al . ; P .
@*ﬁ.‘?’i’f Ceeccer tyeee T ACLE S p

16 446~1%
gyw 7L

N

TOCYAAPCTBEHHBHA CTAHPBAPT
CoO3A CCP

KOMMNEMEHT CYXOW /19 PEAKLUUMU
- CBA3bIBAHUA KOMIMIEMEHTA

TEXHUYECKHME YCNOBHA

rOCT 16446-—78

Uspanne ogmumanbHoe

TOCYAAPCTBEHHbIM KOMMUTET CTAHOAPTOB
COBETA MMHUCTPOB CCCP

MocKBaA

o

s
s
—
o
=
g
©
=
.3
'S
o
o
T
©
[
o
[
>
E
s
~
o
I
s
=
s
<
o
I
©
[
o
X
©
m
©
X
m
>
-
©
T
-
=
o
T
©
=
0
o
[
N
)
<
<
©
—
'—
(@)
(@)
=



@v/
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BHECEH Munmncrepcrzom cenbckoro xossictBa CCCP
Ynen Konneruu A. . Tpetbsikos

NOATOTOBNEH K YTBEPYXAEHMIO Bcecolo3HbiM HayuHoO-MccnepoBa-
TEeNbCKMM MHCTUTYTOM cTaHgaptusaumun (BHUMUC]

Aunpextop A. B. Tnuyes

YTBEPYXAEH U BBEAAEH B AEUCTBUE MocraHoBneHnem locypapcTeeH-
HOro KomMreta craHpaptos CoBeta MuHuctpoe CCCP ot 9 maprar
1978 r. Ne 635
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TOCYAAPCTBEHHGB®N CTAHAAPT COK3A CCPp

KOMNAEMEHT CYXOR NSl PEAKLMM TOoCT
CBA3bLIBAHUSA [{OMIMIEMEHTA 1 6446 — 78

Texuuuecikue ycnosus

Lyophilizated compliment for the compliment fixation

test. Specification Baame

rocCr 16446—70

qlocraHoBnenrem TOCygapcTBEHHOTO KOMMTeTa craHgaptoe Cosera MunmncTpos CCCP
- @1 9 mapra 1978 r. Ne 635 cpox pevcTBuA ycTaHOBNEeH
R ¢ 01.01.1979 r.

Ao 01.01. 1984 r.

HecoBniogenne CTaHaapTa npecnegyercs No 3aKOHY

<

. Hacrosmuii crangapr pacinpocTpaHsieTcsi Ha CYXOH KOMILJIEMEHT,
mpeAcTaBAAOUIHA cO60H CHIBOPOTKY KPOBH MOPCKHX CBHMHOK, cTabu-
JIH3HPOBAHHYI0 CEPHOKHCIBIM MarHHeM ‘H BHICYIUEHHYIO METOAOM JIHO-
dbuansanuy. :

Cyxofi KoOMIIEeMeHT TpelHa3HaueH AJsi NPHMEHEHHS B KayecTse

KOMNOHEHTa peakUHH cBA3niBaHUA KommiaemeHta (PCK) B BerepuHa-
DHH.

1. TEXHUYECKME TPEBOBAHMS

1.1. Cyxoii kOMIITeMeHT AJA peaKUUH CBA3HBAHHSA KOMIIEMEHTA
 _ TOTOBSIT B COOTBETCTBHH C TPeGOBAaHHAMH HaCTOSLIEro CTaHAapTa no
{iTeXHOJMOrHYECKHM TpaBHJIaM, YTBEPXKIEHHHM B YCTaHOBJEHHOM IIO-
gpﬂm{e. : o
> 1.2. [lo ¢u3HKO-XUMHUYECKHM H OGHOJOTHUECKHM CBOHCTBAM CyXOf
OgommyeMerT ans PCK poskeH cOOTBeTCTBOBaTh TpeGOBAHHAM H HOp-
SMaM, YKa3saHHEIM B Tabu. 1.

¥1|m3auvm 1 METPOJSIOr K>

49. Monb3oBaTens: TOO "TOO

Hie OQMuMansHoOe Mepenevatka BOCNpeljeNa
©MWapnarenscteo crangapros, 1978

3axk. 453
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Ta6auua i
HauMeHoBaHue noxKasaredas XapaK‘repHcha H HODMa
Bpemnnit pug Iopucrast onmopoamas Macca 6esoro HAH po30-
BOro HBera, Ge3 MJeceHH H NMOCTOPOHHEH NphmecH
PacTRopumMocTb  Npenapa- Ilpu nobapaennn B amnyny (daaxon) buanomo-

Ta ¥ IPO3PAYHOCTL PACTBOPA | TMYECKOFO PacTBOPAa MAH AUCTHIIHDOBAHHON BOIbI
B o6beMe, yKasaHHOM Ha aMmnyde (¢Jaakoue), HoJ-
XKeH MOJHOCTBIO PacTBOPHTBCS B TeueHHe 2—3 MHH.
PactBop npospaunbifi, cJerka ONaJeCUUPYIOWHH,
XeJITOBATO-PO3VBOr0 UBETA

MaccoBasn AOJA  CEePHOKHC-

Jaoro Maruud, % 5,005
Bnaxuocrs, 9, ne Goaee 3,0
Besspeanoctsb He noneH BHI3BIBATH NeMOJH3a 3PUTPOLUTOB Ga-

pasa B OTCYTCTBHH reMOJHU3HWHA

AkTuBHOCTD  (THTP) B Te-
MOJIUTHUECKOU = CHCTeMe B
paseenennu 1 :20, He Huxe 0,31

2. MPABUAA NPUEMKMU

2.1. Cyxoit komnnemenT ni1s PCK npunumalor cepusamu. Ilox ce-
pueit ciaexyer NOHHMaTh OfpejeeHHOE KOJIHYECTBO Ipenapara, H3ro-
TOBJIEHHOE B Pe3yJbTaTe€ OJHOPA30BOrO (OJAHOBPEMEHHOTO) CMEIIHBa-
HHS B OZHOH €MKOCTH MCXOLHOTO Chipb$l, Pa3JIHTOE B TEYEHHE OXHOTO
pabouero nus mo ammy.taM (¢uakoHaM), 3aMOPOKEHHOE H BHICYIUEH-
HOe B OJHOM HJH HECKOJBbKHMX CYLIHJIBHEIX BaKyyM-annapaTtaXx OpH
OZIHOM H TOM e DexXHMe, NOoJy4YHBIIee CBOH HOMEpP H OQOpMJieHHOE
OJJHMM JOKYMEHTOM O KayecTme.

2.2. Kaxnas cepusi cyxoro komniaementa ansi PCK nomxna GbiTh
OpHAATA Ha NPeANpPHATHH-H3TOTOBHTENE TOCYALAPCTBEHHRIM KOHTpOJIE-
poM Bcecoio3Horo rocyZapcTBeHHOTO HayYHO-KOHTPOJBHOIO HHCTHTYTa
BeTEDHHapHBEIX- DOpenapaToB MHEHMCTepcTBA  ceIbCKOTO  XO3sHCTBa
CCCP.

2.3. [lns KOHTPOJSL KayecTBa CYXOro KOMIJIEMEHTAa OT KaXIo# ce-
puu ot6uparor 40 amuya (QaakoHoB),

2.4. TlpH TOJNyYeHWH HEYJAOBJETBODHTEJIBHHIX Ppe3YJbTaTOB XOTH
Obl 10 OXZHOMY H3 NOKa3aTesell mo HeMy NIPOBORAT IOBTODHBIE HCIHI-

TaHHd Ha VABOEHHOM KoJHYecTBe aMmysa (¢/iaKoHOB), 0TOOPaHHHEX
0

T TOH XKe CEepHHU CYXOro KOMNJeMeEHTa. .
PeayanaTm HOBTOPHBIX HCTIIBITaHHH pacupoCTpaHdalOT Ha BCIO Ce-

o
=
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2.5. KoHTpoab KayecTBa ONpejeNeHHON CepHH CYyXoro KOMIJIeMeH-
‘Ta N0 TPeGOBAHHIO MOTPeOHTeJ s IPOBOIHT TFOCYAAPCTBEHHBIH KOHTPO-
Jiep Ha NOpeANpHATHH-H3rOTOBHTeJNe HJIH BcecomsHHH rocypapcTsen-
HHA Hay4YHO-KOHTDOJ/IbHHIL HHCTHTYT BEeTEpHHapHBIX HpemnapaToB Mu-
‘HHCTEPCTBa ceNbcKoro xossiictea CCCP.

3. METOZbI MCNBbITAHWA

3.1. Meron or6opa nmpob

3.1.1. Amnyan (paakoHb) OTOHPAIOT U3 PA3HBIX MECT YIAKOBKH.
20 amnys ((JaKOHOB) HCHOMB3YIOT AJIS MCHHITamHi, a 20 ammya
(bnaxoHOB) xpaHAT B apXHBe IOCYZapCTBEHHOrO KOHTpOJEpa.

3.2, lns onpeneneHHst BHEIIHero BHAA4, HBeTa, OXHOPOAHOCTH, Ha-
JIHUUS MIH OTCYTCTBHSI MOCTOPOHHEH NPHMECH, IJIECEHW HJIM H3MeHe-
'HUSL KOHCHCTEHUHMH aMOynbi ((JakKoHBI) C¢ CYXUM KOMIJIEMEHTOM
‘BCTPAXHBAIOT U NMPOCMATPHUBAIOT.

3.3. Ins onpenesennss pacTBOPHMOCTH IIpenapaTa M IPO3PayHOCTH
‘pactsopa B aMnyay ((aakoH) ¢ CyXHM KOMIUIEMEHTOM IpPH TOMOIIH
TMHNETKH HJIH IONPHLA BJAHBAIOT (PH3HOJOTHUECKHH pacTBOp HJAH M-
CTHJITHDOBAHHYIO BOAY B KOJHMYECTBE, VKa3aHHOM Ha ammyJae (daa-
Kone). Ilocsie BeTpsixMBaHHSI Ipenapar HOJKEH IIOJHOCTBIO pacTBO-
‘PHTHCS B TeuyeHHe 2—3 MHH. [Ipo3payHOCTh pacTBopa ONPELENSIOT

‘BH3YyaJbHO B IIDOXOAALUEM CBeTe HPH HeprlIH‘IECKOM BCTPAXUBAHHH.

34. OnmpeneseHne MacCOBOH MOJH CEPHOKHCJAOTO
MarHu4 ‘

3.4.1. O6opydosanue u peaxrTusot

J71s1 npoBejleHHsT UCOEITAHHSA MPHMEHSIOT:

KoJAOH MepHbie BMecTHMocThio 100, 250 u 1000 ma no TOCT
1770—74;

KO8 IJIOCKOZOHHEIE BMecTHMOCTEI0 200 MJ, cTakaHH .naﬁoparop-
able mo F'OCT 10394—72;

Boay aucrdaanupoBaHnyio no I'OCT 6709—72;

-aMMHayHbIl 6ydepHBIH pacTBop; -

s Tpuion B, 0,1 H. pacTBop;

s XPOMOBbIe MHJMKATOPEL: KHC/IOTHEIA XPOM TEMHO-CHHHA HJIH Xpo-
‘§OBHI YepHLI CreUMaNbHbI;

% ¢ukcanan MgSO,-7H,0—0,01 r-sxs niu MgSO,-7H,0 no I'OCT
£523—77, x. 4., u. 1. a.

S 3.4.2. IlodeoT08Ka K uUCnbITARUID

= 3.4.2.1. Ipurorosienne aMMHauHoro GygepHoro pacrsopa.

= DBepyr 2 r xjopHCTOrO aMMOHHA H PacTBOPHIOT B AUCTHJJIHDOBAH-
40k Boge, moGasasior 10 ma 25%-Horo BOXHOTO pacTBOpa aMMHaKa

0BOJSAT 06'beM JHCTHIIHPOBaHHOH BoJoH a0 100 M.
3.4.2.2. IlpuroroB/eHkle pPacTBOPOB XPOMOBHIX HHAMKATOPOB.
0,5 r HHAMKaTopa pactBopsiloT B 20 MJ aMMHauyHoro GycdepHoro

=

*
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pactBopa H HOBOAAT A0 100 MJ 3THJIOBHIM CIHPTOM.

3.4.2.3. IlpurotoBnenue 0,1 H. pacTBOpa TpUIOHA B.

Bepyr HaBecky 18,6 r TpunoHa B, pacTBOpAIOT B RUCTHJIHPOBaH=
HOIl BOJle, A0BOAAT 0O6beM A0 1 J, mepeMelHBaT U (HIABTPYIOT, €CAH
pacTBOp MOJYUIHJICS MYTHBIM.

3.4.2.4. YcraHoBka THTpa TpHJIOHA bB.

Torosar 0,01 H. pacTBOp COJIH MarHHs: pacTBODSAIOT COLEPKHMOE
dukcanana MgSO,-7H,0 unu naBecky 1,2325 r MgSO,;-7TH.O B 1 &
JUCTHIJMPOBAaHHOH BOAH. B Koa6y BMectHMmocTbio 200 Ma BHOCAT
100 m1 0,01 H. pacTBOpa COJH MarHus, 5 Ma aMMHauHoro OydepHoro:
pactBopa, 5—7 Kaleab HHAHKAaTOpa, CMeCb MEJJIEHHO THTDYIOT NpW
HHTCHCHBHOM nepemewnBanuu 0,1 H. pactBopoM TpujoHa b 10 oryers
JIUBOrO H3MEHEHHs L[BeTa pacTBopa.

[MonpaBounmii Ko3¢duuueHT K THTPY TpHioHa B (Kyp) BHuUHCIA~
10T 1o dopMmyJe

10- K
Kp=—"",
rie v — xoanuecrBo 0,1 H. pacTBopa TpuaoHa B, u3pacxozoBaHHOE
Ha tutpoBanue 100 mu 0,01 H. pacrBopa MgSOy, Mi;
Kymg — nonpaBounsiil Koa¢p¢duunent x Trpy 0,01 1. pactsopa MgSOs.

3.4.3. Ilposederue ucnuiTanus

Cyxofi KOMILIEMEHT H3 NATH aMmyJ PacTBOPSIOT B AHCTH/IHDOBaH«~
HOIl BOJle, IePEHOCAT B MepHYI0 K06y BMecTHMOCThio 250 Ma H 10BO+
AT 06beM Ho MeTkH. 3areM Gepyr 50 Mu pacrBopa, npHOaBJAALT K
HeMy 5 Ma amMuauHoro GydepHoro pacrsopa, 5—b6 kameab pacTBopa
XPOMOBOrO MHAMKATOpPa H THTPYIOT IIPH 3HEPrHYHOM INepeMelIHBaHHW
0,1 u. pacrBopom TpusioHa B N0 M3MeHeHHS LBETa pacTBopa.

3.4.4. O6paborka pesyrvTaros

MaccoByio joai0 cynbdara MarHusa B npenapate (X) BHUHCAAIOT
no Qopmyae:
vy-K4p-0,01232 100

2 ’
e v, — koanyectso 0,1 H. pacrBopa TpHiaoHa b, uspacxonoBaHHOE
Ha THTpOBaHHe NpOOH, MJ;
K.p — nonpaBounuii xoadduunent K turpy 0,1 H. pacTBopa TpH=
. JoHa bB;
01232 — konuuecrBo MgSO,-7H,0, coorserctByiomee 1 Ma 0,1 B
pacrtBopa TpHJoOHa B, r;
2 — KOJHYECTBO KOMIJIEMeHTa B aMiyJe, MJ.
35. OnpeneseHHne BJAaXHOCTH
3.5.1. Annaparypa, matepuanrst u peaxTussL
Ilnst npoBefieHUs HCIHTAHHSA NIPUMEHSIOT:
BeCH aHAJHTHYECKHE;

X =

@ »

Il
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wkad cywnabHei nabopatopuslil Ha 105°C;

CTAKAHYMKH Jl/ifl B3BEIIMBAHHA C MPHUTEPTHIMH KpPHIIKaMH (GIOKCH)
no 'OCT 7148—70 npuamerpom 2,5 cM, BbICOTOH 3,5 cM;

skcukarop no I'OCT 6371—73.

3.5.2. ITposedenue ucnoiranus

B BhicylIeHHYIO N0 MOCTOSIHHON Macchl OIOKCY NOMEWAoT colep-
JKHEMOE OIHOY aMNyJbl CYXOro KOMIJIeMeHTa (BCKDhITHE aMIys H 1e-
peHoc BellecTBa B OIOKCY IPOM3BOAAT OHICTPO B CBA3H ¢ 60JBUION
FHIPOCKONHYHOCTBIO MaTrepHana). BIOKCY ¢ HaBecKo# B3BEUIMBAIOT C
norpemiHoctsio He Gosee 0,0002 r. IIpoby BEICYIIHBAKOT B CYILIHJIBHOM
wxacdy npu 100°C B teuenne 1 u. 3ateM G10KCY OXJTaXKAAIOT B IKCH-
Katope B Tedenune 30 MHH U CHOBA B3BELIHBAIOT.

3.5.3. O6paborka pe3ayasTaros

Bnaxuocrs (X)) B npoleHTax BHUYUCISIOT MO Gopmysie

X, = (M=) 100

’
m

Txe m — neppoHauaNpHAf Macca HABECKH CYXOro KOMIIeMeHTa X0

BHICYUIHBAHHSA, T;
m; — Macca HaBeCKH [10CJ€e BHICYUIHBAHMUSA, T.
3a OKOHYATeJbHBIH pe3y/abTaT NMPHHHUMAIOT CPefHee apHdMeTHuec-
KOe pPe3yJNbTaTOB TpPeX NapajyIeNbHBIX onpenenenui. Jlomyckaemne
PACXOXKJCHHA MeXKLy DPe3y/lbTaTaMH NapajjebHBIX ONpeleNeHHH He
AONKHEH npesuimath 0,5%.

36. Onpenenenne aKTHBHOCTH (THTpa) B 6e3Bpea-
HOCTH

AKTHBHOCTP CyXOro KOMINIEMEHTa ONPEJEJSIOT M0 MNOJHOMY
(100%-HoMy) reMOJIH3y SPHUTPOIUTOB B TEMOJHUTHYECKOH CHCTEME.

TaTpoM KOMIJIeMeHTa Ha3HBAalOT HAHMEHBIUIEE ero KOJHUECTBO
(nanboJbillee pa3BefieHHe), NPH KOTOpDOM B TeueHHe 10 Mun mnpu
37—38°C nacrynaer noauslii remonns 0,5 ma 2,5%-Ho#t B3BECH 3pH-
Tpouutos 6apaHa B npHcyTcTBHH 0,5 MJ reMOJMTHYECKOH CHIBOPOTKH,
B3aTofl B yaBoennoM turpe mno I'OCT 16445—78, B obmeMm o6beme
KHIKOCTH 2,5 M.

BesBpennocTs KOMIIEMEHTA XapaKTePH3yeTCs NOJHHIM OTCYTCTBH-
€M TeMOJH32 SDHTPOLHTOB 6apaHa B npobHpKe 0e3 reMOJHTHYECKOH
CHIBODOTKH.

3.6.1. O6opydosanue u peaxrugst

Jis npoBeleHHS HCNBITAHHA MPUMEHSIOT:

ueHTpHoyTY;

6aHI0O BOASHYIO;

INTATUBH MJs Npo6UPOK;

npobupku crekngHune no FOCT 10515—75;

draKkoHE BMeCcTHMOCTbIO 250 Myt
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KOJOB CTeKNsiHHbie  BMecTuMocTbio 50, 100 ma mo [OCT
1770—74;

Oychl CTEK/IAHHBIE HJIH MeTaJlJIHYeCcKHe;

BOPOHKH CTeKJSHHBIE;

HIJIBL L7151 B3ATHS KPOBH;

NHIeTKH MepHule BMecTuMocthio 1, 2,5 u 10 Mmn mo TOCT
20292—74;

¢dusHosmornueckui pacteop XJjopucroro Harpus pH 6,8--7,2;

MapJio.

3.6.2. Ilode0T08KA K UCHBITAHUID

3.6.2.1. ITpuroroBaenne 2,5%-Hoi B3BecH 3pHTpouUHUTOB GapaHa.

KpoBb y 6apana 6epyT yTpoMm, A0 KODMJIEHHS, H3 SIDEMHOH BEHHI,
BO (JIaKOH CO CTEKJSHHBIMH MJH MeTalauuecKUMH OycaMu HaH 6e3
Hux. BerpaxuBaior 7—10 MuH, 3aTeM QHJABTPYIOT uepe3 MapJio, 3pH-
TPOUHTHl 3—5 pa3 OTMHIBAIOT (HDH3HOJOTHYECKHM pacTBOPOM INyTeM
ueHTpudyrupoanna npu 2500 o6/MHH [n0 HoJHOTO O6eclBeUHBAHUA
HPOMBIBHOH HAKocTH. M3 ocajgka sputpouutoB rorosar 2,5%-Hyio
B3BeCh Ha (hPH3HOJOTHUYECKOM PacTBOPeE.

3.6.3. Ilposedenue ucnvirarus

Komniement B pasBemenuu 1:20 Ha ¢u3HOTOrHUeCcKOM pacTBope
pa3auBaioT B pAA NPoGHPOK mo3amu, HauuHas c 0,1 o 0,4 MJ, ysean-
uyHBaf N03y B Kaxuo# caenywoumefi npo6upke Ha 0,03 ma (0,10; 0,13;
0,16 Ma u 1. A. Taba. 2). 3areM B nIpoGHPKH AOJHBAIOT (HU3HOJOrHYE-
ckuit pacteop g0 0,5 ma obuero o6vema xuakoctu (0,40; 0,37;
0,34 ma u 1. 1.). [Tocne 3Toro B KaxAyio NpoGHPKY BHOCAT HO 1 M
¢usnosorayeckoro pacreopa, no 0,5 ma 2,5%-Hofl B3BeCcH 3pHUTPOLH-
ToB Gapana W no 0,5 M reMosH3MHa B yJBOoeHHOM THTpe. OnHOBpe-
_MEHHO B IUTATHB YCTaHaBJMBAIOT TPH TPOOHPKH M KOHTPOJS.
tB nepsyio npo6upKy KoHTposs BHocAT 0,4 MJ KOMILJIEeMEHTa B pa3Bejie-
amm 1:20, 0,5 ma 2,5%-Hoit B3secH spuTpouuToB GapaHa H 1,6 Ma
S{pM3HONOrMUECKOrO pacTBOpa; BO BTOpYlo mpobupky BHocAT 0,5 Mi
,5% -HOH B3BeCH 3pUTPOUHUTOB GapaHa, 0,5 MJ reMoJH3HHA B YABOEH-

oM THTpe M 1,5 M (U3HONOTHYECKOr0 PacTBOpa; B TPeThiO NPOGHP-
Fk®e— 0,5 M1 2,5%-Hoit B3BecH spurpounToB GapaHa u 2,0 Ma (u3sMo-
&@mqecxoro pactBopa (ta6a. 2). Ileppag npoGupKa CHYXKHT AIA
KGHTpOJSI Ge3BPENIHOCTH KOMIUIEMeHTa 6e3 reMoJM3HHa, BTOpas — A4
SKGRTPOJIA reMOJM3NHA H TPEeThsl — YCTAHABIHBACT HAJIHYHE PE3HCTEHT-
fHECTH 3DUTPOLHTOB GapaHa.
< llltTatus ¢ npo6upKaMi BCTPAXHBAIOT H IOMEIIAIOT B BOAAHYIO
%{}o npu 37—38°C Ha 10 mun.
r§3.6.4. O6paborra pesyrvTaros
2]llratuB ¢ npoGHPKAMH H3BJEKalOT M3 GaHW H TPOBOAAT YUeT
EAKUMi B NpoxoAsueM cBere. KOMIJIEMEHT CYHTAIOT AKTHBHHIM IpH
wrpe He Huxke 0,31 H Ge3BpeJHHIM NMPH OTCYTCTBHH FeMOJH3a 3PHTPO-
HTOB B INepBOf NPOOHPKE KOHTPOJS.

;@3:49. I'Io&soe
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<E., 8 OCT 16446—78

4. YIAKOBKA, MAPKMPOBKA, TPAHCITOPTUPOBAHME M XPAHEHME

4.1. KomnyeMeHT (acyloT N0 2 MJ B XOPOUIO NMPOMBITHIE CTEDHIIbe
Hee aMiyasl BLIDK HIH HHCYJIMHOBLie H NEHUIHJJIHHOBHE (DJAKOHH H
MoABepraloT JHOGHIH3ANMH. AMIyJb 3alaHBalOT NOJ BaKyyMoM, a
(JIAKOHBI 3aMOJHSIOT a30TOM HJIM CyXHM BO3JYXOM, 3aKpHIBAlOT NpOG-
KaMH M 3aKaTbiBAIOT aJIOMHHHEBHIMH KOJMauyKaMH.

42, Ha amnyny (¢1akoH) HaKJIEHBAIOT 3THKETKY HJIM HecMHIBae-
MO#1 KPaCKOH IO CTeKJy HaHOCHAT:

HaHMeHOBaHHe GHOIpenapara;

KOJIHYECTBO €ro B MHUJJIMJIHTPAX;

HOMEp CepHH.

4.3. AMnyas ((aakoHH) ¢ cyXuM KoMmjemenToM no 10—20 wr.
yaKOBLIBAIOT B KapTOHHHIE KOPOOKHM C DPasfe/HTENbHLIMH MEPeropoa-
kaMH. Ha KaXayno KOpoGKY HaKJIeHBAIOT MJH HAHOCAT ITHKETKY, Ha
KOTOpOH yKa3HBalOT:

HaNMeHOBaHHE H TOBApHHIH 3HAK NpPEANDHUATHS-H3TOTOBHTEJS,

HaUMeHOBaHHe mpenapara;

HOMEp CepHH;

HOMEpP TOCKOHTPOJIS;

JaTy H3TOTOBJIEHHS;

THTP B F€MOJIHTHUECKOH CHCTEME;

KOJIHYecTBO aMmyJa ((h/1akoHOB) B KOPOOKe;

KOJIMYeCTBO A03 B aMuyJe N0 THTPY;

KOJIHYECTBO (PH3HOJIOTHIECKOTO pAacTBOpPa, KOTOpPOe HEOGXOLAHMO
BBeCTH B aMnyqay ((JakoH) AJa NpeBpalleHHsl CYXOro KOMIJIEMEHTa
B COCTOSIHHE «HATHBHOH CBHIBODOTKHY; : '
CPOK FOJHOCTH;

YCIOBHS XPaHeHHS;

(haMHaHH ¥ HOMep OpaKOBIIMKA H YKJIaJUHKa;

o6osHaueHHe HACTOsIIero craHiapra.

4.4. Kopobku ¢ ammysnamu (¢prakoHaMH) CyXOro KOMIIEMEHTa
AKOBHIBAIOT B JepeBsiHHHE, (aHepHEe MM MOJHCTHPOJIOBHIE FIIHKH
accoii 6pyTTo He Gostee 15 Kr. BHyTph KaXIoro fllHKa BKJIaABBAIOT
HTPOJIbHBIH JIHCT C yKa3aHHEM:

HaNMeHOBaHHA Npenapara,

¥osuyecTBa KOPOGOK B SILHKE;

gioMepa cepHH;

JaTh YIaKOBKH;

aMHJIHH HJIH HOMepa YNaKOBIIHKA.

%4.5. Kaxayl TpPaHCHOPTHYI0 €NHHHIY MapKHPYIOT IO roct
192—77 c yKasaHHeM CJCAYIOUIHX JOMOJHHTEJBHBIX NaHHHX:
J1auMenoBaHHs NPEANPHATHS-NOCTABIIHKA H €ro aipeca;
FaMMeHOBAHHS OPraHH3alMH-NOTPeCHTENs H ero ajpeca;
flanMeHoBaHHs 6Hompenaparta;

FOJIHUeCTBA Tpenapara B sUIHKE;

NgVET"
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Macch OpyTTO;

HOMepa CepHH;

JaTH H3TOTOBJIEHHS;

CpOKa TOXHOCTH;

YyCOBHH XpaHeHHS,;

0603HaueHHs HACTOSLIEro CTaHAAapTa.

4.6. Cyx0oii KOMILIEMEHT TPaHCIOPTHPYIOT BCEMH BHAAaMH TpaHC~

mopTta npu temnepatype 2—15°C.

JonmyckaeTcsi TPaHCIOPTHPOBAaTb NpemapaT TpH GoJjee BHICOKOR
TeMnepatype, Ho He Bhime 20°C, mpu 3TOM CPOK TPaHCHOPTHPOBaHHs
JouXeH OuiTh He Gosee 10 cyr. .

4.7. Cyxoil KOMILJIEMEHT XPaHAT B YHCTOM, CYyXOM H TE€MHOM IO-
Menlenun npH Temmepatype 2—15°C.

4.8. Cpox TORHOCTH CYXOTO KOMIJIEMeHTa — 2 roja cO IHf H3ro-
toprenud. [lo #cTeyeHHM YKa3aHHOMO CPOKA IOJAHOCTh IMpenapaTa
yCTaHaBJHBAIOT [0 COOTBETCTBHIO IOKa3aTessi THTPa KOMIUIEMEHTa B
FeMOJHMTHUECKOH CHCTeMe TpeGOBaHMAM HacTosillero crauapra. Turp
ompenensercs morpebureseM mepel NOCTAHOBKOH peaKUHH CBA3BHIBa-
#HHS KOMIJeMEeHTa.
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Tpynna P31

Mamenenne M 1 TOCT 16446—78 KomnuaemeHT cyxodi Ais peaknus  CBASHBaHHS |
xomniementa. Texnuueckue ycnoBus

HNMocranosnennem FocyrapcrBenHoro xkomurera CCCP no crasmpapram  or 15.12.86
Ne 3831 cpok BBeleHHS YCTaHOBJEH
c 01.05.87

[To BceMy TeKcTy CTaHAapTa 3aMEHHTh eJMHHHY: MJ Ha cM3,

Ilyukr 3.1.1. 3aMeHHTbL CAOBO: «YNAKOBKH» Ha <«YyNaKOBOYHHIX eJHHHIY.

IMyukt 3.4,1. 3amMennts ccuaky: [OCT 1039472 na TOCT 25336—82.

IMynkr 3.6.2.1. 3aMenuTh caoBa: «nyTeM UeHTpudyrupoBanus npu 2500 o6/MHH»
Ha <nyTeM UeHTPHOYrupoBaHHA C 4acTOTOH BpalleHust 2500 mun-! no 10 MuH».

Pasnen 3 nxomomHuTh NyHKTOM — 3.6.22: «3.6.2.2, ITpuzorossenue zemorurusec-
Kod cucremol :

TotoBAT pacTBOp reMoAH3HHA, B3ATOTO B YABOGHHOM THTPe (mpm Turpe 1:1000
roToBAT pa3Beaenue 1:500, maa gero Gepyr 0,1 cm® reMosiusuba H passoaar B, 49,9
<M3 (DH3HONOrHUECKOTO PAcTBOPa, H T. A.) H CMEIUHBAIOT C PaBHHM  KOJHIECTBOM
B3BeCH 3DHTPOUHTOB NyTeM MENTEHHOr0 BAHBAHHA €r0 BO B3BeCh 3PUTPOLHTOB HpH
TIOCTOAHHOM €e NepeMerinBaHHH. I'eMOJHTHYECKYI0 CHCTEMY BHAEPIKHBAIOT B BOASHON
Gane npn Temneparype 37—38 °C B revenue 30 MEH. '

Jast pcmoNb30BaHHA B KOHTPOJZE  OCTABAAIOT B OTAGABHHX  NPOSHPKAxX 1O
3—5 com® p3Bech 3PHTPOLHTOB M PACTBOPA NEMOJHIHHAY.

(ITpodoascenue cm. c. 394)
393



(e

(11pO0OAICEHUE UBMEHEHUR K 1 ULI 10490—1(0
Ta6nunga 2

Jo3n KOMAOHEHTOB, CM%, IR NPOGHPOK HOMEPOB

Ko HEHThl KoHTpoabHble
mme 1 2 3 4 5 6 7 8 9 0] 11 npoGHpKH
NERER
1. Komnae-
MEHT B pasBele-
Hun 1:20 0,10]0,13/0,16[0,19(0,22/0,25/0,28/0,31/0,34/0,37/0,40/0,50{ — | —

2. QU3HONOTH-
yeckuit pactsop |0,4010,37(0,34/0,31/0,28/0,25 0,22|0,19{0,16(0,13[0,10} — | — | —

3. TemosnTH- ‘
yeckas cuctema |1,00(1,00{1,00{1,00|1,00{1,00|1,00]1,00]1,00{1,00/1,00] — | — | —

4. B3apech

SPHTPOLHTOB —_ =] ===}t =1=i=1-=1—-1 — [0,50}0,50[0,50 .
5. PactBop re-

MOJIH3HHA -] ==-1-t=-l-=-1—-1—-1=]—|— 10,50] —

6. dusuoors- ]
veckuit pacrsop |1,00{1,00]1,00(1,00{1,00{1,00]{1,00]1,00{1,001,00{1,00i1,50(t ,50}2,00

(Hpodorsenue cm. c. 395)
394
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(I1podoaxernue uamenenuns x FOCT [6446—78)

t Tlynkr 3.6.3. B Tab/muny 2 H3JI0XKATL B HOBOH pefakunu: (cM. ¢. 394): «3.6.3. Kom-
TAeMeHT B pa3BefileHHH 1:20 Ha (H3HOJOTHUECKOM PacTBOpe Pa3JMBalOT B PAA npo-
6upox B po3ax c¢ 0,1 cm3 jgo 0,4 cM8, yBenrHuwBas 03y B KakAOH Clefyioliel po-
Oupke Ha 10,03 om® (0,10; 0,13; 0,16 oM® 4 T. A. B COOTBETCTBHHE ¢ Tabn. 2). 3arem
B NpoOupKH AOAHBAIOT (usHoJOruyeckui pactsop no 0,5 cm® ofuwiero o6bema Kui-
xocrd (coorsercrsenHo 0,40; 037; 0,34 cM® u 1. &.). [Tocne aroro B KaxAyw npo-
6upky BHOCST no 1 cM® (DH3BOJOrHYECKOrO pacTBopa M no 1 cM3 reMoauTHYecKoh
cucteMbl, OAHOBPEMEHHO B IITATHB YCTAHABJAHMBAIOT TPH NpobupKu Kowtpoas. B
nepeyic NPoGHPKY KOHTPOAR BHocAT 0,5 cM®  kommyeMeHTa B passefenun 1:20,
0,5 cm® B3Becu 3pHTpOUHMTOB H 1,5 cM?® bu3HO/OrHUecKoro  pacTBOpa; BO BTOPYIO

(IIpodoasxcenue cm. c. 396)
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(Hpoﬁo/mcenué usmenenus x I'OCT 16446—78)

npo6upxy BHocAT 0,5 cM® B3BecH 3pHTpouuToB, 0,5 cM® pacTBOpa  reMOJH3HHA H
1,5 cM® ¢H3HOJIOTHYECKOTO pacTBOPa; B TpeTbio mpobupky — (.5 cMm3 B3BecH 3pHTPO
OHTOB H 2 cM® ¢usnoJiornyecKkoro pactsopa (ra6a. 2). IlepBas mpoGupka ABASETC
KOHTpoJieM O0e3BPENHOCTH KOMIJIEMEHTa, BTopas NpobHpKa — KoHTpoJeM Oe3Bpel-
HOCTH FeMOJIH3HHA, TPeTbs — PE3HCTEHTHOCTH SPHTPOLHUTOB.
. HlraruB ¢ npo6HPKaMH BCTPSXHBAOT H NOMEWAIOT B BOASHYIO 6aHIO NMPH TeM-
neparype 37—38 °C Ha 10 Mun». ’
Pasnen 4. HaumenoBaHHe. 3aMeHHTb CJIOBO: «YIaKOBKa® Ha «YNaKoBHBaHHE»
Ilyukr 4.4. [Iatwi a63aun. 3aMeHHTb CJIOBO: «YMAaKOBKH» Ha <«YHNaKOBbIBAHHA®

(MYC Ne 3 1987 r.)
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HUamenenne N 2 F'OCT 16446—78 KomnaemeHT cyxofi fJs peakuuu cBS3bIBAHAS
KoMnaemMeHTa. TeXHHYECKHE YCAOBHS

YrBepxneno u BBepeHo B Aeficteue IlocranHosaennem TocylapcTBEHHOrO KOMMTETa
CCCP 1o craupapram ot 06.07.88 Ne 2629 .
. Jdara BeegeHus 01.01.89

ITo BceMy TeKCTy CTaHZAPTa 3aMEHHTh EAMHHIY H Ca0Ba: MJ Ha oM®, J Ha AMS,
«0,1 H. pacrsop Tpunoda B» ua 0,1 Monn/am® (0,1 H.), «0,1 H. pactBopa MgSO,» ua
«0,005 mosb/mm? (0,01 1.).

(I1podoenue cu. c. 344)
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(ITpodonscenue usmenenun & I OCT 16446—78)

[Myuxr 2.5. 3amendrts ca0Ba: «MHHHCTEpCTBO cebckoro Xossiictsa CCCP» Ha
«Tocarponpom’ CCCPs».
[yukre 3.4.2.4 (rperudt a6san), 3.4.4, 4.2 (rperuft a63au). 3aMeHHTb CJAOBO:
«KOJIMYECTBO> Ha «OGLEMY, .
o5 3HyHSKT 3.5.1. 3amenuts ccoiku: I'OCT 7148—70 u T'OCT 6371—73 na I'OCT
336—82.
Tlyukr 3.6.1. 3amenurs ccuaky: TOCT 10515—75 na TOCT 25336—82.

(MYC Ne 11 1988 r.)
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