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RADIOLOGIASA

VALIDITY EXTENSION OF MDD 93/42/EEC CERTIFICATE

The company RADIOLOGIA, S.A. with its headquarters in C/Pelaya, 13; Poligono Industrial Rio de
Janeiro; 28110 Algete (Madrid) — Spain

DECLARES

That following the Regulation (EU) 2023/607 of the European parliament and of the council of 15
March 2023 amending Regulation (EU) 2017/745 and (EU) 2017/746 as regards the transitional
provisions for certain medical devices and in vitro diagnostic medical devices, an extension of
the transition period has been approved under conditions until 31st December 2028 for medical
devices that are not class Ill medical devices nor class Ilb implantable medical devices.

We, RADIOLOGIA, S.A. attest that we are in compliance with all the requirements mentioned on
Regulation 2023/607 as follow:

- Our devices continue to comply with Medical Device Directive (MDD)
- There are no significant changes in design and intended purpose of our devices.

- The devices do not present an unacceptable risk to the health or safety of patients,
users, or other persons, nor to other aspects of the protection of public health.

- RADIOLOGIA, S.A. has a quality management system compliant with MDR (EU)
2017/745 article 10(9) before 26 May 2024

- RADIOLOGIA, S.A. has lodged a formal application with a notified body before 26
May 2024

- RADIOLOGIA, S.A. has already sighed a contract covering devices for transition for
the devices covered within the MDD certificate.

We, RADIOLOGIA, S.A. also attest that our transition fromm MDD to MDR is in progress. All the
procedures have been initiated to our notified body.

Consequently, the Medical Device Directive (MDD) 93/42/EEC certificate ES19/85995.00 issue 6
expiring on 19th July 2023 are still valid till the edition of Medical Device Regulation (MDR)
certificate and no later than 31st December 2028 for the class Ilb devices.

No new certificate will be issued by our notified body SGS Belgium NV (CE1639), just only
Corrigendum of the mentioned certificate.

Sincerely

s‘ ™
| /&x ;

| /’7

Algete, 8t March 2024

Juan Antonio Sanchez Arguelles — Person Responsible for Regulatory Compliance

+34.9021957 70 / +34 90210 33 67 PHONE / FAX radiologia@radiologia-sa.com EMAIL www.radiologia-sa.com WEBSITE
) %

0 J 7 b7 J
_SGS. ® _SGS * _SGS " _SGS ¢/ Pelaya, 13; Poligono Industrial Rio de Janeiro; 28110 ALGETE (Madirid); Spain HEADQUARTERS Page1of 1




EC Certificate Full Quality Assurance System: Certificate ES19/85995.00

The management system of

Radiologia S.A.

Poligono Industrial Rio de Janeiro C/ Pelaya, 9-13
28110 Algete, Madrid. Spain

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

For the following products

The scope of registration appears on pages 2, 3, 4, 5, 6 and 7 of this certificate.

This certificate is valid from 25 November 2020 until 19 July 2023
and remains valid subject to satisfactory surveillance audits.
Issue 6. Certified since 25 September 1998

and first certified by SGS Belgium NV since 30 June 2019

Multiple certificates have been issued for this scope.
The main certificate is numbered ES19/85995.00

Certification is based on reports numbered ES/MAD 2019000881

Authorised by

@ e

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
t +32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.sgs.com

LPMD5007 - Certificate CE1639 Annex I1-4_EN rev. 02
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labifity, indemnification and jurisdictional issues established therein. The
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Certificate ES19/85995.00 continued

Radiologia S.A.
Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

Issue 6
Detailed scope

X-Ray Generator RST:

RST-1010, RST-1015, RST-1020, RST-1025, RST-1030, RST-1035,
RST-1610, RST-1615, RST-1620, RST-1625. RST-1630. RST-1635,
RST-210, RST-215, RST-220, RST- 225, RST-230, RST-235,
RST-310, RST-315, RST-320, RST-325, RST- 330, RST-335,
RST410, RST-415, RST-420, RST-425, RST430, RST- 435,
RST-510, RST-515, RST-520, RST-525, RST-5630, RST-535,

RST- 610, RST-615, RST-620, RST-625, RST-630, RST-635, RST-835
RST- 1610 PSU, RST-1615 PSU,

RST-210 PSU, RST-215 PSU,

RST-310 PSU, RST-315 PSU,

RST-410 PSU, RST- 415 PSU,

RST-510 PSU, RST-515 PSU

RST-1610-C, RST-1615-C,

RST- 210-C, RST-215-C,

RST-310-C, RST-315-C,

RST-410-C, RST415-C,

RST-510-C, RST-515-C

X-Ray Generator RSTR:
RSTR100, RSTR200, RSTR300, RSTR400, RSTR500, RSTR600, RSTR800

Battery Mobile X-Ray Unit PIONEER:
PIONEER

Battery Mobile X-ray Unit TRANSPORTIX B:

TX-20HF-Batt, TX- 32HF-Batt, TX-40HF-Batt, TX-50HF- Batt

TX-20HF-B-D-C, TX-32HF-B-D-C,TX-40HF-B-D-C, TX-50HF-B-D-C

TX-20HF-B-D-TEZ, TX-32HF-B-D-TEZ, TX-40HF-BTEZ, TX-50HF-B-D-TEZ
TX-20HF-B-D-FDX, TX-32HF-B-D- FDX, TX-40HF-B-D-FDX, TX-50HF-B- D-FDX
TX-20HF-B-D-FDXW, TX- 32HF-B-D-FDXW, TX-40HF-B-D- FDXW, TX-50HF-B-D-FDXW

Capacitor Mobile X-ray Unit TRANSPORTIX MLP:
TX-16-MLP, TX-20-MLP, TX-32-MLP

Portable X-ray Unit TRANSPORTIX L:
TXL-2.0, TXL4.0, TXL-8.0,

TXL- PLUS4, TXL-PLUSS,
TXL-PLUS4- APR, TXL-PLUS8-APR,
TXLW4, TXLWS,

TXL4HC, TXL8HC

This document is issued by the Company subject to its General Conditions of Page 2 of 7
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Certificate ES19/85995.00 continued

Radiologia S.A.
Directive 93/42/EEC

on medical devices, Annex |l (excluding Section 4)

Issue 6
Detailed scope

Radiographic System UNIVERSAL X:

UNIVERSAL X BRS Composed of.
Radiographic Positioner: UNIVERSAL X BRS
UNIVERSAL X URS Composed of:
Radiographic Positioner: UNIVERSAL X URS
Control Box: UNIVERSAL X URS

UNIVERSAL X PLUS ADVANCED
Composed of: Radiographic Positioner: UNIVERSAL X PLUS ADVANCED
Control Box: UNIVERSAL X PLUS ADVANCED

Radiographic System POLYRAD PREMIUM:

POLYRAD PREMIUM Composed of:

Tube stand POLYRAD PREMIUM: POLYPRE-FMTS

Tube stand POLYRAD PREMIUM: POLYPRE-FMTS-TS

Tube stand ADV POLYRAD PREMIUM: POLYPRE-FMTSSADV
Fixed height Table POLYRAD PREMIUM: POLYPRE-FWFTT-B
Elevating Table POLYRAD PREMIUM: POLYPRE-EL-B

Wall Stand, POLYRAD PREMIUM: POLYPRE-WBS

Wall Stand POLYRAD PREMIUM: POLYPRE-WBS-TS
Tomography POLYRAD PREMIUM: POLYPRE-TOMO

Power Supply: BRAKE BOXR

POLYRAD PREMIUM ADVANCED AT Composed of:

Tube stand POLYRAD PREMIUM ADVANCED AT: POLYPRE-FMTSAT-ADV
Elevating Table POLYRAD PREMIUM ADVANCED AT: POLYPRE-ELAT-ADV
Wall Stand POLYRAD PREMIUM ADVANCED AT: POLYPRE-WBSAT-ADV
Wall Stand Manual Tilting: TRWBS-TILT

Tomography POLYRAD PREMIUM ADVANCED: POLYPRE-TOMO-ADV

POLYRAD PREMIUM ADVANCED Composed of:

Tube stand POLYRAD PREMIUM ADVANCED: POLYPRE-FMTSTPC-ADV
Elevating Table POLYRAD PREMIUM ADVANCED: POLYPRE-ELTTPC-ADV
Wall Stand POLYRAD PREMIUM ADVANCED: POLYPRE-WBSTPC-ADV
Wall Stand Manual Tilting: TRWBS-TILT

Tomography POLYRAD PREMIUM ADVANCED: POLYPRE-TOMO-ADV

This document s issued by the Company subject o ts Genesal Condiions of Page 3 of 7
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Certificate ES19/85995.00 continued

Radiologia S.A.
Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)
Issue 6
Detailed scope

Radiographic System POLYRAD:
POLYRAD S Composed of:

Tube stand POLYRAD S: POLY-S-FMTS
Table POLYRAD S; POLY-FWFTT

Wall Stand POLYRAD S; POLY-S-WBS
Power Supply: BRAKE BOXR

POLYRAD SE Composed of:

Tube stand POLYRAD S: POLY-S-FMTS

Elevating Table POLYRAD PREMIUM NET:-POLYPRE-NET
Wall Stand POLYRAD S: POLY-S-WBS

Wall Stand POLYRAD PREMIUM:POLYPRE -WBS

Power Supply: BRAKE BOX R

Radiographic System POLYRAD PREMIUM CS:

POLYRAD PREMIUM CSAPComposed of;

Ceiling Suspension POLYRAD PREMIUM CS: CSAP

Elevating Table POLYRAD PREMIUM NET: POLYPRE-NET-AP
Moving Elevating Table: POLYFLEX

Wall Stand POLYRAD PREMIUM NBS: NBSTILTMAP

POLYRAD PREMIUM CSAT Composed of:

Ceiling Suspension POLYRAD PREMIUM CS: CSAT
Elevating Table POLYRAD PREMIUM NET: POLYPRE-NET-AT
Moving Elevating Table: POLYFLEX

Wall Stand POLYRAD PREMIUM NBS: NBSTILTMAT

Wall Stand Manual Tilting: TRWBS-TILT

POLYRAD PREMIUM CSST Composed of:

Ceiling Suspension POLYRAD PREMIUM CS: CSST
Elevating Table POLYRAD PREMIUM NET: POLYPRE-NET
Moving Elevating Table: POLYFLEX

Wall Stand POLYRAD PREMIUM NBS: NBSTILTM

Wall Stand Manual Tilting: TRWBS-TILT

Radiographic System POLYRAD PREMIUM CSX:
POLYRAD PREMIUM CSX AP Composed of:

Ceiling Suspension POLYRAD PREMIUM CSX: CSXAP
Elevating Table POLYRAD PREMIUM NET400: NET400AP
Elevating Table POLYRAD PREMIUM NET500: NET500AP
Wall Stand POLYRAD PREMIUM CSXWS: CSXWSAP
X-Ray Generator Console: STH

X-Ray Generator Console
CTsC
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Certificate £S19/85995.00 continued

Radiologia S.A.
Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

Issue 6
Detailed scope

Remote-controlled Table X-Ray System XCELLENCE:
XCELLENCE DYNAMIC

Mammographic System FEMINA:
FEMINA
FEMINA DIGITAL

Battery Mobile X-Ray Unit RAYBOW XE:
RAYBOW XE

Battery Mobile X-ray Unit RAYBOW B:
PM-20HF-Batt, PM-32HF -Batt, PM- 40HF-Batt, PM-50HF-Batt

Battery Mobile X-ray Unit RAYBOW DR-C
PM-20HF-B-D-C, PM-32HF-B-D-C
PM-40HF-B-D-C, PM-50HF-B-D-C

Battery Mobile X-ray Unit RAYBOW DR-T:
PM-20HF-B-D-TEZ, PM-32HF-B-D-TEZ,
PM-40HF-B-D-TEZ, PM- 50HF-B-D-TEZ

Battery Mobile X-ray Unit RAYBOW DR-F:
PM-20HF-B-D-FDX, PM-32HF-B-D-FDX, PM-40HF-B-D-FDX, PM- 50HF-B-D-FDX
PM-20HF-B-D-FDXW, PM-32HF-B-D-FDXW, PM-40HF-B-D- FDXW, PM-50HF-B-D-FDXW

Capacitor Mobile X-ray Unit RAYBOW C:
PM-16-MLP, PM-20- MLP, PM-32-MLP

Portable X-ray Unit RAYBOW FLEX:
PPL-4.0, PPL-8.0,

PML4, PML8,

PML4-APR, PML8-APR,

PMLW4, PMLWS,

PML4HC, PMLBHC

Radiographic System RIVIERA:
RIVIERA BRS Composed of;
Radiographic Positioner: RIVIERA X BRS

RIVIERA URS
Radiographic Positioner: RIVIERA X URS
Control Box: RIVIERA X URS

RIVIERA LP PLUS
Radiographic Positioner: RIVIERA X PLUS ADVANCED
Control Box: RIVIERA X PLUS ADVANCED
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Certificate £ES19/85995.00 continued

Radiologia S.A.
Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

Issue 6
Detailed scope

Radiographic System RIVIERA B:

RIVIERA B Composed of;

Tube stand POLYRAD PREMIUM: RIVB-FMTS

Tube stand ADV POLYRAD PREMIUM: RIVB-FMTSSADV
Fixed height Table POLYRAD PREMIUM: RIVB-FWFTT-B
Efevating Table POLYRAD PREMIUM: RIVB-EL-B

Wall Stand POLYRAD PREMIUM: RIVB-WBS
Tomography POLYRAD PREMIUM: RIVB-TOMO

Power Supply: BRAKE BOXR

RIVIERA B AT Composed of:

Tube stand POLYRAD PREMIUM ADVANCED AT: RIVB-FMTSAT-ADV
Elevating Table POLYRAD PREMIUM ADVANCED AT: RIVB-ELAT-ADV
Wall Stand POLYRAD PREMIUM ADVANCED AT: RIVB-WBSAT-ADV
Wall Bucky Stand Manual Tilting: TRWBS-TILT

Tomography POLYRAD PREMIUM ADVANCED: RIVB-TOMO-ADV

RIVIERA B TPC Composed of:

Tube stand POLYRAD PREMIUM ADVANCED: RIVB-FMTSTPC-ADV
Elevating Table POLYRAD PREMIUM ADVANCED: RIVB-ELTTPC-ADV
Wall Stand POLYRAD PREMIUM ADVANCED: RIVB-WBSTPC-ADV
Wall Stand Manual Tilting: TRWBS- TILT

Tomography POLYRAD PREMIUM ADVANCED: RIVB-TOMO- ADV

Radiographic System RIVIERA SP:
RIVIERA SP Composed of:

Tube stand POLYRAD S: RIVSP-FMTS
Table POLYRAD S: RIVSP-FWFTT
Wall Stand POLYRAD S: RIVSP-WBS
Power Supply: BRAKE BOXR

RIVIERA SPV Composed of:

Tube stand POLYRAD S: RIVSP-FMTS

Elevating Table POLYRAD PREMIUM NET: RIVSPV
Wall Stand POLYRAD S: RIVSP-WBS

Wall Stand POLYRAD PREMIUM: RIVB-WBS
Power Supply: BRAKE BOX R
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Certificate ES19/85995.00 continued

Radiologia S.A.
Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)
Issue 6
Detailed scope

Radiographic System RIVIERA CS:

RIVIERA CSAP Composed of:

Ceiling Suspension POLYRAD PREMIUM CS: RIV-CSAP
Elevating Table POLYRAD PREMIUM NET: RIVSPV-AP
Moving Elevating Table: RIV-FLEX

Wall Stand POLYRAD PREMIUM NBS: RIVC- NBSTILTMAP

RIVIERA CSAT Composed of;

Ceiling Suspension POLYRAD PREMIUM CS: RIV-CSAT
Elevating Table POLYRAD PREMIUM NET: RIVSPV-AT
Moving Elevating Table: RIV-FLEX

Wall Stand POLYRAD PREMIUM NBS: RIVC-NBSTILTMAT
Wall Stand Manual Tilting: TRWBS-TILT

RIVIERA CSST Composed of:

Ceiling Suspension POLYRAD PREMIUM CS: RIV-CSST
Elevating Table POLYRAD PREMIUM NET: RIVSPV
Moving Elevating Table: RIV-FLEX

Wall Stand POLYRAD PREMIUM NBS: RIV-NBSTILTM
Wall Stand Manual Tilting: TRWBS-TILT

Radiographic System RIVIERA CSX:

POLYRAD PREMIUM CSX AP Composed of:

Ceiling Suspension POLYRAD PREMIUM CSX: RIV-CSXAP
Elevating Table POLYRAD PREMIUM NET400: RIVSPV400AP
Elevating Table POLYRAD PREMIUM NET500: RIVSPV500AP
Wall Stand POLYRAD PREMIUM CSXWS: CSXWSAP

X-Ray Generator Console: STH

X Ray Generator CONSOLE:
CTSC

Remote Control Table X-Ray System:
LEVIA

Mammographic System DULCIA:
DULCIA
DULCIA DIGITAL

X-Ray Generator RSTR:
PM-RSTR300, PM-RSTR400, PM- RSTR500, PM-RSTR600, PM- RSTR800

Where the above scope includes class lll medical device(s), a valid EC Design Examination
Certificate according to Annex Il {Section 4) is a mandatory requirement for each device
in addition to this certificate to place that device on the market.
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SGS

Corrigendum to Certificate ES19/85995.00

Radiologia S.A.

Poligono Industrial Rio de Janeiro C/Pelaya, 9-13
28110 Algete, Madrid. Spain

Scope:

X-Ray Generator RST:

RST-1010, RST-1015, RST-1020, RST-1025, RST-1030, RST-1035,
RST-1610, RST-1615, RST-1620, RST-1625. RST-1630. RST-1635,
RST-210, RST-215, RST-220, RST- 225, RST-230, RST-235,
RST-310, RST-315, RST-320, RST-325, RST- 330, RST-335,
RST-410, RST-415, RST-420, RST-425, RST-430, RST- 435,
RST-510, RST-515, RST-520, RST-525, RST-530, RST-535,

RST- 610, RST-615, RST-620, RST-625, RST-630, RST-635, RST-835
RST- 1610 PSU, RST-1615 PSU,

RST-210 PSU, RST-215 PSU,

RST-310 PSU, RST-315 PSU,

RST-410 PSU, RST- 415 PSU,

RST-510 PSU, RST-515 PSU

RST-1610-C, RST-1615-C,

RST- 210-C, RST-215-C,

RST-310-C, RST-315-C,

RST-410-C, RST-415-C,

RST-510-C, RST-515-C

X-Ray Generator RSTR:
RSTR100, RSTR200, RSTR300, RSTR400, RSTR500, RSTR600,
RSTR800

Battery Mobile X-Ray Unit PIONEER:
PIONEER

Battery Mobile X-ray Unit TRANSPORTIX B:
TX-20HF-Batt, TX- 32HF-Batt, TX-40HF-Batt, TX-50HF- Batt
Authorised by

Global Medical Devices Certification Manager

SGS Belgium NV, Notified Body 1639
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TX-20HF-B-D-C, TX-32HF-B-D-C,TX-40HF-B-D-C, TX-50HF-B-D-C
TX-20HF-B-D-TEZ, TX-32HF-B-D-TEZ, TX-40HF-BTEZ, TX-50HF-B-D-TEZ
TX-20HF-B-D-FDX, TX-32HF-B-D- FDX, TX-40HF-B-D-FDX, TX-50HF-B-
D-FDX

TX-20HF-B-D-FDXW, TX- 32HF-B-D-FDXW, TX-40HF-B-D- FDXW, TX-
50HF-B-D-FDXW

Capacitor Mobile X-ray Unit TRANSPORTIX MLP:
TX-16-MLP, TX-20-MLP, TX-32-MLP

Portable X-ray Unit TRANSPORTIX L:
TXL-2.0, TXL-4.0, TXL-8.0,

TXL- PLUS4, TXL-PLUSS,
TXL-PLUS4- APR, TXL-PLUS8-APR,
TXLW4, TXLWS,

TXL4HC, TXL8HC

Radiographic System UNIVERSAL X:
UNIVERSAL X BRS Composed of:
Radiographic Positioner: UNIVERSAL X BRS

UNIVERSAL X URS Composed of:
Radiographic Positioner: UNIVERSAL X URS
Control Box: UNIVERSAL X URS

UNIVERSAL X PLUS ADVANCED
Composed of: Radiographic Positioner: UNIVERSAL X PLUS ADVANCED
Control Box: UNIVERSAL X PLUS ADVANCED

Radiographic System POLYRAD PREMIUM:

POLYRAD PREMIUM Composed of:

Tube stand POLYRAD PREMIUM: POLYPRE-FMTS

Tube stand POLYRAD PREMIUM: POLYPRE-FMTS-TS

Tube stand ADV POLYRAD PREMIUM: POLYPRE-FMTSSADV
Fixed height Table POLYRAD PREMIUM: POLYPRE-FWFTT-B
Elevating Table POLYRAD PREMIUM: POLYPRE-EL-B

Wall Stand, POLYRAD PREMIUM: POLYPRE-WBS

Wall Stand POLYRAD PREMIUM: POLYPRE-WBS-TS
Tomography POLYRAD PREMIUM: POLYPRE-TOMO

Power Supply: BRAKE BOX R

POLYRAD PREMIUM ADVANCED AT Composed of:

Tube stand POLYRAD PREMIUM ADVANCED AT: POLYPRE-FMTSAT-
ADV

Elevating Table POLYRAD PREMIUM ADVANCED AT: POLYPRE-ELAT-
ADV

Wall Stand POLYRAD PREMIUM ADVANCED AT: POLYPRE-WBSAT-
ADV

Wall Stand Manual Tilting: TRWBS-TILT

Tomography POLYRAD PREMIUM ADVANCED: POLYPRE-TOMO-ADV

POLYRAD PREMIUM ADVANCED Composed of:
Tube stand POLYRAD PREMIUM ADVANCED: POLYPRE-FMTSTPC-ADV
Elevating Table POLYRAD PREMIUM ADVANCED: POLYPRE-ELTPC-

SGS Belgium NV Certification and Business Enhancement Maatschappelijke Zetel/Siege Social:
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ADV

Wall Stand POLYRAD PREMIUM ADVANCED: POLYPRE-WBSTPC-ADV
Wall Stand Manual Tilting: TRWBS-TILT

Tomography POLYRAD PREMIUM ADVANCED: POLYPRE-TOMO-ADV

Radiographic System POLYRAD:
POLYRAD S Composed of:

Tube stand POLYRAD S: POLY-S-FMTS
Table POLYRAD S: POLY-FWFTT

Wall Stand POLYRAD S: POLY-S-WBS
Power Supply: BRAKE BOX R

POLYRAD SE Composed of:

Tube stand POLYRAD S: POLY-S-FMTS

Elevating Table POLYRAD PREMIUM NET: POLYPRE-NET
Wall Stand POLYRAD S: POLY-S-WBS

Wall Stand POLYRAD PREMIUM:POLYPRE -WBS

Power Supply: BRAKE BOX R

Radiographic System POLYRAD PREMIUM CS:

POLYRAD PREMIUM CSAP Composed of:

Ceiling Suspension POLYRAD PREMIUM CS: CSAP

Elevating Table POLYRAD PREMIUM NET: POLYPRE-NET-AP
Moving Elevating Table: POLYFLEX

Wall Stand POLYRAD PREMIUM NBS: NBSTILTMAP

POLYRAD PREMIUM CSAT Composed of:

Ceiling Suspension POLYRAD PREMIUM CS: CSAT

Elevating Table POLYRAD PREMIUM NET: POLYPRE-NET-AT
Moving Elevating Table: POLYFLEX

Wall Stand POLYRAD PREMIUM NBS: NBSTILTMAT

Wall Stand Manual Tilting: TRWBS-TILT

POLYRAD PREMIUM CSST Composed of:

Ceiling Suspension POLYRAD PREMIUM CS: CSST
Elevating Table POLYRAD PREMIUM NET: POLYPRE-NET
Moving Elevating Table: POLYFLEX

Wall Stand POLYRAD PREMIUM NBS: NBSTILTM

Wall Stand Manual Tilting: TRWBS-TILT

Radiographic System POLYRAD PREMIUM CSX:
POLYRAD PREMIUM CSX AP Composed of:

Ceiling Suspension POLYRAD PREMIUM CSX: CSXAP
Elevating Table POLYRAD PREMIUM NET400: NET400AP
Elevating Table POLYRAD PREMIUM NET500: NET500AP
Wall Stand POLYRAD PREMIUM CSXWS: CSXWSAP
X-Ray Generator Console: STH

X-Ray Generator Console:
CTSC

Remote-controlled Table X-Ray System XCELLENCE:
XCELLENCE DYNAMIC
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Mammographic System FEMINA:
FEMINA
FEMINA DIGITAL

Battery Mobile X-Ray Unit RAYBOW XE:
RAYBOW XE

Battery Mobile X-ray Unit RAYBOW B:
PM-20HF-Batt, PM-32HF-Batt, PM- 40HF-Batt, PM-50HF-Batt

Battery Mobile X-ray Unit RAYBOW DR-C
PM-20HF-B-D-C, PM-32HF-B-D-C
PM-40HF-B-D-C, PM-50HF-B-D-C

Battery Mobile X-ray Unit RAYBOW DR-T:
PM-20HF-B-D-TEZ, PM-32HF-B-D-TEZ,
PM-40HF-B-D-TEZ, PM- 50HF-B-D-TEZ

Battery Mobile X-ray Unit RAYBOW DR-F:

PM-20HF-B-D-FDX, PM-32HF-B-D-FDX, PM-40HF-B-D-FDX, PM- 50HF-B-
D-FDX

PM-20HF-B-D-FDXW, PM-32HF-B-D-FDXW, PM-40HF-B-D- FDXW, PM-
50HF-B-D-FDXW

Capacitor Mobile X-ray Unit RAYBOW C:
PM-16-MLP, PM-20- MLP, PM-32-MLP

Portable X-ray Unit RAYBOW FLEX:
PPL-4.0, PPL-8.0,

PML4, PMLS,

PML4-APR, PML8-APR,

PMLW4, PMLWS8,

PML4HC, PML8HC

Radiographic System RIVIERA:
RIVIERA BRS Composed of:
Radiographic Positioner: RIVIERA X BRS

RIVIERA URS
Radiographic Positioner: RIVIERA X URS
Control Box: RIVIERA X URS

RIVIERA LP PLUS
Radiographic Positioner: RIVIERA X PLUS ADVANCED
Control Box: RIVIERA X PLUS ADVANCED

Radiographic System RIVIERA B:

RIVIERA B Composed of:

Tube stand POLYRAD PREMIUM: RIVB-FMTS

Tube stand ADV POLYRAD PREMIUM: RIVB-FMTSSADV
Fixed height Table POLYRAD PREMIUM: RIVB-FWFTT-B
Elevating Table POLYRAD PREMIUM: RIVB-EL-B

Wall Stand POLYRAD PREMIUM: RIVB-WBS
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Tomography POLYRAD PREMIUM: RIVB-TOMO
Power Supply: BRAKE BOX R

RIVIERA B AT Composed of:

Tube stand POLYRAD PREMIUM ADVANCED AT: RIVB-FMTSAT-ADV
Elevating Table POLYRAD PREMIUM ADVANCED AT: RIVB-ELAT-ADV
Wall Stand POLYRAD PREMIUM ADVANCED AT: RIVB-WBSAT-ADV
Wall Bucky Stand Manual Tilting: TRWBS-TILT

Tomography POLYRAD PREMIUM ADVANCED: RIVB-TOMO-ADV

RIVIERA B TPC Composed of:

Tube stand POLYRAD PREMIUM ADVANCED: RIVB-FMTSTPC-ADV
Elevating Table POLYRAD PREMIUM ADVANCED: RIVB-ELTTPC-ADV
Wall Stand POLYRAD PREMIUM ADVANCED: RIVB-WBSTPC-ADV
Wall Stand Manual Tilting: TRWBS- TILT

Tomography POLYRAD PREMIUM ADVANCED: RIVB-TOMO- ADV

Radiographic System RIVIERA SP:
RIVIERA SP Composed of:

Tube stand POLYRAD S: RIVSP-FMTS
Table POLYRAD S: RIVSP-FWFTT
Wall Stand POLYRAD S: RIVSP-WBS

Power Supply: BRAKE BOX R

RIVIERA SPV Composed of:

Tube stand POLYRAD S: RIVSP-FMTS

Elevating Table POLYRAD PREMIUM NET: RIVSPV
Wall Stand POLYRAD S: RIVSP-WBS

Wall Stand POLYRAD PREMIUM: RIVB-WBS
Power Supply: BRAKE BOX R

Radiographic System RIVIERA CS:

RIVIERA CSAP Composed of:

Ceiling Suspension POLYRAD PREMIUM CS: RIV-CSAP
Elevating Table POLYRAD PREMIUM NET: RIVSPV-AP
Moving Elevating Table: RIV-FLEX

Wall Stand POLYRAD PREMIUM NBS: RIVC- NBSTILTMAP

RIVIERA CSAT Composed of:

Ceiling Suspension POLYRAD PREMIUM CS: RIV-CSAT
Elevating Table POLYRAD PREMIUM NET: RIVSPV-AT
Moving Elevating Table: RIV-FLEX

Wall Stand POLYRAD PREMIUM NBS: RIVC-NBSTILTMAT
Wall Stand Manual Tilting: TRWBS-TILT

RIVIERA CSST Composed of:

Ceiling Suspension POLYRAD PREMIUM CS: RIV-CSST
Elevating Table POLYRAD PREMIUM NET: RIVSPV
Moving Elevating Table: RIV-FLEX

Wall Stand POLYRAD PREMIUM NBS: RIV-NBSTILTM
Wall Stand Manual Tilting: TRWBS-TILT

Radiographic System RIVIERA CSX:
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POLYRAD PREMIUM CSX AP Composed of:

Ceiling Suspension POLYRAD PREMIUM CSX: RIV-CSXAP
Elevating Table POLYRAD PREMIUM NET400: RIVSPV400AP
Elevating Table POLYRAD PREMIUM NET500: RIVSPV500AP
Wall Stand POLYRAD PREMIUM CSXWS: CSXWSAP

X-Ray Generator Console: STH

X-Ray Generator CONSOLE:
CTSC

Remote Control Table X-RaySystem:
LEVIA

Mammographic System DULCIA:
DULCIA
DULCIA DIGITAL

X-Ray Generator RSTR:

PM-RSTR300, PM-RSTR400, PM- RSTR500, PM-RSTR600, PM-

RSTR800

This corrigendum is only valid together with accompanying 93/42/EEC certificate ES19/85995.00

Issue 6

Correction date

Correction

Change approved by SGS on

07 February 2023

Several changes implemented after on-site
surveillance audit of Nov 2022 & applicable to
main MDD certificate ES19/85995.00 and child
certificates ES19/85995.01 and ES19/85995.02.

e |dentification of the company amended to
“RADIOLOGIA S.A.” instead of “Radiologia
S.A.” to exactly match with official registers.

e Rewording of company address putting first
the street (C/ Pelaya 13) and after that the
Industrial Area (Poligono Industrial Rio de

Janeiro):

C/ Pelaya, 13

Poligono Industrial Rio de Janeiro
28110 ALGETE (Madrid) - Spain

e Scope amendments:

- Family “Remote-controlled Table X-Ray
System XCELLENCE: XCELLENCE
DYNAMIC” reworded to “X-Ray Remote
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Controlled System XCELLENCE:
XCELLENCE DYNAMIC”,

- Family “Remote Control Table X-Ray
System: LEVIA” reworded to “X-Ray Remote
Controlled System: LEVIA”.

- Mammographic System DULCIA is
removed from certification as per client's
decision.

- Family Radiographic System RIVIERA,
wording “composed of’ added after RIVIERA
URS and RIVIERA LP PLUS.

Change approved by SGS on
27 November 2023

*  Scope amendments:
- New trade names approved to be added to
main MDD certificate ES19/85995.00:

X-ray generators, Type HF:

N32HF (option 3M25), N32HF (option 3M20),
N32HF (option 3T25),

N32HF (option 3T20), N32HF (option 3T35),
N32HF (option 3T30),

N4OHF (option 4M25), N4OHF (option 4M20),
N40HF (option 4725),

N40OHF (option 4T20), N4OHF (option 4T35),
N4OHF (option 4T30),

N50HF (option 5M25), N50HF (option 5M20),
N50HF (option 5T25),

NSOHF (option 5T20), NSOHF (option 5T35),
NSOHF (option 5T30),

NG5HF (option6T35), N65HF (option 6T30),
N8OHF (option 8T30)

N16HFC (option 16M25C), N16HFC (option
16M20C),

N20HFC (option 2M25C), N20HFC (option
2M20C),

N32HFC (option 3M25C), N32HFC (option
3M20C), N4OHFC (option 4M25C),
N40HFC (option 4M20C), NSOHFC (option
5M25C), N5OHFC (option 5M20C)

N32HFR (option 3M25R), N32HFR (option
3M20R), N4OHFR (option 4M25R),
N40OHFR (option 4M20R), N5OHFR (option
5M25R), N5OHFR (option 5M20R)

X-ray generators, Type HF-N:
N10HF-N, N20HF-N, N32HF-N, N4OHF-N,
N50HF-N, N65HF-N, N8OHF-N

Battery Mobile X-ray Unit Dreamy:
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MOVIX Dreamy

Battery Mobile X-ray unit:

MOVIX 20, MOVIX 30, MOVIX 40, MOVIX 50
MOVIX 20 DReam C, MOVIX 30 DReam C,
MOVIX 40 DReam C, MOVIX 50 DReam C,
MOVIX 20 DReam T (Option W), MOVIX 30
DReam T (Option W),

MOVIX 40 DReam T (Option W), MOVIX 50
DReam T (Option W),

MOVIX 20 DReam Ta, MOVIX 30 DReam
Ta, MOVIX 40 DReam Ta,

MOVIX 50 DReam Ta,

MOVIX 20 DReam Ta (Option W), MOVIX 30
DReam Ta (Option W), MOVIX 40 DReam
Ta (Option W), MOVIX 50 DReam Ta (Option
W),

Capacitor Mobile X-ray Unit:
MOVIX 16 E+, MOVIX 20 E+, MOVIX 30 E+

Portable X-Ray Unit:

PDR 4.0, PDR 8.0,

MOVIX 4.0 E+, MOVIX 8.0 E+,

MOVIX 4.0 E+ (option APR), MOVIX 8.0 E+
(option APR).

MOVIX 4.0 E+ DReam, MOVIX 8.0 E+
DReam,

MOVIX 4.0 E+ DReam (option HC), MOVIX
8.0 E+ DReam (option HC),

Multipurpose radiographic system:
BRS Composed of:
Radiographic Positioner: BRS

STATIF STUM Composed of:
Radiographic Positioner: STATIF STUM
Control Box: STATIF STUM

STATIF PRO Composed of:
Radiographic Positioner: STATIF PRO
Control Box: STATIF PRO

Radiographic System RAD Series PRO:
RAD Series PRO composed of:

Elevating floating table top TPF3S,
Floating table top TPF2S,

Floor mounted tubestand: C2RS or C2RS
(option AD),
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Vertical bucky stand PM2S,
Tomography: TOMO RAD PRO

RAD Series PRO (Option AT) composed of;
Floor mounted tubestand: C2RS (option AT),
Vertical bucky stand: PM2S (option AT),
Elevating floating table top: TPF3S (option
AT),

Tomography: TOMO RAD PRO (option
PLUS),

Vertical bucky stand: PMB3S

RAD Series PRO (Option TPC) composed of:
Floor mounted tubestand: C2RS (option
TPC),

Vertical bucky stand: PM2S (option TPC),
Elevating floating table top: TPF3S (option
TPC),

Tomography: TOMO RAD PRO (option
PLUS),

Vertical bucky stand: PMB3S

Radiographic System RAD Series E+:
RAD Series E+ composed of;

Floating table top: TPF1S,

Floor mounted tubestand: C1HR,
Vertical bucky stand: PM1S

RAD Series E+ (option HV) composed of:
Elevating floating table top: TPF4S,

Floor mounted tubestand: C1HR,

Vertical bucky stand: PM1S or PM2S

Radiographic System Xtreme:

Xtreme composed of:

Ceiling tubestand: SP4S,

Elevating floating table top: TPF4S,
Floating table top: TW4S,

Vertical bucky stand: PMB4S or PMB3S

Xtreme (option AT) composed of:

Ceiling tubestand: SP4S (option AT),
Elevating floating table top: TPF4S (option
AT),

Floating table top: TWA4S,

Vertical bucky stand: PMB4S (option AT) or
PMB3S

Xtreme (option AP) composed of:
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Ceiling tubestand: SP4S (option AP),
Elevating floating table top: TPF4S (option
AP),

Floating table top: TW4S,

Vertical bucky stand: PMB4S (option AP)

Radiographic System Xtreme Premium
Xtreme Premium composed of:

Ceiling tubestand: SP4S Premium,
Elevating floating table top: TPF4S Premium
or TPF5S Premium,

Vertical bucky stand: PMB4S Premium,
X-Ray Generator Console (optional): STH

X-Ray Generator Console:
ETAC

Change approved by SGS on
29 January 2024

e Scope amendments certificates
ES19/85995.00 and ES19/85995.01:
-Family “X-Ray Remote Controlled System
XCELLENCE” reworded to “X-Ray Remote
Controlled System”

e Scope amendments certificates
ES19/85995.00 and ES19/85995.02:
-Corrected typo error on the family Radiographic
System RIVIERA CS,

from “Wall Stand POLYRAD PREMIUM NBS:
RIVC- NBSTILTMAP” to

“Wall Stand POLYRAD PREMIUM NBS: RIV-
NBSTILTMAP”

and

from “Wall Stand POLYRAD PREMIUM NBS:
RIVC-NBSTILTMAT” to

“Wall Stand POLYRAD PREMIUM NBS: RIV-
NBSTILTMAT”
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http://www.be.sgs.com/

	RADIOLOGIA - MDD CERTIFICATE EXTENSION RADIOSCORE 93-42-EEC expire 31-12-2028
	RADIOLOGÍA MDD Certificate.00 Issue6
	RADIOLOGIA_ESMAD300003519_Corrigendum to ES19.85995 issue 6



