O pa3bsCHEHUH MPOIETYPHI COITIACOBAHUS
pELICHUH OpraHOB UCIIOJHUTEIBHOMN BIACTH
cyonsexToB Poccuiickoit @eneparmn

B  umemax  paswsacHeHus — mpouenypsl  comtacoBaHus ¢ DenepanbHOU
AHTUMOHOIIOJIBHOW CITyOO0W TPOEKTOB PEIICHUN OpPraHOB HCIOIHUTEIBHONW BIACTH
cyobexToB Poccuiickoit @eneparivu 00 yCTaHOBICHUH U (M) U3MEHEHUH MPEACITbHBIX
pa3MepoB ONTOBBIX HAJA0ABOK M TPEACTbHBIX pPa3MEpPOB PO3HUYHBIX HAA0aBOK K
(baKTUYECKUM OTITYCKHBIM 1I€HaM, YCTAHOBJICHHBIM MPOU3BOJUTEISIMU JIEKAPCTBEHHBIX
[IPENapaToB, HA JIEKAPCTBEHHBIE IIpenaparbl, BKJIIOYEHHBIE B IIEPEUYCHb KU3HEHHO
HEOOXO/IMMBIX M BaXKHEWILIMX JIEKAPCTBEHHBIX Npernaparos (nanee - [lepeuens JKHBJIII),
B COOTBETCTBUU C 4YacThio 1 crarbu 63 denepanbHoro 3akona ot 12.04.2010 Ne 61-D3
«O0 obparmenun nekapcTBeHHbIX cpeacTB» GAC Poccuu coobiiaer cneayroiee.

B coorBerctBum mnyHkroM | IlpaBun ycTraHOBIEHMS NpPEAEIBHBIX Pa3MEpPOB
ONTOBBIX U MPEACIIbHBIX Pa3MEpPOB PO3HUYHBIX HAI0ABOK K (PAaKTUYECKUM OTITYCKHBIM
LIEHAM, YCTAHOBJIEHHBIM MPOU3BOJUTEIISIMU JIEKAPCTBEHHBIX IPENAapaToB, BKIOYEHHBIX
B llepeuenr JKHBJIII, B cyOnekrax Poccuiickoit ®eaepanuu, yTBEPKICHHBIX
nocranoBienneM IIpaButensctBa Poccuiickoit ®enepanuu ot 29.10.2010 Ne 865,
OpraHbl HWCIIOJIHUTETHHON Biactu cyObekToB Poccuiickori ®depepaniun NPUHHUMAKT
pemieHuss 00 YCTAaHOBJIEHHMH MpeleJbHBIX pPa3MepoOB ONTOBBIX HAA0ABOK H
npeaejJbHbIX Pa3MepPoOB PO3ZHUYHBLIX HAA0ABOK K (DAKTUYECKUM OTIYCKHBIM IIEHAM,
YCTAHOBJICHHBIM ITPOW3BOAMUTEISIMU JIEKAPCTBEHHBIX IIPENAPATOB, HA JIEKAPCTBEHHBIC
npenaparsl, BkIoueHHble B Ilepeuens JXKHBIIII, mocne comiacoBaHusi NPOEKTOB
COOTBETCTBYIOIIUX pelieHui ¢ DeaepaibHONM aHTUMOHOTIOJIBHOM CITY>KOO0H.

®denepanbHas aHTUMOHOIIONbHAS CIIy»0a oOpaliaer BHUMaHHE, YTO He TpeldyeT
npouenypsl corsiacopanus ¢ ®PAC Poccun:

- TPUHATHE OpraHaMH HCIOJHHUTEIBHOW BlacTu CcyObekToB Poccuiickoi
denepanuu HOPMATUBHBIX TPABOBBIX AKTOB OO0 YCTAaHOBJICHHH W (WJIM) W3MEHEHHUH
MpeleIbHBIX Pa3MEPOB ONTOBBIX HAA0ABOK U TMPENETbHBIX pPa3MEpOB PO3HUYHBIX
HaZ0aBOK K (PAKTUYECKUM OTIYCKHBIM II€HAM, YCTAHOBJICHHBIM IPOU3BOIUTEISIMU
JIEKaPCTBEHHBIX NPEINAparoB, HA JICKAPCTBEHHBIC MpenapaTsl, BKIOYEHHbIE B [lepeueHb
JKHBJIII, He mnpexycMaTpMBalOIIUX YCTAHOBJIECHHE HOBBIX JHO00 HW3MEHEHHE
AEMCTBYOIIMX MNpedeJbHbIX pPa3MepoOB ONTOBBIX HaA0AaBOK U IpedebHBIX
pa3MepoB PO3HUYHBIX HAX0ABOK K (PAKTUYECKUM OTITYCKHBIM II€HaM MPOU3BOAUTENEH
Ha JIEKApCTBEHHBIE Mpemnaparbl, B CIy4ac €CIM NPUHATHE TAKUX HOPMATHBHBIX
IIPaBOBBIX AKTOB CBS3aHO C IPUBEJECHUEM 3aKOHOJATENIbCTBA CyOBbEKTOB Poccuiickoi
denepanuu B COOTBETCTBUE € 3aKOHOAATENBCTBOM Poccurickont denepaunu;

- TMPUHATAE OpraHaMHu HCIOJHUTENIbHOM BJacTM cyObekToB Poccuiickoit
@denepaliii  HOPMATHUBHBIX IPABOBBIX AKTOB, BHOCAIIUX W3MEHEHUS HOPUIUKO-
TEXHUYECKOrO (PEAaKIMOHHOTO) XapakTepa B [JelCTBYIOIIHEe pelieHus 00
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YCTAaHOBJIEHMH U (WIM) M3MEHEHHM NPEICNbHBIX DPAa3MEPOB ONTOBBIX HaA0aBOK U
IPEJENIbHBIX pPa3MEpPOB PO3HUYHBIX HAJ0aBOK K (DaKTUUECKUM OTIYCKHBIM II€HaM,
YCTAHOBJICHHBIM IPOU3BOAMTENSIMH JIEKAPCTBEHHBIX IIPENaparoB, Ha JIEKAPCTBEHHBIE
npenaparsl, BkItoueHHble B llepeuens JKHBJIII, m  He mnpeaycmarpuBaromux
YCTAHOBJIEHME HOBBIX JH00 HM3MeHEeHHe AelCTBYHIIMX MpeleJbHbIX Ppa3MepoB
ONTOBBIX HAZ0ABOK U NMpeejbHbIX Pa3MepPOB PO3HUYHBIX HAT0ABOK K (PaKTHUECKUM
OTITyCKHBIM LIEHaM ITPOU3BOJIUTENEHN Ha JIEKAPCTBEHHBIE NIPEMAPATHI.

Bmecte ¢ TeM, opraHam HCIOJIHUTENIBHONW BiIacTH cyObekToB Poccuiickoi
®denepauuy, YINOJIHOMOYEHHBIM B OOJACTH TOCYJApPCTBEHHOIO PEryJIMpOBaHUS LEH U
Tapu(oB, HEOOXONUMO HAIpaBiIATh B anpec DenepasbHON aHTUMOHOMIOIBHOM CITyKObI
(125993, r. MockBa, yn. CanoBas-Kympunckas, na.11, [-242, T'CII-3) u Ha
opuimanbHbid  3ekTpoHHbld anpec PAC Poccum (delo@fas.gov.ru) komum Bceex
IPUHATBIX HOPMATUBHBIX IIPAaBOBBIX AaKTOB, COOTBETCTBYIOIIMX BBIIICYKa3aHHBIM
KpUTEPUSM, B CPOK, He NMpeBbIIAIMH 1 Mecana co THSA UX NPUHATHS.

PykoBonurens N.1O. AprembeB
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