HAIIMOHAJILHBIA HAYVYHBII LIEHTP
TOKCHUKOJIOTUYECKOI U BHOJIOrMYECKOM BE3ONMACHOCTH
MEJAUIMHCKNX U3JIEJIUIA
UCHBITATEJbLHASI IABOPATOPHS "TOKCUKOJIOIr"

129301, Mockea, ya.Kacarkuna, 1.3, Ten.: +7(495)683-97-38

SAKJTHOUEHHBE, #¢ scscorn ey /- 8

of Medical Uievices. Lig &
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Ne277-20 o1 «23» 12.20
YerpolieTBo  ofeszapakupariis Bozayxa no TY
BapuanTax ucnonuenns (cm. MNpunoxenue 3)

HauMCHOBaAHUE MEIHLHHUCKOTO nijenus
Coctapaen: 000 «HanuoHalbHbii HayYHbIl  HEHTP TOKCHKONOMHYECKOH 1
Ouonornyeckol Ge3onacHocTH MEAMLIMHCKUX H3ICTUI»

HAUMEHOBAHHE HCTIBITATCHLHOK Opramvu3aunm
Mcnbirarenshas naGoparopus « TOKCHKOIOM

C YKasanuem Mecta MpoBe/IEH NS HCITBITAHMI
Hounomounsi na nposepenue HCHLITAHHHA, ARKPeAMTAUMS Ha TEXHHYECKYID
KOMIETEHTHOCTDL H He3aBUCHMOCTD /IS IPOBEIeHHS PadoT MO HCNBLITAHHM:
Arrecrar aKkkpeaurauuu  Pocakkpeaurauuu  NePOCC RU.0001.211MMS5 ot
25.03.2016r. (nara BHeceHus B PeeCTp akKpeanToBauHbiX aui 07.09.2015r.), obaacts
axkkpearauun OKBDJ] 74.30

Ne, nara sbuati, o6macts AKKpe HTaunu
1. B mepmoa: ¢ 14.12.2020r. o 23.12.2020r.
Hcnbrratenshoii naGoparopueii « ToKCHKOMOM BXOAALICH B cocras OO0
«Haunonansusnii Hayyssii LUCHTP TOKCHUKOJIOTHYECKON 1 OHOIOrUYecKoi
0e30MacHOCTU MeAULIMHCKIX U3

HaHMEHOBAHHE OpraduMsalun, n poBOAMILIECH HCCICHORaHHA
POBE/IeHBI TOKCHKOJIOrHYECKHE UCCIIENOBAHMS:
Yerpoiictea  ofessapakuBanus Bosayxa no TY 32.50.50-018-59795650-2020 B
BapuaHTax ucnoyinenus (cM. Ipunoxenue 3)

HAUMEHOBAHHE MEIUIIHHCKOIO M3 THA (C YRKaiatmeM NPHHAUIEIKHOCTEH, HCOOX OIHMBIX IS
IPHMCHCHHA MEJIHIHHCKOTO W3S TIO FI&'.ZH&‘IE.‘HHIO)

tipoxssogeTea: QOO MHITT «AHTPAKC», Poccus

HaHMCHOBAHHC NPOMIBOANTES, CTpaHa Mpou3BOACTRA



B COOTBETCTBHH C:

FOCT ISO 10993-1-201 1 Haaenun menuumsHesne. Quenka GHONOTHUCCKOro AeHCTEIA MEAMUMHCKMX W3,

Hacrp 1. OQueHka u ucciesosasis

FOCT P HCO 10993-2-2009 Usneans mexnunnckne, Onetka GHONOIUMECKOro ACHCTRIA MEAHIMHCKHX H3aeluil.

Hacrs 2. Tpedosanua x 00paiueHnio ¢ sHBOTHBIMI

FOCT I1SO 10993-5-201 1 Msgeans meanuunckue. Quenka GHONOTHIECKOTO ASHCTBHA MEAHIIMHCKUX H3NCMITH,

Hacrs 5. Heesie10Banus Ha UMTOTOKCHUHOCTL: METO/ILL i1l VILTO,

FOCT ISO 10993-10-2011 W3nenns meaunuuckie. Olenka GHOAQMMHECKOED JSHOTBUA MEIHUHHCKIX H3XCIHIL

Hacts 10, Heenenosauna pasapakaiouiero # CeHCHGNIIBHPYIOLICTO AciicTsI.

FOCT ISO 10993-12-2015 Mznenus memuunckue. Onenxa GH010rYeckoro NeiicTais MeMIIHCKIX H3ASN L,

Haers 12. TlpuroTornerue npod i kKOHTPOAbIbIE 0OpasLb.

FOCT P 527702016 "Mzmenws MeauuMHCKue. Tpebosauns Oesonachocti. MeTOALI  CAHUTAPHO-NIMHYECKHA i
TOKCHEOAOIHYCCKAX HCTIRETAHMIL"

FOCT 31209-2003 "Kowreiiepsl 418 KpOBH H €e KOMIOHEHTOB. T pebopanng  xumnveckoll W Guonornueckol
Ge30MacHOCTH H METO/ibl HCTIbITAHMA."

FOCT 31214-2016 "Msaennn wmemuumbckue. TpeGosanus K 00pasuaM W JIOKYMEHTALWM. NPEACTABISEMBIM HA
TOKCHKOAOTIHUCCKHE, Cﬂ!l_[»‘l'l'apHO-kllMH'-l COKME HOCHEIOBAHNMA, HCTILITAHMA Ha CTEPHABHOCTE M 11 11[)0{'CHHOCTB,"

FOCT 31870-2012 "Bosta nurpesas. Onpenesesue CoACPKARNA YIEMEHTOR MCTOAAMM ATOMHOMN cnexrpoMeTpun”

I'H 2.3.3.972-00 "lpenedpto JOMYCTHMBIE KOMMECTBA NHMIYECKHX BEUICCTH, BRACHSIOLIMXCH 13 MUTEPHANIOB,
KOHTAKTHPYIOWUX ¢ NHILEBbIMH TIpOiayKTamu’.

MY 1.1.037-93 "BHOTECTHPOBAHHE IPOLYKUMIL I3 NIOTUMEPHBIX H IPYFHX MATEPHAIOB"

FOCT P 55227-2012 Bona. MeTojibt onpeaenesns conepxaniis popManbiervis.

MP Ne01.025-07 Tazoxpomarorpaduueckoe onpeacicHue aumernidranara, auMeruarepedTanarta, AndTHAGTATATA,
mubyrinranara,  Syruabemsundranara, Ouc(Z-yruarekcun)ranata i MOKTIWIQTANATA B BOAHBIX BBITSKKAX W3
METePHAI0B PA3IMHOTO COCTARY,

MVK 4.1.5166-14 I'a30xpomatorpadi4eckoe ONpeaeicHe rekcana, refirana, aueTaibieriia, aUeToOHa, MCTHIILeTaTa,
ITHABLCTATA, METAHO/IA, W30NPONAHONA. AKPUAOHUTPHAA, H-NPONAHONA. H-NIpoMIALeTaTa, OYTHIALETATA. HIOGVTAHONA,
H-G}«"i'dl-ll}"la, &H'}OJIEL TOJTYOMa, 3’1‘11;’[6?1{30}]&, M=, 0= L I1-KCHIOJI0B, }1'501190"“.'16!?}130}13. CTHpOa, a.;:bd:a—me'msacmpona L]
BOJIC It BOAHBIX BRITHKKAX W MATCRULIOB PA3HiHOTO cocTana,

HaUMEHOBaHHE ¥ 0D03HAYCHWE HOpMaTHBHOQ H TEXHHYCCKOH AORYMCHTAITHH (TC‘!XHH‘ICCI\‘HM
pernamertam, FOCT, TOCT P. T'OCT P UCO, CanlluH, MY, MYK, npuxazam # 10CTaHOBIEHHSIM,
MOKIYHAPOHBIM HOKYMEHTaMm (HM&K)UIH‘M CTaTYC CCBUTOYHOTIO ,’.IOKYME?HT&) HAVUHBLIM JaHHbIM MT.1.)

2. Jlas IpoBeNeHAS TOKCHKOIOTHIECKHX HCC/IeJOBANKI IPeACTABICHDI:
JokymenTs B COOTBETCTBUH C NpUKa3oM MHUHUCTEPCTBA
3JIPABOOXPAHEHMSI POCCUMCKON ®EJIEPALIAU or 9 suBaps 2014r. No2u:
-3asBiIEHUE O TIPOBE/ICHHH TOKCHKONOTHYECKHX HCCTeOBAHMIL

-Konnvectso orobpannbix ais uccnenosanmii 06pa3noB MeaMUMHCKMX H3AENUN —
Yerpoiietso obessapaxusanus Bosayxa no TY 32.50.50-018-59795650-2020, mouens
UV-JET UV-MS5-35-F - [Taprua NeQ0Ol — 1 u3nenue, nata Beinycka 11.2020r., cpok
CiIyKO0bI S Jer,;

-CBeleHus 0 HOPMATHBHOM JAOKYMEHTAUWH Ha MEJAMLUHHCKOE H3IeIHE;

-Texnudeckasi ¥ SKCIyaTalMOHHAA AOKYMEHTALMS NPOUBOLMTENS C (epedHem
CTAHAPTOB, TPeGOBAHMAM KOTOPBIX COOTBETCTBYET MeANIMHCKO® H3ALIIME;
-HosicuuresibHas 3anncka ¢ HEOGXOMUMBIMK CBEACHUAMU O MEIHIHHCKOM U3IEITHH,
HOPMATHBHOH NOKYMCHTALMEH HA MEIMLMHCKOE H3leIHE W MATEPHAIHI M3 KOTOPHIX
OHO H3rOTOBJCHO, & TAKKe APYTroH HeoOXOANMOMH /N HCTIBITAHUH UHBOPMALMEH;
-Ilpuioxkenne ¢ ykasasieM BapHaHTOB UCTIONMHEHHS MEAULMHCKOTO W3ACHHS (CM.
Hpunoxenue 3).

HCPEUEHD JIOKYMCHTOB. JIAHHLIX, 06[}2‘].‘3{108 MEJHIMHCKOTO H31enui (!{OIH‘I‘{CCTBOJ
3. OO0 «HarnoHanBHEIH HAYHBIA UCHTP TOKCHKOIOIMHYCCKOH B BHOMOTHUYECKOT]
Ge30NacHOCTH MEAMLMHCKUX H3/eTHIi»

HAHUMCHOBAHUEC UCTIBITATCIBHOM OPraHyu3daiy
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[IpOBEOSHEBI TOKCHKO/IOI'HYECKHE HUC ClICIOBaHN A

Yerpoiicrsa  ofessapakusanns Bosuyxa no TV 32.50.50-018-59795650-2020 s
BapHaHTax nenosinenus (em. [Mpunoxkenue 3)

HauMECHOBAHHE MCIHIHHCKOTO U3AC/THS
B COOTBETCTBHM € yTBEPKAEHHOH TIPOrPaMMoi (cm. TpUNIoKeHue 2)

3.1. JlokyMeHTaLMS IPeICTABICHA B IONHOM 06haMe.

OICHKA NPeICTARICHHOM AOGKYMEHTAlMH
3.2. Jlist yHUUTOKEHHS COAEPIKALINXCS B BO3/lyXe OakTepuil yabTpadMoIeTOBBIM (YD)
H3JYUCHHCM ¢ [PUHYAUTENLHOH UUPKYJIsL1eii BO3NYLIHOTO TIOTOKA € UEJIbIO
NpeoTBpalleHuss  BHYTPUOOIBHUYHOTO PaclipOCTpaneHus  BO3/LYHO-KATIETbHBIX
UHOEKLUH.

HA3HAYCHHE MCOHUNHCKOIO H3Aeius
3.3. KpatkoBpeMeHH bl KOHTAKT ¢ HETIOBPEK IEHHOM KOKEH.

BHJ[ KOHTaKkra ¢ OPraniiIMoM

3.4. Knacc 1.

KJIaCce IMOTeHIHAIBHOIO PHCKE MIPHMCHCHHS MCAHIHHCKOTO H3/IC/IHY B COOTBCTCTBHH ¢
HOMCHKIATYPHOM KAacCHPuKaiHed MeHIMHCKIX W3 e il

3.5. AKPIIOHHTPHAOY TANMEHCTHPOL Mapku 15A1-H, npomssoacTea gupvel «Formosa Chamicals & Fibre C orporationy
(Kutaii). okpalienHbiil SeibiM KpacuTenem mapku | 1898-1 White MB, npoussoucrsa dupmsl «Ampacet Corporation»
(CHIA) ~ xopnye usnens. KOPLYC N KHOOKH [YJIbT8 AHCTAHUMOHHOIO YIIDABJICHIMH, PYUKH HAa KOPMYCC H3AeTHA.
ARDHIOHUTPUADYTANHEHCTHPON Mapka 15A]-H. nponsoicTea (prpmul «Formosa Chamicals & Fibre Corporation»
(Kurail). OKkpallenHblii 4epibiv KpaciTeien mapku RL 126962, npomssonctea Gupmb «Ampacet Corporation» (CLLA) -
BCTABKH Ha KOpIyce Wiieians i NYJbTa JRCTAHHWOHHOIO ¥YOpapieHHA, KHOTKH MYALTE AHCTEIHUBWOHHOTO )’2?}}2!3!]?}1[!5.
Honusuneaxnopua vapku PVC-60P, nponssoncrsa Prupmbl « TECHNOPLAST Co. LTD» (Kurail) - oBonouka kabens
MICKTPONHTAHIA, KOPHYCH PasbeMob Kabess yIeKTporHTauis.

HAMMEHOBAHHE HPUMCHSEMbIX MATCPHAIOB, KOHT&KT‘ﬂ_p}'}OI{EHX C OPraHH3IMOM Y4EeJlIOBEKA
3.6. Mzaenua nectepuibubl. CanuTaphas oBpaboTka W3 uii npoBoaunace 1o MY
287-113,

Crocod CTEPHAH3ALNE MCOHIIHHCKHX H3Aenuii

4. KpaTkoe ui/ioxenne pesyabTaroB HCNbLITAHMIA:

4.1. PesyabTarbl CaHNTAPHO-XMMHYECKHX HCNLITAHMIL: Conepxanue B BOJHBIX
BBITSKKAX W3 00pa3sLoB BOCCTAHOBUTCIILHBIX IPUMECEH, BhipaKEHHOE B 00beMe 0,02 H.
pacTBOpa THOCYIb(ara HATPHsL, 3ATPAYEHHOTO HA UX OTIpeencHue, cocTassier ot 0,12
ma go 038 ma (nomyerumoe — 1,00 ma). UsmeHenue 3HaueHuii pH BeiTskek B
CPaBHEHUHM € KOHTPOJIEM HaxoauTes B wHTepsaie ot 0,03 jgo 0,14 (aonyctumoe - +/-
1.00). MakcumanpHble 3HAYEHUS ONTHYCCKOM MIOTHOCTH B MHTEPBATe UTHH BOH 220-
360 um naxonarcs B uuTepane or 0,028 no 0,156 (nomyctimoe — 0,300). Metonamu
[DKX n BDXX yeranosneHo, uto AKPHJIOHHTPHIL, aleTaabAerusi, aleToH, OyTHIIOBbLH
CIUPT, BUHWIXJIOPUA, AMOKTHAPTANAT, M3OMPONUIOBBIN CIHPT, METHIOBBIH CHMpT,
NPONMIOBBIA  CIUPT, CTUPOJ, (OpMaiblerdl He OOHAPY)KeHBI B Ipegeax
HYBCTBHTEJIbHOCTH OIPEACIICHUST COOTBETCTBEHHO (B Mr/m): 0,005; 0,05; 0,05: 0,05;
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0,005; 0,05; 0,05; 0,05; 0.05; 0,005; 0,002 (AOMYCTHMbIC 3HAYEHHS COOTBETCTBEHHO
(B mr/n): 0,025 0,25 0,15 0,5; 0,01; 2; 0,1; 0,2; 0,1; 0,01; 0,1). Murpauus MeTalios,
onpeneisemas meronom AAC, He obnapyxeHa npH MUHUMAILHON onpejensemoil
KOHUeHTpauuu (8 mr/n): ceuren — 0,001; onoso - 0,005; uuuk - 0,001; xenezo - 0,04:
menn - 0,001; xpom - 0,001; xagmuit - 0,0001. Jonycrambie COepHKaHHs YKazaHHbIX
MCTAJIIOB COCTaBJIAIOT COOTBETCTBEHHO (B Mr/n): 0,03; 1,0; 1,0; 0,3; 1,0: 0.1: 0.001.
4.2.  PesyabTarbl  TOKCHKOJIOTHYECKHX HenbiTaumiis  [[py  MHOrOKpaTHbBIX
AMILUIMKALIMAX BBITSOKEK W3 M3JCJIHI HA KOXKY OesbIX KphiC B TeUeHME BCEro Mepuo/ia
HaOJLIONEHUS HEe OTMEYEHO I'MOENIM NOAONBITHBIX KUBOTHBIX, W3MEHEHMN BHELLHE!O
BR/IA, TIOBC/CHHS, MMOCIAEMOCTH KOPMa, ABMIAaTeNbHONH AKTHBHOCTH 10 CPAaBHEHHIO ¢
KOHTPOJILHOH Ipynmoil KUBOTHBIX. B yCIOBUSIX 3KCHEPUMEHTA Pa3IpPaKAIOLIEro
NAEHCTBUSI HE BbISABIICHO.

[lpoBeseHo uccnenoBaHne MUTOTOKCHYIOCTH HA  CYCIEH3UOHHOI] KYJIbTYpe

[IOIBHIKHBIX KICTOK C ONpeNeNieHHeM MHACKCA TOKCHYHOCTH. MHAEKC TOKCHYHOCTH
cocrasui oT 78% a0 92% nipu HopmaTtusHOM 3HakYeHnn ot 70% 1o 120%.
5. BuiBoabl mo pesyapraram uenbitanuli: Verpoiicrso obe3zapakuBaHHs BO3AyXa
no TY 32.50.50-018-59795650-2020 B BapuaHTaX MCHOTHEHUS (CM. [Tpunoxenue 3)
MO TOKCHKONOTHYCCKMM W CAHUTAPHO-XUMHYECKUM  1OKazaTensM  OTBeYaeT
TPeOOBAHUAM, NPEABABIACMBIM K MEIMIMHCKUM  H3ENHAM, KpPaTKOBPEMEHHO
KOHTAKTHPYHOLHM C HENOBPeKAEHHOH KOXKEH.

Pe3ysibTaThl TOKCHKOJOTHYECKHX —HCCIIe0BaHMI pacnpocTpaHsOTCH Ha  BCe
BAPUAHTHI HCIIOAHEHHUS W3NS,

6. BoiBoabl 0 cOOTBeTCTBHM TPeGOBAHHSM TeXHHYECKO AOKYMEHTANMN:
YerpoiictBo  obessapaxuBanus Bosayxa no TY 32.50.50-018-59795650-2020 s
BapHAHTaX HCHOJHeHHa (cM. [lpunoxenue 3) HeTOKCHUHO, OTBedaeT TpeGoBaHHAM
HOPMaTHBHON JOKYMEHTALIMU,
7. OUeHKA Pe3yJbTATOB TOKCHKOIOIHUECKHX HCCJICIOBAHMI H pPeKOMEHAAIHH O
BO3MOMKHOCTH HpoBeAeHHsN KAHHHYeCKHX HCIbITAHHI: PesynbsTatel
TOKCHUKOJIOHYECKHUX HCC/eOBAHHA MO3BOJISAIOT PCKOMECHAOBATE AaHHbBIC H3A€/us s
MpoBedelns KIMHUYECKHX UCITBITAHU .

3AKJIKOYMEHUE
YerpolictBo  obezzapaxuBaHus Bozmyxa no TV 32.50.50-018-59795650-2020 s
BapuaHTax ucrioaHenus (em. [Npunoxenne 3)

HAUMCHOBAHKEC MCIUHUHHCKOIO H31eiHs

COOTBETCTBVET rtpe6oBanusm Ge301acHoro npuMeHeHus.

[Ipuaoxenus:

[punouxenne 1: IpoTOKOA TOKCHKOIOMHYECKAX MCCTeI0BAHMI

lpunoxenne 2: YrBepkaSHHAR [POrpaMMa TOKCHKOJIOTMYSCKHX HCCIEL0BaHUH
MEJIMUHUHCKOIO U3LIIHA.

[Ipunoxenue 3: BapuaHTbl HCTIONHEHUS MeTUIITHCKOTO U3e/ .

Hpuioxenns upinoTes neorbemaemoii YacThio 3AKIIOYCHHN

OTBETCTBEHHBIN UCTIOIHUTEND: & M‘??“ C.ne. HMpaun M.



hn

Hprurowenne |

000 "HAUMOHAJIbHbIN HAYYHBIIT LIEHTP TOKCHKOJIOTUYECKON
1 BUOJIOTHYECKOMH BE3OIACHOCTH MEAUUHUHCKUX W3IEJINIT
(MCIIBITATEJNBHAS JIABOPATOPHSI "TOKCHKOJIOI )

ATTecTaT aKKpeanTanun o BEPACIAIO
PocaxkpeanTannu 77 1 v PYIcON .'-,&n ureas UJI

N POCC RU.0001.21UM55 dend e W Bpod. H.E. Bensien
or 25.03.2016 r. NSC Toriogpon

# TCatogic Tastin
\ of Madica) Devigos., Ltg -

o

)

(1aTa BHecenus B peecTp akkpe-
AHTOBAHHBIX 1uL 07.09.2015¢.)

NPOTOKOJ TOKCUKOJIOTNYECKUX HCIIBITAHUN
Nel1791/277-20 or 23.12.2020 r-.

HanmenoBanue manenns: YerpoiieTso obessapakupanms Bo3ayxa no TY 32.50.50-
018-59795650-2020 8 Bapnantax ucnoanens (e™m. TTpunoxenne 3).

H/I na mspeame: TV 32.50.50-018-59795650-2020

Mapkuposxka usaeans: [aprus No0O1.

Hzrorosutenn: QOO MHITIT «AHTPAKCy

Apec H3roToBMTENN: Poccusi, 141190, Mockosekas o6a, r. @pssuno, 3aB0OICKOI
tipoesn, a. 2, Kopnyc ['nasnsrit, sTax 4.

3assurens: OO0 MHIIT «AHTPAKC»

3akazyuk nensrranuii: OO0 MHITIT «AHTPAKC»

AKT orbopa obpasuos or 14.12.2020r. (OO0 "HHI{ TOKCHKOMOrHYeCKOH 1
GHONOTHYECKOH 6e30NaCHOCTH MEeTHIMHCKUX 1731 (SH 1017

Hcen LITAHHS NPOBeJeHbI B COOTBETCTBHE C AOKYMEHTaAMH:

FOCT 1SO 10993-1-2011 Wsnenna MenHuuHekne. OueHka SHONOrHeckoro aeficreus METHIHHCKHN W3aenuii.

Yactr | Ouenka v uceaenosamns

FOCT SO 10993-5-2011 Mznenus meauiuisckue. Onenxa BHONOTHYCCKONO JeiicTaus MEIHIHCKAX M3aeanii.

Hacte 5. Mccae10Banis Ha IHTOTOKCHYHOCTL: METOBI in Vitro,

FOCT 180 10993-10-201 1 Hsnenua seamuisckie. OueHka OHONOrHHecKoro AeficTBUA Me THUMHCKHX H3eIuil,

Hacre 10, Ueesrenopans PA3APAKAOWETO 1 CCHCHOUIUUPYIOILETD TelCTRRS,

FOCT 18O 10993-12-2015 Unaenns Memnnisckite. Ouehka GHONOrHYECKOro ACHCTBIA M ILUHCKIX Hageanil,

Hacrs 12, Mpurorosnenne HpOG 11 KOHTPOALHBIE OOPULEL.

FOCT P 52770-2016 "Magens meauiuiekiie. TpeGonanna GesonacHoctn, MeTomp CAHUTAPHO-XHMMYECKUX 1
TORCHROAOTHHECKHN HCHBITAHIH."

FOCT 31209-2003 "Kosuteiiticpsl s KpoBk H ¢c KoMmMmoweHton. TpeOosanus XuMuveckod 1 OHONOIHYECKOI
OCIONACHOCTI 1t METOAB HCLITAHK."

FOCT 31870-2012 "Boa nuresas. Onpeaeneniie COACPKAHIA HNEMEHTOB METOIAMI ATOMHOI CoeRTpoMeTpin”

MV 1.1.037-95 "Buorectuposasne NPOLYKUUH K3 NOAUMEPHBIX I APYIHX MATEPHANOB"

FOCT P 55227-2012 Bosa. Meroas OTPECACHEHNA CoNePKatns GoPMaltsaerinia.

MP Ne01.025-07 T A30XPOMATOTPAPHUCCKOE  OHPCACICH e JnMeriiranara, anmernirepedranara, awyriigrranara,
anbyruadranara. Syrundensuadranara, Ouc(2-ITIvIreKCH Jpranata ¥ ANOKTHA(PTAIATA B BOAHBIX BHITSKKAX i3
METCPHRIOB PA3AMMHOrO CocTasa.

MVYK 4.1.3166-14 | ‘asoxpomarorpadueckoe onpegeieHie rekcana. reurana, aucTaabJICIHag, aueToHa, MCTHARLETATA,
STWIALETATA, METAHORA, HI0Nponanoa, AKPUIOHHTPIVIA, H-TIPONAHOAA. H-TIpONUiaueTaTa. GyTHaaueara, 300y Tanona,
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H-Oyranona, Bensona. Tonyona, STHAGeH30Ma, M-, O- # T- KCHIONOR. wionpouuntensona.  crupona,  anw(a-
METHIICTHPOAA B BO/IE H BOAHKIX BRITSKKAX H3 MATEPUATOR PALIHUHOIO COCTARY.

KJI!IMQTH‘ICCKHE yCJaoBHA: HOPMaJIbHBIC YCIA0BHA UCTIBITAHKWH.
1.INIPOBEPSIEMBIE XAPAKTEPUCTUKH H UCIIOJIb3YEMBIE
CPEJACTBA UCIBITAHUN

Haumen OBaHHE IroKazareis Cp@HCTBO HUCIIbITAHMS

CanaTapHo-xuMHYECKHE

Boccranosurenshere broperka 2-2-5-0,02 ¢ nputepTsiM KpatoM:

IpUMecH Beceol naboparopusie 1702 Ne3401148;
Cexyunomep «COC TP 26-2-010», Ne7088;
[locyna mepnas naGoparopuas;
XuMHYUECKHE PeaKTUBBIL

Msmenenue pH BoiTsikn pH-meTp «Jxonukc-sxenepr» « DKCIIEPT-
pH», Ne2017
¢ anexTpoyiom ICK-10601/7 Ne09558;
JlaGopatopHas mocyza.

Yibrpaguonerosoe Cnexrpodoromerp «Shimadzuy

[OTIOIUEHHE «UV mini — 1240», No A10934236408 CS,
KroBeTsl

Beutecrsa, onpenensemoie meto- X pomarorpa® xuAKocTHON «Shimadzuy» «LC-

aamu IOKX u BOXKX 20 Prominence», SPD-20A,

Noe L20134370028/1.20104370173;
Xpomarorpad razossiii «Kpucrammoke-
4000M», nen.2 ¢ mogyaem ITHAYTTA/ITUL,
Nel971,
Mepuast naboparopuas nocyaa;
XHUMHYECKUE PEaKTHBBL.

Onpezenenne MeTaios B CnekrpomeTp aToMHO-a6cOpOLHOHHbI

BBITSDKKE M3 U3Jeus «KOPTOK» «kKBAHT.Z», Ne 031
Mepuas naGoparopHas nocyaa;
XHUMHYECKHE PeaKTHBBI.

Toxcukosornyeckne
Pazapasatomee aeitcrsue na xowy
¥ CAN3HCThIE 000JI0YKH KUBOTHBIX:
~OLICHKA BBIPAXEHHOCTH 3puTeMbl  Bestbie Kpbicht

Y OTeKa KOXKHU B Oaiax; HInpuusr o6semom 2mi
0-otcyrerBue seiicTBus "nasHble nunerku
I-cnabas peakumsi (po3osblii Tod,  CTeK/IsSHHBIE WIIATEH
¢nabblit oTek) Jyna

2-yMepeHHas peakums (Po3oBo-
KPacHbIH TOH, YMEPEHHbI 0Tek)
3-BbIPAKEHHAA PEAKLMS (KpaCHbIil

TOH, BbIPAXKEHHBIH OTEK)

4-pe3Ko BeIpaKeHHAas peaKIis

(PKO KpacHbIi TOH, BbIPAKEHHBIH OTeK)



~CMEPTHOCTD (ecTh-Her)

~KITHHHYECKUE CHUMITTOMBI HHTOKCH-

Kall|H: (€CTb-HET)

Hcenenosanne nurorokcmynoery Crepma Gbika B xu
Ha CyCrneH3norHol Kparkospemen- Creny
HOU KyJIbTYpe NOABHKHBIX KIETOK: o8By

= HHJ€KC TOKCUYHOCTH 70-12

JIKOM a3oTe
JJIS OnpeieNeHust
AKHOCTH CYCTICH3HH

0% cnepmarosonios Tuma AT-04

InHueT anatomuteckuit nanuok 250Mm

0,9% pacrsopa xnopuna HATpHHA
JIOKO30-LUMTPATHBIN pacTBOP (41 rmo-

Ko3bl, 1 uurpara Hatpus, 100 ma u-

CTHIUIMPOBAHHON BOJIBI)

JIabopatopuas nocyza

2.KPATKOE M3JIOKEHUE PE3YJAbTATOB HCHIBITAHUN

Haumenopanue Honycrumoe PesyibTaTh BriBos

rokazaress 3HAYEHUue HCIIbITanuit
Canurapno-xumunyeckue
Boccranosurensubie He bonee 1,0mn 010,12 no 0,38 COOTB.
[TPUMECH B BBITAKKAX 0,02 H p-pa tuo-

cynbdara HaTpus

Msmenenne pH Bbitskex B npezxenax +/-1,0 or 0,03 1o 0,14 COOTB.
Yastpaduonerosoe He Gonee 0,3 o1 0,028 10 0,156 coots.
MOTIOLLEHHE BbITAHKEK B jguanaszoxe 220-360um
BewecTsa, onpeaensemuie metonamu
KX 1 BOXX (Mr/n):
AKPHJIOHUTPUII He Bonee 0,02 menee 0,005  coors.
aleTanpaerua He Sonee 0,2 Menee 0,05 COOTB.
aueTon He Gonee 0,1 MeHee (0,05 COOTB.
OyTWIOBBIA COUPT He Bonee 0,5 menee 0,05 COOTB.
BUHUJIXJIOPHIL He Bonee 0,01 menee 0,005 COOTE.
AnokTuadranar He Doliee 2 menee 0,05 COOTB.
H3OIIPOIHIIOBLIA CIIMPT He dosee 0,1 menee (0,05 COOTB.
METHJIOBBIH CTIMpPT He dosee (.2 menee 0,05 COOTH.
[POIMIIOBBIH CHIUPT He 6onee 0,1 menee 0,05 COOTB.
CTHPOII He Gonee 0,01 menee 0,005 COOTB.
hopmansaerun He Gonee 0.1 menee 0,002 COOTB.
Onpeznenenne metamios
B BBITSUKKAX U3 U3ACAHA (MI/1):
CBUHEL He Gosee 0,03 menee 0,001 COOTB.
0NOBO He Gouee | MeHee 0,005 COOTR.
LUMHK He Gonee | menee 0,001 COOTR.
Keneso He Oouee 0,3 menee (0,04 COOTB.
Mellb He BoJiee | meHee 0,001 COOTB,



Xpom He OoJree 0,1 menee 0,001 COOTB.
KaMMI He Dojiee 0,001 mvenee 0.0001 COOTB.
Tokcukoiornyeckue

Pasjpacatoiuee neiictaue na KOWKY
H CIU3HCTBIC 000J104KM KUBOTHLIX B Ha/iax:

-aNUIMKALMHY Ha KOKY 0 Gasna 0 COOTB.
~CMEPTHOCTh HeT HeT COOTB.
-KJIMHUYECKHE CUMITTOMBI HeT HeT COOTR.

WHTOKCHKAUMH
HMeccneaoBaune (UTOTOKCHUHOCTH
Ha CYCTICH3MOHHOMN KpaTKOBpeMeHHOM
KYJIBTYPE MOABUKHBIX KIIETOK
- HHICKC TOKCHYHOCTH 0T 70% 10 120% o1 78% 10 92%  cooTs.

BbIBO /bl
Yerpoiictso  ofes3apaxupanus Bosayxa no TV 32.50.50-018-59795650-2020 »
Bapuantax —ucroinenus (cM. [lpunokenne 3)  Hetokchuso, COOTBETCTBYET
TPeGOBAHUAM HOPMATUBHOMH TOKYMEHTALIHM,

OTBeTCTBEHHBI HCTTOMHUTE D
Cr.Hayun.coTpyanuk C:Z{‘?— AM.Upauu

Hacrosmumii nporokon kacaeres 1015K0 06pasios, HOIBEPIHYTLIX HCHBITAHHAM,
He nonyckaeres nonmas mim vacraynas Hepeneyarka HacTosAMero npoTokoa 6es paspemenns W1



Mpusioxene 2

2 A & pod. H.E.Beusnien
IS ki P KAOPS 2020r.
+f A, Sl fae P -

TOKCUKO.IOTMYCCKUX HCCICIOBAHHI MeIHLHHCKIX U3eNHH (MaTeprHasios)
YCTaHABIUBAIOMMX HX OHONOTHYECKYIO Ge30MacHoCTS

1. Boanas gacry

I.1. HaumenoBanwe mncnbirnisaemoro MEIHLHHCKOIO H3aeaHsi: YCTpoiicTso
obe3zapaxusanus Bosiyxa no TV 32.50.50-018-59795650-2020 & BAPUAHTAX
ucnonanenus (em. [punoxenne 3).

1.2. ®upma, CTPaHAZ UPOH3BOAHTE L MeAHIHHCKOro wigesms: OO0 MHIIIT
«AHTPAKC», Poccus,

1.3. HasHavenne MeaMuMHCKOTO M3tesms: A YHUYTOXEHUA COAEPKALIXCS B
Bozayxe Oaktepuii yibTpaduonerosim (VD) H3ITYYeHUEM C TPHHYANTENbHOH
LHPKY ALl BO3AYIIHOTO OTOKA ¢ UEIBIO [PEIOTBPAILECHUS] BHY TPHOOI LHUUHOLIO
PACTIPOCTPAHEHUS BO3 /Y LIHO-KANEIBHBIX HHOCKIHI,

1.4. Hens nposenenust mennrranns MEIHIHHCKOro m3genns: Iocyaapcrseqnas
PErucTpaums MeAHLMHCKOrO H3Ae/us.

1.5. MecTo npoBeaenus ucubitanus Meauunnexkoro usgeans: OO0 «HHIY
TOKCHKOJIOTHHCCKON M OHOJIOrMYecKoil 6e30MacHOCTH MeMIMHCKHX H3CIIHED.

1.6. Koumuectso npeacrapaenubix O0pa3suOB  MEAMUHHCKOIO M3Ieaus:
Yerpolictso obe3zapausanms Bozayxa no TY 32.50.50-018-59795650-2020, mosens
UV-JET UV-M5-35-F - IMaprus Ne001 — | M3zieade, nara seimycka 11.2020r., cpox
caywont S ner.

L.7. Hpogoamureisuocts wenbitanua: 10 queif,

1.8. HaumenoBanue n 4/1pec 3aKA3YHKA IPOBeACHHH HMCHBLITAHMI oGpaszua:
O0Q MHIIII «AHTPAKC»; Poccusa, 141190, Mockosckas o061, 1. DpssziHo,
3aBonckod npoesn, a. 2, Kopnyc I'naBubiii, atax 4.

2. JKCNEePHMEHTANLHOE HCNLITAHKE B IKCNepTHAs OueHKa obpasuop
CaHurapHO-XUMUYECKUEe  HCHbITAHUS (nccnenoBanus  GU3UKO-XUMHYCCKUX
oKasarenel) M TOKCHKONOTHYECKHE HCMBITAHNIS (MccnenoBanus GuonOrMYECKiX

rnokasareneit) o6pasLoB NPOU3BOJIMTEL B COOTBETCTBUY C:

FOCT SO 10993-1-201 | Usaenus MEAHUMHCKHE. QUEHKA BHONOTHISCKOrO AeiiCTRMS MEIHUMHCKIN WiTenmil.
Hacts 1. Quenka u nccnenosanns

FOCT P HUCO 10993-2-2000 Hanenns seznmnckie, Ouenka DHOAOIHYECKOrO NeHOTBNS MEAHLIHHCKIX 3AeTMi.
Hacrs 2. Tpebosanus k 0OPALIEHNIO ¢ KHBOTHAMH

FOCT ISO 10993-5-2011 Usnenus MenupHCKHe. OueHka 61020 HUeCKoTo aelicTrIA MEANNMHCKHX W3t
HacTe 5. Hecseaopanus Ha LUTOTOKCHY HOCTh: METOMbE IN Vitro,

FOCT SO 10993-10-2011 Hanenns mMeauHekne. OueHka Sionornyeckore neficTams MEAMIMHCKHY H2aenuii.
Hacts 10. Heeneaosativsg PalIpAHAIOILEr0 1 CeHCHBIMINPYIOLIEro aelicTais,

FOCT ISO 10993-12-2015 Walenuy MEAHUHHCKHE, OURHKE OHONOTHYCEROTO NeliCTBIA MEIHLIMHCKHX M3 2e i,
Yaere 12, Mpurorosaenue Mpos 1 KOHTPOIbHEIE 00pa3Iib.
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FOCT P 32770-2016  "Maneans  mexsummbcswe. TpeSopanus  Sesonacmocrr.  Metoas caHmuTapHo-
XHMHYECKUN 1T TOKCHKOIOTMHYCCRKHN HCTTB Tag i "
FOCT 31209-2003 “Kowreiftiepsl s KpoBH H ee  KOMNOHEHTOB. TpeGosanns xunmideckoil 1 GHONOPHHECKOIT

GC30HECHOCTH 1 METO/IbI HCNhITAHHIL."

FOCT 31214-2016 "Hsgenns wegnunHckne., TpeGopatns & 0o0pasiiaM M JOKYMCHTALMM, NPEACTARASEMbIM Ha
TORCHKOIOTMYECKIIC. CAHUTADHO-XUMIUYECKHE HCCIENORBAHIIS. HCMBLITAHIS HA CTEPUALHOCTS H AUPOreHHOCTL."

FOCT 31870-2012 "Bona nureeras. Onpenenenite CO/ICPHARLN WICMEHTOR METO1aMI ATOMHGIT CleKTpoMe Tpiiy”

PH 2.3.3.972-00 "HNpenebHo IONYCTHMBbIC KOSHYECTBA XHMHUYECKHX BCLICCTR. BBIACHRIULINCH M3 MATePHAIOR.
KOHTAKTUDYIOUMX C IUILEBLIMH NPOAYKTAMM,

MY 1.1.037-95 "Buotectuposanite npoiykumy 13 NOAUMEDHBIX W APYIHX MatepHanos”

FOCT P §5227-2012 Boaa. Metoas OHPEAC/ICHHS ConepiKanns Gopmaibierisa.

MP Ne01.025-07 Fasoxpomarorpadmmeckoe onpejeneHie umerunpranata, anmeruarepedrasara, mnmwidraiara,
anbyrundranara, Syrundensundranara, Bue(2-amuarexcnn)dranara u AUOKTMAGTANATA B BOMHBIX BbITAAKAX W3
MarepHanosB Pa3iaHYHOrO cocrara.

MYK 4.1.3166-14 I'a3oxpomarorpaduueckoe OIPCACHCHHE FCKCAHA, TCUTAHA, dUeTAABACIHIR, aUETOHA, MCTILIALETATA,
JTHIAUCTaTa, METAHOIA. H3ONPONAHONE, AKPHAOHHTPIIA. H-IPOTAHONA. H-NPONHAALETATA, Oyrdnauerara, U300y 1aH0NA.
H-0yTaHONA. BEH30MA. TONYONA. ITHIOEHIONE, M-, O- # [-KCHIOA08. HIONPOIHADEH30E, CTHPOA. ATb(a-METUACTHPONA R
BOIC H BOAHBIX BEITSURKAX M3 MATCPHANOB PA3IHYHOIO COCTARA.

3. Ogopmienne pesyibTaTOB HCHBITAHME

3.1. Pe3yabTaTel CaHMTAPHO-XHMHYECKHX H TOKCHKOIOTMYECKHX HCIBITAHHM
NPEACTABICHHOrO 00pa3la MeAULUHCKOTO H3ACIU CUHTAIOT OTPHUATE/IbHbIMH, ECIIH
OAMH (MM HECKOJBKO) HCCIeN0BAHHBIX [1apamMeTpoOB  HE  COOTBETCTBYIOT
TpeOOBAHUAM HOPMATHBHOMN, TEXHUYECKON U IKCIUIYATALMOHHON JOKYMEHTALMY.

3.2. DxcnepTrHas ouenka PE3YALTATOB OKCICPUMEHTAIBHOTO HCIIBITAHUS, ¢
BBIBOIOM O COOTBETCTBMM NPEACTABICHHOrO 0fpa3na TpeGOBaHHAM OE30MACHOro
MPUMCHEHMS W DEKOMCHIAUMAM K BOSMOMKHOCTH TPOBEICHUS KJIMHUYECKHX
HCITBITAHUH oopMIsieTess B 3aKioueHuy, KOTOPOE MOAMHCHIBAETCA IKCTICPTOM M
YTBEPIKIACTCH PYKOBOJAMTENIEM MCNIBITATENLHOM 1a60paTopui.

3.3. Pe3ynbTarhl 9KCEPUMEHTANLHOTO HCITBITAHUS obpa3ua ¢ nonHeIM yKa3aHHem
HAMMCHOBAHMA HCCIE/IOBAHHBIX nomsa'renefé, CChIJTOK HA METOIHMKH UX ITPOBEACHHS
H OLICHKH MOJYYCHHBIX HaHHBIX, a4 TaK € COOTBEeTCTBHUSH PE3YABTATOB NoKazarelie
TPeOOBAHUAM  HODMATHBHLIX  JOKYyMEHTOB 0QOPMISIOTCS B NPOTOKOJE
TOKCUKOJOTHYECKUX HUCIIBITAHH I MEIULHUHCKHX H31eTHH (mMaTepuanos),
YCTAHABIMBAIOUIMX MX Oxonoruyeckyio Gesonacuocts. Ilportokon yTBepKIaercs
PYKOBOZHTENEM HCHbITATENBHON naboparopun. IpoTOKOI SBAAETCS HEOTBEMIEMEIM
npuioxenuem | k 3akmoyenuo.

3.4. Hacrosmas [TporpaMma TOKCHKONIOMHYECKUX WCOBITAHUN MeANIMHCKHX
M3LeNUin  (MaTepuanoB)., YCTAHABIMBAIOMIUX MX buonoruyeckyo 6e3o0nacHoCTh,
YTBEPXOCHHAas PYKOBOJMUTEIEM HCOBLITATEIBHOH naﬁopa”r()pﬁm H cormacoBaHHas ¢
3aKa34uKOM HCTIbITAHNH, ABISETCH HEOTHEMICMbIM NpUI0OKeHHeM 2 K 3aKTI0UeHHIO.
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Hpunomenue 3

Yerpotierso obessapannsanig Boiyxa no TY 32.50.50-018-59795650-2020. n BAPHAHTAX HCITONHE H1s:

L. Mozeas UV-JET UV-W2-26-F. g cocrage:

1. YerpoiceTro ofesiapaskupanns sosayxa UVAJET UV-W2-26-F -] mir,;
2. Y®-namua tan P-1548h - 2 pir.

3. Nyawr mucrauunonsoro YOpasiaeHnst - | .

4. PykoBoacTso no IRCTLAYATALME ~ | 3K3.;

5. Hacnopt — | 9x3.:

6. Viakoska - |,

Il Mogems UV-JET UV-W2-32-F, 8 cocrage:

L. ¥erpolietso ofessapasusanis Bosayxa UV-IET UV-W2-32-F -] wr.;
2. V-namma tan P-1550 — 2 wir

3. Tyt AHCTaHUHOHHOIO YHupasnenns - | wr.;

4. PykoBoacTso no skcnayarawmmn - | 9k,

3. Hacnopr ~ | 9k3.:

6. Ynaxosxa ~ [ur.

. Moaeas UV-JET UV-W4-64-F, B cocrane:
I. Yerpoiietso ofessapakusanus Bosavxa UV-JET UV-W4-64-F -1 wr..

2. Y-namna tun P-1550 - 4w,

3. TlyAsT ANCTAHUMOHHOTO VOparaeHus - | wr.;
<. Pvkosoicrso no IKCAAYATAUNT -~ | K3

5. HMacnopr - | 9K3.;

6. YiiakoBka — L.

IV. Mosteas UV-JET UV-K4-52-F, & cocrase:

I. Yerpoticrso obevsapaknsanng sosayxa UV-JET UV-K4-52.F - IUT.;
. Yb-namnia tun P-1548h - 4 .

Nyt aucranumonnoro ynpassenus - 1 wr.;

- Pykopoactso no skeryataunn — 1 3x3.;

- Hacnopr - 1 7x3.;

6. Vilakoska - Ty,

iy A a2 1

V. Moaeas UV-JET UV-K8-128-F. B cocrane:

- Yerpoiictso obessapakmsanig ro3uyxa UV-JET UV-K8-128-F -1 wr.;
. Yd-pamna run P-1550 - 8 wir.

- lyast aucranumonnoro yopasnesus - 1 wr.:

- PykosogcTBo no skertyaraium - 1 3Ks,;

. acnopt — 1 aka.;

. ¥naxoska -~ T,

£t e el —

Vi Moaess UV-JET UV-D4-52-F, B cocTage:

I. Yerpoicerao obessapaxusanms sosayxa UV-JET UV-D4-52 -1 .-
- YO-namna tun P-1548h - 4w,

- Nyser ancranimonsoro ynpasnenns - | wr.;

1. PykoBoacTBo no skenavarauy - | ok,

LR o8 |

Il

5. MMacnopt - 1 3x3.;
6. Yinarkoska — lwr.
V. Moaesns UV-JET UV-D6-96-F, B cocrase:

- Yerpoiictso obessapakusanis so3ayxa UV-JET UV-D6-96 F--] .-
. ¥Y®-navna tan P-1550 - 6 wr.

- Myvast gacrannnonnoro ynpasiesus - | wr.;

. P¥KoBOACTBO 110 dKCnAYaTAUMYE — | K3,

- Tlacnopr - | axs.;

. Ynakoska - lwr.

S R ) B e

YHL Moaeas UV-IET UV-C10-160-F. s coctane:
I. Yerpoiictso ofeszapakusanns poztyxa UV-TET UV-C10-160-F -1 firis
2. ¥eb-sampa tun P-1550 - 10 we



3. Tlyawt aucranumonsoro yopasseris - 1 wr.:
4. PYKOBOJCTBO DO IKCIUIVATALIH — | K3

5. Macnopr - 1 sx3.;

6. YnakoBka — 1,

[X. Moaeap UV-JET UV-M3-35-F. g cocrase:

I. Yerpoiietso obessapanusating Bosiayxa UV-IET UV-MS-35F «| wr.:
2. YO-gamna Tan HNS L 24W 2G11 - 5

3. HyasT aucTaniuonnoro YipaBeHHs - | wir.;

- PykoBosictso 1o axcruyaraiuu = 1 ok

- Hacnopr ~ 1 ak3.:

- Yuaxoaxa — Jurr,

& n Jda

X. Mogean UV-JET UV-U6-96-F. B coctase:
. Yerpoiicrso obessapaknpanisg Bozayxa UV-JET UV-U6-96-F -1 wr.:
- Y @-javna tan P-1350 - 6 wir

Myt auerasmponnoro yrnpagaeHis - |t
. Pykosoacrso no ARCHNYaTAUnH - | 3K3.;

- Hacriopr 1 9k,

. ¥nakoska - .

B

o U

["enepanbhbiit aupexrop H.E.beuses
000 «HHL] Tokcrkonornyeckoii
u GHooruyeckoii GezonacHocTy

MEIHLUMHCKUX U3NETUT»




