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CTAHAAPT C3B |cy o8 2716—80
COBET
3KOHOMMUYECKOA Mpenapartsl pagwoakTHBHbie PCB:%‘AQ—'-‘-W
B3AMMONOMOLM BOAA TPMTMPOBAHHAS
Tpynna ®14

Hacrosmuit crapgapr C3B pacnpocTpaHsiercs Ha BOAy, CO-
IepXKaliyl0 B CBOEM COCTaBe paZHOAKTHBHBIH H30TON BOLOPO-
JIla — TPUTHA (#aJjiee mpemapart), HCNOJAb3YyeMylo B OGHOXMMHUEC-
KHX HCCJENOBaHHSX H B KaueCTBe PAaJHOAKTHBHOIO CHIPBS AJS
[OJIy4eHHs] MeueHBIX COeJHHEHHH M NpPemapaTos.

dopmysa BOAH TpUTHpPOBaHHOH: SH,0.

1. TEXHUYECKME TPEBOBAHMS

1.1. IIpenapar no/sxeH GHTb NPO3PauHEIM, GecUBETHHIM, 6e3
NOCTOPOHHUX YaCTHL, BHAHMHIX HEBOOPYKEHHHIM IJIa30M.

1.2. UaMepeHHEle 3HAa4YeHHd YAEJNBHOR aKTHBHOCTH TPHTHS B
npenapate npH AOBepuTeJbHOH BeposTHoctH P=0,95 nomxuu
Jexarb B CIeLYIOLINX JOBEePHTEJNBHHX rpanuunax, TBq-g:

or 0,02 no 0,04

» 0,1 » 0,2
> 05 » 1,0
» 20 » 40

1.3. Tlpumech APyrux pajHOHYKJUIOB He JOMYCKaercs.

1.4. JoBepuTelbHble TI'PaHHLB H3MEPEHHBIX 3HaueHHH BOXO-
poxHoro nokasateass pH cBexxenepersanHoil BOABI, TPHTHPOBaH-
HOJi TMpH HoBepuTeabHOH BeposiTHOCTH P=0,95, HOMKHE JexaTh
B nuanasose ot 5,0 xo 7,0.

1.5. HomunanbHble 3HAayeHHST aKTHBHOCTH INpemnaparta B aM-
nyJe JO0JKHH COOTBETCTBOBATb OJHOMY H3 3HaueHHH, yKasaH-
HBIX B Ta6u. 1.

OTK/IOHEeHHe AKTHBHOCTH Ipenapata B aMiyJe OT YyKasaH-
HHX B TaGjg. 1 HOMHHAJbHLIX 3HAueHHH He NOJKHO NPEBHINATH
10% npu moBepHTeabHOH BeposiTHocTH P=0,95.

Yreepxaen MocrosnHoi Komuccuen no cotpyaumuecrsy
B o6nactu cranaapTM3ayuu
Bepnuy, aexabpb 1980 r.
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Ta6aunal
HosiHanbHEe 3HAYEHHA AKTHBHOCTH TPHTHA B amnyae TBq nps yieibHoR
O6bem . AKTHBHOCTH (TBq-g‘ )
¢acoskH,
cm?® ot 0,02 ot 0,1 ot 0,5 ot 2,0
a0 0,04 xo 0,2 10 1,0 no 4,0
0,1 or 0,002 or 0,01 ot 0,05 or 0,2
no 0,004 xo 0,02 20 0,10 no 0,4
0,2 ceuue 0,004 | csume 0,02 ceume 0,1 ceume 0,4
zo 0,008 xo0 0,04 x0 0,2 no 0,8
0,5 or 0,01 or 0,05 or 0,25 or 1,0
1o 0,02 no 0,10 a0 0,50 no 2,0
1,0 cBpinie 0,02 cauiue 0,1 ceume 0,5 cauwe 2,0
o 0,04 10 0,2 o 1,0 1o 4,0
2,0 or 0,04 or 0,2 or 1,0
o 0,08 no 0,4 no 2,0 —_

1.6. IToTok Gera-uacTHIl, BEHI3BAaHHHH PAXHOAKTHBHHIM 3arpss-
HEeHHEeM IIOBEDPXHOCTH aMOyJ ¢ IpenapaToM, He JOJIKeH NPEBH-
matp 100 s~!. OTHOCHTEJNbHAsE CyMMapHas NMOrpelHOCTh H3Mepe-
HHS He JoJkHa npebumartb 100% mnpu AoBepuTeNbHOH BEpOST-

Hoctd P=0,68.:

2. TPEBOBAHMS BE3ONACHOCTH

2.1. Tlpx BCKPHITMH 3anasiHHOK aMNYJAH C NpenapaToM clie-
JyeT YYHTHIBaTh, YTO B NpoLleCcCe XpaHeHHs NaBJeHHe B Hell 3a
cuer 00pa3oBaHWA DPafMOIEHHOrQ rejus-3 IOCTENEHHO BO3pac-
TaeT H MOXeT JOCTHraTh K KOHIY cpoka XxpaHenus 150 kPa.

2.2. [To ucTedeHHMH YKa3aHHOTO HAa STHKETKE CPOKa XPaHeHHsS
npenapara B CTEKASAHHOH aMmyJe ero CJeAyeT IepeBecTH B Me-
TAJINHYECKHH COCYJ C repMeTH3MpYIollledl KPHIIIKOMH.

3. NPABMIIA NPHUEMKM

3.1. IlpenapaT, NOAroTOBJEHHBIH A Pacd)acoBKH B ammy-
JIBl, NPENbABAAIOT NapTHAMH. B IapTHIO BKJIOYAIOT NPOAYKT,
ONHOPOAHKIH IO CBOHM KaueCTBEHHBIM I10Ka3aTeJsiM, COINPOBOX-
LaeMBbIi ONHUM JIOKYMEHTOM O KayecTBe.

3.2. Ins mpoBepKH KauecTBa Ipenapara OT KaXAoH HapTHH
npoaykTa or6uparor npoby maccoit or 0,5 1o 2,0 g.

3.3. MocsenoBaTeIbHOCTh MPOBEAEHHST KOHTPOJS JOJIXKHA CO-
OTBETCTRBOBATH yKasauuo#f B Tabi. 2.
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Ta6bauma 2

MyukT Tpe- | [ynkr meTona
Bun xoHTpOAS 60BaHHS KOHTPOASK

1lBer, MpO3payHOCTh, MOCTOPOHHHE TACTHI(HI
Vaenbnas aKTHBHOCTH

CojnepxaHue IPHMECH APYIHX PaHOHYKJIHIOB
Bonopoauui#l noxasarens pH

AKTHBHOCTb TPHTHA B Iipenapare
TToBepXHOCTHOe 3arpsi3HeHie aMIyJbl Paguo-
AKTHBHHIMH BelleCTBAMH

-~_-
DGR oD
PN
LS CNQETS

4. METOJ1bI KOHTPONIA

41. MeTOoR W3MepeHUSN yAeNbHON AKTHBHOCTH
TPHTHUSA

4.1.1. Cywyrocrs meroda

YnenbHylo aKTHBHOCTb TPHTHS B fIpenapare ONpelensiorT
IyTeM H3MepPeHHs aKTHBHOCTH TPHTHS, C HCIOJb30OBAHHEM KaJlo-
PHUMETPHYECKOTO MEeTofa H Macchl npoGhl, OTOGPaHHOH OT MapTHH
NPOAYKTAa B CHENHANbHYIO TPAfyHPOBAaHHYIO IO 06beMy H TOYHO
B3BEHICHHYIO aMIIyJy.

TenyoBo/ NMOTOX OT KOHTPOJNHPYeMO# MPOGH, 06yCcaOBICHHEH
BHIZIEIEHHEM SHEPTHM NpDH PaXHOAKTHBHOM pacnaje TPHTHA, Ol-
PEAeSAIOT OTHOCHTENbHEHIM METOAOM NyTeM CJIMYCHHS NOKa3aHUH
KaJIOPHMETPHUECKOH YCTAHOBKH NPH H3MEPEHHH TEIIOBHIX IOTO-
KOB Npo6GH H 06Pa3LoBOro 3JeKTPHUECKOr0 HarpeBaTensl (HAH
06pasioBoOro paXHOAKTHBHOIO HCTOYHHKA)

JlonyckaeTcsi H3MepATb AKTHBHOCTb TPHTHA JIOGHIM JAPYrHM
MeTOJOM, OfecleuMBalOIINM NOTPEeIIHOCTE HW3MEpPeHHsl, He mpe-
BHIaoUy 6% npu mosepurenbHoli BepositHocTH P=0,95.

Maccy npemapata oOmpeleJslOT NyTeM B3BEUIHBAaHHS M BhI-
YHCHASIOT KaK Pa3HOCTb BEJIHUHH, NOJYYEHHEIX NPH H3MEPEHHH
Macchl KaJuGPOBAHHOA aMINyJHl C IIpemaparoM H 6e3 Hero

4.1.2. Annaparypa

4.1.2.1. ARanMTHYeCKHE BeCH C NIPeleJOM B3BelIHBAHHA JIO
200 g u ¢ cyMMapHOH CHCTEMaTHYeCKOH MOTPEHIHOCThI0 H3Mepe-
HHUA Macchl He Gojee 0,2 mg npH JNOBepHTeJbHOH BepPOSTHOCTH
P=0,95.

4.1.2.2. Kanu6poBanHasi aMmnyna ¢ HpHTepTOH NpoOKo# 00b-
emoM 5 cm3 u maccoii He Gosee 10 g.

4.1.2.3. Hnpun MeauuuHCKuE o6BbemoM 5 cmd.

4.1.2.4. KanopuMmerpuueckass yCTAHOBKa, B KOTOPYK) BXOMST:

nuddepennnanbupit MHKpoKadopumeTp (Tuma Kanbee) ¢
IHANa30HOM H3MepeHHs TeIIoBoro nortoka or 10~ mo 10-2 W, ¢
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YYBCTBHTEJBHOCTBI0 He HHXe 10-5 W u ¢ cymMMapHO#l cHcreMaTH-
yecKoli MOrpeIIHOCTHIO M3Mepenus me Gosee 0,5% npu xosepu-
TeNbHOH BeposTHOCTH P=0,95;

Kanu6poBaHHast aMmyJa ¢ repMeTHYHOA KDPHIUKOH 06BheMOM
3 cm® u maccolt He GoJaee 10 g;

06pasloBLe 3JEKTPHUECKHE HarpeBaTeJH CO CTaGHIH3HPO-
BaHHHIM HCTOUHHKOM NHTaHus (aKKyMynasTopHas OGatapes)
H3MepUTeNBHOH cXeMOH, oGecreynBalolIHe PeryJHpOBaHHe H MO~
JiepxKanue NeKTPHYECKOH MOIIHOCTH B HarpeBaTe/siX B JHAanaso-
ge ot 10~° mo 10-2 W u ee u3MepeHHe C CYMMapHOH cucTema-
THYECKOH morpelrHocTblo He Gosee 0,059 npu jpoBepuTebHOH
sepositHoctH P=0,95.

4.1.2,5. IoMewmene, B KOTOPOM MPOBOAATCA H3MEpeHHS,
JOMXKHO GHTh TepMocratHpoBano (T<<=*1°C), KOHAMNHOHHPO-
BaHo (BaaxHocTb oT 40 no 609 npu T=25°C).

4.1.3. ITodzoT08KQ K U3MEpPEHUAM

TomengaloT NPeXBapUTENbHO BHCYLIGHHYI0 KaJnOpoBaHHYIO
aMnyJy ¢ repMeTHYHOH MPOOKOH Ha “alllKy BeCOB H IIPOH3BOMAT
NSTUKPATHOE ee B3BELIHBaHHe.

BBoaAT B Kaiu6GPOBaHHYI0 aMIyJy C NOMOLIbIO MEIHLHHCKO-
ro mmprua 2 cm® ppenapara.

[Tomentaor XaAuGPOBAHHYIO aMOyJay C NpenapaToM Ha BeCH
H IPOH3BOMAT MATHKPAaTHOE B3BEIIHBaHHE.

Jlns rpaiyHpoBKHM KaJODHMETPHUECKOH YCTAaHOBKH YCTaHaB-
JIUBAIOT 00pa3loBLifi 3MEKTPHYECKHH HAarpeBaTesb B A4eliKy AHG-
(epeHnManbHOTO MHKpOKaJOpuMeTpa. M 3MmeHsss MOUIHOCTB ero
HarpeBa, PerucTPUPYIOT YCTAHOBHBIUHECH IOKa3aHuA mpuGopa Ha
BHXOfe MHKpOKaJiopEMeTpa. I'paiyHpoBKy mpOH3BOAAT B JHana-
3oHe momunocreii ot 10~4 go 10-2 W B6/IH3H HOMHMHA/JIBHEIX 3Ha-
yeHHil, cocTapaAAOIHX caexyromuir pax: 0,5; 1,0; 2,0; 5,0; 10,0;
50,0 mW.

CxeMa KaJHGPOBKH KaJIODHMETPa C MOMOLIBIO 3JEKTPHYEC-
KHMX HarpeBare/iedl NpHBeJeHa Ha uepT. l.

B Kaxnoji H3 yKka3aHHHX TOYeK NIPOBOAAT IO TPH NapaJjielib-
HBIX H3MepEeHHS.

TIo nosyueHHHIM AaHHBIM ONPEACHSAIOT KOIDPUIUEHTH AHHEH-
Ho#i perpeccud a u b mo dopmynam:

y=a+b-x, )
rjie y — TemnoBod motox, mW;

X — IOKa3aHusa npuﬁopa Ha BbLIXoHE Mnxpoxanopﬂme'r-
pa, mW.
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a = 1 1 , (3)

rae n=7X3=21 — noanoe uncio wu3Mepenywii B npouecce rpa-

AYUPOBKH.
A;f 1Zv
i
'
Rmaz
T~ ]
i T
K1‘|_ _'LHZii i @ Rodp
- —
LT\

RH-—narpena'renb ¢ conporusneHneMm 100 2; R6—6an.rtac'r~
HOe coupoTHBaeHHe 100 ¥; Roﬁp —006pasnoeoe COnpoTHBIE-
BHe; RMar—MarasuH conpoTHBJeHHR (PeocTaT); A —axky-

mynqaropuas Gartapes; Ki, Ko—nepekalodaTenH ¢ MeXHBIMH

KOHTaKTaMH; V-—BOJbLTMETDP ¢ JHAANA30HOM H3MepAeMblX

Hanpsxkenu#t or 0,001 mo 10 V; Th—repmobataped Kanho-
puMerpa, JI—nOTEeHIHOMETDP NOCTOAHHOrO TOKA

Yepr. 1
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OuenKy nucnepcHH SZ pesyJbTaToB, H3MEPeHHBIX HPH rpa-
JAYHPOBKEe 3HaUEHHH TEMJIOBOrO NMOTOKA, OTHOCHTEJIbHO BHIUHCJIEH-
HHX 1o ¢opumyse (1), onpeneasior mo dopmyse

n n n
St Bssan
_ 1 1 1 )

n—2

S? 0

OleHKH AHCHEPCHH 1151 K03 (DHUIINEeHTOB perpeccuu a u b Bu-
YHCJAIOT 10 GopMyaaM:

SHb) = — e T 6)
n Sa-(8e)
1 1

s@= =0 % ©

IloBepuTe/bHbIE TPAHHLE CAYYaHHOA MOTPEIIHOCTH pesyJbTa-
TOB pacuera s a@ B b npu LoBepHTe/bHOR BeposaTHoctH P=0,95

BRIYHCJASAIGT 0 (POpMyaaM:
Aa=ty (P, f)-S(a), Q)
Ab=t, (P, f)-S(b), ®

rie t; (P, f) — xBanTHIb pacnpeleteHns CTbIOfeHTa NPH JOBe-
PHTEJbHOM BeposiTHOCTH P M cTeneHfX cBOGOAH
=n—2.

Ipu P=0,95 u f=21—2=19; ¢, (0,95; 19) =2,09.

4.1.4. Ilposederue usmeperuil

Jaisi onpefeseHHsi TeJIOBOro NOTOKA YCTaHABJIHBAIOT Kasuub-
POBaHHYI0 aMmyJy C KOHTPOJHpyeMo#l mnpo6o#l TPHTHPOBaHHOMH
BOAH ¢ Macco#t (2,0+0,1) g B rHe3Z0 MHKPOKaJOPHMeTpa H IIOC-
Jle yCTaHOBJIEHHS! TEIJIOBOIO PaBHOBECHs PErHCTPHPYIOT MOKas3a-
Husl npuGopa. ViamepeHns NOBTOPATH NATH Pas.

NMpumevanHe [ln7 NOBHINEHHS TOYHOCTH H3MeDeHHH BO BTOpYIO fAueii-
KY MHKDOKaJIOpDHMETpa INpH rpajyHpPOBKE H H3MEPCHHAX YCcTaHaBJIMBAIOT BTO-
PYI0 KaqHOpOBaHHYIO amnyJy ¢ AByMs [PaMMaMH JHCTHJIMPOBaHHOH BOJH,
HIEHTHYHYIO aMIyJe C KOHTPOJHpyeMoil NmpoGoii.

4,1.5. O6paboTKa pe3yrbTaTos U3mepenus
Benuunny cpefiiero 3HaueHHsl Pe3y/bTaTOB B3BelIMBAHHA Ka-
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au6poBaHHON aMHyJH ¢ npenapatoM X; B MHIJIHTpaMMax ompe-
Jdeasior mo dopmyae
n
P
X,= —

X . ©)
n
Be.nnv-ll-my cpeAHEro 3HaueHHsl pe3yJbTaTOB B3BEUIHBaHHS Ka-

Au6poBaHHOl aMiyaH Ge3 mpenapata X, B MHJJIHrpaMmax ompe-
Zeasior 1o GopmyJre
n
-
pa
X— 1

X, . (10)

n

Cpensee 3HaueHHe Macchl MpoOHl npenapata X3 B MHJJIHIPaM-
Max BHUACISIOT 0O popMyie
~ o~ o~
Ky=X(—X,. (1)
OlueHKH CpeIHHX KBaJpaTHYECKHX OTKJOHEHHH De3yJbTaTOB

KaXJo# M3 cepuii B3BeLIHBaHH S(;(l) H S(iz) BHIYHCJSIOT TIO
dopmyam:
n ~ 2
D X=X
X)=) 1
SX)=| o | - (12)

n ~ ‘s
DXz —Xo)2
S(X)=1 1+ 1. 13
( 2) n(n—1) (13)
OueHKY CpenHero KBafpaTHYECKOrO OTKJIOHEHHS! Pe3yJabTaToB
H3MepeHHs Macch npo6GH mpenapata S(Xs) ompenensior no dop-
MyJie

s@=V s @) + s, (14)
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JloBepHuTenpHble IPaHUIEL CayualiHOf cocTaBasollell norpem-

HOCTH pe3y/JpraTa H3MepeHHS MacChl IPoOn mnpenapata e(Xj)
BHUKCJAAIOT N0 PopMmyse

{(X)=1t, (P, £)-S(X), (15)

rne t; (P, J) — kBanTtuap pacnpenenenns CTblofeHTa NPH JOBe-
pHTEeJBHOH BepOosITHOCTH P H cTeleHAX cB0GO-
bl f=n—1;
n — YMCJO NMapaJiie/bHBIX B3BEIIHBAHHK.
IIpu P=0,95, n=5 u f=4; t; (0,95; 4) =2,78.
I'paHuuBl cyMMapHOH MNOrPEIIHOCTH Pe3yJbTaTa H3MepeHHs

Macchl npoGu npenapata A(X;) BRYHCISAIOT o (Gopmyiae

< ¢(X)+8 o~
AXa)= _~——e‘”l/ S-S (X, (19)
S(Xa)+—=

rV 3
m
rae 6= 2] ©,|— rpaHMIB HEHCK/TIOUEHHOH CHCTEMAaTHYeCKOH
1

HOTPEMIHOCTH  pesyJabTaTa  B3BeIIUBAHHUS,

BKJIIOYalolel CaefyioliHe KOMIOHEHTH:

1) HepaBHONJIEYHOCTb  KOPOMEICJAA  BECOB
(Qi<<2 mg);

2) HETOYHOCTb HABELIMBAaHHST BCTPOEGHHHIX
rups (Q=<<0,12 mg);

3) Herounocth pasHoBecoB (Q;<<0,1 mg);

CyMMapgas IOTPElIHOCTb pe3y/ibTaTa H3MepPeHHs MaccH Ipo-
6ul mpenapara He NoMXKHa npesniath 0,5% npu KoseputennHol
BepoaTHoctd P=0,95.

@opMa 3amHCH Pe3yJbTAaTOB H3MEePEeHHs MACCH B MHJJIHIPaM-

max X3+A(Xs), P=0,95.
CpenHee 3HaueHHe Pesy/bTaTOB HalGJMIOJEHHS TEIJIOBOTO IIO-
ToKa KOHTDOJHPYeMOHl NpPOoGH B MHIJMBATTAaX BHIYMCAAT 1O

tdopmyae
-

pRg
~

Y=

(17

ny
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OluenKy cpefHero KBaJpaTHUECKOrO OTK/IOHEHHs pe3y/bTaToB
H3MepEeHHsl TEMJIOBOro NOTOKa BHIYHCAAIT mo $opmyie

~ 1 1 1 Sp) ~ =
sy S ] o

n]- n

rae Yn—cpezmee 3HAaYeHHe TEIVIOBOTO IIoTOKa B 1 H3MEpPeHHAX
B NPOIECCE I'PafyHPOBKH MHKPOKaJODHMETPa.
JIoBepHTEJbHYIO IPAHHLY CAy4afiHON NOrpeiHOCTH pesyibTa-
Ta H3MEpeHHs TeIJIOBOTO NMOTOKA BBHIYHCINIOT MO (opmy.ie

()=t (P, /)-S(Y), (19)
rae #,{P, ) — kBanTuab pacnpenenennsi CTblofeHTa TIPH JOBe-
PUTENBLHOM BEePOATHOCTH P M cremeHsX cBoGo-
OBl f=n—2.
IpaHuny CyMMapHOi NMOTPeLIHOCTH pe3yabTaTa H3MepeHHs
TEMJIOBOro MOTOKA BHYHCASAIOT 10 $HOpMYJe

- $T)4P & ~
MN=———V s+, 0
SV +——=
£V 3

m
rne 8=~k ‘/2 62 — rpannla HEHCKIIOUeHHOH CHCTEMATHUCCKOM
1

NOTPENIHOCTH Pe3yJbTaTa H3MepPEHHS TeIJIo-

BOr0 NOTOKA, BKIOYAWMIEH CleLYIOLHE KOM-

TOHEHTHI:

1) morpewiHoCTb H3MEpeHHs najeHusl Hamps-
XKeHHST Ha OOPa3oBOM 3JEKTPHUECKOM
HarpeBaTesne H 0GpasuoBofi H3MEPHTEJb-
Ho#t Karymke (Q:x<20,02%, P=0,95);

2) morpelHOCTH yUeTa moTepb TEMIOBOTO IIO-
TOKa B TOKONOABOAALIHX npoBoAax
(Q:=<0,01 %, P=0,95);

3) morpemHOCTb, BHOCHMYIO BKJIOYGHHEM H3-
MEPHUTEJNBbHOI0 BoJsibTMETPA B nenb
(Qs=<<0,01%, P=0,95);

4) TOrpelIHOCTh H3MepeHHS TEPMOINEKTPO-
ABHXKYWIEH CHJAB MHKPOKaJOPHMETPHUEC-
kux Ageek (Q4<<0,002%, P=0,95);

5) HeHIEHTHUHOCTb MHKPOKAJIOPUMETPHUEC-
Kux fdeek (Q5<<0,019%, P=0,95).
k=1,1 mpH nOBEPHTeNLHOH BEPOSTHOCTH
P=0,95.
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VienbHYyl0 aKTHBHOCTb Npenapara PacCcUMTHBaioT no ¢opmy-
ae B TBq-g™!

~ Y
a=1,1 —, 1)

X3

rne 1,1 — nepeBogHOH Ko3¢pGdHUMEHT OT TENJOBOIO NOTOKA B
MHIJTUBATTaX K aKTHBHOCTH TPHTHA B TBQq.
OTHOCHTEJNBHYIO CYMMapHYIO NOIPeliHOCTb pe3yJbTaTa H3Me-
PEHHsl yIebHOH aKTHBHOCTH BHIYHCJISIOT IO (opmysam:

3a) = V82(1?3>+82(~Y)+82(Q), 22)
BX) =) 3= — L), (23)
X, Y

rie 8(Q) — owrn6ka B onpelieNleHAH cpefHedl sHeprun Gera-uac-
THI IPH pacnaje TPHTHS,;
8(Q) = 0,05 npu noBepuTeabHOM BeposiTHoctH P=0,95.
CyMMapHasi HOrpelIHOCTh pe3yJbTaTa H3MepeHHs yHeJbHOH
aKTHBHOCTH He JOJIXXHa NpeBHIUATL 6Y% IpH ZoBepHTeNbHOH Be-
positHoct P=0,95.
dopMa 3anucH pe3ybTaTOB M3MepeHHs YAeJbHOH aKTHB-

HOCTH IpenapaTa B Bq-g*‘:;-!-At;, P=0,95,

rie Ag— a 8(;). (24)

42 OnpeneneHne BOJAODONHOIo NoKasaTenad
pH

OmnpexeneHne BofoponHoro mokasartens pH npemapara ocy-
nlecrBasercs ¢ nomouipio pH-Merpa, npokasuGpoBaHHOro no
cTaHAapTHHM Gy(depHHM pacTBOpaM.

Jisi u3MepeHHil MCHONB3YIOT CTaHAapTHHA pH-MeTp ¢ nna-
nasoHoM u3MmepeHus ot 2 1o 10 pH ¢ yyBCTBHTENBHOCTHIO He
nuxe 0,05 pH u norpelnocteio H3MepeHHs He Gojee 2% mpwu
JlloBepuTesbHON BepositHocTH P =0,95.

Kaan6poBky npu6opa nmpoBOASAT IO CJAEAYIOIIHM TPEeM CTaH-
JapTHHIM Oy(depHHM pacTBOpaM:

1) PacrtBop kanaus (rasneBokucioro, kucaoro (0,05 mol-1-,

pH=4,0 npu T=20°C);

2) PactBop kanusi ¢$HocHOPHOKHCJIOro ORHO3aMelLEHHOTOo
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(0,025 mol-1-!) u pacTBop HaTpus HochOPHOKHCIOro ABY-
3amemieHsoro (0,025 mol-1-!, pH=6,88 npu T=20°C);

3) PactBop Harpus TerpabopHoro kucaoro (0,05 mol-1-1,

pH=9,22 nmpu T=20°C).

OTHocuTe/IbHAsi CyMMapHasi NOrPeIlHOCTh Pe3ysabTaTa H3Me-
peHus 3HaueHus pH KonTpoampyemo#r mnpoGb mnpemapara EHe
JOJIKHA mnpeBHIaTb 3Y NPH JOBEPHTEJbHOH BEPOATHOCTH
P=0,95.

43. [IpoBepka LBeTa H MPO3PaYHOCTH

LiBer u mpo3payHOCTb PAacTBOPa BOABI TPHUTHPOBAHHOH KOH-
TPOJIHPYeTCsl BH3YaJbHO.

4.4. KoHTpOo/Nb CONEpPXAaHHUS NPHMECH JAPYTrHX
PAaLHOHYKJHIOB

OTcyTcTBHE NpUMECH APYIHX PaZMOHYKJHIOB B Ipemaparte
obecrneynBaeTcsl TEXHOJOTHEH NPOH3BOACTBA.

45 OnpeneneHue aKTHBHOCTH TPUTHS B aM-
HIyJax ¢c NpemapaTom

AKTHBHOCTb TPUTHSI B aMIyJax c npemnaparoM oGecneyHBaeT-
Cs1 TEXHOJIOrHeH JO3HPOBKH.

46. KoHTpOoJb PafHOAKTHBHOrO 3arpsi3HeHus
NOBEPXHOCTH aMIOyJa

OTcyTcTBHE PaAMOAKTHBHOrO 3arpsi3HEHHsl NOBEPXHOCTH aM-
IyJ Bhlllie AONYCTHMOrO YPOBHS 0GeCleynBaeTcs: MPOLECCOM pac-
(acoBKH, TEXHOJOTHEH repMeTH3alH{ H Je3aKTHBALHH aMuyJ.

5. YNAKOBKA, MAPKMPOBKA, TPAHCNIOPTMPOBAHMUE
U XPAHEHME

51. YmakoBKa

IIpenapar no/KeH MNOCTaBJAATECA B 3aMasiHHEIX aMnyJsaX H3
TEPMOCTOHKOro creksa. PasMepnl ammys npuBedeHH Ha 4epT. 2.

ITpenapate o6bemom ot 0,1 mo 0,2 cm® dacyior B aMmys
o6vemMom 1,0 cm3. B ocraibHHEIX caydadx mpemapar ¢acyior B
amnysab o6bemoMm 5,0 cmd.

AMnyny c¢ npenapartoM NOMEIIAlOT B PePMETHUHHIH NeHas
(uepT. 3) M ymaKOBHIBAIOT B TPAHCMOPTHLIH 3aIIUTHHIH KOHTell-
Hep.

B HapyXHYI0 YNaKOBKY TPaHCIOPTHOIO 3al[UTHOrO KOHTEH-
Hepa BKJIaJbIBAIOT HHCTPYKLHIO IO €ro 3KCIVIyaTalu# M NAacmopT
Ha npemnapar.

52. MapkupoBKa

MapkupoBKa aMIyJH AOJKHa COOTBETCTBOBATH TPeGOBaHUSIM
CT C3B 2713—80.
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53. TpaHcnOpTHPOBaHHE

AMnyJasl ¢ IpenapaToM, YIaKOBaHHEE B COOTBETCTBHH C Tpe-
G6oBaHHAMH 1. 5.1, TPaHCHOPTHPYIOT aBTOMOGHJBHBIM, JKEJIe3HO-
JIOPOXKHHM ¥ aBHAaUHOHHHM TPAaHCHOPTOM Ge3 orpaHHWyeHHs pac-
CTOSIHHS B YCJOBHSIX, 06eCIeUHBAIOIUX TeMIepaTypy aMmys He
nuxe +5°C.
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54. XpaHeHHe

5.4.1. AMnyasl ¢ npemapaToM [IOJIKHE XPAaHHThCS B CKaaf-
CKMX MOMEIUEeHHAX INIPH TeMNepaType OKpykaiolledl cpeisl oOT
+5° mo +50°C.

5.4.2. JlonycTuMBII CPOK XpaHEHHsl MpenmapaTta B aMmyJsax:
IBa Mecsiua — AJis NpenapaToB C yAeIbHOH aKTHBHOCTBIO oT 2,0
no 4,0 TBq-g~!, mecTb MecsiueB — AJs1 NPENApaToB C yAeabHOMN
aktupHocThio ot 0,5 mo 1,0 TBq-g~! n onuun rox — Aas npena-
paToB ¢ yaeabHoH axkTtuBHOCTBIO OT 0,1 1m0 0,2 TBq-g~! M HuXe,
caenpyomuii 3a MecsleM DacHOPTH3AlMH Mpenapara.

Konen
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HH®OPMAIIHOHHOE NPHJ/IOXEHHE 1

Bsaumocease CT C3B 2716—80 ¢ «IIpaBuaMH Ge300aCHOH IePeBO3KHU
panuoakTUBHHIX Belects> MATATI

CT C3B 2716~80 ripasuaa MATATD

Paszn. 5, o. 5.1 IlpaBuna  OesomacHoM  NEPEBO3KH
PamHOAKTHBHHX BelIeCTB.
Cepnsi Gesomacuoctn Ne 6.
Ilepecmorpennoe mn3nande, 1973 r,,
r. Bena

HHOOPMAIIHOHHOE ITPHJIO)XEHHE 2

1. XAPAKTEPUCTHUKHU PAAMOHYKAUAA BONOPOR-3

PapuoHyKAHA BOZOPOA-3 — TPHTHE — uicTH OeTa-HaayuaTelib C NEpHO-
JOM noaypacnaiga 12,34 rogma. MakcHMajbHAs SHeprHs Gera-yacTHI{ COCTaBAS-
er 2,98 1J, a cpeausas ux sHeprua 0,91 {J.

Vaenpuuill TemvioBol NOTOK, BHIeAsAeMuli NpH¥ PaAMOAKTHBHOM pacmafe
TpuTHA, cocrasiger 0,91 mW-TBq-1

MakcumanpHoe (TeOPeTHYECKH PACCUHTAHHOE) 3HAaueHHE YJeJbHOH AaKTUB-
HOCTH TPHTHA B Hpenaparte cocrasaser 97,5 TBq-g~L

2. XAPAKTEPUCTHKM 34,0

Monspnasa  axtpHocth TpuTHE B H,O cocrasnser 292,5 TBq-mol-t;
ylenbHasi akTHBHOCTh — 41,8 TBq-g-L.
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MHOOPMALMOHHLIE JlAHHBIE

1. Asrop — aeneranus CCCP B Ilocrosmnofi KomHccuu mo COTpyARHHYe-
CTBY B 006JacTH HCOOJB30BAHHA aTOMHON SHEPrHH B MHDHLIX WENSX.

2. Tema — 10.300.04—78.

3. Crangapr CI3B yrBepxpen Ha 48-M 3acefianun IIKC.

4. Cpoxu Hauaja npuMeHenus crangapra COB:

Crpausi--anenn CIB

Cpok Havajra ODPBEMEHeHHS
crauflapra C3B B ROrosopHo-
NPaBOBLIX OTHOLIEHHAX
O YKOHOMHYECKOMY
H HaYYHO-TEXHEUECKOMY

Cpor nawajia npHMEHEHHA
crangapra C3B
B HapOAHOM XO3sdfiCTBe

COTPYRHHAYECTBY
HPB SluBapp 1984 r. fAuBapp 1984 r.
BHP Hions 1983 r. Hions 1984 r.
rip

Pecny6iuka Ky6a

MHP

ITHP

CPP SuBapn 1983 r.

CCCP SluBaps 1983 r. SluBaps 1984 r.
YCCP SluBape 1983 r. fAAnBapp 1984 r.

5. Cpox nepsoit nposepkd — 1989 r., nepHOZHUIHOCTb HPOBEpPKH — 5 Jer.
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