JokyMeHT npepoctasneH KoHcynbTaHTINt0C

NPABUTENIbCTBO POCCUNCKOW PEOEPALIUN

NOCTAHOBJIEHUE
ot 8 asrycra 2009 r. N 654

O COBEPLUEHCTBOBAHUU TOCYAAPCTBEHHOIO PEFY/IMPOBAHUA LIEH
HA NEKAPCTBEHHbIE NMPEMAPATbI, BKNHOYEHHbBIE B NEPEYEHb XXUSHEHHO
HEOBXOAUMbIX U BAYKHEALLUX IEKAPCTBEHHbIX MPENAPATOB

Cn1CoK M3MEHAIOLWMX JOKYMEHTOB
(8 pea. MoctaHoBneHwui MpasutenbcTea PO ot 30.12.2009 N 1116,
01 03.09.2010 N 684, o1 29.09.2010 N 771, o1 29.10.2010 N 865,
07 22.12.2011 N 1081, ot 04.09.2012 N 882,
o1 04.09.2015 N 941, ot 03.02.2016 N 58)

MpasutenbcTso Poccuiickoin Peagepaumm NocTaHOBASET:
1. YTBEpPAMTL NpUNaraemsle:

M3MEHeHUA, KoTopble BHOCATCA B [loctaHoBneHus [IpasutenbctBa Poccuitckont depepaunm no
BOMPOCaM, CBA3aHHbIM C COBEPLUEHCTBOBAHMEM rOCYAapCTBEHHOIO PEry/MpPoBaHUA LEeH Ha IeKapCTBEHHbIE
npenapaTbl, BKAIOYEHHbIE B NEPEYEHb }KU3HEHHO HEOBXOAMMbIX U BaXKHEMLINX 1EKaPCTBEHHbIX NPENapaTos;

(8 pea. MNoctaHoBneHuA Mpasutensctea PP o1 29.10.2010 N 865)

ab3au ytpatun cuny ¢ 1 mapta 2016 roaga. - NMoctaHosneHue Mpasutenscrea PO ot 03.02.2016 N 58.
2. MUHUCTEpPCTBY 34paBOOXPaHEHUA U COLMaNbHOro pa3sntma Poccuiickon deaepaumu:

B CPOK A0 4 mecsueB coBMecTHo ¢ ®eaepanbHolt cay»kboit no Tapudam paspaboTtaTtbh U yTBEPAUTL MO
cornacosaHuio ¢ MUHUCTEPCTBOM MPOMbILLAEHHOCTM 1 TOprosan Poccuiickoit Pegepaumm n MUHUCTEPCTBOM
3KOHOMMYECKOro pa3sutusa Poccuiickon depepalum MeTOAMKY onpeaeneHua npeaesbHblX OTAYCKHbIX LieH
Npoun3BoAMTENA Ha NleKapCTBeHHble npenapaTbl, BKAOYEHHble B MNepeyeHb MU3HEHHO HeobXxoAuMbIX W
Ba)KHEMLIMX NeKapCTBEHHbIX NpenapaTtos (A4anee - XU3HEHHO HeobXxoaMMble U BaKHelllne NeKapcTBeHHble
npenaparbl);

(8 peq. MocTtaHoBneHuA Mpasutensctea PO ot 29.10.2010 N 865)

B CPOK [0 2 MeCAUEeB OpraHM30BaTb NpPoOBeAeHWe MOHUTOPWMHIA AacCOPTUMEHTA U LLEH Ha MKU3HEHHO
HeobxoaMmble W BaXKHeMWMe JNeKapCTBEHHble MpenapaTbl, OnpeAenns ¢ y4yactmem MuHUCTepCTBa
SKOHOMMYecKoro passutua Poccuiicko Pepepauunn, MuHUCTEPCTBA MNPOMbIWJIEHHOCTM U TOPrOB/M
Poccuitckoit depepaumn, dPegepanbHOM TaMOMKEHHON cnyxKbbl, PeaepanbHoit cay:Kbbl no Tapudam u
depepanbHON cnyxbbl No Hagsopy B chepe 34paBOOXPAHEHUA UM COLMANbHOIO pas3BuTuA TpeboBaHUA K
eauHbiMm GopmaTam NpeacTaBAeHUA AaHHbIX B 31EKTPOHHOM BUAE, BKAOYaA cBeAeHUA 0 GpaKTUYECKMX LeHax
Ha M3HEHHO HeobXoAMMble U BaXKHEWLWMe NeKapCTBEHHbIE NMpenapaTbl MHOCTPAHHbIX MPOM3BOAUTENEN U
obbemax MXx BBO3a Ha TeppuTopuio Poccuiickoli depepaumm, a TakKe O PaKTUYECKMX OTMYCKHbIX LLEHAX,
obbemax Mpou3BOACTBA M OTIPY3KU KU3HEHHO HEOOXOAMMBIX WM BAXKHEMLIMX JIEKAPCTBEHHbIX NpPenapatos
POCCUNCKMX Npon3BoaUTENEN;

(8 pea. MoctaHoBneHua Mpasutensctea PP o1 29.10.2010 N 865)

ab3au, yTpatua cuny. - NoctaHosneHue MpaButenbcrea PO ot 29.10.2010 N 865.

3. MMHUCTEPCTBY 3KOHOMMYECKOro pas3sutusa Poccuiickoit depepaumun, PegsepanvHon cayxbe
rocyZ,apCTBEHHOW CTaTUCTMKM NO COMacoBaHUIO C MUHUCTEPCTBOM MPOMbILIEHHOCTU U TOProB/au Poccuiickoit
depepaunn, MUHUCTEPCTBOM 34pPAaBOOXPAHEHMS WM coumanbHOro passutua Pocculickon Pegepauumn u
dbepepanbHol cayxbot no Tapudpam BHecTM u3MeHeHusa B ¢dopmbl deaepanbHOro CTaTUCTUYECKOTo
HabloAeHUs 0 NPOM3BOACTBE, OTTPY3KE U LLEHAX Ha JIEKAPCTBEHHbIE MPenapaTsl, NpeaycmaTpuBatowme B TOM
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yuciae nNpeacTaB/leHNe OTYETHOCTM MO OTMNYCKHbIM LEHAM Ha KMU3HEHHO Heobxoaumble W BaKHeMlwwue
NleKapcTBeHHbIe NpenapaThl POCCUNCKMX MPON3BOANTENEN EXEMECAYHO.
(8 pea. MoctaHoBneHuA Mpasutensctea PP o1 29.10.2010 N 865)

4. depepanbHoit cnyxbe no Hag3opy B chepe 3a4paBOOXPaAHEHUA:
(8 peq. MoctaHoBneHuA Mpasutensctea PO ot 04.09.2012 N 882)

NPoOBOAUTb MOHUTOPUHI acCOPTUMEHTa U LUEeH Ha XM3HEHHO HeobxoAuMmble W BaKHellue
fleKapcTBeHHble NpenapaTbl B COOTBETCTBUU C NOJIOXKEHUEM O MOHUTOPUHTE, yTBEepKA4aeMbiM MUHUCTEPCTBOM
3apaBooxpaHeHna Poccuiickoin Pepepaunn, M HanpaBAATb eXemecAyHo, He nosgHee 15-ro umcna mecaua,
cnefylolWero 3a OTYeTHbIM, pe3ynbTaTbl AaHHOTO MOHMTOpPMHra B  MWHWUCTEPCTBO 3/[paBOOXPaHEHUs
Poccuitckoin egepaumm;

(8 pea. MNoctaHoBneHu Mpasutenbctea PO ot 29.10.2010 N 865, ot 04.09.2012 N 882)

co3gatb M obecneunTb BegeHue c 1 okTAbpsa 2009 r. 3N1eKTPOHHOM 6a3bl AaHHbIX MOHUTOPWHTA
ACCOPTUMEHTA U LiEH Ha KM3HEHHO HeobXoAMMbIe N BaXKHEeMLWKNe IeKapCTBEHHbIe NpenapaThl;
(8 pea. MNoctaHoBneHuA Mpasutensctea PP o1 29.10.2010 N 865)

obecneuntb goctyn PeaepanbHoli ciybe no Tapudam, opraHam UCMOJIHUTE/IbHOW B/1IaCTU CyObEKTOB
Poccuiickoit depgepaumu, ynolHOMOYEHHbIM B 061aCTU FOCYAapCTBEHHOTO PEryIMPoBaHNA LLeH Ha YKU3HEHHO
HeobxoAnmble 1 BaxKHelLWne NeKapcTBEHHbIe NpenapaTbl, K yKazaHHoW 6a3e AaHHbIX.
(8 pea. MNoctaHoBneHuA Mpasutensctea PP o1 29.10.2010 N 865)

5. depepanbHoin cnyxbe no Tapudam B Cpok A0 4 mecAues paspaboTaTb ¢ yyactmem MuHUCTepCTBa
3KOHOMMYECKOro pa3BuTuA Poccuitckot deaepaumnm 1 nNo CornacoBaHuio ¢ MMHUCTEPCTBOM 34paBOOXPaHEHUA
M coumanbHoro passutna Poccuiickont Pepepauum M MUHUCTEPCTBOM MPOMBILLJIEHHOCT U TOProB/AM
Poccuiickoin deagepaunn yTBepaUTb METOAMKY ONpeaeneHns opraHamm UCNoSIHUTENbHOW BAacTU Cy6beKToB
Poccuiickoit ®Pepepaunmn npeaesnbHbIX OMNTOBbIX WM MPeAeNbHbIX PO3HWYHBLIX Hagb6aBoK K (aKkTMUeCKMM
OTNYCKHbIM LLeHaM NPON3BOAUTENEN HA MU3HEHHO HEOBXOAMMbIE U BaXKHENLLME NeKapCcTBEHHbIe Npenaparbl,
a TaK)Ke 4aBaTb Pa3bACHEHUA MO ee NPUMEHEHWIO.

(8 peq. MoctaHoBneHuA Mpasutensctea PO ot 29.10.2010 N 865)

6. PenepanbHON TaMOXEHHOM cnyxkbe NpeacTaBnATb eXemMecAYHO, He no3aHee 5-ro Yncia mecAua,
cnefytowero 3a ot4yeTHbiM, B MUHUCTEPCTBO 3apaBooxpaHeHua Poccuiickoit Pepepaumm n depepanbHyto
cnyby no Hag3opy B cdepe 34paBOOXPaHEHMA CBeAEeHUA O GAKTUYECKUX LieHax Ha BBO3MMble Ha
TAaMOKEHHY0 TeppuToputo Poccuinckoit desepaumnm *KU3HEHHO HEOOXOAMMbIE U BaXKHENLLNE NEKAPCTBEHHbIE
npenapaTtbl 1 o6bemax Mx BBO3a.

(8 pea. MNoctaHoBneHui Mpasutenbctea PO ot 29.10.2010 N 865, ot 04.09.2012 N 882)

7. OpraHam UcnoJIHUTeNbHOM BnacTu cybbekToB Poccuiickoi deaepaumu:

NPUHATb HOPMaTUBHblE MPaBOBble aKTbl, YCTaHaB/AMBalOWME MpeaesibHble ONTOBble U npede/bHble
PO3HWYHbIe HagbaBKU K GaKTMUYECKMM OTMYCKHbIM LEeHaM MNpou3BoAuUTeNell Ha KU3HEHHO Heobxoaumble M
Ba)KHellUMe JNleKapCTBeHHble npenapatbl B COOTBETCTBMM C METOAMKOM, yTBepskaaemol ®deaepanbHol
cnyxb6oi no Tapndam, He nosgHee 1 mapTta 2010 r,;

(8 peq. MocTtaHoBneHwWii MpaBuTenbcTea PO o1 30.12.2009 N 1116, ot 29.10.2010 N 865)

HanpaBaATb KOMWW YKa3aHHbIX HOPMATMBHbIX MPABOBbIX aKTOB B degepanbHyto cay:kby no Tapudam u
denepanbHyto CyKOy No Haa3opy B chepe 34paBooxpaHeHUs He no3gHee 10 AHel CO AHA UX NPUHATHA.
(8 pea. MoctaHoBneHua Mpasutensctea PP ot 04.09.2012 N 882)

8. MNpu peannsaumm NponsBoanTENEM, OPraHM3aL el ONTOBOM TOProBAW WAM anTeYHbIM yYpexaeHuem
U3HEHHO Heob6XOAMMbIX WM BaXKHEMLMX /IeKapCTBEHHbIX MpenapaTtoB, He MNpoleAWnX FroCyaapCTBEHHYIO
perucTpaumio npenenbHbiX OTNYCKHbIX LEeH Mpou3BOAUTENs, MPWU BKAIOYEHUW OpraHusaumeir ONToBOWM
TOProBAM B MPOTOKO/A COrNacOBaHUA LEH MOCTaBKU KU3HEHHO HEOBXOAMMbBIX U BarKHEWLMUX NeKapCTBEHHbIX
npenapaToB HeAOCTOBEPHbIX CBEAEHUN O daKTMYeCKOoW OTNYCKHOM ueHe npoussoauTens u (Maum) pasmepe
dakTMyeckon onNToBOM HagbaBKM BMHOBHbIE /WUA HECyT OTBETCTBEHHOCTb B  COOTBETCTBMM C
3aKoHoAaTenbcTBOM Poccuiickoi Peaepaumnn.
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(8 pea. MoctaHoBneHun MNpasutensctea PP o1 29.10.2010 N 865)

9. YCTaHOBUTb, YTO MpeaesibHble OTNYCKHble LEeHbl NPOM3BOAUTENIEN HA XM3HEHHO Heobxoaumble U
Ba)KHEWMLIME /IeKapCTBEHHbIE NpenapaTtbl, KaK 3aperMcTpupoBaHHble, TaK WU He 3aperucTpupoBaHHble A0
BCTYN/JIEHU B cuay nNyHKTa 1 Hactoawero [locTaHOB/eHMA, NoAje)KaT rocyAapCTBEHHOM perncrpaumm
(nepepernctpaumn) ao 1 anpena 2010 r. B COOTBETCTBUM C METOAUKOWN onpeaeneHna npeaenbHbiX OTNYCKHbIX
LEeH NpoM3BOAMTENA HA KU3HEHHO HEOOXOAMMbIE M BarKHEMLUNE SIeKapCTBEHHbIE MpenapaTbl, YyTBEPKAAEMOM
MWHUCTEPCTBOM 34pPaBOOXPAHEHMA W COLMANbHOrO pasBuTUA Poccuiickon ®Pepepaumm COBMECTHO C
depepanbHoit caybon no Tapudam.

(8 pea. MoctaHoBneHu Mpasutenbctea PO ot 30.12.2009 N 1116, ot 29.10.2010 N 865)

10. YTpatnn cuay. - NoctaHoBneHue Mpasutenbcrea PO o1 29.10.2010 N 865.

11. MuHWCTepCTBY 34paBOOXPaHEHMA U COUMANbHOrO pa3BuTMA Poccuitckont Pepepaumm cC yvactmem
3auHTepecoBaHHbIX peaepasibHbIX OPraHOB MCMOJHUTENbHON BAAcTU paspabotatb U Ao 1 oktabpa 2009 r.
BHECTWU B yCTaHOB/IEHHOM nopAaaKke B MpaButenscTeo Poccuiickon deaepaunmn npeanosKeHms, HanpasaeHHble
Ha fJafibHeNwee COBEPLUEHCTBOBAHME MEXaHM3Ma PEeryJiMpoBaHMA LIEH Ha J1IeKApCTBEHHble CpeacTBa M
npegycmatpusatrolwime B TOM  4YMCae  NOPAAOK  OCYLLECTB/IEHMA  KOHTpoaa 33  cobatogeHuem
3aperncTpupoBaHHbIX B YCTAHOB/IEHHOM MOPAAKE NpenesibHbIX OTMYCKHbIX LLeH NPoM3BOAUTENA, NPeAebHbIX
ONTOBbIX M MNPeAeNbHbIX PO3HUYHbIX HaA6aBOK K (aKTUYECKMM OTMYCKHbIM LieHam npoussoautTenei Ha
KU3HEHHO HeobxoAuMble W BaXKHeWllMe NeKapCTBEHHble CPeacTBa W OTMEHbl pPelleHUid, MPUHATbLIX
YNO/NHOMOYEHHbIMM OpraHamm rocyaapCcTBEHHOM BAacTu cybbekToB Poccuiickol degepaumnm ¢ HapyLlleHMem
nopsaKa YCTaHOB/IEHMA npeAenbHbIX ONTOBbIX W NpeAesbHblX PO3HWMYUHbIX HaAbaBOK K (aKTUYECKUM
OTMYCKHbIM LleHaM NPOU3BOAUTENEN HA }KU3HEHHO HEOBXOAMMbIE M BarKHEMLLME NeKapCcTBEHHbIe cpeacTBa.

12. Hactosiuee [ocTaHOBNEHME BCTyNaeT B CUAY CO AHA ero oduumanbHoro onybanMKoBaHWA, 3a
WCKAOYEeHNEM NYHKTA 1, KOTopbI BCTynaeT B cuay ¢ 1 aHeaps 2010 r.

MNpeacepatens NpaBuTenbCTBa
Poccuiickoin Pepepaumm
B.NYTUH

YTBEpKaeHbI

MNoctaHoBneHuem lMpasBmTenbCTBa
Poccuinckoin ®epepaumm

ot 8 asrycta 2009 r. N 654

U3IMEHEHUA,

KOTOPbIE BHOCATCA B NOCTAHOB/IEHUA NPABUTE/IbCTBA POCCUIACKOW
®EAEPALIMU NO BOMPOCAM, CBA3AHHbIM C COBEPLLEHCTBOBAHUEM
rOCYAAPCTBEHHOIO PENY/INPOBAHUA LIEH HA }KUSHEHHO
HEOBXOAUMbIE U BAYKHEWULUME NEKAPCTBEHHbIE CPELACTBA

CrNnCOK M3MEHALWMX LOKYMEHTOB
(8 pen. MNoctaHoBneHui MpaButenbcTea PO ot 30.12.2009 N 1116,
01 03.09.2010 N 684, o1 29.09.2010 N 771, 01 29.10.2010 N 865,
0T 22.12.2011 N 1081, ot 04.09.2015 N 941)

1. B MNoctaHoBneHuun Mpasutenbcrea Poccuiickon ®eaepauymm ot 7 mapta 1995 r. N 239 "O mepax no
yrnopsA04eHnNo rocyaapCcTBEHHOrO peryamposaHus LeH (Tapudos)" (CobpaHue 3akoHoaTenbCTBa Poccuitickoi
®epepauuum, 1995, N 11, ct. 997; 1996, N 7, c1. 690; N 17, cT. 2002; N 32, cT. 3942; 1997, N 27, cT. 3232; 1998,
N 32, c1.3907; 1999, N 1, cT. 201; 2001, N 7, cT. 656; N 20, cT. 2015; N 26, cT. 2680; N 36, cT. 3561; 2002, N 15,
cT. 1431; 2004, N 51, c1. 5184; 2005, N 29, cT. 3066; 2007, N 16, cT. 1910; 2008, N 1, cT. 3; N 7, 1. 597; N 17, cT.
1887):

a) nepedyeHb npoaykuMn npomsBoACTBEHHO-TEXHUYECKOrNO Ha3HAa4YeHuA, TOBApPOB HaApPOAHOro
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notpebieHns n ycayr, Ha KOTopble FOCYyAapCTBEHHOE peryanpoBaHue LeH (TapudoB) Ha BHYTPEHHEM PbIHKE
Poccuiickoit ®epepaumn ocywectsnsatoT MpaButenbctBo Poccuitckon Peaepaunn n denepasbHble OpraHbl
WCMNOJIHATENbHOW BNACTU, YTBEPXKAEHHbIW YKaszaHHbIM [ocTaHOBAEHWEM, AOMOJHUTL ab3auem cneayroLLero
coaeprKaHua:

"JlekapcTBEHHblE CPEeACTBA, BKAOYEHHblIE B MNepeyvYeHb KU3HEHHO HeobXoAMMbIX M BarKHENLWUx
NleKapCTBEHHbIX cpeacTs”;

6) ab3au, AeBATbI nepeyHs MPOAYKUMM NPOM3BOACTBEHHO-TEXHUYECKOTO Ha3HayeHuA, TOBapoB
HapogHoro noTpebneHMA W ycayr, Ha KOTOpble rOCy4apCTBEHHOE peryanpoBaHue LUeH (TapudoB) Ha
BHYTpeHHeM pbiHKe Poccuiickon ®epepaumm OCYLLECTBAAIOT OpraHbl MCMONHUTE/IbHON BAacTM CybbekToB
Poccuinckoit degepaumm, yTBepKAEHHOTO yYKasaHHbIM [TOCTaHOBEHUEM, U3I0XKNUTDb B CAeAyoWwein peaakumnu:

"MpeaenbHble onToBble U NpefesbHble PO3HMYHbIE HaAbaBKU K LLleHaM Ha JIeKapCTBEHHble CpenacTBa,
BKJ/IIOYEHHbIE B NepeYeHb }KU3HEHHO HEOOXOANMbIX U BarKHEMLLMX JIEKAaPCTBEHHbIX cpeacTB”;
(8 peq. MoctaHoBneHua Mpasutensctea PO o1 30.12.2009 N 1116)

B) nepeyeHb YCAyr TPaHCMOPTHbIX, CHabKeHYeCKo-CObITOBLIX M TOProBbIX OpPraHM3auMii, MO KOTOPbIM
OopraHam WCMONHUTENbHOM BnacTu cybbekToB Poccuiickoit Pepepaumm npenocTaBnAseTcs nNpaBo BBOAUTb
rocy4apCTBEHHOE peryanpoBaHne TapudoB M HaabaBOK, YTBEPMKAEHHbIN YKasaHHbIM [locTaHOBNEHUEM,
O0MNOIHUTL ab3alem cieayoLLero cogepKaHus:

"MpeaenbHble ONTOBblE U Npeae/ibHble PO3HMYHbIE HaA0aBKM K LLEHAaM Ha NeKapPCTBEHHbIE CPeACTBa, He
BK/IIOYEHHbIE B MNeEpPeYeHb KU3HEHHO HEOOXOAUMbBIX W BaKHEWLWWX NIeKAPCTBEHHbIX CPeACTB, W u3genus
MeJMNUMHCKOro HasHayeHus.".

(8 pea. MoctaHoBneHun Mpasutensctea PP ot 30.12.2009 N 1116)

2. YTpaTtun cuny. - NoctaHosneHue Mpasutenbctea PO ot 29.10.2010 N 865.

3. MonoxeHne o DdegepanbHol cnyxbe no Hagsopy B chepe 34paBOOXPAHEHUS U COLMANBHOMO
pa3suTuA, yteepxaeHHoe MNoctaHoeneHnem [MpasuTtenbctea Poccuiickon Pepepaumm ot 30 nioHa 2004 r. N
323 (CobpaHue 3akoHogaTenbcTBa Poccuiickoi degepaumm, 2004, N 28, cT. 2900; 2006, N 52, cT. 5587; 2007,
N 35, cT. 4310; 2009, N 2, cT. 244; N 6, cT. 738), AONONHUTbL NOANYHKTOM 5.2.1 cneayolLero coaepKaHus:

"5.2.1. NpoOBOAMUT MOHWUTOPUHI ACCOPTMMEHTA WM LEH Ha KU3HEHHO HeobXxoguMmble M BaXHenwue
JIeKapCTBEHHbIe cpeacTsa;”.

4. YTpatun cuny. - NMoctaHosneHue MNpasutenbctsa PP o1 04.09.2015 N 941.

5. YTpaTtun cuny. - NoctaHosneHue Mpasutenbctea PO ot 29.09.2010 N 771.

6. YTpaTtun cuny. - NoctaHosneHue Mpasutenbctea PO ot 03.09.2010 N 684.

7. YTpaTtun cuny. - NoctaHosneHue MpasuTtenbctea PO o1 22.12.2011 N 1081.

YTBeprKaeHa

MNocTtaHoBneHuem lMpasuTenbCTBa
Poccuinckoin epepaumm

ot 8 asrycta 2009 r. N 654

®OPMA
NPOTOKO/1a COrnacoBaHUA LLeH MOCTAaBKU IEKAPCTBEHHDbIX
npenapartos, BK/IKOYEHHbIX B NepevyeHb XXNU3HEHHO HeO6X0,CI,VIMbIX
N BarKHEMLWNX NEKapPCTBEHHbIX NPenapaTos

YTpatuna cuny ¢ 1 mapta 2016 roga. - NocraHoBneHume Mpasutenbcrea PO ot 03.02.2016 N 58.
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