HAIIMOHAJIbHBII HAYYHBII IEHTP TOKCUKOJIOTMYECKOI

H BUOJIOTMYECKOU BE30OHNACHOCTHA MEIUIUHCKUX U3 AEJINI
(MCIIBITATEJIBHAS TABOPATOPUSA "TOKCHKOJIOI™)

129301, MockBa, ya.Kacarkuna, 1.3

sHaUMOKANbHEE

YTBEP
TokCHRNOTAGE Ko 1

ATTecTaT aKKpeIUTAHA
Ne POCC RU.0001.21IM55
BbIIad PeepabHOM ciry:xk00ii

mo akkpeauranuu 25.04.2016 r.

(maTa BHeCeHHS B peecTp aKKpPeIHTOBAHHBIX
auy 07.09.2015r.)

2019 r.

ITPOTOKOJI TOKCHKOJOI'MYECKUX UCHBITAHUM
Ne 1175 ot 08.05.2019 .

HaumenoBanne usgenus: .

TpyOxu CHITMKOHOBBIE JUIST XUPYPIHYECKHX JAPeHaKeH M KOMIIIEKTAINY MeIAIIHCKIX
ycTpocTB H annapatoB TCM-«PTH-Cy»

H/I na n3genue: TY 9398-006-48423543-2003

Hasznavenmue usgenus:

Tpybkn cunuKOHOBBIEC IpeHA3HAYEHEI [7Isl H3TOTOBJICHHS ApEHaXKel B 06 XUPYPTHH,
AJIA KOMIIICKTAllHK HaCOCOB, CHCTEM-MAarkCTpael OHOPa30BEIX K (PPaKiMOHATOpaM
KpOBH, MEMIIMHCKHX IPUOOPOB U JUArHOCTHYECKMX AlIIapaToB.

Buj{ KOHTaKTa ¢ OpraHU3MoM, ero NPoAOKHTENLHOCTD:

TpyOKu B mponecce 3KCILTyaTaluy MOTYT KOHTAKTHPOBATE C KpPOBBIO, OHOIOTHYECKHMH
CpellaMu, IeKapCTBEHHBIMH IpeTnapaTaMu

HaumenoBaHHe NpuMeHsIeMBIX MATEPHAIOB, KOHTAKTHPYIOIHX C OPrAHU3MOM,
HT/I na HuX, 4acTh HJIH AeTa/b H3AeTH:

TpyOku cHIMKOHOBBIE IS XAPYPTUYECKHX APeHAXKeH ¥ KOMILIEKTAITMY MeIUIHHCKIX
ycTpolcTs u annapatoB TCM-«PTH-C» H3roTOBIIEHB! B3 CHITMKOHOBOM (KpPEMHHU-
OpraHu4ecKoi) pesunoBoit cMec Silplus 60 EX dupmsr «Momentives, I'epmanus.
TpyOku BBITyCKAIOTCS HECTEPUIBHEIME, MHOTOPA30BOr0 HCIIOMb30BaHHS

Canurapnas 06paboTka u3zenwii IPOBOAUTCS B COOTBETCTBHM ¢ MY 287-113.

Kracc moTenmuanbHOro pucka npuMeHeH s MeIHITHHCKOTO M3/ Us B COOTBETCTBHH C
HOMEHKJIaTypPHOU KiIaccH(UKanued MequuuacKux uanenuit 1 TOCT 31508— 2a

kozx OKII/2 22.19.71.190

CrpaHa n pHpMa-H3IrOTOBHTEIb:

OO11ecTBO ¢ OrpaHUYEeHHOM 0TBETCTBEHHOCTBIO «PTU-CHINKOHEI»

(OO0 «PTHU-Cunukoss)

Poccnsi, 618900, TTepmckuit kpait, r.JIsicsBa, yin.KomMyHapos, 104

MecTo npoH3BOACTBA MEIMIHHCKOTO H3IETHSA:

OOb1iecTBO ¢ OrpaHUYEHHON 0TBETCTBEHHOCTHIO «PTH-CHIMKOHBI»

(OO0 «PTHU-Cunukonsr)

Poccus, 618900, ITepmckmit xpait, r.JIsicsBa, yn.KommyHapos, 104
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3asBuTean: OOLIECTBO C OrpaHMYEHHON OTBETCTBEHHOCTHIO «PTHU-CunukoHbl»
(OO0 «PTU-CunukoHsI)

Poccwust, 618900, Ilepmckwuii kpait, T.JIbIchBa, yi.KommyHapos, 104

3akazuuk HenpITaHmMi: O6LIECTBO ¢ OrPaHUUEHHON OTBETCTBEHHOCTHIO «PTHU-
Cunuxonsr» (OO0 «PTU-CuIHKOHEI)

Poccus, 618900, ITepmckuit kpait, r.JIsIchBa, yi1.KommyHnapos, 104

AKT ot6opa 06pasuos: ot 05.04.2019 r. (00O «HHI] TOKCHKONOTHYECKOH ¥
6ronoruyeckot 6e30MACHOCTH MEIUITMHCKUX U3LETTHI )

HcnsiTanus IIPOBECACHBI B COOTBETCTBHH C JOKYMEHTaMH:

T'OCT ISO 10993-1-2011 Uspenns Meqummackue. OLEHKA GHOIOTHIECKOr0 OSHCTBHSA MEIHIWHCKIAX H3IEIHH.

Yacts. |.OneHKA H HCCIeIOBAHNS;

I'OCT ISO 10993-4-2011 Uzpenns Meaumuackae. ONeHKa GHOIOTHIECKOND JCHCTBHA MEIULIMHCKIX H3OeTHii.

Yacts 4. Hecnenopanue u3/iennif, B3anMOIeHCTBYIONIHX ¢ KpPOBEIO.

I'OCT ISO 10993-5-2011 U3pemnsa MemumuHck#e OLeHKa OHOIOrHIECKOro JEHCTBHA MeJIMIHHCKUX H3eTHIA.

Hacts 5. Mcenenosanys Ha ETOTOKCHYHOCTS: METOMBI in Vitro;

I'OCT ISO 10993-9-2015 H3pemus megumuHcKie. OleHKa 6HOIOMMYecKOro JEWUCTBHA MEIHITHHCKUX M3HEITHIAL.
HacTs.9. OCHORHEIE MPHHIMIE HASHTHDHKATHE U KOTHIECTBEHHOTO ONpeneneHls NOTEHIMATIBHELX

NIPOIYKTOR OECTPYKIUH,

T'OCT ISO 10993-10-2011 Hanenus Megumackre. OLieHKa GHOIOTHIECKOTO JeHCTBHS MeIHIIMHCKIX HW3/IeTHif.
Yacte.10. Hccnenosanus pasapaiaroliero u CeHCHOMTH3UPYIOMETO NeHCTRUS,

I'OCT ISO 10993-11-2011 Wsnenua Menuimackue. OueHka GHOTOTHISCKOrO JeHCTBHA MeIUIUHCKWX W3 IeTHii.
Yacte.11. Hecnenosanust 00eTOKCHIESCKOTO JeHCTBHA,

T'OCT ISO 10993-12-2015 Mznenus Memunuackre. ONeHKa OHOTOTHIECKOT0 JEHUCTBHS METHIMHCKHX W3 eI THIA.
Hacts.12. [puroTonenue Npo6 1 KOHTPOILHEIE OGPA3IIEI;

I'"OCT 1SO 10993-13-2016 HUznenus Meqununckue. OneHKa GHOMOTHYECKOT0 JNEHCTBHA MEOULMHCKHX W3IeMHii.

Hacte.13. MneHTHOHKAINSA H KONHYIECTBEHHOE ONpeIeTeHHe HPOJYKTOB JErpajallii NOTUMEPHBIX MEIUIIHCKUX
H3IETUH;

I'OCT P 52770-2016 H3pemis menuumuckue. TpeGopanma 6e3omacHocTH. MeTos! CaHMTAPHO-XMMUYECKHX

H TOKCHKOJIOTHYECKHX HCIBITAHUIA;

I'OCT 31209-2003 KoHTeHHEPHI U1 KPOBH H €€ KOMIIOHEHTOB. TpeGopanus XUMHIECKOH 1 OMONOTHIECKOI
6e30MacHOCTH; METOIBI HCITBITAHMIA.

I'OCT 31870-2012 Bona nuteeBas. Onpe/erneHne coaepAaHns 3MEMEHTOB METOAMH aTOMHOM CIEKTPOMETPHH;

MY 1.1.037-95 BrotecTHpoBaHHE TIPOAYKLMK H3 TIOTAMEPHBIX M IPYTHX MaTepHaiioR;

MVK 4.1.3171-14 T'asoxpomarorpadadeckoe ONpENeNeHNE aleTaNnbIeruaa, alleTOHa, METHIAIETATa, METAHONA,
3TaHOIa, MCTHIIAKPIIATA, METHIMETAKPHTIATa, STHIAKPHIaTa, H300yTHIakpHiaTa, Gy THIakpuIaTa, 6y THMETAKpHIIaTa, TOJIyona,
CTHpOJa, aTb(PaAMETHICTAPONA B BOAE M BOJHBIX BHITAKKAX W3 MaTEpPHANIOR PA3TMIHOTO COCTABA

MYVK 4.1.3166-14 I'asoxpomarorpadudeckoe onpeaeneHue rekcana, TelTana, aleTanbIeruia, aleToOHa, MeTHIaleTaTa,
STHIANCTATa, METAaHOMA, H30MPONIAHO/A, aKPIIOHHTPHUNIA, H-TIPONIAHOMA, H-IPOoNHIaneTaTa, GyTunaueTara, H306yTanona ,
H-OyTaHoma, 6eH30Ma , TOMyoNa, STHIGEH307a, M-,0- | TI-KCHIIONA, H30MpONUIben3ona, CTHpPONa, anb{a-MeTHICTHPONIA
B BOJIE M BOOHEIX BEITSAKAX U3 MATESPHAIIOB Pa3IM4HOIO COCTARA

KinmMaTHYeckHe ycJIOBHS: HOPMAaJIBHBIE yCIOBHS HCIIBITAHHHA.
(nasnenwe P -102 xIla; Temneparypa T - 24°C; BraxsOCTD - 54%)

1. TIPOBEPAEMBIE XAPAKTEPHCTUKHA W UCIIOJIb3YEMBIE CPEJICTBA
HUCIIBITAHHANA

HanmMmenoBaHue nokazartess CpeJICTBO HUCIIBITAHHUS

Canumapuo-xumuueckue

BoccraHoBUTETBHEIE IPEMECH Beckl snexTponnsle 1aboparopHsle «Sartorius»
34001148, cexynmomep COIlnp-2a-3-000; mocyzna
MepHas 1abopaTopHas; XHMHYCSCKHE PEAKTHBBI

H3menenwe pH BEITSDOKKH pH-meTp «OKxoHUKC-3KCTIepT» «DKcnepT-pH»
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Y 1bTpaHONETOBOE MOTIIONIEHHE

BemnecTsa, onpeienseMbie METOIOM ra3o-
xuarocTHoH (IKX) u BeicokosddexTuBHOM
KHIKOCTHOH XxpoMmartorpaduu (BDIKX)

OHpC,He.TIGHHC METAJIJIOB B BBITAKKE U3
H3OCIIHNA

Tokcukonozuyeckue

Octpast TOKCHYHOCTH Ha JKHBOTHBIX IIPH

BHYTPHOPIOIIUHHOM / BHYTPHKEITYTOTHOM

BBEJICHUH BBITS/KKH:

— CMEpPTHOCTB: (ECTh - HET)

— KIIMHUYECKHE CUMITTOMBI HHTOKCHKALIMH: (€CTh - HET)

— MaKpPOCKONHYECKHUE HIMEHEHUS OPTaHOB H TKaHEHN:
(ecTp-HET)

~ OCII — opraHo-coMaTHIECKHE NOKa3aTeIH
(HaTHIHe NOCTOBEPHBIX CPABHUTENLHO C
KOHTPOJIEM H3MEHEHHH €CTh - HET)

Pasppaaromee neficTBre Ha KOKY H
CITH3HCTEIE 000I0UKH

- OLIeHKa BBIPAKEHHOCTH SPHTEMEI KOKH B bayax:

0 - oTcyTcTBHE HElicTRUA

1 - cnaGas peaxuus (po3oBkIi TOH)

2 - ymepeHHas peakiuA (PO30BO-KPacHEIi TOH)

3 - BRIpaKEHHAS Peakiysa (KpacHbIi TOH)

4 - pe3Ko BRIpaKEHHAS PEaKIHs (APKO-KPACHEIH TOH)

- OLICHKA BBIPAYKEHHOCTH OTEKA KOXKH B Damax:

0 - oTcyTCTBHE OTEKA

1 - oueHs cnabrlif 01ek (eaBa 3aMETHBII)

2 - 3aMeTHBIH OTEK, BEICTYNAMINMH Hall HOBEPXHOCTHIO
KOWH H MMEIOINMH 9ETKHE rPAHMLIEI

3 - yMepeHHBIH 0TeK (BBICTYAIONIMI HaL
NIOBEPXHOCTHIO KOXKH OKONO | MM)

4 - BEIpa/KeHHBIH 0TeK (PAacIpOCTpaHEHHbIIH,
BBICTYMAIOIIHH HaJl [IOBEPXHOCTRIO KOKH GoJiee ueM Ha
1 Mm)

- OLICHKA JIeHCTBMA Ha IV1a3a KPOJHKa B Ganmax:

0 - BUIIMOI peaKiiy HeT

1 - nerkoe nokpacHeHHE KOHBHOHKTHBEL

2 - OKPACHEHHE KOHBIOHKTHBEI X 9aCTHIHO CKIIEPbI

3 - peskoe NOKpacHEHHE KOHBIOHKTHBEL M BCeil CKIEpHI,
4 - THOMHEIH O TAIEMHAT

HccnenoBanue MUTOTOKCHYHOCTH Ha
CYCIIEH3HOHHOHW KPaTKOBPEMEHHOM KYILTYpE

NOOBHIKHBIX KIIETOK:
- HHACKC TOKCHYHOCTH

Ornpenenenne reMoOTATHYECKOTO AEHCTBH
(reMomuTHYECKHI TECT)

Crextpodorometp «Shimadzuy UV-mini-1240

Kunxoctroit xpomaTorpad «Shimadzu» «LC-20
Prominance», SPD-20A; ra3oBsrii xpomarorpad
«Kpucrammoxc-4000M» ucr. 2 ¢ Mojy/iem

T T/ T

CrekTpoMeTp aTOMHO-abCOpOIHOHHBIA
«KOPTOK» «KBAHT-Z» Ne 031

bensie Mpmmm /6ensie kpeickr; Beckr BKIIT-500;
OIIPHIIEL, JIYI4; aHATOMUYIECKHE U XUPYPrHYECKHE
HHCTPYMEHTEHI;

benwie KPBICBL, KPOIHAKH, IIIIPUIIEI, BECEI TOPCHOHHEIE,
HOXXHUIIEI, ITHHIETEI, JIYIIa, ITIa3HBIE ITUIIETKH

CrnepMa OBIKa B KHIKOM a30Te; CTEH/I JUIS
OTIpENIEJIEHUs] IIOJBHKHOCTH CYCIEH3HH
cnepmarosonnos tuna AT-05; mocyna Mepras
nabopaTopHas; peaKTHBEI COINIACHO METOIUKE
HCCIeIOBAaHA

Kponuku; buoxumuueckuit anamaszarop «Stat Faxy;
uenrpudyra 3000 o6/mun; moCy1a MepHas
nabopaTopHas; PEaKTHBEI COTIACHO METOIMKE
HUCCIIEIOBaHHS
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2. PE3YVJIBTATBI HCIILITAHAN

HamMvenoBanue moxkasaress HJI va MmeTO Honmyctumoe Pe3ynprartel Brisosrr
HCIIBITAHHH 3HAYEHHE HCIIBEITaHHH
CaHI‘ITapHO—XIfIMHHECKHe
BoccTanoBuTENTBHBIE TPHMECH T'OCT 31209 He bonee 1,0 Mn menee 0,02 COOTB.
0.021 pactBopa
THOCYNTb(haTa HaTPHst
H3smenenne 3HadeHnI pH I'oCT 31209  |B mpemenax + 1,00 0,24 COOTB.
BEITSDKEK
YnsTpaduoneToBoe NOTIOMEeHHE I'OCT 31209 He 6omee 0.300 0,028 COOTB.
B muanazone 220-360 M
BemecTsa, onpeaenseMeie
MeTonoM BOXX u [NKX (Mr/im):
— hopmansaeruy MVYK 4.1.3171-14 | me 6omee 0.100 menee (0,001 COOTB.
— aneTarsIeTuI MVK 4.1.3166-14 | wue 6omee 0.200 menee 0,001 COOTB.
- METAHOII MYK 4.1.3166-14 | me 6omee 0.200 menee 0,050 COOTB.
- Oytanon MVK 4.1.3166-14 | wne 6oxee 0.500 menee 0,050 COOTB.
- (heHON MVYK 4.1.3166-14 | ne Gonee 0.050 | menee 0,005 COOTB.
- beH3on MVYK 4.1.3166-14 | ne 6onee 0.010 menee 0,005 COOTB.
Onpenenenre MeTaLIOB B
BREITSDKKAX M3 H3JETHi (MI/1):
— CBHHEI] I'OCT 31870 He 6onee 0.030 meree 0.003 COOTB.
— KaaIMA# I'"OCT 31870 He 6onee 0.001 | menee 0.0001 COOTB.
- IHMHK I'OCT 31870 He bomnee 1,000 menee 0,001 COOTB.
- MBIIIBIK I'OCT 31870 He Oonee 0,050 menee 0,001 COOTB.
- OJIOBO I'OCT 31870 He bomee 1,000 Menee 0,001 COOTB.
- MeIb I'OCT 31870 He bomee 1,000 menee 0,001 COOTB.
- JKeINe30 I'OCT 31870 He Oonee 0,300 Menee 0,001 COOTB.
- XpoM I'OCT 31870 He 6omee 0,100 menee 0,001 COOTB.
- bapuit I'OCT 31870 He 6onee 0,100 menee 0,001 COOTB.
TOKCHKOJOTHYECKHE
OcTpast TOKCHYHOCTE Ha IoCT 1SO
JKABOTHBIX IIPH BHYTPHOPIOIINH- 10993-11
HOM BBEJICHHH BBITSIKEK: i —_ —
— CMEPTHOCTE (€CTh - HET) il i ——
— KIIHHHYECKHE CUMIOTOMBI HHTOKCHKALIHHA HeT HET COOTB.
— MakpOCKOMHYECKHE HIMEHCHHA
OPraHOB ¥ TKaHelt (6CTh - HeT) oo s ey
— OCII (Hanu4ue JO0CTOBEPHBIX CPABHHTENb-
HO C KOHTPONEM W3MEHEHHH) (ecTh - HET)
Paznpaxaroree aeiicTBre Ha I'OCT ISO
KOJXY H CITH3UCTHIE 000JI0YKH 10993-10
’KMBOTHBIX B Damiax:
— CNM3WCTAd Ila3a KPoluka 0-1 6amn 0 6amnoB COOTB.
- ANMMUIAKANHH Ha KOKY 0 damioB 0 6amnor COOTB.
— KIHHHYECKHE CHMITTOMBI HHTOKCHKAITHH HET HET COOTB.
OrmpeieieHHe reMOITUTHYECKOTO I'OCT ISO 10993-4 Mmenee 2,0% 0,06 COOTB.

JeHCTBUS (TEMONMUTHYESCKUH TECT)

I'oCT 31209
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TpyOKu CUTMKOHOBEIE IS XUPYPTUYECKHUX JAPEHAXKeH U KOMILIEKTal[iK

Hccnenosanue MUTOTOKCHIHO- MV 1.1.037-95
CTH Ha CyCIIEH3HOHHOM KPaTKOBpe- I'OCT ISO
MEHHOH KyIBTYpE MOABHKHBIX 10993-5
KJIETOK: .
- HHAEKC TOKCUYHOCTH o1 7010 120% 101,5% COOTB.
BBIBO/JbI:

MEIMLIMHCKNIX ycTpoiicTs U anmaparoB TCM-«PTHU-C» TV 9398-006-48423543-2003

(HaVMMEHOBAHHE M3IEITHA)
HETOKCHYHBI, COOTBETCTBYIOT Tpe60BaHH$1M HOpMaTI/IBHOﬁ JOKYMCHTAaIHH.

OTBeTCTBEHHEBIE 32 HCNBITAHHSA:

PyxoBonmuTens caHUTapHO-XHMHYECKOH

IPYyIIIbI, BEA.H.COTP., K.X.H.

PyxoBomuTens TOKCHKOIOTHYECKOH

I'pyIIIbl, CT.H.COTP.

Hac’rosmmﬁ IIPOTOKOII KacacTcsa TOIIBKO 0613&31.[0]3, NMOABEPTHYTEIX HCIBITAHHAM.

—_
3 ??“')/-

%M Jlanuna C.A.

Kamunckas H.M.

He JAOIIYCKACTC IIOJIHAA UK JacTHYHAA nepernedaTKa HacToAIETO IMPOTOKOIa oe3 Pa3spCUIC€HuA UJIL.
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