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TeXHHYEeCKOMY peryauposanuio u Merposiorud ot 23.01.2008 Ne 1-cr

Jlara sBenenns 2008-07-01

Pasgen 1. 3aMeHUTH cloBa: «<MMMYHOGMEPMEHTHBIN» Ha «pelleITOPHBIC».

Pa3znen 2 JOMONHUTD CCBITKOM:

«OCT 29169—91 (UCO 648—77) Ilocyna naGopaTropHasi CTeKJIsTHHas.
IMuneTkn ¢ OJTHON OTMETKOM».

IMoanyHkT 4.2.1 nocie coBa « TepMOCTaT» JOMOJHUTD CTOBAMHU: «MJIM GIOK
TEPMOCTATUPYEMBIX sIUEEK»,

TTyHKT 4.2 1oNOJIHUTG ToANyHKTaMu — 4.2.10, 4.2.11:

«4.2.10 TectoBblit HaGop «Copan Test®» — KOMIUIEKT, BKIIOYAIOLIMIA Tep-
METUYHO YKYTOPCHHbIE NPOOMPKH, coOpaHHbie B OJOKH, H coOIepXKallue
criopsl Bac. stearothermophilus var. calidolactis, moMeleHHbIe B arap ¢ muTa-
TEJbHBIMM BELIECTBAMH U WHIMKATOPOM OpPOMKPE3OJNYPINYPOM; MUIETKU
MepHBIe BMeCTUMOCTBIO 0.1 cM? 0AHOPA30BOTO MCIOIb30BAHUA W HBETOBYIO
wkany [3].

4.2.11 Hunetky BMecTuMocThio 0,1 cM? ana oT60pa 06pa3LOB MONOKA AT
uccnenopanus no TOCT 29169».

MonnyHkTel 4.4.2, 4.4.4 U3I0XKUTHL B HOBOM pelaKlu:

«4.4.2 OcTOpOXHO, He TIOBpeXIas yMaKOBKH, OTPE3aloT OT 0J0Ka HeoO-
XOAKMMOE YHUCIO aMIyJl WIM mpobupok (C yyeTOM KOHTPOJBHOW MpoObI) U
mapkupyloT. OcTaBlUMecs aMITyJIbl UM TTPOOUPKH XPaHSIT B XOJOAWJIBbHUKE
npu temneparype (6 + 2) °C.

4.4.4 TloaroroBka K aHIM3y aMITyJl WK npobupox — no 4.2.9 win 4.2.10.

OcTOpOXHO, He ToBpexaast yakoBKH, OTPE3a0T OT 6sioka HeoOX0AuMOoe
YUCJIO aMIIy/ WM NpoOUPOK (C YIETOM KOHTPOJILHOHU NPOOLI) 1 MAapKUPYIOT.
OcraBlivecsd aMnyjipl MW IMIPOOMPKU XpPAaHSIT B XONOMMWIBHUKE MTPU TeMITepa-
Type (6 + 2) °Co».

(IIpodoaxcenue cm. ¢. 28)
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TIyHKT 4.5 M310XUTE B HOBOM penaxkivuu:

«4.5 TIposeneHHe aHamM3a

4.5.1 Iporeaenne anaamsa ¢ ucnoib3osandeM avmyn «Delvotest® SP»,
«Delvotest® SP-NT» niau «Delvotest® SP MINI-NT»

4.5.1.1 CoenVHUTEBHOI YACTBIO LWITIPULIA TIPOKAIBIBAIOT YKYITOPKY aMITy/l
no4.23wm4.2.9.

4.5.1.2 B xaxmylo OTKpBITYIO amIlyiy rno 4.2.3 IHHLUETOM IOMELLAOT I10
O/THOM TabneTke MUTaTeNbHOU cpeanl «Delvotest® SP», B3aTot M3 Kolmayka
OyThUTIO4YKHM 10 4.4.3. 3aTeM GYTHUIOYKY IJIOTHO 3aKPBIBAIOT KOJIMAYKOM M Xpa-
HAT npy Temneparype (20 = 2) °C.

4.5.1.3 llInpuuem-ao3atopoM otoupalor 0,1 cM? aHanM3MpyeMoro Mosnoka
1 BHOCSIT B KaXIyr0 amMItyy 1o 4.5.1.2 win 4.2.9. Jast Kaxaoi mpo6bl aHaTn3H-
PYEMOTO MOJIOKa HMCIIONB3YVIOT HOBBI HakoHedHMK. OcCTaBlIeecs MOJIOKO Co-
XpaHsIOT 10 KOHLIA aHaIN3a B XOJOAWILHUKE NpHu TeMreparype (6 = 2) °C.

4.5.1.4 AMITyJIbl TOMELIAIOT B TEPMOCTAT U BbLAEPXKMBAIOT IPH TEMIIEpaTy-
pe (64,0 + 0,5) °C B TeyeHne 3 y.

4.5.2 TpoBeneHue aHATH3a C UCTIONH30BAHHEM TeCTOBOro HaGopa «Copan
Test®»

4.5.2.1 OgHOpa30Boil MepHO# UIETKOI oT6MpaloT 0,1 cm? aHanu3upyeMo-
TO MOJIOKA ¥ BHOCAT B ITPOOUPKY ¢ NPUOTKPLITOM dosbroit no 4.2.10. Ocras-
HIeecst MOJIOKO COXPAHSIOT 10 KOHUA aHaJIU3a B XONOAWIBHMKE TIPH TeMIiepa-
Type (6 £ 2) °C.

4.5.2.2 TIpo6upKy ¢ aHATM3UPYEMBIM MOJIOKOM 3aKpbIBalOT (PONBroi u
MOMENIAIOT B 6JI0K TEPMOCTATUPYEMBIX 14€€K M BbLACPXHMBAIOT MPU TeMIlepa-
Type (64,5 £ 0,5) °C B TeyeHue 3 u.

4.5.2.3 KoHTpOMBHOE OTIpeaeieHue MPOBOAAT B COOTBETCTBUM ¢ 4.5.1, 4.5.2.
B amnyay uiu npobupky sBHocat 0,1 cm3 npeaBapuTebHO BOCCTAHOBIEHHOTO
no I'OCT 23454 npenapata CKUB».

TloamyHKT 4.6.1 M3TOXWUTH B HOBOM penakilnu:

«4.6.1 AMIIy/IBl WIX TPOOHUPKH M3BIEKAIOT U3 TepMOcTaTa WiH 610Ka Tep-
MOCTaTUPYEMBIX S4Y€€K W ONpeNeNsioT LBET COACPKHUMOro».

TMoanyskTht 4.6.2, 4.6.3 mocae cloBa «aMITy/I» IONOTHUTH CIOBAMH: «IU
NMpoOUPOK».

Iloanynkr 4.7.1 1 Tadmuiy 2 W3JI0XUTh B HOBOU pellaKLIHK:

«4.7.1 HaumeHbllUKe Npenesnsl onpenaeaeHus aHTUGHOTHKOB TIpeaCTaBIIe-
HHI B Tabmuie 2.

(Tlpodoaxcenue cm. c. 29)
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Ta6auua 2

HauMeHbwinit npeaen onpeneseHus,
HaumeHoBaHune En/r (MKr/r), ¢ UCHONb30BaHHUEM
aHTOHOTHKA
Copan Test® (CH-ATK) Delvotest® SP-NT,
Delvotest® SP MINI-N

DH-CrpentoMuuuH <1,0 —
AMOKCHULIWJUTUH 0,002 0,003
AMIULUMUITAH <0,002 0,003
BeH3uIMeHMLIMUTUH - 0,0025
['eHTaMMLIUH 0,1 0,400
JlancoH 0,002 —
JUruapocTpenToMULIMH — 2,500
JMKI0KCALUMLTHH 0,01 0,010
JIOKCMUMKINH 0,15 —
Kiokcaunmiinx 0,01 0,020
JleBOMHLETHH (XJIOpaM- - 7,500
enunkon)

JIMHKOMULIMH — 0,300
Hadunminy 0,005 0,010
Heomuuun 0,5 0,400
OKcauu/UInH 0,005 0,010
OKCHUTETPaLMKIMH 0,25 0,400
Menuunmuing 0,001 —
CHeKTMHOMMLMH >0,3 —
CnupaMHULIMH >0,2 -
CTpenTOMULMH <1,0 —
CynbdanuasuH 0,05 _
Cynb(halMMeTOKCUH 0,05 —
CyabhaaoKkCuH 0,1 _
CynbpameTasuH 0.1 _
CynbpameTokca3on <0.05 _
CynbpaHOMETO3MH <0,05 _

(IIpodosxcenue cm. c. 30)
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Okonyarue mad,1. 2

Haumenbluni npeaes OnpeacneHus,
HaunMmeHoBaHue En/r (Mkr/r), ¢ Mcrnonn3oBaHueM
aHTHBHOTHKA
Copan Test® (CH-ATK) Delvotest® SP-NT,
Delvotest® SP MINI-NT]
CynbdaTnoson 0,05 —
TeTtpauuxkaun 0,25 0,300
Tuamdennkon >0,1 —
Tuno3ux 0,05 0,100
TunMuko3uH 0,75 —
TprMeTponpuM 0,1 —
XnopaMdeHUKoa >5,0 —
XJOpTETPALUNKIUH 0.25 0.300
Lledpazonun 0,05 —
Hedanekcnu >0,045 0,060
Ledanonnym 0.025 0,015
LedanepasoH 0,025 0,060
Ledanupux 0,0025 0,005
Lledauetpun — 0,020
Ledkymnrom 0,03 —
Lledtnodyp 0,05 —
Ledypokcum 0,06 —
DPUTPOMHULNH >0,2 0,250

Cranaapt nocjie TaGauubl 2 OOMOJHUTH HAMMEHOBaHWEM pasaeia 5:
«5 Peuentopnbie METOXBI»,

Pasnen 5. 3ameHuTb HOMEpa NMYHKTOB M NMOANYHKTOB: S Ha 5.1; 5.1 Ha 5.1.1;
5.2HaS5.1.2;52.1Ha5.1.2.1;5.2.2Ha 5.1.2.2; 5.2.3Ha 5.1.2.3; 5.2.4 Ha 5.1.2.4; 5.3
Ha 5.1.3;53.1na5.1.3.1; 54 Ha5.1.4;54.1 Ha 5.1.4.1; 5.4.2 Ha 5.1.4.2; 5.5 Ha
5.1.5;55.1Ha5.1.5.1; 55.2a5.1.5.2; 5.5.3Ha 5.1.5.3; 5.5.4 Ha 5.1.5.4; 5.5.5 Ha
5.1.5.5;5.5.6 Ha 5.1.5.6; 5.6 Ha 5.1.6: 5.6.1 Ha 5.1.6.1; 5.6.2 Ha 5.1.6.2; 5.6.3 Ha
5.1.6.3.

[MyHkT 5.1 3amMeHuUTH coBo: «MeToa» Ha «PeLenTopHbIit MeTOd».

ToanyHkr 5.1.1. 3aMeHUTD C/lOBA: «AMMOOMIM30BAaHHBIMU CrieLLMPUYECKH-
MM aHTUTEAAMHU» Ha «CHeUUMPUIECKUMU 6ENIKOBLIMHU peucnropaMu».

(Ipodoaxcenue cm. c. 31)
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Monmynkr 5.1.4.2. 3ameHnTsb CiioBa: «B PoOUpPKe 1o 5.2.4» Ha «B NPodupKe
no 3.1.2.4».

TMoanyHkT 5.1.5.1. 3aMeHUTD CllOBaA: «MHUMETKY MO 5.2.4» Ha «ITUMETKY MO
5.1.2.4».

Pasnen 5 JOTIOAHUTH MYHKTOM — 5.2:

«5.2 PeuentopHblii METOI C KO/LIOHIHBM 30J10TOM

5.2.1 CymHocTbh MeTOaa

5.2.1.1 MeToa OCHOBaH Ha MPOBENEHMH peaKLUNU KOMIUIEKCOOOpa30BaHUs
aHTUOMOTUKOB OeTa-JIaKTaMHOTO THITA CO CeMPUUECKUMU OEJIKOBbIMU pe-
LENTOPAMU, MEUYEHHBIMU KOJUTOMOHBIM 30JI0TOM, Y TOCJICIYIOUIEM BU3yalb-
HOM BBISIBJIEHUU OCTaBIIUXCA CBOOOAHBIMM MEUEHBIX PEUENITOPOB MyTEM XpPO-
Marorpaduu Ha MoJockax xpoMatorpaduueckoit GyMaru, cogepxanux B BUIe
COOTBETCTBYIOIUMX JTMHUI PEaKIIMOHHYIO MU KOHTPOJBHYIO 30HBI.

5.2.2 Anmapartypa, MaTepHaJbl H PEAKTHBBI

5.2.2.1 TepMocTaT WIH GJIOK TEPMOCTATUPYEMbIX sueeK, MO3BOISIOLLMA
nojjepXuBars Temiieparypy (47,5 = 0,5) °C.

5.2.2.2 XononunbHuK 6niToBOM no 'OCT 16317.

5.2.2.3 Yacsl MeXaHMYECKHC C CUTHATBHBIM ycTpoiictBom o TOCT 3145.

5.2.2.4 Tecr-Habop «Beta Star®» [4], Bkmouarolumit GJakoHbl CO Crieliu-
(bnyeckMMU pellenTOpaMu, MEUYeHHBIMH KOJUTOMIHBIM 30JI0TOM; [TIOJIOCKHU XpO-
Martorpaduyeckon 6GyMarud ¢ 30HOW HCCIEIyeMOTO MOJOKa MU KOHTPOJbHOH
30HOM; LIMPUILI-103aTOP BMECTUMOCTHIO 0,2 cM3 ¢ HAKOHEUHUKAMM.

5.2.3 Orbop npod

O160p npod — no FOCT 9225. TipoObi XpaHAT B X0JO0AUNAbHUKE B TeUEHMUE
24 y nipu Temneparype (6 £ 2) °C.

5.2.4 TloaroToBKa K aHAJM3y

5.2.4.1 TepMoCTaT WM OJIOK TEPMOCTATUPYEMBIX AUYEE€K HArPEBaIOT 40 TEM-
nepaTypbl (47,5 = 0.5) °C 1 BbiAepXUBAIOT NPU ITOH TeMNepaType He MeHee
5 MHH.

5.2.4.2 ®1aKOH BCTPSIXMBAIOT /UlSl OCAXASHMSI CONEPXMMOro B HEM Ha JIHO.

5.2.5 IlpoBeaenne aHaM3a

5.2.5.1 lInpuueM-103aTOpoM ¢ HaKOHeuHKKoM oTbupatoT 0,2 cm? aHanu-
3UPYyeMOro MOJNIOKa U MepesiMBaloT Bo (pyiakoH 1o 5.2.4.2. dnakoH 3aKpbiBalOT
KPBIILKOM M BCTPSIXWBAIOT IO ITOJIHOTO PACTBOPEHMSI CYXMX BelllecTB 6e3 obpa-
30BaHMSA TIEHBL.

5.2.5.2 Momewaiotr ¢pnakoH B TepMOCTaT WIH OJIOK TepMOCTaTUPYEMBIX
siyeek 1o 5.2.2.1.

5.2.5.3 He MeHee ueM yepe3 3 MUH TepMOCTaTHpOBaHUS BO (bJlaKOH, Ha-
XOOSIIIVICA B TEPMOCTATE WIM B OJIOKE TEPMOCTaTUPYEMBIX sUeeK, IOMeLa-
10T BXOASIIYIO B KOMIUIEKT MOJOCKY XpoMmartorpaguueckoit oymaru.

5.2.5.4 XpoMatorpacdupoBaHUe TIPOBOAAT B TeYeHUE 2 MUH. 3aTeM MOJTOCKY
xpomartorpadudeckoit 6ymMaru M3BJieKalOT U3 ¢IIaKOHa.

([Ipodoaxcerue cm. ¢. 32)
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5.2.6 Obpaborka pe3yJbTaTOB

5.2.6.1 CpaBHMBAIOT MHTEHCUBHOCTD LIBETa OKPALIIEHHBIX B KPACHBINA LIBET
30H, HOSIBIAIOLIMXCS I10CIIe TIPOBEACHMS MPOLEypHl 110 5.2.5.4 B BuIe TMHUA
Ha TOJIOCKAaX XpoMaTorpadudecKoil OyMaru.

5.2.6.2 30Ha Ha BEPXHEH yacTH 110JIOCKH ABAAETCI KOHTpOJIbHOU. Eciu ee
OKpallliBaHUs HE MPOM3OLLUIO IOC/IE BBITOIHEHHS TpebopaHM# mo 5.2.5.3,
5.2.5.4, TO NOBTOPSIIOT BCE MPOLEAYPHI B COOTBETCTBUU C 5.2.

5.2.6.3 3oHa uccieryeMOro MoJIoKa pacrojoXeHa IMOJ KOHTPOJIBHOMN 30-
Hoi1. Bornbluas Wiv paBHasg MHTEHCHMBHOCTD LIBETA KOHTPOJIbHOMR 30HHI, a TaK-
Xe OTCYTCTBUE OKPAackM 30HbI oOpaslia ABISETCS [MPU3HAKOM HaIU4USA aHTH-
OMOTUKOB OeTa-TaKTaMHOTO TUIIA B MOJIOKE.

5.2.6.4 MeHblilasi HHTEHCUBHOCTb LIBET@ KOHTPOJIBHOM 30HKI, 110 CpaBHE-
HHIO C UHTEHCUBHOCTBIO LBEeTa 30HBI I1O4 HEH, SBJSIETCS TIPU3HAKOM OTCYT-
CTBUSI aHTUOUOTHUKOB.

5.2.6.5 KoHTposnsHOE OMNpeicIeHHe MPOBOIAT B COOTBETCTBUM ¢ 5.1 1 5.2. B
aMnyay Wid npobupky BHocaT 0,1 cM? rpeaBapuUTENbHO BOCCTAHOBJIEHHOTO
no 'OCT 23454 npenapata CKHUB».

ITynkr 5.7. 3aMeHNTH HOMep TIyHKTa: 5.7 Ha 5.3.

TTyHKT 5.3 M3710KHTh B HOBOW pelaKiMu:

«5.3 MeTpoJorHuecKkue XapakTepUCTHKH

HanMenblume npenesisl onpeneieHUss aHTUOMOTUKOB 6€Ta-IaKTAMHOIO THIIA
MpeACcTaBIeHH B Tabsuie 3.

Ta6awmna 3

HaumeHblnii nipeaen onpeaeyieHus,
HaumeroBaHue En/r (MKr/r), ¢ MCTONb30BaHUEM
aHTUOUOTHUKA
Bera-naktaMm «Snap®» Beta Star®

AMOKCUITMIUIMH 0,007 0,002
AMIUUWLUIMH 0,005 0,002
JVKITOKCALIITMH 0,02 0,005
Knokcaummnmn 0,03 0,005
Hadumnnuu 0,07 0,008
OkcallWUIMH 0,04 0,005
Menuumnnmu 0,003* —
Mennumnmue G — 0,002
Uedazonmun 0.02 —
Lledanekcun 0,025 —

(IIpodoaxcenue cm. c. 33)
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Oxonuanue maba. 3

HavMeHblumni mpenen onpencsieHus,
Haumenosanue En/r (MKF/T), ¢ MCNIOIb30OBAaHUEM
AHTUOMOTHKA
beta-siakraM «Snap®» Beta Star®

Hedanonuym 0,04 0,007
HedanepasoH 0,01 0,005
Lledanupun 0,011 0,008
Uedauerpun 0,05 —
HedkynHom 0,02 —
Hedtnodyp 0,006 0,075

* 0,003 mMkr akTUBHOTO BellectBa paBHO 0,005 Ex akrusHOCTH.

(IIpodoaxcerue cm. c. 34)

3—440 33



(IIpodonxcenue Hamenenus Ne 2 x FTOCT P 51600—2000)

IMpunoxenue A. bubnmuorpaduio fonoaHUTH HO3UIUSAMA — [3], [4]:

«[3] Tecrosriii Habop «Copan Test®» Jdanuna, CHR HANSEN. Poccuiic-
Koe mpenctaBuTeabeTBO: Poccmst, 105318 Mocksa, yn. llep6akoBckas, 53,
kopr. 17, 3 atax, OO0 «Xp. XaHCceH».

[4] Tecr-Habop «Beta Star®» Janusi, CHR HANSEN. Poccuiickoe npen-
craBuTebeTBO: Poccus, 105318 Mocksa, yn. Illep6akosckas, 53, kopm. 17,
3 arax, O00 «Xp. XaHCeH».

Bubauorpadpuyeckue nannsie. KimioueBsie ¢10Ba MIOCTIE CIOB «aHTUOMOTH-
KM 0OeTa-JaKTaMHOTO THTIa» JOMOJIHUTh CIOBAMHU: «CyjibhaHWIaAMUIHBIE Npe-
naparhbi».

(UYC Ne 4 2008 T.)
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