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

CEPTU®DIKAT SAKOCTI
Bepesennr 2026

Bupoonuk: ToBapucTso 3 o0Me:keHOo10 BixnosinaabHicTio "ITC'AP"
MicuiesnaxoxeHHs: Byl Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupoOHuUITBa (BrpoOHMYI MOTYKHOCTI): Yanrkoy Meiimkop Menikan ITpoxakre Ko., JIt.,
(Changzhou Major Medical Products Co., Ltd.) Ne 1 Beitsiis Poan, Xeci Bimtamk, 3yky Tayn 213144 Yanwkoy Ciri,
nposiniiis [[3sucy, Kuraiiceka Hapoauna Peciyosika (Ne 1 Beiyang Road, Hexi Village, Zouqu Town 213144 Changzhou
City, Jiangsu Province, People’s Republic of China)

IIpomyxris: Inacrup 6akrepunnanuii Toprooi mapku IGAR

Tun Enactuk (Ha eacruuHiii mosimepHniii ocHoBi Nel00) 1,9x 7,2 em; 2,5x 7,6 cm
[Mapris Ne: 202601

Kinbkicts: 1 600 000 mTyk

LuM miaTBepmKy€eThCs, M0 U KOXKHOI MapTii BKa3aHUX BHIIE IIACTHPIB OYIIO POBENECHO MEPEBIPKY Mepe BiIITPaBKOO Ta
Bunano Ceprudikar aHami3y, sIKUH MITBEPIKYE SKICTh MPOIYKIII B MapTii.

Mu rapaHTyeMoO, IO TICIS HAmIoi MepPeBipKH MUITXOM BHITAKOBOTO BiOOPY, MaHa mapTis MPOIYKIIii BiAMIOBigae BUMOTam
BHPOOHUIITBA 32 CUCTEMOIO yIpaBmiHHSA sAKicTio BimmoBimHo 1o JJCTY EN ISO 13485 Tta € BiamoBiaHO KBadidhikoBaHO.

CEPTU®IKAT CTEPHJIBHOCTI
Bepesenn 2026

Bupoonuk: ToBapucTBo 3 00Me:keHO010 BignoBigaabHicTio "IICAP"
MicuesnaxomxeHss: Byia. Muxaiina boituyka, 18-A, M. KuiB, Ykpaina, 01103, tenedon/daxc: +380445853455
Micrie BupoOHuUITBa (BUpoOHMYi moTy)HOCTI): Yanrkoy Meiimkop Meaikain [ponakre Ko., JItx.,
(Changzhou Major Medical Products Co., Ltd.) Ne 1 Beiisas Poan, Xeci Bimnamk, 3yky Tayn 213144 Yanwkoy Ciri,
nposiniis L[3sucy, Kuraiiceka Hapoana Pecniyosika (Ne 1 Beiyang Road, Hexi Village, Zouqu Town 213144 Changzhou
City, Jiangsu Province, People’s Republic of China)
[Mpoxyxkuis: IinacTup 6akrepunmanmii toprosoi mapku |IGAR
Tun Eaacruk (Ha enacTuuHiii mosimepHiii ocaori Ne100) 1,9x 7,2 em; 2,5x 7,6 cm
[Mapris Ne: 202601
Kinbkictb: 1 600 000 mTyk

Lum migTBepaxKy€eThes, 0 BUILE3a3HauYeH] TOBapH OyJM NPOCTEPUITi30BaHl OKCHIOM €TUJIEHY Nepe BiIPaBKoOIO.

[poayxkiis mnactup Oaxkrepunuaauit IGAR, sika npoiinuia mporec crepuiizallii, € CTepPUIbHOI0 Ta 0€3MIEYHOI0 JJI TKAHUH
JIFO/IMHU.

bepesens 2026

CEPTUDIKAT AHAJII3Y
HaiimMenyBaHHS IpOAyKTYy Inactup 6akrepunuanmii toprosoi mapku |GAR Tun Enacruk (Ha elacTuyHii
noaiMepHiii ocuoBi Ne100) 1,9x7,2 ¢em; 25x 7,6 cm
[Maprist Ne 202601
JlaTta BUTOTOBIICHHS 2026.01
Tepmin nmpugatHoCTi 2031.01
AcHeKT nepeBipkn TexHiuni BUMOTH PesyabTar

30BHILIHIN BUIIIAL 1. [ToBepxHst MOBUHHA OYTH YHCTOO, O3 3AJIMIIKIB MACTH BiIOBifa€




Ha 3BOPOTHIH CTOPOHI
2. 3axucHuil mamip MoBUHEH OYTH piBHUM, 06€3 O,
abcopOyroya Mo yIieyka MOBUHHA 3HAXOUTHCH B IEHTPI.

Pozmip 1. Bigxunenus no oBxXuHi: + 2.0 MM. BiAIIOBigaE
2. Bigxwrenss mo mmpuHi: £1.0 MM.
Marepian Cknan ETuneHBiHinaneTaTHHI cOMOIiMep /
OCHOBH Bara He memme 40 r/m’ 62+3 /M
ToBmuHa He menme 0.05 mm 0.08+0.01 MM
Kreiika Tun AKpPUIIOBHI KIIEH /
pedoBuHa Bumict kieiikoi pedorun | He memme 25 r/m’ 34 r/m?
EnactuanicTs Hpn pO3TATyBaHHI 6aKT§pHunz{H0ro TIaCcTUPY, BioBiNaE
301TBIIIEHHS IO JOBXWHI HE TOBHHHO MEepeBUIYBaTH 5%
[ornuHatoua | Hexneiikuit map [omnieTnnen /
HOAYHICYKa | T[orapHarUMIA map Tepuien, Bicko3a /
Bara He memm mix 80 r/m° 110 r/m® +7
PiBeHD HOMIHHARHS Bar.a n(?rnHHa}oqoi MOYIICYKH MOBUHHA 301IBIIUTHCH B 6 6.2 pasis
pa3iB Mmicis TECTYBaHHS
I'sHueBnit namip He menme 45 r/m? 65 r/m?
[HTeHCHBHICTh BiIpUBY He amxue 1.0 H/cm 5.8 H/em
[TepeBipka CTEpHIBHOCTI BakrepunuaHuii miactTiup moBMHEH OyTH CTEPUIBHAM CTEPWIBHUI
3auIIKU eTOKCUAHOTO eTaHy 3auIIKy He MOBHHHI nepeBuinyBaTu 10 Mkr /T. 7 Mkr /T
ITakyBanHs 1. INakyBaHHS TOBHHHO OyTH OXalHUM, HEYIIKOIKCHUM.
3MICT eTUKETKH Ma€ OYTH HiTKO 3PO3YMLIHAM.
2. KinpkicTh, 3a3HayeHa Ha YIAaKOBI, I[OBUHHA OYTH BIIIOBI A€

MIPaBUIBHOIO.
3. IlaxyBaHHS Ma€ OyTH IIITFHUM Ta 3 HOMEPOM cepii.

BucHoBok: BullieHaBeieH1 pe3yabTaTH BilIIOBIIal0Th BUMOTaM BiAMOBIJHUX HOPM Ta CTaHJIAPTIB 00 TUIACTHPIB
Oaxrepuruaanx Toprooi Mmapku IGAR. Cucrema yrpaBisHHSA sikicTio kommanii Yaarkoy Meiimkop Menikan [TpogakTc
Ko., JIta., nns BupoOHunTBa mactupi 6akrepunnanux Toprooi mapku IGAR Bignosinae Bumoram crannapry ACTY EN

ISO 13485.

Hexnapamist Nel18-03/2016-IGAR "10" Gepesust 2026 poky (pemakuist 13) mpo BiamoiaHicTe BuMoram TexHiYHOTO
perjiaMeHTy 111010 MeAMYHUX BUPOOiB. Jleknapallis ckiiajeHa Imij| [MUIKOBUTY BianoBigansHicTh TOB «lIrapy, 1o BiAmosigae
3a BBEJICHHSI MEIMYHOTO BUPOOY B OOIT.

g L T
O EKEHOIG

N S /
IS
RO

AT A RS

Buxos B.I'.




