dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYLV,
M. KWMIiB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3Haxo4KeHHS: IGAR Registered address:
Byn. MUXANIA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KWMIB, 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

CEPTUDIKAT AKOCTI
bepesenn 2026

Bupoonuk: ToBapucTBo 3 00MeskeH010 BignoBigaabuicTio "I['AP"
Micuie3naxoxeHHs: Byl Muxaiina boituyka, 18-A, M. KuiB, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupoOHUITBa (BupoOHMUI MOTYXKHOCTI): Yanrkoy Meiimkop Menikan [Tpoxaxre Ko., JIti.,
(Changzhou Major Medical Products Co., Ltd.) Ne 1 Beiisias Poan, Xeci Bimnamk, 3yky Tayn 213144 Yanwkoy Ciri,
nposinuis [[3sucy, Kuraiiceka Hapoana Pecyomika (Ne 1 Beiyang Road, Hexi Village, Zouqu Town 213144 Changzhou
City, Jiangsu Province, People’s Republic of China)

IIponmyxiris: InacTup 6akTepunuanuii Toprosoi Mmapku IGAR

Tun Knacuunnii (Ha 6aBoBHsHIi# ocHOBi) 1,9 X 7,2 cM (ymakoska Ne100)
Tun Knacuunuii (Ha 6aBoBHsiHii ocHOBI) 1,9 X 7,2 cM (ymakoska Nel0)
Tun Kaacuunmuii (Ha 6aBoBHsIHIil ocHOBi) 2,5 X 7,6 cm (ymakoska Nel00)

Maprist Ne: 202601
Kinmpkicte: 1 181 000 mryx

IuM miaTBepaKyETHCS, IO IS KOXKHOT IMapTii BKa3aHUX BHUIIE IIACTHPIB OyIJI0 IPOBEIEHO IMEPEBIPKY MEPe BiIITPaBKOIO Ta
Bupano Ceprudikar aHamnizy, SKUH MiATBEPIKYE AKICTh MPOAYKLIT B MapTii.

Mu rapaHTy€eMoO, IO TICIISI HAIIOT IePEBIPKH IIISIXOM BHITaJIKOBOTO BiIOOPY, aHa MapTis MPOAYyKIii BiAIOBia€ BUMOTaM
BHUPOOHMIITBA 32 CUCTEMOIO yIiparitiHHs skicTio BianosigHo 10 JICTY EN 1SO 13485 Ta € BianoBiaHo kBaidikoBaHOIO.

CEPTU®IKAT CTEPUJIBHOCTI

bepesens 2026
Bupoonuk: ToBapucTso 3 o0MeskeHor0 Bignosinaabuictio "ICAP"
Micue3naxoxeHHs: By, Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, Tenedon/daxc: +380445853455
Micue BupobHuTBa (Bupobuuui motyxHocTi): Yanrkoy Meitmxop Meaikan Iponakre Ko., JITx.,
(Changzhou Major Medical Products Co., Ltd.) Ne 1 Beiisup Poan, Xeci Bimmamk, 3yky Tayn 213144 Yanwkoy
Citi, nmpoBinuis LI3sHcy, Kuraiiceka Haponna Pecnyonmika (Ne 1 Beiyang Road, Hexi Village, Zouqu Town
213144 Changzhou City, Jiangsu Province, People’s Republic of China)

[Ipomyxris: Mnactup 6akrepunmanmii toprosoi mapku IGAR

Tun Knacuunwuii (Ha 6aBoBHsHIi ocHoBi) 1,9 x 7,2 ¢M (ymakoska Nel100)
Tun Kaacuunnii (Ha 6aBoBHsIHIl ocHOBI) 1,9 X 7,2 cM (ymakoska Nel0)
Tun Kaacuunmuii (Ha 6aBoBHsIHIil ocHOBi) 2,5 X 7,6 cm (ymakoska Nel00)

MMaprist Ne: 202601
Kinpkicts: 1181 000 mryx

I{uMm miaTBepKyETRCS, IO BUITIC3a3HAYEHI TOBapH OYyJIM TPOCTEPIUTI30BAHI OKCHIOM ETHIICHY TIEpe]l BiIIIPaBKOIO.

[poxyxuis mnactup 6akrepunuanuii IGAR, sika npoiina npouec cTepuilizalii, € CTEPHUIBHOIO Ta 0e3MeYHOI0 I TKaHWH
JFOJTHHHU.

Bepezens 2026

CEPTUDIKAT AHAJII3Y

HaiimenyBaHHS IPOAYKTY IaacTup 6axkTepuuuanuii Toprosoi mapku IGAR

Knacuunnii (Ha 6aBoBHsHIH ocHOBi) 1,9 x 7,2 cM (ynakoska Ne100)
Knacuunmii (Ha 6aBoBHsIHiN ocHOBI) 1,9 X 7,2 ¢M (ymakoska Nel0)
Knacuunnii (Ha 6aBoBHsIHiH ocHOBI) 2,5 X 7,6 ¢M (ynakoska Nel00)

[Maprist Ne 202601

JlaTta BUTOTOBICHHS 2026.01




Tepwmin npumaTHOCTI 2031.01

AcnekT nepeBipku TexHiuHi BUMOTH PesyabTar
30BHIMIHII BUTIIA 1. [oBepxHst MOBUHHA OYTH YUCTOMO, O€3 BIJITIOBIIAE
3QJIMIIKIB TACTH HA 3BOPOTHIN CTOPOHI
2. 3ax¥CHUI namip MoBUHEH OyTH piBHUM, 03
oii, abcopOyroua oAyIIeYKa MOBUHHA
3HaXOAUTHCH B IICHTPI.
Pozwmip 1. BigxuneHHs no noBxuHi: + 2.0 MM. BIJIIIOBIAC
2. Bigxunensst no mmpuHi: + 1.0 Mm.
Marepian Cknan baBosHa /
OCHOEH Bara He menmnr Hixk 90 r/m? 95+5 1/m°
JopxxuHa Ha 10 cm He menm Hixk 236 255
VYtokoBa Hutka Ha 10 cm | He menm Hixk 220 255
Kneiika Tun TepMmoruiaBkui Kieif, 1110 MICTHTh OKCHJ IUHKY /
peHoBrHA Bwmicr kielikoi pedopunn | He menmn Hixk 25 /M’ 80 r/m°
Bwmict okcuny nuHKY He menm mixk 3% 5%
IMornunaroua | Heknelikuii map IMonieTunen /
HOAYICHKA | TlorauHarO4YMii map Tepuien, Bicko3a /
Bara He menme 80 r/m? 110 r/m* £7
. Bara nornunaroo4oi nogymeyky NOBUHHA .
PiBens nornuHaHHA . N 6.2 pazis
301IBIIMTUCH B 6 Pa3iB MicJisl TECTYBaHHS
['nsHuesnit nanip He menme 45 r/m? 65 /™M
[HTE€HCHBHICTb BiIpUBY He amxue 1.0 H/em 5.2 H/em
[lepeBipka cTepHIIBHOCTI BakrepununHuii  mulacTMp — MOBHHEH — OyTH CTEPUIBHUN
CTEPHIBHUM
3aUIIKY eMOKCUIHOTO €TaHy 3aJnIIKy He MOBHHHI niepeBuinyBatu 10 Mkr /T. 7 mMkr /t
ITaxyBanns 1. [NakyBanHs  TOBMHHO  OyTH  OXaiHHM,
HEYUIKOPKEHUM. 3MiCT €THKETKH Ma€e OyTH YiTKO
3PO3YMLITUM. Bi/IOBia€e

2. KinbpKicTh, 3a3HayeHa Ha YMAKOBI[, MOBHHHA
OyTH PaBUIIEHOIO.

3. IlakyBaHHs Mae OyTH IIUTBHUM Ta 3 HOMEPOM
cepii.

BucHoBok: BumeHaBeieHi pe3yabTaTH BiAOBIIaI0TH BUMOTAM BiIITOBITHUX HOPM Ta CTAHIAPTIB MO0 TUTACTHUPIB

Oakrepuruanux Toprooi Mapku IGAR. Cuctema ynpasisiHHS skicTio koMmanii Yanrkoy Melimkop Meaikan [Ipogakre
Ko., JIta., nns BupoOHunTBa miuactupis 6akrepuuuanux toprosoi mapku IGAR Binnosinae Bumoram cragaapry ACTY EN

1SO 13485.

Hexnaparis Nel8-03/2016-1GAR "10" Gepesnsi 2026 poky (pemakuis 13) mpo BigmoBimHiCTh BUMOram TexXHIYHOTO
perjaMeHTy 100 MeInYHuX BUpoOiB. Jlekmapariis ckiafiena mij iIKoBHUTY BifmnoBiganeHicTs TOB «Irapy, mo Biamosigae

3a BBEJCHHS MEAMYHOTO BUPOOY B OOIT.

Buxos B.I.




