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Mpeaucnosue

Llenu, oCHOBHblE MPUHLMMNBI U OCHOBHON NOPAAOK NpoBeAeHMs paboT N0 MeXrocyaapCTBEHHOM CTaH-
Aaprusauyum ycrtaHosneHbl B FOCT 1.0—2015 «MexrocyaapCTBeHHas cuctema ctaHaaprusaumuu. OCHOBHbIe
nonoxenusi» n FOCT 1.2—2015 «MexrocyaapcrBeHHaa cuctema craHaaprusauyun. CtaHaapTel Mexrocyaap-
CTBEHHbIE, MPaBUNAa M PEKOMEHAALIMN NO MEXTOCYAApPCTBEHHOW cTaHaapTusauun. MNpasuna paspaborku, npu-
HATUSA, OBHOBNEHUS U OTMEHBIY

CBefeHua o ctaHaapre

1 PASPABOTAH deaepanbHbiM rocyaapCcTBEHHbIM OIOMKETHBIM yupexaeHuem «Bcepoccuiickuii ro-
CyAapCTBEHHbIM LleHTp kauecTBa u cTaHaapTMsauun NEeKapcTBEHHbLIX CPeACTB ANA XXMBOTHLIX U KOPMOBY
(PIreY «BMHKWM») u denepanbHbiM kaseHHbIM npeanpusatueM «Kypckas 6uocdabpuka»

2 BHECEH ®epeparnbHbiM areHTCTBOM N0 TEXHUYECKOMY PEerynmpoBaHuio 1 METPONOrum

3 MPUHAT MexrocyaapCTBEHHbIM COBETOM NO CTaHAapTU3auuu, METPONOrMKU U ceptudmkaumm (npo-
ToKOM OT 27 uiona 2016 r. Ne 89-M1)

3a NpuHATUE NPOroNocoBanu:

KpaTKOE HauMeHoBaHWe CTpaHbl Koa cTpaHbl no MK CokpalljeHHoe HaumeHoBaHue HauuoHaneHOro opraHa no
no MK (MCO 3166) 004—97 (UCO 3166) 004—97 cTaHaapTusauum
ApMeHus AM MwuH3KkoHOMUKM Pecnybnukn ApmeHus
Benapycb BY loccranaapt Pecnybnuku Benapycb
Kuprusus KG KelprelacTaHaapt
Poccus RU PoccraHpapt

4 MNpukasom degepanbLHOro areHTCTBa N0 TEXHUYECKOMY PErynMpOBaHMIO U METPONOTUK OT 6 CeHTAGPA
2016 r. Ne 1062-CcT mexrocyaapcTBeHHbln ctaHaapT FOCT 17405—2016 BBeaeH B AeiCTBME B KAYECTBE Ha-
uuoHanbHoro craHgapra Poccuiickoinn ®eagepauun ¢ 1 auBapsa 2018 r.

5 BSAMEH IoCT 17405—81

UHbopmayusa 06 uUsMeHeHUsX K HacmosawemMmy cmaH0apmy nybnukyemces e exe200HOM UHopmauu-
OHHOM ykasamene «HauuoHanbHble cmaHd0apmbi», @ MeKcm U3MeHeHUl U Nornpasok — 6 eXeMeCSYHOM
UHGhOPMaYUOHHOM yKaszamene «HayuoHansHble cmaHlapmbiy». B cnydae nepecmompa (3ameHbl) unu om-
MeHb! Hacmosweeo cmaHdapma coomeememeyrouiee yeedoMneHue 6ydem onybnuKkoeaHo 8 eXXeMeCcIyHOM
UHGhopMalUUOHHOM yKkasamerne «HayuoHanbHble cmaHdapmbly. Coomeememesyrouias uHgpopmayus, yeeodom-
JNIeHUEe U meKCcmbl pasmewaromes makxe 8 UHhopmayuoHHOU cucmeme obuwiezo nosib308aHuUsi — Ha ohu-
yuanbHom calime ®edepanbHO20 azeHmemea rno MexHU4eCKOMy pez2ynuposaHuro u Memporsiosuu 8 cemu
UHmepHem (www.gost.ru)

© CraHgaptuHcopm, 2016

B Poccuiickor degepaummn HaCTOALMIA CTaHAAPT HE MOXET ObITb MOMHOCTBIO MM YaCTUYHO BOCMPOMU3-
BEJEH, TMPaXMPOBAH U PACMPOCTPAHEH B KAYECTBE ochmumanbHOro usaaHusa 6es3 paspelueHus degepanbHo-
O areHTCTBa Mo TEXHUYECKOMY PErynMpOBaHUIO U METPONOTUM
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M E X T OCVY3APGCTIBETUHHUB 4 C TAHAODAUPT

CpenctBa nekapcTBeHHbIE AN BETEPUHAPHOIO NPUMEHeHus
AHTUIEH CAMHOW AN PEAKLUWM CBA3bIBAHWSI KOMMNEMEHTA
TexHUuYeckKue ycnoBus

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

Hara BBegeHunsa — 2018—01—01

1 ObnacTb NpUMeHeHust

Hacroawumi craHgapt pacnpoCTPAHSAETCA Ha CanHoW aHTUIeH ANs peakumMm CBA3bIBAHUA KOMMMEMEHTA
(oanee — aHTUreH), npeaHasHa4YeHHbIW ANa AMarHoCTUKKU cana Yy >XUBOTHbIX.

2 HopmaTuBHbI€ CCbISIKN

B HacTosilem cTraHgapTe UCMNob30BaHbl HOPMATUBHBLIE CCbINIKU HA CREAYIOLLME MEXTOCyAapCTBEHHbIE
CTaHaapThbl:

FOCT 12.0.004—90 Cucrema craHaaptoB 6esonacHocTu Tpyaa. OpraHusauyua obyvyeHna 6e3onacHoOCTH
Tpyaa. OBume nonoXxeHus

FOCT 12.1.004—91 Cuctema ctaHgaptoB 6e3onacHocTu Tpyaa. MNoxxapHas 6esonacHocTb. Obwue Tpe-
OoBaHus

FOCT 12.1.005—88 Cucrtema crangaptoB 6e3onacHocTu Tpyaa. O6wme CaHUTapHO-TUIMEHUYECKne
TpeboBaHua kK BO3ayxy paboyen 30HbI

[OCT 12.1.008—76 Cucrema craHgaptoB GeszonacHocTu Tpyaa. buonorudeckaa 6esonacHocTb. OB6-
wue TpebosaHus

FOCT 12.2.003—91 Cucrema crangaptos 6esonacHoctu Tpyaa. ObopyaosaHne nNpou3BOACTBEHHOE.
O6ume TpeboBaHMsa 6e30MacHOCTH

FOCT 12.3.002—2014 Cuctema craHgaptoB 6e3onacHocTu Tpyaa. MNpoueccbl NpOu3BOACTBEHHbIE.
O6wue TpeboBaHMsa 6e30MacHOCTH

FOCT 12.4.011—89 Cucrtema crangapTtoB 6e3onacHocTu Tpyaa. Cpeactea 3awutbl paboTalowmx.
O6wwe TpeboBaHuA u knaccuukauus

FOCT 4233—77 Peaktusbl. HaTpuii XnopucTbiin. TEXHUYECKME YCNOBUSA

[OCT 6709—72 Boga guctunnumpoBaHHas. TexHu4ecKkne ycrnoBus

[OCT ISO 7218—2015 Mukpobuonorusa nueBbiX NPOAYKTOB U KOPMOB ANS XUBOTHbIX. ObLumne Tpebo-
BaHUA U pekoMeHAaumu no MUKPOBMONOrMyecKMM UCCrnesoBaHUsM

FOCT 9142—2014 Awwmkn n3 roppupoBaHHOro kaptoHa. ObLmMe TEXHUYECKNE YCNoBus

FOCT 12301—2006 Kopo6Gku u3 kaptoHa, 6ymarm u KoMOUHMPOBaHHLIX MaTepuanos. O6Lme TexHuYe-
CKune ycrnosus

FOCT 12303—80 lMaukn u3 kapToHa, Bymarn u KOMOUMHMPOBAHHLIX MaTepuanos. O6LMe TeEXHUYECKne
ycnoBus

FOCT 14192—96 MapkupoBka rpy3os

[OCT 16445—2012 CbiBOpOTKa reMonuTuyeckasn ans peakymum CBA3blBaHUS KOMMNMeMeHTa. TexHu4ve-
CKue ycnoBsusi

M3paHue ocpuuymanbHoe
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FOCT 16446—2012 KomnneMeHT Cyxou AN peakummn CBA3bIBaHUS KOMMNEeMeHTa. TexHuYecKue ycnosus

rMOCT NCO/M3K 17025—2009 O6wme TpeboBaHMA K KOMNETEHTHOCTU UCNbITATENbHbIX U KAaNUOPOBOY-
HbIX naGoparopuii

MOCT 17404—381 CbiBOpOTKA canHasn ANns peakuumn CBA3bIBAHMS KOMNNEMeEHTa. TeXHUYECKUE YyCnoBua

MOCT 17768—90 CpeacTtBa nekapcTBeHHbIE. YNakoBka, MapkUpoBKa, TPAHCNOPTUPOBaHUE U XpaHEHUe

FOCT 25336—82 Mocyaa n o6opyaosaHme nabopaTtopHble CTeKNsHHbIE. TUMbl, OCHOBHbIE NapaMeTpbl
u pasmepbl

FOCT 28085—2013 Cpeacrsa nekapCTBeHHbIE GMONornyeckue Ans BETEPUHAPHOTo NpuMeHeHus. Me-
T0A 6aKTepPUONOrMYeCcKoro KOHTPONA CTEPUINLHOCTH

MOCT 29230—91 (UCO 835-4—81) MNocyna naboparopHasa CTeknaHHaA. MUNeTkn rpagyupoBaHHbie.
Yactb 4. Munetku BbiayBHbIE

MOCT 31929—2013 Cpeacrea nekapCTBEHHbIE AN BETEPUHAPHOIO NpuMeHeHus. Npasuna npuemku,
MeToabl oT6opa npob

MpumMmeyaHue —Npu Nonb3OBaHUKM HACTOSALLMM CTaHAApPTOM LieriecoobpasHo NpoBepuUTb AeUCTBUE CCbINOM-
HbIX CTaHAapToB B MH(OPMaLMOHHOA cucTeme obLiero nornb3oBaHUs — Ha ouULMansHOM caiTe deaepanbHOro areHT-
cTBa MO TEXHUYECKOMY PEeryrupoBaHUiO U METPONOrMK B CeTU MIHTEPHET MNKU Mo eXerogHoMy UHPOpMaLUOHHOMY yKasa-
Tento «HauWoHarnbHble cTaHgapThi», KOTOPbIA onyGnuKkoBaH No COCTOSIHMIO Ha 1 SIHBapsA TekyLero roga, 1 nNo Bbinyckam
exeMecsA4HOro MHOPMaLMOHHOTO ykasaTens «HauuoHanbHele cTaHfapThl» 3a TeKYLUWiA rog. Ecnu ccbinouHblid cTangapT
3aMeHeH (MI3MEHEH), TO Npy NoNb30BaHUN HAaCTOALMM CTaHAapTOM CleAYeT PYKOBOACTBOBATLCA 3aMEHAIOLMUM (M3MEHEH-
HbIM) CTaHAapTOM. ECnu CChINIOYHBINA CTaHAapT OTMEHeH 6e3 3aMeHbl, TO NOMOXEHUEe, B KOTOPOM fiaHa CCbifika Ha Hero,
NPUMEHSIETCA B YacTU, He 3aTparuBaioLLe 3Ty CCbISKY.

3 TpeboBaHua 6e3onacHoOCTU

3.1 Mo 6uonoruyeckoin 6Ge3onacHOCTM  NPOM3BOACTBO [AOSPKHO COOTBETCTBOBaTL TpeOOBaHMAM
OCT 12.1.008.

3.2 TpeboaHusi Kk 0Oy4yeHW0 nepcoHana 6e3onacHOCTU Tpyaa M noxapHow ©e3onacHocTM —
no MCT 12.0.004 n FOCT 12.1.004.

3.3 Cpepactaa 3awwmThl paborarowmx — no MOCT 12.4.011, Bo3ayx paboyeli 30Hbl AOMKEH COOTBETCTBO-
BaTb TpebosaHuam MOCT 12.1.005.

3.4 Mpoun3BoaCTBEHHOE 060pYyAOBaHUE AOMKHO COOTBETCTBOBATL TpebosaHuam MOCT 12.2.003, npous-
BOACTBEHHbIE npouecckl — MOCT 12.3.002.

3.5 Ytunusauma aHtureHa ¢ UCTEKLIMM CPOKOM FOAHOCTU U CEPUIA, HE BbIAEPXKABLLMX KOHTPONbHBLIX UC-
NbITAHWIA, @ TAKXKE ammyr, OCTaBLUMXCA NOCHEe UCMbITAaHWI MO NOKa3aTensM Ka4ecTBa, M apxXuBHbIX 00pa3sLoB
nocne UCTeYeHnsi cpoka xpaHeHus He TpebyeT cneymanbHbiX Mep 6e30NacHOCTH.

4 TexHn4yeckue TpedboBaHusA

4.1 AHTUreH npeacraBnaeT cobon aKCTpakT yOuUTbIX canHbix OakTepuid, BbipaLLEHHbIX HA MACOMNENTOH-
HOM FMMLEPUHOBOM arape.

4.2 AHTUreH gomKkeH COOTBETCTBOBATL TpeboBaHWAM HACTOSILLIErO CcTaHA4apTa U NPOU3BOAUTLCS B COOT-
BETCTBUM C TEXHOSIOMMYECKUM PErNaMeHTOM NPOU3BOACTBA, YTBEPXAEHHLIM OpraHM3aumen-npoussoguTenem
B Nopsigke, AeWCTBYIOLLEM HA TEPPUTOPUM rOCYAapcTBa, NPUHABLLUETO CTaHAapT.

4.3 o nokasarensam Ka4yecTBa aHTUIEH JOMKEH COOTBETCTBOBATL TPEOOBAHUAM U HOPMaM, YKa3aHHbIM
B Tabnuue 1.

Tabnuya 1
HanmMeHoBaHuWe nokasarerns XapaKkTepucTKa 1 HopMa
BHelwHui BUE, LBET Mpo3spayHas, crerka onanecuupyoLlas XUAKOCTb
CBETIO-KeNnToro Lpera 6e3 ocafgka
Hanun4ue nocTopoHHe npuMecH, TpeLLmH amnyn (prakoHoB) He ponyckaetcs
CTepunbHOCTb [omkeH GbiTb CTEpUNbHBLIM
AKTUBHOCTb (TUTP) NpW pa3BefeHnn KOHTPONbHOMN CanHow Chl- OT 1:100 go 1:200
BOpoTKM 1:80

2
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OkoH4YaHue mabnuupi 1

HaumeHoBaHuWe nokasaTtens XapaKTepVICTVIKa U HOpMa
Cneyundu4HoCTb HonxeH 6biTb cneLudUYHLIM
AHTUKOMNNEMEHTapHbIE CBOUCTBA [LonxXHbl oTcyTCTBOBAaTL
FeMonuTUyeckne cBoucTBa [onxHel OTCYyTCTBOBATL

4.4 YnakoBKa

4.4.1 AuTuren paccacosbiBaloT no 1 cM3 B aMnynbl UK (HNakoHbl M3 HETPanbLHOro cTekna. dnakoHbl
YKYNopuBaIoT pe3uHOBbLIMU NpobKkamu 1 06KaTbIBAIOT aflOMUHMEBLIMU KONMNaYKaMmn, a amnynbl 3anavsaior.

[MorpelwHOCTL (hacoBaHWUA COCTaBASET:

- ANsi O4HOM aMnynbl, hnakoHa — + 8 %;

- Ana gecartu amnyn, pnakoHos — x 2,5 %.

4.4.2 AMnynbl U ¢pnakoHbl C AHTUIEHOM YNAaKOBLIBAIOT B KAPTOHHbLIE KOpoOku no MOCT 12301 unu kap-
ToHHble nadku no MOCT 12303 ¢ pasgenuTenbHbLIMU Neperopogkamu Wnu reesgamm, o6ecnevnBaloLmMmm
LIeNoCTHOCTb amnyn. B kaxayio kopoOKy (nauky) BKNagbiBalOT UHCTPYKLUMIO NO NpUMEHEHUto. [lonyckaiorca
Apyrve BuZbl ynakoBku, o6ecneumsalome COXpaHHOCTb aHTUreHa.

4.4.3 Kopo6GKku 1 navku C aHTUreHOM YNaKkoBbIBAIOT B SILLMKW U3 rochpUpOBAHHOTO kapToHa no MOCT 9142
Wnn apyrme aHanorudHble swuku. Macca GpyTTo SWMKOB HEe AOMmkHa npesbiwatb 15 kr. Ceo6ogHOe npo-
CTPaHCTBO B fALLMKaX AOMKHO ObITb 3aMONHEHO NPOKnaaKamu U3 roppupoBaHHOrO KapTOHa, KOTOPbLIE AOMKHBI
obecne4ynBaTb COXPAHHOCTb aHTUreHa. B kaxabii AWK BKNAALIBAIOT NATb 3K3EMNAAPOB UHCTPYKLUUW NO NPU-
MEHEHUIO U YNaKOBOYHBIN MUCT C yKa3aHuem:

- HAUMEHOBAaHMUSA OpPraHU3auun-NPOU3BOAUTENS;

- HAUMEHOBAaHUA NEKAPCTBEHHOIO NMpenapara;

- ynucna Kopobok (nayek) B ALLUMKE;

- HOMepa cepuu;

- AaTbl YNAKOBKM;

- haMUnUM N1 HoMepa ynakoBLLUKaA.

MpuMedaHue — [onyckaeTcs He BKNaAbBaTh YNaKOBOYHLIA TUCT B TPAHCTIOPTHYIO YNAKOBKY.

4.5 MapkupoBka

4.5.1 AMnynbl (pNakoHbl) MapKUPYIOT HECMbIBAEMOWN KPaCKOW MO CTEKAY WK HaKNEeUBaloT STUKETKU C
yKazaHuemM:

- HAMMEHOBAHUS OpPraHN3aLuK-NPON3BOAUTENSA, €€ afpeca U TOBApPHOTO 3HAKA;

- HAMMEHOBAHUS NNEKAPCTBEHHOTO Npenapara;

- HOMepa cepuu;

- Aatbl Bbinycka (Mecsaua u roga);

- Cpoka rogHocTu (Hagnucu: «foaeH oo»);

- o6Lema nekapcTBeHHOro npenapara B amnyne (dnakoxe), cm3;

-4yucna Ao3 B amnyne (crnakoHe);

- HagNUCK: «[nNsi BETEPMHAPHOIO NPUMEHEHUSY.

Ha aTukeTKy MOXeT ObITb HaHeCeHa AONONHUTENbHAA MHOpMAaLMS.

4.5.2 Ha kaxayto KOpooKy (Mayvky) C aHTUrEHOM HAHOCAT MapKUPOBKY C YKa3aHMeM:

- HAaMMEeHOBaHUA, agpeca, TernedoHa u TOBapPHOro 3HaKa opraHu3auunu-nPousBOAUTENS;

- HAUMEHOBaHUA NeKapCTBEHHOro npenapara;

- HOMepa cepuu;

- 4atbl Bbinycka (Mecsua u roga);

- CpOKa roaHoCTu (Haanucu: «lfoaeH goy);

- cnocoba NpYMEeHEHUs;

- 06bemMa nekapcTBEHHOro npenapara B amnyne (cpnakoxe), cms;

- yucna no3 B amnyne (cpnakoue);

-yucna amnyn (pnakoHoB) B KOpobke (Mayke);

- YCrOBUIA OTNyCKa;

- YCMOBUIA XpaHeHUs;
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- Hagnueu: «na BeTEPUHAPHOIO NPUMEHEHUSY;

- LUTPUXOBOIO KOAa;

- UH(popmaLMK O NOATBEPKAEHUU COOTBETCTBUS;

- 0003HaYEHNUA HACTOSAILLIEro CTaHaapTa.

4.5.3 Ha kaxabli ALWMK (TPAHCNOPTHAasA ynakoBKa) HAHOCAT TPAHCMOPTHYIO MapkupoBky no MOCT 14192
C yKasaHueMm MaHunymnsaunoHHbIX 3HaKoB: «Xpynkoe. OCTOpoXxHO», «lMpeaensbl TemnepaTtypbi», «Bepx».

4.5.4 MapkupoBKa AiLLMKa, XapakTepu3syioLwasi ynakoBaHHy0 NpoayKLmio, AOMKHA coaepXaTb creayio-
LiMe AaHHbIe:

- HaMMEeHOBaHWe U aapec (C ykasaHmemM CTpaHbl) OpPraHU3aLMmU-NPOU3BOAUTENS;

- TOBapHbIV 3HaK OpraHn3auun-npou3BOAUTENS;

- HaMMEHOBaHME NEeKapCTBEHHOro Npenapara;

- HOMEp cepuu;

- AaTty BbINYCKa;

- 4nucno Kopobok (naqek) B ALUMKE;

- CPOK rogHocTu (Haanucb: «foaeH ao»);

- YCIOBUSI XPaHeHUA U TPaHCNOPTUPOBAHUS;

- Maccy 6pyTTo;

- HaAMUCb: «[nA BETEPUHAPHOIo NPUMEHEHUS».

4.5.5 CoBMeLLEeHNe TPaHCNOPTHOM MapKUPOBKM U MapKMPOBKK, XapaKkTepU3yloLLIEl yNakoBaHHYIO NMpo-
AYyKUMIO, HA OJHOW CTOPOHE TPaHCMOPTHOM YNakoBKU HE AONyCKaeTCs.

5 MpaBuna npuemku

5.1 Kaxxgasi cepusi aHTUreHa AomkHa ObiTb NpUHATA (MpoBEpPeHa) B OpraHu3auMu-npoussoauTene otae-
1IOM, OTBEYaIOLLMM 3a KOHTPOIb KadecTsa roToBow npoaykuuun B coorsercTenmn ¢ FOCT 31929.

5.2 Cepuen aHTMreHa c4MTaloT onpeaeneHHoe KoNMYeCcTBO Npenapara, NPOM3BeAEeHHOTO 3a OANH TEXHO-
NorM4eckuin uukn u oOPMIEHHOr0 OAHUM AOKYMEHTOM O Ka4eCTBe.

5.3 B JOKYMEHTE O KaYeCTBe yKasblBaloT:

- HAMMEHOBaHWEe U agpec opraHM3auun-NPoOU3BOAUTENSA, TOBAPHLINA 3HAK;

- HAMMEHOBaHWe NeKapcTBEHHOrO Npenapara;

- HOMep cepuu;

- 06beM cepun (B eguHMLax obbema unu LTykax);

- paty npousBoacTBa (Mecsu, roa);

- pe3ynsTaThl UCMLITAHUIA NO NOKa3aTensam KayecTsa;

- CPOK rogHoCTU (Haanucb: «oaeH Ao»);

- 0603Ha4YeHMe HaCTOSALLEro CTaHAapTa;

- HOMep AOKYMEHTAa O Ka4eCTBE U JaTy ero Bblaadu;

- NOAMUCL YNONIHOMOYEHHOro NuLia OpraHnM3aLun-nPou3BoANTENS, BbIAABLLETO JOKYMEHT O Ka4eCTBe.

5.4 1N KOHTPONA Ka4eCcTBa aHTUreHa OT KaXKg ol CepMn METOAOM Cry4anHoro otobopa B COOTBETCTBUM C
FOCT 31929 oT6upatoT BbIGOPKY B Konu4yecTee 40 amnyn: 20 amnyn UCMOMb3YHOT ANsi NPOBEAEHUSA UCMbITAHUIA
no nokasarensm Ka4ecTBa, ykazaHHbIM B Tabnuue 1, a 20 aMnyn HanpaBnsioT B apxuB OTAENA, OTBEYAIOLLEro
3a MPOBeAEHNE KOHTPONA KayecTBa rotoBov npogykuumn. Mpobbl HANPaBRSOT B apXUB MOCHE NOMy4YeHus no-
NOXUTENbHbIX PE3YNbLTaTOB UCMbITAHWIA MO NOKA3aTeNAM Ka4eCTBa U XPaHSIT B TEYEHNE CPOKA FOAHOCTHU.

5.5 ApxusHble NPoBbl MAPKMPYIOT HAAMUCLIO KAPXUB» U CHaBXatoT JOKYMEHTOM C yKa3aHuewm:

- HAMMEHOBaHWUA OpraHM3aLun-NPOU3BOANTENS;

- HAMMEHOBAaHWA NIeKapCTBEHHOTO Npenapara;

- HOMepa cepuu;

- AaTbl BbiNycka (Mecsaua u roga);

- patbl 0T60pa Npob;

- o6vema cepun (B eanmHMLax o6beMa Unu LTykax);

- yucna otobpaHHbIX Npoo;

- OOIDKHOCTU U noanucu nuua, otobpasLuero npoosi;

- CpOKa rogHocTu (Mecaua 1 roga);

- 0603Ha4YEeHNA HACTOSALLEro cTaHaapTa.
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5.6 Mpu HeyaoBNETBOPUTENBHbIX Pe3ynbTaTtax UCTbITaHUs XOTS Obl MO OAHOMY M3 nokasatenein npoBo-
AT NOBTOPHLIE UCTILITAHMA NO STOMY MOKa3aTento Ha yABOEHHOM KONUYECTBE NPOo6 aHTUreHa, B3STbIX OT TOW
KE Cepuu, U Ha YABOEHHOM KONMUYECTBE MaTepuanoB. Pesynsrartbl MOBTOPHOrO UCMLITAHUS CHUTAIOT OKOHYa-
TENbHbLIMU U PACNPOCTPAHSAIOT HA BCIO CEPUIO.

5.7 B crniyyae HeyaOBNETBOPUTESNbHbIX PE3YSILTATOB NOBTOPHbIX UCMLITAHWI, CEPUIO aHTUTEHA CYMTAIOT
He COOTBETCTBYIOLLEN TPEOOBaHNAM HACTOSILLEro CTaHaapTa, ee OpakyoT U yTunuampyioT no 3.5.

6 MeTtoabl ucnbITaHUNA

6.1 YcnoBusi BbINONMHEHUA UCTIbITAaHUNA

6.1.1 O6wue TpeboBaHus k nomeLeHmsam — no MFOCT ISO 7218.
6.1.2 Tpe6oBaHusa k nepcoHany — no NOCT MCO/M3K 17025.

6.2 Annaparypa, cpeacTea UsMepeHun, peakTUBbI, NOCyaa U Matepuanbl

XonoaunbHUK BbITOBON.

BaHsa BoasHasA ¢ TEPMOPETYNATOPOM.

LlenTpuddyra co ckopocCTbio BpaweHusi potopa 3000 06/mMuH.

TepmMocCTaT 9neKTPUYECKUA C TEPMOPErynATOpOM, obecneunBaloLLmii NoaaEPXKaHWe TEMNEpaTypbl Ha-
rpesa ot 20 °C go 55 °C no OCT ISO 7218.

pH-meTp, obGecneunBaomii U3MepeHne ¢ TO4HOCTbIO Ao + 0,05 ea. pH, paspewenuem 0,01 eq. pH,
OCHALLEHHBIN PYYHbIM UMK aBTOMATUYECKUM ONpPEAENUTENEM TEMNEPATYPbI.

Boaa auctunnuposaHHasa no FOCT 6709.

0,9 %-HbIli pacTBOp HaTpua xnopuga u3oToHudeckun, pH (7,0 £ 0,2) eq. pH (puanonoruyeckui
pacrsop).

CbIBOPOTKA canHas Ana peakuum ceasbiBaHusa komnnementa no FOCT 17404,

KomnnemeHT cyxon Ansa peakuuu ceasbiBaHMa koMmnnemenTa no FOCT 16446.

CbIBOPOTKA reMONMTUYECKANA ANA peakunn ceA3biBaHMA KoMmnnemeHTa no NOCT 16445,

Sputpoumntbl BapaHa.

CbIBOpOTKa canHas KOHTPONibHasA (NMONOXUTENbHAasi CbIBOPOTKA C YCTAHOBIIEHHbIM 3HAYEHUEM aKTUB-
HOCTU NUOPUNN3NPOBAHHAS).

CbIBOpOTKa nolaaeli HeratuBHas (He cogepyallasi aHTuTen k Bo3byautento cana).

AHTUTEH CanHOWM KOHTPOMbHLIN (CAnHON aHTUIEH C YCTAHOBMEHHbIM 3HAYEHNEM aKTUBHOCTH).

MpoGupkn cteknsiHible no FOCT 25336.

Mukponunetku BmectumocTtsto ot 0,2 go 1,0 cms.

MUNeTkn CTEKNSAHHbIE MepHble BMecTUMOcTbIo 1, 5 1 10 cm® no MOCT 29230.

MuneTkn nacTtepoBCKue.

LUtatue ana npobupok.

Hatpuin xnopucteiii no NOCT 4233.

Jonyckaetca npuMeHeHue Apyrux CpeACcTB U3MEPEHUI C METPONOTMYECKUMU XapakTEPUCTUKAMM, a Tak-
>Ke peakTUBOB, MOCYAbl U MaTeEPUAanoB MO KAYECTBY HE HUXKE BblLUEeyKa3aHHbIX.

6.3 OnpepgeneHue BHEWHEro BMaa

6.3.1 [1na onpeaeneHns BHeELWWHEro Buaa Bce aMmnynbl (riakoHbl) ¢ aHTUIEHOM BCTPAXMBAIOT U NpOCMa-
TpUBalOT BU3yasnbHO B npoxogsuwem ceete. OqHOBPEMEHHO MPOBEPSIOT LENOCTHOCTL amnyn (hrnakoHOB) u
NpPaBuUbHOCTb MAPKUPOBKMU.

6.4 OnpepeneHne CTePUNbHOCTU

CTepunbHOCTb aHTUreHa onpegensior no FOCT 28085.

6.5 OnpepeneHne akTUBHOCTM (TUTPA), cneuudPUIHOCTU, OTCYTCTBUA AaHTUKOMISIEMEHTAPHbIX U
reMornMTU4YeCcKuxX CBONCTB

6.5.1 TuTpOoM aHTUreHa ABNAETCS €r0 HaubonblLUEE pa3BeaeHNE, Bbi3bIBAIOLLIEE MOMHYIO 3aAEPXKKY rEMO-
nM3a 9pUTPOLIMTOB C HAUBOMNbLUMM KONMMYECTBOM Pa3BeAEHUI CanHoON CbIBOPOTKU.
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6.5.2 NMNoaroroBKka K UCNbITAHUIO

6.5.2.1 MNpurotoeneHune 0,9 %-HOro M30TOHUYECKOrO pacTeopa xnopuaa Harpus

9 r xnopuaa Hatpua no NOCT 4233 pacteopsitot B 1 AMS3 AUCTUNNMPOBAHHOI BOAbI UMM BOAbI AN UHb-
eKkLmii. PacTBOp cUMnLTPYIOT, Pa3nuBalOT B CTEKMAHHbIE cNaKkoHbl N0 250 cM3 1 CTEepUnu3yioT Npu Temnepa-
Type ot 110 °C go 120 °C B TeyeHune 15—20 mMuH unu Teky4um napom npu temnepatype 100 °C B TeyeHue
30 muH. PacTtBop xpaHaT npu Temnepatype ot 2 °C ao 8 °C B Te4deHue roga.

6.5.2.2 MNpurotoBneHune pasBeaeHnit aHTureHa

FoTOBAT pasBeaeHUst UCNbITYeMoro aHtureHa B 0,9 %-HOM M3OTOHUYECKOM PaCcTBOPE Xropuaa HaTpus B
COoTHoweHun: 1:50, 1:100, 1:200, 1:300, 1:400 n KOHTPONLHOrO aHTUreHa B cooTHowweHun 1:100.

6.5.2.3 MNpurotoBneHune paspeaeHuUit KOHTPONbHON CanHON CbIBOPOTKA U HEraTUBHOW CbIBOPOTKM

[o0TOBAT pasBegeHUsA KOHTPONbHON CanHON CbIBOPOTKU B 0,9 %-HOM M30TOHMYECKOM PacTBOPE Xnopuaa
HaTpusi B cOOTHOLWeEeHun: 1:10, 1:20, 1:40, 1:80, 1:160 1 HeraTUBHOW CbIBOPOTKU B COOTHOLLEHWU 1:5. [OTOBbIE
pa3BeeHuss UHAaKTMBUPYIOT B BOAAHON B6aHe npu Temneparype ot 58 °C go 59 °C B TeyeHune 30 MuH.

6.5.2.4 MpuroToBnexHue apuTpoLuToB BapaHa

AputpoumnTbl 6apaHa (SBMALLMECH aHTUTEHOM B reMONMTUYECKON CUCTEME) OTMbIBALOT OT ApYrux dop-
MEHHbIX 3nemMeHToB KpoBu 0,9 %-HbIM M3OTOHMYECKMM PacTBOPOM XJlopuaa HaTpusi, NPUrOTOBIIEHHOTO MO
6.5.2.1 nyTem 3—4-KpaTHOro LEeHTpUMYrMpoBaHus Npu cKOpPoCTu BpaLleHus potopa 2500—3000 06/MUH a0
nonHoro obecuBevnBaHMA NPOMbIBHON XUAKOCTU, HO He Bonee yeTbipex pas. M3 ocagka spuTpoLuUTOB rOTOBAT
2,5 %-Hyto B3BeCH B 0,9 %-HOM M30TOHUMYECKOM pacTBOpPE XIopuia HaTpus.

6.5.2.5 OnpeaeneHune TUTpPa reMONIMTUHECKON CbIBOPOTKM

FemonuTuyeckyto ceiBopoTky no MOCT 16445 tutpytot B passeaeHuax: 1:500, 1:750, 1:1000, 1:1250,
1:1500, 1:1750 1 1:2000 no cxeme, NpMBEAEHHON B Tabnuue 2.

Tabnuya 2— Cxema TUTPOBAHWUA reMONUTAHECKOW CbIBOPOTKU

Pa3Be,qu|/|e re MONMTUYECKON CbIBOPOTKHU
KomnoHeHT
1:500 ‘ 1:750 I 1:1000 | 1:1250 | 1:1500 | 1:1750 | 1:2000
[emMonmMTUYecKas celBopoTKa 0,2 0,2 0,2 0,2 0,2 0,2 0,2
KomnnemeHT B passegerun 1:20 0,2 0,2 0,2 0,2 0,2 0,2 0,2
OputpouunTthl 6apaHa (2,5 %-Hasn B3BeCH) 0,2 0,2 0,2 0,2 0,2 0,2 0,2
0,9 %-Hblil N30TOHUYECKNIA pacTBOP Xnopuaa HaTpusa 0,4 0,4 0,4 0,4 0,4 0,4 0,4
BopsiHas 6aHsa 10 MuH npu 37 °C — 38 °C
Pesynbrart (npumep) | nr | nr | mnr | nr | nr | ur | ur
MpumeyaHue —IM-nonHbln remonus; Yr—4yacTUYHLIA reMorms.

PasBegeHusi reMonuTUYECKON CbIBOPOTKM FOTOBAT M3 ucxoaHoro 1:100 (0,1 cm3 remonuTUYECKOIM CbIBOPOT-
K1 CMeLLMBAIoT ¢ 9,9 cM3 M30TOHMYECKOro pacTBOpa XNOPUAA HaTPMs!) N0 Cxeme, NPUBEAEHHOI B Tabnuue 3.

Ta6bnuya 3
OcHoBHoe pasBe,quMg remongm‘-lecxoﬁ 0,9 %-Hblif U30TOHWUYECKUI gaCTBop Paspefietue
cbiBopoTku 1:100, cm xropuaa HaTpus, cM
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 HAUMEHbLUIEE €€ KONMYecCTBO (Haubonbluee pa3BeaeHue), Heobxogumoe
ANS NONHOTO remMonu3a B TedeHne 10 muH 0,2 cm3 2,5 %-Hol B3BECU pUTPOLMTOB BapaHa B NPUCYTCTBUM

6
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0,2 cm3 KoMNNeMeHTa, pasBeeHHOro B COOTHOLLEHUN 1:20. B npuBeaeHHoi Tabnuue 2 TUTP reMONUTUYECKOil
CbIBOPOTKM paBeH 1:1500.

PaGounii TUTP reMONUTUYECKON CbIBOPOTKM ANA peakuun cBsisbiBaHUs komnnemeHTta (PCK) cocrasnser
YABOEHHOE 3Ha4yeHue TuTpa. Tak ecrnm TUTP reMONUTUYECKON CbIBOPOTKM paBeH 1:1500, To paGouui TuTp
Gyaet 1:750.

6.5.2.6 TutpoBaHue KOMNNeEMeHTa

KoMnnemeHT TUTPYIOT B reMONMUTUYECKON CUCTEME. TUTPOM CYUTAIOT €r0 HaMMEHbLLEE KONUYECTBO, He-
obxoanumoe Ana nonHoro remonmsa 0,5 cm3 2,5 %-HoW B3BECH SPUTPOLMTOB BapaHa Npu YCTAHOBMEHHOI MO
6.5.2.5 no3se remMonuTM4ECKON CbIBOPOTKM B TE4eHNe 10 MuH B BOASHOWM BaHe npu Temneparype 37 °C — 38 °C.
PaBoynum TUTPOM KOMMMEMEHTa CYMTAIOT €ro0 KONIMYECTBO Ha ABa UHTepBana Gonblie TUTpa (HanpuMep, npu
TuTpe 0,19 pabounin TuTp dyaert 0,25).

KonuuecTBO HepasBeAeHHOro komnneMeHta X, HeoBxoauMoe Ans NMOCTAHOBKM peakuuu CBA3bIBAHUSA
komnnemenTa (PCK), paccuutbiBatot no hopmyne

x =P, ™
20
rae PT — paGounii TUTP KOMMNEMEHTA;
M — 4ncno npobupok B oNbITe;
20 — pa3BegeHue KOMNIeMeHTa npu TUTPOBaHUN.,

Ona nocraHoBkn PCK paccyMTtaHHOe KOnM4yecTso KomnnemeHTa pasbaenatot B 0,9 %-HOM M30TOHUYE-

CKOM pacTBope xnopuaa Hatpusa 4o obbema:

%

KoMnnemMeHTa = n ' 0’5’ (2)
rae 0,5 — o6bemM komnnemeHTa B paboyem TUTpe B 0AHON NpoBupke, cmS.

6.5.3 NpoBeneHune UcnbITaHUA

[na npoBeaeHUsA UCNbITAHNSA NPUMEHSAIOT peakuuto ceasbiBaHusa komnnementa (PCK). PCK crtaeAaTt B
obuiem obbeme 2,5 cm3. Kaxaoro nHrpeanenTa 6epyt no 0,5 cm3 B ycTaHOBREHHOM paboyem TuTpe.

Pa3sefeHuss aHTUreHa, CbIBOPOTOK U KOMNAEMEHTA pa3nuBaloT B yka3aHHOM NOCNeAoBaTenbHOCTU B
NPoOUPKM N OJHOBPEMEHHO CTaBAT KOHTPOMbHbIE NPOOUPKM B COOTBETCTBUM C Tabnuuei 4. B KOHTPONbHLIE
npoﬁmpstsmecm HE0CTaloWMUX KOMMNOHEHTOB BHOCAT 0,9 %-Hblit U30TOHUYECKUI pacTBOP Xnopuaa HaTpus
no 0,5 cm°.

Tabnunya 4 — Cxema u pesyneratbl noctaHoBku PCK (npumep)

PasBefieHne aHTUreHa KoHTponb
PasBeaeHne CbIBOPOTOK KoHTponbHan Bes aHTu- Bes aHTUreHa
1:50 | 1:100 | 1:200 | 1:300 | 1:400 cepua aHTu- 1 Komnne-
reHa
reHa 1:100 MeHTa
HeraTuBHas cbiBOopoTKa 15 100 | 100 100 100 100 100 100 0
KoHTponebHas  canHas | 1:10 0 0 0 0 0 0] 100 0
ceiBopotka 120 | 10 | © 0 0 20 0 100 0
1:40 20 0 10 40 0 100 0
1:80 40 0 30 90 0 100 0
1:160 | 60 40 30 60 100 30 100 0
Ko H- | Bes cLIBOPOTKM 100 | 100 100 100 100 100 100 0
TPONb | Bes CbIBOPOTKM M Kom-| O 0 0 0 0 0 0 0
nnemeHTa

MpumeyaHune — B HacToslel Tabnuue NpuBeaeHbI NPUMEpPLI 3HAYEHNUA CTENEHU 3afepPXKn remMonmsa spu-
TPOLUTOB B NpoOLieHTax.

Lratuebl ¢ npobupkamu BCTPAXMBAIOT U BblaepxusaoT 20 MUH B BOASHON GaHe npu Temnepartype
(37 £ 1) °C. 3arem BO BCE NPOBMPKM BHOCAT FEMONUTUYECKYIO cUCTEMY no 1 cM3 U CHOBA NOMELLIAIOT B BO-
OSHYI0 6aHI10 Ha 20 MUH. Peakumio yuuTbIBalOT BU3yanbHO Yepe3 16—18 4 nocne Bbigep>XXMBaHus Npu Temne-
patype ot 4 °C no 12 °C.
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Peakuumio OLIEHMBAIOT MO CTEMEHWU reMoNnu3a 3PUTPOLMTOB NO LLKane remonusa. [insa cocraBnexuns LWwka-
Nbl reMofnn3a u3 peakuum otoupaior 5 npoGUPoK ¢ NONHLIM reMonu3oM aputpoumTos (100 %) U ux copeprm-
MO€ CrMBAalOT BMECTE. 3aTeM COCTaBnsIoT Wwkany remonu3a no taénuue 5.

Tabnuya 5 — CxeMa cocTaBneHust LWKanbl remonusa

O6bveM KOMNOHEHTA, oM
Howmep npoGupkm 0,9 %-Hbilii U30TOHUIECKMII pacTBop Xnopuaa % remornmza
leMONN3NPOBaHHbIE SPUTPOLIUTI watpus

1 0,0 2,0 0

2 02 18 10
3 0.4 16 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 14 0,6 70
9 16 0,4 80
10 1,8 02 90
11 2,0 0,0 100

TUTPOM aHTUreHa cuuTalotT HambonbLuee ero passeaeHue, NPU KOTOPOM HabnNAAaeTca NONHAasA 3aaepx-
Ka remMonu3a apuTpouuToB NpU pa3BedeHUN KOHTPONbHOW CbIBOPOTKN HE MeHee Yem 1:80.

Tutp anTureHa gomkeH obitb 1:100 — 1:200.

6.5.4 O6paboTka pe3ynsraToB

AHTUTEH cuuTaloT cneuyuduyHbiM, He o6nagalowmuM aHTUKOMNAEMEHTAPHLIMU U FEMOSIMTUYECKUMMU
CBOWCTBaMM, €CNU B KOHTPOJIbHBLIX MPOOUPKaX C HEraTUBHOW CbIBOPOTKON M 63 KOHTPOSIbHON CanHOW CbiBO-
POTKM 3PUTPOLIMTBI NOSHOCTBIO remonuaunpytotcs (100 % remonu3a), a B KOHTPOSbHbIX NPoBax 6e3 KOHTPOnb-
HOI CanHoW CbIBOPOTKM M KOMMNMEMEHTa HAcTynaeT MofnHasa 3agepka remonusa apuTpounToB (OTCYTCTBUE
remonusa).

7 TpaHcnopTupoBaHMe U XpaHeHue

7.1 AHTWreH TpaHCMOPTUPYIOT BCEMW BUAAMU TpaHcnopTa B cooTBeTcTBUM ¢ FTOCT 17768 npu Temne-
patype ot 2 °C go 8 °C.

7.2 [lonyckaeTrcsa TpaHCMOPTUPOBAaTh aHTUreH npu Gonee BLICOKOW Temnepatype, HO He Gonee 25 °C,
npn 3TOM CPOK TPAHCNOPTUPOBAHUS AOMKEH ObITh HEe bonee 10 cyTok.

7.3 AHTUreH xpaHAT npu Temnepartype ot 2 °C go 8 °C B npeaenax cpoka rogHOCTU.

7.4 Cpok roqHOCTM aHTUreHa — ABa roga ¢ Aartbl Bbinycka. [laTol BeiNycka CHUTAIOT AaTy NoANMCaHUA
JOKyMEHTa O KayecTBse.
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YK 619:616.98:006.354 MKC 11.220

KnoueBble criosa: canHon aHTUreH, peakumsi CBA3bIBAHUA KOMMNIIEMEHTA, FEMONUTUYECKas CbIBOPOTKA, aKTUB-
HOCTb (TUTP), CNeUUdPUYHOCTb, aHTUKOMMNIIEMEHTAPHbIE CBOWCTBA, rEMONUTUYECKNE CBOMCTBA
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