O BHeceHUUN n3meHeHUn B PeaepanbHolil 3akoH "O6 obpalleHnn nekapCTBEHHbIX CpelcTB" n PefepanbHbli 3aKoH "O
BHECEHUN N3MeHeHUI B PefepalbHblii 3akoH "O6 obpalleHnn nekapcTBEHHbIX CpeacTs”

Cratbsa 1

BHecTun B PenepasibHbiin 3akoH oT 12 anpens 2010 roga Ne 61-®3 "06 obpalueHumn nekapCTBEHHbIX
cpencts" (CobpaHue 3akoHogaTensCTBa Poccuinckon ®epepaunmm, 2010, Ne 16, cT. 1815; Ne 42, cT. 5293; Ne
49, cT. 6409; 2011, Ne 50, c1. 7351; 2012, Ne 26, cT. 3446; 2013, Ne 27, cT. 3477; Ne 48, cT. 6165; 2014, Ne
43, c1.5797; Ne 52, cT. 7540) cnenyowme n3aMeHeHus:

1) B nyHKTe 11 cTaTbyn 4 cnoBa "4acTu 3" 3aMeHUTb CNoBaMu "YacTen 6 1 7", nocne cnos "®epepanbHoro
3aKOHa" OONOAHUTL CNOBaMK "B OTHOLLIEHUN NEKAPCTBEHHbIX CPEACTB AN MeAULMHCKOrO NPUMEHEHNS
nmnbo B cooTBETCTBUM € TpeboBaHMAMM CcTaTbmn 12 HacTosAwero ®egepanbHOro 3aKOHa B OTHOLLEHUN
JIeKapCTBEHHbIX CPEACTB OJ1 BETEPUHAPHOI 0 NpuMeHeHunsa";

2) B cTaTbe 5:

a) AOMONHUTL NYHKTOM 9! crefytoLlero coaep)XxaHus:

"91) cornacoBaHue NPOEKTOB PELLEHNA OPraHOB NCMOMHUTENBHOW BNacTU CybbekToB Poccuinckon
®epepaumm 06 yCTaHOBAEHUN W (MAKN) M3MEHEHUW NPeLEebHBIX Pa3MepoB ONTOBbLIX HaAbaBOK 1
npegesbHbIX pa3MepoB PO3HNYHbIX HaAbABOK K PAKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOB/IEHHbIM
NPOV3BOAUTENAMN SIeKapCTBEHHbIX NpenapaToB, Ha JIeKkapCTBEHHbIe npenapaThbl, BKAKOYEHHbIe B NepeyeHb
YKN3HEHHO HEOBXO0AMMBIX U BaXXHEMLLNX NeKapCTBEHHbIX NpenapaTos;";

6) nyHKT 102 nocsie cioB "NekapCTBEHHOro CpefcTBa" AOMOAHUTL C/IOBAaMK "ans MeauLNHCKOro
npumeHeHunsa";

3) 4acTb 1 cTaTby 13 U310XKNTb B C/IeAYIOLLEN PedaKLNN:

"1. B Poccuinckon ®epepaLnmm LOMNycKaoTCs NPOU3BOACTBO, U3roTOBNEHWE, XpPaHeHNe, NepeBo3ka, BBO3 B
Poccuiickyto Pepepaunto, BbIBO3 13 Poccunckon ®efepaunu, pekiama, oTnyck, peaausauns, nepefaya,
NpPYMeEHEHNe, YHNYTOXEHNE IeKapCTBEHHbIX NpenapaTos, eC/I OHU 3aperncTpupoBaHbl COOTBETCTBYIOLWUM
YNOJIHOMOYEHHbIM (hefepasibHbIM OPraHoM UCMOSIHUTENbHOM BNacTh.";

4) B cTaTbe 17:

a) B NyHKTe 8 YacTu 2 undpy "6" 3ameHnTb Lndgpon "7";

6) B 4acTu 3:

noanyHKT "a" nyHKkTa 9 nocne cnosa "agpeca" OONOAHUTL CIoBaMK "pa3paboTymnka, aepxaTens uim
BJlajesiblia permcTpaLmMoHHOro yAoCTOBEpEeHNs IeKapCTBEHHOr o0 npenapaTa,”;

B nyHKTe 11 undpy "6" 3ameHunTb Uundpon "7";

5) ByacTtun 1 cTaTtby 24 cnosa "nyHkTax 1-8, 10, nognyHkTax "a" - "M", "n" - "" nyHkTa 16 1 nyHkTe 17
YyacTu 3 cTtaTbu 18" 3aMeHunTL cloBaMuy "4yacTu 3 cTaTbmn 17%;

6) 4acTb 1 cTaTby 26 Nocse C/I0B "BOCMPOU3BEAEHHbIX JIeKapCTBEHHbIX NpenapaTos,” 4ONOJHUTL C0BaMU
"o4epeHOCTb KOTOPbLIX ONpeaeNiseTca B COOTBETCTBUAM C HOMEPOM U [aTOW BXOASLLNX 3a8BAEHUN 0
roCyAapCTBEHHOW perncTpauum JekapCTBeHHbIX NpenapaToB B paMKax 04HOMr0 MeXAyHapo4HOro
HernaTeHTOBaHHOr0 HaMeHOBaHWUA IeKapCTBEHHOr 0 npenapaTa Win rpynnMpoBO4YHOr0 HaUMeHOBaHUS
JIeKapCTBEHHOro npenapaTa,"”;

7) B cTaTbe 29:

a) B4acTu 1 cnoBa "3asABaeHNs 0 NOATBEPXKAEHUN FOCYAAaPCTBEHHON perncTpaLny IeKapCTBEHHOIO
npenapaTa, 0(pOPMAEHHOI0 B COOTBETCTBUN C YacCTblo 2 CTaTbn 18 HacToswero ®efepasibHOro 3akoHa"
3aMeHNTb C/I0BaMy "3a5BNIEHNS O NOATBEPXKAEHUN FOCYLapCTBEHHON perncTpauun NeKapCTBEHHOM O
npenapaTa 4J19 MeAULNHCKOro NpMMeHeHns, ohopMJIEHHOIO B COOTBETCTBUU C YaCTbio 2 CTaTby 18
HacTosiwero deaepanbHOro 3akoHa, Mbo 3aaBneHns 0 NOATBEPKAEHUN FOCYAaPCTBEHHOW perncTpauum
JIeKapCTBEHHOrO npenapaTa Aa8 BEeTEPMHAPHOro NpMMeHeHns, 0(hOPMJIEHHOIO B COOTBETCTBMM C YacCTbio 2
cTaTtbk 17 HacToawero ®enepasibHOro 3aKoHa";

6) YacTb 3 M3NOXKUTH B ClefyoLen pefakLum:
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"3. K 3a9BIeHNI0 0 MOATBEP)KAEHNMN rOCYAAapPCTBEHHOW perncTpaumnm 1eKapCTBEHHOro npenapaTta aas
MeOMLUNHCKOro NpUMEHeHNs NnpuiaralnTcs LOKYMEHT, NOATBEPKAAIOLWNA yriaTy rocy4apCTBEHHOW
MOLU/NHBI 33 MOATBEPXXAEHME roCy4apCTBEHHON perncTpaLmm neKapcTBEHHOM0 nNpenapaTa Aas
MeONLMNHCKOro NPUMEHEHNS, [OKYMEHT, COAEPXaLLUA pe3ynbTaThl MOHUTOPMHIa 6e3onacHoCTK
JIeKapCTBEHHOrO NpenapaTa, NPOBOAMMOro 3asBuTENEeM, No hopMe, YCTaHOBIEHHON COOTBETCTBYIOLWMM
YNOJIHOMOYEHHbIM (hefepasibHbIM OPraHoOM UCMOSHUTENIbHOW BAACTH, @ TakXKe AOKYMEHTbI, yKa3aHHble B
NyHKTax 2 n 5 yactu 3 cTaTbmn 18 HacToAwero PefepanbHOro 3akoHa (B ciiyvyae npefcTaBieHus
3a5BJIEHNS O NOATBEPXKAEHNM FOCYLapCTBEHHON perncTpaLmm neKapCcTBEHHOM0 npenapaTa 44
MeONLMUHCKOro npuMeHeHns no 31 aekabps 2015 roga), nMbo HOKYMEHTbI, YKa3aHHble B MyHKTax 3 n 4
YyacTn 4 cTtaTbk 18 HacTosAwero PefepanbHOro 3akoHa (B Clyvyae NpeacTaBieHmns 3adBaeHns o
NoATBEPXAEHWUN rOCYLapPCTBEHHON perncTpaumm nekapCTBEHHOro npenapaTta 4158 MeauumMHCKoro
npuMmeHeHus ¢ 1 aHeapsa 2016 roga).";

B) AOMONHMTL YacTaMK 3 1 32 cneayloWero Coaep)XXaHus:

"3, K 3a9BJIEHMIO 0 NOATBEPXKAEHNN rOCYy4apCTBEHHOM PErncTpaLnmn 1eKapCcTBEHHOro NpenapaTa 4N4
BETEPUHAPHOI0 NMPUMEHEHMNSA NPUIaraloTCa GOKYMEHT, MOATBEPXKAAIOWMI YTy rocyaapCTBEHHOM
NOLUJIMHBI 38 NOATBEPXAEHME rOCYAapCTBEHHOWN perncTpaumm 1eKapCTBEHHOro npenapaTta 4as
BETEPNHAPHOr0 NPUMEHEHUNSA, OOKYMEHT, COAEPXKaLL M pe3yabTaTbl MOHUTOPUHIa 6e30nacHoOCTH
JIeKapCTBEHHOr o npenapaTa, NPOBOAMMOro 3asBuTeNeM, No hopMe, yCTaHOBIEHHON COOTBETCTBYIOLLMM
YNOJIHOMOYEHHbIM (hefepalibHbIM OPraHoOM UCMOSHUTENbHOW BAACTU, @ TakXKe AOKYMEHTbI, yKa3aHHbIe B
nyHkTe 1 n noanyHkTax "a", "6", "k", "n" nyHkTa 4 yacTun 3 cTaTbn 17 HacToswero denepasibHOrO 3aKOHa.
32, HopMaTuBHaa fOKyMeHTauUus nam HOpMaTUBHBLIN LOKYMEHT, MPOEKT UHCTPYKLUN NO NPUMEHEHNIO
JIeKapCTBEHHOrO npenapaTa, NPOeKTbl MaKeTOB NePBUYHON YNAaKOBKN 1 BTOPUYHOW (NoTpebuTenbckom)
YNaKoBKM JIeKapCTBEHHOM O npenapaTa NpuiaralnTCa K 3a8B/eHNI0 0 MOATBEPXKAEHUN FOCYJAPCTBEHHOW
perncTpaumm IeKapCTBEHHOro npenapaTta BHOBb TOJIbKO B C/ly4ae, €C/iM B HUX BHOCATCA U3MEHeHus.";
8) B yacTm 1 ctaTby 31 c10BO "3as8BUTENL" 3aMEHNTL CJIOBaMK "dep)xaTenb Wan Bnageney
perncTpaLmMoHHOro yaoCTOBEPEHUS SIEKAPCTBEHHOMO NpenapaTa Uan ynoJIHOMOYEHHOE UM Apyroe
lopuanyeckoe MUo (ganee B HaCToOsLLEN CTaTbe - 3a9BUTeNb)";

9) yacTb 2 cTaTby 34 LONOAHUTL C/loBaMu "(B Cly4ae NpoBeLeHNs 3KCNepTU3bl NEKAPCTBEHHbIX CPEACTB
AN MeANLUHCKOro NpMMeHeHns), TMbo JOKYMEHTOB, YKa3aHHbIX B MyHKTax 1 1 4 4yacTu 3 cTaTbn 17
HacTosawero ®efepasbHOr0 3aKoHa (B C/ly4ae NpoBefeHNs IKCNEepPTU3bl JIEKapCTBEHHbIX CPeACTB ANs
BETEPMHAPHOro NpuMeHeHns)";

10) B 4yacTn 4 cTaTby 38 CnoBa ", B COOTBETCTBUN C LIESIAMU, YKa3aHHbIMK B 4acTU 1 HacTosAwen ctaTbn"
NCKIOYNTb;

11) vyacTb 8! cTaTby 40 M3NOXKUTL B CleyOLLEN pefakumm:

"8, MNpwu BbIsBNEHUN heaepasibHbIM OPraHOM UCMOSIHUTENBHON BAACTU, OCYLLECTBAAOWMM QYHKLMM N0
KOHTPOJItO U HaA30py B chepe 34paBOOXPAHEHUNS, HAPYLLEHWIN NPaBU HaaeXallen KINHNYeCKOon
NPaKTUKN NPy NPOBEAEHNN KIMHUYECKOro NCCef0BaHNA IeKapCTBEHHOMO NpenapaTa, BAMSALWMNX Ha
NOJSIHOTY W (MNIN) LOCTOBEPHOCTb AAHHOIO KJIMHUYECKOr0 NCCe0BaHUS, yKa3aHHbIN heaepabHbin opraH
NCNOJIHATEIbHON BIACTW NPUOCTaHaBAMBaET NPOBEAEHNE AAHHOIO KIMHNUYECKOro NCCefoBaHmns n
BbIHOCUT MEeANLMHCKOWN OpraHM3aLnn, B KOTOPOM NPOBOAUTCS AaHHOE KINHMYECKoe nccnenoBaHume,
npeanuncaHme o6 ycTpaHeHUM BbIIBJIEHHbIX HapyLweHui. Npu HeyCcTpaHeHU MeanLIMHCKOW OpraHn3auunei
BbISIBJIEHHbIX HAPYLUEHWNA B YCTAaHOBJIEHHLIN B MPeANUCaHnm CPOK yKa3aHHbIN heaepanbHblil opraH
NCMNOJIHNTEIbHON BIACTW NMPUHUMAET PELLEHNE O NPeKPaLLEHNN NPOBEAEHNS KINHNYECKOr0 NCCNIef0BaHUS
JIeKapCTBEHHOrO npenapaTa v HanpaBAsfeT B (hefepalibHbl OpraH UCMOJIHUTEIbHON BIACTH,
OCYLLEeCTBAAOLWMNA YHKLUN N0 BbipaboTKe 1 peann3aunm rocyapCTBEHHON MNOANTUKN U HOPMATUBHO-
NPaBoOBOMY PeryanpoBaHuio B chepe 34paBoOXpaHeHNs, 3aK/Il04eHne O BbIBIEHUW NPY NPoBeaeHNN
LaHHOM0 KJIMHWYECKOr0 UCCNeoBaHNs HapyLLIEHU NpaBua Haaexallen KIMHNYeCKOW NPpakTuKm 4ns
NPUHATKA pewweHns 06 0TMeHe pa3pelleHmns Ha OpraHn3aLntio NpoBeAeHNs 4aHHOMO KIMHUYECKOr o
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nccnenoBaHna C gaThl MPUHATUSA peLLeHNs 0 NMPUOCTAHOBAEHUN NPOBEAEHUSA KIMHNYECKOrO UCCIeA0BaHNA
JIeKapCTBEHHOro npenapaTta.”;

12) yacTb 1 cTaTby 63 OOMNOAHUTL NPEASIOKEHNEM C/IEAYIOWEro coaepxaHns: "MpoeKTbl peLleHnin opraHoB
NCNONHNTENLHOW BNacTu cybbekToB Poccuinckon ®enepaumm 06 yCTaHOBAEHUN W (M1M) N3MEHEHNN
npeaefibHbIX pa3mMepoB ONTOBbIX HaAbaBOK U NpefeNbHbIX Pa3MepoB PO3HMYHbLIX HaA0aBOK K (haKTUYeCKUM
OTNYCKHbIM LieHaM, YCTaHOB/IEHHbIM MPOU3BOANTENAMMN JIEKAPCTBEHHbIX NPenapaToB, Ha NEKAPCTBEHHbIE
npenapaThl, BKIOYEHHbIE B NepeYeHb XXU3HEHHO HEOBXOAMMBIX N BaXXHENLLNX NEKAPCTBEHHbIX
npenapaTos, NoANeXaT COraiacoBaHuio ¢ hefepasibHbIM OPraHoOM UCMONHUTENbHOW BAACcTH,
YNOJIHOMOYEHHbIM OCYLLECTBAATb NPaBOBOE peryaMpoBaHune B chepe rocy4apCTBEHHOr0 peryJsiMpoBaHns
LeH (TapudoB) Ha ToBapsbl (ycnyru), B nopsgke, ycTaHOBAEHHOM MpaBnUTebCTBOM Poccminckonm
depepauymn.”.
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