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Ha Ne oT
[ ]

O mpencraBlieHUH JaHHBIX B hopmaTe
anekTpoHHbIX mabdnono ®I'UC EMAC

@OenepanbHasi aHTUMOHOMOJbHAS CIOyk0a CcoOOIIaeT O TOM, 4YTO B IENX
OCYUIECTBJICHUSI OpraHaMH MCIOJHUTENBHOU BiacTu cyObekToB Poccuiickoin deneparuu
HPKOHOMHUYECKOTO aHalin3a MPEJCNbHBIX Pa3MEPOB OMNTOBBIX HAA0ABOK M MPEICIbHBIX
pa3MepoB PO3HUYHBIX HAJ0aBOK, MEHCTBYIONIMX B cyObekTe Poccuiickont deneparuu, u
UX BIMSHUS Ha pe3yJabTarhl (PHUHAHCOBO-dKOHOMHUYECKOTO COCTOSHUS OpTraHU3aIuil
ONTOBOW TOPTOBJIM U OPraHU3alUi POZHUYHOW TOProOBiIM, ocyiiecTBIsABIIUX B 2020 roxy
peanu3aiuio JIEKApPCTBEHHBIX IMPENapaToB, BKJIIOYEHHBIX B MEPEYEHb KUZHEHHO
HEOOXOAUMBIX M BaXKHEUIIMX JIEKAPCTBEHHBIX IMPENapaTtoB, B COOTBETCTBUH C
4acThio 2.3. METOMKN YCTAHOBJICHUS OpraHaMU HUCIOJIHUTEILHON BJIACTH CYOBEKTOB
Poccuiickoit ®enepanuu MpeAeibHBIX Pa3MEPOB OMNTOBLIX HAA0aBOK M MPEeTbHBIX
pa3MepoOB PO3HUYHBIX HAJI0aBOK K (PAKTMUECKUM OTIYCKHBIM I[€HaM, YCTaHOBJICHHBIM
MPOU3BOJAUTENSIMUA  JICKAPCTBEHHBIX IpenaparoB, Ha JIEKAPCTBEHHBIC Ipenaparsl,
BKJIIOUEHHBIE B TMEpPEYCHb KU3HEHHO HEOOXOAMMBIX W BAXKHEWIIUX JEKAPCTBEHHBIX
npenaparoB, yTBepxkaeHHON npukazom PAC Poccum ot 09.09.2020 Ne 820/20 (manee
coorBeTcTBeHHO — Meronuka, JXHBIIII), ®AC Poccunm Ha odumnmaibHOM caiiTe
OI'NC EMAC http://eias.ru pa3meniensl  1madnonbl  DenepanbHONM  TroCyIapCTBEHHON
nH(pOpMaIMOHHOHN cucTeMbl «EanHas nHGOpMalMOHHO-aHAIUTHYECKAS] CHCTEMA.

YuuThiBasg U3JI0KEHHOE, YIOJIHOMOYEHHBIM OpraHaM HWCIOJHUTEIbHON BJIACTH
cyobexToB Poccuiickoit denepariny HEOOXOMUMO CIIEIyIOIIEe.

1. TIpoBecTn »HKOHOMHMYECKMM aHaANM3 MPEACIAbHBIX Pa3MEPOB OINTOBBIX U
MpeAeIbHBIX Pa3MEPOB POZHUYHBIX HAA0ABOK U MX BIMSHUSA Ha PEe3yJbTaThl (PMHAHCOBO-
DKOHOMHMYECKOTO COCTOSIHHUSI He MeHee 15% opraHu3anuii ONTOBOM W PO3HUYHOMU
TOProBIH, ocyliecTRiIsIBIINX peanusanuio JKHBIIII B cyobekTe Poccuiickoit denepaiiu B
2020 rony.
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Nudopmaruss o konmuuecTBe OpraHu3anuid, 0o JaHHbIM Poc3npaBHan3opa,
umeromux B 2020 rogy nedCTBYIONIYIO JUIEH3UIO HA OCYIIIECTBICHUE (papMalleBTUYECKON
NesTeNbHOCTH, Oyaer omyonukoBaHa Ha odunuanbHoMm caiite @DPAC  Poccun
(http://fas.gov.ru/) B pasmene «HampaBinenuss gestenbHocTH» —  «Tapudnoe
perynupoBaHue» — «JIekapCcTBEHHbIE CPEICTBAa» — «AHAIUTHKAY.

[TosicHuTenpHAs 3amucKa OpraHa WCIOJHUTEIHLHOM BIAacTH cyObekTra Poccuiickoit
Qenepanuu, npuiaraemas B COOTBETCTBUU C 4acThio 4 [IpaBuir ycTraHOBIEHUSI OpraHaMu
UCIIONTHUTENBHON BlacTu cyObekToB Poccuiickoit ®enepanuu mTpenesbHBIX Pa3MEPOB
ONTOBBIX HAJ0ABOK W MPEIEIbHBIX Pa3MEPOB PO3HUYHBIX HAA0ABOK K (PAKTUYECKUM
OTIIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOAUTENISIMHU JIEKAPCTBEHHBIX MPENapaToB, Ha
JIEKapCTBEHHBIE IMpenaparbl, BKJIIOUYEHHbIE B MEPEUYCHb >KU3HEHHO HEOOXOIUMBIX U
BOXHEHIIMX  JICKAPCTBEHHBIX  MpEnaparoB,  YTBEPXKJACHHBIX  I[OCTAaHOBJIECHUEM
[IpaButennctBa Poccuiickoit denepanun ot 29.10.2010 Ne 865 (manee — IlIpaBumna), k
MPOEKTY pEIIeHUs 00 YCTAHOBIECHUU U (WJIM) U3MEHEHHUH MPECIIbHBIX pa3MEPOB OMTOBBIX
HaJ0aBOK W MPEACNbHBIX Pa3MEPOB PO3HUYHBIX HA/I0ABOK K (DAKTUYECKUM OTITYCKHBIM
nenam npousoguteneir Ha JKHBJIII (mamee — Ilpoekt pemienusi), B 00s3aTeIbHOM
MOPSJIKE JIOJDKHA COJIEPKaTh MH(POPMAITUIO O JI0JI€ ONTOBBIX OPTaHHU3AIMN U OpraHU3alnun
PO3HUYHOW TOPTOBIIH, MPEACTABUBIINX HEOOXOMMMBIE pacueThl B (hopMare 3armoTHEHHBIX
AIIEKTPOHHBIX Ia0JIOHOB, @ TAKXKE COIEPKaTh IMOSICHEHNUS, B CIIydae €ClIM CBEJCHUS OpraHa
UCIIOJIHUTENBHON BnacTu cyowbekra Poccuiickoit ®enepaunu 00 00mIEM KOJIUYECTBE
OpraHu3aluid, OCYIIECTBISIIOUMX  ONTOBYI0O W  (WIM) PO3HUYHYIO  TOPTOBIIIO
JIEKapCTBEHHBIMU IIpenapaTaMu Ha TeppuTopuu cyobekta Poccuiickoit @enepanuu B 2020
rojaly, OTJIMYArOTCs OT cBeneHu Poc3npaBHaazopa.

2. OcyuecTBUTh B COOTBETCTBUM C METOAUKOM Ha IUJIAHOBBIM MEPHUOA
pEeryaupoBaHus pacyerT:

- TPEeIENbHBIX Pa3MEPOB ONTOBBIX HA/I0ABOK K (DaKTHUECKUM OTIIYCKHBIM II€HaM
npousBoautene Ha KHBIIII,

- TIpeIeNbHBIX Pa3MEPOB PO3HUYHBIX HAT0ABOK K (DAKTUYECKUM OTITYCKHBIM I[€HAM
npousBoautene Ha KHBIIII,

- TPEICNBbHBIX Pa3MEPOB ONTOBBIX HAM0ABOK K (DAaKTHUECKUM OTIIYCKHBIM IICHAM
IIPOU3BOAUTENEN HaA HapKOTHYECKHE U rncuxorpomnssie JKHBIIII;

- TIpEeIeNbHBIX Pa3MEPOB PO3HUYHBIX HAJI0aBOK K (DAKTUUECKHUM OTITYCKHBIM LIEHAM
IIPOU3BOAUTENEN HA HapKOoTHYeCKHE U rncuxorpornssie KHBIIIL.

®AC Poccun oOpamiaer BHUMaHHME, YTO MpPHU IJIAHUPOBAHUM BajOBOW MPUOBLIH,
KOTOpPasi MOXKET OBITh MOJTY4Y€HA ONTOBBIMU M PO3HUYHBIMU OPraHU3alMsIMU B TIAHOBOM
NEPUOJE PETYIUPOBAHUS, HEOOXOAMMO YUYHUTBIBATh, YTO IO pe3yjbTaraMm IpPOBEICHUs
obsi3aTenbHOM Tepepeructparuu B 2019-2020 rr. Bcex 3aperucTpUpPOBAHHBIX IIEH Ha
nexapctBeHHbIe npenapathl ®AC Poccuun nepecmorpeno Oonee 14 000 1ieH, U3 KOTOPBIX
camkeno Oonee 7000 nen B cpennem Ha 30 %, 4acTh M3 KOTOPHIX MO COCTOSHUIO Ha
29.03.2021 He BCTYNWIH B CUITY.
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3. IIpencraButs B PAC Poccun B_cpok 10 15 uroasi 2021 roga B COOTBETCTBUH C
yacTeto 5 [IpaBun [IpoekT pemnieHus ¢ npuaaraéMbpIMy K HEMY JOKYMEHTaMH, YKa3aHHBIMU
B nyHkTe 4 HacTosiuux [IpaBui, s ero cornacoBanus ®@enepaibHON aHTUMOHOMNOJBHOM
CITYKOOM.

4. Tlpunsate B cooTBeTcTBHM C [IpaBmimamu perieHue 00 YCTAaHOBICHUHM U (MJIN)
W3MECHCHHH TIPENCIbHBIX Pa3MEpPOB ONTOBBIX HAM0AaBOK U MPEACIBHBIX Pa3MepOB
PO3HUYHBIX HaA0aBOK K (PaKTHUECKUM OTITYCKHBIM LieHaM npou3Boautenei Ha JKHBJIIT B
Cpok, He mpeBblmaromuii 10 pabounx pgHed co aHA mnpuHATHS DenepanbHOR
AHTUMOHOIIOJIBHOM CITy»00M pelieHust o coriacoBanuu [Ipoekra pemeHus.

5. Pasamectutrh He MeHee yeMm 3a 10 pabouux AHEHl OO AHS BCTYIUIEHHS B CHILY
peuieHuss 00 YyCTaHOBJIEHMM M (WJIM) W3MEHEHHHM TNpPEeibHBIX pa3MEpOB OINTOBBIX
HaJ0aBOK M MpEAeNIbHBIX Pa3MEPOB PO3HUYHBIX HAI0AaBOK K (PAKTUYECKUM OTITYCKHBIM
neHaMm npousBonutenied Ha JKHBJIII wndopmanuioo o TNpUHATOM pEHICHUH Ha
ouIIMaTIbHOM CailiTe opraHa MUCIOJHUTEIBHON BiIacTu cyObekTa Poccuiickoit denepanyu
B MH(GOPMAIIMOHHO-TEIEKOMMYHHUKAITMOHHONW ceTu «WHTepHeT» Il CBOEBPEMEHHOTO
uH(hOPMHUPOBaHUS CyOBEKTOB OOpAIICHHS JIEKAPCTBEHHBIX CPEJICTB.

6. IlpenctaButh B ®AC Poccun (Ha anmpec snexkrpoHHoi mouthl delo@fas.gov.ru)
B T€UCHHE 3 pabounX JHEH CO JHS MPUHATHAS OPTaHOM HCIIOJIHUTEILHOM BIACTH CyOBheKTa
Poccuiickoit ®deneparuu pemieHrss 00 YCTaHOBICHUM W (WMJIM) U3MEHEHHH TPEISIhHBIX
pa3MepoB ONTOBBIX HAA0ABOK M IMPENENIbHBIX pa3MEPOB PO3HUYHBIX HAI0aBOK K
(akTHUYeCKUM OTITYCKHBIM LeHaM npousBoauTeneil Ha JKHBJIII konuto Takoro pemeHus.

®OAC Poccuu obpaiaeT BHUMaHue, 4To cornacHo 4yactu 1 crareu 19.7.1 Konekca
Poccuiickoit ®enepanuu 00 aAMUHUCTPATUBHBIX IMPABOHAPYIICHUSIX HEMPEICTABICHUE
CBEJICHUI B OpraH, YIOJHOMOYEHHBI B 00JIaCTU TOCYIapCTBEHHOI'O PETyJIWpPOBAHUS
TapudoB, eciu  00s3aTeNbHOCTh  NPENCTABICHUS  CBEACHMM  MpeaycMOTpeHa
HOPMATHBHBIMU TIPABOBBIMU aKTaMHU [Ji1 YCTAHOBJIEHUS, W3MEHEHUs, BBEICHUS WIH
OTMEHBI Tapu(oB, a TaK)KE UCTIOTHEHUSI YKa3aHHBIM OPTaHOM TOJTHOMOYHM 10 KOHTPOIIO
(mamg3opy), cOopy wuHbOpMAIUM, a PaBHO HX HEOPEACTaBICHHWEC B YKa3aHHBIN
YIOJHOMOYEHHBIM OPTaHOM CPOK — BJICUET HAIOXKEHHE aIMUHUCTPATUBHOTO mTpada.

T.B. Huxeropoaues

TlopMHEHKHK BEKTPOHHOTO JOKYMEHTA, TO/IITHCAHHOrO
311, xpaHHUTCA B CHCTeMe 3JIEKTPOHHOTO
nokymenTooGopora ®AC Poccun

CBEIEHHA O CEPTH®HMKATE 311

Kowmy Boifad: Hukeropopues Tumodher Butanbeeuy
CepTudgrukat Ne 024F10
DedcTenTenead ¢ 10.08.2020 no 10.08.2021

Ucn.¥Yneszkuna [[.H.
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