CoBepleHCTBOBAHHE IIPOLEAYP
perucTpanuu JeKapCTBEHHbIX
penaparoB

Cankr-IlerepOypr, 2012 1.



Ha ocHoeaHuu 3asienneHuu

npouseodumereli leKapcmMeeHHbIX

npenapamos u obpaweHusi 3amecmumers lMpedcedamensi

accoyuayuu poccuuckux u Mpasumenbcmea Pocculickoli
MexOyHapOOHbLIX (hapMayeemu4ecKux ®edepayuu U.N. Ceyuna
npou3eodumesneu

Bo ucnosHeHue nopy4yeHusi

B nepuoa ¢ 28.11.2011 no 27.12.2011 ®AC Poccuun npoBefeHa BHennaHoBas

Bble3gHaa npoBepka MuHsapaBcoupasButusa Poccum no Bonpocam
coonoaeHna MuHuctepcTBOM nopsaka:

v/ rocygapCTBEHHOW perucTpanmm nekapCTBeHHbIX Npenaparos,
v noaTBEPXXAEeHUs1 rocyaapCTBEHHOW perncTpaumm nekapCTBEHHbIX Npenaparos,
v/ BHECEHUNSA UBMEHEHWI B OKYMEHTbI, COAEPKaLLMECH B PErMcTpaLyuoHHOM A0Che,

v/ pasmMelLeHns MHpopMaumm Ha nopTane rocy4apCTBEHHOIO peecTpa NekapCTBEHHbIX CPEACTB.



B pesynkraTte nposeneHHon denepanbHoOU
aHTUMOHONONBLHOWU CIY>XO0oM NPoBEPKN OLINO
BbISIBNIEHO 2 TUMa npoobsriem:

lMpobnembl, cesizaHHbIe C HU3KOU
oucyuniuHou u ocnabneHHbIM

KOHMpOoJieM 3a desimesiIbHOCMbHIO
coomeemcmseyrouieco ,qenapmameHma

% HapyweHne MuH3gpaBcoLpasBUTUSA
Poccumn yctaHOBMEHHbIX 3aKOHOM 00
obpalleHnmn nekapcTBEHHbIX CPEaCTB
CPOKOB W1 nopsiika ocyLLeCTBIIeHNA
OCHOBHbIX npoueayp,

*

% cny4am opopMneHnst AOKYMEHTOB
«3aQHUM YNCIIOMY,

% 0TKa3 oT peanusauun oTaenbHbIX HOPM
3 3akoHa.

1

NHcmumyuuoHanbHbie npobremMsbli

OTCYyTCTBUE peErfaMeHTOB,

pasfiMyHoe TOSIKOBaHME OENCTBYIOLMX
HopM 3akoHa,

HeJoCcTaTKn camMmoro 3akoHa.



PeweHue npobrnem, cesizaHHbIX C
HU3Kou ducyunsuHou u ocnabreHHbIM
KOHmMpoJsieM 3a 0esimesibHOCMbHO
Jenapmamernma 2ocydapcmeeHHO020
peaynupoeaHusi obpauweHus
JleKapcmeeHHbIX cpedcme

v" MVHUCTEPCTBO MPOBENO CryXebHy0 MpOBEPKY
HeHagnexawero WCMorHEHNA  OOMMKHOCTHLIMMN
nmuamn  [lenaptameHTa CBOMX [AOSMKHOCTHbIX
00s3aHHOCTEN, B pesyrnbrate KoTopon 6binu
HangeHbl U Haka3aHbl BAHOBHbIE NULA,

v Bonpocbl COBMIOAEHUA YCTAHOBMEHHBLIX CPOKOB

MCMNONMHEHNA  agMWHUCTPATMBHBIX  Npoueayp
B3ATHI Ha KOHTPOIb pyKoBOACTBaA
MwuH3zgpascoupassutmna Poccun,

v Bos3byxgeHbl 1M paccMOTpeHbl gena o
HapyLleHUK aHTMMOHOMOJTLHOIO
3aKoHOOaTenbCTBa, JOIMKHOCTHbIE nvua
NpUBeKarTCs K aAMUHUCTPATUBHOMN
OTBETCTBEHHOCTMH,

v CHUXEHO KOMMYECTBO HapYLLEHWIA.
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PeweHue uHcmumyuyuoHasibHbIX
npobnem

MuHUCTEpPCTBOM pa3paboTaHbl U NPUHATLI pernameHThl,

CdopmunpoBaHa cucrtema 3MEKTPOHHOIO
AOKyMeHToobopoTa, paspaboTaHa HoBasi nopcucrtema
9NEKTPOHHOro AOKyMeHToobopoTa Mo BOMNPOCY BBO3a
He3aperncTpMpoOBaHHbIX NEKAPCTBEHHbIX CPeacTB, BO 2-

M KBaptane 2012 r. 3annaHUpoBaHO BBeOEHME
3MEKTPOHHOM LMdPOBOM Noanucu,
YcoBepLueHCcTBOBaHa npoueaypa yBeoMIeHNs

3asABUTENEN 0 NPUHATBLIX PeLLIEeHUsIX,

3aBepLueHbl paboThbl MO PEMOHTY NOMELLEHUI NpUemMa n
BblAa4n AOKYMEHTOB,

OpraHuM3oBaHa KOHCYMbTaTMBHasi U pasbsCHUTENbHAas
paboTa c 3asaBuTendamm B popme y4ebHbIX CEMUHAPOB,

[MpaBuTENHLCTBOM JaHo
MwuvH3gpascoupassntusas Poccun
paspaboTaTb nonpasku B 61-P3,

nopy4yeHue
®AC Poccum

®AC Poccum paspabotana nonpaBkm B 61-P3,
Hanpaswuna ux B M3 n pasmecTtuna Ha canTte.



L)

KnuHu4eckue uccnedoeaHusi (KA) u npouedypa nosiy4eHUsi pa3peweHus
Ha ux npoeedeHue

lMPOBJIEMBbI:

KW nekapCTBeHHbIX nMpenapaTtoB SBMAAKTCA COCTaBHOM 4acTbio  pernctpauuoHHOW
npoueaypsbl;

«[dBovHas npoueaypa» nonyyYeHnss paspeweHns Ha nposegeHne KW nekapCTBEHHbIX
npenapaTtoB. «MOSIYYEHME pPEeLIeHUA © BO3IMOXHOCTM WM HEBO3MOXHOCTU BLiAauM
3a8BUTENIO pa3pelleHna Ha npoBedeHne KM» n «nonydyeHne pazpelieHus Ha NpoBeaeHne
KW», ctatbn 22, 39 n 44 3akoHa 06 obpalleHnn nekapcTBeHHbIX CPeaCTB NpoTMBOpeYaT Apyr

Apyry;

TpeboBaHMe O HEODXOOMMOCTU MPOBEAEHUS NOKANLHLIX KINMHUYECKUX MCChNenoBaHuM,
He3aBUCUMO OT Hanuyma pesynbraTtoB MYNbTULEHTPOBLIX MeXOYHapOAHbIX KIUHUYECKMUX
nccnegoBaHUN.
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KnuHu4eckue uccnedoeaHusi (KA) u npouedypa nosiyd4eHUsi pa3peweHus
Ha ux npoesedeHue

PELLIEHUE:

OTmeHa «aABOWMHOW» NpoueAypbl NONyYeHUA paspewieHMa Ha nposepeHue KW
(npednazaromcs norpasku 8 cmambu 20-22, cmambio 39, yacmb 1 cmamebu 44);

BuiBeneHmMe OaHHOM  npoueaypbl M cam  npouecc npoBedeHuss KW u3
PErMCTPALMOHHLIX Npoueayp, VUCKMIYEHME XXECTKOro NMepedHs uener npoBeaeHus

KW (npednasaromcsa nonpasku e yacmu 3 u 4 cmambsu 13, yacme 2 cmamsbu 14, cmamsio 17,
nyHkm 7 yacmu 2, nyHkmel 11-14 yacmu 3 u yacme 5 cmamsu 18, cmamsu 20-22, cmamsio 25,
yacmu 1, 4 u'5 cmambu 38, egodsimcsi Hoeble cmambu 39.1 u 39.2);

anI3HaHVIe KNMUHUYECKUX uUccnenoBaHUM, npoBegeHHbIX B COOTBETCTBUUN C
Tpe6OBaHI/IFIMI/I npaBus Haanexawen KrnmHU4YecKomn NPaKTnukKn, He3aBUCMMO OT CTpPaHbI

npoBedeHusd, npuHUUNa B3aMMHOCTU WKW  Hanuuma MexXayHapogHOoro pagoroesopa
(npednazaromcs norpasku 8 Yacmb 5 cmambu 3, nyHkm 15 yacmu 3 u yacmb 4 cmambeu 18,
cmamabto 39);

OrTmeHa akkpenmTaumm MegUUUMHCKUX opraHM3aunn, B KOTOPbIX MOryT NpoBOAUTLCA
KW (npednazaromcs nonpasku 8 yacme 7 cmamabu 38).
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[MPOBJIEMBbI:

HeobxoaMmocTb MpoXoXaeHust npoueaypbl  MNOMydYeHUs paspelleHus Ha  BBO3
He3apernMcTpmMpoBaHHOIO fIEKapPCTBEHHOIO CPeaCTBa;

PuUCK nonyyvyeHna oTpuuUaTENbLHOrO pesyribtata 3KCnepTudbl Mpu 3adep)XKe MOoCTaBKu
3agsutenem obpasuos J1 n gapmcydctaHumm B 15-AHEBHLIA CPOK;

3aKkoHOM He npeaycMoTpeHa BO3MOXHOCTb MPUOCTAHOBMEHUS CPOKOB 3KCMNEpPTU3bl
NleKapCTBEHHbIX NpenapaTos.

1L

Pa3speweHne Ha BBO3 00pa3uoB BblAaeTcA OAHOBPEMEHHO C pelwieHMem O
npoBeneHun akcnepTuabl JIN (npednazaromesi nonpasku 6 4yacmes 5 cmambu 18 u cmamaio 19);

OTMmeHa orpanuyueHnsa cpoka npencraegnedms obpazuoB (npednazaromcsi NMornpasku 6
cmamabio 23);

daKkTU4YeCKMn CPOK npeacTaBnNneHUA o0pa3uoB He BKNIOYAETCA B CPOK NpoBeAeHUA
aKcnepTua (npednazaromcs rnornpasku 8 cmambsio 23).
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O6)kanoeaHue pe3ysibmamoe 3Kcrnepmus3bl

lMPOBJIEMA:

HeBO3MOXHOCTb 00XKanoBaHUsi oTpuLaTeSibHbIX 3aKHOYEHUN SKCNEPTHbLIX OpraHn3auum -
dI'BY vnu coBeTa nNo aTuke.

§ 3 3 1 1

BeeneHne BOIMOXMHOCTU 00XanoBaHna 3aKnoYeHniA 3KCNEPTHOro yYpexaeHusl, coeTta
Nno aTuke u pewweHnn MuHagpascoupassnTns Poccum ¢ noMoLLbio NpoBeaEHNS 9KCNEPTU3bI
aKKkpeanTOBaHHbIMU UCNbITaTENbHbLIMM NabopaTopusiMm U LEHTpaMn

(npednazaromcs norpasku 8 cmamsbto 36)



lMPOBJIEMBbI:

[MpegycmoTpeHHaa 3akoHoM 06 obpalleHun rnekapCcTBEHHbIX CPedcTB npoueaypa MNpoBeaeHUs
YCKOPEHHOM npoueaypbl akcnepTusbl BocnponsseneHHoix JIIM He npumensercn;

OtcyTecTBYET  YNpOoWEeHHas cucTtema  permcrpaumw  BocnpowussegeHHbix  JIIT  wn  JIM,
npeaHasHayeHHbIX Ons nedyeHust pegkmx (opdaHHbix) 3aboneBaHun (TpebyeTtcs nogada MomnHoro
perncTpaumMoHHOro 4ocbe, B TOM Yucne pe3ynsratoB cobCcTBEHHbIX KA);

TpeboBaHne 06 00683aTeNbHOM MPOBEAEHUN CPABHUTENLHBLIX KIUHUYECKUX MWCCNenoBaHun
BocnpounsBedeHHblx JI[1 B nekapCTBeHHbIX opmax, He npeaycmaTpuBalolIMX MpoBedeHne
OMOSKBMBANEHTHOCTH.

-~ -~ -~ -~ -~

PELLIEHUE:

Ynpowennan peructpauua BocnpousBeneHHbix JIIT no cokpaweHHoOMY pocbe (rpedrazaromcs
rorpasku 8 crmamato 18);

Otka3z oOT npoBeAeHMA CPaBHUTENbHbLIX KNUHUYECKUX UCCNeAOBaHUW BOCNPOU3BEOEHHbIX
NeKapCTBEHHbIX MNpenapaTtoB B fleKapCTBEHHbIX (popmax, He npegycMaTpuBarolmMx MNpoBeaeHne
OGMO3KBMBANEHTHOCTU (Npediazaromcs rnornpasku 8 cmamato 18);

YcrkopeHnHnan permcrpauma ang socnpounsseneHHbix xumudeckux JIIM n JIN, npegHasHadeHHbIX Ons
neyeHna opdaHHbIX 3aboneBaHun (npednazaromces nonpasku 8 cmambio 26).
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lMPOBJIEMBbI:

C 05.01.2007 po 01.09.2010 Pocs3gpaBHaa3op BblgaBan 6eccpoyHble PY, oaHako
ctatbn 28 n 29 3akoHa 00 obpalweHUn nNeKapCTBEHHbIX CPeACcTB npeaycMoTpenu
Bbldady Ha BrepBble pernctpupyemole B Poccunckon ®Pegepaumm rekapcTBEHHbIE
npenapatbl PY CO CpoKOM [enctBuda naAThL nert U npouenypy noarsepiaeHus
rocygapCTBeHHOU perucTpauum nekapcTBeHHOro npenapara.

Crtatbelnn 29 3akoHa 00 obpalleHuM nekapCTBEHHbIX CPeACTB YCTaHOBMNEHbl HOPMbI,
aAyonupylowMe nNOpPAAOK perucTtpauMum w MoHuTopuHra OGesonacHoctu JIM un
ycTaHaBNMBatoLne AONONMHUTENbHbIE aAMUHUCTPATUBHbIE Dapbepbl U MOLLMNHBI.

$§ & & ¥ 3

PELIEHME:
Ortmena Beipavn 5-netunx PY (npednazaromces nonpasku 8 cmamabio 28);

Ortmena  npouenypb! noarteepwaeHus  rocygapcteeHHon — peructpauun  JIM
(npednazaromcs norpasku 8 cmambio 29).
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3anpocbkl-omeemabl

lMTPOBJIEMA:

B 3akoHe 06 obpalleHnmn nekapCTBEHHbIX CPEACTB He yKa3aHa npoueaypa u CpoKu
HanpaBneHnsa MMHUCTEPCTBOM UMK 3KCNEPTHbLIM yupexaeHnem 3asBUTensiM 3anpocos
OOMOMNHUTENbHbIX CBEAEHUN U OOKYMEHTOB U BpeMS, HEOBXOAUMOE Ha OTBETLI.

$§ & 4 3 3

PELLIEHUE:

v' YeraHoBneH cpok NOAroTOBKW 3asBUTENSIMU OTBETOB;

v/ Bpems Ha npeAcTaBrieHVe oTBeTa He GyheT BKMIYaTLCHA B CPOK OCYLLECTBIEHUS

npoueayp, CBA3aHHbLIX C rocydapCTBEHHON perncrtpaunen n ¢ BHECEHNEM U3MEHEHUN B
perncTpaymoHHoe JoChe;

v OKcnepTHOe yuYpexaeHne MOXeT HanpaBnsAThb 3anpoChl 3aSBUTENSM HaNPAMYIO.

(npednazaromcs nornpasku 8 rnyHkm 4 cmamsu 16 u 8 cmamsto 30)
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lMPOBJIEMBbI:
“* He pernameHTMpOBaHbl CPOKM BHECEHUSI U3MEHEHUI B PErMcTpaunoHHoe 4oCke, Korga
P P P P pau A , KOrg

He nposoauTcs akcneptusa JIIM, a Takke CPOKM BHECEHUS peadakUMOHHbLIX MpaBOK B
perncTpaLmoHHOe YA0CTOBEPEHME N Bblaa4yun Ux oybnnkartos;

** 3anper npoussoacTtea JIM ¢ gaTbl NPUHATUA PELLEHUS O BHECEHUW W3MEHEeHUN B
perncTpaunoHHoe OOoCbke.

¥ ¥ ot < g
PELUEHVE:

v' YcTaHaBNUBalOTCA CPOKM:
v BHECEHUSs| U3MEHEHWIA B perucTpaumoHHoe yaoctosepeHue SN — 5 pabounx aHen
(npednazaromcs roripasku 8 cmamaeto 28);

v Bblgauyn aybnukata perncrtpaumoHHOro yaOCTOBEPEHUS B Ccrnydae €ero ytparthbl
3aaBuTenieM — 3 pabounx aHs (npednasaromcs nonpasku 8 cmamaio 28);

v/ BHECEHUS| B PErncTpaLMOHHOE [OCbe M3MEHEHW, He TpebyloLwmX npoBedeHUs
akcnepTusbl J1IN — 10 paboynx aHewn (npednazaromes nonpasku 8 cmamsto 30);

v' BroauTtca «nepexonHbLii nepuon» ANs NPousBOACTBa M BBedeHus B obopot JM, no
KOTOPbIM MPUHATO PELlEHNE O BHECEHUU U3MEHEHUW B peructpaumoHHoe gocbe — 180

KaneHgapHbIX OHEW (npednazaromcesi nonpasku 8 4acmbs 9 cmamabu 30).
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www.fas.gov.ru
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