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FOCT 17405—2016

Mpeancnoeue

Llenn, OCHOBHbLIE NMPUHLUMNEI M OCHOBHOW MOPSAOK NpoBefeHWUs paboT No MeXrocyaapCTBEHHOW CTaH-
naptusaumm yctaHorneHsl B FOCT 1.0—2015 «MexrocynapcTeeHHasa cuctema ctaHgaptusauuu. OCHOBHbIE
nonoxeHusa» u FOCT 1.2—2015 «MexrocynapcTBeHHasa cucteMa ctaHaaptusaumu. CtaHgapTsl Mexrocygap-
CTBEHHbIE, MpaBuMia 1 pekoMeHO4aL M No MeXxrocyqapcTBeHHON cTanaapTusauunu. Npasuna paspaboTiu, npu-
HATUSA, 0OHOBNEHUSA 1 OTMEHbI»

CeeneHus o cTaHgapTe

1 PABPABOTAH ®egepanbHbiM rocygapcTBEHHbIM DOMKeTHBIM yypexdeHveM «Bcepoccuiickuin ro-
cydapcTBeHHbIN LIeHTp KadecTBa M cTaHdapTU3auuMu NeKapcTBEHHBLIX CPeAcTB AN XMBOTHBIX U KOPMOB»
(PreY «Br'HKW») n ®epepanbHbiM KaseHHbIM npeanpusatveM «Kypckas buodabpuka»

2 BHECEH ®epgepanbHbiM areHTCTBOM MO TEXHUYECKOMY PEeryrnvpoBaHUi0 U MeTPONnornm

3 MPUHAT MexrocynapcTBeHHbLIM COBETOM MO CTaHZApTM3aUuW, METPONOruu U cepTudukaumm (npo-
Tokon oT 27 uonsa 2016 r. Ne 89-M)

3a NMPUHATKE NporosiocoBanu:

KpaTkoe HaumeHoBaHWe CTpaHbl Kop cTpaHbl no MK CokpalleHHoe HauMeHOBaHWe HaUMOoHAaNLHOro opraHa no
no MK (MCO 3166) 004—97 (CO 3166) 004—97 cTaHgapTusauuu
ApMeHus AM MuH3akoHOMUKK Pecnybnnkm ApmeHus
Benapyck BY [occtanpapt Pecnybnvkn Benapyce
Kupruans KG KblprelacTangapT
Poccua RU Poccranpapt

4 MNpukazom PenepanbHOro areHTCTBa NO TEXHUYECKOMY perynuMpoBaHuU0 U MeTponorum oT 6 ceHTabps
2016 r. Ne 1062-ct mexrocygapcTBeHHbld ctaHgapt FTOCT 17405—2016 BBefeH B 4eACTBUE B Ka4ecTBe Ha-
unoHanbHoro ctaHgapta Poccunckon ®egepaunu ¢ 1 aueapsa 2018 r.

5 BBAMEH IOCT 17405—81

MHehopmayus 06 usmMeHeHusx K HacmosujeMy cmaHdapmy ny6rnuxkyemcs @ exe200HoM uHghopmayu-
OHHOM ykazamene «HauuoHanbHble cmaHOapmbly, @ MeKcm U3MEeHeHUU U Monpasok — 8 exXeMecaqyHoM
UHGhOPMAaLUOHHOM ykasamene «HayuoHanbHbie cmaHdapmei». B cnydae nepecmompa (3ameHbl) unu om-
MeHbl Hacmosiueao cmaHdapma coomeemcmeyioujee yeedomineHue bydem ony6nukogaHo 8 exeMecsiyHoOM
UHhopmMayuoHHOM ykazamene «HayuoHnansHeie cmaHOapmsbty. Coomeememeyrowas uHgpopmayus, yeedom-
neHue U meKkcmbl pa3MeLlanmcs makxke 8 UHhopMayuoHHoU cucmeme obujezo nonb3osaHus — Ha ogu-
uuansHoM catime ®edepanbsHo20 a2eHMCMBa Mo MexXHUYeCKoMY pe2ynupogaHure U Memponozuu é cemu
HUHmepHem (www.gost.ru)

© CraHpapTuHdopm, 2016

B Poccuickon d)e,uepau,mw HacTOALWMA CcTaHAapPT HE MOXET ObITb NOMHOCTBIO UMK YACTUYHO BOCNPON3-
BeOEH, TUPaXXWUPOBaH U pacnpocTpaHeH B Ka4YecTBe OCbVlLI,MEiJ'IbHOFO n3naHus 6es paspelwieHund <De,u,epaano-
ro areHTcTBa Nno TexHU4YeCKoOMY perynmpoBaHUKO N METPOMOTr1Mun
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Monpaeka k TOCT 17405—2016 CpeacTBa nekapcTBeHHbIe ANA BETEPUHAPHOIO NPUMEHeHUA. AHTUreH
canHoW gns peakuuu cBA3bIBaHUA KOMNneMeHTa. TexHM4Yeckue ycrnoBus

B kakom mecte Hane4ataHo HomkHo BbITh

MNpeaucnosue. Tabnuua corna- —
coBaHusA

[maeroccnyxba

TypkmeHua ™
« TypkmeHcTaHaapTnapb»

(MYC Ne 6 2022 1)
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M E X I OCVY O APTC CTUBETUHTHUBbB 1 C TAHOIAPT

CpeacTBa nekapcTBeHHbIE ANS BeTEPUHAPHOIO NMPUMEHEHUA
AHTUIEH CANMHOW OANSA PEAKUUWN CBA3bIBAHUA KOMMNEMEHTA
TexHuyeckue ycnoeus

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

Oarta BeegeHnsa — 2018—01—01

1 O6nacTtb NnpUMeHeHUs

Hactosawumi CTaHOapT pacnpoCTpaHAeTCA Ha canHowm aHTureH ons peakun1 CBA3biBaHUA KOMMNIeMeHTa
(,qanee — aHTMl'E.‘H), npe,u,HaaHaquanﬁ AnAa OUarHoCTUKK carna y >XUBOTHbIX.

2 HopmaTuBHbIE CCbINKK

B HacTosiwlem cTaHOoapTe MCnonb30BaHbl HOPMATUBHBLIE CChIMKU Ha cneaylolne MeXrocyaapCTBeHHbIe
cTaHaapThbi:

rOCT 12.0.004—90 Cwctema ctaHgapToB besonacHoctu Tpyga. OpraHusaums obyydeHns 6esonacHoCcTu
Tpyoa. O6LKne nonoxeHus

FOCT 12.1.004—91 Cuctema cTtaHgaptoB be3zonacHocTu Tpyna. [NoxapHas be3zonacHocte. ObLyme Tpe-
GoBaHua

MOCT 12.1.005—88 Cuctema crangaptoB besonacHocTy Tpyaa. Ob6lume caHWTapHO-TUrMeHWYeckne
TpeboBaHus Kk BO3ayxy pabodei 30HbI

roCT 12.1.008—76 Cwuctema cTtaHgapTtoB GesonacHoctn Tpyaa. buonornyeckas GesonacHoctb. OB-
Wwue TpeboBaHmna

FOCT 12.2.003—91 Cuctema ctangaptoe bezonacHocTtu Tpyaa. ObopynoBaHue NpoW3BOACTBEHHOE.
Obuwue TpeboBaHusa GesonacHOCTH

rOCT 12.3.002—2014 Cwuctema ctaHgaptoB GesonacHocTn Tpyaa. lpouecchl NPOU3BOACTBEHHbLIE.
Obuwue TpeboBaHua GesonacHOCTH

rOCT 12.4.011—89 Cwucrtema ctaHpapToB OesonacHocTu Tpyda. CpeacTtsa 3awuTbhl paboTatowmx.
Ob6wue TpeboBaHua KU knaccudukayms

FOCT 4233—77 Peaktuebl. HaTpuid xNopucTbIin. TEXHUYECKUE YCITOBUA

FOCT 6709—72 Boga guctunnupoBaHHas. TexHUYeckne ycrnoBus

FOCT ISO 7218—2015 Mukpobuonorus nuwesbiX NPOAYKTOB 1 KOPMOB Ans XMUBOTHbIX. Obwme Tpebo-
BaHMA U peKOMeHAauuM No MUKPoBMONornyeckMM UCCneaoBaHuam

FMOCT 9142—2014 Awmkn 13 roppupoBaHHoro kaptoHa. Obwue TeXxHU4eckme ycrnoBust

FOCT 12301—2006 Kopobku 1z kapToHa, Bymarn u KombuHupoBaHHEIX maTepuanos. ObLue TexHuYe-
CKWe ycrnoBusi

FOCT 12303—80 lNauyku u3 kapToHa, Bymarn 1 KOMBOWMHUPOBAHHLIX MaTepuanoB. OBLme TEXHUYECKMe
ycrnosusa

FMOCT 14192—96 MapkmupoBKka rpy3oB

FOCT 16445—2012 ChbiBOpOTKa reMonuTMyeckas Ans peaxkuvm CBA3biBaHWA KOMMNemMeHTa. TexHude-
CKue ycrnoBusi

W3paHuve ochmumanbHoe
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FOCT 16446—2012 KomnnemeHT Cyxon NS peakuWu CBA3bIBaHWS KOMMMIeMeHTa. TeXHUYeckue ycroBus

FOCT MCO/M3K 17025—2009 Obume TpeboBaHms K KOMANETEHTHOCTM UCMbITATENbHbIX U Kanubposou-
HbIX NabopaTtopuii

MOCT 17404—81 CbiBOpOTKa canHas ANs peakuyn CBA3bIBAHWA KOMMNNeMeHTa. TexHuJYeckne yCrnoBus

FOCT 17768—90 CpencTea nekapCcTBeHHbIE. YNaKoBKa, MapKMPOBKa, TPAHCMOPTUPOBaHUE U XpaHeHUe

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

OCT 28085—2013 CpencTtBa nekapcTBeHHble BMonormdeckme Ansa BeTepuHapHoro npuMeHeHus. Me-
Ton BaKTepUONOrM4YecKoro KOHTPONs CTEPUINLHOCTU

rOCT 29230—91 (MCO 835-4—81) lMocyna nabopatopHas cTeknaHHasA. [MUNeTKU rpagyupoBaHHLIE.
Yactb 4. NuneTkn BbiAyBHbIE

MOCT 31929—2013 CpeqncTtea NnekapcTBeHHbIe AN BeTepuHapHOro npumeHeHus. NpaBuna npueMku,
MeToabl oTbopa npob

I punmedvaHune — HPM Nonb3OBaHUM HACTOAWMM CTaHOapTOM LI,BHECDDSPESHD NnpoOBEPUTE ,u,eﬁcmme CCbInaYy-
HblX CTaHAapTOB B IAHQJOPMEHVIOHHOI:’I cucreme 06u.|ero none3oBaHUA — Ha OCbVILLMaJ'IbHOM canTe dJe,u,epaanoro areHT-
CTBa No TEXHUYECKOMY perynmpoBaHuio M METPONOIMKN B CETU MHTEPHET nnn no exerogHomy I/IHCprMaLlHOHHOMy yKasa-
TENnw ((HaLI,VIOHaJ'IbeIE CTaHgapTbl», KOTprII;I OI'Iy6J'IVIKOBaH Mo cocTosiHMI Ha 1 AHBApPA TeKyLWero roga, 1 no BblNyCKam
exXxemecA4Horo V'IHCI)DpMaLlMOHHOFO yKa3artens ((HEILI,VIOHEIHI:HI:IE CTaHOapTbl» 3a TEKyLLIMIH rog. Ecnu ceeinoyHbIn ctaHgapT
3aMeHEH (VIEMEHEH), TO NpK Nonb3oBaHM HACTOALWMM CTaHOapToOM cnegyeT pyKoBoACTBOBATbCA 3aMEHAOLMM (HSMEHEH-
HbIM) CTaHOapToMm. Ecnn cceinodHbin CTaHgapT OTMEHEH Be3 3ameHbl, TO NOMNoXKeHUE, B KOTOPOM OaHa CCblllKa Ha Hero,
NMPUMEHAETCA B 4acCTu, HE 3anaFVIBaIOLL|EﬁI 3TY CCbINKY.

3 TpeboeaHusa 6e3onacHoOCTU

3.1 Mo ©6wonornyeckon 6e30MacHOCTUM  MPOM3BOACTBO [LOMKHO COOTBETCTBOBATH TpeboBaHWMAM
MOCT 12.1.008.

3.2 TpeboeaHus k oOydeHuWo nepcoHana 6Ge3lonacHocTu Tpyaa W noxapHow 6esonacHocT —
rno MOCT 12.0.004 u 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 npoueccel — MOCT 12.3.002.

3.5 YTunusaumsa aHTureHa ¢ UCTeKLW UM CPOKOM rOAHOCTU U CEepUid, HE BblAEpXKaBLUUX KOHTPOMbHbIX UC-
NbITAHWA, @ TAaKKe amnyn, OCTaBLUMXCHA NOCMe UCMbITaHUA MO NoKasaTensamM KavyecTBa, M apxMBHbIX 06pasyos
nocne WCTEYEHUs CpoKa xpaHeHusa He TpebyeT cneumanbHbix Mep 6e3o0nacHoOCTy.

4 TexHu4eckue TpeboBaHuA

4.1 AHTureH npenctaBnaeT coboi 3KCTPaKT YBWTLIX canHbiX BaKTepUid, BhIPaLLEHHBIX Ha MACONENTOH-
HOM TMMLIEPVMHOBOM arape.

4.2 AHTWreH OOMKeH COOTBETCTBOBATh TpeboBaHUAM HACTOALLEro cTaHAapTa U NPOUM3BOAUTLCS B COOT-
BETCTBMMW C TEXHONOMMYECKMM PErfiameHToOM NPOU3BOACTBA, YTBEPKOEHHLIM OpraHu3aumein-npou3soguTenem
B NOpsifKe, AeCTBYOWEM Ha TEPPUTOPMIM TOCYAapcTBa, NPMHABLLEro cTaH4apT.

4.3 Mo nokasaTenam Ka4yecTBa aHTWreH 4OMKeH COOTBETCTBOBAaTL TpeboBaHWaM M HOpMaM, yKasaHHbIM
B Tabnuue 1.

Tabnuuya 1
HaumeHoBaHwe nokasatens XapaktepucTuka u Hopma
BHewwHWA Bua, UuBeT MNpo3payHasn, cnerka onanecumnpyrLas XMaKocTe
CBETNO-kenToro useta 6ea ocagka
Hanwyve nocTopoHHen npUMecw, TpeLwH amnyn (hnakoHoB) He gonyckaetca
CTepunbHoOCTb JonxkeH ObiTb CTEPUIbHLIM
AKTUBHOCTB (TUTP) NpW pa3Be4eHUN KOHTPONbHOW CanHoW Cbl- Ot 1:100 go 1:200
BopoTkK 1:80

2

Pa3zpaboTka anekTpoHHON Bepcun - nopTan GostExpert.ru 7/18
Crpanuua ookymeHTa - https://GostExpert.ru/gost/gost-17405-2016



https://gostexpert.ru?utm_source=pdf&utm_medium=53247
https://gostexpert.ru/gost/gost-17405-2016?utm_source=pdf&utm_medium=53247&utm_term=page

OkoH4aHue mabnuus! 1

rOCT 17405—2016

HavmeHoBaHve nokazarens

XapaxkTepucTtvka u Hopma

Cneundu4HoCcTb

JomkeH BbiTb cneunUu4HbLIM

AHTI/IKOMI'IJ'IBMGHTBDHI:IE CBOWCTBA

[omkHbl OTCYTCTBOBaThb

[emMonuTUyeckne CBOMUCTBA

LormKkHbl 0TCYyTCTBOBaTL

4.4 YnakoBKa

4.4.1 AHTUreH paccacosbiBatoT no 1 cm3 B aMnynbl unu nakoHbl U3 HEWTPankeHOro crtekna. ®nakoHbl

YKYyNnopneakwT pe3UnHOBbIMHU HDOGKEMM 1 0bKaTbIBAOT antOMUHUEBBIMU Konnadkamu, a amMmnyribl 3ananBakoT.

MorpewHocTs hbacoBaHWUA COCTABMSAET:
- ANSA ogHOW amnynbl, hnakoHa — + 8 %;
- ANA gecatn amnyn, donakoHoB — + 2.5 %.

4.4.2 AMnynbl ¥ pnakoHbl C aHTUFEHOM YMNaKOBbLIBAKOT B KAPTOHHbIe Kopobku no MOCT 12301 unw kap-
TOHHble navku no NOCT 12303 ¢ pasgenuTenbHbIMU MeperopogkaMu Mnu rHesgamu, obecnevymBaowUMMn
LenocTHOCTbL amMmnyn. B kaxayio Kopobky (nauky) BKNaObiBaOT MHCTPYKLUMKO MO NpUMeHeHWi. JonyckawTcs

opyrve Bnabl YNakOBKH, OSECﬂe‘-lMBaPDLLIMe COXPaHHOCTb aHTUIeHa.

4.4.3 KopoOkun 1 naqykm ¢ aHTUreHOM YMakoBbIBAKOT B ALMKM M3 rohpupoBaHHoro kaptoHa no MOCT 9142
unu gpyrue aHanorudHble Awmkn. Macca 6pyTTo AWMKOB He gomkHa npesbiwate 15 k. CBobogHoe npo-
CTPaHCTBO B ALLMKAX 4OMKHO ObiTb 3aMOfNHEHO NPOKNagkamMmu 13 roprpoBaHHONO KapToHa, KOTOPbIE AOMKHbI
obecneunBaTb COXPAHHOCTb aHTUreHa. B Kaxakbli ALLWK BKNAALIBAKT NATh 3K3EMMNIAPOB UHCTPYKLKMW NO Mpu-

MEHEHWIO 1 YMaKOBOYHLIA MUCT C yKa3aHUueM:
- HAMMEHOBaHUA OpraHn3auUKU-NPoOU3BOAUTENS;
- HAMMEHOBaHWA NeKapcTBEHHOro npenapara;
- yucna kopobok (navek) B ALLMKE;
- HOMEepa cepuu;
- 0aTbl YNaKoBKMK;
- haMunumu N HoMepa ynakoBLLMKA.

MpumeyaHue — [Jonyckaerca He BKIaAbIBATE YNAKOBOYHbIM NMACT B TPAHCMOPTHYIO YNaKoBKY.

4.5 MapknpoBKa

4.5.1 AMnynbl (dnakoHbl) MAapKUPYOT HECMbIBAEMOW KPacKoW Mo CTEKIY VUMW HaKMeyBawT 3TUKETKKU C

YKa3aHneMm:

- HAMMeHOBaHWMA OpraHn3aunn-npon3BognTend, ee agpeca U TOBapHOro 3Haka,

- HaMMeHOBaHWA NeKapcTBEHHOrO Npenapara;
- HOMepa cepum;

- IaTbl BbiNycka (Mecaua 1 roga);

- cpoka rogHocTh (Hagnucu: «fogeH ao»);

- o6bLemMa nekapcTBEHHOro Npenaparta B amnyne (nakoHe), cMm>;

- yucna fos3 B amnyne (cnakoHe);
- Hagnweow: «[nsa BeTeprHapHOro NPUMEHEHUA».

3

Ha aTukeTKy MOXeET ObITb HaHeceHa AONOMHUTENEHAsA MHOopMaLKs.
4.5.2 Ha kaxgyr KopobKy (nadky) ¢ aHTUreHOM HaHOCST MapKUPOBKY € YKa3aHUeM:
- HAMMEHOBaHWA, agpeca, TenegoHa u TOBAPHOTO 3HaKa OPraHU3aLMU-NPON3BOAUTENS;

- HAMMEHOBaHWSA NeKapcTBEHHOro npenaparta,;
- HOMEepa Cepuu;

- gaTbl BbiNycka (Mecaua v roga);

- CpoKa rogHocTu (Haanucu: «foaeH oo»);

- cnocoBa NpuMeHeHus;

- o6beMa nekapcTBEHHOro nNpenaparta B amnyne (hnakoHe), cm
- yucna o3 B aMmnyne (drnakoHe);

- yucna amnyn (pnakoHoB) B kopobke (nadke);

- YCIOBWIA OTNYCKaA;

- YCIOBWIA XpaHeHHUs;
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- HagnucK: «AnA BEeTePUHAPHOTO NPUMEHEHURA»;

- LUTPUXOBOTO KOAa;

- MHChopMaUWK 0 NOATBEPXKOEHNN COOTBETCTBMS,

- 0603Ha4YeHNs HacTosALEro cTaHaapTa.

4.5.3 Ha kaxoblin AWmk (TpaHCNopTHas ynakoBKa) HAHOCAT TpaHCNOpPTHYH MapkupoBky no MOCT 14192
C YKazaHWeM MaHUNynALUOHHLIX 3HAKOoB: «Xpynkoe. OcTopoxHo», «[Mpegensl Temnepatypbl», «Bepx».

4.5.4 MapkupoBKa fILLMKA, XapakTepuaylollas ynakoBaHHYH NPOAYKUKMIO, JOMKHA coaepkaTk cneayto-
Lne gaHHble:

- HAMMEHOBaHWe W afpec (C yKazaHWeM CTpaHbl) OpraHuM3auun-npon3BoauTens;

- TOBAPHLIA 3HAK OpraHn3aLun-npon3BoaUTENs;

- HaMMeHOBaHWe NeKapCTBEHHOro npenapara;

- HOMEp Cepuu;

- AaTy BbINyckKa;

- yncro KopoBok (navek) B ALUKe;

- CPOK rogHoCTH (Hagnuck: «logeH oo»);

- YCIOBUWA XPaHeHUs 1N TPaHCNOPTUPOBAaHUS;

- Maccy 6pyTTO;

- Hagnuco: «[ns BeTepMHapHOro NpUMeHeHnsa».

4.5.5 CoBMelleHWe TPaHCMOPTHON MAapKUPOBKMA U MapKUPOBKW, XapakTepuayrLlen ynakoBaHHy npo-
OYKUMIO, HA OQHOW CTOPOHE TPAHCNOPTHOW YNaKoBKW He JoNycKaeTcs.

5 NpaBuna npuemMkm

5.1 Kaxgas cepus aHTUreHa gomxkHa ObiTb NpuHATa (MpoBepeHa) B opraHvMsaunv-nponseoguTene otae-
JIOM, OTBEYAILLMM 33 KOHTPOMb KavyecTBa roToBol npodykuumn B cooteeTcTBun ¢ FOCT 31929.

5.2 Cepueit aHTUreHa cuMTalOT onpederneHHoe KONnM4ecTBo npenapata, NPoM3BeAeHHOro 3a OAWMH TEXHO-
NOTUYECKUA LMKIT U 0POPMIIEHHOTO OHUM OOKYMEHTOM O Ka4decTse.

5.3 B JokymeHTe 0 KadecTBe yKasbiBaloT:

- HAUMEHOBaHWe W agpec OpraHV3auun-NPOM3BOAMTENS, TOBAPHbLIN 3HAK;

- HAaUMEeHOBaHWe NeKapcTBEHHOro Npenapara;

- HOMep Cepuu;

- 06bem cepum (B eguHULax o6bema unu WTyKax);

- naTy Npou3BOACTBa (MecAu, roa);

- pe3yneTathl UCNBITAHUIA MO NOKasaTensam Ka4vecTsa;

- CPOK rogHocTW (Hagnuck: «lodeH oo»);

- 0603HaYeHWe HaCTOALLero cTaHaapTa;

- HOMep JOKyMEeHTa 0 KayecTBe W AaTy ero Bblgauu;

- NOANMCh YMONMHOMOYEHHOTO MKLa OpraHM3aunn-NnporM3BoaMTenNs, BblAaBLLIEero JOKYMEHT O KayecTse.

5.4 [Ina KOHTpOMNs Ka4ecTBa aHTUreHa oT Kax4oW cepun METOACOM cryYyalnHoro oTbopa B COOTBETCTBUM C
FOCT 31929 ot6umpatoT BeIGopky B konuyecTtee 40 amnyn: 20 aMnyn UCNONb3YOT A48 NPOBEAEHWS UCMbITAHWIA
no nokasaTensm KadecTBa, yKasaHHbIM B Tabnuvue 1, a 20 amnyn HanpaBngaloT B apxUB oTAena, oTBevarLlero
3a npoBefeHne KOHTPOnsa KadecTea rotoBov npofykuuu. Mpobel HanpaBnsawT B apxyB nocne nonyYeHus no-
NOXWUTENbHbIX Pe3yNnbLTaToB UCMLITAaHWIA MO NoKasaTenaM KavyecTBa W XpaHAT B Te4YeHne CpoKa rogHoCTy.

5.5 ApxvBHble Npobbl MapKUPYT HAAMUCEID «APXMB» U CHabXalT JOKYMEHTOM C yKasaHuem:

- HAWMEHOBaHWs OpraHM3aunn-NPoOU3BOAUNTENS;

- HAUMEeHOBaHWs NeKapcTBEHHOrO Npenapara;

- HOMepa cepuu;

- AaTbl BbiMycKa (Mecsaua u roga);

- Aatbl oTbopa Npob;

- obbema cepun (B eguHULax obbemMa Unu WTykax);

- yncna otobpaHHbIX Npob;

- AOIMKHOCTU W MOANKMCK Nuua, oTobpasLuero npobbi;

- CpoKa rogHocTH (Mecsiua 1 roga);

- 0003Ha4YeHWsa HacTosALWero cTaHgapTa.

Pa3zpaboTka anekTpoHHON Bepcun - nopTan GostExpert.ru 9/18
Crpanuua ookymeHTa - https://GostExpert.ru/gost/gost-17405-2016



https://gostexpert.ru?utm_source=pdf&utm_medium=53247
https://gostexpert.ru/gost/gost-17405-2016?utm_source=pdf&utm_medium=53247&utm_term=page

rOCT 17405—2016

5.6 an HEeYOOBIETBOPUTENBbHbIX pe3dyribrataXx UCMNblITaHUA XOTH 6kl No OOHOMY N3 rnokasaTenemn npoBO-
OAT NMOBTOPHbIE UCNBITAHWA MO 3TOMY NOKa3aTenw Ha yaoBOEHHOM KONnn4ecTBe r|p06 aHTUreHa, B3gTbIX OT TOMW
XKe cepun, N Ha yaBO€eHHOM KonuydecTee Matepuanos. Pe3yﬂbTaTbl NMOBTOPHOIO UCNbiITaAHWMA CHUTAKOT OKOHYa-
TeNbHbIMW WM PAcnpoCTpPaHAKT Ha BCH CEPULD.

57 B Clny4Yae HeyOOoBNeTBOPUTENbHbIX Pe3ynbraToB NOBTOPHbIX UCTbITAHWR, CepUurd aHTUreHa cHMUTarwT
HE COOTBETCTByPOLIJ,BIT‘I TDE6OBaHM9M HacToAlwero craHgapTa, ee 6paKy+0T WU YTUITU3UPYHKOT MO 3:5.

6 MeToabl UCnbITaHUN

6.1 YcnoBusi BbINOMHEHUA UCNLITAHUNA

6.1.1 Obwme TpeGoBaHusa kK nomelleHnam — no FOCT ISO 7218.
6.1.2 TpeboraHus k nepcoHany — no FOCT NCO/M3K 17025.

6.2 AnnapaTypa, CpeACcTBa U3MepPeHUid, peaKTUBLI, MocyAa U MaTepuansl

XonogunbHUK BbITOBON.

BaHs BogsiHaa c TepMOperynsitopom.

LleHTpudpyra co ckopocTeto BpaweHust potopa 3000 o6/MuH.

TepmocTaT 3nekTpUYECKUA ¢ TepMoperynsatopoM, obecnedynBaolwmii NnogaepxaHne Temnepartypbl Ha-
rpeea o1 20 °C 0o 55 °C no NOCT 1SO 7218.

pH-meTp, obecneynBawlmin n3MepeHne ¢ TodHocTbio Ao + 0,05 en. pH, paspeweHmnem 0,01 ea. pH,
OCHALLEHHbIN PYYHbIM UMM aBTOMaTWYECKUM ONpeaenuTenem Temneparypsbl.

Boga auctunnuporaHHaa no FOCT 6709.

0,9 %-HbIA pacTBOp HaTpusa xnopwmaa uaotoHudeckuin, pH (7,0 £ 0,2) eq. pH (dwuanonoruyeckuin
pacTBop).

ChIBOpOTKa canHasa ons peakumnmn ceasbiBaHusa komnnemenTa no FOCT 17404.

KomnnemeHT cyxoin ansi peakuuu cBAsbiBaHWA komnnemeHTa no FOCT 16446.

ChIBOpOTKa reMoOnNUTUYECKas Ans peakunn ceasbiBaHusa komnneMmeHTa no FOCT 16445.

SpuTpounTbl DapaHa.

CblBOpOTKa canHas KOHTpOSfbHasA (MOMoXKUTENbHas CbIBOPOTKA C YCTAHOBIEHHbIM 3HadYeHueM akTUB-
HOCTU NMMOUNU3UPOBAHHARA).

CoiBOpOTKa nowagen HeratMBHas (He cogepallas aHTuTen K Bo3bygutento cana).

AHTUreH canHOW KOHTPONbHLIA (CANHOW aHTUMEH C YCTAHOBMNEHHLIM 3HAYEHUEM aKTUBHOCTH).

Mpobupkn cTeknaHHbie no MOCT 25336.

MukponuneTtkm BmectumocTeio o1 0,2 0o 1,0 oM.

lNuneTkn cTeknAHHbIE MepHble BMeCcTUMOCTLO 1, 51 10 cm3 no MOCT 29230.

MuneTkn NnacTepoBCKUE.

LUratue ona npobupok.

Hatpuin xnopuctbin no FOCT 4233.

JonyckaeTcsa npMMeHeHWe OpYrUx CpeacTB U3MEPEHU C METPOMNONMYECKUMI XapaKkTeEPUCTMKaMK, a Tak-
e peakTWMBOB, NOCYAbl U MaTEPManoB MO Ka4ecTBY He HWXKE BbllleyKa3aHHbIX.

6.3 OnpeneneHne BHeLHero Buga

6.3.1 nsa onpepeneHnsd BHeEWHero Buaa sce amMmnyribl (CbHaKOHbI) C @HTUreHOM BCTPAXMBAKOT U NpOCMa-
TPMBaKwT BM3YallbHO B Npoxodllem cBeTe. O,EI,HOBpeMEHHO NPOBEPAKT LUeNnoCTHOCTE aMnyn (CbJ'IaKOHOB) n
NnpaBvIbHOCTbL MapKMPOBKK.

6.4 OnpeneneHne CTePUNBLHOCTH

CrtepunbHoCTb aHTUreHa onpenenswT no FTOCT 28085.

6.5 OI'Ipe,EI,EJ'IEHVIE AKTUBHOCTH (THTpa), CI'leLWIdJH‘-IHOCTVI, OTCYTCTBUA aHTUKOMMNIIEMEHTaPHbIX U
reMonMTU4YeCKMX CBOWCTB

6.5.1 TVITpOM aHTUreHa siBNAeTCca ero Hanbonbliee pa3BefeHue, Bbl3blBaOLWEee NONMHY 3adepxKy remo-
nn3a 3puTpounTOB C HanbonbLIMM KONMMYEeCTBOM paase,u,ewlﬁ canHom CbIBOPOTKHW.
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6.5.2 NogroroBKa K UCMNbITAHUIO

6.5.2.1 MpurotosneHne 0,9 %-HOro M30TOHUYECKOTO pacTBOpa Xnopuaa HaTpus

9 r xnopuga Hatpus no NOCT 4233 pacTteopsawT B 1 ,1:|,|v|3 OUCTUNIMPOBAHHOW BOObLI UMW BOAbI AN UHb-
eKUnn. PacTBop OUNLTPYHOT, pasnuBaloT B CTEKNAHHbIE bnakoHsl no 250 cm3 1 CTEPUNU3YIOT NpW Temnepa-
Type ot 110 °C go 120 °C B TeueHue 15—20 MuH unu Tekyymm napom npu temnepatype 100 °C B TeueHue
30 muH. PactBop xpaHsaT npu Temnepatype oT 2 °C go 8 °C B Te4eHune roga.

6.5.2.2 lNpwrotoBrneHne pa3BegeHnn aHTUreHa

FoTOBAT pasgeneHus ucnoityemoro aHtureHa B 0,9 %-HoM U30TOHWYECKOM PacTBOpE XM0puaa HaTpusl B
cooTHoweHuu: 1:50, 1:100, 1:200, 1:300, 1:400 n KOHTPONBHOrO aHTUreHa B cooTHoweHun 1:100.

6.5.2.3 MNMpuroToBneHne pasBegeHUin KOHTPOMBHOM CanHOW CbIBOPOTKM U HErATMBHOW CLIBOPOTKA

FoTOBAT pasBefeHns KOHTPONbHOW canHoi cbiBopoTkM B 0,9 %-HOM M30TOHMYECKOM pacTBOpe Xnopuaa
HaTpuaA B cooTHoweHun: 1:10, 1:20, 1:40, 1:80, 1:160 1 HeraTUBHOW CLIBOPOTKW B COOTHOLWEHMUK 1:5. MoTOBbIE
pasBeaeHus MHaKTUBMPYLOT B BoagsiHOW BaHe npu TemnepaType ot 58 °C go 59 °C B TedeHue 30 MuH.

6.5.2.4 lNMpuroToBneHWe spUTpoLMUTOB DapaHa

SpuTpounTel GapaHa (ABNALLMECH aHTUTEHOM B FeMONUTUYECKOW CUCTEME) OTMbIBAKOT OT ApYrix dop-
MeHHbIX arnemeHToB kpoBU 0,9 %-HbIM M30TOHMYECKMM PacTBOPOM XNOopwuaa HaTpusi, NPUroTOBMEHHOTO Mo
6.5.2.1 nytem 3—4-kpaTHOro UeHTpUdyrMpoBaHua NMpu cKopocTyn BpalleHus potopa 2500—3000 ob/muH go
nonHoro obecuBeYMBaHns NPOMbIBHONM XUAKOCTH, HO He Bonee YyeThipex pa3. M3 ocagka apMTPOLMTOB roTOBAT
2,5 %-Hyto B3Becb B 0,9 %-HOM M30TOHUYECKOM pacTBOpe Xropuaa HaTpus.

6.5.2.5 OnpenenexHne TUTPa reMONUTUYECKOW CbiIBOPOTKM

lemonuTtudeckyto ceiBopoTky no FOCT 16445 tutpytoT B pa3eegeHusx: 1:500, 1:750, 1:1000, 1:1250,
1:1500, 1:1750 n 1:2000 no cxeme, npuBegeHHOW B Tabnuue 2.

Tabnuya 2— Cxema TUTPOBAHUSA rEMONMUTUYECKON ChIBOPOTKU

PassegeHve reMonuMTUHECKON ChIBOPOTKN
KomnoHeHT
1:500 | 1:750 | 1:1000 | 1:1250 | 1:1500 | 1:1750 | 1:2000
lemonuTuyeckasa cbiBOpOTKA 0,2 0,2 0,2 0,2 0,2 0,2 0,2
KomnnemeHT B pa3ssegeHun 1:20 0,2 0,2 0,2 0,2 0,2 0,2 0,2
SpuTtpouunTsl BapaHa (2,5 %-Hasa B3Bech) 0,2 0,2 0,2 0,2 0,2 0,2 0,2
0,9 %-Hblll N30TOHWYECKUIA pacTBOP XNopyaa HaTpus 0,4 0,4 0,4 0.4 0,4 0,4 0,4

Bopsaras 6aHa 10 muH npu 37 °C — 38 °C
Peaynsrar (npumep) | or [ nr | nr | nr | onr | our | owr
MpumeyvaHue — MNM—-nonHeln remonua; Y —4acTUYHbLIA TEMOMNN3.

Pa3BegeHnsi reMonMTUYecKor CbIBOPOTKM FOTOBAT M3 ncxogHoro 1:100 (0,1 cM3 reMonMTUYECcKoi CbIBOPOT-
K1 cMeLLmBaloT ¢ 9,9 cm3 u3oToHUYeckoro pacTeopa xropuaa HaTpus) No cxeme, NpUBeEHHON B Tabnvue 3.

Tabnwuua 3
OcHoBHOE pazsegeHue remonglmqecmﬁ 0,9 %-Hbl M30TOHWYECKMIA gacnaop .
ceiBopoTku 1:100, cm Xnopuaa 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 28 1:1500
0,2 23 1:1750
0,2 3,8 1:2000

TUTPOM CbIBOPOTKM CUYMTAKOT HaMMeHbLlee ee KOonu4ecTBo (Haubonbluee pasBeaeHue), Heobxogumoe
[N MONHOro remMonuaa B Tedenne 10 muH 0,2 cm® 2,5 %-Hoit B3BecH 3puTpouMToB GapaHa B NMPUCYTCTBUN

6
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0,2 cm3 KomnnemeHTa, pa3BeaeHHoro B cooTHoweHun 1:20. B npuBeaeHHoR Tabnuue 2 TUTp reMonnMTUYEeCKON
cbiBOpOTKKM paBeH 1:1500.

Pabouuit TUTp reMoONUTUYECKOW ChIBOPOTKM ANSA peakunu ceasbiBaHua komnnemeHTa (PCK) coctaenser
YyABOEHHOE 3HadYeHWe TUTpa. Tak ecrnv TUTP reMonUTMYeckol cbiBopoTku paBeH 1:1500, To pabouuii TUTP
oyoet 1:750.

6.5.2.6 TuTpoBaHWe KOMNIemMeHTa

KomMnneMeHT TUTPYOT B reMONUTUYECKON cucTeMe. TUTPOM CUMTAKOT ero HauMeHbLlee KONMMYecTBO, He-
obxogumoe ans nonHoro remonuaa 0,5 cm® 2,5 %-Hoii B3BecK 3puTpoLuMToB GapaHa rnpu YCTAHOBMEHHOW MO
6.5.2.5 fo3e remonMTM4eckoi ceiBOPOTKKM B TedeHne 10 muH B BogsHoi 6aHe npu temnepatype 37 °C — 38 °C.
Paboymm TUTPOM KOMMMEMEHTA CHATAIOT ero KONMYecTBO Ha ABa MHTepBana bonblie TUTpa (HanpumMep, npu
Tutpe 0,19 pabounin TuTp Byget 0,25).

KonunyecTBO Hepas3BedeHHOro KomniemeHTa X, Heobxoaumoe Ans MOCTAHOBKW peakuuu CBA3bIBAHUSA
komnnemeHTa (PCK), paccunTteiBaoT no popmyne

- PT-0. (1)
20

X

roe PT — pabounia TUTP KOMMNIEMEHTa;
N — yncno npobupoK B OnNkITe;
20 — pasBeneHne KOMNNeMmeHTa npyM TUTPOBaAHWK.
[ns noctaHoBkn PCK paccyuMtaHHOe konu4ecTBO KomnnemeHTta pasbaensaiT B 0,9 %-HOM M30TOHWYe-
CKOM pacTBope xnopuga HaTpus Ao obbema:

%

KOMnNnemMmeHTa

=[1-0,5, (2)

roe 0,5 — o6bem KoMnriemeHTa B paboyem TUTpe B 0gHOI npobupke, cmS.

6.5.3 NpoBegeHne ucnbiTaHUA

[na npoBeOeHWs UCNbITaHWS NPUMEHAIOT peakunto ceasbiBaHua koMmnnemeHTa (PCK). PCK crasaTt B
obwem obbeme 2,5 cm3. Kaxkgoro uHrpeauneHTta bepyt no 0,5 cm® B yCTaHOBMeHHOM paboyem TuTpe.

PazeeneHusa aHTUreHa, CbiIBOPOTOK W KOMMMEMEHTa pasnuBalT B YKa3zaHHOW NOCnefoBaTenbHOCTU B
NpoBupKM U OQHOBPEMEHHO CTABAT KOHTPOMNbHLIE NPODUPKKM B COOTBETCTBUM ¢ Tabnuuen 4. B KOHTPONbHbIE
npoﬁwp}cmsamecm HegocTarWwMX KOMNOHEeHTOB BHOCAT 0,9 %-Hblii M30TOHUYECKNIA pacTBOP XJlopuaa HaTpus
no 0,5 cm”.

Tabnwuua 4 — Cxema 1 pesyneratel noctaHoBk PCK (npumep)

PasseneHne aHTUreHa KoHTpons
PaseefeHue CbIBOPOTOK KoHTponsHasa Easitiin Bes aHTureHa
1:50 | 1:100 | 1:200 1:300 1:400 cepus aHTu- 1 Komnne-
reHa 1:100 foxa MeHTa
HeratueBHas cbiBOpOTKA 1T:5 100 100 100 100 100 100 100 0
KoHTponeHas  cannas | 1:10 0 0 0 0 0 0 100 0
ChiBapaTRa 1:20 | 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- | bes cblIBOpOTKM 100 100 100 100 100 100 100 0
TPONb | Eag CbIBOPOTKM M Kom- | O 0 0 0 0 0 0 0
nneMeHTa
MpumedaHune — B HacToAwen Tabnuue npuBeaeHsl NPMMEpPbl 3HAYEHUA CTEMEHW 3a0ePKKN remMmonunaa apu-
TPOLUMTOB B MPOLIEHTaX.

LitatuBbl ¢ npobupkamn BCTpSXMBAKT U BbigepxusawT 20 MuH B BOAsSHOW BaHe npw TemnepaType
(37 + 1) °C. 3aTtem Bo Bce NpoBMpPKM BHOGHT reMonuTUYeckyio cuctemy no 1 cm 1 cHoBa nomeLLaioT B BO-
aaHyio 6aHio Ha 20 muH. Peakumio y4nTeiBaoT BU3yanbHo Yepe3 16—18 4 nocne BbiAepKUBaHWA NpU TEMNe-
patype ot 4 °C go 12 °C.
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Peakuunto oueHMBaT NO CTeNeHV reMonnaa 3puUTPOLUTOB MO WKane reMonuaa. [Ans cocTaBneHns Wwka-
bl reMonu3a u3 peakuumn otbupatot 5 NpobUpoK ¢ NoNHbIM remonuaom aputpountoB (100 %) 1 ux cogepxu-
MOe CMMBAT BMecTe. 3aTeM COCTaBMAIT LWKany reMonusa no tabnuue 5.

Tabnunua 5 — Cxema cocTaBneHusi WKanbl remonuasa

O6beM KOMNOHEHTa, cm3
Homep npo6upku 0,9 %-Hblil M30TOHMHECKWIA PacTBOP XNopUAa % remonusa
FeMONN3MPOBaHHLIE 3PUTPOLIUTSI P

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
T 1,2 0,8 60
8 14 0,6 70
9 1,6 0,4 80
10 1,8 0,2 90
» 20 0.0 100

TUTpPOM aHTWreHa cuMTaloT Hanbonbluee ero passegeHne, NPU KOTOpPOM HabnogaeTcsa NonHasa 3agepx-
Ka remonusa spuTpoLMTOB NPy passeeHnn KOHTPONbHOW ChIBOPOTKU He MeHee Yem 1:80.

TwuTp aHTUreHa gomkeH bbiTe 1:100 — 1:200.

6.5.4 O6paboTka pe3ynsTaToB

AHTWreH cuvTarT crneunduyHbiM, He obnagawlunM aHTUKOMMNEMEHTAPHbLIMA W TEMOMUTUYECKUMMU
CBOWCTBaMW, €CNn B KOHTPOJIbHbIX MpOBMpKax ¢ HEraTMBHOWM CbIBOPOTKOW M ©€e3 KOHTPONbLHOW CanHoM CbiBO-
POTKKM 3pUTPOLMTLI MONHOCTLIO remMonuanpytotes (100 % remonuaa), a B KOHTPOnbHbBIX Npobax 6e3 KOHTPonb-
HOWM CanHOoW CbIBOPOTKN M KOMMMEMEHTa HacTynaeT MonHasi 3afepXKa reMonusa 3apuTtpoumToB (OTCyTCTBUE
remonuaa).

7 TpaHCnoOpTMpPOBaHUE U XpaHeHue

7.1 AHTWreH TpaHcnopTUpylT BCEMM BMAamuK TpaHcrnopTta B cooTeeTcTBUM ¢ TOCT 17768 npu Temne-
patype ot 2 °C no 8 °C.

7.2 [lonyckaeTcs TpaHCNOPTUPOBaTb aHTMreH npu Oonee BbLICOKOW Temnepatype, Ho He Bonee 25 °C,
npW 3TOM CPOK TPaHCMNOPTUPOBaHMA AomKeH ObiTb He Bonee 10 cyToK.

7.3 AHTureH xpaHaTt npu Temneparype ot 2 °C go 8 °C B npegenax cpoka rogHocTy.

7.4 Cpok rooHOCTW aHTUreHa — fABa roaa ¢ aarthbl Beinycka. [JaTon Beinycka cYMTalT AaTy nognvcaHus
OOKYMEHTa 0 Ka4yecTBe.
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YOK 619:616.98:006.354 MKC 11.220

KnroveBkle crnosa: canHon aHTUTEH, peakumna CBA3bIBaAHWA KOMNINEeMeHTa, reMmonnMTu4eckas CbiIBOPOTKA, akTUB-
HOCTb (TMTD), Cl'leLl,MCbW-IHOCTb, dHTUKOMMNINEeMEeHTapHbIe CBOWCTBA, reMonuTnyecKmne CBOMCTBa
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MKC 11.220

MameHeHue Ne 1 FTOCT 17405—2016 CpeactBa nNekapcTBeHHble ANA BeTEepPUHApPHOro NMpUMeHeHUs.
AHTWreH canHowW Ona peakyMu CBA3bIBaHUA KOMNNemMeHTa. TeXHMYecK1Me yCnoBus

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

3apeructpupoBaHo Bropo no ctangaptam MIC Ne 16541

3a NpUHATHME U3MEHEHUA MPOronocoBanyu HauWoHaNbHbIe opraHbl NO CTaHAAPTU3auuMKM cnegyrLmx
rocygapcte: AM, BY, KG, KZ, RU, UZ [koabl anbda-2 no MK (MCO 3166) 004]

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

TWUTYNbHBIA NWUCT, NepBas cTpaHuua. HaumeHoBaHue ctaHgapTa. Wcknounte cnoea: « Cpefctea nekap-
CTBEHHbIE AnNs BETEePUHAPHOIO MPUMEHEHMSY .

Paspen 2 . MckntounTtb cebinkmn Ha TOCT 12301—2006; TOCT 12303—80;

3aMEeHUTb CCbINKW: AaTUPOBaHHbIE HA HeJaTUPOBaHHbIE;

FOCT 6709 4OMNOMHUTL 3HAKOM CHOCKU: « '»:

[OMNONMHUTL CHockom 1

«

1B Poccuiickon ®enepaumnn geiicteyet FOCT P 58144—2018»;

3amMeHuTb ccbinky: «FTOCT MCO/M3K 17025—2009» Ha «TOCT ISO/IEC 17025x;

FOCT 28085. 3ameHuTs cnoea: «MeTog 6akTepuonorM4eckoro KOHTpona» Ha «MeToadbl KOHTponsa»;

ZononHuTe cebinkon: « FTOCT 33781 YnakoBka notpebuTenbckas U3 kaptoHa, Bymaru n kom6uHUpoBaH-
Hbix MaTepuanoB. O6Lne TEXHUYEeCKUE YCIOBUSI;

npuMevaHve UaNoXUTb B HOBOW peaakuuu:

«Mpumeyanue — [pu NONL30BAHMK HACTOALMM CTAHOAPTOM LenecoobpasHo NPOBEpPUTL AeNCTBUE CCbINoH-
HbIX CTAHOAPTOR M KNacCU(MKATOPOB Ha ouUMaNbHOM WHTEpHET-caiTe MeXrocyaapcTBEHHOTO COBETA MO CTaHaapTu-
3auny, MeTponorMm U ceptudukaumn (www.easc.by) nnu no ykasatensam HauMoHanbHbIX CTaH4ApPTOB, M3OaBaeMbiM B
rocyoapcTeax, ykasaHHbIX B MPEAMCOBUM, MMM Ha O0hULIMANBHBIX CalTax COOTBETCTBYIOLLMX HALMOHANBHEIX OpraHoB MNo
cTaHgapTuaauui. Ecnu Ha JoKyMeHT gaHa HefaTMpoBaHHag cChinka, To CrneayeT UCMoNb30BaTh AOKYMEHT, AeiCTBYIOLLWIA
Ha TEKYLMA MOMEHT, C Y4ETOM BCEX BHECEHHbIX B HEr0 U3MeHeHWA. Ecnv 3amMeHeH CCbINOYHbIA JOKYMEHT, HA KOTOPLIN
[aHa [aTUpoBaHHasl CCbiMka, TO CreAyeT WCMONb30BaTh YKasaHHYK BEpPCUI0 3TOro OOKyMeHTa. Ecnv nocne npuHATHA
HaCTOALLEro cTaHAapTa B CChIIOYHbIM AOKYMEHT, Ha KOTOPbIA JaHa AaTUpOBaHHAas CCbiNka, BHECEHO M3MeHEHUe, 3aTpa-
rMBatoLLee NonoxeHUe, Ha KOTOPOE AaHa CChiNKa, TO 3TO NONoXeHWe NpUMeHsieTcs 6e3 yyeTa AaHHOro 3MEeHeHWUs. Ecnu
CCbIMOYHBIN LOKYMEHT OTMEHEH Ge3 3aMeHbl, TO MOMNOXeHWe, B KOTOPOM AaHa CChifKa Ha HEero, NPUMEHAETCH B YacTu, He
3aTparMBaloLLein 3Ty CChIMKy».

MyHKT 4.4.2. 3aMeHUTbL CroOBa: «B KapToHHbIE kopobku no FOCT 12301 nnu kapToHHble nadvku no MOCT
12303» Ha «B KapTOHHbIE KOPOBKKM UMK KapTOHHbIE navky no MOCT 33781».

MyHkT 5.3. NepBoe nepevncrieHue. VICKN4YUTL CNoBa: « TOBapHbLIW 3HaK».

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

MoanyHkT 6.5.2.6. MNepsbiit ab3al. 3ameHuTb 3HaueHnsa: «0,5 cm3» Ha «0,4 cm3»; «0,19» Ha «0,1»;
«0,25» Ha «0,14»;

dopmyna (1). 3cnnukauus. TpeTbio CTPOKY M3NOXKUTL B HOBOW pefakumn: «20 — ncxogHoe pa3BefeHue
KoMnnemeHTa npu TutpoBaHum 1:20»;

hopmyny (2) U3NOXWUTb B HOBOW pedakumn: «V, oo o= 10,2,

roe 0,2 — o6beM KoMnnemeHTa B paboyem TUTpe B OfHON NPoBupke, cM3».

MyHKT 6.5.3. MNepsblit ab3al. 3aMeHnTb 3HaveHus: «2,5 cm3» Ha «1,0 cm3»; «0,5 cm3» Ha «0,2 cm3»;

BTOpoW a63aL. 3ameHuTb crosa: «0,9 %-Hblil U30TOHUYECKUI PacTBOp Xnopuaa HaTpus no 0,5 cm3» Ha
«no 0,2 cm® 0,9 %-Horo pacTBopa Xnopuaa HaTPUsA U30TOHUYECKOTOY;

TpeTuin ab3aau. 3aMeHUTb 3HavYeHne: «no 1 cm3» Ha «no 0,4 cm3».

(MYC Ne 4 2023 1)

* [ata BBedeHWs B AeilcTBUE Ha TeppuTtopun Poccunickon ®egepaumm — 2023—01—01.

Pa3zpaboTka anekTpoHHON Bepcun - nopTan GostExpert.ru 16/ 18
Crpanuua ookymeHTa - https://GostExpert.ru/gost/gost-17405-2016



https://gostexpert.ru?utm_source=pdf&utm_medium=53247
https://gostexpert.ru/gost/gost-17405-2016?utm_source=pdf&utm_medium=53247&utm_term=page

Pa3spaboTka anekTpoHHOW Bepcumn - nopTan GostExpert.ru 17 /18
CTpaHuua OoKkyMeHTa - https: tExpert.ri t t-174


https://gostexpert.ru?utm_source=pdf&utm_medium=53247
https://gostexpert.ru/gost/gost-17405-2016?utm_source=pdf&utm_medium=53247&utm_term=page

Pa3spaboTka anekTpoHHOW Bepcumn - nopTan GostExpert.ru 18 /18
CTpaHuua OoKkyMeHTa - https: tExpert.ri t t-174


http://www.tcpdf.org
https://gostexpert.ru?utm_source=pdf&utm_medium=53247
https://gostexpert.ru/gost/gost-17405-2016?utm_source=pdf&utm_medium=53247&utm_term=page

