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CEPTUDIKAT SAKOCTI

Hasga Bupoby:

Karerep acnipauiiiunii “MEDICARE” oxnopasoBero BUKopucTanus, konexrop Kapkon

Po3zmip: Fr14; Fr16; Fr20
Bupobuuk: TOB «Jlonomora-I», na Bupobru4ux noryxHocTax “Well Lead Medical Co., Ltd.”
Howmep naprit: 2502010161
Jara suroroienss:  2025.02
Tepmin npunaraocri:  2030.01
Ne ; Uapamerpy, e Bumorn Pe3yanTaTh TECTY
mIAraTs nepesipui
[ToBepxHs TlosepxHs TpyOKH, KOHEKTOpa, KiHUMKa Ta
1. rNa3kiB He TOBMHHA MICTHTH CTOPOHHIX Biamosinae suMoram
PCUOBHH
Bupobu, wjo mecmyiomocs ) :
2 (posstipne Fr) Fri4 Frl6 Fri8 Fr20 Fri4 Fri6 Fr20
Posmipy | By 2,95 3,40 3,90 4,30 Binnosinac BuMoram
(Mm) (miH)
3oBH. O 4,67 5,33 6,00 6,67 _ _
3. 0.2 102 £02 0.2 4,61 — 4,67 5,28 -5,32 6,62 — 6,66
Edormriy 490 £5% 487491 487491 485489
JIOBXHHA
MiLHicTs KOHEKTOPA Tlix yac mpoBefeHHs BUMPOOYBaHHA 3rigHO
3 JlojaTkoM A, cuia, mo HeoOXimHa ans
4 Bin’enHaHHs OYAb-FKOro KOHEKTOpa Ta T LT—
Tpy6ku ToBHHHA OyTH He MeHIIe, HDK
sasnavero y Tabmuui 3 cTampapry
1733:2002
Hedopmauis/crunomenns | Komu Kineuh KOHEKTOpa NpHENHANIM MO
TpyOxH Ipkepena BakyyMy 3 ThekoM 40kTTa (300 mm
p.cT) HIKUE arMocepHOTo THCKY Ha 15 ¢ : .
2 npu Ttemreparypi (23+2) C, perynsaTop BIIGIBAAE BRSO
BAKYYMY 3aKyMOpHBCS, TpyOKa HE TOBUHHE
nedopmyBatHcs
SaHIIKOBUH BaKyyM Konm acnipauifinuii xarerep MigxkiIo4aoTh
10 Joxepena BakyyMy 3rigso nomarka C EN
6. 1733:2002, 3anMIIKOBWI  BakyyM HC Bignosinac BuMoraM
nosuned mepesuutysatu 0,33 klla (2,5 mm
pr.cT)
CTepuitbHICTh (Meron | Mae Binnosinary BuMoram EN556 . .
7. EO) Binnosinae BuMoram
3anuinkoBa kinkkicte EO | Mae sianosigata siMoram ISO 10993-7 ; ;
8. Bianosinae BuMoram
9. CuMBoy Ta MapKyBaHHs | Mae Bignosigati sumoram ISO 15223-1 T —
BucHOBOK: Meduunuti upib gidnosioac eumozan cmandapmy 1SO 8836:2019
Homep Texniutoro gailiny Ta aeknaparii BixmoBiAHOCT Ne 13-W

CV Sl Bignosinae Mi>KHapoIHOMY CTaHIapTy
CV 4 sinrosigae craniapty Yxpainu

Menemxep cucTem mcocn Oabra JOPOTYHIIOBA

Lama eudaui cepmu(])mamy 24.06. 2025

@ 4.2.3-01 peo_1

1SO 13485:2016
JCTY EN ISO 13485:2018
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JAEKJAPALIIS OPO BLIANOBLAHICTE
Ne I13-W gio 16.03.2021 poxy
Pedaxiia Ned
Bupotme: TOB « JOHNIOMOIA-Iy {kox CAPHOY 32395558)
sy Hlesnenxa, 13, m. Sromus, Kuiseska ofn, 07700, Vipataa

miarsepIKye, Wo supil Memeamit
Karevep scnipauiiinmi «MEDICARE»
(nepediy 32idno Suoamry)

Kaace: 1la

sxi surorosmmoTees TOB «JIOTIOMOTA-D» 33 vexsivaoo nosysmentanicn ua sapobumunx
povyanocix “Well Lead Medical Co., Lid.” («BEJ B Megixan Ko., Jraw), 1o sHAXOARTHCS
33 agpecoro: C-4 Jinhun Industrial Estate, Hualong 511434 Panyu, Guangzhou, People’s Republic
of China (Ci-4 ainxy Inmacrpian Ierefit, Xyanonr 511434 Taw'wo, Dyamexoy, Kurajicsxa
Hapospa Pecrviiixa)

BITOBIAAIOTE BMOraM TexHIvHOrO pernaMenTy HIOHO MSIUUHNUX BHpoBis,

zarsepaokenoro gocrtanoso Kabinety Minicrpir Yxpafum sig 2 smostas 2013 p. N 753
R RINO
ACTY EN IS0 134352018 «Bapober sterpryul. Cucromyr yopomsings sxicno. Bmyors oo
DOTYIORANED!

150 134852016 «Bupoby vemuyal, CHCTCMB YIpaBiinHg SKicTio. BAMOrs MOR0 Perysonanusn
AOTY ISOARC T7050-1:20006 «Ominxa stwosinpocyt. Hexmapanin nocoatinsangs opo SLmoRasiors.
Wacruua {. Saramssl suMorm
HUTY ISOAEC 17050-2:2006 «Quimosanus  slwosinsocr.  Jlewniapaiis  nocTeuassiuks npo
sixnenEets. Jacrana 2, Tirsepmoypansss JORYMEH TN
HACTY EN ISG 14971:2015 «Bupobs menmend. Hacramosw mono yopamniius puauxos {(EN ISO
148712002, TTVISO 14971:2012, IDTw

EN ISG 149712012 «Bupofn Moamnt — SASTOCYRAHES VIPARATHES DUINKOM J0 MEBITHILS Brpodine
IS0 §836: 2019 «Kareropy acpaniRal, 10 sUKOPHCTORYIOTHON B K ANRHEY WIASEaxs:
ACTY EN ISO 15223-1:2018 Gacobn semol texuivy, VMOBN H0288KM BE CTRRETREX 3acodin
MepraIol ToxHiky, MapRosauns 1a 0bos $aRoBl BiaomecT. Hacteua b 3ovansni BRMOTI

EN IS0 1322312016 «Memni gupofn, CaMpoiy, MO BHEOPHCTOBYIOTHOS HUDH MEpKyBansi ma
MERMEHEX BRpODax, eIMEeTRAX Ta cynposignilt nokymentadl, Yacrnea 1. Saramsal suvorun
JCTY EN ISO 11135:201% «Crepurizamia srpodin MCHHYHOT BPHIHAYCHOCT] OKCHAOM exugeny. Bamory
Io pospobaems, Baviaaiil Ta NOTOYHOYO XOHTPOTION
JCTY EN §56-1:2014 «Croprovizands seneguns sopolis, Busors 40 Memssnx supofis 3 0o3HaucHuss
CTEPHIBHY. Hacrnua 1. BoaMors A0 Meinsux supulie, g 9laas ai0Ts KiHnesil crepamizaniiy
ACTY EN 150 11607-1:2019 «Bupobu meruni npocrepunizosani, Naxosasas. Yaeruma 1. Oceors
BUMOLN 0 METCpINB, CIopuneiix Gap epiuX 1 iy Bais IR CHOTEM

ACTY EN IS0 11607-2:2019 «Bupols sensmi gpocrepanizosand. axonasg, Yaornra 2. Baninugisg
BEMQTE

JOCTY EN 130 11737-1:2018 «Creprmisands sacobin wicxmunol texuign. MixpoSionorian Merous.
Haeruua 1. Basuasewsn nonymsindl Migpoopragismin sa gupolaxs
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ACTY ENISO 14155:2018 aoininmi 5ocaimaesss Moy spolis s monelt. Hanexna xriaiun
WPAKTHED Y

ACTY 130 14644-1.2009 «Yrori npuviticHis Ta ror s2an 3 s EOHTPOARORANI cepetgonima. Yactuug
1. Knacadpixanis wuerormn nosirps:

HCTY 180 14644-2: 7009 1y ucri UPHMINICREA T4 BOR 93801 3 1 KOHTPONLORAR] cepenpsima. Yacruua
2. Bumors no KOHTPOMIOBNIA 1 MORITOPHENY 1 mixrsepReHg sianosigrocrt JACTV IS0 14844.
13009

156 14644-3:2008 «Uneri npasitenss 1a nos’ s 3 wsm KOHTPOALOBIHE CepenosHuia, Hacruna 3,
Meremy sanpodysansy

ACTY ISO 14644-4:201 2 «Hnerd npusitnesms 18 nos asan « uivu RONTpOABOsan! cepenosmma. Yacrnna
4, Upockrysanss, SyaiBaMITES T4 #8CICHES 8 CRCINYATARIR

JCTY 180 14644-5:201 7 «Uneri DPUMITICHIG T3 OB A3H1 3 HIMB KOHTPONBORENI cepoponnma. Yacrrmm
3. Excusyarauis»

ACTY EN 62366-1:2019 «pwnans mexwasi. Yacrana 1, 3aCTOCYBARKS UDRSHOPHEK TCXHOTOTIH 10
MOIHHHAN BHPODisn

HPOURQYR OYIKH BIORGRISHOCHIE NPOsvOeha 221I0Na I3 Saan@ it Texuivnuy peetaserinos wodo
Meduauy aupobia, dodamox 3,

Ceprudirar wianorimuocti s npogysiiio Ne UATR.098.0026-16, nin 16.03.2021, saiauui
aprasaM cepradikanii TOB «Yxpaincsxait uentp megaunol cepradixanii Ta nporuoIysasiD,
syn. Canepro-Crofizesxa, 10, odic 1, m. Kuin, 03028, miftenuit 10 15.03.2026 poxy.
Aexaapanite cxaageno v HLAKOBATY BIAROBIALTLHICTR BupolnnKa.
Texniana dorxyveeronauis ons BIAEH RIOMSEPONCEINA BIOROBIONCCIE 30epirasmses i aopeca:
(8129, Kuipcowda o6n., Kueso-Casmowicnrum pation, ¢ Hemponasaiscsra Bopuyaeiaxa, sva.

Hoeamaacwxa 30

S

Jexnaparin wwnna 00 15.03.2026 poEy

JLB. Pomanona
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Hovamox do Jexaapanii
Ne LW gio 16032021 pory

Hepenix Karerepin acnipauiiinnx “MEDICARE?,

QEHOPAIOROr: BH BOPHCTAHUN, CTCPWILHIX:

Karanowuni Hasna Menunoro sapody Haasa meamunoro supoiy

*MEDICARE™ size Fi22

HOMepR ANTIHHCL RO MOBOIWD YEPaiUCLROR MOROW
_— Disposable suction catheter Kaverep agrdpanisiaes “MEDICARE"
i B-8UIC-6 g D : .
MEDICARE” size Fré QUHOPAIOROTY BUKOPUCTANEA, posmip Fro
o 5 TR Dhsposable suction catheter Karerep acnipandiisi “MEDICARE”
2. S-SUC-R P s il g i : ! ! : ¥
MEDICARE”, size Fr& OAHOPASOBOTO BUROPHCTANIN, poamip Fr8
3 §.SUC-10 Dhsposable suction catheter Karerep scmipadingt “MEDICARRY
” o "MEDICARE”, size Fri0 QHHODE3OROTO RUKOpHCTANIY, poasip Prid
i S-SUC-12 Digposatde suction cathetsy Baverep acnipamiisdt “MEDICARE™
) e “MEDICARE”, size Fri2 OAHOPA3OBOTY BHEOPHCTANGA, pOsMIp Fril
. e Dusposable suction catheter Karerep acaipawifingd “MEDICARE”
5. S-SUiC-14 R AT ey o e e . e i B
i MEDICARE” size Frid CAHOPIINBOTO BUKODHCIRNSY, pussip Frig
5 QEUC-16 Disposable suction catheter Karerep scripauiiunt “MEDCARE™
) L - “MEDICARE”, size Frlé ONHOPATOBONY BHKOPHLTERI, posmip Fri6
o $.QUC-1R Dasposable suction cathoter Karerep acmipaniiunmi “MEDICAREY
o e “MEDICARE”, sive Frig OAHOPA3OBOLO BEKOPHSTaNaS, poamip Frig
< S-SUC-0 Disposable suction catheter Karerep acnipauifivsi “MEDICARE™
ST “MEDICARE™, size Fr20 UAHOPAROBOTE BHKOPHCTIUG, posmip Fri)
5 §.SUC.22 Disposable suction catheter Karerep scuipauiitami “MEDICARE™

OHOPAIOBOTO BRKOPHCIANNL, poxstp F122

1 S-8UC-24

Disposable suction catheter
“MEDICARE”, size Fr24

Karerep acuipsgitnt “MEDICARE”
OIHOPAZOBONG BAKOPUCTARKS, posvip Frid

i S-SUCT-6

Disposable suction catheter

"MEDICARE?, Tetype connector, size

Frb

Karevep acuipanifinsit “MEDICARE”
CRBOPAIVBROTO BHROPIACTAIGIA, FEQHAOKTOD T-
TRy, possip Fré

12, S-SUCAT-R

Disposable suction catheter

"MEDICARE”, T-type conngctor, size

Fri

Kayerep acnipaniies “MEDICARE”
CHHOPAIOBOTO REKOPHCTANHA, KonexTop T-
Ty, poMip Fi&

3. 5-5UC-T-10

Disposable suction cathefer

“MEDICARE”, T-typs consiector, size

Erii

Karerep acnipamitiauit “MEDICARE®
CAROPASOBOTO BUKUPHETAHHS, KoHeKTOD T-
THIY, posmip Frig

4. S-SUGT-12

Disposable suction catheter

“MEDICARE", T-type connector, size

Fri2

Karerep acmipasiitai “MEDICARE”
DAHOPAI0RGTO BHEOPHOTANEA, KOHERTOp T-
THITY, poassip Fri2

15 S-SUCT-14

Pisposahle stigtivn catheter

*MEDICARE", T-type conngetor, size

Frig

Karevep acmipanifinull “MEDICARE”
QAHOPAIOBOTO BUKOPUCTAHHSA, Konekzop T-
THnY, posmip Frid

16, S-BUC-T-15

Disposable suction catheter

“MEDICARE", T-ype connevior, sixe

Frig

Kagerep acripauiiinmeit “MEDICARE™
QHHOPAIOBOTY SHKOPHCTANIA, Rougwnpy T-
TRy, possip Frig
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Disposable suction catheter Karerep acnipawbuuit “MEDICARE”
17, S-SUCT-18 | "MEDICARE”, T-type connector, size | 0XHOPAIOBOTO MUKOPRCTANES, Konexrop T~

Erig THRY, posmip Frik

Disposable suction catheter Karerep scnipaniinuit “MEDICARE”
18 S-SUC-T-20 | "MEDICARE”, T-type connector, 5126 | 0HOPA3OBOTO BUKOPHCTAHUS, KOHOKTOp T~

Frzi THIY, posmip Frig

Disposable suction catheter Karerep acnipaniiiuuit “MEDICARE”
i S-SUC-T-22 UMEDICARE", Taype consector, sive QEHOPATOBOTY BHKOPHCTARAY, Xouewtop T-

Fr22 THEY, poasmip Fr22

Disposable suction catheter Karerep senipaiiodt “MEDICARE"
24 S-SUC-T-24 | "MEDICARE”, T-type comnecior, size | 0HOPA3IROTO BHKOPHCTANNA, KOHCRTOp -

Pr24 tvpe, posuip Frid

Drsposable suction catheter Karerep genipasifong “MEDICARE?
21 S-NLCVL6 "MEDICARE”, Vakon connector, siae | 0aHOPaioBoro BHKOPHCTAIER, KOHEKTOD

Fré Vakon, poasip Fro

Disposable suction catheter Kargrep acmipantiinnli “MEDICARE”
22 S-8UC-V.H “MEDICARE™, Vakon connectur, size CARDPE3OROTO REKOPHCTANEA, KOHCKTOP

Frl , Vakon, posmip Fré

Disposable suction catheter Kaverep acnipauiunfi “MEDMCARE”
23, S-SUC-V-10 | "MEDICARE”, Vakon connector, $iZ¢ | 0ABOPAI0SOTO BUKROPRCTIHEA, KOHEKTOP

Frig Vakon, pramip Frid

Disposable suction catheter Karerep aenipamifst “MEDICARE”
24. S-SUC-VA12 I MEDICARE”, Vakon connector, size GAHDPAIOBOTO BUKOPHCTAHRA, KOHOKTOP

Fri2 Vakon, posmip Fri2

Disposable suction catheter Karerep scnipauiimadl “MEDICARE™
23, S-8UCV-14 TEMEDICARE”, Vakon connector, size CHEODAIOBOO BUROPHCTANAY, KONSRTOR

Frid Vakon, poamip Frid

Disposable suction catheter Kaverep senipaniimnit “MEDICARE”
26. S-SUC-V-16 | “MEDICARE", Vakon connector, size | 0fHOPI3OR0I0 BUKOPRCTAHNS, KOUSETOP

Frip Vakon, poswip Fris

Disposable suction cathater Karerep acnipaniiand “MEDICARE"
27, S-BUC-V-18 “MEDICARE™, Vakon conngetor, size OANOPASOBOTO BHKOPHCTANAY, KOHMEKTOD

Friy Yakon, poamip Fri8

Disposable suction cathoter Karersp acnipanifist "MEDICARE”
28, S-SUC-V-20 | "MEDICARE”, Vakon connector, 126 | 0/010Da30BOI0 BREOPHCTRRNN, BORCKTOP

Fr20 3 Vakon, posumip Fe20

Disposable suction catheter Karerep acnipauifamit “MEDICARE”
29, S-8UC-V22 | "MEDICARE”, Vakon connector, stze | 0NHOPAIOBOTT BHKOPHCTANAN, KOHEKTOR

Fr22 Vakon, pogsip Fra2

Disposabie suction gatheter Karerep acnipauiibnn “MEDICARE"
30, 8-5UC-Y-24 | “MEDICARE", Vakon connector, size | 0#0pasoBors BEKODHCTARNS, KOBLETOD

Fri4 Vakou, pommip Fr24

Disposable suetion catheter Karerep acnipanifimgs “MEDICARE"
31 S-SUC-K-6 “MEDICARE”, Kapkon connector, $i2¢ | OHHOPRIOROTD BHEOPHCTAHER, KOHSKIOD

Fro Kapkon, poavip Fré

Disposable suction cathster Karerep acuipantiosi “MEDICARE”
32, S-SUC-K-8 "MEDICARE”, Kapkon connector, 81z | 0RHOPA30BOTO BHKOPHCTANNS, KOHEKTOP

Fr8 Kapkon, possmip Frg
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R AR A e A A AP Attt e s e A

Disposable suctiow catheter
S-SUC-K-10 | "MEDICARE”, Kapkon connector, size
Frig

Lot

Lrd

Karerep aomipanifunt “MEDICARE”
OIHOPAZOROIT BRKOPHUTANHSA, RONSKTON
Kapkon, poamip Frig

Disposable suction catheter
34, S-8UC-K-12 | "MEDICARE”, Kapkon connector, size
Fri2

Karevep scuipaifimst “MEDICARE"
05{1\"&0}3&30301"0 BHKODHCTAHHS, KOHSKTOR
Kapkon, possip Fri2

Disposable suction catheter
as, S-SUHCK-14 MEDICARE”, Kapkon connector, sive
Frid

Karerep aenipagifiangl “MEDICARE”
DAHOPAI0LOTO BUKOPHCTINAN, KORCKTOR
Kapkon, possip Frid

Disposable suction catheter
3%, S-SUHK-16 “MEDICARE”, Kapkon connegtos, size
Fri6

Karerep scuipamiiinnt SMEDICARE?
GAHOPEIOROTO BHKUPHUTANHA. KOHCKTOD

| Kapkon, posmip Fri6

Disposable suction cathetér
S-SUC-K-18 | “MEDICARE", Kapkon connctor, sixe
Frig

g

e

Kaverep acnipauidunfl “MEDICARE?
ONHOPAIOBOTY BHKOPHCTINI, KOHEKIOD
Kapkon, posmip Fri&

Disposable suction catheter
38 S-SUC-K-20 | "MEDICARE”, Kapkon connestor, size
B0

Karerepacmipatinud “MEDICAREY
ORHOPHIUBOTG BHKOPHI TAURY, KOHEKTOP
Kapkon, poyaip Fr2i

Disposable suctton catheter
3% 0 S-SUC-K-22 | "MEDICARE”, Kapkon connector, size
Fr22

Karerep acripaniiinnit “MEDICARE™
OAROPAZOBONO BRKOPHUTANHS, KOHCKTOR
Kapkon, posmip Fr22

Disposable suction catheter
40, S-SUC-C-24 | “MEDICARE", Kapkon connestor, size
Frid

Karerep acaipaniBin “MEDICARE”
QIOPASOBOTE BHKOPHCTARNA, KOHEKTOR
Kapkon, poswip Frid

Hupexrop TOB « HONMOMOT A-b

JLB. Posmanossa




TorapucTro 3 oOMORCHOW BiANOBRIAARLRICTG

CYEPATHOBKUH HEHTP MEARYHOT
CEPTHOIKANH TA IPOIHOIVBAHH

{TOR «¥VIIMCTs)
VA TR.O9 —

STV EN ISOGARC £70ui2e1R
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- et cepradinar sacninaye, mo npogyruin
| menuunt BRpetE 0ABOPATCROTO BUROPHATANES CTOPRIRHL S0UIR mayaront MK
«MEDICARE», waverepn wunignyl «MEDICAREy, savereps waensnd «MEDIC
MEDICARE (suverepy Henarona, vurevep $onesy, wavemep Tinana, Barerep yperpasbyiil,
warerep neaTofroeRi), Macky saprariaanal GIEDICAREy, stacy thaxcocronmbani «MED
imryBani! Tpaxel «MEDICARE», nafiops pam xonixeromii T
«MEDICARE» (vpybwu 449 ApemyBauust DA, eMBoCl o apeny
crmrerr  hwrySenifnt  «MEDICARE», vpylxi cnsoiparesins
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