Hexiapania npo sigmosigaicTs Ne PTW-UA-002
Declaration of conformity No.: PTW-UA-002

Hasga mennuHnoro Bupody:
Name of medical device:

Bonwni panTomn
Water Phantoms

Hepenix BupoGis:

JuB. Jlomatox 1 no wiei Jexnapaiii npo BiAmnoBigHicTh

List of products: See Annex 1 to the Declaration of conformity
BupotHux: PTW-Freiburg Physikalisch-Technische Werkstiitten Dr. Pychlau GmbH
Manufacturer: Lorracher StraPe 7, 79115 Freiburg, Germany

IITB-Dpaiibype Prozivaniui-Texniuie Bepxumemmen Jp. ITuxnay TmeX
Jloppaxep Llimpacce 7, 79115 @paiibype, Hiveyuuna

YnoBHOBaKeHMIl MPeACTABHUK
B YKpalHi:

Authorized representative in
Ukraine:

TosapucTso 3 o6mexenom BianopiganeHicTio «Kanbeppa TMakkapm
ByJ1. Muxaiina I'pymercekoro, 28/2, v/ Ne 43, m. Kuig, 01021, Vkpaina
kon 3a €EJIPTIOV: 34045814

Tenedon: +38 (044) 2496317

«Canberra Packard» LLC

28/2 Mykhaila Hrushevskogo Str., non-living room 43, 01021 Kyiv, Ukraine
Code EDRPOU: 34045814

Tel.:+38 (044) 2496317 E-mail: epuai@cpce.net

E-mail: cpua@cpce.net

Knacudikanin:
Classification:

Knac II6 sriguo ITynkty 17 Jomatky 2 TexHITHOTO pernamMeHTy MIOAO MEeJWYHHX BUPOOiB,
sareep/keHoro Iocranosoro Kabinery MinicTpis Vkpainu Ne753 Bin 2 sxoeths 2013 p.
Class IIb according Item 17 to Amnex 2 of Technical Regulation on Medical Devices
approved by the Cabinet of Ministers of Ukraine Resolution No. 753 of October 2, 2013

IIpouenypa ouinku
BianoeBigHocTi:
Conformity Assessment Route:

HJoaaTtok 3 (3a BHKMOUeHHAM HyHKTIB 8-11) TexmigHoro permamMeHTty MO0 MEIMUHMX
BHPOOIB, 3aTRepmKeHoro IloctanoBowo Kabinery Minictpie Ykpainu Ne 753 Bim 2 xkoBTHS
2013 p.

Annex 3 (except for items 8-11) of Technical Regulation on Medical Devices approved by the
Cabinet of Ministers of Ukraine Resolution No. 753 of October 2, 2013

Ceprudivaru:
Certificates:

Ceprudikar pigmosinHocti Ne UA.MD.198-19 penakuis 02 sig 05.02.2024 p.
Certificate of conformity Ne.: UA.MD. 198-19 version 02 from 05.02.2024
Crpox nif ceprudikaty BingnosigHoeri go 04.02.2029 p.

Certificate of conformity is valid until: 04.02.2029

IIpusna4denuii opras 3

OLIiIHKH BiAMOBiAHOCTI Ta

ioro inenTudikauiiinnii

KOx:

Conformity assessment body with
its identification number:

TOBAPUCTBO 3 OBMEKXEHOIO BIAITOBIJAJBHICTH) « YKPMEJACEPT»
Appeca: Byn. [lparomaHoBa, OynuHok 1-A, odic 2, m. Kuis, 02059, Vipaina

Ten.: +38-067-595-02-30 E-mail: cert@ukrmedcert.org.ua https://fukrmedcert.org.ua
InenTudikaniiinmii kon: UA.TR.099

LIMITED LIABILITY COMPANY "UKRMEDCERT"
Address: 1-A Drahomanova str., office 2, Kyiv, 02059, Ukraine
Tel.: +38-067-595-02-30 E-mail:cert@ukrmedcert.org.ua
Identification code: UA.TR.099

https://ukrmedcert.org.ua

PTW-Freiburg Physikalisch-Technische Werkstitten Dr. Pychlau GmbH (IITB-®paiibypr ®rosikanim-Texniure
Bepkmrerren Jip. [Inxnay I'm6X), nexknapye BUKOHAHHA OCHOBHHX BHMOT IIOJ0 MeIHYHHX BHpoOiB, [omarky 1 no TexHiuHoro
periamMeHTy o0 MeIHIHKUX BHpoOiB, 3aTBepmxkeroro [locranosoto Kabinety Ykpainu Ne 753 Bin 2 sxoeTHst 2013 p.

Jexnapauiio ckliafieHO MiJ LiNKOBUTY BinmoBimaneHicTe BupoOHHKa PTW-Freiburg Physikalisch-Technische Werkstitten Dr.
Pychlau GmbH (I1TB-®paitdypr Orozikanim-TexHime Bepxmrerter [p. [Tmxnay ['M6X).

PTW-Freiburg Physikalisch-Technische Werkstiitten Dr. Pychlau GmbH, declares the fulfillment of basic requirements for
medical devices, according to Annex 1 of Technical Regulation on Medical Devices, approved by the Cabinet of Ministers of
Ukraine Resolution No. 753 of October 2, 2013.

The declaration is issued under full responsibility of the manufacturer PTW-Freiburg Physikalisch-Technische Werkstdtten Dr.

Pychlau GmbH.

Micue punaui: M. @paiibypr
Place of issue: Freiburg
[Tignuc ynoHOBa)eHOT 0co0H
Signature of Authorized person
Hazsa mocanm, I11b

Position, Full Name

Jara mianucy:

7z
T v
Bukonasumit nupextop, bepan Amnraiiep
Managing Director, Bernd Allgaier
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Hdexnapania npo Binnosiguicte Ne PTW-UA-002
Declaration of conformity No.: PTW-UA-002

Honarok 1

Annex 1

Boani panTomu

Water Phantoms
rjﬁl Iggahj]?ni; Hassa MEHOr0 BUpOOY Hazga MEIMHOTO BUPODY
Catalogue QHIIIHCEKOI0 MOBOO YKPaiHCBKOIO MOBOIO
S Name of medical device in English Name of medical device in Ukrainian
Water Phantoms: Boani panTomu:
1 | TM41047, BEAMSCAN Control Unit BEAMSCAN 6nok kepyBaHHSs
TW41047
2 | L981474, BEAMSCAN water phantom, BEAMSCAN Boguuii ¢haHTOM, KOMIUTEKTHHH
L981475, complete
1981476
3| L981477, BEAMSCAN water phantom & sep. BEAMSCAN BonHHil aHTOM 3 OKpeMUM
L.981478, reservoir pesepByapom
1981479
4 | T93001, BEAMSCAN MR water phantom BEAMSCAN MR eopnwuii dpantom
T93002
5| T41019 MP1 acrylic water tank MP1 axpunosa BogHa EMHICTb
6 | T41018 MP1-S acrylic water tank MP1-8S axkpunoea BoiHa EMHICTh
7 | T41032 MP1 acrylic water tank, extra lines MP1 akpunoBa BOIHA €EMHICTb, J0AATKOBI
[I03HAYKH
8 | T4316 MP3 acrylic tank with moving MP3 akpuioBa eMHICTE 3 MEXaHI3MOM
mechanism TIepPeMillEHHS
9 | L981160, MP3 water phantom, complete (230 V) | MP3 Boauwuii dantom, koMmrutextauii (230 B
1981161, V)
1981162
10 | L981163, MP3 water phantom, complete (115 V) | MP3 Bonnwuii ¢pantom, kommnextHuii (115 B
L981164, V)
1981165
11 | T43162 MP3 lifting carriage MP3 nepecyeHa nigiiomHa miarpopma
12 | T43163-115A MP3 water reservoir, 115V/50-60 Hz | MP3 Boxnwmii pesepsyap, 115 B (V) / 50-60 I'y
(Hz)
13 | T43163-230A MP3 water reservoir, 230V/50-60 Hz | MP3 Bounmii pesepsyap, 230 B (V) / 50-60 I'u
(Hz)
14 | T41022.1.001 MP3-M acrylic water tank MP3-M akpuiioBa BOJIHa EMHICTh
15 | L981166, MP3-M water phantom, complete MP3-M BoxH#ii HaHTOM, KOMIUIEKTHHI
L981167,
1981168,
16 | L981363 PTW dosimetry equipment, Standard PTW nozumerputune obnaguanns, Habip
«Standard»
17 | L981364 PTW dosimetry equipment, Advanced | PTW nosumerpuune obnanHanss, Habip
«Advanced»
18 | L981365 PTW dosimetry equipment, Expert PTW nozumerpuuHe obnagHaHHs, Habip
«Expert»
19 | T41029.1.500 MP3-P acrylic tank with moving MP3-P akpuioBa eMHICTB 3 MEXaHI3MOM
mechanism nepeMilieHHs
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20 | L981181, MP3-P water phantom MP3-P Bojuuii haaTOM
L981185,
1981186,
1981233,
1981299,
1981403
21 | T41039 MP3-P45 acrylic tank w/ moving MP3-P45 akpunopa eMHICTB 3 MEXaHi3MOM
mechanism nepeMilieHHA
22 | L981393, MP3-P45 water phantom MP3-P45 Boguuii anTom
1981404
23 | T41050 MP3-PL acrylic tank with moving MP3-PL akpunoBa eMHICTb 3 MEXaHI3MOM
mechanism nepeMilieHHs
24 | L981518, MP3-PL water phantom MP3-PL Bonuuii pantom
1981526
25 | T41026.1.001 MP3-T acrylic water tank MP3-T axpunoBa BOJHA EMHICTb
26 | L981182, MP3-T water phantom, complete MP3-T poauuii GaHTOM, KOMIUIEKTHHIA
1981183,
1981199
27 | T41012 MP3-XS MP3-XS BomHa eMHICTD
28 | T41058 MP3-XS water phantom ZAP MP3-XS pogna emuicts ZAP
29 | L981172, MP3-XS water phantom, complete MP3-XS BomHmit (haHTOM, KOMILIEKTHHI
L981173,
1981174
30 | 1981648, MP3-XS water phantom, complete for | MP3-XS Boguuii haHTOM, KOMIIIEKTHHH JUTs
1.981649, ZAP ZAP
1981650
Components (electrical): KomnonenTH (eJieKTpHYHI):
31 | T41013 TBA control unit Ipuctpiit kepyBanHs ananizatopom TBA
32 | T41031 TBA control pendant ITyneT ynpasninas ananizaropom TBA
33 | T41024 SCANLIFT carriage and reservoir SCANLIFT pesepByap Ta Bi30K
34 | T43028 Sphere with micrometer drives Cdepa i3 MIKpOMETPHUIHUM IPUBOIOM
35 | L981099 LLA48 option for MP3-M / MP3 / LA48 ormist mis MP3-M / MP3 / MP3-S
MP3-S
36 | L981008 LAA48 option for TBA, horizontal LA48 option myia TBA, ropusoHTaibHi MOTOPU
motors
37 | T41028 PT water reservoir PT Bonuwuii pezepryap
38 | T61002 BEAMSCAN temperature sensor Hatumk Temneparypu BEAMSCAN
39 | L981017 TPR option for MP3-M/MP3-S Omnuis TPR s MP3-M/MP3-S
40 | L981007 TPR option for MP3 Onuis TPR gima MP3

Micue Bunayi: M. @paitbypr

Place of issue: Freiburg

[Timnuc ynosHOBaXKeHOT 0coOH
Signature of Authorized person

Hasga nocanu, I116
Position, Full Name

Hara mignucy:
Date of signing: 05.02.2024
M.IL oF

BukonaBuuii nupexrtop, bepun Annrakiep
Managing Director, Bernd Allgaier
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