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s DECLARATION OF CONFORMITY | DAy
o (Pedakuyis / Version 2) 1 Eo=e
k}:\f"; | ;}.{ée’
/\ m. Ogeca No. 2-UA  [lata Bupaui/ Issue date: 13.10.2025 | ot
#250 BupobHmk: C-K AEHTAN IHA. KO., NTA., 88-50, CYJO-PO, MYYXOH-CI, KEHIM-A0, || <
41| Pecnybnika Kopes, | Manufacturer: C-K DENTAL IND. CO., LTD., 88-50, SUDO-RO, |} -
w233l BUCHEON-SI, GYEONGGI-DO, Republic of Korea | i
v/ npeacTaBneHWit yNOBHOBAXKEHWM NPeACTaBHMKOM B YKpaiHi: l SN,
"Ll TOB «®APMA KOHCANTWUHM», Byn. OopoxHa, 25, m. Oaeca, 65031, YkpaiHa, kog ||
st €0PMOY 41209050, Ten. +38-048-734-34-00, B ocobi aupektopa Casaxcekoro C.B., i N,
251 skt gie srigHo aosipeHocti Ne 6/u Big 19.09.2022, / represented by the authorized ||
.\ .~l| representative in Ukraine: PHARMA CONSULTING LLC., 25 Dorozhna str., Odesa, 65031, : SE o
s | Ukraine, Code EDRPOU 41209050, tel. +38-048-734-34-00, in the person of the Director Mr. S.V. | LN
<8 Sazanskyi acting under Power of Attorney No. w/o dfd 19.09.2022, | K39
Kned | X 253
"] niaTBEPAXYE, WO MEAWUYHI BUPOGU: | L0
szl rONKK CTOMaTONOri4Hi 0OAHOPa3oBoro Bukopuctanua C-K JECT, IR
”/\' . Haseaei B [logatky Ne 1 40 aaHoi [leknapauii Npo BiANOBIAHICTD, /\
D | Toprosoi mapku C-K JECT, knac puauky lla, ctepunsHi, | DS
“ 1 sk surotoensoTecs C-K OEHTAN IHA. KO., NTA., 88-50, CYAO-PO, MYYXOH-CI, | =
5+x44| KEHr-A0, Pecnybnika Kopes, BianosigawTe BuMOram TEXHIYHOrO pernameHTy LWOAO [+ i
Sl mepnunux Bupobis, sateepgxenoro MocrtaHosoww KMY Ne 753 Big 02.10.2013 p. Ha ||
s5v:<4l ertanax npoekTyBaHHs, BMPOOHWUTBA, 30epiraHHa Ta peanisauji. Mpoueaypa OLHKU i}ﬁc
..l BIANOBIAHOCTI nNpoBejeHa 3rifHO 3 3a3HaYeHUM TexHIYHMUM pernameHToMm wWoao || .
+}{ meanynux Bupobis, goaatok Ne 3 3abeaneyeHHs PyHKUIOHYBaHHA KOMMIIEKCHOI CUCTeMU | §Gs
\f | ynpaBsniHHA AKICTIO (3@ BUHATKOM NEPEeBipKV NPOEKTY). [ _\/
534 confirms that medical devices: Disposable Dental Needles C-K JECT indicated in Annex No.1 to ||% ~!5
Qe this Declaration of Conformity, C-K JECT trademark, risk class lla, sterile, manufactured by | DE
:r\" C-K DENTAL IND. CO., LTD., 88-50, SUDO-RO, BUCHEON-SI, GYEONGGI-DO, Republic of |}~ 1%
...l Korea, meet the requirements of the Technical Regulation on medical devices approved by | \/
-e;}’E Resolution of CMU No. 753 dtd 02.10.2013 at the design, production, storage and distribution |}t <43
vt stages. Conformity assessment procedure has been conducted according to the mentioned | .
54> {3 Technical Regulation on medical devices under Annex N 3 ensuring of functioning of full quality i D
-} assurance system (except for the design examination). (v
”r"’}i Heknapauilo cknageHo Ha nigcraei Ceprtudikary signosigHocti (The Declaration of :\/{‘:‘
<-4 conformity made under the Certificate of Conformity) Ne R3M 410 131 B2 para supayi || -
* A (issue date) 13.10.2025, nepiwe BuaanHs (first edition) 30.09.2022, BuaaHOro opraHom 3 | |&7 i+
=00 ouinkm ignosigHocTi TOB "Ykpaincbkuit IHcTutyT Cranaapris” UA.TR.137 (issued by the |-
=M conformity assessment body LLC Ukrainian Standards Institution). AN
w7l Deknapauilo cknageHo niA  BUKNIOYHY  BIAMOBiAanbHICTL  BUPOOHMKA. TexHiuwa [~/ ..
g = : : z . TN
“=8| BOKyMEeHTalis Ha meauuHi BUpobu pospobnena Ta snpoBagxeHa. / This Declaration is |~ =
siv#il made under the sole responsibility of the manufacturer. Technical documentation for ,,,\';\f'i,;;é
51 medical devices has been developed and implemented. PO,
e | P
/ <=8 Tepmin aii po/ Valid till 15.09.2027. HS
W@@ Mepwe BuaanHs/ first edition: 30.09:2022 | &6
-] BiaimetiTasa nopyqeﬁﬁﬂurc- NTAL IND. CO., LTD. | 553
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s e Nopatok/ Annex Ne 1|+ £+
\/ no [eknapauii npo signosigHicTs/ \/
et to Declaration of Conformity Ne 2-UA Big/ dtd 13.10.2025 |* '~
-1 Bupobuuk: C-K AIEHTAN IHA. KO., NTA., 88-50, CYA0O-PO, MYYXOH-CI, KEHI-O00, v
2553 i 33
20 Pecny6Gnika Kopes iR
_b\f* Manufacturer. C-K DENTAL IND. CO., LTD., 88-50, SUDO-RO, BUCHEON-SI, \4 -
N GYEONGGI-DO, Republic of Korea. e
D Q YNOBHOBAXEHMI NPEACTaBHUK BUPOBHUKa B YKpaiHi: P X43e
\/ TOB «®APMA KOHCANTWHIM», Byn. [lopoxHa, 25, m. Oneca 65031, YkpaiHa, koa _\j,
“53(\* €0PMNOY 41209050, Ten. +38-048-734-34-00. f st
S The authonized representative of the manufacturer in Ukraine is PHARMA CONSULTING ?\4
“Z2%1| LLC., 25 Dorozhna str., Odesa 65031, Ukraine, Code EDRPOU 41209050 vsze 3l
Ll tel +38-048-734-34-00. Q0
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ﬁ&}ﬁ Knac / Class lla :}(:
f§<+ Ne | Hassa meguuHoro BupoBy aHrniicsKo Haasa meguyHoro Bupoby ykpaiHCLKO ;}ﬂv
RIS mosoto/ Medical device description in mosoto/ Medical device description in (R
SR G English Ukrainian P 42
' f\ 1. | Disposable Dental Needles C-K JECT, lonky cToMaronorivyHi o4HOPa3oBoro /\:
ST size 27G (0.4x21 mm), metric thread BukopuctaHHsa C-K JECT, p;‘f';.«,
DI po3amip 27G (0.4x21 Mm), MeTpuuHa pisbba “920 3
Q”\/; 2. | Disposable Dental Needles C-K JECT, Fonku cromaTonoriyHi 04HOPa3oBoro N
It size 27G (0.4x23 mm), metric thread BukopucTanHs C-K JECT, STe
= \}: poamip 27G (0.4x23 mm), MmeTpryHa pisbba \/: -
‘5’\ 3. | Disposable Dental Needles C-K JECT, lonkw cToMaTonoriyHi 04HOPa3soBoro "f ?\_,;"’"
R size 27G (0.4x25 mm), metric thread sukopuctaHHa C-K JECT, QE,
The poamip 27G (0.4x25 mm), MeTpuuHa pisbba it
5 :\/; 4, D_isposable Dental Needies _C-K JECT, [onKku cToMaTtonoridHi o4HOPasoBoro ;\ '~ %
29T size 27G (0.4x30 mm), metric thread BukopuctanHs C-K JECT, <0
J:\f; poamip 27G (0.4x30 mm), meTpuyHa pisbba ;\ /: -
i 5. | Disposable Dental Needles C-K JECT, OnKu CTOMAaTONOriYHi OAHOPa3nBOro 2
et size 27G (0.4x32 mm), metric thread BukopuctaHHsa C-K JECT, S~
s 0h L T
EaTe poamip 27G (0.4x32 mM), MeTpuyHa pissba Vet
é;\a, 6. | Disposable Dental Needles C-K JECT, ["onku cromaronorivyHi 04HOPasoBoro ?\43v
'/\ size 27G (0.4x35 mm), metric thread BukopuctanHa C-K JECT, /\
96 poamip 27G (0.4x35 mm), MeTpuuHa piasba ‘T}Q“ 1
IS 7. | Disposable Dental Needles C-K JECT, | lonku cTomMaTonoriy{i 04HOpasoBoro oA
S 24 size 27G (0.4x37 mm), metric thread BukopuctaHHs C-K JECT, X2
g tes poamip 27G (0.4x37 MMm), MeTpuyHa pissba /\
SN 8. | Disposable Dental Needles C-K JECT, Fonku cTomaTonorivHi 0AHOPa3oBoro N L2
0% size 27G (0.4x38 mm), metric thread BukopucTtanHs C-K JECT, veted
& ;\/_; po3amip 27G (0.4x38 mm), MeTpu4Ha pi3sba ;\4,&
et 9. | Disposable Dental Needles C-K JECT, FOnKK CTOMAaTONOriYHi OAHOPa30BOr0 <30
UF size 27G (0.4x40 mm), metric thread BukopuctaHHa C-K JECT, SUOE.
sed st f . Lttt &
ey poamip 27G (0.4x40 mMm), MeTpu4Ha pissba N
U 10.| Disposable Dental Needles C-K JECT, [onKKM cTOMAaTonoriYHi 04HOPasoBoro QI
etand size 30G (0.3x10 mm), metric thread BukopuctarHa C-K JECT, IS
\f poamip 30G (0.3x10 Mm), MeTpu4Ha pisbba \/
Tebead 11.| Disposable Dental Needles C-K JECT, lonku cTomMaTonoriyHi 04HOPa3oBoro bRt se
S size 30G (0.3x12 mm), metric thread BukopucTanHa C-K JECT, =
T, & Mt
" retee
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Haaga meauyHoro Bupoby aHrniicbKow

moeoto/ Medical device description in
English

Hasea meguyHoro eupoby yxpaTchx'élo
moeow/ Medical device description in
Ukrainian

poamip 30G (0.3x12 Mm), MeTpuyHa piasba
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12.

Disposable Dental Needles C-K JECT,
size 30G (0.3x13 mm), metric thread

[onku ctomaronorivHi 0gHoOPa3oBoro
sukopuctaHHs C-K JECT,
po3amip 30G (0.3x13 mm), MeTpuyHa pissba
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13.

Disposable Dental Needles C-K JECT,
size 30G (0.3x14 mm), metric thread

Fonku cToMaTonoriyHi 0gHOPa3oBoro
BukopuctarHa C-K JECT,
poamip 30G (0.3x14 mm), meTpuyHa pissba
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14.

Disposable Dental Needles C-K JECT,
size 30G (0.3x15 mm), metric thread

"onku ctomaTtonoriyHi 0gHOPa3oBoro
sukopuctaHHa C-K JECT,
poamip 30G (0.3x15 mm), meTpuyHa pissba

15.

Disposable Dental Needles C-K JECT,
size 30G (0.3x16 mm), metric thread

Fonku ctomaronorisHi 04HOPas3oBoro
BukopuctarHs C-K JECT,
poamip 30G (0.3x16 Mm), MeTpuyHa pissba
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16.

Disposable Dental Needles C-K JECT,
size 30G (0.3x18 mm), metric thread

[onku cromaTonoriyHi 0AHOPa3oBOro
sukopuctanHa C-K JECT,
po3amip 30G (0.3x18 mm), MmeTpuyHa pissba
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Disposable Dental Needles C-K JECT,
size 30G (0.3x21 mm), metric thread

["onku cTomaTonoriyHi 04HOPa3oBoro
BukopuctanHs C-K JECT,
poamip 30G (0.3x21 mm), MeTpuyHa piasba
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18.

Disposable Dental Needles C-K JECT,
size 30G (0.3x23 mm), metric thread

[onkuM cToMaTonorivHi 0AHOPa30Boro
sukopuctarHa C-K JECT,
poamip 30G (0.3x23 mm), meTpu4Ha pissba
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19.

Disposable Dental Needles C-K JECT,
size 30G (0.3x25 mm), metric thread

lonkv cToMaTtonoriyHi 0AHOPa30Boro
BukopuctanHs C-K JECT,
poamip 30G (0.3x25 mm), MeTpuyHa piabba
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20.

Disposable Dental Needles C-K JECT,
size 30G (0.3x30 mm), metric thread

lonkv cTomaTonoriYHi 04HOPa3oBoro
BukopucTaHHa C-K JECT,
poamip 30G (0.3x30 mm), MeTpu4Ha pisbba
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Disposable Dental Needles C-K JECT,
size 31G (0.25x12 mm), metric thread

l'onkv ctomaTonoriyHi 0AHOPa3oBoro
BukopuctanHs C-K JECT,
po3mip 31G (0.25x12 mM), MeTpu4Ha piasba
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22,

Disposable Dental Needles C-K JECT,
size 31G (0.25x14 mm), metric thread

lonkv cTomMaronoriyHi ogHOPa3oBoro
BukopuctanHs C-K JECT,
po3amip 31G (0.25x14 mMm), meTpudHa pissba
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23.

Disposable Dental Needles C-K JECT,
size 31G (0.25x15 mm), metric thread

lonku cromaTonoriyHi ogHOpa3oBoro
BukopuctaHHa C-K JECT,
poamip 31G (0.25x15 MM), MeTpuyHa piabba
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24.

Disposable Dental Needles C-K JECT,
size 31G (0.25x16 mm), metric thread

lonku cToMaTonoriyHi 0AHOPa3oBoro
BukopuctaHHa C-K JECT,
poamip 31G (0.25x16 mm), meTpuyHa pissba
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25.

Disposable Dental Needles C-K JECT,
size 31G (0.25x18 mm), metric thread

[onku cromaTonoriyHi 04HOpPa3oBoro
sukopucraHHa C-K JECT,
ip 31G (0.25x18 mm), meTpuyHa piasba
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Bia imeni Ta 3a aopyuennsim C-K DENTAL IND. CO., LTD.
Aupektop TOB «®APMA KOt
CasaHcokuii C.B. /
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