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B cBa3u ¢ paspacHenmaMu DenepalbHON AHTUMOHOMONBHOM CIy:k65 Poccuum
(mamee-®AC Poccum) mo BOIpOCY HOpsAka (GOPMHUPOBAHHSA OTIYCKHBIX I[E€H Ha
JEKapCTBEHHBbIC TIpElaparhl, BKIIOYEHHBIE B IIEPCUYCHb JKM3HEHHO HEOOXOINMEBIX W
BaKHEHIITIX JICKAPCTBEHHBIX npenapaTos (ganee-XXHBJIIT), nenapraMeHT 1eH U Tapu(oB
Marapmanckoit 061acT COOBIIAET Clie LYIOMIEE.

B coorsercteumn ¢ Vkazom IIpesumenra Poccwmiickoit ®emeparmu ot 21.07.2015
Ne 373 «O HexoTOpEIX BOIpPOCaX IOCYAAPCTBEHHOTO YIPAaBICHUI U KOHTpPOJISI B cdepe
aHTUMOHOIIOJIEHOIO U TapH(pHOr0 perymupoBaHmsa» (GyHkuun demepanbHOH CIyKOH IO
Tapubam nepenans OeepatbHO aHTHMOHOOIBHOM CITyXOe.

Cormacro micemy ®AC Poccmm or 14.09.2015 Ne AK/49106/15 myHkr 28
COBMECTHOT'0 HH(pOpManroHHOro miuckMa Pocsnpasranzopa ot 28.01.2010 Ne 0111-52/10,
OCT Poccum ot 29.01.2010 No CH-466/7 «OTBeTEHl Ha HambolEee YACTO 3a7aBaEMEIE
BOIIPOCHI, KAacarolMecs BHIMOMHeHWs Ilocranosnenus IlpaBurenscrBa Poccmiickoit
Oepepammn ot 08.08.2009 Ne 654 «O CcOBepHICHCTBOBAHUM rOCYIapCTBEHHOTO
PeryiupoBanud LEH Ha JXU3HEHHO HEOOXONUMBIE ¥ BaXKHEUINWE JIEKapCTBEHHEIE
cpencTsay (nanee — MHQOPMAIMOHHOE IHCHMO), METOMMKE ONpPENeNeHNs [IpeebHOMN
OTIlyCKHOW II€HBl NPOM3BONUTENS Ha JKU3HEHHO HEOOXOJMMbIE W  BaKHEHIIHe
JICKapCTBEHHBIE CPENCTBA U METOMUKM ONpe/eseH s OpraHaMy UCIIOMHUTETBHOM BIACTH
CyOBEKTOB Poccnitckoit Denepaliiy NPENENbHBIX ONTOBBIX M PO3HMYHBEIX HAZ0aBOK K
(haKTUIECKMM OTIYCKHBIM II€HaM MpPOU3BOJWTENEH HA JKM3HEHHO HEOOXOMUMEE U
BOKHEHIINE JICKAPCTBEHHBIE CPENCTBA» MPH3HAH NPOTHBOPEYAIMM IEHCTBYIOIHM
IIpaBuiaM yCTaHOBNEHHA HpPENCIBHEIX PAasMEPOB ONTOBBIX M IIPEHEIHHBIX pazMepoB

PO3HHUYHBIX HaJI6aBOK K _(baKTI/I‘-IeCKI/IM OTIIYCKHBIM II€eHaM HpOI/I3B0)II/ITe.HCI71 Ha



JICKAapCTBCHHBIE IpEnaparhl, BKIIOYEHHBIE B IEPCUCHb JKM3HEHHO HEOOXOIOWMEIX W
BXHCUINMX JIEKAPCTBEHHBIX IIPEIapaTtoB, B CyOBEKTaX POCCHICKOM Denepanny,
YTBEPKICHHBIM nIocTaHoBIeHHeM IIpaBurenscrBa Poccniickoit ®eneparmu ot 29.10.2010
Ne 865, u cxnansIBaromeiicst cyneGHOM MpaKTHUKe.

Pocanpasuanzop mucemMom ot 03.11.2010 Ne 0411 1064/10 oTo3Bai MECEMO OT
28.01.2010 Ne 0111-52/10.

Pazpacuenme @AC Poccmu or 14 pmexabps 2015 r. mo BOIIPOCY OTMEHEI
PocsnpaBHansopom  coBMeCTHOro HMHQOPMAIMOHHOTO IHChMa  pa3MelIeHO  Ha
opuimansaoM caiite ®AC Poccuu B ceTu HHTEPHET.

OAC Poccun mmceMoM ot 31.03.2016 Ne AK/20989/16 orossama mucemo ®CT
Poccun o1 29.01.2010 Ne CH-466/7.

Kpowme Toro, Ha opunuansaom caitre ®AC Poccun B ceTn HHTEpHET pa3MeIEeHbI
cienyronrie pasbsicHenns ®AC Poccuu:

- or 20.10.2015 «O6 yToYHeHMM METOIVWKH pacdeTa MOpSIKA bopMHUpOBaHU
OTIIyCKHOM 1eHsl Ha JKHBJII Iy,

- ot 09.11.2015 «O mopsxe popMUPOBaHMS IIeH HA JTEKAPCTBEHHEIE IIpenaparsl,
BKITIOYCHHEIE B IiepedeHs JKHBJII opranusamnusiMuy, HaxondImuMucS Ha oOmIel crcTeMe
HAJOTOOOJIOKEHHUS. W OpraHM3aLMsIMK, Haxomsmumucs Ha YCH winm sBasrommmMucs
miarensmukamu EHB [Ty,

IIpuveper  GOpMUPOBaHMA OpraHH3aUMSIME ONTOBOM M DO3HUYHON TOPTOBIIH
OTIyCkHbIX 1eH Ha JKHBJII B 3aBHCHMMOCTH OT NpPUMEHAEMON  CHCTEMEI
HAJIOrOOONOXKEHNS, CONEPKAIIMECS B BBINEYKA3aHHBIX DAasbACHEHHIX DAC Poccun,
TPUBEICHBI B IIPWIOKEHUH K HACTOAIIEMY IHCHMY.

Cormacao mosurmu ®AC Poccum, m3inoxkennoii B mucsMe or 08.04.2016 Ne
AK/23220/16, B HacTosmIee BpeMs OpraHM3aIMAM ONTOBOI TOPrOBJIA ¥ OpraHU3AIISIM
PO3HUYHOM TOPTOBIIM, HAXOMIIMMCS Ha YIIPOIIEHHON CUCTEME HAIOTO0OTOKEHIS (manee
— YCH) wiu sBsromumMcs IaTebliiKamMy eMHOTO HANOra Ha BMEHEHHBIH TOXO/T (manee
— EHBJI), Hamnexur (opMUpOBaTh OTIYCKHYIO IEHY Ha XHBJIII, cymmupys neny
nprobperenme JKHBII y mnocraBmmka —(peaibHsle pacxolpl OpraHu3aluy Ha
npuoOperenre JXHBIJIII, HezaBHCHMO OT pexuMma HAJIOrOO0JI0XKEHUSA, NPUMEHIEMOTO
TIOCTaBIMKOM) ¥ Ham0aBKy (pasMep KOTOpOH He MpeBEIIIaeT IPEIENBHBIN pa3mep

ONITOBOW M PO3HMYHON HanOaBKH, YCTAaHOBICHHON B cyonexre Poccuiickoit ®enepanyu



A4 NaHHOM LICHOBOW TIPYINIBI), HCYHCICHHYIO OT (AKTUYECKOH OTIYCKHOM I[CHEI
npousBoauTesd 6€3 Hajora Ha 100aBIeHHYI0 CTOUMOCTS.

OAC Poccum obpamaeT BHMMaHHE, YTO OPraHM3AlM ONTOBOH TOPIOBIH U
OpraHusalvyd pO3HUYHOM Toprosiu, npumeHsiomme YCH wmm  seiasiommuecs
rnatensimkamMu EHBJI, MO/DKHBI IPUMEHATH BEIIEYKa3aHHEINA ITOPSIOK (bopMdeBaHm
OTIYCKHEIX IleH Ha JKHBJII ¢ MoMeHTa JOBEAESHMS JO CBEIESHMS TAaKUX OpraHH3aIuif
nosuimn @AC Poccuu 1o yKa3saHHOMY BOIPOCY OpPTaHAME HCIOIHUTEIBHOM BIACTH
CyOBEKTOB Poccwuiickoii Denepanum, OCYIIECTBILIOIIAMU pPETHOHANIBHBIA
rOCYIapCTBEHHBIM KOHTPOIIb 32 IPIMEHEHNEM LIeH Ha JICKaPCTBEHHEIE IIPENapaThL.

Taxum 06pasowm, B CBA3H ¢ IIOTEpeii aKTyaIbHOCTH, J{eapTaMeHT OT3EIBACT IIUCHMA
Henapramenta ot 03.03.2010 Ne 285, ot 30.07.2014 Ne 1557, comepskamue pasbiCHEHUS
nopsnka (GopMHpPOBAaHUA OTIIYCKHEIX II€H Ha KM3HEHHO HEOOXONMMEIE M BaKHeHIIme
JICKapCTBEHHBIE MIpeTapaTHL.

Ha ocHOBaHMHU W370KEHHOTO, IPOCHM HAIPABHUTH B ajpec JlemapTaMeHTa muchMo,
TOATBEPKAatoINee (GakT Bamero o3HakoMiIeHHs C BHIIEyKa3aHHOM mosmumei DAC
Poccuu no Bompocy mopsiika popMupOBaHKs OTITYCKHBIX IieH Ha JKHBJIII.

B meisix onepartMBHOCTH MOMyYeHKS MHYOPMAIMH IPOCKM HAIpPABIATH IHCHMA B
HenaprameHT 1o ¢akcy 8(4132)605-749 mubo B BJIICKTPOHHOM BHJE Ha ajpec

deptarif prm@49gov.ru.

HomnonHutensHo coobmaem, 4to Ha odumansHOM caiite ®AC Poccum B ceTw
UHTEPHET pasMelleHo wuHpopMmanuoHHOoe mmHMcMo ®AC Poccum or 26.02.2016
Ne AK/11825/16  «O6  odopmieHMHM HpOTOKONA COMNACOBAHMS II€H  IIOCTABKH
JICKapCTBCHHBIX IIPENapaToB, BKIIOYEHHBIX B IEPEUEHH JKU3HEHHO HEOOXOMUMEIX WU
BOXHEUINNX JICKAPCTBEHHBIX IIPEIapaTtoB», comepskammii mosmmmo DAC Poccmm mo
BOIIPOCAM 3aMONHEHUs YOPMBI IPOTOKOIA COIIACOBAHMS IEH IIOCTABKH JIEKAPCTBEHHEIX
IIPETIapaToB, BKIIOYCHHBIX B mepeueHb JKHBIIII, yTBep:KIeHHOW ITOCTAHOBIEHHEM
IIpaButenscrBa Poccuiickoit ®enepamuu ot 03.02.2016 Ne 58 u BCTynuBIIeH B cury ¢ 01
Mapta 2016 1.

ITpunoxenwe: Ha 3 1. B 1 9K3.

PyxoBomurens % N.B. Bapdonomeena

O.B. IToHOMapeHko
8(4132) 607-850
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