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Mpeaucnosune

Llenn, oCHOBHblE MPUHLMMNbLI 1 OCHOBHOW MOPSA0K NPOBEAEHUSI PaboT MO MEXroCyAapCTBEHHOM CTaH-
naptusaumu yctaHosnieHbl FTOCT 1.0-92 «MexrocyfapcTBeHHas cuctema craHgaptmsaumm. OCHOBHbIE MO-
noxexua» n FOCT 1.2-2009 «MexrocygapcTBeHHasa cuctema craHgaptusauun. CtaHaapTbl Mexrocygap-
CTBEHHbIE. MpaBuaa ¥ pekoMeHAauuu No MEXrocyAapCTBEHHON cTaHgapTu3auuu. lNMpaBuna pas3paboTku,
NPUHATUSA, MPUMEHEHNS, OGHOBNEHNSA N OTMEHbI»

CBepeHna o cTaHgapTe

1 PASBPABOTAH ®epepanbHbIM rocygapCTBEHHbIM BOIKETHLIM yupexaeHnem «Bcepoccuiickuii roc-
yAapCTBeHHbI LleHTp kayecTBa M cTaHAapTu3auuu nekapCTBEHHbIX CPefCTB A1 XUBOTHbIX M KOPMOB»
(PIrBY «BI'HKW»)

2 BHECEH ®epepasnbHbiM areHTCTBOM M0 TEXHUYECKOMY perynmposaHuio n metponoruu (TK 454)

3 NMPUHAT MexrocyaapCcTBEHHbIM COBETOM MO CTaHAapTM3aummn, MeTponorumn u ceptudumkauymm (ot 3
Aekabpsa 2012 r npotokon No 54-M.)

3a npuHATHeE Nporoaocosanu:

Kopg, cTpaHbl no MK
KpaTkoe HavMeHOBaHue cTpaHbl Mo (ICO 3166) 004- CokpalleHHOe HaMMeHOoBaHWe HaLVOHa/IbHOTO opraHa

MK (MCO 3166) 004-97 no cTaHgapTmauum

ApmeHus Ang/I MwuHakoHOMUKY Pecny6amku ApMeHnst
KazaxcTtaH Kz lFocctaHpgapT Pecnybnnkn KasaxctaH
Kunprususa KG KblpreisctaHgapT

Poccus RU PoccraHpapt

TapxukmcTaH T TamkukcTangapT

Y36ekucTaH uz YactaHgapt

4 Mpukasom PefepasibHOro areHTCTBa No TeEXHMYECKOMY PerympoBaHuio 1 MeTposiornn ot 28 uioHA
2013 r. No 315-cT BBeAEH B AeiicTBME B Ka4eCTBE HalLMOHa/IbHOro cTaHgapTa Poccwuiickoli ®epepauun c
1wmona 2014 r.

5 BBAMEH IrOCT 24061-89

MHdopmauma 06 M3MeHEHMAX K HACTOALWEMY CTaHAapTy Ny6/AnKYeTCa B eXerogHoM nHdopma-
LMOHHOM yKa3aTene «HauuoHasnbHble CTaHAapTbi», a8 TE KCT U3MEHEHWU 1 NONPaBOoK - B €XeMeCAYHOM
UHOpMaLMOHHOM yKa3aTene «HaunoHanbHble cTaH4apThl». B cnyyae nepecmoTpa (3aMeHbl) UM o T-
MeHbl HaCcTOSALero ctaHgapTa COOTBETCTBYlO L ee yBefjlOM/IeHNne 6yA0T OonNy6/MKOBaB B exemecsy-
HOM MH(OpPMaLUMOHHOM yKasaTene «HauuoHanbHble cTaHAapTbl». COOTBETCTBYH LW aa MHBOpPMaLs,
yBeZJOM/IEHVE N TEKCThl pasMellalnTcs Takke B MHDOPMaLMOHHON cucTteMme 06l ero noib3oBaHms - Ha
ohmumansHoM caiiTe ®efepasbHOrO areHTCTBA NO TEXHWYECKOMY perynMpoBaHvio U MeTposiornu B
cetn NuTepHeT

© CraHgaptuHgopm, 2014

B Poccuiickoli ®eaepaunn HacToawuii cTaHgapT He MOXET 6bITb MOMIHOCTBIO UM YACTUYHO BOCMPO-
“3BeAeH. TMPaXMpPoOBaH M pacnpocTpaHeH B kayecTBe ouuManbHOro usgaHus 6e3 paspellexus dege-
pasibHOrO areHTCTBa Mo TEXHNYECKOMY PeryinpoBaHuio 1 METPOIOTUn
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MEXTIOCYOAPCTBEHHTU BN CTAHAOAPT

CPEACTBA NEKAPCTBEHHbIE BMONOTIMYECKUE
NMOPNNN3NPOBAHHBIE ANA BETEPMHAPHOIO NMPUMEHEHWA

MeTo/ onpefeneHnuss MaccoBoii 4oNu Bnaru

Medicine remedies biotogical lyophilized for veterinary use.

Method lor determination mass moisture

[ara BBegeHun - 2014—07—01

1 O6nacTb NpPUMEHEHMUA

HacToawwii cTaHAapT pacnpocTpaHseTcs Ha NMoUIN3NPOBaHHbIE GUOMOTMYEcKMe NeKkapcTBEHHbIe
cpeAcTBa AN BETEPUHAPHOIO MPUMEHEHUSs (ganee - npenapatbl) U yCTaHAB/MMBAET METOZ ONpeAeneHns

MaccoBOWi [0/ BNarv B gnanasoHe nsmepexuii ot 1.0 % go 4.0 %.
2 HopmaTtuBHbIE CCbINKN

B HacTosLeM cTaHAapTe UCNoNb30BaHbl HOPMATUBHbIE CChIIKM Ha CNeayoLLe MeXrocyjapCTBeHHbIe
cTaHfapTbl:

FOCT 12.1.008—76 Cuctema cTaHgapToB 6e3onacHoOCTM Tpyaa. buonoruyeckaa 6esonacHocTb. O6-
wme TpeboBaHus

FOCT 177—88 Bogopofaa nepekucb. TexHu4yeckne ycriosus

FOCT 450—77 Kanbunii XIOPUCTbIV TEXHUYECKMIA. TeXHUYeckue ycnosus

FOCT 3582—84 BazenuH MefuuUnHCKUIA. TEXHUYECKME YCOBUS

FOCT 5774—76 BasenunH KOHAEHCATOPHbIA. TeXHUYecke ycnoBsus

FOCT 9147—80 TMMocyaa n o6opyaoBaHve nabopaTopHble hapdopoBbie. TeXHUYECKUe yCnoBus

FOCT 9871—75 TepmoOMeTpbl CTEK/AHHbIE PTYTHbIE 3/1EKTPOKOHTAKTHbLIE U TepPMOpPeryisaTopbl. Tex-
HUueckne ycnoBus

FOCT 18300—87 CnupT 3TUNOBbIVi PEKTU(UKOBAHHbIV TEXHUYECKUA. TEXHUYECKNE YC0BUS

FOCT 25336—82 lNMocyga 1 o6opygoBaHve slabopaTopHblie CTEKNSAHHbIE. TWMbl, OCHOBHbIE NapameT-
pbl 1 pasmepsl

FOCT 28083—2012 CpefcTBa flekapCTBEHHbIE Guonornyeckne nNuocuansmposaHHble AN BeTepu-

HapHOro npuMeHeHnsa. MeTof KOHTPOA Bakyyma B amnynax n (bﬂaKOHaX

NMpumeuaHue - Mpu NOML30BAHNN HACTOSALLMM CTAHAAPTOM LIe/IECO06pa3HO NPOBEpPUTHL AENCTBUE CChlNOY-
HbIX CTAHAAPTOB B WMHPOPMAUMOHHON cucTEMe O6LLEero Mosb3oBaHWs - Ha ouuuManbHOM caiite deaepanbHoro
areHTCTBa No TEXHUYECKOMY PEry/1MpoBaHUIo 1 METPO/IOTUN B CETU VIHTEPHET WM MO eXEerogHo M3aaBaeMoMy UHGOp-
MaLMOHHOMY yKasaTento «HauuoHanbHble CTaHAapTbi», KOTOPbI Ony6IMKOBaH NO COCTOSHUIO HA 1 siHBaps TeKyLLero
roAa, v Mo COOTBETCTBYIOLMM EXEMECAYHO U34aBAEMbIM UH(POPMALMOHHBIM YKa3aTesiM, Ony6/IMKOBaHHbIM B TEKYLLEM

M3paHve ouymanbHoe
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rogy. ECiM CCbINOYHbIi CTaHAAPT 3aMeHeH (M3MeHeH), TO MPU Mo/b30BaHWM HACTOALMM CTaHAAPTOM CrlefyeT pyko-
BOACTBOBATLCS 3aMEHSIOLMM (M3MEHEHHbIM) CTAHAAPTOM. EC/M CCbINOYHbIN CTaHAAPT OTMEHEH 6e3 3ameHbl, TO Noso-
)XEHMEe. B KOTOPOM JjaHa CCblKa Ha HEro, NPUMEHSIETCS B YACTy, HE 3aTparvBatoLLeli 3Ty CCbIfKy.

3 CyuwiHocTb MeToda

CylHOCTb MeToZa 3aKni4vaeTcs B onpefeneHn yMeHbLIEHUS Macchl I'Ip06bl npenapara nocrse ee Bbl-

cylumBaHus B TeueHue 14 npu temnepartype {105 + 1) °C.

4 YcnoBus BbINONHEHUSA U3MepeHuii n TpeboBaHns 6e3onacHocTm

4.1 TMpy npoBefeHWN onpegeneHus cnegyeT cobnoaatb Tpe6oBaHWsA GUonormyeckoin 6esonacHocTu
cornacHo NOCT 12.1.008. nockosibKy B amnyfnax u goiakoHax MOryT COAepXaTbCs MaToreHHble AN YenoBse-
Ka MWKPOOpraHu3Mbl, a Takke TexHUKYy 6e30MacHOCTM MO 3Kcnayatauuu MCTOYHMKOB BbICOKOYACTOTHbIX
3NEKTPUYECKMX CUrHAOB, UCNOJIb3yeMbIX NPV ONpeAeneHn Hanuuusa Bakyyma.

4.2 1ns NOATOTOBKM WHMMLMPYIOLWMX, TOKCUYHbIX W BbICOKOTMIPOCKONMWYHBLIX Npo6 npenapaTtosB Mc-
NoNb3Y0T HACTO/IbHbIE BGOKCbI.

4.3 MNpu HapyweHun LenocTHocTn amnysn (P1akoHOB) U 3arpsi3HeHWU npenaparom MOBEPXHOCTU CTO-
na. Ha KOTOpOM MNPOBOAAT onpejeneHne, He06XoAMMO NPOBECTU 06paboTKy 3arpsi3HEHHOW NOBEPXHOCTH
70 %-HbIM pacTBOpOM 3Tunosoro cnupta no NOCT 18300. pacTBopom xnopamuHa b (cogepxaHue akTus-
HOro xnopa - AX He meHee 26 %). 6 %-HbIM pacTBOpPOM nepekucu Bogopoga no MOCT 177 wnun apyrumu
Ae3nHduumpyowmnmmn cpegcteamu, obecneymBaoWuMmn YHUUTOXEHNE MUKpoopraHusmos lll—IVrpynn nato-
reHHOCTU.

4.4 K npoBefeHVto onpegeneHnii gonyckawTcs KBannULMPOBaHHbIE COTPYAHUKU, UMeoLive OnbIT
paboTbl ¢ MuKpoopraHuamamu Ill—IV rpynn naToreHHoCcTw, M3yumBlUME METOAWKY OnpeAeneHns mMaccoBol

Aonun Bnarun B npenaparax.
5 CpepacTBa M3MepeHuii, annapaTtypa, MaTepuasbl U peakTuBbl

[nsa npoBefeHust onpeAeneHns NPUMEHSIOT:

- BECbl CO 3HAYeHUEM cpefHero keagpartuyeckoro otknoHeHnusa (CKO), He npesbiwatowmm 0,03 mr u ¢
MOrpeLuHOCTbI0 OT HENMHERHOCTY He 6onee +0.06 mr:

- Wwkad CyWWbHbLIA Na6opaTopHbIli ¢ AMana3oHoOM aBTOMaTUYecku NoadepXuBaeMoli Temneparypbl
HarpeBa oT 50 X pgo 200 °C: norpelwHocTb cTtabunmsaumm Temnepatypbl B pabouyeli kKamepe npu ycTaHo-
BUBLLEMCS pexume £ 3 X ;

- TEPMOMETPbI PTYTHbIE CTEKMAHHbIE 3/IEKTPOKOHTAKTHbIE C AMANa3oHOM M3MepeHusa Temnepartypbl OT
50 X po 200 X wuueHoi geneHna TX no FOCT 9871,

- TepMOMETPbl MakcMmasnbHble Tuna Cr-83 M c gnanasoHoOM M3MepeHus TemnepaTypbl oT 50 X fo
250 X u ueHoii geneHns 1 X ;

- aKcukaTopbl gnameTpom 250 mm no FOCT 25336;

- BIOKCbI CTekNAHHbIe no FTOCT 25336.

- BaseninH no FOCT 5774 nnn TOCT 3582;
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- Kanbumit xnopucTelii 6e3BoaHbIV Mo FTOCT 450 wunu runc 06e3BOXEHHbIN, UMW CUMMKareb NpoKasieH-
HbIi;

- CTynKy chapdhopoByto ¢ nectukom no NOCT 9147.

6 lMoparoToBka K onpefeneHuto

6.1 CywunbHbI WwWkad NpoBepsAlnT TepMoMeTpamMn Ha PaBHOMEPHOCTb HarpeBa He pexe OAHOro pasa
B MecAL,. [na 3Toro Tpu—ueTbipe MakCMMasbHbIX TEpMOMETpa pasmeLlatT Ha Nnoske B MecTax, rae cTaBaT
610KCbI C Mpobamun. PacxoxaeHne mexay nokasaHusaMy OTAENbHbIX MakcMMaibHbIX TEPMOMETPOB AonycKa-
eTcsa He 6onee 2.5 °C cnycta 10 muH nocne goctmxkeHns Temnepartypol 105 C. MNpu pasHuue TemnepaTyp B

pasHbix ToukKax Mosku wkada 6onee yem Ha 2.5 °C, wkacom NonbL30BaTbCA He AonyckaeTcs.

MpumeuyaHune- [poBepky HA PABHOMEPHOCTb HarpeBa NPOBOAAT A/ HEATTECTOBAHHbIX CYLUM/bHBIX LUKa-

¢hoB.

Mpy BbICylIMBaHWM NPO6 B GIOKCAX HWXKHAS 4acTb 3NEKTPOKOHTAKTHOro (KOHTPO/IbHOro) TepMomeTpa
[O/MKHA HaxXoAuUTbCA Ha YpOBHe GoKC. MokasaHWsA KOHTPOMIbHOrO TEPMOMETPA SIBAIOTCA OnpeAensoLmm
[ANA HaCTPOIKN Temnepatypsl B LKady.

BeHTUNALMOHHbIE OTBEPCTUA CYLUMNBLHOIO LKada Npu cyLike Npo6 f0/MKHbI 6bITb OTKPbITHI.

6.2 Becbl fO/MKHbI 6bITb YCTAHOBMEHbI B CyXOM MOMELLEHUN C MOCTOAHHOW TemMnepaTypoil Ha NPOYHOM
cTone 6e3 Bubpauwnii. Becbl 1 pasHoBech (rMpy) 4OMKHbI 6bITb NOBEPEHBI.

Pe3ynbTaTbl BCeX B3BELUMBAHWIA PerncTpupyroT B rpamMmax ¢ TOYHOCTbIO A0 YETBEPTOro AeCATUYHOro
3Haka.

6.3 HmKHAA yacTb akcmkaTopa A0/MKHa ObiTb 3anofiHeHa 06e3BOXEHHbIM X/I0PUCTbIM KanbLuem unv
rMncom, unn cunukarenem. MpuwnndoBaHHble Kpas SKCHKaTopa crerka cMasblBaloT Ba3esIMHOM.

6.4 [lna Kaxpgoro onpegeneHns [o/kHbl 6bITb MOATOTOBAEHbI TPU GHOKCHI O4MHAKOBOrO gnameTpa u
BbICOTbI.

Cnepyet npuMeHATb GIOKCbI BbICOTOlM He 6onee 45 MM.

OvameTp 6loKChbl BbIGUPAIOT B 3aBUCUMOCTM OT Macchl Npo6bl B COOTBETCTBUM € Tabnuuei 1.

Ta6nunya 1

Macca npo6el, r [nameTp 6IOKCbI. MM
OT10,1 fo0,2BKNI0MY. OT 20 f0 25 BK/OM.
Cs. 02 » 04 » CB. 25 » 30 »
» 0.4 » 0.8 » » 30 »45 »
» 08 » 15 » » 45 »60 »
» 15 » 3.0 » » 60 » 85 »
6.5 BIOKChI M X KPbILIKA AO/DKHBI 6bITh MPOHYMEPOBaHbI, 06€3XUPEHbI, BbIMbITbI, BbICYLIEHbI NPU TEM-

nepatype 100 ~C— 105 °C B Te4yeHne 20—30 MWH, OXNaXAeHbl O KOMHATHOI TemMnepaTypbl U HAX04UTbCS

B 3KCMKaTope C Baiaronornotutenem.
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7 OT60p npob

OT60p amnyn (chriakoHOB) ¢ NpenaparamMu NPOBOASAT B COOTBETCTBMM C MpaBwuiamu, yCTaHOB/IEHHbIMU
B HOPMAaTMBHbIX AOKYMEHTaX Ha /IeKapCTBEHHbIe CpeAcTBa AN BETEPUMHAPHOr0 NMPUMEHEHUS, CO Crefyto-
MM [OMOSNTHEHNUEM

[na npoBefeHMsa nucnbiTaHUsA oTOMpatoT HeO6XoAMMOe KOAMYecTBo amnyn (hslakoHOB) C y4eToM Tpe-
60BaHWli K Macce Npob, N3NoXeHHbIX B 8.1.

Mpy oT60pe Npo6 NPOBEPSAIT repMeTUYHOCTL amnyn (P1akoHOB) BU3yaslbHO, OCMaTpuBasi CTEHKY U
[HO C LEeNbio BbIBNEHNA TPELMH, a Takke Le/IOCTHOCTb M NOJIHOTY NpueraHust 3akaTaHHOTO Kosinayka u
pe3nHOBOW MpOo6KW. Mpy HaNMuMKM TPELMH UM HENOMHOTO MpUAeraHus Pe3nHOBOW MPOGKM hNakoH 3ame-
HAOT APYTUM.

Kaxayo amnysny, 3anasiHHyl nof BakyymMoM, Nnepej U3B/fieYEHVWEM W3 Hee npenapaTta NpoBeEPSOT Ha
Hanuuune sakyyma no FOCT 28083.

Ecnn amnyna He MMeeT TOYKM BCKPbITWSA, TO AN1A yA06GCTBA BCKPbITUA aMmnysn B MX BEpXHEN yacTtu
HanuIbHUKOM WU ckapndMKaTopoM HaHOCHAT PUCKY, a 3aTem OT/laMbiBaloT. Bo n3bexaHue nonagaHuns va-
CTUL, cTekna B npenapart, HaxoAswwuica B aMnysie B MOMEHT BCKPbITUSA, amnysny Heo6X0oAuMO HEMHOro

HaKNOHUTb BHU3.
8 MpoBefeHne onpeaeneHus

8.1 OnpegeneHne mMaccoBOi A0/ BNarn NPOBOAAT B TPEX MOBTOPHOCTAX, A48 3TOr0 UCNOMbL3YIOT TpK
amnynbl (hnakoHa), ecnm B Kaxaow (om) U3 HUX Macca npobbl He meHee 0,1 T.

Ecnu amnyna (donakoH) cogepxut meHee 0.1 r npenapaTa, AonyckaeTcs MCNOMb30BaTb AN OAHOMO
onpegenexHvns ase wnu 6onee amnyn (haakoHoOB), 06beAMHAA UX COAepXuMoe B 06LLy0 nNpoby, 4ToObI
macca Kaxpgoi npobbl 6bina He meHee 0,1 T.

8.2 B nomeLLeHUn c OTHOCUTENLHOW BNaXHOCTbI He 6onee 50 % oTob6paHHO Mpobbl MomeLarT B
dhapchopoByto CTYNKy 1 C NOMOLLbIO MEeCcTUKa AOBOASAT A0 NOPOLLIKOOOPA3HOro COCTOSHUSA, 3aTeM nomeLarT
POBHbLIM CM0EM B NpeABapuUTEeIbHO B3BELLEHHYI0 C KPbILIKOWA 6oKCYy. BloKCbl ¢ mpo6amu 3aKpbiBaOT KpbiLl-
Kamu, B3BELLUMBAIOT, CHUMAIOT C HUX KPbILLKM U yCTaHaBNMBAIOT B CYLUU/IbHbIN LIKad) Ha NoskKy.

Hauanom cywku cnefyeTt cuMTaTb Bpems JOCTMXeHus Temnepatypbl 105 °C nO KOHTPO/IbHOMY Tep-
MoMeTpy. MpPoAOMKUTENBHOCTb CYLLKM [0/MKHA COCTaBNATL 60 MUH.

8.3 Nocne oKoHYaHUA CyLUKN GIOKCbl BbICTPO 3aKPbIBAIOT KPbILKaAMU U NEPEHOCAT UX B aKCUKaTop AN1S
OXNaXAeHus A0 KOMHATHON TemnepaTypbl B TedeHne He meHee 30 MUH. nocsie yero GIOKCbl B3BELIMBAIOT U
pe3ynbTaTbl B3BELUMBAHUSA 3aNMCbIBAIOT C TOYHOCTbIO A0 YETBEPTOro AECATUYHOMO 3HakKa.

9 O6paboTka pe3ynbLTaToB

9.1 Maccosyto gontw Bnaru X, %, BbIYNCAAT N0 hopmyse

n7,-nio

roe M- - Mmacca 6loKebl ¢ NPo6oii 0 BbICYLLIMBAHUS, T;
Mr - Mmacca 61oKcbl ¢ NPo6Ooi Nocne BbICYLWMBAHUSA, T.
Ma - macca 6toKcbl 6e3 Npobbl, T;
BblunCiieHns NPOBOAAT A0 BTOPOro AeCATUYHOTO 3Haka.
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10 TpeboBaHWs K TOUHOCTM M3MeEPEHUI

10.1 3a oKoHuaTenbHbIl pe3ynbTaT X , OKPYr/eHHbIl A0 NEpPBOro AeCATUYHOMO 3HaKa, MpPUHUMaloT
cpefHeapumeTnyeckoe 3HaueHe pesynbTaToB TPeX U3MEPEHWUiA, BbINMOMIHEHHBIX B YC/OBUSAX NMOBTOPSEMO-
CTW. ecnu guanasoH (xTax— x*,,) pesynbTaTtoB U3MepeHUii He NpeBbIlaeT KPUTUYECKOTO Ana-
nasoHa CHAb«(3) = 0.20 %.

10.2 A6contoTHOE pacxoxgeHne Mexay 4BYMS OKOHYaTeslbHbIMU pe3ynbTaTtamu U3MepeHuid, nony-
YeHHbIMU B TOYHOM COOTBETCTBUM C METOLOM B YC/IOBUSIX BOCMPOM3BOAMMOCTU, HE AO/HKHO MpeBbiwaTth
3HayeHus KpuTuyeckoin pasHoctn CD*%H=0,3 %.

10.3 MpaHuLbl abCONMOTHOM NOrpeLLIHOCTU onpeae/ieHns MaccoBol fon Bnarm coctaBnsawnT + 0.2 %
npu P= 0,95.

10.4 dopma 3anucy pesynbTaTtoB OnpeAesieHns MacCcoBOI A0MM Bfarn B npenaparax npusefeHa B
npunoxexHmm A.
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KnioueBble cfioBa: NIMO(PUIN3MPOBaHHbIE GUOMOrMYECcKMe fleKapCTBEeHHble CPeAcTBa A/l BeTepUHapHOro
NPUMEHEHUSA, CYLLHOCTb METOAA, YCNOBUS BbINOMHEHUA U3MepeHUii n Tpe6oBaHusa 6e3onacHoCTyH, cpeacTea
u3MepeHwuii, annapartypa, mMatepuasbl U peakTuBbl, MOATOTOBKA K ONpefeneHuio, 0T6op nNpob, nposeaeHue
onpeaeneHusi, o6paboTka pe3ynbTaTtoB, TPE6OBAHWS K TOYHOCTU U3MEPEHWUiA, (hopma 3anvcu pesynbTaToB

onpegenexus
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