dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYLV,
M. KWUIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaxXeHHs: IGAR Registered address:
Byn. MUXAMIIA BOMYYKA, 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

CEPTUDIKAT JIKOCTI
JIucroman 2025

Bupoonuk: ToBapucTBo 3 00MesxeHo010 BinnoBigaabnictio "ICAP"

MicnieznaxomkeHHs: Bya. Muxaiina boruyka, 18-A, m. Kuis, Ykpaina, 01103, Temedon/dakc: +380445853455

Micrie BupoGruirea (Bupobuudi nmory:kuocri): Hanrkoy Meimkop Menikan [Ipogakre Ko., JItx.,

(Changzhou Major Medical Products Co., Ltd.) Exci belisinb, 3yky Tayn, 213144, Yanuwxoy CiTi, mpOBiHILis
I[3aucy, Kuraii (Hexi Beiyang, Zougu Town, 213144, Changzhou City, Jiangsu Province, China)

Mponyknis:  Imactup 6akTepunuanuii Topropoi mapku |IGAR

Tun Jlaiitnop (Ha ocHoBi cmanJeiic) 1,9 x 7,2 cm; 2,5x 7,6 cm
[Mapris Ne: 202504

Kinbkicts: 600 000 mTyk

[{um miaTBepIKy€eTHCS, IO AJI KOXKHOI MapTii BKa3aHUX BUIIE IIACTUPIB OYIIO MPOBECHO MEPEBIPKY Mepe1 BiAIPaBKOO Ta
Bunano Ceprudikar aHami3y, SIKUH MATBEPIKYE AKICTh MPOMYKINT B apTii.

Mu rapaHTyemo, 1o Micis Haloi MepeBipKy IIISIXOM BHIIAAKOBOTO BiOOpyY, laHa mapTis MPOAYKIii BiANOBiAae BUMOTam
BUPOOHUIITBA 32 CUCTEMOIO yIpaBmiHHSA sAKicTio BimmoBimHo 1o JJCTY EN ISO 13485 Tta € BiamoBiaHO KBadidhikoBaHOO.

CEPTU®DIKAT CTEPUJIIBHOCTI
JIucronanx 2025

Bupoonuk: ToBapucrso 3 00MexeHor0 BianosinaabuicTio "ICAP"

MicniezHaxomkeHHs: Bya. Muxaiina boriuyka, 18-A, M. Kuis, Ykpaina, 01103, Temedon/dpakc: +380445853455

Micue BupoGuuira (Bupobuudi moryxuocti): Yanmkoy Meitmkop Meaikan [Iponakre Ko., JIta.,

(Changzhou Major Medical Products Co., Ltd.) Exci betisub, 3yky Tayn, 213144, Yanwkoy CiTi, mpOBIHILis
I3saucy, Kuraii (Hexi Beiyang, Zougqu Town, 213144, Changzhou City, Jiangsu Province, China)

[ponykuis:  Imactup 6akTepunmuanuii Toprosoi mapku |GAR

Tun JlaiiTnop (Ha ocHoBi cmanJeiic) 1,9 x 7,2 ¢cm; 2,5x 7,6 cm
[Mapris Ne: 202504

Kinbkictb: 600 000 mTyk

Lum migTBepaXKy€eThes, M0 BUILE3a3HaueH] TOBapH OyJM NPOCTEPUITi30BaHI OKCHIIOM ETHIICHY IIE€PE BiAIPaBKOIO.

Mu rapaHTyeMo, 1110 ITicIIs HAaIloi NepeBipky BKazaHi puie ruiactupi 6axrepunuani |IGAR, ski nmpodnuiy mpoiec
CTepuIIi3allil, € CTEpUILHUMU Ta HE € IIKIJJIMBUMU JIJIsl TKAHWH JTFOIUHU.

JIuctomazx 2025
CEPTU®IKAT AHAJII3Y
HaiimenyBaHHS IPOYKTY IMnactup 6akrepunnannii Toprooi mapku |GAR Tun Jlaiitiop (Ha ocHoBI
cmangeiic) 1,9x7,2cem; 25x 7,6 cm
[Mapris Ne 202504
JlaTa BUTOTOBIEHHS 2025.10
TepmiH npuaaTHOCTI 2030.10
AcnekT nepeBipku TexHiuHi BUMOTH Pe3yabTar
30BHILIHIN BUTIISA 1. [ToBepxHst MOBMHHA OYTH YMCTOO, 0€3 3AJIMIIKIB IACTH HA | BIAMOBIJA€E




3BOPOTHIH CTOPOHI
2. 3axuCcHHI mamip MOBHHEH OyTH piBHUM, 0€3 0ii,
abcopOyroya Mo rynieyKa MoBUHHA 3HAXOIUTUCH B IICHTPI.

Pozmip 1. BigxuneHss mo goBxuHi: + 2.0 MM. BIAIIOBigA€E
2. Bigxunenns o mupuHi: £1.0 MM,
Martepian Ckian TepuieH, Bicko3a /
OCHOBH > >
Bara He menme 40 r/m 45 r/m
MinHicTe Ha po3puB
PO3pHB ¥ He menme 14 H 20H
HOIIEPEYHOMY HAIPIMKY . . . .
— (Jani ans mepeBipku 0a3yroThesl Ha TIEpeBipILi MaTepiany y
MinHicTe Ha pO3pUB Y .
CyXOMY CTaHi) 120H
MaIIMHHOMY HalpIMKY
Ketika Tun TepmoruIaBkuit Kiei /
pedoBUHA : . .
Bwicr kneiikoi peyoBunn | He menme 25 r/m 32 r/m
EnactuanicTs [Ipu po3TaryBaHHI OaKTEPUITUAHOTO TIACTHPY, 301IBIICHHS Binnoixae
10 AOBKHMHI He TOBUHHO mepeBuiyBatu 5%
Hornuuatoua | Hekneiikuii map [Momnietnnen /
HOJylIeYKa " .
Tlornunarouuii map TepuneH, Bicko3a /
Bara He menme 110 r/m® 110 r/m® £7
. Bara nornmHarouoi noAyneyky MoBHHHA 301IBIIUTUCH B 6 .
PiBeHb mornuHaHHA S 6.2 pasiB
pasiB micisl TECTYBaHHS
Hinxnapunii nanip (nepramin) He MmeHure 45 r/m? 65 r/m?
[HTeHCHBHICTH BiIpUBY He amxyge 1.0 H/em 3.3 H/em
IlepeBipka cTepUIHLHOCTI bakTepurHuii macTHp NOBUHEH OYTH CTEPUITHHIM CTEpPUIbHHI
3aJUIIKU eTOKCUAHOTO eTaHy 3aiuIIKy He MOBHHHI nepeBuiyBatu 10 Mkr/r 7 MKr/T
ITakyBaHHs 1. [TakyBaHHsI TOBMHHO OYTH OXaWHUM, HEYIIKOJKECHHM.
MICT €THKETKH M TH JiTK MIJTFIM.
3MiCT eTUKE ae 6 iTKO 3p03
2. KinpkicTh, 3a3HayeHa Ha YIAKOBI, IOBMHHA OYTH | BiJIMOBimae

MPaBUIIBHOIO.
3. IlakyBanHsl Mae OyTH 3ame4aTaHuM.

BucHoBok: BullieHaBe/ieH1 pe3yabTaTH BiJIIIOBIIal0Th BUMOTAM BIAMOBITHUX HOPM Ta CTaHAPTIB 100 IUIACTHPIB
Oaxrepunuanux Toprooi Mapku IGAR. Cucrema ynpasisHHs sxicTio komnaii Yanrkoy Meimxop Menikan [Iponakrc

Ko., JITa., nns BupoOHUIITBA mmacTupiB 6akrepuraaux Toprooi mapku IGAR iamosizae Bumoram cranaapty 1SO 13485.

Hexnaparisi Ne18-03/2016-IGAR Bin "18" 6epesns 2024 poky (pemakuist 12) mpo BimnoBigHicTh BUMoraM TexHIYHOTO
perIaMenTy o0 MeInYHUX BUPOOiB. Jlekmapaltis ckiaieHa i muTkoBUTY BignosinanpHicTs TOB «lIrapy, mo Bigmosigae

3a BBEJICHHS MEIMYHOTO BUPOOY B 0OIr.

Buxos B.I'.
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