HNudpopmanus
JJIS1 BKJIOYEHUS] 00beKTOB TPAHCIOPTHOM HH(PPACTPYKTYPHI TOPOKHOTO
X0351iicTBa (MOCTBI, IyTENPOBOAbl, TOHHEJIN U T.1.) B PeeCTPbl KATErOPHMPOBAHHBIX
u He kateropupoBanHbix OTH, a Tak:ke 1 nepenoca OTHU u3 peecrpa B peectp

KarteropupoBanue u BHecenne OTHU [AX B pa3zgen 1 Peectpa

B nemax peanuzanmu [IpaBui KaTeropupoBaHUS M YCTAHOBIICHHUS KOJIMYECTBA
KaTeropuii 00BEKTOB TPaHCIOPTHOM UHPPACTPYKTYPHI, YTBEPAKIECHHBIX
nocranoBsienreM [IpaButenscTBa Poccuiickoit @enepannu ot 3 okTs10pst 2020 r. Ne 1595
(manmee — IlpaBuna), Ilopsaka ycTaHOBIEHHS KPUTEPUEB KATETOPUPOBAHUS OOBEKTOB
TPAHCIIOPTHON HMH(PPACTPYKTYPHI, YTBEPKAECHHOTO MprKa3oM Munrtpanca Poccuu ot 7
ceHTsa0pst 2020 r. Ne 358 (manee — Ilopsaok), Ilopsiaka BeaeHus peectpa 0OBEKTOB
TPAHCIOPTHON MH(PPACTPYKTYPHI U TPAHCIIOPTHBIX CPEACTB, YTBEPKIEHHOIO TPUKA30M
Muntpanca Poccum ot 15 centabpst 2020 r. Ne 377, ®enepaidbHbIM JIOPOKHBIM
areHTCTBOM pa3MelIeHbl 00pa3iibl GOPM M COIPOBOAUTENBHBIX TUCEM B LIETISAX OKA3aHUS
METOJUYECKON MOMOIIH CYObEeKTaM TpaHCIOPTHOM uH(pacTpykTypsl (nanee — CTU) mo
NPEICTAaBIICHUIO 3asBIeHUA W HWHPOpMAIMM, 3alpaliuBaeMbIX B CBSI3U C
HEOOXOJAUMOCTBIO  TPOBEIACHMUSI  KAaTErOPUPOBAaHUS  OOBEKTOB  TPaHCHOPTHOU
unppactpykrypsl (nanee — OTU), Buecenus cBeaenuit o CTU B peectp 00BEKTOB
TPAHCIIOPTHON MH(PACTPYKTYphl U TPAHCIIOPTHBIX CPeICTB (nanee — Peectp), a Takxke
JUUIS1 HAIIPABJICHUST YBEIOMIIEHU O prucBoeHUU kateropuit OTH.



Oﬁpafﬂlbl (bOpM NMpeaACTABJCHUSA JOKYMEHTOB /IJIsl KATCTOPUPOBAHUA U BHECCCHUS

OTH AX B pa3zaen 1 Peectpa

OBPA3EIl CONPOBOAUTEJIBHOI'O IIMCBMA

YnpaieHue
TPaHCHIOPTHOI 0€30MaCHOCTH
denepanbHOTO JOPOKHOTO ar€HTCTBA

O kareropupoBanun OTU

B uensx BbemmosiHeHHWs TpeOOBaHWMU MOANMYyHKTa 4 mMyHKTa 2 cratbu 12
®denepansHOTO 3aK0HA 0T 9 peBpast 2007 r. Ne 16-D3 «O TpaHCTOPTHOM O€30TTaCHOCTH
HaIlpaBJIsieM CBEACHUS ISl MPOBEJACHUSI KaTErOpupOBaHUs 00beKTa (OB) TPAHCIIOPTHOM
uHppactpykTypsl (nanee — OTN).

JIaHHBIM MHCHMOM TMOATBEPKIAAEM, YTO YKa3aHHBIN(€) 00BEKT(bI) TPAHCIOPTHOM
uH(ppacTpykTypel He ObuI(M) BKIIOYEH(BI) B peecTp OOBEKTOB TPAHCIOPTHOU
UHPPACTPYKTYpPHI U TPAHCIIOPTHBIX CPEACTB paHEe.

[Tpunoxenue:

1. CBenenus nis npoBenenus kareropupoBannst OTMHa 1. B 1 9K3.
(3aBepeHHbIE T€YaThI0 OPraHU3alMU 3a MOANUCHI0 HAaydaJlbHUKA
OpraHU3alMU UK JIUIIOM, UCTIOJIHSIOIINM €T0 00sS3aHHOCTH).

2. Komms omgHoro w3 wumerommxces y CTHU  mokymeHta
(mpoexTHas (pabouast) nokymenTaus Ha OTH, akT ocMoTpa, macnopt
OTH, Bemucka u3 ABJIM u T.1.), IOATBEPKIAIOIIETO TEXHUUECKUE
xapakrepuctuku OTH.

3. Cxema 00be3aa (Ipu HATUYMK 00bE3/1a)

(3aBepeHHBIE MIeYaThI0 OPraHu3alluy 3a MONMKUCHI0 HaYalIbHUKA
OpraHu3alluy WIH JTUIOM, UCTIOTHSIOIINM €ro 00sS3aHHOCTH).

4. Komust pokymeHta w3 PocTtpaHcHaa3opa, NOATBEPXKIAIOLIETO
KOJIMYECTBO COBEPIICHHBIX W (Wiu) mnpenorBpaiieHHbix AHB Ha
Tepputopun cyonrekra Poccuiickoit denepaiiuu, B KOTOPOM HAXOTUTCS
OTHN. (moamucaHHash PYKOBOJUTENEM VUPEKJCHUS W 3aBEpECHHAas
[IeYaThiO)

5. Ceenenust mns npoBeneHus kareropupoBanus OTU B dopmate
Excel wna »snexkrponHoM Hocutene. (daita 1 _Popma aasa
kateropupoBanubix OTH)

(HaumeHnoBaHue JOJKHOCTH
JOJKHOCTHOTO JIUIA CyOBhEKTa
TPaHCTIOPTHON MHPPACTPYKTYPHI) (ITonmucs) 01410
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IIpunoxenus s kareropuposanus U BHeceHuss OTU /IX B pazaea 1
Peectpa

1. ®opma ans npenoctasieHus: uHpopmannu 06 OTU nomkHa OBITH MPOIIKTA
(6onee 1 mmcra), o0O0sA3aTENbHO 3aBEpEeHA IME€YATHIO W TOMANMHUCHIO PYKOBOIUTEIS
YUPEKIAEHUS WIH JINLA, OCYLIECTBISIONIEr0 UCIIOTHEHUE €ro 00A3aHHOCTEM.

2. Konus ognoro u3z umeroniuxces y CTU nokymenTta (MokeT ObITh: aKT OCMOTpa
OTH, paznen npoekTHO# (paboueit) nokymentanuu Ha OTU, pasmen TexHHUUECKOTO
nacnopta OTH), moarBepxkaaroIero TEXHUYECKUEe U TEXHOJOTUYECKHUE XapaKTEPUCTUKU
OTHN.

3. Cxembl 00be3na OTU Ha kapte (pu HATUYUK 00bE3/1a).

4. Komusa noxkymeHta u3 PocTpaHCHaa30opa, MOATBEP)KAAIOIIETO KOJIUYECTBO
COBEpILIEHHBIX U (mn) npegorBpamieHHbIx AHB Ha Tepputopun cyosekra Poccuiickoit
®enepanuu, B kotopoM Haxoautcss OTU (mynkr 3.1 [Hopsiaka).

5. Cenenus mna nposenenus kareropupoBanusi OTU B dopmare Excel na
3JIEKTPOHHOM HOCHUTEIIE.

6. JIOKyMEHT, TOATBEPKAAIOMIMK  IMOJHOMOYHMS  JIMIA, [OJMHUCABIIETO
CONPOBOAMTENILHOE MUCHMO (3asiBJICHUE) U UH(OPMAIMIO IO YCTAaHOBJIEHHOU (hopme, B
ciydae TIOJIMCAHMUS JOKYMEHTOB YIIOJTHOMOUYCHHBIM PYKOBOJIUTEIIEM JIUIIOM, JHOO
JUIIOM, MCIOJHSIOMMM OO0S3aHHOCTH PYKOBOJUTENS CyOBbEKTa TPaHCIIOPTHOM

UHQGPACTPYKTYPHI.

Komun noxymentoB odopmisitores B cootBetctBuu ¢ ['OCT P 7.0.97-2016
«TpeboBanust k 0pOpMIICHUIO JTOKYMEHTOBY.

Bbyma:kublii popmMart npeacraBjieHUus J10KYMEHTOB

ConpoBoauTENBHOE MUCHMO (3as1BJIEHUE) U HHPOPMALIHS, YKa3aHHBIE B MOJITYHKTE
«a» myHkTta 9 Ilpasun, npencrapmstorcss CTU B xkoMmeTeHTHBIN opraH Ha OyMa)KHOM
HocuTene, noanucaHHoM pykoBoautenem CTU (1ubo yrmosHOMOYEHHBIM UM JHUIIOM) U
3aBEPEHHOM I1€4YaThio (IIPU €€ HAJTUYUN).

Nudopmanuss 3anonHsieTcs B COOTBETCTBUM C TMOSICHEHMEM K  Qopme
npencrasiienus uHpopmauun o6 OTH u nHampansiercs B denepanbHoe TOPOKHOE
areHTCTBO Ha OyMakHOM M anbTepHaTuBHOM Hocutese (USB-dipui-nakonurens, DVD
win CD koMmakT-auck) HocuTensix B oopmare Excel ¢ conmpoBoAUTENEHBIM TUCEMOM.



DJIEKTPOHHBI (pOpPMAT MpPeACTABJICHUS JOKYMEHTOB

JlomyckaeTcsi mpeAcTaBieHUE 3asBICHUS U UHPOPMAIUU B SJICKTPOHHOM BUJIE,
MOJMMCAHHBIX YCHJICHHOHN KBATU()PUIIMPOBAHHOMN 3JIEKTPOHHOM MOMUCKHIO, TIPY HATUYHH
y CTU BO3MOXHOCTM Takoro NpPEACTABICHMS, HA aJpec 3JIEKTPOHHOM IOYTHI
denepanbHOro JOPOKHOTO areHTCTBA.

CkaHupoBaHHasi BepcHsi OyMa)XHOrO JOKYMEHTAa HE SIBIISIETCS AJIEKTPOHHBIM
JOKYMEHTOM, MOANMCAHHBIM YCUJICHHON KBATHU(PUIIMPOBAHHOMN 31IEKTPOHHON MOANHCHIO.
B cootBerctBum ¢ 'OCT P 54471-2011 «CucreMbl 37€KTPOHHOTO JOKYMEHTO000POTA.
VYnpasnenue pokymeHTtauuen. Mubopmarus, coxpaHseMas B 3JIEKTPOHHOM BHJIC.
Pekomenmanuu 1o o0O€CNEYEHUI0 JOCTOBEPHOCTH M HAJEKHOCTH» CKaHUPOBAHHAs
Bepcus — 3T0 HU(poBask KONUs PeaIbHOr0 OyMa>KHOTO TJOKYMEHTA.

KonrakTHas nundopmanus
Anpec ns otpaBku koppecnionaeHmuun: 129085, r. Mocksa, yn. boukosa, 1. 4.

Anpec >nexkTpoHHOM TouThl dDenepanbHOro JOPOKHOTO areHTCTBA ISl OTIIPABKU
koppecnoneHuuu: rad@fda.gov.ru

KonrtakTHble TenehoHbl COTPYIHUKOB OT/E]a TPAHCIOPTHOM O€30MacHOCTH Ha
0o0BeKTax JOpOKHOTO x03sicTBa: 8 (495) 870-99-23*, nobaBounsie: 50-275 u 50-288.

AJipec AIeKTPOHHOM MOYTHI COTPYAHUKOB OT/ENA TPAHCIIOPTHOM 0€30MMaCHOCTH Ha
o0BbeKTax IIOPOXKHOT'O XO035MCTBA:
hlopnikovamv@fda.gov.ru, shipilovams@fda.gov.ru (agpeca 3aeKTPOHHOM MOYTHI JIJIst
QJICKTPOHHOI'O BSaHMOﬂeﬁCTBHH, OTIIPAaBJKICMBIC NOKYMCHTBI Ha JAHHBIC aJapcca
pErucTpanuu He MOJJIexKar).

. Buecenue OTHU IX u OTHU B pa3nen 2 Peectpa (B pasaesa Peectpa,

He MoJJIe:KalUX KATEroprupoOBaHUIO)

B uenmax peanmmzanuu npuka3zoB MuHHcTepcTBa TpaHcnopta Poccuiickoit
®enepauuu ot 28 aBrycra 2020 r. Ne 331 «O06 onpeneneHun 00BEKTOB TPAHCHOPTHOM
MHDPACTPYKTYPHI, HE TMOJICKAIIMX KATETOPUPOBAHUIO 1O BUJAAM TPAHCIOPTa» U OT
15.09.2020 Ne 377 «0O6 yrBepxaeHun Ilopsnka BegeHust peectpa OOBEKTOB
TPAHCTIOPTHON MHPPACTPYKTYPHI U TPAHCIIOPTHBIX CPECTBY, & TAKXKE B EJISIX OKa3aHUS
Meroandeckoit momoru CTU no npeacTaBieHuo MOJIHON U TOCTOBEPHOU HH(DOpMAITUU
myosmKyeM o0pasiibl GOpM MPEICTABICHUS CBEICHUH 711 BKIFOUCHUS HE TOJISKAIINE
kateropupoBanuto OTU B pazgen 2 Peectpa.

Oo0pa3umbl popM npeaocTaBIeHNs CBEACHUI /I BKIIOYEHUA HE
NOAJIEKAINMX KATErOPUPOBAHUI0 00bEKTOB TPAHCIOPTHOM HH(PPACTPYKTYPbI
(MOCTBI, 3CTaKa/Ibl, MYTENPOBO/Ibl, BUAJTYKH U TOHHE H) 10 25 M 1 10 100 m, B

pa3nena 2 Peectpa


mailto:shipilovams@fda.gov.ru

OBPA3EIl COITPOBOAUTEJIBHOI'O INCBbMA
JUTsl OOBEKTOB TPAHCTIOPTHOM UHPPACTPYKTYPHI, HE BKIIIOUEHHBIX PAHEE B PEECTp
00BEKTOB TPAHCIIOPTHON MHGPACTPYKTYPHI U TPAHCHIOPTHBIX CPENICTB

YupasneHus
TPaHCIOPTHOI 0€30MacCHOCTH
denepanbHOro JOPOKHOTO areHTCTBA

O BkitoueHue Bo 2 U paznen Peectpa
OTHU no 25 m o 100 m*

B nensax BeinosiHeHUs TpeOoBaHUM noAnyHKkTa 4 ctatbu 6 denepanbHOro 3aKoHa
ot 9 despans 2007 1. Ne 16-D3 «O TpaHcOpTHON 0€30MMaCHOCTU» U B COOTBETCTBUU
¢ npukazoM Munucrepctsa Tpancnopta Poccutickoit @enepaunn ot 28 aprycra 2020 r.
Ne 331 «O6 onpeneneHnr 0ObEKTOB TPAHCIOPTHOW UH(PACTPYKTYPHI, HE MOAJIEKALIUX
KaTErOPUPOBAHUIO 10 BUAAM TPAHCIOPTa» HampasisieM BaMm cBelneHUS sl BKIIFOUEHUS
00beKTa(0B) TpPaHCIOPTHOM WHGPACTPYKTYpsl B pa3gen 2 peecTtpa OOBEKTOB
TPAHCIIOPTHOM MHPPACTPYKTYPHI M TPAHCIIOPTHBIX CPeACTB (nanee — Peectp).

JlaHHBIM TMHCHMOM MOJATBEPXKIAEM, YTO YKa3aHHbIE OOBEKThl TPAHCIOPTHOU
MH(}pacTpyKTyphl He ObLIN BKIIOUYEHBI B PeecTp panee.

VYyacTtku o0be3na MPUHAJIEKAT
(HammeHoBaHUE CyOBEKTa TPAHCIOPTHON UHPPACTPYKTYPBI, B UbEM BEACHUU a/1)

[Tpunoxenue: 1. CBeneHus ajis BKIIOYEHUS HE TOAJISKAIETO(MX) KATETOPUPOBAHUIO
OTU B paznmen 2 Peectpa Ha 1. B 1 3K3., MOJNKCAHHBIC
PYKOBOJUTEIIEM YUPEXKICHUS U 3aBEPEHHOE MEYATHIO.

2. Kommsi omHOTO H3 UMEIOMIUXCS y CYOBEKTa TPaHCIOPTHOMN
(axT ocmotpa OTHU, mpoekTHas (pabouas) moxymentaius Ha OTU,
texuuuecku nacrnopt OTU u 1.1.), WHOPACTPYKTYphl TOKyMEHTa
ITOATBEPIKIAIOLIETO TEXHUYECKUE XapaKTEPUCTUKU oTnH,
NOANMCAHHAS] PYKOBOJIUTEIIEM YUPEXKACHUS U 3aBEPEHHAsI IEYaThIO.

3. CBeneHus AJ1sl BKIFOYEHUS HE TTOAJIEKAIIEero(MX ) KaTeroOpupOBAHUIO
OTMU B paznen 2 Peectpa B popmate Excel Ha anekTpoHHOM HOCHUTENE.
(daitn 2_dopma nasi HekareropupoBanubix OTHU 10 25 M wim
3_®opma st HekaTeropupoBaHubix OTHU 10 100 m),

*4. Cxembl 00be310B 11t OTU no 100 m.

*5. JIokyMeHT, MOATBEPKIAIOIINN XapaKTepUCTUKU ydacTKa o0be3a
oT co0cTBeHHUKa Aoporu 10 100 m (ecau y o6be3na u'y OTU paszubie
BJIQJICIBIIBI ).

(HaumeHnoBaHue JOIKHOCTH
JOJHKHOCTHOTO JIMIA CyOBheKTa
TPaHCTIOPTHON MHPPACTPYKTYPHI) (IToamuce) 01410
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OBPA3EIl COITPOBOAUTEJIBHOI'O INCBbMA
JUTsI TIepeHoca OOBEKTOB TPAHCIOPTHON MHPPACTPYKTYPHI U3 pa3aena 1 B pazaen
2 peecTpa 00BEKTOB TPAHCTIOPTHON MHPPACTPYKTYPHI U TPAHCTIOPTHBIX CPEJICTB

YnpaieHue
TPaHCIOPTHOI 0€30MacCHOCTH
denepanbHOro JOPOKHOTO areHTCTBA

O BHeceHnu n3meHenui B Peectp,
BKJIIOUEHMH B paznen 2 Peectpa
OTU o 25 m 1o 100 m*

B nensix BeinmosiHeHus TpeOoBaHUM MOANYHKTA 4 cTaThu 6 DeepaibHOTO 3aKOHA
ot 9 depans 2007 r. Ne 16-D3 «O TpaHCTIOPTHOI 0€30MACHOCTU» U B COOTBETCTBUU
¢ nmpuka3zoM MuHnuctepcTBa Tpancrnopta Poccutickoit @enepanuu ot 28 aBrycra 2020 r.
Ne 331 «OG6 omnpenenennu 00bEKTOB TPAHCTIOPTHOM UHPPACTPYKTYPHI, HE MOICKAITUX
KaTErOPUPOBAHUIO IO BUAAM TPAHCIIOPTa» MPOLTY UCKIIOUUTh U3 pasjelna 1 peectpa
00BEKTOB TPAHCIIOPTHON MHGPACTPYKTYPHI U TPAHCIIOPTHBIX CpencTB (nanee — Peectp)
00BEKTHI TpaHCTIOPTHOU UHPpacTpyKTYyphI (Hanee — OTU) (AXA0000000,
JIXA0000000) u BrirounTth B pasaen 2 Peectpa OTU, He moanexarue
KaTeropupOBaHUIO COTJIACHO MPHIIOKEHHUIO.
VYyacTku 00b€310B TPUHAAIIEKAT
(HaumeHoBaHUE CyOBEKTa TPAHCIOPTHON MHPPACTPYKTYPBI, B YbEM BEJICHUHU a/11)

[Tpunoxenue: 1. CBeneHus s BKIIOYEHUS HE TTOAJICKAIETO(MX) KAaTETOPUPOBAHUIO
OTH B pasnmen 2 Peectpa Ha 1. B | 3K3., moAmnucaHHbIE
PYKOBOJUTEIIEM YUPEKICHUS U 3aBEPEHHOE NIEYATHIO.

2. Kommsi omHOTO H3 UMEIONMIUXCS y CYOBEKTa TPaHCIOPTHOMN
(axT ocmotpa OTU, mpoekTHas (pabouas) moxymentarus Ha OTU,
texuuueckuit macropt OTU wu T.4.), uHpaCTpyKTYphl TOKyMEHTa
ITOATBEPKIAIOLIETO TEXHUYECKUE XapaKTEPUCTUKU oTnH,
MOANMCAHHAS] PYKOBOJIUTEIIEM YUPEXKACHUS U 3aBEPEHHAsI IEYaThIO.
3. Cenenust i BKIFOUSHUS HE MOJIekKAIIETO(MX ) KATErOPUPOBAHUIO
OTU B pazgen 2 Peectpa B popmate Excel Ha 351eKTpoHHOM HOCUTETE
(dpaiin 2 Dopma aas HekareropupoBaHHbix OTHU mo 25 m win
3 _®opma aisa HekaTteropuposanHbix OTHU xo 100 m).

*4. Cxembl 006e310B 11t OTU no 100 m.

*5. JIokyMeHT, MOATBEPKIAIOIINN XapaKTepUCTUKU ydacTKa o0be3a
oT coocTBeHHuKa aoporu 10 100 m (ecnu y o6be3na u'y OTU pasubie
BJIQJICIBIIBI ).

(HaumeHnoBaHue JOIKHOCTH
JOJHKHOCTHOTO JIMIA CyOBheKTa
TPaHCTIOPTHON UHPPACTPYKTYPHI) (ITonmucy) DPUO
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IIpunoxenus s sBHecenust OTHU IX B pasnen 2 Peecrpa

1. ®opma mna npencraBinenus uHpopmanuu 06 OTU momkHa OBITH IPOIIKTA
(6onee 1 mucra), oOs3aTeNbHO 3aBepeHa IMEYaThI0O M MOJINUCHIO HavalbHUKA
(pyxkoBOAMTENS) YUPEKIACHUS WIM JIMIA, OCYIIECTBISIONIETO HCIOIHEHUE €ro
00s13aHHOCTEH.

2. Konust ognoro u3z umeroniuxes y CTU nokymenTta (MokeT ObITh: aKT OCMOTpa
OTH, paznen npoekTHOH (paboueit) nokymeHtanuu Ha OTU, pazmen TeXHUYECKOTO
nacriopra OTH), NOATBEPKAAIOLIETO0 TEXHUYECKUE XapaKTEPHUCTHKH MOCTOBOTO
COOpPYKEHHsI, HE TOJJIeKAIIer0 KaTeropupoBaHuio, 0pOpMIICHHA B COOTBETCTBUHU C
I'OCT P 7.0.97-2016 «TpeboBanust K 0pOPMIIEHUIO JOKYMEHTOB.

3. JIOKyMEHT, TOATBEPXKAAIOMIMN  IMOJHOMOYHMS  JMIA, M[OAMUCABIIETO
COTIPOBOJUTENILHOE MUCHMO (3asBlIeHHE) U MH(POPMAIUIO TI0 YCTAaHOBJICHHOM (popme, B
clly4yae MOJINUCAaHUSA JOKYMEHTOB YIOJHOMOYEHHBIM PYKOBOJUTEJIEM JIULIOM, JIHOO
JUIIOM, HCIOJIHSIOIMM O0O0S3aHHOCTH PYKOBOAMTENS CyOBEKTa TpPaHCHOPTHOMN

UHQGPACTPYKTYPBHL.

JonoannrenbHbie npuiaoxenns 1jass OTH ot 25 go 100 m

4. Cxema o0be3nia (00xo0/1a) Ha KapTe MPOTHKEHHOCTHIO 10 50 KM.

5. JIOKyMEHT OT COOCTBEHHUKA aBTOMOOMIBLHOM JJOPOTH, HA KOTOPOI pacIiooxKeH
y4acTOK 00be37a, C TMOJATBEPKICHUEM TEXHUYECKUX XapPAKTEPUCTUK, YKa3aHHBIX B
dopMe s TpemocTaBieHUs HHPOPMAIMH, C aHAJOTHYHON WM OoJiee BBICOKOU
KaTeropue JOpOTM W AaHAJIOTMYHBIMA ¥ 00Jiee BBICOKUMHU YCTaHOBIICHHBIMHU
rapamMeTpaMu JIOMyCTUMBIX HOPMAaTUBHBIX HArpy30K.

Bymaxubiii gopmaT npeacraBjieHus JOKYMEHTOB

ConpoBoauTENBHOE MUCHMO (3asBJICHHUE) U HHPOPMAILIMS, YKa3aHHbIE B IOJMTYHKTE
«a» myHkta 9 Ilpasun, npencrapmstorcss CTU B koMmeTeHTHBIN opraH Ha OyMa)KHOM
Hocutene, noanucaHHoM pykoBojautesnem CTHU (aubo ynoJHOMOYEHHBIM UM JIMIIOM) U
3aBEpEHHOM Ie4aThio (IIPU €€ HAJTUYUN).

Nudopmaruss  3amonHsieTcs B COOTBETCTBUM C TMOSICHEHWEM K  ¢opme
npencrasienus uHpopmanuu o6 OTH u Hampansiercs B denepanbHoe ITOPOKHOE
areHTCTBO Ha OyMakXHOM M ajbTepHaTUBHOM Hocutesne (USB-d¢umi-nakonurens wnm
DVD wumu CD kommakT-auck) Hocutensix B (opmare Excel ¢ compoBoguTenbHbIM
MACHMOM.

DJIeKTPOHHBIN opMaT npeacTaBjIeHUs JOKYMEHTOB

Jonyckaercsi mpeacTaBieHre 3asBiIeHUs] U UHGOPMAIMU B SJIEKTPOHHOM BHJIE,
MOJAMUCAHHBIX YCUJIEHHON KBATU(UIIMPOBAHHOM 3JIEKTPOHHON MOANUCHIO, PU HATMYUHU
y CTH BO3MOXKHOCTH TaKOIO TMPEACTABICHUS, HaA aJpec JJIECKTPOHHOM MOYTHI
denepalibHOTO TOPOKHOTO areHTCTBA.

CkanupoBaHHasi Bepcus OYMa)KHOTO JOKYMEHTa HE SBIISIETCS DJICKTPOHHBIM
JIOKYMEHTOM, TIOJIMTUCAHHBIM YCUJICHHON KBATU(UIIMPOBAHHOM AJIEKTPOHHOM MOAMHCHIO.
B cootBerctBum ¢ 'OCT P 54471-2011 «CucreMsl 3J€KTPOHHOTO JOKYMEHTOOOOPOTA.
VYmopasinenune pokymenranuei. MuHopmarus, coxpaHsemas B JJIEKTPOHHOM BHUJIE.



PexoMeHanmu 1o OOECMEUEeHUIO0 JIOCTOBEPHOCTH W HAJACKHOCTH» CKaHUPOBAHHAs
Bepcusi — 3T0 I poBas KONMUsS peaibHOr0 OyMakHOTO JOKYMEHTA.

KonrakTHas undgopmaumsi

Anpec a1 otnpaBku koppecnionaeHuu: 129085, r. Mocksa, yi. boukosa, 1. 4.

AJipec 2JIEKTPOHHOM 1oUThl DeepaibHOTO TOPOKHOTO areHTCTBA ISl OTIIPABKU
koppecnonaeHuu: rad@fda.gov.ru

KoHnrtakTHBIe TenehOHBI COTPYIHUKOB OT/ETa TPAHCIIOPTHOW OE30MMacHOCTH Ha
oobekTax JIX: 8 (495) 870-99-23*, no6aBounsie: 50-275 u 50-288

AJipec IeKTPOHHOM MTOYTHI COTPYAHUKOB OT/IENIa TPAHCIIOPTHON 0€301MacHOCTH Ha
oobekrax JIX: hlopnikovamv(@fda.gov.ru, shipilovams@fda.gov.ru (ampeca
AIEKTPOHHOM MTOYTHI JJIs SJIEKTPOHHOTO B3aUMOICHCTBYS, OTIPABIISIEMbIC IOKYMEHTHI Ha
JTAaHHBIC aJIpeca PETUCTPAINH HE MOIeKAT).

CorsacoBanue npeapapurteabHoii kateropuu OTHU

B nensax peanuzanuu TpeboBanuii o o6ecrieueHnIo TpaHCIOPTHON 0€3011acHOCTH
O00OBEKTOB TPAHCIOPTHOW HMHGPPACTPYKTYpbl IO BHJIaM TpPAHCIOpPTa Ha JTale HX
IPOCKTUPOBAHUS M CTPOUTENLCTBA, YTBEepkAeHHbIX [locranoBnenueM IIpaButenscTBa
P® o1 31.12.2020 Ne 2418, denepaibHbIM IOPOKHBIM ar€HTCTBOM pa3MeIeHbl 00pa3iibl
(GopM U CONMPOBOIUTENBHBIX MMUCEM B IIEJIAX OKka3zaHus Metoaundeckoil momomu CTHU no
MPEACTABICHUIO  3asBJICHUd W  UWHGOpPMAIMM, 3alpaliiBaeMblX B CBSI3H C
HE0OXOAMMOCTBIO COIIACOBAHMS MpeBapUTENbHOM KaTeropuu ais OTH.


mailto:shipilovams@fda.gov.ru

Oo0pa3umbl popM npeacTaBIeHUs] JOKYMEHTOB ISl COIJIACOBAHMS
npeaBapureabHoi kateropun OTU
OBPA3EIl COITPOBOAUTEJIBHOI'O ITUCBMA

YupasneHus
TPaHCIOPTHOI 0€30MacCHOCTH
denepanbHOro JOPOKHOTO areHTCTBA

O cornacoBanuu npeasapurenabHoit kateropuun OTU

B coorBercTBMM ¢ TpeOOBaHUAMHM ~ NyHKTa 4  TIOCTAHOBJICHUS
[IpaButensctBa Poccuiickoii @enepauun ot 31 gexadbps 2020 r. Ne 2418 «O6
YTBEPXKACHUU TPeOOBAaHUN MO OOECIEUEHUIO0 TPAHCIIOPTHOM O€30MacHOCTH OOBEKTOB
TPAHCTIOPTHON MHPPACTPYKTYPHI IO BUAAM TPAHCIIOPTA HA ATAIE UX MPOCKTUPOBAHUS U
CTPOUTENBCTBA...» M Ha ocHoBaHuM TmpeacTtaBieHHblx oT (HAVMMEHOBAHUE
CYBBEKTA) cBenenuii i CTposmuxcsi(erocsi) HCKyCCTBEHHBIX(0T0) TOPOKHBIX(0TO)
COOPY>KEHUI(51) COTIaCHO MPHIIOKEHUIO TPOCUM COTJIACOBATH MPUCBOCHHBIE(YIO) HAMHU
peIBapUTeIbHbIE(YI0) KATETOPHUH(TO0).

[Ipunoxenue: CBeneHHs I COTJIACOBAHMSA NpenBaputenbHou Kateropun OTU
Ha J. B 1 2K3. (3aBepeHHbIC TE€UaThI0 OPraHU3alMU 3a MOJMUCHIO
HAyaJIbHUKA OpPraHu3alMyd WM  JIMIOM, HCIOJHSIOIMMUM  €ro
00sI3aHHOCTH ) paiin 4 O0Opa3zen I COrJIacOBaHMS
NpeABaApPUTEIbHON KATErOpHUH.

Cxema o0be3ga OTU npu Hammuuu (3aBEepeHHas MeEYaThIO
OpraHu3alydy 3a TMOJNUCHI0 HadaJlbHUKA OPraHU3AlUU WIH JIULOM,
UCITOTHSIOIINM €T0 00S3aHHOCTH).

Konmun nokymentoB wu3 PocTpaHCcHan3opa, MOATBEPKAAOIIUX
KOJIMYECTBO COBEPIICHHBIX W (Wiu) npenorBpaiieHHbix AHB Ha
TEPPUTOPUHA cyOBbeKTa Poccuiickon denepanmu,
B KoTOopoM Haxoautcst OTH.

Komusa  omuoro w3 wumeromuxes y CTU  nmokymenta
(mpoekTHas (pabouas) JTOKYMEHTALIUS Ha OTNn),
MOATBEPKAAIOIIETO TeXHUYEeCKkue xapakrepuctuku OTHU.

Ceenenusi sl coryiacoBaHusi mpeasaputenbHor kareropuun OTU
B (hopmate Excel Ha anekTpoHHOM HOCHUTEIIE.

(HanmeHoBaHuE TOJKHOCTH
JOJKHOCTHOTO JIMIa CyObeKTa
TPAHCTIOPTHON HHPPACTPYKTYPHI) (ITonmuce) OUO



IIpuiosxkenus s corjiacoBaHus npeasapureabHoi kareropuu OTHU

1. ®opma ansa npenocrasiaeHus nHpopmaunu 06 OTU nomxkHa ObITh HpoIIMTA
(6onee 1 mmcra), o0O0sA3aTENbHO 3aBEpEeHA IME€YATHIO W TOMANMHUCHIO PYKOBOIUTEIS
YUPEKACHUS WIH JIUIA, OCYIIECTBIISIFOIIETO UCIIOJTHEHHE €T0 00S3aHHOCTEH.

2. Konust ognoro u3z umeroniuxes y CTU nokymenTta (MokeT ObITh: aKT OCMOTpa
OTH, paznen npoekTHO# (paboueit) nokymentanuu Ha OTU, pasmen TexHHUUECKOTO
nacropta OTU), noaATBepKAAIOIIEr0 TEXHUYECKHE U TEXHOJIOTHYECKHUE XapaKTEPUCTUKU
OTH.

3. Cxemsbl 00we3na OTU Ha kapTe (pu HATUIHH 00HE3/A).

4. Komus noxkymeHnta u3 PocTpaHcHaazopa, MOATBEP:KAAIOIIETO KOJIUYECTBO
COBEpIICHHBIX U (1) npefaoTBpamieHubix AHB Ha Tepputopun cyonexta Poccuiickoii
®enepanuu, B kotopoM Haxoautcess OTU (mynkr 3.1 [Hopsiaka).

5. Cenenust mns mnposenenus kareropupoBanuss OTU B ¢dopmare Excel na
AJIIEKTPOHHOM HOCHTEJIE.

6. JIOKyMEHT, TOATBEP)KIAIOIIUN  IOJHOMOYMS JIMIQA, IOJAIKCABIIETO
COIIPOBOJUTENIHOE MUCHMO (3asBJIEHUE) U MH(POPMAIUIO TI0 YCTAaHOBJIEHHOM (popme, B
cllydae MOJIMUCAHUS JOKYMEHTOB YIIOJHOMOYEHHBIM PYKOBOAMTENIEM JIUIOM, JIHOO
JUIOM, HCIOJIHSAIOIMM  OOSI3aHHOCTH PYKOBOAMTENS CyOBEKTa TpPaHCHOPTHOMN
UHPPACTPYKTYPBHI.

Konun noxymentoB odopmisitorcs B cootBerctBuu ¢ ['OCT P 7.0.97-2016
«TpeboBanus kK 0(hOPMIICHUIO TOKYMEHTOB.

Bymaxubiii gopmaT npeacraBieHus JOKYMEHTOB

ConpoBoauTenbHOE MUCHMO (3asBlieHHEe) U uHGopMmanus, npeacrasisrores CTU
B KOMIIETEHTHBI OpraH Ha OyMa)XHOM HOCHUTENE, MoanucaHHoM pykoBogutenem CTU
(1100 YIOTHOMOYEHHBIM UM JIMIIOM) U 3aBEPEHHOM I€YaThIO (IIPU €€ HAITUYHUN).

Nudopmaruss  3amonHsieTcs B COOTBETCTBUUM C TOSICHEHHEM K  ¢opme
npencrasinenus uHpopmanmu o6 OTH wu Hampansiercs B denepanbHoe TOPOKHOE
areHTCTBO Ha OyMakHOM M ajbTepHaTUBHOM Hocutesne (USB-¢usmi-nakonurens wnm
DVD wumu CD xkommakT-muck) Hocutensix B (opmare Excel ¢ compoBoauTenbHbIM
UCBMOM.

DJIeKTPOHHBII opMaT NMpeACTABICHUS TOKYMEHTOB

JlonyckaeTcsi nmpeacTaBieHue 3asBICHUS U MH(DOpMAUU B 3JIEKTPOHHOM BUJE,
MOAMUCAHHBIX YCUJIEHHON KBATU(UIIMPOBAHHOM 3JIEKTPOHHON MOAMHUCHIO, PU HATMYUHN
y CTH BO3MOXHOCTM TaKOro TMPEJICTABICHUS, Ha aJapec DJICKTPOHHOM MOYTHI
denepanbHOTO JOPOKHOTO areHTCTBA.

CkaHupoBaHHasi BepcUsi OYMa)XHOTO JIOKYMEHTa HE SIBISETCS DJICKTPOHHBIM
JIOKYMEHTOM, TIOJIMUCAaHHBIM YCUJIEHHON KBATU(PUIIMPOBAHHON DJIEKTPOHHOM MOAMUCHIO.
B cootBerctBum ¢ 'OCT P 54471-2011 «CucreMbl 37€KTPOHHOTO TOKYMEHTO000POTA.
VYmpanenue pokymeHnranuei. MuHdopmanms, coxpaHsemas B JJICKTPOHHOM BHJIC.
Pexomenmanmu mo oOecreueHnto JOCTOBEPHOCTH W HAJEKHOCTH» CKAaHWPOBAHHAsS
BepcHs — 3TO IUBPOBasi KOMUS PEATbHOTO0 OyMa)KHOTO TOKYMEHTA.



KonrakrHas ungopmauus

Anpec miis ornpaBku koppecnonaeHuuu: 129085, r. Mockaa, yi. boukosa, 1. 4.

Anpec 31eKTpoHHOHM MouThl DeepaibHOro JOPOKHOTO areHTCTBA ISl OTIPABKU
koppecnonaeHuu: rad@fda.gov.ru

KonrtaktHble TenedoHbl COTPYIHUKOB OT/E]a TPAHCIOPTHOM O€30MacCHOCTH Ha
oobekTax JIX: 8 (495) 870-99-23*, no6aBounsie: 50-275 u 50-288

AJlpec IeKTPOHHOM MOYTHI COTPYAHUKOB OT/IENIA TPAHCIIOPTHOM 0€301MaCHOCTH Ha
oobekrax JIX: hlopnikovamv(@fda.gov.ru, shipilovams@fda.gov.ru (ampeca
AIIEKTPOHHOM MTOYTHI JJIS AJIEKTPOHHOTO B3aUMOJICHCTBUS, OTIPABIISIEMbIC TOKYMEHTHI Ha
JTAaHHBIC aJIpeca PETUCTPAINK HE MOIeKAT).

HUcexkmouenne OTHU u3 Peectpa

[logmynkrom 16 nynkra 7 TpeboBanuii mno 00€CHEUYEHHIO TPAHCIOPTHOM
0€30MacHOCTH, B TOM 4HCJE TPEOOBAHMN K AHTUTEPPOPUCTUUECKOW 3aLIUIIEHHOCTU
OOBEKTOB (TEPPUTOPUI), YUMUTHIBAIOLIUX YPOBHU OE30MACHOCTH MJIsl PA3IUYHBIX
KaTeropuii oOBEKTOB TPAHCIOPTHONM HHQPACTPYKTYphl JOPOXKHOTO  XO3SIHCTBA,
yTBepxkAcHHbIX IlocranoBnenuem IlIpaButensctBa PP ot 21.12.2020 Ne 2201
ycraHoBieHa oOs3aHHOcTh CTU HezamemnmurensHo uHpopMupoBath dDenepalibHOE
JOPO’KHOE areHTCTBO O IEpexoj]ie MpaBa COOCTBEHHOCTH Ha OOBEKT TPAHCIIOPTHOM
UHQPACTPYKTYphl WM TIEpPEXOJ€ IpaBa €ro HCMHOJIb30BAHMS HA HMHOM 3aKOHHOM
OCHOBAaHHHM, a TAKXKE O IJITAHUPYEMBIX U3MEHEHUSX KOHCTPYKTUBHBIX MJIM TEXHUYECKUX
AJIEMEHTOB, TEXHOJIOTHYECKHUX MPOIIECCOB HA 00BEKTE TPAHCHOPTHON HHPPACTPYKTYPHI,
NPUBO/SIIMX K HW3MEHEHUIO YCTAHOBJIEHHOM KaTeropuu OO0BEKTa TPAHCHOPTHOMN
MH(DPaCTPYKTYphl WU U3MEHEHUIO YTBEPKACHHOIO IJIaHa oOecrieyeHus: 0e30MacHOCTH
00BEKTA.

[Togmynkrom 11 nynkra 4 TpeOGoBaHuii 1O O0OECHEUYEHHIO TPAHCIIOPTHOU
0€30MacHOCTH, B TOM 4HCJIE TPEOOBAHUN K AHTUTEPPOPUCTUUYECKOM 3alIUIIIEHHOCTH
00BEKTOB (TEppUTOPHI), YUYUTHIBAIOIIMX YPOBHU O€30MaCHOCTH IS OOBEKTOB
TPAHCIIOPTHOM  MHPPACTPYKTYpbl  JIOPOKHOTO  XO3SMCTBA, HE  MOAJIEXKAIIUX
KaTeropupoBaHuio, yrBepxkaeHHbIX [locTanoBnennem [IpaButenscTtea PO ot 10.12.2020
Ne 2070 ycranoBnena oOs3anHocth CTU — HesamemmtensHO HHGOPMUPOBATH
®enepalibHOE JOPOKHOE AreHTCTBO O IEpexoje IpaBa COOCTBEHHOCTH Ha OOBEKT
TPAHCTIOPTHON WHEOPACTPYKTYPHI WIM TEPEXO0JI€ MpaBa €ro HCIOJIb30BAHUS HA WHOM
3aKOHHOM OCHOBaHHWHM (Hajiee - mpaBO Ha OOBEKT TPAHCIIOPTHOM MHPPACTPYKTYpHI), a
TaK)K€ O TUIAHUPYEMbIX U3MEHEHHSIX KOHCTPYKTHMBHBIX WM TEXHUYECKUX DJIEMEHTOB,
TEXHOJIOTUYECKUX  IMPOILIECCOB HAa OOBEKTE TPaHCHOPTHOM  HMHQPPACTPYKTYpHI,
OPUBOMASIIMX K W3MEHEHHUIO YTBEPKACHHOrO Macrnopra OOBEKTa TPaHCIOPTHON
UH(QPACTPYKTYPBHI.

B coorBercTBum ¢ nmynkroM 10 IIpukaza MunucrepcTsa Tpancnopra Poccuiickoi
®enepanuu ot 25 ceHTs10ps 2020 r. Ne 377 «O6 yrBepxkaeHuu [lopsiika Benenus peectpa
00BEKTOB TPAHCIIOPTHON UHPPACTPYKTYPHI U TPAHCHIOPTHBIX CPEJICTBY», OCHOBAHUEM JIIsI
uckioueHus kareropupoBannoro OTU unu He noasiexaiiero kareropupoBanuto OTH,
u3 Peectpa siBnsieTcs perieHne KOMIIETEHTHOTO opraHa Ha ocHoBaHuu oOpamenus CTU
00 uckimouennn OTU, u3 Peectpa B cBsi3u:

¢ npekpamenueM pynkimonupoBanus OTU u (wnm) nesrensHoctu CTU;


mailto:shipilovams@fda.gov.ru
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C TIPEKpaIeHuEeM, B TOM YHCIIE C TIEPEeX010M, IipaBa coocTBeHHOCTH HAa OTU;

C peopranuzanuend MOPUIWYECKOro JIMIA, MpPEeKpalleHueM JesSTEeIbHOCTH B
KauecTBe WHAMBUIAYAILHOTO MpeanpuHuMatens, ucnonb3ytoniero OTU Ha uHOM
3aKOHHOM OCHOBAHUHU.

ITopsinok nmpenocraBjaeHUus1 JOKYMeHTOB sl HcKiIoYeHuss OTU u3 Peectpa

CTU nepemaBmum OTH, HeoOxoaMMO HampaBUTh MUCHBMEHHOE OOpaIllCHHE B
denepanbHOE TOPOXKHOE areHTCTBO Ha uckiaoueHne OTU u3 Peectpa ¢ npuiioxxeHrueM
000CHOBBIBAIOIIUX JIOKYMEHTOB (KOMUSI aKTa MpUeMa-lepeaadn, MpuKas3a, peiieHus u
T.1.).

CTU npunssmmm OTU, nHeobxoaumo HanpaButh ceeaerus 00 OTU mis BegeHus
Peectpa mo ¢opme, pazmenienHoi B mynkte «Kareropuposanue u BHecenue OTU [I1X B
pazaen 1 Peectpa» ¢ mpuiokeHHEM OOOCHOBBIBAIOIIUX JOKYMEHTOB (KOMHSI aKTa
npreMa-Iepeaun, IpruKasa, perieHus 1 T.11.).

byma:kublii popmMaT npeacraBjieHUus J10KYMEHTOB

ConpoBonuTenbHOE NUCHMO (3asiBIeHME) U uHpopmarus npeacrasistorcs CTU B
KOMIIETEHTHBII OpraH Ha OyMa)KHOM HOcuTelne, nmojanucaHHoM pykoogutenem CTU
(1n00 YIIOTHOMOYEHHBIM UM JIUIIOM) U 3aBEPEHHOM I€UYaThIO (MIPU €€ HAIUYUN).

Nudpopmanuss 3amosiHAeTCs B COOTBETCTBUM C TMOSICHEHHEM K (opme
npeacrasienuss uHpopmarun o0 OTU u nHanpasisercs B PenepanbHOE JOPOKHOE
areHTCTBO Ha OymMakHOM M aynbTepHaTUBHOM Hocutene (USB-dupui-nakonutens wim
DVD wmu CD koMmakT-auMck) Hocutelsix B (opmare Excel ¢ compoBoguTenbHbIM
MACHMOM.

JIEKTPOHHBIN (popMaT NMpeACTABICHUSA J0KYMEHTOB

JlomyckaeTcsi mpeacTaBieHne 3asBICHUS U WH(DOpPMAIMU B AJIEKTPOHHOM BUJIE,
MOJIMUCAHHBIX YCUICHHOW KBATHU(PUITUPOBAHHON AJIEKTPOHHOM MOMUCKHIO, TPU HATHIUHT
y CTH BO3MOXHOCTH TaKoOro TMPEJCTABICHUS, HA aApeC HJIEKTPOHHON MOYTHI
denepanbHOro JOPOKHOIO areHTCTBA.

CkanupoBaHHasi BepcHUs OYMa)KHOTO JIOKYMEHTa HE SBIISIETCS DJIEKTPOHHBIM
JIOKYMEHTOM, TIOJIMTUCAHHBIM YCUJICHHON KBaTU(UIIMPOBAHHOM AJIEKTPOHHOM MOAMKCHIO.
B cootBerctBumn ¢ 'OCT P 54471-2011 «CucTtemMBbl 3J€KTPOHHOTO TOKYMEHTO000pOTA.
VYnpasnenne pokymeHtanueil. Mudopmanus, coxpansemas B JJIEKTPOHHOM BHJE.
Pexomenpanuu 1mo o0OecCleueHHI0 AOCTOBEPHOCTH W HAJIEKHOCTH» CKaHWPOBaHHAas
Bepcusi — 3TO 1M poBask KONMUS PeaIbHOr0 OyMaKHOTO JOKYMEHTA.

KonrakTHas nundopmauus

Anpec nis otnpaBku koppecnonaeHuu: 129085, r. Mocksa, yi. boukosa, 1. 4.

Anpec snexkTpoHHOM ouThl denepanbHOro JOPOKHOTO areHTCTBA ISl OTIIPABKU
koppecnonaenuu: rad@fda.gov.ru

KonTakTHble TenepoOHbI COTPYAHUKOB OT/ENa TPAHCIIOPTHON O€30MacHOCTH Ha
oobekTax JIX: 8 (495) 870-99-23*, no6aBounsie: 50-275 u 50-288

Anpec 37eKTPOHHOM MOYTHI COTPYIHUKOB OT/eJIa TPAHCTIOPTHOM O€30MacHOCTH Ha
oowekrax  JIX:  hlopnikovamv@fda.gov.ru, shipilovams@fda.gov.ru  (ampeca



mailto:shipilovams@fda.gov.ru

AIIEKTPOHHOM MOYTHI JIs SJIEKTPOHHOT O B3aUMOJEHCTBUS, OTIPABIISIEMbIE TOKYMEHTHI Ha
JaHHbIE a/peca perucTpanuy He IOoJJIekKar).

N3menenune kareropuu OTHU

CornacHo nyHkTy 7 noanyHkty 16 TpeboBanuii o obecnedyeHnto TpaHCIOPTHON
0€30MacHOCTH, B TOM 4HCJIE TPEOOBAHMN K AHTUTEPPOPUCTUUYECKOW 3alUIIEHHOCTH
OOBEKTOB (TEPPUTOpPHUI), YUUTHIBAIOLUIMX YPOBHU OE30MACHOCTH JUIsl Pa3IMYHBIX
KaTeropuii OoOBEKTOB TPaHCIOPTHOM HHQPACTPYKTYphl JOPOKHOTO  XO3SMCTBA,
yrBepxkaeHHbIX [locTranoBnenunem I[IpaButensctBa PO ot 21 mexabps 2020 r. Ne 2201,
CTHU o6s3anb1 HE3aMeIUTETBHO HHPOpMUpOBaTh DeepaabHOE JOPOKHOE areHTCTBO O
nepexoze npasa cooctBeHHocTy Ha OTU wim nepexoae npasa €ero UCHoJIb30BaHUS Ha
MHOM 3aKOHHOM OCHOBAHHWH, & TaKXe€ O IUIAHUPYEMbIX MU3MEHEHUSAX KOHCTPYKTHUBHBIX
WM TEXHUYECKUX 3JIEMEHTOB, TEXHOJOrnmyeckux mnpoueccoB Ha OTU, mpuBoasmmx k
M3MEHEHHIO yCTaHOBIEHHOU Kareropun OTU mnm n3MEeHEHUIO0 yTBEPKIEHHOTO ILIaHA
oOecrnieueHus 6€30MaCHOCTH 0OBEKTA.

B cnydasx WuW3MEHEHMS KOHCTPYKTMBHBIX WJIM TEXHUYECKHX DIIEMEHTOB,
texHonornueckux npormeccoB Ha OTU, CTU HanpaBisioT TUCEMEHHYIO HH(DOPMALIHIO B
dPenepanbHOE JOPOKHOE Ar€HTCTBO B LEISAX IMPOBEPKU U IOATBEPKICHUS U3MEHEHUS
YCTAaHOBJICHHON KaTETOPUH:

IIPU PEKOHCTPYKLUMH WM KanutaibHOM pemoHTe OTH, B cinydae n3meHeHus
TEXHUYECKUX XapaKTEPUCTUK OOBEKTA;

IIPU BBOJIE B KCIUIyaTallMI0 YYaCTKOB aBTOMOOMJIBHBIX AOPOT B 00be31 (00X01)
OTH.

ITopsiiok nmpeaocraBjieHUs CBeleHUs JAJIA u3MeHeHu kateropuu OTU

CTH nHeoOxoauMo HampaBuTh oOpailieHue 1no ¢opme, pa3MEIIeHHOW B pasjelie
«KareropupoBanue u BHecenue OTU JIX B paszmen 1 Peectpa» ¢ mnpunoxeHuem
000CHOBBIBAIOIIUX U OTPAKAIOIIMX U3MEHEHUS TOKYMEHTOB.

Byma:kublii popmMart npeacraBjieHUus J10KYMEHTOB

CompoBouTenbHOE MUCHMO (3asiBiieHue) U uHdopmanus, npencrasisrores CTU
B KOMIIETEHTHBIN OpraH Ha OyMa)XHOM HOcHUTelne, noAanucaHnHoMm pykoBoautesnem CTU
(1100 YIIOTHOMOYEHHBIM UM JIUIIOM) U 3aBEPEHHOM I€UYaThIO (MIPU €€ HAIUYUN).

Uudopmaruss  3amonHsieTcs B COOTBETCTBUU C TOSICHEHHEM K  Qopme
npencrasienus uHpopmanuu o6 OTH u Hampansiercs B denepanbHoe TOPOKHOE
areHTCTBO Ha OyMakHOM M ayibTepHaTUBHOM Hocutene (USB-disii-nakonutens uiu
DVD wumu CD xoMmmakT-auMck) Hocutensix B (opmare Excel ¢ compoBoauTenbHbIM
MIMCHMOM.

JIEKTPOHHBIN (opMaT NMpeACTABICHUSA JOKYMECHTOB

Jonyckaercsi mpeacTaBieHre 3asBiIeHUs] U UHGOPMAIMU B SJIEKTPOHHOM BHJIE,
MOAMKUCAHHBIX YCUIICHHOUW KBATU(HUITMPOBAHHOM AIIEKTPOHHOM MOMUCHIO, TPU HATHIUHT
y CTU BO3MOXHOCTM TaKOTO MPEACTABICHUSA, HA aApPeC HJIEKTPOHHON IOYTHI
denepalibHOTO TOPOKHOTO AreHTCTBA.

CkanupoBaHHas BepcUs OYMaKHOTO JOKYMEHTa HE SBISIETCS DJIEKTPOHHBIM
JIOKYMEHTOM, TIOJIMTUCAHHBIM YCHJICHHON KBAaTU(UIIMPOBAHHOM AJIEKTPOHHOM MOAMHCHIO.
B cootBerctBum ¢ 'OCT P 54471-2011 «CucreMbl 37€KTPOHHOTO JTOKYMEHTO000POTA.



VYnopasnenue npoxkymeHtauuen. Mubopmanus, coxpaHseMas B 3JIEKTPOHHOM BHJE.
PekoMenganuu mno o00ecleyeHUI0 JOCTOBEPHOCTH U HAAECKHOCTH» CKAHWPOBAHHAA
BEpCHsSI — 3TO UPPOBask KONUS peasbHOr0 OYMa)XKHOTO JJOKYMEHTA.

Konraktnas undgopmaumsi
Anpec miis ornpaBku koppecnionaeHuuu: 129085, r. Mocksa, yi. boukosa, 1. 4.
AJipec 2JIEKTPOHHOM MoUThl DeepaibHOTO TOPOKHOTO areHTCTBA JJIsl OTIIPABKU
Koppecnoneniuu: rad@fda.gov.ru

KoHTakTHBIC TelepOHBI COTPYAHHKOB OTIENIa TPAHCIIOPTHOH OE301acHOCTH Ha
oobekTax JIX: 8 (495) 870-99-23*, no6aBounslie: 50-275 u 50-288



