NPABUTENIbCTBO POCCUNCKOW GEAEPALIUN

NOCTAHOBJ/IEHUE
ot 8 aBrycta 2009 r. N 654

O COBEPLUEHCTBOBAHWU TOCYAAPCTBEHHOIO PEFY/IMPOBAHUA LIEH
HA JIEKAPCTBEHHbIE NPEMAPATbI, BK/1IOYEHHbIE B NEPEYEHb }KU3HEHHO
HEOBXOAUMbIX U BAXXHEULUUX NEKAPCTBEHHbIX MPEMAPATOB
CrNUCOK M3MEHAILWMX JOKYMEHTOB
(8 pea. MoctaHoBneHu 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,

o7 04.09.2015 N 941, o7 03.02.2016 N 58)

MpaButenbctBo Poccuinckoint Pepepaumm nocTaHOBAAET:

1. YTBEpAMTb NpUiaraemole:

N3MeHeHUA, KoTopble BHocATCA B [loctaHoBneHuA lMpasuTtenbctBa Poccuiickon Pepepaumm no
BOMpPOCaM, CBA3aHHbIM C COBEPLIEHCTBOBAaHMEM TOCY[APCTBEHHOIO peryinMpoBaHMA UeH Ha
NIeKapCTBEHHbIE MpenapaTbl, BKAOYEHHbIE B MNEpevYeHb XKM3HEHHO HEOOXOAMMbBIX W  BaXKHEMLMX
JIeKapCTBEHHbIX NPENapaToB;

(8 pea. NoctaHoBNeHuMA MpaBuTenbcTea PO o1 29.10.2010 N 865)

absay, ytpatna cuny ¢ 1 mapta 2016 roga. - MocrtaHosneHue Mpasutensctsa PP ot 03.02.2016 N
58.

2. MMHUXCTEPCTBY 34PaBOOXPAHEHMA U COLMaNbHOTO pa3BuTuA Poccuiickon ®epepaumm:

B CPOK 210 4 mecAues coBmecTHO ¢ PeaepanbHon ciyxkbom no Tapudam paspaboTaTtb U yTBEPANUTD
Mo COrNacoBaHuiO ¢ MUWHUCTEPCTBOM MPOMbBIWNEHHOCTM M Toproeam Poccuiickon Pepepauumn wm
MWHUCTEPCTBOM 3KOHOMMYECKOro pa3sutua Poccuiickoih ®Pepepaumm  MeTOLMKY onpepeneHus
npeaenbHbIX OTNYCKHbIX LEeH NPOM3BOAUTENSA HA SIEKAapPCTBEHHbIE NpenapaTbl, BKAKOYEHHbIE B NepeyeHb
YKU3HEHHO HEOBXOAMMbIX U BarKHEMLLMX IeKaPCTBEHHbIX NPEenapaTos (ganee - ) KU3HeHHO HeobxoauMmble
W BaXKHeWLIKNe SIeKapCTBEHHble NpenapaThbl);

(8 pea. NoctaHoBNeHMA MpaBuTenbcTea PO ot 29.10.2010 N 865)

B CPOK [0 2 MecAueB OpPraHW3oBaTb NpPOBeAEHWE MOHWTOPMHIA aACCOPTMMEHTA W LEeH Ha
KM3HEHHO HeobXxoauMble U BaXKHEWWME JNIeKApPCTBEHHble MNpenapaTtbl, OMNpPeAe/MB C Yy4yacTuem
MuHUCTEPCTBA SKOHOMMYECKOro pa3BuTuA Poccuiickon ®Pepepauymn, MUHUCTEPCTBA NPOMBILLIEHHOCTH
n Toprosaun Poccuiickon deaepaumm, PegepanbHo TaMOXKEHHON cnyXbbl, esepanbHOM cay»Kbbl No
Tapubam n denepanbHol cnyxbbl No Hag3opy B chepe 340aBOOXPAHEHMA U COUMANBHOIO Pa3BUTUA
TpeboBaHMA K eanHbIM GopMaTam NPeACTaBNEeHUs AaHHbIX B 3/IEKTPOHHOM BUAE, BKAOYAA CBEAEHMA O
baKTUYECKMX LEeHaX Ha JKU3HEHHO Heobxoaumble W BaXKHEWLWME JIeKapCTBEHHble MpenapaTbl
WMHOCTPaHHbIX Npon3BoguTenein u obbemax ux BBO3a Ha Tepputoputo Poccuitckoin Pepepaumm, a TakKe
0 (aKTUYECKMX OTMYCKHbIX LeHax, o6bemax MPOM3BOACTBA W OTIPY3KU MKMU3HEHHO HEOBXOAUMBIX U
Ba*KHEMLLMX IeKaPCTBEHHbIX NPenapaToB POCCUNCKUX NPOU3BOAMUTENEN;

(B peq. MoctaHoBneHua Mpasutensctea PP ot 29.10.2010 N 865)

ab3au, yTpaTnn cuny. - NocraHosneHue Mpasutenscrea PP o1 29.10.2010 N 865.

3. MuHUCTepCTBY 3KOHOMMYECKOro pas3sutua Poccuiickoit ®epepaumn, PepepanbHoi cnyxkbe
rocy4apCTBEHHON CTAaTUCTUKWM MO COMNacoBaHUIO ¢ MWHUCTEPCTBOM MPOMbILAIEHHOCTU U TOProBAU
Poccuiickolt ®epepaumm, MUHUCTEPCTBOM 34PAaBOOXPAHEHMA U COLMANbHOro pa3sutuAa Poccuiickolt
depepaunn n PepepanbHoit cnybo no Tapudpam BHeCTM u3MeHeHua B dopmbl denepasbHOro
CTAaTUCTMYECKOro HabnoaeHMAa O NPOU3BOACTBE, OTIPy3KE M LieHaX Ha JIeKapCTBEHHble Mnpenaparsl,
npeaycmaTpmsarolime B TOM YNCAe NPeacTaBNeHne OTYETHOCTM NO OTMYCKHbIM LEeHaM Ha XWU3HEHHO
HeobxoaMMble U BaXKHENLLME IeKapCTBEHHbIE NpenapaTbl POCCUMNCKMX NPOU3BOAUTENEN eXKeMEeCAYHO.
(8 pea. NoctaHoBNeHuMA MpaButenbcTea PO o1 29.10.2010 N 865)

4. depepanbHoii cnyxbe no Haa3opy B chepe 34paBOOXPAHEHUA:

(8 pea. NoctaHoBNeHuA MpaButenbctea PO ot 04.09.2012 N 882)
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NPOBOAUTE MOHMUTOPWUHI ACCOPTUMEHTA WM LEH HA KU3HEHHO Heobxogumble W BaXKHeWwume
leKapCcTBeHHbIE nNpenapaTtbl B COOTBETCTBUW C MOJOXKEHMEM O MOHUTOPUHIE, YTBEPXKAIAEMbIM
MuHUCTEpPCTBOM 34paBoOXpaHeHMA Poccuiickon ®epepaumm, U HanpaBaATb eXXEMECAYHO, He No3aHee
15-ro unMcna mecaua, cneayouwlero 3a OTYETHbIM, Pe3ybTaTbl JAHHOIO MOHUTOPUMHIA B MUHUCTEPCTBO
34paBooxpaHeHusa Poccuitckon ®epepaymu;

(B peq. MNocrtaHoBneHui MNpasutenbctea PO o1 29.10.2010 N 865, ot 04.09.2012 N 882)

co3gatb U obecneuntb BegeHne ¢ 1 okTabps 2009 r. aneKTPOHHON 6a3bl AAaHHbLIX MOHUTOPUHTA
aCCOPTUMEHTA M LieH Ha }XM3HEHHO HeobXxoaAMMbIE U BaXKHELLNE NeKAPCTBEHHbIE NpenapaThbl;
(B pea. MocrtaHoBneHua Mpasutensctea PP ot 29.10.2010 N 865)

obecneunTtb goctyn PepepanbHolit cayxbe no Tapudam, opraHam MCNOJAHUTENbHOW BAACTU
cybbekToB Poccuitickon Pepepaunn, ynosHOMOYEHHbIM B 061aCTU rOCYAapCTBEHHOIO PEryiMpoBaHus
LEH HA XM3HEHHO HEOBXOAMMbIE U BaXKHENLLME NEKAPCTBEHHbIE NPenapaThbl, K yKasaHHOM 6a3e AaHHbIX.
(B pea. NoctaHoBNeHMA MpaButenbcTea PO ot 29.10.2010 N 865)

5. ®depepancHoit cnykbe no Tapudam B Cpok A0 4 MmecAueB paspabotatb C y4yacTMem
MuHUCTEpPCTBA 3KOHOMMYECKOro pa3ButuA Poccuitckort ®depepaumMm M NO  COMNacoBaHUIO  C
MWHUCTEPCTBOM  34paBOOXPAHEHMA UM coumanbHOro passutma Poccuiickon ®Pepepaumm  u
MWHUCTEPCTBOM MNPOMBILJIEHHOCTM W ToproBau Poccuiickon ®depepaumm yTBEPAUTL  METOAMKY
onpeaeneHna opraHaMmyM MCNOSHUTENbHOW BAacTU cybbekToB Poccuitickon depepaunmn npesesbHbIX
ONTOBbIX U NpeAesbHbIX PO3HMYHbIX HaA0aBOK K GpaKTUYECKMM OTMYCKHbIM LieHaM NpoussBoguTenei Ha
YKM3HEHHO HEOBXOAMMbIE U BarKHENLLME NeKAapPCTBEHHbIE NpenapaTbl, a TaKKe AaBaTb Pa3bACHEHWUA MO
ee NpMMeHeHMUIo.

(8 pea. NoctaHoBNeHuMA MpaBuTenbcTea PO o1 29.10.2010 N 865)

6. ®egepanbHON TAaMOXKEHHOM Ccay»Kbe npeAcTaBnATb €XEeMecA4YHOo, He no3gHee 5-ro uucna
MecALa, caeaytlolero 3a oT4yeTHbIM, B MUHUCTEPCTBO 34paBooxpaHeHua Poccuiickon Pepepaummn u
depepanbHyto cnyby no Hagsopy B chepe 34paBOOXPAHEHUA CBEAEHUS O PAKTUYECKUX LeHax Ha
BBO3MMbIE Ha TAMOMEHHyl Tepputoputo Poccuitickoit ®Pepepaumm XKU3HEHHO Heobxogumble W
Ba)KHEWLLME NIeKapCTBEHHbIE NpenapaTbl U 06bemax Ux BBO3a.

(B peq. NoctaHoBneHui MpaButenbctea PO o1 29.10.2010 N 865, ot 04.09.2012 N 882)

7. OpraHam UCNosIHUTENbHOM BiacTM cybbekToB Poccuinckoit ®epepaumm:

NPUHATb HOPMATMBHbIE NPABOBbIE aKTbl, YyCTaHAB/INMBAOLLME NPeLenbHble ONTOBbIE U NpeaesbHble
PO3HWYHble HaAbaBKM K (GAKTMUECKMM OTNYCKHbIM LUeHaM npou3BoauTeNnell Ha KU3HEHHO
HeobxoAMMble N BaXKHENLINE NEeKapCTBEHHbIE NpenapaTbl B COOTBETCTBUN C METOAMKON, YTBEPKAAEMOM
depnepanbHoit cnykboi no Tapudam, He nosaHee 1 mapTa 2010r.;

(8 pea. NoctaHoBneHui MpasuTtenbctea PO ot 30.12.2009 N 1116, ot 29.10.2010 N 865)

HaNpaBAATb KOMMUM YKa3aHHbIX HOPMATUBHbLIX MPABOBbIX aKTOB B PepepasbHyto CAyXKOy Mo
Tapudbam n degepanpHyto cnyxby no Hagsopy B chepe 34paBooOXpaHeHNA He no3aHee 10 AHel co gHA
UX NPUHATUA.

(8 pea. NoctaHoBNeHuA MpaButenbctea PO ot 04.09.2012 N 882)

8. Mpn peanusauyum npousBoauTENEM, OpPraHW3auMeir OMNTOBOW TOProBAM WMAWM  aNTEYHbLIM
YUpPEKAEHNEM KU3HEHHO HEOOXOAMMbBIX M BAXKHEMLUMX NEKAPCTBEHHbIX NPENAPATOB, He Npoleawnx
roCy4apCTBEHHYIO PerncTpaumio npenenbHbIX OTNYCKHbIX LEeH MpPOU3BOAUTENA, MNPWU  BKJIHOYEHUU
opraHu3aumelt ONTOBOW TOProBAW B NPOTOKO/ COMNAaCOBAHMUA LLeH NOCTAaBKMU XKU3HEHHO HEOH6XOAUMBIX U
Ba*KHEMLUMX IeKaPCTBEHHbIX NPEenapaToB HeA0CTOBEPHbIX CBeAEeHUI O GaKTUUECKON OTMYCKHOM ueHe
npoussogutens u (Mam) pasmepe QakTMUECKOM ONTOBOW HaAbaBKM BMHOBHbIE JIMLA  HeECyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATeIbCTBOM Poccuitickon depepaumm.

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

9. YcTaHOBWTb, YTO NpeaebHble OTNYCKHbIE LEeHbl NPOU3BOAUTENEN HA KU3HEHHO HEOBXOAMMble
W Ba)KHeMLUMEe SIeKapCTBEHHbIe NMPenapathl, KaK 3aperncTpMpoBaHHble, TaK U He 3aperucTpMpoBaHHbIe
[0 BCTyN/aeHuA B cuay NyHKTa 1 HacToawero MocTaHOBAEHWA, NOANENKAT rOCYAAaPCTBEHHON perncrTpaumm
(nepepernctpauymnmn) go 1 anpena 2010 r. B COOTBETCTBUM C METOAMKOM OnpeaeneHus npenenbHbiX
OTMYCKHbIX LEH MNPOU3BOAUTENSA HA M3HEHHO HeobXxoAMMble U BaXKHEWWME JIeKapCTBEHHbIE
npenapatbl, yTBEpPXKAaemMoin MUHUCTEPCTBOM 34,03aBOOXPAHEHNA U COLMANBHOIO pPa3BUTMA Poccuiickomn
depepaunn coBmectHo ¢ PeaepanbHOM cny»boi no Tapmudam.

(8 pea. NoctaHoBneHui Mpasutenbctea PO o1 30.12.2009 N 1116, ot 29.10.2010 N 865)
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10. YTpatmn cuny. - NoctaHosneHue Mpasutenoctea PO o1 29.10.2010 N 865.

11. MuHUCTepCTBY 34pPaBOOXPaHEHMA M COUMANbHOro passBuTuA Poccuitickoit depepaumm c
y4yacTMeM 3auMHTepecoBaHHbIX deaepanbHbIX OPraHOB WMCMOAHUTENbHOW BAacTM pa3paboTtatb M go 1
OKTAGpA 2009 r. BHecTM B YycTaHOB/MeHHOM nopsake B [paButenbctBo Poccuitckon degepauunm
npeaoXKeHns, HanpasieHHble HA OA/IbHENLLEE COBEPLUIEHCTBOBAHME MEXaHM3Ma pPeryampoBaHuA LeH
Ha NeKapCTBEHHbIe CPEACTBA U NpeayCcMaTpuBatoLLMe B TOM YMCE NOPALOK OCYLLeCTBIEHNA KOHTPONA
3a cobaogeHMem 3apermcTpMpoBaHHbIX B YCTAaHOBAEHHOM MOpPAAKE NpefesbHblX OTMAYCKHbIX LeH
npoussoauTens, npeaenbHbiX OMNTOBbIX W MNpefesbHblX PO3HMYHLIX HAaAbaBOK K (aKTUYECKUM
OTMYCKHbIM LLEHaM NpoM3BOAMTENEN HA KM3HEHHO HEOOXOAMMbIE W BaXKHEWLWMEe fIeKapCTBEHHbIE
CpPencTBa M OTMEHbl pelleHni, NPUHATbIX YNOJHOMOYEHHbIMM OpraHamMu roCyAapPCTBEHHOM BNACTU
cybbekToB Poccuiickoit Pepepaumnmn ¢ HapyweHMeM NopsaaKa YCTAHOBAEHMA NpeaesibHbIX ONTOBbIX U
npefenbHbIX PO3HUYHbLIX HaA0aBOK K GaKTUUYECKMM OTMYCKHbIM LieHaM NPou3BogMTeNen Ha KU3HEHHO
HeobxoMMble 1 BaXKHeNLIME NeKapCTBEHHbIE CPeacTBa.

12. Hactoswee lMNocTtaHOBNEHUE BCTYyMaeT B CUAY CO AHA ero oduumanbHoro onybamkosaHus, 3a
WCKAtOYEHMEM MYHKTA 1, KOTOpbI BCTynaeT B cuay ¢ 1 aHeapa 2010 .

MNpeacenatens lNpaBuTenbCcTBa
Poccuiickoin Pepepaumm
B.NYTUH

YTBEpKAEHDI

MoctaHoBAeHMnem [paBuUTENbCTBA
Poccuinckoin ®epepaumm

ot 8 asrycta 2009 r. N 654

U3MEHEHMUSA,

KOTOPbIE BHOCATCA B MNOCTAHOBJ/IEHUA NPABUTE/IbCTBA POCCUIACKOMN
SEAEPALUM NO BOMNPOCAM, CBA3AHHbLIM C COBEPLUEHCTBOBAHUEM
FOCYAAPCTBEHHOIO PEFYIMPOBAHUA LEEH HA YKU3HEHHO
HEOBXOAUMbIE U BAXHEWLLUE NEKAPCTBEHHBIE CPEACTBA
CnN1COK U3MEHAIOLWMX JOKYMEHTOB
(8 pea. MoctaHoBneHuit 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,
0T 22.12.2011 N 1081, ot 04.09.2015 N 941)

1. B NMocTtaHoBneHuu Mpasutenbctea Poccuinckot ®egepaumm ot 7 mapTa 1995 r. N 239 "O mepax
No yrnopsAoYEeHUI0 ToCYyAapCTBEHHOIO peryanpoBaHua LeH (Tapudos)" (CobpaHue 3akoHOAATENbCTBA
Poccuitckoit Pepepaunm, 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, c1. 3561; 2002, N 15, cT. 1431; 2004, N 51, c1. 5184; 2005, N 29, cT1. 3066; 2007, N 16, cT. 1910; 2008,
N1,cr.3; N7, ct.597; N 17, cT. 1887):

a) nepeyeHb MPOAYKLMU NPOU3BOLCTBEHHO-TEXHMYECKOrO HA3HAYEeHWA, TOBApPOB HapPOAHOro
noTpebsieHna M ycayr, Ha KOTopble rocyAapcTBEHHOE peryavpoBaHue LeH (TapudoBs) Ha BHYTpeHHeM
pbiHKe Poccuiickoit  ®Pepepaumm  ocywectenaoT  MpaBuTensctBo  Poccuiickon  Pepepauyn  m
denepanbHble OpraHbl WCNOMHUTENLHOM BAACTW, YTBEPXKAEHHbIA YKasaHHbIM [locTaHOBAEHMEM,
OOMNOJIHWUTL ab3alem ciefyloLLero coaepKaHms:

"JleKapCTBEHHbIE CPEACTBa, BKAKOYEHHbIE B MEPEYEHb KM3HEHHO HEOBXOAUMBIX U BarKHEMLINX
NIeKapCTBEHHbIX cpeacTB";

6) ab3aL, AeBATbIN MepeyHs NpPoAyKUMU MPOU3BOACTBEHHO-TEXHMYECKOTO HasHauYeHWs, TOBApOB
HapoaHoro notpebseHns M ycayr, Ha KOTOpble rocyAapCTBEHHOE peryanpoBaHue LeH (Tapudos) Ha
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BHYTPEHHEM pblHKe Poccuiickoi QPegepaunm  OCYLLECTBAAKOT OpraHbl WCNONHUTENbHOM BAacTu
cybbekToB Poccuiickont depepaumnu, yTBEpP)KAEHHOro YKasaHHbIM [loCTaHOBAEHMEM, W3NOKUTbL B
cneayrowen pegakumnm:

"MpenenbHble ONTOBble M NpegenbHble PO3HWUYHble HaabaBKM K LEHAaM Ha JIeKapCTBEHHble
CPeAcTBa, BKOYEHHbIE B MEPEYEHb KU3HEHHO HEOOXOAMMbIX U BaXKHEMLLMX NeKAPCTBEHHbIX cpeacTs";
(B pea. MocraHoBneHusa Mpasutensctea PO o1 30.12.2009 N 1116)

B) nepeyeHb YCAYyr TPaAHCMNOPTHbIX, CHabXeH4YecKo-CObITOBbIX M TOProBbIX OpPraHWsauuini, no
KOTOPbIM OpraHam MWCMONIHUTENbHON BfacTU cybbekToB Poccuiickont Pepepaumm npenoctaBaseTcs
npaBo BBOAMTb FOCYAApPCTBEHHOE perynmMpoBaHuve TapudoB M HaLOABOK, YTBEPKAEHHDbIN YKa3aHHbIM
MocTtaHoBAEHMEM, AONOAHUTL ab3aLLeM CneayoLero CoaepKaHmA:

"MpeaenbHble ONTOBble M NpedesibHble PO3HUYHble HaabaBKM K LEeHamM Ha JieKapCTBEHHbIe
CpencTBa, He BKJ/KOYEHHble B NepeyeHb KU3HEHHO HEeOoOXOAMMbBIX U BaXKHEMLIWUX JIEKapCTBEHHbIX
CpeacTs, U U34eNnA MeaUUMHCKOro HasHavyeHua.".

(8 pea. NocTtaHoBNeHuA MpaButenbctea PO ot 30.12.2009 N 1116)

2. YTpatnn cuny. - NoctaHosneHue Mpasutenbctea PO o1 29.10.2010 N 865.

3. NonoxeHne o deaepanscHO cnybe nNo Haazopy B chepe 34PaBOOXPAHEHUA U COLMANbHOIO
pa3BuTUA, yTBEPKAEHHOe [ocTaHoBAeHUeM [MpaBuTenbcTBa Poccuinckon ®Peaepaumm ot 30 nioHA 2004
r. N 323 (CobpaHue 3akoHoaaTenbctBa Poccuiickon deaepauymm, 2004, N 28, ct. 2900; 2006, N 52, cT.
5587; 2007, N 35, cT. 4310; 2009, N 2, cT. 244; N 6, cT. 738), 4ONONHUTb NoANYHKTOM 5.2.1 cneaytoliero
coAepKaHuA:

"5.2.1. NpoBOANUT MOHUTOPUHI aCCOPTUMEHTA U LUEH Ha XM3HEHHO HeobxoaMMmbie U BarkHenlmne
JIeKapCTBEHHbIE cpeacTBa;”.

4. YTpatun cmay. - NoctaHosneHume Mpasutenoctsa PO o1 04.09.2015 N 941.

5. YTpatun cuny. - NMoctaHosneHune Mpasutenoctsa PP ot 29.09.2010 N 771.

6. YTpaTtun cuny. - NMoctaHosneHme Mpasutenoctsa PP ot 03.09.2010 N 684.

7. YTpaTtnn cuay. - NMoctaHosneHune Mpasutenoctsa PO ot 22.12.2011 N 1081.

YTBepaeHa

NMoctaHoBNeHMnem [paBuUTeNbCTBA
Poccuiickoin Pepepaumm

ot 8 aBrycta 2009 r. N 654

®OPMA
NMPOTOKO/1a COrnacoBaHUA LLeH NOCTaBKN NIEKAPCTBEHHDbIX
npenapaTtos, BKKOYEHHbIX B Nepe4vyeHb XX U3HEHHO HEO6XOAMMbIX
N BaXKHEMLWMX NEeKapCTBEHHbIX NpenapaTos

YTpatunna cnny ¢ 1 mapta 2016 roaa. - NoctaHosneHue Mpasutenocrea PP ot 03.02.2016 N 58.
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