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Cratps 1

Buectu B ®enepanbubiil 3akoH oT 12 arpesist 2010 roga N 61-®3 "O6 obpaieHUM TeKapCTBEHHbBIX CPeCTB"
(Cobpanne 3akoHOmaTeabcTBa Poccuiickoit ®emeparum, 2010, N 16, ct. 1815; N 42, cT. 5293; N 49, cT.
6409; 2011, N 50, cT. 7351; 2012, N 26, cT. 3446; 2013, N 27, cT. 3477; N 48, cT. 6165; 2014, N 43, cT. 5797;
N 52, ct. 7540) cnenytomye u3MeHeHUS:

1) B myHkTe 11 cTatbu 4 cy10Ba "4acTu 3" 3aMeHUTH CJIOBAMU "yacTeit 6 u 7", rocie cjioB "denepajbHOTO
3aKOHA" JOMOJHUTD CJI0BAMM "B OTHOLIEHUM JIEKAPCTBEHHBIX CPeLCTB IJIs1 MeAULIVHCKOI'O IIPMMeHeHUs
160 B COOTBETCTBUM € TpeboBaHUSIMU cTaTby 12 HacTosero ®enepaabHOrO 3aKOHA B OTHOIIEHU U
JIeKapCTBEHHBIX CPEJNICTB /i1 BETEPUHAPHOTO TIPUMEHEHUS " ;

2) B cTaThe 5:
a) DIOMOJIHUTb MYHKTOM 9.1 cienyoiero cogep>kaHms:

"9.1) coryiacoBaHMe IMPOEKTOB pPelIeHNi OpraHoOB MCIOJTHUTEIbHO BIaCTV CyObeKTOB Poccuiickoit
depnepanuy 00 yCTaHOBIEHUM U (WJIK) U3MEHEHUM TIpefieIbHbIX pa3MepoB ONTOBLIX HaL0aBOK U
npezelbHbIX pa3MePOB PO3SHUYHBIX Ha10AaBOK K (PaKTHUeCKMM OTITYCKHBIM LieHaM, YCTaHOBI€HHbIM
MIPOU3BOAUTESIMU JIEKaPCTBEHHBIX IIpeIapaToB, Ha JIeKapCTBEHHbIE IIpernapaThl, BKIUYEHHbIe B IepeyeHb
SKM3HEHHO HEOOXOIMMbIX M BasKHEMIIMX JIeKapCTBEeHHBIX MPernapaTos;”;

6) myHKT 10.2 1Tocs1e ¢/I0B "JIeKapCTBEHHOTO CPeACTBa’ JOMOTHUTD CJIOBAMM "AJISI MeIUIIMHCKOTO
IIpUMEeHeHUs";

3)vactb 1 craTbu 13 U3TOKUTH B CIeAYIOLIEN pelaKiun:

"1. B Poccuiickoit @epepauyiy gOITYCKAOTCS IPOU3BOACTBO, U3TOTOBJIEHME, XpaHEeHMe, TIepeBO3Ka, BBO3 B
Poccuiickyro @enepanuio, BbIBO3 13 Poccuiickoit @efgepaiinm, pekiaMma, OTIIYCK, peanusanus, rnepegava,
IpMMeHeHNe, YHUUTOXKeHNe JIeKapCTBEHHBIX MperapaToB, eC/iv OHU 3apPErUCTPUPOBAHDI
COOTBETCTBYIONIMM YIIOJITHOMOUYEHHBIM (peJiepa/ibHbIM OPTaHOM MCITOJTHUTE/IbHO B/IacTu.";

4) B cTaTbe 17:
a) B myHKkTe 8 yactu 2 iudpy "6" 3amMeHUTh 1ndpoit "7";
6) B yacTu 3:

MOAIMYHKT "1 MMyHKTa 9 1mocsie ¢j10Ba "aapeca” JOMOJHUTD CJI0BaMM "pa3paboTumKa, JepskaTess Uin
BJIa[ie/iblia PETUCTPALMOHHOIO YIOCTOBEpEHMS JIeKapCTBEHHOTO TIpernapara,";

B myHKTe 11 unudpy "6" 3ameHuTsb nudpoit "7";



n_n

5) Buactu 1 craTbu 24 cioBa "myHKTax 1 - 8, 10, moAmyHKTax "a" - "M
yacTtu 3 ctaThy 18" 3aMeHUTD CJIOBaMM "4acTu 3 ctaTtby 17";

" n

, ' - "®" myHKTa 16 1 myHKTe 17

6) 4acTb 1 cTaTbhy 26 MOCJIE CJIOB "BOCIIPOU3BEIEHHBIX JIEKAPCTBEHHBIX ITPenapaToB,” AOMOJIHUTD CI0BAMU
"ouepeHOCTb KOTOPBIX OIpeJiesieTCss B COOTBETCTBUU C HOMEPOM U JaTOM BXOOANIMUX 3asIBJI€HU O
roCyIapCTBEHHO PErnCcTpaluu JeKapCTBEHHbBIX MPerapaToB B paMKax OJJHOTO MeXAYHAPOIHOTO
HenaTeHTOBAaHHOI'O HaMMEeHOBaHMS JIeKapCTBEHHOIO MperapaTra Min IPynnupoOBOYHOIO HAaMMEHOBAHMS
JIeKapCTBEHHOrO Mperapara,”;

7) B cTaThe 29:

a) BuyacTu 1 cioBa "3asiBieHus O MTOATBePKAEeHUM rOCYyLapCTBEHHONM perucTpany IeKapCTBEHHOTO
npemnapara, 0bOpMJIEHHOTO B COOTBETCTBUM C YaCThIO 2 cTaThy 18 HacTosiero @enepasbHOro 3aKoHa"
3aMeHUTDb CJI0BAMMU "3as1BJIeHVS O MOATBEPKIEeHMUY TOCYLapCTBEHHOM perucTpanuy JiekapCTBeHHOIo
npernapara ajisi MeAuIIMHCKOTO IpUuMeHeH s, 0pOpMIEHHOTO B COOTBETCTBUM C YACThIO 2 CTaThy 18
Hacrosiero ®eepasbHOrO 3aKOHA, JIMOO 3asBIEHNS O TTOATBEPKIEHUM TOCYAaPCTBEHHOM PerncTpauumn
JIeKapCTBEHHOTO Iperapara /ijisi BeTepMHapHOTro npuMeHeHMs:, 0OpMIeHHOTO B COOTBETCTBUY C YaCThIO 2
craTby 17 HacTosmiero demepasbHOroO 3aKOHA";

0) 4acTh 3 M3JIOKUTD B CIEAYIONIE peaaKIym:

"3. K 3as1B/IeHM10 O NIOATBEPKAEHUY TOCYyJaPCTBEHHONM perucTpanum JieKapCTBEHHOTrO Ipernapara JJ1s
MeIULMHCKOTO IPUMeHeHMs TPUIaraloTCs JOKYMEHT, MOATBePKAal0IIMii yIIaTy rocygapCTBEHHOM
MOLJIMHBI 33 TOATBEPXKIEeHNe rOCyIapCTBEHHON PerucTpanuy JieKapCTBEHHOrO Ipernapara JJisi
MeJIMUIIMHCKOTO MTpMMeHeHMsI, TOKYMEHT, CoJiep>Kalll1ii pe3ybTaThl MOHUTOPUHTA 6€30MacHOCTU
JIeKapCTBEHHOTO Ipernapara, IpOBOAMMOTO 3asiBUTeJieM, 10 (popMe, YCTAHOBJIEHHOI COOTBETCTBYIOLUM
YIIOJIHOMOYEHHbIM (efilepaibHbIM OPTaHOM UCIIOJIHUTENbHO BIaCTH, a TaKKe JOKYMEeHTbI, yKa3aHHbIe B
nmyHKTax 2 u 5 yactu 3 ctatbu 18 HacTosiero ®enepasbHOTO 3ak0Ha (B C/Iyyae MpeicTaBaeHus 3asaBAeHNS
0 MOATBEepPXXIEeHMUM roCyLapCTBEHHOM PerucTpanyuy JiekapCcTBEHHOTO Ipernapara AJis MegUIIMHCKOTO
npuMeHeHus o 31 gekabps 2015 rona), 160 JOKYMeHTbhI, yKa3aHHbIe B TyHKTaxX 3 1 4 yacTu 4 craThu 18
HacTosiero denepaapbHOTO 3aKOHA (B C/lyvae IpeACcTaBlIeHUs 3asiBJI€HNS O TIOATBEPXKAEHUU
roCcyIapCTBEHHOV permcTpauum JeKapCTBeHHOr O Ipernapara I/ MeIULMHCKOrO MpuMeHeHusI ¢ 1 sHBaps
2016 roma).";

B) IOTIOJTHUTh YaCTIMM 3.1 1 3.2 cjieyoIero CoepskaHnms:

"3.1. K 3asBJIEH1I0 O MO TBEPXKAEHUM IOCYIapCTBEHHON perucTpalun JiIeKapCTBEeHHOrO Ipenapara JIjist
BETEPUHAPHOTO NPUMEHEHUS ITPUIAraloTCs JOKYMEHT, MTOATBEPXKAAIOIIMIA YIIIaTy TOCydapCTBEHHOMN
TOLJIMHBI 32 [IOATBEPXKAEHME rOCyAapCTBEHHONM PErucTpanym JIeKapCTBEHHOrO Ipernapara JIjist
BeTEPMHAPHOTO IIPMMeEHEHMSI, TOKYMEHT, COJlepsKalluii pe3y/JbTaThl MOHUTOPUHTA 6€30ITacHOCTI
JIeKapCTBEHHOTO Ipernapara, IpOBOAMMOTO 3asiBUTeJieM, 10 (popme, yCTaHOBJIEHHOI COOTBETCTBYIOLUM
YIIOJTHOMOYEHHBIM (peie pabHbIM OPTaHOM UCITOJTHUTEIbHO BJIACTH, a TaKKe JOKYMEHTbI, yKa3aHHbIE B
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myHKkTe 1 1 moamyHKTax "a", "6", "K", "1" myHKTa 4 yactu 3 crateyu 17 HacTostmero demepasbHOTO 3aKOHA.

3.2. HopmaTuBHas JOKyMeHTalus I HOPMAaTUBHBIN JOKYMEHT, IIPOEKT MHCTPYKLMHA 110 IIPUMEHEeHUI0
JIeKapCTBEHHOTO Ipernapara, IPOeKTbhl MaKeTOB [IePBUUHOI YIIaKOBKU U BTOPUYHOI (ITOTPEOUTENHCKOI)
YIIaKOBKM JIEKAPCTBEHHOTO IIperapara IpuwiararoTcs K 3asiBJIeHUIO O ITOATBePKAeHUM IOCyIapCTBEHHOM
perucTpauum 1eKapCTBeHHOro IperapaTa BHOBb TOJIBKO B C/ly4yae, eCjiyi B HUX BHOCITCS M3MeHeHus.";

8) BuacTtu 1 ctaTthy 31 C710BO "3asIBUTE/Ib" 3aMEHUTD CJIOBAMM "IepsKaTe/lb UM Bladesiel]
PerucTpaIliMOHHOTO YAOCTOBEPEH S JIEKAPCTBEHHOTO MperiapaTa Ui YIIOJTHOMOYEHHOe UM Jpyroe
IOpUaAMYEeCcKoe JUIO (Jajiee B HACTOSINEN CTaThe - 3asIBUTEID)";

9) yacTh 2 cTaTby 34 NOMONHUTD CJIOBaMM "(B CJly4yae IPOBeJeHMs SKCIIePTU3bI JIeKapCTBEHHBIX CPelICTB
IUISI MEAULIMHCKOTO MMPUMEeHeHMs), MO0 JOKYMEHTOB, YKa3aHHbBIX B IyHKTax 1 1 4 yactu 3 ctatbu 17
HacTtosuero ®enepaslbHOroO 3aKOHaA (B C1yvae IMpoBefeHMs SKCIIePTU3bI IeKapCTBEHHbBIX CPeCTB IJIs
BeTEepPMHAPHOI0 IIPMMeHeHNs)";



10) B yactu 4 ctaTby 38 CjioBa ", B COOTBETCTBUM C LIeISIMM, YKa3aHHBIMM B 4aCcTU 1 HACTOSIE CTaTbu”
UCK/IIOUMTD;

11) yactp 8.1 ctaTbu 40 U3IOKUTD B CJIEeAYIOLIEN pesaKkium:

"8.1. IIpu BbigBIE€HUY delepasbHbIM OPTaHOM UCIIOTHUTEIbHOM BIACTH, OCYIIECTBASIOMUM QYHKIUY 110
KOHTPOJIIO ¥ HaZ;30py B cepe 31 paBoOOXpaHeHMs], HapylleHuit TpaBuiI Hafyieskalei KIMHUYeCKOoi
MPaKTUKY IIPU NIPOBeSeHUM KIMHMNYECKOT0 UCCIef0BaHy I JIeKapCTBEHHOIO IIpernapara, BAUIILIUX Ha
MOJTHOTY ¥ (M) JOCTOBEPHOCTD JAHHOTO KJIMHMUECKOTO UCC/IeJoBaHMs, yKa3aHHbIN (eaepanbHbIii oprad
UCIIOJTHUTEILHOM BJIaCTU IIPUOCTAHABIMBAET IIPOBeieHM e JAaHHOTO KIMHMNYEeCKOr0 UCCIeOBaHus U
BBIHOCUT MeUIMHCKOI OpraHu3alnuy, B KOTOPOJ IIPOBOAUTCS JaHHOE KIMHUUYECKOe UCC/IeJOBaHue,
npeAmncanye 06 yCTpaHeHUN BbISIBIEHHBIX HapyueHuii. [Ipu HeycTpaHeHMM MeIUIIMHCKO OpraHu3alueii
BbISIBJIEHHBIX HapylIeHNIi B YCTAHOBJIEHHbII B IpeANMCaHNK CPOK YKa3aHHbIN deepanbHbIii OpraH
UCIIOJTHUTEIbHOM BJIaCTU IIPUHMMAET pelleHye O MpeKpalleHuy IIpoBeLeHs KIMHNYEeCKOr0 MUCCIe0BaHMS
JIeKapCTBEHHOTO IpernaparTa 1 HamnpasisieT B defepanbHblit OpraH UCIIOJIHUTEIbHOI BIaCTH,
OCYIIeCTBSON M GYHKLIMY 110 BbIPAOOTKe U peanusaluy rocygapcTBeHHO MOMUTUKYA U HOPMATUBHO-
MpaBOBOMY peryauMpoBaHuio B chepe 34paBoOXpaHeHMsI, 3aK/II0UEeHIE O BbISIBJIEHUY IPU TPOBeeHUA
IAHHOTO KJIMHUYECKOT0 UCC/IeOBAaHMS HAPYIIEHWIT ITPaBWI HaAjIexKallei KIMHMYeCKON IMTPAKTUKY JJISI
MIPUHSTHUS pellieHNs1 06 OTMeHe pa3pelleHNs] Ha OpraHu3aluio MpoBefeHNs TaHHOTO KIMHUYeCKOTro
MICCIeJOBaHUS C JAThl IPUHITHS pellieHUs O IPUOCTaHOBIeHUM IIPOBeeHsI KIIMHUUECKOro UCC/Ief0BaHU
JIeKapCTBEHHOrO mpernapara.”;

12) yactp 1 cTaThu 63 JOMOTHUTD MpeAJIOKEHMEM CAeaYIOILero cogepkanusi: "TIpoeKThl peleHnii OpraHoB
MCIIOJIHUTEIbHO BIacTU CyobekTOB Poccuiickoit @enepanny 06 ycTaHOBIEHUY U (W) U3MEHeHUM
MpefieIbHBIX Pa3MePOB OINTOBBIX HAZI0ABOK U MPe/IeTbHbIX PA3MEpPOB PO3HUYHBIX HAaZ0aBOK K
(akTHuecKuM OTITYCKHBIM LieHaM, YCTaHOBJI€HHbIM ITPOMU3BOAUTESIMM JIeKapCTBEHHBIX MTpernapaTos, Ha
JIleKapCTBEeHHbIE TTperapaThl, BK/IIOUeHHbIE B TIepeueHb KM3HEHHO HeOOXOMMBbIX M BasKHeMIINX
JIeKapCTBEHHBIX MpenapaToB, MOJJIeXaT COrJacoBaHMIo ¢ helepaibHbIM OPTaHOM MCIIOJIHUTENbHOM
BJIACTHU, YTIOTHOMOUYEHHBIM OCYIIeCTBJISTh ITPaBOBOE peryaupoBaHie B chepe rocyaapcTBEHHOTO
peryiamMpoBaHus 1eH (TapudoB) Ha TOBapsI (YCIYTH), B IOPSIKe, YyCTAHOBIEHHOM [IpaBUTEIbCTBOM
Poccuiickoit @emepanun.”.

Cratb4 2

Buectu B @emepasibHblii 3aK0H 0T 22 nekabps 2014 roga N 429-®3 "O BHeceHUM U3MEHEHUI B
denepanbHbIi 3aK0H "O6 06paleHMM JeKapCcTBeHHbIX cpeAcTB” (CobpaHMe 3aKOHOIATEIbCTBA
Poccuiickoir ®empepannm, 2015, N 10, ct. 1404) cnepyoimye M3MeHEHMS :

1) B cratpe 1:

a) B ab3alie BTOPOM MOAITYHKTA "a" IMMyHKTa 22 B IIEPBOM ITPe/IJIOKEHMM CJIOBO "3assBUTENTh" 3aMEHUTh
C/I0BaMM "IiepyKaTesib UM Biiagesiel] perMcTpalMOHHOIO YA0CTOBepeHys JIeKapCTBEHHOTO Ipernapara uin
YIIOJTHOMOYEHHOE UM APyroe I0puandeckoe JUIO (Jajiee B HACTOSINEN CTaThe - 3asIBUTEJIb)";

0) B ab3a1le YeTBepPTOM IOAITYHKTA "B" ITyHKTA 26 CJI0BA "JIEKAPCTBEHHOTO MperapaTa” 3aMeHUTh CJIOBaAMU
"JleKapCTBEHHOT'O CpefCTBa";

2) B cTaTbe 3:

a) yacTb 1 rocse ¢0B "Ha OCHOBAaHMM 3a/1aHUSI COOTBETCTBYIOIIEr0 YIIOJIHOMOUEHHOTO (elepaabHOTO
OpraHa MCIOJHUTEIbHOM BJIaCTU" TOMOJHUTh CJIOBAMHU ", B TOM UMCJIe BbIJAHHOTO HA OCHOBAHUM
3asIBJIEHUS AepsKaTesis MJIM BiiaJesblla PerMCTPAllMOHHOTO YI0CTOBEPEHM S JIeKapCTBEHHOTO ITpernapara,”;

0) IOIMOJIHUTD YaCTSIMU 6 - 8 CJIEAYIOIETO COMIePSKaHMS :

"6. ITo 1 suBapsg 2016 roga ajis neneir ®@egepanbHoro 3akoHa ot 12 ampens 2010 roga N 61-®3 "06
obpalleHMM JIeKapCTBEHHbIX CpeACTB" (B peJaKiyuy HacTosIero ®@egepajbHOro 3aKOHAa) B KaUueCcTBe



pedepeHTHOrO JIeKapCTBEHHOTrO Tpernapara pacCMaTpPUBaEeTCs OPUTMHAIbHBIN JIeKapCTBEHHbIN Mpernapar.

7. TocymapcTBeHHas perncTpanys ieKapCTBeHHbIX IIpernapaToB, 3asiBJIeH)sI O KOTOPOJ IO aHbl B
YIIOJTHOMOYEHHbI defepanbHblit OpraH UCIIOMHUTEIbHOM BAACTY O NHS BCTYIUIEHUS B CUJTy HACTOSILIETO
denepapHOrO 3aKOHA, OCYLIECTBIISIETCSI B COOTBETCTBUM C TPeOOBAHUSIMM 3aKOHOIaTeIbCTBA 00
obpalieHnM JIeKapCTBEHHBIX CPECTB, eICTBOBABIIMMMY 10 THS BCTYIUIEHMUS B CUJTY HACTOSIIETO
®enepanbHOro 3aKOHA.

8. 3asB/IeHMS 0 BO30OHOBJIEHMM TOCYIapCTBEHHOM PerucTpaluy JeKapCTBEHHOro Iperapara, o
MPOBeeHMUM IKCIIePTU3bI KaueCTBa JIeKapCTBEHHOTO CPeACTBA M O MPOBEAeHUM SKCIIePTHU3bl OTHOILIEHMSI
OXX1aeMO1 M0JIb3bl K BO3MOKHOMY PUCKY IIPMMEHEeHM S JIeKapCTBEHHOr0 Tiperapara AJjis Me UL MHCKOTO
MpUMeHeHMs, TIoJlaHHbIe B YIIOJTHOMOYEHHbIV (pefiepasibHbIl OpTraH UCIIOTHUTENbHON BJIACTU A0 THS
BCTYIUIEHMSI B CMUJTy HacTosiero @enepaabHOT0O 3aKOHA, paCCMaTPUBAIOTCSI B COOTBETCTBUM C
TpeboBaHUSIMM 3aKOHOLATeNbCTBA 00 0OpalleHUM JieKapCTBEHHbBIX CPeJICTB, IeICTBOBABLUIMMU A0 JHS
BCTYIUIEHUS B CUIIY HacTosiIero dexepaabHOro 3aKOHa.".

CraTtbs 3
Hacrosimmit ®emepaibHbIN 3aKOH BCTYIIA€T B CUITY CO THS €ro O(PUIMaIbHOTO OIyOIMKOBAHMSI.

[IpesungeHT
Poccuiickoi @enepannu
B.ITYTHH

MockBa, Kpemib
13 urong 2015 roga
N 241-®3



