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DECLARATION OF CONFORMITY

We F&A MEDICAL AS, Vintergata 19, 3048 Drammen Norway along with our Authorized
Representative company in Ukraine F AND A MEDICAL LIMITED LIABILITY COMPANY, TOB "E® EHJ
EVI ME[IKAN Ukraine, declare under our sole responsibility that the products stated herein are
classified as Class lla and meet the requirements and provisions of the 93/42/EC Medical Devices
Directive.
And
We declare under our sole responsibility that the products stated herein meet the requirements of
the International Standard 1SO 6876:2012 Dentistry — Root canal sealing materials
and European Standard EN 1641:2009 Dentistry — Medical devices for dentistry — Materials

PRODUCER: F&A MEDICAL AS,. LLC

ADDRESS: Vintergata 19, 3048 Drammen, Norway

EMAIL: info@famedical.no and info@famedical.net
PHONE: +4798629845

AUTHORIZED

REPRESENTATIVE : F AND A MEDICAL LIMITED LIABILITY COMPANY

TOB "E® EHI EV MELIKAN"

ADDRESS: 115, Kosmichna str.,
49100, City Dnipro, Dnipropetrovsk region,
Ukraine

EMAIL: info@famedical.net

PHONE: +380 951736280

PRODUCTS: Non-active dental devices refer to Annex 1.

CONFORMITY ASSESSMENT PROCEDURE: Full quality assurance
CLASSIFICATION: according to MDD 93/42/EEC, Annex IX, Class lla.

Drammen

\ igitalgfué;)l!v{ %ﬁgher Serghei
ate: 2024.04.20 10:07:03 EEST
eason: MoldSign Signature

ocation: Moldova

Frank Omar Merheb
Position: Chief Executive Officer
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ANNEX 1: ATTACHMENT TO DECLARATION OF CONFORMITY

COMMERCIAL NAMES ENGLISH AND UKRANIAN LANGUAGE

Class lla

[ Ne

COMMERCIAL NAMES ENGLISH
LANGUAGE

COMMERCIAL NAMES UKRANIAN
LANGUAGE

I

F&A MerFill Nano - universal nano-hybrid
restorative composite, syringe 4 g. Shades:
Al; A1-0O; A2; A2-0; A3; A3-0; A3.5; A3.5-
O; XBW (Extra Bleach White); BW (Bleach
White); Bl; B2; B3; C2; D2; I; IOP; SWQOP
(Super White Opaquer); UO (Universal
Opagquer).

ED®&EN Mep®inn Hano - Hanori6puanuii
KOMIIO3UTHUH MaTtepiat, CBITJI0OBOIO
OTBepLKeHHs, mmnpun 4 r. Biatinku: Al;
Al-0; A2; A2-0; A3; A3-0O; A3.5: A3.5-0O;
Excbhi/labn-1o (Excrpa binuii BinGimosay);
bi[la6n-10 (binuii Binbinosay); Bl; B2; B3;
C2; D2; Aii; AiOlIli; EcJlabn-100ITi (Cyniep
6inuii Onaxep); FOO (VHiBepcatbHH i
Onakep).

F&A MerFill-RAINBOW- colored, light-
cured composite with a pearl shine or
fluorescence effect for filling of milk teeth.
Shades: Green-Fluo, Pink fluo, Purple-Fluo,
Lime-Fluo, Orange-Fluo, Green-Pearl, Pink-
Pearl, Blue-Pearl, Golden-Pearl, Clear Red,
White, syringe 3 g.

2. F&A MerFill Micro - universal micro- EQ&ENU Mep®ina Mikpo -
hybride restorative composite, syr. 4g. YniBepcaibHuii MIKPOriOpHIHHH KOMIIO3HT
Shades: Al; A1-O; A2; A2-O; A3; A3-O; CBITJIOBOTO OTBEP/KEHHS, LINPHIL 4 T.
A3.5; A3.5-0; XBW (Extra Bleach White); | Biarinku: Al; A1-O; A2; A2-0O; A3; A3-O;
BW (Bleach White); B1; B2; B3; C2; D2; I; |A3.5; A3.5-0; Ekcbi/labn-1o (Excrpa bimuii
IOP; SWOP (Super White Opaquer); UO BinOimosa); Excbi/labn-to (binuit
(Universal Opagquer). BinOimoBay); B1; B2; B3; C2; D2; Aii;
AiOITi; Ec/labn-10011i (Cynep Ginuit
Onakep); 100 (Ynisepcanpuuii Onakep).
3. F&A MerFill Paint — Universal LC flowable |E®&EN Mep®isa Ileint -Ynisepcanbi
composite paints for esthetic restorations, TeKydi KOMINO3UIUIAHI GAPBHHKH /U1
syringe 3 g. Shades: Brown, Ochre, White, CCTETHYHMX PECTaBPAllid, — 1mpuu 3 .
Blue-Grey, Black. Binrinku: Kopuunesuii, Oxpa, binuii, Cipo-
OstakuThwil, YopHuii.
4. | F&A MerFill BULK - high-filled light- ED®&EH Mep®ina banxk -
curing composite for posterior teeth, syringe 4 |Bucoxonanosuennii porononimepuuii
g. Shades Al. A2, A3, U (Universal). KOMIIO3UT JUIs XY BalIbHOL Iy 1iH 3y0iB,
winpun 4r. Bigrinku: Al, A2, A3, 10
(YHiBepcabHHIA).
5. E®&EN Mep®ina Peindoy — KonsopoBuii

TeKyuui GoTononaiMephHii pecraspaiiiinuii
KOMMO3uT. Bintinku: Quyopecientni:
3enenuii, Poxesuit, ®ionerosuii, Jlaiim,
[lomepanueBHii; nepnunni: 3eneHui,
Poxeuii, bnakntnuit, 3onotuii, Uepsouuii;
binocuikHui, mnpun 3 r.
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6. F&A MerFill Flo — flowable multipurpose ED&ENA Mep®inn OJIO- Texyauit
composite, syringe 3 g. Shades: A1, A2, A3, I, |[KOMIO3UT DaraToiiIbOBU CBITIIOBOTO
A3,5, B2, UO, Red GUM. oTepaxenus, mpuu 3 r. Biariaka: Al,

A2, A3, 1, A3.5, B2, 100, Pex I'am.

7. | F&A MerFill Flo HV - flowable E®&EN Mep®iai @O EiiuBi -
multipurpose restorative composite, High Texyunit Komno3uT 6araToginbOBnﬁ )
Viscosity, Shades: Al, A2, A3, 1, A3,5, Bl;  |CBITJIOBOTO OTBEP/UKEHHA [ABHIICHOI
B2, UO, SWOP (Super White Opaquer). B's3KocT, wnpwu 3 r. Biarinku: Al, A2, A3,

I, A3,5, Bl; B2, 100, Ec/laba-10011i
(Cynep 61t Onakep).

8. F&A MerFill Line — light-curing single- EQ&EN Mep®is Jlaiin —
component liner containing Calcium doTomnoniMepH#ii 0/IHOKOMIIOHEHTHAH
Hydroxide, fluorides and hydroxyapatite, NPOKIAR0YHUM MaTepiai 13 propuaaMu Ta
syringe 3g. TJIPOKCHANATHTOM — LUNPHUIL 3 T.

9. F&A MerFill Bond SE — self-curing EQP&EN Mep®ian Boua Ecl —
universal adhesive. Bottle 6 ml. OIHOKOMITOHEHTHHH CaMOTIPOTPaBIIOIOYHH

aare3us. PrakoH 6 ML

10. | F&A MerFill Bond SE — self-curing ED&EN Mep®isa bona Ecl -

universal adhesive, syringe 3 ml. OHOKOMITOHEHTHHUH CaMOIIPOTPABIIOIOYH
aJIF€3UB, IHNPHIL 3 MIL.

I1. | F&A MerFill Bond — Universal One- E®&EH Mep®inn Bonn - Yuisepeanbhuii
component denting/enamel LC bonding agent. OHOKOMIIOHEHTHUH aAre3us CBITIOBOIO
Bottle 5 ml. OTBEePIKEHHA A ASHTUHY Ta eMaJil.

Dnaxon S M.

12. | F&A Phospho 5 — Antiseptic Etching Gel (37 |[E@&EH  ®OCHO 5 - Tpasuisuuii

% orthophosphoric acid), syringe 5 ml. AHTHCENTHYHMH reNb
( 37% optodochopHOT KHCIOTH), LIIPHILL 5
ML

13. | F&A Phospho 10 - Antiseptic Etching Gel ~ |[EP&EM ®OCHO 10— Tpasuibnuii

(37 % orthophosphoric acid), syringe 10 ml. ~ [aHTHCENTUYIHUH TeIb
( 37% oprodocdopHol kucnoTn), mwmpuil 10
ML

4. | F&A Relief 5 — Gel lubricant for lubrication |E®P&EW Penidy S —Tenp-ny6pikant ans
of the tool during instrumental or ultrasonic 3MAUIEHHS IHCTPYMEHTY 1IpH
removal of tartar, syringe 5 ml. Flavorings: IHCTPYMEHTANLHOMY 200 YJITPa3BYKOBOMY
Cherry, Strawberry. BHJAIEHH] 3yOHOI0 KAMEHIO, 1TpHi 5 M,

Apomarusaropn: Bumnsi, [onynwnus.

15. | F&A Relief 30 — Gel lubricant for lubrication |E®P&EH Peaid 30 — T'enb-nyGpikant nns
of the tool during instrumental or ultrasonic 3MAIEHHS IHCTPYMEHTY NIpH
removal of tartar, bottle 30 ml. Flavorings: IHCTPYMEHTANLHOMY 200 yJIbTpassyKoBOMY
Cherry, Strawberry. BHAAICHH] 3yOHOTO Kamento, draxon 30 mu,

ApOMM‘E3&TOpHI Buiuns, [onynuis.

16. | F&A Biflu 10 — The improved fluoride E®@&EM Bigay 10 - [oxpamenui

varnish & dentinal tube sealant, bottle 10 ml. |OlTOpHAHHI N1aK Ta rEPMETHK ACHTHHHMX
KaHaubuiB, diakon 10 M.
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17. | F&A Biflu LC — Light curing fluoride E®&EN biday EnEc—

varnish & dentinal tube sealant, syringe 3 g. | OHOKOMAOHEHTHAH ¢oronommepnuH
(ropiak/repMeTHK, WIpHIL 3T.

8. | F&A Fisfil — light-curing pit and fissure ED&KEN OICDIILI - DotononimMepHuk
sealant with fluoride release. Shades: White,  [repMeTHk icyp 3i dropumamn. Biarinku:
Clear. Syringe 3 g. [posopuii, Bistnii, mmpwi 3 1.

19. | F&A Zure CaPF — Two-component gel with | E®&EM 3yp Kall® — [{BOXOMIIOHEHTHHU
amorphous calcium phosphate and fluoride for |ress s peminepanizauii 3y0is Ha OCHOBI
tooth amopdunx docdaris i GpTopHIy Kasbiiro,
reminerahization. Kit 2 x 5§ ml syringes nabip 2 wnpyus no 5 M (10.6r).

(10.6g).

20. F&A Calcipaste — calcium hydroxide paste for ED&EN Kansuineiier — [Tacra 3
root canal treatment and pulp capping, syringe |riApOKCHAOM KalbLik0 IS 3AXHCTY MY LMY i
2 ml THMYaCOBOro IIOMOYBaHHsi KOPEHEBHX

KaHaliB, TPHI 2 MJI.

21 F&A Metro — Gel lubricant for lubrication of |E@&EN Metpo — I'ens-nyOpikasT uis

the tool during root canal tooling, syringe 2 ml. |3mMautyBanHs iHCTPYMEHTY TpH
IHCTPYMEHTABHIK 00pobui KOpeHEeBHX
KaHATIB, IITIPUIL 2 MJL.

22. | F&A MetroLur- Lubricant Gel Lubricant for | E@&EW MerpoJlyp — — I enp-nySpikant
Instrumental and Ultrasonic Treatment of |ans 3mMamyBanHs IHCTPYMEHTY T1pH
Periodontal Pockets, syringe 2 ml. IHCTPYMEHTAIBHIH Ta yibTPa3ByKOBIH

00poOili TAPOAOHTANLHHX KHILIEHE, LITPUL] 2
MJL.

23. |F&A Endogil -TC- Gel lubricant for |E®&EH Eumomxin-TC- I'enn-ny6pikant
lubrication of the tool during root canal tooling, | 1ns 3mManryBaHHs IHCTPYMEHTY TpH
syringe 2 ml. IHCTpYMEHTANBHIH 00pobili KopeHeBux

KaHaliB, ITIPUILL 2 M.

24. F&A Desobtur — solvent for root canal |E@&EM Jle3o6ryp — Posuunmmk ais

desobturation, bottle 9 ml. ne300Typaitii KopeHeBUX KaHanis, hiaakon 9
MJL

25. | F&A Chela Liquid — Chemical reaming and | E®@&EHN Yena Jixein — Xenarua pigusa

cleaning of root canals, bottle 9 ml. JUIA XIMIYHOTO PO3IIUPEHHS KOPEHEBHX
kaHanie, Gaakon 9 M.

26. | F&A Chela Gel — Gel lubricant for lubrication | Ep&Eii Yena lNeaw — lenp-nyGpikant s
of the tool during root canal tooling, syringe 5 |3malyBaHHs IHCTPYMEHTY 1pu
ml. iHcTpyMenTanbHid 06pobui kopenesux

KAHAIIB, 1HTIPULL S M.

.78 F&A Dexamer - root canal sealer, powder 20 |E®&EW  Jlekcamep - cuiaep s

g. nnomOyBanHs KOPEHEBHX KaHaliB, OPOLIOK
20 r.

28. |F&A Hemostat Gel — Gel lubricant for |ED&EHN Nemocrar lean — enb-nyGpikant
lubrication of the tool during instrumental | ans 3MaligyBaHHS IHCTPYMEHTY NpH
retraction of the gums when removing silicone |incTpymenTanbhiit perpakuii sicen npu
prints, syringe 5 ml. 3HSTTI CHIAIKOHOBHX BLIOUTKIB, LHINPUILL 5 MIL.
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29. | F&A Duacem-— two-component reinforced LC |ED&EH Jlyacem — YHiBepcanbumit
and Self-Cured composite luting cement. Kit: |moniMepnuil 3MILUHEHAH aAre3NBHUR LEMEHT
; 4 syringes of 2 g. Shade: CHM (Chameleon). [noasiiinoro teepainns Habip: 4 umpuum nmo
2 r. Bigriuku: CHM (Xameneon).
30.  |F&A Duacem Small Kit — two-component [E®&EHW [lyacem Cmou Kir —
reinforced LC and Self-Cured composite luting | Y niBepcanbu#ii mosiMepHUi 3MILHEHH
cement. Small kit: 2 syringes of 2 g. Shade |aare3uBuuii LeMEHT OABIHHOIO TBEPAIHHA
CHM (Chameleon). Ha6ip: 2 mmpuu 1o 2 r. Biarinku: CHM
(XameseoHn).
31 F&A FIBER BULK KIT #1 — fiberglass | E®&EH ®aiifep banx Kir #1 —
bulks, 0.7 x 1.4 x 30 mm, 12 pcs ckstoBonoKonHi Ganky, 0.7 x 1.4 x 30mm, 12
LIT.
32. |F&A FIBER BULK KIT #2 — fiberglass |EO&EHN ®aiidep baax Kir #2 —
bulks, 1 x4 x 30 mm, 4 pcs. CKJIOBONIOKOHHI Danky, 1 x 4 x 30 MM, 4 1T,
33. |F&A FIBER BULK KIT #3 - fiberglass |[EO&EM ®aiibep baax Kir #3 —
bulks, 1.4 x 30 mm, 6 pcs, circular section. CKJIOBOJIOKOHHI Oanku, 1.4 x 30 MM, 6 1T,
KpPYTOBHH po3pi3.
34. F&A Shield — UV protective shield. ED&EN Wnia — YED 3axuchuii expan.
35. | F&A ENDO Tips — atraumatic plastic tips for | EO&EW Engo Tine - atpapmaruuni
root canal irrigation 5 pes / bag. M1aCTUKOBI HAKOHCYHHKH JUTst 3POLIIEHHS
KOPEHEeBMX KaHAJIB 5 IUT. / yTakoBka,
36. |F&A FIBER ROPE — fiberglass rope 3 mm, | E®@&EH ®aiiGep Poyn - cKI0BONOKOHHA
3x9cm. MOTY3Ka 3 MM, 3 X 9 cMm.
37. | F&A-FIBER ROPE - fiberglass rope 1.5 mm, |E®&EH daiiGep Poyn - ckioonokonta
3x9cm. MoTy3ka 1,5 MM, 3 X 9 cMm.
38. | F&A-FIBER TAPE - fiberglass tape 2 mm, |EQ@&EH ®aiiGep Teiin - cxiiosoiokonta
3x 9 cm. cTpiuka 2 MM, 3x 9 cMm.
39. |F&A-FIBER TAPE — fiberglass tape 3 mm, | E®@&EN ®aiiGep Teiin - crioponokonna
3x 9 cm. cTpiuka 3 MM, 3x 9 cm.
Place: Drammen
Date: 01/01/2019

ame
Position:

. Frank Omar Merheb

Chief Executive officer
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