dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str. KYIV,
M. KMiB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaKeHHs: IGAR Registered address:
Byn. MUXANNA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KY1V,

M. KNMIB, YKPATHA, 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 SIKOCTI
JIunens 2026

Bupoonuk: ToBapucTBo 3 00Me:keHO010 BinnosigaiabHictio "IIAP"

MicuesnaxopkeHHs: Byl. Muxaiina boituyka, 18-A, M. KuiB, Ykpaina, 01103, tenedon/dakc: +380445853455
Micue BupooHuUIITBa (BUpobHu4i motyxuocti): Yanrkoy Meitmkop Menikan [Iponakre Ko., JITx.,

(Changzhou Major Medical Products Co., Ltd.) Ne 1 belisap Poan, Xeci Bimnamxk, 3yky Tayn 213144 Yanuxoy
CiTi, nposiniis [I3sucy, Kuraiicbka Haponna Pecnybmika (Ne 1 Beiyang Road, Hexi Village, Zouqu Town
213144 Changzhou City, Jiangsu Province, People’s Republic of China)

[Tponykuist: IlnacTup 0akrepuunaHuii Toprosoi mapku IGAR

Tun JAuTsaunii (Ha moJrieTWIeHOBi 0CHOBI 3 MaawHKkamn) 1,9 x 5,5 cm

IMaprist Ne: 202602

KinbkicTs: 500 000 mTyk

[{uM miaTBEpUKYETHCS, IO JJIS BUINIE3a3HAYCHHUX TOBapiB Oylia MpoOBeIeHA IepeBipKa Mepel BiaIpaBKOK Ta
BUJAHUI cepTUdikaT aHai3y, IO MATBEPIKYE SAKICTh MPOTYKIIii.

Mu niaTBepKYEMO, 1110 MicIis MEPEeBIPKH NUIIXOM BUIIAKOBOTO Bi10OpY, BKa3aHa BHILE ApTisd TOBapiB
BignoBigae Bumoram ctanaapty EN ISO13485 ta e BianoBinHO KBaihiKOBaHOIO.

CEPTU®IKAT CTEPUWJIBHOCTI
JIntiens 2026

Bupoonuk: ToBapucTso 3 00Me:xkeHO010 BinnoBinaabHicTio "IICAP"

Micue3Haxo/keHHs: Byl Muxaiina boituyka, 18-A, M. KuiB, Ykpaina, 01103, tenedon/dakc: +380445853455
Micue BupoouuuTBa (Bupo6Huui notyxHocti): Yanrkoy Meitxop Menikan [Iponakre Ko., JITa.,

(Changzhou Major Medical Products Co., Ltd.) Ne 1 Beitstup Poan, Xeci Binamk, 3yky Tayn 213144 Yanwkoy
Ciri, nposinuis 3sHcy, Kuraiiceka Haponna Pecry6mika (Ne 1 Beiyang Road, Hexi Village, Zouqu Town
213144 Changzhou City, Jiangsu Province, People’s Republic of China)

[Mponykuis:  InacTup 6akTepunuaHuii Toprosoi mapku IGAR

Tum: JAuTsiunii (Ha moJtieTuyeHOBI 0CHOBI 3 MaoHKkamu) 1,9 x 5,5 cm

[Mapris Ne: 202602

KinpkicTs: 500 000 mTyk

Lum migTBepaXyeThes, O BUILE3a3HAUEH] TOBapH OYyJIM MPOCTEPHIII30BaHi OKCUAOM €THIICHY Tepell BiAPaBKOIO.
[Ipoxykuiss mmactup OakrepununHuii ToproBoi mapku IGAR, ska mpoimma mpouec crepuiizamii, € CTEpHIBHOIO Ta

0€e3MEYHO0 JUISI TKAHUH JIFOUHH.
JIunens 2026

CEPTU®IKAT AHAJII3Y

HaiimMenyBaHHS poAyKTYy IInactup 6axtepunmnanuii Topropoi Mmapku IGAR tun Jutsunii (Ha moJstieTu/IeHOBIH
ocHOBI 3 majironkamu) 1,9 x 5,5 cm

[apris Ne 202602




I[aTa BHUT'OTOBJICHHS

2026.06

Tepmin npugaTHoCTI

2031.06

AcHeKT nepeBipku TexHiuHi BUMOTH PesyabTar
30BHILIHIN BUIIIAL 1. [ToBepxHs MOBUHHA OyTH YUCTOO, O€3 3aIMIIKIB ITACTH HA BIJITOBI A€
3BOPOTHIN CTOpPOHI
2. 3axHMCHUI nanip MoBUHEH OyTH piBHUM, Oe3 ouii, abcopOyroua
MOoylIeYKa MOBHHHA 3HAXOJUTUCH B LIEHTP1
Po3mip 1. BinxuneHus no nosxuHi: £2.0 MM BIITOBIAA€
2. Bigxunenss o mwmpuHi: £1.0 MM
Marepian Ckiag ITomnierunen BIITOBI A€
OCHOBH Bara He menme 50 r/m° 70+3 /M’
Tosmuna He menme 0.05 MM 0.08+0.01 mm
Kinetika Tun AxpunoBuit ke BIJITOBI A€
peuoBHHA Bwicr kneikoi He memnre 25 r/m’ 34 r/m°
pEUOBHHU
Enactuynicth IMpu po3TsiryBaHHI OaKTEPUIMIHOTO IJIACTUDPY, 30iJbIIECHHS MO BiZMOBifae
JIOBXKHHI HE TIOBHHHO MEPEBUINYBaTH 5%
[Tornunaroua Hexneiixnii map | [omietnien BIJIIIOBI1a€
HOAYyIICHKa [ornuHarounii Tepunen, Bicko3a BiJINIOBiIa€
map
Bara He menm mix 80 r/m” 110 /v’ £7
PiBenb Bara nornvuHar4oi o ymiedky MoBUHHA 301IbIIUTUCE B 6 pa3iB 6.2 pasiB
MOTJIMHAHHS TICJIsl TECTYBAHHS
[ligknagauii nanip (mepramin) He menme 45 r/m’ 65 /™M’
[HTEHCHUBHICTP BiJJpUBY He nmxue 1.0 H/em 5.1 H/em
[TepeBipka cTepUIbHOCTI BakrepuiuaHuii MIacTUp MOBHHEH OyTH CTEPUIBHUM CTEPWIBHUIM
3aTuIIKN eTOKCHAHOTO eTaHy 3anuiky He NOBWHHI nepeBunryBatu 10 MK/t 7 MKT/T
ITakyBanHs 1. [TakyBaHHS IOBUHHO OyTH OXallHUM, HEYIIKOXKEHUM. 3MICT
ETUKETKH Ma€ OYTH YiTKO 3pO3yMiIUM
2. KinbkicTb, 3a3HaueHa Ha yNaKoBIIli, IOBUHHA CITIBIIAIaTH 3
peanbHOIO KiIBbKICTIO BiJIMOBiIa€

3. llltamn moBHHEH OYTH YITKHM 3 HOMEPOM

BucHoBok: BuieHaBeneHi pe3yjbTaTH BiANOBIAAIOTH BUMOraM BIAMOBITHUX HOPM Ta CTaHIApPTIB OO0 ILIACTHPIB
Oakrepunmanux Toprooi Mmapku IGAR. Cucrema ynpapisiHHs skicTio koMmnanii Yanrkoy Meiimkop Meaikan [Ipogakre
Ko., JIta., nist BupoOHUITBA TUIACTHPIB OakTepuimIHX ToproBoi Mapku IGAR BiamoBigae BuMoram craniapry

EN ISO13485:2016 .

Hexnapartiss Ne18-03/2016-IGAR "10" Gepesnst 2026 poky (penmakiisi 13) mpo BiInoBigHicTh BHMOram TeXHIYHOTO
perjaMeHTy 1010 MeAUMYHUX BUPOOiB. Jlekapallist ckiiajeHa Imij IiIKoBUTY BianoBigansHicTh TOB «Irapy, 1o Biamnorigae
3a BBEJICHHS MEIMYHOIO BUPOOY B OOIr.
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