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FARS

Ha Ne oT

|_O MPENCTaBICHUH JaHHBIX B (bopMaTe]
anekrponHoro madnona ®I'UC EMAC

B coorBerctBUM ¢ myHKTOM 2.2  MeETOOMKM  yCTAaHOBJIEHHS OpraHaMH
UCIIOJTHUTENBHON BIacTu cyObekTOoB Poccuiickoit ®Denepanui mpeAesibHBIX Pa3MEPOB
ONTOBBIX HAJ0ABOK M MpPEAEIbHBIX Pa3MEpPOB PO3HUYHBIX HAA0aBOK K (PaKTUUECKUM
OTIIYCKHBIM II€HaM, YCTAHOBJICHHBIM ITPOM3BOAUTENSIMHU JIEKAPCTBEHHBIX IPENApaToB, HA
JIEKapCTBEHHbIE IMpenaparbl, BKIIOYEHHbIE B TMEPEYEHb JKU3HEHHO HEOOXOIUMBIX U
BOXKHEWILNX JIEKAPCTBEHHBIX MpenaparoB, yTBep:kaeHHOW mnpukazom PCT Poccum ot
11.12.2009 Ne 442-a (nanee — MeTtoauka), onpeaesieHue MpeIeIbHBIX Pa3MEPOB ONMTOBBIX
HaJ0aBOK M IMpeleibHBIX pPa3MEpPOB PO3HUYHBIX HAJ0AaBOK K II€HAM Ha >KU3HEHHO
HeoOXoIMMbIE U BakHEMIMe JiekapcTBeHHbIe mpernaparsl (nanee — XXHBJIII) opranom
UCIIOJIHUTEILHOM BiacTu cyobekta Poccuiickoit deaepanivi mpou3BOAUTCS HA OCHOBAaHUU
pacyYeTHBIX MATE€pUAIIOB, IIPEACTABICHHBIX ONTOBBIMU OPraHU3ALUsAMHU U OPTraHU3ALUAMU
PO3HUYHOM TOProBiM, ocymecTeisaomumu peanuzanuo KHBJII wa Tteppuropun
cyobekTa Poccuiickoii @enepanuu.

CormacHo myHKTy 2.3 MeTOIMKM OpraHaM HCIIOJHHUTEIbHON BIACTU CyOBEKTOB
Poccuiickoit @®enepanuu HE0OXOOUMO MPOBECTH 3KOHOMHMUYECKMH aHAM3 pa3MepoB
ONTOBBIX HAA0aBOK W PAa3MEPOB PO3HUYHBIX HAN0ABOK, JAECUCTBYIOIIUX B CYOBEKTE
Poccuiickoit ®enepauuu, U UX BIUSHUA Ha Pe3yJbTarbl (PUHAHCOBO-3KOHOMUYECKOTO
COCTOSIHMSI ~ ONTOBBIX  OPraHM3alliii W OpraHu3aluid  pO3HUYHOW  TOPIOBIIH,
ocymectsisaBmux peanusanuio KHBJIIII B oTueTHOM nepuone peryJupoBaHus, U y4ecCTb
pe3yAbTaThl 3TOTO aHAJIW3a IPU YCTAHOBIIEHUU pa3MepOB Ha/10aBOK Ha IJIAHOBBIN MEPUOA
peryaupoBaHusl.

YuuTheiBasg M3J0KEHHOE, YIIOJHOMOYEHHBIM OpraHaM HCIIOJHUTEIBHON BIIACTH
cyonekToB Poccuiickoit denepanun HE0OXOAMMO:

1. I3yuuTh pacyeTHble Marepuabl, MPEACTABICHHbIE ONTOBBIMU OPraHU3ALMSIMU
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M OpraHu3alMs MU PO3HUYHOW TOProBiM, ocyuiecTBiIsBIIMMU peanu3anuio XHBJIII na
TeppuTopun cyobekra Poccuiickoit denepanun, mo uroram 2019 roaa.

2. IIpoBecT SKOHOMUYECKUW aHAIW3 MPEACIbHBIX pa3sMEPOB ONTOBBIX U
MpeACIbHBIX pPa3MEepOB PO3HUUYHBIX HaA0ABOK, ACHCTBYIOMUX B cyObekTe Poccuiickoit
deneparuu, U UX BIMSHUS HA PE3yabTaThbl (DMHAHCOBO-KOHOMHYECKOTO COCTOSIHHS HE
MeHee 15 % ONTOBBIX OpraHu3alMidi ¥ OpraHu3aluMid  PO3HUYHOW TOPTOBIIH,
ocymecteiasBmux peanuzauuto JKHBJIII B 2019 romy. HeoOxogumele pacyeTs
NpeICTaBUTh B (opMaTe 3allOJIHEHHBIX JJIEKTPOHHBIX IIA0JOHOB (KoA 11alioHa
SUMMARY.NADB.INVLP.2020) ®enepanbHoii TocyqapCTBEHHOW HWH(OPMALIMOHHON
cuctembl «Enunas nndopmanmonHo-aHanuTuueckas cucrema» (nanee — EMAC) B cpok
10 15 centsaops 2020 roaga. [llabmonsl OyayT pa3mernieHbl Ha BeO-caiiTe http://eias.ru/ B
pazznene «OtyetrHble (GopMbl (11a0JI0OHBI)» U pazociianbl nocpeactBom EMAC He no3aHee
10 urons 2020 roma. Borpockl, Bo3HUKaOIIME 110 3anoyiHeHuto madgoHoB EMAC, MoxHO
pasMmecTuth 1o ajgpecy http://support.eias.ru/ B paznene «OTOpaBUTh 3alpoc», BHIOpaB
kareropuio 3 «Pabora ¢ oT4eTHBIMU (hopMaMuy, ofKareropuio «OnpeneneHne Hag0aBoOK
k nieHam Ha JKHBJIIT (antexn)».

3.Ilo pe3yabraraM MPOBEJEHHOI0 J>KOHOMHYECKOI0 AHAJINW3a TMPHUHATD,
B CjJy4yae HeO0XOOMMOCTH, B COOTBETCTBHHM C 3aKOHoAaTeJbcTBOM Poccuiickou
denepanuu pemieHust 00 MI3MEHEHNM e CTBYIOIIMX MpeieibHbIX Pa3MepPOB ONTOBbIX
HAA0aBOK M MpeleJibHbIX Pa3MepoB PO3ZHUYHBIX HAJ0ABOK HA IUIAHOBLIH MEPHO]
pEryJiupoBaHUsl TOCJI€ COIVIACOBAHMSI TMPOEKTOB COOTBETCTBYIOLIMX PpEUIEHUH C
®denepanbHON aHTUMOHOIOIBHOM CTy*)00M B cOOTBETCTBUU C [IpaBunamMu ycTaHOBIEHUS
NpeleabHbIX pPa3MEPOB OINTOBBIX M MPENEIbHBIX pPa3MEpOB PO3HUYHBIX HAI0aBOK K
(haKTUYECKUM OTMYCKHBIM II€HaM, YCTaHOBJICHHBIM IPOU3BOIUTEISAMU JIEKAPCTBEHHBIX
IpenaparoB, BKIIOYEHHBIX B TMEpEYCHb IKU3HEHHO HEOOXOMUMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX TpernaparoB, B cyObekrax Poccuiickoit denepanuu, yTBEpKICHHBIMU
nocranosyienreM IIpaBurenscTBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865.

4. Nndopmannio 0 coxpaHeHUU U (WJIM) U3MEHEHUU JEHCTBYIOIINX MPEIETbHBIX
pa3MepoB OINTOBBIX HAJ0ABOK U MPEEIbHBIX pa3MEPOB PO3ZHUYHBIX HAT0ABOK HAMPABHUTH
B cpok 10 15 centadpsa 2020 r. B8 PAC Poccuu B OymakHOM Bue 1o aapecy: 125993,
I'CII-3, [-242, r. Mocksa, yin. CapoBas-Kynpunckas, a. 11, npenBapuTenbHO Ha
ANeKTPOHHBIN anpec: delo@fas.gov.ru.

®AC Poccun obOpaniaer BHUMaHKe, 4To coriacHo 4yacTu 1 crarbm 19.7.1 Konekca
Poccuiickoit ®denepanun 00 aAMUHUCTPATUBHBIX MPABOHAPYIICHUSIX HENPEACTABICHUE
CBEJCHUII B OpraH, YMOJIHOMOYEHHBIH B O0OJACTH TOCYAAPCTBEHHOIO PETYIMPOBAHUS
TapudoB, eciau  00A3aTeIbHOCTh  NPEJCTaBIEHUS  CBEJEHUH  MpPenyCcMOTpEeHa
HOPMAaTUBHBIMU TPABOBBIMU aKTaMH MJi YCTAHOBJICHUS, W3MEHEHHS, BBEICHUSA WU
OTMEHBI Tapu(OB, a TaKKe UCIOJHEHHUS YKA3aHHBIM OPTaHOM MOJTHOMOYUNA MO KOHTPOIIIO
(magzopy), cOopy wmHGOpPMAIMKM, a paBHO HX HENPEACTaBICHWE B yKa3aHHBIN
YIIOJIHOMOYEHHBIM OPTaHOM CPOK — BJIeYeT HAJIOKeHHe aIMUHUCTPATUBHOIO mTpada.

B cayuae HempeacTaBjIeHHsI YKa3aHHbBIMH OPraHU3alUAMHU (ONTOBBIMH
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OPraHM3allUiMM ¥  OPraHU3aUMsMH PO3ZHMYHOH TOPIOBJIM) COOTBETCTBYIOUIECH
uHopManuM JODKHOCTHBIE JMIA OPraHoOB, OCYIIECTBISIONIMX TOCYAapCTBEHHBIN
KOHTPOJIb 32 COOJIOIEHNEM MOpsiiKa LIEHOO0pa30BaHus, B COOTBETCTBHM C MYHKTOM 65
yactu 2 crarbu 28.3 Kogekca Poccuiickoit ®enepannui 00 aJIMHUHHCTPATUBHBIX
[IPABOHAPYIICHHUSIX COCTABJSIIOT IMPOTOKOJ O BBIBJICHHOM IPABOHAPYILICHHM M B
coorBerctBUM co0 crarbeir  23.1 Komekca  Poccuiickoit  ®eneparum 00
aJIMUHHUCTPATUBHBIX MPABOHAPYLICHUSAX HANPABJISIOT €ro AJsi pacCMOTPEHHUS CYIbSM
PAaHOHHBIX CY10B.

Taxxe ®AC Poccun oOpaiaer BHUMAaHHE HA CIEAYIOLIEE:

1. B cnydae, ecinu Ha IUIAaHOBBIM MEPUOJ PETYIUPOBAHUSA OpraH HCHOJHUTEIBHOU
BiacTu cyonekra Poccuiickoit denepaiiii B COOTBETCTBUM € MOAIMYHKTOM 5.6 MeTtoauku
IUTAHUPYET BBLIETUTH B oTaebHY0 Tpynmy KHBJIIL, mo koTopbiM onToBbIE OpraHu3aluu
W OpraHu3allid PO3HUYHON TOPrOBIM HECYT JONOJIHUTEIIbHBIE PACXO/bl, CBA3AHHBIEC C
OCOOBIMH  YCJIOBUSIMU WX TPAHCIOPTUPOBKA U  XpaHEHUs (HApKOTHYECKUE U
MICUXOTPOITHBIE JIEKAPCTBEHHBIE MpeTaparbl), U yCTAHOBUTH pa3Mephbl HaJI0aBOK C YYETOM
JIOTIOJIHUTENBHBIX PACXO0OB 1O UX pealn3alyd, HEOOXOAUMO [0 HaIpaBlIECHUS
opranm3anusm mabmoHa NADB.JNVLP.APTEKA.2020 HampaBuTh Ha 3IEKTPOHHBIM
anpec: soc@fas.gov.ru 3ampoc 00 H3MEHEHHMH MapaMeTpoB MIadloHa [JIsl JTAHHOTO
cyobekTa Poccuiickoii @enepanuu.

2. Wudopmanuss o KOIMYECTBE OpraHu3alui, Mo JaHHbIM PocsnpaBHanzopa
umeromux B 2019 rony neicTBYIONIYIO JUIEH3UIO HA OCYLIECTBIEHUE (hapMalleBTHUECKON
NeATeNIbHOCTH, OyneT onyOnukoBaHa Ha oduiuansHoM caiite  ®OAC  Poccun
(http://fas.gov.ru/) B pazgene «Hamnpaenenuss gesarenbHocTH» —  «Tapudnoe
perynupoBaHue» —«JIekapCTBEHHbIE CPEACTBAY — «AHAIUTHKAY.

CompoBoauTeNbHOE MHUCBMO  OpraHa  MCIOJIHUTENbHOW  BIACTH  CyOBeKTa
Poccuiickoii ®@enepaunu, Hampasiasiemoe B anpec DAC Poccum 1o pesyibraram
sammojgHenust 1mabmoHna SUMMARY.NADB.JNVLP.2020, B o00s3aTeIsHOM TOPSIKE
JOJDKHO CcoJiepKaTh MH(GOPMAIMIO O [0Jie ONTOBBIX OPraHU3alMii W OpPraHU3alUi
PO3HMYHOMN TOProOBJIM, IPEACTABUBIINX HEOOXOAUMBIE pacueThl B popMare 3aroJIHEHHBIX
SNIEKTPOHHBIX IIA0JIOHOB, a TaKXe COJEp)KaTh IMOSICHEHMs, B CIy4yae €CId CBEICHUS
OpraHa HCIIOJIHUTENBbHON BiacTu cyObekta Poccuiickoit @enmepaunu 006 oOmem
KOJIMYECTBE OPraHu3aluii, OCYLIECTBISIOIINX ONTOBYI0 M (WJIM) PO3HUYHYIO TOPIOBIIO
JIEKapCTBEHHBIMU MpenapaTamu Ha Tepputopuu cyobekra Poccuiickoit deneparu B 2019
rofy, OTIMYATCS OT JaHHbIX Poc3npaBHaa3opa.

3. B coorBerctBUM ¢ TyHKTOM 5.4 MeTonuku, MmompaBoyHble KOI(PQULIUEHTHI,
NpUMEHSIEMbIE K pacYeTHbIM pa3MepaM OINTOBBIX W PO3HUYHBIX HAJ0ABOK, JOJDKHBI
obOecrieunBaTh MOJy4eHUE OpraHu3alusIMU BaJloBOM MpuObsuH oT peanusanuu KHBJIII, B
MJIAHOBOM MEPHOE PETYIUPOBAHUSA B 11€TI0M, ucxoas u3 hopmyn 13 u 14 Metoauku.

OAC Poccun nosicHseT, 4To KOIPPpuuueHTHl TUPPepeHIHANNN, [TIPUMEHIEMbIE
YIOJHOMOYEHHBIMH ~ OpPTaHaMH  HCIIOJHUTENBHOW BiacTh cyObekToB Poccuiickoit
denepanuu K pacuyeTHBIM pa3MepaM OMNTOBBIX M PO3ZHUYHBIX Han0aBoK (sueiiku O12,
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013,014 Ilpunoxenuit 19 unu [110) mo kax10i IEHOBOM TpyTIie, A0JKHbI 00€CTIeYUTh
KOPPEKTHPOBKY PacyeTHbIX pa3MepoB TaKUM 00pa3oM, 4TOObI NPH MOACTAHOBKE B
¢popmyanr 13 u 14 MeronMku 3HAYEHUN I[UIAHUPYEMBIX K YCTAHOBJIEHUIO WU
COXpaHseMbIX 0€3 M3MEHEHHs IMpeNebHbIX Pa3MEPOB ONTOBBIX M PO3HUYHBIX HAJ0AaBOK
BajioBas MpPHUOBUIL XO3ANUCTBYIOIIMX CyOBEKTOB, IUIaHHpyeMash K IOJIYYEHHIO B 3TOM
cllydae, COOTBETCTBOBaJia BajOBOM MpPHUOBUIM, IUIAHUPYEMOM K TMOJYUYEHHUIO MpH
NPUMEHEHUHU pacuyeTHBIX pasMepoB Han0aBok (IIpunoxenue I12), mpu sToM momyckaercs
OTKJIOHeHHUe B pa3mepe He 0osiee 10 %.

IMoAMHHEHK 5/1eKTPOHHOTO JOKYMEHTa, IOATHCAHHOTO
OII, XxpaHHTCA B CHCTEME 3JIEKTPOHHOTO

mokymenTooGopora PAC PoccHu A.B . I{OHGHKO

CBEJEHHA O CEPTU®HEKATE 311

Kory Bulgad: JoueHko Anekcel BUKTOpoBMY
CepTuchuraTt Ne 019E2F
HNencterTtensd ¢ 07.04.2020 no 08.04.2021

HUcn. I1lannna A.B.,
ten. 8(499)755-23-23 BH. 097-219
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