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MpeaucnoBune

Lienu, OCHOBHblE MPUHLMNLI U OCHOBHOM MOPSIAOK NpoBeAeHusi paboT MO MEXrocyaapCTBEHHOW
craHpaaptusaumm ycraHosnedol FOCT 1.0 — 92 «MexrocyaapcrBeHHas cuctema cranaaprtusauum. OCHOB-
Hble nonoxeHus» u FOCT 1.2-2009 «MexrocyaapcrBeHHas cuctema crangaptusauuu. CTaHaapTbl MEXTo-
CyAapCTBEHHbIE, NPaBUNa M peKkoMeHAALUMM N0 MEeXTOCyapCTBEHHON craHaapTusauuu. MNpaBuna paspa-
60TKU, NPUHATUS, NPUMEHEHUSA, OOHOBMNEHUS U OTMEHDI»

CBeneHuna 0 cTaHpgapre

1 PASBPABOTAH ®epepanbHbiM rocyaapCTBEHHbIM OIOKETHBIM yupexxaeHuem «Bcepoccuiickuii
rocyapcTBeHHbli LIeHTp kayecTsa u craHaapTu3auuy NekapCTBEHHbIX CPEACTB ANA XUBOTHLIX U KOPMOB»
(®I'BY «BMHKW»)

2 BHECEH depaepanbHbiM areHTCTBOM M0 TEXHUYECKOMY PEerynupoBaHuio u metponormu Poccuit-
ckon depepayumn

3 MPUHAT MexrocyaapCTBEHHLIM COBETOM MO CTaHAApTM3auMu, METponorum u ceptudukauum
(npotokon ot 3 aekabpsa 2012 r. Ne 54-1)

3a NPUHATUE NPOTronocoBanu:

KpaTkoe HauMeHOBaHWe CTpaHbl 'f%g%?%g)n&ow CokpaLeHHoe HaumeHoBaHme
- HaLMOHaNbLHOro opraHa
no MK (UCO 3166) 004-97 o7 Mo CTaHAAPTH3ALMM
ApmeHusa AM MuH3akoHOMUKN Pecnybnukn ApmeHust
Kuprusuna KG KblprelacTraHgapT
MonpoBa MD Mongosa-CtaHgapTt
Poccus RU Poccrangapt
TagXukncTaH TJ TapxukctaHgapT
YabekuctaH Uz Y3cTangapT

4 MpukasoMm deaepanbLHOro areHTCTBa No TEXHUYECKOMY PErynupoBaHUIO U METPONOrMK OT 28 MIOHSA
2013 r. Ne 313-cT BBEAEH B AENCTBUE B KAYECTBE HALMOHANLHOrO crtaHaapta Poccuiickoin degepauum ¢ 1
utons 2014 ropa.

5 BBAMEH I'OCT 16446-78

UHpopmayus 06 usMmeHeHUsaX K Hacmoswemy cmaHdapmy nybnukyemcs e exe200HoMm uHgopma-
UUOHHOM yKa3amerne «HayuoHarnbHble cmaH0apmbl», @ MEeKem U3MEHeHul U nornpaeoK — 6 eXemMeCcayHoM
UHGOPMaUUOHHOM yKasamersne «HayuoHanbHbie cmaHf8apmbi». B criydae nepecmompa (3ameHbl) unu om-
MeHbl Hacmosauweeo cmaHdapma coomeemcemasyouiee ysedomneHue 6ydem onybriukosaHo 8 exemecsyd-
HOM UHGhOPMaUUOHHOM yKazamene «HauuoHanbHble cmaHO0apmel»y. Coomesememeyrouias UHpopmayus,
ysedomiieHUe U MeKCMbl Pa3Mewjaromes maKkxe 6 UHghopmauuoHHoU cucmeme obuweeo onb308aHus — Ha
ocbuyuansHom catime ®edeparnbHO20 a2eHMeMea o MEexXHUYECKOMY peaynuposaHuio U Memponoauu e
cemu ViimepHem

© CraHgapTuHdopmM, 2014

B Poccuiickoin deaepauun HacTosLWMi CTaHAAPT He MOXET ObiTb MOMHOCTLIO UMW YaCTUYHO BOC-
NPOW3BEeAEH, TUPAXXMPOBAH W pacnpocTpaHeH B kavyecTee odmumanbHoro usganus 6es paspewexHus depe-
panbHOro areHTCTBa No TEXHUYECKOMY PEryriMpoBaHUIO U METPOSOrMK
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M EXT TIOCYAOAPCTBEHHT G MN® CTAHAOAAPT

KOMIMMEMEHT CYXOM ANA PEAKLMW CBSA3bIBAHUA KOMIMMEMEHTA

TexHuuyeckue ycnoBus

Dry complement for the complement fixation test.
Specification

DNata BBegeHusa — 2014 - 07 - 01

1 ObnacTtb NnpuMeHeHus

HacToawwmn craHgapt pacnpocTpaHAaeTcs Ha CyxOW KOMMMNEeMEHT ANA peakumu CBA3bIBAHUA KOM-
nneMeHTa (aanee — KOMNAEMEHT), NPeACcTaBnALLUIA COOO0M CbIBOPOTKY KPOBU MOPCKUX CBMHOK, CTabunNuamn-
POBaHHYIO CEPHOKUCIIBIM MarHMeM U BbICYLLIEHHYIO METOA0M Nuodunuaauun.

KomnnemeHT npegHasHa4vyeH aAnd npuMeHeHuA B Ka4eCTtB€ KOMMOHEHTa peakuun CBA3bIBAHUA KOM-
nneMeHta (ganee — PCK) ana anarHoCTukm 60nesHen XMBOTHbIX BakTepuanbHOi U BUPYCHOW STUOTOTUN.

2 HopmaTuBHbIe CCbISIKU

B HacToAwem cTaHgapTe MCNonb30BaHbl HOPMaTUBHBIE CCbIMKM HA CReayloLmMe cTaHaapThbl:

FOCT 12.0.004—90 Cuctema craHaaptoB 6e3onacHocTtu Tpyaa. OpraHmusauusa obyyveHus 6esonac-
HoCTK TpyAa. O6LUmMe NOnoXeHus

FOCT 12.1.004—91 Cucrema ctaHgaptoB GesonacHoctn Tpyaa. MNoxapHaa 6esonacHoCTb. Obuyme
TpeboBaHus

FOCT 12.1.005—88 Cucrema craHgaptoB 6e3onacHocTu Tpyaa. Obumue CaHUTapHO-TMrMeHnYecKkme
TpeboBaHua K BO3ayxy paboyei 30HbI

FOCT 12.1.008—76 Cucrema craHgaptoB 6esonacHoctu Tpyaa. Buonoruyeckas 6e30macHOCTb.
O6wye TpeboBaHus

FOCT 12.2.003—91 Cuctema craHgaptoB 6e3onacHoctu Tpyga. ObopyaoBaHue npou3BoACTBEH-
Hoe. ObLme TpeboBaHusi 6e30nacHOCTU

FOCT 12.3.002—75 Cucrema craHgaptoB 6esonacHocTtu Tpyaa. Mpouecchl NpouM3BOACTBEHHbLIE.
O6Lwme TpeboBaHua 6e30nacHOCTH

FOCT 12.4.011—89 Cucrtema ctaHgaptoB 6e3onacHoctu Tpyaa. CpeacTtBa 3awmTbl paboTaloLwmX.
O6Lwme TpeboBaHua n knaccudukaumsa

[OCT 17.2.3.02—78 OxpaHna npupoabl. ATMocdepa. MNpaBuna ycraHOBMeHUs 4ONYyCTUMbIX BbIOPOCOB
BPEAHbIX BELLUECTB MPOMbILUNEHHLIMW NPEANPUATUSMU

FOCT 1770—74 (NCO 1042—83, NCO 4788—80) lMocyaa mepHas nabopaTopHas CTEKnsAHHas.
LinnuHapsbl, MEH3ypku, kondbl, Npodupkn. ObLue TeXHUYECKUE yCroBus

FOCT 3760—79 PeaktuBbl. AMMUAK BOAHbIN. TEXHUYECKME YCIOBUSA

[OCT 3773—72 PeaktuBbl. AMMOHMWI XNOPUCTbIN. TEXHUYECKUE YCIOBUSA

[OCT 4523—77 MarHuint CepHOKUCAbIN 7-BOAHBIA. TeXHUYeCKue ycrnosus

FOCT 6709—72 Boga guctunnupoBaHHas. TexHU4ecKne ycnosus

FOCT 9142—90 Awmku n3 rodppmpoBaHHOro kaptToHa. ObLumMe TeXHNYeCckne ycrnoBusi

FOCT 9293—74 A30T razoo6pasHblii U XuUgkuii. TexHu4eckme ycrousi

FOCT 9412—93 Mapna meguumHckada. TeXHUYECKUE YCNoBuA o

[OCT 10652—73 PeaktuBbl. Conb anHatpuesas atunedgnammi-N, N, N, N — TeTpayKCyCHOW KMCNOThI
2—-BoaHasa (TpunoH b). TexHnyeckue ycnosus

FOCT 12303—80 Mayku n3 kaptoHa, bymaru 1 KOMOMHUPOBAHHbLIX MaTepuanos. Obwme TexHu4e-
cKue ycrnosusi

FOCT 14192—96 MapkupoBka rpy3oB

[OCT 16445—2012 CbiBOpPOTKaA remosimTudeckasn ans peakumu CBA3bIBAHUA KOMMNeMeHTa. TexHu-
Yeckue ycnosus

FOCT 18300—87 CnupT 9TUNOBLIN PEKTUPUKOBAHHLIN TEXHUYECKUA. TEXHUYECKUE YCNOBUSA

M3paHue opuumnanbHoe
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FOCT 24061— 2012 CpeacTtBa nekapCcTBeHHbIE NMOPUNU3INPOBAHHbIE ANA BETEPUHAPHOIO NpUMme-
HeHua. MeToabl onpeaeneHnsa MaccoBoii A0NW Braru

FOCT 25336—82 Mocyana u o6opyaoBaHue nabopaTtopHble CTeKNAHHbIE. Tunbl, OCHOBHbLIE Napa-
METpPbl U pasMepbl

OCT 28083— 2012 CpeactBa nekapCTBEHHbIE NMOMUNU3NPOBAHHbLIE ANS BETEPUHAPHOIO Npume-
HeHus. MeToa KOHTPONsA Bakyyma B amnynax u prnakoHax

FOCT 29230—91 (MCO 835-4-81) lNocyna naGopatopHasn CTeknAHHas. MuneTku rpagynpoBaHHbIe.
Yacrb 4. [uneTku BbiAyBHbIE

MpumeyaHue - pu NONbL30BAHMU HACTOALLMM CTAHAAPTOM LienecoobpasHo NPOBEPUTL Aei-
CTBME CCbISIOYHbIX CTaHAAPTOB B MH(OPMALMOHHOW cuCTeme O6LIero Nonb30BaHMsA — Ha oduunanbHoOM
caite ®eaepanbHOro areHTCTBa N0 TEXHUYECKOMY PEryfnMpoBaHuio U MeTponorum B cetn MHTepHeT unm no
€XXeroiHo usgaBaeMoMy MHGOPMALMOHHOMY yKasaTenio «HauuoHanbHble CTaHAAPTLI», KOTOPLIN onybnu-
KOBaH NO COCTOSHUIO HA 1 AAHBapsA TEKYLUEro roaa, u no COOTBETCTBYIOLUM €XEMECAYHO M3AaBaEMbIM UH-
(pOopMaLMOHHBIM yKa3aTensam, onyGnukOBaHHbIM B Tekywlem rogy. Ecnu cCbinouyHbIi cTaHAApT 3aMeHeH
(M3MeHeH), TO Npu NONb30BAHWMM HACTOSILLMM CTaHAAPTOM CreAyeT PyKOBOACTBOBATLCA 3aMEHSAIOWMUM (13-
MEHEHHbIM) CTaHAapToOM. ECnu CCbINOYHbIN CTaHAapT OTMEHEH 06e3 3amMeHbl, TO NoNOoXeHue, B KOTOPOM Aa-
Ha CCbirika Ha Hero, MPUMEHNAETCA B YaCTu, He 3aTparMBaloLLEi 3Ty CCbISKY.

3 TexHunueckue Tpe6oBaHus

3.1 KomnnemeHT Ao5mkeH COOTBETCTBOBATL TPEOOBAHUAM HACTOALLEro CTaHaapTa u NPOM3BOAUTLCA
NO TEXHOMNMOIMYECKOMY pernameHTy.

Tabnuua 1
HaumeHoBaHue nokasarens Xapakrepucruka u Hopma

BHewHwun Bua Cyxasi ogHOpoAHasA nopucTasa macca 6enoro unm
po30BOro LBeTa

PacTBopMMOCTb, MUH 3005

Maccoeas 4onsi CepHOKMCNOro Marius, % 5005

Maccoeas aons Bnaru, % He Gonee 3,0

Hanuyne Bakyyma B amnynax JorkeH 6biTb BaKyyM

AKTUBHOCTb (TUTP) B reMONIUTUYECKOW CUCTEME B

passeaeHuun 1 : 20, He MeHee 0,14

FeMonnTM4ecKue CBONCTBa He fomKeH Bbi3biBaTb reMonn3a apuTpoumToB
6apaHa B OTCYTCTBUN FrEMONU3NHA

3.2 YnakoBbIiBaHUe, MapKupoBaHue

3.2.1 KoMnneMeHT paceacoBbIBAIOT MO 2 CM° B CTEPUNbHBIE NEHULMNNMHOBLIE (BHaKOHbI UMM am-
nynbl U nuodpunusnpytoT. Nocne aToro amnynel 3anavBatoT NoA4 BaKyyMOM, @ dofakoHbl 3arnosnHAT a30ToM
no FOCT 9293 unu OCyLUEHHbIM BO3YyXOM, 3aKpbIBAIOT PE3MHOBbLIMW NPODKaMK 1 0OXUMAIOT anoMUHUEBbI-
MW KOrnaykamu.

3.2.2 ®nakoHbl (aMmnysbl) C KOMMMEMEHTOM YMNaKOBbIBAKOT B KapTOHHbIE kOopobku no MOCT 12301
UM KapToHHble nayku no FOCT 12303 ¢ pasgenuTenbHbIMKU NeperopoakaMu Mnu rHesgamu, obecneyu-
BAOLLMMU LENOCTHOCTb (PnakoHOB (amnys). B kaayto KopoOKy (Madvky) BKNaablBaOT MHCTPYKLMIO MO Npu-
MEHEHMWIO.

3.2.3 KopoBku unu navku ¢ KOMMMEMEHTOM YMNaKOBbIBAKOT B KapTOHHbIE sAwmku no FOCT 9142 unu
Apyrne ananornyHele. Macca AwmkoB — He Gonee 15 kr. B kaxabln ALMK BKNAAbIBAIOT KOHTPOSbLHLIA UCT C
yKa3aHuem:

- HaMMEeHOBaHuA npenapara;

- konuyecTBa KOpo6oK (navek) B ALLMKe;

- HOMEpPa Cepun KOMMNIIEMEHTA;

- flaTbl YNaKOBKMK;

- hamunuu N Homepa ynakosLUMKa.

3.2.4 Ha donakoH (amnyny) HakneusawT 3TUKETKY C yKasaHUeM:

- HAMMEHOBaHuA nNpenapara;

- KonuyecTBa npenapara B amnyne (nakoHe), om®;
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- HOMepa cepuu;

- CpOKa rogHOCTH;

- TUTPa;

- Hagnueu: «nsA BETEPUHAPHOTO NPUMEHEHUSY.

3.2.5 Ha kopoBku nnm nayvkm ¢ KOMNNEMEHTOM (BTOPMYHAs YNaKOBKA) HAHOCAT MapKUPOBKY C ykasa-
HUeMm:

- HaUMEHOBAaHUA OpraHn3aUnUn-NPON3BOANUTENS;

- HAaUMEHOBaHUA NpenaparTa;

- HOMepa cepuu;

- flaTbl BbINYCKA;

- TUTPa B reMOSIUTUYECKON CUCTEME;

- KONM4YecTBa PriakoHOB (ammnyn) B KOPOOKe;

- KOnu4yecTea 403 Mo TUTPY BO dprakoHe (amnyne);

- Konu4yecTea pasbasutens;

- CpOKa roHOCTH;

- YCINOBUII XpaHEHUS;

- 0603Ha4YeHNA HACTOSALLEro cTaHaapTa;

- Haanucu: «nA BETEPUHAPHOIO NPUMEHEHUSY;

- LUTPUXOBOTO KOAA;

- HOMEpa PerncTPaLMOHHOTO YA0CTOBEPEHUS;

- UHpopMaLMK O NOATBEPHAEHNU COOTBETCTBUA.

3.2.6 Ha TpaHCNOPTHYIO Tapy HAHOCAT MapKUPOBKY C yKasaHUeM:

- HAUMEHOBAaHUA OPraHM3aLun-NPOU3BOANUTENSA, €€ aapeca (B TOM YACNE CTPaHbI);

- HaUMEeHOBaHMA nNpenapara;

- Konu4yecTBa KOpoBOoK (Nayek) ¢ npenapaTom B ALLMKE;

- Maccol 6pyTTO;

- HOMepa cepuu;

- 4aTbl BbIMYCKA;

- CpOKa roHOCTH;

- YCINOBWI XPaHEHUA U NEPEBO3KN;

3.2.7 TpaHCnopTHYI0 MApPKMPOBKY HAHOCAT Ha NPOTUBOMONOXHYID CTOPOHY TPAHCMNOPTHOW Tapbl B
cootBeTcTBUM € MTOCT 14192 C ykazaHMeM MaHUNYNAUUOHHbBIX 3HAKOB: «Xpynkoe. OCTOPOXHO» U «OrpaHu-
YeHue TemnepaTypbiy.

4 TpeboBaHUA 6€30NaCHOCTU U OXpPaHbl OKpPYXKalolen cpeabl

4.1 Mo BGuonoruyeckor 6e30MNacHOCTU KOMMNIEMEHT AOMKEH COOTBETCTBOBATbL TpeboBaHuam FOCT
12.1.008.

4.2 B npouecce npou3BOACTBA KOMMNEMEHTA AOMKEH OCYLLECTBNSATLCA KOHTPOSb 32 BbINOSIHEHMEM
TpeboBaHuii obecneveHus noxapHoii 6esonacHoctu no MOCT 12.1.004.

4.3 MNpou3BOACTBEHHBIN NpoLEcC AOMKEH ObiTb OpraHW3oBaH B COOTBETCTBUMM C TpeGOBaHUSMM
MOCT 12.3.002, a npousBOACTBEHHOE 0OOpPyAOBaHME AOMKHO COOTBETCTBOBaThb TpeboBaHuam [OCT
12.2.003.

4.4 O6y4yeHune nepcoHana mepam 6e30MacHOCTU JOMKHO ObiTb OpPraHW3oBaHO B COOTBETCTBMU C
FOCT 12.0.004.

4.5 Cpegacrea 3awwmTtel pabotatowmx — B cootseTcTeun ¢ FOCT 12.4.011.

4.6 Bo3ayx paGouyeii 30Hbl — B cooTBeTcTBMM ¢ TOCT 12.1.005.

4.7 KoHTponb 3a BbIGpocamu BO BHELLUHIOK cpeay — B cooTBeTcTBMM ¢ FTOCT 17.2.3.02.

4.8 YTunusauma KomnneMeHTa ¢ UCTEKLWUM CPOKOM rOAHOCTU, CEepUl, HE BblAEPKaBLUMX KOHTPOSb-
HbIX UCNLITAHWA, a Takke hnakoHOB M amnyn, OCTaBLUMXCA MOCIE UCMbITAHUIA U UCNONbL30BaHUA, HE TpebyeT
cneumanbHbiX Mep 6e3onacHoCTy.

5 MpaBuna npueMku

5.1 Kaxpgas cepusi KOMNNEMeHTa AOImkHa ObiTb NpuHsiTa (NPOBEPEHA) OTAENOM, OTBEYaloWMM 3a
KOHTPOIb Ka4yecTBa rotToBON NPOAYKLUMKU OpraHn3auuy - NpoM3BOAUTENS.

5.2 Cepuei KOMNIeMeHTa CYMTalOT ONpeaeneHHoe KOnMMYecTBO npenaparta, Nony4YeHHOro 3a OAWH
TEXHOMOrMYECKUA LMKN, OAHOBPEMEHHO NPEACTABMNEHHOrO0 Ha KOHTPOMb U OPOPMIIEHHOTO OAHWUM JOKYMEH-
TOM O Ka4yecTBe.
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5.3 B fOKYMEHTE 0 Ka4yecCTBe yKasblBaloT:

- HAUMEHOBaHWe opraHU3auun-NPoOU3BOANTENS;

- HauMeHoBaHue npenapara;

- HOMEp cepum;

- AaTy u3rotoBneHus (Mecsy u rog);

- 06beM cepuu;

- pesynbTaThl UCTLITAHUSA MO NOKa3aTenNAM Ka4yecTBa;

- CPOK rogHoCTun (Mecsy u rog);

- YCNOBUA XpaHEHUs;

- 0603Ha4eHue cTaHaapTa;

- HOMEp W AaTy BblAAa4u AOKYMEHTA O Ka4ecTBe;

- 3aKMI0YEHUE U NOANUCH NKLA, BblAABLLETO AOKYMEHT O Ka4ecTse.

5.4 [InA KOHTPOMNA Ka4yecTBa KOMMIEMEHTA OT KaXA0N Cepun METOAOM crydaiiHoro ot6opa otbupa-
10T BbIOOPKY B KOnm4yectse 40 conakoHOB (aMmnyn).

20 cnakoHOB (amnyn) ¢ KOMNEMEHTOM UCMONb3YIOT AN NPOBEAEHUS UCTLITAHUA MO NoKa3aTensam
KavecTBa, yka3aHHbIM B Tabnuue 1, a 20 — HanpaensaoT B apxuB OTAENA, OTBEYAIOLLET0 3a KOHTPOb Kave-
ctBa. OOGpa3ubl KOMNNEMEHTA B apXUBE XPaHAT B TEYEHNE CPOKa, HA LLUECTb MECSALIEB MPEBLILLAIOLLIEr0 CPOK
rOAHOCTH.

5.5 ApxuBHble 00pasLbl MapKMPYIOT HaAMUCLIO «ApPXMUB», ONEYaTbIBAKT U CHAGXalT AOKYMEHTOM
YCTaAHOBIEHHOW POPMbI C YKa3aHUEM:

- HaUMeHOoBaHMA npenapara;

- HOMepa cepuu;

- oatbl Bbinycka (Mecsila 1 roaa);

- fatbl otbopa npoo;

- obbema cepuu;

- konu4yectea 0To6paHHbIX 06pa3LoB;

- OOMMKHOCTM U noAnucu nuua otobpasLuero nposoi;

- CpOKa rogHocTn (Mecaua u roaa);

- 0603Ha4YeHns HACTOALLEro CTaHaapTa;

- CpoKka xpaHeHusi npo6 B apxuBe.

5.6 Mpu HeyaOBNETBOPUTENLHLIX Pe3ynbTarax UCTIbITaHUI XOTs Obl MO 0AQHOMY U3 Moka3saTenen no
HEMY NPOBOASIT MOBTOPHBIE UCTILITAHUSA HA YABOEHHOM KONUYECTBE 06Pa3L0B KOMMNMNEMEHTA, B3ATLIX OT TOM
)KE Cepuu, U Ha YABOEHHOM KONUYECTBE MaTepuarnoB. Pe3ynbTarbl MOBTOPHbLIX UCNBITAHWUI CHUTAIOT OKOHYa-
TENbHbIMU U PACNPOCTPAHSIIOT HA BCIO CEPUIO.

B cnyyae HeynoOBneTBOPUTENbHLIX PE3ynbTaToB MOBTOPHON NPOBEPKU, CEPUIO KOMMSIEMEHTA CUU-
TaloT HE COOTBETCTBYIOLLEN TPeOOBAHNAM HACTOALLErO cTaHaapTa u Gpakyior.

6 MeToab! ucnbiTaHun

6.1 OnpepeneHne BHEWHEro BUAa

6.1.1 [ina onpeaeneHnsa BHELLHEro Buaa Bce hnakoHbl (aMnyribl) C KOMMNEMEHTOM NPOCMaTpUBalOT
Bu3yanbHO. OAHOBPEMEHHO MPOBEPSIOT LEeNIOCTHOCTL (pnakoHOB U amnyi’.

6.1.2 Mo BHeLIHEMY BUAY KOMMNIEMEHT AOIDKEH NPeACTaBnsATb COOO0I CyXyl0 OAHOPOAHYIO NOPUCTYIO
maccy 6enoro unm po3oBoro useTa. Ha dnakoHax n amnynax He AOIDKHO ObITb TPELWH. N3MeHeHue KOHCK-
CTEHLUU HEe J0oNyCKaeTCA.

6.2 OnpepgeneHue pacTBOPUMOCTU

6.2.1 [lna onpeaeneHus pacTBOPUMOCTM npenapara BO ()IakoH (amnysny) C KOMNSIEMEHTOM Npu
NMOMOLLM NUNETKM UIU A03aTOPa BHOCAT (PM3MONOTUYECKUIt pacTBOP MNU AUCTUNNMPOBAHHYIO BOAY B KONU-
yecTBe, yKasaHHOM Ha pnakoHe (amnyne).

6.2.2 [Nocne BCTpAXUBaHUA Npenapar AOSMKEH NOMHOCTbIO PpacTBOpUTLCA B TedeHue (3,0 £ 0,5) muH
U NpeacTaBnsaTb COO0I NPO3payHyio XUAKOCTb CBETSI0-PO30BOro LpeTa 6e3 NOCTOPOHHEN NPUMECH U MeXa-
HUYECKUX BKITIOYEHMIA. Bo3moxHa nerkas onanecueHuus.

6.3 OnpepnerneHne MaccoOBOM AONIU CEPHOKUCNIONO MarHua
6.3.1 OGopynoBaHue u peakTuBbl

Konbbl MepHbie BMecTumocTbio 100, 250 n 1000 cm® no FOCT 1774.
Konbbl nnockogoHHbIE BMECTUMOCTbIO 200 cm® no FOCT 25336.
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CrakaHbl nabopartopHblie no FOCT 25336.

Boaa auctunnuposanHas no MOCT 6709.

AmMunak soausbin no NOCT 3760.

AMMOHMI xnopuctbiin no MFOCT 3773.

AmmuadHbI GydepHbiin pacTeop.

Tpunon B no FTOCT 10652 monApHON kKoHueHTpauuu 0,05 Monb/am> (0,1 H pacTBOp).

XpOMOBbIE MHAWUKATOPLI: KUCMOTHLIA XPOMOBbLIA TEMHO-CUHUIA MNU XPOMOBBIW YEpHBIA cneuuans-
HbIW.

dukcanan MgSO, - 7 H,O monapHoin koHueHTpauum 0,05 Monb/am> (0,1 H pacTBOp) MMM
MgSOQO, - 7H,O no MOCT 4523.

CnupTt 3tunosein no NOCT 18300.

6.3.2 MNoaroToBka K UCNbITaHUIO

6.3.2.1 MpurotoBneHue ammmuavHoro SydgepHoro pacrsopa

BaseLwmBaioT npoby XnopucToro aMMOHUSE Maccon 2 1 ¢ TO‘{HOCTI:IO [0 BTOPOro A€CATUYHOrO 3Haka,
pacTBOPSIOT B AUCTUNNMPOBAHHON BOAe, A06aBNAIOT 10 cM® 25 %-HOro BOJHOTO pacrsopa amMmuaka u
A0BOAAT 06bEM AUCTUNNUPOBaAHHOM BoAow 40 100 oM’

6.3.2.2 MpurotoBneHue pacTBopoB XPOMOBBLIX MHANKATOPOB

0 5 r ungukartopa pacrtsopsior B 20 CM° aMMWaYHOrO GydepHoro pacreopa no 6.3.2.1 u goBoaar Ao
100 oM 95 %-HbIM STUNOBBIM CnUpTOM.

6.3.2.3 lNMpurotosnexune pacteopa TpunoHa b monapHown koHueHTpauuu 0,05 MOnb/AM>

Mpo6y TpunoHa B maccoi 18,6 r pacTBOPAIOT B AUCTUNNMPOBAHHOW BOAE, AOBOAAT 00beM A0 1
aM®, nepeMeLLMBaIoOT u UnBTPYIOT, ECAN PACTBOP NONYYUIICA MYTHBIM.

6.3.2.4 YcraHoBka TUTpa TpunoHa b

[FoTOBAT pacTBOpP CONMU MarHMsA MONSIPHOMN KouueHTpaLg 1 0,05 monb/am>: pacTBOpSAIOT COAepXUMoe
dukcaHana unu npody MgS0O,-7H,0 Maccom 1,2325 r 8 1 gM” AUCTUNNMPOBAHHON BOAbI. B konby BmecTu-
mMocTbio 200 CM3 BHOCFIT 100 om® pacTteopa CEpHOKMCIOro MarHuMsi MOMSIPHOW KOHUEHTpauuu
0,05 Monb/AM’, 5 ¢M® aMMUaYHOro GydbepHoro pacreopa, nNsAiTb — CeMb Kanefnb MHAMKaTopa, 3aTeM CMecChb
MeaneHHo TI/IprIOT NPU UHTEHCUBHOM MnepemeLiMBaHUMnU pacTtBOpPOM TPUIOHA b MOHHpHOVI KOHLeHTpaLluu
0,05 MONb/AM® A0 OTHETANBOTO U3MEHEHWS oKpacku pacteopa.

MonpaBoYHbIi KOIPDULMEHT K TUTPY TpUoHa b Ky, BbIUMCHIAIOT N0 dopmyne

_ 10- KMg n

Tp l/ !

r,qe Kvg — nonpaBoyHbIi KO3bduumueHT kK TUTpy pactsopa MgSO, MonApHON KoHueHTpauuu 0,05
MOJ'Ib/JJ,M

V — KonnyecTBo pacteopa TpI/IJ'IOHa B MONAPHON KOHUEHTpaummn 0,05 Monb/aM’,
n3pacxogoBaHHoe Ha TutposaHue 100 om® pacteopa MgSO,4 monspHoi koHueHTpauuu 0,05 MOJ'Ib/,ElMS oM™,

6.3.3 MposeaeHue UcnbiTaHUA

KoMmnnemeHT u3 nAatu gonakoHoOB (amnyn) pacTBOPSAOT B AUCTUNNMPOBAHHOW BOAE, MEPEHOCAT B
MEpPHYI0 konby Bmecmmocn:ro 250 cM® 1 4OBOAST 0GBEM [0 METKN. 3aTem Gepyt 50 om® pactBopa, fo6as-
AT K HeMy 5 cM® aMMUadHOro GyepHOro pacTBopa, MsiTh — LLECTb Kanerb PacTBOpa XPOMOBOTO MHAMKA-
TOpa M TUTPYIOT NPW SHEPTMYHOM MEepPeMELLMBAHMIO pacTBOPOM TpurnoHa B monspHoi koHueHTpauuu 0,05
monb/am® 40 U3MeHeHUs oKpacku pacTsopa.

6.3.4 O6paboTKa pes3ynbTaToB

Maccosyio gonio cynbdarta marHusi B komnnemeHTe X, %, BbIMMCNAT no hopmyne
V,-K_ -0,01232-100
X = - , @)
2
rae Vi — konu4ecTtso pacteopa TpunoHa b koHueHTpauuen 0,05 Monb/am’, n3pacxofoBaHHOE Ha
TUTpOBaHMe Npobbl, CM™;
KT,, — MOMNpaBOYHbIA KOSPPULMEHT K TUTPY pacTBopa TpunoHa B MonsapHOn KOHLUEHTpauuen
0,05 MOJ‘Ib/JJ,M
0,01232 - KOJ’II/I“IeCTBO MgSO4 7H,0, cooTBeTCcTBYIOWEE 1 om® pactBopa Tpunona b Monsip-
HOW KOHUeHTpauun 0,05 MOnb/AM® |
100 — nepecyet B %;
2 — KONUYecTBO KOMNIEMEHTA BO prakoHe (amnyne), oM.
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6.4 OnpeneneHue MaccoBOW JONMN Bnaru

Maccosyio gonio Bnaru onpegensior no FOCT 24061.
MaccoBas gonsi Bnaru B npenaparte AomkHa ObiTb He 6onee 3 %.

6.5 OnpenenexHue Bakyyma B amnynax

Hannune Bakyyma B amnynax onpeaensioT no FOCT 28083.
B amnynax ¢ npenapartoM AOIKeH ObITb BaKyyM.

6.6 OnpeaeneHue reMONMTUYECKMX CBOWCTB M aKTUBHOCTU (TUTPA) KOMNJIeMeHTa

AKTUBHOCTb KOMMNIIEMEHTA onpeaensioT no nonHoMy (100 %-HOMy) remonu3y SpuTpoOLMTOB B reMo-
NUTUYECKON CUCTEME.

TUTPOM KOMMNMEMEHTa CYMTAKT HaUMEHbLLEE ero Konm4ecTso (Haubonbluee paaseneuue) npu Ko-
TOopom B TeueHue 10 muH npu Temnepatype 37 °C — 38 °C HacrynaeT nonHbii remonu3 0 2 oM® 2,5 %-HoM
B3BECH IPUTPOLMTOB BapaHa B NpucyTcTBUM 0,2 GM® reMONUTUYECKOI CbiBOPOTKM 1 0,6 cM® pusnonormye-
CKOro pacrteopa.

FemonuTU4eckme CBOMCTBA KOMMNIEMEHTA XapaKTEpPU3yeTCsl NOMHbIM OTCYTCTBMEM reMOonu3a aput-
pountoB 6apaHa B npobupke 6e3 reMonUTUYECKOW CbIBOPOTKM.

6.6.1 O6opynoBaHMe U peakTUBbI

Ons nposeAeHUA UCNbITAHUA NPUMEHSAIOT:
- UeHTpudyry;
- 6aHI0 BOASIHYIO;
- WTaTUBbI ANA NPOBUPOK;
- Npobupku cTeknsHHble o FOCT 25336
- chnakoHbl BMECTUMOCTbIO 250 om;
- KONGbl CTEKNAHHbIE BMECTUMOCTBIO 50, 100 cm® no FOCT 1770;
- ByCbl CTEKNSIHHbIE UM METANNMUYECKUE;
- BOPOHKM cTekmnsaHHbIe no FOCT 25336;
- UMbl 4NSA B3ATUA KPOBMK;
- NUNETKU MEPHbIE BMECTUMOCTbLIO 1, 2 51 10 cm® no FOCT 29230;
- MMKPOMUNETKM BMECTUMOCTbI0 0,2 oM™
- fo3aTopsbl
- oM3MONOrMYecKknin pacTBop XnNopucToro Hatpusa pH 6,8—7,2;
- mapnio meauumHcekyto no FOCT 9412;
- CbIBOPOTKY remonutuyeckyto no FOCT 16445,

6.6.2 MoaroroBKa K UCNbITAHUIO

6.6.2.1 MpurotoBnexue 2,5 %-How B3BECU IpUTPOLMTOB BDapaHa

KpoBb y 6apaHa 6epyT ¢ yTpa 40 KOPMNEHUs1 U3 sSipEMHON BEHbI BO (bNAkoH CO CTEKNAHHbIMK (Kepa-
MUYECKUMM) ByCaMu U MHTEHCUBHO NEPEMELLMBAIOT KPYTOBLIMU ABUXEHUAMU (hriakoHa B npouecce B3ATUA U
B T€YeHUe 7 MUH nocne. 3atemM punbLTPYIOT YEpE3 Mapriio, OTMbIBAIOT (hU3UONIOrMYECKUM PAaCTBOPOM NyTEM
ueHTpudyrupoBanusa npu 2500 06/muH no 10 muH A0 nonHOro o6ecLBeYUBaHUS NMPOMBIBHON XXMAKOCTHU, HO
He Bonee yeTbipex pa3s. U3 ocagka apuTpoLuuTOB rOTOBSAT 2,5 %-HYI0 B3BECh HA (PU3MOMNOIrMYECKOM PaCTBO-
pe.

[ns npuroToBneHust reMosIUTUYECKON CUCTEMbI CMELLMBAIOT B PaBHbIX 06bemax 2,5 %-Hylo B3BECb
aputpoumToB 6GapaHa B (hm3monoruyeckom pacTsope u pabouee paspeeHMe reMonuTUYECcKon CbIBOpOTKM B
YOBOEHHOM TUTpe (Hanpumep, npu Tutpe 1 : 1000 6epyT 2 : 1000, To ecTb Ana npurotoBneHna 50 oM’ pa-
6ouero pasBefeHUs1 reMonMTUYECKOn cbiBopoTku 0,1 oM’ npenapara us amnynbl passoasTt B 49,9 oM’ u-
3MOMOrM4ecKoro pacreopa). 3arem oToéupalot B oTAernbHbIe NPoGupku no 1 oM’ 2,5 %-Hoil B3BECH 3pUTpO-
unToB GapaHa u pabouero passeAeHUsl FeMONMTUYECKON CbIBOPOTKM ANnA KOHTpons. OcraBwmecs 49 oM’
paboyero passeaeHUs1 FeMONUTUYECKON CbIBOPOTKM [00ABAAIOT NpU NOCTOSIHHOM MOMELUMBaHUK K 49 om®
B3BECU OPUTPOLIMTOB. SpUTPOUMTbI BapaHa CEeHCUOUNU3UPYIOT aHTUTEeNaMu reMOSNIMTMYECKON CbIBOPOTKU
MyTEM BbIAEPXUBAHNSA FEMOTNIMTUYECKON CUCTEMBI B BOAAHON 6aHe npu TemnepaTtype (37 + 1) °C B TeueHue
20 MWH nNpu TpexkpaTHOM NEPUOANYECKOM NEPEMELLUMBAHUU, U NOCNE OCTLIBAHMA A0 KOMHATHOW Temnepa-
TYPbl UCMOSL3YIOT AN TATPOBAHUS aKTUBHOCTU KOMMIEMEHTA.

6.6.3 NMpoBeaeHue ncnbiTaHns

B Tpu cbnakoHa (amnynbl) C KOMNIIEMEHTOM BHOCAT (hM3MONOTUYECKUIA pacTBOp B 06beme, ykasaH-
HOM Ha dhrakoHe (amnyne), U NOMEeLWalT B XONOAWNbHUK. [locne pacTBOpPEeHUsA COAEPXMMOro amnysbl

6
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(dbnakoHbl) cnerka BCTPAXUBAIOT, KOMMAEMEHT CAMBAIOT B OAHY €MKOCTb, MEPEMELLMBAIOT U HENOCPEACT-
BEHHO nepea TUTPOBaAHWEM rOTOBAT passeaeHue 1 : 20,

KomnnemeHT B passeaeHuun 1 : 20 kaponwneTKom BMeCTI/IMOCTbIO 0,2 cM® umm p,o3aTop0M BHOCHAT B
psa npobupok B gosax or 0,02 go 0,2 oM’ ¢ Lwarom 0,02 cm® (0,02; 0,04; 0,06 oM U T. A.). 3atem B
npoBupku BHOCAT chusnonorudeckuii pacresop ao 0,2 oM’ obuiero oﬁbema xuakoctu (0,018; 0,016; 0,014
CM m  T.A4.). Nocne atoro B kaxayw npobupky BHOcAT no 0,4 oM’ c¢uaunonoruyeckoro pacreopa u no 0,4
CM° reMOMNUTUYECKON CUCTEMBI.

O,quospemeHHo B WITATUB yCTaHaBNUBaIOT TPU n?oﬁupxu Ana KoHTpons. B nepsyio npoGupky BHO-
Cf-IT 0,2 cM® KoMnnemeHTa B passeaeHun 1 : 20, 0,2 cm 2,5 % HOW B3Becu apuTpouutos GapaHa u 0,6
oM’ q)uauonoruqecxoro pacTBopa; BO BTOPyI0 Npobupky — 0,2 CM 2,5 %-Holi B3BeCH apuTpoumMToB GapaHa,
0,2 cm® remonmmqecxou CbIBOPOTKN B Y1BOEHHOM TUTpe 1 0,6 cM> qmauonoruqecxoro pacTBopa; B TPETLIO
npoﬁupxy — 0,2 cM® 2,5 %-Hoil B3BECH apuTpoLMTOB GapaHa u 0,8 cM® PU3MONOTMIECKOro pacrtsopa. lNep-
BaA nNpobupka CRyXuT AN KOHTPONA reMofIMTUYECKMX CBOMCTB KOMMJSIEMEHTA, BTOpPas — ANS KOHTpons
reMONUTUYECKON CbIBOPOTKU, @ TPETbA — ANS1 YCTAHOBIIEHUS pE3UCTEHTHOCTU 3puTpouuTOB BGapaHa.

LLraTue ¢ npoGupkaMu BCTPAXUBAIOT M NOMELLAIOT B BOASAHYIO BaHIo npu Temnepatype 37 °C — 38
°C Ha 10 MuH. Cxema TUTPOBAHUA KOMNNEMEHTa B reMONMTUYECKON CUCTEME NpeacTaBneHa B Tabnuue 2.

Ta6nuuya 2 - CxeMa TUTPOBAHUA KOMNAEMEHTA B FEMONUTUYECKOW CUCTEME
Homepa npoGupok. [103bl KOMAOHEHTOB (CM")
1 2 3 4 5 6 7 8 9 10
KomnnemeHT B|002 (0,04 |0,06 |0,08 |0, 0,12 | 0,14 | 0,16 | 0,18 | 0,20
passegeHumn 1 : 20
Ddn3NonNornyecknin 0,58 |05 |054 |052 |050 |048 |046 | 0,44 (042 (04
pacTsop
FemonuTuyeckas 0,4 0,4 04 04 04 0,4 0,4 0,4 0,4 0,4
cucrema
BogsHas 6axs 37 °C — 38 °C — 10 MuH
MpumepHbIi pe- | vl ur ur ur nr nr nr nr nr nr
3ynbTaT
MpumevyaHnuaqa
1 Yl — yacTn4HbIn remonus; NI — NONHbIA FEMONU3.
2 lWtatue ¢ npobupkaMu n3BnekarT u3 6aHM U HEMEeANeHHO NPOBOAAT y4eT peakumil B MPoxo-
JAsiliem cBeTe.

KOMNOHEHTLI

6.6.4 O6paboTKa pe3ynbLTaTOB

KonuyectBo f03 komnnemeHta K BO dnakoHe (amnyne) B 3aBUCUMOCTU OT YCTAHOBMEHHOIO TUTpa
paccuuTbiBaloOT N0 hopmyne
a-20
K= : 3)
THUTP
rae a — KOnM4yecTBoO qomsmonormqecxoro pacTBopa, HeoBxoaAMMOe Afisi PpaCTBOPEHUSI COAEPIKUMOTO
04HOro ¢hrnakoHa (amnynbl), om’;
20 — KpaTHOCTb pa3BeAeHUs1 UCXOAHOro pacTBOpa KOMMMEMEHTa Npu TUTPOBaHUMK.

lpumep — lMpu a =2 cM’ u mumpe 0,10 konu4yecmeo Ao03 KoMniemeHma 60 (hnakoHe (ammny-
J1e) pasHo:
220
0,10
KoMnneMeHT CYMTaloT akTUBHBIM NPU TUTPE He Huxe 0,14 npu OTCYTCTBUM remMonn3a SpUTpoLUTOB B
KOHTPOIbHBLIX NPoBupKax.

K=

=400 gos.

7 TpaHcnopTUpoBaHUe U XpaHeHue

7.1 KoMnnemeHT TpaHCnopTUpYT BCeMU BuAamu KpbITOro TpaHcnopTa.

7.2 [onyckaeTcs TPaHCNOpTMPOBaHME KOMMMEMEHTa Npu Temnepartype He Bbite 20 °C, npu 3ToM
CPOK TPaHCNOPTUPOBAHUSA HE AOIDKEH NPEBbILLATL 5 CYT.

7.3 KoMnnemeHT XpaHaT B YMCTOM CYXOM TEMHOM MOMELLEHWM B YMaKOBKE MPOU3BOAMTENS Npu
Temnepatype ot 2 °C o 8 °C B npeaenax cpoka rogHOGTH.



FOCT 16446—2012

7.4 CpOK rogHOCTU KOMNMEMEHTa — TPU roga ¢ Aatbl Bbinycka. [aTon U3roToBfEHUS CYMTAIOT AaTy
OKOHYaHuA nuodmnuaauumn komnnemeHTta. [JaTton BbiNycka KOMMMEMEHTA CUMTAIOT AaTy NoANUCaHua AOKy-
MEHTAa O KayecTBe.
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YK 612.398.12: 619. 006.354 MKC 11.220

KnioueBble CrioBa: KOMMMEMEHT CyXOWi AN peakuuu CBA3bIBAHWUS KOMMIIEMEHTA, TEXHUYECKME TpeboBaHus,
TpeboBaHus 6e30MacHOCTM U OXpaHbl OKpYXatoLei cpeabl, NpaBUia NPUEMKU, METOAbl UCTIbITAHWIA, TpaHc-
NOPTUPOBAHUE W XPaHEHUE
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