CBEOEHWA MO 3AMNCK U3 TPEX PEECTPOB

peecTp POCCUNCKON MPOMBbILLAEHHOW NpoayKuuu, Poc3apaBHansop,
PocnaTeHT

B COOTBETCTBUU C NocTaHossieHneM lpaButensctea PO o1 17.07.2015 Ne 719

1. PeecTp poccunckom npomebiwneHHon npoaykuum (FACHT)

PeecTpoBbIi HOMep

10759941

HanmeHoBaHne npoaykumm
dnooporpad undposon «dntoopo-Heo» no TY 26.60.11-015-86112671-2025, ¢
MPUHapNEeXXHOCTAMMN

CraTyc 3anucu
B peecTpe

LaTa BKJOYEHUSN

26.01.2026

Koa OKMA2
26.60.11.113

Koa TH B3l
9022 14 000 0

Mpenmywectso 15% (MM PO Ne 925)
He 3agBnieHo

Mpoun3ssogunTens

OBLLECTBO C OrPAHWYEHHO OTBETCTBEHHOCTbIO "CEBKABPEHTIEH-4"

[MonHoe HanmeHoBaHue

OBLLECTBO C OrPAHWYEHHOI OTBETCTBEHHOCTbIO "CEBKABPEHTIEH-4"

VHH
0703006616

KM

OrPH
1080719000713

N3roToBneHa no

TY 26.60.11-015-86112671-2025

OcHoBaHue

AKT 3kcnepTusbl TN - 5048009478 - 17.12.2025

MpounbHbIN fenapTaMeHT
JenapTaMeHT paano3/1eKTPOHHON NPOMBbILLIIEHHOCTN

CpoK OencTBus ceefeHunn

25.01.2031

bannbl

115

2. Poc3pgpaBHaa3op: pernctpaunoHHoe ynoctosepeHmne P3H 2025/25590




Homep ygocToBepeHus

P3H 2025/25590

CraTtyc
DencrteyeT

[aTa peructpauun

03.06.2025

Cpok pencreus
beccpoyHo

HanmeHoBaHune
dnoporpad undposon «dntoopo-Heo» no TY 26.60.11-015-86112671-2025, ¢
npuHagneXXxHOCTAMU

[MpownssopuTesnb

00O "CeBkaBpeHTreH-1", NHH 0703006616

CBA3b ¢ 3anucbto NMCI
CBsA3b HangeHa cepBnCOM aBTOMaTUYeECKWN: COBMaJi nNpomnssoaonTesib, U aBToOMaTU4YeCKasa NnpoBepKa
Hawna n3genme B CrMcKe UCrnoJIHEeHUN yAOCTOBEpPEHUA.

McnonHeHne, KOTopoMy cooTBeTCTBYeT 3anuck MMCrI
dnooporpad undposon «dntoopo-Heo» no TY 26.60.11-015-86112671-2025, ¢
MPUHaANEeXXHOCTAMN

KapTo4ka B peecTpe Poc3gpaBHag3opa
https://elk.roszdravnadzor.gov.ru/widget/med-product/188959

WcnonHeHuns (57)

1. OcHOBHOW COCTaB:

1.1. CTonKa-wTaTuB - 1 WT., BAPUaAHTbl NCNOJTHEHWNS:

- YCTPONCTBA LWUTAaTUBHbIE PEHTIreHOBCKME MeaunLUnHCcKme no TY 9452-005-86112671-2012, BapvaHT UCNOJTHEHUS:
CTolka-wTaTme yHuBepcasnbHaa BPC B ncnonHeHunu: 6PC-[, nponssoactea OO0 «CeBkaBpeHTreH-L», Poccus, PY Ne
OCP 2012/13784;

- CToMKa-wTaTue, NnpomnssoacTtea OO0 «CeBkaBpeHTreH-I», Poccus.

1.2. Anadparma (KonammaTop) - 1 WT., BApUaHTbl UCMOJHEHUSA:

- Anadparma (konnmmatop) O/K, nponssoacTea OO0 «CeBkaBpeHTreH-A», Poccus;

- Anadparma (konnmmatop) CRUX FRO4, CRUX FR10, CRUX PRO1, CRUX RF10, nponssoacTea iRay Technology Limited,
Knutan.

1.3. OTceunBatoLwias peweTKa - 1-2 WT., Npy HE06X0ANMOCTHN, BapuaHTbl UCMOJIHEHWNS:

- oTCeMBatloLan peweTka Soyee, mogenu: Soyee, nponssoncTea Soyee Product Inc., Kopes;

- oTcemBatowan pewetka CKP3, nponssoacTea OO0 «CeBkaBpeHTreH-I», Poccus.

1.4. loHn3aumMoHHaa Kamepa - 1 WwT., Np1 Heob6xoAMMOCTK, BapnaHTbl UCMOJHEHUS:

- NOHM3aUNOHHasA kamepa SSMC, moaenb: Solid State MC 601, nponssoacTsa Varex Imaging, CLUA;

- NoHU3auMoHHaa kamepa CKP3, nponssonctea OO0 «CeBkaBpeHTreH-L», Poccus.

1.5. YCTpOMCTBO peHTreHOBCKOe NUTalLLee BbICOKOYACTOTHOE - 1 WT., BApUaHTbl UCMOJHEHUSA:

- YCTPONCTBO PEHTIEHOBCKOE NMTatoLlee BbICOKOYacToTHOe PIMY, nponssoactea OO0 «CeBkaBpeHTreH-A», Poccus, YPI
00.00.00.00.000-02;

- YCTPONCTBO PEHTreHOBCKOe nuTatoLLlee BolicOkoYacToTHOoe CETUS, nponssoacTea iRay Technology Limited, Knutan.
1.6. U3ny4aTenb peHTreHOBCKNIA ANarHOCTUYECKNI (PeHTreHoBCKaa TpybKa/KoxKyx) - 1 WT., BapMaHTbl UCMOJIHEHNS:

- U3JlydaTeslb PEHTIEHOBCKMIA anarHoctuyeckmn RTM, mogenn: RTM 782 HS, RTM 90 HS, npoussoacTtea |.A.E.
INDUSTRIA APPLICAZIONI ELETTRONICHE SpA, UTanuns;

- n3nyyaTeslb PeHTreHOBCKUM gnarHoctuydecknn MPO-67, nponssoactea AO «C.E.[O.-ClMb», Poccus.

1.7. UncpoBon NpneMHuK nsobpaxeHms, ¢ NpuHaanexHocTaMu (C nporpaMMHbiM obecrneyeHmnemM n/mnm annapaTHoON
4acTblo) - 1 WT., Npn He06XO0AMMOCTM, BapUaHTbl MCMOJIHEHMS:

- NJIOCKONaHeNbHbIN LN POBO AeTEKTOP C NpuUHaaiexHocTaMun, moaens: Venu 1717X, nponssoacTea iRay Technology
Taicang Ltd, Kutan;

- NI0OCKONaHebHbIN LN POBON AeTEKTOP C NpUHagnexHocTamMu, moaenn: Marsl417X, Mars 1717V-VSI, npon3soacTtsa
iRay Technology Co., Ltd, Kutan;

- UNHPOBOIM NPUEMHUK PEHTIeHOBCKOro nsobparkeHns AP, nponssonctea OO0 «CeBkaBpeHTreH-I», Poccusa, POAKC
02.15.00.00.000.

1.8. Cuctema nonyyeHnsa n o06paboTkn peHTreHOBCKMX MeoULNHCKNX n3obpakeHnin DSSD, nponssoactea OO0
«CeBKaBpeHTren-f», Poccus, AKOPU 468469.001 - 1-2 wT., npn HeobxoomMmocTHn.

1.9. lo3MMeTp PEHTreHOBCKOr0 U3ly4eHNs KINHNUYECKUA - 1 WT., npyu HeobXxoAnMoCTu:



- AO3MMEeTpPbl PEHTIeHOBCKOro usnyyeHnsa KanHnyeckme APK no TY 9441-109-31867313-2012, B BapmnaHTax
ncnosHeHus: 1. losuMeTp peHTreHOBCKOro N3ny4yeHuns kanHmyecknn OPK-1, 3. [lo3uMeTp peHTreHOBCKOro N3ny4yeHuns
KnuHnyecknin PK-1M, 4. lo3nuMeTp peHTreHOBCKOro nsnyyeHns knnHndeckun OPK-1M-KT, nponssoactea OO0 HIMM
«Jlo3a», Poccusa, PY Ne P3H 2014/1562.

1.10. Kamepa MynbTudopmMmaTHaa MegmumHckas - 1-5 wT., npy HeobxoAMMOCTH, BapnaHTbl UCMONHEHUSA:

- Kamepa nasepHas MynbTugopmaTHas DRYVIEW 5700 Laser Imaging System ans ne4atn MeguuMHCKMX N306parkeHuni,
C NPUHAANEXHOCTAMU, MPpon3BoAcTBa «KsapcTpum Xanc, NHK.», CLUA, PY Ne ®C3 2011/10352;

- Kamepa MefuUNHCKas TepMorpaduyeckas mynbtTudopmaTHas DRYPIX 2000 ncnonHenns DRYPIX Lite ¢
nNpUHaanexHocTsaMn, nponssoactea «OYIXKNOUIIbM KopnopenwH», AnoHns, PY Ne P3H 2013/911.

1.11. Komnnekc annapaTHO-NPOrpaMMHbI aBTOMaTU3NPOBaHHOM 06paboTKM 1 NPOTOKOANPOBAHNSA MeANLNHCKNX
AnarHocTunyeckmnx nccnepnosaHnnm (APM Bpaya) - 1-5 wit., npu Heob6xoAMMOCTWN, BapuaHTbl UCMOJHEHNS:

- KOMMJ1eKC NporpamMm Ans BM3yanumsaunmm, obpaboTkn, apXMBMPOBAHUSA U SKCMOPTa MEANLMHCKUX N306parkeHnn 1
naHHbIX «JIMHC MaxaoH Paboyasi cTaHums Bpada» no TY 9442-233-38226244-2015 ¢ npuHaO/ieXXHOCTbIO, BapuaHT
ncnosHeHus: 6. JIMHC MaxaoH Pabovasa cTaHumMs Bpaya: MakcumanbHas, nponssoactesa OO0 «JIMHC», Poccus, PY Ne
P3H 2017/5616;

- KOMMJ1IeKC NMporpamMMm A1 apXUBUPOBAHNSA, MPOTOKONMPOBAHNA 1N SKCMOPTa MeANLMHCKNX OaHHbIX 1 M306pakeHnin
«JINHC LooklInside» no TY 5090-380-38226244-2015, BapuaHT ncnonnexus: 1. JIMHC Looklinside Pagnonornyeckas
MHgopMaunoHHas cuctema, npomssoactea OO0 «JIMHC», Poccusa, PY Ne P3H 2017/5620;

- KOMMJ1IeKC annapaTHO-NPOrpaMMHbI aBTOMaTU3NPOBaHHOM 06paboTKM N NPOTOKOINPOBAHNSA MEONLINHCKUX
OnarHocTunyeckmnx nccnepgosaHunnm (APM Bpada) DSSD, npoussoactea OO0 «CeBkaBpeHTreH-I», Poccusa, AKOPU
468469.001.

1.12. NporpaMmmHoe obecneyeHne Ha OCHOBE TEXHOJIOMMIA UCKYCCTBEHHOIO MHTeNNeKTa - 1-5 wT., npn HeobxoammocTw,
BapuaHTbl UCMOJIHEHWNS:

- MPOrpamMMHbIN MOAY b ANSA aHaM3a (pJIIOPOrpaMm 1 PpeHTreHorpamMmm rpyaHon KneTku 4yenoseka rno TY
58.29.32-001-21494354-2020, npoussoactea OO0 "MTM", Poccus, PY Ne P3H 2021/14506;

- nporpammMHoe obecneyeHune LIEJIbC® (MO LEJIbC®) no TY 58.29.32-001-28139219-2019, npounssoactea OO0
"MegununHcKmne CKpUHUHI cuctembl”, Poccnsa, PY Ne P3H 2021/14449.

1.13. MoHUTOP BbICOKOIro pa3pelleHuns (Npn HeobxoammocTun) - 1-10 wT., Npy HeOO6XOANUMOCTU, BapaHTbl MCMOJIHEHUS:
- MOHUTOPbI MeANLUMHCKNE Beacon, B BapnaHTax ncnonHeHus: 1. MoHuTop anarHoctuyeckuinm C22S+, B cocTase, 3.
MoHuTOp AnarHocTuydeckmn C32S+, B coctase, 4. MoHuTop AnarHoctudecknm C32SP+, B coctase, 5. MoHuTOp
anarHoctudeckmn C43W+, B coctase, 6. MoHUTOp AnarHocTudeckun C44W+, B coctaBe, 7. MOHUTOP AMArHOCTUYECKUIA
C53S+, B cocTaBe, 8. MoHuUTOp AmnarHocTmnyeckum C53SP+, B cocTaBe, 9. MoHnTOp anarHocTnydeckunm C61W+, B
cocTtaBe, 10. MoHuTOp AnarHocTuyeckmn C81W+, B coctae, 11. MoHUTOp AnarHoctudeckuin C82W+, B cocTase, 12.
MoHuTOp amnarHocTmnyeckmn C83W+, B coctaBe, 13. MoHUTOp AnarHocTuyeckmnm G22S+, B coctase, 14. MoHuTOp
aonarHoctuydeckmn G22SP+, B coctase, 15. MoHuTOop AnarHocTtnyeckuin G23S+, B coctaBe, 16. MoHUTOp
anarHoctuydeckmn G23SP+, B cocTaBe, 17. MoHUTOp AnarHocTnyeckun G32S+, B coctaBe, 18. MoHuTOp
anarHoctudeckmn G32SP+, B coctase, 19. MoHuTOp AnarHocTnyecknn G525+, B coctase, 20. MoHuTOpP
anarHoctunyeckmnn G52SP+, B coctaBe, 21. MoOHUTOP AMarHocTuyeckmun G53S+, B coctase, 22. MoHMTOP
AunarHoctunyeckmnn G53SP+, B cocTaBe, npon3BoacTBa "leHb4yxeHb beakoH Aucnnen TexHonopxu Ko., JITa.", Knutan,
PY Ne P3H 2022/17702;

- LCD-MOHUTOP MeANLUMHCKWIA C NPUHAANEXHOCTAMU, BapnaHTax ncnonHeHuns: 1. LCD-MoHuTOp MeanumHckmnn C270G,
2. LCD-moHuTOp MeanumnHckuim C350G, 3. LCD-moHuTOop megnunHckmum C620G, 4. LCD-MOHNTOP MeAVLNHCKUNA
JUSHA-C61, 5. LCD-MOHUTOP MegnumnHckmnin JUSHA-M53,6. LCD-MoHMTOP MeanunHcknn M260G,7. LCD-MmoHUTOP
MeaunumHckmin M350G, 8. LCD-MOHUTOP MegnumHckmnin R190, nponsBoacTBa «HaHkuH O)kywa Oucnnen TeKHOI04 KN
Ko., iIta.», Kutan, PY Ne P3H 2020/12645;

- MOHUTOP OJ19 MEAULNHCKON BU3yann3aLuum nod Toproson Mapkon Millennium c npnHagne)>xHoCcTsaMu, B BapuaHTax
ncnonHeHus: C14S, C15S, G11S, C21w, C22W, C22WT, C23W, C23WT, C21SP, C22SP, G21SP, G22SP, C42WP, C81WP,
C31SP, C32SP, G31SP, G32SP, G51SP, G52SP, npousBoacTBa «LleHb4YxeHb beakoH Oucnnen TexHonoaxu KamnaHu,
Nnmnten, Knutanm, PY Ne ®C3 2012/13429.

1.14. PeHTreHomnpo3payHbIin CToN-KaTanka - 1 WwT., Nnpu HeobXoA4NMMOCTU, BapuaHTbl UCMOSHEHWNS:

- YCTPONCTBa LWUTAaTUBHbIE PEHTIreHOBCKME MeanumnHckme no TY 9452-005-86112671-2012, B BapuMaHTax NUCMoaHeHus: |.
Cton-kaTtanka CK B ncnonHenusax: CK n CK-E, nponssoactesa OO0 «CeBkaBpeHTreH-L», Poccus, PY Ne ®CP 2012/13784.
1.15. PeHTreHo3awmnTHasa wmpMa - 1 wT., npy HeobxoaMmMoCTn, BapuaHTbl UCMOJIHEHUNS:

- LUMPMbl PEHTreHOo3alUNTHbIe LefibHoOMeTanm4yeckmne cemHUoBble no TY 9452-009-17459079-2002, B BapraHTax
ncnosHeHus: |. Lnpmbl 4ng meanumnHCcKoro nepcoHana: - WPB1-"MOHN"; - LUPB2n-"MOHW"; - LUPB2n-"TTOHN" -
LUPB3-"MOHWY; - LLUPM-"TIOHWN"; - LLPM3-"MOHW"; II. LUupma gna naumeHTa LLUPM-«MOHW», nponssoactea AO «MOHW»,
Poccus, PY Ne ®CP 2011/11811;

- LWAPMbl PEHTreHo3aWNTHbIE PE3UHOCBUHLLOBbIE NepenBuXHble no TY 9452-010-46782692-2001, npounssoncrtea OO0
"PeHTreH-KomnnekT", Poccus, PY Ne ®CP 2011/10476.

1.16. YcTponcTBo Anda yknaaku geten YY/[, npomssoactea OO0 «CeBkaBpeHTreH-[», Poccusa - 1 wT., npm
HeobxoaMmocCTu.

1.17. KoMnnekT CpencTB 3alNTbl OT PEHTFEHOBCKOro U3ay4vyenus - 1-10 wT., npy Heo6XxoANMOCTHN, BapuaHThbI
MNCMONIHEHNS:

- NepyaTKN PeHTreHo3alwmnTHble cnankoHosble MNMPC no TY 9398-011-59003778-2007, npoussonctea OO0
"3awmTa-YepHobbinb M", Poccus, PY Ne ®CP 2007/00889;



° - n3Jenns NHANBMUAYanbHOM 3alinTbl A1 MEAULWMHCKOro NepcoHasa 1 nauneHToB U3 peHTreHo3alnTHOro Mmatepunana
M3-7 no TY 9398-012-59003778-07 B cnefyoLWmX NCMONHEHNAX: A1 MEAULMHCKOro nepcoHana: - papTyk
PEHTreHo3aLWMNTHbIA 0AHOCTOPOHHUI ®30-03; - BOPOTHUK PEHTreHO3alMTHbIA 0A4HOCTOPOHHUI BP3-02, ons
MaumneHTOoB: - MepedHNK PeHTreHo3awmnTHbIn M3M-02; - komnnekT naacTuH K3M-01, nponssoactea 000
"3awmTa-YepHobbinb M", Poccus, PY Ne ®CP 2007/00888;

° - KOMMNJIEKT MHANBUAYAJIbHbIX NOAMBUHUAXIOPUAHOCBMHLOBbLIX CPEACTB 3alMTbl NALMEHTOB Y MeAUNLIMHCKOIro
rnepcoHasa oT PeHTreHoBCKOro nsnydyeHns KNC3-"PEHEKC" no TY 9398-010-21009821-2004, npon3soacTtsa 3A0
"PEHEKC", Poccus, PY Ne ®CP 2008/03184.

° 2. 3KcnayaTauMoHHaa AOKYMeHTauuns:

* 2.1. PykoBoacTBO Mo akcnayaTtauymm CLUPY 01.00.00.00.000 P2 - 1 wr.

e 2.2.Nacnopt CLUPY 01.00.00.00.000 MNC - 1 wr.

* [puvHapnexHocTn:

e 1. MeperoBopHoe yCTPOMNCTBO ABYXCTOPOHHee (NabopaHT-naumeHT), npomnssoactea OO0 «<KOMKOM-CodhT», Poccus,
nnu npounssoactea OO0 «CoBpeMeHHble TexHonornm», Poccms - 1 wit.

° 2. lWnT anekTpuyecknin pacnpenenntenbHbii, nponssoacTea OO0 «CeBkaBpeHTreH-L», Poccusa - 1 wT.

¢ 3. MOHTa)HbIn KOMNNeKT Kabenen, nponssoacTea OO0 «CeBkaBpeHTreH-I», Poccmsa - 1 wT.

3. PocnaTeHT: ToBapHbie 3Haku npaBoobnagatens

3Haku OBLLECTBO C OFPAHUYEHHOW OTBETCTBEHHOCTbBIO "CEBKABPEHTIEH-A" (VMHH 0703006616): 1.
MpaBoobnagaTens HanaeH no MHH nponssoaonTens. 3Haku NpuHagfiexxaT NMpPou3BOANTENO NPOAYKLWN, HO
He 06a3aTeNIbHO OTHOCATCS UMEHHO K 3TOMY U3OENNLO.

3HakK Ne 725106 - gencreyeT

(%) 3apeructpuposaH 27.08.2019, neicTteyeT go 27.03.2029
3asBka 2019713676 o1 27.03.2019 - 6tonneTteHb Ne 17
Knaccel MKTY: 10
10 - annapaTbl gnarHoCTn4eckme ona MegnuunHCKnX Ll,eﬂel?l; annapaTbl 4n4a ﬂy‘-leBOI?I Tepanun; annapaTbl N
YCTAHOBKU PEHTreHOBCKUEe AN MeANLUMHCKUX Lesiei; anrnapaThl MAarHUTHO-pPe30HaHCHOM ToMorpadgun (MPT)

0719 MeOVLNHCKKX Lenen; annapaTbl pagnoaornyeckue ans...
https://www1.fips.ru/fips_servl/fips_servlet?DB=RUTM&DocNumber=725106

[okymeHT cchopMmumpoBaH cepBmncomM ToBapMuHMPO (tovarminpro.ru) n3 oTKpbITbiIX AaHHbIX. Pa3zgen 1 - peecTp poCcCUNCKON

npomblwneHHon npoaykumm (FTNCI) Ha pnaTy dpopmumpoBaHus. Paspen 2 - peecTp MeAULUHCKUX n3gennn PocsapaBHansopa

(oTKpbITble AaHHbIe Ha 22.10.2026). Pa3zpen 3 - oTKpbITbie AaHHble PocnaTeHTa Ha 02.10.2026, cTpaHULbl 3HAKOB B
OTKpbITbIX peecTpax ®UMC nony4eHbl 04.11.2026. JaHHbIE MO 1N U3MEHUTLCSA. [JOKYyMeHT He aBasfeTca ouumanbHON
BbINMMCKOW Poc3apaBHaa3opa nam PocnaTteHTa n He 3aMeHseT nX.

CcpopmuposaHo: 13.11.2026, 15:43:56



