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Mocksa

OO yTBepKIeHHH 0JI03KEHHUSI O COBETE 110 ITHKE, IOPSIIKA ero CO3AHUS U
AesITeJIbHOCTH, TPeOOBaHMIl K KBAJTH(HMKALIHA H ONBITY PaGOThI 10 IKCNEPTHOH OlleHKe
HAYYHbIX, MEIHIHHCKHEX H dTHYECKHX ACMEeKTOB KJIHHHYECKHX MCCaeJ0BAHMI
JIEKAPCTBEHHBIX NPenaparos [IJ1si MEAHIHHCKOr0 NPUMeHEeHHSI, IPeAbLABISEMBbIX K
IKCIIepTaM COBeTa O ITHKe, MOPAIKA OPraHU3allHU U MPOBeIeHHNA Y THIECKOMH
IKCNEPTH3bI, (POpM 3aKiI0YeHHI COBETA MO ITHKE, MOPSAKA pasMemeHnst HHGopMauu
0 COCTaBe COBETA M0 3THKE, IIAHAX ero padoThl 1 TeKyIuel JedTeIbHOCTH

B coorBercTBHM ¢ YacTsmu 1, 5 u 6 crathu 39! @enepansHoro 3akona ot 12 ampens
2010 r. Ne 61-@3 «O6 obpaimeHHH JeKapCTBEHHBIX CPEACTBY», TIOAMYHKTOM 5.2.146 IIYHKTa 5
Ionoxenuss 0 MuHucrepcTBe 3apaBooxpaHenus Poccuiickoil @enepaliuy, yTBepHKAEHHOTO
nocraHosieHueM llpasurenbcrBa Poccuiickoit ®enepainu ot 19 mions 2012 r. Ne 608,
IPpHUKAa3bIBalo:

1. YTBepauTh:

TIOJIOXKEHHE O COBETE II0 3THKE, NMOPSJAOK €ro CO3JaHUs M NeATEJIbHOCTH, TPeOOBaHUS
K KBWIU(UKALMH M ONBITY pabOTHl IO IKCIEPTHOH OLEHKe HAYYHBIX, MEIMIHMHCKUX
M OTUYECKUX  aCTIeKTOB  KJIMHMYCCKUX  HCCIENOBAaHUM  JIEKAPCTBEHHBIX  IIPENapaToB
AT MEAUIIMHCKOTO NPUMCHCHMSA, NPEAbABIsIEMbIE K DKCIIEPTaM COBETa 110 3THKE, COTNAcHO
npunoxenuio Ne 1 x HacToseMy npukasy;

MOPA/J0K OpraHU3alyy M NPOBENCHUS 3THYECKOH IKCIIePTU3BI COIIACHO TIPUIIOKEHHUIO
Ne 2 x HacToseMy npuxasy;

NOPAZOK Pa3sMeIleHHs WH(GOPMAalUK O COCTaBe COBETa 0 3THKE, IUIAHAX ero paboThl
M TEKYUIEH MAEeITeNbHOCTH Ha o¢uuuansHoM caiite MHHHCTEPCTBA 3IpaBOOXpaHEHHS
Poccniickoit @epepaunn B HHGOPMALMOHHO ~ TENEKOMMYHHMKAIMOHHON cetH «MHTepHET
COTJIacHO IputoxeHuto Ne 3;

Gopmy sakmoueHMs 006 OITHUECKOH# OGOCHOBAHHOCTH BO3MOKHOCTH MPOBEICHHUS
KJIHHMYECKOTO MCCTIEZIOBAHUS JIEKapCTBEHHOIO IIpenapara Uil MeIMLKWHCKOro IPHMEHEHHS
COIJIACHO MPHUIOKeHHI0 Ne 4 K HacToAUieMy JIIPUKA3Y;

dopMy 3aKmOUEHMs COBETA IO JTUKE O BO3MOXKHOCTH (HEBO3MOXXHOCTH)
roCy1apCTBEHHOM PerucTpalMy jieKapCTBERHOTO nperapaTa Uil MeAMUMHCKOTO IPHMEHEHHS,
KOTOPBIN Npe/{Ha3HaueH /A IPUMEHeE 5 B YCI0BM9X YIPO3bl BOSHUKHOBEHHUS, BO3SHUKHOBEHM
U JIMKBHJAUMK YPE3BBIMAHHON CATY 2iMy ¥ U1 OpraHU3alAN OKa3aHUs MEIULIMHCKOM TIOMOIIHX
JM0aM, TOCTPajJaBUIMM B pelyibTate “pesspldai’iib!X  CUTYyaUuii, IIpenynpeXaeHus
UpEe3BBIYAHHBIX CUTYaUuH, NpOQHRAKTHKA ¥ JIedeHus 3ab0JeBaHHi, OPeICTaBIISIONHX
OMacHOCTL I OKDPYXaloWHx. 3alojessuui u MOpaKeHHH, TONYYEHHBIX B pe3ylbTaTe
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BO3/ICHCTBHUS HEONAroNpUATHBIX XMMHYECKAX, GHONOTMYECKHX, PaflHallHOHHBIX dbaxTopos
COITacHO NPHJIOKEHHIO Ne 5 K HacTosIILeMy MpHUKa3y;

GopMy 3aKTIOYEHHS COBETA IO OTHKE O BO3MOXHOCTH (HEBO3MOXKHOCTH)
TOCYIapCTBEHHOH PEruCTPaLliy JICKapCTBEHHOIO TIpenapaTa Al MEJUIMHCKOTO IPUMEHEHHUS
B Clly4ae €ro Ae(eKTyphl MM PHCKAa BO3HHKHOBEHMS Ne(eKTYphl B CBS3HM C BBEICHHEM
B OTHOWIeHMH Poccuiickoii ®enepanii OrpaHUYHMTENBHEIX MEP 3KOHOMHUYECKOTO XapaxkTtepa
COrJIacHO NMPHJIOXKEHHIO Ne 6 K HacTosIeMy MpHKasy.

2.1lpu3HaTh yTPATHBUIMMU CHUITY:

npukas MHHHCTepCTBa 31paBOOXPAaHEHHMS M CONHMAIBLHOTO pa3BUTHS Poccuiickoit
®enepauu ot 26 asrycra 2010 r. Ne 753m «O6 yTBepKIaeHUH TIOpsAZIKa OpraHU3aluH
U TIPOBE/ICHH A 3THYESCKOH SKCIIEPTH3EI BO3MOXKHOCTH IPOBEAECHHS KITIMHUIECKOTO HCCIIEMOBAHUS
JICKapCTBEHHOIr0 IIpenapara A1 MEeJUIUHCKOTO NMPHUMEHEHUs M (GOPMBI 3aKIIOUYEHHS COBETA
10 STHKE» (3aperucTpuposan MunmcTepcTBoM rocTrimK Poccuiickoi Mexepamuu 31 aBrycra
2010 r., perucrpanuonssiii Ne 18303);

npuka3 MuHncTepcTBa 31paBooxpanenus Poceuiickoit ®enepanuu ot 29 HOs10ps1 2012 r.
Ne 9861 «O6 yTBep)kaeHun mojioxenus o COBeTe 1Mo 3THKE» (3aperncTpupoBaH MUHHMCTEPCTBOM
roctiimK Poceuiickoit @enepanuu 7 despans 2013 r., perucrpanuonHsiii No 26897);,

npukas MunucrepcTsa 3apasooxpanenus Poccuiickoit ®eneparmu ot 30 ampens 2020 r.
Ne 396H «O BHecenun uzMeHeHwuit B [Tonoxenne o CoBeTe 10 3THKE, YTBEPKIACHHOE ITPHKA30M
Munucrepersa  3npaBooxpanenus Poccuiickoit ®epepamun ot 29 HOs0pss 2012 .
Ne 986n» (3aperucrpuposan MuHUCTEPCTBOM FOCTULMHU PoccHiickoii Qeneparin 6 Mas
2020 r., peructpanuonusiii Ne 58268);

npukas Munsapasa Poccuu or 7 mas 2018 r. Ne 202u «O6 yTBepxaenuu Ilopsaka
pasmemenus uHpopMaumu o coctaBe CoBera IO 3THKe, IUIaHAX €ro paGoTHl U TeKyLIeH
AEATESIBHOCTH Ha O(QHIMaTbHOM caiite MuUHHCTepCTBa 3apaBooxpaHeHus Poccuiickoit
Denepauny B HHGOPMALMOHHO-TEIEKOMMYHHKAIMOHHON CETH «MHTEpHET» M O NpU3HAHUU
YTPATHBIIMM CUTy HyHKTa 22 Ilonoxxenus o CoBeTe 1O 3THKE, yTBEpPKIECHHOTO IIpUKa30M
Mununcrepctsa 3apaBooxpanenus Poccuiickoit ®enepamuun ot 29 HOs10pst 2012 r. Ne 986H»
(3apeructpupoBaH MUHHCTEPCTBOM FOCTHIHMH Poccuiickoit Qenepauun 24 mas 2018 r.,
peructpaioHHbI No 51182).

3. Hacrosmwmii npukas BeTymaer B cuity ¢ 1 stHBaps 2025 roga.

Munuctp ‘ M.A. Mypaiko




IMpunoxenue Ne 1
K ipukaszy MuHHCTEpCTBA 31paBOOXpaHEHHS
Poccuiickoit Oeneparium
or 77, TR pr 20241, Ne SI55r

IloJiokeHNe 0 coBeTe 10 ITHKE, MOPSI/IOK ero CO3AAHUS H AesITeIbHOCTH, TpeGoBaHUsA

K KBAIHQHKAUMH M ONBITY PaGOTHI 110 3KCHEPTHON OLIEHKe HAYYHBIX, MEAUIIHHCKHX

H ITHYECKHX aCNIEKTOB KJIMHHYECKHX HCC/IeI0BAHUI JIEKAPCTBEHHBIX IPENAPATOB
AN METMIHUHCKOI0 NPUMeEHEeHHs1, IPeIbABJIsiEMble K IKCIIEPTAM COBeTa M0 3THKE

I. O6mue nooxkenusn

1. CoBeT mo oTMKe SABNIAETCS INOCTOSHHO JNEHCTBYIONTHM OPraHOM, CO3JAHHBIM
MunncreperBom 3npaBooxpanenns Poccuiickoii @emepaliy 171 IPOBEJEHHS ITHYECKOM
OKCHMCPTU3BI B LEJIAX BbIJAYM 3aKIIOYEHHS OO0 ITHYECKON OOOCHOBAaHHOCTH BO3MOKHOCTH
IIPOBEJICHUST KIIMHUYECKOTO HCCIICNOBAHUS JIEKAPCTBEHHOTO Mpenapara Iy MEIUIIMHCKOro
NPUMEHEHHUs (fanee — KIMHWYECKOE HCCIIeNOBAaHME), a TaKKe I NPOBENCHUS JTHYECKOM
OKCIIEPTHU3BI B LIEJISX BBIIAYH 3aKTIOYCHHS O BO3MOKHOCTH (HEBO3MOXXHOCTH) FOCY AapPCTBEHHOM
PETUCTpallii  JICKapCTBEHHOIO Npemnapara s MEIMUMHCKOTO IPHMEHEHHUsS, KOTODBIH
[IpeHa3HaYeH JUId IPUMEHEHHWS B YCJIOBUAX YIPO3bl BO3HUKHOBEHHWS, BO3HHKHOBEHHSI
Y JIMKBUNAIWY YPE3BBIYAHON CUTYallMU M I OpPTaHH3aIliy OKa3aHMsl MEAUIUMHCKOM TIOMOIIH
JulaM, IMOCTPajaBUIMM B PE3yJbTaTe YPE3BbIYAMHBIX  CHUTyalHi, MpeaylpeKaAcHUs
YPE3BBIYANHBIX  CUTyalWH, NPOQUIAKTHKM M JlevdeHus 3ab0NeBAHMH, HPEeICTABISIONIMX
ONACHOCTE JUIsL OKPYXKAalONTUX, 3a00J€BaHUM M IIOpaKeHHH, NONYYEHHBIX B pe3ylbTaTe
BO3/ICHCTBHS HEOJIArolNpUATHLIX XHMHYECKHX, OUONOTHYECKHX, PaJHAlOHHBIX dbaxTopos
(mamee — upesBbIYAiiHAY CUTyalus), B3aKIIOYEHHS O BO3MOYKHOCTH (HEBO3MOXKHOCTH)
FOCYapCTBEHHON PErHCTPALMK JIEKAPCTBEHHOTO Iperapara il MEAUIMHCKOTO [PHMEHEHHUs
B Cllydae ero AeeKTypbl HJIH PHUCKA BOSHHKHOBEHHs JebeKTYphl B CBSI3U C BBEICHHEM
B OoTHomeHHH Poccuiickoli MDenepaluy OrpaHUYUTENBHBIX MEpP YKOHOMHYECKOTO xapaxTtepa
(manee — nedexrypa).

2.B cBOeil IeATENBHOCTH COBET [0 ITHKE PYKOBOJACTBYETCS Koncturyuueit Poccuiickoi
Denepanyy, HOPMaMH MEXIyHAPOIHOrO [IPaBa, aKTaMH IpesunenTa Poccuiickoit Menepanuu,
IIpaButensctBa Poccumiickoit ®epmepanuy, NpHKa3aMu MunsnpaBa Poccun, HacTosmum
MIOJIOKEHUEM.

3. OpraHu3allMOHHO-TEXHUYECKOe OOeCIeYeHHe [EATENBPHOCTH COBETa 10  DTHUKE
ocymectBiseTcss Munzapasom Poccun.

4.OCHOBHBIMU NPHHIUNAMH JEATEILHOCTH COBETA [0 ITHUKE SBISIOTCA HE3aBUCHUMOCTb,
TJIaCHOCTb, CHPaBE/UIUBOCTb, COONIOJICHUE NpaB M CBOOOX YeNOBEKa W IPakKNaHHHA, IpaB
FOPHIAMECKHX JHL, OOBEKTHBHOCTE, KOMIIETEHTHOCTD, OTBETCTBEHHOCTD 3KCIEPTOB COBETA IO
3THKE (Hajee — SKCIEePThI) 3a POBENEHUE U KA4ECTBO STHUECKOM OKCIEPTU3BL

5.OCHOBHBIMH 3a/1a4aMH COBETA I10 STHKE SBIISIFOTCS:




1) mpoBenieHe STUUECKOM IKCIIEPTH3EE,

2) BeIava 3aKJHOYCHUS (J1allee — 3aKIIFOUeHue):

a) o0 3THYeCKOH OOOCHOBAaHHOCTH BO3MOXHOCTH HPOBENCHUS KIMHAYECKOTO
HCCIIE/IOBAHMS,

6) 0 BO3MOXKHOCTH (HEBO3MOXHOCTH) I'OCYJAPCTBEHHON PErMCTPAlMU JIEeKapCTBEHHOTO
npenapara Uil MEAULUHCKOTO IPHMEHEHH s, IPEAHA3HAYE€HHOTO JUI IPUMEHEHHUS B YCIOBHAX
Ype3BbIYaliHON CUTYaIlUH;

B) O BO3MOXXHOCTH (HEBO3MOXKHOCTH) T'OCYNApCTBEHHOH PETrMCTPALHH JIEKAPCTBEHHOTO
npenaparta a1y MeAUIUHCKOrO IPUMEHEHH B ClTydae Ae(eKTYPhL.

6.CoBer 110 9THKE B COOTBETCTBHMH C BO3/OXKCHHBIMM Ha HETO 3a/adaMH MMEeT [PaBo
HapaBIIATh  JMIAM, YKa3aHHbIM B dactd 3 cratem 38 DenepannHOro 3akoHa
or 12 ampens 2010 r. Ne 61-®3 «O6 obparmennn JIeKapCTBEHHBIX CPENCTB» WM IYHKTe 4
OcoberHocTedt OOpallenns JeKapCTBEHHEIX CPEICTB IS MEAUIMHCKOTO IPHMEHEHHS B CITyyae
Ae(eKTypbl WM PUCKA BOSHMKHOBEHHS Ne(bEKTYphI JIEKapCTBEHHBIX IIPENapaToB B CBS3H C
BBEJICHHEM B OTHOWICHHMM Poccuiickoii ®enepanuy orpaHUYUTENBHBIX MEP 3KOHOMHUYECKOTO
XapakTepa, YTBEPIKICHHBIX MoctaHoBieHueM IlpaButensctBa Poccuiickoii Penepanun
or 5 ampenst 2022 r. Ne 593, mmm mynkre 3 OcobeHHoOCTell OOpalleHHs JIeKapCTBEHHBIX
NpenapaToB Ui MEIULHUHCKOrO MPUMEHEHUs, KOTOphle IpeHa3HaYeHbl 1Jisd IPUMEHEHHs B
YCIIOBHSAX yTPO3bl BOSHUKHOBEHHS, BOSHUKHOBEHHS M JTMKBUIALMH YPE3BBIYAMHON CUTYaLH |
AUl OpraHH3allMi OKa3aHWs MEIMLUHCKOH IOMOIM JMIAM, [TOCTPAJaBIIAM B pe3yjbTaTe
Ype3BBIYAHHBIX CHUTYallUd, NPEAYNpPeXACHHs 4Ype3BbYalHBIX CUTyalud, MpoQMIAKTHKA H
JleYeHust 3a00NeBaHul, NPEACTABIAIONX OHACHOCTh I OKPYKAIOMHUX, 3a00JeBaHuil u
MOP)XCHUH, TONYYEHHBIX B pe3yJbTaTe BO3JICHCTBHSN HEOIATONPUSATHEIX XUMHYECKHUX,
OHOJIOrHYECKUX, Pa/IMAOHHEIX (haKTOPOB, YTBEPXKIEHHBIX MOCTaHOBIeHHeM [IpaBuTeNbCTBa
Poccuiickoit @enepauun ot 3 anpens 2020 r. Ne 441 (mamee — 3asBHTeNb), 3ampOCHl O
TIPE/ICTaBICHIHN HEOOXOMMMBIX MaTEPHATIOB B LeMsIX Peali3aliiy 3a1a4, yKa3aHHBIX B IIYHKTE 5
HACTOSIIETO IIOJIOKEHMS, U MONY4aTh NPE/ICTABICHHEIE 3asBUTENIEM 3allPOLIEHHBIE MATEPHATIE]
IIOCPE/ICTBOM ~ JINYHOro KaGWHeTa coBeTa IO OJTHKE B EOUHOM rOCYIapCTBEHHOM
MHPOPMALMOHHOM cHCTeME B cepe 30paBoOOXpaHeHus’ (fajee — eqnuHas CHCTeMa).

II. ITopsiiok co3xaHuA M JeATEIHLHOCTH COBETA MO ITHKE

7. CocraB coBera 1O 3THKE (GOPMHpYETCS U3 IPEACTAaBUTENSH MeIUIHHCKHX
OpraHU3allui, HayYHBIX OpraHu3almii, 06pa3oBaTeNbHBIX OpPraHM3alMi BLICIIEro oOpa3oBaHMs,
a TaKKe MpeJICTaBUTeNedl OOIIECTBEHHBIX OPTraHU3AIMH, PETUrHO3HBIX OPraHA3alki B CPEICTB
MaccoBoi HMHGpopManuu. UMcio IpefcTaBuTeNedf MEIMUHMHCKMX OpPraHH3alUil He MOXeT
IPEBBILIATE ITOJIOBMHY OT OOLIEro Yycia IKCIEPTOB.

8. CocTa CoBeTa IO 3THKE yTBEpXKAAeTCs HprKa3oM Munsapasa Poccum.

B cocraB coBera mo 3THKE NODKHO BXOIWTH HE MeHee 25 4elOoBEeK, B TOM UHCIIE

! Cratbs 39" ®enepansHoro 3akona ot 12 ampens 2010 r. Ne 61-®3 «O6 00pallleHHH JIEKapCTBEHHBIX CPEACTB», MOCTAHOB/CHUE
IpaBurenectea Poccuiickoli Mepepaunu ot 9 despana 2022 r. Ne 140 «O eauHoil rocynapcreeHHoit MH(GOPMALMOHHCH CHCTEME
B cpepe 31paBoOOXpaHEHUA», AelicTByer 10 1 mapra 2028 r.
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[IpeacenaTenb, IBa €ro 3aMECTUTENS U WICHBI COBETA 110 ITHKE.
9. Ipencenareins coBeTa MO STHKE HA3HAYACTCS U3 YMCIA BKCIIEPTOB, UMEFOIIUX BhICIIES
METMIHHCKOe 00pa3oBaHUE, YYEHYIO CTEleHb KaH[IWAATa MEIMIMHCKHX HAYK HIH JOKTOpa
MCIMIUHCKUX HAyK M ONBIT pabOTBl [0 NPOBEACHUIO KIMHUYECKHX WCCHEIOBAaHUN WU
Pa3peIICHUIO BONIPOCOB, CBA3aHHBIX ¢ ITHUECKUMU acTIeKTaMH KIMHUYECKHUX UCCIIeI0BAHMUI.

10. Tlpencenarens coBeTa MmO 3TUKE OCYLIECTBIAET obLiee PyKOBOJCTEO, olnpenensieT
HarnpasIeHys pabOThl COBETA MO ITHKE, OPraHU3yeT ero paboTy, pacipenenser obA3aHHOCTH
ME3KIy SKCIEPTaMH U Ha3HAYaeT U3 9MCIIa SKCTIEPTOB YIOIHOMOYEHHOE JIUIO JUTsl HATIPABICHHUS
3aABUTEIIO 3aIPOCOB O NIPEOCTABICHUH HEOOXOMMMBIX MaTEPHANIOB, B CJIyYae HEJOCTATOYHOCTH
NpEICTAaBICHHBIX HA OTHYECKYIO OKCIEPTH3Y INOKYMEHTOB, M OCYLIECTBIAET KOHTPONb 3a
IIPOBEICHHUEM STHUECKOM 3KCTIePTH3EI.

B orcyrcrBue npencenarens coBera o 3THKe OOA3aHHOCTH MpENCENaTeNs HCIOJHSAET
IO o MOPYYEHUIO ONIMH U3 €T0 3aMECTHTENeH, MMEIOIMI BBICIIee MEIUIMHCKOE 00pa3oBaHue,
YHCHYIO CTCICHb KaHauaaTa MEIMIHUHCKHX HAyK HIM JOKTOPa MEIUUMHCKAX HAyK M OIBIT
pabOTHI IO MIPOBEICHHUIO KIHHHIECKHX UCCIENOBARMA U Pa3pPeIIeHHUIO BOIIPOCOB, CBSI3aHHEIX C
STUYECKUMH acCIeKTaMU KIIMHUYECKUX MCCIIEOBaHUA.

11. 3acepanmus coBera 10 3TUKE IPOBOAATCA MpeICceNaTelIeM COBETA IO STHKE HIIH 110 €ro
TTOPYEHHIO OJTHUM U3 3aMECTUTENEH Npe/iceaTells COBETA [0 ITHKE He Pexe ABYX pa3 B MECAIl
¥ OGOPMIIAIOTCS IPOTOKOJIOM, KOTOPBIH IMOJIHCHIBAETCS COOTBETCTBEHHO npencegaTenem
COBETA I10 THKE HIIH OJTHUM U3 €TI0 3aMECTUTENEH.

Ilepes HavamoM NPOBENEHHS! STUYECKOHW SKCHEPTH3bI COBETOM IO STHKE [IPOBOIUTCS
OPraHU3AIMOHHOE  3acellaHue, KOTOpoe OQOPMIAETCS IIPOTOKOIOM, IOMIHCHIBAEMEIM
IIpeACCIaTeNeM COBETA 110 9THUKE, a B €r0 OTCYTCTBHE OIHMM U3 €ro 3aMecTHTeEl.

Marepuansl K OYepeIHbIM 3aceNaHUsIM COBETA MO ITHKE HANPABISIOTCS B 3JIEKTPOHHOM
BUJIE B JIMYHBIM KaOMHET SKCIEPTaM B eIMHOM CHCTeMe, He TIO3/[HEE YeM 3a [Ba paboumX JHS 10
Ha3HAYCHHOI'0 CPOKA 3aCE/IaHUS COBETA I10 STUKE.

12. 3acenanme coBeTa 10 3THKE CUMTAETCS TPABOMOYHBIM, €CIIH Ha HEM IIPUCYTCTBYET HE
MEHee MOJIOBUHEI €r0 YJICHOB.

OKcrnepT 00s13aH y9acTBOBATh B pab0Te COBETA IO STHKE H IPUCYTCTBOBATH Ha 3aCEIAHMIX
COBETA IO ITUKE JIMOO B Cly4ae HEBO3MOKHOCTH 110 YBAKUTENBHON NPUYHMHE NPHCYTCTBOBAT
Ha 3aCellaHuK COBETa IO STHKE HE IO3JHEC YeM 3a [Ba paboumux IHS [0 AAThl MPOBEICHHS
3aceNaHus COBETA IO 3THKE MPOHH(pOPMHPOBATH IpelcesaTelss COBETA IO 3TUKE (B CiIydae
OTCYTCTBHUS NPENCENATENIS COBETA IO ITUKE — OJHOTO U3 €r0 3aMeCTUTEIIEH ).

OKCIEepTHI Y4acTBYIOT B paboTe COBETa I10 ITHKE JUYHO, NeTerHPOBAHME TTOTHOMOYMI He
JIOILyCKaeTCsl.

3aceqanue COBETa IO 3THKE MOXET OBITh MIPOBEAEHO AMCTAHIMOHHO C HCIONB30BAHMEM
CHCTEM BUIECO-KOH(DEPEHII-CBSI3H.

13. OxcreprTel, ydacTByIOliME B IUIAHHPYEMOM KIHHHYIECKOM HCCIIEIOBAHUH, HE
IIPUBJIEKAIOTCA K OSTHYECKOH OSKCHEPTU3€ M K TOJOCOBAHHMIO IO pe3yJabTaTaM OSTHUECKOM
9KCIIEPTHU3BI HE TOITYCKAKOTCA.

14. Pewenns 06 oTHyYecKol OGOCHOBAHHOCTH BO3MOXXHOCTH WIIM HEBO3MOKHOCTH
IIPOBCACHUS ~ KIUHMYECKOrO  MCCICOBAHHS, O  BO3MOXKHOCTH  (HEBO3MOMKHOCTH)
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TOCY/IapCTBEHHON PETUCTPAllMK JIEKapPCTBEHHOTO Mperapata i MEIMIMHCKOTO MPUMEHEHNS,
KOTOPBIN NIpeTHAa3HAYEH A5 IPUMEHEHHUS B YCIOBHSX YPE3BBIYAHOM CHTYAINH, O BO3MOKHOCTH
(HEBO3MOXHOCTH) ~ TOCYJapPCTBEHHOM  DPErdCTpalUM  JIEKAPCTBEHHOTO nopenapara st
MEIMLIUHCKOTO MPUMEHEHH B Cily4yae Ne(QEKTYphl, IPUHUMAIOTCS HA OCHOBAaHMH MaTepHAJIOB,
HalpaBJIeHHBIX MUH31paBoM Poccrn 1 peicTaBIeHHEIX 3as1BUTEIEeM B IMYHBIA KaOUHET COBETA
II0 3TUKE B €INHOH CUCTEMe.

15. PeweHus coBeTa mHO OTHKe, NPUHMMAEMBIE B pAMKaX BbIIAYd 3aKIFOUEHHUS
00 5THYECKOH OGOCHOBAHHOCTH BO3MOXKHOCTH TpPOBENCHHS KIHHHYECKOTO HCCIEOBAHMA,
AOJKHBI COACPXKAaTh MOTUBHPOBAaHHEIE BBIBOJBI 00 3THYECKOM 0GOCHOBAHHOCTH BO3MOYKHOCTH
UJIH HEBO3MOXKHOCTH NIPOBEAEHUS KIIMHUYECKOrO HCCIIEIOBAHUS.

16. Pemenus coBeta IO 3THKE, NPUHMMAEMBIE B paMKaxX BBIAAYH 3aKIFOYEHHUS
0 BO3MOXKHOCTH (HEBO3MOXXHOCTH) I'OCY/IapCTBEHHOM PErHCTPALME JIEKApCTBEHHOTO TIpernapara
AN MCEIUIMHCKOrO INPHMEHEHHs, KOTOPBI NpenHasHayeH IS IIPUMEHEHHs B YCIOBHAX
4pE3BBIYAHHON CHUTyallMH, JOJDKHBI COIEP)KaThb MOTHMBUPOBAHHBIE BBIBOABI O BO3MOYKHOCTH
(HEBO3MOXKHOCTH) rocyapCTBeHHOMH perucTpanuu JIEKapCTBEHHOTO npernapara
AL MEIMUMHCKOTO NPHUMEHEHMs, KOTOPBIH NpeaHasHauyeH ANl NpPUMEHEHHsS B yCIOBHAX
YPE3BBIYaHON CUTYaIIHH.

17. Pemenus cosera N0 9STHKE, NPUHUMAEMBIE B paMKaX BbIIAYH 3AKITIOUEHHUS
O BO3MOXHOCTH (HEBO3MOXXHOCTH ) FOCY/IAPCTBEHHON PErHCTPALMH JIEKapCTBEHHOTO TIperapara
AJsL MEIULIMHCKOTO IPUMEHEHHUS B Cilydae Ne(EKTYpEI, JOMKHBI COACPKATh MOTUBUPOBAHHBIE
BBIBOJIbI O BO3MOXXHOCTH (HEBO3MOYKHOCTH) TOCYNApCTBEHHOM PErMCTPaluH JeKapCTBEHHOTO
npenapaTa st MeIUIIMHCKOrO MPUMEHEHUS B ciIy4dae Me(eKTYpHI.

18. Pemenue coBera MO 3THKE IPHHMMACTCS OTKPBITBIM TOMOCOBAHHEM MPOCTBIM
OONBIIMHCTBOM OJI0COB NPHCYTCTBYIONINX Ha 3aCEaHUH COBETA IO ITHKE KCIIEpTOB. B clydae
PaBeHCTBA  TOJOCOB  MPUHATBIM  CYMTAETCA  pEUIEHHE, 3a KOTOpOE  IIPOrojiocoBall
NpeNceaTeIbCTBYIOIINN Ha 3aCelaHUH COBETA 110 DTHKE.

19. CoBer 1o 3THKe NpHHUMAET CIEAYIOUINE PELIIEHUS:

1) o6 oruyeckoli 0OOCHOBAaHHOCTH BO3MOXHOCTH IIPOBEACHHS KIHHUYECKOTO
uccnenoBanyst. KpurepuaMu npuHATHS pelieHns o6 5THYecKoi 060CHOBAaHHOCTH BO3MOKHOCTH
IIPOBEACHHUS KIMHUYECKOrO HCCIIEOBAHKS Ha OCHOBAHMH IIPEJCTABJIEHHBIX Ha 3THYECKYIO
OKCIIEPTU3Y AOKYMEHTOB M CBEJICHUH, yKa3aHHBIX B IIyHKTE 4 mpuoxeHus Ne 2 K HACTOSAIIEMY
NIPHKa3y, ABJISAIOTCS:

a) COOTBETCTBHE CONEPXKAHUSI IIPOEKTa IPOTOKOJA KIMHHYECKOTO HCCIIEIOBAHMUS
(MccnenoBanus GMOIKBUBATIEHTHOCTH H (MIIH) TEpAIeBTHYECKOH SKBHBATCHTHOCTH ) 3asBIISEMbIM
LessiM | 3a71a4aM KIIMHUYECKOI0 UCCIIeIOBaus (MCCIeIOBAHMs OMOIKBUBAIICHTHOCTH U (MJIH)
TEPAIEBTHYECKOH S9KBUBAIEHTHOCTH) H BO3MOKHOCTH JOCTIIKEHUS OKHIAEMBIX PE3YIILTATOB C
BOBJICYCHHUEM B KIIMHUYECKOE MCCIIEIOBaHHE MIHUMAIBFHO BO3MOKHOIO YKCIIa MAlUeHTOB,;

0)  mpeamonaraeMelifi  PHCK MO CPaBHEHHIO € OXHUAAeMOM  TOJIb30M
OT IPHMEHECHHUSA JIEKAPCTBEHHOIO IpenapaTa [l MEIUIMHCKOTO NMPUMEHEHHS JUI HalUEHTOB
000CHOBaH;

B) BbIOOD TAIMEHTOB, NPHHHMAIOMX y4acTHE B IUIAHHPYEMOM KJIMHHYECKOM
HCCIIeI0BaHuH (TI0J1, BO3pacT), 000CHOBAH;
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I') KpUTEpHH HaOOpa IMALMEeHTOB Il YYaCTHS B KITMHIYECKOM HCCIICIOBAHNH, BKIIOUCHUS
NAalUEeHTOB B KIMHUYECKOE HCCIEJOBAaHUE W HMCKIIOYEHHs IIAlMEHTOB W3 KIMHHYECKOTO
HCCIIEJOBaHUsI 0O0CHOBAHBI,

J) OTMEHa WId HPHOCTAHOBICHHE CONYTCTBYIOIWEH TepanuM (IpH HAIAYHH
COIYTCTBYIOIIUX 3a00Ni€BaHui) WIS MAalMEHTOB, NPUHHMAIOIIMX YYacTHE B ILIAHHPYEMOM
KJIMHUYECKOM HCCIIeJOBaHUH, 000CHOBAHLIL,

€) OCHOBaHH /s IPUOCTAHOBJICHHS U (MK IPEKpaLleHNs] KITMHUYECKOTO HCCIeI0BaHHs
00OCHOBAHEL

K) YCIOBHS MOHHMTODHMHTA M ay[UTa IPOBEIEHHS KIMHUYECKOTO MCCIeNOBAHMUS
- 00OCHOBAHbI,

3) Mepbl MEIMIIUHCKOTO XapaKTepa, KOTOpbIE MIaHUpPYeTCs IPEIPUHATE B CIIydae, eciiu
TaHUEHTBI, IPUHUMAIOUINE YYacTHEe B KIMHMYECKOM HCCICHOBAHHUH, MOOPOBONBHO pelar
IIPEKPATUTE CBOE yYaCTUE B yKa3aHHOM HCCIIEOBaHNH, 0OOCHOBAHBL,

1) 00beM KOMIIEHCALMM M YCIOBHS €€ BBHILIAThl B Cilyd4ae CMEPTH MAIeHTa WIH
NPEROCTABIICHNA JICUCHHS, MM KOMIICHCAMK M YCIOBHUS €€ BBIINIATH! P NPHYUHEHUM Bpeaa
3/I0POBBIO NalKEHTa, B TOM YHCJIE BIEKYIIEro 3a CcOOOH YCTaHOBIEHHME WHBAIUIHOCTH,
BCJIE/ICTBUE y4acTHsI B KIMHUYECKOM MCCIENOBAaHUU IIPH HATUYUM MPUYUHHO-CIIEACTBEHHOM
CBA3H MEXIY HACTYyNUBIIMMH COOBITHAMH M TPHEMOM JIEKAPCTBEHHOTO IIpenapara,
000CHOBAHEL;

K) MepbI 110 00eceueHn 0 KOHOUACHIMATEHOCTH 1 G€30MaCHOCTH MePCOHATBHBIX JaHHbIX
NalMEHTOB, MPUHUMAOINUX YYaCTHE B KIMHUYECKOM HUCCIIeIOBAaHUH, OOOCHOBAHEI;

J) [OCTAaTOYHOCTH M  JOCTYNHOCTh Ul I[IOHHM&HHUs [AlMEHTOB HMH(MOPMAIHH
O IUIAHUPYEMOM KIMHHYECKOM HCCIENOBAaHUY, H3JIOXEHHOW B HH()OPMALMOHHOM JIUCTKE
nanyenTa, 000CHOBaHEL,

M) BIMSHAE pPE3yNbTaTOB KIMHHWYECKOTO MCCICAOBAaHWA Ha Jiofielf, M3 KOTOPHIX
IPEINOJIaraeTcsl OCyIIECTBUTL Habop MaleHToB, 000CHOBAHO;

2) o6 oTnyeckol O0OOCHOBAaHHOCTH HEBO3MOXXHOCTH MPOBENCHHS KIMHHYECKOrO
uccnenosanus. Pemenus 00 sTHuecKod 0OOCHOBAHHOCTH HEBO3MOXKHOCTH IIPOBEIEHUS

KIIMHUYECKOTO UCCIIE/IOBAHUS IPUHUMAIOTCS B cllydae HECOOTBETCTBHSI
XOTsL OBl OZHOMY W3 NEPEYHCIEHHBIX B MOANYHKTE 1 MyHKTa 19 HACTOAINEro MpPHIOKEHHMS
KpHTEPHEB;

3) O BO3MOXHOCTH TOCYNAapCTBEHHOH pEruCTpallMd JIEKapCTBEHHOTO Hperapara
AJIT METUIMHCKOIO IMPUMCHEHUs, KOTOPBIA NpeiHasHadeH IJis NPHUMEHEHHs B YCIOBHAX
Upe3BBIMAHON cuTyarnn. KpuTepusaMu NPHHATHA PEICHUs O BO3MOXKHOCTH TOCYIapCTBEHHO
PETUCTpalluM  JIEKAPCTBEHHOI'O Mpernapara il MEIULMHCKOTO IIPHMEHEHHs, KOTOPBI
OpeAHAa3sHA4YeH JUIS IIPUMEHEHHUS B YCIIOBHAX 4YpE3BBIYAHHON CHTyallud, 1O pe3ysbTaram
OKCTIEPTHOU OLEHKH HOKYMEHTOB, yKa3aHHBIX B MyHKTe 6 mpuioeHus Ne 2 K HacTOAIIEMY
IIPUKAa3y, SIBJISIOTCS:

a) HayyHas OOOCHOBAHHOCTb M HOCTOBEPHOCTh MaHHBIX, NOJYYEHHBIX HA CTAMHSX
JOKIIMHUYECKUX UCCIICIOBAHMH JIEKAPCTBEHHOTO MpeliapaTa, 000CHOBAHEI;

0) HayuHas OOGOCHOBAaHHOCTH M [OCTOBEPHOCTb IAHHBIX, IIOMy4YeHHBIX Ha CTANHSX
KIIMHUYECKUX  HCCIICIOBAHMN  JIEKAPCTBEHHOrO  IIperapara, BKJIIOYas JOKa3aTenbCTBa




€ro 0e301aCHOCTH, HOATBEPKIECHEI;

B) NPEBBIUIEHHE IOJB3BI OT NPUMEHEHHS JTEeKapCTBEHHOIO Ipenapara HaJl BO3MOXHBIM
PHCKOM U HEXEJIaTEIbHBIMU SIBICHUSIMU 000CHOBAHO;

I)  HpOTHO3  BIMSHHA  3aPETHCTPUPOBAHHOTO  JIGKAPCTBEHHOTO npenapara
Ha 0011ecTBO 000CHOBAH;

J)  YCNOBHS IS IOCTPETHCTPALAOHHOTO — MOHHTOPHHTA 3pbexTHBHOCTH
1 0e30I1aCHOCTH JIEKAPCTBEHHOTO Npenapara 000CHOBAHbI;

€) UHCTPYKLHUS HO MEIHIMHCKOMY INPHMEHCHHIO M (unm) KpaTkasi XapaKTepHCTHKA
JICKapCTBCHHOrO  Ipernapara [1ji MeJUIMHCKOIO IPUMEHEHHs, KOTOpHI IpeJHa3HaueH
JUTSt IPUMEHECHHUs B YCIIOBUSIX Ype3BhIYaAHON CUTYyaluH, JNOCTYIHBI
JUTSI IOHUMAHUS [TallHeHTOB;

4) 0 HEBO3MOXHOCTH TIOCYIapCTBEHHOH perucTpariu JICKapCTBEHHOr0 Tpernapara
AT MEMLMHCKOTO  NIPUMEHEHHS, KOTOPBIH IpeAHa3HaYeH I HPHMEHEHHS B YCIOBHSX
YpE3BbIYaHHON cuTyaruu. PerreHdss o HEBO3MOXHOCTH FOCYyTapCTBEHHOHW pErucTpamuu
JICKApCTBEHHOr0  IpenapaTta Juli MEIUIUMHCKOTO INPUMEHEHHs, KOTOpBIH IIpeHa3HavYeH
JUSL  TIPUMCHEHHS B yCJIOBMAX YPE3BBIYAHHONW CHTyallld, NPHHHMAIOTCS B  crydae
HECOOTBETCTBUA XOTA Obl ONHOMY M3 MEPEUHCICHHBIX B MOAMYHKTE 3 MYHKTa 19 HacTOSmero
IIPHIIOKEHUS KPUTEPHUEB;

5) 0 BO3MOXHOCTH TIOCYNAapCTBEHHOHM perucTpaiHy JCKapCTBEHHOrO Iperapara
ATA MEIUIMHCKOTO NpPUMEHEHUA B cily4ae AehexTypbl. KpuTepusmu npuHsTHS perneHus
O BO3MOXXHOCTH I'OCY IapCTBEHHOM PETUCTPAalMH JIEKAPCTBEHHOTO IpenapaTa AT MeJUIIHHCKOTO
NPHMEHEHNSA B CTydae HeEKTypbl, MO pesysbTaTaM OSKCIEPTHOH OLEHKH IOKYMEHTOR,
YKa3aHHBIX B IMyHKTE 7 NpuiiokeHus Ne 2 K HaCTOSILEMY TIPUKA3y, ABISIOTC:

a) Hay4yHas OGOCHOBAHHOCTb M JIOCTOBEPHOCTb JIAHHBIX, IOJIyYEHHBIX Ha CTaIuAX
AOKIUHUYICCKUX HCCIIEIOBAHUM JIEKAPCTBEHHOT'O IIpernapara, 000CHOBAHEI;

0) HayuHas OGOCHOBAHHOCTb M JIOCTOBEPHOCTb [AHHBIX, IIOJIyYEHHBIX Ha CTaaHsaX
KIMHUYCCKUX  MCCIICOBAHWH  JIEKAPCTBEHHOrO Mpenapara, BKIIOYAs [1OKa3aTelbCTBA
€ro 0€301MaCHOCTH, [TOATBEPIKIEHBI;

B) NPEBBIIIEHUE O3Bl OT IPUMEHEHHS IEKaPCTBEHHOTO npernapara HaJl BO3MOXHBIM
PHCKOM M HeXeJIaTeIbHBIMU SBJICHUSIMH 000CHOBAHO;

r) OpOTHO3  BIHSAHHMS  3apPerHCTPHPOBAHHOLO JeKapCTBEHHOro  IpemapaTa
Ha 00IecTBO 060CHOBAH;

A)  yCOOBUS UL  MOCTPErUCTPALHOHHOTO MOHHUTOPHMHIa 3P (HEeKTHBHOCTH
¥ 6e30MaCHOCTH NEKapCTBEHHOIO IpenapaTa 060CHOBAHbL,

€) MHCTPYKUHMS TO MEIMIMHCKOMY IPHMEHEHWIO M (/M) KpaTkas XapaKTePUCTHKA
JICKAPCTBEHHOrO  Npenapara s MeIUIMHCKOTO IPUMEHEHHsS, KOTOPBIA IIpeTHAa3HauYeH
JUIS NPUMEHEHUS B YCIIOBUSIX Ype3BblYaiiHOM CUTyaluH, JOCTYIHBI
JUTS TOHMMAHUS NAl[UEHTOB;

6) O HEBO3MOKHOCTH TOCY[ApCTBEHHOH perucTparun JICKapCTBEHHOIO IIperapara
AJIA MEMIIMHCKOTO IPHMEHEHHUS B cilydae JeQekTypel. PelmleHHs O HEeBO3MOXHOCTH
FOCYTapCTBEHHON PErHCTPAlMK JIEKapCTBEHHOTO Mpenapara s MeaulMHCKOTO OpPUMEHEHUS
B ciydae AeQeKTyphl TNPHHUMAIOTCA B CJIydae HECOOTBETCTBHS XOTS Obl OJHOMY ©3
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NIePEYUCICHHBIX B IIOAMYHKTE 5 IYHKTA 19 HACTOAIIETO MPHIIOKEHHUS KPHTEPHEB.

20. Pewenme coBera IO 3THKE OQOPMISLETCS 3aKITIOUYEHHEM IO bopme cormacHo
COOTBETCTBEHHO MNpHNOXeHHsM Ne 4, Ne 5, Ne 6 k Hacrosimemy IIpUKasy, IMOANMMCAHHBIM
YCUTICHHOM KBaTU(UIMPOBAHHON 3MEKTPOHHON MOANMCBHIO MpEACEmaTeNs COBeTa MO 3THKE
(B ciyuae OTCYTCTBHS IpelcelaTellsi COBETa IO ITHKE — OJHOTO H3 €ro 3aMeCTUTENEN ),
Y HalIpaBNAETCA B JIMYHBIA KabuneT Mun3npasa Poccuu B eIUHOM cHCTEMe He MO3JHee 0HOro
pabodero JHs MoCie 3acelaHus COBETa TI0 ITHKE.

2]1. BbiBombl, comepxamecs B 3aKIIOYEHHHM COBETA MO OJTUKE, JOMKHBI ObITh
0OOCHOBaHHBIMH, ONHO3HAYHBIMH, MOHATHBIMH M IOJAIUACAHBI BCEMH JKCIEPTaMU COBETA
I10 3TUKE.

22. DKemepr, He COTVIACHBIH ¢ IPUHSTHIM PELIEHUEM, HMeeT IPaBO H3I0KHTE CBOE 0c060e
MHEHHE, O(OpPMIEHHOE  JOKYMEHTOM Ha OyMaKHOM  HOCHTENe,  MOMIHCAHHBIM
COOCTBEHHOPYYHOH IIOANHCBHIO, MM B (GOpMe INMEKTPOHHOTO TOKYMEHTa, MOAMNHCAHHOIO
3JIEKTPOHHO TIOAIMHUCHIO?, KOTOPOE MPHIATAeTCA K 3aK/IIOUSHHMIO U ABISETCS ero HeOTheMIEMOl
YacThIO.

23. DKkemepTel MOTYT HpHBIeKaThes® MunsapasoM Pocenu k PacCMOTPEHHUIO COOOIITEHH I
0 HEOOXONUMOCTH BHECEHHs H3MCHEHHH B MPOTOKON KIMHHYECKOTO MCCIENOBAHUS B IEIISX
OLCHKH OOOCHOBAHHOCTH IIPEIIaraeMbIX M3MEHEHHH M ONpEHEIeHHs CTereHH pucka s
NalHEHTOB, NPUHUMAIOUIUX YYaCTHE B KITMHUYECKUX UCCIIETOBAHUSIX.

24. Mindopmanus o Tekyuiedl HesTeNbHOCTH COBETA MO DTHKE (cBeneHUs 0 3aceNaHUAX
COBETa II0 STUKE, O IPUHATHIX COBETOM IIO 3THKE PEIIEHHAX 00 3TUYECKOM 0O60CHOBAHHOCTH
BO3MOKHOCTH HJITM HEBO3MOXKHOCTH MPOBEIEHMUS KIMHUYECKOIO HCCIIEN0BAHUA, O BO3ZMOKHOCTH
(HEBO3MOXHOCTH) ~ TOCYJAPCTBEHHOH  DErMCTPallH  JeKapCTBEHHOIO npenapara s
MCIUIMHCKOTO  MPUMEHEHUs, KOTOPBIH INpeiHasHadeH JUIl HpPUMCHEHHS B  YCIOBHAX
YPE3BbIYANHON CUTyallMH, O BO3MOXKHOCTH (HEBO3MOXHOCTH) IOCYIapCTBEHHOMN perucrpanuu
JICKApCTBCHHOr0  mpenaparta  Asd MEIHUMHCKOrO TNpPHUMEHEHHA B ciyuae aedeKTyphl)
IIpEAICTABIACTCS. COBETOM IO 3THKe B MuH3npas Poccuu mocpencTBOM 31eKTpOHHOM MOYTHI
€KCHEIETIbHO 110 COCTOSHHUIO Ha IOCIENHUHN pabounii IeHb HeIemH.

ITI. TpedoBanus Kk kBaIMPUKALUY U ONIBLITY PAGOTHI 110 IKCIEPTHON OLleHKe
HayYHBIX, MEAMUHHCKHX M OSTHYECKHX AaCHeKTOB KJIMHHYECKHX HCC/IeJ0BAHHIA,
npexbsiBisieMble K IKCIepPTam

25. K skenepram mpenwsABISIOTCA CleAyOIMe TpeGOBaHUS K KBaTH(GUKANMA H OIIBITY
pabOThI TIO 3KCIEPTHOH OLICHKE, HAYYHBIX, MEULIHCKAX ¥ STHUECKUX aCIIEKTOB KIMHIIECKUX
HCCIIEIOBaHUA!

1) mnst npencTaBuTeNeH, HMEIOIINX BBICIIEE MEIMIIMACKOE 0BPa30BaHKE:

a) HaJM4he BBICIIETO OOpa3oBaHus 110 OJHON M3 CrieuatbHOCTel: «JledeGHoe TIETIO»,
«Ilemuarpus», «Meauko-npodunakTudeckoe Ae10», «CTOMATONOTHSY;

0) HanHMYWe NOATOTOBKM B MHTEPHATYpEe WJIM OPHHHATYpE H (UML) OTONHUTEIHHOIO

? Cratss 5 ®enepanbHOro 3akoHa oT 6 arpens 2011 r. Ne 63-03 «O6 31eKTPOHHOH MOATIHCHY.
3 Tlyukr 5 craThu 40 ®enepanbHOro 3akoHa ot 12 anpenst 2010 r. Ne 61-03 «OG obpaiuernn JICKAPCTBEHHBIX CPEACTBY.
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NPO(ECCUOHATBHOTO 06Pa30BaHHs, @ TAKXKE NEHCTBYIOMETr0 CepTHHUKATA CIICIUATICTA U (wn)
IPOXOXKIECHUE aKKPEIUTAI[UH CIIEIUAIACTA,

B) HAIYME ONbITA PAGOTHI 10 MPOBECHHMIO KINHUIECKUX UCCIeIOBAHMIL U Pa3peLICHHIO
BOIIPOCOB, CBSA3aHHBIX ¢ STHYECKUMHU aCTIEKTaMH KIMHUYECKUX UCCIICIOBAHMUA,

2) nust npe/icTaBUTENER HAYYHBIX OpraHU3aLuii, 06pa30BaTeNbHBIX OpraHU3aLMi BLICIIEr0
00pa3oBaHusi, OOLIECTBEHHBIX OPTraHU3aIHii, PEIMIMO3HBIX OPTAHH3ALH I CPEICTB MAcCOBOk
UH)OpMAITUH:

a) HaJIM9He BBICIIEro IPodhecCHOHATEHOTO 06pa30BaHHs;

0) Hanu4ue ombITa PabOTHI, CBA3AHHOMN C THYECKHMH ACIEKTAMH 3aIUThI IIpaB ¥ CBOOOT
9eJIOBEKA U IpaKIaHKHA.




IIpunoxenne Ne 2
K IpriKa3y MHUHHCTEpPCTBA 3ApaBOOXpaHEHH S
Poccuiickoit Denepanun

OT Heticecht Ap29T. No S~

HOpﬂZlOK OpraHH3aliuH ¥ IPOBEACHUS 3THYECKOM IKCNIEPTHU3BI

1. DTuyeckas IKclepTH3a NMPOBOXUTCA B LENSIX BBIIAYH 3aKTIOUEHHS O 3THYECKOM
000CHOBAaHHOCTH BO3MOXHOCTH NIPOBE/IEHHS KIHHHYECKOTO HCCIIEIOBAHUS JIEKapCTBEHHOI'O
fperapata Uil MEIUIHHCKOTO NMPUMEHEHHs (fajiee — KIMHHIECKOe UCCIIENOBAHMUE), a TaKiKe
B LCTIAX BHINATH 3AK/THOYCHHS O BO3MOXHOCTH (HEBO3MOXKHOCTH ) FOCY {apCTBEHHOM PErHCTPALAH
JICKapCTBEHHOTO IpenapaTa i MEIUIMHCKOrO NMPUMEHEHHS, KOTOpHIH NpeqHa3HadeH I
IIPUMCHEHUA B yCIIOBHSX YIPO3bl BO3HHKHOBEHHS, BO3SHMKHOBEHHS H JIMKBHIALHH
Ipe3BBIMAHHON CHTYalUMH M JUI OPraHM3alMd OKA3aHUsA MeNMLMHCKOH MOMOLIA JvLaMm,
TNOCTPallasliiM B pe3yibTaTe Hpe3BBIYAHHBIX CHTyalui, HOpeXyNpeXAeHHs Ype3BHYANHBIX
CUTyaluH, NPOQUIAKTHKA M JedeHus 3a0O0NeBaHMM, MPEeNCTABIAIOMMX ONACHOCTE IUIst
OKPYXAIOIIKX, 3a00J€BaHMA M IMOpaKEHWH, IIONYYeHHBIX B pe3yiapTare BO3AEUCTBHA
HEONArONPUATHBIX XHMHYECKHX, OWONOTHYECKHX, pATHAITHOHHBIX ¢akTopoB (nanee —
4pE3BBIYAHAA CHTyallUs), 3aKIIOYEHHS O BO3MOMXKHOCTH (HEBO3MOKHOCTH) T'OCYJapCTBEHHOM
PETHCTPaliiK JICKApCTBEHHOTO Mpenapata A/ MEIMIMHCKOrO IPHMEHEHUS B CIydae ero
NeQEeKTyphl WM pHCKA  BOSHUKHOBEHHMS neQeKTypel B CBS3M C  BBeJCHHEM
B OTHOWIEHUH Poccuitckoii Denepanuy OrpaHAYMTENBHEIX MED SKOHOMHUECKOTO Xapakrepa
(manee — nedextypa). :

2. Otrdeckas SKCIIEPTH3a OCHOBBIBAETCS HA IPHHIMNAX 3aKOHHOCTH, COOJIFOJIEHH s [IpaB
¥ CBOOOJL Y€NOBEKA 1 TPAKIAHUHA, TIPaB IOPHANIECKOrO JIANA, HE3aBHCUMOCTH JKCIepTa COBeTa
MO0 3THKE (Hanee —3KCHePT), OOBEKTUBHOCTH, BCECTOPOHHOCTH M TONHOTEHI UCCIIEIOBAHUIA,
TIPOBOIMMBIX  C  MCIONB30BAHMEM  COBDEMEHHBIX  JOCTIKCHHH HAyKH H  TEXHHKH,
OTBCTCTBEHHOCTH SKCIIEPTOB 32 IIPOBEICHUE H KAYECTBO STHYECKON SKCIEPTH3EL

3.3TH4ecKas 9KCIepTH3a POBOJMTCA COBETOM IO THKE HA OCHOBAHHH HallpaBJIEHHOIO
BIIMYHBIA KaOMHET COBETA IO ITHKE B €IMHOM IOCYNapCTBEHHOM UH(OPMAITHOHHON cHcTeMe
B c(epe 31paBooXpaHeHns (Tanee — eIMHAs CHCTEMa) 3a/IaHus MunwucrepcTBa 31paBooXpaHeHus
Poccniickoii @eneparuu Ha IpoBeeHHe STHYECKOI 3KCIIEPTHU3BI, MIOJIHUCAHHOTO YCHUIICHHOM
KBaIM(HLUPOBAHHON 3NEKTPOHHOH NOMIHCHIO C IPHIOKEHHEM JOKYMEHTOB, yKa3aHHBIX
B ITYHKTaX 4-6 HaCTOSIIEro HOPSIKA.

4.OTUYecKOi JKCIepTH3e B LENAX BBIIAYM 3aKTIOUCHHUS 06 STHUSCKON 0GOCHOBAHHOCTH
BOSMOMHOCTH IIPOBCACHHS XIMHHYECKOrO MCCIECAOBAHHUS ITOICKAT CIEAYIOMHE JOKYMEHTEHI
Y CBEJICHHUS:

1) TPOTOKOJI KIIMHIUYECKOT O UCCIIEIOBAHHS,

2) Gpowntopa mccnenoBaTenst (I 3aperHCTPHPOBAHHOTO JIEKapCTBEHHOIO IIperapara
JOILyCTUMO 3aMEHUTH OJJOOPEHHON O0LIeH XapaKTepHCTUKOMN JEKAPCTBEHHOrO perapara, eciu
TaKOH JIEKAPCTBEHHBIH [IpENapar 3aperucTPUPOBaH B COOTBETCTBHM C aKTAMH, COCTABIISIOLUMA
IpaBo EBpasMMCKOro 3KOHOMMYECKOTO COH032, M €ro IPHMEHEHHe B KIHHHYECKOM
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UCCIEIOBaHUM HE IPOTUBOPEYUT OJOOPEHHOH OOIel XapakTepUCTHKE JIeKapCTBEHHOTO
npenapara Uil MEAULIUHCKOTO PUMEHEHN );

3) uHQOPMAITHOHHBIM JIMCTOK MALUEHTA;

4) cBeneHns 06 OmbITE PaGOTHI UCCIEAOBATENEH 10 COOTBETCTBYIOMINM CIELHATEHOCTIME
YX ONBITE pabOTHI IO IPOBECHAIO KIHHHYECKUX MCCIIE0BAHHIA;

5) Komus J0roBopa 0OOA3aTeNBbHOrO CTPaxOBaHUs, 3aKIIOUEHHOTO B COOTBETCTBHH C
TunoBbiMU npaBUIaMyu 0043aTEIBHOTO CTPAXOBaHHKS', ¢ yKa3aHHEM HpeeTbHON YHCICHHOCTH
MAIHEHTOB, YYaCTBYIOIIHUX B KIIMHUYSCKOM HCCIIEJOBAHNH.

5. DKCIepThl IPOBOIAT 3KCIEPTHYIO OIIEHKY YKa3aHHBIX B TYHKTE 4 HACTOSIIEro Iops/IKa
JOKYMCHTOB U CBEAECHHMH, KOTOPasl BKIIOYAET CIICAYIOIIEE:

1) ouenka conepanus MPoeKTa MPOTOKOJA KITHHUIECKOTO HCCIIEJOBAHMS (MCCIIeI0BaAHUS
OMOSKBUBAIEHTHOCTH M (WJIH) TEPAIeBTUYECKOH OKBHBAIEHTHOCTH) Ha COOTBETCTBHE
3a4BIIEMBIM  LEJIIM M 3aJaYaM  KJIMHMYECKOrO  HCCIIeNOBaHUs  (MCCIIEOBAHUSA
OMOOKBUBAIEHTHOCTH M (WJIM) TEpaneBTHYECKOW OKBHBAJIEHTHOCTH) ¥ BO3MOXKHOCTH
JAOCTYDKEHUS OXUIACMBIX pPeE3yJIbTATOB C BOBJIEYEHHEM B KIMHMYECKOE HCCIICOBAHNE
MHUHHMAaJILHO BO3MOXKHOTO YHCJIa TTAllMeHTOB;

2) onenka 0OOCHOBAHUS NPEANOIAraeMOT0 PUCKA TI0 CPABHEHHIO ¢ OKHIAeMOM TT0JIh30i
OT NIPUMCHEHUS JIEKAPCTBEHHOT'O TIpernapara Uisi MEAULIMHCKOTO MPUMEHEHHS UL [ALUEHTOB;

3) omeHka 0GOCHOBAaHHOCTH HEOOXOMMMOCTH HAIMYUS B KIHHHYECKOM KCCIIEIOBAHNH
KOHTPOJILHOH I'PyIIIbI NallieHTOB;

4) oleHKa OCHOBaHMH IS IPEXIEBPEMEHHOTO IpPEKPAINEHHs] yYacTHSl HAlHEeHTORB
B KJIMHUYECKOM HCCIICIOBaHNH;

5) OlLleHKa OCHOBAaHWH U MPHOCTAHOBJEHHA M (WIM) IPEKPAIEHHS KIHHHYECKOTO
UCCIIEZIOBAHNS;

6) OLIEHKa yCJI0BHII MOHHTOPHHTA U ayUTa [IPOBEACHHUS KIMHUUECKOTO UCCIIEIOBAHMUS,

7) oueHka BbIOOpA MALMEHTOB, IPUHAMAIOIIMX yYaCTHE B IVIAHUPYEMOM KIHHUYECKOM
HCCIeN0BaHUH (I10JI, BO3PAcCT);

8) olenka KpuTepHeB HabOpa MAIMEHTOB IS Y9acTHs B KIMHUIECKOM HCCISIOBAHNMY;

9) oneHKa KpHTEpHEeB BKIIOYEHUS MAMEHTOB B KITMHUYECKOE UCCIIEIOBAHUE;

10) ouenka KpuTepHeB UCKITIOUCHUS TAIIMEHTOB U3 KITMHUYECKOTO UCCIIeI0BAHMSL,

11) ouenka 060CHOBaHHOCTH OTMEHbI WM HPHUOCTAHOBIEHHUS COMYTCTBYIOMEH Tepanuy
(IpY HaMYUK COMYTCTBYIOWMX 3aboseBaHuil) Isl NAUMEHTOB, NPMHEMAIONMX YYacTHe
B IVIAHUPYEMOM KJIMHAYECKOM HCCIIeIOBaHUM;

12) oueHka OOOCHOBAHHOCTH Mep MENHIMHCKOIO XapakTepa, KOTOphIe IUIAHHPYEeTCS
OPENNpUHATE B Clly4yae, €CJIM IIalUEHThl, IPUHAMAIOIIHE YYacTUE B KIMHUYECKOM
MCCIIeIOBaHUH, JOOPOBONBEHO PELIaT MIPEKPATUTh CBOE YYaCTHE B YKA3aHHOM HCCIIEIOBaHHH,

13) ouenka o6bemMa KOMIIEHCAIIMH M YCIOBHH ee BBILIATHI B CIIy4ae CMEpTH MAIHEHTA
WM TIPEAOCTABJICHUS JICYCHHUS], WM KOMIIEHCAIlMd M YCJIOBHH €e BBIIUIATH NPH [PUYUHEHHU
BpeZia 3I0POBBIO MallMeHTa, B TOM YHCIIE BIEKYIIEro 3a co00i yCcTaHOBIEHHE UHBAIUIHOCTH,
BCIECTBHE y4acTHsl B KIIMHUYECKOM HCCIIEIOBAHUY U NP HAIMYUH MPHYMHHO-CIIEICTBEHHOMN
CBA3U MEK/y HACTYITUBIIMMU COOBITUSIMU U IIPUEMOM JICKAPCTBEHHOT'O NIPENapara;

! Mocranoaenue Tpasutensctea Poccuiickoit denepaumu ot 13 centabps 2010 r. Ne 714 «O6 yreepxaeHun TUNOBBIX npaBui
00413aTENLHOrO CTPaXOBaHMA JKM3HH ¥ 310POBbA MALMEHTA, YYACTBYIOWETO B KIMHHYECKHX HCCNEIOBAHMAX JIGKAPCTBEHHOTO
nperapara.
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14) onenxa Mep 1o obGecneueH 0 KOHPUIEHIHATEHOCTH U 6e30MacHOCTH MEPCOHATBHBIX
JaHHBIX NAIMCHTOB, MPHHUMAIOIIMX YUacTHe B KIIHHUYECKOM HCCIIEIOBAHUM,

15) oueHka MOCTaTOYHOCTH U JOCTYIHOCTH IS TOHNMAHHS IIALMEHTOB, UHpOpManUK
O TIaHUPYEMOM KIMHHYECKOM HCCIIE0BaHMH, H3JI0XKEHHOM B HMHGOPMALMOHHOM JIMCTKE
NaIeHTa;

16) oueHKa BIWSHUSA Pe3yJIbTATOB KIIMHUYECKOTO HCCIEJOBAHMS Ha JIFOJICH, 13 KOTOPBIX
IIPe/IIIOJIaraeTcs OCYEeCTBHTh HAGOp MAIHeHTOB.

6. OTHYecKOH DOKCIepTH3e B LeNIX BHAAYM 3aKIOYEHHS O BO3MOKHOCTH
(HEBOBMOXXHOCTH) ~ IOCYyJapCTBEHHOHM  DETHCTPAlMM  JIGKAPCTBEHHOTO npenapara  JUis
MEIUIMHCKOTO TPUMEHEHHs, KOTOPBIA TNpelHa3sHAueH JUII [NpPUMEHEHHS B  YCIOBHAX
YPEe3BbIYAHON CHTyalluH IIOIEXKAT CITEAYIONIME TOKYMEHTBI:

1) IpOEKT MHCTPYKUMHK 10 MEAMLMHCKOMY IPHMEHEHHIO IEKapCTBEHHOTO Mperapara s
MEIULMHCKOTO MPUMEHEHHUs, KOTOPBIM IMpejHasHayeH JUII HPUMEHEHHS B YyCIOBHAX
YPE3BBIYaHON CUTYaLUH;

2) MHCTPYKUHMS II0 MEJULMHCKOMY NPUMEHEHHIO MM KpaTKas XapaKTepUCTHUKA
JNIEKAPCTBEHHOr0 Tpenapata Il MEIULHHCKOTO NPUMEHEHHUs], KOTOPBIA IpeaHa3sHa4yeH s
IPUMEHEHHUA B yCIIOBUAX YPE3BbIYAHON CUTYallUH, YTBEPIKICHHbIE B CTPaHe MPOM3BOAUTEIS;

3) IPOEKTHI MaKeToB MEPBUYHON YIAKOBKH M BTOPHYHOM YINAKOBKH JICKAPCTBEHHOIO
npenapata Uik MEOMUMHCKOTO IIPUMEHEHHMs, KOTOPBI IIpefHasHayeH Ui HpPMMEHEHHs
B YCIIOBUAX YPE3BbIUAHOM CUTYaINHU;

4) IPOEKT HOPMATUBHOM NOKYMEHTALUU HA JIEKAPCTBEHHEIH MPeapar [isk MeUIHHCKOTO
NPUMEHEHHUS, KOTOPBIM NpeJHasHaueH I TPUMEHEHHMs B yCIOBHUSX UPE3BBIYAMHON CHTyaluH,
b0 yKa3aHHuE COOTBETCTBYIOUIEH (hapMaKoNeHHOM CTaThu;

5) HOKyMeHT, cojepXamuil MHPOPMAIMIO O HATWYAH WIH 00 OTCYTCTBHH (DaKTOB
PeTHCTpalK  JIEKAPCTBEHHOrO IIpemapara [id MEIULMHCKOIO IIPUMEHEHHS, KOTOPBIil
NpEAHA3HAYeH [l NPUMEHEHHs B YCIOBHAX 4Ype3BBIYaHON CHTyaluu, 3a HpeseTaMu
Poccuiickoit @enepanmu;

6) KONMM JIOKYMEHTOB, 3aBEPEHHBIX M HOATBEPKNAIOMMX  (haKT perucTpaluu
JIGKapCTBCHHOTO Ipernapara Ul MEAULMHCKOrO NPUMEHEHHUS, KOTOPHIM NpeaHa3sHAueH IS
IIPUMEHCHHUS B yCIOBUAX YPE3BBIYaHON CHTyallMy, B HHOCTPAHHBIX [OCYJapCTBaX B KaUeCcTBeE
0phaHHOro JIeKapCTBEHHOIO MIPENapara;

7) TIAH yUpAaBIEHUs DPUCKAMH Jisi GHOIOTHYECKMX JIEKAPCTBEHHBIX IPENapaToB s
MEIHLMHCKOr0 NPUMEHEHHUS, KOTOPBIA TIpeAHa3Ha4eH JUIsi IpPUMEHEHHWsS B YCIOBHSX
YpEe3BBIYAHON CUTYaLHH;

8) MOKyMEHT 0 cucteme GapMaKOHAA30pa NEPXKATENS HITH BIIaJIeIbla PerkCTPaLHOHHOTO
YAOCTOBEPCHHMS JIEKAPCTBEHHOTO IIpenapara Juil MEJMIMHCKOIO NpPHMEHEHHUs, KOTOPEIil
IpeHa3Ha4YeH /ISl IPUMEHEHHUS B YCJIOBHUIX YPE3BbIYaHON CUTYalHK;

9) [OKyMEHT, TOATBEPXKNAIOWHI KAYeCTBO JIEKAPCTBEHHOTO Ipemapara s
MEIMIUHCKOr0 TIPUMEHCHHUS, KOTOPBIA Tpe[HasHayeH JUIl INPUMEHEHHs B yCIOBHMAX
YPE3BBIYAHHON CHTYaLlUH, NPOMBIIUIEHHBIX Cepuil (IIPOTOKON aHammM3a WM cepTH(HKAT
aHaNu3a), OJHA CepHs KOTOPOTO MNOMKHA COBIANATh C cepuedl ofpasia JNeKapCTBEHHOTO
npenapara  JUii MEIUIMHCKOIO IpPYMEHEHHs, MpPEeJICTABIEHHOIO Ha IOCYAapCTBEHHYIO
PETUCTpALINIO;

10) xomust mOKymeHTa, CoflepKauIero CleAyolyo HHGOPMAIKIO 0 (hapMaLeBTHIECKOMH
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CyOCTaHIMH MM (apMalleBTUYECKUX CyOCTAHIMAX, BXOMIIIMX B COCTaB JIEKapCTBEHHOIO
npenapara IJis MEOMIHMHCKOTO TNPUMEHEHHs, KOTOPBIH IpefHasHadeH Ui NpMMEHEHHS
B YCJIOBUSAX YPE3BBIYAHHON CHTYallMy, 33 HCKIIOYEHHEM HH(OpMAaIMu o (hapMaleBTHIECKHUX
CyOCTaHUMSX, BKIIOYEHHBIX B TOCY[apCTBEHHBIl pEeCTp  JIEKAPCTBEHHBIX  CPEJCTB
B COOTBETCTBUMM co crathed 34 depepanpHoro 3akoHa oT 12 ampens 2010 r. Ne 61-®3
«O6 oOpaleHIH JIEKapCTBEHHBIX CPENCTRY:

a) HAaMMEHOBaHHe (hapMalleBTHYECKON CyGCTaHIMM, ee CTPYKTYpa, obIue CBOMCTRA,

0) HaMEHOBaHHUE U aIPeC MPOU3BOAUTEIIS,

B) TEXHOJIOIUs IPOM3BO/ICTBA C ONMUCAHHEM CTAlHil POM3BOJICTBA M METOIOB KOHTPOJIS
Ha BCEX CTaAUAX MPOU3BOICTBA;

r) onucanue pa3paboTKH Mpolecca IPOU3BOACTBA,;

M) ONHCAaHHE KOHTPONsS KPHTUYECKHX CTaiuil IPOM3BOACTBA H IMPOMEKYTOUHOM
IPOAYKIIHH;

€) JOKYMEeHTaIbHOEe HOATBEPXICHHE (BATHAAIHS) IPOLECCOB U (HMIIH) UX OLEHKA,

’K) CBOHCTBA M CTPYKTYpa JeHCTBYFOUIMX BEIIECTB;

3) XapaKTEePUCTUKA PHUMECEH;

) crenrpuKkanus Ha hapManeBTHIECKYIO CyOCTaHIMIO K ee 0G0CHOBAHHME;

K) aHaJIUTHYECKHE METOIUKH, HCIIOIb3yeMble IPH OCYIIECTBIEHHH KOHTPOJS KauyecTBa
(bapmaneBTHYECKOH CyOCTaHIMN;

)  JOKYMEHTalbHOE IIOATBEPXKIEHHEe (BaTMAALMS) AHATHTHYECKHX  METOJIUK,
HCIIONIB3YEMBIX TIPH OCYIIECTBICHUHM KOHTPOJISl KauecTBa hapMalieBTHIECKOH CyOCTaHIIH;

M) pe3yJIbTaThl aHATH3a CepHil hapMaleBTHUECKOH CyOCTaHIINN;

H) TlepeYeHb CTaHIapTHBIX 00PasLOB HIIM BEIIECTB, UCTIONb3YEMbIX TIPH OCYLIECTRICHHH
KOHTPOJISL KauecTBa;

0) OIHCaHWE XapaKkTePUCTHK M CBOMCTB yIAKOBOYHBIX MATEPHATIOB H YKYIOPOYHBIX
CPEICTB;

I1) IAHHBIE O CTAOMIIBHOCTH (papMalleBTUYECKOH CyOCTaHIHI,

P) CPOK I'OJTHOCTH;

11) B oTHOIIEHNHN QapMalleBTHYECKHX CYOCTaHIHH, BXOAAIMX B COCTAB IEKAPCTBEHHOTO
npernapata JUIsl MEIMIMHCKOTO IIPUMEHEHHMS, KOTOpPBIH IpefHasHayeH [ HNpPUMEHEHHsS
B YCIOBUSX UPC3BBIYaHHOMW CHTyalliM, W BKIIOYEHHEIX B TOCYIapCTBEHHBIA peecTp
JICKapCTBEHHBIX  CPEACTB B  COOTBETCTBMH CO cTaTbell 34 DemepalbHOrO 3aKoHa
oT 12 ampenst 2010 r. Ne 61-D3 «O6 obparueHnu ekapCTBEHHBIX CPECTBY, - KOIHS JOKYMEHTA,
CONEPIKAILETO CIIEIYIOLYIO HHPOPMALIHIO:

a) HaMMEHOBaHHe (apMalleBTHUECKOM CyOCTaHIMK, ee CTPYKTYpa, OOIIHe CBOHCTBA;

0) HaMMEHOBaHHUE U apec IPOU3BONUTENS,

B) PE3YJIBTAThl AHAIN3A CePHil papMalleBTUYECKOH CyOCTaHIHH;

I') CPOK TOJTHOCTH;

12) oT4eTsI 0 pe3ynbTaTaX KIMHMYECKHX HCCIENOBAHMH IEKapCTBEHHOrO Iperapara [yis
MEJMUMHCKOTO IIPUMEHEHUs, KOTOPhIM IpelHa3sHa4yeH [UIl [PUMEHEHHMs B YCJIOBHAX
Ype3BBIYaHHON CHTYaLINH.

7. DOTHYECKOH OKCIepTH3e B LelsX BbAAYM 3aKIIOUCHUS O BO3MOKHOCTH
(HEBO3MOXHOCTH) ~ TOCYNAapCTBEHHON — PETHCTpauyMH  JIEKapCTBEHHOTO — Ipelapara s
MEZIMIUHCKOr0 MPUMEHEHHS B Cllydae AeQEKTYPBI, ITOJUISIKAT CIIENYIOIIKE JOKYMEHTBI:
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1) mpoeKT HHCTPYKIMHK 10 MEAUIIUHCKOMY IIPUMEHEHHIO JIEKAPCTBEHHOTO TIpenapara st
MEIMLITHCKOrO IPUMEHEHUS B ciiydae eheKTyphI;

2) UHCTPYKIUS 10 MEIUIMHCKOMY NIpPHMEHEHHWIO WM KpaTKas XapaKTepHCTHKA
JIEKapCTBEHHOTO0 Ipenapara i MEIWIUHCKOIO IpUMEHEHHS B ciay4ae aedeKTypsl,
YTBEP)KJEHHBIE B CTpaHEe IIPONU3BOIUTENS;

3) mpoeKThl MakeTOB INEPBHUYHOM YNMAaKOBKM M BTOPUYHON YMAKOBKH JIEKAPCTBEHHOTO
npernapara i MEIUIIMHCKOIO IPUMEHEeHYs B cliydae Ae(eKTyphr;

4) mpoeKT HOPMATUBHON TOKYMEHTAIMH Ha JIEKapCTBEHHBIA IpenapaT 11 Me IUIHHCKOTO
IIpPUMEHEHHUS B Cllyuae 1epeKTyphl;

5) IOKyMeHT, coAepXalluii MHQOpMamMIo O HaIM4YuM WM 00 OTCYTCTBHM (aKTOB
perucTpaly JIGKapCTBEHHOrO IIperapara Jii MEAWLUHCKOro IpUMEHEHHs B ClIydae
nedexTypsl, 3a npeaenamu Poccniickoit deneparuu;

6) KomuM JOKYMEHTOB, 3aBepEHHBIX 3asABUTENIeM, IIOATBEPKIAIOIMAX  (QaKT
rOCYJapCTBEHHOW perucTpaluy JeKapCTBEHHOTO IMpenapara MIsi METUIITHCKOro IMpHMEHEHHUs
B ciy4dae IeQeKTypbl, ¢ TaKUM K€ MEeXIYHapOIHHIM HEMAaTCeHTOBAaHHBIM HAHMEHOBAHHEM
B Poccuiickoit @enepanyy B KauecTBe op(haHHOTO JIEKAPCTBEHHOT'O IIperapara;

7) TUIaH yHOpaBIeHUS PUCKAMH JJIs OMONIOTHYECKUX JIEKAPCTBEHHBIX IperapaToB IUIs
MEJMIHCKOTO MPUMEHEHHS B cliy4ae JleheKTyphl;

8) noxymeHT o cucteme hapMaKoHaa30pa AepKaTellsl WiIH Blaaebla peTHCTPAIAOHHOTO
yIOCTOBEpEHUs JIEKQpCTBEHHOTO Mpernapara Ui MEIUMIUMHCKOrO TpPHUMEHEHWs B Ciiydae
nedexTypsl;

9) INOKyMeHT, NOATBEPKHAIOMHUNA Ka4decTBO JIGKAPCTBEHHOro Tpemapara I
MEAMIIMTHCKOTO IPUMEHEHHUS B ciydae AedeKTypsl, 3 ceprii (IpoTOKOI aHami3a WK cepTU(UKaT
aHaIM3a), OJHa U3 Cephil KOTOpOro JOJKHA COBNaAaTh ¢ cepueil oOpasua JieKapCTBEHHOrO
npemapara A MEIUIIMHCKOTO NPHMEHEHWs, TIPEACTABIEHHOIO Ha TIOCYJapCTBEHHYIO
PETHCTPAIIHIO; |

10) xonus TOKyMEHTa, COEPIKaIIero CIENYIOUIy0 MHPOpMaIMIO O (hapMaleBTHIECKOM
cyocraHuy wiH (apManeBTHUECKUX CyOCTaHIHAX, BXOJAIIMX B COCTaB JIEKAPCTBEHHOI'O
mpemapara JIsi MEOWIIMHCKOrO MPUMEHEHUS B ciydyae Ie¢eKkTyphl, 3a HCKIIOYEHUEM
pHbopManuu O ¢GapMaleBTUIECKHX CyOCTaHIUSIX, BKIIOYEHHBIX B TOCYJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CpPEACTB B COOTBETCTBUUM cO cTarbell 34 DemepaibHOro 3akoHa
ot 12 anpens 2010 r. Ne 61-®3 «O6 obpalieHn TeKapCTBEHHBIX CPEICTB)

a) HaMeHOBaHKe (papMaleBTUYECKOH CyOCTaHLIuM, ee CTPYyKTypa, OOIIie CBOICTBa;

0) HaHMEHOBaHWe U aJIpeCc MecTa HaxOXIeH!s IPOU3BOJUTENS;

B) TEXHOJIOTHS IIPOU3BOJICTBA C OIMCAHUEM CTaJIWil MPOU3BOACTBA U METOIOB KOHTPOJIS
Ha BCEX CTaIUAX IMPOU3BOCTBA;

I') oncaHue pa3paboTKy mpoliecca MpOrU3BO/ICTBA;

J) OIMCAaHHWE KOHTPOJIS KPUTHYECKMX CTaAud MPOM3BOJACTBA K NPOMEXYTOYHOH
TMIPOYKLHH;

e) IOKyMEeHTaIbHOE IOATBEPKICHUE (BaIMIalys) IIPOLIECCOB U (MJIM) UX OLIEHKA;

’K) CBOMCTBA M CTPYKTypa JeHCTBYIOUIMX BELIECTB;

3) XapaKTepuCTUKa NpUMecei;

1) cienruduKanys Ha GpapManeBTHUECKYIO CyOCTaHIIMIO U ee 00OCHOBAHHUE;

K) aHaJIMTHYECKAE METOJUKH, MCIIOJIb3yeMble IPH OCYIIECTBIEHAN KOHTPOJA KadyecTBa




bapManieBTHYECKOM CyOCTaHIUY;

) JOKYMEHTaIbHOE IOATBEP)KACHHE (BalMAamus) aHATHTHIECKHX METOJIHK,
HCIIOJIb3YEeMBIX TIPH OCYILECTBIEHUH KOHTPOJISA KauecTBa (hapMalleBTHUECKOM CyOCTaHIUH, HITH
CBEJIeHH ], [IOATBEPKAAIOIIUE IPUTOAHOCTD HCIIONB30BAHHBIX AHATHTUYECKUX METONUK;

M) pe3yJIbTaThl aHAIU3a Cepuil (papMaleBTHUECKON CyOCTaHINY;

H) NIepeveHb CTaHJapTHBIX 00pa3IoB UK BELIECTB, UCIOJIb3y€EMBIX IPH OCYILIECTBICHHH
KOHTPOJISI KauecTBa;

0) ONHCaHHWe XapaKTEPUCTHK M CBOMCTB YIIAKOBOYHBIX MATEPHAIOB U YKYMOPOYHBIX
CPEICTB;

II) TaHHEIE O CTAOMIBHOCTH (hapManeBTHYECKOH CyOCTaHIMMY;

P) CPOK TOTHOCTH;

11) B oTHOIWEHNH (apmalieBTHYECKUX CyOCTaHIHA, BXOASIIMX B COCTAB JICKapCTBEHHOIO
npemapara s MeTUIHHCKOTO IPUMEHEHUs B ciydae Je(eKTypbl, M BKIIOYEHHBIX B
TOCYTapCTBEHHBIH PEECTP JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHH CO cCTaTbel 34
®enepanbHoro 3akona or 12 ampems 2010 r. Ne 61-®3 «O6 obpameHuy NeKapcTBEHHbIX
CPEICTBY, - KOIHUSA JOKYMEHTA, COAEPIKAIEero CaeayoILyo HHGpOpMAaIHUIO:

a) HauMeHOBaHKe (hapMaleBTHYECKON CyOCTaHIMK, €€ CTPYKTYpa, OOIIHe CBONCTBA;

0) HAaMMEHOBaHUE U a/IpeC IPOU3BOIUTEILS;

B) pe3yNbTaThl aHATIM3a CepUil hapMaieBTHIECKOH CyOCTaHIUH,

I') CPOK TOTHOCTH;

12) oT4eTs 0 pe3ynpTaTax KIHHAYECKHX HCCIIEJOBaHMUIA IEKapCTBEHHOTO MpeIapara s
MEIUIMHCKOr0 IPUMEHEHUS B CITydae qeeKTypBI;

13) cBemeHus o 3aKTIOYEHHM MEXBEJOMCTBEHHOM KOMHCCHHM MO ONpeIeIeHHIO
feeKTyYphbl WIM PUCKAa BOHHKHOBEHHs Ne(EKTYpbl JEKApCTBEHHBIX MPETapaToB B CBSI3H C
BBEJICHHEM B OTHOIUCHUM Poccuifckoii denepanuy orpaHHYUTENBHEIX MEP SKOHOMUYECKOTO
XapaKkTepa O HaJM4YM¥ B OTHOIUCHHMH JIEKAPCTBEHHOIO Hperapara Je()eKTYphl HIIM PHCKA ee
BO3HUKHOBEHHUS;

14) nuceMeHHOE OATBEPXKACHHE FOPHANYECKOTO JIMLA, AeHCTBYIOIETO B COOCTBEHHbIX
MHTEpeCcaxX WM YINOIHOMOYEHHOIO NPEJICTABIATh MHTEPECH APYroro IOpUAMYECKOro JIMIA,
3ajABJIAIOIIETO  JICKAPCTBEHHbIM MpemapaT Ha TIOCYJapCTBEHHYIO pErHCTpaldio, 4YTO
perucTpanus JIeKapCTBEHHOIO IMpenapaTa He HapylOlaeT TIpaB TPETbUX JHI Ha
UHTEJUIEKTYyaJIbHYI0 COOCTBEHHOCTb.

8. IIpoBenieHHe 3THYECKON KCHEPTHU3BI, COCTABIEHHE COBETOM IO 3THKE 3aKIIOUEHHS,
IIOAMUCAHHOrO0 yCHJICHHOH KBaTU(UIUPOBAHHOH 3JIEKTPOHHON IOIMKCHIO, M HAIpaBieHUE
JaHHOTO 3aKJIOYeHHs] B JIMYHBIM KabuHeT MumsmpaBa Poccum B emuHOl cucTeme,
OCYHIECTBJIAIOTCS B CPOK, HE IPEBHIIAIOIIHN COOTBETCTBYIOILUI CPOK MPOBEJEHHUS 3THYECKOH
3KCNEPTU3bI, yKa3aHHbIM B IIyHKTe 9 HACTOAIIEro INOPSOKa, W YCTAHOBJIEHHBIH CO JHS
HallpaBJIeHHs B JMYHBIA KaOMHET COBETa MO JTHKE B €IMHOW CHCTeMe 3ajanus MuH3IpaBa
Poccun.

9. Cpoky npoBeieHHs STUYECKOM SKCIEPTU3HI:

1) ans nened, ykasaHHBIX B [yHKTe 4 HACTOSILErO MOPSAKA, — B CPOK, He HPEBBILIAIOIIHIA
ABaJLATH MATH pabouMx IHEH CO JHS HalpaBJEHUS B JIMYHEIA KaOHHET cOBETA MO ITHKE B
€IMHOM cHCcTeMe 3afaHusg Munsnpaea Poccny;

2) ans uened, yKasaHHBIX B IIyHKTe 6 HACTOSIIIErO MOPSIKA, — B CPOK, He MPEBBIIIAIOIIHA
IATHAAATH pabodMX JHEH co MHS HanpaBleHHs B TMYHBIH KaOHHET COBETA IO STHKE B eIUHOM




cucreMe 3aganus Munsapasa Poccuu;

3) nns ueseid, yKa3saHHbIX B ITyHKTE 7 HACTOALUETO MOPSIIKA, — B CPOK, HE TPEBbIIAFOLIMA
TPUAUATH pabounx JHeH co IHS HANpaBIEHHS B JIMYHBIA KaOHHET COBETA MO ATHKE B €IUHOM
cucteMe 3afnanust Munznpasa Poccun.

10. Tlpencenmarenr coBera mNO 3THKE OOECNEUMBAET OOBEKTHBHOE, KAYeCTBEHHOE
Y BCECTOPOHHEE NPOBEACHUE ITUUCCKON IKCIEPTH3BI B COOTBETCTBUM C 3amaHieM MUH3IpaBa
Poccun.

11. lepen Hayanom MpOBENEHHs STHYECKON 3KCIIEPTH3BI COBETOM TI0 3THKE POBOJUTCS
OpraHM3allMOHHOE 3aCeNaHuEe, Ha KOTOPOM:

1) onpenensercs MOpsIOK paboThl IKCIIEPTOB;

2) onpeieNIsAIOTCS OCHOBHBIE HAIPaBIIeHUs! pabOThI SKCIIEPTOB;

3) yTBepXKaaeTcs KaleHNAPHBIH IUIaH paGoThl COBETA MO 3THKE HCXOAi M3 CpOKa
NPOBEJICHUS 3THYECKON KCHEPTH3bI M NpercTaBnsgercs B Munzapas Poccun He mosmHee Tpex
pabounx nHeH co [Hs eTo yTBepXKIACHHS [TOCPENCTBOM 31eKTPOHHOM ITOYTHL.

4) OIPEeNENIOTCA MHBIE MOTOXKEHHS U YCIOBHUs, HEOOXOMUMBIE U paGoThl SKCIEPTOB
U IIPOBEJICHUS STUYECKON SKCIIEPTHU3EI.

12. Oxcnepr mpu NpoBeAeHHHM IIOPYYEHHOH €My NpeicenaTelleM COBeTa MO ITHUKE
3TUYECKOH IKCIEPTU3BI 00s3aH:

1) mpoBecTM TmMONHOE WCCIENOBAaHHE [PEICTABIEHHBIX €My MaTepHaloB, gaTh
000CHOBaHHOE ¥ OOBEKTMBHOE 3aKIIOYEHHE IO ITOCTABIEHHBIM Mepefl HHUM BOIPOCAM WM
MOTHBHPOBAaHHOC 3aKIIOUCHHE O HEBO3MOKHOCTH NPOBENEHMS UM ITHYECKOM BSKCIEPTH3EI,
CCIH  TIOCTABJICHHBIE BOIPOCHI BBIXOAAT 3a MpeJebl CIEUUATbHBIX 3HAHHN DKCIEpTa,
U MaTepuanbl HENPUTONHBI HIIM HEJOCTATOYHBI U NPOBENEHHS MCCASHOBAHUNA M Jadu
3aKIOYEHUS OO COBPEMEHHBIM YPOBEHb pa3BHUTUS HAayKM HE IIO3BOJSIET OTBETHUTH
Ha IIOCTaBJICHHbBIE BOIIPOCHI;

2) OTBETCTBEHHO ¥ TOYHO (hOPMYIIHPOBATH BBIBOJIBI B IIpEEaX CBOCH KOMIICTEHIINH,

3) He pasriialaTh CBEJICHUs, KOTOPhIE CTAIM €My M3BECTHBI B CBSI3U C IPOBEICHHEM
ITHYECKOH IKCIIEPTH3BI, & TAK)KE CBEICHHUS, COCTABISIOIINE FOCY IaPCTBEHHYIO0, KOMMEPUECKYIO
WK MHYIO OXPaHsIEMYI0 3aKOHOM TaifHy;

4) cobmronaTh ycTaHOBIEHHBIE CPOKH U IIOPSI0K MPOBENCHUS STUUECKOH SKCIIEPTU3bL;

5) obecnednTh COXPaHHOCTH IPEJICTABIEHHbIX JOKYMEHTOB.

13. Oxcnepr He BIpase:

1) MpOBOAMTL STHYECKYIO BKCHEpPTH3y II0 OOPAIEHHIO HEMOCPEACTBEHHO K HEMy
OpraHu3auni Wik QU3NYESCKUX JIHII;

2) caMOCTOSITENBHO COOUPATh MAaTEPHATIb! IS IPOBEAEHHS STHYECKOH SKCIIEPTU3bL.

14. Ilpu NIpOBeIeHNM STUYECKOH SKCIIEPTH3E! HEe HOIYCKaeTcsl HCTpeGoBaHIe IKCIEPTOM
y JIML, YKa3aHHBIX B 4acTh 3 cTaThu 38 DenepanbHoro 3akona or 12 anpensa 2010 r. Ne 61-D3
«O6 ofpauienuy JIEKApCTBEHHBIX CPEACTB» WM TyHkTe 4 OcoGeHHOCTeH obpaleHus
JICKapCTBEHHBIX CPEACTB VISl MEIUIMHCKOrO INPUMEHEHUs B Cilyyae Ie(heKTyphbl WIH PHCKa
BO3HUKHOBEHHUS Ie(PEKTYpBI TEKAPCTBEHHBIX IIPEMapaToB B CBSI3H C BBEJCHHEM B OTHONIEHHH
Poccuiickoii ®enepannn orpaHUYMTEIbHBIX MEP S9KOHOMHYECKOTO XapaKTepa, yTBePKICHHBIX
nocraHosinenueM Ilpasurenscrsa Poccuiickoit Menepanuu or 5 anpens 2022 r. Ne 593, wu
nmyHkre 3 OcoGeHHOCTeH oOpalieHust JTeKapCTBEHHLIX IPENapaToB IS  MEIULIMHCKOTO
OPUMEHEHHUs, KOTOPBIE NIPEAHA3HAYCHBI Ul IPUMEHEHHS B YCIOBHSX YTPO3bl BOSHUKHOBEHUS,
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BO3HUKHOBEHUA H JIMKBHUIAIMK YPE3BBIYAWHON CHTyalllM W IJIsi OpraHHM3aliM OKa3aHWS
MEIMIMHCKOR NOMOINM JIML@M, HOCTPaJABIIMM B pe3yJbTaTe 4Ype3BBIYaHHBIX CHTYAIHiA,
IPEAYNPEXACHAS 4YPE3BBIYAWHbIX CHTyalUud, NPOQWIAKTHKA U JiedeHUs 3aboiieBaHui,
IPE/CTaBIIAIOMKX ONACHOCTh IS OKPYXKarolux, 3a00/eBaHuil U MOpakeHUH, MOTydeHHBIX B
pe3ynbTaTe BO3NSHCTBHS HEONArONpUATHBIX XHMHYECKHX, OHONOTHYECKHX, PaHALOHHBIX
(axTopoB, yYTBEpKIEHHBIX IIOCTAHOBJEHMEM IlpaBurenbcTBa PoccHifckoit Denepaunu
oT 3 anpens 2020 r. Ne 441 (nanee — 3agBUTEND), MO0 UHBIX JIAII MaTepHaJIOB, HEOOXOIHUMBIX
AN TIpOBENCHHMS 3THYECKOH OSKCmepTH3bl. B ciydae HeIOCTaTOUHOCTH mpeCTaBIEHHBIX
SKCIIEPTYy MAaTEpHAJIOB B JIMYHBIA KaOWHET 3asBUTENA B CAUHON CHCTEME YIIOIHOMOYEHHBIM
JHLIOM COBETA IO 3THKE, Ha3HAYEHHEBIM IIPEJCelaTeNieM COBETa IO 3THKE WM OMHUM H3 ero
3aMECTHTEINIeH M3 THCNIa SKCIEPTOB (Haiee — yIONHOMOYEHHOE JIUIO), HANPABIAETCs 3aIpoc O
Ipe/ICTABNIeHHH HEOOXOIMMBIX MAaTEPHATIOB, HOAMKCAHHBIN NpeceaaTeneM (YIOITHOMOYEHHBIM
JIALIOM) COBETAa 3THKE C MCIONB30BAHHEM YCHICHHOH KBATH(HUIMPOBAHHOMN 3NEKTPOHHOMU
[IOANHCH, a TAKKE HaNpaBJIIeTCS yBEAOMIIEHHE 00 yKa3aHHOM 3allpoce B JIMYHBIA KaOWHeT
Munsapasa Poccuu B e1MHOI crucTeMe.

3asBuTENb 0043aH HANPABHUTH B JINYHBIM KaOMHET COBETa 110 STHKE B €IUHOH CHCTEMe
NOANHMCAHHBIA YCHICHHON KBalTH(QUUMPOBAHHON 3NEKTPOHHON IIONKCHIO® OTBET HA 3aIpocC
O NpEACTaBICHAN HEOOXOIMMBIX MAaTepHAaOB COBETa IO ITHKE B CPOK, HE NPEBBIIIAFOLAN
JIEBAHOCTa PAbOYMX MHEH CO [IHS MOMYYEeHHs COBETOM II0 3TUKE 3JEKTPOHHOTO YBEJOMIEHHS O
NIOJyYCHHH 33a5BUTEIIEM YKAa3aHHOTO 3anpoca. BpeMs co IHS HamlpaBJieHHs COBETOM II0 STHUKE B
NMYHBIA KaOMHET 3asBMTENs B EIHHON CHCTEME 3alpoca O TNPEACTABICHHAH HEOBXOIHMEBIX
MaTCpHaIOB O JHS HAIIPaBJICHUs 3asBHUTEJIEM B JIMYHBIA KaOHHET COBETA IO STHKE B €IHHOM
CHCTeME OTBETa Ha YKa3aHHBIM 3alpOC HE YYMTBIBAETCS IPH MCYMCIECHHH CPOKA [POBEIEHUS
3THYECKON SKCIEPTH3bI, YKA3aHHOTO B ITHKTE 2 HACTOSILETO IIOPSIKA.

15. B cnyvasx HemoCTaTO4HOM 0G0CHOBAHHOCTH MM HEHOJHOTHI 3aK/IFOYEHHs COBETA IO
9THKE, HAIM4YMA B HEM IPOTHBOPEYHMBBIX IAHHBIX, (anbCcHUKalMHd BBIBOLOB STHUYECKO
9KCIEPTU3BI, COKPBITHS OCHOBAaHMH IS OTBOJA IKCIIEPTA BCIEACTBUE €0 3aHHTEPECOBAHHOCTH
B pe3ylbTaTaXx 3THUYECKOH OSKCIEPTH3bl, HAIMYMA JAaHHBIX O HPAMOM JHO0 KOCBEHHOM
BMEIIATENBCTBE B IPOLIECC STUYECKOM IKCIIEPTU3LI JIMII, HE YIaCTBYIOIUX B €€ [TPOBEJICHHH, HO
OKa3aBIIMX BJIHMJHHE Ha MPOLECC M Pe3yNbTaThl €€ IpoBeNeHHs, Munsapasom Poccuu
Ha3Ha4yaeTcs OBTOPHAs STHYECKAs! SKCIIEPTH3A.

16. IloBTOpHAs STHYECKas SKCIIEPTH3a IPOBOJUTC Ha OIIMIKAMIIEM 3aceaHun COBETA IO
STHUKE CO JH: MOJyIEHUS COBETOM IO 3THKE B JIMYIHBIA KaOHHET 3amanus Munsapasa Poccun Ha
[IPOBE/ICHUE TOBTOPHOM 3TUYECKON SKCIIEPTH3EI.

2 Yacrs 4° crateu 39! @enepanbHoro 3akoHa ot 12 anpens 2010 r. Ne 61-03 «06 06pailieHHUH JIEKapCTBEHHBIX CPECTBY.




ITpunoxenue Ne 3
K IpuKa3y MUHUCTEPCTBA 31paBOOXPaHEHUs
Poccutickoilt @enepauuu
OT T e rappes 228 N S5

Iopsinok pazmMenieHust MH(GOPMALUM 0 COCTaABE COBETA MO ITHKE, MJIAHAX €ro
paboThl M TEKylIeH AeaTeJbHOCTH HA opuLHaIbLHOM caliTe MuHHCcTEpCTBA
3apaBooxpaHeHHst Poccuiickoit @eaepaiuu B HHPOPMALMOHHO —
TeJIEKOMMYHHKALMOHHOM ceTH «IHTEepHeT»

1. Munznpas Poccum pasmemaer Ha odunmanbHOM calite Munsnpasa Poccnn
B MH(OPMALMOHHO-TEJIeKOMMYHMKAMOHHOM ceTn «HTepHeT» (naiee — obuIHManbHBIN caiT)
CJIEIYIOLTYI0 HH(POPMAIUIO:

1) o cocraBe coBeTa MO 3THKE, yTBepXkIeHHOM MuH3npaBom Poccuu, B TeueHue IBYX
pabounx nHe# co aHs W3MaHus npukaza Mun3znpasa Poccun o6 yTBEp)KISHHH COCTaBa COBETa
110 STHKE WA BHECEHUS B HErO U3MEHCHUM;

2) o nnaHe paboOTH COBETa IO 3THKE, IPEACTABICHHOM COBETOM I10 3THKEe B MUH3/paB
Poccun He mnosnHee Tpex paboumMx OHEH CO AHS €ro YTBEPKICHHS COBETOM IO 3THKE,
B T€YEHHUE Tpex pabouyux AHEeH co JHS ero mocTyrieHus B Munsapae Poccuu;

3) o Texyuwieil NesATeTbHOCTH COBETA 10 3THKE B TEYCHHME TpeX paboyMx IHEH co IHs ee
nocryiuienus B Munzapas Poccun.

2. Madpopmanus pazMernaercss Ha OQUIUATEHOM caliTe B TEKCTOBOM (TaOIMYHOM) BHE, B
(bopMe 3eKTPOHHBIX 00pa30B JOKYMEHTOB W (WiIK) B rpaduueckoM dopmare. DIEKTPOHHBIE
o06pa3pl  JOKYMEHTOB  JOJDKHBEI HMeTh  paclpOCTpaHEHHBIE  OTKPBITBIE  (OpPMATHI,
obecreuuBaroe BO3MOXKHOCTD IIPOCMOTPa BCETO TOKYMeEHTa JIH00 ero parMeHTa cpeIcTBaMK
OOIIEAOCTYITHOIO POTPaMMHOT0 00eCIeUeHHsT POCMOTpa HHGOPMAIUH, U HE JOJIKHBI OBITH
3alIM(PPOBAHBI WM 3AIMUILEHB] CPEICTBAMH, HE TIO3BOJISIOIINMH OCYIECTBUTh O3HAKOMJIEHHE C
UX COZIEP>KMMBIM 0€3 TONONHUTEIBHBIX IPOTPAMMHBIX HJTH TEXHOJIOTHYECKMX CPEIICTB.

3. Ilpu pasMemenun uHpopMaluu Ha OPHUIMATLHOM caliTe u ee OOHOBJICHHWH OJIKHBI
o0ecreyuBaThCs ee MOCTOSTHHAS IOCTYITHOCTD, aKTYyaTbHOCTh M JJOCTOBEPHOCTb.

4. PazmemieHue HHGOpMaLKMK Ha ODUIIHATEHOM CaifiTe OCYIIECTBIISIETCS ¢ COONIOICHHEM
OTpPaHUYEHHH, YCTAaHOBJICHHBIX 3aKOHOJAaTeNbcTBOM Poccuiickoii denepariy 0 epcoOHANIBHBIX
IJAHHBIX, KOMMEPYECKOH, FOCY 1apCTBEHHON U UHOM OXpaHseMOol 3aKOHOM TaiHe.




ITpunoxenue Ne 4
K NpuKasy MUHUCTEpCTBa 3paBOOXpaHEHHS
Poccuiickoit ®enepanun
OT Fy cacvcine Zogl. No 25 77

®opma

MunucrepcTBo 31paBooxpaneHus Poccuiickoit denepanuu
COBET I1IO 9THUKE

JlaTa npoBeieHH 3aceJaHUs COBETA MO 3THKE «__ » 20 r.

3ak/II04eHHe COBETA M0 THKE 00 3THYEeCKOoii 000CHOBAHHOCTH BO3MOKHOCTH
NpoBE€IC€HHS KIIMHHYECKOro MCC/IeIOBAHUA JIEKAPCTBEHHOTI'0 npenapara ajis
MEAULMHCKOIo NpUMEHCHHSA

1. O0mue MOI0XKEHUS:

1.1. Homep u nata 3amanus MunucrepcTBa 31paBooxpaHenus Poccuiickoit @eepanuu

b

1.2. OOBEKT 3TUYECKO SKCIEPTH3BI

JOKYMEHTEI /I IIOJ[yYeHHS pa3pellieHds Ha MPOBENEHHE KIMHHUYECKOTO HCCIIEIOBAHUS
JICKapCTBEHHOTO Ipemapara s MEIUIUHCKOro IIpUMEHeHHs (malee — KIHHHYECKOE
HCCIIeJOBAaHNE), YKa3aHHbIe B IyHKTe 2 mpmwioxeHHs Ne 2 K mnpukasy MHUHHCTepCTBa
3apaBooxpaHeHust Poccuiickori ®enepamuu ot 31.10.2024 Ne 586m «O6 yTBepXAeHHH
TIOJIOKEHHUS O COBETE M0 JTHKE, MOPAJKA €ro CO3JaHUsi U [JeaTeNIbHOCTH, TpeGOBaHMM
K KBaIM(DUKALKMH U OTIBITY pabOTHI I10 SKCIIEPTHOM OLIEHKE HAYIHBIX, MEIUIIMHCKHUX U STHUECKHX
aclleKTOB KIIMHUYECKHX HCCIIENOBAHUN JIEKapCTBEHHBIX TPENapaTroB s MEIUIMHCKOTO
NPUMEHEHUS, NPEeNbsBISEMBIX K 3KCIEPTAM COBeTa II0 JTHKe, IOpsSAKa OpraHM3allMu
H TPOBEACHUS OTHYECKOM OSKCIEPTU3BI, (OPM 3aKIIOUEHUM COBeTa IO JTHKE, IOPSIKa
pasMelieHuss HHGOPMAalMU O COCTaBEé COBETa IO JTHKe, IUIAHAX €ro paboThl M TeKymieH
HEATENbHOCTHY;

1.3. HaumMeHOBaHME JIEKapCTBEHHOT'O MperapaTra:
MEX/YHapO/JHOe HENAaTCHTOBAHHOE WJIM XHMMHYECKOE HaUMCHOBaHHe (NPM HAIHYUHM)

5

TOProBO€ HAMMEHOBaHHE ;

1.4. dopma Brimycka (TekapcTBeHHas (GoOpMa, HO3MPOBKA, CIIOCOOBI  BBEIEHUS
U IPUMEHEHHU S, Macca/00beM/KOMILIEKTHOCTB ) ;

1.5. HazBaHue nNpoToKoIa KITMHUYECKOTO UCCIIENOBAHUS ;

1.6. Ceezienus o 3asdBuTeNe, yKasaHHOM B 4acTH 3 cratbd 38 (eiepanbHOro 3akoHa
oT 12 anpens 2010 r. Ne 61-®3 «O6 oOpameHHH JIEKAPCTBEHHBIX CPEACTBY»

3

(HauMeHOBaHMe, ajapec MecTa HaxoxaeHus, OT'PH)
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2. OKcrepTHas OUEHKa MpeNCTaBICHHBIX Ha JTHUECKYH0 OSKCHEPTH3Y JOKYyMEHTOB,
CBSI3aHHBIX C IIPOBEACHUEM KIIMHHYECKOTO UCCIIEIOBAHUS:

2.1. onenKa conepXxaHus MpoeKTa HPOTOKOJA KITHHMYECKOTO UCCIIeN0BaHMS (HCCIIeJOBaAHUS
OMOSKBUBANEHTHOCTH U (WJM) TepaleBTHIECKON OKBHBAJIEHTHOCTH) HA COOTBETCTBHE
3QIBIACMBIM ~ N€IAM M 3aJa4aM  KIMHHYECKOTO  HCCIENOBaHUA  (MCCIIEHOBAHUS
OMOOKBHBANEHTHOCTH M (WIM) TEPAlleBTMYECKOH OJKBUBATEHTHOCTH) M  BO3MOMKHOCTH
JMOCTHIKEHHMS OXHMIAeMBIX pE3yJIbTaTOB C BOBJICYEHHEM B KIMHHYECKOE MCCIIEIOBAHME
MUHUMAJIBHO BO3MOYHOT'O qucna NalUEeHTOB
5

2.2. oueHka 060OCHOBAHMS TTPE/NONAraeMOr0 PUCKa IO CPABHEHHIO ¢ OXHIAEMON MOJb30i
OT MPUMEHEHHMS JIEKAPCTBCHHOIO Mpernapara il MEAUIMHCKOTO MTPUMEHEHH IS TIAIIHEeHTOR

;

2.3. oueHka 000OCHOBAaHHOCTH HEOOXOIMMOCTH HANUYHA B KIMHHUYECKOM MCCIEIOBAHUH
KOHTPOJIBHOH IpyNIIbI AIHEHTOB ;

2.4. OLCHKa OCHOBAHUH IS NPEKIEBPEMEHHOTO IPEKPAIIEHHs y4acTHS ALMEHTOB B
KJIMHUYECKOM HCCIISIOBaHNI ;

2.5. oueHKa OCHOBaHWH M NPHOCTAHOBJIEHWS M (MIIM) NPEKPAIICHHS KIMHMIECKOTO

U CCIIEIOBaHHUS ;

2.6. oueHKa yCTIOBUH MOHHTOPHHTA W AyJMTa MPOBEACHHUS KIMHUYECKOTO HCCIIEIOBAHMS

5

2.7. oneHka BbIOOpA MAlEHTOB, NPHHUMAIOLMX yIaCTHE B INIAHUPYEMOM KIHHHIECKOM
UCCIIEI0BaHMUH (I10J1, BO3PACT) ;
2.8. oueHKa KpUTeprueB HabOpa MAl[MEHTOB ISl YYAaCTHSI B K/IMHUYECKOM HCCIEeIOBAHUHU

bl

2.9, OOCHKa KPUTEPHCB BKIIOYCHUS MallHEHTOB B KIWUHUYECKOE HCCIIEJOBAaHHE

o]

2.10. OHCHKa KPpUTCPHEB HMCKIHOYEHHUS TIAUUEHTOB H3 KIMHUYECKOIO HCCIICJOBaHUA

;

2.11. ouenka 060CHOBAaHHOCTH OTMEHBI HIIH [PHOCTAHOBJIEHHS COMyTCTBYIOIIEH Teparnu
(Tpy HATMYUK COMYTCTBYIONIMX 3aGONCBAHUi) IS NALMEHTOB, NPHHUMAIOMIAX y4acTHe B
IUTAHUPYEMOM KIIMHUYECKOM HCCIIE0OBaHUH ;
2.12. oueHKka OGOCHOBAHHOCTH Mep MEIHIIMHCKOIO XapakTepa, KOTOphIe IUIAHHDYETCS
NPeNNPUHATE B CIOydae, €CJM IalUeHThl, NPUHUMAIOIIUE YYacTHE B KIHHAYECKOM
UCCIIeIOBaHUH, JOOPOBOJBLHO pellaT NPeKpaTUTh CBOE YYacTHe B YKa3aHHOM MCCIIEIOBAHUH

2

2.13. orrenka 00beMa KOMIIEHCALMN 1 YCIIOBHIT €€ BRIILIATHL B CITydae CMEPTH alHeHTa WK
NPENOCTABJICHHS JICICHH WIIM KOMIICHCAIIWH U YCJIOBHUH €€ BBIIUIATH IPH PUYUHEHHH Bpena
300POBBIO IAMEHTa, B TOM WYHC/IE€ BIEKYIIEro 3a coOoil yCTaHOBIEHHE HHBAJIHIHOCTH,
BCJICNICTBHE yYACTHS B KIMHUYICCKOM HCCIIENOBAHUH U IIPH HATHYUH IPHYMHHO-CIIEICTBEHHOMN
CBSI3M MEXIy HACTYyNMBIIMMU COOBITUSMH M IIPHEMOM JICKapCTBEHHOrO IIperapara

>

2.14. onerKa Mep M0 06eCIeYeHHIO KOHGUACHINATLHOCTH U 6€30MACHOCTH IEPCOHATIBHBIX
JaHHBIX  MAlUCHTOB, NPUHUMAIOIIMX  ydYacTHe B  KJIHHHYECKOM  HCCIeNOBAHUMU




2.15. OII€HKAa NOCTAaTOYHOCTU U AOCTYNMHOCTH JUISI IIOHHMMAHUS [IAIlUEHTOB I/IH(i)OpMaI_[I/II/I
IJIAaHUPYEMOM  KIHHHAYCCKOM HCCIEIOBAHUH, H3JI0)KEHHOU B I/IH(I)OpMaL[I/IOHHOM JIUCT:
MmainueHTa

2.16. OLICHKA BJIMSAHHA PE3YIbTAaTOB KIUHUYECKOrO UCCIIESIOBAHUS Ha mo,ueﬁ, H3 KOTOPE
Ipeatriojaraetcsa OCymneCTBUTh Ha6op MalrcCHTOB

3. BBIBOJIBI 9KCTIEPTH3EI:

2
(BBIBOABI MO PE3YNBTATAM STHYECKON 3KCMEPTH3HI)
(Pemenne 06 rTHueckoil 060CHOBAHHOCTH BO3MOYKHOCTH WK
HCBO3MOXKHOCTH MPOBCACHUS KIIMHUYECKOTO HCCJ’IeIlOBaH[/Iﬂ)
DKCHepThI

(bamunmst, UM, 0TUECTBO (IPY HATMYHH) (IOIHCH)

HpeHCGHaTGHB COBCTA 110 3THUKE
(moyoKHOCTE) (pamunus, nMs, 0T4ecTBO (IpH HaNMYMHK) (IOTIACH)

O(hOPMIIEHHS 3aKITIOUCHUS «__ » 20 r.




IIpunoxenue Ne 5
K IIpHKa3y MHMHHCTEpPCTBA 31paBOOXpaHEHHS
Poccuiickoii ®enepariuu
OT F/ vwrigte 2oy T. N 577 2

®opma

MnunucrepceTBo 3npaBooxpanenus Poccuiickoi Denepanuu

COBET I1O 3THUKE

3akmoveHue
COBETA I10 3THKE 0 BO3MOXXHOCTHU (HEBO3MOXXHOCTH) FOCYapCTBEHHOM PErMCTpaIHH
JIEKapCTBEHHOT'0 TIpernapara AJisi MEAMLMHCKOTO IIPUMEHEHHs, KOTOPBIM IpeHa3HAuYeH IS
IIPUMEHEHUS B YCIOBHAX YIPO3bl BOSHUKHOBEHHS, BOSHUKHOBEHUS U JTUKBUJIAIAH
4pe3BRIYaHON CUTYalNH M JUIS OPraHU3aIMi OKa3aHHsl MeUIIMHCKON TOMOIIY JIUIaM,
NOCTpaJaBIIMM B pe3yJIbTaTe YPE3BBIYAMHBIX CUTYAIHH, IpeyIIPexk IeHUS Ype3BBIUAHBIX
CUTYalHM#, TPOGUIAKTUKY U JIeUeHHUs 3a00JIeBaHUIA, IPEICTABNIAIONINX OMACHOCTE /IS
OKPY’XaroIKX, 3a00/1eBaHUii U IOpaXXeHHU, TIOyYEHHBIX B pe3y/bTaTe BO3ACHCTBUS
HEOIArONPHATHBIX XHMUYECKHX, OHOJIOTHYECKHX, PaUALIAOHHBIX ¢dakTopoB

OT «__ » 20 r No

1. Homep u nata 3ananus MunncrepcTBa 3apaBooxpanenus Poccuiickoit denepamun

2. CBenieHns o 1eKapCTBEHHOM IIpernapare:

MEXIYHapOJHO€ HETIATEHTOBAHHOE MIIM XMMHYECKOe HAauMEeHOBaHUE, TOPrOBOe
HAaUMEHOBaHUE (IIPH HAJIMYHUH) ;
NeKapcTBeHHas (popma, JO3UPOBKa, CIOCOOBI BBEIEHHUS M IPHMEHEHHUSL:

3. Omucanue NpeNCTaBIeHHBIX JOKYMEHTOB, CBS3aHHBIX C IOCYAapCTBEHHOM perucTpauuren
JICKapCTBEHHOT'O NpenapaTa, KOTOPhIM NpeAHa3Ha4YeH /s NPUMEHEHHS B YCIOBHAX YIPO3bI
BOSHUKHOBEHHA, BO3HMKHOBCHMS W JIMKBHIAUUKM 4pE3BBIYAHON CcHTyauMm © A
OpraHM3alMy OKa3aHWsd MEJMIMHCKOW MNOMOUIM JHMUAM, IOCTPaJaBUIMM B pe3yJIbTaTe
YpE3BBIYAHHBIX CUTyaUHH, NPeayNpexaAeHHs YPe3BBIYAiHBIX CHTyalui, HPOQHIAKTHKH H
NedeHus 3a00JI€BaHUM, NPEICTaBMIAOMIMX OMACHOCTh I OKPYXKAIOIU[UX, 3aG0NeBaHuil 1
NOPaXCHUH, TOJYYeHHBIX B pe3yJbTaTe BO3JEHCTBUS HEGIArONPHATHBIX XUMHYECKHX,
OMOJIOrMYeCKHX, paJMalMOHHBIX (AaKTOpPOB (Jamee — J€KapCTBEHHBIN MpenapaTr s
MEJIMIUHCKOTO NPUMEHEHMS, KOTOPbIA MpeIHa3HaYeH M1 NPUMEHEHUS B YCJIOBUSIX
Ype3BBIYalHOMN CUTYyalWH )

4. CeeieHus o 3as1BUTeIIe, yKa3aHHOM B ITyHKTe 3 OcobGeHHOCTEH 00palieHus JIeKapCTBEHHBIX
TpenapartoB Aj11 MEAULMHCKOTO IPUMEHEHHUS, KOTOPEIE NIPpeHa3HAYeHBI I IIPUMEHEHHUS B
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YCIIOBUSIX YTPO3bl BOBHUKHOBEHHS, BOSHUKHOBEHHs U JTUKBUJIALMHU YPE3BHIYAMHON CUTYalnK
U JUIs OPraHM3alli{ OKa3aHWs MEeIMIMHCKOM IOMOILIY JIULAM, ITOCTPaJaBIIkNM B pe3yJIbTaTe
YPE3BBIYAMHBIX CHUTYaAlWH, NpeNyNpEeXACHUS Ype3BbYAWHBIX CHUTYalud, IPOGUIAKTHKHU
U JleueHus 3a0oneBaHMi, MPeACTaBISIIONMX OMACHOCTh JJIS OKPYKaroIMX, 3ab60oeBaHHi
M TOPa)XCHHM, MOJYYEHHBIX B PE3yJIbTaTe BO3ACHCTBUS HEONATONPHUATHBIX XMMHYECKHX,
OHOJIOrN4ecKuX, pPagUanMOHHBIX ¢dakTopoB, YTBEPKICHHBIX  IIOCTAHOBJIEHHUEM
IIpasutensctBa Poccuiickoit @enepanuu or 3 anpens 2020 r. Ne 441

5. 9KCH€pTHa}I OCHKa NPCACTaBICHHBIX Ha OTUYECKYIO OKCIICPTU3Y JOKYMECHTOB

6. BBIBOZ 3TUUECKOH IKCITEPTH 3B

roCyIapCTBEHHAs peruCTpalys JIEKAPCTBEHHOI' 0 IIpernapara Ui MeIUIIHCKOT0O IIPUMEHEHHS,
KOTOPBIN MpeIHa3HauyeH s MPUMEHEHHs B YCIOBHSIX UPE3BHIYaMHON CUTyallMH, BO3MOXKHA
(HEBO3MOXKHA)

DKCHEPTHI

(bammnust, UM, 0TYECTBO (TP HATKUYKH) (TIOMITUCE)

Hpe,IICGHaTeJIB CoBera 110 3THKE

(10/KHOCTD) (haMUIHS, MMS1, OTYECTBO (MIPpY HATHYHH) (110 II1HCE)




IIpunoxenue Ne 6
K IpHka3zy MuHUCTEpCTBa 3IpaBOOXpaHEHHS
Poccuiickoit ®enepanuu
OTTy Zurarsfoe 2224 T No 57

®opma
MuHuctepcTBo 3apaBooxpaHenus Poceuiickoit Denepanyu

COBET I10 DTUKE

3aKroueHue
COBeTa IO 3TUKE O BO3MOXKHOCTH (HEBO3MOXXHOCTH) T'OCYIapCTBEHHOU PETHCTPALIMI
JIEKapCTBEHHOTO Ipenapara Jjis MeAUUHHCKOro IPUMEHEHHS B cliydae ero AeheKTypEl KK
PHCKa BO3SHUKHOBEHHUS JIe(heKTyphI B CBA3U C BBEJEHUEM B OTHOIIEHUH PoccHiickoii
®enrepallii OrpaHMIUTENBHBIX MEp SKOHOMHYIECKOTO XapaKTepa

OT «__» 20 r. Ne

1. Homep u n1ata 3ananus MunrcTepcTBa 3apaBooxpatenus Poccuiickoit ®enepanun

2. CpeieHHs 0 TEKapCTBEHHOM IIperapare:

MEKIyHapOJAHOC HEMATEHTOBAHHOE MJIM XHMHUYECKOe HANMEHOBAHHE, TOPrOBOe
HauMeHOBaHUe (TIpU HATUYIHH ) ;
JIEKapCTBEHHAs PopMa, TO3UPOBKa, CIIOCOOHI BBEEHUS U IPUMEHEHHUS

3. Onucanue NpeACTaBIEHHBIX HOKYMEHTOB, CBS3aHHBIX C MPOBEICHMEM IOCYIapPCTBEHHOM
perucTpalyy JICKapCTBEHHOTO Ipemnaparta I MEIULUUHCKOrO MPUMEHEHHS B CIy4ae ero
neheKTyphl MM PUCKAa BO3HUKHOBEHUS Ne(EKTYpHl B CBA3U C BBEJCHHEM B OTHOLICHHH
Poccuiickoii ~ @epiepallid  OTpaHMYHUTENBHBIX ~ MEP  JKOHOMHYECKOTO  XapakTepa

(manee —mgedextypa)

4. CBelleHus 0 3asBHTelNe, YKa3aHHOM B IyHKTe 4 OcoGeHHOCTel 06palieHus TeKapCTBEHHbIX
CPeACTB A MEIUIMHCKOTO NMPUMEHEHHs B Cilydae e(eKTyphbl HIM PHCKA BO3SHHKHOBEHUS
nedeKTyphl JeKapCTBEHHBIX MPENnapaToB B CBA3M C BBEJEHUEM B OTHOLIEHHH Poccuiickoii
Qefepallii  OTPaHMYHMTENBHBIX MEp 9SKOHOMHMYECKOTO  XapaKTepa, YTBEep)KHIEHHBIX
nocraHoByieHueM IlpaBurensctBa Poccuiickoit @enepanuu ot 5 anpens 2022 r. Ne 593

5. 9KCHepTHaH OIICHKA IIPEACTABICHHBIX Ha 3THYCCKYIO OKCIIEPTUIY JOKYMCHTOB

6. BEIBOJ 3TUYECKOH SKCIIEPTHU3BI

rocyJJapCTBEHHAs PeruCTpalys JIEKapCTBEHHOTO Tpernapara Jyisi MEAUIMHCKOrO IPUMEHEHUS
B CiIyvae JedeKTypbl, BO3MOXHA (HEBO3MOXKHA)

DKcnepThl

(bamunus, uMs, oT4ecTBO (MpH HaTH4nK) (ITOAIMCE)
Ilpencenatens CoBeta 1o sTHKE

(momKHOCTB) (paMumHs, MM, OTUECTBO (IIPU HAIHYMK) (IIOMHCH)




