3apeructpupoBano B Munrocte Poccun 30 Hosi6pst 2021 r. N 66140

MUHHUCTEPCTBO 3IPABOOXPAHEHUS
POCCUMCKOHU ®EJEPAIIUU

ITPUKA3
ot 26 HosiOpst 2021 r. N 11031

OB YTBEPKJIEHUU CIIEIUAJBbHBIX TPEBOBAHUI K
YCJOBUSAM XPAHEHUS HAPKOTUYECKUX U
MCUXOTPOMHLIX JEKAPCTBEHHBIX CPEJICTB,
MPEAHASHAYEHHLIX JUISI MEJULIMHCKOT O
MPUMEHEHUS

B cootBercTBUUM ¢ moanyHKToM 5.2.167 nyHkra 5 Ilonoxxenust o0 MuHucCTEpCTBE 3ApaBOOXPAHEHUS
Poccniickoit  ®enepauuu, yTBEpKIACHHOrO IocrtaHoBieHueMm lIpaButensctBa Pocculickon
Oenepannu ot 19 urons 2012 r. N 608 (Cobpanue 3axkoHomarenbcTBa Poccuiickoit deneparum,
2012, N 26, ct. 3526), npuKa3bIBaro:

1. YTBepHI/ITI) npujaaracMbI€ CrICUaJIbHBIC Tpe6OBaHI/I$I K YCJIOBHUAM XPaHCHHA HAPKOTHYCCKHUX H
NCUXOTPOIHBIX JICKAPCTBCHHBIX CPCACTB, IIPEAHAZHAYCHHBIX IJId MEAULIUHCKOT'O IIPUMCHCHMU .

2. Ilpu3Hath yTpaTUBIIUM CUITY NpuKka3 MuHHcTepcTBa 3paBooxpaHeHus Poccuiickoit denepannn
otT 24 urong 2015 r. N 484n "OO0 yTBep)KJeHUU CHEUHATbHBIX TPEOOBAaHUM K YCIOBUSAM XpaHEHUs
HAapKOTUYECKUX CPEJCTB U ICHUXOTPOIHBIX BELIECTB, 3aPETUCTPUPOBAHHBIX B YCTAaHOBJIEHHOM
MOPSIIKE B Ka4ECTBE JIEKAPCTBEHHBIX CPENCTB, MPEJHA3HAYECHHBIX Ul MEIUIIMHCKOTO TPUMEHEHHUS
B aITEYHbIX, MEIUIMHCKUX, HAay4YHO-HCCJEI0BATENbCKUX, OOpa30BaTENIbHBIX OpraHU3alUsX H
OpraHu3alUsX  ONTOBOW  TOPrOBIM  JIGKAPCTBEHHBIMU  cpeacTBaMH"  (3aperucTpupoBaH
MunuctepctBom toctuiuu Poccuiickoit ®enepaunn 13 suBapst 2016 r., perucrpanuonssii N
40565).

3. Hacrosmmii npuka3 Bcrynaet B cuiy ¢ 1 mapra 2022 r. u neiictByer a0 | mapra 2028 r.

Bpuo Munucmpa
B.C. ©UCEHKO

YTBEP)K/I[EHBI
K npuxa3y Munucmepcmea 30pagooxpanerus

Poccuiickoti @edepayuu
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om 26 nosops 2021 2. N 1103n

CHEIUAJBHBIE TPEBOBAHUA K YCJIOBUAM
XPAHEHUA HAPKOTHYECKHUX U IICUXOTPOIIHBIX
JIEKAPCTBEHHbBIX CPEJICTB, IIPEJIHASHAYEHHDBIX

JJIA MEJUIIUHCKOTI'O IPUMEHEHUSA

1. B anTe4yHol, MEIMIMHCKON OpraHu3aliy WIK OpraHU3aluy ONTOBOW TOPIOBIM JIEKAPCTBEHHBIE
CPEICTBa, COJEp/KalIMe HApPKOTUYECKHE CPEICTBA M IICHXOTPOIHBIE BEUIECTBA, BKIIOYCHHBIE B
[epeYeHb HApKOTUYECKUX CPEACTB, ICHUXOTPOIHBIX BELIECTB U HUX IMPEKYpPCOPOB, IOJJIEKALINX
KOHTpoJto B Poccuiickoii ®@enepauuu, YTBEPKICHHBIM mocTaHOBIeHUEM IIpaBurenbcTBa
Poccuiickoit ®enepaunn ot 30 utonst 1998 r. N 681 <1> (nanee - HAPKOTUUECKHUE U IICUXOTPOIHbBIE
JIEKapCTBEHHbIE CPEJCTBA), JUId IApPEHTEPAJIbHOI0, BHYTPEHHEr0 M HAapyXHOIO IPUMEHEHHS
JIOJIKHBI XPAHUTBCS pa3JIeNbHO.

<1> Cobpanue 3akoHoaarenbcTBa Poccuiickoit deneparuu, 1998, N 27, cr. 3198; 2020, N 50, cr.
8213.

HapxoTuueckue U TMCUXOTPOIHBIE JEKApPCTBEHHBIE CPENICTBA JOJDKHBI XPAHUTHCA Ha OTAEIBHOM
MIOJIKE WJTH B OTZIEIBHOM OTJICJICHUH 3alUPAIOIIETOCs ceiida nin MeTaJuImdeckoro mkada.

2. B AllTCUHBbIX, MCAULIUHCKUX, HAYUHO-UCCICAOBATCIbCKHUX, O6p830BaTeJ'ILHLIX OpraHu3alusax MU
opraHu3anuax OIITOBOM TOProBJIM JICKAPCTBCHHBIMU CPCACTBAMU HAa BHYTPCHHHUX CTOpPOHAX z[BepefI
3aIlUPaArOIINXCA CCI\/'I(l)OB nin MCTAJNIMYCCKUX IJ_IKaCI)OB, B KOTOPBIX OCYHICCTBIIACTCA XPaHCHUC
HAapKOTUYCCKHUX MW TICUXOTPOIHBIX JICKAPCTBCHHBIX CPCACTB, AOJDKHBI BBIBCIIMBATHCA CIIMCKHU
XPAHAIINUXCA HAPKOTUYCCKUX U NCUXOTPOITHBIX JICKAPCTBCHHBIX CPCACTB C YKA3aAHWEM HUX BBICIIHX
PAa30BbIX U BBICHINUX CYTOYHBIX O03.

I[OHOJ'IHI/ITCJ'[BHO B MCAUMIMHCKUX OpraHu3alusax B MCECTaxX XpaHCHUSA HAPKOTUYCCKUX H
MNCUXOTPONHBIX JICKAPCTBCHHBIX CPCACTB MHOJDKHBI Pa3sMEIIaTbCAd Ta6J'II/ILILI HpOTI/IBOHI[I/Iﬁ Ipu
OTpPaBJICHUAX YKAa3aHHBIMH CPECACTBAMMU.

3. XpaneHnue (apMaleBTHUECKUX CYOCTaHIMM <2>, HCNOJB3YeMbIX JJIsi HM3TOTOBJICHUS
HapKOTUYECKUX U MCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB B BHJIE TOTOBBIX JIEKAPCTBEHHBIX (HOpM
(ayiee - HAPKOTHYECKHE U TICUXOTPOIHBIE JIEKAPCTBEHHBIE MIPENaparhl), B allTEUHBIX OPraHU3aIUsIX
JOJI’KHO OCYIIECTBIISIThCSI B LITaHIJIa3aX, MOMEIICHHBIX B 3aluparonirecs cednl (MeTaminyecKkue
mKadbl), C YKa3aHUEM BBICIIUX PA30BbIX U BBICIIUX CYTOUHBIX J103.

<2> Yactp 2 cratem 4 @enepanmbHoro 3akoHa ot 12.04.2010 N 61-®3 "O6 obpamennn
nexapcTBeHHbIX cpeacTB" (CobOpanue 3akoHoAarenbeTBa Poccuiickoit deneparnuu, 2010, N 16, cr.
1815; 2014, N 52, ct. 7540).

4. XpaHeHue HapKOTMYECKHUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB B IOMEIIEHUSX,
OTHOCSIIMUXCA K 4-U Kareropuu <3>, WIM B MECTaXx BPEMEHHOTO XPAaHEHHs OCYIIECTBIIAETCS B
ceiipax (KoHTelHepax), pacroJI0KEHHBIX B COOTBETCTBYIOIINX MTOMEIIEHHUAX MM MECTax.
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<3> [lynkr 4 nocranosieHus [IpaBurenscrBa Poccuiickoit denepanun ot 31.12.2009 N 1148 "O
MOPSIIKE XPaHCHHs] HAPKOTUYECKUX CPEJCTB, ICHXOTPOIHBIX BEIMIECTB M WX MPEKypcopoB"
(Cobpanue 3akonomarensctBa Poccuiickoit @enepanuu, 2010, N 4, ct. 394; 2020, N 43, c1. 6798).

Oguyuanvnolit UCMOYHUK INEKMPOHHO20 OOKYMEHMA COOEPIHCUM HEMOYHOCHb: UMEEMCA 6
eudy nynkm 4 Ilpasun xpanenusa napxomuueckux cpeocme, ymeepicoennvix Ilocmanoenenuem
Ilpasumenvcmea P® om 31.12.2009 N 1148.

5. B MemuuuHCKUX OpraHM3alusaX JOJDKHbI XPAaHUTbCS HAPKOTHUYECKHE U IICUXOTPOIHbIE
JIEKapCTBEHHbIE Npenaparhbl, HM3rOTOBJIECHHBIE MPOU3BOJUTEISIMM JIEKAPCTBEHHBIX CPEJICTB WM
anTeYHOW OpPraHMU3aLUeH.

6. 3anpemaeTc;1 XpaHEHUC B MCECAWINUHCKHUX OpraHu3anugaxXx HAPKOTHYECKHUX W IICHUXOTPOITHBIX
JICKApPCTBCHHLIX ITp€IapaToB, U3rOTOBJICHHBIX arTeYHOMN opraHmauI/Ieﬁ, B CjIydac OTCYTCTBHA Ha
YIIaKOBKCE:

STUKETKH, cojlepkamieil o6o3HaueHnus "Buyrpennee", "Hapyxnoe", "I'mazubie karuu", "' ma3Hbie
mazu", "Jlns uabeKuuil" U uHble 0003HAYEHMS], XapaKTEPU3YIOIIe HaMMEHOBAaHUE JIEKAPCTBEHHOU
dbopmbl U (WIH) crTOco0 TPUMEHEHNS,

HAaMMEHOBAHHME U MECTOHAXOXKJEHUE alTeUYHON OpraHu3allii, U3TOTOBUBIIEH HAPKOTUYECKUM WIIH
MICUXOTPOIHBIN JIEKaPCTBEHHBIH Mpenapar;

HaMEHOBaHUM MEIUITUHCKOM OopraHu3aluu U €€ CTPYKTYPHOI'O MOAPA3ACIICHU,

COCTaBa HAPKOTHUYCCKOTO HJIM IICUXOTPOIIHOI'O JICKAPCTBCHHOI'O IIplriapara B COOTBCTCTBUU C
MMPOIUCHIO, y1<a3aHH0171 B Tpe6OBaHI/II/I MEIUITUHCKOM OpraHu3aluu,

AaTbl HU3IOTOBJICHUA U CPOKA TOAHOCTH HAPKOTHUYCCKOI'O WKW IMCHXOTPOITHOTO JICKAPCTBECHHOTO
npemnapara, JIaHHbBIX O IIPOBECACHHOM KOHTPOJIC KaUCCTBA JICKAPCTBCHHOI'O IIpCrapara,

MOANMCEN JINILI, U3TOTOBUBIIUX, IPOBEPUBIIUX U OTIYCTUBIINX HAPKOTUYECKUHN WIM IICUXOTPOITHBII
JIEKapCTBEHHBIN ITpenapar U3 anTe4HONW OpraHnu3aly.

7. XpaHeHHe HAPKOTHYECKHX U TCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB, TPEOYIOIIUX 3aIUTHI OT
MOBBIIICHHOW  TEMIIEpaTypbl, B  alTE€YHbIX, MEIULHMHCKUX, HAYYHO-HCCIIEIOBATEIbCKUX,
0o0pa3oBaTeNbHbIX OpraHU3alUsAX ¢ OpraHM3alMsIX ONTOBOM TOPIOBIM  JIEKAPCTBEHHBIMU
CpEeACTBaMU OCYILIECTBIISAETCS:

B IIOMCIICHUAX, CIICIITUAJIbHO O60p}I]10BaHHI>IX WHKXCHCPHBIMU N TEXHUYCCKUMU CPCACTBAMU OXPaHbL
(manee - moMemieHHs), OTHocsAmmMXxcsa K 1-if m 2-if kareropusiMm <3>, B 3alHUpPaONIUXCA
XOJIOOUJIBHUKAX (XOJ'IO)II/IJ'II)HBIX KaMean) nin B CHeHHaHBHOﬁ 30HC JJI4 PasMCIICHHUA
XOJIOAWJIBHUKOB  (XOJNOJAMJIBHBIX ~ KaMep), OTIEJIEHHOM OT OCHOBHOTO Me€CTa XpaHEHUs
METAJTMYECKOMN PEIIETKOM ¢ 3alIMpaOIIEHCs peleTyaTon JBEPhIO;

<3> [lyskT 4 nocranoBnenus IlpaButensctBa Poccuiickoit ®eneparuu ot 31.12.2009 N 1148 "O
MOPSIIKE XPAHEHUS HAPKOTHYECKUX CPEJICTB, TCHXOTPOITHBIX BEMIECTB W WX MPEKypcopoB”
(Cobpanne 3akononarenscTBa Poccuiickoit @enepamuu, 2010, N 4, ct. 394; 2020, N 43, cT. 6798).

B TOMEIICHUSAX, OTHOCAIIMUXCS K 3-i Kareropum <3>, B CHEHHUAIbHON 30HE ISl pa3MELICHHS
XOJIOAWJIBHUKOB  (XOJNIOAWJIBHBIX  KaMmep), OTIEJICHHOM OT OCHOBHOTO MeECTa XpaHEHUus
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METAJNTUYECKOM PEIIETKOM ¢ 3alIMparoIIeics peleTyaTon JBEephIo;

<3> Ilyukt 4 nocranoBienus [IpaBurennscrBa Poccutickoit @enepamuu ot 31.12.2009 N 1148 "O
MOPSIJIKE XPaHCHHsSI HAPKOTHYECKUX CPEJCTB, ICHXOTPOITHBIX BEIIECTB M HX IMPEKypcopoB"
(Cobpanue 3axkononarensctBa Poccuiickoit deneparuu, 2010, N 4, ct. 394; 2020, N 43, c1. 6798).

B TOMEIICHUSAX, OTHOCAIIMXCS K 4-if kareropuu <3>, B TEPMOKOHTEHHEpax, pa3MelICHHBIX B
ceiidax;

<3> [lynkrt 4 nocranosieHus [IpaBurenscrBa Poccuiickoit denepanuu ot 31.12.2009 N 1148 "O
MOPSIIKE XPAHCHHSI HAPKOTUYECKUX CPEJCTB, ICHXOTPOITHBIX BEIIECTB M WX MPEKypcopoB"
(Cobpanue 3akonomarenscTBa Poccuiickoit ®deneparuu, 2010, N 4, ct. 394; 2020, N 43, c1. 6798).

B MeECTax BPEMEHHOIO0 XpaHEHHs - B TEPMOKOHTEWHepax, pa3MelIeHHbIX B celdax mubo B
METaJUIMYECKUX WM M3TOTOBJIEHHBIX W3 JPYTUX BBICOKOIPOUYHBIX MAaTEpPHATIOB KOHTEHHEpax,
MOMEIIEHHBIX B TEPMOKOHTEHHEPBHI.

MecTta XpaHeHUs HAPKOTHYECKHUX M MCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB, TPEOYIOIIUX 3alUThI
OT TIOBBIIIEHHOM TeMIepaTypbl (XOJIOAWJIbHAS Kamepa, XOJIOJAWIbHUK, TEPMOKOHTEIHED),
HE00X0UMO 000PYAOBATh MPHUOOPAMHU IS PETUCTPALIUU TEMIIEPATYPHI.

Tpe60BaHI/I$[ K OIICYATBIBAHUIO PACIIPOCTPAHAIOTCA B TOM YHUCIIC HA XOJIOAWJIBHUKHN (XOJIOI[I/IJII)HI)IG
KaMepH) HJIN Ha CIICHUAJIBHBIC 30HBI AJI pa3MCIICHHUA XOJIOJUIIBHUKOB (XOJ'IO,Z[I/IJ'IBHLIX KaMep).

8. HemoOpokadecTBeHHbIE HApPKOTHMYECKWE M IICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPE/CTBA,
BBISIBJICHHBIE B aNTEYHOW, MEAMIIMHCKONW OpTraHM3allid WM OPTaHU3allMd OINTOBOM TOPTOBIIH
JIEKAPCTBEHHBIMU CPEACTBAMHU, a TaK)K€ HAPKOTUYECKUE WJIM TICUXOTPONHBIE JIEKAPCTBEHHbBIE
CpelCTBa, CIAHHBIC POJCTBEHHUKAMH yMEpIIUX OOJBHBIX B MEAUIIMHCKYIO OPTaHM3aIlUIo, 10 UX
CIIUCAHMS M YHUUTOKEHHUS TMOMANEKAT UACHTU(PUKAIMN U XPAaHEHUIO HA OTIENbHOM MOJKEe WIN B
OTJIEIbHOM OTJIEJIEHUH 3aluparoiierocs ceida mim Merauindeckoro mkada.
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