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B coorBercTBUM ¢ TnyHKTOM 2.2 MeETOOMKHM YCTAHOBJIEHUS OpraHaMu
HCIIOJHUTENbHON BiacTH cyObekToB Poccuiickoir @enepauuu NpenesnbHbIX pa3MepoB
ONTOBBIX HaI0ABOK M TpEIeNbHBIX pa3MepoB PO3HMYHBIX HAA0aBOK K (DaKTHUUECKUM
OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOU3BOAUTENSIMU JIEKAPCTBEHHBIX IIpenaparoB, Ha
JIeKapCTBEHHbIE Ipernaparhl, BKJIIOUYEHHbIE B IE€peYeHb JKU3HEHHO HEOOXOOUMBIX H
Ba)XHEHMINIUX JIEKApPCTBEHHBIX IpenaparoB, yTtBepxaeHHoW mnpukazoM PCT Poccum or
11.12.2009 Ne 442-a (nanee — Metoauka), onpeaeieHne MpeaebHbIX pa3MepPOB ONTOBBIX
Hal0aBOK M IMpelebHBIX pa3MepoB PO3HUYHBIX HAN0ABOK K ILI€HaM Ha >XU3HEHHO
HeoOXonuMBble W BakHeHIIWe jexkapcTBeHHble mnpenaparbl (aanee — JXHBJIII) opranom
HCIIOJIHUTENbHON BiacTH cyObekta Poccuiickoii @enepanuu NPOU3BOAUTCA HaA
OCHOBAaHHMM pACYETHBIX MAaTe€pPHaJIOB, IMPEACTABIEHHBIX ONTOBBIMH OpPraHU3aALUSIMH U
OpraHU3alMsMUA PO3HUYHON TOProBiH, ocyuiecTBisommrmy peanusanuo JXHBJIII na
TeppuTopuH cyonekta Poccuiickoii ®@enepauuu. [Ipy 3TOM KOJIMYECTBO KaK OINTOBBIX
OpraHM3alMif, Tak ¥ OpraHU3alUi PO3HUYHON TOProOBIIM, MPEACTABHBIIMX pacyeTHbIE
MaTepHallbl, 10JDKHO COCTaBIsITh HE MEHee 15 MpOIEeHTOB OT UX YMCIIa, PACIONOXKEHHbIX B
cooTBeTCTByIOIIeM cyObekre Poccuiickoit @enepanuu HWIM  OCYLIECTBISIOMIMUX
peaM3alrio JIEKapCTBEHHBIX MPENapaTtoB Ha TEPPUTOPUU COOTBETCTBYIOLIENO CyOBbEKTa
Poccuiickoit ®Denepanuu, W BKIOYATh OpPraHU3allUUd pa3sHOH (GOpMBI COOCTBEHHOCTH
(rocymapcTBeHHas, MyHUUUIAlTbHAs, YacTHass U HHBIX (OpPM COOCTBEHHOCTH, NpU HUX
Hanu4yuu B cyobekTe Poccuiickoit @enepanun).

CornmacHo nyHkTy 2.3 MeToauku opraHaM MCIOJIHUTEIbHOH BIACTH CyOBEKTOB
Poccuiickoii @enepanun HeoOXOIMMO NPOBECTH 3KOHOMUYECKHH aHaIu3 pa3MepoB
ONTOBBIX HAJ0ABOK W pa3MepOB PO3HUYHBIX HAN0aBOK, NEHCTBYIOIIMX B CyObekTe
Poccuiickoii @enepaliii, ¥ UX BIUSHUS Ha pe3ynbTaTbl (PUHAHCOBO-’KOHOMHYECKOTO
COCTOSHUS ~ ONTOBBIX  OpraHM3allMi W  OpraHM3aludl  pO3HUYHOH  TOPrOBIIH,
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ocywmecTBiasBuKX peanusauuto XHBJIIII B oTueTHOM nepuone peryniupoBaHusi, U y4eCTh
pe3yJIbTaThl 3TOT0 aHaJIM3a IIPH YCTAHOBJIEHUU pa3MEepOB HAA0ABOK Ha IUIAHOBBIM MEPUO.
perynupoBanusi. B coorBercTBUM ¢ nyHKTOM 3.4 MeTOAMKM MHUHUMAJbHBIA MEpUON
peryaMpoBaHusl MpeaeIbHbIX ONTOBBIX HAA0ABOK M MpENeNIbHBIX PO3HUYHBIX HaJ0aBOK K
ueHam Ha XHBJIII cocrasnsier 1 roa.

Y4uuTbIBasi H3JI0)KEHHOE, YNOJHOMOYEHHBIM OpraHaM MCIOJHUTEIbHONW BIIACTH
cyobekToB Poccuiickoit @enepanuu HeOOXOIUMO:

1. 3y4uTh pacueTHble MaTepHallbl, IPEA0CTABICHHbIE ONITOBBIMU OpraHU3alUsIMU
U OpraHM3alMsIMU PO3HUYHOM TOPrOBIM, OCyllecTBIsiolUMH peanusanuio XXHBIIIT na
TeppuTopuu cyorekra Poccuiickoit @enepaunu, no uroram 2017 roza.

2. [lpoBecT >KOHOMMYECKMH aHaiM3 TMpENesbHbIX pa3MepoB ONTOBBIX H
NpeaebHbIX pa3MepOB PO3HUYHBIX HAN0aBOK, AEHCTByroLIMX B cyOwbekre Poccuiickoii
Qenepauny, M UX BIMSHUS Ha pe3yibTaTbl (PUHAHCOBO-IKOHOMHUYECKOTO COCTOSHUS
ONTOBBIX OpraHu3allMii ¥ OpraHu3alMil pO3HUYHOH TOProBIH, OCYIIECTBIISIBIIMX
peanu3anuto JKHBJIIT B 2017 rony. HeoGxonumele pacueTsl mpenctaBuTh B (opmarte
3arOJHEHHBIX 3JIEKTPOHHBIX 1abnoHoB (kox mmadbmoHa NADB.JNVLP.APTEKA.2018)
®enepanbHON rocyaapcTBEHHONM MH(MOpMALMOHHON cucTeMbl «EnuHas uHGOpPMALMOHHO-
aHanutuyeckas cucrema» (nanee — EMAC) B cpok a0 15 okrsadps 2018 roaa.

[1labnonbl OyayT pa3meleHbl Ha BeO-caiite http:/eias.ru/ B pasnene «OT4yeTHbIe
¢bopmsl (1mabnoHsl)» U paszociansl nocpeactsom EMAC He no3nnee 23 utons 2018 roaa.
Bonpocel, Bo3HuKaroumme no 3anoiHeHuto madbmoHoB EMAC, mMoxHO pa3mMecTuTh Mo
aapecy http://support.eias.ru/ B pazgene «OTnpaBuUTh 3ampoc», BBIOpaB KaTeropuio 3
«Pabota ¢ otyeTHbIMH (hopMaMu», noakareroputo «OnpeneneHre Han0aBOK K LeHAM Ha
JKHBJIIT (antexu )».

3. Tlo pe3ynbraTam NMpoBEAEHHOr0 SKOHOMUYECKOrO aHaI13a, P HEOOXOAUMOCTH,
NPUHATH B COOTBETCTBMM C 3aKoHozaareinbcTBoM Poccuiickoit @enepauuu peleHus oo
M3MEHEHUH EeHCTBYIOLIMX IpPEeNesbHbIX Pa3MEPOB OMNTOBBIX HAA0ABOK M MpenebHBIX
pasMepoB pO3HUYHBIX HaA0AaBOK HAa IUIAHOBBIA NEPUOA pPEryJupOBaHUs TOCIe
COIIaCOBAHMS MIPOEKTOB COOTBETCTBYIOLIMX pelieHu# ¢ DenepanbHOi aHTHMOHOIIOIBHOM
ciyx00i B cooTBeTcTBUU ¢ [IpaBunamu ycraHOBIEHUS MpeaeIbHbIX Pa3MEpPOB ONTOBBIX U
NpeaebHbIX pPa3MEpPOB PO3HUYHBIX HAN0aBOK K (AKTUYECKUM OTIYCKHBIM LIEHaM,
YCTAHOBJEHHBIM IIPOU3BOAUTENSIMU JIEKAaPCTBEHHBIX IpernaparoB, BKIIOYEHHBIX B
MepeueHb KU3HEHHO HEOOXOAMMBIX M BaKHEWIIMX JIEKAPCTBEHHBIX IpenaparoB, B
cyovektax Poccuiickoli ®enepanuu, yTBep)KIEHHBIX NocTaHoBieHueM [lpaButenbcTBa
Poccuiickoit @enepauuu ot 29.10.2010 Ne 865.

4. Uudopmannio 0 coXpaHEeHHH M (M) U3MEHEHUH AEHCTBYIOIIUX MpeaeabHbIX
pa3MepoB OINTOBBIX HAI0ABOK M MpeesIbHbIX Pa3MepPOB PO3ZHUYHBIX HAA0ABOK HANpPaBUTh
B cpok 10 15 oktsiopsa 2018 r. B PAC Poccuu B OymaxkHoM Buzae mo aapecy: 125993,
I'CII-3, JI-242, r. MockBa, yn. CanoBas-Kynpunckas, n. 11, mpenBaputenbHO Ha
3IeKTpOHHBIN aapec: delo@fas.gov.ru.

OAC Poccun oOpamiaetr BHUMaHHe, 4To cornacHo yactd 1 crareu 19.7.1 Konekca

2018-49552(3)



3

Poccuiickoii @enepauun 00 agMHUHUCTPATHBHBIX IPABOHAPYLIEHUSX HENpPEACTABIECHHE
CBEEHUH B OpraH, YMNOJHOMOYEHHBIH B 00JIACTH TOCYJAapCTBEHHOIO pEryJIMpPOBaHHs
TapuoB, ecaM  0043aTeIbHOCTb  IpPEACTABIEHHS  CBEIEHHH  IpelycMOTpeHa
HOPMAaTHBHBIMU IIPABOBBIMM aKTaMHW [JIl YCTAHOBJIEHUS, U3MEHEHHs, BBEICHHS HIIU
OTMEHBI Tapu(OB, a TaKKe MCIOIHEHUS YKa3aHHBIM OPraHOM ITOJHOMOYHIA 110 KOHTPOJIKO
(Ham3opy), cOopy wuHObOpManMM, a paBHO HUX HENpPEACTaBlIeHHEe B YKa3aHHbBIN
YTOJHOMOYEHHBIM OPraHOM CPOK — BJIEYeT HaJIOKEeHUe aJIMUHHCTpPATUBHOrO witpada. B
Cllydyae HEINpeICTaB/I€HUsl YKa3aHHBIMH OpraHU3alUsiMU (ONTOBBIMH OpraHU3ALUSIMH H
OpraHu3alusMUd PO3HUYHOW TOPrOBJIHM) COOTBETCTBYIOLIEH HHGPOpPMAIMHM JOKHOCTHBIE
JIMLIa OPraHoB, OCYIIECTBIISAIOIMX IOCY1apCTBEHHBIH KOHTPOJIb 32 COONIOACHUEM MOpsaKa
LIeHOOOpa30BaHus, B COOTBETCTBMM C IyHKTOM 65 yactu 2 crateu 28.3 Koxekca
Poccuiickoit ®@enepauuun 00 aJAMUHUCTPATUBHBIX MPABOHAPYIIEHUSX COCTABJISIOT
IIPOTOKOJI O BBISIBJIEHHOM IIPABOHAPYLIEHUU U B COOTBETCTBHM co cTaTheil 23.1 Komekca
Poccuiickoii @enepanny 06 aIMUHUCTPATUBHBIX MPABOHAPYIIEHUSX HAIPABJISIOT €ro s
PacCMOTPEHUS CyAbsIM PAlOHHBIX CY/IOB.

Taxke ®AC Poccuum oOpamaer BHHUMaHHE Ha CJIEIyIOUIME H3MEHEHHs B
3anonHenuy mwadnona NADB.JNVLP.APTEKA.2018: |

a) B COOTBETCTBUM ¢ MOAMYHKTOM 5.6 Metomuku, JXHBJIII, mo KoTOpbIM ONTOBBIE
OpraHu3allid ¥ OpraHM3alMd PO3HUYHOH TOPrOBIM HECYT IOMOJHHUTEIbHBIE PACXOIbI,
CBSI3aHHBIE C OCOOBIMH YCIIOBHSIMH MX TPAHCIOPTUPOBKU U XpaHEHHS (HAPKOTHYECKHE M
IICUXOTPOIHbIE JIEKAPCTBEHHbIE TMpenaparbl), BBIAEIAIOTCS K3 00wero oobema
peanusyeMbix JKHBJIIT B otaenpHyro rpynmy, A KOTOpO#H OpraHbl HCIOJIHHUTEIbHOU
BJ1acTH cyobexToB Pocculickoit deaepanuy ycTaHaBIMBAIOT pa3Mepbl HAA0ABOK C yYETOM
JOTIOJIHUTEIBHBIX PACXO0B MO UX peaiu3aliy.

YuuteiBas H3JI0XKEeHHOEe, B  cyObekrax Poccuiickoit ®Penepauuu, B KOTOPBIX
YyCTaHOBJIEHbl IIPEIE/IbHBIE pPa3Mepbl ONTOBBIX M INpelesibHble pa3Mepbl PO3HHYHBIX
HanbaBOK s HapkoTuueckux U ncuxorpornubix JKHBJITI, opranuszanuu oOnToBO#
TOPrOBJIM U OpPraHM3alui PO3HUYHON TOPrOB/IY JIEKAPCTBEHHBIMH IIpernapaTaMi, KOTOpbIe
peanusyroT HapkoTHdeckue U ncuxorponusie XHBJIII, 3anonustor 2 mabnoHa:

- B ofHOM 11abnoHe Ha jucre I12 ykazaH TOJNBKO NepevyeHb HAPKOTHYECKHUX U
ncuxotponubix KHBJIIT;

- BO BTOpoM MabnoHe Ha yucre [12 yxazanbr JKHBJIII, He oTHOCsmmecs K
HApKOTHYECKHUM U IICUXOTPOITHBIM JIEKAPCTBEHHBIM Mpenaparam.

B cybwexTax Poccuiickoit @enepanuu, B KOTOPbIX HAPKOTHYECKHE U TICUXOTPOIIHbIE
JIEKapCTBEHHbIE IIpeNnapaThl He BBIAEIECHBI B OTAENbHYIO I'PYIIIY, OpraHU3alMK OINTOBOM
TOPrOBIM M OpraHW3alMd PO3HUYHOM TOProBIM JIEKQPCTBEHHBIMH IpenaparaMu
3aMOJIHAIOT OJMH WabJoH, BKIoYaroumi Becs nepeuers JKHBJIIT,

0) B COOTBETCTBMM C IYHKTOM 5.4 MeToauMku, MOMpaBOYHbIE KO3DDUIHEHTSHI,
NpUMEHsIeMble K pAacYeTHBIM pa3MepaM ONTOBBIX H PO3HHYHBIX HAI0aBOK, JOJDKHBI
oOecrne4uBaTh MOJy4YeHHE OpraHUu3alUusIMK BaloBO# NpuObLIH oT peanu3auuu XHBJIII, B
IUIAHOBOM II€pUOJIE€ PETYIIUPOBAHUS B I1eJI0M, ucxoas u3 hopmyn 13 u 14 Metoauku.

@®AC Poccun obpammaer BHHUMaHue, 4to koddduuuentsl auddepeHuHanNH,
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IIPUMEHsEMbIE YIOJIHOMOYEHHBIMM OpraHaMH MCIOJIHUTEIBHON BIAcTH CyOBEKTOB
Poccuiickoit ®Denepauuu K pacyeTHbIM pa3MepaM ONTOBBIX HaA0aBOK U PO3HHYHBIX
HaA0aBOK MO KaXI0W LIEHOBOMU IpyIIe, JA0JKHbI 00eCneYyrTh KOPPEKTUPOBKY pacyeTHBIX
pasmMepoB Han0aBOK TaKMM 00pa3oM, 4YTOObl NpU MPUMEHEHUH  IUIAHHUPYEMBIX K
YCTAaHOBJIEHUIO TPEIENbHBIX pa3MepoB OITOBBIX M PO3HUYHBIX HaA0aBOK (mpH
noacraHoBke B Qopmynsl 13 u 14 Meronuku) BajsioBas NpUOBLIb XO3SHCTBYIOIIMX
CyObeKTOB, IUIaHMpyeMas K I[OJIYYEHHUIO B 3TOM Clydyae, OTIMYalach OT BaJOBOM
NpUOBbLIY, IUTAHUPYEMOH K MTOJIyY€HUIO TPU NPUMEHEHUHU PacyeTHBIX pa3MepoB Ha10aBOK
(ITpunoxenue [12, I13), B cpeanem Ha 10 %;

B) B COOTBETCTBHH C MyHKTOM 4.1 MeToauKU B LENsSX ONpeaesieHUs NMpeaesibHOro
pa3mepa ONnToBOW Hal0aBKU M IpEAENIbHOrO pa3Mepa pO3HHMYHON Han0aBKH K IleHaM Ha
KXHBJIII Ha OCHOBaHMM [aHHBIX, MPEACTABISEMbIX ONTOBBIMH OpPraHU3ALUSIMH WIIH
OpraHM3alMsIMU  PO3HHUYHOM TOPrOBIM 32 OTYETHBIH TMEPUOA  peryIupoBaHuUs,
paccuuThIBaeTCs, B TOM 4Hcie BajgoBas npudslib oT peanusanuu JKHBJIIT Ha nnaHoBbId
NEePUO PEryIUPOBAHUS.

®AC Poccun oOpamraer BHUMaHuWe, 4YTO IUIAaHHpyemass K  IOJYYEHHUIO
OpraHu3alMsIMA  ONTOBOW TOPrOBIM M  OpPraHU3alUsIMH  PO3HUYHOH  TOProOBIHU
JIeKapCTBEHHBIMU NperapaTamMy BasioBas MpuObLIb oT peanuszauuu KHBJIII nomkHa ObITh
paccyrTaHa Ha OCHOBaHMH (PaKTUUECKOH BaIOBOW MPUOBLIM, MOJTYYEHHONW OT peaau3aluu
JXHBJIII B otuetHom mnepuome. B ciywae, ecnu nnaHupyemasi BajioBas NpUObLIb
CYILIECTBEHHO OTIMYaeTCs OT (AKTUUECKOW BaJOBOW NMPUOBLIM, MOJYYEHHOW B OTUETHOM
nepuone, B 1abroHax, 3aloOIHSAEMBIX YHMOJHOMOYEHHBIMH OpraHaMd HUCHOJIHUTEIbHOM
Binactu cyowektoB Poccuiickoit ®@enepauuu, Ha naucre «KomMmeHTapuu» NODKHBI OBIThH
MpeICTaBIEeHbl COOTBETCTBYIOIIHE MOSCHEHUSI.

A 1O. LlapukoBckuii

JI.H. Vne3kuHa,
+7(499)755-23-23 (088-643)
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