DaxkTuHHa agpeca: Business address:
gyn. METATICTIEB, 20, 20, METALISTIV Str. KYIV,
M. KWMIB, YKPATHA, 03057 83057, UKRAINE
MicuesnaxomRenns: Registered address:
Byn. MUXAWIA BOMUYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KWIB, YKPATHA, 01103 . 01103, UKRAINE
ten/daxe (044} 585-34-85 (53, 56) T phoneffax 380-44-585-34-55
E-mail; info@igar.ua 380-44-585-34-56

E-mail: info@igar.ua

CEPTUHDIKAT AKOCTI
Tpagens 2023

BupoGuuk: TosapuceTse 3 0OMemero10 BUINOR gansuicTio "IFAP"
Micuesuaxomkesns: sy, Muxaiina boliayxka, 18-A, m. Kuis, Yrpaina, 01103, Tegedon/daxe; +380445853455
Micue supobanyrra (Bupobruyi noryxaocti): Jiangsu Jichun Medical Devices Co., Lid.
Zhenky Town, Tiananing 213111 Jiangsu, China
Mpoayxma:  Karverep ans in’cxuili Ty meTeank Toprosol mapku IGAR
IMaptiz Ne: 202303
Poawmip: 23G
Kinskicrs: 522 000 wmrryx
Hara supoduuarsa; 2023.05
Tepmis npunarsocri: 2028.05
Lpns piigeBep oRyeThes, 1O U1 KOKHOT NapTii BKazaHuX Buiie ToBapis OyJIio NPOBEACHO HepesipKy Heped BULPABKOW T4
suiano Cepndixar ananizy, skuil HATBePAKYE AKICT HPOAYKUL B BapTil.

My rapantyemo, HO BIiCH HALOY BEPeBipKy WISX0M BHIIAAKORCIO BiabGopy, ZaHa NapTis NpoAyKLil Biancsaizae BAMoOraM
BUPOOHBLTEA 38 CHCTEMOI YIPABIiHHA AkicTo sianosiaro po JCTY EN ISO 13485 ra e sianosigHo keasidikoBaHow.

CEPTUHOIKAT CTEPHJIBHOCTI

Tpasens 2023
Bupobaunk: Tosapucerro 3 cOMexeroK BiAnoB aansHicTio "H AP
Micuesuaxomresys: sy, Muxaiing bolfuyka, 18-A, m. Kuis, Yxpaiua, 01103, resedon/daxe: +380445853455
Micue rupoGuuirea (Bupoduuui poTyxkuocti): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenls Town, Tianning 213111 Jiangsu, China
[Tpoxyxuis:  Karerep ans in’exuiii Teay mereink repropol maprkn {GAR
Tapyis Ne: 202303
Posmip: 23G
Kimskicte: 522 000 mryk
Jlata supobruuTea; 2023.05
Tepmiu npuaaruocti: 202805

Llim niaTBEpKYETRCH, 1O BKAZay napyiio CTEPHIII30BAN0 Ta30M OKCH/Y CTHICHY TEpei
BiJIEPABKOIO.
Mu rapamymo mo n:CBH Hamol nepe 1@ 11. h! é]EI i THIOY METEIHK Topronoz mapiu IGAR, sxi
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BupoGuuk: Tosapicrso 3 obMexerolo BirosisaisricTio "1 AP
Micsesnaxoxedns: pyit. Muxafina Boliuyrs, 18-A, m. Kuis, Ypaina, 01103, reaedon/daxc: +380445853455
Micuie rupobauuTRa (Bupobuuui noTykuocti): Jiangsu Jichun Medical Devices Co., Lid.
Zhenlu Town, Tianning 213111 Jiangsu, China
Onuc: Karerep s in’exniil ey meresur roprosoi mapru IGAR
Itapris Ne: 202303
Posmip: 23G
KigskicTh: 522 000 mTyk
Jlata pupodunuTea: 2023.05

Tepmin npuaatsocti; 2028.05

Tpasens 2023

Posmip KigpkicTe y mapTii

Posmip 23G 522 0000y




Crapaapt sunpodysaus: GB 18671

AciexT nepesipk Texniuni pumoryu Pesyaprar

CTepuneHiCTh Mae 6yTH cTepuiashe, Oe3 bakTepiil Crepuanse

Hiporeduicrs Mae Byt Heniporedne Hemniporenae

Jaauuikos: peyOBMER JaranbHa KiNBKICThL EPMAHTAHATY Kamilo B PO3UHHI (.30 mn
[c{KMnO4=0/002Mm0an/1 HEe GORMHEA OcpeRulyRaTH 2.0 MA.

fosu meTania Kogip KOHTpoARHOro po3uHHy HE DORHHEH OVTH MIHOIIHM, HiJK KOdip Bignoeigac
03aHK-POIIHHY

Kucaoraicts Jing punpodysabda HeoOxinuni Oyas-AKui po3unH, sKUi 30380a%€ 0.04mn

TUTPYBAHHS IHAMKATOPY 3MIHHTH KORip He Oinkiie, HbK Ha § M.

Kosgip pos’emy roaku Hosusna Gyt Bianosigaicts 3 YY/T 0296 Bigmosinae

3abpyaenss Koediviear xonraminarnii mae Oyra ve Ginsle, Bix 90 Hemae suroxy
MCXAHTHAMY oBiTPs
BKPAIUICHHNMH
MinHicTs 3 ¢aHaHHS Tl aiew ocboBoi craTnuso! cTiekyrgol cunu 20H y Michgx OCHOBH Ta Bigmosinae
3’ eguanns TpyOxu npotaroM 10 cexysa npucTpiil e pos’eanyerses. Tlia
qi€10 0cs0801 cTatuuHol cTackyrouol cuan 15H v micisx 3" ezHanss Mix
TPYOKO10 T4 0CHOBOWO TpoTarom L0 cexyHa NpucTpill He po3 €ARYETHOA.
Hpotixanus [Tin wac TecTyBanHs 3TIANC CTAHZAPTY BUTIK DOBITRA ME NOBYMCH BUHMKaTH. | Bianosizae
23G [ {losunesn Oyru de mesme, Hix 5.0 Mi/xs. Bixnosinae
JIOBMHHS TOJTKH Horwmuma: 17~20.5 mm Bisnosiiac
Bictps roaxu Mae GyTH roctpum, 0e3 HepiBHOCTEH Ta rasKin Biznosigac
Macrunsui MaTepiaan THa ornagomM 30BHUIUHS MTOBCPXHI TONKH HE Ma& MICTHTH CKYTUCHH Biznosinae
MACTHIBHIX MaTeplanis.
Kouiuse 3" ¢anasms Mae OyTn y Bignosiguocti o0 ctannapty GB/T1962.1 aGo GB/T1962.2. Bianosinae
YOIOBIOIO THIY
OTBip ¥ roaku Mae GyTH SuCTHM, 3pi3 BICTPS TONKH NOBUHEH OYTH Nij KyTom <30 Biznosinae
TpyOra xarerepy Mae Gy1TH 1po30pOoIs, GHCTOK, MTSIKOKD, HE ITOBHHHE CKPYIYRATHCh. Bizrnosinae
3axucHni KOBLAYOK Mae Biazosinaty BUMOram., Biznosinac

Bucnorok: PesynkraTn nepesipky Brasadi BHILE, BIANOBIAAI0TE BUMOTaM crauaaptis GB18671 ta JICTY EN ISO 13485
moego Katerepis and 10 eKiiil Ty mMeteank Toproro! mMapxa IGAR.
Jexaapanis Ne9-09/2016-IGAR riz "18" ciuns 2022 poxy (penaxiis 9) mpo Bianosianicts suMoraM TexsiuHoro

peraaMenTy Meao Meauunux supodir. Jleknapams ckaagena nig HiakesuTy sianoeinanssicts TOB «lrap», nio Bizmoeigac
32 BBEACHEST MEAWYHOTO Bupody 8 0DIr.

Hupexrop TOB «Irapy
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MakTUYHa ajapeca: Business address:

gyn. METANICTIB, 20, 20, METALISTIV Str. KYIV,
M. KWIB, YKPAIHA, 03057 ® 03057, UKRAINE
MicLue3zHaxoaXeHHRA: IGAR Registered address:
gyn. MUXAMNA BOMUYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,

m. KuiB, yKpAiHA, 01103 01103, UKRAINE
Tenfdakc {044) 585-34-55 {53, 56) e A — phoneffax 380-44-585-34-55
E-mail: info@igar.ua 380-44-585-34-56

E-mail: info@igar.ua

CEPTHDIKAT AKOCTI
JIncroman 2023

Bupotnuk: ToBapHcTBO 3 00MeXeHOK BiinoRiganeHicTIO "I AP"
Micnezaaxo/pxeHHA: Byl. Muxafina botiayka, 18-A, M. KHig, Ykpaina, 01103, Tenedon/dakc: +380445853455
Micnie pHpoOHEITRa (BHpoOHHTI noTyxHocTi): Jiangsu Jichun Medical Devices Co., Litd.
Zhenlu Town, Tianning 213111 Jiangsu, China
TIponykmiz: Katerep Ans iR’ exuili TRIY MeTennk Toproroi Mmapku IGAR
Tlapria No: 202311
Poamip: 21G, 23G, 25G
Kimbkicts: 522 000 miTyk
JlaTa srpoOHHTITRA: 2023.11
TepMin npryiaTHOCTI: 2028.11
TIpM OiATREpIKYETHCA, IO JUTA KOXKHOI MapTii BKAaZaHHX BHIIE TORApPIE OyIIo MpORefleHO NepeRipKy Nepe BiANpPaBKoIo Ta
BrzaHo CepradikaT aHAT3Y, AKHH OiTBEP/RKYE AKICTH MPOTYKITii B MapTil.

Mmu rapaETyeMO, MO MIiCHI HAITOT NepeBipKH NUIMXOM BHNAJKOBOTO BiIOOpY, AaHA MAPTIA OPOVKINIi RIAMORIAaEc BAMOTaM
BHpOOHHIITBA 33 CHCTEMOI VIPARIIHHA AKICTIO BiANORiHO 10 JICTY EN ISO 13485 Ta € BinoRiiEO KBaNi(iKOBAHOIO.

CEPTHDIKAT CTEPHJILHOCTI
JIacroman 2023
Bupodnuk: ToBapHcTRO 3 00MeXeHOK BinoBiganeHicTIO "I AP"
Micneznaxo/pxeHHA: Byl. Muxafina botiayka, 18-A, M. KHig, Ykpaina, 01103, Tenedon/dakc: +380445853455
Micnie rHpoOHEITRa (BHpoOHHTI noTyxHocTi): Jiangsu Jichun Medical Devices Co., Litd.
Zhenlu Town, Tianning 213111 Jiangsu, China
TIpoaykmiz: Katerep Aas iR’ exuili TRIY MeTennk Toproroi Mmapku IGAR
Tlapria No: 202311
Poamip: 21G, 23G, 25G
Kimbkicts: 522 000 miTyk
JlaTa erpoOHHTITRA: 2023.11
TepMin npryiaTHOCTI: 2028.11
Ty OiATBEpIKYETHCA, IO BKAZAHY NMAPTIO DPOAYKIIii OYII0 NpOCTEPHIIIZ0BAHO ra30M OKCHIY eTHIICHY mepe[
BiATIPaRKOIO.
MHu rapaHTYEMO, IO MICTIA HAITOI [IEPEBIPKHA, KaTeTepH UL iH’ €Kil THITY MeTelMK Toprogoi Mapkd IGAR, ki
TIpOHIIUIA CTeprUN3AI[iiHMH Ipoliec € CICPHIEHAME T4 Oe3[ICYHAME JULA TKAHHH

JIacronan 2023

H/( aKc: +380445853455

Hame Ne: 202311

Poamip: 21G, 23G, 25G
Kimpkicts: 522 000 miTyk
JlaTa eapoOHHNITRA: 2023.11
Tepmin npryiaTHOCTI: 2028.11

PozMip KinekicTs y maprii

PozMip 23G 522 000mT




Craggapt BunpoOyrans: GB 18671

ACIIEKT NepeRipKH TexHiuyni BHAMOIH PesyaeTar

CTepHILHICTE Mae OyTH cTeprnbHe, 6e3 bakTepifi CTepunnne

ITiporeHHICTE Mae OyTH HemiporeHHe Hemniporenne

3anHIKOBi pEYOBHHH 3aranhHA KiBKICTE IePMaATaHATY Kaliio B pO3THHI 0.20 Mn
[c(KMnO4)=0/002n015/1 He IOBAAHA epeRHNIyRaTH 2.0 M.

Iorn MeTamiB Konip KOHTpONBHOTO PO3YHHEY He OBHHEH OYTH ITTHOIIHM, HIX KOIIp Bianorigae
GIIaHK-PO3IHHY

KHCIIOTHICTE Jlns ernpoGyBaAHa HeoOXiHAN OYAB-IKHI POITHH, AKHH JO3BOIAE 0.02Mn

TATPYBAHHAA IHHKATOPY 3IMIHHUTH KOIip He Oinbiie, HIX Ha 1 MIL

Komnip po3’eMy TONKH ITornnHa 6yTH BimmOBiAHICTE 3 YY/T 0296 Bianorigac

3abpy/THeHHS KoedinieHT KoATaMiHAali] Mac OyTH He OimbsnIe, Hix 90 Hemae BETOKY

MeXaHITHAMH TIOBITPSA

BKpAILICHHAMHA

MINHEICTE 3’ €THAHESA ITig micro OCBOROI CTATHAHOI CTRCKYIOYoi cHH 20H y MicIfx 0CHOBH Ta Bianosinac
3’¢IHAHHA TPYOKH mpoTsaroM 10 ceKyH/ IpUCTpilf He po3’eqayeThed. IIi
Ji€I0 0ChOBOI CTATHIHOIL CTHCKYI0901 cume 15H y MicIfX 3’€/IHAHHA MK
TpyOKOI Ta OCHOROIO MpOTAroM 10 ceKyHZ NpHCTPiil He po3’eAHYETHCA.

IlpoTikaHas ITig 9ac TecTyBaHHA 3TiJHO CTAHJAPTY BHTIK MOBITPA He IOBMHEH BUHUKATH. | Biamosigae
21G ITormHEH GYTH He MeHIIe, HIX 21.0 MI/XB. Bianosinac
23G ITormHEH GYTH He MeHIIe, HiX 5.0 MI/xB. Bianosinac
25G ITormHEH GYTH He MeHIIe, HiX 3.2 MII/XB. Bianosinac

JIOBRXXHHA ToJIKH Hoexmnaa: 17~20.5 MM Bianosinac

BicTps romku Mae 6yTH rocTpuM, 6e3 HepiBHOCTEH Ta radkir Bianorigae

MacTHILHI MaTepianm ITig ornsAOoM 30BHINTHS TOBEPXHA FOIKH HE MA€ MICTHTH CKYITIeHHA Bianosinac
MACTHIILHHUX MATepialliR.

Konigee 3’caoangsa Mae OyTH ¥ BiiOBITHOCTI J0 cTaAzapty GB/T1962.1 abo GB/T1962.2. Bianosinac

TOJIOBITOTO THILY

QOTEip ¥ TONKH Mae 6YTH 9HCTHM, 3pi3 BiCTpA FOJKH HOBHHEH OYTH il KyToM <30 Bianorigae

Tpy0Oxa xateTepy Mae OYTH Opo20po0, 9ACTOI0, M’ IKOK, He IORHHHA CKPYTyBaTHCE. Bianorigae

3axHCcHHI KOBIAYOK Mac BiAIIOBIAATH BHMOTAM. Bianosinac

BucHOROK: Pe3yNsTaTH NepeRipKH BKa3aHi BAINE, BIMIORIAOTE BuMoTaM cTafaapTie GB18671 ta JICTY EN ISO 13485
oo KaTeTepiB s 1A’ €kNiif THOY MeTeNHK TOproeoi Mapka IGAR.
Jlexmapamia Ne9-09/2016-IGAR Big "18" cigng 2022 poky (pe,uaxmx 9) opo BLI[IIOBII[HICTB BEMOTaM Texmqﬂoro

pernaMeHTy IMOA0 MeJUMIHUX BHPoOIR. Jleknapallisl cKia/ieBati RO
33 BReJICHHA MCIUIHOrO BHpoby B ofir. o ~
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