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HHCTPYKIUA
110 MPHMEHEHHIO Ae3HHPUUHPYIOLIEro CpeacTBa — 0ecCnHpTOBOTO
KOKHOT0 AHTHCENTHKA « IMHTAJIbY,
npoussoncTsa 000 «Texnonpom», Pocens

WL ®T'YH [enrpansusiit HUM snnaeMunonoruu Pocniorpebnaxzopa (PI'YH
LIHUUD, Pocniorpebuanszopa), MJILL dIY «PHUMUTO um. P.P.Bpenena PocMeITeXHOI0-
raity, OO0 «TexHonpom», Poccust

Arropsr; Uexkammna K.M., Munaesa H.3. (OTYH [THHUMD PocniotpebHan3opa),
Adunorenosa A.I., Cemenos A., buaypuna M.A. (OI'Y «PHHUWUTO um. P.P.Bpenena
PocMenrexdororuii»); Kopcakona 10.B. (OO0 «TexHompom», Poccus).

WucTpyKuust MpeHasHaucHa Juld MEAUIHHCKOIO H 00CIY/KHBAKOIICIO IEpCOHANA
neueOHO-TPOGUITAKTHICCKUX ¥ MEIMIMHCKIX yUpeIKIeHHi, MEJINKO-TMarHOCTHYCCKIX 1
GrOXIMIYECKNX JafopaTopuil, pabOTHHKOB MapHrOMEPHO-KOCMETHUCCKHX, Gapmanes-
THYECKUX, MHUKPOOMONOINUECKHUX [PEUIPUATHH, CaHaTOPHO-KypOPTHBIX YUpesKJIeHUH,
JUTs paGOTHUKOB MPEIPUATAN [TUINEBOH HPOMBILLICHHOCTH, 001IECTBEHHOrO MUTAHUA U
PO3HMYHOI TOProBiIK, 06BEKTOB KOMMYHATBHOTO XO35HCTBA U OBITOBOTO 00CITYKHBAHUA
HACE/ICHWS, YUPSKICHUH 0Opa3oBaHMUA, B TOM YHC/IE ACTCKUX JOMIKOIBHBIX W HIKOIb-
HBIX yU4eOHBIX 3aBeJCHHH, yUPCIKICHUH COIMATBHOIO obecneuenns (JloMa pecTapeiblx,
MHBATIOB U JP.), NEHUTEHIMAPHBIX YUPEHKICHHH, paOOTHHKOB ne3uHbEKITMOHHBIX CTaH-
OUil U APYIHX YUPEKIEHUH, HMCIOMMX TIPaBo 3aHUMAaThCA 1e3uHMEKIHOHHON JeATeNbHO-
CTBIO. 4 TAIOKE JUIA MCIIOIb30BaHus HacelleHueM B ObITy.

1. OBIIHAE MOJOXKEHMS

1.1. Jle3uHQUIUMpPYOLICe CPENCTBO « IMUTANILY NMPEACTABIACT co0oM TrOTOBBIN
K IPUMEHEHIIO OecCIMpTOBON KOJKHBIH AHTHUCEIITHK B BUJIE OECITBETHON MPO3padtHOM
JKIIKOCTH 0€3 3araxa MM ¢ 3a[aXoM OTYIIKY. B cocTaB Cpe/IcTBa B KauCCTBE JIeHCT-
BYIOIIMX BEIIECTB BXOJUIT: COMOTIMMEpP BOAOPACTBOPUMBIX coJIeH TTONUIeKcaMeTHIICHTYa-
auauHa (1,0£0,15%), amKuMMeTIII0eH3mIaMMonuit xinopun (0,15+0.003 %), Terpanuin Y
(yHAEIMIEHAMHIOIIPONTHITPHMOHNYM merocynboar) (2,0£0.3 %), a TaKkKe (G yHKIMOHATb-
HBIE M TEXHOJIOTMYECKHE KOMIOHEHTBI.

1.2. BeirycKaeTes B MOJIMMEPHBIX (prakoHaX BMECTUMOCTBIO: 0,1 1M’ ¢ 3aBMHYMBAIO-
Hielics KpBILIKOH 1 pygnsiM go3atopom; 0,2; 0.5; 1.0 1M° ¢ 3aBUHUMBAIOIIEHCS KPBIIKOH 1
pacmeLUTeIeM 1 KapueTpax 3,0 u 5.0 IM° ¢ 3aBHITYMBAIOLICHCS KPBITIKOM.

CpencTBO MOKApO - ¥ B3PRIBOOE30IACHO.

CpOX FOJIHOCTH CPEICTBA COCTABIIAET 5 JIET B HEBCKPBITOH YIIAKOBKE QUPMBI-
H3rOTOBUTEIS.

1.3. Jlesunpuuupyiomee CpeicTBO «IMUTAILY 00NaIaeT AHMUMUKPOOHOU AKIMUG-
HOCBIO B OTHOIIEHUH 2paMOmMPUyamenbHelX t epamnoiofCumenbrblx baxmeputi, 6KNI0-
yas MUKODaxTepuu TyOepKyJsesa, 6upycos, B TOM HHCIC B OTHOMICHITHA BO30yUTENEH
MapeHTepalbHBIX TENAaTHTOB, TOTHOMHCIHTA, BUY-un(eKIMN, namozennblx  2puoos
BO36YIMTENCH KaHIUI030B M TPUXOQHUTHH.

CpecTBo 061a1aeT MPOIOHTHPOBAHHBIM AHTHMUKPOOHBIM (OCTATOYHBIM) ICHCTBH-



€M, COXPaHsIOIINMCS B TEUEHHE 3 9acoB.
CpecTBo coxpansier 3bHeKTHBHOCTH 00€33apaKUBAIOLLETO JIeACTBUSA TIPU 3aMopa-
)KUBAHUU U [TOCTEAYIONIEM OTTAHBAHUH.

1.4, TTo napamMeTpamM OCTPOH TOKCHYHOCTH B COOTBETCTBHH C 'OCT 12.1.007-76 ne-
SHHUIIPYIOLIEE CPEACTBO « DMUTAIB) NP BBEICHUH B JKCILYI0K 1 HAHECEHNH Ha KOWKY
OTHOCHTCS K 4 KIacCy MaJOOIACHBIX COeMHHEHNH. [ Ipi MHrajsiny B HaChINAIOINX KOH-
[[EHTPALMSX JETYUNX KOMIIOHEHTOB OTHOCHTCS K 4 KITacCy MalOOMACHBIX BEILECTE. Cpen-
CTBO He OOTANAeT  MECTHO-PA3NPAKAIONINM, — KOKHO-Pe30pPOTUBHBIM IEACTBICM, CEHCH-
OUIM3MpYIOIAME cBolicTBamMu. HaneceHne npenapara Ha cKapuUIITPOBAHHYIO KOXKY HE
OCITOJKHSET 3AKUBICHNS UCKYCCTBEHHO HaHECEHHBIX paH. BHeCCHHE Cpe/ICTBa B KOHE-
[OHKTMBANBHBLHA MEIIOK r1a3a BI3BIBAET ¢1ab0 BBIpAKCHHOE pasApaKCHUC CIIM3NCTBIX
000T0YeK.

[1JIK ankamguMeTHa0eH3uIaMMOHKI XIIOp#Hjla B BO3AYXe paboueii 30061 — | Mr/M
(a9p03071b - 2 KJIaCC OMACHOCTH); BOJOPACTBOPUMBIX coJieil NOMMIeKCaMeTHIICHIyaHuInHA —
2 mr/m’ (3 KIace OMacHOCTH).

1.5. Jesnnduuupyroiee cpejcTBO «IMHUTANDL) NpeIHa3HAMeHO:

. I obpabomKky  pyK XUpypeoe, OUEPAIMOHHBIX MEJMLMHCKHUX CECTED, aKymic-
POK M APYTHX JHI, YYaCTBYIOIIUX B TMPOBEACHUH OIeparuii, IpueMe pojioB U Ip., B TOM
yucsle B OTJE/IEHNAX INIACTHUECKOM XUPYPIUH;

- 8 eueuenudeckoi o0bpabomku pyk MEIHIMHCKOrO IlepcoHaa neueOHo-
NpOoGUIAKTHICCKHUX YUPEKICHUM (JITTY), pOMMIBHBIX J0OMOB, CaHAaTOPHO-KYPOPTHBIX H
MEIMITMHCKIX YIPEXKICHHH, MEIMKO-THATHOCTHYECKNX N OMOXMMHUCCKIX sabopaTopui,
MEIUIMHCKIX PabOTHUKOB JETCKUX AOIIKOIBHBIX W IIKOIBHBIX YUPSKICHUH, YUpeKIeHUN
corodecneueHus (10Ma IIPecTapelibiX, HHBAIHIOB U 1IP.), TICHATEHITMApHBIX YUpEeIKIACHUI;
paGOTHUKOB J€3MH(EKIIMOHHBIX CTAHIUH;

- Ju1s1 06PAbOTKN KOXKH ONepaytorHbLx HONel NAYUEHTNOE B JIITY, B TOM 4HCTIE B OT-
NeJIeHUsAX TUIACTUUECKOU XHPYPruM, TIepes BBEICHHEM KaTeTEpOB U IIYHKITHEH CYCTABOB;

- U1 00pabOTKN UHBEKYUOHHBIX NONEL RAYUEHMOE B JITY;

- U1 0B6pabOTKM KOXKH JIOKMEGHIX c2ufos OOHOPOE B JITY;

_ st cueuenuveckoil o6pabomxu pyk PabOTHHKOB HAPQIOMEPHO-KOCMETHICCKIX
npeanpuaTHii, papManeBTHHIECKUX 1 MHUKPOOHOIOTHYECKUX NPE/IIPUATHH, IpeanpusTHi
ULIEBOH TPOMBIIUIEHHOCTH, OOINECTBEHHOrO MUTaHUs, U PO3HMYHON TOProBiu (B T.4.
KacCHPOB M JIp. JHL, paboTAIMINX ¢ NCHCKHBIMU KYIIOpPaMK ), KOMMYHAJIBHBIX CIyKO (B
TOM YHC/Ie KOCMETHUECKHX CATOHOB U TIp.) U 00BEKTOB OBITOBOIO 00CIYKHBAHUS HACC-
TeHUS;

- U8 eueuenuyeckoll obpabomxu pyk, 06pabOTKH KOKN UHBEKYUOHHBIX noneil Hace-
nenuem 6 Guimy (COrIacHo THKeTKe Ut OBITa).

2. IPUMEHEHUE CPEJCTBA «9MHTAIbLY

2.1. O6paGorka pyK XHPYProB H ApYrux JiHL, y9acTByIOIIuX B NMpoBeleHuH
onmepaLvu:

- [epe/l IPUMEHEHUEM CPEJICTBA KUCTH PYK 1 IIPETUIE b TIATCILHO MOTOT, HE Me-
Hee yeM JBYKPATHO TEILIOi MPOTOUHOf BOXOH ¢ KYCKOBBIM W/IM KIIAKUM TYaJICTHRIM MBI-
OM FIIH JPYTUMHU CPEJICTBAMH, PA3PELICHHBIMH K IPUMEHEHHUIO B YCTAHOBJICHHOM TOpSIAKE
B TeyeHMe 2 MUHYT, BLICYLINBAIOT CTEPUIBLHON MapieBoil cajipeTKoil. 3aTeM Ha KUCTH PYK
HAHOCAT ABAK/BI 10 5 MJI Cpe/ICTBA M BTHPAIOT €10 B KOXKY B TEHECHHUC 2,5 MUHYT, OAJIEP-

3



JKUBasi PYKM BO BJIA’KHOM COCTOSHUU B TEUCHHE 5 MUHYT. O61mee Bpemst 00paboTKu — 5 MHU-
ayT. CTepUIbHbIE TIEPYATKA HA/ICBAOT HA PYKH TIOCIIE IIOMHOTO BRICHIXAHHA CpeacTBa.

2.2. Turnenuyeckas o0padoTKa pyk:

- 3 MJI cpejicTBa HAHOCAT Ha KUCTH PYK, M BTHPAIOT B KOXKY B TEUCHUC 30 cexynn,
obpamas ocoboe BHUMAH{E Ha TIIATCIBHOCTH 00paGoOTKU OKOJIOHOTTEBBIX JOK H MEK-
[ATBLEBBIX YUaCTKOB.

2.3. O6paboTKa ONEePANHOHHBIX 0JIeH H JIOKTEBBIX cru®oB J0HOPOB:

- KOJKY OCTIE/IOBATEIBHO 06YKPamMHO TIPOTUPAIOT Pa3JICILHBIMU CTEPHIBHBIMU map-
TCBBIME TAMIIOHAMH, OBHILHO CMOUYEHHBIMH CPEACTBOM. Bpems BBIICPIKKH IOCIE OKOHHA-
aus 00paboTKy 2 MUHYTHI. HakanyHe oneparnm GOMBLHOM MPIHUMACT TyLI (BaHHY), MCHSET
Oenpe.

2.4. O6paboTKa HHBEKIHOHHbIX II0JIeH:

- KOXKY 00HOKpamHO NPOTHPAIOT CTEPUIBHBIM BATHBIM TaMIIOHOM, CMOYCHHBIM
cpeCcTBOM. Bpems BBLISPKKHI MOC/IE OKONIaHHA 00paboTku 1 MUH.

3. MEPbI TIPEJOCTOPOXKHOCTH

3.1 HMcmoab308aTh TOIBKO [T HAPY/KHOIO IPUMEHEHUS, B COOTBECTCTBIM C Ha3HATC-
HHIEM Cpe/ICTBa.

3.2. He HAHOCHTDH Ha paHbl, H30erarh onaanus CpeaCTBa B Ila3d 1 Ha CIIM3UCTEIC
000TOUKH.

3.3.I1o McTedeHNH CPOKA FOTHOCTH UCTIONBL30BAHHUE CPEIICTBA 3allPEIACTCA.

4. MEPBI IIEPBOH IMTOMOINU IIPU CJIYYAHHOM OTPABJEHHH

4.1. Ilpu ciyyaifHOM IOMajiaHIX CPEACTBA B JKEILYIOK He00X0IMMO BBIIIUTH HE-
CKOJTLKO CTAKAHOB BOJIBI C aCOPOEHTOM (HAIPHMED, AKTUBUPOBAHHBIH YTOJIb), JKEIy 10K
He TIPOMBIRaTh. [Ipn HeoOXoaMMOCTH 0OPaTHTRCS K Bpady.

4.2, Tpu corydaiiHOM IOTIAJaHMK CPEJICTBA B IV1a3a MX CAC1yET POMBITH MIPOTOYHOM
Bon0if, 3akamats 1-2 kanu 20-30% pacTBopa cyibharina HaTpHs.

5. TPAHCITOPTHPOBKA U XPAHEHHUE

5.1. Jlesundunupyroiiee cpeicrBo - OecCUpPTOBOH KOMKHBIN aHTUCCITHK «DMH-
Taaby TPAHCIOPTUPYIOT BCEMH BHAAMH TPaHCIOPTA, o0ecTeunBalouMU 3aluTy OT 1Ips-
MDIX COMHEUHBIX JAydeil 1 arMocdepHbIX 0CaJKOB B COOTBCTCTBUM C TIpABITAMH MIEPEBO3KH
rpy30B, JACHCTBYIOIMMHA Ha 3THX BUIAX TPaHCHOPTA. B coorsercteuu ¢ [OCT 19433-88
CPENICTBO «DMHUTANIBY HE SBIACTCS ONACHBIM TPY30M.

5.2. CpesCcTBO MOKApO - ¥ B3pbIBOOE30MACHO.

5.3. CpelCTBO XpaHAT B IIOTHO 3aKPBITHIX YIIAKOBKAX (UPMBI-IIPOU3BOAUTEILS B
MECTax, 3AIUITCHHBIX OT BJIATH M CONHEYHBIX JIY4eH, BN OT HAIPEBATCIILHBIX npudo-
pOB, B XOPOIIO BEHTHIHPYEMBIX MOMELICHHAX HPH temmeparype ot —25°C o +45°C, oT-
JeNBbHO OT JIEKapCTBEHHBIX CPEJICTB, B MECTAX HEJOCTYITHBIX JICTAM.



6. DMBUKO-XUMHUUECKUE W AHAJIUTHYECKHUE METO/bI KOHTPOJISA
KAYECTBA JE3MHOUIUPYIOMIEIO CPEACTBA «(IMUTATBY

6.1. KonTponupyemsle 1oKazare/1l ¥ HOPMBI

CoryacHo TpebOBAHMSM, TPEIbABIAEMBIM (HUPMOI-N3TOTOBHTEIEM, Ae3UHPAIUPYIO-
[ee CpeCTBO — OeCCIIMPTOBON KOXHBIH aHTHCCITHK «IMHUTIBL» KOHTPOJIMPYETCs TO Clle-
JYIOIIEM TIOKA3aTesM KaueCTBa: BHCIHUA BATT; TOKA3aTE/b dKTHBHOCTH BOJIOPO/IHBIX MOHOB,
(pI1); MaccoBast OISl COMOMMMEpA COJIEH OTUIeKCaMCTHIICHTyaHH/InHa B nepecueTe Ha aHTH/I-
POOCHOBAHHE HONMIEKCAMETUICHI yaHU/INHA, 9%: MaccoBas OIS ATKUIIUMETHIOCH3UIAMMO-
nuii xmopuza, %; Maccopasi J07s [erpanil Y (yHIEIUICHAMIIOTIPOIAITPUMOHAYM METO-
cynbdar), Y.

B tabmuue 1 TpeacTaBieHsl KOHTPOIMPYEMBIC TTOKA3aTCTH 1 HOPMbI K KKIIOMY 13
HUX.

Tabmuua 1
MokasaTeld KauecTBA Ae3NHQHIHPYIOLIEro cpeficTBa — 0eCCNHPTOBOr0 KOKHOTO aH-
tucenTuka «ACEINTUK-AKBA»

Ne y Metoa
wp |HlauMEeHOBaHKE TIOKa3aTe/IeH Hopma y

HCTIBITAH UM
1. |BuemHuii BUA BbecnperHas, mpo3padHnas

SKMIKOCTH Oe3 3amaxa wim ¢ |[[lom. 6.1.1.
3aI1axoM OT/IYLIKHA

2. |lMokazarenb AaKTMBHOCTH BOJOPOIHBIX 5841.0 tis i 6.1.2.
HOHOB cpe/cTBa, pH; ’

3. |Maccosas 1078 COmojIMepa conel To-
JMrekcaMeTICHIyaHHInHa B IIepecucTe 1.040.15 (oo 6.1.3%
HA AHTHIPOOCHOBAHME IIOJMTEKCAMETH-
JIEHTYaHHTHHA, %0

4. |Maccosas 1oyl ATKHWLIMMETHIOCH3U- 0.15+0.003 o, 6.1.4.
JIAMMOHHE X1opuza, % ' ’

5. |Maccosag monst Terpanun Y (ymie- i
[HICHAMUIOTIPONIITPUMOHMYM — Me- 2,0£0,3 Ilo m.6.1.5.
Tocyibdar), %o

JUist oTpeieNieHyst 9THX IoKazateneil (UpMOH-U3rOTOBHTEIEM mpeyiaralTed cie-
TYIOIHE METOJIBL:

6.1.1. OnpeaesienHe BHELIHEro BHIA.

BHeIHM BHI CPEJICTBA OIICHUBAIOT BU3YalbHO. [j1g 9TOro OKOJIo 25 M’ cpencTBa Ha-
nuBatoT 4epe3 BopoHKy B-36-80XC no I'OCT 25336-82 B cyxyro mpodupky 112T-31-115XC
o I'OCT 25336-82 1 paccMaTpuBarOT B POXOIAIIEM CBCTC.

3arax mpu HeoOXOIMMOCTH OLICHUBAIOT OPraHOICHTHIECKIM METO/IOM.

6.1.2.0npeaesneHue MOKa3aTe/lsi AKTHBHOCTH BOOPOAHBIX HOHOB CPEACTBA
(pH)

[Toka3zaTelp AKTHBHOCTH BOJIOPO/IHBIX HOHOB OMPE/IeAIOT B COOTBETCTBUM C
TOCT P 50550-93 na uoxHoMepe M0O0ro THIIA, 00eCIeunBaromnuM I3MEPEHUE OT 2 no 12
pH B COOTBETCTBHM C HHCTPYKLMEN K mpudopy.

6.1.3. Onpeaesenue cONOJIAMepa coJlel 1MoJIMreKcaMeTHICHTyaHHIHHA B nepe-
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cyeTe HA AHTHAPOOCHOBAHHE MOJIHIeKcaMeTHIeHIyaHHIuHa, %o
6.1.3.1.000py1oBaHNEe U PEAKTHBEL:

- Becwl anasiuTuyeckue moboi Mapku, odecleunBaloe U3MEPEHHUE MACCHI C 110~
rpemHocThio He Oonee 0,0002 r;

- ®@orosnexkrpokonopumerp KOK-2 wnm 1pyroi Mapku ¢ aHaJIOTHYHEIMU METPOIIO-
I'MYECKUMH XapaKTepUCTHKAMM;

- Konbr mepusie 2-25-2, 2-100-2 no 'OCT 1770-74;
[Munetku 4-1-1, 6-1-5, 6-1-10 1o I'OCT 20292-74;
Dozun-H (uaaukartop) mo TY 6-09-183-75; 0,05% BoaHBIH pacTBOp:
[Monucent o TY 9392-007-21060124. Mamenenne Ne2 "[Tonucent OIT (oun-
IIEHHBIH, TAIIEBOI)" ¢ CoaepKaHneM MOIUTeKCaMeTHIICHIYaHIIMH THIPOXJIOPH /1A HE Me-
Hee 95%:;

- Kucnora consnas mo ['OCT 3118-77; 0.1 H. BOIHBINH pacTBOp.

- T'mmoun o TY 6-09-3525;

- Hatpuii xnopuctsiii no 'OCT 4233-77;

- Boga nuctmmnuposannas nmo ['OCT 6709-72.

6.1.3.2. IloaroroBka K aHalIH3y

6.1.3.2.1. ITpurotoBnenue 6ypepHoro pacropa
l'0TOBAT 2 HCXOIHBIX pacTBOpA:

a) Pacreop 1. 0,1 H. pacTBOp COJSHON KUCIOTHI, KOTOPBIH rOTOBAT 100 U3 QUK-
3 . y
caHaa, JIN00 pa3BeaCHUEM J0 METKH & cM~  KOHIICHTPHUPOBAHHOH COIAHON KUCIOTEI B
MEpPHO# K010e BMECTHMOCTBIO 1 IV

©) PactBop 2. 0,75 r raunmna 1 0,59 1 XJI0pUCTOrO HATPUSL pACTBOPSIOT B MEp-
HOIt Kos1Oe BMecTUMOCTEIO 100 cM” ¢ noBeieHneM 00beMa JIUCTHIUIMPOBAHHOK BOIOH 110
METKH.

bydepHsrii pacTBOP TOTOBAT B MEPHOH Konbe BMecTUMOCTBEO 100 eM’, B KOTOPYIO
HaTuBaloT 92,5 cM” pacTBopa 2 U 00BEM KUKOCTH JJOBOAAT /10 METKH PacTBOpOM 1.
3uauenue pH OydepHOro pacTBopa I0MKHO OBITE OKOJIO 3,5, 4TO HEOOXOAMMO [IPOKOH-
TPONUPOBATH C [IOMOLIBK) HOHOMEPA.

Hcmonp3oBaTh ciieayeT Jumib 0y(QepHblil pacTBOp, TONYYEHHBIHA U3 CBEKEIIPUTO-
ToBJIeHHOro pacTBopa 2. Cpok xpaneHus 0ydepHoro pactsopa He 6osee 24 4yacos.

6.1.3.2.2. Ilpurotosinenue 0,05% pactBopa 303uHa. 50 MI D03uUHa pacTBOPSAIOT B
JMCTHUTMPOBAHHON BOJie B MEPHOIt KoI6e BMecTUMOCTEIO 100 eM™ ¢ loBeieHHeM 00be-
Ma BOJIBI O METKH.

6.1.3.2.3. [IpurotoBieHue CTaHIapTHOTO PacTBOpA - B KAUECTBE CTaHIapTa MC-
nonp3ytoT [lomacent mapku OlI ¢ conepkanneM NOTUNeKCaMeTUIIEHTYaHUINH THIPO-
Xjaopujia He MeHee 95%.

Hagecky Ilonmcenta, copeprxamyto 100 Mr mmojMreKcaMeTHICHIYaHUTHH TH/IPO-
3
XJIOPU/IA, KOJIHYECTBEHHO TIEPeHOCsT B MEPHYIO Koiiby BMecTuMOcCTRI0 100 oM™ 1 pac-
TBOPAIOT B 00BhEMe AMCTHTMPOBAHHOM BOJIBI, TOBEJICHHOM JIO METKH.

3
3areM 1 ¢cM” MOTYYEHHOTO PacTBOpa IOMEIAIOT B MEPHYIO KOJIOY BMECTHMOCTBIO
100 cM’ 1 TOBOISIT AMCTHIUIMPOBAHHOMN BO/I0H 00beM pacTBOPA 10 METKH.

] cM’ TAKOTO PacTBOPA COAEPIKUT 10 MKI MOJUreKCAMETHIICHTyaHIIHH THAPO-



xJ0praa
6.1.3.3. TTocTpoenne KamuOpPOBOYHOIO rpapuKa U MPOBEJICHIE aHaIN3a.
JIiT TIOBBIIIEHMS] TOTHOCTH 00€ HTH [IPOLIETYPbl IPOBO/IT HAPATLIE/ILHO.

Chayaia ©3 CTAaHAAapTHOTO PacTBOPA TOTOBAT HSTAJIOHHBIC PACTBOPDI MOJUTCKCAME-
THIEHTYAaHUAUH THAPOXJIOPHU/IA J/Is TOCTPOCHIA KaMOPOBOYHOIO TpapuKa, 3aTEM - Pac-
TBOpH! aHAIM3UPYEMOTO mpenapara. C HCIOMb30BAHACM BCEX STHX PAaCTBOPOB TOTOBST
06pa3tibl st POTOMETPUPOBAHUA H II0CICTIOBATEIBHO (B 1OPSI/IKE IPUTOTOBJICHHUS 00-
Pa3IoB) ONPEIE/AOT UX ONTHYECKYIO IIOTHOCTD.

TajOHHBIE PACTBOPHI ¢ KOHUEHTparmed 1, 2, 3 n 4 MKT/CM® [IOTUTeKCaMeTHIeH-
ryaHWIMH THAPOXJIOPU/IA TOTOBAT BHECCHUEM B MCPHBIC KONGHI BMECTHMOCTBIO 235 cM’
2,5,5,7,5u 10 cM® CTaHZAPTHOTO PAacTBOPA, 00BEMBI UX TOBOJAT 10 25 cM® mpubapie-
auem 22,5, 20, 17,51 15 cM’ JUCTHIUTUPOBAHHOM BOJIBI COOTBETCTBEHHO.

C y4eToM TOro, YTo MOJIEKYIApHAs Macca EMEHTAPHOTO 3BCHA IIOJATCKCaMETH=
NeHryaHHIHH PHAPOXJIOPH/IA COCTABISET - 177.68, a MOJIEKy/IApHAd Macca 3IEMEHTapHO-
0 3BEHA AHTUAPOOCHOBAHUSA I1OJMI€KCAMETUIEHIY AaHUANHA COCTaBIACT - 142.22, nomny-
YeHHbIE ATATOHHBIE pAcTBOPHI cosiepkar coorsercTrenHo 0.8, 0.16, 2.4 1 3.2 MKT/eM’
AHTUIPOOCHOBAHMS TTOJIUICKCAMETHIICHT yaHHANHA.

PacTBOpHI KUAKOH GOPMBI AHATMZUPYEMOTO CPEICTBA FOTOBAT PA3BEICHUEM Ha-
BeCKM aHATM3upyeMoit pobst ot 1,1 1 10 4,0 1, B3TOH € TOYHOCTHIO 10 0,0002 r B Mep-
Hoit KO16¢ BMeCTIMOCTBE0 100 eM’, ¢ TTOC/IEAYIOIMM pa3Be/iecHUEM | CM® [IOTYUEHHOTO
pactBopa 10 100 CM® B MEPHOH K0J10€ COOTBETCTBYIOIIEH BMECTUMOCTH.

B MepHBIX KOJIGaX BMECTUMOCTRIO 25 e’ k 10 em’ MPUTOTOBJIEHHBIX PACTBOPOB
(>TAMOHHBIX U aHATH3UPYEMOTO npenapara), mpudasnsgoT 1 cM’ pacTBOpa n03uHa, 10 oM’
6yhepHOro pacTBOpa U 00HEM COAEPAKUMOrO JIOBOIAT /10 METKHA JUCTUILTUPOBAHHON BO-
J10i1. TTociie repeMerIBanyst Be 9TH pacTBOPLI POTOMETPUPYIOT OTHOCHTEIILHO oOpasna
CpaBHEHMsI, [IPUTOTORIAEMOTO NPUOABICHUEM K 10 cM® TUCTIILIMPOBAHHOI BOJIBI | e’
pacreopa 203uHa, 10 cM’ BydhepHOTO PacTBOPA U IIOC/IC/YIOLMM JTOBE/ICHIEM o0bema
JIMCTUITAPOBAHHON BOJIOH /10 25 oM

Onpe/elieHHe ONTHYCCKOH MIOTHOCTY BRIMOTHAIOT HE [MO3IHCE, HEM Hepes 10
MHHYT I10CJI€ BHCCEHHS! B IPOOY MHAMKATOPA NMPH UIHHE BOJIHDL 540 HM € MCIIONIB30BA-
HHEM KIOBET ¢ TOTIINHOI IOrTIOMAIOIIEro ¢os 50 MM.

C HCIIONB30BAHMEM TIOIYUEHHBIX PE3YTBTATOB CTPOST KaIrnOpOBOIHBIH rpahuk,
Ha OCH abCIUCC KOTOPOIo OTKIAABIBAIOT 3HAYEHHUS KOHIICHTPAITUH aHIHIPOOCHOBAHMNA
[OJUreKcaMeTHIIEHI YaHUIMHA, Ha OCH OP/THHAT - BEJTMYHMHBL OTITHICCKHX ILIOTHOCTEM.
['padMK NpAMOJIMHECH B HHTEpBAJIC KOHIIeHTpaluii oT 1 MKT/cM® 10 4 MKT/CM .

ITo KMHGpOBOqHOMY Fpa(iJI/IKy HaxomodaT COACPIKaHue OCHOBAHHA MOJIHUICKCAMETH-
JICHI'YaHHIUHA rHAapoxJjiopuia.

6.1.3.4. O6padboTKa pe3ynbTaToB

MaccOBYIO JIONEO aHTHIPOOCHOBAHMS IIOIUICKCAMETHIICHT yaHHInHA (X) B mipo-
[leHTaX BBIUMCIIAIOT 110 (POpMYIIC:

CPioo

X=

i1

™m

C - COACpIKaHUC aHIMIpOOCHOBAHMA IOJIMTeKcaMeTUIICHI YaHH /1M HA, 06Hapy7K€HHOG o



KaIMOPOBOUHOMY TpadyKy B aHATH3UPYEMOH 1pode, I}
P - koshbunnenT pazdaBaeHus;
m - Macca aHaTHu3upyeMoi mpoOkL, T.

3a pe3ynbTaT aHaIM3a IPUHUMAIOT CPeIHee apudMeTHIeCcKOe TpeX napajiieib-
HBIX OIpeIcneHni, abCOMOTHOE PACXOKIEHIE MEXKTY KOTOPBIMHU HE HPCBBIMIACT IOTTYC-
KaeMoe pacxoxaeHue, pastoe 1,0%.

JlomyckaeMasi OTHOCHTEIIbHASA CyMMapHas MOTrPelHOCTh Pe3y/IbTaTa aHaln3a
+4.5% npu foBeputelbHOi BepoarHocTH 0,95.

6.1.4. Onpenenenne MACCOBOM J0/IH ATKHIAHMETHIOEH3HIIAMMOHMST X10pH-
na, %

6.1.4.1. ObopynoBanue, IpUOOPHI, IOCY 1A U PEAKTHBBI

Becor maboparopuble 0011ero Ha3HaueHHs 2-0r0 K1acca TOUHOCTH 110 'oCT
24104-2001 ¢ HanbonpImuM npeaenom s3semnsanus 200 r;

Broperka 7-2-10 o F'OCT 20292-74;

Kon6s! Mepuble 2-100-2 o FOCT 1770-90;

Konba K,-1-250-29/32 o I'OCT 25336-82 co numdopannoi 1pooKoi;
[Munerku 4(5)-1-1, 2-1-5 o [OCT 20292-74;

pmuuaper 1-25, 1-50, 1-100 o 'OCT 1770-90;

Xopodopm no TOCT 20015-88;

BpoM(peHOI0BEIil CHHUI BOIOPACTBOPUMBIH, HHANKATOP, TV 6-09-311-70 - pac-
TBOp ¢ MaccoBoii nojei 0,1%, roToBAT 110 ['OCT 4919.1;

Harpust fofenmicy isar (maypuncynbdar narpus), TY 6-09-64-75 unu Merck
12533 — 0,003M — 0,004M pactBOp;

Harpnit cepaoxucistii no F'OCT 4166-76;
Harpuit yriexucisrit mo F'OCT 84-76;

Boa puctunauposannas 1o 'OCT 6709-72.
6.1.4.2. IloaroToBka K anajiusy

6.1.4.2.1. IlIpuzomosnenue 0,004 M sodnozo pacmeopa doodeyuncyivhama na-
mpus

0.250 r pogenmncyibdaTta Harpud (C CoJACPKaHIEM OCHOBHOTO BELICCTBA 92.8%)
PACTBOPAIOT B AMCTH/UTMPOBAHHOM BOJE B MEPHOM KoTBe BMECTHMOCTBEO 200 ¢M’ ¢ J10-
BeeHreM BoIbl 10 MeTKy. [IpoBepKy KOHUEHTPALUH NPUIOTOBJICHHOIO pacTBOpa Mpo-
BO/T TUTPOBAHMEM aHAIU3UPYEMOro obpasia cpeicTBa (11. 7.4.3) ¢ UCNOIB30BAaHUEM
pacTBOpA, IPUTOTOBICHHOTO U3 CTAHIAPTHOTO obpasua nojienuncyibdara HATPUA —
'CO 8049 — 94 (macca gozenwicyibdara Harpus — 1 T B amiryne).

6.1.4.2.2. Tpurotosnenue 6ydeproro pacreopa (pH — 1 1)

50 r HaTpus CEPHOKUCIIOTO U 3,5 T HATPHsl YITIEKUCIOro pacTBOPAIOT B 500 em”
BOJIBL.

4.3. BeinoJjiHeH e aHa/Iu3a



Hagecky ananusupyemoro cpenetsa 3,20 — 3,50 r, B3ATYIO € TOUHOCTBIO /10
0,0002 T, KOJMUECTBEHHO TIEPEHOCAT B IAIMHIP MM MEPHYIO KOTOY BMECTUMOCTHIO
100 cn’, 3aTem npubdasisior 20 cM® xsopodopma, 30 cM® Gydeproro pacteopa 1 4-8 Ka-
Mesh MHAMKATOPa GPOMQEHOIOBOT0 CHHETO, 3AKPBIBAKOT IPOOKOI 1 TIMATE/IBHO BCTPA-
xupator. Turpytot 0,004 M pacTBOpOoM HaTpUA joneIcyabdara 10 MOsBIEHAS Quose-
TOBOTO OKPAUIMBAHHMSL B BEPXHEM ¢JI0€ (IPU TUTPOBAHIH NPOOY HHTEHCUBHO TEpeMe-
[IHBAIOT).

6.1.4.4. ObpaboTka pe3ynbTaToB
MaccoByIO OO aNKUITAMeTHI6CH3MIaMMOBMH XJ10puaa (X) B PONEHTAX Bbl-
YUCIISOT TT0 PopMyIIe:
0,001428-V
X=—""———-100
m s riue
0,001428 — Macca AIKWIIIMETHIOSH3MTaMMOHIN XITOpUAA, COOTBETCIBYIOIA 1 e’

pacTBOpa glo,ueunncynratbaTa narpus kontentparyn Touno C (CpHys804Na) = 0.004 M
(MOTTB/IM”), T;

V — 06beM pacTBOPa J0EIMICYIIb(haTa HATPUS, U3PACXOAOBAHHbIH HA TATPOBAHMC,
m - Macca aHaJIM3UPYeMOH poOEL, T

PCB)/IH:TE[T BBIUUCIIAKOT I10 (bopMyﬂe CO CTCITICHBLIO OKPYTICHUA 10 BTOpOI'o ACCi-
TUYHOI'O 3HaKa.

3a pesyJIpTAT AHAIM3a IPHHAMAIOT CPEJIHEE APH(METHHECKOE ABYX OTIpeICTICHUIH,
aBCOJIOTHOE PACXOMKICHHUE MEXKTY KOTOPHIMH HE TPEBLIMIACT JIOIYCKACMOC pacxome-
uue, papHoe 0,2%. Jlotyckaemas OTHOCUTEIIbHAsA CyMMapHas [OIPCITHOCTE PEsyIbTata
u3Mepenuii He J0/DKHa TpeBbImarh + 8,0% mpu JIOBEPUTENLHON BepoaTHocTH P = 0.95.

6.1.5. Onpenenenne maccopoii 1ou Terpanun ¥ (yHaeuuaeHaMuI0NpPOIHI-
TPHMOHHYM MeTOCYIb(aTa) MeTOAOM KANUISIPHOTO anexkTpodopesa, %

MeTo I KanwUIApHOTO 3J1eKTpodopesa OCHOBAH Ha Pa3IC/ICHIN 3apAKCHHBIX
KOMITOHEHTOB CIIOKHOM CMECH B KBAPIIEBOM KallMLIAPE T10]T AEHCTBUEM IIPUIIOKCHHOTO
SIIEKTPUYECKOTO ITOJIS.

6.1.5.1. Cpencrea usMepeHns
- CpcreMa Julsl KarimusipHoro snekrpodopesa Quanta 4000E (Waters, USA)

- Becnl 1aGopaTopHsie o0wero nasHauenus 2 knacca FOCT 24104-2001 ¢ nan-
GonsmmM mpeeiom s3permbanust 200 1

- Kon6s! MepHbie BMecTHMOCTBIO 50 1 25 oM’ TOCT 1770-90;
- TIunerks BMECTUMOCTRIO 5.0 em TOCT 29227-91;
6.1.5.2. PacTBOpPEI, pEaKTUBEI

- Terpanun Y 50% pacTBOp — aHAIMTUYCCKHI CTaHIapT;
- Beusoiinas kucnorta, FOCT 10521-78;
- Tpuc(rujpoKCHMETHI)METHIIAMHH, xomi.Merck, 1 epmanms;
- TerpasenwITpUMeTIIAMMOHUH OpoMul, xomir.Merck, I'epManus;
- Boja 09MCTKM MUUTHIIOP-( HIH OUIUCTHIIUPOBANHAS,
6.1.5.3. YcioBus aHaiusa

6.1.5.3.1. Pazenurennublii 0ydep:




Benszoitnag kuciaora 25mMM;
Tpuc(ruapoxenMerun)merunamut S0MM;
TeTpageniITpuMeTIIOMMOHMI Opomuyt 0,25 MM.

6.1.5.3.2 Texguueckue XapaKTepUCTUKH:

Jlnupa kanuuaspa: 45 cM;

Hanpsxenue: 20 kB (oOpaTnas HOIAPHOCTS);
Temmepartypa: 20 e

Bpems BBoJIa POOLL: 5 ceK (THAPOCTATUYECKH).

6.1.5.3.3. TloaroToBka Kanuuispa K padore:

Z[.]'IH BOCCTAHOBJICHHUI KOHJUITHOHHOTI'O COCTOSHHA BHyTpeHHeﬁ [IOBEPXHOCTH, Ka-
OUIIIApP NpOMBIBAIOT B CIeIVIOUIEM ITOPAAKE!

- pactBopoM 0,5 M cosiHOM KHCIOTBI He MeHee 10 MUHYT;

- JIACTHAIMPOBaHHOH Boo# 10 MUHYT]

- pactopom 0,5 M ruapokcuia HaTpHs HE MCHEE lo MUHYT;

- JMCTHJTUPOBAHHOM BOIOH 10 munyT;

- pabouum OyhepHbIM pacTBOpoM 30 MUHYT.

6.1.5.4. IlpuroToBieHne rpalyMpoOBOYHOM CMECH: MEPHYIO KOJIOY BMECTHMOCTRIO

25 eM® BHocsT okono 0.5 r 50% pacteopa Terpanun ¥V, B3BEUICHHOI'O ¢ TOYHOCTBIO 10
4eTBEPTOrO ACCATHYHOIO 3HAKa, 100ABIAOT BOAY Ul Pa3BEICHNU JI0 KaTMOpOBOYHON
METKH W MePEeMEIIUBaroT.

TagyupoOBOUYHYIO CMECH AHAIIM3UPYIOT HECKOIBKO pas JUTs IOy CHHA CTa0MIBHOM
ILTOMIA/AN U BPEMEHHU yACPKUBaHKs XpoMaTorpaduueckoro mika Terpanui Y. W3 nony-
YEHHBIX XPOMATOTPAMM OTIPEIE/IAIOT BpeMs yICPKUBAHUA U ILIOLA/h Xxpomarorpabuue-
CKOTO MUKa XJIOPreKCHUAUH OUIIIIOKOHATA.

6.1.5.5. BrnosiHeHue H3MEPEHUH

B MepHy1o koafy BMECTUMOCThIO 50 cM’® BHOCAT 0KOIO 5.0 I' cpeJIcTBa, B3BELICH-
HOFO ¢ TOUHOCTBIO [0 YETBEPTOrO JECATHIHOIO 3HAKA, U pasOaB/IsIoT JI0 MCTKH BOJLOM.
AHAIN3 TIPOBOAT B COOTBETCTBHH C MHCTPYKIMEH K IPHOODY. AHaIu3 NOBTOPSIOT HE
Menee 3 pas. M3 oIydeHHBIX XpOMAaTOrPaMM BhIMHUC/IAIOT 10k xpomatorpaduue-
ckoro muka TerTpanun Y B aHamu3upyemoii npobe.

6.1.5.6. O6paboTKa pe3yIbTaToOB M3MEPeHUH
Maccosyto gomo Terpanun Y (X, %) B CpeICTBE BHIMUCTAIOT 11O tdhopmye:
S-C..V

m

.,

X = -100, e

S 1S, — nomans muka Terpanun ¥V B HCIBITYEMOM PacTBOpE U rpalyrpoBot-
HOH CMecCH,

. 3
C, . — konnentpauus TerpaHun V B rpamynpoBOYHON CMECH, MT/CM”;
V — 06beM pacTBopa podsbl, CM;

m - Macca cpeacTBa, MrI.
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3a pe3ybTaT u3MepeHHit IPUHUMAIOT Cpe/IHEe apU(BMETHUECKOE SHAYCHUC [IBYX
mapanienbHBIX H3MEPEHUH, PACXOIKIEHAE MKy KOTOPBIMHU HE JOJDKHO IPEBRIIIATE J10-
MyCTUMOTO 3HaueHus, papaoro 0,5%.

7. MEPBI 3ALIUTBI OKPYKAIOIIEW CPE/IbI

7.1. He jonycKaTh TIONaAaHuA Hepa3oaBIeHHOTO CPEACTBA B CTOUHBIC / TIOBEPXHOCT-

HbIE WY ITO3¢MHBIC BOJIBI M B KAHATM3ALIUIO.
7.2. TIponuBIneecs CpecTBO HEOOXOIMMO alcOpOUPOBATE Y IEPKHBAOLINM FKHL-
KOCTD BEIIECTBOM (TIECOK, CHJIMKAre/Ib, BETOTIb U T.IL.) I HANPaBUTh Ha yTuan3armio. Oc-

TATKH CPEJCTBA CMBITh BOIOH.
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