IMPABUTEJILCTBO POCCUHUCKON ®EJIEPAIINMN

ITOCTAHOBJIEHUE
oT 14 Hosa0ps 2026 7. Ne 1518

MOCKBA

O BHeceHUHU M3MeHeHH B mocTaHoBJieHue IlpaBurenscrBa
Poccuiickoii ®enepaunu ot 17 uroust 2015 r. Ne 719

IIpaButenscTBO Poccuiickon @enepaimi n1 0 CTAHOBJA A€ T :

l. YTBepauts npuiiaraemele WU3MEHEHUs, KOTOpble BHOcATCS B IIpaBuia
(bopMHUpPOBaHUS U BEIICHUS PEECTPa POCCHICKON MPOMBINIICHHON MPOIYKITUH,
COCTaB CBEJCHUM, BKIIOUAEMBIX B PEECTP, MOPSAIOK BKIIOUCHUS TAKUX CBEJICHUIT
B pEECTp M HCKIIOUEHUS UX U3 PEECTpa, B TOM YHCIEC pPa3MEIICHUS TaKUX
CBEJICHUN B TOCYJapCTBEHHOW MH(POPMAIMOHHON CUCTEME MPOMBIILICHHOCTH,
U TIOPSJOK MPEAOCTaBICHUS CBEJCHUN, BKIIOUCHHBIX B PEECTP, YTBEPKICHHBIC
noctanoBiienneM lIpaBurensctBa Poccuiickoit ®enepanuu ot 17 uronst 2015 r.
No 719 "O monatBepkKI€HUU TPOU3BOJCTBA POCCUUCKON MPOMBIIIJIEHHON
npoaykiuu"  (CoOpanme  3akoHojarenbctBa  Poccuiickoit  depeparuu,
2015, Ne 30, ct.4597; 2017, Ned0, cr.5843; 2024, No28, crt.4023;
2025, No 25, ct. 3415; Ne 37, ct. 5424; 2026, Ne 16, ct. 2063).

2. Hacrosimee mnoctaHoBieHWe BcTynmaeT B cuwiy ¢ 1 wmas 2027r.,
32 HUCKIIOYEHHWEM TyHKTa | HW3MEHEHUW, YTBEP)KJICHHBIX  HACTOSIIUM
MMOCTAaHOBJIICHUEM, KOTOPBIM BCTYMaeT B CWIYy €O JHI OQHUIIAATHEHOTO
OonyOJMKOBAHUS HACTOSIIIETO MTOCTAHOBIICHHUS.

AOKYMEHT MOAMWUCAH
OAEKTPOHHOW NOAMUCHIO
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YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
oT 14 Hos6ps1 2026 1. Neo 1518

N3MEHEHMUA,

KoTopbie BHOcATCH B [IpaBuiia gopmupoBanus u BeaeHust
peecTpa pOCCUIICKOM MPOMBILICHHON MPOAYKIMH, COCTAB CBEACHMI,
BKJIIOYAaeMbIX B peecTp, NOPSA0K BKJIIOYEHUSI TAKUX CBeIeHUI B peecTp
U MCKJIIOYEHHUS UX U3 peecTpa, B TOM YHCJIe pa3MellleHUsl TAKUX CBeJleHuil
B IrOCyIapCTBEHHON HHGOPMALUOHHOU CHUCTEMe MPOMbIIIJICHHOCTH,

U MOPSIAOK MPEJ0CTABICHUS CBe/IeHUi, BKJIIOYEHHbIX B peecTp

1. IToanynkTel "H" - "0" myHKTa 6 U3710KUTH B CIEAYIOLIECH peAaKIUU:

"H) U1 IPOrpaMMHO-aNmapaTHbIX KOMIUIEKCOB, B OTHOIICHUH KOTOPBIX
3asBUTENIb MPETEHyeT Ha TMPUCBOCHUE B PEECTPOBOM 3alMCHU IIpU3HAKA
JIOBEPEHHOTO MPOTrPaMMHO-AIIApaTHOIO0 KOMILIEKCA:

MepeUeHb MIPOrPAMMHOTO obecrieueHus, HCII0JIb3YEMOTO
B IIPOMBINLICHHOW MPOAYKIMU, C yKa3aHHUEM IpaBooOIagaTesl MO KaKIOMY
IPOrpaMMHOMY OOECIIEUEHUIO;

KOMMMHM  JIMIEH3WOHHOTO WM  HMHOTO  corjamieHus  (gorosopa)
0 TPEAOCTABJICHUM TMpaBa MCMHOJb30BaHUS, MOAUGDUKALINKM, MOJACPHHU3AINH,
U3MEHEHUsI TPOrpaMMHOr0  OOecreyeHus MW aKTOB IpUeMa-mepeaadu
IPOTrpaMMHOT0 00€CTICUCHUS;

uHpopManuss 0 BKIHOYEHUU CBEACHUNW O MIPOTrpaMMHOM OOECTICUCHUU
B €UHBIA PEECTP POCCUNUCKUX MPOTpaMM JJis DJIEKTPOHHBIX BBIYHMCIUTEIBLHBIX
MalMH ¥ 0a3 JaHHBIX JUOO B €IUHBIA peecTp MporpamMM il dJIEKTPOHHBIX
BBIYMCIIUTEIBHBIX MaIIMH U 6a3 JaHHBIX U3 TOCYJApPCTB - 4eHOB EBpasuiickoro
SKOHOMMYECKOI0 COK3a, 3a UCKIIFoueHrueM Poccuiickon Penepaunu;

JTOKYMEHT (cepTu(dUKaT) O COOTBETCTBUU IPOTrpaMMHO-AIIapaTHOTO
KOMIUIEKCAa B Cllyyae pealu3alid B HeM (YHKIUU 3alldThl HHGOPMALUH
TpeOOBaHUSIM, YCTAHOBIICHHBIM {DenepaibHON CIIYKOOM 10 TEXHHYECKOMY
U DKCIIOPTHOMY KOHTpoJit0 | (win) DemepaibHON Ciyk00H O€3011acHOCTH
Poccuiickon @enepanuu B rpenenax ux MOJHOMOYHNM;



H') cBeZicHUsT O JIOKYMEHTE, COJCpXKalleM CBEIACHUS O  CTaIHsIX
TEXHOJIOTMYECKOr0  Ipolecca IMPOM3BOACTBA  JIEKAPCTBEHHOIO  CPEICTBA
UL MEOUIMHCKOIO  NPHUMEHEHMs, OCYLIECTBISEMbIX Ha TEPPUTOPUHU
EBpazuiickoro 3KOHOMHYECKOIO0  COI03a, BbIJaBa€MOM MUHUCTEPCTBOM
MPOMBIIUIEHHOCTH W ToproBiu Poccuiickoil denepanun (ganee - JOKYMEHT
O CTaaMsIX MPOU3BOJCTBA), - B OTHOUIEHWH IPOMBINIUICHHOW MNPOAYKIUH,
nmpeaycMoTpeHHou  paszgenom VIII  mpwioxkeHnss K =~ TOCTaHOBJICHHIO
IIpaButenscTtBa Poccuiickon @Pepeparuu ot 17 mrona 20151, Ne 719
(HOMED M J1aTa BBIJIAYN);

0) IOKa3aTesld JOKaJIU3aluH, ONpPECIICHHbIEC 3asdBUTEIIEM Ha OCHOBAaHUU
uH(pOpManMK, coJep)Kallencs B JOKyMEHTE O CTagusix I[pPOU3BOJCTBA, -
B OTHOUIEHWH IPOMBIIUIEHHON MPOXYKIMH, MPEeAyCMOTpEeHHOU pasaesioM VIII
NnpuiioxkeHus: K mnocTtaHoBieHuto [IpaBurensctBa Poccuiickoin @enepanuu
oT 17 nrons 2015 r. Ne 719.".

2. Ilynxt 34 pomomHWUTH ciloBaMU ", a Takke B CIIydya€ OTCYTCTBHS
B pPeeCTpe AOKYMEHTOB, COAEPKAIIMNX CBEIEHUS O CTAIUSAX TEXHOJIOIMYECKOTO
mpolecca IMPOU3BOJCTBA JIEKAPCTBEHHOIO CPEICTBA I  MEIULMHCKOTO
MIPUMEHEHMUS, OCYILECTBIISIEMBIX Ha TEPPUTOPHUH EBpazuiickoro
SKOHOMHUYECKOTO COK03a, IPELYyCMOTPEHHOM cTaThell 4 denepalbHOro 3aKoHa
"O6 oOpaleHNN JIEKapCTBEHHBIX CPENCTB", CBEIEHUN O JOKYMEHTE O CTaausiX
IPOU3BOJICTBA, HAa OCHOBAaHMU KOTOPOro Obula chopMHpOBaHA peeCTpoBas
3amuce'.

3. IIyHKT 4] 1OTOJHUTE NOAITYHKTOM «3» CJIEIYIOLIETO CONECPKAHUSA:

"3) OTCYTCTBHE B peECTpE IOKYMEHTOB, COAEPKAIUX CBEJCHUS O CTaAUsAX
TEXHOJIOTHYECKOI0 IIpoliecca IPOU3BOJACTBA JIEKAPCTBEHHOI'O CPEACTBA IS
MEIUILMHCKOrO0 MPUMEHEHUS, OCYIIECTBIISIEMBIX HAa TeppuTOpun EBpa3zuiickoro
HKOHOMHUYECKOTO COI03a, MPELyCMOTPEHHOM cTaThell 4 denepanbHOro 3akoHa
"O6 oOpaleHNN JIEKapCTBEHHBIX CPENCTB", CBEIEHUN O JOKYMEHTE O CTaausiX
IPOU3BOJICTBA, HAa OCHOBAaHMU KOTOPOro Obula chopMHpOBaHA peeCTpoBas
3amnmce.".




