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JAEKJAPALIS PO BIANOBIIHICTD
MEJUYHHUX BUPOBIB 4/
Ne 10/2021 Bepcin 01
BUPOBHMUK:

Ningbo Great Mountain Medical Instruments Co., Ltd. No.309 Xigu Road, Xiangshan County, 315700
Ningbo City, Zhejiang Province, PEOPLES REPUBLIC OF CHINA / Hiur6o I'pear MoyHnTain Mexaikan
Incrpyment Ko., JIta, N0.309 Kciry Poan, Kcianrman Koynti, 315700 Hinr6o Citi, [xerinzianr [Iposince,
Kwuraiiceka Hapoana Pecniybmika
3aa615€, WO HACMYNHI 8UpoOU BIOnosioaroms 6umozam TexHiuHo20 peciameHmy Wooo MeOUdHUx upoois,
sameepoxcernozo Ilocmanosoro KMY Ne 753 sio 02.10.2013:
Bupobu crepuibHi, omxHOpazoBoro BukopuctanHs «BOJIEC»: karerepu Ta TpyOKHM eHIOTpaxeaibHi (mepeik
BHpOOIB 3a3HaueHU# y qomarkax Nel-7 mo miei nexsapartii).
KJIAC PU3UKY:
IIa 3a xpuTepismu kinacudikaiii 3rigHO 104aTKy 2 TEXHIYHOTO PErjiaMeHTy 100 MEIUYHUX BUPOOIB
MICI S BUPOBHUIITBA:
Ningbo Great Mountain Medical Instruments Co., Ltd. N0.309 Xigu Road, Xiangshan County, 315700
Ningbo City, Zhejiang Province, PEOPLES REPUBLIC OF CHINA / Hiuroo I'pear Moyurain Menikani
Incrpyment Ko., JITa, N0.309 Kciry Poan, Kcianrman Koynti, 315700 Hinr6o Citi, [[xeiinzianr [Iposince,
Kuraiicbka Hapogna PecnyOnika
Xiangshan Huamei plastic products Co., Ltd., No. 5, Yugang Middle Road, Shipu Town, Xiangshan County,
315700 Ningbo City, Zhejiang Province, PEOPLE’S REPUBLIC OF CHINA / Canmanb Xyameii Iliacrik
Mpoaykrc Ko, JIta.,, No. 5, Oiiran Migmn Poan, lluny Tayn, Csamane Koyarti, 315700 Hiar6o Ciri,
Jlxerinzianr [IpoBince, Kutaiicbka Hapoana PecriyOmika
YIHOBHOBAKEHWM ITPEJICTABHUK BUPOBHUKA B YKPAIHI:
ToBapucTtBo 3 oOMexeHoro BianoBiganbHicTIO «JIA ME][l», np-t I'epoiB Craninrpaaa, 6ya. 2-I°, xopm. 1, m.
Kuis, 04210 Vkpaina, tein./pakc 044 300 05 04, e-mail: sales@lamed.com.ua, xox 3a €JIPIIOY 37270192, B
oco6i mupekropa Illymeru Onbru JleoHimiBuu, mo i€ 3a moipenicTio BupoOnuka Ningbo Great Mountain
Medical Instruments Co., Ltd. / Hiar6o I'peat Moynrain Menikan Iacrpymentc Ko., JIta. Big 02.11.2020 p.
MPOLHEAYPA BIAIIOBIAHOCTI:
srizno  Jlomatky 6 «Ilopsimok 3a0esmedeHHs (YHKIIOHYBaHHS CHCTEMH YIPAaBIiHHS SKICTIO Tix dac
BUPOOHUIITBA MEAUYHUX BUPOOIB»
JEKJIAPAIIIIO CKJIAZAEHO HA MIACTABI:

Ceptudikary mpo BIANOBIAHICTE BUMoOraM TexXHIYHOro perjamMeHTy 00 MEIUYHUX BHUpPOOIB Ne
UA.MD.385-21 Bix 30.06.2021 p., aiticamii 1o 29.06.2026p.
CEPTU®IKAT BUJIAHO: Opranom 3 ouinku BianoBigHocti TOB «YKPMEJICEPT», akpeautoBaHuM
HAAY, arecrar Bim 22.03.2021 p. Ne 10240, mnpusHaueHnM MIiHEKOHOMpPO3BHUTKY YKpaiHd, 3a
inentudikaniiitaum Homepom UA.TR.099, anpeca: Byn. JlparomanoBa, 6yaunok 1-A, od.2, m. Kuis, 02059,
VYkpaina, ten.: +38-044-355-02-30

TexHiuHa JOKyMEHTallisl Ha MEIUYHI BUPOOU po3pobiieHa Ta BIPOBaKEHA.
Jexnapariito ckJIaZieHo i HUJIKOBUTY B1MOBIJAJIbHICTh BUPOOHUKA.
BinnoBinanbHiCTh 32 TOCTOBIPHICTH HafaHo1 iH(OpMaIlii Hece BUPOOHUK.

HeBix’eMHOIO YacTHHOIO JAaHOT AEKIapallii €:
Honarox Nel-7 3 mepenikoM MEeAUYHUX BUPOOiB
Honarox Ne8 3 mepernikoM HaI[lOHAIBHUX CTaHIAPTIB, SKI 1ACHTUYHI MDKHApOJHMM Ta 3aCTOCOBaHI MpH
BUTOTOBJICHI BUPOOiB

Hara Bunycky: 30.06.2021 p. Tepmin aii: 29.06.2026 p.

Jama nionucy dexnrapayii 30 uepgus 2021 poky
YTOBHOBa)KEHUIT MPEICTABHUK BUPOOHHUKA Ivisra O

TOB «JIA MEJ]» (ITIB)
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Jlooamok Ne8

00 /lexnapauii npo gionosionicms Ne 10/2021 eepcia 01

Ilepenix nHayionanbHux cmanoapmis, sKi i0eHMUYHI MIJICHAPOOHUM MA 3ACMOCO8AHI NPU 8USOMOBIIEeH] 8UPODIE.

ookymenm Ne
JCTY EN 1SO 13485:2018

JACTY EN ISO 14971:2015

JCTY EN ISO 15223-1:2018

JCTY EN 1041:2019
JACTY EN ISO 11135:2019

JACTY EN ISO 11607-1:2015

JACTY EN ISO 11607-2:2015
JCTY EN ISO 10993-1:2015
JCTY EN ISO 10993-5:2015
JACTY ISO 10993-10:2004
JCTY EN ISO 10993-12:2015
JACTY EN 13544-1:2015

JCTY EN 13544-2:2015

YoBHOBa)KEHUH TIPEICTABHUK BUPOOHUKA
TOB «JIA MEJ]»

Hazea:

Meauuni Bupobu. Cuctema yrnpasiiHHs sikicTio. Bumoru momo perymoants (EN 1SO 13485:2016,
IDT; ISO 13485:2016, IDT)

Bupobu wmemuuni. HacranoBu momo ympasminas pusukom (EN 1SO 14971:2012, IDT; ISO
14971:2007, IDT)

3acobu Menn4HOI TeXHIKH. YMOBHI O3HAYKH Ha ETHKETKAaX 3aCO0iB MEIUTHOI TEXHIKH, MapKyBaHHS
Ta 000B’s13k0Bi BigomocTi. Yactuna 1. 3aramsni Bumoru (EN 1SO 15223-1:2016, IDT; ISO 15223-
1:2016, Corrected version 2017-03, IDT)

Bupo6u meanuni. [udopmariis, sy Hanae Bupobruk (EN 1041:2008, IDT)

Crepuiizatiss BUpOOiB MEIWYHOI MPHU3HAYCHOCTI OKCHIOM €TWIIEHY. BuMorm mo po3poOieHH:,
BaJTiIalil Ta HOTOYHOI'O KOHTPOJIIO mpoliecy crepuiizanii Mmeguunux Bupo6iB (EN ISO 11135:2014,
IDT; ISO 11135:2014, IDT)

Bupobu menuuni mpocrepuitizoBani. [lakoBanus. Yactuna 1. OCHOBHI BHMOTH JI0 MaTepiaiiB,
cTepwibHUX Oap epHux 1 makyBanbHux cucreM (EN ISO 11607-1:2009, IDT; 1SO 11607-1:2006,
IDT)

Bupo6u menuuni npocrepuiizoBani. [lakoBanus. Yactuna 2. Baminauiitni sumoru (EN ISO 11607-
2:2006, IDT; ISO 11607-2:2006, IDT)

Bionoriune ominroBanHs MeawmdHuX BHpoOiB. YactmHa 1. OIiHIOBaHHS 1 TECTyBaHHS B paMKax
nporecy ynpasiiaasa pusukaMu (EN ISO 10993-1:2009/AC:2010, IDT). [Tompaska Ne 1:2015
Bionoriune omiHrOBaHHA MeIWYHHAX BHPOOiB. YactuHa 5. BumnpoOoByBaHHS Ha IMUTOTOKCHYHICTP in
vitro (EN 1SO 10993-5:2009, IDT; 1SO 10993-5:2009, IDT)

bionoriyne oriHrOBaHHS MeauuHuX BHpOoOiB. Yactuna 10. BumpoOyBaHHS Ha MOIpasHEHHS Ta
cencubimizanito (ISO 10993-10:1995, IDT)

biosoriyne oIiHIOBaHHS Meau4HuX BupoOiB. YactuHa 12. BimbupanHs 3pa3kiB Ta eTalIOHHI
marepianu (EN ISO 10993-12:2012, IDT; 1SO 10993-12:2012, IDT)

O6GnamHanus s auxanbHoi Tepamii. Yactuna 1. Iaramsmiiini cuctemu Ta ix xommonentu (EN
13544-1:2007+A1:2009, IDT)

O6nanananus s auxanbHol Tepamii. Yactuna 2. TpyOku i 3’ennyBanbhi npuctpoi (EN 13544-
2:2002+A1:2009, IDT)

[ynsra O.JL.
(T11B)




