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Specifications

Hara seenenns 01.01.79

Hacrosumit cTaHZapT pacnpocTpaHsIeTcsl Ha TEMOJIMTIYECKYIO CHIBOPOTKY (FeMOJU3UH), TPeACTaB-
JIIOILYIO COO0M KOHCEPBHPOBAHHYIO IMHIEPHHOM CBIBOPOTKY KPOBH KpPOJIMK2, MMMYHW3HPOBAHHOTO
spuTpouuTamMu 6apaHa.

T'eMonUTHYECKAs] CHIBOPOTKA NpeqHA3HAYeHa JUIS MPUMEHeHUS! B KAYeCTBE KOMIIOHEHTa peakLdH
cea3piBaHust KoMivieMeHTa (PCK) B BerepuHapuu.

1. TEXHUYECKHME TPEBOBAHHUSA

1.1. TeMonuTHYECKYIO CHIBOPOTKY (reMOJIH3UH) T'OTOBAT B COOTBETCTBMH C TPEGOBAHUSMHU HACTOSI-
LIEero CTAHZApTA [10 TEXHOJOTMYECKUM IPABWIAM, YTBEPXKACHHBIM B YCTAHOBJICHHOM IOPSIKE.
1.2. Ilo ¢u3uKO-XUMHUYECKUM U OMOJOTHYECKHM CBONCTBAM IeMOIHUTHYECKAS CBHIBOPOTKa HOJMXKHA
COOTBETCTBOBATh TpeOOBAHMSIM M HOpMaM, YKa3aHHBIM B Ta0. 1.
Tabawnua 1

HaumeHoBaH¥e noKasateJist XapakTepucTuxa 1 HopMa

Buenrnuit Busg IIpo3paynas, ciierka onajecLMpyIomas XHIKOCTb XeITOBaTo-po30BO-
ro LBeTa, 6Ge3 IJIECEHM, XJIOMbEB, OCafka M TIOCTOPOHHEH INPUMECH.
Homnyckaetca o6pa3oBaHye Ha NOBEPXHOCTH CHIBOPOTKM NPHCTEHOYHOIO
Gesioro KoJblia

Maccosas jgons riMuepuHa, % 505

CrepwIbHOCTD IToceBhl Ha NUTaTENBHEIE CPelbl HE NO/DKHBE aBaTh pocTa 6akTepHanb-
HOM MUKPOGJIOpPH ¥ TPHGOB B TeYEHHNE NECATUCYTOUHOTO BhIACPXMBAHMS
B TepMOCTarTe NnpH Temnepatype 37—38 °C

BesBpenHocTtb He noyokHa BHISBIBaTh reMOJIM3a 3pUTpOUUTOB GapaHa
AKTHBHOCTD (THTpP), HE HHXe 1:1000

2. TTIPABWIA TPHEMKH

2.1. T'eMOJHTHYECKYIO CHIBOPOTKY NPUHMMAIOT cepusiMi. [lox cepreit reMOMUTHIECKON CHIBOPOTKH
cleyeT TIOHAMATH OIIPee/ICHHOE KOJHYECTBO INpenapaTa, M3rOTOBJIEHHOE B IPOLIECCE OXHOPA3OBOrO
(OXHOBPEMEHHOI0) CMEIIMBAHUS B ONHOI €MKOCTH MCXOXHOIO CBhIphSi ¥ CHENHAIbHONA 00paboTKM ero B
ORHMX IPOM3BOICTBEHHELIX YCHAOBUSIX, PacOBAHHOE B TEYEHUE OHNHOro pabodero AHsi, MOJy4YMBIUEE CBOM
HoMep U 0QOPMIICHHOE OTHUM JOKYMEHTOM O KayecTBe.

2.2. Kaxnas cepusi reMOJMTHYECKON CBIBOPOTKH JOJCKHA OBITh MPUHATA HA NPeNPUATHH-U3IOTO-
BUTEJIC TOCYNAPCTBEHHBIM KOHTPOJIEpOoM Bcecolo3HOro rocynapCcTBEHHOTO HaAyIHO-KOHTPOJIBHOIO MHCTU-
TYTa BeTepuHapHBIX Nnpenaparos I'ocarponpoma.

(A3menennas pepaguuda, Mam. Ne 1).

WN3nanne opunuamtoe IepeneuaTra Bocnpemena
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2.3. JIns KOHTpOAS KayecTBa I'eMOJUTHYECKOM CHBIBOPOTKHM OT KaXHoil cepuu ordoupaor 20
aMITyII.

2.4. Tlpn nogygyeHHH HEYHOBIETBOPHTENLHBIX PE3YJIBTATOB XOTsI OBl II0 OXHOMY M3 IOKasarenel 1o
HEMY IPOBOJSAT IIOBTOPHBIE MCIILITAHUS HAa YIBOEHHOM KOJHWYECTBE aMITy/l, OTOOpaHHEIX OT TOI XK€ CepUH
reMOJIMTUYECKOM ChIBOPOTKH.

Pe3ynbTaThl NOBTOPHBIX MCIIBITAHMI PACIIPOCTPAHSIIOT Ha BCIO CEPUIO.

2.5. KoHTpoJib Ka4yecTBa ONpeaeICeHHON Cepuy reMOJIMTHYECKO CHIBOPOTKH I10 TPEOOBAHUIO ITOTPe-
OUTEJIST TPOBOMUT TOCY/IAPCTBEHHBIN KOHTPOJIEP HA IIPeNNIPHUATHI-U3rOTOBUTENE WIH BCcecoro3HbIi rocy-
JAPCTBEHHBIN HAYYHO-KOHTPOJIBHBIA MHCTHTYT BETEpHHAPHBIX HpenaparoB ['ocarponpoMa.

(A3menennan pepakumsa, Ham. Ne 1).

3. METOIbI UCITHITAHUM

3.1. Meton otGopa npob

3.1.1. AMrrynel OTOMpAlOT M3 pa3HbIX MECT YITaKOBOYHBIX eguHMIL. 10 aMmyn wcnons3yioT mis
aHaM3a, a 10 OCTaB/ISAIOT B apXKMBE TOCYJApCTBEHHOTO KOHTPOJEpa.

(Mamenennas penagums, Hsm. Ne 1).

3.2. Jlng onpemesieHMs BHEIIHEro BUAA, HAJWYWSA JUIM OTCYTCTBUS ITOCTOPOHHEH NpUMecH, IUIeceHH!,
XJIOTIBEB U OCAJKa AMITYJIEL C FeMOJIMTMYECKOM CEIBOPOTKOU BCTPSIXMBAIOT U IIPOCMATPHBAIOT B MIPOXONSIIIEM
CBeTe.

33. OnpeneteHUde MACCOBOM NONM TIHMUEpPHHA

MaccoByio AOMIO TAMILEPHHA B TeMOJMTHYECKOH CBHIBOPOTKE B IIPOLIEHTAX YCTAHABIMBAIOT MO
IUIOTHOCTU CHIBOPOTKM, COOTBETCTBYIOLIEI OIpeNeIeHHOM MUIOTHOCTH pacTBOpa IIMIIEPHUHA.

3.3.1. Annapamypa, mamepuane u peaxmueni

Uit mpoBeAeHUST UCITBITAHUSI IPUMEHSIOT!

MIMKHOMETp BMecTHMOocThIo 1—2 cm? mo TOCT 22524;

6aHIO BOASIHYIO HUIM TEPMOCTAT;

TEPMOMETP TEXHUYECKUHN CTSKISHHBIN PTYTHBIM co mkanoif oT 0 mo 100 °C mo I'OCT 28498;

BeChI JTaGopaTOpHbIE aHATUTHIECKHE C PA3HOBECOM;

akcukarop o TOCT 25336;

MMUITETKH I oT6opa xuakocty mo 'OCT 29227;

Boxy muctTwuidpoBanHyio o FOCT 6709, kunsueHyio WIH OUAUCTWUIAPOBAHHYIO.

(M3menennas pexaxums, WM. Ne 1).

3.3.2. Ilodzomoexa K ucnwimaruio

HHKHOMeTp TIHIATCJIbHO OYHMIUAIOT XpOMOBOﬁ CMECBHIO, MPOMBIBAIOT BO}IOﬁ, OITOJIAaCKHUBAIOT CITUP-
TOM, 3aTeM 3(DHPOM, BHICYIIMBAIOT MPOAYBAHHEM BO3[yXa WIH B CYLUHJIBHOM INKady ¥ OXJIaXnaioT B
9KCHKATOPE.

3.3.3. Ilposedenue ucnsimanus

TTnkHOMETp B3BELINBAIOT HA AHAJIMTHYECKHMX Becax ¢ rorpeliHocThio He 6osee 0,0002 r. Hamosustior
ero JHCTHUTMPOBAaHHOM BOJOI K0 METKH, BbUIEPXWBAIOT HA BOIsHONM GaHe win B TepMocTare npu 20 °C
B TeueHHe 20—30 MHH ¥ BHOBb KOPPEKTHPYIOT 3aITOJIHEHHE BOLOMU 10 METKH. 3aTeM ITMKHOMETP OGTHPAIOT
M B3BEILMBAIOT Ha AHAIMTHYECKHX Becax. OCBOGOXNAIOT MMKHOMETP OT BOIEI, CYIIAT, KaK YKa3aHO Bbllile,
M 3aMOJIHAIOT HCMIBITYEMOi reMOJIMTHYECKO CHIBOpOTKOiL. JlajibHeIune orepayy MPOBOASIT TaK Xe, Kak
TNpY ONpeNeIeHMH MAacChi BOIBL.

3.3.4. Ob6pabomka pesyabmamos

TII0oTHOCTh TeMOJMTHYECKOH CcBhIBOpOTKM (d), comepXalleli IMUEpHH, B T/cM3, BBIYKCASIOT MO
dopmyie

m
d="1
ml

rae m — Macca npoSbl CEHIBOPOTKH B 06beMe MMKHOMETpa, T;
m; — Macca npoGsl Bobl B 00beMe IMMKHOMETPA, T.
3a OKOHYATENbHEIA Pe3yJIbTAT MCTIBITAHUA IIPUHUMAIOT cpellHee apudMETHIECKOe pe3yabTaToOB ABYX
MapaJUIeNbHBIX ONpefeNicHHil, NOMyCKaeMble PACXOXICHUSA MEXIY KOTOPbIMH HE JOJDKHBI NPEBBILIATH
0,0008 r/cm3.
[L1oTHOCT reMOMUTIIECKON CHIBOPOTKM (d) JO/IKHA cocTaBaATh 1,115—1,145 r/em3, 9to cootBeT-
cTByeT 45—55 % MaccoBoOil HOMM ITIMIIEPHHA B CHIBOPOTKE.
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34. OnpenelieHHue CTEPUIBHOCTHU

3.4.1. Annapamypa, mamepuansl u peakmugbl

JUnst MpoBeReHUs UCIIBITAHUS IPUMEHSIOT:

TEpMOCTAT C TeMIlepaTypoii Harpesa 37—38 °C;

ABTOKJIAB,;

IIUIETKH BMECTUMOCTBIO 10 cM3;

MUANETKH MTACTEPOBCKUE;

npobupku crekptHHbIe Mo 'OCT 25336;

BOPOHKHM CTEKJISIHHEIE;

Npo6KH BaTHO-MapJieBhbIe;

GunbTphl GyMaXHBbIE;

IenToH cyxoit ¢epmenTaTuBHbIM o TOCT 13805;

arap mukpo6uonormueckuit mo F'OCT 17206;

BazesuH MeguimuHcKui 1o FOCT 3582.

3.4.2. Hodeomoexa K UCNbIMAHUK

T'OTOBAT B COOTBETCTBHH C JAEUCTBYIOLIEH peLlenTypoil MsaconenToHHEIN OyasoH (MIIB), oTReuaro-
it Tpe6oBanusamM [TOCT 20730, maconenroussrit arap (MITA) B MSCONENTOHHO-TIEYEHOUHEIH OyIb0H
(MITMB) non BasenuHOBBIM MacioM M cpexy Cabypo. Cpenst pasnusaroT no 8—10 cM? B mpobupku,
3aKPBIBAIOT BATHO-MapJIeBEIMM MPOOKAMM KM IlepraMeHTHbIMU KOJIMAYKaAMK M CTEPUIIM3YIOT B aBTOKJIABE B
teuenue 30 mud npu 0,15 MITa,

3.4.1, 3.4.2. (Aamerennasn pexakuus, Mam. 1).

3.4.3. Ilposedenue ucnsimanus

IMoceB MPOU3BONAT U3 TPEX aMIIyJl, KCIOJIb3Ys 10 ABE MPOGHPKM KaXHO# Cpefbl Ha OfHY aMITyTy
remonu3uHa. Jlisi 3TOro CONEPXMMOE aMITyJhl Hall IUIAMEHEM roOpeiKd MPEHBapUTENBHO BHOCAT B
MPOOUPKY C MSICOIENTOHHBIM OYJIBOHOM, TIHATENBHO HNEPEMELIUBAIOT M 3aTEM PACCEBAIOT IO OCTAJILHBIM
npobupkaM co cpegamu. IToceBsr Ha MIIB, MITA, MIIIIb seimepxuBaroT B TepMoctare npu 37—38 °C,
a Ha cpene Cabypo — npu 20—22 °C B Tewenue 10 cyT.

3.4.4. Obpabomka pesyrbmamoe

Cpenpl B MPOGHPKAX SOKHBI OCTaBaThCs CTEPHILHBIMU.

35.OnpeneneHue akKTUBHOCTU (TUTpa) U 6Ee3BPEAHOCTH

AKTHBHOCTD I'€MOJIUTHIECKON CHIBOPOTKHM ompeneiasioT mo 100 %-HoMy reMoiu3y 3pMTPOLIATOB
GapaHa B reMONMUTHYECKOM cucteme. THUTpauus IeMONM3MHA ITPOM3BOTHUTCS KOMIUIEMEHTOM C THTPOM
0,19—0,25 o TOCT 16446 B reMOJUTUIECKO} CHCTEME.

ITox TMTPOM reMONUTHYECKOM CHBIBOPOTKH CENYET IIOHMMATh HaMMeHbLIEe KOJIWIECTBO €ro (Hau-
Gonbllee pa3pefeHue), Mpu KotopoM B tederue 10 Mun npu 37—38 °C uactymaet monHsii (100 %-Hblit)
remosmu3 0,5 cm® 2,5 %-Hoii B3Becu 3puUTpOLMTOB GapaHa B npucyrcteuu 0,5 cM3 xomiemeHTa B
paseegeHuH 1:20 B o61eM oObemMe KUAKOCTH 2,5 oM,

Be3BpeqHOCTh reMONMTHYECKOM CHIBOPOTKM XapaKTepU3YeTCsl IOJIHbIM OTCYTCTBHEM FeMOJIH3a 3PUT-
pouuToB GapaHa B rpoGupKe 6e3 KOMIUIEMEHTA.

3.5.1. Obopydosanue u peaxmueui

st npoBeeHUsT UCIIBITAHUS MPUMEHSIOT:

IUTaTHUBBI;

npobupku crexisHHble Mo IT'OCT 25336;

cTakaHel JaGoparopHsie, Kon6el o FOCT 25336;

KoJIOBI MepHbIe BMecTuMocTbio 100, 500 u 1000 cm3 mo F'OCT 1770;

MUETKH BMecTUMOCThIO 10 10 cM3 ¢ uenoit nenenud 0,1 cm3 o TOCT 29227;

MUNETKH BMecTUMOCThIO 1 cM3 ¢ uenoit nenenua 0,01 em3;

6aHIO BOASHYIO;

KapaHZallli BOCKOBBIE;

dusuorormueckuii pactsop pH 6,8—7,2.

3.5, 3.5.1. (M3amenepnan pemakuma, M3m. Ne 1).

3.5.2. Ilodzomoexa Kk ucnvimanuio

3.5.2.1. IpurorosneHue pasBeneHU reMOIUTHYECKOM CBIBOPOTKM.

TotoBsT OCHOBHOE pa3BefcHKE TeMOTUTHYECKOM criBopoTky 1:100, mis wero Gepyt 0,1 cm3 remonu-
THUYECKOI CBIBOPOTKM H 9,9 cM? pU3MOIOIMYecKOro pacTBopa.

W3 ocHOBHOTO passeneHus cerBopoTkH (1:100) rotosar passemenus ot 1:500 mo 1:2000, xak yka3aHo
B Tabm. 2.
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Ta6nuua 2

Hosa m’:‘lml’:)%';? g;?mﬂm Hlosa pd;"mmonw :Tl:;escxom O6uwmis obbem, cm? TMonyyaeMoe paspencHue
0,2 0’8 1’0 1500
0,2 1,3 1,5 1750
0.2 1,8 2,0 11000
0 23 2 11250
0,2 2,8 3,0 1 1500
03 33 20 1 2000

IlpuMeyanue PasBeaeHHs reMOJM3HHA MIPUIOTOBICHNL C YYETOM MaccoBOM 1oiM B HeM 50 % rnmuiepuHa,
MO3TOMY IpH pacyere KOMWYECTBA reMou3uHa Wi noctaHoBkd PCK criexyer ucxoaurh U3 €ro THTPa, He yYWTHIBast
IIMLIEPHHA, TO €CTh NMpH THTpe reMonu3nHa 1 1000 ero yasoeHHn Tutp 6yaer 1:500, mwis nNpUroToBNIEHNA KOTOPOro
caenyer B3aTh 0,1 cM3 remomauHa 49,9 cM3 GH3UOIOrAYECKOTO pacTBopa, NpH THTpe 1 1500 yoBoeHHsni Tutp 1 750
(0,1 cM3 remonmmauHa +74,9 cmM3 bu3noorMuecKoro pacTsopa) M T.1

3.5.2.2. IpurororneHue 2,5 %-Hoit B3BeCH 3pUTPOUUTOB GapaHa.

Kposp y 6apaHa OepyT ¢ yTpa, DO KOPMJICHHSI, M3 SIpEMHON BeHBl, HabwpaloT Bo ¢IakoH co
CTEKJISIHHBIME WM MeTauTmiecknMu Oycamu wim 6e3 Hux. Berpaxusalor 7—10 MuH, 3aTeM QuIbTpYyIOT
Yyepes Mapioo, 3—5 pa3 oTMEIBAIOT HH3HONIOTHYECKHM PACTBOPOM MyTeM LeHTpUGYrHpOBaHMS C YaCTOTOM
spaenus 2500 mun—! mo 10 MHH Zo HoiHOro obecUBeYMBaHMA TNpPOMBIBHON xuakoctd. U3 ocaaxa
SPUTPOLIMTOB TOTOBAT 2,5 %-HYI0 B3BeCh Ha (PU3HONIOTMIECKOM PACTBOPE.

36. [IpoBeneHe UCHBITAHUSI

ITo 0,5 cm3 kaxoro pa3’BeleHUs FEMOIU3NHA TEPEHOCAT B IPOGHPKH, HMEIOLIHE COOTBETCTBYIOHIUE
HAIIIMCH, HauuHas ¢ HauGousiero passenenus (1:2000). 3atem B 3t npobupku nobasnsror mo 0,5 cm3
KoMmiuieMeHTa B paspemeHud 1:20, umewowero tarp nmo F'OCT 16446, no 1,0 cM3 ¢pusmosornyeckoro
pacrsopa u o 0,5 cM? 2,5 %-Hoit B3BeCH SpUTPOIMTOB GapaHa.

OXHOBPEMEHHO, B TOT XK€ ILTATHB, C MPaBOil CTOPOHE! (KOHLA) CTABAT TPU NMPOOUPKH JUIST KOHTPOJISL
B nepsyo npo6upky KoHTposa BHocaT 0,5 cM? reMoJIMTHYECKOi CHIBOPOTKH B passegenun 1:100, 1,5 cm3
dusnonoruueckoro pacteopa u 0,5 cm? 2,5 %-Holt B3BecH pUTPOUUTOB GapaHa; BO BTOPYIO NPOGHPKY
sHocaT 0,5 cM® KomiuiemMenTta B passemenuu 1:20, 1,5 cm® ¢usmonormyeckoro pactsopa u 0,5 om3
2,5 %-HOH B3BecH SpUTPOLMTOB 6apaHa; B TpeThIO MpoSUPKY — 0,5 cM3 2,5 %-Hoit B3BeCH 3pUTPOLIUTOB
GapaHa ¥ 2 cM? dHU3MOIOrMIEcKoro pacTsopa (Tabm. 3).

Ta6auua 3

KoHTtpons
(remomiaun 1 100)
Jo3BI KOMIIOHEHTOB, CM?, TIPH Pa3BEACHHH

KOMIIOHEHTSI TreMomuanHa Homepa

KOHTPOJIbHBIX

npoGHpoK

1100 1500 {1750 {11000(11250(1 15001 17501 2000 1 2 3

1 TeMonusuH 05(105(]05(05{05(05]|05])]05]0,5 — -

2 KomruremeHT (1 20) 05 0505(05/]05|05{05 (05} — {05]| —

3 OQusnonorHyeckmii pacTBop 101,010 10]|10]1,0(¢t0}10]| LS| 1,5}20
4 DputpoumThl 6apaHa (2,5 %-Has

B3BECh) 05/{05/]05]105}05(05105}05(051]05]205

B nepBoil KOHTPOJILHOM NpoOHUpKe ONpenensoT Ge3BPENHOCTb IeMOJHUTHYECKON CHIBOPOTKH, BO
BTOPOil — GE3BPEAHOCTb KOMILIEMEHTA, B TPEThell — HAIMYME PE3UCTEHTHOCTH 3PHTPOLUTOB OapaHa.

IItarMB BCTPAXMBAIOT H NEPEHOCAT B BOAsHYO GaHwo Ha 10 muu mpm 37—38 °C, Ilratus c
poOUPKAMHK U3BAEKAIOT M3 GAHHM W NPOBONAT YYET PE3YNbTATOB PEaKLMii B MPOXOMSILEM CBETe.

3.5.2.1, 3.5.2.2, 3.6. (amenennas penakumsa, Ham. Ne 1).

3.6.1. O6pabomka pesyasmamos

I'eMonuTU4eCKyi0 CHIBOPOTKY CYMTAIOT AKTUBHOM mpu TuTpe He MeHee 1:1000 u Ge3appemHoil mpu
OTCYTCTBHH reMOJIM3a PUTPOLIMTOB B IEPBOif NPOGHpPKE KOHTPOJIS.
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4. YIIAKOBKA, MAPKVPOBKA, TPAHCIIOPTUPOBAHME 1 XPAHEHUE

4.1. TeMONMUTHYECKYIO CHIBOPOTKY ¢acylor 1o 1 cM? B XOpONIO IPOMBITHE CTEPHIbHbIE AMITYIIHI,
H3roTOBJIeHHbIE U3 HEWTPAJIBHOTO CTEKIIA, W 3a[IAUBAIOT.

Ha aMImyel HAaHOCSIT HAAMMCH C YKa3aHHEM:

HaMMEHOBAHMA TIpenapara (FEMOIN3KH);

HOMepa cepuu;

KOJIMYECTBA MpenapaTa B MWLIWIMTPAX.

(A3menennas pexaxuma, A3m. Ne 1).

4.2. AMmynbl ¢ reMonmu3uHOM 1o 10—20 wIT. yakoBbIBAaIOT B KAPTOHHEIE KOPOOGKH ¢ pasieNnTe b=
HBIMH MeperopodKaMu (MpOoKIagKaMi), 06eCIIeYMBaIOIUMHI HEITOABUXHOCTD M LIEIOCTHOCTD aMITyJL.

4.3. Ha xaxnyio kopoOKy HaK/IeHBAIOT 3THKETKY, Ha KOTOPOil YKa3bIBAIOT:

HauMEHOBaHUeE WU TOBapHEI 3HAK NpPEANPUSTUS-UITOTOBUTEIA;

HaMMEHOBaHUE Hpernapara;

KOJIMYECTBO aMITyN B KOpoOKke;

KOJIMYECTBO Ipenapara B aMITyJie B MMILTWIHTPAX;

KOJIMYECTBO 103 B MIWLTHJIATPE 10 YABOEHHOMY TUTDY;

HOMEp CepHH;

ATy U3rOTOBJICHUS;

TUTP;

HOMeEp TOCKOHTPOJUL;

CPOK TOJTHOCTH;

YCIIOBHSI XpaHEHUS,

damMmwInio ¥ HoMep OPaKOBIUMKA M YKIAMIHUKA;

0003HaYeHUE HACTOSIUIETO CTAHAApTa.

Kpome toro, Ha 3TUKETKY KaXIoi KopoOKM HAHOCAT HafmuCh: «Pa3BoauTh 63 yJeTa MaccoBO Lo
LIUIEpUHAD.

4.4. KopobKu ¢ reMoJIM3MHOM YNaKOBHIBAIOT B JepeBsHHbIC, (aHepHbIe SINUKUA WIH KapTOHHBIE
KopoOKu Maccoit 6pytTo He Gojee 15 Kr.

BHyTph Kaxmoro gimuKa (KOpoGKH) BKIAZBIBAIOT KOHTPOJIBHBIIA JIUCT C YKa3aHUEM:

HauMEHOBaHUA Iperapara;

KOJIMYeCcTBa aMILyJl IIperaparta B siuKe;

HOMEpa Cepuy;

IIaTHl YIIAaKOBBIBAHWS,

damwmu WM HOMEpPA YIAKOBIIMKA.

4.5. Kaxayro TpaHcrmopTHyio exmunuiy mapkupyior mo I'OCT 14192 ¢ ykasaHueM CReQyxommx
JOTIOJIHUTENbHbIX JaHHBIX:

HAaUMEHOBAHUA TIPERNPUAATHA-IIOCTABIIMKA ¥ €r0 axpeca;

HaMMEHOBAaHHSA OPTaHH3ALMU-TIOTPEOHTENS. M €T0 apeca;

HAaUMEHOBAaHMs Npernapara;

KOJIMYECTBA aMIlyJl Ipenaparta B siuuKe;

HOMEpa CEpHH;

JAThI BBITYCKa,

YCJIOBUI XpaHEHMS;

Macchl OpyTTO U HETTO;

0603HaYEHMsI HACTOSIIEro CTAHIAPTA-

Ha kaXzabplif Sk HAHOCST MAHMITYNSIIIMOHHBIE 3HAKH: «Xpynkoe. OcTopoxHO», «OrpaHUYeHHE
TEMIEPaTyp» U MpenyNpeaUTeNbHYIO HAUCh «BHONIpenapaThls.

44, 4.5. (A3menennasn pepaxumsa, Mam. Ne 1).

4.6. TeMOJMTHYECKYIO CHIBOPOTKY TPAaHCIIOPTUPYIOT BCceMH BHAIMM TPAaHCIIOPTa NIPU TeMIieparype
2—15°C.

HormyckaeTcsi TpaHCIIOPTHPOBATh IpH OoJiee BRICOKOW Temmepatype, HO He Boile 20 °C, npu 3ToM
CPOK TPAaHCHOPTHPOBAHMS NOJIXEH ObiTh HE Oosiee 7 cyT.

4.7. TeMOJMTHYECKYIO CHIBOPOTKY XPaHSIT B YHCTOM, CYXOM, TEMHOM IIOMELICHUH NPH TEMIIEpaType
2—15°C.

4.8. CpoK romHOCTH TeMOJMTHIECKON CHIBOPOTKH 3 roja co AHST u3rotomieHus. [lo ucTedeHUH
YKa3aHHOI'o CpOKa romHOCTb npernapara yCTaHaBJIMBAIOT 10 COOTBECTCTBHUIO IMOKAa3aTeiA TUTpa CHIBOPOTKH
TpeGOBaHHAM HACTOALIEro CTaHnapra. TUTp ompenensercs: morpedureneM nepell MOCTAHOBKON peakiuu
CBA3BIBAHHMS KOMIUIEMEHTA.



C. 6 I'OCT 16445—78

1. PASPABOTAH ¥ BHECEH MunucTepcTeoM cesckoro xossiicrea CCCP

PA3PABOTYMKHA

NHPOPMAIIMOHHBIE JAHHBIE

O.®. Ocupze, A.H. Hlapos, A M. Cunaes, M.K. Illepyenxo, JI.{I. Texmuesckan, A.A. punes,
M.X. Jdemyenxo, I'.I'. ITonosa

2. YTBEPXJEH M BBEJEH B JJEMCTBUE Ilocranosneruem T'ocy1apcTBEHHOrO KOMHTETa CTAHJAPTOR

Cosera Mummcrpos CCCP ot 09.03.78 Ne 635
3. B3AMEH I'OCT 16445—70

4. CCBIIIOYHBIE HOPMATNBHO-TEXHUYECKHWE NTOKYMEHTbDI

O6o3xavenune HT[,

O6osnavenue HTI,

H& KOTOPEIH [aHa CCHUTKA Houep myrikra Ha KOTOpBIA IaHa CCBUIKA Howmep mytxra
TOCT 1770—74 35.1 TOCT 17206—96 34.1
T'OCT 3582—84 34.1 T'OCT 20730—75 34.2
T'OCT 6709—72 331 TOCT 2252477 3.3.1
TOCT 13805—76 34.1 T'OCT 25336—82 33.1;34.1; 35.1
FOCT 14192—96 4.5 TOCT 28498—90 33.1
T'OCT 16446—78 35; 36 TOCT 2922791 3.3.1, 351

5. Orpannyenme cpoka JeficTBUA CHATO no npoToroay Ne 3—93 Mexrocyaapcrsentoro Cosera no cTaHzap-
TH3aIMK, MeTposiorud ¥ cepradukamm (MYC 5—6—93)

6. IEPEU3JIAHUE (Mait 1999 r.) ¢ Mamenennem Ne 1, yrsepxknennsiv s nione 1988 r. (HYC 11—88)

Wan. . Ne 021007 or 10.08.95.
Vu.-u3n. n. 0,75,

Penaxrop T.A. Jeorosa
Texuuueckuii penaxrop B.H. Ilpycaxosa
Koppekrop B.A. Kanypkuna
KomnrlotepHas Bepctka B.H. Ipuwenko

Crano B Habop 24.06.99.

INoarmcano B nevars 26.07.99.
Tupax 102 aka. C3377. 3ak. 602.

VYen. new. 1. 0,93

HIIK Hsnatenscrso cranpapros, 107076, Mocksa, Konogesusiit nep., 14.
Ha6paHo B U3naremsctee Ha [I9BM
®wman UIIK Wanarerscrso cTannaptos — THI. "MockoBexkiit nevarHuk”, Mocksa, JIUHH nep., 6.

Inp Ne 080102
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