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Mocksa

O6 yrBep:kaenun IlpaBua noAroToBKH NpeaioKeHH 0 BHECEHHH H3MEHEHH i
B NpHJIOkKeHHe K mocTanoB/ieHuIo Ilpasurennera Poccuiickoii Menepanun
ot 17 urost 2015 r. Ne 719 «O noaTBep kIAeHHH MPOU3BOACTBA POCCHIHCKOIM
IHPOMBILLUJICHHOH NPOAYKLIHN»

Bo wucnonnenne ab3ama TpeTbero myHKTa 3 nNocTtaHoBieHus IlpaBurenncTBa
Poccuiickoit @enepauuu ot 20 centsiops 2017 r. Ne 1135 «O6 otHeceHuu 1poAyKLHU
K MPOMBIIIIEHHON MPOIYKUHH, He MMeoLIel TpousBeaeHHbIX B Poccniickoi Menepauun
aQHaJIOTOB, W BHECEHWUM  M3MEHEHHWH B  HEKOTOpbie  akThl  [IpaBuTenncTBa
Poccuiickoii Penepanun» M p K K a 3 bl B 4 10:

1. YrBepauts mpunaraemsie [IpaBuia MOArOTOBKM NpeloKeHUH O BHECEHHH
U3MEHEHUH B NPHUIOXKEHHE K MocTaHoBneHuto [IpaBurenscrBa Poccuiickoit Meaeparuu
or 17 wmoons 2015 r. Ne 719 «O mOATBEPKIEHHM TNPOM3BOACTBA POCCHICKOM
IPOMBINUIEHHON MPOJTY KKK . |

2. IlpusHaTh yTpaTUBIIMM CHJIy [OpHKa3 MuHUCTepCTBa MTPOMBILIJIEHHOCTH
1 Toproeiu Poccuiickoit Penepaunn ot 15 rosGpst 2017 r. Ne 3934 «O6 yTRep:KaeHHH
IlpaBui  TMOArOTOBKM HpeNSiOKEHHH © BHECEHWH W3MeHeHMil B MPWIOKEHNE
K nocTtaHoBieHHIo [IpaBurenscta Poccuiickoit ®enepanun ot 17 utons 2015 r. Ne 719

«0  NOATBEPXIEHHH NPOM3BOACTBA MPOMbILIIEHHOM MPOAYKUMH Ha TEePPUTOPUU




Poccuiickoi Deneparm (3aperucTpupoBaH MuHucrepcTBoM IOCTULIMH
Poccniickoit ®eneparmn 22 pespans 2018 1., perncrpaunontbii Ne 501 17).

3. KoHTposb 3a ucronHeHneM HACTOAEro MPHKA3a OCTABJISAIO 3a COOOH.

Munuctp A.A. AnmuxaHoB




VTBEPX/IEHEI

mpukazoM Munnpomropra Poccuu

IIpaBuJja NOATOTOBKH NpPeAJI02KeHHH 0 BHECEHHH H3MEHECHHH
B NpHJI0XKeHne k nocranopjeHuio Ilpasurenscrea Poccniickoi @enepanun
ot 17 nioast 2015 r. Ne 719 «O noaTBepKAeHNA NPON3BOACTBA
POCCHIICKOM NPOMBILIJIEHHOH NPOAYKIHH»

1. TloaroToBka TMpeONOXKEHHWH O BHECEHHMM HW3MCHEHHH B IMPUIOXCHHE
K nocraHoBieHUIO [IpaBurenscrBa Poccuiickoit @epepamuu ot 17 urons 2015 r. Ne 719
«O DNOATBEpXKIACHUM IPOH3BOACTBA POCCHUMCKOH MPOMBINIICHHOH  MPOTYKIMID)
(manee — mpeyIOXKEHHA) OCYIECTBIAETCS CTPYKTYPHBIM IIoJpa3aeneHiueM MunucrepcTsa
IIPOMBIIIIIEHHOCTH U TOproBiu Poccuiickoit denepauuy B COOTBETCTBHM C OTPACICBOU
IPUHAIEKHOCTHIO IPOMBIIIICHHOM NPOIYKIMH, B OTHOIICHHU KOTOPOH IIPEII0KESHUAMHU
IPeAYCMOTPEHO U3MEHEHHE TPeOOBaHUIl K IPOMBINUICHHON MPOAYKIIUH, IPEABIBIAEMbIX
B LIEMAX €€ OTHECEHHMS K POCCHICKOM NPOMBINUICHHON MPOAYKIMH, IMPELyCMOTPEHHBIX
OpUIOXKEHHEM K  nocraHoBiucHuio [IpaButensctBa  Poccmiickoit  deneparmm
or 17 wmoma 2015 1. Ne 719 «O mnoaTBepXISHUU TPOU3BOACTBA POCCHICKOM
TIPOMBINUICHHON MPOAYKIMU» (Jajlee — OTBETCTBEHHOE CTPYKTYPHOE IOApa3/EelcHHE,
TpeOOBaHMA K  MPOMBINIICHHON  IpOXyKUMM), B  HHUOMATHBHOM  MOPSAJAKE
WIH [0 pe3ylbTaTaM pPacCMOTPEHHS MPEATOKEHUH, MOCTYIUBIINX OT IOPHUANYECKUX JIHII
Y MHIMBHUIYaIbHBIX IpeANpHHEMAaTEIIeH (Ianee — 3aABUTEIH).

2. OTBETCTBEHHOE CTPYKTypHO€ MOJpa3fcliCcHHe B HHHUIMATUBHOM MOPSAKE
HOJTOTaBIMBACT IIPEIUI0KCHUA, IIPEyCMATPHBAIOIINE:

a) mepeYeHb IMPOMBINUICHHOH TNPOXYKIUHM, BKIIOYAIOINN  OCYHIECTBIIEMBIC
IIPH IPOU3BOJICTBE TaKOH NPOAYKIHH TEXHOIOTHYECKUE WIH POU3BOJCTBEHHBIE ONEPAITHH
U OalIbHYIO OLICHKY TakMX oOIlepalui, 3a HCKIIOYEHHEM OIlepaliii, MPHU3HABAaEMBIX
B paMkax TpeOOBaHMII K IIPOMBIIUICHHOH NPOXYKIUH OOA3aTENBHBIMH MJIA Leleid

IIPU3HAHUA COOTBETCTBYIOLIEH IIPOLYKITUN POCCHICKON MPOMBINUICHHON MPOYKIHUEH;
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0) B 3aBUCHMOCTH OT BHJa IPOMBIIUICHHOW HNPOAYKIHH CIEIYyIOmue TpeOOBaHUA
K IPOMEBINIUICHHON MMPOAYKITHH:

TpeOOBaHUA K HAIMYUI0O IpaB Ha  KOHCTPYKTOPCKYIO, TEXHHUYECKYIO
4 (WIHM) TEXHOJIOTHMYECKYIO JOKyMEHTalUuio B 00beMe, JOCTATOYHOM I IPOU3BOCTBA,
MOJICPHH3ALMK ¥ Pa3BUTHUS COOTBETCTBYIOMIEH MPOXYKIIUY;

TpeOOBaHUA K HATMYUIO Ha MpaBax COOCTBEHHOCTH WM MHOM 3aKOHHOM OCHOBaHHH
HPOM3BOACTBEHHBIX IUIomafe (pakTHdeckH pacmoOXKECHHBIX Ha  TEPPUTOPHUH
CTpaH — wWieHOB EBpa3suiiCKOr0 3KOHOMHYECKOIO COI03a), a TaKKe TEXHOJIIOTHYECKOTrO
ob6opyoBaHus;

TpeOOBaHUA O MOATBEP)KACHUN HAJIMYUA CHCTEMBI MEHEI)KMEHTA Ka4eCTBa,

TpeOOBaHMUA, OTHOCAIIMECSA K COOIIIONCHHIO pa3peINTEIbHBIX PEXXUMOB (TpeGoBaHMA
K HAJIMYHIO JEHCTBYIOMIEr0 PErMCTPALIMOHHOTO YAOCTOBEPEHHS Ha MEAUIUHCKIE U3(EIUs
C yKa3zaHHEM aJpeca MecTa MpOU3BOJICTBAa Ha TEPPUTOPUH CTpaH — WwieHOB EBpazuiickoro
HKOHOMHMYECKOTO COI03a, TPEOOBaHMA K HAIMYMIO PETUCTPALIMOHHOTO YIXOCTOBEPEHHSA
HAa JICKapCTBEHHBIN MMpenapaT U K HATMYHIO CBEACHUHN O (apManeBTUIECKIX CyOCTaHIMAX
B TOCYJapCTBEHHOM PEECTPE JIEKapCTBEHHBIX CPEACTB, MPEIYCMOTPEHHOM CTaThel 33
®enepanpHOro 3akoHa 0T 12 ampens 2010 r. Ne 61-®3 «O06 ob6pamieHUH J1eKapCTBEHHBIX
CpeAcTB», TpeOOBaHMA K HAIHYUIO Pa3pEIIMTENBHBIX JOKYMEHTOB, OMPEACIIAIOMIUX

JKCIUTYyaTallui0 HNPOMBINIICHHOTO OGLCKTa, Ha KOTOPOM OCYHICCTBILICTCA BBIITYCK

~ IPOXYKIMH, COOTBETCTBYIOIIMI KJIACCY ONaCHOCTH MPOMBIILIECHHOTO 00HEKTa);

TpeOOBaHUA O NMPHUMEHEHHHM POCCUHCKUX AETaled, COCTaBHBIX 9JacTeid, 3arOTOBOK,
CHIPbSl, MaTepHAJIOB U (WIM) KOMIUIEKTYIONIMX H3ACIMA WK COOIMIONEHHH IPOLEHTHOH
JOJIM MHOCTPAHHBIX J€Taleidl, COCTaBHBIX YacTei, 3aroTOBOK, CHIPhS, MAaTECPHUAJIOB
M KOMIUIEKTYIOIIMX W3JEJHii, WCIOJIB30BAaHHBIX B IIPOM3BOACTBE IPOMBIILICHHOM
IPOAYKIMH, C Oa/IbHOM OIIEHKOM BHINIOHEHUS TAKUX TPeOOBaHMIT,

TpeOOBaHHA O NMPHUMEHEHHH PE3YyIbTaTOB HAyYHO-UCCIIEAOBATEIBCKUX H OIBITHO-
KOHCTPYKTOPCKHX paboT mpH MPOHU3BOJACTBE COOTBETCTBYIOLIEH IPOMEINUICHHOM
HPOXYKITHH ¢ 6aITEHOM OIEHKOH BBITOJHEHUS TAKMX TPeOOBaHMIA,

TpeOOBaHMA K HAIUMYHUI0O TIpaB Ha CICHHAIM3HPOBAHHOE KOMIIBIOTEPHOE

IIporpaMMHOC OGCCHC‘ICHI/IC, BCTPOCHHOC HNPOrpaMMHOC OGGCHC‘IGHHC, a TaKXE IIpaB



Ha €ro HCIIOIb30BaHKHe, MOAH(DUKAIMIO, MOACPHH3AIMIO, U3MEHEHHE C OaJUIbHOM OIECHKOM
BBITTOJIHEHHS TAKUX TpeOOBaHMIA.

3. TloarotoBka IpPEIIOKECHUM OTBETCTBEHHBIM CTPYKTYPHBIM IIOApa3sAcIeHHEM
B HHHUITHATHBHOM IOPAAKE BKIIIOYAET B ce0s 4eThIpE JTala:

a) ONpeACICHUE HAaUMCHOBAHHA MPOMBIIUICHHOM IIPOAYKIHMH M €€ KOoJa
B COOTBETCTBHH ¢ OOImEepOCCHICKUM KIacCHGUKATOPOM IIPOAYKIHH 10 BUAAM
sxkoHoMHuueckoii aestensHocTH OK 034-2014 (KIIEC 2008) (nanee — OKIIL 2);

0) ompenencHue coAepKaHMA TpeOOBaHMM K HPOMBINUICHHOM NPOAYKIHH,
IpeIyCMOTPEHHBIX MOAMYHKTOM «0» myHkra 2 Hacroamux IIpaBun, mnoaroroska
000CHOBaHNA HEOOXOUMOCTH NIPEAJIOKECHHI;

B) IOATOTOBKAa  MEpeYHAs  MNPOMBINUICHHOH  MNPOAYKIHH,  BKIIOYAIOMIEro
OCYLIECTBIIIEMBIE IIPH  NPOU3BOACTBE  TAaKOH  NPOAYKIMH  TEXHOJIOIMYCCKHE
MM IPOM3BOACTBEHHBIE ONIEPAallK K GAJUTHHYIO OLICHKY TaKMX OIEpalyii, 3a HCKIIIOYCHHEM
omepamuii, TPH3HABAEMBIX B paMKaX TpeOOBaHMH K IPOMBIIUICHHOH IPOAYKIHH
00fM3aTENBHEIMU I LEJNeH MPH3HAHHA COOTBETCTBYIOIIEH IIPOAYKUHH POCCHHCKOM
IIPOMBINUICHHOM MPOLYKIIHEH;

T') HOATOTOBKA IpoekTa akta [IpaButenscrBa Poccuiickoi denepaluy 0 BHECEHUH
U3MEHEHHII B TpeOOBaHMA K TIIPOMBIIUICHHOH MPOIYKIMH, IIPEXyCMaTpHBAIOIIETO
TPeIIOXKEHHA (aee — IPOEKT aKTa).

4. TIpennoxeHus 3agBUTENCH HApaBILIOTCS B MUHHCTEPCTBO NMPOMEINLICHHOCTH
u toproBmu Poccmiickoit ®Denepamum ¢ ykazaHMEM HAUMEHOBaHHWA IPOMBIIIICHHOM
mponykuuu u ee koma B coorBerctBuM ¢ OKIIJI 2, mepeudeM TpeGoBaHuit
K IIPOMBIIILIEHHOH IPOIYKIIUH, IPEAYCMOTPEHHBIX IOATYHKTOM «0» IIyHKTa 2 HaCTOSIIMX
ITpasun, a Takke ¢ 060CHOBaHHEM HEOOXOIMMOCTH MPEATIOKCHHUH.

IMpennmoxeHnus 3asBUTENed B TedeHUE 2 pabodMX AHEH CO AHA MX MOCTYILUICHHS B
MHUHHCTEPCTBO MPOMBINUIEHHOCTH U TOproBix Poccuiickoit denepauvu perucTpupyroTcs
CTPYKTYpHBIM IOApa3jelieHueM MuHuUCTEpCTBA IPOMBIIUICHHOCTH M TOPIOBJIH
Poccuiickoit ®enmepaiui, Ha KOTOpPOE BO3JIOXKEHH (QYHKIHH MO AOKYMEHTaLMOHHOMY

00eCIeYeHHI0 AeATENPHOCTH MUHHCTEPCTBA IPOMBIIIIEHHOCTH B TOproeimy Poccuiickoi
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®denepany, W HANpaBIAIOTCA AJIA PACCMOTPEHHS B OTBETCTBEHHOE CTPYKTYpPHOE
noApasJeieHue.

5. OTBeTCTBEHHOE CTPYKTYpPHOE TMOApPA3ACICHUE OCYMIECTBILIET PacCMOTPEHHUE
IpeIoOXKEHAH 3asButeneid B TedeHue 30 paboumx mHeH coO OHA HMX IIOCTYILICHMA
B OTBETCTBEHHOE CTPYKTYPHOE IMOApA3JCICHHE U YBEAOMISCT 3asABHTEICH IMHMCHEMOM,
IOANMCEIBAEMbIM PYKOBOAUTENIEM OTBETCTBEHHOTO CTPYKTYPHOIO IOApa3fieleHHs IH00
JMIIOM, €70 3aMEIIAOMKM:

a) 0 pa3paboTKe IIPOEKTa aKTa;

6) 06 oTka3e B pa3paboTKe MpoeKTa aKTa ¢ yKa3aHHEM IIPUYUH OTKa3a.

6. Ilpm pa3paboTke mHpoekTa akTa Ha OCHOBAaHHH IPEAJIOKCHHH 3asBUTENICH
OTBETCTBEHHBIM CTPYKTYPHBIM IIOApa3sfeieHHEM MOXET OBITh IPHHATO pEIICHHE
00 00BeIMHEHNN TaKUX MPEAJIOKEHUHN B paMKax OQHOTO IIPOEKTA aKTa.

7. MHHHCTEPCTBO NPOMBINUIEHHOCTH M ToproBiu Poccuiickot Penepaium
OTKAa3BIBAET 3asBUTEIIM B pa3paboTKe IIPOEKTA aKTa, ECIIH:

a) 000CHOBaHME NPEMIOKEHUN 3asBUTENICH CONEPKUT CBEICHHSA, CTPYKTYypPHBIC
3JIEMEHTHI KOTOPHIX NMPOTHBOPEYAT APYT APYTY, WIK HE COACPKHUT CBEACHUS O HAIMYUHU
He MeHee 3 IPOU3BOAUTENEH, Ybs MPOIYKLH COOTBETCTBYET YKa3aHHBIM B IIPEIUIOKECHUAX
3asBHTENICH TPeOOBaHMAM K IPOMBINIICHHON IIPOAYKIIHY;

6) Mo pe3ynbTaTaM PpacCMOTPEHHSA IPEOJIOKECHHUH 3asABHTEIIEHM  BBIABIICHBI
HEOOCTATKH, OTHOCAIIMECS K COCTaBy TEXHOJOTHYECKAX MM IPOU3BOACTBEHHBIX
OIepainuif, COCTaBy HCIOJB3YEMBIX IIPH HPOHU3BOJCTBE IPOMBIIUICHHOM HPORYKIHU
KOMIUIEKTYIOIIMX W3[IeIHi, YCTPaHEHHE KOTOPBHIX HE MOXET OBITh OCYIIECTBICHO
MUHHCTEPCTBOM IIPOMBINUICHHOCTH M Toproeiu Poccuiickoii @enepaumu B CpOK,
IIPeIyCMOTpPEHHBIN ab3aleM nepBeIM IMyHKTa 5 HacTosmux [Ipasun;

B) MuHMCTEpCTBOM NPOMBINUICHHOCTH M ToproBiu Poccuiickoit ®epepanuu
B MHHUIMATHBHOM TOPAJKE WIM IO MPEANIOKECHUIO PYTUX 3asiBUTeNnell pa3pabaThIBaloTCs
TpeOOBaHMA K AaHAJIOTUIHOH IIPOMBIIIICHHON IIPOAYKIUH.

8. B cmygae orkaza MuHHCTEpCTBa TNPOMBIIUIEHHOCTH Y TOProOBIH
Poccmiickoii ®enepanuu B pa3paboTke IIpOEKTa aKTa 3asBHTEIM BIPAaBE YCTPAaHUTH

3aMCYaHHsd, NPEACTABICHHBIC IIPH TaKOM OTKa3€, H IIOBTOPHO HAIIPpaBHTh IIPCUIOKCHHA



HA  paccMOTpeHME B  MUHHCTEPCTBO  MPOMBIIUIEHHOCTH M TOPIOBIH
Poccmiickoit @epepamyuu (3a MCKIIIOYEHHEM TNPEIVIOKEHUN 3asgBUTENEH, B OTHOIICHUM
KOTOPBIX OBUIO OTKa3aHO B pa3paboTKe MPOeKTa akTa Ha OCHOBAHWH IIOJIIYHKTa «B)» ITyHKTa
7 Hacrosmmx IIpaBmn) B TedeHme 20 pabGoumx OHEH €O OHA OTKa3a 3ajABUTEILIM

B pa3paboTKe MPOEKTa aKTa.



