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Hecobniofietive crangapra npecnefyercs No 3akoHy

Hacrosimuii cranzapt pacnpocTpaHaeTcs Ha BAKUUHY MPOTHB po-
KM CBHHeH, TpeAcCTaB/ISIOIYI0 cob0# aacopOMPOBAHHYIO T'HAPATOM
OKHCH aJIOMHHHs, o6paboranunyo GopMaJHHOM H KOHUEHTDHPOBAHHYIO
CcMeCb HEeCKOJIbKHX LITaMMOB KYJbTYPbl POXH CBUHEH, B JaJjibHellleM
nasruBaeMyio KI'OA ¢opMon-BakuuHO# NPOTHB POXKH CBHHel.

KI'OA ¢dopmoa-BaknuEA NpefHa3HayaeTcs MJs1 NPodHIaKTHIECKON
HMMYHH33UHA KJIHMHYECKH 3I0POBHIX CBHHel NPOTHB 3a60jJeBaHHA HX
poxen.

1. TEXHMHECKUE TPEBOBAHUS

1.1. KI'OA ¢opMon-BaKiMHy NPOTHB POXKH CBHHEH rOTOBAT B COOT-
BETCTBHH C HMHCTPYKUHeH, yTBepKAeHHOH [JIaBHBIM ylnpaBjeHHEM BeTe-
prHapuu MunHcrTeperBa cenbekoro xossiictBa CCCP.

1.2. KI'OA ¢opMos-BaKIHHA IPOTHB POXKH CBHHEH MO (H3HKO-XH-
MHYECKHM H GHOJIOTHYECKUM CBOMCTBAM JOJKHA COOTBETCTBOBAThH Tpe-
6oBaHUAM, YKa3aHHLIM B Tabauue.

HaunMenosamns nokasarenes XapakTepHCTHKA W HODMHI

1. Buemnnii BHR Tlocne BeTpsSIXHBAHHS TOMOreHHAsl, C/l€rka
Bfi3Kad, MyTHasl M HUIKOCTb

2. Iiser CepoBaTo-XKeaTH i

Mapanue oPMuMansHoe Mepeneyarka socnpetiena
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Ipodorxcernue
HanMeHopaHHE moOKa3aTeded XapakTepHRCTHKE N ROPMM

3. Hannuue nocTropoHHER IpHMe-
CH, [OJeceHH, Hepa3OHBalUIErocs
ocaixa He pomyckaerca®

4, Konnesurpauus BOAOPOAHHIX
uonos (pH) 7,3-7,5

5. Mopcdosoraa Boa3GyaHTeIs OxpanleHHble Ma3KH, B3sThle H3 0caldka CO

AHa ¢akona, TOJ MRKDPOCKONOM AOJIKHLL
nokasaTb MOPGOJOIHIO, XapaKTepHylo A
BO30YAUTEAS POXU CBHHEH

6. CTepHABLHOCTD IloceBn Ha nHTaTeNbHble CpPeAll He JOJK-
Hb JaBaTh pocta 0axkTepHil B TeueHHe HECATH-
JIHEBHOTO BBbIIEDKHBAHHA B TEPMOCTaTe INpH
36-—37°C

7. AKTHBHOCTD 3apaxeHue BHPYJEHTHOH CYTOYHOH KyJb-
TYpOH pOKH CBHHCH NATH BaKUHHAPOBAHHBIX
M TpeX KOHTPONbHHIX rojyfeit JOMK A0 BHI3-
BdTh THO€Ib KOHTPOJLHHIX Ha 3-—4 HAEHb H
BLIXKHBaHHe B TeyelHe AECATH IHeA BCeX HJH
He MeHee 3 M3 O BaKIMHHPOBAHHbIX roayGei

8. Besspennocth TlogkoxHoe BBejeline GeabiM  MBlllIaM B
nose 0,3 M4 He AOJKHO BHI3BIBATL HX FHOEJIH
B TEYEHHE JAEeCSHTH LHEH

* Honyckaercss ceposaTo-Oeblit OcaXOK rens rHApaTa OWHCH aJIOMHHHSA, NpH
BCTPAXUBAHUHM OGPA3YIONIUA PAaBHOMEPHYIO B3BeCh.

1.3. Cpok roaHocTd BaKUMHB 12 MecsiueB cO JHS H3TOTOBJIEHHS.

1.4. KI'OA ¢opmoa-BakuuHa NPOTHB POXKH CBHHEH IOJKHA ObITh
spuHATa (TMpOBepeHa) rocyAaapcTBeHHHIM KoHTpoJepoMm Ilocymapcrsen-
HOr0 HaYYHO-KOHTPOJBHOTO HHCTHTYTAa BeTepHHAPHBIX IpenaparoB Mu-
uHucrepcTBa ceabckoro xossiicrea CCCP Ha npeanpHATHH-H3TOTOBH~
TeJse.

WaroroBuTeib HOMKEH rapaHTHPOBATh COOTBETCTBHE KayecTBa BHI-
nyckaemoii KITOA ¢opmos-BakuuHBE NPOTHB POXKH CBHHeld TpeboBa-
HHUSIM HACTOAILLEro crasHiapra.

2. METOAbI HCTIBITAHKK

2.1. Ona xonTpoabHOH mpoBepku kKauectBa KIOA dopwmoa-Baxiu-
HBI 1IPOTHB DOXKH CBHHEH, @ TakXe COOTBETCTBHS Taphl, YyIaKOBKH H
MApPKHPOBKH TPeOGOBAHUAM HACTOSALIEr0 CTAHIAPTa JOJIKHBLL IpUME-
HATbCA NMpaBHJa oT60pa Npo6 H METOAR HCHObITAHUI, YKa3aHHbIE HIKeE.
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2.2. KOHTPOJIBHYIO NIPOBEPKY IPOBOAHT [OCYAapCTBEHHbI KOHTDO-
Jep Ha [peANpHSTHH-U3roToBUTeNe WiHM [ocynapcrBeHHBIH HayuyHO-
KOHTPOJBHBI HHCTHTYT BeTepHHAPHBIX npenaparoB Mununcrepersa
ceasckoro xo3saiicrsa CCCP.

2.3. Jlnst KOHTPOJLHON NPOBEPKH H3 pasHHX vect ynakoshu KIOA
$opMOJI-BAKIHHE NPOTHB POXKH CBHHelt OTOMpAarT He MeHee ISATH
$AaKOHOB BAKLUUHLI OJHOH CepHH.

INpumevanne Ilog cepuelr ciefyer NOHHMATbh ONPEAEJNEHHOE hOJHYECTBO
npenapaTta, H3rOTOBJEHHOE B OJHHX INPOH3BOACTBEHHBIX VCJAOBHAX B pe3yabrate
CMeIIHBAHHS H CNelHaJbHOX O6pabGOTKH BaKUHHHLIX IITAMMOB, HOJYYhBLICC HOMeEp
TOCKOHTPOJISL U TOTOBOE K pacacoBke nau pacthacoBaHHOE.

24. s onpeneneHus BHEUIHero BHAA, L(BeTa, HAJHYHSI [TOCTOPOH-
HeH npUMecH H IJeceHH (JIakOHBl C BAKHHHOA BCTPSIXHBAIOT M IIpPO-
CMAaTpPHBAIOT B NPOXOASILIEM CBeTe, [1OCJAE Yero COJAepXKHMoe HX HOA-
BepralioT HCHLITAHHIO Ha KOHUEHTPAauuio BOAOpoAHLX HoHOB (pH),
MOp(}OJIOTHIO, CTEPHILHOCTb, AKTHBHOCTh H 6€3BpeJHOCTbD.

2 5. Konuentpauuo BomopoiaHbix 1oHoB (pH) ycranaBanzaior mo-
rennuoverpom JIITY-01 wam apyrumu npubopaMu TOro »e Kiaacca
TOYHOCTH

2.6. Ona npoBepku MOpoSOTHM MHKPOOHON KJIAETKH BO30yRuUTENS
pPOXKH CBUHEH U3 0caika co JHa JIaKOHOB HeJaloT MAa3KH Ha lipeaMer-
HOM CTeKJIe, Ma3KH OKpalIHBAKT M NPOCMATPHBAIOT NOA MHUKDOCKONOM.
B Maskax QoskHBI OBITH TOHKHE, NpsSIMble HWJIM CJAerKa H30THYThle na-
JIOUKH, pacnoJoKeHHble NMOOAHHOYKE HJAM TIONApPHO, a8 TaKXKe 4acTHIbl
rApara OKUCH allOMUHHS.

2.7. Jlns npoBepKu Ha CTEPUJBHOCThL 1eJIAIOT [OCEBBI Ha MACO-NeEIl-
ToHHbll arap (MIIA), msico-nentoHubifi 6yapon (MIIB), Gyabon Xor-
THHreépa H Ha MsACO-NIE€YEHOYHO-IIENTOHHBIH 6)/.JH)OH nog vacjaom (cpezla
Kurr—Tapounn). Ilpy BrlTepKHBaHHH B TeueHHe JecATH JHeH B Tep-
mocrate npu 36—37°C 1moceBHI JOJMMHBI OCTABATHCSE CTEPHJIbHBIMH.

2.8. Ina npoBepKH aKTHBHOCTH OTOMPAIOT NATH KAHHHYECKH 3[0-
POBBLIX roJy6elt H BBOJAAT HM BHYTPHMBIIIEUHO BaKUHHY B Ao03e 1,5 ma.
Yepe3 15—20 aHell BaKHMHUDOBAHHBLIX roJiy6ell, O1HOBpEeMEHHO C Tpe-
MA KOHTDOJIBHbIMH, 3apaXXaloT BHPYJEHTHOH CyTOYHOH OyJboHHOH
KyJbTypOli pOXKH CBHHEH B NOATUTPOBAHHOH Ho3e. KoHTpoabHue ro-
Ny6u [OJXKHB NOTHOHYTH B TeueHHe 3—4 cyTok. Baxuuny cuuraior
AKTHBHOH, eCJd B TeueHHe 10 CYTOK OCTAIOTCH XXHBBIMH BCe IATb Rak-
LMHHPOBAHHBIX roJybeli HIH He MeHee Tpex H3 IATH.

2.9. Ina nposepku 6e3BpefHOCTH OTOHPAKOT TPH KIAHHHYECKH 310-
poBHIX Oesbix MblUH Maccod 16—18 2 ¥ BBOAAT MM NOAKOXHO Bak-
uudy B mose 0,3 ma. B reuenue 10 guelt MBIUKM JOJXKHBI OCTABATHCS
XKHBBLIMH. B cayyae nagexa Mblieil IpoBepKy MOBTOPSIIOT HA YABOEH-
HOM KOJIHYeCTBe XXHBOTHBIX. B ciyuae nagexxa mbimlel npH NMOBTOPHOH
npoBepKe BaKUHHY Gpakyior.
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3. YTAKOBKA, MAPKHPOBKA, XPAHEHUE U TPAHCTIOPTMPOBAHMUE

3.1. KI'OA c¢opmon-Bakuuny TPOTHB DPOXKH CBHHEeH pacdacOBHI-
Bator no 100 u 200 42 B XOpOLIO NPOMBITHIE CTEPHAbHHE (JIAaKOHRHI.
D1akoHbl NJAOTHO YKYNIOPUBAIOT PE3HHOBBIMH NPOOKAMH H 3aKaThIBAIOT
ANIOMHHHEBBIMH KOJNauyKaMHu,

3.2. Ha ¢aakoHbl HaK/IeHBAIOT 3THKETKY, HA KOTOPO# YKa3blBalOT:
HaHVEHOBAaHHE HJIH TOBApHbIHl 3HAaK INPENNDHATHA-H3TOTOBHTENH, Ha-
HMeHOBaHHe BAaKHHHBI, KOMHYECTBO ee B MHJJHJIHTDAX, HOMEp CepHH,
JaTV H3TOTOBJEHHSi, CPOK T'OJHOCTH, HOMEpD TOCKOHTPOJIsI, NpHMEHse-
Mble [J03bf, TEMIEpaTypPy XpPaHeHHs, HOMED HaCTOAllero craHjpapra.

3.3. daakoHbl ¢ BakUMHOK O6GEpPTHIBAIOT OyMaroil HJAd JIHTHHHOM,
a B XOJIOAHOe BpeMsi roja BaToOil, yNakoBHIBAIOT B JAepeBsHHHe, da-
HepHble WM KapTOHHbIE SIUIMKH, Maccol 6pyTro He Gosee 15 ke ¢ pas-
JeNuTe bHbIMH NeperopoikaMy, o6ecneyrBalOUIHMH HENOABHXKHOCTD W
LIeJOCTHOCTb (JIAKOHOB B SIIIUKE.

BryTpp Kaxjoro fluKa BKJIAABIBAIOT HacTapleHHe NO NPHMEHe-
HHIO BaKUWHBL H KOHTPOJIbHBIA JIHCT ¢ yKa3aHHEM HauMeHOBaHHs OHo-
npenapara, ero KoJuuecTBa B sIIHKe, HOMepa CepuH, AATHl YHAKOBKH,
haMuIHH YIAKOBUIMKA.

3.4. Ha xaxpplli SINHK HAKJeHBAIOT 3THKETKY HJH HeCMbIBaeMOH
KpPAacKoH 110 TpajapeTy HAHOCAT caefyioline 0003HAUEHHS: HAHMEHO-
BaHHe NpeANpPUSATHA-NIOCTABILHKA 4 ero ajpec, HaHMeHOBAaHHe OPTaHH-
3anuu-noTpebHTeNss 1 ero ajgpec, HaHMeHOBaHHe OHONpenapara, erc
KOJIHYCCTBO B SILIMKe, HOMED CePHH, JaTy BHIIYCKa, CPOK TOJHOCTH,
YCJIOBHSI XpaHeHHs, Maccy ODyTTO M HeTTO, HOMep HACTOSIero CTaH-
IapTa, a TAKXKe npepynpeauTenbHble Hagnucu: «buonpenaparn!», «Oc-
TOPOXKHO, cTek/1ol» M «Depeun Or 3aMOpaXHBAaHHS H neperpeBal».

3.5. KTTOA ¢opmoi-BaKLUMHy NPOTHB DOXH CBHHEH XDaHAT B UH-
CTOM, CyXOM, TeMHoM nomemnienuu npu 5—15°C B nmpenesax cpoka ee
COLHOCTH.

3.6. Bakuuny, nogBepruryiocs 3aMOpa’KHBAHHIO, K [IDHMEHEHHIO He
JONYCKAoT.

3.7. KTOA ¢opmon-BakIHHY NPOTHB pPOXH CBHHEll TPaHCIOPTH-
PYIOT BCeMH BHIAMM TPaHCHOpPTA ¢ cOGMIOfeHHEM YCJIOBHH XDaHEHHs,
YKa3aHHbX B I. 3.5.
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