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
Tpasens 2023

Bupo6nuk: ToBapucTBo 3 00Me)eHO0I0 BimmoBigaipHicTO "II"AP"
Micue3Haxomkenns: Bya. Muxaiina boiuyka, 18-A, m. Kuis, Ykpaina, 01103, renedon/daxc: +380445853455
Micue BupobuunTa (Bupobuuui motysxuocti): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenlu Town, Tianning 213111 Jiangsu, China
[ponykuis: Karerep nus in’exuiii Tumy Mereank Toprosoi mapku IGAR
Iapris Ne: 202303
Posmip: 23G
Kimpkicts: 522 000 mTyk
[Hara BupoOuuirea: 2023.05
Tepmin npunatHocTi: 2028.05
LuM miaTBepKy€eThes, MO TSl KOXKHOI MapTii BKa3aHUX BHUIIE TOBapiB OYyII0 MPOBEIEHO NMEPEBIPKY Mepe/ BiAIPABKOO Ta
Bunano CeprudikaT aHamizy, KU MATBEPIKYE AKICTh MPOIYKIIii B MapTii.

Mu rapaHTyeMO, IO TICIS HAmIol MepeBipKH MUITXOM BHIAIKOBOTO BiIOOpPY, MaHa mapTis MPOYKIIii BiITOBigae BUMOTaM
BHPOOHMIITBA 32 CHCTEMOIO ympaBmiHHA sKicTio BignmosimHo mgo HACTY EN ISO 13485 Ta € BiamoBigHO KBasihikoBaHOIO.

CEPTUDIKAT CTEPUJIBHOCTI
TpaBenp 2023

Bupobuuk: ToBapucTBo 3 00MexeHor0 BiamoBigansHicTio "I AP
MicuesHaxomkeHns: Byj. Muxaiina Boiuyka, 18-A, m. Kuis, Ykpaina, 01103, renedon/dpaxc: +380445853455
Micue Bupobuunra (Bupobuuui motysxkuocrti): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenlu Town, Tianning 213111 Jiangsu, China
IIponykuis: Karerep ans in’ekuiii Tunmy Meteauk Toprosoi mapku |IGAR
[Mapris Ne: 202303
Po3zmip: 23G
Kimpkicts: 522 000 mTyx
Hara BupoOuunrea: 2023.05
Tepmin npunatHocTi: 2028.05
LM miaTBepIuKy€eThCs, 0 BKa3aHy MapTilo MPOAYKIT OyJI0 MPOCTEPHITI30BAHO ra30M OKCHY €THIICHY Hepe
BiJIIIPaBKOIO.
Mu rapaHTy€eMO, IO MiCHA HAIOol MEPEeBIPKH, KaTeTepH IS 1H €K1l Tury MeTenuk ToproBoi mapku IGAR, siki
NPOUIILIN CTEPUITI3AIIHIIA TPOLEC € CTEPMIIBHIMU Ta O€3NEYHUMH JJIsl TKAHWH JIFOIUHU.

CEPTU®DIKAT AHAJII3Y
TpaBenp 2023

Bupobnuk: ToBapucTBo 3 00MexeHor0 BianoBigansHicTio "I AP"
Micue3naxomkeHHs: Byl Muxaiina boituyka, 18-A, m. KuiB, Ykpaina, 01103, renepon/dpaxc: +380445853455
Micue BupoOHuuTBa (Bupoonuui noryxuocri): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenlu Town, Tianning 213111 Jiangsu, China
Omnuc: Karerep ans in’exkuiii Tuny merenuk toprosoi mapku IGAR
[apris Ne: 202303
Posmip: 23G
Kinpkicte: 522 000 mTyk
[Jara BupoOuuirea: 2023.05
Tepmin npugarnocti: 2028.05

Po3mip KinpkicTs y naprii

Po3zmip 23G 522 0001t




Crannaprt BunpoOyBanb: GB 18671

AcnekT nepesipku TexHiuHi BUMOTH PesyabTar

CTepuIbHICTD Mae 6yTu cTepuibHe, 6e3 OakTepiit CrepunpHe

[Tiporennictb Mae OyTH HemiporeHHe Hemniporenne

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

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

Kucnotnicts st BUnpoOyBaHHs HEOOXiAHUH OyIb-IKUH PO3UMH, KU T03BOJISIE 0.04mn

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

Komnip po3’emy ronku IToBunHa 6yTH BignosiaHicts 3 YY/T 0296 Bigmosinae

3a0pyTHeHHS KoeinienT konTaminarii mae 6yt He 6inbIne, Hix 90 Hemae Butoky
MEXaHIITHUMH TIOBITPS
BKPAIUICHHAMH
MinHicTh 3’ €1HAHHSA [Ting mieto ocboBOI cTaTM4HOI cTHCKYIOUOi e 20H y Miclisix ocHOBH Ta Biamnosinae
3’enHaHHA TpyOKku npotsiroMm 10 cexyna npucTpiit He po3’eanyetsces. [1ix
Ji€r0 0ChOBOI CTaTUYHOI cTHCKYI0UO01 cuin 15H y Micisx 3’ eqHaHHS MK
TpYOKOIO Ta OCHOBOIO mpoTsiroM 10 cexyHa NpUCTpiil He po3’ €HYETHCSI.
[poTtikanus [Tix yac TecTyBaHHS 3TiJJHO CTAHAAPTY BUTIK MOBITPsl HE IOBUHEH BUHUKATH. | Binmosinae
23G ‘ [ToBunHen OyTu He MeHIIe, Hixk 5.0 MII/XB. Binmosimae
JloBkrHa roiku Jomxuna: 17~20.5 mm Biamnosinae
Bictps ronku Mae Oyt rocTpuM, 6e3 HepiBHOCTEH Ta ravukiB Biamoginae
MacTuibHi MaTepianu [Tig ormisiioM 30BHIIIHS TOBEPXHS TOJIKK HE MAa€ MICTUTH CKYITYCHHS Binnoginae
MAaCTHJILHUX MaTepiaib.
Komniune 3’ enHanus Mae 6yt y BiamoBigHocTi 10 ctanaapty GB/T1962.1 abo GB/T1962.2. Binnosinae
YOJIOBIYOTO THITY
OtBip y ronku Mae Gyt 9nucTUM, 3pi3 BICTPsI TOJIKH TOBUHEH OyTH mix KyTom <30’ Binnoginae
TpyOxa xatetepy Mae OyTH Ipo30p0I0, YUCTOI0, M’ SIKOI0, HE TIOBHHHA CKPYUYYBaTHUCh. Biamoginae
3axUCHUN KOBIIAYOK Mae BiAIOBIAATH BUMOTAM. Biamnosinae

BucnoBok: Pe3ynsTaTu mepeBipku BKa3aHi BUIIE, BiqnoBinawTe BuMoram crangaptie GB18671 ta ACTY EN ISO 13485
mozo Karerepis st iH’exiiit Tumy Mmerenuk ToproBoi mMapku IGAR.
Hexnapartist Ne9-09/2016-1GAR Bix "18" ciunst 2022 poky (penakitist 9) npo BiamoBigHicTs BuMoram TexHi4HOTO

perIaMenTy mo10 MeIuIHUX BUpoOiB. Jlexmapariis ckirajaeHa Imi IIKoBHTY BianoBigansHicTh TOB «lIrapy, mo Bignosinae
3a BBEJACHHS MEAUYHOTO BHPOOY B 0OIr.
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