Declaration of Conformity

Ne NVG-03 Penmakuis 01
JEKJIAPAIIA ITPO BIIMOBIJTHICTH No NVG-03 Revision 01
CraHoM Ha: 25.07.2024

Effective date:

Mu, Hoysar AT,
3HAXOJIMMOCSI 32 aJPECOI0:
Cr. Tanepmtpacce 25, 9403 Tonmbrax, IBetiapis
JIEKJIapyEMO PO HACTYIIHE:

We, Nouvag AG,
located at:
St.Gallerstrasse 25, 9403 Golbach, Switzerland
herewith declare that:

MenmuaHi BHpOOH:
Medical devices

[lepenik BupoOiB:
List of products:

Bupo6Huk:
Manufacturer:

Anpeca:
Address

YIOBHOBaXXEHUN NPEACTAaBHUK B
VYxkpaiHi Ta agpeca:

Authorized  representative  in
Ukraine and address:
Knacudikamis:

Classification:

Bureskazani BUPOOHU
Bi/INIOBIIaIOTH OCHOBHUM

BUMOTaM JUIsi MEAWYHUX BHPOOIB
3T1IHO:

The above products meet the
essential  requirements  for
medical devices according to:

Opras 3 OIIHKH BiMOBIIHOCTI:
Conformity assessment body:

Nucnencep DP 30 / DP 30 LipoPlus, cucremu tpy6ok
Dispenser DP 30/ DP 30 LipoPlus, tubing systems

Ne | Katanorosuii | Haspa menuunoro BupoOy ykpaincbkoro | Hassa MEIUYHOTO BUPOOY
HOMep / MOBOIO QHTITICHKOI0 MOBOIO
REF Number | Name of medical device in Ukrainian Name of medical device in English
1. | 4180 Jucniercep DP 30 Dispenser DP30
2. | 4181 buoi (wonyw) ynpasainms js DP30 | o 4orinit DP30 LipoPlus
LipoPlus
3. | 6017 CucremMa tpy6ok s indinsTpanii 4 m | Tubing set infiltration 4 m
4. | 6022 Cucrema Tpy6ok st indinpTparii 4 m | Tubing set infiltration 4 m
5. | 6022a Cucrema Tpy6ok utst indinpTpanii 4 m | Tubing set infiltration 4 m
6. | 6022b Cucrema Tpy6ok st indinpTparii 4 m | Tubing set infiltration 4 m
7. | 6024 CucreMa Tpy6oK 3 m Tubingset3 m
Hoysar AT’
Nouvag AG

Cr. I'anepmpacce 25, 9403 Tonbnax, [Beitnapis
St.Gallerstrasse 25, 9403 Golbach, Switzerland

ToBapucTBo 3 0OMexxeHO0 BianmoBiganpHicTIO "[Ipem'ep-Menikan"
ByJ1. ['erpmana Masemnu, 13A k8. 308, 79068 m.JIbBiB, Ykpaina
Limited liability company «Premier Medical»

13A Khetmana Mazepy str., ap.308, 79068 Lviv, Ukraine

Ten./Tel: 0 800 501 242

Enexmpounna nowma/e-mail: info@premier-medical.com.ua
Inmepnem /Internet: https://www.premier-medical.com.ua/

Kunac Ila, Jomarok 2 TeXHIYHOTO PeriaMeHTy M0A0 MeANYHUX BUpoOiB, 3aTBeppkenuit [ToctanoBoro KMY
Big 02 >xoBTH: 2013 poxy Ne753

Class Ila, Annex 2 of Technical regulation on medical devices, approved by Decree of Cabinet of Ministers
of Ukraine Ne753 on October 2nd, 2013

Jonatky 1 TexHIYHOTO periaaMeHTy 100 MEAWYHUX BUPOOIB, 3aTBepmxkeHuit [ToctanoBoro KMV Bix 02
s)koBTHS 2013 poky Ne753.  3actocoBana mpoleaypa OINHKA BiamoBimHocTi 3rigHo Jlomatky 3
BUIE3raJaHOTO perjiaMeHTy: 3abe3neueHHs QYHKIIOHYBaHHS KOMIUIEKCHOI CHCTEMH YHPaBJIiHHS SKICTIO
(3a BUHATKOM MyHKTiB 8-11)

Annex 1 of Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine
MNe753 on October 2nd, 2013. Conformity assessment procedure followed: Annex 3 above mentioned
technical regulation: Full Quality Assurance System (excluding section 8-11)

TOB "Vkpaincekuii [Hetutyt Cranmapti", OyauHok 1, Bynuis OnekcanapiBebka, micto Kuis, 03062,
VYkpaina. Homep npusnauenoro oprany UA.TR.137

LLC Ukrainian Standards Institution, address: building 1, Oleksandrivska street, Kyiv, 03062, Ukraine.
Identification number of the notified body UA.TR.137

TexHiuHa JOKyMEHTAIlisl HA MEIMYHHUN BHPiO po3pobieHa Ta
BIIpOBa/DKeHa. JeKiapallisi BiAMOBITHOCTI CKJIa/IeHa Ha IMiJcTaBi
ceprudikary Bixnosigaocti Ne R3M 756 305 B1 Bix 25.07.2024 Tta mix
MOBHY BiJIIOBiabHICTh BUPOOHUKA.

Jana nexmaparis € unana g0 24.07.2029 p.

The technical documentation for the medical device has been
developed and implemented. The declaration of conformity is made
on the basis of certificate of conformity No. R3M 756 305 B1 Bixg
25.07.2024 and under the full responsibility of the manufacturer.

This declaration is valid until 24.07.2029

BianoBigansHMii 3a CKIagaHHs i
BUJIaHHS JeKJapailii BiAMOBiIHOCTI:
Responsible for compiling and

issuing the declaration of conformity:

Micue i gara BUJaHHs:
Place and date issue:
Jupexrop

Director

ToBapucTBO 3 0OMexeHO0 BiamoBigansHicTiO "[Ipem'ep-Menikan"
(YnoBHOBa)XeHHIA Mpe/ICTABHIK B YKpaiHi)
Limited liability company «Premier Medical» (Authorized representative in Ukraine)

Osepko Tapac Muxaitnosuu
Overko Taras Mykhailovych

20450281
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tel:0800501242

