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FOCT 17404—2017

Mpeancnoeue

Llenn, oCHOBHEIE NMPUHLUNEI M OCHOBHOW MOPSAOK NpoBefAeHWs paboT No MeXrocyaapCTBEHHOW CTaH-
haptusaumu yctaHoeneHsl B FOCT 1.0—2015 «MexrocygapcreeHHasa cuctema ctaHgaptusauum. OCHOBHbIE
nonoxenuna» u FOCT 1.2—2015 «MexrocynapcTeeHHas cucteMa ctaHgaptudayuu. CtaHgapThl Mexrocygap-
CTBEHHbIE, NpaBmMia U peKkoMeHO4aL MK No MeXrocygapcTBeHHON cTanaapTMaaunu. Npasuna paspaboTku, npu-
HATUSA, 0OHOBNEHUSA 1 OTMEHbI»

CeeneHus o cTaHgapTe

1 PABPABOTAH ®epepanbHbiM rocyaapcTBeHHbIM BromkeTHbIM  yupexoeHvem «Bcepoccuickuin ro-
cyOapcTBeHHbIR LleHTp kadecTBa M CTaHZApTM3aUWKM NMEeKapCTBEHHbIX CPEACTB ANSA XMBOTHLIX M KOPMOB»
(®rBY «BIrHKW») n ®epepanbHbiM kaseHHbiM npeanpustiem «Kypckas ©Guodabpuka — dwupma «BMOK»
(PKI «Kypckas brodhabpukas)

2 BHECEH ®egepanbHbiM areHTCTBOM MO TEXHUYECKOMY PErysiMpoBaHUI0 M METPOMOMN

3 NMPUHAT MexrocynapcTBeHHbIM COBETOM MO CTaHAApTM3aLUWMu, METPONorum 1 ceptTudukauumn (npo-
Tokon oT 1 uoHa 2017 . Ne 51)
3a npuHATWE NporonocoBanu:

KpaTtkoe HanMeHoBaHWe CcTpaHbi Koa ctpaxbl no MK CokpalleHHoe HaMMeHOoBaHWe HalWMoHanbHOro opraHa
no MK (MCO 3166) 004—97 (MCO 3166) 004—97 no ctaHaapTusauum

ApmeHuns AM MunakoHomukn Pecnybnvkun ApmeHus
benapycb BY locctanpapt Pecnybnuku benapycek
KazaxcraH KZ locctanpapt Pecnybnukn KasaxctaH
Knpruzusa KG KblprelactaHgapT
Poccug RU Pocctangapt
TapkukncTaH TJ TamkukcTangapT
Y36ekucTtaH uz YactaHgapT
YkpawHa UA MwuHakoHOMpa3BuUTMA YKpauHbl

4 lMpukaszoMm PeaepanbHOro areHTCTBa Mo TEXHUYECKOMY perynMpoBaHuio U MeTponorun ot 19 uions
2017 r. Ne 723-cT mexrocygapcTeeHHbin ctaHgapTt MOCT 17404—2017 BBegeH B AelCTBUE B KA4eCTBE Ha-
LnoHanbHoro ctaHgapta Poccuinckon @egepauymm ¢ 1 uona 2018 .

5 B3SAMEH 17404—81

MHgbopmayus 06 usMeHeHUsX K HacmosueMy cmaHdapmy nyOnuKkyemcs 6 exe2o00HOM UHhopMayu-
OHHOM yKa3amene «HauuoHanbHble cmaHdapmel», a mekcm U3MeHeHUU U MoMnpasok — 8 exeMecayHom
UHGOpMaUyUuoHHOM ykasamerie «HayuoHanbHble cmaHdapmbl». B crydae nepecmompa (3amMeHsbl) unu om-
MeHbl HacmosAweso cmaHdapma coomeemcmayrujee ygedomeHue bydem onybrukogaHo 8 exemMecs4yHoM
uHgopmauuoHHOM ykazamene «HayuoHanbHelie cmaHdapmei». Coomeememeytoujas uHgpopmayus, yeedom-
NIeHUe U MeKCMbl Pa3Mewarimecs makxke 8 UHpopMayuoHHoU cucmeme obujezo nonb3oeaHus — Ha ogu-
yuanbHom catime ®edepanbHo20 a2eHMCMea Mo MexXHUYeCcKoMy pea2ynuposaHure U mMempono2uu 6 cemu
HMrmepHem (www.gost.ru)

© CraHpapTuHdopm, 2017

B Poccuiackoi (Deﬂ,epau,mm HacTOALWNA CTaHOAPT HE MOXKET ObITb MOMHOCTL UMK YaCTUYHO BOCNpPOn3-
BeOEH, TUPpaXMpoBaH 1 pacnpocTpaHeH B Ka4ecTBe ocbmuwaanoro n3gaHus 6es paspelwieHund (DE,EIEpElJ'IbHOFO
areHTcTBa no TeXHN4YeCKoOMY perynmpoBaHuio 1 mMeTponorumn
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MKC 11.220

Monpaeka kK TOCT 17404—2017 CkIBOpOTKa canHasa ANA peakuuu CBA3bIBaHUA KOMMNeMeHTa. TexHu-
Yyeckne yCcrnoBuUA

B kakom mecte HanevataHo LornxHo bbITk

MyHKT 7.3 CyxoMm —

(MYC Ne 2 2025 1)
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rOCT 17404—2017

M E X I OCVY OdDAPTU CTUBTETHHUB H# C T A HAAPT

CbIBOPOTKA CAMNMHAA OANA PEAKLUWU CBA3bIBAHWUA KOMMNIIEMEHTA
TexHuyeckue ycnosus

Qlanders cerum for use in the complement fixation test. Specifications

DOara eBegeHna — 2018—07—01

1 ObnacTtb NnpUMeHeHus

Hactoawmn CTaHOapT pacnpoCTpaHAeTCd Ha CalHyH CbIBOPOTKY 0714 peakunn CBA3biBaHWA KOMIMIe-
MeHTa (,ﬂ,anee == CbIBOpOTKa). CbIBOpOTKy NMPUMEHART OnA KOHTPONA CI'IEU,MC*JW-IECKOFI dKTUBHOCTK CanHoro
aHTUreHa B peakuun CBA3biIBAHUA KOMMIeMeHTa (PCK) npun ouarHoCTUKe cana.

2 HopmaTuBHbIE CCbIMNKN

B HacToslem cTaHgapTe UCNoNb30oBaHbl HOPMATUBHLIE CChINMKW Ha crnedylowne cTaH4apThl:

MOCT 12.0.004—2015 Cuctema ctaHgapToB 6e3onacHocTu Tpyda. OpraHusauusa obyveHusa Gesonac-
HocTn Tpyga. Obuwme nonoxeHus

MOCT 12.1.004—91 Cuctema ctaHgaptoB 6e3zonacHocTu Tpyaa. lNoxapHasn 6esonacHocts. Obwue Tpe-
toBaHua

MCT 12.1.005—88 Cuctema crtaHgapToB besonacHocTu Tpyda. O6limMe caHWTapHO-TMrMeHu4eckne
TpeboBaHud K BO3OyXy pabodyei 30HEkI

MCT 12.1.008—76 Cuctema craHgapToB OesonacHocTu Tpyaa. buonornyeckas 6esonacHocte. OB-
Wwne TpeboBaHmna

MOCT 12.2.003—91 Cuctema ctangaptoB 6ezonacHocTu Tpyaa. ObopyooBaHue NpoOW3BOACTBEHHOE.
O6wue TpeboBaHun GesonacHOCTH

MOCT 12.3.002—2014 Cuctema ctaHgapToB 6esonacHocTu Tpyga. Mpouecckl npon3eoacTBeHHble. OBb-
Wwre TpeboBaHMA Be3zonacHocTU

MCT 12.4.011—89 Cuctema cTaHgapToB OezonacHocTw Tpyda. CpefdcTea 3awmTtel paboTatowumx. Ob-
wre TpeboBaHua 1 knaccudmkalms

MOCT 1770—74 (MCO 1042—83, NCO 4788—80) lNocyna mepHas nabopaTopHas cTeknaHHasa. LunuH-
Opbl, MEH3YPKX, konbbl, npobupkn. OBlme TeEXHUYECKME YCIOBUSA

MOCT 4233—77 PeaktuBbl. HaTtpuin xnopucTeid. TexHn4ecKkne ycnosums

MOCT 6709—72 Boga guctunnupoBaHHas. TeXHUYecKne ycnoBus

MOCT ISO 7218—2015 Mukpobuonorvs nuweBkbix NPOAYKTOB Y KOPMOB ANS *MBOTHbIX. Obwme Tpebo-
BaHWs U peKkoMeHZdauny No MMKPOBMoNnornyecknm NccneaoBaHusam

MOCT 9142—2014 Awwmkn 13 rodppuposaHHoro kaptoHa. Obume TexHu4ecKne ycnoBus

FOCT 12301—2006 Kopobku nz kapToHa, Bymarn n KombuHupoBaHHbIX matepuanos. Obwue TexHn4e-
CKue ycrnoBus

MOCT 14192—96 MapknpoBka rpy3os

FOCT 16445—2012 ChlBOpOTKa reMonuTiyeckas ans peakuun CBA3biBaHUA KOMMNemMeHTa. TexHude-
CKMEe ycrnoBus

FOCT 16446—2012 KomnnemeHT cyxon Onsl peakunu CBA3bIBAHWSA KOMMNNEeMeHTa. TexHuyeckue ycro-
BUS

W3paHuve ochmumanbHoe
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MOCT MCO/M3K 17025—2009 Obuime TpeboBaHus K KOMANETEHTHOCTM UCMbITATENbHbIX U Kanubposou-
Hbix nabopartopui

OCT 17768—90 CpencTea nekapCTBeHHbIE. YNaKoBKa, MapKUPOBKa, TPAHCMOPTUPOBaHWE U XpaHeHUe

rOCT 24061—2012 CpencTea nNekapcTBeHHbIE Buonorudeckne nMounm3npoBaHHble Ang BeTepuHap-
Horo npumeHeHusi. MeTtoq onpegeneHns MacCcoOBOW 4OMM Briaru

rOCT 25336—82 Mocyna n obopynoeaHve nabopaTopHble CTEKMsAHHbIE. TWMbl, OCHOBHLIE NapameTpsbl
1 pasmepsbl

rOCT 29230—91 (MCO 835-4—81) MNocyna nabopatopHas cTeknsiHHas. MMUNeTku rpagynpoBaHHble.
YacTte 4. [MneTkn BbIOYBHLIE

MOCT 31929—2013 CpencTtea NnekapcTBeHHbIe AN BeTepuMHapHOro npumeHeHus. MNpasuna npueMku,
MeToabl oTbopa npob

rOCT 33781—2016 YnakoBka notpebuTtensckan u3 kaptoHa, Oymarm n KoMBUHMPOBaHHbLIX MaTtepuwa-
noe. O6wne TexHn4eckme ycrnoBusi

I pupMmeYaHune — an nonb30BaHMM HACTOALLMM CTaHO4apToOM u,enec:ooﬁpaaHo NPOBEPUTE ,D,elﬁCTBVIe CCbINOYHbIX
CTaHOapToB B VIHqDOpMaLI,VIDHHOﬁ cucreme O6LI.|,8I'O nonb3o0BaHnAa — Ha OCbl«’ILlIAaJ'IbHDM cante CDE,ELEPEJ'II:HOFO areHTCTBa
Nno TEXHWYECKOMY perynmpoBaHuio M METPDONONMN B CETU MHTEPHET nnun No exxerogHomy HHCbOpMaLI,VIOHHOMy yKa3aTenko
((HaLI,VIOHaJ'[beIe CTaHOapTbI», KDTOprI?I ony6nv||<anaH Mo COCTOSHUID Ha 1 AHBApPA TEKYUWEero roga,  No BbiMNYCKaM exe-
MecAYvYHoro VIHCbOpMaLI,I/IOHHDFO yKa3zarensd «HEILI,MOHEU'IbeIe CTaHgapTbi» 3a Tel{yLLLI/Iﬁ roa. Ecnn ccbinoyvHbIn cTaHgapT
3aMeHEH (VIEMEHEH), TO NpK Nonb3oBaHM HACTOALWMM CTaHOapToOM CnegyeT pykoBoACTBOBATbCA 3aMEHAOLLIMM (HSMEHEH-
HbIM) CTaHOapTom. Ecnn ccbinodHbin CTaHgapT OTMEHEH Be3 3ameHbl, TO NOMNOXKEHUE, B KOTOPOM OaHa CCblllKa Ha Hero,
NMPUMEHAETCA B 4acCTu, HE 3anaFVIBaIOLL|,EI:’I 3TY CCbINKY.

3 TpeboBaHuA GezonacHoCTU

3.1 Mo buonornyeckoin Ge3onacHOCTU NPOU3BOACTBO CLIBOPOTKWM OOTKHO COOTBETCTBOBaTL TpeboBaHu-
am FTOCT 12.1.008.

3.2 TpeboeaHus k oby4deHuto nepcoHana 6Ge3onacHOCTWM Tpyda WM noxapHow 6esonacHocTM — Mo
FOCT 12.0.004 n TOCT 12.1.004.

3.3 CpegctBa 3awmThl pabotatwmx — no MOCT 12.4.011, Bo3ayx paboyen 30HbI JOMKEH COOTBETCTBO-
BaTb TpeboBaHuam MOCT 12.1.005.

3.4 MNpouseoacTBeHHoe obopygoBaHWe AOMKHO coOTBETCTBOBATh TpeboBaHuam MOCT 12.2.003, npous-
BOACTBEHHbIe npoueccbl — MOCT 12.3.002.

3.5 YTunuaaums CbiBOPOTKU C WUCTEKLW WM CPOKOM FOOHOCTU U CEePUA, HE BbIOEPXKaBLUNX KOHTPOINbHbIX
MCMbITaHW, a Takke hNakoHOB (aMnyn), OCTaBLUMXCS MOCMNe UCNbITAHUIA N apXMBHbIX 0BpasLoB nocne ncre-
YEHWS CpoKa XxpaHeHnsa He TpebyeT cneumanbHbiXx Mep 6e30nacHOCTK.

4 TexHu4eckue TpeboBaHuA

4.1 CuiBopoTka npeacTaBnsieT coboi BbICYLLIEHHYIO CbIBOPOTKY KPOBW Nollagen, UMMYHU3UPOBaHHbIX
WHaKTUBUPOBaHHOW KynbTypol Burkholderia mallei nnv canHbiM 3MynbCUH — aHTUTEHOM.

4.2 CbiBOpOTKa AOMKHA COOTBETCTBOBaTL TpeboBaHUsIM HacTOsLLEero cTaHgapTa U Npou3BOgUTLCS MO
TeXHONOrMYeCcKOMY pernameHTy, yTBepwaeHHOMY B nopsake, yCcTaHOBMNEHHOM rocygapcTBOM, MPUHABLLWM
cTaH4apr.

4.3 lNo nokasaTenam Ka4ecTBa CbIBOPOTKa JOMKHA COOTBETCTBOBATL TpeboBaHUSAM 1 HOpMaM, yKkasaH-
HbiM B Tabnuue 1.

Tabnuuya 1
HawvmeHoBaHwe nokasarens XapakTepucTuKka u Hopma
BHelHW BUA, UBET, HAnNn4Me MexaHu4e- [MopucTtan amopdhHan macca CepoBaTO-XenToro LUBeTa.
CKMX Npumecen B pacTtBopeHHOM BuOe — onanecuvpylollas KWAKOCTb COMNOMEHHO-
XenToro useta. Hannune mexaHn4eckux npuMeceit He JonyckaeTcs

PactBopuMOCTb, MUH 9-10
AKTUBHOCTb (TUTP), HE HIMKe 1:20
OTcyTCTBME aHTMKOMMIIEMEHTAPHBIX Bea canHoro aHTUreHa He JOIMKHA BbI3bIBaTb 3a4eprKKy reMonunsa apu-
CBOWCTB TpOUWUTOB

2
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OkoH4aHue mabnuus! 1

rOCT 17404—201

7

HaumeHoBaHWe nokasatens

Xapaktepuctuka u Hopma

OTcyTCTBMe reMonuTUYeCKMX CBOWCTB

Bes aHTUreHa 1 KOMNNeMeHTa He JOMKHa Bbi3blBaTb reMornM3a spuTpo-
LUMTOB

MaccoBaa nonsa snaru, %, He bonee

3.0

4.4 YnakoBka

4.4.1 CbiBOpOTKY pacgacoBbIBaKOT Mo 2 cm® unm 4 cm3 Bo dhnakoHbl BMecTUMocTbi 10 cmS rnu amnynsl
COOTBETCTBYIOLLEN BMECTUMOCTH M NIMOUITBHO BbICYLLMBAIOT. ®NakoHbl yKyNnopyBatoT Pe3nHOBLIMK NPpobKkamm
¥ oOKaTbIBAKOT antMUHUEBBLIMK KONNadYkamu, a aMmnyrbl 3ananeator.

MorpelHocTb (hacoBaHWsl COCTaBNSAET:

4Ns ogHoro cnakoHa (amnynel) — + 8 %,

ana gecsaty cdnakoHoe (amnyn) — + 2.5 %.

MpumeyaHue— o cornacoBaHuio ¢ noTpebuTenem fonyckakoTcs Apyrve 06bembl pacdacoBKu.

4.4.2 ®nakoHbl (aMnynbl) C CLIBOPOTKOW YNAaKOBLIBAKOT B KApPTOHHbIE Kopobku no MOCT 12301 nnv nonw-
CTUpoOnoBLle KOpobKK, unu nadku no MOCT 33781 ¢ pasgennTenbHBIMU NeperopogkamMu, obecnedmeatowMmm
LenocTHOCTb donakoHoB (amnyn). B kaxayo kopobKy (nayky) BKNagblBalOT MHCTPYKUMIO N0 NpUMeHeHuto. [o-
MyCKaltTCs MHbIE BUAbI YNAKOBKN.

4.4.3 Kopobku (Mayku) ¢ CbIBOPOTKOW YNAKOBLIBAKT B ALLMKMA M3 ropprMpoBaHHoro kaptoHa no FOCT 9142
unu gpyrue aHanoruyHbie. Macca 6pyTTo AWMKOB He gomkHa npesbiwaTth 15 kr. CBobogHoe NpoOCTpaHCTBO B
ALMKaX OOMKHO ObITh 3aMoMHEHO NpoknaakaMu U3 ropUpoBaHHOIO KapToHa, KOTOpble OOMKHEI obecneyu-
BaTk COXPAHHOCTL CbIBOPOTKW. BHYTPL KaXAoro ALMKa BKMaAbIBAOT YNAKOBOYHbLIN MUCT C YKasaHuem:
HaUMeHOBaHWA opraHM3aunn-NPon3BoaANTENS U ee TOBapHbIN 3HaK;

HaWMEHOBaHWUSA CbIBOPOTKM;
yucra Kkopobok (nadek) B sALMKe;
HOMepa cepuu;
AaTbl YNaKoBKu;

- q‘.)aMVIJ'II/IVI WU HoOMepa ynakoBLMKA.

MpumeyaHue — [lonyckaeTcs He BKNaAbIBaThb YNAKOBOYHLIM NUCT B TPAHCTIOPTHYH YNAKOBKY.

4.5 MapkupoBKa

4.5.1 ®nakoHbl (aMnynksl) MApKUPYIOT HECMEIBAEMOIM KPACKOW MO CTEKNY WM HAKMNEWBAT ITUKETKU C
yKasaHuem:
- HAMMEHOBaHWS OpraHN3aLun-NPON3BOAUTENS, ee afapeca U TOBAapHOID 3HaKa;

HaUMEeHOBaHUA CbIBOPOTKY;
HOMepa cepuu;

- JaTbl Npou3BoAcTBa (MecsAua U roga);
CPOKa rogHOCTH (HAAMNUCK: «TOOEH O0»);

KONMYecTBa CLIBOPOTKU BO chriakoHe (ammnyne), cM?;

yucna 0o3 Bo hnakoHe (amnyne);

3

Haanucu: «[na BeTepuHapHoro NpUMEHEHUs».

Ha aTvkeTky MoxeT ObiTb HaHeceHa AoNoNHUTeNbHas MHQopMaLns.

4.5.2 Ha kaxagyw kopobky (ma4ky) HAHOCHAT MapKUPOBKY C YKa3aHWeM:

HavMeHoBaHWA, agpeca, TenedoHa 1 TOBAapHOro 3Haka opraHu3aunn-npovM3BoaMTeNs,;

HaWMeHOBaHMS CbIBOPOTKM;
HOMepa Cepuu;

JaTbl NPOW3BOACTBA (Mecalua 1 rofa);
CpoKa rogHOCTU (HAAnWCK: «TOOEH A0»);

cnocoba NMPUMEeHeHWA;

KONMYecTBa CbIBOPOTKW BO (hriakoHe (amnyne), cm;

yucna [o3 Bo unakoHe (amnyne);

3

yncna ¢gnakoHoB (amnyn) B kopobke (nadke);

YCIOBWIA OTMYCKa;
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YCMNOBUI1 XpaHeHWs;

HaanucK: «[1nsa BETEPUHAPHOTO NPUMEHEHNRA»;
LUTPUXOBOrO Koda (Npv Hanu4ium);
0603HaueHMa HacTosALLLEero cTaHaapTa.

B kaxayto kopobKy (mavky) BKnagbiBaT MHCTPYKLMIO MO NPYMEHEHUIO.

4.5.3 Ha kaxabli ALLMK HAHOCAT TPaHCMOPTHYO MapknpoBky no FOCT 14192 ¢ ykazaHnem MaHUnynsLm-
OHHbIX 3HaKkoB: «Xpynkoe. OcTopoxHo», «[penensl Temnepatypbl», «Bepx».

4.5.4 MapkvpoBka flmKa (TPaHCNOPTHOW YNaKOBKW), XapakTepusylllas ynakoBaHHY NpoayKuMio,
OOMKHa copepKaTb:

- HaMMeHOBaHWe N agpec (C ykasaHWeM CTpaHbl) OpraHu3aunn-npoM3BoANTENS;

- TOBapHbI 3HAK OpraHn3aLmn-Npon3BoauTens;

- HAMMEHOBaHWe CbIBOPOTKH;

- HOMEp cepuu;

- [aty npomssoacTea (Mecsal, rog);

- yucno kopobok (navek) B sALLMKE;

- CPOK roAHOCTM (HaanWchb: «rogeH Ao»);

- YCMOBWS XpaHeHUsl U TPaHCNOPTUPOBAHNS;

- Hagnuck: «[lng BETepUHaPHOTO NPUMEHEHUAY;

- maccy bpyTTo.

4.5.5 CoBMelleHMe TPaHCNOPTHOW MapKUPOBKM M MapPKUPOBKW, XapaKkTepu3yroLlei ynakoBaHHyw npo-
OYKUMIO, HA OOHOW CTOPOHE TPaHCMOPTHOW YNakoBKW He [ONycKaeTcs.

5 NMpaBuna npuemMkm

5.1 Kaxpgas cepus CbIBOPOTKM OOMKHA ObITh MPUHATA B OpraHn3aluM-npon3BoguTene oTAenoM, oTeeya-
HOLLMM 33 KOHTPOINb Ka4YecTBa roToBou npogykumm B cooteetcTBum ¢ FTOCT 31929.

5.2 Cepuei CbiBOPOTKM CYMTAIOT onpeaeneHHoe KoNMMYecTBO npenapara, Npou3BeaeHHOoro 3a oAuH Tex-
HONOTMYECKUA LUK U 0POPMITEHHOTO OOHUM [JOKYMEHTOM O KayecTBe.

5.3 B ookyMeHTe O Ka4YecTBe yKasbiBaloT:

HavMeHOBaHWe W afpec OpraHu3alnn-Nnpon3BoOUTENS, TOBAPHbLINA 3HAK;

HaWMEHOBaHWE CbIBOPOTKM;

HOMEp Cepuu;

obbem cepun (B eguHMLax oObemMa Unum LWTYKax);

4aTy npou3BoAcTBa (Mecsl, rog);

pesynsTaThl UCMLITAHWA N0 NoKasaTensM kavyecTsa;

CPOK rogHOCTM (HaAMNWUCh: «TOAEH J0»);

o60o3HaueHMe HacToALEro cTaHaapTa;

HOMep OOKYMeHTa 0 KavyecTBe U AaTy ero Bbihauu;

NOANUCE YNOMHOMOYEHHOIO NLa opraHM3aumMn-NnpoM3BoaANTENs, BblaaBLUero JOKYMEHT O KayecTse.

5.4 [1nA KOHTPONS Ka4ecTBa CLIBOPOTKM OT KaXKJ0M cepuu MeTofoM criydaiHoro otbopa B COOTBETCTBUM
c MOCT 31929 pgenatot BoiGopKy B KonuuyecTtBe 30 dnakoHoB (amnyn): 15 chnakoHoB (amnyn) UCNOMb3yHT
ANA NpoBedeHus UCMbITaHWA Mo NoKasaTensamM KayecTBa, ykasaHHelM B Tabnuue 1, a 15 donakoHosB (amnyn)
HanpaBnsoT B apxXvB OTAENa, OTBEYAIOLWEro 33 KOHTPOIb KauyecTBa rotToBoi npoaykuun. MNMpobel HanpaensawT
B apXuB Mocre nony4YeHusi NonoXUTENbHBIX Pe3ynsTaToB UCMBITAHWA MO NoKasaTensmM KayecTBa W XPaHaT B
Te4YeHWe cpoKa rogHoCTH.

5.5 ApXMBHble NPoDBbl MApKUPYT HAAMUCho « APXMB» 1 CHabXatT JOKYMEHTOM C yKasaHuem:

- HaVMEeHOBaHWA 0praHWM3aLuK-NPoOM3BOAUTENS;

- HAVMEHOBaHWS CLIBOPOTKY;

- HOMepa cepu;

- [aTbl Npou3BoACTBa (MecsAla W roga);

- natel oTbopa npob;

- obbema cepun (B egMHULax obbema Unm WTyKax);

- yucna oTobpaHHbIX Npob;

- OMDKHOCTW M nognvcu nuua, otobpasiuero npobb;

- CpOKa roZHOCTM (HaANUCH: «TOAEeH J0»);

- 0603Ha4eHWs HacTosILLero cTaHgapTa.
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5.6 an HeyOOBIETBOPUTENBbHbIX pe3dynbratax McnbiTaHnin xoTa Bbl No OOHOMY K3 rnokasatenewn npoBO-
OAT NOBTOPHbIE UCTMbITAHWA MO 3TOMY NOKa3aTernk Ha yaBOEHHOM KOInn4yecTBe |'|p06 CbIBOPOTKW, B3ATbIX OT TOW
Ke cepun. Pe3y]'leaTbl NMOBTOPHbBLIX NCMNbITAHWIA CYMTAKOT OKOHYATENbHBIMK U pacrnpoCcTpaHAKT Ha BCH) CepPUto.

578B crniy4yae HeyOOoBNeTBOPUTEIIbHbIX Pe3yrbTaTOB NOBTOPHbIX NCNbITAHWA Cepu CbIBOPOTKM CHUTAKT
HE COOTBeTCTByIOLLI,G‘PI TpeGOBaHV‘IHM HacTtoAlwero craHgapTta, ee 6pa|<y+0T U YTUNTU3UNPYIOT. YTunnaaumna cblBo-
POTKKU HEe TpeﬁyeT cneuuvarnbHbIX MEpP GeszonacHoCTH.

6 MeToAabl UCNbITAaHUN

6.1 YcnoBus BbINOMHEHUA UCTbLITAHUNA

6.1.1 OBwme TpeboBaHusa kK noMmelleHnam — no MOCT I1ISO 7218.
6.1.2 TpeboraHus k nepcoHany — no FTOCT UCO/M3K 17025.

6.2 AnnapaTypa, CpeAcTBa U3MepPeHUit, peakTUBLI, NocyAa U MaTepuansl

XonoaunbHUK BbITOBOW.

BaHsa BogaHas ¢ TepMoperynsaTopom, obecneymealoLllasa nogaepaHve 3agaHHon TeMnepaTypsbl.

LleHTpudpyra co ckopocTbio BpawieHua 3000 o6/mMuH.

pH—meTp, obecneunBar WM M3MepeHne ¢ TodHocTelo go + 0,05 en. pH, paspewenuem 0,01 eqg. pH,
OCHALLEHHbIW PYYHBIM UMW aBTOMATUYECKUM ONpeaennTenem TeMnepartypsi.

Bopa auctunnupoeanHana no MOCT 6709.

Hatpuin xnopuctbliin no FTOCT 4233.

0,9 %-Hblin pacTBOp HaTpUs Xnopuaa M3oToHuyeckuid, pH (6,8—7,2 eq. pH).

OpuTtpounTel bapana (2,5 %-Has B3Beck B 0,9 %-HOM pacTBOpe HaTpus Xnopuaa M30TOHUYeCcKoro), npu-
rotoBneHHble no FOCT 16445 (nognyHkT 5.4.2.2).

CbiBopoTka remonutudeckas ana PCK no FTOCT 16445.

CblBOpOTKa canHasi KOHTpOsbHaA (MOMOXKUTENbHaA CbiBOPOTKA C YCTAHOBIEHHbIM 3Ha4YeHWeM akTUB-
HOCTW NMMOUNU3NPOBaHHASA).

CbiBopOoTKa lowanei HeratMBHas (He cogepsallas aHTuTen K Bo3bygutento cana).

AHTUIEH KOHTPOMNbHBIA (CanHOM aHTUIEH C YCTaHOBMEHHBIM 3Ha4YEHNEM aKTMBHOCTH).

KomnnemeHT cyxoin ana PCK no MOCT 16446.

LlunuHapbl MepHble, kondbl cTeknsaHHble no FTOCT 1770.

Mpobupkn cTeknsaHHbie no NTOCT 25336.

MwukponuneTtkm BmectumocTsio o1 0,2 go 1,0 cm3.

MUNeTk1 CTeKNsiHHbIE MEPHbIE BMeCTUMOCTbIo 1, 51 10 cm3 no FOCT 29230.

MneTkn nacTepoBCKMe.

Lratue ona npobupok.

JonyckaeTcs npUMeHEHWe ApYyrix cpeacTs M3MepeHUid C METPONOrMYECcKMI XapakTepUcTUKaMu, a Tak-
)K€ peakTMBOB, NOCYAbl M MaTepuarnos Mo Ka4yecTBY HE HMKE BbllLeyKasaHHbIX.

6.3 OnpepeneHue BHeLWHero BMAa, UBeTa, HaNMYUA MeXaHU4YecKUX Npumecen

[ns onpepeneHns BHELWHero BMaa, UBeTa BCe (oNakoHb! (amnynbl) ¢ CbIBOPOTKOW MPOCMaTpUBaloT BU-
ayanbHOo B npoxogsilem ceete. OQHOBPEMEHHO NPOBEPSIOT LEeNOCTHOCTL (hriakoHOB (amnyn) U NpaBUIbHOCTL
MapKUPOBKMN.

n pummedHyaHMNe — Hanwnune mexaHn4deckux I'IpVIMECEﬁ NMPOBEPAKOT B paCTBOPEHHOM BMOE.

6.4 OnpepeneHne pacTBOPMMOCTH

[ns onpepeneHus pacTBOPUMOCTU B TpK chniakoHa (ammnynbl) nuneTkon BHocAT 0,9 %-Hblid pacTBop HaTpust
Xropuaa M30TOHUYECKOTO, NPUrOTOBMEHHOTO No 6.5.2.1, B KONUYeCTBE, PABHOM 06LEMY ChIBOPOTKM [0 BbICYLUVEBA-
HWS, Y OCTOPOXHO BCTPAXKUBaOT. ChIBOPOTKA OOMKHA MOMHOCTLIO PAcTBOPUTLCS B TeyeHue 9—10 MUH.

6.5 OnpepeneHne aKTUBHOCTU (TUTPA), OTCYTCTBUA aHTUKOMMNINEMEHTAPHLIX U FreMONUTUYECKUX
CBOUCTB

6.5.1 AKTUBHOCTb onpegendaeTcsd TUTPOM CbIBOPOTKN, ABNAKLWMMCA ee HanbonbLINM passeneHunem, Bbl3bl-
BakOLWMM MNOMHYHK 3a0epXKy remonmnsa 3puTpounToB (OTcyTCTBVIe FEMOJ'II/I.'Ba) C aHTUreHoM B pa60qu pa3seneHnin.

5
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6.5.2 NogroroBKa K UCMNbITAHUIO

6.5.2.1 MpurotoenexHune 0,9 %-HOro pacTBopa HaTpMa XJ0pUaa N30TOHNYECKOTO

9 r HaTpUs xnopuaa pacTeopsAlT B 1 AM3 ANCTUNNMPOBAHHOI BoAbI UNW BOAbI ANA MHbeKUWii. pH pac-
TBOpa OOMKHO OLbIThL B Npegenax 6,8—7,2 eq.pH.

6.5.2.2 TpuroToeneHue paseefeHnn CLIBOPOTKA

loToBAT pasBefeHusi cbiBopoTkn B 0,9 %-HOM M30TOHWMYECKOM pacTBOpE XMopuaa HaTpus B COOTHO-
weHun 1:5, 1:10, 1:20, 1:40 n 1:80, KOHTPONbLHOM CAMHOW CbIBOPOTKM — B COOTHOWeHun 1:10, HeraTuBHOM
CbIBOPOTKM — B COOTHOLWeHUM 1:5 1 Bce pas3BefeHus WHaAKTUBUPYIOT B BOAsiHOW ©aHe npw Temnepartype
(58,5 + 0,5) °C B Te4eHne 30 MUH.

6.5.2.3 B cootBetcTBUM ¢ TOCT 16446 (NyHKT 6.6.2) roTOBAT reMONUTUYECKYIO CUCTEMY, COCTOALLYHO U3
paBHbIX 06bemMoB 2,5 %-HoW B3BEeCH 3pUTpoLUTOB BapaHa 1 pacTBopa reMonuMTUYECKOW ChIBOPOTKU B pabo-
yeMm pazBedeHun. SPUTPOLUTLI LLEHTPUAYTMPYOT Npu ckopocTu BpawleHus 3000 ob/MuUH B TedeHrne 10 MUH.
[Mony4eHHY0 reMonNUTUYECKYHD CUCTEMY MOMeLLaT B BOAAHYK DaHio npu temnepatype (37,5 £ 0,5) °C Ha
20 MyH anga ceHcMBunu3aunm 3pUTPOLMTOB.

6.5.2.4 YctaHaBnMBawT TUTP koMnnemeHTa B cootBetcTBuM ¢ TOCT 16446 (nogpasgen 6.6). Ons no-
CTAHOBKW peakUunu KOMNIeMeHT BepyT B KONMMYECTBE Ha [Ba MHTepBana bonblue ero TMTpa. Tak, Hanpumep,
npu TuTpe komnnemeHTa 0,19 ero paboyasa nosa byget 0,25.

3aTeM rotoBsT 10 cM> KOMNNEMeHTa B pabouelt fo3e, ANA Yero BHOCAT B Npobupky 9,75 cm3 0,9 %-Horo
pacTBopa xnopuaa HaTpusa M30TOHWYeckoro n AobaensalT kKoMNnemeHT B o6beme, paBHOM NMoKas3aTerto ero
pabouero pa3eegeHus (B npumepe — 0,25 CM3).

6.5.2.5 loToBAT pabovee pa3BeneHne KOHTponbHoro aHtureHa 1:100 (k 9,9 cm3 0,9 %-Horo pacTeopa
XNopwaa HaTpUsi N30ToHUYeckoro AobaensoT 0,1 cM3 canHoro aHTUreHa).

6.5.3 NMNpoBegeHue UCNbITAHUA

PCK ctaBaT B 06LWem obbeme 2,5 cm3. PasBefeHWUs CbIBOPOTOK, aHTUreHa U KOMNMeMeHTa BHOCAT B
ykasaHHoi nocrneaopartensHocTn no 0,5 cm® B Npo6upKu 1 OHOBPEMEHHO CTAaBAT KOHTPOMbHbIE MPOBUPKM
B COOTBETCTBUM C Tabnuuein 2. B KOHTpONbHbIE NPOBMPKM BMECTO HELOCTAILMUX KOMMNOHEHTOB BHOCAT MO
0,5 cm3 0,9 %-Horo pacTBOpa XNOpWUAa HAaTPUsi M3OTOHUYECKOTO.

Tabnuuya 2— Cxema un pesynsratsl noctaHoBkn PCK (npumep)

PasseneHns cbiBOpOTKK KoHTponb
g9 £ :
g g o g
58| &% 2 S
PassegeHue f; go % = g skE
aHrurena 1:100 15 | 110 | 120 | 140 | 180 | §2< =gt 8 gD
18 = T @ 3 g
skt 5 o = @5
aa = @ bt 5=
E o = Q sl o
52 Em 2
[MpoueHT 3agepKkn remonmnza 0 0 0 2 30 0 100 100 0
3pUTPOLUNTOB
= Bbes aHTureHa 100 100 100 100 100 100 100 100 100
8
T b
3 €3 aHTUreHa 1 KOM- 0 0 0 0 0 0 0 0 0
nrnemMmeHTa

Wratueel ¢ npobupkamu BCTpAxuBaloT U BbigepxusatoT 20 MUH B TepmocTate (BogdHoW GaHe) npwu
TemnepaTtype (37 + 1) °C. 3atem Bo Bce NPOBUPKM BHOCST reMONUTUYECKYIO cucTeMy no 1 cm3 1 cHoBa no-
MeLlarT B TepMmocTaT (BoasHyw 6aH) Ha 20 MuH. Peakuuio yunThIBaOT BM3yaneHo Yyepe3 15—18 4 nocne
BblAepKMBaHMA npn TemnepaType oT 4 °C go 12 °C.

6.5.4 O6paboTka pe3ynbTaToB

Peakunio oueHnBaKOT Mo CTeNeHW remonnaa SPUTPOLMTOB B NpOUEHTAaX.
TVITp CbIBOPOTKHK, TO €CTb Hanbonbliee ee pa3BefeHue, Bbi3blBaloLlee NONHY 3a0epPXKy reMonnaa apu-
TPOUWUTOB (OTcyTCTBI/iE.‘ TEMOJ'IVIS&) C aHTWUreHom B paﬁoqu pa3BefgeHun, OOmxeH BbITb He Huke 1:20.
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CbIBOPOTKY CHMTALOT He obnagdatoLen aHTUKOMNNEMEHTapHbBIMWU 1 FreMOSTMTUHECKMMM CBOMCTBAMMW, ECIN
B Npobupkax KOHTponsa 6e3 aHTUreHa 3pUTPOLMTbLI NONHOCTLI0 remonuanpytoTtes (100 % remonusa), a B npo-
Oupkax KoHTpons 6es aHTUreHa W KOMMNNEMeHTa HACTynaeT NofHasa 3aaepxka remMonusa 3puTpoLUToB (OT-
CYTCTBME reMonmaa).

6.6 OnpegeneHne MaccoBOW OONW BRaru

Maccosy gonto enarv onpegenatoT no FOCT 24061.

7 TpaHCnOpTMpPOBaHUE U XpaHeHue

7.1 CbIBOpOTKY TpaHCNoOpTUPYHT BCEMM BUaamMu TpaHcnopTta B cootBetcTBuM ¢ TOCT 17768 npu tem-
nepatype ot 2 °C go 15 °C.

7.2 [onyckaeTcsl TpaHCMOPTUPORATL ChIBOPOTKY NpU TeMnepaTtype He Bhile 25 °C B TeueHWe He bonee
20 cyT.

7.3 CbIBOpPOTKY XpaHAT B CYXOM TEMHOM MOMELLEHMN B yNaKOBKe NPOU3BOAMTENS NMpu TeMNepaType oT
2 °C po 15 °C B npepenax cpoka rogHoCTu.

7.4 Cpok rogHOCTWM CbIBOPOTKM — TPW roga C AaTthl npouaBoacTea. [JaTol npou3BoAcTBa ChIBOPOTKM

CHUTAKT aaty paCCbaCOBKM.
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KntoyeBblie cnosa: CbiBOPOTKa CanHasd, peakuna CBA3bIBaHWMA KOMMNnemeHta, reMonmTuy4eckue CBOWNCTBA,
dHTUMKOMMNIEMEHTapPHbIE CBOWCTBA, aKTUBHOCTb
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MKC 11.220

MameHeHue Ne 1 TOCT 17404—2017 CriBOpOTKa canHas ANf peakuuu CBA3bIBAHUA KOMNNeMeHTa. Tex-
HUYeckue ycrnoBus

MpuHaTo MexrocynapcTBeHHbIM COBETOM MO CcTaHOapTU3auuu, MeTponorun u ceptudMkauunu
(npotokon Ne 156-I ot 22.11.2022)

3apeructpupoBaHo Bropo no ctangaptam MIC Ne 16540

3a NpUHATHME U3MEHEHUA MPOronocoBanyu HauWoHaNbHbIe opraHbl NO CTaHAAPTM3auuMKM cnegyrLmx
rocyaapcte: AM, BY, KG, RU, UZ [koab! anbd¢a-2 no MK (MCO 3166) 004]

ﬂaTy BBeJeHWNA B nEﬁCTBMe HacTosALWwero UaMeHeHUA yCTaHaBNUMBaKT YKazaHHble HAUWOHanNbHbIe
opraHbl No GI:TaH,Cl,a[:)TIPISaLWIl‘l"t

Pazgen 2. Nckmouuntb cebinky Ha FTOCT 12301—2006;

3aMeHUTL CChINKK: 4aTMPOBaHHbIe Ha HegaTUpoBaHHbIe, Kpome FOCT 16445—2012, TOCT 16446—2012;
FOCT 6709 4OMOMHUTL 3HAKOM CHOCKU: « !
AOMOMHUTL CHOCKO :

»;

«
1 B Poccuiickoii Pegepauum aeictayet FTOCT P 58144—2018y;

3ameHnTb cebinky: «FOCT MCO/M3K 17025—2009» Ha «[OCT ISO/IEC 17025»;

npumeY4aHve N3NoXuTb B HOBOW peaaxkuuu:

«MpumeyaHue— lNpn NonNbL30BaHUM HACTOALLMM CTaHAAPTOM LienecooBpasHo NpoBepUTL AEHCTBUE GChINOH-
HbIX CTAHOAPTOB U KnaccuuKaTopoB Ha obuLMansHOM UHTepHeT-calTe MekrocyAapcTBEHHOTO COBETA MO CTaHAapTU-
3aUWK, METPOMOTAN W CepTUdMKaLMn (www.easc.by) unu no ykasaTensm HauWoHanbHbIX CTaHAAPTOB, M3AaBaEMbIM B
rocyapcTeax, yKasaHHbiX B MPeaycrnoBum, UMk Ha oduUManbHLIX CalTax COOTBETCTEYHLLMX HALMOHAMEHLIX OPraHoB no
CTaHdapTu3auun. Ecnu Ha AOKYMEHT OaHa HegaTUpOBaHHAaA CCbllka, TO cnegyet NCnonb30BaTh OOKYMEHT, ,D,eﬁCTByIOLLI,Mﬁ
Ha TEKYLUMA MOMEHT, C YYETOM BCEX BHECEHHBIX B HEFO U3MEHEHWi. ECNM 3aMeHeH CCbINOYHbIA JOKYMEHT, Ha KOTOPEIN
AaHa 0atnpoBaHHaA CCbifika, TO cnegyet WMCNonb30oBaTh YKa3aHHYH) BEPCUKO 3TOrMo OOKyMeEHTa. Ecnn nocne NPUHATUA
HaCTOSILLEro CTaHAAPTa B CCbINOYHbIV JOKYMEHT, Ha KOTOPLI AaHa AaTUPOBAHHAs CCbIMKa, BHECEHO M3MEHeHWe, 3aTpa-
rMearollee NnoNnoXeHne, Ha KOTopoe aHa CCblKa, TO 3TO NONOXXEeHWE NPUMEHAETCA Ge3 y4yera 4aHHOIo M3MEHEHNA. Ecnm
CCBINIOYHBIA [JOKYMEHT OTMEHeH 6e3 3amMeHbl, TO MOMOXeHWe, B KOTOPOM [aHa CChIfka Ha Hero, MPUMEHSIETCS B YacTu, He
3aTparvBaloLLed aTy CCbINKy».

MyHkT 4.4.2. VickniounTb cebinky: «no FOCT 12301».

MyukT 5.3. MNepBoe nepevncrieHue. VICKN4YUTEL CNoBa: «TOBAPHbLIW 3HAK».

MyHkT 6.1.2. 3ameHuTb cebinky: «TOCT MCO/M3K 17025» Ha «TOCT ISO/IEC 17025».

Mogpasgen 6.2. Bocbmow abG3au. 3amenntb cobinky: «no FOCT 16445 (nognyHkT 5.4.2.2)» Ha
«no MOCT 16445—2012 (nognyHKT 5.4.2.2)».

MognyHkT 6.5.2.3. 3ameHnTb ccbinky: «OCT 16446 (nyHkT 6.6.2)» Ha «MOCT 16446—2012
(MYHKT 6.6.2)».

MognyHkT 6.5.2.4 Tllepebin abszay. 3ameHuTs ccbinky: «OCT 16446 (nogpasgmen 6.6)» Ha
«MOCT 16446 —2012 (nogpasgen 6.6)»; 3ameHnTb 3HaqeHns: «0,19» Ha «0,1»; «0,25» Ha «0,14»;

BTOpPOW ab3al U3noXxuTb B HOBOW pegakuuu:

«3aTem rotoBaT 10 cm?® komnnemeHTa B paBoueit fo3e, ANS Yero BHOCAT B npobupky 9,65 cm3
0,9 %-HOro pacTBopa XNOpUAAa HAaTPUsSl M3OTOHUYECKOTO M AOBABMAKT KOMMNEMEHT B o6beme 0,35 cm3 npu
ero paBoueit nose 0,14 cm3».

MyHkT 6.5.3. MNepBbil ab3au. 3ameHWTb 3HauyeHws: «2,5 cM3» Ha «1,0 cm3»: «no 0,5 cM3» Ha
«no 0,2 cm3» (2 pa3a);

Tabnuua 2. Nonoeka Tabnuukbl. 3aronoBoK Nepeoi rpadbl. 3aMeHUTL crnoBa: «PaseegeHne aHTUreHa
1:100» Ha «KoMMOHEHTbI»;

BoKoBMK. 3aronoBOK NEPBON CTPOKW. 3ameHUTb crnoBa: «[1pouUeHT 3afepKu remonmsa 3pUTPoLMTOBY
Ha «AHTUIeH KOHTPONbHbIN B pa3segeHun 1:100»;

* [ata BBedeHWs B AeilcTBUE Ha TeppuTtopun Poccunickon ®egepaumm — 2023—01—01.
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(MpodomxeHue WameHeHuss Ne 1 k FTOCT 17404—2017)
Tabnuuy AONONHWUTE MPUMEeYaHeM:

«[1 puMeEeYHaHNE — B TEGHVILI,E NpuUBeOEHbl 3HAYEHUA CTENEHU 3a4EPXKW reMonnia 3pUTPpOUMTOB B NPOLEHTaX»;

BTOpOIt ab3al,. 3amMeHUTb 3HaueHue: «1 cM3» Ha «0,4 cm3y.
MyHKT 7.3. 3aMeHWTb CNoBa: «B CyXOM TEMHOM MOMELLEHUM» Ha «B 3allMLIEeHHOM OT CBETa MecTe».

(MYC Ne 4 2023 r.)
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