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HacTosawwmini cTaHgapT pacnpocTpaHsieTcs Ha (PepMeHTHbLIA npena-
paT HpoTocyorunvH I3X, npefHasHayeHHbli A4S NPUMEHEHWA W Xu-
BOTHOHOACTHC B KauyecTBe [00aBKM K KOpMaMm, KOM6GMKOpMam, v mnpe-
MUKCbI, B KOXXEBEHHOW MNPOMBILLIEHHOCTH, a TakKXe H Apyrux oTpac-
nax. |ae HeobXoAuMM ruaponns 6enkosbIX cy6CTPaToB.

MpenapaT npeacTaBnseT co6oii NIr|FOCKOMWYMBIA MOPOLUOK, Mony-
Yaemblil BbICYLUMBAHWEM Ha PacnblINIC/bIIOH CYLUWSIKe KY/bTypab-
HOW >KMAKOCTW Mpu  FAyBMHHOM  KynbTuBuMpoBaHun BAC. subtilis,
LITaMMbl  KOTOPOrO AO/DKHbI iimcih paspeLleHne K MPUMEHEHUIo, yT-
BEPXAEHHOe B YCTaHOB/IEHHOM MOPSAAKe.

1 TEXHWYECKWME TPEBOBAHUA

11. Mpenapat HpoTocy6runnH I3X JO/MKEH ObiTb W3rOTOBAEH B
COOTBETCTBMM C TPebOBaHMAMM HACTOALLEro cTaHfapTa Mo TexHoso-
rMYeCcKOMY perfnaMeHTy, YTBEpXEeHHOMY B YCTaHOB/IEHHOM MOPALKE.

12. XapaKTepuctumkm

12.1. Ana wv3roToBneHWs npenapata MPOTOCYOTWUAHH [3X npume-
HAIOT Cbipbe H BCMOMOraTenbHble MaTepuanbl B COOTBETCTBUM C Tex-
HOJIOTMYECKUM PernamMmeHTOoM.

B kayecTBe HamnonHuTeneil WCNOMb3yHT: COMb MOBAPEHHYK HuLLe-
Byto no MOCT 13830, mMen XuMMYeCKW ocaxzieHHblii no MOCT 8253,
MyKy KyKypysHyto no FOCT 14176.

1.2.2. B 3aBMCMMOCTM OT MPOTEO/IMTUYECKON aKTMBHOCTW npenapat
npoTocy6rHamH M3x BbinyckatoT agyx rpynm: | u Il

M3gaHne oduumanbHoe MNepeneyaTka BocCnpeLyeHa

® W3paTenbcTBo craHgapTtos, 1990
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1.2.3. [na rocyfapCTBEHHbIX MPeAnpUsTA KOMOBMKOPMOBOWA Mpo™
MbILL/IEHHOCTU MCMOMb3YHT Npenapar nepsoli rpynnbil.

124. To (M3MKO-XMMMUYECKUM 1 OWOMOTMYECKMM  MOKasaTensm
npenapaT APOTOCY6THAMH [3X AOMKEH COOTBETCTBOBaTb TPebOBaHUAM,
yKasaHHbIM B Tabnuue.

Kopma sns ipyan

HaHmvHoliamKe BoKamTena MeTtog aHanaaa

1 1

BHeLWHWA BUg U UBET Mopollok oT eBemo-Ge-
«(-Hoco [lo  BErn0-KopH4
HEBOIO Mo IMOCT 202&4 1
MaccoBas [onsi octaTtku moc-

Ne npocevBaHWs A npenapa-

Ta:
C MOBapeHHON C€O0.bl0 Ma Ccu-
Te 13  NPOBO/MIOYHON  CETKU
M 05, (b. HC 6onee

C MOBapeHHON COMbl0 U Me-
NOM un  CUTE WUT MPOBOJIOYHON
CETKWN N* 025. %. HC 6onee

C KYKYpYy3HOM MyKOl wua cu-
Te M3 NPOBOJIOYHOW  celim
Jb 007, % He 6onee

MaccoBaa f[o?* Bnarm  Am
npenapara ¢ HarosHUTeNAMM:

MefloM W COMbI0 MOBAPEHHON
%. He 6onee

MYKOWA  KyKYPY3HOW. %. He
6onee

M poreonu rilcekaa akrMunocTb
(NC). oplr

BcTiipe.TirocTK B TecT-goTe

MaccoBass [0N1a  MoBapeHHOM
conn. V. ne 6onee

5.0

20,0

50 5.0

8.0
150

TPx7 7.0*07
BesBpeseH

>0

Mo FOCT 20264.1

Mo FOCT 20264.1

Mo MOCT 20204.2
Mo n. 3.2

1lon 31

125 Tlpenapar xopoLlo pacTBOPUM B BOAE, HO AOMYCKaeTCcA Bbl-
nafieHne B 0cafloK HepacTBOPUMOro HanoaHUTENS.

1.2.6. Tpe6osaHuu 6e3onacHoCTw

1.26.1. Mpenapat nNpoTOCY6TWAHH 3X W3roTOBAAKT B COOTBET
CTBUM C npasunamMu 6e30MacHOCTV ANf MNPOM3BOACTB MUKPO6UONOru-
UECKO MPOMBILLIEHHOCTH.

1.2.6.2. MpenapaT NpoTOoCY6TUNHH 3X Mano TOKCUYEH, OTHOCUTC
K 3-My Knaccy onacHoctu no MY 2399—81, yTBepXAeHHbIM MuHK-
CTepcTBOM 34paBooxpaHeHns CCCP.

MAK B Bo3gyxe paboueit 30HbI —0,5 Mr/v™*.

MpenapaT o6nagaet cnabblM pasgpaxatrowmm geiicTBMEM Ha KO-
XY W CNM3NUCTYIO 0B0/I0UKY Y YYBCTBUTESbHLIX K HEMY /inL,.
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12.6.3. MpenapaT npoTocy6THAMH [3X He B3pblBOOMACEH. HWKHWMIA
npegen BocnnameHeHns 120 r/M* TemnepaTypa CamMOBOCM/IaMEHEHUS
300°C.

1.2.6.4. Paboume nomeleHns HeobxoamMmo o06opyfoBaTb 06LLe06-
MEHHOM BEHTW/IILMEN U CUCTEMOW MblneybOpKH.

TexHonoruyeckoe 060pyfOBaHVE AO/MHKHO ObITb 1€PMErH3HPr>BaHo,
MecTa Mbl/EBbIAENEHNA CHAOXEHbI MECTHBIMU BbITSKHBIMU YCTPOMACT-
BaMW.

1265, Jlnya, KOHTaKTUpylowWwe ¢ MpenapatoM, [O/DKHbI GbiTb
o6ecneyeHbl CNeLoAeXaoin H MHAMBMAYaNbHbIMK CPeACTBaMU 3aLiUTbI
B COOTBETCTBMM C OTPAC/eBbIMW HOPMaMu W MEPUOAMYECKU MOABEp-
ratbCsi MeAMLMHCKUM OCMOTpPaM.

13. Mapkuposka

Mapkuposka —no MOCT 26142.

14. ¥YnakoBka

Ynakoska —no FOCT 26142 co cregytowmm  [OMNOSHEHMEM: K
KaKAOW yMakoBOYHON efuHULe mpenaparta, npefHa3HavyeHHOro ans
KOMIX030B W COBX030B, NPWKMaAblBaeTCa UHCTPYKUMA (HacTaB/eHue)
Mo ero NpPYMEHEHMIO.

2. MPABUNA TPUEMKUN

2.1. Mpuemka-no NOCT 20264.0.

2.2. B ypocToBepeHMM O KauyeCTBe YyKasblBaeTCsl (haKTU4ecKoe co-
JepXXaHve MOBapeHHOl conn Ana npenapata 1 rpynnsl, UCMOAb3ye-
MOro B KOMOGWKOPMOBOI MPOMbILLIEHHOCTM.

2.3. bes3BpefHOCTb B TecT-A403e OMpeAenseTca B Kaxolh [ecAToin
napTun npenapara, npefHasHa4YeHHOro 418 XWBOTHOBO/ETBa.

Mpn nonyvyeHNU HeyLOBMETBOPUTENbHBIX Pe3yNnbTaToB MCMbUaHUA
NnepeBoSAT N NPUEMOCLATOYHbIE [0 MOMYYEHUS MONOXKUTENbHBIX pe-
3yNnbTaTOB Ha Tpex MapTusx.

3. METOAbl AHANN3A

3.1. OT60p npo6 —no MOCT 20264.0; metogbl aHanusa —no FOCT
20264.1; TOCT 20264.2. MoBapeHHYH COflb OMpPefensfoT pPacyeTHbIM
nyTeMm.
yT3.2. OnpepeneHne 6e3BpPeAHOCTM B TeCT-403C

3.2.1. AnnapaTypa

Crtynka tapgoposas no NOCT 9147.

LLivpuH no TOCT 22967.

Wbl MHbeKUMOHHbIe no MOCT 25377.

Bopa guctunnuposaHHaa no FOCT 6709.

bymara ¢unbtpoBansbHasa no FOCT 1202G.

3.2.2. Ans onpegeneHus 6Ge3BpedHOCTM Mpenapara MpOTOCYOTUMHU
3x naTy Mblwam Maccoli Tena 20—24r nepopanbHO BBogaT cxca-
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HEBHO B TeueHue 5 fAHeii Ho 0,5 cM:| pacTBopa C MaccoBoii fonei npe-
napata 0.5%. (MpenapaT C HanofHWTENEM KyKYpPy3HO MyKOi npep-
BapUTE/NILHO W3MENbYalT A0 MOPOLLIKOOBPA3HOro COCTOAHMA W (DUb-
TpytOT.)

HabntofeHve nNpojo/mKaloT B TeueHue [uy.4 MNOCNefyHoLWmnX CyTOK.
MpenapaT cunTatloT 6e3BpedHbIM, ECNM  Hee MbIWM  OCTalTCA  XU-
BbIMW. [pn rubenn Xxota 6bl OAHOTO XXMBOTHOIO MPOBEPKY MPOBOAAT
Ha Y[BOEHHOM KOMMYeCTBe Mblilleil. [pn NOBTOPHOM OMbITe B Cryydae
rméenu xota 6bl OJHOrO >XMBOTHOrO Mpenapar CYMTaOT He COOTBET-
CTBYOLMM TpeboBaHWAM CTaHAapTa.

4. TPAHCIMOPTWPOBAHWVE N XPAHEHUE

4.1. TpaHcnopTupoBaHue n xpaHeHme —no | OCT 26142.

5. FTAPAHTUMN UN3rOTOBUTENA

5.1. N3roTtoBuTeNb rapaHTUPYeT COOTBETCTBME (DEPMEHTHOro npe-
napata npoTocy6THAMKM [3X TpeboBaHWAM HACTOALLEro CTaHgapTa npu
COBMOEHNN YCNOBWIA TPAHCMOPTUPOBAHWS U XPaHEHNS.

5.2. apaHTWIiHbIA CPOK XpaHeHWs npenapata NpPOTOCYOTHAUK
['3X — 6 Mec COo HA ero U3roToB/IeHUS.
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NMH®OPMALWNOHHBLIE JAHHBLIE

. PASPABOTAH W BHECEH .MwuHuicTepCTBOM MeAULMHCKOA Mpo-
MblwneHHoctn CCCP

PA3PABOTHUHNKU
P. B. Katpyw, A. B. "apbysos, B. M. JlaBpyxuHa

. YTBEPXJEH W BBEAEH B [JEWCTBWE [ocTaHoBMeHMeM
locypapcteeHHoro kommuteta CCCP Mo ynpaBneHUW» KavyecTBOM
npogykuum n ctaHgaptam ot 21.03.90 A6 47N

. Cpok nepBoii npoBepkn — J995 r.,
NepuoANYHOCTL NPOBEPKN — 5 neT

. BBAMEH TOCT 23636—79. Kpome YMNakoBKW, MapKUpPOBKW, TPaHC-
NMOPTUPOBaHNS U XPaHEHWS

. CCbI/TIOYHbIE HOPMATUBHO-TEXHWYECKWE OOKYMEH-
Tbl

O60Mang§ﬁtHJdahEg KOTOpb I/ Hovep nyHkTa
[OCT <1709—72 32.1
OCT 8253—79 12.1
[OCT 9147—80 321
FOCT 12026-76 32.1
OCT 13830-84 121
OCT 14176—69 121
OCT 202640 - 74 21;31
OCT 20264 1-89 124; 31
OCT 20264.2—88 124; 31
FOCT 22967-82 321
FOCT 25377—82 321
FOCT 20142-84 13; 14; 41
MY 2399-81 126



Pepaktop T. I BacuneHko
TexHuueckuii pegaktop O. W. HukuTuHa
KoppekTtop B. W. KaHypkuua
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