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JIANGSU KANGJIN MEDICAL INSTRUMENT CO., LTD.

No:56 Changzheng Road, Dongshu village, Zhenglu Town, Wujin District, Changzhou City, Jiangsu
Province, 213111, China
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CEPTHU®IKAT SJKOCTI

Cevonpuiimay "BOJIEC" 100 mur mursrumii (yHiBepcaasnumil) crepuibHuii

Tepmin npupatHoCTi

or Haprin G Hara supoéuunyTBa

20230509 2023-05 2&26 99
O6‘em | 100 Mn
Jinnyuka and xpirieHHS (anresin) CHICHIANBHMH KiIeH, 110 #He BUKIHKAC HOAPA3ZHCHHS T4
| | HC MICTUTH IIKIZNABHX PEUOBHH
Marepian | TIPO30pHT mﬂiﬁmiﬂmopm{_
Hanecenns mxanu 811 10Ma no 100Ma (mina nominku 10 MIT)
Ceuonpuiimansuuii oTeip Opanpuuii — € YHIBEPCATBHAM 1 IHIXOIHTD K. /171
o XJHOTYHKIB, TaK 17151 IBYATOK.
CrepunbpHICTD Tak
Meron crepunizanii ETrnen okena. |seecfeol

Iﬁ}ms‘izzyaﬂm&ynaﬁmam | - Tax

VMmorHI Ho3HaAYKH

£

‘T 30epiraTe B CyXoMy MICHL

Mt ogropasosoro 34CTOCYBAHHYA

Ej O3RAHOMTECA 3 JHCTPYKIHEH NEPET 3aCTOCYBAMHSIM
N £ .
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‘Bupobunk:

Nos6 LIELHI'}KEHI_“ Poaﬂd ﬂo&rﬂﬂy Bimnare, }KEHI’H}/ Tf}yﬂ, By;{:eﬁﬁf— -
H}Kzaﬁrcy Hposae, 213111, Kurair g

VHoBHOBAKEHHAIT npejcTaRHNK BUPOoOHHKa B VKpaiui:

TOBAPUCTBO. 3 OBMEIKEHOIO BII[HQBII[AHBHICT?O
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NEKJIAPAIIS ITPO BIJIIOBITHICTH
MEINYHUX BUPOLBIB
Ne 19/2022 Bepcis 1

BUPOBHMUK: -
JIANGSU KANGJIN MEDICAL INSTRUMENT CQO., LTD. 3a anpecoso: No. 56 Changzheng Road, Dongshu village,
Zhenglo Town, Wujin District, Changzhou City, Jiangsu Province, 213111, China
JUKIAHICY KAHIDKIH MEJIKAJ THCTPYMEHT KO., JIT/. 3a agpecoro Ne56 Yaurkenr Poax, JloHTmy
BuLIare, XKXenrny ToyH, Bymkin ictpikt, Yanrxkoy Citi, Jxianrcy IIposiuc, 213111, Kurau
3AA618€, WO HAcmynHi eupobu eionosioaiomv eumozam Texniunozo peziamenmy w000 MeOudHux 6upobis,
3ameeposicenozo Ilocmanosorwo KMY Ne 753 6io 02.10.2013:
Bupobu crepuneHi, omHopaszosoro Bukopuctanaa «BOJIEC»: ceuonpuiimaui «BOJIEC» (mepenik BupoOiB
3a3HadYeHUN y JoaaTky Nel o mi€i gekmapariiii).

KJIAC PU3HUKY:

[ cTepunbHMIL 3a KpUTEpiAIMH KiIacuikallii 3riJHO J0AaTKy 2 TeXHIYHOro perjiaMenTy MoA0 MEIUYHUX BHPOOIB
MICIISI BUPOGHHUIITBA:
JIANGSU KANGJIN MEDICAL INSTRUMENT CQ., LTD. 3a agpecoio: No. 56 Changzheng Road, Dongshu village,
Zhenglu Town, Wujin District, Changzhou City, Jiangsu Province, 213111, China
JUKTIAHICY KAHIJUKIH MEJIIKAJI IHCTPYMEHT KO., JTA. 3a aapecoro Ne56 Yanrxkenr Poan, JoHrmry
Buniare, JKenrny ToyH, Bymkin Jlictpikt, Hanrxkoy Citi, xianrcy ITposinc, 213111, Kuraii
YIOOBHOBAXKEHWU MNPEJICTABHUK BUPOFHUKA B YKPAIHI:

ToBapuctBO 3 00MexeHOH BIANOBLIAIBHICTIO «JIA ME]J», np-T I'epois Craminrpaga, oya. 2-I°, xopmo. 1, m.
Kuis, 04210 VYkpaina, ten./paxc 044 300 05 04, e-mail: sales@lamed.com.ua, xox 3a €JIPIIOY 37270192, B
ocob01 mupexkropa Illynerm Omeru JleoHIAIBHM, MO Ji€ 3a AOBIPEHICTIO BUpoOHHKA JIANGSU KANGIIN
MEDICAL INSTRUMENT CO. LTDJ/IDKIAHICY KAHIJIKIH MEJIIKAJI THCTPYMEHT KO. JITIH. Bix
02.11.2020 p.
MHNPOLHEAYPA BIZINOBITHOCTT:

[Ilogo 3a0e3mnedeHHsA (QYHKI[IOHYBAHHS KOMILJIEKCHOI CUCTEMM VIIPABIIHHSA SKICTHO BHUMOraM TeEXHIYHOIO
PETIaMEHTY 100 MEAUYHUX BHPOOIB, JlogaToK 3, BUKIIOUYa09y MyHKTH &-11
JEKJTAPALIIO CKIAIEHO HA IHACTABI:

Ceptudikary mpo BiAIOBIIHICTE BUMoramM TEXHIYHOTO PEMIAMEHTY MO0 MEAUYHUX BHPOOIB Ne

UA.MD.059-17 Bix 30.03.2017 p., mikicamii 1o 29.03.2027 p.

CEPTH®IKAT BHIAHO: OpranoM 3 ouinku BimnosigHocti TOB «YKPMEJICEPT», akpeauTOBaHHUM
HAAY, arectatr Bix 22.03.2021 p. Ne 10240, npusHauesuM MiHEKOHOMpPO3BUTKY VYKpaiHu, 3a
inenTudikanidiaum Homepom UA.TR.099, ampeca: Byn. Jlparomasosa, 6yauHok 1-A, od.2, m. Kuis, 02059,
YkpainHa, ten.: +38-044-355-02-30

Texuigna JOKYMEHTAIIA Ha MeIWIHI BHpoOU po3pollieHa Ta BIIPOBaHKEHA.
Jleknapaliiro CKJIaJeHO M [UIKOBUTY BIAIOB1JAIBHICTE BUPOOHHUKA.
BignoBizaiasHICTh 3a JOCTOBIPHICTh HaJlaHO1 iHopMaIlii Hece BUPOOHUK.

HeBix’eMHOK YaCTHHOIO [aHOi ACKIapallii €:
JlomaTtok Nel3 mepenikoM METMYHHUX BHPOOIB
Jonatok Ne2 3 mepenaikoM HaIllOHAJIBHUX CTAHJIAPTIB, SK1 1JEHTHYHI MIXHApPOJHMM Ta 3aCTOCOBaH1 IpH
BUT'OTOBJICH1 BUPOOIB

Jlata Bumycky: 28.10.2022 p. Tepwmin 1ij:.29.03 2027 p.
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Hama nionucy oexnapayii

‘VIIOBHOBaXKE€HU NpEICTABHUK BUPOOHUKA
TOB «JIA ME]I»
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Ceuonpuiimaui « BOJIECH

Ne |HaiMeHyBAHHS MEIHYHHX BHPOOIB AHIIIHCHKOIO HauMenyBaHHA MeIHYHHX BHPOOIB
3/m MOBOIO YKPaiHCHKOI0 MOBOIO
1 2 3
1 |Urine bag "BOJIEC" 2000 ml pull-push valve |Ceuonpuiimau "BOJIEC" 2000 M 3 oTBopoM
sterile JU1S 3JIUBY CTEPHUJILHHUH
2 |Urine bag "BOJIEC" 2000 ml T-valve sterile Cevomnpuitmad "BOJIEC" 2000 ma 3 T-kpanoMm
CTEPUILHUM
3 |Urine bag "BOJIEC" 750 ml pull-push valve sterile |[Ceuonpuiimau "BOJIEC" 750 M 3 oTBopoM 4
3JIMBY CTEPHIILHHM
4 |Urine bag "BOJIEC" 750 ml T-valve sterile Ceuonpuiimad "BOJIEC" 750 M 3 T-kpanoMm
CTEPUIILHUM
5 |Urine bag "BOJIEC" 100 ml for child (boys) sterile |Cewonpuiimaa "BOJIEC" 100 M gursauit (s
XJIOITYMKIB) CTEPUIILHUM
6 |Urine bag "BOJIEC" 100 ml for child (girls) sterile |[Ceuonpuiimau "BOJIEC" 100 M gursraumii (s
J1BYAT) CTEPWILHUM
7 |Urnne bag "BOJIEC" 100 ml for child universal |Ceuonpuiimau "BOJIEC" 100 M qursauii
sterile (YHIBEpCaJIbHMI) CTEPUIBLHUN
8 |Urnne bag "BOJIEC" 2000 ml pull-push valve, leg |Ceqonpuitmaa "BOJIEC" 2000 ma 3 oTBopoM 11
type sterile 3]IUBY, 3 KPIILIEHHSAM JI0 HOTU CTEPUIbHUN
9 |Urnine bag "BOJIEC" 2000 ml T-valve, leg type Ceuonpuiimad "BOJIEC" 2000 mxa 3 T-kpaHoM, 3
sterile KPIIJIEHHSAM IO HOTH CTEPHIILHUM
10 |Urine bag "BOJIEC" 750 ml pull-push valve, leg Cevonpuiimad "BOJIEC" 750 mu1 3 oTBopoM 114
type sterile 3JIUBY, 3 KpIIUIEHHAM J0 HOT'H CTEPWILHHUM
11 |Urine bag "BOJIEC" 750 ml T-valve, leg type sterile |Cevonpuitmau "BOJIEC" 750 mn 3 T-kpaHom, 3
KPIIJIEHHSM 10 HOTH CTEPHIILHUM
12 |Unne bag "BOJIEC" 1000 ml bedside sterile Cevonpuiimad "BOJIEC" 1000 ma npumxkoBuit
CTEPHIILHUM
13 |Urine bag "BOJIEC" 1600 ml T-valve sterile Cevomnpuitmaa "BOJIEC" 1600 ma 3 T-kpaHoMm
CTEPHIILHUM
14 | Urine bag "BOJIEC" 1600 ml pull-push valve sterile |Cevonpuitmaa "BOJIEC" 1600 mxa 3 oTBopoM 11
3JIMBY CTEPHILHUN
15 |Urnne bag "BOJIEC" 600 ml pull-push valve, leg Cedompuitmad "BOJIEC" 600 M 3 oTBOpOoM i
type sterile sterile 3JIUBY, 3 KpIIUIEHHAM J0 HOT'H CTEPWILHUM
16 |Urine bag "BOJIEC" 600 ml T-valve, leg type sterile |Cevonpuitmau "BOJIEC" 600 mu 3 T-kpaHom, 3
sterile KPIIJIEHHSAM IO HOTH CTEPHIILHUM

VIOBHOBaXEHHH [IPeCTABHIK BUPOOHUKA

TOB «JIA ME]I»
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Ilepenix nayionanoHux cmanoapmis, ki iI0eHMUYHI MIHCHAPOOHUM Ma 3ACMOCOBAHL NPU UZ0MOGIEHI 6Up06ies:

O0oxymenm Ne
MDD 93/42/EEC

JICTY EN ISO 13485:2018

JICTY EN ISO 14971:2015

JICTV EN ISO 15223-1:2018

JICTY EN 556-1:2014

JICTY EN 1041:2019
JCTY EN ISO 11135:2019

JICTY EN SO 11607-1:2015

JICTY EN ISO 11607-2:2015

JICTY EN ISO 10993-12:2015

JICTY EN ISO 10993-1:2015
JICTY EN ISO 10993-5:2015

HACTY IS0 10993-10:2004

JICTY ISO 14644-1:2009

JICTY ISO 14644-1:2009

Raszea.

TMupexTtrsa MDD 93/42/EEC, Bkmodatoun J{upektuBy 2007/47/EC JlupekTHBa Ha MeIUIHE TIPHIAJUIA
Memmani Bupobu. CricremMa ympaiiHEA AkicTiO. Bumorn momo perymoBanHaa (EN [SO 13485:2016,
IDT; ISO 13485:2016, IDT)

Bupo6u wmeawuni. Hacramosm momo ympasnimms pusukom (EN ISO 14971:2012, IDT; ISO

14971:2007, IDT)

3acobu MeUIHOI TEXHIKH. YMOBHI II03HAYKHM HA €THKETKAX 3aC00iB MEIMIHOI TEXHIKH, MAPKYBAHHS

Ta 000B’s13K0B1 BiomocTi. Yactrna 1. 3aramsni sumoru (EN ISO 15223-1:2016, IDT; ISO 15223-

1:2016, Corrected version 2017-03, IDT)
Crepunizariss Mmeauaanx BupobiB. Bumorn no mempunmx BupobiB 3 mos"ausenusm CTEPUJIBHI.

Yactisa 1. BuMory 7io KiHIEBOI CTEpHIi3allil MEIMIHUX BUPODIB.
Bupobu memyani. [ndpopmarris, sxy magae supoounk (EN 1041:2008, IDT)

Crepunizanis BHpo6iB MeaMTHOI NPU3HAYEHOCTI OKCHJOM ETHICHY. BuMorm 1o po3pobnenns,
BATIAAIii Ta HOTOYHOTO KOHTPOIIIO Tpolecy crepriizanii Meamarux Bupobis (EN ISO 11135:2014,
IDT; ISO 11135:2014, IDT)

Bupobu memmani npocrepmiizoBadi. [lakysanng. Yactmra 1. OCHOBHI BMMOTW [0 MaTepiainis,
crepuinsHEX Oap epuux i makysamsHux cucteM (EN ISO 11607-1:2009, IDT; ISO 11607-1:2006,
IDT)

Bupobun meanan1 npoctepminizoBani. [lakyBanaa. YactnHa 2. Bamimamimsi sumoru (EN ISO 11607-

2:2006, IDT; ISO 11607-2:2006, IDT)

bionoridaHe OIiHIOBaHHA MeAumdHuX BUpoOIB. YacTmHa 1. OuiHIOBaHHA 1 TECTYBaHHA B paMKax
mporiecy yipaeiiiHaA pu3ukavu (EN ISO 10993-1:2009/AC:2010, IDT). ITompaeka Ne 1:2013
bionoriaHe OliHIOBaHHA MeAWIHMX BUpoOIB. UacTuHa 5. BunpoboByBaHHSA Ha IIMTOTOKCHYIHICTH 1N
vitro (EN I[SO 10993-5:2009, IDT; ISO 10993-5:2009, IDT)

biojioriuHe omiHKWBaHHA MeaUIHMX BHpoOIB. YactmHa 10. BumpoOyBaHHA Ha IIOJApa3sHCHHA Ta
ceHemoOmizaniro (ISO 10993-10:1995, IDT)

Bionoriune oIliHIOBaHHA MeaudHUX BHpoOiB. Yactmna 12. BiabupaHHs 3pa3kiB Ta eTaJOHHI
matepiam (EN ISO 10993-12:2012, IDT; ISO 10993-12:2012, IDT)

Crepunizallis BUpoOiB MEAMYIHOTO TIpU3HAUYCHHA. BUMOrH 0 Bajifjaifii Ta MOTOYHOTO KOHTPOJIIO.

PamiaiiiiHa cTeprii3anid. | |
Uucri IpUMIINEHHSA 1 TIOB'A3aHI 3 HAUMHM KOHTPOJLOBaHI cepemosuma. Yactuna 1. Knacudikamis
quctoTH TOBITpA (ISO 14644-1: 1999, IDT)

V1ioBHOBaXKEHUH TIPEICTaBHUK BUPOOHHKA.

TOB «JIA MEI[ .]_[[] aera O.J1.
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JIANGSU KANGJIN MEDICAL INSTRI ;

3a aupecoio: No. 56 Changzheng Road, Dongshu village, Zhenglﬂ
'Clh", Jlangsu PYOVH’!CQ, 2131 11 China. CEEESRm G T e
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JTEKJAAPALISI IIPO BIANOBIAHICTD
MEJAUYHUX BUPOBIB Ne 16/2017

Bupotnur: JJANGSU KANGJIN MEDICAL INSTRUMENT CO.. LTD.
3a afpecoro; No, 56 Changzheng Road, Dongshu village, Zhenglu Town. Wuijin District.

Changzhou City, Jiangsu Province, 213111, China
(sazna Ta MICUE3HARODKC IS BHPoGHIKE)

niomeepovicye, wo eupobu meowuni: Wnpuny im'exuilini «Bojecy: cHeTeMu. s
BIHBAHHA/MepesnBans iH(Y31fuux PO3YHHIB, KpOBI TAa KDOBO3AMIHHWKIE «Bonecy:
cevonpurimadl «Bonec»: imcrpymentH Ta nabopy rigexosoriuni  «Bomecn: KyXOis
bemapxa «Bowecy: creteMy Jutst eHTepatsHOro rogyeauts «Bogecy: (Nepemik MealudHmx

BHpobiB 3azuavenndi v Jonarky Ne I, wo e HeBin’eMHOI0O YacTHHOIO uiei Jeknapauii PO
BLATIOBIAHICTE)

(Ha3sa npoayKUIT)

KAacC PH3HKY: KIaCH NOTeHIiHOoro pu3uky I crepmiihunil. Ia

ARl pospodaawomucalsupobraiomeca: JIANGSU  KANGJIN MEDICAL
INSTRUMENT CO., LTD., 3a ampecoo: No. 56 Changzhene Road. Dongshu villase.

Zhenglu Town, Wujin District, Changzhou City, Jiangsu Province, 213111, China
{(Ha3Ba Ta MicuesnaxomkeHns sHPobiKa)

BinOBiAa0TE BuMoram Texiiunoro pPeriIamMeHTy HIOA0 MeARYHHX BHPODIR,
sateepaenoro Hoceranoporo Kabinery MinicTpis Yipaiin sig 02.10.2013 No753

TexuivuHa noKyMeHTalis HA MEAUUHT BUPOGH po3pobrena Ta BIPOBAAKEHA.

Heknapauino crkradeno na-nideniasi:

L CepmnixaTy mpo BIANOBIAHICTE CHCTEMH YIPABIIHHS SKICTIO BiLAMOBIANHG BHAGH
JCTY ISO 13485:2005 (ISO 13485:2003, IDT) Ne UA.SM.029-17 gin 30 Bepestra 2017
p. ynHRMH 10 29 Sepesus 2020 p.;

2. Ceprndixaty signosinaocti Ne UA.MD.059-17 Big 30 Gepesns 2017 p. YHHHEN 70
29 Gepesus 2022 p. wono 3abesreucHus (YHKUIOHYBAHHS KOMIIIEKCHO! CHCTEMM
YHPABIHHI SKICTEO BUMOraM TexHiuHOTO pPermaMeHTy WOZO0 MELHUHNX BUPOBIB.
Jlonatox 3, BUKITIOUAYOYH TYHKTH 8-11;

Cepniutpivamu eudaror Opranom 3 OUiHKN Bifnosifxocti TOB. «YKPMEIOCEPT»,
aKPCIMTOBaHHM HawioHanbHuM areHTCTBOM 3 akpenuTalii YkpaluW, aTtecTar Bia
01.07.2015 p. Ne 80047, agpeca micuesHaxomKenis IOPUANYHOT 0COOH. NpOCHeKT
Boss’eananns, Syanuok 2/1-A, M. Kuis, 02108, Yxpaina; ajpeca s AUCTYBaHHs: BVII.
Aparomanosa, 1-A, of. 2, M. Kiuis, 02068, Yxpaina, Ten. +38-044-355-02-30.

WWW.vimp.org.ua. 7
Ynosnopaxenui "ffpc;uci'anHiikxhzgpcﬁzjm{a i . »JZ' /) o
B YEpand TOB «Topronuil B _ [ L .. Jlosineska QML
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Yuoenosasicenuii npedcmaenuk eupobuuxa ¢ Yipaini: TOBApHUCTBO 3 0OMEXKEHOO
sigmosizaneiictio  «Toprosu#i  Jim  «Bikrep Tinwocs, azpeca  MicUesHAXOmKEHHS
IOpUAKYHOL ocoOM: YKpaina, 04210, m. Kuis, np-1 I'epois Craninurpany, 2-T", xop. 1. kon
CHOPIIOY 32246694 (3a popyuenusm Big JIANGSU KANGIIN MEDICAL
INSTRUMENT CO., LTD. Bin 02 rpyans 2016 poky)

Jlexnapaniio CkiazeHo i HIKOBHTY BIANOBIAANBHICTE BUPOOHMKA.

BinnosinaneHicTh 32 JOCTOBIPHICTE HAZaHOl indopMaiil Hece BUPOGHUK,

e
YHOBHOBAKSHUH MPENCTaBHUK BHPOGHHKA o G y
B Ykpail TOB «Toprosuit Jim | PR AR -
" «Bikrep [1ioch (mianuc) (1115}

(33 ROpyUeHHAN)
IR ENE B K
. 31.03.2017 nie.zo 30.03.2022
ML (nata)

L
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JonaTorNe

1

no Mewnapauil npo sianosizunicre-Nel6/2017

Iepenik meanaunx supobis

Kiaac

valve unsterile

OTBOPOM JUTS 3THBY HECTEPHALIINI

Ila

YIIOBHGBH}KEHHH HpEﬂGTaH_HHK ISM]JUDI lHl{E’l

/7 y

o "

% LA

b

r i -1

& .. T
Ay
T 1

Jlozineska O.M.,

CTERHN LI,

|
Ne Haiiyvenysanns »eanaunx BHpo6iB Hafisenypanust Meiitiinnx supodin ?e‘.i{E,‘J;I-IlIIItH'{]-j-
3/ AHTIHICLKOIO MOBOI) YKPATHCbKOW MOBOIO pupoly |
i 2 3 N
Kyxoan Eemapxa «BOJIEC» |
I iBsmarch cup "BOJIEC" 1500 ml sterile | Kyxons Ecmapxa "BOJIEC" 1500 wmali )
CTepHIbHHMH CTEPHABHHH,
2 |Esmarch cup "BOJIEC" 1750 mi stertle | Kyxonms Ecmapxa "BOJIEC" 1750 wall
cTepunsHAEL CTEPUIILHHIL,
fla
3 |Esmarch cup "BOJEC" 2000 mi sterile | Kyxonms Ecmapxa "BOJIEC" 2000 wmo|l
(CTepuiIsHHH CTERMILHIIN,
Cucreant aas enrepasiplioro rogypanig « BOJIEC»
1 ' 11 It h l
Set enteral feeding "BOJIEC" gravity|Cucrema mna  eHTEPaALIOro  rOXYBENNS .ron. L
single use sterile “BOJIEC" ans Hacoca  ORHOpasoBoro||r,
B L | BHKOPHCTAHHA CTEPHILHA o
2 |Set enteral feeding "BOJIEC" pump|Cucrema s eATEPanLHEOTO TOAYBaHHA|! E
single use sterile "BOJIEC"  rpaBiTauiiina  omiopasoBnolo|SIEpiithinyit, .
BHKOPUCTAHHsE CTEpHIILHA lia R
3 _ _ I -
Set enteral feeding "BOJIECY gravity|CucTema ansg  €HTCPANBHOTO  TOUYBAHHA |crenuinhuil
{without bag single use sterile "BOJIEC"  rpasitanifinia  6e3  Mika|ila |
ONHOPAZOBOTC RUKOPHCTAHHS CIepHIibHA |
Cesonpaiimaai «BOJIEC» :
I |Urine bag "BOJIEC" 2000 mi pull-push | Cegonpuiivas "BOJAEC" 2000 s i
valve sterile OTBOPOM HAS 3JIHBY CTEPHUTBHRI CTEPHALILH,
lia
2 (Urine bag "BOJIEC" 2000 ml] puli-push |{Ceuonpuiinag "BOJIEC” 2000 mn 3 I

{nianuc)

#.31.03.2017
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3 |Urine bag "BOJIEC" 2000 ml T-valve Ceyonpuitmay "BOJIEC" 2000 mu3 T- | :
sterile KpaHOM. CTEDHILHNHA CTCPHAbETH, |
la
4 |Urine bag "BOJIEC” 2000 ml T-valve Ceuonpuiimau "BOJIEC" 2000 mn 3 T- | 3
unsterile KpaHOM HECTCPHALHHH STEPAIBITIH, &
a2 '
5 {Urine bag "BOJIEC" 750 ml pull-push  |Ceuonpritmayu "BOJIEC" 750 My 3 otgopom || B
valve sterile JUIST 3TIHBY CECPIILHMI CTERibt i,
2 .
. N
6 |Urine bag "BOJIEC" 750 ml pull-push  |Cenonpuiisau "BOJIEC" 750 M1 3 oTrROpOM |1 ]I
valve unsterile JUIR 3IIHBY HECTEPMIILHH fL CTCDH. bR,
7 |Urine bag "BOJIEC" 750 ml T-valve Ceuonpnrtivay "BOJIEC" 750 M3 T- il
sterile KPaHOM CTEPHUABHIE CrepH I I, -
{la i
g Uring bag "BOJIEC” 750 m! T-valve Ceuonpritvmau "BOJIEC" 750 Maa T- 1 1
unsterile KpaloM HecTepHiLHiH S LA TAITH I
la
g  [Urine bag T'BC-'HEIC" 100 mi for child Ceuonpuiisa "BOJIEC” 100 mnt auTauni |1
(boys) sterile (718 XTONUHKIB) CTEPHIIbLI i} Crepi Lbfiii: |
[0 {Urine bag "BOJIEC" 100 ml for child Ceyonputiman "BOJIEC" 100 ML ARTSIHN || S
{oirls) sterile (ANt MBUAT) CTEPHNILRHAA CTEPHlbEHHI,
” it 2
11 {Urine bag "BOJIEC" 100 ml for child Ceyonpuiimad "BOJEC" 100 sur aursiauii |l 1
universal sterile (yHipepcasnHUit) CrepHALH U CTEPM.ILI I, |
la _
12 Urine bag "BOJIEC" 2000 m pull-push {Ceuonpuiinay "BOJIEC" 2000 mn 3 | B
valve, leg type sterile OTBOROM I 3IHBY, 3 KPIMJAGHHAM JI0 HOTH |STgpuipingl, ©
CTepHNLHHHA la :
13 {Urine bag "BOJIEC" 2000 ml T-valve, {CeuonpuiiMay "BOJIEC" 2000 s 2 T- d ] ;
leg type sterile KPAROM, 3 KPUTRCHHAM A0 HOIH. CTCPHILIME S 1P -
4 {Urine bag "BOJIEC" 750 ml puli-push  {Ceuonpuiivay "BOJIEC" 750 MIT 3 f;}ﬁiﬂpﬂ:ﬂ ! o
valve, leg type sterile LIS 3JIRBY, 3 KPHUISHIAN J0. HOTH. CICPIEILLNG,
CTCPHNLHEH Ha ! |
15 |Urine bag "BOJIEC" 750 mi T-valve, leg |Ceuonpniisau "BOJIEC" 750 M3 T- 1 _'
type sterile KPAHOM, 3 KPIFIeH M S0 HOTH CTEPHABHIA |STEPUREHMIL, |
la |

Jlostucsra O.M.
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16 {Urine bag "BOJIEC" 1000 ml bedside

sterile

Cegonpuitmau "BOJEC" 1000 ma
OPEADKKOBHHE CTEPUALHUI

1

CTEPHIILHWI,
ia

Cueresu i pausanua/uepensanus indysiliaux posunuis,
KpoBl T Kposodaminnukis. "BOJIEC!

BOJECT 18-V with
G21 (0,8x40mm) and

1 |Infusion set
injection needle

CHeTema  ang BRHMBaHMHA  iH(YIIHHHX
posumiis "BOJIEC" 1S-V 3 ig'ckuifinoio

TCTEPHIIHMIT,

i

|injection needle  G21 (0,8x40mm) and
1metal spike for single use sferile

metal spike for single use sterile ronkoky. G21 (0,8x40zM) Ta. Merancsuw [
[HHNOM  OQHOPA30BOFG  BHKODHMCTaHHS
e e CTCPHIIbHA
2 infusion set "BOJIEC" IS-V-1 with{Crcrema nny  phumsanns  indysifiaux

posuniiz "BOJEC" 18-V-1 s iif'cxuifitionn
ronkoie G221 (0,8x40mm) Ta mMerasesuMm

Lo I,
I b

1

CTCRMIbIY 1,
ila '

injection needle G21 (0,8x40mm) and

pozunHiB "BOJIEC" [S-V-5 3 in'exnifinoo

HIKNOM  OZHOPA30BOID  BHKOPHCTARIS
| ~|crepunnna | o
3 |Infusion set "BOJIEC" IS-V-2 with|Cucrema ans  padpanus  indysiitnunx |1 !
injection needle G21 (0,8x40mm) and|posuwnis "BONEC" 1S-V-2 3 ig'exniiiHow - GTﬂﬂHili:rH'H'ﬁ--_l
Imetal spike for single use sterile ronkols G21 (0,8x40mm) ra meranceum |2 ’
IIHI0M  COHOPA30BOIO  BHKOPHCTAHHSA
et e e CTCPHHBHA
4 jInfusion set "BOJIEC" IS-V-3 with Cucrema nns  nnousaHus  ingysifiaux ||
injection.needle G21 (0,8%x40mm) and  [pozuunis "BOAEC" [S-V-3 3 in'exiifinomn |crepuabini,
plastic spike for single use steriie roskoie G21 (0,8x40Mmn) 1a nnacruxopky (U8
[AIOM  OAHOPA3OBOCO  BUKOPHCTAHHA |
CTEPHIRHA _f
5 |Infusion set "BOJIEC" [5-V-4 with Crerema  amn padsantud  indysifnux (] t
injection needle G21 (0,8x40mmdand  |posunyis "BOJIEC" 1S-V-4 3 iHexniitnon S RTTUNEN
plastic spike for single use sterile ronkowo G21 (0,8x40m¥) Ta nnacrukoeuns |U2
HIHTIOM  OJNOPA3OROr0  BHKOPUCTAHHY |
cTepHibHa ) | | r
6 infusion set "BOJIEC" 1S-V-5 with CucremMa 1ang  pauBanug  iHQpy3iHnux i1 !
:

CTERHALHHMA,.
]

injection needle G21 (0,8x40mm) and

posuuuis "BOJIEC" [S-V-6 3 in'exnifinoo

] _
CTERMILHTA,

plastic spike forsingle use sterile rorkore G21 (0,8x40mM) Ta nnactirosum (U2 i
IHMHOOM  QUHOPA3OBOr0  BHKOPHMCTAHHS
| | B CTePHIILHA _
7 |Infusion set "BOJIEC" IS-V-6 with Cuecrema s BAMBAHHA  iHpyzifiHEN

(%

plastic spike for singlc use sterile ronkoie G271 (0,8x40Mmn) 12 unacrukopim | Ha
IIHITOM  OJHOPA30BOTO  BUKOPHCTAHHS
CTEPHIlbHA

VITOBHOBAKEHHI NPEACTABHAK BIPOOHIKA
B Yrpaini TOB «Topropulisiass »
«Bixrep [Trirocy

{3a nopyueHnaf e

R - Jloszinceka Q.M.
{fiinnuc) (T1115)

31.03.2017 e -no 30.03.2022
(naTa)

CropiHka 53 27



TOB «YKPMEJICEPT»

CEPTUOIKAT

MeANYHIX BUPODIB

3apeccrpopannit y Peecrpi
«30» Gepesnn 2017 p.
No UA.MD.059-17
Aiticunit 5o-«29» Gepesnn 2022 p-
Luai ceprudiicatom TOCBITYETEC, 0" I OLIHKY BiXTOBiAHOCT MEAMIHUX BHPGDIE:
< Whnpuw in’ exnditni «Bostee»;
- Cretemu st Bneanas/nepenusanist ingysiitnunx posunnis, KpoBI Ta Kposo3aMiBHUuKIs «Bojces;
- Cewonpuiimayi «BoJjecn;
- IncTpyment Ta naGopn risexostoriusi «Bosee»;
~ Kyxons Ecvapxa «Bosec»;

- CHcremMu ANS eHTEPANLHOT O ronyBaun «Boaecy, o
Knack noTeHui#noro puskky [ erepunsumi, I1a,

Hi0 pO3POBAAOTECS/ BHPOBAIIOTLCS: -
JIANGSU KANGJIN MEDICAL INSTRUMENT CO,LTD,
33 anpecoto: Ne.56 -Changzheng Road, Dongshu village, Zhenglu Town, Wajin District, Changzhou
City, Jiangsu Province, 213111, China,
0Y7I0 32CTOCOBARO KOMIINEKCHY CHCTEMH YHPABRIHI AKICTIO Ha eTarnax pospobienus,
BUPOOHUIITBA 1 OCTATOUHOT [IEpeBipKH. -

YuoBHOBaxeHuHN NpencTasHuK B Ykpaini:

Tosapucrso 3 o6mexeHow BimmoBifanbuicTio « Toprosuii Tim «Biktep Ilmoc»
33 anpecoio; Yrpaiua, 04210, m. Kuis, np-t Fepois Craainrpagy, 2-T, xoep. 1, xon €APTIOY 32246694

Biinesasnaueni megruni BUpoGy BiXTOBIIAI0TE BHMOTAM
TexHIYHOrO PErIaMenTy IOAC MEIUYHUX BHPOGiB,

ATBEPIDKEHOTO MOCTAHOBOK Kabimery Minictpis Yxpainu Big 02.10.2013 p. Ne 753; srimao. 3
POBSACHOIO TIPOLGAYPOI0 oUWk BiAnoBinHoctl «[lopagox NpoBeseHHs NPONeAYPH 3a0e3rIeUeHH
DYHKIIOHYBaHHS KOMIINEKCHOI CHCTEMM YNpPaBNiHHS SKICTIO» NOAATOK 3. (32 BHKMOUEHHSAM pPO3ALTY
«ITepeBipka MpoeKkTy MeWIHOTO BHPoByY», Ni.8-11) nporo TexniuEOro PerIaMeHTy,

Cepruikar ‘Bumano OpraoM 3 OWiHKe Bignoriznocti TOB. «YKPMEJCEPT», akpefiToBaHUM
Hauionansumm areateTBoM 3 akpémutanii Yipainn, avecrar pig 01.07.2015 p. Ne 10240, npusnayernm
‘MinexoHoMposButky Ykpainu, 3a iaenTHdgiraniinm HomepoM  UA.TR.099, aapeca miciesHaxomxenus
TopunaryaHot ocobu: npocnexT Bojslennanna, SymuHok 2/1-A, M. Kuis, 02105, Vxpaina; ajpeca ans
JMCTyBaRHA: Byn, HparomayglrtiiAs 5% 2. M Kuis, 02068, Vxpaiua, rer. +38-044-355-02-30,
WWW.Vmp.org.ua *:  oRN Tos Ty S
‘Ra nifcraei Pinrens ’ kS
I} L4

-y i

G et O B AGpaNGEa

Kepisuuk OOB:

Chigicry eeprugiknia BiAnonignoceTi mosaa fepepipuTie o PeeeTpi Ha cailTh www.yIinp.OFg.Ua T da vedi.: +38-044-355-02-30




TOB «YKPMEACEPT».

CEPTU®IKAT
PO BIAIOBIAHICTEL CUCTEeMM YITPABAIHHS SKICTIO

Japecerposannit v Peecrpi

«30» Bepeanst 2017 p..

Ne UASM.029-17
Hifictunit no «29» fepesnn 2020 p.

 HAM CEPTHOIKATOM ITOCBIAUYETHCS,
IO CHCTEMA YIPABJIHHS SAKICTIO CTOCOBHO

Hpoextysanns, pospoGaenus, BEpoSHHUTRA, pealtisaiii Ta HAXaHAY MO8’ A3AHMX MOCTYF AT

‘MeANHHHX BHPOOIB! cevonpuiiMayi, kKyxons E¢Mapxa, naGopy Ta incrpymenTH rimexosoriuni,

HITPHUHE, CHCTEMH Hepe/IHBAHHR PO3UHNIB Ta KPOBI, KaTeTepy BHYTPIHLOBEHHE] Ta CHCTEMH
B eHTepANbHOT o FOAYBAHAN

BNpOSamKeHa: o o o

JIANGSU KANGJIN MEDICAL INSTRUMENT CO., LTD,
38 afgpecolo: No.56 Changzheng Road, Dongshu village, Zhenglu Town, Weajin District, Changzhou
City, Jiangsu Province, 213111, China,

sianosigace sinvioram JJCTY 1SO 13485:2005 (ISO 13485:2003, 1DT).

KoHTpont BiXnoBiIHOCT CePTUGKORAHOT CHCTEMH YIPABJIHHS AKICTIO BHMOraM 3a3HAYSHOTS
CTAHOAPTY: 3MIHCHIOETLCH IUJIAXOM HArAZLY, TIEPIOAHYHICTS | OPOTUEAYPH AKOTO PeriaMeRTYIOThCS:
IPOLEYPAMH OPraHy 3 OUIHKY BiAfoBi THOCTI,

CEPTHUOIKAT BHIAHMH: OprasoMm 3 ominkw Bigmosigsoeri TOB «YKPMEICEPTy,
‘axkpeanToBaHnM HawnioHansHum areHTeTBOM 3 akpeavraiii Yxpaiuu, -atecrar eim 01.07.2015 P
Ne 80047, anpeca micuesHaxomxesns opramyHol ocobu: MpocnekT Bo3s’eauanns, Syannok . 2/1-A,
‘M. Kuis, 02105, Ykpaiua; anpeca ais nuctysauus: syn. JparomaHopa, 1-A, od. 2, m. Knis, 02068,
Yrpaiua, Tem +38-044-355.02.30, www.vmp.org.ua,
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