MMPABUTEJIbLCTBO POCCUMCKON ®EJAEPALIUN
ITOCTAHOBJEHUWE

ot 26 suBaps 2023 r. Ne 93

MOCKBA

O BHeceHuu m3menenuii B IloJ10:xeHue
0 MunucrepcrBe 3apaBooxpaHenusi Poccuiickoii @egepanun

IIpaBurenscTBO Poccuiickoi Oenepaiii mn0 CTAaHOBJI A€ T ¢

l. YTBepauTe  mpuiaraeMbleé = HW3MEHEHMs,  KOTOpPbIE  BHOCSTCSA
B llomoxxenne o MwunHuctepcrBe 3apaBooxpaneHus Poccumiickoit denepanum,
yTBEpKAeHHOe mnocTaHoBjeHueM [IpaButenscTtBa Poccuiickoit ®Denepanuu
ot 19 utonsa 2012 r. Ne 608 "O6 yrBepxaeHun [lonoxxenus o MuHuctepcTBe
3npaBooxpaneHus Poccuiickori ®enepanuu’ (CoOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit @eneparuu, 2012, Ne 26, ct. 3526).

2. YCTaHOBUTb, UTO pealn3aluus MOJHOMOYUN, MPEeayCMOTPEHHBIX
HACTOSIUM MOCTAaHOBJICHUEM, OCYIIECTBIISIETCS MuHHUCTEPCTBOM
3apaBooxpaHeHuss Poccuiickoit ®denepanuyu B IpeAeiax yCTaHOBJICHHOM
[IpaButenbctBOM  Poccmiickot ~ ®deneparuu  NpPEeAeIbHON  YUCIICHHOCTH
paboTHUKOB MwuHHCTEPCTBA 31paBooxpaHeHus Poccuiickoir dDenepanuu,
a TakkKe OFOJKETHBIX AaCCUTHOBAHUHM, MPEIyCMOTPEHHBIX MUHUCTEPCTBY
B (emepampHOM OrO[KeTe HA PYKOBOJACTBO HW yIpaBjieHHE B cdepe
YCTAHOBJICHHBIX (DYHKITUH.

3. Hactosimee mnocTaHoBJ€HHWE BCTymaeT B cuiay ¢ 1 mapra 2023 r.
u neictByet 10 1 mapra 2026 r.

IIpencenarens [IpaBuTenbcTBa FOKYMEHT NOANNCAH
SJIEKTPOHHOM NOANMUCBLIO
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YTBEPX/IEHDBI

noctaHoByieHneM [IpaBurenscTBa
Poccuiickoii @enepanuu
ot 26 suBaps 2023 r. Ne 93

M3MEHEHMU 4,

KoTopbie BHocaTcAa B [los10kenne
0 MunmucrepcrBe 3apaBooxpanenusi Poccuiickoii @enepanyin

1. Jomomuuts moamyskTamu 5.2.169" 1 5.2.169° crenyromero coaep/kaHus:

"5.2.169". dbopma nokyMeHTa O MIOJIYUCHUH JICKAPCTBEHHOTO Ipernapara
JUTsl METUIIMHCKOTO MTPUMEHEHUS, OTIIYCKAeMOro MO PeLenTy Ha JIEKapCTBEHHbIN
mpemapar, JHIOM, YKa3aHHBIM B perente (3aKOHHBIM IIPEJICTABUTEIIEM,
YIOJHOMOUYEHHBIM JIMIIOM), B paMKax »SKCHEPUMEHTa IO OCYIIECTBIECHUIO
PO3HUYHOM TOPrOBJIM JIEKAPCTBEHHBIMHU MpenaparaMu Uil MEIULHUHCKOIO
MPUMEHEHHS, OTHMYCKAEMBIMU IO PELENTy Ha JIEKapCTBEHHBIM Mpenapar,
JTACTAHIIMOHHBIM CIIOCOOOM;

5.2.169°. mepeuennb JIEKapCTBEHHBIX IpernapaTos 151
(apmMakoTEpaneBTUYECKUX TPy JIEKAPCTBEHHBIX MPENapaTroB, pa3pelIeHHBIX
K pean3alud B paMKaX OJKCIEPUMEHTAa IO OCYIIECTBICHUIO PO3HUYHOU
TOPTOBJIM JIEKAPCTBEHHBIMHM TIpernapaTaMu Il MEIUIIMHCKOTO TPUMEHEHHUS,
OTIYCKAaeMbIMH TIO PENENTY Ha JICKAPCTBEHHBIN Mpenapar, AUCTAHIIMOHHBIM
crocooom;".

2. Jlomonuuth moamyHKTamu 5.4° 1 5.4° crieayiomero coaepKaHus:

"5.4>. OCYIIECTBIACT METOAMYECKOE COMPOBOKICHHE SKCIEPUMEHTA
MO0 OCYIIECTBJCHUIO PO3HUYHOW TOPIrOBJIM JIEKAPCTBEHHBIMU IpenapaTamu
Ui MEIUUMUHCKOTO  TMPUMEHEHHUs,  OTIYCKAaeMbIMH MO  PELENTy
Ha JIEKQPCTBEHHBIM TMpemnapar, MJUCTAHLUHUOHHBIM CIOCOOOM, BKIIIOYas
METOJUYECKOE COIMPOBOKIACHUE [EATEIBHOCTH MEIUIIMHCKUX OpraHu3alui
Y aNTEeYHbIX OPTraHW3AINK, YJIACTBYIOMMX B IKCIIEPUMEHTE, IO O(OPMIICHUIO,
UCIIOJIb30BAHUIO U XPAHEHUIO pELEeNnTOB Ha JIEKAPCTBEHHBIM Mpemnapar,
B TOM 4HcIie COOPMHUPOBAHHBIX B (JOPME AIIEKTPOHHBIX TOKYMEHTOB,

54° npeacraeisietr B [IpaButrensctBo  Poccuiickoit  denepanuu
MIPEeABAPUTETBHBIN (B TIEPUO MPOBEACHUSA IKCIIEPUMEHTA MO0 OCYIIECTBIECHUIO
PO3HUYHOM TOPrOBJIM JIEKAPCTBEHHBIMHU MpenaparaMu Uil MEIULHUHCKOIO



MPUMEHEHHS, OTIYCKAaeMBIMH II0 PEIENTy Ha JEKApCTBEHHBIH Iperapar,
JTUCTAHIIMOHHBIM CITIOCOOOM, HO HE TO3JHEE ueM 3a 2 Mecsla A0 HCTECUSHUS
CpOKa TMPOBEACHUS YKA3aHHOTO SKCIIEPUMEHTA) W UTOTOBBIM (110 OKOHYAHUU
AKCIEPUMEHTA 1O OCYIIECTBICHUIO PO3HUYHOW TOPTOBJIM JIEKAPCTBEHHBIMU
npenapaTaMy JUisi MEIUIMHCKOTO MPUMEHEHUS, OTIYCKAeMBIMH II0 PELENTy
Ha JICKaPCTBEHHBIM TpernapaT, JUCTAHIIMOHHBIM CIOCOOOM, HO HE IO3HEe
yeM uepe3 2 Mecslla TOCiae WCTEUCHHs CpPOKa TPOBEIEHUS YKa3aHHOTO
OKCIIEPUMEHTA) JOKJIAIbl O  pe3ynbTaTaX MPOBEACHUS OKCIIEPUMEHTA
10 OCYIIECTBJICHUIO PO3HHUYHOW TOPIOBJIM JICKAPCTBEHHBIMH IIpenapaTaMu
JUI MEAMIIMHCKOTO MTPUMEHEHMS, OTITYCKAeMBbIMH II0 PELENTY Ha JICKAPCTBCHHBIN
mpenapar, JUCTAHITHOHHBIM CIIOCOOOM M IMPEIJI0KEHUS 0 BHECEHUN U3MEHEHUM
B 3aKOHOJATEIHCTBO 00 0OpaIlleHNH JIEKAPCTBEHHBIX CPEACTB;" .




