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Mocksa

OO0 yTBepkaeHun
nopsjKa pa3padoTku oduX papMaKoneHbIX cTaTell u bapmaxoneitHbIX crarTeit
H BKIIIOYICHHS HX B rOCYIapCTBEeHHYI0 papMaKonelo, a TaKke MOPSIKa
pasMelleHus JaHHBIX 0 roCyJapcTBeHHOI (apMaKonee
H NIPHJI0KEHHUSIX K Hel Ha 0HIIHAILHOM caiiTe MuuncrepcTBa 31paBooxpanenus
Poccniickoii ®egepanun B HH(pOPMALHOHHO-TEIEKOMMYHHKALMOHHOM CeTH
«HHTEpHET»

B coorserctBun co cratbedt 7 demepanbHoro 3axoma or 12 anpens 2010 r.
Ne 61-®3 «O6 obpamieHuH TeKapCTBEHHbBIX CPEACTB», ¢ MOANyHKTaMH 5.2.140 u 5.2.141
nyHkTa 5 Tlonoxenus o Munucrepcrse 3apaBooxpaHenusi Poccuiickoit ®enepanum,
YTBEPHKIICHHOTO nocTaHoBneHneM Ilpasurenscrsa Poccuiickoit denepanyu ot 19 mioms
20121.Ne 608, npu K a3 bIBalo:

1. YTBepaurs:

NOPSANOK pa3paboTKu o6IMX (papMakONeHHBIX cTaTel U papmakoneHHrIX cTarteii
M BKIIOYCHUA HX B TrOCYNAapCTBEHHYIO (ApMAKONEel0 COIAaCHO MHpHIOKeHHo Ne |
K HaCTOSAILEMY TIPUKa3Y;

TIOpANOK pasMEILICHHUS JaHHBIX O TOCYAApPCTBEHHOH (hapMmakoliee H MPUIOKEHHAX
K HeH Ha oQunansHOM caiite MunucTepeTBa 3apaBooxpaHeHus Poccuiickoli denepanyu
B HH(OPMaIHOHHO-TENEKOMMYHUKAIIHOHHON CeTH «/HTEpHET» COINACHO MPUIOKEHHUIO
Ne 2 k Hacrosiemy npukasy.

2. IIpu3HATh yTPATHUBIIMMHU CHITY:

npuKa3 MHHUCTEPCTBA 3APABOOXPAHEHHS U COIHAIBHOTO pasButusa Poccuiickoit
®enepanuu ot 26 asrycra 2010 . Ne 7561 «O6 YTBEPKICHUH TNOPsAKA pa3paboTKu
o0mmx  ¢dapMmakomeHHBIX craTedl  H ¢QapmakomeiiHbIX cTaTel W BKAIOYCHHUS
HX B TOCYHapCTBEHHYIO (hapMaKolelo, a TakKe pa3MelleHHS Ha obULHATBEHOM caiiTe
B CeTH «MHTepHeT» NaHHBIX O TIOCYNAPCTBEHHOI apmakonen» (3aperucrpupoBan
Munucrepcreom  1octuiun - Poccuiickoi ®enepaumu 31 asrycra 2010 r.,
perucrpaioHHbIi Ne 18298);

npuka3 MunucrepcTBa 3xpaBooxpanenus PoccHitcKoii ®enepanuy ot 3 centabps
2013 1. Ne 6151 «O BHECEHHM W3MEHEHHil B IIPUIIOKEHUE K NpuKasy MuHucrepcrsa
3APAaBOOXPAaHCHHUA U COLMAJIBLHOIO Pa3BUTHUS Poccuiickoii Oenepanuu ot 26 asrycra
2010 r. Ne 7561 «O6 yrBepxneunu HOpsaKa pa3paboOTKH 00IMX hapMaKomeHHbIX CTaTel
H (hapMaKOMeHHBIX CTaTell W BKIIOYESHHS HX B TOCYapCTBEHHYIO (hapMaKoI€El0, a TaKXkKe
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pa3MelneHuss Ha OQHIHaNbHOM caiTe B ceTH «VHTepHEeT» JaHHBIX O IFOCYIapCTBEHHOH
tdapmakonen» (3apeructpupoBan MunucrepctBoM roctuuuu Poccuiickoir ®enepanuu
14 oktsa6ps 2013 r., peructpaunonHasiii Ne 30170);

MIpUKa3 MunucrepcrBa 3ApaBOOXPaHECHUS Poccuiickoit ®denepauun
ot 20 mrons 2015 . Ne 4571 «O BHeceHun usMmeHneHuit B Ilopsanok pa3paboTku oOmUX
(hapMakoneHHbIX cTaTel U papMaKkoNeHHbIX CTaTEHN U BKIIOYEHHS UX B TOCYAAPCTBEHHYIO
(apmakorelo, a TakKe pasMEIeHU Ha OPUIIMATLHOM CalTe B ceTH «HTepHET» NaHHBIX
O TOCYyAapCTBEHHON (QapMakomneuw, YTBEpXKICHHBIM mOpHKazoM MHHHCTEpCTBA
3apaBooxpaHeHuss  Poccmiickoit ~ ®epepanuun ot 26 asrycra 2010 T
Ne 756n» (3apeructpupoBan MunHCcTepcTBOM tocTuiMd Poccuiickod ®Pexepaunu
7 aBrycta 2015 r., peructpaunonHusbiii Ne 38429);

npuka3 Munncrepcrsa 3apaBooxpaneHus Poccuiickon ®enepanuu ot 21 ampens
2016 1. Ne2520 «O BHecenmn wu3MeHeHu#t B Ilopsamox pa3paboTKH  OOIUX
tapMaKkoneHHBIX cTaTel U (apMaKOTICHHBIX CTaTeH U BKIIOUEHHUS MX B TOCYIAPCTBEHHYIO
(hapMakomnero, a Takke pa3MeLeHUs Ha opuuanbHOM caidte B ceTH «IHTepHET» JJaHHBIX
O TOCYAapCTBEHHOH (apmakomeu, YTBEpKIACHHBIM MpukKazoM MHUHHCTEPCTBA
31paBOOXpaHECHUSA U COLIMAJILHOIO pa3BUTHA Poccuiickon Denepaunu
or 26 asrycra 2010 r. Ne 756m» (3aperucrpupoBaH MUHUCTEPCTBOM IOCTULIUU
Poccuiickoit @enepannu 18 mas 2016 r., perucrpauuonubiit Ne 42136);

npuxka3 MuHnuctepcrBa 3apaBooxpaneHus Poccuiickon ®enepanuu oT 1 uroHs
2017r. Ne 284n «O BHecenun wu3meHeHuil B Ilopsgok pa3paboTku  OOIIUX
(hapMakoNeHBIX cTaTel U (papMaKOMEeHHBIX CTaTeH U BKIIOUEHHUS X B TOCYJaPCTBEHHYIO
(bapmMakorero, a Takke pa3MelleHus Ha opUIIMaIbHOM caiiTe B ceTH «IHTepHeT» TaHHBIX
O TOCyZapCTBEHHOW (apmakoneu, YTBEpXKICHHBIM Tpuka3oM MUHHCTEPCTBA
3ApaBOOXpPaHECHUS U COLIHAILHOTO pa3BUTUSA Poccuiickoit denepanuu
or 26 asrycra 2010 1. Ne 756H» (3aperucTpupoBaH MUHHUCTEPCTBOM IOCTHIIHH
Poccuiickont @enepanun 1 aBrycra 2017 r., peructpaniuoHasii Ne 47620);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit ®@eneparuu ot 20 anpens
2021 r. Ne 3801 «O BHeceHuu u3MmeHeHuit B myHKT 13 Ilopsigka pa3paOGoTku oOIIHX
(apMakonenHbIX cTaTel U papMaKONEHHBIX CTaTell U BKIIOYCHHS UX B TOCYAAPCTBEHHYIO
(dapmakorieto, a Takke pasMeIIeHUs Ha opUIMaIbHOM caiiTe B ceTd « THTepHeT» TaHHBIX
O TOCyJapCTBEHHOM (apMakonen, yTBEpKIACHHOIO NPUKa3oM MHHHCTEPCTBA
3ApaBOOXPAHCHUS 51 COLHAILHOTO pa3BUTHUSA Poccuiickoit denepauu
or 26 asrycra 2010 r. Ne 756H» (3aperucTpupoBaH MHUHHCTEPCTBOM IOCTHIIHH
Poccuiickoit @epepannu 25 mast 2021 r., peructpanuoHHbiif Ne 63614).

Munuctp M.A. Mypariko




IIpunoxenue Ne 1
K ITpHKa3y MUHHCTEPCTBA 3IpaBOOXPaHEHHUS
Poccuiickoit ®enepanuu
OT 13 deumalps AAYs N L6y

IHopsaaox paspadorku o6mux papMakoneHHbIX cTaTei U papMaKoneHHbIX
cTaTell ¥ BKIIOYeHHs X B FOCYAapCTBEeHHYI0 ¢apMaxoneio

1. O6mue dapmakonerHsle CTaTbd M (papMakomelHble CTATLH, B TOM YHCIIE
(apmakonelinple CTaThi Ha (papMakonelHble CTaHIApTHBIC 00pa3lbl (manee — oOIue
(apmakonelHple CTaTbd U (papMakoNelHble CTaThU), pa3pabaThIBarOTCA (eraepanbHBIM
TOCYJapCTBCHHBIM OIOMKETHBEIM  YUPSKICHHEM, CO3IJaHHBIM I OOECIeYEeHHUs
UCIOJHEHHA MOIHOMOYMM MunKMCTEpCTBa 3ApaBooxpaHeHus Poccuiickoit ®Denepanuu
0 BBIJA4€ pa3pelllcHHH Ha NPOBEICHHE KIMHMYECKUX HCCIEIOBAaHUU JIEKapCTBEHHBIX
NpEnaparoB U (WIK) IO TOCYAapCTBEHHOW perucrpanuu (pEeTUCTPALUK) JIEKAPCTBEHHBIX
IIpenapaToB B COOTBETCTBHMHU CO craThed 15 denepansHoro 3akoHa ot 12 ampens 2010 r.
Ne 61-®3 «O6 oOpaimeHuu JeKapCTBEHHBIX CPEACTB» (Hajee COOTBETCTBEHHO —
dKCHEepTHOE yupexjaeHue, PenepanbHeiii 3akoH Ne 61-D3), B TomM uucie ¢ yyeTroMm
IPEIOKCHUM, TOCTYIMBIIMX OT CYOBEKTOB OOpaIeHHs JICKAPCTBEHHBIX CPEICTB,
Hay4YHBIX OpraHU3alMi 1 00pa30BaTENbHBIX OPTraHU3aIMi BHICIIEr0 00pa30BaHMs.

2. O6mue  ¢dapmakoneiiHple  cTaTbdi W ()apMakoNEeHHLIE  CTATHU
pa3pabaThIBalOTCA C Y4€TOM COBPEMEHHBIX JOCTH)KEHHH B 00JACTH OHOJOTMYECKOTO,
OMOXHMHYECKOTO,  MHKPOOHOIOTHYECKOrO,  (PUIHKO-XHUMHUECKOTO,  (PU3HIECKOTO,
XMMHYECKOTO U JPYTHX METOIOB aHAJIM3a JICKAPCTBEHHBIX CPEICTB, a TAKXKE C YUETOM
®apmakonen EBpasHHCKOro 3>KOHOMHUYECKOTO COIO3a, YTBEPKICHHOM peIICHHEM
Konnernn EBpasuiickol 3koHOMHYeckoM komuccuu oT 11 aBrycra 2020 r. Ne 100,
KOTOpOoe sBIAETCS oO0s3arenbHbIM A Poccuiickoii ®enepamy B COOTBETCTBHU
¢ [HoroBopom o EBpasuiickoM 3KOHOMHYECKOM COIO3¢, pPaTH(OHLUPOBAHHLIM
@enepaabHBIM 3aKOHOM OT 3 okTs0pa 2014 1. Ne 279-D3 «O parudukauuu Jorosopa
0 EBpa3suiicCKOM D3KOHOMHYECKOM COI03€», BCTYIIUBIIUM B cuily 1 suBaps 2015 T.

3. O6mue papmakoneiinsie cTatbi’ 1 GapMaKONEeHHBIE CTATHH? YTBEPKIAIOTCS
nprkazaMu MuHHCTEpCTBa 31apaBooxpaHeHust Poccuiickoit ®enepaniy ¥ COCTABIAIOT
rocyIapCTBEHHYIO (papMakornero’.

4. Ilo  3aBepmieHMM  pa3paboTku  oOwielt  (papmakomelHOM  cTaThU
M (apMakomeHHOH CTaTbH OKCIEPTHOE YUPEKICHHE HANpPABAAET HX MPOEKTHI

' Tlyukr 18 cratsu 4 denepansHoro 3akoHa Ne 61-03.
2 Mynkr 19 ctathu 4 OenepansHoro 3axona Ne 61-03.
3 Yacrs 1 crathu 7 @enepanbHoro 3akona Ne 61-03.
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B MunucrepctBo 3apaBooxpaneHust Poccuiickor Penepauuu, KOTOPOE pa3MeLIaeT
IPOEKTHl YKa3aHHBIX CTareil Ha oQHUIMaIbHOM caiite MUHHCTEPCTBA 3paBOOXPaHEHHS
Poccuiickoit ®enepanuu B HHPOPMAMOHHO-TEIEKOMMYHHKAMOHHOU ceTu «HTEpHET»
(mamee — opUIHUANBHBIA CalT) B OTKPBITOM JIOCTYIIE HA CPOK He MeHee 30 KaleHIapHBIX
JHEH C Ienpl0 TIONyYeHHUs 3aMedyaHUil M TPEeaJioKEeHHH OT CyOBEeKTOB OOpalleHUs
JIEKapCTBEHHBIX  CpPEACTB,  KOTOpble  HANpaBIAIOTCS  IMOCPEACTBOM  IHCEM
IIOYTOBLIM OTIIPABICHHEM WJIH B JJIEKTPOHHOM BHIE Ha aJpeC JJIEKTPOHHOW IOYTHI
MunucrepcTBa 3apaBooxpanenusa Poccuiickoit @eneparun, ykazaHHbINH Ha OQUITHATHHOM
caire.

5. [lo ucreyenuu ycraHoBieHHOro nmyHkroM 4 Hacrosmero [lopsiaka cpoka
MunucrepcTBo 3apaBooxpaHeHus Poccuiickoil denepaliuu HaIpaBiaseT B TEYEHUE 5
kaneHnapHeix e B CoBer MuHHCTEpCTBa 3apaBooxpanenus Poccuiickoit ®enepanuu
0 TOCyIapCcTBeHHOH (hapmaxomnee (nanee — CoBeT Mo rocyaapCTBEHHOW (apmakoriee)
MO DJIEKTPOHHOM TOYTE MPOEKTHI OOHMX (papMaKOMEHHBIX CTAaTheH W (papMaKONMEHHBIX
CTaThell C MOCTYNMUBIIUMH Ha HUX 3aMEUYaHUSIMU U IIPEATIOKEHUSIMH.

6. CoBer mo rocynapcTBeHHOM (hapMakoriee co3jaercs MHHHCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit ®epepanun. CocraB CoBera nmo TrocCyIapCTBEHHOU
¢dapmakomnee yrBepkgaercss MUHHCTEPCTBOM 31paBooxpaHenus Poccuiickoit deneparuu.

7. CoBer 1o rocygapcTBeHHOI (apmaxonee GOpMUPYETCs U3 MPEACTaBUTEICH
Hay4YHBIX OpraHu3aluid, oOpa30BaTENbHBIX OpPTaHU3alMi BBHICIIETO OOpa30BaHUA,
npeAcTaBUTeNe CyObeKTOB oOOpallleHHs JIEKapCTBEHHBIX CpEICTB, a TaKXKe
npeacraButeneii MunHucrepcTBa 3apaBooxpaHeHus Poccuiickoi Depepanuu, B LEIAX
paccMoTpeHus o01ux papmMakoneHbIx cTaTeil U papMaKkoNeHHBIX CTaTeH Ha IPEeAMET HX

HayyHOH  0OOCHOBAaHHOCTH, HEOOXOOUMOCTH  IPAKTHYECKOTO  NPHUMEHEHHS
U BKJIIOYEHHS B TOCYIapCTBEHHYIO ()apMaKoIIero.
8. Coser 1o rocynapcrseHHor (papmakoriee B TeueHre 30 KaJlCHOAPHBIX JTHEH

CO JHs MOCTYIJICHHA MPOEKTOB OOIMX (hapMakONEHHBIX CTaTed M (papMakomeHHBIX
CTaTel, HallpaBJICHHBIX B COOTBETCTBUU IMyHKTOM 5 Hacrosmero [lopsaka, paccmaTpuBaer
IpOeKThl oOmMX (apMakoneiHbIX crarell W (apMaKONEHHBIX CTaTed C y4eToM
IOCTYIMBIIUX 3aMEYaHUN U IIPEIUIOKEHHA U PEKOMEHAYET MX K YTBEPKICHHIO JHOO
PEKOMEHIYET K JOopaboTKe C yKa3aHHEeM MOTHBHPOBAHHOTO 00OCHOBaHHS.

Pexomengauun CoBera 1noO ToCyJapCcTBEHHOM (apMakonee 0GOPMISIOTCA
NpoTOKONIOM 3aceganuss CoBeTa 1O rocyJapCTBEHHOHW (apmakomnee, KOTODBIi
IOJAMUCEIBacTCs npeacenareneM CoBeTa Mo rocyaapCTBeHHOW (apmakoree ITHOO €ro
3aMECTUTEIIMU, B CIy4ae OTCYTCTBHsA mpexacenarens CoBeTa MO TOCYNapCTBCHHOMH
(apmakonee, ¥ HanpaBIETCA 110 IEKTPOHHO#M MouTe B MHHHCTEPCTBO 3PaBOOXPAHEHHUS
Poccuiickoit denepanuu.

9. B teuenne 90 kaneHnapHbIX JHEH 1OCHe MOCTYIUICHHS IIPOTOKOJIA 3aCEAaHUs
CoseTa 110 rocy1apCTBEHHON (papMaKkoIee ¢ peKOMEHAAUAMHA K YTBEPKICHUIO MPOEKTA



obmeil dapmakoneiiHoM cTaTbM U (apMakomedHON CcTaThM  MHMHHCTEPCTBO
3apaBooxpaHeHuss Poccuiicko ®epepauru Ha 0a3e OKCHEPTHOTO  YUPESIKICHHS
obecrieuuBaeT NPOBECHUE HAYYHOTO U TEXHHYECKOTO PEIaKTHPOBAHHUSA MPOEKTA OOLIei
¢dapmakoneiHo! cTaTbd M (papMakoNeHHOMN CTAaTbU M MOATOTABIMBAET MPOCKT MPHKA3a
MunucrepcTBa 3apaBooxpanenuss Poccuiickoit ®enepanun o6 yTBEp)KICHHH OOMIEH
(apmakomneiHo! CTaTbu U apMaKoOIeHHOM CTaThH.

10. Ilocme mocrymieHus HpoTokona 3acefaHus CoBeTa IO TOCYAapCTBEHHOM
(apmakomnee ¢ peKOMEHJaLUeN K J0padOTKe MPOEKTOB OOLIMX (hapMaKONEHHEIX CTaTei
U (apMakoneHbIX cTaTei, MuHHCTEpCTBO 3ApaBoOXpaHeHus Poccuiickoit ®enepanuu
HaIpaBsAeT yKa3aHHBIE NMPOEKTbl B JIKCIEPTHOE YUYPEKICHHE Ha JOPabOTKY C ydeToM
pexoMeHanuii CoBeTa o rocyAapCcTBEHHOH (hapMakoriee.

HopaboTraHHble IPOEKTHl OOHmMX (apMaKOMEHHbIX cTaTedl W (hapMaxoIEHHBIX
CTaTed NOJUIEKAT Pa3MELICHHUIO Ha OQUIHAIBLHOM CaliTe B COOTBETCTBHUH C IYHKTOM 4
Hacrosuiero Ilopsnka M moBTOpHOMY HampaBieHHI0O B COBET MO I'OCYAapCTBEHHOM
papmakomee i uMX paccMoTpeHus CoOBETOM IO TOCYAapCTBEHHOM (apmakoriee
B COOTBETCTBHH C IIyHKTaMu 5 U 8 HacTosmero [lopsaxa.

11.  TocymapcTBeHHas papMmakones uzgaeTcss MUHHCTEPCTBOM 3[paBOOXPAHEHHMS
Poccuiickoit ®@enepanuu 3a cueT CpeINCTB (eAepaabHOr0 OIOMKETa M IOMJICKUT
HEPEHU3IaHusIM He peke YeM OJUH pa3 B ILATh JIET, B IEPUOJ MEXKTY KOTOPEIMH H3HAHOTCS
IPUIIOKEHM K TOCYINapCTBEHHOH (apmakoree, copepxamue obume (hapMakoneiHEie
cratbM M (w1M) ¢apMakolleiiHble CTaTbH, YTBEPKACHHBIE IIOCIE M3JAHMA WIIH
HIEpPEN3IAHUA TOCYIapCTBEHHOM (hapMaKonen®.

4 Yacrp 4 cratbu 7 @egepansHoro 3akona Ne 61-03.



[Ipunoxenue Ne 2
K IIpHKa3y MUHHCTEPCTBA 3paBOOXPAHCHHUS
Poccuiickoit ®enepaunu
OT B pesmalps AOKYr Ne YELy

Ilopsnok pasmenieHus! JAHHBIX 0 TOCYyAapCTBeHHOMH dapMakomee
H NPWIOKEHHAX K HeH Ha opuuHaILHOM caiiTe MHHHCTePCTBA 3IpaB0OXPaHEHHS
Poccuiickoit Penepanuu B HHGOPMALMOHHO-TEJIEKOMMYHHKAIMOHHOMH CETH
«HHTepHeT»

1. JlaHHble © TOCyIapcTBEeHHOHW (hapMakomee H MNPUIOKEHHAX K Hei
pa3Melnalorca Ha o(uUMaIbHOM caiiTe MUHHCTEpPCTBa 3apaBOOXpaHeHHs Poccuiickoi
®eneparud B MHOOPMALMOHHO-TENCKOMMYHHKALMOHHOH  cetn  «HHTepHET»
(nanee — opuuManbHbIA calT) B TeueHue 10 KaneHAApHBIX THEH CO JHS UX YTBEPKICHHS
MunucrepctBoM  31paBooxpaHeHus Poccuiickoii ®Demepanii B COOTBETCTBHH
¢ Ilopsaxom pa3paboTkm oOmMX (apMakomeHHBIX CTaTel W (papMaKONEHHBIX craTei
M BKIIOYCHHS HMX B TOCYJapCTBCHHYIO (hapMakomelo, YTBEP)KICHHBIM HACTOSIIUM
IIpukazom. ’

2. JlaHHble O TOCYJapCTBEHHOW (papMakoliee H NPHIOKEHHAX K HEN,
pasMmelacMele Ha OQUIIMATIBHOM CalTe, TODKHBI COIEPKATh CIIEAYIOLINE CBEACHUA:

1) obmme ¢apMakoneHHble CTaThH, BKIIOYCHHBIE B OYEPEJHOE H3JaHHE
rOCyAapCTBEHHOM (hapMaKoIeH;

2) (apmakormnelHble CTaTbU, BKIIOYEHHbIEC B OUEpeIHOE H3AaHHE TOCYAAPCTBEHHON
¢bapmaxornewy;

3) mnpuIOXKEHMs K TOCYJapCTBEHHOH (apMmakoree, colepKaime oOIue
¢dapmakoneiHble CTaTbU U (papMaKOMEHHbIE CTaThH, YTBEPXKICHHBIE TOCIE U3JaHUS WIN
IIEpPEU31aHUsA TOCYNApCTBEHHON (hapMaKOIICH.

3. lamHble O TrOCyAapCTBeHHOH (Qapmakoriee H MNPUIOKEHHAX K HEH
pasMelnaTcs Ha OQHUHaIbHOM caiiTe B BHIE 3JEKTPOHHBIX 00pa3’oB OyMayKHBIX
JOKyMEHTOB, OOpMIIEHHBIX B Buae (aiinos B popmare PDF.

4, HaHHele O TOCYHapCTBEHHOH (apmakomee H NPUIOKEHUSX K HEH,
pa3MeIIeHHbIE HA OQHUITHATEHOM CaiiTe, OTKPBITH H 00IIEeJOCTYITHEL.




