IMPABUTEJIBCTBO POCCHUVMCKON ®EJIEPALIMA

ITOCTAHOBJIEHUE
ot 20 mapta 2024 r. Ne 344

MOCKBA

00 0c00eHHOCTHAX rOCYAaPCTBEHHOI'0 PEryJJMPOBAHUA NpeaebHbIX
OTIYCKHBIX 1leH IPOU3BOAUTe/Ieil HA HMMYHOOHOJIOTHYECKHUEe
JIeKapCTBEHHbIE NMpenaparsbl (3a HCKJIYeHHeM BAKINH) U JIEKAPCTBEHHbIE
npenaparsl, HoJy4eHHbIe U3 KPOBH, IJIa3Mbl KPOBH YeJI0BEKa,
BKJIIOYCHHbBIE B NlepeYeHb KU3HEHHO He00X0AMMbIX M BaKHeHIIHNX
JIEKapCTBEHHBIX NPENapaToB

B cooTtBercTBUUM co cratbeit 61 denepanpHoro 3akona "OO6 obOparieHUN
nekapcTtBeHHbIX  cpenctB"  IIpaBurtenbctBo  Poccumiickoit — Deneparuu
NOCTAHOBJIAECT:

1. YcTaHOBUTH, UTO TOCYJAapCTBEHHAss PETUCTpaIUs MpeeabHbIX
OTIYCKHBIX II€H MPOU3BOAMUTENEH HAa MMMYHOOMOJOTHYECKUE JIEKapCTBEHHBIE
npenaparsl (3a UCKJIIOYEHHEM BAKIMH) U JI€KapCTBEHHBIE Mpenaparsl U3 KPOBH,
M1a3Mbl KPOBU 4YENIOBEKA, BKIIOYEHHBIE B MEPEUYEHb KM3HEHHO HEOOXOIMMBIX
Y BOKHEHIINX JIEKAPCTBEHHBIX MIPENapaToB (Aajiee - JeKapCTBEHHBIN penapar),
OCYUIECTBJISIETCSI B COOTBETCTBUM C TpPEOOBAaHUSIMU K rOCyJapCTBEHHOI
perucTpaluy NpeneabHbIX OTIMYCKHBIX II€H Ha pedepeHTHBIM JeKapCTBEHHBIN
npenapar, yCTaHOBIEHHbIMU [IpaBunamMu rocynapcTBEHHOM perucTpanuu
M TEpPEeperucTpal  MpeeibHBIX  OTIYCKHBIX II€H  MNPOU3BOJAUTENEH
Ha JIEKAPCTBEHHbIE IIpenaparbl, BKJIIOYEHHbIE B TEPEUYCHb >KU3HEHHO
HEOOXOJMMBIX M BAXKHEWILMX JEKAPCTBEHHBIX MPENapaToB, YTBEP>KICHHBIMU
noctaHoBienneMm IlpaBurensctBa Poccuiickoit ®eneparuu ot 29 okTa0ps
2010 r. Ne 865 "O rocyaapCTBEHHOM DPETYJIMPOBAHUM LIEH HA JIEKAPCTBEHHBIE
npenaparbl, BKIIOUEHHbIE B MEPEYEHb KU3HEHHO HEOOXOAMMBIX U BAKHEUIINX
JIEKapCTBEHHBIX IIpenapaToB'.



2. Jlepxarens WaM  BIAAENEl] PETUCTPAIMOHHOTO  YIOCTOBEPEHHS
JEKapCTBEHHOI0 Ipemnapara (YNOJIHOMOYEHHOE WM JIMIO) MPEACTABISIOT
B MunucrepctBo  3apaBooxpaHeHuss  Poccmiickon = @epepauun IS
roCyJ1apCTBEHHOU perucrpauuu MIPEAETBHYIO OTIIyCKHYIO LIEHY
Ha  JICKQpCTBEHHBIM  IIpernapar, He  IMPEBBIIAIIIYI0  MAaKCUMAIBHYIO
3apETUCTPUPOBAHHYIO  MPEIACIBHYI0  OTIYCKHYX  IE€HY  IPOU3BOIAUTENS
Ha JIEKAPCTBEHHBIM IIperapar, COBINAJAOMIMHA 10  MEXIYHAPOIHOMY
HEMaTEHTOBAHHOMY HAaWMEHOBAHHUIO (MIPU €ro OTCYTCTBUHM IO XUMHUYECKOMY
WIM TPYNIUPOBOYHOMY HAaWMEHOBAaHHWIO) H  JIEKapCTBEHHOW  (opme,
ONPENEIICHHYIO B COOTBETCTBUU C METOJUKOMN pacyuera NpeaesIbHbIX OTITYCKHBIX
LIEH MTPOU3BOJMTEIIEN HA JIEKAPCTBEHHBIC ITPENApaThl, BKIIOUEHHBIE B IEPEUYCHD
KU3HEHHO HEOOXOOUMBIX M BaXXHEWIIMX JIEKAPCTBEHHBIX MPENapaTos,
yTBEepKIAeHHOM mnoctaHoBiueHueM IIpaButenscTtBa Poccniickon ®Penepanun
ot 15 centsabps 2015 1. Ne 979 "O BHeceHUM WU3MEHEHHUI B MOCTAaHOBJICHHE
[IpaButensctBa Poccuiickoit ®eneparuu ot 29 oktadps 2010 r. No 865
u 00 yTBEpPXKIECHUH METOAMKHA pacyera TMpeAesIbHbIX OTIYCKHBIX II€H
IIPOM3BOJIUTENIEN HA JIEKAPCTBEHHBIC IPENapaThl, BKIIOYECHHBIE B NEPEUYECHBb
KU3HCHHO HEOOXOMMBIX ¥ BAXKHEHIIINX JICKaPCTBEHHBIX MIpenapaToB'.

3. Hactosimee mocTaHOBIEHHWE BCTymaeT B CHIYy CO JHSA  €rO
oumansHOTO OMyOIMKOBaHMS U AeicTBYeT A0 1 ceHTsiOps 2024 T.

AOKYMEHT MOAMNCAH
SAEKTPOHHOW NOANUCHIO
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