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'O npeicraBiesNE  JAHHBIX B GopMare]
3ieKTpoHHOro madnesa OIHC EVAC

B coorBerctBHM ¢ TyHKTOM 2.2 MeTomHKH  VCTaHOBICHHX  OpraHaMu
HCHOIBHTEIbEON BlacTtH cyOnexToB Poccuiickoln denepalHy IIpeIeibHBIX PasMEpOB
OITOBBIX HaA0aBOK M IPEIETHHBIX PasMepOB DOZHHUHBIX HA0ABOK K (QAKTHUECKUM
OTITYCKHBIM LiEHaM, YCTAHOBICHHBIM ITPOM3BOAUTEIAMH JICKADCTBEHHBIX [IPEIIapaToB. Ha
JIEKapCTBEHHEIE IIPENapaTrsl, BKIIOUESHHBIE B I[EPEUeHb JKU3HEHHO HEOOXOQHMBIX H
BayKHEHIINKX JIEKAPCTBEHHBIX HpernaparoB, yraepxiennoil npuxaszom OCT Poccun ot
11.12.2009 Ne 442-a (manee — MeTomika), onpejelerne npeIeibEbIX pasMepoB ONTOBbIX
HaJ0aBOK H OPENeNBbHBIX pPa3sMepoB PO3HHUHBIX HaJ0aBOK K HeHaM Ha KU3HCHHO
EeoOXOZHMBIC H BaKHEHINNE NeKapcTBeHHRIe Npenaparsl (namee - JKHBIII) opranom
HCTIOTHUTENLHON BIACTH cyOhekTa Poccuiickoil @emepaliy IPOU3IBOIUTCA HAa OCEORAHHH
PacHyCTHRIX MAaTepHajloB, IPeACTABISHEIX OITOBLIMH OPTaHNZATIAAME ¥ OPTraHH32IHAMI
PO3HHYHONW TOPrOBIM, OCYMIeCTRILAIOMEMII peadmsamno JKHBIIIT Ba TeppHTOpHH
cyopexTa Poccniickoit Degepanim.

CoraacHo myeKTY 2.3 METONWKH OpraHaM HCHOOJHHTEILHOI BIacTH CyOheKTOR
Poccutickolt Dexepanpn HeoOROLHMO OPOBECTH 3SKOHOMHUECKHIT aHAIH3 pPa3sMepoB
ONTOBLIX HaZ0aBOK H pPa3MepoB pOIHMUHBIX HAaNGaBok, IeliCTBVIONNX B cyOBexTe
‘Poccuiickolt ®egepauus, H HX BIMSHUS HA pPe3yALTaThl (MHHAHCOBO-IKOHOMHUECKOTO
COCTOSHMS  ONTOBBIX  OpraHM3almii ¥  OpraHu3auuil  pO3HMYHON  TOPIOBIIL
ocymectsiaBmux peatuzamuo JKHBIIIL B oTyeTnoM nepuoje perynupoBaHus, #H VUECThb
DEe3VABTATE! 3TOTO AHANIN3A [IPH YCTAHOBICHUH pasMepoB HaxdaBoK Ha IUIAHOBEI [epHoll
PErYIMPOBaHUS.

YUuUTEIBas H3IOKEHHOS, VYIOMTHOMOUEHHBIM OpraHaM HCIOIHHTENbHOH BIACTH
cyonexroB Poccutickoi Qegepariu HeoOXOMHMO!

1. M3y4uTs pacueTHEIE MaTepHANb, IPEICTaBICHHbIE ONTOBBIMH OPIaHH3alILIMI
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I OPTaHH3alisIMIl PO3HIYHOH TOPTroBiH, ocyliecTRisBiiuME peannsampro XKHBIIIT #a
TeppHTOpiH cyonekta Poccnfickoi Depepanni, no nroram 2019 roaa.

2. IIpoBecTH OSKOHOMHUECKHI aHAIH3 [PeAeIbHBEIX Pa3MepoB  OIITOBBIX W
IPeCIBbHBIX Pa3MepOB pO3EHUYHBIX Ha10aBok, Jeifctsynomnx B cybpexre Pocchiickoil
Degepanin, U UX BIHAHMA HA PE3yibTaThl (DHHAHCOBO-IKOHOMHUYECKOTO COCTOAHNA HE
yvenee 15 % ONTOBBIX OpraHM3ammil M OpraHM3anii  pPOIHHYHOR  TOProOBIIL,
ocymectsisBimx peanmsammo  JKHBIIIT s 2019 roaxy. HeoOxomimbie pacueTs
IIpeACTABNTh B (pOpMATe 3aIONHEHHBIX 2ISKTPOHHBIX [Ia0a0HOB (Ko& UWIadieoHa
SUMMARY.NADB.INVLP.2020) ®ezepanbHoil TOCY/AapCTBEHHOH HHQOPMAlLIIOHHOH
cucTeMp! «EanHas MHQOPMAIMOHHO-aHaIHTHIeCcKaA cucTemar (ganee — EMAC) B cpox
10 15 centabps 2020 roaa. 1llaGnons! 6yayT pasmernens Ha Beb-caiite hittpi//eias v/ B
pazaene «OTueTHBle QopMel (1adiIoHe!)» U pasociaEs! nocpeacTeoM EMAC ne nmosanee
10 1015 2020 roza. Bompockl. Bo3HHKAIOIWIE 110 3aloiHeHHI0 madinonos EMAC, MoxHO
pasMecTuTs 1o ajapecy http://support.eias.n/ B pasnene «OTHIpaBHTL 3arIpocy, BRIOPaB
kateropiio 3 «Pabora ¢ oTucTHRIMI (opMmaraDy, HogxkaTeropio «OnpeeiieHiie HazdaBoK
x teraMm Ha KHBJIIIT (amrrex)».

3. Ifo pe3yabTataM INPOBEAEHHOIO JIROHOMHYUCCKOIO aHAJIH3a IPUHATS,
B ciyvae HeoOXOAHMOCTH, B COOTBeTCTBHH € 3aROHOAaredbcyBoM Poccuiickoil
Degepanmi pelleHnst 06 I3MEHCHHN AeliCTRYIOINHX Hpede/bHBIX Pa3dMepPOB OITOBLIX
HaJ0aBOK H MNpede/JbHBIX Pa3sMepPOR PO3HHYHBLIX HaadaBOK Ha ILIAHOBBLIH INepuoll
PErVIHPOBaHHA [OCHE COMIACOBAHHA I[POEKTOB COOTBETCTBYIOMIMX pPemeHHil ¢
(DemeparbHOI AHTHMOHOIOIBHON ¢IyK00H B cooTBeTCTBHH ¢ IpaBHiaMH YCTAaHOBACHISA
IPEACTIBHBIX Pa3MEpPOB ONTOBBIX I HPeISNBHBIX Pa3sMEpOB POHHYHBIX HaldaBOK K
(aKTHIECKHM OTHYCKHBIM ILI€HaM, YCTAHOBICHHBIM IPOH3BOAHTEILIMII JTEKAPCTBEHHBIX
npernapaToB, BKIIOUGHHBIX B I[IEPEUYEHDb JKH3HEHHO HEOOXOAMMBIX M  BaKHeNnx
JCKApCTBSHHBIX [pelnapaToB, B cyObexTax Poccuiickoii Denepanui, YTBEPXKICHHBLIMH
noctanosiaeHneM llpasurenserra Poccuiickoll Oenepannn o 29.10.2010 Ne 865.

4. Mudopyanuie 0 coxpaHeHHH M (MIH) H3MeHeHHUH AeHCTBYIOIIX MpelenbHbX
Pa3sMEpOB ONTOBLIX HaZOABOK H NIPEJeTHHBIX Pa3MepoB PO3ZHMYHLIX HaZOaBOK HallpaBlTh
B cpok a0 15 centadpa 2020 . 8 GAC Pocenn B SyMakHOM BIHIe IO aapecy: 123993,
I'CII-3, J1-242, r. Mocksa, yi. Cagopas-Kympusckas, a. 11, mpeapapureibHo Ha
FIEKTPOEHBIN ajpec: delo@fas.gov.ru.

DPAC Poccun ofpalaer BHUMaHIE, YT0 colylacHo yacTn 1 ¢rareu 19.7.1 Kojiekea
Poccutickoit ®egepawyin 00 aaIMHHICTPaTHRHEIX IIPABOHAPYIIECHISIX HENIPEACTABICHIIC
CBCJEHHIl B OpraH, VIIOJHOMOYEHHBIH B OOJacCTH TOCYAAPCTBSHHOTQ PErYIHPORBAHUA

tapudop,  eciay  00i3aTeIBHOCTL  IpEeACTaRldeHHs  CBEISHHI  IpenyCcMOTpeHa
HOPMATHBHBIMI IIPABOBLIMI AKTaMH JUISL YCTAHOBJICHHS, H3MEHESHHS, BBEACHUS HIH
OTMENBI TapHQOB, @ TAKXKe HCIONHEHHIT VKa32HHEIM OPTraHOM [OIHOMOYHI MO KOHTPOIIO
(Hagzopy)., cOopy nHQOPManiH, @ PaBEC X HEOPEACTaBICHNE B VKa3aHHBII
VIIOJHOMOUYEHHBIM OPIaBOM CPOK - BJedeT HaJlOReHHe aAMHHICTpaTHBHOro mrpada.

B cayuae HenpeICTaBJIeHHS VKA3AHHBIMH Opradu3auusiM¥  (ONTOBLIMH
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OPraEU3alHAME B  OPraHH3ANHAMH pO3HNYHOI TOPrOBJH) COOTBETCTBYHOIICH
ardopMANNE  ODKHOCTHBIE JiHI@ OPTaHOB, OCYLICCTBIAFOLINX TOCYIapCTBEHHbIH
KOHTPOTDL 38 COOMIONESHUEM TIOPSAIKa [eHOO0Pa3OBaHILL, B COOTBETCTBHN € HYHKTOM 05
qacte 2 crarel 28.3 Komexca Poccrdickoll @emepanun 00 aIMMHHCTPATHBHEIX
IIPABOHAPYIICHUSX COCTABJSIOT HPOTOKOJ] O BBLISBICHHOM IIpaBOHApYUIeHHU H B
COOTBeTCTBHH co craThel  23.1  Kopmexkca  Poccmifckoit  Qemepaurn 00
ATMHUHRCTPATHEHLIX [TPABOHAPYINEHIAX HANPABISIIOT €ro AAf PACCMOTPEHHs CYAbAM
paliOHHBIX CVIOB.

Taxoxe GAC Poccuu o0pataeT BHHMaEAE Ha CIEAYIOIICS:

1. B ciydae, ecnn Ha IUIaHOBEI MEPHOF PEryIHpPOBAHHA OpraH HCHOOIHHTCIBHOH
BlacTH cyOBerTa Poccuiickoll @eaepanii B COOTBETCTEBHH C IOANYHKTOM 3.6 MeTonnKkn
IUTAHNPYET BRUIEAATS B OTACABHYIO rpyiny JKHBJIIL no KoTopeiM ONTOBBIE OPraHN3aluH
H OpraBH3alHA PO3HHYHON TOPTrOBIM HECYT IOTOMHHTEIBbHBIE DACXOAbL, CBAZAHHBIE C
OCOOBIMHI  YCHOBHSME HX TPAHCMOPTHPOBKH H  XpaHeHHs (HapKOTHUYSCKHe U
IICHXOTPOIHEIE JEKAapCTBSHHBIE IPENapaThl), ¥ YCTAHOBUTE Pa3MEpH! Haa0aBoK ¢ y4eToM
NOMNONHHTENRHBIX  PACXOZOB 110 MX peandalHH, HCOOXODMMO [0 HAIpaBIcHUS
oprapguzanusM madrosa NADB.INVLPAPTEKA.2020 naupaBHTh Ha 3IKTPOHHLIM
agpec: soc@fas.govau 3ampoc 00 W3MEHEHHH UapaMeTpoB MWAdIoHa 4 JaHHOIO
cyonexta Poccuiickoit @emepanyy.

2. Vnrdopmanna o xoquyecTse opradmzanmii, mo jgaHHEeM PocsipasHaa3opa
mMmeromux B 2019 roxy AeHCTBYIONIYIO JHUCHINIO Ha OCYIIECTRICHNHE hapMalleBTHUeCKoi!
NeATenpHoCTH, Oyfer omyOnnxoana Ba odunuansHoM caiite  DAC  Pocenu
(http://fas.govru/) B pazgene «Hanpasiaewns  mestensHocTH» —  «Tapudsoe
PeTynHpoBanne» —«JIeKapcTBeHHBIE CPENICTRAY — K AHATHUTHKAY.

ConpoBoxmteilbHOS  [HCBMO  OpraHd  HCHOJIHHTSNILHOH — BIacTn  cyObeKTa
Poccuiickoii ®@exepanns, nanparisiemoe B agpec DAC Poceum 10 pe3yisTaram
zaponmenns madiiora SUMMARY.NADB.UNVLP2020, B 00s3aTeIbHOM  ITOPS/IKE
JOTDKHO CONEPKATh HHQOPMAUMIO O J0JIe ONTOBBLIX OPTAHm3AUUH # opraHm3aiHif
PO3HHYHOH TOPTOBJH, IIPECTaBUBIINK HEOOXOAUMBIC pacueTs! B (hOpMaTe 3al0MHEHHEX
3MEKTPOHHBIX IIa0IOHOB, a TakKe COASPXKArh NOACHEHUS, B CIIVYae €CIU CBeIeHUA
Opraga MCHOJHHTEABHOH Baactu cydwexta Poccutfickoli Pemepammn 06 obmieMm
KOJHYEeCTBE OpPraHH3allii, OCYIMICCTRIAIOMUX Or1 ITOBYIO U (FUTH) DO3HHYHVIO TOPIOBIIO
JACKapCTBEHHBIMH IpenapaTaMi Ha TeppHTOPHH cvibekTa Poccuiickoit dexeparrn 8 2019
rofTy, OTIIHYAIOTCA OT JaHHBIX Poc3aparyaazopa.

3. B coorserctBEE ¢ IyEKTOM 5.4 MeTOMUKH, NONPABOUHBIC KO3DOHIIHEHTEI,
LIPAMEHACMBIE K PaCUeTHBIM pasMepan OITOBBIX U PO3IHHUHBIX HaAOaBOK, IOIKHEI
odecneYrBarsy IOTYISHNRE OPTraHH3alHIMH BaJIOBOI NpHOsLIH 0T peanuzanus JKHBIIIL =
{UIAHOBOM TIEPHOIE PETYNHUPOBAKIA B LIEIIOM, Hexous 13 Gopmyr 13 i 14 Merozmxm.

PAC PoccHH TOSCHSET, YTO KOPPGPHIUMENTH! TH((epen MHATHE, TPUMEHIeMES
YIIOIHOMOUSHHBIMH  OpraHaMil HCIONHHTeNBEON  BiIacTH cybnexroB  Poccmiickoil
Denepanun K PacueTHBIM PasMepaM ONITOBLIX N DO3HMYEBIX HaxbaBox (sueiikn O12,

2070-R34300N
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013,014 Ilpunoxenuit 119 mmu [110) mo xaxaofi HegoBol rpyiine, J0JKHLI 00eCeynTh
KOPPERTHPOBRY PacYeTHBLIX PA3MePOB TaKuM obpa3oM, 4yTodbl HPH NOICTRHOBRE B
dopmyasl 13 u 14 MeToaurd 3HaucHUH NONHHPYEMBIX K VCTAHOBICHHIO IIH
CoXpaHseMBiX 0e3 H3MEHEHHNS [PeIelbHLIX Pa3MepPOB ONTOBBIXN H POZHHUIHEIX HAI0aBOX
BAI0Bas IIpMOBLIE XO3MHCTBYIOMMX CYOBEKTOB, IUIAaHMpYeMas K IIOTVUEHHIO B 3TOM
CIy4yae, COOTBETCTBOBATA RaJNOBOH INpMOBIIM, IUIAHHPYeMOH K IIOJYyHeHHIO IIpH
IPHMEHEeHUN pacueTHBIX pa3Mepos Haadapox (Ilpunoxenne 112), npr 3TOM HOIycKaeTcs
OTRICHeHe B pasyepe He Oodee 10 %.

Afecmo dns nodnucy

A.B. jlouesxo

en Hamuna AB.,
Ten S(499)755-23-23 Br. 097-219



