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 SAKOCTI
Jlucronan 2025
Bupoonuk: ToBapucTso 3 o0Me:keHOo10 BixnosinaabHicTio "ITC'AP"
MicuiesnaxoxeHHs: Byl Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupooHuITBa (BupoOHmnui nmotyxkHocTi): Yanrxkoy Meitmkop Menikan [Ipogakre Ko., JITx.,
(Changzhou Major Medical Products Co., Ltd.) Ekci Beiisub, 3yky Tayn, 213144, Yanwkoy Citi, mpoBiHLis
I[3aucy, Kurait (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)

IIpomyxris: Inacrup 6akrepunnanuii Toprooi mapku IGAR

Tun Enactuk (Ha eacruuHiii mosimepHniii ocaoBi Nel100) 1,9 x 7,2 cm
Iaprist Ne: 202504

Kinpkicts: 300 000 mTyk

uM miaTBepmKy€eThCs, M0 U KOXKHOI apTii BKa3aHWX BHIIE IUIACTHPIB OYIIO MPOBENEHO MEPEBIpKY Mepe BiIITPABKOO Ta
Buano CeptudikaT aHamizy, SKAH MiATBEPAXKYE AKICTh MPOAYKIIi B MapTii.

Mu rapaHTyeMoO, IO TICIS HAmIoi MepPeBipKH MUITXOM BHITAIKOBOTO BiIOOPY, MaHa mapTis MPOIYKIIii BiAMIOBigae BUMOTam
BHPOOHMIITBA 32 CUCTEMOIO yIpaBmiHHSA sAKicTio BixnmoBimHo 1o JJCTY EN ISO 13485 rta € BiamoBiaHO KBadi(hikoBaHOO.

CEPTU®IKAT CTEPUJIBHOCTI
JIucromax 2025

Bupoouuk: ToBapucTBo 3 00Me:keHO010 BignoBigaabHicTio "IICAP"
MicuesnaxomxeHss: Byia. Muxaiina boituyka, 18-A, M. KuiB, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupobaunTBa (Bupoonuui notyxuocti): Yanrkoy Meitmxop Menikan [ponakre Ko., JITa.,
(Changzhou Major Medical Products Co., Ltd.) Ekci Beiisiab, 3yky Tayn, 213144, Yanwxoy CiTi, IpoBiHIis
I3sucy, Kuraii (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)
poxyxuis: IinacTup 6akrepunmanmii Toprosoi mapku |IGAR
Tun Enactuk (Ha esacTuuHiil mosimMepHniii ocHoBi Nel00) 1,9 x 7,2 cm
[Mapris Ne: 202504
KinbkicTs: 300 000 mTyk

Lum migTBepaXKy€eThes, 0 BUILE3a3HaueH] TOBapH OyJM NPOCTEPUITi30BaHl OKCHIOM E€THIICHY IIE€pe BiAIPaBKOIO.

Ipoayxkiis mnactup Oaxkrepunuaauit IGAR, sika npoiinuia mporec crepuiizallii, € CTepUIbHOI0 Ta 0S3MEYHOI0 I TKAaHUH
JIFOJTUHMU.

Jlucroman 2025
CEPTUODIKAT AHAJII3Y
HaiimMmenyBaHHS IpOAyKTYy InacTup 6akrepunuanmii toprosoi mapku |GAR Tun Enacruk (Ha eslacTuyHii
nogiMepHiii ocioBi Ne100) 19x 7,2 cm

[Maprist Ne 202504

JlaTa BUTOTOBIECHHS 2025.10

Tepmin nmpugatHoCTi 2030.10

AcnekT nepeBipku TexHiuni BUMOrH Pe3yabTar

30BHILIHIN BUIIIAL 1. [ToBepxHsi MOBUHHA OYTH YHUCTOO, O€3 3AJIMIIKIB MACTH BiIIIOBifa€

Ha 3BOPOTHIH CTOPOHI
2. 3axucHuil nanip noBUHEH OyTH piBHUM, 03 od1ii,




abcopOyroya moayIedka MOBUHHA 3HAXOAUTHCH B IICHTPI.

Po3mip 1. Bigxunenns no qovxwuHi: £ 2.0 MM. BiJIITOBi1a€
2. Bigxunenns mo mmpusi: £1.0 Mmm.
Marepian Ckiag ETunensininaueratHuii cononimep /
. Bara He menie 40 r/m° 6243 r/m®
Touna He menme 0.05 mm 0.08+0.01 Mmm
Kiueiika Tun AKpUIIOBUH Kien /
peuoBHHa Bumict kieiikoi pesouar | He memme 25 r/m 34 r/m®
Enactuynicts [Ipu po3TsryBanHi OaKTEPUIIMIHOTO IIACTUDY, . .
301JIBLICHHS 110 IOBKUHI HE OBHHHO MEpeBUIyBaTH 5% BUOBIAAC
[Tornuuaroua | Hekseiikuit map [Monietunen /
HOAYIIEIKa | [TornuHarOuuii map TepuieH, Bicko3a /
Bara He men Hix 80 r/m° 110 r/m° +7
PiBeHD HOMIHHARHS Bar'a ngrnHHa}oqoi MTOTyIIIEYKH TIOBUHHA 30UIBIINTHCH B O 6.2 pasis
pasiB micisl TECTYBaHHs
I'nsauuesuit namip He menre 45 r/m> 65 /Mm%
[HTEHCHUBHICTH BiJPUBY He amxue 1.0 H/em 5.8 H/em
[lepeBipka cTepuIIbHOCTI Bakrepuumanuii miacTup noBUHEH OyTH CTEPUIBHUM CTEpUIBHHIN
3aJIMIIKYU ENOKCUTHOTO €TaHy 3auIiky He MOBMHHI nepesuiiyBat 10 Mkr /T. 7 MKr /T
ITaxyBanus 1. [TakyBaHHS TOBHHHO OYTH OXaWHHM, HEYIIKOIKEHUM.
3MICT €TUKETKH Ma€ OYTH 9iTKO 3pO3yMiIUM.
2. KinpkicTh, 3a3HayeHa Ha YNAaKOBI, I[OBUHHA OYyTH BIIIOBI A€

MPaBUIBHOIO.
3. INakyBaHHst Mae OyTH IIITBHUM Ta 3 HOMEPOM cepii.

BucnoBok: BurieHaBeieHi pe3yabTaTH BillIOBIIal0Th BUMOTaM BiATOBIJHIX HOPM Ta CTAaHJAPTIB MO0 TUIACTHPIB
Oaktepunuanux Toprooi Mapku IGAR. Cucrema ynpasisHHS skicTio komnaHii Yanrkoy Meimkop Menikan [Ipomaktc
Ko., JItn., st BupoOHUIITBA IIacTUPIB OakTepuiuaaux Toprosoi Mapku IGAR Binnosinae sumoram cranaapty JCTY EN

ISO 13485.

Hexnapamist Nel8-03/2016-1IGAR "18" 0Oepesust 2024 poky (pemakuist 12) mpo BigmoBimHicTs BuMOram TexHIYHOTO
perIaMenTy moa0 MeInIHUX BUPoOiB. Jlekmapallis ckiiajeHa mij MiIKoBUTY BinnosigamsHicTh TOB «lIrapy, mo Biamosigae
3a BBEJICHHSI MEIMYHOTO BUPOOY B OOIT.

Buxos B.I.
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