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

MUHHUCTEPCTBO 3IPABOOXPAHEHUS
POCCUMCKOHU ®EJEPAIIUU

ITPUKA3
ot 26 Hos1i0opst 2021 r. N 11031

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

B coorBercTBUEM ¢ moanyHKToM 5.2.167 nmyHkTa 5 Ilonoxxenust o MuHucTepCcTBE 3ApaBOOXPAHEHUS
Poccuiickoit  @enepauuu, YTBEPKICHHOrO MoctaHoBieHueM IIpaBurenbcTtBa  Pocculickoit
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 YCJIOBUAM XPAaHCHHA HAPKOTHYCCKUX H
NCUXOTPOIHBIX JICKAPCTBCHHBIX CPEACTB, MPEAHAZHAYCHHBIX UISI MEAULIUHCKOT'O IIPUMCHCHMU .

2. Ilpu3Hath yTpaTUBILIUM CUITy Npuka3 MuHHcTepcTBa 3/ipaBooxpaHeHus: Poccuiickoit denepannn
otT 24 utong 2015 r. N 484n "OO0 yTBepKI€HUM CHEIHATbHBIX TPEOOBAHUH K YCIOBHUSAM XpaHEHHS
HapKOTUYECKUX CPEICTB U ICHUXOTPOIHBIX BELIECTB, 3apETHCTPUPOBAHHBIX B YCTAaHOBJIEHHOM
NOPSIKE B Ka4ECTBE JIEKAPCTBEHHBIX CPEJCTB, MPEJHA3HAYECHHBIX Ul MEAUIIMHCKOTO TPUMEHEHHUS
B aITEYHbIX, MEIUIMHCKUX, HAay4YHO-HCCIEI0BaTENbCKUX, OOpa30BaTENIbHbIX OpraHU3alusX H
OpraHu3alUsX  ONTOBOM  TOProBIM  JIGKAPCTBEHHBIMU  cpelacTBaMH"  (3aperucTpUpOBaH

MunuctepctBom toctuiuu Poccuiickoit ®enepanun 13 suBaps 2016 r., peructpauroHHbsiii N
40565).

3. Hacrosuwmii npukas Bcrynaet B cuiy ¢ 1 mapra 2022 r. u geiictByer a0 1 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 . N 1103u

CHEIUAJBHBIE TPEBOBAHUA K YCJIOBUAM
XPAHEHUA HAPKOTHYECKHUX U IICUXOTPOIIHBIX
JIEKAPCTBEHHbBIX CPEJACTB, IPEJIHAZSHAYEHHDBIX

JJIA MEJUIIUHCKOTI'O IPUMEHEHUSA

1. B anTe4yHol, MEIMIIMHCKON OpraHM3alliy WIK OpraHU3aluy ONTOBOW TOPIOBIM JIEKAPCTBEHHBIE
CPEICTBa, COJEp/KalIMe HApKOTUYECKUE CPEICTBA M IICHXOTPOIHBIE BEUIECTBA, BKIIOYCHHBIE B
IepEeYeHb HApPKOTUYECKUX CPEACTB, ICHUXOTPOIIHBIX BELIECTB M HUX IPEKYpPCOPOB, MOJJIEKALIUX
KOHTpodto B Poccuiickoii ®@enepauuu, YTBEPKICHHBIM mocTaHOBIeHUEM IIpaBurenbcTBa
Poccuiickoit ®enepaunn ot 30 utonst 1998 r. N 681 <1> (nanee - HAPKOTUUECKHUE U IICUXOTPOIIHbBIE
JIEKapCTBEHHbIE CPEJCTBA), JUId IApPEHTEPAJIbHOI0, BHYTPEHHEr0 M HApy>KHOIO IPUMEHEHUs
JIOJIKHBI XPAHUTBCS pa3JIeNbHO.

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

HapkoTuueckue M TMCUXOTPOIMHBIE JEKAPCTBEHHBIE CPENCTBA JOJDKHBI XPAHUTHCA Ha OTAEIbHOM
MIOJIKE WJTH B OTZIEIBHOM OTJICJICHUH 3alUPAIOIIETOCs ceiida nin MeTaJuImdeckoro mkada.

2. B AllTCUYHBbIX, MCAULIUHCKUX, HAYUYHO-UCCICAOBATCIbCKHUX, O6paSOBaTeHBHBIX OpraHu3anuiax "
opraHusanuAax OIITOBOM TOPIroBJIX JICKAPCTBCHHBIMU CPCACTBAMH HAa BHYTPCHHUX CTOPOHAX z[Bepeﬁ
3aIlUPaArOIUXCI CCI\/'I(l)OB NI MCTAJNIMYCCKUX IJ_IKaCI)OB, B KOTOPBIX OCYHICCTBJIACTCA XPaHCHHC
HAapKOTUYCCKHUX MW TICUXOTPOIMHBIX JICKAPCTBCHHBIX CPCACTB, AOJDKHBI BBIBCIIMBATHCA CIIMCKHU
XpaHAIHUXCA HAPKOTUYCCKUX U ICUXOTPOITHBIX JICKAPCTBCHHBIX CPEACTB C YKA3dHUCM HUX BBICIIHUX
PAa30BbIX U BBICHIUX CYTOYHBIX H03.

I[OHOJ'IHI/ITCJ'[BHO B MCIUMIMHCKUX OpraHu3alusax B MECTaX XpPaHCHUA HAPKOTUYCCKUX H
MNCUXOTPONHBIX JICKAPCTBCHHBIX CPEACTB JOJIKHBI Pa3sMEIaTbCAd Ta6J'II/II_ILI HpOTI/IBOSI)II/Iﬁ Ipu
OTpPaBJICHUAX YKa3aHHBIMH CPCACTBAMMU.

3. XpaneHnue (apMaleBTHUECKUX CyOCTaHIMM <2>, HCMNOJb3YeMBIX M M3TOTOBJICHUS
HapKOTUYECKUX U MCUXOTPONHBIX JIEKAPCTBEHHBIX CPEACTB B BUJIE TOTOBBIX JIEKAPCTBEHHBIX (hopM
(tasiee - HAPKOTHYECKUE U TICUXOTPOMHbIE JIEKAPCTBEHHBIE MPENaparhl), B alTEYHBIX OPraHU3aLUAX
JOJI’KHO OCYILIECTBIISIThCS B LITAHIIa3aX, MOMEIICHHBIX B 3aluparomuecs celdol (MeTalandeckue
mKadbl), C yKa3aHUEM BBICIIUX PA30BbIX U BBICIINX CYTOYHBIX J103.

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

4. XpaHeHue HapKOTMYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB B IOMEILEHUSX,
OTHOCSIIMUXCA K 4-U Kareropuu <3>, WIM B MECTaX BPEMEHHOTO XPAaHEHHs OCYILECTBIIETCS B
ceiiax (KoHTelHepax), pacroJI0KEHHBIX B COOTBETCTBYIOIIUX MOMEIICHUAX M MECTaXx.
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<3> [lynkt 4 nocranosieHus [IpaBurenscrBa Poccuiickoit @enepanun ot 31.12.2009 N 1148 "O
MOPSIIKE XPAHCHHsSI HAPKOTUYECKUX CPEJCTB, ICHUXOTPOIHBIX BEIIECTB M WX MPEKypcopoB"
(Cobpanue 3akonomarensctBa Poccuiickoit @eneparuu, 2010, N 4, ct. 394; 2020, N 43, c1. 6798).

Oguyuanvnolit UCMOYHUK INEKMPOHHO20 OOKYMEHMA COOEPHCUN HEMOYHOCHIL: UMEEMCA 6
euody nynkm 4 Ilpasun xpanenus Hapxomuueckux cpeocme, ymeepicoennwvix Ilocmanoenenuem
Ilpasumenvcmea P® om 31.12.2009 N 1148.

5. B MemuUUMHCKUX OpraHM3alMsIX JOJDKHbI XPAaHUThCS HAPKOTHUYECKHE U IICUXOTPOIHbIE
JIEKapCTBEHHbIE Npenaparhbl, HM3rOTOBJIECHHBIE MPOU3BOJUTEISIMM JIEKAPCTBEHHBIX CPEJICTB WIH
anTeYHOW OpPraHMU3aLUeH.

6. 3anpemaeTc;1 XpaHCHUEC B MCEAWINHUHCKHUX OpraHu3anuax HApPKOTHYECKHUX W IICUXOTPOITHBIX
JICKApPCTBCHHLIX IMpE€rapaToB, U3rOTOBJICHHBIX alTeYHOMN OpFaHHBaHHeﬁ, B ClIydyac OTCYTCTBHA Ha
YIIaKOBK€E:

STUKETKH, colepskamieil obo3Hauenus "Buytpennee", "Hapyxnoe", "['mazubie xamm", "['nazneie
mazu", "Jlng nHbeKuui" U nHble 0003HAYEHMS], XapaKTEpU3YIOLME HAUMEHOBAHUE JIEKAPCTBEHHOM
dbopmbl U (WIH) crTOco0 TPUMEHEHNS,

HAaMMEHOBAHME U MECTOHAXOXKJECHUE alTeUYHON OpraHu3allii, U3TOTOBUBIIEH HAPKOTUYECKUM WIIH
MICUXOTPOIHBIN JIEKaPCTBEHHBIH Mpenapar;

HaMEHOBaHUM MEIUITUHCKOM OopraHru3alvu U €€ CTPYKTYPHOI'O IOAPA3ACIICHU,

COCTaBa HAPKOTUYCCKOTO HJIM IICUXOTPOIIHOI'O JICKAPCTBCHHOI'O IIplriapata B COOTBCTCTBUU C
MpOIHUCHIO, y1(a3aHHOI71 B Tpe60BaHI/II/I MEJMLIMHCKOM OpraHu3aluu,

AaTbl HU3TOTOBJICHUA U CPOKA TOAHOCTH HAPKOTHUYCCKOI'0O WKW IMCHXOTPOIIHOTO JICKAPCTBCHHOTO
npemnapara, JaHHBIX O IIPOBECACHHOM KOHTPOJIC Ka4CCTBA JICKAPCTBCHHOI'O IIpCrapara,

MOANMCEN JINILI, U3TOTOBUBIIUX, IPOBEPUBILIUX U OTIIYCTUBIINX HAPKOTUYECKUHN WIH IICUXOTPOIHBII
JIEKapCTBEHHBIN ITpenapar U3 anTe4HONW OpraHnu3aly.

7. XpaHeHHe HAPKOTHYECKUX U ICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB, TPEOYIOIIUX 3aIUTHI OT
MOBBIIICHHOW  TEMIIEpaTypbl, B  alTE€YHbIX, MEIULHMHCKUX, HAYYHO-UCCIIEI0BATEIbCKUX,
0o0pa3oBaTeNbHbIX OpraHU3allUsAX MW OpraHMU3alMsIX ONTOBOM TOPIOBIM  JIEKAPCTBEHHBIMH
CpPEACTBaMU OCYLIECTBIIAETCA:

B IIOMCIICHUAX, CIICITUAJIbBHO O60py,[[0BaHHI:IX HWHKXCHCPHBIMU N TEXHUYCCKUMHU CPCACTBAMH OXPaHbI
(manmee - moMmemieHus), OTHocsAmmMxcs K 1-if m 2-if kareropusiMm <3>, B 3alHUpPaONIUXCA
XOJIOAUJIIBHUKAX (XOHOI{I/IJ’IBHBIX KaMean) HJINn B CHeHHaﬂBHOﬁ 30HC JJId PasMCIICHHUA
XOJIOAWIBHUKOB  (XOJMOAMJIBHBIX  KaMep), OTIEJIEHHOM OT OCHOBHOTO MeCTa XpaHEHUs
METAJTMYECKOMN PEIIETKOM ¢ 3alIMpaOIIEHCs peleTyaTon JBEPhIO;

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

B TIOMEILECHUSAX, OTHOCAIIMUXCS K 3-H Kareropum <3>, B CIEHHAIBHON 30HE ISl pa3MElICHUS
XOJIOIMIBHUKOB  (XONOMMJIBHBIX  Kamep), OTHCNEHHOM OT OCHOBHOTO MeCTa XpaHCHHS
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METAJNTUYECKOM PEIIETKOM ¢ 3alIMparoIIeics peleTyaTon JBEephIo;

<3> IlyskT 4 nocranoBienus [IpaBurennscrBa Poccutickoit @enepamuu ot 31.12.2009 N 1148 "O
MOPSIIKE XPAHEHUS HAPKOTHYECKUX CPEJICTB, TCHXOTPOITHBIX BEIIECTB W HUX NPEKypcopoB”
(Cobpanue 3akonomatenbcTBa Poccuiickoit @enepanuu, 2010, N 4, ct. 394; 2020, N 43, ct. 6798).

B TOMEIICHUSAX, OTHOCAIIMXCA K 4-if Kareropuu <3>, B TEPMOKOHTEHHEpax, pa3MEIICHHBIX B
ceiidax;

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

B MeECTax BPEMEHHOIO0 XpaHEHHs - B TEPMOKOHTEWHepax, pa3MelIeHHBbIX B celdax mambdbo B
METaJUIMYECKUX WM M3TOTOBJIEHHBIX W3 JPYTUX BBICOKOIPOUYHBIX MAaTE€pPUATIOB KOHTEHHEpax,
MOMEIIEHHBIX B TEPMOKOHTEHHEPHI.

MecTta XpaHeHUs! HAPKOTUUYECKHUX M MICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB, TPEOYIOMINX 3aIlUThI
OT TIOBBIIIEHHOM TeMIeparypbl (XOJIOAWJIbHAS Kamepa, XOJOJIWJIbHUK, TEPMOKOHTEIHED),
HE00X0UMO 000PYI0BaTh IPUOOPAMHU IS PETUCTPALIMU TEMIIEPATYPHI.

Tpe60BaHI/I$[ K OIICYATBIBAHUIO PACIIPOCTPAHAIOTCA B TOM YHUCIIC HA XOJOAWJIBHUKH (XOJIOIII/IJH)HI)IG
KaMepH) WJIK Ha CIICHUAJIBHBIC 30HbI JJIA PasMCIICHUA X0JIO0AUJIbHUKOB (XOJ'IOI[I/IJ'IBHLIX KaMep).

8. HemoOpokadecTBeHHbIE HApPKOTHMYECKWE M ICUXOTPOIHBIE JIEKAPCTBEHHBIE CPE/CTBA,
BBISIBJICHHBIE B aNTEYHOW, MEAMIIMHCKONW OpTraHM3allid WM OPTaHU3allMd OINTOBOM TOPTOBIIH
JIEKAPCTBEHHBIMU CPEACTBAMHU, a TaK)K€ HAPKOTUYECKUE WIIM TICUXOTPONHBIE JIEKAPCTBEHHbBIE
CpelCTBa, CIAAHHBIC POJCTBEHHUKAMH YMEPIIUX OOJBHBIX B MEAUIIMHCKYIO OPTaHH3aIUIo, 10 UX
CIIUCAHMS M YHUYTOXKCHHUS MOANEKAT UACHTU(PUKAIMN U XPAaHEHUIO HA OTIENbHOM MOJKEe WIH B
OTJIEIbHOM OTJIEJIEHUH 3aluparoiierocs ceida mim Merauindeckoro mkada.
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