MakTHYHa aapeca: Business address:
gyn. METARICTIB, 20, 20, METALISTIV Str. KYIV,
m. KWIB, YKPAIHA, 03057 ® 03057, UKRAINE
MicyeaHaxoaxeHHA: IGAR Registered address:
gyn. MUXAANA BOMUYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KWIB, YKPATHA, 01103 01103, UKRAINE
Tenfdaxkc (044) 585-34-55 (53, 56) e e phoneffax 380-44-585-34-55
E-mall: info@igar.ua 380-44-585-34-56

E-mall: info@lgar.ua

CEPTH®IKAT AKOCTI
Yeprens 2023

Bupoonnkx: TomapHcTBO 3 00Mexeno010 BinmoigaaenicTio "ITAP"

Micne3naxopreHaa: By, Muxaiina Boiuyka, 18-A, M. Kuis, Ykpaina, 01103, Tenedon/axc: +380445853455
Micnie BapobuAnTBa {BHpobHu4i noTyxkH0cTl): Zhenjiang Huayang ILatex Products Co., Ltd.

Lianhe Village, Xinba Town, Yangzhong City, Jiangsu Province, 212212, P. R. China

TIpoayxmis: PyxkaBHYKN MeAW9HI JaTekcHi xipypriuni npanyapeni crepuasai PIBEPT'JIOB3 Toproeoi Mapkn
IGAR

Pozmip: | 6.0 | 6.5 | 7.0 8.0 | 8.5 \

ITapris Ne:  P20230628
Kimpxicte: 218 000 map

IlaM mATBEpIKYETHCA, MO JUIM BKA2aHOI BHINE IPOJAYKII NPOBOHTHECH IEpeBIpKa Iepej] BiABAHTAXKSHHAM Ta
BAjiacThed CeprudixaT aHami3y, SKHif I ITBEP/HKYE AKICTH TPOAYKII.

Pykapudgku MaloTh aHaroMiuHy GopMy (J1iBa, IpaRa) 3 BAJAKOM HAa MAHXET] TA INaJKO TeKCTYPOBAHOK MOBEPXHEIO
JICJICH] Ta ITANGMIB.

Mn rapanTyeMo, mo IICHA HAMIOl INEPeRIPKH NUILXOM BHIIAJKOBOrO BLAOOPY, JaHAa MAapTis NPOAYKIN BIAIIOBIAAc
BAMOTaM BHPOOHHITBA 32 CHCTEMOIO yoparmiHHA fkicTio BiamoBigHo go JICTY EN ISO 13485 Ta € BimoBigHO
KBaM}pIKOBAHOIO.

CEPTH®IKAT CTEPHRJIBHOCTI
Yeprens 2023

Iaptis: P202306238

Tepmin mpugatocTi: 2026.05

Bupoonnkx: TosapucTBO 3 00MexeH010 BitmoigaasnicTio "ITAP"
Micne3naxoypxenaa: By, Muxaiina Boiuyxka, 18-A, M. Kuis, Ykpaina, 01103, Tenedon/axc: +380445853455
Micnie BapobuAnTBa {BHpobHU4i noTykH0cTl): Zhenjiang Huayang ILatex Products Co., Ltd.

Lianhe Village, Xinba Town, Yangzhong City, Jiangsu Province, 212212, P. R. China

TIpopyxmis: PyxkaBHYKH MeAWYHI JATEKCHI Xipypriuni mp gpgjﬁjt‘r‘gp; Hi PIBEPTJIORB3 Toproeoi mapku
IGAI-l so\ o \\QJ@,\-\
Pozmip: JOKY MEHTIB %!

| 6.0 | 6.5 | 7.0

3arampHa KUBKicTh: 218 000 map

\
IlrM miATREpAKYETRCS, MO XIPYPridHl PyKaBHYKH OYJI0 OpoCTe 3RAtio TAMMA-BUOPOMIHIOBAHHM. [Ticist
CTepHIIIZaIii XKHBAX MIKPOOPraHi3MIE HEMAE.
PykarHYKH cTepAIBHL, aNipOreHH], HETOKCHYHI, OJ[HOPa30BOT0 RAKOPHCTAHHS.

PezymsTaT creprunizamnii:
1Ta mapris mpoaykiii 6yia MpocTepHiiiz0BaHA TAMA-OIIPOMIHSHHAM.



CEPTHPIKAT AHAJIIY

Bapotnnk: ToBapHCTBO 3 00MexkeHOW BifmoRitansmicTio "ITAP"
MicnezHaxomxeHHa: ByI. Muxa#ina Boiayka, 18-A, M. KuiB, Ykpaina, 01103, Tenedon/dakc: +380445853455

Micnie rupobHUITEA (BupobHmdi notyxa0CTi): Zhenjiang Huayang Latex Products Co., Ltd.
Lianhe Village, Xinba Town, Yangzhong City, Jiangsu Province, 212212, P. R. China

Yeprenn 2023

IMpomykmis: PyKapRYKH MeIWTHI JaTekcHi Xipypriudi npunyapeni crepaasai PIBEPIJIOB2 ToproBoi Mapku

IGAR
KimbKicTh: 218 000 map
IlapTist Ne: P20230628

Hara surotorneHHa: 2023.06
TepMin npraaaTHOCTI: 2026.05

IMaM miATRepAXKYETRCH, Mo 3rigHoe 3i craagapToM JCTY EN 455 Bunajgkoro BifiOpaHi 2pa3Kd BKA33aHOI BHINE OPOAYKIILL
OyIH nepeRipeHi 2 pe3yILTaTaMH, IO HaBeAeHI HIKIE:

Po3Mmip Bamorn Pe3yIsTaTH HepeBipkn
6.0 >260 MM/77+5MM >266 MM/77-78 MM
6.5 >260 MM/83+5MM >270 MM/82-84 MM
HJoBXKHHA/IMPUHA 7.0 >270 MM/89+5MM >273 mn/88-90Mm
7.5 - -
8.0 >270 v/ 1024-6MM >276 vv/101-104Mm
8.5 >280 v/ 108+6MM >282 Mm/106-108Mm
BaacturocTi Bamorn Pe3yIsTaTH HEepeBipkn
TornmHa, MM >0.10 >0.16
MirHicTsE Ha pO3pHB Jo cTapiHnHa N >9 >123
MakcHMAaNBHE pOTATYRAaHHA (%0) >750 >840
Jio CTapiHHA
MirHicTE HA PO3PHB TicHsA cTapiEag N >9 >109
MakcHMAaNBHE POITATYRAaHHA (Y6} > 560 > 635
MCHs cTapiHAA
Buict nyipH < 51.9
AQL 1,5 (315 o) P e 1
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YnakyBaHHA: 3aaKOBaHi IOMAPHO ¥ CTEPUIIBH

I'yproBa ynakoeka 50 map. _
3amaKoBaHO Y TPAHCIOPTHI K0po6H mo 400 mip. LI
BHToTORTIEH] 3 HATYPALHOTO JTaTeKCy, 6110-1ps ﬁg.w |

ITpunyapeHi MOAHDIKOBAHAM KYKYPY/I3SHHA] NP aneM.

periaMenTy moAo0 MeIHIHHX BHpoOiB. Jeknapais _1_ i 'iﬁ’ﬁimconm'y BignmoRifamsHIcTE TOB «Irapy», mio RiADOBIAaE
32 BBe/IeHHEA MeIHTHOTO BHpoOyY B 00ir.
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AEKAIAPALIA NPO BIANOBIAHICTD
Ne212-10/2016-1GAR Big "30" TpasHa 2022 poky
{(penakuia 10}

TosapucTeo 3 obmexenoro BignoeiganeHictio "IFAP", kog €APNOY 19243202,
8 ocobi gupekTopa Bukoea Bnagucnasa Meopritosnya, niaTeepaMye, Wo MegUYHMIA BUDI6

Pykasuuku meaunyHi naTekcHi Xipyprivdi crepunoHi RIVERGLOVES Toprosoi mapkv IGAR
Knac 6esnexu: lla
BupobHuK ToBapucTeo 3 06MEKEHOIO BignosigancHicTio "ITAP"
Micue3HaxoReHHn: 8yn. Muxaina Goluyka, 18-A, m. Kuie, Yipaina, 01103,
TenepoH/daxc: +380445853455
Micue supobruutea Tianchang Hengsheng Medical Devices Co., Ltd,,
(BupobHuyi noty:kHocTi)  Qinlan industrial Park 239341 Tianchang City, Anhui Province, People’s Repubiic of
China
Micue supobHuuTBa  Anhui Anyu Latex Products Co., Ltd,,
(BupebHuui notyxHocti)  Ne 95 Yuhe Road, 233010 Bengbu, Anhui, Peaple’s Republic of China

modudikauii meduynozo supoby Haeederi e Jodamuy Nel do darol exnapayii npo eidnosidricme

Bignosifae Bumoram TEXHIYHOMD pernameHTy WoAo MeanuHux Bupobis, 3aTeepPKeHOro NOCTAHOBOIO
KaGinety MinicTpis Ykpaiuu Big "02" »kostHa 2013 poky Ne753,

a TaroM:

ACTY EN 455-1:2014 "3axucHi 3acobu. PyKaBUUKU MEAWYHI 04HOPA30BOTO BUKOPUCTaHHA. YacTuha 1. Bumoru
Ta MeToAM sunpobysaHHA WoAD BiaCyTHOCTI oTBopie (EN 455-1:2000, IDT)";

ACTY EN 455-2:2015 "Meauuni pyKaBuuku 4na OJHOPA30BOro 3actocysadHa. YacTuHa 2. Bumoru Ta
8unpobysanHa Gisnuknx snactueocteit (EN 455-2:2015, IDT};

ACTY EN 455-3:2014 "3axuchi 3acobu. PYKaBUUKY MEAMYHI 04HOPA30B0Tr0 BUKOPUCTaHHA. YacTura 3. Bumoru
Ta MeToAM BUNpoGyBaHHA wo a0 HicNoriuHOro OUiHIDBAHHA {EN 455-3:2006, IDT)";

ACTY EN 980:2007 "Crmeonm rpanNH: ;J,nn M2 PRYBAHHSA JaEH obie {EN 980 2003, IDT)";

1L£Bb1§|1\35én Ihh f{y auji Mmpoopramsma Ha BUpobax";

\DTIB%fPMzME- DT} "Meguuni supobu. Cucrema

L«,"-‘..

Jukom (15O 14971:2007, IDT)";
42009, IDT) "Bionoriude OUiHIOBaHHA

ACTY EN ISO 10993-5:2015 (EN 1SO 10993-5:2009, IDT; 156~ 10993-5:2009, IDT) "Bionoriuse OWHIOBAHHS
meanuHnx supobis. YactHa 5. BunpoBosyBaHHA Ha LMTOTOKCUYHICTb in vitro™;

ACTY 1SO 10993-10:2004 "Bionoriune ouiHOBaHHA MegMuHux BupobiB. YacTuha 10. BunpofiyeaHHa Ha
noApasHeHHA Ta ceHcnbinizaniw {1SO 10993-10:1995, IDT)™;

ACTY EN 15O 11607-1:2015 (EN ISO 11607-1:2009, IDT; 15O 11607-1:2009, IDT) "Bupobu mepuyni
npocrepwaizoBaHi. [MakoBanHA. YacTuHa 1. OcHOBHI Bumorm mo matepianie, CrepunbHuX Bap'epHux |
NaKyBaAbHUX CHCTEM";

Paxruqna apgpeca: syn. METATNICTIB, 20, m. KMIB, YKPATHA, 03057 Business address: 20, METALISTIV Str, KYIV, 03057, UKRAINE
Micuesuaoxopkenns: syn, M. BOMUYKA, 18-A, m. KMIB, YKPATHA, 01103 Registered address: 18-A, M. BOYCHUK 5tr, KYIV, 01103, UKRAINE
Ten./pake: (044) 585-34-55 [53,56) phone/fax: +38 {044) 585-34-55 (53,56}

E-mail: info@igar.ua, web: www.igorua E-mail: info@igar.ua, web; www.igarua



ACTY EN 150 11607-2:2015 (EN SO 11607-2:2009, IDT; ISO 11607-2:2009, IDT) "Bupofu meguudi
npocTepunizoeadi. MakosanHa. Yactuaa 2. Banigauindi sumoru";

ACTY EN 1SO 14155:2015 "KnainidHi gocaigmenna meandHux Bupobis ana moaei. HanexHa KAiHiMHA NPaKTUKa
{EN1SO 14155:2011+EN 1SO 14155:2011/Cor.1:2011, IDT}";

ACTY EN ISO 11137-1:2015 (EN 1SO 11137-1:2006, IDT; 1SQ 11137-1:2006, IDT) "Crepunizauin Bupobis
MEeAUYHOTO npu3HaveHHA. Pagiauiina crepunizauia. Yactuna 1. Bumorn go pospofinedns, sanipauii Ta
MOTOUYHCTO KOHTPONIO NPOLECY CTepUAIZanil meguuHUX Bupobie";

ACTY EN SO 11137-2:2015 (EN 1SO 11137-2:2013, IDT; ISO 11137-2:2013, IDT} "Crepunizauia eupobis
MeaUYHOro NpU3HaveHHa. Paajauiiina crepunizayia. YactvHa 2, BCTAHOBASHHA CTEPUAIZYIONOT A03KM";

ACTY 1SC 14644-1:2009 "Yucri npumilkenHs Ta noe'asadi 3 HUMKU KOHTPOAbOBaHI cepegoBuMila. YacTuha 1.
Knacudikauia vukcrotv nositpa (IS0 14644-1:1999, IDT)";

ACTY 1SO 14644-2:2008 "YucTi npumillesHa Ta NOB'A3aHI 3 HUMKW KOHTPONLOBAHI cepenosmila, YactuHa 2.
Bumorn 1o KOHTROMOBAHHA W MOHITORUHIY BNA NigTBepaKeHHA BignosigHocTi ACTY I1SO 14644-1 {ISO 14644-
2:2000, IDT)";

ACTY EN 455-4:2014 "3axucHi 3acobu. PYKaBUUKN MEAUUHI OAHOPA30ROIG BUKOPUCTAHHA. YacTuHa 4. Bumoru
Ta METCAM BUNPOBYBaKHA ANA BUIHAYEHHS CTPORY npuaaTHocTi (EN 455-4:2009, IDT)",

Ha nigcrasi:
OuiHkn Ta cxBaseHHA GYHKUIOHYBAHHA HOMOAEKCHOT CUCTEMW YNPABAIHHA AKICTIO 3rigHo 3 Joaatkom 3 Ao
TexHiuHOro pernameHTy WoaAD MmegnyHux BUpobis.

CepTw’q)iKar Bi,g.ﬂOBi,ﬂ,HOCTi Ha npogykyito Ne R3M 804 032/2 B2, BwaaHnii opraHom 3 ouiuku signosigHocti TOB
"YKPAIHCbKHMWA IHCTUTYT CTAHBAPTIB" {UA.TR.137), aikicknid 2o "17" ciuna 2027 poky.

Jernapauia ckiagena nig uiAkoBUTY BignoeiganeHicTs TOB "ITAP”, wo BignoBiAaE 33 BBEARHHA MegUUYHOro
Bupoby B 06ir A8 3aCTOCYBAHHA B MEAWYHIW NpaKTULI.
TexniuHa AOKYMEHTaLIA A4NA LiReil nigTeepaeHHA BigNO8iaHOCTI 30epiraeThca 3a aapecow;
syn. MeTanicrig, 20, m. Kuig, Yrpaina, 03057

Aeknapauia yuHiHa go: "17" ciuna 2027 poxy.
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Daxruung appeca: syn. METATIICTIB, 20, m. KMIB, YKPAIHA, 03057 Business address: 20, METALISTIV Str, KYIV, 03057, UKRAINE
MicussHaxomkerHa: Byn. M. BOMYYKA, 18-A, m. KAIB, YKPAIHA, 01103 Registered address: 18-A, M. BOYCHUK 5ir., KYIV, 01103, UKRAINE
ren./axc: (044} 585-34-55 (53,56] phone/fax: +38 {044) 585-34-55 {53,508}

E-mail: info@igar.ug, web: www.igar.ua E-mail: info@igar.ua, web: www.igar.ua
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JONATOK
A0 AEKNAPALIT NPO BIANOBIAHICTb Ne12-10/2016-IGAR sig, "30" TpasHs 2022 poky {pegakuia 10)
PYKaBU4KKU meaMyHi AaTeKcHi Xipyprivdi ctepuneHi RIVERGLOVES Toprosoi mapku IGAR
BupcObHuk ToBapucreo 3 06MeEMEHOK BignosiganbHicTo "IFAP"
MmicuesHaxomkeHHa: Byn. Muxahina bolluyra, 18-A, m. Kuis, YKpaiHa, 01103,
Tenedon/daxc: +380445853455
Micue BupobHuyrsa Tianchang Hengsheng Medical Devices Co., Lid.,
{BupoBHnui notykuocti)  Qinlan Industrial Park 239341 Tianchang City, Anhui Province, People’s Republic of
China
Micue supofiHuurea  Anhui Anyu Latex Products Co., Ltd.,
(BupobHuui noryxHocti)  Ne 95 Yuhe Road, 233010 Bengbu, Anhui, People’s Republic of China

Aopartok Nel
Ao Aexnapauii npo eigrosipgHIicCTb

Ne Hassa moaudikayii meauyHoro Bupoby Hazsa moaudiragii meguunoro enpoby
3/n SHFAIMCBKOKD MOBOID YKPAIHCbKOK MOBOHD
1. | Medical latex surgical powdered sterile gloves | Pyxasuukn meguudi  nartexcHi  xipypriusi  npunyapeti
RIVERGLOVES trade mark IGAR, size 6 crepunbHi RIVERGLOVES Toproeoi mapku IGAR, poamip 6
2. | Medical latex surgical powdered sterile gloves | PykasuukM mMeaMuHi  natekcHi  xipyprivdi  npunyapedi
RIVERGLOVES trade mark IGAR, size 6.5 cTepuabHi RIVERGLOVES Toprosoi mapku IGAR, poamip 6.5
3. | Medical latex surgical powdered sterile gloves | Pykasutkn meguuni  navesxcsi  Xxipypriuni  npunyapei
RIVERGLOVES trade mark IGAR, size 7 crepunecHi RIVERGLOVES Toprosoi mapru IGAR, poamip 7
4. | Medical latex surgical powdered sterile gloves | Pykasuukn  meauuni  naTexcHi  Xipyprivni  npunygpeti
RIVERGLOVES trade mark IGAR, size 7.5 cTepuAbHI RIVERGLOVES Toproaos mapku IGAR, posmip 7.5
5. | Medical latex surgical powdered sterile gloves | Pykasuukm  meguyni  navexkcdi  xipyprivdi  npunyapesi
RIVERGLOVES trade mark IGAR, size 8 crepunbHi RIVERGLOVES Toprogsoi mapku IGAR, poamip 8
6. | Medical latex surgical powdered sterile gloves | PykaBuukn  meguuni  naTekcHi  Xipypridri  npunygapeti
RIVERGLOVES trade mark IGAR, size 8.5 cvepunbhi RIVERGLOVES Toprosoi mapku JGAR, posmip 8.5
7. | Medical latex surgical powdered sterile gloves | PykaBuukn  meauuHi  naTekcHi  Xipypriuni  npunyapeti
RIVERGLOVES trade mark IGAR, size 9 cvepunbri RIVERGLOVES Toprosei mapky IGAR, posmip 9
8. | Medical latex surgical powder free sterile gioves PyKaBu4KW  mMeauuHi  RaTercHi  Xipyprivni  Henpunyapeti
RIVERGLOVES trade mark IGAR, size 6 ,@WGLOVES TOprosoi mapku IGAR, posmip 6
9. | Medical latex surgical powder free sterile glo 5\}5/%33;1%;4 R HHI RaTeKCHi XipyprivHi Henpuayapesi
RIVERGLOVES trade mark IGAR, size 6.5 cmpluiﬁhl RJ&@_ VES Toprosoi mapku IGAR, posmip 6.5
10. | Medical latex surgical powder free sterile i{nf fltﬁﬁga\ﬁﬁéﬁ t :\14('3;1 N i XIpypriaHi_ Henpunyapen
RIVERGLOVES trade mark IGAR, size 7 y propu i Mﬁhq NES TOprasoi maprn IGAR, poamip 7
11. | Medical fatex surgical powder free sterile K K B S Me&lj 4{ NateKcHi xipyprivHi  Henpunyapedi
RIVERGLOVES trade mark IGAR, size 7.5 *| cTepUabHi RIVE.RGt( ES Toprosoi mapry IGAR, posmip 7.5
12, | Medical latex surgical powder free sterile g K@ykjauuqr\m\@e I natexcHi Xxipypfivdi  Henpunyapesi
RIVERGLOVES trade mark iGAR, size 8 J ﬁﬁ'zw.nb.n ?ﬁf LOVES Toproeoi mapkn IGAR, posmip 8
13. | Medical latex surgical powder free sterile gloves = : ﬁe,ﬂ,wm NaTeHCHE XipyprivHi Henpunyapexi
RIVERGLOVES trade mark IGAR, size 8.5 crepuneHi RIVERGLOVES TopsoBol mapkn IGAR, posmip 8.5
14. | Medical latex surgical powder free sterile gloves | Pykasmuku MEAUYH]  naTexcHi xipyprivsl  Henpunypapeni
RIVERGLOVES trade JarkAG&B size 9 cTepunaeii RIVERGLOVES ToproBol mapku IGAR, posmip 9
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WoxTudna oapeca: eyn. METANICTIB,: 20, m KMIB YKP&IHfOfBOS? Business address: 20, METALISTIV Str, KYIV, 03057, UKRAINE
Micyesnaxopkenns: syn, M. BOMYYKA, V8 A KVFIB YKPATHA, 01103 Registered address: 18-A, M. BOYCHUK Str, KYIV, 01103, UKRAINE
Ten./Paxc: {044) 585-34-55 (53,56) phone/fax: +38 [044) 585-34-55 (53,506)

E-mail: info@igar.ua, web: www.igarua E-mail: info@igar.ua, web: www.igar.ua
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