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 SAKOCTI
rpyaeas 2020

Bupo6uuk: ToBapucTBO 3 00MexkeHO0I0 BinnosinaabHicTio "'ITCAP"

Micue3Haxomkenns: Bya. Muxaiina boiuyka, 18-A, m. Kuis, Ykpaina, 01103, renedon/dpaxc: +380445853455
Micue Bupobuunrea (Bupobuuui motyskHocti): Huaiyin Medical Instruments Co., Ltd.

Ne 8 West Ming Yuan Road, 223003, Huaian, China

[Tponykiis: Kerryr 3Buuaiinuii 6e3 rojiku crepuiibHuii Topropoi mapku IGAR

[TapTis Ne: 202004

Po3mip ymoBHU#

4/0 3/0 0 1 2 3

Po3mip MeTpuuHHit 20 3.0 4.0 5.0 6.0 7.0

Kinbkicts: 109 200 mtyk (91 kapToHHHI KOPOO)
[luM miATBEPIKYETHCS, 10 BKa3aHHUI BHIIE TOBAp OYIJI0 MEPEBIPEHO TEPE]] BiAMPaBKOIO.

Mu niaTBepKYEMO, 1110 MiCIis HAIIOT IEPEBIPKH, IUIIXOM BHUIAIKOBOTO BiTOOPY, 11l MapTis TOBapy BiANOBiAae
sumoram cranaapty 1ISO 13485:2016/NS-EN 1SO 13485:2016 Ta € BiamnoBigHo KBasihikOBaHOIO.

CEPTUDIKAT CTEPUJIBHOCTI

rpynens 2020
Bupo6uuk: ToBapucTBO 3 00MekeHOI0 BinnoBinaabHicTio "' [T AP"
MicuesHaxomkeHns: By Muxaiina boiuyka, 18-A, m. Kuis, Ykpaina, 01103, renedon/dpaxc: +380445853455
Micue Bupobuunrea (Bupobuuui motyskuocti): Huaiyin Medical Instruments Co., Ltd.
Ne 8 West Ming Yuan Road, 223003, Huaian, China
[Mponykuis:  KerryT 3BuuaiiHuii 6e3 rojaxu crepuibHuii Topropoi mapku IGAR
[Mapris Ne : 202004

Po3mip ymoBHHUH

4/0 3/0 0 1 2 3

Po3mip MeTpuuHHMit 20 3.0 4.0 5.0 6.0 7.0

Kinbkicts: 109 200 mryk (91 kapToHHHIT KOPOO)

L{MM T ATBEp UKYEThCS, 1O BKa3aHHii BHIIe TOBap Oyi1o mpoctepuiizosano CO® — ramma
BUIIPOMIHIOBaHHSM HEepe/] BiNPaBKOIO.

Ketryr 3Buuaiinuii, IKMii IPOMIIOB MPOLIEC CTEPUITI3ALlil, € CTEPUILHUM Ta OS3MEYHUM JJIsl TKAHUH JTFOJHHU.

CEPTU®IKAT AHAJII3Y

rpynens 2020
[pomyxis: KetryT 3Buuaiinmii 6e3 roaku crepuibHuii Toprosoi mapku IGAR

IMapris Ne : 202004 Kinpkicts B maptii: 109 200 mtyk
Burotosneno: 2020.09 Tepmin npunatHocti: 2025.09



O0’ekT nepeBipkn

Cneuudikauis

Pe3yabTaTH nepeBipku

naker. [lepmmii, BHYTpIIHIA MakeT -
MyJAbTU(GYHKIIIOHATBHUI  TOJTIMEpHHA 3
PO34YHHOM 130IPOMUIIOBOTO CIUPTY.
Hpyruii,  ¢onproBanuii  maker - 3
MapKyBaHHSAM, TPETid MakeT - 3 JMAiali3HOi
Oymaru Ta IUIIBKH. YCi TpU NaKeTH MOBUHHI
OyTu FepPMETUYHO 3armaKkoBaHi Ta
HEYIIKO/KEHI. 30BHIIIHE YyMaKyBaHHS Mae
Oytu unctuM. Hanucu MaroTh OyTH YiTKUMH
3 HITPUXOBUM KOJYBaHHSIM.

JiameTp 2 (USP 4/0) | 0.20-0.249 mm 0.245-0.249 mm
3 (USP 3/0) | 0.30-0.349 mm 0.338-0.340 Mmm
4 (USP 0) 0.40-0.499 mm 0.478-0.490 mm
5(USP 1) 0.50-0.599 mm 0.579-0.590 Mmm
6 (USP 2) 0.60-0.699 mm 0.650-0.660 MM
7 (USP 3) 0.70-0.799 mm 0.745-0.770 Mmm
JoBxunHa JopxuHa keTryty He MeHma Hix 95.0% Bin | 150 cm
JIOBKMHH, 10 BKa3aHa Ha yMaKoBIIi
MirHicTs Ha po3puB 2 (USP 4/0) | >7.55H 8.50 H
3(USP3/0) |>122H 13.70 H
4 (USP 0) >27.2H 29.50 H
5(USP 1) >37.3 H 42.90 H
6 (USP 2) >442H 48.20 H
7 (USP 3) >57.8H 5730 H
30BHINIHIN BUTIISA [ToBepxHs MmIOBHOTO Marepiaay Mae OyTH | BiANOBimae
IMaJeHbKOI0, YHCTOI0 Ta  OJHOPIIHOIO.
[Inerena HuTka Mae OyTd  BKpuUTa
000JIOHKOIO.
CTepuabHICTD Ketryr mae 6yt cTrepuiibHUM BIJIIIOBIIa€
YnakoBka Kerryr mae Oyrtu ynakoBaHU{ B NOTpiMHMI | BiIIOBiJA€

BUCHOBOK: BHUIIICHABEICHI Pe3yJIbTaTH BIAMOBIJAI0Th BUMOTaM BIAMOBIIHUX HOPM Ta CTaHAAPTIB LIOMO KETTYTY
3Buyaitnoro. Cucrema ynpasnsaas sikictio Hualyin Medical Instruments Co., Ltd. ais BUpoOHHIITBA KETTyTY

3BUYaiHOTO BijamoBigae Bumoram cranaapty 1ISO 13485:2016/NS-EN 1SO 13485:2016.

Hexnapartis Ne 10-09/2016-1GAR Bin 6 ceprast 2020 poky (penakiisi 7) Ipo BiANOBiAHICTE BUMOTaM TeXHIYHOTO
perJiaMeHTy 10JJ0 MeINYHUX BUpoOiB. Jlekaparliis ckiiajeHa il HUIKOBUTY BianoBiaaasHicTs TOB «Irapy, mo

BIJIMIOBi/Ia€ 32 BBEJICHHSI MEIUYHOTO BUPOOY B 0OIr.

Hupextop TOB «Irap g
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