AEKJIAPALIA ITPO BIAITOBIAHICTD Ne 001-24

MeIMYHIX BUPOOIB PO BIANOBIAHICTE BUMOraM TeXHIYHOTO periaMeHTy 00 MEIUYHUX BHPOOiB,
AKUH 3aTBepKeHUH moctanosoto Kabinery MinicrpiB Ykpainu Bix 02 sxoBTHs 2013 p. Ne 753

DECLARATION OF CONFORMITY NO. 001-24

of the medical devices of conformity to the requirements of Technical regulation on medical devices
approved by the Decree of the Cabinet of Ministers of Ukraine on 02 October, 2013 under No. 753

Bupotuuk: | I3ancy 0w Menikn Iksinment enn Cynnnaii Ko. Jita
Manufacturer: | Jiangsu Yuyue Medical Equipment & Supply Co., Ltd.
Anpeca: | IOubaH Ingactpian ITapk, 212300, micto [laubaH, nposinuis Lizsaucy, KHP
Address: | Yunyang Industrial Park, 212300, Danyang City, Jiangsu Province, People's Republic

of China

Bupo6unya ginsinka:

Fuacility:

Nel Baiimen Poan Hesenonment 3oHe, Hanban 212300, I3aucy, KHP

No. 1 Baisheng Road Development Zone, Danyang 212300, Jiangsu, People's Republic of
China

MeauuHi BUpoOu:

Medical devices:

BincmokTyBaui Meanusi, KoHuenTpatopu kucHesi, Inranaropu, Tepmomerpu
iH(pauepBoHi — nepenik Mmoaeneii srigHo Joaarky 1 niei pexnapauii

Medical suction apparatus, Oxygen concentrators, Nebulizers, Infrared thermometers —
the list of models according to Annex 1 of this declaration

Knacugikauisa meguunux Bupodis:

Medical devices classification:

iiac 1la, sriaso Joparky 2 TexHi4HOrO periaMeHTy o0 MEIHUHUX BUPOGiB

class Ila, according to Annex 2 of the Technical Regulations on Medical Devices

Mu 3asiB/IsIEMO, 110 BHIIEBKAa3aHi MeAH4YHi BHpoOH BiANOBiAalOTL BHMOram
TexuiuHoro perjaMeHTy MeAH4YHHX BHPOGiB, 3aTBepa:KkeHoro noctanosorw KMY Bin 2 :xosTHs 2013 p. Ne 753,
(Momatok Ne 6: 3abe3mneuerHs pyHKUIOHYBaHHA CHCTEMH YIPABIiHHA AKICTIO M1ijl Yac BUpOOHHUIITEA)
TexHiuHa JOKYMeHTALlisl HA MeAHYHI BMpoOH po3polJieHa Ta BIPOBAIKEHA.

We declare that the above medical devices compliance of the applicable requirements of the
Technical Regulations on Medical Devices approved by the Cabinet of Ministers of October 2, 2013 Ne 753,

(Annex VI: Production Quality Assurance)

The technical documentations for medical devices are developed and implemented

Meauuni BHpoGH MapKYIOTbCH
3HAKOM BiANOBiAHOCTI:

Medical devices are marked with the
mark of conformity:

\J

UA.TR.137

Ceprudikarta BiagnoBiaHoOCTI:

Ne R6M 156 208 B2, Jlata Bugaui: 25.06.2024 / Yunuuii no: 01.10.2028
Bunannii: TOB «Vkpaincekuii [HeturyT CTangaprisy»

Certificate of conformity:

Ne R6M 156 208 B2, Date of issue: 25.06.2024 / Valid until: 01.10.2028
Issued: LLC «Ukrainian Standards Institutiony

YNoBHOBaMKEHHIT NPeACTABHHK B
Ykpaiui, agpeca, Tesedon:

Tosapucteo 3 o6Mexenolo BianosigansricTio TOB "BIOMEJ JIT"
04073, npoB. Kypeniscbkuii, 15-A, M. Kuis, odic 1

Authorized representative in Ukraine,

Ten.: +38-044-422-55-66, E-mail: info@biomed.ua

address, phone: (3a mopyvennsm Jiangsu Yuyue Medical Equipment & Supply Co., Ltd.)
Bepcis:
01
Version:

Micue Ta gjaTa BHjadi:

Place and date of issue:

Kuig, 25.06.2024

Yuuua go:

Valid until:

01.10.2028

[pizBue, iM’a, nianuc, nocaja
YNOBHOBAKEHOTO NPeICTABHHKA
BHpoOHNKA B YKpaiHi, neuaTka:

Hetpeba aupexrop TOB "BIOMEJ JITA"

Surname, first name, signature, position
of the authorized representative of the
manufacturer in Ukraine, seal:




Honarox 1 no JAexaapauii npo Bianosianicrn

meaugHux Bupo0iB Ne 001-24 Bix 25.06.2024 p.

Annex 1 to the Declaration of Conformity
of medical devices No. 001-24 dated 25.06.2024

No Ha3sga Bupo0y ykpainceko10 MoBoio /
Device name in Ukrainian

Ha3ga BupoOy anr.ilicbko10 MoBoxo /
Device name in English

Meauyni BUpoOH NOTEHIIHHOI0 PU3HKY 3acTocyBaHHs kiaacy Ila /
Medical devices with potential risk of application - class 11a

Bincmokryay meguunauii "BIOME]T" 7E-A

Medical suction apparatus "BIOMED" 7E-A

BincmokTysau meauunuii "BIOME]T" 7E-B

Medical suction apparatus "BIOMED" 7E-B

BincmokTtyBau Meguunuii "BIOME]]" 7E-C

Medical suction apparatus "BIOMED" 7E-C

Bincmoxtysay mennunuii "BIOME/" 7E-D

Medical suction apparatus "BIOMED" 7E-D

Bincmokrysay meauunuii "BIOME]J" 7E-HI

Medical suction apparatus "BIOMED" 7E-H1

Bincmoxtysad Menuunuii "BIOME]T" 7E-G1

Medical suction apparatus "BIOMED" 7E-G1

Bincmokryeau meauunuii "BIOMEJT" 7TA-23 A

Medical suction apparatus "BIOMED" 7A-23A

Bigcmoktyeayu meauunuii "BIOME" 7A-23B

Medical suction apparatus "BIOMED" 7A-23B

P Ee O L o | B [ 10 =

BincmokTyBay meauunauii "BIOME]T" 7A-23D

Medical suction apparatus "BIOMED" 7A-23D

10. | Bincmokrysau meauanuii "BIOME" 7C

Medical suction apparatus "BIOMED" 7C

11. | Binemokrysau meanynnii "BIOMEJ" 7D

Medical suction apparatus "BIOMED" 7D

12. | KoHueHtparop kucHesuii "BIOME]T" 7F-1

Oxygen concentrator "BIOMED" 7F-1

13. | KonueHnrparop kucHesuii "BIOME/" 7F-1A

Oxygen concentrator "BIOMED" 7F-1A

14. | Konuenrparop kucHesuii "BIOMEJ" 7F-3

Oxygen concentrator "BIOMED" 7F-3

15. | Konuentpartop kucuesuii "BIOME]" 7F-3M

Oxygen concentrator "BIOMED" 7F-3M

16. | Konuentparop kuctesuii "BIOME]T" 7F-3N

Oxygen concentrator "BIOMED" 7F-3N

17. | Konuenrparop kucuesuii "BIOME]JT" 7F-5

Oxygen concentrator "BIOMED" 7F-5

18. | Konuenrparop kucHepuii "BIOMEI" 7F-8

OX}_Jgen concentrator "BIOMED" 7F-8

19. | Konuentparop kucHesnii "BIOME]JT" 7F-10

Oxygen concentrator "BIOMED" 7F-10

20. | luranarop "BIOME" 403A

Nebulizer "BIOMED" 403 A

21. | Inransrop "BIOMEN" 403 Al

Nebulizer "BIOMED" 403 Al

22. | Inransarop "BIOMEJ" 403B

Nebulizer "BIOMED" 403B

23. | Inranarop "BIOMEJ" 403C

Nebulizer "BIOMED" 403C

24. | Taranarop "BIOMEN" 403D

Nebulizer "BIOMED" 403D

25. | Inranarop "BIOMEJT" 403E

Nebulizer "BIOMED" 403E

26. Inransatop "BIOMEJ" 403H

Nebulizer "BIOMED" 403H

27. | luranatop "BIOME" 403K

Nebulizer "BIOMED" 403K

28. Iaranatop "BIOMEJL" 403 M

Nebulizer "BIOMED" 403M

29. | Inranarop "BIOME" 403T

Nebulizer "BIOMED" 403T

30. | Inranstop "BIOMEJ" 402A

Nebulizer "BIOMED" 402A

31. | Iuranatop "BIOME/T" 402B

Nebulizer "BIOMED" 402B

32. | Tepmomertp indpauepsonnii "BIOMEJ" YT-1

Infrared thermometer "BIOMED" YT-1

33. | Tepmomerp indpauepponuii "BIOMEJ" YT-1A

Infrared thermometer "BIOMED" YT-1A

34. | Tepmomerp inppauepponnii "BIOME" YT-1B

Infrared thermometer "BIOMED" YT-1B

35. | Tepmomerp indpauepsonnii "BIOMEN" YT-1C

Infrared thermometer "BIOMED" YT-1C

Jarta Bupayi: = 25,06.2024

Date of issue:

[Mpizeuiue, im’s1, mignmuc, nocaga
YIOBHOBAKEHOI0 NpecTaBHHKA
BUpoOHHKA B YKpaiHi, meuyaTka:

Surname, first name, signature, position
of the authorized representative of the
manufacturer in Ukraine, seal:

Hetpeda OuieH

aupextop TOB "BIOMEJ JITA"




