MHUHHUCTEPCTBO 3lI PABOOX PAﬂEH“& HCTHIHH POCCHTCKOR ibEfiEPAlU’iM
POCCUUCKON ®EJEPALIMHU

(MHH3/IPAB POCCHH) SAPETUCTPHPOBARD
’ ; Pernerpauenunii & KO 360)
NMPUKA3 4,;22%0&//@,/2@%
37 okmalfes 20241 y N J55H
OCKBa

06 yTBepKAeHUH MOJIOKEHHS O COBETE MO ITHKE, NOPHAKA €ro CO3JAHUN M
JAesiTeJIbHOCTH, TPeGoBaHHil K KBaJN(PHKALMH H ONBITY PaboThI 0 IKCNIEPTHOH OLlEHKe
HAY4YHbIX, MEIHLIHHCKHMX H 3THYECKHX ACMEeKTOB KJIHHHYECKHX HCCJIeI0BAHH M
JIEKaPCTBEHHbIX NPENnapaTosB AJIsi MeJHIIHHCKOro NpUMeHeHH s, IPeAbABISIEMbIX K
JKCIEePTaM COBETA MO0 ITHKE, MOPSAAKA OPraHH3AIHHA H NPOBeAeHHN STHIYECKOH
IKeNepTH3bI, POPM 3aKII0UeHMIi cCOBETa MO YTHKeE, NOPSAAKa pasMenleHHst HHpoOpMaIHH
0 cocTaBe COBEeTA 110 ITHKE, IJIAHAX ero pabdoThl H TeKyIel AeATeIbHOCTH

B coorBeTcTBHH ¢ yacTsaMH 1, 5 u 6 crareu 39! MenepansHoro 3akona or 12 ampens
2010 r. Ne 61-@3 «O06 obpamieHuH JeKapCTBEHHBIX CPEACTBY», MOAMYHKTOM 5.2.146 myHKTa 5
ITonoxxenns o MuHucTepcTBe 3paBooxpaHenus Poccuiickoit Menepanun, yTBEp)KIeHHOTO
noctaHosieHueM llpaButensctBa Poccuiickoit ®enepaiimu ot 19 mons 2012 r. Ne 608,
HNpHKa3bIBalo:

1. YTBEepauTh:

MOJIOXKEHHE O COBETE IO 3THKE, MOPSAOK €ro CO3/IaHus M JNeATeIbHOCTH, TpeOOBaHMUs
K KBalM(UKAUUM MU ONBITY pafOThl MO SKCHEPTHON OLEHKE HAYYHBIX, MEIMIMHCKHX
M OSTHYECKMX aCleKTOB KIMHMYECKMX HCC/IEeIOBAaHUM JIEKAPCTBEHHBIX MpENaparoB
JUIL MEOULMHCKOTO NPUMEHEHUS, NpeaAbIBIIeMble K dKCIIEpTaM COBETa [0 3THKe, COINIacHO
npunoxennro Ne 1 K HacToseMy MpUKasy;

MOPSIOK OpraHuzaliy U IIPOBENCHUS STHYECKOH IKCIIEPTH3BI COIJIACHO TIPUIIOKEHHIO
Ne 2 x HacTOsIEMY NIpUKaA3Y;

NOPAIOK pa3MeleHuss WH(OpMalMK O COCTaBe COBETa IO 3THKE, TUIaHaX ero paboTkl
M TeKylleHd [eATeJbHOCTH Ha oQuuuaibHoM caiite MUHHCTEpCTBA 31paBOOXpaHEHHS
Poccuiickoii ®enepauuyd B MHPOPMALMOHHO — TEIEKOMMYHHKAIMOHHOW cetd «MHTEepHET»
COrNacHo npumioxeHuro Ne 3;

dopMy 3aKmOueHMs 00 ITHUECKOH# OOOCHOBAaHHOCTH BO3MOKHOCTH IMpPOBEACHHA
KIIMHUYECKOTO MCCIIEI0BaHMs JIEKapCTBEHHOI'O Ipenapara Ui MeAMIMHCKOro MPUMEHEHHS
cornacHo npunoxeHuro Ne 4 x HacTosiieMy NpUKa3y;

dbopMy 3aKiroueHMs CcOBE€Ta 10 JTMKE O BO3MOXHOCTH (HEBO3MOXXHOCTH)
roCyJapCTBEHHON perucTpalvy JIeKapCTBEHROTO TIpenapara uisi MEAUIIHHCKOTO PAMEHEH S,
KOTOPBIH NIpeHa3zHaueH 4 MPUMEHER 4 B YCIORMAX YIPO3bl BOSHUKHOBEHHSI, BOSHUKHOBEHM S
Y JIMKBU/IALMK YPE3BLIUaRHON CATYiHy ¥ U OpfF aHU3AIUM OKa3aHUs METULIAHCKOH TTOMOIIH
JMnaM, I0CTpajaBUIMM B pesyabTate 4pesBblYaliiibiXx CUTyalUUH, IpeaynpexAeHUus
4pe3BhIYAlHbIX CUTyalud, NpoQHNakTHKA W JedeHus 3aboJieBaHUH, MpeaCTaBIISIONINX
ONaCHOCTb VIS OKpYXamoumx, 3abosiessaui # NOpaXeHUH, INONyYEeHHbIX B pe3yJbrare




2

BO3JEHCTBUS HEOJArONPUATHBIX XMMHUYECKHX, OMONOTMYECKUX, paJHalMOHHBIX (aKTopos
COrJlacCHO NpHJIOKEHHIO Ne 5 K HacTosAIEMY IPHKa3Yy;

dbopMy 3aKIOYEHHS COBeTa 10 OSTHKE O BO3MOXHOCTH (HEBO3MOXKHOCTH)
roCyAapCTBEHHON pEerucTpalyy JEKapcTBEHHOIo NpenapaTa A1 MEAUIUHCKOro IpUMEHEHUS
B clyyae ero AedexTyphl WNM pHCKa BO3HUKHOBEHUS Ne(hEeKTypHl B CBS3H C BBEIEHHEM
B oTHomIeHMH Poccuiickoii @enepauuu OrpaHUYMTENBHBIX MEP SKOHOMHYECKOro XapakTepa
COrNacHO NMpunokeHuro Ne 6 x HacTosAIIEMY TIPUKa3y.

2.I1pu3HaTh yTPaTUBLIUMU CHITY:

nprkas MuHHCTEpPCTBA 3ApPAaBOOXpPAaHEHHMS M COLMAIBHOIrO pa3BuTHS Poccuiickoii
Oenepamu ot 26 aerycra 2010 r. Ne 753H «OO0 yTBep)KOEHHMH MOpAAKA OpraHH3alMH
Y NIPOBEICHUSA 3THYECKOM 3KCNIEPTU3HI BO3MOXKHOCTH NPOBEACHU KITMHUYESCKOT0 HCCIISOBAHMS
JIEKapCTBEHHOTO IpernapaTa A MeIHLIIMHCKOTO NMpHMeHeHUs ¥ (HOpMBI 3aKIIOYEHHS COBETA
1o 3THKE» (3aperucTpupoBad MunucrepersoM roctaimu Poccuiickoii ®enepaiu 31 asrycra
2010 r., peructpaunoHusiid Ne 18303);

npuka3 MuHucTepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 29 Hosi6ps 2012 r.
Ne 986n «O6 yTBepxaenun nonoxenus o Copete 1o 3THKe) (3aperucTpupoBaH MHHHCTEPCTBOM
foctaiu Poccutickoit @enepanuu 7 despans 2013 r., peructpanmonnstii Ne 26897);

npuka3 MunucTepcTBa 31paBooxpaHeHus Poccuiickoit enepanmu ot 30 anpens 2020 r.
Ne 3961 «O BHeceHuw m3meHeHuit B [Tonoxenue o CoBeTe Mo 3THKE, YTBEPXKACHHOE MPUKA30OM
MunuctepctBa 3apaBooxpaHeHHs Poccuiickodt ®@enepauuu ot 29 Hosbps 2012 .
No 986m» (3apermcrpupoBaH MuHucrepcTBom toctuuu Poccuiickoit ®epepanun 6 Mas
2020 r., peructpaunoHHbli Ne 58268); v

npuka3s Munsapasa Poccuu or 7 mas 2018 r. Ne 202 «O6 yreepxnenuu [lopsaxa
pasMmemienus uHbOpManuu o coctaBe CoBera Mo 3TUKe, IJIAHAX €ro paGoTel M TEKyILEH
JEATENIBHOCTH Ha oQuUUaIbHOM caiite MuHHCTEpCTBa 3ApaBoOXpaHeHHs Poccuiickoit
Qenepauuy B UHGOPMALMOHHO-TENEKOMMYHHKAMOHHOH ceTH «VIHTEepHET» M O IpPH3HAHHU
yTpatuBilMM cuity myHkTa 22 IlonoxeHus o CoBeTe HO 3THKe, YTBEPKISHHOTO NPHKA30M
Munucrepctba 3apaBooxpaHenus Poccuiickoit @enepanun ot 29 HosOps 2012 r. Ne 986n»
(3aperucrpupopan MumucrepcTBoM toctuimu Poccuiickoit ®epmepanuu 24 mas 2018 r.,
peructpauroHHbid Ne 51182).

3. Hactosmuii mpuka3 Betymnaer B cuiny ¢ | saBaps 2025 roja.

Munnctp | M.A. Mypauiko




IIpunoxenue Ne 1
K IpuKa3zy MUHHCTEPCTBA 3/IpaBOOXPaHEHUS
Poccuiickoit ®enepanuu
OT_If periypen 2224 1. Ne S92

IlosioxxeHMe 0 coBeTe Mo ITHKeE, IOPAAOK €10 CO34aHUA H AC¢ATC/IBHOCTH, Tp96OBaHl’lﬂ

K KBaJ'll/I(l)l/lKaIll/ll/l H OIIBITY paﬁOTbl o 3l<:cnep"moﬁ OICHKE HAYYHbIX, MCAUHHHCKHNX

H OTHYECKMX ACNEeKTOB KJIUHUYECKHX HCC/Ie10BaHUH JICKapCTBEHHBIX [IpenaparTos
AJIST MEIHITUHCKOIO IPUMEHCHUS, IPCABABJIAEMBIC K JKCIICPTAM COBETAa MO 3THKE

I. O6mue nosoxenun

1. Coer mo O3THKE $BIAETCS TOCTOSHHO JACHCTBYIOIIMM OpPraHOM, CO3JaHHBIM
MuHnucTepcTBOM 37ApaBooxpaHeHus Poccuiickoit ®Denepaiuy IS MPOBEACHUS ITHUYECKOM
IKCHEPTU3Hl B LENAX BHIJAYM 3aKTIOUEHUS 00 STHYEeCKOM OOOCHOBAaHHOCTH BO3MOKHOCTH
NIPOBEEHUs KIMHUYECKOTO MCCIENOBAaHUS JIEKAPCTBEHHOIO Mpenapara A MeAUIIMHCKOrO
OPUMEHEHUs (Jaee — KIMHUYECKOE WCCIIENOBAaHUE), a TAKXKe UIA MPOBEACHUS ITHUYSCKOMN
3KCIIEPTH3BI B LIEJISAX BBIIAYH 3aKIIIOUEHHUS O BO3MOKHOCTH (HEBO3MOKHOCTH ) TOCYAapCTBEHHOM
PETUCTPAllMK JIEKAPCTBEHHOrO IIpenapara Al MEIULMHCKOTO TIPHUMEHEHHs, KOTOPBIH
IpeAHa3HadeH JUid IpPUMEHEHUs B YCIOBUSAX YIpPo3bl BO3HUKHOBEHHS, BO3HHUKHOBEHUS
U JTMKBHJALUK YpE3BbIYaHHON CUTYallMU M VT OPTraHU3alliy OKa3aHHUs MEeIUIMHCKOU ITOMOIIH
JuiuaM, I0CTpajaBLIMM B pe3ysibTaTe Ype3BbIYalHBIX CUTyallMi, IpexynpexIcHUs
Ype3BbIYalHBIX CHTyalUd, NpOodUIaKTHKA H JedeHus 3a00JIieBaHM, ITPeNCTaBIISIOMINX
OITACHOCTb Ul OKpYXaloLUX, 3a00neBaHUil U TOpaXKeHWH, NONYYEeHHBIX B pe3yjbTaTe
BO3JICHCTBUsI HEONArompHsITHBIX XUMHYECKUX, OWOJOTMYECKHX, paJUallMOHHBIX (DAaKTOPOB
(manmee — upe3BpIYaliHass CHTYallHs), 3aKIIOYEHHS O BO3MOXXHOCTH (HEBO3MOXKHOCTH)
rOCYTapCTBEHHOM perucTpauyy JIEKApCTBEHHOIO Ipernapara g MEAUIMHCKOrO IIPUMEHEHHS
B Cioy4yae ero Ae(eKkTypbl WIH pHUCKAa BO3HUKHOBEHHS ae(DEeKTYpbl B CBS3H C BBEICHHEM
B OoTHoIteHHM Poccumiickod Denepallud OrpaHUYHTENBHBIX MEpP 9KOHOMHYECKOTO XapakTepa
(manee — nedexrtypa).

2.B cBoell neATeNnbHOCTH COBET I10 3THKE pykoBoacTByeTcs Koncrurynueit Poccuiickoit
Qenepaiyy, HOpMaMu MEXIyHapOJHOro Npasa, aktamu IIpesunenTa Poccuiickoit @enepanyy,
IlpasurensctBa Poccuiickoit ®@enepammu, npukazamMd Mun3apasa PoccHH, HaCTOSIUM
IIOJIOKEHUEM.

3. Opra#M3allMOHHO-TEXHUYECKoe ofecreueHre MAEATEIbHOCTH COBETAa II0 JTHKE
ocyiecTiseTcss Munsnpasom Poccuu.

4.OCHOBHBIMM IIPUHLIMIIAMY JESITETBHOCTHA COBETA IO ITUKE SBJISIOTCS HE3aBHCHMOCTD,
TJIaCHOCTh, CIPaBeIUBOCTb, COOMIONEHHE TpaB M CBOOOJ YeNOBeKa W TpakIaHWHA, IMpPaB
IOPHIMYECKHX JIML, OOBEKTHBHOCTh, KOMIIETEHTHOCTh, OTBETCTBEHHOCTD 3KCIIEPTOB COBETA IO
3THKe (J1asiee — SKCIEPTHI) 3a MPOBEICHNUE U KaUueCTBO STUUECKOM SKCIEPTU3BL

5.OCHOBHBIMU 3a/JaYaMHU COBETA I10 STUKE SBIISIOTCS:




1) npoBeieHre STUUECKON IKCIICPTH3BE,

2) BbIIaYa 3aKJIIOUEHUs (1aiee — 3aKIF0UeHUe):

a) 00 oaTHYeckoii OOOCHOBAaHHOCTH BO3MOXXHOCTH IHpPOBEISHHUS KIMHHYECKOIO
HCCIIe/I0OBaHNU;

6) 0 BO3MOXHOCTH (HEBO3MOXHOCTH) IOCYAaPCTBEHHOM pErMCTpalyd JEKapCTBEHHOIO
npenapara il MEAULIMHCKOrO IPUMEHEHHS], IPpeIHa3HaY€HHOTO [T [IPHMEHEHUS B YCIIOBHAX
Ype3BBIYaiHOW CUTYaIlNH;

B) O BO3MOXXHOCTU (HEBO3MOKHOCTH) T'OCYJapCTBEHHON PErHCTPAlMH JIEKAPCTBEHHOIO
Ipenapara sl MeIULIMHCKOro NpUMEHEHH B Cliy4dae Ae(eKTyphL.

6.CoBeT Mo 3TUKE B COOTBETCTBUM C BO3JIOKEHHBIMH Ha HEro 3aJajyaMH MMEET MpaBo
HaNpaBIATh JIAI[aM, YKa3aHHBIM B d4YacTH 3 crateM 38 @exepalibHOro  3aKoHa
oT 12 anpena 2010 r. Ne 61-®3 «O6 obpamernu JieKapcTBEHHBIX CPENCTBY HJIM IyHKTE 4
OcobennocTell 0OpalieHus JIEKapCTBEHHBIX CPEICTB IS MEIULUHCKOTO IIPHMEHEHHS B ClIydae
Je(eKTypsl MM PUCKAa BO3HHUKHOBEHHUS Ne(EKTyphl JIEKApCTBEHHBIX IMPENapaToB B CBI3M C
BBEJICHHEM B OTHOWIEHHMH Poccuiickoii ®enepanuu OrpaHHYUTENBHEIX MeP 3KOHOMHYECKOTO
XapakTepa, YTBEpXKIEHHBEIX nocTaHoBieHueM llpaBurensctBa Poccuiickoit ®Denepannn
oT 5 ampens 2022 r. Ne 593, unu myHkre 3 OcobeHHocTell oOpalieHHs JI€KapCTBEHHBIX
IIpenapaToB Ul MEOULHHCKOTO NMPHMEHEHUs, KOTOphle MpeIHa3HAYCHBl IS NMPUMEHEHHS B
YCIOBHAX yTPO3bl BOSHUKHOBEHH S, BOSHUKHOBEHUS M JIMKBUAALMH YPE3BHIYANHON CUTYaIlMH U
IJIs. OpraHM3alid OKa3aHWs MEIMUMHCKOH ITOMOILM JHLIaM, IOCTPaiaBLUIMM B pe3yJIbTare
Ype3BbIYalHbIX CHUTYyalUHd, NPeNyNpeXAeHHs 4Ype3BBIYalHbIX CUTyalui, NPOQHIAKTHKA H
JedeHus 3aboieBaHMi, NPEACTABIAIOMIMX OMACHOCTh JUIS OKpYXKAaIommX, 3abojeBaHuil H
MOPaKCHUH, TIONYYECHHBIX B pe3yibTaTe BO3JAEHCTBUS HEOJArolpHATHEIX XHMHYECKHX,
OMONOrHYecKUX, paflalliOHHBIX (aKTOPOB, YTBEPXKAEHHBIX MMOCTaHOBJIeHHeM [IpaBuTesbCTBa
Poccuiickoit Peneparun ot 3 ampens 2020 r. Ne 441 (manee — 3asgBWTENB), 3aIPOCH O
HpeCTaBIeHUN HeOOXOMMBIX MaTepHAaIOB B LIENSIX pea3alliy 3a1a4, yKa3aHHLIX B IIyHKTE 5
HaCTOALIETO MOJIOXKEHHUS, U MOIy4aTh [IPEACTABIECHHBIE 3asBUTENEM 3AMPOIIEHHBIE MaTepranbl
IIOCPEICTBOM JIMYHOrO KaOWHeTa CcoBeTa IO OJTHKE B EIHHOH TroOCyIapCTBEHHOM
MH(OPMALHOHHOM CHCTEME B chepe 3ApaBooXpaneHus’ (najee — equHas CHCTeMA).

I1. HOpHZIOK CO3aHUA H JCATCIBHOCTH COBETA 110 ITHKE

7. CoctaB coBeTa IO OTHKE (OpMHUpYeTCs U3 NpeACTaBUTeIed MeTuLMHCKHX
OpraHM3alliii, HayYHbIX OpraHu3anuii, 06pa3oBaTeNbHbIX OpraHU3allui BEICIIEr0 00pa3oBaHus,
a TaKKe Ipe/ICTaBUTeNeH OOIEeCTBeHHBIX OpraHU3alMi, peMIHO3HBIX OpraHA3aliii ¥ CPeaCTB
MaccoBoil uHOQopManuu. YMcno mnpencTaBUTENed MEAMUMHCKMX OpraHu3aluil He MOXET
[IpEBBILLATH [TOJIOBUHY OT OOLIEro YKCIa 3KCIEPTOB.

8. CocraB coBeTa 110 3TUKE yTBepXKaaeTcs npukazoM Munsapasa Poccuu.

B cocraB coBera mo 3THKE NOJDKHO BXOOWTh HE MEHee 25 4YelnoBeK, B TOM YHCIIE

! Crarpa 39' denepansHoro 3akona ot 12 anpens 2010 r. Ne 61-®3 «O6 ofpallieH1H JIeKapCTBEHHBIX CPENCTBY, MOCTAHOBJIEHHE
Tpasurenscrea Poccuiickoi ®epepaunm ot 9 despana 2022 r. Ne 140 «O enmnoili rocynapcrBeHHol HH(OpMaLMOHHCH cHcTeMe
B c(hepe 31paBoOXpaHeHUs», AeHcTBYeT 10 1 mapra 2028 r.




npencenaTenb, IBa ero 3aMeCTUTENS U WICHBI COBETA 110 STHKE.

9. IIpencenarens coBeTa MO ITHKE Ha3HAYAETCS U3 YHCIIA IKCIIEPTOB, HMEIOUIUX BBICIIEE
MeIULMHCKOe 00pa3oBaHue, YUYEeHYI0 CTENCeHb KaHIWaTa MEOHIHUHCKHAX HayK HId IOKTOpa
MEIUIMHCKUX HAayK M ONBIT palboThl MO MNPOBEHEHUIO KIMHUYECKMX HCCIEAOBaHUN W
pa3peleHN0 BOIIPOCOB, CBA3aHHBIX C 3THUECKMMM aCIeKTaMH KJIHHHUYECKHUX HCCIIeTOBAHMH.

10. Ilpencenarens coBeTa IO STUKE OCYIIECTBIAET 00Iee PYKOBOACTBO, ONMpEHeNseT
HalnpapJIeHUusl pabOTBl COBETA IO 3TUKE, OPTaHU3YyeT ero paboTy, paclpenesseT 00sI3aHHOCTH
MEXIy dKCIEpTaMU U Ha3HA4aeT U3 YKciia SKCIEPTOB YIOTHOMOYEHHOE JIMLO IS HAIIPABICHHUS
3asBUTEJIIO 3aIIPOCOB O NIPEAOCTaBICHUN HEOOXOAUMBIX MAaTEPUAJIOB, B CIIy4Yae HEIOCTATOYHOCTH
IPEICTABICHHBIX Ha JTHYECKYIO OKCIEPTHU3y IOKYMEHTOB, U OCYIIECTBIIAET KOHTPOJb 3a
IIPOBEJICHUEM STHUYECKON IKCIIePTH3EI.

B orcytcTBHE mpencenatens coBeTa MO 3THKe 00S3aHHOCTH Mpeacenareis HCIIOIHSET
IO €ro IOPYYEHHUIO OJJUH U3 €ro 3aMECTHUTENEeH, HMEIOIIMI BrIcLIee MEAUIIMHCKOE 00pa3oBaHue,
YUYEHYIO CTEIIeHbKaHAWAaTa MEIMLMHCKUX HAayK WK JOKTOpa MEIULIMHCKUX HAyK U OIBIT
paboTHI O ITPOBENECHUIO KIMHUYECKUX HCCIECIOBaHHHA H Pa3pelIeHAI0 BOIPOCOB, CBI3aHHBIX C
3TUYECKHMH aCleKTaMM KIIMHHIECKUX HCCIEIOBaHUH.

11. 3acenanus coseTa o 3TUKE TPOBOMATCS NPEACENATENIEM COBETA 10 ATHKE HJIH IIO €r0
MIOPYYEHHUIO OJHMM M3 3aMECTHTENIEH Npe/icefaTes COBETa 10 ITUKE HE peXe ABYX pa3 B MECAIl
1 OhOpPMIAIOTCS HPOTOKOJIOM, KOTOPBIM MOMIHUCHIBAETCS COOTBETCTBEHHO NpecenaTeaeM
COBETAa I10 STHKE WA OTHUM M3 €r0 3aMeCTHTEJIEH.

[lepen HayaaOM IMPOBENECHUS STHUYECKOH IKCHIEPTU3BI COBETOM TIO JTHKE IPOBOJUTCH
OpraHU3allMOHHOE 3acefaHue, KoTopoe OQOpMISETCS IIPOTOKOJOM, IOAIMHCHIBAEMBIM
[peACEaTeNeM COBETa I10 9THKE, a B €r0 OTCYTCTBHE OJTHAM H3 €r0 3aMeCTUTENCH.

Marepuansl K O4€penHbIM 3aCeaHUsM COBETA MO ITHKE HAIMPABIIAIOTCA B 3JIEKTPOHHOM
BHJIE B IMYHBIA KaOMHET SKCIIEpTaM B €JUHOM CUCTEME, HE ITO3[HEee YeM 32 Ba pabo4nX JHS IO
Ha3HAYEHHOI'O CpOKa 3aCe/IaHUsI COBETA I10 ITHKE.

12. 3acenanne coBeTa 0 ITHKE CUUTAETCS IPAaBOMOYHBIM, €CJIM Ha HEM IIPUCYTCTBYET HE
MEHee MOJOBHHEI €0 YWIEHOB.

OKcnept 06s13aH y9acTBOBaTh B paboTe coBeTa IO 3THKE U MTPUCYTCTBOBATh Ha 3aceAaHusIX
COBETa I10 3THKE JIMOO B CIIyyae HEBO3MOXKHOCTH MO YBaXKUTEIBHON MPUYMHE [IPUCYTCTBOBATH
Ha 3aCelaHM{ COBETA IO 3THKE HE MO3[Hee 4YeM 3a ABa pabouux [IHS OO0 HaThl IMPOBEICHUS
3acellaHMsA COBETAa 10 3THKE IPOMH(OPMHPOBATH IIpelcenaTelNsi COBETa IO 3THKE (B Ciydae
OTCYTCTBHS IIpeACenarelis COBETa 110 ITUKE — OJHOTO U3 €ro 3aMECTHUTENICH ).

OKCIIEPTHI YYacTBYIOT B pabOTe COBETA IO ITHUKE JIMYHO, JeIETHPOBAHHE ITOJIHOMOYHIA He
JIOITyCKaeTCsl.

3aceanue COBETA IO 3TUKE MOXKET OBITH MPOBENEHO TUCTAHIIMOHHO C HCIIONL30BaHUEM
CHUCTEM BUIEO-KOH(EPECHII-CBA3H.

13. OxcmepTsl, yd4acTBYIOUIME€ B IUIAHUPYEMOM KIMHHYECKOM MCCJICIOBAHUH, HE
[IPUBIIEKAIOTCS K OTHYECKOM OKCIEpPTU3€ M K TOJIOCOBAHHIO IO pe3yJibTaraM 3ITHYECKOMH
SKCIIEPTU3HI HE TOITyCKAKOTCS.

14. Pemenus o0 sTUYecKOif 0OOOCHOBAaHHOCTH BO3MOXHOCTH HJIH HEBO3MOXKHOCTH
IPOBEACHHUs  KIMHUYECKOIO  HCCIENOBaHHUS, O  BO3MOXHOCTH  (HEBO3MOKHOCTH)




4

rOCyJJapCTBEHHOM perucTpalnuy JIEKapCTBEHHOIO Ipernapara s MEeIULHHCKOro MPHUMEHEHHS,
KOTOpBIN NpeIHa3Ha4€eH JIsl IPUMEHEHMS B YCJIOBHUSX YPE3BBIYANHON CUTYaIIUH, O BO3MOXHOCTH
(HEBO3MOXHOCTH)  TIOCYJapCTBEHHOW  perHCTpallMd  JIEKQpCTBEHHOTO IIpenapara  yis
MEJMIUHCKOTO IPUMEHEHHS B Ciydae Ne(eKTypbl, IPUHUMAIOTCS Ha OCHOBAaHHH MaTepHalloB,
HaIpaBJIeHHBIX MUH3ApaBoM Poccuu W Ipe/ICTaBIeHHbBIX 3asBUTENEM B JIMYHBIN KaOUHET COBETA
II0 9THKE B €AUHON CHCTEME.

15. PemeHus coBera 1o 3THKe, NpUHHMAaeMble B paMKaX BbIIA4YHM 3aKITHOYEHHUS
00 3THYecKOH OOOCHOBaHHOCTH BO3MOXHOCTH IPOBEICHHS KIHHHYECKOIO HCCIIEIOBAHH,
IOJKHBI COACPXKaTh MOTHBMPOBAHHBIE BBIBO/BI 00 3THYECKOM 0OOCHOBaHHOCTH BO3MOXHOCTH
WJIH HEBO3MOXXHOCTH NPOBEACHUS KIMHUYECKOTO HUCCIEIOBaHHUS.

16. Pemenuss coBera II0 3THKe, NPUHMMAaceMble B paMKaxX BbIJIayd 3aKIFOYEHUs
0 BO3MOXXHOCTH (HEBO3MOXXHOCTH ) FOCYIapPCTBEHHON PETUCTPAINH JICKAPCTBEHHOTO Iperapara
IUIA MEIUIMHCKOTO IPHUMEHEHUs, KOTOpHIA IpeAHa3sHayeH A NPHMEHEHUS B YCIOBHAX
upe3BblUaiiHON CUTyaluM, AOKHBI CONEPXATh MOTUBMPOBAHHBIE BHIBOJIBI O BO3MOXHOCTH
(HEBO3MOXXHOCTH ) rocyapCTBEHHOM perucTpanuu JIeKapCTBEHHOI O npemnapara
JUIl MENMUMHCKOIO MNPUMEHEHHs, KOTOpBI IpeaHa3HAueH MJid NPHUMEHEHHsS B YCJIOBHSX
Ype3BbIYalHON cUTyanuu.

17. Pemenus coBera mno 3THKE, IPUHUMAacMble B paMKaxX BbIAYM 3aKIFOYCHUS
0 BO3MOXXHOCTH (HEBO3MOXHOCTH ) TOCYJAPCTBEHHOM PETUCTPALvH JIESKAPCTBEHHOTO Tperapara
IUTIs MEQULMHCKOTO IIPUMEHEHHS B ciiydae AeeKTyphl, JOJDKHBI COAEPKATH MOTUBHPOBAHHbIE
BEIBOABI O BO3MOKHOCTH (HEBO3MOXXHOCTH) IOCYHapCTBEHHOMN pPErHCTpallMM JIEKapCTBCHHOTO
npenapara st MEAUIIMHCKOro IPUMEHEHMS B city4ae NeeKTyphl.

18. Pemenue coBera MO O3THKE IIPUHUMAETCS OTKPBITHIM T'OJIOCOBAaHHUEM IPOCTBIM
OONIBIIMHCTBOM I'OJIOCOB NPUCYTCTBYIONMX HA 3aCeIaHiK COBETa IO ITHKE JKCIIePTOB. B ciyyae
paBeHCTBa TIOJOCOB IIPUHATHIM CHUHTAETCs  pElIeHHEe, 3a KOTOPOE€ IIPOrojiocoBal
Npe/ceaaTeabCTBYIOIMHA Ha 3aCelaHuU COBETA IO STHKE.

19. CoBer 110 3TUKE IPUHUMAET CJIEAYIOMINE PELICHU:

1) 06 oaTHyeckoH OOOCHOBAaHHOCTH BO3MOXKHOCTH IPOBEIACHUS KIIMHUYECKOIO
uccnenoBanus. Kpurepusamu NpuHATUS pelieHus 00 3THYECKON 000CHOBAaHHOCTH BO3ZMOXKHOCTH
NPOBENEHM KIUHAYECKOI0 HCCIIEIOBaHUs HAa OCHOBAaHMU IIPEACTABIIEHHBIX HAa 3ITUYECKYIO
9KCIIEPTU3Y JTOKYMEHTOB U CBEJEHHH, YKa3aHHBIX B MyHKTE 4 npuioxenus Ne 2 Kk HacTosImeMy
NpHKa3zy, ABIIAIOTCS:

a) COOTBETCTBHE COAEPXKAHUS MPOEKTa MPOTOKOJA KIMHUYECKOro MCCIeNOBaHUS
(uccnenoBaHus OMO3KBUBATICHTHOCTH M (UJTH ) TEPANIeBTHUECKOM SKBUBATICHTHOCTH ) 3aABISIEMbIM
LEeJIAM M 3aa4aM KIIMHAYECKOI'0 UCCIIeNOBaHMs (MCCIeI0BaHUs OMOIKBUBAICHTHOCTH U (WIIH)
TEpaleBTHYECKON IKBUBAICHTHOCTH) U BO3MOXHOCTHU JIOCTHDKECHUSI O’KUJTAEMBIX PE3YJITATOB C
BOBJIEYEHHEM B KIIMHUYECKOE UCCIIEI0BaHHE MUHUMAIBHO BO3MOXKHOIO YKCia TallMEeHTOB;

6) nmpenmosaraéMblii  pHECK MO CPaBHEHHIO C  OXHUIAeMOM  IOJIb30M
OT NPUMEHEHHU JIEKApCTBEHHOIO Mpenapara sl MEIAIUHCKOr0 MPUMEHEHUS Ui MalMeHTOR
000CHOBaH;

B) BBIOOp IAIMEHTOB, IPUHUMAIONIMX YYacTHe B IUIAHHUPYEMOM KITMHHYECKOM
UccleoBaHuH (110J1, Bo3pacT), 000CHOBaH,;
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I') KpUTepUH Habopa MalMeHTOB IS YYaCTHsI B KITHHAYECKOM HCCIIEOBAHIH, BKIIIOUEHHS
[IALIMEHTOB B KJIMHUYECKOE HCCIENOBAHHE W MCKIIOYEHHS MAlHEHTOB H3 KJIMHHYECKOTO
UCCIIeAOBaHUS 00OCHOBAHEI;

I) OTMEHa WIH NPUOCTAHOBICHHE COMYTCTBYIOIIEH Tepanud (Opd HAIHYHH
COIYTCTBYIOIIMX 3a00JIeBaHui) Iy HAlMeHTOB, NPUHHMAIOIIUX YYacTHE B IUIaHHPYEMOM
KJIMHUYECKOM UCCIIeZJIOBaHUHU, OOOCHOBAHBI,

€) OCHOBAHMS JUIsI TPUOCTAHOBICHHS U (WTH) NIPeKpalleHHs KIHHHYECKOrO HCCIIeIOBAHMUS
00OCHOBAHBI;

) YCJIOBHA MOHHTOPHHIa M ayouTa IpPOBENEHHSA KIMHUYECKOTO HCCIeIOBaHUA
- 00OCHOBAHBI;

3) MEpBHl MEJUIIMHCKOTO XapaKTepa, KOTOphIe IIAaHUPYETCs IPEINPUHSTE B Cllydae, ecliu
NalMeHThl, NPUHUMAIOIIME Yy4YacTHE B KIWHMYECKOM HMCCIENOBAHUH, JOOPOBOJIBHO peliar
IIPEKpaTUTh CBOE yYacTHE B YKa3aHHOM HCCIIeIOBaHUU, OGOCHOBAHEL;

¥) o0beM KOMIEHCALMM W YCJIOBHS €€ BBIIUIATHl B CjIy4ae CMEPTH MaIlMeHTa WU
[IPEAOCTABIICHH JIEYEHH s, UM KOMIICHCAIIMY U YCJIOBHS €€ BBIIUIATHI IPH IPUYHHEHUH Bpeaa
3M0pOBBIO NAallME€HTa, B TOM YHC/IE BJIEKYILEro 3a CO0OH YCTAaHOBIIEHHE HHBAJIHAHOCTH,
BCJIEAACTBHE y4YacTHsd B KJIMHHMYECKOM HCCIENOBAHMH NPU HATMYMH TPHYAHHO-CIIEICTBEHHON
CBSI3M MEXIy HACTYyNUBUIMMH COOBITHSMH M HPHEMOM JIEKAPCTBEHHOIO I[Ipenapara,
000CHOBAHEL,

K) MepEI 110 00ecniedeH o KON ICHIMANBHOCTH 1 6€30MaCHOCTH NEPCOHATIBHBIX AaHHBIX
NaIMEHTOB, IPUHUMAIOIINX yJacTHe B KIMHHIECKOM HCCIIeTOBAaHHH, 0O0CHOBAHBI;

Jq) JOCTaTOYHOCTh Y JOCTYHIHOCTh JUIS TOHUMAaHHUS [allMeHTOB HHGOpMaIUH
0 IUIAHUPYEMOM KIMHHUYECKOM HCCIENOBaHUM, H3JIOXEHHOW B HH(OPMAIMOHHOM JIMCTKE
rmanyenTa, 000CHOBAHLI;

M) BIWSHME pE3yJNbTaTOB KIMHHYECKOTO KCCICHOBAHUS Ha JIOJeH, M3 KOTOpPBIX
IIPEAIoNaraeTcs OCymecTBUTh Habop MaleHTOB, 000CHOBAHO;

2) o6 o3THYeckoll OOOCHOBAaHHOCTH HEBO3MOXXHOCTH TMPOBEIEHHS KIMHUYECKOIO
uccienopanusd. Pemenus o0 3Tuueckoii 000CHOBAaHHOCTHM HEBO3MOXXHOCTH IIPOBEJICHHS

KIIHHHYCCKOT'O HCCIICNOBAHUA TIIPUHHUMAKOTCS B ClIydac HECOOTBCTCTBUA
X0Ts OBl OHOMY U3 NCPCUUCIICHHBIX B HNOMITYHKTC 1 IIyHKTa 19 nacTosimero TIPHUITOKCHHAS
KPpHTECPHUECB,

3) 0 BO3MOXHOCTH TOCYJapCTBEHHOH perucTpalyyl JIeKapCTBEHHOTO Hperapara
JJI1 MEIMLMHCKOrO IIPUMEHEHUs, KOTOpbIi MpeaHa3HadeH [UIs MPHMEHEHHS B YCIOBHUAX
Ype3BBIYaiHON cUTyalunu. KpurepusaMy NpHHSATUS PEIIEHUs] 0 BO3MOXKHOCTH rOCYAapCTBEHHOM
pETHCTpaly JIEKAPCTBEHHOrO Iperapara Ui MEIMLIMHCKOTO IPUMEHEHHs, KOTOPBIH
[IpeJHa3HaueH MAJIs INPHUMEHEHHsS B YCIOBHIX YpE3BBIYAMHON CHUTyalluu, IO pe3yjbTaTaM
DKCIIEPTHOM OIEHKH NOKYMEHTOB, YKa3aHHBIX B IMyHKTe 6 mpmiokeHus Ne 2 K HacTosIIeMy
[IPHKa3y, SBISIOTCA:

a) HayyHasd OOOCHOBAHHOCTb H JOCTOBEPHOCTb [AaHHBIX, IMOJNYYEHHBIX Ha CTagMAIX
OOKIMHHYECKUX UCCIIEI0BAaHU IEKapCTBEHHOTO MperapaTa, 000CHOBAHE!;

©) Hay4yHas OOOCHOBAaHHOCTh M JIOCTOBEPHOCTb HAaHHBIX, IOJYYEHHBIX Ha CTaIusIX
KIMHAYECKHUX  HUCCIENOBAaHUM  JIEKApCTBEHHOIO Ipenapara, BKIIOYas J0Ka3aTellbCTBa




ero 6e30IacHOCTH, IOATBEPKACHEL,

B) IIPEBBIIIEHHE IIOJIb3bI OT MPUMEHEHHs JIEKAPCTBEHHOIO Iperapara Haj BO3MOXKHBIM
PHCKOM U HEXeNaTeIbHbIMY SBICHUSIMU 000CHOBAHO;,

) TMpOrHO3  BIMSAHMUS  3apPErHCTPUPOBAHHOIO  JIEKAPCTBEHHOTO  IIperapata
Ha 00IecTBO 000CHOBAH;

A)  yCIoBHA Ui NOCTPETHCTPAllMOHHOTO  MOHHMTOPHHTa  3(QQPEKTHBHOCTH
1 0€30I1aCHOCTH JIEKApPCTBEHHOTO Ipernapara 000CHOBaHb;

€) MHCTPYKLHUS [0 MEIMLIMHCKOMY NPHMEHEHHIO W (WJIM) KpaTKas XapaKTepHCTUKA
JICKapCTBEHHOr0 Ipernapara i MEIULHMHCKOTO IpUMEHEHHs, KOTOpBId IperHa3HauyeH
TUTSL OPUMEHCHHUS B YCITOBHSIX Ype3BRIYAHON CUTYaluH, NOCTYTIHBI
JUIsI TOHAMAHUS MTAIlieHTOB;

4) 0 HEBO3MOXHOCTH TIOCYJAPCTBEHHOM pPErHCTpalMH JIEKAPCTBEHHOTO IIperapara
UL MEJUIUHCKOIO IPUMEHEHHs, KOTOpBIM IpeAHa3HayeH Ui NPUMEHCHHS B YCIOBHAX
Ype3BbIYAHHON CHUTyaluu. PelleHHs O HEBO3MOXXHOCTH TIOCYNapCTBEHHOW pPErucTpaliiu
JIEKapCTBEHHOr0 Iipenapara Il MEIUIMHCKOIO HNPUMEHEHHUs, KOTOPBIA IIpeHa3HaueH
JUId TOpPHMEHEHHs B YCJIOBHMAX UYpE3BBIYalHOM cHTyanuy, IPHUHHUMAIOTCS B Cliydae
HECOOTBETCTBHS XOTA Obl OQHOMY M3 IIEPEUYMCIICHHEIX B MOMMYHKTE 3 myHKTa 19 HacTosmero
MIPHIIOXKEHUS KPUTEPUCB;

5) 0 BO3MOXKHOCTA TOCYAapCTBEHHOW pErucTpaliyi JIEKapCTBEHHOTO Mpemapara
JUId MEIUIHMHCKOrO INpHMEHEHUs B ciyyae naedexTypbl. KpuTepusMu TpUHSATHS pEIICHHS
0 BO3MOXXHOCTH I'OCYAapCTBEHHOM pETUCTpaluH JIEKApPCTBEHHOTO MTpenapara st MeIUIIHHCKOTO
IIPHMEHEHUA B cilydae JeQexTyphl, IO pe3yJbTaTaM SKCIEPTHOH OLEHKH IOKYMEHTOB,
YKa3aHHBIX B IIyHKTE 7 NprioxeHus Ne 2 Kk HACTOSIIEMY NPUKA3Y, ABIAIOTCS:

a) Hay4Has OOOCHOBAHHOCTH H JOCTOBEPHOCTb IAaHHBIX, I[IOJYYSHHBIX Ha CTaIHAX
JOKJIIMHHNYECKHUX HCCIIEOBAaHHM JIEKapCTBEHHOT' O TIpenapara, 000CHOBAHEI;

0) HayuHas OOOCHOBAHHOCTb W HOCTOBEPHOCTH HAHHBIX, IOJNYYEHHBIX Ha CTaguax
KIIMHAYECKUX  HUCCIENOBAaHMI JIEKapCTBEHHOIO Ipernapara, BKJIOYas J0Ka3aTeJbCTBa
ero 0e30MacHOCTH, TOATBEPKICHBI,

B) NPEBBILICHUE II0JIB3bl OT MPHUMEHEHHs JIEKApCTBEHHOIO Ipernapara HaJ BO3MOXHBIM
PUCKOM M HEXeJaTeNIbHBIMH SIBJICHUSIMA OOOCHOBAHO;

I) TpOrHO3  BIHUSAHMS  3aPETHMCTPUPOBAHHOrO  JIEKAPCTBEHHOTO  Mpemapara
Ha 0011ecTBO 000CHOBAH;

J) ycnoBHs 11 TOCTPETHUCTPALMOHHOTO  MOHHUTOpHUHTa 3G (EKTHBHOCTH
1 6€3011aCHOCTH JIEKapCTBEHHOTO Mpenapara 000CHOBAHEL;

€) HMHCTPYKUUS [0 MEJUUMWHCKOMY NPUMEHEHHIO ¥ (WIM) KpaTKas XapaKTepHCTHKa
JICKapCTBEHHOr0 IIpenapara s MEAWUMHCKOro IPHMEHEHHUs, KOTOpBIH IpelHa3HaueH
JUIst HNPUMEHEHMS B YCIOBUSIX Yype3BblYafHON CUTYyalyH, JOCTYIHBI
JU1 IOHMMAaHU S NAlleHTOB;

6) O HEBO3MOXHOCTH TOCYJAapCTBEHHOH pErHCTpalliy JIEKapCTBEHHOTO IIpernapara
JUIs  MEIMIMHCKOro IpHUMEHEeHUs B ciiydae naedektypbl. PemieHus 0 HEBO3MOXHOCTH
roCyIapCTBEHHOM PETHCTpAliMK JIEKapCTBEHHOrO IpernapaTa sl MEOUIMHCKOr0 MPUMEHEHHS
B ciydae nedeKTyphl NPUHHUMAIOTCS B CIIydae HECOOTBETCTBHS XOTS OBl OJHOMY W3
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[IEPEYUCIIEHHBIX B IIOAIYHKTE 5 IIyHKTa 19 HACTOSAIEro NpUI0KeHUs KPUTEPHEB.

20. Pemenue cosera mo 9THKE OGOpPMIISETCS 3aKIIOUYeHHEM MO (OpMe COrIaCHO
COOTBETCTBEHHO IpwioKeHHssM Ne 4, Ne 5, Ne 6 k HacTosAlEeMy NIpuKa3y, NOANHACAHHBIM
YCUNIEHHOM KBaMGUIUPOBAHHONW 3JIEKTPOHHON IMOMNHUCBHIO HpeAcenaTelis COBETa IO JTHKE
(B cmydyae OTCYTCTBUS IpelcemaTels COBETa ITO 3THKE — OJHOTO U3 €ro 3aMeCTHTENel),
Y HallpaBiIsieTcs B IMYHBIM kabuneT Mun3npaBa Poccuu B €IUHOM CHCTeMe He MO3IHEE OJHOTO
pabouero IHs Mocie 3acelaHys COBeTa 110 STHKE.

21. BeiBozapl, copep)Kamuecsi B 3aKIIOUYEHHH COBETa IO OTHKE, IO/DKHEI OBITH
00OCHOBaHHBIMHM, OJHO3HAYHBIMH, TOHSTHBIMH M TOANMKCAHBI BCEMH JKCIIEPTAMH COBETA
10 STHKE.

22. DKcnepT, He COIJIaCHBIN C MPUHSITHIM pelleHHeM, HMEET ITPaBo U3JIOKHUTEL CBOE 0C000e
MHEHHE, OGQOpPMICHHOE JOKYMEHTOM Ha OyMaKHOM  HOCHTENE,  IOMITHCAHHBIM
COOCTBEHHOPYYHOH IIOJIHMCHIO, MMM B (GOpPME INMEKTPOHHOTO [JOKYMEHTa, MOIIUCAHHOTO
3NEKTPOHHON TIOAUCHIO?, KOTOPOE TIPHIIAraeTCs K 3aKIIOUEHHIO U SBJISETCS €ro HeOTheMIIEMOit
4acThIO.

23. DKcIepThl MOTYT NpPHUBJIEKaThCAsS Mun3IpaBoM PoccHu K pacCMOTPEHHIO COOOIIEHHUS
0 HeoOXOAMMOCTH BHECEHHSA H3MEHEHHH B NPOTOKOJN KIMHHYECKOTO HMCCIENOBaHMSA B LEIAX
OLEHKH ODOCHOBAaHHOCTH Ipe/yUIaraeMblX W3MEHEHHH M OIpeJeNieHHs] CTeNeHW pHUcKa Il
IANHEeHTOB, IPUHUMAIOIIUX YYACTHE B KJIIMHUYECKUX HCCIEIOBAHMSIX.

24. VIadopmanus o TeKyuleld NesTEeNbHOCTH COBETA MO ITHKE (CBEACHHUS O 3aCeNaHHsIX
COBETa I10 THKE, O NMPUHATHIX COBETOM IO 3THKE PEUIEHUsAX 00 3THuueckodl 000CHOBaHHOCTH
BO3MOXHOCTH HJIM HEBO3MOXXHOCTHU IMPOBEACHUS KIMHUIECKOTO UCCASIOBAHUS, O BOZMOKHOCTH
(HEBO3MOXKHOCTH)  TOCYJapCTBEHHOW  pErdCTpalliMl  JIEKApCTBEHHOrO  Mmpemapara i
MEAMLUMHCKOTO IMPHUMEHEHUs, KOTOPBIA I[IpelHAa3HayeH [jisl [pPUMEHEHHS B YCIOBHSAX
Ype3BbIYAHHON CUTYallMH, O BO3MOXKHOCTU (HEBO3MOXXHOCTH) I'OCYIapCTBEHHOH pPETHCTpaIiy
JEKapCTBEHHOro Iipernapara il MEAMLIMHCKOIO INPUMEHEHHs B ciydae Je(QeKTypHl)
IIPEICTABIIACTCA COBETOM I10 3THKe B Munzapas Poccuu mocpencTBOM 37I€KTPOHHOH IMOYTHI
€XXEHEHENIBHO 110 COCTOSHUIO Ha OCHeAHUN pabouunii IeHb HeEIH.

I1I. TpebdoBanus K kBaIHPUKALMH H ONIBITY PadoThl 110 IKCIEPTHOH OLlEHKE
HAYYHBIX, MEAMUHMHCKHX H JITHYECKHX AacCNeKTOB KJIHHHYECKHX HCC/Ied0BaAHHIA,
npeaAbsBJIsieMble K JKCIepTaM

25. K aKkcniepraM NpeaBsBISIOTCA clefylolye TpeGoBaHUs K KBaIH(UKAIMH U OIBITY
paboTh!I IO IKCIIEPTHOM OLEHKE, HAYYHBIX, MEIULIMHCKUX U STHUYECKUX aCHEKTOB KIMHHYECKUX
UCCIIEIOBAHUH

1) mns npencTaBuTeNned, UMEIOIINX BhICIIEE MEIUIMHCKOE 0Opa3oBaHue:

a) Haju4ue BBICIIEro oOpa3oBaHUs MO ONHON W3 crenuaitbHOCcTed: «JleueOHOe menoy,
«Ilemnarpus», «Menuko-npodunakTuueckoe eno», «CToMaToIorusm»;

0) HanM4Me HOATOTOBKM B HHTEPHATYpE WM OpJMHATYpe W (WiIH) JOMOJHHUTEIHHOTO

2 Cratba 5 denepanbHoro 3akona or 6 arpens 2011 r. Ne 63-03 «O6 371€KTPOHHON MOATIHCHY,
3 Iynkr 5 crateu 40 denepansHoro 3axoua ot 12 anpens 2010 r. Ne 61-03 «O6 o6paiueHuu 1eKapcTBEHHBIX CPEICTBY.
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npodecCHOHATBHOrO 00pa30BaHMUs, a TAKXKe AeHCTBYIOINEro CePTU(HHUKATA ClIELHAIKCTA U (FITH)
IPOXOXK/ICHUE AKKPEAUTANH CIECIHATACTA;

B) HJIXYUE ONBITa pabOTHI IO NPOBEACHHIO KIMHUYSCKUX UCCICIOBAHUM ¥ paspeiieHuio
BOIIPOCOB, CBS3aHHBIX C STUYECKUMH ACIEKTaMH KIIMHHYECKUX UCCIIEIOBaHHIHA.

2) nns npencTaBUTeNed HayYHBIX OpraHu3anuii, 00pa3oBaTeIbHBIX OPraHH3alii BEICIIETO
oOpa3oBaHus, OOIECTBEHHBIX OpPraHU3alMi, PEeJUTHO3HBIX OPraHU3allil H CPEICTB MacCOBOM
PHpOpMAITHH:

a) HAJIHYHE BICIIEro NpoGhecCHOHATBHOTO 00pa3oBaHus;

0) HaymM4Me onbITa pabOTH, CBA3aHHOM C STHYECKMMH acIeKTaMH 3alUThI [IPaB U cBOOON
YeJIoBeKa U rpakJIaHHHA.




IIpunoxenne Ne 2
K Ipruka3sy MuHucCTepCcTBa 3MpaBOOXpaHEeHU
Poccpmcxon Denepannu
(,,.,ezj YT, Ne ff brn—

ITopsianox opraHu3aluy U NPOBEIEHUs STHYECKOH IKCIEePTH3bI

1. DTHYecKas SKCHEPTH3a IPOBOAMTCS B UENAX BBHIIAYM 3aKTIOUEHHS 00 3THYECKOlM
00OCHOBAHHOCTH BO3MOXXHOCTH IIPOBEJICHHS KIMHHYECKOTO HCCIENOBAHMs JIEKAPCTBEHHOTO
npenapaTa Al MeIUIHHCKOro IpYMeHEHHs (Jajlee — KIMHHIECKOE HCCIEHOBaHHE), a TaKKe
B IIeJIAX BBIIAYM 3AKIFOYEHHA O BOSMOXHOCTH (HEBO3MOXKHOCTH ) TOCYIapCTBEHHON PErHCTPAIIAH
JIEKapCTBCHHOI0 Mpemapara Uil MEINLMHCKOTO MPHUMEHEHUs, KOTOPHIH NpefHa3sHadyeH JIs
IOpYMEHEHHS B YCIOBHSAX YrpO3bl BO3HHUKHOBEHHUS, BO3HHKHOBEHHS H JIHKBHJIAI[UU
Ype3BBIYaHHON CHUTyalldHM M U1 OpraHU3alli¥ OKa3aHUA MEIOHIHMHCKOM IIOMOINM JHLaM,
IIOCTPafaBIIMM B Ppe3yJbTaTe Ype3BbIYAWHBIX CHUTyaUuu#, NPeXyUpeXACHHS Ype3BbIYAMHBIX
CUTyalluH, NpOQMIAKTHKU M JiedeHUs 3aboJieBaHHi, MpPEACTABIAIONIMX OIACHOCTh ISt
OKpYXaromuX, 3a00leBaHHH ¥ IOpaXeHWi, IONYYeHHBIX B pe3yjIbTaTe BO3NCHCTBHS
HEONaronpuATHBIX XMMHYECKHMX, OMOJIOTMYECKHX, paJUallHOHHBIX (akTopoB (namee —
Ype3BbIYaliHas CHTYyaIus), 3aKIIOYEHHS O BO3MOXXHOCTH (HEBO3MOXHOCTH) TOCYNapCTBEHHOM
PETHCTpALlMA JIEKApCTBEHHOIrO Ipernapara Ajsd MEQULMHCKOTO NpPHUMEHEHHS B Cllydae €ro
neheKkTypsl WIM  pPHCKa  BO3HUKHOBEHHMsS Je(QeKTypel B CBS3H C  BBEJCHHEM
B orHoeHHH Poccuiickod Denepalyiy OrpaHHYUTENbHBIX MEpP 3KOHOMHYECKOI'O XapaKTepa
(manee — nedexTypa).

2. OTHYecKas 3KCIIEpTH3a OCHOBLIBAETCS Ha MPUHLUIIAX 3aKOHHOCTH, co6moneHmI mpas
¥ cBo0OJ YenoBeKa U rpaJaHuHa, IpaB IOPUANYECKOro JINLA, HE3aBHCAMOCTH SKCIIEpTa COBETa
10 3THKE (Jaymee —3KcIepT), 0OBEKTUBHOCTH, BCECTOPOHHOCTH M IIOJHOTBHI MCCIIEHOBAHUM,
OPOBOAMMBEIX C HCIONb30BAHMEM COBPEMEHHBIX [JOCTIDKEHWH HAayKH M  TEXHUKH,
OTBETCTBEHHOCTH 3KCIIEPTOB 3a NPOBENEHUE U KAYECTBO STUYECKONH IKCHEPTHU3HL

3. OTHYecKas 3KCIIEPTH3A NPOBOIUTCS COBETOM I10 3THKE HAa OCHOBAHHH HAIIPaBJIEHHOrO
BJIMYHBIA KaOMHET COBETa II0 3THKE B €AWHOU IOCYIapCTBEHHON MH(OPMAIMOHHON CHCTEME
B c(pepe 3apaBoOXpaHeH U (Jlajiee — €IUHas CHCTeMa) 3afaHus MUHUCTEPCTRA 30PaBOOXPaHEeHMA
Poccuiickont Penepaury Ha MPOBEACHHE ITHYECKOH 3KCIIEPTHU3BI, IMOAIHCAHHOIO yCHIEHHOH
KBaJIM(HUILMPOBAHHOH SJIEKTPOHHOM IOANHUCHIO C IPUWIOXKEHHEM JIOKYMEHTOB, YKa3aHHBIX
B IIYHKTaX 4-6 HaCTOSILErO NOpsAaKa.

4.3TU4ecKol 3KCHepTU3e B IENAX BBIIAYM 3aKITIOUEHUS 00 3THUECKOK 0O0CHOBAHHOCTH
BO3MOKHOCTH TIPOBEINEHUs] KIMHUYECKOTO0 HCCIECHOBAHHS IOANEXAT CIeNyIOUIHe JTOKYMEHTBI
¥ CBEICHHUSL:

1) IpOTOKON KIIMHUYECKOT'O HCCIIe/IOBAHNS;

2) Opouropa HccnenoBarelss (Ui 3aperdCTPHUPOBAaHHOIO JIEKAPCTBEHHOIO Iperapara
IOITy CTUMO 3aMEHUTH 0JI00pEHHOI 00IIEH XapaKTepUCTHKON IEKapCTBEHHOr0 Iperapara, eciiy
TaKOH JIeKapCTBEHHBIN IIpenapar 3aperuCTpUpOBaH B COOTBETCTBUY C aKTaMH, COCTaBJISIOIIAMHU
npaB0 EBpasMiCKOro JKOHOMHYECKOTO COI033, M €ro IpPHMEHEHHE B KIMHHYECKOM
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VCCIIEIOBaHUM HE IIPOTUBOPEYUT ONOOpPEHHOW oO0Ield XapaKTepUCTHKE JIeKapCTBEHHOTO
npernapara Juisi MeJUIIMHCKOTO IPUMEHEHHS );

3) uHOpMaITHOHHBIH JUCTOK NallUeHTa;

4) cBenienus 00 ombITe pabOTHI HCCIIEOBATENEH 0 COOTBETCTBYOIIMM CIIELHATBHOCTAMHA
UX OIBITE PaOOTHI IO MPOBEICHUIO KIIMHUYECKUX HCCIICIOBAHMIA,

5) xonus JoroBopa OOS3aTENBHOIO CTPAaXOBaHMS, 3AK/IIOYEHHOTO B COOTBETCTBHH C
THMOBBIME NpaBUIIaMy 00S3aTEBHOTO CTPAXOBaHUs', ¢ YKa3aHHEM IPeeNbHON YHCIEHHOCTH
NAIMEHTOB, YYaCTBYIOUMX B KIIHHUYECKOM HCCIIEIOBaHUH.

5. DKcnepTsl IPOBOAAT IKCIIEPTHYIO OLEHKY YKA3aHHBIX B I[YHKTE 4 HACTOSIIETO MOPSAKA
IOKyMEHTOB H CBEICHUI, KOTOpas BKJIIOYAET ClIeIyoIIee:

1) oneHka comepkaHusl IPOEKTa MPOTOKOJIA KIIHHUIECKOTO UCCIIeTOBaHMUS (HUCCIIeI0BaHHUs
OMOIKBUBAICHTHOCTH H (WJIH) TEparneBTHYECKOH OSKBHBAJIEHTHOCTH) Ha COOTBETCTBHE
3agBJIEMBIM  LEJIAM M 33JadaM  KIMHMYECKOrOo  HccileloBaHus  (HCCIIEIOBaHHSA
OMOSKBUBAIEHTHOCTH W (WJIH) TEpameBTHYECKOH OKBUBAJICHTHOCTH) ¥  BO3MOXHOCTH
JNOCTHIKEHHSI OXXHMIAEMbIX pe3yJIbTaTOB C BOBJEUEHHMEM B KIMHHYECKOE HCCIIETIOBAHKUE
MUHUM&IBHO BO3MOXHOI'O YHCJIa TALUEHTOB;

2) ouneHka 00OCHOBaHMS IPEAINIOIAraeMoro PUCKa MO CPaBHEHHIO C OXKHMIAeMOM ITOJIB30i
OT IIPUMEHEHHUA JIEKApCTBEHHOTO NIpernapara sl MEUIMHCKOTO NPUMEHEHHS IS Mal[HCHTOB;

3) onesnka OOOCHOBAaHHOCTH HEOOXOMUMOCTH HAMYUS B KIIMHHYECKOM HCCIIEIOBAHHM
KOHTPOJIBHOM IpyIIibl NallIeHTOB,

4) oLEeHKA OCHOBaHUH U1 HPEXKIEBPEMEHHOTO MNPEKPAlICHUS Y4acTHs MallieHTOB
B KJIMHUYECKOM HCCIIeI0BaHUMY;

5) OlLEeHKAa OCHOBaHWM Il MPUOCTAHOBJIEHHS M (WIM) NPEKPaIleHUs KIMHHYECKOrO
MCCIIEJOBAHUS;

6) OLlEHKa YCIOBUII MOHHTOPHMHTA M ayHTa IPOBEICHUS KIIMHUYECKOTO UCCIIEIOBAHUS;

7) oueHka BeIOOpa MALMEHTOB, MPHHAMAIOIMX YYaCTHE B IUIAaHHPYEMOM KIMHUYECKOM
HCClieIoBaHNM (11071, BO3PAcCT);

8) onenka kpurepreB Habopa MAMEHTOB IS YYacTHsI B KJIMHHYECKOM HCCIIECIOBaHUY;

9) ouleHKa KpUTEPUEB BKIIOUEHHS MAIIHEHTOB B KIMHIUYECKOE UCCIIeIOBAHUE;

10) oLieHKa KpUTEpHEB HCKITIOYEHUS MallEHTOB M3 KIIMHUYECKOTO HCCIIEIOBaHU;

11) onenka 060CHOBaHHOCTH OTMEHBI WM TIPHOCTAHOBJIEHHUS COMYTCTBYIOIIEH Tepamuu
(mpy HaIMYMM CONYTCTBYIONMX 3a0o0fieBaHMM) I TANWEHTOB, NPUHUMAIOUIMX YdYacTHE
B INTAHUPYEMOM KJIMHAYECKOM UCCIIEIOBaHUH;

12) onenxa 0OOCHOBaHHOCTH Mep MEIUIIMHCKOTO XapakTepa, KOTOphIe IUIaHHPYETCS
OPEeMPHHATE B Clydae, €CIM IAIWeHThl, NPUHUMAIOIMHE Y4acTHe B KIHHHUYECKOM
UCCIIeIOBaHUH, T0OPOBONIBHO pemIaT IPeKpaTUTh CBOE YYacTHE B YKa3aHHOM HCCIIeIOBAHHY;

13) omenka oObema KOMIIEHCALMU M YCJIOBHH €€ BBIIUIATHI B CIIy4ae CMEPTH MallMEHTa
WIX NIPEOCTABJICHUS JICUEHUS], WIIA KOMIIEHCAIlMd U YCJIOBHU €€ BBIILIATHI NP MPUYUHEHUH
Bpella 3710pPOBBIO MMAlMEHTa, B TOM YHCIE BIIEKYIIEro 3a o000l yCTaHOBIIEHHE MHBAIUIHOCTH,
BCJIEICTBHE Y4YacTHUsl B KIIMHUYECKOM HCCIIEJOBAHUM U IPH HAIMYUH IPUUYMHHO-CIEACTBEHHOR
CBSI3U MEXAY HACTYNHBIIUMH COOBITUAMH U IPUEMOM JIEKAPCTBEHHOTO NIperapara;

! Mocranosnenue TMpasutensctea Poccuiickoit ®denepauun ot 13 centadpa 2010 r. Ne 714 «O6 yrBepxacHud TUNOBBIX NpaBuJi
0053aTeNbHOr0 CTPAXOBAHMA MM3HM W 3[0pOBbA TNALMEHTa, YHaCTBYIOWETO B KIMHHUYECKHX HCCAEAOBAHHMAX JIEKAPCTBEHHOIO
npenaparan.
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14) onenxa mep 1o obecrnedeHnro KOHPUIECHIIMATLHOCTH U 0€301aCHOCTH NEPCOHATBHBIX
JAHHBIX NAIEHTOB, IPHHUMAOIUX YUaCTHE B KIIMHUYECKOM UCCIICIOBAHUMY;

15) ouenka MOCTaTOYHOCTH M AOCTYITHOCTH JUIS NMOHMUMAaHUS NAalMeHTOB, HH(OpManuu
O IIAHUPYEMOM KIMHHYECKOM HCCIIEIOBAaHUM, H3TOXEHHOH B WHOOPMAIMOHHOM JIMCTKE
NanyeHTa;

16) oneHKa BIMSHHS PE3yJIbTaTOB KIMHAYECKOIO MCCIIEHOBAaHUS Ha JIFOJEH, U3 KOTOPBIX
IIperonaraeTcsi OCylecTBUTh Habop MalUeHTOB.

6. OrHyeckol SKcnepTH3e B IENAX BbIJAYM 3aKIIOYEHHS O BO3MOXHOCTH
(HEBO3BMOXXHOCTH) TOCYJAPCTBEHHOMW  PErHCTpallid  JICKAPCTBEHHOrO — mpemapara  Juist
MEIUIMHCKOIO IIPHMEHEHHUs, KOTOpBIH MpelHa3Ha4YeH I MpPHMEHEHHS B YCIIOBHSIX
Ype3BBIYAHON CHTYallUu IIOJUIEXKAT CIEIYIONNe TOKYMEHTHL:

1) NpoeKT HHCTPYKLMH 110 METUIMHCKOMY IPUMEHEHHIO JIEKapCTBEHHOTO Mperapara Jist
MEIUUMHCKOIO IPHUMCHEHHs, KOTOpBIM MpelHa3HAauYeH s IPUMEHEHHS B YCIOBHAX
Ype3BBIYaHHON CUTYaluH;

2) MHCTPYKUMS IO MENULMHCKOMY TPHMEHEHHI0O HJIM KpaTKas XapaKTepHCTHKa
JIEKAPCTBEHHOrO Tipenapara Juisi MEINIMHCKOrO NPMMEHEHHs, KOTOPBIA HpejHasHadeH i
[IPUMEHEHHA B YCIIOBUAX YPE3BBIYaiiHON CUTYalllH, YTBEPKICHHBIE B CTPaHe MPOU3BOAUTENS;

3) NpOEKTBI MaKeTOB NEPBHYHOH YNAaKOBKM M BTOPHYHON YNAKOBKH JIEKAPCTBEHHOrO
npenapara A1 MEOHLHMHCKOIO NpPUMEHEHMs, KOTOpBIA TpefAHa3HaueH i HPUMEHEHHUs
B YCIIOBUAX YPE3BbIYaHHOM CUTYaLUH;

4) mpoeKT HOPMATHBHOM JOKYMEHTALMH Ha JIEKAPCTBEHHBIN MPenapar T MeJHIHHCKOTO
IIPUMEHEHU, KOTOPBIH NpeaHa3HayYeH A IPUMEHEHUs B YCIIOBUSIX YPE3BLIUANHON CHTYyallHH,
ar00 yKa3zaHHe COOTBETCTBYIONIEH (papMaKkoneHON CTaThH;

5) HOKyMeHT, coiepXamii HHGOpMAIMIO O HaNUYMH HIH 00 OTCYTCTBHH (aKTOB
perucTpanuy JICKapCTBEHHOTO Mpernapara Uil MEAMUMHCKOTO TMPUMEHEHHS, KOTOPbIH
NpefHa3sHadeH JUlsd NPUMEHEHHWs B YCIOBHAX YpEe3BBIYAHHON CHTyallnW, 3a IpelellaMu
Poccuiickoit @enepanuy;

6) KkomuM [JOKYMEHTOB, 3aBEPEHHBIX H IIOATBEPXKIAOMMX (aKT perucTpaluu
JIEKapCTBEHHOrO IpenapaTa i MEIUIUHCKOro NPUMEHEHHMS, KOTOpBId NpeJHa3HAa4YeH IS
IIPUMEHEHMS B yCIIOBHSAX YPE3BBIYAlHON CUTyallM, B HHOCTPAaHHBIX I'OCYAapCTBaX B Ka4eCTBe
opdaHHOro JIEKapCTBEHHOTO Nperapara;

7) nnaH yOpaBieHWs PHUCKAMH JUIs OWOJNOrMYECKHWX JIEKAPCTBEHHBIX MPEMapaToB JUis
MEIMUHMHCKOIO0 IPHUMEHEHHUs, KOTOpPBIM TIIpelHa3HA4YeH Il IPUMEHEHHS B YCIOBHSIX
Ype3BBIYaiHON CUTYallUH;

8) moKyMeHT o cucreMe (papMaKkoHaa30pa JepKATeIIs WK BIIaJIelIbla peruCTPaAHOHHOIO
YAOCTOBEpEHHs JIEKAPCTBEHHOTO Ipenapara sl MEIUIMHCKOro TpPHMEHEHHs, KOTOPBI
[IpeHAa3Ha4ueH I IPUMEHEHNs B YCIOBUSAX Ype3BbIYaiHON CHTYyalluH;

9) [MOKyMeHT, NOATBEP)XJAMOUMA Ka4decTBO JIEKApCTBEHHOTO Mpernapara Jyis
MEIMIMHCKOIO0 TPUMEHEHMs, KOTOpLIM TnpefHasHayeH il TPUMEHEHUS B  YCIOBHAX
Ype3BBIYAHHON CHUTyalluH, NPOMBIIUICHHBIX Cepuil (IIPOTOKOJ aHalu3a I cepTUdUKaT
aHanusa), Oo/lHa Cephs KOTOPOro MOJKHA COBIAJaTh C cepueil obpaslia JeKapCTBEHHOTO
npernapara s MEOHIMHCKOrO IpUMEHEHUs, IPE/ICTABIEHHOI0 Ha TIOCYAapCTBEHHYIO
perucTpanuio;

10) xonus mOKyMeHTa, CONEpIKAILEro CIEAYIOLIYI0 HHOOPMAIHIO O (hapMaleBTHIeCKOM
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CyOCTaHIMU WIH (apMaLeBTHYECKUX CYOCTaHUMsX, BXOAAIIMX B COCTaB JIEKAPCTBEHHOIO
npenapara A8 MEOULMHCKOTO TPUMEHEHHUs, KOTOPBIH IpelHa3HaueH s MpPHMEHEHHS
B YCJIOBMSX YpE3BbIYAfHON CHUTyaluy, 3a HCKJIIOYeHHEM HHpopMaruu o (papMaleBTHYECKHX
cyOCTaHIMAX, BKIIOYEHHBIX B TIOCYJapCTBEHHBIH pPEECTp JIEKAPCTBEHHBIX  CPEJCTB
B COOTBETCTBHM €O crarbed 34 DenepanpHoro 3akoHa or 12 ampenss 2010 r. Ne 61-03
«O06 obpaieHny IEKapCTBEHHBIX CPENCTBY:

a) HauMeHOBaHue (apMalleBTHUECKOH CyOCTaHIMHU, e CTPYKTYpa, OOIIHe CBOMCTRA;

0) HaMMEHOBaHHE U aJIPeC IPOU3BOIHUTENS;

B) TE€XHOJIOTUs IPOM3BOJACTBA C ONMCAHMEM CTa[Mil MPOU3BOACTBA U METOIOB KOHTPOIIS
Ha BCEX CTaaUAX MPOU3BOJICTBA;

r') onMcaHue pa3paboTKH Ipoliecca MPOU3BOJICTBA,

1) ONHCaHHE KOHTPOJNS KPHTUYECKHX CTaJUi MPOU3BOJACTBA U IMPOMEXYTOUHOMN
IIPOAYKLIHH;

€) JOKyMEHTAJIBHOE NTOATBEPKACHHE (BATUIAIHS ) IIPOLECCOB U (MJIH) UX OIEHKA;

) CBOMCTBA U CTPYKTypa JeHCTBYIOUINX BEIIECTR;

3) XapaKTepUCTHKA IPUMECEH;

) crieruUKanys Ha papMaleBTHYECKYIO CYOCTaHIUIO U €€ 00OCHOBAHKE;

K) aHIMTHYECKUE METONUKH, MCIOIh3yeMbIe NPHU OCYINECTBICHUM KOHTPOJS KayecTBa
(dapManeBTHUECKOMN CyOCTaHIUH;

J) JOKYMEHT&JIbHOE IIOATBEpXIeHUe (BaTUAals) aHAIWTUYECKHX  METOIUK,
UCIOJB3YEMBIX IIPH OCYIIECTBICHUN KOHTPOJSI KauecTBa apMarieBTHIeCKOH cyOcTaHIMu;

M) pe3yJpTaThl aHaTu3a Cepril hapManeBTHUECKOM CyOCTaHITHH;

H) MEepEeYEeHb CTaHAAPTHBIX 00pa3LOB WIH BELIECTB, UCIIOIb3YEMBIX IIPH OCYIIECTBICHUN
KOHTPOJISI KauecTBa,

0) OIHUCAaHHE XapaKTEPUCTHUK M CBOMCTB YNMaKOBOYHBIX MAaTEPHAIOB H YKYHIOPOYHBIX
CPEICTB;

II) JaHHbIE O CTaOUIBHOCTH (hpapMalleBTUIECKOH CyOCcTaHIIuY;

P) CPOK FOTHOCTH;

11) B oTHOIIEHHH (papMaLEeBTHIECKHIX CyOCTaHIMN, BXOASAIINX B COCTAB JIEKAPCTBEHHOIO
npenapata Ajid MEAMLMHCKOrO IIpUMEHEHHs, KOTOpBbIM IpeAHasHadeH Iid MpUMEHEHHUs
B YCIOBHAX YPE3BBIYAWHON CHUTyallu¥, M BKJIIOYEHHBIX B TOCYJAapCTBEHHBIH peecTp
NEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU cO crarbed 34 DenepaabHOro 3akoHa
or 12 ampenst 2010 r. Ne 61-@3 «O6 obOpalieHuy JIeKapCTBEHHBIX CPEACTBY, - KOMHUS TOKYMEHTa,
COJIEpXKaIlero cleayIoIy0 HH(OpMaLUIO:

a) HaUMEeHOBaHUe papMaleBTHIECKON cyOCTaHIIMH, ee CTPYKTypa, o0IIre CBOHCTRA;

0) HauMEeHOBaHHE M aJIpec TPOU3BOAUTEIIS;

B) pe3yJIbTaThl aHAJIM3a cepuil (hapmaneBTHUECKOH CyOCTaHIIHY;

I') CPOK FOTHOCTH;

12) oT4eTs! 0 pe3ynbTaTax KIMHIHYECKUX UCCIeIOBAHUN JIEKapCTBEHHOTO Mperapara Jjis
MEAMUMHCKOrO INPUMEHEHMs, KOTOPBIH TIpeNHa3sHaueH [Uisl [PUMEHEHWS B YCJIOBUAX
Ype3BBIYANHON CUTYalUH.

7. OTH4YecKOH OJKCIepTH3e B LeNSIX BBIAAYM 3aKIIOYEHUS O BO3MOXKHOCTH
(HEBO3BMOXKHOCTH)  TOCYJIapCTBEHHOH  perucTpaundyl  JIGKapCTBEHHOTO  Iperiapara  uis
MEIULUHCKOrO IIPUMEHEHUS B Cllydae Ae(eKTyphl, MOIeXaT CIEAYIOIHIE TOKYMEHTHIL:
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1) mpoeKT HHCTPYKUUH 110 MEOULIMHCKOMY IPHMEHEHHUIO JICKApCTBEHHOTO IIperapara Ajis
MEIVLMHCKOro MPUMEHEHUS B Cliydae NepeKTyphl;

2) UJHCTPYKIMSA IO MEAUIMHCKOMY NPUMEHEHHIO WA KparKas XapaKTepHUCTHKA
JIEKapCTBEHHOIO IIperapara Ui MEIWIIMHCKOrO TPUMEHEHHS B ciaydae AeheKTypsl,
YTBEpP)KIACHHBIE B CTpaHe IIPOU3BOAUTENS;

3) mpoeKTHl MaKeTOB NEPBHYHOM YMaKOBKH M BTOPHYHOM YMAKOBKH JIEKAPCTBEHHOI'O
npenapara Juisi MEQUIIMHCKOTO IPUMEHEHHUs B cllydae e eKTyph;

4) IpOeKT HOpMaTUBHOM JOKYMEHTALUH Ha JIeKapCTBEHHBIH Ipernapar o1 MEOULMHCKOIo
IpUMEHEeHHUS B CiIydae JeheKTyphbl;

5) nmokyMmeHT, colepkalluii HHpOpManMIO O HaJIUYMM WM 00 OTCYTCTBHH (DaKTOB
perucTpanuy JIEKapCTBEHHOr0 Tperapara Uil MEOWIIMHCKOrO IPUMEHEHHA B Ciydae
nedexTypsl, 3a npenenamu Poccuiickoit ®enepanuy;

6) KomuM JOKYMEHTOB, 3aBEPEHHBIX 3asBUTENEM, IOATBEPKIAONMX  (aKT
rOCyJapCTBEHHON pPErvcTpanyy JeKapCTBEHHOTO Mpenapara Uisi MEIUIITHCKOro MPUMEHEHMS
B ciaydae OeQeKTyphl, ¢ TaKMM >k€ MEXIyHApOIHbIM HENaTeHTOBAaHHBIM HaHMEHOBaHHEM
B Poccuiickoit Menepanyv B kayecTBe Op¢aHHOrO JIEKAPCTBEHHOTO IIpenapara;

7) TwUlaH yTpaBieHUS PHUCKaMH i OHOJIOTHMYECKHX JIEKApCTBEHHBIX IIPENaparoB IS
MEAULMHCKOro NPUMEHEHHUS B ClIydae JeheKTypHI;

8) noxymeHT o cucteme papMakoHaa30pa epKaTens WK Bla/ienblia peTHCTPAllHOHHOTO
yJIOCTOBEPEHUSI JIEKAPCTBEHHOTO Mpenapara Julsi MEAMLMHCKOTO IPUMEHEHHS B Ciydae
nedexTypsbl;

9) [nNOKyMeHT, TIOATBEPKIAIOIMIMH KadyecTBO JIEKapCTBEHHOrO IIpemapara JAjs
MEIUIMHCKOTO IPUMEHEHNA B ciiydae edeKTypsl, 3 cepuil (IpOTOKOJ aHaIM3a WK CepTUPHKAT
aHa M3a), O/lHa M3 CEepHil KOTOpOro JOJDKHA COBIANaTh C cepuel obpasma JIeKapCTBEHHOIO
mpemapara i MEIUIMHCKOTO IPUMEHEHHs, IPEACTAaBIIEHHOIO0 Ha TIOCYyAapCTBEHHYIO
PETUCTPALHIO; |

10) xonms TOKyMEHTa, CO/IEPIKaIero CIEAYIoUTylo HHpopMamMoo o ¢papManeBTUIECKOR
cyOcraHuy wid ¢apMaleBTHYECKUX CyOCTaHUUAX, BXOMAIIUX B COCTaB JIEKAPCTBEHHOI'O
npenapara JUis MEOWLIMHCKOTO IpPUMEHEHHS B ciydae Oe(eKTypsl, 3a HCKIIOUCHUEM
HHGOpMaIH O (papmMalleBTUYECKHX CyOCTaHIHMAX, BKIIOUEHHBIX B rOCYJIApCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBUM cO crarbed 34 DemepanbHOro 3akoHa
ot 12 anpens 2010 r. Ne 61-®3 «O6 o6paleHu JIEKapCTBEHHBIX CPEACTBY:

a) HauMeHOBaHue (hapMalleBTHYECKOH CyOCTaHINH, ee CTPYKTypa, OOIIie CBOWCTRA;

0) HaHMEHOBaHME U aPec MeCTa HAXOXICHHs IPOM3BOAUTES;

B) TEXHOJIOTHS IIPOM3BOJCTBA C ONMCAHUEM CTAaIMii IIPOM3BOACTBA H METOAOB KOHTPOJIS
Ha BCEX CTaJUsIX IPOU3BOICTBA;

r) orncanue pa3paboTKU Ipolecca IpOU3BO/ICTBA;

I) OIMCaHHE KOHTPOJS KPUTHUYECKUX CTaJdii IPOM3BOACTBA H IPOMEXYTOYHOU
IPOAYKIVH;

€) JOKyMeHTAIbHOE IOATBEPXKICHUE (BaIi1alii) TPOLIECCOB U (UJIM) HX OLIEHKA,;

) CBOMCTBA U CTPYKTypa JeHCTBYIOLIMX BELICCTB;

3) XapaKTEpUCTHKa IPUMECEH;

1) crienruKanys Ha papMaeBTHIeCKYI0 CyOCTaHLIUIO U ee 000CHOBAHUE;

K) aHQJIMTHYECKUE METOAUKH, UCIIONb3yEeMBble NPU OCYIIECTBIEHHMH KOHTPOJ] KadyecTBa




¢dapManeBTHUECKO# CyOCTaHIIHM;

J) JOKYMEHTaIbHOE IMOATBEpXKIeHUWEe (Baludanvs) aHAJTHTHYSCKHX METOJUK,
HCIIOJNIb3yEeMBIX IIPH OCYILIECTBICHUN KOHTPOJIA KauecTBa hapMalleBTHIECKOH CyOCTaHIIUH, HITH
CBeEHUs, OATBEPXKIAIOIINE MPUTOAHOCTh UCIIONB30BAaHHBIX aHATUTHYECKHUX METOIHK;

M) pe3yJIbTaThl aHaTu3a cepHii (hapmalleBTHUECKON CyOCTaHIINH,

H) epeYeHb CTaHIapPTHHIX 00pa3lioB WIH BEIIECTB, UCITOJb3YEMBIX IPH OCYIIECTBIEHHH
KOHTPOJISI Ka4eCTBa;

0) ONHCAHHE XaPAKTEPHCTHK M CBOHCTB YHNaKOBOYHBIX MATEPHAIOB M YKYIOPOYHBIX
CPEeICTB,;

I1) JaHHBIE O CTAOMIBHOCTH (apMalleBTHIECKOH CyOCTaHIIMH;

P) CPOK TOTHOCTH;

11) B oTHOIIEHNH hapMaLieBTHYECKHUX CYOCTaHIHMN, BXOASAIIMX B COCTAB JIEKAPCTBEHHOI'O
npenapata A8 MEIULIHUHCKOrOo TNpHMEHEHWs B clydae Ae(eKTypsl, W BKIIOYEHHBIX B
rOCYJapCTBEHHBIH peecTp JEeKapCTBEHHBIX CpENCTB B COOTBETCTBHM CO CTaTheit 34
®enepanpHoro 3akoHa ot 12 ampens 2010 r. No 61-®@3 «O6 obpamieHdu JieKapCTBEHHBIX
CpPEeACTBY, - KONHS JOKYMEHTA, COAEPXKAIIETO CIeAyrOIIyr0 HHPOPMAIIHIO:

a) HauMeHOoBaHue QapMalleBTUIeCKOH cyOCcTaHIIMK, ee CTPYKTypa, OOIIHe CBOKCTBA;

6) HauMEeHOBaHMe U aJipeC IPOU3BOIUTENIS,

B) pe3yJbTaThl aHAIM3a cepuil papmaneBTUYECKOH CyOCcTaHINH;

I') CPOK T'OAHOCTH;

12) oT4yeTs! 0 pe3ynpTaTax KIMHUYECKUX HCCIIEAO0BaHMI IEKapCTBEHHOTO Mpenapara Iis
MEIUIMHCKOr0 MPUMEHEHHUS B ciTydae 1edeKTyphI;

13) cBeneHHs O 3aKIIOYEHHH MEXBEIOMCTBEHHOH KOMHCCHH IO OIpEACIICHHIO
AeheKTypbl WM PUCKa BO3HUKHOBEHMs Ae(QeKTyphl JIEKApCTBEHHBIX TIPeNapaTtoB B CBA3H C
BBEJICHHEM B OTHOIIEHUM Poccuiickoii denepaiun orpaHAYUTENBHBIX MEP 3KOHOMHYECKOTO
XapaKTepa O HAJIMYWY B OTHOLICHWHM JIEKAPCTBEHHOrO mpernapara JedeKTYpsl MM PHCKa ee
BO3HHKHOBEHHS;

14) nuceMeHHOE OATBEPXKICHHE FOPHINIECKOro ML, JeHCTBYIOETO B COOCTBEHHBIX
MHTepecax WM YTOJHOMOYCHHOI'O MPEACTaBIATh HHTEPECHl APYroro IOPHUIHYECKOro JIHIA,
3afBJLAIOILETO JIGKAPCTBEHHBIN IpemapaT Ha TOCYyJapCTBEHHYK) PErHCTPAlHio, 4YTO
perucTpals JIEKapCTBEHHOIO IIpermapara He HapyllaeT I@IpaB TPEThUX JIMII Ha
UHTEJUIEKTYATbHYI0 COOCTBEHHOCTD.

8. IlpoBenicHHE 3THYECKON IKCIEPTU3BI, COCTABJICHHE COBETOM II0 3THKE 3aKIIOUYECHH,
IIOANHMCAHHOIO YCHJICHHON KBaTH(QHUUUPOBAHHOM 3MEKTPOHHOW MOANUCHIO, W HANpaBieHHe
JAHHOrO 3aKJIIOYEHWS B JIMYHBIH KabuHeT Mumn3apaBa Poccun B enuHOM cucTeMe,
OCYILIECTBIIAIOTCS B CPOK, HE MIPEBHIIIAIOIMUN COOTBETCTBYIOLIHI CPOK MPOBEICHUS 3THYECKOM
9KCHEPTU3bl, yKa3aHHBIH B IYHKTe 9 HaAcTOAIIEro NOpAAKa, M YCTAHOBJIEHHBIA CO JHSA
HanpaBJIeHUs B JIMYHBIA KaOWHET COoBeTa MO 3THUKE B €JUHOM cucTeMe 3alaHud MUH3ApaBa
Poccun.

9. Cpoku npoBeJIeHUs 3STHYECKOH SKCIEPTH3HI:

1) ans ueneii, yka3aHHBIX B ITyHKTe 4 HACTOAIIErO MOPAIKA, — B CPOK, HE IPeBHILIArOIIui
ABaJUaTH NATU paboyux IHEH co JHS HaANpaBleHUS B JINYHBIA KaOWHET COBETA IO THKE B
eIMHOM cHcTeMe 3aaanusd Munsnpasa Poccny;

2) puid Lene, yKa3aHHBIX B ITyHKTe 6 HacTOAIIEro MOpsAaKa, — B CPOK, He NMPEBBIIIAIOIHiA
NATHAALATH pabouux AHEH co JAHS HanpasieHH B THYHEIM KaOHHET COBETA II0 STHKE B €JHHOM




cucreMe 3ananus Munsapasa Poccnu;

3) nns menel, yka3aHHBIX B ITHKTE 7 HACTOSILETO IMOPS/IKA, — B CPOK, HE MPEBLILIAIOIIMIM
TpUALATH pabodyux AHEH CO JHA HalpaBlieHUs B JIMUHBIM KaOHMHET COBeTa MO THKE B €IHHOMN
cucreMe 3aanust Munsnpasa Poccuu.

10. Tlpencenarenr coBera mo JTHKE oOecnieunBaeT OOBEKTHBHOE, KadeCTBEHHOE
U BCECTOPOHHEE NPOBEACHME dTUUECKOM IKCIIePTH3bl B COOTBETCTBHH C 3aqaHHeM MHH3IpaBa
Poccun.

11. Tleper HagaIOM NPOBEAECHHUS STUYECKON IKCIEPTH3BI COBETOM I10 ATHKE MPOBOJUTCS
OpraHu3aIMOHHOE 3aceaHne, Ha KOTOpOM:

1) onpenensercs NopsiHoK paboThI KCIIEPTOB,;

2) onpeAensaOTCsl OCHOBHbIE HAPaBIeHus PabOThI SKCIIEPTOB;

3) yTBepknaeTcs KaJICHAAPHBIA IUTaH paboThl coBeTa MO OTHKE HCXOAA M3 CpOKa
IIPOBEICHUS 3TUYECKOM 3KCIEPTU3bI U MpelcTaBadercs B Munsapas Poccun He nosgHee Tpex
pabounx JHeH CO AHS ero yTBEpKIEHHUS TOCPEICTBOM EKTPOHHOM MOYTHI.

4) ompenensroTcs UHBIC IMOJOXKEHHS M YCIOBHUS, HEOOXOMUMBIE It paboThl 3KCIEPTOB
Y IIPOBEIEHUS 3THUECKON HKCIIEPTU3EI.

12. DOxcnepr mpH NpOBENEHUHM INOPYYEHHOH eMy IpelcenaTelieM COBETa IO STHKE
STUYECKON DKCIEPTU3BI 00sI3aH:

1) mpoBecTm 1OJHOE HCCIENOBaHHE TPEACTABICHHBIX €My MATE€pHUalioB, JaTh
060CHOBaHHOE U OOBEKTHBHOE 3aKIIOYEHHE IO ITOCTABJIEHHBIM MMEepel HHM BOIPOCaM HIIH
MOTHUBHUPOBAaHHOE 3aKJIFOYEHHE O HEBO3MOXXHOCTH MPOBEACHHUS MM 3THYECKOH DKCICPTH3BI,
€CJIM IIOCTAaBJICHHBIE BOIIPOCHl BBIXOAAT 3a [Mpelenbl CHEUHATbHBIX 3HAHHH JKCIIepTa,
1 MaTepHajbl HENPUTOAHBl WIM HENOCTaTOYHBl IS NPOBEACHUS HCCIASNOBAaHMH K Jadu
- 3aKJIIOYEHUS JMO0 COBpPEMEHHBI ypOBEHb pa3BUTHS HAyKd HE II03BOJISIET OTBETHUTH
Ha IIOCTaBJICHHbIE BOTIPOCHI;

2) OTBETCTBEHHO ¥ TOYHO (OPMYJIMPOBATh BBIBOJIBI B IIpeeiiax CBOEH KOMIICTEHIIUY;

3) He pasriamarh CBEJEHHS, KOTOPHIE CTald €My HM3BECTHHI B CBS3U C IPOBEICHHEM
3THYECKON 3KCIEPTU3BI, a TAK)KE CBEJICHUS, COCTABISIONIUE FOCY JAPCTBEHHYIO, KOMMEPYECKYIO
WM MHYIO OXPaHAEMYIO 3aKOHOM TaiHy;

4) cobronaTh yCTaHOBIEHHBIE CPOKHU U IIOPAIOK MPOBENEHUS TUYECKOI SKCIIEPTH3HI;

5) obecneunTh COXpPaHHOCTH IIPEJICTABIEHHBIX JJOKYMEHTOB.

13. Dxcnepr He BIIpase:

1) mpoBOOUTE 3THYECKYIO 3KCIEPTHU3Y II0 OOpaIlleHHIO HENOCPEACTBEHHO K HeMy
OpraHu3aluil Wi GU3NIECKUX JIMIIL;

2) caMOCTOSTEIBHO COOUPATh MaTepUaiIbl IJIs IIPOBEACHUS ITHUECKOU IKCIIEPTU3HI.

14. IIpu npoBeneHUHU STUYECKON SKCNEPTU3BI HE JOMYCKaeTCsl UCTpeOOBaHUE IKCIEPTOM
y JMILI, YKa3aHHBIX B yacTh 3 ctaThu 38 DenepanpHoro 3akoHa ot 12 anpensa 2010 r. Ne 61-03
«O6 obpamesny I€KapCTBEHHBIX CpeACTB» Wi TyHKTe 4 OcoOeHHOCTeH oOpalieHus
JIEKapCTBEHHBIX CPEACTB I MEIUUMHCKOrO NMPUMEHEHHUs B cirydae Je(eKTypbl WIH pHCKa
BO3HUKHOBEHUS A€(DEKTYpBI JIEKAPCTBEHHBIX IIPENapaToB B CBA3H C BBEICHHEM B OTHOLICHUH
Poccuiickoit Penepanyiv OrpaHUYUTENbHBIX MEP SKOHOMHUYECKOTO XapaKTepa, YTBePKIEHHBIX
nocranosienueM IlpasurtensctBa Poccuiickoit @enepannu ot 5 anpens 2022 r. Ne 593,
nyakre 3 OcobeHHOCTeH oOpalieHus JIEKapCTBEHHBIX IIPEnapaToB Ui MEAULMHCKOIO
INPUMEHEHHUsI, KOTOpEIE MIpeIHA3HAuEHB! [ IPUMEHEHUS B YCIOBUSX YIPO3bl BOSHUKHOBEHUS,
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BO3HUKHOBEHMsS W JIAKBHIALMU 4YpE3BbIYAHOW CHUTyallMM W IS OpPraHU3alUd OKAa3aHUA
MEJUIMHCKON IMOMOINM JIMIaM, I[OCTPAaJaBIIMM B pe3yJbTaTe Ype3BBIYaHHBIX CHTYALIHi,
NPEAYNPEeXACHUs YPE3BbIYadHBIX CHTyaluid, NOpOQUIaKTHKH U Jie4eHHsd 3a00JieBaHHIA,
IPEACTABISAIOIUX OMAaCHOCTD I OKpPYXKaIoIUX, 3a00JIeBaHMit M MOpaXKeHUH, MOMYYEHHBIX B
pe3ynbTaTe BO3HEHCTBHUSA HEOIArONpPUSTHBIX XUMHYECKHUX, OHONIOTHYECKHMX, paJHAI[MOHHBIX
dakTopoB, YTBEp)KAEHHBIX IocTaHOBIeHWeM IIpaButenncTBa Poccuiickoii ®enepanyu
ot 3 anpens 2020 r. Ne 441 (nanee — 3as4BUTENB), TMOO MHBIX JIMI[ MATEPHAJIOB, HEOOXOAUMBIX
JUIA TIPOBEACHHMA 3THYECKOH 3KCIEPTH3bl. B cilyuae HeZOCTaTOYHOCTH IIpeCTaBIICHHBIX
JKCIIEpPTYy MaTEPHANIOB B JIMYHBIM KaOMHET 3asBUTENS B €OHHON CHCTEME YIIOJHOMOYEHHBIM
JIMLOM COBETa II0 3THKE, HA3HA4YeHHBIM IPe/CEaTeNIeM COBETa IO 3THKE WM OXHHM U3 €ro
3aMeCTHTEJIeH M3 YUCila SKCIEPTOB (fanee — YIOJHOMOYEHHOE JIUIO), HAIPABIAETCS 3aIpoc O
IIPE/ICTABICHUN HEOOXOMMBIX MaTepHaJIOB, TIOIIMCAHHBIN TIpecenareneM (YIoTHOMOYEHHEIM
JIMIIOM) COBETa 3THKE C MCIONB30BAHUEM YCHIICHHOH KBAJM(HIUPOBAHHOM 3JIEKTPOHHOM
IIOANKCH, a TAKKe Halpas/IgeTcsl yBeAoMIIeHHE 00 yKa3aHHOM 3ampoce B JIMYHBIM KaGHHeT
MuHn3sapasa Poccuu B €IMHOM CUCTEME.

3asgBuTens 00s3aH HANPaBHTh B JIMYHBIA KaOMHET COBETa IO 3THKE B €AWHOM CHCTEME
IIOANMCAHHbIM YCHIEHHOH KBaIH(UIMPOBAHHON 3JIEKTPOHHOM MOAMKCEHIO? OTBET Ha 3alpoc
O IpPEACTaBJICHUH HEOOXOIMMBIX MAarepHalioB COBETa IO ITHKE B CPOK, HE IPEBBILIAFOLIMIA
AEBAHOCTA PabOYMX THEH CO MHSA TONYYEHUsI COBETOM II0 3THKE JIEKTPOHHOTO YBEIOMICHHUS O
[IOJTy4YEeHHH 3aABUTENIEM YKa3aHHOIO 3alpoca. BpeMs co [HS HalpaBlieHHS COBETOM IO STHKE B
NMYHBIM KabuHET 3asABUTENs B €AMHOM CHCTeME 3ampoca O MPEACTaBIEHHH HEOOXOMMMBIX
MAaTepHalloB [0 JHS HallpaBlICHHs 3asBUTENIEM B JIMYHBIM KaOWHET cOBeTa IO 3THKE B €IUHOMN
CHCTEME OTBETa Ha YKa3aHHBIM 3allpOC HE YYUTHIBAETCS NPHU HCUYMCICHHH CPOKa IPOBEICHHUS
STUYECKON 3KCIIEPTU3b], YKA3aHHOTO B IIyHKTE 2 HACTOSIIETO NOpsaKa.

15. B ciny4asx HeI0CTaTOYHOM 0OOCHOBaHHOCTH WM HEIIOJTHOTHI 3aKII04YEHHs COBETa II0
9THKEe, HaW4YHMsd B HEM IPOTHBOPEYMBBIX JIaHHBIX, (anbCcHdUKalH BHIBOJOB ITHYECKOM
9KCIEPTH3Bbl, COKPBITHSA OCHOBAaHUH IJI OTBOZAA IKCIIEPTa BCIEACTBUE €I0 3aHHTEPECOBaHHOCTH
B pe3ylbTaTax 3THUYECKOH OSKCNEpTH3bl, HATHYHS [AHHBIX O MPAMOM JHOO KOCBEHHOM
BMEILATENbCTBE B IPOLIECC ITUYECKOM SKCIIEPTH3bI JIHII, HE YYaCTBYIOIUX B €€ IPOBEICHUH, HO
OKa3aBIIMX BIMsSHHE Ha IIpOLECC W pe3ynbTaThl €€ IpoBeleHHs, Mun3gpaBoM Poccuu
Ha3zHayaeTcs MOBTOPHAsA ATHYECKask SKCIepTH3a.

16. IToBTOpHAs 3TUYECKAs IKCIIEPTH3a IPOBOIUTCS Ha OnrpKaiiiem 3aceJaHuy COBETA II0
STHKE CO JHs ITOJIyYEeHHsI COBETOM II0 3THKE B JIMYHBIA KaOuHeT 3axanus Mun3apasa Poccuu Ha
IIPOBEIEHNE ITIOBTOPHOM 3THYECKOM SKCIIEPTU3HI.

2 Yacrs 42 crateu 39! denepansHoro 3akoHa ot 12 anpens 2010 r. Ne 61-®03 «O6 o6paiieHun J€KapCTBEHHBIX CPEACTBY.




IIpunoxenne Ne 3
K nIpukazy MuHHCTEpCTBA 3paBOOXpaHEHUs
Poccutickoiit @enepanuun

OT T e 75425 22228 No Sz,

Hopsipok pasMeniennst HH(POPMALMH 0 COCTABE COBETA MO ITHKE, NJIAHAX €ro
paboThbl M TeKymel AeATeJbHOCTH Ha OPUIHAJILHOM caiiTe MUHHCTEPCTBA
3apaBooxpaneHus Poccuiickoit @enepanuu B UHGOPMANMOHHO —
TEJIEKOMMYHHKAUMOHHO# ceTH «IHTepHeT»

1. MunszgpaB Poccum pasmemaer Ha oduimansbHOM caiite MuH3npaBa Poccuu
B HH(OPMAIIOHHO-TEIEKOMMYHIKAIIMOHHOU ceTH «MHTepHeT» (nanee — oGuIMaNbHbIA CaliT)
CJIEYIOIY0 HH(POpMALHIO:

1) o cocrase coBeTa NO 3THKE, yTBEpXAeHHOM MuH3npaBom Poccuu, B TedeHue JIBYX
pabounx JHeH co AHsA u3aaHus Npuka3za Munzapasa Poccun 00 yTBEpXKIEHHUH COCTaBa COBETA
110 STHKE WJIA BHECEHUS B HErO U3MEHCHHI,

2) o nnaHe pa®oOTHI cOBETa MO ATHKE, IPEICTABICHHOM COBETOM IO 3THKEe B MHH3/IpaB
Poccun He moszpHee Tpex paboumx OHEW €O AHS €ro YTBEpKICHHS COBETOM IO OTHKE,
B T€YEHHUE Tpex pabounx AHeH co JHs ero noctymieHus B Munsapae Poccuw;

3) o Tekylel AeSITEeNbHOCTH COBETA MO 3THKE B TEYEHHE TPeX pabodMx JHEH co AHS ee
nocryiuieHuss B Munzapas Poccun.

2. Uadopmanus pasmemaercs Ha oQUIMaIHLHOM caiiTe B TEKCTOBOM (TaOIMYHOM) BUJIE, B
(dbopMe 3NeKTPOHHBIX 00pa30B JOKYMEHTOB M (WIH) B rpaduueckoM opmaTe. DIEKTPOHHEIE
obpa3pl  JOKYMEHTOB  JIOJDKHBI ~HMeTh  paclpOCTpaHEHHBIE  OTKPBITHIE  (OpMATEI,
obecreurBaroNIye BO3MOXKHOCTh POCMOTPA BCETO JIOKYMEHTa JTHO0 ero pparMeHTa CpeICTBAMHE
O0IIEAOCTYIHOTO MPOTPAMMHOTO O0ECIIeYCHHsI TPOCMOTPa HHGOPMAIUH, U HE JOJIKHBI OBITH
3aIu(hpOBaHbl WM 3alMIUEHBI CPEACTBAMH, HE IMTO3BOJISIONIMMHE OCYIIECTBUTh O3HAKOMIIEHHE C
HX COZIEP’)KMMBIM 0€3 TOMOMHUTENbHBIX IPOrPAMMHBIX HITH TEXHOJIOTHYECKUX CPEIICTB.

3. llpu pasmenienun uHbOpMalKMK HA OQUIMATILHOM CaliTe U ee OOHOBIICHHH JOJDKHEI
00ecreynBaThCs €€ MOCTOSIHHAS JOCTYIMHOCTD, aKTyJIbHOCTD M JIOCTOBEPHOCTb.

4. Pa3zmemenue nHGopmManyy Ha OQUIHATHEHOM CalTe OCYINECTBIISIETCS C COOIIONEHHEM
OTpaHUYEHHH, YCTAaHOBJIEHHBIX 3aKOHOAATENbCTBOM Poccuiickoit deneparyy 0 NepcOHATBHBIX
JTaHHBIX, KOMMEPYECKOH, TOCYNapCTBEHHOU U UHOM OXpaHsAEeMOM 3aKOHOM TaiHe.




[Tpunoxenne Ne 4
K IIpuKa3y MUHHCTEepCTBA 3ApaBOOXPAHEHHUS
Poccuiickoit @eneparnun
OT Sy uwrmvgine Zecgh. Ne 25 2y

®opmMma

MununcrepceTBo 3apaBooxpanenus Pocculickoi ®enepanuu
COBET I1IO 3THUKE

Jara npoBeieHN 3acelaHUs COBETA 110 3THKE «__ » 20 1.

3ak/ar0YeHHe COBETA M0 ITHKE 00 3 THYECKOM 000CHOBAHHOCTH BO3MOXKHOCTH
NPOBeIeHNUs KJIMHHYECKOr0 HCC/Ie/I0OBaHNS JIEKAPCTBEHHOI 0 NIpenapara J1Jist
MeIULMHCKOr0 NpUMeHeHHUsl

1. O0mue momoXXeHus:

1.1. Homep u nara 3amanuss MuHucteperBa 3apaBooxpaHeHust Poccuiickoit @enepanuu

b

1.2. O6BEKT 3THYECKO 3KCIIEPTHU3HI

JIOKYMEHTHI AJIs1 MOIYYEeHHs pa3pellieHHs Ha NpPOBEACHHE KIMHUYECKOTO HCCIIeIOBaHHUS
JIeKapCTBEHHOr0 IIpemapara /M MEIUIMHCKOTO IpUMEHEHHs (Jajee — KIMHHYECKOES
HCCIICOBAaHNE), yKa3aHHbIe B IyHKTe 2 mnpuioxeHus Ne 2 k mnpukasy MuHHCTEpCTBa
3apaBooxpaHeHuss Poccuiickoii ®enepauuu ot 31.10.2024 Ne 586 «O6 yTBepkIeHHH
NIOJIOKEHUSI O COBETe [0 3THKE, MOpsJKa €ro COo3/aHdus M HeSTeNbHOCTH, TpeOoBaHMM
K KBJIM(DUKAIMH U ONIBITY PabOTHI IO IKCTIIEPTHOM OLeHKe HAYIHBIX, METUIIMHCKHX U STHYECKHX
acleKTOB KIMHHUYECKMX HCCIENOBaHHIl JIeKapCTBEHHBIX IIPENapaToB OIS MEIHIIMHCKOIO
IIpUMCHEHUs, TPEABABIAEMBIX K OKCIEPTaM COBETa MHO 3THKE, MOPAAKA OpraHH3aiyu
U TPOBENCHUS JTHYECKOM OSKCOEpTH3BL, (OpPM 3aKIIOUEHHH coBeTra IO JTHUKE, MOpsAKa
pasMmeleHus MHQOpManMU O COCTaBe COBeTa IO 3THKE, IUIAHaX ero paboThl M TeKyIuei
OEATEIbHOCTI Y,

1.3. HaumeHOBaHUE TEKapCTBEHHOrO Mpemnapara:
MEXIyHapOJHO€ HENAaTCHTOBAaHHOE WM XHMHUYEeCKOoe HauMeHOBaHHEe (Ipd HAIMYHH)

)

TOProBo€ HAUMEHOBAaHUE ;

1.4. ¢dopma Beimycka (nekapcTBeHHas (GopMa, [O3MPOBKa, CHOCOOBI BBEIEHHS
U IpUMEHEHUs, Macca/00beM/KOMIUIEKTHOCTB) ;

1.5. Ha3zBanue npoToKo/ia KIHHUYECKOTO HCCIIE0BAHHUS ;

1.6. CBenenus o 3asBUTENEe, yKa3aHHOM B 4YacTH 3 crtarhd 38 DemepaibHOro 3akoHa
or 12 ampens 2010 r. Ne 61-®3 «O6 oOpameHUH JIEKApPCTBEHHBIX CPEACTBY

H

(HaumeHoOBaHue, aapec Mecta HaxoxaeHus, OI'PH)




-

2

2. OKcnepTHass OLEHKa IpEICTaBICHHBIX Ha OJTHYECKYIO OKCIEPTH3y [JOKYMEHTOB,
CBSI3aHHBIX C IIPOBEACHHEM KJIMHHYECKOTO HCCIIeIOBAHUS:

2.1. olLleHKa coliepyKaHus ITPOEKTa IPOTOKOIA KIIMHUYECKOT0 HCCIIEe0BaHUS (KCCIIeJOBaHUS
OMOIKBHBATIEHTHOCTH M (WJIM) TepameBTUYECKOM OKBHUBAJICHTHOCTH) Ha COOTBETCTBHE
3adBIsIEMBIM &AM M 33jadaM  KJIMHHYECKOTO  MCCIeNoBaHus  (MCCleoBaHUs
OMODKBHBAJICHTHOCTH M (MIH) TEpameBTUYECKOH OKBHBATEHTHOCTH) W  BO3MOXXHOCTH
JOCTHXXEHHUS] OXMIOAeMBIX pe3yJlbTaTOB C BOBJICYCHHEM B KIMHHYECKOE WCCIIEIOBAHUE
MHHHMAJIbHO BO3MOHOTO yHcia [ALMECHTOB

>

2.2. oueHKa 00OCHOBaHHs IIPEAINOIaraeMoro prcka o CpaBHEHHUIO ¢ 0XKHMIAeMOH MOJIb30i
OT NIPUMEHEHHS JIEKAPCTBEHHOrO IpenapaTa A1l MEAULMHCKOIO IPUMEHECHUs Ul HNalMeHTOB

;
2.3. oueHka 0OGOCHOBaHHOCTH HEOOXOOMMOCTH HAIMYHS B KIIMHHYECKOM HCCIIEHOBAaHUH
KOHTPOJIEHOHM TpyNIIBI IAIHEHTOB ;
2.4. olleHKa OCHOBAaHUHM U NIPEXJEBPEMEHHOTO IMPEKPAIleHNs YJAaCTHsS TIAlHEHTOB B
KJIMHUYECKOM HCCIICHOBaHUH ;
2.5. OleHKa OCHOBaHMM MUl IPUOCTAaHOBJICHUS U (W) MPEKpaIeHUs KIHHHYECKOTO
UCCIIEI0BAHMUS ;
2.6. OueHKa YCIOBUA MOHWUTOPHMHIA M ayJAWTa MPOBEJCHUS KIMHUYSCKOTO HCCIIEHOBAHUS

5

2.7. oueHka BBIOOpA MAlMEHTOB, MPUHUMAIOIIUX yYACTHE B TUIAHUPYEMOM KIMHHYECKOM
uccienoBannH (11051, BO3pacT) ;
2.8. oueHka KputepueB HaOopa MAIMEHTOB UL Yy4acTHs B KIIMHHYECKOM HCCIIENOBaHUH

.
]

2.9. oneHka KPUTEPHECB BKIIIOYCHUA TNAIOHCHTOB B KIHMHHYCCKOC HCCIICJOBAaHHE

b]

2.10. oneHka KpHTEpPHEB HCKIIIOYEHMs MALMEHTOB M3 KIMHUYECKOTO HCCIIEIOBAaHUS

;

2.11. oueHka 060CHOBAaHHOCTH OTMEHBI WJIU NPHOCTAHOBIICHHS COMYTCTBYIOIIEH Tepaiu
(Ip¥ HaJIMYUKM COMYTCTBYIOIIMX 3a00JeBaHUM) IS NMALMEHTOB, NMPHHUMAIOIINX y4YacTHE B
IUIAaHUPYEMOM KITMHHYECKOM HCCIIeIOBAaHUH ;
2.12. oneHka OOGOCHOBAaHHOCTH Mep MEIMUIHHCKOTO XapakTepa, KOTOpBIE IUIaHHPYETCS
OPEANPHHATE B CHydae, €ClI¥ MalUeHTbl, NPHHUMAIOMIKE Yy4YacTHe B KIMHWYECKOM
UcCIIeIoBaHUM, NOOPOBOJIBHO pelIaT MPeKpaTHTh CBOE YYacTHE B YKa3aHHOM MCCIIENOBaHUH

b

2.13. ouenka o0beMa KOMITICHCALMH U }’CJIOBI/Iﬁ €€ BBIIUIATHI B CITy4a€ CMCPTHU NAUCHTa UIIH
IpEaOCTaBIICHUA JICUCHUA WM KOMIICHCAalUH H }’CJ'IOBI/Iﬁ €€ BBIIUIATHI ITpU IMPUYHHCHHHN Bp€aa
3A0POBBIO ITaUCHTA, B TOM YHCJC BJIEKYLICro 3a coboi YCTAHOBJICHUC HHBAJIMJHOCTH,
BCJICACTBHE YUYACTH B KIMHUYCCKOM HCCJICIOBAHHHU U IIPH HAJIHYHUH I'IpPI‘IPIHHO-CJIC}ICTBCHHOﬁ
CBA3BKM MCXKIOY HaCTyNMBINUMU COOBITHSIMHA U IPpUCMOM JICKAPCTBCHHOIrO IIperiapara

.

>

2.14. oueHka Mep 1o 00eceyeHNI0 KOHPUISHIIMATBHOCTH U 6€30MaCHOCTH MEPCOHATBHBIX
JaHHBIX  [AUMEHTOB, NPUHUMAIOMIUX  y4yacTHe B  KJIHHUYECKOM  HCCIIECHOBAHHH




2.15. omeHKa JOCTaTOYHOCTH U JOCTYNHOCTH JUIS IIOHUMAHUSA MAIlMEHTOB HHGOPMAIMK
IUIAHAPYEMOM  KIHHUYECKOM HCCIEIOBAHUY, W3JI0KEHHOH B WHOOPMALMOHHOM JIUCT
naryeHTa

2.16. oLeHKa BIMSHMS Pe3yIbTaTOB KIMHUYECKOrO UCCIIeIOBAHUS Ha JIFOJEH, U3 KOTOPE
IPEIOIaraeTcs OCyIEeCTBUTh HA0Op MalleHTOB

3. BEIBOJIBI 3KCIIEPTH3HI:

M
(BBIBOZBI 110 PE3Y/IBTATAM ITHUECKOH IKCTIEPTH3BI)
{Perenne 00 3THUECKOM O0OCHOBAHHOCTH BO3MOXKHOCTH WK
HEBO3MOXXHOCTH [IPOBEACHHS KIIHHUYECKOTO UCCIIe0BAHHKS)
DKCHEPTHI

(bamunus, uMs, oTUECTBO (TIPH HATHYHH) (TTOAIKCD)

HpencenaTenb COBETa I10 3THKE
(momxHOCTH) (hamunus, UMsI, OTIECTBO (TIPH HAIHIAH ) (TIOITIHCH)

0(hOpMIICHUS 3aKIFOUSHHUS «__ » 20 T




IIpunoxenue Ne 5
K npuka3zy MUHHCTEpPCTBA 3paBOOXPAHEHUS
Poccuiickout ®enepanuu
OT 37, ﬂl/,gém/ > 202y T. NO 9.7 2

®opma

Munucrepctso 3apaBooxpaHeHus Poccuiickoit ®enepauyu

COBET I10 OTHUKE

3akmoyeHue
COBETA 10 3THKE 0 BO3MOXXHOCTH (HEBO3MOXXHOCTH) FOCYAAPCTBEHHON perucTpamnuu
JIEKapCTBEHHOTO IIpenapara JUIsi MEAUIMHCKOro IPUMEHEHH S, KOTOPBIN IIpeIHa3HAYEH IS
NPUMEHEHUS B YCIOBUAX YIPO3bl BO3HUKHOBEHHUS, BOSHUKHOBEHHS U TMKBHIALMN
Ype3BBIYAlHON CUTYyalllH U JJIsI OpraHW3alMK OKa3aHUs MEIULIUHCKOHN IIOMOILH JIALAM,
NOCTPAJaBIIUM B pe3yJIbTaTe Ype3BBIYAHBIX CUTYAIA, IPEAYIPEXACHU Ype3BhIYaHHEIX
CUTYyaluil, MPOGUNAKTUKU U JIeUeHHUs 3a00IeBaHUN, PEICTABIAIOUINX OTIACHOCTD IS
OKpY’KalomuXx, 3a00JIeBaHUi M IOPaKEHH, TIOJYYEHHBIX B Pe3YJIbTAaTe BO3ACHCTBUS
HeOIaronpHITHEIX XUMHYECKHX, OUOTOTHYECKHUX, PATHAITHOHHBIX (aKTOPOB

OT «__» 20 r Ne

1. Homep u nata 3aganus MuHuCTepCTBa 34paBooxpaHeHus Poccuiickoii @enepanun

2. CBeneHus o 1eKapCTBEHHOM Iperapare:

MEXIyHApOJHOE HENMATEHTOBAHHOE WIM XUMHYECKOE HAUMEHOBAHUE, TOPTOBOE
Ha¥MeHOBaHNe (TIpU HATTMYUH) ;
JleKapcTBeHHas! opma, JO3UPOBKa, CIOCOOBI BBEICHUS U IPHMEHEHHS:

3. Onucanue NpeAcTaBIE€HHBIX JOKYMEHTOB, CBA3aHHBIX C rOCYNapCTBEHHOH perucTpaiuei
JIEKapCTBEHHOTO IpenapaTta, KOTOPBIM NpelIHa3HaYeH JUlsl IPUMEHEHHS B YCIOBUAX YTPO3BI
BO3HMKHOBEHUS, BO3HMKHOBEHMs M JIMKBHAALWM YpE3BbYANHON CHUTyalud #u A
OpraHM3alMy OKa3aHHsA MEIUIUHCKOM ITOMOLIM JIMLAaM, IIOCTPajaBIIMM B pe3yJIbTaTe
YPE3BBIYAMHBIX CHTYalUH, NPeAyNpeXICHUs 4Ype3BbIYaliHBIX CHUTyalMi, NpoUIaKTUKH U
ne4yeHus 3aboJsieBaHUi, NMpeACTaBIIOINX OMACHOCTh M OKPYXXAIOUIUX, 3a00jeBaHHN H
IIOpaXKCHMH, MOJy4EHHBIX B pe3yJbTaTe BO3AEHCTBUA HEOIAaronpHUATHBIX XUMHYECKHX,
Ouonormueckux, pajJHalMOHHBIX (aKTOpPOB (najiee — NEKAapCTBEHHBIM Mpemapar Ams
MEJMIMHCKOIO IPUMEHEHHs, KOTOPBIH MNpeAHasHayeH JUId IPUMEHEHUS B YCJIOBHSX
Ype3BbIYANHON CUTYaIH)

4. CBenenus o 3asBUTeNe, YKa3aHHOM B ITyHKTe 3 OcoOeHHOCTe# 00palieHus 1eKapCTBEHHEIX
IIpenapaToB Ijsl MEAUUMHCKOrO IPUMEHEHNs, KOTOPEIe NpeHa3sHaYeHb! I IPUMEHEHHUS B
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YCIIOBUAX yTpO3bl BOSHUKHOBEHHS, BOSHUKHOBEHHS M IMKBUAALKUY Ype3BbIUAHHON CUTYaLIUU
U JUIsL OpraHu3alii OKa3aHus MEeIULMHCKON IOMOIIY JIMLaM, IOCTpaJaBIIkM B pe3yJibTare
YPE3BBIYAMHBIX CUTYAlM, MPEXyNpeXJCHUAS YPE3BBIYAMHBIX CUTYalWi, MNPOPUIAKTUKH
U JedeHUs 3a0oJeBaHMi, IPEICTaBISIONIMX ONACHOCTh Ui OKpPYKaIOIIHX, 3aboseBaHuUit
U TOpPaXEHUH, MONy4YEeHHBIX B pe3yJbTaTe BO3ACHCTBUS HEONAroNpUATHBIX XUMHUYECKUX,
OMONOrMYeCKUX,  PAJUAllMOHHBIX  (DaKTOpOB,  YTBEPXKAEHHBIX  IMOCTAHOBJIEHHEM
ITpaBurtensctBa Poccuiickoit @enepauun ot 3 anpenst 2020 r. Ne 441

5. 3KCI’ICpTHaﬂ OLICHKA NPEACTAaBJICHHBIX Ha 3TUYCCKYIO SKCIEPTU3Y NJOKYMCHTOB

6. BBIBOJ 3TUYECKOH 3KCIIEPTU3BI

rOCYapCTBEHHAs pETUCTpaNUs ISKaPCTBEHHOTO Ipenapara JUisi MEAMLIMHCKOTO IIPUMEHEH N,
KOTOPBIH NpefHa3Ha4YeH AJis IPUMEHEHHUsS B YCIOBHSX YPE3BBIYAHHON CUTYalldH, BO3MOXKHA
(HEeBO3MOIXKHA)

DKcnepTsl

(pamumnms, ums, oTaecTBO (TIpH HATMYUH) (TTOITHCE)

ITpencenarens CoBera 1o 3THKE

(momwxHOCTH) (hamMumHs, uMs, 0TYECTBO (TIpH HAMHYHH) (IO IITHCH)




IIpunoxenue Ne 6
K npuka3zy MUHHCTEPCTBA 3paBOOXPaHEHUS
Poccuiickoit @enepauun
LT wrmrptrre 2224 T. No 55707

®opma
MunucrepcTBo 3apaBooxpanenus Poccuiickoit @enepanuu

COBET I10 9TUKE

3akirodeHue
COBeTa 110 3TUKE O BO3MOXKHOCTH (HEBO3MOXKHOCTH) FOCY/IapCTBEHHON PETHCTPALAN
JIEKapCTBEHHOT'O IIpenapaTa il MeIAUUHCKOrO IpUMEeHEHHS B cilydae ero Ae¢eKTypsl WiH
pHUCKa BOBHUKHOBEHUS Ne(QEKTYpHI B CBS3U C BBEJIEHHEM B OTHOIIIEHHH PoccHiicKoi
Denepanui OrpaHUYUTEIBHBIX MEP 3KOHOMHYECKOT0 XapaKTepa

OT «__ » 20 r. Ne

1. HoMmep u nata 3aganus MunuctepcTBa 3apaBooxpanenus Poccuiickoit @eneparyu

2. CBezieHHs 0 JIEKAPCTBEHHOM TIperapare:

MeXAyHapOoHOE HENATEHTOBAaHHOE WIIM XMMHUYECKOe HAaUMEHOBaHHE, TOPrOBOE
HariMeHOBaHue (TIpY HAJTHMYIUH) ;
nekapcTBeHHasd ¢opMa, TO3UPOBKa, COCOOBI BBEIEHHUA U IPUMEHEHHS

3. Onucanue NPeACTaBICHHBIX JOKYMEHTOB, CBA3aHHBIX C IPOBEIEHUEM TOCYIAPCTBEHHOM
pErucTpaLMy JIEKApCTBEHHOIO Mpenapara JUisi MEAUIIMHCKOTO TPUMEHEHHS B CIydyae ero
OeGEeKTypbl WIM PUCKA BO3HUKHOBEHHS Ne(eKTYpPhl B CBS3HM C BBEJICHHEM B OTHOIIECHHH
Poccuiickoit  Denepalldd  OrpaHHYMTENBHBIX Mep  3KOHOMHYECKOr0  XapakTepa
(manee —ngedexrypa)

4. CBezieHus 0 3asBHTeEINE, yKa3aHHOM B IIyHKTe 4 OcoGeHHOCTel 00pallleHns JIeKapCTBEHHBIX
CPEeACTB JJI1 MEIUIMHCKOIO NMPUMEHEHHUS B Ciiydyae Je(eKTyphl HIM PUCKA BOSHUKHOBEHHS
ne(eKTyphl TeKapCTBEHHBIX NpenapaToB B CBA3U C BBeJCHHEM B OTHONIEHHH Poccuiickoii
QDepepanii  OrpaHUYUTENBHBIX MEp JKOHOMHYECKOrO  XapakTepa, YTBEP)KIEHHBIX
nocraHoBineHreM I IpaBurensctBa Poccuiickoit @enepanuu ot 5 anpens 2022 r. Ne 593

5. 9KCHepTHaH OLICHKAa NPEACTaBJICHHbBIX HA 3 THYCCKYIO OKCIIEPTU3Y NOKYMCHTOB

6. BEIBOJ 3THUYECKOM IKCTIEPTH3HI

rocyZlapCTBeHHasl perucTpaLus JIeKapcTBEHHOT0 Ipenapara Uil MeJULUHCKOT0 IIPUMEHEHHS
B ciiy4ae JedeKTyphl, BO3MOXKHa (HEBO3MOXHA)

DKcnepTsl

(bamusus, uMs, 0TYECTBO (IpH HAMHYKMH) (TTOAMHKCE)
IIpeacenarens CoBera Mo 3THKE

(momxHOCTB) (haMuIHs, UM, OTUECTBO (IPH HATHYKK) (IIOAITUCE)




