®axTnuHz agpeca: Business address;
BYA. METANICTIB, 20, 20, METALISTIV Str.,, KYIV,
M. KWIB, YKPATHA, 03057 03057, UKRAINE
MicuesnaxomxeHHA: Registered address:
BYN. MUXANRNA EOAYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KMIB, YKPAIHA, 01103 01103, UKRAINE
Ten/dakc (044) 585-34-55 (53, 56} phoneffax 380-44-585-34-55
E-mail; info@igar.ua ‘ 380-44-585-34-56

E-mail: info@igar.ua

CEPTH®IKAT SAIKOCTI
Tpasens 2024

Bupotunk: Torapucreo 3 06MeskeHOI0 BiamoBixanemicTio "IIAP"

Micuesnaxomxenus: Byn. Muxaiina Boituyxa, 18-A, M. Kuis, Vkpaiuna, 01103, Tenedon/dakc: +380445853455
Micue rupo6uuuTsa (BupoGHuyi notyxHocrti): Yanrxoy Meitmxop Memixan Ilponaxre Ko., JITx., '
(Changzhou Major Medical Products Co., Ltd.} Exci Beiians, 3yky Tayn, 213144, Hanwxoy Citi, nposiHiin
Iasrcy, Kutai (Hexi Beiyang, Zouqu Town, 213 144, Changzhou City, Jiangsu Province, China)

HUponyxmisa:  Maacrup bakTepHUMANKI Toprosoi Mapku IGAR

Twm: Jlaiitriop (ma ocuosi cnanneiic) 8,0 x 6,0 cm ana ikcanii BHYTPIIHLOBEHHOT'0 KaTeTepa

MapTis Ne: 202402

KinpkicTs: 180 000 mrTyk

Ham nireepmxyeTses, wo ju1s kool MApTIi BK&3aHNX BHLE aKTePHLHARMX NNaCTHPIB BYII0 HpoBeIEHO nepeBipry
UEPEN BIANPABKOK Ta BHAAHO Ceprudixar anamisy, suit T ATBEP/DKYE AKICTE TPOXYKILL B mapTii.

Mu rapanryemo, wo nicns mamoi HEPEBIPKA LUBIXOM BHIIAIKOROIO BinSopy, faHa napTia NPOOYRLIT RIANORIAAE BEMOraM
BUPOOHHIITBA 33 CHCTEMOIO YNPAaBJiHEA AKICTIO BUIOBIAHO 1o ACTY EN ISO 13485 ta e BIMIOBIAHO KBalidikoBanow.

CEPTU®IKAT CTEPHJABHOCTI
Tpasens 2024
Bupotnuk: Topapuereo 3 00MexeHoI0 Binnositaibnictio "ICAP"
MicuesHaxomkenns: By, Muxaiina Boiuyxka, 18-A, M. Kuis, Ykpaina, 01103, Tenepon/takc: +380445853455
Micue BupoGaunTEa (Bupobunyj HOTyXHOCTL). Yanrkoy Metmiop Mexikar [pogakTte Ko, JItn,,
{(Changzhou Major Medical Products Co., Ltd.) Exci beiisns, 3yky Tayn, 213144, Yanwkoy Citi, npoBiuuis
Lzancy, Kurait (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Hangsu Province, China)
Hponyxuis: Tlnactup 6axrepuumammii TOproeoi mapkun IGAR
Tum: Jlalitop (ua ocHosi canJetic) 8,0 x 6,0 cm gaa dikcanii EHYTPIlTHBE0BERHOTr0 KaTeTepa
[apria Ne; 202402
KinekicTs: 180 000 wryx
Hum MITBE/UKYETHCH, IO RKA3AH] BHUIIE TOBapH OyIu npocTepunizorani OKCHLOM €THICHY ITEPe BiAIPABKOD,

Herxana npoayxuis na ocuosi CTIaHIIEHC TOProRoi Mapky IGAR, sxa mpottuna HpOLEC CTepUNizalil, € CTepuILHOIO Ta
De3neuHo0 I TKAaHHH N0 MAL,

CEPTH®IKAT AHAJIIZY
Tpasens 2024
Hpoaykuis ILiacTHp GakTepuunHmii Toproeoi Mmapku IGAR
Tun JlaliTiop (ma ocHogi cnanieic) 8,0 x 6,0 e pua dixeanii BRYTDIMIHL0BEHHOTO KaTeTepa
Ilaprist Ne 202402
Jata surotosnenns 2024.05
Tepmin npuzaraocTi 2029.05
ACIIEKT HepeBipkn TexHiuni Bumorn | Pesyanrat 1
3OBHIWHIN BUrTAR L. TloBepxHs MOBHHHA BYTH YUCTOM0, 663 3AIHIIKIE TacTn Ha | BIRTOBifae ‘
3BOPOTHIH cTopoHi

b pu S OFE7

0id-08. 4y &f%/




2. 3axucnuit nanip 0BUKER GyTH piBHUM, He3 ol
abcopOyioua moayletka HOBMHHA 3HAXOAUTHCD B LEHTPI
Posmip 1. Biaxumrenus no gosaual + 2.0 MM BIATIOBIIAE:
2. Bimxuuennst o mupusi: +1.0 MM
Marepian Crman Tepunen, Bickoza /
OCHOBH 3
Bara He menme 40 r/m’ 45 r/m
Minnicts Ha pospus
nmlj STHOM pHallIJ }E[M);: He vemme 14 11 20H
e ) . o .
P 4 PAMKY (Ham ans neperipku 6asyrorses Ha NEPeBIPIIL MaTeplany y
Miudicts na pospus y . 120 1
CYXOMY CTaui) 20
MALTMHHOMY HalpAMKY
Kuetixa Tun Tepmornaskuii xneir /
PEUOBHHA - u“ ) 3
BuicT wieiikoi pevorun | He menme 25 1/ 32 /M
Enactrunicrs Ilpn postarysaunni Gakrepuiuwanore nacrTHpy, 30UIbleHHsA BigmoBinac
110 QOBXKHHI He TIOBUHHO HEPEBHITYBATH 5%
lormunaoya | Hexrefisuit wap MonieTrnen /
NIOIYIICUKA N :
Ay Hornnraroynit wmap Tepunen, sickosa /
2
Bara He merme 120 v/ 160 r/v’ 7
. Bara nornmnarogoi HOOYIICYKH NIOBHHHA 301MEINHTHCE B 6 ]
PiBens mormunamms L ‘ 6.5 pazis
PA31B IICHS TeCTYBARHA
[ - 2
I'nauueruit manip He Menmue 45 r/im® 65 r/im”
THTCHCUBHICTE BijipHBY He mmxue 1.0 Hiem 3.3 Hiem
ITepesipka cTepunshocti baxrepunuinuii nnactup norumeH OVTH cTeprIEHIM CTEePUNLHHE
SAIHIIKH CIOKCHIHOTO eTaHy JaJHUIKH He NOBMHKE] Iepesumysati 10 Mr/v 7 MKr/T
IMakysauus 1. TlakyBaHHS NOBMHHO 6yTH oxailHuwm, HEYIUKOIKEHHM.
3MICT eTHKeTKH Mae GyTa iTKo 3PO3YMITHM
2. Kinekicre, 3asnauena ma VIAKOBIT, I[IOBHHHA OyTu | mignosigae
IPaBUTEHO
3. ITakysanusg Mac 6yTH 3ameqaTanum ]

Bucnopok; Buwenageaeni DE3YABTATH BIATOBINAIOTE BHMOTaM BianosiTHIX HOPM Ta CTAHAADPTIB TIOHO OaKTePHIHIHAX
MIacTHpis Thrry Jaitoop Toproroi Mapii IGAR. Cucrema ynpagnsuns skicrio xomnmauii Yaurskoy Meitmxop Megixan
[ponarre Ko., Tra. mus BHPOOHHITBA BaKTepHOHIHIX Wactapis Ty JlaitToop Toprosoi MapkH IGAR simnogigae
BumMoram crantapty JJCTY EN ISO 13485:2016.

Hewrapaitis Ne18-03/2016-IGAR i "18" Bepesna 2024 poxy (pegakiiis 12) npo BinnosinnicTs BuMoram Texmivnoro
PETTIAMEHTY 1O/O MEHYHNX BUPOOiB. Hexnapartia cknanena min UIKOBHTY BignoBifaneHicts TOR «Irapy, wo Bignoeinae
34 BBCICHHA ME/IMYHOIO BHPOOY B 06ir,

Bukor B.I'.




