dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYLV,
M. KWIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXeHHs: IGAR Registered address:
Byn. MUXANNA BONYYKA, 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 SIKOCTI
JIucroman 2025

Bupoonuk: ToBapucTBo 3 00Me:xkeHOI0 BinnosigaiabHictio "I[IAP"

Micue3naxopkeHHs: Byl. Muxaiina boituyka, 18-A, M. KuiB, Ykpaina, 01103, tenedon/dakc: +380445853455
Micue BupooHuIITBa (BupobHuyi notyxuocti): Yanrxkoy Meimkop Menikan I[Ipogakre Ko., JItn.,

(Changzhou Major Medical Products Co., Ltd.) Ekci beiisub, 3yky Tayn, 213144, Yanwkoy Citi, mpoBiHIis
I3aucy, Kuraii (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)

[Tpomyxitis: IlnacTup 6akTepunuaHuii Toprosoi mapku IGAR

Tun Nutsiumii (Ha mostieTHyIeHoOBIi ocHoBI 3 Maonkamu) 1,9 x 5,5 cm

Iaprist Ne: 202504

KinbkicTs: 600 000 mTyk

[uM miaTBEpUKYETHCS, IO JJIS BUIIE3a3HAYCHHUX TOBapiB Oylia MpoOBEIEHA IepeBipKa Mepel BiaIpaBKOK Ta
BUJAHUI cepTU]iKaT aHai3y, IO MiITBEPAXKYE SKICTb MPOTYKIII.

Mu niaTBepKYEMO, 110 Miclis MEPEeBIPKH NUTIXOM BUIIAJAKOBOTO Bi10OpY, BKa3aHa BHILE ApTisd TOBApiB
Bignosigae Bumoram ctanaapty EN ISO13485 ta e BiamosinHo KBanighikoBaHOIO.

CEPTU®DIKAT CTEPUJIIBHOCTI
JIucromanx 2025

Bupoonuk: ToBapucTso 3 00Me:xkeHO010 BinnoBigaabHicTio "I AP"

Micue3Haxo/ukeHHs: Bya1. Muxaiina boituyka, 18-A, M. KuiB, Ykpaina, 01103, tenedon/dakc: +380445853455
Micre Bupo6HunTBa (BupoOuuyi motyxkHocti): Yanmkoy Meiimxop Menikan [Ipogakre Ko., JItx.,

(Changzhou Major Medical Products Co., Ltd.) Exci beiisnb, 3yky Tayn, 213144, Yanwkoy CiTi, mpoBiHLIiSA
[[3sacy, Kuraii (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)

[Mponykuis:  InacTup 6akTepuuuaHuii Toprosoi mapku IGAR

Tum: JAuTsaunii (Ha moJtieTU1eHOBI 0CHOBI 3 MamwHKkamu) 1,9 x 5,5 cm

[Mapris Ne: 202504

KinbkicTs: 600 000 mTyk

LM miaTBepIuKy€eThCs, IO BHIE3a3HAYCHI TOBAPH OYIIM MTPOCTEPUITIZ0BaHI OKCHJIOM €THIICHY TIepe]] BiIPaBKoOIo.
[Ipomykuis tmactup Oaktepurmmuuii Toprooi mapku |IGAR, sgxa mpoiinnia mpormec crepwiizaiii, € CTEepUIBHOI Ta

OE3IEYHO0 I TKAHUH JIIOIUHH.
JIucronanx 2025

CEPTUDIKAT AHAJII3Y
HaiimenyBaHHS poAyKTYy Inactup 6axrepuuuaauii Topropoi Mmapku |GAR Tun JAutsyuii (Ha nmoJieTu/1eHoBiH
ocHOBI 3 majilonkamu) 1,9 x 5,5 cm
[Mapris Ne 202504
JlaTa BUTOTOBIEHHS 2025.10

Tepmin npugaTHoCTI 2030.10




AcIeKT nepeBipku TexHiuHi BUMOTH PesyabTar
30BHILIHIA BUIIIAL 1. [ToBepxHs MOBUHHA OyTH YUCTOO, O€3 3aIHINKIB ITACTH HA BIITOBIA€
3BOPOTHIN CTOpPOHI
2. 3axMCHUI nanip NoBUHEH OyTH piBHUM, Oe3 ouii, abcopOyroua
MOyIIeYKa MOBMHHA 3HAXOJUTUCH B LIEHTP1
Po3mip 1. BinxuneHus no noBxuHi: £2.0 MM BIITOBIAA€E
2. Bigxunenns o mwmpuHi: £1.0 Mm
Marepian Ckiag ITomnierunen BIITOBI A€
OCHOBH Bara He mene 50 /m° 7043 r/m®
ToBmuHa He menmre 0.05 mm 0.08+0.01 mm
Kinetika Tun AxpunoBuit kien BIITOBI A€
peuoBHHA Bwict kneikoi He menre 25 r/m’ 34 r/m°
pPEUOBHHU
Enactuynicth Ilpu po3TsiryBaHHI OaKTEpUIMOHOTO IJIACTUDPY, 30iJbIIECHHA MO BiZMOBiga€e
JIOBXKHHI HE TIOBHHHO NepeBUIyBaTH 5%
Tlornunaroua Hexkneiikuit map | [lomietnnen BiJINTOBI1a€
HOZyHIC KA ITornunaroumii TepuneHn, Bicko3a BiAIoBigae
map
Bara He menm ik 80 r/m° 110 r/m* £7
PiBenn Bara nornmHarouoi moayneyky MoBHHHA 301IBITUTHCE B 6 pa3iB 6.2 paziB
MOTJIMHAHHS TICJIsl TECTYBAHHS
[Minknaaauii namip (mepramin) He menme 45 r/m° 65 r/m°
[HTEHCUBHICTP BiJJpUBY He nmxue 1.0 H/em 5.1 H/em
[TepeBipka cTepUIIbHOCTI BakrepuimaHuii MIacTUp MOBHHEH OyTH CTEPUIBHUM CTEPWIBHUI
3aJUIIKN eTTOKCUAHOTO eTaHy 3anuiiky He MOBHHHI nepeBuiryBatd 10 Mxr/r 7 MKr/T
[TaxyBauHs 1. [TakyBaHHSI TOBUHHO OYTH OXalHHUM, HEYIIKOJKCHUM. 3MiCT
ETHKETKH Ma€ OYTH YiTKO 3pO3yMiIUM
2. KinbkicTh, 3a3Ha4YeHa Ha YIIAKOBIl, IOBUHHA CITIBIIAJaTH 3
PEAIbHOIO KIJIBKICTIO BiAIIOBigaE

3. llltamn nmoBrHEH OYTH YiTKUM 3 HOMEPOM

BucHoBok: BuiiieHaBeieHi pe3ysibTaTH BiANOBIAAI0TH BUMOT'aM BiJITOBITHUX HOPM Ta CTaHIAPTIB 00 TUIACTUPIB
Oakrepunuaaux Toprooi Mmapku IGAR. Cucrema ynpasisiHHS SIKicTIO Komnanii Yanrmkoy Meitmxop Menikan [Ipogakre
Ko., JIta., nist BupoOHUITBA TUIACTHPIB OakTepuiaHix ToproBoi Mapku |GAR BiAmoBigae BUMoram cTaniapry

EN 1S013485:2016 .

Hexnapamisi Ne18-03/2016-IGAR "18" 0Gepesust 2024 poky (pemakitisi 12) mpo BiamoBigHicTh BUMOram TeXHIYHOTO
perjiaMeHTy 1100 MeAuUHuX BUpoOiB. Jleknaparlis ckiajieHa mija iIKoBUTY BiamosiganbHicTe TOB «Irapy, 1o Biamnosigae
3a BBEJICHHS MEIMYHOTO BUPOOY B OOIT.

Hupextop TOB «Irap
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