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

10759945

HanmeHoBaHue npoaykumm

Mammorpap peHTreHoBCkMn MP-«OunamaHT» no TY 9442-004-86112671-2011, ncnonHeHune 1

CTtaTyc 3anucu
B peecTpe

HaTa BKJOYEHUSNA

26.01.2026

Kon OKMNA2
26.60.11.113

Koa TH B3l
9022 14 000 0

MpenmywecTtso 15% (MM PO Ne 925)
He 3agBsieHo

MpowunssoaunTens

OBLLECTBO C OrPAHNYEHHOM OTBETCTBEHHOCTbIO "CEBKABPEHTIEH-4"

[MonHoe HanMeHoBaHMe

OBLLECTBO C OrPAHWYEHHO OTBETCTBEHHOCTbIO "CEBKABPEHTIEH-4"

VIHH
0703006616

KM

OrPH
1080719000713

N3roToBneHa no

TY 9442-004-86112671-2011

OcHoBaHune

AKT 3kcnepTm3bl TMIM - 5048004901 - 23.12.2025

MpodunnbHbI AenapTamMmeHT
JenapTaMeHT paano3/1eKTPOHHON NPOMBbILLUIEHHOCTN

CpoK nencTBus cBegeHUn

25.01.2031

Bannbl

100

2. Poc3ppaBHapg3op: perncrtpaunoHHoe ynoctosepeHne ®CP 2012/14039

Homep ynoctoBepeHus

®CP 2012/14039



CraTyc
HencrteyeT

[aTa peructpauum

02.11.2012

Cpok pencreus
beccpoyHo

HanmeHoBaHune

Mammorpacd peHTreHoBCckMn MP - «lnamaHT» no TY 9442-004-86112671-2011

Mpoun3ssognTensb

00O "CeBkaBpeHTreH-[1", M"HH 0703006616

CB#3b € 3anucbto M'NCI
CBAa3b Ha|7|ueHa CcepBnCOM aBTOMaTUYeCKWN: COBMaJl Npon3sBoaonTesib, U aBTOMaTU4YeCKad NMpoBepKa
HallJla nagenme B Crimcke NCMNONIHEHWN yAoCTOBEpPEHNWA.

McnonHeHne, KoTopomy cooTBeTCTBYeT 3anucb MMCrI
NcnonHeHne 1

KapToyka B peecTpe Poc3apaBHan3opa
https://elk.roszdravnhadzor.gov.ru/widget/med-product/181851

NcnonHeHuns (175)

* WcnonHeHue 1:

* ba3oBas 4YacThb:

* 1. CTonKka-wTaTue - 1 WT.:

* - CToMKa-wTaTuMB yHMBepcasbHas, npomssoacTea OO0 «CeBkaBpeHTreH-[», Poccus.

°nam

* - CToMKa-WTaTMB yHMBepCcaabHas, nponssoacTea METALTRONICA S.p.A., Tanus.

e 2. KOMMNNEeKT KOXXYX0B YHUBEPCAsbHbIN - 1 WT.:

* - KOMNNeKkT KOXYX0B YHMBepCasbHbIN, Npon3BoacTBa OO0 «CeBkaBpeHTreH-I», Poccus.

° nam

* - KOMNeKT KOXXYX0B YHMBepcasbHbIn, npon3soacTea METALTRONICA S.p.A., NTanus.

* 3. CbEMOYHOE YyCTPONCTBO - 1 WT.:

* - CbéMoYHoe ycTponcTso, nponssoactea OO0 «CeBkaBpeHTreH-I», Poccus.

L0317

* - Cbémo4Hoe ycTponcTso, npoussoactsa METALTRONICA S.p.A., UTanus.

* 4. KacceTonprvéMHMK C OTCEMBAIOLLNM PacTpoM (YCTPOMCTBOM «bykkun») pazamepom 18x24 nnn 24x30, npon3BoACTBa
METALTRONICA S.p.A., Tannsa - 1 wT.

* 5. ABTOMaTU4YeCKUin KONAMMaTop, UIn aBTOMaTUYECKUIN CO CMeHHbIMU unbTpamu, nponssoactea METALTRONICA
S.p.A., Utanna - 1 wr.

* 6. HoXXHble nepeksoYaTen KOMNpPeccun, Uan MyJsibTUPYHKLUMOHaNbHaA nefasb CABOEHHAsA, MPON3BOACTBA
METALTRONICA S.p.A., Tanus - 1 wrT.

e 7. OnarHoCTUYeCKnin CTONIMK C OTCEMBAIOLLMM PacTPOM 1 3KCMNOHOMeTpoM, npomssoacTtesa METALTRONICA S.p.A.,
WTtanna - 1 wr.

* 8. PeHTreHoBCKOe nuTatoLLlee YCTPONCTBO (reHepaTop) - 1 wT.:

* - PeHTreHoBcKoe nuTatoLLlee yCTPONCTBO (reHepaTop), NnponssoacTsa METALTRONICA S.p.A., Tanus.

L0317

* -[eHepaTop PeHTreHoBCKNM MaMmmorpacdunyieckuinn FLAT Il (KTFLIO009), nponssoactea METALTRONICA S.p.A., UTanuns.

* 9. M3ny4aTenb PeHTreHOBCKU C PEHTreHOBCKOM TPYOKOM, BapuaHThbl UcnosHeHms: TB/C339VXM12 (C339V ¢ XM12),
mnu TB/C339V1016 (C339V ¢ XM1016), nnm TB/C339V1016T (C339V ¢ XM1016T), unn XM 12/C339C, nponsBoacTeBa
ILA.E. S.p.A., UTanusa - 1 wT.

e 10. NynbT ynpasnenus, npomssonctsa METALTRONICA S.p.A., Tanusa - 1 wT. (Npn HeobxonmmocTn).

¢ 11. KHoMKa BKJOYeHusa akcno3mumm, nponssoactea METALTRONICA S.p.A., UTtanmsa - 1 wT. (Nnpyn HeobxoammocTn).

e 12. NporpamMmmHoe obecnevyeHne cneymanusmposaHHoe "AMNK ApxuMeg" no TY 62.01.29-002-98944313-2015,
npounssoactea OO0 «Men-Peii», Poccus, PY Ne P3H 2019/8485, 1 - 10 wT. (Npn HeobxoammocTn).

* 13. Kamepa nasepHaa MynbTudgopmaTHaa MeguumHckasa DRYPRO, moaenb 873 (Laser Imager DRYPRO Model 873) ¢
npuHaanexHocTsaMn, nponssoactea «KoHnka MuHonTta, NHK.», dnoHua (Konica Minolta, Inc., Japan), PYNe ®C3
2008/03309, 1- 5 wT. (Npn HeobxogMMOCTK).

¢ 14. Kamepa nasepHasa MmynbTugopmaTHas DRYVIEW 5950 Laser Imaging System ¢ npuHagnexxHocTsaMu, Npon3BoaCcTBa
«KaapcTpum Xanc, UHk.», CLUA (Carestream Health Inc., USA), PYNe P3H 2015/2380, 1 - 5 wT. (npn HeobxoammocTn).

* 15. Kamepa MegunumHcKas nasepHaa MynbTudgopmaTHaa DRYPIX 4000 ucnonHeHus DRYPIX Plus ¢ npuHagnexHocTamu,
nponssoacTea «OYOAXNDWNIIbM KopnopenwH», AnoHus (FUJIFILM Corporation, Japan), PYNe ®C3 2012/12949, 1 - 5 wr.
(Npn HeobxoonumocTK).



16. Cuctema KomnbeloTepHon paguorpadum REGIUS 110 ¢ npnHagneXxHocTaMu, nponssoactea «KoHnka MmnHonTa,
NHK.», dnoHuns (Konica Minolta, Inc., Japan), PYNe ®C3 2010/06650, 1 - 5 wT. (npn HeobxoanmocTn).

17. YcTponcTBo ANns umdpoBon pagmuorpadum Ha oCHoBe hoToCTUMYyNnpyembix atoMnuHocopos FCR Capsula XL2 (CR-IR
359), c NnpuHapfiieXxHocTaMU, NnponssoacTea «PYIOXNDONIIbM KopnopenwHs», dnonunsa (FUJIFILM Corporation, Japan),
PYNe ®C3 2009/04740, 1 - 5 wT. (Mpn HeobxogmmocTu).

18. Komnnekc uymdposon CR anarHoCTn4eCcKui AN NoayyYeHns N apxXmBMpoBaHNa MeAULNHCKUX PEHTFeHOBCKUX
n306pa>keHnin C NpUHaANIeXXHOCTAMN, ogHa 13 mogenen: CR 30-Xm, CR 10-X, npoussoactea «Arda H.B.», Benbrus
(Agfa N.V., Belgium), PYNe P3H 2015/2731, 1 - 5 wT. (npn HeobxoammocTn).

19. lo3uMeTpbl peHTreHOBCKOro n3sny4yeHuns knanHndeckne OPK no TY 9441-109-31867313-2012, mogenu: APK-1,
OPK-1M, nponssoactea OO0 HMM «do3a», Poccmsa, PYNe P3H 2014/1562, 1 - 2 wT. (Npn HeobxoammocTn).

20. MoHuTOp BbiCOKOro pa3peweHns BEACON, mogenun: C32S+ nnn C32SP+ vnn G325+ nnu G32SP+ nnn G525+ vnum
G52SP+ nnun C53S+ nnm C53SP+ nnn G53+ nnun G53SP+, npoussoacTea Shenzhen Beacon Display Technology Co.,
Ltd., Kutan, 1 - 10 wT. (Nnpn HeobxoammocTn).

21. MoHUTOpP ANA MeAVLMHCKOW BM3yaan3aLunm nog Toproson mapkon Millennium ¢ npuHagneXxHoCcTaMu, UCNONHEHUSA:
G51SP, G52SP, nponsBoacTBa «lleHbYxeHb BeakoH Oucnnen TexHonooxun Kamnanu, Jinmuten, Kutan (Shenzhen
Beacon Display Technology Co., Ltd., China), PY Ne ®C3 2012/13429, 1 - 10 wT. (Npn Heob6xoammocTn).

22. lWnpma peHTreHosawmTHas, nponssoactsa METALTRONICA S.p.A., UTanus - 1 wT. (Npy Heo6XoANMOCTH).

23. 3pgennsa nHamemayasnbHOM 3aWMThbl 408 MeAMLMHCKOro nepcoHasa u nauMeHToB N3 peHTreHo3aWwmTHOro
MaTepuana M3-7 no TY 9398-012-59003778-07 B criefyoLWmxX NCMOJHEHNAX:

071 MeANLMHCKOro nepcoHana: - hapTyK peHTreHo3alWmnTHbIA 0QHOCTOPOHHUI ®30-03; - BOPOTHUK
PEHTreHo3alWMnTHbIA OQHOCTOPOHHWUI BP3-02, Ans NnauMeHTOB: - NepefHUNK PeHTreHo3alwnTHbIn M3M-02; - koMnaekT
nnacTtuH K3M-01, nponssoactea OO0 "3awwmTa-YepHobbiib M", Poccus, pernctpaumnoHHoe yaoctoBepeHne Ne dCP
2007/00888, 1-10 wT. (Npn Heob6xo0ANMOCTN).

24. JkcnnyaTaunmoHHas LOKYMEeHTauums:

- PykoBoacTBO No akcnsyaTaymm MP01.00.00.00.000 P3 - 1 wi.

- NacnopT MP01.00.00.00.000 MC - 1 wr.

MpuHagnexHocTun:

1. WnToK ona 3awmnThl nua nauneHTa, npoussoactea METALTRONICA S.p.A., UTanua - 1 wT.

. KomnpeccuoHHas nonaTtka 18x24, npoussoactsa METALTRONICA S.p.A., Tanua - 1 wT.

. KomnpeccrnoHHas nonatka 24x30, nponssoactea METALTRONICA S.p.A., UTanna - 1 wT.

. KomnpeccrnoHHas nonatka 10x24 (ona manon xenesbl), nponssoacrtsa METALTRONICA S.p.A., UTanua - 1 wT.

. KomnpeccmnoHHas nonatka gns npuuenbHon cbeMkun, nponssonctsa METALTRONICA S.p.A., UTanms - 1 wT.

. KomnpeccrnoHHasa nonaTtka s CbeMKU C yBennyeHuem, npomssoncrtsa METALTRONICA S.p.A., UTanusa - 1 wr.

. YCTpoWnCTBO A/ reoMeTpuyeckoro ysenmyenms, nponssoactesa METALTRONICA S.p.A., UTtannsa - 1 wT.

. AnarHoCTN4YeCcKnim CTONUK ANa CbeMKN C yBenndeHneMm, npomssonctsa METALTRONICA S.p.A., Ttanua - 1 wr.
NcnonHeHmne 2:

ba3oBas 4acTb:

1. CToMKa-WTaTuB yHMBEpPCaabHasa - 1 WwT.:

- CToMka-wWwTaTmB yHUBepcanbHas, npomssoactea OO0 «CeBkaBpeHTreH-I», Poccus.

nnm

- CTorka-wTaTmB yHuBepcanbHas, npomssonctsa METALTRONICA S.p.A., Tanus.

2. KOMNeKT KOXXYXOB yHMBEepPCasbHbIN - 1 WT.:

- KoMnnekT KOXXYX0B yHUBepcasbHbIn, nponssoactea OO0 «CeBkaBpeHTreH-I», Poccus.

nnm

- KoMnnekT KOXXYX0B yHUBepcabHbI, nponssoactesa METALTRONICA S.p.A., UTanus.

... W ewé 115: nonHbIN CNNCOK B KapToyke peecTpa Poc3apaBHaa3opa

0O~NO UL WN

3. PocnaTeHT: ToBapHbie 3Haku npaBoobnagatens

3Haku OBLLECTBO C OFPAHUYEHHOW OTBETCTBEHHOCTbBIO "CEBKABPEHTIEH-A" (VMHH 0703006616): 1.
MpaBoobnagaTens HanaeH no MHH nponssognTens. 3Haku NpuHagiexaT NMPou3BOANTENO NPOAYKLWN, HO
He 06a3aTeNIbHO OTHOCATCS UMEHHO K 3TOMY U3OENNIO.

3HakK Ne 725106 - gencreyeT

a 3apeructpupoBaH 27.08.2019, gencteyeT 0o 27.03.2029
3asBka 2019713676 o1 27.03.2019 - 6tonneTeHb Ne 17

Knaccbl MKTY: 10

10 - annapaTbl AMarHoCTUYeCKMe A9 MeAULIMHCKUX Lienen; annapaTbl 41 Jly4eBon Tepanuu; annapaTbl U
YCTaHOBKMW PEHTIreHOBCKMNE AN MeAULIMHCKMX Lieniel; annapaTbl MarHUTHO-pe30HaHCHon Tomorpadgum (MPT)
ON8 MeOULMHCKMX Lenen; annapaTbl paanosiornyeckme ans...
https://www1.fips.ru/fips_servl/fips_servlet?DB=RUTM&DocNumber=725106




[lokyMmeHT chopmmpoBaH cepsmncomM ToBapMunHIPO (tovarminpro.ru) n3 oTKpbITbIX AaHHbIX. Pa3gen 1 - peecTp poCcCUNCKOM
npomblwneHHon npoagykumm (FTUCIM) Ha pnaTy dopMmpoBaHus. Paspen 2 - peecTp MeANLNHCKUX n3genuin PocsgpaBHagsopa
(0OTKpbITble faHHble Ha 22.10.2026). Pa3gen 3 - oTKpbITble AaHHble PocnaTeHTa Ha 02.10.2026, cTpaHuWLbl 3HAaKOB B
OTKpbITbIX peecTpax PUMC nony4veHbl 04.11.2026. [laHHbIE MOT/IN N3MEHUTbLCA. [JOKYMEHT He siBNseTCs ourumanbHOn
BbIMUCKOM Poc3apaBHaA30pa nam PocnaTeHTa U He 3aMeHseT UX.

CcpopmuposaHo: 13.11.2026, 15:58:14



