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
Kostas 2019

Bupoonuk: ToBapucTBo 3 00MesxeHo010 BinnoBigaabnictio "ICAP"

MicnieznaxomkeHHs: Bya. Muxaiina boruyka, 18-A, m. Kuis, Ykpaina, 01103, Temedon/dakc: +380445853455
Micue BupoOnunrsa (Bupobundi nmorysxkHocti): Changzhou Major Medical Products Co., Ltd.,

Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

[ponykmis:  Imactup 6akTepunuanHuii Toprosoi mapku |IGAR
Tun JlaiiTnop (Ha ocHoBi cnanueiic) 1,9 x 7,2 cm
Iaprist Ne: 201907

KinmpkicTb: 300 000 mtyk

[{um miaTBepIKy€eTHCS, IO AJI KOXKHOI MapTil BKa3aHUX BHUIIE IJIACTUPIB OYJIO MPOBEIECHO MEPEeBIPKY Mepe1 BiIPaBKOO Ta
Bunano Ceprudikar aHami3y, sIKUH MITBEPIKYE SKICTh MPOIYKINI B MapTii.

Mu rapaHTyeMo, 1o Micis Haloi MepeBipKy IIISIXOM BHIIAAKOBOTO BiOOpyY, aHa mapTis MPOAYKIii BiANOBiAae BUMOTaM
BHPOOHUIITBA 32 CUCTEMOIO yIpaBmiHHSA sAKicTio BimmoBimHo 1o JJCTY EN ISO 13485 rta € BiamoBigHO KBadidhikoBaHOM.

CEPTU®DIKAT CTEPUJIIBHOCTI
Kosras 2019

Bupoonuk: ToBapucrso 3 00MexeHo0 BianosinaabuicTio "ICAP"

Micuie3HaxopkeHHs: Bya. Muxaiina botiuyka, 18-A, M. Kuis, Ykpaina, 01103, Tenedon/dpakc: +380445853455
Micue BupoOuunrtsa (Bupodbundi nmorysxkHocti): Changzhou Major Medical Products Co., Ltd.,

Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

[Mpoxyxkuis: MnacTup 6akrepunuanuii Toprosoi mapku IGAR
Tumn: JlaiiTnop (Ha ocHoBi cnanJeiic) 1,9 x 7,2 cm

[Mapris Ne: 201907

KinpkicTs: 300 000 mTyk

Lum migTBepaxKy€eThes, M0 BUILE3a3HaueH] TOBapH OyiM NPOCTEPUITi30BaHl OKCHIIOM E€THIICHY MEPe BiIIpPaBKOIO.

Mu rapaHTyeMo, 110 ITicHIs HAIoi NepeBipky BKazaHi Bulle ruiactupi 6akrepunuani IGAR, siki mpolnumy mporec
CTepuITi3allii, € CTePWIBHIMU T HE € IIKITTMBUMH JIUIS TKAHUH JIIOJIHHHU.

JKosTHa 2019

CEPTU®IKAT AHAJI3Y
HailimenyBaHHS IpOAYKTY InacTup 6akrepuunanuii Toprosoi Mmapku |GAR Tun Jlaiitnop (Ha ocHOBI
cnangeiic) 1,9 x 7,2 em
[Maprist Ne 201907
JlaTa BUTOTOBIECHHS 2019.09
Tepmin nmpugatHoCTi 2024.09
AcnekT nepeBipku TexHiuHi BUMOTH Pe3yabTar
30BHILIHIN BUIIIAL 1. [ToBepxHst MOBMHHA OYTH YMCTO0, O€3 3AJIMIIKIB [TACTH HA | BIAMOBIiIA€E
3BOPOTHIN CTOpPOHI
2. 3axMCHUI namip MoBUHEH OyTH piBHUM, Oe3 odii,
abcopOyroya o rynieyKa MoBUHHA 3HAXOIUTUCH B LIEHTPI.
Po3mip 1. BigxuneHHs no goBxuHi: = 2.0 mM. BiMoBigae




2. Bigxunenns o mupuHi: £1.0 MM,

Martepian Ckian TepuieH, Bicko3a /
OCHOBHU 5 >
Bara He menmre 40 r/m 45 r/m
MinHicTes Ha po3puB
H POspHB ¥ He menme 14 H 20H
HOIIEPEYHOMY HAIPIMKY . . . .
— (Jani ans mepeBipku 0a3yroThesl Ha TIEpeBipIIl MaTepiany y
MiuHIiCTs Ha PO3PUB Y .
CyXOMY CTaHi) 120 H
MaIIMHHOMY HalpIMKY
Kieiika Tun TepmornunaBkuii Kinei /
pedoBUHA : . .
Bwicr knefikoi peyoBunn | He menme 25 r/m 32 r/m
EnactuanicTs [Ipu po3TaryBaHHI OaKTEPUITUAHOTO TIACTHPY, 301IBIICHHS BinmoBinac
10 JOBXHMHI He TOBUHHO mepeBuiyBatu 5%
Hornuuatoua | Hekneiikuii map [Momnietnnen /
HOoJylIeYKa = .
ITornuuarounii map Tepuiien, Bicko3a /
Bara He menme 110 r/m 110 r/m® +7
. Bara nornuHarouoi noAymeyky moBHHHA 301IBIIUTUCH B 6 .
PiBens mornmHAHHS S 6.2 pa3iB
pasiB micisl TECTyBaHHS
Higxnagauit nanip (nepramin) He menme 45 r/m® 65 r/m®
[HTEHCHUBHICTH BiJPUBY He nmxue 1.0 H/em 3.3 H/em
IlepeBipka cTepUIHLHOCTI bakTepurHuii IIacTHp NOBUHEH OYTH CTEPUITHHIM CTEpPUIbHHI
3aJIMIIKYU EIOKCUJTHOTO €TaHy 3anuiiky He OBMHHI nepeBuiiyBaty 10 MKr/r. 7 MKr/T
ITakyBaHHs 1. [TakyBaHHs TOBMHHO OYyTH OXalHUM, HEYIIKOJKECHHM.
3MiCT €TUKETKH Ma€ OYTH YITKO 3pO3yMIJIHM.
2. KinpkicTh, 3a3HayeHa Ha YNAKOBI, ITOBUHHA OYTH | BiJIMOBimae

MPaBUIIBHOIO.
3. IlakyBaHHsl Mae OyTH 3ame4aTaHuM.

BucHoBok: BuliieHaBeieH1 pe3yabTaTH BilIIOBIIal0Th BUMOTaM BiAMOBIJHUX HOPM Ta CTaHJIAPTIB 00 TUIACTHPIB
6akrepunmanux roprooi mapku IGAR. Cuctema ynpasisiaas sikicTio kommnanii Changzhou Major Medical Products Co.,
Ltd. s BUpOOHHIITBA TUIACTUPIB OakTepuIIHUX ToproBoi Mmapku IGAR Biamosigae Bumoram cranaapty 1SO 13485.

Hexnapamist Nel18-03/2016-1GAR Bin 21 uepsus 2019 poxy (pemaxiis 6) Tpo BiAmOBiAHICTE BUMOram TexXHi4HOrO
perIaMeHTy Mmoo MeInYHUX BUPOOiB. Jleknmaparllis ckiaieHa i miTkoBUTY BignosinanpHicTh TOB «lrapy, mo Biamosimgae

3a BBEJICHHS MEIMYHOTO BUPOOY B 0OIr.

Hupextop TOB «Irapyf’s

Bbuxos B.I'.




