dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYLV,
M. KWUIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaxXeHHs: IGAR Registered address:
Byn. MUXAMIIA BOMYYKA, 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

Cepnenp 2025
Bupoonuk: ToBapucTBo 3 00Me:keHO0I0 BixnoBigaabHicTio "I AP
MicuesHaxomkeHHs: Byt Muxaiina boiuayka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupoOHunTBa (BupoOuuui noryxuocrti): Yanrkoy Meitmkop Menikan [Tponakre Ko., JItx.,
(Changzhou Major Medical Products Co., Ltd.) Ne 1 Beitsiup Poan, Xeci Bimnamk, 3yky Tayn 213144 Yanwxoy Ciri,
nposiniiis [[3sucy, Kuraiiceka Hapoana Peciyosika (Ne 1 Beiyang Road, Hexi Village, Zouqu Town 213144 Changzhou
City, Jiangsu Province, People’s Republic of China)
[ponykuis:  Ilmacrup menmunuii PiBepIliaact ToproBoi mapkun IGAR nas dikcanii Tun Jlaiitmop (Ha ocnosi
cnaHJiec)

Posmip: | Scm x 10m | 15cmx 10m |

IMTaptist Ne: 202503
Kinpkicts: 6 040 mtyk

uM miaTBepmKy€eThCs, M0 U KOXKHOI MapTii BKa3aHWX BHIIE IUIACTHPIB OYII0 MPOBENIECHO MEPEBIpKY Mepe BiIITPaBKOO Ta
Bugano Ceprudikar aHami3y, sSIKUH MATBEPIKYE SKICTh IPOMYKILiT B MapTii.

Mu rapaHTyeMoO, IO TICIS HAmIoi MepeBipKH MUITXOM BHITAIKOBOTO BiIOOPY, MaHa mapTis MPOIYKIIii BiAMOBigae BUMOTam
BUPOOHUIITBA 32 CUCTEMOIO yIpaBmiHHSA sKicTio BimnmoBimHo 1o JJCTY EN ISO 13485 rta € BiamoBiaHO KBadidhikoBaHO.

CEPTU®IKAT AHAJII3Y
Cepnens 2025

[poayxkiis: Ilaactup mennunuii PiBepllaact Ttoprooi mapku IGAR nas ¢ikcanii Tun JlalitTnmop (Ha ocHOBI
cnaHJiec)

Posmip: | Semx10m | 15cmx10m |

[apris Ne: 202503

Burorosneno: 2025.07 Tepmin npugaraocti: 2030.07

AcnekT nepeBipku TexHiuHi BUMOrH Pe3yabTar
nepeBipku

30BHIIIHIN BHTIISA 1. TToBepxHst Mae OyTH OYTH YHCTOIO, O€3 3aJIMIIKIB MACTH, Bingnosinae

PiBHO 3rOpHYTA.
2. [laxyBanpHu# namip Mae OyTH 0e3 3aTUIIKiB Ol

Pozmip 1. BigxuseHHs 1o JoBkuHI Mae Oyt + 1%. Biamnosinae
2. Bigxunenns no mvpuHi Ma€ 0ytu B Mexax + 1.0 mm.
Marepian | Cxiaz Tepuinen, Bicko3a /
OCHOBH Bara He menm Hix 40 r/m° 45 /M
Minnictes Ha po3puB | He menmie Hixk 14 H (TecT BUKOHY€ETLCS B CyXOMY CTaHi 20 H
NONIEPEYHUH HAapsIM | BUPOOY)
MinnicTe Ha po3puB
HHICTE Ha o3P 120 H
MaIIMHHAN HaIPSIM
Kueiika Tun TepmoriaBkuil ke /
pevoBHHA | Bnpict Kyeiikoi | He mMenm Hixk 25 1/m° 32 t/n
pEUOBHHU

Enactuynicts [pu BiprBaHHI THYYKOTO IIACTUPY 301IBLICHHS 110 Binnosinae




JIOBKHHI HE TIOBUHHO TIepeBHUIITyBaTH 5%.

3axucHuil mamepoBuii map (3 | Mae Oyt He MeHIIe HiX 451/M2

65 /™’
TJISHIIEBOTO Manepy)
IHTEHCUBHICTh BIAPUBY He nmxue vk 1.0 H/em 3.3 H/em
YmnakyBaHHS 1. YmakoBka moBHHHA OYTH YMCTOIO Ta IMPO30POIO.
MapxkyBanHst Mae OyTH po30ipIUBUM
2. KinpkicTh B AIIMKY Ta KOPOOIIi MOBUHHA OYTH BipHOIO. Bizmosizae

BayTpinmHs ynakoBka NOBHHHA BiITIOBIJATH 30BHIITHIN
YIaKOBIIi.

BucHoBok: BuiienaBeeHi pe3yabTaTi BiAMOBIIAIOTh BUMOTaM BiAMIOBIIHUX HOPM Ta CTaHAAPTIB MIOA0 MEIUYHHUX
iactupiB PiBepllnact ToproBoi mapku IGAR. Cuctema ynpasisHHS skicTio komnadii Yanrkoy Medmkop Meaikan
[ponakrc Ko., JITa., Ans BAPOOHHUIITBA MEAWMYHHX IUTACTHPIB TOproBoi Mapku «|GAR» Bi/MOBiIa€ BUMOTaM CTaHIAPTY
JACTY EN ISO 13485.

Hexnapais Ne 7-08/2016-1GAR Bix "19" tpaBus 2025 poky (penakuist 7) BIAMOBIAHICTh BUMOTaM TeXHIYHOTO PeriaMeHTy
0710 MEANYHUX BUPOOiB. Jlekmapartiis ckianeHa mix HiIkoBUTy BiamoBigansHicTs TOB «lIrapy, mo BiamoBigae 3a BBeeHH
MEIUYHOTO BUPOOY B OOIr.

Buxos B.I'.
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