POCCUIMCKAS OELEPALIUA
®EAEPANbHbIA 3AKOH

O BHECEHMU MU3MEHEHUI
B ®EJIEPAJIbHBIN 3AKOH "OB OBPAIIIEHIY JIEKAPCTBEHHBIX
CPEIOCTB"
1 ®EEPAJIBHBI 3AKOH "O BHECEHVU U3MEHEHUI B
®EJIEPAJIBHBIN
3AKOH "Ob ObPAIIEHNN JIEKAPCTBEHHbBIX CPEICTB"

IIpuHsST
Tl'ocymapcTBeHHOI [JymMoii
30 uroug 2015 rona

OnobpeH
CoBetom Depepannmn
8 utons 2015 roma

Cratpg 1

Buectu B ®emepasnbHbiit 3akoH oT 12 ampesst 2010 roma N 61-d3 "06
obpaieHuM JeKapCcTBeHHbIX cpencTB” (CobpaHMe 3aKOHOIATE/IbCTBA
Poccuiickoit ®emepannm, 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) cnemgymooiye M3MeHEeHMS :

1) B myHkTe 11 cTaTthu 4 cJioBa "4acTy 3" 3aMEHUTD CJIOBAMM "yacTein 6 m 7",
rocJje cjaoB "®eaepaJbHOrO 3aKOHA" IOIIOJHUTh CJIOBAMMU "B OTHOILLIEHUN
JIEKapCTBEHHBIX CPECTB IJI MeIUIIMHCKOIO IIpYMMeHeH s MO0 B
COOTBETCTBUM C TpeboBaHMSIMU cTaTby 12 HacTosiIero ®emgepaabHOroO
3aKOHA B OTHOIIIEHMM JIeKapCTBEHHBIX CPeICTB A/ BETepUHAPHOTO
IIpUMeHeHus";

2) B cTaThbe 5:
a) JOMOJTHUTb MYHKTOM 9.1 ciemyoiero cogep>kaHmsi:

"9.1) cornacoBaHue MIPOEKTOB pellleHMIT OPraHOB VCIIOTHUTEIbHON BIaCTU
cy6pekToB Poccuiickoit Depepariuy 06 yCTaHOBIEHUM U (WIT) U3MEHEHUN
npeJie/IbHBIX pa3MepOB OMTOBBIX HAZ0ABOK U TIpeie/IbHbIX Pa3MepOB



PO3HMUHBIX Ha/10aBOK K (DaKTMUECKMM OTITYCKHBIM I[eHaM, YCTaHOBJIE€HHbIM
IIPOU3BOAUTEISIMU JIEKAPCTBEHHbBIX IIpenapaToB, Ha 1eKapCTBEHHbIe
TIpernaparbl, BKIIOUeHHbIE B IepeueHb KM3HEHHO HeOOXOIMMBIX U
BAKHENMILNX JIeKapCTBEHHBIX [Ipernaparos;”;

6) myHkT 10.2 11oC/Ie ¢JI0B "JIeKapCTBEHHOTO CPeACTBa’ JOMOTHUTD CJIOBAMU
" OIS MeIULIMHCKOTO IMMPUMEeHeHus " ;

3)yactb 1 craTbu 13 U3OKUTH B ClIeAYIOIIEN pegakiiuu:

"1. B Poccuiickoit @epepauyy JOITYCKAOTCS IPOU3BOLCTBO, U3TOTOBJIEHME,
XpaHeHMe, IiepeB03Ka, BB03 B Poccuiickyio ®enepaliyio, BbIBO3 U3
Poccuiickoi ®enepaniu, pexiama, OTIYCK, peajinsalus, repemava,
MpUMeHeHle, YHUUTOXKEeHMe JIeKapCTBEHHBIX MTpernapaToB, eCu OHU
3aperucTpMpoOBaHbl COOTBETCTBYIOIIMM YIIOJTHOMOUYEHHBIM (heiepasbHbIM
OpraHOM MCIIOJTHUTEIbHOM BJIaCTU.";

4) B cTaTee 17:
a) B myHkTe 8 uactu 2 nudpy "6" 3amMeHUTh Hudpoit "7";
0) B yacTu 3:

MOANYHKT "I IIYHKTa 9 mocsie cjioBa "agpeca” JOMOJIHUTDb CI0BAMU
"pa3paboTuyKa, JepsKaTes UK Blafebla PerucTpaliOHHOrO
YO OCTOBEPEHMS JIeKapCTBEHHOTO Mperapara,”;

B ITyHKTe 11 ndpy "6" 3ameHuTsb 1iudpoit "7";

non_n

5) BuacTtu 1 cratbu 24 cioBa "nmyHkTax 1 - 8, 10, mogmyHkTax "a" - "M", "II
"¢" myHkra 16 u myHkTe 17 yactu 3 craTbu 18" 3aMeHUTH CJIOBaMM "4acTu 3
cratbu 17"

6) yacTh 1 cTaTby 26 mocJjie CJIOB "BOCHPOU3BEeAEeHHBIX JIEKAPCTBEHHbBIX
IpenapaToB,” JOMOJHUTH CJIOBaMM "OoUuepeIHOCTb KOTOPBIX OIpedenseTcs B
COOTBETCTBUM C HOMEPOM U AATOI BXOISIIUX 3asIBJIEHUN O
roCyIapCTBEHHOM PerucTpanyuy JjeKapCTBEHHbBIX MpeIapaToB B paMKax
OJHOTO MeXAYHAPOAHOr0 HEIIaTeHTOBAHHOI'O HayiMEeHOBaH S
JIeKapCTBEHHOTO IperapaTa Wi rPyrniyMpoBOYHOr0 HaMMeHOBaHU S
JIeKapCTBEHHOTO Ipenapara,”;

7) B cTaThbe 29:



a) Buyactu 1 cyioBa "3asiBJIeHMS O MTOATBEPKIEHUU TOCYIapCTBeHHOM
perucTpauuu JjeKapCcTBeHHOro IIpernapaTa, 0popMIeHHOTO B COOTBETCTBUM
c yacTbio 2 cratbu 18 HacTosgero ®egepajibHOTO 3aKOHA" 3aMEHUTD
CJI0BaMM "3asIBJIEHUS O ITOATBEPXKIEHUN TOCYIapCTBEHHOV permcTpanumn
JIEKapCTBEHHOTO Iperapara Ajs MeIUIMHCKOTO MpUMeHeHM s,
0(hOpPMJIEHHOTO B COOTBETCTBMM C YaCThIO 2 cTaThby 18 HacTOsIIETO
demepabHOTO 3aKOHA, IMO0 3asIBJIeHMS O ITOATBEPKIECHUN
roCylapCTBEHHOM perucTpanum JjeKapCTBeHHOTO mperapara s
BETEePUHAPHOTIO MMPUMeHEHNSI, 0(DOPMIEHHOTO B COOTBETCTBUM C YaCThIO 2
craTby 17 HacTosIero PemepagsbHOro 3aKOHA";

6) 4acTh 3 U3JIOKUTD B CAEAYIOIIE peTaKIInm:

"3. K 3a51BJIEHUIO O TIOATBEPXKAEHUM rOCYAapCTBEHHOM perucTpanun
JIeKapCTBEHHOTrO mpernapara JIjisi MeIULIMHCKOTO MPUMeHeHUs IPUIaraTcs
JIOKYMEHT, ITOATBePKAAa0IINiA yIIIaTy rOCYyLapCTBEeHHO MOIUIMHBI 32
MOATBeP KA eHYe rOCyAapCTBEHHO perncTpaluyy 1eKapCTBeHHOTO
npenapara Ajisli MeJUIMHCKOTO IpUMeHeHUsI, JOKYMEHT, COLepsKallni
pe3yabTaThl MOHUTOPMHTA 6€30TIaCHOCTM JIeKapCTBEHHOTro ITpernapara,
MIPOBOAMMOTO 3asiBUTeeM, o opme, yCTAaHOBIEHHOM COOTBETCTBYIONIUM
yIIOJTHOMOYEeHHbIM (deiepaabHbIM OPraHOM MCIIOJIHUTEIbHO B/IacTH, a
TaKKe TOKYMEHTbI, YKa3aHHbIe B ITyHKTaxX 2 1 5 yacTu 3 cratbu 18
Hactosiuero ®enepaabHOrO 3aKOHA (B C/Tyvae IpeACcTaBlIeHMs 3asiBJI€HUS O
MOATBEPKOEHMUY TOCYIapCTBEHHOM PerncTpanum JieKapCTBeHHOTO
rpenapara Ajisi MeIUIIMHCKOTO puMeHeHus 1o 31 meka6pst 2015 roma),
160 MOKYMEHTbHI, yKa3aHHbIe B ITyHKTaX 3 1 4 yacTu 4 ctaTbhu 18
Hactosimero ®enepaabHOTO 3aKOHA (B C/Iyvae IpeACcTaBlIeHus 3asiBJI€HUS O
MOATBEPKAEeHMUY TOCYIapCTBEHHOM PerncTpanum JieKapCTBEHHOTO
rperiapara 4jis MeguIMHCKOro npuMeHenus ¢ 1 suaps 2016 roga).”;

B) IOTIOJTHUTDb YacTIMM 3.1 1 3.2 c/ieyIolero Comepskaums:

"3.1. K 3as1B/1€eHMI0 O MOATBEPXKAEHUN TOCYAAPCTBEHHOV perucTpanumn
JIEKapCTBEHHOTO Tperiapara AJjis BeTepUHAPHOTr0 IIPUMEHEHUS
MMPWIArarTCs JOKYMEHT, ITOATBE PXKAAIOIIMIA YIIJIaTy TOCYAapCTBEHHOM
TIOLLJIMHBI 33 MIOATBEPXKAEHMEe rOCy1apCTBEHHONM perncTpauun
JIeKapCTBEHHOTO Iperapara IJjis BeTepMHApHOTO IPMMeHEeHMS], JOKYMEHT,
cofepsKaluii pe3ynbTaTbl MOHUTOPMHTA 6€30MTaCHOCTY JIEKAPCTBEHHOTO
npernapara, IpoBOAMMOTO 3asiBUTeJieM, 10 (popme, yCTaHOBJIEHHOI
COOTBETCTBYIOIIMM YIIOJTHOMOUYEHHBIM (e/iepaibHbIM OpTaHOM



VCIIOJTHUTEIbHOM BJIACTH, @ TAKKe TOKYMEHTBHI, YKa3aHHbIE B ITYHKTe 1 1
MOAIYHKTaxX "a", "6", "K", "/M" mMyHKTa 4 yacTu 3 ctaThy 17 HACTOSIIIIETO
demepasbHOTO 3aKOHA.

3.2. HopmaTuBHas JOKyMeHTalys UM HOPMaTUBHBI JOKYMEHT, IIPOeKT
VHCTPYKLUMY 10 IPUMMEHEHMIO JIEKapCTBEHHOTO IIpernapara, IPOeKThl
MaKeTOB ITepBUYHOJ YIIaKOBKM U BTOPUUHOI (TOTPe6UTENbCKOI) YITaKOBKMU
JIeKapCTBEHHOTIO IIperapara [IpuIaraloTcs K 3asiBJIeHUIO O IIOATBEPXKAEeHUN
rocy1apCTBEHHOV perucTpanuy JeKapCTBeHHOr o Ipelapara BHOBb TOJIbKO
B CJIyyae, eC/i B HUX BHOCSITCS U3MEHEeHU.";

8) BuacTtu 1 ctaTtby 31 CJI0BO "3asIBUTE/Ib" 3aMEHUTD CJIOBAMM "TlepsKaTeslb
WIN BaAenel permcTpalMOHHOTO YA0CTOBEepEeHMS JIeKapCTBEHHOTO
rperiapaTa My yroJIHOMOYeHHOe UM [pyroe 1puandeckoe JuLo (gainee B
HaCTOSIII el CTaTbhe - 3asIBUTEJb)";

9) yacTp 2 cTaThy 34 JOMOMHUTD CJIOBaMM " (B CJlyyae IIpOBeeHus
9KCIIePTU3BI JIEKAPCTBEHHBIX CPELCTB /IS MeAULIMHCKOrO IIpUMeHeHus),
160 TOKYMEHTOB, YKa3aHHBIX B MyHKTaxX 1 1 4 yactu 3 cratbu 17
Hacrosiero ®enepaslbHOro 3aKOHa (B C/Iydyae IIpoBefeHs SIKCIIepTU3bI
JIeKapCTBEHHbBIX CPelICTB [JIS1 BeTepMHAPHOro IpUMeHeHus)";

10) B yactu 4 cratby 38 cJioBa ", B COOTBETCTBUM C LeJISIMU, YKa3aHHBIMU B
yacTu 1 HacTosel CTaTbi" UCKIIOUNTD;

11) yacTs 8.1 cratby 40 U3TOKUTH B CIeAVIOIIEN pelaKIn:

"8.1. [Ipu BoIsIBNIeHUM (emepaabHbIM OPraHOM MCITOJTHUTEIbHO BIACTH,
OCYIIIECTBISTIOMMM (QYHKIIMM I10 KOHTPOJTIO ¥ HaZi30py B cdepe

30 paBOOXpaHEeH NS, HAPYLIEHI1 TTpaBWI HaAjieXXallen KIMHUIeCKO
MPaKTUKY TIPU TIPOBEAEHUM KIMHNUYECKOTO UCCIef0BaHM S JIEKapCTBEHHOTO
rperiaparTa, BAUSIOIIMX Ha MMOJHOTY U (M) AOCTOBEPHOCTh JAHHOTO
KJIMHUYECKOTO MCCIeq0BaHMsI, YKa3aHHbI denepanbHblii OpraH
VCIIOJTHUTEIbHOM BJIACTU IIPUOCTAHABIMBAET IIPOBELEHME JaHHOTO
KJIMHUYECKOTO MUCC/IeA0BaHMS U BBIHOCUT MeIULIMHCKOM OpraHu3auum, B
KOTOPOJV MPOBOAMUTCS JaHHOE KIMHMUYECKOoe MUCCIefoBaHue, mpearcaHmue
00 ycTpaHeHMM BbISIBJIEHHBIX HapylieHui. [Ipu HeycTpaHeHun
MeOUIIMHCKOM OpraHu3alyei BbIIBIeHHbIX HAPYILIEeHMIT B yCTaHOBJIE€HHBIN
B IIpeIIMCaHNM CPOK YKa3aHHbI (emepaabHbIii OpraH UCTIOJHUTETbHOM
BJIACTU MIPUHMMAET pellleHue O TpeKpallleHun NpoBefeHNUs KIMHNYeCKOro



MCCiIefOBaHMS JIEKAPCTBEHHOTO MpelapaTa ¥ HanpasJsieT B pefepaabHbIit
OpTaH UCIOJHUTEbHOM BIACTU, OCYLEeCTBISION T GYHKINUY 110
BBIPAaOOTKe U peanu3aiuy rocy1apCTBEHHOM MOJUTUKM U HOPMATUBHO-
MIpaBOBOMY peryauMpoBaHuio B chepe 34paBOOXpaHeHMs], 3aK/II0UeHe 0
BBISIBJIEHUM TIPU TIPOBEIeHUN JaHHOTO KJIMHUYECKOT0 MUCC/Ie0BaHMS
HapylLIeHuii MpaBWI HaaJjiexkalleil KIMHUYECKO! PaKTUKU OJ1s1 IPUHSITUS
penieHust 06 OTMeHe paspellleHMs] Ha OpraHu3aIuio MpoBeaeHNsI JAaHHOTO
KJIMHUYECKOTO UCC/IeJOBAHUS C NAThI IIPUHITUS PEIleHNs O
IIPUOCTAHOBJIEHUY NIPOBEAEeHMS KIMHUYECKOTO UCCIeN0BaHus
JIeKapCTBEHHOTO Ipenapara.”;

12) yacTs 1 cTaThyu 63 HOMOJTHUTD MTPEJIOKEeHEM CIeAYIOIero
copepkauus: "IIpoeKThl pelleHi1 OPraHOB UCIIOJTHUTEIbHO BJIaCTU
cyobekToB Poccuiickoit demepaiiyy 06 yCTaHOBAEHUY U (MJT) U3MEHEHUM
IpeieJIbHBIX pa3MepOB OINTOBBIX HAZ0ABOK U IIpeIe/IbHbIX Pa3MepOB
PO3HMYHBIX Ha0aBOK K (PAaKTMUECKUM OTITyCKHBIM LI€HaM, YCTAaHOBJIEHHBIM
IIPOU3BOAUTEIISIMU JIEKAPCTBEHHBIX IIPerapaToB, HA JIeKapCTBEHHbIe
TperapaThl, BKIIOUeHHbIE B TIepeUueHb KM3HEHHO He0OXOOMMbIX U
BaKHEMIINX JIEKAPCTBEHHBIX ITPernapaTosB, MOJIeXAT COIIaCOBAHUIO C
denepasbHbIM OPraHOM MCITIOJIHUTEIbHO BIACTH, YIIOTHOMOUYEHHbIM
OCYILeCTBJISITh IPAaBOBOE peryinpoBaHue B chepe rocyaapCTBeHHOTO
peryiupoBaHus 1ieH (TapudoB) Ha TOBApPHI (YCIYTH), B TIOPSIKe,
ycTaHOBJIeHHOM [IpaBuTenbcTBOM Poccuiickoin @enepainin.”.

Cratbs 2

Baectn B ®emepanbHblit 3aK0H OT 22 mekabpst 2014 roga N 429-®3 "O
BHeceHUM u3MeHeHnit B ®enepanbHblii 3aKoH "O06 ob6pameHnmn
JleKapCcTBeHHbIX cpencTB’ (CobpaHMe 3aKOHOAATEIbCTBA PoccuiicKoii
®enepanunu, 2015, N 10, cT. 1404) cnenymoiiye u3MeHeHUS :

1) B cTaTbe 1:

a) B ab3aiie BTOPOM MOJAITYHKTA "a" MyHKTa 22 B IePBOM IpeIJIOKeHU M
CJIOBO "3asIBUTEJIb" 3aMEHUTD CJIOBAMMU "IepskaTesib UK Bjageier]
PEerncTpaluMoOHHOrO0 YAOCTOBEPEHMS JIEKAPCTBEHHOIO MperapaTta Uin
YIIOJIHOMOYEHHOE UM IPYroe IpuamudecKkoe JIUIo (ajiee B HACTOS e
CTaThbe - 3asiBUTEJIb)";

0) B ab3a1ie YeTBepPTOM MOAITYHKTA "B" ITyHKTA 26 CJI0BA "JIeKapCTBEHHOTO



rperiapara’ 3aMeHUTb CJIOBaMM "JIEKapCTBEHHOTO CpeACTBa";
2) B cTaThe 3:

a) yacTh 1 rocsie 0B "Ha OCHOBAHUM 3a[aHUS COOTBETCTBYIOLIETO
YIIOJTHOMOYEHHOTO (eiepa/ibHOTO OpraHa UCIOJIHUTEIbHO BaacTu"
IOTIOJIHUTD CJIOBAMM ", B TOM UMCJie BbIJAHHOTO Ha OCHOBAHMM 3asIBJIEHUS
JepxkaTess Wi Blafelblia PerMcTpalMOHHOTO YA0CTOBEPEHMS
JIeKapCTBEHHOTO Ipenapara,”;

0) IOTIOJHUTD YaCTSIMU 6 - 8 CJIeIYIOIIEero CoepsKaHmsI:

"6. 1o 1 suBaps 2016 roga nis neneii @egepaibHOTO 3aKOHA OT 12 anpens
2010 roma N 61-®3 "O6 obpaleHnn JIeKapCTBEHHBIX CPeACTB" (B pedaKIun
HacTosero ®enepaabHOro 3aKOHA) B KauecTBe pechepeHTHOTo
JIeKapCTBEHHOTO IperapaTa pacCMaTPUBAETCS OPUTMHAJIbHbIN
JIeKapCTBEHHbII Iperapar.

7.TocymapcTBeHHas perucTpalus JieKapCTBEeHHBIX [IpernapaTos, 3asiBJIeHVS
0 KOTOpPOJi ITOAAHbI B YIIOJTHOMOYEHHbI denepanbHbIii OpTaH
VICTIOJIHUTEJIbHOM BJIACTU IO JHS BCTYIUIEHUS B CUITY HACTOSIIEro
depnepanbHOrO 3aKOHA, OCYIECTBJISIETCS B COOTBETCTBUM C TPeOOBaHUSIMMU
3aKOHO/IATebCTBA 00 0OpaleHUY JIeKapCTBEHHbBIX CPEJICTB,
JIe/ICTBOBABIIMMU 10 AHS BCTYILJIEHUS B CUTY HacTosero denepanbHOro
3aKOHa.

8. 3asByieHMs 0 BO30OHOBJIEHMM FOCYIaPCTBEHHOM PErucTpanm
JIeKapCTBEHHOTrO Mperapara, O IpoBeJeHM SKCIIepTU3bl KauecTBa
JIeKapCTBEHHOTO CPelCTBa U O IIPOBEEHMN SKCIIEePTU3bl OTHOLLIEHUS
OXXMIaeMOJi M0JIb3bl K BO3MOKHOMY PUCKY IPMMEHEHM S JIEKAPCTBEHHOT'O
npenapara Ajisi MeJUIMHCKOTO [IPUMeHeHus], IO aHHbIe B
YII0JIHOMOYEHHbBI (pefepanbHblii OpraH UCTIOJHUTEbHO BAACTU A0 OHS
BCTYIUIEHUS B CMIIY HacTosero @enepasbHOr0 3aKOHa, pacCMaTPUBAKOTCS
B COOTBETCTBUM C TPeOOBAHMSIMY 3aKOHOJATe/IbCTBA 00 0OpaleHnn
JIeKapCTBEHHBIX CPeNICTB, NeliCTBOBABIUIMMMY 10 NHS BCTYIIEHUS B CUITY
HacTosero ®egepajbHOro 3aKOHa.".

Cratbs 3

Hacrosinit ®egepaibHbIli 3aKOH BCTYIIaeT B CUTY CO THSI €T0
0bUIIMATBHOTO OITyOIMKOBAHMSI.



[IpesunmeHT
Poccuiickoi @engepanu
B.IIYTHH

Mocksa, Kpemib
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