HAIIMOHAJIBHBIV HAYYHBIA HEHTP TOKCAKOJIOT MYECKOM

Y BUOJIOT'MYECKOM BE30IIACHOCTH MEJIUIIMHCKAX W3 AEJIUIA
(MCIIBITATEJIbHAS JIABOPATOPHS "TOKCHKOJIOT™)

Juct 1
£
%, Bcero nmcToB 2

ATTecTaT aKKpeIHTAIHH
PocrexperyaupoBanusi

Ne POCC RU.0001.21IM55
ot 28.10.2011r.

Ne 00692 ot 23.12.2015 .
Haumenosanue u3jeusi: Anmnapar MarHUTOTEPAIEBTHIECKUH odTampMonornyeckuit AMTO-02.
H/I na m3neane: BUAM.941519.002
Hasnavenne u3esus: Anmapar npegHasHaveH 11 JedeHus 3a00IeBaHuii [Ia3HOT0 OTeNa IIyTeM
BO3/ICHCTBUS MATHUTHBIM II0JIEM C IOMOIIEIO 6JI0Ka HHIYKTOPOB. KpaTkoBpeMeHHBIH KOHTAKT C
HETIOBPEXICHHBIMU KOXKHBIMHU ITOKPOBaMH M BOJIOCHCTOM YacTBIO IOJIOBBI (MAaKCUMAIbHO 15 MUHYT).
JlonoJHUTeIbHASL HHpOpMAaLHs:
ITnactux ABC mapku HI 121-8A924 - srynka BUAM745612.004, ocHoBarne BUAM.735516.001
ITnactux ABC mapku HI 121-8A 962 - kpbimka BUAM.735516.002.
[Inactukar MO-45-12 HeokpameHHblit peuentypa 948, Beicmero copra TOCT 5960-72 ¢ noGasnennem 0,5% KOHLIEHTpaTa
«backo» 6801K/TIBX cepsiit TY 2243-003-23124265-2002-1py6xa BUAM.746621.029.
Jlenta TkanHas snactiuaHas PIT 20 uepnas OCT17-10-033-2000 OAO «UBaHoBCKas TEKCTUJIbHO-TaJIaHTepeliHas Gpabpukay.
ABS (UL 94 HB) — kopmyc 6110ka ynpasnenust B30 15 127 ¢pupma «OKWh.
Canuraphas 06paboTka U3aeHit IPOBOAUTCS B COOTBETCTBHH ¢ MY 287-113.
Kiacc B 3aBHCHMOCTH OT IOTEHIMAIBHOTO PUCKA IPHMEHEHHS — 2a.
IIpousBomurens: AO «I'ocynapcTBenHslit Psi3anckuii mpuGopHsrit 3aBoa» (AO «"PII3y), Poccus.
MecTo nponssoacTBa MeaHuMHCKOro u3geaus: 390000, r. Pa3ans, yi. CemuHapckas, 1. 32
3asiBurenn: AO «locynapcTBeHHbI Psisanckuii mpuGOpHEIL 3aBoI»
3akazuuk ucnwrranmii: AO «"ocynapcTBeHHBIH Psisanckuit IpuGOPHSI 3aBOI»
AKT oT60pa 06pa3zuos: ot 03.12.2015r. (OO0 «HHI TOKCHKOIOTHYECKOM 1 GHOTOTHIECKOH
0€30MacHOCTH MEAUIIMHCKUX U3JIEIHII»)

I/ICHLITaHPIﬂ NPpoOBEACHBI B COOTBETCTBHH C AOKYMEHTaAMM:

I'OCT ISO 10993-1-2011 Uznenus meauuunckue. OLeHKa GHONOTHYECKOTO NEHCTBUS MeIUIIMHCKIX HU3IeTUi.

YacTts 1. OueHka u uccie0BaHus.

T'OCT P UCO 10993-2-2009 H3nenus meauuusckue. OLEHKa GHONOrMYECKOro AeHCTBHS MEIULIMHCKUX U3JIETUH.
YacTs 2. TpeboBaHus K 06pALIEHUIO C )KUBOTHBIMHL.

F'OCT ISO 10993-9-2011 Uznenus meauuunckue. OLEHKa GHONOTHYECKOTO AeHCTBUA MEIULUMHCKUX U3EITHUI.

Yacte 9. OcHOBHBIE IPUHLMAIIBI MAEHTH(GUKALMH U KOJTHIECTBEHHOTO omnpeeeHus NOTeHUNAIbHBIX IPOAYKTOB
JierpagaluH.

['OCT ISO 10993-10-2011 Mzpenus meauunnckue. OLeHKa GUOTOrHYECKOTO AEHCTBISA MeIULMHCKIX 15631 (17078
Yacte 10. HMccnenoBanue pa3apakarollero U ceHCHOMIN3UPYIOLIEro AeHCTBHSL.

I'OCT ISO 10993-12-2011 Hznenns meauunnckue. OLeHKa 6HOIOTHYECKOTO AEMCTBUS MeTUIIMHCKHIX 53 (17178
Yacte 12. [IpurotoneHue Npob 1 CTaHAAPTHBIX 06Pa3IOB.

I'OCT ISO 10993-13-2011 U3nenus meauuusckue. OLEHKa GHONOTHYECKOTO AEHCTBUS MEIULMHCKUX U3ENHiA.
Yacts 13. MneHTudukaums 1 KOMM4ECTBEHHOE ONpeIesieHHe IPOaYKTOB Jerpajalyy NOJUMEPHbIX MEIULIMHCKUX M3IE/IUMI.
T'OCT ISO 10993-15-2011 WU3nenus meauuunckue. OleHKa GHONOTHYECKOTO AeHCTBUS MEOULUHCKUX U3JIEIIHiA.
Yacte15. MneHTHdUKALKA 1 KOJTHYECTBEHHOE ONpeIeNeHHe MPOAYKTOB A€rpajaliuy U3eNIHii U3 METAJIJIOB U CIUIABOB.
I'OCT ISO 10993-18-2011 M3nenust Mequuunckue. OLEHKa GHOTOTHYECKOTO AeHCTBHS MeIUIIMHCKIX 15631 (1717 8
Yacts 18. Mcenenopanue XUMHYECKHX CBOIMCTB MaTepHAIIOB.

['OCT P 52770-2007 "H3nenns meauuunckue. TpeGopaHus 6e30macHocTH. MeTobl CaHUTapHO-XUMHYECKHX U
TOKCHUKOJIOTMYECKUX UCTIBITAHUIA."

I'OCT 31214-2003 (51148-98) "H3nenus meauuusckue. TpeGoBaHus K o6pa3Lam 1 JOKyMEHTaLiH, PEACTABIIEMBIM Ha
TOKCHKOJIOTMYECKHE, CAHNTAPHO-XUMHYECKHE UCTIbITAHUS, UCTIbITAHUS Ha CTEPUIBHOCTb M MUPOTEHHOCTS."

'H 2.3.3.972-00 "TIpenensHO JOMYCTHMBIE KOMMYECTBA XUMHUECKHX BELLIECTB, BBIAENISIOIIMXCS U3 MaTePUAJIOB,
KOHTAKTUPYIOIIMX C MUIIEBBIMH POLYKTaMH".
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KaumaTudyeckne YcJI0oBHsI: HOpMaJIbHBIC YCJIOBHUS HCIBITAaHUH.

1. IPOBEPSIEMBIE XAPAKTEPMCTUKH Y UCIIOJIb3YEMBIE CPEJCTBA UCIIBITAHUMN

HaumMeHnoBaHH€e ITOKa3aTeNs Cpe).ICTBO HUCIIBITAaHUA

Can UMAapHoO-Xumu1eckKue

BoccTranoBuTenpHBIE Beckhl a51eKTpOHHBIE JIabopaTopHbIe «Sartorius»

IIpUMECH 34001148; cexynnomep COC mp 26-2-010;
1oCyia MepHas 1abopaTopHas, XUM. PEaKTHBEI

Uzmenenue pH BBITSDKKU pH-metp Oxcnept-pH

VYeTpaduoeToBOE MOTIOUICHHE Cnexrpodporomerp UV-1240-mini

BemectBa, onpenenseMbie METOIOM I"azoBerit xpomatorpad GC-14A, FID

razo-xuakoctHoi (I'KX) u BricOKO- Xunkoctroit xpomatorpad LC-20AD, SPD-20A

3 GEKTHBHOM KUIKOCTHOM XpoMaTo-

rpadun (BIXX)

OmnpeneneHre METaIIOB B CnextpodoTomeTp aToMHO-

BBITSDKKE U3 H31ETTHS abcopbuuoHHbI THna «KBaHT-Z»

Tokcukonozuueckue

Paznpaxkaromee neiicTBue Ha KOXY Kponuku/Gernblie KpbIChl, HIPHUITBL, JIyIIa,

U CIIM3UCTHIE 000JIOYKH )KUBOTHBIX CTEKJITHHBIE MTUTETKH, CTEKJISTHHBIE IIIaTelH.

- OIICHKA BBIPAXXCHHOCTH SPUTEMBI KOXHU B Oamax:

0 - oTCyTCTBME BUAMMOM peakL1u

1 - cnabas peakuus (pO30BbIii TOH)

2 - yMepeHHas peakuus (po30BO-KpacHBIi TOH)

3 - BeIpaxK€HHas peakuus (KpacHbIi TOH)

4 - pe3ko BbIpa)KeHHast peakLus (IpKO KPacHbIH TOH)

- OI€HKa BBIPAXXCHHOCTH OTCKa KOXXHU B Oamax:

0 - oTcyTcTBHE OTEKA

1 - oueHsb cnabelii oTek (e1Ba 3aMETHBII)

2 - 3aMeTHBIH OTeK, BBICTYNAIOLIUI HaJl TOBEPX-
HOCTBIO KOJKHM ¥ UIMEIOLIUI YETKHE TPaHHULIbI

3 - yMepeHHbIi 0TeK (BBICTYMAIOLIMH Hall TOBEPXHOCTHIO
KOXH 0KO0JI0 1 MM)

4 - BeIp@XXEHHBIN OTEK (pacpoCTpaHEHHBIH, BBICTY AU
HaJl MOBEPXHOCTBIO KOXKHU Oosee yeM Ha 1 MM) '

- KJIMHUYECKHE CUMIITOMBI HHTOKCUKAIMU: (€CTh-HET)

Cencubunusupymomee neicTBue: Bernbie kpbIcH, mmpuns (066eM 1mi).

- IPOBOKAIIMOHHAS Becs1 anextponnsie, Tun CASBEE MV-120,
BHYTPUKOXHas Tpoda HO>XHHIIBI, TMHIETHI aHATOMUYECKHE.

- OCII ”MMYHOKOMIIETEHTHBIX OPTaHOB Tepmocrar mapku TC 80-M, T-37+1°C,

- peakuus crenu(uIecKoro Iu3uca MIOJTyaBTOMAaTHYECKUN CYETYHK (POPMEHHBIX
JIEHKOLIUTOB: MeHee10% - oTpuuaTenbHas; anemeHTOB KpoBu PICOSCALE PS-4M;
10-15% - cnabas peakuus; 20% - BbpaXKeHHast nmocyza labopaTopHasi U peaKTUBEI, 103aTOPBI
peakuus; 6onee 20% - pe3ko BbIpaKEHHAs MMAIICTOYHBIC COTTIAaCHO METOAMKE HUCCIICIOBaHU

= KIMHUYCCKHUE CUMIITOMBI HHTOKCHKAITUH

2. PE3YJIbTATHI UCITIBITAHUMN

HaumenoBanue JHonyctumoe Pesynpratel BeiBoib
IOKa3aTens 3Ha4YeHHe UCTIBITaHUH

Canumaphno-xumuueckue

BoccranoBuTeanHBIE He 6ostee 1,00 M 0,020 (0,28-0,80)+0,02 COOTB.
IpUMECH p-pa THOCyNb(dara HaTpus

W3smenenue 3Hauenus pH BeITSOKKH B mipeenax +1,00 (0,22-0,70)+0,01 COOTB.



VYaeTpaduoneToBoe ue 6oiee 0,300 (0,096-0,266)+0,001 COOTB.
ITOTJIOIIECHHE B nuamnaszone 220-360HM
Bemectsa, onpenesnsembie meroroM BOXX u KX (Mr/m):
- opmanpaerun He G6oee 0,100 menee 0,010 COOTB.
- METAHOJI He 6oiee 0,200 menee 0,100 COOTB.
- aKpUJIOHUTPHUI He 6osee 0,010 menee 0,002 COOTB.
- CTHPOT ne 6oiee 0,020 menee 0,005 COOTB.
OrmpejiesieHHe METAJUTOB B BBITSDKKAX M3 U3ETHH (MI/1):
- KaaMui He 6omee 0,001 menee 0,0001 COOTB.
- CBHHEI] He 6oiee 0,030 menee 0,001 COOTB.
- MBIIIBSIK He 6oiee 0,050 menee 0,001 COOTB.

Tokcukonozuueckue

Paznpaxaroliee IeiicTBUE Ha KOXKY U CIU3UCTHIE 000JI0YKH KUBOTHBIX B Oauiax:

- amIUIMKAIlMH Ha KOXY 0 6amaoB 0 6amtoB COOTB.

- KIIMHAYECKUE CUMITTOMEI HET HET COOTB.
HHTOKCUKAITHH

Cencubumuzaius

- IPOBOKALIMOHHAS OTpHIIaTeIbHAs oTpHLaTeIbHAs COOTB.
BHYTPHKOXHas Ipoba

- OCII cene3eHku u TUMYyCa HET HET COOTB.

(Hanu4He TOCTOBEPHBIX CPAaBHUTEIBHO
C KOHTPOJIEM U3MEHEHHIN)

- peakuus cnenuduIecKoro OTpHILATEIbHAS HIIH oTpuILaTeIbHas COOTB.
JH3KCa JEHKOLIUTOB c1a00 MOJIOKUTEIbHASL
- KJINHUYECKHE CUMIITOMBI HET HET COOTB.
HMHTOKCHUKAIHH
BbIBO/IbI

Anmapar MarHuToTepaneBTH4YecKuit odramsmonornueckuit AMTO-02 BUAM.941519.002

(HaMMeHOBaHWE U3IEITHS)
HETOKCHYEH, COOTBETCTBYET TPEOOBaHUSAM HOPMATHBHO TOKYMEHTAIIUH.

OTBeTCcTBEeHHBIE 32 HCILITAHHS

PyKOBOHI/ITCHL CaHHTapHO-XHMH‘IeCKOﬁ

IpYIIIBL, BEI.H.COTP., K.X.H. % ] Jlanuna C.41.
PykoBoauTeNh TOKCUKOIOTUYIECKOM

"
IpyTIIbI, CT.H.COTP. ﬁ/‘ Kamunckas H.M.

Hacrosmuit mpoTokon kacaeTcs TOJIbKO 00pa3IoB, MOABEPrHYTHIX UCIIBITAHUSIM.
He nomyckaercst moiHast MM 4aCTHYHAs TTeperevaTka HacTOSIIero MpoTokoia 6e3 paspemenus MJI.



