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Mpeaucnosue

Lienu, OCHOBHbIE NPUHLMNEI M OOWMe nNpaBuiia NPoBeaeHUs paboT No MEXroCy[apCTBEHHON cTanaap-
Tnsauum ycraHoeneHsl FOCT 1.0 «<MexrocynapcTeeHHas cuctema craHgaptusaumn. OCHOBHbIE NONOXEHUS»
1 NOCT 1.2 «MexrocyaapcTBeHHasi cucTema craHaaptusauun. CtanfapTbl MEXrOCyAapCTBEHHbIE, npaBsuna
M PEKOMEHAALMM NO MEXIrOCYAaPCTBEHHOA CTaHaapTusauun. MNpasuna paspaboTky, NPUHATAA, 0GHOBNEHUS
W OTMEHbI»

CBepneHus o cTaHgapre

1 PABPABOTAH OTKpbITBIM aKUMOHEPHbIM OBLIECTBOM «CeHexckas HayuyHO-MPOU3BOACTBEHHAs
naboparopus 3awuTel apesecuHbl» (OAO «CeHexckan HIMJ 3awmThl ApeBecuHbl»)

2 BHECEH MexrocyaapCTBeHHbIM TEXHUYECKMM KOMUTETOM no crtaHgaptusauum MTK 078 «Jleco-
mMarepuanbi»

3 MPUHAT MexrocyaapCcTBeHHbIM COBETOM MO CTaHAapTUsauuu, METponiorin u ceptudukaummn
(npotokon ot 28 nioHa 2019 . Ne 55)

3a npuHsATUE Nporonocosanu:

Kparkoe HanmeHoBaHue cTpaHbl Koa ctpaHbl no CokpalleHHOe HaMMEeHOBaHNe HALMOHANBHOIo
no MK (MCO 3166) 004—97 MK (UCO 3166) 004—97 opraHa no CraHjaprusauuu

Benapycb BY loccrangapt Pecny6nukv Benapych

Kuprusus KG KbiprbiacraHgapt

Poccus RU Poccranpapt

TamKnkucTaH TJ TapKuKCTaHgapT

YabekucraH uz YacraHgapt

YkpauvHa UA MWHSKOHOMpPa3BUTUA YKpauHbl

4 TMpukasom PeaeparnbHOro areHTCTBa No TEXHUYECKOMY perynMpoBaHuio U METponoruu ot 6 aerycra
2019 r. Ne 442-cT mexrocyaapcTseHHbId ctaHgapT FOCT 23787.8—2019 BBeaeH B ASHCTBUE B KayecTBe Ha-
uuoHanbHoro crangapta Poccwnitckoin depepauum ¢ 1 mas 2020 r.

5 B3AMEH OCT 23787.8—80

Ungpopmayusn o egederuu e delicmaue (npekpaweHuu delicmeusi) Hacmosiwe20 cmaHdapma u usme-
HeHull K HeMy Ha meppuMopUU yKa3aHHbIX 8biwe 20cydapeme nybiuKyemcs 8 ykasamesisix HayUuOHabHbIX
cmandapmos, usdasaemMbix 8 3MuUxX eocydapcmeax, @ makxe e cemu ViHmepHem Ha calimax coomeemcmey-
IOWUX HayUOHarbHbIX 0P2aHoe 1o crmaHdapmu3auuu.

B cnyuae nepecmompa, usMeHeHUSs uilu OMMEHbl HacCmosAWezo cmaHdapma coomeemcmayiowast UuH-
gopmauusi 6ydem onybnukosaHa Ha oghuyuanbHOM UHmMepHem-calime MexaocydapcmeeHHO20 cogema o
cmar@apmusayuu, Memposiozuu u cepmucghukayuu 8 kamasnoee «MexezocyOapcmeeHHbie crmaHdapmbl»

© CrangaptuHdopM, opopmneHue, 2019

B Poccuiickoit defepauumn HacTosiLLMiA CTaHAapT He MOXET ObiTb NOMHOCTLIO
WNKM YacTMYHO BOCNPOU3BEAEH, TUPaXUPOBaH W pacnpocTpaHeH B KavyecTse odu-
UuanbHOro na3gaHusa be3 paspeLleHns Cbe,qepaanoro areHTcTea no TexHn4eckomy
perynmpoBaHuio U MeETPonorum
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M E XTIToCc¢cyYyagAPG CTDBETHTHB # CTAHAOAPT

PACTBOPbI AHTUCENTUYECKOIO NPENAPATA XM
TexHuuyeckue TpeGoBaHus, TpeGoBaHuna 6e30nNacHOCTU U METOALI aHanNu3a

Solutions of antiseptic preparation XM.
Technical requirements, safety requirements and methods of analysis

Dara BBegeHusa — 2020—05—01

1 O6bnactb npuMeHeHus

Hacroswumii craHgapt pacnpoCTpaHAETCA Ha BOAHbLIE PACTBOPLI aHTUCENTUYECKOro npenapara XM
(nhanee — pactBopbl Npenapara XM) u ycTaHaBnMBAET TEXHUYECKe TpeBoBaHUs K HUM.

Mpenapat XM npegHasHavyeH Ana 3awuTbl APEBECUHbI OT GMONOrUYECKOro paspyLUEHUS B YCNOBUSX
knaccoB cnyx6bl IV—XIII no FOCT 20022.2.

B HacToAwem cTaHgapTe npumeHeHbl TepmuHbl no FOCT 20022.1.

2 HopmatuBHbIe CCbINIKU

B HacToswem ctaHgapTe UCnosib30BaHbl HOPMATUBHBIE CCLIIKU HA CRNEAYIOLLUE MEXIOCYapCTBEHHbIE
cTaHzapThbl:

FOCT 12.1.007 Cucrema craHpaptoB 6esonacHoCTu Tpyaa. BpeaHble BewectBa. Knaccudukauus u
obwme TpeboBaHMA Be3onacHoOCTH

OCT 12.4.028 Cucrtema craHgapToB GesonacHoctu Tpyaa. Pecnupatopel WB-1 «Jlenectok». TexHu-
Yeckue ycnosus

FOCT 61 Peaktusbl. Kucnora ykcycHas. TexHuyeckue ycriopus

FOCT 2548 AHrmapua XpOMOBBI TEXHUYECKUNA. TEXHUHECKME YCNIOBUSA

FOCT 2651 Hatpusi GuxpomaT TeEXHUYECKUIA. TeXHnYeCckue ycnoeus

FOCT 2652 Kanua 6uxpomar TEXHUYECKMI. TEXHUYECKME yCroBus

FOCT 8927 Peaktubl. Meab (Il) yrnekucnasi OCHOBHas. TeXHUYECKUe ycnosus

FOCT 16539 Peaktusbl. Meau (I) okeua. TexHuyeckue ycnosus

FOCT 18995.1 MpoaykTbl XMMUYeckune xuakme. Metoabl onpeaeneHns nioTHOCTH

FOCT 19347 KynopocC mMeaHblin. TexHU4ecKkue ycnoBusi

FOCT 20010 lMepyaTkn pe3anHOBbIE TEXHUYECKUE. TEXHUYECKUe yCrnoBus

FOCT 200221 3awmTa ApeBeCuHbl. TEPMUHbLI 1 OnpeaeneHus

FOCT 20022.2 3awmTta gpesecuHbl. Knaccudukaums

FOCT 23787.1 PactBopbl aHTucenTuyeckoro npenapara XMK. TexHuueckue tpebosaHusi, TpeboBaHus
6e30nacHOCTM U METOAbI aHanu3a

MpuMmevyaHue — MpM NONb3OBaAHUM HACTOSALMM CTaHAapPTOM LienecoobpasHo NPOBEPUTL felCTBUE CCbINoY-
HbIX CTaHAAPTOB Ha oULManbHOM UHTEPHET-caliTe MexrocynapcTBEHHOTO coBETa Mo CTaHAapTU3aLmMu, MEeTporiorum u
cepTUdMKaLMK (WWw.easc.by) MK Mo yKasaTensiM HalMoHarbHLIX CTaH4apToB, U34aBaeMbIM B FOCYAapCTBaX, yKasaHHbIX
B NMPEANCMOBNH, UK Ha 0ULManNbHBIX CaiiTax COOTBETCTBYIOLMX HaLMOHarbHLIX OpraHoB Mo cTaHfapTusauuu. Ecnv Ha
CTaHAapT AaHa HefaTMpoBaHHas cebinka, TO CriedyeT UCTONb30BaTh CTaHAapT, ASNCTBYIOLMIA Ha TEKYLLW i MOMEHT, C yye-
TOM BCEX BHECEHHBIX B HETO U3MEHEeHWIA. ECrin 3aMeHeH CCbINIoYHBIN CTaHAapT, Ha KOTOopbIi faHa AaTupoBaHHas cchinka,
TO CredyeT UCTONb30BaTh YKasaHHYH BEPCHIO 3TOro cTaHAapTa. Ecru nocre NpUHATUS HaCTOALLEro CTaHAapTa B CCblnoy-
HbI CTaHAAPT, Ha KOTOPLIN AaHa AaTupoBaHHas cchinka, BHECEHO U3MEHEHWE, 3aTparuBatoLLee NONOXEHUE, Ha KoTopoe
AaHa ccbinka, To 3TO NoNoXeHUe NpUMeHseTes 6e3 yyeTa faHHOro n3MeHeHus. Ecrnu ctaHgapT oTMeHeH Ge3 3aMeHbl, TO
MNoNoXeHUe, B KOTOPOM AiaHa CChifnka Ha Hero, MPUMEHSIETCS B YacTy, He 3aTparusatoLet 3Ty CChImKY.

M3paHue oduymansHoe
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3 TexHunuyeckue TpeboBaHuA

3.1 PactBopbl npenapata XM u3rotaBnMBeatoT B COOTBETCTBUM C TpeBOBaHUSAMU HACTOALLETO CTaHAapTa
no peuenType U TEXHONOTMYECKOMY PErnameHTy, YTBEPXKAEHHbIM B YCTAHOBNEHHOM NOpsiaKe.

3.2 B 3aBMCUMOCTK OT ycrnoBuin cnyx0Obl nponuTaHHou apeBecuHbl No MOCT 20022.2 npenapat XM
rotoBAT AByX Mapok XM-11 u XM-32 ¢ koHueHTpauusmm ot 3 % 4o 10 % Ans kaxaon, B yCnoeusx 00nbLLON
BbIMbIBAEMOCTH U3 APEBECUHbI NpeanoYTUTENBHEN NPUMEHATE Mapky XM-32.

3.3 CooTHOLUEHNE KOMMNOHEHTOB npenapata XM 40mkHO COOTBETCTBOBATL YKazaHHOMY B Tabnuue 1.

TaGnuuya 1
CopepxaHue KOMMOHeHTa npenapara
XM B YacTax mMacchl
HanmeHoBaHWe komnoHeHTa npenapata XM
XM-11 XM-32
Buxpomar Hatpusi (Na,Cr,Of - H,0) no TOCT 2651 unu kanua (K,Cr,O4) no
rOCT 2652, okeng xpoma (CrOz) no FOCT 2548 1 3
MepHbiii kynopoc (CuSQ, - 5H,0) no FOCT 19347 unu Mefb yriekncrnas ocHOB-
Has no FTOCT 8927 unu okeug meau (CuO) no MOCT 16539 1 2

Ons nopaepxaHusa ctabunbHocTU (B Criyqae NpMroToBSIEHWS pacTBOpa U3 Coreil) pacTBOpPOB Npenapara
XM K HUM 80GaBnAOT YKCyCHYI0 kucnoty (CH;COOH) ksanudumkaumn «x.u. negaxasy» no FOCT 61. [onycka-
€TCS1 BMECTO YKCYCHOM KUCMOThbI NPUMEHSATb XPOMOBBINA aHrnapua (CrO3) no FOCT 2548 B konuvectee 0,03
B. Y. B aTOM cnyyae konuyecTso Buxpomara HaTpusa uinm Kanusa 4OSDKHO coctaenATtb 0,97 B. Y.

3.4 PactBopsbl npenaparta XM nomkHbl COOTBETCTBOBATb HOPMAaM, yKa3aHHbIM B Tabnuue 2.

Tabnuya 2
Hopma aAnA pacteopa npenapata
HaunmeHoBaHue nokasaTens XM Mapku MeTO,Cl ucnbiTaHuA
XM-11 XM-32

MaccoBas fons 6uxpomara HaTPUS UMK Kanws, UKW oKcu- Mo MOCT 237871
Ja xpoma (B nepecyeTe Ha Buxpomat HaTpus) B 1 %-HoM
pactBope, %, He MeHee 0,50 0,60
MaccoBasi gona MeAHOro kynopoca Unuv Megu yrnekucnoin Mo MOCT 237871
OCHOBHOW, UnK okcuga Meau (B nepecyeTe Ha MegHbIN Kyno-
poc) B 1 %-HoMm pacTBope npenapata, %, He MeHee 0,50 0,40
MokasaTenb KOHLEHTpaLmMn BoL4OPOAHLIX MOHOB (pH) BogHO- Mo MOCT 237871
ro pacTesopa 2,045 2,045
MroTHocTL paboumnx pacTeopos npu 20 °C, ricm® 1,015—1,055 1,015—1,060 Mo MOCT 18995.1

3.5 PactBopsbl npenapata XM XpaHAT B OTannMBaeMbIX MOMELLIEHNAX B 3aKPbITbIX EMKOCTAX, HA KOTO-
pble HAHOCAT HauMeHoBaHue npenapata. CpoK roAHOCTU pacTBOPOB — 12 MecsLEB.

4 TpeGoBaHusa 6e3onacHOCTU

4.1 lMpenapar XM OTHOCUTCA K TOKCUYHbIM BeLjecTBam. Hanbonee TOKCUYHLIMU KOMMNOHEHTaMU npe-
napara XM sisnsitotcst buxpomar HaTpus (kanus) u okcua xpoma, kotopble no MOCT 12.1.007 oTHOCATCSA K BE-
wectsam 1-ro knacca onacHoct. CoOeAMHEHUA XpOMa BbI3LIBAIOT MECTHOE pa3apaXkeHUe KOXM U CIIM3UCTbIX,
annepruyeckue 3abonesaHusi, cnocobHbl HakannMBaTLCA B OpraHu3Me, a ux obuieTokcuyeckoe Aencreue
CKa3bIBAETCA B NOPAKEHUM NMOYEK, NEYEHW, XKENYAOUYHO-KULLEYHOrO TpakTa u cepaeyHO-COCYAUCTON CUCTEMBI.
Mpu paboTe No NPUroTOBNEHMIO PacTBOPOB nNpenapata XM aomkHbl cobniogarbca TpeGoBaHus 6esonacHo-
CTW, NPOM3BOACTBEHHON CaHUTaPUU U JINYHOWN TUIUEHbI.
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4.2 lMpegenbHo gonycruMasi koHueHTpauus (MAK) asposons Guxpomara HaTpus B nepecyerte Ha CrO;
B BO3ayxe pabouyei 30Hbl NPOU3BOACTBEHHbIX NoMeLeHni 0,01 Mr/mM3, B BOgE BOAOEMOB CaHUTapHO-ObITOBOrO
nonb3oBaHus 0,5 Mr/amS.

4.3 Pacteopbl npenapara XM He roptovu un He B3pbIBOOMACHbI.

4.4 Y4yacTKu UexoB, rae npoBoaaTcsi paboThl MO NPUrOTOBMNEHNUIO PACTBOPOB, AOIDKHbI UMETh MPUTOYHO-
BbITSXKHYIO BEHTMNALMIO, 0BecneunBaioLLyio CoaepkaHue asposonst Guxpomara Hatpus (kanus)) B BO3gyxe
pabo4yeii 30HbI NPOU3BOACTBEHHBLIX MOMELLEHWI, He npeBbiwatowee MAK.

MpurotoeneHune pacteopoe npenapara XM AOSHKHO NPOM3BOAMTLCA B OTAENBbHOM U30NIMPOBAHHOM NO-
MELLEHUN.

PacTBopbl AOMKHBI FOTOBUTLCA B 3aKPLIThIX PE3epByapax, CHabXeHHbIX MEXaHUYECKUMU MeLLankamm.
Mogayva pacTBOPOB B NPONUTOYHLIE YCTPOWCTBA AOMKHA ObITb MEXAHU3MPOBaHa.

Mpwu pa3oBbix paborax HebonbLUME KONMYECTBA PACTBOPOB MOTYT NPUTOTOBIISATL BPYYHYIO.

4.5 Pabouue, 3aHsATbIE HA paboTax No NPUrOTOBMNEHMIO PACTBOPOB npenapara, A0ikHbl BbiTh obecne-
YeHbl cneumanbHbiMKM 0aexaon u 06yBbIO, a TaKke UHAMBMAYaNbHBIMKW CPEACTBAMM 3aLUMTHI 133, KOXKHbIX
NMOKPOBOB U OPraHoB AbIXaHusA, TaK Kak npu npesbiweHnun MOK npu AnuTensHOM MM NEpUOANYECKN NOBTOPS-
IOLLEMCS 3arpsAI3HEHUM KOXMU, a TaKKe Npu ANUTENsHOM npedbiBaHumn 6€3 3aLumMTbl OPraHOB AbIXaHUS B NPOU3-
BOJCTBEHHBIX MOMELLEHUAX pacTBopbl npenapara XM MOoryT okasbiBaTb HEGNaronpusiTHOE BO3AEWCTBME HA
paGoTaioLumX.

B koMnnekT nHanBuayanbHbIX CPEACTB 3aLLMThI MPU NPUrOTOBNEHUN pacTBOPOB npenapara XM Bxoasr:

- nepyarku pesnmHoBble kucnortollenovectorikue no FOCT 20010;

- OYKM 3awmTHble TMNoB 3H, 3M nnu Tuna I;

- pecnuparop tuna LWB-1 «Jlenectok» no MOCT 12.4.028.

4.6 Pabouue, 3aHsATble Ha paboTax ¢ npenapatoM, AOSMKHbI MPOXOAUTb MpeABapUTENbHbIA (NpU No-
CTynneHuun Ha paboTy) u nepmognyeckne MmeaulMHCKe OCMOTPLI B MpoLecce paboTbl B COOTBETCTBUM C MO-
pPSOKOM U B CPOKW, YCTaHOBMEHHbLIE OpraHamMu 34paBoOOXPaHEHUS CTPaH, NPOrofioCoBaBLLUMX 32 NPUHATUE Ha-
CTOSALLEro cTaHgapra.

4.7 MNpu npurotoeneHun HebonbLiMx 06bLEMOB pacTBOpa BPY4YHYK pe3epByapbl ANS NPUrOTOBMEHUSA
pacTtBopa AOMKHbI ObITb YCTAHOBMEHbI Ha cnewuumanbHblX nnowaakax, o6opyaoBaHHbIX YCTPONCTBaMU ANS
cbopa cnyyarHo nponuToro pacreopa npenapara XM.

4.8 OTx04bl NPOU3BOACTBA, KOTOPLIE MOTYT OKa3biBaTb ONAaCHOE M BPEAHOE AelCTBME HA paboTaloLmx
U OKPYXAIOLLYK Cpeay, a Takke npuwelune B HErogHOCTb CneuunanbHble oaexaa u obyBb AOIDKHbI ObiTh
06e3BpexeHbl COOTBETCTBYIOLLMMM Cnocobamu.

5 Metopbl aHanusa

5.1 Ona npoeBepkn kayecTBa pacTeopa npenapara XM Ha cooTBeTCTBME TpebGoBaHusam 3.4 otbupaior
npoby U3 eMKOCTW AN NPUroTOBNEHUs pacteopa. Mpoby oTbuparoT CTEKNAHHON TPyOKOW BHYTPEHHUM Aua-
METPOM NpumMepHo 20 MM 1 ANUHONR 1,2 M.

Tpy6Ky NOrpy>xatoT B XOPOLLO NepemMeLUaHHbIl pacTBop Ha rmybuHy okono 0,6 M, 3aKkpbiBaloT nanbuem
OTKPbITbIN KOHEL TPYOKM 1 BbIHUMAIOT ee. PacTBop 3 TpyOku CMBAIOT B CKIAHKY C MPUTEPTOM NPOGKONA.

5.2 Onpegenenve maccoBoii gonu Guxpomara Hatpus unu kanusa B 1 %-HOM pacTBope npenapara —
no MOCT 23787.1, okcuga xpoma — no FOCT 2548.

5.3 Onpegenenne maccoBoi agonu MegHoro kynopoca B 1 %-HOM pacTtBope npenapata — no
FOCT 23787.1, meaun yrnekucnon ocHoBHoW — no MOCT 8927, okcuaa mean — no MOCT 16539.

5.4 OnpegeneHne nokasatens KOHUEHTpauuu BoaopoaHbix moHoB (pH) BogHoro pacreopa npenapara
XM — no OCT 23787.1.
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