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[MOLDOVA EUROPEANA |

I Pecempayinnuit nomep OOB

| 80020

JlopaTok 10 arecraTa rnpo akpeauTaLio
Ne 80020

Big « 1 1» TpaBHs 2024 p.

COEPA AKPEIUTALI

JEPXXABHOI'O ITIITPUEMCTBA «BCEYKPAIHCBKUMN JIEPYKABHUM HAYKOBO-BUPOBHUYUM LIEHTP

CTAHJIAPTU3ALIIL, METPOJIOLIT, CEPTUDIKALIIT TA 3AXUCTY ITPAB CIIOXKUBAUIB»

(Ha3Ba 3asBHUKA)

CucremMu MEHeDKMEHTY B cdepi:

[TopsiakoBuii .
. o s s 5 Ilo3uayenns ta nazsa HJI, mo micrurs
Ne HanpsaMKY rajysi Ha3pa Buay ekoHomMiuHOT gissibHOCTI
" BHMOIH /10 CHCTEMH MEHE/KMEHTY
€KOHOMIKH
1 2 3
3 BupoOHHUIITBO Xap4yOBUX MPOJYKTiB, HAMOIB Ta TIOTIOHOBUX BUPOOIB
4 TekcTunbHe BAPOOHUITBO Ta BAPOOHUIITBO OJIATY JICTY ISO 9001:2015 Cucremu ynpasminus
5 BupobHuuTBO IKIpH Ta BUPOOIB 13 LIKIpH sikicTio. Bumoru (ISO 9001:2015, IDT)
7 BupoOuuurso nanepy ta nanepoBux BUpoOiB
8 BHIaBHHYA JUSIBHICTD JICTY EN ISO 9001:2018 Cucremu
12 BioG .. 2 e ynpasiinus sikictio. Bumoru (EN [SO
UPOOHHMITBO XIMIYHUX PEUOBMH 1 XIMIYHOT MPOJTYKILi] 9001:2015, IDT: ISO 9001:2015, IDT)
13 BupobuuuTBo apmManeBTHUHUX MPOJIYKTIB i papMarieBTHYHHUX Mpenaparis
14 BupoOHHIITBO r'YMOBHX Ta IIACTMACOBMX BUPOOIB ISO 9001:2015 Quality management systems -
16 BupoOHHITBO IEMEHTY Ta BUPOOIB i3 HBOTO Requirements
17 Bupobuuurso merany ta BUpoOiB 3 HbOTO
18 BupoOGHHIITBO MallIMH Ta yCTATKyBaHHS
19 BHpOOHUITBO €IEKTPUYHOIO Ta €IEKTPOHHOI'O YCTATKYBAHHS
22 BupoOHHIITBO TpaHCOPTHHX 3ac00iB
23 [HIIE BUPOOHMIITBO, HE BIJIHECEHE JIO MEpeiueHUX yrpy1oBaHb //

HavanbHuk BiAUTy akpeauTalii opratiB 3 cepTudikaiii cucTeM MeHeKMEHTY, IepCcoHay Ta Bepudikartii

D-08.16.17(peoaxyin 09) sio 09.08.2022

- Apkyu 1 38

Ipuna KALIAH




HAAY l Pecempayiunuit nomep OOB | 80020
JlopaTok 10 arectara npo akpeJAuTarliio
Ne 80020
Bia «11» TpaBus 2024 p.
1 2 3
29 OnToBa Ta po3piGHa TOpriBIs; JCTY ISO 9001:2015 Cucremu ynpaiiHHs
MOCJIYTH 3 PEMOHTY n06y1~03"x BHpOGiB AKicTiO. Bumoru ([SO 9001 :2015, IDT)
31 Tpancnopt, 30epiranHs ta 3B's130K
33 JlisnbHicTh y cdepi iHpopMaliiHUX TEXHOIOT i ACTEN 15019001 :2018 Cncrewn
2 Y ! p pHE ynpasJiinus skictio. Bumoru (EN ISO
34 [Tocayru 3 gocnijukeHb Ta po3pobok 9001:2015, IDT; ISO 9001:2015, IDT)
35 [Hu nociyru
36 JlepkaBHe yrnpaBiiiHts Ta 060poHa; 000B’13K0BE COolliaJIbHE CTpaxyBaHHs ISO 9001:2015 Quality management systems -
37 OcsiTa Requirements
38 OxopoHa 3/10poB'st Ta colliajibHa JIONoMOora

HauanbHuK BIJJILTY aKpeuTaLlii opraHiB 3 cepTudikaiii cuCTeM MEHEKMEHTY, epCoHally Ta BepHudikaiii

D-08.16.17(peoaryis 09) sio 09.08.2022

[puna KALIAH

Apryw 2 3 8




HAAY [ Peecmpayiinuit nomep OOB l 80020
Jlonarok 0 arecrata npo akpeauTaLiio
No 80020
BiJ «11» TpaBHs 2024 p.
1 2 3
3 BUpoOHHUTBO XapyOBUX I1POJIYKTIB, HAMOIB Ta TIOTIOHOBUX BUPOOIB
4 TekcTuiibHE BUPOOHUITBO Ta BUPOOHUIITBO OJISITY
5 BupoObHHUTBO 1IKipH Ta BUPOOIB 13 MIKIPH
7 Bupobuuurso nanepy ta nanepoBux BUpoOIB )
— — JICTY ISO 14001:2015 CucreMu €KoJIOrYHOTO
12 BupoOHUITBO XIMIYHHUX PEUOBHUH 1 XIMIYHOI POy K| .
o - ynpasJiHHs. BUMOru Ta HacTaHOBH 1110/10
13 BupoObuuurBo apManeBTHYHUX NPOAYKTIB 1 (papMaleBTUUHUX Mpenaparis sacrocysanns (ISO 14001:2015, IDT)
14 BupoOHHIITBO ryMOBHX Ta IJIaCTMAaCOBUX BUPOOIB
17 BupoOuuirBo Metasty Ta BUpoOiB 3 HBOTO [SO 14001:2015 Environmental management
18 BupoOHUITBO MallIMH Ta yCTaTKyBaHHS systems - Requirements with guidance for use
19 BupoOHUIITBO €N1EKTPUYHOIO TA €JICKTPOHHOIO YCTATKYBaHHS
23 [H1Ie BUPOOHULTBO, HE BiJIHECEHE JI0 MepesIiYeHUX YIPyOBaHb
29 OnTosa Ta po3/ipidHa TOPriBIIs; MOCIYTH 3 PEMOHTY MOOYTOBHX BUpPOOIB
3 BupoOHUIITBO XapuoOBHX MPOYKTIB, HAMOIB Ta TIOTIOHOBHUX BUPOOIB JICTY ISO 45001:2019 Cucremu ynpasiinus
OXOPOHOIO 3/10pOB’s Ta 6E3MEKOI0 Mpalli.
12 BupoOHUITBO XIMIYHHUX PEYOBHH 1 XIMIYHOT MPOYKIT BuMoOru Ta HaCTaHOBH 1010 3aCTOCY BAHHS
(ISO 45001:2018, IDT)
13 BupoOHHUTBO (hapMalleBTHUHUX MPOAYKTIB 1 JapMaleBTHUHHUX Mpenaparis
16 BupoOHHUTBO 1IeMEHTY Ta BUPOOIB i3 HHOTO 150 45001:2018 Occupational heal.th il
S Sl S Sl — safety management systems - Requirements
18 BHpO6HHUTBO MAaIMH Ta YCTATKYBAHHS with guidance for use

HauanbHMK BiJIlTy aKkpeuTaLlii opratiB 3 cepTudikalii CHCTeM MeHeIKMEHTY, MepcoHally Ta Bepudikarii |

@-08.16.17(pedaxyis 09) sio 09.08.2022

[puna KALIAH

Apryue 3 3 8




HAAY I Pecempayiinuit nomep OOB [80020

Jlonarok 10 arecrara nmpo akpeauTailio
Ne 80020
BiZ «11» TpaBHs 2024 p.

Ko kareropii Iloznayenus ta nazsa H/I, mo micturs

HasBa kareropii

Xap4Y0BOro JIAHIIOIA BHMOI'H /I0 CHCTEMH MEHE/KMEHTY
1 2 3
C [lepepoGuisiHHsL XapuOBHX MMPOYKTIB, iIHIPEIECHTIB Ta KOPMIB JUIs ACTY ISO 22000:2019 C"CTCM".' KEpyBaRHA
JIOMALIHiX TBapHH Oe3neyHicTIO Xap4oBUX NPOAYKTIB. Bumoru 10
Oyb-sKO1 Opratizailii B XapuoBoMy JIaHII031
K XimiyHa Ta 610XiMIYHA MPOAY KIS (ISO 22000:2018, IDT)

[SO 22000:2018 Food safety management

systems - Requirements for any organization in

F Toprisis, po3piOna TOpriBiis Ta eJICKTPOHHA TOPTiBIIs (€-KOMEpILis) the food chat

Iloznayenns ta nazsa HJ/I, mo MicTHTE BUMOIH 10 CHCTEMH MEHEUKMEHTY

JICTY EN ISO 22716:2015 Kocmetuka. Hanexxna BupoOuunya npaktuka (GMP). Hacranosu 3 Hanexxnoi Bupoouuyoi npaktiku (EN SO 22716:2007,
IDT)

HavanbHuK BiJUIUlY akpeauTauii opraHiB 3 cepTudikanii CMCTeM MEHE/DKMEHTY, NepcoHaly Ta Bepudikanii Ipuna KALIAH

@-08.16.17(pedaxyis 09) sio 09.08.2022 Aprxyw 43 8




HAAY

| Peccmpayiumuit nomep OOB [ 80020

Jloarok 10 arectara npo akpeauTaLliio
Ne 80020
BiI «11» TpaBHs 2024 p.

3arajibHA TeXHIYHA

IMoznauenus ta nazsa HJ/I, mo micrurn

rajysb Texniuna rajaysn BHMOTH /IO CHCTEMH MEHE/IKMEHTY
1 2 3
HeaktusHi MemuHi HeakTHBHI MeJIMUHI BUPOOH 3arajibHOrO MPU3HAYECHHS, AKI HE IMIUIAHTYIOTh
BHPOOH HeakTuBHI iMILJIaHTH

BupoOu jutst jornsiy 3a paHaMu

HeakTHBHI cTOMATOJIOr4HI BUPOOH

[HIIi HEaKTHBHI MEJIMYHI BUPOOM, HIXK 3a3HaYeH] BUINE

AKTHBHI MEJINYHI
BUPOOH, sIKI HE
IMIUIAHTYIOTh

AKTHBHI MEJIMYHI BUPOOU 3arajibHOro NpU3HAYCHHS

Bupobu juist o0y 1oBu 300pakeHHst

BupoOu juis KOHTPOIIIO

Bupobu Juist pajiaitiifHoi i TersioBoi Teparii

Menuni BUpoOH, 1110
MICTSTB/
BHKOPHCTOBYIOTh
creriajibHl pe4oBHUHH/
TEXHOJIOT1T

Menuuni BUpoOH, 110 MICTATB JIIKapchKi cyOCcTaHIiT

JICTY EN ISO 13485:2018 (EN ISO
13485:2016, IDT; ISO 13485:2016, IDT)
Meinuni Bupobu. Cucrema ynpasiiHHs
sKicTiO. BUMOrH J10 peryioBaHHs

ISO 13485:2016 Medical devices. Quality
management systems. Requirements for
regulatory purposes

HavansHuK BIJUILTY aKpeauTallii opraHiB 3 cepTH(iKallii CUCTEM MEHEePKMEHTY, MepcoHaly Ta Bepudikarii

D-08.16.17(peoaxyia 09) sio 09.08.2022

Apkyue 53 8

[puna KALIAH




HAAY

I Peccmpayiimuit nomep OOB l 80020

Jlonatok 10 atecrara rnpo akpeJuTawio
Ne 80020
Bi1 «11» TpaBHs 2024 p.

2

Meauuni BUpoOH Juis

PeakTuBHM Ta iHIII NPOJIYKTH Ui BATOTOBJICHHSI PEAKTHBIB, KaliOpaTopu Ta

KOHTPOJIbHI MaTepiaiu JUIs:

- KJIIHIYHOT XIMIT;

- IMyHOXIMIT (IMyHOJIOTIT);

- rematoJiorii / remocrasy / iMyHOreMaToJIorii;

JICTY EN ISO 13485:2018 (EN ISO
13485:2016, IDT; ISO 13485:2016, IDT)
Meauuni Bupobu. Cucrema ynpasiiHHs

naboparopHoi - Mikpo©bioJiorii; sKiCcTIO. BUMOTH /10 peryioBaHHs
JUarHOCTUKH 1N Vitro - iHeKiHHOT IMyHOJIOTIT;
(IVD) - ricToJorii / IMTOJIOriT; [SO 13485:2016 Medical devices. Quality
- TCHETHYHHUX JIOCIDKEHD management systems. Requirements for
[HCcTpyMEHTH 1 mporpaMHe 3abe3nedeHHs JUIs JIIArHOCTHKH in Vitro regulatory purposes
[HIi MeiMuHI BUpOOH JUIS IIAarHOCTHKHM 1N VItro, WO BLIPI3HAIOTHCS BiJl
3a3HAUYCHHUX BUIIE
HauanbHUK BIUIUTy aKpeauTallil opraiB 3 cepTudikalii cuCTeM MeHeDKMEHTY, MepcoHaly Ta Bepudikarrii Ipuna KAILIAH

D-08.16.17(peoaxyis 09) sio 09.08.2022

Apryue 6 3 8




HAAY I Peccmpayiunuit nomep OOB | 80020
JlopaTtok 10 arecrara rnpo akpeauTallito
Ne 80020
Big «11» TpaBHs 2024 p.
Ha3Bu i No3HAYEHHS HOPMATHBHHX
No Ha3Ba Ta nozHayeHus ﬂ(.):matle.n ki ’"il.; Ha3sga rpynu npoaykuii, ARy eITTi, /0 chm?:me"i
; ) OLIHKH BUIMOBIIHOCTI, x NOKA3HUKH NPOAYKUil, HA
3/m TEXHIYHOr0 pPerJiaMeHTy . . npouecis, Nocjayr . s
crareii a0o 101aTKiB Bi/IMOBI/IHICTH SIKMM NPOBOHTHCS
OLIHIOBAHHS
1 2. 3. 4. J.
1. TexHiuHUN perjaMeHT 3abe3neyeHHs Meauuni BUpOOH VISt AiarHOCTHKH in vitro, Jlonarox 1 TexHiuHOro periameHTy
010 MEJIMYHUX BUPOOIB | PyHKIIIOHYBaHHS Ilepeaik A: 10/10 MEJIMYHUX BUPOOIB JIIs
JUISL JIIarHOCTHKH 1N Vitro, | KOMIUIEKCHOT cucteMd | PearenTu Ta iX mpojyKTH, BKIKOYAI0YH JUIArHOCTHKH 1N Vitro, 3aTBCP/KCHOTO
3aTBEPJPKEHUH MOCTAHOBOIO | 3a0e3reueHHs BIAMOB1/IHI KaJIIOpAaTOPH 1 KOHTPOJILHI nocraHoBoro Kabinera MinicTpis
KaGinera MiHicTpiB skocti (Jlopatok 4). MaTepiaiM JUIS BUSIBJICHHS, JITBEP/DKCHHS Ta Ykpainu Bij 2 xoBtHs 2013 p. Ne 754
YKpainu BiJl 2 XKOBTHS KIJIBKICHOTO BU3HAYEHHS Y 3pa3Kax JIKOIMHH
2013 p. Ne 754 mapkepiB BUI-ingpexuii (HIV 112), T-
nimgorpornHoro Bipycy mojunau I 1 1l ta
renatutis B, C1D; .
TecTH Juist CKPUHIHTY KPOBI, JIIarHOCTHKH Ta
1JITBEP/DKEHHS BapiaHTa XBOpoOu
Kpeiitudenpara-Axoda (BXKS)
Meauuni BHpOOH /ISt JIATHOCTHKH in vitro,
[lepenik B:
PeareHTu Ta iX NMpoayKTH, BKJIIIOYAIOYH
BIAMOBI/IHI KaJIIOpaTOpH 1 KOHTPOJILHI
Matepiaiu:
-JUUIsl BU3HAUYCHHS I'PYIH KPOBI 3a hakTopamu
anTu-Jladdi ra anru-Kiun;
-JUISL BU3HAUEHHSI 1pPEryJIsipHUX
AHTUEPUTPOLIUTAPHUX AHTHUTLIT; 9
-JUIsl BUSIBJICHHS Ta KIJIbKICHOTO BU3HAYEHHS Y = /
HauansHuK Bijy1iJly aKpeaAUTalLlil opratiB 3 cepTudikauii cucteM MEHeIKMEHTY, IepcoHally Ta Bepudikarii - Ipuna KALIAH

D-08.16.17(pedaryin 09) sio 09.08.2022

Apryu 7 3 8




HAAY

l Peecmpayiunuit vomep OOB | 80020

JlojaTok 10 arecrata npo akpeauTaLlio
No 80020
Bia «11» TpaBHs 2024 p.

4

3pa3kax JIIOJAMHU TaKUX BHYTPIIIHBOYTPOOHUX
1H(EKIIIH, K KpacHyXa Ta TOKCOIIa3MO3;
-JUTS JIIarHOCTY BaHHS TaKoi CrajKoBO1
XBOpOOH, K (PEHUIKETOHYPis;

-JUISl BUSIBJICHHS TAaKUX 1HQEKUIH JTIOJMHHU, K
U TOMETAJIOBIPYC, XJIaMIJlisl;

-JUTSl BU3HAYCHHS TAKUX IPYIl TKAaHUH 3a
FOJIOBHUM KOMIUIEKCOM TCTOCYMICHOCTI
TkaHuH mojuuu (HLA), sk DR, A, B;

-JUISl BA3HAYCHHS OHKOMapkepa PSA
PearenTu Ta ix NpoayKTH, BKJIIOYAIOUYH
BIJIMOBI/IHI KaiOpaToOpH i KOHTPOJIbHI
MartepiaiM Ta nporpamHe 3ade3neyeHHs,
po3pobiieHe crnewianbHO JUISt OIIIHKH PH3HKY
CHHJIPOMY TPHUCOMII.

Bupobu jutst caMOKOHTPOJIIO, MPU3HAYESH] VISt
BHUMIPIOBAHHS PiBHS IIYKPY B KPOBI

HayanbHUK BIUIUTY aKpeaUTallii opraHiB 3 cepTudikalii cucTeM MEHE/DKMEHTY, epcoHay Ta Bepudikarlii

D-08.16.17(peoaxyis 09) i 09.08.2022

Ipuna KALIAH

Apryw 8 3 8
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