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MoctaHoBneHue lMpasutensctea PO ot 30.06.2004 N 323 K n
KOHCYJ/IbTAHTIINIIOC
(pea. ot 24.10.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 16.01.2026
06 yTBepxaeHuu MNonoxeHus o GeaepansHou cnyxbe n...

NMPABUTENbCTBO POCCUNCKON ®EQEPALIUN

MOCTAHOBINEHUE
oT 30 uroHa 2004 r. N 323

. OB YTBEPXOEHWUU NONOXEHUA
O ®EAEPAJIbHOU CNYXXBE MO HAA3OPY B CPEPE 3[1IPABOOXPAHEHUA

Crncoxk M3MEHS0IUX JOKYMEHTOB
(B pen. [locranoBnenwuii [IpaButensctea PO ot 12.08.2004 N 412,
ot 14.12.2006 N 767, ot 10.03.2007 N_149, ot 18.08.2007 N 527,
ot 07.11.2008 N 814, ot 29.12.2008 N 1059, ot 27.01.2009 N 43,
ot 08.08.2009 N 649, ot 08.08.2009 N 654, ot 15.06.2010 N 438,

or 19.06.2012 N 614 oT 29 04 2013 N 381, OT 02. 11 2013 N 988
o1 06.09.2014 N 913, or 27.12.2014 N 1581, ot 03.06.2015 N 536,
or 25.12.2015 N 1435 ot 01.07.2016 N 616, 0r 31.01.2017 N 114,
or 21.03.2017 N 317, ot 03.10.2018 N 1187, o1 03.11.2018 N 1315
ot 29.05.2019 N 685, or 15.11.2019 N 1459, or 26.11.2019 N 151

b

1o

ot 14.07.2022 N 1255, ot 13.10.2022 N 1810, ot 09.11.2023 N 1875,
ot 23.05.2024 N 648, ot 15.05.2025 N 655, ot 24.10.2025 N 1654)

IIpaBurenscTBO Poccuiickoin @enepanyivi NOCTaHOBIISET:

1. YTBepauth mnpunaraemoe Ilomoxenue o DeaepanbHOi ciyx0e 1o Ham3opy B cdepe
31paBOOXPAHEHUS.
(8B pen. llocranoBnenus IIpasutenscrBa PO ot 19.06.2012 N 614)

1(1). Paspemmte DenepanbHOl ciayx)0e 1Mo Ham3opy B cdepe 3apaBOOXpaHEHHS] UMETh 10 4
3aMECTUTENICH PYKOBOJTUTEIS, a TAKXKe 10 9 yNpaBJICHHA 10 OCHOBHBIM HAIPABICHUSAM JCSITCILHOCTH
Ciy>xOBbl1.

(n. 1(1) BBenen [locranosnenueM [IpaBurensctBa PO ot 24.10.2025 N 1654)

2. MMHHCTEpCTBY 3paBOOXPAaHEHUs U COLIMAIbHOrO pa3Butus Poccuiickoit deneparyn BHECTH 10
1 oktsa6pst 2004 1. B IIpaButensctBo Poccuiickoit deneparyy npoeKkTsl HOPMAaTHUBHBIX NIPABOBBIX AKTOB
C LENbI0 YIMpa3JIHEHHs] NMPU3HAHHBIX H30BITOYHBIMH MOJHOMOYHH, MPETyCMOTPEHHBIX MOITYHKTaMH
6.8 u 6.9 Ilonoxenus: o dexepanpHOi CiTy’)kOe 1O HAI30py B cdepe 3APaBOOXPAHEHUSI H COLUAIBEHOTO
pa3BUTHSL.

[Ipencenarens [IpaBurenscTBa
Poccuiickoit ®enepanun
M.®PAJZIKOB
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MoctaHoBneHue lMpasutensctea PO ot 30.06.2004 N 323 K n
KOHCYJ/IbTAHTIINIIOC
(pea. ot 24.10.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 16.01.2026
06 yTBepxaeHuu MNonoxeHus o GeaepansHou cnyxbe n...

YTBepxKACHO

[TocranoBnenuem [IpaButenbcTBa
Poccniickoit ®eneparn

ot 30 urons 2004 r. N 323

. NONOXEHUE
O ®EAEPAJIbHOU CNYXXBE MO HAA3OPY B CPEPE 3[1IPABOOXPAHEHUA

Cnucok U3MEHSIONINX JOKYMEHTOB
(B pen. [Tocranosnenwnii [IpaButensctBa PO ot 12.08.2004 N 412,

or 14.12.2006 N 767, ot 10.03.2007 N 149, ot 18.08.2007 N 527,

ot 07.11.2008 N 814, o1 29.12.2008 N 1059, ot 27.01.2009 N 43,
ot 08.08.2009 N 649, ot 08.08.2009 N 654, ot 15.06.2010 N 438,
ot 20.08.2010 N 650, ot 29.10.2010 N 865, or 27.12.2010 N_1156,
ot 24.03.2011 N 210, ot 26.12.2011 N 1132, ot 02.05.2012 N 413,
ot 19.06.2012 N 614, o1 29.04.2013 N 381, or 02.11.2013 N 988,
o1 06.09.2014 N 913, o1 27.12.2014 N 1581 ot 03.06.2015 N 536,
or 25.12.2015 N 1435 or 01.07.2016 N 616, 0t 31.01.2017 N 114

ot 21.03.2017 N 317, ot 03.10.2018 N 1187, o1 03.11.2018 N 13135,

ot 29.05.2019 N 685, ot 15.11.2019 N 1459, ot 26.11.2019 N 1510,
ot 16.05.2020 N 697, ot 17.06.2020 N 866, ot 04.09.2020 N 1344,
oT 24.11.2020 N 1923, ot 20.10.2021 N 1803, ot 25.01.2022 N 36,

or 14.07.2022 N 1255, ot 13.10.2022 N 1810, ot 09.11.2023 N 1875,

otT 23.05.2024 N 648, ot 15.05.2025 N 655)

IoN S

|9,

. Obwme nonoxeHunn

1. ®enepanbhas cimyxk6a 1o Haxzopy B cdepe 3apaBooxpaHeHus (PoczapaBHanzop) siBisercs
(benepanbHBIM OPraHOM HCIIOJHUTEIBHONW BIIACTH, OCYHIECTBISIOMNM (YHKIMH TIO KOHTPOJIO H
HAJ30py B cepe 37paBOOXpaHEHUSI.

(n. 1 B pea. Hocranonenus [IpaButensctea PO ot 19.06.2012 N 614)

KoncynprantlIntoc: npumeyanue.
PykoBonctBo aesrensHocThi0 @PMBA Poccun ocymiectsiser [Ipesunent PO (Yka3 [Ipesunenta PO
ot 17.06.2024 N 522).

2. ®epepanbHas ciayxk0a MO Hag30py B cdepe 3ApaBOOXPAHEHMsS HAXOAMTCS B BEJCHUHU
Munucrepcrsa 3apaBooxpanenus Poccuiickoit denepanun.
(B pen. Locranosnenus IIpaButenscrea PO ot 19.06.2012 N 614)

3. denepanpHas ciayx0a 1o Ham3opy B chepe 3IpaBOOXpaHEHUS PYKOBOJCTBYETCS B CBOEH
nestensHoct  Konctutyimeit Poccuiickoit  ®epepanuu, ¢enepaibHbIMU  KOHCTUTYLIHOHHBIMU
3aKoHamu, deaepalbHbBIMU 3aKoHamu, aktaMu [Ipesunenta Poccuiickoit @eneparuu u [IpaButenbpcTBa
Poccuiickoit  ®Denepanun, MeEXIyHApOAHBIMM JoroBopamu Poccuiickoit ®Denepanuu, akKTamu
Munucrepcrsa 3apaBooxpanenus Poccuiickoit denepanuu, a Takxke HactosawuM [looxennem.

(B pen. Locranosnenus IIpasutenscrea PO ot 19.06.2012 N 614)
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MoctaHoBneHue lMpasutensctea PO ot 30.06.2004 N 323
( T 24.10.2025) [okymeHT npeaoctasneH KoHcynbrautllatoc
"pe,q. or &% 1%, . [Jlata coxpaHeHusi: 16.01.2026
06 yTBepxaeHuu MNonoxeHus o GeaepansHou cnyxbe n...

4. @enepanbHas ciayxk0a 1Mo Ham3opy B cdepe 3ApaBOOXPAHEHMS OCYILIECTBISET CBOIO
JESATENIBHOCTh HENOCPEIACTBEHHO M YEpe3 CBOM TEPPUTOPUAIBHBIE OpPraHbl BO B3aUMOACUCTBUU C
ApyrumMu (eepanbHbBIME OpraHaMH HCTIOJIHUTENLHON BIACTH, UCIIOJHUTEIBHBIMHA OpraHaMHu CyObEKTOB
Poccuiickoit denepanny, opraHaMd MECTHOTO CaMOYIIPABJIEHUS, OOLIECTBEHHBIMU OObEIUHEHUSIMHU U
WHBIMH OpraHU3aLUSIMU.

(B pen. [Toctanosnenwnii [IpaButensctBa PO ot 19.06.2012 N 614, ot 23.05.2024 N 648)

Il. MonHomMouYuA
5. ®epepanbHas cirykba 1Mo Ham30py B cdepe 3APaBOOXPAHCHUS OCYIIECTBISICT CIIEAYIONIUE

TTOJTHOMOYHSI:
(B pen. locranopnenus [IpaButensctBa PO ot 19.06.2012 N 614)

5.1. ocyuiecTBIseT:

5.1.1. yrpatun cuny. - [locranosnenue [IpaBurensctBa PO ot 19.06.2012 N 614;

5.1.1.1. yrpaTtui cuiny. - [locranoBnenue IIpasutenscta PO ot 20.08.2010 N 650;

5.1.1.2. uckmouen. - [locranornenue [IpaButensctBa PO ot 02.05.2012 N 413;

5.1.2. rocymapCTBEHHBIN KOHTPOJIb 32 0OpaIeHueM MEIUITMHCKUX U3ICTTUH TTOCPEICTBOM:
(rm. 5.1.2 B pen. lHocranornenus [IpaBurensctBa P® ot 02.05.2012 N 413)

5.1.2.1. mpoBeneHusi MPOBEPOK COOMIOACHHS CYyOBEKTaMH OOpalleHUus MEIUIMHCKUX H3AeTuil
mpaBmII B cepe oOpalieHust MeTUITMHCKUX U3/IEIHH;
(mm. 5.1.2.1 BBenen [ocranosnenuem [IpasutensctBa PO ot 02.05.2012 N 413)

5.1.2.2. BblAaun paspelieHuil Ha BBO3 Ha Teppurtoputo Poccuiickoit @enepanyu MeIULIUHCKUX
W3JIeNINN B LEISAX UX FOCYJapCTBEHHON pEruCTpalLiy;
(mm. 5.1.2.2 BBenen [Hoctanosienuem [IpaButensctBa PO ot 02.05.2012 N 413)

5.1.2.3. mpoBeieHUsI MOHUTOPUHIA O€30MaCHOCTH MEAULIMHCKUX U3JeIuil;
(mm. 5.1.2.3 BBeneH [locranosnenunem IpaBurenscta PO ot 02.05.2012 N 413)

5.1.2.4. npoBeneHNsI KOHTPOJIBHBIX 3aKYyNOK B LEISIX MPOBEPKU COOIIOECHMS 3allpeTa peaan3alun
(banbCcuUIMPOBAHHBIX MEAWIMHCKUX H3/ICIHNA, HEZOOPOKAUYECTBEHHBIX MEAMIMHCKUX W3ACIHNA |
KOHTpa(aKTHBIX METUIIUHCKUX U3/1ETH;
(. 5.1.2.4 BBenen [octanosienuem [IpaButensctBa PO ot 15.11.2019 N 1459)

Koncynsrantllntoc: npumeuyanue.
C 01.01.2027 nm. 5.1.2.5 yrpauuBaet cuiy (IlocranoBnenue IlpaButensctea P ot 20.10.2021 N
1803).

5.1.2.5. BblIauM B YCTAHOBJEHHOM 3aKOHOAATelbCcTBOM Poccuiickoilt ®Penepauuu MOopsake
paspelieHuss Ha BBO3 Ha Teppuroputo Poccuiickont denepaunu He3aperuCTPUPOBAHHBIX MEAULIMHCKUX
W3AEIUHN Ul OKa3aHUs MEAUIMHCKON TOMOIIM MO )KU3HEHHBIM NTOKA3aHUSIM KOHKPETHOTO MMAI[UEHTA;
(nm. 5.1.2.5 BBenen [ocranosnenuem [IpasutenscrBa PO ot 20.10.2021 N 1803)
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5.1.3. rocynapcTBEHHBI KOHTPOJb KadecTBa M OE30MaCHOCTH MEJMIMHCKOH IeSTelbHOCTH
HOCPEACTBOM IPOBEICHUS:
(8 pen. IlocranoBnenwuii [IpaBurenscrea PO ot 02.05.2012 N 413, ot 17.06.2020 N 866)

5.1.3.1. mpoBepok coOmro/IeHUsT OpraHaMH TrocyJapcTBeHHON BiacTu Poccuiickoit deneparuu,
OpraHaMM MECTHOTO CaMOYTpaBJCHUs, TOCYJIapCTBEHHBIMU BHEOIO/KETHBIMU (OHAAMM, a TaKKe
OCYUICCTBIISIIOIUMU ~ MEAMIMHCKYI0O U (apMaleBTUYECKYIO JIeATEIbHOCTh OpraHu3alusIMu U
WHAUBUAYATbHBIMU MPEANPUHUMATENIMUA TPaB TpaxkaaH B cdepe OXpaHbl 3A0POBbs IPaXKAaH, B TOM
Yyclie JOCTYNMHOCTH [UIsl MHBAIUIOB OOBEKTOB HWHQPACTPYKTYPHl W TPEIOCTABISEMBIX YCIyT B
yKa3aHHOU cdepe;
(8 pen. [locranoBnenwuii [IpaButenscrea P® ot 03.11.2018 N 1315, ot 17.06.2020 N 866)

5.1.3.2. nOpoBepoK MNPUMEHEHHUS MEIUIMHCKUMH OpraHu3alusIMd W  HWHIUBHIYAJTbHBIMHU
MPEeANPUHUMATEISIMU, OCYIIECTBISIIOIIMMUA ~ MEAUIMHCKYIO  JIESTEIbHOCTh, MOPAJIKOB OKa3aHUs
MEIUIIMHCKOW MOMOIIHN U CTAaHAaPTOB METUIIMHCKOM TOMOIIIH;
(B pen. IlocranoBnenuii IlpaButensctBa P® ot 02.05.2012 N 413, or 15.11.2019 N 1459, or
17.06.2020 N 866)

5.1.3.3. TmpoBepoK COOMIOACHWS MEIUIIMHCKAMHU OpPTaHM3alMsAMH W  HHIUBUIYaJTHbHBIMU
MpEeANPUHUMATESIMU, OCYIIECTBISIOIUMH MEAUIMHCKYIO JIeATEIbHOCTh, MOPSAIKOB IPOBEICHUS
MEIMLMHCKUX  JKCHEPTU3, JAUCHAHCEpU3alMM, MEAMLMHCKUX  OCMOTPOB M MEIUIMHCKHUX
OCBUJIETEIbCTBOBAHMIA;
(B pen. IlocranoBnenuii IlpaButensctBa P® ot 02.05.2012 N 413, or 15.11.2019 N 1459, or
17.06.2020 N 866)

5.1.3.4. TpoBepoK COOMIOACHWS MEIUIMHCKAMHU OpPTaHM3alMsAMH W  HHIUBUIYAJTHbHBIMU
MpeANPUHUMATENSIMU, OCYIIECTBISIOUMMI MEIULIMHCKYIO JIEATEIbHOCTh, TPEOOBAHUM 110 OE€30MaCHOMY
IIPUMEHEHMIO U 3KCIUTyaTallMi MEAUIUHCKUX U3AETNH U UX YTHIN3aluu (YHUYTOXKEHUIO);
(8 pen. IlocranoBnenwuii [IpaBurensctea PO ot 02.05.2012 N 413, ot 17.06.2020 N 866)

5.1.3.5. mpoBepok COOMIOACHUS MEIUIIMHCKUMU PaOOTHUKAMHU, PYKOBOAUTEISIMH MEIUIIMHCKUX
opranm3anuii, ¢GapMaleBTHYECKUMU pAOOTHUKAMU ¥ PYKOBOIHMTEISIMH AaNTEYHBIX OpraHU3arui
OTpaHWYCHUH, TPUMEHSEMBIX K HHM TIPH OCYIIECTBIECHUU MPOPECCUOHATHHOU ESITEIIbHOCTH B
COOTBETCTBUU C 3aKOHOJATENLCTBOM Poccuiickoi denepanuu;
(B pen. [Tocranosnenwnii [IpaputensctBa PO ot 02.05.2012 N 413, ot 17.06.2020 N 866)

5.1.3.6. mpoBEpOK OpraHU3alliy U OCYILIECTBIECHHS BEIOMCTBEHHOIO KOHTPOJII M BHYTPEHHETO
KOHTpOJISI KauecTBa M O€30MacCHOCTH MEIUIMHCKON JAEATENIbHOCTH COOTBETCTBEHHO (enepaabHbIMU
OpraHamMH MCIIOJIHUTEIIFHON BJIACTH, UCTIOJHUTEIILHBIMU OpraHaMu cyObpekToB Poccuiickoit deneparu
Y OpraHaMH, OpraHU3ALMAMYU TOCYAAPCTBEHHOW, MyHUIIMIIAJILHON U YaCTHOM CUCTEM 3paBOOXPAHEHUS;
(B pen. [Tocranosnennii [IpaButensctBa PO ot 02.05.2012 N 413, ot 17.06.2020 N 866, ot 23.05.2024
N 648)

5.1.3.6(1). KOHTPONBHBIX 3aKyNOK B LENAX MPOBEPKH COOJIOACHUS  MEIUIIMHCKUMHU
OpraHu3alMsIMM ¥ MHIUBUAYAJTbHBIMH TPEANPUHUMATEISAMH, OCYILECTBIISIOUIMMUA MEAUIUHCKYIO
ACATCIIbHOCTD, IIOpsAAKA U YCJIOBI/Iﬁ NpeaOCTAaBJICHUA IJIATHBIX MCAUIUHCKHUX YCIIYT,
(nm. 5.1.3.6(1) BBenen [ocranosnenuem [IpasutensctBa PO ot 17.06.2020 N 866)

5.1.3.7. yrpatun cuny. - [loctanosnenue IIpasurensctBa PO ot 20.08.2010 N 650;
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5.1.3.8 - 5.1.3.11. uckmrouensl. - [loctanonenue IIpaButensctBa PO ot 02.05.2012 N 413;

5.1.4. penepanbHbIii rocy1apcTBEHHBIH Ha/J30p B cdepe oOpalieHus JeKapCTBEHHBIX CPEJCTB (B
OTHOIICHHHU JICKAPCTBCHHBIX CPCACTB AJIA MCIUIIUHCKOTI'O HpI/IMeHeHI/Iﬂ) MOCpCACTBOM:
(nm. 5.1.4 B pen. llocranosnenus [TpasurensctBa PO ot 06.09.2014 N 913)

5.1.4.1. opraHmzamuu ©W TIPOBEACHHUS TPOBEPOK COOMIOACHUS CyOBEKTaMH OOpareHus
JIEKapCTBEHHBIX CPEJICTB yCTaHOBJICHHbIX DenepasibHbIM 3aKoHOM "OO 0OpalleHUH JeKapCTBEHHBIX
cpeacTB" W TPUHATHIMH B COOTBETCTBUUM C HHM UWHBIMU HOPMATHBHBIMHU TPABOBBIMHU aKTaMHU
Poccwuiickoit denepanuu TpeOOBaHUI K JOKIMHUYECKAM HCCIIECIOBAHUSAM JIEKAPCTBEHHBIX CPEJNICTB,
KIIMHUYECKUM  HCCJICIOBAHMSIM JICKAPCTBEHHBIX IMpEnapaToB, XpaHEHUIO, IMEPEBO3KE, OTIIYCKY,
peanu3alnuu JIEKApCTBEHHBIX CPEACTB, MPUMEHEHHUIO JIEKAPCTBEHHBIX IMPENapaToB, YHUUYTOKECHHIO
JIEKAPCTBEHHBIX CPEJICTB, YCTAHOBIICHUIO TMPOU3BOJUTEISIMU JICKAPCTBEHHBIX IMpENapaToB IIEH Ha
JIEKapCTBEHHbIC IIperaparbl, BKIIOYCHHbIE B MEPEYeHb >KU3HEHHO HEOOXOMUMBIX U Ba)KHEHMIIUX
JIEKapCTBEHHBIX MPENapaToB;
(B pen. [locranosnenwii [IpasutensctBa PO ot 06.09.2014 N 913, ot 04.09.2020 N _1344)

5.1.42. opraHu3zauuu U TPOBEIEHUS IPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB,
HaXOJALINXCS B TPAXKIAHCKOM 000pOTe, YCTAHOBJICHHBIM 0053aTeIbHBIM TPEOOBAHHSIM K UX KaYeCTBY;
(8 pen. [locranosnenwuii [IpaButensctea PO ot 06.09.2014 N 913, ot 03.06.2015 N 536)

5.1.4.3. opranu3zanuu 1 poBeAcHU hapMaKkoHaI30Da;
(8B pen. IlocranoBnenwuii [IpaBurensctea PO ot 06.09.2014 N 913, ot 03.06.2015 N 536)

5.1.4.4. npuMeHeHUs B MOpPsAJKE, YCTAaHOBIEHHOM 3aKOHOJAaTenbcTBOM Poccuiickoit denepanumy,
MEp M0 IMPECEYECHMIO BBISBICHHBIX HApyIIEHUN 00s3aTelbHBIX TpPeOOBaHUN M (WIM) YCTPAHEHUIO
MOCTICICTBUI TaKUX HAPYUICHWH, B TOM YHCJE NPHUHATHIO PEIICHHS O HAXOXKICHWUHU JIEKAPCTBEHHBIX
CPEICTB JUIsl MEAMIIMHCKOIO TNPUMEHEHHs B OOpallleHHH, BBIJAYM NpeIIUcaHuii o0 yCTpaHEeHUU
BBISIBJICHHBIX HapyIIEHUH 00s3aTelabHbIX TPEeOOBaHMI M IPHUBIEYEHUS K OTBETCTBEHHOCTH JIUL,
COBEpILUBIINX TaKUE HAPYLICHHUS;
(B pen. [locranosnennii [lpaButensctBa PO ot 06.09.2014 N 913, ot 03.06.2015 N 536)

5.1.4.5. mpoBeneHHs KOHTPOJBHBIX 3aKyNOK B IIENSAX MPOBEPKH COOIIOACHUS CyObEeKTaMu
oOpamieHusl JEKapCTBEHHBIX CPEACTB, OCYIIECTBIIIONIMMH PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMH
npenapaTtamMy JiIsi MEIWIUHCKOTO TMPUMEHEHHsI, MPaBHJI OTITyCKa JICKAPCTBEHHBIX MPENapaToB s
MEJMLMHCKOrO MpUMEHEHUs M (WiIM) 3ampera MpoAakd (GalbCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB, HETOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB M KOHTPA(aKTHBIX JIEKApCTBEHHBIX CPECTB;
(nm. 5.1.4.5 BBenen [ocranosnennem [IpaButenscrBa PO ot 15.11.2019 N 1459)

5.1.4(1). BBIOOPOYHBIM KOHTPOJb KayecTBa JIEKAPCTBEHHBIX CPEACTB JJIi METUIIMHCKOTO
MIPUMEHEHHUS [TOCPEICTBOM:

5.1.4(1).1. oOpaboTku cBeAcHUI, B O00S3aTEIBHOM MOPSJIKE TMPEIOCTaBISIEMBIX CYObEKTaMU
oOpamieHus JICKapCTBEHHBIX CPEACTB JUISI MEAWIUHCKOIO TNPUMEHEHUS, O CepHsX, MapTUsix
JICKApCTBEHHBIX CPECTB, TMOCTYIAIOIINX B IPpaXIaHCKUI 000poT B Poccuiickoii deneparum;

5.1.4(1).2. orOopa 0O0pa3lOB JEKAPCTBEHHBIX CPEACTB IS MEIUIMHCKOIO MpPUMEHEHHS Y
CyOBEKTOB 00paleHHs JIEKAPCTBEHHBIX CPEICTB JJISI MEAULMHCKOTO IPUMEHEHUS B IIEIISAX MPOBEICHHS
UCTIBITAHUHA HA WX COOTBETCTBHE TpPEOOBAaHUSAM HOPMATHUBHOW JOKYMEHTAllMM WM HOPMATHBHBIX
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AOKYMCHTOB,

5.1.4(1).3. mpuHATHS TO pe3ylbTaTaM NPOBEACHHBIX HCHBITAHUN peIIeHUs O JajbHeiiem
TPaKAAHCKOM  000pOTE€ COOTBETCTBYIOUIETO JIEKAPCTBEHHOI'O  CPEJICTBA Al MEAMUIMHCKOIO
MIPUMEHEHNUS;

5.1.4(1).4. mpuHATHUS pEHICHUS O TMEPeBOJE JIEKAPCTBEHHOTO CPEACTBA JJII MEAUIIMHCKOTO
NPUMEHEHHUS Ha T[IOCEpUHHBI BBIOOPOYHBIM KOHTPOJb KadecTBa JIEKAPCTBEHHBIX CPEIACTB s
MEIMLMHCKOTO TPUMEHEHHUs B CJIydyae I[OBTOPHOTO BBISBICHUS HECOOTBETCTBHUS KadecTBa
JICKapCTBEHHOTO CpEACTBA JJIsi MEAUIMHCKOTO MPUMEHEHHs YCTAHOBIEHHBIM TpeOOBaHMAM U (TIpU
HEOOXO/MMOCTH) O TPOBEpPKE CyObeKTa OOpaIleHUsl JIEKAPCTBEHHBIX CPEJICTB S METUIIMHCKOTO
MIPUMEHEHUS;
(nm. 5.1.4(1) BBenen [locranosnenuem IlpaBurensctBa PO ot 03.06.2015 N 536)

5.1.4(2) - 5.1.4(3). yrpatunu cuiy. - [loctanosnenue I[IpaButensctBa PO ot 23.05.2024 N 648;

5.1.5. yrpatun cuny. - [loctanosnenue IIpasurenscrea P® ot 06.09.2014 N 913;

5.1.6. KOHTpOIB 3a:
(nm. 5.1.6 BBeneH llocranosnenueM IlpaBurensctBa PO ot 02.05.2012 N 413)

5.1.6.1 - 5.1.6.2. yrpatunu cuniy. - [locranoBnenue [IpaBurensctea PO ot 19.06.2012 N 614;

5.1.6.3. peanuzainueil pernoHaJbHBIX MNPOTPaAaMM MOJAECPHU3ALMHU 3APABOOXPAHEHUS CYOBEKTOB
Poccuiickoit @Denepanud ¥ MEPONPUSATHUM 1O MOAEPHU3AIMU TOCYAAPCTBEHHBIX YUPEXKICHUH,
OKa3bIBAIOIINX METUIIMHCKYIO MOMOIIb, TOCYJAPCTBEHHBIX YUPEXKICHUH, PEaTU3yIONINX MEPONPHUSITHS
110 BHEAPEHHIO HH(POPMAIIMOHHBIX CHCTEM B 3/IpaBOOXPAHEHUE;
(. 5.1.6.3 BBenen [ocranosnenuem [IpasutensctBa PO ot 02.05.2012 N 413)

5.1.6.4.  1OCTOBEPHOCTBHIO  TEPBUYHBIX  CTATUCTUYECKUX  JIAHHBIX,  MPEJOCTABISIEMBIX
MEJUIIMHCKUMHU OpPTaHU3aIUsIMA W WHIWBUAYAIbHBIMH TPEANPUHAMATEISIMUA, OCYIICCTBIISIONIMMHI
MEIUIMHCKYIO JIeATEIbHOCTb;
(nm. 5.1.6.4 BBenen [HocranoBnenuem [IpaButenscta PO ot 02.05.2012 N 413)

5.1.6.5. cobmiofieHHeM TOpsiiIKa M CPOKOB IpeJCTaBlICHUs HH(DOpMAIUK, IMperyCMOTPEHHON
nyHkTamu 2 u 3 yactu 3 crater 91.1 @enepanbHoro 3akona "OO 0CHOBaX OXpaHbI 3I0POBbS TPAKIaH B
Poccuiickoit @enepanuu” (B TOM YUCIIE€ B YaCTH MOJIHOTHI, JOCTOBEPHOCTH, aKTyaJIbHOCTH BHECEHHBIX
CBEICHMII), B E€AMHYIO TOCYJapCTBEHHYIO HH(OPMALMOHHYIO CHCTEMY B cdepe 3IpaBOOXpaHEHUS
MOCTaBIIMKaMU UH(OPMAaLIUY, yKa3aHHBIMU B yHKTe 4 yacTu 6 ctathi 91.1 OenepanbHoro 3akona "O0
OCHOBaXxX OXpaHbl 3J0pOBbs rpaxkaaH B Poccuiickoit ®enepanun';
(. 5.1.6.5 BBenen [locranosnenuem ITpaBurenscrBa PO ot 09.11.2023 N 1875)

5.1.7. koHTpONb 32 APPEKTUBHOCTHIO M KAUECTBOM OCYILECTBIICHHUSI OpraHaMH TOCyapCTBEHHON
Bractu cyowekToB Poccuiickoir deneparnym CleAyOMUX MEPeJaHHBIX IOJHOMOYMK Poccuiickoit
denepanuu:

MOJIHOMOYMI B 00JacTH OKa3aHHUs TOCYJIAapCTBEHHON COLIMAIbHOW IMOMOIIM B BHAE Habopa
COLIMAJILHBIX YCIYT C IPABOM HaIpaBJICHUs MPEANUCaHU 00 yCTpAaHEHUH BBISIBICHHBIX HAPYIICHUHA U O
MPUBJICYEHUH K  OTBETCTBEHHOCTH  JIOJDKHOCTHBIX  JIMI], HCIOJHSIOIMUX  OOS3aHHOCTH  TI0
OCYIIECTBJICHUIO MEePEJaHHBIX TOJIHOMOYHIA;
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MOJTHOMOYHH B cepe OXpaHbl 310pOBbs, MPEYCMOTPEHHBIX YacTbio 1 ctateu 15 PenepanbHOro
3akoHa "OO OCHOBaxX OXpaHbI 3/10pOBbs rpaxaaH B Poccuiickoit ®enepanun', ¢ mpaBoM HarpaBiIeHUS
IIPEANUCAaHUI 00 YCTpPaHEHUHU BBISIBICHHBIX HApyLIEHUWH W O IPUBJICYEHUM K OTBETCTBEHHOCTU
JOJKHOCTHBIX JIML, UCTIOJHSIOIMINX 0053aHHOCTH 0 OCYIIECTBICHUIO NE€PEIaHHbIX TOJTHOMOYMIA;

MOJIHOMOYHMI 10 OCYIIECTBICHUIO €KErOJHOW JEHEeKHOM BBIILIATHI JIMLAM, HArpakJICHHBIM
HarpyaHbIM 3HaKoM "llouetHblit oHop Poccun", ¢ mpaBoM HampaBiieHUs MPEANMCaHui 00 YCTpaHCHUH
BBISIBJICHHBIX HAPYIIEHUN U O MPUBJICUEHUU K OTBETCTBEHHOCTH AOKHOCTHBIX JIUI, MCTIOTHSIOIINX
0053aHHOCTH 10 OCYIIECTBJICHUIO NEPEAAHHOTO MOTHOMOYUS;

(nm. 5.1.7 B pen. Llocranosnenus IIpasurenscta PO ot 24.11.2020 N 1923)

5.1.8. KOHTpOJAb 3a  JACATENBHOCTHIO  MEIUIUHCKUX  OpraHu3alui,  OKAa3bIBAIOIIHUX
MICUXUATPUUECKYI0 TIOMOIlb, CTAIMOHAPHBIX YUYPEKACHUH COLUATBHOIO OOCIYXMBaHHS Ui JIHIL,
CTpaJaroNINX ICUXUYECKUMU PACCTPONCTBAMHU (B YACTH OKa3aHUS ICUXUATPUIECKON TTOMOIIIH);

(nm. 5.1.8 BBenen [locranosnenueM I[IpasurensctBa PO ot 06.09.2014 N 913)

5.1.9. KOHTpOJIb 3a HCMOJIB30BAHMEM HAPKOTHUUYECKUX CPEJICTB M TCUXOTPOIHBIX BEUIECTB,
XpaHAIIHUXCA B alTCHKaX HCpBOfI IIoMOIIIM Ha MOPCKHUX H BO3AYHIHBIX CydaxX MCKIAYHApPOAHOI'O
COOOILIEHUS U B MO€3/1aX MEXAYHAPOIHBIX JIUHUI;

(rm. 5.1.9 BBenen locranosnenuem [paBurensctBa P® ot 06.09.2014 N 913)

5.1.10. rocygapcTBEHHBIM KOHTPOJIb 3a JIEATEILHOCTHIO B chepe oOpaiieHuss OMOMEIUITMHCKHUX
KJIETOYHBIX MPOAYKTOB IOCPEACTBOM:
(mm. 5.1.10 BBenen [Hocranosnenuem IIpaButenscta PO ot 31.01.2017 N 114)

5.1.10.1. opraHuM3anMu W TPOBEACHUS IPOBEPOK COOMIOACHUSA CyOBEKTaMH OOpaIieHus
OMOMEIUIIMHCKUX  KIJIETOYHBIX  MPOJYKTOB  yCTaHOBIEHHbIX  @DexepanbHbiM  3akoHOM 'O
OMOMEIUIIMHCKUX KJIETOYHBIX MpOAyKTax" U TPUHATBIMM B COOTBETCTBUM C HHUM HHBIMHU
HOPMAaTUBHBIMU TpaBoBbIMM akTamu Poccuiickoii ®enepanuu TpeOoBaHMA K JOKIMHHUYECKUM
UCCIIEIOBAaHMAM,  KIMHMYECKMM  HCCIENOBAaHUSAM, IPOU3BOACTBY,  pEAIN3ALNH,  XPaHEHHUIO,
TpaHCIIOPTHUPOBKe, BBO3y B Poccuiickyro ®enepanuro, BbeIBO3y u3 Poccuiickonn ®enepauun,
IIPUMEHEHNIO, YHUUTOKEHUIO OMOMEIUIIMHCKUX KJIETOUHBIX IPOAYKTOB;
(nm. 5.1.10.1 BBenen [locranosnenuem IlpaBurensctBa PO ot 31.01.2017 N 114)

5.1.10.2. opraHu3amy U TPOBEACHHS TMPOBEPOK COOTBETCTBUS OMOMEIMIIMHCKUX KJIETOYHBIX
MPOJIYKTOB, HAXOAAIIUXCA B OOpalleHHH, IOKa3aTeNsiM KadecTBa, YCTaHOBJIECHHBIM HOPMAaTHBHOMN
JOKyYMEHTaIueil Ha OMOMETUITMHCKUH KIETOYHBIN MPOAYKT;
(mm. 5.1.10.2 BBeneH [locranosnenuem [IpaBurensctBa PO ot 31.01.2017 N 114)

5.1.10.3. mpuMeHeHuUs B MOPSAKE, YCTAHOBIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit denepanuu,
Mep MO TPECEYCHHIO BBISIBICHHBIX HapymeHuid TpeOoBanuii denepanpHoro 3akona "O
OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTax" M (W) IO YCTPAHEHUIO MOCIEACTBUI TaKUX HapyLICHHUH, B
TOM 4HCJI€ MPUHATHUA PELICHUSs O IMPUOCTAHOBICHUU OOpalleHuss OMOMEIUIMHCKUX KJIETOUHBIX
MIPOAYKTOB U BbIJAUU NPEANUCAHUN 00 YCTpaHEHHH BBISBJICHHBIX HapyIIECHHH, a TaKXkKe MPUBJICYCHUS K
OTBETCTBEHHOCTH JIUI], COBEPIIMBIINX TaKHE HAPYILICHUS;
(nm. 5.1.10.3 BBeneH [locranosnenuem Ilpasurensctea PO ot 31.01.2017 N 114)

5.1.11. BEIOOPOYHBIN KOHTPOJIb Ka4eCTBA OMOMEUIIMHCKHUX KJICTOYHBIX IMPOTyKTOB IMIOCPEICTBOM:
(nm. 5.1.11 BBegen [loctanosnenuem [IpaBurtensctea PO ot 31.01.2017 N 114)
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(pea. ot 24.10.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 16.01.2026
06 yTBepxaeHuu MNonoxeHus o GeaepansHou cnyxbe n...

5.1.11.1. o0Opa®oTku cBeneHHH, B 00A3aTEILHOM TMOPSIKE IMPEICTABIAEMBIX CyObEKTaMHU
oOparieHuss OHMOMEIMIMHCKUX KIETOYHBIX MPOAYKTOB, O CEpUsAX, MapTUAX OHOMETUIIMHCKUX
KJICTOYHBIX MPOJIYKTOB, MOCTyNAOIIUX B oOpamienne B Poccuiickoit denepanmu;
(nm. 5.1.11.1 BBenen [locranosnenuem IlpaBurensctBa PO ot 31.01.2017 N 114)

5.1.11.2. or6opa 00pa31ioB OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB y CYOBEKTOB OOpalleHUs
OMOMEIUIIMHCKUX KJIETOYHBIX HPOAYKTOB B LEJISX IPOBEIEHUS HUCIBITAHUH HAa HMX COOTBETCTBUE
TpeOOBaHUSAM HOPMATUBHON JOKYMEHTAIIMH Ha OMOMEIUIIMHCKUI KIETOYHBIN MPOIYKT;
(mm. 5.1.11.2 BBeneH [locranosnenuem [IpaBurensctBa PO ot 31.01.2017 N 114)

5.1.11.3. npunsAtHs 1O pe3yJibTaTaM IMPOBEACHHBIX HCHBITAHUI pelIeHUus O JajbHeuIeM
oOpallleHuu COOTBETCTBYIOIIEr0 OMOMEAUIIMHCKOTO KJIETOYHOTO MPOIYKTa;
(nm. 5.1.11.3 BBenen [locranosnenuem IlpaBurensctBa PO ot 31.01.2017 N 114)

5.1.11.4. npuHATHA peEHICHHS O TEpPeBOJe OHOMEAMIIMHCKOTO KIETOYHOIO IMPOAYKTa Ha
MOCEpUIHBIA BBIOOPOUYHBI KOHTPOJh KAauecTBAa B CIydyae IMOBTOPHOTO BBISABIEHUS HECOOTBETCTBUS
KayecTBa OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa TpeOOBAaHHSIM HOPMATHBHOM TOKYMEHTAallUU Ha
OMOMEMITMHCKUN KJIETOYHBIA MPOAYKT M (IIPU HEOOXOAWMOCTH) O TMPOBEICHHH MPOBEPKH CyOBEKTa
oOpariieHus: OMOMEAUIIMHCKUX KJIETOYHBIX MPOTYKTOB;
(nm. 5.1.11.4 BBenen [locranosnenuem IlpaBurensctBa PO ot 31.01.2017 N 114)

5.1.12. npuHsTHE pEUICHUS:
(nm. 5.1.12 BBegen [loctanosnenuem [IpaButensctBa PO ot 31.01.2017 N 114)

5.1.12.1. 0 npuOCTaHOBJICHUN PUMEHEHUSI OMOMETUIIMHCKOTO KJIETOYHOTO IPOTyKTa;
(nm. 5.1.12.1 BBenen llocranosnenuem Ilpasurensctea PO ot 31.01.2017 N 114)

5.1.12.2. 00 w3bsaTHH U3 oOpamieHus (GaIbCUPUIMPOBAHHBIX OHOMEAMIMHCKUX KJIIETOUYHBIX
MIPOAYKTOB MJIH HETOOPOKAYECTBEHHBIX OMOMEIMIIMHCKUX KIETOYHBIX TPOTyKTOB;
(. 5.1.12.2 BBeneH [locranosnenueM [IpaBurenscrBa PO ot 31.01.2017 N 114)

5.1.12.3. 06 yHuuTOXeHUH (anbCUPUIMPOBAHHBIX OMOMEIULIMHCKUX KJIETOYHBIX MPOIYKTOB MU
HEe100pOKaYeCTBEHHBIX OMOMEAMIIMHCKUX KIETOUHBIX MPOIYKTOB;
(nm. 5.1.12.3 BBeneH [locranosnenuem Ilpasurensctea PO ot 31.01.2017 N 114)

5.2. mpoBOAUT:
(nm. 5.2 B pen. [locranopnenus [IpasurensctBa PO ot 20.08.2010 N 650)

5.2.1. MOHHTOPHUHI AacCCOPTHUMEHTa M IIeH Ha JKM3HEHHO HEOOXOAMMBbIE M Ba)KHEUIINE
JIeKapCTBEHHBIE TPETaparhl;
(mm. 5.2.1 B pen. Hocranosnenus [Ipasurensctsa PO ot 20.08.2010 N 650)

5.2.2. MOHHWTOPUHI O€30MACHOCTH MEIUIMHCKUX H3JENUi, PErUCTPAli0 MOOOYHBIX IEHCTBUH,
HEXXEJIAaTeNbHbIX pPEAaKIWHd TpH MPUMEHEHHH MEAWIWHCKUX W3MeNnd, (akToB U OOCTOSATENHCTB,
CO3MAIONIMX  yIpO3y TPUYMHEHHWS Bpela JKU3HW ©  3[0POBBIO  JIOJIEH TIpU  oOpalieHuH
3aperuCTPUPOBAHHBIX MEULIMHCKUX U3/1EIHH;

(nm. 5.2.2 B pen. [locranosnenus [IpasurensctBa PO ot 02.05.2012 N 413)

5.2.3. MOHUTOPHUHT 0€30MACHOCTH OMOMEIUIIMHCKUX KIETOYHBIX MTPOTYKTOB;
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(nm. 5.2.3 BBeneH [locranosnenueM IpaBurensctBa PO or 31.01.2017 N 114)

5.3. oCylIeCTBIISIET:
(nm. 5.3 B pen. [locranosnenus IlpasurenscrBa PO ot 02.05.2012 N 413)

5.3.1-5.3.1.7. yrpatunu cuiy. - [loctanonenue I[IpaButensctBa PO ot 14.12.2006 N 767;

5.3.1.8. B COOTBETCTBMM C 3aKOHOJATENbCTBOM Poccuiickoii ®enepanuy JIUIEH3UPOBAHUE
OTJICJIbHBIX BUJIOB JI€ATEIHHOCTH, OTHECEHHBIX K KoMrieTeHIIuH CirykObI;
(nm. 5.3.1.8 BBenen [Hocranosnenuem [IpaButenscta PO ot 02.05.2012 N 413)

5.3.1.9. yrpatun cuny. - [loctanosnenue IIpasutensctBa PO ot 19.06.2012 N 614;

5.3.2-5.3.2.1. yrpatunu cuiy. - [loctanonenue IIpaButensctBa PO ot 02.05.2012 N 413;

5.3.2.2 -5.3.2.5. yrpatunu cuiy. - [locranosnenue [IpaBurensctea PO ot 20.08.2010 N 650;
5.3.2.6. yrpatun cuny. - [locranosnenue [IpaButensctBa PO ot 02.05.2012 N 413;

5.3.3. ycTaHOBJEHHE COOTBETCTBUS  IOJYYEHHBIX B  WHOCTPAaHHBIX  OpraHU3alMUsAX,
OCYLIECTBIISIIOIINX 00pa30BaTENbHYIO NESITEIbHOCTh, MEAUIIUHCKOTO, (papMaleBTUYeCKOr0 MM HHOTO
oOpazoBanust W (W) KBaTU(pUKAIMM KBaTM(PUKALMOHHBIM TpPEOOBAaHUSAM K MEIUIMHCKUM H
(dapmaneBTHYECKUM PabOTHHUKAM;

(nm. 5.3.3 BBeneH [locranosnenueM IlpasurensctBa PO ot 13.10.2022 N 1810)

5.4. yrpatun cuny. - [loctanosnenue [IpaButensctea PO ot 20.08.2010 N 650;

5.4(1). Bb1ACT:
(nm. 5.4(1) B pen. [locranosnenus [IpaBurensctBa PO ot 02.05.2012 N 413)

5.4(1).1. pa3pemienue Uil NOJTy4YEeHUs JUICH3UM Ha MpaBo BBo3a B Poccuiickyio denepanmio u
BbIBO3a U3 Poccuiickoii denepannii CUIBHOAEHCTBYIOLIMX BEIIECTB, HE SBJISIOLIMXCS IPEKYpPCOpamMu
HapKOTUYECKHUX CPEJICTB U IICUXOTPOITHBIX BEILIECTB;

(nm. 5.4(1).1 B pen. [locranopnenus [IpasurensctBa PO ot 06.09.2014 N 913)

5.4(1).2. paspemenue Ha BBO3 B Poccuiickyro denepainio MEIUIIMHCKUAX H3JEITHN B IEIIX HX
roCyIapCTBEHHON PETUCTPAIUY;
(. 5.4(1).2 BBeaeH IlocranosnenueM [IpaBurensctea PO ot 02.05.2012 N 413)

5.4(1).3. ceprudukar Ha mpaBo BBO3a (BbIBO32) HAPKOTUIECKHUX CPEJICTB, ICUXOTPOITHBIX BEIICCTB
Y UX TIPEKYpPCOPOB;
(rm. 5.4(1).3 BBeaen [locranosnenueM [IpaBurensctBa PO ot 02.05.2012 N 413)

5.4(1).4. yrpatun cuny ¢ 1 saBaps 2023 roma. - [locrtanopienme IIpaButensctBa P® ot
13.10.2022 N 1810;

5.4(1).5. 3akuroyeHue (pa3peImunTeNbHbIH JOKYMEHT) Ha BBO3 B Poccuiickyio ®@enepalinio U BEIBO3
u3 Poccwmiickoii ®Denepanmuu 00pa3oB OHOJOTHYECKHX MATEPUAIOB YEJIOBEeKa (32 HMCKIIOYCHHUEM
OMOJIOTMYECKOro MaTepuaia 4eloBeKa, MOJyUYeHHOro NMpU MPOBEACHUH KIMHUYECKOTO HCCIIEOBaHUS
JIEKapCTBEHHOT'O Mpenapara Jisi MEAMIIMHCKOTO MPUMEHEHHs], 1 OMOJIOTHYECKOr0 MaTepualla yeloBeka,
IIOJyYEHHOTO IpU IPOBEIECHUM KIMHUYECKOIO MCCIEIOBAHUSA OWOMEIUIIMHCKOTO KJIETOYHOTO
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MoctaHoBneHue lMpasutensctea PO ot 30.06.2004 N 323 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 24.10.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 16.01.2026
06 yTBepxaeHuu MNonoxeHus o GeaepansHou cnyxbe n...

NpPONYKTa, JJIsl €r0 W3y4YeHHs B LENAX JaHHOTO KIMHUYECKOTO HCCIENOBAaHUS), T€MOIMOITHYECKUX
CTBOJIOBBIX KJIETOK, KOCTHOTO MO3Ta, JOHOPCKHX JIMM(OLUTOB B HENAX MPOBEACHUS HEPOJICTBEHHOM
TPaHCIUIAHTALINH, ITOJIOBBIX KJIETOK U SMOPHUOHOB;

(nm. 5.4(1).5. BBeneH [locranosnenuem IlpasurenscrBa PO ot 03.11.2018 N 1315)

5.4(1).6. 3axmaroueHue (pa3peuIuTeNbHBIA JOKYMEHT) JUIsl MIOTYYEHUS JTUIICH3UH Ha TIPaBO BBO3a B
Poccuiickyro @enepanuio u BeiBo3a U3 Poccuiickoit depepanuy opraHoB U TKaHEW 4YeIoBeKa, KPOBU U
€ KOMIIOHEHTOB (32 HCKIIOYEHHEeM 00pa3lioB  OHOJOTHYECKHX  MaTepuaioB  4YellOBEeKa,
TeMOIIO3TUYECKUX CTBOJIOBBIX KJIETOK, KOCTHOTO MO3Ta, TOHOPCKUX JTUMQOIMTOB B IEINSAX MPOBEICHUS
HEPOJCTBEHHON TPAHCIUIAHTAIINH, IOJOBBIX KIIETOK i SMOPUOHOB);

(. 5.4(1).6. BBenen [locranosnenuem [IpaBurensctBa P® ot 03.11.2018 N 1315)

5.4(1).7. pa3pemienne Ha BBOJ B TpakJaHCKuii o0opoT B Poccuiickoit denepanuu cepuu Win
MapTUH UIMMYHOOHOJIOTHYECKOTO JICKAPCTBEHHOTO Mperapara;
(nm. 5.4(1).7 BBenen [locranosnenuem IIpaBurensctBa PO o1 26.11.2019 N 1510)

5.4(1).8. paspelieHre Ha OCYILECTBIEHHE PO3HUYHOM TOPTOBIIM JIEKAPCTBEHHBIMHU IIperapaTaMu
AJIL MCAUITUHCKOTO MPUMCHCHUA JTUCTAHIHOHHBIM CHOCO60M;
(nm. 5.4(1).8 BBeneH [locranosnenuem IlpasurensctBa PO ot 16.05.2020 N 697)

5.5. OCyIIECTBISAET rOCYAAPCTBEHHYIO PETUCTPAIIUNI0 MEAUIIMHCKUX U3ICIIHI;
(. 5.5 B pen. [locranonenus [IpaButenbcrBa PO ot 02.05.2012 N 413)

5.5.1 - 5.5.2. yrparunu cuny. - [locranosnenue [IpaBurensctea PO ot 20.08.2010 N 650;

5.5(1). Bemer TOCYAApCTBEHHBIH  peecTp MEAMUMHCKUX  U3JeNUid M OpraHu3anui
(VHIMBUIYaNbHBIX  MPEANPUHUMATENEH), OCYLIECTBISIIOIIMX MPOU3BOACTBO M M3TOTOBJIEHUE
MEJIUIMHCKUX U3ACTHH, U pa3MeIaeT ero Ha opunuaibHoM caiite CirykObl B ceTn IHTEpHET;

(nm. 5.5(1) BBenen [ocranoBnenuem IlpaBurensctBa PO ot 02.05.2012 N 413, B pen. [locTtanoBneHus
[IpaButensctBa P® ot 06.09.2014 N 913)

5.5(2). ocymecTBIseT PErUCTPALMI MEIUIUHCKOTO U3JeNusl, BHECEHHWEe W3MEHEHUH B
pPETUCTpPAIIMOHHOE  JI0Ch€  MEIMIMHCKOTO  M3JeNHs, BblJady JyOJIMKaToB  PErHMCTPAallMOHHBIX
YIOCTOBEPEHUI MEIULMHCKUX W3/EIui, NMPUOCTAHOBIECHWE U OTMEHY JEHCTBHUS (aHHYJIMPOBAHUE)
PErUCTPALIMOHHOTO YJIOCTOBEPEHMSI MEAMIIMHCKOIO M3/EJHsl, COTIACOBaHUE SKCIIEPTHOIO 3aKIHOUYECHUS
pedepeHTHOT0 rocyJapcTBa, ONpeAesieHHe 3KCIEePTHOW OpraHU3aluy, a TakKe OpraHu3aluio (IIyTeMm
BbIIAYM  COOTBETCTBYIOILIEIO  3aJaHMsl OSKCIEPTHOM OpraHM3aldu) TMPOBEJIEHHsS]  3KCIEPTU3bI
0e30macHOCTH, KadyecTBa U 3(PPEKTUBHOCTH MEAMLIMHCKUX HU3JENUN B LENIX MX PErucTpaludl WM
BHECEHUS U3MEHEHUH B PErMCTPALIMOHHOE 10ChE MEAUIIMHCKOIO U3/IE€IMS U COTJIACOBAHUS IKCIIEPTHOTO
3aKIIOYCHUsT PpePEpEeHTHOr0 TOCyNapCcTBA, HAa OCHOBAaHMM KOTOPBIX IPHHUMAETCS PpEIICHHE O
perucTpanuy MEAMIMHCKOTO wu3nenus Ha Ttepputopun Poccuiickoin denepanum WM O BHECEHUU
W3MEHEHHH B PErucTPalMOHHOE JO0Che MEIUIIMHCKOTO W3JeNHs, B COOTBETCTBUM ¢ [IpaBuiamu
perucTpanyy M SKCHEPTU3bl 0€30MacHOCTH, KauecTBa MU 3(G(EKTUBHOCTH MEIULMHCKUX W3AEIHH,
yTBepKIeHHbIMU pereHreM CoBeta EBpasuiickoit skoHoMuyeckoit komuccuu ot 12 ¢espans 2016 . N
46;

(. 5.5(2) B pen. Hocranosnenus I[Ipasutensctea PO ot 20.10.2021 N 1803)

5.5(3). pa3MemiaeT B €IMHOM pEECTpPe MEAUIIMHCKUX W3JAENUN, 3apEeTrUCTPUPOBAHHBIX B paMKax
EBpa3uiickoro HSKOHOMHYECKOTO COI03a, CBEICHHS O MEIUIIMHCKOM W3JCITUH, pPYKOBOJICTBO
noJyib30Bareisl (MHCTPYKUIHUIO T0 MEIUIIMHCKOMY TPUMEHEHUIO) W  HM300paXCHUE YTBEPIKICHHOMN
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MoctaHoBneHue lMpasutensctea PO ot 30.06.2004 N 323 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 24.10.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 16.01.2026
06 yTBepxaeHuu MNonoxeHus o GeaepansHou cnyxbe n...

MapKUPOBKH METUITUHCKOTO U3IEIHs;
(mm. 5.5(3) BBenen [locranosnenuem [IpaBurenscrBa P® ot 21.03.2017 N 317)

5.5(4). ompegenser TmepevYeHb OpraHu3alui, MMEIONIUX MpaBO MPOBOAUTH HCIBITAHUS
(WuccneoBaHUs) MEIWIMHCKHX W3ACIUHA B IENAX OCYIISCTBICHHUS WX PErHCTpallil B paMKax
EBpasuiickoro 3KOHOMHYECKOTO COI03a, pPacCMaTpWBAcT 3asABKH OpraHW3aliii O BKIIIOYCHUU B
yKa3aHHBIH [TEPEYeHb U COOOIIAET UM O MIPUHSATOM PEUICHUU;

(nm. 5.5(4) BBenen [loctanosnenuem [IpaBurenscrea PO ot 21.03.2017 N 317)

5.5(5). ocymecTBisSeT BbIA4y pa3pelleHU Ha TMpOBEJCHHE KIMHMUYECKHX HCIBITAHUN
(uccnenoBaHuil) MEIMLMHCKUX WM3AEIUN B COOTBETCTBUM C [lpaBunamy npoBeneHUs KIMHUYECKUX U
KJIIMHUKO-JTA00PaTOPHBIX ~MCTBITAHUM  (MCCIEOBaHUM) MEIUIMHCKUX W3JAEIUil, YTBEpKICHHBIMU
pemenueM CoBerta EBpaswuiickoil skoHOMHUYecKOM komuccuu ot 12 ¢eBpans 2016 r. N 29, a taxxke
OpraHM3alvi0 IPOBEACHHUA OLCHKM 3asBJICHUS HA IIOJIy4CHHE pA3pelIeHUsT Ha IPOBEIEHUE
KJIMHUYECKOTO HCTBITaHUS  (MCCIENOBaHMs) M JOKYMEHTOB, HPEIYCMOTPEHHBIX YKa3aHHBIMHU
[IpaBmiamMy, Ha OCHOBaHMM KOTOPOH NPUHUMAETCS PELICHHE O BbIJAY€ pa3pelleHus Ha MPOBEACHUE
KJIMHUYECKUX UCHBITAaHUM (MCCIEeN0BaHNN) MEIUIUHCKUX U3JEIUN, IIyTEM BbIIAYU COOTBETCTBYIOLIETO
3aJlaHus SKCIEPTHOM OpraHu3aluy;

(mm. 5.5(5) B pen. lloctanosnenus IlpaBurenscrea P® ot 20.10.2021 N 1803)

5.5(6). ocymiecTBIsIE€T OpraHU3aLNI0 UHCIEKTUPOBAHUS MPOU3BOACTBA MEIULIMHCKUX U3IEIUNl U
MIPOBOJUT MPOBEPKH MHCIEKTUPYIOUIMX OpraHU3aluii B COOTBETCTBUU ¢ TpeOoBaHUAMYU K BHEIPEHHUIO,
MOJAJICPKAHUIO U OLICHKE CUCTEMBbI MEHEKMEHTA KaueCTBa MEIAULMHCKUX U3JEIUN B 3aBUCHUMOCTU OT
MIOTEHLIMAJIBHOIO pUCKAa UX NpUMEHEHus, yTBepkiaeHHbIMU Pemenuem Coera EBpasuiickoit
sKoHOMUYeCcKOoM kKomuccuu oT 10 Hos10ps 2017 1. N 106;

(nm. 5.5(6) BBenen [locranosnenuem IlpaBurenscrea P® ot 29.05.2019 N 685)

5.5(7). npoBOAUT MOHUTOPHHT OE30MACHOCTH, Ka4ecTBa U 3()(HEKTUBHOCTH MEAUIIMHCKUX U3ICTHNA
B COOTBETCTBUU C [IpaBHIaMu MpOBEACHUS MOHHTOPHHIA O€30MAacHOCTH, KadecTBa M 3(PPEKTHUBHOCTH
MEIMUMHCKUX M3ACTHH, yTBepKAeHHbIMU perieHueM Komnerun EBpasuiickoif 3KOHOMHUYECKOMH
KoMuccuu ot 22 nekabps 2015 r. N 174;
(nm. 5.5(7) BBenen [loctanosnenuem IIpaBurtensctea P® ot 20.10.2021 N 1803)

5.5(8). mpencraBnsieT B HHGOPMAIIMOHHYIO CUCTEMY B chepe oOpalieHus] MeTUIIMHCKUX WU3ICITNH,
SIBJIIOILYIOCS. YaCThI0 MHTETPUPOBAHHON MH(GOPMAIMOHHON CHUCTeMbl EBpasuiickoro 3KOHOMUYECKOIr0
COI03a, CBENEHUS O HEONarompusiTHBIX COOBITHSIX (MHLUUICHTAX), CBSA3aHHBIX C MEIUIIMHCKUMU
U3JENUSAMH, U KOPPEKTUPYIOIIUX JEHCTBHUAX MO 0€30MaCHOCTH MEIUIIMHCKOTO U3/IeNUsl B COOTBETCTBUU
¢ IlpaBunaMy npoBeACHUS MOHHMTOPUHIa OE€30MacHOCTH, KadecTBa M 3(PPEKTMBHOCTH MEIUIIMHCKUX
W3IeNni, yTBEpKIeHHbIMU pemieHrneM Komterun EBpasmiickoil 3KOHOMHYECKOW KOMHUCCHU OT 22
nekadbpsa 2015 r. N 174, u [opsankom GopmMupoBaHusi U BeieHUs WH(GOPMALMOHHON CHUCTEMBI B cepe
oOparnieHus: MEAUITMHCKUX U3/, yTBepKACHHBIM perieHrnemM CoBeta EBpa3uiickoli SKOHOMUYECKOM
koMmuccuu ot 12 ¢espans 2016 r. N 30;

(mm. 5.5(8) BBenen [locranosnenuem [IpaButensctBa PO ot 20.10.2021 N 1803)

5.5(9). nmpuHUMaeT Mepbl IO MPUOCTAHOBICHUIO WJIM 3alpeTy MPUMEHEHUS MEIUIIMHCKHUX
W3JIEHH, NMPEACTaBIAIONMX ONAaCHOCTh Ul JKU3HU U (WJIM) 370pPOBbs JItOJIeH, HET0OpOKAaueCTBEHHBIX,
KOHTpaakTHBIX WIH (aTbCH(UIIMPOBAHHBIX MEIUIIMHCKUX W3JICIHNA, a TaKXKe HW3BATHIO HX W3
oOpamieHuss Ha Tepputopun Poccuiickoit denepanuu B cOOTBETCTBUU C [lOpAaKOM NpUMEHEHHs
YIOJIHOMOYEHHBIMU OpraHaMH ToCyAapcTB - 4JeHOB EBpazuiicKoro 3KOHOMHUYECKOTO CO03a Mep IO
MPUOCTAHOBIICHUIO WJIM 3alpeTy NPUMEHEHUs MEIMLIMHCKUX W3JAEIHH, MPEACTABISIONIMX ONAaCHOCTh
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MoctaHoBneHue lMpasutensctea PO ot 30.06.2004 N 323
( T 24.10.2025) [okymeHT npeaoctasneH KoHcynbrautllatoc
"pe,q. or &% 1%, . [Jlata coxpaHeHusi: 16.01.2026
06 yTBepxaeHuu MNonoxeHus o GeaepansHou cnyxbe n...

UIs  OKU3HU M (MIM)  30pOBbSl  JIOJEH, HEIO0OpPOKAYEeCTBEHHBIX, KOHTpaakTHBIX MU
¢banbCcuUIMPOBAHHBIX MEIUIMHCKUX U3JCNU W M3BATUI0O MX M3 OOpalleHHs Ha TEpPUTOPHULX
rOCyJapCcTB - 4YiIeHOB EBpa3suilcKOro 3KOHOMHMYECKOTO COI03a, YTBEpXAECHHBIM perieHuemM CoBeTa
EBpasuiickoil axoHomMHuueckoi komuccuu ot 21 nexadbps 2016 r. N 141;

(nm. 5.5(9) BBenen [locranosnenuem IIpaBurtensctea PO ot 20.10.2021 N 1803)

5.6. pazmeniaer mo pesyipTaTaMm (papmakoHaa3opa B MH(DOPMALMOHHO-TEIEKOMMYHHUKAIMOHHOMN
cetn "UHTepHer" uHGOpPMAIUIO O BBISIBICHHMH HOBBIX MOATBEPKACHHBIX MTaHHBIX O TMOOOYHBIX
JNEUCTBUSX, HEXKEJIATEeIbHBIX PEaKUUAX, CEPhE3HBIX HEKENATENbHbIX PEAKIUAX, HENpPeIBUACHHBIX
HEeXeJaTeJIbHBIX PEAKIUAX MPU MPUMEHEHUH JICKAPCTBEHHOTO IMpernapara, B TOM YHUCJE BIUSIONIMX Ha
OTHOIIIEHHWE OXHUJAAEMOM TIOJNB3bl K BO3MOXKHOMY PHCKY TPUMEHEHHUS TaKOTro JIEKApCTBEHHOTO
npenapara, O TPHUHATBIX PEHICHUSX O BHECCHHMM W3MEHEHHH B HMHCTPYKIHIO IO TMPUMEHEHHIO
JIEKapCTBEHHOT'O IperapaTa, O IPUOCTAHOBICHUH IPUMEHEHHSI JIEKAPCTBEHHOTO MpernapaTa, 00 U3bsITHH
U3 oOpamieHusl JIGKapCTBEHHOTO Tpernapara WM O BO300OHOBIEHUM NPHUMEHEHHUS JIEKapCTBEHHOTO
npenapara;

(. 5.6 B pen. [locranosnienus IIpaButensctBa PO ot 04.09.2020 N 1344)

5.6.1 - 5.7. yrpatunu cuiy. - [loctanosnenue [IpasutensctBa PO ot 20.08.2010 N 650;

5.7(1). pa3memaer Mo pe3yjabTaTaM MOHUTOPHHTa O€30MaCHOCTH OMOMEIUITMHCKHX KJIETOYHBIX
MPOJYKTOB HAa CBOEM O(HIMAIBLHOM caiTe B ceTu VMHTepHET MH(OPMALNMIO O MPUHSATOM PELICHUU O
MPUOCTAHOBIIEHUU MPUMEHEHHS] OMOMETUIIMHCKOTO KIIETOUYHOTO MPOAYKTa U (MIU) CBA3aHHOM C HUM
pEIIeHUH 0 BO3MOXXHOM BO30OHOBJICHHH TPUMEHEHHSI OMOMETUITUHCKOTO KIETOYHOTO POAYKTA;

(. 5.7(1) BBenen [ocranosnenuem IIpaBurtenscta PO ot 31.01.2017 N 114)

5.8. OCyHIECTBIISIET B YCTAHOBJICHHOM TMOPSAKE TPOBEPKY MACATEIHHOCTH MEIUIIMHCKUX U
anTeYHBIX OpraHW3aIluii, OpraHU3AIHMK ONTOBOW TOPTOBIU JICKAPCTBEHHBIMU CPEJCTBAMHU, JPYTUX
OpraHM3alii ¥ HMHIWBUIYaJbHBIX NpPEIIPUHUMATENCH, OCYUIECTBISIOIIUX NAEATEIbHOCTh B cdepe
3/IpaBOOXpaHEHUS;

(B pen. [locranosnennii [lpaButensctBa PO ot 19.06.2012 N 614, ot 06.09.2014 N 913)

5.8(1). ocymecTBisier BeneHue ¢eaepanbHbBIX HHPOPMAIMOHHBIX CHUCTeM, (enepanbHbIXx 0a3
TaHHBIX B cdepe 37ApaBOOXPAHCHHS, HEOOXOAMMBIX I peanu3anuu moJHoMouni CiyxOsl B
YCTaHOBJICHHOM cepe MeATeTLHOCTH, B TOM YUCIe o0ecriedeHrne KOH(PUIECHITUATLHOCTH COEPIKAIINUXCS
B YKa3aHHBIX WH(OPMAIMOHHBIX CHCTeMaxX M 0a3ax JaHHBIX IMEPCOHAIBHBIX JTAHHBIX M CBEICHUH,
OTHOCSIINXCS K BpaueOHOM TaifHe, B COOTBETCTBUU C 3aKOHOJaTeNbCTBOM Poccuiickoit denepanuu;

(mm. 5.8(1) B pen. [locranosnenus [IpaBurensctea PO ot 25.01.2022 N 36)

5.8(2). B ciywae BBHISBICHHS HapylICHW 3akoHoaatenbcTBa Poccuiickoit ®enepanuu 00
oOpaleHuu JIEKAPCTBEHHBIX CPEACTB U B cepe OXpaHbl 30pOBbS BBIIACT O0sS3aTENbHBIC IS
WCTIOTHEHUS TIPEAMUCAHUS U MPUBJIEKACT K OTBETCTBEHHOCTH 32 YKa3aHHBIC HAPYIICHHS, OCYIIECTBIISET
COCTaBJICHHME MPOTOKOJIOB 00 aJIMUHUCTPATUBHBIX IPABOHAPYIICHUSX U PACCMOTPEHUE [l B
COOTBETCTBUM C  3aKoHOAaTensCcTBOM  Poccwuiickoit  demepaunu 00  agAMHUHHCTPATHUBHBIX
MpaBOHAPYLICHUSX;

(. 5.8(2) BBenen [locranosnenuem IIpaBurtensctBa PO ot 06.09.2014 N 913)

5.8(3). pasmemaer Ha odunmaneHoM caite CiyxObl B cetn MHTepHET WHPOPMALHUIO O
IMPOBCACHUHU HAY4YHBIX MepOHpHﬂTHﬁ, HHBIX MepOHpI/IﬂTHﬁ, HampaBJICHHBIX Ha IIOBBINICHUC
npodeCcCHOHAIBHOTO YPOBHS MEAMIMHCKAX pPAa0OTHUKOB WIM Ha NpeaocTaBieHHe HH(opManuy,
CBSI3aHHOW C  OCYIIECTBICHHEM MOHHUTOpUHTa O€30MacHOCTH JICKAPCTBEHHBIX  IPENaparos,
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MoctaHoBneHue lMpasutensctea PO ot 30.06.2004 N 323 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 24.10.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 16.01.2026
06 yTBepxaeHuu MNonoxeHus o GeaepansHou cnyxbe n...

OpPraHU3yeMbIX OPraHU3ALUSIMH, 3aHUMAIOLIUMHUCS Pa3padOTKO#, MPOU3BOACTBOM U (HIIH) pealin3aluei
JIEKapCTBEHHBIX TPENapaTtoB [UIsl MEAWIIMHCKOTO TMPUMEHEHHs, OpTaHU3alMSIMH, OO0JaJarolIiMH
IpaBaMH Ha MCIOJL30BaHNE TOPrOBOI0 HAMMEHOBAHUS JICKAPCTBEHHOTO IMpernapara Uit MEIUIUMHCKOTO
MPUMCHCHHS, OPTaHHM3AIMSIMH ONTOBOW TOPTOBIH JIGKAPCTBEHHBIMU CPEICTBAMH, AaNTCYHBIMU
OpTaHM3AIMsIMHU, PEACTABUTEIAMHU YKa3aHHBIX OpTaHU3aIii U (MI1) GUHAHCHPYEMBIX 32 CUET CPEJICTB
3THX OpraHU3alHi U UX MPEICTABUTEIICH;

(mm. 5.8(3) BBenen [locranosnenuem [IpaBurenscrea P® ot 06.09.2014 N 913)

5.8(4). oOpa3yeT KOMHCCHUIO IO YPETyJUpOBaHHMIO KOH(IMKTa MHTEPECOB NPU OCYIIECTBICHUU
MEJIULUHCKON AATEIBHOCTH U (DapMaleBTUUECKOM eI TeIbHOCTH;
(nm. 5.8(4) BBenen [locranosnenuem IlpaBurenscrea P® ot 06.09.2014 N 913)

5.8(5). ocymiecTBiseT MpUEM M Y4YET yBEAOMJICHWNM O Hayaje OCYIICCTBICHHUS NEATEIHLHOCTH B
chepe obOparieHuss MEIUIUHCKUX H3ACNUi (32 UCKIIOYEHHEM IMPOBEICHUS KIMHHUYECKUX HCIBITAaHUMN
MEIUIMHCKUX HM3ENnid, UX MPOU3BOJCTBA, MOHTA)Ka, HaJaJKH, MPUMEHEHUs, JKCIUTyaTallid, B TOM
YHCIie TEXHUYECKOT0 00CTYKUBaHUs, a TAK)KE PEMOHTA);

(. 5.8(5) BBenen [ocranosnenuem IIpaBurtenscta PO ot 06.09.2014 N 913)

5.8(6). ycraHaBiIMBaeT MOPSIOK  OCYIIECTBICHHS  BBIOOPOYHOTO  KOHTPOJS  KayecTBa
JICKAPCTBCHHBIX CPEJICTB JUTISI METUITMHCKOTO IPUMECHCHHSI,
(. 5.8(6) BBeneH [Hoctanornenuem IIpaButenscTBa PO ot 03.06.2015 N 536)

5.8(7). ycranaBnmBaeT HOpANOK (apmMakoHam30pa  JEKapCTBEHHBIX  MpenaparoB Ul
MEUIIMHCKOTO TPUMEHECHHUS,
(. 5.8(7) BBenen [ocranosnenunem IIpasurtensctBa PO ot 03.06.2015 N 536)

5.8(8). ycraHaBiMBaeT MHOPSJIOK MPOBEACHUS MOHHUTOPUHTA OE€30MaCHOCTH OHOMEIUITMHCKHUX
KJIETOYHBIX TIPOTYKTOB;
(. 5.8(8) BBeneH [loctanornenuem IIpaButenscTa PO ot 31.01.2017 N 114)

5.8(9). ycTanaBnuBaeT MOPAI0K OCYIIECTBICHUS BIaeIbl[aMH PErUCTPAIIMOHHBIX YAOCTOBEpEHUI
OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB, HOPUIMYECKUMH JHIIAMH, Ha HWMs KOTOPBIX BBIIAHbI
paspelieHus: Ha TPOBEACHUE KIMHMUYECKUX HMCCIEAOBAHUNA OMOMETUIIMHCKUX KJIETOYHBIX IMPOIYKTOB,
00 YIIOJTHOMOYEHHBIMHA UMU APYTUMHU IOPUIHMYECKAMU JIMIIAMHA TIPHEMa, yueTa, 00padOTKH, aHAIH3a ’
XpaHCHHUS TIOCTYMAMIIMX B WX aapec OT CyOBEeKTOB oOOparieHusi OMOMEIMIIMHCKUX KIETOYHBIX
MIPOJYKTOB U OPraHOB rOCYAApCTBEHHOM BJIACTH COOOIEHUHN O MOOOYHBIX JEHCTBUSX, HEXKETATeIbHBIX
peakuusax, CEpbe3HBIX HEXKENATENbHBIX PEAKIHIX, HEMPEABHICHHBIX HEXKENTATEIbHBIX PEaKIUsiX MpH
MPUMEHEHUH OWOMEIUIIMHCKUX KJIETOYHBIX TPOAYKTOB, 00 OCOOCHHOCTSX HX B3aUMOJICHCTBUS C
JIEKApCTBEHHBIMU TIpenapaTamM, MEIUIUHCKUMHU HW3ACIUAMH, THUIIEBBIMU TMPOAYKTaMH, IPYTUMU
OMOMEIUIIMHCKIMH KJICTOYHBIMU TMPOIYKTaMH, 00 WHIMBHIYyILHON HETEPEHOCHMOCTH, a TaKXke 00
MHBIX (haKTaX M O0OCTOATETHCTBAX, MPEACTABISAIONINX yTPO3y KU3HH WM 3JI0POBBIO dYeNIOBEKa JIHOO
BIUSIONIMX HAa HW3MEHEHUE OTHOIICHMS OXKUAAEMOM IOJIb3bl K BO3MOXHOMY DPHCKY IpPHUMEHEHUs
OMOMEIUIIMHCKIX KIETOYHBIX MPOIYKTOB;

(mm. 5.8(9) BBenen [locranosnenuem [IpaBurenscrea PO ot 31.01.2017 N 114)

5.8(10). Bemer peecTp BBIJAHHBIX pa3pelIeHUN Ha OCYIIECTBICHHE PO3HUYHON TOPTOBIU
JIEKApCTBEHHBIMU TIpenapaTamMu il MEAUIIMHCKOTO TPUMEHEHHUS JTUCTAHIIMOHHBIM CIIOCOOOM C
yKa3aHHEM CalTOB B HH(POPMAIMOHHO-TEIEKOMMYHUKAITMOHHOW ceTn "VHTepHeT" amTeyHBIX
OpraHu3alMi, OCYLIECTBISAIOIIMUX PO3HUYHYK) TOPIOBJIIO JICKAPCTBEHHBIMHU Ipenaparamu JUis
MEIUIIMHCKOTO MPUMEHEHHS TUCTAHIIMOHHBIM CIIOCOO0M;
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MoctaHoBneHue lMpasutensctea PO ot 30.06.2004 N 323 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 24.10.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 16.01.2026
06 yTBepxaeHuu MNonoxeHus o GeaepansHou cnyxbe n...

(. 5.8(10) BBenen [Hocranosnenuem IpaBurtensctBa PO ot 16.05.2020 N 697)

5.8(11). yTBepkmaeT MOPAIOK YCTAHOBJICHHMS COOTBETCTBHUS IIOJYyYEHHBIX B MHOCTPAHHBIX
OpraHu3anusIx, OCYLIECTBIISIOIINX 00pa30BaTeNbHYIO JESITENIbHOCTb, MEAMLMHCKOTIO,
(dapManeBTHYECKOTO0 WJIM HMHOTO 00pa3oBaHuss © (WIM) KBaTU(HUKAIMKA KBaTH(PHUKAIMOHHBIM
TpeOOBaHUAM K MEIULIMHCKUM U (hapMalleBTHUECKUM pabOTHHUKAM;

(rm. 5.8(11) BBenen [locranopnenuem [IpaBurenscrBa PO ot 13.10.2022 N 1810)

5.8(12). opranusyer u (UIH) IPOBOJUT MHCIEKTUPOBAHNE CYOBEKTOB OOpAIIeHUS JIEKAPCTBEHHBIX
CpEACTB Ha COOTBETCTBUE YTBEP)KICHHbIM EBpa3uiickoif SKOHOMHUYECKOW KOMHUCCHEW [paBHUIaM
HaJJIeXaIed 1adopaTOpHON MPAKTUKH, MPABUIAM HaJJICXKAIIed KIMHUYECKOW MPAKTHKHU, MPaBHIIaM
HaJyIeKaled AUCTPUOBIOTOPCKON MPAKTHKU, MpaBHJIaM HaJIeKalled MpakTHKUA ¢dapMakoHAI30pa, a
TaK)K€ YTBEpXKACHHBIM MuHHCTEpCTBOM 31paBooxpaHeHus Poccuiickoit ®enepanuu npaBuiam
Ha/JIeKallel anTeqHol NpakTUKY, IPaBUIaM XPaHEHHUs JIEKAPCTBEHHBIX CPEJICTB;

(nm. 5.8(12) BBenen [locranosnenueM [IpaBurensctBa PO ot 23.05.2024 N 648)

5.8(13). yTBepxkaaeT HOPSAAOK MperocTaBieHnss MUHUCTEPCTBOM 3/paBoOXpaHeHus Poccuiickoit
Oenepanuu 1o 3anpocy DenepanbHO Cay)OBI IO HAA30py B cdepe 3ApaBOOXPAHEHUsS CBEICHHUH O
JICKapCTBEHHBIX CPECTBAX ISl MEIULIMHCKOTO MPUMEHEHUS, MPEIyCMOTPEHHBIX YacThio 2.1 ctateu 9
®denepanpHoro 3akoHa "OO0 oOpalieHUH JEKapCTBEHHBIX CPEJCTB", B TOM YHCIE B CIydae €Clid TaKhe
CBEICHMSI COCTABJIIIOT KOMMEPYECKYIO TalHy, B paMKax MEKBEJOMCTBEHHOTO HH(POPMAIMOHHOTO
B3aMMOJIEHCTBHS (COBMECTHO ¢ MHUHMCTEPCTBOM 31paBooxpaHeHus Poccuiickoit denepanun);

(mm. 5.8(13) BBenen [locranosnenueM [IpaBurensctBa PO ot 23.05.2024 N 648)

5.9. ocymecTBuser (YHKIMU TIABHOTO PACIOPSAIUTENS W TOJIydaTelss CPeACTB (enepaibHOTOo
O10/KeTa, MPEyCMOTPEHHBIX Ha cojepxkanne CiryKObl U pean3alliio BO3JIOKEHHBIX Ha Hee (QyHKIINIA,

5.10. obGecmeunBaeT B mpenenax CBOEH KOMIIETEHIIMHA 3allUTy CBEACHWH, COCTaBIISIOIIMX
rOCyJapCTBEHHYIO TalHY;

5.11. opranusyeT OpueM TrpaxkaaH, oOecledrBaeT CBOEBPEMEHHOE U IOJHOE PAacCMOTPEHHUE
oOpamieHuii TrpaKaaH, NPUHUMAET [0 HUM pEIIeHUs U HampaBiseT 3asBUTEISIM OTBETHI B
YCTaHOBJICHHBIN 3aKOHO1ATEIbCTBOM Pocculickoit denepannu Cpox;

5.12. opranuzyetr u oOecnedynBaeT MOOWJIM3ALIMOHHYIO MOJArOTOBKY M MooOunuzauuioo CiayxOsbl,
PYKOBOJIUT OpTraHW3aIlUeH JEATEIIFHOCTH IO MOOWMIM3AIMOHHOW ITOATOTOBKE W MOOWIM3AIUU €€
TEPPUTOPHUAIBHBIX OPTaHOB, a TAKXKE OpPTaHU3aLUi, AEATEILHOCTh KOTOPBIX CBSI3aHA C JEATEILHOCTHIO
CayxObl MM KOTOpBIE HAXOAATCS B cdepe ee BeAeHUs, MMEIT MOOWIN3ALMOHHBIE 3aJaHMs WU
BBIMOJIHAIOT 337a4H 110 MOOMJIM3AIMOHHOM padoTe;

(nm. 5.12 B pen. [Hocranosnenusd [IpasutensctBa PO ot 03.10.2018 N 1187)

5.12(1). ocy1iecTBasieT OpraHU3alMIO U BEeJEHHE rpaxkaaHckoi 000poHsbl B Ciyx0e;
(nm. 5.12(1) BBenen [locranoBnenueM [IpaBurensctBa PO ot 15.06.2010 N 438)

5.13. opranusyeT JONOJHUTEIbHOE NMpodeccruoHabHOe 00pa3oBaHue pab0THUKOB CilyXObl;
(nm. 5.13 B pen. [HocranoBnenus [IpaButensctBa PO ot 02.11.2013 N 988)

5.14. ocymiecTBIseT B COOTBETCTBUU € 3aKoHOJaTeNnbcTBOM Poccuiickoit deneparuu paboTy 1o
KOMIUICKTOBAHUIO, XPAHEHUIO, YUETy M HCIOJb30BAHUIO APXUBHBIX JTIOKYMEHTOB, 00Pa30BaBIIMXCS B
xoJe nesarenbHocTH CityxObl;
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5.15. B3auMOAEHCTBYET B YCTAHOBJIEHHOM TIOpPSJKE C OpraHaMu TOCYAapCTBEHHOW BIACTH
WHOCTPAaHHBIX TOCYAapCTB M  MEXKIYHApPOJAHBIMH OpraHu3allMsIMU B YCTAHOBIEHHOH cdepe
JESITENIbHOCTH;

5.16. ocymiecTBiIsIEeT B COOTBETCTBUHU C 3aKOHOHarenscTBOM Poccuiickoit denepanum U WHBIMU
HOPMaTHUBHBIMU TPABOBBIMH aKTaMU O KOHTPAKTHOW cCHUCTeMe B c(epe 3aKymoK TOBAapOB, padOT, yCIyT
JUIsl 00ECTICUCHHsI TOCYJApPCTBEHHBIX M MYHHUIMIIAIBLHBIX HYXKJ 3aKYyIKH TOBapoOB, padoOT, YCIyr B
YCTaHOBJICHHOM cepe AesITeNbHOCTH;

(nm. 5.16 B pen. [locranoBnenusd [Ipasutenscta PO ot 27.12.2014 N 1581)

5.17. ocymiecTBisieT uHbIE (PYHKLIUHU B YCTAHOBJICHHOU cepe AeATEIbHOCTH, €CIH TaKue (PyHKIUU
MPEeIyCMOTPEHbI  (eiepalbHBIMU  3aKOHAMH, HOPMATHBHBIMH TIPAaBOBBIMH akTamu lIpe3umeHTa
Poccuiickoit ®enepannu nnu [IpaButenscta Poccuiickoit @eaepanuu;

5.18. oCymecTBISIET MEPOIIPHUATHUS IO 00ECIICUCHUIO COOTBETCTBUS JAeATebHOCTH CITyKOBI 1IeIIsIM
W 3aJlayaM ToCyJapCTBEHHOW TMOJIUTUKU MO COXPAaHEHHIO U YKPEIUICHUIO TPAJUIIMOHHBIX POCCHHCKHX
JyXOBHO-HPABCTBEHHBIX [IEHHOCTEH.
(. 5.18 BBeaeH [locranosnenueM [IpaBurensctea PO ot 15.05.2025 N 655)

6. denepanpHas ciayx0a TO Hag30py B cdepe 3ApaBOOXpPAHEHUS B MHESX pealn3aluu
MTOJTHOMOYHH B YCTAaHOBIICHHOH chepe AesITEIPHOCTA NUMEET MPaBo:
(B pen. lHocranopnenus [IpaButensctBa PO ot 19.06.2012 N 614)

6.1. oOpraHu3oBBIBaTh TPOBEJIEHHE HEOOXOAUMBIX IPOBEPOK, HCCICAOBAHUM, HCIBITAHUH,
JKCIIEPTHU3, aHAIW3a MU OLEHOK, a TaK)K€ HAyYHbIX HCCJIENOBAaHUI IO BOIPOCAM OCYLIECTBIICHUS
rOCYAapCTBEHHOTO KOHTPOJIS (HAa/130pa) B YCTAHOBIICHHOU chepe AesTeIbHOCTY;

(nm. 6.1 B pen. [loctanosnenus Ilpasurenscrea PO ot 02.05.2012 N 413)

6.1(1). mo pe3yapTaTaM OCYyIIECTBJICHHS] MOHUTOPUHTA 0€30MTaCHOCTH MEIUIIMHCKUX W3JICTUHN MpU
MOJIyY€HUU U TOJITBEPKACHUN HH(GOPMALIUU O OOOYHBIX JEHCTBUSIX, HE YKa3aHHBIX B MHCTPYKLUU 110
MPUMEHEHUIO WM PYKOBOJCTBE IO KCIUTyaTallud MEAMIIMHCKOTO U3ENNs, HeKeIaTeIbHbIX PeaKIHsIX
IpU €ro NMPUMEHEHUH, 00 OCOOCHHOCTSX B3aMMOJEHCTBHMS MEIUIMHCKUX HU3ICIHH Mexay coOoii, o
¢dakTax u 00 00CTOATENHCTBAX, CO3JAIOIIMX YIpO3y KU3HH M 3I0POBBIO T'PAXIAH W MEIUIIMHCKUX
pabOTHUKOB TpM TPUMEHEHWH M OKCIUTyaTallid 3apEeTHCTPHUPOBAHHBIX MEIUIIMHCKUX —H3/ICIHIA,
paccMaTpuBaTh BOIPOC O TPUOCTAHOBICHHHM NPUMEHEHHS WM 00 HM3BSITHU M3 OOpaIIeHUs TaKOTro
MEIUIIMHCKOTO U3/eNNs, NPUHUMATh COOTBETCTBYIOIIEE pEUICHHE M pa3Melarb HHQPOpMAIUo O
MIPUHSTHIX PEIICHUAX Ha odUIMaIbHOM caiite Ciyx0bl B ceTH MIHTepHET;

(mm. 6.1(1) BBenen [ocranoBnenuem lIpaBurensctBa PO ot 02.05.2012 N 413, B pen. [locTtanoBneHus
[IpaButensctBa PO ot 06.09.2014 N 913)

6.2. 3ampalinBaTh M NOJy4YaTh CBEJEHUS, HEOOXOIUMBIE JJIsl MPUHATHS PELIEHUI 10 BOIpOcaM,
OTHECEHHBIM K KoMrieTeHIuN CiryKObI;

6.3. naBaTh HOPHAWYECKHUM H (DU3NYECKUM JIUIAM pPa3bsICHEHUS IO BOIMPOCaM, OTHECEHHBIM K
kommeTeHuu CiryKO0bI;

6.4. OCYHICCTBJIATL KOHTPOJIb 34 ACATCIBHOCTHBIO TCPPUTOPUATIBHBIX OPraHOB CJ'IY)K6BI u
IOABCAOMCTBCHHBIX opraHmauHﬁ;
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6.5. IIPUBJICKATb B YCTAHOBJICHHOM IIOPAAKE JIA HpOpa6OTKI/I BOIIPOCOB, OTHECCHHLIX K
YCTaHOBHCHHOﬁ C(I)epe ACATCIIBHOCTH, HAYYHBIC 1 UHBIC OpraHu3allui, YUCHBIX U CIICTITUAJIMCTOB;

6.6 - 6.8. yrpatunu cuiy. - [locranosnenue [IpaBurenscrea PO ot 20.08.2010 N 650;

6.9. uckmoueH. - [locranornenue [paButenscta PO ot 10.03.2007 N 149;

6.10. npuUMeHATh MNPEeITyCMOTPEHHBIE 3aKOHOAATENLCTBOM Poccuiickori d@enepauuu  Mepbl
OTPAaHUYUTENILHOTO, MPEAYNPENUTEIbHOIO U MNPOPUIAKTHUECKOTO XapakTepa, HalpaBlieHHble Ha
HEeJOMyIIeHne U (UIH) TUKBUAAIMIO TOCIEACTBUN HAPYIICHUN FIOPUINIECKUMHE JIHIIAMU U Tpa)K1aHaMu
00s13aTeNbHBIX TPEOOBaHWI B yCTAaHOBJICHHOW cdepe AeAITeTbHOCTH, C IENbl0 TpecedeHus (aKToB
HapyleHus 3akoHoaarenbeTBa Poccuiickoit denepanuu;

6.11. co3naBath coBeIaTeNbHbIE U KCIIEPTHBIE OPTaHbI (COBEThI, KOMUCCHM, TPYMIIbI, KOJIJIETUH) B
YCTaHOBJIEHHOH c(pepe IesTeTbHOCTH.

7. ®enepanbHas ciayk0a 1o Hag3opy B cdepe 3apaBOOXpaHEHHUS HE BIIPABE OCYIICCTBIIATH B
YCTaHOBJICHHON cdepe [eATeIbHOCTH HOPMATHUBHO-IIPABOBOE pETyJIHMPOBAHHE, KpPOME CIydaes,
ycTaHaBiIMBaeMbIX yka3amu lIpesunenta Poccuiickoit @enepaunn u nocraHoBiaeHussmMu [IpaBurenscrBa
Poccuiickoit ®denepanuu, a TakkKe yIPABICHUE TOCYAAPCTBEHHBIM MMYIECTBOM M OKa3aHME IUIATHBIX
YCIIYT.

(B pen. Locranosnenus IlpaBurensctea P® ot 19.06.2012 N 614)

YcTraHoBieHHbIE a03aleM MEepBbIM HACTOSLIETO MyHKTa orpaHudeHus nosHomouuii CiyxObl He
pachpocTpaHsoTCa Ha MOoTHOMOYHS pykoBoauTtenss CiyxObl Mo ymnpaBieHHI0 uMylnecTBoM CiryKObl,
3aKpEIUICHHBIM 332 HEH Ha MpaBe OINEpPaTUBHOIO YIPABICHHUS, PELICHUIO KaJpPOBBIX BONPOCOB M
BOIIPOCOB OpraHu3aIuu AesTeabHOCTH CIyXKOBbl.

lll. OpraHnsauuns aesaTenbLHOCTU

8. denepanbHyl0 coyk0y MO Haa30py B cdepe 3IpaBOOXpaHEHUS BO3IIIABISET PYKOBOAMTEID,
Ha3HayaeMblii Ha JOJDKHOCTh U OCBOOOXKIaeMblii OT JoibkHOCTH [IpaButensctBoMm Poccuiickoit
®enepanuu 110 npeacraBieHuo MunucTpa 3apasooxpanenus Poceniickont denepanun.

(B pen. Locranosnenus IlpaBurenscrea P® ot 19.06.2012 N 614)

PykoBopurens @enepanbHoil cayxkObl 1O Haa3opy B cdepe 3ApaBOOXpPAHEHUS HECET
NIEPCOHAIBHYIO OTBETCTBEHHOCTD 3a OCYIIECTBICHHE BO3JI0KEHHBIX HA Citykx0y 3a1a4u 1 pyHKIUA.
(8B pen. llocranoBnenus IIpasutensctea PO ot 19.06.2012 N 614)

PykoBomutens @enepanbHoil ciy:kObl 1O Ham3opy B cdepe 3ApaBOOXpAaHEHHS HMEET
3aMEeCTHTeNel, Ha3HayaeMbIX Ha JOJDKHOCTb W OCBOOOXKIAEMBIX OT JOJDKHOCTH IIpaBUTENHCTBOM
Poccuiickoit deneparuu o npeacTasieHn0o MuHUCTpa 31paBooxpanenust Poccuiickoi denepanun.

(B pen. Loctanosnenus IlpasurenscrBa PO ot 25.12.2015 N 1435)

KomnyectBo 3amectuteneit  pykoBomutenss CuyxObl  ycTaHaBiauBaercs [IpaBHTENbCTBOM
Poccuiickoit deneparum.

9. PykoBonutens denepanbHoii ciryx0bl IO HA30py B chepe 31paBOOXpaHEHHS:
(B pen. Locranosnenus IlpaBurenscrBa P® ot 19.06.2012 N 614)

www.consultant.ru CrpaHvua 16 u3 18
HafeXHasa npaBoBas noaaepXxka


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=132127&amp;date=16.01.2026&amp;dst=100082&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=132127&amp;date=16.01.2026&amp;dst=100082&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=134638&amp;date=16.01.2026&amp;dst=100012&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=134638&amp;date=16.01.2026&amp;dst=100012&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=131504&amp;date=16.01.2026&amp;dst=100012&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=131504&amp;date=16.01.2026&amp;dst=100012&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=131504&amp;date=16.01.2026&amp;dst=100012&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=131504&amp;date=16.01.2026&amp;dst=100012&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=131504&amp;date=16.01.2026&amp;dst=100012&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=131504&amp;date=16.01.2026&amp;dst=100012&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=196905&amp;date=16.01.2026&amp;dst=100022&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=196905&amp;date=16.01.2026&amp;dst=100022&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=131504&amp;date=16.01.2026&amp;dst=100012&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=131504&amp;date=16.01.2026&amp;dst=100012&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MoctaHoBneHue lMpasutensctea PO ot 30.06.2004 N 323 K n
KOHCYJ/IbTaHTIINIIOC
(pea. ot 24.10.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 16.01.2026
06 yTBepxaeHuu MNonoxeHus o GeaepansHou cnyxbe n...

9.1. pacpeacisaeT 00513aHHOCTH MECKAY CBOUMH 3aMCCTUTCIIAMU,

9.2. mpencrasnser Munuctpy 3apaBooxpanenus Poccuiickoit denepannu:
(B pen. Locranosnenus IlpaBurenscrBa P® ot 19.06.2012 N 614)

9.2.1. npoexTt nonoxenus o Ciayxoe;

9.2.2. mpemioxeHHss O TPEAECTbHOM YHCICHHOCTH M (OHIE OIUaThl TpyJda pabOTHHUKOB
LEHTPAJILHOTO alapara U TeppUTOpUaIbHbIX OpraHoB CiryKObl;

9.2.3. npeniokKeHus: 0 Ha3HAYE€HUH Ha JJOJDKHOCTh U OCBOOOXKIEHUH OT JAOJDKHOCTH 3aMeCTUTeNeH
pykoBojutens CiyXO0bl;

9.2.4. mnpemnokeHWss O HA3HAYCHHH HA JOJDKHOCTh K OCBOOOXICHHUH OT JOJDKHOCTH
PYKOBOJUTENEH TEPPUTOPUATILHBIX OpraHoB CiryKObl;

9.2.5. MPOEKT €XKEroJHOTO IJIaHAa W MPOTHO3HBIE TOKa3aTelu neareabHOCTH CiyXObI, a Takke
OTYeT 00 UX UCIIOIHEHUU;

9.2.6. npeanoxeHus Mo GOPMHUPOBAHUIO NMPOEKTa (peaepanbHOro OrokeTa B YacTu (PMHAHCOBOTO
obecrieuenus aearenbHocT CiyxObl;

9.2.7. mnpemioxeHHs O NPEACTABICHUHM K HarpaXJACHHUIO TOCYJapCTBEHHBIMM HarpajgamMu
Poccniickoit ®enepauuu, [lowetHoit rpamoroin Ilpesmnenta Poccuiickoit ®enepanuu, IlouerHon
rpamotoii [IpaButenbctBa Poccuiickoit denepanyu, kK NOOMIPEHUIO B BUAE 00bsIBICHUS 0JarogapHOCTH
[Ipesunenta Poccuiickoii denepanuu, oObsBiIeHUs OmaromapHoctu IIpaButenbcTBa Poccuiickoit
@denepanyv, 0 HArPAKICHUM BEIOMCTBEHHBIM 3HAKOM OTIWYMA MUHUCTEPCTBA 31paBOOXpPAaHEHUS
Poccuiickoit ®deneparuu, NaloIMM MpaBO Ha NpuUcBOeHUE 3BaHusA "Berepan Tpyna", paGOTHUKOB
LeHTpaiapHoro annapara CiyxObl, €e TEppUTOPUATIbHBIX OPraHOB U IMOJBEJOMCTBEHHBIX OpPraHU3ALNMN,
a TaKk)Ke IPYTUX JIUII, OCYIIECTBIISIONINX JIEATEIILHOCTh B YCTAHOBIEHHOH cdepe;

(nm. 9.2.7 B pen. llocranosnenus [IpasurensctBa PO ot 01.07.2016 N 616)

9.3. Ha3HayaeT Ha JOJDKHOCTH U OCBOOOXKAAET OT JOJDKHOCTHM pPabOTHHUKOB LIEHTPAIbHOTO
anmnaparta CirykO0bl U 3aMecTuTeNlel pyKOBOAUTENIEH €€ TepPUTOPUAIIBHBIX OPTraHOB;

9.4. pemraer B COOTBETCTBHHU C 3aKOHOJATeNbCTBOM Poccuiickoit deneparyn o rocy1apCTBEHHON
city’)kOe  BOIIPOCHI, CBSI3aHHBIE C TPOXOXJAEHUEM (eaepanbHOM TrocyIapcTBEHHOW CIIy)KObl B
denepalibHOI ciTy)k0e 1Mo HaBopy B chepe 3ApaBOOXPAHCHUS;

(B pen. Locranosnenus IlpaBurensctBa P® ot 19.06.2012 N 614)

9.5. yTBEp)KIaeT CTPYKTYPY M LITATHOE pacIUCaHKe IEHTpaIbHOro ammapaTta CiryObl B Tipeeiax
ycraHOBIIeHHBIX [IpaButensctBoM Poccuiickoit denepanuu (oHOa OMMIaThl TPyAa M YHUCICHHOCTH
pabOTHUKOB, CMETy pacxoJ0B Ha cojAepkaHHe IeHTpanbHOro ammapata CiyxObl B mpeaenax
YTBEPKACHHBIX HA COOTBETCTBYIOIIUI IEPUOJI ACCHTHOBAHHM, MPEIyCMOTPEHHBIX B (eacpaibHOM
OI0JIKETE;

9.6. yTBep)KIaeT YMCICHHOCTh M (OHJ OIUIaThl TpyJa paOOTHUKOB TEPPUTOPUAIBHBIX OPraHOB
Cmy>xObl B TIpejieniax nmokasaresel, ycranoBieHHbIX [IpaButensctBoM Poccuiickoit deneparuu, a Takxke
CMETY pacxXxoJ0B Ha HUX COJepXaHHe B TMpeaenax YTBEPKICHHBIX HA COOTBETCTBYIOIIUNA MEPHOJ
ACCUTHOBAHUM, IPEIyCMOTPEHHBIX B (pesiepanbHOM OIOKeTe;
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MoctaHoBneHue lMpasutensctea PO ot 30.06.2004 N 323
( T 24.10.2025) [okymeHT npeaoctasneH KoHcynbrautllatoc
"pe,q. or &% 1%, . [Jlata coxpaHeHusi: 16.01.2026
06 yTBepxaeHuu MNonoxeHus o GeaepansHou cnyxbe n...

9.7. Ha ocHoBanuu u Bo wucnonHeHue Koucrutynuu Poccuiickoit ®denepanuu, dhenepambHbIX
KOHCTUTYIIMOHHBIX 3aKOHOB, (elepalibHbIX 3aKOHOB, akToB I[Ipesmmenta Poccuiickoit denepanuu,
IIpaBurensctBa Poccuiickoit @enepanuu u Munucrepersa 3apasooxpanenus Poccuiickoit denepanuun
M3JIaeT MPUKA3BI IO BOMIPOCAM, OTHECEHHBIM K KoMTieTeHIHH CITyKOBI.

(B pen. Locranosnenus IlpaBurensctBa P® ot 19.06.2012 N 614)

10. ®uHaHCHpOBaHME PACXOJOB Ha COJAEP)KAHWE IIEHTPAIBHOTO ammapara u TePPUTOPUATBHBIX
opranoB deznepanbHOI CIyXOBbI TO Hag30py B cdepe 3ApaBOOXpPaHEHUs] OCYIIECTBISETCS 3a CYeT
CpPeACTB, MPEAYCMOTPEHHBIX B (hefiepaibHOM Oro/IKeTe.

(B pen. Locranosnenus IlpaBurenscrBa P® ot 19.06.2012 N 614)

11. ®epepanpHas ciyk06a 1Mo Haa30py B cepe 3ApaBOOXpPAHEHUS SBISIETCS IOPUIUIECKUAM JIUIIOM,
uMeeT neudath ¢ u3o0paxkeHueM ['ocynapcrBeHHoro repba Poccuiickoit ®denepanuu U co CBOUM
HaMMEHOBAaHMEM, HHBIE I€4YaTH, IITaMIlbl M OJIAHKM YCTAHOBJIEHHOIO o00pasla, a Takke CYera,
OTKpbIBa€Mbl€ B COOTBETCTBHH C 3aKOHOAaTeNIbCTBOM Poccuiickoil deneparu.

(8B pen. locranoBnenus IIpasutensctea PO ot 19.06.2012 N 614)

OenepanibHas ciry’k0a 1Mo Haa30py B cdepe 37ApaBOOXpPAHCHHS BIIPABE WMETh [epaibJIMYeCKUN
3HaK - SMOnemy, ¢Jar ¥ BbIMIIEN, ydpexaaemMble MHUHUCTEPCTBOM 3lpaBooXpaHeHusi Poccuiickoit
®denepanuu 1o coryiacoBanuio ¢ ['epanbandeckum coeroM mipu [Ipesunente Poccuiickoit deneparum.
(a63am; BBeaen [loctanopienunem IlpaBurensctBa PO ot 24.03.2011 N 210, B pen. [locTaHoBieHHS
[IpaBurtensctBa P® ot 19.06.2012 N 614)

12. Mecto HaxoxnaeHus DenepanbHON CIyx)Obl MO HAI30py B cdepe 3IpaBOOXpaHEHHUS - T.
Mocksa.
(B pen. Hocranosnenus [IpaButensctBa PO ot 19.06.2012 N 614)
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