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 SAKOCTI
Jumens 2021

Bupob6nuk: ToBapucTBo 3 00Me)eHO0I0 BimmoBigaipHicTO "II"AP"
Micuesnaxomkenns: ByJd. Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, renedon/dpaxc: +380445853455
Micue BupobuunTa (Bupobuuui morysxuocti): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenlu Town, Tianning 213111 Jiangsu, China
[Tponykuis: Karterep ais in’ekuiii Tuny Merejaunk Topropoi mapku IGAR
[TapTis Ne: 202106

Po3zwmip: 21G, 23G, 25G

Kinbkicts: 972 000 mtyk (810 kapToHHUX KOPOOiB)

Hara BupoOnuntBa: 2021.07

Tepwmin npumataocti: 2026.07

LuM miaTBepKy€eThCs, MO TSl KOXKHOI MapTii BKa3aHUX BHUIIE TOBapiB OYJI0 MPOBEIEHO NMEPEBIPKY Mepe/ BiAIPaBKOO Ta
Bunano CeprudikaT aHamizy, KA MATBEPIKYE AKICTh MPOIYKIIii B MapTii.

Mu rapaHTyeMoO, IO TICIS HAmIol MepeBipKH MUITXOM BHIIAIKOBOTO BiOOpPY, MaHa mapTis MPOYKIIii BiITOBigae BUMOTaM
BHPOOHMIITBA 32 CHCTEMOIO ympaBmiHHA sKicTio BignmosimHo o HACTY EN ISO 13485 Ta € BiamoBigHO KBasihikoBaHOIO.

CEPTU®DIKAT CTEPUWJIBHOCTI
Jlunrens 2021
Bupobnuk: ToBapucTBo 3 00MexeHOr0 BianoBigansHicTio "I AP"
Micnesnaxomkenns: Byl Muxaiina boiiuyka, 18-A, m. Kuis, Ykpaina, 01103, Tenedon/dakc: +380445853455
Micue Bupobuunrea (Bupobuuui morysxkuocrti): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenlu Town, Tianning 213111 Jiangsu, China

[Mponykuis: Karerep s in’ekuiii THny Mereauk Toprosoi mapku IGAR
[MTapris Ne: 202106

Po3zmip: 21G, 23G, 25G

Kinskicts: 972 000 mtyk (810 kapToHHMX KOpOOiB)

Jara BupoOuunrea: 2021.07

Tepmin npunatHocTi: 2026.07

um miaTBepKY€ETHCS, 110 BKAa3aHy NapTio MPOIyKIii OyiI0 MpoCTEpUIi30BaHO Ta30M OKCUAY €THIIEHY
nepes BiIpaBKoIo.

Mu rapaHTyeMo, 10 TiCIIs HAIIOl EPEBIPKH, KaTeTepu AJs 1H €KLIN TUITY METETUK TOProBOT MapKu
IGAR, siki mpoHIIIM cTepuITi3allifHUN TPOLIeC € CTEPUIBHUMHU Ta 0€3MEUHUMHU JUTSl TKAHUH JIFOIMHH.



CEPTU®IKAT AHAJII3Y

JIunens 2021

Bupob6uuk: ToBapucTBo 3 00MexeHO10 BifmoBigaibpHicTio "ITAP"
Micnesnaxomkenns: ByJa. Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, Tenedon/dakc: +380445853455
Micue BupoOnuuTBa (Bupoonuui noryxuocri): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenlu Town, Tianning 213111 Jiangsu, China

Omnuc: Karerep ms 10’ exiiit Trmy meteauk ToproBoi mapku IGAR

[TapTis Ne: 202106

Kinpkictb: 972 000 mTyk (810 kapToHHUX KOPOOIB)
Hara BupoOuunTBa: 2021.07
Tepwmin npumataocti: 2026.07

Poswmip Kinpkicth y maprii
Posmip 21G 108 000mT
Posmip 23G 696 000mT
Posmip 25G 168 000mT

Crangapt BunpoOyBanb: GB 18671

ACIIEKT nepeBipKu TexHiuni BUMOTrH Pe3syabTatr
CTepubHICTh Mae Oytu cTepusbHe, 0e3 OakTepiii CrepusnbHe
ITiporeHHIiCTh Mae OyTu HeniporeHHe Hemiporenne
3anuIIKoBl peYOBHHM | 3aralibHa KUTbKICTh IEpMaHraHaTy Kajilo B PO3UHHi 0.25mn
[c(KMnO4)=0/002mos1b/1 He moBHHHA 1epeBuIyBaTu 2.0 ML
Ionu meraniB Kosip KOHTpOIBHOTO PO3UMHY HE TOBHHEH OyTH TTUOMINM, HIX KoJip | BiamoBigae
OJIaHK-PO3UMHY
KucnorHicts Jlnia BunpoOyBaHHs HEOOX1JHUI Oy/Ib-SKHI PO3UMH, SIKUI TO3BOJISE 0.1mu
TUTPYBaHHS IHAMKATOPY 3MIHUTHU KOJip He Oiblie, Hix Ha 1 ML
Komip po3’emy roaku [ToBunHa OyTH Bimnosigaicts 3 YY/T 0296 Biamosinae
3a0pyAHEeHHS KoeoiuienT koHTamiHaiii mae 6yt He Ouibie, Hixk 90 Hemae
MEXaHIYHUMHU BUTOKY
BKpAIJICHHAMHI TOBITPS
MinHicTh 3’ ¢qHAHHS ITix miero ockoBOi cTaTaHOT cTHcKyro4oi e 20H y micisix ocHoBH | Binmosinae
Ta 3’eqHaHHA TpyOKku mpoTsirom 10 cexyHa mpucTpiii He
po3’eanyethes. [in giero ocboBOi cTaTMUHO1 CTUCKYIOUOT cruii 15H y
MICIISIX 3’ €THAHHS MiXK TPYOKOIO Ta OCHOBOIO mpoTsiroM 10 cexyHn
MPUCTPiN HE pO3’€THYETHCA.
[IporikaHHs [1ix yac TecTyBaHHS 3TiIHO CTaHIAPTY BUTIK MOBITPSl HE TOBUHEH Binnoginae
BHHUKATH.
21G [ToBunHeH OyTu He MeHIe, Hixk 21.0 mMir/XB. Biamosimae
23G [ToBuHeHn OyTu He MeHIle, HiX 5.0 MII/XB.
25G [ToBuHeH OyTH HEe MeHIIe, HiX 3.2 MJI/XB.
JloB)KHUHA TOJKH Nomxuna: 17~20.5 MM Bianosinae
Bictps ronku Mae Oytu roctpum, 6€3 HEPIBHOCTEH Ta raukiB Binnoginae
MactunbHi Matepianu | [1ig orfsgoM 30BHIILTHS TOBEPXHS TOJIKK HE MA€ MICTUTH CKYITUEHHS Biamosinae
MacTUJIBHUX MaTepiajiB.
Koniune 3’efHaHHA Mae OytH y BianoBinHocTi 10 cranaapty GB/T1962.1 abo Binnosinae
YOJIOBIYOT'O THUITY GB/T1962.2.
OTBip y TosIKH Mae 6yTi yrCTHM, 3pi3 BiCTPsI TOJIKH MOBUHEH OyTH Mmix KyroM <30° Binnosinae
TpyOka katetepy Mae OyTu mpo30por0, YUCTOI0, M’ SIKOI0, HE TOBUHHA CKPY4yBaTHCh. Binnosinae




‘ 3axUCHUN KOBIIAYOK Mae BiIIOBigaTH BUMOTaM. Biamnosinae

BucHoBok: Pe3ynpTaTn nepeBipku BKazaHi BUIIE, BIAMOBIIa0Th BUMoram ctannaptie GB18671-2009 ta
JACTY EN ISO 13485 mono KarerepiB s 16’ exiiit Tumy metenuk Toprooi mapku IGAR.

Hexnaparis Ne9-09/2016-IGAR Big 06" ceprrst 2020 poky (pemakitist 7) mpo BiAMOBIAHICTS BAMOIaM
TexHIYHOTr0 periaMeHTy 11010 MeIUYHUX BUPOOIB. Jekmapallis cKiaieHa 11 IJIKOBUTY BianoBiganbHicTh TOB

«Irap», 10 BiAMOBITa€ 32 BBEJCHHS MEIUYHOTO BUPOOY B OOIT.

Hupexrop TOB «Irapyé Buxos B.I'.



