dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYLV,
M. KWIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXeHHs: IGAR Registered address:
Byn. MUXANNA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KWUIB, YKPAIHA, 01103 01103, UKRAINE
Ten/dakc (044) 585-34-55 (53, 56) phone/fax 380-44-585-34-55
E-mail: info@igar.ua 380-44-585-34-56

E-mail: info@igar.ua

CEPTU®IKAT AKOCTI
’Kosrens 2025

Bupob6nuk: ToBapucTBo 3 00MexeHO0I0 BimmoBigaipHicTO "II"AP"
MicuesHaxomkenns: Bya. Muxaiina boiuyka, 18-A, m. Kuis, Ykpaina, 01103, renedon/daxc: +380445853455
Micue BupobuunTea (Bupobuuui motyxuocti): [3sucy Ixiayn Menikan disaiicec Ko., JIta., (Jiangsu Jichun Medical
Devices Co., Ltd.), XXenrny Tayn, Tianuiar 213111 Lzsacy Kuraii (Zhenglu Town, Tianning 213111 Jiangsu China)
IIponykmis: Karerep ans in’ekuiii Tumy Metenuk Toprooi mapku IGAR
Iapris Ne: 202502
Posmip: 21G, 23G, 25G
Kimpkicts: 564 000 mTyk
[Hara BupoGuuiirea: 2025.09
Tepmin nmpumatHocti: 2030.09
LuM miaTBepKy€eThCs, MO TSl KOXKHOI MapTii BKa3aHUX BHUIIE TOBApiB OYJI0 MPOBEACHO MEPEBIPKY MEpe.l BiIMPaBKOO Ta
Bunano CeprudikaT aHamizy, KA MATBEPIKYE AKICTh MPOIYKIIii B mMapTii.

Mu rapaHTyeMoO, IO TICII HAmIol MepeBipKy MUITXOM BHIAIKOBOTO BiIOOpPY, MaHa mapTis MPOAYKIIii BiIITOBiTae BUMOTaM
BHPOOHUIITBA 32 CHCTEMOI0 ympaBmiHHA sKicTio BignmosimHo mo HACTY EN ISO 13485 Ta € BiamoBigHO KBasihikoBaHOIO.

CEPTUDIKAT CTEPUWJIBHOCTI
Kosrens 2025

Bupobuuk: ToBapucTBo 3 00MexeHO0 BiamoBigansHicTio "I AP
MicuesHaxomkeHns: By Muxaiina Boiuyka, 18-A, m. Kuis, Ykpaina, 01103, renedon/daxc: +380445853455
Micue BupobuunTa (Bupobuuui motyxuocti): [3sucy xiayn Meaikan [isaiicec Ko., JIta., (Jiangsu Jichun Medical
Devices Co., Ltd.), XXenrny Tayn, Tianniar 213111 Lzsacy Kuraii (Zhenglu Town, Tianning 213111 Jiangsu China)
[Iponykuis: Karerep nus in’ekuiii Tunmy Meresuk Toprosoi mapku IGAR
[apris Ne: 202502
Poszmip: 21G, 23G, 25G
Kinpkicts: 564 000 mTyx
Hara BupoOuunrea: 2025.09
Tepmin npunatHocti: 2030.09
Hum migTBepaXyeThes, 0 BKAa3aHy HNapTiio NPOAyKLil Oy0 MPOCTEPUII30BaHO Ia30M OKCUAY €THIICHY Tepel
BiJIIIPaBKOIO.
Mu rapaHTy€eMO, IO MiCHA HAIOI EPEeBIPKH, KaTeTepH AJIS 1H €K1l Tury MeTenuk ToproBoi mapku IGAR, siki
NPOMIIUIN CTEepUITi3aliifHuI TpoLeC € CTePMIIBHUMHU Ta O0e3NeYHUMU AJIsl TKAHUH JIFOANHHU.

CEPTU®DIKAT AHAJII3Y
’Kosrens 2025

Bupobnuk: ToBapucTBo 3 00MexeHor0 BianoBigansHicTio "I AP"
Micue3naxomkeHHs: Byl. Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, renedon/daxc: +380445853455
Micue BupoOnunTBa (Bupoonuui noryxkuocrti): Lzsucy Jxivyn Menikan liBaiicec Ko., JIta., (Jiangsu Jichun Medical
Devices Co., Ltd.), Xenrmy Tayn, Tiauninar 213111 Lzsaucy Kutait (Zhenglu Town, Tianning 213111 Jiangsu China)
Onuc: Karterep nis in’exniii THIy Metesmk Toprosoi mapkn IGAR
[apris Ne: 202502
Po3zmip: 21G, 23G, 25G
Kinpkicts: 564 000 mTyk
[Jara BupoOuuirea: 2025.09
Tepmin npunarnocti: 2030.09



Crannapr BunpoOyBanb: GB 18671

AcHnekT nepesipku TexHiuHi BUMOTH Pe3yabTar

CTepuIbHICTD Mae 6yTu cTepuibHe, 6e3 OakTepiit CrepunpHe

[Tiporennictsb Mae OyTH HemiporeHHe Hemniporenne

3anuIKoBi peuOBHHU 3aranpHa KiJIbKiCTh IEPMaHTaHaTy KaJlilo B pO3UUHI 0.30 mn
[c(KMNnO4)=0/002mo1n/1 He mOBHHHA MiepeBuIiyBaty 2.0 ML

lonn meTaniB Kounip KOHTpOJIBHOTO PO3YNHY HE MOBUHEH OyTH TIMOIINM, HiXK KOJip Binnosinae
OJIaHK-PO3YMHY

Kucnotnicts Jnst BUpoOyBaHHS HEOOXiAHUH OyIb-IKUH PO3UMH, KU T03BOJISIE 0.04mn

TUTPYBaHHS 1HAWKATOPY 3MIHUTH KOJip He Oinblue, HiX Ha | ML

Komip po3’emy ronku IToBunHa 6yTH Bignosiaaicts 3 YY/T 0296 Bigmosinae

3a0pyTHeHHS KoeoinienT konTaminarii mae 6yt He 6inbine, Hix 90 Hemae Butoky

MEXaHIITHUMH TIOBITPS

BKPAIUICHHAMH

MinHicTh 3’ €IHaHHSA [Tix nieto ocboBOI cTaT4HOI cTHCKYIOUOi e 20H y Micisix ocHOBH Ta Biamnosinae
3’enHaHHA TpyOKku npotsiroMm 10 cexyna npucTpiii He po3’eanyersces. [1in
JIE0 OCHOBOI CTaTUYHOI CTUCKYIOUOT cviid 15H y MicIisax 3’ eTHaHHS MiX
TpYOKOIO Ta OCHOBOIO mpoTsiroM 10 cekyHa NpucTpiil He po3’ €AHYETHCSI.

[poTtikanus [Tix yac TecTyBaHHS 3TiJJHO CTAaHAAPTY BUTIK MOBITPsl HE MOBUHEH BUHUKATU. | Binmosinae
21G [loBunen Oytu He MeHtIe, HiX 21.0 MIT/XB. Binmosinae
23G [ToBuHeH OyTu He MeHIIe, Hixk 5.0 MI/XB. Biamnosinae
25G [ToBuHeH OyTu He MeHTIIIe, HiXk 3.2 MJI/XB. Binmosinae

JloBxkrHa roiKu Jomxuna: 17~20.5 mm Biamnosinae

Bictps ronku Mae Oyt rocTpuM, O0e3 HepiBHOCTEH Ta ravukiB Biamoginae

MacTuibHi MaTepianu [Tix ormisiioM 30BHILIHS TOBEPXHS TOJIKK HE MAa€ MICTUTH CKYITYCHHS Binnoginae
MAaCTHJILHUX MaTepiaib.

Kowniune 3’ enHanus Mae 6yt y BiamoBigHocTi 10 ctanaapty GB/T1962.1 abo GB/T1962.2. Binnosinae

YOJIOBIYOTO THITY

OtBip y ronku Mae Gyt 9uCTUM, 3pi3 BICTPs TOJIKH TIOBUHEH OyTH mmix KyTom <30 Binnoginae

TpyOxa xaterepy Mae OyTH Ipo30p0I0, YUCTOI0, M’ SIKOI0, HE TIOBHHHA CKPYIYBaTHUCh. Biamoginae

3axUCHUN KOBIIAYOK Mae BiAIOBIAATH BUMOTAM. Biamnosinae

BucHoBok: Pe3ynbTaTi iepeBipku BKa3aHi BUIIIE, BiqNoBinaoTh BuMoram crangaptie GB18671 ta ACTY EN ISO 13485
mozo Karerepis uist iH’exiiit Trmy Mmetenuk ToproBoi Mapku IGAR.
Hexnaparist Ne9-09/2016-1GAR Bix "04" munus 2025 poky (pemakitist 11) mpo BifmosiaHicTs BuMoram TexHIYHOTO

perIaMenTy mo10 MeIuYHUX BupoOiB. Jlexmapariis ckirajgeHa i MiKoBUTY BiamoBigansHicTh TOB «Irapy, mo Bignosinae
3a BBEACHHS MEAUYHOTO BHPOOY B 0OIr.
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