OEOEPAJIBIIOE ATEHTCTBO

110 TEXHUYECKOMY PET'YJIMPOBAHWIO U METPOJIOI'MH

CUCTEMA JIOGPOBOJILHOW CEPTHO®UKALIMA I'OCT P

«EAC AUDIT»

PEFUCTPAIIMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTUOHKAIIMH 000 «I'OPTECT»

PEMCTPAITMOHHDBI HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0pummaecknii anpec: 109028, Pocens, . Mockea, CepedpsHuteckas nabepexras, 1. 27,

sraxk 4, moM. 1, koM. 17
Tenedon: 8 (800) 1000-730, c-mail: info@eacaudit.ru

wosi2  GEPTUPUKAT COOTBETCTBUA

Perncrpanuonnpiii Homep Ne 04EAC1.CM.03842

O01ecTBo ¢ OTPAHMYEHHOI 0TBETCTBEHHOCTEIO «AraT-Men»

(HAMMEHOBAHHE TTALA)

105173, Poccust, r. Mockga, yir. Imasuas, 1. 6, k. 12

(tTopuardeckHit aapec i)

143906, Poccus, MockoBckas 00aacTs, . Bamanmixa, ksapraia Illutauxoso, a. 88A

(axTHICCKME wpec L)

HUHH: 7719187311 OI'PH: 1037739078970

HACTOSAIIUI CEPTUOUKAT YIOCTOBEPSIET COOTBETCTBHE

CHCTEMBI MEIEKMEHTA KauecTBa uiemii Meauunnckux OfiecTsa ¢ orpanuyennioil 0TBETCTBEHNOCTHIO «AraT~
Megy» Tpedosaunsm FTOCT 18O 13485-2017 (ISO 13485:2016) «M3menns MeaRIHACKHE. CucreMbl MeHEIKMEHTA
KavdecTBa. CHeTeMbbie TpefoBanus JMaH ueell peryinpoBanus» MPHMEHHTEILHO K pa3paborke, NPOH3BOICTBY H
npogake MEXHIMHCKIX H3ACAHI A8 in vitro IHArHOCTHKH: PEArcHTOB M Ha(OpPOB pearcHTOB JUIA KIHHHYeCKOoi
ﬁilﬂxlil\iﬂll, a4 TAKMKC lcamlﬁparopun H KOHTPOJILHBIX MaTEPH aloB

Digitally signed by Ceaicovschi Tudor
Date: 2024.07.30 10:34:59 EEST
Reason: MoldSign Signature
Location: Moldova

Jara perucrpaumu: 08-09-2021

Cpox aesicreus go: 07-09-2024

Pykosoauresnb opramna
1O CePTRRHHKALNM:

B. H. IMorogun

(ITOATICE)
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HACTOSLLMIA CEPTUOMKAT OBA3LIBAET OPTAHM3ALLMIO NOJ AEPKUBATL COCTOSAHME BLINOJIHAEMbIX PAEOT B COOTBETCTBHM C
BBIWEYKASAHHEIMW CTAHAAPTAMM, HTO BYJIET HAXOQUTLCA NOJ KOHTPONEM OPTAHA M0 CEPTHOUKALIWA CUCTEMBI
HAOGPOBOJIGHOM CEPTHOUKALIMK "EAC AUDIT" W NOATBEPHAATLCA NPU NPOXOXMAEHWMA EXXErOAHOT 0 MHCNEKLIMOHHOT 0 KOHTPONA




DEJEPAJIEHOE ATEHTCTBO

1O TEXHUYECKOMY PETYJIMPOBAHHWIO H METPOJIOT WA

CHUCTEMA JOBPOBOJILHOW CEPTUOUKALIMM TOCT P

«EAC AUDIT»

PETHUCTPAITMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTHO®HKAILIHHM OO0 «'OPTECT»

PETCUCTPALIMOHHBIN HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0punugeckuit agpec: 109028, Poceus, . Mockea, CepeGpanudcckan nabepexnas, 1. 27,

oraxk 4, noM. 1, ko, 17
Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit,ru

PAZPEHIEHHUE
Ha NpUMMeHeHHe 3HaKa COOTBEeTCTBMS

cucremMsl JoOposossnoi ceprudpuxanuu 'OCT P

«EAC AUDIT»
Perucrpauuonnbiii Homep Ne 04EAC1.CM.03842

BEIJTAHO HA OCHOBAHHWH PEIUEHMS O BBIJAYE CEPTU®HKATA COOTBETCTBHA
CUCTEMBI MEHE/[KMEHTA KAYECTBA U3JIEJUNA MEAMUMHCKHAX

O611ecTBO C OTPAHMYEHHON OTBETCTBCHHOCTBIO «Arar-Mem»

(HAMMENODAITIE THLA)

105173, Poceus, r. Mockea, yiu. I'nasHas, 1. 6, kB. 12

(HOPHITHYECRIT aTipec THIT)

143906, Poccus, Mocxosekas obaacts, r. Banammxa, kaprai Ilurauncoso, 1. 88A

(thawrHuccKmit aipec ima)

ViHH: 7719187311 OCPH: 1037739078970
PASPEINAET

TIpHMCHATE 3HAK COOTBETCTBHs cucTeMbl moGporonbuoit ceprudmkaunn «EAC AUDIT» na nepron acicrsus ceprudurara
cooreercTBua No 04EACL.CM.03842 B mro6oit dopme, HCKIIOIAIOMIEH BOIMOMHOCTE TOIKOBAHHA €0 KAK 3HAKA COOTBETCTBHA
KaviecTha Mpogykumy. JonyckaeTca WCHIONB30BATE 3HAK COOTBETCTBMS B pexmaMHBIX Oyknerax, npocnektax, Gpomnopax,
IaKarax, G1aHkax opraHr3aHORHO-PACTIOPAIUTCABHON TOKYMECHTALMH OPraHi3allHi — ASPIKATENI cepTrduKaTa.

PyKoBOIBTC/IL Oprana > //’ .

no ceprHdmranim: B. U. Iloroaun
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HACTOALMIA CEPTUPUKAT OBA3BIBAET OPTAHH3ALIMIO MOAAEPUBATD COCTOSHUE BbINOIHAEMBIX PAGOT B COOTBETCTBHU C
BBILIEYKA3AHHBIMW CTAHQAPTAMM, 4TO BYAAET HAXOAWTLCA NOA KOHTPONTEM OPTAHA NO CEPTHONKALIMM CHCTEMbB!
AOBPOBONIbHON CEPTUOUKALLIWM "EAC AUDIT" W NOATREPXAATHLCA NPH NPOX0H AEHUK EXET04HOM0 MHCNEKLMOHHOMO KOHTPONA




GOENEPAJILIOE ATEHTCTBO

I1O TEXHUHECKOMY PEI'YJIMPOBAHHWIO U METPOJIOTMHA

CUCTEMA TOBPOBOILHOU CEPTHOUKAIIMA I'OCT P

«EAC AUDIT»

PEIHCTPALIMOITHEIN ITOMEP POCC RU.32028.04EACI

OPT'AH ITO CEPTU®PHKAIIMH 000 «I'OPTECT»

PETUCTPATIMOHHLIN HOMEP POCC RU.32028

HHH 7717616798 OTPH 1087746489060

IOpuaHueckuii agpec: 109028, Poceus, ©. Mockea, Cepelpanudeckas Habepexnas, u. 27,

arak 4, noM. 1, ko, 17
Teaedou: 8 (800) 1000-730, e-mail: info@cacaudit.ru

CEPTUPUKAT COOTBETCTBUA AYAUTOPA
Perncrpanuonnsiii nomep Ne 04EAC1.CM.03842-02

HACTOSIIUN CEPTUDPUKAT YVIOCTOBEPSET, UTO

Inagyn Buranaii Buxroposuy

cooTBeTCTBYeT  TpeGoBaHMsM  cucreMmbl  JjoOpoBonpHON  ceprudukanmmu  «EAC  AUDIT»,
NpeassSBASEMBEIM K ayIUTOpaM BHYTPEHHUX MPOBEPOK CUCTEMBI MEHE/KMEHTA KauecTBa H3JIEeNui
Menunurckux Ha coorBercrsue craHmapty I'OCT ISO 13485-2017 (ISO 13485:2016) «Usnemms
MeguupHckue.  CHcTeMBl  MeHemKMeHTa  kadecTsa, CucremHele TpeGoBaHMs  Jna  Lenei
PETYTHPOBAHUA»

Jara perucrpanun: 08-09-2021

Cpox peiicreus go: 07-09-2024

PyxoBogure/n opraua ; r.//?l__x#

1o cepruduKanan:

B. U. IToroauu

T

(noanic)
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HACTOALLUA CEPTAGUKAT 0B6A3bIBAET OPTAHUIALUIO NOJJAEPHMUBATE COCTOAHME BLINONHAEMBIX PAGOT B COOTBETCTBHU ©
BBILEYKAIAHHBIMH CTAHZAPTAMM, 4TO BYAET HAXOAWTLCA NOS KOHTPOJMIEM OPTAHA N0 CEPTUOWKALIMK CHCTEMBbI
AOEPOBONBHOU CEPTHOUKALLMA "EAC AUDIT" M NOATBEPX AATLCA NMPU NPOXOX AEHWH EMETOAHOM0 MHCNEKLMORHOI O KOHTPONA




OEOEPAIILHOE ATEHTCTBO

IO TEXHUMUECKOMY PEIYJIMPOBAHWIO W METPOJIOIMH
CHCTEMA JOLPOBOJ IbHOW CEPTUOUKALIMM TOCT P
«EAC AUDIT»

PEI'MCTPALIMOHHBIN IIOMEP POCC RU.32028.04EACI
OPI'AH I1O CEPTHOHUKALIMH OO0 «'"OPTECT»
PEFHCTPATIHOI‘IHLIH HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

FOpuanueckuit anpec: 109028, Poceus, . Mockera, Cepebpannueckas nadepexkHan, 1. 27,
oTax 4, nom. 1, kom. 17

Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit.ru

CEPTU®UKAT COOTBETCTBUSA AYAUTOPA
Perncrpauuonnsiii Homep Ne 04EAC1.CM.03842-03

HACTOSIIIIUN CEPTUOUKAT YIOCTOBEPSET, YTO

Hedyxor FOpuit Huxonaesuy

COOTBCTCTBYCT  TpeGOBaHMAM  CHCTEMbI  106poBonbHOM  ceprudukammu  «EAC  AUDIT»,
NpeaBABIAEeMEIM K ayquTOpaM BHYTPEHHHMX IIPOBEPOK CHCTEMBI MEHEIKMEHTA KauecTBa M3Je/i
MEIMOWHCKHX Ha coorsercrsue cranmapry T'OCT ISO 13485-2017 (ISO 13485:2016) «Msnenus

mepmuouiickue.  CHUCTeMBI  MEHCxKMEHTA KayectBa. Cucrtemnbie  TpeOoBaHms  JIjid
PETYIMPOBAHUS

Jara peruerpannu: 08-09-2021

Cpox peitcrsust xo: 07-09-2024

PYKOBOAMTEL 0praina - /6 .
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HACTOALLMIA CEPTUDUKAT DEA3LIBAET OPTAHM3ALIMIO NOAJEPHUBATL COCTOAHKE BbINOIHAEMbIX PAGOT B CODTBETCTBHMM C
BBIEYKA3SAHHBIMW CTAHIAPTAMM, 4TO BYJET HAXOJUTLCA NOJL KOHTPONEM OPTAHA NO CEPTUGHKALIMKA CUCTEMBI
AOBPOBONLHON CEPTUHUKALMK "EAC AUDIT" N NOATBEPX AATHCA NPK NPOXOMAEHWK EXXET0AHOM0 MHCNEKLIWOHHOTO KOHTPONA

Hemnen




K"?,',’,',’;’ ec’:,a; 000 «AraT-Mem»
e 105173, r. Mocksa, yn. I'nasHas, 6-12
Ten. (495) 777-41-92

z a m agat@agatru  www.agat.ru

HACIIOPT

Ha6op pearenros asis onpenesienusi remorno6una s KpPOBH
reMHUTrT00MHIHAHHAHBIM METOAOM
«Iemorsodun-ATAT»
(600 omp. x 5 Mn)

Cepus 17/121122 JlaTa Boinycka 11.2022 Tozeu no 11.2024
Konuuecrso Habopos B cepuu 50000

’_ Haumenosanue noxasarest Xapaxrepucrnka u HopMa 0 | PesynbTaTer anaauia
TY 9398-280-11498242-00

1. BHemnuii BH

1.1. Tpancdopmupyromuii peareHT ITopomrox xento-opanxkesoro Cmech Oesbix u
L[BETA WITH CMeCh BeNbIX 1 OpPAaH>KEBBIX KPHCTAIIOB

OPaHXXEBbIX KPUCTAJIOB

1.2 Aneronumanruapun BecuserHas npo3padHas Becupernas npospaunas
XKHAKOCTb JKUAKOCTH

1.3 KanuGposouHblit pacTBOp reMornobuHa TIpospagHas >KMAKOCTE OT TIpo3pauHast MUIKOCTh

TEMHO-KPaCHOro 0 TEMHO- TEMHO-KPaCHOTO I1BETa

KOPHUYHEBOTIO IIBETA

2. TexHuuecKne XapaKTePHCTHKH
21 Tect Ha COOTBETCTBME KamuGparopa

KOHTPONILHOMY ~ 1a0OpaTOpHOMY — PacTsopy 2 CootBercrByer
remornobuna 120 r/n, orknonenue B %, He

Douiee

2.2 YyBCTBUTENLHOCTS, /11, He Gonee 10 CootBercrByer

3. loka3aTeid NPABHILHOCTH onpeaeJieHust

3.1 Tect Ha "nuneiiHOCTD" B nuanazoHe
kKoHUeHTpaunii ot 20 go 200 /1, OTKIOHEeHUE 2 CootBercrByer
B %, He Bosee

3.2 Tecr Ha "oTKpbITHE", OTKIOHEHHE B %, He

6onee 2 CootBercrByer
3.3 Koo dunuenT Bapuanuu pesynsTaToB

onpenenennn, %, ne Gonee 2 CootBercrByer
3.4 lomycTumblit pasbpoc pe3yaLTaToB mpu

NapanIeNbHbIX OMPEAEHAEHUSIX OQHOM NPOOLI 2 CootBercreyer

pasHeIMH HaGopaMH ofHOM cepuu, %, He 6oJee
3.5 Bpems BBIXOZia ONITHYECKOH TFIOTHOCTH Ha
VCTOHMHBLIE NOKA3ATENH MOCHE NOOaBICHHS 20 CootsetcrByer
aHamM3Hpyemoii npobel, MuH, He Gojee

Saxnouenne OKK OO0 «Arat-Meny:
Cepust 17/121122 cootBercTByeT TpeGobanmsim TV 9398-280-11498242-00

Hauanbnuk OKK OO0 «ATAT-ME/I» I'naayx B.B.
«_15» rosabps 2022r.

nmA Ans AnekTporopok Conoeeesa T.B. k gokyMeHTy PacxogmnasBH Ne 653621  oT 14.06.23 « ToBapy noa. 6
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HACIIOPT

000 «Arat-Meo»

105173, r. MockBa, ya. I'nasnasi, 6-12
Ted. (495) 777-41-92
agat@agat.ru www.agat.ru

Ha6op xoHTpOonBHBIX pacTBOpOB remMori06uHa
ATt BMOXUMHYECKUX HCCenoBanumit 3 dur. x 5 M.

«I'emor106un —~Konrpoas» (Buoxont I'K)
TV 9398-275-11498242-00

Cepus §7/910323  [lara Bhinycka 03.2023 Tlomen no 03.2025
Kommuecrso HabopoB B cepun 1000
Hanmeﬂonaﬂne TNOKAa3aTeNst TpeGoaunsa TY PesysbTaThl aHaTH3a
1. 1 PaCTB()p remorno6una [K-1 (KaT .N'°339) YKMIKOCTb OT TEMHO- Kunkoctb remHo-
['K-2 (Kar.Ne340), I'K-3 (Kar.Ne341) KpPacHOTO 10 TEMHO- KpacHOTO LIBeTa
KOPHUYIHEBOTO LIBETa

2. Texnuqqcmle XapPAKTEPHCTHKH L
2.1 KoHueHTpauwus pacrsopa remomo6HHa

T'K-1, r/n, B unrepsaie, 65-75 70

I'K-2, r/n, B unTepsane, 110-130 121

T'K-3, r/n, B nHTEpBAanNE, 145-175 160
3. MoxasaTenn npanu.nbnocru onpegefeHuss
3.1 l{oacbc]muueﬂ'r Bapuauuu PE3YILTATOR
onpegenenns, %, ne Gonee SO S—— L\ — Y - - . . S
3.2 JIonycTHMOE OTKIIOHEHHE OT
ATTeCTALHOHHOTO 3HA4EHHS KOHLIEHTpALMH 2,0 COOTBECTBYET
remornobuna, % webonee . o
33 Memdmamnnan Bapualms
pacxoxenne, %o, He bonee 2.0 .. LOOTBECTBYET |
3.4 ,[[onycmem pa36poc peaynb‘ramﬁ
OnpeaAeneHns KOHUEHTPALHH IeMOTI00HHa B 2,0 COOTBECTBYET
pasHeix Habopax ofHO# cepuu, % He Boee

3akmouenne OKK OO0 «Arar-Men»:

Habop cepun §7/910323 tpeGopanmsam TV 9398-275-11498242-00 NPETIPUATHA

COOTBCTCTBYET.

Havamrrvk QKK ONO « ATAT-MEI» Tnagyn B.B.

« 15 » mapra 2023 r.

wmaA ans OnekTporopck ConosbeBa T.B. K aokymeHTy PacxogHasbH Ne 653621

ot 14.06.23 k ToBapy nos. 7
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MUHUCTEPCTBO 3/IPABOOXPAHEHMA PECITYBJIMKW BEJIAPYCh

PETMCTPALIMOHHOE YIOCTOBEPEHHUE
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_ Digitally signed by Ceaicovschi Tudor
~ Date: 2023.01.18 13:58:04 EET

- Reason: MoldSign Signature

- Location: Moldova
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