A GAR

OEKNAPALIA NPO BIANOBIAHICTb
N212-10/2016-IGAR s8ig "21" uepsHa 2019 poky

(pepakuin 6)

ToBapucteo 3 obmexeHoto sianosiganbHictio "IFTAP", kog EAPMNOY 19243202,
B 0cobi AnpekTopa bukosa Bnagucnasa FeopriftioBuya, NiATBEPAXKYE, WO MeAUYHMNIA BUPIO

PyKaBUUYKU MeAUYHI naTeKcHi XipypriuHi crepunbHi RIVERGLOVES Toprosoi mapku IGAR
Knac 6esneku: lla
Bupo6Huk ToBapucTeo 3 o6merkeHolo BignosiganbHictio "IFTAP"
MicuesHaxoaKeHHa: Byn. Muxaiina Boiuyka, 18-A, m. Kuis, YkpaiHa, 01103,
- TenedoH/dpakrc: +380445853455
Micue BupobHuuTBa Anhui Haojie Plastic & Rubber Products Co., Ltd.,
(Bupo6Humui noTyxkHocTi) Ne 170 Daging Road, 233010 Bengbu, Anhui, China
Micue supobruutea Tianchang Hengsheng Medical Devices Co., Ltd.,
(BMpo6Hmui noTyxHocTi) Qinlan Industrial Park 239341 Tianchang City, Anhui Province, People’s Republic
of China
Micue BupobHuuTBa Anhui Anyu Latex Products Co., Ltd.,
(BupobHuui noTyskHocTi) N2 95 Yuhe Road 233010 Bengbu, Anhui, People’s Republic of China

_modudirayii meduuHo20 8upoby HasedeHi 8 Jodamky Nel do daHoi eknapayii npo eidnosioHicme

BiANOBifAE BUMOram TexHIYHOrO pernameHTy LWOAO MeAUYHUX BUPOBiB, 3aTBEPAKEHOrO NOCTaHOBOK KabiHeTy
MinicTpis Ykpainu Big "02" »oBTHA 2013 pokry N2753,

a TaKOX:

ACTY EN 455-1:2014 "3axucHi 3acobu. PykaBUUKM MeMYHi OLHOPA30BOro BUKOPUCTaHHA. YacTuHa 1. Bumorn Ta
MeToAM BUNpobyBaHHA Wwoao sigcyTHocTi oteopis (EN 455-1:2000, IDT)";

ACTY EN 455-2:2015 "MeauuHi pyKaBUYKM [18 OAHOPA30BOrO 3acCTOCyBaHHA. YacTuHa 2. Bumorn Ta
BunpobyBaHHA disnuHMx Bnactusocten (EN 455-2:2015, IDT)";

ACTY EN 455-3:2014 "3axucHi 3acobu. PykaBUYKM MeaMyHi 04HOPa30BOro BUKOPUCTaHHA. HacTuHa 3. Bumoru ta
MeToAM BUNpobyBaHHA Wwoao 6ionoriyHoro oujiHosaHHA (EN 455-3:2006, IDT)";

ACTY EN 980:2007 "CumBonu rpadiuHi 4na mapkyBaHHa meanuHmx Bupobis (EN 980:2003, IDT)";

ACTY EN 1041:2015 (EN 1041:2008+A1:2013, IDT) "Bupobu meanuHi. IHpopmalLtis, AKY Hagae BUPOBHUK';

ACTY EN I1SO 11737-1:2015 (EN I1SO 11737-1:2006, IDT; ISO 11737-1:2006, IDT) "Crepunizauia 3acobis meanyHoi
TexHiku. MikpobionoriuHi meTogu. YactuHa 1. BUsHaueHHA nonynaLii MikpoopraHiamis Ha Bupobax';

ACTY EN ISO 13485:2018 (EN ISO 13485:2016, IDT; I1SO 13485:2016, IDT) "MeauyHi Bupobu. Cuctema ynpasiHHs
AKICTIO. BUMorun oo peryntoBaHHA";

ACTY 1SO 14971:2009 "Bupobu meauuHi. HactaHoBwM WoAo ynpaeniHHa pusmkom (1SO 14971:2007, IDT)";

OCTY EN ISO 10993-1:2015 (EN ISO 10993-1:2009, IDT; ISO 10993-1:2009, IDT) "BionoriyHe OLLHIOBaHHs
MeMYHUX BUPO6iB. YacTnHa 1. OUiHIOBAaHHSA Ta TECTYBaHHA B paMKax NpoLiecy ynpasaiHHA pUsmkammn';

ACTY EN ISO 10993-5:2015 (EN ISO 10993-5:2009, IDT; ISO 10993-5:2009, IDT) "Bionori4He OLHIOBaHHSA
MeMYHUX BUPO6iB. YacTnHa 5. BUNpo6oByBaHHA Ha LMTOTOKCMYHICTb in vitro";

ACTY 1SO 10993-10:2004 "bionoriyHe OLHIOBAHHA MeAMYHUX BMPOGIB. YacTHa 10. BunpoOyBaHHA Ha
noApasHeHHa Ta ceHcmbinisauito (1ISO 10993-10:1995, IDT)";

ACTY EN ISO 11607-1:2015 (EN ISO 11607-1:2009, IDT; ISO 11607-1:2009, IDT) "Bupobu meanyHi
npocTepunioBani. MakosaHHA. YactHa 1. OCHOBHI BMMOTM [0 Matepianis, crepuabHux 6ap'epHux i
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@aktnuna appeca: syn. METATTICTIB, 20, m. KMIB, YKPATHA, 03057 Business address: 20, METALISTIV Str., KYIV, 03057, UKRAINE
MicuesHaxopxeHs: Byn. M. BOMYYKA, 18-A, m. KMIB, YKPATHA, 01103 Registered address: 18-A, M. BOYCHUK Str,, KYIV, 01103, UKRAINE
ten./dakc: (044) 585-34-55 (53,56) phone/fax: +38 (044) 585-34-55 (53,56)

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



ACTY EN ISO 11607-2:2015 (EN ISO 11607-2:2009, IDT; ISO 11607-2:2009, IDT) "Bupobu meauuHi
npocTepunizosaHi. MakosaHHA. YacTuHa 2. BanigauiitHi sumorn”;

ACTY EN ISO 14155:2015 "KniHiuHi gocnigykeHHA meanuHux Bupobis ana mo,u.em HanexkHa KniHi4Ha npakTuKa
(EN 1SO 14155:2011+EN SO 14155:2011/Cor.1:2011, IDT)";

ACTY EN ISO 11137-1:2015 (EN ISO 11137-1:2006, IDT; ISO 11137-1:2006, IDT) "Crepunisauia Bupobis
MEZMYHOTO NpuU3Ha4veHHA. PagiauiiHa crepunisauis. YactmHa 1. Bumoru no po3pobneHHs, Banigauii Ta
MOTOYHOTO KOHTPOJIIO NPOLIECY CTepuizaLii meanuHmx Bupo6is";

ACTY EN ISO 11137-2:2015 (EN ISO 11137-2:2013, IDT; ISO 11137-2:2013, IDT) "Crepwunisauia Bupobis
MeANYHOro NpusHayeHHA. PagjauiiHa ctepunisauis. YactmHa 2. BCTaHOBAEHHA CTepuAisytoyoi 4o3un';

ACTY 1SO 14644-1:2009 "YmcTi npuMilLEeHHA Ta NOB'A3aHi 3 HUMM KOHTPO/bOBAHI cepeaosMlia. YacTuHa 1.
Knacudikauia uncrotn nositpa (1SO 14644-1:1999, IDT)";

ACTY I1SO 14644-2:2009 "Yucti npumilieHHa Ta nos'A3aHi 3 HUMK KOHTPO/bOBaHI cepefoBula. YactuHa 2.
Bumoru [0 KOHTPO/IIOBAHHA 1 MOHITOPUHIY A1s NiATBEpAMEHHA BignosigHocti ACTY I1SO 14644-1 (1SO 14644-
2:2000, IDT)";

ACTY EN 455-4:2014 "3axucHi 3acobu. PykaBuukM meamuHi O4HOPa30BOro BUKOPUCTaHHA. YacTuHa 4. Bumorn Ta
MeToAM BUNPObyBaHHA ANA BUSHaYeHHA CTPoKy npuaatHocTi (EN 455-4:2009, IDT)".

Ha nigcrasi:
OuiHKK Ta CcxBafeHHA (PYyHKLIOHYBaHHA KOMM/JIEKCHOI CMCTEMM YNpPaBAiHHA AKICTIO 3rigHo 3 JogaTkom 3 Ao
TexHi4HOro pernameHTy WOoAO MeAUYHMX BMPO6iB.

Ceptuodikat signosigHocTi Ha npogykuito NeUATR.101-399.499-2019, sugaHuit opraHom ceptudikaii
flepKaBHUM yKpaiHCbkum 06’egHanHAM "Monitexmen” (UATR.101), aiicHuit o "06" avnHa 2021 poky.

Ll,eknapau,m CKNafeHa nia uinkosuTty BignosigansHicte TOB "IFAP", wo Bignosigae 3a BBeAEHHA MeANYHOTo
BUpOOY B 06ir 4n1a 3aCTOCYBaHHA B MEAMYHIN NPaKTUL.
TexHiuHa AOKyMEHTaLLiA ANA uinen niareepaskeHHs BignosigHocTi 36epiraeTbes 3a agpecoto:
By/s1. MeTanicris, 20, m. Kuis, YKkpaina, 03057

eKnapau,m YuHHa go: "06" annHa 2021 pOKy _

B.l. buKkos
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MicuesHaxomkenHs: Byn. M. BOMYYKA, 18-A, m. KMIB, YKPAIHA, 01103 Registered address: 18-A, M. BOYCHUK Str., KYIV, 01103, UKRAINE
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Dopartok Nel
no Oeknapauii npo BignosigHictb

[IOJIATOK

no AEKNAPALLIT NPO BIANOBIAHICTb Ne12-10/2016-IGAR Big, "21" uepsHa 2019 poky(peaakLis 6)
PyKaBMUYKM MeaunuHi naTeKcHi XipypriuHi ctepunbHi RIVERGLOVES Toprosoi mapku IGAR
BupobHuk ToBapucTeo 3 obmerkeHoto BignosiganbHictio "ITAP"
MiCLie3Haxo4KeHHA: Byn. Muxaina boiuyka, 18-A, m. Kuis, Ykpaina, 01103,
TenedoH/dakc: +380445853455
Micue supobHuuTtea Anhui Haojie Plastic & Rubber Products Co., Ltd.
(BpobHuui notykHocti) Ne 170 Daging Road, 233010 Bengbu, Anhui, China
Micue supobHuuTtea Tianchang Hengsheng Medical Devices Co., Ltd.,
(Bupo6bHuui notyxHocti) Qinlan Industrial Park 239341 Tianchang City, Anhui Province, People’s Republic

of China

Micue supobHuuTea Anhui Anyu Latex Products Co., Ltd.,
(Bnpo6Huyi notyxkHocTi)  Ne 95 Yuhe Road 233010 Bengbu, Anhui, People’s Republic of China

Ne Hassa moaudikauii meauuHoro supoby
3/n QHINiICbKOK MOBOIO

Hassa mogudikauii meguuHoro Bupoby
YKPaiHCbKOIO MOBOIO

1. | Medical latex surgical powdered sterile gloves
RIVERGLOVES trade mark IGAR, size 6

PYKaBUUYKM MeAMYHi NaTeKCHI XipypriyHi npunyapeHi
crepunbHi RIVERGLOVES Toprosoi mapku IGAR, po3mip 6

2. | Medical latex surgical powdered sterile gloves
RIVERGLOVES trade mark IGAR, size 6.5

PyKaBWUYKM MeAMYHI TaTEKCHI XipyprivHi npunyapeHi
crepunbHi RIVERGLOVES Toprosoi mapku IGAR, po3mip 6.5

3. | Medical latex surgical powdered sterile gloves
RIVERGLOVES trade mark IGAR, size 7

PyKaBWUYKM MeanMYHI NaTeKCHi Xipyprivni npunyapexi
crepunbHi RIVERGLOVES Toprosoi mapku IGAR, po3mip 7

4. | Medical latex surgical powdered sterile gloves
RIVERGLOVES trade mark IGAR, size 7.5

PyKaBUYKM MeLMYHi NaTeKcHi XipyprivHi npunyapeHi
crepunbHi RIVERGLOVES Toprosoi mapku IGAR, po3mip 7.5

5. | Medical latex surgical powdered sterile gloves
RIVERGLOVES trade mark IGAR, size 8

PYKaBMYKM MeaMUHi NaTEKCHI XipypriuHi npunyapeHi
ctepunbHi RIVERGLOVES Toprosoi mapku IGAR, po3mip 8

6. | Medical latex surgical powdered sterile gloves
RIVERGLOVES trade mark IGAR, size 8.5

PyKaBUUYKM MeAMYHi naTeKCcHi XipypriyHi npunyaperi
crepunbHi RIVERGLOVES Toprosoi mapku IGAR, po3mip 8.5

7. | Medical latex surgical powdered sterile gloves
RIVERGLOVES trade mark IGAR, size 9

PYKaBUYKM MeAMYHI NaTeKCHI XipypriyHi npunyaperi
crepunbHi RIVERGLOVES Toprosoi mapku IGAR, po3mip 9

8. | Medical latex surgical powder free sterile gloves
RIVERGLOVES trade mark IGAR, size 6

PYKaBMUYKM MeaUYHi NaTeKCHI XipyprivHi HenpunyapeHi
crepunbHi RIVERGLOVES Toprosoi mapku IGAR, po3mip 6

9. | Medical latex surgical powder free sterile gloves
RIVERGLOVES trade mark IGAR, size 6.5

PYyKaBMYKM MeaMYHi naTeKCHi XipypriyHi HenpunyapeHi
ctepunbHi RIVERGLOVES Toprosoi mapku IGAR, po3mip 6.5

10. | Medical latex surgical powder free sterile gloves
RIVERGLOVES trade mark IGAR, size 7

PYKaBMYKM MeaMYHi naTeKCHi XipypriyHi HenpunyapeHri
ctepunbHi RIVERGLOVES Toprosoi mapku IGAR, po3mip 7

11. | Medical latex surgical powder free sterile gloves
RIVERGLOVES trade mark IGAR, size 7.5

PYKaBWMYKKM MeaWUYHI NaTeKCHI XipyprivyHi HenpunyapeHi
ctepunbHi RIVERGLOVES Toprosoi mapku IGAR, po3mip 7.5

12. | Medical latex surgical powder free sterile gloves
RIVERGLOVES trade mark IGAR, size 8

PYKaBMYKM MEAMYHI NaTeKCHI XipyprivyHi HenpunyapeHxi
ctepunbHi RIVERGLOVES Toprosoi mapku IGAR, po3mip 8

13. | Medical latex surgical powder free sterile gloves
RIVERGLOVES trade mark IGAR, size 8.5

PYKaBMYKM MEAMYHI NaTEKCHI XipyprivyHi HenpunyapeHi
ctepunbHi RIVERGLOVES Toprosoi mapku IGAR, po3mip 8.5

PyKaBUYKM MeOMYHI NAaTEKCHI XipyprivyHi HenpunyapeHxi

14. | Medical latex surgi ﬁ&w@en%’” sterile gloves
RIVERGLOVES traf e’mﬁkﬁéﬂf‘f’i&ﬁ%
R T =
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ctepunbHi RIVERGLOVES Toprosoi mapku IGAR, posmip 9
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