa PO o1 17.06.2020 N 866)

5.1.3.7. ytpatnn cuny. - NoctaHosneHue Mpasutenbctea PO ot 20.08.2010 N 650;
5.1.3.8 - 5.1.3.11. ucknto4eHsl. - lMoctaHosneHue MNpasutensctea PP o1 02.05.2012 N 413;

5.1.4. depepanbHbIit rocysapcTBeHHbIM Hagzop B chepe obpalleHUa NeKapcTBEHHbIX cpeacTs (B
OTHOLLUEHUM IEKAPCTBEHHbBIX CPEACTB AN MEeAMULMHCKOIro NPUMEHEHUA) NOCPEACTBOM:
(nn. 5.1.4 B pea. MoctaHoBneHus Mpasutenbctea PP ot 06.09.2014 N 913)

5.1.4.1. opraHmMsauMm W MNpoBeAeHUs MNPOBEpPoOK cobnwogeHMAa cybbekTamn obpallieHus
JIeKapCTBEHHbIX CPeACTB YyCTaHOBJ/eHHbIX PeaepanbHbiM 3akoHOM "O6 06palleHUM NeKapCTBEHHbIX
cpeacts" M NPUHATBIMU B COOTBETCTBMU C HUM MHbIMU HOPMATUBHbIMM NPaBOBbIMM aKTaMKn Poccninckol
depepaunn TpeboBaHUN K AOKAMHUYECKMM WUCCEA0BaHUAM NEKAPCTBEHHbIX CPEACTB, KAMHUYECKUM
NCCNeaoBaHMAM  JIEKAPCTBEHHbIX MpPenapaTtoB, XPaHEeHWIo, MepeBO3Ke, OTMAYCKY, peanusauunmn
NEeKAPCTBEHHbIX CPeacTB, NMPUMMEHEHUIO NIEKAPCTBEHHbIX MPENapaToB, YHUYTOXKEHMIO NEeKAPCTBEHHbIX
CPeACTB, YCTAHOB/JIEHUIO MPOU3BOAUTENAMU JIEKAPCTBEHHbIX NPEnapaToB LEH HA JIEKapCTBEHHble
npenapaTbl, BK/OYEHHbIE B MNepeyeHb MM3HEHHO HeobXOAMMBIX W BaXKHEWLWMX JNeKAPCTBEHHbIX
npenaparos;
(B pea. MoctaHoBneHui MNpaButenbctea PO o1 06.09.2014 N 913, o1 04.09.2020 N 1344)

5.1.4.2. opraHnsaumm w” npoBegeHnA MNpoBEepPOK COOTBETCTBMA JNIEKAPCTBEHHbBIX CpeacTs,
HaXo4AaWKnXCA B rpa>XgaHCKOM o6op0Te, YCTaHOBJ/IEHHbIM obA3aTeNnbHbIM TPE6OBaHMﬂM K UX Ka4ecCTBy,
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(8 pea. NoctaHoBneHui Mpasutensctea PO ot 06.09.2014 N 913, o1 03.06.2015 N 536)

5.1.4.3. opraHusauum u nposeaeHnsa ¢apmakoHaa30pa;
(8 pea. NoctaHoBneHu Mpasutenscrtea PO ot 06.09.2014 N 913, o1 03.06.2015 N 536)

5.1.4.4. npumeHeHUs B Nopaake, YCTaHOBNEHHOM 3aKoHOAaTeNbCTBOM Poccuiickoint deaepaunu,
Mep Mo MNPeceyYeHnto BbIABAEHHbIX HapyLeHWit ob6s3aTenbHbiXx TpeboBaHWIA U (MAKN) yCTpaHEHUo
NoCNeACTBUA TAaKUX HapPyLEHWN, B TOM 4YUC/E MPUHATUIO PELLEHUA O HaXOXAEHUWU NEeKapCTBEHHbIX
CpeacTe AnA MeAMUMHCKOTO NPUMeHeHMA B OOpalleHMu, Bblgaun NpeanuMcaHuii o6 ycTpaHeHuu
BbIAB/IEHHbIX HapyleHMNn o00nA3aTeNbHbIX TPeboBaHMN W NpPUBAEYEHUA K OTBETCTBEHHOCTU /NL,
COBEPLUMBLUMNX TaKME HAPYLLEHUS;
(8 pea. NoctaHoBneHu Mpasutenbctea PO o1 06.09.2014 N 913, o1 03.06.2015 N 536)

5.1.4.5. npoBefeHWA KOHTPOAbHbIX 3aKYMOK B LEAAX MNPOBEpPKM cobatogeHua cybbektamu
06palleHnA NEeKapPCTBEHHbIX CPEACTB, OCYLLECTBAAIOWMMM PO3HUYHYIO TOPrOBAKD NEKAPCTBEHHbLIMU
npenapatamum gna MeAUUMHCKOrO MPUMEHEHUA, MpaBuA OTMYCKa JIEKAapCTBEHHbIX MpenapaTosB AnA
MeANUNHCKOTO NPUMEHeHMUA 1 (Mnn) 3anpeTta Nnpoaaxun GpanbcndUUMpPOoBaHHbIX TEKAPCTBEHHbIX CPEACTB,
He06pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB U KOHTPAPAKTHbIX JIEKAPCTBEHHbIX CPEACTB;
(nn. 5.1.4.5 BBeaeH MNoctaHoBneHMem MpaButenbctea PO ot 15.11.2019 N 1459)

5.1.4(1). BbIBOPOYHbLIN KOHTPO/JIb KauyecTBa JIeKAPCTBEHHbIX CPeACTB AnA  MeAWULUMHCKOro
NPUMEHEHUA NOCPEeACTBOM:

5.1.4(1).1. o6bpaboTKn cBeaeHUl, B 0b6A3aTeNbHOM NOPAAKE NpPeAoCTaBAAEMbIX CybbeKTamu
obpallleHMa NIeKapCTBEHHbIX CPeACTB AN MEeAULMHCKOrO MNPUMEHEHWs, O Ccepusax, napTusax
JIEKAPCTBEHHbIX CPeACTB, MOCTYNaloLWMX B rpa*kaaHcKMin o6opoT B Poccuiickoin Peaepaunu;

5.1.4(1).2. ot6opa 06pasLOB NEKAPCTBEHHbIX CPEACTB 418 MEAMUMHCKOTO MNPUMEHEHUs Yy
Cy6beKTOB 06palLeHNA NeKAaPCTBEHHbIX CPEACTB A1 MeAULMHCKOTO NPMMEHEHMS B LENAX NpoBeaeHUs
MCMbITAaHWMI Ha WX COOTBETCTBME TPebOBaHMAM HOPMATMBHOM [AOKYMEHTAUMW WAW HOPMATMBHbIX
AOKYMEHTOB;

5.1.4(1).3. nNpuHATMA NO pe3ynbTaTaM MNPOBEAEHHbIX WCMbITAHWI pelweHna o JanbHellwem
rpaxkgaHckom 060poTe COOTBETCTBYHOLLENO IEKAapPCTBEHHOMO CPEACTBA A1 MeAULMHCKOTO NPUMEHeHUS;

5.1.4(1).4. nNpuHATUA pelleHna O nepeBoAe JEeKAapPCTBEHHOro CPeacTBa A1 MeOULMHCKOro
NPUMEHEHUA HA MOCEPUIHbIA BbIGOPOYHBIN KOHTPO/b KayecTBa JIeKAPCTBEHHbIX CPeACTB AnA
MeANUMHCKOTO MNPUMEHEHMA B  C/Ayyae TMNOBTOPHOIrO  BbIABAEHWA HECOOTBETCTBMA  KayecTBa
JIEKapPCTBEHHOTO CPEeACTBa AJ/1A MEAMLMHCKOTO MPUMEHEHWA YCTAaHOBAEHHbIM TpeboBaHuAM W (npu
HeobXoAMMOCTN) O NpoBeEpKe CybbeKTa 0bpalLleHWs J/IeKapCTBEHHbIX CPEeACTB A8 MEAUUMHCKOro
NpUMeHeHus;
(nn. 5.1.4(1) sBeaeH MNoctaHoBneHuem MpaButenbctea PO ot 03.06.2015 N 536)

5.1.4(2). opraHusauuio UM (M) npoBedeHME WHCNEKTUPOBAHWUA Cyb6beKkToB obpalueHus
NeKapCTBEHHbIX CPeaCTB ANA MEeAMUMHCKOro NPUMEHEHWA Ha COOTBETCTBME NpaBMAaM HaaferKallen
NnabopaTopHON MPAKTUKKU, NPaBMAaM HaA/exKalel KAMHUYECKON MPaKTUKKW, MpaBuiam Hagaexallein
NPaKTUKM  XPaHEeHUA W MepeBO3KM /IeKAapCTBEHHbIX MpenapaTtoB, MpaBuMnam Hag/exallein
ANCTPUBBLIOTOPCKOM NPaKTUKM, NPaBMAaM HaANeKallen anTeYHoM NPaKTUKK;
(nn. 5.1.4(2) BBeaeH MoctaHoBneHnem MpaBuTensbctsa PP ot 03.06.2015 N 536)

5.1.5. ytpatun cuny. - NMoctaHosneHwue Mpasutenoctea PO ot 06.09.2014 N 913;

5.1.6. KOHTpOAb 3a:
(nn. 5.1.6 BBeaeH MNocTtaHoBneHMem Mpasutensctea PO ot 02.05.2012 N 413)

5.1.6.1-5.1.6.2. ytpatnau cuay. - NoctaHosneHue Mpasutenoctsa PO ot 19.06.2012 N 614;
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5.1.6.3. peanusaumeit pernoHasbHbIX NPOrpamm MOLEPHMU3ALMU 34PaABOOXPAHEHUA CyObEKTOB
Poccuitickoli  degepauum M MeponpuATMA N0  MOAEPHU3AUMN  TOCYAAPCTBEHHbIX YUYpEXKAeHWH,
OKa3blBaOLWMX MEANLMHCKYIO MOMOLLb, FOCYAaPCTBEHHbIX YYPEXAEHUN, PEaNU3YIOLWMX MEPONPUATUA NO
BHeApeHMI0 NHPOPMALMNOHHbBIX CUCTEM B 340aBOOXPAHEHME;
(nn. 5.1.6.3 BBeaeH MNoctaHoBneHMem MpaButenbcTea PO ot 02.05.2012 N 413)

5.1.6.4. LOCTOBEPHOCTBIO NEPBUYHBIX CTAaTUCTUYECKUX AAHHbIX, MPEA0CTaBAAEMbIX MEAULNHCKMMM
OpraHM3auMaAMM M UHAMBUAYANbHBbIMA MPeAnpPUHUMATENAMW, OCYLLECTBAAIOWMMN  MEANUMHCKYIO
[eATeNbHOCTb;
(nn. 5.1.6.4 BBeaeH MNoctaHoBneHnem MpaBuTtenbcTea PO ot 02.05.2012 N 413)

5.1.7. KOHTPOAb 33 3O PEKTUBHOCTBIO U KAaYEeCTBOM OCYLLECTB/IEHUA OpraHaMKn rocyaapCTBEHHOM
B/laCTM cybbeKToB Poccuiickonn ®Pepepaummn caeayowmx nepeaaHHbIX MNOJAHOMOYMIA  Poccuinckom
depepaunu:

NONHOMOYMI B 061aCTU OKasaHUA FOCVAapCTBEHHOﬁ cou,maanoﬁ nomouwn B BUAe Ha6opa
COLMaNbHbIX YCNyr C NpaBoOM HanpasaeHUA npe,u,rlmcaHMﬁ 06 YCTPAHEHUU BbIABNEHHbIX HapymeHMﬁ no
npueaevyeHMnM K oTBETCTBEHHOCTUN AO/IXKHOCTHbIX /INL, NCNONHAOWNUX 06A3aHHOCTU MO ocyLwiecrtBaieHuo
nepegaHHbIX NONHOMOYMIA;

NoJIHOMOYMIN B chepe oxpaHbl 340PO0BbA, NPEeAYyCMOTPEHHbIX YacTbio 1 ctatbm 15 PepepanbHoro
3aKkoHa "Ob6 ocHOBax OXxpaHbl 340POBbA rpaxkaaH B Poccuinckon ®epepaumn”, ¢ npaBom HanpasaeHUA
npegnucaHnin 06 ycTpaHeHWW BbIABAEHHbIX HAPYWeHUA W O MNPUBIEYEHMUM K OTBETCTBEHHOCTU
OO/MKHOCTHbIX /UL, UCMONHAOWMX 06A3aHHOCTU MO OCYLLLECTBAEHUIO NepeAaHHbIX MOJIHOMOYN;

NONHOMOYMI NO OCYLLECTB/IEHUIO €XErogHOMW AEHEXHOM BbINAaTbl ANLAM, HarparkgeHHbIM
HarpyaHbiM 3Hakom "MoyeTHbIM goHop Poccmun”, c npaBom Hanpas/eHUs npeanMcaHnini 06 ycTpaHeHun
BbIAB/IEHHbIX HAPYLWEHNIN M O MNPUBAEYEHUN K OTBETCTBEHHOCTU AO/IKHOCTHbIX AUL, WUCMOAHAKOLWMX
06A3aHHOCTU MO OCYLLECTBAEHWNIO NEPEAAHHOr0 NOHOMOYMS;

(nn. 5.1.7 B pea. MoctaHoBneHus Mpasutenbctea PP o1 24.11.2020 N 1923)

5.1.8. KOHTPONb 32 AEATENIBHOCTbIO MEeAULMHCKMX OPraHU3aLMii, OKa3blBaOLLMX NCUXMATPUYECKYHO
MOMOLLb, CTAUMOHAPHbLIX YYPEKAEHUI COLMANBHOTO OOCAYKMBaAHUA [Aa  NUL,  CTPagatolmx
NCUXMYECKMMMN PACCTPOMCTBAMM (B YACTU OKA3aHWUA NCUXMATPUYECKON NOMOLLM);

(nn. 5.1.8 BBeaeH MNocTtaHoBneHnem Mpasutensctea PP ot 06.09.2014 N 913)

5.1.9. KOHTPO/b 3a MCNONAb30BaHMEM HAPKOTUYECKUX CPEeACTB W MCUXOTPOMHbIX BeELLEeCTs,
XPaHALWMXCS B anTeYKax NepBor NOMOLLM Ha MOPCKMX M BO3AYLIHbIX CyAaX MeXAyHapoAHOro coobeHuns
W B noesaax MexayHapoaHbIX INHUI;

(nn. 5.1.9 BBegeH MocraHoBneHnem Mpasutensctea PO ot 06.09.2014 N 913)

5.1.10. rocynapCTBEHHbIN KOHTPO/Ib 33 AeATeNbHOCTbO B chepe obpalieHna BUomeanumHCKUX
KNETOYHbIX NPOAYKTOB MOCPEeACTBOM:
(nn. 5.1.10 sBeaeH MNoctaHoBneHMem MpaButenbcTea PO ot 31.01.2017 N 114)

5.1.10.1. opraHusauMM U nNpoBeAeHMA MPOBEPOK cobnoaeHna cybbekTamu ob6palleHus
6MOMEANUMHCKUX KNETOYHbIX NPOAYKTOB YCTaHOB/IEHHbIX PeaepanbHbiM 3aKoHOM "O BMoOMeANLMHCKUX
KNETOYHbIX MPOAYKTAX" U MPUHATLIMW B COOTBETCTBUM C HUM MHBIMW HOPMATUBHbBIMW NPABOBbIMU AaKTAMM
Poccuiickoit  ®depepaumm  TpebOBaHUM K AOKAMHUYECKMM  UCCNEAO0BAHUAM,  KAMHUYECKUM
nuccnenoBaHMAM, NPOU3BOACTBY, peanusaluu, XpaHeHWto, TPaHCMOPTUPOBKE, BBO3Y B POCCUMCKYIO
depepaumio, BbIBO3y M3 Poccuiickoih Pepepaunn, NPUMEHEHWMIO, YHUUTOXKEHUIOD OUOMEAMLIMHCKUX
KNETOYHbIX NPOAYKTOB;
(nn. 5.1.10.1 BBeaeH MocTaHoBneHnem MpasuTennbctsa PO ot 31.01.2017 N 114)

5.1.10.2. OopraHn3aumm un nposegeHnA MNpPoBEepPOK COOTBETCTBUA 6MOMGAMLI,MHCKMX KNETOYHbIX
NPOAYKTOB, HaxXxo4AWKUXCA B O6an.I,EHMM, NOKa3aTesiAM KayecCTBa, YCTAaHOBJ/IEHHbIM HOpMaTMBHOﬁ
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OOKYMeHTaLumMel Ha 6UoOMeaUUNHCKUIA KNETOUHbIN NPOAYKT;
(nn. 5.1.10.2 BBeaeH MNoctaHoBneHnem Mpasutensctea PO o1 31.01.2017 N 114)

5.1.10.3. npumeHeHus B NopsaaKe, yCTaHOBIEHHOM 3aKOHOAaTeNbCTBOM Poccuitickolt deaepauumy,
Mep No NpeceyYeHunto BbIBNAEHHbIX HapyLweHni TpeboBaHuit PegepanbHoro 3akoHa "0 GMoMeaNUMHCKNUX
KNETOYHbIX NpoAyKTax" u (M1K) No yCTpaHEeHUIO NOCNeACTBUIA TaKUX HAPYLEHUIM, B TOM YMCEe MPUHATUS
peweHns O MPUOCTAaHOBAEHUM OOpaleHns B6UOMEANUMHCKMX KAETOYHbIX NPOAYKTOB M BblAauu
npeanMcaHnin 06 ycTpaHeHUM BbIBAEHHbIX HAPYLLIEHWNN, @ TaK}Ke NPUBAEYEHMA K OTBETCTBEHHOCTM NUL,
COBEPLUMBLUMX TaKME HAPYLLUEHUS;
(nn. 5.1.10.3 BBeaeH MoctaHoBneHnem MpasuTennbcrtsa PP ot 31.01.2017 N 114)

5.1.11. BbIGOPOYHbIA KOHTPO/Ib KayecTBa BMOMEANLMHCKMUX KNETOUYHbIX MPOAYKTOB NOCPEeACTBOM:
(nn. 5.1.11 sBeaeH NoctaHoBneHnem MNpaButenbctea PO o1 31.01.2017 N 114)

5.1.11.1. o6paboTkn cBeaeHuit, B obaA3aTeNlbHOM MoOpAAKe MNpPeAcTaBAsemMblX CybbeKTamu
ob6palLeHna BUOMEeANLIMHCKUX KNETOUHbIX NPOAYKTOB, O CEPUAX, MAPTUAX BUOMEANUNHCKUX KNETOUYHbIX
NPOAYKTOB, NOCTynatoLwmx B obpalleHme B Poccuninickon depepaumu;
(nn. 5.1.11.1 BBeaeH MNoctaHoBneHnem Mpasutensctea PO o1 31.01.2017 N 114)

5.1.11.2. otbopa 06pa3yoB HUOMEAULMHCKMX KIETOUHbIX NPOAYKTOB Yy CYObEKTOB 0bpalleHus
6MOMEANUMHCKUX KNETOYHbIX MPOAYKTOB B LEAAX MNPOBEAEHMA MCMbITaHUI Ha WX COOTBETCTBUE
TpeboBaHMAM HOPMATUBHOWN AOKYMEHTaLMN Ha BUOMEANUMHCKUIN KNETOYHbIN NPOAYKT;
(nn. 5.1.11.2 BBeaeH MocTaHoBneHnem MpasuTenncrtsa PP ot 31.01.2017 N 114)

5.1.11.3. npuHATMA NO pe3ynbTaTaM MPOBEAEHHbIX WCMAbITAaHUIA PeLeHns O AafbHenwem
ob6palleH1m CoOTBETCTBYOWEro 6UOMEeANLMHCKOTO KNETOYHOMO NPOAYKTa;
(nn. 5.1.11.3 BBeaeH MoctaHoBneHnem MpasBuTenscrtsa PP ot 31.01.2017 N 114)

5.1.11.4. npuHATUA peweHna O nepeBoge OUOMEOMULMHCKOIO KNETOYHOro NpPoAyKTa Ha
NMOCEPUINHbIA BbIDOPOYHbLIA KOHTPO/Ib KayecTBa B C/Ayyae MOBTOPHOrO BbIABAEHWUA HECOOTBETCTBUA
KayecTBa OMOMEAMUMHCKOrO K/AETOYHOrO NpogyKTa TPpeboBaHWAM HOPMATMBHOM [AOKYMEHTAUWMW Ha
6MOMEANUMHCKMI KNETOYHbIA NPOAYKT U (Npu HEeobXxoAMMOCTM) O MPOBEAEHUM NPOBEPKU cybbeKTa
06 paLLeHMA BUOMEANLNHCKUX KNETOYHbIX NPOAYKTOB;
(nn. 5.1.11.4 BBeaeH MNoctaHoBneHnem Mpasutenbctea PO o1 31.01.2017 N 114)

5.1.12. npuHAaTHne peweHuna:
(nn. 5.1.12 sBeaeH NoctaHoBneHuem MNpaButenbctea PO o1 31.01.2017 N 114)

5.1.12.1. 0 NpMOCTaHOBAEHUN NPUMEHEHUA BMOMEAMNLIMHCKOIO KNETOYHOTO NPOAYKTa;
(nn. 5.1.12.1 BBeaeH MocTaHoBneHnem MpasuTennctsa PP ot 31.01.2017 N 114)

5.1.12.2. 06 wu3bATMM U3 obpaweHns ¢anbcMPULMPOBAHHbBIX BUOMEANUMHCKMX KAETOUYHbIX
NPOAYKTOB MAN HefobpOoKavecTBEHHbIX BUOMEANLUMHCKMX KNETOUHbIX MPOAYKTOB;
(nn. 5.1.12.2 BBeaeH MNoctaHoBneHnem Mpasutenbctea PO o1 31.01.2017 N 114)

5.1.12.3. 06 yHMUTOXEHUM PanbCUOULMPOBAHHBIX BUOMEANLMHCKUX KNETOYHBIX NPOAYKTOB UK
He06pOKavecTBeHHbIX BUOMEAULIMHCKUX KNETOUYHbIX NPOAYKTOB;
(nn. 5.1.12.3 BBeaeH MocTaHoBneHnem MpaBuTenbctsa PP ot 31.01.2017 N 114)

5.2. npoBoauT:
(nn. 5.2 B pea. NoctaHoBneHus MNpasutenbctea PO ot 20.08.2010 N 650)

5.2.1. MOHMTOPMHI aACCOPTUMEHTAa W ULEH Ha MU3HEHHO HeobxoauMble U BaKHelwwue
JIeKapcTBEHHbIE NpenapaTbl;
(nn. 5.2.1 B pea. MoctaHoBneHun Mpasutensctea PP ot 20.08.2010 N 650)
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5.2.2. MOHUTOPUHI 6€30MacHOCTU MEANLMHCKUX U3LENUN, PerncTpaumio NoboYHbIX AEeNCTBUM,
HeXKenaTesbHbIX peakunit MNpu NPUMEHEHUN MeAMUMHCKMX u3gennin, ¢aktoB M 06CTOATENbCTs,
CO34al0WNX  Yyrpo3y MPUUYMHEHUA Bpeda KM3HM W 3400pOBbl0  Atogen npu  obpaleHuu
3aPEerncTPUPOBaHHbIX MeAULNHCKUX U34eNNniA;

(nn. 5.2.2 B pea. MoctaHoBneHus Mpasutenbctea PP ot 02.05.2012 N 413)

5.2.3. MOHUTOPUHT 6e30MacHOCTN BUOMEINUMHCKUX KIETOYHbIX MPOAYKTOB;
(nn. 5.2.3 BBegeH MocrtaHoBneHnem Mpasutensctea PO o1 31.01.2017 N 114)

5.3. ocywecrtBnser:
(nn. 5.3 B pea. NoctaHoBneHus Npasutenbctea PO o1 02.05.2012 N 413)

5.3.1-5.3.1.7. ytpatnunu cmay. - NoctaHosneHue Mpasutenocrea PO ot 14.12.2006 N 767;

5.3.1.8. B cooTBeTCTBMM C 3aKoHoaaTenbcTBOM Poccuinckoit Pegepaumm nMuUeH3MpPOBaHUE
OTAEeNbHbIX BUAOB AEATENbHOCTU, OTHECEHHbIX K KOMMNeTeHunn Cnyxobl;
(nn. 5.3.1.8 BBeaeH MNoctaHoBneHMem MpaButenbcTea PO ot 02.05.2012 N 413)

5.3.1.9. ytpatun cmny. - NoctaHosneHme Mpasutenoctesa PO ot 19.06.2012 N 614;
5.3.2-5.3.2.1. ytpatnau cuay. - lMoctaHoBneHue Mpasutenbctsa PO ot 02.05.2012 N 413;
5.3.2.2 - 5.3.2.5. ytpatunu cuny. - NoctaHosneHue Mpasutenocrsa PP ot 20.08.2010 N 650;
5.3.2.6. yTpatnn cuny. - NoctaHosneHue Mpasutenbctea PO ot 02.05.2012 N 413;

5.4. ytpatun cuny. - NMoctaHosneHue MNpasuTtennbctea PO ot 20.08.2010 N 650;

5.4(1). Bblgaert:
(nn. 5.4(1) B pea. MocTaHoBneHuA MpasBuTenbcTBa PO ot 02.05.2012 N 413)

5.4(1).1. paspelieHne Ans NoayvyeHMa NULLEH3MM Ha NpaBo BBO3a B Poccuiickyto depepaumio u
BbiBO3a M3 Poccuiickoii depepaumn CUIbHOAEWCTBYIOWMX BELLECTB, HE ABNAIOLWMXCA MPEKYPCOpamM
HapPKOTUYECKMX CPEACTB U MCUXOTPOMHbIX BELLECTB;

(nn. 5.4(1).1 B8 pea. NocTtaHoBneHuMA MpaButensctea PO ot 06.09.2014 N 913)

5.4(1).2. paspelueHue Ha BBO3 B Poccuitckylo deaepaumio MeAULMHCKUX M3LENUIN B LENAX MX
rocyAapCTBEHHOW perncTpaunm;
(nn. 5.4(1).2 sBeaeH MNoctaHoBneHuem MpaButenbcTea PO ot 02.05.2012 N 413)

5.4(1).3. cepTudurKaT Ha NpaBo BBO3a (BbIBO3a) HAPKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB U
NX NPEKYpPCOpOB;
(nn. 5.4(1).3 BBeaeH MoctaHoBneHUem MpaBuTensbcrtsa PO ot 02.05.2012 N 413)

5.4(1).4. cepTudmKaT cneymanmcTa amMuam, NoayYMBLIMM MeAULMHCKOE UAn dapmMaleBTUYeckoe
06pa3oBaHME B MHOCTPAHHbIX FOCY4apCTBaXx;
(nn. 5.4(1).4 sBeaeH MNoctaHoBneHuem MpaButenbcTea PO ot 02.05.2012 N 413)

5.4(1).5. 3akntoueHme (paspelnTenbHblii AOKYMEHT) Ha BBO3 B Poccuiickyto deaepaunio n BbiBO3
u3 Poccuiickolii depepaumm 06pasuoB OUMONOrMYECKMX MaTEPUANoB YesioBeKa (3a WUCK/IOYEHWEM
6MONOrMYECKOr0 MaTepuasa YesoBeKa, NOYYEHHOrO NPW NPOBEAEHUMU KAMHUYECKOrO UCCef0BaHUA
JIeKapCTBEHHOIO Npenaparta 414 MegULMHCKOTO NPUMEHEHUSA, U BMONIOTMYECKOrO MaTepurana YenoBeka,
NoJly4EHHOTO NPY NPOBEeAEHNN KAMHUYECKOTO UCCef0BaHNA BUOMEMLIMHCKOTO KAETOYHOTO NPOAYKTa,
ONA €ro U3y4eHun B LEeNAX aHHOTO KAMHUYECKOrO UCCeA0BaHUsA), FTeMOMNO3TUYECKUX CTBOTOBbIX KNETOK,
KOCTHOTO MO3ra, AOHOPCKUX NUMOOULUTOB B LENAX MNPoBeAEeHUA HepoACTBEHHOM TpaHCMAaHTaLuMM,
MOJI0BbIX KNETOK U 3IMOPUOHOB;
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(nn. 5.4(1).5. sBegeH MNoctaHoBneHnem Mpasutenbctea PO o1 03.11.2018 N 1315)

5.4(1).6. 3aKk/t04eHMe (paspelnTenbHbIi AOKYMEHT) AN MNONAYYEHUS NMLEH3UN HA NPABO BBO3a B
Poccuiickyto degepaumio 1 BbiBo3a M3 Poccuiickon Pesepauymn opraHoB M TKaHel YeIoBEKA, KPOBU U ee
KOMMOHEHTOB (32 MCKAoYeHMEeM 06pasLoB BMONOTMYECKMX MaTepuasnoB YeNoBeKa, reMono3TUYECKUX
CTBOJIOBbIX K/IETOK, KOCTHOrO MO3ra, AOHOPCKUX AMMPOLUTOB B LENsX NpoBeaeHUs HepoaCTBEHHOM
TPaHCNAAHTaLMM, NON0BbLIX KNETOK U 3IMOPUOHOB);

(nn. 5.4(1).6. BBeaeH MoctaHoBneHnem Mpasutenbcrsa PP o1 03.11.2018 N 1315)

5.4(1).7. paspelwieHre Ha BBOJ B rpa*kAaHCKuit obopoT B Poccuiickon depepaumm cepum uam
napTUM UMMYHOBNONOTMYECKOrO IEKAPCTBEHHOIO NpPenapaTa;
(nn. 5.4(1).7 BBeaeH MoctaHoBneHnem MpaBuTensbcTa PO ot 26.11.2019 N 1510)

5.4(1).8. paspelleHne Ha OCyLLEeCTBNEHNE PO3HUYHOW TOProBAWN NeKapCTBEHHbIMKU NpenapaTtamu
ANA MeANUMHCKOTO NPUMEHEHUA AUCTaHLMOHHbIM cnocobom;
(nn. 5.4(1).8 BBeaeH MNoctaHoBneHnem MpaButenscTea PO ot 16.05.2020 N 697)

5.5. ocywectBnAeT rocyAapCTBEHHYO PErncTpanmio MmeguUnHCKUX U3genni;
(nn. 5.5 B pen. MoctaHoBneHus MpasuTtenbctsa PO o1 02.05.2012 N 413)

5.5.1-5.5.2. ytpatmnaum cuny. - NoctaHosneHwue Mpasutensctea PO ot 20.08.2010 N 650;

5.5(1). BeaeT rocyfapCTBEHHbIN peecTp MeAUUMHCKUX U3LeNnii U opraHu3aumi (MHAMBUAYaNbHbIX
npeanpuvHMMmaTenei), ocywecTBASIOWMX NPOU3BOACTBO M WU3rOTOBNEHME MEAMLMHCKUX U3LENNKN, U
pasmellaeT ero Ha oduumManbHOM caiTe Ciy»Kbbl B ceTu MHTepHET;

(nn. 5.5(1) BBegeH MNoctaHoBneHMem Mpasutenbctea PO ot 02.05.2012 N 413, B pea. NocTtaHOBNEHUA
MpaBuTenbctea PO ot 06.09.2014 N 913)

5.5(2). ocywectBnaetr perucrpaumilo  MeAUUMHCKOTO U3Aenus, BHECEHWE W3MEHEHUWH B
perncTpaumMoHHoe OoCbe MeAUUMHCKOro  u3genus, Bblgadyy Ay6auKaToB  pernmcrpauyoHHbIX
YOOCTOBEPEHUN MEAMUMHCKUX U3OeNUN, NPUOCTAHOBNEHME W OTMEHY AeUCTBUA (aHHy/IMpoBaHWe)
pPerncTpaunMoHHOro yaoCTOBEPEHUA MEeAULMHCKOrO U3AEeNNA, COrNacoBaHWE 3KCMEPTHOro 3aKatyeHun
pedepeHTHOro rocyaapcTBa, OpPraHWsaUMi0 MPOBEAEHUSA 3KCNepTM3bl 6e3onacHoOCTH, KayecTBa M
30 PEKTUBHOCTU MEOULIMHCKUX U3LeNNIN, onpeaeneHne 3KCNepTHOM opraHM3auMmM B COOTBETCTBUM C
MpaBunamm perncTpaumm M sKcneptMsbl 6e3onacHOCTU, KavecTBa M 3PPEKTUBHOCTU MeLULIUHCKUX
nsgennii, yteepXaeHHbiMmn peweHmnem CoseTa EBpasnincKoO 3KOHOMMYECKOM KOoMMCcumM oT 12 dpeBpana
2016 . N 46;

(nn. 5.5(2) BBegeH MocrtaHoBneHem Mpasutenbctea PO ot 21.03.2017 N 317)

5.5(3). pasmeliaeT B egMHOM PEecTpe MeAMUMHCKUX U3LeNnNi, 3aperncTpUpPOoBaHHbIX B pamMKax
EBpa3sniicKoro sKOHOMMUYECKOTO COt03a, CBEAEHMA O MEANLIMHCKOM U34EN1MN, PYKOBOACTBO NO/Ib30BaTENSA
(MHCTPYKUMIO NO  MeAMUMHCKOMY MNPUMEHEHUI0) U  K306paxKeHne YTBEPKAEHHOW MaPKUPOBKMU
MeaNUMHCKOro n3aenus;

(nn. 5.5(3) BBeaeH MocTtaHoBneHMem MNpasutensctea PP ot 21.03.2017 N 317)

5.5(4). onpepgenseT nepeyeHb OpPraHM3auMii, WMEKOWMUX NPaBo MNPOBOAWUTL WCMbITaHUA
(MccnepoBaHMA) MEAMUMHCKMX M3AENMIA B LENAxX OCYLLEeCTBAEHMA WX Peructpauum B pamKax
EBpPa3smMiNCKOro 3KOHOMMUYECKOTO COt03a, PAaCCMaTPMBAET 3aABKM OPraHM3aLnii O BKAOYEHMM B YKa3aHHbIN
nepeyeHb 1 coobLLAEeT UM O MPUHATOM PeLlEHUNK;

(nn. 5.5(4) BBegeH MocTtaHoBneHem Mpasutenbctea PO ot 21.03.2017 N 317)

5.5(5). ocywecTBnseT Bblgayy paspelleHuii Ha NpoBeAEHUE  KAMHUYECKMX WCMbITaHWUi
(MccnepoBaHUit) MeOULMHCKUX U3LENUI B COOTBETCTBUM C paBuIamMu MPOBEAEHUSA KANHUYECKUX U
K/VHUKO-1ab0opaToOpHbIX MUCMbITAaHUI  (MCCNefoBaHMI)  MEAUUMHCKUX  U34ENWNN, YTBEPXKAEHHbIMU
peweHnem CoseTa EBpasminckoi saKOHOMMYECKON Komuccum oT 12 pespana 2016 r. N 29;

(nn. 5.5(5) BBeaeH MoctaHoBneHMeMm MNpasutenscrea PP ot 21.03.2017 N 317)
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5.5(6). ocywiecTBnsieT opraHM3aLmMilo MHCNEKTUPOBAHUA NMPOM3BOACTBA MEANLMHCKUX U3AENUI U
NPoOBOANT MPOBEPKU MHCMEKTUPYIOLWMX OPraHM3aLmMii B COOTBETCTBMM C TpeboBaHMAMU K BHEAPEHMUIO,
noaAeprKaHUIO M OLLEHKE CUCTEMbl MEHEAKMEHTa KayecTBa MeANUUHCKUX U34eNniA B 3aBUCUMOCTM OT
MOTEHUMANbHOIO pPUCKa MUX MPUMEHEeHUs, YyTBepXAeHHbiMU PeweHnem Coseta EBpasuiickoit
3KOHOMMYECcKoM Komuccum ot 10 Hoabps 2017 r. N 106;

(nn. 5.5(6) BBeaeH MoctaHoBneHMem MNpasutenscrea PP ot 29.05.2019 N 685)

5.6. pasmeluaeT no pesynbtatam GpapmakoHasa3opa B MHPOPMALLMOHHO-TENEKOMMYHUKALNOHHOM
cetn "MHTepHeT" MHGOPMaLMIO O BbIABIEHUN HOBbIX MOATBEPKAEHHbIX AaHHbIX O NOOOYHbIX AENCTBUSAX,
HeXXenaTeNbHbIX PeaKkUMAX, CeEPbE3HbIX HexenaTeNbHbIX Peakumax, HenpeaBMAEHHbIX HexXenaTenbHbIX
peaKkumax Npu NPUMEHEHUMU NEKAapPCTBEHHOro npenapata, B TOM YMUCNE BAMAIOWMX Ha OTHOLIEHWe
OXXMAAEMOM NONb3bl K BO3MOXKHOMY PUCKY MPUMEHEHMA TaKOr0 IEKAPCTBEHHOTO NPenapaTa, O NPUHATLIX
peleHnsaX O BHECEHUWN M3IMEHEHWIN B MHCTPYKLMIO MO NMPUMEHEHWUIO IEKAPCTBEHHOrO NpenapaTta, o
NPUOCTAHOBAIEHUM NPUMEHEHMA NIeKApPCTBEHHOrO npenapata, 06 uM3bATMM U3 obpalieHua
JIeKapCcTBEHHOTO NpenapaTa uan o BO30O6HOBNEHUM NPUMEHEHWA JIEKAPCTBEHHOTO NPenapaTa;

(nn. 5.6 B pea. NoctaHoBneHus Npasutenbctea PO ot 04.09.2020 N 1344)

5.6.1-5.7. ytpatnau cuny. - NoctaHosneHue Mpasutennbctea PO ot 20.08.2010 N 650;

5.7(1). pasmeliaer no pesynbTaTaM MOHUTOPUHra 6€30MacHOCTM BUOMEAUUMHCKUX KAETOUHbIX
NPOAYKTOB Ha CBOEM oduLManbHOM caiTe B ceTv MHTepHeT MHPOPMaLMIO O MPUHATOM peLleHUn O
NPUOCTaHOBAEHUN NMPUMEHEHUA BUOMEAMUMHCKOrO KJAETOYHOro MPOoAyKTa U (MAK) CBA3AHHOM C HUM
pelleHnn 0 BO3MOXKHOM BO30OHOBIEHUW NPUMEHEHNA BUOMEANLMHCKOIO KNEeTOYHOro NPOAYKTa;

(nn. 5.7(1) BBegeH MocTtaHoBneHem Mpasutenbctea PO o1 31.01.2017 N 114)

5.8. ocyuwecTBaseT B yCTaHOB/NIEHHOM NOpsAAKe NPOBepPKY AeATeNIbHOCTU MeAULMHCKUX U anTeYHbIX
OpraHusaLnin, opraHM3auunii ONTOBOM TOProBAN SIEKAPCTBEHHLIMM CPEACTBAMM, APYIMX OPraHM3aLni U
WMHAMBUAYANbHBIX NpeanpuHMMaTENel, OCyLLLECTBAAIOWMX AeATEeNbHOCTb B cdhepe 34paBOOXPaAHEHUS;

(8 pea. NoctaHosneHui Mpasutenbctea PO ot 19.06.2012 N 614, o1 06.09.2014 N 913)

5.8(1). npuHMMaeT y4acTve B Npeaenax KOMMNeTeHU MM B BeaeHUN dpeaepanbHbIX UHPOPMALMOHHbIX
cuctem, degepanbHbix 6a3 aaHHbIX B chepe 34paBOOXPAHEHMA, B TOM 4Uucie B obecnevyeHuu
KOHOUAEHUMANbHOCTU  COAEPMKALMXCS B HUX MNEPCOHANbHbIX  AAHHbIX B COOTBETCTBUM C
3aKoHoaaTenbcTBoM Poccuiickoit Pepepaumnu;

(nn. 5.8(1) BBeaeH MocTtaHoBneHMem lMNpasutenscrea PP ot 02.05.2012 N 413)

5.8(2). B cnyyae BbIABNEHWA HapylleHWn 3akoHogaTenbcTBa Poccuiickoit depepaumm 06
06palleHMM NIeKapCTBEHHbIX CpeactB U B chepe oOxXpaHbl 340pOBbSA BblAAeT 06A3aTeNbHble ANSA
NCMNOJIHEHUA NpeanucaHusa U NPUBAEKAET K OTBETCTBEHHOCTM 3a YKa3aHHble HapyLeHMWs, OCyLecTBAAEeT
COCTaB/IeHWE MPOTOKONOB 06 agMWHUCTPATUBHbLIX MPaBOHAPYWEHUAX W pPacCMOTpeHMe Jen B
COOTBETCTBMM  C  3aKoHogaTenbctBom  Poccuitickon  degepaumm 06 agMWUHUCTPATUBHbIX
npaBoHapyLWeHUAX;

(nn. 5.8(2) BBegeH MocrtaHoBneHem Mpasutenbctea PO o1 06.09.2014 N 913)

5.8(3). pasmelaer Ha opuumanbHom cate Cnykbbl B ceT MHTepHeT MHGOPMaLMIO O NPoBEAEHUN
Hay4YHbIX MEPOMNPUATUIA, WHbBIX MEPOMPUATUIA, HanpaBAEHHbIX Ha MNOBbIWEHWE MPOPECCUOHANBHOIO
YPOBHA  MEAUUMHCKMX paboTHMKOB WM Ha npepocTaBieHne UWHPOpMauun, CBA3AHHON C
OCYWECTBNIEHMEM  MOHUTOPMHra 6e30MacHOCTM  NIeKapCTBEHHbIX MNPenapaTtosB, OpraHU3yembix
opraHmn3auMaMM, 3aHUMAaIOLLMMUCA Pa3paboTKOM, NPON3BOACTBOM M (MNK) peannsaumein NeKapcTBEHHbIX
npenapaTtoB Ana MeAMUMHCKOro MNPUMEHeHWa, opraHusauuamu, o61afaloWmMmMn  npaBamMmu  Ha
MCNO/Nb30BaHNE TOProBOro HaMMEHOBAHWA NIEKapCTBEHHOrO npenapata Aaa  MeAMUMHCKOro
NPUMEHEHUA, OpraHM3aLuMAMM OMNTOBON TOProBAW JIEKAPCTBEHHbIMMU  CPEACTBAMM, anTeYHbIMMU
opraHM3auMamMm, NPeacTaBUTeNAMM YKa3aHHbIX OpraHu3aumnin u (uam) GuHaHCMPYeMbIX 3a CYET CPeacTs
3TUX OpraHM3aLunin 1 Ux NpeacTasuTenen;

(nn. 5.8(3) BBeaeH MocTtaHoBneHeM Mpasutenbctea PO o1 06.09.2014 N 913)
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5.8(4). obpasyeT KOMUCCUIO MO YPEryanpoBaHUio KOHOAUKTa MHTEPECOB MPU OCYLLEeCTBAEHUN
MeANLUNHCKON AeATeNbHOCTU U papMaLeBTUYECKoN AeATeIbHOCTH;
(nn. 5.8(4) BBeaeH MoctaHoBneHnem lMNpasutenscrea PP ot 06.09.2014 N 913)

5.8(5). ocyuwiecTtBnseT npvem M ydyeT yBeAOM/IEHWA O Hayase OCYLLEeCTBJEHUA AeATe/NbHOCTU B
chepe obpaweHns MeAULMHCKUX M3LeNni (338 UCKIIOYEHWEM NPOBEAEHUA KAMHUYECKUX UCMbITaHUM
MeAMLMHCKUX U3LENUI, X TPON3BOACTBA, MOHTa)Ka, HaNa4KW, NPUMEHEHUA, SKCNyaTaLmm, B TOM uncie
TEXHUYECKOTo 06CNyKUBAHMA, @ TaKXKe PEMOHTA);

(nn. 5.8(5) BBegeH MocrtaHoBneHem Mpasutensctea PO o1 06.09.2014 N 913)

5.8(6). ycTaHaB/iMBaET NOPSALOK OCYLLECTB/IEHWUA BbIDOPOYHOIrO KOHTPO/IA KauecTBa IeKapCTBEHHbIX
CPeAcTB A1 MEeANLMHCKOTO NPUMEHEHUS;
(nn. 5.8(6) BBegeH MocrtaHoBneHem Mpasutenbctea PO o1 03.06.2015 N 536)

5.8(7). yctaHaBAuBaeT nopaaok GpapmakoHaa30pa 1eKapCTBEHHbIX NPenapaTos 414 MeAULMHCKOro
NpUMeHeHus;
(nn. 5.8(7) BBeaeH MoctaHoBneHnem MNpasutenscrea PP ot 03.06.2015 N 536)

5.8(8). ycrtaHaBnMBaeT nopAaAoK MNPOBeAeHUA MOHUTOPUHra 6e30nacHoCTM BUoMEeANLNHCKUX
KJIETOYHbIX MPOAYKTOB;
(nn. 5.8(8) BBeaeH MoctaHoBneHMem MNpasutensctea PP o1 31.01.2017 N 114)

5.8(9). ycTaHaBAMBaeT NOPALOK OCYLLECTB/IEHUS BNAaAENbLAMU PETUCTPALMOHHbIX YAOCTOBEPEHUI
6UOMEANUMHCKUX KETOYHbIX MNPOAYKTOB, OPUANYECKUMU JIMLAMM, HA WMMA KOTOPbIX BblAaHbI
paspeleHnsa Ha NpoBeAeHME KAUMHUYECKUX UCCefoBaHUN BUOMeOULMHCKUX KIETOYHbIX MPOAYKTOB,
60 YyNOSTHOMOYEHHbBIMU UMU APYTUMU FOPUAMYECKMMW NTMLAMU NPUEMa, y4eTa, 06paboTKK, aHanusa u
XPaHeHUs MOCTyNaloWMX B UX apec OT CyObeKTOB 0bpalleHna BUOMEeANLMHCKMX KNETOUYHbIX NPOAYKTOB
M OpraHOB rocyAapcTBEHHON BNACTU COOBOLWEHUA O MOBOYHbIX AENCTBUAX, HEXKENATENbHbIX peakumsx,
CepPbe3HbIX HEXKENaTeNbHbIX peakumnsax, HenpeaBUAEHHbIX HEXKeNaTebHbIX Ppeakumnax npu NpumeHeHuu
6MOMEANUMHCKMX KIETOUYHbIX NPOAYKTOB, 06 0COBEHHOCTAX MX B3aMMOAEMNCTBMA C JIEKAPCTBEHHbLIMMU
npenapatamu, MeAUUUHCKUMMU MU3OENUAMM, MULLEBLIMA NPOAYKTaMW, APYrMMU BGUMOMEAULUHCKUMMU
KNETOYHbIMM NpPOAyKTaMK, 06 WHAMBMAYA/NIbHON HENEepPeHOCMMOCTU, a TakKe 06 MHbIX ¢daKTax U
obcToATeNbCTBAX, NPeACTaBAAOWMX YrPO3Yy MM3HWM MAM 3[40POBbI0 4YeNoBeKa Mb6o BAMAKOWMX Ha
M3MEHEHME OTHOLUEHUA OMUOAEMOM MO/b3bl K BO3MOXKHOMY PUCKY NMPUMEHEHUs BUOoOMeaULUHCKUX
KNETOYHbIX NPOAYKTOB;

(nn. 5.8(9) BBeaeH MocTaHoBneHMeMm MNpasutensctea PP ot 31.01.2017 N 114)

5.8(10). BegeT peecTp BblAAHHbIX pPa3peleHnin Ha OCyLEeCcTBAEHWE PO3HUYHOW TOProsBaAU
JIeKapCTBEHHbIMM NpenapaTamu  aaa MegUUMHCKOro MNPUMEHEHMA AMCTAaHUMOHHbIM crnocobom ¢
yKasaHMem cantoB B WHGOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "MHTepHeT" anTeyHbIx
OpraHW3aLMini, OCYLLECTBAAIOWMX PO3HMYHYIO TOPrOBAKD JIEKAPCTBEHHbIMW  Npenapatamu  anas
MeANLMHCKOro NPUMEHEHUA ANCTAHLUMOHHbBIM CNOCO60M;

(nn. 5.8(10) BBeaeH MNoctaHoBneHuem MNpaBuTtenbcTea PO ot 16.05.2020 N 697)

5.9. ocywecTBaAeT GYyHKUMW [NaBHOrO pacnopsauTens WM noaydatens cpeacte denepanbHOro
6ro4KeTa, NpeayCcMOTPEHHbIX Ha cogepikaHue CayXbbl M peannsaumio BO3N0KEHHbIX Ha Hee GyHKLUIA;

5.10. obecneumBaeT B npeaenax CBOEW KOMMETEHLUMM 3aluTy CBEAEHWN, COCTaBAAIOLWMX
rocyapCcTBEHHYIO TalHY;

5.11. opraHusyeT npuem rpaxaaH, obecrneynmBaeT CBOEBPEMEHHOE M MOJIHOE PACCMOTPeHue
obpalleHni rpaxkaaH, NPUHMMAET NO HAM peLLeHUsA U HanpaBAAeT 3aABUTENAM OTBETbI B YCTaHOBJ/IEHHbIN
3aKoHogaTenbcTBOM Poccuiickoi deaepaLumm cpok;

5.12. opraHusyeT u obecrneyMBaeT MOOUIMN3ALMOHHYIO NOATOTOBKY M mobuamsauuio Cnyxbbl,
PYKOBOAWUT oOpraHu3auumei OeATenNbHOCTM NO MOBWMAM3ALMOHHOM NOAroTOBKE M MobuaMsaumm ee
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TePPUTOPUANbHBIX OPraHOB, a TaKKe OpraHM3auuii, AeATeNbHOCTb KOTOPbIX CBA3aHa C AesTe/IbHOCTbIO
Cnyx6bl MNM KoTopble HaxomaTcs B chepe ee BeAeHUA, UMET MOOMIM3ALMOHHbIE 3adaHuAa WU
BbINONHAOT 334241 N0 MobUAnsaLMoHHOM paboTe;

(nn. 5.12 B pea. MoctaHoBneHus Mpasutenbctea PP ot 03.10.2018 N 1187)

5.12(1). ocywiecTBaseT opraHn3aLmio 1 BeaeHWe rparkaaHckon o6opoHbl B CnyrKbe;
(nn. 5.12(1) sBeaeH MNoctaHoBneHMem MpaButenbctea PO ot 15.06.2010 N 438)

5.13. opraHusyeT Aono/iHuTebHoEe NpodeccMoHaibHoe obpa3oBaHMe PaboTHMKOB CyKobl;
(nn. 5.13 B pea. MNoctaHoBneHus MpasuTtenbctea PO ot 02.11.2013 N 988)

5.14. ocyuwiecTBaseT B COOTBETCTBUM C 3aKOHoAaTenbcTBOM Poccuiickoit depepaunmn paboty no
KOMMNEKTOBaHUIO, XpPaHEHUIO, YYETY U UCMONb30BaHMNI0 apPXMBHbIX AOKYMEHTOB, 06pa3oBaBLLMXCA B X04e
aeAatenbHocTn Cnyobbi;

5.15. B3aMmogaeicTByeT B YCTAHOBNEHHOM MOPSAAKE C OpraHamu rocyfapcTBEHHOM BAacTu
MHOCTPAHHbIX FOCYAaPCTB M MEXAYHAPOAHbIMU OPraHN3auMAMM B YCTAHOBNEHHOW chepe aeATenbHOCTYH;

5.16. ocyLwiecTBaseT B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickon ®Pegepaumm U MHbIMU
HOPMaTUBHbIMMW NMPABOBbIMW aKTaAMM O KOHTPAKTHOM cucTeMe B cdepe 3aKynoK ToBapos., paboT, ycayr ans
obecneyeHnss TroCyAapCTBEHHbIX M MYyHUUMMNANbHBIX HY)KA, 3aKyMKM TOBapoB, paboT, ycayr B
YCTaHOBNEHHOM chepe AeAaTelbHOCTY;

(nn. 5.16 B pea. MNoctaHoBneHUs MpaBuTtenbcTea PO ot 27.12.2014 N 1581)

5.17. ocywecTBnfeT UHble PYHKUMU B YCTaHOB/IEHHOWN chepe AeaTeNbHOCTU, eC/IU Takne GyHKLUMU
npeaycMmoTpeHbl  deaepanbHbIMKU  3aKOHAMM, HOPMATMBHbIMM MPaBOBbIMM aKTamu [lpe3naeHTa
Poccuiickoin Pepepaunn nnm Mpasutenbcrea Poccmnintckon Gegepaumm.

6. enepanbHan cny*ba no Hagzopy B chepe 34paBOOXPAHEHMUA B LIeNAX PeaIM3aLLMM NOJTHOMOUNIA
B YCTAHOBJ/IEHHOW chepe AeATeIbHOCTU MMEeET NpaBo:
(8 pea. NoctaHoBneHuA MpaButenbcTea PO ot 19.06.2012 N 614)

6.1. opraHusoBbiBaTb NpoBeAeHUEe HeobXxoAMMbIX NPOBEPOK, WCCAeN0BaHUMN, MUCMbITaHUIA,
SKCMNepTu3, aHa/M3a WM OLEHOK, a TaKXe Hay4yHbIX WCcCAefoBaHMMA MO BOMPOCAM OCYLLECTB/EHUA
rocyZ,apCTBEHHOro KOHTPOA (Hag3opa) B yCTAHOBAEHHOM chepe AeATeNbHOCTH;

(nn. 6.1 B pea. NoctaHoBneHus Npasutenbctea PO o1 02.05.2012 N 413)

6.1(1). no pesynbTaTam OCYLLECTBNEHNA MOHUTOPUHIa 6€30MacHOCTU MeAULMHCKMX U3aennn npu
Nosly4eHUM U NOATBEPHKAEHUN UHPOPMALMN O NOBOYHBIX AENCTBUAX, HE YKA3aHHbIX B MHCTPYKLMM NO
NPUMEHEHMIO NN PYKOBOACTBE NO 3KCMJ/yaTaUMM MeAMUNHCKOIO U3LAENNA, HEXeNaTeslbHbIX peakLmax
npu ero NpUMeHeHUn, 06 O0COBEHHOCTAX B3aMMOLEWCTBUA MEANUMHCKUX U3LENUNA mexay cobol, o
dakTax M 06 obCTOATENbCTBAX, CO34ANOWMX YIPO3Yy MU3HU U 300POBbI FPaXKAaH U MeAMUMHCKUX
pabOTHMKOB NPU NPUMEHEHUM U 3SKCNAyaTauuMu 3apPermcTpUpoBaHHbIX MEAUUMHCKUX  U3aenui,
paccmaTpuBaTb BOMPOC O NPUOCTAHOBAEHUU MPUMEHEHUA WAM 06 U3BATUM M3 ODOpaLLEeHMsA TaKoro
MEOVLIMHCKOTO M34enuA, NPUHMMATb COOTBETCTBYIOLLEE pelleHMe WU pasmelatb MHPopmauuio o
NPUHATbIX peleHnax Ha oduLManbHOM caiTe CnyxKbbl B ceTn UHTEpHET;

(nn. 6.1(1) BBeaeH MNoctaHoBneHMem Mpasutensctea PO ot 02.05.2012 N 413, B pea. NocTtaHOBAEHMUA
MpasuTensctea PO ot 06.09.2014 N 913)

6.2. 3anpawneaTtb U NoJsly4aTb CBeAEHUA, HEO6XOAMN\bIe AnAa NpuHATUA IOELIJEHI/If/Jl no Bonpocam,
OTHECEHHbIM K KOMNETEHUNU CHY)'K6bI,'

6.3. OaBaTb OPUOUYECKUM U GUINYECKUM MLAM Pa3bACHEHMA MO BOMNPOCaM, OTHECEHHbIM K
KomneTeHumm Cny»kbbl;

6.4. OCYWECTBAATb KOHTPO/Ab 33 AeATeNbHOCTbIO TeppPUTOPUaibHbIX opraHoB Cayxbbl ©
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noaBegoMCTBEHHbDIX OpI'aHVI3aLI,VIl\/1;

6.5. npmMBAEKATb B YCTAaHOBJIEHHOM nopAAdKe AnA FIpOpaGOTKM BOMPOCOB, OTHECEHHbIX K
yCTaHOBIIEHHOﬁ cd)epe AeATeNbHOCTU, HAYYHbIE U UHbIE OpPraHn3aunun, y4eHblX U CneLmnaancros;

6.6 - 6.8. yTpatuau cuny. - NMoctaHosneHue MNpasutensctea PO ot 20.08.2010 N 650;
6.9. uckntoueH. - NMoctaHosneHue MNpasutenscrea PP ot 10.03.2007 N 149;

6.10. npumeHATb NpPeaycMOTPEHHble 3aKoHoZaTenbCcTBOM Poccuiickon Pegepauum  mepbl
OTrpaHUYMTENBHOIO, NpeaynpeauTeslbHOro M NPOPUAAKTUYECKOTO XapaKTepa, Hanpas/ieHHble Ha
HeJonyweHue u (MAKn) NMKBUAAUMIO NOCAEACTBUIN HAPYLWEHUN IOPULUUYECKUMM NNLLAMUN U FPaXKAaHAMM
06s3aTenbHbIXx TpeboBaHMI B YCTAHOBAEHHOM chepe AeATEeNbHOCTU, C Le/blo npeceveHnna ¢akTos
HapyLeHUs 3akoHoAaTeNbCcTBa Poccuiickolt ®epepaumm;

6.11. co3aaBaTh COBELATE/IbHbIE U IKCNEPTHbIE OpraHbl (COBETbI, KOMUCCUM, TPYMMbl, KOANETMM) B
YCTaHOB/IeHHOM cdepe AeATeNbHOCTY.

7. ®epepanbHaa cnyxba no Hagsopy B chepe 34pPaBOOXPAHEHUSA He BMPABE OCYLLECTBAATb B
YCTAHOB/NIEHHOM cdepe A[eATeNbHOCTM HOPMATUMBHO-MPABOBOE PEery/MpoBaHUE, KPOME CAy4yaes,
yCTaHaBAMBaeMbIx YKasamu lMNpesngeHTa Poccuiickoit Pepepaumm M noctaHoBaeHUAMM [paBUTeNbCTBA
Poccuitckoit ®epepaumm, a TakkKe ynpaB/ieHMe rocyAapCTBEHHbIM MMYLLLECTBOM M OKasaHMe NAaTHbIX
ycnyr.

(8 pea. NoctaHoBneHuA MpaButenbctea PO ot 19.06.2012 N 614)

YcTaHoBNEeHHble ab3auem nepBbiM HACTOALLETO MYHKTa OrpPaHUYEHMs NosHoMouuli CiyxKbbl He
PacnpoCTPaHAOTCA Ha NosHOMouYMA pyKosoauTens Cay:Kbbl No ynpasneHuo umyuiectsom Caykobbl,
3aKpenneHHbIM 3a Hell Ha NpaBe oNepaTMBHOrO YNpaBAeHUA, PEeLLEHMIO KagpoBbiX BOMPOCOB 1 BONPOCOB
opraHusaumm geatenbHoctn CyK6bil.

I1l. OpraHusaumna aeAaTeNbHOCTU

8. depepanbHylo cnyby no Haasopy B chepe 34paBOOXPaHEHMA BO3rNABASET PYKOBOAWUTEND,
HasHayaemblit Ha [O/MKHOCTb M OCBOOOMAaeMbli OT [0/mKHOCTM [paBuTenbctBOM PoccuiicKon
depepaunn no npeactasaeHmto MmHUCTpa 3gpaBooxpaHeHns Poccninickoin Pepepaumm.

(B peq. MoctaHoBneHua Mpasutensctea PP ot 19.06.2012 N 614)

PykoBogutens @egepanbHol cayxbbl Mo Hag3opy B cdepe 34paBOOXPAHEHUA  HeceT
NnepcoHanbHYt0 OTBETCTBEHHOCTb 3@ OCYLLECTB/IEHME BO30XKEHHbIX HAa CnyK6y 3a4a4y n GYHKLMNA.
(B peq. MoctaHoBneHua Mpasutensctea PP ot 19.06.2012 N 614)

PykoBoauTteno depepancHoit cnyxbbl no Hapsopy B chepe 34paBOOXPAHEHUA  MMeeT
3amecTuTeneil, HasHayaemblXx Ha LO/MKHOCTb M OCBOOOXKAAEeMbIX OT AOKHOCTM [1paBUTENbCTBOM
Poccuiickoin Pepepaunn no npeactasneHmto MmHucTpa 3apaBooxpaHeHns Poccuinckon Pegepaumm.

(8 pea. NocTtaHoBNeHuA MpaButenbcTea PO ot 25.12.2015 N 1435)

Konunuyectso samectutenei pykosoantens Cnyx6bl yctaHaBansaetcs MpaButenbcTtBom Poccuinickoit
depepaunn.

9. PykoBoauTenb PepepanbHoit cny*Kbbl No Hag3opy B chepe 34paBOOXPAHEHUSA:
(B peq. MoctaHoBneHua Mpasutensctsa PP ot 19.06.2012 N 614)

9.1. pacnpeaenaeTr obasaHHOCTU mexay CBOMMU 3aMeCTUTENAMMN,

9.2. npeacTasaset MMHUCTPY 34paBOOXpaHeHnsa Poccninckoit Pepepaumm:
(8 pea. NoctaHoBNeHuMA MpaButenbcTea PO ot 19.06.2012 N 614)
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9.2.1. npoeKT nonoxeHus o Cnyxbe;

9.2.2. npep/oXeHus O npeaenbHOW YUCNAEeHHOCTM M ¢oHae onnatbl Tpyda paboTHMKOB
LEeHTPaNbHOTO annapaTta U TeppUTopmabHbIX opraHoB CiyKbbl;

9.2.3. NnpeasioXKeHns 0 HasHaAYeHMM Ha A0IKHOCTb M OCBOOOKAEHMN OT AOJINKHOCTU 3aMecTUTenemn
pykosoautena Cay»boi;

9.2.4. npeano)KeHUs O Ha3HAYeHMU Ha [OOIKHOCTb W  0CBODOOXAEHUM OT A0NKHOCTU
pyKoBoauTENEN TEPPUTOPUAIBbHBIX OpraHos CayXobl;

9.2.5. NPOEKT eXXeroaHoro nsiaHa n NnporHO3Hble NOKa3aTenn AeATeENbHOCTU CI'Iy>K6bI, a TaKXXe oT4veT
06 nx NUCNONTHEHUMNU;

9.2.6. npeanoxkeHna no GopMmMpoBaHUIO NPOEKTa dpeaepasnbHOro HioaKeTa B YacT GUHAHCOBOIO
obecneuyeHus geatenbHOCTU Cy»Kbbl;

9.2.7. nNpepnoXeHua O nNpPeacTaBNeHMM K HaArparkAeHMIo rocyAapCTBEHHbIMW  Harpagamm
Poccuiickor Pepepaumm, MNoyeTtHoM rpamoToi [MpesmgeHta Poccuiickoit Pepepaumn, MoyeTHOMU
rpamoTton MpasutenbcrTea Poccuiickoit egepaumm, K NoowpeHnto B Buae obbaBieHns 6aarogapHocTm
Mpe3ngeHTa Poccuitickon Pepepaunun, obbaBneHus 6narogapHoctn [lpasuTenbctBa Poccuiickol
dPepepaunn, 0 HarpaxkKLeHMM BEAOMCTBEHHbIM 3HAKOM OTAMYMA MUHUCTEPCTBA 34paBOOXPAHEHMUA
Poccuiickoir depgepauunm, AalOWMM NPaBO Ha MNpPUCBOeHMe 3BaHUs "BeTepaH Tpyaa", paboTHuKoB
LeHTpanbHoro annapata Cnyxo6bl, ee TeppUTOPUAbHbIX OPraHOB M NOABEAOMCTBEHHbIX OPraHU3aLui, a
TaK¥Ke APYruxX L, OCYLLECTBAAIOWMX AEeATENbHOCTb B YCTAHOBNAEHHON cdepe;

(nn. 9.2.7 B pea. MoctaHoBneHus Mpasutenbctea PP ot 01.07.2016 N 616)

9.3. Ha3HayaeT Ha JO/I}KHOCTb M 0CBOBOXKAAET OT AO/IKHOCTU PaBOTHUKOB LIeHTPaIbHOro annapaTa
Cny6bl 1 3aMecTUTENIeN PYKOBOAUTENIEN ee TePPUTOPUAbHbBIX OPraHoB;

9.4. pewaeT B COOTBETCTBUM C 3aKOHOAATE/NbCTBOM Poccuitickon depepaumm o rocyapcTBeHHOM
cny>kbe BOMpOCbI, CBA3aHHble C MPOXOXKAeHMeM deaepanbHOM roCyAapCTBEHHOMW CAy»Kbbl B
depepanbHoit cnykbe no Hag3opy B chepe 34PaBOOXPAHEHUS;

(B peq. MoctaHoBneHua Mpasutensctea PP ot 19.06.2012 N 614)

9.5. yTBep:KAAEeT CTPYKTYPY M WITATHOE pacnucaHue LeHTpasbHoro annapata Cny»kbbl B npeaenax
yCTaHOB/MIeHHbIX [MpaButensctBom Poccuiickoli depepaummn doHAa onnatbl Tpyda U UYUCNEHHOCTU
pabOTHMKOB, CMETY pPacxXofOB Ha coJepyKaHue LeHTpanbHoro annapata Cnyxbbl B npeaenax
YTBEPXKAEHHbIX Ha COOTBETCTBYHOLIMIA Mepuod acCUrHoBaHWW, MNPeayCMOTPEHHbIX B deaepasibHOM
brloaxeTe;

9.6. yTBepKAaeT yMucaeHHoCcTb U GoHA onnaTtel Tpyaa PaboOTHMKOB TEPPUTOPMAbHbIX OPraHoB
Cny6bl B Npegenax nokasartesien, ycTaHOB/EHHbIX MpaButenbcTBom Poccuiickoit ®egepaummn, a TakKe
CMEeTy pacxof4oB Ha WX cogepXaHue B npedenax YTBEP)KAEHHbIX Ha COOTBETCTBYOWMIN nepuos
aCCUrHOBAHWIA, NPeaYyCMOTPEHHbIX B deaepansHoOm BloaxeTe;

9.7. Ha OCHOBaHMM W BO ucnonHeHne KoHcTuTyumm Poccuitickont Pepepaumn, denepanbHbIX
KOHCTUTYLIMOHHbIX 3aKoHOB, ¢denepasibHbiX 3aKoHOB, akToB [lpe3maeHTa Poccuiickoint Pepepaunm,
MpasuTenbctBa Poccuinckoit Pepepaunn u MuUHUCTEPCTBA 34paBOOXpPaHeHns Poccuinckoit Pepepaunn
n3gaeT NpMKasbl MO BONPOCam, OTHECEHHbIM K KoMmneTeHunn CayKobl.

(B peq. MoctaHoBneHuA Mpasutenbctea PP o1 19.06.2012 N 614)

10. ®1MHaHCKMpOBaHME PACXOAOB HA COAEPKAHME LEHTPasbHOro anmapata M TeppUTOpPMAbHbIX
opraHoB PegepanbHoOM cyK6bl MO Hag30pY B chepe 34paBOOXPAHEHUA OCYLLLECTBAAETCA 3a CYET CPEACTB,
npeaycmoTpeHHbIX B deaepanbHOM broarKeTe.

(8 pea. NoctaHoBNeHuMA MpaButenbcTea PO ot 19.06.2012 N 614)
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11. depepanbHas cny*ba no Hagzopy B chepe 34paBOOXPaHEHMUA ABAAETCA IOPULUYECKUM NNULLOM,
nmeeT neyaTb € u3o0bpaxkeHnem [ocypapcTBeHHoro repba Poccuiickoit Pepepaunmnm M co cBoum
HaMMeEHOBaHMEM, WHble MeyaTu, WTamnbl U 6NaHKM YCTAaHOBAEHHOro obpasua, a TaKXe CcyeTa,
OTKpPbIBAaEMblE B COOTBETCTBMWN C 3aKOHOAaTeNbCTBOM Poccuiickon deaepaumu.

(8 pea. NoctaHoBneHuA Mpasutenbctea PO ot 19.06.2012 N 614)

depepanbHan cnyxxba no Hagsopy B chepe 34paBOOXPaHEHNS BNPaBE MMETb repanbAnNyeckmnii 3HaK
- ambnemy, daar u Bbimnen, yupexgaemole MUHUCTEPCTBOM 34paBooxpaHeHns Poccuiickoit Peaepaumm
Mo cornacoBaHuio ¢ Mepanbanyeckmum coetom npwm MpesmaeHTte Poccuiickon Pepepaumu.
(ab3aL, BBegeH MoctaHoBneHnem [Mpasutensctea PO ot 24.03.2011 N 210, B pea. MNocTaHOBAEHUA
MpasuTtenbcTea PO ot 19.06.2012 N 614)

12. MecTo HaxoxaeHua PeagepanbHOM cyKObl N0 Haa3opy B chepe 34paBooOXpaHeHUA - r. MocKBa.
(B pea. MoctaHoBneHua Mpasutensctea PP ot 19.06.2012 N 614)
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