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Jexnapyemo po HacTyIIHE:

Ha3zBa Menu4HOro BHpooy:
IMponykuist

CTtomaroJioriyHa mMpoaAyKIis
Marepiaau ajs 3MillHEHHs1 pecTaBpaniii

Ilepeiik BuUpoo6iB:

Juuce noxatok 1 mo mekmapariii

BupoOHuk:

ToBapucTBo 3 00MexKeHOI0 BiinoBigaabHicTIO "' [[KeHaeHTaN-Y Kpaina'"

Ilepesiik BUPOOHHUYMX AiTbHUIb

ByJauus bopucninbebka, Ne 9, kopn.61, m. Kuis, 02099, Ykpaina

Micue 30epiraHHsi TeXHiYHOL
JOKyMeHTauii

Byauus bopucninbebka, Ne 9, kopn.61, m. Kuis, 02099, Ykpaina
Ten. (044) 337-87-82;

e-mail: info@jendental-ukraine.com

www.jendental-ukraine.com

Kaacudgikanis Kuaac IIa (3rigao JJonatky 2 TeXHIYHOTO periiaMeHTy II0[0 MEAMYHUX BHPOOIB,
3arBepmxkenoro IlocranoBoro Kabinety MinictpiB Ykpainu Ne753 Bix 2 ®oBTHs
2013 poky

Ceprudikar BinmoBinnocri: Ne R3M 804 079 B7

Bin 12.11.2025
niicuuii no: 06.02.2027

UATR.I3T

HauionanbHi cTaHgapTH sKi
3aCTOCOBAHI:

- ACTY EN ISO 13485:208 Bupobu mennuni. Cucremu yrnpasiiHHS SKICTIO.
Bumorn mono perymosanns (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT /
AC:2016, IDT Medical devices - Quality management systems - Requirements
for regulatory purposes)

- TexHiUHMIA peTIaMEeHT 010 MEIUIHUX BUPOOIB (3aTBepkeHuid [IocTaHOBOIO
KMY Bix 02 sxoBtHs 2013 poxy Ne753) — JlomaTtok Ne 33a0e3neueHHs
(hyHKIIOHYBaHHS KOMIUIEKCHOI CHCTEMH YIPaBIIiHHA AKICTIO (32 BUHATKOM
TIEPEBIPKH MMPOEKTY)

Opras 3 o1iHKY BigmoBiaHOCTI:

TOB Vxpainckuii [actutyT CTanmapris: By Onekcanapieska, 1, M. Kuis, 03062,
VYkpaina, Homep npuznadenoro oprany UA.TR.137. Atecrat akpenutamii HAAY
Bin 30 uepsHs 2020 poky Ne 80141.

BumeBkazani BUpoOH Bi/IIOBIIal0Th OCHOBHUM BHMOTaM JUIsl MEIMYHUX BUPOOiB 3rifHO TeXHIYHOTO periiaMeHTy o0
MenuuHUX BUpoOiB (3aTBepmxenuii [TocranoBoro KMY Binx 02 sxoBTHs 2013 poxy Ne753) - Honatok Ne 3 3abe3nedeHHs
(YHKI[IOHYBaHHSI KOMIUIEKCHOT CUCTEMH YIPABIIIHHSI SKICTIO (32 BUHSTKOM HEPEBIPKH MTPOEKTY ).

Tepmin aii nexaapauii: 10 06.02.2027 poxy

Micre 1 maTa BUTAHHS: M. Kuis

BupooHuk: ToBapucTBO 3 00MeKeHOI0 BiinoBinaabHicTIO " KeHaeHTaN-Y KpaiHa'
YnoBHOBa)keHa 0coba: Critko O.0. st

Tlocana: Hupekrop

ITignuc, mrramin:
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Jonarok 1
Ne Homep 3a | Ha3zBa moaudikanii MequaHoro BUpoody Ha3Ba mogudikanii MegnuHoro Bupoody
3/ | KaTajgoroM | yKpaiHChbKOI MOBOIO aHIJIilCbKOI0 MOBOIO
Jl:xxen-Ecte Ilocr, Jen-Esthe Post
CKJIOBOJIOKOHHI CTOMATOJIOTiYHI mTiTH Fiberglass dental posts
1 15387 Nel (© 1.0 mm, L-20 mm) — 6 mr Nel (© 1.0 mm, L-20 mm) — 6 pcs
2 15386 No2 (@ 1.2 mm, L-20 mm) — 6 mT No2 (@ 1.2 mm, L-20 mm) — 6 pcs
3 15388 Ne3 (© 1.3 mm, L-20 mm) — 6 mr Ne3 (© 1.3 mm, L-20 mm) — 6 pcs
4 15292 Jxen-Ecrte IToct Haoip Jen-Esthe Post Kit
Ha6ip ckmoBomoxonaux mrudri xer-Ecte Kit of Fiberglass posts Jen-Esthe Post and dental drill
[TocT ta posroprox J>xeH-Enmo/lpimn: Jen-EndoDrill :
18 mrrudris, 3 posroptku Ne 1, 2,3 18 posts, 3 dental drill Ne 1,2.3
5 Jl:xxen-Ecte IlocT Jen-Esthe Post
CKJIOBOJIOKOHHI CTOMATOJIOTIYHI IITUDTH Fiberglass dental posts
72 mrrudtu (12x0pobok X 6 WTHQTIB) 72 Posts (12boxes x 6 posts)
6 19315 Jxen-@aiioep Poyn Jen-Fiber Rope
CKJIOBOJIOKOHHUH THYYKHH ITHYP 7S 3MIITHEHHS Fiberglass flexible rope for reinforcing the restorations,
pecTaBparii, (miametp 1,5 mm) (diameter of 1, 5mm )
3 mHypa 1o 9 cm B CKIIsHIN K001 3 Ropes 9cm in a glass flask
7 19316 Jxen-Paiidep Poyn Jen-Fiber Rope
CKJIOBOJIOKOHHUM THYYKHH ITHYP JUIsl 3MILHEHHS Fiberglass flexible rope for reinforcing the restorations,
pecraBpaniii, (miameTp 3 MM) (diameter of 3mm)
3 mHypa 1o 9 cm B CKIIsHIN K001 3 Ropes 9cm in a glass flask
8 Jxen-daiidoep Poyn LC Jen-Fiber Rope LC
CKIJIOBOJIOKOHHHH THYUYKHH mHYp B komno3uTi 1t | Fiberglass flexible composite-impregnated rope for
3MIITHeHHS pecTaBpalii, (J1,5 mm), BinTinku: reinforcing the restorations, (?1,5 mm),
CHM, A2, A3, WO Shades: CHM, A2, A3, WO
1 mHyp, 9 cm B CBITJIO3aXMCHIH yIaKOBII 1 Rope 9 cm in a light-protected package
9 Jxen-®aiidoep Poym LC Jen-Fiber Rope LC
CKIIOBOJIOKOHHHH THYUYKHH mHyp B komno3uTi 11 | Fiberglass flexible composite-impregnated rope for
3MIIHCHHS pecTaBpalii, (@3 mm), reinforcing the restorations, (3 mm),
Binrinku: CHM, A2, A3, WO Shades: CHM, A2, A3, WO
1 mwHYyp, 9 cm B CBITJI03aXHUCHIH YIAKOBIT 1 Rope 9 cm in a light-protected package
10 Jxen-@aiioep Pox LC Jen-Fiber Rod LC
CKJIOBOJIOKOHHUI THYUKHH cTprkeHb B komro3uti | Fiberglass flexible composite-impregnated rod for
JUTA 3MinHEHHS pectaBparii, (@ 1.0 mm, 1.5 mm, 2.0 | restoration reinforcing, (@1.0 mm, 1.5 mm, 2.0 mm),
MM), Bigriaku: CHM, A2, A3, WO Shades: CHM, A2, A3, WO
1 crpmxens, 9/12/27 cM B CBITIIO3aXUCHIH 1 Rod, 9/12/27 c¢m in a light-protected package
YIaKOBITI
11 19312 Jxen-Daiioep Teiin Jen-Fiber Tape
CKJIOBOJIOKOHHA CTpivKa JJIsl pecTaBpariiHoro Fiberglass tape for teeth splinting and restorations
IIMHYBaHHA 3y0iB reinforcing
mupuHa: 2 mm (3mr x 9 cm) width:2mm (3 pcs 9cm)
12 19313 Hoxen-Daiioep Teiin Jen-Fiber Tape
CKJIOBOJIOKOHHA CTpiYKa JUIsl PeCTaBpaLiifHOro Fiberglass tape for teeth splinting and restorations
LIMHYBaHHS 3y0iB reinforcing
mmpuHa: 3 mm (3mr x 9 cm) width:3mm (3 pcs 9cm)
13 Jxen-Paiidep Teitn LC Jen-Fiber Tape LC

CKJIOBOJIOKOHHA CTpiUKa B KOMITO3UTI JIJIst
pecTaBpaliifHoro muHyBaHHs 3y0iB, (2 mm Ha 9
cm /27 cm), Binrinku: CHM, A2, A3, WO

1 cTpiuka B CBITJIO3aXMCHIH yIIaKOBII

Fiberglass composite-impregnated tape for teeth
splinting and restorations reinforcing,

(2 mm x 9 cm /27 cm), Shades: CHM, A2, A3, WO, 1
tape in a light-protected package
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14

Jxen-@aiidep Teiin LC

CKJIOBOJIOKOHHA CTPiYKa B KOMIIO3UTI IS
pecTaBpamniiHOro MUHYBaHHA 3y0iB, (3 mm Ha 9
cm /27 em), Bigriaku: CHM, A2, A3, WO

1 cTpiuka B CBITIO3aXMCHIN YIAKOBIII

Jen-Fiber Tape LC

Fiberglass composite-impregnated tape for teeth
splinting and restorations reinforcing,

(B3 mmx 9 cm/27 cm), Shades: CHM, A2, A3, WO, 1
tape in a light-protected package

15 Mxen-Paiioep baak Jen-FiberBulk
CKJIOBOJIOKOHHI OaJIKy JUIsl 3MILHEHHS Fiberglass bulk for dental restorations reinforcing
pectaBpauiit

16 19300 Ha6ip Nel (0.7 x 1.4 x 30 mm, 12m11/ym.) kit Nel (0.7 x 1.4 x 30 mm, 12pcs/pack)

17 19301 Habip Ne2 (1.0 x 4 x 30 mm, 4 mr1/ym) Kit Ne2 (1.0 x 4 x 30 mm, 4 pcs/pack)

18 19302 Ha6ip Ne3 (1.8x30 mm, 6 mt/ym.) Kit Ne3 (1.8x30 mm, 6 pcs/pack)

19 16043 Posroptka Jxxen-Enno/lpimn Nel, (@ 042"), Drills J-EndoDRILL # 1 (@ 042"), (blue)
(OmakuTHAa)

20 16044 Posroprtka Jxxen-Enno/lpinNe2, (@ 050"), Drills J-EndoDRILL # 2 (@ 050"), (green)
(3eneHa)

21 16042 fo3rop§1<a I[)KeH-EH,HOI[piJ‘IJ‘I Ne3, (0 055") Drills J-EndoDRILL # 3 (@ 055")’ (yellow)

KOBTa
22 16045 Posroptka Jlxen-Enmo/lpimn Ne4, (@ 061")

(dopHa)

Drills J-EndoDRILL # 4 (@ 061"),( blak)

Micre 1 maTa BUTAHHS:

M. Kuis

BupooHuk:

YnosHoBa)keHa ocoba:

Cuitro O.0.
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Hupekrop

ITignuc, mrramin:
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