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2.6.1. AOHM3UPYIOLLEE U3JIYHEHMUE,
PAIINAIIMOHHAA BE3OITACHOCTD

Oo0ecneyeHue paaualMOHHOK 0€3011ACHOCTH
Npy NPOBEACHUM PANHOHYK/IMIHOH THATHOCTUKH
METOAaMH PAAUCUMMYHHOI0 aHAJUN3A «In VIIro»

MeToan4eckye yKasaHus
MY 2.6.1.2808—10

1. O0nacrb npuMeHeHus

1.1. Hacrosiue MeToaqMuecKHe ykasanusa (anee — yKa3aHua) yCTaHas-
AABAIOT TpebOoBaHMs K O0CCHEYEHUIO U KOHTPOJIKO 33 pagHauHOHHON 0e30-
[TACHOCTBIO ITEPCOHAIA U HACCICHHAS U IPECIOTBPALICHUIO 3arpA3HEeHUS OKPY-
KAKLICH CPe/ibl PU NPOBECACHUN PAHOIHAIHOCTUUECKHX HCCIIENOBAHNT «iH
vitro» 1abopartopHbIMA METOHIAMH C HCII0JIb30BAHMEM pPEAreHTOB, MEYECHHBIX
PadMOAKTUBHBIME H30TONAaMHM, 0€3 BBEACHUS PaJWOHYKIHIOB B OpPraHHU3M
[TRLHUEHTOB B MEAULMHCKHAX M HAYYHO-HCCIIEAOBATENBCKUX YUPCKACHHIX.

1.2. JlelicTBME YKa3aHUM pPacnpoCTPAHAECTCA HAa NPOEKTHPOBAHHE,
CTPOUTENBLCTBO, PEKOHCTPYKIMIO M IKCIUIyaTaUyIO0 NOMEIIEHUH A1 [moapas-
JENCHHH paJHOHYKIIMAHONW AUArHOCTHKM «in Vitro», Ha MOJY4Y€HHE, XpaHe-
HHE, UCIMOJNB30BAHHE U y4yeT HaOdOpoB peareHTOB IJIA aHAIU30B «in Vilro»,
BBITOJIHEHHE PAAHOAHMATHOCTHYECKMX MCCICIOBAHUM (n1 vitro W Ha oOpalie-
HHE C OTXOJAMHU, [TOJYUYEHHBIMH ITIOCIE NPOBEIACHUS PAIMOUMMYHHBIX aHAaIH-
30B «in VIIro».

1.3, TpeboBanusIMU HACTOAUIHX YKa3aHHH JOJDKHBI pPYKOBOACTBOBATHCS
oprasbl U yupexiacHus PocrnorpebHaa3opa, UMY MOTYT PYKOBOIACTBOBATHCH
IOPUAHYECKHE H (PU3HUECKHE JIHLA HE3aBUCKHMO OT HX IMMOJUHHEHHOCTH H
QOpPMBbI  COOCTBEHHOCTH, IIJJAHUPYIOLIHE, OCYLUECTBISIOUIHE M KOHTPOJIN-
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PYIOIIFE MONYYEHUE, XpaHCHHE, UCITOIL30BAHME U yUeT HabopOB I paguo-
AHATHOCTHYECKHUX HCCIICNOBAHUH «in vifron M oDOpaienne ¢ 0Opa3oBaBLIU-

MUCH OTXOIaMH.

II. O01mue noJicKeHUN

2.1. PaaMOHYKJIIMAHBIC UCCIEM0BAHUA «In VIitroy» OTHOCATCS K paboTaM ¢
OTKPBITBIMH PAIUOAKTUBHBIMHY BELIECTBAMH, KaK MPABUIO, HE BBIIE TPETHETO
Knacca, K TeM BHJaM JUArHOCTUKY, NIPU KOTOPBIX MALMEHT HE MOABEPraeTcs
00JIyUYCHHI0O MOHM3UPYIOIIUM M3TIy4YeHHEM. buonoruueckyrwo npody (nmnasmy
WM ChIBOPOTKY KPOBH, APYrod OHOJIOTHYECKHHN CyOCTpaT, BBIACACHHLIA U3
OprasHu3Ma 4€jI0BEKA) B MpOOUPKE CMELIMBAIOT C PACTBOPOM MEUYEHOTIO pa-
JIUOAKTHBHON METKOM MCCIACAYECMOI'O BELIECTBA U ¢ OrPAHUYEHHEBIM KOJiHyYe-
CTBOM BBICOKO CHEUMOUYHOro K HEMY peuenTopa (aHTurena, OejKH Iia3Mel
KpPOBH, KJICTOYHBIE peuentopsl ¥ T.I11.). [0 COBpEMEHHON TEXHOIOTHM KOM-
[JIEMEHTAPHBIN JIMIaHI K ONPEIC/IHEMOMY BELIECTBY HAHOCAT HA BHYTPEHHUE
CTeHKU NpoOHpPOK. KOHKYpHpYS C BHECCHHBIM PaJHOAKTHUBHLIM aHAIOTOM,
HCCIEAYEMOE BEIIECTBO OHONIOrUYECKON NMpoObI CBA3BIBACTCA C PELEITOPOM
Ha CTeHKax npoOupku. Yepe3 BpeMs peakuuy, perjiaMeHTHPOBAHHOE (Hp-
MOH-H3TOTOBUTENEM, IIPOOUPKH OCBOOONKIAIOT OT KUIAKOCTH, NPOMBIBAIOT,
BBICYLUMBAIOT ¥ M3MEPAIOT B CHELMAJBHOM cHeTdyuke. PaauoakTUBHOCTH
pOOUPKU 3aBHCHT OT KOHILICHTPALKH UCCIEAYEMOT0 BeUleCTBAa B OUONOTHYE-
cko# npobe. Ilo xanMOpOBOUHOH KPUBOU, ITOTYYECHHON 110 CTAHJAPTHBIM 00-
pa3naM TecT-Habopa, OnpeaeifioT KOHUEHTPAUMIO UCCIIEAYEMOI'O BELLIECTBA B
6nosiornueckod npode. Haubosiee pacnpocTpaHEHHOE HA3BAHHE METOMa —
paanouMmyHHabId aHaau3 (PHA), takke ucnonnsyercs Oojee oOlice Ha-
3BAHKE — PAIMOKOHKYPEHTHBIN aHaIu3.

2.2. IToBceMECTHO B MEAHULHHCKOM TPAKTHKE HCHONAB3YIOTCA HAOOpDI
ast PUA ¢ paagnoakTMBHOW METKOH '251, 3HAYUTENBHO PEXKE HCHOIBIYIOTCA
nabopel, Meuennsie "H, "*C, **P, S, TlepeyHCACHHBIE PAHOHYIIIMAD], KPOME
23] ABISIOTCS YHCTHIMU OeTa-M31y4aTensiMH M HE MPEACTaBISIOT ONACHOCTH
VTS YeSIOBEKA KAaK MCTOYHWK BHELIHEro OoOmydeHHs. I, KpoMe 3NeKTpOHOB
KoHBepcHH M (OXKe, NCNYCKaeT MATKOEe PEHTIEHOBCKOE H I'aMMa-H3JTyUYeHHE C
MaKCHMMAanbHOH 3Heprued ramma-kKBaHtoB 35,4 K3B. Ilepuon nonypacnana
‘%] — 59,4 cyTok. MOWIHOCTh MOITOMEHHOM A03b! B BO3AYX€E HA PACCTOSHHM
] M OT TOYEYHOTO MCTOYHMKA I akTHBHOCTHIO 1| MBK pasna 0,0355 MxI'p/u.

CyMMapHas akTHBHOCTH HabopoB Ha 100 aHanu30B, KaK NPaBHI0, MEHBILE
MHUHHAMAILHO 3HaYHMOM akTUBHOCTH (M3A) sa pabouem mecte (Tabn. 2.1).
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Tabnuua 2.1.

MuUHHAMANBHO 3HAYMHMAs AKTHBHOCTh HA padouem mecte (M3A),
MIHHMAJbHO 3HAYHUMAaA yIeaLHaA akTuBHOcTh (M3YA) H yAeaIbHbIE
AKTHBHOCTH, IIPH KOTOPBIX J0NYCKAETCH HEOTPAHHYEHHOE HCTIOJIL30BAHHE
MAaTEepPHAJIOB, 1S PAAHOHYKIMR0B, HCIIONb3YEeMbIX B NHATHOCTHKE «int vitro»

e I A N
H 1 000 1 000 000 100
"C 10 10 000 1
p 0.1 1 000 1000
S 100 [ 100000 | 100
; ~ 1 1000 100

"Tpunoxkenne 4 CanlTuH 2.6.1.2523—09 «HopMbl panHaluoHHOH Ge3011aCHOCTH
(HPb-99/2009)» (3apeructpuposarsi B Muniocre Poccun 14. 08.2009, peructpauu-

OHHbIH Homep 14534).
*) Mpunoxenne 3 CIT 2.6.1.2612—10 «OcHOBHBIE CAHHTAPHbIE npaBua odccreve-

HUs paananuoHHoM Oe3zonacHocT (OCITOPH 99/2010)» (3aperucTpupoBaHb! B
Mutiocre Poccun 11.08.2010, perucrpaiionterit Homep 18115).

2.3. Ecnn na pabodem mecTe akTHBHOCTH Habopa Menbiie M3A u B Op-
raHW3alny Ha XPaHeHUU OOHOBPEMEHHO HaxXoauTcs MeHblue 10 M3A akTHB-
HocTH PHA Hadopos, To cornacdo n. 1.8 OCITIOPb-99/2010 Taxue oprasu-
3aUHMH OCBODOXKAATCS OT MOJYYEHHUS CNELMaibHOIO paspeiueHus (JIMHEH-
3MM) Ha paboTy ¢ pagHOAKTHMBHLIMH UCTOYHMKaMH. Tpebosanue o0 0bs3a-
TEJILHOM YYETE ¥ KOHTPOJIE 3THX UCTOYHUKOB H3JIyUE€HUs coxpaHsaercs (. 1.7
OCIIOPB-99/2010).

2.4. B cirydyae BbINONHEHMA YCAOBHH 0. 2.3 HACTOSIIMX METOAUYECKHUX
YKa3aHui U ecnu nadoparopus «in vitro» (QYHKIMOHUPYET KAaK CaMOCTOsA-
TEJBHOE MNoApa3feneHue, a nepcoran JjadopaTtopyu MO CBOUM A0KHOCTHBIM
00513aHHOCTAM HE paboTAET ¢ HCTOYHUKAMM HOHUIHUPYIOLIEro U3iIy4yeHUs, TO
OHH OTHOCATCH K Kareropuu oOlydyaeMBIX JIML «HACEICHHE», IS KOTOPLIX
npeien 3GGhEeKTUBHOM 10361 32 rojl COCTaBIsIeT 1 M3B.

Ecnu nabopatopus «in vitro» OpraHM30BaHa B paMKax MoOApa3/ie/ICHM
PAAMOM30TONHOH NUArHOCTHKH, IAE NPOBOAATCS PANHOHYKIUIHBIE UCCIIE0-
BAHHWA «in VIvo», a COTPYIHHKH 1ab0OpaToOpuM TIPHHUMAIOT Y4acTHUE B Paavo-
JAMArHOCTHUYECKHX HCCIICIOBAHMAX MALMEHTOB C MCIONK30BAHUEM MCTOYHH-
KOB MOHH3UPYIOLLETO HU3JAYUYEHUS, TO OHM OTHOCATCH K KATEropHH 00lydae-
MbIX JIHL «IIEPCOHAall rpyImbsl A» U HA HHX pacrpoCTpaHAioTCad TpeOOBaHKA,
OnpeneNeHHbIe A JaHHOA Kateropuu, cornacio HPb-99/2009.

2.5, AIMHHHECTpALHA YUPEXKICHUs HECET OTBETCTBEHHOCTH 3a o0ecneye-
HHe HeoOxoaMMBIX yciaoBui paborsl nabopaTopun «n vitfro», 000pyaoBaHue M
HaOOpPBl A UCCASHOBAHUN, NPONECCHOHANBHYIO KBAIUQHKALMIO COTPYIHHU-
KOB X MX NOAroTOBKY B 06JacTH paAHalMOHHOH 0E€30macHOCTH, COOMOACHUE

6
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IpaBUJ1 paTUAlMOHHON 0€30MacHOCTH B pabo4uX MOMEIICHUAX U Ha paboumx
MECTax.

II1. TpeGoBaHus Kk pa3MellleHHIO JJAa00PaATOPHH «in VIlro» W
ee OCHALUEeHH IO

3.1. Ilpu opraum3anuu 1aboOpaTOPHN «in Vitro» Kak caMOCTOSTENLHOIO
noapasaenenus B pamkax JIITY MUHUMaIbHO BBIACHAETCS TPU NOMEILCHUA, B
KOTOPBIX Pa3MELIAKTCA: PANHOXUMHYECKas, PAaIMOMETPHYECKAT —~ KaXJ0e
[UIOILAaAbI0 He MeHee 18 M° H KOMHATa JUid XpaHeHHs Habopos s PUA u
OTXOZOB Tomanpio He Meree 6 M>. Kpome toro, JIITY o6ecreunsaer ot6op
M JIOCTaBKy B JIA00paTopuIo «in vitro» npod KpOBU NAMEHTOB WX BbIAEISET
JJ1s1 3TOTO MPOUEAYPHYIO KOMHATY M MEACECTPY 1JIg 0TOOpa KPOBH.

3.2. Jlna xpaHenus PHUA-nabopoB u Ouongorndeckux rnpod, B T. 4. 1
TeKyleHd paboThbl, NMPEAYCMATPUBAETCS HEOOXOAMMOE XONOMWILHOE O0OpY-
noBanue. Aqmuauctpauua JI[TY obecneunsaer coOXxpaHHOCTH HADOPOB 1A pa-
IMOKOHKYPEHTHOTO aHANM3a U UCKIIHOUCHHE JOCTYIa [IOCTOPOHHUX UL K MeC-
taM paboTel ¢ PUA u ux xpanenua. Xpanunuiue PHA-Ha60poB D0MIKHO OBITE
BCET 1A 3aKPhITO Ha K4 KpOME MOMEHTOB B3ATHs NPENapaToB I padoThI.

3.3. B panvOXUMHYECKOM KOMHATe NPOU3BOAATCS MPOLEAYPhl UEHTPH-
QyrupoBaHust GMONOTHYECKUX TPO0, packanbiBAaHHA B NIPOOUPKH, NIEPEMEILIU-
BaHUA BCTpAxUBaHWEM. [IpoMbIBKa OPOOHMPOK NOKHA OCYIIECTBAATHBCA C
NOMOLIBIO BOJAOCTPYHHOIO Hacoca. PaanoxuMudeckas KOMHaTa J0/KHA ObITh
obopynoBaHa riiydOKOH MOUKOH JUIA MBIThS] XUMHYECKOHN MOCYIEI.

3.4. B panuMoMeTpHyUecKOM MOMELEHHU, KPOME H3IMEPUTENLHOIO MNpH-
Oopa, pazMenjaloTca padoyHre CTOJBI Bpada M ﬂa60paHTa Ipun nanuuun 60-
nee OAHOro cyerdymka npod u/min ﬂOHQHHHTeHLHOH UEeHTPUPYTH Caeayer
YBESIHYUTH IIOWAAD B [peaenax o M* Ha Kaxcablit rpudop.

3.5. Ionpl ¥ CTEHBI B IIOMEILEHHUAX BHIIIOJAHSIIOTCA M3 BArOCTOMKOTO,
cnabo copbupyroiero Marepuana, 0€3 WBOB, HONYCKANOUIUE €XKEAHEBHYIO

BIICHYIO YOOPKY.

IV. Oprauusaunsa padort

4.1. PasmeuieHue obopyaoBaHus U opraHu3zauis pabot B jabopatopuy
PUA «in vitro» OCYIIECTBNACTCA HA OCHOBAaHHMM MPOEKTA, COJAEPHKALIETO
000CHOBaHME TPeOOBAHNH paaHaLUMOHHON 6€3011aCHOCTH.

4.2. Fcnd He BbINOAHACTCA YCJIOBHE I1. 2.3 YKasaHuH, TO NPOBEACHHE
uccaenosanuit ¢ Habopamu PUA pnonyckaercs nocie opopMIIEHHA CaHUTap-
HO-2IMMHJIEMHOJIOTHYECKOr 0 3aKAKYEHUS O COOTBETCTBUM YCIOBHIM padoT Tpe-
DOoBaHHAM CAHHTAaPHBIX NIpaBHA K pabdOTaM C OTKPLITHIMM PaAHOAKTHBHBLIMH

BELECTBAMM.
4.3. He nomnyckaerca npoBeaeHue pabot U UCTIONb30BAHUE UCTOYHHKOR

HOHH3UPYIOUIMX H3IYYEHHH, HE YKA3aHHBIX B CAHUTAPHO-3TIMAEMHOIOTHYEC-
KOM 3aKJIHOYECHHH.
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V. TpeOboBaHuA K MOJYYEHHIO, XPAHECHHIO, HCIT0JIb30BAHHIO H
y4yeTy HA0OPOB AJisl PAAHOANATHOCTHYECKUX HCCIEeN0BAHUM «in vifro»

5.1. ITony4yeHne, UCOONBL30BAHUE, XPaHEHHE N y4yeT HabopoB mis PHUA
noJpKHB! cooTBeTcTROBATH Tpeboanusam OCIIOPB-99/2010. IToctaBka Habo-
poB pearentos s PHUA mposoaurtcs 110 3asBKaMm (pexkomenayemas (opma
ykasaHa B npwiox. 2 k OCITOPB-99/2010).

5.2. JIns nonydeHus, XpaHEHUst ¥ ydyeTa HabOpoB Ui AHATHOCTUKU «in
Vilro» IPHUKaA30M [10 YUPEXKACHUK HAa3Ha4aeTCd OTBETCTBCHHOE JIMIIO, KOTO-
pO€ OCYLHECTBASET PETYJIMPOBAHHEC HX [IpHEMA, XpaHEHHs, Iiepeaadun A
[OCJIEAYIOLIErO HCIIOJB30BAHUS M CITMCAHUA.

5.3. DKCNyaTHPYIOWasA OpraHu3auus o0eCneunBaeT yCiaoBUg I0JIy4e-
HUS, XPAHEHHA, PacXOJOBaHUA U CTIMCAaHUg HA0OpOB IS UCCIELOBAHUH «in
Vitro», HCKIOYAKIIHE BO3MOXKHOCTE HX yTPaThl U OSCKOHTPOJIBHOTO UCIIOb-
30BaHUA.

>.4. Bce pmoctynuBuine B noapasacneHue Hadboper ang PHMA noanexar
y4eTy B COOTBETCTBHH ¢ IL1L. 3.5.7 u 3.5.8 OCITOPB-99/2010.

5.5. Ecnu nabopatopus «in vitro» (YBRKUAOHHPYET KaK 4Yacrh paguo-
H30TOMHOrQ JAMArHOCTHYECKOTO [oApa3ieeHus, palHOAHarHOCTHYECKHE
HaboOpLI XpaHaTcsa B 00LIEM XPaHHUIMILE W BbIJAIOTCS st paboOThl OTBETCT-
BEHHBIM JIMLOM C MHCBMEHHOIO Pa3peIlicHUs PYKOBOJAUTENAS YUPEKACHUA HIIH
JIXHA, UM YTIOJIHOMOYEHHOT 0.

5.6. PacxogoBanue HaO0OpOB A8 PAJHMOAHMArHOCTHYECKHX HCCIICAOBA-
HUM «in vitro» OQOPMIACTCS BHYTPEHHUM aKTOM, COCTABASIEMBIM OTBETCT-
BEHHBIM JIMLIOM U HEIOCPEACTBEHHBIM HCIIOJIHUTENEM PAa00T. AKT yTBEpKAa-
ETCA PYKOBOJAHUTEIEM YUPEKACHMS MM JTHLIOM, YIIOJIHOMOYEHHBIM [IPHUKA30M
10 YUPEWACHHIO {TIPHIIOXK. 1).

5.7. JnarHocTHueckre Habopbl «in vitro», He Haxojsuyecs B padorTe,
NOJIKHBL OBITh NMOMEINCHb! B XPAHHIMILE € YCAOBUAMH, 00€CNEeYHBAIOIUUMH
MX COXPAHHOCTh ¥ UCKIIIOYAIOLWMMH JOCTYN K HUM NMOCTOPOHHUX JIMIL.

V1. Tpeb6oBanusi no ob6ecneyeHH0 paIualiMOHHOH 0Ee30NACHOCTH
NP4 NPOBEACHHH PAAHOHYKIHAHBLIX UCCIEA0BAHUN R VIlro»

6.1. Pabora ¢ HaOopaMmu Uis «in vitro» UCCIENOBAHUH, €CINH HE BBHINOJI-
HAKTCA YCIIOBUA 1. 2.3 YKa3aHUH, paspeuiaeTcs TOJIbKO B MTOMEINECHMAX, YKa-
3aHHLIX B CAHUTAPHO-IMUIAESMHAOJIOFUMECKOM 3aKmoyeHuu. Ha nBepax nome-
[UCHUM, IAe NpoBOAATCA PpaboTel ¢ paAMOMMMYHHBIMU HaOOpamu, NOJDKEH
OBITH HAHECEH 3HAK paJHallMOHHOH ONIACHOCTH.

6.2. B nomemenusx yraboparopus, riae NpoBoAUTCa padoTa ¢ Habopamu
«in vitroy», 3anpeulaercs INpHHAMATh NHINY, KYPHUTb, HAHOCUTH KOCMETHKY,
XPaHUTh MUILEBLIC MPOAYKTHI.
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6.3. Ilepconan naboparopuu PUA nposogut paborsl ¢ Habopamu B o4-
HOPAa30BLIX PE3UHOBBIX NEpUYATKAX M JIAbOpaTOpHOH crieuonexae. Bee ¢na-
KOHBI, U3 KOTOPbIX OTOMPAIOT MHKPONUNETKOM MEYECHOC HCKOMOE BEIUECTBO,
KOHTPOJIbHBIE U KaTHOPOBOYHEIC IPOOBI HEMEANIEHHO MJIOTHO 3aKYIIOPHBAIOT
[10CJ€ TOrQ, KaKk npoBelicH oT0Op TpeOdyeMOM KHUAKOCTH. 3apellaeTcs ITHIIe-
TUPOBATh PACTBOPBI C PAIUOAKTUBHON METKOH pTOM. [l NOy4EeHHUs AOCTO-
BEPHBIX KAaYE€CTBEHHBLIX PE3YNLTATOB HEOOXOAHMO TUHIATEABHO CODII0AATH
NpoUeaypY PaguOMMMYHHOIO aHaN3a, PEKOMEHAOBAHHYIO ITPOU3BOJUTESIEM
HabOpOB.

6.4. Bo Bcex nnoMewenusax, B KOTOPLIX BBIMOJHAKOTCA pabOThl ¢ pagHo-
MMMYHHBIMH HabopaMH, MpPOBOAMTCA €XEAHCBHAaA BlIaXkHas yOopka. Y6o-
POUYHBIA HHBEHTAPH 3aKPEIISETCS 3a [IOMEUECHUAMU Ta0OPATOPHH «in Vitro»
H COOTBETCTBYIOUIMM 00pa3oM MapKHUPYyETCA.

6.5. Ilpu paboTte C KUAKOCTAMM, COACPKAIMMMHA PaINOAKTUBHYIO METKY,
CYLIECTBYET MNOTEHUHANbHasd BEPOATHOCTh aBApUIHOTO pasnuea. s orpa-
HUYECHUA 11O0CJIEACTBUH TaKOH HEUITATHOW CUTYallMU BCe paboThI N0 packa-
MBIBAHWIO OHOJIOTHYECKHX TpO0 M pajlHOaKTHBHOIO CyOCTpaTa MpOBOISAT B
NOAA0HAX, MOKPBITEIX (PUIBTPOBANBHON OyMarom, KOTOPYK PErysipHO 3a-
MeHAT. B naboparopun «in vitro» HOJXKHA CYLIECTBOBATE MHCTPYKIIUS 110
AVKBUJIAUMH HEIITATHOW paAHalMOHHON CUTYAalMHM M 3a11ac HEeOOXOAMMBIX
MATEPHAJIOB 171 YCTPAHCHHS PAJANMOAKTHBHOIO 3arpsi3HCHHA: QUILTPOBaAllb-
Hasa Oymara, yOOpOYHBIH UHBCHTAph, AC3aKTUBHpPYIOUIKNE MaTepHansl. [lociae
K0 HEWITAaTHON CUTyauuu HeOOXOIHMMO MPOBOJAUThL 00S3aTe/IbHBIM pa-
NWALIMOHHBIA KOHTPOJIb NMOMELEHUS U O00pYIOBaHMUA.

6.6. KOHTpOb 3arpA3HEHUA PYK, OJICKABI [IepCOHana, a Takke pabouux
[OBEPXHOCTEH, MOJIa U OAYKOB C OTXOJZAMH PEKOMCHAYETCK MPOBOAMTL s
'“] mo raMMa ¥ PEHTTEHOBCKOMY M3JTYUCHHEO paaHoHyknuaa (27—35 xB) ¢
MOMOLIBIO JO3UMETPOB C HHXKHUM [IMAIIa30HOM PErUCTPUPYEMBIX 3HEPTUM HE
Bpiure 20 k3B. Jas 3ToM Leay MOXKHO MCIONAB30BATHh CLUUHTHANSILMUOHHEIE
AO3UMETPHI, BHECEHHbLIC B PEECTP CPEACTB HU3MEPEHUH, MOLHOCHK npudop
BILIOTHYIO K UsMepsieMoMy oObekTy. [Ipu pabore ¢ uncreiMu beta-u3nmyuare-
1aMU (TPUTHIEA, yTiiepoa-14) paavaliiOHHEIE KOHTPOJIb NPOBOANTCSI METOAOM
Ma3KOB ¢ MOCACAYIOIIHM H3MEPEHHUEM AKTHUBHOCTH OTOOpaHHOTrO MaTepHala
B JKMJIKOCTHOM CHUHTHUIAUHOHHOM CHETYHUKE,

6.7. Ilpu 0OHapyXEHUHM NPEBBILICHHUA pPe3YJIbTATOB KOHTPOAA Had (o-
HOBBLIM 3HAYCHUEM MPOBOIAT AC3aKTHBALMIO OOHAPYXXEHHOTO 3arpsA3HEHUS C
MOMOUIBIO NEC3AKTHUBUPYIOMIMX CPEACTB, TIOMBIBKY PYK XO3SHCTBEHHBBIM Mb-
JOM MJIH CIICIIMANBHBIM Je3aKTHBUPYIOIUM CPEeACTBOM, 3aMEHY 3arpsA3HCH-
HOU pabodyer oxexapl. JJomycTUMEIE YPOBHHU 3arpsi3HEHHUs paboumx noBepx-
HOCTEH, KOXKHBIX [MOKPOBOB M CIICUOXCKIBI MOC/IE JUKBUIAUWH aBapHUHOIO
3arpsa3HeHus OeTa-u3.IyvyaTesiMyu HE JOJDKHBI NPEBLINIATE 3HAYCHHUA, [TPUBE-
neHHeie B Tabn. 8.9 HPb-99/2009.
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VII. Of6pameHue ¢ 0OTX0A3MH PAXHOMMMYHHBIX AHAJIM30B «in Vitro

7.1. Tlpu npoeeaenuu PHUA «in vitro» o0pasyroTcs TP BAAA OTXOLOB:
Ouonorunueckue (ocratkn npodsl DUOJIOrHUECKOr0 MarepHala), TBEpAbIE OT-
XOABI (TIPOOMPKH TIOCIIE PAAMOMETPHUM, (PJIAKOHBI, HAKOHEYHUKHU J03aTOPOB) U
KUIKUE OTXOABI (OCTATKM HENpopeardpoBaBuIEro MEUEHOrO BEUIECTBA M3
NpoOUPOK, IPOMBIBOYHASA XHUIAKOCTD ).

7.2. OCTaTKyd HEUCNIOAb30BAHHAIX OMOJOrHYECKUX MpoO CIUBAKOT B OA-
HY EMKOCTb, 3aJIMBAKOT NE3UHQUUHPYIOMUM pPACTBOPOM, BBIACP)KUBAIOT B
TCYCHUE BPEMEHH, YKA3aHHONO B MHCTPYKUHH K AC3HHPHLUHPYIOUWIEMY MaTe-
puany, Noc¢ne Yero yaaiusT KaKk MCAMLMHCKHE OTX0AbI Kjacca b.

7.3. IIpoOdupKH 10cae U3MEpPEeHUM Ha CYETUMKE IIOMEIUAIOT B CTEKJISAH-
HYI0O E€MKOCTB, 3aJMBAIOT AC3MHPUUMUPYIOUIUM PACTBOPOM, BHIACPIKHBAIOT,
YCTaHOBJICHHOE HHCTPYKUMEH BpeMs, IPOMbBIBAOT MPOTOYHON BOIOH, BEICY-
LIMBAKOT, CKIAAbIBAIOT B IUIACTUKOBBIE NAKETHI-COOPHUKH, 3aMHCHIBAIOT A4ATY
nacrnoprusauuu Habopa v NOMELIAIOT B XPAHU/IMUIEC HA BpeMs PAaJHOAKTHB-
HOIQ pacriajla R0 YPOBHEN YASJLHOH AKTHUBHOCTH METKM MEHEE 3HAUYCHWH,
yKka3adHbix B Ipuaox. 3 k OCITOPb-99/2010. ITocne atoro ux yaandior Kak
OTXOJIbl JieueOHO-npoduiaakTHueckoro yupexaenus (JITY) kmacca A 0Oe3

OrpaHUYveHUH MO pagdalHOHHOMY (AKTOPY.
7.4, Teepasie orxons! HabopoB PHUA ¢ 0611eH HayalIbHOM aKTUBHOCTBIO

T ke 300 kbx Ha 100 aHAIM30B BHIIEPIKUBAIOT HE MEHEE TPeX MEPHOJIOB
noaypacnana (6 MecsueB); ¢ HavyaIbHOH aKTUBHOCTRIO OT 300 10 600 Kbk —
HE MEHEE YEThIPEX MEPUOIOB MosTypacnaaa (8 mecauen), soiuie 600 kbk — He
MEHEE NATH NEepHoaAoB noaypacnaga (10 mecsueB) OT AaTbl H3rOTOBJICHUA.

7.5. Knaxue orxoasl 00pa3yroTcs BLIMBIBAHUEM H3 NPOOUPOK padouero
pacTBoOpa, COASPIKALUEr0 PAZUOAKTUBHYH METKY. ColepXUMoe NpoOUpPOK H
[IPOMBIBOYHBIE MUJIKOCTH CJIMBAIOT B OAHY EMKOCTh, N0DABIAKOT INE3UH(DH-
LUPVIOWHHA pACTBOP M OCTABJSIIOT HA BpeMA Ae3MHGEKIMH OHMONOTHYECKHX
OCTAaTKOB aHasK30B. OOuMi 00BEM NIPOMBIBOYHON XUJKOCTH M JAe3UHQULH-
PYIOILETO pacTBopa JMO/KEH OBITh HE MEHEEe OJHOTO JIUTPA >KUIAKOCTH Ha
20 UCNONB30BAHHLIX MPOOMPOK. B COOTBETCTBHH ¢ HHCTPYKUMEH MPOU3BOAU-
TeAs1 KadopoB »xuakue otxoabsl PUA He A0MKHBI KOHTAKTHPOBATH C JATYHEBLO,
MEIBIO MM CBHHIIOM.

Ecny B mONYYEHHOM DPAcTBOPE KOHLIEHTpALUS PagMOaKTUBHOW METKH
HIOKE 3HA4YeHMH, ykaszanHbeiX B npwnox. 3 k OCITOPB-99/2010, xputepus
YAEJBHOH aKTUBHOCTH TEXHOTEHHBLIX PANUOHYKIWAOB, [PH KOTOPHIX HOITYC-
KaeTCA HEOIPAaHHUHYSHHOE HCNONL30BAHUE Marepuancs, UIH Hibke M3VA -
KpUTEpUst OTHECEHHUs K pagHOaKTHBHBIM OTXoJam (Tadsl. 2.1 ykasauuit), To
MpH COOMOACHHM 3THX YCHOBHH oOpaliesue ¢ xuakuMu orxogaMu PUA He
OrpPaHHIEHO NO PaaUaAlMOHHOMY (PAKTOPY U MX MOXHO yJ2AATh YCTAHOBIEH-
HeiM 00paszoM kak orxons! JIIY knacca b n. 3.2 CaalluH 2.1.7.728—99
«[IpaBuiia cOopa, XpaHeHHs U YOAJICHUA OTXOLOB JIeUeOHO-NPOPUIAKTHYEC-
KHX YUPEKIACHUIY.
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[punoxeHwe 1
YTBEPKAAIO

(ITOAIMCH PYKOBOAMTENS)
(« » r.

AKT

0 PACXOOBAHHH M CIIMCAHMH HADOPOB LA PAAHOHMMYHHOI'0
AHATH3A <1 VILro»

(HasBaHue noapasaenenus, JHY)

HacTositiui axT COCTaBJIEH COTPYAHUKAMH
(D.H1.0. HenocpeACTBEHHOro HCTIONHUTENS paboT H

@P.M.0. oTBETCTBEHHOIO 33 XPaHEHHE paJHOHMMYHHBIX Halopos)

B TOM, YTO MOJyueHHbIE Mo TpeboBaHMIiO Ne o1« » r. Habopsi w1 PHA:
(HaHMEHOBaHUE, PAMOHY KITHA-METKA, AaKTHBHOCTDL, HOMep Habopa, nara nacnopTH3alng)

Panno- |O6was akrus-| Homep | ata nacnop- | Y4cno seiosnHeH-
HYXJIHO | HocTh, Kbk |Habopa| TH3aLMK HbIX AaHANHU30B

HaumeHoBaHuUe

—

UCNIOJAb30BAHbBI JTA OIPCAC/ICHMA KOHLUCHTPAUHH OHMOJIOrMYEeCKU AKTHBHLIX Be-
IHCCTB B OPIraHH3IMC ITaUMCHTOB MCTO0M PAAHOUMMYHHOIO aHa/TH3a

B npouecce paboTeb! BHHIOIIHEHO aHaNHU30B.
OTx0nbt B BUAE UCIOJIb30BAHHBIX MPOOMPOK, (PJIAKOHOB, HAKOHEYHHKOB repea-

Hbl Ha XpaHeHHe IS BbIACPXKKHM Ha pacnan [0 YPOBHS YAEJHLHOH aKTHBHOCTH
TEXHOIESHHBIX PAaJHOHYKIHAOB, MPU KOTOPBIX ACIYCKAETCA HEOTPaHHYEHHOE WC-
nosib3oBanue martepraion (npunox. 3 x OCIIOPB-99/2010).

Hcnoanurens pabor:

(NOANMHCE) (paciagdposxa P.H.0.)
OTBeTCTBEHHbIM 3a XpaHeBHUe HabopoB A PHA:

(roAnHeE) (pacumdposxa ©.1.0.)

{( » I'.
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NpunoxeHue 2

HopMaTHBHBIE CCBIIKH

1. Denepanbubiil 3akoH «O panvalMOHHON 0€30MacHOCTH HACEIEHUAN

0T 09.01.1996 Ne 3-D3.
2. OenepanbHblil 3aK0H «O CAHUTAPHO-3TUIEMHUOAOTNYECKOM OIarono-

ayuun HaceneHuss» oT 30.03.1999 Ne 52-D3
3. HopMpt paguauuonsoit 0OezomacHoctu (HPH-99/2009): CanlluH

2.6.1.2523—09.
4. OCHOBHBIC CAHUTAPHBIC NpaByia 00ECTICYEHHS paJHaLMOHHON 6e30-

racHocti (OCTIOPB-99/2010): CI1 2.6.1.2612—10.

5. IlpaBuna cbopa, xpaHeHHUs U yRaJeHUs OTXOAOB JIeUeOHO-T11pOhHIAK-
THYecKuX yupexaeduu: CanlluH 2.1.7.728—99.

6. CanurapHbic fpasuna o0pauwieHWss ¢ PAIMOAKTHUBHBIMU OTXOAaMHU

(CIIOPO-2002): C112.6.6.1 168—02.
7. L urgeHH4yeckKue TpeboBaHus 110 00ECeYeHHIO palHallHoHHOH 0e30-

MACHOCTH NPH NMPOBEACHUN PAAUOHYKIHAHONH AMATHOCTHUKH C NMOMOLLIbK pa-

avodapmnpenaparos: MY 2.6.1.1392—04.
8. Opranu3anus Hana3opa 3a obecneuyeHHeM pPaIHalMOHHONH 0e301acHo-

CTU ¥ TIPOBEACHUE PAAMALIMOHHOIO KOHTPOJS B IOJAPA3ACICHUN PaTHOHYK-
TUIHOM auardoctiku: MY 2.6.1.2500—09.



