OEKNAPAUIA NPO BIANOBIAHICTb
Ne17-03/2017-IGAR Big "21" uepsHs 2019 poky

(pepakKuin 6)

TosapucTeo 3 obmerkeHoto BignosiganbHictio "IFAP", kog €EAPMOY 19243202,
B 0cobi gupekTopa Bukosa Bnagucnasa Meoprifiosuya, NiATBEPAKYE, WO MeAUYHUN BUPI6

TepmomeTp megUUHUIA MaKCUMaNbHUI CKAAHUIA TOproBoi mapku IGAR
Knac 6e3neku: | (3 GyHKLiE BUMiptOBaHHA)
BupobHuk ToBapuCTBO 3 06MeXKeHolo BignosiganbHictio "ITAP"
MiCLLe3HaxXo4PKeHHSA: ByN. Muxaitna bonuyka, 18-A, m. Kuis, Ykpaida, 01103,
TenedoH/dakc: +380445853455
Micue supobHnuytea  Wuxi HongGuang Medical Equipment Co., Ltd.,
(BupobHMui noTy»kHocTi) Ne 21, Xixin Road, Xibei Town, Wuxi City, Jiangsu, 214194, China

moodugikayii meduyHo2o supoby HaeedeHi 8 fJodamky Nel do daHol [eknapayii npo eidnosidHicme

BiANOBiAae BUMOram TexHIYHOro pernameHTy Woa0 MeAUYHUX BUPOOiB, 3aTBepAKEeHOro noctaHoBow KabiHeTty
MiicTpis YkpaiHu Big "02" 3koBTHA 2013 poky Ne753,

a TaKOX:

OCTY EN ISO 13485:2018 (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT) "MeguuHi Bupobu. Cuctema ynpasaiHHa
AKicTio. Bumoru go peryntoBaHHs";

OCTY EN 12470-1:2014 "MepguuHi Tepmometpu. YactuHa 1. CkAasHi MakcumanbHi Tepmometpu” (EN 12470-
1:2000+A1:2009, IDT);

ACTY EN ISO 14971:2015 (EN ISO 14971:2012, IDT; ISO 14971:2007, IDT) "Bupobu meamuHi. HactaHosu wwoao
ynpaBAiHHA pu3nMKom'";

OCTY EN 980:2007 "Cumsonu rpadivHi 4na mapKyBaHHA meauuHux supobis” (EN 980:2003, IDT);

OCTY EN ISO 10993-1:2015 (EN ISO 10993-1:2009, IDT; ISO 10993-1:2009, IDT) "BionoriuHe OUjHIOBaHHA MEANYHMUX
Bupobis. YactuHa 1. OujHI0BaHHA Ta TECTYBAHHA B paMKax NPOLECY YNPaBIiHHA pU3uKamm'';

ACTY EN ISO 10993-5:2015 (EN 1SO 10993-5:2009, IDT; ISO 10993-5:2009, IDT) "BionoriuHe ouiHIOBaHHA MeaNYHMX
Bupobis. YactnHa 5. BUnpoboByBaHHA Ha LIMTOTOKCUYHICTD in vitro";

ACTY ISO 10993-10:2004 "bionoriyHe OLjHIOBaHHA MeauuHMX BUpobiB. YactmHa 10. BunpobysaHHA Ha
nofpa3HeHHA Ta ceHcubinisauiio" (ISO 10993-10:1995, IDT);

ACTY EN 1041:2015 (EN 1041:2008+A1:2013, IDT) "Bupo6bu meaunyHi. IHpopmaLysn, ARy Hagae BUPOOHUK".

Ha nigcrasi:
OUuiHKKM Ta CcxBasieHHA QYHKLIOHYBAHHA KOMMNEKCHOI CUCTEMM YNpaBAiHHA fAKICTIO 3rigHo 3 foaaTkom 3 g0
TexHIYHOro pernameHTy Woa0 MeauyHux BUpobis.

CepTMd)irgaT BiAnoBigHOCTI Ha npoaykuito NeUATR.101-399.499-2019, BugaHuit opraHom cepTudikaii
flepaBHUM yKpaiHCbkum 06’egHanHAM "Monitexmen" (UATR.101), pilicHnit fo "06" annuHa 2021 poky.

Jernapauyii npo signosigHICTL BUMOram TexHIYHOTO PerameHTy WOAO MEeANYHWX BUPO6iB, 3aTBepAYKEHOTO NOCTaHOBO
KabiHety MinicTpis YxpaiHu Big "02" »oBTHa 2013 poky Ne753, Ta TexHiYHOIO pernaMeHTy 3aKOHOZABYO PEery/bOBaHUX CmopiHka 135
3acobis BUMIPIOBaIbHOT TeXHIKH, 3aTBEPAKEHOTO NOCTaHOBOK KabiHety MiHicTpis Ypaity Big "13 ciuHs" 2016 p. Ne94

®akrnuna appeca: syn. METAJTICTIB, 20, m. KMIB, YKPATHA, 03057 Business address: 20, METALISTIV Str., KYIV, 03057, UKRAINE
Micuesnaxomxenns: syn. M. BOMYYKA, 18-A, m. KMIB, YKPATHA, 01103 Registered address: 18-A, M. BOYCHUK Str., KYIV, 01103, UKRAINE
ten./bake: (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




Jeknapauia cknageHa nig uinkosuTy BignosigansHicte TOB "ITAP", o BiaAnoBiAaE 3a BBeAEHHA MeANYHOIO
BUpPOOBY B 06Ir Ans 3aCTOCYBaHHA B MEAMUYHIA NPAKTULL.
TexHiYHa AOKYMeHTaLia ana uwinei nigTeepayKeHHa BignoBigHoCTi 36epiraeTbea 3a agpecoto:
Byn. MeTanicris, 20, m. Kuis, YkpaiHa, 03057

Aeknapauia unHHa go: "06" nunHa 2021 poky.

B.l. bBukos

,D,emapau,i'f npo B_ip,nosip,HiCTb BUMOram TexHI4YHOTo periameHTy WoA0 MeAUYHMX BUPODiB, 3aTBEpArKEHOTO NOCTaHOBOK
Ka6|H¢w MiHicTpis Ykpaitm Big "02" »o8THA 2013 poky No753, Ta TeXHIYHOTO pernameHTy 3aKOHOAABUO PEry/bOBaHMX CmopiHka 235
3aco6is BMMIPIOBabHOI TEXHIKM, 3aTBEPAKEHCTO MOCTaHOBO KabiHeTy MiHicTpis Ykpainv sig, "13 ciuns" 2016 p. Ne94

DaktnuHa agpeca: Byn. METAﬂIngB, 20, m. KMIB, \/lfPA'I'HA, 93057 Business address: 20, METALISTIV Str., KYIV, 03057, UKRAINE
Micuesnaxomxkenns: syn. M. BOMYYKA, 18-A, m. KMIB, YKPAIHA, 01103 Registered address: 18-A, M. BOYCHUK Str., KYIV, 01103, UKRAINE
ten./dake: (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




Oopatok Nel
Ao Oeknapauii npo BignosigHicTb

OOOATOK
no OEKNAPALIT MPO BIAMOBIAHICTb Ne17-03/2017-IGAR Big "21" uepsHa 2019 poky (peaakuis 6)
TepmomeTp MeAUYHUIN MaKCUMabHUI CKAAHUI TOoprosoi mapku IGAR
BupobHuk ToBapucTeo 3 06merkeHo0 BignosiganbHictio "IFTAP"
MicuesHaxoaKeHHs: Byn. Muxalina boliuyka, 18-A, m. Kuis, YKpaiHa, 01103,
TenedoH/dpakrc: +380445853455
Micue BupobHuuTBa Wuxi HongGuang Medical Equipment Co., Ltd.,
(BMpobHMui noTy:kHOCTI) Ne 21, Xixin Road, Xibei Town, Wuxi City, Jiangsu, 214194, China

Ne |- Hasea mopgudodikauii meauuHoro supoby Haszea mogudodikauii meauuHoro supoby
3/n QHrNIACbKOIO MOBOK YKpPaiHCbKOIO MOBOIO
1. | Medical maximal glass thermometer trade mark IGAR TepMoOMETP MEeAUYHUIA MAaKCUMANbHUIA CKASHUIA TOProsoi
mapku IGAR

B.T. bukoe

e i
YiHnin <O
CEITEEs®

[Jexnapauji npo BigNoBIAHICTE BUMOram TeXHIYHOTO perlameHTy WoA0 MeaAWYHUX BUPOBIB, 3aTBEPAXKEHOrO NOCTaHOBOKD
KabineTy MiHicTpis Ykpaitu Big "02" sosTHa 2013 pory No753, Ta TexHIUHOrO peramMeHTy 3aKOHOAABYO Pery/ibOBaHMX CmopiHka 335
3aco6iB BUMIipIOBaNIbHOT TEXHIKM, 3aTBEPAYKEHOrO NocTaHoBo KabiHety MiHicTpiB Ykpainu Big, "13 ciyHa" 2016 p. Ne94

Daktuuna agpeca: syn. METAJ’H?TIB, 20, m. KMIB, VISPA'I-HA, "03057 Business address: 20, METALISTIV Str., KYIV, 03057, UKRAINE
Micuesnaxomxenus: syn. M. BOUYYKA, 18-A, m. KMIB, YKPAIHA, 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




OEKNAPALLIA NPO BIANOBIAHICTb
Big "21" yepsHa 2019 poky (peaakuis 3)

1. 3acib6 BMMIpPIOBA/IbHOI TEXHIKK, AKUIA NMPU3HAYEHMI ANA 3aCTOCYBaHHA y cdepi 3aKOHOAABYO PeryiboBaHOl
MeTponorii (aani - 3acibé BUMiproBanbHOT TexHiIKM)/Mogudikaujia 3acoby BUMIpOBanbHOT TEXHIKK (Ha3Ba, TUn, napTia
ym cepinHNii Homep)

TepmomeTp MeaUYHUA MaKCUMMaNAbHUIA CKASIHUIA TOprosoi mapku IGAR

2. HalmeHyBaHHA Ta MiCLIE3HaxX0AKeHHA BUPOOHUKA abo MOro ynoBHOBaXKEHOro NpeACTaBHUKaA:
BupobHuk: TosapucTBO 3 06MerXKeHOlo BignosiganbHictio "IFTAP"
MiCLLe3Haxo4KeHHn: Byn. Muxaitna boituyka, 18-A, m. Kuis, YKpaiHa, 01103
TenedoH/dakc: +380445853455
Micue BupobHuuytea Wuxi HongGuang Medical Equipment Co., Ltd.,
(BupobHuui noTy»kHocTi) Ne 21, Xixin Road, Xibei Town, Wuxi City, Jiangsu, 214194, China

3. Ua geknapadis BuaaHa nig BUKIKOYHY BiANOBIAa/IbHICTb BUPOOHMKA.

4. O6’ekt peknapauii (igeHTUOIKaUia 3acoby BUMIPIOBaNbHOI TEXHIKM, AKA Ja€ 3mory 3abesneuntn 1oro
NPOCTEXKYBAHICTb, MOXE BK/1H0YaTU 306paykeHHs, AKLLO Le HeobxigHo ana iaeHTUdiKaLii 3a3HaueHoro 3acoby):

Homep naprii Toprosa Mapka

Lata supobruyrsa
\ Cumson BRPOBHIUKA Hazsa Bupoby
i
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Cumson: YTUNI3ALIA: He Bukugaiite el npogykT fK He copTosasi noByTosi sigxoau.

36upatHs TaKNX BIAXOAIB ANA Ci P 13

A2

o

5. 06’eKT geknapalii BiANOBIAAE BUMOTamM TaKUX TEXHIYHUX PEraMeHTIB:
TexHi4HOro pernameHTy LWOA0 MeaUYHUX BUPOGIB, 3aTBeparKkeHoro nocraHoBoto KabiHety MiHicTpiB YKpaiuu Big,
"02" xoBTHA 2013 poky N2753; TexHi4yHOro periameHTy 3acobiB BUMIPIOBa/IbHOI TEXHIKM, 3aTBepayKeHoro
nocraHosoto KabiHety MiHicTpiB YKpaiHu Big "13" Big, ciuHa 2016 p. Ne 94,

6. MocnnaHHA Ha BiANOBIAHI HALiOHANbHI cTaHAApTH (iX YacTuHM), wo Bynu 3actocoBaHi, abo nMocunaHHA Ha
OCTY EN I1SO 13485:2018 (EN 1SO 13485:2016, IDT; 1ISO 13485:2016, IDT) "MeguuHi BUpO6MU. Cucrtema
ynpaBAaiHHA AKicTio. BUumoru go peryntoBaHHA";

OCTY EN 12470-1:2014 "MepguuHi Tepmometpu. HYactHa 1. CkasHi makcumanbHi Tepmometpu” (EN 12470-
1:2000+A1:2009, IDT);

ACTY EN ISO 14971:2015 (EN ISO 14971:2012, IDT; ISO 14971:2007, IDT) "Bupobu meguuHi. HactaHosu wopo
ynpaBAiHHA pU3UKom";

ACTY EN 980:2007 "CumBonu rpadiyHi A8 MmapKyBaHHA meguuHuX Bupobis" (EN 980:2003, IDT);

OCTY EN ISO 10993-1:2015 (EN ISO 10993-1:2009, IDT; ISO 10993-1:2009, IDT) "BionoriuHe OUiHIOBaHHA
mean4HUX BUPOo6iB. YacTnHa 1. OUiHIOBaHHA Ta TECTYBaHHA B pamKax Npouecy ynpaeaiHHA pusukamm';

OCTY EN I1SO 10993-5:2015 (EN ISO 10993-5:2009, IDT; ISO 10993-5:2009, IDT) "BiosoriuHe oUiHIOBaHHSA
mepan4HUX BUpOo6iB. YactnHa 5. BUNpo6oByBaHHA Ha LLUTOTOKCUYHICTD in vitro";

ACTY ISO 10993-10:2004 "BionoriuHe OUiHIOBaHHA MeauYHUX BUpoO6iB. YactMHa 10. BunpobysBaHHA Ha
nogpasHeHHsA Ta ceHcubinisauiro" (ISO 10993-10:1995, IDT);

OCTY EN 1041:2015 (EN 1041:2008+A1:2013, IDT) "Bupo6u meauuHi. IHpopmauin, AKy Hagae BUPOGHUK".

4CTY OIML R 7:2018 TepmomeTpu meamn4HI MakcumanbHi pTyTHi ckaaHi (OIML R 7:1979, IDT)

ACTY EN 12470-1:2014 MepuuHi Tepmometpu. YactuHa 1. CknaHi makcumanbHi Tepmometpu (EN 12470-
1:2000+A1:2009; IDT)

[eKknapauii npo BianoBigHICTb BuMOram TeXHIYHOTO perameHTy LWoA0 MeANYHUX BUPOBIB, 3aTBEPPKEHOTO NOCTaHOBOO
Kabinety MiHicTpis Ykpainu sig "02" oBTHA 2013 poky Ne753, Ta TexHIUHOrO periameHTy 3aKOHOAABYO Pery/IboBaHUX CmopiHka 435
3acobiB BUMIPIOBAIbHOT TeXHIKM, 3aTBEPAKEHOTO NOCTaHOBOW KabiHeTy MiHicTpis YKpaiHu ig "13 ciuna" 2016 p. Ne94

®akruuna appeca: syn. METAJIICTIB, 20, m. KMIB, YKPATHA, 03057 Business address: 20, METALISTIV Str., KYIV, 03057, UKRAINE
Micuesnaxomxents: syn. M. BOMYYKA, 18-A, m. KMIB, YKPAIHA, 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




7. MpusHaueHuii opraH: OEPXABHE MNIAMPUEMCTBO "BCEYKPAIHCbKUIA [OEPXXABHWIK HAYKOBO-
BUPOBHUYUMA LIEHTP CTAHOAPTU3ALI, METPONOrI, CEPTU®IKALII TA
3AXUCTY NPAB CNOXMUBAYIB" (AN "YKPMETPTECTCTAHAAPT"), UA.TR.001

(HalimeHysaHHs, ideHmudikauiliHuli Homep)

nposis lpouenypy ouiHku BignosigHocTi BignosigHo o [Oopatky 3, po3gin "Mogynb B (nepesipka
Tuny)" 8o TexHIYHOro perlameHTy 3aKOHOAABUYO peryiboBaHMX 3aco6iB BUMIPIOBaZIbHOT TEXHIKK,
3arBepaKeHoro nocraHoBoto KabiHety MiHicTpiB YKpaiHu Big 13 ciuHa 2016 p. Ne94,
npoueaypy ouiHKK BignosigHocTi BianosigHo Ao Aoaatky 3, po3ain "Mopaynb F (BignosigHictb
TUNY 3a pe3yabTaTamu nepesipKku 3acobiB BUMiplOBaibHOI TeXHIKK)" A0 TexHIYHOro pernameHty
3aKOHOAABYO peryiboBaHUX 3acobiB BUMIipOBaNbHOI TEXHiKW, 3aTBEPAYKEHOr0 MOCTaHOBOH
Kab6iHeTty MiHicTpiB YKpaiHu Big 13 ciuHa 2016 p. Ne94.

(onuc 3aedaHsb)
i Bugas ceptudikat  BignosigHo Ao Ooaatky 3, po3ain "Moaynb B (nepesipKa Tuny)":
NeUA.TR.001 114-18 Rev.0
Oara Bugaui: "10" cepnHa 2018 poKy
YuHHMi4 go: "10" cepnHa 2028 poky

8. [logaTtkoBa iHpopmauis:
IHbopmauia wopo Ceptudikaty BignoeigHocTi 3acoby BMMIpOBanbHOI TexHiku BianosigHo go Odopatky 3,
po3ain "Moaynb F (BignoBigHicTb TNy 3a pe3ynbTatamu nepesipKM 3acobiB BUMIpIOBa/IbHOI TeXHIkK)" ao
TexHiyHOro pernameHTy 3aKOHOAABYO pPEryiboBaHUX 3acobiB BMMIPIOBA/IIbHOI TEXHIKU, 3aTBepAXKeHOro
nocraHosoto KabiHety MiHicTpis YKpainu Big 13 ciuHa 2016 p. Ne94, mictutbcAa B cepTudikaTi AKOCTI Ha naprito
3aco6iB BUMipIOBaJIbHOT TEXHIKU.

Ceptudikat BignosigHocti Ha npopykuito NeUA.TR.101-399.499-2019, BupaHuiA opraHom cepTtudikauii
OepxaBHum yKpaiHcbKum 06’egHaHHAM "Monitexmen” (UA.TR.101), ailicHuii go "06" nunHa 2021 poKy, npo
BiANOBIAHICTb BUMOram TeXHIYHOro pernameHTy WOoA0 MegudHUX BUpPO6IB, 3aTBepArKEHOro MOCTaHOBOM
KabiHety MiHicTpiB Ykpainu Big "02" koBTHA 2013 poky N2753.

bukos B.I., gupekTop
(npizsuwe, im'a ma no 6amekosi, nocada) \a <

[eknapauyi Npo BiAMOBIAHICTb BUMOram TeXHIYHOTO PpernameHTy LWOA0 MeAUYHUX BUPOBIB, 3aTBEPAYKEHOrO NOCTAHOBOK
Kabinety MiHicTpis Ykpainu Big, "02" )oBTHs 2013 poky Ne753, Ta TexHIYHOrO pernameHTy 3aKOHOAABYO Pery/bOBaHNX CmopiHka 535
3aco6is BUMIpIOBaIbHOI TeXHiKM, 3aTBEPAKEHOTO NOCTaHOBO KabiHeTy MiHicTpis Ykpaitu 6ig, "13 ciuna” 2016 p. Ne94

Daktnuna agpeca: syn. METAJTICTIB, 20, m. KIIB, YKPAIHA, 03057 Business address: 20, METALISTIV Sir., KYIV, 03057, UKRAINE
MicuesnaxopxenHs: syn. 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




