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Certificate of conformity

Sull quality assurance system

Ne R3M 156 330 B2

BupobHuk: Dyccen Texnonoxxi Ko., JIT/L,

Manufacturer: 901, 1001, Kopmyc NeD1, Hanbluate Ysknioans, [Ipocnekt Croetoans 1001, komyHa
Yautoanb, Bynuus Taoroanb, paiioH Haubwane, 518055 LlleHbuskeHb, ['yaHayH,
Kuraiicbka Haponna Pecriy6nika
Fussen Technology Co., Ltd.
901, 1001, Building #DI1, Nanshan Zhiyuan, 1001 Xueyuan Avenue, Changyuan
Community, Taoyuan Street, Nanshan District, 518055 Shenzhen, Guangdong, China

YnoBHOBa>KeHUH IlpuBaTHe mianpuemcrio «lamim»

NpencTaBHUK: Bys. 15 Ksitna, 6€, c. Baiikisui, TepHoninbebkuii paiion, TepHoninschka obnacts,
Authorized 47711, Vkpaina, kon €IPTIOY: 30938037

representative; Private enterprise "Galit"

6F, 15 Kvitnya St., village Baikivtsi, Ternopil district, Ternopil region, 47711, Ukraine
EDRPOU code: 30938037

[Mponyxuis: Cucrema penTreniBechbKa cToMaTo/IOTiMHA KOMN’10TepHOT ToMorpadii; Cucremn
Production: uH¢poBi BHYTPIiLIHLOPOTOBI IS pEHTreHiBCbKOT Bizyasizauiv /
Dental Computed Tomography X-ray System, Digital Intraoral X-ray Imaging Systems

Tosapuctso 3 obmexeHoto sianosizanshictio «YKPATHCBKMI THCTUTYT CTAHJIAPTIB» sk Opran 3 OLiHKM
BIAMOBIAHOCTI 3afBMAE, WO 3a3HAaueHWit BUPOOHWK BMPOBALMB CHCTEMY YNPaBJiHHA SAKICTIO Ha eTamax po3pobkw,
BHPOOHMLTBA i ocTaTouHOi NepeBipkn BUpoGiB Bianosiaxo no [Jonatky 3 (Bukitoyatoun IMepesipky npoekty) TexHiHHOrO
pernamMeHTy Woa0 MeauyHuX Bupo6is (3ateepaxennii [Toctanosoio KMV Bix 02 oeTHs 2013 poky Ne 753).

«UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company as the Conformity Assessment Body declares, that
mentioned manufacturer has implemented a quality management system for design, manufacture and final inspection of the
products in accordance with Annex 3 (without Design Examination) of the Technical regulation on medical devices (approved
by Decrees of Cabinet of Ministers of Ukraine Ne 753 dated October 02, 2013).

Jlnsi po3noBCroKkeHHs Ha pUHKY npoaykuil kiacy pusuky Il nonatkoso 060s'askosum € Ceprudikar INepesipku npoekTy.
For the placing on the market of products of risk class 1, the Design Examination Certificate is additionally mandatory.

Ceprudikar Bupnano TopapuctBoM 3 ofOMexkeHow BianoiganbHicTio «YKPATHCBKMM ITHCTHUTYT
CTAHIAPTIB», micuesnaxomkenns: Ykpaina, 03062, m. Kuis, Bysn. Onekcanapinchka, Oyn. 1, npumitierHs 7.
Homep npuznaveHoro oprany UA.TR.137.

Certificate is issued by « UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company, location: office 7, building 1,
Oleksandrivska street, Kyiv, 03062, Ukraine. Identification number of the notified body UA.TR.137.

Pimenns Ne  330.00/MD/01 [Tepwe Bupanns: 16.01.2025
Decision No. First issued.:

Unnnuii 3: ”iZOSfGH» YKuHHHI 10: 15.01.2030
Valid fropfts % " <1005\ Valid until:

/
f /
(= o .
JlupekTop. Haraniss CTEIIAHKIBCHKA
Direetor | - Natalia STEPANKIVSKA
\'.'\” 7
10372
Ceprudikanis npogykuii =
Hunnicmes cepmudbixanty soxcua nepeaipumu wa ohiyinnomy seb-caiimi www.usi.biz.ua ato 3a meseghonon: + 38-050- 818-7-333

You can check the validity of the certificate on the official website www.usi.biz.ua or by tel.: +38-050- 818-7-333
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Icropis ceprudirary:
Certificate history:

«UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company
location: office 7, building 1, Oleksandrivska street, Kyiv, 03062, Ukraine

Penakuis Onue Jara
Revision Description Date
Bl Iepiue Bunanus / First edition 16.01.2025
B2 Posivpenns nepeniky Bupo0is / Expanding the product list 22.05.2026
3 MOMEHTY BHIaui cepTH(ikaTa y HOBil penakuii, norepeaHs peaakLis BBAKAETCA TAKOIO, L0 BTPATH/IA YHHHICTb
From the moment the new revision of the certificate is issued, the previous revision is considered invalid.

IMepenik BHpoONHYNX AITAHOK:
List of manufacturing sites:

Hasga Ta anpeca

ke Name and address

HisnbHIiCTB
Activity

®yccen Texnonoaxi Ko., JITH. / Fussen Technology Co., Ltd,
901, 1001, Koprnye NeD1, Hanburans HYsuioans, [Tpocnekt Cioeioans
komyHa Yauioas, Byjinua Taoloans, paiton Hanbwane, 518055

l. Ulenpuxens, lyannyn, Kuraiicbka Hapossa Pecny6nika / 901, 1001,
Building #D1, Nanshan Zhiyuan 1001 Xueyuan Avenue, Changyuan,
Community Taoyuan Street, Nanshan District 518055 Shenzhen,
Guangdong, China

losoBHuUiA oic, Po3pobieHHs Ta pO3MOBCIOLKEHHS
CHCTEM PEHTTEHIBCEKMX CTOMATOJIOTTUHHX
komn’1oTepHol Tomorpadii; Cucrem undposux
BHYTPILLIHLOPOTOBHMX 11 PEHTIE€HIiBChKOT
Bisyanisauii / Development and distribution of dental
X-ray computed tomography system: Digital
intraoral X-ray imaging systems

®yccen Texnonomxi Ko., JITA. / Fussen Technology Co., Ltd.
2O, binainr NeB, XAO MAI ®ypuiue [nnacrpi 3oyn, Kenrsi CrpiT,
[Minrwan Jdicrpikr 518118, llensusens, ['yanays, Kuraiicoka Hapoana
2. Pecny6nixa / 2F, Building #B, HAO MAI Furniture Indusiry Zone,
Kengzi Sireet, Pingshan District 518118 Shenzhen, Guangdond, China

BupoGHHLTBO Ta OCTATOMHA MEPEBIPKA CHCTEM
PEHTIEHIBChKHX CTOMATONONYHUX KOMI IOTEPHOT
Tomorpadii; Cuerem UM(PPOBHX BHYTPilIHBOPOTOBUX
JUIS peHTreHiBebkol Bisyanisauii / Production and
final inspection of dental X-ray computed
tomography systems; Digital intraoral X-ray imaging

systems
IMpoaykuis, 10 0XONIEThCS HHM cepTHdiKaTOM:
Products covered by this Certificate:
No HaiiMeHyBaHHS yKpaiHCbKOIO MOBOIO HaiimeHyBaHHs aHMiHCbKOIO MOBOIO Knac
B Name in Ukrainian Name in English Class
| Cucrema peHTreHiBCbKa CTOMATOJIOTiuHa Dental Computed Tomography X-ray System 16/ 1lb
’ koM 1oteproi Dentrix 50,2 B | Dentrix 50,2 in |
) CucreMa peHTreHiBchKa CTOMATOOriUHa Dental Computed Tomography X-ray System | |,
' komn'1oTephoi Dentrix 50,3 B 1 Dentrix 50, 3 in |
4 CHCTCM.a U,mbpqna Bl-.ly’[‘p-i]_LthOpOTOBill st Digital Intraoral X-ray Imaging System F100 la/ Ha
: pentrenipenkol Bisyanizauii F100 Posmip Nel Size #1
A CMCTeNTa le}‘)lpc?ﬂa BE.IyTp.iUth()pOTOB?. 1St Digital Intraoral X-ray Imaging System F100 la/ lla
' penrtreniseskoi Bisyantizauii F100 Poamip Ne2 Size #2
CucTemMa peHTreHiBCbka CTOMATOJIOr4Ha Dental Computed Tomography X-ray System
5, koMm’oteproi Tomorpadit Matpike 7000, Py6ik Matrix 7000, Rubik X1, 4 in 1 (Configuration 1) | 116///b
Tkcl, 4 B I(KoHdirypauis 1)
CuicTema peHTreHiBCbKa CTOMATONON v Ha Dental Computed Tomography X-ray System
6. xomm’oteprol Tomorpadii Marpike 7000, Py6ik Matrix 7000, Rubik X1, 5 in 1 (Configuration 2) | 116/ //b
Ixcl, 5 B 1 (KoHdirypauis 2)
CucremMa peHTreHiBCbKa CTOMATONIOrYHA Dental Computed Tomography X-ray System
7. koM’ foTepHoi Tomorpadii Marpike 7000, Py6ix Matrix 7000, Rubik XSmart, 3 in 1 116 / 1ib
IxcCmapr, 3 B | (Koudirypauis 3) (Configuration 3)
CucreMa peHTreHiBCbKa CTOMATOJIOTiMHA Dental Computed Tomography X-ray System
8. KoM’ oTepHoi Tomorpadii Marpike 7000, PyGik  |” Matrix 7000, Rubik XSmart, 4 in 1 116/ 116
IkcCmapt, 4 B | (KoHdirypauis 4) (Configuration 4)
CHcTeMa peHTreHIBChKa CTOMATONOTiuHA Dental Computed Tomography X-ray System
9 KoM’ toTepHoT ToMorpadii Matpike 7800, Py6ik Matrix 7800, Rubik X3, 4 in | (Configuration 1) | 116///b
Ikc3, 4 B | (Kondirypauis 1)
CucTeMa peHTreHiBCbKa CTOMATONOTIYHA Dental Computed Tomography X-ray System
10. KoM’ oTeproi Tomorpadii Marpike 7800, Py6ik Matrix 7800, Rubik X3, 5 in 1 (Configuration 2) | 116/ //b
Ikc3, 5 B 1 (KoHirypauis 2)

Jlonarkosa indopmautis no Ceprudikary sianosiaHocti Ne
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. ToapHcTBo 3 06MexkeHo10 BinnopinanbHicTio « YKPATHCBKUM IHCTUTYT CTAHIAPTIB»

i V(. Vkpaiuna, 03062, m. Kuis, Byn. Onexkcanapiscbka, Oya. |, npumilierus 7
\":a ' «UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company
Y renoat location: office 7, building 1, Oleksandrivska street, Kyiv, 03062, Ukraine

No HaiimenyBanHs ykpaiHCBKOIO MOBOIO HaiimenyBanHs aHrniicpKo10 MOBOIO Knac
- Name in Ukrainian Name in English Class
CucTema peHTreHiBCbKa CTOMATONOT YHA Dental Computed Tomography X-ray System
| koMn’toTepHoi ToMorpadii Matpike 7800, PyGik Matrix 7800, Rubik X3, 5 in 1 (Configuration 3) | 116/ /b
Ikc3, 5 B | (Kondirypauis 3)
Kineus n

epeniky / End of list

Mupextop

Haranis CTEITIAHKIBCBKA
Director

Natalia STEPANKIVSKA

Jlonarkosa indopmauis 1o Ceprudikary BianosiaHocti Ne
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