TOBAPUCTBO 3 OBMEXEHOIO BIAITOBITAJIBHICTIO
«MEJIXAY3 CBIC TMBEX»

49027, M. lninpo, syn. Civecnanceka Habepesxua, Gyxn. 53, Ten.: (0562) 31-22-10
IBAN: UA 423005280000026003204314535 AT «OTII Bank», M®O 300528,
€IIPIIOY 35341093 ITTH 353410904631, cB-Bo Ne 200118016

Hexnapanis npo signosiguicrs Ne DV-UA.TR.001.0753.30.01164-21

Bupobnuk, anpeca

‘Wuxi Exanovo Medical Instrument Co., Ltd.
Address No. 42 Xixin Road, Zhangjing, Xibei Town, Wuxi City,
214194 Jiangshu, China

email: jamesh@caretek.cn

YHOBHOBaKEHHIA
NpeACTaBHUK B YKpaiHi,
agpeca, Tell., e-mail

TOB «MEJIXAVY3 CBIC I'MBX»
Bynuus Civecnascbka Habepesxna, 6yx. 53, m. Ilninpo, 49027,
Ykpaina, Ten. (0562) 31-22-10, email: office@med-house.com.ua

BusznaueHHs IPOAYKIIIT

Bumiprosauyi aprepianbHOro THCKY:
T™M «Gammay», moaeni 700K ta 800K
TM «Promedicay, Momeni M-20 ta M-30

BuMoru TexHidHUX
perinaMeHTiB

Honarox 1 TexHiqHOro pernaMeHTy MO0 MeUIHUX BUPOGIB
(OCHOBHI BUMOTH 10 MEIUYHUX BUPOOGIB), 3aTBEPIKEHOI0
ITocranosoro KMV Bix 02.10.2013 p. Ne753

IIpouenypa Texniunoro
pErnaMeHTy, 1o
3aCTOCOBYETHCH

Honarox 3 TexHi4HOTO PETIaMEHTY IIOA0 MEAUIHHEX BUPOOiB
(3abe3nevenns QyHKUIOHYBaHHS KOMIUIEKCHOT CHCTEMH YIIPABITIHHS
SKiCTIO), 3aTBEpIKeHOro ITocranoBoro KMV Bix 02.10.2013 p.
Ne753

Kiac 6e3nexu

I 3 ¢pyHKII€I0 BUMipIOBaHHS

Hasga, agpeca ta
inentudikaiHHuA KOH y
peecTpi MpU3HAYEHUX
OpraHiB opraHy 3 OILiHKH
BIIIOBLAHOCTI, IO MTPOBIB
IPOLEAYPY OLIHKH
BiIMOBIAHOCTI

IloBHe HaliMeHyBaHHS:

AEPXABHE IIIJIIIPUEMCTBO «BCEYKPATHCHKHI
JEPXXABHUI HAYKOBO-BUPOBHUYMIA ITEHTP
CTAHJJAPTU3ALII, METPOJIOT'Ti, CEPTU®IKALII TA
3AXHUCTY ITPAB CITOXHBAYIB»
Ckopouene HafiMEeHyBaHHA:

HII «YKPMETPTECTCTAHIAPT»:

03143, m. Kuis, Bys1. MeTposnoriuna, 6yu. 4;

HOMep IpusHadeHoro oprany UA.TR.001

3asBa npo BiANOBiAHICTE

Bingnosinae Bumoram:

TexHi4HOro pernaMeHTy MmMoN0 MEANIHHX BHPOOIB, 3aTBEpIKEHU
nocranosoro KMV Bin 02.10.2013p. Ne 753 Ta HalioHaNbHHX
crasmapris: JICTY EN ISO 81060-1:2015, JICTY EN ISO 10993-
1:2015, ICTY EN ISO 10993-5:2015, ICTY ISO 10993-10:2004

IToBHMH Ta YITKHH TIEpEIIiK
CTaHIApTiB

HACTY EN ISO 81060-1:2015, ICTY EN ISO 10993-1:2015, ICTY
EN ISO 10993-5:2015, ACTY ISO 10993-10:2004

Jara Ta micie HaaHHA
JeKnapauii npo
BiJAIIOBiJIHICTH

26.10.2021 p., Ykpaiua

O6MeXEHH YUHHOCTI
neknapamii mpo
BIANOBIIHICTE

IMigmuc, npi3Bume Ta nocaga
YIIOBHOBaXK€HOI 0coOu

// Koer




JapeccrpoBano B peccrpi 3a Ne
Registered Certificate Number
023

aidicnmii 10 25.10.2026 p.
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ACTY EN ISOMEC 17065 UA.TR.001
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AN «YKPMETPTECTCTAHAAPTY L

CEPTH®IKAT OIIHIOBAHHS BIATOBIAHOCTI

CONFORMITY ASSESSMENT CERTIFICATE
3ABE3NEYEHHS ®YHKLIOHYBAHHSA KOMMIEKCHOT CUCTEMM YNPABJIIHHA AKICTIO,
OOOATOK 3 (BE3 NEPEBIPKU NMPOEKTY MEAWYHOIO BUPOBY)

BUMIipIOBaYi apTepianbHOro THEKY, Kiaac | 3 pynkuicio sBumiposanns

5 Mpoayxkuia
bR Product
el
¢ * Toprosa mapka "Gamma'",
e Trademark "Promedica"
Moaens/Tun 700K 1a 800K (v.m. "Gamma''),
T fodeVType Ref, M-30, M-20 (r.m. "Promedica")
Bianosigae Bumoram TeXHIMHOrO periaMeHTy LWOA0 MEIHYHHUX BHPoOiB, 3aTBepkernil noctaHosolo KMY
i Comply with the requirements Bia 02.10.2013p. Ne 753 ta nauionansHux crangapris: JICTY EN ISO 81060-1:2015,

JICTY EN ISO 10993-1:2015, ICTY EN ISO 10993-5:2015, ICTY ISO 10993-10:2004
Ha3sa Ta aapeca 3anBHMKa

i s 13/ab0 ynoBHOBaMEHOT 0cO6M "Wuxi Exanovo Medical Instrument Co., Ltd", No. 42 Xixin Road, Zhangjing, EC \

Name and address of the applicant Xibei Town, Wuxi City, 214194 Jiangshu, Kuraii Mgt
and/or authorized representative i Sl 1

ﬂ:;gg::agﬁgffgf tsﬁepoﬁnnua "Wuxi Exanovo Medical Instrument Co., Ltd", No. 42 Xixin Road, Zhangjing,
manufacturer Xibei Town, Wuxi City, 214194 Jiangshu, Kuraii

Ha3sa 1a micuesHaxoaeHHn
supobuuuTsa
Name and location of production

"Wuxi Exanovo Medical Instrument Co., Ltd", No. 42 Xixin Road, Zhangjing,
Xibei Town,. Wuxi City, 214194 Jiangshu, Kuraii

floaaTkosa i v YnosHosamenui npeacrasuuk TOB "MEJIXAY3 CBIC TMBX",
2 ﬁf:i $ ?m? '"‘t’?p‘“a““‘ 49027, m. ninpo, syn. Ciuecnapceka HaGepexua, Gya. 53, Ykpaina, wo aie 3riamo
e s o nosipenocti "Wuxi Exanovo Medical Instrument Co., Ltd.”

No. 42 Xixin Road, Zhangjing, Xibei Town, Wuxi City 214194, Jiangsu,

B8 = . : Kuraii 8in 15.09.2021 } )
“ASHKN HMa hincrass pimenns OOB "VkpTECT" Ne2511VkpTECTS-21 sin 25.10.2021 (arecrar akpeanTtauii

[fwec o thegroumis of Ne 10023 Bin 29.04. 2021), 38ity Ne2511VkpTECTS-21 Bin 12.10.2021 3a
pesyastatamu nposeaenoi AT "YKPMETPTECTCT, A HJIAPT" ouinku cHcTeMn
YNpasaiHHA AKiCTIO Ha BiAnosiaHicTe BuMoram JICAY EN ISO 13485:2018. Harnan 3a

e CHCTEMOIO YIPABIIHHA AKICTIO NPOBOAHTLCA O/1 a:s a piK 3riAHO 3 NPOrpaMoKd
TEXHIYHOTrO HaraALy

e S~ e

3acTynHMK KepiBHKMKa oprany 3 ceptudikauii
Deputy head of Certification Body

[arva peecrpauii:
B " 26.10.2021

Aanni ceprndixat smaanuia 008 AN «YKPMETPTECTCTAHZAPT » (4, syn. MeTh)
a6o «acTnose siATBOPEHHA IMICTY COPTURIKATE MOMAMBE NKWIE 3 NUCLMOBOT 30 \ QOB R
This Certificate issued by the CAB SE “UKRMETRTESTSTANDART" (4, Me!ral-o;ichnu k! 0334 = :
from the Centificate requires written permission of the CAB S& 'UKRMETHYESTSIANDAR'M:JI: without si i

HANNICTL CEPTAGINATE MOMNA NEPEBIDUTH 33 TEACPOHOM Ta Ha web-CalTi: +38 (044) 526-&-1-32 www. ukriest ki R =
Validity of the certificate can be checked by phone or at website ; : LR
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