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N OEKINAPAUIA NPO BIANOBIAHICTL aNs
'{. DECLARATION OF CONFORMITY +>Q
2 (Pedakuyis / Version 2) \ :
1| No. 2806-22 10.09.2024 ||~
& BupoBruk: AUTEHA KIIHIKAT, 188 asenio Bikropa lMoro, 75016 Mapwx, ®panuin b G
N Manufacturer: ITENA CLINICAL, 188 Avenue Victor Hugo, 75016 Paris, France, e
Q ' NpeACTaBneHMn yNnoBHOBAXEHWM NPeACTaBHMKOM B YKpaiHi: ' '><‘
3 1 TOB «®APMA KOHCANTUHI », Byn. JopoxHa, 25, m. Ogeca, 65031, Ykpaina, kog EAPMNOY RQE
~I)| 41209050, Ten. +38-048-734-34-00, B8 ocobi avpextopa Ceprin CasaHcekoro, skui gie 3a ||/ \0°
o ‘ posipeHicTio Ne 6/H Bia 17.05.2022, L
1| represented by the authorized representative in Ukraine: PHARMA CONSULTING LLC., |
<-4 25 Dorozhna str., Odesa 65031, Ukraine, Code EDRPOU 41209050, tel. +38-048-734-34-00, Y
~1| in the person of the Director Mr. Serhii Sazanskyi acting under Power of Attomey No. w/o dtd |}'/
A 17. 05.'2022, ' : o
N | niaTBEPAXYE, WO MeauyHi Bupobu: CromaronoriyHi maTepianu Ta iIHCTPYMEHTH, | VaANS
A HaseaeHi B [logatky Ne 1 ao uiei [Jeknapauii npo BignosiaHiCTb, TOproBoi mapku ITENA, | 1
N knac lla, Ta knac llb, HecTepunbHi, fiKi BArOTOBNSAIOTLCA HA BUPOBHUYOMY MaiaaHYMKY: y’/,i
1 confirms that medical devices: Dental matenals and instruments, indicated in Annex No.1to |}~ -
1| this Declaration of Conformity, of ITENA brand, class ila and IIb, non-sterile, produced at the LANS
‘~1| manufacturing site: N
\’1 ITENA CLINICAL, Central Parc, Bat B, 97 Allée de la Louve, 93420 Villepinte, France 7y’

7 AVTEHA KIIHIKAS, Llesmpansrud napk, Anne-0e-na-/lys, 97, 6yduHok «B», 93420, N

&= Binsnexm, ®panuis s
-1 BigNOBIAaOTL BUMOram TexHIYHOrO pernaMmeHTy Woao meauyHux BupobiB, 3arBepaxeHoro [
4| Nocratosoo KMY Ne 753 Bia 02.10.2013 p., HA eTanax NPOEKTYBaHHA Ta PO3pobneHHs, _/'
<. BUpoOHUUTBA, 36epiraHHs Ta po3nosciogkeHHs. MNpoueaypa OuiHKM BiANOBIAHOCTI NpoBeaeHa ,} <,
1| 3rigHO 3 3a3HayeHUM TexHiYHUM pernameHToM Woao MeauuyHux Bupobis, aopaatok Ne 3 |}
Q 3abeaneyeHHn (YHKUIOHYBAHHA KOMNNEKCHOI CMCTEMM YNPaBNiHHA AKICTIO (3@ BWUHATKOM 9

. 1| nepesipku npoekTy). BUpoBHUK Aeknapye BUKOHAHHS OCHOBHUX BUMOr WWOAO MeAuyHux (§
£ | BupoGie 3riaHO A0AATKY 1 TEXHIYHOrO pernamenTy. | DA
.' meet the requirements of the Technical Regulation on medical devices approved by the Resolution |§. .
Z4| of Cabinet of Ministers of Ukraine No. 753 did 02.10.2013 at the stages of design and |J+> <
/ development, manufacturing, storage and distribution. Conformity assessment procedure has been \
"1 conducted according to the mentioned Technical Regulation on medical devices under Annex N 3 | }'~

ﬁ/l ensuring the functioning of full quality assurance system (except for the design examination). The \

"X} manufacturer declares the fulfillment of the basic requirements for the medical devices according to | }*/

' | Annex 1 of the Technical Regulation. L
~J1 Ceptudikat signosigHocTi (Certificate of Conformity) Ne R3M 250 112 B2 parta supavi (issue |2/ 0
|| date) 10.09.2024, supanuit opraHom 3 OUiHkW BianoBiaHocTi TOB "YkpaiHCokui IHCTUTYT R - -
“21| Craupapris" (issued by the notified body Ukrainian Standards Institution LLC) Homep [/ \°
1| NpusHaueHoro opraHy (/dentification number of the notified body) UA.TR.137. =

1| Tepmin aii po / Valid till 17.05.2027. X
'Q [leknapauiio CknageHo nig BUKNIOYHY BiANOBIAaNbHICTL BUPOBHUKA. g{.
: This Declaration is made under the sole msponsibility of the manufacturer. -
<‘ Bia imeHi Ta 3a gopy4eHHaM ITENA behalf of ITENA CLINICAL ’} <
/ [Owupekrop TOB «®APMA KOHCA or.,of PHARMA CONSULTING LLC | \ s
]| Ceprin CasaHcokwit/ Serhii Saza AN
7 7 N
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Haasa megnyHoro BupoBy aHrniincsKoK MoBOK/ Hassa meguuHoro supoby yKpaiHCHKOK MOBOK/
Medical device description in English Medical device description in Ukrainian
Class/ Knac lla
DENTOCLIC, OEHTOKIIK,
Fiber glass posts, CKNOBONOKOHHI WKy,

Refill: 5 Ivory posts
2 0,95 mm, purple (REF. FVOV5-1),

@ 1,15 mm, white (REF. FVOA5-1.2),
2 1,25 mm, yellow (REF. FVOJ5-1.3),
2 1,35 mm, red (REF. FVOR5-1.4)

Aopatkosun Habip: 5 wrudtis kKONbOPY CNOHOBOI
kictku: @ 0,95 MM, cbioneTosuii (apT. FVOVS5-1),
2 1,15 mm, Binwi (apt. FVOA5-1.2),

2 1,25 mm, xosTui (apt. FVOJ5-1.3),

2 1, 35 mm, yepsoHui (apt. FVORS5-1.4)

2]

TOTNTT

o
o

:b-

TN

DENTOCLIC,

Fiber glass posts,

Refill: 5 Translucent posts

2 0.95 mm, purple (REF. FVTV5-1)
2 1,15 mm, white (REF. FVTA5-1.2)
2 1,25 mm, yellow (REF. FVTJ5-1.3)
2 1,35 mm, red (REF. FVTR5-1.4)

OEHTOKIIK,

CKNOBOMNOKOHHI LUTUPTH,

noparkosui Habip: 5 wWrudTie TPAHCNIOLEHTHUX:
2 1 MM, dioneTosui (apt. FVTV5-1)

2 1,15 mm, Ginuia (apr. FVTAS-1.2)

2 1, 25 mm, xoBTuiA (apr. FVTJ5-1.3)

2 1, 35 mm, yepeonui (apt. FVTRS-1.4)

W6 W NI W3

TN

~

&
AN

DENTOCLIC,

Kit: 20 fiber glass posts, shade Ivory, 1 driver
drill, 4 cylindro-conical drills, 1 manual key,
REF. KFV020

OEHTOKNIK,

Habip: 20 cknosonokoHHuUx WTndTie, BIATIHOK
CNOHOROI KiCTkW, 1 po3ropTka, 4 YWNIHAPO-KOHINHI
PO3ropTku, 1 pyunwit kmioy, apT. KFV020

.: \',;, :.
740

Py

DENTOCLIC,
Kit: 20 fiber glass posts, shade Translucent, 1

OEHTOKNIK,
Habip: 20 cknoBONOKOHHMX WTUTIE, BIATIHOK
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DENTOCORE,

core build-up material,

1 Automix syringe 5 ml (9 g), shade A3,
10 mixing tips, 10 intraoral tips,

10 extra-fine intraoral tips,

OEHTOKORP,

marepian Ans CTBOPEHHA KyKCH,

1 wnpuy Automix 5 mn (9 1), BigTiHOK A3,

10 kaHnb ANA amiwysanHA, 10 iKTpaopanbHux
kaHonb, 10 HAATOHKMX IHTPAOPANbHUX KaHIONb,

N 4 driver drill, 4 cylindro-conical drills, TPaHCMNIOLUEeHTHUIM, 1 po3ropTka, 4 uuniHapo- Vo
<0 1 manual key, REF. KFVT20 KOHiuHI po3ropTky, 1 pyuHui knioy, apT. KFVT20 v
<A 5 [ DENTOCLIC, AEHTOKIIK, 3
N driver drills, PO3ropTk Apaiisep, Ve

e Refill, 4 drills, 20,75 mm (REF. FP-075), AOASTKOBUV KOMMNNEKT, 4 PO3ropTKK, AlameTpu: b3
< 0,90 mm (REF. FP-090), 0,75 mm (apt. FP-075), 0,90 mm (apt. FP-090), | |t {43
p-<h 20,95 mm (REF. FP-095), 0,95 MM, (apr. FP-095), o
G 21,05 mm (REF. FP-105), 1,05 Mm (apt. FP-105), § Q 2
XS assorted (REF. FP-ASSORT) acopri (apt. FP-ASSORT) e
7|l 6. | DENTOCLIC, OEHTOKNIK, S 742
b cylindro-conical drills LMNIHAPO-KOHIYHI PO3ropTI, NS
ba Refill, 4 drills AOAATKOBUI KOMNLNEKT, 4 po3ropTky, Aiametpu: | |§<"~
oy 21,0 mm (REF. DFV4-010), 1,0 mm (ap1. DFV4-010), e
A 21,2 mm (REF. DFA4-012), 1,2 mm (apT. DFA4-012), e
N 21,3 mm (REF. DFJ4-095), 1,3 mm (apt. DFJ4-095), VANEY
-y 1,4 mm (REF. DFR4-115), 1,4 Mm (apT. DFR4-115), >
< 1,5 mm (REF. DFB4-135), 1,5 MM (apt. DFB4-135), &3
AN 21,6 mm (REF. DFV4-155), 1,6 mm (apT. DFV4-155), X
G 21,7 mm (REF. DFN4-175) 1,7 mm (apT. DFN4-175) <;.;.,
%

.\4.

&

T

l!.~

o

REF. DCSAK1 apt. DCSAK1
DENTOCORE, OEHTOKOPR,
core build-up material, marepian AN\ CTBOPEHHA KyKCK,

50 g-cartridge, shades: White
(REF. DCB-50), A3 (REF. DCA3-50)
25 mixing tips, 25 intraoral tips

kapTpuax 50 r, sigTitkn: Ginui (apt. DCB-50),
A3 (apt. DCA3-50) 25 kaHonb Ans
3MiLLyBaHHA, 25 IHTpaopanbHKUX KaHonb

W4 NI W8 W
AT AT AT

DENTOCORE BODY,

core build-up material,

50 g cartridge, shade A3, 25 mixing tips,
25 intraoral tips, REF. DCBODY-50

JOEHTOKOP BO[I,

marepian Ans CTBOPEHHR KyKCW, kapTpuax 50 r,
BIATIHOK A3, 25 kaHIonb Ans 3MmilyBaHHA, 25
iHTpaopansHux kavons, aptT. DCBODY-50
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RN Medical device description in English Medical device description in Ukrainian -
st+» 4| 10.| DENTOCORE BODY, NEHTOKOP BOA, o 33

o3 core build-up material, Mmarepian Ans CTBOPEHHA KYKCH, =
DL 1 Automix syringe 5 ml (9 g), shade A3, 1 wnpuy Automix 5 mn (9 r), siaTiHoK A3, s <¢g:
10 mixing tips, 10 intraoral tips, 10 extra fine 10 kaHionb ANKA 3MILLYBaHHS, e
SN intraoral tips, 10 iHTpaopansHWUX KaHions, 10 HaATOHKUX N 732
"N REF. DABODY1-10 iHTpaopansHUX KaHonb, apt. DABODY 1-10 Yite
.~ ~1| 11.| DENTOCORE BODY, LEHTOKOP B80!, et
AN core build-up composite, marepian Ans CTBOPEHHA KYKCH, Vi
R 3 x 5 ml Automix syringes, shade A3, 3 wnpuuwm Automix no 5 mn, sigTiHok A3, 30 U,
RN 30 mixing tips, 30 intraoral tips, 30 extra fine KaHIoNb ANs 3MilyBaHHs, 30 TOHKMUX A NIS*
. intraoral tips, iHTpaopanbHuxX kaHionb, 30 HAATOHKMX oy o
E4 REF. DABODY3-VP IHTpaOpanbHuX KaHions, apT. DABODY3-VP e {33¢
~ 4| 12.| DENTOCORE BODY, LOEHTOKOP BOfI, =3
SINT core build-up composite, SAMPLE, marepian ans creopexHs Kykcu, 3PA30K, -+> <+_-jz-
i3 Automix syringe 2,5 ml (4 g), shade A3, mixing | wnpuy Automix 2,5 mn (4 r), BigTIHOK A3, Rk
P ',‘g’ tips, REF. ECHDCBODY kaHioni Ans amiwysaxHs, apr. ECHDCBODY o /“,
“.~4| 13.| DENTOCROWN HD [EHTOKPAYH Evf, Mete
LN composite for temporary crowns and bridges, KOMMO3WT ANS TUMYACOBMX KOPOHOK | MOCTIB, N '/’;‘_~
els N\ 1 cartridge 74 g (50 ml), shades: 1 kapTpuax 74 r (50 mn), BigTIHKK: ANS
Ak A1 (REF. DWNHD50-A1), A1 (apt. DWNHDS50-A1), QG
WS A2 (REF. DWNHD50-A2), A2 (apT. DWNHD50-A2), VALY
G A3 (REF. DWNHD50-A3), A3 (apr. DWNHDS50-A3), Q0
£ 10 mixing tips 10 3MmilyBanbHIX KaHIONb {33
~ 4| 14.| DENTOTEMP, OEHTOTEMN, |: -
*;:9 Q temporary cement, LUEeMEHT ANA TUMYacoBoi dikcauji, } <, 3
2 syringes 10 ml (12 g) (base+catalyst), 2 wnpuum no 10 mn (12 r) (Gasa + el
NS 25 spatulas, 1 mixing pad, karanisarop), 25 wnarenis, 1 6Gnok ans AN L%
"N REF. DT-2.10 aMmiLysanHs, aptukyn DT-2.10 i
<~ ~1| 15.| DENTOTEMP, OEHTOTEMN, R~
AN temporary cement, LEMEHT AN TUMYacoBoi dikcalyi, AN
\/ 2 Automix syringes 5 ml (6 g), 20 mixing tips, 2 wnpuuw Automix no 5 mn (6 1), 20 KaHonNb \/
AN REF. DTCA2-20 ANsi 3miLyBanHHs, aptukyn DTCA2-20 {430
~.. 4| 16.| DENTOTEMP, OEHTOTEMN, (e
£ temporary cement, LEeMEHT ANA TMMYacosoi dikcawyl, G
o+ 1 Automix syringe 5 ml (6 g), 5 mixing tips, 1 wnpuy Automix 5 mn (6 r), 5 kaHons Ans o
5 } 6 REF. DTCA1-5 amiwysaHHs, aptukyn DTCA1-5 X 733
-4 17.| DENTOTEMP, OEHTOTEMM, ek
SN temporary cement, LeMeHT ANs TUMYacoBol dikcawyl, N
s 4 Automix syringes 5 ml (8 g), 40 mixing tips, 4 wnpuuw Automix 5 mn (6 r), 40 kaHionb Ans =
RN REF. DTCA4-VP amiwysaxHs, aptukyn DTCA4-VP RQE
*4 5| 18| DENTOTEMP, OEHTOTEMM, [ty 33
£, -f3 temporary cement, SAMPLE, LemeHT Ans Tumyacosol dikcadi, 3PA30K, \ /

L AP AL Automix syringe 2,5 mi (3 g), mixing tips, wnpuy Automix 2,5 mn (3 r), kaHoni Ana b {33e
9+ REF. ECHDTP aMiwyBaHHs, aptukyn ECHDTP <
e 4| 19.| NUMERYS GF HYMEPUC ro, s G
o Glass fiber composite CAD/CAM blocks Bnokn CAD/CAM 3i CKNOBONOKOHHOMO R
SN 7 5 blocks, REF. NYSGF-BCS xomnoauTy, 5 6nokis, aptvkyn NYSGF-BCS N 72
.~ 20. NUMERYS GF HYMEPWC I, St
s Glass fiber composite CAD/CAM disk Ouck CAD/CAM 3i CKNOBONIOKOHHOMO ’\/* i
SN 1 disk, REF. NYSGF-DSK xomnoauTy, 1 auck, aptukyn NYSGF-DSK W
<A1 21| NUMERYS HC HYMEPWUC EnuyC, . Y
LN Hybrid ceramic CAD/CAM blocks Brokvu CAD/CAM 3 ribpuaHOI kepamiku, b 43¢
tv 5 blocks, 5 6nokis, &
# - size 12, shades: - poamip 12, BiaTiHKK: P {33
e A1 (REF. NYS-12A1), A2 (REF. NYS-12A2), A1 ((apt. NYS-12A1), A2 (apT. NYS-12A2), o
v A3 (REF. NYS-12A3), A3.5 (REF. NYS-12A3.5), A3 (apT. NYS-12A3), A3.5 (apt. NYS-12A3.5), N G2
N B3 (REF. NYS-12B3), E (REF. NYS-12E) B3 (apr. NYS-12B3), E (apt. NYS-12E) <
SN - size 14L, shades: - poamip 14L, BiaTiHKW: ,\/‘
5 <
LAl UA 3 Ne 196 R
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v} <° Ne | Hassa megnuHoro Bupoby aHrnincoKo Mosow/ Haasa meauuHoro supoby yKpaiHCHKOI0 MOBOIO/ »} Q 3¢
o Medical device description in English Medical device description in Ukrainian ot
DA A1 (REF. NYS-14A1), A2 (REF. NYS-14A2), A1 (apr. NYS-14A1), A2 (apt. NYS-14A2), DAy

e A3 (REF. NYS-14A3), A3.5 (REF. NYS-14A3.5), | A3 (apr. NYS-14A3), A3.5 (apt. NYS-14A3 5), >
-3j-¢>, Q B3 (REF. NYS-14B3), E (REF. NYS-14E) B3 (apt. NYS-14B3), E (apt. NYS-14E) w} G-;«
4| 22.| NUMERYS HC HYMEPUC EnuC, (o
,> <, Hybrid ceramic CAD/CAM disk, Auck CAD/CAM 3 riBpuaHol kepamiku, 9 <.-.;+
AN 1 disk, shades: A2 (REF. NYS-D16A2), 1 Auck, BigTiHku: A2 (apT. NYS-D16A2), e
PN A3 (REF. NYS-D16A3), A3 (apt. NYS-D16A3), N2
s A3.5 (REF. NYS-D16A3.5), A3.5 (apt. NYS-D16A3.5), <
e B3 (REF. NYS-D16B3), E (REF. NYS-D16E) B3 (apr. NYS-D16B3), E (apt. NYS-D16E) N
*/ N 23.[ PROVITEMP, NPOBITEMN, AN
D temporary cement, LeMeHT TuM4acosoi dikcauji, Q0
2L 5 ml (6 g) syringe Automix, 10 mixing tips, 5 mn (6 r) wnpu Automix, 10 kaHonNs ANA Wit
% REF. PTEMP1-10 aMmiLLyBaHHs, aptukyn PTEMP1-10 ®
s> )| 24.| PROVITEMP, MPOBITEMM, > L33
bt temporary cement, LIEMEeHT 4118 TUMYacosol gikcawyi, [
Eo S 4l 2 x 5 ml (6 g) Automix syringes, 20 mixing tips, | 2 wnpuuy Automix no 5 mn (6 r), 20 kaHNbL NEER
L% REF. PTEMP2-VP ANS MiLUyBaHHS, apTUkyn PTEMP2-VP Az
~n 70| 25| PROVITEMP NPOBITEMN, #\ S o
N temporary cement, SAMPLE, LemMeHT Tumyacosol dikcayi, 3PA30K, <
A 2.5 ml (3 g) syringe Automix, 10 mixing tips, 2,5 mn (3 r) wnpvy Automix, 10 kasons Ans L5
"N REF. ECHPVTEMP amiwysanHs, apTukyn ECHPVTEMP VAN
2 'k" 26.| REFLECTYS, PE®NEKTUC, r\ 3
AR universal restorative composite, yHiBepcanbHuiA pectaspaLyiHuii KOMNo3uT, 2 U3
-9 syringe 4 g, shades: A1 (REF. SRTYS-A1), wnpuy 4 r, siaTiHkv: A1 (apt. SRTYS-A1), o
.} Q A2 (REF. SRTYS-A2), A3 (REF. SRTYS-A3), A2 (apt. SRTYS-A2), A3 (apt. SRTYS-A3), 9 {.
420 A3,5 (REF. SRTYS-A3.5), A4 (REF. SRTYS-A4), | A3,5 (apt. SRTYS-A3.5), Ad (apt. SRTYS-A4), | I~ =
SN B1 (REF. SRTYS-B1), B2 (REF. SRTYS-B2), B1 (apt. SRTYS-B1), B2 (apr. SRTYS-B2), X 732
TN B3 (REF. SRTYS-B3), C2 (REF. SRTYS-C2), B3 (apt. SRTYS-B3), C2 (apt. SRTYS-C2), 0
R C3 (REF. SRTYS-C3), D3 (REF. SRTYS-D3), | C3 (apr. SRTYS-C3), D3 (apr. SRTYS-D3), b
et A20 (REF. SRTYS-A20), A20 (apr. SRTYS-A20), AEy
(e A30 (REF. SRTYS-A30), A30 (apt. SRTYS-A30), =
DL Bleach (REF. SRTYS-BLC), | (REF. SRTYS-l), | subinenwi (apr. SRTYS-BLC), | (apr. SRTYS-I), e
S P (REF. SRTYS-P), E (REF. SRTYS-E), spatula | P (apr. SRTYS-P), E (apt. SRTYS-E), wnavens Yot
.:.;;+> <. 27.| REFLECTYS, PE®NEKTUC, 9 <..;.~
ra IR universal restorative composite, SAMPLE, yHiBepcanbHUiA pectaspaLiHuiA KOMNo3aur, -
NG syringe 1 g, A2 (REF. ECHSRTYSA2), 3PA30K, wnpuy 1 r, A2 (apt. ECHSRTYSA2), N 732
LN A3 (REF. ECHRFLTYS), spatula A3 (apr. ECHRFLTYS), wnarens LN
.~ ~1| 28 | REFLECTYS, PEO®NEKTUC, e
RIS universal restorative composite, yHiBEepcansHui pecraspaLiHui KOMNO3uT, ‘/ b
R capsules 0.25 g, shades: kancynu 0.25 r, BigTiHKK: A
AP Ay A1 (REF. CPTYS-A1), A2 (REF. CPTYS-A2), A1 (apt. CPTYS-A1), A2 (apT. CPTYS-A2), 43
e A3 (REF. CPTYS-A3), A3,5 (REF. CPTYS-A3.5), | A3 (apt. CPTYS-A3), A3,5 (apT. CPTYS-A35), ||}
} Q A4 (REF. CPTYS-A4), B1 (REF. CPTYS-B1), A4 (apt. CPTYS-A4), B1 (apt. CPTYS-B1), +> Q‘;-,
ose B2 (REF. CPTYS-B2), B3 (REF. CPTYS-B3), B2 (apt. CPTYS-B2), B3 (apt. CPTYS-B3), ke
o\ 73 C2 (REF. CPTYS-C2), C3 (REF. CPTYS-C3), C2 (apr. CPTYS-C2), C3 (apt. CPTYS-C3), N 22
<0 D3 (REF. CPTYS-D3), A20 (REF. CPTYS-A20), | D3 (apr. CPTYS-D3), A20 (apr. CPTYS-A20), ||| %"
R A30 (REF. CPTYS-A30), | (REF. CPTYS-I), A30 (apr. CPTYS-A30), | (apT. CPTYS-), N
TN P (REF. CPTYS-P), E (REF. CPTYS-E), P (apt. CPTYS-P), E (apr. CPTYS-E), VANSY

v Bleach (REF. CPTYS-BLC), spatula BuGineHui (apr. CPTYS- BLC), wnarens K
-2‘::;\ Q D <";*
~...4| 29.| REFLECTYS FLOW, PE®NEKTUC @NIOY, (2
el flowable universal composite, TEKY4MiA YHIBEPCANbHUIA KOMMOSNT, s h3e
o< syringe 2 g, shades: A1 (REF. FWTYS-A1), wnpwvy 2 r, iaTiHki: A1 (apt. FWTYS-A1), RS
L A2 (REF. FWTYS-A2), A3 (REF. FWTYS-A3), A2 (apt. FWTYS-A2), A3 (apT. FWTYS-A3), X 33
D% A3,5 (REF. FWTYS-A3.5), A3,5 (apr. FWTYS-A3.5), LN
SN B2 (REF. FWTYS-B2), B3 (REF. FWTYS-B3), B2 (apr. FWTYS-B2), B3 (apt. FWTYS-B3), e o
R AR 10 needle tips 10 ronkonoaiBHUX KaHnb Ve
R o o
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S Medical device description in English Medical device description in Ukrainian <3
#4> <430, | TOTALCEM, TOTANLEM, D
s self-etch / self-adhesive composite cement, CamonpoTpasniosanbHWiA/ cCamoaareauBHUI S
D24 1 Automix syringe 5 ml (8 g), shades: KOMNO3UTHWA LIEMEHT, >
o Translucent (REF. TTLCEM-TR), 1 wnpuy Automix 5 mn (8 1), BIgTIHKK: =
.::{0} Q A2 Universal (REF. TTLCEM-A2), TpaHcnoueHTHWA (apT. TTLCEM-TR), +>
s 10 mixing tips, 10 intraoral tips, A2 yHiBepcanbHun (apt. TTLCEM-A2), iy
SN 73 10 extra-fine intraoral tips 10 kaHone ANs amiwysadHs, 10 iHTpaopanbHUX p
N KaHionb, 10 HAATOHKUX IHTPaopanbHUX KaHons | 1=
A1 31| TOTALCEM, TOTANLUEM, =
el \‘ self-etch / self-adhesive composite cement, CamMonpoTpaBnNioBanbHWiA/ CaMoaare3nBHUIA [/
S 3 Automix syringes 5 ml (8 g), shades: KOMMNOUTHUIA LIBMEHT, ’\
AP Translucent (REF. TCEM3-VPTR), 3 wnpuum Automix no 5 mn (8 r), BIATIHKK: Vs
=g A2 Universal (REF. TCEM3-VPA2), TpaHcnoueHTHWA (apT. TCEM3-VPTR), +4
SIS 30 mixing tips, 30 intraoral tips, A2 yHiBepcansHuii (apT. TCEM3-VPA2), D
AN 30 extra-fine intraoral tips 30 kaHonk Ans aMilysarHs, 30 iHTpaopaneHux | |1 -
S KaHtonb, 30 HAATOHKUX IHTPEOPanbHUX KaHions | | I
<. 4| 32| TOTALCEM, TOTANLEEM, X
& ;\' 4 self-etch / self-adhesive composite cement, camMonpoTpasnioBanbHWiA / cCamoaaresusHuin ’\
N SAMPLE, KOMNO3UTHMIA LiemerT, 3PA3OK, vy
R 1 syringe 2.5 ml (4 g), mixing tips, 1 wnpury 2.5 Mn (4 1), KaHIoNi ANA 3MILLYBaHHSA, e
et REF. ECHTLCEM apt. ECHTLCEM vy
~...4| 33.[ TOTAL C-RAM, TOTAN LI-PAM, =
<3 permanent adhesive resin cement, aAre3vBHA KOMMOIUTHWA LEMEHT NOCTIAHOI >
-+ 1 Automix syringe 5 ml (8 g), shades: chikcayii, 1 wnpuy Automix 5 mn (8 r), BigTiHKK: -4
% 9 <+ White (REF. TTCRAM-BLC), Ginui (apt. TTCRAM-BLC), 9
AN Translucent (REF. TTCRAM-TR), TpaHcnoueHTHUIA (apT. TTCRAM-TR), 2
SN 71 Opaque (REF. TTCRAM-OD), onakosui (apT. TTCRAM-OD), N
g 10 mixing tips, 10 intraoral tips, 10 kaHonb Ans aMmilysaHHsA, 10 iHTpaopansHux | | 1
R 10 extra fine intraoral tips KaHonb, 10 HAATOHKUX IHTPAoPanNbHUX KaHKMb =
L5 34| TOTALC-RAM, TOTAN U-PAM, v
2 / permanent adhesive resin cement, aAresvBHUIA KOMMO3UTHUIA LIEMEHT NOCTIRHOT o
LAY SAMPLE, dikcayyi, 3PA30K, 1 wnpuy Automix 2,5 mn
e 1 Automix syringe 2,5 mi (4,5 g), mixing tips, (4,5 1), xaHtoni AN\ aMiLLyBaHHSA, BIATIHKA: 4
{-.} {« shades: Translucent (REF. ECHTCRAM), TpaHcn ui (apT. ECHTCRAM),
AN White (REF. ECHTCR-BLC) 6inuv (apt. ECHTCR-BLC) —
4 Class/ Knac lIb D
e 35.| MTA BIOREP, MTA BIOPEM, 4
H{H Bioceramic reparative cement, BioKepaMiuHUiA PenapaTUBHUA LEMEHT, o
soan in kit: 2 powder capsules (0.255 g), 2 mixing 8 Habopi: 2 kancynu 3 nopowukom (0,255 r), 4
.,;.9 Q liquids, REF. MTA-BRP2.2 2 3MmilyBanbHi piaunu, apt. MTA-BRP2.2 e
“ 4| 36.| MTABIOREP, MTA BIOPEN, b
SN 7 Bioceramic reparative cement, BiokepamiyHui penapaTtmBHUA LIEMEHT, N
By in kit: 5 powder capsules (0.255 g), 5 mixing 8 Habopi: 5 kancyn 3 nopotukom (0,255 r), -
N liquids, REF. MTA-BRP5.5 5 amiwysansbHux piguH, apt. MTA-BRP5.5 =
N 37| MTABIOSEAL, MTA BIOCIN, X
LG Bioceramic root canal sealer, GiokepaMivHuil cunep Ans KopeHesux KaHanis, x
AP in kit: syringe 4 g, 10 mixing tips, mixing pad, 8 Habopi: wnpuy 4 1, 10 kaHoNL ANA IMiWyBaKHA, || I
>y REF. MTA-BSEAL 6nok Ans amiwysanns, apTukyn MTA-BSEAL (=
S N
IPES v
_ .1 Bia imeHi Ta 3a gopy4eHHsam ITENA C alf of ITENA CLINICAL e
41-,} Q Oupexrop TOB «®APMA KOHCA /A RHARMA CONSULTING LLC g
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