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M E XT OCVY IDAPCTBEUHHUB HA CTAHIATPT

CBIBOPOTKA TEMOINTHYUYECKAA )il PEAKIIUMA
CBA3bIBAHUA KOMILUIEMEHTA

'ocCT
16445—78

Texauyeckue yCJIOBMS

Haemolytic serum for the compliment fixation test.
Specifications

JlaTa Beenenna 01.01.79

Hacrosiumuii cTaHIapT pacIpoCTPaHSIETCS Ha TEMOJIMTHYECKYIO CHIBOPOTKY (PreMOJIM3UH), TpeacTaB-
JSIIOLLYIO COOOM KOHCEPBHPOBAHHYIO TINMUIIEPHHOM CHIBOPOTKY KPOBH KpPOJHKa, UMMYHU3UPOBAHHOTO
IpUTpoHUTAaMHU OapaHa.

lemonuTHYeckast CHIBOPOTKA NpenHa3HaueHa sl IIpUMeHEeHUsI B KaYeCTBE KOMITIOHEHTa peakluM
cBsI3bIBAHUA KoMILieMeHTa (PCK) B BeTepuHapuy.

1. TEXHUYECKME TPEBOBAHNS

1.1. I'eMoauTHYECKy1O0 CBIBOPOTKY (€ MOJHM3UH) I'OTOBAT B COOTBETCTBMH C TPpEOOBAHUSIMU HACTOSI -
IHEero CTaHJIapTa Mo TEXHOJOTHYECKMM IPpaBWIaM, YTBEPXKICHHBIM B YCTAHOBJICHHOM IOPSIKE.
1.2. Ho ¢u3uko-xuMUYECKUM U OHOJOTHYECKUM CBOMCTBAM INeMOJHTHYECKAS CBIBOPOTKA MOMXHA
COOTBETCTBOBATH TPeOOBAHUSAM U HOpMaM, VKa3aHHEBIM B Tabi. 1.
Tadbnupa |
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BaemHu# sun IIpo3paynas, caerka onajieClHMpyIOLas XUIKOCTb XEJITOBAaTO-PO30BO-
ro ugsera, 6€3 IIECEHHU, XJIOINLEB, OcaaKa U TIOCTOPOHHEM IIPUMECH.
Homnyckaetrcs obpa3zoBaHHe Ha TIOBEPXHOCTH CBHIBOPOTKM NPHUCTEHOYHOIO
0¢eJI0ro KoJblia

MaccoBasi 1oas rMuepuHa, % 5045

CTepWIbHOCTD IToceBhl Ha nUTaTEIbHbBIE CPEABI HE NOJDKHBI 1aBaTh pocTa baxTepHaib-

HOM MUXpOQUIOpHl M TPHOOB B TCUCHME ACCATHUCYTOYHOIO BhIICPXKNBAHMWS
B TEpMOCTare npy temreparype 37—38 °C

be3spenHocTb He noxHa BEI3BIBATL '€MOM3a IPUTPOLIMTOB OapaHa
AKTHBHOCTDL (THTP), HE HHXE 1:1000

2. IIPABWIA IIPUEMKM

2.1. I'eMonuTHYECKYIO CBIBOPOTKY NPHMHUMAIOT cepusiMu. 1o cepueil reMOJTUTHYECKON CBIBOPOTKHU
CACAYEeT IMMOHUMATH OIPEACICHHOE KOJIUYECTBO IIpEIapara, M3rOTOBIECHHOE B IIPOLIECCE OXHOPA30BOIO
(OXHOBPEMEHHOI'0) CMEIIMBAHUS B OJHOM €MKOCTH MCXOIMHOIO ChIPhbSI U CleuHanbHOil o6paboTku ero B
OJHUX MPOU3BOACTBEHHBIX YCIOBUSX, (PAaCOBAHHOE B TCYCHHUE ONHOTO paboyero gHs, IMOJYUYMBIUECE CBOU
HoMep U 0QOopMIIEHHOE OMHHUM JOKYMEHTOM O KayecTBe.

2.2. Kaxnas cepusi reMOJIMTHYECKON ChIBOPOTKM JAOJCKHA OBITH MPUHATA HA NPEANPUATUH-U3TOTO-
BUTEJIC TOCYNAPCTBEHHBIM KOHTPOJEpoM BCeCoX03HOro rocyanapCTBEHHOro Hay4HO-KOHTPOJBHOIO HHCTH -
TyTa BETepUHAPHBIX IpernapaToB ['ocarponpoma.

(M3Menennaa penakuusa, M3am. Ne 1).

WN3nanne opunnamuoe IlepeneuyaTEa BocHpeImeHa
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2.3. JInma KOHTpOJIS KayecTBa IeMOJIMTHYECKOI CHIBOPOTKH OT KaXnod cepuu orbuparor 20
aMITyJI.
2.4. IIpH nogyd4eHHH HEYHOBJETBOPUTECIbHBIX PE3YJIbTATOB XOTS OBI 110 OJTHOMY M3 IOKa3aTreleu I1o

HEMY IIPOBOASIT HOBTOPHBIE UCTIBITAHUS HAa YIBOSHHOM KOJHYECTBE aMITyJI, OTOOpaHHBIX OT TOM XK€ CEpUM
FeMOJTUTHYECKOH CHIBOPOTKU.

PesynbraThl HOBTOPHBIX MCIIBITAHUN PACIPOCTPAHSIOT Ha BCIO CEPUIO.
2.5. KoHTpoJsib Ka4ecTBa ONPENCIICHHON CEPUM M'EMOJUTUUYECKOM ChIBOPOTKHU ITO TPEOOBAHUIO ITOTPE-
OUTEJISE IPOBOAUT I'OCYIAPCTBEHHBIM KOHTPOJIEP HA [IPENIIPHUATHN-U3rOTOBUTENEC WX BCEeCOIO3HBIN rocy-

NAPCTBEHHbI HAYyYHO-KOHTPOJbHBIM MHCTUTYT BETEPUHAPHBIX MpenaparoB I'ocarponpoma.
(A3menennas penakuma, Mam. Ne 1).

3. METO/Ibl UCIIBITAHUH

3.1. Meton oTtbopa npobo

3.1.1. AMrrynpl oTOMpAalOT M3 pPa3HBIX MECT VIIAKOBOYHbBIX eHUHHIL. 10 aMItyn HCNoab3yloT LI
aHann3a, a 10 ocTaBiIsIIOT B ApXMBE roCyJapCTBEHHOro KOHTpPOJIEpa.

(M3menennan penakumsa, M3m. Ne 1).

3.2. Jlns onpeneseHUst BHELIHEro BUAA, HAJIMYKA WIM OTCYTCTBUS IIOCTOPOHHEHN IIPUMECH, ITUIECEHHU,

XJIOIIBEB M OCaJKa aMITYJIbI C F'eMOJIUTHYECKOH ChIBOPOTKOM BCTPAXUBAIOT U IIPOCMATPHUBAIOT B IIPOXOJIAIIIEM
CBETE.

33. Onpenene”Hyue MacCCOBOMH NJONHU IrIHUEpHHA

MaccoByro oa10 TJIHLUEpUHA B TeMOJHUTHYECKOM CBIBOPOTKE B IMIPOILIEHTAX YCTAHABJIMUBAKOT II0
IUIOTHOCTH CBIBOPOTKHM, COOTBETCTBYIOLIEH OIpeneeHHON IIOTHOCTH pacTBoOpa IIIMIIEpHHA.
3.3.1. Annapamypa, mamepuaavl U peaKmueni

JInst mpoBeAeHUSI UCNIbITAHUS IIPUMEHSIOT:
MUKHOMETp BMecTUMOCTRIO 1—2 cM? o T'OCT 22524;
OaHIO BOASIHYIO HJIM TEPMOCTAT,

TEPMOMETP TEXHUYECKHUN CTCKISTHHBIA pTyTHBIH co mkainoi oT 0 go 100 °C mo I'OCT 28498;
BEChHI JIA0OPATOPHBIE AHAIUTHYECKHUE C PA3HOBECOM;

sxcuxkarop no FOCT 25336;

IMUITeTKH st otbopa xauakocty o 'OCT 29227;

Bony muctwuiMpoBadHyio o 'OCT 6709, kunsiueHyIo WK OMOUCTHIUIMPOBAHHYIO.

(M3menennas penakuma, U3m. Ne 1).

3.3.2. Ilodeomoexa x ucnsimaruio

[IuKHOMETp THIATEJBbHO OYMIIIAIOT XPOMOBOI CMEChIO, IPOMBIBAIOT BOJIOM, OIMOJACKHUBAIOT CITUP-

TOM, 3aTeéM 3(]UPOM, BBICYIIMBAIOT IPOAYBAHMEM BO3JIyXa WIM B CYIUWJIBHOM IUKAa(Qy U OXJIAXIAIOT B
3KCHKATOpE.

3.3.3. [lposedenue ucnoimanus

[InkHOMETp B3BEIIMBAKOT HA aHAJIMTUYECKHMX Becax ¢ rnorpeiiHocThio He 6ojee 0,0002 r. Hanosusitor
ero JUCTHJUIMPOBAHHOM BOJNOM O METKM, BEIAECPXHBAIOT HA BOOsAHON OaHe win B TepMmocTare npu 20 "C
B TeycHUE 20—30 MUH ¥ BHOBbh KOPPEKTHPYIOT 3aII0JIHEHUE BOLOM O METKH. 3aTeM ITMKHOMETpP 00THUPAIOT
M B3BELIMBAIOT Ha AaHAIUTHYECKMX Becax. OcBOOOXIaIOT MMKHOMETP OT BOJBI, CYILAT, KAK YKa3aHO BhIIIIE,

U 3AIOJHSIOT UCIBITYEMON MEMOTMTUYECKOMN ChIBOPOTKOH. JlanbpHellune orepaluu IMpoBOASIT TaK Xe, KaK
[P OIIpelIeIEHUU MAacchl BOMIBI.

3.3.4. Obpabomka pe3yarbmamoe

[IOTHOCTh NeMOJMTHYECKON CBIBOpOTKM (d), colepXameil IIMUEpPUH, B I/cM®, BBIYUCISIOT MO
bopmyie

m
d=—,
m,

rae m — Macca npoOsi CHIBOPOTKU B 00bEME NMUKHOMETPA, T
m, — Macca npoOsl BOIbl B 00beMe IMMKHOMETPA, T.

3a OKOHYATENbHbBINA PEe3YyJILTAT UCIIBITAHUS IIPUHHUMAIOT cpenHee apudMEeTUIECKOe pe3yabTaTOB IBYX

Mapa/UIeJIbHBIX OIpEeNeAeHHUI, HOIYCKAEMBIE PACXOXICHUS MEXIY KOTOPBIMM HE JOJDKHBI IPEBbILIATH
0,0008 r/c™m°.

[110THOCTE FeMOJUTHYECKOM CHIBOPOTKHU (d) HOIXKHA cocTaBasaTh 1,115—1,145 r/cM?, 94To cootBeT-
cTByeT 45—55 % MaccoBOU JOMH IVIKLIEPUHA B CHIBOPOTKE.
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34 OnpeneneHue CTEPUIBHOCTHU

3.4.1. Annapamypa, mamepuaibt u peaKmuénl

1 mpoBeneHHUs! UCIILITAHUS ITPUMEHSAIOT:

TEPMOCTAT C TeMIiepaTypoii Harpesa 37—38 "C;

ABTOKJIAB;

[TUITETKU BMeCTUMOCTEIO 10 cM3;

[IMIIETKUA MTaCTEPOBCKUE;

npooupku crexiHHbIe o 'OCT 25336;

BOPOHKM CTE€KJISIHHBIE;

ITIpOOKHM BAaTHO-MapJi€BbIC,

bUAbTPHl OYMaXHBbIE;

nnernToH cyxoi dpepmeHTatusHbI o 'OCT 138035;

arap Mukpobuonormueckuii no F'OCT 17206;

BazeJuH MeguiiMHcKkuit o 'OCT 3582.

3.4.2. IHodeomoska K uchbimaHnumo

['OTOBAT B COOTBETCTBHH C JEHUCTBYIOLIEH peUenTypol MscorennToHHbIM OyaroH (MIIDB), orBeualo-
i tpedoBaHuaM ['OCT 20730, msaconenronHblt arap (MIIA) 1 MsaconmenTOHHO-NIEYEHOUYHBIA OYIbOH
(MIITIB) non BazenuHOBBIM MacjioM 4 cpexy Cadypo. Cpendl paznusaioT 110 8—10 cM’ B mpobupku,

3aKphIBAIOT BaTHO-MAapJIEBEIMM MPOOKAMM M IIepraMeHTHBIMU KOJIIAaYKaMH M CTEPWIM3YIOT B aBTOKJIABE B
teueHue 30 muH nipu 0,15 MIl1a.

3.4.1, 3.4.2. (M3merennas penaxuusa, M3m. 1).

3.4.3. Ilpoeedenue ucnoimanus

[ToceB MpoU3BOISAT U3 TPEX aMIIYJI, MCIIOJB3YyS 110 ABE NMPOOHUPKHU KaAXIOH cpelbl Ha OAHY aMITYIy
reMojin3nHa. [Jisi 3TOro coaepXuMMoe aMITyJabl Hapg IUIAMEHEM TOpeJiKi MNpEeaBapHTEIbHO BHOCSIT B
IMPOOUPKY C MSICOITEIITOHHBIM OYABOHOM, THIATEIBHO IEPEMEILMBAIOT M 3aTEM PACCEBAIOT IO OCTAJIBLHBLIM
npodbupkaM co cpenamu. [locessl Ha MIIB, MIIA, MIIIIb BeuiepxuBaloT B TepMoctate nipu 37—38 °C,
a Ha cpeae Cabypo — npu 20—22 °C B TeyeHue 10 cyr.

3.4.4. O6pabomka pe3yabmamos

Cpenbl B IIpoOHPKAX OJOJDKHBI OCTABATHCSH CTEPUIbHBIMH.

35, OnpenenedHune aKTUBHOCTU (THTpA) U Oe3BpEeOIHOCTH

AKTUBHOCTh IeMOJIUTUYECKON ChIBOpPOTKH omnpeheiastioT mo 100 %-HoMy reMoau3y 3pWUTPOLIATOB
bapaHa B reMOJUTHYECKON cucTteMe. TuTpauus reMoJU3MHa MPOU3BOJUTCS KOMIUIEMEHTOM C THUTPOM
0,19—0,25 mo 'OCT 16446 B re MOJTUTHIECKOI CHCTEME.

[Ton TMTPOM TEMOJUTHYECKON CBHIBOPOTKHM CJEAYET IMOHUMAaTh HAUMEHDbIIEE KOJWYECTBO ero (Hau-
OoJiplliee pa3BeneHue), npu kotopoM B TedeHue 10 muH npu 37—38 °C Hactynaer nmoaHbI# (100 %-Hblit)
remosind 0,5 cM® 2,5 %-Hoif B3Becu 3puTpolMTOB OapaHa B npucyrctsum 0,5 cM? xoMiuiemedTa B
pasBegeHHUH 1:20 B oO1eM o6beMe XMIKOCTH 2,5 cM-.

be3BpenHOCTh FeMOINTUYECKOM CHIBOPOTKM XapaKTepUu3yeTcs MOJIHbIM OTCYTCTBHEM IeMOJIM3a 3PUT-
POLIMTOB DapaHa B IIpobUpKe Oe3 KOMILIEMEHTA.

3.5.1. Obopydoeanue u peaxmueul

J1s1 1ipoBeneHMsT MCIIBITAHUS NIPUMEHSIOT:

IIITATUBBI;

rpooupku creksiHHbBIe o 'OCT 25336;

cTakaHbl JJabopatopHbie, Koaobl o [OCT 25336;

K0J6bI MepHBbIe BMecTuMOcThiO 100, 500 u 1000 cm? no 'OCT 1770;

nmuneTk BMectTuMocThio 1o 10 cM3 ¢ uenoit nenenusa 0,1 em? mo T'OCT 29227;

NMUIIETKH BMeCTUMOCTBIO 1 cM? ¢ ueHoit neaeHusa 0,01 cm3;

DaHIO BOISIHYIO;

KapaHJalld BOCKOBBIE;

dusuonornyeckuii pacrsop pH 6,8—7,2.

3.5, 3.5.1. (MU3menennan pepakuusa, U3m. Ne 1).

3.5.2. llodzomoexa k ucnsimarnuio

3.5.2.1. IlpurorosieHue pa3BeaeHUN reMOJUTHIECKON CHIBOPOTKH.

['0TOBSIT OCHOBHOE pa3BeleHue reMoauTudeckoi ceiBopoTku 1:100, wist vero 6epyt 0,1 cM? remosn-
THYECKON CHIBOPOTKHM H 9,9 cM? pH3HOJIIOrMYecKOro pacTBopa.

N3 ocHOBHOTrO pa3BeneHus chiBopoTKH (1:100) rotossar passeneHus ot 1:500 mo 1:2000, kak ykazano
B TabOi. 2.
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Tadnuua 2

Jloza OC}E?BI%%F)? Ejgneneﬂnﬂ Hoza g;gggzrﬁﬁcmm O6wmit obveM, cm3 [Tonyyaemoe paspeneHue
0,2 O,S 1,0 1 500
0,2 1,3 1,5 1750
0,2 2.3 2.5 1 1250
0,2 2,8 3.0 1 1500
0,2 3,3 3,5 11750
0,2 3,8 430 1 2000

MMpnMeuyaHnue PasseieHns reMoMM3MHa IMPUTOTOBRIEHBI C YyYeTOM MaccoBOM 1oau B HeM 50 % rnviiepyrHa,
[O3TOMY IIPH pacyere KOoMMYecTBa reMoi3uHa mis rocraHoBkM PCK cneayer HCXOAUTh U3 €ro THTpa, HE YYMTHIBAs
IJIMLIEPHHA, TO ecTh Npu TUTpe remonu3uHa 1 1000 ero yasoeHHuiit Tutp Oyaer 1:500, ma rnipuroToBieHUs KOTOPOro
caenyer B34tk 0,1 cM3 remonusuHa ¥ 49,9 cM3 dpusuonornueckoro pactsopa, npy Turpe 1 1500 yasoenuniit Turp 1 750
(0,1 cM3 remonusuHa +74,9 cM3 pU3HONOrHYECKOro pacTBopa) U T.k

3.5.2.2. Ilpurorosnenue 2,5 %-Hoi B3BECH IPUTPOLIMTOB OapaHa.

Kposp y 6apaHa OepyT ¢ yrpa, 10 KOPMJICHHA, U3 SIpEMHOM BeHBI, HaOWpaioT BO ¢JIaKOH CO
CTEKISIHHBIMH WIM MeTautmdeckuMu OycamMu win 6e3 Hux. Berpsxusalor 7—10 MHH, 3aTeM QHUABTPYIOT
yepes3 Mapio, 3—5 pa3 oTMBIBAIOT PHU3NOJOrHYEeCKHMM PACTBOPOM NMyTeM LeHTPUPYTHPOBAHUS C YACTOTOM
ppanleHusa 2500 mun—! nmo 10 MuH 10 mosHoro obGecuBeuMBaHMS TNPOMBIBHOM xunkoctd. W3 ocaiaka
3PUTPOLIMTOB TOTOBAT 2,5 %-Hyi0 B3BECh Ha (PU3HOJIOIMUECKOM paCTBOPE.

36. [IpoBegeHue UCIBITAHUS

ITo 0,5 cM? kaxnoro pa3BeneHUs reMOJIHU3HHA NIEPEHOCAT B IPOOHPKH, UMEIOIIHE COOTBETCTBYIOLIHE
HAIUTUCH, HauMHag ¢ Haubouplero passenenud (1:2000). 3ateM B 3ti npobupku pobdasnsior mo 0,5 cm?
KoMIUIeMeHTa B passeneHud 1:20, uMmerowero Tatp no I'OCT 16446, no 1,0 cM® PpusHoIOrHYECKOTO
pactBopa u 1o 0,5 cMm? 2,5 %-Holt B3BECH 3pUTPOLIUTOB OapaHa.

OIHOBPEMEHHO, B TOT XK€ IIITATHB, C IPABOA CTOPOHEBI (KOHLIA) CTABAT TPH IMPOOUPKHU U1 KOHTPOJIS
B nepsyio npobupky Kourposs saocsar 0,5 cM? reMosimTiyeckoil ChIBOPOTKH B pasenenuu 1:100, 1,5 cm3
dusnonorugeckoro pacrsopa u 0,5 cM? 2,5 %-Holl B3BeCH 3pUTPOLIMTOB OapaHa; BO BTOPYIO IPOOHPKY
gHocaT 0,5 cm?® koMmruiemMenta B pasBemeHuu 1:20, 1,5 cMm? dusmonormueckoro pactsopa u 0,5 o’
2,5 %-HOM B3BeCH 3pUTPOLIUTOB 6apaHa;, B TpeTwio MpobupkKy — 0,5 cM? 2,5 %-Hol B3BECH 3PUTPOLIUTOB
bapaHa 1 2 cM> du3MoIorHyecKoro pacrsopa (tabia. 3).

Tadonawvua 3

KoHTpons

(remomany 1 100)
o3B!l KOMITOHEHTOB, CM°, TIPH PaiBelcHUH
KOoMITOHEHTEI FeMOTM3HHA Homepa
KOHTPOJIbHBIX

npodbHUpOK

11001 15001750 {11000|11250(11500]11750}12000] 1 2 3
e . e e e | A B T WSS = e T e + S
! TI'emonusuH 0,5 {05105 1]0571051051] 0,5 0,5 | 0,5 — —
2 KommnemeHT (1 20) 0,5 { 05 { 05 {05105 (05 ¢ 0,5 3,5 — 0,5 —
3 PU3HONOrHYECKHMI pacTBOp 101010110 (101{ 10 0 ¢ 1,0 L,S5]| 1,5 ¢ 2,0
4 OpuTpoumTH GapaHa (2,5 %-Had

B3BeCh) 0,5 1 0510510510505 {05 1]105105 70571 0,5

B niepBoi KOHTPOJILHOM IpobHpKe omnpeleiasioT 0e3BpeNHOCTb I'eMOJUTHYECKOW CBIBOPOTKHU, BO
BTOpPOH — 0€3BPEAHOCTE KOMIUIEMEHTA, B TPETHEN — HATUYMUE PE3UCTEHTHOCTH 3PUTPOLUTOB DapaHa.

[ItatuB BCTPSAXMBAIOT U mepeHocAT B BOIstHYI0 OaHo Ha 10 MuH npm 37—38 °C. HlratuB ¢
NpoOMPpPKaMU U3BJIEKAIOT U3 OAHU M IPOBOAST VYET pe3yJbTATOB peakKUHil B MPOXOISIIEM CBETE.

3.5.2.1, 3.5.2.2, 3.6. (M3menennas penakumnd, Mam. Ne 1).

3.6.1. O6pabomka pe3yrbmamoes

I'eMOJIMTHYECKYIO CBIBOPOTKY CYMTAIOT AaKTUBHOU IpH tUTpe HE MeHee 1:1000 u Oe3spemHou npu
OTCYTCTBUHU I'eMOJIM3a 3PUTPOLMTOB B NepBoi 1pobupke KOHTPOJIA.
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4. YIIAKOBKA, MAPKHNPOBKA, TPAHCIIOPTUPOBAHME N XPAHEHHE

4.1. 'eMOMUTUYECKYIO CBHIBOPOTKY ¢acyioT o 1 c¢cM? B XOpoIll0 NPOMBITBIE CTEPHILHBIE AMIIYJIBI,
H3rOTOBJIEHHBIC U3 HEUTPAJIBHOIO CTEKJIA, U 3allanBaIOT.
Ha aMIys1bl HaHOCST HALOIMUCh C YKA3aHUEM:

HAaUMCHOBAHMA IIpenapata (reMOJW3UH);

HOMeEpa CEPUU;

KOJWYECTBA Ipernapara B MWLUTWINTpAX.

(U3menenBad penakumsa, M3m. Ne 1).

4.2. AMITYIB ¢ reMoJHM3uHOM 1o 10—20 1IT. yiakoBBIBAaIOT B KAPTOHHBIE KOPOOKM C pa3leauTelb-
HBIMH IeperopodkaMu (IpoKiaagKaMy), o06eCIeINBAIOIIUMHA HEITOABUXKHOCTD Y LIEJIOCTHOCTh aMITyII.

4.3. Ha xaxmyro KopoOKy HaKJI€UBAIOT 3TUKETKY, HA KOTOPOH YKa3bIBaIOT:

HAUMEHOBAHUE WIH TOBApHBIH 3HAK INPEINPUATUS-U3TOTOBUTEIIA,

HAaMMEHOBAaHHE Hperapara;

KOJWYECTBO aMITyJl B KOpoOKe;

KOJIMYECTBO IIperiapara B aMIlyJjie B MWUTHINTPAX;

KOJMYECTBO 103 B MUJUTHJIIMTPE TI0 YABOCHHOMY TUTDY;

HOMEpP CEpPHUHU;

ATy U3roTOBJIEHUS

TUTP,

HOMEp TOCKOHTPOJIS;

CPOK I'OZHOCTH;

YCIOBUS XPAHECHU4,

daMwIHIO 1 HOMEp OpakKoBIUMKA ¥ YKIaOYUKa;

0DO3HAYEHUE HACTOSIUIETO CTAaHMApTA.

KpoMe Toro, Ha 3STUKETKY KaXI0or KopoOKM HAHOCAT HAANUCh: «Pa3BoauTs 6€3 yyeta MacCOBOM J0JIU
[JIMLIEpUHA!».

4.4. KopoOKH ¢ reMOJIM3MHOM YIIaKOBBIBAIOT B JAEPeBsIHHBIC, (PAHEPHBIC AIMKHA WIH KAPTOHHBIE
KopoOKM Maccoil OpyrTo He Oosiee 15 Kr.
BHyTpb Kaxgoro simuKa (KOpoOKH) BKIAABIBAIOT KOHTPOJBHEIN JIUCT C YKA3aHHUEM:

HayMEHOBAHUs IIperapara;

KOJIMYECTBA aMILyJl IpeliapaTa B sillMKe;

HOMEpA CEpPHHU;

IIaThl YIIaKOBBIBAHMS;

dbaMWwINK UK HOMEpA YIIAKOBILIMKA.

4.5. Kaxnyio TtpaHcriopTHyrw eguHuny MapkupyrT no I'OCT 14192 ¢ ykazanueM CHeQyXOHMX
NONOJHUTEABHbIX JAHHDBIX:

HAUMEHOBAHUA NPEINIPUSTUL-TIOCTABIIMKA U €r0 aapeca;

HAaMMEHOBAHUS OPraHHU3aLUMU-TIOTPEOUTEIIS U €T0 apeca;

HaAaUMEHOBAHUS Ipenapara,

KOJIMYECTBA aMIlyJl fipernapara B SILUMKE;

HOMEpa CEpPUM;

JATHI BBITYCKA;

YCJIOBUM XP3aHCHWA,

Macch! OpyTTO U HETTO,

0003HaYeHU HACTOSIILErO CTaHAApTA.

Ha xaxnabeiil Amyk HAaHOCAT MAaHMIIYASALUMOHHBIE 3HAKU. «Xpyrkoe. OcTopoxHO», «OrpaHuYeHuUe
TEMIIEPATYP» H MNpPERYIIpeaUTEeNIbHYIO HAXIIUCh «byUoIperapaThl».

4.4, 4.5. (I3menennan pexakuua, M. Ne 1).

4.6. 'eMOJIMTUYECKYIO CBHIBOPOTKY TPaHCIIOPTUPYIOT BCEMH BHI3MM TpaHCHOpPTa NPH TEeMIIEpaType
2—15°C.

JlonyckaeTcsl TpaHCIIOPTHPOBATh IIpH OoJree BRICOKOM TeMIepaType, HO He Bele 20 "C, npu 31oM
CPOK TPAHCIOPTUPOBAHUSA NOJIKEH OBITH HE Oonee 7 cyrT.

4.7. I'eMOJIUTHYECKYIO CHIBOPOTKY XpPaHSAT B YMCTOM, CYXOM, TEMHOM ITOMEILIIEHUH ITPH TEMIIEPATYPE
2—15°C.

4.8. CpoK romgHOCTH T'€MOJIMTHYECKON CHIBOPOTKM 3 rojga co AHS u3rotrosieHusi. [lo ucreyeHMu
YKa3aHHOI'0O CpOKa FOAHOCTD IIpelapara YCTaHABJIMBAIOT 10 COOTBETCTBUIO ITOKAa3aTeifd TUTpa ChIBOPOTKH

TpeOOBaHUAM HACTOSUIETO CTaHHApTA. TUTp onpencisercs oTpeduTesieM Iepel NOCTAHOBKOM peaKlMH
CBA3BIBAHUS KOMIUIEMEHTA.



C. 6 TOCT 16445—78

NHOOPMALMOHHLIE JAHHbBIE

1. PABPABOTAH 1 BHECEH MnunucrepctBoM ceabckoro xo3sicrsa CCCP

PASPABOTYUKH

H.D. Ocumze, A.H. Ilapos, A.M. Cunaes, M.K. Illepyenxo, JI.fl. Teamuenckas, A.A. I'punes,
M.X. Jdemyenxo, I'.I'. Ilonosa

2. YTBEPXIEH U BBEJIIEH B IEMCTBUME Ioctanosiennem I'oCynapcTBEHHOT0 KOMHTETa CTAHXAPTOB
Cosera Munmcrpos CCCP ot 09.03.78 Ne 635

3. B3AMEH I'OCT 16445—70

4. CCBUIOYHBIE HOPMATHUBHO-TEXHHYECKHUE JOKYMEHTDI

O6o3sauyenne HTA,

Ha XOTOPHLIM JaHa CChUIKA

IocCT 1770—74
I'OCT 3582—84
I'OCT 670972
F'OCT 13805—-76
['OCT 1419296
['OCT 16446—78

IF'OCT 17206—96
FOCT 2073075
T'OCT 2252477
I'OCT 2533682
I'OCT 28498—90
FOCT 2922791

O6o3nauenue HT/,
Ha XOTOPBIM IaHa CChUIKA

5. Orpannyenue cpoka eHcTBHA CHATO MO npoToKoay Ne 3—93 Mexrocyaapcrsennoro Cosera no cranaap-
TH3auuKu, MeTposoruy ¥ ceprudpukammn (MYC 5—6—93)

6. IIEPEU3JIAHUE (maii 1999 r.) ¢ N3menennem Ne 1, yrsepxknenaniM B Mioae 1988 r. (MYC 11—88)

Msn. muu. Ne 021007 or 10.08.95.

Texunuyeckuil penakrop B.H. llpycaxoeaq

Yy -u3n. n. 0,75.

Penaxrop T.A. Jleonoea

Koppexrop B.H. Kanypkuna

KoMmnriorepHas Bepcrka B.H, Tpuwenko

CnaHo B Habop 24.06.99.

Tupax 102 3ks.

Ioarmicano B ntevyark 26.07.99.

C3377.

Jax. 602.

Yea. new. . 0,93

HUITK HzparenecrBo ctanmapros, 107076, Mocksa, Konogesusrit nep., 14.
Ha6pano B M3zarenncTBe Ha [19BM
Ouwman UTIK MagarenncTBo cradnapros — THI. "MockoBckui niedarsuk”’, Mocksa, JIsmuH nep., 6.

[Inp Ne 080102
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