[okyMmeHT npepoctasneH KoHcynbTaHTIN0C

3apeructpupoano B Muntocte Poccuu 13 ssuBapst 2016 r. N 40565

MUHUCTEPCTBO 3/IPABOOXPAHEHMSI POCCUIICKOI ®EJEPALIMN

IMPUKA3
ot 24 nroas 2015 r. N 484n

OB YTBEPKJIEHUHU CHEIUAJIBHBIX TPEFOBAHUI
K YCJOBUAM XPAHEHUSA HAPKOTUYECKHUX CPEACTB U IICUXOTPOITHBIX
BEIMECTB, 3BAPETUCTPUPOBAHHBIX B YCTAHOBJIEHHOM ITOPAJIKE
B KAYECTBE JJEKAPCTBEHHbBIX CPEJICTB, IIPE/JHASHAYEHHBIX
JJIA MEAJUIIAHCKOI'O TIPUMEHEHUSA B AIITEYHBIX, MEIUIIUHCKHUX,
HAYYHO-UCCJIEJOBATEJIbCKHUX, OBPA3OBATEJIBHBIX OPI'TAHU3AIUAX
U OPTAHU3AIIUAX OIITOBOM TOPT'OBJIM JIEKAPCTBEHHBIMU CPEJICTBA-
MH

B coorBercTBuM ¢ nyHkToM 15 IlpaBui XpaHeHHs] HAPKOTHUUECKUX CPEACTB U ICUXOTPOII-
HBIX BEIIECTB, YTBEPKACHHBIX MocTaHoBieHueM [IpaBurennctBa Poccuiickoin @enepanun ot 31
nexabps 2009 r. N 1148 "O nopsaake XpaHeHUs HAPKOTUYECKUX CPEACTB U ICUXOTPOIHBIX Be-
miectB" (Cobpanue 3akoHomatenbcTBa Poccuiickoit deneparuu, 2010, N 4, ct. 394, N 25, cr.
3178; 2011, N 18, ct. 2649; N 42, ct. 5922; N 51, ct. 7534; 2012, N 1, ct. 130; N 27, c1. 3764;
N 37, ct. 5002; 2013, N 8, ct. 831; 2014, N 15, c1. 1752), mpuka3siBaio:

1. YTBepauTh crienuaabHble TPEOOBAHMS K YCIOBUSAM XpAaHEHUSI HAPKOTHYECKUX CPENICTB U
MICUXOTPONHBIX BEILIECTB, 3aPETUCTPUPOBAHHBIX B YCTAHOBJICHHOM Topsiake B Poccuiickoit de-
ACpallii B KA4YCCTBEC JICKAPCTBCHHBIX CPCACTB, NPCAHASHAYCHHBIX JJISI MCAUIIUHCKOT'O ITPUMCHC-
HUS, B allTEYHBIX, METUIIUHCKUX, HAYYHO-HCCIEA0BATEIbCKUX, 00pPa30BaTEIbHBIX OpraHU3aIUsIX
" OpraHusanusax ONTOBOH TOProBJIK JICKAPCTBCHHBIMU CPCACTBAMU COTJIACHO IMPUIIOKCHUIO.

2. [Ipu3Hath yTpaTuBIIMM CHIIy NprKa3 MUHUCTEPCTBA 34PABOOXPAHEHUS U COLMATIBHOTO
pa3Butus Poccuiickoit @eneparuu ot 16 mas 2011 r. N 3971 "OO0 yTBep:KICHUU CIIEUATBHBIX
TpeOOBaHUI K YCIIOBUSM XPaHEHUS HAPKOTHUECKUX CPEJCTB U NCUXOTPOMHBIX BEIIECTB, 3aperu-
CTPUPOBAHHBIX B YCTAHOBJICHHOM Iopsake B Poccuiickoit denepannuy B Ka4ECTBE JIEKAPCTBEH-
HBIX CpEACTB, MpEIHA3HAYEHHBIX [JISI METUIIMHCKOTO MPUMEHEHMs, B alTEeYHBIX, JIe4eOHO-
NpOPMIAKTHYECKUX YUPESKICHUAX, HAYIHO-HCCIIEI0BATEIbCKUX, YICOHBIX OpraHU3alusiX U Op-
TaHU3AIMAX ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMH CpeacTBamMu' (3aperucTpupoBaH MuHuHcCTEp-
ctBoM toctuniuu Poccuiickoit @eneparuu 2 urons 2011 r., peructparmonssii N 20923).

Munuctp
B.M1.CKBOPLIOBA

IIpunoxenue

K IIpHKa3y MHUHHCTEPCTBA 3APaBOOXPAHCHHUS
Poccutickoit denepanuu

otT 24 mrons 2015 . N 484n



CIIEHUAJIBHBIE TPEBOBAHUA
K YCJOBUAM XPAHEHUA HAPKOTUYECKHUX CPEACTB U IICUXOTPOITHBIX
BEIMECTB, BAPETUCTPUPOBAHHBIX B YCTAHOBJIEHHOM INOPAJIKE

B POCCUMCKOM ®EJIEPAIIMA B KAUECTBE JIEKAPCTBEHHBIX CPEJICTB,
INPEJHA3HAYEHHBIX JJIA MEAJUIIMHCKOI'O IPUMEHEHUS, B AIITEYHDBIX,

MEJUIWUHCKHUX, HAYYHO-UCCJIEAOBATEJIbCKHUX, OBPA3OBATEJIBHBIX

OPTAHM3AIIMSIX U OPTAHU3ALIMSIX ONITOBOM TOPTOBJIN
JIEKAPCTBEHHBIMU CPEJICTBAMM

1. Hacrosimue cnenuanbHble TPeOOBAaHUS OINPENENIAIOT OCOOCHHOCTH XpaHEHHUsS HApKOTHU-
YECKUX CPEICTB U NCUXOTPOIHBIX BEIIECTB, BKIIOUYEHHBIX B II€PEUYEHb HAPKOTUYECKUX CPEICTB,
IICUXOTPOIHBIX BELIECTB U UX MPEKYpPCOpOB, MOJUIeKaUX KOHTpomo B Poccuiickoin Penepa-
UM, YTBEPKACHHBIN moctaHoBieHueM I[lpaButenscTtBa Poccuiickoii @epeparuu ot 30 HroHs
1998 r. N 681 <1>, u 3aperucTpupoBaHHBIX B YCTaHOBJIEHHOM nopsike B Poccuiickoii denepa-
MU B Ka4€CTBE JICKAPCTBEHHBIX CPEACTB, NMPEIHA3HAYCHHBIX U1 MEIUIMHCKOTO IPUMEHEHUS
(mayee - HApPKOTHUYECKUE M MCHUXOTPOITHBIC JICKAPCTBEHHBIE CPEACTBA), B aNTEUHBIX, MEIUIIMH-
CKUX, HAy4HO-HCCIIE0BATENbCKIX, 00pa30BaTEIbHBIX OPraHU3alUsAX U OpraHU3aLUsAX ONTOBOU
TOPIOBJIN JIEKAPCTBEHHBIMH CPEICTBAMHU.

<1> Cobpanue 3akoHomarenscTBa Poccuiickoii @eneparuu, 1998, N 27, cr. 3198; 2004, N
8, cT. 663; N 47, cT. 4666, 2006, N 29, ct. 3253; 2007, N 28, ct. 3439; 2009, N 26, cT. 3183; N
52, cT. 6572; 2010, N 3, cT. 314; N 17, ct. 2100; N 24, ct. 3035; N 28, c1. 3703; N 31, cr. 4271;
N 45, ct. 5864; N 50, ct. 6696, ct. 6720; 2011, N 10, ct. 1390; N 12, cT. 1635; N 29, cT. 4466,
cT. 4473; N 42, ct. 5921; N 51, ct. 7534; 2012, N 10, ct. 1232; N 11, ct. 1295; N 19, cT. 2400;
N 22, ct. 2864; N 37, ct. 5002; N 48, cT. 6686; N 49, cT. 6861; 2013, N 9, c1. 953; N 25, cT.
3159; N 29, ct. 3962; N 37, ct. 4706; N 46, ct. 5943; N 51, cr. 6869; 2014, N 14, ct. 1626; N
23, ct. 2987; N 27, ct. 3763; N 44, ct. 6068; N 51, ct. 7430; 2015, N 11, cr. 1593; N 16, crt.
2368; N 20, ct. 2914.

2. B anre4yHoli, MEIULIMHCKON OpraHMU3allMM WM OpPraHU3alllyd ONTOBOM TOPrOBIIM JEKap-
CTBEHHBIMHU CPEICTBAMU HAPKOTHUUYECKHE U IICUXOTPOIHBIC JICKAPCTBEHHBIE CPEACTBA IS TapEH-
TE€pPaJIbHOI'0, BHYTPEHHEr0 U HAPY’KHOI'O IIPUMEHEHMS JOJKHBI XPAHUTBCS Pa3ACIIbHO.

B ykazaHHOM ciydae HAPKOTHYECKHE M TICUXOTPOITHBIC JIEKAPCTBEHHBIE CPEICTBA TOJIKHBI
XPAaHUTBCA Ha OT,Z[GHBHOﬁ IIOJIKE WJIMW B OTACIBHOM OTACIICHHUU ceix'uba UM METaJJIMYECKOI'O
mkada.

3. B anTe4yHbIX U MEOUIIMHCKUX OpraHU3alysix Ha BHYTPEHHUX CTOpPOHaX JABeper cei(os
WIA METANINYECKUX HIKa(pOB, B KOTOPBIX OCYILECTBIISAETCS XpaHEHHE HAPKOTHMUECKUX M MCUXO-
TPOIHBIX JICKAPCTBEHHBIX CPEICTB, JOJDKHBI BBIBEILIMBATLCSA CIHUCKU XPAHALIUXCS HApKOTHUYE-
CKHMX M IICUXOTPOIIHBIX JIEKAPCTBEHHBIX CPEACTB C YKAa3aHMEM UX BBICIIMX Pa3OBBIX M BBICIIMX
CYTOYHBIX J103.

ﬂOHOJ’IHI/ITCHBHO B MCIWIMUWHCKHX OpraHHu3aluAaAX B MCECTaX XpaHCHHUA HAPKOTHYCCKHUX H
MNCUXOTPONHBIX JICKAPCTBCHHBIX CPCACTB OOJIKHBI Pa3dMCIIATLCA Ta6.HI/II_IBI HpOTI/IBOH,Z[I/Iﬁ npu
OTpPaBJICHUAX YKa3aHHBIMH CPCACTBAMMU.

4. Xpanenue (papMarieBTUYECKUX CYOCTAaHIMH, UCIOIB3YEMBIX AJISi U3TOTOBJICHUS HAPKO-
TUYECKUX M INCUXOTPOINHBIX JIEKAPCTBEHHBIX CPEACTB B BUJE TOTOBBIX JIEKAPCTBEHHBIX (OPM
(mayee - HAPKOTUYECKHUE M NICUXOTPOITHBIE JIEKAPCTBEHHBIE MPEMaparhl), B aTEUHBIX OpraHu3a-



[USX JIOJDKHO OCYIIECTBISITHCS B IITAHTIIA3aX, IOMEIICHHBIX B CEH(BI (METANINYECKUE TKA(BI)
C YKa3aHHUEM BBICIINX PA30BBIX U BBICIIUX CYTOYHBIX J103.

5. XpaHeHHE HApKOTUYECKUX M ICUXOTPOINHBIX JIEKAPCTBEHHBIX CPEJICTB B NOMELICHUSX,
OTHOCSIIUXCA K 4- KaTeropuu, Wil B MECTaX BPEMEHHOIO XpAaHEHHs <1>, OCyILECTBIIIETCS B
ceiipax (KoHTeHHepax), pacHoOJI0KEHHBIX B COOTBETCTBYIOIIMX MTOMEIIEHHUSIX MIIM MECTax.

[To ucreuennn paboyero JHA HAPKOTUYECKHE U MCUXOTPOMHbBIE JIEKAPCTBEHHBIE CPE/ICTBA
JOJKHBI OBITH BO3BPAILIEHBI HA MECTO OCHOBHOTO XPAHEHUS HAPKOTUYECKUX M ICHUXOTPOITHBIX
JIEKapCTBEHHBIX CPEJICTB.

6. B MequIMHCKUX OpraHU3alUsaX JOJDKHBI XPAaHUTHCS HAapKOTHUYECKHE U IICUXOTPOIHBIE
JICKapCTBEHHBIE IIPENapaTsl, U3TOTOBICHHBIE ITPOM3BOJUTEISIMU JIEKAPCTBEHHBIX CPEICTB WIH
anTeYHOU OpPraHU3aLUECH.

7. 3anpeniaercsd XpaHeHHE B MEAMIMHCKUX OpraHU3alUsiX HApPKOTUYECKUX MU TCUXOTPOII-
HBIX JIEKAPCTBEHHBIX MPENapaToB, U3rOTOBJICHHBIX ANTEUYHOM OpraHU3allMel, B cllydae OTCYT-
CTBUS Ha YIAKOBKE JIEKAPCTBEHHOI'O MIperapara:

STHKETKH, cojepxaiieii oOo3Hauenus: "Buyrpennee", "Hapyxnoe", "I'ma3ubie kammu",
"I'maznpie mazu", "Jlnsg wHBEKIUNA" W WHBIE 0003HAYCHUS, XapaKTEPU3YIOIINEe HAMMEHOBAHHUE
JIeKapCTBEHHOH (OpMBI U (W) CIOCO0 MTPUMEHEHHUS IEKaPCTBEHHOT'O TIPerapara;

HAaUMEHOBAHMS M MECTOHAXOXACHHS allTEYHOW OpPraHU3allid, W3rOTOBUBLICH HapKOTHYE-
CKMI WIN IICUXOTPOIIHBIN JIEKAPCTBEHHBIN [IpEnapar;

HAaMMEHOBAHUM METUIIMHCKOM OpraHu3aluu 1 €€ CTPYKTYPHOTO MOapa3AeIeHus;

COCTaBa HAPKOTHUYECKOTO WJIM IICUXOTPOITHOTO JIEKAPCTBEHHOTO MIpenapara B COOTBETCTBUU
C IPOIHCHIO, YKa3aHHOW B TPEOOBAHMHU-HAKIAIHOW METUIIMHCKON OpraHu3alliy;

AAaTbl U3TOTOBJICHUA U CPOKA 'OAHOCTHU HAPKOTHUYCCKOI'0 UJIU IICUXOTPOITHOI'O JICKAPCTBCH-
HOTO TIpernapara, JaHHbIX O TIPOBEICHHOM KOHTPOJIE Ka4eCcTBa JIKAPCTBEHHOTO MTperapara;

HOHHHCCﬁ Jii1, H3roTOBHUBHICTO, IMPOBCPHUBHICIO U OTIIYCTHUBIICTO HapKOTI/I‘IeCKI/Iﬁ niim
MICUXOTPONHBIN JIEKAPCTBEHHBIN MpEnapar U3 aliTeuHON OpraHu3aluu.

8. XpaHeHne HAPKOTUYECKUX M MICUXOTPOITHBIX JICKAPCTBEHHBIX CPEACTB, TPEOYIOMIHUX 3a-
IIUTHI OT MOBBIIIEHHOW TEMIIEPATYPBI, B alITCUYHBIX, MEAUIIMHCKUX, HAYYHO-UCCIIEIOBATENIBCKUX,
00pa30BaTEeNbHBIX OPraHU3ALMUAX U OPraHU3aLUAX ONTOBOW TOPTOBJIH JEKAPCTBEHHBIMU CpE-
CTBAMH OCYILECTBIISECTC:

B IIOMEIICHUSX, CIEHHUATBHO 000PYIOBaHHBIX MH)KEHEPHBIMU M TEXHUYECKHMHU CpPEICTBa-
MU OXpaHbl (J1ajee - MOMEIIEHHUs), OTHOCSIIMXCS K 1-if u 2-i1 kateropusim <1>, - B 3ammparo-
IIUXCST XOJOMMIBHUKAX (XOJOIMIBHBIX Kamepax) WM B CIIEHUAIBHONW 30HE IS pa3MELICHHS
XOJIOIMIBHUKOB (XOJIOAUIBHBIX KaMep), OT/IEJICHHOW OT OCHOBHOI'O MECTa XpaHEHUS MeTaJlIH-
YECKOM PEIIETKOM C 3aIUPAIOLICICS peleTYaTON 1BEPhIO;

B IIOMEIIECHUAX, OTHOCAIIUXCA K 3-i KaTeropuu <1>, - B cCnenUaIbHON 30HE ISl pa3Mele-
HHUA XOJOAUJIBbHUKOB (XOJIO,Z[I/I.HBHBIX KaMep), OTI[CHCHHOﬁ OT OCHOBHOI'O MECTa XpaHeHI/IH McE-
TAJUTMYECKOM PEIIETKOM ¢ 3aluparolieiicss peneTyaToi ABEphio;

B NOMEILEHUAX, OTHOCSIIUXCS K 4-i kaTeropun <1>, - B TEpMOKOHTEHHEpaX, pa3MeLIcH-
HBIX B ceildax;



B MecTax BPEMEHHOro XpaHeHus <I> - B TepMOKOHTEWHepax, pa3MEIICHHBIX B ceidax,
a100 B METAJUIMYECKUX WIIM W3TOTOBJIEHHBIX U3 JAPYTUX BBICOKOMPOUYHBIX MaTEpUANOB KOHTEH-
Hepax, NOMEUICHHBIX B TEPMOKOHTEHHEPBL.

<1> IlynkTt 4 [lpaBun xpaHeHUs HAPKOTUYECKUX CPEACTB, ICUXOTPOMHBIX BEIIECTB U UX
MPEKYpPCOPOB, YTBEPKACHHBIX NocTaHoBieHueM [IpaButenscrBa Poccuiickoit @eneparuu ot 31
nexadps 2009 r. N 1148 (Cobpanue 3akoHonaTenscTBa Poccuiickoit @enepanum, 2010, N 4, cT.
394; N 25, ct. 3178; 2011, N 18, ct. 2649; N 42, ct. 5922; N 51, ct. 7534; 2012, N 1, c1. 130; N
27, ct.3764; N 37, ct. 5002; 2013, N 8, ct. 831; 2014, N 15, cT. 1752; 2015, N 33, ct1. 4837).

Mecta xpaHeHHs] HAPKOTHUECKUX M TICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB, TPEOYIOMINX
3aIIUTHl OT TOBBIIMICHHOM TEMIEpaTyphl (XOJOAMIbHAs KaMepa, XOJOAWIbHUK, TEPMOKOHTEH-
Hep), HeoOX0AUMO 000pyIOBaTh MPUOOPAMHU ISl PETHCTPALIUU TEMIIEPATYPHI.

9. HemoOpokauecTBeHHbIE HAapKOTHYECKHE M TCHXOTPOITHBIC JICKApPCTBEHHBIC CPEICTBA,
BBISIBJICHHBIC B aNTEYHOW, MEIMIMHCKOW OpraHM3alliy WIM OPraHHU3allid ONTOBOM TOPTOBIU
JIEKapCTBEHHBIMU CPEJCTBAMH, a TaK)Ke HAPKOTHUYECKHE WJIHM IICUXOTPOIHBIC JIEKAPCTBEHHBIC
CpEeZCTBa, CAAHHBIE POJCTBEHHUKAMHU YMEPIINX OOJIbHBIX B MEAMIIMHCKYIO OPTaHU3aIUIO, 10 UX
CNMCaHMS M YHUYTOKCHHS TOIeKAT UACHTH()HUKAIINY M XPaHEHUIO HA OTACIbHOM IOJIKE WIIH B
OTJENILHOM OTJENICHUH ceiidha Wi MeTauInyecKoro mkada.




