006 yTBep>XAeHuu nopsaaka ocywiecTssieHus ¢papMakoHaa3opa

Mpuka3 ®epepanbHoOn cnyx6bl Mo Haa3opy B chepe 3apaBooxpaHeHns - Ne 1071 - ot 15.02.2017 - JencTByeT C
N3MEHEeHNAMU

OENEPAJIbHASA CJTY)KBA MO HAA3O0PY B COEPE 3IPABOOXPAHEHWA
MPUKA3
MOCKBA

15 ¢peBpana 2017 r. Ne 1071
06 yTBepXAeHUN NopsifKa OCyLLeCTBAeHNS dapMakoHaa3opa

3aperucTpupoBaH MuHioctom Poccum 20 mapta 2017 .
PernctpauunoHHbin Ne 46039

B cooTBeTCTBMM CO CTaTbsaMu 64, 65 PenepanbHOro 3akoHa OT

12 anpensa 2010 r. Ne 61-03 "06 obpaLLeHnn NeKapCTBEHHbIX CpeacTs”
(CobpaHue 3akoHomaTenbcTBa Poccuinckon ®egepaumm, 2010, Ne 16,
CT. 1815; Ne 31, cT. 4161; Ne 42, cT. 5293; Ne 49, cT. 6409; 2011,

Ne 50, cT. 7351; 2012, Ne 26, cT. 3446; Ne 53, cT. 7587; 2013, Ne 27,

CT. 3477; Ne 48, cT. 6165; 2014, Ne 11, cT. 1098; Ne 43, cT. 5797;

Ne 52, cT. 7540; 2015, Ne 10, cT. 1404; Ne 27, cT. 3951; Ne 29,

CT. 4359, 4367, 4388; Ne 51, cT. 7245; 2016, Ne 1, cT. 9; Ne 23,

CT. 3287; Ne 27, cT. 4238, 4283), npnKa3blBalo:

1.YTBepanTb NpunaraemMbii MopsaoK ocyLlecTBaeHNS hapMakoHaa3opa
COrIaCHO MPWJIOXKEHNIO.

2. KOHTpO/b 3@ NCMOMIHEHNEM HACTOALWLEr0 NpMKa3a 0CTaBAAI 33
cobon.

PykosoguTesnb M.A.MypalLlKo

YTBEPXXEH

nprikasom ®epepasibHon
cnyx06bl Mo Haj30py B

chepe 34paBoOXpPaHeHUs

oT 15 (peBpansa 2017 r. Ne 1071

MOPALOK OCYLLECTBJIEHNA ®APMAKOHALI30PA

1. HacTosiwun Mopagok ycTaHaBnnBaeT TpeboBaHNS K OCYLLLECTBIEHMIO
(hapmakoHaz3opa.

2. PapMakoHaa30p - BUA AeATENbHOCTU N0 MOHUTOPUHTY

3h(heKTUBHOCTM 1 6€30NaCHOCTU NNeKapCTBEHHbIX MPenapaToB, HaMpPaB/eHHbIN
Ha BbiiBNIEHWE, OLEHKY U NpefoTBpaLleHme HexxenaTelbHbIX NoCNeACcTBUIA
NPYMEHEHNs NeKapCTBEHHbIX NpenapaToB<l>.

<1> MNyHKT 52.1 cTaTbn 4 PenepasbHOro 3aKoHa oT 12 anpens

2010 r. Ne 61-03 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs" (CobpaHue
3aKoHogaTesnbcTBa Poccminckon ®epepaumm, 2010, Ne 16, 1. 1815; Ne 31,
CT. 4161; Ne 42, cT. 5293; Ne 49, cT. 6409; 2011, Ne 50, cT. 7351;
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2012, Ne 26, cT. 3446; Ne 53, cT. 7587; 2013, Ne 27, cT. 3477; N: 48,
CT. 6165; 2014, Ne 11, cT. 1098; Ne 43, cT. 5797; Ne 52, cT. 7540;
2015, Ne 10, cT. 1404; Ne 27, cT. 3951; Ne 29, cT. 4359, 4367, 4388;
Ne 51, cT. 7245; 2016, Ne 1, cT. 9; Ne 23, ¢T. 3287; Ne 27, cT. 4238,
4283).

3. ®apMakoHaa30p ocyuwecTeaseTca GegepanbHon cnyxbom No Haa3opy

B chepe 34paBooOXpaHeHns (fanee - PocsapaBHaA30p) NyTeM aHanmsa
npeacTasnsemMon cybbektamm obpalleHnsa neKapCTBEHHbIX CPeACTB
NHGopMaLMn 0 NO6OYHbLIX AENCTBUAX NEKAPCTBEHHbLIX CPEACTB,
He)XKenaTesbHbIX PeakLMaX, Cepbe3HbIX HeXeaTe lbHbIX peakLumsax,
HenpeaBUAEHHbIX HEXENATENbHbIX PEAKLMAX MPU NPUMEHEHUN JIEKAPCTBEHHbIX
npenapaTtos, 06 NHAMBMAYaAbHOW HENEPEHOCUMOCTU, OTCYTCTBMM
3h(heKTUBHOCTMN NIEKAaPCTBEHHLIX NPenapaToB (fajee - HexXenaTe bHbIX
peakuuin), a Take 06 MHbIX hakTax 1 06CTOATENbCTBAX, NPEACTABAAOLLNX
Yrpo3y XXN3HW UK 300POBbI0 YeI0BEKA NPU NPUMEHEHUN IeKaPCTBEHHbIX
npenapaToB (fanee - MHON UHAOpPMaLUK No 6e30nacHOCTA ©
3h(heKTUBHOCTW), BbISIBJIEHHbIX Ha BCEX 3Tanax obpalleHns NeKapCTBEHHbIX
npenapaToB B Poccuinckon deagepaunm 1 Apyrmx rocyaapcTBax B Liensx
BblABEHNA BO3MOXHbIX HEMATUBHbIX I'IOCJ'IGJJ,CTBVIVI NX NnpumMmeHeHNns,
NHONBUAYANbHON HEMEPEHOCMMOCTH, NPeaynpeXXaeHns MeanUNHCKNX
PaboTHMKOB, NALMEHTOB W WX 3aLUTbl OT MPUMEHEHNS TaKUX EKAPCTBEHHbIX
npenapaTos.

4. ®apMaKoHaA30p OCYLLECTBAAETCS C COBMOAEHNEM 3aKOHO4AaTEbCTBA
Poccuinckon ®epepaumm B 061aCTy 3alUTbl NEPCOHANbHbIX AaHHBbIX.

5. LOMKHOCTHLIMM ANL@MK, YNONHOMOYEHHBIMU OCYLLECTBASATD
(hapMakoHaZ30p, ABNAOTCSH:

1) pykoBoanTens (3amecTuTenn pykosoautens) PocsapaBHaa3opa;

2) pyKOBOAMTENN CTPYKTYPHbIX NoApa3aeneHnii PoczgpaBHagsopa, Ux
3aMecTUTENM, AOJKHOCTHBIMI PerfiaMeHTaMu KOTOPbIX NPeayCMOTPEHbI
MOJIHOMOYUS MO OCYLLECTBEHNIO DapMaKoHaA30pa;

3) VHble ToCcylapCTBEHHbIE FPaXKAaHCKme ciyxXkalume Poc3apaBHa30pa,
JOJPKHOCTHBIMU pernamMmeHTamMn KOTOPbIX NPeayCMOTPEHbI MOJIHOMOYMS MO
OCYLLECTBJIEHNIO (hapMaKoHaA30pa.

6. PapMakoHa30p ocyLLlecTBAseTCa Poc3apaBHaA30pOM Ha OCHOBAHWN
CBEAEHWI, NOSTYYEHHbIX B BUAE:

1) coobuieHmnin cybbekToB 0bpallleHnsa NekapCTBEHHbLIX CPeacTB

(panee - coobweHnn);

2) nepnognyeckKmnx oT4eToB Mno 6e3onacHoCcTn NeKapCTBEHHbIX

npenapaTtos (ganee - MOB), HanpaBnsembix B Poc3apaBHag30p AepXXaTensimm
nnn BlagesbLaMmn perncTpaulnoHHbIX YAO0CTOBEPEHUI NEKAPCTBEHHbIX
npenapaToB WX YNOJIHOMOYEHHbLIMU UMW UHBIMU IOPUANYECKUMI TMLLAMU
(Danee - gpepxaTensaMmn perncTpaLnoHHbIX YA0CTOBEPEHNI);

3) nepuoanyecknx otyeToB no 6esonacHoCcTK pa3pabaTbiBaeEMOro
(nccnepyemoro) nekapCTBEHHOro npenapata (ganee - POOB),
HanpaBnseMbix B POC34paBHaA30p PUANYECKUMU NLAMMN, Ha UMS KOTOPbIX
BblJaHbl Pa3peLLeHNs Ha NPOBEeAEHNE KJIMHNYECKUX UCCIef0BaHNI B
Poccuiickon ®epepaumm, nMbo ApyruMmn ynoaHOMOYEHHBLIMUN IOPUANYECKMMU
nmuamm (panee - lopuanyeckme nuua, Ha UMs KOTOPbIX BblAaHbl pa3peLleHuns
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Ha NpoBeAeHME KINHUYECKNX NCCIeA0BaHNN);

4) NH(opMaLMn, NONYYEHHON B X04e OCYLLeCTBJIeHUSs

roCyAapCTBEHHOrO KOHTPOAS (Haa3opa) B cdhepe obpalleHns NeKapCTBEHHbIX
cpencTs.

7. B uenax oueHku nHgopMaLmMm Hay4Horo 1 KJIMHNYeCKoro

XapakTepa, cogep)Kallenca B LOKYMeHTaxX U AaHHbIX, MepevncieHHbIX B
NnyHKTe 6 HacToswero MNMopsfka, PocsapaBHaa3op npusnekaeT GefepasbHoe
rocyapcTBEeHHOE 6I0[)KETHOE yYpeXAeHNe, Haxoaslleecs B BeAeHNN
Poc3opaBHag30pa (Oanee - 3KCNepTHas opraHu3aums).

8. OueHka MHMOpPMaL MM Hay4YHOT 0 U KJIMHUYECKOro XxapakTepa,
copep)xallencs B JOKYMEHTaX U AaHHbIX, NePeYnNC/IEHHbIX B MyHKTE 6
HacTosLwero lNMopsaka, OCHOBbIBAETCS Ha NPUHLMUNAX 3aKOHHOCTH,
cobnoneHus npas 1 cBoboa 4YenoBeka v rpakaaHuHa, Npas LPUANYECKOro
NUA, HE3ABMCUMOCTM 3KCMepTa, 06BEKTUBHOCTMW, BCECTOPOHHOCTU U
MOJIHOTbI NCCIeA0BAHUN, MPOBOANMbIX C UCMOJIb30BAHNEM COBPEMEHHbIX
LOCTVXKEHUIN HAyKN N TEXHUKW, OTBETCTBEHHOCTUN 3KCMEPTHON OpraHn3aLmm
no NPOBeAEHUI0 IKCNEPTHON OLLEHKUN 1 KayeCTBa IKCMEePTHOMN OLLEHKMN.

9. CooblueHns cybbekToB 0bpalleHNst NeKapCTBEHHbIX CPEACTB, 3a
NCKJII0YEHNEM IOPUANYECKUX JIML, HA UMS KOTOPbIX BblAaHbl pa3peLleHns Ha
npoBeaeHNe KIMHNYECKMX UccaeaoBaHnin B Poccunckon ®egepauum,
HanpasAAlTCsA B Poc3gpaBHaA30p Nno pekomeHayemomy obpasuy "l3BelweHns
0 HexenaTeNIbHOW peakuun nam oTCyTCTBUM TepaneBTUYecKkoro addekTa
JIeKapCTBEHHOr o npenapaTta”, npMBefeHHOMY B npunoxeHum Ne 1 K
HacTosLeMy lNopsaaky.

10. CoobLieHus PUANYECKNX NNL, HA NMS KOTOPbIX BblAaHbl

pa3speLleHns Ha NpoBefleHne KJINHNYECKUX CCcnefoBaHnii, HanpaBnsTCa B
Poc3gpaBHag3op no pekomeHgyemomy obpasuy "CooblieHns o cepbesHom
HenpeaBNAEHHON HEXeNnaTeNbHOM peakLumn Ha NeKapCTBEHHbIN NpenaparT,
N3YYaoLLNACA B KNIMHNYECKOM UCCNef0BaHNm", NPUBEAEHHOMY B MPUI0XKEHNN
Ne 2 K HacTosLwwemy lNopsAgky.

11. B cnyyae, eCnm XxapakTep CBeAEHUI, YKa3aHHbIX B NOAMNYHKTe 1

nyHKTa 6 HacTosAwero MNMopsaka, He COOTBETCTBYET COAEPXKAHUIO NOSen
opM, NpusefeHHbIM B npunoxeHnax Ne 1 n Ne 2 K HacTosweMy Mopagky, nnm
B C/lyvae, eC/IM YKa3aHHble cBefeHuns Oblnv BhiSBNIeHb 3a npeaenamu
Poccninckon ®degepaunm, JONYCKAeTCa UX NpencTaBieHne B PocsapaBHaasop
B NPOU3BOJIbHON (hopMe.

12. CoobuweHus HanpaBnsoTcs B Poc3gpaBHan3op Yepes
ABTOMaTU3UPOBAHHYIO MHPOPMALIMOHHYIO cucTeMy PocsgpaBHajsopa (fanee -
AWNC Poc3gpaBHagzopa), 1mbo no 371eKTPOHHON noyTe
pharm@roszdravnadzor.ru. NMOb, POOBb npeacTasnsoTca B Poc3gpaBHan3op
yepes ANC Poc3gpaBHag3opa MnMbo Ha 3NEKTPOHHbLIX HOCUTENSAX.

13. [lep>xaTenu perncTpaumnoHHbIX YI0CTOBEPEHU B CPOK He bonee 15
KaneHaapHbIx AHen coobuatoT B Poc3apaBHaA30p CBEAEHUS O HeXXenaTenbHbIX
peakuusx, ykasaHHbiX B [paBmaax Hagnexalen npakTuky apmMakoHan3opa,
yTBEpPXAeHHbIX peweHnem CoseTa EBpa3ninckon dKkoHoMUYeckon Kommccum ot
3 Hosbpsa 2016 r. Ne 87<2> (n.m. 7.1.7.1., 7.1.7.3.).

<2> lNpaBnna Hagnexxallen npakTuky papMakoHaa3opa. YTBEpXKAeHbI
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peweHnem CoBeTa EBpa3niickoit dKkoHOMMUYeckon Komuccum ot 3 HOsI6ps
2016 r. Ne 87 (OchmumanbHbln canT EBPa3mMinCcKoro 3KOHOMUYeCKOro Cot3a
https: //docs.eaeuNeioNe.org/docs/ru-ru/01411948/cNecd 21112016 87,

21 Hos16psa 2016)

14. Cpok ons cooblueHns 0 HexenaTesbHbIX peakuusx, yKa3aHHbIX B
MpaBunax Haanexallen NpakTuku hapmakoHagsopa EASC (n. 7.1.7.1.),
NCYNCNAETCS B COOTBETCTBUM C [TpaBuaaMy Hagnexallen NpakTuKm
thapmakoHag3opa EASC (n. 7.1.2.1.).

15. Cpok coobueHns nHow nHgpopmaumm no 6e3onacHoOCTH 1
3(pHEKTMBHOCTN, yKa3aHHON MNpaBunax Haanexxallen NPakTUKM
thapmakoHag3opa EASC (n. 7.1.7.3.), ncumcnaeTrcsa c gaThl, Koraa
Aep)xateneM perncTpaunoHHOro y40CTOBEPEHNS IEKaPCTBEHHOIO npenapaTa
OblK yCTaHOBNEHbI COOTBETCTBYOLME PAKTbI 1 06CTOATENLCTBA.

16. [lep>xaTenun pernctpaumoHHbIX YA0CTOBEPEHUI SIEKAPCTBEHHbIX
npenapaToB NpeacTaBasaoT B PocsgpasHansop NMOB no dopme, npneBeneHHON
B [MpaBunnax Hagsiexalen npakTukn apmakoHagsopa EA3C

(n.n. 8.4 - 8.5).

17. Mopagok ncyncneHns aatel 0KOHYaHUA cbopa aep)xatenem
pPerncTpaLmoHHOro yaoCTOBEPEHUS CBEAEHUI O HEXXENaTesIbHbIX peakLusx,
NHOM nHpopmaLmm no besonacHocTn ANa odepegHoro NOB 1 NepnoanyHoCTb
npeactasneHns MOB 01 nekapCTBEHHbIX NMpenapaToB pas3/INYHbIX
MeXAYHapOo4HbIX HEMAaTEHTOBAHHbLIX HAUMEHOBAHMWI UK FPYMNMNNPOBOYHbIX
HavMeHOBaHW yTBepXXAalTcs Poc3apaBHag30poM.

18. [1ns nekapCTBEHHLIX NpenapaToB, CPOKMN 1N MNEPUOANYHOCTD
npepctasneHus NMOB Ha KoTopble He yTBepXXAeHbl Poc3gpaBHaA30poM,
NepuoanyHOCTb 1 CPOKK npeacTassieHns MNOBb oTCcYNTbLIBAOTCA OT AaThl
nepBo rocyfapCTBEHHON perncTpaumm neKapCTBEHHOMO NpenapaTa B Mupe
N COCTaBAAOT:

1) Kaxkable 6 MecsiLeB OT AaThbl NEPBOM rOCyAapCTBEHHON PerncTpaLmm

B MUpPEe Ha NPOTSHKEHMMN NEPBLIX 2 NeT;

2) eXXero4Ho Ha NPOTSHXKEHUN NOCNeayoLWnx 2 neT;

3) panee - Kaxgble 3 roga.

19. MOBb npeacTasnsoTCa B Poc3apaBHaa30p B CPOK, YKa3aHHbLIN B

MpaBunax Hagnexallen NpakTuky papmakoHagsopa EASC (n. 8.8.1.).

20. Mpw BbISBEHNN HEXXEATESIbHbIX PeaKUWii 1 MHOW MHAOPMaLnn no
6e30nacHOCTN 1 3PPEKTUBHOCTU, HE COAEPXKALLMXCSA B UHCTPYKLMUKN MO
MeONLUHCKOMY MPUMEHEHNIO, U3MEHAIOLWMX OTHOLLIEHME 0XKOAEMOW MNOMb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHMNA NEKAPCTBEHHOMO NpenapaTa,
Poc3opaBHaf30p BNpaBe 3anpocuTh Y AepXKaTens perncTpaumoHHOro
YyOO0CTOBEPEHNS JIEKAPCTBEHHOIO NpenapaTta BHeo4vepegHon MNMOB.

21. BHeoyvepegHown MOb npencTaBnseTcs B Poc3apaBHaA30p B CPOK,
yKa3aHHbI B [TpaBuniax Hagsexallen npakTuky hapmakoHaasopa EA3C

(n. 8.8.2.).

22. lOpuanyeckune nnua, Ha UM KOTOPbLIX BblAaHbl pa3pelleHns Ha
NpoBeAeHNEe KINHNYECKNX NCCNIeA0BaHUNA, B CPOK He 6osiee 7 KaneHAapHbIX
AHen coobuiatoT B Poc3apaBHaA30p O JIeTalbHbIX UAN YT POXKAKOLLNX XKU3HN
Ccepbe3HbIX HenpeaBUAEHHbIX HeXXenaTeNbHbIX PeakLmMax Ha nccaenyemsbli
JIeKapCTBEHHLIN NpenapaT, BbISBAEHHbIX B X04€ KINMHUYECKUX NCCNefoBaHum,
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pa3peLleHHbIX K NpoBedeHuto B Poccuinckon ®egepaumnm, €Cim NHOE He
npeaycMoTpeHo 0f06peHHbIM NPOTOKOIOM KIUHUYECKOro NCCNefoBaHNs.

23. lOpuanyeckune nnua, Ha UM KOTOPbLIX BblAaHbl pa3pelleHns Ha
npoBeAeHNe KNNHNYECKNX NCCeO0BaHWUN, B CPOK He HBonee 15 KaneHaapHbIX
LHewn coobuiaoT B Poc3apaBHaA30p 0 cepbe3HbIX HenpeaBuaeHHbIX
HeXxeNlaTe bHbIX peakUnsaX, 3a UCKJIIYEHNEM PeaKLMI, YKa3aHHbIX B MYHKTe
22 HacTosdwero Mopsaka.

24. Opnagnyeckne nuua, Ha MM KOTOPbLIX BblAaHbl pa3peLleHns Ha
npoBeAeHNe KNNHNYECKNX NCCe0BaHUN, B CPOK He Bonee 15 KaneHaapHbIX
LHei coobuiatoT B PoczgpaBHaa3op nHdopMauumio no 6e3onacHoCcTy
nccaenyemoro sieKkapCTBEHHOro npenapaTa, YKasaHHyo B [pasunax
HaZnexallen KIMHNYeCKOW NPakTUKM EBpa3ninckoro 3KOHOMUYeCKOro Co3a,
yTBepXAeHHbIX peweHnem CoBeTa EBpa3ninckon IKoHOMMYeCcKon Komnccum ot
3 HOsA6ps 2016 r. Ne 79 (nanee - MpaBuna Hagnexallen KAMHNYECKOW
npakTukn EA3C)<3> (n. 1.5. MNMpunoxeHus Ne 11).

<3> lNpaBnia Hagnexxallen KNMHUYeCKOn NpakTukn EBpasninckoro
3KOHOMWYECKOro Coto3a. YTBEpKAeHbl peweHnem CoBeTa EBpa3uniickon
3KoHoMumYeckon Komuccum ot 3 Hoabps 2016 r. Ne 79 (OduumanbHbI cCanT
EBpa3uninCcKoro 3KOHOMUYECKOro coto3a https:
//docs.eaeuNeioNe.org/docs/ru-ru/01411924/cNecd_21112016_79, 21 Hoabps
2016)

25. Cpoku ans coobuieHns o HexxenaTesbHbIX PeakLMaX, YKa3aHHbIX B
NyHKTax 22 1 23 HacTosLLero MNopsaka NCHNCAAIOTCA B COOTBETCTBUN C
MpaBnnamun Hagaexallen KAnHn4eckon npaktmku EA3C (n. 1.3.1.
MpunoxeHunsa Ne 11).

26. Cpok coobLieHmnsa nHon nHdopmaumm no 6e3onacHoCTU

NCCnenyemoro IeKapCTBEHHOIO NpenapaTa, YKa3aHHbI B MyHKTe 24
HacTosLero Nopsfka, NCHNCNaeTcsa ¢ faThl YCTAaHOBEHMSA IOPUANYECKUM
JIMLIOM, Ha NM$S KOTOPOrO BblJaHO pa3peLleHns Ha NpoBeAdeHNE KINHNYECKUX
nccnenoBaHWiA, COOTBETCTBYIOLWNX (PaKTOB 1 06CTOATENLCTB.

27. KOpuanyeckoe mLO, Ha UMA KOTOPOro BblLAHO paspeLleHne Ha
NpoBefeHNE KINHNYECKNX UCCIeA0BaHNA, paCKpbIBAaeT PpaHAOMM3aLMOHHBIN
KOA, B COOBLLEHUNSAX O HEXEeNaTesbHbIX peakLUusX, yKa3aHHbIX B MyHKTax 22 ©
23 HacTosALWero nopsgka, eciv MHoe He NpeayCcMOTPEHO NPOTOKOIOM
KJIMHNYECKOr0 UCCef0BaHus.

He nognexaTt coobuieHunto B NOpsiaKe, yKa3aHHOM B MyHKTax 22 n 23
HacTosLero Nopsifka, HeXxenaTesbHble peakuun, nponsowenline y
YHaCTHMKOB KJIMHUYECKNX UCCAenoBaHWIA, Noay4YaBumnx niauebo.

28. CoobLLeHMs 0 BbISIBNIEHHbIX Ha TeppuTopun Poccuinckon ®epepaumm
HexenaTeNbHbIX peakumnsax Ha NekapCTBEHHbIE NpenapaThl CpaBHEHMS,
3aperncTpmpoBaHHble B Poccuinckon denepaunn, nognexaT coobLieHnto B
nopsake, ykasaHHoOM B NyHKTe 12 HacToswero Mopsaka.

29. lOpuanyeckune nnua, Ha MM KOTOPbLIX BbIAAHO pa3peLleHne Ha
nNpoBefeHNE KINHNYECKMX UCCef0BaHnin, NpeacTaBnsdoT B Poc3apaBHan3op
POOB B cOOTBETCTBMM C NYHKTOM 4 npunoxeHns Ne 12 MNMpaBua Hagnexatuen
KJIMHMYeckol npakTukn EASC. K POOB npunaraeTcsa konus 6poLtopbl
nccnenosaTens KINHMYECKOro NCCcnefoBaHns, pa3peLleHHoro K npoBeaeHunio
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B Poccumnckon ®egepauumn, 4eACTBYOLLAS Ha MOMEHT npeacTasneHns POOB.
30. POOB npepfctaBnsnTCa B Poc3fapaBHa30p €XXerogHo B CPOK,
OTCYWUTBIBAEMbIN OT AaTbl Havasa NepPBOro KANHUYECKOr0 NCCnenoBaHns
JIeKapCTBEHHOr0 nNpenapaTta B MMPEe UK OT AaTbl MEPBOM FOCYAapCTBEHHON
permcTpaumm nekapCTBEHHOrO NpenapaTa B MUpE.

31. POOB no nekapCTBEHHbLIM NpenapaTaM, UccieayeMbiM Ha

Tepputopun Poccuinckon ®enepauunn, npeacTaBnsoTcs B Poc3apaBHaa3op B
CpOK, He npeBbiWwaowmin 60 KaneHgapHbIX AHEN OT AaTbl OKOHYaHMA cbopa
AepxaTeneM perncTpaunoHHOro yA0CTOBEPEHUS CBEAEHUI O HEXeTaTeNbHbIX
peakunsax ons 4aHHOMO IEKapCTBEHHOrO npenapaTa.

32. MNpw BbISBAEHUN CBEOEHUIN, N3MEHSAIOLWLNX OTHOLUEHNE 0XKNAAEMON

MoJib3bl K BO3MOXXHOMY PUCKY MPUMEHEHNS NeKapCTBEHHOMO NpenapaTa B
KJIMHNYECKOM nccnenoBaHun, PocsgpaBHaa30op BNpaBe 3anpocuTb y
IOPUANYECKOro SINLA, Ha UMS KOTOPOro BblAaHO pa3peLlleHne Ha NpoBeLeHne
KJINHNYECKUX NCCef0BaHNA NeKapCTBEHHOro CPeACTBa, BHEOYepeaHON
POOB.

33. BHeoyvepegHon POOB npenctasnseTca B Poc3gpaBHan30p B CPOK,

He npesblWwatownn 60 KaneHfapHbIX AHEN OT AaTbl NOJYHEHUS OPULNYECKNM
JINLLOM, Ha MMS KOTOPOro BblaHO pa3peLleHne Ha NPoBeAEHNE KITMHNYECKNX
nccneaoBaHuin 3anpoca PocsgpaBHa30pa, YKa3aHHOMO B MyHKTe 31
HacTosLlero lNopsaaka.

34. OcyuwecTBsieHne paboTbl cybbekToB 0bpaLleHNs NeKapCTBEHHbIX

CpencTB (MeanLUMHCKUX OPraHM3aunin) no BbIABIEHUIO HeXXenaTelbHbIX
peakuuin n nHon nHdopMauumn no 6e3o0nacHOCTN N 3MPEKTUBHOCTM NpU
NPYMEHEHUN NIeKapCTBEHHbIX MpenapaToB periaMeHTUPyeTCs BHYTPEHHUMM
nprvkKasaMm MeguLMHCKON OpraHmn3aunn.

35. CybbekTbl 0bpalleHmsa nekapCTBEHHbIX CPEACTB (MeanUnHCKue
opraHusauun) obssaHbl B CPoK He 6onee 3 paboynx aHen coobluaThb B
Poc3agpaBHap30p 0 Cepbe3HbIX HEXeNaTeNbHbIX PeakUnsax C NeTanbHbIM
NCXOA0M WA YIPO30M XU3HW, 38 UCKJIIOYEHNEM HEeXenaTesbHbIX peakumi,
BbISIBJIEHHbIX B XOA€ NPOBEAEHNS KJIMHNYECKUX NCCNeaoBaHNA, MPOBOANMbIX B
JaHHON MeaNLUMHCKON opraHn3auunn.

36. Cy6bekTbl 0bpalleHns NekapCTBEHHbLIX CPeACTB (MeanLUnHCKne
OopraHu3aunn) B CPOK, He NpeBbiWalowmin 15 kaneHgapHbIx gHen, coobuwaoT B
Poc3apaBHag30p 0 Caefyowmx HexxenaTebHbIX peakUmsax U MHON NHpopMaLun
no 6e30nacHOCTU N 3h(HEKTUBHOCTW, BbISIBJIEHHON AAHHON MeAMNLMHCKON
opraHusauuen, 3a NCKNIOYEHNEM HexXenaTeslbHbIX peakuui, BbISBJIEHHbIX B
X0[e NpoBeaeHns KINHNYECKNX NCCNefoBaHWN:

1) cepbe3HbIX HeXXeNaTeNbHbIX PeaKLUNAX Ha NEKAPCTBEHHbIE

npenapaThbl, 3a NCKTIOYEHNEM Cepbe3HbIX HeXeJlaTeJIbHbIX peaKumM,
yKa3aHHbIX B MyHKTe 35 HacToswero Mopsaaka;

2) cnyyasx nepegayn MHADEKLMOHHOro 3aboneBaHuns yepes

JIEKapCTBEHHbIV NpenaparT;

3) cnyvasx OTCYTCTBMA 3as89BAEHHON 3DHDEKTUBHOCTU EKAPCTBEHHbIX
npenapaToB, MPUMEHSAEMbIX NpK 3aboNeBaHNAX, NPeACTaBAALWNX Yrpo3y ANs
YKN3HW YesIoBEKa, BaKLUWUH AN NpohnaakTUKN MHPEKLMOHHbIX 3abonesaHuni,
NIEKaPCTBEHHbIX MpenapaToB Ans NpefoTBpaLLeHns bepeMeHHOCTH, Korga
OTCYTCTBUE KIANHNYECKOrO 3(pheKkTa He BbI3BAHO NHANBMAYANbHBIMY
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0cobeHHOCTSMM NauueHTa u (unn) cneundukon ero 3abonesaHus;

4) He)xenaTeNbHbIX peakLnaxX, BO3HMKLLNX BCAeACTBNE

3noynoTpebneHns npenapaToM, B C/ly4asx yMbILLIEHHON Nepeno3npoBKM
JIeKapCTBEHHOro NnpenapaTa, Npy BO34eNCTBUMN, CBA3AaHHOM C
npogeccnoHanbHON AeATeNbHOCTLIO, NAK B C/1y4asX UCNOSIb30BaHMA
JIeEKapCTBEHHOI 0 NMpenapaTta B LesAX YMbILWAEHHOr0 NPUYNHEHNS BPEeda XXU3HU
1 300POBbI0 YEI0BEKA.

37. Cnyyan nHamMBnayabHON HENEPEHOCUMOCTUN NTIEKAaPCTBEHHbIX

cpencTs, ABMBLLUMECA OCHOBaHWMEM AJ14 BbINMNCKN NeKapCTBEHHbIX NMPEenapaToB
Mo TOProBOMYy HaMMEHOBAHWIO B paMKax MPOrpamMm AbroTHOro
JlekapcTBeHHOro obecneyveHus, noanexaT HanpassieHUo B PoczgpaBHaa3op
BpayebHbIMU KOMUCCUSMK, B MOPSLKE, yCTAaHOBAEHHOM NpukKa3oM MuH3gpaBsa
Poccum o1 5 masa 2012 Ne 502H "06 yTBEP)XAEHUN NOPSiAKA CO3AaHNA U
AeATeNbHOCTU BpavyebHON KOMUCCUN MEOULNHCKON OpraHu3aunn”<4> B Cpok,
He npeBblWawnn Nt paboynx gHen c gaThl BbIMUCKM COOTBETCTBYIOLLENO
JIeKapCTBEHHOr0 NnpenapaTa No TOProBOMYy HaMlMEHOBaHMUIO.

<4> lpuKa3 MUHNCTEpPCTBa 34paBooxpaHeHns Poccminckon ®epgepaumm
oT 5 Man 2012 Ne 502H "O6 yTBEp)XAeHUN NOpsSAKa CO3LaHUSA 1
AesATeNbHOCTY BpavyebHOM KOMUCCUN MeAUNLVHCKOW opraHmn3aunn
(3apeructpuposaH MuHioctoM Poccum 9 nioHsa 2012 r., perncTpaumnoHHbIN
Ne 24516, oT 22 nioHsa 2012 r. Ne 141) B pegakuuu Mpukasza MuHucTepcTaa
3apaBooxpaHeHus Poccuinckon ®enepauun ot 02 nekabps 2013 No 886H
"O BHECEHUN N3MeHeHUI B [TOPAAOoK CO34aHNA 1 AedaTeNbHOCTY BpayebHom
KOMUCCUN MEONLNHCKON OpraHnu3auny, yTBEpXAEHHbI MPUKa3oM
MWHMCTEPCTBa 34PaBOOXPAHEHNS U COLMANBLHOIO Pa3BUTUS POCCUINCKON
®epepaumm ot 5 Mas 2012 r. Ne 502H, 1 B lNopsAJOK Ha3HaYeHUA 1
BbINMUCBIBAHNA JIEKAPCTBEHHBIX MPENapaToB, YTBEP)KAEHHbIN NPUKa30M
MuHncTepcTBa 34paBooxpaHeHns Poccninckon Pepepaunm ot 20 gekabps
2012, Ne 1175H" (3apeructpupoBaH Munioctom Poccum 23.12.2013 Ne 30714)

38. Cpok ans coobLeHns 0 HeXxxenaTenbHbIX peakLnsax n MHON
NHpopMauumn no 6esonacHOCTH N 3PPEKTUBHOCTU, YKa3aHHOW B MyHKTaxX
35 - 36 HacToswero Mopsaaka, NCYNCNSETCa C aaThl, Korga
OTBETCTBEHHOMY MO hapMakoHaA30py AO/KHOCTHOMY AnLy cybbekTa
obpalleHns NeKapcTBEHHbIX CPEACTB (MeANLIMHCKOM OpraHM3aLUumn) cTaam
N3BECTHbI C/leaytowmne CBeAEHNS 0 HeXXenaTelbHOW peakLumm nam ocobon
cMTyauuum:

1) nHdpopMauma, no3sonsLWan NAEHTUOULMPOBATL OPUANYECKOE NN
busnyeckoe 1L, BbISBMBLLEE HEXXeNaTebHYI0 peakLuio nam ocobyto
CUMTyaumto;

2) NHopMaLMs, No3BoNAIOWAA MAEHTUHULNPOBATL (U3NYECKOe NNLO, Y
KOTOpOro Habnoganacb HexxenaTenbHas peakuus;

3) nHgopmaLma, NO3BOAALWAN MAEHTUPULNPOBATDL IeKapCTBEHHbIN
npenapart;

4) nHopmaums, nossonsWwas NAEHTUGOULMPOBATL CMMATOMBI
HeXxeNlaTeNIbHOW peakLuunu.

39. Konuun coobuieHnin, HanpaeneHHbIX B Poc3apaBHaa3op, B
COOTBETCTBMUM C NyHKTamm 35 - 36 HacTosawero Mopsagka, COXPaHATCS B
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MeONLUUHCKON [OKYMEHTaLUN NaLneHTOB.

40. CoobuieHus, NOB, POOB, nocTynatowine B 3neKTPoHHOM Buae B AUC
Poc3gpaBHag3opa, perncTpmpyoTcs aBTOMaTUYECKN.

41. CoobulieHns, nocTynatouwme B Poc3gpaBHaa30p Mo 31€KTPOHHOW

no4Te, a Takxe OB, POOB, nocTynatwme B Poc3apaBHan30p Ha
3JIEKTPOHHbIX HOCUTENSAX, PErMCTPUPYIOTCA U BHOCATCSA B AUC
PocznpaBHaa3opa B Te4yeHue 5 paboymx AHEN € AaTbl UX MNOCTYNAEHMS.

42. OueHka NHpopMaLMN HAaYHYHOrO N KIIMHMYECKOr0 XapaKTepa,
cogepxxalencs B coobuweHnsx, noctynatowmux B AVC Poc3gpaBHaa3opa,
OCYLLLeCTB/AETCSA 3KCNEPTHON OpraHu3aunen B TeveHne 5 paboyunx gHem ¢
[AaTbl NOCTYNAEHNS.

OueHKa MH{opMaLMM Hay4YHOr 0 1 KIIMHNYECKOro XapakTepa,

copepxawencsa B [MOb n POOB, npoBoANTCA 3KCNEPTHON OpraHn3aLmnen B
TeyeHue 60 paboyux gHewn ¢ faTbl UX NOCTYMNIEHUS B IKCMEPTHYIO
opraHu3auuio.

43. Pe3ynbTaTbl OLEHKN MHOPMALUN HaY4YHOIO U KIIMHUYECKOr o

XapaKTepa, coaeprkallencs B coobLLeHnax, HanpaenaoTcsa B Poc3gpasHaa3op
3KCMEepPTHON OPraHn3aLunen B COCTaBe eXXeHeaesbHbIX OTHETOB.

PesynbTaTbl MHGOPMaLUM HAY4YHOr 0 U KIIMHWUYECKOro XapakTepa,
copepxaulencs B MOBb n POOB, HanpaBnstoTcs B Poc3apaBHan30p B COCTaBe
eXeMeCAaYHbIX OTYETOB 3KCNEPTHOM OpraHm3auunn.

44, MNpw BbIABNEHNN IKCNEPTHOW OpraHm3aumnen HeCoOOTBETCTBUS
npegacTtasneHHoro MOBb nyHkTam EASC 8.4 - 8.5 MpaBun Hagnexallien
NpakTuKy hapmakoHaasopa, u POOB nyHKTY 4 npunoxeHus Ne 12 Mpasun
Hagsiexallen knnHndeckon npakTukn EA3C, PocaaopaBHaa30p B CPOK, HE
npesbiwatowmin 10 paboumnx aHen ¢ gaTbl NOCTYNAEHUS AaHHOW MHGOPMaLMK,
HanpaB/seT AepXXaTestlo PerncTpaLMoHHOro ya40CTOBEPEHNS 1IEKAPCTBEHHOMO
npenaparta uin Iopuan4eckomy MLy, Ha UMa KOTOPOro BblaHO paspelleHne
Ha NpoBeAeHMe KINHNYECKUX UCCNef0BaHMI, 3anpoc 0 BHECEHUN U3MEHEHWI
B [1OB nnn POOB.

45. [lep>aTesib PperncTpaunmoHHOro yaoCcToBepeHns JIeKapCTBEHHOIo
npenapaTta Win lopuanYeckoe anLo, Ha MM KOTOPOro BbiAaHO pa3peLueHune
Ha NpoBeAeHmne KINHNYECKNX NCCNefoBaHniA, B CPOK, He npesbiwatowmin 30
paboyunx gHen ¢ gaTbl NOJAyYeHns 3anpoca Poc3apaBHaA30pa, yKa3aHHOro B
nyHKTe 44 HacToawero MNopaaka, HanpasnseT B Poc3apasHagsop MOG B
COOTBETCTBUM C NyHKTamm EAIC 8.4 - 8.5 MpaBun Hagnexxallen npakTuku
(hapmakoHaasopa, n POOb B cOOTBETCTBMY C MYHKTOM 4 npunoxeHusa Ne 12
MpaBun Hagnexallen KImHnyeckon npakTnkm EA3C.

46. MNpwn BbIABNEHNM SKCNEPTHON OpraHm3aunelt B Xo4e OLEeHKN

WH(OPMaLUN HAYYHOI O U KIMHWYECKOr0 XapakTepa, COAEPXKaLLMXCS B
coobueHunsax, NMOB, POOb ceBeaeHWi, OTCYTCTBYIOLUX B MHCTPYKLAK NO
MeONLNHCKOMY MPUMEHEHNIO UAN JOKYMEHTaLMUN KINHUYECKOro NCCef0BaHns,
N3MEHSAOLWMX OTHOLLIEHNE 0XKNAAEMOW MNOJb3bl K BO3MOXXHOMY PUCKY MPUMEHEHNS
JIeKapCTBEHHOrO npenapaTa, 3KCnepTHas opraHu3auns Hanpasnset
3aKo4eHne o6 3Tom B Poc3apaBHaA30p B CPOK, He no3aHee 5 paboyumx

AHEN C AaTbl BbIBAEHNS COOTBETCTBYOLLMX CBEAEHNNA.

47. B cnyyae, eC/v COrnacHo 3akJ/lo4YeHNo 3KCNEPTHOM OpraHm3aumm,
NPUYNHOW HeXXenaTeNbHOW peakLumm Uan yrpo3bl XXN3HN 1 340POBbI0 Ye/I0BEKA
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MOTJ10 IBAATLCA HapyLlleHne cybbekTamy 0bpalleHns NIeKapCTBEHHbIX CPeACTB
3aKoHoAaTenbHbIX TpeboBaHWi K hapMakoHaa3opy, 1Mbo HapyLleHne npaBu
Hagaexallen KINHNYEeCKON NpakTuky, PocsapaBHan30p NPUHNUMAET peLleHne o
npoBefieHNn NpoBepkmn cobnoaeHns cybbekTamm obpalleHns 1eKapCTBEHHbIX
CpencTB yCcTaHoBNeHHbIX PefepasibHbiM 3aKOHOM 0T 12.04.2010 Ne 61-03

"06 obpalleHUn NekapCTBEHHbIX CPeACTB" N NPUHSTLIMU B COOTBETCTBUN C
HUM UHBIMU HOPMATUBHbLIMU NPaBOBLIMU akTaMu Poccuinckon depepaumu
TpeboBaHW K KIMHNYECKMM NCCNIeA0BaHMAM NEeKapCTBEHHLIX NPenapaTos,
XpaHeHWto, NepeBo3Kke, BBO3y B Poccuinckyto ®efepaunio, 0TNycky,
peanunsauny iekapCTBEHHbIX CPEACTB, MPUMEHEHWIO IeKapPCTBEHHbIX
npenapaTos B NOpAAKe, yCTaHOBAeHHOM ®PefiepasibHbIM 3aKOHOM OT

26 nekabpsa 2008 r. Ne 294-03 "O 3alumTe Npas LPULNYECKUX L 1
WHAMBUAYANbHbIX NpeanpuHUMaTenen Npu oCcyLLeCTBAEHUN FOCYyAapCTBEHHOMO
KOHTpPONS (HaA30pa) U MyHULMMANBHOIO KOHTPONsA"<5>.

<5> dPepepanbHbIfi 3aKOH 0T 26 Aekabpsa 2008 r. Ne 294-03 "0 3awmTe
npaB IOPUANYECKUX ML U UHANBUAYANbHBLIX NPeanpUHUMaTENeR npu
OCYLLECTBJIEHNM TOCYAAaPCTBEHHOr0 KOHTPONA (HaA30pa) ¥ MyHULMNAJIbHOTO
koHTpons" (CobpaHue 3akoHoaaTeNbCTBa Poccuinckon Genepauun, 2008,

Ne 52, cT. 6249; 2009, Ne 18, cT. 2140; Ne 29, cT. 3601; Ne 48,

CT.5711; Ne 52, cT. 6441; 2010, Ne 17, cT. 1988; Ne 18, cT. 2142;

Ne 31, cT. 4160, cT. 4193, cT. 4196, Ne 32, cT. 4298; 2011, Ne 1,

CT. 20; Ne 17, cT. 2310; Ne 23, cT. 3263; Ne 27, cT. 3880; Ne 30,

CT. 4590; Ne 48, cT. 6728; 2012, Ne 19, cT. 2281; Ne 26, CT. 3446;

Ne 31, cT. 4320, cT. 4322)

o

o

48. B cnyyae, eC/im COrnacHo 3akJ/loYeHno SKCNepTHOM OpraHmn3anmu,
NPUYNHOW HeXXenaTeNbHOM peakumm MOrio ABASTbCA HECOOTBETCTBUE
JIEKapPCTBEHHOro NpenapaTta TpeboBaHMAM KavyecTBa, Poc3gpaBHaa30p
NPUHMMaeT peLleHne 0 NPoBeAeHNN BbIBOPOYHOr0 KOHTPONS Ka4yecTBa
COOTBETCTBYIOLLEro SIeKapCTBEHHOr0 NpenapaTa B NOPAAKE, yCTaHOBIEHHOM
3aK0oHOL4aTeNnbCTBOM Poccuinckon degepaunm.<6>

<6> Mpuka3 PegepanbHoi cnyxbbl Mo Hag3opy B chepe
3apaBooxpaHeHns oT 07 asrycta 2015 Ne 5539 "06 yTBepxaeHuu Mopsaka
OCYLLEeCTB/IEHNS BbIHOPOYHOr0 KOHTPOIS KaYeCTBa JIEKapCTBEHHbIX CPEACTB
ANS MeQULMHCKOro npumeHeHna" (3apernctpmposaH MuHicTom Poccmu

9 aBrycta 2015 r., permctpaumoHHbin Ne 39263, "bronneTeHb HOPMaTUBHbIX
aKTOB (hefepalibHbIX OpraHoB UcnoaHuTenbHon Bnactn”, Ne 48, 30.11.2015)

49. B TeyeHue 5 paboymx AHei C AaTbl NOCTYNAEHUS 3aKN0YEHMS
3KCMEepPTHON OpraHmn3aLmnn, Coaep Kallero MHMOPMALLMIO O BbISBJEHN HOBbIX
AaHHbIX Mo 6e30MacHOCTU 1 3PHEKTUBHOCTMN IEKAPCTBEHHbIX NPEnapaToB, He
COAEPXKALLMUXCA B MHCTPYKLMUM MO MEAULMHCKOMY NMPUMEHEHWIO SN
AOKYMEHTALMN KIMHNYECKOr0 UCCNeN0BaHNS, N3MEHSIOLLMX OTHOLLEHNE
0XKMAAEMO MOJb3bl K BO3SMOXHOMY PUCKY NPUMEHEHNS IeKapCTBEHHbIX
npenapaToB, Poc3apaBHaa30p yBeaoMAseT 06 3TOM AepxaTens
PErucTpaLMoHHOro y10CTOBEPEHNS IeKapCTBEHHOMO NpenapaTa uan

0PV ANYECKOE JINLIO, HA UMS KOTOPOr0 BbiJ@HO Pa3peLIeHMe Ha NpoBefieHne
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KJINHNYECKUX NCCef0BaHNA.

50. [lepxaTenb perncTpaumoHHOro yaoCToBEPEHNS IeKaPCTBEHHOMO
npenapaTta Win lopuan4eckoe anLo, Ha MM KOTOPOro BbiAaHO pa3peLLeHune
Ha NpoBeAEHNE KINHNYECKNX UCCNeoBaHuI, B TedeHne 10 pabounx gHen ¢
MOMEHTa NoJly4eHns yBegomaeHuns PocsapaBHaa30pa, yka3aHHOro B MyHKTe
49 HacTosuwero Mopsagka, NpOBOAMT NPOBEPKY AOCTOBEPHOCTMN MOJSTYHEHHON
NHOopMaLUN 1 NpeacTaBAseT MHPOPMaLMIO O pe3ynbTaTax NPOBEPKN B
Poc3gpaBHaasop.

51. B nepnog npoBefeHns NpoBepKu, ykasaHHON B NyHKTe 50

HacTosLero MNopsfka, LepXXaTesb PerucTpaLmnoHHOro yaocToBepeHuns
JIeKapCTBEHHOrO npenapaTa uan Kpuanyeckoe nuo, Ha MM KOToporo
BblAAHO pa3peLLeHne Ha NpPoBedeHNE KJIMHNYECKUX NCCeA0BaHNNA, MPUHUMaeT
HeobxoauMble Mepbl 15 TOro, YTobbl Bpel, CBA3aHHbIA C obpalleHnem
COOTBETCTBYIOLLEro JIEKapPCTBEHHOI0 NpenapaTa, He YBENYWIICA.

52. B TeveHune 10 paboymx gHeln ¢ gaTbl NOCTYNAEHNS pe3ybTaToB
NpoBepKu, yka3aHHON B NyHKTe 50 HacTosAwero Mopsaka, NpoBefeHHON
[lepxaTesieM perncTpaLnoHHOro yoocTosepeHus, PocsapasHaasop
yBegomnaseT MMHUCTEPCTBO 34paBooOXpaHeHnsa Poccuinckon demepaunm o
BbISIBJIEHUWN HOBbIX AaHHbIX N0 6€30MacHOCTU N 3h(hEKTUBHOCTM
JIeKapCTBEHHbIX NPEnapaToB, He COAEPKALLMXCSA B MHCTPYKLUN MO
MeONLUHCKOMY MPUMEHEHNIO UAN OKYMEHTALNN KINHUYECKOr0 NCCIeA0BaHNS,
N3MEHSAKOLWMX OTHOLLIEHNE 0XKNAAEMOW MOJb3bl K BO3MOXXHOMY PUCKY MPUMEHEHMNS
JleKapCTBEHHbIX NPenapaTos, ¥ HanpaBAseT COOTBETCTBYIOLLYIO MH(OPMaLMIO
AN paCCMOTPEHNS BONpPOCa 0 HeobXoAMMOCTU BHECEHNS U3MEHEHWNI B
perncTpaumoHHOe A0Cbe NeKApCTBEHHOrO npenapaTta, OTMeHbI
roCyapCTBEHHOW pPerncTpauun, NpoBeLeHNN LOKINHUYECKUX NN
KJINHNYECKNX NCCNefoBaHNi IeKapCTBEHHOIO NpenapaTa, MMbo nHbIX
JOMNOSIHUTESIbHBIX NCC/IeA0BAHUIN KavyecTBa, 3pdeKTUBHOCTU 1 Be3onacHOCTK
JIeKapCTBEHHOrO npenapaTa (fanee - LONONHUTENbHbIX UCCIed0BaHWI), a
Takxe 0 HeobxoanmocTu, mbo 06 OTCYyTCTBMM HEOBXOAMMOCTM
npuvocTaHoBeHNs obpallleHnsa IeKapCTBEHHOr0 NpenapaTta Ha nepuog
NpoBeAeHNs OOMOSHUTENbHBIX UCCefoBaHuiA, Mnbo Ha Nepunoa, HeobXoaNMbIN
AN BHECEHNS U3MEHEHUI B PEFUCTPALIMOHHYIO LOKYMEHTALNIO
JIeKapCTBEHHOr 0 npenapaTa.

53. Mo nToram pacCMOTPEHUS pe3ybTaToB MPOBEPKU, YKa3aHHOW B

nyHkTe 50 HacTosAwero MNMopsaaka, NpeacTaBNEHHbIX AepXKaTesleM
perncTpaumoHHOro yaoCTOBEPEHNS NeKapCTBEHHOMO npenaparTa,
Poc3gpaBHapa3op B TeveHne 30 paboymx aHen C 4aThbl NOJYYEHNS
pe3ynbTaTOB MPOBEPKM, BMPABE HaMpPaBMTb AEpXXaTeN perncTpaunoHHoOro
yOO0CTOBEPEHMS 3anpoc 0 HeobxoanmocTn pa3paboTku MnaHa ynpaBneHus
puckamu (ganee - MYP) B COOTBETCTBMM C NyHKTaMu 6.2.4 - 6.2.5

MpaBua Hagnexxawen npakTukn dapmakoHagsopa EA3C.

54. TIYP noanexuT Hanpas/ieHnto B Poc3apaBHag3op B TeveHme 60

paboynx OHeR C AaTbl MOAy4YeHNs 3anpoca Poc3apaBHaA30pa, yKa3aHHOro B
nyHKTe 52 HacToswero MNopaaka.

55. Mpw BbISBAEHWW LepXaTeneM perncTpaunoHHOro yaoCcToBepeHmns
JIeKapCTBEHHOrO npenapaTa, B X04e NpoBeAeHN NPOBEPKN, yKa3aHHON B
nyHkTe 50 HacTosAwero Nopsaka, MHpoOpMaL M 0 HECOOTBETCTBUM
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JIEKapCTBEHHOro NpenapaTta TpeboBaHMAM KavyecTBa, 3WPEKTUBHOCTU 1
6e3o0nmacHOCTK, Aep)xaTenb PerncTpaLuoHHOro yA0CTOBEPEHMNS
JIeKapCTBEHHOrO NnpenapaTa BNpaBe caMocTosATebHO pa3paboTaThb MYP n
npeacTaBuTb ero B PocsgpasHaasop.

56. MYP BkntovaeT nogpobHoe onucaHne MeponpuaTuiA No
(hapmMakoHa[30py, HanpaB/ieHHbIX Ha BbISBJIEHNE, OLLEeHKY U NpefoTBpaLleHmne
AN MAHMMU3ALMNI0 PUCKOB, CBA3AHHBIX C IEKAPCTBEHHbIMM NpenapaTamMu,
BKJItOHAA OLLEeHKY 3(P(EKTUBHOCTIN JAHHLIX MEPOMPUATUN.

57. Poc3gpaBHag30p B CPOK, He MpeBbiwatowmin 5 paboinx gHew ¢

AaTbl noctynneHus MNYP, HanpasaseT ero B 3KCNEPTHYIO OpraHu3auunio ons
NpoBeLeHNs Hay4YHO-KJIMHUYECKOW OLLEHKN C LieSibto onpenesieHns
LOCTAaTOYHOCTU NpeanaraeMblx MEPONPUATAA ANg NpeaoTBpaLleHns Bpeaa
XKU3HW 1 3L0POBbLI0 rpaXkaaH rnpu NpyuMeHeHUn JIeKapCTBEHHOr 0 npenaparTa.
58. 3akJi04eHne 3KCNepTHON opraHM3aLnm 0 4OCTAaTOYHOCTM
npeanoXeHHbix MYP MeponpnaTuin 4aa NpefoTBpaLLeHns Bpeaa X13Hu n
3[10POBbI0, FpaXKAaH npu NpUMeHeHUN NeKapCTBEHHOro npenapaTa
HanpaenseTca B PocsgpasHaa3op B TedeHue 20 paboynx AHeN € aathl
noctynaeHuns MYP B 3KCNepTHYO OpraHun3aumio.

59. Poc3gpaBHaa3op B TeyeHne 5 paboumnx gHen ¢ gaTbl NOAyYeEHNS
3aKJ/II04EHNS IKCNEPTHOM OpraHM3aLnn, ykasaHHoro B nyHkTe 57
HacToswero Mopsaka, HanpasaseT gepXXaTeslo perncTpaLMoHHOro
YLOCTOBEpPEHUA JIeKapCTBEHHOI 0 NpenapaTa yBeLOMJIeHNe 0 CorJiacoBaHuUu
MYP, nnbo ysenomneHne o HeobxoAUMOCTU BHECEHNS U3MeHeHU B TYP.

60. B cnyvyae nony4yeHns yBeaoMIeHns 0 HeobxoAnMOCTU BHECEHNS
n3meHeHun B MYP gepxaTeNb PeErncTpaLoHHOro yaoCcTOBEPEHMS
NEeKapCTBEHHOro NpenapaTta B CPOK, He npeBbiwatowuin 20 paboynx aHen co
LHS MONy4eHMa aHHOr0 yBeoOMJIeHUs, NpeacTaBnseT B Poc3gpasHan3op
MYP C y4eTOM BHECEHHbIX N3MEHEHWI.

61. Mo uToram pacCMOTPEHUSA Pe3y/ibTaTOB NPOBEPKYU, yKa3aHHbIX B

nyHkTe 50 HacToawero MNopaaka, npeacTaB/ieHHbIX VPULNYECKUM INLOM, Ha
MUM$S KOTOPOr0 BbIAAHO paspeLleHmne Ha nNpoBefeHne KINHNYeCKnX
nccnenoBaHuii, PocaapaBHaa3op B TevyeHne 30 paboynx gHen ¢ gaTsl
noJiy4eHns pesynbTaToB NPOBEPKK, pacCMaTpmUBaeT BOMPOC O HanpasaeHnn
MuHuCTepcTBY 3a4paBooxpaHeHns Poccuinckon degepalnm v lpULNYeCKoMy
JiVLy, Ha MMSA KOTOPOro BblAAHO pa3peLleHne Ha NpoBefeHne KJIMHUYEeCKNX
nccnefoBaHMmM, COOTBETCTBYIOLLEN HGOPMaLUM AN pacCMOTPEHNS BOMpoca 0
HeobX04MMOCTW MPUOCTAHOBEHUS KJIMHUYECKOr0 NCC/IEA0BaHUS, OCPOYHOMO
3aBepLUEHNS KINHNYECKOro NCCnefoBaHns, NMbo BHECEHNS N3MEHEHNI B
NPOTOKOJ1 KIIMHNYECKOro nccnefoBaHus.

62. Mo pesynbTaTam hapMakoHag3opa Poc3apaBHan30p pasMeLlaeT Ha
cBOEM O(hMLMaNbHOM CalTe B ceTu "UHTepHeT" cBeAEeHNS O peLleHnsx
MuHuncTepcTBa 34paBooxpaHeHns Poccminckon ®egepaumm, NPUHATLIX MO
pe3ynbTaTaM pacCMOTPeHMs nHhopMaLmm PocsapaBHaa3opa, YKa3aHHON B
NyHKTe 52 HacToawero MNopsaaka.

MpunoxeHune Ne 1 K
MopsafKy ocyLecTBneHus
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thapMakoHag3opa, yTBePXXAEHHOMY
npuvkasom ®enepanbHon ciyxbbl

no HaA3o0py B chepe 34paBOOXPaHEHUS
oT 15 ceBpana 2017 r. Ne 1071

PekomeHayeMbit 0bpasel

N3BELLEHWE O HEXXENIATEJIbHOW PEAKLIN
W OTCYTCTBUI TEPAMEBTUYECKOI O 3OOEKTA
JIEKAPCTBEHHOTI O MPEMAPATA

MpunoxxeHune He npuBoanTCcA. CM. opuLManbHbLIN UHTEPHET-NOPTaN
npaBoBon nHpopmaumm http://www.pravo.gov.ru.

MpunoxeHune Ne 2

K MNMopsaaky ocyLLecTBeHUS
(hapMakoHaA30pa, yTBEPKLEHHOMY
nprka3som ®enepanbHON Cyxbbl

no HaZ3opy B chepe 34paBoOXPaHeHNs
oT 15 cpeBpana 2017 r. Ne 1071

PekomeHayeMbint 0bpasel

CoobLLeHne 0 cepbe3HOn HenpeaBuaeHHON HeXXeNnaTebHON peakLn Ha IEKapCTBEHHbIN
npenapar, U3y4atLWwmnncsa B KIMHUYECKOM UCCNIe0BaHUN

[Ne npoTOKOIa KNMHUYECKOro NccefoBaHns | |

|HaumeHoBaHue JIC | |

|HaumeHoBaHme npoTokona | |

[Ne pa3pelueHuns Ha npoeefeHune KN 8 PO | |

I | |
|HanmeHoBaHue nevebHoro yupexxaeHus, | |

|B KOTOPOM BbISIBSIEHa HexXeNlaTenbHas | |

|peakuwns (ecnu peakuns nponsowna s | |

|Poccuinckon depepauun) | |

I. NHpopMaLmsa 0 HexenaTesibHON peakuuu

|1. MHnumansl|la. CtpaHal2. OaTa |2a. Bo3pacT|3. Mon| 4 - 6. faTa | 8 - 12. OTMeTbTe |
| naumenTa | |poxaenns| | | Ha4yana |sce, 4To COOT- |

|| 1] |HexenaTensHoit|seTcTBYyeT HIIP |

[111]|peakumnn (aeHsb| _ |

[111]]|/mecsiu/ron) ||_| CmepTs |

NRRRREN

[1111]]l_] FocnuTanusauums|
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[111]]|nnn ee npopneHue |

FITEETT ]

[ TTTT1_I Croitkas yTpaTa

[111]]|TpymsocnocobHocTH |

| | | | |------| [unn MHBaNMAHOCTS |

|7 - 13. OnncaHune He)xenaTenbHOW peakLummn (BKAOYaa gaHHble | |
|[nabopaTopHbIX U MHCTPYMEHTaJIbHbIX UccienosaHuin) ||_| Yrposa XusHu |

Il. NHchopmMaums o0 Nnogo3peBaeMoM JieKapCTBEHHOM MpenapaTe (npenapaTax)

|14. Nopo3peBaeMbl IeKapCTBEHHLIN NpenapaT (BKaYas MexayHapoaHoe |20. Ncyesna nm |
|HenaTeHTOBaHHOE HaVMEHOBaHWE UK FPYNNUPOBOYHOE HaMMEHOBaHKE) |peakLnsa nocne |
| [oTMeHbl NpenapaTa? |

(-

LI_I Ba |_| HeT |

|

| |I_] HenpumMeHumMo |

I | | |

|15. CyToyHas po3sa(bl) |16. NMyTh(-n) BBeaeHua |21. BosHukna nm |

| | |peakuus BHOBb |

|17. Moka3aHme(s) K Ha3HaYeHWI0: |NOCne NOBTOPHOIO |

| [npumeneHns |

| |[nekapcTBeHHOrO |

| InpenapaTa? |

(-

[l_I Ba |_| HeT |

1

| ||_| HenpumeHuMo |

|18. DaTbl neveHunsa ¢ o |19. MNpoJo/HKUTENbHOCTL Tepanuu |

[ll. ConyTcTBYIOLWas NekapCTBEHHaA Tepanus n aHaMHe3

|22. ConyTcTBYOLWNA NEKAPCTBEHHbLIN NpenapaT(-bl) U AaThl BBEAEHNS (33 UCKITIOYEHNEM TeX, |
|KoTopble MpUMeEHANN AN NeYeHUs HexenaTeNbHON peakunn) |

|23. Opyrvue peneBaHTHbIE AaHHbIE aHaMHe3a (HanpuMmep, AMarHo3bl, aniepruun, 6epemMeHHoCTb |
|c yKazaHueM BpeMeHu nocnefHen MeHcTpyaumm, n 7.4.) |

Ill. NHas nHpopmaumns
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|
|24. HaumeHoBaHWe 1 agpec nponssoanTens |

I

| | |

|24a. WpeHTUGMKaLMOHHBIA HOMep ciyyas |246. NaTa nonyvyeHns nHgopMaLum 0 HexenaTesb-|
| [HOM peakuumn nponsBoaUTENEM |

|248. ICTOYHMK MHOPMaLUK O HeXenaTelbHON peakLmn |

l____|

||_| NccnepoBaHme |_| JiutepaTtypa |_| Cneunannct 3apaBooxpaHeHus |_| PerynaTtopHsole |
[ _|

|opraHel |_| Opyrow |

I
|25. DaTa paHHOro coobiyeHuns |
[ |

I

|26. Tvn coobLueHuns |

||_| MepBnyHoe |_| MoBTOpPHOE |
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