MMPABUTEJIbLCTBO POCCUMCKON ®EJAEPALIUN
ITOCTAHOBJEHUWE

ot 30 HosAOps 2022 1. Ne 2172

MOCKBA

006 yrBep:xaenuu [IpaBuia npenocraBiieHust
B 2022 - 2024 roaax cyocuanu u3 ¢eaepajibLHOro 0OraxKera
(denepaabHOMY rocy1apCTBEHHOMY YHHTAPHOMY MPeINPUSITHIO
"Cankr-IlerepOyprckuii Hay4HO-HCCJIEI0BATEIbCKHIT HHCTUTYT BAKIIUH
H CHIBOPOTOK H MPEANPHUSITHE MO MPOU3BOACTBY OaKTePHITHBIX
npenapatoB'' ®exepajbHOr0o MeINKO0-0M0JIOTHYECKOT0 areHTCTBA
HA OCYIIECTBJIEHHE PACX0/I0B, CBSI3AHHBIX C MPOBeAeHHEM KJINHUYECKHX
HCCJIeI0BAHN HMMYHOOHOJIOTHYECKHX MPENapaToB U BAKIIUH

[IpaBurensctBO Poccuiickoi Geaepaui m0 CTAHOBJSAET :

1. YTBepuThH MpuIaraeMbie [IpaBuna Mpea0CTaBJICHUS
B 2022 - 2024 romax cyOcuaum u3 (enepambHOro OrokeTa (enaepaaTbHOMY
rocyJlapCTBeHHOMY  yHuTapHoMy npeamnpuaruio  "Cankrt-IletepOyprckumii
Hay4YHO-HUCCIJICIOBATENIbCKAM MHCTUTYT BAKUWH M CHIBOPOTOK W MPEANPUITUE
o MPOU3BOACTBY OaKTepUUHBIX npemnaparon" denepanbHOTro
MEJIMKO-OMOIOTUUECKOTO areHTCTBA HAa OCYIIECTBJIEHUE PACXOJ0B, CBS3AHHBIX
C TPOBEACHUEM KJIMHUYECKUX  HUCCIACAOBAHUNA  HMMMYHOOHOJIOTMUECKUX
MpenapaToB U BaKIUH.

2. Hacrosimiee MNOCTAHOBJEHUWE BCTyMmaeT B CHJIy CO JHS  €ro
o(pUIIHATFHOTO ONMyOJIMKOBAHMS, 3a HCKIIOYEHHEM mnoamyHkToB "e" m "k
nyHkta 4 IlpaBwi, yTBEp)KICHHBIX HACTOSAIIUM IOCTAHOBJIEHUEM, KOTOPbBIC
BCTYMAOT B cuiy ¢ 1 auBaps 2023 r.

[OKYMEHT MOANMCAH
3JIEKTPOHHOM NOAMUCHIO
HpeHCCHaTCHI) HpaBI/ITeJ'II)CTBa CBE[EHWSA O CEPTUDUKATE Il
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MpasuTenbcTeo Poccuiickoit Gepepauum
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YTBEPXJIEHDBI

noctaHosyienneM I IpaBurenscTBa
Poccuiickoii @enepanun
ot 30 Hos0pst 2022 1. Ne 2172

IHPABUJA

npeaoctaBjenns B 2022 - 2024 rogax cyocuanu u3 (perepajibHOTo
oromxera (penepasbHOMY roCyIapCTBEHHOMY YHUTAPHOMY MPeINPUSITHIO
"Cankr-IlerepOyprckuii Hay4HO-HCCJIEI0BATEIbCKHIT HHCTUTYT BAKIIUH
U CHIBOPOTOK H MPEANPHUSITHE 10 MPOM3BOACTBY OaKTEPUHHBIX
npenapatoB'' @exepabHOr0 MeINKO0-0M0JIOTHYECKOT0 areHTCTBA
HA OCYHIECTBJIEHHE PACX0/I0B, CBSI3AHHBIX C MPOBeAeHHEM KJINHIYECKHX
HCCJIeI0BAHHI HMMYHOOHOJIOTHYECKHX MPernapaToB U BAKIIUH

1. Hacrosmue [lpaBuna ycTaHaBiIMBAIOT II€JIM, TOPSAJOK H YCJIOBHS
npenoctasieHus B 2022 - 2024 romax cybcumuu u3 ¢eaepaabHOro OrmKeTa
dbenepanbHOMY roCyAapCTBEHHOMY YHUTAPHOMY TIPEANPHUATHIO
"Cankr-lIleTepOyprckuii  Hay4YHO-HUCCIIEIOBATENIBCKUNA ~ MHCTUTYT  BaKIHMH
U CBIBOPOTOK M MPEANPHUATHE IO MPOU3BOJICTBY OaKTEpUHHBIX MpenaparoB”
denepanbHOr0  MEIUKO-OMOJOTHYECKOTO areHTCTBA HA  OCYIIECTBIICHUE
pacxoloB, CBS3aHHBIX C TPOBEACHHUEM  KIIMHWYECKUX  WCCJICIOBAHUN
UMMYHOOHMOJIOTHYECKUX TpernapaToB W BaKOWH (Jajieeé COOTBETCTBEHHO -
cyOcuIust, IpeIPUATHE, UCCIICTOBAHNSA).

Ceenenus o cyOcuauy pa3MEIIAlOTCs Ha €IWHOM IopTajie OroHKETHOM
cuctemsl Poccuiickoit ®enepanuu B mHGOPMAIMOHHO-TEICKOMMYHAKAITMOHHON
cetu "Uurepuer" B pazgene "bromker" He mo3nHee 15-ro pabouero gHs,
CIEAYIONIETO 3a JHEM MpHHATHA (QenepaapHOro 3akoHa 0 deaepaabHOM
oromkere (henepaTbHOTO 3aKOHA O BHECEHUH W3MEHEHUH B (penepanbHbIid 3aKOH
o enepanpbHOM OrOKETE).

2. CyOcuamusi TIpeloCTaBIseTCss B TMpeaeax JUMHUTOB OIOIKETHBIX
00s3aTeNbCTB, MOBEACHHBIX B YCTAHOBJIECHHOM mopsake A0 DeaepaabHOTO
MENKO-OMOIOTHIECKOTO areHTCTBA KakK IMOJydaTresns CpeaAcTB (heaepasbHOTO
Oro/KeTa Ha 1eNH, YKa3aHHbie B myHKTe | HacTosmmx [Ipasu.



3. Pa3mep cyOcuauu ompenenseTcs Kak cyMMa 3arpar, HalpaBJICHHBIX
HA  MEpPONpHATHUS MO  NPOBEICHUIO  KIMHWUYECKHX  HMCCJIeIOBAHUMN
UMMYHOOHUOJIOTHYECKUX MPENapaToB M BaKIIKH.

4. Cybcuausi  TIpemocTaBiigeTcs  JuIi  OoOecledeHus  peaju3aluu
MEPONPUATUA M JOCTHMIKEHHUS TMOKA3aTeJed TOCYHAPCTBEHHOMW MPOrPaMMBbI
Poccutickoii ®eneparun  "HayuHo-TexHOIOrHUeckoe pa3BuTue PoccHiickoi
Oenepanmun”, yTBEepKACHHOW IocTtaHoBIeHHEM IlpaBuTenbcTBa Poccuiickoi
dbenepammm ot 29 mapta 2019 1. Ne 377 "OO yTBEpKIEHUH TOCYAApPCTBEHHOU
nporpammbl  Poccuiickoit ®enepanuu "HaydHO-TEXHOJOTUUECKOE Pa3BUTHE
Poccutickoii ®enepanmu”, Ha OCYIIECTBICHHE PACXOJ0B IPEAMPHUATHS,
CBS3aHHBIX C MEPOMPUATHIMH TIO MPOBEIACHUIO KIMHUYECKUX HCCICIOBAHUMA
CJICIYFOIITUX IMMYHOOMOJIOTMYECKHUX TIPETApaToOB U BAKIIHH:

a) MUP 19 (cuaternueckas manas uaTepdepupyromas puOOHyKIEHHOBAS
kucnora (MuPHK) [nBynenodeunas));

6) Konacan BAKIIMHA cyObeIMHUYHAS pEKOMOUHAHTHAs
Uit MPOMUIAKTUKN KOPOHABUPYCHOW WH(EKINN, BBI3BIBAEMON BUPYCOM
COVID-19 (Bakmuna g npodwmraktuku COVID-19);

B) ®mo-M Terpa BaKIMHA CPUIIIIO3HAsA YETBIPEXBAJICHTHAA
WHAKTUBUPOBAHHAS pacIICIUICHHAs (BaknuHA [UI1 TPOQWIAKTUKA TPHUMIA
[mHaKTUBUpPOBaHHAA) );

r) ®mo-M [BakuMHA TpUIINO3HAs WHAKTUBUPOBAHHAs paCIICIICHHA |
(BakIHa 715 MPO(MIIAKTAKY TPHIIITA [ IHAKTUBUPOBAHHAA|);

1) BakuuHa 11 npodrutakTuku wHeKImi, BeI3piBaeMbix Haemophilus
influenzae v b;

€) BaKIIMHa  ITHEBMOKOKKOBAsl  IOJHMcaxapuaHasi  KOHBIOTHPOBAHHAS
afgcopOMpoBaHHAsA, IIIECTHAAIIATHBAJICHTHAS,

K) BAaKIIMHA ~ JUIsI  MPO(UIAKTAKA  MEHHMHTOKOKKOBBIX  WH(EKIIHA
ceporpynn A, C, W, Y, B nonucaxapuanasi, KOHbIOTUPOBAHHAS.

5. Ilpennpusarre BIpaBe 3a CYET CPEACTB CYOCHIMM KOMIICHCHPOBATH
3aTpaThl (YacTH 3aTpar), MPeayCMOTpeHHbie myHKTOM 4 Hactosmmx [IpaBumn
¥ COTJIAllICHWEM O TPEAOCTaBICHNA CyOCHUIuM (Iajee - COTJIalleHue),
WUCTOYHUKOM (DUHAHCOBOTO O0OECTIEUeHUS KOTOPBIX SABJIAETCS CyOcHmus,
(akTHUeCKN TPOW3BEACHHBIC MPEANPUITHEM B TEKyIleM (PHHAHCOBOM IOy,
a TaKXKe TOMdy, MPEANMIECTBYIOMEM TOIy TPEIOCTaBiIeHUA CyOcuauu (HauyuHas
c2023 roma), w3 COOCTBEHHBIX CPEACTB JO 3aKJIIOYEHUS COTJIANICHUS,
IPU HATMINU ~ JOKYMEHTOB, TOATBEPXKIAIOMIMX  OIUIATy  MPOW3BEIECHHBIX
MPEeANPUATAEM 3aTparT (4acTH 3aTpar).



6. PesynbpraTaMu npeaocTaBieHUus CyOCUANHN ABJISIOTCA:

a) B otHomeHun MUP 19 (cunrernueckas manas uHTEepdepupyromas
pubonykinenHonas kuciora (MuPHK) [nBynenodeunas]) - oTuetr o npoBeAeHUH
kmuHrdeckoro uccienoBanus (IIb - III ¢aza) "OTkpbITOE MHOTOLIEHTPOBOE
KIMHUYECKoe wuccienoBanne d3(dexkTuBHOCTH 1M 0€30ImacHOCTH Tperapara
MUP 19® mnpu WHrajaAMoOHHOM TIyTH BBEICHHUS B Tepanmud WH(EKIIWH,
BbI3BaHHO BHpycoM SARS-CoV-2 (COVID-19)", 3adBrneHne O BHECEHHUH
U3MEHEHU B JOKYMEHTHI, COJIEpXKAIIUECs B PETUCTPALIMOHHOM JIOChE
Ha 3apPETUCTPUPOBAHHBIA  JIEKAPCTBEHHBIA Tpemapar JUisi  MEIUIIUHCKOTO
MPUMEHEHHSI, C OTMETKOH O mnpueMe MUHUCTEPCTBOM 3/IPABOOXPAHEHUS
Poccuiickoit ®enepanuu,

0) B otHomennn KoHBacsn BakmuwHa CyObeAMHWYHAS PEKOMOWHAHTHAs
Uit MPOUIAKTUKN KOPOHABUPYCHOW WH(MEKINHN, BBI3BIBAEMON BUPYCOM
COVID-19 (Bakmumnaa mis npodunaktuku COVID-19), - otuer o mpoBeneHun
KIIMHAYECKOTO  HMCCIICIOBAHUS (I-1 daza) " JIBoitHOE clernoe
PaHIOMU3UPOBAHHOE MPOCHEKTUBHOE MIAlle00-KOHTPOJIUPYEMOE UCCIIEIOBAHNE
IU1s1 OTIPEICJIEHUS] UMMYHOTE€HHOCTH, 0€30MaCHOCTH U MEPEHOCUMOCTH BAKIIUHBI
OT KOpPOHABUPYCHOW WH(MPEKIMU Yy 3M0POBBIX JOOPOBOJIBIIEB B BO3paCTe
ot 18 mo 60 met", oTueT 0 mpoBeneHun KIMHUYeCKoro uccnaenoanus I dazsr
M0 M3YYCHUI0 MMMYHOTE€HHOCTH, 3((PEKTUBHOCTH M 0O€30MaCHOCTH BAKIIMHbBI
OT KOPOHABUPYCHOM MH(EKIINU HA TOIMYJIANNAN B Bo3pacTe ot 18 yet u crapie,
3aBJIEHHE O BHECEHMM HW3MEHEHMH B  JOKYMEHTBHI, COAEp Kallrecs
B PETMCTPALMOHHOM JIOChE€ HA 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar
JUISIT MEIUIMHCKOTO NPUMEHEHHUS, ¢ OTMETKOM O mnpuemMe MMHHCTEPCTBOM
3apaBooxpaneHus Poccuiickoit @enepanmu;

B) B oTHOImeHNH Dmo-M Terpa BakIMHA TPHUITIO3HAS YETHIPEXBaJICHTHASL
WHAKTHBUPOBAHHAS pacHICIUIeHHAs (BaKIWHA JUIA MPOQUIAKTAKH TPHUIIIA
[MHaKTUBHpPOBAaHHAS|) - OTUET O MPOBEIECHUU KIMHUYECKOTO MCCAEIOBAHUS
(Il paza)  "Pammomm3upoBaHHOE  JOBOMHOE  CIIENIOE  CPABHHUTEIBHOE
KOHTPOJIMPYEMOE HKCCJIEIOBAHUE MO OIEHKE TMEPEHOCUMOCTH, O€30MacHOCTU
1 UMMYHOT€HHOCTH BakimHbl @o-M Terpa y nerel B Bo3pacte oT 6 MecsIeB
no 17 met", 3adBjieHME O BHECEHUU MU3MEHEHUW B JOKYMEHTHI, COJAEPIKAIIUECS
B PErMCTPAIMOHHOM JI0ChE€ Ha 3aPErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar
JUIsT MEAUIMHCKOTO TMPHUMEHEHUS, C OTMETKOW O mnpueMe MHUHHCTEPCTBOM
3apaBooxpanenus Poccuiickoit denepanmu,

r)B oTHomeHuu @Omo-M [BaklMHA TPUIITO3HAS WHAKTUBUPOBAHHAS
pacuieryieHHas| (BakuuHa s PO(MIAKTUKY TPUIINA [MHAKTUBUPOBAHHAA|) -
oT4yeT 0 mpoBeaeHuu kmHuyeckoro uccnenosanus (I daza) "MuoromenTpoBoe



NBOMHOE  CJIENOE€  CPAaBHUTEIBHOE  PAHIOMU3UPOBAHHOE  MCCIEHOBAHUE
MEPEHOCUMOCTH, O€30MaCHOCTM ¥ HWMMYHOT€HHOCTH HWHAKTUBHUPOBAHHOMU
BakuuHbl ®Omo-M Ha goOpososbiax B Bo3pacte oT 18 go 60 ner", oruer
0 mpoBeneHUM KiuHuueckoro uccinenoBanus (Il ¢aza) "PanmomusupoBanHoe
JBOMHOE CJIETIOE€ CPAaBHUTEIBHOE KOHTPOJIUPYEMOE HMCCIIEAOBAHUE IO OILICHKE
MIEPEHOCUMOCTH, 0€30IMaCHOCTH U MMMYHOT€HHOCTH BakmuHb Omro-M y nereit
B Bo3pacTte oT 6 MmecsamneB a0 9 ner", 3asBjIeHHE O BHECEHMHM H3MEHEHUI B
JOKYMEHTBI, COJIEPKAIMECS B PETUCTPAMOHHOM JIOChE HaA 3aPErUCTPUPOBAHHBIN
JICKapCTBEHHBIN TIpermapar JUisi MEIWIWHCKOTO TPUMEHEHHS, C OTMETKOU
o npueMe MunucTepcTBoM 311paBooxpanenus Poccuiickon Oenepanmuy;

1) B OTHOIIIEHUW BAKIWHBI IS MPO(MITAKTUKA WHOEKITNI, BHI3BIBAEMBIX

Haemophilus influenzae Tum b, - oTder O mnpoBEenEHWH KIMHUYECKOTO
WCCIIEIOBAHUSA (II - III dpaza) " JIBOiiHOE CIIETIOe CPaBHUTEIBHOE
PaHIOMHU3UPOBAHHOE MCCJIEIOBAHHE NEPEHOCHUMOCTH, Oe3omacHoCTH

U WMMYHOTEHHOCTH BakimwHbl "b30mXwb" [BakmmHa st TPOQPMIAKTHKA
uHdekmmii, Be3piBaeMbix Haemophilus influenzae Tunm b], nmmodwmnmsar
JUTSI IPUTOTOBJIEHUST PACcTBOPA ISl BHYTPUMBIIIIEUHOTO BBeAeHU:, 0,5 Mi/mo3a",
3asBJIEHHE O TOCYJAPCTBEHHOM pErucTpaluy JIEKapCTBEHHOIO IMpernapara
JUTSI METUIIMHCKOTO TPUMEHEHUSA C OTMETKOWM O mnpueme MHHHCTEPCTBOM
3apaBooxpanenus Poccuiickoit denepannu;

€)B  OTHOIICHMH  BaKIUHBl  MHEBMOKOKKOBAas  MOJIMCAXapUAHAS
KOHBIOTUPOBAHHAs  aACcOpOMpOBaHHAs, IIECTHAALATUBAJICHTHAS -  OTYET
O TIpOBeJeHNM  KIMHWYeckoro wuccienoBanus (I ¢asa mo wusydeHwmro
Oe3omacHocTH W TepeHocumoctd, II ¢asa mo W3yuyeHWr0 MMMYHOTE€HHOCTH,
addexTuBHOCTH M Oe3omacHocTh, Il aza mo WM3ydeHWI0O MMMYHOTEHHOCTH,
s pexkTBHOCTH M 0E30MaCHOCTH HAa PACIIMPEHHON MMOMYJIALNAN), 3asSBIICHUE
0 rOCy1apCTBEHHOM perucrpanuu JIEKQPCTBEHHOTO npemnapara
JUTSI METUIIMHCKOTO TPUMEHEHHUS ¢ OTMETKOW O mnpueMe MHHHCTEPCTBOM
3apaBooxpaneHus Poccuiickoit Menepanmu;

) B OTHONICHWHM BAKIWHBI I TPO(PHIAKTUKA MEHWHTOKOKKOBBIX
uHdexmmit ceporpynn A, C, W, Y, B nmonucaxapuanas, KOHBIOTUPDOBAHHAS -
OTYET O TpoBeIeHWU KimHIYeckoro wucciemoBanus (I ¢aza mo wusydenwro
6e3omacHocTt W mepeHocumoctr, Il ¢asza mo WM3yyeHWI0O WMMYHOTEHHOCTH,
s pexTuBHOCTH 1 6€30MACHOCTH), 3a4BJICHHE O TOCYIaPCTBEHHOMN PErucTpauu
JIEKAapCTBEHHOTO TMpemapara AJIi MEIWIIMHCKOTO TPUMEHEHUsS C OTMETKOU
0 npueMe MuHuCTEPCTBOM 31paBooxpaHeHus Poccuiickoi Oenepanum.
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7. Cybcuanss TpedoCTaBIsETCd TMPEANPUATHIO TIPU  YCJIOBUHM, YTO
Ha l-e ymcno Mmecsna, NpealecTBYIOMIEr0 Mecsly, B KOTOPOM IUIAHUPYETCS
3aKJIIOUYEHHE COTJIAIICHU:

a) y MPEANpPUITHS OTCYTCTBYET HEUCIIOJIHEHHAs! 00s3aHHOCTH IO yIUIaTe
HAJIOTOB, COOpPOB, CTPaxOBBIX B3HOCOB, TMEHEW, MmTpadoB, TMPOIEHTOB,
MOJIC)KAIMUX YIJIaT€ B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoii
®denepanyu 0 Hajiorax u cobopax;

0) mpeanpusATAe HE SABIIAETCS TMOJydaTeleM CPeICTB 3 (eaepaibHOTO
OrokeTa B COOTBETCTBUM C WHBIMU HOPMATHBHBIMH TIPABOBBIMU aKTAMH
Poccuiickoit @enepanuu Ha 11ed, yKa3aHHbIE B TyHKTe 1 Hactosmux [IpaBw,

B) IPEANIPUATAEC HE  HAXOAWTCI B  MPOIECCE  pPEOpraHu3aIVH
(32 MCKITIOUCHWEM peopraHu3au B (GopMe MPUCOCTUHEHUS K MPEANPUATHIO
JIPYTOro IOPUAMYECKOTO JIAIA), JWKBHJIAIWWA, B OTHOIICHWUHM TPEANPHUATHS
HE BBEIEHA mpoueaypa OaHKpPOTCTBA, JEATEIbHOCTh  NPEANPUSITHUSA
HE TNPUOCTAHOBJIEHA B TOPSAKE, MPEAYCMOTPEHHOM 3aKOHOAATEIbCTBOM
Poccuiickot ®enepanmu,

r)y TOPEeanpusATds OTCYTCTBYIOT MPOCPOYECHHAS  3aJ0JDKEHHOCTh
10 BO3Bpary B (enepanbHblii OOKET CcyOcHMauid, a Takke OrIKETHBIX
WHBECTULINN, TPEIOCTABIIEHHBIX B TOM UYHCJIE B COOTBETCTBUU C WHBIMU
MPAaBOBBIMM  aKTaMW, W  WHAsig TMPOCPOYCHHAs  (HEYperyJIHpOBAHHAS)
3QJI0JOKEHHOCTh IO  JCHEXHbIM  oOs3arenbcTBaM  mnepen  Poccuiickoi
denepanmei.

8. Cybcuauss  mpenocTaBisieTCs  MPEANPUSATHI0O HA  OCHOBAHUU
3aKJIIOUEHHOTO B COOTBETCTBUU C HacTOSAIIMMU [IpaBuiamMu corameHus MexmIy
denepanbHBIM  MEIUKO-OMOJIOTHUECKUM  areHTCTBOM W TPEANPUSTHEM.
Cornmamenue 3aKI09aeTcss B COOTBETCTBHH C THIIOBOH (POPMO, yCTaHOBIICHHOMH
MunuctepcTtBoM (uHaHCOB Poccuiickoii deneparuu, B popMe 37IEKTPOHHOIO
JOKYMEHTa ¥  TOJANKCHIBACTCS  YCHJICHHBIMH  KBaTH(DUITUPOBAHHBIMA
AJICKTPOHHBIMH ~ TIOAMMCSIMH B TOCYJAPCTBEHHOW  HWHTETPUPOBAHHOU
WH(OPMAITMOHHONW  CHUCTEME  yMIpaBJICHWS OOIMECTBEHHBIMU  (hUHAHCAMUA
"DNIeKTPOHHBIN OKOKET".

9. Jlnd  3aKiOYeHUs  COTJIAlEHUsS  NPEAnpusiTue  OpeACTaBjseT
B DenepanbHOE MEIUKO-OMOJIOTUYECKOE areHTCTBO B T€UEHUE 5 pabounx JHEH
MoCJie BCTYIUIGHHS B CWIy HacTosmux [IpaBwin crpaBKy, MOIIMMCAHHYIO
PYKOBOJIUTEJIEM TMPEANPHUATHS, O TOM, UYTO TMPEANPUATHE COOTBETCTBYET
YCIIOBUSAM, YKa3aHHBIM B MyHKTe 7 HacTosmmx [Ipasui.

10. ®enepanpHOoe  MEAMKO-OMOJIOTHYECKOE  aAreHTCTBO B TCUCHHE
5 paboumnx mHEN CO MHA MOTYUYEHUs CIIPABKH, YKA3aHHOW B MyHKTE 9 HACTOSIINX
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[IpaBwi, mpoBepsieT MOJHOTY M JOCTOBEPHOCTh CBEACHUM, MPEICTABICHHBIX
MPEANPUATAEM B COOTBETCTBHH C MyHKTOM 9 HacTtosimux [IpaBui, u B TeueHue
10 xaneHmapHbIX AHEW CO NHA MOJMYYEHUS YKA3aHHOW CIPABKU MPUHUMAET
pelIeHre O 3aKIIOYEHUM corlameHus JMOo 00 OTKa3e B 3aKIIOUYCHHUU
COTJIAIICHHUS.

11. OcHoBaHUsAMU AJI OTKA3a OT 3aKJIIOUECHUS COTJIAIIEHUS SIBJISIOTCS:

a) HeTIpeACTaBjIeHUe (TIPEJACTaBICHHe HE B TOJHOM OOBEME) CBEIACHHIA,
MPETYCMOTPEHHBIX MYHKTOM 7 HacTosamux [Ipasui;

0) HEJOCTOBEPHOCTh ~ TMPEACTABJICHHBIX  MPEANPHUITAEM  CBEIACHHIA,
MPEyCMOTPEHHBIX MYHKTOM 7 HacTosmux [Ipasui.

12. Ins MOJTy4YECHU S cyocuauu MPEANPUITHE MPEACTABIISACT
B DenepanbHOE MEIMKO-OMOJIOTUUECKOE ar€HTCTRO:

a) 3asBKY Ha MOJIyYeHHUE CYOCH NN,

0) otuer o0 (pakTHUECKM TIOHECEHHBIX  3aTparax  MPEANPHUATHA,
Ha BO3MEIIEHUE KOTOPBIX MPEIOCTABIIACTCS CyOCH NS,

B) KOMMUU JIOKYMEHTOB, TMOATBEPKIAIOMUX (AKTUUECKH TMOHECEHHBIE
3aTpaThl (IOTOBOPHI, IJIATEKHBIE BEJOMOCTH, CUETA HA OIJIATy, cueTa-(paKTypHl,
IUTATE)KHBIE TIOPYYEHMS, aKThl BBHIMOJHEHHBIX paboT (OKa3aHHBIX YCIYT),
aBAHCOBBIE OTYETHI, PACXOJHBIE KACCOBBIE Op/Iepa, OAHKOBCKUE BHITIMCKH);

') TOKyMEHTBI, TOATBEPKIAIOIINE TOJHOMOUUA JIMI, JIEHCTBYIOIIUX
OT WMMEHM TPEANpPUATHS, B TOM YHCIE HA 3aBEPEHHUE KOMHA JTOKyMEHTOB,
npeacTasisieMbix B DenepaabHOe MEIMKO-OUOIOTHUECKOE areHTCTBO.

13. ®enepanpbHOE MEAMKO-OMOIOTUIECKOE ar€HTCTBO MPOBEPSET MOJTHOTY
U IOCTOBEPHOCTh CBEJCHMIA, COAEPIKAIMXCS B TPEACTABJIICHHBIX MPEANPUATAEM
JOKYMEHTaX, MX COOTBETCTBHE IOJIOKEHUsAM TyHKTa 12 Hactosmux [IpaBwt
¥ YCJIOBHSIM COTJIAIIEHUS M B TEUCHHUE 5 KaJICHIAPHBIX THEW CO JHS MOTYUYSHUS
3aBKM Ha TIOJIy4YE€HHE CYOCHIUM TMPUHUMAET PEIICHHE O TMPEeAOCTaBJICHUU
cyocuauu mibo 00 0TKa3e B €€ MPeI0CTABICHUH.

14. OcHoBaHUAMU JJ1 OTKA3a B MPEIOCTABICHUN CyOCUINN SIBJISTFOTCS:

a) HeTIPEJCTABJICHUE WJIM TPEJACTaBJICHUE HE B TIOJHOM 00OBeMe
JOKYMEHTOB, YKa3aHHBIX B TyHKTe 12 HacTosmmx [IpaBmi;

0) ycTaHOBIJICHUE ¢dakTa HEJIOCTOBEPHOCTH MIPEICTABJICHHBIX
MPEANPUATUEM CBEACHUM.

15. ®enepanpHOoe  MEAWMKO-OMOJIOTHYECKOE  areHTCTBO B TECUCHHE
15 kanmeHmapHBIX JHEW CO JHS MPUHATHS PEMICHUsS O TIPEA0CTaBIEHNN CyOcuInn
i 00 OTKa3e B €€ MPEAOCTABJIICHWH YBEIOMJISIET B MHCbMEHHOW (hopme
MPEANPUATHE O PUHATOM PEIICHUU.
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16. Ilepeuncnenne cyOCMIMM OCYIIECTBIAECTCA HAa Ka3HAUCHCKUU CUET
JUIsl OCYIIECTBJIEHUA M OTPAKEHUS OINEpaluuii C JEHEKHBIMU CpPEICTBAMU
YYaCTHUKOB Ka3HAUEMCKOrO COMPOBOKICHHUS, OTKPBHITBI B TEPPUTOPUATIBHOM
oprane ®enepaibHOrO Ka3HA4eWcTBa, HE MO3JHEE 2-r0 paboyero AHS TMOCIe
NPEACTABJICHUS B TEPPUTOPUAIbHBIA oOpraH @enepaapbHOTO Ka3HauyehcTBA
NPEONPUATHEM PACMOPSHKEHUHA O COBEPUICHWM Ka3HAYEWCKUX IUIATEKEH
JUTSL OTLIATHI JEHEKHOTO 0053aTENbCTBA MPEIPUATHS.

17. Ilpennpusarue npencrapiser B OenepaabHOe MEIUKO-OMOIOTHIECKOE
areHTCTBO 3aBEPEHHYIO PYKOBOIUTEIEM M TJIABHBIM OYyXTaJITEpOM OTYETHOCTh
O JOCTWKEHWM 3HAUECHWI Pe3yJIbTaTOB MPEIOCTABJICHUS CYOCHUANHM, a TaKXKe
00 OCYIIIECTBJICHUN PACXO0JIOB, WCTOYHUKOM (DMHAHCOBOTO OOeCIeueHus
KOTOPBIX SIBJISIETCS CyOcumus, o hoopMam, OmpeaeIEHHBIM TUIIOBBIME (hopMaMu
COTJIAIICHWH, YCTAaHOBJICHHbIMH MmuHMCTEpCcTBOM (uHAaHCOB Poccuiickoit
®denepaiyu, B CIAEAYIOMIEM MOPSAIAKE:

a) 32 OTYETHBIA TOJ - J0 25 sHBaps rojaa, CIEAYIOMIETO 3a OTYETHBIM
roJioM;

0) exXeKBapTaJIbHO - B TeUueHue 15 paboumx AHEH Mecsia, CIeAyIOmero
32 OTYETHBIM KBAPTAJIOM.

18. ®enepanpHoe  MEOUKO-OMOJIOTMYECKOE  areHTCTBO  MPOBOJUT
MOHUTOPHUHT JIOCTWMIKEHHUS PEe3yJbTATOB MPENOCTABICHUSA CyOCHIMM HCXOIs
U3 JOCTM)KEHUA 3HAQUYEHUH  pe3yJIbTaTOB  MPEIOCTaBJICHHS  CyOCUIUH,
OTPEICTICHHBIX COTJIAEHUEM, W COOBITHI, OTpakarommx (aKT 3aBepIICHUs
COOTBETCTBYIOIIETO MEPONPUATHS O MOJTYYEHUIO pe3ysibTaTa Mpea0CTaBICHUs
cyOcuanu (KOHTPOJIbHAS TOYKA), B MOPSIAKE U TT0 opMe, KOTOPhIE YCTAaHOBJICHBI
MunucrepcTBoMm duHancoB Poccuiickoit demeparnun.

19. ®enepanpHoe  MEIUKO-OMOJIOTUUECKOE  AreéHTCTBO  IPOBOJMT
MPOBEPKU  COOJIIOJICHUS TOJIydyarejieM CcyOcuIuu mopsaka W YCIOBUU
MPEAOCTABICHUA CyOCHUANU, B TOM YHCJIE B 4YaCTU JOCTHOXKEHUS PE3yJIbTaTOB
npenoctaBiaeHuss cyocummu. Opradsl  TOCyJapCTBEHHOTO  (DMHAHCOBOTO
KOHTPOJISI OCYIIECTBJIAKOT MPOBEPKU B COOTBETCTBUM CO CTAThAMU 268" u 269
bromxernoro koaekca Poccuiickoit denepanum.

20. B cnydae ycranosiienus hakTa HapyImIEHUs MPEINPUITHEM YCIOBUH,
YCTAHOBJICHHBIX TpPU MPEAOCTABJIICHUM CyOCHIMU, a TakXkKe B Ciydae
HEJIOCTUKEHUS UM 3HAYEHUW PE3yJIbTaTOB MPENOCTABJICHUS CyOCHUIuU,
yKa3aHHbIX B NyHKTe 6 Hactosmmx [IpaBuni, cyOcuaus mOUIEKUT BO3BpaTy
B 10X0a (pemepanmpbHOro OrO/KETAa B TOPSAIKE, YCTAHOBJICHHOM OFOHKETHBIM
3aKOHOATeNbCTBOM Poccuiickoit @enepanun:



Ha OCHOBAHHUH Tpe6OBaHHH (DenepaﬂbHoro MGHHKO-6HOHOFHQ€CKOFO
are’HTcTBa - B Teuenue 10 KaHeHHapHBD(HHeﬁICO,HHH IMOJIYUCHHUA YKA3aHHOT'O

TpeOOBaHUA,
HAa OCHOBAaHWW TPEACTaBieHWS W (WJIM) TPEANHCAHUA OpraHa
rOCyJapCTBEHHOTO0 (DPMHAHCOBOTO KOHTPOJS - B CPOKH, YCTAHOBJICHHBIC

B COOTBETCTBUU C OFOJKETHBIM 3aKOHOAATEIHLCTBOM Poccuiickoit Denepanuu.
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