Ob6mecTBO ¢ OrpaHHYEHHOH 0TBETCTBEHHOCTHIO
«Hanuona pHBIH HAYYIHBIH HEHTP TOKCHKOJIOTHYECKOH H GHOI0rH4ecKoli 6e30acHoCTH
MCIHIITHHCKHX H3,£[6.Ill’lﬁ»
(000 «HHII TOKCHKOIOrHUeCKOH H GHOJIOrHYeCKO0Mi (e30ACHOCTH MEIHIHHCKHX H3IeTHii»)

HcnpiTaTtensHasn gabopaTtopus «Tokeukonaor»
Appec tabopaTopun: 129301, Mockea, yn. Kacatkuna, 1.3, c1p. 2, Tem.: +7 499 113-39-35, e-mail: labtox@list.ru

N 112-22 ot 15.06.2022 1.

Mapiis meHIMHECKas Xnomgaro0yMaxHas orbenernast apt.6498 no F'OCT 9412-2021.

HanMCHOBaHHC MCIHITHHCKOI'O U30CITHA

CocraBaeno: Mcnbrrarensroit naboparopueit « Tokcukomor», OO0 «HannoHambHbL HAYIHBIH
LEHTP TOKCHKOIIOIHYECKOH U OHOMOrHIeckoi 6e301acHOCTH METUIIMHCKIX M3ACTH»

HAaUMEHOBaHWE UCIBITATEIFHOMR OpraHu3alliu

129301, Mockga, yi. Kacatkuna, 1.3, crp 2, komH. NeNe o BTH 12,14,15,16,25,26

C YKa3aHHEM MECTa IIPOBCACHHA UCTIBITAHUH

ITonnomounss Ha mNpoBeNeHHe HCOLITAHHI, AKKpPeIHTAIHS HA  TEXHHYECKYIO
KOMIIETEHTHOCTL H HE3ABHCHMOCTE /ISl MpoBeaeHns pador mo ucnsiTanuam: HoMep 3anucu
B PAJIPOCC RU.0001.21UMS55. Tara suecenns 07.09.2015

Ne, nara BeITaum, 061aCTh AKKPEAUTAITUH
1. B mepuos: ¢ 16.05.2022 r. mo 10.06.2022 r.

Wenwiratensuolt  maboparopueit  «Tokcukomory, OO0 «HaumoHanbHBIM HAy4HBIH EHTP
TOKCHKOJIOIMYECKOH 1 OHONMOTHYeCKO# Oe30MacHOCTH MEJIUITMHCKHX H3IETHMTY

HaUMCHOBAaHHE OpPraHU3alluH, HPOBoﬂﬂmeﬁ HCCIICIOBAHMA
ITPOBEICHBI TOKCHKOJIOTHYECKHE UCCIIeIOBAHU !

Mapna MeaunuHcKas xnomuatodymakuas orbenendas apr.6498 mo TOCT 9412-2021

HaHMCHOBaHHE MCIOHIIHHCKOIO0 H3JCIIHA (C YKa3zaHuemM HpHHﬂ,HHB)KHOCTﬂfI, He0OXOMUMBIX [IJIS
IIPUMCHECHHA MECIHITHHCKOI'O U3CTHUA 110 H&HaquHIO)

IIPOM3BOJCTRA: 000 «Xnonuarobymaxkuas kommnanug «Hasrekc», Poccus.,

HaHUMEHOBAHUC IIPOH3BOAHUTEIA, CTPaHa ITPOA3BOACTBA
B COOTBETCTBHH C:

['OCT ISO 10993-1-2021 «M3gemus wmemumuackue. Onenka OHOTOTHYECKOrO0 HEHCTBHA
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MenuIuHckuX m3nenuil. Yacte 1. OneHKa H HCCIIeIOBAHHS.

I'OCT P HUCO 10993-2-2009 «M3pgemuss memunuHckue. OneHKa OHONOTMYECKOro IEHCTBHS
MeguuuHCKEX u3jiemuit. Yacts 2. Tpebopanus Kk oOpaImeHuio ¢ JKHBOTHBIMEY.

I'OCT P 52770-2016 «M3penust menumuackre. TpeboBanus Ge3onacHocTd. MeTobl CAaHHTApHO-
XHMHYECKHX ¥ TOKCUKOJIOTUIECKUX ACIBITAHUINY.

I'OCT 31214-2016 «W3nenuss memuuuHckue. TpeboBanmga k obpasmam M JIOKyMEHTAllWH,
[PE/ICTABIAEMBIM Ha TOKCHKOJIOIMYECKHE, CAHMTAPHO-XHMHUYECKHE MCCIICIOBAHMS, HUCIIBITaHUs]
H& CTEPUIILHOCTE B IUPOTEHHOCTBY.

T'OCT ISO 10993-5-2011 «M3memmsa wmenumuackue. Oienka OHOMOrHYECKOro AeHCTBHSI
MeHIAHCKIX u3aemmii. Yacts 5. MccienoBaHus Ha IIUTOTOKCHYHOCTE: METOB! in VItroy.

I'OCT ISO 10993-10-2011 «M3memus memunuuckue. OieHka OHONIOTHYECKOro AeHCTBHS
MemuurHCKEX m3nenuid. Yacte 10. MccnemoBanus pasipakalomero W CEHCHOMIM3UPYIOLIEro
JIefiCTBUY.

TOCT ISO 10993-12-2015 «H3menuss MemunuHckHe. OneHka OHOMOTHYECKOrO0 HEHCTBHS
MeaunrHCKuX u3aesmit. Yacts 12. Ilpurotornenue mpob ¥ KOHTPOIBHEIE 00pa3bl».

I'OCT 31209-2003 «KonteiiHepsl 4711 KPOBH U €€ KOMIIOHEHTOB. IpeboBaHHS XHMHUYESCKOH H
Ouonorudeckoit 6€30MacHOCTH U METO/IBI UCTIBITAHUID.

I'OCT 31870-2012 «Bona nutheBas. Onpe/eneHne colepkanus 3IeMeHTOR METOJaMH aTOMHOM
CHEKTPOMETPHI.

MY 1.1.037-95 "buoTtectupoBaHre NPOAYKIUH U3 TOMTUMEPHBIX U APYTUX MaTEpHAIOB".

HauMeHOBaHHE MW o00O03HauYeHHWe HOPMATHBHOM H TEXHHYECKOH MNOKyMEHTalWH (HampuMmep,
TexHuueckuM  perigameHtaMm, CanlluH, npHkazam, [OCTaHOBIEHHAM, MEXKIYHAPOIHBIM
JIOKYMEHTaM)

2. ,I[JIH NpPOoBEACHUA TOKCHKOJIOTHYECKHX HecJaeq0BaHMI npeacTraBjaeHbI:

2.1 JIokyMeHTHI B COOTBETCTBHH C IpHKa3oM MuHHCTEpCTBaA 31paBooxpaHeHus: Poccuiickoit
®enepanuu ot 30 aprycta 2021 r. Ne 885m:

-3asiBieHHe O MPOBEICHHH TOKCUKOIOTHIECKUX HCCISIOBAHNH;

-CBeJieHHs 0 HOPMATHBHOM TOKYMEHTAIlMH HAa MEIULIMHCKOE U3/IETHE;

-TexHuYecKass ¥ 3KCIUTyaTallMOHHAsS JOKYMEHTAIHs IIPOM3BOJMTENS C NEepedHeM CTaH/IapToB,
TpeOOBaHUAM KOTOPBIX COOTBETCTBYET MEIHIIHHCKOE H3IEIHE;

-IlosgcHuTenbHAS 3alMcKka ¢ HeoOXOJHMBIMH CBEJACHHAMH O MEIUIHHCKOM H3JICIIHH,
HOPMATHBHOH JOKyMEHTanued Ha MEJUIMHCKOE HM3IENHE W MaTepHalbl, U3 KOTOPBIX OHO
H3TOTOBJIEHO, @ TaK¥Ke APYrod HeoOX0AMMOH Ui UCIbITaHul HHpOpMaruei;

2.2 Konmr4gecTBO 0TOOpaHHBIX IS HCCIESNOBAHUE 00pa31[0B MEIHIIMHCKUX H3CTHI:

Mapist MeguuMHCKas Xnondyarobymaxsas orbenensas apt.6498 mo I'OCT 9412-2021s
BapHaHTaX UCIOIHEHUS:

1). Mapns meguinackast Xjaongarodymaxuas orbenensas apT.6498, 45¢m x 200M — mapTus
Ne221000001, nata usrorosnenus — 12.04.22r., cpok roguoctH 5 neT — 1 mT;

2). Mapns MegunuHcKas xjiondarodymaxnas orbenennas apr.6498, 120cm x 100M — naprus
Ne221000002, mara uzrotosnenus — 12.04.22r., cpok roguocty 5 et — 1 mrT;

3). Mapins MeauumHCcKas xionyaTodymaxnas oroenerHas apT.6498, 90cm x 20M — maprus
Ne221000003, narta usrorosnenust — 12.04.22r., cpok TogHOCTH 5 neT — 1 mT;

NEPEYEHb TOKYMCHTOB, TaHHBIX, 06[)33]10B MEIUITHHCKOT'O HU3OCITHA (KOJIH":[CCTBO)

3. Hcnsrrarensuoi naboparopueit « Tokcukonor», OO0 «HaunoHanbHEI HayIHELH [EHTP
TOKCHUKOJIOTHYSCKOM M OMOJIOrHYeCKON 0e30IIaCHOCTH MEIHIIHHCKIX W3OS

HauMEHOBaHHE HCIBITATeIEHOMN Opranusalu

IpoBEAEeHBI TOKCHKOJOTHIECCKHE HCCJIEJOBAHMA:
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Mapisa MmemunuHCcKad Xnomdarobymarkuas orbenennas apr.6498 o 'OCT 9412-2021

HaUMEHOBaHHE MEIUIHHCKOTO H3EIHs
B COOTBETCTBHH C yTBEPKASHHON mporpammoii (em. [Tpunoxenue 2)

3.1. JloxymeHTanus npejcTaBleHa B IIOJTHOM 0OBEME.

OIlEHKA MPEACTABICHHOM JTOKYMEHTAIIHH

3.2. Mapna MeMIIMHCKAS IPUMEHACTCS JJIsl U3rOTOBJIEHHS IEPEBSI309HEBIX CPEICTB.

HasHAYCHHUE MCIHITUHCKOI0 U3ACITHA

3.3. KpaTkoBpeMeHHLIH KOHTAKT C HEMOBPEKIEHHBIMH KOKHBIME TIOKPOBAMH.

BH/I KOHTaKTa ¢ OpraHu3MoM YEJIOBEKa

34. 1.

KJIAcC MNOTEHI[HAJIbHOTO pPHCKA IPUMEHEHHS MEIHWIWHCKOTO H3JCIUS B COOTBETICTBHH C
HOMEHKJIATYPHOH Kiaccu(pHuKamueii METHITMHCKUX H3/IEITHi

3.5. 1). Mapnsa menunuHcKas xnomdaTtobymaxuas orbenennas apt.6498 mo 'OCT 9412-2021-
100% xnomuaTobymarxuas mpsxa, npoussoactea OO0 «XmonuaTtodyMarkHass KOMITAHIS
«HasTexcey.

HaHMCHOBaHUE IIPUMEHAEMBIX MaTCPHAJIOB UITA peueHTyprH‘i COCTaB

3.6. HecTepuibHOE MEIHIIMHCKOE H3/IEHE OHOKPATHOTO IPHMEHEHHSI.

CrIoco0 CTePHUITH3AIHH MEIHITHHCKHX H3/IETHH
4. Kparkoe n310:keHHe pe3yIbTATOB HCIILITAHMIA:

4.1. PesyabTaThl canuTapHO-XHUMHYECKHX HenbiTauni: CoJiepikaHne B BOAHBIX BBITSIKKAX H3
00pasoB BOCCTaHOBHTEIBHEIX IpuMecei, BepakeHHOE B 00seme 0,02 H. pacTBopa THOCYIB(bAaTa
HATpHs, 3aTPAueHHOTO Ha HX onpenenenue, cocrapiser 0,02 mu (momyctumoe — 1,00 mi).
M3menenue 3HaueHns pH BRITSDKKY B CpaBHEHHH ¢ KOHTpoIeM, coctasiseT 0,18 (zomycramoe -
+/-1,00).

MaxkcumanbHble 3HaYeHHS ONTHYECKOM INIOTHOCTH B HHETEpBae JuH BoH 220-360 aM
cocrasisier 0,017 (momyctumoe — 0,300).

Murpanust MeTamios, onpeznensiemas MetongoM AAC, He 0GHAPYIKEHA [IPH MHHUMAITBHOH
omnpejenseMol KoHneHTparyu (B mr/n): ceuser — 0,001; kaamuit - 0,0001. Jonycrumeie
ColepiKaHus yKa3aHHBIX METAJLJIOB COCTABISIFOT cooTBeTcTBEHHO (B Mr/11): 0,030; 0,001.

4.2. Pe3y1bTaThl TOKCHKOJOTHYECKHX HCNBITAHMA: [IpH MHOTOKPATHBIX ATITUTAKAITHSIX
BBITSDKEK M3 H3/ICIMH Ha KOXKY OEIIbIX KPBIC B TEUEHUE BCETO IepH0ia HabII0IeHHs HE OTMEUYECHO
ru0eITH HOONBITHBIX JKHBOTHEIX, H3MEHEHHUH BHEITHETO BH/IA, TOBEICHHS, MOSIAEMOCTH KOpMa,
JBHIaTENILHON aKTHBHOCTH 110 CPaBHEHHUIO ¢ KOHTPOIILHOH TPYIIOH KUBOTHEIX. B ycnoBmsx
SKCIIEPUMEHTA Pa3/Ipakalomero JeHCTBYS He BBISBIICHO.

o pesyneTaram sKCIepUMeEHTa Ha J1a00pATOPHBIX A KUBOTHBIX C HCIOIL30BAaHHEM
TIPEIBAPUTENBHON BHYTPUKOKHOH CEHCHOMIIM3AIMH, MHOTOKPATHBIX AITHKYTaHHBIX allllInKaii
¥ TIPOBOKAITHOHHOH BHYTPHKOXXHOH IIPOOHI, CEHCHOMIM3UPYIOIIET0 JEHCTBHS BBITSKEK, O
HaJIMYHH KOTOPOTO CYAMIIM TAKXKE U 110 PeakIiy clelu(pUUIecKoro JIM3uca JICHKOIMTOB KPOBU
(PCJLI), u pasppaxatoinero AefcTBHS Ha KOKY He oOHapykeHo. Ha BCKPBITHH JKHBOTHBIX
MaKPOCKOIIMYECKH HE BBIABIEHO NATONOTHYECKUX H3MEHEHUH BHYTPEHHUX OPraHOB U TKaHeH
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MOAOMBITHBIX KABOTHEIX. K03 QHIHeHTE Macec BHYTPEHHHX OPTaHOB HOJONBITHEIX JKHBOTHEIX
HE MMEIOT CTATHCTHYECKH JOCTOBEPHBIX OTIMYMHA OT aHATOTHYHEIX MTOKa3aTelel KOHTPOIBHBIX
’KHBOTHBIX.

[IpoBeneHo HecIeToBaHUe UTOTOKCHYHOCTH Ha CYCIIEH3HOHHOM KyIbTYpe IOBHKHBIX
KJIETOK C OlIpe/ielcHreM HHIeKca TOKCHUHOCTH. MHaexce Tokenunoctu cocrasui 97,8% npu
HOpMaTHBHOM 3HadeHuu oT 70% mo 120%.

5. BeiBoabl 110 pe3yibTATAM HCIBITAHUIL:

Mapisa MeuMiHCKast Xxondatobymaxsas otoenennas apt.6498 mo 'OCT 9412-2021 no
TOKCHKOJIOTHYECKHM H CAHHTAPHO-XHUMHYECKHM ITOKA3aTeIsIM OTBEYaeT TPeOOBAHHSIM,
e IbsIBISIEMBIM K MEIHITHHCKIM H3/IeJIHIM, KPaTKOBPEMEHHO KOHTAKTUPYIOIIHM C
HETIOBPEKIEHHBIMH KOIKHBIMH ITOKPOBAMH.

6. BoIBOJIBI 0 COOTBETCTBHH Tpeﬁonammm TeXHUYIECKOH AOKYMEHTAIHUH:

Mapiis MeguuMHCKas XmongaroOymaskaas orbenennas apt.6498 mo I'OCT 9412-2021
HETOKCHYHA, 0TBeYaeT TpeOoBaHMsIM HOPMATUBHOM JOKYMEHTAIIUH.

7. Onenka PE3yJIbTATOB TOKCHKOJIOIHIECKHX HCC/IeI0OBAHMIM:

PBBYJIBT&TBI TOKCHKOJIOTHYECKHUX HUCCIIEOBAaHUH ITO3BOISIOT PEKOMEHIOBATE TaHHBIC U3EITHS
JIIA MPOBEACHUA KIIHHHYCCKHX HCIBITAHHH

SAK/IIOYEHHUE

Mapnsg MegunuaHCKas xaomgatobymaxksas ordenenHas apt.6498 mo 'OCT 9412-2021

HaHMEHOBAHHUE MEIHIHHCKOTO HU3IEITHS
COOTBETCTBYET TpeboBanusam 6e30macHOTO IPUMEHEHHUS.

IIpunoxenus:

[Mpunoxenwe 1: [TpOTOKOIBI TOKCHKOIOTHYECKUX UCCIIEJOBAHUH.

[Tpunosxenue 2: Y TBepKIeHHAS IPOrpaMMa TOKCHKOTIOTHYECKUX HCCIeI0BAaHAH METUITMHCKOTO
H3ISITHSL.

HPHJIODKBHHH SIBJISIIOTCS] HEOThEeMJIEMOH 9acThi0 3aK/II0YeHH .

[TonHast uiu 9acTUYHAS [leperedaTka HacTosAero 3akmodenus 6e3 pazpetenus OO0 «HHI]
TOKCHKONOTHYECKOH U OHOIIOruyeckoil 0€30MacHOCTH MEAMIIMHCKUX H3/IEIHH» 3ampeiieHa.

HaygHsrii cOTpyIHHK @/ Ponuna A.H.
3am. PykoBoguTens

NI «Tokcukoiory PazmuBaesa O.B



O0mecTBO ¢ OTPAHUYEHHOH 0TBETCTBEHHOCTHH)
«HanuoHAJNLHBIA HAYYHBIH HEHTP TOKCHKOJIOTHYECKOH
H OHOJIOrH4YecKoH 0e30MacHOCTH MEJHIMHCKHX H3JeJTHI»
(000 «HHII ToKcHKOJ0rHYecKoii H 01oIorudeckoii 6e30NaCHOCTH MeIHIIHHCKHX H3/1e/1mi»)
HenbiTaTeabHast Jaboparopus «ToKCHKOJI0I»

129301, Mockga, yi1. Kacatikuua, 1.3, ctp.2, koM. NeNe mo BTH 7,9,12,13,15,16,17,25,26.labtox@list.ru

Ipunoxenne 1
K TOKCHKOJIOTHIECKOMY 3aKJ/II0YEHHI0
- Ne 112-22 ot «15» urons 2022 r.
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Rauuosanupgs
HayqHbl i

YHukanbHbIiA HOMep 3anHcH 00 g
AKKPeIHTAILHH B PeeCTPe AKKPEAUTOBAHHBIX 7 Saunug . el
aun N POCC RU.0001.21AMSS ot ’ '
25.03.2016r (naTa BHeceHUd B peecTp
akkpeauToBaHHbIX Jian 07.09.2015r)

YTBEPKIAIO
Pykoogurens UJI

{n.T.H., npo@. H.E. bensies
«10» uronn 2022 r.

: iy (ical Tesiing
edical Devices Ltd

Ne2606 ot «10» urons 2022 r.
HaumenoBanue wu3enus: Mapisi MeJUIUHCKas XJyomgarodymaskaas orOeneHHas apT.6498 mo
'OCT 9412-2021.
Mapxkuposka u3enansi: 1). Mapnsa Mequuuackas xjonuarobymaxkHas orbenennas apt.6498, 45¢m x
200m — maptus Ne221000001, nara mzrotoBnerns — 12.04.22r., cpok FOAHOCTH S5 €T — 1 1mT;
2). Mapns MemuIMHCKas Xxjomdarodymaxsas otOenenuas apt.6498, 120cm x 100m — maprus
No221000002, nara uzrotoBneHus — 12.04.22r., cpok rogHoCTH 5 et — 1 1T,
3). Mapns MemunmHcKas xXiomuarobymaxkHas otOenennas apr.6498, 90cm x 20M — maprud
Ne221000003, mata uzroroBnenus — 12.04.22r., cpok rogaocTH 5 siet — 1 1T,
HMsroroBurens: 000 «Xnomuarodymaskuas komnanusg «Hasrexe», Poccust.
Anpec msroroBureas: 155830, Meanosckas obmacts, p-u Kunmememckuif, r. Hasomoku, yiI.
[Ipomermnennas, 1.1.
3axazunk nenerranuii: 000 «Xiomuatobymanias kommanus «Hasrexke», Poceus.
AxT npuéma odpasuos ot 05.05.2022 r. (McusitatensHas naboparopus « TOKCHKOIOr» BXOIAIIAs B
coctaB OO0 «HanuoHaNbHEIM HAYYHBIA [EHTP TOKCHKOIOIHYeCKOH i OHoIorHuecKoi 6e30macHocTy
MeIRIUHCKUX u3jenui». 129301, Mocksa, yii. Kacatkuna, 1.3, k.2, e-mail: labtox@list.ru).
Ilepnoa npoBexenus uccaegosanuii: ¢ «16» masg 2022 r. mo «10» uronsa 2022 r.
HMcnpiTanns npoBeaeHbI B COOTBETCTBHH ¢ JOKYMEHTAMH:
T'OCT ISO 10993-1-2021 «Mspnenuss menunuuckue. OreHka OHOJOTHYSCKOro JAeHCTBHA
MeIUIMHCKHX H3mennui. YacTh 1. OneHka U HCClIeJOBaHHIY.
T'OCT P HCO 10993-2-2009 «M3zpmemmss wmemumuHckue, Onenka OMONIOrHYECKOTO JEHCTBHS
MenMIuHCKHX H3genuil. Yacts 2. TpeboBanus k oOpalleHUIO C AKUBOTHBIMUY.
I'OCT P 52770-2016 «W3nenust memuimuckue. TpeboBanms OezomacHocTH. MeTo/bl CaHHTapHO-
XMMHYECKHX H TOKCUKONOTHYECKHUX UCIBITAHHMTY.
I'OCT 31214-2016 «UWzmenmms wmemummHckre. 1pebopanus k obOpazuaM H  JOKYMEHTAIlHH,
HPEICTARISIEMBIM Ha TOKCHKOJIOTHYECKHE, CAHHUTAPHO-XHMHYECKHE HCCIIENOBAHUS, MCIBITAHHA Ha
CTEPHJIBHOCTH H THPOTCHHOCTEY.
I'OCT ISO 10993-5-2011 «H3gemmss wMenunmackre. OneHka OHONMOTHYECKOrOo  AEHCTBUSA
MEIMIUHCKUX w3aenwit. Yacts 5. MccnenoBanus Ha IIATOTOKCHYHOCTE: METO/BI in Vitroy.
F'OCT 1ISO 10993-10-2011 «Mzgenus wenuimHckHe. Onenxa OHOTOTHYECKOTO JAeHCTBUS
MemumuHckux m3genui. Yactes 10. Wccrnenopanus pasgpakalomero M CEHCHOMIH3HUPYIOIIETO
JIEHCTBHSY.
I'OCT ISO 10993-12-2015 «W3pmenug wemumuuackde. Onesxa OHOMOTHYECKOTOo OEHCTBHL
MenuiuHCcKux u3nenuit. Yacts 12. Ilpurotosnenne npob u KOHTPOIBHBIE 00pasIbl».
I'OCT 31209-2003 «KomutefiHepsl It KpOBH H €€ KOMIIOHEHTOB. [peboBaHHsS XMMHYECKOH H
OuonornuecKoi 6€30MacHOCTH H METOIBI HCITBITAHAN».
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rocr 31870-2012 «Boma nuTheBas. OnpenencHue COACpKaHH IJIEMEHTOB METOIAMH
aTOMHOH CIIEKTPOMETPUL.
MYV 1.1.037-95 "buotecTHpoBaHKe IPOAYKIIMH U3 IOMHMEPHEIX B IPYTHX MaTepHasioB”.
Kinmarudeckne yc/I0BHS: HOPMATLHEIE YCIIOBUS HCITBITAHUH.

1.INIPOBEPSIEMBIE . XAPAKTEPUCTHUKHA u UCITOJIb3YEMBIE
CPEJACTBA HCIIBITAHUH
HaunmeHoBaHHe NOKa3aTeJisl CpencrBo HCNBITAHHSA/SKHBOTHAS MO/IEJIh
CaHuTapHO-XMMHYECKHE
BoccranoeuTenbHble IPHMECH Becer naGopatopueie CAS CAUX 120, Ne
' D303700220;

cexyHaomep COIlnp 2a-3-000, No7088;
oropetku, munetku mo F'OCT 20292;
LMIMHIPEL, KONnObl MepHble, pobupku o FOCT

1770.
H3menenue 3Hauenus pH BBITSKKH pH-Metp ananuzatop ogst HANNA HI2211 Ne
05100014101 ¢ »smextpomom HI 1131B/11 Ne
0709419 N;
munetku o 'OCT 20292,
LMIMHAPEL, KONOBI MepHEIe, pobupku no F'OCT
1770.
VneTpaduoneToroe MOrIOIEHHE Cnexrpodoromerp Shimadzu UV-mini-1240, Ne
A10934236408 CS.
OnpeneneHye METAIIOB B BRITSKKE H3 H3ACTHA Cnextpomerp aToMHO-a0cOpOIHOHHBIH

KBAHT-Z npoussoncrea KOPTIOK, Ne 031;
nocyaa mepHas nadopatopuas o F'OCT 1770;
muneTky no N'OCT 20292; nozaTtop MUNETOYHbIH

onHOoKaHaipHbld Jlafit mom. AIIOII-1-1-10, Ne

47792.
ToxkcuKoJ0ruIecKue
Cencubunuzupymolee feiicTBHe: Benble KpBICH;
- IPOBOKAIMOHHAS BHYTPHKOKHAsA npoba: Bechl anekTpoHHbIe [1BM-3/6-JKKI-IT, Ne
(nonoxxuUTeLHAs — OTPHLIATENBHAS ) 214721;
- BecoBOH K03 QHIIMEHT COOTHOIIEHH BeCHI 3nekTpoHHbIe NabopaTopusie CASBEE
CceNe3eHKH/TAMYyca (HATHIHE TOCTOBEPHBIX MW-120» Ne 4270;
M3MEHEHH CPaBHUTEIBHO C KOHTPONIeM): (eCTb-HET) reMaToNIOrHYeCcKHH aHaTM3aTop MOJEITh
- OLIEHKA PEeakI|H CrelHYeCKOro TH3HCa ExigoVet, Ne 511622;
neiikoruToB: (Menee 10% - Gonee 10%) nozatop nuneTouHsli Proline® 1-KaHabHEIH,
- KJIHHHYECKHE CUMIITOMbI HHTOKCHKALIHH; 5-50 mxa1, Ne AU 46971;
- CMEPTHOCTB [103aTOp MEXaHHYECKHH OIHOKAHATBHBIH
BIOHIT PROLINE (50-200) mxn, Ne AU 26969,
TEPMOCTAT SNIEKTPHYECKHI CYXOBO3TYIIHbIH
TC-1/20 CITY, Ne 011900218;
XHPYprudeckie HHCTPYMEHTEHI,
IITIPHITBL;
nocypa jgadoparopHas.
Hccenenosanue UTOTOKCHYHOCTH Ha Kysbrypa noABHKHBIX KIETOK;
CYCIEH3MOHHOM  KpaTKOBPEMEHHOH  KyNbType a”anuzatop uzobpaxkenuit AT-05 Ne 386;
TIO/IBHYKHBIX KJIETOK: Bechl 1abopatopueie CAS CAUX 120, Ne
- urgeke TokeuyHoct 70-120% D303700220;
103aTOp MEXaHWYECKHH OIHOKAHAIBHBIH
BIOHIT PROLINE (50-200) mxn Ne AU 26969;
Jlo3aTop nuneToyHsli oqHOKaHaBHBIH JlalT
mox. ATIOI-1-1000-10000 Ne 1911030;
npodupku Ha 2 U 5 cm3;
6roxcel Ha 30 cMm3;
cocyn Jeroapa KPUOMAIII Ha 6 am®
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Pasnpaxatoiiee gelcTBHE Ha KOXKY
-OLICHKA BBIPAKEHHOCTH 3PUTEMEI
W OTeKa KOKH B Danmax:
0-oTcyTcTBUE AEHCTBUA

1-cnabas peakuus (pO30BBIA TOH,
cnalkwIif 0TeK)
2-yMepeHHas
YMEPEHHBIH OTeK)
3-BbIpa’keHHast
BbIpasKeHHbIH OTEK)

peakLusa

4-pe3Ko BbIpajkeHHad peakius (IPKO KpacHBIH TOH,

BBIPAXKEHHBIH OTEK)
-CMEPTHOCTD (&CTh-HET)

-KITHHHYECKHE CHMIITOMbI HHTOKCHKALIHH: (CC’I‘B-

HET)

peakuus  (pPO30OBO-KpACHBIH  TOH,

(kpacH&Ii TOH,

JKMBOTHBIX: benbie Kppich

IITTPULIB;
ayna.

Beckl anektponnbie [TBm-3/6-)KKH-TI, Ne 214721,

2.PE3YJIbTATHI HCIIBITAHHA

HawmeHopanue  Tiokasatend

JlonycTimoe 3HaueHre | PesymbTarsl

ucrbiTaHui | BBIBOJIEI

CandrapHo-XHMHYECKHE

He Oosiee 1,0 M

BoccraHoBuTENBHBIE 0,02 H p-pa 0.02 SO
NPUMECH: THOCYbGaTa ’
HATpHUSA
H3menenue pH BBITSIKKH: B npenenax +/-1,0 0,18 COOTE.
VYaerpaduoneroroe
He 6onee 0,3 B 1ManazoHe
nornowenne, eq.O.I1.: ot 220 go 220’ 3 601::"“ 0,017 COOTB.
360 BKIIFOUMTEJILHO:
Onpenenenye METAIOB B
BBITSDKKE U3 U3IETTHH:
-CBHHEI] He 6onee 0,030 menee (0,001 COOTB.
-KaaMuii He 6onee 0,001 menee 0,0001 COOTB.
Tokcukonornyeckune
Pazapaskaioliiee nelCTBUE HA KOXY JKHBOTHBIX:
- CTelleHb OTBETHOH peaKkLMH Ha 0.0 Basisia 0 COOTB
asApasKeHue ’
-OLIEHKa BHIPAKEHHOCTH
0 6amna 0 COOTER.
JpUTEMBI, B batutax
-OLIEHKa BEIPAKSHHOCTH OTEKA
0 fanna 0 COOTB.
KOJKH, B Dajuiax
-CMEPTHOCTh HET HET COOTB.
- M
KITHHHYECKHE CHMIITOMBI i i —
HHTOKCHKALIMH
Hccnenoranme ATOTOKCHYHOCTH
HAa CYCHEeH3HMOHHOH
¥ * ot 70% 1o 120% 97,8% COOTE.
KpaTKOBPEeMEHHOH
KYJBTYpe NOIBMKHBIX KIIETOK
CeHcHbOHIM3MpyOILEE NCHCTRHE!
-IIPOBOKAITHOHHAS
P ) ! oTpHULATEIBHAN OTpHLIATENIbHAS COOTB.
BHYTPHKO:KHas npoba
- BecOBbIe KO3(h(HIIHEHTHI
CENe3EHKH H THMYCa, HaJIHe et et S
JOCTOBEPHBIX H3MEHEHHH
CPaBHMTEJILHO C KOHTPOIEM
- OLIEHKA PeaKilkiu
crielGUYecKoro JiM3uca
o ¢ o meHee 10% Menee 10% COOTE.
nerKomuToB: (Menee 10% - Gonee
10%
-KJIMHUYECKHE CHMIITOMEI - - SO

HHTOKCHKALIMH




| -cmMepTHOCTD HET . HET COOTE.

BbBIBO/IbI
Mapis MenuuMHECKas xnondarodymaxsas orbenennas apt.6498 no 'OCT 9412-2021, nponzBoacTea
000 «Xmomuarodymaxnas xommanns «Hasrexe», Poccus, cooTBercTByIOT TpeGoBaHHAM
HOPMaTHUBHOM JOKYMEHTAIUU.

OTBeTCTBEHHBIH UCIIOIHATEND,

PyKOBOIHTENb CAHUTAPHO-XHUMHYECKOH A
Jlanuna C.4.

T'pyIIibl, BEA.H.COTP, K.X.H.

P_YKOBOILHTeJ'Ib TOKCHKOIIOTHYECKOH TPYIIIBI,

H.COTPY/IHHK %/ Pomuna AW,

Hacrosmuii mpoTOKOI KacaeTcs TONbKO 00pa31oB, MOIBEPTHYTHIX HCIEITAHHSIM.
He momyckaeTcs moyHas HIM 9acTHYHAA MEpeleuaTka HACTOAIIEro MpoTokona 6e3 paspemenus M1

KOHEI] ITPOTOKOJIA



Ipunoxenue 2

K TOKCHKOJIOTHIECKOMY 3aKJIHYeHHI0
Ne 112-22 ot «15» nrons 2022 r.

YTBEPKIAIO

Haomannimg
-m.fww.m.‘,

$ HtaBTeRC»
‘H.B. Cronsposa
‘"«_05» mas 2022 r.

fugical 'Hslmg
el Devicoy Lig A

Ouonorugeckyro 6€30macHOCTb

1. Beoanas 9acrb:

1.1. HaHMeHOBaHHe HCIBITHIBAEMOI'0O MEIJHIIMHCKOIO H3OCJAHA: Mapmz MEIHUIIHMHCKAs
xnomuaroOymaixHas orOenenHas apr.6498 mo I'OCT 9412-2021 (B BapuaHTax HCIOMHEHHS CM.
[Ipunoxenue 3).

1.2. ®upma, cTpana npousBoauTe b MemuumuHCcKoro m3geams: 000 «XmomuatobymarkHas
Kommauaus «Hasrekce», Poccust.

1.3. HaznayeHne MeJUUHHCKOr0 m3aesms: Mapis MeIUIMHCKAs] IPAMEHSIETCS Il H3TOTOBICHHS
[IEPEBS30YHBIX CPEICTR.

1.4. Ileap mnDpoBeJeHHs HCOBITAHWUS MEIHIUHCKOr0 H3NeJHs: DBHeceHHe H3MEHEHHH B
PETUCTPAIHOHHOE JOCKHE.

1.5. MecTo mpoBeJeHHs HCOBITAHHA MEIHUMHCKOr0 H3meaus: VcnbitatensHas aabopaTopus
«Toxcuxomory Bxomsimast B coctaB OO0 «HaruoHansHei HAYIHEI EHTP TOKCHKOIOTMIECKOR H
Ouonorudeckoit 6e30macHOCTH MEAUIHMHCKAX m3nenuity. 129301, Mockea, yi. Kacarkuna, 1.3, x.2.
1.6. KomngecTBo mpeacTaBieHHBIX 00pA3MO0B MEIHUIUHCKOT0 H3aeus: Mapis MeIuIMHCKas
xnon4aroOymaxsas otoenennas apt.6498 mo F'OCT 9412-20218 BapuaHTax HCIOIHEHHS:

1). Mapna MmenmunmmHcKas ximomuaroOymaskHas orOeneHHas apr.6498, 45cm x 200M — maprus
Ne221000001, mata usrotoBnenus — 12.04.22r., cpok rogHocTs 5 et — 1 1mT;

2). Mapna MemunuHcKas xJjonuaroOymaxksas orbeneHHas apr.6498, 120cm x 100M — maprus
Ne221000002, nata usrorosnenus — 12.04.22r., cpok rogsocTd 5 jier — 1 1wt

3). Mapna memunuuackas xmomdatobymaksas orOenenHas apr.6498, 90cm x 20M — mapTus
Ne221000003, nara uzrotoenenusi — 12.04.22r., cpok TOAHOCTH 5 €T — 1 mT.

1.7. lIpopoxurenpHocTh HenbiTanus: 20 paGounil JHei.

1.8. HaumeHoBaHHEe H aJpec 3aKA34YMKA NPOBEACHHS HCOBITaHMH obpasma: 000 «XBK
«Hasrexe», 155830, MBanosckas obnacts, p-u Kunememckuii, r. Hasomoku, yia. ITpoMbniieHHas,
o.l.

2. DKCcIePHMEHTAIbHOE HCNIBITAHHE H JKCIEPTHAS OllEHKA 06pa3nos

CanuTapHO-XMMHYECKHe HCHBITaHuA (HCClHenoBaHus GU3MKO-XUMHUECKMX [OKasaTelel) u
TOKCHKOIIOTHYECKHE HCHOBITaHUS (HccnenoBaHWs OHONOrHMYECKHX IOKaszareneif) oOpasior
IIPOU3BOJUTE B COOTBETCTBHH C:

I'OCT ISO 10993-1-2021 «Wspmemms wmemumuackue. OleHKa OHONOTHYECKOro JIeHCTBHS
MeaunuHCKHUX u3nenuii. Yacte 1. Omenka U HeclieJOBaHHI Y.

['OCT P HCO 10993-2-2009 «U3menus wMenunmackue. OreHka OHONIOrHYECKOTo eHcTBHS
MeTUIHHCKUX u3jienuit. Yacte 2. TpeboBanus k 0OpallieHHIO ¢ KHBOTHBIME.

I'OCT P 52770-2016 «W3menus memuimuckue. TpebGopanus OGezomacHOCTH. MeTOAbl CAaHHTApHO-
XUMHYECKHX U TOKCHKOIOTHYECKHX MCIIBITAHUI.

I'OCT 31214-2016 «M3nenus wmemuimuckde. TpeGosamuws K obpasuaM © JIOKYyMEHTAIHH,
[IPe/ICTaB/IIEMEIM HA TOKCHKOJIOTHUECKHE, CAHHTAPHO-XHMHYECCKHE HCCISIOBAHHSA, HCIBITAHUA HA
CTEPHIILHOCTh M MAPOTEHHOCTEY.

I'OCT ISO 10993-5-2011 «H3nenus wMemuimackuae. OrneHka OHOIOrHYEcKoro JeHCTBHA
MeIMIHHCKUX Hu3nenuit. Yacts 5. McenenoBanus Ha IIMTOTOKCHYHOCTE: METOIBI 1N Vitro».

I'OCT ISO 10993-10-2011 «M3genus MenmnuHckue. OIleHKa OWOIIOrMYECKOro IeHCTBHA
MeaunuHcKuX wu3gemui. Yacte 10. MccnepmoBaHms pasgpaXaromero H CEHCHOMIH3HPYIOIIETO
JICHCTBHY.
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roct ISO 10993-12-2015 «3nenus MeIHIIHHCKHE. Onenka OHOIIOTHYECKOr0O
nmefcTBUS MeauIUHCKUX u3nenuil. Yacts 12. [IpuroroBnenne npo6 U KOHTPOTBHEIE 00PA3IEDY.
I'OCT 31209-2003 «KonteitHepsl Amd KpoBH W €€ KOMIIOHEHTOB. TpeCOBaHHS XMUMHYECKOH H
Omomormueckoli 6€300aCHOCTH M METO/Ibl HCIIBITAHUIY.
['OCT 31870-2012 «Boma nmtheBas. OupenencHre COACpIKaHUS JTEMEHTOB METOJAMH ATOMHOM
CIIEKTPOMETPHIY.
MY 1.1.037-95 "buotecTupoBaHue POIYKIIHH H3 IIOJIMMEPHBIX H JPYTHX MaTepraion’.

3. Odpopmierne pe3y,JbTaTOB HCIBITAHHI

3.1. PesyneraTel CaHHTAPHO-XHMHYECKHX M TOKCHKOJIOIMYECKHUX HCIBITAHHH IPEICTABICHHOIO
obpasna MEIUIMHCKOIO H3JENHs CYMTAOT OTPHLATENBHBEIMH, €CIH OJHUH (MM HECKOJBKO)
UCCIIEJIOBAHHBIX I1apaMETPOB HE COOTBETCTBYIOT TpPeOOBaHHSM HOPMATHUBHOM, TEXHHYECKOH H
SKCILTYaTALlHOHHON JOKYMEHTAlHH, PYKOBOACTBY 110 3KCILTyaTallHH.

3.2. DxcmepTHas OICHKA pE3yIbTATOB OJKCIEPUMEHTANILHOI'O MCHBITAHWS, C BBIBOJAOM O
COOTBETCTBMHM IIpEJCTaBIeHHOro oOpasma TpeboBaHusM  0€30MACHOr0 MpPHUMEHEHHS W
peKOMEHJAIMAM K BO3MOJXKHOCTH IIPOBEJIEHHS KIMHHYECKHX HCIBITAaHHH odopmigercs B
3aKMOYeHWH, KOTOPO€ TOAMHCHIBAGTCS OKCIEPTOM M YTBEPIKIACTCS  PYKOBOIHTENIEM
HCIIBITATENBHOM JIabopaTOpUH.

3.3. Pe3ynpTarhsl 3KCIEPUMEHTAIBHOIO UCIBITAaHUS 00pasia ¢ MOJNHBIM YKa3aHHuEM HAMMEHOBAHHUS
ACCIICIOBAHHBIX II0KA3aTelIeH, CCBUIOK Ha METOOUKH HX IIPOBENCHHS M OIEHKH IIOJyYeHHBIX
IAHHBIX, 4 TaK)Ke COOTBETCTBHS pe3ylbTaTOB IIOKazareied TpeOOBaHHSIM HOPMATHBHBIX
IOKYMEHTOB O(OPMIISIOTCS B MPOTOKOJE TOKCHKOIOTHYECKAX HCIIBITAHHA MEIHIIMHCKAX H3JEJIHH
(MaTepHuanoB), yCTaHABIMBAIOMMX HX OHOIOrmuYeckyro OesomacHocTh. [IpoTokon yTBepikaaeTcs
PYKOBOJHUTENEM  HCHOBITaTellbHOW  nmabopatopuu.  IIpoTokon — sABAAETCS  HEOTBEMIIEMEBIM
IpUIOKeHUEM 1 K 3aKIIIOYEHHIO. '

3.4. Hacrosmas IlporpaMma TOKCHKONOTHYECKHX HCIBITAHHH MEIMLHHCKHX  H3JEIHH
(MaTrepuanoB), yCTaHaBIHBAIOMMX UX OWonmormyeckyro  0e30macHOCTh,  YTBEPKASHHAS
PYKOBOJHUTENEM WCHEITATENbHOM NabopaTopwy M CcOIJIACOBaHHAS C 3aKa34YWKOM MCIIBITAHWIA,
SIBJIIETCS HEOTHEMIIEMBIM MIPUIIOKEHHEM 2 K 3aKIFOUYEHHUIO.



