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®IKAT SAKOCTI
kBiTeHp 2021
Bupoonuk: ToBapucTso 3 o0Me:keHOo10 BixnosinaabHicTio "ITC'AP"
MicuiesnaxoxeHHs: Byl Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupooHuITBa (Bupodundi notyxkuocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

[poxyxuis: Inactup 6akrepunmuanmii toprooi mapku 1GAR
Tun Kiacuunnii (Ha 0aBoBHsHil ocHoBi) 1,9 x 7,2 cm
IMaprist Ne: 202102

Kimpkicte: 999 800 mTyk

uMm miaTBepaKy€eThCs, M0 U KOXKHOI apTii BKa3aHWX BHIIE IUIACTHPIB OYII0 MPOBEICHO MEPEBIpKY Mepe] BiITPaBKOO Ta
Buano CeptudikaT aHamizy, SKAH MiATBEPAXKY€E AKICTh MPOAYKILii B MapTii.

Mu rapaHTy€eMoO, IO TICHsI HAIIOT MepeBipKU MIIIXOM BHITaJKOBOTO BiIOOPY, HaHa MapTis MPOMYKIil BiAMOBia€ BUMOTaM
BUPOOHMIITBA 32 CUCTEMOIO yIipaBiiHHsA sAkicTio BixnoBiaHo 10 JJCTY EN ISO 13485 ta € BianoBiaHO KBaIi(hiKOBaHOO.

CEPTU®IKAT CTEPUJIBHOCTI
kBiTeHs 2021
Bupoonuk: ToBapucTBo 3 00Me:keHO010 BignoBigaabHicTio "IICAP"
MicuesnaxomxeHss: Byia. Muxaiina boituyka, 18-A, m. KuiB, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupobuunTBa (Bupobuuui motyxuocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

[Mpomyxist: Iinactup 6akrepunuanmii toprosoi mapku IGAR
Tun Knacuunmnii (Ha 6aBoBHsIHi ocHOBI) 1,9 x 7,2 c™m
[Mapris Ne: 202102

KinpkicTs: 999 800 mTyk

Lum migTBepaXy€eThes, 0 BUILE3a3HaueH] TOBapH OyJM NPOCTEPUITi30BaHl OKCHIIOM €THIICHY IIePe] BiIIPaBKOIO.

[ponyxkiis miactup 6akrepuranuii IGAR, sika mpoiiia npouec CTepuiizallii, € CTepHIbHO Ta O0S3MEYHOI0 IS TKAHUH
JIFOJTUHMU.

kBiTens 2021

CEPTUODIKAT AHAJII3Y
HaiimenyBaHHs IpOAYKTY InacTup 6akrepuunanuii Toprooi mapku IGAR tun Kitacuunuii (Ha 6aBoBHsIHii
ocuoBi) 1,9 x 7,2 cm
ITaptist Ne 202102
JlaTa BUTOTOBIECHHS 2021.03
Tepmin nmpugatHoCTi 2026.03
AcnekT nepeBipku TexHiuHi BUMOTrH Pe3yabTar
30BHILIHIN BUIIIAL 1. IToBepxHs MOBUHHA OyTH YUCTOIO, O3 BiIoBiga€e
3aJIMILKIB IACTH HA 3BOPOTHIM CTOPOHI
2. 3axycHUi nanip NOBUHEH OyTH piBHUM, 0€3
oJ1ii, abcopOyroua moayIieyka IOBUHHA
3HAaXOAUTHUCH B LICHTPI.




Pozmip 1. BigxuneHHs mo gomxuHi: + 2.0 MM. BiJIITOBi A€
2. Bigxumenns o mupuHi: £ 1.0 mm.
Marepian Cknan BaBoBHa /
OCHOBH Bara He menmr Hix 90 r/m° 955 r/m°
Josxuaa Ha 10 cm He menm uix 236 255
YTokoBa Hutka Ha 10 cM | He menm Hixk 220 255
Kneiixa Tun IIuHK OKCH TEPMOILIaBKUMA KileH /
peyoBuHa Bwmicr kieiikoi peuoBunu | He Menm Hixk 25 /m° 80 r/m’
Bwmict okcuay nuHKY He menm vk 3% 5%
IMornuuaroua | Hekuneiikuii map [Monietunen /
NOAYHICIKa | T[orapHarOYMii map Tepuien, Bicko3a /
Bara He menme 80 r/m’ 110 r/m® £7
PiBeHs nornuua”us qua HOTIHHAITO1 H.O nymquH TOBHHHA 6.2 pasis
301TBIIMTUCH B 6 pas3iB MicIsl TECTYBaHHS
Instnnesuii nanip He meHme 45 r/m* 65 r/m’
[HTEHCHUBHICTH BiJPUBY He amxue 1.0 H/em 5.2 H/em
[TepeBipka cTepuabHOCTI BakTepunumaHuii  TUIACTHP — TIOBUHEH — OyTH CTEPUIBHUIA
CTepUIHBHAM
3aJIMIIKYU ENOKCUJTHOTO €TaHy 3auIiky He MOBMHHI nepeBuiiyBat 10 MKr /T. 7 MKr /T
[TakyBaHHS 1. [TakyBaHHS  TOBHHHO  OyTH  OXalHUM,
HEYIIKO/KEHUM. 3MICT €TUKETKUA Ma€e OyTH YiTKO
3pO3yMIJTHM. BiZMIOBiTa€e

2. KinpKicTh, 3a3HaueHa Ha YIAKOBIl, MOBHHHA
OyTH PaBUIILHOIO.

3. [NakyBanHs Mae OyTH UIUTBHUM Ta 3 HOMEPOM
cepii.

BucHoBok: BurieHaBeieHi pe3yabTaTH BillIOBIIal0Th BUMOTaM BiAMOBIJHIX HOPM Ta CTAHJAPTIB MO0 TUIACTHPIB

6akrepunuanux Toprooi mapku IGAR. Cuctema ynpasisHast sikicTio kommanii Changzhou Major Medical Products Co.,
Ltd. i BupoOHHIITBA TUIACTUPIB OakTepuiaHuX ToproBoi mapku IGAR Bianosinae Bumoram cranmapty JJCTY EN ISO

13485.

Hexnapamisi Ne18-03/2016-IGAR Bin 6 cepnas 2020 poky (pemakiiis 7) mpo BiANOBiAHICTH BUMOram TeXHIYHOTO
perjiaMeHTy 11070 MeIUYHUX BUpOoOiB. Jlekapaliis ckiaaeHa mif IiIKoBUTY BianoBigansHicTh TOB «Irapy, 1o Biamnosigae
3a BBEJICHHSI MEIMYHOTO BUPOOY B OOIT.
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