@w Vai além.

TEKJIAPAIIISA ITPO BIAMMOBIAHICTD Ne 1-20.09.2023 (Pen. 01)
MeIu4YHUX BHPoG6iB BuMoram TexHiunoro peraaMeHTy

DECLARATION OF CONFORMITY Ne 1-20.09.2023 (Rev. 01)
of medical devices to the requirements of Technical regulation

Ipoayxuis: Martepianau cromarosoriuni / Dental materials.
Products:

Hepenix NpOAYKIii: Hagenenmii B Jomatky mo J[lexnapamii  mpo
List of products:

BignoBigHicTe Ne 1-20.09.2023 (Pen. 01) Ha 2 cTopiHKax.
Given in Annex to Declaration of conformity Ne 1-
20.09.2023 (Rev. 01) on 2 pages.

Binnosinae BumMoram: TexHiYHOTr0 perjJaMeHTy II0J0 MeNHYHHX BHPOOIB,
Comply with the requirements of: saTBepakenoro IlocranoBoro Kabimery MinicTpis
Vkpainu Bix 2 :xoBTHe 2013 p. Ne 753.
Technical regulation on medical devices, approved by
Decree of Cabinet of Ministers of Ukraine on October 2,

2013 Ne 753.
Bupoouuk: DENTSCARE LTDA.
Manufacturer: FGM Produtos Odontolégicos

Av. Edgar Nelson Meister, 474, Distrito Industrial,
89219-501, Joinville, Santa Catarina (SC), Brasil

Tel: +55 47 3441-6100
email: ra@fgmdentalgroup.com
website: https://fgmdentalgroup.com

JEHTCKEIP JITJA.

E®JIXKIEM IIpoxytoc OxoHTOJIOTIKOC

ABenro Exrap Heawcon Meicrep, 474, nicrpito
Inpacrpien, 89219-501, Moxoinsine, Canta Karapina
(CK), Bpa3zuuisa

Ten.: +5547 3441-6100
ellekTpoHHa momrra: ra@fgmdentalgroup.com
BeOcaiT: https://fgmdentalgroup.com

ToJioBHMIA BHKOHABYHI AUpeKTOp / Bianca de Oliveira Luiz Mittelstadt
Chief Executive Officer
Iocada / Position Ieuanka, ITionuc IIIE / Full name

Stamp| Signature :
( F GM ) Cropiaka 1 34
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(F—:M) Vai além.

AEKJIAPAIIS ITPO BIAIIOBIAHICTD Ne 1-20.09.2023 (Pen. 01)
MeauYHHUX BUP00iB BHMoram TexHiuHOro periaMeHTy

DECLARATION OF CONFORMITY Ne 1-20.09.2023 (Rev. 01)
of medical devices to the requirements of Technical regulation

Micue BUpoOHHIITBA:
Manufacturing site:

YnoBHOBa)KeHHMiI NpeACTABHHUK B
Ykpaini:
Authorized representative in Ukraine:

T'osioBHuii BUKOHABYMIA IUpEKTOP /

Chief Executive Officer
ITocada / Position

DENTSCARE LTDA.

FGM Produtos Odontologicos

Av. Edgar Nelson Meister, 474, Distrito Industrial,
89219-501, Joinville, Santa Catarina (SC), Brasil

Tel: +55 47 3441-6100
email: ra@fgmdentalgroup.com
website: https://fgmdentalgroup.com

JAEHTCKEIP JITIA.

E®JIKIEM Ilpoxytoc OmgonToaorikoc

Asenro Earap Hemscon Meicrep, 474, pgicrpiro
Tupacrpien, 89219-501, IxoinBinb, Canra KaTapina
(CK), bpa3zuuin

Ten.: +55 47 3441-6100
eJIeKTpOHHA To1uTa: ra@fgmdentalgroup.com
BeOcanT: https:/fgmdentalgroup.com

ToBapuctpo 3 00MEKeHO0I0 BiIMoOBiaLHICTIO
«IEHTAYM»

B 0c00i nupexTopa: [a6iit Jlianu IBanisan

IOpuanYHa anpeca: Byaunsa Anapis I'osoBka, Oy quHok
12, m. KuiB, 03110, Yxpaiua.

Koa €APIIOY: 31806976

Ten.: +38(066)-371-84-54, +38(050) 759-87-77,
+38(063) 233-46-74

eNIeKTpOHHA 1omTa: lianadentaum@gmail.com
BeOcaiT: https://www.dentaum.com.ua/

DENTAUM Ltd.

represented by director: Tsabii Liana Ivanivna

legal address: Andrija Golovka street, building 12, Kyiv,
03110, Ukraine.

Code USREOU (Unified state register of enterprises and
organizations of Ukraine): 31806976

Bianca de Oliveira Luiz Mittelstadt

Ileyamxa, ITionuc IIIF / Full name

Stamp, Signature .
(FGLWI) Cropinka 2 3 4
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ﬁdw Vai além.

NEKJIAPAIIA ITPO BIATIOBIAHICTD Ne 1-20.09.2023 (Pen. 01)
MeJHYHNX BUPO0OiB BUMoraM TexXHIiYHOro perjaMeHTy

DECLARATION OF CONFORMITY Ne 1-20.09.2023 (Rev. 01)
of medical devices to the requirements of Technical regulation

YnoBHOBaXKeHHid NPEACTABHHK B
Yxpaini Ha migcrasi:

Authorized representative in Ukraine on
the basis of:

Knacudikamist, sriqao 3 lomatkom 2
g0 TexXHIYHOTO peryiaMeHTy ILIoJ0
MEIUYHUX BUPOOIB:

Classification, according to Annex 2 of
Technical regulation on medical devices:

IIpouenypa ouiHKH BigmoBigHOCTI:
Conformity Assessment Procedure:

Ceprudikar BigmoBigHocTi:
Certificate of Conformity:

TonoBHMIT BUKOHABYHIA THPEKTOP /

Chief Executive Officer
ITocaoa / Position

Tel.: +38(066)-371-84-54, +38(050) 759-87-77,
+38(063) 233-46-74

e-mail: lianadentaum@gmail.com

website: https://www.dentaum.com.ua/

HosipeHocTi Bifg BUpoOHHKA,
nata opopmuirenHs: 26.06.2023 p.
ailicaa mporsrom: 5 (I’ ITH) POKiB

Power of Attorney
Issue date: 26.06.2023
is valid during: 5 (five) years

Kuac: I1a

Class: IIa

srigao 3 Jlomatkom 3 no TexHi4YHOro perjiaMeHTy MmOA0
Meauuaux BupobiB «[lopsagok mpoBegeHHs NpoOLEXypPH
3ae3nedeHHs GpyHKIiOHYBaHHS KOMILIEKCHOI CHCTeMH
yIpaBJIiHHA AKICTION.

according to Annex 3 of Technical regulation on medical
devices «The order of conduct the procedure of ensuring the
functioning of full quality management systemp.

Ceprudikar BigmosigaocTi Ne UA.101.MD.3.1035-23.00
Hara peectpamii: 20.09.2023 p.
Tepmin aii xo: 19.09.2028 p.

Certificate of Conformity Ne UA.101.MD.3.1035-23.00

Registration Date: 20.09.2023
Expiry Date: 19.09.2028

Bianca de Oliveira Luiz Mittelstadt

ITewamxa, Ilionuc IIIE / Full name
Stamp, Signature

KFEM Cropinka 3 3 4
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(FTG:M) Vai além.

AEKJIAPAIISA ITPO BIAIIOBIIHICTD Ne 1-20.09.2023 (Pen. 01)
Meau4HuX BUP00iB BuMoram TexHiduHoro periameHTy

DECLARATION OF CONFORMITY Ne 1-20.09.2023 (Rev. 01)
of medical devices to the requirements of Technical regulation

Ceprudikar BignoBigHoCTI BHaanmii Oprasom 3 oumiHkd BignoBigHOCTI ﬂépmaBHoro
Certificate of Conformity is ykpaiHcbkoro o6’eqnannsa «[IOJITEXMED»  (OOB
issued by «aAYO JIOJITEXME»).

Conformity assessment body UKRAINIAN STATE
ASSOCIATION USA «POLITEKHMED.

InenTndikaniiianii HomMep opramy 3 UA.TR. 101
OLIHKH BiZIOBigHOCTI:
Conformity assessment body

identification number:

JAEHTCKEIP JITOA.
E®JI)XIEM IlpoxyToc OmonToorikoc
JeKJIapy€ BHKOHAHHSI OCHOBHHX BHMOI J0 MpOAYyKUii 3a3Hadenoi Bmmie, 3rigao 3 Jomatkom 1 mo
TexniuHoro persiaMenTy moA0 MeJUIHHX BHPOGIB. Besi cympoBinna Texmiuma goxymenTamis 3
MiATBEP/OKEHHS BiANOBiIHOCTI 30epiraeTbesi y NpUMIileHHAX BUPOGHMKA Ta HOro YIOBHOBAKEHOI0
npeacraBuuka. Jlexknapamis mpo BiINOBiHICTL CKIageHa WA NUIKOBHTY BigmoBimajabHiCTH
BHPOOHHMKA, IO BiANOBiga€ 3a BBeieHHSI MeUYHUX BHPOOGIB B 00ir.

DENTSCARE LTDA.
FGM Produtos Odontologicos
hereby declares the fulfilment of essential requirements regarding products indicated above, according to
Annex 1 of Technical regulation on medical devices. All supporting technical documentation proving
conformity is retained under the manufacturer’s and its authorized representative premises. Declaration of
Conformity is issued under the sole responsibility of the manufacturer, which is responsible for placing
medical devices on the market.

Mata nepmoro Bugannsa: 20.09.2023 Mata 3akiHueHHs cTpoky aii: 19.09.2028
Date of first issue: Date of expiry:

HMata octannboro neperisay: 20.09.2023 Pepaxuia Ne: Pen. 01

Date of last revision: Revision No:  Rev. 01

Micne ckiaaganas: [IxcoinBiab, Canta Katapina (CK), Bpasuiin
Place of issuance: Joinville, Santa Catarina (SC), Brasil

T'onoBHMIT BHKOHABYMI JUPEKTOP / Bianca de Oliveira Luiz Mittelstadt
Chief Executive Officer
ITocaoa / Position ITewamra, ITionuc I1I5 / Full name

Sl e @ Cropinka 4 3 4
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(F’é’w Vai alem,

JAOJATOK J0 JEKJAPAIII ITPO BIAIIOBIIHICTH Ne 1-20.09.2023 (Pex. 01)

MeIuYHUX BHP0o0iB BuMoram TexHidHOro periaaMenTy

ANNEX TO DECLARATION OF CONFORMITY Ne 1-20.09.2023 (Rev. 01)
of medical devices to the requirements of Technical regulation

Anresusni matepiann / Adhesive materials

Knac ITIa Class [1a

Ne Haspa meauuHoro Bupo06y aHrJIilicbKkoi0 MOBOIO / Haspa mean4uHoro Bupo6y yKpaiHCLK0K0 MOBOK /
Name of the medical device in English language Name of the medical device in Ukrainian language

1. Ambar Ambap

2. Ambar APS Ambap ATIC

3. Ambar Universal APS Awmbap Onisepcan AIIC

IemenTHTyI04i MaTepiaan / Cement materials

Kimaac ITa Class Ila

Ne Hasea megnuHoro Bupo0y aHIJIiiicbiko0 MOBOKO / Hassa meanuHoro BUpo0y yKpaiHCHKOKH MOBOIO /
Name of the medical device in English language Name of the medical device in Ukrainian language

4. Allcem Onuem

5. Allcem core Omnuem kKop

6. Allcem Veneer APS Onuem Binip ATIC

7. Orthocem Oprorem

8. Orthobite OptobaiiT

Pecraspauniiini cromarostoriuni Mmarepianu / Restorative dental materials
Kinac Ila Class Ila

Ne Hasea meanuHoro BUpoGy aHIiiicbKk0I0 MOBOKO / Hassa meanyunoro Bupo0y yKkpaiHChbKOKH MOBOIO /
Name of the medical device in English language Name of the medical device in Ukrainian language

9. OPALLIS Omaunic

10. | OPUS BULK FILL APS Onyc bank @in ATIC

11. |LLIS JUIIC

12. | VITTRA APS Bitpa ATIC

13. | VITTRA APS UNIQUE Bitpa AIIC IOHik

14. | Opallis Flow Omnatic doy

15. | OPUS BULK Fill Flow APS Onyc 6ank din paoy AIIC

16. | PrimmaArt IIpiMmmaApT

17. | Brava BpaBa

T'onoBHui BUKOHABYMIA TUpeKTOP /
Chief Executive Officer

ITocaoa / Position

A\
. o\, Bila de O. L Mittelstadt
&wa k%‘,ttm CEO

Ilewamxa, Hionuc
Stamp, Signature

Bianca de Oliveira Luiz Mittelstadt

%@ame

Cropinaka 132
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fG—JM) Vai além.

JOJATOK 1O JAEKJIAPAIIIL ITPO BIAIIOBITHICTD Ne 1-20.09.2023 (Pea. 01)

Meauunux BUpoOiB Bumoram Texniunoro periaamenry

ANNEX TO DECLARATION OF CONFORMITY Ne 1-20.09.2023 (Rev. 01)
of medical devices to the requirements of Technical regulation

IITudTr cknosonoxonHi / Fiber glass post

Kuaac IIa Class Ila

Ne Ha3sa meguuHoro BupoGy aHrJiiicbkor MOBOIO / Ha3zsa MeauyHoro BUpoGy yKpaiHChbK00 MOBOIO /
Name of the medical device in English language Name of the medical device in Ukrainian language

18. | White Post Baiitnoct

Jara nepmoro suaanasa: 20.09.2023 Jara 3akinyeHHs cTpoky amii: 19.09.2028

Date of first issue: Date of expiry:

Jarta octannboro neperasaay: 20.09.2023 Penakuis Ne: Pen. 01

Date of last revision: Revision No:  Rev. 01

Micue cxiaapanns: /xoinsine, Canra Karapina (CK), Bpasuuis
Place of issuance: Joinville, Santa Catarina (SC), Brasil

T'osioBHHUI BUKOHABYHIL JUpeKTOP / Bianca de Oliveira Luiz Mittelstadt
Chief Executive Officer
Ilocaoa / Position Ileuamxa, Ilionuc 15/ Full name

Stamp, Signature

Bameo o HAE R m g s i

CEO



