N3IMEHEHWS, YTBEP2KJAEHHBIE K HAHUOHAJIbHBIM
CTAHIAPTAM POCCUHUCKOHU OEJEPALIUN

67 IIPOU3BOJACTBO ITUIIEBDLIX INPOAYKTOB

OKC 67.100.10
I'pymma H19

H3menenue Ne 2 T'OCT P 51600—2000 Moaoko. Metoapl onpeaeeHHs
HAJTHYNAA AHTHOHOTHKOB

Yr1Bepxkaeno n sseneno B aeiicrsue [Ipukazom PeaepaibHoro areHTCTBa MO
TeXHHYECKOMY peryaupoBanui0 4 metrpoaoruu ot 23.01.2008 Ne 1-ct

J1aTa BBenenus 2008-07-01

Pazgen 1. 3aMeHUTD croBa: «<UMMYHO(MEPMEHTHBIH» HA «peLeNTOPHbIE».

Paznen 2 DOTOJHUTL CCBHITKOM:

«JOCT 29169—91 (UCO 648—77) Ilocyna nabopaTopHas cTeKJIsTHHasl.
I[Innerky ¢ OAHOM OTMETKON».

[ToanyHKT 4.2.1 nocie cnosa «TepMocTat» JOMOJHUTE CJIOBAMU: «MIH OJIOK
TEPMOCTATUPYEMBIX SUEEK».

[1yHKT 4.2 nonoauuTh noanyHkramMu — 4.2.10, 4.2.11:

«4.2.10 TectoBblit HabOp «Copan Test®» — KOMILIEKT, BKJIIOUAIOLIUHA rep-
METUYHO YKYNOPCHHbIC IMPOOMPKM, COOpaHHbIC B OJOKH, H cOJAepXKalllue
criopbl Bac. stearothermophilus var. calidolactis, moMelleHHbIE B arap ¢ NvTa-
TEJbHBIMHU BELIECTBAMU U UHIMKATOPOM OPOMKPE3OJINYPIYPOM; ITHIIETKU
MEpHble BMECTUMOCTRLIO (.1 ¢cM* 0AHOpa30BOTro MCIONb30BaHUSA W HBETOBYIO
urkany [ 3].

4.2.11 IMunetku pMecTumocTthio 0,1 cm? 11s oT60pa 00pa3LoB MOIOKA UL
ucciaenoBanusa no 'OCT 29169».

[ToanyHKTH 4.4.2. 4.4.4 U310XUTH B HOBOI peJaKLWMN:

«4.4.2 OCTOPOXHO, HE TIOBpEX/ast YIIaKOBKH, OTPE3aloT OT 0JIoKAa HeoO-
XOAUMOE YHUCIO aMITyJ WIU MPOOHUPOK (C y4E€TOM KOHTPOJbHOH MpPOObI) H
MapKHpy1OT. OCTaBUIMECS aMITy/Ibl MJIKM NMPOOUPKHM XPAHST B XOJOAWJIbHHUKE
npu temneparype (6 + 2) °C.

4.4.4 IloaroToBKa K aHajJIU3y aMIIyJ WK NpooupoKk — nno 4.2.9 maun 4.2.10.

OCTOpPOXHO, He ToBpexXaast YIIakKOBKH, OTPE3a0T 0T 0JIoka HEOOXOAUMOE
YUCJIO aMIlyJ WKW NpoOUPOK (C YYETOM KOHTPOJIbHOW NPOOBLI) 1 MAapKUPVIOT.
OcTaBuiuecsd aMnyabl WIK IIPOOUPKU XPaHSIT B XONOAWJIBHUKE MPU TeMITepa-

Type (6 = 2) "C>s.

(IIpodoancernue cm. c. 25)
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TIVHKT 4.5 M3710XUTh B HOBOU pellakiiNu:

«4.5 IlposencHue aHaM3a

4.5.1 IlpoBeaenne aHa/MM3a ¢ HCNOJb30BaHHeM amnyJ «Delvotest® SP»,
«Delvotest® SP-NT» wmm «Delvotest® SP MINI-NT»

4.5.1.1 CoenHUTENBHON YaCThIO LUNIPHULIA TIPOKAIBIBAIOT YKYITOPKY aMITYJI
no4.2.3mum4.2.9.

4.5.1.2 B KaxIyro OTKpBITYIO aMiyiay 1o 4.2.3 nuHLEeTOM NMOMEILAIT Mo
OMHON TabneTke MUTATEIbHOI cpeabl «Delvotest® SP», B3gaT0# M3 Koamauka
6yTBIIOUKH 10 4.4.3. 3aTeM OyTBUTOYKY TUIOTHO 3aKPhIBAIOT KOJIMIAYKOM M Xpa-
HAT Nnpy Temneparype (20 = 2) °C.

4.5.1.3 Winpuuem-go3aropoMm otouparor 0,1 cM> aHaIM3UPYEMOTO MOJIOKA
WM BHOCSIT B Kaxayro amMnyay 1o 4.5.1.2 vwiun 4.2.9. 15151 Kaxn0#i npooObl aHAJIU3U-
PYEMOTO MOJIOKA MCMOJB3YIOT HOBBI HAKOHEYHUK. OCTaBIIeecs] MOJOKO CO-
XpaHSIOT 10 KOHIIA aHa/ln3a B XOJOAUNBHUKE Ipu Temnepatype (6 = 2) °C.

4.5.1.4 AMIIysibl IOMELIAIOT B TEPMOCTAT M BbIACPXUBAIOT MPHU TEMIEPATY-
pe (64,0 = 0,5) °C B TeueHue 3 y.

4.5.2 IlpoBeneHne aHaJIM3a ¢ UCIIOJIB30BAHUEM TeCcTOBOro Habopa «Copan
Test®»

4.5.2.1 OgHopa30BO¥ MepHOi MUNeTKot oToupalor 0,1 cm? aHaIusupyeMo-
IO MOJIOKA U BHOCST B IIPOOUPKY C MPUOTKPLITON Poabroit o 4.2.10. Ocras-
1ieeCss MOJIOKO COXPAHSIIOT A0 KOHLA aHAJIU3a B XOJNOJWIbHUKE TIPH TEMIIEpa-
Type (6 £ 2) °C.

4.5.2.2 TlpoObupKH ¢ aHATU3UPYEMBIM MOJIOKOM 3aKpbiBaloT (DOJIBrol M
FIOMEHIAIOT B 0JI0K TEPMOCTATUPYEMBIX A4YEEK U BBLACPXHUBAKOT IIpU TEMIEpaA-
type (64,5 = 0,5) °C B TeueHue 3 u.

4.5.2.3 KoHTpOJIbHOE OTlpeaesieHUe TIPOBOIST B COOTBETCTBUU € 4.5.1, 4.5.2.
B amnyny win npobupky BHocsT 0,1 ¢M? nipeaBapuTe/IbHO BOCCTAHOBIEHHOTO
no 'OCT 23454 npenapata CKUB».

[TonmyHkKT 4.6.1 U3710XKUTH B HOBOU peNaKlINU;

«4.6.1 AMITyIBI UJIM TPOOMPKH M3BJIECKAIOT U3 TepMocTaTa WK 0JI0Ka Tep-
MOCTATUPYEMBIX SITYEEK U ONpeaesissioT LBET COACPKUMOLO».

[ToanyHkTbl 4.6.2, 4.6.3 nocie cioBa «aMITyJ» AOINOJHUTE CJIOBAMHU: «UJIH
[pOOUPOK».

IloanyHkt 4.7.1 v Tadbiniy 2 N3/10XKUTH B HOBOM peIaKLMH:

«4.7.1 Hanmedsluue npenenns! onpeaeieHuss aHTUOMOTHKOB TIPEACTABIIE-
HBI B TabJIHlLIE 2.

([Tpodoascenue cm. c. 29)

28



([Ipodoaxcenue Himenenua No 2k FOCT P 51600—2000)

Tadoaunna 2

HaumMeRnoBaHue
aHTNONOTHKA

HanMeHbIM# npelen onpenejeHus,
Ea/r (MKr/T), ¢ UCHOJb30BaHUEM

e

Copan Test® (CH-ATK)

Delvotest® SP-NT,
Delvotest® SP MINI-NT]

¢

DH-CrpentoMHULIMH <1,0 —
AMOKCULIMLTUH | 0,002 0,003
AMIULIMIIAH <0,002 0,003
beH3nnneHUu UWUIUMH — 0,0025
[ eHTAaMMLUUH [ 0,1 0,400
LﬂaHCOH 0,002 —
JUTrUapoCTpeNTOMHLIMH — 2,500
| JAUKknoKcalWwIIuH [ 0.0] 0.010
JHOKCUUUKIIUH 0,15 —
KjioKkcauUIUMH 0.01 0.020
JIEBOMHLETHH (XJIOpPAM- — 7,500
PEHUKON)
JINHKOMMLUHH _ 0.300
Haduuiinn 0,005 0,010
HeoMuLiMH 0.5 0.400 |
[ Oxcauiiy 0,005 0,010
OKCUTETPAUMKIMH 0.25 0.400
[leHuUUINH i 0,001 _
CneKTUHOMULIMH >0.3 _
CnupaMuLMH >0.2 —
CTpenTOMHULIKH i <1.0 _
CyiabdanuasuH 0,05 _
Cyiab¢radluMEeTOKCHUH 0,05 —
CyabdaaoKCcuH 0.1 _
Cyab(paMeTasuH 0.1 _
CyabdaMeToKca3o <0.05 _
Cynb(paHOMETO3UH i <0,05 _

({Ipodoaxcenue cm. c. 30)
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HauvMeHbIUMI nipenen ONpeAcNeHUs,
HanMmeHoBaHUe En/r (MKr/r), ¢ McCroJib30BaHHeM
| aHTHDHMOTHKA 1
Copan Test® (CH-ATK) Delvotest® SP-NT,
Delvotest® SP MINI-NT]

CyJib(haTH030.1 0,05 —
TeTpauukivH 0,25 0,300
TuamdeHukon >0, 1 -
THa03MH 0,05 0,100
TUAMUKO3UH 0.75 —
TpumMmeTpornpum 0,] —
XJ0paM@PEeHUKO >5.0 —
XJOPTETPAUMNKIIUH 0,25 0,300
LledazonuH 0,05 —
LledpanekcuH >(),045 0,060
LlecbanoHuym 0.025 0.015
Lledanepa3oH 0,025 0,060
Liechanmnpun 0,0025 0,005
LlepaueTpun — 0,020
LlehkynHOM 0,03 —
LledbTuodyp 0,05 —
[ledypokchm 0,06 —
DPUTPOMHULIMH >0.2 0,250

CraHaapt nocie 1abaumubl 2 OOMOJHUTHL HAUMeHOBaAaHUWEM pasaena 3:
«d PeuenropHnie MeTObI».
Pasaen 5. 3aMeHUTb HOMepa NyHKTOB M NOANYHKTOB: S Ha 5.1; 5.1 Ha 5.1.1;
5.2Hal5.1.2;5.2. 1 Ha5.1.2.1: 5.2.2Ha5.1.2.2;: 523 Ha5.1.2.3: 5.2.4Ha 5.1.2.4;, 5.3
Ha J>.1.3; 5.3.1HaS5.1.3.1:54ua5.14;54.15a5.1.4.1; 54.2u1a5.1.4.2; 5.5 Ha
5.1.5;5.5.1Ha 5.1.5.1; 5.5.28a5.1.5.2; 5.5.3Ha 5.1.5.3; 5.54Ha 5.1.5.4; 5.5.5 Ha
5.1.5,5: 55,6 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.
[lyHkT 5.1 3aMeHuUTh cnoBo: «MeTon» Ha «PeLenTopHbLIA MeTOd».

[oanyukrt 5.1.1. 3aMeHUTDL c/loBa: «UMMOOMIM30BAHHBIMHU CIIELU(PHUUYECKH -
MH QHTUTEJIAMU» Ha «CMEeHUPHUECCKHUMU DEJIKOBBIMUY pELENITOPAMMU».
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(IIpodonxncenue Hamenenua Ne 2 x FOCT P 51600—2000)

[MoanyHKT 5.1.4.2. 3amenntb CjioBa: «B POOUPKE 10 5.2.4» Ha «B npodupke
no J.1.2.4».

[ToanyHkKT 5.1.5.1. 3aMeHUTL C/IOBa: «IMUMETKY IO 5.2.4» Ha «IIHUTIETKY IO
5.1.2.9».

Pasnen 5 DOMOJHUTDL IYHKTOM — J.2:

«5.2 PeuenTopHbiii MeTO]l ¢ KOJ/LUIOHMAHBIM 30J0TOM

5.2.1 CymHocTs MeToaa

5.2.1.1 MeTox ocHOBaH Ha NMPOBEAEHNH pPEaAKLIMK KOMILIEKCOODPa30BaHUS
AHTUOMOTUKOB 0€TA-JIAaKTaMHOT'O THAITA CO CMEUUPUUECCKUMU OCJIKOBBIMHU DE-
LHEMTOPAMU, MEYEHHBIMU KOJUIOMIHBIM 30J0TOM, U MOCHEAVIOLIEM BU3YAJIb-
HOM BBISIBJIEHUU OCTABUIUXCH CBOOOAHBIMU MEUCHBIX PEUETITOPOB MYTEM XPO-
MaTorpaum Ha MoJOCKax xpoMatorpaduueckoi dOyMaru, coaepxaliiux B BUJIE
COOTBETCTBYIOIUUX TUHUU PEAKIIMOHHVIO U KOHTPOJIBHYIO 30HBI.

5.2.2 Anmaparypa, MaTepHaJibl H PEAKTHBbDI

5.2.2.1 TepMocTat uan OGJ0K TEPMOCTATUPYEMbIX S4Y€eK, MO3BOISIOLLUMI
noajepxuBaThs temneparypy (47,5 £ 0,5) °C.

5.2.2.2 XonoaunbHUK 6bITOBOM 110 [OCT 16317.

5.2.2.3 Hachl MexaHAYECKHUC ¢ CUTHaNbHBIM ycTpoicTBoM o TOCT 3145.

5.2.2.4 Tecr-Hatop «Beta Star®» [4], Bkioyarowuii GiakoHbI CO CIELM-
(PNYECKHUMU peLENTOPaAaMU, MEUEHHbIMH KOJUIOUJIHBIM 30JI0TOM; ITOJIOCKH XPO-
MaTorpauueckom Oymarm ¢ 30HOW HCCIELYyeMOTO MOJOKAa M KOHTPOJIbHOM
30HOM; LWIPUIL-A03aTOP BMECTUMOCTBIO 0,2 ¢cM? ¢ HAKOHEYHUKAMHU.

5.2.3 OTo0p npod

OT1o0p NMpod — 110 1 OCT 9225, T1poOul XpauaTt B XONOAMIBHUKE B TCUCHNUE
24 4y nipu Temneparype (6 = 2) °C.

5.2.4 IloaroroBka K aHaau3y

5.2.4.1 TepMocCTaT WiIH OJIOK TEPMOCTATUPYEMBIX AUECEK HATPEBAKOT 40 TEM-
nepatypbl (47,5 £ 0.5) °C 1 BbiAepXUBAKOT MPU 3TOU TEMIIEpATYPE HE MEHEE
5 MUH.

5.2.4.2 ®nakoH BCTPAXUBAIOT 151 OCAXAECHUS COAEPXKUMOro B HEM Ha JIHO.

5.2.5 IIpoBenenne ananu3a

5.2.5.1 HInpuieM-103aTOpoOM ¢ HAKOHEUHUKOM oTOMpatoT 0,2 cM? aHaJIK-
3UPYEMOr0 MOJIOKA Y MnepeinBaloT BO QuiakoH 1o 5.2.4.2. DnakoH 3aKpbIBAOT
KPBILIKOW M BCTPSIXMUBAIOT OO ITOJIHOIO PACTBOPEHUS CYXMX BelEeCTB 0e3 oOpa-
30BaHUA TICHBIL.

5.2.5.2 IloMewarT GiaakoH B TEPMOCTAT UM OJOK TEPMOCTATUPYEMBIX
syeek 110 5.2.2.1.

5.2.5.3 He MeHee ueMm yepe3 3 MUH TEPMOCTATUPOBAHUS BO (PJ1aKOH, Ha-
XOASIMNUCH B TEPMOCTATe WIM B OJIOKE TEPMOCTATUPYEMBIX SIYECK, ITOMEIIA-
0T BXOISLUYIO B KOMIUIEKT MOJOCKY XPOMATOTpa(pUUCCKON OYMAaru.

5.2.3.4 XpoMarorpaupoBaHUe MPOBOASIT B TEYEHUE 2 MUH. 3aTEM ITOJOCKY
XxpoMaTorpaduyecKoi 0OymMarm U3BjaeKaT U3 (JlakKoHa.

([Ipodonxcerue cm. c. 32)
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5.2.6 ObpadoTKka pe3yabTaToB
5.2.6.1 CpaBHUBAIOT MHTEHCUBHOCTD 1IBETa OKPALIIEHHBIX B KPACHBIN 1IBET

30H, NOSBISIOIIMXCS [TOCJIE TIPOBEACHUS Mpoueaypsl 1o 35.2.5.4 B BuAE JUHUH
Ha TO0JIOCKax XxpoMaTtorpadpmieckoil dOymaru.

5.2.6.2 30Ha Ha BEPXHEU YacTU IOJIOCKHU SIBISETCS KOHTPOJbHON. ECM ee
OKpallUMBaHUA HE MPOM3OLIIO [OCAE BBIIOJAHEHUS TpeOOBaHUHU Mo 5.2.5.3,
5.2.5.4, TO NOBTOPSIIOT BCE MPOLEAYPH B COOTBETCTBUU C 5.2.

5.2.6.3 30Ha ucCIeAyEMOro MOJIOKA PACIIONOXEHA MO KOHTPOJBHOM 30-
HoM. boabliasg WM paBHasgd UHTEHCUBHOCTD LIBETA KOHTPOJLHOM 30HHI, 4 TAK-
Ke OTCYTCTBME OKPACKHU 30HbI 00paslia ABASECTCS [MPU3HAKOM HAJIMYUSI aHTH-
OMOTUKOB 0€Ta-JIaKTaMHOI0 TUIla B MOJIOKE.

5.2.6.4 MeHbllIasi HHTEHCUBHOCTD 1IBETa KOHTPOJABHON 30HBI, ITO CPaBHE-
HUIO ¢ MHTEHCUBHOCTBIO L[BETA 30HBI MMOJ HEH, SABISIETCS IPU3HAKOM OTCYT-
CTBUSI AHTUDUOTUKOB.

5.2.6.5 KOHTPOJILHOE ONpeeeHHE IIPOBOISIT B cooTBeTcTBUU ¢ 5.1 1 5.2. B
aMIIyJIy Win npooupky BHocsT 0,1 cM? npeaBapUTENbHO BOCCTAHOBJIEHHOTO
ro I'OCT 234354 npenapata CKHUB».

[IyukT 5.7. 3aMeHUTH HOMep TIYHKTa: 5.7 Ha 5.3.

[TyHKT 5.3 M3710XHUTbH B HOBOW peJaKLMU:

«5.3 MeTrpoaornuecKkie XapakTepHCTHKH

HawuMeHblue npenessl onpeaeieHUs1 aHTUOMOTHUKOB OeTa-1aKTAMHOTO TUIIA

MpencTaBJeHbl B Tabauliie 3.

Taonuma 3

HamMeHbIIM#A nipenen onpeaciieHus,

HaumeHoBaHUe En/r (MKr/r), ¢ ucrnoyib30BaHUEM

AaHTHOMOTHUKA
| beta-makTam «Snap®» Beta Star®
AMOKCHULMILIUH 0,007 0,002
AMITULWUIMH 0.005 0,002
JANKIOKCaUWIJINH 0.02 0.005
KiokcauunnuH 0,03 0,005
Haduunrnuu 0,07 0,008
OKcaluMnuIuH 0.04 F 0,005
[TesuunIIuH 0,003* — 1
I[Tenuumnaud G — 0.002
Ledazoaun 0.02 —
LledanexcuHn 0,025 —

([Ipodoaxncenue cm. c. 33)

32



(IIpodonxcenue HUsmenenua Ne 2 x TOCT P 51600—2000)

Oxonuarnue maba. 3

HanMeHbuMi mpeaen ONpenc/icHMS,
HaumMmeHoBaHue Ea/r (MKr/r), ¢ MCTIOJbL3OBaHUEM
AaHTUOUOTHKA
beta-nakraMm «Snap®» Beta Star®

LledpanoHnym 0,04 0,007
LlepanepasoH 0,01 0,003
[ledanupun 0,011 0,008
IHedaneTpui 0,05 —
HedbxynHoMm 0,02 —
LedTuodyp 0,006 0,075

* 0,003 Mkr akTHBHOTO BelectBa paBHo (0,005 Exg akTusHOCTH.

(IIpodoancenue cm. c. 34)

3—440 33



(IlIpodoaxcenue Hamenenus Ne 2k FOCT P 51600—2000)

ITpunoxenne A. bubnuorpadpuio gonoxHuts ro3uuusamu — [3], [4]:

«[3] TecroBriii Habop «Copan Test®» daunsa, CHR HANSEN. Poccuiic-
Koe npeactaBuTeibcTBO. Poccust, 105318 Mocksa, yi. lllepbOakoBckas, 33,
kKopt. 17, 3 atax, OO0 «Xp. XaHCeH».

[4] TecT-HaOOp «Beta Star®» JJanus, CHR HANSEN. Poccuiickoe npe-
ctaBuTeabCcTBO: Poccust, 105318 Mocksa, yn. LllepbakoBckas, 53, xopm. 17,
3 atax, OO0 «Xp. XaHceH».

bubaunorpagpuyeckre gaHHbIe. KiiroueBbie CJ10BaA ITOCIE CAOB «AHTHOUOTH -
KW OeTa-JaKTaMHOI0 TUIIa» AOIMOJHUTb CJIOBAMH. «CYIb(PaHUIAMUIHBIE TIpE-

[mapaThl».

(MYC Ne 4 2008 1.)
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