®EAEPANTBHASA CNYXXBA MO HAA3OPY B COEPE 3[JPABOOXPAHEHVSA
(POC3APABHA/3OP)

PEI MCTPALUVMOHHOE YAOCTOBEPEHNE

HA MEAVLIHCKOE U3AENVE
oT 20 nrona 2022 roga Ne P3H 2022/17798

Ha meauumHCKoe nsgenve , [ ]
Cuctema umdgpoBas peH ireHoBckas ctomarosiormyeckass naHopamMmHas

v HacTosLee perncrpaumnoHHoe yA0CTOBEPEHME BblAaHO
”ne Métuen C.P.J1.”, Tanus,
DE GOTZEN S.R.L, ViaroTa 45, Olgiate Olona (VA) CAP 21057, Italy

lNpounssoanTens
"ne Néruen C.P.J1.", Ntanuns,
DE GOTZEN S.R.L, Via roma 45, Olgiate Olona (VA) CAP 21057, Italy

MecTo Npon3BoACTBa MEANLMHCKOrO U3aenns
DE GOTZEN S.R.L, Via roma 45, Olgiate Olona (VA) CAP 21057, Italy

Homep peructpaunoHHoro gocee No PA-44726/70254 ot 08.10.2021
Knacc noTeHunanbHOro pucka npUMeHeHUs MegULMHCKOro nsgenus 26

Kog O6Lepoccuiickoro Knaccugukaropa npogyKLuum rno BugaM 3KOHOMUYECKOIA
feAatenbHocTn 26.60.11.113

HacTosilee perncTpaLoHHoe YA0CTOBEPEHVE UMEET NPUIOXKEHUE Ha 5 iucTax

npukasom Poc3gpasHaa3opa ot 20 nona 2022 roga Ne”598. ‘ol
[0MYLLEHO K 06paLLeHNIO Ha TeppuTOpMM PoCCHitcKol

PykoBoauTtenb ®efepanbHO cnyxobl
Mo Ha/30py B chepe 3A4paBoOOXPaHeHMS

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCMbITAHII W PETMCTPALIMI MEAHLMHCKUX H3OENHI



®EAEPASIbHAA CNYXKBA MO HA3OPY B COEPE 3[PABOOXPAHEHMSA
(POC3APABHA/3OP)

[MPNNOXEHWE

K PETUCTPALIMIOHHOMY Y/ 1OCTOBEPEHWIO
HA MEAVLIMHCKOE V3OENVE

oT 20 mona 2022 roga Ne P3H 2022/17798
Nner 1

Ha meauumMHCKoe n3genue

Cuctema yndpoBas peHTreHOBCKaa CTOMATO/I0rMyecKas naHopamHas:
BapuaHTbl ucnonHeHus; X-MIND PRIME, X-MIND PRIME 3D, X-MIND PRIME 2D
CEPH, X-MIND PRIME 3D CEPH

{ Cuctema undpoBas peHTreHoBCKas CTOMATO/I0rMyeckas naHopamHas BapuaHT
ncnonHeHna X-MIND PRIME, B cocTase:

1 KosioHHa MOTOpU30BaHHas TeecKonuyeckas (HaCTEHHOE KpernseHue).

2. OCcHOBHa# ornopa.

3. BNoK NOBOPOTHbIN B COOpE:

3.1. NeHepaTOp PEHTrEHOBCKOr0 M3My4eHus.

3.2. JInHeHbI HEeCLEeMHBIN aeTeKTop Ansa nonyyveHns OMNTE n3o06pakeHuiA.

4. Onopa Anga pyK nayueHTa.

5. Cucrtema no3nLUMOHNPOBaHVE NnauneHTa, B COCTaBe:

5.1. Onopa ans noabopo/ka - He 60nee 5 wiT.

5.2. TIpYKYCHOW Ba/iMK CO CTEPXKHEM (Mpy HEOOXOANUMOCTH) - He 6onee 5 Wr.
5.3. Ynop ans ry6sl (npy HeobxoaumocTn) - He 6onee 5 LWT.

5.4. Yex/ibl 04HOPa30BbIe TMIMEHNYECKNE 415 MPUKYCHOIO Basinka - o 100 wr. (npu
HeobXxo4MMOCTN).

6. MaHenb ynpasneHus.

7. Paboyasa ctaHuwmsa (npy Heob6XoaMMOCTH), B COCTaBe:

7.1. KoMnNblOTEp € YCTaHOB/IEHHbIM MPorpa.MMHbIM o6ecneveHnem AIS - 1.
7.2. MoHUTOp - 1 WT.

7.3. LLIHYp nuTaHmus - He 6onee 2uwT.

7.4. KnaBmatypa - 1wr.

7.5. Mbiwb - 1wr.

7.6. Kabenb SDVI - SHDMI - He 6oniee 4 L.

7.7. Kabenb USB - USB type printer - He 60ee 4 L.

7.8. Kabenb Ethernet - He 60nee 2 .

8. KomnnekT coeanHNTENbHbIX Kabeneit: 2 kabens CATS anvHHoi 20 m.

9. MporpammHoe obecneveHme AlS Ha 3NeKTPOHHOM HocuTene (Mpy LaB6KeaLWMOCTHK).
10. PykosogacTteo no akcnayaTtauymm X-MIND PRIME 2D.

11. DKcnnyartaymoHHas LOKYMeHTaumMs NporpaMMHOro obecneyLns Al S W
1M . PykosoacTeo nosb3osartens «[MPOLITAMMHOE OBECI "YEHW ‘AlS» (npu'\
He06.X0AMMOCTHW). gj. A

11.2. PyKOBOACTBO M0/b30BaTeNsi M0 HA6OPY NPOrpaMMHbIX CPACTB AN 2 eanUMHCINTO
0TpacneBoro CTaHAapTa Co3f4aHus, XpaHeHus, nepegaydn n Busy” 3auuu umgppos '

PykoBoauTens ®eaepanbHoli CAyXo6bi
110 HaA30pYy B Chepe 34paBOOXPaHEHNS : mAISt. Camoiinosa

0105206
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PEEPA/IBHAA CIIY)KBA MO HAZ30PY B CHEPE 3[JPABOOXPAHEHUSA
(POC3PABHA/I30P)

MPUNNOXEHUE

K PETUCTPALIMIOHHOMY YAOCTOBEPEHWIO
HA MEAVLVMHCKOE N3AENE

oT 20 uona 2022 ropa Ne P3H 2022/17798
Jnet 2

MeANLIMHCKMUX U306paXXeHNii 1 AOKYMEHTOB 06cnefoBaHHbIX nauneHTos (DICOM) (npu
HeobXxo4MMOCTH).

11.3  PykoBoacTso nosb3osatens nporpammbl CONFIGURATOR AIS 3.5 (npu
. HeO6X0AMMOCTHN).

Il. Cwncrtema undposas peHTreHoBCKas CTOMaTOo/IOrMYeckas naHopamHas BapuaHT
ncnonHeHna X-MIND PRIME 3D, B cocTase:

1 KonoHHa MOTOpM30BaHHasA Teneckonmyeckas (HaCTEHHOE KpeneHue).

2. OCHOBHa# onopa.

3. bnok NoBOpPOTHbLIV B COOpE:

3.1. "'eHepaToOp PEHTIEHOBCKOI0 N3MyYeHus.

,3.2. TlnockonaHesbHbIN HeCLEMHbIV feTekTop Ana nonyyenns KJIKT n OMTE
N306paXKEHNI.

4. Onopa gna pyk naymeHTa.

5. Cuctema No3nLMOHMpOBaHKE NauneHTa, B COCTaBe:

5.1. Onopa ans nogbopoaka - He 6osnee 5 L.

5.2. MpUKyCKOi BannK CO CTepXKHE.M (Mpy HEOBXOAMMOCTK) - He 6onee 5 Wr.

5.3. Ynop gns ry6bl (Npn He06X0AMMOCTH) - He 601ee 5 L.

-5;4. Uexnbl 04HOPa30BbIe rMrmeHnYeckme 41 NPUKYCHOro Basivka - 4o 100 wr. (npw
HeobX0ANUMOCTH).

6. NaHenb ynpasneHus.

7. Paboyas CTaHUMA B COCTaBe:

7.1. KoMnblOTEP C YCTAHOB/EHHbIM NporpaMMHbIM o6ecriedeHnem AIS - 1 wr.
7.2. MoOHUTOp - 1LWT.

7.3. LUHYp nuTaHus - He 6onee 2uT.

7.4. KnaBnatypa - 1.

7.5. Mblwb - 1 wr.

7.6. Kabenb SDVI - SHDMI - He 60nee 4 wr.

7.7. Kabenb USB - USB type printer - He 6onee 4 L.

7.8. Kabenb Ethernet - He 6onee 2 L.

8. KomnnekT coefmHUTeNbHbIX Kabenelt: 2 kabensi CATS annnnoii®O m. |

9. MporpammHoe obecneyveHme AlS Ha 3N1eKTPOHHOM HOcUTenathu HeobXoanMMOCTH).
10. PykoBoacTso no skcnnyatauum X-MIND PRIME 3D.

11. 3kcnnyaTayMoHHas AOKYMeHTaUmMs nporpaMmHoro obec|éuerins Al$. \LLJ,

11.1. PykoBoAcTBO nonb3osatens «"MPOrPAMMHOE OBEVMEYELL L AISS> (npu
HeobXxo4MMOCTH). vV an”

11.2. PyKoBOACTBO MOMb30BaTeNs Nno Habopy NporpammHbIX Cp €AULLILLICKOro
PykoBoautenb ®enepansHO CnyXobl

no Haf3opy B chepe 34paBoOOXpPaHeHMNs A.B. CamoiinoBa

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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®EAEPATILHASA CNY)KBA MO HAA3OPY 5 COEPE 3[IPABOOXPAHEHUSA
(POC3AP/IBH/130P)

MPNNOXEHUE

K PETICTPALIMOHHOMY YAOCTOBEPEHWIO
HA MEOVLIMHCKOEW3AENVE

oT 20 nonga 2022 roga Ne P3H 2022/17798
Nnet 3

OTpac/ieBOro ctaHgapTa Co3faHus, XpaHeHWs, nepegaym n Busyannsaumm LMppPoBbIX
MeANLMHCKUX M306paxXeHNii N JOKYMEeHTOB 06¢1ef0BaHHbIX NauyneHToB (DIGOM) (npwm
Heo6X0AMMOCTH).

Il1. 3. PykoBogcTBo nonb3oBarens nporpammsl CONFIGURATOR AIS 3.5 (npu
Heo6Xx04MMOCTH).

12. MporpaMMHbIiA KNKOY AN1st paclumpeHns nons ob3opa ¢ 85 x 93 mm go 120 x 100 mm (npu
Heo6Xx04MMOCTH).

I1l. Cuctema umdpoBas peHTreHoBCKas CTOMATOMI0rMYeckKas naHopamHas BapuaHT
ncnonHeHns X-MIND PRIME 3D CEPH, B cocTase;

1 KonoHHa MOTOpU30BaHHas Teneckonuyeckas (HaCTeHHOe-HaMoIbHOe KpernseHue).

2. OCHOBHas ornopa.

3. BnokK NoOBOPOTHLIN B COOPE;

3.1. ['eHepaTop PeHTreHOBCKOro M3/lyyeHus.

3.2. MnockonaHeNbKblil HECbEMHbIN AeTeKTop Ana nonyyeHms KNKT n OMTE
N300paXKeHNI.

4. Onopa gns pyk naumeHTa.

5. Cnuctema No3vLMOHMPOBAaHWE NaLWEHTa B COCTaBE:

-5-1 Onopa ana nogbopoka - He 60nee 5 LWT.

5.2. TMpUKyCHOI BaNMK CO CTEPXXHEM (MPW HeO6X0AMMOCTH) - He 6onee 5 WT.
[.3. Ynop ans ry6el (npy He06XoAMMOCTH) - He 6onee 5 LWT.

5.4. Yex/ibl 04HOPA30Bble TMrMeHnYeckne Ana NPrKycHoro sasvka - o 100 wr. (npu
HeobXoAMMOCTH).

6. NaHenb ynpasneHus.

7. Paboyas cTaHLmMs, B COCTaBe:

7.1. KOMMbIOTEP C YCTaHOB/IEHHBLIM MPOrpaMMHbIM 06ecrieyeHnem AlS - 1 .

7.27 MoHuTOp - 1WrT.

7.3. LLUHyp nuTaHus - He 6onee 2 L.

7.4- Knasumatypa, - 1Wr. -

7.5. Mblwb - 1,0,

7.6. Kabenb SDVI - SHDMI - He 60nee 4 wr.

7. -7. Kabenb USB- USB type printer - He 60nee 4 L.
7.8. Kabesnb Ethernet - He 6onee 2 wr. A A

8. KomnnekT coeamHuTenbHbiX Kabeneit: 2 kabens CAT5 gnmHHON O

9. MNporpammHoe obecneyveHme AlS Ha 3n1eKTPOHHOM HocuTene (igSi Heb6pecparimoeTi).31l
10. PykoBoacTso no skcnnyataumm X-MIND PRIME 3D CEPH.

11. 9KcnnyartayMoHHas JOKYMeHTauus nporpaMmMHoro obecnedeH!”~ AlS.
PykoBoauTens ®enepanbHOW CNyXOobl Ji

Nno HaA30py B cihepe 34paBOOXPaHEHMA A 1~N7N?BI CamolinoBa

0105208
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®EAEPATILHASA CNY)KBA MO HAZ3OPY B COEPE 3PABOOXPAHEHUS
(POC3JPABHA/Z30P)

MPUNNOXEHUE

K PETUCTPALIMIOHHOMY YAOCTOBEPEHWIO
HA MEZMLIHCKOE U3AENVE

oT 20 wonsa 2022 roga Ne P3H 2022/17798
Jlnct 4

11.1 PykoBogcTso nonb3osatens «NMPOMPAMMHOE OBECIEYEHWE AlIS» (npw
HeobX0AMMOCTH).

11.2 PyK0oBOACTBO M0/1b30BaTesisi Mo Habopy NPOrpaMMHbIX CPeACTB 418 MeAULMHCKOro
OTpac/ieBOro CTaHAapTa Co3faHus, XpaHeHWs, nepegayn 1 Busyanusaumm LnppoBbIX
MeANLMHCKNX N306paXKeHNn 1 JOKYMeHTOB 06c/efoBaHHbIX nauneHTos (DICOM) (npu

HeobXxoAMMOCTH).

11.3 PykoBofcTB0O nonb3osatens nporpaMmmbl CONFIGURATOR AIS 3.5 (npu
Heobxo4MMOoCTH).

12. MporpammHbIiA KAKOY Ans paclumpeHmns nons o63opa c 85 x 93 mm 4o 120 x 100 mm (npw
HeobX0oAMMOCTH).

13. KpoHLWTeNH ropnsoHTanbHbIi CEPH.

14. CbeMHbIN NMHEHbIA aeTeKTop Ana nonyyveHust TP CHUMKOB.

15. HeCbeMHbIiA LLIeNeBO KonnmMmarop.

16. Cuctema no3nuMoHMpoBaHKA nauueHTa gna obcneposaHns CEPH:

- ®dukcaTopbl YWHbIe - He 6oniee 10 W, (NpK HEO6XOAMMOCTH).

- Perynupyemas ornopa A1 Hoca - He 6onee 5 wt. (Npy HeobXoAMMOCTH).
>0/AHOpPa3oBble FTMIMEHNYECKME BKNAAKM AN yLuei - He 6onee 3000 wr. (npw
Heobxo4MmMOoCTH).

IV. CucTtema LmpoBas peHTreHOBCKasi CTOMAaTo/1I0rM4eckas naHopamHas BapuaHT
ncnonHeHns X-MIND PRIME 2D CEPH, B cocTaBe:

1. KonoHHa MoTopr30BaHHas TesleCKonuyeckas (HaCTeHHOe-HaroIbHOe KpernseHue).
2. OcHOoBHas onopa.

3. BNoK NoBOPOTHBI B COOpE:

3.1 "'eHepaToOp PEHTreHOBCKOr0 N3yYeHNs.

3.2 JINHEeHbIA HECbEMHBI aeTeKTop Ana nony4veHns OMTE n3o6paxeHuia.

4. Onopa gnsa pyK nayueHTa.

5. Cuctema nosnLMOHNPOBaHME NauMeHTa B COCTaBE:

5.1. Onopa gna noabopofka - He 6onee 5 L.

5.2. MpuKyCHOI BannK co CTepXKHeM (Npy HEO6XOAUMOCTK) - He 6o™

5.3. ¥Ynop ans ry6bl (npy Heo6XoAMMOCTH)- He 60nee 5 L.

5.4. Yexnbl 0gHOPa30Bble rMrmeHnYeckume ana npukycHoro sanu/a - Op. 190 wr. (Mpn *
HeobXxo4MMOCTH).

6. MaHenb ynpasneHus.

7. Paboyasa ctaHumsa (Npu HeO6X0AMMOCTI) B COCTaBE:

7.1. KoMnbloTep € yCTaHOB/IEHHbIM MPOrpamMMHbIM 06ecneyeHve

7.2. MoHuTOp - 1LWT.

PykoBoauTenb ®deaepasibHoO Cnyxobl

no HazA30py B cepe 34paBoOOXpaHeHUs A.B. CamoitnoBa
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®EAEPASIBHAS CNYXXBA MO HAI3OPY B COEPE 3[JPABOOXPAHEHSA
(POC3[PAEHA/I3OP)

MPNNOXEHUE

K PETVICTPALIOHHOMY YAOCTOBEPEHUIO
HA MEAULHCKOE U3AENVE

ot 20 nonsa 2022 ropa Xo P3H 2022/17798
Jlnet 5

7.3. LLHyp nuTaHuna ~He 6onee 2 L.

7.4. Knasnatypa 1.

7.5. MblIb - | Wwr. 11
7.6. Kabenb SDVI- SHDMI - He 60nee 4 Wwr.

7.7. Kabenb USB - USB type printer - He 6onee 4 L.

7.8. Kabenb Ethernet - He 6osiee 2 wT.

8. KomnnekT coeanHnNTENbHbIX Kabenei: 2 kabenss CATS annmHHoi 20 m.

9. MporpammMHoe; o6ecneyveHme AlS Ha 3N1EKTPOHHOM HocuTene (Npy He0BX0ANMOCTN).
10. PykoBoacTso no skcnayatauum X-MIND PRIME 2D CEPH.

11. SKcnnyaTauMoHHas JOKYMeHTaumMa nporpaMmMHoro obecneyveHms AlS.

11.1 PykoBoacTBo nosb3oBatens «NMPOMrPAMMHOE OBECIMEYEHUE AlS» (npw 4
Heob6XoAMMOCTH).

11.2 PyKoBOACTBO M0Mb30BaTe/s Mo Habopy NPOrpamMmMHbIX CPeACcTB 418 MeAULUHCKOro
0TpacneBoro ctaHAapTa Co3faHus, XpaHeHus, nepeaayn u Busyanmsaumm LMQPpPoBbIX
MEeANLIMHCKNX 1300paXKEHNIA 1 JOKYMEHTOB 06cneaoBaHHbIX NaumeHToB (DICOM) (npu
HeobXoAMMOCTH).

11.3 PykoBogcTBo nosb3osatens nporpaMmmbl CONFIGURATOR AIS 3.5 (npu
Heo6xoaMMOoCTH). - . .

12. KpoHLWTElH ropmn3oHTanbHblii CEPH.

13. CbeMHbI NNHENHbIA AeTeKTop Ans nonyyeHusi TP CHUMKOB.

14. HeCbeMHbIN LEeNeBol Konammarop.

15. Cuctema no3muMoHNpoBaHus naumeHTa gnsa obeneposaHns CEPH:

- dukcaTopbl ywWHble - He 6onee 10 wT. (Mpy Heo6XoAMMOCTH).

- Perynupyemas onopa 4na Hoca - He 6onee 5 wr. (npy HE06X0AUMOCTH).

- OHOpa30Bble TMIMEHNYECKME BKNAAKN Ans yLlen - He 6onee 3000 wrt. (Npu
Heo6Xx04MMOCTH).

PykoBognTens ®PefepanibHOM Cyxobl
Nno Hag3opy B chepe 34paBOOXpPaHeHUs A.B. CamoiinoBa
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