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Mpepgucnosune

Llenn, ocHOBHble MPUHLMNbI Y OCHOBHOI MOPSiAOK NMpoBedeHUss paboT N0 MeXrocyfapCTBEHHONM CTaH-
AapTtusaumm yctaHosneHsl B FTOCT 1.0—2015 «MexrocyfapcTBeHHasa cuctema ctaHgaptusaunn. OCHOBHble
nonoxexusa» n FOCT 1.2—2015 «MexrocygapcTBeHHas cuctema craHgaptusauun. CtaHgapTtbl mexrocygap-
CTBEHHbIE. MpaBuia U pekoMeHaauum No Mexrocy4apCcTBeHHOW cTtaHaapTnsauun. Mpasuna pa3paboTku, npu-
HATWSA. 0OGHOBIEHUS N OTMEHbI»

CBefeHuna o ctaHgapre

1 PA3BPABOTAH ®epnepanbHbiM rocyfapcTBEHHbIM GHOMKETHBIM yupexaeHuem «Bcepoccuiickuid ro-
CyAapcTBeHHbIl LIeHTp kayecTBa ¥ cTaHfapTM3auuv eKapCTBEHHbIX CPeACTB A8 XMBOTHbIX U KOPMOB»
(PrBY «BI'HKN») n depepanbHbiM KazeHHbIM npeanpusatuem «Kypckas 6uotabpuka»

2 BHECEH ®epepasibHbIM areHTCTBOM N0 TeXHUYECKOMY pPerysiMpoBaHuio 1 METPOsIorum

3 NMPUHAT MexrocyaapCcTBeHHbIM COBETOM MO CTaHAapTM3auuun, MeTposiorum n ceptudumkaumm (npo-
TOKON OoT 27 utons 2016 r. No 89-M)

3a NpuUHATHME NporosiocoBasin:

KpaTroe HanmMeHoBaHuWe CTpaHbl KO/Z( CTpaHbl no MK COKpaLLI'eHHDe nannenoBaHUC HaunoOHanbHOro opraHa no
no MK <MCO 3166) 004—97 (MCO 3166) OM -97 cTaHjapTusauumn
ApmeHus AM MuHakoHOMUKM Pecny6nvikn ApmeHus
Benapycb BY lFocctaHgapt Pecnybnukn benapycb
Kuprusnsa KG KblpreisctaHgapt
Poccus RU Poccranpapt

4 MpukaszoM dPefepasibHOro areHTCTBa N0 TEXHUYECKOMY PEryiMpoBaHnio U METPOSIOTUM OT 6 CEHTAGPS
2016 r. Ne 1062-cT mexrocyfapcTBeHHblli ctaHgapT TOCT 17405—2016 BBedeH B AeiicTBME B KaYecTBe Ha-
unoHanbHoro ctaHgapta Poccuiickoli ®egepauum ¢ 1 aHBaps 2018 r.

5 BBAMEH I'OCT 17405—61

MHdopmaumsa 06 usMeHeHNsxX K HacTosweMy cTaHagapTy Ny6nukyBTCA B eXerogqHom mHdopmaym-
OHHOM YyKa3aTene «HaunoHanbHble CTaHAapTbl», @ TEKCT W3MEHEHVE) U MONPaBOK — B €XEMeCHAYHOM
MHMOPMaLNOHHOM yKa3aTene «HauuoHanbHble cTaHAapTel». B cnyyae nepecmoTpa (3ameHbl) WM OT-
MeHbl HAaCTOSLL ero ctaHgapTa COOTBETCTBY L ee yBefoMIeHe 6yaeT ony6/IMKOBaHO B €XeMeCAYHOM
NHMOpMaLNOHHOM yKa3aTesne «HaunoHasbHble cTaHfapTbl». COOTBETCTBYIO W as nHhopmauus, yseom-
NeHve 1 TeKCThbl pasMelalnTca Takke B MH(OPMALMOHHOK cucteme o6Lero nonbL3oBaHMa — Ha odu-
unanbHOM caiiTe Pepgepanbitoro areHTcTBa N0 TEXHWYECKOMY perympoBaHuio 1 MeTposiorum B CeTn
MHTepHeT (Www.gost.ru)

© CraHgapTuHdopm. 2016

B Poccuiickoil ®efepauun HacTosALMiA cTaHAAaPT He MOXEeT GbITb MOJIHOCTBIO UM YACTUYHO BOCNPOU3-
BefleH. TUPAXMPOBAH W PacnpoCTpaHeH B kayecTBe ohuLManbHOTO U3faHus 6e3 paspelleHus degepasbHo-
ro areHTCTBa Mo TEXHUYECKOMY PeryiMpoBaHuio 1 MeTposiorum
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CopepxaHune
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3 TpeboBaHMsA 6€30MaCHOCTMU.........
4 TexHuyeckue TpeboBaHUA...........

5 MpaBuna NpueMkm............
6 MeToapbl UCNBITAHWU ....ccvvrenrnene.
7 TpaHcnopTupoBaHue 1 xpaHeHue.
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M E X T OCUYAAPCTUBEHHB 1 CTAHOAPT

CpeficTBa NekapCTBEHHbIe /15 BETEPUHAPHOIO NPUMeEHEeHUs
AHTUIEH CAMHON ONA PEAKUNN CBA3bIBAHVA KOMIMIEMEHTA
TexHu4eckue ycnoBus

Medicine remedies for veterinary use. Glanders antigen for use in the complement fixation test. Specifications

fata BBegeHns — 2018—01—01

1 06nacTtb NpMMeHeHUS

HacTosiwumii cTaHaapT pacnpocTpaHseTcs Ha canHoil aHTUreH A1 peakuumn CBA3bIBaHWS KOMMIEMEHTA
(manee — aHTUreH), npegHasHauYeHHbIl 418 AMArHOCTUKM cana y XUBOTHbIX.

2 HopmaTtuBHbIe CChl1KK

B HacTosiLem cTaHAapTe UCMONb30BaHbl HOPMATUBHbIE CCbINIKM Ha CriegyloLme MexrocyAapcTBeHHbIe
cTaHJapThbl:

FOCT 12.0.004—90 Cuctema ctaHgapToB 6e3onacHocTu Tpyga. OpraHusaums obyyeHus 6esonacHoCcTu
Tpyga. Obue nonoxeHuns

FOCT 12.1.004—091 CucTtema cTaHfapToB 6e3onacHocTu Tpyaa. MNoxapHas 6e3onacHocTb. O6Line Tpe-
6oBaHnA

FOCT 12.1.005—88 Cuctema ctaHgapTtoB 6e3onacHocTn Tpyga. Oblne caHUTapHO-TUrMeHnyeckne
TpeboBaHus Kk BO3ayXy pabouyeii 30HbI

FOCT 12.1.008— 76 Cuctema cTaHgapToB 6e3onacHocTu Tpyga. buonornyeckas 6esonacHoctb. O6-
Lwme TpebosaHus

FOCT 12.2.003—91 CucTtema cTaHfapToB 6e3onacHocT Tpyga. O6opynoBaHMe NpOM3BOACTBEHHOE.
Obwme TpeboBaHMa 6€30MacHOCTH

FOCT 12.3.002—2014 CwucTtema cTaHfapToB 6e3onacHocTu Tpyga. lpouecchbl MPou3BOLCTBEHHbBIE.
O6uwwne TpeboBaHMsA 6e30nacHOCTU

FOCT 12.4.011—89 Cuctema cTtaHgaptoB 6e3onacHocTtu Tpyga. CpeacTBa 3awjutbl paboTatoLimXx.
Obuwwe TpeboBaHMA U knaccuukaums

FOCT 4233—77 PeakTvBbl. HaTpuii xnopucTblii. TexHU4eckre ycnoBums

FOCT 6709—72 Bopga guctunnnposaHHas. TexHuyeckme ycnosus

FOCT ISO 7218—2015 Mukpo6ronorma nuesbIX NPOAYKTOB 1 KOPMOB A5 XXUBOTHbIX. ObLue Tpebo-
BaHWA 1 pekoMeHzaunm no MMKpob1onornyecknuMm nccneoBaHnam

FOCT 9142—2014 Awmkn 13 rodhpnupoBaHHOro kapToHa. O6Lme TexHMJYeckme ycnoBmus

FOCT 12301—2006 Kopobku U3 kapToHa, bymarn u KOMOMHUPOBaHHbIX MaTepuanos. ObLme TexHuye-
CKue ycnosus

FOCT 12303—80 Maukn 13 KapToHa, bymarn 1 KOMOMHUPOBAHHbLIX MaTepuanos. ObLime TeXHUYeckue
ycnosus

OCT 14192—96 MapkupoBKa rpy3os

FOCT 16445—2012 CbiBOPOTKA remMonuTuyeckasn A1 peakuuu CBA3bIBAHUA KOMMaeMeHTa. TexHuye-
CKue ycrnosus

N3paHue oduynansHoe



FOCT 17405—2016

FOCT 16446—2012 KoMmnneMeHT CyXOil A5 peakumn CBA3bIBAHUS KOMMJeMeHTa. TeXHU4Yeckue ycnoBusi

FOCT NCO/M3K 17025—2009 O6wume TpeboBaHUSA K KOMNETEHTHOCTU UCMNbITATENbHbIX U KanMbpoBoY-
HbIX naboparopuii

[OCT 17404—81 CbiBOpOTKa canHas A/ peakuumn CBA3blBaHUs KOMMNeMeHTa. TeXHUYeckne ycrosus

FOCT 17768—90 CpefcTBa /iekapCTBEHHbIE. YNaKkoBKa, MapKMpoBKa, TpaHCNopTMpOBaHue 1 xpaHeHue

OCT 25336—82 lNocyga n obopygoBaHme nabopaTopHble CTEKISAHHbIE. TUMbl, OCHOBHbIE NapamMeTpbl
1 pasmepsl

OCT 28085—2013 CpefcTBa ekapCTBEHHbIE BUONOrnYeckme ona BeTepuHapHOro npumMeHeHus. Me-
ToA, 6aKTEPMONOrMYEecKoro KOHTPONS CTePUNIbHOCTH

FOCT 29230—91 (MCO 835-4—81) lMocyna nabopatopHas CTeknsaHHasA. MuneTkn rpagympoBaHHbIe.
YacTb 4. MNMuneTkun BblgyBHbIE

FOCT 31929—2013 CpefcTBa /lekapCTBEHHbIE A1 BETEPUHAPHOTO NpUMeHeHus. Mpasuia npuemku,
MeToAbl 0T6opa nNpob

n pnmedaHne — |_|pl/| NnoNib30BaHUM HacToAWMNM CTaH4apTOM u,enecooﬁpaaHo npoBepuTb ,D,eVICTBVIe CCblno4-
HbIX CTaHO4apPTOB B I/IH(*)OpMaLI,MOHHOVI cuncrteme 06u.|,ero nonb3oBaHNA — Ha OCbVILI,VIaI'IbHOM calite defepanbHOro areHT-
CTBa 10 TEXHNYECKOMY perynnpoBaHuUio 1 MeTposiormm B cetn |/|HTepHeT nnn no exerogHomy VIHd)OpMaLLVIOHHOMy yKasa-
Tenw «HaunoHanbHble cTaH4apThbl», KOTOprVI OI'Iy6]1VIKOBaH N0 COCTOAHUIO Ha 1 AHBApPA TEeKyLLero roga, v no Bbinyckam
eXemMmecAavyHoro VIHCbOpMaLI,VIOHHOrO ykasartens «HaLI'VIOHaﬂbeIe CTaH4apTbl» 3a TeKyLLU/IVI rog. Ecnu ccblnoyHbIi CTaHpapT
3aMeHeH (VI3MEHeH), TO NPU NOSIb30BaHUM HaCToOAWMM CTaHA4apPTOM c/ieayeT PyKOBOACTBOBATbCA 3aMEHALWNM (M3MEHeH-
HbIM) CTaHAapTOM. EC/M CCbI/IOYHbIA CTaHAapT OTMEHEH 6€e3 3aMeHbl, TO MOJIOXEHNE, B KOTOPOM AaHa CCbifIKa Ha HEro,
NPUMEHSAEeTCA B HacCTu, He 3aTparnBarLlen 3Ty CCbIIky.

3 TpeboBaHus 6e3onacHoOCTHU

3.1 Mo 6uonoruyeckoli 6e30MacHOCTM  MPOU3BOACTBO [O/HKHO COOTBETCTBOBATb TpPeOGOBaHUAM
FOCT 12.1.008.

3.2 Tpeb6oBaHuss K 06y4yeHuWo nepcoHana 6e3onacHOCTM TpyAa M noxapHoi 6e3onacHocTn —
no MOCT 12.0.004 n FOCT 12.1.004.

3.3 CpepacTBa 3awuTthl paboTarlwmx — no FOCT 12.4.011. Bo3ayx pab6oyeit 30HbI JO/IKEH COOTBETCTBO-
BaTb Tpe6oBaHnsm FOCT 12.1.005.

3.4 MpounsBoAcTBEHHOE 060pyAOBaHME AO/HKHO COOTBETCTBOBATL TpeboBaHusam MOCT 12.2.003, npous-
BOACTBEHHbIe npoueccbl — FOCT 12.3.002.

3.5 YTunusauymsa aHTureHa ¢ UCTeKLWMM CPOKOM FOAHOCTU U CEPUIA, He BblAEPXaBLUNX KOHTPO/bHbIX WC-
NblITAHWIA, a Takxe amnys, ocTaBLIMXCA NOc/ie UCMbITaHUA NO nokasaTessM KayecTBa, U apXmBHbIX 06pa3LoB
nocsie UICTEYEHUS CPOKa XpaHeHUs1 He TpebyeT cneunasnbHblX Mep 6e30nacHoCTU.

4 TexHu4yeckne TpeboBaHUsa

4.1 AHTWUreH npeacTaBnsieT CO60M IKCTPaKT yOUTbIX canHbiX 6akTepuii, BbipalleHHbIX Ha MACOMNENTOH-
HOM rMLEPUHOBOM arape.

4.2 AHTUreH J0MKEH COOTBETCTBOBATL TPE6OBaHNAM HACTOSLLEro cTaHAapTa v Npou3BoANTLCA B COOT-
BETCTBUW C TEXHOOTMYECKAM perfameHTOM Npov3BOACTBA, YTBEPXLLEHHbIM OpraHu3aLlmeii-npoussogutenem
B Nnopsigke, AeCTBYOLWEM Ha TEPPUTOPUM TOCYapCTBa, NPVHABLLEro CTaHgapT.

4.3 Mo nokasaTensm KayecTBa aHTUreH lO/KEH COOTBETCTBOBATL TPEOOBAHUAM Y HOPMaM, yKa3aHHbIM
B Tabnuue 1.

Ta6bnuuya 1

HavmeHoBaHue nokasatens XapakTepMc‘rmKa n HOpma
BHewwHwnii BUg. uBeT Mpo3payHas, cneno onanecunpyoLas XnMaKocTb
CBET/I0-XeNToro useta 6e3 ocagka
Hannune NocTOpoHHeW npumMecu, TpewnH amnyn (dp1axoHoB) He ponyckaetcs
CTepunbHOCTb JlofnxeH 6bITb CTEPUIIBHBIM
AKTUBHOCTb (TUTP) Npu pa3BefeHn KOHTPOJIbHON CanHo Cbl- OT 1:100 go 1:200

BopoTKku 1:80
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OkoHuYaHve Tabnuubl 1

HaumeHoBaHune nokasatens XapaKTepl/lCTMKa n HOpmMa
CneunduyHoCcTb [onxeH 6bITb cneunguyHbIM
AHTVKOMNNIEMEHTapHble CBONCTBA JlofXKHbI OTCYTCTBOBaTH
Femonutuyeckne ceoiictea JlofKHBI OTCYTCTBOBaTh

4.4 YnakoBka

4.4.1 AHTUreH paccacoBbiBaloT N0 1 cM3 B ammnysibl UK oNakoHbl U3 HENTpanbHOro crekna. ®nakoHbl
YKynopuBatoT pe3vHOBbIMU Npo6GKamMu 1 06KaTbiBalOT a/lOMUHMEBBIMU KOMINaykamu, a amnysbl 3anavBatoT.

MorpelHocTb (hacoBaHNs COCTaBAET:

- 4N 0AHOW amnynbl, hiakoHa — 4 8 %

-ona gecatun amnyn, hnakoHoB — 2.5 %.

4.4.2 AMnNynbl N hNakoHbl C @aHTUIEeHOM YNakoBbIBAKT B KAPTOHHbIE KOPOOkM no MOCT 12301 unu kap-
TOHHble naykm no FOCT 12303 ¢ pasgenvTenbHbBIMU NEeperopojKkaMmu Wan rHesgamuv, obecneyvvBaloMm
LLeNIoCTHOCTb amnyn. B kaxayl kopobky (nayky) Bk1agbiBaloT MHCTPYKLMIO MO NpUMEHeHUto. [lonyckarTcs
Apyrve Bufbl ynakoBku, obecneymsaloLie COXPaHHOCTb aHTUreHa.

4.4.3 Kopo6KM 1 Naykn € aHTUreHOM YNakoBbIBaOT B ALLMKN 13 roddprpoBaHHOro kaptoHa no FOCT 9142
Unu Apyrue aHanornyHble Awmki. Macca 6pyTTO SAWUKOB He AO0/HkKHa npesbiwaTth 15 k. CBO60AHOE Mpo-
CTPaHCTBO B ALLMKAX JO/MKHO 6bITb 3aM0O/HEHO NPOKIafKamMmn U3 roppupoBaHHOro KapToHa, KOTopble A0/MKHbI
obecneynBaTb COXPaHHOCTb aHTUreHa. B kaxAblil ALLMK BKNaAbIBAIOT NATb 3K3EMMNISPOB UHCTPYKLMUW NO Npu-
MEHEHMIO U YMaKOBOUYHbIM IUCT C yKasaHneM:

- HaMMeHoBaHWA opraHu3aunu-nNponsBoanTENs,

- HAaMMEHOBaHNA fIeKapCTBEHHOTO npenapara:

- yncna Kopobok (nayvek) B ALLMKeE:

- HoMepa cepuu;

- AaTbl YyNakoBKu;

- hamMmumm nnyn Homepa ynakoBLyuKa.

MpumMmevyaHune — [lonyckaeTcs He BKIAAbIBATb YNAKOBOUHbINA IMCT B TPAHCMOPTHYIO YNaKOBKY.

4.5 Mapkuposka

4.5.1 Amnynbl (hNakoHbl) MapKUPYyOT HECMbIBAEMOI KPaCKO MO CTEeKNY WAWM HakNemBaloT 3TUKETKU C
yKasaHuem:

- HaMMeHoBaHWA opraHn3auun-NPou3BoANTeNs, ee agpeca 1 TOBAPHOrO 3HaKa;

- HAUMEHOBaHNA NekapcTBEHHOro npenapara:

- Homepa cepuu:

-AaThl BbiNycka (Mecsaua u roga);

- cpoka rogHoctu (Hagnucu: «lrofeH Ao»);

- 06bema f1iekapCTBEHHOrO npenapara B amnysne (hakoHe), cMm3;

-yncna o3 B amnyne (cnakoHe);

-Haanucu: «Jna BeTepPMHAPHOrOo NPUMEHEHNS».

Ha aTukeTKy MOXeT 6bITb HaHeceHa [0oNoHUTEeNbHAsA MHopmauus.

4.5.2 Ha kaxayto kopo6Ky (nayky) C aHTUreHOM HaHOCAT MapKUPOBKY C YKazaHUeM

- HauMeHoBaHwuA, agpeca, TeniethoHa M TOBAPHOro 3Haka opraHv3aLlun-NnpPou3BoOaUTeNs;

-HaMMeHoBaHWA NeKapCTBEHHOro npenapara;

- HoMepa cepuu;

- naTbl Bbinycka (Mecsaua u roga);

- Cpoka rofHocTn (Hagnucun: «lofeH fo»);

- cnocoba npYMeHeHus;

- 06bema fiekapCcTBEHHOro npenapara B amnysne (pnakoHe), cM3;

- yncna o3 B amnyne (crakoHe);

-yncna amnyn (chnakoHOB) B KOpobke (nauke);

- YCNOBWIA OTNYCKa,;

- YCNOBUIA XpaHeHUs;
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- HaanucK: «[4na BeTepuHapHOro NPUMEHeHNs»;

- LUTPUXOBOrO KoAa,;

- MHhopMaLuUy 0 NOATBEPXAEHUN COOTBETCTBUS;

- 0603HaYeHns HacTosALero cTaHjapTa.

4.5.3 Ha kaxablii Awmk (TpaHCNopTHas ynakoBka) HAHOCAT TPaHCNOPTHY0 Mapkuposky no TOCT 14192
C YKazaHuem MaHunyssaLunoHHbIX 3HaKoB; «Xpynkoe. OCTOPOXHO», «peaesnbl TeMnepaTypbl», «Bepx».

4.5.4 MapknpoBKa sllMKa, XapakTepusylowasa ynakoBaHHy NPoAyKLUuio, AO/HKHA CoAepXaTb creayto-
Line faHHble:

- HaumeHoBaHWe 1 agpec (C ykasaHMeMm CTpaHbl) opraHusaunn-npon3soanTens;

-TOBapHbI/ 3HaK OpraHn3auun-npon3BoauTenNs:

- HaMeHOoBaHVe NIekapCcTBEHHOTO npenapara,

- HomMep cepuu;

-AaTy Bblnycka,

- 4MC/I0 KOPO6OK (Mayek) B ALLMKE.

- CPOK rogHocTK (Hagnuchk: «fofeH A0»);

- YC/I0BUA XpaHEeHUss 1 TpaHCNOPTUPOBaHNA:

- Maccy 6pyTTo;

- Haanuck: «[151a BETEPUHAPHOTO NPUMEHEHUS».

4.5.5 CoBMeLlLeHMe TPAHCMOPTHON MapKMPOBKM U MapKMPOBKW, XapakTepusylLweid ynakoBaHHY npo-
AYKUMIO, Ha OAHOW CTOPOHE TPaHCMOPTHOM YNakoBKWU He JonycKaeTcs.

5 TlMpaBuna npunemkn

5.1 Kaxgas cepus aHTUreHa fo/mkHa ObiTb NPUHATA (NPOBEPeHa) B OpraHu3auun-npou3soanTene otae-
/IOM. OTBEYaKLMM 3a KOHTPO/Ib KayecTBa roToBoW npoaykumnm B cootBeTcTBUM ¢ FOCT 31929.

5.2 Cepueli aHTUreHa cuMTatoT onpeseneHHoe KONMYeCTBO Npenapara, NpoM3BeAEHHOrO 3a OAUH TEXHO-
NOTNYECKNI LMKN 1 0HOPMNIEHHOTO OfHWM AOKYMEHTOM O KayecTBe.

5.3 B flOKyMeHTe O KayecTBe yKa3blBaloT:

- HAMMEHOBaHWe 1 agpec opraHn3aunn-NPon3BoANTENS, TOBAPHbIN 3HaK;

- HaMMeHoBaHWe IeKapCTBEHHOIO npenapaTa.

- HOMep cepwuu;

- 06bem cepun (B eguHMLax o6bema uan LWTykax);

-faTty npousBoacTea (Mecsu, roa);

- pesynbTaTbl UCNbITAHWI N0 NokasaTensiM KayecTBa;

- CPOK rogHocTy (Hagnuck: «oaeH Ao»):

- 0603HaYeHNe HacToSLLEero cTaHaapTa;

- HOMep lOKyMeHTa 0 KayecTBe W JaTy ero Bbigauw;

- NOANMUCb YNOSTHOMOYEHHOTO NNLa OpraHn3aLn-npon3BoANTENSA, BblAaBLIEro OKYMEHT O KayecTse.

5.4 1N KOHTPONS KauecTBa aHTUreHa OT Kax oW cepun MeTooM cryyaliHoro otbopa B COOTBETCTBUN C
FOCT 31929 oT6mpatoT BbIGOPKY B konmnyecTse 40 amnyn: 20 aMnyn UCNONb3YHOT 415 NPOBEAEHUS UCNbITaHWIA
no nokasaTensiM KayecTBa, ykasaHHbIM B Tabnuue 1, a 20 amnyn HanpasnsloT B apxuB OTAENA, OTBEYAtOLLEro
3a npoBefieHne KOHTPO/IA KayecTBa rotoBoi Npogykumn. Mpobbl HanpasnsAwT B apxvB Nocne nosyyvyeHus no-
NOXUTENbHBIX Pe3ynbTaToB UCMbITaHW N0 Noka3aTesnsiM KayecTBa U XpaHAT B TEYEHME CPOKA FOAHOCTY.

5.5 ApXx1BHble NPo6bl MAPKUPYIOT HAAMUCHI0 «APXMB» U CHAGXAlT OKYMEHTOM C yKa3aHUeM:

- HAMMEHOBAaHNA OpraHn3aunn-NPon3BoauTenNs;

- HAUMEHOBAaHUS IeKapCTBEHHONO NpenapaTa:

- HoMepa cepuu:

- flaTbl BbiNycka (Mecsila n roga):

-gaTtbl 0T60pa Npob;

- 06bemMa cepum (B efuHULAX 06bemMa uamn Wrykax):

- ynucna oTobpaHHbIX Npoob;

-AO/HKHOCTY ¥ NOANWUCK LA, oTo6pasLuero Npobsl;

- Cpoka rogHoctu (Mecsiua 1 roga);

- 0603HaYEeHNs HaCToSLLLEero cTaHgapTa.
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5.6 Mpn HEY[0BNETBOPUTENBHBIX pesysibTaTax UCMbITaHUA XOTA Gbl MO OLHOMY U3 NokasaTeneli NpoBo-
[ST NOBTOPHbIE UCTLITAHUSA N0 3TOMY NOKa3aTesl0 Ha YBOEHHOM KO/IMUYecTBe Npo6 aHTUreHa, B3ATbIX OT TOM
€ Cepumn, 1 Ha YABOEHHOM KO/IMYECTBE MaTepuasioB. PesynbTaTbl MOBTOPHOTO UCMbITAHUSI CUMTAIOT OKOHYa-
TENIbHBIMY 1 PACMPOCTPAHSIIOT Ha BCIO CEPUIO.

5.7 B cniyyae Hey[0BNEeTBOPUTESbHBLIX PE3Y/IbTaTOB MOBTOPHbIX UCMbITAHWI, CEPUID aHTUIEHa cuMTalT
He COOTBETCTBYIOLLE Tpe6oBaHUSIM HACTOSLLEro CTaHAapTa, ee 6pakyT U yTUIsupyT no 3.5.

6 MeToabl UcnbliTaHWUi

6.1 YcnoBus BbINOMHEHUA UCMbITAHWIA

6.1.1 O6wune TpeboBaHNs K noMmeweHusm - no FOCT ISO 7218.
6.1.2 TpeboBaHus k nepcoHany - no FOCT MCO/M3K 17025.

6.2 AnnapaTypa, cpefCcTBa M3MepeHuil, peakTuBbI, Mocyfa U matepuassi

X0noAnNbHUK BbITOBOWA.

BaHs BOAsiHas ¢ TepMoperynsaTopom.

LleHTpudpyra co ckopocTbio BpaweHuss potopa 3000 06/MuUH.

TepmocTaT 31eKTPUUECKMin C TepMOperynsTopom, obecneunsarolwmnii nogaepxaHne TemnepaTypbl Ha-
rpesa ot 20 °C go 55 5C no NOCT ISO 7218.

pH-meTp, obecneumBarLmii 13MEpPEHUE ¢ ToOYHOCTbI A0 + 0.05 en. pH. paspewenuem 0.01 ep. pH,
OCHalLleHHbIl PYYHbIM WAV aBTOMaTUYeCKUM onpeaenntenem Temneparypsl.

Boga guctunnnposaHHasa no FOCT 6709.

0.9 %-Hblii pacTBOp HaTpus xnopuga usoToHuudeckuii, pH (7.0 £ 0,2) ea. pH (cumavonornueckuii
pacTtsop).

CbIBOpOTKa canHas AN peakuuu cessbiBaHUA komnnemeHTa no FOCT 17404.

KomnnemeHT cyxoii ansa peakuun cBasbiBaHUs komnsieMeHTa no FOCT 16446.

CbIBOpOTKa reMoniMTuyeckas A5 peakunn cAsbiBaHus koMnieMmeHTa no FOCT 16445.

OputpoumnTbl H6apaHa.

CbiBOpOTKa canHas KOHTpo/ibHas (MOMOXWUTENbHAA CbIBOPOTKA C YCTAHOB/IEHHbIM 3HAYEHMEM aKTUB-
HOCTW NMOOUIN3NPOBaHHaA).

CbIBOpOTKa Nowafieil HeratmBHas (He cofepxallas aHTuTen K Bo3byautento cana).

AHTUTEH CamnHON KOHTPO/bHbIV (CAnHOW aHTUreH C YyCTaHOB/IEHHbIM 3HAYEHNEM aKTUBHOCTH).

Mpobupkn cTeknsiHHbIe no FOCT 25336.

MukponuneTkn BMecTUMOCTbio 0T 0.2 o 1.0 cm3.

MuneTkn cTekNnAHHbIe MepHble BMecTuMocTbio 1.5 n 10 cm3 no NOCT 29230.

MuneTkn nacteposckue.

LTtatme ans npobupok.

Hatpuii xnopucTbii no FOCT 4233.

JlonyckaeTcs npuMeHeHne ApYyrmx CpeAcTB U3MEPEHNIA C MeTPOOTMYECKUMMN XapaKkTepucTmkamu, a Tak-
Xe peakTUBOB, MOCYAbl N MaTepuasnoB Mo Ka4eCTBY HE HUXE BbilLeyKas3aHHbIX.

6.3 OnpefeneHve BHeELWHero Buga

6.3.1 Ans onpegeneHus BHELWHero B1Aa Bce amny/ibl ((h1aKkoHbl) C aHTUIeHOM BCTPSIXUBAIOT U MPOCMa-
TPUBAIOT BU3yaslbHO B NpoxofsiieM ceete. OfHOBPEMEHHO NPOBEPSIOT LENOCTHOCTb amMnyn (p/1akoHOB) U
NpaBUIbHOCTb MapKUPOBKU.

6.4 OnpepeneHne cTepusibHOCTHU

CTepunbHOCTbL aHTUreHa onpegenstot no FOCT 28085.

6.5 OnpegeneHne akTUBHOCTU (TUTPA), CNeLUpUUHOCTH, OTCYTCTBUS AHTUKOMMIEMEHTAPHbLIX 1
remMo/INTUYeCKUX CBOICTB

6.5.1 TUTpoM aHTUreHa sIBNIsSieTCs ero Haubosbliee pasBefeHue, Bbi3biBatoLLee NosHyo 3aiepXKy remo-
N13a 3pUTPOLUTOB C HAMBOMbLWNM KONMYECTBOM pa3BefieHuii CanHoii CbiIBOPOTKU.
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6.5.2 TloarotoBka K UCMbITaHUIO

6.5.2.1 lMpurotosnieHne 0,9 %-HOro N30TOHNYECKOro pacTBopa xnopuaa Hatpus

9 rxnopuga Hatpusa no NOCT 4233 pacTBopstoT B 1 AM3 ANCTUAIMPOBAHHON BOAbI UIW BOAbI ANS UHb-
ekuuii. PactBop hunbTPYIOT, pasnunBaloT B CTEKIAHHbIE ()NakoHbl Mo 250 cM3 1 CTEPUAN3YIOT NpK Temnepa-
Type ot 110 °C go 120 °C B TeyeHue 15—20 MUH unu Tekyymm napom npu temnepatype 100 °C B TeueHue
30 MuH. PacTBop xpaHAT npu Temnepatype ot 2 3C Ao 8 &C B TeyeHue roga.

6.5.2.2 MpuroToBneHne pa3BefeHunii aHTureHa

[oTOBAT passefeHns ncnoiTyemoro aHtureHa s 0.9 %-HoM U30TOHMYECKOM pacTBOpe x/opuaa HaTpus B
CcooTHoweHuun: 1:50. 1:100. 1:200. 1:300,1:400 1 KOHTPO/ILHOrO aHTUreHa B COOTHoWweHnn 1:100.

6.5.2.3 MpuroToBneHne passefeHunii KOHTPOIbHOV CanHOM CbIBOPOTKM U HEFaTUBHOW CbIBOPOTKU

[oTOBAT pa3BefeHNss KOHTPO/ILHOW canHol CbiBOPOTKM B 0,9 %-HOM M30TOHWYECKOM pacTBope Xn1opuaa
HaTpus B cooTHowWweHun: 1:10. 1:20.1:40.1:80.1:160 v HeraTVBHOI CbIBOPOTKM B COOTHOWeEHMKN 1:5. [0TOBbIE
pas3BefeHVs MHAKTUBUPYIOT B BOASHOWN 6aHe npu Temnepatype oT 58 °C go 59 °C B TeyeHune 30 MuH.

6.5.2.4 MpuroTtoBneHne apuTpouuTOB H6apaHa

OputpouunTsbl 6apaHa (ABAANLWMECS aHTUTEHOM B reMO/IMTUYECKOW cucTemMe) OTMbIBaKOT OT ApYrux dhop-
MEHHbIX 3/1eMeHTOB KpoBM 0.9 %-HbIM M30TOHMYECKMM pPacTBOPOM X/0puga HaTpus, MPUroTOB/IEHHOrO MO
6.5.2.1 nytem 3—4-kpaTHOro LeHTpudyrnpoBaHns npu cKOpocTu BpaweHus potopa 2500—3000 o6/MuH A0
NosIHOro obecLBeyunmBaHnsA MPOMbIBHOM XNAKOCTHU, HO He 6onee YeTbipex pas. VI3 ocagka apuTtpoLuToB roToBAT
2,5 %-Hyto B3BeCb B 0.9 %-HOM M30TOHMYECKOM pacTBOpe X/Jopuaa HaTpus.

6.5.2.5 OnpefeneHne TUTpa reMoIMTUYECKON CbIBOPOTKU

FemonuTuyeckyto cblBOpoTKy no FOCT 16445 TutpyloT B passegeHuax: 1:500. 1:750. 1:1000. 1:1250.
1:1500. 1:1750 1 1:2000 no cxeme, NpVBEAEHHOI B Tabnuue 2.

Ta6nuya 2— Cxema TUTPOBAHUSI FEMOIMTUUYECKON CbIBOPOTKM

Pazse,qenme reMoIMTU4eCKOM CbIBOPOTKMN

KoMnoHeHT
1:500 1:750 1:1000 1:1250 1:1500 1:1750 1:2000

FemonuTuyeckas cbiBOPOTKa 0.2 0.2 0.2 0.2 0.2 0,2 0.2
KomnnemeHT B passegeHun 1:20 0.2 0.2 0.2 0.2 0.2 0.2 0.2
OputpoumnTbl 6apaHa (2.5 %-Hasa B3BeCb) 0.2 0.2 0.2 0.2 0.2 0.2 0.2
0.9 %-Hblii NI30TOHUYECKMIT pacTBOP X/10puaa HaTpus 0.4 0.4 0.4 0.4 0.4 0.4 0.4

BopgsaHaa 6aHa 10 muH npyn 37 "C — 38 'C
PesynbTar (npumep) nr nr nr nr nr yr yr

MpumeyaHune — MI-noaHbIA remonuns: Yr-4yacTUUHbIA reMonus.

Pa3BefeHnst reMonnTMYecKoli CbIBOPOTKU FOTOBSAT M3 ncxogHoro 1:100 (0.1 cm3 reMonnMT1yeckoin CbiBOpoT-
K/ cMeLwmnBatoT ¢ 9.9 cM3 M30TOHMYECKOro pacTBOpa X/10puga HaTpusl) No cxeme, NpMBeAEHHOW B Tabnmue 3.

Tab6bnuuya 3

OCHOBHOE pa3BejleHMe remMoNnTUYecKoi 0.9 %-Hblil N30TOHMYECKMII pacTBOp Passesenue
cbiBOpOTKM 1.100.cm3 xnopuja Hatpus, cm3
0.2 0.8 1:500
0.2 1.3 1:750
0.2 1.8 1:1000
0.2 2.3 1:1250
0.2 2.8 1:1500
0.2 3.3 1:1750
0.2 3.8 1:2000

TUTPOM CbIBOPOTKM CUMTAIOT HavMeHbluee ee KOJMYecTBO (Haubonbluee pa3sefeHune), Heobxognmoe
ANna nonHoro remonusa B TedeHne 10 muH 0.2 cm3 2.5 %-Holi B3BECK 3pUTPOLMTOB GapaHa B MPUCYTCTBUM

6
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0,2 cM3 KOMNIEMEHTA, pa3BefeHHOro B COOTHOLWEeHMN 1:20. B npuBeaeHHo Tabnmue 2 TUTP reMonIMTNYeckoi
CbIBOPOTKM paseH 1:1500.

Pabounii TUTP reMoIMTUYECKON CbIBOPOTKM 418 peakuun ceasbiBaHusa komnnemeHta (PCK) coctasnser
y[BOEHHOE 3HauyeHue TuTpa. Tak ecnu TUTP reMoNMTUYECKOl CbiBOPOTKM paBeH 1:1500. To pabouunii TuTp
6ynet 1:750.

6.5.2.6 TuTpoBaHWe KOMM/EMeHTa

KoMNIemMeHT TUTpYIOT B reMONNTUYECKON cucTeme. TUTPOM CUATAIOT €ro HauMeHbLlee KONMMYecTBo, He-
o6xogumoe ana nonHoro remonusa 0.5 cm3 2,5 %-Hoi B3BECK IPUTPOLMTOB GapaHa nNpu yCTaHOB/IEHHOW NO
6.5 2.5 go3e remonnTMYECKON CbIBOPOTKM B TeueHne 10 MUH B BOASHON GaHe npu Temnepatype 37 °C — 38 °C.
PabouM TUTPOM KOMM/IEMEHTa CUATAIOT ero KOSIMYeCTBO Ha [Ba MHTepsBana 6onblue TUTPa (Hanpumep, npu
TnuTpe 0.19 pabouwnit TuTp 6yget 0.25).

KonnyectBo HepasBefeHHOro komnaemeHTa X, Heob6xoAMMoe AN NOCTAHOBKM peakuuy CBSA3biBAHUA
KomnnemeHTta (PCK), paccunTbiBaloT no gpopmysne

(@)
20
roe PT — pabounili TUTp KOMNIEMEHTA;
M — yncno NpobupokK B ONbITE:
20 — pa3BefieHne KomniaemeHTa npu TUTpoBaHUN.
[Ona noctaHoBkm PCK paccuMTaHHOE KONMYEeCTBO KOMMeMeHTa pa3basnstoT B 0.9 %-HOM M30TOHUYEe-
CKOM pacTBOpe X/iopuga HaTpus 4o obbema:

(2)

AkomnnemeHta = M ' °-5"

roe 0.5 — 06bem komnnemeHTa B paboyem TUTpe B O4HOI Npobupke, cm3.

6.5.3 MNMpoBeaeHne UcnbiTaHnA

[na npoBefeHUs UCMbITaHUA NPUMEHSIOT peakuuio cBasbiBaHuA komniemeHTa (PCK). PCK cTtasAT B
obwem obbveme 2.5 cm3. Kaxaoro nHrpeamenta 6epyt no 0,5 cm3 B ycTaHOB/IEeHHOM paboyem TuTpe.

Pa3BefeHusi aHTUreHa, CbIBOPOTOK M KOMMIEMEHTA pas3nnBalT B yKasaHHOW nocnefoBaTeNbHOCTY B
Npo6VpKN 1 OAHOBPEMEHHO CTaBAT KOHTPO/IbHbIE MPOOUPKM B COOTBETCTBUM C Tabnuuein 4. B KOHTPONbHbIE
NPOBUPKN BMECTO HeAO0CTatoLMX KOMMNOHEHTOB BHOCAT 0.9 %-HbIli M30TOHNYECKUI pacTBOp X/1I0puAa HaTpus
no 0.5 cm3.

Tab6nuuya 4 — Cxema u pesynbTatbl noctaHoBkun PCK (npumep)

Pa3sefieHne aHTureHa KoHTponb
Pa3BefieHne CbIBOPOTOK KoHTposbHas B bes aHTureHa
160 1:100 1:2200 1:300  1:400 cepusa aHTu- €3 anTu- v Komnse-
reHa
reda 1.100 MeHTa
HeraTuBHasa CbiBOPOTKa 1:5 100 100 100 100 100 100 100 0
KoHTponbHasi  canHas  1:10 0 0 0 0 0 0 100 0
ceisopoTka 120 10 0 0 0 20 0 100 0
1:40 20 0 0 10 40 0 100 0
1:80 40 0 0 30 90 0 100 0
1:160 60 40 30 60 100 30 100 0
KoH- bBe3 CcbiBOPOTKU 100 100 100 100 100 100 100 0
Tpanb  ges CbIBOPOTKM M KOM- 0 0 0 0 0 0 0 0
nnemeHTa
NMpumeuyaHune — B HacTosweih Tabnvue nprBeaeHbl NpUMepbl 3HaYeHN CTeneHn 3aAepXkn remonmsa apu-

TPOUNTOB B NpouUeHTax.

LTaTBbl C NPO6GUpPKaMn BCTPAXMBAIOT U BblaepxusatoT 20 MUH B BOASHON GaHe npu TemnepaType
(37 = 1) °C. 3arem BO BCe NMPOGVPKMN BHOCAT reMOIMTUYECKYIO cMCTeMy no 1 cm3 u cHoBa nomeLlatT B BO-
AAHYI0 6aHI0 Ha 20 MUH. Peakuuio yunTbiBaloT BU3yasibHO Yepes 16— 18 u nocne BblAepXuBaHUs npu Temne-
patype ot 4 eC go 12 °C.
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Peakumio oLLeHMBAIOT N0 CTENEeHU remMosn3a 3pUTPOLMTOB Mo WKase remonunsa. s CocTaBneHns Lika-
Nbl TEMONM3a U3 peakuyuy oT6uparT 5 NPOGUPOK C MOJHLIM FEMOIM30M 3pMTPOLMTOB (100 %) 1 UX COaEPXM-
MOe C/IMBaloT BMecTe. 3aTeM COCTaB/SIOT LIKany remonmsa no taénuue 5.

Tab6nuua 5 — Cxema cOCTaBNEHNS LIKasbl reMonnsa

O6beM KOMMNOHEHTA, CM3

H . %
omep MpoGupky 0.9 & MbI/ n3oToHnueckn* pacTsop xnopuga o remenusa

reMonnanpoaaHMble 3pUTPOLUTHI

HaTpus
1 0.0 2.0 0
2 0.2 1.8 10
3 0.4 1.6 20
4 0.6 1.4 30
5 0.8 1.2 40
6 1.0 1.0 50
7 1.2 0.8 60
8 1,4 0.6 70
9 1.6 0.4 80
10 1.8 0.2 90
11 2.0 0,0 100

TWTPOM aHTUreHa cunTaloT Hanbonbluee ero pasBefeHvie, Npu KOTOPom HabnaaeTca NonHasa 3afepx-
Ka remosii3a 3puTpoLMTOB NpU pasBefeHN KOHTPOJIbHOI CbIBOPOTKM He MeHee yem 1:80.

TuTp aHTUreHa fomkeH 6biTb 1:100 — 1:200.

6.5.4 O6paboTka pe3ynbTaTtoB

AHTUIeH cuuTalT cneuuduryHbiM, He 06n1afallWyM aHTUKOMNIEMEHTAPHBIMU U TEMOIMTUYECKUMN
CBOICTBaMU, €C/IM B KOHTPOJ/IbHbIX NPOGMpPKax C HEeraTMBHON CbIBOPOTKON 1 6€3 KOHTPO/IbHON camnHoW CbiBO-
POTKM 3pUTPOLUTLI MOMHOCTLIO remonuanpytotcs (100 % remonmsa), a B KOHTPO/IbHbLIX Npob6ax 6e3 KOHTPO/b-
HOIi canHOi CbIBOPOTKM M KOMMJIEMEHTA HacTynaeT nosiHasa 3afjepXka remMonunsa aputpouuToB (OTCyTCTBME
remMonu3a).

7 TpaHcnopTupoBaHue U XpaHeHue

7.1 AHTUTEeH TpaHCnopTMPYlT BCEMWU BUAAMMU TpaHcnopTa B cooTBeTcTBuu ¢ FTOCT 17768 npu Temne-
patype o1 2 °C go 8 RC.

7.2 [lonyckaeTcs TpaHCMopTUMpoBaTb aHTUreH Npu 60/1eB BbICOKOW Temnepartype, HO He 6onee 25 °C,
npu 3TOM CPOK TPaHCMOPTUPOBAHUA JO/MKEH ObITb He 60/1ee 10 CyTOK.

7.3 AHTUTEH XpaHAT npu TemnepaType ot 2 °C go 8 °C B npejenax cpoka rogHocTu.

7.4 CpoK rogHOCTN aHTUreHa — ABa roga ¢ fatbl Bbinycka. [JaToii Bbinycka cuMTatoT Aaty noanucaHus
[OKyMeHTa 0 KauecTBe.
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YK 619:616.98:006.354 MKC 11.220

KntoyeBble cnoBa: canHoii aHTUreH, peakuus CBA3bIBaHUA KOMMNIEMEHTa, reMonTUYeckas CbiIBOPOTKa, akTuB-
HOCTb (TUTP), CNeLntUYHOCTb, aHTMKOMM/IEMEHTAPHbIE CBOMCTBA, reMoiThyYeckne cBolicTBa
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