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MoctaHoBneHue lMpasutensctea PO ot 30.06.2004 N 323 K n
KOHCYJ/IbTAHTIIIHOC
(pea. ot 25.01.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" u [aTta coxpaHeHus: 24.05.2022
06 yTBepxaeHuu MNonoxeHus o GeaepansHou cnyxbe n...

NMPABUTENbCTBO POCCUNCKON ®EOEPALIUN

MOCTAHOBINEHUE
oT 30 uroHa 2004 r. N 323

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

Crrcok M3MEHS0IMUX JOKYMEHTOB
(B pen. [locranosnenwuii [IpaButensctea 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,
o1 20.08.2010 N 650, ot 29.10.2010 N 8635, ot 27.12.2010 N 1156,
o1 24.03.2011 N 210, ot 26.12.2011 N 1132, ot 02.05.2012 N 413,
ot 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 or 01.07.2016 N 616, 0T 31.01.2017 N 114

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

ot 29.05.2019 N 685, or 15.11.2019 N 1459, or 26.11.2019 N 1510,
or 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)

IS

DN S

IIpaBurenscTBO Pocculickoit Penepanyy NOCTaHOBIISET:

1. VYTBepauth mnpunaraemoe I[lonoxenue o PDepepanpHOl ciyx0e 1o Ham3opy B cdepe
3/IpaBOOXpPaHEHMUSI.
(B pen. Hoctanornenus [IpaButensctBa PO ot 19.06.2012 N 614)

2. MMHHCTEpCTBY 3paBOOXpAaHEHUs U COLIMATIbHOrO pa3Butus Poccuiickoit deneparyn BHECTH 10
1 oktsa6pst 2004 1. B IIpaBuTensctBo Poccuiickoit deneparyyu npoeKThl HOPMAaTHUBHBIX NIPABOBBIX AKTOB
C LENbI0 YIMpa3JIHEHHUs] NMPU3HAHHBIX H30BITOYHBIMH MOJTHOMOYHH, MPETyCMOTPEHHBIX MOITYHKTaMH
6.8 u 6.9 Ilonoxenus: o dexepanbHOi CiTy>)kOe O HAI30py B cdepe 3APaBOOXPAHEHUSI M COLUAIBHOTO
pa3BUTHSL.

[Ipencenarens [IpaBurenscTBa
Poccuiickoit ®enepanun
M.®PAJZIKOB

YTBepxkACHO

[TocranoBnenuem [IpaButenbcrBa
Poccuiickoit ®eneparn

ot 30 urons 2004 r. N 323
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MoctaHoBneHue lMpasutensctea PO ot 30.06.2004 N 323 K n
KOHCYJ/IbTAHTIIIHOC
(pea. ot 25.01.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" u [aTta coxpaHeHus: 24.05.2022
06 yTBepxaeHuu MNonoxeHus o GeaepansHou cnyxbe n...

] MONOXEHVE
O ®EAEPANBHOW CNYXBE MO HAQ30PY B COEPE 3[PABOOXPAHEHUS

Crrcok M3MEHS0IMUX JOKYMEHTOB
(B pen. [locranoBnenwuii [IpaButenscrea 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,
o1 20.08.2010 N 650, ot 29.10.2010 N 8635, ot 27.12.2010 N 1156,
o1 24.03.2011 N 210, ot 26.12.2011 N 1132, ot 02.05.2012 N 413,
ot 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 or 01.07.2016 N 616, 0ot 31.01.2017 N 114

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

ot 29.05.2019 N 685, or 15.11.2019 N 1459, or 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)

IS

DN S

. O6wme nonoxeHus

1. ®enepanbHas ciyx06a 1mo Haa3opy B cdepe 3apaBooxpanenus (PoczmpaBHamzop) siBisieTcs
(denepanbHbIM OPraHOM HWCIHOJHUTENIBHON BIACTH, OCYIIECTBISIONUM (PYHKIMU TO KOHTPOIIO U
HaJ30py B cepe 3apaBOOXpaHEHHUS.

(n. 1 B pea. lloctanosnenus [IpaButenscta PO ot 19.06.2012 N 614)

Koncynprantlntoc: npumeyanue.
PykoBonctBo nearenbHocThi0 ®PMBA Poccun ocymectsnsier [IpaBurensctBo PO (Yka3 [pe3unenta
P® or 21.01.2020 N 21).

2. denepanpHas Cciayx0a 1O Hag30py B cdepe 3ApaBOOXPAHCHUS HAXOIUTCS B BEJICHUU
Mununcrepcrsa 3apaBooxpaneHus Poccuniickoit denepanun.
(B pen. Hocranosnenus [IpaButensctBa PO ot 19.06.2012 N 614)

3. denepanpHas ciayx0a 1o Ham3opy B chepe 3IpaBOOXpaHEHUS PYKOBOJCTBYETCS B CBOEH
nesrenbHocT  Koncturynmedt Poccuiickoit  ®enepaunu, ¢enepaabHbIMH  KOHCTUTYLMOHHBIMHU
3akoHaMH, (enepaabHbIMU 3aKkoHamu, aktamu [Ipesunenta Poccuiickoii @enepanun u IlpaButenscTBa
Poccuiickoit  @enepaunn, MeXIyHApOAHBIMM JoroBopamu Poccuiickoii @enepauuu, akTamu
MunuctepcTa 3apaBooxpanenus Poccuiickoit @eaepanuu, a Takke HacTosmuM [looxennem.

(B pen. Hocranosnenus [IpaButensctBa PO ot 19.06.2012 N 614)

4. OepepanbHas ciuyx0a 1O Ham3opy B cdepe 3ApaBOOXPAHECHUS OCYIIECTBISIET CBOIO
JEeSATEIbHOCTh HEMOCPEJACTBEHHO U 4Yepe3 CBOM TEPPUTOPUATIBHBIE OpraHbl BO B3aUMOJACHCTBUHU C
ApyrumMu  (efepabHBIMU OpraHaMy MCIOJHHUTEIBHON BIAcTH, OpraHaMU HCHOJIHMUTENBHOM BIACTH
cyorekToB Poccuiickoit @enmeparyivi, OpraHaMH MECTHOTO CaMOYIPABJICHHs, OOIICCTBCHHBIMU
O6’I)€ILI/IH€HI/I$IMI/I W MHBIMH OpraHUu3alusiMu.

(B pen. Hocranosnenus [IpaButensctBa PO ot 19.06.2012 N 614)

Il. MonHomo4un
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MoctaHoBneHue lMpasutensctea PO ot 30.06.2004 N 323 K n
KOHCYJ/IbTAHTIIIHOC
(pea. ot 25.01.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" u [aTta coxpaHeHus: 24.05.2022
06 yTBepxaeHuu MNonoxeHus o GeaepansHou cnyxbe n...

5. ®epepanbHas ciyx0a Mo HaA30py B cdepe 3ApaBOOXPAHEHHUS OCYIIECTBISIET CIEAYIONIUE
MTOJTHOMOYHSI:
(B pen. Hocranosnenus [IpaButensctBa PO ot 19.06.2012 N 614)

5.1. ocyliecTBsET:

5.1.1. yrpatuin cuiy. - [loctanonenue [IpaBurenscta P® ot 19.06.2012 N 614;

5.1.1.1. yrpatun cuny. - [loctanosnenue IIpasutensctBa PO ot 20.08.2010 N 650;

5.1.1.2. ucknroueH. - [loctanosnenue Ilpasurenscrea P® ot 02.05.2012 N 413;

5.1.2. rocymapCcTBEHHBIN KOHTPOJIb 32 O0paIICHUEM METUITUTHCKUX U3ICTUI IIOCPEICTBOM:
(nm. 5.1.2 B pen. [locranosnenus [TpasurensctBa PO ot 02.05.2012 N 413)

5.1.2.1. mpoBeneHHUsT MPOBEPOK COOIIO/ICHNUS CyOBEeKTaMH OOpalieHusT MEIUIIMHCKUX HW3IeTUi
npaBui B cepe oOpalieHust MeTUIIMHCKUX U3/1eIHi;
(nm. 5.1.2.1 BBenen [ocranoBnenuem [IpaButenscta PO ot 02.05.2012 N 413)

5.1.2.2. Bbloauu paspelieHuil Ha BBO3 Ha Teppuroputo Poccuiickoit ®enepanuy MEIULUHCKUX
W3JIeNIUI B LEIX UX FOCYJapCTBEHHOM PErucTpaLumy;
(nm. 5.1.2.2 BBenen [ocranosnenuem [Ipasutenscta PO ot 02.05.2012 N 413)

5.1.2.3. nmpoBeeHrss MOHUTOPHUHTA OE30MACHOCTH MEIUIIMHCKUX U3/IEITHI;
(mm. 5.1.2.3 BBenen [Hoctanosienuem [IpaButensctBa PO ot 02.05.2012 N 413)

5.1.2.4. npoBeieHNs] KOHTPOJIBHBIX 3aKYIOK B LIEJISAX MPOBEPKH COOJIIOJCHUS 3alpeTa pealn3aluu
¢banbCcuUIMPOBAHHBIX MEAMLMHCKUX W3/EIMNA, HEAOOPOKAUECTBEHHBIX MEAMLUMHCKUX H3ACIHA U
KOHTpa(aKTHBIX MEAUIUHCKUX U3ACIIHIA;
(nm. 5.1.2.4 BBenen locranosnenuem [IpaButenscrBa PO ot 15.11.2019 N 1459)

KoncynprantlIntoc: mpumeyanue.
C 01.01.2027 mm. 5.1.2.5 yrpaunBaet cuny (IlocranoBinenue IlpaButensctBa P ot 20.10.2021 N
1803).

5.1.2.5. BbIIaud B YCTAHOBJIEHHOM 3aKOHOAATEILCTBOM Poccuiickoit dPenepanuu MHOPSIKE
paspenieHus Ha BBO3 Ha Tepputopuio Poccuiickoit denepanuy He3aperuCTPUPOBAHHBIX MEAUITUTHCKHUX
W31eNUi Ul OKa3aHUs MEIULIMHCKOM MOMOIIH MO KU3HEHHBIM ITOKa3aHUAM KOHKPETHOTO MallUeHTa;
(nm. 5.1.2.5 BBenen [ocranosnennem [IpaButenscrBa PO ot 20.10.2021 N 1803)

5.1.3. rocynapCTBEHHBI KOHTPOJIbh KadecTBa M 0O€30IMacHOCTH MEIUIMHCKON NeSATeIhbHOCTH
MOCPENICTBOM TIPOBEICHUS:
(B pen. [locranosnenwuii [IpaButensctea PO ot 02.05.2012 N 413, ot 17.06.2020 N 866)

5.1.3.1. mpoBepok coOJOIEHUsT OpraHaMH TOCYJIapCTBEHHON BiacTu Poccuiickoit deneparuu,
OpraHaMH MECTHOTO CaMOYTpaBJICHHs, TOCYIapCTBEHHBIMU BHEOIOKETHBIMU (DOHAAMH, a TaKKe
OCYUICCTBIISIONUMU  MEAUIMHCKYI0O H  (apMaleBTUYECKYIO JIeATEIbHOCTh OpraHu3alUsIMUu U
WHIAVNBUAYATBHBIMU MPEANPUHUMATEISIMA TIPAaB TPaXKIaH B cepe OXpaHbl 37A0POBbsI TPAXKIAH, B TOM
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YHCIe JOCTYMHOCTH JUIS WHBAJIHIOB OOBEKTOB HMHQPACTPYKTYpHl M TPENOCTABISEMBIX YCIYr B
yKa3zaHHOU cdepe;
(B pen. [locranoBnenwuii [Ipasurenscrea P® ot 03.11.2018 N 1315, ot 17.06.2020 N 866)

5.1.3.2. mOpoBepoK MNPUMEHEHHS] MEIUIUHCKUMHU OpraHM3alMsIMM W WHAUBUAYAJIbHBIMU
MpEeNNPUHUMATEISIMU, OCYLIECTBISIIOIIMMUA ~ MEAUIMHCKYIO  JIESTEIbHOCTh, MOPSJIKOB OKa3aHUs
MEIULMHCKON TOMOIIY U CTAHJAPTOB MEAULIMHCKONW OMOILY;
(8 pen. IlocranoBnenuit IlpaBurensctBa P® ot 02.05.2012 N 413, or 15.11.2019 N _1459, ot
17.06.2020 N _866)

5.1.3.3. mpoBepoK COOMIOACHUS MEIUIMHCKAMHU OpPraHM3alMsAMH W HHIUBUAYaJTbHBIMU
NPEINPUHIMATEISIMA, OCYIIECTBIISIONIMMA MEAWIUHCKYIO JIeATENIbHOCTh, TOPSIIKOB MPOBEACHUS
MEJWIMHCKUX  OKCIEPTU3, JHWCIAHCEPH3AIMH, MEAWIMHCKUX  OCMOTPOB M MEIUIIMHCKHX
OCBUJIETEIbCTBOBAHMIA;
(8 pen. IlocranoBnenuit IlpaBurensctBa P® ot 02.05.2012 N 413, or 15.11.2019 N _1459, ot
17.06.2020 N 866)

5.1.3.4. TmpoBepoK COOMIOACHUS MEIUIMHCKAMHU OpPraHM3alMsAMH W HHIUBUIYaJTbHBIMU
MPEINPUHIMATENSIMH, OCYIIECTBISIONIMMA MEAUIUHCKYIO JIEITETFHOCTh, TpeOOBaHUHN 1O O€301MacHOMY
MPUMEHEHHIO U DKCIUTyaTallid MEIUITUHCKIX M3ACTHH U UX YTHIN3aluH (YHHYTOKECHHUIO);
(B pen. [Tocranosnenwnii [IpaButensctBa PO ot 02.05.2012 N 413, ot 17.06.2020 N 866)

5.1.3.5. npoBepok cOOII0AEHUS MEIUIMHCKUMU PAaOOTHUKAMH, PYKOBOAUTEISAIMU MEIUIIMHCKUX
opraHuzanuii, QapmaneBTH4eCKUMU paOOTHUKaMU H PYKOBOJAUTENISIMH aNTEYHBIX OpraHU3aINi
OTpaHUYEHUH, MPUMEHSEMBIX K HHUM MpPU OCYIIECTBICHUH MNPO(ECCHOHAIBHONW JesTeIbHOCTH B
COOTBETCTBUU C 3aKOHOAATENBLCTBOM Poccuiickont denepanny;
(B pen. [locranosnenwuii [IpaButensctea PO ot 02.05.2012 N 413, ot 17.06.2020 N 866)

5.1.3.6. IpoBEpOK OpraHU3aluy U OCYIIECTBICHHUS BEIOMCTBEHHOIO KOHTPOJII M BHYTPEHHETO
KOHTPOJISI KadyecTBa M O€30MaCHOCTH MEIUIMHCKON AEATeNbHOCTH COOTBETCTBEHHO (efepaabHbIMU
OpraHaMH HCIIOJIHUTENIbHOW BIJIACTH, OpPraHaMM HCIIOJHUTENBHON BIACTH CcyObekToB Poccuiickoii
@enepan U OpraHaMy, OPraHU3aLUsSMHM TI'OCYJApCTBEHHOM, MYHMIMIAIBHOMW M YaCTHOM CHUCTEM
3IpaBOOXPaHEHUS;
(B pen. [locranosnenwuii [IpaButensctea PO ot 02.05.2012 N 413, ot 17.06.2020 N 866)

5.1.3.6(1). KOHTPOJIBHBIX 3aKymOK B IMEJIAX MPOBEPKH COONIOACHUS  MEIUIIMHCKUMU
OpraHM3alMsIMH ¥ HMHIUBUIYaIbHBIMU MPEANPUHUMATEISIMHU, OCYIIECTBISIONIMMH MEIUIIUHCKYIO
NeSATEIbHOCTD, MOPSAAKA U YCIIOBUN MPEAOCTABIICHUS TUTATHBIX METULIIUHCKUX YCIYT;
(. 5.1.3.6(1) BBenen [Hocranosnenunem IIpasurtenscta PO ot 17.06.2020 N 866)

5.1.3.7. yrpatun cuiny. - [locranoBnenue IIpasutenscta PO ot 20.08.2010 N 650;
5.1.3.8 - 5.1.3.11. uckmouensl. - [locranopnenue [IpaButensctBa PO ot 02.05.2012 N 413;
5.1.4. denepanbHbIil TOCYIApPCTBEHHBIM HAA30p B cdepe oOpalieHus JEKapCTBEHHBIX CPENICTB (B

OTHOIICHHH JIEKAPCTBEHHBIX CPEACTB TSI METUIIMHCKOTO IIPUMEHEHHS) TOCPEICTBOM:
(mm. 5.1.4 B pen. Hocranosnenus [Ipasurensctsa PO ot 06.09.2014 N 913)

5.1.4.1. opraHuzanid ¥ TPOBEACHUS TPOBEPOK COONIONCHUS CYObEKTaMH OOpaIeHUs
JIEKapCTBCHHBIX CPEJICTB yCTAHOBJICHHBIX DenepaibHbIM 3aK0HOM "OO 0O0pameHuH JeKapCTBEHHBIX
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cpeacTB" W TPUHATHIMH B COOTBETCTBUU C HHM UWHBIMU HOPMATHBHBIMU TPABOBBIMHU aKTaMHU
Poccuiickoit denepanuu TpeOOBaHUI K JOKIMHUYECKUM HCCIICIOBAHUSAM JIEKAPCTBEHHBIX CPEJNICTB,
KIIMHUYECKUM  HCCJICIOBAHMSIM JICKAPCTBEHHBIX IMpEnapaToB, XpaHEHUIO, IMEPEBO3KE, OTIIYCKY,
peanu3alnuu JIEKapCTBEHHBIX CPEACTB, MPUMEHEHHUIO JIEKAPCTBEHHBIX IMPENapaToB, YHUUYTOKECHHIO
JIEKAPCTBEHHBIX CPEJICTB, YCTAHOBIICHUIO TMPOU3BOJUTEISIMUA 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 TPOBENEHUS IPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB,
HaXOJALINXCS B TPAXKIAHCKOM 000pOTe, YCTAHOBJICHHBIM 00513aTeIbHBIM TPEOOBAHHSIM K UX KaYeCTBY;
(B pen. [locranosnenwuii [IpaButensctea PO ot 06.09.2014 N 913, ot 03.06.2015 N 536)

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

5.1.4.4. npuMeHeHUs B MOPSAJKE, YCTAaHOBIEHHOM 3aKOHOJATeNnbcTBOM Poccuiickoit denepanumy,
MEp M0 IPECEYECHMIO BBISBICHHBIX HApyIIEHUN 00s3aTelbHBIX TPeOOBaHUN M (WIM) YCTPAHEHUIO
MOCTICICTBUIM TaKUX HAPYUICHWH, B TOM YHCJIE NMPHUHATHIO PEIICHHS O HAXOXKICHUHU JIEKAPCTBEHHBIX
CPEICTB JUIsl MEAMIIMHCKOIO TNPUMEHEHHs B OOpallleHHH, BBIJAYM NpeInUcaHuii o0 yCTpaHEeHUU
BBISIBIICHHBIX HapyIIEHUI 00s3aTenbHbIX TPEeOOBAaHMI 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 3aKyMOK B IIENSAX MPOBEPKH COOIIOACHUS CyObEeKTaMu
oOpamieHusl JeKapCTBEHHBIX CPEACTB, OCYIIECTBIIIONIMMH PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMH
npenapatamMy JiIsl MEIWIIUHCKOTO TMPUMEHEHHsI, MPaBHJI OTITyCKa JICKAPCTBEHHBIX MPENapaToB s
MEJMULMHCKOrO MpUMEHEHUs M (WiIM) 3ampera NpoAakd (GalbCUUIMPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB, HETOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB M KOHTPA(aKTHBIX JIEKApCTBEHHBIX CPECTB;
(nm. 5.1.4.5 BBenen [Hocranosnennem [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. o6paboTku cBeneHU, B 00S3aTEILHOM TMOPSJIKE MPEIOCTABIAEMbIX CyOBbEKTaMU
oOpalieHus JIeKapCTBEHHBIX CPEACTB Ui MEIUIMHCKOTO MPUMEHEHHs, O CEpHsiX, MapTUsIX
JIEKapCTBEHHBIX CPEJICTB, MOCTYMAIOMINX B TpaXkIaHCKu 000poT B Poccuiickoit dexneparym;

5.1.4(1).2. orOopa 00pa3lOB JEKAPCTBEHHBIX CPEACTB IS MEIUIMHCKOIO MpPUMEHEHHS Y
CyOBEKTOB 0OpaleHHs JIEKAPCTBEHHBIX CPEICTB JJISI MEAULIMHCKOTO TPUMEHEHUS B IIEIISAX MPOBEICHHS
UCTIBITAHUHA HAa WX COOTBETCTBHE TpPEOOBAaHUSM HOPMATUBHOW JOKYMEHTAllMM WM HOPMATHBHBIX
JOKYMEHTOB;

5.1.4(1).3. npuHATHS TO pe3yjbTaTaM IPOBEACHHBIX HCIBITAHWA pEHICHUS O JajbHEHIeM
TPaXJTaHCKOM  000pOTE€ COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO CPEACTBA JUIS  MEIULUHCKOTO
MIPUMEHEHUS;

5.1.4(1).4. npunHsATUS pEUICHUS O TMEpPEeBOJE JEKAPCTBEHHOTO CpEACTBA I MEAUIIMHCKOTO
MPUMECHECHHUST Ha IIOCEPUHHBIA BBIOOPOYHBIM KOHTPOJh KadecTBa JIEKAPCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO TPUMEHEHHsI B CJydae TIOBTOPHOTO BBISIBJICHUS HECOOTBETCTBHS  KadecTBa
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JIEKapCTBEHHOTO CPEJCTBA JJIsi MEAMIIMHCKOTO MPUMEHEHHs YCTAaHOBJICHHBIM TpeOOBaHHSAM M (IpU
HEOO0XO/MMOCTH) O TpPOBEpPKE CyObeKTa OOpaIleHusl JIEKAPCTBEHHBIX CPEJICTB IS METUIIMHCKOTO
MIPUMEHEHHS;

(nm. 5.1.4(1) BBenen [locranosnenuem IlpasurensctBa PO ot 03.06.2015 N 536)

5.1.4(2). opranmzamuioo W (WIM) TPOBEICHHE WHCICKTUPOBAHUS CYOBEKTOB OOparieHus
JIEKAPCTBEHHBIX CPEACTB JUIsI MEJULMHCKOrO NPHUMEHEHUS HAa COOTBETCTBHE IPaBWJIaM HaJUleKallen
nabopaTopHON MPaKTUKU, MpaBUIaM HaANeXalleld KIMHUYECKOW MpPaKTHKH, OpaBHIaM HaJjIeKallei
MPAaKTUKKH XpaHEHUsT M TMEpPEeBO3KM JIEKAPCTBEHHBIX MpErnapaToB, MpaBUiaM  HajJexanlei
JTUCTPUOBIOTOPCKOM MPAKTUKH, IPABUIIAM HA/JICKAIIEH alTeUHOU MTPAKTUKU;
(nm. 5.1.4(2) BBenen [locranosnenuem IlpasurensctBa PO ot 03.06.2015 N 536)

5.1.5. yrparun cuny. - [locranosnenue IIpaBurensctBa PO ot 06.09.2014 N 913;

5.1.6. KOHTpOJIBb 3a:
(mm. 5.1.6 BBenen [locranosnenueM I[IpaBurensctBa PO ot 02.05.2012 N 413)

5.1.6.1 - 5.1.6.2. yrparunu cuny. - [locranosnenue [IpaBurenscrtea PO ot 19.06.2012 N 614;

5.1.6.3. peanu3anueil perHOHANBHBIX IMPOTPAMM MOJIEPHU3AIUHN 3IPAaBOOXPAHCHHUS CYOBEKTOB
Poccniickoit ®enepanum M MEpONPHUATHM MO MOJAEPHU3ALMUHA TIOCYJAPCTBEHHBIX YUYPEKICHUH,
OKa3bIBAIOIINX METUIIMHCKYIO MOMOIIb, TOCYJapPCTBEHHBIX YUPEXKICHUHN, PEaTU3yIONINX MEPONPHUSITHS
110 BHEAPEHUIO HH(OPMALIMOHHBIX CUCTEM B 3/IpaBOOXPAHEHHUE;
(nm. 5.1.6.3 BBenen [HocranoBnenuem [IpaButenscta PO ot 02.05.2012 N 413)

5.1.6.4.  1OCTOBEPHOCTBIO  MEPBUYHBIX  CTATUCTMYECKUX  JIAaHHBIX,  MPEJOCTABISIEMBIX
MEJIUIUIMHCKUMHU OpraHu3alsiMA W WHJMBUAYAJIbHBIMU MPEANPUHUMATEISIMU, OCYIIECTBISIOMIMMUI
MEJIUIIUHCKYIO ACSITEIHHOCTD;
(. 5.1.6.4 BBenen [octanosnenuem [IpasutensctBa PO ot 02.05.2012 N 413)

5.1.7. xoHTpONIH 32 d3PPEKTUBHOCTHIO U KAYECTBOM OCYIIIECTBJICHHUSI OpraHaMH TOCYyIapCTBEHHON
BrnacTu cyOwekToB Poccuiickoit denepanuu cleayoomux MepelaHHbIX MoidHoMouni Poccuiickoit
denepauuu:

MOJTHOMOYHMIM B O0JIACTH OKa3aHUs TOCYAApCTBEHHOW COIMAlbHON MoOMoOUIM B BHIe Habopa
COIIMANIBHBIX YCIIYT C TIPaBOM HAIPaBIICHUsI MPEANTMCAHUN 00 yCTpaHEHUH BBISIBJICHHBIX HAPYIICHUN U O
MPUBJICYEHUH K  OTBETCTBEHHOCTH  JIOJDKHOCTHBIX  JIMI[, HCIOJHSAIOMIKUX  OOS3aHHOCTH IO
OCYIIECTBJICHUIO NIEPEJaHHBIX IOJTHOMOYNI;

MOJTHOMOYHH B cepe OXpaHbl 310pOBbs, MPEYCMOTPEHHBIX YacTbio 1 ctateu 15 PenepanbHOro
3akoHa "OO OCHOBaxX OXpaHbI 3/10pOBbs rpaxaaH B Poccuiickoit ®enepanun', ¢ MpaBoM HarpaBiIeHUS
IIPEANUCAaHUN 00 YCTpPaHEHUHU BBISIBICHHBIX HApyLIEHUMH W O IPUBJICYEHUM K OTBETCTBEHHOCTU
JOJKHOCTHBIX JIML, UCTIOJHSIOMINX 0053aHHOCTH 0 OCYIIECTBICHUIO N€PEIaHHbIX TOJTHOMOYMIA;

MOJIHOMOYHMI 10 OCYIIECTBICHUIO €KErOoJHOW JEHEeKHOM BBIILIATHI JIMLAM, HArpakKICHHBIM
HarpyaHbiM 3HaKoM "TlouetHblit qoHop Poccun", ¢ mpaBom HampaBiieHUs MPEANMCaHUi 00 YCTpaHCHUH
BBISIBJICHHBIX HAPYIIEHUH U O MPUBJICUEHUU K OTBETCTBEHHOCTH AOKHOCTHBIX JIWI, MCTIOTHSIOIINX
0053aHHOCTH T10 OCYIIECTBJICHUIO NEPEAAHHOTO MOTHOMOYUS;

(nm. 5.1.7 B pen. Llocranosnenus IIpasurenscta PO ot 24.11.2020 N 1923)
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" u [aTta coxpaHeHus: 24.05.2022
06 yTBepxaeHuu MNonoxeHus o GeaepansHou cnyxbe n...

5.1.8. KOHTpPOJb 3a  JEATCIPHOCTHIO  MEIUIIMHCKUAX  OpPraHU3alliii,  OKa3bIBAIOIIMX
MICUXUATPUYECKYI0 TIOMOIb, CTAIMOHAPHBIX YUYPEKACHUN COLMATBHOTO OOCIYXHBAHHS Ui JIHII,
CTpaJaroNIMX NICUXUICCKUMU PACCTPONUCTBAMHU (B YaCTH OKa3aHUS MICUXUATPUICCKON TTOMOIIIH);

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

5.1.9. KOHTpOJIbL 3a HCIOJIB30BAHMEM HAPKOTHUYECKUX CPEJICTB M TCUXOTPOIHBIX BEHIECTB,
XpaHAIMXCAd B anTedykax MHEepBOM MOMOLIM HAa MOPCKMX M BO3AYIIHBIX CyJaX MEXIYyHapOAHOTO
COOOIIEHHUS U B MT0€3/1aX MEXyHAPOJHbIX JIUHUMH;

(nm. 5.1.9 BBenen llocranosnenueM IlpaBurensctBa PO ot 06.09.2014 N 913)

5.1.10. rocymapCTBEHHBI KOHTPOJb 3a JEATEILHOCTHIO B cdepe oOpalieHuss OMOMETUIIMHCKUX
KJIETOYHBIX TPOTYKTOB TIOCPEICTBOM:
(nm. 5.1.10 BBenen [loctanosnenuem [IpaBurtensctea PO ot 31.01.2017 N 114)

5.1.10.1. opraHu3amuu ¥ TPOBEJACHUS TPOBEPOK COOMIOACHHUS CYObEKTaMU OOpaIeHus
OMOMEIUIIMHCKMX  KIIETOYHBIX  MPOAYKTOB  yCTaHOBINEHHbIX  DenmepanbHbiM  3akoHOM  "O
OMOMEIWIIMHCKUX KIETOYHBIX TMPOAYKTaXx" W TPUHATHIMH B COOTBETCTBUM C HHUM HHBIMHU
HOPMATUBHBIMHU TIpaBOBBIMH akTamu Poccuiickoii ®enepanmu TpeOoBaHM K JOKIMHHYECKUM
UCCIIEIOBaHUAM,  KIMHMYECKUM  HCCJIEIOBAaHUSIM, IPOU3BOJACTBY,  peall3allid,  XPaHEHHUIO,
TpaHCIIOPTUPOBKE, BBO3Yy B Poccuiickyro ®enepamuio, BbIBO3y u3 Poccuiickonn ®dexneparuu,
MIPUMEHEHUIO, YHUUTOKEHUI0 OMOMETUIIMHCKUX KJIETOUHBIX TIPOAYKTOB;
(mm. 5.1.10.1 BBenen [locranosnenuem [IpaBurensctBa PO ot 31.01.2017 N 114)

5.1.10.2. opraHu3anmuu ¥ TPOBEACHUS MPOBEPOK COOTBETCTBUS OMOMEIUIIMHCKUX KIETOYHBIX
MPOJYKTOB, HAXONAIIUXCS B OOpaIlCHWH, IOKA3aTeNsIM KadecTBa, YCTAaHOBIECHHBIM HOPMATHBHOU
JTOKyMEHTaIMel Ha OMOMEIUIIMHCKUN KJIETOYHBIN TTPOYKT;
(nm. 5.1.10.2 BBeneH [locranosnenuem IlpaBurensctBa PO ot 31.01.2017 N 114)

5.1.10.3. mpuMeHeHuUs B MOPSJIKE, YCTAHOBICHHOM 3aKOHOJIaTesIbcTBOM Poccuiickoin denepainu,
Mep MO TPECEYCHHIO BBISIBICHHBIX HapyiieHuid TpeOoBanuii denepanpHoro 3akona "O
OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTax" U (WJIHM) IO YCTPAHCHUIO MOCIEACTBUI TaKUX HApYIICHHH, B
TOM YHUCJIE€ NPUHATUS pPEHIeHUS O MPUOCTAHOBICHUU OOpalleHUs OMOMEIMIIMHCKUX KIIETOYHBIX
MPOJYKTOB M BBIAA4M MPEANUCAHUN 00 YCTpaHEHUH BBISBJICHHBIX HAPYIICHUM, a TAaK)KE MPUBIICUEHUS K
OTBETCTBEHHOCTH JIHII, COBEPIIUBIITNX TAKUE HAPYIICHUS;
(. 5.1.10.3 BBeneH [locranosnenueM [IpaBurenscrBa PO ot 31.01.2017 N 114)

5.1.11. BEIOOPOYHBIN KOHTPOJIb KaueCTBAa OMOMEAUIIMHCKHUX KJIETOYHBIX MPOTYKTOB MOCPEICTBOM:
(mm. 5.1.11 BBenen [loctanosnenuem IIpaButenscta PO ot 31.01.2017 N 114)

5.1.11.1. oOpabGoTku cBeneHH, B 00A3aTEILHOM TOPSIKE IMPEICTABIAEMBIX CyObEKTaMu
oOpaiieHuss OMOMEIUIMHCKUX KJIETOYHBIX MPOAYKTOB, O CEpHsX, MNapTHsIX OUOMEIULIUHCKUX
KJIETOYHBIX MPOAYKTOB, IOCTYMAOMUX B oOpanienne B Poccuiickoit denepanuuy;
(rm. 5.1.11.1 BBenen [locranosnenueM [IpaBurensctBa PO ot 31.01.2017 N 114)

5.1.11.2. orGopa 00pa3iioB OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTOB y CYOBEKTOB OOpaIeHUs
OMOMEUIIMHCKUX KJIETOYHBIX MPOAYKTOB B LEISIX MPOBEIEHHUS MCIBITAHMM HAa HMX COOTBETCTBHE
TpeOOBaHUSAM HOPMATHBHOM TOKYMEHTAIUN Ha OMOMETUITMHCKIH KIETOYHBIA TPOAYKT;
(nm. 5.1.11.2 BBenen [locranosnenuem Ilpasurensctea PO ot 31.01.2017 N 114)
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5.1.11.3. mpuHATUA 1O pe3yjbTaTaM IPOBEIACHHBIX MWCHBITAHUNA pEHIeHUus O JajbHeiiem
00pallleHUH COOTBETCTBYIOLIETO OMOMEIUIIMHCKOTO KIIETOUHOTO IPOIYKTa;
(nm. 5.1.11.3 BBeneH [locranosnenuem Ilpasurensctea PO ot 31.01.2017 N 114)

5.1.11.4. mpuHATHS pelieHuss O TNepeBoAe OHOMEIUIIMHCKOrO KJIETOYHOrOo IPOAYKTa Ha
MOCEpUNHBIA BBIOOPOUYHBIM KOHTPOJb KAauecTBa B CIyyae IMOBTOPHOTO BBISABIIEHUS HECOOTBETCTBUS
KayecTBa OMOMEIUIIMHCKOIO KJIETOYHOrO IPOAYKTa TpeOOBaHMSIM HOPMATHBHOM IOKYMEHTAllUU Ha
OMOMEUIIMHCKUN KJIETOYHBIM MPOAYKT M (IIpU HEOOXOAWMOCTH) O MPOBEJIEHHM IMPOBEPKH CyOBEKTa
oOparieHns OMOMETUIIMHCKUX KJIETOYHBIX MTPOAYKTOB;
(nm. 5.1.11.4 BBenen [locranosnenuem Ilpasurensctea PO ot 31.01.2017 N 114)

5.1.12. mpuHsTHE pELLICHUS:
(nm. 5.1.12 BBegen [loctanosnenuem [IpaBurtensctea PO ot 31.01.2017 N 114)

5.1.12.1. o mprOCTaHOBJIECHUY TPUMEHEHUST OMOMEIUITMHCKOTO KJIIETOYHOTO MPOAYKTA;
(nm. 5.1.12.1 BBeneH [locranosnenuem [IpaBurensctBa PO ot 31.01.2017 N 114)

5.1.12.2. 006 wu3baATHM u3 oOpamieHus GanbCUPUIMPOBAHHBIX OUOMEIMIIMHCKUX KJIETOUHBIX
MIPOAYKTOB MM HETOOPOKAYECTBEHHBIX OMOMEIMIIMHCKUX KIETOYHBIX MPOTyKTOB;
(nm. 5.1.12.2 BBeneH [locranosnenuem IlpaBurensctBa PO ot 31.01.2017 N 114)

5.1.12.3. 06 yHuuyTOX)KeHUM (pambCuPUIUPOBAHHBIX OMOMEIUIMHCKUX KJIETOUHBIX MPOAYKTOB WU
HEe100pOKaYECTBEHHBIX OMOMEAMLIMHCKUX KIETOUYHBIX POIYKTOB;
(mm. 5.1.12.3 BBeneH [locranosnenuem [IpaBurensctBa PO ot 31.01.2017 N 114)

5.2. npoBOAMT:
(nm. 5.2 B pen. [locranosnenus Ilpasurenscrea PO ot 20.08.2010 N 650)

5.2.1. MOHWUTOPUHT AacCCOPTUMEHTa ¥ IIeH Ha JKU3HEHHO HEOOXOAMMBbIE U Ba)KHEUIINE
JIEKapCTBEHHBIC TTPENapaThl;
(rm. 5.2.1 B pen. lHocranonenus [IpaBurensctBa PD ot 20.08.2010 N 650)

5.2.2. MOHMTOPUHI 0€30MAaCHOCTH MEIUIMHCKUX H3JENuil, perucTpanuio NoOOYHBIX IEHCTBHUH,
HEXXEJAaTeNbHbIX pEaKUMd NpH MPUMEHEHMHM MEAMLMHCKUX H3JeNud, (akToB U OOCTOSATENBCTB,
CO3/JAIIIMX YIpo3y MNpPUYMHEHHMS Bpelda JKU3HM U 3J0pOBBIO JIOAEH mpu  oOpalieHuu
3aperucTPUPOBAHHBIX MEIULIMHCKUX U3ENN;

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

5.2.3. MOHUTOPHUHT 6€30MaCHOCTH OMOMEIULIMHCKUX KIETOYHBIX IPOYKTOB;
(nm. 5.2.3 BBeneH [locranosnenueM I[IpaBurensctBa PO or 31.01.2017 N 114)

5.3. oCylIeCTBIISIET:
(nm. 5.3 B pen. [locranosnenus Ilpasurenscrea 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€ATEIbHOCTH, OTHECEHHBIX K KoMrieTeHIIuH CirykKObI;
(nm. 5.3.1.8 BBenen [HocranoBnenuem [IpaButenscta PO ot 02.05.2012 N 413)
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5.3.1.9. yrpatui cuiny. - [locranosnenue IIpaButenscta PO ot 19.06.2012 N 614;

5.3.2-5.3.2.1. yrpatunu cuny. - [loctanosnenue IIpasurenscrsa P® ot 02.05.2012 N 413;

5.3.2.2-5.3.2.5. yrpatunu cuiy. - [locranosnenue [IpaBurenscrea PO ot 20.08.2010 N 650;

5.3.2.6. yrpatun cuiy. - [loctanosnenue [IpasutensctBa PO ot 02.05.2012 N 413;
5.4. yrtpatun cuny. - [loctanosnenue [IpaButensctea PO ot 20.08.2010 N 650;

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

5.4(1).1. pa3pemienue Uil NOJTy4YEeHUs JTUIEH3UM Ha MpaBo BBo3a B Poccuiickyto denepanmio u
BbIBO3a n3 Poccuiickoii denepannii CUIBHOAEHCTBYIOLIMX BEIIECTB, HE SBJISIOLIMXCS IPEKYpPCOpamMu
HapKOTUYECKUX 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 denepaiinio MEIUIIMHCKUAX H3JETHN B IEIIX HX
roCy/IapCTBEHHON PETUCTPAINY;
(. 5.4(1).2 BBeaeH IlocranosnenueM [IpaBurensctBa PO ot 02.05.2012 N 413)

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

5.4(1).4. ceprudukar cneuuagucTa JMiaM, NOJYyUYHUBIIUM MEAUIIMHCKOE WU (hapMalleBTHUECKOe
o0Opa3oBaHKe B MHOCTPAHHBIX TOCYJapPCTBAX;
(. 5.4(1).4 BBeaeH IlocranosnenueM [IpaBurensctBa PO ot 02.05.2012 N 413)

5.4(1).5. zaximouenue (pa3pemuTenbHbIN JOKYMEHT) Ha BBO3 B Poccuiickyto deepainiio u BIBO3
n3 Poccuiickoit ®eneparun 00pas3oB OMOJOTHYECKUX MaTEpPHUAIOB deNOBEKa (32 HCKIIOYCHHEM
OHMOJIOTMYECKOr0 MaTepraia 4eJioBeKa, MOJyYeHHOTO MPHU TPOBEACHUH KIMHUYECKOTO HCCIICTIOBAHUS
JIEKapCTBEHHOT'O Mpemnapara Jisi MEAMIIMHCKOTO MPUMEHEHHS], 1 OMOJIOTHYEeCKOro MaTepualia yeioBeka,
MOJIyYeHHOTO TMPHU TPOBEACHUHM KIMHUYECKOTO HCCIEIOBAHHUS OHOMEIUIIMHCKOTO KJIETOYHOTO
MPOJYKTa, AN €ro HM3y4YeHUs B IENSIX JAHHOTO KIMHHYECKOTO HCCIEeIOBaHUS), TeMOMOITHYECKUX
CTBOJIOBBIX KJIETOK, KOCTHOTO MO3Ta, JOHOPCKHX JUM(OIMTOB B IEJSX MPOBEICHUS HEPOJCTBEHHOMN
TPaHCIUIAHTAIINH, TTOJIOBBIX KJIETOK U IMOPHUOHOB;
(. 5.4(1).5. BBenen [locranosnenueM [IpaBurensctBa P® ot 03.11.2018 N 1315)

5.4(1).6. 3axaroueHue (pa3peuIuTeNbHBIA JOKYMEHT) JUIS MOJYYCHHUS JUICH3UH Ha TIPaBO BBO3a B
Poccuiickyro @enepanuro u BeiBo3a U3 Poccuiickont defepanuy OpraHoB U TKaHEW 4YeJ0BeKa, KPOBU U
€e KOMIIOHEHTOB (32  HCKIIOYEHHEM 00pa3loB  OMOJIOTMYECKMX  MaTepualioB  YelloBeKa,
TeMOTIOATHYECKMX CTBOJIOBBIX KJIETOK, KOCTHOT'O MO3Tra, JOHOPCKUX JIMM(OLUTOB B IENAX MPOBEACHUSI
HEPOJCTBEHHON TPaHCIUIAHTALlMH, IOJOBBIX KJIETOK U SMOPHUOHOB);

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

5.4(1).7. pa3peimieHne Ha BBOJ B IpakaaHCckuii o0opoT B Poccuiickoit ®denepanuu cepuu Wid
MapTUU UMMYHOOHOJIOTHYECKOT0 JIEKapCTBEHHOTO Mpernapara;
(. 5.4(1).7 BBenen IlocranosnenueM [IpaBurensctea PO ot 26.11.2019 N 1510)
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5.4(1).8. paspelieHHe Ha OCYIIECTBICHUE PO3HUYHON TOPTOBJIM JICKAPCTBEHHBIMHU IperapaTaMu
JUTSE MEJTUITTHCKOTO MIPUMEHEHHSI TUCTAHIIMOHHBIM CITIOCOO0M;
(. 5.4(1).8 BBeaeH IlocranosnenueM [IpaBurensctea PO ot 16.05.2020 N 697)

5.5. OCyIIECTBISAET rOCYAAPCTBEHHYIO PETUCTPAIINI0 MEAUIMHCKUX U3CIIHI;
(nm. 5.5 B pen. [loctanopnenus IlpasurensctBa PO ot 02.05.2012 N 413)

5.5.1 -5.5.2. yrpatunu cuny. - [locranosnenue [IpaButensctBa PO ot 20.08.2010 N 650;

5.5(1). Bemer TOCYAapCTBEHHBIM peeCTp MEOUIMHCKUX  HM3ACNUH W OpraHu3anuil
(MHOUBHIyadbHBIX — OpEANpPUHUMATENEH), OCYLIECTBISIOMIMX  MPOU3BOJACTBO U  H3TOTOBIICHHE
MEJIULIMHCKUX U3ACTHUH, U pa3MeInaeT ero Ha opunuanbHoM caiite Ciyk0b1 B cetn IHTEepHET;

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

5.5(2). ocymecTBISIET PETUCTPAIMI0 MEIUIIMHCKOTO UW3JIeTus, BHECEHHWE W3MEHEHUW B
PETUCTPAIIMOHHOE  JI0ChE MEAMIIMHCKOTO  M3JeNHs, BblIady IyOJMKAaTOB  PETUCTPALMOHHBIX
YAOCTOBEPEHUN MEIUIMHCKUX W3ACNIUNA, MPUOCTAHOBICHHE M OTMEHY JACHCTBUS (aHHYJIMPOBAHUE)
PErUCTPALIMOHHOTO YIOCTOBEPEHUSI MEIUIIMHCKOTO U3JIETUs, COTJIACOBAHUE PKCIEPTHOTO 3aKITHOUYCHUS
pedepeHTHOTO TOCYIapCTBa, ONMpeAeiiCHUEe SKCICPTHOW OpraHW3aIlui, a TaK)Ke OPTaHM3alHi0 (ITyTeM
BBIJAYM  COOTBETCTBYIOIIETO  3aJaHUs JKCIEPTHOW  OpraHu3aIliu) TMPOBEIACHUS  DKCIEPTH3bI
0e3omacHOCTH, KayecTBa M d()PEKTUBHOCTH MEAMIIMHCKUX HU3JEIUNA B LEISIX HUX PErucTpaluy WUiu
BHECEHMS] U3MEHEHUH B PETUCTPAILIMOHHOE IOChE MEIULIMHCKOTO U3/IETUsl U COTJIACOBAHMS HKCIIEPTHOTO
3aKJIIOUeHUs pedepeHTHOro TOoCynapcTBa, HAa OCHOBAHMHM KOTOPBIX TMPUHUMAETCS pEIICHHE O
perucTpanuy MEAMLIMHCKOrO u3nenus Ha teppuropun Poccuiickoir denepauuu WM O BHECEHUU
W3MEHEHUH B PETUCTPAIMOHHOE JI0ChE MEIAMIIMHCKOTO W3JeNus, B COOTBETCTBUU C [IpaBuiamu
pEruCTpalliii M AKCIEPTHU3bl 0€30MacHOCTH, KadecTBa W A(DPEKTUBHOCTU MEAMIIMHCKUX W3ACIUH,
yTBepkIeHHbIMU perieHrneM CoBera EBpasuiickoil skoHomMudeckoi komuccuu ot 12 depans 2016 . N
46;

(mm. 5.5(2) B pen. lHocranosnenus [IpaBurensctea P® ot 20.10.2021 N 1803)

5.5(3). pazMeniaeT B €IMHOM PEECTPEe MEIULMHCKUX W3/EIUil, 3apErUCTPUPOBAHHBIX B paMKax
EBpa3uiickoro HSKOHOMHYECKOTO COI03a, CBEICHHS O MEIUIIMHCKOM U3ICITUH, PYKOBOJACTBO
MoJib30Baressl (MHCTPYKIUIO TI0 MEIUIIMHCKOMY TIPUMEHEHHWIO) W HM300pakKeHUE YTBEPIKICHHOMN
MapKHPOBKH MEAMIIMHCKOTO U3JICITHUS;

(nm. 5.5(3) BBenen [locranosnenuem [IpaBurenscrea PO ot 21.03.2017 N 317)

5.5(4). ompenenseT TepeueHb OpraHU3alUi, UMEIONIMX MPaBO MPOBOAWTH HCIBITAHUSI
(uccnenoBaHusl) MEIUIMHCKUX W3ACIUNA B IENAX OCYIIECTBICHHS WX PErHCTpalil B paMKax
EBpasuiickoro 3KOHOMHYECKOTO COI03a, pPAacCMaTpPWBACT 3asABKH OpraHW3aliii O BKIIIOYCHUU B
YKa3aHHBIN MIepEYCHb U COOOIACT UM O TIPUHSATOM PEIICHUM;

(. 5.5(4) BBenen [Hoctanornenuem IIpaButenscTBa PO ot 21.03.2017 N 317)

5.5(5). ocymecTBisieT BblJauy pa3pelleHHid Ha MPOBEIEHUE KIMHHUYECKUX UCIBITAaHUMN
(uccnenoBaHuil) MEIULIMHCKUAX WM3AEIUN B COOTBETCTBUM C [lpaBunamy npoBeneHUs KIMHUYECKHX U
KJIIMHUKO-JIA00PaTOPHBIX MCIBITAHUM (MCCIIEOBaHUM) MEIUIMHCKUX W3JAEIUi, YTBEpKICHHBIMU
pemenueM CoBera EBpasuiickoll skoHOMHYecKOM komuccuu oT 12 ¢eBpans 2016 r. N 29, a Taxxke
OpraHW3allMI IPOBEACHUS OLICHKM 3asBJICHUS Ha IIOJIY4YEHHE pa3peuieHuss Ha IpPOBEACHUE
KJIMHUYECKOIO  MCIBbITaHUS (MCCIENOBaHMs) M JOKYMEHTOB, NPEIYCMOTPEHHBIX YKa3aHHBIMHU
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MoctaHoBneHue lMpasutensctea PO ot 30.06.2004 N 323 K n
KOHCYNbTAHTIINIIOC
(pea. ot 25.01.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" u [aTta coxpaHeHus: 24.05.2022
06 yTBepxaeHuu MNonoxeHus o GeaepansHou cnyxbe n...

[TpaBunamu, Ha OCHOBAaHMM KOTOPOHM NMPHHUMAETCS pPEIICHHE O BbIJaye Pa3pelieHHs Ha MPOBEICHUE
KJIMHUYECKUX MCIBITAHUH (MCCIIeOBaHNI) MEIMIIMHCKUX U3JIEJINH, TyTEeM BbIIa4l COOTBETCTBYIOILIETO
3aJJaHHs SKCIIEPTHON OpraHu3alu;

(nm. 5.5(5) B pen. llocranosnenus IpaBurenscrea P® ot 20.10.2021 N 1803)

5.5(6). ocymiecTBISIET OpPraHU3AIUI0 WHCIIEKTHPOBAHUS MPOM3BOJCTBA MEAWIIMHCKUX H3ICIHA 1
MIPOBOAUT MPOBEPKU MHCIEKTHUPYIOIIMX OpPTaHU3alUi B COOTBETCTBHH ¢ TpeOOBaHUAMU K BHEAPEHHUIO,
MOAJIEPKAHUIO U OIICHKE CHCTEMbI MEHEIKMEHTa KauecTBa MEIUIIMHCKUX H3AETUN B 3aBUCHMOCTH OT
MOTEHIIMAJIBHOTO pHUCKAa WX TpHUMEHEHUus, yTBepkIAeHHbIMU Pemenuem CoBera EBpasuiickoit
sKoHOMHYECKOU komuccuu ot 10 HostOpst 2017 r. N 106;

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

5.5(7). mpOBOUT MOHUTOPUHT O€30MACHOCTH, KauecTBa M 3P (HEKTUBHOCTH MEAUITUHCKUX WU3ICTUN
B COOTBETCTBUHU C [IpaBuiamMu mpoBeJeHHs] MOHUTOPUHIA OE30MacHOCTH, KauyecTBa U 3(hPeKTUBHOCTH
MEIUIMHCKUX W3JIeNHid, yTBepkAeHHbIMU perienneM Kommerun EBpasuiickoit 3KOHOMHYECKON
Komuccuu ot 22 nexadbps 2015 r. N 174;
(. 5.5(7) BBenen [ocranosnenunem [IpaBurtenscta PO ot 20.10.2021 N 1803)

5.5(8). npencrarisier B HHQOPMAIIMOHHYIO CUCTEMY B chepe oOparieHuss MEANIIMHCKIX H3CITHH,
SBJISIOLYIOCS] YaCThI0O MHTETPUPOBAHHON MH(POPMAIIMOHHON crcTeMbl EBpa3uiickoro 3KOHOMHUYECKOTO
COI03a, CBEJEHUS O HEOJArompusTHBIX COOBITHSX (MHLUUICHTAX), CBA3aHHBIX C MEIUIIMHCKUMU
U3JIEHUSIME, U KOPPEKTUPYIOUINX NEHCTBUSIX MO 0€30MaCHOCTH MEAMIIMHCKOTO U3/IeTUS B COOTBETCTBUU
¢ [lpaBuiamMy mpoOBEACHHUS MOHUTOPUHTA O€30MACHOCTH, KadyecTBa U dPPEKTUBHOCTH MEAUIIMHCKHUX
u3enui, yTBepKIeHHbIMU pemieHneM Komierun EBpasuiickoil 3KOHOMHYECKOW KOMHUCCHUU OT 22
nexabpst 2015 . N 174, u [opsinkom GopMupoBaHus U BeAeHUST HHPOPMAITMOHHOW CHCTEMBI B cepe
oOpareHus: MeAUITMHCKUX U3JIEIi, yTBepKIACHHBIM pernenrnemM CoBeta EBpa3uiickoll SKOHOMHUYECKOM
komuccun oT 12 depans 2016 r. N 30;

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

5.5(9). npuHMMaeT Mephl IO TNPUOCTAHOBJICHUIO WIM 3alpeTy NPUMEHEHUS MEIUIIUHCKUX
W3JEeNUH, TPEICTABISAIONINX OMACHOCTh IS )KU3HU U (MJIM) 3/10pOBBS JIIOJICH, HeAOOPOKaUYeCTBEHHBIX,
KOHTpaakTHBIX WA (anbCU(UIMPOBAHHBIX MEIUIMHCKUX W3JICIHNA, a TaKKe HW3BATHIO HX W3
oOpamenust Ha Ttepputopuu Poccuiickoit denmeparuu B COOTBETCTBHHM C [lOpSIKOM NPUMEHEHHS
YIOJIHOMOYEHHBIMA OPTaHAMM TOCYAApCTB - 4jie€HOB EBpa3uilcKOro 3KOHOMHUYECKOIO COK3a Mep IO
MIPUOCTAHOBIICHUIO WJIM 3alpeTy NPUMEHEHHUS MEIULMHCKUX W3JENUM, MPEACTaBISIOLIMX ONAaCHOCTh
JUIs  OKU3HU W (MJIM)  3/0pOBbSL  JIIOJIeH, HEJO0OpPOKAYEeCTBEHHBIX, KOHTpaakTHBIX MU
¢banbCcuUIMPOBAHHBIX MEIMIMHCKUX W3ICTUH W HM3BATHUI0O MX M3 OOpalleHHs Ha TEPPUTOPUIX
roCy/apcTB - WIEHOB EBpa3uiickoro SKOHOMHMYECKOTO CO03a, YTBEp)KIACHHbIM pemieHuem Coera
EBpa3suiickoil sxoHomuueckoit komuccuu ot 21 nexadbps 2016 r. N 141;

(. 5.5(9) BBenen [Hoctanornenuem IIpaButenscTa PO ot 20.10.2021 N 1803)

5.6. pa3Memiaer no pesyibTaraM (papMakoHaa30pa B MH(YOPMALMOHHO-TEIEKOMMYHHUKAIIMOHHON
cetu "WHTepHer" uWHGOpPMAIMIO O BBIABICHHUM HOBBIX ITOATBEP)KICHHBIX MAHHBIX O MOOOYHBIX
NEUCTBUSX, HEXKENATEIbHbIX PpEaKLUAX, CEPhE3HBIX HEXKENATENbHbIX pEaKUUsiX, HENPEeABUIECHHBIX
HE)XXeJIaTeJIbHBIX peakUusAX MpU NPUMEHEHUH JIEKapCTBEHHOTO Mpernapara, B TOM YUCIE BIUSIOLIUX Ha
OTHOIIIEHHWE O0XHUJIAEMOW TMOJb3bl K BO3MOXXHOMY pHUCKY NPHUMEHEHHS TaKOro JIeKapCTBEHHOI'O
npenapara, O IPUHATBIX PEIIEHUSX O BHECEHUM M3MEHEHUHl B HMHCTPYKLHUIO IO INPUMEHEHHIO
JIEKapCTBEHHOTO Mpenapara, 0 IPUOCTaHOBICHUH TPUMEHEHHS JIEKapCTBEHHOTO Npenapara, 00 U3bITUU
u3 oOpalleHus JIeKapCTBEHHOIO IpenapaTa MM O BO30OHOBJICHMHM NPUMEHEHHS JIEKapCTBEHHOTO
Ipernapara;
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MoctaHoBneHue lMpasutensctea PO ot 30.06.2004 N 323
( T 25.01.2022) [JokymeHT npepoctasneH KoHcynbTaHTN0C
"pe,q. 0 o o [ata coxpaHeHnus: 24.05.2022
06 yTBepxaeHun MonoxeHns o GegepanbHoOM cnyxbe m...

(. 5.6 B pen. [ocranosnenus [TpaButensctBa PO ot 04.09.2020 N 1344)

5.6.1 - 5.7. yrpatunu cuiy. - [locranosnenue IIpasurensctsa PO ot 20.08.2010 N 650;

5.7(1). pasmemiaeT Mo pe3yJibTaTaM MOHHTOPHHTa OE30MaCHOCTH OMOMEIUIIMHCKHUX KIETOYHBIX
MPOJYKTOB HA CBOEM O(HIMAIBLHOM caiiTe B ceTd MHTepHET MHDOPMAIHMIO O MPUHSATOM PEIICHUU O
MIPUOCTAHOBIICHUU TPUMEHEHHSI OMOMETUITMHCKOTO KIIETOYHOTO MPOJIYKTa W (HMJIM) CBS3aHHOM C HUM
pEeIIeHIH O BO3MOKHOM BO300HOBJICHUU TIPUMEHEHHUSI OMOMETUIIMHCKOTO KJIIETOYHOTO TPOTYKTa;

(mm. 5.7(1) BBenen [loctanosnenuem [IpaBurenscrea PO ot 31.01.2017 N 114)

5.8. OCylIeCTBISIET B YCTAaHOBJICHHOM TMOPSAKE MPOBEPKY MACATEIBHOCTH MEIULUHCKUX U
anTEYHBIX OpraHu3aluii, OpraHU3alMi ONTOBOW TOPTOBIU JIEKAPCTBEHHBIMU CPEJACTBAMHU, JPYTUX
OpraHu3alii ¥ WHIUBUIYAIbHBIX MPEANPUHUMATENICH, OCYIIECTBISIONINX NEITeIbHOCTh B cdepe
3/IpaBOOXpPaHEHUS;

(B pen. [Tocranosnenwnii [IpaButensctBa PO ot 19.06.2012 N 614, ot 06.09.2014 N 913)

5.8(1). ocymecTBusier BeneHue ¢eaepanbHbIX HHYOPMAIMOHHBIX CHCTeM, (eaepanbHBIX 0a3
JaHHBIX B cdepe 3ApaBOOXpAaHEHMS, HEOOXOAMMBIX Ul peanu3anuu mnoiaHoMounit CiyxObl B
YCTAHOBIICHHOH c(hepe NesITeIbHOCTH, B TOM YUCIie 00ecTiedeHne KOH(DUICHIIMAIBHOCTH COACPIKAIXCS
B yKa3aHHBIX HMH(OPMAIMOHHBIX CHCTeMax M 0a3ax NaHHBIX IMEPCOHAIBHBIX NAaHHBIX W CBEICHUH,
OTHOCAIINXCS K BpaueOHOU TaliHe, B COOTBETCTBUU C 3aKOHOIATEIHCTBOM Poccuiickoit denepanuu;

(rm. 5.8(1) B pen. [Hoctanosnenus [IpaputensctBa PO ot 25.01.2022 N 36)

5.8(2). B cmywae BBHISBICHHMS HapylleHH 3akoHoaarenbcTBa Poccuiickoit ®enepanuu 00
oOpallleHnH JICKapCTBEHHBIX CPEACTB M B cdepe OXpaHbl 310pOBbS BBIJACT OO0S3aTENbHBIC JUIS
HCIIOJIHEHUS IIPEANMCAHUS U IIPUBIIEKAECT K OTBETCTBEHHOCTH 3a YKA3aHHbIC HAPYILICHMS, OCYLECTBIISAET
COCTaBJIEHHME NPOTOKOJOB OO0 aJIMUHUCTPAaTUBHBIX IPAaBOHAPYIIEHUSX U PACCMOTPEHHE Jel B
COOTBETCTBHM C  3aKOHOJATeNbcTBOM  Poccuiickoir  Dexepanmmui 00  aIMUHHCTPATHBHBIX
MIPaBOHAPYLIEHUSX;

(nm. 5.8(2) BBenen [locranosnenuem [IpaBurenscrea P® ot 06.09.2014 N 913)

5.8(3). pasmemiaer Ha oduumaneHoM caite CiyxO0bl B cetw MHTepHeT HHPOpPMALHUIO O
NPOBEJCHUU HAYYHBIX MEPOINPHUATUH, WHBIX MEpONPHUATHH, HANPABICHHBIX HA IOBBIIICHUE
npoeCCHOHATFHOTO YPOBHS MEAWIMHCKMX pPAa0OTHUKOB WJIM Ha TIPEAOCTaBIeHHE WH(OpPMAINH,
CBSI3aHHOW C  OCYIICCTBJICHHEM MOHHTOPHHra O€30MacHOCTH JIGKAPCTBEHHBIX  IPENaparos,
OpPraHU3yeMbIX OpraHU3aLUAMH, 3aHUMAIOLIMMHUCS pa3pabOTKO, MPOU3BOACTBOM U (MJIM) pean3alueit
JIEKapCTBEHHBIX MPENaparoB A MEIUIMHCKOIO NPUMEHEHHUs, OpraHu3alusIMH, oO0IaJarolluMu
IIpaBaMU Ha MCMOJIb30BaHUE TOPTOBOIO HAUMEHOBAHMSI JIEKAPCTBEHHOTO Mpernapara Uil MeIUIIMHCKOTO
NPUMEHEHHS, OpraHu3alMsIMU OINTOBOH TOPTrOBIM JIEKAPCTBEHHBIMU CpPEACTBAMH, aANTCUYHBIMHU
OpTaHU3aIMsIMH, IPEJCTaBUTEIISIMU YKa3aHHBIX OpTaHU3aiii v (WIn) GUHAHCHUPYEMBIX 33 CUYET CPEICTB
9TUX OPTaHU3ALNN U UX MPEICTAaBUTEIICH;

(. 5.8(3) BBenen [HocTanornenuem IIpaButensctBa PO ot 06.09.2014 N 913)

5.8(4). oOpa3yeT KOMHCCHIO MO YPETyJUPOBAaHHIO KOH(MDIMKTAa MHTEPECOB NPU OCYIICCTBICHUU
MEIUIIMHCKON JeSTeNbHOCTH U (hapMalleBTHUECKOMN 1eATeTbHOCTH;
(. 5.8(4) BBeneH [locranosnenunem [IpaBurtensctBa PO ot 06.09.2014 N 913)

5.8(5). ocymiecTBiseT MpUeM M YYeT yBEAOMJIEHUNW O Hayaje OCYIIECTBJICHHUS NEATEIHLHOCTH B
chepe obOparieHuss MEIUIIMHCKUX HM3STHHN (32 MCKIFOYCHHEM TPOBENCHUS KIMHUYCCKUX HUCIBITAaHUI
MEJIUIMHCKUX H3JICIHNA, WX TPOHM3BOJCTBA, MOHTa)KA, HAJAJKH, MPUMEHEHHs, SKCIUTyaTallud, B TOM
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MoctaHoBneHue lMpasutensctea PO ot 30.06.2004 N 323 K n
KOHCYNbTAHTIINIIOC
(pea. ot 25.01.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" u [aTta coxpaHeHus: 24.05.2022
06 yTBepxaeHuu MNonoxeHus o GeaepansHou cnyxbe n...

YHCclie TEXHUYECKOro 00CTyKMBaHUs, a TAK)KE PEMOHTA);
(mm. 5.8(5) BBenen [locranosnenuem [IpaBurensctBa PD ot 06.09.2014 N 913)

5.8(6). ycraHaBiIMBaeT MOPSJIOK  OCYIIECTBICHUS  BBIOOPOYHOTO  KOHTPOJS ~ KayecTBa
JIEKAPCTBEHHBIX CPEJICTB JUISI METUITMHCKOTO IPUMEHCHHSI,
(. 5.8(6) BBenen [Hoctanornenuem [IpaButensctBa PO ot 03.06.2015 N 536)

5.8(7). ycraHaBiumBaeT HOPSJIOK  (dapMakoHaI30pa  JICKAPCTBEHHBIX  IPENapaTtoB s
MEJIUIUHCKOTO IPUMEHECHHS;
(mm. 5.8(7) BBenen [locranosnenuem [IpaBurensctea P® ot 03.06.2015 N 536)

5.8(8). ycraHaBiMBaeT MHOPSIOK MPOBEACHUS MOHUTOPUHIA OE€30MaCHOCTH OMOMEIUIIMHCKHUX
KJIETOYHBIX TIPOTyKTOB;
(nm. 5.8(8) BBenen [locranosnenuem IlpaBurenscrea PO ot 31.01.2017 N 114)

5.8(9). ycraHaBnuBaeT MOPSIOK OCYIIECTBICHUS BIIACIIbIIAMH PETUCTPAIMOHHBIX YAOCTOBEPCHUI
OMOMEIUITMHCKUX KJIETOYHBIX MPOJYKTOB, IOPUIUYCCKAMH JIMIAMH, Ha HWMsI KOTOPBIX BBIJIAHBI
paspelleHus: Ha TPOBEACHUE KIMHUYECKUX HCCIEAOBAHUNA OMOMETUIIMHCKUX KJIETOYHBIX MPOIYKTOB,
00 YIIOJTHOMOYEHHBIMHA UMU APYTUMU IOPUIMYECKUMU JIMIIAMU TIPHEMa, yueTa, 00pabOTKH, aHAIH3a ’
XpaHEHUs TOCTYNAIOMIMX B WX aJpec OT CyOBEKTOB oOpamieHus OMOMEIUIIMHCKUX KIETOYHBIX
MTPOJIYKTOB U OPTaHOB TOCYAAPCTBEHHOM BJIACTH COOOIIEHUH O MOOOYHBIX JICHCTBUAX, HEXKEIATCIbHBIX
PEaKIMsIX, CEPhE3HBIX HEXKEIATEIbHBIX PEaKIMsIX, HEMPEJABHICHHBIX HEXENATCIbHBIX PEaKIUsIX TpPU
MPUMEHCHUH OMOMEIUIMHCKUX KJICTOYHBIX MPOIYKTOB, 00 OCOOCHHOCTSIX WX B3aUMOJCHCTBUS C
JIEKapCTBCHHBIMHU TpernapaTaMi, MEAWIMHCKUMH W3JCNUSIMU, TMUIIEBBIMH TPOAYKTaMHU, IPYTHMH
OMOMEIVIIMHCKIMH KJICTOYHBIMU MPOIYKTaMH, 00 WHAMBHIYyAJILHON HEMEPEHOCHMOCTH, a TaKXke 00
WHBIX (PaKTax W OOCTOSATENHCTBAX, MPEICTABIISIIONIMX YIPO3y JKU3HH WJIH 3JI0POBBIO YEIIOBEKa JTHOO
BIUSIONIMX HAa W3MCHEHUEC OTHOIICHHS OXKUIAACMOH ITOJIB3BI K BO3MOXXHOMY PHCKY TPHMEHEHUS
OMOMETUITMHCKHUX KJIETOYHBIX MTPOITYKTOB;

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

5.8(10). Bemer peecTp BBLIAHHBIX pa3pelICHUH Ha OCYIIECTBICHHE PO3HUYHOM TOPTOBIU
JIEKapCTBCHHBIMU TpenaparaMd sl MEIUIIUHCKOTO MPUMEHEHHsI JUCTAHIIMOHHBIM CIIOCOO0M ¢
yKa3aHHEM CalTOB B HH(POPMALMOHHO-TEIEKOMMYHUKAIIMOHHOW ceTn "VHTepHeT" anTeyHbIX
OpraHW3alMi, OCYIIECTBISIOMUX PO3HUYHYIO TOPTOBIIO JICKAPCTBEHHBIMH TIpenapaTamu Uit
MEIUIIMHCKOTO MPUMEHEHHS TUCTAHIIMOHHBIM CIIOCOO0M;

(mm. 5.8(10) BBenen [locranoBnenueM [IpaBurensctBa PO ot 16.05.2020 N 697)

5.9. ocymiectBiseT (YHKIMH TJIABHOTO PACIOPATUTEN U TMOIydarens CpeAcTB (eneparbHOro
Oro/KeTa, MPETYCMOTPEHHBIX Ha cojepikanne CiyKObl U peann3aliio BO3JI0KCHHBIX Ha Hee (DYHKIIHIA,

5.10. ofecmeunBaeT B TMpenenax CBOEH KOMIETEHIMH 3aIIUTy CBEIEHUH, COCTABISIONINX
rOCyJapCTBEHHYIO TalHY;

5.11. opraHusyeT IOpUEM TIpakJIaH, OOCCICYMBACT CBOEBPEMEHHOE M TIOJHOE PACCMOTPEHHUE
oOpaiieHuil TpaxIaH, NPUHUMAET IO HUM pEUIeHHWs M HalpaBiseT 3asBUTENSM OTBETHl B
YCTaHOBJICHHBIN 3aKOHOAATENLCTBOM Poccuiickoit denepanuu Cpok;

5.12. opranusyer u oOecnedynBaeT MOOWIM3AIMOHHYIO MOJITOTOBKY W MoOmimuzanuio CiayxObl,
PYKOBOJUT OpraHHW3aIueil IesATeIIbHOCTH 10 MOOWIM3AIMOHHON ITOATOTOBKE W MOOWIIM3AIUU €€
TEPPUTOPHATHHBIX OPTaHOB, a TAKKE OPraHU3alUN, JEATEIHLHOCTh KOTOPHIX CBSI3aHA C JACATEIHHOCTHIO
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MoctaHoBneHue lMpasutensctea PO ot 30.06.2004 N 323 K n
KOHCYNbTAHTIINIIOC
(pea. ot 25.01.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" u [aTta coxpaHeHus: 24.05.2022
06 yTBepxaeHuu MNonoxeHus o GeaepansHou cnyxbe n...

CayxObl MM KOTOpbIE HAXOAATCS B cdepe ee BeAeHUs, MMET MOOWIN3ALMOHHBIE 3aJaHMs WM
BBIMOJIHSAIOT 331a4H 110 MOOMIM3AIIMOHHOM pabdoTe;
(nm. 5.12 B pen. [HocranoBnenusd [IpaButensctBa PO ot 03.10.2018 N 1187)

5.12(1). ocy1iecTBasieT OpraHU3alvIo U BeJCHHE rpaxkaaHcKoi 000poHsbl B Ciyx0e;
(nm. 5.12(1) BBenen [locranoBnenueM [IpaBurensctBa PO ot 15.06.2010 N 438)

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

5.14. ocymuiecTBIsieT B COOTBETCTBUU € 3aKoHOJaTeNnbcTBOM Poccuiickoit deneparyu padboTy 1o
KOMIUICKTOBAHUIO, XPAHEHUIO, YUETy M HCIOJIb30BAHUIO APXUBHBIX JTIOKYMEHTOB, 0OPa30BaBIIMXCS B
xoJe nesarenbHocTH CityxObl;

5.15. B3aMMOJEHCTBYET B YCTAaHOBJIEHHOM IMOPSAJKE C OpPraHaMHM TIOCYJapCTBEHHOM BIIACTH
MHOCTPAaHHBIX TOCYAAapCcTB M MEXKIYHApOJAHBIMM OpraHu3allUsIMU B YCTAHOBJIEHHOH cdepe
NesITebHOCTH;

5.16. ocymiecTBiIs€T B COOTBETCTBUHU C 3aKOHOJATENbCTBOM Poccuiickoin @enepani 1 UHBIMHU
HOPMATHBHBIMU TPAaBOBBIMH aKTaMHU O KOHTPAKTHOW cHcTeMe B c(epe 3aKyloK TOBapOB, paboT, yciayr
Uit obecneueHus] TOCYIApCTBEHHBIX W MYHHIMTAIBHBIX HYXJ 3aKyNIKH TOBapoB, paboOT, YCIyr B
YCTaHOBJICHHOU c(epe NesTeIbHOCTH;

(. 5.16 B pen. [locranosnenus [IpaBurenscrtBa PO ot 27.12.2014 N 1581)

5.17. ocyuiecTBisieT UHbIE (PYHKLUHU B YCTAHOBJIEHHOU cdepe AeATeIbHOCTH, €CIM TaKue PYyHKLIUU
NpeSyCMOTpeHbl  (eepadbHBIMU  3aKOHAMM, HOPMAaTHBHBIMHM TPaBOBBIMHM akTamu IIpe3umenta
Poccuiickoit ®enepanun wim [Ipasurenscta Poccniickoit denepanun.

6. denepanpHas ciayx0a TO Ham30py B cdepe 3ApaBOOXpPAHEHUS B MHESIX pealn3aluu
MTOJTHOMOYHH B YCTAaHOBIICHHOH chepe AeSITSIIPHOCTA UMEET TPaBo:
(B pen. lHocranopnenus [IpaButensctBa PO ot 19.06.2012 N 614)

6.1. OpraHu3oBBIBaTh TPOBEJIEHHE HEOOXOAUMBIX IPOBEPOK, HCCIEAOBAHUM, HUCIBITAHUH,
JKCIIEPTHU3, aHAIW3a M OLEHOK, a TaK)K€ HAyYHbIX HCCJIENOBAaHUI IO BOIPOCAaM OCYLIECTBIICHUS
rOCYAapCTBEHHOTO KOHTPOJIS (Ha/30pa) B YCTAHOBIICHHOU chepe AesTeIbHOCTY;

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

6.1(1). mo pe3yapTaTaM OCYyIIECTBJICHHSI MOHUTOPUHTA 0€30MTaCHOCTH MEIUIIMHCKUX U3JICTTUH Mpr
MOJIyY€HUU U TOJATBEPKACHUN MH(GOPMALIMU O MOOOYHBIX NEHCTBUSIX, HE YKa3aHHBIX B MHCTPYKLHUU 10
MIPUMEHEHUIO WM PYKOBOJCTBE IO SKCIUTyaTallud MEAUIIMHCKOTO U3ENNs, HEKeIaTeIbHbIX PeaKIHsIX
IPU €ro NMPUMEHEHHH, 00 OCOOCHHOCTSX B3aMMOJEHCTBHS MEIUIMHCKUX HU3ACTUH Mexay coOoii, o
¢dakTax u 00 00CTOATENHCTBAX, CO3JAIOIIMX YIPO3y KU3HH M 3I0POBBIO T'PAXJIAH U MEIUIIMHCKUX
pabOTHUKOB TpM TPUMEHEHWH M OSKCIUTyaTallud 3apeTHCTPHUPOBAHHBIX MEIUIIMHCKUX —H3/ICIHIA,
paccMaTpuBaTh BOIPOC O TPUOCTAHOBICHHHM NPUMEHEHHS WM 00 HM3BSITHU M3 OOpaIIeHUs TaKOTro
MEIUIIMHCKOTO U3JeNUs, NPUHUMATh COOTBETCTBYIOIIEE pEUICHHE M pa3Meliarb HHPOpMAIUI0 O
MIPUHSTHIX PEIICHUAX Ha oduIMaIbHOM caiite Ciyx0bl B ceTH MIHTepHeT;

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

6.2. 3ampaliMBaTh M NOJy4YaTh CBEJEHUS, HEOOXOIUMBIE JJIsl MPUHATHS PEIIEHUI M0 BOIpOcaMm,
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06 yTBepxaeHuu MNonoxeHus o GeaepansHou cnyxbe n...

OTHCCCHHBIM K KOMIICTCHIIMHN CJ'Iy>K6BI;

6.3. naBaTh IOPUAMYECKUM M (U3NYECKUM JIUIAM DPa3bICHEHHS IO BOIPOCAM, OTHECEHHBIM K
kommnereHu CiyxObr;

6.4. OCYImIECTBISITH KOHTPOJb 3a JESITEIHHOCTHIO TEPPUTOPUANBHBIX oOpraHoB CiyxObl U
MOJIBEZIOMCTBEHHBIX OpTaHH3aIINH;

6.5. INPUBJICKATL B YCTAHOBJICHHOM IIOPAAKE IJIA npopa60T1<H BOIIPOCOB, OTHECCHHBIX K
YCTaHOBJIeHHOﬁ cq)epe ACATCIIBHOCTH, HAYYHBIC 1 UHBIC OpraHU3allui, YUCHBIX U CIICTIUAJIMCTOB;

6.6 - 6.8. yrpatunu cuny. - [loctanosnenue IIpasurenscrsa P® ot 20.08.2010 N 650;

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

6.10. TpuMeHSTh MNpPeayCMOTPEHHBIE 3aKOHOJATENhCTBOM Poccuiickoit dexepanuu Mepbl
OTPAaHUYHUTEIIBHOTO, TPEAYNPEIUTETHHOTO W TPO(YUIAKTHYECKOTO XapaKTepa, HaIpaBJICHHBIC Ha
HeJonyIeHne W (WIH) JTMKBUIAIUIO TTOCIICICTBUI HAPYIICHUH IOPUINICCKUMH JIMIIAMH U TPaXkKIaHAMHU
00s13aTeNbHBIX TPEeOOBaHUI B YCTAHOBJICHHOW cdepe AedITeIbHOCTH, C LeNbio TpecedeHus (aKToB
HapyleHus 3akoHoaarenbeTBa Poceuiickoit denepanuu;

6.11. co3naBarh coBeIIAaTENbHBIE U SKCIIEPTHBIE OPTaHbl (COBEThI, KOMUCCHM, IPYIIIbl, KOJIJIETUH) B
YCTaHOBJIEHHOI! c(epe esITeNbHOCTH.

7. ®enepanbHas ciayk0a Mo Haa30py B cdepe 3apaBOOXpaHEHUST HE BIPABE OCYIICCTBIATH B
YCTAaHOBJICHHOM cdepe ACATEIBPHOCTH HOPMATHBHO-IIPABOBOE PETYJIMPOBAHHE, KPOME CIIy4acs,
ycraHaBiauBaeMbIx ykazamu lIpesunenta Poccuiickoit @enepaunu u nocranoBiaeHussmu [IpaBurenscrea
Poccuiickoii @enepannn, a TakkKe yIpaBICHUE FOCYIAPCTBEHHBIM UMYLIECTBOM M OKa3aHUE IUIATHBIX
YCHYT.

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

YcraHoBneHHbIE a03alleM MEpBBIM HACTOSLIETO MyHKTa OrpaHudeHus nosHomouuil CiyxObl He
pacnpoCTpaHsOTCs Ha MOJHOMOYUs pykoBoauTenss CiyObl 1o ynpasieHHI0 umymiecTBoM CityxObl,
3aKpeIUIeHHbIM 3a Hell Ha MpaBe ONEepaTHMBHOIO YIPABJICHUs, PEIICHUI0 KaIpOBBIX BOMPOCOB U
BOIPOCOB OpraHu3aluu AesarenbHocTd Ciry kOBl

lll. OpraHnsauuns neaTenbLHOCTU

8. denepanbHyro Cily:k0y M0 Haa30py B cdepe 34paBOOXPAaHEHUs BO3IVIABISIET PYKOBOIUTEID,
Ha3HayaeMbli Ha JOJDKHOCTh U OCBOOOXKIaeMblii OT JoimkHOCTH [IpaButensctBoMm Poccuiickoit
®enepanuu 110 npeacrasieHuo MunucTpa 3apasooxpanenus Poceuiickoint denepanun.

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

PykoBomurens @enepanbHOil cayxObl 1O Hag3opy B cdepe 3ApaBOOXpaHEHUS HeECceT
MEPCOHAIBbHYIO OTBETCTBEHHOCTh 32 OCYIIECTBICHHE BO3JIOKEHHBIX Ha Cityk0y 3a7a4 U QyHKITHH.
(B pen. lHocranopnenus [IpaButensctBa PO ot 19.06.2012 N 614)

PykoBonutens @epepanbHON CIykObl 1O Hag30py B cdepe 3ApaBOOXpPAHEHHS HMeEET
3aMeCTUTENeH, Ha3HAYaeMbIX Ha JOJDKHOCTh U OCBOOOXKIAEMBIX OT JODKHOCTH IIpaBUTENhCTBOM
Poccuiickoit deneparuu 1o npeacTasieHn0 MuHUCTpa 31paBooxpanenus Poccuiickoit @enepanuu.
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(B pen. Hocranosnenus [IpaBurensctBa P® ot 25.12.2015 N 1435)

KommuectBo 3amectuteneid  pykoBoautenss CiyxObl  ycraHaBnuBaercsi [IpaBuUTENbCTBOM
Poccuiickoit deneparum.

9. PykoBonutens denepanbHoii Ciry>k0bI IO HAI30py B chepe 31paBoOOXpaHEHHS:
(B pen. Hocranosnenwus [IpaButensctBa PO ot 19.06.2012 N 614)

9.1. pacpeaciacT 0053aHHOCTH MEXKAY CBOUMH 3aMCCTUTCIIAMMU,

9.2. mpencrasnser Munuctpy 3apaBooxpanenus Poccutickoit denepannu:
(8B pen. locranoBnenus IIpasutensctBa PO ot 19.06.2012 N 614)

9.2.1. npoexTt nonoxenus o Ciayxoe;

9.2.2. mpemIOKEeHUS O TPENeNbHOW YHCICHHOCTH W (OHJE OIUIaThl TpyAa paOOTHUKOB
[EHTPAILHOTO amiapara u TeppUTOPHAIBHBIX opraHoB CIryKObI;

9.2.3. npenioxeHus: 0 Ha3HAYEHUH Ha JJOJDKHOCTh U OCBOOOXKIEHUH OT JAOJKHOCTH 3aMeCTUTENeH
pykoBoautens CiyXO0bl;

9.2.4. mnpeanoxeHus O Ha3HAYCHWU HA JODKHOCTb M OCBOOOXKICHMHM OT JOJDKHOCTH
pYKOBOUTENEH TepPUTOPUATBHBIX OpraHoB CiyKObI;

9.2.5. IPOEKT €XKEroJHOTO TUIaHA W TPOTHO3HBIC TOKa3aTenu AestenbHocTH CITyKOBI, a Takke
OTYET 00 WX MCIIOJTHCHHM;

9.2.6. npeanoxxeHus Mo GOPpMUPOBAHUIO TPOEKTa (PerepaibHOTO OI0/KEeTa B 4aCcTU (PUHAHCOBOTO
obecnieueHus aestenbHocTH CiyKOBbI;

9.2.7. mnpemioxeHHs O TNPEACTABICHUHM K HarpaXACHHUIO TOCYJapCTBEHHBIMM HarpajgamMu
Poccuiickoit ®enepauun, I[lodetHoit rpamoron Ilpesmnenrta Poccuiickonr ®enepanuu, IlouerHon
rpamortoii [IpaBurensctBa Poccuiickoit deneparyy, K MOOUIPEHUIO B BUJE OOBSBICHHS 0J1aroJapHOCTH
[Ipesunenta Poccuiickoit ®enepauuu, o0bsaBIeHus OnaronapHoctu IlpaButenbctBa Poccuiickoit
@Denepanyy, 0 HArPAKICHUM BEIOMCTBCHHBIM 3HAKOM OTIMYMA MUHHUCTEPCTBA 31paBOOXpPAaHEHUS
Poccuiickoit deneparuu, naromMM NpaBO Ha NpuUcBOeHUE 3BaHMsA "Berepan Tpyna", paGOTHUKOB
neHTpaynpHoro anmnapara Ciryx0bl, €e TeppUTOPHUATIBHBIX OPraHOB M MOJIBEOMCTBEHHBIX OpraHU3alui,
a TaKk)Ke IPYTUX JIHII, OCYIIECTBIISIOUINX JIEATSILHOCTh B YCTAHOBIEHHOH cepe;

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

9.3. Ha3zHayaeT Ha JOJDKHOCTh W OCBOOOXKTACT OT JODKHOCTH PAOOTHUKOB IIEHTPAJIHLHOTO
anmapata Ci1y>KObl U 3aMECTUTENICH PYKOBOAUTEIICH €€ TEPPUTOPHATBHBIX OPTaHOB;

9.4. pemaer B COOTBETCTBUM € 3aKOHOAATENBCTBOM Poccuiickoit denepanuu 0 rocy1apCTBEHHON
cily’)kOe  BOIPOCHI, CBSI3aHHBIE C TPOXOXJIEHUEM (eaepanbHOl Trocy1apcTBEHHOW CiIy»XObl B
denepanbHOiL ciryx0€e 10 Haf30py B chepe 31paBOOXPAHEHHUS;

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

9.5. yTBep)KIaeT CTpYKTypy U IITaTHOE pacHHCcaHKe LIeHTpalbHOoro anmnapaTta CiykObl B ipeaenax
ycraHoBieHHbIX [IpaButensctBoM Poccuiickoit @enepanuu (oHaa omiaatsl Tpyla U YHCIEHHOCTH
pabOTHUKOB, CMETy pacxoJ0B Ha CcoJAepXkaHHe IeHTpajdbHoro ammapara CuyxObl B mpeaenax
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MoctaHoBneHue lMpasutensctea PO ot 30.06.2004 N 323
( T 25.01.2022) [JokymeHT npepoctasneH KoHcynbTaHTN0C
"pep,. 0 o o [ata coxpaHeHnus: 24.05.2022
06 yTBepxaeHun MonoxeHns o GegepanbHoOM cnyxbe m...

YTBEPXKIECHHBIX HA COOTBETCTBYIOIIUI MEPHOA ACCUTHOBAHWMU, MPEAYCMOTPEHHBIX B (heraepaabHOM
OroIKETE;

9.6. yTBep)KIaeT YHMCICHHOCTh M (POHJ OIUIATHl TPyJAa PaOOTHUKOB TEPPUTOPHUATBHBIX OPIaHOB
Cy>x0BI B TIpeJieNax mokas3aTelieii, yctaHoBIIeHHBIX [IpaButenscTBoM Poccuiickoit Deneparum, a Takxke
CMETY pacxo/J0B Ha HUX COJepXaHHe B Npeleiax YTBEPKICHHBIX Ha COOTBETCTBYIOIIUNA MEPHOJ
ACCUTHOBAHUI, IPe1yCMOTPEHHBIX B (pesiepaibHOM O0JIKETE;

9.7. Ha ocHoBaHnuu u Bo wucnonHeHue Kouctutynuu Poccuiickoit ®denepanuu, dhenepaabHbIX
KOHCTUTYIIMOHHBIX 3aKOHOB, (elepalibHbIX 3aKOHOB, akToB I[Ipesmmenta Poccuiickoit denepanuu,
IIpaBurensctBa Poccuiickoit @enepanun u Munucrepersa 3apasooxpanenus Poccuniickoit denepanuun
M3JIaeT MPUKA3BI IO BOMIPOCAM, OTHECEHHBIM K KoMTieTeHIHH CITyKOBI.

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

10. ®uHaHCHpOBaHME PACXOJOB Ha COJEP)KAHUE IEHTPAIBHOTO ammapara U TePPUTOPUATBHBIX
opranoB deznepanbHOI CIyXObl TO Haa30py B cdepe 3ApaBOOXpPAHEHUS] OCYIIECTBISETCS 3a CYeT
CpPeACTB, MPEAYCMOTPEHHBIX B (hefiepaibHOM Oro/IKeTe.

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

11. ®epepanpHas ciyx0a 1Mo Haa30py B cepe 3ApaBOOXpPAHEHUS SBISETCS IOPUITIECKUAM JIAIIOM,
uMeeT mneudath ¢ u3o0pakeHueM ['ocynapcrBeHHoro repba Poccuiickoit ®denepauuu U co CBOUM
HaMMEHOBaHMEM, HHbIE I€4YaTH, IITaMIlbl M OJIAHKM YCTAHOBJIEHHOI'O o00pasla, a Takke CYera,
OTKpBIBa€Mbl€ B COOTBETCTBHH C 3aKOHO/AaTeNIbCTBOM Poccuiickoil deneparum.

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

OenepanibHas ciry’k0a 1Mo Hag30py B cdepe 37ApaBOOXpPAHCHHS BIIPaBE WMETh [epaibJIMYECKUN
3HaK - 9MOnemy, ¢Jar ¥ BbIMIIEN, ydpexaaemMble MUHUCTEPCTBOM 3lpaBooXpaHeHusi Poccuiickoit
®denepanuu 1o coryiacoBanuio ¢ ['epanbandeckum coeroM mipu [Ipesunente Poccuiickoit deneparum.
(a63am; BBeaen [loctanopienuem IlpaButensctBa PO ot 24.03.2011 N 210, B pen. [locTaHoBieHHS
[IpaBurensctBa P® ot 19.06.2012 N 614)

12. Mecto HaxoxaeHus DenepaiabHON CIyKObI MO HaA30py B cdepe 3ApaBOOXpaHEHUs - T.
Mockaa.
(B pen. Locranosnenus IIpaBurenscrBa P® ot 19.06.2012 N 614)
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