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 JEKJIAPAIUS IIPO BUIOBIJIHICTh
MEJIMYHUX BUPOBIB Ne 14A/2021 (epcis 2)

BHPOBHHK: Berpu Medical Technology Co.,Ltd. / BEPITY Menixan Texnonogxi Ko., Jita.

3a afpecowo: NO.14 Xingji Road Yongxing streets Longwan District, 325000 Wenzhou,
Zhejiang province, P.R.China/Ne 14 Xinmxi Poyx, Honrxiar Crpir, Jlonrsan dictpikt, 325000
Beupwxoy, posiamis Yxenzan, KHP _

YOOBHOBAXEHUU NNPEJACTABHUK BUPOBHUKA B YKPAIHI:

TosapucTeo 3 06Mexeror BignosiganeHicTio «JIA MEJI», npocnexr Iepois Craninrpaaa, 6y, 2-T,
xoprryc 1, m. Knis, 04210, Vkpaiua, xog €/APTIOY 43652770, Ten./dakc 044 300 05 04,

e-mail:sales@lamed.com.ua

3ATAJIBHA HA3BA MEJIMYHUX BUPORKIB:

Katerepn jaa i’ exuiit « BOJIECy THny «MeTeIHKY OJHOPA3OBROr0 BUKOPHCTAHHA CTEPUIBLHI

KJaC PU3HKY: KNACH MOTCHUIMHOIO pu3uky lla

Tosapucmeo 3 oomedxcenoo gionosiowricmio «JI4 ME», npocnexm epoie Cmaninzpaoa, 6yo.
2-T', kopnyc 1, m. Kuis, 04210, Yxpaina, koo EAPIIOY 43652770, men./haxc 044 300 05 04,

e-mail: sales@lamed.com.ua , 32idno dosipenocmi 6io supodnuxa ¢io 02.11.2020, oexnapyc
eionoeionicms 3aznauenux meouunux supobie eumozam Iexniynozo pezramenmy w000 MeOUUHUX
supobis, 3ameepdscenozo nocmanosoro Kavinemy Minicmpie Yxpainu gio 02.10.2013 No753.

Texaiuna JOKYMEHTAINS HA MEIWIHIH BUP1O po3po0iicHa Ta BIPOBRAIKCHA.
Jlexnapaliio CKnajicHo 111/l HUIKOBHTY BIAIOBLAAIbHICTh BUPOOHHKA.
BianoeinaneHIiCTh 38 JOCTOBIPHICTE HAJAHOL 1H(bopMaLi Hece BUPOOHHK.

Micue cknaganns gexnapauil: npocnexm epoie Cmaninzpaoa, 6yo. 2-I', kopnyc 1, m. Kuis, 04210,
Yrpaina
Jlexnapaiio CKIaeHo Ha miACTaR::
1. Ceprudixary syinosigHoctt Ne UA.TR.098.0282-20 six 16 ciuma 2020 p. mucum# go 29
mucronana 2024 p., moa0 3a0e3ncdcHHS QYHKIIOHYBAHHA KOMOACKCHOI CHCTEMHM VIIPDABIHHHA AKICTHO
suMoraM TexHIYHOTO periaMeHTy MoA0 MeAUYHEX Bupo0IB, Joaarok 3, suxinogyarouy myHxT# 8-11;
Ceprudixarn Bugano: OprasoMm 3 ceprudixami (ouiuku BignOBiiHOCT) TOB «YXpaiHCBKHH HEHTP
Meauunoi ceprmbikamli Ta nporuosyranugay, ByA. Camepuo-Cnodiaceka, 6. 10, od. 1, M. Kuis, 03028,
Vkpaiua, arecrar npo axpeiuramiio 8 HAAY: No 10213, womep npusuadenoro OOB: UA.TR.098, na
TICTaB! plllleHHA 040 pesynsTariB cepruikamii Bin 16.01.2020 p. Ne 0282-218:2020, pinrens mono
BHECCHHS 3MiH, IO CTOCYIOTHCH PE3YILTATiB ceprudikamii Bix 15.06.2020 p. Ne 0282-254:2020 Tta Bix
01.04.2021 p. Ne(0282-254:2021.
YuosnopaxkeHuil ppeacrasuaK papodnuka B Yxpaini: TopapHcTso 3 0OMEKEHOIO BIANOBIANLHICTIO
«JIA MEMp, agpeca MicHesHaxomKeHHS OpHAn4HOl ocobu: Ykpaida, 04210, m. Kuir, np-t I'epoin
Craninrpany, 2-I', xop. 1, xoxg €APTIOY 43652770 (3a mopyuennsm Big Berpu Medical Technology
Co.,Ltd. Bix 02 macronana 2020 poxy)

Heria’ eMHOX0 9aCTHHO JAHOT ZACKaapail €

opatox Nel-2 3 nepenikom Meauusux 8upobiB.

Honarox Ne 3 3 nepeiixoM HAUIOHANBHAX, EBPOICHCHEKUX Ta MDKHAPOIHUX HOPMATHBHO-IIPABOBHX
AKTIB T4 CTAHIAPTIB.

Hara cxnananns gexnapaii 04 tpasug 2021 poxy
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VrosHOBaKEHUN MPEACTABHAK
BUpOOHUKA B YKpaiHi:
Hupexrop TOB «JIA ME/1»
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Hooamox Nel
0o dexnapayii npo gionoeionicmo Ne 144/2021 eepcin 1
«Kamemepu onn in’exyiii «BOJIEC» muny «memeiuxk» 00HOpa306020 BUKOPUCHIAHKA
CHEPULBHIY

Ne | Haumenysanusg MeJIHUHUX BUPODIR Haumenysannda MeHIHUX BHPOOIB MEMYHOTO
3 | AHIITHCHLKOI0 MOBOKC YKPATHCHKO0I0 MOBOIO BHPOOY

|size 18G single use sterile "metenuk" poamip 18G ogropasosoro
| BHKOPHCTAHHS CTEPHIIEHAI

2 |Scalp vien set «BOJIECy» type "butterfly” |Karerep mus in'exuiit «BOJIECY Tuny Iia
Isize 19G single use sterile "mererik” posmip 19G oxsopasosoro

3 |Scalp vien set «BOJIEC» type "butterfly” {Karerep ans in'exuiit «BOJIEC» tuny IIa
|size 20G single use sterile "merenuk” posmip 20G oxsopaszoBoro
BUKOPUCTAHHS CTEPHILHUM
"""" 4 |Scalp vien set «BOJIEC» type "butterfly" |Karerep mns in'exuiit «BOJIEC» Tumy | Ila
|size 21G single use sterile "'merermuk” poamip 21G omHOPA30BOTO
Q BHKOPUCTAHHA CTEPHIILHUI
5 |Scalp vien set «BOJIEC» type "butterfly" |Katerep ana in'ekiiit «BOJIEC» tumy Ia
|size 22G single use sterile E"MeTeHHK" posmip 22G 0aAHOPA30BOIO
dddddddddddddddd L |sUKOpHCTAHHSA CTEPHIILHHI
6 |Scalp vien set «BOJIEC» type "butterfly" |Karerep mis in'exuiit «BOJIEC» Tumy IIa
{size 23G single use sterile "metenHk” po3mip 23G oAHOPA30BOTO
I BUKOPHCTAHS CTEPHITBHH ,
7 |Scalp vien set «BOJIEC» type "butterfly" |Karerep s in'ekuiit « BOJIEC» Trmy Ila
{size 24G single use sterile Umetenuk” posmip 24G ogHOPA30BOTO
__________________ | BHKOPHCTAHHS CTCPUITBHMI
8 |Scalp vien set «BOJIEC» type "butterfly" |Karerep mug in'exuiit «BOJIECY tuny Ila

is1ze 25G single use sterile "merenuk” po3mip 25G oEOpa3oBoro
e BHKOPHCTAHHA CTEPUILHMH

9 |Scalp vien set «<BOJIEC» type "butterfly” |Karerep mnus in'exuiit «BOJIEC Tumy lia
|size 26G single use sterile "merennk” posmip 26G oHopasoBoro
| BHKOPUCTAHHA CTEPHALHHI
10 |Scalp vien set «BOJIEC» type "butterfly” |Karetep ans in'exiiit «tBOJIEC» tuny Ia
is1ze 27G single use sterile ""Metenuk” posmip 27G  0HOPA30BOTO
_________ BHKOPUCTANHS CTEPUILHUMN

11 {Scalp vien set «BOJIEC» type "butterfly” EK&TGTE‘-}:) anma ek «BOJIECy tany Ila
{for light-sensitive medications size 19G "MeTenuk” 15 CBITJIOYYTJIABUX
{single use sterile MeaukamenTis poamip 19G oxnHopaszororo
ff BUKOPUCTAHHS CTEPUIIEHUMI
12 |Scalp vien set «BOJIEC» type "butterfly"” E_KaTeTep aist 1H'ekiiil «BOJECY TR e

|for light-sensitive medications size 20G ""MeTEUK" IS CBITIONY TIHBERE® i.ﬁg ¥ N

|single use sterile MeauKaMenTiB poamip 20G gARQpRSOBOTO Wsl %Y

IE I LI T T N T T N T T N T T N T T T S N T T T A T T T T T T T T N T T T T N T TN T S T T T T T T T O T S T T T S T T T T T A T T T S T T T T T T T T B T S A T I B A T O B T HE A T IO A T ST WL S S 1

1111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111

Ha

BUKOPHUCTAHHA CTCPHILHUHY L o/

11111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111

VIIOBHOBAKECHNH MPEACTABHHUK
Bupobuuka B Yipaini:
Jiupexrop TOB «JTA ME/T»
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13

|Scalp vien set «BOJIEC» type "butterfly"
{for hight-sensitive medications size 21G
{single use sterile

Karerep ans in'exniit « BOJIECY Tumy
"MeTeruk” s CBITIIOYYTIMBHX
MeHKaMenTiB posmip 21G oaHO0pa3z0BOro
BHKOPHCTAHHS CTEPHIILHHIA

Ila

.;.Scalp vien set «BOJIEC» type "butterfly”
|for light-sensitive medications size 22G
{single use sterile

Karerep mng in'exniii «BOJIEC» Tumy
"MeTenuk" s CBITIOYYTINBUX
MeTHKaMeHTIB po3mip 22G 0HOPA30BOr0
BUKOPHCTAHHA CTCPHIILHUI

la

.;Scalp vien set «BOJIECY type "butterfly"”
|for light-sensitive medications size 23G
{single use sterile

Karerep s in'exuiin «BOJIEC» Tuny
"MeTenHK" 1718 CBITHOYYTIHBHUX

‘MeHKaMenTiB pos3mip 23G 01HOPa30BOTO
E'BHKOPHCT&HHH.CTGPHJIBHH]L&

__--Scalp vien set «BOJIEC» type "butterﬂy
{for light-sensitive medications size 24G
g;single use sterile

Karerep mst in'exiiiit «BOJIECY Tumry
"MeTENK" TS CBITHOYYTIHBHUX

MeAMKaMeHTiB po3mMip 24G 01HOPA30BOrO
BHKOPUCTAHHS CTEPHIBHHI

lla

- 1,7.Scalp vien set «BOJIEC» type "butterﬂy
|for light-sensitive medications size 25G

|single use sterile

Karerep aus in'exuiit «BOJIECY Tuny
UMeTenuK" A CBITIOYYTIHBUX
MeIUKAMEHTIB Po3mMip 25G 0HOPA30BOTO
BHKOPHUCTAHHSA CTEPHITLHIH

Ila

|Scalp vien set «BOJIEC» type "butterfly"
|for light-sensitive medications size 26G
|single use sterile

Karerep s in'exuiit «BOJIEC» tuny
"METETHK" TS CBITHOYYTIHBHX
MeIUKAMEHTIB po3Mip 26G 0AHOPA30BOTO
BHKOPHUCTAHHSA CTEPHIIBHIANH

Ia

.:Scalp vien set «BOHEC» type "butterﬂy"
|for light-sensitive medications size 27G
{single use sterile

EKaTeTep ;um in'exitiin «BOJIECY» THmy

"MEeTEIHK" FiRIE Y CBITHO‘IYTJIHBHX

;Me,z{mcamemm po3mip 27G 0AHOPA30BOTO
BUKOPHUCTAHHSA CTEPHIIBHIH

lla

VrosHOBaKEHUN MPEACTABHAK
BUpOOHUKA B YKpaiHi:
Hupexrop TOB «JIA ME/1»
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dooamox Ne3
oo Hexnapauii npo sionogionicmp Ne 144/2021 gepcin 1

Ilepenix nayionanvHux, €8PONEUCHLKUX MA MINCHAPOOHUX HOPMAMUBHO-NPABOSUX AKMIE ma
CMAaHOapmie Ha MeOUYHI upodU. 3a3HAYECHI GUUie 00 cKMU 0eKaapayil 8IONOBI0AIMb BUMOSAM.

JICTY EN ISO 13485:2018

JICTY EN ISO 14971:2015

JICTY EN 1041:2019

JICTY EN 556-1:2014

JOCTY EN ISO 11607-1:2015

JICTY EN ISO 11607-2:2015

JICTY EN ISO 11135-1:2015

JCTY EN ISO 10993-1:2015

JICTY EN ISO 10993-4:2015

JICTY EN ISO 10993-5:2015

JICTY EN ISO 10993-11:2015

JICTY EN ISO 10993-10:2004

TICTY EN 62366:2015

HA364.
«Menmyri  supobu. CucreMa ynpasiinus  gxicTio. BuMorw  mono
perynosanns (EN I1SO 13485:2016, IDT; 1SO 13485:2016, IDT)»;
«Bupobu wmepwuni. HacrawoBm mogo ympasmuaeas pusukoMm  (ISO
14971:2012, IDT)»;

«3acobn MeauuHOl TEXHIKKM. YMOBHI IIO3HAKH HA ETHKETKax 3acobis
MEAUYHOI TEXHIKH, MapkoBaHHsf H o000B'a3x0Bi BigoMocti. Yactuna 1.
Jaramsri Bumoru (EN ISO 15223-1:2016, IDT, ISO 15223-1:2016, IDT)»;
«Bupobu memmuni. Iudopmaiis, sxy mHagac supobuux (EN 1041:2008,
IDT»;

«Crepunizaiis MeuUIHUX BHPOoOIB. Bumorm mo MeauuHux Bupodis 3
nosnauenusM CTEPWUJIBHI. Yactuna 1. BuMory no Meawuaux BHpoOis,
Mo TpIsraioTh Kinesid crepwmisarnii (EN 556-1:2001, IDT + EN 556-
1:2001; AC:2006, IDT). 3 monpaskoio Ne 1»;

«Bupobu memuunl mpocrepuwnizosanl. [lakosamng, Yacruua 1. OcuHoBhi
BUMOTH 0 MaTeplajiiB, CTCPUIILHUX 0ap epHUX 1 MakyBanbHuX cuctem (EN
ISO 11607-1:2009, IDT; ISO 11607-1:2006, IDT)»;

«Bupobu Mexmuni npocrepriizonani. [lakopanns. Yactuna 2. Bamiganiiini
sumord (EN ISO 11607-2:20006, IDT; ISO 11607-2:2006, IDT)»;
«Crepumzariis BUpoOIB MEIUYHOTO MPU3HAYCHHS OKCUIOM CTUNCHY.
Hactrra 1. Bovoru o pospoOnenns, Bamaami Ta HOTOYHOIO KOHTPOI)
npoiiecy crepumzamii Meamunmux BupoOis (EN ISO 11135-1:2007, IDT;
ISO 11135-1:2007, IDT)»;

«bionoriune omiHroBaHHA Menuuuux BupoOis. Yactuna 1. OuinroBaHus i
TECTYBAHHA B paMKax mporecy yrpasninusg pusukamu (EN ISO 10993-
1:2009/AC:2010, 1DT). Hompaska Ne 1:2015»;

«bionoriude OHIHIOBaHHA MeaHuHuX BHpoOis. Yacrmna 4. OOupanus
TECTIB, B3aeMoatouux 3 Kpos 1o (EN ISO 10993-4:2009, IDT; ISO 10993-
4:2002, 1D )»;

«bionorivae  owigoBaHHA  MeaMYHMX  BUpoGiB.  Yactuma @ 5.
Bumnpobosyranns Ha nuToTrokcugHicTs 1n vitro (EN ISO 10993-5:20009,
IDT; ISO 10993-5:2009, IDT)»;

«btonoriude  OLIHIOBAHHS BupoOiB.  Yacruma - 11.
Bunpobosysanns gHa cucremuy Tokeuuuicts (EN ISO 10993-11:2009, IDT;
ISO 10993-11:2006, IDT)»;

«Bionoriune orfuropanns MeaMuEEX Bupodis. Yactuna 10. Bunpobysanus
Ha roapasHenHs Ta cencuOmzanixo (15O 10993-10:29951DT)»;
mequuanx  supobis  (EN  62366:2008/4
62366:2007/A1:2014, D);Qk 3mina Ne 1:2008 o/
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YTIOBHOBAKECHNM MPEACTABHHUK
BUpOOHUKA B YKpaiHi:
Hupexrop TOB «JIA ME/]»
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