O BHeCeHMn n3mMmeHeHus B cTaTbio 333-32.1 yacTum BTOpON Hanoroeoro kogekca Poccuickon Genepauun

Cratbsa 1

BHecTun B cTaTblo 333 32.1 yacTu BTOpoi Hanorosoro Kogekca Poccuinckon ®enepauunmn (Cobparue
3aKoHofaTenbCTBa Poccuinckon degepaumm, 2000, Ne 32, cT. 3340; 2004, Ne 45, cT. 4377; 2010, Ne 15, cT.
1737; 2014, Ne 30, cT. 4222; Ne 43, cT. 5796) n3MeHeHue, N310XXNB ee B CiefylolWen pegakumm:

"CtaTbs 333 32.1 . PaaMepbl roCy4apCTBEHHON MOLINHLI 3@ COBEpPLUEHNE AEeACTBUN YNOJIHOMOYEHHbLIM
thefepanbHbIM OPraHOM UCMNOMHUTEIbHON BAACTY MPU OCYLLECTBAEHUN FOCYLapCTBEHHON perncTpauuu
JIeKapCTBEHHbIX NpenapaTos

3a coBepLUeHMne YyrNoHOMOYEHHbIM (hefepasibHbIM OPraHOM UCMOAHUTENIbHON BAACTW AENCTBUIA, CBA3AHHbIX
C OCYLLLeCTBJIEHNEM rOCYLapCTBEHHON perncTpaLmm neKapCTBEHHbIX NpenapaToB B COOTBETCTBUN C
®epepanbHbIM 3aKoHOM "O6 0bpallleHnn NeKapCTBEHHbLIX CPEACTB", roCyAapCTBEHHAS NOLWIMHA
ynJavynMBaeTCa B CIe4yoLnX pa3Mepax (B 3aBUCMMOCTY OT BULOB OCYLLECTBASEMbIX LENCTBUNA):

1) 3a npoBeAeHne 3TUYEeCKON IKCNEePTU3bl, IKCNEPTU3bl JOKYMEHTOB JIeKapCTBEHHOI0 NpenapaTa Ans
NoAy4YeHUs paspeLleHuns Ha NpoBeLeHne KIMHNYECKOr0 NCCIe[0BaHNA IEKapCTBEHHOMO NpenapaTta Ans
MeOULNHCKOro npuMeHeHns - 110 000 pybnei;

2) 3a NpoBefieHne 3KCNepTU3bl LOKYMEHTOB, NPEeACTaBAEHHbIX 415 OnpefeneHns BO3MOXKHOCTU
paccMaTpuBaTb NEKAPCTBEHHbLIN NpenapaTt 4159 MeANLMHCKOro NPUMEHeHUs Npu rocy4apCTBEHHOM
perncTpaumm B KayecTse opdhaHHOro IeKapCTBEHHOro npenapaTa, - 25 000 pybnen;

3) 3a NpoBefieHNe 3KCNepTun3bl LOKYMEHTOB JIeKapCTBEHHOr0 NpenapaTa 419 NoayYeHUs paspeLleHuns Ha
npoBefeHne MeXxayHapoaHOr0o MHOMOLEHTPOBOMO KJIMHWYECKOro NCCe0BaHNA JIeKapCTBEHHOIO
npenapata 4S8 MeAULUHCKOro npuMmeHeHuns - 210 000 pybnen;

4) 3a npoBeAeHNEe 3TNYECKOWN IKCMEPTM3bl, IKCMNEPTN3bl LOKYMEHTOB JIEKapCTBEHHOr O NpenapaTa Aas
NoAyYeHUs pa3peLleHns Ha NpoBeLeHNe NOCTPErnCTPaLMOHHOMO KJIMHNYECKOr0 NCCNeA0BaHUS
NeKapCTBEHHOro NpenapaTta AAs MeAuLNHCKOro npumeHeHns - 60 000 pybnen;

5) 3a NnpoBefeHne 3KCNepTU3bl Ka4eCTBa JIEKAPCTBEHHOMO CPEACTBA U IKCMEPTU3bl OTHOLIEHUS OXMAaeMon
MOAb3bl K BO3MOXXHOMY PUCKY MPUMEHEHNS JIeKapCTBEHHOr0 npenapaTa 4159 MeAULWHCKOro NPUMEHeHNs
npwn ero rocygapcTBeHHon pernctpaumm - 325 000 pybnen;

6) 3a NpoBefeHNe 3KCNEePTN3bl KaYeCTBa NEKAPCTBEHHOI0 CPEeACTBa M IKCMEPTU3bl OTHOLLEHUS 0XMAAEMON
MOAb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWUS IeKapCTBEHHOr 0 npenapaTa, pa3peLleHHoro ans
MeLMLMHCKOro npuMeHeHuns B Poccuinckon ®epepaunn 6onee ggaguaTin 1eT, NPy roCyAapCTBEHHOM
perncTpaumm nekapCTBeHHoOro npenapata - 45 000 pybnen;

7) 3a NpoBefeHMe 3KCNepTU3bl Ka4eCTBa JIEKapCTBEHHOIO CPEACTBA U SKCMEPTMU3bl OTHOLLEHNS 0XXUAAEMON
N0b3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NIeKapCTBEHHOr0 npenapaTa 415 MeAULUHCKOro NPUMEHeHns, B
OTHOLUEHWN KOTOPOro NPOBeAEHbI MEXAYHAPOAHbIE MHOMOLEHTPOBbLIE KJIMHMYECKNe NCCNef0BaHuns, YacTb
13 KOTOPLIX NpoBeAeHa B Poccuickon ®epepaunm, Npy roCyaapCTBEHHOM PErncTpaLnm NeKapCTBEHHOIO
npenapata - 325 000 pybnen;

8) 3a npoBefeHne 3KCNepTU3bl Ka4eCTBa JIEKAPCTBEHHOMO CPEACTBA U IKCMEPTU3bl OTHOLIEHUS OXMAaeMon
M0Ab3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS IeKapCTBEHHOr0 npenapaTa 415 BETEPMHAPHOr0 NPUMEHEHNS
npwn ero rocygapcTBeHHon pernctpaumm - 215 000 pybnen;

9) 3a BblAayy pa3peLleHns Ha NPOBeAEHNE KJIMHUYECKOr0 NCCNe0BaHUSA NEKAPCTBEHHOr 0 NpenapaTa Ans
MeONLUHCKOro npumeHeHns - 5 000 pybnen;

10) 3a BblAayy paspeLleHns Ha NpoBeaeHne MeXxAyHapo4HOr0 MHOMOLLEHTPOBOIr0 KINHNYECKOr0
nccnenoBaHns NeKapCTBEHHOMO npenapaTta Aas MeQuumnHckoro npumeHenns - 5 000 py6nen;

11) 3a BblAa4y pa3speLlleHna Ha NpoBeAeHNe NOCTPErncTPaLNOHHOIO KIMHNYECKOr0 NCCIef0BaHNS
NeKapCTBEHHOro NpenapaTta AN MeanUMHCKOro npuMmeHeHus - 5 000 pybnen;

12) 3a BblAa4vy perncTpauuoHHOro yaoCcToBEPEHNA IeKapCTBeHHOro npenapata - 10 000 pybnen;

13) 3a NOATBEPXAEHME rOCYAapCTBEHHON PerncTpaLmmn N1eKkapCcTBEHHOr0 npenapaTa AN MeAMLMHCKOM o
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npuMmeHeHus - 145 000 pybnen;

14) 3a NoATBEPXAEHME rOCYAapCTBEHHON perncTpaLmm 1eKkapcTBEHHOro npenapaTa 419 BeETEPUHAPHOro
npuMmeHeHus - 70 000 pybnen;

15) 3a BHeCeHWe B [OKYMEHTbI, COAEPKALLMECs B PErnCTPaLMOHHOM A0ChE Ha 3aperucTpupoBaHHbIN
NeKapCTBEHHbIN NpenapaTt A58 MeAULUHCKOro NPUMEHEHNS, U3MEHEHUIN, TPebyIoLLMX NpoBeAeHNS
3KCNEepPTU3bl IeKapCTBEHHbIX CPEACTB B 4aCTW IKCNEPTU3bl Ka4eCTBa JIEKAapCTBEHHOIO CPeAcTBa v (Mnu)
9KCMepTU3bl OTHOLLEHUS 0XXMAAEMON NOJb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHUS EKapCTBEHHOI0
npenapaTta o8 MeAULMHCKOro npumeHeHus, - 75 000 pybnen;

16) 3a BHeCeHMe B [OKYMEHTbI, COAepKaLLMecs B perncTpaLmoHHOM f0Cke Ha 3aperucTpupoBaHHbIN
NeKapCTBEHHbIN NpenapaTt 4158 MeAULWHCKOro NPUMEHeHUs, U3MeHeHWIN, He TpebyloLwmnx npoBeLeHuns
3KCMNEePTU3bl IEKAPCTBEHHBIX CPEACTB A MEAMLIMHCKOro NpuMeHeHus, - 5 000 pybnen;

17) 3a BKJlOYEHME B FOCYLapCTBEHHbIV PEECTP SIeKapCTBEHHbIX CPEACTB (hapMaLeBTUYecKkon cybcTaHumy,
npoun3BeaeHHON ans peanusauuu, - 145 000 pybnen;

18) 3a BHeCeHMe B [OKYMEHTbI Ha (hapMaLeBTUYeCKy0 CyBCTaHLMIO, NPOU3BEAEHHYIO ANS peanu3aunm n
BKJIIOYEHHYIO B FOCYAAaPCTBEHHbLIN PEeCcTp JIEKAapCTBEHHbIX CPEACTB, N3MEHeHWI, TPebyoLWNX NpoBeaeHns
3KCMepTU3bl IEKAPCTBEHHbIX CPeacTs, - 75 000 pybnen;

19) 3a BHeCeHWe B JOKYMEHTbl Ha (hbapMaLeBTUYeCKyo CybCTaHLUMIO, NPOU3BEAEHHYIO ANS peanu3aunm u
BKJILOYEHHYIO B FOCYAAaPCTBEHHbIN PeecTp JIEKAPCTBEHHbIX CPEACTB, U3MEHEHMI, He TpebytoLmx
NPOBeEeHNS KCMEPTM3bl NEKAPCTBEHHbIX CpelcTs, - 5 000 pybnen;

20) 3a BHeCeHVEe B LOKYMEHTbI, COAEPXKALLMECs B PErmcTpaLMoHHOM LOCbE Ha 3apernCTpupOBaHHbIN
NEKapPCTBEHHbIN NpenapaT A5 BETEPUHAPHOr0 NPUMEHEHNS, N3MEHEHUR, TpebyLwnx NposeaeHNs
3KCMNepTu3bl IEKAPCTBEHHbIX CPEACTB 411 BeTepnHapHoro npuMeHeHus, - 70 000 pybnei;

21) 3a BHeceHue B LOKYMEHTbI, COAEpKaLLMecs B permcTpalMoHHOM LOCbe Ha 3apernCTprpOBaHHbIN
NEeKapCTBEHHbIN NpenapaT 415 BeTEPMHAPHOr0 MPUMEHEHNS, N3MEHEHU, He TpebyloLwux NpoBeaeHNs
3KCMNepPTU3bl IEKAPCTBEHHbIX CPEACTB A/ BETePMHAPHOro NpuMeHeHus, - 2 600 pybnei;

22) 3a Bblaavy AybnvkaTa perncTpaumoHHOro yaoCcTOBEPEHMSA IeEKapCTBEHHOrO NpenapaTa - 2 000
pybnen.".
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