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FTOCYAAPCTBEHHDBHU CTAHOAPT COK3IA CCP

NMPEMAPATY NBT AHTUCENTUIECKNM

TexHMueckue yCnoBus r OCT
Antiseptic preparation IIBT. Speciiications 2 3 9 5J —'80*

Nocranosnennem locypapcrseHHoro komurera CCCP no craHpapram ot 21 saHBaps
1980 r. N° 224 cpok BaegeHMa YCTaHOBNEH

¢ 01.01.81

flposepeH & 1985 r. Mocranosnennem ToccraHfapra or 27.03.85 Ne 385
CPOK AEeHCTBMA NpoAaneH ao 01.01.92

HecobnioneHne craniapra npecnegyerca no 3aKoHy

Hacrodamuit crangaprt pacrnpocTpausiercsi Ha BOLOPACTBOPHUMBIM aH-
tucentudeckui npenapar lIBT. [Ipenapar npennasHauen Aast dHTH-
CENMTHPOBAHHUSA CBHIPLIX MHJAOMAaTepHAJIOB C ILE/JbI0 3aUIATHl HX OT MOopa-
JKEHHUS JepeBOOKPALIUBAOUHMHU M IJIECHEeBbIMH TIrpHOaMH B IEPUOL
aTMOC(EepHOH CVIUKI HJAH TPAHCHOPTHPOBAHIIA.

1. TEXHHUYECKHME TPEBOBAHUSA

1.1. Ilpenapat TIBT nosxkeH O6GbLITh H3rOTOBJEH B COOTBETCTBHH C
TpeOGOBAHHAMH HACTOSALIEro CTaHAapTra Mo pelentype U TeXHOJIorHue-
CKOMY perJaMeHTy, yTBepXKJAelHbiM B YCTAHOBJEHHOM TOpSAKe.

1.2. Ilpenapar I1BT noszken comep:atb CJAeAYIOLIHE KOMITOHEHTHI:

neataxaopdenoasat Hatpus, % . . . 40,0x1,0
THOMOUEBHA Texiuyeckas, 2-# coprt, 9% 10,0+0,5
Oypa pnecatusoaHas no OCT 8429

77, % G T R ¢ = = K
coga KaabliupupoBanHas no I'OCT
5100—85, % . . . . . . . . . . 130%05
macao Tpanchopmaroptioc no T['OCT
982—80, % . . . . . . . . . . 20£0]l

1.3. [To ¢usnKo-XHMHUECKHM I[O0Ka3aTeddM IMpenapar HoJxKeH CO-
OTBETCTBOBAThH TPeOOBAHUAM H HOpPMAaM, YKa3aHHbIM B TabJjHle.

U3ipauue ohuumanbvHoe Mepeneyatka BocnpeleHa

x
* [Tepeusdanue (ansape 1986 ¢.) ¢ Hamenenuem Ne |,

yreeprcoennoim 8 mapre 1985 e. (HYC 6—85).
© WUapatenbctso crtaHaapros, 1986
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HadMenoBaHHe NOKazarens Hopma

HaceinHass mJaoTHOCTh, KI' - ! 0,70—0,83

Qctatok Ha cute Ne 1.6, 9%, ve Gonaee 10

PacrBopumocTh, I, HE MeHee 15,0

Tlokaszatenp KoHUEHTpallld BOAOPOAHLIX 8,8—9,7
noios (pH) BoagHoro pacrsopa

Ileer u BHewminu#i Bug 1Y;,-HOoro Bsoano- JKeaToBATO-KOpHYHEBLIH, He Ccolep-
ro pacTBOpa Kallui XJIONbeB

(M3meHenHas pepakuus, Usm. Ne 1).

2. TPEBOBAHMS BE3ONACHOCTM

2.1. Ilpenapar IIbT He ropicu 1 He B3pbLIBOONACEH.

2.2, llpenapat IIBT npeacrasasier coboit MexaBHUeCKYIO CMecCh
COCTABHBIX KOMIOHEHTOB. Pasiapaxaiwnie AeHCTBYeT Ha CJAH3HCThIE
000JIOUKH H KOXKHble INOKpOBH. OmnaceH NpH MNOCTYIJIeHHII uYepe3 KO-
Ky. Havbonee ToOKCHUHBIM KOMIOHEHTOM IpenaparTa siBjaseTcs IeHTa-
xaopdeHoadar HaTtpus. [leHTaxaopdeHONAT HATPUSA OTHOCAT K BeleCT-
BaM 1-ro kJsacca omacHoctd. IlpeaedabHO gonmycTuMasi KOHUEHTpAUUS
(I1/1K) nenraxaopdeHoJ/siTa HaTpUs B Bo3ayxe pabouedl 30HBI MPO-
H3BOACTBeHHOro noMelleHus — 0,1 mr-M3. [IpenmMyilecTBeHHOe arperar-
HOe COCTOsIHHEe B YCJIOBHSIX TMPOH3BOJACTBA — CMECh IIapOB U a3po30J4.

2.3. U3aMenpyeHue U cMelieHHe HCXOAHBIX NMPOAYKTOB NpPH H3TOTOB-
JeHUHU Iperapata NPpOU3BOLAT B 3aKPHITHIX anliaparax.

OCHOBHBIM HCTOUYHHKOM 3arpsi3HeHHs SABJALIOTCA MeCTa 3arpys3kH
COCTABHBIX KOMIIOHEHTOB B anmnapar H pac@gacoBka roTOBOTO IPOAYK-
Ta.

B npoiecce u3rotoBjeHHsi mnpenapara HeoOXOAHMO repMeTH3HPO-
BATh 3arpy3ky HeHTaxJjgopgeHOadTa HaTpHAd H aBTOMAaTH3HPOBATH

pacacoBKy roToBoTo NPOAYKTA.
2.4. O6mme tpeGoBanus 6GeszonacHoctH —no I'OCT 12.3.034—34.

(U3meHenHasn peaakuus, Usm. Ne 1),
2.5—2.9. (HUckawouenb, U3m. Ne 1).

3. NPABUIIA NMPUEMKW

3.1. Tlpenapar npunumaior naptusmu. llapTHen cuuTalwT ompele-
JEeHHOe KOJHYEeCTBO OJHOPOJAHOr0 MO CBOMM [IOKas3aTessM KauecTBa
npenapara [IBT, conpoBoxiaaemMoe OIHUM MAOKYMEHTOM O KayecCTBe.

JIOKyMeHT HoJi2KeH coAepxKarTb: oOO3HayeHHe NPeaNnpHATHSA-H3rOTO-
BUTE/ISI, HAUMEeHOBaHHe TNiperapaTra, HOMEp NapTHH, AaTy MH3roToBJIe-
HHsI, MacChl O6pPyTTO U HETTO, 00O3HaueHWe CTaHAapTa U Pe3yJ/bTaThl
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MPOBEAEHHLIX HCIOBITAHUH, NOATBEPKAAIIIHNE COOTBETCTBHE KayecTBAa
MpoOAYKTa TpeOOBAaHUAM HACTOSUIEr0 CTAaHAApPTA.

3.2. 11 npoBepKH KayecTBa Ipernapara Ha COOTBETCTBHe Tpebo-
BAHUAM HACTOALIEro craHjgapra OTOHpaiOT OT MAapPTHH MAaccod MeHee
7 toic. Kr 20 6aHOK Hau © MeIIKOB, OT mapTHUH Maccoil 6ojee 7 THIC.
Kr — 2Y% eAnHHL YIaKOBOK.

3.3. [Ipu noayuyeHHu HeyAOBJETBOPUTEJNBLHBIX Pe3yJbTaTOB HCIIBLITA-
HUs XOTs Obl MO OJAHOMY M3 IOKa3aTelJled NMPOBOAAT MOBTOPHbLIE MCIIHI-
TaHHA Ha BHOBb O0TOOpaHHOU BHIGOpKe. Pe3yabTaTh HOBTOPHBIX HCIIHI-
TaHHH PacHpoCTPAHAITCH HA BCIO NAapTHIO.

4. METOAb!I MCNLITAHUM

4.1. OT60p npob

4.1.1. Ilpobu orbupaior paBHomepHo. Toueunyo npoby orTbupaior
B KOJuuYecTBe, oOecrneyuBamlileM COCTaBJaeHHe cpeiHed NpoOwl.

4.1.2. Toyeynole npoObl COEAHHAIOT BMECTe M TLIATEJNBHO NepeMme-
wuBawT. OT 06beAMHEHHON NpoO6b OTOHPAT CcpedH0I0 Npoby Mac-
cod He MeHee 3000 r, noMenialT B YHCTYIO CYXYIO CTEKJSHHYIO OaHKY
H r€pMEeTHYHO 3aKPbiBAIOT.

Ha 6aHKy co cpeaHed npoOod HAKJEUBAIOT 3THKETKY C YKa3aHUEM:
OpraHusanui, orobpasuen npody, HauMeHOBAHHUS Iipenapara, HoMmepa
IHapTHH U gatbl otbopa npodul. baHky nepepawT B JabopaTtopHio A
MPOBeeHHUsT UCIbITAHHS.

42. OnpepfesieHde HACBIMIHON NJAOTHOCTH

4.2.1. Ilocyda u npubopsi

Hunueap mepuwiit no FOCT 1770—74, Bmectumoctbio 1 M3,

Bechi Texnnueckue ¢ MOrpelIHOCTLIO B3BemuBaHus He 6oaee 0,5 T.
4.2.2. [Iposederue ucneiranus

OtobpaHHyro npoby npenapara OCTOPOXKHO 3aceHnarpT 06e3 ynjoT-
HEeHUs] B MEpHBI UMJAHHAP A0 MeTKH. Cojepxumoe HHJIMHApA B3Be-
IIUBAIOT.

4.2.3. Obpaborka pe3yrbTaros

FHacpinHyio MJOTHOCTL npenapata (p) B Kr-J—! BHIYUCJSIOT MO ¢Op-
MyJie

Im
="y

rae m -— Macca COAepXKHMOro UHJAHHAPA, KT
V — BMecTHMOCTDH HHJAHHAPA, AM°.

3a pe3yJbTaT HCIOBITAHHS TPHHUMAOT CpeJHee apH(pMeTHUECKoe
TpeX IapaJijeJIbHBIX ONpefeeHHH, AOMyCKaeMbie pAaCXOXKACHHSI MEXK-
1Y KOTOPBIMH He AOJXKHbI npeBuimath 0,00 xr-a—'.

43. Onpenenenne ocratTka Ha cute Ne 1,6
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4.3.1. Hpubopor
Cuto Ne 1,6 no TOCT 3584—73.

Becbl TexHHueckHe ¢ IOrpelIHOCTBIO B3BeIIHBAaHHS He 6oJee
001 r.

4.3.2. IIposedenue ucnoeliranus

00—100 r npenaparta nomeuiarT Ha cuto Ne 1,6, npeaBapuTenbHO
B3BewleHHoe. IIpocenBaroT Ha BuOpaTope HJAM BPYYHYI0O He MeHee
10 MuH. 3aTeM KOMKH Ha cHTe pa3buBaioT, NPOBOAA IO HUM KHCTOY-
KOH, H CHOBA npoceHBaioT 5 MHUH. OCTAaTOK Ha CcUTe B3BelIUBawoT. Bce
B3BELUUBAHUS HPOU3BOAAT C mnorpemrHoctoio He 6ogee 0,01 r.

4.3.3. Qb6paborka peayasTaros

Ocratok Ha cute Ne 1,6 (X) B npoueHTax BBLIYHCAAIOT MO Gop-
MyJie

X =—= 100,
m
rae m — Macca HaBeCKH mpenapara, T;
m; — Macca octaTtka Ha cute Ne 1.6, r.
3a pe3yabTaT MCHLITAHUA NPHHUMAIOT CpeiHee apupMeTHYECKOoe
TpeX NapaJiae/bHBIX Ompele/eHHH, AONYyCKAeMble PACXOXKAEHHA Mex-
AY KOTODPBIMH He AoJ1kHbl npeBbiiiath 0,7Y%.
44. OnpepgeneHue pacTBOPUMOCTH
44.1. Pacrsoper u nocyda
Bopaa auctuanunposannas no 'OCT 6709—72.
CrakaHuuk ans B3BemuBanus (6iokca) no 'OCT 23932—79.

4.4.2. Ilposedenue ucnoiranusn

20 r npenapata B3BewHBalT u pactsopstoT B 100 cM? puctHiaHpO-
BaHHOH Boabl npu 15—20°C. TuiarenpHo nepemeumunBatror 20 MuUH. 3a-
TEeM pacTBOp (QPUABTPYIOT uepe3 (PUIALTP «CHHAA JeHTa», NpeaBapH-
TeJIbHO BBICYLIEHHBIH B Ol0Kce a0 moctosiHHOM maccehl npu 50°C. Oca-

JOK BMecTe ¢ duabTpoM moMenialT B OwKey U cywat npu 50°C go
IOCTOSSIHHOHM MAacCCHl.

Bce B3BelIMBaHHS MPOBOAAT C NorpewHocTbio He 6oJee 0,01 r.
4.4.3. Obpaborka pe3ysbraros
PacrBopumocth npemapara (X;) B rpamMmax BLIYHCASAIOT IO (op-
MyJie
X1: L — (mg--ﬁml),

rjge m — Mmacca HaBeCcKH Ipemnapara, T,
m; — Macca OI0KCHI C (PHJIBTPOM, TI;
Mg — Macca OIOKCH C PHABTPOM H OCaJKOM, T.

3a pe3yJbTaT HCOBITAHHA NPHHUMAIOT CpelHee apHpMeTHYecKoe
TpeX nmapaJuiesibHBIX OnpefesieHuit, JONycKaeMble PACXOKACHUSA MeXAY
KOTOPBIMH He HOJKHBI IpeBbluiaTh 0,0 T.
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45. Onpengenenne nNokKasaTteasds KOHUEHTPALUUH BO-
pAopoaiHunXx HOHOB (pH) BoamxHoro pacrteopa

Iloka3atesqb KoHuUeHTpauuu BojopoanbiX I1oHoB (pH) Bomuoro
pacTBopa oOnpeaessiioT NOTEHIIUOMETPOM, BBIIONHSAA H3MEPEHHS JIOo-
ObIM 3JIEKTPOAOM, paborawuiiM B cpese B pH 8—12.

46. Onpenenenue unuBetra H BHewHero Buga 1%-
HOTO pacTBOpa

liBeT u BHewnu#i BUA pacTBOpa onpejeasitoT BH3yaJbHO, 1 r mpe-
napata B3BeUIMBAIOT ¢ norpeltHoctbio He 6oJgee 0,01 r, nomewialor B
MepHBIH HHJAHHADP BMecTHMOCTBIO 100 cM3 nmo I'OCT 1770—74, BnuBa-
0T 00—60 cM® auCTHAJIHPOBAHHOH BOALI, nmepememuBanwT 10—15 MHH
H AOBOIAT 00beM A0 METKH.

5. YNAKOBKA, MAPKHPOBKA, TPAHCNOPTHPOBAHHUE U XPAHEHME

b.1. Ilpenapar pacgacoBuBawT Maccod nmo 7 kr (HeTTo) B OGaHKI
no 'OCT 6128—81 u3 wepuoy xectd uaum no 20 kr B GUTYMHPOBaH-
Hole OyMaxHbie Memkn no I'OCT 2226—75 HJAH 1OJH3THJIEHOBHIE
memikd 5—0,150 no 'OCT 17811-—-78.

daxTHyeckass Macca HeTTO MOXKET OTJHYaThbCH OT HOMHHAJbHOH B
npeaeaax =25%.

5.2. baHKH 3aKaThIBAlOT KPHILIKAMH H YHaKOBBHIBAIOT B JE€PEBSH-
nele siiuKkyd tHoa I mo I'OCT 2991—85, no 4 mit. B KaxKAbii.

[lonustuneHoBole MEIIKH 3aBapHBAIOT, BKJAAAbIBAIOT B TPEXCJOH-
Hele OyMaxKHble MemikH 1o I'OCT 2226—75 u 3ammBalT MalIMHHBIM
cnocobom.

(MU3meHeHHas penakuus, Usm. Ne 1).

5.3. Ha kaxaylo ynmakoBKYy C IpenaparoM HakJeHBAKT OYMaxXHYIO
3THKETKY ¢ 0003HaYeHUAMH: NPeANpPHATHA-H3IOTOBHTENS, HAHMEHOBA-
HUS1 IIpernapara, Maccbl OpYTTO H HETTO, HOMepa NapTHH, AATHl HU3TO-
TOBJIEHH S, 0O03HAUYEHHSI HACTOSIILEro cTaHnapra.

JlonyckaeTrcsi Ha MeTaJIHUecKHX 6GaHKaxX M MellKaX He YKa3sbl-
BaTh B 3THKETKax Maccy OpyTTo.

TpancnopTHasgs MapKHpPOBKa HOJXKHA COOTBETCTBOBaThH TpebOOBaHM-
am 'OCT 14192—-77.

0.4. Ilpenapar TpancnopTUpyrOT TPAHCNOPTOM BCEX BHIAOB, Kpome
Bo3aymHoro, no F'OCT 14189—8]1.

(U3meHeHHaa penakuusa, Usm. Ne 1).

5.5. Ilpenapar XxpaHAT B OTHAEJbHOM, CYXOM, 32KPHITOM IOMenle-
HUH B ynakoBke uaroropurens no 'OCT 14189—8I.

5.6. Ha kaxnayio ynakoBky ¢ ImpenapaTtoM B COOTBETCTBHH C
OCT 19433—81 noJskeH ObiTh HaHeCceH 3HAaK OMacHOCTH Kjaacca 6
noaknaacca 6.1, kraccupukauHoHHbIH mHGp rpymnnu 0113.

5.5; 5.6. (U3menennan pepaxumsa, Ham. Ne 1),
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6. TAPAHTUHU U3TOTOBUTENA

6.1., Illpenapar IIBT ponxkeH ObiTb NPHHAT TEXHHYECKHM KOHTPO-
JEM MpeAnpHATHA-U3TOTOBUTENA. K3roToBHTENbL TapaHTHPYET COOTBET-
crBue mpenapara lIBT TtpebGoBanuam Hacrosillero crawgapra npH
COOJIIOJEHHH YCJAOBHH TPaHCHOPTHPOBAHHS U XpaHeHUs. ['apaHTHIHBIH
CpoK xpaHeHnus npemnapara IIbT — 2 roga co aust nsrorossenus. Ilo
HCTEYEHHH YKAa3aHHOrO cpoxa Iepel HCHOAb30BAaHHEM Iipenapat JoJ-
)K€H OBITb IPOBEPEH HA COOTBETCTBHe TpeOOBAHUSAM HACTOSALIEro
cTaHaapra.

Penaxtop T. B. Cmeira
Texunueckuéi peaaxktrop J. B. Mursi
Koppekrop JI. B. Cruyapuyx

Cnano B Ha6. 17.03.86 Iloan. B neu 13.06.86 0,5 yca. n. a. 0,8 yea. kp.-orr. 0,39 yu.-u3a. n.
Tupax 8000 Llena 3 kor.

Opaena «3uak [Touera» HsnarenbcTBo cranaaproB, Mocksa, 123840, I'CII,
HoronpecHeHCKUH nep., a. 3.
BunpHIoCcKas tHnorpadus HagzarteabctBa cravjgaptoB, yia. MuHzayro, 12/14. 3axk. 2502,




