JEKJIAPAIIUSI O COOTBETCTBUU OfAs

OO0111eCTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «Kpad1Bait @apmay (OO0 «Kpadrsoit ®apmay)
Mecro HaxoxIeHHs (aZpec IOPUIMYECKOIO JIMLA) M aJpec MECTa OCYHIECTBIEHHUS eSTETbHOCTH:
129626, Poccus, r.Mocksa, yi. 3-s MertumuacKast, 1.16, ctp 60, kom 30, 1. I, aTax 5
3apeructpupoBano MexpaiioHHON HHcmeknuedl @enepanbHol HanoroBoi cmyx0sr No 46 1o T.
Mockse 07.03.2014, OI'PH: 1147746236725.

Howmep Tenedona: +74952326933; Anpec anexrporno# noursl: dental@kraftway.ru

B Jiune [ enepansnoro aupekropa Komonosoi Enensl BiaguMupoBHEI

3asiBJIfIeT, 4YTO0 Marepuaisl CTOMATOJOTHYECKHME BCIIOMOTaTellbHbIE B Ha0OpaX W OTAEIbHBIX
yIaKoBKax, B cooTBeTcTBUH ¢ [Ipumoxennem Ne 1 (Ha 2 nucrax).

Kox OKII2: 32.50.50.000

Kox TH B3I EADC: 3407 00 000 0. CepuitHbIii BEITYCK.

Hsrorosurens: «/[:xxu Cu Koprnopaiimny, SAnorus

MecTo HaxOXIEHHS M aIpec MecTa OCYIIECTBICHHUS AEATENbHOCTH 10 W3TOTOBJICHUIO MPOAYKIIHH:
GC Corporation, 76-1 Hasunuma-cho, Itabashi-ku, Tokyo 174-8585, Japan. Anmpeca ¢uimanos B
cootBeTcTBUH ¢ [Ipunoxennem Ne 1 (Ha 2 nucTax).

COOTBETCTBYET TPeOOBAHUAM

I'OCT 31578-2012, 'OCT 31609-2012 (ISO 3107:1988), I'OCT ISO 10993-1-2011, TOCT ISO
10993-6-2011, 'OCT P 52770-2016

I[elc.napauml MNPUHATA HA OCHOBAHUMU:

Peructpannonnoe ymoctoBepenne Ne DC3 2009/05234 or 13.10.2011, Ceprudukara cHCTEMbI
MeHekMenTa KauectBa EN ISO 13485:2016 (ISO 13485:2016) Ne Q5 050927 0049 Rev. 00 ot
01.01.2019 roxa.

Hata npuasaTasa gexkaapanuu 21.09.2020
Jexnapanusi o cooTBeTCTBHM JeiicTBUTEIbHA 10 21.09.2023
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(moamuce) (MHULHATBL, haMHIHs)

CBeeHns 0 perucTpanuy JeKJIapAlHA 0 COOTBETCTBHH

Opran no cepruduxanuun OO0 DxcneptHO-KoHCyNbTanioHHEIH HeHTp « TeXHOMOrHu 6e30macHOCTH Y.
Mecto HaxoxIeHus (afpec IOPUAMYECKOro JIMIA) M aJpec MecTa OCYIIECTBICHHUS IEATEIbHOCTH:
107076, POCCHS, ropox Mocksa, ymuna Boroponckmii Bam, mgom 3, crpoenme 32, srax 2,

POCC RU JA-JP.I'l1101.B.00309/20

10.5. KoBanieuko




INPUJIOXKEHME Ne 1 jiuer 1
K JEKJIAPALIMHU O COOTBETCTBHUH POCC RU JA-JP.I'lI{01.B.00309/20

Hanmenosanue IIPOAYKIHH H HHbIE CBEIECHHUA O NpPOAYKINH, oﬁecnetualoume ce ﬂIleHTH(l)ﬂKaHHlO

Matepuarner cromatonoruueckue BcomoratesbHble B HAGOPAX U OTASTBHBIX YIIAKOBKAX

1. Marepuassl cTomMaToNOrHUECKHE BCIIOMOraTenbHble B HaGopax

1. Ha6op Bonmunr UniFil Bond KIT B cocrage:

(hJTAaKOH ¢ JKUAKOCTHIO (2 wr.), aTMIMKaTOPbI, Jep2KaTeIIb AJIs alllUIMKaTOPOB, EMKOCTb T 3aMELIMBAHKS,
KPBIIIKA 3aL{HTHAa.

2. Ha6op Bouaunr G-BOND KIT B cocrage:

(p1aKOH € KHMAKOCTEIO, ANIUTHKATOPBI, EMKOCTB TS 3aMEILHUBAHHS.

3. Ha6op Bonaunr G-@nial Bond KIT B cocrase:

(1aKOH ¢ KUAKOCTBIO, ANITMKATOPBI, MKOCTb [T 3aMElIMBAHMS.

4. Ha6op bonnunr G-anial Bond 3 bottle Pack B cocrase:

GbaakoH ¢ sxkuaKOCTEIO (3 1mT.)

5. Ha6op Itpuncel EPITEX STARTER KIT B cocTage:

KapTPUJLKU C JIEHTOH (5 mT.), moacraBka.

6. HaGop nns onpenenenus kuciotHoctH 3y6HOoro Hanera GC PLAQUE INDICATOR KIT B cocrage:
(rnakoH ¢ xMAKOCTEIO, (r1akoH ¢ HelTpanM3yoImmUM pacTBopoM, Tyba ¢ rejieM; najuTpa Ajis TECTHPOBAHHS,
HWHCTPYMEHTBI OAHOPA3OBEIE.

7. HaGop nns onpenenenust kavyectsa cimonbl Saliva-Check BUFFER & cocTage:

TECT-II0JIOCKH, YalllKH, BOCK, ITUIIETKH, TECT 151 OTPeIeIEHHsA KOJMYECTBEHHOTO U KAYeCTBEHHOrO COCTABA
CJIFOHBI.

8. HaGop a1st onpesienienns KOHLEHTPALMK CTPENTOKOKKOB B ciote SALIVA-CHECK MUTANS B cocTage:
(naxon ¢ xuAKOCTBIO (2 WT.), TECTEP, BOCK, MUMETKH, KOHTEHHEPBI 115 CJIFOHBI.

9. Habop GC Tri Plaque ID Gel Intro Pack B cocrase:

Ty0a ¢ resieM, Tectepsl (5 WIT.), pyKOBOACTBO MOIB30BATENS.

II. MaTepuasel cTOMaTONOrHYECKHE BCIOMOTATENBHBIE B OTAE/IBHBIX YIIAKOBKAX:

. Ilpatimep UniFil Bond SELF-ETCHING PRIMER.

. borunr UniFil Bond BONDING AGENT.

. bonguar G-BOND Unit Dose.

. bonaunr G-aznial Bond (Refill).

. bonguar UNIVERSAL VPS ADHESIVE.

. Irpuncer EPITEX (REFILL).

. lItpuncet NEW METAL STRIPS.

. Konnuumnonep GC Fuji PLUS CONDITIONER.

. Konauumonep DENTIN CONDITIONER.

10. Kornuumonep CAVITY CONDITIONER.

11. Konauuuonep ORTHO CONDITIONER.

12. Konguumonep GC Fuji ORTHO Gel Conditioner

Komnnexr: mmpui ¢ resiem (3 wr.), arIuUIMKaTOpPbI.

13. Myce GC Tooth Mousse.

14. Myce GC Tooth Mousse

Kommekr: Ty6a ¢ myccom (5 mr.).

15. Mycc GC Tooth Mousse

Komnnek: Ty6a ¢ myccom (10 wr.).

16. ITacta GC MI Paste Plus.

17. ITacra GC MI Paste Plus

Komnniekt: Ty6a ¢ macroii (5 wr.).

18. ITacta GC MI Paste Plus

Kommuiexr: Ty6a ¢ macroii (10 wr.).

19. 'enie GC Dry Mouth Gel

Komnnekr: Ty6a c renem (10 wrt.).

20. Cpenctso cenapaunonnoe COCOA BUTTER.
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MPAJIOKEHUE Ne 1 juer 2
K JEKJIAPALIUU O COOTBETCTBUU POCC RU JI-JP.I'TI[01.B.00309/20

HanveHoBanne NpoAyKunn U HHbIE CBEICHHS 0 MPOAYKIHH, 00ecneunBAIONIHE e HICHTHYHKAIMIO

22. I'enb GC Tri Plaque ID Gel.

I1I. 3aBOABI-U3rOTOBUTEIH:

1. GC Corporation

76-1 Hasunuma-Cho, Itabashi-Ku, Tokyo, Japan.

2. GC Corporation Fuji Oyama Factory,

584-1, Nakahinata, Oyama-Cho, Sunto-Gun, Shizuoka-Ken, 410-1307, Japan.
3. GC America Inc.

3737 West 127th Street, Alsip, Illinois 60803, USA.

4. GC Europe N.V.

Interleuvenlaan 13, B - 3001 Leuven, Belgium.

Interleuvenlaan 33, B - 3001 Leuven, Belgium.

5. GC ASIA DENTAL PTE LTD

19 Loyang Way, #06-27 Singapore 508724.

6. GC DENTAL PRODUCTS CORP.

2-285 Toriimatsu-cho, Kasugai-shi, Aichi 486-0844, Japan.

7. GC ASAHI CORP.

1-3-3 Kachigawa-cho, Kasugai, Aichi, Japan.

8. SHENZHEN KANG SHENG BAO BIO-TECHNOLOGY Co. Ltd.
3rd Floor 710 Building, Pengi Industrial Area Luohu District, Shenzhen P.R.China
518004 China.

Block 2, Fu An Industrial Park Phase I, Da Yang Development Zone Sub Zone II, Fu Yong, Bao An District,
Shenzhen, People's Republic of China, 518103, China.

9. NIMI CHEMICAL INDUSTRIAL CO., LTD.

4-13 Yokoyama-Cho, Kiryu, Gunma, Japan.

10. NIMI CHEMICAL INDUSTRIAL CO., LTD., Second Factory
2-6-33 Higashihisakata-chou, Kiryuu-shi, Gunma-ken, 376-0053 Japan.
11. TAISEI DENTAL MFG. CO., LTD.

4-38-7 Hoshida-kita, Katano-shi, Osaka 576-0017 Japan.

4-38-7 Hoshida Kita Katani, Osaka Japan.

12. TAISEI DENTAL Mfg. Co., Ltd. Shiga Factory.

390 Kanotono, Aisho-cho, Eichi-gun, Shiga, 529-1204 Japan.

13. SHIODA DENTAL CORPORATION

53 Tohbara, Nasu-Karasuyama, Tochigi, Japan.

14. YUKADENSHI COMPANY LIMITED

31-19, Shiba 5-Chome, Minato-Ku, Tokyo, Japan.

15. Klema Dental Produkte GmbH

Koblacherstrasse 3a 6812 Meiningen, Austria.
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