AEKJIAPALIS ITPO BIAMMOBIAHICTB Ne 046-23

MEIMYHUX BUPOOIB PO BiAMOBiAHICTE BUMOraM TeXHIYHOro pernaMeHTy o0 MeJHYHHX BUpOOiB,
AKHH 3aTBep/UKeHMI TocTaHoBoro Kabinety Minictpis Yipainu Big 02 sxoeTHs 2013 p. Ne 753

DECLARATION OF CONFORMITY NO. 046-23

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

Bupo6uuxk: | JIOH[®IAH CAWTEK KO., JIT]]
Manufacturer: | LONGFIAN SCITECH CO., LTD
Bunpinr Bi5, Keuyanr Bpany, Hawinen IOnisepciti Caiienc Iapk,
Appeca: | Ne 666 Jlikcinr Ctpit, Baogin, 071000, KHP
Address: | Buliding BS, Kechuang Branch, National University Science Park,

No.666 Lixing Street, Baoding, 071000, P.R.China

Meanuni Bupotu:

Medical devices:

KoHuenrpatopu kucHeBi — nepesnik Moaeneii srigso Hopatky 1 uiei aexnapauii

Oxygen Concentrators — the list of models according to Annex 1 of this declaration

Kaacndikanis Megnuaux Bupo6is:

Medical devices classification:

knac Ila, srigno opaTky 2 TeXHIUHOro periaMeHTy WoA0 MEAHYHHX BHPOGiE

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

Mu 3asBJ/1sI€EMO, 110 BHIIEBKA3AHI MeAHYHi BUP0OOH BiANOBIiAAI0TE BUMOram
Texniunoro pernameHTy MeIHUHHX BUPOGIB, 3aTBepaKeHoro nocranosoio KMY Bix 2 osths 2013 p. Ne 753,
([lonaTok Ne 6: 3abe3neueHHs (yHKUIOHYBaHHSA CHCTEMH YNIPABNIHHSA AKICTIO Mijl Yac BUPOGHHULITEA)
Texniuna T0KyMeHTALlA Ha MeaUYHi BHpoGH po3poGJieHa TA BIPOBA/IKeHA.

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 N 753,

(Annex VI: Production Quality Assurance)

The technical documentations for medical devices are developed and implemented

MeauuHi BUpoOH MapKYKThCS
3HAKOM BiANOBiTHOCTI:

Medical devices are marked with the
mark of conformity:

UA.TR.137

Ceprudikara BianosigHocTi:

Ne R6M 156 193 B2
Hara Bupayi: 30.12.2024 / Yunnuii go: 13.09.2028
Bunanuii: TOB «Ykpaiuceknii InctutyT CTanmapris»

Certificate of conformity:

Ne R6M 156 193 B2
Date of issue: 30.12.2024 / Valid until: 13.09.2028
Issued: LLC «Ukrainian Standards Institution»

YnosHoBaxeHHH NnpeacTaBHHK B
YkpaiHi, agpeca, Tenedon:

Toeapucteo 3 obMexkeHow0 Bianoeiganexictro TOB "BIOME JITO"
04073, npoe. Kypeniecekuii, 15-A, M. Kuig, odic 1

Authorized representative in Ukraine,
address, phone:

Tell.: +38-044-422-55-66, E-mail: info@biomed.ua
(3a gopyuennam LONGFIAN SCITECH CO., LTD Big 23.10.2024 p.)

Bepcisn:

Version:

02

Micue Ta nara Buaaui:

Place and date of issue:

Kuis, 30.12.2024

YUunnHa no:

13.09.2028

Valid until:

[IpisBuie, im’s, nianue, nocana
YNOBHOBAMKEHOI'0 NpeJcTABHHKA
BUpPOOHHKA B YKpaiHi, neyarKa;

Herpe6a Ouner aupextop TOB "BIOME/L JITA"

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




Homatoxk 1 no Jexaapauii mpo BignmoBigHicTh
Meau4Hux BUpoOiB Ne 046-23 Bix 30.12.2024 p.
Annex 1 to the Declaration of Conformity
of medical devices No. 046-23 dated 30.12.2024

Ne Hasga BHpoGy ykpaiHCbKOI0 MOBOIO / Ha3zBa BupoGy anraiiicbkor MoBolo /
Device name in Ukrainian Device name in English
Meau4uni Bupo6n norenuiiinoro pusuky 3acrocyBanus kiaacy Ila /
Medical devices with potential risk of application - class 11a

L. Konuenrparop kucHesuii “BIOME]T” Oxygen concentrator "BIOMED"
JAY-1 JAY-1

2. | Konuentparop kucueswuii “BIOME]T” Oxygen concentrator "BIOMED"
JAY-1B JAY-1B

3. | Konuenrparop kucueswuii “BIOME]T” Oxygen concentrator "BIOMED"
JAY-2 JAY-2

4. | Konuenrparop kucuesuii “BIOME]T” Oxygen concentrator "BIOMED"
JAY-3AW JAY-3AW

5. | Konuenrparop kucueruii “BIOME]]” Oxygen concentrator "BIOMED"
JAY-3EP JAY-3EP

6. Konuenrparop kucueruit “bIOME]I” Oxygen concentrator "BIOMED"
JAY-3EW JAY-3EW

7. | Konuenrparop kucHernit “BIOMEJL” Oxygen concentrator "BIOMED"
JAY-5 JAY-5

8. | Konuenrparop kucuesuit “BIOME]]” Oxygen concentrator "BIOMED"
JAY-5AW JAY-5AW

9. | KoHuenrparop kucHeBuit “BIOME]]” Oxygen concentrator "BIOMED"
JAY-5BW JAY-5BW

10. | Konuenrparop kucHesuit “56IOME]T” Oxygen concentrator "BIOMED"
JAY-8 JAY-8

I'l. | Konuenrparop kucHeruii “BIOME]I” Oxygen concentrator "BIOMED"
JAY-10 JAY-10

12. | Konuenrparop kucueenit “BIOME]T” Oxygen concentrator "BIOMED"
JAY-10BW JAY-10BW

13. | Konuenrparop kucHesuii “BIOME]” Oxygen concentrator "BIOMED"
JAY- 1000P JAY-1000P

14. | Konuenrparop kucHesuit “BIOME]T” Oxygen concentrator "BIOMED"
JAY-10 (4.0) JAY-10 (4.0)

15. | Konuenrparop kucneruii “BIOME]” Oxygen concentrator "BIOMED"
JAY-10-30 (4.0) JAY-10-30 (4.0)

16. | Konuenrpatop kucuesuii “BIOME]T” Oxygen concentrator "BIOMED"
JAY-10-50 (4.0) JAY-10-50 (4.0)

17. | Konuenrparop kucuesuii “BIOMEJL” Oxygen concentrator "BIOMED"
JAY-15 (4.0) JAY-15 (4.0)

18. | Konuenrparop kucueswuii “BIOME]T” Oxygen concentrator "BIOMED"
JAY-20 (4.0) JAY-20 (4.0)

Jata enaagi:  30.12.2024

Date of issue:

Ipizeume, im’sa, nianue, nocana
VIIOBHOBAMKEHOT0 NMPeIcTABHHKA
BupodHHKa B YKpaiui, neyarka:

Herpeba Ouer anpexrop TOB "BIOME/J JITA"
Surname, first name, signature, position §
of the authorized representative of the

manufacturer in Ukraine, seal:




