dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYIV,
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®DIKAT 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 BupoOHuUITBa (BrpoOHMYI MOTYKHOCTI): Yanrkoy Meiimkop Menikan ITpoxakre Ko., JIt.,
(Changzhou Major Medical Products Co., Ltd.) Exci beitsus, 3yky Tayn, 213144, Yanwkoy Citi, nposiniis L[3sHCy,
Kurait (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)

[Ipomyxris: Inacrup 6akrepunnanuii Toprooi mapku IGAR

Tun Kaacuunmnii (Ha 6aBoBHsIHiH ocHOBI) 1,9 X 7,2 cM (ymakoska Nel00)
Tun Kaacuunnii (na 6aBoBHsiHiN ocHOBI) 1,9 X 7,2 cm (ynakoska Nel0)
Tun Knacuunnii (Ha 0aBoBHsIHi ocHOBI) 2,5 X 7,6 ¢M (ymaxosxa Nel00)

[Maprist Ne: 202504
Kinpkicte: 2 130 000 mtyk

uMm miaTBepaKy€eThCs, M0 U KOXKHOI MapTii BKa3aHWX BHIIE IUIACTHPIB OYII0 MPOBENECHO MEPEBIpKY Mepe BiIITPaBKOO Ta
Bunano Ceprudikar aHami3y, sIKUH MITBEPIKYE SKICTh MPOIYKIII B MapTii.

Mu rapaHTy€eMoO, IO TICHs HAIIOT MepeBIpKU MIIIXOM BHITaJKOBOTO BiIOOPY, HaHa MapTis MPOMYKIIil BiAMOBia€ BUMOTaM
BHPOOHUIITBA 32 CUCTEMOIO yIpaBmiHHSA sAKicTio BimmoBimHo 1o JJCTY EN ISO 13485 Tta € BiamoBiaHO KBadidhikoBaHO.

CEPTU®IKAT CTEPUJIBHOCTI
JIucromanm 2025
Bupoonuk: ToBapucTBo 3 00Me:keHO010 BignoBigaabHicTio "IICAP"
MicuesnaxomxeHss: Byia. Muxaiina boituyka, 18-A, M. KuiB, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupoOuuTBa (BupobHuui notyxuocti): Yanrkoy Meitmkop Mexikan [Ipoxakre Ko., JIta,.,
(Changzhou Major Medical Products Co., Ltd.) Exci beiisab, 3yky Tayn, 213144, Yanwkoy Citi, mpoBiHILisA
[3sucy, Kuraii (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)

[Mpoxyxkuis: Inactup 6akrepunnanmii toprosoi mapku IGAR

Tun Knacuunuii (Ha 6aBoBHsHIN ocHOBI) 1,9 x 7,2 cm (ymakoska Nel100)
Tun Knacuunuii (Ha 6aBoBHsAHIN ocHOBi) 1,9 x 7,2 cm (ymakoska Nel0)
Tum Knacuunmnii (Ha 6aBoBHsIHi ocHOBI) 2,5 X 7,6 ¢M (ymaxosxka Nel00)

[Mapris Ne: 202504
Kimpkicte: 2 130 000 mTyk

Lum migTBepaXKy€eThes, 0 BUILE3a3HaueH] TOBapH OyJIM NPOCTEPUITi30BaHl OKCHIOM ETUJICHY NEPea BiAIPaBKOIO.

[ponyxkiis miactup 6aktepuranuii IGAR, sika mpoiiiia npouec CTepuiizailii, € CTepHIbHO Ta O0S3MEYHOI0 IS TKAHUH
JIFO/IMHU.

JIucronan 2025

CEPTUDIKAT AHAJII3Y

HaiimenyBaHHS poAyKTYy Inactup 6akrepunnanmii toprosoi mapku 1GAR

Knacuunmnii (Ha 6aBoBHsHIN ocHOBi) 1,9 x 7,2 cm (ymakoska Nel100)
Knacuunmnii (Ha 6aBoBHsAHI ocHoBi) 1,9 x 7,2 ¢M (ymakoska Nel0)
Knacuunuii (Ha 6aBoOBHsHIH 0cHOBI) 2,5 X 7,6 cM (ynakoska Nel100)

[Maprist Ne 202504

JlaTta BUTOTOBIICHHS 2025.10




TepMiH IpUAATHOCTI 2030.10

AcCIeKT nepeBipkn TexHiuni BUMOTH PesyabTar
30BHILIHIA BUIIISA 1. [loBepxHst MOBUHHA OyTH YHCTOXO, O€3 BIJIIIOBIAAE
3QJIAIIKIB TTACTH HA 3BOPOTHIH CTOPOHI
2. 3axucHuil marip MoBUHEH OyTH piBHUM, 0e3
onii, abcopOyro4a moAyIeyKa MOBUHHA
3HAaXOAUTHUCH B IICHTPI.
Po3mip 1. BigxuneHHs mo goBxuHi: + 2.0 MM. BiAIOBiTa€e
2. Bigxumenns o mupuHi: £ 1.0 mm.
Marepian Cxnan baBoBHa /
OCHOBH Bara He menmr mik 90 r/m° 95+5 r/m°
HoexwuHa Ha 10 cM He menmr i 236 255
YTokoBa Hutka Ha 10 cM | He menm Hix 220 255
Kreiika Tun TepMomnnaBkwii KJei, 110 MICTHTD OKCHUJT ITTHKY /
peyoBuHa Bwmicr kieiikoi peuoBunu | He Menm Hixk 25 o/m° 80 r/m’
Bwmict okcuiy muHKY He menm vk 3% 5%
IMornuuaroua | Hexuneiikuii map [Monierunen /
HOAYIIEYIKA | TlorauHarOYMii map Tepuien, Bicko3a /
Bara He memme 80 r/m’ 110 r/m* £7
PiBeHb nornvHa”Hs Ba.ra LOTIMHAIT0L H.O nymquH TOBHHHA 6.2 pasis
301IBIIMTUCH B 6 Pa3iB MICNIs TECTYBAHHS
['nanuesnit nanip He menmre 45 r/m? 65 /M
[HTEHCHUBHICTH BiJPUBY He amxue 1.0 H/em 5.2 H/em
[TepeBipka CTEpUIBHOCTI Bakrepunuanuii  mlacTMp < TOBMHEH — OyTH CTEpUIIbHUM
CTePHIILHUM
3aJIMIIKYU EOKCUJTHOTO €TaHy 3auIiky He MOBMHHI nepesuiiyBati 10 MKr /T. 7 MKr /t
ITaxyBaHHs 1. [NakyBanH  TOBMHHO  OyTH  OXalHHM,
HEYIIKOKEHUM. 3MICT €TUKETKUA Ma€e OyTH YiTKO
3pO3yMIJTHM. BiZMIOBiTa€e

2. KinpKicTh, 3a3HaueHa Ha YIAKOBIl, MOBUHHA

OyTH PaBUIILHOIO.

3. IlakyBaHHs Mae OyTH IIUTBHUM Ta 3 HOMEPOM

cepii.

BucHoBok: BurieHaBeieHi pe3yabTaTH BillIOBIIal0Th BUMOTAM BiATOBITHIX HOPM Ta CTaHJAPTIB MO0 TUIACTHPIB

Oaxrepunuanux Toprosoi Mapku IGAR. Cucrema ynpasisHHS sikicTio komnaHii Yanrkoy Meiimkop Menikan [Iponakre
Ko., JIta., nis BupoOHuUIITRA I1acTHPIiB OakTepuiuaHux Toprosoi Mapku |GAR Binnoeinae sumoram cranaapty JJCTY EN

ISO 13485.

Hexnapamisi Nel18-03/2016-1IGAR "18" 6Gepesnust 2024 poky (pemaxiiis 12) mpo BimmoBimHicTe BUMOram TeXHIYHOTO
perjiaMeHTy 11070 MeIUYHUX BUPOOiB. Jlekapaliis ckiaaeHa mij HiIKOBUTY BianoBigansHicTh TOB «Irapy, mo Biamnoeimae

3a BBEJICHHSI MEIMYHOTO BUPOOY B OOIT.

Buxos B.I.




