dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str. KYIV,
M. KMiB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXXeHHs: IGAR Registered address:
Byn. MUXAWNA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KY1V,

M. KWMIB, 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

CEPTUDIKAT AKOCTI
I'pynens 2018
Bupoonuk: ToBapucTBo 3 00MexkeHOI0 BitnmoBigaabHicTio "I AP"
Micrie3naxomkenns: By, Muxaiina boitayka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/daxc: +380445853455
Micrie Bupoouuirsa (Bupobruui morysxuocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

Mponykuis:  Xipypriuna mos’si3ka Toprosoi mapku IGAR
Tum Jladitmop (Ha OCHOBI CITaHITEIC)

Posmip: 6,0 x 10,0 cm; 20,0 x 9,0 cm; 25,0 x 9,0 ecm

ITaprist Ne: 201901
KinmpkicTs: 102 000 mTyk

LuM miaTBepaKy€eThes, MO ISl KOXKHOI MapTii BKa3aHUX BHUIIE IJIACTHPIB OYII0 MPOBEACHO MEPEBIPKY MEPe] BiAIPABKOIO
Ta Bumano Ceprudikar aHamily, SKAA TIATBEPKYE AKICTh MPOAYKIIii B MapTii.

Mu rapaHTy€eMO, IO MiCIs HAIIOT MePEeBIPKH MUISIXOM BHIIAIKOBOTO BiIOOPY, HaHa MapTis MPOAYKIIii Bi/IMOBiTae BUMOram
BUPOOHUIITBA 33 CHCTEMOIO ypaBmiHHs SKicTio BianosiaHo 1o JJCTY EN ISO 13485 ta € BianoBigHo KBali(hiKOBaHOIO.

CEPTU®IKAT CTEPUJIBHOCTI
I'pynens 2018
Bupoonuk: ToapucTBo 3 00MekeHO0I0 BinnoBigaabHicTio "I AP"
Micrie3naxokeHss: By, Muxaiina boitayka, 18-A, m. Kuis, Ykpaina, 01103, renedon/daxc: +380445853455
Micrie Bupoouuirsa (Bupobuuui nmorysxuocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

IIpomyxrmis: Xipypriuna nos’sizka Toprosoi mapku IGAR
Tum: Jlaiitrop (Ha OCHOBI criaieiic)

Posmip: 6,0 x 10,0 cMm; 20,0 x 9,0 cMm; 25,0 x 9,0 cm
ITapTist Ne: 201901

KinmbkicTs: 102 000 mTyk

[{uM miaTBepIKY€ETHCSA, IO BKa3aH1 BUIIE TOBapU Oy MPOCTEPUIII30BaH]1 OKCHAOM €TUJIEHY Tepe]] BiIPABKOIO.

Herkana mponykiiis Ha OCHOBiI cmaniyelic toproBoi mapku IGAR, ska mpoinura mporec crepuiizamii, €
CTEPHJIBHOIO Ta OE3MEYHOIO0 JJIsl TKAHWH JFOIUHU.

CEPTU®IKAT AHAJII3Y
IIpoaykrist Xipypriuna noB’si3ka Toprosoi mapku IGAR
Tun Jlaiitriop (Ha OCHOBI CITaHITEHC)
Posmip 6,0x10,0cm | 20,0x 9,0 cm | 25,0 x 9,0 cm |
ITaptist Ne 201901
JlaTa BUTOTOBJICHHS 2018.11
TepMiH IpUIATHOCTI 2023.11




AcCIIeKT nepeBipku TexHiuni BUMOTH PesyabTar
30BHIIIHIH BUTTISA 1. IloBepxHst moBUHHA OYTH YHCTOIO, O€3 3aJMILIKIB IACTH HA | BIAMOBIJAE
3BOPOTHIN CTOPOHI
2. 3axucHuil namip NOBUHEH OyTH piBHUM, O€3 oii,
abcopOyroya noaymieyka MOBHHHA 3HAXOJUTUCH B LICHTPI.
Pozmip 1. BinxuneHus o n1oBxuHi: + 2.0 MM. BIIOBI A€
2. Bigxunenns no mmpuHi: £1.0 MM,
Marepian Cxnan Tepuuien, Bicko3a /
OCHOBH > >
Bara He menmre 40 r/m 45 r/m
MinHicTe Ha pO3pUB
POSPHEY 1 He menme 14 H 20 H
HONEPEYHOMY HANpPSIMKY . . o :
— (Mani nns mepeBipku 0a3yIOThCS Ha TIEPEBIPIT MaTEpialy y
MiuHicTh Ha pO3pUB Y .
CyXOMYy CTaHi) 120 H
MalIMHHOMY HalpsIMKY
Kretika Tun TepmornnaBkuii ke /
pedoBHHA - - . .
Bwicr knefikoi peuosunn | He menmie 25 r/m 32 r/m
Enactuunicts [pu po3TsryBanHi OaKTEPUIUIHOTO TIACTUDPY, 301IBIICHHS BioBinae
10 AOBXMHI HE MOBUHHO nepeBuuryBaT 5%
[Mornuuaroya | Hexneiikuit map TMomieTHieH /
NoJyIIeyKa o .
Y [Nornuuarounii map Tepuiien, Bicko3a /
Bara He menme 120 r/m? 160 r/m* £7
. Bara mornunaro4oi noxymedky HOBUHHA 301IBIIUTUCE B 6 .
PiBens nornuHaHHA . 6.5 pasis
pasiB micis TECTYBaHHS
I'nsHneBnii nanip He menure 45 r/m? 65 r/m?
[HTEHCHBHICTP BiJpUBY He mamxue 1.0 H/em 3.3 H/em
[lepeBipka cTepUIBHOCTI Bakrepuunanuii miaacTup NOBUHEH OYTH CTEPHIBHUM CTCpUIILHUHA
3aIHIIKK €TTOKCHIHOTO €TaHy 3aJIMIIKY HEe TIOBHHHI nepeBuiyBat 10 MKr/T. 7 MKT/T
[MakyBanHs 1. [TakyBaHHS TOBHHHO OYTH OXaWHHM, HEYIIKOIKCHHM.
3MiCT €TUKETKH Ma€ OyTH YiTKO 3PO3YMITUM.
2. KinpkicTh, 3a3HayeHa Ha YNAKOBI, IOBHHHA OyTH | BiANOBiAae

NPaBUIIBHOIO.
3. IlakyBanHsi Mae OyTH 3ame4aTaHUM.

BucHoBok: BurieHaBeieH1 pe3ysibTaTH BiAMOBIIAI0TH BUMOTaM BiIITOBIIHUX HOPM Ta CTaHJAPTIB MO0 XipypriqHAX
noB’si30k Toprooi Mapku IGAR. Cucrema ympasisinus sikictio komnanii Changzhou Major Medical Products Co., Ltd.

JUTsl BUpOOHHUITBA OaKTepUIMIHUX IacTupiB tumy Jlaiitnop Toprosoi mapku IGAR Bianosinae Bumoram ctangapty JCTY

EN ISO 13485.

Hexnapaniss Ne 19-03/2016-1GAR Bix 08 nucromana 2018 poky (pemakuis 5) mpo BianoBiaHiCTh BUMOram TexHIYHOTO
periiaMeHTy 100 MeauuHuX BUpoOiB. Jlekmaparlis ckiaieHa mij HiaKOBUTY BifnoBinaneHicTh TOB «Irapy, 1o Bigmnosigae

3a BBEACHHS MEJMYHOTO BUPOOY B OOIr.

Hupektop TOB «Irap»

buxos B.T'.




