dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYLV,
M. KUIB, YKPAIHA, 03057 ® 03057, UKRAINE
MicuesHaxoKeHHs IGAR Registered address:
BYn. I\_/!VIXAVIJ'IA_ BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KMIB, 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 SAKOCTI
’Kosrens 2023
Bupobnuk: ToapucTBO 3 00MekeHOI0 BinnmoBinaabHicTio "I AP"

Micue3HaxomkeHns: Bya. Muxaiina boiuyka, 18-A, m. Kuis, Ykpaina, 01103, renedon/dpaxc: +380445853455
Micue Bupobuunra (Bupobuuui morysxuocrti): [[3sucy [xiayn Menikan Jliaiicec Ko., JIta., (Jiangsu Jichun Medical
Devices Co., Ltd.), XXenriy Tayn, Tianuiar 213111 I[3sucy Kuraii (Zhenglu Town, Tianning 213111 Jiangsu China)

[poxyxkuis: Inpuny in’eknilini oAHOPa30BOro BUKOpUcTaHHs TOprosoi mapku IGAR

npun iH'eKUifHAE 0MHOPa30BOrO BUKOpUCTaHHS ToproBoi Mapku |GAR TpukoMmoHeHTHHI
1 M1, 3 inTerpoBanoro roakor 0,3 x13 mm (30G x 1/2"), 72 000 mT

npun iH'ekuiitanii ogHOpa30Boro BUKopucTanHs Toprosoi mapku IGAR TpukomnonentHuii "Jlyep-Crin"
2 mua, 3 ronikoro 0,6 x30 mm (23 G x 1 1/4"), 456 000 mT

HInpun iH'ekniifHuil omHOpa3oBoro BUKOpUcTaHHS ToproBoi Mapku I[GAR tpukommnonenTauit "Jlyep-Cruin"
5 ma, 3 ronkoro 0,7 x 38 mm (22G x1 1/2"), 504 000 it

HInpun iH'exuiifHnii omHOpa3oBoro BUKopucTanHs ToproBoi Mapku |GAR Tpukomnonentauit "Jlyep-Crin"
10 mu, 3 ronkoro 0,8 x 38 mm (21G x 11/2"), 60 000 T

HInpun iH'exiifHnii omHOpa3oBoro BUKopucTanHs ToproBoi Mapku |GAR Tpukomnonentauit "Jlyep-Crin"
20 mu1, 3 ronkoro 0,8 x 38 mm (21G x 11/2"), 151 800 mr

Mapris: 202309 Kinekicts: 1 243 800 mTyk
[ara BupoGuwuirea: 2023.10 Tepmin npugatHocti: 2028.10
LM miaATBEpIKYETHCS, IO A1 MApTii MPOAYKIii, BKa3aHOI BUILE, TPOBOJUTHCS TIEpEBipKa Mepe/1 BiAMPaBKOIO.

Mu rapaHTyeMoO, IO MIiCJisA HamIoi MepeBipKM HIISIXOM BUMAIKOBOIO BiAOOpy, JaHa MapTis MPOAYKLIl BiAMOBinae
BUMOraM BUPOOHMIITBA 3a CUCTEMOIO ympaBiiHHS skicTio BiamosigHo mo HACTY EN ISO 13485 Tta € BiamoBigHO
KBaJi(piKOBAHOIO.
CEPTU®IKAT CTEPHUJIIBHOCTI

XKostens 2023
BupoOHnuk: ToBapucTBo 3 06MexeHO0I0 BinnoBiganabHicTIO "I AP"
Miclie3Haxo/pKeHHs: ByJl. Muxaitia boituyka, 18-A, m. KuiB, Ykpaina, 01103, tenedon/dakc: +380445853455
Micue BupoOuuuTBa (BupoOuuui notyxuocrti): [[3sucy [xiuyn Menikan Jisaiicec Ko., JIta., (Jiangsu Jichun Medical
Devices Co., Ltd.), XXenriy Tayn, Tianniar 213111 I[3sucy Kuraii (Zhenglu Town, Tianning 213111 Jiangsu China)

[Ipomyxkiis: IInpuuy in’ekuiliHi 0AHOPa30B0ro BUKOpHCTaHHs TOProsoi mapku IGAR

Impw iH'eKIIRHUE OTHOPA30BOTO BUKOPUCTaHHS TOproBoi Mapku |GAR TpuKOMIOHEHTHHIA
1 mu, 3 inTerpoBanoio roakoro 0,3 x13 mm (30G x 1/2"), 72 000 T

Hnpun iv'ekuiiianii ogHOpa3oBoro BUKopucTanHs Toprosoi Mapku IGAR TpukomnonentHuii "Jlyep-Cnin"
2 mu, 3 ronkoro 0,6 x30 mm (23 G x 1 1/4"), 456 000 mT

[Hnpun id'exniiianii onHOopa3oBoro BUKopucTanHs Toprosoi Mapku IGAR TpukomnonentHuii "Jlyep-Cnin"
5 mu, 3 romxoro 0,7 x 38 mMm (22G x1 1/2"), 504 000

Hnpun iH'ekuiiianii ogHOpa3oBoro BUKopucTanHs Toprosoi Mapku IGAR TpukomnonentHuii "Jlyep-Cnin"
10 mua, 3 ronkoro 0,8 x 38 mm (21G x 11/2"), 60 000 mT

Hnpun iH'ekuiiianii ogHOpa3oBoro BUKopucTanHs Toprooi Mapku IGAR TpukomnonentHuii "Jlyep-Cnin"
20 mu, 3 ronkoro 0,8 X 38 mm (21G x 11/2™), 151 800 it

Mapris: 202309 Kinpkicts: 1 243 800 mTyk

[Hara BupoOuuursa: 2023.10 Tepmin npugarnocri: 2028.10

Lum migTBepaXyeThes, IO NapTiio NPOAYKLii, BKa3aHy BHILIE, OyJIO IPOCTEPHIIIZ0BAHO ra30M €IMIOKCUIHOTO €TaHy Nepea
BiZIIPaBKOIO.




Mu rapaHTyeMo, 110 Micid Hammoi NepeBipKy BKa3aHa BUILE MPOAYKIS - IMTPULH iH  €KLIHHI 0JHOPa30BOTO
BUKOpHUCTaHHs ToproBoi Mapku IGAR, ski nmpoinum crepuitizaiiiHiii mpouec € CTepuiIbHUME Ta 0€3MeUHIMH JJIS
TKaHUH JIIOIUHH.

CEPTUDIKAT AHAJII3Y
Kosreus 2023

BupoOHuk: ToBapucTBo 3 00MexkeH010 BinnosinaabHicTio "IFCAP"

Micuie3Haxo/pkeHHs: ByJl. Muxaitna boitayka, 18-A, m. KuiB, Ykpaina, 01103, tenedon/dakc: +380445853455

Micue BupoOHuuTBa (BupoOHuui notyxuocrti): L[zsucy xiuyn Menikan isaiicec Ko., JIta., (Jiangsu Jichun Medical
Devices Co., Ltd.), XKenrny Tayn, Tianniar 213111 1[3sucy Kuraii (Zhenglu Town, Tianning 213111 Jiangsu China)
[Ipomyxis: IInpunu in’exuiiini oqxHOPa30BOro BUKOpUCTaHHS TOpropoi mapku IGAR

Ipu iH'eKIIAHUE 0MHOPA30BOr0 BUKOPUCTaHHS TOproeoi Mapku |IGAR TpUKOMIOHEHTHHMA
1 mJ1, 3 inTerpoBanoo rojkoro 0,3 x13 mm (30G x 1/2"), 72 000 mT

mpur iH'eknifHAi OMHOPa30BOTO BUKOPUCTaHHA TOoproeoi Mapku IGAR tpukomnonenTtHwmit "Jlyep-Cmim™
2 mu, 3 ronkoro 0,6 x30 mm (23 G x 1 1/4"), 456 000 mT

mpur iH'ekniHAI OMHOPa30BOTO BUKOPUCTaHHA TOproeoi Mapku IGAR tpuxkommnonenTHwuii "Jlyep-Cim™
5 mu, 3 romkoro 0,7 x 38 mMm (22G x1 1/2"), 504 000 mT

mpur iH'eknifHui OMHOpa30BOTO BUKOpUCTaHHA TOoproeoi Mapku IGAR tpukomnonenTtHwuit "Jlyep-Cim'™
10 mu1, 3 ronkoro 0,8 x 38 MM (21G % 11/2"), 60 000 mrT

mpur iH'eknifHui OMHOpPa3oBOTO BUKOpUCTaHHA TOoprosoi Mapku IGAR tpukomnonenTtHwuit "Jlyep-Cim™
20 M1, 3 ronkoro 0,8 X 38 mm (21G x 11/2™), 151 800 T

IMaptis: 202309 Kinbkicts: 1 243 800 mTyk
Hara BupoOuunrea: 2023.10 Tepmin mpugatHocTi: 2028.10

Bianosiano g0 cranaapry 1SO 7886-1/GB 15810

AcmnekT nepeBipku TexHiuHi BUMoOrH Pe3yabTar
nepeBipku
Martepian royku Hepykasiroua cranb Bingmosinae
CrepuibHICTD Bupi0 mae OyTu crepuibHAM, HE CrepunsHuit
TTOBHHEH MICTUTH OaKTepii
[TiporeHHicTh Mae Oyt anmiporeHHUM AmiporeHHe
Mexi kuciaotHocTi abo myxkHocTi (1 mi, 3 | Bimxunenns 3Hauenus PH mae 6yt < 1 0.20
IHTErPOBAHOO T'OJIKOKO)
Mexi KUCIIOTHOCTI a00 JTy»KHOCTI Binxunenns 3nadenss PH mae 6yt < 1 0.23
Mexi eKCTparoBaHUX METaiB Komip po3unHy amst TecTyBaHHS Mae Binmoginae
OyTu OinbIl TIMOOKWN HIK TIOPOXKHIN eTaTOHHUIA
PO3YMH
Konycomoxnione po3TamryBaHHsa | Mae BiAIIOBigaTH BUMOTaM Binmosinae
3’€THAHHS TOJIKU
Bincytricth BUTOKY TIOBITPS Ta | Mae BiIOBiIATH BUMOTaM Binmosinae
npenapary 3a yMOBH THUCKY Ta acHiparii
30BHIIIHIN BATIIST He moBunHO OyTH 3ayceHeIb, HEPIBHOCTEH, KOPITYC Binmogigae
Mae OyTH TPO30PUM
Bara BupoOy muist 1 mi 3 iHTerpoBaHor | 1 mi 3 He menme 2.59 r Binnosinae
TOJIKOIO IHTErPOBaHOIO
TOJIKOIO
Bara Bupo0y 6e3 rosiku 2 M He meHme 2.28~2.33 Bingnosinae
5 M He MmeH1e 3.9~4.0 r
10 Mt He MeHme 6.36~6.45T
20 mu He meHme 11.84~12.14




3arajgbHa [OBXKHMHA IOKadd Ta JIMIT | Mae BiAmoBigaTH BUMOTaM Binnosimae
HOMIHAJIBHOI €EMHOCTI
KoHcTpykuist mopuias Mae BinoBigaTH BUMOTam Bignosinae
CromopHe Kisblie (6J0KiBHUK MOPIIHS) OpvHapHe CTOMOPHE KiJIbIIE Bignosinae
JlyOpukant He noBuHHI OyTH BUIUMHUMH Kpamneibku abo Bignosinae
YACTHHKU
MepTBHii mpocTip 1 M3 He Oinpme 0.01 mu. 0.0009~0.0023 mn
IHTETPOBAHOIO
TOJIKOIO
2 MII He Oinpire 0.07 mi 0.0435~0.0454 mn
5 M He Oinbmre 0.075 mi 0.0418~0.0482 mn
10 M He Oinbmre 0.10 mi 0.0634~0.0812 mu
20 mMn He Oinpe 0.15 ma 0.0771~0.0881 mn
Bictps ronku Mae Oyt rocTpuM, Oe3 3ayCeHellb, HePIBHOCTEH Bignosinae
3’eHaHHA MK OCHOBOK Ta TpyOKoro | 1 mi 3 22H Binnosinae
TOJIKH IHTETPOBAHOIO
TOJIKOIO
2 M 34 H
5 M 40 H
10 mn 44 H
20 M 44 H
Cuia mpoKoJTy BiCTpsI TOJKU 1 M3 He Ginbiie 0.7 H Bignosinae
IHTETPOBAHOIO
TOJIKOIO
2 M ue 6inpme 0.7 H
5 M ue 6ineme 0.85 H
10 M ue 6inemie 0.85 H
20 M ue 6inemie 0.85 H
Po3mip rosiku 1 Ma3 mosxkuHa 11-14 MM, 30BHINTHIHA Bignosinae
inTerpoBanoto | miametp: 0.289-0.320 mm
TOJIKOIO
2 MII moBkuHA 29.5-33.5 MM, 30BHIIIHII
niametp: 0.600-0.673 mm
5 M noBxuHa 35.5-39.5 MM, 30BHILIHIN
nmiametp: 0.698-0.730 mm
10 mu JoBxkuHA 35.5-39.5 MM,
3oBHIHI# giametp: 0.800-0.830Mm
20 mu JoBxkuHA 35.5-39.5 MM,
3oBHIHI# xiametp: 0.800-0.830Mm
3’eHaHHA MDK KOBIIAYKOM 1 OCHOBOIO | 3’€JHaHHS Ma€ OyTH MIIIHUM, KOBIAUYOK HE MOBUHEH Binnosinae
TOJIKH BiJIJTaMYBaTHUCh ITiJ] THCKOM He Oibiie Hix 15 H
Bupib HeTOKCHYHHMIA: BMICT CBUHIIIO, 0JIOBA, [IMHKY Ta 3aji3a He Oiiblile 5 MII/i, a KaaMito He Bingmosinae
ourbie 0.1ma/1.

BuCHOBOK: HaBeJICHI BHUIIE Pe3yIbTATH BiAMOBiIal0Ts BuMoram cranaaptiB 1SO 7886-1/GB 15810

Cucrema ynpasniaas sKicTio komnanii «I["”AP» Bignosinae Bumoram crangapty JJCTY EN ISO 13485.

Hexnapartisi Ne 24-05/2017-IGAR Bix "18" ciunst 2022 poky (pemakitisi 9) mpo BiAmoBigHicTh BUMOram TeXHIYHOTO
periJaMeHTy Moo MeAuyHux BHpoOiB. Jleknmapaiis ckjajeHa Mmija IUIKOBUTY BiAmosiganbHicTh TOB «Irap», mio
BIJINIOBi/Ia€ 3a BBEACHHS MEAMYHOTO BUPOOY B OOIr.




Hupextop TOB «Irapy; Buxos B.I'.



