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Copepxanue

IMocraHoBneHue ['1aBHOTO FOCY AAPCTBEHHOTO CAHHTAPHOTO Bpaya
Pocchiicko#t ®enepanun «O Haa3ope 32 060pOTOM IMHIUEBLIX NPOAYKTOB,
conepxainx I'MO» ot 30 HOfOpA 2007 1. Ne 80...ucoviiviiiiiiiinnnicniincniesenas 4
Menuxo-61onorunyeckas oLeHKa 6e30NacHOCTH FeHHO-MHIKEHEPHO-
MOIHGHIMPOBAHHEIX OPraHA3MOB PaCTHTENBHOTO HPOHCXOXICHHUSA:
MY 2.3.2.2306—07 ....coovrriiervirecinnnn, oot et s saat e berant R veerenan 9
Onpezenenre reHeTHueckd MOAUDHIHPOBAHHEIX MHKPOOPraHH3MOB H
MHKPOOPraHK3MOB, KMEIOLINX EHETHYECKH MOAH(PHIIRPOBAHHEIC AHANOTH,
B MHLUEBBIX NPOAYKTAX MECTOAAMH NONMMepasHoit uentoit peakuun (T1ILIP)
B peansHoM Bpemeny H F1LIP ¢ snexTpodopernyeckoii nerekuueii:
MVYK 42230507 ..ocovrirriinnncrninenenccnennns ettt e ssee st s sbassasenrens 31



TJIABHbIN IOCYJJAPCTBEHHBI!I CAHUTAPHBI BPAY
POCCHUCKOM ®EAEPALINHN

IIOCTAHOBJIEHHUE

30.11.2007 Mocksa Ne 80

O Hagzope 3a 060poToM
[THILEBBIX MPOXYKTOB,
coxepxaumx FTMO

41, I'naBHBI# rocyapcTBeHHEIH CaHHTapHKIH Bpay Pocchiickoii ®enepa-
nuy I, . OHumenKo, npoasaiusipoBaB MaTepHaIbl TOCYAAPCTBEHHOTO Hag-
30pa 3a BHIIOJHCHUEM O0A3aTenbHbIX TpeboBaHHA NpH 0060poTE NMUIIEBBHIX
[IPOXYKTOB, COACPKAIIMX KOMIIOHEHTD!, MOMYUCHHBIC C NPAMECHEHUEM FEHHO-
HIDKEHEPHO-MOAHPHUIIPOBAHHEIX opranu3mos (aanee — F'MO), orMeyaro.

B Poccuiickoit Oenepatmm ¢ 1996 r. paspaboraHa u ¢yHKkUHOHHpYET
3aKOHOJIATE/IbHAA, HOPMATHBHAA M MeToauYeckas 6a3a, MO3BONANOIMAA OCY-
IIECTBJATH OLCHKY 6€30MacHOCTH, H OPraHH30BaH MOHHTODHHT 32 060pOTOM
DHIIEBOH NpoxyKuuH, nomyyenHo#i u3 F'MO. JeiicTsyiomas cucreMa B 3Ha-
YHTENBLHOH CTENEHH rapMOHH3HpOBaHa ¢ TpebGoBaHMAMH MeXIyHapOAHEIX
opranu3anmii 1 Esponelckoro corosa.

3a nepuox ¢ 1996 mo 2007 rr. B MHpe TWIOIIAAHM THOCEBOB N€HETHYECKH
MOIMGUIMPOBAHHLIX KYILTYD Bo3pochy B 60 pas, socturHys Gonee 110 My ra.
B HacTosmice Bpems pa3pellleHO K NPMMCEHEHHIO B pasHbIX CTpaHax Gosee
120 BHEOB TPaHCTEHHBIX pacTeHHH, B ToM ducne 86 — B Enpone.

B Poccuiickoit denepauny 3a 3TH roAs! OPONLTH MONHEIH LAKI HCCTe-
goBaHME 17 BHIOB reHeTHYeCKH MOAM(PHUMPOBAHHEIX KyiabTyp. Ha
30.11.2007 Ha Teppuropuu Poccuiickoit denepamyu AeHCTBYIOT CaHHTapHO-
SMHAEMHONIOTHYECKHE 3alUIIOYEHHS M CBHICTENBCTBA O TOCYAApPCTBEHHOM
PETHCTPAUMH Ha 12 BUIOB NMHINEBO# NPOXYKUMH PAaCTHTEILHOrO MPOHCXOXK-
JEHBs, NOMYYCHHBIX ¢ MPHMEHEHHEM TPAaHCI€HHBIX TEXHOMNOrwif: 6 coproB
KyKypy3bi, 4 copra kapTodens, 1 copt puca ¥ 1 copr caxapHoil CBEKIBI.

B Mupe CyiecTByIOT pa3Hble MOAXOAB! K 3THKETHPOBAHHMIO MHILEBBIX
npoxykro, nomydennbix u3 'MO. B CIIA, Kanane, Aprentuse HaHHBIE



MPOXYKTH HE ITHKETHPYIOTCA, B crpaHax EDC npunar 0,9 %-i# noporossii
YPOBEHB, B cTpaHax SnoHmu, ABctpamuu — 5,0 %-i. IIpu 3ToM, BBEAEHME
NOpOroBoro ypoBHs coepxanns 'MO, npy KoTopoM HEOGXOMHMMO ITHKETH-
poBaTh MHIIEBBIC MPOIYKTHl, HE CBA3aHO C BOMpocoM MX GesonacHocTw, a
npeciexyeT ueaH uHOPMHPOBAHHS HAceNeHHs 06 HCNONb30BaHNH TEXHONO-
THH TIONYYEHNS TRIIEBBIX POXYKTOB.

C 12 pexabpa 2007 r. Bctymaer B cuny PepmepanbHblii 3aKOH OT
25.10.2007 Ne 234-®3 «O Hecennu n3meHenui B 3akon Poccuiickoii ®ene-
paunu «O 3amuTe npae notpebureneii» U yacTh BTOpYIO I paxaaHckoro ko-
Aekca Poccuiickoit ®enepaumn» (Cobpanue 3akoropatensctea Poccuitckoi
Oenepannu, 2007, Ne 44, ct1. 5282), B KOTOpOM HOMTYHKTOM a) MyHKTa 3
crateby 1 B abG3au Tperwit myHkrta 2 ctatek 10 3akona Poccuiickoit ®enepa-
muy ot 07.02.1992 Ne2300-1 «O 3ammre npaB notpeburexneii» (Cobpanue
3akoHOAAaTeNLCTBa Poccuiickoii Peaepaunn, 1996, Ne 3, cr. 140) BHeceHo no-
nonHenue 06 06A3aTeNHHOM HANWYMH B OTHOINEHMM MPOAYKTOB NMHTAHMA
HH(OpMalKK O HAMYHH B HUX KOMIIOHEHTOB, NnoayyeHHEIX ¢ TMO, B ciy-
qae, eC/IM COAEPKAHHE YKA3aHHBIX OPraHW3MOB B TAKOM KOMIOHEHTE COCTaB-
et 6onee 0,9 %.

Takum 06pa3zoM, ¢ yueTtoM 00BLEKTHBHOH HEOGXOANMOCTH ONpeReNeHIs
NOPA/IKa COOTBETCTBYIOLIETO ITMKETAPOBAHMA NMHIUIEBHIX MPOXYKTOB, MOMY-
yeHHbIX M3 MO, kak $OpME pealH3aLHH NpaBa NMOTpeOUTENT Ha CBOEBpE-
MeHHOe NomyueHHe HeoOXoauMOl M JOCTOBEpHON MHGpOpMalHM O COCTaBe
NUIEBLIX MPOAYKTOB, obecneyuBaonieii BOIMOXKHOCTh HX NPABHILHOIO BhI-
6opa, 3axon Poccuiickoii ®enepamn ot 07.02.1992 Ne 2300-1 «O 3ammre
npap notpeburencii» (CobpaHue 3akoHoZaTenscrBa Poccuiickod Menepa-
iy, 1996, Ne 3, cr. 140) 6511 rapmMoHH3HpOBaH ¢ TpeGoBannamu Eeponeii-
ckoro Cor03a MO 3THKETHPOBAHHIO NMHIUEBHIX NPOAYKTOB, MOJYYCHHEIX M3
I'MO, ycranosnennsiMu upextusoii Eponeiickoro IlapnamenTa n CoBeta
or 22.09.2003 Ne 1829/2003 o reHerHyeckH Momu¢UUHPOBaHHOH nuINE W
KopMax, koropas ¢ anpensi 2004 r. Beena B crpaHax Esponeiickoro Corosa
0,9 %-# noporoBhlii YpOBEHb UIN ITHKETHDOBAHHA MHILCBBIX INPOMYKTOB,
nony4yeHHsix u3 F'MO.

PaHee aHaNOrMYHBI NOKa3aTeNb OBLI 3aKPENIEH CAHHTAPHO-3MUAEMHO-
noruyeckumu npasunamu CanlluH 2.3.2.2227—07 «JlononseHns U H3MeEHe-
HHA 5 X CaHUTapHO-3MUAEMHOIOrHYeCKHM npasunam CanlluH 2.3.2.1078—
01 «T'uruenudeckue TpeGoBaHKs 6€30MaCHOCTH H NHINEBON LEHHOCTH IHILE-
BBIX MPOJYKTOBY» (3apeructpHpoBalsl B Mutiocre Poccun 16.06.2007, pern-
cTpauMoHHEL HoMep 9852), ycranosuBinMH ¢ 01.09.2007, yto coaepixanue
B IMMOIEBRIX Npoaykrax 0,9 % 1 MeHee KOMINOHEHTOB, MOJYYEHHBIX ¢ NpUME-



HenneM I'MO, aBiserca cy4yaliHOI MM TEXHHYECKH HEYCTPaHHMOH nmpuMe-
ChlO, H MMUIEBBIE MPOAYKTHI, COREPMAIHE YKa3aHHOE KONHYECTBO TaKMX
KOMIIOHEHTOB, HE OTHOCATCA K KaTETOPHM ITHIIEBBIX IPOXYKTOB, COAepia-
IHX KOMIOHEHTBI, NONy4YeHHbIe ¢ mpuMeHerneM FTMO.

CucreMa olleHKH 6€30M1acHOCTH MUILEBBIX NPOAYKTOB, MOTYYEHHBIX H3
I'MO, BkmouaeT nMpoBeAEHHE NMOCTPETHCTPALIMOHHOTO MOHHTOPHHTra 3a €€
060poTOM, AJIA OCYIUECTBIEHHA KOTOPOro pa3paboTaHsl METOAL! HACHTHOH-
kauuy I'MO B nHINEBLIX MPOIYKTaX.

B cucreme Pocnotpebnansopa B cy6nekrax Poccuiickoit denepaunu
umeercs naGopaTtopHas 6a3za no MCCNENOBaHMIO MHUIEBLIX IIPOOYKTOB Ha Ha-
maane I'MO. TMocraHosieHneM I'1aBHOrO rocyiapcTBEHHOrO CaHHTapHOIO
Bpada Poccuiickoi Penepamun ot 31.12.2004 Ne 13 «O6 ycunennu Haasopa
332 NHIIEBBIMH IPOJYKTaMH, NONy4YeHHBIMM H3 TMO» (1o 3aKmoyeHHIo
Mmuniocta Poccun ot 18.02.2005 Ne 01/1203-BS naHHOE NOCTaHOBACHHE He
HYXIAeTC B IOCYJapCTBEHHOM pPEriCTPalUM) ONpEAEsCHB! TONOBHEIE LIEH-
TPHI 110 KOJIHYECTBEHHOMY HCC/IENOBAHHIO MHILEBHIX MPOAYKTOB HA HAIHYHE
I'MO B xaxxnoM (enepanbHOM OKpYTe.

3a 9 Mecsaues 2007 r. yupexunenuamu PocnorpebHansopa Ha Hanuuue
KOMIIOHEHTOB, MOJy4YeHHHX ¢ npuMeHeHneM I'MO, wnccnemosaxo 29 816
npo6 (2006 r. — 37 879, 2005 r. — 18 872, 2004 r. — 12 956, 2003 r. - 4 300)
MIPOROBOJILCTBEHHOIO CHIPbA M IHIIEBBIX NPOXYKTOB. M3 HHX KOMIOHEHTEHI
I'MO coaepxamu 652 mpo6er (2006 r. — 1 452, 2005 r. — 1443, 2004 r. -
1552, 2003 r. — 511), uro cocraBmwio 2,2% (2006r. — 2,7 %, 2005r. —
7,6 %, 2004 r. — 12,0 %, 2003 r. — 11,9 %). HauGonee yacro 'MO Bctpeua-
I0TCH B MACHBIX mpoaykrax — 3,8 % (2006 r. — 6,6 %, 200Sr. — 15,8 %,
2004 r. — 20,5 %, 2003 r. — 14,8 %), nTHUEBOXYECKUX NMPOXYKTaX — 5,6 %
(2006r. — 3,8 %, 2005T1. — 9,1 %, 2004 r. — 15,43 %, 2003 1. - 29,5 %),
Ipynre NpOIyKTOB «mpo4He» (B OCHOBHOM pactHTelbHbie 6enxu) — 3,3 %
(2006 r. - 3,9 %, 2005 . - 10,8 %, 2004 r. — 16,7 %, 2003 1. — 16,4 %). B
2007 r. yBenuquIace HONSA COACPKaHMA KOMMOHEHTOB TMO B MONOYHBIX
npoaykTax (9 mecaues 2007 r. — 5,1 %, 2006 r. — 1,3 %).

Yupexaenuamn PocnotpebHan3opa npH MCCleAOBaHUM NHIIEBLIX MPO-
IDyKTOB KOJHYECTBEHHbIM MetoZoM onpeneneus I'MO, no npeasapurens-
HEIM JIaHHBIM, BBIABJICHO, YTO OGOPOT MHMIIEBHIX MPOIYKTOB, COAEPXANIMX
xomnoHeHTsl MO Gonee 0,9 %, cocrasmser Menee 1,0 % ot o6opora Bcex
MHIIEBBIX MPOAYKTOB, oftHako 90,0 % H3 HUX He WMEIOT 00%3aTeNbHOH HH-
¢opmaunu o Hammuuu F'MO.

B cBA3M C BHILEH3NTOXEHHEIM, C HENbI0 YCHIEHHS FOCCaHIMHIAHAA30pa
3a NUIIEBHIMU NPOAYKTAMH U B COOTBETCTBHH ¢ DelepalbHBEIM 3aKOHOM OT



30.03.1999 Ne 52-®3 «O CaHMTapHO-3NMHAECMUONOTHYCCKOM Garonomyyuy
Hacenenus» (Cobpanue 3akoHozatenbcTBa Poccuiickoit Denepauun, 1999,
Ne 14, cr. 1650; 2002, Ne1 (u. 1), cr. 1; 2003, Ne2, cr. 167; Ne27 (u. 1),
ct. 2700; 2004, Ne 35, cr. 3607; 2005, Ne 19, cr. 1752; 2006, Ne 1, cr. 10;
2006, Ne 52 (u.1), cr.5498; 2007, Nel (u. 1), cr.21; 2007, Nel (1u),
ct. 29; 2007, Ne 27, ct. 3213; 2007, Ne 46, ct. 5554) 1 DenepaibHBIM 3aKO-
HoM ot 01.01.2000 Ne 29-®3 «O kavectBe H 6€30NaCHOCTH NMHINEBEIX Npo-
aykros» (CoGpanue 3akoHozaTenscTBa Poccuiickoit ®enepaumn, 2000, Ne 2,
cT. 150; 2002, Ne 1 (u. 1), ct. 2; 2003, Ne 2, ct. 167, Ne 27 (u. 1), ct. 2700;
2004, Ne 35, cr.3607; 2005, Ne 19, cr. 1752, Ne 50, cr. 5242; 2006, Ne 1,
ct. 10, Ne 14, ct. 1458)

NNOCTAHOBJHAIO:

1. OpraHu3aumaM, OCYWICCTBIAIOLIUM BBO3, NPOM3BOACTBO H 06opoT
THINEBEIX POAYKTOB, MPHHATL MEPHI 0 0GA33aTENLHOMY JOBEAEHHIO O MO~
Tpeburens ¥HGOPMALKMH O HANMYME B MPOAYKTAX MHTAHHS KOMIIOHEHTOB,
nonyyeHHsIX ¢ npuMeHeHneM 'MO, B ciyuae eci HX COfiep)aHHE COCTaB-
et Gonee 0,9 %.

2. YTBEpAHTE METOAMYECKHE YKA3aHHA:

2.1. MY 2.3.2.2306—07 «Mexauko-GHonoruueckas oLeHka GesonacHo-
CTH TEeHHO-HHKEHCPHO-MOIH(HIHPOBAHHBIX OPraHH3MOB PaCTHTENLHOTO
IIPOHCXOXKACHHA (NMpHioxkenue 1).

2.2. MYK 4.2.2304—07 «Metoas! UACHTHOHKAIIAN H KONHYECTBEHHO-
IO ONpeAENEHHUS TeHHO-MHXEHEPHO-MOAN(MHIMPOBAHHLIX OPraHHU3MOB pac-
THTENILHOTO MIPOMCXOX/ICHUS (MPHIOKEHHE 2).

2.3. MYK 4.2.2305—07 «OmnpezaeiicHHe TeHETHYECKH MOMHGHIMpO-
BaHHBIX MMKDOOPTaHW3MOB H MHKPOOPIaHH3MOB, MMEIOIHX TEHETHYECKH
MOAH(DHIHMPOBAHHEIC AHANOIH, B NHIIEBLIX NPORYKTAX METONAMH MONHMe-
pasHoi#i uermo#i peakiuu (ITLP) B peansHoM Bpemenu H TP ¢ snektpodo-
peTHyecKoi aeTekuuein» (npunoxenne 3).

3. Ynpasnennsm Pocrniotpebuansopa no cy6nexkram Poccuiickoii dexne-
PaLHK H 110 XeJIe3HOROPOKHOMY TPaHCIIOPTY:

3.1. Cunrars ocyuecTBIeHHE HAA30pa 3a NHIICBHIMH NPOXYKTaMH, HO-
gydeHHBIMH H3 I'MO, nNpHODHTETHBIM HanpaBleHHEM JCATENBHOCTH Ha
2008 r..

3.2. YCHIHTB rocyaapCTBERHEIH HaA30p 32 MPOM3BOJICTBOM H 060pOTOM
NHIIEBBIX MPOXYKTOB, conepxaumx I'MO.

3.3. ObecnieuuTs BHITIONHEHUE HEOGXOMMMBIX JTAGOPATOPHBIX HCCIENO0-
BaHHIi 110 HCCJIEAOBAHMIO MHILEBRIX MPORYKTOB, coaepxamux I'MO.



3.4. OcymmecTBIATH B CPEACTBAX MACCOBOH MrGOPMAlMK ¥ CPExY Hace-
JIeHHA pa3bACHHUTENLHYIO paboTy o BonpocaM 0e30macHOCTH NHIIEBEIX IPO-
AyKToB, noaydeHHsX 13 MO, u npas notpeGureneit Ba nomy4eHHe NOMHOK
H I0CTOBEPHOH HH(pOpMALHH.

3.5. Honoxurs o npoaenanHo# pabore no 01.04.2008.

4. Ynpasnennsam Pocnorpe6ranzopa no r.r. Mockse, Cankr-IlerepGyp-
ry, PocroBckoit, Hwkeropoackoit, Cepmiosckoii, HoBocu6upcko#i obmac-
TAM, Xa6apoBCKOMY Kpal0 aKTHBH3MPOBAaTh PaGOTy TOJIOBHEIX LEHTPOB NO
KOJIMYECTBEHHOMY HCCJICIOBAHHIO NUIIEBLIX NMPOAYKTOB Ha Hamuune MO B
thenepanbHbIX OKpyTax.

5. PI'Y3 «lIeHTpH rUrAeHs! ¥ 3MHAEMHOJIOTHI» NPHHATH MEPHI [0 JO-
OCHAINEBHIO NabopaTOpHLIX NOAPa3fe/ICHHH aHATHTHICCKHM 000pyIOBaHH-
€M I10 HCCIIEROBAHMIO KOJHIECTBEHHOro coctaa 'MO.

6. PI'Y3 «PenepanbHBLl HEHTP THIWEHEI H MMAEMHONOTHH» Pocnot-
pe6rangsopa xo 01.03.2008 npeacrasuts B PocmorpeGHanzop uubopManuio o
Hammguy B OI'Y3 «l{enTpsl FUrHeHs! ¥ SNHAEMHONOTHH» B cybnekTax Poc-
cutickoit Qenepauny aHaIMTHIECKOro 00OPYAOBaHMA MO KAYECTBCHHOMY M
KOJIMYECTBEHHOMY MeTojaM ompexenehns TMO B nHIIeBHIX NPOAYKTaxX H
TIOATOTOBKE Bpaveii-1aGopanToB.

7. Ilpocuth Hay4HO-HCCHEHOBaTeNbCKHE yupexaeHus PAMH, PAH,
PACXH cOBMECTHO C HAy4HO-HCCIEAOBATCILCKMMH YyupexiacHuwsMH Poc-
noTpebHAA30pa YACIATh MPHOPUTETHOE BHUMAHNE COBEPHICHCTBOBAHMIO Me-
TOZOB OLCHKM Ge30MacHOCTH M KOHTPONA 33 NMUIEBOH NMPOAYKIHeH, conep-
wame FTMO.

8. KoHTposb 32 HCHOJHEHHEM HACTOAMIEro MOCTAHOBJIEHHSA BO3JIONHTD
HA 3aMECTHTENA I'JIaBHOTO rocynapCTBEHHOTO CaHHTapHOro Bpaua Pocchii-
ckoit Gepepauun JI. I1. l'ynsuenxo.

I'. T'. OHuiuenkxo

3apeructpupoBano B MunucTepeTBe 10cTHIHH Poccniickoit Denepaiium
ot 6 deppans 2008 r., peracrpaiuonsslif Homep 11117.



NpunoxeHue 3

4.2. METOJIbI KOHTPOJIA. BUOJIOTYECKHE U
MHUKPOBHOJIOTHYECKHE ®AKTOPBI

Onpenesienne reHeTH4eCKA MOAH(PUIHPOBAHHBIX
MHKpPOOPraHM3MOB M MHKPOOPraHM3MOB, HMEIOIHX
reHeTHYecKn MOAH(PHIMPOBAHHbBIE AHAJOTH,

B MUIIEBLIX NPOAYKTAX METOAAMM NOJTHMEPA3HOH
nenHoi peakuun (IIIP) B peanbHoM BpeMeHH H
IIIIP c snexTpodopernyeckoi neTexnuei

Meroauyeckne yKa3anusi
MYK 4.2.2305—07



MVK 4.2.2305—07

32

1. PaspaGotanp: 'Y HHM 3nuaeMHONOTMM M MHKPOGHONOTHH
uM. H. @, Tamanen PAMH (A. JI. Tunubypr, 10. B. Ananeuna, H. A, 3uran-
ruposa, B. I'. Jlyuun, B. C. Hapouuuxnii, JI. H. Hecrepenko, B. I1. Ilonambus,
A. A. Xosae); QenepanbHolt cyx6oli o Haa3opy B ¢depe 3amMTh! nIpas no-
TpeGureneit ¥ Gaaronosyuus denosexa) (I, I'. Onnmenxo, JI. IT. lynsuenxo,
I. E. Upasos); I'Y HUM muranus PAMH (B. A. Tyresban, C. A. llleBenesa,
H. P. Ebumoukuna); 'Y HUU sakumr M ceisoporok WM. H. M. Mewunkosa
PAMH (B. B. 3sepes, B. @. CemeHos).

2. YTBepXKACHH NOCTaHOBNCHHEM [ JIaBHOrO roCynapCcTBEHHOro CaHKTap-
Horo Bpa4a Poccuiicko#i ®enepanuu I. I'. Onumenxko 30.11.2008 Ne 80,

3. Beeaenn B neficraue ¢ 30.11.2007.

4. 3apeructpupoBansl B MuHHCTEpCTBE I0CTHUHH Poccuiickolt ®enepa-
unH 06 depans 2008 r., peructpauuonHslit Homep 11117,

5. Brenenbl Biepebie



MVK 4.2.2305—07

YTBEPXJIEHO
ITocranosnenneM I'taBHOrO
rocyJIapCTBEHHOTO CAHHTapHOro Bpaya
Poccuiickoit ®enepaippn
ot 30 Hos6psa 2007 r. Ne 80

4.2. METO/Ibl KOHTPOJIA. BUOJIOTUYECKHE U
MHKPOBHOJIOTUYECKME ®AKTOPBI

Onpenenenue reHeTHYECKH MOAUPUIHPOBAHHBIX
MHMKPOOPraHH3MOB H MHKPOOPIaHH3MOB, HMEIOIIHX
reHeTHYeCKH MOAH(PHIMPOBaHHbIE AHAJIOTH,

B NHIIEBLIX NPOJYKTAX METOAAMH HOJIMMEPa3HO#
uennoii peaxuuu (TIIP) B peasbnom Bpemenu u ITIP
¢ v1eKTpodopernyeckol JeTeKuue

Metoanueckne yrazaHust
MYK 4.2.2305—07

1. O6aacTL NpHMEHEeHHA

1.1. Hacrosmue METOAMYECKHE YKA3aHMA YCTAHABIHBAIOT METOJBI
OIIpefie/IeHHs IeHHO-UHKCHEPHO-MOIA(HUINPOBAHHEIX MMKDPOOPraHH3MOB
(T'™MM) B nDMINEBOH NPOAYKLMH, NOMYy4YCHHON H3/WIM C HCHONb30BAaHAEM
TEHHO-HHXCHEPHO-MOMU(HIMPOBAHHEIX MHKDPOOPIaHH3MOB M MHKpOOpra-
HH3MOB, HMEIONMX TI'€HHO-HH)XEHEPHO-MOAM(HIMPOBAHHEIE  aHAJIOTH
(MI'MA), nocpeacrsoM nonuMepasHoit nenxoit peakuuu (I1LIP) B peansromM
Bpemenn win [P ¢ nerexipeii pe3ynsTaToB METOAOM 31eKTpodopesa.

1.2, Metoauueckue yKasaHMsA NMpeJHa3HAYCHBI JUIA NPHMCHCHHA B Jia-
Goparopusax yupexzaenuit ®enepansHoit cayxO6h Mo Han3opy B cdepe 3amm-
TH TIpaB noTpeGuTeneil 1 GIaronomyyus 4enoBeKa, a TaloKe B APYTHUX MCIIbl-
TaTeNbHbIX JIAGOPATOPHIX, aKKPEAUTOBAHHEIX B YCTAHOBJICHHOM IIOPAJKE Ha
MpaBO NPOBEACHHUA MCCNECROBAHMI NHIIEBEIX NPOXYKTOB H NPONOBONLCTBEH-
HOTO CHIPBA.

1.3. Meroauyeckue ykazaHus paspaGoTaHbl ¢ LEb0 obecneyeH s enu-
HOTO METOAMYECKOro moaxoza s onpexenenns MM B mumieBsIX NPORYK-
Tax, MPOJOBOILCTBEHHOM CHIPbE, MHILEBEIX H GHOIOrHYECKH AaKTHBHBEIX JO-
6aBKkax K nHiue.
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2. O6mne nojaoxennst

2.1. MeTonutecKue YKa3aHUA COACPKAT OIHCAHHE MOJIEKYJSAPHO-reHe-
THYeckuX MeTonoB uaeHtudukauux JTHK (ne30KcHpHOOHYKIEHHOBBIX KH-
CNOT) TEHHO-HIKEHEPHO-MOAN(MUIMPOBAHHEIX MHAKPOOPraHM3MOB B IHINE-
BBIX HPOAYKTaX, NOMyYEHHLIX M3/HWIH C HCHON30BAHHEM IN€HHO-HH)KEHEPHO-
MOZMGHUIUPOBAHHEIX MHKPOOPraHM3MOB H MMKPOOPraHHM3MOB, HMEIONIHMX
TEHHO-HIDKEHEPHO-MOAH(HUIMPOBaHHEIE aHANOrH. MeETos! ABNAIOTCH CKpH-
HHHTOBBIMM 1 00ECTICYHBAIOT BHIBJICHHE HanboJee THIIMIHBIX MAPKEPHEIX H
CENEKTHBHEIX T'€HOB, HCIOJIB3YEMBIX B T¢HETHYECKHX KOHCTPYKUMAX IO TeX-
Honoru# pexom6unanTHex JJHK B pasnudHBIX rpynmax MHKPOOPraHM3MOB
(6akxTepuu, APONOKH, IUIECHEBBIE FPHOBI), HCIIONL3YEMBIX B ITHIIEBOH Mpo-
MEIIUIeHHOCTH. MinenTudukanus sTux resos MerozoM ITIP mo3Bonser mpo-
BOIMTH KAUECTBEHHBIH aHAIN3 NHIIEBOl npoAyKiuu Ha Hamauue MM,

2.2. Meroauyeckue yKasaHusi NPEXyCMARTPHBAIOT TaloKe KOJIHYECTBEH-
Hblit aHaims conepxanus JIHK 'MM nocpescTBOM HCHONB30BAHHA CIELH-
anpHpix craagaproB JHK c m3BecTHO#M koHueHTpaumeii B dopmare ITIIP B
pealbHOM BpEMEHH.

2.3. Ilpu obHapyXeHHH reHeTHYecKMX Mopubukammii meromom ITIIP
TIPOBOJAT AONONHUTEIbHBIC HCCIIEOBAHMA C LIETbIO HAECHTADHKAIMH pa3pe-
IIEHHBIX (B TOM YHCIE ITyTEM MOATBEPHICHHUA MX NPHHAICKHOCTH K KOH-
KPETHOM reHeTH4eckoi KOHCTPYKIUHH) FHUIK JUIS BRISIBIICHHS HE Pa3spelICHHBIX
JUISL peallH3aldy HaceJICHHIO W HCIONB30BaHMIO B IHINEBOH MPOMBIILICHHO-
ctu B Poccuiickoii ®enepanmn I'MM u numeBsIx NpOXyKTOB Ha OCHOBE
I'MM. HccnexoBadHuA NPOBOAAT B COOTBETCTBHH C METOAHYESCKHMH YKa3a-
HUSMH, OQHLHUATEHO YTBEPKIACHHEIMA B YCTAHOBJICHHOM MOPAIKE.

2.4. Unentnduxanus I'MM, paspelieHHBIX IS peau3allui HaCeleHUI0
M HCTONB30BaHKsA B IHALIEBOH NpoMeiieHHOCTH B Poccniickoit Penepanny,
B 0o0pasuax NpOAYKIMH W/HIM MCIIONB3YEMBIX KYJNBTYpax mTaMmMoB I'MM,
IPOBOIMTCS HA OCHOBAHHM CBEJEHMH, NPEACTABISEMBIX H3TOTOBHTENEM
(paspaborunkom) B PocrioTpebHanzop, ¢ nonso#t uupopmanueit:

® 0 reHHOM BCTaBKe (ONUCAHKE MCTOYHMKA H HYKJICOTHIHOH NOCIeN0Ba-
TeNHHOCTH LIEJICBOTO I'€Ha M €ro PpEryisTOPHEIX JJIEMEHTOB; ONMCAHHE
CPEACTB JOCTaBKH LIENICBOrO FeHa B KIETKH PELMNHEHTa — QH3nuecKas KapTa
BEKTOpA, HAHYKE TTOMMIHHKEPOB M CEJIEKTHBHBIX MapKEPOB);

® 0 MeToAaX HACHTH(HKALMH U KOIHYECTBEHHOro onpeneiaeHus JJHK
I'MM.

2.5. TlpencTaBieHHbIC B METOAMIECKHX YKa3aHUAX METOJB! BBLICICHUS
JHK 13 06pa3uoB NUILEBOH MPOXYKUHH, MPOBEACHHS aMILTH(HKALMH C [e-
Tekuuel npoxykroB IIIP myrem anextpodopesa uiM B peKHME PEATHHOTO
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BPEMEHH C HCIIOJIb30BaHHEM CNICMAIBHOTO 060pyA0BaHHs, AOKYMEHTHPOBa-
HMA M aHAIW3a 1IOJYYacMBIX Pe3yNbTaTOB SABJISIOTCH OOA3ATENBHHIMM NpH
TIPOBEICHHH KaK KAa4YEeCTBEHHBIX, TAK M KOJMYECTBEHHBIX HCCIEAOBAHHUIM
I'MM u MI'MA.

3. MoaekyasipHO-reHeTHYIeCKHil AHAJIN3 NHIeBOH NPOAYKIHH,
MOJIyMeRHOH C HCMOAb30BAHHEM FeHHO-HHKEHEPHO-
MOIM(HIHPOBAHHLIX MHKPOOPraHH3MOB H MHKPOOPraHH3MOB,
HMEIOLINX FeHHO-HHXKeHEePHO-MOAH(PHIHPOBAHHBIE AHAJIOTH,
meroaoMm ITIP ¢ perexnneii pesyasraTon
METOJ0M 3JiekTpodopesa

3.1. HeobxoauMocTh MpoBefeHUs NaGOpaTOPHBIX MCCACAOBAHMH IS
KOHKDETHBIX BHJ/IOB NMINEBOH NPOAYKIHH, MONYYEHHOH C HCHOIB30BAHHEM
I'MM u MI'MA, onpexaenseTcs 3KCIEPTOM C YYETOM aHAIM3a MPE/ICTaBIICH-
HOH 3asBHTENEM JOKYMEHTALIHH, TIEPEYHS MHKPOOPraHU3MOB, HCIIONB3YEMBIX
B [TMHICBOH MPOMBINUICHHOCTH H MMEIOMMX TeHHO-HIDKEHEPHO-MOIudMIi-
POBaHHHIE aHAJOTH. DKCIIEPTHHIE UCCIENOBAHHS BKITIOYAIOT TIOATBEPKACHHE
JAaHHEIX, IPEAOCTABICHHAIX 3aABHTENEM, 8 IIPH HEOOXOMMMOCTH — HPOBEPKY
Ha HATHYHE BO3MOXHBIX HEJICKIAPHPOBAHHBIX TEHETHIECKUX MoupaKanmii.

3.2. ina obHapyxenus I'MM IpoBOAST HCCNeOBaHHA Ha HanuuMe
TPaHCTCHOB (MY)KEPOJHBIX FE€HOB), PETYIATOPHBIX MIH MapKEepHEIX BEKTOp-
HEIX mociefoBaTensHOCTeH. Hanmmune TakkMx mociaenoBaTelbHOCTEH CBHAC-
TENBCTBYET O NPOM3BEACHHBIX reHeTHIecKuX Moandukaimix. OOHapyxenne
TIOC/IEAOBATENBHOCTEH TAKHX T'EHOB MPOH3BOJAT C MOMOMIBIO CeUUbHIHOro
H BBICOKOYYBCTBHTEJILHOTO METOAa IIOIMMeEpa3HOii nenHoi peakiuu (TTLP).

3.3. PekOMEHAYCMBIE  CTpaTerudl  MEXAYHApOAHEIX  OpraHW3aumi
(PAO/BO3) nnst BHIABICHHSA FeHETHIECKAX MOAH(HKauMii NpexycMaTpHBa-
10T omnpeneneHve Haubonee 9acTo ymoTpeONAeMBIX HOC/IEAOBaTENBHOCTEH
BEKTOPOB — IUIa3MHJ, C TIOMOIIBIO KOTOPHIX TeHEeTHYecKass HHpOpMaIys BBO-
JUTCA B KIETKY. B KayecTBe MapKepoB HCNOJB3YIOT FEeHE], 110 KOTOPEIM IIPO-
BOIST CEJCKIHMIO MOJW(QMIMPOBAHHEIX KIETOK (TEHB AHTHOMOTHKOpE3H-
CTEHTHOCTH, 6aKTEpHOLMHOB), MOCAEROBATENPHOCTH PEryJATOPHBIX BEKTOp-
HBIX T€HOB (IIO/IUIMHKEPHI, IPOMOTOPHI WM TEPMHHATOPEI), a TAKKE IOCIIe-
JOBaTeNILHOCTH MUTPHAPYIOIIHX 31eMeHToB. OOHapyKEeHHE TaKHMX MOCIeA0Ba-
TENbHOCTEH CBUAETEIBCTBYET O BO3MOXHBIX HE JOKYMECHTHPOBAHHBIX I'€HE-
THYECKHX MOAMGbHKAIMAX M TpeOyeT NMpOBEACHHS NOMOTHHTENBHBIX HCCIe-
JIOBaHHMii MTaMMOB H/HJIH IPOTYKTOB.

3.4. TIpoBenenne HONONHUTENBHEIX HMCCIGROBAHHH OCYINECTBIAIOT C
HCIIO/Ib30BaHHEM METOJOB THOPHIH3ALMOHHOTO H PECTPHKIMOHHOTO aHalH-
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3a, CEKBEeHNPOBaHWA, aHaIM3a (YHKIMOHUPOBAHHA LIeJIEBOH BCTABKH (M3yue-
nue PHK u Genka, npoxymmpyemsix uyxeponso#i JJTHK) B cootsercTBHM C
O(HIHANBHO YTBEPIKACHHEIME METOJaMH aHA/IM3a.

3.5. Ans xavectsenHoro ompexencHus JHK reHHO-HEDKEHEPHO-MOIH-
(HLMPOBAHHEIX MHKPOOPraHH3MOB B NHINEBBIX NPOAYKTaX H GHONOrHYECKH
aKTHBHEIX fo6askax k mume (BAJD) meronoM TP Hcnoms3yloT TECT-CHCTE-
MBI, BKIIOYAIOIHME MHOFOKOMIIOHEHTHHIE HaOOpHE peareHTOB H NpaHMepoB
(MCKYCCTBEHHO CHHTE3MPOBAHHBIX OJIMTOHYKJICOTH/IOB, KOMIUIEMEHTAPHEIX
cooTBeTcTByIOIMM y4yactkaM JIHK-MuDIeHH), IpeHa3HauYeHHEIC IS BELIB-
JIEHHsl CEIEKTHBHBIX MapKepHBIX IeHOB, HauGonee 4acTo yRoTpelGnseMuIx
npu KoucTpyupopanuu 'MM. ObnapyxeHne MapKepHLIX T€HOB Y IITAMMOB
MHKPOOPraHH3MOB, MCIIOJIB3YEMBIX [IPH IPOH3BOJCTBE IHIICBEIX MPOXYKTOB,
CBUIETENLCTBYET O NPOM3BEACHHBIX FeHETHIECKHX MOIH(HKAIMIX.

B TecT-CHCTEMBI BXOAAT MpaiiMephl, (GIaHKHUPYIONME CICAYIOMHAE Io-
CIICAOBATENLHOCTH:

1) rena ermC, KORHPYIOMIETO YCTOHYMBOCTE K SPHTPOMHLIHHY, Ia3MH-
a5t pE194 Staphylococcus aureus (pasmep pparMenta 349 n.u.);

2) rena tetO, KOAUPYIOETrO YCTOHIMBOCTS K TETPANMIUIHHY XPOMOCO-
MiI Streptococcus pneumoniae (pasmep ¢gparmenTa 242 1.1.);

3) rena amp, KOAUPYIOILETO YCTOHIMBOCTS K aMITAIMIUTHHY, IUIA3MHJIBT
pBR322 Escherichia coli (pa3mep, pparmenra 321 n.n.);

~ 4) rena lacZ, xopupylomero ¢epMeHT [-rasakTo3Haasy, XpOMOCOMEI
Escherichia coli (pasmep ¢parmenta 158 n.H.);

5) reHa ori, KOUPYIOIIEr0 OPHIDKHH peIUIMKALMH, IasMuasl pl5SA
Escherichia coli (pa3mep ¢parmenra 382 n.u.);

6) rena hph, koxupyIOmIEro ycTORYUBOCTS K FTETPOMHILIMHY, XPOMOCOMEI
Streptomyces hygroscopicus (pasmep ¢parmenTa 288 m.H.);

7) rena Sh ble, xonupyromero ycToiHYHBOCTE K GJI€OMHUIHY, XPOMOCO-
M Streptomyces verticillus (pasmep ¢parmenra 301 m.u.).

3.6. BriOpaHHBIl B COOTBETCTBHM C NPABHIAMH MOJEKYJIPHOTO JHA3aii-
Ha ¥ MeXIyHapoIHEX 6a3 maHHEIX (¢ npumenerueM nporpamm «Oligo 4.0»,
«Blast» u ux aHanoros) Habop mpaiiMepos o0ecnedHBacT MPOBEACHHE MHO-
T0(aKTOPHOIO aHaIM3a BHIOPaHHAIX MOCJICIOBATENLHOCTEI.

3.7. na xaxnoil KOHKpeTHo# maphl mpadimMepos ITHP mpoBomar ¢ mc-
MOJIE30BaHHEM ONTHMAIBHOTO COOTHOIIEHHA KOMIIOHEHTOB PEAKIMOHHOM
CMECH, CTPYKTYphl IIporpamMmbl aMIuIdGuxanun (BpeMEHHBIX M TEeMIIEpaTyp-
HBIX XapaKTePHCTHK Ka)kKJOTO 3Tana aMmiMHKauumn) H ajJIeKBaTHOrO METOAA
JETEKIUH Pe3yNbTaToB, AN HCKIIOYEHHs MEPEKPECTHBIX peakuuii ¢ Hecre-
mudugeckumu [IHK u obecriedeHus HEOOGXOAMMOro yPOBHS YyBCTBHTEIBHO-
CTH M CTICHH(HIHOCTH PEaKIHH.
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3.8. Cremnu4HOCTs ¥ YyBCTBUTENBHOCTh HAGOPOB IpaiiMepoB M pea-
TEeHTOB (moNoxHTeNnsHEle pesynsrarst TP B npobax ¢ xonrTpomamu JTHK
Ce/IeKTHBHBIX MapKePOB NPH KOHIEHTpauuy He Menee S x 10* T'3/mu, orcyT-
CTBHE NEPEKPECTHRIX peakimii ¢ Hecneunduyecknmu JJHK npu KoHLEHTpa-
mam He Meree 1 x 10° I'D/m) moxTeepxaatoT Ha npenaparax JHK, sbise-
JICHHBIX M3 IITAMMOB MHKPOOPraHH3MOB, YKa3aHHBIX B Ta6u1. 1.

Tabnuya 1
Ne Muxpoopraiasm Homep mramma
1 | Escherichia coli M-17
2 | Lactobacillus acidophilus Lit. BuobakroH
3 | Lactobacillus acidophilus IIr. 1K B-2991
4 | Bifidobacterium animalis (lactis) Bb-12
S | Bifidobacterium bifidum HIt. Nel
6 | Lactobacillus acidophilus E.P.317/402
7 | Lactobacillus casei 1. 163
8 | Lactobacillus acidophilus K/AR - 08
9 | Saccharomyces cerevisiae IIIt. AnxoHct
10 | Komnosuuus 6udunobaxrepuii B. bifidum, Ne BKITM Ac
Bifidobacterium bifidum 1248(8-3); B.longum, Ne Ac
Bifidobacterium bifidum 1531 (ABA -13), B. bifidum
Bifidobacterium longum 791 BAI'
11 | Lactobacillus paracasei, subsp. paracasei I, Dalton
12 | Komnosuuns Lactobacillus plantarum + LI, 8P-A3 La + wt, 90TC-4
Lactobacillus fermentum
13 | Lactobacillus casei T.-01
14 | Lactococcus cremoris . 322
15 | Streptococcus thermophilus IT. KTc 3 E.A.

39.ina sessnenus JHK reHHO-HHKEHEPHO-MOAHGMHIMPOBAHHBIX
MHKpPOOPraHM3MOB B Npo6ax ¢ pa3sIMYHBIMHM YPOBHAMM COJAEPKAHHA MHK-
pobuoit MTHK n JJHK nmmmesoro cybGcTpara MCHONB3YIOT ABa BHAA TECT-
CHCTEM:

o xomruiektT Ne 1A mns Benenenus JIHK H3 ¢epMEHTHBIX Npenaparos,
CTapTepHHIX U 3aKBACOYHBIX KYJIBTYp, BAl;

o xomrurekt Ne 1B s eyenerus JIHK u3 nuimeBbIX MpogyKTOB.

3.10. Boigenenne JIHK u3 6axTepHambHBIX KyAbTyp ¢ nomoupio Kom-
wiekta Ne 1A BkmiouaeT Jm3uC GaKTepHANbHBIX KIETOK C MOCHCHYIOIMM
ocaxaenneM JTHK na aByokwcu kpemuus. Brimenenuwe JTHK u3 o6pasuos
MHIIEBHIX MPOAYKTOB ¢ momompblo KoMmiekra Ne 1B Bkmroyaer npeasapu-
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TeNbHYI0 06paboTky mpo6Ghl rOMOreHH3HpOBaHHEIX OGPA3LOB MPOTEMHA30H
K, nu3uc, RonomHHTENsHy0 06paboTKy AENpOTEHHHIHPYIOIMUM PaCTBOPOM H
ocaxnenue JIHK Ha ayoxvcH KpeMHHA.

3.11. Jina seBirenna T'MM u MI'MA B nimineBsIX OPOXYKTaX HCMONb-
3y10T CJEAYIOMHE MaTepHabl, 000pyoBaHHE, PEAKTHBEIL:

1) nporpammupyemniii epmoctat (JJHK-ammmdukarop) tuna « Tepmmx
MC2» unu uHbIE THNH AMIUTAQHUKATOPOB, 3aperHCTPHPOBaHHbE B Poccuii-
ckoit ®eaepaivi B yCTaHOBICHHOM HOPAAKE;

2) TepMmocTar, noanepxusatomuii Temnepatypy 45 °C, mms npo6Hpox
o6seMom 1,5 mir; )

3) uenTpudyra co cKopocThIO BpanieHus poropa 10 12 000 o6./MuH s
npobupok BMecTUMOCTEIO 1,5 71 0,5 M1 THIIA «3nmeHxopd»;

4) BCTpAXHMBATENs BHOPAIMONHKIN THIIA (BOPTEKC» CO CKOPOCTHIO Bpa-
mexus ao 3 000 06./mux;

5) npu6op Z11 ropH30HTaNBHOTO deKTpodopesa;

6) MCTOYHMK NOCTOSHHOrO TOKa;

7) BopsaHas 6aHa ¢ noporpesoM 1o 95 °C wym CBY-neus;

8) ynasTpahHONETOBEIH TPaHCHLIIOMHHATOP;

9) 0YKH/MACKa 3ANUTHEIE,;

10) xonoaunbsHUK GEITOBOM 3NIEKTPHYECKHiA;

11) MoposiIsHas kamepa, oGecrieunBsarommas Temrneparypy —20 °C wim HiDke;

12) romorenusatop tuna «SilentCrushen Wi apyrux Moaenei;

13) crynka dapdopoBas ¢ mecTukoMm;

14) nuHUET MEAMIMHCKHiL;

15) HOXXHHLIBI METUIIMHCKHE;

16) ckanbneas MeaHLIMHCKHIN;

17) Becr taboparopHbie 06LIEro Ha3HaYeHUus 2-T0 KIacca TOYHOCTH;

18) aucTwunaTop;

19) aHa/M3aTOpP NOTEHUHMOMETPHYECKHIA;

20) o6GyuaTens GaKTepHIMAHEIH HACTCHHBIH;

21) ,uoaa'ro?bx ¢ nepeMeHHEIM 00BEMOM Jo3upoBanusa 0,2—2,0 MM C
aroM 0,01 Mm°, 0,5—10,0 Mm® ¢ mrarom 0,01 My, 2,0—20,0 mM® ¢ mrarom
0,01 Mn’, 20,0—200,0 mm® ¢ marom 0,1 Mv’, 100,0—1 000,0 Mm® ¢ tmrarom
1 Mm?, 2,0—10,0 cM® ¢ arom 0,1 cm?;

22) npo6GHpKM THIIA «3NHEHAOPG» BMECTUMOCTHIO 1,5 M,

23) npo6GupkH THNa «3mmeHaopd» ans MLP smecraMoctsio 0,5 ma;

24) HAKOHEYHHKH MOJIMMEPHbIe 06beMoM 1—200 mxu;

25) HaKOHEYHHKH IomMepHbie o6eMoM 200—1 000 miu;

26) nepuaTK PE3HHOBEHIE;

27) xon6sl INIOCKONOHHBIE KOHUYECKHE Pa3HOH BMECTHMOCTH;
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28) IMMMHAPE! CTEKIAHHEIE MEPHEIE J1aGOpaTOpPHBIE BMECTHMOCTHIO 25,
100, 1 000 cm3;

29) BOPOHKH CTEKJIHHLIE,

30) mraruBE 415 po6GHpoK o6bemom 1,5 u 0,5 Mu;

31) xommuiekt Ne 1A mna srienenws JJHK u3 depMeHTHBIX mpenapa-
TOB, CTAPTEPHEIX U 3aKBACOYHEIX KyJbTyp, BA/I K numie;

32) xommuiexT Ne 1B zs Boigenenns JTHK H3 NHIEBSIX MPOXYKTOB;

33) xommrexr Ne 2 «Habopa peareHTOB AJIA BBIABJIEHHA CEJIEKTHBHBIX
MapKepOB IeHETHYECKH MOAN(DHIMPOBaHHBIX MHKPOOPTaHM3MOBY;

34) xommuekt Ne 3 «Ha6Gopa peareHTOB /sl BEIABICHHS CEIEKTHBHBIX
MapKepOB FeHETHYECCKH MOAH(HIHPOBaHHEIX MUKPOOPTaHH3MOBY;

35) peaktusbi:

e tpuToH X-100,

® ryaHHJHHA FHAPOXJIOPHL,

e D[ITA (3THNCHINAMHHTETPAYKCYCHasl KHCIOTa),

® oAeLMICYIb(AT HaTpuA,

® CYCIICH3HS JBYOKHCH KPEMHHA,

o (heHoI BONOHACHIIICHHEIH,

® XJ10po¢opM BOAOHACHIICHHBIH,

® CIIHPT 3TIIOBBIH pEKTHOHKOBAHHEIH,

 areTaT aMMOHHS,

o nporenHasa K,

® MarHHuA XJIODHJA,

® Kanus XJOpuf,

© BOZIHBII pacTBOp Ae3okcuHykiaeoruarpudocdaros (0,1 M),

© KPE30JIOBBIH KPaCHBIi,

e repmocrabuneras JIHK-nomimepasa,

© MacJo Ba3€IHHOBOE,

® TpHC-alleTaT,

® JieisHas yKCycHasd KUCJIOTa,

e arapo3a Jui Jnekrpodopesa,

o GpoMuUCTHIi STHIUHA,

® BOJia JICHOHH3HPOBaHHAA.

3.12. TomyckaloTcs K HCIIONE30BaHHIO TECT-CHCTEMbI, KOMILIEKTh (Ha-~
GOpBI) peareHTOB H MATEpHABl aHAIOrHYHOrO HA3HAYEHHA JAPYTHX THIIOB,
paspeleHHEIe K IPHMEHEHHIO B YCTAHOBIEHHOM IOPAAKE M C XapaKTePHCTH-
KaMH, 06ecTeYHBAIOUIMMH TIPOBEACHHE HCCIEAOBAaHHUH B COOTBETCTBHH C Ha-
CTOALIMMH METOJMYECKIMH YKa3aHUAMH.

3.13. OtobpaHHbIE COTIaCHO YCTAHOBJICHHOMY IIOPANKY H HOPMaM OT-
6opa npob (B COOTBETCTBHH C OGHIIHAIBLHO YTBEPKACHHBIMH HOPMATHBHEIMH
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M TEXHHYECKMMH NOKyMEHTaMM) o0pa3siibl IIOXTOTaBIHBAIOT K MponEAype
ssutenenua JIHK TMM u MI'MA nByms crioco6amy, B 3aBHCHMOCTH OT MX
NPUHAICKHOCTH K IpylnaM MHIIEeBOH NMPOXYKILHH:

® 43 (epMEHTHBIX NPENaparoB, 3aKBACOYHBIX H CTApPTEPHBIX KYJIBTYD,
BAJ] rorossT pacteopsl 30 %-if KOHUEHTpaluy B CTEPHWILHOH JECHOHH3HPO-
panno#i Boxe. J{ng aroro BHocaT 300 Mr (MKJIT) HOPOIIKA HIM CYCIICH3HH HC-
xoaHoro obpasua B 700 M1 CTepHIBHON NEHOHH3HPOBAHHOH BOALI M IEpe-
MEIIMBAIOT Ha BUXPEBOM cMecuTene B TedeHne 3—S5 c. [Ipu neobxomumocTu
o6pa3zel npeABapHTENHHO U3MEIEYAIOT SO FOMOTEHHOTO COCTOSHAS B CTYNIKE
MM C IOMOIIBI0 TOMOT€HH3aTOPa;

® U3 JIPYrHX NUOIEBRIX NPOAYKTOB TOTOBSAT PacTBOpH 50 %-i KOHIEH-
TpaumH, s yero k 500 Mr (Mxi) npo6ur gobasmsiior 500 MK CTEpMIBHOMH
JICHOHHU3MPOBAHHOM BOJBI H NEPEMENIMBAIOT HA BHXPEBOM CMECHTEIC B TEUC-
Hue 3—5 c. Teepasiii o6pasen npeBapyuTENFHO H3MENBYAIOT A0 F'OMOTeHHO-
IO COCTOAHMA B CTYNKE WIH ¢ IIOMOIIBI0 TOMOTCHH3aTOpa.

IToarotoBnenHsle 06Gpasupl HCIIONB3YIOT UIA QHANM3a B TOT XK€ JEHb.
JomyckaeTca xpaneHue ofpasioB npu TeMneparype Munyc 20 °C He Gonee
2-X HEAENb.

3.14. Beirenenne JTHK 'MM u MI'MA 13 06pa3LoB uccleayeMoit mu-
11eBOH NPOAYKLHH IPOBOAAT C HCIIONB30BaHHEM KOMIUIEKTOB (HaGopoB) pea-
TEHTOB 7 BHIABNEHUS CEJICKTHBHBIX MapKepOB I€HHO-HIDKCHEPHO-
MOAHGHIMPOBaHHBIX MHKPOOpraHm3MoB. Jlonyckaerca npuMmeHeHue deson-
XJIOpO(OPMHOT0 HIIM JPYTOro aieKBaTHOro MeToAa skctTpakuuu JJHK.

3.15. Brigenenue JTHK u3 3akBacOTHBIX M CTapTEPHBIX KyabTyp, BAJL x
muie, GepMeHTHBIX MPenaparoB IPOBOAAT ¢ MCHONb30BaHMeM Kommiexra
Ne 1A «Ha6opa peareHTOB ISl BRIABICHHS CEJIEKTHBHRIX MApKEPOB I'€HETH-
YECKH MOJH(GHIIHPOBaHHEIX MUKPOOPIaHH3MOBY.

Komnuiexkr Ne 1A juis seinenenus JIHK sxmoyaer:

® TH3HPYIOMMA PacTBOp, CoAepKalliHii ryaHHIMHTHOLMAHAT (pacTsop 1)
=1 ¢ (30 mn);

® PacTBOp A/ OTMEBIBKH, COJACPKAIIMH IyaHHAMHTHOLMAHAT (pacTBop 2)
—1 ¢ (15 mn);

® pacTBOP JUIsl OTMEIBKH (pactBop 3) — 2 ¢u. (mo 70 mu);

® CYyCIICH3HIO JBYOKHMCH KpeMHus — 1 npo6upky (0,5 mu).

3.16. Brigenenne JJHK xomiurexToM Ne 1A BKIIOYAET CICAYIOLIME STAIBL:

® ycciaenyeMelii MaTepuan B 06b&me 700 MK HeHTPHYTHPYIOT B Teve-
nue 10 Mun npu KoMHaTHo# Temneparype (18—25 °C) npn 12 000 06./Mus.;

o yranaior 600 M3 Haocaxo4HOH KMAKOCTH; OCTABUIMHCA MaTepHal
(100—110 Mxn) TIaTeNEHO NEPEMELIMBAIOT B NPOGHPKE Ha BOPTEKCE M HO-
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6ansior Kk cycnensun 300 M pactBopa 1 M 5 MKI CyCHEH3UM JBYOKHCH
KPEMHHS,

© npoGrl MHKYOHPYIOT B TeueHHe 15 MUH npu KOMHATHOH TeMueparype,
NIEpHOJMYECKH NEpeMELIHBas Ha BOPTEKCe;

® npo6s1 ueHTpUdyrupyloT B Tedenue 30 ¢, MPH KOMHATHON TeMilepa-
Type nipu 12 000 06./MHH, CynepHAaTaHT YAAIAIOT;

© Kk ocanky nobasisior 150 MK pacTBopa 2, BCTPAXHBAIOT €0 Ha BOp-
TeKCE X LIEHTpHPYTUpYIOT B TedyeHne 30 ¢ mpH KOMHATHOH TeMneparype npu
12 000 06./MuH, cynepHaTaHT yAQISIOT;

® X ocaaxy noGasisior 700 M pacTBOpa 3, BCTPAXHBAIOT €r0 Ha BOp-
TEKCE U LIEHTpHOYTHPYIOT B TeueHHe 30 ¢ NPH KOMHATHOH TEMIIEpaType NpH
12 000 06./MpH, CYNEPHATAaHT YAAIAIOT; MPOBOLST NOBTOPHYIO NPOLEXYPY
OTMBIBKH;

® JIONONHUTENLHEIM UCHTPH(GYTHPOBAHMEM C MOCHCAYIOMHM YAAIEeHH-~
€M CynepHaTaHTa yOMpaiOT OCTaTkM pactBopa 3, MpoObl MOACYILHBAIOT B
TedeHHe 5 MUH npH Temmneparype 45 °C, ocTaBiss MPOGHPKK OTKPHITEIMH;

¢ 106aBNAI0T B KaKKYI0 IpoGHpKy 50 MK JEeMOHM3MPOBAHHOMH BOJBI,
TIEpEeMENINBAOT HA BOPTEKCE M MHKYOHMpPYIOT B TeYeHME 5 MUH IIPH TeMuepa-
Type 45 °C;

® npo6nl NEHTPUGYTHPYIOT NpH KOMHATHOM TEMNeparype B TE4EHHE
30 ¢ mpu 12 000 06./mMuH, BoAHYI0 (asy orGHpalOT B APYTyI0 HpOGHPKY H
HCTIONB3YIOT B KauecTBe nccnexyemoro obpasua JIHK mid mocTaHOBKH peak-
MK amruMdukauun 60 xpaHaT npH Temneparype —20 °C re Gonee JByx
Hezens.

3.17. Beugenenue JJHK 'MM 1 MI'MA u3 numeBsIX IPOAYKTOB NPO-
BOJAT ¢ Hcnonb3oBaHueM Kommuekra Ne 1B «HaGopa peareHTOB AJIA BEISB-
JIEHHA CENICKTHBHBIX MapKEPOB ICHETHYECKH MOAH(PUIMPOBAHHEIX MHKPOOp-
raHu3MoBy. IIpH MOBEHIIIEHHOM COREP)KAHHMH JKUPOB NPOBOIMTYCH JOIOJIHHA-
TENbHAA JKCTPAKIHA CyCIHeH3Mel HENOo/BIPHBIX pacTBOpUTENeH ¢ BOJNOH Mis
nepeBoza copepxameiics B numesoM npoaykre JHK B Boanyio ¢asy, B ko-
TOpOii ¥ IPOU3BOAMTCA AabHEHIIAst OUMCTKA.

Kommnexr Ne 15 ans seigenenus JTHK u3 mineBbIX TPOAYKTOB BKIHOYAET:

e pactBop | (;usupyrommii 6ydep, pH 8,0) — 1 dur. (15 mn);

© pactBop 2 (cMech (eHona ¢ xopogopmom, 1 : 1) — 1 . (20 mi);

 pactsop 3 (xsropodopm) — 1 ¢ur. (20 mi);

e pactsop 4 (auerar amMoHua SM) — 1 ¢ (5,0 ma);

® pacTBOp S (CIHPT 3THIOBHIH 96 %) — 4 du1. (o 20 Mu);

® pacTBop 6 (ciupT STHIOBKIHA 75 %) — 1 du. (12 ma);

* pacteop 7 (TE-6ydep, pH 8,0) — 1 ¢x. (6,0 mn);

e nporeunasy K — 1 npoGupky (3,0 mr).
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3.18. Beigenenue JJHK xoMmutekroM Ne 1B BrmOYaeT CleAyIONIHE 3TAllbL:

e pacTBOp 1 mporpeBaloT nmpy Temneparype 25 °C [0 MOJHOIo pacTBo-
PeHMs 0CajiKa, HEMOCPEACTBEHHO NEpeX NPHMEHEHHeM K pacTsopy 1 moGas-
ssroT niporernasy K ao kosueRTpauu 200 Mxr/ma (0,001 r ua 5,0 mi);

® B [ONHIPOMWICHOBYI0 NpPOOHPKY BMECTHMOCTBIO 1,5 MJI BHOCAT
100 Mx3 roMoreHu3upoBaHHOro o6pasna, aobasmaior 100 Mk pactsopa 1,
NepeMEnIMBaloT Ha BUXPEBOM CMECHTENE B Tederne 3—5 ¢;

© npoGHpKH HEKYOHPYIOT IpH TeMueparype 55 °C B Tedenne 40 Mun;

o jobasisior 200 M (paBHBIA 00BEM) pacTBOpa 2, HEPEMEHIMBAIOT Ha
BHUXPEBOM cMecHTeNe B TedcHue 10 ¢ M HeHTpuYIHpYIOT IPH KOMHATHOH
Temneparype (18—25°C) B Teuenue 5 mMuH npm 10 000—12 000 06./MuH
(10 000—13 000 g);

® OTOHpAIOT BEPXHIO (BOAHYIO) ¢asy H BHOCAT €€ B MOJMIIPOMHICHO-
BYIO NpoOHpKy BMECTHMOCTBIO 1,5 MiI, B 3Ty NMpoOHpKy moGasagior 200 Mx1
(paBHbiit 06BeM) pacTBOpa 3;

® [IEPEMENIMBAIOT HA BUXPEBOM CMECHTENE B TedeHME 3—5 ¢ H NEHTpH-
GbyTupyIOT IIpxt KOMHaTHO# TeMniepatype 2 MuH mpu 10 000—12 000 06./mMus
(10 000—13 000 g);

o ot6uparoT BogHylo ¢asy (200 MKI) H BHOCAT €€ B MOJMNIPONIIEHO-
BYIO MPOOHPKy BMECTHMOCTBIO 1,5 MiI, B 9Ty Ipobupky noGasmsot 40 Miur
pactBopa 4 u 720 Mxx (3 o6pema) pacTBOpa 5; NepeMEIHBAIOT HA BHXPEBOM
CcMecHTeNe B TedeHne 3—5 c;

© HHKYOUPYIOT NIpH KOMHATHO# TeMnepatype B TeucHue 40 MuH;

© neHTpUdYrupyloT npu KoMHaTHO# TeMneparype (18—25 °C) B Teue-
nue 15 muH mpu 12 000 06./MuH (13 000 g); cynepHaTaHT yAaNsioT;

B ipobupky BHocat 100 mxu pactBopa 6;

© HEHTPHQYTHPYIOT B Te4eHHe | MUH NPH KOMHATHO#H TeMIieparype npH
12 000 06./mMuH (13 000 g); cynepHaTanT yAaNdlOT; OCAXOK CYIUAT HA BO3LY-
xe B Teyerue 10 MuH;

® pacTBOpPAIOT ocaZoK B S0 Mkn pacTBopa 7; IONy4YeHHblE 0Gpasubl
JHK ucnone3yior 1 qanpHekHero aHanusa.

3.19. TIposenenne TP ocymecTBumoT ¢ ucnons3oBaHueM Komruiekra
Ne 2 pearenros s ammdukanym JIHK «HaGopa peareHTOB 1714 BRIABJICHHA
CEJIEKTHBHBIX MapKePOB N'EHETHYECKH MOIAM(DHLIMPOBAHHEIX MUKPOOPTaHH3MOBY.

Kommuext Ne 2 pearenror s amminduxauun JJHK Brmouaer:

o ITI[P-cmece 1 (peakumonHsli Oydep, cMech ONMTOHYKICOTHAHBIX
npaiMepoB M Ke30KCHHyKIICO3HATprudocharos) ~ 8 mpobupok o 1 300 M,

o [TI{P-cmecy 2 (TepmocTabmibnan [THK-monmmepasa) — 4 npoGupku
(200 mxar);

® MaclIo MEHEpanbHOE — 8 mpobupok no 1 300 mxr;
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® NoNoXUTENbHbIe KOHTpoabHEe obpasunl JIHK (mwrasmuasas JHK c
KJIOHHPOBAHHBIM CHEUM(PUYECKMM (ParMEHTOM COOTBETCTBYIOLIMX MapKep-
HBIX I€HOB) — 4 mpo6upxu no 30 Mxu;

® OTpHUATENbHbIE KOHTpONbHEIE 06pasusl (rwiasmuaHas [THK pET-9) —
4 npo6upxu no 30 M1

3.20. Iposenenne ITLP c ucnons3osannem Kommiexra Ne 2 Brimoyaer
CIEIYIOIIHE ITANEL:

e mepel HayanoM paboTH BEIHUMAIOT M3 MOPO3WIBHOM KaMephl KOM-
IUIEKT peareHTOB juia amruinduxanun (kpome ITP-cmecu 2), pasMopaxuBa-
10T COIEPXNMOe MPpoOHPOK MPH KOMHATHOM TeMIepaType, TINAaTeahHO nepe-
MEIIHBAIOT HA BHXPEBOM cMecHTene B TedeHue 10 ¢ u momenialor Bce mpo-
GHPKH B XONOAMIBHAK;

® aMINMpUKaHOHHEIE MPOOUPKH BMecTHMOCTBIO 0,2 (um 0,5) Mt Map-
KHPYIOT B COOTBETCTBMM C MapKMPOBKOH aHaIM3HpyeMBIX obpasmnoB, Impo-
OupKM IJIs NOJIOKMTENBHOr0 KOHTPOAEHOro obpasua JJHK MapkupyloT Kak
TIK, ana otpunarenssoro — OK;

® paGounif pacTBOp I IPOBEAEHHA PEaKIUH aMIDTEGHUKAIHH rOTOBAT
B KOJIHYECTBE, AOCTATOYHOM IR aHamu3a Bcex npob (npu aHamuse N obpas-
1oB paounii pacTBOP FOTOBUTCA B KOJMYECTBE, HEOOXOAMMOM Ui aHAIM3a
N+1 ofpasuos); [ 31010 B NpoGHPKY BMECTHMOCTHIO 1,5 M BHOCAT H3
pacdeTta Ha oaHy npoby no 25 mxu ITLIP-cmecH 1 u no 2,0 mxan ITHP-cmecH 2;
TILATENHHO NIEPEMEIIHBAIOT;

® B KaXAYI0 NpoGHPKY ¢ aHaIM3UpyeMBIMH 00pasnaMu ¥ B NMPOOGHPKH
ITK 1 OK BHOCAT 110 27 MK pabodero pacTsopa;

® B KXyI0 IMpobupky AobasisioT no 1 xamie (wmm 20 MXI) MHHEpPAITE-
HOTO Macna;

®B KaX/Iyi0 MPOOHPKY C aHAIM3UPYCMbIMH O0paslaMH BHOCAT IOJ
Macio no 3,0 Mxa uccneayeMoi JIHK (HMCHONB3ylOT HAaKOHEYHHKH C adpo-
3075HBIM 6aphEpOM) H 3aKpBIBAIOT HX;

© B npo6upky, MapkuposanHyio OK, BHocaT nox macno 3,0 Mk oTpu-
LATeNEHOTO KOHTPOIBLHOTO 00pasiia M 3aKphiBaloT ec;

¢ B po6HpKy, MapkupoBanuyo I1K, BHocaT nox Macno 3,0 M noso-
JKHTEBHOTO KOHTPONbHOro o6pasna JIHK u 3axpriBaior ee;

® COZEPX)HUMOE MPOGHPOK OCTOPOXKHO NIEPEMEIHBAIOT THIIETHPOBAHHEM
H UEeHTpuYIHpYIOT TpH KOMHATHOH TeMmIiepaType B TEYEeHHE 5c mpu
10 000 06./MuH (11 000 g);

® Bce IpOOHpKH yCTaHAaBIMBAIOT B GNOK aMruiMHKaTopa M NPOBOAAT
aMmmbHKALMIO C y4eTOM 06beMa pPeakIMOHHOH cMecH, paBHOro 30 MK,
nporpamMma aMiiHGHKaLKH peAcTaBieHa B Tabu. 2.
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Tabnuua 2
Ne T BpeMs KonuuectBo
wn emneparypa pe TIOBTOPOB
1 37°C 10 Mun 1 pas
2 95 °C 10 Mun 1 pa3
94 °C 30¢
3 60 °C 30¢ 30 pas
72°C 30¢
4 72°C S MHH 1 pa3
5 10 °C XpaneHnue

3.21. Pesymsratnn ITIP perMcTpHpyloT MerooM 3iieKTpodopesa B
1,2 %-M arapo3HOM relie, MPUIOTOBIICHHOM Ha 1-KpaTHOM TPHC-alETaTHOM
(TAE) 6ydepe ¢ ncnonssopannem Kommuekra Ne 3 «Ha6opa pearentos mjis
BBISBJICHUA CEJICKTHBRBIX MapKepPOB N'eHETHIECKH MOTH(UIIMPOBAHHBIX MHK-~
POOPraHU3MOB»,

3.22. Jerexuus pesyawtaroB ITL[P MeromoM anexTpodopesa BKIIOYAET
CHEAYIONHUE ITaMbL

o npurorosiaenne TAE Gydepa: 20 M 50-KkpaTHOro KOHIEHTPHpPOBaH-
Horo TAE 6ydepa BHOCAT B MEpHYIO KonGy BMecTHMOCTsIO 1 000 M, foBO-
JAT JO METKH JUCTIIIMPOBAHHOH BOXOH H TIIATENHLHO NEPEeMCIIHBAIOT;

o npuroToBNeHHMe 1,2 %-r0 arapo3Horo rem: 0,6 r arapo3sl pacTBOPAIOT B
50 mx 1 x TAE Gydepa HarpeBaHueM B KHIILEH BOAAHOH GaHE O MOJHOTO U
PaBHOMEPHOTO PacTBOPEHHA, MOMYYCHHEIH PacTBOp OXJIAXKIAIOT 0 TEMNEPaTy-
pst 60 °C, nobasmsrot 6 M1 1 %-ro pacTeopa GpOMHCTOrO STHIMA Y MEpeMEIIH-
BalOT (MpuMedaHue: GPOMHCTHIN STHAMHA ABNAETCH CWIHHHIM MYTareHOM, Io-
3TOMY BCE MAHMNYJIALMM C HHM H C arapo3HBIM relieM BRIIONHAIOT B IIEPIATKAX );

® IpoBeJEHAE 3NEKTPOdope3a: NOMyYEHHEIH PacTBOp arapo3hl 3aJHBa-
0T B KIOBETY JUIA T€/A COIVIACHO MHCTPYKUHH K NPHOOPY JUIA TOPH3OHTIIL-
Horo anekTpodopesa;

® JUIA CO3JaHHA CTAPTOBEIX JYHOK B KIOBETY NOMELIAIOT IpeGeHKy C
3y6namMu, NOJMMEPH3ALMA arapo3sl MPOHCXOAMT NPU TEMIIEPAType HIDKE
42 °C B Teuenue 10—20 mun;

® 10C/I€ 3aCTHIBAHMS arapo3bl OCTOPOXKHO BBIHHMAIOT I'PeGEHKy 1 mepe-
HOCAT reib B KaMepy AU NPOBEAECHHA MeKTpodopesa, B KaMepy 3anUBalOT
1 x TAE 6ydep Tax, 4ToOR! TOJMIIHHA CIOA KUAKOCTH HAX IEJIEM COCTAaBiIsIa
TpHOIM3HTENBHO 5 MM;

® BHOCAT B JIyHKH araposHoro reias no 12,5 Mxn aMmnuHIupoBaHHEIX
06pasiioB, NOAKIIOYAIOT K KAMEPE MCTOYHHK MOCTOSHHOTO TOKA M MPOBOAAT
anextpodopes npu HanpspkeHHH 120 B B TeyeHHe npuMepHO 20 MuH, MOMe-
1as CTapTOBhIE JIYHKHU GJIHKe K KaToxy;
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® BEIHUMAIOT Iefib B3 KaMephl, IEPEHOCAT €ro Ha CTEKJIO TPAHCHIUTIOMH-
HATOpa, BK/IOYAIOT TPAHCH/UIIOMHHATOP M NPOCMATPHBAOT TeNb C Mocie-
HOytoule# Buneo- Wik Qoronerekuneii pesyasrator. POTOOTNEYATKH HIIH OT-
THCKH, BBHINIOJHEHHEIC HA JJA3€pHOM NPHHTEpE ¢ pa3pelieHueM He MeHee 600
TOYEK Ha JIOHM, IPUKIANLIBAIOT K IPOTOKONY NMPOBEACHUS HCIEITAHNI.

3.23. Unrepnpetamno pesynstatos ITHP nposoasT caemyroinm o6pasom:

® B IIONOXHTEILHOM KOHTposEHOM obpasue JHK ao/DKHA BEIABIATHCA
MOJIOCA KPaCHO-OPAHIKEBOTO IBETA, COOTBETCTBYIOUIAA IO pasMepy CHeuH-
¢uyeckum PpparMeHTaM CeNCKTHBHBIX MapKepos I MM;

® B OTPHIATENHHOM KOHTPOILHOM 00pasne nonoca KpacHo-OpaHKeBoro
L{BETA JODKHA OTCYTCTBOBATE;

® HAMHYHE B aHAMM3HPYEMOM MaTepHaie MOJNOCH KpacHO-OPAaHXEBOro
LBETA, pacnonaratomeiics CTporo Ha ypoBHe MOJOCH NONOXUTEILHOTO KOH-
TponsHoro obpasua JIHK, CBHAETENBCTBYET O HANHYMM B HCCHEIyeMOM 06-
pa3ue COOTBETCTBYIOIIEIO CeJleKTHBHOro MapkepHoro rena I'MM. Ilpu ot-
CYTCTBMH TaKOH NOJOCH Pe3yNbTaT CUHTAIOT OTPHHATEIEHBIM;

® HAIHYHE MOJIOCH! KPaCHO-OPAHXKEBOTO IBETA B OTPHIATENILHOM KOH-
TponkHOM obpasue, pacnonararonieiics Ha ypoBHE MONOCH NOJOKUTEILHOIO
xoHTpoabHoro o6pasia JHK, cunTaloT pe3yisTaToM KOBTaMHHAIMA.

4. MosiekyJsipHO-T¢HETHUECKHH aHAIH3 MHIEeBOH NPOAYKIHH,
noJyYeHHOM ¢ MCIONbL30BAHWEM IeHHO-HHKeHEPHO-
MOAU(PHIHPOBAHHALIX MHKPOOPraHH3MOB H MHKPOOPrasH3MoOB,
HMEIOLIHX FeHHO-HHXKEeHEPHO-MOAH(PUIHPOBAHHELIE AHAJIOrH
METOAOM NoJIMMepa3HoH nenHol peaxuun (IIP)

B PeaIbHOM BpeMeHH

4.1. Ina poissnenns MM 1 MI'MA B mHmeBbIX NpOAyKTaxX METOAOM
ITIP B peanbHOM BPEMEHH HCHONB3YIOT CHEAYIOIHE MaTepuansl, 06opyno-
BaHHE, PCAKTUBHI:

1) ammumdukaTop ¢ ONTHYECKO# npucTaBkoii THa Rotor Gene —~ 3000,
ABI Prism 7000, iCycler IQ wm oTeyecTBeHHEIE aHAIIOTH;

2) KOMIBIOTEp, COBMECTHMEIH ¢ NPOrPaMMHBEIM O0ECIie4eHHEM aMILIH-
$HHMKATOPOB ¢ ONTUECKOH NMPUCTABKOM;

3) orrruueckue 96-TyHOUHEIe IUIaHETH THITa MicroAmp;

4) onTHYECKHe KPHILKHM THNa MicroAmp;

5) ONITHYECKM — NPO3PAYHEIE AATe3UBHBIEC IUIEHKH;

6) TepMocTaTr, MOXNEpKUBAOLIMI Temnepatypy 45 °C, ms npo6Hpok
obveMoM 1,5 mi;

7) uenrprdyra co CKOPOCTEIO BpalleHHs poTopa n0 12 000 o6./Muu mns
npo6Hpok BMeCTHMOCTHIO 1,5 1 0,5 M1 THDA «3nmeBAopdh»;

8) BcTpsaxuBaTenh BHOPAIMOHHEIA THITA KBOPTEKCY» CO CKOPOCTHIO Bpa-
meHus 1o 3 000 06./mun;
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9) ouxy / Macka 3aIMTHbIE;
10) X0nOANNBHUK OEITOBO# INEKTPUUCCKHI;
11) MoposwibHast Kamepa, obecrie Baoast Temieparypy (—20) °C wm Hike;
12) romorenusarop Thna «SilentCrushen) wiH ApyTHX MOJENIEH;
13) crynka ¢papdopoBast ¢ HECTHKOM;
14) nUHLET MeULIHHCKAI;
15) HOXXHULIEI MEAHIMHCKHE;
16) ckansnea, MeAUIMHCKHIA;
17) Becsl 1aGoparopHEle 001Iero Ha3HauYeHns 2-To KJIacca TOYHOCTH;
18) mucTHisATOD;
19) aHanM3aTOp NOTCHIHOMETPHYECKHIA;
20) oby4aTenp GaKTEpHIHAHBIN HACTCHHBIN;
21) mosaTophl ¢ nmepeMeHRbIM OOBEMOM ao3upoBanms: 0,2—2,0 MM ¢

marom 0,01 mm3?, 0,5—10,0 mm? ¢ marom 0,01 mm3, 2,0—20,0 MmM* ¢ miarom
0,01 mm?, 20,0—200,0 MM* ¢ marom 0,1 mm3, 100,0—1 000 MM® ¢ 1marom
1 mm3, 2,0—10,0 cm® ¢ warom 0,1 cM3;

22) npoGHpKH THNA «3MmeHAopd» BMECTHMOCTHIO 1,5 M,

23) npo6upku THOA «3nnenaopd» wis ITEHP sBMecTamocTsio 0,5 MIT;

24) HaKOHEYHUKH NonuMepHEie obbeMom 1—200 Mx;

25) HaKOHeYHUKH noauMepHre 06bseMoM 200—1 000 MK,

26) nep4aTKH pe3HHOBBIC;

27) xonGHl INIOCKOXOHHBIE KOHHYECKHE Pa3HOH BMECTHMOCTH;

28) uMAMBAPHI CTEKIAHHBIE MEPHBIE 1abopaTOpHBEIC BMECTHMOCTBIO 25,

100, 1 000 cm?;

29) BOPOHKH CTEKJIAHHLIC;
30) wrraTuBs! WA MpoOHpok odveMoM 1,5 u 0,5 mur;
31) xoMiutekT Ne 2 (MOAMHUMPOBAHHEI) peareHTOB I amiuMduka-

un JIHK «Ha6opa nns seuenenus JIHK 13 pepMeHTHEIX npenapaToB, cTap-
TEPHBIX M 3aKBaCOYHBIX KyabTyp, BAJl K nuiie» ;
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32) peakTHBBI:

o tputon X-100,

® ryaHHJ¥HA THAPOXJIOPHA,

¢ D/ITA (3THICHAHaMHHTETPAayKCYCHasA KHCIIOTA),
® fofenWICybhaT HATpHA,

® CyCNieH3HA JABYOKHCH KPEMHHA,

© (peHON BONOHACHIIICHHEIH,

© xJI0po)OpM BOZKOHACKHINEHHEIH,

® CIMPT STHIOBBIY peKTHOUKOBAHHEIH,
e alieTaT aMMOHUA,

© nporenHasa K,

© MarHys XJopua,

® KaJIus XJIOPHL,
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© BOJIHEIH pacTBOP Ae3oKcHHyKIeTuarpudocdaros (0,1 M),

® Kpe30/10BbI# KpaCHEIif,

* Tepmocrabunshas JJHK-nonumepana,

® Macjio Ba3e/HHOBOE,

® TPHUC-aLETaT,

® jieaAHas YKCYCHas KMCTOTa,

 arapo3a Juid JNeKTpodopesa,

® OpOMUCTRIH ITHAMIA,

¢ BOJa ACHOHH30BaHHAs.

4.2. JlomyckaloTcs K HCTOJB30BaHHIO 00OPYAOBaHHME, HHCTPYMEHTHI H
MaTepHaibl aHAJIOTHYHOTO HA3HAYEHHS JPYTHX THIIOB, paspelieHHbIE K MPH-
MEHEHHIO B YCTAHOBJICHHOM TOPANKE M C XapaKTEPHCTHKaMH, 06ecneunBao-
LIMMH MPOBEACHAE HCCIEAOBAHMH B COOTBETCTBUM C IaHHBIM JOKYMEHTOM.

4.3. Beigenenne JTHK 'MM 1 MI'MA 43 3aKBacOYHBIX M CTAapTEPHBIX
KyneTyp, BAJl, GepMEHTHBIX NpenapaToB ¥ MHLUEBLIX MPOAYKTOB OCYLIECTB-
JISTIOT B COOTBETCTBHH C ILI. 3.13—3.18 HacTOALIMX METOAMYECKHX YKa3aHMii.

4.4 I11IP B peanbHOM BPEMEHH OCYILECTBJISIOT C HCIONB30BAHMEM MO-
andunmuposanHoro Komruiekta Ne2 pearentoB mns amminduxammu JJHK
«Habopa pearcHTOB JUIA BBIABJICHHA CENEKTHBHBIX MapKEpOB IEHETHYECKH
MOJM(HIHPOBAHHEIX MHKPOOPraHH3MOBY». Moaudukamus IpexycMaTpHBaeT
HCTIONB30BaHHE B PEAKIMOHHON CMECH He TOJNBLKO NpaiiMepoB, HO U dyopec-
LIEHTHO-MEYEHBIX 30H/OB, a TAKKE Heroab3oBaHKe KouTponbuoil JIHK MM ¢
H3BECTHOH KOHUEHTpamue B HECKONBKHX JECATHKPATHBIX Pa3BeCHMUAX.

4.5. DyopecleHTHO-MEYEHEIE 30HABI NPECTABIAIOT CO0OM ONHUIOHyK-
JCOTHABI, KOMIUIEMEHTapHblE aMmINQUUUPYEMOH HOCIEAOBATEILHOCTH-
MHLUEHH, coJiepxalline Ha 5'-KoHle ¢ayopodop — noHOp ¢ayopecLeHTHOro
M3Ty4eHHA, a Ha 3'- KOHIIE — ero akuenTop (racHTens).

Hapacranue ¢uryopecueHTHOro cBedeHus HabmoaaoT nocie pusnyecko-
ro pasobenns ¢iyopodopa u racurens; pazobmeHue ¢payopodopa 1 racure-
JI1 IPOHCXOANT Npy rubpuaK3aumu ¢ amidpuupyemsM $parmenrom JTHK
3a CYeT 5'-3K30HYKIICa3HOH aKTHBHOCTH Tag-mosmmepaskl, paspylialoiiei 30HA
nocne ero rubpuansanmy ¢ amMduuEpyemMoi nocnenosareasHocTbIO. Poct
PErHCTPHPYEMOTO (PIyOpECLICHTHOrO CBEYEHHs POHCXOIUT NMPONOPLHOHATIL-
HO HapacTaHHIO HHCJIAa aMIUIMKOHOB. 3TO HO3BOJSET PErHCTPUPOBATH HAKOMN-
JIEHHE MPOAYKTOB aMILTH(GHKALMH B pealbHOM BPEMEHH, a CpaBHEHHE KHHETH-
k# Quryopecuenumn JIHK-crannapTos u HccnemyeMoro obpasua — onpeessTsh
OTHOCHTENEHYI0 KoHneHTpauuio JIHK B obpasue.

4.6. 30HAN CHHTE3UPYIOT Ha AaBTOMATHYECKOM OJINTOHYKJIEOTHIAHOM
cuHTe3arope THna ASM102U docoutaMuaaeIM MeToaoM B pexxume DMT-
on, ucnons3ys GochopamMunuTel ¥ NonuMepHeIH Hocurens Thna Glen
Reseach. Jina BBeneHns Ha 3'-KOHell 30HAa METKH IHMeTHIaMHHOMeHHTa30-
6en3oitnolt kucnotei (DABCYL) B kauectBe racutens (iayopecleHUMH Hc-
none3yot (asy 3'-Dabeyl CPG (tuna Glen Reseach) B cranaapTHOM pexxume
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cuHTe3a. BeeneHMe Ha 5'-koHen 3oHAa duryopodopa — goHOpa (iryopecres-
LMK — OCYHIECTBJISIOT aBTOMATHYECKMM CHHTE30M, IPH HCIIONB30BaHHH 6-
kapb6okcuduyopecuens-amuauta (FAM-docdopamunnrt). Ilepeuynyro oun-
CTKY 30HIOB OCYLIECTBISIOT Ha KonoHKax Tuna Poly-Pac, ¢ nmocnemyromeit
JIONIONIHUTENEHOK OYHCTKOM B MONHAKPHIIAMH/IHOM rejie.

47. Jna TP B peasbHOM BpeMeHH MCHONB3YIOT ¢epMmeHTsl Tag-
nomamepassl TermoStar i Taq-nonuMepassr HotRescue, HHaKTHBHPOBaH-
Hble aHTMTENaM#, WM nonuMepassi AmpliTaq Gold, o6nanaronme Bbipa-
JKEHHO# 5'-3K30HYKJIea3HOH aKTHBHOCTBIO.

4.8. s nposenehus I[P B pealsHOM BpeMEHH HCNONB3YIOT CHCTEMY,
COCTOALLYIO H3 TEPMOLIMKIIepa (aMIUH(pHKaTOpa) B (IIyopecHEeHTHOrO JAETEK-
Topa npoxyxtos ITL{P B peanbHOM BpeMEHH.

4.9. Konnenrpanuio JJHK 'MM B ofpasie onpeaensior myTeM cpaBHe-
HMs KHHETHKH QuyopecueHunu JIHK-cranpapToB B AHanaszoHe pa3BeAcHUi
KOHTpOILHEIX npenaparo (10-kpatxeix paseenennii kontponpHol JHK u3-
BECTHOI KOHLIEHTPaIMH) K HCCleAyeMoro oopasua.

4.10. AMITHQHUKALMIO TPOBOAAT MO ABYXCTYNCHYATOH MNporpaMMe,
obpeauHAIOmed CTalMK OTXKMIA W JMOHTALMA B ONMH 3Tall; KOHEYHas KOH-
LIEHTpALMA 30HJOB B PEaKIIMOHHOH cMecH — o 200 HM.

Peakuuio npoBOAAT B peakiMOHHON cMecH obGbemMoMm 50 MK, BKIIO-
varoiel B ce6a: NeCATHKPATHBIA peakuMoHHblH Oydep, axanTHpoBaHHbIH K
HCMONB3YEMOMY THITY HosHMepasn; 250 MM kaxaoro u3 4 ne3okcupu6o-
Hykieotnarpudocdaros; 300 HM kaxmoro n3 mpatiMepos; 200 HM duryo-
PECUEHTHO-MeYEHOro 30HAa; 5 €. Tag-nonumepassl

AMIUTHGHKALHIO TPOBOJAT MO NIporpaMMe:

1) 1 mux - 10 mun — 95 °C;

2) 50 umxior: 20 ¢ — 95 °C, 1 mun — 65 °C.

4.11. Insx nocraHoBkx I[P B peansHOM BPEMEHH B HCIIONB3YEMOM
npubope N aMITHGHKALHK CO3RAI0T CHEUNaIbHbIH NPOTOKON B COOTBETCT-
BHU C HHCTPYKIMAMH I10 M0JIb30BaHUIO; NOCTIE 3aBEPIICHHA CO3/1aHHs MPOTO-
KONa MPOBEPAIOT HAIHYME B CIMCKE PEKMMa KOMIEHCauuy 6a30BOH JTHHAH
TP u oTMeuaroT HCHonb3yeMble QuryopecneHTHbie Kpacutead. KoHTpons-
Hyio JJHK Hcnons3yioT B H3BECTHBIX pa3BeJECHHAX ONPENENCHHOM KOHLICH-
TpaluH (CTaHAapTax); KOJIHYECTBO MIOBTOPOB CTAHAAPTOB ONPEACIAIOT B CO-
OTBETCTBHH C DYKOBOACTBOM I10 3KCILIyaTalHu npubopa.

4.12. lerexumio pesynstatos I[P B peansHOM BpPEMEHH NpPOM3BOAAT
ABTOMATHYECKH B PAMKax CO3JAHHOrO NpPOTOKONa B rpaduyeckoM U mudpo-
BOM BHJC. ABTOMaTHYCCKUi aHAIN3 NaHHBIX MPOMCXOANT CICAYIOUHM 00pa-
30M: nociacARHe 95 % NaHHBIX, COGPaHHBIX Ha KOXAOM Liare, QWILTPYIOTC
CPEIHEB3BEILEHHBIM METONOM. J[/i 9KCIEPUMEHTOB MO aMIUTMQHKALHNH Bbl-
GHpaloT UMK 6a30BOM JIMHUK I KaXNoH kpuBo# (00pasisl) MHIMBHIY-
anbHO € y4YeToM OOINero ONTHMAJIBPHOTO 3HayeHHna mopora. Ilo 3HaveHHAM
CTAHAAPTOB BHIYHCIIAIOT CTAHAAPTHYIO KPHBYIO, HA OCHOBE KOTOPO#i onpese-
nsiior koHueHTpauuu JTHK TMM B nccnemyemsix npobax.
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Mpunoxexue 3
(cnpaBsounoe)

Opranusanus paGouux mect

1. Hccnegopanus no uacHtHduxaumu 'MM n MITMA moryTt npoBo-
nuthea Ha Gase naGoparopui, mpoBoasAmMX HccnemoBanua MetogaoMm [P ¢
NaTOTeHHHIMH GHOOrHYECKUMH areHTaMH. B Takom ciydyae AOMKHO OBITH
TIPEXYCMOTPEHO JIHIG pasrpaHHYCHHE MPOBEACHHA HCCICAOBAHMIA BO BpeMe-
BH. Ilpu opranusaumM MccrienoBanui mo uaeHTHgukaumu I'MM rHeobxoau-
MO MpeayCMOTpPETh HANHUNEe BCIIOMOraTeNbHEIX TIOMEIIEHHMI (KOMHATH BeJie-
HHA Y4eTHOH JHOKYMEHTAUMH; PpasfeBajKH MIA COTPYAHHKOB; KOMHAThl
npHeMa NHIIY; TyaleTa; MOACOOHBIX IIOoMEeLeHHuit), KOTOpBIe MOTYT OBITh 06-
LHMH ¢ APYTUMH NOAPA3ACNCHHAMM YUPeXKACHHA.

2. inst cOTPYAHHMKOB JIaGOpaTOPHH RO/DKHA OBITH NPEXYCMOTPEHA CHent-
OJIeXK/a: MCAMIUWHCKMIE XanaT, Mano4ka, NepuaTku ¥ CMeHHas o0yBb.

3. Mpobupkn ¢ npogykramu P ¥ Hcnons30BaHHEIE HAKOHEYHHKU K
MHKPOJI03aTOpaM NOJABEPraloTcA MNEPBHYHON 006paboTke pacTBOpamH, BI3bI-
BarommmMy aerpanaumio JJHK.

4. Tlo oxonyaHnH pabot o6pabaThiBalOT paboune MOBEPXHOCTH PACTBO-
pamH, BhiskiBaroumMu ferpagaumio JIHK (nanpumep, 0,2 %-it pacreop JII-
2T wnn ananormyHbii emy). Ilepen Havanom paborsl paGouyr0 NOBEPXHOCTH
CTOJIOB IONOJIHHTEIbHO 00pabateiBaioT 70 %-M 3THNOBLIM cnupToM. Exxeme-
CAYHO MPOBOAAT NpoduIaKTHYECKYI0 06paGoTKy paboyeii MOBEPXHOCTH CTO-
J10B M wtaTHBoB 1 N consHo# KUCIOTOiH.

5. Bo Bcex noMmemieHusx 1a6opaTopuH €XEAHEBHO JOJDKHA NPOBOAUTE-
3 BiIaKHas yGopka. Jis KaXa0ro aTana npoBEAEHUA HCCIIEN0BaHAH NOIDKEH
6bITh BBLICNEH HMHAMBHIYaNbHBII MPOMAapKHPOBaHHLIA Habop yGopounoro
HHBCHTapd. YOOpOuHBIi MMBEHTaph HE IOINYCKaeTcd MCNOJb30BaTh MIA
y6opxu Apyrux noMeIeHuHH.
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