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MeAra,rHi rupo6r,r:

Medical devices

llepelix nr.rpo6ia:

List ofproducts:

Brapo6Hur:

Manufacturer:

YnosHosaNeHnfi rrpeAcraBH14K B

YrcpaIHi:

Aut hor ized r epr es entqt ive in
Ukraine:

Knacu0ixauiq sriAHo AoAarKy 2,
TexHi,.rHoro pernaMeHTy ruoAo
MeanqHr4x aupo6io:

Classification according to Annex 2
of technical regulation on medical
device:

BHuleaKa:aHi aupo6n
aiAnoeiaarcrb ocHoBHl4M BHMoraM

am Mear4r.rHrix anpo6ia :riaHo:
The above products meet the
essenlial requirements -fo,
medical devices according to:

OpraH a ouiHKr.{ giAnoeiaHocri:

C onform ity ass es s ment bo dy :

HacaAxn cror'raroloriqui i uacaaxu xipyprivui anyrpiuroporoni
Dental inserts and Intraoral surgery inserts

nra. AoAarox (150 HaftlaenynaHr)
See Annex (150 items)

Carelex, e KounaHi on AKTEOH fpyn
SATELEC, A Company ofACTEON
l7 an. I-ycran Efi$$en,3l ay Oape 33700 Mepirsax, @pauuis
l7 avenue Gustave Effel, Zl du Phare 33700 Merignac, France
Tel./Ten.: +33 (0) 556 349 266
Emai li E,rexrpoH Ha norrra: in fo@acteongroup.com
lHrepner / Internet: www.acteongroup.com

flpnnarue niAupuerr.rcrno < f a.lir>
ayl. l5 KairHr, 6e , c. Bafixiaui, TepHoninrcrrufi paroH, TepHouirucrxa o6racrr, 4TTll,
YxpaiHa;
Tea.: 0 800 502 998; EnexrpoHHa rorura: office@galit.te.ua; iurepuer: www.galit.te.ua
Private Company < G alit >
68, l5 Kvitnya St., village Baikivtsi, region Ternopil, 477 I l, Llkraine;
P hone : 0800 5 02 998 ; Email : ffice@galit.te.ua ; internet : www.galit.te.ua
Klac IIa
Class IIa

TexHi'iHoro perJtaMeHry tuo,qo MeAr,rr{Hnx anpo6ia (:araepaxeHr,tft flocraHoaoro KMY sia
02 xos'rHr 20 l3 poxy Ne753) -,{oaarox l. 3acrocoaaHa rpoueaypa orriHxr.r niaroaiAHocri
:riAHo ,{oaarxy 3: sa6esneqennr Qynxuior{yBaHH, nounlexcsoi crlcreMr{ ynpandunr
sxicrrc (sa auHrrxou nepenipxr.r npoexry) Annex I of Technical regulation on medical deyices,
approved by Decree of Cabinet of Ministers of Lll<raine l'/b753 on October 2nd, 2013. Conformity
assessment procedure followed: Annex 3: Ensuring the functioning of a comprehensive quality
management syste m (excluding project veri/ication)
TOB "Yxpaincurnfi luc'ruryr Craunap'ris", 6yAuuor l, eynuqa Oaexcalr4pircrxa, rraicro Kr.ri'a,
03062, Yr<paina. Hon,rep rpn3HaqeHoro opraHy UA.TR. 137
LLC Ukrainian Standards Institution, address: building l, Oleksandrivska street, Kyiv, 03062,
Ukraine. number of the UA.TR.137

Mn, Careler, e KovnaHi on AKTEOH fpyn,
3Haxoat4Mocr 3a aApecorc:

l7 ar. fycran EftSgel,3I ay @ape
33700 Mepiruar, @paHuir
aeKnapyeMo rrpo HacrynHe:

TexHiuua aoryueuraqir ua uerusuprfi nupi6 pospo6,reua ra
BnpoBarxeHa. lerirapauir si.(noeiAHocri cKr.raaeHa Ha

nilcrasi cepru(rixary silnosiaHocri N'l R3M 250 293 82 sit
30.12.2025 'ra nia nosHy siarosilansHicru aupo6uura

a aeK,la uir e qnHua ao I8.()tt.2029

We, SATELEC, A Company of ACTEON,
located at

l7 avenue Gustave Etffel, ZI du Phare 3
3700 Merignac, France
herewith declare thqt

The technical documentationfor the medical device has been
developed and implemented. The declaration of conformity is

made on the basis of certificate of conformity
No. R3M 250 293 82 dated 30.12.2025 andunder thefull

re spons i b i I ity of t he manufaclure r.

is valid until 18.08.2029
BianosiaanuHuft la cxlraaaHHr i ar.raaHH.fl

aexnapauii eiAnoniaHocri
llpr.rnarue nignpraelrcrno "larir"
P r ivate Company " G alit "

Responsible for compiling and issuing the
de c I ar a t io n of c onfo r m i ty ,.!ry

s[a 3o,roruft Bolonnnrup llerpoen r

Zoloty i Volodymyr Petrovych

Cmopiuxa I s 4

fiara Date 30.12.2025

,(uperrop
Director
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rb# Kararoroelrfi
H0Mep
REF #

Ha:ea MeAurrHoro nHpo6y yxpaiHcuxolo
MOBOH)

Name of medical device in Ukrainian

Hasea MeAltrt Horo nu po6y aH rlifi csxoro MoBoK)
Name of medical device in English

I F00065 Hacaaxa A53D A53D
2. F00067 Hacaara A39D A59D
3. F00079 Hacaaxa AS6D AS6D
4. F00080 Hacaaxa ASLD ASLD
5. F0008 1 HacaAxa ASRD ASRD
6. F00090 Hacaaxa P2L P2L
7. F0009 I Hacaaxa P2R P2R
8. F00 06 Hacaaxa Pl4D PI4D
9. F00 07 Hacaarca PI5LD P1 5LD
10. F00 08 Hacalxa PI5RD PI5RI)
ll F00 l3 Hacaara C20 c20
12. F00il4 Hacaaxa H4L H4L
13. F00 l5 Hacaar<a H4R H4R
t4. F00l l8 Hacaaxa Sl2-70D s I 2-70D
t5. F00245 Hacaaxa 1S IS
16. F00246 HacaAxa I I
17. F00247 Hacaaxa 2 2
18. F00248 Hacaara 3 J
19. F00249 Hacaaxa 54.E 5AE
20. F',00253 HacaAxa OP r0P
2t F00254 HacaAra OZ 102
22. F00268 Hacaaxa BELMONT I BELMONT
23. F00359 Hacanra OX l0x
24. F00366 Hacaar<a H I HI
25. F00367 Hacaara H2L H2L
26. F00368 Hacalr<a H2R H2R
2'7. F00369 Hacaaxa H3 H3
28. F00702 Hacaaxa PH I Pli I

29. F00705 Hacaara PH2L PH2L
30. F00706 Hacaaxa PH2R PH2R
3l F0r00l Hacanra TKI-1S TKI-IS
32, F0 I 004 HacaAra TKI-1L TKI-IL
JJ F020 I 4 Hacaaxa PMUI PMUl
34. F020 5 HacaAxa PMU2 PMU2
35. F020 r 6 Hacaaxa PMU3 PMU3
36. F020 1 HacaAxa PMU4 PMU4
Jt. F020 8 HacaAra PMU5 PMU5
38. F020 9 Hacanxa PMU6 PMU6
39. F02021 Hacaaxa PMVI PMVl
40. F02022 Hacaaxa PMV2 PMV2
4t F02023 Hacaaxa PMV3 PMV3
42. F02024 Hacaaxa PMV4 PMV4
43. F02025 Hacaaxa PMV5 PMV5
44. F02026 Hacaara PMV6 PMV6
45. F02040 llacaar<a EX I EXI
46. F0204t Hacaaxa EX2 F.X2
47. F02042 Hacaaxa EX3 EX3
48. F02043 Hacaara EXR EXR
49. F02044 Hacaaxa EXL EXL
50. F02t2t Hacaar<a IP I IPI
5l F02122 HacamalP2L IP2L
52. F02123 Hacaaxa IP2R IP2R
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53. F02],24 Hacaaxa IP3L IP3t-
54. F02t2s Hacaaxa IP3R IP3R
55. F02r6l Hacaaxa TK2-lR TK2.IR
56. F02162 Hacaaxa TK2-l L TK2-lL
57. F02170 Hacaarca PFU PFU
58. F02t1t Hacaaxa PFL PFL
59. F02172 Hacaaxa PFR PFR
60. F02250 Hacaaxa PMI PMI
61. F0225t Hacaara PM2 PM2
62. F02252 Hacaaxa PM3 PM3
63. F02253 Hacaara PM4 PM4
64. F02254 Hacalxa PMS I PMSI
65. F02255 Hacaaxa PM52 PM52
66. F02256 Hacaaxa PM53 PMS3
67. F43705 Hacaaxa BOX 4 LIMES Kl0+15+25+30

LG2I
BOX 4 LIMES KIO+15+25+30 LG 2I

68. F437 t0 Hacaaxa Kl012l Kt0t2t
69. F437 t2 Haca,rxa Kl0125 Kt0t25
70. F437 t5 Hacarxa Kl5l2l Kt5/21
7t. F437 17 HacaAxa K\5125 Kt5t25
72. F43725 HacaAxa K25l2l K25t2t
73. F43121 HacaAxa K25125 K25t25
14. F.l3730 HacaAxa K30121 K30t21
75. F43732 HacaAxa K30125 K30t2s
16. F43 750 Kounlexr HacaAoK BOX 4 LIMES

Kl0+15+25+30 LG 25
BOX 4 LIMES KIO+I5+25+30 LG 25

77. F43 805 Hacaaxa RR 25121 rRR 25l21
78. F,43 806 HacaAxa RR25l2s IRR 25125
79. F43 807 Hacaaxa RR 2012 t IRR 20121
80. F.13 808 Hacaaxa RR 20125 IRR 20125
81. F438r0 Hacanxa RRISAFE 20 IRRISAFE 20
82. F5860 I Hacaara K2lll5 K2Uls
83. F58602 HacaAra K2ll25 K2U25
84. F5860s HacaAra K25ll5 K25il5
85. F58606 Hacaaxa K25125 K25t25
86. Fs8608 HacaAra 525125 s25/25
87. F58609 HacaAxa 521125 s21125
88. F586 0 Hacaaxa CAVI l-BD CAVI 1-BD
89. F5861 I Hacanxa CAVI 2-DC CAVI2-DC
90. F586 2 HacaAxa REDO I REDO I
91. F.58613 Hacaaxa CAVI 3-DF CAVI3-DF
92. F586 4 HacaAxa REDO 2 REDO 2
93. F586 r 7 Hacaaxa REDO 5 REDO 5
94. F586 9 Hacarra MAXI MPR MAXI MPR
95. F88009 Hacaarca SO4 s04
96. F880 I Hacaaxa ET20 ET20
97. F880 I 2 Hacaara ET40 ET4O
98. F880 Hacaaxa ET20D ET2OD
99. F880 r 4 Hacaaxa ET40D ET4OD

00. F880 l Hacaaxa E'l- I 8D ETI8D
01. F880 8 Hacaaxa ET25 ETz5
02. F880 I 9 Hacaara ETPR ETPR
03. F88020 Hacaara ETBD ETBD
04. F8802 r Hacaaxa ET25S ET25S
05. F88022 HacaAxa ET25L ET25L
06. F88 I 30 l-lacaaxa A33D A53D
07. F88r3l Hacaaxa ETBD ETBD
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08. F88 32 HacaAxa CAP 2 CAP 2

09 F88 33 HacaAxa CAP 3 CAP 3

0 F',88 34 Hacaarca ET20 ET20
I F88 35 Hacaaxa ET25 ET25
2 F88 8l Hacaaxa CAPl CAPI
3 F88 82 Hacaaxa CAP2 CAP2
4 F88 83 Hacaaxa CAP3 CAP3
5 F87502 Hacaaxa BS2L II BS2L II
6. F87503 Hacaara BS2R II BS2R II
1 F87504 Hacaara B34 B54
8 F87505 Hacaaxa B55 BS5

9 F87506 Hacaaxa B56 BS6
20 F87507 Hacaaxa LC I I LCI I

2l F875 I I Hacaaxa SL I SLI
22 F81 5t2 Hacaaxa SL2 SL2
./. -) F875 I 3 Hacaarca SL3 SL3
24 F875r4 Hacaarca SL4 SL4
25 F875 I 5 Hacaaxa SL5 SL5
26 F87 52s Hacaaxa BSI S II BSI S II
27 F81 521 HacaAxa BS I L II + FLAT Key BSIL II + FLAT Key
28 F8753 l Hacaaxa TKWI II TKWI II
29 F87532 HacaAxa TKW2 II TKW2II
30 F87533 HacaAxa TKW3 II TKW3 II
3t F87534 Hacaaxa TKW4 II TKW4II
) ^/- F87535 Hacaara TKW5 ll TKW5 II
)J F87 542 Hacaaxa LC2 II LC2II
34 F87543 Hacarxa LC2L ll LCzLII
35 F81544 Hacaaxa LC2R II LC2R II
36. F87545 HacaAra NINJA II NINJA II

7 F8755 I Hacaaxa CEI II CEI II
38. F87 552 Hacaara CE2 II CE2 II
39 F87553 Hacaaxa CE3 II CE3 II
40. F87551 Hacarxa BS I RD II BS IRD II
4t F8756 1 Hacaara CS I CSI

2. F87 562 Hacaaxa C52 C52
43. F87563 Hacaaxa C53 CS3
44 F87 564 Hacaarca C54 C54

5 F87565 Hacaarca C35 CS5
6. F87566 Hacaaxa C56 CS6
7. F8757 l HacaxaPZl PZ1
8 F87 572 Haca.ura PZ2L ll PZ2LII

49. F87573 Hacarra PZ2R ll PZ2RII
50. F87 574 Hacaara PZ3 Il PZ3II

BianosiaaJuHufisacrtallaHHq i sHAaHHq IIpnBarHe ni4npuerr,rcruo "la.lir"
aer,rapauii sinnoeiAHocri Private Company "Galit"
Responsible /br compiling and issuing the
de c I ar at io n of c o nfo r m i ty

Lara Darc 30.12.2025

',* 3onorufi Bologunr,rp llerponuu
."r=i Zolotyi Volodymyr Petrovych
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