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

CEPTU®IKAT SAKOCTI
Jlucronan 2020
Bupoonuk: ToBapucTso 3 o0Me:keHOo10 BixnosinaabHicTio "ITC'AP"
MicuiesnaxoxeHHs: Byl Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupooHuITBa (Bupodundi notyxkuocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

[poxyxuis: IinacTup 6axkTrepunmuanmii toprosoi mapku |IGAR

Tun Enacruk (Ha ejlacTH4Hil mojiMepHiii ocHoBi) 2,5 x 7,6 cm
[Mapris Ne: 202007

KinpkicTs: 300 000 mTyk

[{um miaTBepaKy€eThCS, IO AJI KOXKHOI MapTil BKa3aHUX BHUIIE IIACTUPIB OYJIO MPOBEIECHO MEPEBIPKY Mepe1 BiAIPaBKOO Ta
Bunano Ceprudikar aHami3y, sIKUH MITBEPIKYE SKICTh MPOIYKII] B MapTii.

Mu rapaHTyeMo, 1o Micis HaIoi MepeBipKy IIISIXOM BHIIAAKOBOTO BiOOpyY, laHa mapTis MPOAYKIii BiANOBiAae BUMOTam
BUPOOHMIITBA 32 CUCTEMOIO yIipaBiiHHs sAkicTio BinnoBiaHo 10 JJCTY EN ISO 13485 ta € BianoBiaHO KBaIi(hikOBaHOO.

CEPTU®IKAT CTEPHUJIBHOCTI
Jlucronax 2020

Bupoonuk: ToBapucTBo 3 00MeskeHOI0 BignoBinaabuicTio "ICAP"
Micnie3naxoxeHHs: By, Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupoonunTsa (Bupoduudi motyxHocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China
[Mpomyxist: InacTup 6akrepunmanmii toprosoi mapku |IGAR
Tum: Enactuk (Ha eqacTu4Hiii moximMepHii ocHosi) 2,5 x 7,6 cm
[Mapris Ne: 202007
KinpkicTs: 300 000 mTyk

Lum migTBepaXy€eThes, 0 BUILE3a3HaueH] TOBapH OyJM NPOCTEPUITi30BaHl OKCHIIOM €THIICHY IIePe] BiIIPaBKOIO.

[poayxkiis mnactup Oaxkrepunuaauit IGAR, sika npoiiinia mporec crepuiizallii, € CTepUIbHOI0 Ta 0S3MEYHOI0 I TKAaHUH
JIFOJTUHMU.

Jlucromazn 2020
CEPTUODIKAT AHAJII3Y
HailimenyBaHHS IpOAYKTY Inactup 6akrepunuanuii Toprooi mapku |GAR tun Enactuk (Ha enacTuyHii
nojgiMepHiii ocHoBi) 2,5 x 7,6 cm

[Maprist Ne 202007

JlaTa BUTOTOBIECHHS 2020.09

Tepmin nmpugatHoCTi 2025.09

AcnekT nepeBipku TexHiuHi BUMOTH Pe3yabTar

30BHILIHIN BUIIIAL 1. [ToBepxHsi MOBUHHA OYTH YHUCTOO, O€3 3AJIMIIKIB MACTH BiIOBifa€

Ha 3BOPOTHIH CTOPOHI
2. 3axucHUil nanip NoBUHEH OyTH piBHUM, O3 oiii,
abcopOyroya mojyiieyka MOBMHHA 3HAXOUTHCH B LIEHTPI.

Po3mip 1. BigxuneHss no qoBxuHi: + 2.0 MM. BiIIIOBifa€




2. Bigxwrenss mmo mmpuHi: £1.0 MM.

Marepian Cknan ETuneHBiHinaneTaTHHH COMOIIMEp /
OCHOBH Bara He meme 40 r/m° 62+3 /M
ToBumHa He menme 0.05 MM 0.08+0.01 MM
Kreiika Tun AKpPUIIOBHI KIIEH /
pedoBuHa Bumicr kieiikoi pedourn | He menrme 25 r/m’ 34 r/m?
EnactuanicTs Hpn pO3TATyBaHHI 6aKT§pHqu{Hor0 TIacTUPY, BioBiNaE
301TBIIIEHHS IO JOBXWHI HE TOBHHHO MEepeBUIYBaTH 5%
[ornuHatoua | Hexneiikuit map [omnieTnnen /
HOAYHICYKa | T[orapHarUMii map Tepuien, Bicko3a /
Bara He memm ik 80 r/m° 110 r/m® +7
PiBeHE HOMIHHANIS Bar.a n(_)rm/IHa}oqoi' MOTyIIEYKY IOBUHHA 30UIBIIIUTUCH B O 6.2 pasis
pasiB MicIs TeCTYBaHHS
I'stHueBnit namip He menme 45 r/m° 65 r/m?
[HTEHCHBHICTH BiIpUBY He amxue 1.0 H/em 5.8 H/em
IlepeBipka cTepHIIBHOCTI BakTepuriaHnii IIIacTHp NOBUHEH OYTH CTEPHUIHHAM CTEepPUIILHUN
3aIHIIKY eMOKCHHOTO €TaHy Sanuiky He MOBUHHI mepeBuIyBati 10 MKr /T. 7 Mkr /T
[TakyBauHs 1. [TakyBaHHS TOBMHHO OYTH OXaWHHUM, HEYIIKOKCHUM.
3MICT eTUKETKH Ma€ OYTH HiTKO 3PO3YMLIHM.
2. KinpKicTh, 3a3HadeHa Ha YIAKOBI, ITOBHHHA OYyTH BiZMIOBiTa€

MIPaBUIBHOIO.
3. IlakyBaHHS Ma€ OyTH 3amiedaTaHUM.

BucHoBok: BullieHaBeieH1 pe3yabTaTH BilIIOBIIal0Th BUMOTAM BiAMOBITHUX HOPM Ta CTaHJIAPTIB 100 TUIACTHPIB
6akrepunuanux roprooi mapku IGAR. Cuctema ynpasistHas sikicTio kommnanii Changzhou Major Medical Products Co.,
Ltd. i BUpOOHHIITBA TUTACTUPIB OakTepuiaHuX ToproBoi mapku IGAR Biamnosinae Bumoram cranmapty JJCTY EN ISO

13485.

Hexnapartisi Nel8-03/2016-1GAR Binm 06 cepmus 2020 poky (pemakitisi 7) mpo BiANOBiAHICTE BUMOram TeXHIYHOTO
periiaMeHTy 11100 MeAMYHUX BUPOOiB. Jlekapallis ckiajeHa Mmij IiJIKOBUTY BinnoBigansHicTh TOB «lIrapy, mo Biamosigae
3a BBEJICHHS MEUYHOTO BUPOOY B OOIr.

Buxos B.I'.




