dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYLV,
M. KWIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXeHHs: IGAR Registered address:
Byn. MUXANNA BONYYKA, 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 AKOCTI
JIucromazg 2023
Bupobnuk: ToBapucTBo 3 06Me:keHO0I0 BiqnoBinanasuicTio "ICAP"
MICIIe3HaX0/KeHHS: Bya. Muxaitna Boiiuyka, 18-A, m. Kuis, Ykpaina, 01103, renedon/daxc: +380445853455
Micrie BupoGrunTea (Bupobuunui motyskuocrti): Jiangsu Jichun Medical Devices Co., Ltd.,
Zhenglu Town, Tianning 213111 Jiangsu China
[ponykuis: Ilpucrpiii Ajas BAMBaHHA KPOBO3aMiHHUKIB Ta iHgy3iiitnnx po3uunis I1P Toprosoi
mapku IGAR, IV-6-5
MMapris: 202311 Kimpxkicts: 298800 mTyk
Jara BupoOnmmrBa: 2023.11 Tepwmin npunataocti: 2028.11
Hum miaTBepaKyeThes, Mo IS MapTii MPOAYKIii, BKa3aHOi BUIIE, IIPOBOAUTHCS MIEPEBipKa Mepe]] BiPaBKOIO Ta BUIAETHCS
CeprtuoikaT aHaN3Yy, IKAH MATBEPIKYE SIKICTh MPOTYKIii B TapTii.
Mu rapaHTyeMo, IO iCIsI HAIIO1 MepeBipKH MUITXOM BHITaIKOBOTO BiOOpY, JaHA MaPTis MPOAYKIIi BiaIOBiga€e
BUMOTaM BHPOOHHUIITBA 3a CHCTEMOIO ypaBiHHSA sAKicTio BignoBinao 1o ACTY EN ISO 13485 ta € BignoBigHO
KBaJi(iKOBaHOO.
CEPTU®IKAT CTEPUJIBHOCTI
Jlucronan 2023
Bupobuuk: ToBapucTBo 3 00Me:keHO0I0 BitnoBinansnictio "ICAP"
MIiCIIe3HaXOKeHH: Byl. Muxaiina boiiuyka, 18-A, m. KuiB, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue Bupobuuira (Bupo6uuui notyxuocti): Jiangsu Jichun Medical Devices Co., Ltd.,
Zhenglu Town, Tianning 213111 Jiangsu China

[ponykmis: Ilpucrpiii 1yist BAUBaHHA KPOoBo3aMiHHMKIB Ta iHQYy3ilinnx po3unHis IIP Toprosoi

mapkn IGAR, 1V-6-5

[MapTis: 202311 Kinbkicts: 298800 mtyk

[Hara BupoOuunrea: 2023.11 Tepmin npunarHocti: 2028.11

Ll1M miaTBEpKYETHCS, IO MApTir0 NPOIYKLIT, BKa3aHy BUIE, OyJI0 MPOCTEPUIII30BAHO T'a30M EIIOKCHIHOTO €TaHy Mepes
BIANIPaBKOIO.

Mu rapaHTy€emo, 110 MiCJisl HAIIOT HePEeBIPKH, CUCTEMH, SIKI TPOMIIUTH CTePHITi3aLifHuil POoLIeC € CTEPHIbHUM Ta Oe3MeUHIM /IS
TKaHUH JIFOJIHU.

CEPTU®IKAT AHAJII3Y
JIucromazg 2023
Bupobuuk: ToBapucTBo 3 00MexkeHOI0 BinnoBiganabHicTio "I AP"
MICIIe3HaX0/PKeHHS: By, Muxaiina Boiiuyka, 18-A, m. Kuis, Ykpaiuna, 01103, renedon/daxc: +380445853455
Micue BupobuunTsa (Bupobuuui noryxuocrti): Jiangsu Jichun Medical Devices Co., Ltd.,

Zhenglu Town, Tianning 213111 Jiangsu China

[ponykuis: Ilpucrpiii 1Js BAMBaHHS KPOBO3aMiHHMKIB Ta iHQy3iiitnux po3uunis I1P Toprosoi

mapku IGAR, IV-6-5

Mapris: 202311 Kinpkicts: 298800 mTyk

Jara BupoOuunTBa: 2023.11 Tepwmin npunataocti: 2028.11

BumnpoOyBanHs BiamosigHo 10 crangapty 1SO 8536-4

AcnekT nepeBipku Texniuni BUMoOru Pe3yasbTar BucnoBok

nepeBipku

CTepuIbHICTh CrepmibHe, OakTepii BiICyTHI CrepribpHe Binmosinae

[TiporenHicts AniporeHnuit Aniporennuii | Bianosigae

3aJMIIKOBI pEYOBUHU 3arajpHa KiJIbKICTh IEpMaHraHaTy Kalilo B PO3YHHI 0.20 mn Bingnosinae
[c(KMnO4)=0.002 moJb/11] He HOBHHHA MepeBUIyBaTH 2.0 MIL

Ionn meray [HTEeHCHBHICTD KOJIBOPY Y KOHTPOJIEHOMY PO34YHHI HE TIOBHHHA Binmosinae Bingnosinae
MIepEeBHIILYBATH IHTEHCUBHICTH BiJIIOBITHOTO TUTPOBAHOTO BUMOTaM
PO3YHHY

Pisens PH Heo0xinHo He Oinbir HixK 1M1 OyAb-SIKOTO CTaHAAPTHOTO 0.01 mn Bingnosinae
TUTPOBAHOT'O PO3YMHY IS iHAUKATOPY IS 3MiHH KOJBOPY.

3abpynuenns yactuakaMu | KoedirieHT 3a0pynHeHHs He Oinbine 90 23.1 Binnosinae

Burik noBitps ITix yac BUpoOyYBaHHS BiAMOBITHO JO CTAaHAAPTY HE IIOBUHHO Buroky Binnosinae
OyTH 03HAaK BUTOKY MOBITpS MOBITPsI HEMAe

MinHicTh Ha pO3pHB MirHicTh 349eIUIeHHS MiXK Oyb-IKHMH KOMITOHCHTaMHU Biamnosigae Binnosinae
iH]Y3iiHOI cCHCTEeMH, BUKJIIOYAIOUH 3aXHCHI KOBIAYKH, MAE BHMOTaM




BUTPUMYBATH 3aCTOCYBAHHS CTaTUYHOTO 3ycwuist 15 H
npoTsiroM 15 cexyHn
3aXMCHHI KOBITAYOK JJIs Bianosigae Binnosinae
IIJIACTUKOBOI I'OJIKK Burotosnennii 3 PP abo PE BUMOI'aM
IInacTukoBa rojka s Mae OyTH YHCTOO, TIaICHBKOIO Ta MMOBHHHA BiIOBIIaTH Bianosigae Binnosinae
€MHOCTI BUMOTaM BUMOTaM
[Mpuctpiii ais Burotosnenunii 3 6ioro meanunoro AbC-mactuky, 3 otBopom | Biamosinae Bingnosinae
MIPOKOJIIOBAHHS Ta JUISL TIOBITPAL. BUMOTaM
BBE/ICHHS Y EMHICTb 3
PO3YHHOM
BxinHuit moBiTpsHUHA Kosmauoxk Burorosnenuii 3 [IBX Binnosigae Binnosinae
KJIaIaH BUMOTaM
Piguuuunii kaHai ta TToBuHHI BiANOBiAaTH BUMOTaM Binnosigarors | Bignosinarors
KparielibHa TpyOKa BUMOTaM
KpanensHa kamepa Burotosnena 3 m'sikoro [IBX Binmosinae Bingnosinae
BUMOTaM
QinbTp IS piAUHA 3arpuMka yacTok Ha (inbTpi Mae Oyt He MeHe Hix 80% 97.7-99.5% Bignosinae
Burotosnena 3 m'sskoro meguynoro [1BX niamerp 3X4 Mm Binmosinae Bingnosinae
M'sika TpyOKa BHMOTaM
TpyOxa npuctporo 6e3 ypaxyBaHHs I'OJIKU Ta 30BHIITHHOTO Binmosinae Bingnosinae
Jlyep-Cnin 3'eHanHs Mae OyTu He MeHIe, Hixk 1500 MM BUMOT'aM
Burorosiuenuii 3 PE abo ABS Binmnoginae Bingnoginae
Perynsitop notoky PeryssiTop MoToKy NOBUHEH BiJIIOBIIaTH BUMOTaM BUMOTaM
HIBUIKICTD TOTOKY He menmre, Hixk 1000 M1 po3unHYy XJIOpHUILYy HATPilO TIOBHHHO Binmnoginae Binnoginae
iH’€KI[IHHOTO PO3YHHY npoxoauTu npotsiroM 10 XB mii cTaTHYHUM HarmopoM 1 M BHMOTaM
1’ exuiiinuii mopt Konyc, 3 HaTypajbHOro a00 CHHTETHYHOTO Kay4yKy. Binmoginae Bingnoginae
BUMOTaM
Koniunnii mrynep Burorosnenwuii 3 ABS. Binmnoginae Bingnoginae
BUMOTaM
In'exuiiina meTaneBa rojka | Posmip 0,8x38mm (21Gx1 14") Binmnoginae Bingnoginae
JUIsl BBEJICHHSI B BEHY BUMOTaM
Micue iH ekl [ToBuHHO OyTH HE OiNTbIIIE BUTOKY, HIXK OJIHA KPAIUIS BOJU Binnosigae Binnosinae
BUMOTaM
Brynka Mae BignoBinaTu BUMoram Binmnoginae Bingnoginae
BUMOTaM
BicTps ronku [ToBuHHO OyTH rOCTpHM, O€3 HEpIBHOCTEH 1 3ayCeHUIIb Binnoginae Bingnoginae
BUMOTaM
3’eAHaHHS MK KaHIOJIEIO IToBuHHO BUTpUMYBaTH HaBaHTakeHHS y 44H Binnoginae Bingnoginae
Ta TPYOKOIO TOJIKH BHMOTaM
Cuuia mpokoJy BicTpst He 6Ginbiue vix 0.85H Binnoginae Bingnoginae
TOJIKH BUMOTaM
[TapameTpu ToJiKH Howxuna: 35.5-39.5mm, 30BHiHIM giamerp: 0.800-0.830mMm Binnoginae Bingnoginae
BUMOTaM
3’eaHaHHA PO3’€EMOM Mae OyTH piBHUM, 0€3 IPOTHHIB Binnoginae Bingnoginae
TOJIKY Ta IJIACTHKOBOIO BUMOTaM
TpyOKOIO

BucHoBok: HaBezeHi Builie pe3ysibTaTH BiANOBIJal0Th BUMOT'aM CTaHJAPTIB Ta BIINOBIAHO KBaJIi(hiKOBaHi.

Hexapartist Ne23-04/2017-IGAR Bin 18 ciunst 2022 poky (pemakiist 9) mpo BiamoBimHicTs Bumoram TexHIYHOTO
periaMeHTy LI0/I0 MeIMuHUX BUpoOiB. Jlekiapaliis ckiaaeHa mija HijkoButy BianosigaieHicth TOB «Irapy, mo
BIJINIOBI/Ia€ 32 BBEICHHS MEANIHOTO BHPOOY B 00ir. CrcTema ynpaBisiHHS AKicTiO koMmanii «I'AP» Binmosigae
Bumoram cranaapty JJCTY EN ISO 13485.
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Buxos B.I'.




