YKPAIHCbKMIA
IHCTUTYT
CTAHAAPTIB

CepTudikar BiAMOBIAHOCTI
ITIOBHA CUCTEMa 33663H6‘-I€HHH HKOCTi

Certificate of conformity

full quality assurance system

Ne R3M 392 138 B2

BupoGHuUK: HIO®Y IHK.
Manufacturer: SHOFU INC.
11 Kamitakamaiy-uo, @ykyine, Xirammsma-ky, Kioro 605-0983, fAnonis

11 Kamitakamatsu-cho, Fukuine, Higashiyama-ku, Kyoto 605-0983, Japan

YoBHOBaKEHHH TosapucTso 3 o6mexkenoro BianosigaabnicTio «@APMA KOHCAJITUHI»

HPECTaBIS PHARMA CONSULTING Limited Liability Company
Authorised : ByJ1. Jloposkna 25, M. Opeca, 65031, Ykpaina, kox €JIPTIOY 41209050
representative: 25, Dorozhna str., Odesa, 65031, Ukraine, code 41209050

ITpomyKiis: CroMaToJioriudi MaTepiajd, ¢TOMATOJIOrIYHI IHCTPYMEHTH.
Production: Dental materials, dental instruments.

TOB «YIC» sk OpraH 3 OWIHKM BiAMOBIAHOCTI 3asBif€, WO 3a3HAYCHWH BUPOOHMK BMPOBAJHB CHCTEMY
yIpaBJiiHHA SKICTIO Ha eTanax po3poOKH, BHPOOHMLTBA | 0cTaTOUHOT nepesipku BUpobiB BianosiaHo a0 [lonatky
3 (uxmouaroun [lepeipky npoekrty) TexXHiUHOro perjamMeHTy U100 MEAHYHMX BHPOGIB (3aTBEpKCHHH
IMocranosoro KMY Bin 02 soeTHs 2013 poky Ne 753)

LLC «USI» 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)

Ceprudikar BupaHo TosapucTBoM 3 0OMEKEHOIO ~BiJINOBIANBHICTIO «YKPATHCbKUM THCTUTYT
CTAHJIAPTIB», micuesnaxopienns: 6yaunok 1, Bynuus Onekcanapiscbka, micto Kuis, 03062, Yipaina.
Homep npusHaveHoro oprany UA.TR.137

Certificate is issued by Limited Liability Company « UKRAINIAN STANDARDS INSTITUTE», LOCATION:
building 1, Oleksandrivska street, Kyiv, 03062, Ukraine.

Identification number of the notified body UA.TR.137

Pimenns Ne 138-001 JlaTa nepeuHHOT cepTudikauil: 22.12.2022
Decision No. Date of initial certification:
JlaTa Buadi: 30.07.2024 JlikicHui 10: 21.12.2027
Issue date: = Expiry date:
Jupexrop : Harania CTEIIAHKIBCBKA
Director : Natalia STEPANKIVSKA

10372
Ceprudikauis npoxykuii

Yuuuicth cepTudiKaTy BianosiaHocTi HeoOXiAHO nepeBipuTH Ha odilliiiHoMy Bed-caiTi

www.usi.biz.ua abo 3a Tenedonom; +38-050- 818-7-333
The validity of the Certificate of Conformity shall be checked on the official website www.ust.biz.ua or by tel.: + 38-050- 818-7-333

Cmopinxa 1 3 6




TOB «YIC», Micuesnaxomkenns: oyaunok 1, Bynuus Onexcanapisenka, micro Kuis, 03062, Yipaiua.
Homep npusnaseroro oprany UA.TR.137

LLC «USI», location: building 1, Oleksandrivska street, Kyiv, 03062, Ukraine.

Identification number of the notified body UA.TR.137

IeTopist 3min:

History of changes:
Penakuin Onue JlaTa
Editorial Description Date
Bl [epuie supauus / First edition 22.12.2022
B2 Po3umupenHs nepesiky NpoAyKLii: CTOMATONOrivHi Matepianu, CTOMATOOT HHI 30.07.2024

incrpymenTy/ Expanding the product list: Dental materials, dental instruments
3Mina yrnosHopawenore npeacrasiuka- TOB « ®APMA KOHCAJITHHI»/
Change of an authorized representative- PHARMA CONSULTING  Limited
Liability Company

Ilepenik BHPOOHHYHX TiSAHOK:
List of manufacturing sites:

1. SHOFU INC.
HiooYy IHK.
11 Kamitakamatsu-cho, Fukuine, Higashiyama-ku, Kyoto 605-0983, Japan
11 Kamimaxamauy-«o, @yxyine, Xizamuama-xy, Kiomo 605-0983, Anonin
Mpoayxuisi: CToMaTo10riuni MATepia i Ta CTOMATOJIOTITHI iIHCTPYMEHTH
Products:  Dental materials and dental instruments

2. ITA IIO®Y IHK.
SHIGA SHOFU INC.
2296 Kinose, Cirapaxirto, Koka, Cira 529-1802, fInonis
2296 Kinose, Shigaraki-cho, Koka, Shiga 529-1802, Japan
IMpoaykuis: CromaTosoriuni maTepiaun
Products: Dental materials

3. MO®Y NPOJAKTC KIOTO IHK.
SHOFU PRODUCTS KYOTO INC.
21-1 MinTamaxki, ITina, Kymiama, paiion Kyce, Kioro 613-0022, fInonin
21-1 Shintamaki, Ichida, Kumiyama-cho, Kuse-gun, Kyoto 613-0022, Japan
IMpoayxuis: CToMaToIOTi4HI iIHCTPYMEHTH
Products:  Dental instruments

4. IMAHXAH IMIO®Y JEHTAJ MATEPIAJ KO., JIT/I.
SHANGHAI SHOFU DENTAL MATERIAL CO., LTD.
Ne 645 Jlxie Poya, npomsona lemans, paiion Cynussn, llanxaii 201602, Kuraii
No. 645 Jiye Road, Sheshan Industrial Park, Songjiang, Shanghai 201602, China
IMpoayxkuis: CToMaTo0ri4HI iHCTPYMEHTH
Products:  Dental instruments

Ilepenik KPUTHMHHX CYONiAPAAHUKIB:
List of critical subcontractors:

1. Anamant Hamiki I peciskn Lxisea Ko., JIta.
Adamant Namiki Precision Jewel Co., Ltd.
3-8-22 Cinpgen, Anari, Tokio, 123-8511 Anonin
3-8-22 Shinden, Adachi-ku, Tokyo, 123-8511 Japan
Tpoaykuis: Cromarooriuni maTepiann -
Products: Dental materials

Jonarkosa indopmatis ao Ceprudikary Bianosignocti Ne R3IM 392 138 B2
Supplementary information to the Certificate of Conformity No. R3M 392 138 B2

Cmaopinka 2 3 6



TOB «YIC», micuesHaxoaxenns: Oyannok 1, symus Onexcanipisceka, micto Kuis, 03062, Ykpaina,
Homep npusnauenoro oprany UA. TR.137

LLC «USI», location: building I, Oleksandrivska street, Kyiv, 03062, Ukraine.

Identification number of the notified body UA.TR. 137

Axita Agamant Ko., JIta.

Akita Adamant Co. ,Ltd.

12-1 Kamicakypaazasa, Coronome, Hokore-ci, Akita 013-0053 SInonis
12-1 Kamisakurazawa, Sotonome, Yokote-shi, Akita 013-0053, Japan
Ipoaykuis: CromaTtoJorivni maTepiajiu

Products: Dental materials

EJABAHC/ XEJICKEA JIT/.

ADVANCED HEALTHCARE LTD.

6yn. 2-4 Jlisepe Ecreiit, Yinninrcron-Kosyeii, Tonopinxk, Kent, TN11 8JU, O6'canane
KopoaiscTBo

Units 2-4 Leavers Estate, Chiddingstone Causeway, Tonbridge, Kent, TN11 8JU, UK
IMpoaykuin: CromaToJioriuni marepiajn

Products: Dental materials

Iepesik Meanunnx BUPoOiB:
List of medical devices:

No HaiiMenyBaHHsI MeAHYHOr0 BUPOOY HaiiMenyBaHHSI MEJIHYHOT0 Kt
-y YKpaiHCbLK0I0 MOBOIO BHPOOY aHTilicbKOI0 MOBOKO Class
Name of medical device in Ukrainian Name of medical device in English
CromaTtonoriuni marepiaiau / Dental materials
I B HOTIDUI I BEAUTIFIL 11 lla
" | PecraBpauiiinuii MmaTepian, Habopu Restorative material, kits
) b’iotidin Il Enamen BEAUTIFIL I1 Enamel i
" | PecraBpauiiinuii maTepian Restorative material
3 B’iorigin Il [inrisa BEAUTIFIL II Gingiva lla
" | PecraBpauiiinuii matepian Restorative material
4 B’IOTI®UI IT LS BEAUTIFIL I1 LS lla
" | PectaBpauiiinuii maTepian Restorative material
B’ IOTI®1JI-bank ®aoybn BEAUTIFIL-Bulk Flowable
5. | Tekyunii pectaBpartiitHuii MaTepian Flowable Restorative material [la
Habopu kits
6 B’ IOTI®UI-Bank Pecropeiiris BEAUTIFIL-Bulk Restorative lla
" | Pecrappauilinuii maTtepian Restorative material
B’ioribona Ekcrpim BeautiBond Xtreme
7. . o : 5 lla
VHiBepcaabHUi aare3us, HAbOpH Universal adhesive, sets
B’IOTILIEM SA BeautiCem SA
8. | Camoa/nre3MBHMIT KOMIMO3UTHUH LIEMEHT Self-adhesive resin cement Ila
HabopH kits
B’ IOTI®OL ®noy BEAUTIFIL Flow
9. | Tekyuuii pectaBpauiiinuii matepian Flowable Restorative material [la
Habopu kits
B’IOTIDUI dnoy [Tnroc Beautifil Flow Plus
10. | Texyuuii pecraBpauiiinuii MaTepian Flowable Restorative material [la
HabopH kits ,
B’ IOTI®UI @noy [Tmoc X Beautifil Flow Plus X
11. | Texyuuii pecraBpauiiiHuii MmaTepian Flowable Restorative material Ila
Habopu kits

Jlonarkosa indopmauis 1o Ceprudikary Bianorianocti Ne R3M 392 138 B2
Supplementary information to the Certificate of Conformity No. R3M 392 138 B2
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TOB «YIC», micuesnaxomkenns: Oyannok 1, symius Onexkcanapisceka, micto Kuis, 03062, Ykpaina.
Homep npusnauenoro oprany UATR.137

B e

y\ﬁ LLC «USI», location: building 1, Oleksandrivska street, Kyiv, 03062, Ukraine.
B e Identification number of the notified body UA.TR.137
No HaiimenyBaHHsI MeIHYHOI0 BHPOOY HaiiMeHyBaHHSI MeUYHOI0 ik
Ho: YKpaiHCBKOK MOBOIO BHPOOY aHTJIiiiCbKOI0 MOBOIO Class
Name of medical device in Ukrainian Name of medical device in English
B ioriCinanr BeautiSealant
12. | Cucrema auist repMeTH3autii Sealant system lla
Ilacta, npaiimep, Habip Paste, Primer, Set
13 LHIEPAMAX CERAMAGE lla
" | CBiTJIOTBEp/iFOUMiT KOMIO3UT, HAGOPH Light-curing composite, sets
14 LHEPAMAX CERAMAGE lla
" | Tekyuuit KOMIO3UT Flowable Composite Resin
5 LHEPAMAX CERAMAGE lla
" | Mogentoroda PiguHa Modelling Liquid
LIEPAMAMC ATl CERAMAGE UP
16. | CeiTnorBepiitoUMii TEKYUHH KOMIO3UT Light-curing flowable composite lla
Habopu sets
17 LEPAPE3IH BOHT CERARESIN BOND lla
" | bouninrosu# areHT Bonding agent
18 GJI-BOHT T FL-Bond I1 lla
" | bonninroea cucrema, Habip Bonding system, kit
19 @®JI-EOHT 1T Tpaiimep FL-Bond II Primer I
i o ” . ' a
Apare3suBHUiH npaimep Adhesive Primer
20, | ®JI-BOH/T Il BonpinroBuii areHr FL-Bond Il Bonding Agent Ila
3 ®JI-BOHJT 11 ETuanT, FL-Bond II Etchant, lla
© | AQresvBHHUH NpoTpaB/IlOBAILHUI 3aci0 Adhesive Etchant Agent
2 CknoioHomepnuii nement CX-Ilntoc Glaslonomer Cement CX-Plus fis
" | Nopomok, HaGopu Powder, sets
3 Cknoionomephuii uement CX-IToc Glaslonomer Cement CX-Plus la
" | Pinuna Liquid
24 Cknoionomep FX YJIbTPA Glasslonomer FX ULTRA lla
" | Ilpsimuii pectaBpauiiinuii Mmatepian, nabip | Direct restorative, set
’5 JlaéiT Apt _ Lite Art a
" | Tlacrononiona ¢apba, Habopu Color paste, sets
2% JlaiiT ApT Lite Art T
" | Ilpo3opa pinuna Clear Liquid
27 1O®Y JIMCK ZR Jliouent Cynpa SHOFU DISK ZR Lucent Supra a
" | Uupkoniesuii nuck juis CAD/CAM Zirconia disk for CAD/CAM
28 HIODY TUCK ZR JlioueHT SHOFU DISK ZR Lucent lla
" | Hupkonieruii auck jis CAD/CAM Zirconia disk for CAD/CAM
HO®Y BJIOK HC XAPJ SHOFU BLOCK HC HARD
29. | Pecraspauiiinuii matepian anst CAD/CAM, | CAD/CAM restorative lla
Habopu sets
HIO®Y BJIOK HC SHOFU BLOCK HC
30. | PecraBpauiiinunii matepian nns CAD/CAM, | CAD/CAM restorative Ila
Habopu sets
31 [HIODY JTUCK HC . SHOFU DISK HC lla
" | PectaBpauiiinuii matepian s CAD/CAM | CAD/CAM restorative
1 [HIODY YHiBepcanbHuii Onak SHOFU Universal Opaque lla
" | CeiTnoTBepaiioya nacra Light-curing paste

Jlonarkosa inpopmatis 1o Ceprudrikary Bianosianocri Ne R3M 392 138 B2
Supplementary information to the Certificate of Conformity No. R3M 392 138 B2

Cmopinka 4 3 6




TOB «Y1C», micuesnaxokeHHs: Oyaunok |, Byauus Onekcanapiseska, Micto Kuis. 03062, Ykpaina.
Homep npuznauenoro oprany UA.TR.137

LLC «USI», location: building I, Oleksandrivska street, Kyviv, 03062, Ukraine.

Identification number of the notified body UA.TR. 137

No HaiimenyBaHHs1 MeAUYHOT0 BHPOOY HaiimeHnyBaHHSI MeIHMHOTO Kimac
No. YKPAiHCHKOI MOBOIO BHPOOY AaHIJIHCHKOI0 MOBOIO Class
] Name of medical device in Ukrainian Name of medical device in English
33. | LHODY VYuisepcanbuuii [paiimep SHOFU Universal Primer lla
34 BIHTAX Apt YHiBepcanbHHii VINTAGE Art Universal a
" | Habopu, NOPOLLOK, piaMHA sets, powder, liquid
35 BIHTAX ITPAUM IIPECC VINTAGE PRIME PRESS 1la
" | Cknokepamika Glass ceramic
BIHTAX ITPO VINTAGE PRO
36. | Meranokepamiuna cuctema, Metalbond Porcelain, Ila
I[Tacra, nopotok, Habopu Paste, powder, sets
BIHTAX ITPO VINTAGE PRO
37 ; u e lla
PiauHa nsis onakoBol nacTv Paste Opaque Liquid
BIHTAXC ITPO Vintage PRO
38. : o [la
PinuHa u1s onakoBOro NopoLuKy Powder Opaque Liquid
BIHTAX ZR VINTAGE ZR
39. | Kepamiuna cucrema, Porcelain, Ila
Habopu sets
[TMPKOHOMEP ZIRCONOMER
40. | Ck10iOHOMEPHHI LIEeMEHT MOCHIEHHH Zirconia Reinforced Glass [onomer lla
LIMPKOHIEM
Cromatousoriuni inctpymentu / Dental instruments
Anmasni / Diamonds
A1 ['iopun Iointe Hybrid Points lla
" | Anmazni 6opu, Habopwu Diamond Burs, kits
4 Joxinxi Kioperask Gingi Curettage s
" | AnmasHi 6opu, Habopu Diamonds, kits
43 Pobot [MoinTe Robot Points fia
" | Anmazni 6opu, HaGopu Diamond Burs, kits
44 T&F TNibpun INointe T&F Hybrid Points 1
" | Anmasni 6opu, Habopu Diamond Burs, kits a
Anwmazni 6opu TPE, TPE Diamonds,
45. . [la
Habopwu kits
46. | On Lepamix HaGip ans niarotoBku All Ceramic Preparation Kit Ila
47. | CAD/CAM Habip nns niarotoeku CAD/CAM Preparation Kit Ila
Ilonipu / Polishers
48, Bpaym, ‘Brolwme, . lla
noJiipu, Habopu polishers, kits
LlepaMacrep, CeraMaster,
49. " : lla
noJiipu Polishers
Llepamicre, Ceramiste,
50. ] 0 4 . lla
noJiipu, Habopu polishiers, kits
KomnoMacrep, CompoMaster,
51. . . , Ila
10JIIpH Polishers
KomnoCaiir, CompoSite,
52. . ) . Ila
noJiip, HabopH polishers, kits

Jonarkosa indopmauis no Ceprudikary sinnosianocri Ne R3IM 392 138 B2
Supplementary information to the Certificate of Conformity No. R3M 392 138 B2
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TOB «Y1C», micueznaxomkenns: 6ymaunok 1, Byinus Onexcanapiseeka, micto Kuis, 03062, Ykpaina.
Homep npusnadenoro oprany UA.TR.137

.

&

S,

LLC «USI», location: building 1, Oleksandrivska street, Kyiv, 03062, Ukraine.

Identification number of the notified body UA.TR.137

o HaiimenyBaHHSI MeTHYHOT0 BHPODY HaiiMenyBanHs MeIHIHOT 0 T
Nis YKpaiHChbKOI0 MOBOIO BHPOOY aHTIiHCHKO0I0 MOBOIO s
' Name of medical device in Ukrainian Name of medical device in English

KomnoCaiit daiin, CompoSite Fine,

53, . ; ; Ila
noJiipy, HaGopu polishers, kits

54, Fpl}'n, Grgeme, ' lla
noJiipy, HabopH polishers, kits
Banlnoce, OneGloss,

55. ; Ila
Habopu kits
Baul oce Manapenc OneGloss Mandrels

56. | ana nonipis Banl'noce, for OneGloss Polishers, [la
HabopH Kits
Cyneprpisi, Supergreenie,

57. . : : lla
noJ1ipy, Habopu polishers, kits
Cynep-Chan, Super-Snap,

58. ; : v 4 s : . l1a
MofipyBasbHi AMCKH, HAOOPH polishing disks, kits
Cynep-Chan bad¢ Hduck, Super-Snap Buff Disk,

59. . . AR g : Ila
noJipyBajibHi JIMCKH, HaGopH polishing disks, kits
Cynep-Chan EkcTpim, Super-Snap X-Treme

60. . . o g : lla
10J1ipyBaJibHi IMCKH, HabopH polishing disks, kits
Cynep-Cnan Manpapenc, Super-Snap Mandrels,

6l. : [la
HabopH kits

62. 3inMacrep, Z.ILMaster, lla
Habopu kits

Abpazusu / Abrasives

Hiopa-TI'pin DIA, Dura-Green DIA,

63. ; Ila
Habopu kits
Jropa-I'pin kaMiHHs, Dura-Green Stones,

64. ; Ila
Habopu kits
JTiopa-BaiiT kamiHHs, Dura-White Stones,

65. . [la
HaGopH kits

66. | HaGip q1g 06poOkH KOMMO3UTY Composite Finishing Kit lla

Mupekrtop
Director

Jlonarkosa inopmauis no Ceprudikary siamosianocri Ne R3M 392 138 B2
Supplementary information to the Certificate of Conformity No. R3M 392 138 B2

Haraais CTEIIAHKIBCBKA

Natalia STEPANKIVSKA

Cmopinka 6 3 6




