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YAK 634.0.841 : 006.354 Fpynna N16
TOCYARAAPCTBEHHBMHW CTAHRAQAAPT COKW3A CCP

MPEMAPAT NBT AHTUCENTUYECKMH

TexHMHeCKME YCNOBMSA rOCT
Antiseptic preparation TIBT. Specifications 2 3 9 5/|—80*

Nocranosnenuem locypapcreseHHoro womutera CCCP no craHfaapram ot 21 sHBaps
1980 r. N° 224 cpok BsefileHust YCTAHOBNEH

c 01.01.81
Tfiposepex B 1985 r. MocraHoanennem ToccraHaapTa or 27.03.85 Ne 885
CPOK fileHCcTBMA NpoAneH fo 01.01.92

Heco6niopenue crangapra npecnegyercs no 3aKoHy

Hacrosmu# cranzapr pacnpocTpassercs Ha BOJAOPACTBOPHMBIH aH-
tucentuyeckuit npemapar IIBT. [Ipenmapar mpeana3HayeH anas dauTH-
CENTHPOBAHHS CHIPHIX NMHJAOMAaTepHaJ/oB C LeAbI0 3aIATHL X OT Mopa-
JKEHHUSI JepeBOOKPALUMBAIOUHMH H IJIECHEBHIMH TpHOAMH B MEPHOL
atMoc(epHOIil CYIUIKH HIH TPAHCHOPTHPOBAHIISA.

1. TEXHUYECKME TPEROBAHUS

1.1. Ilpenapar IIBT gonxen ObiTh H3rOTOBJEH B COOTBETCTBHH C
Tpe6OBAHHAMH HACTOSAILEro CTaHiapTa MO peuentype H TEXHOJOTHYe-
CKOMY perJameHTy, YTBepXKJAeHHbM B YCTAHOBJEHHOM MOpSAKe.

1.2. Ilpenapar I1BT nponxen comepxaTb caeAyIOLIHEe KOMIIOHEHTHI:

neutaxaopdenonstT HaTpus, % . . . 40,031,0
THOMOYEBHHA TexXlWyeckas, 2-# copt, % 10,0+0,5
6ypa pecatupoguaa no [OCT 8429—

77, % . . . . . . . . . . . . 350&10
cofa KaapumnupoBaunag no I'OCT
5100—85, % . . . 13,005
mMacJjo Tpancq)opmampuoc o TOCT
982—80, o .. 2001

1.3. Tlo cpﬂsuxo XUMHUYECKHM [0Ka3aTedsiM IIpemapat HOJIKeH CO-
OTBETCTBOBATb TPEGOBAHHAM H HOPMAaM, YKa3aHHBIM B TabJuue.

V3pnaune ohuumansHoe lNepeneuarka socnpeujena

* [epeusbanue (ansape 1986 e.) ¢ Hamenenuem Ne 1,
yreepxoennsim 8 mapre 1985 &. (HYC 6—85).

© Wsparenwcteo crtaHpaptos, 1986
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HadMenoBaHHe nokasateas Hopma

HacuinHasi MJI0THOCTB, KI - J~! 0,70—0,83

QOcrtatox Ha cute Ne 1,6, %, ue Gonee 10

PacrBopHMOCTB, T, He MeHee 15,0

TTokasaTeNp KOHUEHTPALMH BOROPOLHLIX 8,8—09,7
nonos (pH) Bomnoro pacreopa

llser u BHewnuii BuA 1Y -Horo Boauo- JKenToBaTo-KOpHYHEBLIl, He conep-
ro pacrtsopa XKaluuil XJIonbeB

(Usmenennas pepakuus, Uam. Ne 1),

2. TPEBOBAHMSA BE3ONACHOCTM

2.1. Ilpenapar I1BT He ropiou # He B3PLIBOOMACEH.

2.2. llpenapar IIBT mnpeacraBasier co60il MeXaHMUECKYI CMecCh
COCTABHBIX KOMIIOHeHTOB. Pasjpaxalome JefcTByeT Ha CJH3HCTble
000JI0UKH M KOXKHBle HOKpOBbl. OnaceH NpH NOCTYIUIEHHI Yepe3 Ko-
Ky. HanGonee TokcuunbiM KOMIIOHEHTOM Ipenaparta sBJSETCS NeHTa-
xJopdeHonaT HaTtpHus. [TeHTaxa0pheHONAT HATPHSA OTHOCAT K BELUECT-
BaM l-ro kjaacca onacHoctH. IlpesenbHo jgomycrtHMasi KOHLEHTpamus
(I1OK) nenraxnopteHossiTa HaTPHsi B BO3AyXe paboueil 30HBI mpo-
u3BoJAcTBeHHoro noMemenus — 0,1 mr-m3. IIpenMyilecTBeHHOe arperar-
HOe COCTOsIHHE B YCJIOBHSX NMPOH3BOJACTBA — CMeCh NapoB H a3po30Jsi.

2.3. VlamennueHue U cMellleHHe HCXOAHBIX NPOAYKTOB NpPH H3TOTOB-
JEHHH Tperiapatra Npou3BOAAT B 3aKPHITHIX anmnaparax.

OCHOBHBIM HCTOYHHKOM 3arps3HeHHsl SBJSIOTCS MecTa 3arpy3kH
COCTaBHBIX KOMNOHEHTOB B annapaTr H pac¢acoBKa IOTOBOI'O NPOAYK-
Ta.

B mpouecce usrorosjennss mnpenapara HeoO6XOAHMO TrepMeTH3HPO-
BaTh 3arpysKy NeHTax/Jop(eHOJsATa HATpHS H aBTOMaTH3HPOBaTb
pac(acoBKy rOTOBOTO NPOAYKTa.

2.4. O6wmue Ttpe6GoBaHusi GesonacHoctH —no I'OCT 12.3.034—84.

(M3menenHas pepakuus, U3sm. Ne 1).
2.5—2.9. (Uckawouenbr, Ham. M 1).

3. NPABUIIA NPUEMKNH

3.1. Ilpenapar mpunuMaior napTusmu. Ilaptuefi cuntaior omnpene-
JIEHHOE KOJIMYECTBO OJHOPOLHOrO MO CBOMM MOKa3aTesiM KauecTBa
npenapara [1BT, conpoBoxiaaemoe OAHUM JAOKYMEHTOM O KayecTBe.

JIOKYMEHT [oJI2KeH coJep:KaTb: 00603HayeHHe NpeANpHATHS-H3r0TO-
BUTe/Isl, HaHMeHOBaHHe TpenapaTa, HOMep MNapTHH, 1aTy H3TOTOBJE-
HHUsi, Macchl 6pyTTO U HETTo, 0603HaueHHe CTaHAAPTa M Pe3y/bTaThl
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NPOBEJAECHHBIX HCIBITAHWH, MOATBEPKAAILINE COOTBETCTBHE KayecTBa
NpOJyKTa TpeGOBAHHSM HACTOSLIEr0 CTaHJapTa.

3.2. g npoBepkH KayecTBa IperapaTa Ha COOTBeTCTBHe Tpebo-
BaHHSIM HACTOSIIEro CraHgapTa OTOHPAlOT OT NMapTHH Maccoll MeHee
7 teic. kr 20 GaHOK Mau 6 MeIIKOB, OT MapTHH Maccoit Gosee 7 ThIC.
KT — 2% enMHHI YIaKOBOK.

3.3. Ilpy mosyyeHHH HEYAOBJETBOPHTENbHBIX Pe3yJbTATOB HCIBITA-
HHsL XOTsl ObI 1O OJHOMY M3 NOKa3aTesel NPOBOASIT NOBTOPHbIE HCIIHI-
TaHHA Ha BHOBb OTOOpaHHO# BhIGopKe. Pe3y/ibTaTH HOBTOPHEIX HCIIHI-
TaHHH PacNpOCTPaHSIOTCHA HA BCK NapTHIO.

4. METOAb! MCNLITAHMMA

4.1. Ot6op mpo6

4.1.1. TIpo6ur or6upaiotT paBHOMepHO. Toueunywo npo6y OTOHpaIOT
B KOJIHYECTBe, 06eCHedynBaiolleM COCTaBjeHHe cpejHeldl NpoGHL.

4.1.2. Toyeynble Mpo6bl COeAHHAIOT BMeCTe M TIATEJNBHO IepeMe-
wuBawT. OT o6beIHHEHHOH NpoGH OTGHpPAOT CpelHIOK Npoby Mac-
coii He MeHee 3000 r, mMOMeIAIOT B YHCTYIO CYXYIO CTEKJISHHYIO GaHKY
H repMeTHYHO 3aKPBIBAIOT.

Ha 6anky co cpexHeit npoGo#l HakJeMBAIOT 3THKETKY C YKa3aHHeM:
opraHusauuf, orobpabuieit mpo6y, HaHMeHOBaHHsl IpenapaTa, HoMepa
NIapTHH M JaThl oTOopa npobul. BaHKy nmepepawT B JaGopaTopHio A
NpOBeJieHHsT UCTIBLITAHHS.

42. OnpenejedHde HACHIMHOW MJOTHOCTH

4.2.1. IlocyOa u npubopoi

Hunuuap mepuwiit no FOCT 1770—74, BMectuMoctbio 1 am3.

Becnl TexnnuyecKue ¢ MOIPEIIHOCTLIO B3BellnBauusi He Gosee 0,5 r.
4.2.2. Ilposedenue ucneiranus

Otobpapnyo npofy npenaparta OCTOPOXHO 3acHINalT 6e3 YmIoT-
HeHHMsl B MepHbI WHJAHHADP A0 MeTKH. CojepKHMoe LHJIMHAPA B3Be-
HIMBAIOT.

4.2.3. Obpaborka pe3yasraros

HacpbinHyio mIOTHOCTb Hpenapata (p) B Kr-Ja~! BEIUHCASIOT MO ¢op-
MyJe

_m
==
rage m — Macca COAEepXKHMOro UHJHHADpA, KT,

V — BMecTHMOCTb LHJAKMHADA, AM3.

3a pesyabTaT HCOHTAHHS NPHHUMAIOT CpefHee apHdpMeTHHecKoe
TPexX mapaJjule/IbHBIX ONpeleNeHHi, fomycKaeMble DacXOXKAEHHS MeX-
LY KOTOPLIMM He HOJKHb npeBuiwarts 0,05 kr-a—'.

43. Onpenenenne ocraTka Ha cute Ne 1,6
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4.3.1. IIpubopor

Cuto Ne 1,6 mo 'OCT 3584—73.

Becnl TexHHueckHe ¢ MOTpPeLUIHOCTBIO B3BellHBaHUA He GoJee
0,01 r.

4.3.2. IIposedenue ucnoiranus

50—100 r npenapaTta noMemanT Ha cuto Ne 1,6, mpesBapuTenbHO
B3BemeHHoe. IIpocenBaloT Ha BHOGpaTope HJAM BpYYHyi0 He MeHee
10 MuH. 3aTeM KOMKH Ha CHTe Da30GMBaiOT, NMPOBOAS MO HHM KHCTOY-
KOH, H cHOBa mpocenBaioT 5 MHH. OCTaTOK Ha CHTe B3BemHBalOT. Bee
B3BELIHBAHHUS HPOM3BOAAT C MOTPelIHocThio He Gogee 0,01 r.

4.3.3. O6paboTka pe3yasTaros

Ocratok Ha cure Ne 1,6 (X) B mpoueHtrax BbYHCASIIOT MO (op-
My.J1e

X=—"1-100,

m

rie m — Macca HaBeCKd Npenapara, r;
my — Macca ocraTka Ha cute Ne 1,6, r.

3a pe3yabTaT HCHBITAHMH NPHHHMAIOT CpefHee apHdMeTHYECKoe
Tpex napaJiie/bHBIX ONpeleseHHil, HOMycKaeMbie DACXOXKAEHHS MexX-
Ly KOTOPBIMH He JOJIKHbI mpeBbiiath 0,7%.

44. Onpenesense pPacTBOPHMOCTH

4.4.1. Pacrsopet u nocyda

Bopna aumcrunnuposannas no FOCT 6709—72.

Crakanuuk Ajis B3pemwHBaHus (6iokca) mo I'OCT 23932—79.

4.4.2. IlposedeHue ucnsiTanus

20 r npenapaTta B3BeWHBAIOT U pacTBopsioT B 100 cM® gucTHIIHPO-
BaHHO BoAgbl mpu 15—20°C. TuatenpHo nepememnBaior 20 muH. 3a-
TeM pacTBOp QHJBTPYIOT uepe3 (UIBTP «CHHsASl JIeHTa», NpelLBapH-
TeJIbHO BHICYIIEHHbIH B GlOKce 10 mocTosiHHOH Macchl mpu 50°C. Oca-
oK BMecTe ¢ GUIBTPOM MOMellanT B Owkey H cywart npH 50°C no
MOCTOSIHHOH Macchl.

Bce B3BelIMBaHHs MPOBOAAT C MOFPeLIHOCTbIO He Gogee 0,01 r.

4.4.3. O6paborka peayasTaros

PacrBopumoctp mpenmapara (X;) B rpaMMmax BBIYHCAAIOT o ¢op-
MmyJe

Xi=m—(me—m,),

rje m — Macca HaBeCKH Ipernapara, T;
m; — Macca GIOKCH ¢ HJAbTPOM, T;
mga — Macca GIOKCH C QUIbTPOM H OCafKOM, T.
3a pesyJpTaT HCNHITAHHA NPHHHMAIOT CpelHee apHdpMeTHYeCKOe
Tpex napajjefbHblX ONpejesieHtif, JONycKaeMble PAaCXOXKACHHS MEXKAY
KOTOpBIMH HE JOJIXKHBI NpeBsIath 0,5 r.
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45 Onpenenenne nmokasatTeass KOHUEHTPAUUH BO-
gopoaHunx HoHOoB (pH) Boanoro pacrtBopa

IToka3aTteib KOHLEHTpAalUMH BOAOPOAHLIX I1oHOB (pH) BomnOro
pacTBOpa ONpeAeNsiioT NOTEHLUHOMETDPOM, BBINMOJHAS H3MEPEHHd JIo-
OBIM 3JEKTPOROM, paboTaiouiim B cpelie B pH 8—12.

46. Onpenenenne nBera H BHemWHero Buaga 1%-
HOTO pacTBoOpa

1IBeT u BHewHH{I BHJ PacTBOpPa ONpelensioT BH3yaJbHO, 1 T mpe-
napata B3BEUIHBAIOT ¢ morpewHocteio He Goaee 0,01 r, nomemwawnr B
MepHBIft HUAHHADP BMecTHMocThio 100 cM® mo I'OCT 1770—74, BauBa-
10T 50—60 cM?® mHCTHAJHPOBAHHON BOAH, mepememuBaoT 10—15 MuH
H LOBOAAT 00bEM 10 METKH.

5. YNIAKOBKA, MAPKHMPOBKA, TPAHCNIOPTMPOBAHHE U XPAHEHMUE

5.1. Ilpenapar pactacoBeBaOT Maccoit no 7 xr (Herro) B 6GaHKN
no F'OCT 6128—81 u3 uepHoit xecTH uanm no 20 kr B GUTYMHPOBaH-
Hbole OyMmaxHble Mewkn no ['OCT 2226—75 uiH nOJHITHIEHOBHIE
Mmewkn 5—0,150 no T'OCT 17811—78.

QaxTHyeckass Macca HETTO MOXKET OTJHYATbCS OT HOMHHAJNBHOH B
npenenax =2,5%.

5.2. BaHKH 3aKaThIBAIOT KPHILIKAMH M YNaKOBBIBAIOT B JAEPEBSH-
nple suuky tana I mo F'OCT 2991—85, no 4 mirt. B KaXAbIfA.

ITosusTUIEHOBBIE MELIKH 32BapHBAIOT, BKJIAAbIBAIOT B TPEXCJON-
Hple GyMmaxubie Memkd M0 TOCT 2226—75 M 3a1UMBalOT MAaIMHHBIM
cnocobom.

(M3meHenHas pepakumus, Ham. Ne 1).

5.3. Ha kaxAayio ymakoBKy C NpenapaToM HaKJIeHBAlOT GYMaxHYIO
ITHKETKY ¢ 0603HaYeHUSIMH: NPeANPHATHSI-H3IOTOBHTENS], HAHMEHOBa-
HHsl TIpenaparta, Maccel GPYTTO M HETTO, HOMepa MapTHH, JATH H3ro-
TOBJIEHHS, 0603HaUYEHHSI HACTOSEro CTaHXapTa.

Jonyckaercsi Ha MeTa/JsIHUeCKHX GaHKaX W MeIIKaX He YKashl-
BaTh B 3THKeTKax Mmaccy 6pyTTo.

TpaucnoprHast MapKHpOBKa AOJKHAa COOTBETCTBOBATH TpeGoBaHH-
am IF'OCT 14192—77.

5.4. TlpenapaTt TPaHCNOPTHPYIOT TPAHCNOPTOM BCEX BHIOB, KpoMe
Bosaymuoro, no F'OCT 14189—81.

(U3meHenHasn pepakuus, Ham. Ne 1).

5.5. Ilpenapar XpaHAT B OTHEJBHOM, CYXOM, 3aKPHITOM IIOMellle-
nuu B ynaxoske uarotosurens no 'OCT 14189—81.

5.6. Ha kaxzayio ynakoBKy ¢ IpenapaTtoM B COOTBETCTBHH C
T'OCT 19433—81 pmosxeH GbiTb HaHeCeH 3HAaK OMACHOCTH Kjaacca 6
noakaacca 6.1, knaccupnkaunonHslfi mudp rpynns 6113.

5.5; 5.6. (U3menennan penakuus, Ham, Ne 1).
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6. TAPAHTUH N3TrOTOBMTENA

6.1.. Ilpenapat IIBT goaxkeH GbiTh MNPHHAT TEXHHYECKHM KOHTpO-
JIEM INpeAnpHATHA-U3TOTOBHTENA. F3roTOBHTENb rapaHTUPYET COOTBET-
crBue npenapata IIBT TtpeGoBanusim Hacroslero crangapra IpH
COO/IOIEHHK YCJIOBHH TPAHCIOPTHPOBAHHS W XpaHeHHs. [apaHTHHAHBI
cpok xpaHenusi npenapara IIBT — 2 roga co ausi usrorosnenus. ITo
MCTEYEHHH YKa3aHHOro cpoka Iepei HCIOJb30BaHHEM IIpenapar A0J-
XeH OBbITb NpOBEPEH Ha COOTBETCTBHEe TPEOOBAHUSIM HACTOSALIErO
cTaHJaprTa.

Pepaxrtop 7. B. Cmoira
Texunueckudt peaaxrop . B. Mursai
KoppekTtop JI. B. Cruyapuyx

Cnavo B HaG. 17.03.86 Iloan. B neu 13.06.86 0,5 ycr. n. a. 0,8 yea. xp.-orr. 0,39 yu.-H3A. JI.
Tupax 8000 Llena 3 kom.

Opaena «3uak [Touera» HsgarenncTBo craunapros, Mocksa, 123840, I'CII,
HoBonpecHeHCKH mep., n. 3
BuabHiocckas tunorpadns MagateanctBa cTaHmapTos, ya. MuHzayro, 12/14. 3ak. 2502.
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