dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYI1V,
M. KWMIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXXeHHs: IGAR Registered address:
Byn. MUXAWIA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KWMIB, YKPATIHA, 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
Bepesenn 2019
Bupoonuk: ToBapucTso 3 00Me:keHO0 BinnosigaabHicTio "[CAP"
MicruiesnaxoxeHHs: Bya. Muxaiina boituyka, 18-A, m. KuiB, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupooHuUIITBa (Bupodbnuyi motyxuocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

[poxyxuis: [nacTup 6axrepuuuaauii Toprosoi mapku IGAR

Tum Enactuk (Ha ejlacTH4Hil mosiMmepHiii ocHori) 1,9 x 7,2 cm
[Mapris Ne: 201903

KinpkicTs: 300 000 mTyk

Lum migTBepaxXyeThes, M0 A7 KOXKHOI MapTii BKa3aHUX BHUILE TUIACTHPIB OYyJI0 IPOBEACHO MEPEBIPKY Mepell BiAPaBKOIO Ta
Buytano CeptudikaT aHamizy, SKAH MiITBEP/KYE SKICTh TPOIYKIIIT B MAPTii.

Mu rapaHTyeMo, o Micis HaIoi NepeBipKH IIISIXOM BHIAAKOBOTO BiOOpy, laHa HMapTis MPOAYKLIi BiANOBiZae BUMOram
BUPOOHUIITBA 32 CUCTEMOIO yrpaBiiHHA skicTio Bigmosiano 1o JCTY EN ISO 13485 Ta € BianoigHo KBami)ikoBaHOIO.

CEPTU®IKAT CTEPHJIBHOCTI
Bepesenn 2019

Bupoonuk: ToBapucTso 3 o0Me:keHO0 BinnosigaabHicTio "[CAP"
MicuiesnaxoxeHHs: Bya. Muxaiina boituyka, 18-A, M. KuiB, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupooHUIITBa (Bupoduudi motyxxuocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China
[pomyxuis: [nacTup 6akrepuuuaauii Toprosoi mapku |GAR
Tum: Enacruk (Ha ejacTu4Hii nmosiMmepHii ocHori) 1,9 x 7,2 cm
ITaprist Ne: 201903
KinpkicTs: 300 000 mTyk

IluM miaTBepHKYETRCS, IO BUITIE3a3HAYCHI TOBAPH OYJIM IMTPOCTEPHITI30BAHI OKCHAOM €THUJICHY ITepea BiAMPaBKOIO.

IIponyxkis mnactup 6akrepunuaauii IGAR, sika npoiinuia mporec cTepuitizallii, € CTepUIBHOIO Ta OE3MEYHOI0 IS TKAaHUH
JIFOMHU.

Bepezens 2019
CEPTU®IKAT AHAJII3Y
HaiimenyBaHHS IPORYKTY InacTup 6akrepuunanuii Toproeoi Mmapku |GAR Ttun Ejacruk (Ha eacTuuHiii
noJiiMmepHiii ocHoBi) 1,9x 7,2 cm
[apris Ne 201903
JlaTa BUTOTOBJIEHHS 2019.03
TepMiH IpUIATHOCTI 2024.03
AcHeKT nepeBipku Texniuni BUMoOrn PesyabTar
30BHIIIHIA BUTIAL 1. [ToBepxHst MOBUHHA OYTH YMCTOO, O€3 3QIHIIKIB MACTH BIIOBI A€

Ha 3BOPOTHIM CTOPOHI
2. 3axucHUH namip MoBUHEH OyTH piBHUM, 6€3 oI,
abcopOyroda moJyieyKa MOBUHHA 3HAXOIUTHCH B IIEHTPI.

Pozmip 1. BigxuneHus no goBxuHi: + 2.0 MM. BiAIoBigae




2. Bigxwmenns mo mumpuHi: £1.0 MM.

Marepian Cknan ETunenBininaneTaTHui comoiMep /
OCHOBH Bara He memme 40 r/m’ 62+3 /M’
ToBuuna He menme 0.05 MM 0.08+£0.01 mm
Knerixa Tun AKpPUIIOBHI KIIEH /
pedoBuHa Bumicr Kkieiikoi pedorrn | He MeHme 25 r/m’ 34 r/m?
Enactuunicts [pu po3TsiryBaHHi GAaKTEPUIIMIHOTO IIACTHDY, . .
301IBIIIEHHS 110 JOBXHHI HE IOBUHHO MepeBHInyBaTH 5% BIUIOBIAAC
[Mornuuaroya | Heknelikuii map [MomieTnien /
Hnoaymicedka | TTorjuHaroumii map TepuieH, Bicko3a /
Bara He menmr Hix 80 r/m? 110 r/m® #7
3 P —— Bar.a nqrnHHa}oqol’ MOJYIICYKH MMOBUHHA 301IBITUTHCE B 6 6.2 pasis
pasiB Mmicis TECTYBaHHS
I'nsiHueBuit namip He menme 45 r/m’ 65 r/m’
IHTEHCUBHICTh BIAPUBY He mmwxye 1.0 H/em 5.8 H/em
IlepeBipka CTepHIBHOCTI BakTepuuaHui MIacTUp MOBUHEH OYTH CTCPUIBHUM CTEPUIILHUN
3aTuIIKN SMOKCHIHOTO ETaHy Sanuiiky He MOBUHHI nepeBunryBat 10 MKr /T. 7 mxr /r

IMakyBaHHs 1. [TakyBaHHS TOBMHHO OYTH OXaWHUM, HEYIIKOKCHUM.
3MICT €THKETKH Ma€ OYTH YiTKO 3PO3YMLINM.

2. KinpkicTh, 3a3HaueHa Ha YIAKOBII, I[OBHHHA OYTH | BiAMOBigae
MTPaBUIILHOIO.

3. INakyBaHHs Ma€e OyTH 3areyaTaHiM.

BucHoBok: BuiienaBeeHi pe3yibTaTy BiANOBIIAIOTH BUMOTaM BiIOBIAHUX HOPM Ta CTaHIAPTIB 100 IIACTUPIB
6axrepunuanux Toprosoi Mapku IGAR. Cucrema yrpasnsuus skictio kommanii Changzhou Major Medical Products Co.,

Ltd. nos BupoOHHUIITBA TUTaCTHPIB GakTepuIMaHuX Toproeoi Mmapku IGAR Bigmosigae sumoram craumapty JICTY EN ISO
13485.

Hexnaparist Ne18-03/2016-1GAR Big 08 mucromana 2018 poky (penmaxiis 5) TpoO BiAMOBIAHICTH BUMOTaM TeXHIYHOTO
periiaMeHTy IoA0 MeAnYHUX BUPOOiB. Jleknapailis ckiageHa mij iIKoBuTy BinnoBigansHicTh TOB «Irapy, mo Bignosigae
3a BBEACHHS! MEJUYHOTO BUPOOY B OOIr.

Hupexrop TOB «Irap» buxos B.I".




