& perfect®

SHENZHEN PERFECT MEDICAL INSTRUMENTS CO., LTD

ADD: 1F, Bidg. C, No.3, Jixia Zaohekeng Industrial Zone,
Nanwan St., Longgang Dist., Shenzhen, China

TEL: +86-755-28540053

Fax:+B6-755-28540953

http://www.dentai-perfect.com

JAEKJAPAIA PO BIAMMOBITHICTD Ne 1-25.10.2022 (Pen. 01)
Meau4HuX BHPoOiB BuMoram TexHi4HOro perjiaMmenTty

DECLARATION OF CONFORMITY Ne 1-25.10.2022 (Rev. 01)
of medical devices to the requirements of Technical regulation

Hpoayxuis:
Products:

Hepenix npoaykumii:
List of products:

Binnosinae Bumoram:
Comply with the requirements of:

I'osi0BHMIT BHKOHABYHIT AHpeKTOP/
CEO

TTocada
Position

IHCTPYMEHTH CTOMATOJIOTIYHI E€HAOAOHTHYHI ISt
KOPEHEeBOro KaHaIy:

- Maiisiu pyuHi;

- IHCTpyMEHTH  CTOMATOJIOTiMHi  POTOPHI;
IHcTpyMeHTH CTOMATOJIOTIYHI PEelHNPOKHI;
IHCTPYMEHTH CTOMATOJIOTiYHI €HJ0JOHTHYHI
1151 KOPEHEBOr0 KaHaay;

- EnpogontuuHuii MmatepiaJ. /

Dental Endodontic Root-Canal Instruments:
- Hand Files;
- Dental Rotary Instruments;
- Reciprocating Instruments;
- Dental Endodontic Root Canal Instruments;
- Endodontics Material.

bopu cromarosorivni. / Dental Burs.

MoTtopu €HIOJOHTHYHI iz CHCTeMHHUMH
KOMIIOHEHTAMH Ta 0TIOMiXKHHMH 3acobamu. /
Endo Motors with system components and accessories.

Hasenennin B Jlomatky [0 jgexjapanii  mpo
pignosignicrs Ne 1-25.10.2022 (Pea. 01) ma 7
CTOpiHKAX.

Given in Annex to declaration of conformity Ne 1-
25.10.2022 (Rev. 01) on 7 pages.

TexHi4HOro perjiaMeHTy [oJ0 MeIHYHHX BHPOOIB,
3arsepaxkenoro IlocranoBow KaGinery MinicTpis
Ykpainu Bix 02 xxosTHs 2013 p. Ne 753.

Technical regulation on medical devices, approved by

Quanzhang Shi
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SHENZHEN PERFECT MEDICAL INSTRUMENTS CO., LTD
ADD: 1F, Bidg. C, No.3, Jixia Zachekeng Industrial Zone,

f t ® Nanwan St., Longgang Dist., Shenzhen, China
’— per eC TEL: +86-755-28540953
Fax:+86-755-28540953
http://www.dentai-perfect.com

JEKJIAPAIIA PO BIAMMOBITHICTD Ne 1-25.10.2022 (Pen. 01)
mMeauYHuX BHPoOiB Bumoram TexHi4uHOro perjiamenry

DECLARATION OF CONFORMITY Ne 1-25.10.2022 (Rev. 01)
of medical devices to the requirements of Technical regulation

Decree of Cabinet of Ministers of Ukraine on October

02,2013 Ne 753.
Bupobuuk: Shenzhen Perfect Medical Instruments Co., Ltd.
Manufacturer: Ist Floor, Building C, No. 3 Jixia Zao He Keng

Industrial Zone, Nanwan Road, Longgang District,
Shenzhen, 518100 Guangdong, P. R. China

Tel.: +86-0755-28540953

Fax: +86-0755-28540953

e-mail: sales@dental-perfect.com
website: https://www.dental-perfect.com

Ienpwxens Ibophixr Meniken Incrpymente Ko., Jita.
1¢sopct ®nop, Binain C, No. 3 I3ucs 1[3a0 Xe Ken
Innactpien 3oyH, HausBan Poyn, Jlynran  JlicTpikT
[lenswkens, 518100 I'vannyn, Kurai

Ten.: +86-0755-28540953

daxc: +86-0755-28540953

enexTpoHHa noira: sales@dental-perfect.com
BeGcaiit; https://www.dental-perfect.com

Micue BUpOOHULITBA: Shenzhen Perfect Medical Instruments Co., Ltd.

Manufacturing sites: Ist Floor, Building C, No. 3 lJixia Zao He Keng
Industrial Zone, Nanwan Road, Longgang District,
Shenzhen, 518100 Guangdong, P. R. China

Tel.: +86-0755-28540953

Fax: +86-0755-28540953

e-mail: sales@dental-perfect.com
website: https://www.dental-perfect.com

Ienswxens Muopdixt Menixen Incrpymenrce Ko., JIta.

ToJ10BHHIT BHKOHABYHI JHPEKTOP/ Quanzhang Shi
CEO
Tocada : 15 % @?‘% Qurr ,\7[@ shy
Position fggtamp. Signatire— Full name g
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§& perfect®

SHENZHEN PERFECT MEDICAL INSTRUMENTS CO., LTD

ADD: 1F, Bidg. C, No.3, Jixia Zachekeng Industrial Zone,
Nanwan St., Longgang Dist., Shenzhen, China

TEL: +86-755-285400863

Fax:+86-755-28540953

http://www.dentai-perfect.com

JEKJAPAIIA PO BUITOBIAHICTD Ne 1-25.10.2022 (Pen. 01)
mMeau4yHuX BHPo6iB Bumoram TexHi4HOro perjiamenTty

DECLARATION OF CONFORMITY Ne 1-25.10.2022 (Rev. 01)
of medical devices to the requirements of Technical regulation

VYrnoBHOBa:KeHHH TNpeACTABHHK B
Ykpaiui:
Authorized representative in Ukraine:

To10BHHIT BHKOHABYHI AUpeKTOp/
CEO

Tlocaoa
Position

1¢wsoper @rnop, Bingin C, No. 3 13ucs {3a0 Xe Ken
Innactpien 3oyn, HambBau Poyn, Jlywran  JlicTpikt
[lenpwxkens, 518100 I'yannyn, Kurai

Ten.: +86-0755-28540953

daxc: +86-0755-28540953

enextponHa nomra: sales@dental-perfect.com
eGeaiit; https://www.dental-perfect.com

Shanwei Perfect Medical Instruments Co., Ltd.

No. 29, South side of Sanhe Road, West District,
Hongcaoyuan District, High-tech Zone, Shanwei,
516600 Guangdong, P. R. China

Tel.: +86-0755-28540953

Fax: +86-0755-28540953

e-mail: sales@dental-perfect.com
website: https://www.dental-perfect.com

IlansBeii Inoppixr Meniken Incrpymente Ko.,
JITa.

No. 29, Cayt caiin op Canxe Poyn, Bect [licTpikT,
XonrkaosH Jlictpikt, Xaii-reu 3oy, [Ilauspe#, 516600
I'yannyn,, Kurait

Ten.: +86-0755-28540953

dakc: +86-0755-28540953

enekTponHa noiuTa: sales@dental-perfect.com
BeGcaiit; https://www.dental-perfect.com

TOBAPHCTBO 3 OBMEXKEHOIO
BIIINOBIIAJIBHICTIO “IEHTAYM”
B 0co0i nupexropa: HaGiii JTianu IBaniBHH

Quanzhang Shi
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& perfect®

SHENZHEN PERFECT MEDICAL INSTRUMENTS CO., LTD

ADD: 1F, Bldg. C, No.3, Jixia Zachekeng Industrial Zone,
Nanwan St., Longgang Dist., Shenzhen, China

TEL: +86-755-28540853

Fax:+86-755-28540953

hitp.//www.dental-perfect.com

JEKJAPAIUSA ITPO BIAMMOBIAHICTD Ne 1-25.10.2022 (Pen. 01)
meau4HuX BHpo6iB Bumoram TexHi4HOro perjiaMenTty

DECLARATION OF CONFORMITY Ne 1-25.10.2022 (Rev. 01)
of medical devices to the requirements of Technical regulation

Kanacudixauis, 3rigHo 3 lonatkom 2
no TexHIYHOro periameHty Ioao
MEIUYHUX BUPOOIB:

Classification, according to Annex 2
of Technical regulation on medical
devices:

Ilpouenypa owiHKH BiANOBiAHOCTI:
Conformity Assessment Procedure:

T'os10BHHIT BHKOHABYHIT AHpeKTOpP/
CEO

Iocaoa
Position

opuanYHa aapeca: Byja. Anapis I'onoBka, GyanHOK
12, m. Kuis, 03110, Ykpaiuna.
Kon €IPTIOY: 31806976

Ten.: +38(066)-371-84-54, +38(050) 759-87-77,
+38(063) 233-46-74

eneKkTpoHHa nowrTa: lianadentaum@gmail.com
BeGcaiit: https://www.dentaum.com.ua

DENTAUM Ltd.

represented by director: Tsabii Liana Ivanivna

legal address: Andrija Golovka street, building 12, Kyiv,
03110, Ukraine.

Code USREOU (Unified state register of enterprises and
organizations of Ukraine): 31806976

Tel.: +38(066)-371-84-54, +38(050) 759-87-77,
+38(063) 233-46-74

e-mail: lianadentaum@gmail.com

website: https://www.dentaum.com.ua/

Knac: Ila

Class: Ila

srigo 3 lomatkom 3 no TexniuHOro perjiamMeHTy
mono menuunnx BupobiB «llopagoxk nposeneHHsi
npouenypHu 3abe3neveHHst (pyHKuioHyBaHHS
KOMILIEKCHOT CHCTEeMH YNIPaBJIIHHSA AKICTION.

according to Annex 3 of Technical regulation on
medical devices «The order of conduct the procedure of

Quanzhang Shi
1B 24 x% &W,\z\@sw ;
Full name %@m '
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& perfect®

SHENZHEN PERFECT MEDICAL INSTRUMENTS CO., LTD

ADD: 1F, Bidg. C, No.3, Jixia Zaohekeng Industrial Zone,
Nanwan 8t , Longgang Dist., Shenzhen, China

TEL: +86-755-28540883

Fax:+86-755-268540953

http.//www.dental-perfect.com

JEKJAPAIIA PO BIAMOBITHICTD Ne 1-25.10.2022 (Pen. 01)
meauYHuX BUpo6iB Bumoram TexHiuHoro perjiamenry

DECLARATION OF CONFORMITY Ne 1-25.10.2022 (Rev. 01)
of medical devices to the requirements of Technical regulation

Ceprudikar BignosigHocTi:
Certificate of Conformity:

Ceprudikar BianosigHocTi
BUAAHUH

Certificate of Conformity is
issued by

InenTudikauiiinuii Homep opramy 3
OLIHKH BiANOBiAHOCTI:

Conformity assessment body
identification number:

implementation the full quality management system

functioningy.

Ceprudikar BianoBigHocTi

Ne UA.101.MD.3. 0217-22.00
Jara peecrpauii: 25.10.2022 p.
Tepmin aii no: 26.05.2024 p.

Certificate of Conformity

Ne UA.101.MD.3. 0217-22.00
Registration Date: 25.10.2022
Expiration Date: 26.05.2024

Opranom 3 ouniHkH Bianosignocti /lep:kaBHoro

YKPaiHCBKOr0

o0’eqnannst  «[MOJIITEXME/l»

(O0B «1YO «ITOJIITEXME/I»).
Conformity assessment body UKRAINIAN STATE
ASSOCIATION USA « POLITEKHMED ».

UA.TR. 101

Menswiens ITropdikt Meniken Inctpymente Ko., JIta. mexnapye BUKOHaHHS OCHOBHMX BHMOT 110
npoaykiii 3a3HayeHoi Buie, 3rifHo 3 Jlomatkom 1 10 TeXHIYHOrO pErnamMeHty IOAO MEIUYHHX
BUpOGiB. Bcs CympoBimHa TEXHiYHA JOKYMEHTALIs 3 MiATBEPIKEHHS BIINOBIAHOCTI 30epiraeTses y
NIPUMIIIEHHAX BUPOOHMKA Ta HOro YNOBHOB@KEHOTO MpEACTaBHUKA. Jleknapailis mpo BiNOBiAHICTH
CKJTaZIeHa i/l IIIIKOBUTY BiJIMOBIIABHICTS BUPOOHMKA, 11O BiATIOBINAE 32 BBEACHHA MEIMYHUX BUPOOiB

B 00IT.

Shenzhen Perfect Medical Instruments Co., Ltd. hereby declares the fulfilment of essential

TosioBHMIT BUKOHABYHIT JHPEKTOD/
CEO

Hocaoa

Position

Quanzhang Shi
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SHENZHEN PERFECT MEDICAL INSTRUMENTS CO., LTD
ADD: 1F, Bidg. C. No.3, Jixia Zaohekeng Industrial Zone,
f t ® Nanwan St., Longgang Dist., Shenzhen, China
! F per ec TEL: +86-755-28540953
Fax:+86-755-28540953
http://www.dental-perfect.com

JEKJAPAIUA ITPO BIAMOBITHICTD Ne 1-25.10.2022 (Pexn. 01)
meauuHuX BHpPoGiB Bumoram TexuiuHoro periamMenrty

DECLARATION OF CONFORMITY Ne 1-25.10.2022 (Rev. 01)
of medical devices to the requirements of Technical regulation

requirements regarding products indicated above, according to Annex 1 of Technical regulation on
medical devices. All supporting technical documentation proving conformity is retained under the
manufacturer’s and its authorized representative premises. Declaration of Conformity is issued under
the sole responsibility of the manufacturer, which is responsible for placing medical devices on the
market.

Jlata nepmoro Buaanns: 25.10.2022 Micue cknagannsi: I'yanays, Knrai

Date of first issue: Place of issuance: ~ Guangdong, P. R. China
JlaTta ocranuboro neperasay: 25.10.2022 Penaxuist Ne: Pen. 01

Date of last revision: Revision Ne:  Rev. 01

JlaTa 3akinueHHst cTpoky mii: 26.05.2024
Date of expiry:

ot
TonoBHMI BUKOHABYMH AHPEKTOD/ 7& & Quanzhang Shi

CEO )
Hocada s %@ Q\/WLG«\‘? S\"\
Position Full name ’
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& perfect®

SHENZHEN PERFECT MEDICAL INSTRUMENTS CO., LTD
ADD: 1F, Bidg. C. No.3, Jixia Zachekeng industrial Zone,

TEL: +86-75
Fax: +86-75¢
http://www. dental-perfact.com

JIOIATOK 10 JIEKJIAPAIIIL PO BIINOBITHICTD Ne 1-25.10.2022 (Pexn. 01)
MeaMYHHX BHPOGiB BUMoram TexHiuHoro perjameHry

ANNEX TO DECLARATION OF CONFORMITY Ne 1-25.10.2022 (Rev. 01)
of medical devices to the requirements of Technical regulation

IHCTPYMEHTH CTOMATOJIOTiYHi eHI0OHTHYHI IS KOPEHEBOr0 KaHaTy
Dental Endodontic Root-Canal Instruments

Knac Il a Class Ila

Daiim pyuni
Hand Files

Ne Ha3sa MeauuHOro BHPOGY AHIJIHCHKOI0 MOBOMO / Hazpa Meau4uHOro Bupofy yKpaiHCbKOI0 MOBOIO /
Name of the medical device in English language Name of the medical device in Ukrainian language
1. | NITI K-Files NITI K-@aiinu pyqHi
(#06, 08, 10, 15, 20, 25, 30, 35, 40, 15-40, (#06, 08, 10, 15, 20, 25, 30, 35, 40, 15-40, 45,
45, 50, 55, 60, 70, 80, 45-80) 50, 55, 60, 70, 80, 45-80)
2. | NITI H-Files NITI H-®aitnu pyuHi
(#06, 08, 10, 15, 20, 25, 30, 35, 40, 15-40, (#06, 08, 10, 15, 20, 25, 30, 35, 40, 15-40, 45,
45, 50, 55, 60, 70, 80, 45-80) 50, 55, 60, 70, 80, 45-80)
3. | NITI Reamers NITI Pumepu pyusi
(#06, 08, 10, 15, 20, 25, 30, 35, 40, 15-40, (#06, 08, 10, 15, 20, 25, 30, 35, 40, 15-40, 45,
45,50, 55, 60, 70, 80, 45-80) 50, 55, 60, 70, 80, 45-80)
4. | NITI Finger Pluggers NITI I[Mnarepu py4Hi
(#15, 20, 25, 30, 35, 40, 15-40) (#15, 20, 25, 30, 35, 40, 15-40)
5. | NITI Finger Spreaders NITI Cnpenepu py4Hi
(#15, 20, 25, 30, 35, 40, 15-40, 45-80) (#15, 20, 25, 30, 35, 40, 15-40, 45-80)
6. | Stainless Steel K-Files K-®aiinm 3 HepKaBilO40i CTall py4YHI
(#06, 08, 10, 15, 20, 25, 30, 35, 40, 15-40, (#06, 08, 10, 15, 20, 25, 30, 35, 40, 15-40, 45,
45, 50, 55, 60, 70, 80, 45-80) 50, 55, 60, 70, 80, 45-80)
7. | Stainless Steel H-Files H-®aiinu 3 HepXkaBit04Oi CTaN PyUHI
(#06, 08, 10, 15, 20, 25, 30, 35, 40, 15-40, (#06, 08, 10, 15, 20, 25, 30, 35, 40, 15-40, 45,
45,50, 55, 60, 70, 80, 45-80) 50, 55, 60, 70, 80, 45-80)
8. | Stainless Steel Reamers PuMepH 3 HepkaBir04oi CTaji py4Hi
(#06, 08, 10, 15, 20, 25, 30, 35, 40, 15-40, (#06, 08, 10, 15, 20, 25, 30, 35, 40, 15-40, 45,
45, 50, 55, 60, 70, 80, 45-80) 50, 55, 60, 70, 80, 45-80)
9. | Stainless Steel Finger Pluggers - [Inarepu 3 HEPXKABIFOYOI CTANI PyUHI
(#15, 20, 25, 30, 35, 40, 15-40) (#15, 20, 25, 30, 35, 40, 15-40)
10. | Stainless Steel Finger Spreaders Cnipeziepu 3 HEPXKaBilOUOi CTaJI Py4dHI

TonoBuuil BUKOHABYHH AUPEKTOP/

CEO

ITocaoa
Position

.&%ﬁ

euam

ﬁs

#y

dnucbr

%amp Nignatu Q/
& .

Quanzhang Shi
&WV@NU S 7_5%
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§& perfect®

SHENZHEN PERFECT MEDICAL INSTRUMENTS CO., LTD
ADD: 1F. Bidg. C, No.3, Jixia Zachekeng Industrial Zone,

Nanwan St., Longgang Dist., Shenzhen, China

act.com

JTOJATOK 10 JEKJIAPAIII ITPO BUTHOBIIHICTD Ne 1-25.10.2022 (Pen. 01)
meauuHuX BUpo6iB BumMoram TexHiuHOro perjaMeHTy

ANNEX TO DECLARATION OF CONFORMITY Ne 1-25.10.2022 (Rev. 01)
of medical devices to the requirements of Technical regulation

Ne Hassa MeaAH4HOro BUPOOY AHIJIHCHKOI0 MOBOIO / Hassa MeAH4HOro BHPOOY YKPATHCHKOI0 MOBOIO /
Name of the medical device in English language Name of the medical device in Ukrainian language

(#15, 20, 25, 30, 35, 40, 15-40, 45-80) (#15, 20, 25, 30, 35, 40, 15-40, 45-80)

11. | Stainless Steel C Files C ®aiinu 3 HEPXKABIKOYOI CTaJT PyUHi
(#06, 08, 10, 15, 20, 8-15) (#06, 08, 10, 15, 20, 8-15)

12. | Stainless Steel K-FLEX Files K-FLEX ®aiinu 3 HepXaBito4oi cTa py4Hi
(#15, 20, 25, 30, 35, 40, 15-40) (#15, 20, 25, 30, 35, 40, 15-40)

13. | NITI MTF Hand NITI MTF ®aiinu pyuHi
(V0, V1, V2, T1, T2, T3, VO0-T3) (VO, V1, V2, T1, T2, T3, VO0-T3)

IHCTPYMEHTH CTOMATOJIOTiYHi POTOPHI
Dental Rotary Instruments

Knac IIa Class Ila

Ne Ha3sa MeauIHOro BHPOOY AHIIIHCHKO0I0 MOBOIO / Ha3sa mMequaHOro BHpody yKpaiHChK0I0 MOBOIO /
Name of the medical device in English language Name of the medical device in Ukrainian language
14. | NITI MTF NITI MTF ®aiinu MauiHHi
(VO, V1, V2, T1, T2, T3, T4, T5, VO0-T3) (VO, V1, V2, T1, T2, T3, T4, T5, VO0-T3)
15. | TG-6 TG-6 aiiny MaIHHHI
(V0, V1, V2, T1, T2, T3, VO-T3) (VO, V1, V2, T1, T2, T3, VO0-T3)
16. | MG3 MG3 ®Paiinu MalMHHI
(Starter, P1, P2, G1, G2, G3) (Starter, P1, P2, G1, G2, G3)
17. | MG3 Blue MG3 Blue ®aiinu MalnyHHI
(SV, PX, G1, G2, G3) (SV, PX, G1, G2, G3)
18. | T-Flex T-Flex ®aiinu MamuHHI
(#20/.10, 15/.03, 20/.04, 25/.04, 25/.06) (#20/.10, 15/.03, 20/.04, 25/.04, 25/.06)
19. | T-Pro T-Pro ®aiinu MaliHHI
(ST, PG, E1, E2, E3, E4) (ST, PG, E1, E2, E3, E4)
20. | MT Files MT ®aiinu MauMHHI
(10/04, 15/05, 20/06, 25/06, 25/07, 30/05, (10/04, 15/05, 20/06, 25/06, 25/07, 30/05,
30/06, 35/04, 35/06, 40/04, 40/06, 45/04, 30/06, 35/04, 35/06, 40/04, 40/06, 45/04,
50/04, 60/04) 50/04, 60/04)

TonoBHMIT BUKOHABYHMI AHPEKTOP/

CEO
ITocaoa

Position

Quanzhang Shi
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Full name
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§& perfect®

SHENZHEN PERFECT MEDICAL INSTRUMENTS CO., LTD
ADD: 1F, Bidg. C. No.3, Jixia Zachekeng Industrial Zone,
Nanwan St., Longgang Dist., Shenzhen, China
TEL: +86
Fax:+86-7556-285

JIOJIATOK 10 JEKJIAPAIII ITPO BIINOBITHICTD Ne 1-25.10.2022 (Pexn. 01)
MeIuYHUX BUPoGiB BuMoraM TexHiuHOro perjiamenrty

ANNEX TO DECLARATION OF CONFORMITY Ne 1-25.10.2022 (Rev. 01)
of medical devices to the requirements of Technical regulation

Ne Ha3zpa MeqHUHOro BHPOGY AHITIHCHKOI0 MOBOIO / Ha3sa meaquuHOro BUpody yKpaiHCbKOK0 MOBOI /
Name of the medical device in English language Name of the medical device in Ukrainian language
21. | ET File ET ®aiinu MammHHI
(#13,16, 19, 13-19) (#13,16, 19, 13-19)
22. | EXFile EX ®daiinu MalumuHHI
(#15, 20, 25, 30, 35, 40, 15-40) (#15, 20, 25, 30, 35, 40, 15-40)
23. | Kiddo Files Kiddo Files ®aiinu MamiHHI
(#15, 20, 25, 30, 25/.06, 30/.06) (#15, 20, 25, 30, 25/.06, 30/.06)
24. | TH6 Files TH6 Files ®aiinu MatmHH1
(VO, V1, V2, T1, T2, T3) (VO,V1,V2, T, T2, T3)
25. | MTF Plus (X1, X2. X3) MTF Plus ®aiimm mammani (X1, X2. X3)
26. | PX One Files (#16) PX One Files ®aiinu maimnHi (#16)
27. | Mono Files (#25) Mono Files ®aiinu maimzHi (#25)
28. | Mono 2 Files (M1, M2) Mono 2 Files ®aiinm mammnasi (M1, M2)
29. | V Blue Files V Blue Files ®aiinu MamuHHi
(15/.04, 15/.06, 20/.04, 20/.06, 25/.04, (15/.04, 15/.06, 20/.04, 20/.06, 25/.04, 25/.06,
25/.06, 30/.04, 30/.06, 35/.04, 35/.06, 40/.04, | 30/.04, 30/.06, 35/.04, 35/.06, 40/.04, 40/.06,
40/.06, 45/.04, 45/.06, 50/.04, 50/.06) 45/.04,45/.06, 50/.04, 50/.06)
30. | DH Files DH Files @aiinu mammnni (#15, 20, 25, 30,
(#15, 20, 25, 30, 35, 40, 15-40) 35, 40, 15-40)
31. | DK Files DK Files ®aiinm MaimuHHI
(#15, 20, 25, 30, 35, 40, 15-40) (#15, 20, 25, 30, 35, 40, 15-40)
32. | S-Blue (B0, B1, B2, B3) S-Blue ®aiinn mammnni (B0, B1, B2, B3)
33. | S-Blue II S-Blue II ®aiin MammHHI
(B0, PX-B, B1, B2) (B0, PX-B, B1, B2)
34. | S-Black (B0, B1, B2, B3) S-Black ®aiimu mammani (B0, B1, B2, B3)
35. | RT Files RT Files ®aiinu malunHHi
(D1, D2, D3) (D1, D2, D3)
36. | Endostep Endostep ®aitnu MammHHI
(#15, 20, 25, 30, 35, 40) (#15, 20, 25, 30, 35, 40)

T'0,10BHHIT BUKOHABYHI TUPEKTOP/
CEO

Ilocaoa

Position

Quanzhang Shi

e Coorshory S0 885

Full name
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SHENZHEN PERFECT MEDICAL INSTRUMENTS CO., LTD
ADD: 1F. Bidg. C. No.3, Jixia Zachekeng Industrial Zone,

-
f t ,\f@ szwar‘ St., Longgang Dist. . Shenzhen, China
B perfec e
540953

Fxx ﬁ()/
http//www.dental-perfect.com

JIOJATOK 0 JAEKJIAPAIIII ITPO BINOBTHICTD Ne 1-25.10.2022 (Pen. 01)
Meau4HuX BHPOOiB BUMoram TexHiuHOro perjamMeHTy

ANNEX TO DECLARATION OF CONFORMITY Ne 1-25.10.2022 (Rev. 01)
of medical devices to the requirements of Technical regulation

IHCTPYMEHTH CTMATOJIOTIYHI PEHIPOKHI
Reciprocating Instruments

Knac Il a Class Ila

Ne Ha3sa meanuHoro Bupofy AHIIIICHKOI0 MOBOIO / Ha3sa MeaAH4HOr0 BHPOOY YKPATHCHKOI0 MOBOI) /
Name of the medical device in English language Name of the medical device in Ukrainian language

37. | TF3 Files (#20, 25, 40) TF3 ®aiinu (#20, 25, 40)

38. | TF4 Files (#20, 25, 35, 45) TF4 ®aiinu (#20, 25, 35, 45)

39. | RC Files (R25, R40, R50) RC Files ®aiinu (R25, R40, R50)

40. | PX Wave Files PX Wave ®aiinu

THCTpYMEHTH CTOMATOJIOTI4HI €HI0IOHTHYHI /LIl KOPEHEBOI0 KaHAIY
Dental Endodontic Root Canal Instruments

Knac Il a Class Ila

Ne HasBa MeaH4HOro BUPOOY AHIIiHCHKOI0 MOBOIO / Hasea meaqu4Horo BHpo0y yKpaiHCHKOI0 MOBOIO /
Name of the medical device in English language Name of the medical device in Ukrainian language

41. | U-Files (#15, 20, 25, 30, 35, 40, 15-40) U-®aiiimm (#15, 20, 25, 30, 35, 40, 15-40)

42. | Paste Carriers (#20, 25, 30, 35, 40, 25-40) Paste Carriers KananonanosHoBayi 1ist
KyTOBOTO HAKOHEUHHMKa MatuuHi (#20, 25,
30, 35, 40, 25-40)

43. | Gates Drills (#1, 2, 3, 4, 5, 6, 1-6) Gates Drills Cepuia 11t KOPEHEBOI0 KaHally
A7 KyTOBOIO HAKOHEYHHKA MatvHHi (#1, 2,
3,4,5,6,1-6)

44. | Peeso Reamers (#1,2,3,4,5,6, 1-6) Peeso Reamers Jlpunb00pH 118 KOPEHEBOIO
KaHaJy [UIs KyTOBOTO HAKOHEYHHKA MALIMHHI
(#1,2,3,4,5,6, 1-6)

45. | File Holder Bokc opranaiizep ans gaiinis

46. | Probend BumiproBay JOBXHHE (ailniB

47. | Barbed Broaches (000. 001. 002. 003. 004. | Barbed Broaches nynsnoekcrpaxropu (000.

005. 006) 001. 002. 003. 004. 005. 006)

T'o10BHMIT BUKOHABYHH AHPEKTOP/ Z : Quanzhang Shi
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JMOJATOK 10 JEKJIAPAIII PO BIAMIOBIIHICTD Ne 1-25.10.2022 (Pen. 01)
MeIHYHHX BHPOGiB BUMoram TexHiuHOro perjamenry

ANNEX TO DECLARATION OF CONFORMITY Ne 1-25.10.2022 (Rev. 01)
of medical devices to the requirements of Technical regulation

EnxononTHYHHI MaTepiaua
Endodontics Material

Knac Il a Class Ila

Ne Ha3sa meauuHOro BUpody aHriiicbK0I0 MOBOIO / Hassa meu4HOro BHpo0y yKpaiHCHKOI0 MOBOIO /
Name of the medical device in English language Name of the medical device in Ukrainian language

48. | Gutta Percha Points CC or LM (# 15. 20. 25, | llItu¢tu cromaronoriuui ryranepuesi CC
30, 35, 40, 15-40, 45-80) aboLM (# 15. 20. 25, 30, 35, 40, 15-40, 45-80)!

49. | Gutta Percha Points (Protaper) Color Code [Ty CTOMATONOTIYHI ryTaniepyeBl
(F1, F2. F3. F4. F5. F1-F3) (Protaper) Color Code (F1, F2. F3. F4. F5.

F1-F3)

50. | Gutta Percha Points (Protaper next) Color [IITrdTH CTOMATONIOTIYHI IyTanepyesi

Code (X1, X2, X3, X4, X5) (Protaper next) Color Code (X1, X2, X3, X4,
X5)

51. | Gutta Percha Points (wave one Gold) Color | IIITidTi cTomaTonoriuni ryramnepyesi (wave

Code (20/07. 25/07. 35/07. 45/05) one Gold) Color Code (20/07. 25/07. 35/07.
45/05)

52. | Gutta Percha Points (Vial) (#15. 20, 25,30, | [Itudtu cromatomnoriyni ryranepuesi (Vial)
35, 40(.02), 15-40(.02), 45-80(.02), 15- (#15. 20, 25, 30, 35, 40(.02), 15-40(.02), 45-
40(.04), 15-40(.06) 80(.02), 15-40(.04), 15-40(.06)

53. | Absorbent Paper Points CC or LM (#15. 20, | [IItudtr cTomMaTon0riuHi Naneposi
25, 30, 35, 40(.02), 15-40(.02), 45-80(.02), abcopbyroui CC a6o LM (#15. 20, 25, 30, 35,
15-40(.04), 15-40(.06) 40(.02), 15-40(.02), 45-80(.02), 15-40(.04),

15-40(.06)
54. | Gutta Percha Points (Cardboard) (#15. 20, [ITrdTH CTOMATONIOTI4HI ryTanep4eni

25, 30, 35, 40(.02), 15-40(.02), 45-80(.02),
15-40(.04), 15-40(.06)

(Cardboard) (#15. 20, 25, 30, 35, 40(.02),
15-40(.02), 45-80(.02), 15-40(.04), 15-
40(.06)

Bopu cromaroJoriyni
Dental Burs

KnacIl a Class [la

Ne

Ha3ssa Meau4uHoro Bupofy aHrjaiiicbKow MoBOIO /
Name of the medical device in English language

Ha3sa meau4uHoro Bupody yKpaiHCbKO0I0 MOBOIO /
Name of the medical device in Ukrainian language

T'os10BHMIT BUKOHABUMIT AUpeKTOP/

CEO
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JOJATOK 10 JEKJIAPAIII ITPO BINOBIIHICTD Ne 1-25.10.2022 (Pen. 01)
MeauuHux BUpo6iB BumMoraM TexHiuHOro perjaMeHTy

ANNEX TO DECLARATION OF CONFORMITY Ne 1-25.10.2022 (Rev. 01)
of medical devices to the requirements of Technical regulation

Ne Ha3zga MeaH4HOro BUPOOY AHIIIHCHKOI0 MOBOIO / Ha3Ba MeAHYHOTO BUPOOY YKPATHCHKOI0 MOBOIO /
Name of the medical device in English language Name of the medical device in Ukrainian language

55. | Carbide Burs (FG, RA, HP) Bopu kapbiani (FG, RA, HP)

56. | Diamond Burs Bopu anMasHi

57. | Finishing Burs Bopu ¢iHimHI

MoTopu eHI0AOHTHYHI
Endo Motors

Knac Il a Class Ila

Ne Ha3Ba MeAHYIHOTO BHPOOY AHIIHCHKOI0 MOBOIO / Hassa Meau4HOTo BHPOOY YKPAIHCHKOI0 MOBOIO /
Name of the medical device in English language Name of the medical device in Ukrainian language
58. | Endo Motor ZR Touch New Generation ZR Touch New Generation MOTOp
CHIOOHTHYHHUI 0e3NpOBIHMH
59. | Endo Motor ZR Rap ZR Rap MOTOP €H/I0IOHTUYHUH
6e3nmpoBiaHUI
60. | Endo Motor MR Auto Motor MR Auto Motor MOTOp EHIOJOHTHYHHIA

TIPOB1AHUIA

CucTeMHI KOMIIOHEHTH Ta JI0NOMIXKHI 32C00H IS MOTOPIB €HI0JOHTHYHHX
System components and accessories for Endo Motors

KnacIla ClassIla

Ne Hassa Mequ4HOro BHpoOy aHINIHCHKOI0 MOBOIO / Hasea MeAHUHOTO BHPOOY YKPATHCHKOK MOBOIO /
Name of the medical device in English language Name of the medical device in Ukrainian language

61. | ZR Touch New Generation Base Baza-niacraska ains ZR Touch New
Generation

62. | ZR Touch New Generation Contra Angle Haxkoneunuk uis ZR Touch New Generation

63. | ZR Touch New Generation Motor Motop-pyuka s ZR Touch New Generation

Handpiece

64. | ZR Touch New Generation Adapter Ananrrep uist ZR Touch New Generation

65. | ZR Touch New Generation Oil Injectors Enement xusnenns s ZR Touch New
Generation

66. | ZR Rap Base Basa-nizncraska wis ZR Rap

T'on0BHUIT BUKOHABYHIT AHPEKTOD/

CEO
TTocaoa I'E
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JTOAATOK 10 JEKJIAPAIIIL PO BUIMOBIIHICTD Ne 1-25.10.2022 (Pex. 01)
MeIuYHUX BHPOOiB BUMoraM TexHi4HOro perjnamMenrty

ANNEX TO DECLARATION OF CONFORMITY Ne 1-25.10.2022 (Rev. 01)
of medical devices to the requirements of Technical regulation

Ne Hazpa Megu4HOro BUpPOOY AHIIiHCHKOI0 MOBOIO /
Name of the medical device in English language

Hassa MequuHOro BUPoGy yKpaiHCHKOI0 MOBOIO /
Name of the medical device in Ukrainian language

67. | ZR Rap Contra Angle

Hakoneunuk ans ZR Rap

68. | ZR Rap Motor Handpiece

Motop-pyuka 1 ZR Rap

69. | ZR Rap Adapter

Ananrep ast ZR Rap

70. | ZR Rap Oil Injectors

Enemenrt sxuBnenns s ZR Rap

71. | MR Auto Motor Main Unit

OcnoBHuii 6510k 111 MR Auto Motor

72. | MR Auto Motor Handheld micro-motor

Mixkpo-motop st MR Auto Motor

73. | MR Auto Motor 1:1 Motor headpiece

Hakoneunuk 1:1 qs MR Auto Motor

74. | MR Auto Motor Adapter Apantep anst MR Auto Motor
75. | MR Auto Motor Measuring wire, File Tpumau daiinis, nyn Ta 3aryOHuK 1is
holder, Contrary Electrode amneKcJIoKaTopa

76. | MR Auto Motor Silicone holder

Cunikonosa niacraska it MR Auto Motor

Jlata nepuioro Buaanns: 25.10.2022
Date of first issue:

Jlara ocranaboro neperasiny: 25.10.2022
Date of last revision:

JlaTa 3akiH4yeHHst CTPOKy Aii: 26.05.2024
Date of expiry:

To/10BHHIT BUKOHABUHI THPEKTOP/
CEO

Ilocaoa

Position

Micue ckaananns: I'yanays, Karai
Place of issuance: ~ Guangdong, P. R. China

Penaxuis Ne: Pen. 01
Revision Ne:  Rev. 01
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