INPABUTEJIbCTBO POCCHMCKOHN ®EJIEPAITAN
IIOCTAHOBJEHUE

ot 30 anpesist 2021 r. Ne 687

MOCKBA

O rocyaapcTBeHHOM NMoAJepIKKe OpPraHU3alHi HA KOMIEHCALHIO
YacCTH 3aTPaT, CBA3AHHBIX ¢ cepTuHKauNeH NPOAYKIHH,
B TOM YHCJIe NPOAYKUHH (papMaLeBTHYECKOH H MeJHIHHCKOH
NPOMBILILJIEHHOCTH, HA BHELIHHX PbIHKAX

IIpaButenscTBO Poccuiickon @enepalii N0 CTAaHOBA A € T ¢

1. YTBepauTh npunaraeMble:

[IpaBuna mnpengocrtaBieHusi cybcuauit wu3 deaepanpHOoro OrmKeTa
OpraHM3alysM Ha KOMIIEHCALIMIO 4acTd 3aTpaT, CBSI3aHHBIX C CepTHQUKAIUEH
NMPOAYKUMH, B TOM 4YHCJIE€ MNPONYyKUUHU (dapMaleBTHYECKOH W MeIULHHCKON
MPOMBIIIEHHOCTH, HAa BHEIIHUX PhIHKAX;

[lonoxenue 00 OCyLIECTBIEHUHN aKLIMOHEPHBIM o0HIecTBOM "Poccuiickuit
SKCOpTHBIA HeHTp" yHKuuit areHta [IpaButensctBa Poccuiickoii ®eaepanuu
O BOIIpOCY O TMpeAocTaBiieHud cyOcuauii u3 degepaibHOro OrOIKeTa
OpraHu3alysAM Ha KOMIICHCALMIO YacTH 3aTpaT, CBSI3aHHBIX C CEepPTHQHKALUCH
NpPOAyKUUH, B TOM UHUCIE€ HPOAYKUUH (apMaleBTUYECKOH H MeIUIHHCKOM
MPOMBILIJICHHOCTH, Ha BHEIIHUX PhIHKaX.

2. Cornacutbecsl € mnpeninoxkeHueM MUHUCTEPCTBA MPOMBIIUICHHOCTH
1 Toproeiad Poccuiickoit ®Penepauuu U akuroHepHoro odiecta "Poccutickuit
IKCHOPTHBIM LHEHTP" 00 OCYIECTBIEHUH YKa3aHHBIM aKIIHOHEPHBIM OOIHECTBOM
¢yskuuu arenta IlpaButenbcrBa Poccuiickoit ®epepanuu 1o BOHpoCy
O TMpenoCTaBieHUM cyOcuauil u3 GenepaibHOTO OOKETa OpraHU3alusIM
Ha KOMIIEHCALUIO YacTH 3aTpaT, CBS3aHHBIX C cepTUdUKAIUEHd IPOAYKIIHH,
B TOM 4YHClI€ OpOAyKUMH  (dapMauneBTHUECKOH WM MEAMIHHCKON
IPOMBILUIEHHOCTH, HAa BHEIIHUX pPBIHKAX, C BBIJIATOH BO3HArpaKIeHHS
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3a BBIIOJIHEHHE YyKa3aHHbIX (YHKUMH B  MOpsIKe, YCTaHOBJIEHHOM
3akoHoAarenbCTBOM Poccuiickoir ®enepanuu, W B Ipeaenax OOHKETHBIX
aCCUTHOBaHUH, IpeIyCMOTPEHHBIX B benepanbHOM OromKeTe
Ha COOTBETCTBYIOLUMM (PMHAHCOBBINA I'OJ U IUTAHOBBIM IIEPHOJ HA BBITOJHEHHE
¢byuxuuit aredra [IpaButensctBa Poccuiickoit ®enepanun.

3. MUHHUCTEPCTBY  NPOMBILILIEHHOCTH M TOproBim  Poccuiickoit
Qenepauun ¥ MUHHCTEPCTBY 3KOHOMMUECKOTO pa3BUTHs Poccuiickoit
Qenepauun 3aKaoUdTh OT uMeHH lIpaButennctBa Poccuiickoli ®Denepanuu
C aKIMOHEPHBIM 00wecTBoM "Poccuickuii 3KCHOPTHBIA LEHTpP" JOroBOp
o BbIMONHeHUH ¢yHkuui arenta [lpaButensctBa Poccuiickoit ®eneparuu
[0 BOIpOCY O IMPENOCTaBIeHUU cybcuauid u3 enepambHoro Oromkera
OpraHM3alUsiM Ha KOMIIEHCALMIO 4YacTH 3aTpar, CBA3AHHBIX C cepTUhUKanuen
NPOAYKIMH, B TOM 4YHCJIE MNPOAYKUHH (PapManeBTHUECKON M MEOUIIMHCKOM
IPOMBILLJIEHHOCTH, Ha BHELIHMX PBIHKaX, NPENyCMOTPEB B HEM OOS3aHHOCTH
MuHHCTEpCTBA  3KOHOMHYECKOro  pa3BuTus  Poccmiickoit  ®epepanuu
[0 BBIMJATE AaKUHMOHEpHOMY oOliectBy "Poccuickuil SKCHOPTHBIN weHTP"
BO3HArpaxeHus 3a BeinonHeHue GpyHkuuit arenra [IpaButenscrBa Poccuiickoi
denepaiiuu, a TakXKe MOPSAOK U YCIOBUS YKa3aHHOH BBIILIATHI.

wiAlMg,
© oecHing 40
4’0
<

Ilpencenarens [IpaByf

Poccurickoin ®ene M.Muyctux
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YTBEPXJIEHbI

nocra”osyieHueM lIpaBurtenscTaa
Poccuiickoit ®enepanuu
ot 30 ampenst 2021 r. Ne 687

INPABHUJIA

npegocTaBjaeHHs cyOcHaAnH U3 (pelepaibHOrO OI01KeTa OPraHUu3aluAM
Ha KOMIIEHCALHIO YACTH 3aTPaT, CBSA3aHHBIX ¢ cepTH(PHKALNEH NPOXYKIIHH,
B TOM 4HCJIe NPOAYKIHM (papManeBTHYECKOH H MeAULIUHCKOT
NPOMBILIJIEHHOCTH, HA BHEIIHUX PbIHKAaX

1. Hacrosmue IlpaBuna ycTaHaBiIMBaKOT LEJNIH, YCJIOBUS MU MHOPSIOK
npenocTaBieHuss cyOcuauit U3  QenepaJbHOrO OMOMKETA OpraHU3aLKUAM
Ha KOMIIEHCALMIO YaCTH 3aTpar, CBS3aHHBIX € cepTUdUKanMel NMPOIyKIIHH, B
TOM YHCJIe MPOAYKUUHU (papManeBTHIeCKOU U MEAUIIMHCKOW MPOMBIILIEHHOCTH,
Ha BHEIIHUX pbIHKaX, B paMKax peanu3alud QenepaibHOr0 MpPOeKTa
"IIpoMBILUIEHHBI 3KCNOPT" HaUMOHaIbHOro ImpoekTa "MexmyHapoaHas
Koolepawus 1 3kcnopt" (ganee - cyocuaus).

Pe3yipTaroM IpenocTaBlieHUs] CYOCHUIUM  SBISETCS  oOecIeuyeHHe
K 2024 roxgy nDoNy4eHHUs JOKYMEHTOB, MOATBEP)KIAMOIMIMX YCHEHIHYIO
aZlanTalyo NPOAYKLUUHU K TpeOOBaHUSIM, MPEAbIBISEMbIM Ha BHEITHUX PBIHKAX,
B KojuyectBe He MeHee 140 enquHunl (HapacTalOlUM HTOTOM) B paMKax
peanu3anuu benepanbHOTO npoeKTa "IIpoMbliIIEHHBIH sKcmopt”
HallMOHAJILHOT'O NpoekTa "MexayHapoaHas Koomepanus u 3Kchnopt" (najee -
pe3yJbTaT Npel1oCTaBIeHUs CYOCUINH ).

2. B Hacrosmux [IpaBunax Ucnosb3yloTcs CleayIoUe MOHSITHS:

"areHTCKUN JoroBop" - 3aK/IOYEHHBIH MexAy MHHUCTEPCTBOM
NPOMBILIJIEHHOCTH U ToproBiu Poccuiickoit ®Penepaunn u MuHHCTEpCTBOM
KOHOMHUYECKOro pa3Butus Poccuiickoit @enepauuu ot umeHu [lpaBurenscra
Poccuiickoii ®enepauum ©  aKkuvoHepHbIM  obmiecTBOM  "Poccuiickuit
9KCMOPTHBIA HeHTp" (naniee - LleHTp) moroBop o BBIOMHEHUH GYHKIUI areHrta
[IpaButensctBa Poccuiickor ®eaepauud 1O BOONPOCY O TMPEAOCTaBICHUU
cybcunuii;
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"aganTauus NpPOAYKIMH (JI€KapCTBEHHBIX CpPEACTB) K TpeOOBaHHUAM,
OpeabsBISEMbIM Ha BHEIIHUX pbIHKAax" - cepTHUKANMSA MOPOAYyKIHU Ha
BHEIIHUX pbIHKaX (cepTuduKamus JIeKapCTBEHHOTO CpPEICTBA Ha BHELIHUX
pBIHKaX);

"apdunupoBanHoe suIO" - Qu3Mueckoe W (WIM) IOPUAMYECKOE JIHIIO,
CIOCOOHBIE OKa3bIBaTh BIUSHHE HA OCATEIBHOCTh HOPHANYECKHX U (WIIH)
GU3UYeCKNX JIUI, OCYIICCTBJISIONIMX MPEeANPUHUMATENBCKYIO HAEITENbHOCTE
(B cootBerctBUM co cratbeil 4 3akona PCOCP "O KoHKypeHIUH
U OIPaHUYCHUU MOHOIIOJMCTHYECKON AESTENbHOCTH HAa TOBApPHBIX phIHKAX"
u craTheit 53° ['paxnanckoro koxexca Poccuiickoil Oenepauun);

"naTa oOBABICHHS KOHKypca" - laTa Hayajla mpueMa 3asBOK Ha Y4acTHe
B KOHKYpCe, yKa3aHHas B 0OOBSIBIIEHUH O MPOBEJICHUU KOHKYpCa;

"3aKII0YeHHEe O  NOJATBEpPXKAEGHUHM  [POU3BOACTBA  MPOAYKUHH
Ha TeppuTopuu Poccuiickoit denepanuu” - 3akiouyeHHE O NOATBEPKICHUH
IIPOU3BOJCTBA IPOMBIIUICHHON MNPOAYKLUMHM Ha Tepputopud Poccuiickoit
(Penepanuy, BBIJAHHOE OpraHuU3alUdd B COOTBETCTBUM C IOCTAHOBJICHHEM
IIpaButensctBa Poccuiickoit ®enepauun ot 17 mrons 2015r. Ne 719
"O noATBEpXACHUH POU3BOJCTBA MPOMBILIIEHHOW NPOAYKIIUU HAa TEPPUTOPHU
Poccuiickoit ®enepaunu";

"KJIMHUYECKOE HCCIIEI0OBAaHUE JIEKApCTBEHHOro cpeAcTBa” - H3ydeHHE
JMarHOCTUYECKUX, JIe4eOHBIX, MNPOQUIAKTUYECKUX, (AapMaKOJIOrHYECKUX
CBOMCTB JIEKAPCTBEHHOI'O CpeJCTBa B Ipoliecce ero MPUMEHCHUS Yy 4YelloBeka,
BTOM 4YHCI€ IPOLECCOB BCAChIBaHUS, pacOpenefieHus, HU3MEHEHUs W
BBIBE/ICHHUS], [IyTE€M IIPUMEHEHHUSI HaAyUHbIX METOJIOB OLEHOK B IENSIX MOJIyUYECHHS
JI0Ka3aTe]bCTB 0€30MacHOCTH, KayecTBa U 3(P(GEKTHBHOCTH JIEKAPCTBEHHOIO
CPEACTBA, JAHHBIX O HEXeJaTelbHbIX peaklMsIX OpraHu3Ma 4YejoBeKa Ha
[IPUMEHEHHUE JIEKAPCTBEHHOro cpeactBa U o0 3ddexre ero B3auMoIeHCTBUS
C IPYTHMH JIEKAPCTBEHHBIMH CPEACTBAMH U (M) ITHIIEBLIMU MPOAYKTAMH;

"IekapCcTBeHHble cpelcTBa" - BellecTBA WM HMX KOMOHHAIHWH,
BCTYMArOLlie B KOHTAKT C OPraHW3MOM YeJIOBEKa, NPOHUKAIOIIME B OpraHbl,
TKaHU OpraHHM3Ma 4eJIOBEKa, [IPUMEHseMble JUIsl NMPOQPUIaKTUKU, TUarHOCTUKH
(32 HMCKJIIOYEHHEM BEUIECTB MM WX KOMOHHALMM, HE KOHTAKTUPYIOIIHNX
C OPraHM3MOM 4eJIOBeKa), JiedeHus 3abojeBaHHs, peaOWIUTAllUU, IS
COXpPaHEHUs, IPEJOTBPALLCHUS UJIK NIPEPbIBAaHUS OEPEMEHHOCTH U TIOJy4YEHHbIE
U3 KpOBH, IUIa3Mbl KpPOBH, W3 OpraHoB, TKaHed OpraHu3Ma uejioBeKa HIIH
’KMBOTHOI'O, PacT€HUH, MUHEPAJOB METOJAMH CHHTE3a WJIH C TPHUMEHEHHEM
ouosornyeckux TexHomoruid. K JekapcTBEHHBIM CpelcTBaM  OTHOCSTCS
bapmareBTHUECKUE CYOCTaHI[UH U JIEKAPCTBEHHBIE MPETapaThl;
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"nMCcT oXupaHus" - MepedYeHb OpraHU3alMii, MpOMIeNIIHX KOHKYpC,
HO HE BKJIIOYEHHBIX B peecTp Mmojydareled cybcunuu B  CBA3M
C  HENOCTAaTOYHOCTBIO  COOTBETCTBYIOIIMX  OFO/DKETHBIX  aCCUTHOBaHUM,
NpeayCMOTPEHHBIX B (enepaibHOM 3akoHe o ¢enepalbHoM OOKETE Ha
COOTBETCTBYIOLIUMH (PUHAHCOBBIA TON ¥ TUIAHOBBIA NEPHON, W JINMHUTOB
OIOMKETHBIX 0053aTeNbCTB, [OBEACHHBIX B YCTAaHOBIEHHOM MOpPSAKE MO
MuHnucrepcTBa NPOMBILUIEHHOCTH M TOproBiau Poccuiickoit ®enepanuu kak
noJiyyaTessi CpelcTB (peepaibHOTO OroKeTa Ha [EH, YKa3aHHble B MYyHKTe 1
Hacroamux IIpaBui, ¢ KOTOPEIMH MOTYyT OBITH 3aKJIIOUYEHBI COTJIALICHHUS
O NpPeNOCTaBJICHUH CyOCHIMU TIPU YCIOBHH HAIWYMS YKA3aHHBIX OIOMIKETHBIX
accurHoBaHui. JIMCT oOXxHMpaHHs cOOepXUT HUHOOpPMALUIO O 3HAYEHHAX
IUIAHOBBIX  IOKa3aresnei, HeOOXOOWUMBIX Uil JIOCTMD)KCHHSI  pe3yibTara
[pelOCTaBIeHUs] CyOCUIMHU, U IUIAHUPYEMBIX 00beMaX MOCTaBOK Ha BHEIIHHE
PBIHKH NPOAYKIHH (JIeKapCTBEHHOTO CPEACTBA) /IS KXK/IOM OpraHu3aliuy;

"oprauusauua" - OpUAMYECKOE JIMLO, 3aperUCTPUPOBAHHOE Ha
tepputopun  Poccuiickoii  Penepanuu, b0  pusMyeckoe  JIKILO,
3apEeruCTPUPOBAHHOE B KAyeCTBE HMHAUBUIYAIBHOTO MNpeAnpUHUMATENS
B COOTBETCTBMHU C 3aKOHOAaTeNbCTBOM Pocculickoil Menepaiiuu;

"pekBaIHpUKaLUS JIEKapCTBEHHOI O CpeAcCTBa BcemupHoit
opraHusauuedl 3IpaBOOXpaHEHHUs" - yclyra, oOkasbiBaeMas BcemupHoii
OpraHM3allied 34paBOOXpAaHEHUs JI OLIEHKM KadecTBa, Oe30MacHOCTH
1 3QPEeKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB;

"HpodyKUHsA'" - NPOAYKIHS, B TOM YHCIie MPOAYKUUs (papManeBTHUECKOM
U MEIMLMHCKON NPOMBILUIEHHOCTH, BKJIIOYEHHAs B MepedeHb MPOAYKIUH s
Leneil peajiM3allii rocyAapCTBEHHON MOANEPXKKHU OpraHu3aluid, peayin3yoImX
KOpHOpaTUBHbIE IpOrpaMMsl HMOBBILIEHUS KOHKYPEHTOCIIOCOOHOCTH,
YTBEP)KIAEHHBIH MHHHCTEPCTBOM MPOMBILUIEHHOCTH W TOProBiu Poccuiickoit
®enepauuu, a Takke cOOpOYHbIE KOMIUIEKTHI MPOIYKIMH, 32 HCKIIIOYEHHEM
JIEKapCTBEHHBIX CPEACTB M IMPOAYKLUHH, OTHOCSUIEHCS K cdepe NesTeIbHOCTH
Munucrtepctsa suepretuku Poccuiickoit @enepanui;

"peructpaunusl JIEKapCTBEHHOrO CpeacTBa" - DJKCINEpTH3a KadecTBa
U DKCHEpTH3a OTHOLICHMS OXHUIAEMOH TMOJIb3bl K BO3MOXXHOMY PHCKY
IPUMEHEHHUS JIEKAPCTBEHHOI'O CPEACTBA C LEJIBI0 MOCIAEAYIOUIEro JOIMycKa
K 0OpallleHHIO Ha pBIHKE;

"peecTp nosy4ateneil cyocuaun" - nepedeHb OpraHu3aluid, TPoIleInX
KOHKYPC, C KOTOPBIMH MOTYT OBITh 3aK/IFOUYEHBI COTMAIIEHHUS O NMPeA0CTaBICHHH
cyOcuauu B mpefenax JUMUTOB OIODKETHBIX 0053aTebCTB, JOBEAEHHBIX 0
MunncTepcTBa MPOMBIILIEHHOCTH U Toproeiu Poccuiickoit ®enepaunn Kak
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noJyyatens CpelCTB ¢eaepalbHOro OloKeTa Ha 1eNH, yKa3aHHble B MyHKTE |
Hacrosamux [Ipasui;

"cOOpOUYHbIE KOMIUIEKThI HNPOAYKUHMH" - COOpPOYHBIH KOMILUIEKT CpPENICTB
KEJIE3HOJOPOXKHOIO  TpaHcnopTa (rpyrnma COCTaBHBIX 4YacTed TOBapHBIX
nosunuit 8601 - 8608 TH B3J EADC) u cOOpouHBI KOMILIEKT
CpPeICTB Ha3eMHOro TpaHcnopTa (Tpylma COCTaBHBIX YacTeld TOBapHBIX
no3unui 8701 - 8705 TH B3JI EADC (3a uckmouenunem koga TH B3] EADC
8701 90), mocTaBisieMbIX AJ1 OKOHYATENbHOU COOPKU MPOLyKLUH;

"cepTuduKauus JEeKapCTBEHHBIX CpPEACTB Ha BHELIHMX pbIHKaX" -
KOMIUIEKC paboT (MepompusiTHii), HampaBlIeHHbIX Ha TMpeNOCTaBJIeHUE
YNOJHOMOYEHHBIMH OpraHaMu HWHOCTPAHHBIX FOCYJAapCTB pEHIeHHs O JIOMYyCKe
JIeKapCTBEHHBIX CPENCTB POCCUIICKOr0 MPOU3BOACTBA K OOpaleHUIO HAa phIHKE
UHOCTPAHHBIX TOCYAAapCTB, BKIIOYAIOIIMA (HO HE OrpaHWYMBAIOLIMICS)
KJIMHUYECKHE HCCIEIOBaHUsl JIEKapCTBEHHBIX CpeICTB W (MJM) MNpoBeleHUE
MHCOEKIMM HAa  COOTBETCTBHE  TpeOOBaHMAM  MpaBUJl  HaaJdexauel
IPON3BOJCTBEHHON MpPaKTUKU, PETUCTPALMIO JIEKAPCTBEHHBIX CPEACTB U (HJIH)
NPEeKBAIM(QHUKALMIO JIEKAPCTBEHHBIX cpenctB BcemupHoil opraHuzaiueit
3/[paBOOXPAaHEHHUS, HEOOXONUMBIX JJIS MOCTABKU JIEKAPCTBEHHBIX CPEJCTB HA
BHEIIHKUE PBIHKH;

"cepTU(UKAT COOTBETCTBUA" - TOKYMEHT, MOJYYEeHHBIH MO pe3yibTaram
ceprudUKali NPOAYKLHH Ha BHEIIHEM pblHKE W (MJIH) cepTUdUKATUN
IPOU3BOACTBA MPOAYKUMH, NPOLEAYpP PErucTpalydyd U OLEHKH COOTBETCTBUS
OPOAYKIMH M (MJM) OPOU3BOIMTENS (MOCTaBUIMKA) NPOXYKUUH Ul Lesel
CBOOOJHOrO  oOpallleHHsi,  BBIIAHHBIA  YNOJHOMOYEHHBIM u  (WUJIH)
AKKpeIUMTOBAaHHBIM (HOTU(ULIMPOBAHHBIM) OPraHOM IO OIIEHKE COOTBETCTBHUS
IJIM YTIOTHOMOYEHHBIM OPraHOM I10 perUCTpallly;

"cepTH(HKAUs NPOAYKLUMH Ha BHEMIHUX pBHIHKAX" - KOMILIEKC paboT
(MeponpuUATHii), OCYLIECTBIISIEMBIX B LENSIX OLEHKA COOTBETCTBHUS MPOMYKIIHH,
B TOM YHCII€ NPOLEAYpPhbl PErucTpaliyd U OLEHKU COOTBETCTBUS MPOAYKIIHMH
¥ (unM) npousBoauTeNsl (NMOCTaBIIMKA) MPOAYKLUMH Ui Leled CcBOOOIHOTO
oOpatueHus, 1 (MIM) NPOU3BOACTBA MPOAYKIHUM 00sI3aTENbHBIM TPeOOBAHUSM U
(unm) TpeOOBaHUSM 3aKa3YMKOB (B clydae HaJM4YUs YKa3aHHBIX TpeOOBaHMH
B JIOTOBOpE MOCTaBKH MPOAYKIHH), MPeIbsBIAeMbIM Ha BHEUIHMX PbIHKAX, Ha
KOTOpBIE MOCTaBJIeHA IPOLYKIUS THOO0 TUIAHUPYETCS €€ MOCTaBKa,

"cormameHue O peaiu3aldd KOPHOPATUBHONH NpOrpaMMbl MOBBILIECHUS
KOHKYPEHTOCIIOCOOHOCTU" - COrNallleHHe, 3akKJOYEeHHOE B COOTBETCTBHHU
¢ IlpaBunamMu 3aKirOYeHUs COrJAUIEHHH O peaqu3aliy KOpPIOpPaTUBHBIX
NporpaMM IMOBBIIIEHUS KOHKYPEHTOCHOCOOHOCTH M (OPMHPOBAHHUS €TUHOTO
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IEepeyHs  OpraHu3aiui, 3aKJIIOYMBIIMX  COTJIAIIEHHS O  peamu3allud
KOpPIOPaTUBHON IpOrpaMMbl MIOBBITIIEHUS KOHKYPEHTOCIIOCOOHOCTH,
YyTBEpXACHHBIMU ITocTaHoBleHUeM I[lpaButenbctBa Poccuiickoit ®Denepanuu
ot 23 despanst 2019 r. Ne 191 "O rocynapcTBeHHON MOAAepIKKe OpraHH3allMiA,
peau3yIomux KOpIOpaTUBHbIE IPOTPaMMBEI MOBBIIEHUS
KOHKYPEHTOCIIOCOOHOCTH, 1 BHECEHUHU M3MeHeHus B IIpaBuia mpenocraBieHus
U3 QenepanbHoro OmwomKera CcyOCHAMH B BHUIE HMMYIIECTBEHHOr0 B3HOCA
Poccuiickoii @enepanuu B rocyiapcTBeHHyI0 koprnopanuio "baHk pa3BuTus u
BHEIIHEIKOHOMHYECKOH HesATenbHOCTH (BHemskoHoMOaHK)" Ha BO3MeIEHHE
YacTH 3aTpart, CBSI3aHHBIX C NOJIEPXKKOH MPOU3BOACTBA BHICOKOTEXHOJIOTHUHOM
npoayKuuu".

3. Cybcuauu  NpefoCTaBiISIOTCS  OpraHU3aldsAM [0  pe3ylbTaTam
KOHKypca, KOTOPBIA MpOBOAUTCS MNpPH OMNpEeAesIeHUH TMoiydaTeNs CyOCHIUH
UCXOAS M3 HaWIyylIMX YCJIOBUH JOCTIDKEHHS pe3yJbTara IMpeaoCTaBlIeHuUs
CyOCHaNH.

Uudopmauuss o pesynbratax pacCMOTpEHHsS 3asiBOK Ha ydYacThe
B KOHKypce (Hanee - 3asBKH), 00 ydYacTHHKaX KOHKypca H pe3yjbTaTrax
KOHKypca, B TOM 4HCJIe O 3aKIIOYeHHBIX C YYacTHMKaAMH KOHKypca
COTJIALIEHUSIX O MPENOCTaBIEHUH CyOCHOuU, sBIsSeTcs HHpopManuei
OrpaHUYEHHOTrO JIOCTYTA.

4. Cybcuauu MpenocTaBifslOTCS B Ipenesiax JUMHTOB OOMKETHBIX
0053aTeNbCTB, NOBEAEHHBIX 10 MUHHUCTEPCTBA TPOMBIIIICHHOCTH H TOPTOBIIH
Poccuiickoii ®denepauny Kak noiaydaTess cpeAcTB denepaibHOro OromKeTa Ha
ey, ykazaHHble B MyHKTe 1 HacTosuux [IpaBun (nanee - TUMHUTBI OIOKETHBIX
00513aTeNIbCTB).

Cybcuaus nOpefoCTaBlAeTCs OpraHu3alui Ha KOMIIEHCALUI0 YacTh
3aTpaT, (GaKTUYeCKH MOHECEHHBIX OpraHU3allel, CBSI3aHHBIX C cepTUUKaIei
NPOLYKIHH Ha BHEIIHUX pBIHKAX WM cepTU(UKALKEH JeKapCTBEHHOro
CpeICTBa Ha BHEIIHUX PbIHKAX.

5. IlokazarensimMu, HEOOXOOWUMBIMH It  JIOCTHXKEHHs  pe3yJibTara
MpeAOoCTaBIICHUS CYOCUTUH, SBIISIOTCS:

a) npu cepTU(UKaLUU TPOAYKIMH HA BHEITHUX PhIHKAX:

KOJIMYECTBO IOJYYEHHBIX OpraHu3anued CcepTUu(HUKATOB COOTBETCTBUS
(He MeHee 1 eTUHMIIBI);

OCYILIECTBJIEHUE [TOCTAaBKU Ha BHEIIHUE PHIHKU MPOXYKIUHU, B OTHOIIEHUN
KOTOPOH OpraHusalived mojydyeHa cyOCHAMs, Ha CyMMY, IPEBBIIIAIONIYIO
CyMMYy MOJIy4eHHOH cyOcunuu He MmeHee 4yeM B 10 pa3 B TeueHHe CpoKa, He
IpeBbIIIAIOIEr0 3 KalleHAApHBIX JIeT CO [HSA IONy4eHUs cepTudukara
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COOTBETCTBUS (MpU 3TOM OOBEM IMOCTaBKH B TOJ, CJIEAYIOIUH 3a TroAOM
IOJMy4YeHHUs] CcepTU(UKaTa COOTBETCTBUS, [OJDKEH COCTABJISTH HE MeHee
100 npolieHTOB CyMMBI MOJIy4eHHOH CyOCHAUN);

0) npu cepTUudUKaIMK JIEKAPCTBEHHOTO CPE/ICTBA HA BHENTHUX PHIHKAX:

KOJIMYECTBO MOJIYYEHHBIX OpraHu3anueil TOKyMeHTOB, MOITBEPKIAIOIMMNX
yCIIeLIHOe 3aBeplieHue (a3bl KIMHUYECKUX UCCIIEeOBAHUN, HEOOXOMMMBIX IS
perucTpaiiu JEKapCTBEHHBIX CpPENCTB Ha BHELIHWX pbIHKaX (He MeHee
| enuuuel Mo  Kaxaod (ase KIMHWYECKHX HCCIeNOBaHWUN) ©  (WiIn)
NOATBEPKAAOIUX yCHenHoe POXOXKAECHUE npeKBaauduKaluu
JEKapCTBEHHOI0 cpeAcTBa BceMupHoli opranmzanueidl  31paBOOXpaHEHHUs
(He MeHee | eMHUIIBI);

OCYUIECTBJICHUE TOCTABKU Ha BHEITHNE PHIHKHU JIEKAPCTBEHHOTO CPE/CTBA,
B OTHOIIEHUH KOTOPOTO OpraHu3alueil mnonyyeHa cyocuausi Ha CepTUPUKAIHIO
JIEKapCTBEHHOI0 Cpe/ACTBa Ha BHEIIHUX PBIHKAX, Ha CYMMY, NPEBBIIIAIOLIYIO
CyMMY MOJIYy4eHHOH cyOcuauu He MeHee 4yeM B 10 pa3 B TeueHHe cpoka, He
NpPEBBIIIAIOLIETO 5 KaNeHAapHbIX JIET CO JHS 3aBEepIICHUS KIMHHYECKHX
HCCIIEIOBAaHUN U PErUCTPALMHU JIEKAPCTBEHHOTO CPENCTBA U (M) MTPOXOXKICHHUS
npekBalu(puKaluu JIeKapCTBEHHOTO CpelcTBa BceMupHoOW oprauusanuei
3lpaBOOXpaHEHHs] (P 3TOM O0BEM MOCTaBKU B roi, CICAYIOIIHN 3a roaom
3aBepIUEHUs] KIMHUYECKMX HCCIAEAOBAaHUA W PETrUCTpalMH JIEKapCTBEHHOI'O
CpeAcTBa U (MJIM) MPOXOXKAEHUS MpeKBATU(DUKALUYU TeKAPCTBEHHOrO CpeicTBa
BcemupHo#l opranuzanueil 31paBOOXpaHEeHUs, NOJDKEH COCTaBJISATh HE MeHee
60 npoLEeHTOB CyMMBbI NIOTY4YEHHON CYyOCHUIUN ).

6. CybOcunus npeaocTaBisieTcs:

a)npu  cepTu@UKAMK  NPOAYKUMH HAa  BHEIIHHUX  pPBIHKaX -
Ha KOMIIGHCALMIO YacTH 3arpaTr, (PakTH4YeCKH MOHECEHHBIX OpraHu3aluei
He paHee 12 MecsdleB, NpeIUIECTBYIOINIMX JaTe OOBABJICHHS KOHKYpCa,
U B TeueHHe He Oosiee 12 MecsiieB ¢ naThl 0OBSBICHUS KOHKYPCa;

0) npu cepTudUKaUU JICKAPCTBEHHBIX CPEJCTB HA BHEIIHHX PBIHKAX -
Ha KOMIIEHCAIIMIO YacTH 3arpar, (akTHYEeCKHd I[MOHECEHHBIX OpraHu3aluen
He paHee 12 MecsueB, NOpellIeCTBYIOMIUX Jare OObBSIBICHHS KOHKYypca,
U B TeueHue He Oosiee 36 MecsleB ¢ JaThl 00BSBIIEHUS KOHKYpCa.

7.B wmemsax peanuszaumu Hactrosumx [lpaBun u  popmupoBaHus
npenenabHbIX 00BEMOB TOCYJAapCTBEHHOW MOMJIEPKKH  yCTaHABIMBACTCS
paclpesielieHue JIMMUTOB OIODKETHBIX 00S3aTeNbCTB 10 TaKUM [pyInaMm
oTpaciieli NMPOMBILIEHHOCTH, KaK OTpaciid MalIMHOCTPOEHHS], IPOU3BOACTBO
JEKapCTBEHHbIX CpelaCTB, oOpabaThiBalOmMe OTpPAcid MPOMBIILICHHOCTH
(xuMu4eckass  NPOMBILUICHHOCTb, MeTaJUTyprudyeckas  IPOMBIILIEHHOCTD

5012423.doc



U JICCONPOMBIIUIEHHBIH  KOMIUIEKC), a  TakKe MOpodyhe  OTpaciu
IPOMBILUIEHHOCTH (J1ajiee - OTpacieBble IUMHUTHI).

OTtpacneBsie JTMMHTHI yCTaHaBJIMBAIOTCS MunucrepcTsom
IPOMBINIIEHHOCTH U ToproBiu Poccuiickoit Pegepauun Ha rof, B KOTOPOM
IPOBOAMUTCS KOHKYpC. 3HAQuU€HHsI OTpacieBbIX JIMMUTOB  BBIPaXalOTCA
B NpOLEHTaX OT JIMMUTOB OIO[KETHBIX 0053aTelbCTB, TOBEIEHHBIX
10 MuHnucrepcTBa NpPOMBILUIEHHOCTH W ToproBiu Poccuiickoit Denepanun
B OTYETHOM rOJY.

3HaueHUs  OTpacieBbIX JIUMHUTOB  YKa3blBalOTCI B  OOBSBIECHHU
O IPOBEJICHUH KOHKYypca. B citydae ecnu 1o pe3ynprataM npoBeAeHUs KOHKypca
U NpeNOCTaBJIEeHUsl CyOCHIUM B COOTBETCTBUM C HacTosimuMHu [IpaBuiamMu He
HCUepIaHbl JUMUTHl OIOMKETHBIX 0053aTEeNbCTB MO OJHOM MJIH HECKOJBKHM M3
YKa3aHHBIX TpyIIl  OTpaciiedl  INPOMBIIIEHHOCTH, [epepachpeaeicHue
YKa3aHHbIX OOBEMOB OCyIlIeCTBIsieTcS MHUHHUCTEPCTBOM IIPOMBIIIJIEHHOCTH H
toprosyiu Poccuiickoit @enepanyiu B clieqyomeM MopsiiKe:

B IIEPBYIO OYEPE/Ib - OTPACIU MAIHMHOCTPOCHHUS;

BO BTOPYIO OUYEpPE/Ib - MPON3BOJCTBO JIEKAPCTBEHHBIX CPENICTB;

B TPETBIO O4Yepeb - 00pabaThIBaOIINe OTPACIIH POMBIIIIEHHOCTH;

B YETBEPTYIO OYepeb - IPOUYHE OTPACITH MPOMBIILICHHOCTH.

8. B nesnsx nposefeHus KOHKypca He Mo3/Hee YeM 3a 3 KaJleHIapHbIX JHS
0 Jatel oOBsiBIEHUS] KOHKypca LleHTp pa3sMemniaer B rocymaapcTBEHHOM
MHGOPMALMOHHON cHucTeMe [POMBILUIEHHOCTH B  OTKPBITOM  JOCTYIIE
B MH()OPMALMOHHO-TEIEKOMMYHHUKAIIMOHHOH cetd "UuTepuer" (mamee -
cucteMa) oObsBIIEHUE O MPOBEICHUU KOHKYPCa ¢ YKa3aHHEM:

a) CPOKOB IIpOBENEHUS KOHKYypCa, TaThl U BpeMEHH Hayana (OKOHYaHMS )
nofayu (IpuemMa) 3asBOK OpraHu3aluil - yUaCTHUKOB KOHKypca. Cpoku npHema
3afBOK COCTaBILIIOT He MeHee 30 KajeHIapHBIX JHEH, CIeAyroUMX 3a THEM
pa3MeLeHus] OObSIBICHUS O MPOBEICHHH KOHKYPCa,;

0) MecTa HaxOX/eHHs, OYTOBOTO aapeca, aapeca 3JIEKTPOHHOM MOYTHI
LenTpa;

B) pe3yJibTaTa MpeJoCTaBICHUs] CyOCHANH B COOTBETCTBHH C IYHKTOM I
Hacrosmux IlpaBun u mnokazareneil, HEOOXOAMMBIX IS JIOCTHIXKEHHS
pe3ynbTarta [pEeAOCTaBIE€HUS CYOCHAHWH, B COOTBETCTBHHM C IIYHKTOM 5
Hacrosiux [IpaBuin;

) IOMEHHOIO HMMEHHM, U (MJIM) CeTeBOro ajpeca, ¥ (Wid) ykaszarenei
CTPaHMLl CHCTEMBI, IOCPEACTBOM KOTOpOil ofecnedyuBaeTcss MpPOBeJEHHE
KOHKYpCa;
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1) TpeOOBaHMH K oOpraHu3alMsIM B COOTBETCTBHM C IyHKTOM 10
Hactosimux [IpaBui U nmepedHs TOKYMEHTOB, IPEACTABIISIEMBIX OpraHU3AIUIMH
Ul TOATBEPXKJIEHUST WX COOTBETCTBUS YKa3aHHBIM TpeOOBaHUSM, B
COOTBETCTBUHU ¢ NyHKTaMH 11 - 14 nacrosimux Ilpasu;

€) mopsiAKka  TNoJa4yd  3asBOK  OpraHu3alusaIMH W TpeOOBaHMIA,
OPEeABSBIAEMBIX K  COIEpPXKAaHUIO  3asBOK, a Takke uHpopMauuu
0 HEOOXO/MMOCTH 3alOJHEHUS B CHUCTEME 3asABOK IO ONpE/IEIEHHON B CHCTEME
dopme;

)K) MOpsiiKa OT3bIBa 3asBOK, NOpSAJKA MX BO3Bpara OpraHu3allusM,
ONpEJEeNsIoIIeEro B TOM 4YHCIE OCHOBaHUS /sl BO3Bpara 3asBOK, MOpsaKa
BHECEHM S HI3MCHEHUM B 3asiBKU;

3) IpaBMJI  pacCMOTPEHHUSI M  OLEHKM 3aJBOK B  COOTBETCTBHHM
c nyHkTtamu 15 - 18 Hactoamux [IpaBu;

W) MOpsiAKAa MpPeNOCTaBICHUS] OpPraHU3alUsaM pPa3bsICHEHUN MOJI0KEHUM
OOBSIBICHUS O MPOBEICHHH KOHKYpCa, AaThl Ha4yaja ¥ OKOHYaHHS CPOKa TaKoro
NpeaOCTaBICHUS;

K) CPOKa, B TeUYE€HHE KOTOPOrO OpraHM3allus, BK/IIOUYEHHas 110
pe3ynbTaTaM KOHKypca B peecTp noiyuarteied cyOCHIUU, HOJDKHA MOAIHCATH
COINIallleHHE O IMPeJOCTaBIeHUN CYOCHUAUM B COOTBETCTBUHM C MYHKTOM 21
Hacrosmux [Ipasu;

J) yCIOBUH  MNPHU3HAHUS  OpraHu3alliM, BKJIIOYEHHOH B  peecTp
nojiyyarejaed CcyOCHIuHM, YKJIOHMBUICHCS OT 3aKk/IOYEeHHS COTJIAlIeHHs
0 nmpenocTaBieHun cyocuauu. OpraHu3aius TMPHU3HACTCS YKJIOHHUBIIEHCS
OT 3aKJIIOYEHHUs COIVIALIEHUSI O MpPeNOoCTaBlIeHUM CYOCHAMHM B Cilydae OTKasa
OpraHv3alMi OT €ro 3aK/JIo4eHMs] U (WIH) ero HEemoJNUCAaHWs OpraHu3aluei
B CPOKH, YCTAaHOBJIEHHbIE ITYHKTOM 21 HacTosmux [Ipasuin;

M) 3HaY€HUH OTpacCieBBIX JUMHUTOB, YCTAHOBJICHHBIX B COOTBETCTBHH
¢ nyHkToM 7 Hactosigux [IpaBui;

H) 1aThl [MOANKCAHUSA MPOTOKOJA pPACCMOTPEHHUS 3asIBOK B CHCTEME
B COOTBETCTBUU C NOANYHKTOM "O" myHkTa 15 Hactosiux [IpaBu;

0) CPOKOB M TMOpsAJKa YyBEIOMJICHHS OpraHu3alid o pe3ylbTaTax
KOHKYpCa;

1) peKOMEHJAUUi I10 3alOoNMHEHHI0O U (WIH) PEeKOMEHIyeMBIX (opM
JOKYMEHTOB, [IPECTABIAEMbIX OpraHU3alUel B COCTABE 3asBKH.

9. LlenTp He mo3aHee S5 KaleHIApHBIX JHEH ¢ AaThl OOBABIEHUS KOHKYpCa
HalpaBiIseT C MCIOJb30BAHUEM CHCTEMBI U3BELIEHHUS O MPOBEIEHUH KOHKYypca
OpraHu3alysM, 3aperHCTPUPOBAaHHBIM B cucTeMe, B (opMe YyBEIOMIICHHS
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B JIMYHOM KaOuHeTe monb3oBatens W (WJIKM) COOOIIEHHS TOCPEACTBOM
3JIEKTPOHHOU IOYTHI.

10. Cybcuuu npenocTaBisioTCs OpraHu3anusM, KOTOPbIE TI0 COCTOSTHHIO
Ha Jnaty He paHee 4eM 3a 30 KalleHJapHbIX AHEH 10 OHSA MOJA4Yd 3asBKU
COOTBETCTBYIOT CJAEAYIOLIMM TPeOOBAHUSIM:

a) opraHu3alys He NojyyaeT B TeueHue 12 mecsieB, NpealecTBYIOIIMX
nate OOBABIECHUS KOHKypca, cpelcTBa U3 ¢(ereparbHOro Or/pKeTa Ha IENH,
yKazaHHble B NyHKTe 1 Hacrosumux [IpaBui, B COOTBETCTBUH C HHBIMH
HOpPMAaTHUBHBIMU [1PaBOBBIMU akTamu Poccuiickoit Denepannu;

0)y oOpraHuzalldd OTCYTCTBYIOT MPOCpPOUEHHAs 3aJ0JDKEHHOCTh IIO0
BO3BpaTy B (enepanbHblit OwkeT cyOcuauii, OFOJKETHBIX HWHBECTHIIUH,
IIPeIOCTABJIEHHBIX B TOM YHCJI€ B COOTBETCTBUM C UHBIMHU MPABOBBIMH aKTaMH,
M WHas TpocpoveHHas (HeyperyJlIHpoBaHHAas) 3aJ0/DKEHHOCTb MO JAEHEKHBIM
obs3aTenscTBaM nepen Poccuiickoit denepanmei;

B) Y OpraHu3alii OTCYTCTBYeT HEHUCIHOJHEHHasi O0S3aHHOCTh 10 YILIaTe
HAJIOTOB, COOPOB, CTPaxOBBIX B3HOCOB, IMeHeH, WMTpadoB U MPOIEHTOB,
NOJJIeXKAlUX YyIUlaTe€ B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit
denepaunu o HaJIOrax u coopax;

r) OpraHu3alus HE  HaxoOUTCd B  MPOLECCE  peopraHu3aluu
(3a HCKIIOYEHHEM peopraHu3auuud B (opMe MpHUCOETUHEHUS K OpraHu3alun
APYroro OPHUAMYECKOro JMla), JIMKBUIAIIMH, B OTHOLICHHM €€ He BBeeHa
npouenypa OaHKpOTCTBa, ee NEeATENbHOCTh He NPHOCTAHOBJIECHA B IOPSIKE,
IpeayCMOTPEHHOM 3aKOHOAaTeIbCTBOM Poccuiickont ®enepannu;

J1) OpraHu3alysi He SBJSIETCS HHOCTPAHHBIM OPUIUYECKHUM JIULIOM,
a TAaK)X€ pPOCCHUCKUM IOPHUAMYECKHM JIMIOM, B YCTaBHOM (CKJIQZO4YHOM)
KaluTajle KOTOPOro IOl y4acTUsi HHOCTPAHHBIX HOPHUAUYECKUX JIUI, MECTOM
perucTpallii KOTOPBIX SBJSIETCS TOCYAapCcTBO (TEPPUTOPHUS), BKIIOYCHHOE
B YTBepXJIeHHbIH MunucrepctBoM ¢uHaHcoB Poccuiickoit ®Denepanuu
nepevYeHb rocy1apcTB U TEPPUTOPHUH, IPEAOCTABISAIOMINX JIbITOTHBIH HAJIOTOBBIH
peXUM HAJIOrooOfoXeHUst U (WIM) He NpeAycMaTPUBAIOMIUX PacKpBITHS H
NpefocTaBlIeHUsl UHGOpMaUMU TMpU MNpoBeleHHH (UHAHCOBBIX OMNMEPALHit
(oduIopHBIE 30HbI), B COBOKYITHOCTU MpeBbIiIaeT 50 NpoLeHTOB;

€) B peecTpe IUCKBAIM(DUUUPOBAHHBIX UL OTCYTCTBYIOT CBeJIEHHs
0  IUCKBAIM(HULUHUPOBAHHBIX  PYKOBOAMTENE, WIeHaX  KOJUIETHaJbHOIro
HCIIOJIHUTEJIBHOIO OpraHa, JHle, HCIOJHSIoHIEM GYHKIUH eIHHOJHYHOIO
UCIIOJIHUTEJIBHOTO OpraHa, WM IJIaBHOM Oyxrairepe (Opud HaJIMYHH)
OpraHHu3alLuH;

) OpraHvsauus sBJIsSIETCS:
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npu cepTU(PUKALUU NPONYKIIMH Ha BHEIIHUX PBIHKAX - MPOU3BOIAUTENEM
MPOAYKIMHK JHO0 apGUIMpPOBaHHBIM JIMIOM NPOM3BOMUTENS MPOAYKIHH,
MpU3HAHHBIM TaKOBBIM B COOTBETCTBHM C 3aKOHOIATEIbCTBOM Poccuiickoi
Oepnepanuy;

npu cepTU(UKALMU JIEKAPCTBEHHOTO CpEACTBAa HAa BHEUIHMX PBHIHKAX -
pa3paboT4MkoM H (WIM) [OPOU3BOAMTENEM JIEKAPCTBEHHOTO CpPEJCTBa
M BJajenblieM IpaB Ha JIEKapCTBEHHOE CPENCTBO, MM oOJajnaTtelieM IpaBa
X HCHOJb30BAaHUS HAa OCHOBAaHMM JIMIEH3WOHHOTO JOTOBOpAa WJH Ha HHOM
3aKOHHOM OCHOBAaHMHU, WM aQQUIMPOBAHHBIM JIMLIOM pPa3pabOT4YHKa
M (W1M) TPOU3BOAUTENS JIEKAPCTBEHHOTO CpEICTBa, HPHU3HAHHBIM TAKOBHIM
B COOTBETCTBHUU C 3aKOHOZaTeabcTBOM Poccuiickoit ®enepanui.

11. JIng ydacTust B KOHKypce opraHu3anus B TedeHue 30 KalleHIapHBIX
AHeH ¢ [gatel OOBSBIEHHS KOHKypca (OpPMHpPYET B CHUCTEME 3aiBKYy IO
olpesieNIieHHOH B cucTeMe Gopme, B KOTOPOH yKa3bIBatOTCS:

a) HaMEeHOBaHUe OpraHu3aLui, UAEHTUUKAITUOHHBIN HOMEp
HaJIOTOIIaTebIIMKa U OCHOBHOM rOCYJIapCTBEHHBIH pErHCTPAllMOHHBIN HOMED,
MECTO HaXOXJeHus W aapec opraHuzanud, kom OOmepoccuiickoro
KJIacCupUKaTOpa BUIOB SKOHOMUUYECKOH eI TENILHOCTH;

0) HauMEHOBaHUE MOPOAYKUMK (JICKAPCTBEHHOTO CPEACTBA), KOJbI
TOBapHON HOMEHKJIATYpbl BHEIIHEIKOHOMHUYECKON AesTelbHOCTH EBpasuiickoro
KOHOMHYECKOI'0 COI03a, OTpaciieBast MPUHAIEKHOCTD;

B) INIaHUpPYEMBIit pa3Mmep 3aTpaT Ha cepTHOHUKAUUIO NPOAYKIMH Ha
BHEIUHUX PBIHKAX MJIH CEPTUPUKAIUIO JIEKAPCTBEHHOTO CPEACTBA HA BHEIIHHUX
pBIHKEX;

I) 3anpalliBaeMblii pasMep cyOCHANM HA CEPTHQOHKAINIO NPOAYKIHU Ha
BHEIIIHUX PBIHKAX UJM CEPTU(DUKALMIO JIEKAPCTBEHHOTO CPEJICTBA HA BHEMIHUX
pBIHKAX;

1) 3Ha4YeHHs HoKazaTeslel, HeOOXOMUMBIX IJISl JOCTHXKEHHUs pe3yJbTara
Npea0CTaBIeHUs CyOCHINHU, B COOTBETCTBUH C IIyHKTOM 5 Hactosiux [IpaBui;

€) CBEIEHHS O 3aK/IIOUEHHOM COTJIAIIEHUH O peau3allid KOPIopaTHBHON
NpOrpaMMb! IOBBIHIEHHS] KOHKYPEHTOCIOCOOHOCTH C yKa3aHHEM ero HoMepa U
Hatsl (CBEEHUs yKa3bIBAIOTCS OpraHu3alueil, 3akimo4nBiied ¢ MUHHCTEPCTBOM
MPOMBILUIEHHOCTH ©  ToproBiu Poccuilickoit @Denepanuu  coriaieHue
0 peanu3anuu KOPIOPATUBHOM IIPOrpaMMbl MOBBILLIEHHUS
KOHKYPEHTOCIIOCOOHOCTH, M OpraHM3alued, yKa3aHHOH B KOPIOPaTUBHOMN
IporpaMMe MOBBIIIEHHS KOHKYPEHTOCIIOCOOHOCTH Kak a(@uinpoBaHHOE
JIUI0);
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XK) IOATBEPXACHUE  COOTBETCTBUS  OpraHu3alldd  TpeOOBaHUSIM,
YCTaHOBJIEHHBIM MYHKTOM 10 Hactosux IIpasui;

3) corlacMe ~ OpraHuM3alldd  Ha  [OpoBeldeHHe  MUHHCTEPCTBOM
IPOMBILIJIEHHOCTU M Toprosiu Poccuiickoit ®enepauuu, LlenTpoM 1 opranamu
roCyJapCTBEHHOr0  (MHAHCOBOTO  KOHTPONIA  OOS3aTeNBbHBIX  IPOBEPOK
coOIOfEHUsT OpraHu3alueid Iened, YCJIOBUHA W MOpsAKa MpeaoCTaBICHUS
cybcunuu;

1) IOATBEPKACHHUE IOCTOBEPHOCTH NpEACTaBIeHHON HHbOpMaLKH;

K) MHas MHpopMalus, NpenycMoTpeHHast GopMoi 3asBKH.

12. K 3asBke opraHu3zauus AONMOJHUTEIBHO TpUjIaraer Cleayolire
TIOKYMEHTBI:

a) mna"H-rpadpMK  MOCTAaBOK HA  BHEITHHWE  PBIHKA  MPOAYKIMH
(JiekapCTBEHHBIX CpENCTB) C YKa3aHUEM CTpaH - HUMIOPTEPOB MPOMYKLIUHU
(JlekapCTBEHHBIX CPEACTB) U OOBEMOB MOCTABOK Ha KKIBIH TOJd pealu3aluiu
IaHa-rpaduka MOCTaBOK Mo (GopMme, YTBEPKICHHOW B  OOBSBIICHUU
O MPOBEJICHUU KOHKYpca U (UJIM) B CUCTEME;

0) cnpaBka, colep)xamias CBEACHHUS O BBIIOJHEHHBIX ©  (MJIH)
3alUIaHUPOBAHHBIX paboTax (MEpONpUATUIX) O cePTHHHUKAIUN POAYKIIHH Ha
BHEUIHUX pbIHKax (cepTU(UKAIMU JIEKApCTBEHHOTO CpeJCTBa HA BHEIIHUX
PBIHKaX), BKJIIOYAsi CPOKM MPOBeNEeHUs paboT (MeponpusTuii) U o0s3aTeNbHbIe
TpeboBanusl U (Uiu) TpeOOBaHMS 3aKA3UMKOB (B Cilydyae HAIMYUS YKa3aHHBIX
TpeOoBaHUI B JOrOBOpE MOCTAaBKH MPOIAYKIMH), IPeIbsBIsSeMble Ha BHELIHHX
pBIHKAX;

B) BbIKMCKa U3 EQUMHOro rocynapcTBeHHOro peectpa HOPUAXYECKHUX JIHII,
EnvHOro rocynapcTBEHHOro peecTpa HHIMBUAYaIbHBIX TNpPEANPHHUMATEIIEH,
3aBepeHHasl B yCTAaHOBJIEHHOM MOpSIKE, MU CBEACHHS O IOPHIMYECKOM JIHMIIE,
UHAMBHAYAIbHOM [peIlpUHUMATeNle, MOJy4YeHHble ¢ OQHIMANBHOTO cakiTa
DenepaibHON HAJIOrOBOK CIY»XObl B HH()OPMALIMIOHHO-TETEKOMMYHUKAIIMOHHOM
cetu "HHTepHer" He no3mHee 30 KajeHIApHBIX THEH M0 THS MOJA4YH 3asiBKH
(B cioydae HeNpenCTaBIEHUs oOpraHuszalnuveil Takoro gokymeHrta IleHTp
MOCPEACTBOM CHCTEMbI HampaBisieT B DelepaibHyH0 HAJIOTOBYIO CIIyXKOY
3alpocC Ha MOJyUYeHUE TaKOro JOKYMEHTa);

I') CIIpaBKa HaJOrOBOrO OpraHa Mo COCTOSIHMIO HAa JaTy HE paHee ueM 3a
30 xaJeHAApHBIX IHEH N0 OHA MOJA4M 3asiBKH, MOATBEPXKIAIOLIAs OTCYTCTBHE
y OpraHM3allM¥ HEHUCIIOJHEHHOW OOS3aHHOCTH MO YIIaTe HaJoroB, cOOPOB,
CTPaxOBBIX B3HOCOB, II€HEH, WTpadoB M NPOLEHTOB, MOIJIEKAUINX YyIUIaTe B
COOTBETCTBHHM C 3aKOHodarenbcTBOM Poccuiickoit Denepanuii 0 Hajorax H
cbopax, 3aBepeHHas B yCTaHOBJIEHHOM Mopsiake (B ciydae HeMpeAcCTaBJICHUs
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oprasusanueil Takoro nokyMeHnrta LIeHTp mocpencTBOM CHUCTEMBbI HapaBisieT B
DenepaIbHYIO HAJIOTOBYIO CIIY>XOY 3alpoc Ha MoJdyyeHue TaKoro JOKYMEHTa);

Il) CBeIEHUs O Nujiepax, Tpeiaepax, IUCTPUOBIOTOpAx, areHTaX W HMHBIX
NOCTaBIIUKAX, OCYLIECTBISIOUIMX (IJIAaHUPYIOUIMX) TOCTaBKHA Ha BHEIIHHE
PBIHKHM [POIYKUUHU (JIEKQPCTBEHHBIX CPEICTB) MO JOTOBOPaM C OpraHM3alMed
(Ip4 HaTTUYHK);

e) Ipu CepTH(HKAINK JIEKAPCTBEHHOTO CPEJCTBA HA BHEIIHUX PhIHKAX -
KONUsl JIMIEH3MM Ha [POU3BOACTBO JIEKAPCTBEHHBIX CPEACTB, KOIHH
JOKYMEHTOB, IOATBEPXKJAIOLIMX IIpaBa Ha MPOU3BOACTBO JIEKAPCTBEHHOTO
CpelcTBa (BJIaf€HUE, UCTIONb30BaHUE Ha OCHOBAHUH JIMIICH3UOHHOT'O JOrOBOpa,
HA UHOM 3aKOHHOM OCHOBAHHH ).

13. 3asBKka ¥ npuiaraemMble K Hell TOKyMEHTBI IMOIMUCHIBAIOTCSA B CHCTEME
C HUCIOJIb30BAaHHEM YCHJIEHHOW KBATM(ULUHPOBAHHOMW JJIEKTPOHHOU MOAMMCH
PYKOBOAUTENSA OpraHu3aluu WIH  YIOJHOMOYEHHOIO UM JHLa
(c moATBEpXKIAEHUEM MOJTHOMOYHI YKa3aHHOIO JIUIIA).

14. Peructpanust 3asBOK OCYIIECTBISIETCS TMOCHAE HMX IOANUCAHUS
B aBTOMAaTHYECKOM pEXUME B CHCTEeME B TMOPSAKE HX MNOCTYIUICHHS.
3aperucTpupoBaHHble 3afBKH B aBTOMAaTHYECKOM pPEXHUME I[IOCTYMarT
nocpenctBoM cuctembl B Llentp. Ilocne nHs okoH4yaHHsT mpheMa 3asiBOK
perucTpaurs 3asBOK B CHUCTEME MpEKpallaeTcsi B aBTOMAaTHYECKOM pEeXHME.
KonudecTBo MonaBaeMblX opraHuzaliieidl 3asBOK He orpaHudeHo. OOImwmi
pasmep CyOCHIMHU, 3ampallMBaeMblii OpraHd3zaludedl CyMMapHO [0 BCEM
NOJaHHBIM 3asiBKaM M (WUJM) MO JAEUCTBYIOUIUM (3aKJIIOYEHHBIM) Ha MOMEHT
IIPOBEICHHS KOHKYypCa COIVIALLIECHUSIM O IMPEIOCTaBJICHUM CYyOCUIUM B paMKax
HacTosuuXx [IpaBuii, He MOXET MpPeBBIIIATE HA OJHY OPraHU3AIHIO;

a)Ipy  CepTHOUKAUMK  NPOAYKUMHM Ha  BHEIIHWX  pbIHKAX -
500 miH. pyOneii;

0) Ipu cepTUUKALUU JEeKAPCTBEHHOI'O CPEICTBA HA BHEIIHMX PBIHKAX -
1 Mipa. pyoueit.

15. LlenTtp B pamKax NpoOBeAEHUS KOHKypca, B TOM YHCIE C YYETOM
IOJIOKEHUH, YCTaHOBJIEHHBIX ar€HTCKUM JOTOBOPOM:

a) B TedeHHe 15 pabouux AHEH CO THS PErduCTpallM B CHCTEME 3asABOK
IPOBOAMUT HPOBEPKY COOTBETCTBUS OpraHuszauuii TpeboBaHusSM myHKTa 10
HactosAwux [IpaBun U JOKYMEHTOB, BXOASIIUX B COCTaB 3asBOK, TPEOOBaHUSIM
nyHKTOB 11 - 14 HacTosiux [IpaBui 1 0OBSBIECHHS O NPOBEIECHIH KOHKYPCA;

0) no pesynbrataM MPOBEPKH, yKa3aHHOW B MOAMYHKTe "a" HACTOSAINErO
IYHKTa, GOpMUPYET MPOTOKOJ PaCCMOTPEHHS 3asBOK, B KOTOPOM YKa3bIBAIOTCS
HalMEHOBAHHE KOHKypca M OpraHM3aTop KOHKypca, MecTo, JaTa M BpeMs
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NPOBEJEHUSI PacCMOTPEHUs 3asBOK, MH(popMauus o0 ydacTHUKaX KOHKYpca,
3asiBKM KOTOpBIX OBLIM pacCMOTpeHbl, HHPopMals 00 yJ9acTHUKaX KOHKYpCa,
3aBKM KOTOPBIX ObUIM OTKJIOHEHBI, C yKa3aHWeM MPUYUH UX OTKIOHEHHS, B TOM
quCclle IMOJIOXKEHUH OOBSBICHHUS O TMPOBEACHUH KOHKYpCa, KOTOPHIM HeE
COOTBETCTBYIOT TaKH€ 3asBKU;

B) pa3MelllaeT B CUCTEME MPOTOKOJ PACCMOTPEHUS 3asABOK, IMOJIMUACAHHBIHA
B CHUCTE€ME C HCIIOJb30BAHMEM YCUJIEHHOW KBalU(UIUPOBAHHOW 3JICKTPOHHOMN
HOANKCH pyKoBoauteneM lLleHTpa wiyd ynoJlHOMOYEHHBIM HM JIMIIOM, H
HampasisieT ero B MUHHUCTEPCTBO NMPOMBILUIEHHOCTH W TOproeiu Poccuiickoit
denepanuu NOCPEACTBOM CHCTEMBI;

r) B TeueHUe 2 pabouux IHEW co THS pa3MeleHHusl B CHCTEME [IPOTOKOIA
pacCMOTpEHHMsI  3afBOK [OATrOTABIMBAaET M HAMpaBiIsSeT OpraHU3alusaIM
IOCPENCTBOM CHCTEMBI (B JIMYHOM KaOWHeTe ToJib3oBareass W (MJid)
OCPENCTBOM JJIEKTPOHHOW MOYTHI) YBEAOMJIEHUS 00 OTKJIOHEHHM 3aIBOK M
OTKa3e B JIOMYCKE K YYacTHIO B KOHKypce B cClydasX, IpeIryCMOTPEHHBIX
nyHKTOM 16 HacTosmux IIpaBui, ¢ ykazaHueM NpHUYHH OTKJIOHEHHUS 3asBOK;

J1) HA OCHOBaHHMHM IIPOTOKOJIA PACCMOTPEHHUs 3asiBOK MPOBOIUT OLECHKY
3asBOK B COOTBETCTBHM C NMyHKTOM 17 Hactosinux [lpaBun W moaroraBiuBaer
IPOEKT peecTpa Mojy4aTesned cyOCUIMN U MPOEKT JIMCTa OXHUAaHUSA o hopme,
IIPeNYyCMOTPEHHON areHTCKUM [I0rOBOPOM, U HampaBisieT UX B MHHHCTEPCTBO
IIPOMBILINIEHHOCTH U TOprosiu Poccuiickoit denepaunn Ha yTBEpXKIeHUE,

€)B  ciay4ae HampaBieHHs  MUHHUCTEpPCTBOM  MPOMBIULICHHOCTH
u Toprosiyiu Poccuiickoii @enepanuu mpoekTa peectpa mnoxydaresed cyocuauu
U IIpoeKTa JIUCTAa OXUJAaHUs Ha Jjaopabotrky B LleHTp B CoOTBeTCTBUHU
¢ nonnyHkrtoMm "a" myHkta 18 Hacrosiux IlpaBun llentp mopabateiBaeT 3TH
OOKYMEHTBl B Te4eHHe S5 pabouux [HEH U MOBTOPHO HANpPaBIAET HUX
B MUHUCTEPCTBO MPOMBILUIEHHOCTH W Toproiu Poccuiickoir ®emepanvu
Ha YTBEPXKJEHUE;

K) HallpaBJIsIET ~ MOCPEACTBOM  CHCTeMbl (B JIMYHOM  KaOHHeETe
nojb3oBaTens M (MIM) MOCPEACTBOM 3JIEKTPOHHOW IOYTHI) YBEIOMJIEHHS
OpraHu3alusM O BKJIIOYEHHMM HX B pEECTp MojyyaTeled CcyOCHOUH M JIUCT
OXXMJaHUf, YTBEpXKIEeHHble MMUHHUCTEPCTBOM IPOMBILIJIEHHOCTH W TOPTOBJIH
Poccuiickoit ®@enepauuy, B TeY€HHE OJHOTO paboOYero MHs CO THS MOJTYYSHHS
cooTBeTCTBYyIOIIEed HHPOpManuu oOT MHUHHUCTEPCTBA IMPOMBIILIEHHOCTH U
toprosiu Poccurickoit @enepanuu;

3) HalpaBJIeT IOCPEACTBOM CHCTEMBI (B THMUHOM KaOWHETE MOJIb30BaTENs
U (WIM) MOCPENCTBOM 3JIEKTPOHHOW MOYTHI) OpPraHU3alMsAM yBEAOMIIEHHS O
pa3MEIEHUH B TIOCYJApCTBEHHOH HHTErpupOBaHHON HWHOOPMALMOHHOMN
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CHUCTEME YyIpaBJICHUs OOLIECTBEHHBIMH (PMHAHCAMHU "DNEeKTpOHHBIH Oromker"
OpPOEKTOB COIVIAIIEHHH O MpEedoCTaBieHUM CyOCHAMM  OpraHu3allusM,
BKJIIOYEHHBIM B peecTp  moiydaTesnedl  cyOCHIMH,  YTBEpXACHHbBIH
MuHHCTEPCTBOM MPOMBILULICHHOCTH W TOproBiM Poccuiickoir ®enepauuu, B
Te4eHHUe OJTHOro paboyero AHs CO IHS MOTyUeHHs HHQOPMALUU B COOTBETCTBHH
c noamyHkroM "B" mnyHkra 18 Hacrosmux I[IpaBun or MuHucrepcTBa
IPOMBILIIEHHOCTH U Toproeiu Poccuiickoit @enepauuu.

16. OCHOBaHHUSIMH [UTSl OTKJIOHEHHS 3aIBOK OpPraHM3aluid sIBISIFOTCS:

a) HECOOTBETCTBHE OpraHu3alyi TPeOOBaHMIM, YKa3aHHBIM B MyHKTe 10
HacTosmux [Ipasu;

0) HECOOTBETCTBUE  MPEJCTaBICHHBIX  OpraHM3aleldl  JIOKyMEHTOB
TpeOboBaHUsAM, YKa3aHHbIM B mnyHkTax 11 - 14 nHacrosmux [lpaBun u B
OOBSIBIICHUH O NPOBEAEHUU KOHKYpCa;

B) HEMIPEACTABJIIEHUE MJIM [peACTaBJIeHUE HE B TMOJHOM 00beMe
JIOKYMEHTOB, yKa3aHHbIX B yHKTaX 11 u 12 nacrosimux Ipasu;

I') BbISIBJIEHUE (PAaKTOB HEIOCTOBEPHOCTH MpeACTaBICHHONW OpraHu3aluen
uHbopMaluK, coiepxKallelicss B JOKyMEHTaxX, YKa3aHHBIX B NMyHKTax 11 u 12
HacTosiiuux [IpaBui, B TOM 4uciie HHPOPMAaLMU O MECTe HAXOXIAEHUS U aapece
IOPUIUYECKOTO JIULA;

1) mofada oOpraHuv3alueil 3asBKU Mocje JaThl ©  (WJIM) BpeMEHH
OKOHYaHUA [IpHeMa 3asiBOK, YKa3aHHBIX B OOBSIBICHUU O MPOBEICHUN KOHKYpCA.

17. Ouenka 3asBok ocyluecTsasercss LleHTpom mnyTeM paH)XXUPOBaHHS
3aBOK, KOTOpas IMPOBOJUTCS OTAENBHO M0 KaXOOM rpymme oTpacieit
MIPOMBILITIEHHOCTH, YyKa3aHHBIX B MyHKTe 7 HacTosiuux [lpaBui, ¢ ydeTom
YTBEPXKACHHBIX OTPACIIEBbIX JIUMUTOB. PaHXKuUpoBaHHe 3asIBOK OCYIIECTBIISETCS
10 MoKa3aTeno pamxupoBaHus (R), KoTopslit paccuuThiBaeTcs no hopmyiie:

R =(0,5x Vi + o,ssm—in) x 100,
V S

max 1

rue:

V, - 00beM NoCTaBOK Ha BHEIIHHE PHIHKH MPOAYKIUHU (JEeKapCTBEHHOIO
Cpe/ICTBa), 3asBJICHHBII opraHu3anuel B MiaHe-rpaduKe MOCTABOK Ha BHEIIHHE
PBIHKH MPOAYKLMHU (JEKAPCTBEHHBIX CPEICTB);

Vimax - MakCUMaJbHOE 3Haue€HHE 0ObeMa MOCTABOK HA BHEUIHHE PHIHKH
NPOAYKUMH (JIEKapCTBEHHOIO CpENCTBa), 3asBJIEHHOE B IUIaHe-rpaduKe
IOCTaBOK Ha BHEIIHHWE PBIHKH NMPOAYKLHHU (JI€KAPCTBEHHBIX CPEJCTB) OAHOU U3
OpraHusaliiii, y4acTByIOIIUX B KOHKYypCe;
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Smin - MHUHMMaJIbHOE 3HAa4Y€HWE pa3Mepa CyOCHUANH Ha CEepTURUKAIHIO
OPOAYKIHUH Ha BHEIIHUX pbIHKaX (CEPTU(PHUKALUIO JIEKAPCTBEHHOTO CPEICTBA Ha
BHEUIHMX PBIHKAX), 3allpallliBaeMoOro OJHON M3 opraHu3alliii, y4acTBYIOIIHUX B
KOHKYpCe;

S; - pasmep cyOcuauu Ha cepTHOUKALMIO TPOAYKIMHM HA BHELIHHX
pblHKax (cepTH(UKaLMIO JIEKAPCTBEHHOTO CpEeICTBA Ha BHENIHUX DBIHKAX),
3anpaluBaeMblil OpraHu3alMeil, y4acTBYIOLIEeH B KOHKypCe.

PamxupoBanue 3asgBOK B paMKax OJHOM Trpymnmbl — oTpaciei
IPOMBILIJIEHHOCTH OCYLIECTBISETCA B ClEAyIOLIEM NOPSIKE:

Ha IIEpBOM 3Talle B IMPOEKT peecTpa mnojydareneii cyOcuauu
BKJTFOYAIOTCSI 3asBKU OpraHu3alui, c KOTOPBIMU 3aKJIFOYEHBI
COrJalleHUssT O pealu3allMd KOPIOpPATUBHOW MpOrpaMMbl  [OBBILIEHHUS
KOHKYPEHTOCIIOCOOHOCTU, W OpraHM3alui, YKa3aHHBIX B KOPIOpPAaTHBHOM
[IpOrpaMMe NOBBILIEHHSI KOHKYPEHTOCIIOCOOHOCTH Kak ah(hUIMpoBaHHbIE JIHIIA,
B TOpsiiKe YOBIBaHMs 3HA4YEHUs IOKA3aressl PaH)XHPOBAHUS N0 HCUYEpPHAHIKS
50 mpoOLEHTOB OTpacjieBoro JaUMHTa (Ipd paBEHCTBE TaKUX 3HAYEHHUKH
noKaszaTeseil paHXKUpOBaHHS Yy HECKOJbKUX OpraHH3alui YYHUTHIBAETCS
XPOHOJIOTHYECKUH NOPSAIOK MOCTYIUIEHHUS 3asIBOK B CHCTEMY );

Ha BTOPOM OJTane B IIPOEKT peecTpa mnoiydarened cyOCHIUH
BKJIFOYAIOTCA  3asiBKM  OpraHu3aidif  BHE  3aBUCHMOCTH OT  HaJIMYHUA
3aKJIIOYEHHOTO COIJIALIEHUS O pealu3aldyd KOPNOPAaTUBHOH IMPOTrPaAMMBI
NOBBIIIEHHS! KOHKYPEHTOCHOCOOHOCTM B TMOpSAKEe YOBIBAHUS 3HAYCHHS
[OKa3aTeslsi PAHXXUPOBAHMSA, [0 UCYEPHNAHWUs OTpacieBOro JHUMHTA (NIpH
PaBEHCTBE TaKMX 3HAYEHUH TIOKa3aTeJaell paH)XUpPOBaHUS Y HECKOJBKUX
OpraHu3alyi yYHUTHIBACTCS XPOHOJOTMYECKUH MOPSAOK IOCTYIICHUS 3asBOK
B CUCTEMY );

Ha TpeTbeM oJTane (opMupyercs JUCT OXHAAHUSA, B KOTODHIH
BKJIIOYAIOTCS  3asiBKM B MOpsiAke  yObIBaHUS  3HA4YEHHWs  IOKa3aTels
paHKMpOBaHUs (IIPU PaBEHCTBE TaKUX 3HAYCHUH Mokaszareneil pamXKUPOBAHUS
Yy HECKOJNIBKMX OpraHuM3alluii y4UTHIBACTCS XPOHOJOTHMUECKHH TMOPALOK
HOCTYIIJIEHHUS 3a8BOK B CUCTEMY ).

18. MUHHCTEPCTBO  HPOMBILUIEHHOCTH M TOproBiM  Poccuiickoi
Denepanyu B paMKax POBEIEHUS KOHKYpca:

a) B TeueHue 10 paboumx nueit co mHs momydenus ot LleHTpa mpoekta
peecTpa nojy4ateneld cyOCHIuN U MPOEKTa JUCTa OXKHIAHHUS:
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paccMaTpuBaeT MX Ha COOTBETCTBHUE YCTAHOBJIEHHBIM HACTOSIUMH
[IpaBunamu TpeOOBaHUSIM;

B ClIy4ae HECOOTBETCTBHUS YKa3aHHBIX [OKYMEHTOB YCTaHOBJICHHBIM
K HUM TpeOOBaHUSM HampaBiseT UX Ha nopabotrky B lleHTp ¢ ykazaHuem
3aMCYaHHUH;

OpUHUMAaET pelleHHe O IepepacnpenesieHnd OTpaclieBblX JIMMUTOB
B CJIy4asX, IpeAyCMOTPEHHBIX MyHKTOM 7 HacTosuux [Ipasu;

0) yIBepxIaeT peecTp Tojdyd4arelned cyOCHAMH M JIHCT OXKHIAHUS
U HalpaBiseT HUX NOCpPEeACTBOM cucteMbl B LIeHTp B Lensx yBeaoMIIeHHs
OpraHu3alluii, BKJIIOYEHHBIX B peecTp IMojydarened CcyOCHOUH M JIHMCT
O)KHJIaHUSI;

B) GopMHUpYyeT TPOEKTHl COTJAIEHUH O MpeloCTaBIeHHN CyOCHINH,
3aKJII0YaeMble C OpraHW3allMsIMH, BKJIIOYEHHBIMH B peEecTp MoJydaTeiei
cyOcunuu, B  TrOCyJapCTBEHHOHM  UHTETPUPOBAHHOHW  HMH(DOPMAUKMOHHOM
CUCTeMe YyIpaBiieHUs OOHEeCTBEHHbIMU (PMHAHCAMU "DJIEKTPOHHBIA Oro/mKeT"
Y HalpasJisieT COOTBETCTBYIOINYI0 nuHGopmaluio B LleHTp.

19. Cybcunuss  mpenocTaBisieTCss  HA  OCHOBAHHM  COTJIAIIEHHS
O MPENOCTaBJICHUU CYOCHJIMH, KOTOPOE 3aKIII0YaeTcs MEXIy OpraHu3aluei,
Ileutpom  kak  areHtoM  lIpaBurensctBa  Poccuiickoét  Penepaumu
1 MUHHCTEPCTBOM MMPOMBILIIEHHOCTH U ToproBinu Poccuiickoit ®denepanuu
B COOTBETCTBMM C TUNOBOW (OpPMOH, YCTaHOBIEHHOH MHHHCTEPCTBOM
¢unancoB Poccuiickoit @enepaliuu, B rocyAapCTBEHHON HWHTErpHPOBAHHOM
UHPOPMALMOHHOW  CHUCTEME  YyIpaBjeHHs OOIIeCTBEHHbIMH  (DHMHAHCAMHU
"JeKTpOHHBIH Or0keT" B (hopMe JICKTPOHHOIO IOKYMEHTA U [MOANMMCHIBAETCS
YCUJICHHON KBanu(PUUUPOBAHHOW 3JEKTPOHHOM IOAMHCHIO JIMI, WUMEIOIIUX
[IpaBo JIEMUCTBOBATH OT UMEHU KAXKIOW U3 CTOPOH.

20. B cornameHud O MNpPEAOCTaBICHUM CYyOCHAMH IMPEAyCMaTPUBAIOTCS
B TOM YHCJIE:

a) IpelenbHblil  pasMep CcyOCHOMHM, YCIOBHS, CPOKH H IOPSIOK
nepedyrciIeHus Cyocuany;

0) 3HaueHUs1 pe3yiabTara MNpeNoCTaBleHHs CyOCHAMHM M IOKasarejeH,
HEOOXOOUMBIX [UIsl JOCTHXKCHHS pe3yJibTaTa IMpPeIoCTaBlIEHUS CyOCHIHUH,
C pa30MBKOH IO rojxam Ha IepHoA AEUCTBHS COLJALICHUS O MpeaOCTaBIeHUH
cybcunuy;

B) [NTaH-TpaUK  [OCTaBOK Ha  BHEINHWE  PBIHKH  [POAYKIHH
(JlexapCTBEHHBIX CPEICTB), MpENCTaBJIEHHBIH B COCTaBE 3asiBKH, C YKa3aHHEM
CTpaH - UMIIOPTEPOB 3TOH MpOAYKHHMH (JIEKAPCTBEHHBIX CPENICTB) U OOBEMOB
MOCTABOK Ha KXIbIH ol peain3alluu IiaHa-rpaduka rocTaBok;
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r) GopMBl ¥ CpPOKH MpPENCTaBJICHUS OTYETHOCTH B COOTBETCTBUH
¢ myHKTOM 33 Hacrosmux [Ipasun;

1) corjacue  OpraHdM3allMiM  Ha  mpoBedeHne  MUHHCTEPCTBOM
OPOMBIIUIEHHOCTH M ToproBiu Poccuiickoii @enepauud W opraHaMu
rOCyJapCTBEHHOTO  (PMHAHCOBOIO  KOHTPOJS  0Os3aTeNbHBIX  MPOBEPOK
COONIO/IeHUs OpraHu3auueil Iened, yCIOBUH W TOpSAOKAa IIpeaoCTaBlIEHUS
cybcunuu;

€) MOPSIIOK COIJIaCOBAaHUSl U BHECEHUS B COTJIAIIEHHE O MPelOCTaBICHHH
CyOCHIMM HOBBIX YCJIOBUH NpPENOCTaBICHUS CyOCHOWHM WJIH PaCTOPXKEHHS
COrNIall€eHUs] O MPEAOCTaBIEHUH CYyOCUIUM TpPH HEJOCTHXKEHHUH MEXIY
oprausauved 1 MHUHHUCTEpPCTBOM MPOMBILUIEHHOCTH U Toprosiu Poccuiickoit
Qenepauuy coriacus MO HOBBIM  YCJIOBHSIM B Cllyyae yMEHBIICHHUS
MunucrepctBy nNpoMbIIUIEHHOCTH W ToproBiau Poccuiickoit ®epepanun
paHee [OBENEHHBIX JIMMHUTOB OIOKETHBIX OO0SA3aTEeNbCTB, MPUBOASLIUX
K HEBO3MOXHOCTH I[IPEIOCTaBJI€HUs CyOCHIMU B pa3Mmepe, OIpeaeeHHOM
B COIJIALIEHUH O NPEIOCTaBICHUU CyOCUANH;

K) YCJIOBHUSL M [OPSJIOK 3aKJIOYEHUs] AOMOJHHUTEIBHOIO COTJIAIICHHS
O PAacTOP)XCHHMM COIJIAIEHUs O MPENOCTaBICHUU CYOCUIWHU, OCHOBAHHUS s
OJTHOCTOPOHHEro €ro pacTopkeHUss MUHUCTEPCTBOM IPOMBIIUIEHHOCTH
1 Toproeiid Pocculickoit denepanuu B ciyvasix, OpelyCMOTPEHHBIX MyHKTOM
38 nacrosmuux Ilpasu;

3) O0A3aHHOCThL OpraHu3alMk [0 BO3BpaTy CYOCHAMM B  JOXOJ
denepanpHOro OlO/KeTa ¢ ymiuaTod IwTpada B pasMmepe, YCTAaHOBJIEHHOM
B COOTBETCTBUM C NYHKTOM 40 Hactoswux [IpaBun, B cnyudae HapylieHHs
YCJIOBUH IIPEJOCTABJICHUS CYOCHAMH, KOTOpBbIE YCTAHOBJIEHBl HACTOSIIMMH
IIpaBunamu;

M) OTBETCTBEHHOCTh  OpraHW3alliil 32  HENOCTIDKEHHEe  3HaYeHHiH
pe3yjbTara INpEeNOCTAaBICHUS CYOCHMAMHM M IOKa3aresnei, HeOOXOOMMBIX s
JOCTIDKEHMs  pe3y/ibTara [MpeNoCTaBieHHS CyOCHAWM, B TOM  YHCIE
00s13aTe/IbCTBO OpraHU3aliil [0 BO3BpaTy YacTH CYOCHIHWH B (eaepabHbI
Ol[DKET, pacdeT pa3Mepa KOTOPOH OCYIIECTBISETCS B COOTBETCTBHH
c myHkToM 41 Hactosiiux [IpaBui.

21. Opranuzanus, BKJIIOYEHHass B peecTp IMoJydaresed CyOCHIuH,
He MOo3[Hee 5 pabouux JAHEH CO [JHS MOJYYeHUS] MPEXyCMOTPEHHOTrO
noanyHkToM '"3" myHkTta 15 Hactosimx [IpaBunm yBemomileHHs MOAIHCHIBAET
COlVIallEeHHEe O MpeJOoCTaBlIeHUH CyOCcHauu WiId (QOPMHUPYIOT B CHUCTEME
3asiBlIeHUE 00 OTKa3e B €ro 3aKJIIOYEHHH M MOANUCHIBAET €r0 C HCIOIb30BAHUEM
YCUJIEHHOH KBalM(PULIUPOBAHHOW JJIEKTPOHHOU MOANKMCU PYKOBOMUTENS HIIH
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YHOJHOMOYEHHOr0 JiMla (C MOATBEPXKIEHHEM IOJHOMOYMN YKA3aHHOI'O JIHIA)
OpraHu3anuu.

B cnydae otkaza opraHuzanud B 3aKJIIOYEHHH  COTJIAIIEHMS
O IpEeNOCTaBICHUH CyOCUINH UM HEMOAMUCAHUS €r0 B CPOKH, YCTAaHOBJIEHHBIE
ab3alleM NEpBBIM HACTOALIEr0 IyHKTa, COrJAlleHHe O IIpeIOoCTaB/IEHHH
CyOCHIUHU 3aKIIOYaeTcsi C OpraHu3ailkel, BKIIOYCHHOH B JIMCT OXHMIAHHUS
B COOTBETCTBHH C NPHUCBOEHHBIM 3asBKE MOPSJIKOBHIM HOMEPOM IPH OLIEHKE
3asBOK.

Llentp B TeueHne 3 pabo4yux [HEW BHOCUT H3MEHEHHS B peecTp
nonyvarened CyOCHAMM W JIUCT OXHAAHUS U HampaBiseT UX B MHHHUCTEPCTBO
IPOMBIILJIEHHOCTH U Toproeiu Poccuiickoit denepanum.

22. Pasmep cyocuauu (P) onpenensercs no popmyne:

a) 1pyu cepTU(UKAIMH MPOAYKIIMHA HA BHEITHUX PhIHKAX:

P:SXkSSPmaX)

rue:
S - cymMma dakTHYecKHX 3aTpaT OpraHu3aldd Ha CepTHQUKAIMIO
NpPONYKLMH Ha BHELLIHUX pbIHKaX, YKa3aHHbIX B NyHKTe 23 HacTosiuux [IpaBu,
K - xoapounueHnt cyOcumupoBanusi 3aTpaT Ha CcepTUGHKAIUIO

NPOTyKIMH Ha BHEUIHUX phIHKAX, paBHbIH (,8;

P nax - MaKCHMaJIbHBIHA pa3Mep CyOCHIuu, MPeAOCTaBISIEMOi OpraHu3aluu
Ha  CepTUQHKAUUI  TPOAYKIHMHM HA  BHEIIHHX  pbIHKAX, KOTOPBIH
He JOJDKEH npeBbiath S0 MuTH. pyOJiei;

0) npu cepTUdHUKaLUU JIEKAPCTBEHHOr'O CPEICTBA Ha BHEIIHHX PhIHKAX:

P=ka1+kaR+kaQSPmaX)

rae:

[ - cymMma QakTHUecKHUX 3aTpaT OpraHd3alMd Ha [pPOBEICHUE
KJIMHHUYECKUX UCCIIE0BAHUH JIEKApCTBEHHOI'O CPEJICTBA Ha BHEUIHUX PHIHKAX;

k| - ko3 puuMeHT cyOcuaupoBaHus 3aTpaT Ha MPOBEAEHHE KIHHUYECKHX
HCCIIeIOBaHUM JTIEKapCTBEHHOI'O CpeICTBA Ha BHEMIHUX PhIHKAX, paBHbli 0,5;

R - cymma ¢akTuueckux 3arparT OpraHM3allid Ha pErHCTPaI{io
JIeKapCTBEHHOTO CPEJICTBA;

krp - KkoddbunumeHnt cyOCcUOMpOBaHHWS 3aTpaT Ha  PETUCTPALHUIO
JIeKapCTBEHHOI' O CpeJICTBA, paBHbIH (,8;
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Q - cymma ¢dakTHyecKux 3aTpaT OpraHW3alMd Ha TPOBEICHUE
npekBalupUKaLUN JIEKAPCTBEHHOTO CpeacTBa BceMupHOW opraHuzaueit
3/IpaBOOXPAHEHUS;

ko - kosbbunmeHT cyOcumupoBaHMs 3aTpaT Ha  IpOBElEHHE
npekBaduuKalMKu JIeKapcTBEHHOro cpeacTBa BceMmupHOH opranusanueit
3[paBOOXpaHeHHus, paBHbIi 0,5;

Pihax - MAKCUMaNIBHBIN pazMep cyOCUIIUM, IPEOCTABISIEMON OpTaHU3allHK
Ha cepTU(]UKALMIO JIEKApCTBEHHOrO CpECTBa HAa BHENIHUX PBHIHKAX, KOTOPBIH
He AoJDKeH npeBbimats 500 mMiiH. pyoiei.

B nesnsx KoMmeHcanyu 4acTd 3aTpaT OpraHu3allfiH, OCYIEeCTBJIEHHBIX B
MHOCTpPaHHOW BallOTe, pasmMep CyOCHAMH ONpEeAeNsieTCs B POCCHUMCKUX pyOIIsax
o Kypcy pyOJis 110 OTHOIIEHHIO K COOTBETCTBYIOIIEH WHOCTpPaHHOW BaJiOTe,
yctaHoBieHHOMY LleHTpanbHbiM Oankom Poccuiickoit ®enepanuu Ha aaTy
MCIOJIHEHHUS [U1aTeXa B COOTBETCTBUHU C TUIATEKHBIM MOPYUEHHEM.

23. Cybcunusi mpefocTaBiseTcss OpraHu3alid Ha KOMIICHCAIIMI0 YacTH
CIeNyIOUIMX BHUJOB 3arpar (OJHOTO WM HECKONBbKUX), CBS3aHHBIX C
cepruduKanued NpoayKIUHU Ha BHEIIHUX PbIHKAX:

a)3aTparTbl Ha IPOBENEHHUE WCMBITAHWA OOpa3loB MNPOAYKUUAH B
aKKpeIUTOBaHHOW (HOTHU(QUUUPOBAHHON) HCHBITATENHLHON J1lA0OpaTopuM Ha
COOTBETCTBUE 00s3aTeNbHBIM TpeOOBaHUSM U (MJIH) TPeOOBAHHUSM 3aKaA3UUKOB
(B cayuyae HaMM4Ms yKa3aHHBIX TPEOOBAHUN B IOTOBOPE MOCTABKU IMPOAYKIIHH),
NpeabsBASEMBbIM Ha BHEIIHUX PBIHKAax, Ha KOTOpbIE MOCTaBleHA MPOIYKIIHS
1100 TIaHUpyeTCcs ee MOCTABKa,

©) 3aTpaTbl Ha MpOBEJEHUE HHCMEKUMOHHOW MpOBepKu (aynuTa, B TOM
Yyciae pecepTH(QUKANMOHHOrO, AarTeCTallid) [POU3BOJACTBA  NPOIYKIIMH
YIOJHOMOYEHHBIM U (MJIM) aKKpEeIUTOBAaHHBIM (HOTH(QHUIMPOBAHHBIM) OPraHOM
I10 OLICHKE COOTBETCTBHUS HUJIH YIIOJTHOMOYEHHBIM OPraHOM IO PEerruCTpalliu;

B) 3aTpaThl Ha [OJIydeHHE CepTH(HUKATa COOTBETCTBHS, BKIIIOYAs
rocyJapCTBEHHbIE MTOUUTUHBI U COOpPBI, MIEPEBO TEXHUISCKOW TOKYMEHTAIMH Ha
UHOCTPAHHBIN SA3bIK;

I) 3aTpaThl Ha TPaHCHOPTHPOBKY, XpaHEHHE H YTHJIU3ALHUIO 00pa3loB
NpOAYKIMK  JUIsi  TMpPOBEAEHUS  HCIBITAHUN B aKKpeIUTOBaHHOM
(HOTUHIUPOBAHHOM) UCHBITATENILHOM  JTAOOpPaTOpUH HA  COOTBETCTBHUE
oOs3aTeslbHBIM TpeOoBaHMSIM U (UJIH) TpeOOBaHMSIM 3aKa34MKOB (B Cllydae
HaJIM4YUsl YKa3aHHbIX TpeOOBaHMH B [OrOBOpEe TOCTAaBKH MPOAYKIIHH),
NpeIbsBISEMbIM Ha BHEUIHUX PBIHKAX, Ha KOTOpbIE MOCTaBJ€HA MPOAYKIHS
1100 TUIaHUPYEeTCS ee MOCTaBKa.
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24. Cybcunusi mpefocTaBisieTcss OpraHU3alliid Ha KOMIICHCALMIO 4YacTH
CHEAYIOUIMX BHUIOOB 3arpaT (OOHOTO HJIM  HECKOJBKHX), CBS3aHHBIX
c ceprudukanuell JEKapCTBEHHBIX CpPEICTB HA BHEIIHMX  pBIHKaX,
OCYILECTBJISIEMOH YIIOJTHOMOYEHHBIMU OpraHaMy HHOCTPAaHHBIX TOCYAapCTB:

a) 3aTpaThl Ha PETUCTPALUIO JIEKAPCTBEHHOTO CPEACTBA, BKIIOYAS:

3aTrpaThl Ha MpOBEJeHHE aHanu3a oOpas3IOB JEKApCTBEHHOIO CPEICTBa B
COOTBETCTBUU C TPeOOBAHUSAMH CTPAHbBI pErUCTpallHH;

3aTpaTbl Ha IpOBENCHUE HHCIEKIMOHHOW TpoBepkH (IpenayauTa,
ayauTa, B TOM 4HCIe pecepTU(GUKALMOHHOTO, aTTeCTallM|) POU3BOICTBEHHOM
IUIOIAJKM OpraHU3alliil YHNOJHOMOYEHHBIM U (MJIH) aKKpeAUTOBAHHBIM
(HOTUGUIMPOBAaHHBIM)  OpPraHOM 1O  OIEHKE  COOTBETCTBHS MM
YIIOJIHOMOYEHHBIM OpraHOM II0 PEruCTpallid Ha COOTBETCTBHE TPeOOBaHHUSAM
HaJUIeXKaller IPOU3BOACTBEHHOM PAKTHKU CTPaHbl PETUCTPAIUH;

3aTpaTbl Ha INOJIyYeHUE PErUCTPALMOHHOTO YIOCTOBEPEHHUS WM HHOIrO
JOKyMEHTa, IOJATBEPXKAAIOIIEr0 COOTBETCTBUE JIGKAPCTBEHHOrO CpeACTBa
TpeOOBaHUSIM CTpPaHbl PETUCTpALMU, BKJFOYAsi TOCYMApPCTBEHHBIC MOLLIUHBI U
cOOpbI, NEePeBO TEXHUUYECKOH JOKYMEHTAIIMKA Ha HHOCTPAHHBIM S3bIK;

3aTpaThl Ha TPaHCIOPTHPOBKY, XpaHEHHE M YTUIM3alHI0 00pasioB
JeKapCTBEHHOr0 CpeJICTBA [UIsl aHanu3a oOpaslioB JICKAPCTBEHHOTO CpEACTBA
B MUCIIBITaTeNbHON J1abOpaTopuu, aKKpeOIUTOBAaHHOH (HOTU(DULHUPOBAHHOM)
B COOTBETCTBUU C TPEOOBAHUSAMH CTPAHbI PErHCTPAIUHY;

©) 3aTpaThl Ha NpOBeACHHE KIMHUYECKNX HCCIEIOBaHUHN JIEKApCTBEHHOrO
CpeICTBa Ha BHEIIHUX PBIHKAX, BKIIOYAS:

3aTparhl Ha MPOBENICHUE KIMHUYECKHX U JOKIMHUYECKHX HCCIEIOBAHMM
(BKITIOUAS uccrIeIoBaHus 0e30macHOCTH, 3¢ heKTHUBHOCTH "
OMOSPKBUBAIEHTHOCTH  JIEKAPCTBEHHOTO  CPEACTBA),  TOKCHKOJIOIHYECKHX
HCCIIeI0BaHMM, UCcCIeI0BaHui (HapMaKOIOrHUYECKUX CBOUCTB 3(GEKTHBHOCTH U
0e30IacHOCTH JIEKapCTBEHHOI'O CpEACTBA, a TaKXKe MOCTPErHCTPaIHOHHBIX
HCCIEI0BAaHUM TepalneBTUYECKOrO0 MPHMEHEHUs JIEKAPCTBEHHOTO CpeICTBa,
aHanu3a OMOJIOTHYECKUX 00pa31oB CyOBEKTOB UCCIEIOBaHUS, BKIIIOYAT 3aKyIKY
npenapara CpaBHEHHs, IPeNapaToB COMYTCTBYIOIIEH TEpaIlnuH, a TAK)Ke 3aTpaThl
Ha [OJlyueHHe pa3pelleH s Ha MPOBEACHNE KIIMHUIECKOro HCCIIeJOBaHUS;

3aTpatbl Ha  OIJIATy YCIYT  KOHTPAaKTHBIX  HCCJIEAOBATENbCKUX
OpraHu3alyi, U (MJIM) HCCIIeA0BaTEbCKIX HEHTPOB, U (MK ) UCCIIEOBATENEH 1Mo
(apmalLeBTHYECKOH pa3paboTKe JeKapCTBEHHOTO CPEJCTBA U COMPOBOXKICHHUIO
KIHHUYECKHX HCCefoBaHui (Habop M CTpaxoBaHWe MAal[IeHTOB, MOHHTOPHUHT
KIMHUYECKOTO HCCIIENOBaHMs, COCTaBJIEHHE Oa3bl JAHHBIX, CTATHCTHYECKAs
00paboTka pe3yjbTaToB U OQOpMIIEHHE pe3yJbTaToB, pa3padoTKa au3aiHa
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KJIMHUYECKOTO HCCIIEOBAaHUSI U JOKYMEHTOB, HEOOXOAUMBIX JIS MOJXYYEHHS
paspelieHus Ha MpoBeJeHNEe KIMHUYECKOT0 HCCIIEOBaHM );

3aTpatThl Ha TPAHCHOPTUPOBKY HMCCIEyEMOIO JIEKAPCTBEHHOIO CPEJCTBa,
npenapara CpaBHEHUH, penaparos COIYTCTBYIOLIICH Tepanuy,
IIPEAYCMOTPEHHBIX TPOTOKOJIOM KJIMHUYECKOr0 HCCIe0BaHUs, OMOTOrMYECKUX
00pa3noB CyOBEKTOB HCCIEAOBAaHUS Ha TEPPUTOPUIO CTPaHBIl, B KOTOpOW
IIPOU3BOAUTCS UCCIENOBAHUE, U B KAXABIA UCCIENOBATENbCKUN LIEHTP, a TaKkKe
Ha UX XpaHECHUE U YTUIU3ALIHIO;

B) 3aTpaThl Ha MpOBe/leHUe NpeKBaATH(PUKANUN JEKApCTBEHHOT'0 CPe/IcTBa
BceMupHO# opranusanueil 31paBooxXpaHeHus, BKIKOYasi:

3aTpaThl Ha OIUIATy IOCPEACTBOM B3HOCOB (cOOopoB) yciayr BcemmpHoit
OpraHu3aldd 3JpAaBOOXPAHEHHS WM MHBIX OpraHU3alMi, omnpeaeaeHHbIX
BcemupHoil opranusanuei 31paBOOXpaHEHHUs, IO OLEHKE JIeKapCTBEHHBIX
CPENCTB, UHCIIEKTUPOBAHUIO IIPOU3BOJCTBEHHBIX IUIOUIA0K, HEMOCPEICTBEHHO
CBSI3aHHBIX C NpeKBaluUKaIeil 1eKapCTBEHHbBIX CPEICTB;

3aTpaTbl Ha (GOpMHUpOBaHHE IOChEe Ha JIEKapCTBEHHOE CpPEJICTBO s
nojayud  3aiBKM  BO  BceMHpHYIlO — OpraHu3aiuio  3ApaBOOXpaHEHUs
B COOTBETCTBHH C IPOLEAYPOH MpeKkBadpUKaIIMKU JIeKapCTBEHHOTO CPEe/ICTBA.

25. B uensax nony4yeHus cyOcHUAMM OpraHu3anus, ¢ KOTOPO# 3aKIIOYeHO
COrfjlallleHue O IMpeNOoCTaBlIiEHUU cyOcuauu, He mnosgHee | mapra, u (Miin)
31 mas, u (um) 31 aBrycra, u (uau) 20 HOsIOps Tekyluero (GMHAHCOBOTO roja
¢bopMUpyeT B CUCTEMe 3asiBJIEHHE O MPEIOCTABJICHUU CYOCHIIHH, MOAMHCAHHOE
C HCIOJIb30BAaHUEM YCHJIEHHOH KBAIM(DHUIUMPOBAHHON 3JIEKTPOHHOH MOAMUCH
PYKOBOAUTENS OpraHu3aLuu WU YIOJIHOMOYEHHOT0 UM auua
(c MOATBEpXKIEHUEM IOJHOMOYHUI yKa3aHHOrO JIMIAa) U BKIJIIOYAIOLIEE pacyer
pa3Mepa 3alpaliuBaeMoil cyOCHIUU B COOTBETCTBUU C MyHKTOM 22 HACTOSILIMX
[IpaBun, a Takxe cliexyommne JOKyMEHThI:

a) pu cepTudUKaALMK MPOAYKLHHA HA BHEITHUX PhIHKAX:

KOMHUS cepTudUKaTa COOTBETCTBUS;

KOIIMM  JOrOBOPOB Ha  BBHINOJHEHHE paboT (OKa3aHWe  YCIyr)
C IPHUIIOKEHUEM IPOTOKOJIOB HUCHBITAHUW, OTYETOB O NPOBEACHHOM ayIuTe,
3aK/JIOUYCHHBIX  OpraHu3anue Hanpsimyto  (ecnu WHOU HOPSJI0K
HE  IOPEAyCMOTPEH  3aKOHOINATEJIbCTBOM  MHOCTPAHHOTO  TOCYyJapcTBa)
C aKKpEeIWTOBaHHOH (HOTHM(QHUMPOBAHHOW) HCIBITATENBLHOW JlabopaTopuel u
(unu) cepTudUUUpYIOLIEH (PErUCTPUPYIOIIEH ) OpraHu3alkei;

KONMH JIOTOBOPOB Ha BBIMOJHEHHE paboT (OKazaHWE  YCIyr),
NOATBEPXKAAOIIMX 3aTpaThl Ha TPAHCIOPTUPOBKY, XpaHEHUE H yTHIH3ALHUIO
0o0pa3loB MNpPOAYKUMH [UISl TPOBENEHUS HCIBITAHUH B HCHBITATENLHOM
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nabopaTopur, aKKpeAUTOBaHHOW (HOTHOHUIMPOBAHHOH) B COOTBETCTBHH
c 00s13aTeNnbHBIMU TPEOOBAHUSAMU U (UIH) TpeOOBAaHUSIMHU 3aKa3uHKOB (B clydae
HaMM4Ms YyKa3aHHBIX TpeOOBaHM B JOroBOpe TIOCTaBKH MPOIYKIIHH),
NpeNbABISIEMBIMH Ha BHEIIHUX PbIHKAaxX, Ha KOTOpbIE MOCTaBlieHA MPOIYKI[Us
00 MIaHUPYEeTCs €e MOCTABKa;

KOIIMU MEPBUYHBIX OyXrajaTepcKuX JOKyMEHTOB (aKTOB CIAYU-TIPUEMKH,
TOBapHBbIX HAKIA[IHBIX, IUIATEXHBIX [OPYYEHHUH C OTMETKOH KpeauTHOM
OpraHu3aluy), TMOATBEPXKIAIOUIMX [OHECEHHbIE OpraHM3alMeld 3aTpaThl,
IpefyCMOTpEeHHbIE MYHKTOM 23 HacTosmux I IpaBun;

KOINHUS 3aKJIIOYEHHS] O MOJATBEPXNIACHUW I[IPOM3BOJICTBA IPOAYKIIMM Ha
tepputopun  Poccuiickoii ®enepanuu, AeHCTBYOLIEro Ha Jary MOJavH
3asiBJICHUS O MPEIOCTABICHUN CYOCHINM;

KONUU JOKYMEHTOB, MNOJATBEp)XJAIIIUX TpeOoBaHUs 3aka3zuuka (npu
HaJIUYUH ).

0) nmpu cepTU(HUKALUU JeKapCTBEHHOT'O0 CPEJCTBA HA BHEIIHUX PbIHKAX -
KOIIMH 10rOBOPOB Ha BBIIOJIHEHUE paboT (OKa3aHUE YCIIyr) H IOTOBOPOB KYILIH-
npoAaxu (MpyU HaIMYMK), KOMHUU HEPBHUHBIX OYXTalITEPCKUX JOKYMEHTOB
(aKTOB CHAYU-TIPUEMKH, TOBAapHBIX HAKIAIHBIX, MJIATEKHBIX BEJOMOCTEN,
JOKYMEHTOB, IOATBEPKIAIOIIUX YUCIEHHOCTb OCHOBHOTO U MPHBJICYEHHOTO
HepCOHaa, IUIATEXHBIX MOPYYEHUH C OTMETKOHW KpEeIUTHOW OpraHu3alluu),
[NOJATBEPXKIAIOIINX IIOHECEHHbIe OpraHu3alldeil 3aTparbl, MpeayCMOTPEHHbBIE
nyHKToM 24 Hactosiuux [IpaBui.

26. JlIokyMeHTBl, @pHJaraeMbie K 3asBJIEHHI0O O MPEIOCTaBICHUU
cyocuuu, npeacTaBistoTes B LIGHTp Ha pycckoM s3bIKe HJIM Ha HHOCTPAHHOM
A3BIKE C NEPEBOAOM Ha PYCCKHM SI3bIK, a TaKXkKe MOAMUCHIBAIOTCS (3aBEPSIOTCS)
C HUCIOJIb30BAHHEM YCHUJIEHHOW KBaTH(GULUHUPOBAHHOW JJIEKTPOHHOU MOAMKMCH
PYKOBOJIUTENISI  OpraHu3aiuu WIH  YIOJHOMOYEHHOTO UM JMIa
(c moATBepX ACHUEM ITOJTHOMOYHH YKa3aHHOTO JIULIA).

277. Peructpauus 3as1BJICHUM 0 [pEIOCTaBIECHUN cybcunuu,
IIPeIyCMOTPEHHBIX  ITYHKTOM 25  Hacrosamux [lpaBun, ocyulecTBasercs
B aBTOMATUYECKOM DPEXHMME B CHCTEME II0C/I€ UX TMOJANMCaHUS B MOPSJIKe
MOCTYIUICHUS. 3aperucCTpUpPOBAaHHbIE 3asABICHHUS O MPEXOCTABIEHUH CYOCHIUH
B aBTOMAaTUYECKOM PEXUME IOCTYIAIOT IOCPEACTBOM CUCTEMBI B LIeHTp.

28. LlerTp B pamKax paccCMOTpeHHUs 3asiBJIeHHIl O mpeloCTaBICHHH
cyocuauu:

a) MIpoBepsAeT IMOJHOTY M JOCTOBEPHOCTb CBENEHHUH, COIEpKaIIHXCs
B IIPEJCTaBJICHHBIX OPraHU3alMed TOKyMEHTaX, UX COOTBETCTBUE TPEOOBAHUSIM,
yKa3aHHBIM B IyHKTax 25 - 26 Hactosmux IIpaBui, a Takxe ycIoBHSM
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COIJIAlIEHUsl O MpPENOCTaBIECHUM CYOCHIMH, pacueT pa3Mmepa CyOCHIWH, B TOM
YKClle B COOTBETCTBUY C MOATBEPKAAIOLIUMHU JOKYMEHTaMHU, [IPEACTABICHHBIMU
opraHusauueit (eciu opraHu3aluedl OOMyHIeHbl OLIMOKKM B pacueTe pasMepa
cybcuauu, pacyer  pasMepa cyOcumum  ocymectBisiercs  LieHTpowm
B COOTBETCTBUM € IMyHKTOM 22 Hactosux [Ipasun), u He no3gnee 10-ro ducina
MOCTEeIHEr0 Mecsla KBapTajna (HO He Mo3[qHee S5 [eKaOps) IMOATOTaBIMBAaET
3aKJIIOYEHHE O MPeAOoCTaBIeHU cyOcuaun aubo 00 oTka3e B NMpeAOCTaBICHUU
cybcunuu o popme, NpeayCMOTPEHHON areHTCKUM JIOrOBOPOM;

0) mpencraBiseT MIOCPEICTBOM CUCTEMBI B MunuctepcTBO
IPOMBIIINIEHHOCTH U ToproBiu  Poccuiickoit  ®enepammu  3akiroueHus
0 mpeaocTaBieHHH (00 OTKa3ze B NMPENOCTaBACHUM) CYOCHAMH, MOAITHCAHHBIE
B CHCTEME C HCIOJIb30BAaHUEM YCUJICHHOW KBaJM(DHUIIMPOBAHHOW 3JIEKTPOHHOMN
HOJIUCH PYKOBOJUTEINS OpraHU3allii UM YIIOJHOMOYEHHOTO UM JIUIIA,

B) B TE€YEHHE OJHOI0 paboyero AHs cO AHS MOJNy4YeHHs] OT MUHUCTEpCTBA
NPOMBILLJIEHHOCTH M ToproBiu Poccuiickoit ®enmepanuud  yBeqoOMIIEHUs
00 OTKaze B MPEJOCTAaBIECHUU CYOCHJAMH BO3BpaliaeT OpraHU3alun
HOCPEICTBOM CHCTEMbl (B JIMYHOM KaOuHeTe TIoJib3oBaTenss M (MJId)
IOCPEACTBOM 3JIEKTPOHHOI IMOYTHI) 3asBICHHE O MPEIOCTaBICHUU CYyOCHIUU
C YBEJOMJIEHHEM, B KOTOPOM YKa3bIBaIOTCSI OCHOBAHMUSI 1JIsI TAKOI'O OTKa3a,

) B TEYEHHE OAHOro pabouero AHS CO IHS MOJydYeHUs oT MUHHCTEpCTBA
IPOMBILIUIEHHOCTH U ToproBin  Poccuiickoit  ®Denepaunu  pelieHus
0 MpenoCTaBieHUU CyOCHIUU yBEAOMISET MOCPEACTBOM CHCTEMbI (B JUYHOM
KaOuHeTe T1oJb30BaTens MW (WMJIM) TOCPEACTBOM  3JCKTPOHHOH  IOYTHI)
OpraHu3aiuio 00 3TOM pelLIeHHH;

1) B TeUEHUE OJHOro paboyero AHS CO THS Mojdy4deHHst oT MUHUCTEpPCTBA
IPOMBIILIEHHOCTH M Toprosiu Poccuiickoit ®enepauuu uHOOpMALHH,

"n_n

yKazaHHOM B noamnyHkre "B" myHkta 29 Hacrosiumx [lpaBui, Hampasiser
OpraHu3alusaM, BKIIOYEHHBIM B JIUCT OXHUAAHUS, YBEJOMIIEHHE O BO3MOXHOCTHU
3aKJIIOYEHHS COTJIALEHUS O MPEJOCTaBIEHUH CyOCHINH MOCPEACTBOM CHCTEMBI
(B MMuHOM KaOHHeTe MoJIb30BaTeNs U (MK ) IOCPECTBOM JJIEKTPOHHO# MOYTHI).

29. MuHUCTEPCTBO  NPOMBIIUIEHHOCTH M ToproBimu  Poccuiickoii
Qenepauuu B Cpoxk He nosgHee 20-ro yucina mociieqHEro Mecsiya KBaprasa
(1o He no3xaHee 10 nexadps):

a) obecrieyuBaeT pacCMOTpPEHHE 3aKIOYEHHH O T[pelOoCTaBIeHHH
(06 oTKaze B NpPENOCTaBIEHUU) CYOCHIUHU, MOArOTOBIEHHBIX LleHTpoM,
3anpalBacT JOKYMEHTHI, IpEACTaBICHHbIE OPraHU3allUsIMU B COOTBETCTBHH C
nyHktoM 25 Hacrosimux [IpaBun (npy HeoOXOAUMOCTH), M MO pe3yJbTaTraM
PacCMOTpEHHUS IPUHUMAET pellleHue:
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O MPeJI0CTABJICHUH CYyOCH INUH;

00 OTKaze B MpPeNOCTaBIC€HUH CyOCUIUM B COOTBETCTBUU C MyHKTOM 30
Hactosiux [IpaBui;

0) HampaBnsieT mocpenctBoM cuctemMsl B llentp unbopmanuio
O pelLICHHUSX, MPUHATBIX B COOTBETCTBHM C MOAMyHKTOM "a" HacTosIiero
YyHKTA;

B) IpY HalW4YUU JIUIMUTOB OOJUKETHBIX 00S3aTeNbCTB HAMpPaBIsSET
B lleHTp yBenomineHue o HeobxomumocTH HUHPopMupoBaHus LleHTpom
B 2-IHEBHBI CpPOK OpraHu3aluii, BKIIOYEHHBIX B JIUCT OXHUJIAHMS,
0 BO3MOXHOCTH 3aKJIFOUECHHS COTTIALIEHUS O MPeJOCTaBIEHUN CYOCUINH.

30. OcHOBaHUAMH IJ1s1 OTKa3a OpraHu3allii B MPeJ0CTaBIeHUHN CyOcuauu
SIBJISIFOTCSL:

a) HECOOTBETCTBHE  OpraHu3alid  TPeOOBAHHUSM,  YCTAaHOBJICHHBIM
nyHkTtoM 10 HacTositux [1paBui;

0) HenpencTaBieHue  (MpeAcTaBlieHHE HE B TOJHOM  o0beMme)
OpraHu3alueil JIOKYMEHTOB, NpPEIyCMOTPEHHbIX IyHKTOM 25 HaCTOSIIUX
IIpaBuu;

B) HECOOTBETCTBHE  JIOKYMEHTOB, IIPEACTABJICHHBIX  OpraHu3aluen
B COOTBETCTBUM C MyHKTOM 25 Hactosiuux [IpaBun, TtpebGoBaHMsIM,
OpelyCMOTPEHHBIM COTJIALIEHUEM O NPEeJIOCTaBICHUH CYOCUIUU U HACTOSIIMMH
[IpaBunamu;

r) yCTaHOBJIEHHE (hakTa HaNu4usi B MPEICTABICHHBIX OpraHu3aluei
JOKyYMEHTax, IpelyCMOTPEHHBIX IYHKTOM 25 Hacrosawmux [lpasumn,
HEeI0CTOBEPHOI UHpOpMaLIKK;

1) TIPEBBILIEHUE 3allpallliBaeMoOro pasMepa CyOCHIIMM U pa3Mepa paHee
NOJyUYeHHBbIX Ccybcunui (HaKOIJIEHHBIM MTOrOM) TMIPEAeNIbHOrO pasMepa
CyOCHIMH, YCTAaHOBJIEHHOTO B COTJIAIIEHUH O MPEAOCTaBIEHUU CyOCH N,

€) OTCYTCTBHE Y OPraHHU3aLlUH COIJIALICHUS O MPEJOCTABIEHUU CYyOCHINH,
3aKJIFOYEHHOr0 B COOTBETCTBUHU C HacTosAmuMH [paBuinamu.

31. llepeuucnenue cybcuauu OCYLUECTBIISIETCS He no3JHee
10-ro pabodero nHs mociie MpUHATHUS MUHHUCTEPCTBOM NPOMBIIIJICHHOCTH H
toproeiau Poccuiickoit @enepanuu peuieHUss O NpeNOCTaBIEHUU CyOCUIMM Ha
pacyeTHbIA CYET OpraHU3alMH, OTKPBITHIN B yupexaeHuu LleHTpansHoro 6aHka
Poccuiickoli ®Penepauryi UM KpeOUTHON OpraHu3alyi, HO He dHallle OJHOI0
pas3a B KBapTal.

32. 3akno4eHre ~ JOrOBOpOB, OOMEH  IOPUAWYECKH  3HAYMMBIMH
COOOILIEHUSAMH, YBEIOMIICHUSIMHU, JOKYMEHTaMH, 32 UCKITIOYEHHEM 3aKIFOYEHUSA
COMJIAIIEHUS O IMPENOCTaBJIeHUMH CYOCHUAMM W areHTCKOro JOroBopa,
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OCYILECTBIISIIOTCS IyTeM OOMEHa 3JIEKTPOHHBIMA AOKYMEHTaMH MOCPEICTBOM
cuUCTeMbl ¢ obecreyeHrueM BO3MOXXHOCTH (OPMHPOBAHHUS apXuBa JOKYMEHTOB
B CHCTeME. OJEKTPOHHBIH JOKYMEHT JO/KeH OBITh MpeacTaBlieH
B ¢opme opuruHama, MHOANMCAHHOTO C HCHOJB30BAaHHMEM YCHJIEHHOM
KBaJIMUIIMPOBAHHON 3JIEKTPOHHOW MOANHKCH YIIOJXHOMOYEHHOIO JIHIa, 100
B CJIy4ae HEBO3MOXXHOCTH MPEACTABJICHHUSI OpUTrMHaja - B (opMe HaIeKaIuM
oOpa3oM 3aBepeHHOH KomuM, oOJanaromeld IOPHIAMYECKOH CUIOW Ha
tepputopun Poccuiickonn ®denepanuu. Ilpu 3TOM 3amperaercsi UCMOIL30BAThH
NPOCTYIO 3JIEKTPOHHYIO MONMUCH WM HEKBATU(HUIMPOBAHHYIO 3JIEKTPOHHYIO
NONMUCh, a Takxe TpeOdoBaTh TMpPEACTAaBJIICHUS Ha OyMaKHOM HOCHTEJNE
JOKyMEHTOB H (WJIH) CBENEHUH, KOTOpble HAXOMSATCA B pPACMOpSHKEHHUH
¢denepabHbIX OPraHOB UCIOJIHUTENBHON BJIACTH U MHBIX OPraHU3alUi U MOTYT
ObITb  MOJY4YEHbl  MOCPEACTBOM  MCIOJNB30BAHUS  €IUHOH  CHUCTEMBI
MEXBEJOMCTBEHHOI'O 3JIEKTPOHHOI'O B3aUMOIECUCTBHS.

33. Opranu3anus, ¢ KOTOPOX 3aKJIIOYEHO COrJallieHHe O TIPeIOCTaBIeHUH
cyOcunuu, npencrtaBiser He mno3aHee 15 deBpans roma, ciemymroliero 3a
OTYEeTHBIM, B LIEHTp mNOCPEeaCTBOM CHCTEMBI OTYETHblE MaTepHAaIbI,
BKJIFOYAlOLIKE B cedsi:

a) OTYET O AOCTHIKEHUU 3HAYEHUH pe3ylibTara MpedoCTaBIeHUs CyOCHIHH
U moKaszaTenel, HeOOXOOUMBIX TSl JOCTHDXKCHHS pe3yJsibTara IpeAoCTaBIeHHUS
cyOCHUIUY, YCTAaHOBJIEHHBIX B COrJIALIEHUM O MpeJIOCTaBICHWUH CYyOCHIUH, IO
dopme, omnpeneneHHONR TUIOBOW QOpPMOI coriamieHds, YCTAaHOBJIEHHOM
MusnucrepctBoM ¢uHaHcoB Poccuiickoit denepauuu, ¢ MPUIOKEHHEM KOIIMH
MOJyYE€HHbIX OpraHu3auuedl cepTU(HUKATOB COOTBETCTBUS WU JOKYMEHTOB,
NOATBEPXAAIOIIMX yCMelHoe 3aBeplieHne (a3l KIMHUYECKHX HCCIIeI0BaHuUi,
3aBepIIEHHE PErUCTpalUd JIEKAPCTBEHHOIO CpEACTBA Ha BHELIHUX pPbIHKAaX, U
(unMM) TMOATBEPXKJAIOMIMX  YCIELUIHOE [MPOXOXAECHHE MpeKBaluUKaIUN
JIEKapCTBEHHOTO cpencTBa BceMupHO# opranusanuen 341paBoOXpaHeHus;

0) oTyeT 0 peanu3alMM IUIaHA-rpadUKa MOCTABOK Ha BHEIIHHE PBHIHKH
NpPOXYKHHUU (JIEKAPCTBEHHBIX CPEACTB) C yKa3aHHUEM CTPaH-UMIOPTEPOB H
00BEMOB MOCTABOK MPOMYKLUUHU (JI€KapCTBEHHBIX CPEACTB) 3a OTYETHBIA IOJ
no ¢opMe, YCTAaHOBJIEHHOW B COIJIALICHHMH O MPEJOCTABIEHUH CyOCHINH,
C IIPUIIOKEHHEM

KONUH JOrOBOPOB Ha IMOCTaBKy HNPOLYKIHMH (JIEKapCTBEHHOrO CpeJCTBa)
Ha BHEUIHUE PBIHKY;

KON TAMOXXEHHBIX JAeKiIapauuid (cTaTUCTHYeCKUX ¢OpM ydera
[IEpEMEILEHUS] TOBApPOB UJIM 3asBJIEHUI O BBO3€ TOBApOB U YIUIATE KOCBEHHBIX
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HaJIOT0B), MOATBEPXKAAIOLINX [TOCTABKY NMPOIYKIHH (JE€KApCTBEHHOTO CPe/ICTBA)
M0 YKa3aHHBIM JOTOBOpaM;

CBEIEHUH O mwiepax, Tpeiaepax, NUCTPUOBIOTOpAx, areHTax M HHBIX
MOCTaBUIMKAX, OCYIIECTBISIIOIMX HOCTaBKU MNPOAYKUUH (JIeKapCTBEHHOTO
CpEICTBA) Ha BHEIIIHWE PHIHKH (IIPU HAIMYHUH ).

34. OtueTHple MaTepuaibl, yKa3aHHblE B MyHKTe 33 Hacrosmux [IpaBu,
MOAMUCHIBAIOTCS B cucTeme C MCNOJIb30BaHUEM YCUJICHHOU
KBATMPHUIUPOBAHHON 3NEKTPOHHON MOMIHCH PYKOBOJIHWTENS OPraHH3alldd HITH
YIOJHOMOUYEHHOI0 UM JHla (C MOATBEPXKISHHEM MOJHOMOYHMHA YKa3aHHOrO
HIA).

35. LlenTp paccMaTpuBaeT OTYETHBIE MAaTEPHUAIIbI, YKa3aHHBIE B YHKTe 33
"HacToswux [IpaBui, B cpok He nmo3aHee 15 pabounx qHel co MHS UX HOJyYEHHS.
[To pesyipraram paccMOTpeHHsl OTYETHBIX MarepuanoB lLleHTp dopmupyer
B OTHOUICHMH K@KIOM OpraHu3allii W HampaeisieT B MHUHHCTEPCTBO
MPOMBIIIJIEHHOCTH U TOproBiu Poccuiickoit Meaepannu mocpencTBOM CHCTEMBI
3aKJIFOYEHHUsS] O HAIMYUH WM OTCYTCTBHUH 3aME€UaHUN K OTUETHBIM MaTepHaliaM.

36. MUHHCTEpCTBO  NPOMBILLIEHHOCTH W TOproBid  Poccuiickoit
Qenepanuy B TeUeHHE 5 paOouuX AHEH paccMaTpuBaeT 3akiroueHus LleHrtpa,
[OATOTOBJIEHHBIE B COOTBETCTBUU € IYHKTOM 35 Hacroswmux IlpaBui,
3afNpalliiBaeT OTYETHbIE MaTepuasbl (Npd HEOOXOAMMOCTH) M MPUHHMAET
pelieHus (C NoCIey UMM YBEJOMICHHEM OpraHu3alliH ):

a) O MpUEMKE OTYETHBIX MaTepPUAJIOB;

0) 0 NpUMEHEHUU B OTHOLUCHHH OPraHU3allMH MepPhl OTBETCTBEHHOCTH
B (popme Bo3Bpara yacTu CyOCHIMHU B (efepalbHbIi OIOJKET B COOTBETCTBUU
¢ nyHkToM 40 Hactoswmux [IpaBu;

B) 0 4YaCTUYHOM MM MOJHOM BO3BpaTe CyOCHOUU B enepanbHbiil
OIOKeT B CIy4asX, yCTaHOBJICHHbIX MyHKTamMu 38 u 41 Hactosimux [IpaBu;

r) 00 OAHOCTOPOHHEM pACTOPXEHHH COMIAUIeHHS O IpeaOCTaBIeHHN
CyOCHIIMU B CllydasiX, yCTaHOBJIEHHBIX ITYHKTOM 38 HacTosux [Tpasui;

1) 0 TPHOCTAaHOBKE IIPENOCTaBICHHUS CYyOCHOHH, MpelyCMOTPEHHOMN
noAmyHkToMm "0" myHkTa 6 Hactosumx [IpaBuii, 10 ycTpaHeHHUs opraHH3anuei
3aMe4YaHUil B yCTaHOBJIEHHBIH MHHHUCTEPCTBOM NPOMBILUIEHHOCTH ¥ TOPTOBJIH
Poccuiickoi ®@enepanuu cpok.

37. MMHHCTEPCTBO  IPOMBILUIEHHOCTH W TOProBiAM  Poccuiickoi
Qenepaud M OpraHbl  TOCYJApCTBEHHOro  ()MHAHCOBOTO  KOHTPOJIA
OCYILLECTBIIAIOT 00s3aTe/IbHbIe TPOBEPKU COOJIONEHHUS OpraHHU3alMeld yCIOBUi
NpeloCTaBleHUsl  cyOCHAMHM,  KOTOpble  YCTAHOBJEHBI  COIVIALIEHHEM
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O MpefoCTaBIeHUHU cybcunuu 1 HacToamuMu [lpaBmnamu, a Takke TOCTHKEHUSA
3Ha4YeHHs pe3ysibTara NpeJoCcTaBiIeHUs CyOCHIuH.

38. CyOcuausi momIeXUT BO3BpaTy B AOX0H (eaepalibHOro Oromkera
B ClIy4ae:

a)ecid IO HMTOraM [IPOBEPOK, MPOBEAECHHBIX MHUHHCTEPCTBOM
IPOMBILIJIEHHOCTH U Toprobiu Poccuiickoii ®Denepanuu U (UaM) opraHamu
roCyJapCTBEHHOI0 (UHAHCOBOI'O KOHTPOJIS, YCTAaHOBJEH (aKT HapyLICHHS
YCIIOBUIM IPENOCTABIICHHS CYOCHANH - B 00bEME BBISIBJICHHBIX HAPYIICHHH;

0) ecnu 10 UCTEYEHHUIO CPOKA JEHUCTBUS COTJIAINEHHUS O MPEAOCTaBICHUH
cyOcuIMU OpraHu3alyell He MOMy4YeH JOKYMEHT, MOATBEPKIAIOIMH YCIeHoe
NPOXOXAEHUE TpeKBAIUQHKALMU JIEKApCTBEHHOro cpenctBa Bcemuphoit
opraHu3anuen 30paBOOXpaHEHUS 170141 3aBeplleHHe peructpanuu
JEKapCTBEHHOIO CpeACTBa Ha BHEIIHUX pBIHKAX, HIM 3 JOKYMEHTa,
MNOATBEPXKIAIOIIKE YCIIEHIHOE 3aBepllieHue (pa3pl KIMHUYECKUX HCCIEeIOBaHUiA,
HEOOXOIUMBIX AJISl perUCTpaLUy JIEKAPCTBEHHBIX CPEACTB Ha BHEITHHX PBIHKaX
(mpu cepTudUKaLUK JIEKAPCTBEHHOTO CpPEJACTBA HAa BHEIIHHUX pbIHKAx), -
B pa3Mepe cyOcuauu, HpakTUUeCKH NMPeA0CTABICHHOW OpraHUu3alkH;

B) ecii (pakTHUECKUil 0OBEM IOCTABKH HAa BHEUIHWE PHIHKH MPOLYKIIMU
(JlekapCTBEHHOI'O CpEJICTBA) COCTaBIIsIeT MeHee 75 MPOIEHTOB yCTAHOBJIECHHOIO
B COIIAILIEHUH O MPENOCTABJICHUU CyOCHIMU 3HA4YeHUs (HAKOIUIEHHBIM HTOTOM
3a [epUoJl, yKa3aHHbIH B IUlaHe-rpaduKe MOCTAaBOK), - B pa3Mepe CYOCHAWH,
(baKkTHUYECKH NIPEAOCTABICHHONW OpraHU3allUu.

39. CyOcuaus MOMIeXHUT BO3BpaTy B J0X0J (eaepaabHOro OrmKeTa Ha
OCHOBaHUHU:

a) TpeOoBaHust ~ MuHHCTEPCTBA  NPOMBILUIEHHOCTH W TOPIOBJIM
Poccuiickoit ®enepanuu, HamnpaBleHHOTO [OCPEACTBOM CHCTEMBI MU
3aKa3HbIM IIOYTOBBIM OTIpPABIEHHEM C YBEIOMIICHUEM O BpYy4YEHHH, -
He mo3gHee 15 pabounx JHEH cO JHSA TMOJyYEHUS COOTBETCTBYIOIIETO
TpeOOBaHUs OpraHu3aluei;

0) npenctaBieHuss W (UJIM) TpEANUACAHHUS OpraHa TIoOCYdapCTBEHHOrO
(MHAHCOBOTO KOHTPOJNS - B CPOK, YCTAaHOBJICHHBIH B COOTBETCTBHHU
¢ OI0/KETHBIM 3aKOHOaTeNbCTBOM Poccuiickoit @enepanuu.

40. OnHOBpEMEHHO € BO3BpaTOM CYOCHOUH B H0XOJ GeaepanbHoro
Oro/pKeTa OpraHu3alsi yIulauMBaeT wTpad B pa3Mepe OTHOU TPEXCOTOM
KJIIOUEBOil CTaBKU peprHAHCHPOBAHHUSA, YCTaHOBJIEHHOM [leHTpanbHBIM OaHKOM
Poccuiickoii ®enepanuu, nAeHCTBYIOIIEH B COOTBETCTBYIOLIHE MEPUOIDI,
3a KaXIbIl J€Hb HCIIOJIb30BaHUS CyOCHIIUHU, C AaThl €€ TMOJYy4YeHHS 10 JaThi
nepevyrciieHus B 10Xo (eaeparbHOro OromKeTa.
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41. B cnydae ecnu QakTuuyeckuif oObeM IOCTaBKH HA BHELIHHUE DPHIHKH
NPOAYKLUMHU (JIEKAPCTBEHHOTO CPeACTBA) (HAKOIUIEHHBIM HTOTOM 3a IMEPHOJ,
yKa3aHHbIA B IUlaHe-rpa¢uKe MOCTAaBOK) COCTAaBJISIET HE MeHee 75 W MeHee
100 npoLeHTOB yCTaHOBIEHHOI'O B COTJIAIIEHWH O MPEAOCTABJIEHUH CyOCHIANH
3Ha4YeHUsd, K OpraHM3alliM I[PUMEHSIeTCS Mepa OTBETCTBEHHOCTH B (opMe
Bo3BpaTa B (elepanbHblil OMOMKET Yactu cyOcuauu, pasmep (A) KOTOpoi
onpexaensiercs no Gpopmyie:

2

A=Lx ——ﬂ
D

rae:

L - pasmep cybcuaun, hbakTHIECKH NPeA0CTaBIeHHON OpraHu3alliy;

d; - dbakTUYecKH NOCTUTHYTOE 3HaueHHe 00beMa MOCTABKH HA BHELIHHE
PBIHKHA HNPOAYKLHH (JIEKapCTBEHHOI'O CPEICTBa) HA KOHEI| peajd3al{dd IiaHa-

rpaduka NocTaBOK Ha BHEIIHUE PHIHKH MPOIYKUHH (JIEKAPCTBEHHBIX CPELCTB);
D - ycraHoBiIEHHOE COIJIAallEHHEM O MPEeNOCTABICHUU CYOCHAMU

1
3HaueHHe 00beMa MMOCTAaBKU Ha BHELIHHE PBHIHKH MPOAYKUHUH (JEKAPCTBEHHOIO
CpeACTBa) Ha KOHELl pealM3alty IIaHa-rpaduka NOCTaBOK HA BHEILHUE PHIHKH
NpPOAYKLIMH (JIeKapCTBEHHBIX CPEJCTB).
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YTBEPXXJEHO

nocra”oyenneM IIpaBurenscrTa
Poccuiickoit @enepanuu
ot 30 anpenst 2021 r. No 687

IIOJOXEHHUE

00 ocylIecTBIeHHH AaKUHOHEPHBbIM 001ecTBOM ""Poccniickuii 3kcnopTHbIH
ueHTp" pynkuni arenta IlpaButeancrBa Poccniickoii @eaepanun
IO BONPOCY O NPeAOCTABJCHUH cyOcuanid u3 geaepajbHOro Or0xKeTa
OpPraHu3auHUAM HA KOMIIEHCALMIO YACTH 3aTPaT, CBA3aHHBIX
¢ cepruuKanmeii NPOAYKUHH, B TOM YHc/Ie POIAYKUHH
dhapmaneBTHYECKOH H MEAHIMHCKON NMPOMbIIJICEHHOCTH,
HA BHELIHHUX PbIHKAX

1. Hacrosiiee [lonoxkeHune ycTraHaBiauBaeT MOPSAJOK OCYUIECTBIICHUS
aKioHepHbIM obuiecTBoM "Poccuiickuii s3xkcnopTHbeI# neHTp" (danee - LleHTp)
¢bynkuuii arenra [lpaBurensctBa Poccuiickoit ®emepanuu 1Mo BOMpPOCY
O MpenocTaBleHUH cyOcHIUH K3 (eaepaibHOro OKO/KETa OpraHu3alusIM Ha
KOMIIEHCAlMIO YacTU 3aTpar, CBSI3aHHBIX C cepTHUdUKANMed MPOAYKIHH, B TOM
qucie NpoayKUUH (apMalneBTUYECKOH U MEAMLIMHCKOW MPOMBILIIEHHOCTH, Ha
BHEIIHMX PbIHKAX, B COOTBETCTBHH C 4acThio 26 crarbu 46' DemepanbHoro
3akoHa "OO ocHOBaxX TroCyIapCTBEHHOI'0 peryJUpOBaHUS BHEIIHETOPIroOBOM
nesitenpHocTH W IlpaBunamu npegoctaBieHus: cyOcuauili w3 denepaibLHOro
OroKeTa oOpraHu3alldsM Ha KOMIIGHCAIMKD YacTH 3aTpaT, CBSA3aHHBIX
c cepruduKanmel NpoAyKIHH, B TOM YHUCJIEe MNPOAYKIHH (apMaleBTHYECKON
M MEIULUUHCKOH MPOMBIIIIEHHOCTH, HAa BHEUIHUX DBIHKAX, YTBEPXKJICHHBIMU
[IOCTaHOBJIEHHEM IIpaBuTenbcTBa Poccuiickoi Oepnepauuu
oT 30 anpens 2021 r. Ne 687 "O rocynapcTBeHHOH MOIAEP)KKE OpraHU3aIHH
Ha KOMIIEHCALMI0 YacTH 3aTpaT, CBSI3aHHBIX C cepTUdUKAlMed NPOAYKIIHH, B
TOM YHCJIe NPOAYKUUHU (papMalleBTUUECKOH U MEAUIMHCKOH MPOMBILUIEHHOCTH,
Ha BHEIIHUX pbIHKaXx" (Hamee coOOTBeTCTBEHHO - cyOcuaus, I[IpaBuna
npeaocTaBieHus: cyocuauit).

2. llentp BbmonHsier ¢yHkuuu arenta llpaBurenscTBa Poccuiickoit
@enepald MO BOMNPOCY O TMNPENOCTaBIeHUWU CyOcuauii Ha OCHOBAaHHH
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3aKIIOYEHHOTO Mexay MUHUCTEPCTBOM MPOMBIIUIEHHOCTH ¥  TOPrOBJIH
Poccuiickoit ®enepauur, MUHUCTEPCTBOM 3KOHOMHYECKOTO  Pa3BUTHUS
Poccuiickoit @enepanuu u LIeHTpOM areHTCKOro MOroBOpa O MPeNOCTaBICHHH
cybcuauii (anee - areHTCKHI AOTOBOD).

3. B areHTCKOM TOrOBOpE yKa3bIBAIOTCS B TOM YHCJIE:

a) MOPSIOK MHGOPMALIUOHHOTO oOMeHa MEX Ty [exnTpom
1 MUHUCTEPCTBOM NPOMBIIIIEHHOCTH U ToproBnu Poccuiickoit denmepaunu,
B TOM WYHCJIE€ C HCIOJb30BAaHUEM TOCYJapCTBEHHOW WH(POPMALMOHHOH
CHUCTEME IPOMBILUICHHOCTA B OTKPBITOM JOCTyne B HH(DOpPMAIOHHO-
TeNeKOMMYHUKalMOHHOM ceTu "UHTepHeT" (nanee - cucrema);

0) npaBa u o6s3aHHOCTH LleHTpa, BKIrOUas:

pa3MelIeHle B cucTeMe OOBsBIICHUS O MPOBEeHNN KOHKYpCa HE MOo3/1Hee
yeM 3a 3 KaJeHJapHbIX OHS OO JHS Hadaja NpHeMa 3asdBOK Ha Y4acTHe
B KOHKYpCe (Jajee - 3asiBKH);

HaIpaBJIEHUE HE MO3[HEee 5 KaJleHJapHbIX JHEei co NHSA Hadaja npuema
3aBOK IOCPEICTBOM CHCTEMBl H3BELIEHHH O TIPOBEJICHUU KOHKYypca
OpraHu3alMsM, 3aperucTPUpPOBAaHHBIM B cHucTeMe, B (opMe yBeAOMJICHUS
B JIMYHOM KaOuHeTe moas30oBareiass U (WUJIM) COOOIIEHHS [MOCPEACTBOM
JJIEKTPOHHOM [MOYTHI;

[pPOBEJEHUE MPOBEPKH COOTBETCTBHS OpraHU3alMid W JOKYMEHTOB,
BXOISAIIUX B COCTaB 3asiBOK, TpeboBaHusM [IpaBun mpemocraBieHus cyOcuaui
U oObsABJIEHUS] O MPOBENEHHHM KOHKypca B TedueHue 15 pabouux mHelt co aHs
perucTpainuy B CHCTEME 3asiBOK;

dbopMHupoBaHHE [POTOKOJA PACCMOTPEHHSt 3asBOK, B  KOTOPOM
YKa3blBalOTCSl HAUMEHOBaHUE KOHKYpca M OpraHu3aTtop KOHKypca, MecTo, Jara
U BpeMs [pPOBEIEHHUS PacCMOTpPEHMs 3asiBOK, MH(popMauus 00 ydacTHHKaX
KOHKYpCa, 3asBKH KOTOPBIX ObUIM paccMOTpeHbl, HHQopMalus 00 ydyacTHHKax
KOHKYpCa, 3asiBKH KOTOpBIX OBLIM OTKJIOHEHBI, C YKa3aHHEM MPHYUH HX
OTKJIOHEHHUS, B TOM YHCIIE€ TOJIOXKEHHH OOBSBIEHHS O MPOBEICHUH KOHKYypca,
KOTOPBIM He COOTBETCTBYIOT TaKU€ 3asIBKH;

pasMelleHNE B CUCTEME NPOTOKOJIa PACCMOTPEHHS 3asIBOK, MIOAIIHCAHHOTO
B cHCTeMe pykoBoguTeneMm lleHTpa WM yMOJHOMOYEHHBIM KM JIKLIOM
C UCIIOJIb30BaHUEM YCHJIEHHOW KBATM(QUIMPOBAHHOU AJICKTPOHHOM MOMIHUCH, U
HamnpaBJIeHHE €ro B MHUHHUCTEpCTBO MPOMBIIIUIEHHOCTH U TOProBiH Poccuiickoii
®denepanuu MoCpPeCTBOM CHCTEMBI;

NOATrOTOBKA M HAIpaBJEHHE MNOCPEJICTBOM CHCTEMBI (B JUYHOM KaOMHETE
HOJIb30BaTeNs U (WIM) HOCPEACTBOM BIIEKTPOHHOW MOYTHI) OpraHU3alMIM
yBedOMJIEHUH 00 OTKJIOHEHHHM 3asBOK M OTKa3e B JIONYCKE K YYacTHIO
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B KOHKypc€ B ciyd4asX, OpeNycMOTpeHHbIX IIpaBunamu mnpemocTaBicHus
cybcuauil, ¢ ykazaHueM NPUYUH OTKJIOHEHHUS 3asBOK, MOAMHCAHHBIX B CHCTEME
PYKOBOIMTENEM HIH YHMOITHOMOUYEHHbIM JNUIoM [leHTpa ¢ HCmosb30BaHHEM
YCUJIEHHOH KBaTM(HUIMPOBAaHHON 3JIEKTPOHHOW MOIIKCH B TedeHHe 2 pabouux
JHEHN CO JHS PasMEILEHHUs B CHCTEME NPOTOKOJIa pACCMOTPEHUS 3a5BOK;

[IpOBEACHUE OLICHKU 3asBOK OpPraHM3alUii U MOATrOTOBKAa HA OCHOBAaHUH
IIPOTOKOJIA PACCMOTPEHHUSI 3asiBOK IIPOEKTAa peecTpa Mnojydarenedl cyOcuauu u
IPOEKTa JIUCTa OXKUIAHUSA 110 hopMe, ITPEeyCMOTPEHHOR areHTCKUM JJOTOBOPOM,
M HampaBleHHe HUX B MHUHUCTEPCTBO MNPOMBIUUIEHHOCTH W TOPTOBIH
Poccuiickoit @enepanuu Ha yTBEpXKICHHUE;

AopaboTKa MpOeKTa peecTpa moyydaresnedl CyOCHIOUM W MpOeKTa JIHCTa
OXKUJAHUS B TeueHHe S5 pabouux JHEH W HX IOBTOPHOE HAaIpaBieHHE
B MHUHUCTEPCTBO MPOMBIIIJIEHHOCTH M TOproeiu Poccuiickoit ®enepanvu
Ha yTBEpXACHHE B ciiy4yae HampasjieHUss MUHHCTEPCTBOM MPOMBILIIIEHHOCTH U
toprosiii Poccuiickoit denepanuu 3TuX Z0KYMeHTOB B LleHTp Ha mopaboTky;

HaIlpaBJIEHUE IIOCPEACTBOM CHCTEMBI (B JTUYHOM KaOHHETE IMOJIb30BaTEIs
U (MIM) MOCPEACTBOM OJJIEKTPOHHOM MOYTHI) YBEAOMJICHHH OpraHH3alfsM
O BKJIIOYEHWHM HX B peecTp mnojydareleld CyOCHOUHM M JIUCT OXKHJAHUSA,
yTBEp)KAcHHblE MHUHHCTEPCTBOM MPOMBILLIEHHOCTH U TOProBid Poccuiickoi
Qenepauuu, B TeYEeHHE OJHOro pabouyero MHHA CO JHSA MOJy4YeHHUs
COOTBETCTBYIOUIeH uHPopManuy OT MHUHHCTEPCTBA TMPOMBILUIEHHOCTH U
toprosiu Poccuiickoi ®@enepanuy;

HalpaBJIEHHUE IOCPEACTBOM CHCTEMBI (B JUYHOM KaOWHETE IOJIb30BaTe s
U (WIM) MOCPEACTBOM D3JICKTPOHHOH MOYTHI) YBEAOMJICHHH O pa3MELIEHHH B
rocyJapCTBEHHOH HMHTErpPUPOBAHHON HHGOPMAIMOHHOW CHCTEMe YNpaBJICHHS
o01IecTBeHHBIMU (UHAHCAMU "DIeKTPOHHBINA OHOIKET" MPOEKTOB COrialleHui
O IpEeNOoCTaBlieHMH CyOCHIMH OpraHu3alusiM, BKIIOYEHHBIM B pPeecTp
nomyyvareneil cyocuauu, yTBep)XaeHHbIH MHHHCTEPCTBOM MPOMBILIIEHHOCTH H
toproiu Poccuiickoii ®enepauuu, B TeUeHHE OJHOTO pabodero Hs
CO [HA TOIy4YeHUs COOTBeTCTBywoIed uHbopManumu oT MuHUCTepCTBa
[IPOMBILUIEHHOCTU U TOproBiu Poccuiickoit @enepanuu;

IIPOBEICHUE IIPOBEPKM MOJHOTBI W  JOCTOBEPHOCTH  CBEJICHHI,
COJEep)KalUXCs B 3asBICHUAX O NPENOCTABIEHUU CYOCHAMH, TIPeICTaBIIEHHBIX
OpraHM3alusMU, HX COOTBETCTBUE TpeOoBaHusAM [lpaBun mnpemgocraBieHus
cyOcumui, a TakXKe yCJIOBUSIM COTJIAllIEHUH O MPEeXOCTaBIeHUH CYOCH UM,

[OANOTOBKA 3aK/IIOYEHUH O TpenocTaBlieHHH cyOocuauu (00 oTkase
B INpEAOCTaBIIeHUH) cyOcuauu no ¢opMe, NPEeayCMOTPEHHOM areHTCKHM
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JoroBopoM, A0 10-ro yucna mociegHEro Mecsilia KBapTana, HO HE IIO3JHee
5 nexadps;

npeiCcTaBleHHe MOCPEICTBOM CHCTEMBI B MuHucTepcTBO
NPOMBIIIJIEHHOCTY W ToproBiaM Poccuiickoit ®enepanuut  3aKIIOYeHHH
0 mpenoctaBieHHHu (00 OTKaze B MpPeNOCTaBIEHHHW) CyOCHIWH, MOAMMCAHHBIX
B cuCTeMe pykoBojauTeneM lleHTpa WJIM YHOJHOMOYEHHBIM HM JIHIIOM
C UCTIOJIb30BaHUEM YCHIJIEHHON KBaTU(UIUPOBAHHOH! 3JIEKTPOHHON OAIHUCH;

BO3BpAllEHHE MOCPEICTBOM CHUCTEMBI (B JIMYHOM KaOMHETE I0Jb30BaTeNs
M (WM) TIOCPEICTBOM DJJIEKTPOHHOW MOYTHI) OpraHu3alMsIM 3asBJICHHH
O TNpPEeNOCTaBIeHUH CYOCHUANH C YBEIOMJIEHHEM, B KOTOPOM YKa3bIBAIOTCS
OCHOBaHHsl IJii Takoro oOTKasza, B TEYEHHE OJHOro paboyero IHA CO IHSA
nojyyeHuss oT MUHHCTEpCTBA MPOMBILIICHHOCTA W TOProBiM Poccuiickoii
®enepalinu yBeoMIICHUS 00 OTKa3e B IIPEeIOCTABICHUH CYOCHIUH;

yBEJIOMJIEHUE MOCPEACTBOM CHCTEMBI (B JIMYHOM KaOWHETEe IMOJIb30BATENSA
M (WIM) NOCPEACTBOM 3JEKTPOHHOM [MOUTHI) OpraHu3aldii O peleHusIx
O MpenoCTaBlieHUU CyOCHOUM B TeueHWe OJHOTo paboyero AHS CO JHA
HoJdy4YeHUs: OT MUHHCTEpCTBA MPOMBILIEHHOCTH MU Toproid Poccuiickoit
®denepanniv TaKUX pelCHUH;

HampaBJieHUE OpraHu3alusM, BKIIOUYCHHBIM B JIUCT  OXHAQHMS,
MOCPEICTBOM CHUCTEMBl (B JIMYHOM KaOHHeTe Mojb3oBaTeNss ©  (HIJIH)
MOCPEACTBOM 3JIEKTPOHHOU MOYTHI) YBEIOMJIEHUH O BO3MOXXHOCTH 3aKJIFOUYEHHUS
COIJIALIEHUS O MpPENOCTaBICHUU CyOCHOMU B TEYEHHE OJHOTrO pabodero MH
CO JHS INONy4YeHHS OT MHUHHCTEPCTBA MPOMBIUUIEHHOCTH W TOPTOBJIH
Poccuiickoit ®enepanuu Takoilt HHPopmanuy;

paccMOTpeHHe OTUETHBIX MaTEepPHallOB, PeICTaBIEHHBIX OpPraHU3alHsIMH,
C KOTOpPBIMHU 3aKJIIOYEHBI COIVIAIIEHUS O MpPEeNOCTaBIeHUH CyOCHIUH, B CPOK
He no3aHee 15 pabouux AHEH co JHS MONYUYEHUS OTYETHBIX MaTEPUAJIOB
OT OpraHu3auuii, GopMHpOBaHUE MO pe3yjbTaTaM pACCMOTPEHHS OTYETHBIX
MaTepHaJIOB B OTHOLIEHWH KaXIOW OpraHu3alMyd 3aKIOYeHUH W HX
HampasjieHue B MHHHCTEPCTBO MPOMBIILIEHHOCTH M TOprosiin Poccuiickoii
®enepanuu MOCPEICTBOM CUCTEMBI;

o0s13aTenbeTBO LleHTpa Bectu peectp nosrydareneit cyocuanu,

NOpAJOK  B3aUMOJEHCTBUS € MUHHUCTEPCTBOM  MPOMBINLICHHOCTH
u Ttoprosiau Poccuiickoii @enepanuy mnpu OCylleCTBIeHUH MUHHUCTEPCTBOM
KOHTPOJIsL 3a COONIOJEHHEM OpraHu3alUsIMH YCJIOBHH NpeloCTaBJIeHHS
cyocunuii;
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HOpPSIIOK  B3aMMOJEHCTBHS € MUHHCTEPCTBOM MPOMBIIIJIEHHOCTH H
toprosiu Poccuiickoii @enepaiuu B cilydyae yCTaHOBIEHUS (akTa HapyUICHHSA
OpraHu3alusMH LieJIed, YCIIOBAN U MOpsiAKa NpeaoCcTaBieHus cyOcu iuii;

npeAcTaBieHue B MHHHCTEPCTBO MPOMBILLJIEHHOCTH U TOPrOBIIH
Poccuiickoit ®enepanuy OTYETHOCTH O BBINMOJHEHUU YCJIOBHH areHTCKOro
JIOTOBODA;

0053aTeNbCTBO O COONIOACHUH KOHQPHICHIHAILHOCTH MOJNydaeMoi
UH(QOpPMAIUY B COOTBETCTBUH C 3aKOHOAATeNILCTBOM Poccuiickoit denepanuu;

MHble TpaBa U oOs3aHHocTH lleHTpa, mpemycmotpenHbie [IpaBunamu
MpeNOCTaBIICHUS CyOCHIUN;

B) MpaBa U 00s13aHHOCTH MUHUCTEPCTBA MPOMBIILIEHHOCTH U TOPTOBJIH
Poccuiickoit @enepaunu, BKIro4as:

YCTAaHOBJIEHUE paclpeleNeHus] JUMUTOB OIKETHBIX 00s3aTeNbCTB
[0 IpyHIiaM OTpaciedl MPOMBIIUIEHHOCTH Ha rojl, B KOTOPOM MPOBOIUTCS
KOHKYPC, B cooTBeTCTBUH ¢ [IpaBunamu npenocraBnenus cyocuauii;

paccMOTpEHHE NPOEKTA peecTpa noJlyuaresneil CcyOCuauu u npoeKkTa JucTa
oxuaaHusi B TeyeHue 10 paGouux aHelt co gHs ux monydeHus oT lleHTpa u
HafpaBlieHue UX Ha 10paboTky B LleHTp B ciydae HECOOTBETCTBUS YKa3aHHBIX
JOKYMEHTOB YCTAHOBJIEHHBIM K HUM TPEOOBAHUSIM;

YTBEPXKACHHUE peecTpa MoydaTesiedl cyOCHUIuMu M JIMCTa OXUIAHUS U
HalpaBJIEeHHE HUX IOCPEACTBOM cucCTeMbl B LleHTp B LensxX yBeIOMIIEHHS
OpraHu3aLui;

(bopMHpOBaHHE MPOEKTOB COTJAIIEHHH O MPEeJOCTaBICHHH CyOCHUIHH,
3aKJIFOYAEMBIX C OpraHu3aldsMH, BKJIIOYEHHBIMH B peecTp MoJjy4areliei
cyOcuauu, B rocyJapCTBEHHONH HHTETPHPOBAHHON HH()OPMALIMOHHOW CHCTEME
ynpaBieHus: oOwecTBeHHbIMU (QuHaHcaMu " DNeKTpOHHbIH OrokeT" H
HalpaBJieHue COOTBETCTBYIoIIeH uHopMmanuu B L{eHTp;

pacCMOTpEHHME  3aKIIOYeHMH 0  mpemoctaBieHun (00  oTkase
B INpeAOCTaBieHHU) cyOcuauu, mnoArotoBieHHbix lleHTpom, 3ampoc
JOKYMEHTOB, BXOMAILIMX B COCTaB 3asBICHUH O MNPENOCTaBICHHM CYOCHIUU
(npy HEOOXOAMMOCTH), M MO pe3yJbTaTaM TaKoro pPacCMOTPEHHS MPHHSITHE
pelIeHUi O MpeAOCTaBIEHUH CyOCHINH WM 00 OTKase B INPeAOCTaBICHUH
cyocuauu;

HaIIpaBJIeHUE IOCPEACTBOM CHCTEMBI B LleHTp MHbOpMauuu O NPUHSATHIX
pelIeHHUsIX O NpPEeJOCTaBICHHH CyOCHOMM WM 00 OTKa3e B INPEAOCTaBICHHUH
cybocunuu;

HampaBieHde B lleHTp — yBemomsieHMH 0  HEoOXOOUMOCTH
MHQOpMHpOBaHUs LIeHTpoM B 2-IHEBHBIN CPOK OpraHM3alluii, BKIFOYEHHBIX B
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JIUCT OXXUJAHUSA, O BO3MOXXHOCTH 3aKJIIOYEHHS COTJIAIIEHUSI O NPeAOCTaBICHUN
cyOCcUIMM NpU HAJIMYUM JIUMUTOB OIOKETHBIX OOS3aTeNbCTB, JMOBEICHHBIX
B YCTAHOBJIEHHOM MOpsAIKe 10 MHHUCTEPCTBA MPOMBILIIEHHOCTH W TOPTOBJIU
Poccuiickoii @enepannu Kak nojydaTens CpeAcTB ¢enepalbHOro OomKeTa Ha
1esu, yKkazadHble B [IpaBunax npenocraBnenus cyocuui;

pacCMOTpEHHME MOATOTOBIEHHBIX LIEHTpOM 3akiltoueHHil Ha OT4YETHbIE
MaTepUabl, 3apOC OTYETHBIX MATEPUAIOB (IpH HEOOXOJUMOCTH) U MPHHATHE
pelieHuli, mnpenycMoTpeHHbIx IlpaBunamu  npenocraBieHust cyOcuauit
(c mocnenyroIMM YBEIOMJIIEHUEM OpraHU3aliuH );

yBegomsienne lLleHTpa 00  OTCyTCTBHM  JTUMHUTOB  OIOIDKETHBIX
0053aTeNbCTB, NOBENACHHBIX B YCTaHOBJIEHHOM IHOpsAKe 10 MHHHCTepCcTBa
MPOMBILIIIEHHOCTH M TOproeiau Poccuiickodt @Penepanuu Kak MOJy4aTess
cpencts denepanbHOro O0IKeTa B TEKyIleM (HHAHCOBOM TOIY;

MHblE NpaBa M OO0S3aHHOCTH MHUHHCTEPCTBA MPOMBIIUICHHOCTH H
toproBnd  Poccuiickoii ~ ®epepauuu, mnpeaycMmorpeHHble  [IpaBunamu
peaoCcTaBleHUst CyOCUIU;

r)opaBa U 00sA3aHHOCTH MUHHUCTEPCTBA SKOHOMHYECKOTO pPa3BHTHS
Poccuiickoit ®enepaunu, BKIoYass 003aHHOCTh MO OCYIIECTBJICHHUIO BbIIJIATHI
IleHTpy BO3HarpaxaeHust 3a BbiMonHeHHe (yHkuuid areHTa I[lpaBUTenncTBa
Poccuiickoii ®enepauud B TMOpPSAKE W Ha YCIOBUSX, YCTAaHOBJICHHBIX
B COOTBETCTBHM C MOANYHKTOM "e" HacTosiulero IyHKTa, a TakXe [0
MpPOBEJIEHUIO IPOBEPOK coOMoaeHus L[eHTpoM yClloBUi areHTCKOro JI0roBopa;

n) cornacue LlenTpa Ha mpoBeneHue MUHUCTEPCTBOM MPOMBIILIEHHOCTH
u Ttoprosiu Poccuiickoii ®enepauuu, MHUHHUCTEPCTBOM 3KOHOMHYECKOTO
paseuths  Poccuiickoii ®@epepauM# W OpraHaMd  rOCYAQpCTBEHHOTO
(bUHaHCOBOI0 KOHTPOJISA 00s13aTENbHBIX POBEPOK cobmoaenus LleHTpom nenei,
YCJIOBHH M NOPSAKA, IPENYCMOTPEHHBIX ar€HTCKUM JOTOBOPOM;

€) MOPAJOK W YCIIOBHUA BBIIUIaThl MHHHCTEPCTBOM 3KOHOMHYECKOrO
passutusi Poccuiickoit ®enepanuu LleHTpy BO3HArpaxaeHHsl 3a BbHIIOJHCHUE
¢ynkuuii arenta [IpaButensctBa Poccuiickoit @enepanuu;

) yCIIOBHE O BbINOJHeHUH GyHKUUH areHTa [IpaButenscrBa Poccuiickoit
®enepanuu;

3) YCIIOBHE O 3alpeTe 3aKII0YeHHUsI CyOareHTCKUX JIOTOBOPOB;

M) CPOKH, YCJOBHUS U TOPANOK mpexnctaBineHus LleHTpoMm oT4eTHOCTH
O BBINOJHEHUH YCIIOBUH areHTCKOro JI0roBOpa;

K) OTBETCTBEHHOCTb LleHTpa 3a HeHaasexallee HCIOJHEHHE areHTCKOro
IIOTOBODA;
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1) TpeOoBaHus K (QopMe 3aKIOUEHUS O MpeAoCTaBieHHH (00 OTKase
B IPENOCTaBICHHUU) CYOCHIUH, MOATOTOBIEHHOro LleHTpoMm, IS NpPHHSATHSA
PELIEHHS O 3aKJIOYEHUH COTJIAlIeHUs O MpenocTaBieHuu cybcunuu (06 oTkaze
B 3aKJIFOUEHUH COTJIAIEHUS O MPENOCTaBICHHH CYOCHINH);

M) TpeboBaHus k popMe peecTpa moaydaTeneid CyOCHIuu.

4. MUHUCTEPCTBO  NMPOMBINUIEHHOCTH M TOProBIH  Poccuiickoii
Qenepauyy, MUHUCTEPCTBO  3IKOHOMHUYECKOTO  pas3BuTHs  Poccuiickoit
Qenepauud ¥ OpraHbl  rOCyZapCTBEHHOro  (MHAHCOBOTO  KOHTPOJISA
OCYILIECTBIAIOT 00s3aTeNbHble MPOBEPKH CcoOMOAeHUS LleHTpoM yclnoBHit
areHTCKOro JIOroBopa.
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