JEKJIAPALISA ITPO BIATNIOBIAHICTD Ne 1-25.10.2021 (Bepcis 1)
MequYHNX BUPo6iB BumMoram Texniunoro periamenTy

DECLARATION OF CONFORMITY Ne 1-25.10.2021 (Version 1)
of medical devices to the requirements of Technical regulation

YnoBHOBa:KeHHIT  NpPEICTABHHK B
YkpaiHui:
Authorized Representative in Ukraine:

IToBHe HaliMeHyBaHHSI BHPOOHHMKA Ta
floro opuaM4YHa ajapeca:

Full Name of the Manufacturer and its
legal address:

ToBapucTBO 3  00MEXKeHOKW  BiANMOBIZAJIBLHICTIO
«AEHTAYM»

B 0c00i qupexropa: Lla6iit Jliann IBaniBHn

IOpHUYHA ajpeca: ByJ. AHapist ['osoBka, O0ya. 12,

m. Kuis, 03110, Ykpaiuna.

Koa €EAPTIOY: 31806976

Tes.: +38(066)-371-84-54, +38(050) 759-87-77,
+38(063) 233-46-74
eJekTpoHHa ajapeca: lianadentaum@gmail.com

DENTAUM Ltd.

represented by director: Tsabii Liana Ivanivna

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

Code EDRPOU (National State Registry of Ukrainian
Enterprises and Organizations): 31806976

Tel.: +38(066)-371-84-54, +38(050) 759-87-77,
+38(063) 233-46-74
e-mail: lianadentaum@gmail.com

Falcon Surgical Co. (Pvt.) Ltd.,

Wazirabad Road, village Golophala, Sialkot 51310
Pakistan

Tel.: +92 523 510072 Fax: +92 523 510071

e-mail: adnanhayat.falcon@gmail.com

®anskon Copmxikia Ko. (I1sT.) JITA.,

Tpaca Bazipaban, cenume [ononxama, Ciankor 51310
[Takucran

Ten.: +92 523 510072 ®akc: +92 523 510071
enekTpoHHa ajpeca: adnanhayat.falcon@gmail. com
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AEKJIAPALLSA ITPO BIAIIOBIAHICTD Ne 1-25.10.2021 (Bepcisi 1)
MeIHYHHX BHPOGiB BUMoram Texuiunoro persamenty

DECLARATION OF CONFORMITY Ne 1-25.10.2021 (Version 1)
of medical devices to the requirements of Technical regulation

Micue BUpoOHUITBA:
Manufacturing site:

HaiimenyBanusi npoaykuii:
Product Name:

Ilepenix npoayxuii:
The list of products:

Biagnosigae Bumoram:
Complies with the requirements of:

Knacudikamin:
Classification:

IIpouexypa oninku BignmosigHocCTI:

Conformity assessment procedure:

Falcon Surgical Co. (Pvt.) Ltd.,

Wazirabad Road, village Golophala, Sialkot 51310
Pakistan

Tel.: +92 523 510072 Fax: +92 523 510071

e-mail: adnanhayat.falcon@gmail.com

@anvxon Copmxikn Ko. (I1st.) JITx.,

Tpaca Basipaban, cemume I'ononxana, Ciankor 51310
[lakucran

Ten.: +92 523 510072 ®akc: +92 523 510071
eJICKTpOHHa azpeca: adnanhayat.falcon@gmail. com

IncTrpymenTu MeanHi, Xipyprivsi ta cromarosioriani /
Medical, Surgical and Dental Instruments

Hasegennii B Jlonatky 10 Jlekumapauii  npo
Bianosignicte Ne 1-25.10.2021 (Bepcin 1) na 765
CTOpIHKAaX.

Given in Annex to Declaration of Conformity No 1-
25.10.2021 (Version 1) on 765 pages.

Texniunoro perjaMeHTy mMI00 MeIHYHHX BHUPODIB,
3aTBep/kenoro IlocranoBoro KaGinery MinicTpis
Ykpainn Bix 2 sxoBTHst 2013 poxy Ne753.

Technical regulation on medical devices, approved by
Decree of Cabinet of Ministers of Ukraine from October 2,
2013 Ne753.

srigno Jogatky 2 no TexHiunoro perjaamenty mojo
mMeanvHux BHpoOiB: Kiuac I (HecTepuibhi, 6e3 pynkuii
BUMIpPIOBaHHS).

according to Annex 2 of Technical regulation on medical
devices: Class I (non-sterile, without measuring function).

srizno logarky 8 po TexHiuHoro perjamMenTty oo
MeANYHHUX BHPOOIB «Ilopsinok 3AiHCHEeHHSI
BHYTPIIIHBOTO KOHTPOJIIO BHPOOHHITBA MEIHYHHX
BHPOOIB» (KpiM MyHKTIB 5, 6).
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AEKJIAPALISA ITPO BIAMTOBITHICTD Ne 1-25.10.2021 (Bepcis 1)
Meau41HuX BHPoGiB BuMoram TexniuHoro persiamenTy

DECLARATION OF CONFORMITY Ne 1-25.10.2021 (Version 1)
of medical devices to the requirements of Technical regulation

according to the Annex 8 of Technical regulation on
medical devices «The order of conduct the internal control
of medical devices production» (except items 3, 6).

TOB «IEHTAYM)» AEKJIApY€ BHKOHAHHS OCHOBHHX BHMOT /10 POAYK Uil 3a3Ha4YeHOT BHIIE, 3ri{HO Honarky
1 no TexuiuHoro perjamenTy mogo MeamuHHX BHPOOiB. Besi cympoBiana Texmiuma mokymentauisn 3
NiITBep/KeHHs BiANoBiAHOCTI 3Gepiraerbes Y TPHMIlleHHSIX BHPOOHHKA Ta iOro YNOBHOBAXKEHOr0
npeacraBuuka. leknapanis ckaagena mia uiikoBuTy BinoBinaabHicTh BHPOGHHUKA.

DENTAUM Ltd. hereby declares the fulfilment of essential 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 authofized representative’s
premises. This Declaration is issued under the sole responsibility of the manufacturer.

JlaTa nepmoro Bunanns: 25.10.2021 Bepcisni: 1

Date of first issue: Version:

Mata ocrannboro nepernsizy: 25.10.2021 Micue ckaapannsi: m. Knis
Date of last revision: Place of issuance: c. Kyiv

MlaTa 3akinuenns crpoky aii:  22.04.2026
Date of expiry:

Jdupekrtop ' a6ii JI.I,
Iocaoa » 115 4l
Position Yo " Full name <=~

[Tevamka, IMTionuc
Stamp, Signature

=
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