dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYLV,
M. KMIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXeHHs: IGAR Registered address:
Byn. MUXANNA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KNMIB, 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
I'pynens 2025
Bupoonuk: ToBapucTso 3 00Me:keHO0I0 BianoBinaabHicTio "ICAP"
Micue3naxokeHHs: Bya. Muxaiina boitayka, 18-A, m. KuiB, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupooHuITBa (Bupodbuudi notysxuocti): Yanrxkoy Melmkop Menikan [Ipogakre Ko., JITx.,
(Changzhou Major Medical Products Co., Ltd.) Ekci beiisiab, 3yky Tayn, 213144, Yanwkoy Citi, mpoBiHLis
I3sucy, Kurait (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)

[poxyxuis: Iinactup 6akTepuunanuii Toprosoi mapku IGAR

Tun Eaacruk (Ha enacTuuHiii mosimepniii ocaori Nel00) 1,9x 7,2 em; 2,5x 7,6 em
ITapTist Ne: 202504

KinbkicTs: 900 000 mTyk

IuM miaTBepaKyETHCS, IO IS KOXKHOT MapTii BKa3aHUX BHUIIE IIACTUPIB OyIJI0 IPOBEIEHO IMEPEBIPKY MEPeT BiIITPaBKOIO Ta
BupaHo Ceprudikar aHamnizy, SKUH MiATBEPIKYE AKICTh MPOAYKLIT B MapTii.

Mu rapaHTy€eMo, IO Ticis Hamoi MepeBipKy MIITXOM BHITAIKOBOTO BiIOOPY, laHa MapTis MPOAYKIii BiANOBIIa€ BUMOTaM
BUPOOHMIITBA 32 CUCTEMOIO yripaBitiHHs sikicTio BifanosinHo q0 JICTY EN 1SO 13485 Ta € BinnoBigHO KBaIihiKOBaHOIO.

CEPTU®IKAT CTEPUJIBHOCTI
I'pynens 2025

Bupoonuk: ToBapucTso 3 o0MeskeHo10 Bignosinaabuictio "ICAP"
Micue3naxoxeHHs: By, Muxaiina boiuyka, 18-A, m. Kuis, Ykpaina, 01103, Tenedon/daxc: +380445853455
Micue BupoOauTBa (BupobHuui notyxHocTi): Yanrkoy Meitmxop Meaikain Iponakre Ko., JITa.,
(Changzhou Major Medical Products Co., Ltd.) Exci beitsnsb, 3yky Tayn, 213144, Yanwkoy Citi, mpoBiHILIis
[3sucy, Kurait (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)
[poxyxuis: Ilinactup 6akTepuuuaHuii Toprosoi mapku IGAR
Tun Enactuk (Ha esacTuuHiii mosimepHniii ocHosi Ne100) 1,9x 7,2 em; 2,5x 7,6 cm
[Mapris Ne: 202504
KinpkicTs: 900 000 mTyk

I{uMm miaTBepaKyETRCS, M0 BUITIC3a3HAYEHI TOBapH OYyJIM TPOCTEPIUTI30BaHI OKCHIOM ETHIICHY TIEPE]T BiIITPaBKOIO.

[ponyxuis miactup Oakrepunmanuii IGAR, sika mpoiinuia npouec crepuitizaiii, € CTEpUIbHOIO Ta 0€3MEYHOI0 ATl TKAHUH
JFOJTHHU.

I'pynens 2025
CEPTUD®IKAT AHAJII3Y
HaiimenyBaHHS POAYKTY IaacTup 6axTepuuuanuii Toprosoi Mmapku |GAR Tun Enactux (Ha etacTHYHIA
nojgimMepHiii ocHoBi Ne100) 19x 7,2 em; 25x 7,6 cm

ITapTist Ne 202504

JlaTta BUTOTOBICHHS 2025.10

TepMiH IpUAAaTHOCTI 2030.10

AcneKT nepeBipku TexHiuni BUMOrn Pe3yabTar

30BHILIHIA BUIIIAL 1. [oBepxHst MOBUHHA OYTH YUCTOO, 0€3 3AJIMIIIKIB TACTH BIZIIOBIIA€

Ha 3BOPOTHIN CTOPOHI
2. 3axucHuii namnip MoBUHEH OYTH piBHUM, 0€3 oJIii,




abcopOyroya moayIiedKa MOBHHHAA 3HAXOAUTHCH B IICHTI.

Po3zmip 1. BigxuneuHs no noBxuHi: = 2.0 mM. BIZIIOBIIa€
2. Bigxunennst no mupudi: £1.0 Mm.
Marepian Cknan ETunenBininaneTaTHuii comnomaimMep /
OCHOBH Bara He menme 40 r/m? 62+3 /™’
TosmuHa He menmre 0.05 mm 0.08+0.01 mm
Kieiika Tun AKpUITOBU# Kl /
pctoBHMHA Bumict kneiikoi pedosunn | He memure 25 r/m’ 34 r/m?
EnactuunicTh [Ipu po3TsryBanHi OaKTEpUIIMIHOTO MJIACTUPY, . .
30iIbIIEHHS IO JOBXHWHI HE TOBHHHO NepeBuIyBatu 5% BIZNIOB1AAE
IMornunaroua | Heknelikuii map IMonieTunen /
HOAYWCHKA | TlorauHarO4Yuii map Tepuren, Bicko3a /
Bara He menmnr Hix 80 r/m? 110 r/m* £7
T — Bar'a ngnHHaIOqu MTOAYIICYKH TIOBHHHA 301JIBIITUTUCE B 6 6.2 pasis
pasiB micysl TeCTyBaHHs
[nsnnesuii manip He menme 45 r/m® 65 r/m®
[HTE€HCHBHICTb BiIpUBY He amxue 1.0 H/em 5.8 H/em
IlepeBipka CTEpPHIIEHOCTI BakrepununHMiA IaCTHP MOBHHEH OYTH CTEPUILHUM CTEpUIILHUN
3aJUIIKY €MOKCUIHOTO €TaHy 3aJuIIKy He MOBHHHI niepeBuinyBatu 10 Mkr /T. 7 Mkr /t
ITaxyBanns 1. MakyBaHHS TOBUHHO OyTH OXalHWUM, HEYIIKOKECHHM.
3MiCT €TUKETKH Ma€ OYTH YiTKO 3pO3yMIiJIHM.
2. KinpKicTh, 3a3Ha4eHa Ha YIMAaKOBIi, ITOBUHHA OyTH BiaIoBigae

MIPAaBUITBHOIO.
3. NakyBaHHsi Mae OyTH IIIIBHUM Ta 3 HOMEPOM cepii.

BucHoBok: BumeHaBeieHi pe3yabTaTH BiAOBIIaI0TF BUMOTAM BiIITOBITHUX HOPM Ta CTAHIAPTIB MO0 TUTACTHUPIB
Oakrepununnux Toprooi Mapku |IGAR. Cucrema ynpasisiHHs sikicTio koMmnanii Yaumkoy Meitmxop Menikan [Tponakrce
Ko., JITn., mist BupoOHUITBA TUTacTUPiB OakTepunaHux Toprooi Mapku IGAR Bignosinae sumoram crannapry JCTY EN

ISO 13485.

Hexmapaniss Nel8-03/2016-1IGAR "18" 0Gepesnss 2024 poky (pemakuis 12) mpo BiAmoBigHicTh BUMOram TexHIYHOTO
perjiaMeHTy 00 MeIUIHUX BUpOOiB. Jlekmaparis CKIajaeHa il MIKoBUTY BimmoBiganpHICTs TOB «lIrapy, mo Bignosigae
3a BBEJICHHSI MEJIUYHOTO BUPOOY B OOIr.

Buxos B.I.
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