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Cepmudbikam eionoeionocmi
Certificate of Conformity

Ne R6M 156 208 B2

Maancy IO Menika IkBinvenT en Cynnuaii Ko. Jlta,

Jiangsu Yuyue Medical Equipment & Supply Co., Ltd.

IOHbsn Inpactpian [Mapk, 212300, micto Hanbsn, nposinuis [3sncy, KHP
Yunyang Industrial Park, 212300, Danyang City, Jiangsu Province, People's
Republic of China

Tosapuctso 3 06Meskenolo BianoBina bHiCTIO «BIOMEJ JIT I»
Limited liability company « BIOMED LTDy

Ykpaina, 04073, m, Kuis, npos. Kypeuiscokuii, 15-A, od.1

Ukraine, 04073, Kyiv, Kurenivskyi lane, 154, office 1

BincmMokTyBaui  meamuni, Konuenrparopn kucuesi, Inraasropn,
Tepmomerpu indpauepsoni /

Medical suction apparatus, Oxygen concentrators, Nebulizers, Infrared
thermometers

Ilepenik Meanunux BupoGis 3aznauenwii y Hoxaatky 1, 1O € HEBIA’€EMHOIO HACTUHOIO
uboro Ceprudikary BianosiaHocti

The list of medical devices indicated in Annex | which is the integral parts of the Certificate of
Conformity

Texniunoro pernamenTy 1040 MEAMUYHHX BUpoOiB (3aTBepmkennii INoctaHoBoo
KMY Bin 02 soetHs 2013 poky Ne 753) — Jlomatox Ne 6: 3aGe3neyeHHs
(yHKIIOHYBaHHS CHCTEMH YIIPaBITiHHS AKICTIO Mi Yac BUPOOHHUIITBA

Technical regulation on medical devices (approved by Decrees of Cabinet of Ministers of
Ukraine Ne 753 dated October 02, 2013) — Annex VI: Production Quality Assurance)

[lepenik BMpPOGHWUMX AINBHULL 3a3HaueHuii B Honatky 2, wo € HeBix'emHo0
4acTHHOM Uboro Ceprudikary BianoBigHOCTI

List of manufacturing sites are indicated in Annex 2 which is the integral parts of the
Certificate of Conformity

TOB "¥xkpaincbkuii Incruryr Cranaapris", wmicuesnaxomkenns: GyauHok 1,
Bynuua Onekcanzpisebka, micto Kuis, 03062, VYkpaina. Homep MPHU3HAYEHOTO
oprany UA.TR.137

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

JlaTa 02.10.2023
NEPBHHHOT cepTudikauii:
Date of initial certification:

Hilicuuii no; 01.10.2028
Expiry date:

/  Haranis CTENNAHKIBCBKA
Nataliia STEPANKIVSKA

HunuicTs cepridikaty sianorinHocTi Heodxiano TIEPEBIPHTH Ha o(ilifiHoMy BeG-caiiTi

Www.usi.biz.ua a6o 3a Teneonom: +38-050- 818-7-333
The validity of the Certificare of Conformity shall be checked on the afficial website www ust.biz.ua ar by tel.: + 38-050- 818-7-333
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Jlonatok 1
Annex 1

no Ceprudpikary ianosignocrti Ne R6M 156 208 B2
to Certificate of Conformity Ne R6M 156 208 B2

Ilepesik meauuHHX BHPOOIB
List of medical devices
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Nataliia STEPANKIVSKA

Jonarok 1 aificisdi npu vassnoceri Cepridikary sianosisnocti Ne R6M 156 208 B2
Annex 1 s valtd wieh Cernficare of Conformuy No R6A 156 208 B2

Y Haf‘IMeHyBaTHH MeJIUYHOr0 BUPOOY Haﬁmeuynau.ljm MeIHYHOT0 BHPOOY Knac
N prallIICl:KOl(.l M(."DBDIO o aHI"J'llH.CbKOlO EVIOB.OIO . Class
Name of medical device in Ukrainian Name of medical device in English
i Bincmokryeau meauunuii "BIOMEN" 7E-A Medical suction apparatus "BIOMED" 7E-A Ila
2. BincmokTyeau meanunuit "BIOME" 7E-B Medical suction apparatus "BIOMED" 7E-B IIa
3. Bincmokryeau mennuHuii "BIOMEN" 7E-C Medical suction apparatus "BIOMED" 7E-C Iia
4, Bigcmokrtysau meauunnii "BIOME" 7E-D Medical suction apparatus "BIOMED" 7E-D Ila
5. Bincmoxktysau mepuunuil "BIOME]] 7E-H1 Medical suction apparatus "BIOMED" 7E-H |1 Ila
6. Bincmokryeau Mepnunuii "BIOME]] 7E-G1 Medical suction apparatus "BIOMED" 7E-G1 IIa
7 Bigemoxryeau meanunuii "BIOME" 7A-23A Medical suction apparatus "BIOMED" 7A-23A I1a
8. Bincmoktyeau meanunuii "BIOMEJ" 7TA-23B Medical suction apparatus "BIOMED" 7A-23B Ila
9. Bincmokrysau meauunuii "BIOME" TA-23D Medical suction apparatus "BIOMED" 7TA-23D [la
10. BincmokTyBau meanunnii "BIOME][" 7C Medical suction apparatus "BIOMED" 7C Ila
i A Bincmoktysau meanuHuii "BIOMEJ" 7D Medical suction apparatus "BIOMED" 7D Ila
12. Konuenrparop kucuesuii "BIOME]T" 7F-1 Oxygen concentrator "BIOMED" 7F-1 Ila
3. Konuenrparop kuchesuii "BIOME" 7F-1A Oxygen concentrator "BIOMED" 7F-1A Ila
14, Konuenrparop kucuesuii "BIOME" 7F-3 Oxygen concentrator "BIOMED" 7F-3 1la
_15_ Kouuenrparop kucuesuii "BIOMEN" 7F-3M Oxygen concentrator "BIOMED" 7F-3M I1a
16. Konuenrparop kucuesnii "BIOMEJ" 7F-3N Oxygen concentrator "BIOMED" 7F-3N I1a
157 IKonuentparop kicuesuii "BIOCME" 7F-5 Oxygen concentrator "BIOMED" 7F-5 IIa
18, Kouueurparop kucuesnii "BIOME" 7F-8 Oxygen concentrator "BIOMED" 7F-8 IIa
19, Konuenrparop kucuepnii "BIOMEJ" 7F-10 Oxygen concentrator "BIOMED" 7F-10 Ila
20. | Inranstop "BIOMEJ" 403A Nebulizer "BIOMED" 403A 1la
71, Inranatop "BIOME][" 403 Al Nebulizer "BIOMED" 403A1 Ila
i Inranarop "BIOME]L" 403B Nebulizer "BIOMED" 403B IIa
23, Iuransrop "BIOME/L" 403C Nebulizer "BIOMED" 403C Ia
24, Iuranatop "BIOME]L" 403D Nebulizer "BIOMED" 403D IIa
| 25, Inranatop "BIOME]JL" 403 Nebulizer "BIOMED" 403E 11a
26. luransrop "BIOME][" 403H Nebulizer "BIOMED" 403H Ila
27 Turansitop "BIOMEJT" 403K Nebulizer "BIOMED" 403K 1la
298 luranstop "BIOME[" 403M Nebulizer "BIOMED" 403M Ila
29, luranarop "BIOME/" 403T Nebulizer "BIOMED" 403T Iia
30). luransrop "BIOMEN" 402A Nebulizer "BIOMED" 402A IIa
| 31. Inranstop "BIOME]T" 402B Nebulizer "BIOMED" 402B I1a
“32. Tepmomertp indpauepsonuii "BIOME" YT-I Infrared thermometer "BIOMED" YT-1 Ila
33. Tepmometp indpauepsonnii "BIOMEJ" YT-1A | Infrared thermometer "BIOMED" YT-1A Ila
34, TepmomeTp il]([)pﬁl[epBOHWYT-lB Infrared thermometer "BIOMED" YT-1B HE
35. Tepmometp ilitllpat:ep%ﬁ.‘l;ﬁﬁff\-,\l C | Infrared thermometer "BIOMED" YT-1C iz
SEEJK

/  Haranis CTEIAHKIBCHKA
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Jonarok 2

y’t}?"i& Annex 2
5 \é} ! no Ceptudikary sianosianocti Ne R6M 156 208 B2
i v : to Certificate of Conformity Ne R6M 156 208 B2

Iepestik BUPOOHHYHX AIJIbHU LD
List of manufacturing sites

Jizsiney 1010 Menika IksinmenT enn Cynmiaii Ko. Jlta.

Jiangsu Yuyue Medical Equipment & Supply Co., Lid.

MNel Baiiwen Poao Jdesenonmenm 3oue, anvan 212300, [3ancy, KHP

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

[poaykuis: Binemoxrysaui meanuni, Konnenrparopu kucnesi, Inraasropu, Tepmomerpn
indgpavepnoni /

Medical suction apparatus,

Nataliia STEPANKIVSKA
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Jlonarox 2 aiticunii npn vassnocri Ceprudikary pianosianocti Ne R6M 156 208 B2
Annex 2 s valid with Ceenficare of Conforminy Mo RoA |56 208 B2
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