dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYIV,
M. KUIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXXeHHs: IGAR Registered address:
Byn. MUXAMSIA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KUIB, 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

CEPTHU®IKAT SAKOCTI
Jlunens 2021
BupooHuxk: ToBapucTBo 3 060MexkeHOI0 BianoBinaabHictio "'ICAP"
MicuesHaxoukeHHs: Byl Muxaiina boiiuyka, 18-A, m. Kui, Ykpaina, 01103, Tenepon/daxc: +380445853455
Micue BupobHunTBa (Bupoduudi notyxuocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

[ponykuis:  Xipypriuna moB’si3ka Topropoi mapku IGAR
Tun Jladitrop (Ha OCHOBI CHIAHJICHC)

Po3zmip: 6,0 x 10,0 cm; 10,0 x 9,0 cm 15,0 x 9,0 em; 20,0 x 9,0 cm; 25,0 x 9,0 cMm
[Mapris Ne: 202103
Kinbkicts: 92 400 mryk

Hum migTBepuKy€eThCs, MO A1 KOXKHOI MapTil BKa3aHUX BUILE TOBapiB OyJI0 MPOBEIEHO MEPEBIpKy Mepe BiANpaBKOO Ta
BupaHo Ceprudikar aHamnizy, KUl MiATBEPDKYE AKICTh MPOAYKII] B MapTii.

Mu rapanTy€eMo, 110 Mic/Is HAalloi NePeBipKU IUIIXOM BHIAAKOBOrO BifOOpy, AaHa MapTis MPOAYKLii BiANOBiIa€ BUMOTaM
BUPOOHUIITBA 32 CUCTEMOIO ynpasiiHH sikicTio BinnosigHo 1o ACTY EN ISO 13485 ta € BianoBigHo KBajighikoBaHOIO.

CEPTU®IKAT CTEPUJIBHOCTI
JIunens 2021
BupooHuxk: ToBapucTBo 3 00MekeHOI0 BianoBixaabHictio "'ICAP"
MicuesnaxomkeHHs: ByJ1. Muxaiina boiuyka, 18-A, m. Kuis, Ykpaina, 01103, tenepon/pakc: +380445853455
Micue BupobHwunTBa (Bupobuudi notyxuocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

[poxyxuis: Xipypriuaa nos’si3ka Toprosoi mapku |IGAR
Tum: JlaiiTnop (Ha OCHOBI CHIaHJIEHC)
Po3mip: 6,0 x 10,0 cMm; 10,0 x 9,0 cMm 15,0 x 9,0 em; 20,0 x 9,0 cMm; 25,0 X 9,0 cm

[Maprist Ne: 202103
KinbkicTs: 92 400 wryk

M miaTBepIKY€ETHCS, 10 BKa3aHi BHIIE TOBAPH OyJIM MPOCTEPHUITI30BaHI OKCUIOM ETHIICHY Iepe1 BiIMPaBKOIO.

Herkana mpomykiisi Ha OCHOBI cmannelic ToproBoi Mmapku IGAR, ska mpoinuia mporec crepuiizamii, €
CTEpUIILHOIO Ta OE3MEYHOIO I TKAHWUH JTFOIMHU.

Jlunens 2021

CEPTU®DIKAT AHAJII3Y

[poxyxitis Xipypriuna nos’s3ka Toprosoi mapku IGAR

Tun JlaiiTriop (Ha OCHOBI CITaHJICHC)

Posmip 6,0 x 10,0 cMm; 10,0 x 9,0 cm 15,0 x 9,0 cm; 20,0 x 9,0 c™m; 25,0 x 9,0 cm

ITaprist Ne 202103

JlaTa BUTOTOBJICHHS 2021.05

Tepwmin npumaTHOCTI 2026.05

AcHneKT nepeBipku Texuiuni BUMoOrn PesyabTar

30BHIIIHIN BUTTSA 1. IToBepxHst MOBUHHA OYTH YHCTOI0O, O€3 3aIMIIKIB TACTH Ha BiJTOBiAa€E

3BOPOTHIH CTOpPOHI




2. 3axMCHMI namip MOBUHEH OyTH piBHUM, 03 odIii;
abcopOytoua moaymeyka NOBUHHA 3HAXOIUTHCH B LIEHTPI

Pozmip 1. BinxwieHss no noBxuHi: + 2.0 MM BIIOBIAAE
2. Bigxunenss no mupuHi: + 1.0 MM
Marepian Cxiag TepueH, Bicko3a /
OCHOBH 5 5
Bara He menmue 40 r/m 45 r/m
MILHICTE HaA PO3PHUB
POSPHB ¥ He menme 14 H 20H
MOTNIEPEYHOMY HANPIMKY . . o .
— (Hani oy mepeBipku 0a3yroThesl Ha TIepeBipLi MaTepianry y
MinHICTh Ha PO3pHUB Y :
CyXOMY CTaH1) 120 H
MAITUHHOMY HalpsMKy
Ketika Tun TepmorutaBkuii Kiei /
pedJoBHHA - 5 5
Bwicr kieiikoi pedoBunn | He mene 25 r/m 32 /m
Enactuunicts [Ipu po3TsiryBanHi OaKTEpULIMIHOTO MJIACTHPY, 30UIbIICHHS BinmoBixae
10 JTOBXKWHI HE MMOBUHHO MepeBUIyBaTH 5% A
Hornunato4ya | Hexneitkuii map [onietunen /
HOJyLIeYKa - .
Tlornuuatounii map Tepuen, Bicko3a /
Bara He menme 120 r/m? 160 r/m® £7
. Bara nornmHaro4uoi NoAyieyky MoBHHHA 301IBIIUTUCEH B 6 .
PiBens mornuHaHHAS S 6.5 pazis
pasiB micysl TeCTyBaHHs
['nsHnesuit namnip He menme 45 r/m? 65 r/m’
[HTEHCHUBHICTH BiJpUBY He amxue 1.0 H/em 3.3 H/em
[lepeBipka CTEpUIBHOCTI BakrepuiHuiA MIacTHp MOBHHEH OYTH CTEPUIIBHUM CTEPWJIbHUN
3aTUIIKKU €NOKCHIHOTO €TaHy 3auIIKy He MOBUHHI nepeBuiyBaTu 10 Mkr/r 7 MKr/T
ITaxyBanns 1. [TakyBaHHsI TOBMHHO OyTH OXaWHHM, HEYIIKOKCHHM.
3MiCT €TUKETKH Ma€ OYTH YiTKO 3p03yMIiJTHM
2. Kinpkictb, 3a3HaueHa Ha YIAKOBI[, I[OBMHHA OyTH | BIJIOBIJIAE

MIPaBUIIBHOIO
3. INakyBanHsi Mae OyTH 3ameyaTaHUM

BucHoBok: BulieHaBeieHi pe3yIbTaTy BiJIIOBIal0Th BUMOT'aM BiJIIIOBIIHUX HOPM Ta CTAHJAAPTIB LIOJ0 XIPyPridYHUX

noB’s130k Toproeoi Mmapku IGAR. Cucrema ynpasisiHas sikictio kommnanii Changzhou Major Medical Products Co., Ltd.
JUTs BAPOOHMIITBA XipypriyHux moB’s30k tumy Jlaiitmop Toproeoi Mmapku IGAR Bignosinae Bumoram crangapty JCTY EN
1SO 13485:2016.

Hexmapargist Ne 19-03/2016-IGAR Bin 5 numust 2021 poky (pemakiist 8) mpo BigmoBimHicTh BuMoram TexHIYHOTO
perjiaMeHTy 11040 MeAnYHUX BUPoOiB. Jlekiapailis CKiiajeHa mij IIKOoBUTY BianoBigansHicTh TOB «Irapy, 110 Bifmnosigae

3a BBEJICHHS MEJMYHOTO BUPOOY B 0OIT.
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Buxos B.I'.




