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®IKAT AKOCTI
Ceprrens 2026

Bupoonuk: ToapucTBo 3 00MekeHOI0 BinnmoBinaabHicTio "ICAP"
Micnie3HaxopkeHHs: Byll. Muxaitna boitayka, 18-A, m. KuiB, Ykpaina, 01103, tenedon/dakc: +380445853455
Micrie BupobuunTBa (Bupobundi motyxHocrti): Yaarkoy Meimkop Meaikan [Ipogakre Ko., JItx.,
(Changzhou Major Medical Products Co., Ltd.) Ne 1 beitsas Poan, Xeci Bimmamxk, 3yky Tayn 213144 Yaraxoy CiTi,
nposiHiisa L[3sauacy, Kuraiiceka Haponna Pecniyomika (Ne 1 Beiyang Road, Hexi Village, Zouqu Town 213144 Changzhou
City, Jiangsu Province, People’s Republic of China)
IIponykmis:  Xipypriuna nos’s3ka Toprosoi mapkun IGAR
Tun JlaiiTiop (Ha OCHOBI criaHeiic)
Po3zmip: 6,0x 10,0 cm; 10,0 x 9,0 em; 15,0 x 9,0 cMm; 20,0 x 9,0 em; 25,0 X 9,0 cm;
[Maprist Ne: 202602
KinbkicTs: 254 400 mtyx

LuM miaTBepKyeThes, MO TSl KOXKHOI MapTii BKa3aHUX BHUIIE TOBapiB OyI0 MPOBEIEHO NMEPEBIPKY MMEpe/ BiAIPABKOIO Ta
Bunano CeprudikaT aHamizy, KA MATBEPIKYE AKICTh MPOIYKIIii B MapTii.

Mu rapaHTyeMO, IO IiCTs HAIIOT MePEeBIPKH MUISIXOM BHIIAJKOBOTO BiIOOPY, AaHA MapTis MPOAYKIIi BiIMOBiTae BUMOram
BUPOOHUIITBA 32 CUCTEMOIO yrpaBmiHHA AKicTio BiamoBiaHo 10 JJCTY EN ISO 13485 Ta € BignoBinHO KBaMiikOBaHOO.

CEPTUDIKAT CTEPUJIBHOCTI
Cepniens 2026

Bupoonuk: ToBapuctBo 3 00MexeHo0 BinnosinaapHictio "ICAP"
MicuesnaxomkeHHs: Byl Muxaiuia boituyka, 18-A, m. KuiB, Ykpaina, 01103, tenedon/dakc: +380445853455
Micne BupoOHunTBa (Bupodnnyi motyxHocrti): Yanrkoy Mebmkop Meaikan [Ipogakre Ko., JItn.,
(Changzhou Major Medical Products Co., Ltd.) Ne 1 beitsiup Poan, Xeci Bumnamk, 3yky Tayn 213144 Yanwkoy Ciri,
nposinuis L3sHcy, Kurtaiicbka Haponna Peciy6nika (Ne 1 Beiyang Road, Hexi Village, Zouqu Town 213144 Changzhou
City, Jiangsu Province, People’s Republic of China)
[Iponykuis:  Xipypriuaa nos’sizka Toprosoi mapku IGAR
Tun JlaiiTriop (Ha OCHOBI criaHIeiic)
Poszmip: 6,0x 10,0 cm; 10,0 x 9,0 em; 15,0 x 9,0 cMm; 20,0 x 9,0 em; 25,0 X 9,0 cm;
[Mapris Ne: 202602
KinbkicTs: 254 400 mtyx

[{um miaTBep/KY€ETHCS, 110 BKa3aH1 BUILE TOBApU OYJIM MPOCTEPUITIZ0BaHI OKCHIOM €THIIEHY Tlepe/l BiIPaBKOIO.

Herkana mnpopaykiis Ha ocHOBi craniedic ToproBoi MmMapku IGAR, ska mpoifnuia mporec crepuiizaiii, €
CTEpHJIBHOIO Ta OE3MEYHOIO0 A1l TKAaHUH JIIOIUHU.

Ceprmiens 2026
CEPTUDIKAT AHAJII3Y
[Ipoxyxkuis Xipypriuna nos’s3ka Toprosoi mapkn IGAR
Tun JlaliTiop (Ha OCHOBI criaHeiic)
Pozmip 6,0 x 10,0 cm; 10,0 x 9,0 c™m; 15,0 x 9,0 cm; 20,0 x 9,0 em; 25,0 x 9,0 cm;
[Mapris Ne 202602
JaTta BUTOTOBICHHS 2026.06
Tepmin npugaTHoOCTI 2031.06
AcCHeKT nepeBipku Texniuni BUMoru Pe3yabTat

30BHINTHIHN BUTIIAT 1. IToBepxHs noBHHHA OyTH YHUCTOO, 6€3 3aJIMINKIB ITACTH Ha BIJIMTOBiIa€




3BOPOTHIN CTOpPOHI
2. 3axycHUI manip TOBUHEH OyTH piBHUM, Oe3 o
abcopOyroua noAyIIeyKa MOBUHHA 3HAXOAUTUCH B IICHTPI

Pozmip 1. BigxuneHHs 1o 1oBkuHI: £ 2.0 MM BiAIIOBigac
2. Bigxunenus no mmpuHi: = 1.0 MM
Marepian Cxkian Tepwen, Bicko3a /
OCHOBH 5 5
Bara He menme 40 r/m 45 r/m
MinHicTe Ha pO3pUB
POSPHEY | He merme 14 H 20H
HOIIEPEYHOMY HAIPSIMKY . . o .
— (Mani mms mepeBipku 6a3yl0ThCS Ha MEPeBipIi MaTepiany y
MiuHiCTh Ha PO3PUB Y .
CyXOMY CTaHi) 120H
MaIIMHHOMY HaIIPSIMKY
Kreiika Tun TepmorutaBkuii Kinei /
pedoBUHA : . 5 5
Bwicr knefikoi peuosunn | He menmie 25 r/m 32 r/m
Enactuynicth [Ipu po3TsiryBaHHi XipypriuHoi NOB’sI3KH, 301IbLICHHS 10 BinmoBinae
JIOBXKHHI HE TIOBHHHO MEPEBUINYBaTH 5%
Hornunatoua | Hekeiikuii map [onieTunen /
MOIyIIeYKa - .
Y [MornuHarouuii map TepuiieH, Bicko3a /
Bara He menme 120 r/m’ 160 r/m’ 7
. Bara nornmHarouoi moayneyky MoBHHHA 301IBIIUTHCH B 6 .
PiBens nornuHaHHSL o 6.5 pasiB
pasiB micis TECTYBaHHS
I'nsunesnii manip He menme 45 r/m° 65 /M’
[HTEHCHUBHICTP BiJJpUBY He nmxue 1.0 H/em 3.3 H/em
[TepeBipka cTepUIbHOCTI XipypriuHa moB’si3Ka MOBHHHA OyTH CTEPHIBHOIO CTepUIIbHA
3aJUIIKN eTTOKCUAHOTO eTaHy 3anuiky He NOBUWHHI nepeBunryBatu 10 MKr/r 7 MKT/T
ITakyBaHHs 1. [lakyBaHHS TOBMHHO OYTH OXalHUM, HEYIIKOPKCHUM.
3MiCT €TUKETKH Ma€ OYTH YITKO 3pO3yMIITHUM
2. KinpkicTh, 3a3HaueHa Ha VYIAKOBIN, IIOBUHHA OYTH | BiJIOBigae

MPaBUIIBHOIO
3. IakyBaHHs Ma€e OyTH 3are4aTaHuM

BucHoBok: BuilieHaBeneHi pe3yiabTaTH BIANOBIAAIOTH BUMOTaM BIAMOBIIHUX HOPM Ta CTAHJAPTIB MO0 XIPYpPriuHUX
noB’s130k ToproBoi Mapku [GAR. Cucrema ynpasnsiHHs sikicTio kommnaHii Yanrkoy Meilimkop Menikan [Iponakre Ko.,
JIth., anst BUpOOHMIITBA XipypriuyHMX moB’s30k Ttumy Jlaiitmop toproBoi mapku IGAR BinnoBijae BUMOraM CTaHAapTy

JCTY EN ISO 13485:2016.

Hexnaparist Ne 19-03/2016-IGAR Big "10" 6epe3nst 2026 poky (penmakiisi 13) mpo BiInoBigHicTh BEMOram TeXHIYHOTO
perjiaMeHTy 1070 MeAUUHuX BUpOoOiB. Jlekmapallis CkiajieHa i ijIKOBUTY BiAmoBiganbHicTh TOB «Irapy, 1o Biamnosigae

3a BBEJICHHS MEIMYHOTO BUPOOY B OOIT.

Buxos B.I'.




