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

10811212

HanmeHoBaHne npoaykumm
dnooporpad undposon "APC-dnaoopo” no TY 26.60.11-012-86112671-2021, ¢
MPUHapNEeXXHOCTAMMN

CraTyc 3anucu
B peecTpe

LaTa BKJOYEHUSN

07.04.2026

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 26.60.11-012-86112671-2021, PeructpaumoHHoe ynoctosepeHmne P3H 2022/17638

OcHoBaHue

AKT 3kcnepTusbl TN - Ne 5048009371 - 02.04.2026

MpounbHbIN fenapTaMeHT
JenapTaMeHT paano3/1eKTPOHHON NPOMBbILLIIEHHOCTN

CpoK OencTBus ceefeHunn

06.04.2031

bannbl

138

2. Poc3pgpaBHaa3op: pernctpaunoHHoe ynoctosepeHmne P3H 2022/17638




Homep ygocToBepeHus

P3H 2022/17638

CraTtyc
DencrteyeT

[aTa peructpauun

28.06.2022

Cpok pencreus
beccpoyHo

HanmeHoBaHune
dnoporpad undposonr "APC-®nwopo" no TY 26.60.11-012-86112671-2021, ¢
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 "APC-®dnaoopo” no TY 26.60.11-012-86112671-2021, ¢
MPUHaANEeXXHOCTAMN

KapTo4ka B peecTpe Poc3gpaBHag3opa
https://elk.roszdravnadzor.gov.ru/widget/med-product/161889

NcnonHeHns (168)

1.1 Ctonka-wTtaTue - 1 WT.:

- CTomka-wTaTmB yHuBepcanbHas BPC B ucnonHenusax 6PC-A, BPC-[, nponssoacTea OO0 «CeBkaBpeHTreH-L», Poccus,
PY Ne ®CP 2012/13784.

1.2 Ounadparma (konnmmaTtop) - 1 wT.:

- Anadparma (konnumaTop) Optica, mogenu: OPTICA 10, OPTICA 20, OPTICA 30, OPTICA 40, npon3soacTBa Varex
Imaging, CLLUA, HnaepnaHabl;

nnm

- Anadparma (konnmmaTop) Ralco R, mogenu: R 302, R 221, R 225, npoussoactea RALCO S.r.l., UTanus.

1.3 OTceunBatowas pewweTka (npn HeobxoAnMMoCTH) - He bonee 2 WT.:

- OTceunBatoulan peweTka JPl, mogenn: Grid 1000, npounssoacTea Jungwon Precision Industries Healthcare Co, FO. Kopes;
nnn

- OTcenBatwLLlan peweTka Soyee, mofenu: Soyee, npomnssoacTea Soyee Product Inc., Kopes.

1.4 NoHn3aumoHHaa kamepa - 1 WwT.:

- NoHn3aunoHHas kamepa VacuDAP, mogenu: VacuDAP, npoussoactea VacuTec MeBtechnik GmbH, Nl'epmaHuns;

nnm

- loHn3aumnoHHasa kamepa SSMC, mogenun: Solid State MC 508, Solid State MC 601, npon3soacTea Varex Imaging, CLUA.
1.5 YCTPONCTBO PEHTIEHOBCKOE NMTatoLWee BbICOKOYACTOTHOe - 1 WiT.:

- YcTponcTBo peHTreHoBckoe nutatoulee EPS 45-80 HIGH-VOLTAGE GENERATOR, ¢ npuHagne>xHocTsaMu, Npon3BoacTea
«EM[I TekHonopxunc», KaHaga (EMD Technologies, Canada), PY Ne ®C3 2010/06234;

nnm

- YCTPOWCTBO peHTreHOBCKOE NMuTatoLLee BbicOKoYacToTHOoe VZW, mogenu: VZW2556, VZW2558F, nponsBoacTsa
KoMMbloHMKenwHC 3HA Mayap NHpacTpu3 KaHaga, VHK. (CullnAni), Kanaga (Communications & Power Industries
Canada, Inc. (CPI), Canada);

nnm

- YcTponcTBO peHTreHosckoe nutatouwee, mogenu: INDICO IQ, CMP 200, CMP 200DR ¢ npvHagieXXHOCTAMU,
nponssoacTtea Communications & Power Industries Canada, Inc. (CPl), KaHaga;

nnm

- YCcTponcTBa peHTreHoBCKMe nuTatowme no TY 9442-002-75249059-2007 B cnepywowmnx ncnosnHeHunax: Pry BY/1, Py
BY/2 n PMNY BY/3, npoussoactea OO0 «HIM «B3JIUT», Poccnsa, PY Ne ®CP 2008/02666;

nnm

- YCTpPONCTBO peHTreHOBCKOe NnuTatoLLee BbicOko4acToTHOe Editor HFe, nponssoacTea Spellman High Voltage
Electronics GmbH, N'epmaHuns;

nnm

- YCTPONCTBO PEHTreHOBCKOE NMuTatoLLLee nepeaBmKHoe cpeaHe4acTOTHOE MUKPOMPOLECCOPHOE C aBTOMaTNYEeCKOMN
MHAOVKauMen fo3bl 1 cuctemon camoamnarHoctukm YPClMac-"PEHEKC" no TY 9442-014-01416381-01, npounssoactea OO0
«C.MN. FTENMNWK», Poccus, PY Ne ®CP 2011/11000;

nnm



- YCTPONCTBO PEHTreHOBCKOe NnuTatoLLlee cpefHeqyacTOTHOe MUKPOMPOLLeCCOPHOe C aBTOMAaTUYECKON NHAVKaLnen Ao3bl
Ha naumMeHTa 1 CUCTEMOWN CaMOAMNArHOCTMKM Ansa paboTbl C ABYMS BbICOKOBOJIbTHLIMU FreHepaTopaMu HanpsxxeHns
"PeHekc-ABTOBrH" no TY 9442-019-54839165-2002, npounssoactea OO0 «C.M. FTEJMNK», Poccus, PY Ne ®CP
2012/13652;

nnm

- YCTPONCTBO PEHTreHOBCKOE nMuTatoLlee BbiIcOko4acToTHoe YPIB-"PEHEKC" no TY 9442-027-54839165-2005,
nponssoactea OO0 «C.M. TEJIMNK», Poccus, PY Ne ®CP 2010/07383;

nnm

- YCTPOWCTBO peHTreHOBCKOE NnuTatoLLee BbicOko4acToTHoe ZR75PN, nponssoacTea Spellman High Voltage Electronics
(Suzhou Industrial Park) Co., Ltd., Kutan.

1.6 Ni3ny4yaTenb PeHTreHOBCKUI ANArHOCTUYECKUI (PeHTreHoBCKaa Tpybka/Koxyx) - 1 wT.:

- U3ny4aTenb peHTreHoBCKUM gnarHoctmyeckmnn RTM, mogenu: RTM 78 HS, RTM 782 HS, RTM 90 HS, RTM 92 HS, RTM
101 HS, RTM 102 HS, npounssoacTsa I.A.E. INDUSTRIA APPLICAZIONI ELETTRONICHE SpA, UTanuns;

nnm

- U3nyyvaTenb peHTreHoBCKui gmnarHoctmnyeckmn RTC, mogenun: RTC 600 HS, RTC 700 HS, npoussoactea |.A.E.
INDUSTRIA APPLICAZIONI ELETTRONICHE SpA, Utanus;

nnm

- 3ny4aTenb peHTreHOBCKNIA C PeHTreHOBCKOM TPYOKOWM, BapuaHThl ucnonHeHms: E7864X, E7884X, E7869X, E7892X,
E7895X, E7876X, npoussoactea Canon Electron Tubes & Devices Co., Ltd., inoHus;

nnm

- U3nyyvaTenb peHTreHoBCKui gmnarHoctmnyeckmnn RAD, mogenn: RAD-12, RAD-13, RAD-14, RAD-44, RAD-56, RAD-60,
RAD-68, RAD-92, nponssoacTea Varex Imaging, CLUA;

nnm

- 3ny4aTenb peHTreHOBCKNIN AMarHoOCTMYeCcKnin cepum E, mopenu: E7242X, E7252X, E7876X, npon3soacTtea Canon
Electron Tubes & Devices Co., Ltd., AinoHwns.

1.7 UnchpoBon npnemMHnK n3obpaxeHuns, ¢ NpuHaaneXXHoCcTaMuK (C MporpaMMHbIM obecnevyeHmnem u/mnu annapaTHOM
YacTbio (Mpyn HeobxoaumocTn)) - 1 wr.

- AnnapaT yndposonr paauorpacpumn AspollP, BapnaHTbl ncnonHeHus: P-31, P-51, P-52, c npuHagnexxHoctamu,
npousBoacTBa «KoHMka MuHonTa, VHK.», dnoHunsa (Konica Minolta, Inc., Japan), PY Ne P3H 2018/7682;

nnm

- Annapat undgposon paguorpagpum SKR3000, BapuaHTbl ncnonHeHmns: P-61, P-71, P-81, nponssoactea «KOHMKa
MuHonTa, NHK.», AnoHunsa (Konica Minolta, Inc., Japan), PY Ne P3H 2020/10453;

nnm

- MpUéMHUK peHTreHorpadguyecknin ungposon ViVIX-S, c npuHagnexHoctamm, mogenn: FXRD-1717SA, FXRD-1717SB,
FXRD-1417SA, FXRD-1417SB, FXRD-1417WA, FXRD-1417WB, npon3BoacTBa «BbtoBopkc Ko., JITa.», Pecnybnmka Kopes
(VIEWORKS Co., Ltd., Republic of Korea), PY Ne P3H 2015/2505;

nnm

- NMnockonaHeNbHbIN LNGPOBOM AETEKTOP C NpUHagiexHocTAMM PaxScan, moaenun: PaxScan4343R, PaxScan4343RC,
PaxScan4343W, PaxScan4336R, PaxScan4336Wv4, PaxScan4343CB, PaxScan4343DXV, npon3soactea Varex Imaging,
CLUA;

nnm

- MnockonaHenbHbIN LNhpPoBON AeTeKTOop C NpuHaanexHocTamu FDXA, mogenn: FDXA3543RP, FDXA4343R,
FDXA4343R-HD, FDXA3543RPW, npoun3ssoactBa «KaHOH dnekTpoH Tbiobc aHA Aumsanices Ko., JITa.», AdnoHns (Canon
Electron Tubes & Devices Co., Ltd., Japan);

nnm

- [leTeKTop peHTreHOBCKWUI NMaoCKonaHesbHbIN cepun FDX ¢ npuHagnexHocTsmu, mogenun: FDX3543RP, FDX3543RPW,
FDX4343R, nponsBoactBa «KaHOH IneKTpoH Tbiobc aHA OunBances Ko., JITa.», AnoHunsa (Canon Electron Tubes & Devices
Co., Ltd., Japan), PY Ne P3H 2013/915;

nnm

- YcTponcTBo 06paboTKM peHTreHOBCKOro n3obparkeHunst C npuHagnexxHoctamm, mogenn: 1417WCC, 1417WGC,
1717SCC, 17175GC, npousBoactsa «PaneHc Ko., JITa.», Kopes (Rayence Co., Ltd., Korea), PY P3H 2016/4459.

1.8 Cuctema nosyvyeHums n o6paboTKN PEHTreHOBCKNX MeANLMHCKNX n3obpakeHnn (npmn HeobxoammocTn) - He bonee 2
WT.:

- Cnctema undposor paguorpadum MeguLNHCKaa AnarHocTmyeckas Ha ocHoBe 6ecrnpoBoAHOro AeTekTopa
pPEeHTreHOBCKOro usnyydeHnsa DRX, ¢ npuHagnexHocTamu, BapnaHTbl ncnonHeHus: Carestream DRX-1 System Wireless,
Carestream DRX-1 System with DRX-1C Detector with DRX-1 Radio Channel 1 & 2, Carestream DRX-Transportable
System Universal Mobile for DRX-1 & DRX-1C, Carestream DRX-Transportable System Field Portable for DRX-1 &
DRX-1C, Carestream DRX-Mobile Retrofit Kit, Carestream DRX-1 System Channel 1 & 2 for OEM, Carestream DRX-1C
OEM Package With DRX-1 Radio Channel 1 & 2, Carestream OEM DRX-1 Full System DRX-1C Detector with DRX-1 Radio
Channel 1 & 2, Carestream DRX-1 System Detector for Channel 1 & 2, Carestream DRX-1C Wireless Detector With DRX-1
Radio Channel 1 & 2, Carestream DRX-1 System OEM Detector for Channel 1 & 2, Carestream DRX-1 System DRX-1C
Detector with DRX-1 Radio Channel 1 & 2, npousBoacTBa «KaapcTpum Xanc, NHK.», CLLA (Carestream Health, Inc., USA),
PY Ne ©C3 2012/13085;

nnm

- Cuctema nony4yeHuns n obpaboTkn peHTreHOBCKNX MeaAnLNHCKUX n3obpaxxeHuin DSSD, npoussoactesa OO0
«CeBKaBpeHTreH-f», Poccusa, AKOPU 468469.001;

... W ewé 108: nonHbIN CNNCOK B KapTo4Ke peecTpa Poc3apaBHaa3opa



3. PocnaTeHT: TOBapPHblIe€ 3HaKWN npaBoo6na,u,aTenﬂ

3Haku OBLLECTBO C OFPAHWYEHHOW OTBETCTBEHHOCTbHO "CEBKABPEHTIEH-A" (MHH 0703006616): 1.
MpaBoobnagaTtesnb HangeH no MHH npoussoanTens. 3Haku npuHanaexaT Npou3BoANTENI0 NPOAYKLUKN, HO
He 06a3aTe/IbHO OTHOCATCA UMEHHO K 3TOMY U3Lesunio.

3Hak Ne 725106 - gencreyeT

3aperucTtpupoBaH 27.08.2019, pencrteyeT Ao 27.03.2029
a 3asBka 2019713676 o1 27.03.2019 - 6tonneteHb Ne 17
Knaccel MKTY: 10
10 - annapaThbl AMAarHOCTMYECKME AN MeANLMHCKUX Leneit; annapaTthel A5 ly4eBor Tepanuu; annapaTbl 1
YCTaHOBKWN PEHTIreHOBCKME ANS MeANUMHCKUX Lenen; annapaTbl MarHUTHO-pe30oHaHCHOW ToMorpadun (MPT)

ONS MeOVNUMHCKNX Lenen; annapaTbl paguosiorniyeckue ans...
https://www1.fips.ru/fips_servl/fips_servlet?DB=RUTM&DocNumber=725106

[lokymeHT chopmumpoBaH cepsmncomM ToBapMuHPO (tovarminpro.ru) n3 oTKpbITbIX AaHHbIX. Pa3zgen 1 - peecTp poCcCUNCKOMN
npombineHHon npoaykuum (FMCM) Ha naTty hopmmpoBaHusa. Paszgen 2 - peecTp MeanUMHCKUX ndgenuin PocsgpaBHaa3opa
(oTKpbITble AaHHble Ha 22.10.2026). Pa3zgen 3 - oTKpbITble AaHHble PocnaTeHTa Ha 02.10.2026, cTpaHULbl 3HAKOB B
OTKpbITbIX peecTpax PUMC nonyyeHbl 04.11.2026. JaHHble MOrN U3MEHUTbLCA. [JOKYMEHT He ABNsSeTCs ohULnanbHON
BbIMUCKOM Poc3apaBHaA30pa nam PocnaTeHTa U He 3aMeHseT UX.

CcpopmupoBaHo: 15.11.2026, 20:46:24



