PaKTUYHa aapeca: Business address;
Byn. METANICTIB, 20, 20, METALISTIV Str.,KYIV,
M. KNIB, YKPATHA, 03057 03057, UKRAINE

®
MicuezraxomxeHHnA: IGAR Registered address:
Byn. MUXAMAA EOIZLWKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KMIB, YKPATHA, 01103 01103, UKRAINE
Ten/daic (044) 585-34-55 (53, 56) e — phoneffax 380-44-585-34-55

E-mail: info@igar.ua } 380-44-585-34-56
E-mail: info@igar.ua

CEPTU®DIKAT SIKOCTI
Tpasens 2024

Bupoouuxk: Tosapuerso 3 o6Mexenoro BianoBizaneuicTro "ICAP"
Micuesuaxomxenns: pyn. Muxaitna Botiuyka, 18-A, m. Kuis, Ypaina, 01103, tenedon/daxc: 1380445853455
Micue eupobuuuTsa (Bipo6auui TOTYXXHOCTI): Yanrkoy Mebxop Memikan Ipopaxre Ko., JItx,,

(Changzhou Major Medical Products Co., Ltd.) Exci Beiisus, 3yky Tayn, 213144, Hanwxoy Citi, nposiHuis
Hssmcy, Kurait (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)

lponyxuis:  IMaacrup baxTepHUHAHII ToproBoi Mapkn IGAR

Tum: Jiafitop (ua ocHosi cnamreiic) 8,0 x 6,0 cm auin dikeanii BHYTPIIIHEOBEHHOTO KaTeTepa

[aprisn Ne: 202402

KinexicTs: 180 000 nrryx

Lnm niaTeepaxyeTses, mo s kosxHol IapTil BKa3aHHX BHILE GAKTePUIHAHNX ILTACTHPIE BYII0 IPOBELEHO HepeBipKy
HepeN Bi/INPABKOIO Ta BHOAHO Ceprudixar anarisy, skmit I ITBEPIIKYE SAKICTH IPOAYKILL B naprii,

Mu rapanryemo, wo micas wanioi HEPEBIPKY WIAXOM BMIIAIKOBOTO Bla6opy, nana napris NpoAyRUIl Bi/UI0BInae BEMoram
BUPOCHHUTBA 32 CHCTEMOLO YUP2aBIIiHHS AKICTIO BiATOBIAMO 110 HCTY EN ISO 13485 1a ¢ BijmosigHo KBamiikopanow.

CEPTH®IKAT CTEPUIBHOCTI
Tpaeenn 2024
Bupodnuk: Tosapucrso 3 ofMexkeHoK BinnoritansuicTio "ICAPY
Micuesnaxomxenns: syn. Muxaiina Boituyka, 18-A, M. Kuis, Yxpaina, 01103, Tenedon/paxe: +380445853455
Micue Bupo6aMiTE (BupoGHuyi noTyxsocti): Yaurkoy Meticop Menixan Hpogakte Ko, JItn.,
(Changzhou Major Medical Products Co., Ltd.) Exci Belisus, 3yky Tayn, 213144, Yanwkoy Citi, npoBiuiisn
Lzancy, Kurait (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)
Hponyxuis: TLnacTvp GaxrepHuHIANiL TOProeoi mapkn [GAR
Tw: JlaiiTnop (ma ocuosi cnanneite) 8,0 x 6,0 oM qwa thikcanii BRYTpiIHEOBEHHOrO KaTerepa
ITapris Ne: 202402
Kinskicts: 180 000 wryk
Mrm MTBEP/KYETRCA, 110 BKA3aHi BHIUE TOBAPH OYNH npocTepunizorani OKCHIOM €THIGHY IIEpe/] BiIIPABKOKD,

Herkana npogyxnis na ocuosi CliasiieHc TOProBoi Mapku IGAR, sika mpoiinora Hpouec CTepumizanil, € CTepuIBHOIO Ta
De3neuHoo 1A TKAHHH A0 IH.

CEPTHDIKAT AHAJIIZY
Tparens 2024
Ipoayxuis Ilnacrap 6axrepuununnii Toprosoi mapku IGAR
THn JlaiiTriop (ma ocHogi cnanieiic) 8,0 x 6,0 em pan dircanii BHYTPINIHLOBEHHOIO KaTeTepa
IlapTig Ne 202402
Hata suroTosnenHs 2024.05
Tepmin npunaraocTi 2029.05
N ACIEKT mepepipkn Texuiuni BHUMoOrn | Pezyanrar J
3oBHIMIHIA BUTILZY L. HoBepxns moBuHHa GyTH THCTO, §e3 3aNMHNIKIB TacTH Ha BIAIIOBiAaE ‘
3BOPOTHIH cTOpOHI

A ou S O5E7
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2. 3axucnuit nianip nmoBunen 6yTH pisHuM, He3 oil,
abcopOyroua IoaylIeyKa IOBMHHA 3HAXOIUTHCE B LEHTpI
Posmip 1. Binxunenss no gopxwuHi: + 2.0 MM BIAIIOBIgae
2. BigxuneHns 1o mupumi: 1.0 MM
Marepian Cruan Tepunen, Bickoza /
OCHOBH 5
Bara He menine 40 r/m’ 45 r/m
MimnaicTs Ha pospus
. POSPHE y He menme 14 H 20H
TONEPETHOMY HAPIMKY ) ; . ,
— (Mawni s mepesipku 6asyroTbCs HA TIEPEBIPINl MaTepiany y
MiusicTs Ha pospus y 5
CYXOMY cTaHi) 120 H
MAaITHHHOMY HAOPAMKY
Kreiika Tun TepMmornaskuit knei /
PEHOBHHA - T 5 3
BwuicT wretikoi peosnny | He mermie 25 r/m 32 /M
Enacruunicrs Hpw postaryeanni 6aktepuuranoro [NACTHDY, 301IBIEHHA BifmoBizae
10 JOBXHHI He IIOBUHHO HepeBRUIyBaTH 5%
Hormuraroua | Hexeiixuit map Honietnen f
TOJYIIETKA ” ;
y Hornunarounii map Tepunen, sickosa /
Bara He menme 120 r/m® 160 r/v* +7
. Bara nornunarouoi mojymeuxu nopmuna 30IMLINUTHEE B 6 .
PiseHs nornmunaunns A ' 6.5 pazin
[ra3iB HICHA TeCTYBAHHS
(o) . a
I'nsauuesuit manip He menwe 45 rim® 65 /v
InTencuricTs BigpHRY He amxue 1.0 Hiom 3.3 H/em
IlepeBipka crepuasHocTi BaKTepUIMIHIA NIACTHD NOBHHEH OyTH crepuaBHUM CTEPHIIBHRE
3aNMINKK SIOKCHIHOTO ETaHy SAIHIIKH He NOBHHHI IrepeBuLlyBatn 10 Mxr/r 7 MKL/T
Iaxysannsa I. TaxkyBanns nopunHO ByTH oxaluum, HEYTUKOIKEHHM.
3MicT eTHkeTKH Mae 6yTH 1iTKO 3PO3YMITIM
2. Kinexicts, 3a3nmauena  Ha YHAKOBL, TIOBMHHA 6yTH BIJITIOBITAE
[IPABHNBHO) _
3. Maxypanns mae 6yTH sameqaranmy |

[Iponaxre Ko., Trn. ans BHPOOHHITBA GaKTepHIHANIX Wiactpis Ty JlaiToop Toprosoi MmapkH IGAR sinnoeinae
BuMoram crangapty JICTY EN ISO 13485:2016.

Hewnapartis Nel8-03/2016-IGAR sig "18" Oepesna 2024 poxy (pegakiyis 12) npo BianosimmicTs sumoram TexHiunoro
PEITIAMEHTY OO METHYHUX BUPOGIB. Hexnapauis cknanena min UiNMKOBHTY BiAMORinansHicTs TOR «Irapy, mo Bignoeinae
32 BBCICHHA MEJMYHOrO BHPOOY B 0BT,

Buxos B.I".
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dakTuuHa agpeca: Business address:
Byn. METANICTIB, 20, 20, METALISTIV Str.,KY1V,
M, KUIB, YKPAIHA, 03057 03057, UKRAINE
MicuesHaxoaKeHHs: Registered address:
Byn. MUXAWIA BOVUYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KWIB, YKPAIHA, 01103 01103, UKRAINE
Ten/daxc (044) 585-34-55 (53, 56) g e 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
Jlucronan 2025

Bupo6uux: Tosapucrso 3 o6mesxenoro pianosinansuicrio "ICAP"

MicuesnaxomkesHas: Byl Muxaiina Boituyka, 18-A, M. Kuis, Ykpaina, 01103, Tenepon/daxc: +380445853455
Miciie Bupo6uuursa (Bupobuunui motyxsocti): Yaurkoy Meitmkxop Meaikan ITpoxaxre Ko., JIta.,

(Changzhou Major Medical Products Co., Ltd.) Exci Beiiaun, 3yky Tayn, 213144, Uanwkoy CiTi, npoBiHLis
[zsucy, Kurait (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)

TMponyxuis: nacrup 6axrepuuuaanii Toprosoi mapku IGAR

Tur: Jlaiitnop (na ocuosi cianseiic) 8,0 x 6,0 v s dixcauii BHyTpIlUNBEOBEHHOr0 KaTeTepa

Mapris Ne: 202504

Kimpkicte: 288 000 mryx

(1M T ITBEPIIKYETBCS, MO IUTA KOXKHOT MApTii BKa3aHWX BUILE GAKTEPHUIMIHIX MIacTUpiB G0 MPOBEEHO [EPEBIpKY
nepen Bianpaskoto Ta Buaano CepTHoikaT aHaisy, sIKHif TIXTBEPIKYE AKICTL TPOAYKIIi B mapTii.

MW rapaHTyeMo, IO TIiCTS HaIIol NepeBipKu MIISXOM BHIaAKOBOTO BifOOpY, aHa mapTis MPOAyKIii BiANOBiZaE BUMOram
BUPOGHMITBA 33 CUCTEMOIO YNpaBiiHHA skicTio Bigmosiguo xo JCTY EN ISO 13485 Ta ¢ BiamosiaHo kBanihikoBaHO!O.

CEPTU®IKAT CTEPRJIBHOCTI
Jucronan 2025
BupoGuuk: ToBapucTBo 3 o0MeskeHoro BinnosigansuicTio "IFAP"
Micuesnaxomkenns: By, Muxaiiia Boituyka, 18-A, m. Kuis, Vkpaina, 01103, tenedon/daxc: +380445853455
Micue Bupobuunnrsea (Bupobuuyi motyxHocti): Yanrkoy Meiimxop Mexikan [poxakre Ko., JIta.,
(Changzhou Major Medical Products Co., Ltd.) Exci Beitsinp, 3yxy Tayn, 213144, Yanwkoy Citi, MpoBiHUIS
[3sacy, Kurait (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)
[ponyxuis: Ilnacrup GaxTepunuanuii Toprosoi mapku IGAR
Tum: Jlaiitriop (Ha ocHosi crianuieiic) 8,0 x 6,0 cM s dikcanii BHyTpilINLOBEHHOr0 KaTeTepa
IMaptis Ne: 202504
Kinpkicte: 288 000 mTyk
[IyM MiATBEPIUKYETHCA, IO BKA3aHi BUILE TOBApH Gy POCTEPHIII30BaHi OKCHIOM ETHIICHY NIEPEN BIANPABKOIO.

HeTkana npojyKiis Ha OCHOBI cramneiic Toprosoi Mapku IGAR, ska npoiiiuma npouec cTepuiisanii, € CTePHILHOIO Ta
Ge3rneuHoI0 171 TKAHWH JTIOAHHH.

CEPTUDIKAT AHAJII3Y
Jlucronazn 2025
[Mpogykuis Ilnacrup 6axrepunuanuii Toprosoi mapkn IGAR
Tun JlaiiTiiop (na ocnosi caneiic) 8,0 x 6,0 cM urst dikcanii BRYTPilNHLOBEHHOT0 KaTeTepa
[Tapris Ne 202504
JlaTa BUTOTOBJICHHS 2025.10
TepMiH NpUOATHOCTI 2030.10
AcHeKT nepeBipku Texuiuni BUMOTH PesyabTatr

3oBHILTHI BHTISA 1. ToBepxHs MOBHHHA GYTH YUCTOIO, 6€3 3aNUIKIB MTACTH Ha | BLATIOBIIA¢

3BOPOTHI# cTOpOHI

fhe g “opdiug g’f L3 05 Lt G%(///




2. 3axucHuil nmamnip mosuHeH 6yTH piBHUM, 6€3 oIl
abcopOyroya moxyuIeyka IOBMHHA 3HAXOAUTHCH B IEHTPI
Posmip 1. Bigxunenns o posxudi: £ 2.0 MM BifroBigac
2. Bigxunenns rmo wmpuHi: 1.0 MM
Marepian Cxnag Tepunen, Bickosa /
OCHOBH 5 ;
Bara He menumie 40 r/m 45 r/m
MiusicTts Ha po3pHB
POSPHB Y He menme 14 H 20H
MONEePEYHOMY HanpsMKy . . . .
— (Hani ans rmepesipku 6a3ytoThes Ha TIepeBiplli MaTepiany y
MIHICTL Ha PO3PHB Y ;
CYXOMY CTaHi) 120H
MAallHHHOMY HalpsMKy
Krefixa Tun Tepmonnasxuit xneit /
peyoBHHA - — 3 "
Buicr kitetikoi pewoBunu | He mene 25 r/m 32 r/m”
Enacruunicts Ipu po3raryBaHHi 6aKTEpHLMIHOTO IIACTHPY, 30iNbUICHHS S —
110 IOBXXHHI HE MOBHHHO NEpeBUILYBaTH 5% & ’
[ornmuaroua | Hexnelixuit map Ilonierunen /
NoAylueuKa N .
) IMornuHarounit wap Tepunen, Bickoza /
Bara He menme 120 t/m’ 160 /M +7
. Bara mornuHa04oi moAyIeyYKky TOBUHHA 301TLIIHTHCE B 6 .
PiBeHb nornuHaHHs o 6.5 pasis
pasiB Iicys TECTyBaHHS
[nsHuesnit namip He menme 45 r/m? 65 r/m”
THTEeHCHBHICTD BIPUBY He nmxue 1.0 H/em 3.3 H/em
[Tepenipka cTepUIILHOCTI baxrepunuaauil IacTHp NOBUHEH OYTH CTEPHILHUM CTEpUIBHUH
3anKuIKK eNOKCHIHOrO eTany 3anuIKky He NOBUHHI nepesrmyBaty 10 MKT/T 7 MKr/r
[Makysanus 1. TlaxyBaHHs IOBHHHO OYTH OXalfHHUM, HEYUIKOMKEHHM.
3MICT €THKETKH Ma€ OYTH YiTKO 3p03yMiliuM
2. KinpkicTp, 3a3HayeHa Ha YIOAKoBUi, NOBUHHA OyTH | Bigmosizac
TMPaBUJIBHOO
3. TlakyBanHs Mae OYTH 3ameyaTaHuM

BucHoBok: BumieHase/ieni pe3ynbTaTi BiANOBIIalOTh BUMOTaM BIATIOBIAHUX HOPM Ta CTAHAAPTIB 100 GAKTEPULIMAHIX
nnacTrpis THITy JlaTop Toproeoi Mapku IGAR. Cucrema yrpasnsuus sxicTio koMmanii Yanmkoy Melimkop Meaixan
[Mponaxre Ko., JIta. ans BupobHunTBa SaKTepUUMIHMX acTupis THIry JlakTnop Toprosoi Mapku IGAR Bigmosigae

Bumoram craupapty JCTVY EN ISO 13485:2016.

Hexnapartist Nel18-03/2016-IGAR Bix "18" 6epesus 2024 poxy (penakuis 12) npo BigmosiguicTs BrmoraM TexHITHOTO
perjaMeHTy o0 MeAMYHIX BUpoOiB. Jlekmaparis ckiIafeHa i LUIKoBUTY BianosinansHicts TOB «Irapy, mo Binnosigae
3a BBEJACHHS MeJIHUYHOro BUpoOy B 00ir.

Buxos B.I.
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