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National Accreditation Agency of Ukraine

Jara nepsunHO1 akpeauTaiii: 01 mororo 2011 poky

HAIJIOHAJIbHE ATEHTCTBO 3 AKPEJIMTALIIT YKPATHU LIVIM 3ACBIJUY€E
KOMIIETEHTHICTb

OPT'AHY 3 CEPTU®IKAIIII CHCTEM YIIPABJIIHHS
JEPKABHOI'O NIIIMPHEMCTBA «BCEYKPATHCHKHM JEP)KABHUM
HAYKOBO-BHPOBHUYMM HEHTP CTAHJIAPTHU3AIIIl, METPOJIOITI,

CEPTH®IKAII TA 3AXHCTY ITIPAB CIIO’KMBAYIB»
(AII «YkpmeTpTecTCTaHaAaPT»)

Ykpaina, 03680, m. Kuis, By,1. MeTrpoJioriuna, 4

0]2]5]6[8[1]8[2]
(Kox EJIPTIOY)

BIATIOBIZIHO JO BUMOTI ISO/IEC 17021-1:2015 TA ISO/TS 22003:2013 B COEPI:

JACTY ISO 9001:2009 Cucrema ynpasiaidas sakictio. Bmmorm (ISO  9001:2008, IDT);
JACTY IS0 9001:2015 Cucremn ynpasiainasa. Bumorn (ISO 9001:2015, IDT);

JACTY ISO 14001:2006 CucremH exoJOriYHOr0 KepyBaHHs. BHMoOrm Ta HACTaHroOBH 100
sacrocyBanuus (ISO 14001:2004, IDT); ACTY ISO 14001:2015 CucremMH eKo0JI0Ti9HOr0 yNpaB/IiHHSA.
Bumorn Ta HacTaHoBH moao 3actocyBanus (ISO 14001:2015, IDT);

JCTY OHSAS 18001:2010 Cucremn ynpapjinHg riricHoo ta 0esmexor nmpani. Bumorn (OHSAS
18001:2007, IDT);

JCTY ISO 22000:2007 Cucremu ynpas/jiHHS 0e3neqHIiCTIO Xap4oBHX npoaykrie. Bumorn 1o Oyan-
AKHX opramizauiii xapuosoro Janumora (ISO 22000:2005, IDT);

JCTY ISO 13485:2005 Bupotu mexnuni. CHcreMH ynpas/iiHHS sSKicTI0. BAMOrn moao pery/ioBanHs
(ISO 13485:2003, IDT); ACTY EN ISO 13485:2015 Meanuni Bupodn. CHcTeMH yNpaBJIiHHS SIKICTIO.
Bumorn moao perymosanns (EN ISO 13485:2012, IDT; ISO 13485:2003, IDT).

Cdepa akpeauraliii BU3HaYeHa JOJATKOM JIO IbOTO aTeCTdTa.

* Ha 3aminy Bumasoro Bix 01 motoro 2014 poky y 3B’A3Ky 3 BHECEHHAM 3MiH,
PilmeHHs 100 BHECEHHS 3MiH, AKi CTOCYIOTBCA HaJaHOI aKkpe i Bim 14 rpyans 2016 poky.

I'onoBa i B:M. I'opuubkuii

/,
M. Kuis, 01133, syn. Kymysosa, 18/7 / / 3apeccmposano y scyprani obnixy 3a Ne 622 A

¢
HAAY ¢ acouifioBaHUM WJICHOM Ta MiANHCAHTOM JBOCTO pol Yromu 3 €sponeiicbko Koomepauieio 3 akpemuTamii (EA) y
chepax: «Ceprudikauia nepcoHamy», «Bumpo a», | «Kanibpysauns», «Ceprudikamis CHCTEM MeEHEDKMEHTY» Ta
«IncnexTyBanus». HAAY € noBHOmNpaBHUM 4ieHoM MixHa oi acowiauii 3 akpeauTauii naboparopiii (ILAC) Ta nianucanToM
yromu ILAC MRA y cepax «Bunpobysanus», «KaniOpysausi» Ta «IHCIIeKTyBaHH).






HAAY

Honarok Big “14” rpynns 2016 p.

| Peccmpayiiinuti nomep 3anexu

80020

Jlo atectata npo akpeauTauiro Ne 80020
Ha 3aMiHy BuaaHoro Bija “01” mororo 2014 p. y 3B'13Ky 3 BHECEHHSAM 3MiH

COEPA AKPEJAUTALIL

JIEPYKABHOI'O IMIITPUEMCTBA «BCEYKPATHCHKUI JIEPYKABHU HAYKOBO-BUPOBHUYMI LIEHTP

CTAHJIAPTU3ALUI, METPOJIOI'I], CEPTU®IKALII TA 3AXUCTY ITPAB CITOXXUBAUIB» (JII1 «YKpMeTpTeCTCTAHAAPTY)

(Ha3pa 3asBHUKA)

CucteMH MeHeDKMEHTY B cdepi:

Topsxosui . ) . [To3navenHs Ta Hazsa HJI, o micTuTh
Ne HanpsMKy Ha3Ba Bu1y €KOHOMIYHOI AiSJIBHOCTI :
FaUysi exOHOMIKH BUMOTH JI0 CUCTEMH MEHEKMEHTY
1 7 2 ) 3
3 XapuoBi IPOAYKTH, HAMOI Ta TFOTIOHOBI BUPOOH JACTY ISO 9001:2009 Cucremu
4 TeKkCTHJIb Ta TEKCTUIIbHI BUPOOH ynpaBiiHHA fKicTio. Bumoru
6 JlepeBuHa Ta BUpOOH 3 N€PEBUHHU (ISO 9001:2008, IDT);
8 BunaBHuLUTBa JACTY ISO 9001:2015 Cucremu
9 Tunorpadii yHpaBiiHHA SKICTIO. Bumoru
12 XiMI4HI pe4OBHHHM, XIMIYHI MPOAYKTH 1 BOJIOKHA (ISO 9001:2015, IDT)
13 dapmalleBTUKA
14 ['yMOBI Ta rnjacTMacoBi BUpoOU
16 BertoH, LiemMeHT, BaIiHo, rirc ToILo
17 HenoporotiHHai MeTainu i BApOOHUIITBO TOTOBUX METAJIEBHX
BUpOOIB s
18 MexaHi3MH Ta 00J1aJHAHHS a2 v d Hi{f?}
19 EnexrpuyHe Ta onTHuHe o0JagHAHHS f+ </ %
22 [HIlIe TPAHCIIOPTHE YCTAaTKyBaHHs [=[ Anp \aE
5 ’ " ¢ =\HURYMEHTIB/ o 5 |
HavanbHuK BTy aKpeauTaLlii opraHiB 3 cepTHdikarii A\ _iézé ‘Pyﬁ/j B.B. 'omeHtok
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HAAY

Deecmpauiﬂuuﬂ HOMep 3as6KU 80020

Jlonatok Big “14” rpyans 2016 p.
110 atectara rpo akpeauTauio Ne 80020
Ha 3aMiHy Bugadoro Big “01” motoro 2014 p. y 3B'I3Ky 3 BHECEHHSM 3MiH

ITopsinkoBui
Ne HanpsiMKy
rajy3i eKOHOMIKH

Ha3Ba BHIy €eKOHOMIYHOI AiSJIBHOCTI

[To3nauenHs Ta Ha3za HJI, mio MicTuTh
BHMOTH JI0 CHCTEMH MEHEI)KMEHTY

1 2 3

23 BupoGHHUITBO He kiach(ikoBaHe B IHIIMX pyOpHKax JACTY 1SO 9001:2009 Cucremu

28 ByaiBHULITBO ynpaBiiHHA AKicTIO. Bumoru

29 OnToBa Ta po3piGHa Topribis; PEMOHT aBTOTPAHCIOPTHUX (ISO 9001:2008, IDT);
3ac06iB, MOTOLMKJIIB, 100YTOBHX BHPOOIB JACTVY ISO 9001:2015 Cucremu

30 [oteni Ta pecTopaHu ynpaBiiHHs fKicTIO. Bumoru

31 TpancropTyBaHHsl, 30epiraHHs Ta KOMyHikauii (ISO 9001:2015, IDT)

33 Indopmaliiiti TexHoa0rI1

34 TexHi4HI NOCIYrH

35 [HILI TOCIIyTH

36 Jlep)kaBHe yNpaBliHHS

37 OcBiTa

38 OxopoHa 3/10poB'sl Ta colliajbHa podoTa

HauanbHMK BiJUlTy akpeauTaLii opratis 3 cepTudikarii

@-08.16. 17 (pedaxyisn 01) sio 10.03.2016
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HAAY | Peecmpayiinuii nomep 3asexu 80020
Honarok Big “14” rpynus 2016 p.
no arectara npo akpeauraiio Ne 80020
Ha 3aMiHy BuaaHoro Bix “01” mororo 2014 p. y 38'3Ky 3 BHECEHHSIM 3MiH
[lopsinkoBuii

No HanpsiMKy
rajxy3i eKOHOMIKH

Ha3Ba By €KOHOMIYHOT JiSJILHOCTI

[lo3nayenHs ta Ha3Ba HJI, 110 MicTUTB
BUMOTH JIO CUCTEMH MEHEKMEHTY

1 2 3
3 XapyoBi MPOAYKTH, HAIOT Ta TIOTIOHOBI BUPOOH JICTY ISO 14001:2006 Cucremu
7 [ [enro103HO-N1anepoBa MpOMHUCIIOBICTh eKOJIOrI4HOro KepyBaHHs. Bumoru Ta
8 BuiaBHUIITBA HAaCTAHOBH 1I[0/I0 3aCTOCYBaHHs
13 Db (ISO 14001:2004, IDT);
s - JACTVY ISO 14001:2015 Cucremu

17 Henop_oroumm MeTaJli | BUPOOHULITBO TOTOBUX METaJIeBUX €KONIOTiYHOrO yrIpaBiHEA. BiMor Ta

BHPOGIF HAaCTaHOBH 110/10 3aCTOCYBaHHs
18 MexaHi3Mu Ta 00J1alHaHHS (ISO 14001:2015, IDT)
19 EnextpuyHe Ta ontu4He 00s1alHaHHS
3 Xap4oBi MPOAYKTH, HAMOI Ta TIOTIOHOBI BUPOOH JCTY OHSAS 18001:2010 Cucremu
9 Tunorpadii yTpaBIliHHA Tiri€Ho0 Ta 0e3rneKoro npatii.
13 PapmalieBTHKA Bumorn.
23 BupobHHLTBO He Ki1acu(iKOBaHe B IHILUX pyOpHKax (OHSAS 18001:2007, IDT)

HavanpHuk Bifiny akpeauTauii opratis 3 cepTudikauii

®-08.16.17(peoaxyin 01) eio 10.03.2016
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HAAY { Peccmpayitinuii Homep 3as6Ku 80020

Jlonatok Big “14” rpyauns 2016 p.
N0 atectaTa npo akpeauTtauito Ne 80020
Ha 3aMidy BuaaHoro Big “01” mortoro 2014 p. y 3B'13Ky 3 BHECEHHSM 3MiH

Kon kateropii :
?j qoaor(? Hassa kateropii® ¥ [To3nauenHs Ta HazBa H/I, 1o MicTuTh
naimora‘“ BUMOTH /10 CUCTEMH MEHEDKMEHTY
1 2 3
C BHpOGHHuTBO Xap4yoBUX HpOHyKTiB HCTV ISO 22000:2007 Cucremu
D BIDOGHALTEO KODMIB 215 TBADHH ynpaBiiiHHs 0€3MeYHICTIO XapyOBUX
p 1L PMIB L p npoaykTiB. Bumoru 1o 6yab-sKkux
E ['pomanceke XxapuyyBaHHs oprasizaniii XapyoBOro JIaHLIOTa.
K Bupo6Guuirso (6i0)ximMikaTiB (ISO 22000:2005, IDT)

HavanbHHUK BiUlily aKpeauTalii opratis 3 cepTudikauii B.B. 'omeHiok
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HAAY

| Peccmpayiiinuil nomep 3anexu 80020

Jonarok Bia “14” rpyans 2016 p.
1o arectata npo akpeaurarito Ne 80020
Ha 3aMiHy BujaHoro Big “01” motoro 2014 p. y 3B'13Ky 3 BHECEHHSIM 3MiH

3arajibHa TeXHIYHa [To3nauenHs ta Hazsa H/I, o
ramyss>) Texniuna ranyss’? MICTHTB BUMOTH JI0 CHCTEMM
MEHEJDKMEHTY
1 2 3
HeaxTusHi MenuuHi | HeakTHBHI MeAM4H1 BUpOOM 3arajlbHOTO NPU3HAYEHHS, SIKI HE JICTY ISO 13485:2005 Bupobu
BUPOOH IMILIAHTYIOTh meanyHi. CUCTeMHM ynpaBiliHHS
HeakTuBHI MeaM4HI BUPOOHU, SIKI IMIUIAHTYIOTh AKicTio. BuMoru oo
peryJitoBaHHs.
BupoOu st orsiay 3a paHaMu (ISO 13485:2003, IDT);
HeakTuBHI cToMaTos0rivyHi BUpoOH 1 obaqHaHH JICTY EN ISO 13485:2015
HeakTuBHI MeIMUHI BUPOOH, IO BiIPI3HSAIOTHCS BiJl 3a3HAUYEHHUX BHIIIE MenuuHi Bupobu. Cucremu
ynpaBiiHHA AKicTI0. BuMoru oo
AKTHBHI MeIM4Hi | AKTHBHI MeIMuHI BUpOOHU 3arajbHOro NMpu3HauYeHHs peryIoBaHHs.
BUpOOH, AKi HE Bupo6u ans Bisyanizawii (EN ISO 13485:2012, IDT;
IMILJIAHTYIOTh . ISO 13485:2003, IDT)
BupoOu 17151 MOHITOPHHTY
Bupobu 11s pajiauiiHoi i Teniosoi Teparii

HavaneHuK Biiny akpeauTalii opratis 3 cepThdikauii
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HAAY

| Peecmpayitinuii Homep 3aa6Ku 80020

J

Jlonarok Bix “14” rpyaus 2016 p.
J10 atecTara npo akpeautauio Ne 80020
Ha 3aMiHy BuaaHoro Bia “01” motoro 2014 p. y 3B'13Ky 3 BHECEHHSM 3MiH

3arajibHa TEXHIYHA [To3navenHns ta Hazsa HJI, mo
ranysb’) Texniuna rany3p>” MICTHTh BUMOTH JI0 CHCTEMH
MEHEKMEHTY
1 2 3
Menuuni Bupobu | PeareHTy Ta mpoyKTH JUIsl BATOTOBJIEHHS PEAKTHBIB, KaibpaTopu Ta JACTY ISO 13485:2005 Bupobu
1715 1a60paTopHOi | KOHTPOJIBbHI MaTepianu JJIs: menyHi. CUCTeMHU yrpaBiliHHS
NIArHOCTHKH In Vitro | - KJIiHIYHOT XiMil SKICTIO. BuMoru oo
- iMmyHOXiMii (iMyHouOriY) peryroBaHHS.
- reMaroJiorii / remocTa3sy / IMyHOTreMaToJ1or11 (ISO 13485:2003, IDT);
- Mikpobionorii JCTY EN ISO 13485:2015
- iHdeKUiAHOT iIMyHOOTI1 Menauuni Bupo6u. CucteMu
- rictojorii / udtonorii yrnpasJiiHHS gKicTi0. Bumoru uiono
- FEHETHYHHUX JOC/II/KEHb peryoBaHHs.
[HcTpyMeHTH | mporpamHe 3abe3neveHHs A7 1abopaTopHOL (EN ISO 13485:2012, IDT;
N1arHOCTHKH ISO 13485:2003, IDT)
MenanuHi BUpo6u [uisi 1a60opaTopHOi 1iarHOCTHKH, 1110 HE 3a3Ha4YeHI
BHILLIE
MeTtoau Oxuc eTniieny s ctepuiizauii razom (EOG)
crepuiizauii uis | Bonoruit xap
MeJIMYHUX BUPOOIB | AcenTu4yHa oOpoOka
Paniauiiina crepunizaiiis (Hanpukiajl, raMma-, peHTT€HIBCbKMMH,
€JIEKTPOHUMHU [TPOMEHSIMH ) g
MeToau cTepuisallii, BIAMIHHI Biji 3a3HaUYEHHX BUILE /ﬁ"’ *i}\:\ 'Jf”‘"‘:\;__
v %

HayanbHHUK BiUIijly akpeauTauii oprasis 3 cepTudikanii
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