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CEPTU®DIKAT SIKOCTI
Tpagenn 2024

Bupobnuk: TosapucTro 3 06Meskeno10 BiioBiTaabHicTIO "ITAP"
Micuesnaxomxenns: Byn. Muxaiina Boituyka, 18-A, M. Kuis, Ykpaina, 01103, tencon/haxe: +380445853455
Micue BupoGrunTra (BupobHmyi NoTy>xHOCTI): Yanrkoy Metimxop Memirar Ipomakre Ko, JItn.,
{Changzhou Major Medical Products Co., Ltd.) Ekci Beiisus, 3yky Taym, 213144, Hanuwxoy Citi, nposinugis I3zncy,
Kurait (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)
Hponyxiis:  Xipypriuna noe’szxa TOproeoi Mapxa IGAR
Tun JafAtniop (Ha ocHosi CIIAHNEHC)
Posmip: 6,0x 10,0 cM; 10,0 x 9,0 eM.
Hapris Ne: 202402
KinnkicTs: 36 000 mtyk

um migrsepuxyerses, mo A KOXHOI [1apTii BKasaHWX BHIle TOBapiB ByT0 MpoBeAcHO ICPERIPKY NEpeA BiANpaBKow Ta
Bunano CepTudixar ananisy, sk HiITBEPIDKYE KICTE OPOAYENI] B mapTit.

Mu rapauryemo, o micas pamoi HEPEBIPKY IUNAXOM BHIIAAKOBOTO Bif00pY, fana naprix NpeAyKLUii BinnoRitac BuMoram
BHPOOHHUIITBA 33 CHCTEMOTO YIPaBIHHS AKICTIO BiATIOBiNHO 110 JACTY ENISO 13485 ta e BIIIOBIAHO KBanidikoBanoko,

CEPTH®IKAT CTEPIJIBHOCTI
Tpagens 2024
BupoGapxk: TogapucTBo 3 oDMeskeno0 Biamoeinanswicrio "I AP"
Micnesnaxomxenns: Byn. Muxaiima Boitaya, 18-A, m. Kuis, Ykpaina, 01 103, renedon/daxe: +380445853455
Micne BupotunnTsa (Bupobuusi MOTYAKHOCTE): HaHIx0y Mefimxkop Menikan Iponaxre Ko., Jtx.,
(Changzhou Major Medical Products Co., 1.td.)} Exci bekaue, 3yky Tays, 213144, Yawwxoy Ciri, NPOBIHLIA [{34HCy,
Kuraii (Hexi Beiyang, Zougu Town, 213 144, Changzhou City, Jiangsu Province, China)
TIpoaykitis: Xipypriuna noe’sska Toproeoi Mmapxu IGAR
Tun Naiitop (na ocuogi CIaHmeiic)
Posmip: 6,0 x 10,0 ¢nm; 10,0 x 9,0 cm.
Mapria Ne; 202402
Kinpkicts: 36 000 LITYK

Hum nigreepmxyerses, mo BKa3aH1 BHIIE TOBAPH Gynu IPOCTCPHIIZOBAN] OKCHIIOM eTUNeny nepe BIAIPABKOO,
Hetxawa npoaykuis ua ocwosi CHAHIEHC TOpPropoi Mapku IGAR, sxa npoiinina aopouec crepuiisanii, e
CTEPHIBHOIO Ta BE31ICYHOIO IS TKAHUK JIOJIUHH,

Tpaeens 2024

CEPTU®IKAT AHAJIIRY

Xipypritua nos’aska Toprosoi Mapkn IGAR

Tu JakiTiop (ma ocrori CIIaHAeic)
Posmip _ 6,0 x 10,0 cm; 10,0 x 9.0 eM.

Hapris Ne 202402

HJaTta Burorosnenns 202405

Tepuin npugarrocti 2029.05

ACIEeKT mepeBipkn Texnivni BuMoru L Pe3ym.’raﬂ
30BHIWIHIF U I. Torepxus nosunna OyTH ynCcToK0, Be3 2anuuTKie nacry Ha BIANOBifac
3BOPOTHIH ¢TopoHi

2. axucunii namip IIOBHMHEH OYTH PiBHHM, Be3 oii:

Py cirr S ELLG {/p /’6’.0&0&/%




abcopbyroua nozyle Ka MOBUHHA 3HAXOAUTHCE B LEHTpI
Posmip L. BinxuneHHs 10 AoRxHHI: = 2.0 MM BIJIIOBIIRC
2. Bigxunerns o mmpwi: + 1.0 MM
Marepian Croag Tepunen, Bickoza /
OCHOBH 2
Bara He menure 40 riv? 45 r/m
MingicTh Ha po3pHB
o ue EUHOM pHaIIIJ HM); He menme 14 H 20H
I1 . - . . -
D Y HAUpAMKY (Hani 1 nepesipku 6a3yrorees Ha HepeBipill MaTepiany y
Minicts Ha pospur y : 5
CYXOMY CTaui) 120H
MAUTHHHOMY HAIPAMKY
Keiixa Tan Tepmonnaskuii ket /
pEYCBHHA 5 T 5 5
Buict xrefikoi pedosunn | He menmre 25 r/m 321/m
EnactrunicTs Tpy postaryBanmi SaxrepuuHIHOro MIACTHPY, 30iIbIueHRs Bironiae
110 JOBXKHHI He TTOBHHHO HnepeBuIyBaTH 5%
HNormunatoua | Hexresixpii ap TonieTunen /
NOAYIICYKa " .
Y Hornurarouuit wap Tepunen, Bickosa /
2
Bara He menme 120 r/m’ 160 /M~ £7
. Bara nornusar4oi nogymeurn mosnnma 30iTBIIHTHEE B 6 .
Pieens nornunanus N 6.5 pasis
Pas3tB MICHA TECTYRAHHS
Unssnesnit nanip He meime 45 riv? 65 /v’
IHTeHCHBHICTS BiIpuBY He nusxue 1.0 H/eum 3.3 H/cm
Hepesipka crepunbuocri Bakrepunmninii nnactup nosmmen OyTH CTepIBHEM CTEPHILHH
SAMIIKK eNOKCHAHOTO ETaHy 3IHIIKH HE TOBHHHT HepeBHINYBaTH 10 MET/T 7 Mxr/r
Maxysanns 1. [lakyBauns nopwHHO OyTh OXailHUM, HeymIKOmKeHnuM.
3MicT eTHkeTkr Mae 6yTH viTko 3PO3yMLTHM
2. Kinekicts, 3a3HaYeHa  Ha YIAKOBIU, TIOBMHHa 6yTH | mixmosimae
NPABHALHOO
3. laxysanns Mac 6YTH 3aneyatammm

Bucnuozroxk: Bumienareneni PE3YNLTATH BINIOBIA0TE BUMOTaM BUAIIOB1 THIX HODM Ta CTAHIAPTIR [OFO XIpyprigaux
TIOB’ 30K TOProBoi Mapku IGAR. CHerera YHPaBNAHNA SKICTH) KOMITaHi] Hanrxoy Meifxop Megmixan Ilponaxrc Ko.,

JIva., nis BupoGHunTRA XIPYPriuHHX TI0B’ 30K Tuny Jlafitnop roprosoi mapxu IGAR BLIIOBIla€ BUMOTaM CTAHNAPTY
HACTY EN ISO 13485:2016.

Hexapanis Ne 19-03/2016-IGAR Big "18" Bepesns 2024 POy (penaxuis 12) npo BIAMOBIJIHICTE BHMOTRM Texniunoro

PETTIAMEHTY 110/10 MEAUYHUX BHPODIE. Hexnmapanis ciranena T IiTKOBHTY BIONOBIAaEHICTE TOR «Irapy, mo Bignosigae
32 BBCICHHA MEAHIHOTO BUpoby B obir.




