dakTu4Ha appeca: Business address:/cé.

syn. METASICTIB, 20, 20, METALISTIV Str. KY1V,

M. KAIB, YKPATHA, 03057 ® 03057, UKRAINE

MiclieaHaxogXeHH: lGAR Registered address:

Byn. MWUXARTA BOWL{VKA, 18-A, ‘ : 18-A, MYKHAILO BOYCHUK Str,, KYIV,

M. KWIB, YKPATHA, 01103 e 01103, UKRAINE

Ten/ake (044) 585-34-55 (53, 56) e e phone/fax 380-44-585-34-55

E-mail: info@igar.ua 380-44-585-34-56
E-mail: info@igar.ua

CEPTUDIKAT SIKOCTI
Ciuens 2024
Bupobuuk: TopapucTeo 3 o6MekeHo10 Bignosinansuicro "IAP"
Micuessaxompxenns: By, Muxaiina Boifuyka, 18-A, m. Kuis, Yxpaina, 01103, Tenedon/dakc: +380445853455
Micue BupoOuunTRa (Brupobumi roryxaocti): Yanrkoy Meiimxop Menixan Iponakre Ko., JIrz.,
(Changzhou Major Medical Products Co., Ltd.) Exci Beitans, 3yky Tays, 213144, Yanwxoy Ciri, nporinnis L3sHcy,
Kuraii (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)

[pemyxitis: ILracTap GakTepHuAunii Toprosoi mapkn IGAR

Tun Knacuunuii (na 6aposHsinii ocnoni) 1,9 x 7.2 e ; 2,5 X 7,6 ¢m (ymakoska Nel00)
Tun Knacuunuii (na 6asopusniit ocuosi) 1,9 x 7,2 eM (ymaxoexa Nel0)

ITaptis Ne: 202401
Kinskicts: 1 636 400 mryk

Lum ninreepakyerses, WO A1 K0xKHOT TapTii Brasanux BULLE IIACTHPIB 6YN0 MPOBEACHO NEPEBIPKY Nepea BiAnparko:o Ta
Bufano CepTuikar aHanisy, AKuH MiATBEpLKYE AKICTL NPOAYKIIT B NADTIL.

MHu rapasTyemo, 1O icNs HAWOT NePeRiPKM IIUIAXOM BHIAAKOBOIO BigGopy, NaHa napTis npoyykuii Bianosigac Bumoranm
BUPOOHUIITRA 33 CHCTEMOIO YIIPABIIHHS SIKICTIO BIATIOBIAHO 10 JCTY EN ISO 13485 Ta € BifgnosigHo xeanidikoBaHow.

CEPTUGIKAT CTEPUJIBLHOCTI
Ciuenrs 2024
BupoGunk: Tosapucrso 3 06Mesxkedolo Bixnosizaiasuicrio "ICAP"
MicuesHaxompxenns: Byl Muxaiina Boitayka, 18-A, M. Knig, Ykpaina, 01103, renedon/daxc: +380445853455
Micue supobuuTea (BupoGuudi noTyxrocti): Yanrxoy Metimpxop Menikan Ipogakre Ko., JItn.,
(Changzhou Major Medical Products Co., Ltd.) Exci Beisus, 3yky Tayn, 213144, Yanuwxoy Citi, TpORIHIIIA
Uasiacy, Kurait (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)

[Iponyxuis; ILnacTup GakTepEuMIHMIA Toproeoi Mapkn IGAR
Tun Kracuunuit (na 6aporusniii ocHori) 1,9 x 7,2 eMm 3 2,5 x 7,6 cM (ynakoska Nel00)
Tun Kaacuunuii (1a Sasornsinii ocHori) 1,9 x 7,2 cM (ymaxoska Nel0)

TTapTisa Ne: 202401
Kinekicte: 1 636 400 wryx

HuM miaTBep/DKyeThCs, IO BHNe3a3HadeHi ToBapH 6yIH IPOCTepHIi3oBaHi OKCHIOM ETUJIEHY TIEpEl B ANPaBKOIO.

Hpozayxuis nmactup dakrepuuuanuii IGAR, sixa npoffiuia npouec cTepHITIsalli, € CTEPHIFHOIO Ta Ge3NeUHOK [UTs TKAHHH
TFOIMEY.

Ciuens 2024

CEPTU®OIKAT AHAJII3Y

HaiimeHyBaHIIS IIPONYKTY ILnacTup Gaxrepauuaunii Topropol Mmapkun IGAR tan Kxacuaumii (na GaBoBnamnii
ocHoBi) 1,9 x 7,2 em 5 2,5 x 7,6 cM — ymakosxa Nel0{,
Knacnunnii (na 6aBoBusnii ocaosi) 1,9 x 7,2 ¢M - ynakoska Nel0

ITapTis Ne 202401
JlaTa BUTOTORICHHS 2024.01
TepMmin npuaaTHOCTI 2029.01
AcCIIeKT nepepipkn I Texuiuni BuMorn PesyﬂLTaT

Ar o Af/jfz? 7559
06 05 21,445




3oBHIIHI BHTIAN 1. Hoeepxus noBuHHA OYTH YHCTOM, O3 BLATIOBiRAE
3QJIMHIKIB [IACTH Ha 3BOPOTHIN CTOPOHI
2. 3axucHui nanip noeuneH 6yTH piBHkM, Ge3
oiii, abcopOyloya oayIeTKa NOBUHHA
3HAXOJHTHCH B USHTPI.
Poamip 1. Biaxunesss 1o JoKuHi: + 2.0 M. BimroBigae
2. BixxuneHHs o mupuHi: + 1.0 Mm.
Martepian Cxrag Bagoena /
OCHOBH Bara He menmr mix 90 /v 9545 r/m?
Joexuna ma 10 cMm He menm mix 236 255
Yrokopa Hutka Ha 10 ¢eMm | He menu mixk 220 255
Kneiika Tun Tepmonuapkuii xinell, Mo MICTHTEL OKCHJL LIMHKY /
peHOENHE Buict xneiikoi pevopnan | He mMenut nix 25 r/m” 80 /v’
BumicT okcHAy WHHKY He menm vix 3% 5%
Hormuuaiona | Hexnedixnii map Honierwien /
HOAymeyKa Iornuuaiounii wap Tepunen, Bicko3a /
Bara He memme 80 r/v’ 110 rim* +7
Pisenn nornunanms Bgra MOTIHHAIOHOT TIOAYTHEHKN HOBMIIA 6.2 pazis
3610pIHMTHCE B 6 pa3iB nicJs TecTyBaHHA
Dnsunesnit imanip He meruue 45 r/v 65 /M
IHTEHCHBHICTE BiAPHBY He ruxae 1.0 Hiem 5.2 Hlem
IlepeBipka CTEPHIBLHOCTI Bakrepunuasuii  mracTMp  moBHHEH — OyTH CTEpHIIBHHE
CTePUABHUM
3anMINKY eTOKCHAHOTO STaHy 3anMIIKH He MOBHHHI HepeBuiyBaTH 10 Mkr /r. T MKr /T
Hakyeauus l. TlakyBaHHA  DOBMHHO  ©OyTa  oxaiiHHM,
HEYIIKODKEHHM, 3MICT €THKETKH Mae GyTH 1iTKO
3POIYMIITHM, BiNMOBigae

2. KinpKicTe, 3a3HaucHa Ha YMAKOBIi, IIOBHHHA
OYyTH NpaBUIEHOLD.

3. IlakyBanna Mae OyTH IIIEHEM Ta 3 HOMEPOM
cepil.

BucHosok: Bumenaseeni pesynbTaTh BiIIOBIIAI0Th BHMOraM BiAMOBITHHX HOPM T4 CTaHAZPTIB LIOAO IIACTHPIB

GakrepuiuHux Toprosoi Mapku [GAR. CHcTeMa yIpaBIaHHES AKICTHO KOMIAHIT Yanrxoy Meifimxop Memixan [ponakre
Ko., Jltn., anst Bupobumurea mactrpie Gakreprumanux Toprosoi Mapky IGAR Binnorinae sumoram cragaapty JJCTY EN

ISO 13485,

Jewnapanis Nel8-03/2016-IGAR sin "10" Gepesns 2023 poxy (pemakmis 11) npo BimmorigmicTs BuMoram TexHiuHoro
PErNaMeHTy o0 MeAnsHuX BUpobis, Jleknapanis ckaayena i UIAKOBHTY Bianoeigansuicts TOB «Irap», o eigmnoeipae

3a BBEJICHHA MEIHYHOTO BHPOSY B 00ir.

Hupexrop TOB «Irapy

Buxor BT,




