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PEINEHUE
00 OTKa3e B COIIACOBaHHUH MPOEKTA PEIICHUS OpraHa UCIIOIHUTEIBHOMN BIIaCTH CyOBEKTa
Poccuiickoit deneparu 00 yCTaHOBIEHUHU PEIETbHBIX Pa3MEPOB ONTOBBIX U POSHUYHBIX
HaJ0aBOK K ()aKTHUECKUM OTITYCKHBIM LIEHaM Ha JIEKapCTBEHHBIE Mpenaparbl

B coorBerctBun ¢ myHkToM 12 IlpaBun ycTaHOBIEHUS NPEAEIBHBIX pPa3MEpOB
ONTOBBIX W TPEIEIbHBIX Pa3MEPOB PO3ZHUYHBIX HA0ABOK K (DAKTHUECKUM OTITYCKHBIM
LIEHAM, YCTaHOBJICHHBIM IPOU3BOJIUTEIISAMH JIEKAPCTBEHHBIX IPEMAPATOB, BKIIOYEHHBIX B
NepeYeHb KU3HEHHO HEOOXOAMMBIX W BaKHEWIIMX JIEKAPCTBEHHBIX IpENaparoB, B
cyobekTax Poccuiickoit ®enepanuu, YTBEpKIACHHBIX IMOCTaHOBIEHHWEM [IpaBuTenbcTBa
Poccuiickoit ®enepaunu ot 29.10.2010 No 865 (manee — IlpaBuia), ®enepanbHas
aHTHUMOHOIIONIbHAS ~CIIy’)k0a paccMoTpena JOKyMEHTBHI, IMPEJICTaBICHHbIE MHUCHMOM
VhpaBneHuss 1O TOCyIapCTBEHHOMY peryiupoBanuto 1eH (tapudoB) Henenkoro
aBroHOoMHOTO Okpyra (nanee — YI'PIIT HAO) ot 16.11.2018 Ne 977, u npuHsiia peiieHue
o0 oTkaze B comacoBanuu mpoekta npukaza YIPHT HAO «OO0 ycraHOBIeHUH
IpeleabHbIX pPa3MEPOB OMNTOBBIX HAA0ABOK M MpPENENbHBIX PAa3MEPOB PO3ZHUUYHBIX
HaZ0aBOK K (PAKTUYECKUM OTIYCKHBIM II€HAM, YCTAHOBJIEHHBIM MPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX MPENapaToB, HA JIEKAPCTBEHHBIE IPENAPAThl, BKIIOYEHHBIE B IIEPEUCHb
’KU3HEHHO HEOOXOMUMBIX U BAXKHEMINHUX JIEKAPCTBEHHBIX IPENaparoB Ha TEPPUTOPHUH
Henenkoro aBToHOMHOTO OKpyra» (manee — I[Ipoekt npukaza) B 4aCTH yCTAHOBJICHUSA
npeaeJbHbIX Pa3MepOB PO3HHUYHBIX HaA0ABOK K (PAKTHMUECKUM OTITYCKHBIM II€HAM,
YCTAHOBJICHHBIM IIPOU3BOAMUTEISIMU JIEKAPCTBEHHBIX IIPENAPATOB, HA JIEKAPCTBEHHBIC
npenaparbl, BKJIIOYEHHbIE B TIEPEYCHb JKU3HEHHO HEOOXOIMMBIX U  BaKHEHIINX
JexkapcTBeHHbIX npenaparoB (nanee — Ilepeuens JKHBJIII), u mpexenbHbIX pasMepos
PO3HUYHBIX HAAO0ABOK K (DaKTHUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM
IIPOU3BOAUTESAMH JIEKAPCTBEHHBIX IIPENAPATOB HA HAPKOTHYECKHE M ICUXOTPOINHBIE
JIEKapCTBEHHbIE Npenaparsl, BKItoueHHbIE B [lepeuens JKHBIIIL.
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1. OcHoBanmeM miIsg oOTKa3a B comiacoBaHuu IIpoekta mnpukasa B 4YacTH
YCTAHOBJIEHHS] TIpeleJIbHbIX Pa3MepoB PO3ZHUYHBLIX HAA0ABOK K (HaKTUYECKUM
OTIIyCKHBIM LI€HAaM, YCTAHOBJICHHBIM IPOU3BOJAUTEIISIMU JIEKAPCTBEHHBIX MPENapaToB, Ha
JIEKAapCTBEeHHbIe mnpemnaparbl, BriIoueHHble B Ilepeuens JKHBJIII, saBnsercs
HEJ0CTaTOUYHOCTh MHpOpManuu i oneHKkn DenepanbHOM aHTUMOHOIIOIBHOU CITY)OOH
00OCHOBaHHOCTH TUIAHUPYEMOIO CYIIECTBEHHOTO TOBBIIICHUSI MPEACIbHBIX pPa3MEpOB
yKa3aHHBIX Ha/10aBOK.

B coorBerctBuM ¢ 4yacTtei0 2.2. METOOMKM  YCTaHOBJIIEHUS OpraHaMH
UCIIOJTHUTEIBHON BlacTu cyObekTOB Poccuiickoit ®denepaiuu npeaeiabHbIX pa3MepoB
ONTOBBIX HAA0ABOK M MpPEACNIbHBIX Pa3MEpPOB PO3HUYHBIX HAJ0ABOK K (PaKTHUYECKUM
OTIIyCKHBIM II€HaM, YCTAHOBJICHHBIM ITPOU3BOAUTESIMH JIEKAPCTBEHHBIX MpPENaparoB, Ha
JIEKapCTBEHHbIE TMpemnaparbl, BkIroyeHHble B Ilepeuens JKHBIJIII, yTBepkaeHHOU
npukazom ®OCT Poccum ot 11.12.2009 Ne 442-a (manee - Mertoauka), omnpeacieHUe
MpelebHbIX pPa3MEpOB OINTOBBIX HAJ0aBOK M TMPENETIbHBIX pPa3MEPOB PO3HUYHBIX
HaJ0aBOK K IIEHAM Ha JIEKapCTBEHHbIC Mpemnaparsl, BkioueHHble B [lepeuennr KHBJIII,
OpraHOM HCIIOJIHUTETBHOUN BiacTu cyObekTa Poccuiickoit denepaiiuu MpoOU3BOIUTCS Ha
OCHOBAaHHMM pPACYETHBIX MATEPHUAJIOB, IMPEICTABICHHBIX ONTOBBIMU OpraHU3ALUAMU M
OpraHM3alUsAMH PO3HUYHOU TOPTOBIH, OCYLIECTBILIIOIINMY PEATA3ALNIO JICKAPCTBEHHBIX
npemnaparoB, BkiItoueHHbIX B [lepeuens XXHBIJIII, na teppuropun cyonexra Poccuiickoit
@enepanuu. [Ipr 3TOM KOIMYECTBO KaK ONTOBBIX OpraHM3alvid, TaK M OPraHU3alHu
PO3HUYHON TOPrOBJIM, NMPEACTABUBIIMX PACUYETHBIE MATEPUAIIbI, JOJKHO COCTABIIATH HE
MeHee 15 mpoueHToB OT UX YMcia, pachoOKEHHBIX B cyObekTe Poccuiickoit denepanuu
WM OCYIIECTBISIOIINX PEATU3ALMUI0 JIEKAPCTBEHHBIX IMPENapaToB Ha TEPPUTOPUHU
cyobekta Poccuiickoit @enepanuu W BKIIOYATh OpraHU3alMM  pa3HOM  (OpMBbI
COOCTBEHHOCTH (TOCYHapCTBEHHAs, MYyHHULUIANbHAsA, dYacTHas M HHBIX  (QopM
COOCTBEHHOCTH, NPU WX HATUYIUU B cyObekTe Poccuiickoit deneparun).

Bmecte ¢ Tem, TpeOGoBaHus METOAMKA O KOJIMYECTBE OpraHU3alluid, KOTOPHIC
JOJDKHBI TIPEICTaBUTh pacyeTHbIE MaTepHalibl, KacaroTcs Bcex cyObekToB Poccuiickoil
®enepanuy, B OOJBIIMHCTBE M3 KOTOPBIX PO3HUYHYIO pPEAIH3ALUIO JIEKAPCTBEHHBIX
IIPENAPaTOB OCYIIECTBISIET 3HAYUTEIBHOE YUCIIO OPTAHU3ALUN PO3HUYHON TOPIOBIIN.

B coorBerctBum ¢ npenacrasneHHeiMu YI'PLIT HAO panHbIMH, Ha TeppUTOpHUH
Henenxoro aBTOHOMHOIO OKpyra JIE€WCTBYIOUIYHK) JIMLIEH3UIO Ha OCYILIECTBICHUE
PO3HUYHOM TOPTOBIIM JIEKAPCTBEHHBIMHU IIPETIAPATAMHU UMEIOT TOJIBKO 6 OpraHu3anuil.

YuuTheIBasg, 4TO YCTAaHOBJIEHHBIE B HACTOAllEeEe BpeMs B HeHENKOM aBTOHOMHOM
OKpyre npeeibHble pa3Mepbl PO3HUYHBIX HA/10ABOK SIBJISIOTCS CAMBIMHU BBICOKUMHU CPEIU
cyorekToB  CeBepo-3amagHoro  ¢eaepajibHOrO  OKpyra, JJisi OOOCHOBaHUSA  UX
3HaunTenbHoro TmoBbimieHus ©OAC Poccun cuutaeT HEO0OXOIUMBIM  POU3BOIUTH
MpEeAyCMOTPpEHHbIE METOOuKOl pacueTl Ha OCHOBE JAHHBIX O pealu3aluu
JIEKapCTBEHHBIX IMpernaparoB, BKIOUeHHbIX B Ilepeuens JKHBJIIIL, makcumajbHO
BO3MO’KHOI'0 KOJIMYECTBA AEHCTBYIOIIMX alTEYHbIX OPraHu3auui (Touek nponax). I1o
muennto AC Poccun, nist oovexktuBHOCTH pacuetoB YI'PL[T HAO nenecoo6pasno Obu1o
ONPOCHUTH BCE OPraHM3alU¥ PO3HUYHON TOPIOBJM, OCYUICCTBIIAIOLIME PEATM3ALINIO



JIEKapCTBEHHBIX TMpernaparoB, BkIOUeHHBIX B Ilepeuens JKHBIJIII, Ha Teppuropuu
cyobekTa Poccuiickoii @enepannu, yauThiBasg UX HE3HAYUTEIIBHOE KOJIMYECTRO.

Takum 006pa3oM, JIsi OLIEHKH 0OBEKTUBHOCTH PACYETOB, MPOU3BEICHHBIX HA OCHOBE
MOJIyYEHHBIX OT OpraHu3auuii po3HuyHOM ToproBiau MarepuanoB, DAC Poccum
HE0OXO/IMMa OIIEHKA JIOJIM OIPOIICHHBIX OpPraHW3alliid, PacCUUTAaHHAS TI0 KOJIHYECTBY
OTPOINICHHBIX ANTEYHBIX OpraHW3aluid (TOYEK MPOJaX), MO OTHOIICHHIO K oOIemMy
KOJINYECTBY JIEUCTBYHOIMX B HeHEnkoM aBTOHOMHOM OKpYre anTe4YHbIX OpraHU3alui
(ToYek Mpoaax).

B npencraBnenneix YI'PHT HAO pokymeHTax oOTCyTCTByeT HWH(pOpMaLMs O
KOJIMYECTBE ANTEYHbIX OpraHuM3aluil  (TOYeK Mpoja)xk) KaXJAOW OpraHU3alNH,
OCYILIECTBJISIOIIE Ha TeppuUTOpun HEHEeKoro aBTOHOMHOTO OKpyra pO3HUYHYIO
TOPTOBJIKO JIEKAPCTBEHHBIMU IIpenaparaMu, uro He mno3Boisier @AC Poccun OLeHUTH
000CHOBaHHOCTh Tpennaraemoro IIpoekrom mpuKaza CyIIECTBEHHOTO IOBBIIICHUS
NpeleabHbIX Pa3MEPOB PO3HUYHBIX HAA0aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM,
YCTAHOBJIEHHBIM ITPOU3BOAUTENSMHU JICKAPCTBEHHBIX IIPENApPATOB, HA JIEKAPCTBEHHBIE
npemnaparsl, BKitoueHHbIe B [lepeuens XKHBJIII.

2. OcHoBaHueM sl OTKa3za B comiacoBanuu IIpoekta mnpukaza B 4YacTH
YCTAHOBJIEHHS] TIPeleJIbHbIX Pa3MepoB PO3ZHUYHBLIX HAA0ABOK K (aKTUYECKUM
OTIYCKHBIM II€HAM, YCTAHOBJICHHBIM IPOU3BOAMUTENSIMU JICKAPCTBEHHBIX IMPENAPATOB HA
HAPKOTHYECKHE M IICHUXOTPOIHbIE JICKAPCTBEHHbIC Mpenaparbl, BKJIIOYEHHBIC B
[lepeuens JKHBJIII, siBsercs HekoppekTHOCTh npousBeneHHoro YI'PLT HAO pacuera
cpenHero pasmepa (daktuuecku mpuMeHsembix B 2017 romy pa3MepoB PO3HUYHBIX
HaI0aBOK K (PaKTUYECKUM OTIYCKHBIM II€HAM, YCTAHOBJICHHBIM MPOU3BOJUTEIISIMHU
JIEKAPCTBEHHBIX NPENaparoB, Ha HAPKOTHYeCKHE M ICHXOTPOIHbIE JEKAPCTBEHHBIC
npenaparbl, BkiIrodeHHble B Ilepeduens JKHBJIII, uyto He mno3BonsgeTr DenepaibHOM
AHTUMOHOIIOJIBHON CITY»0€ OIICeHUTh OOOCHOBAaHHOCTH IUIAHUPYEMOTO CYIIECTBEHHOTO
MOBBINICHUS MPEACIIbHBIX Pa3MEPOB YKa3aHHBIX HA10aBOK.

Takoit pacuer Obu1 mpomsBerneH YIPLT HAO ¢ yderom cBeaeHuii o IleHax
pean3aiuy KaK HAPKOTHYECKHX, TAK M ICHUXOTPONHBIX JIEKAPCTBEHHBIX IPENAparoB,
BimroueHHbIX B Ilepedens JKHBJIIL. Opnako po 30.03.2018 Ha mncuxoTpoIHbIE
JIEKapCTBEHHBIE Mpenaparsl MprukazoM Komurera 1o rocylapCTBEHHOMY PETYIHMPOBAHUIO
1eH (tapudon) Henerkoro aBronoMHoro okpyra ot 25.02.2010 Ne 14 Obutn yCTaHOBJIEHBI
0oJiee HU3KHUE TMpeETbHbIE pa3Mepbl POSHUYHBIX HAJ0aBOK K (haKTUYECKUM OTITYCKHBIM
[IEHaM, YEM Ha HAPKOTUYECKHUE JICKAPCTBEHHBIC MPETapaThl.

B cBmu ¢ wm3noxenaeiM YI'PLIT HAO gna oGocHoBaHHS HEOOXOIUMOCTH
MOBBIIICHUS MPEJCIbHBIX Pa3MEPOB PO3HUYHBIX HAT0aBOK K (PaKTUYECKUM OTITYCKHBIM
LIEHAM, YCTAaHOBJICHHbIM  IPOU3BOAUTEISIMH  JIEKAPCTBEHHBIX  IIpEMaparoB, Ha
HAPKOTHYECKHE M IICUXOTPOIHbIC JICKAPCTBEHHBIC Mpenaparbl, BKJIOYEHHBIE B
[Tepeuens XXKHBJIII, neooxogumo mpencraButh B DAC Poccuu pacder miaHUPYEMBIX K
YCTAaHOBJICHUIO Pa3MEpPOB YKa3aHHBIX PO3HUYHBIX HaT0aBOK, OCHOBAHHBIN HAa JaHHBIX O
peanuzanuu B 2017 rony HApKOTHYECKHX JICKAPCTBEHHBIX MPEMAPATOB, BKIIOYEHHBIX B
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ITepeuens JKHBIJIII, a Takke OTAEIbHBIA pacyeT MPEACIbHBIX Pa3MEPOB PO3HUYHBIX
HaJ0aBOK K (DAKTUUYECKUM OTIMYCKHBIM II€HAM, YCTAaHOBJICHHBIM MPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX  MpENapaToB, Ha TMCUXOTPONHBbIE JIEKAPCTBEHHbIE  IPENApaThl,
BiroueHHbIC B [lepeuens JKHBJIIII, ocHoBaHHBINM Ha AaHHBIX 00 UX peanusaruu B 2017
rofy.

Kpome toro, ®AC Poccun obpariaeT BHUMaHUE HA HapylIeHWE 4acTh 1 cTarbu 63
®enepanbHoro 3akoHa or 12.04.2010 Ne 61-®3 «O0 oOpamieHuH JIeKapCTBEHHBIX
CPENCTB», B COOTBETCTBUH C KOTOPOM IIPOEKTHI PELICHUN OPraHOB HCIIOJIHUTEIBHOU
BlIacTu cyownekToB Poccuiickoit ®deneparuu 00 YCTAaHOBICHHMM M (WJIM) W3MEHEHUU
NpeleabHbIX pPa3MEPOB ONTOBBIX HaA0aBOK U MPEACNbHBIX Pa3MEpPOB PO3ZHUYHBIX
HaJ0aBOK K (PAKTUUECKUM OTIYCKHBIM I1I€HaM, YCTaHOBJICHHBIM MPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX NpENaparoB, Ha JIEKAPCTBEHHBIE Npemnaparbl, BKIIOYEHHbIE B llepeueHb
JKHBJIII, momyexxar coriacoBaHUIO ¢ (eepalibHbIM OPraHOM HCIIOJIHUTEIBLHON BIIACTH,
YIOJTHOMOYEHHBIM OCYIIIECTBIIATH MPABOBOE PEryIHpOBaHUE B chepe rocyaapCTBEHHOTO
perynmupoBaHusi 1eH (TapudoB) Ha TOBaphl (yCIyrH), B TMOPSIKE, YCTAHOBICHHOM
[TpaButenscTBoM Poccuiickoit ®eneparuu. Tak YI'PLUT HAO 6e3 cormacoBanust ¢ ®AC
Poccun mpunst mpukaz ot 30.03.2018 Ne 8, koTOpbIM OBLTM H3MEHEHBI B CTOPOHY
MOBBIMICHUS TPEACITBHBIE pa3Mepbl PO3HUYHBIX HAJA0aBOK K (haKTUUECKUM OTITYCKHBIM
[[EHaM, YCTAHOBJIEHHBIM  IPOU3BOJIUTENAMHM  JICKAPCTBEHHBIX  MpemnaparoB, Ha
IICMXOTPOIHbIE JIEKAPCTBEHHBIE Npenaparsl, BKIoueHHbIe B [lepeuens JKHBJIII.

A.TO. lapukoBckuii



