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10 TIPUMEHECHUIO Ae3MH(DHUIIUPYOIIETO CPEeICTBA
«JIECKOPATIN]» /canderku/
(«<ANTISEPTICA Chemisch-pharmazeutische Produkte Bmlbepmanus)

Cankr-IletepOypr

2008rop,

HUHCTPYKLMA
o npuMeHeHno nesnHbuppyomiero cpeactsa «JIECKOPATTNUI» (canderkm)
¢upmbl <KANTISEPTICA Chemisch-pharmazeutische Produkte Bmibepmanus
WneTpykumst pazpabortana B McrbrtarensHom n1abopaTopHOM LIeHTpe oIy
«PHUHTO um. P.P.Bpenena PocmearexHonoruii».
Astopel: A.I'. Apunorenosa, T.4. bornaHosa, I'.E. A¢dunoreHos.
WHeTpykupss — mpenHa3HaueHa  UIi  MEOULIMHCKOTO  TepcoHasia  JieueOHo-
MPOQUITAKTHUECKUX  YIPEeKACHUH, paOOTHUKOB Ne3MH()EKIIMOHHBIX CTAHIWN, OPYTHX
YUpPEXKASHUH, MIMEIOLIMX MPAaBO 3aHUMAThCS Je3MH(EKIMOHHOM AeSTeNbHOCTBIO.
1. OBLLME CBEJJEHUA
1.1. Iesunduuupyromee cpenctso «IECKOPAIIN/]» npencrasisier coboii roToBblie K
UCTIONB30BAaHUIO Oeble, IPOoUHble can)eTKu OJHOKPATHOIO MPUMEHEHHs U3 HETKAaHOro
Matepuana. B kayecTBe NPOMMTOYHOIO COCTaBa Caj(eTOK MCMOJb30BAHO CPENCTBO
«CKUH JIE3» (I'epmanusi) B BHAE TOTOBOTO K TMPHUMEHEHHIO MPO3PavyHOrO
0ecLBETHOTO PAacTBOPA C XapaKTEPHBIM CITUPTOBBIM 3armaxoM. Coaep:KWT MpomnaHoi-2-
on 65% (onpormnoseiit cnupt), 1,30yraHnron 0,1% B kadyecTBe ACHCTBYHOLIMX
BemecTB. pH cpexactsa 8,0.
CranpapTHas ynakoBka — neppopupoBaHHbiil pysoH candetok (pasmepom 22x13 cm
no 120 wTyk B pyJioHe) B OaHKe COOTBETCTBYIOLIETO pa3Mepa W3 BBICOKOIUIOTHOTO
MoJuMepa € TEePMETUYHOM OTPBIBAIOLIEHCS W 3aKPBIBAIOIIECHCA KPBIIIKOW I
W3BJICYEHUS OJHO caleTKH.
Cpok TOAHOCTHM CpeicTBa MpU YCIOBHUM €ro XpaHeHUs B HEBCKPHITOM YIaKOBKe
MPOU3BOANTENS COCTABIACT 3 TOJa CO JHSA U3TOTOBJIEHHUS.
1.2. CpenctBo <«JIECKOPATIM]/]» o0nagaer aHTUMUKPOOHOW aKTHBHOCTBIO B
OTHOLIEHWH TPAMIIOJIOKHUTEIBHBIX M TPAaMOTPULATENbHBIX OakTepwii (BKIIOYAs
B030ynuTeneil  BHYTPMOONBHMYHBIX  HMHQEKIWH, MuKoOakTepun TyOepkyIesa,
KUIIeYHbIX WH(eKuii), BUpYycoB (OCTphle pecrnupaTopHbie BHPYCHble HWH(EKLUH,
reprec, NOJUOMUENUT, TeNaTUThl BceX BUIOB, BKJtouas rematutsl A, B u C, BUU-
uHpekuus, aneHoBUpYC), rprboB poaa Kaununa, TpuxopurtoH.
CandeTknt 00Mamar0T BBICOKOW TMPOYHOCTHIO; TIPH KCTIOJNBb30BAaHWM HE PBYTCS, HE
cOMBalOTCS B KOMOK W HE OCTaBISIOT OCTaTOYHON IUICHKWM Ha 00paboTaHHOMN
MOBEPXHOCTH; COBMECTHMBI C MaTepHalaMi MeIULIMHCKOTO 000py10BaHUS.
1.3. CpeactBo <«JIECKOPAIIM/I» mno mnapaMeTrpamM OCTpPOHd TOKCHYHOCTH TIpH
BBEJICHUH B JKeJYIOK U HaHeceHUH Ha Koxy coriacHo [OCT 12.1.007-7®rHocurcs
K 4 Kyaccy MalloOMacHbIX COeIMHEHUH. [TpH MHTANALIMOHHOM BO3IeHCTBIM (M CBOOOIHOM
WCTIApEHNH) CPEICTBO HE BBI3BIBACT pPa3ApaKaloIero W TOKCHYECKOTrO JAeHCTBUS.
CpencTBo He 00J1aaeT MECTHO-Pa3ApaXKaOLIUM U Pe30pOTUBHBIM AEHCTBUEM Ha KOXY;
He 00y1agaeT CeHCMOMIN3NPYIONIM IeHICTBHEM.
CpenctBo 0e30MacHO MpH MCTIONBb30BAHWM B AETCKHUX YUPEKACHWAX M 111 00paboTKh
KOXXH JeTeit cTapie 3 JeT.
I1JIK nponaHonoB B Bosayxe paGoueii 30ub1 10 Mr/m®, 3 knace omacHoCTH (apbi).
1.4.CpenctBo «JIECKOPAIIN/I» npenqHa3sHaueHO IS IPUMEHEHS:
B JIeueOHO-MPO(UIAKTUYECKUX YUPEXKICHUAX Jro00ro mpoduius, B TOM UHUCIe
CTOMATOJIOTUYECKUX, O(TATbMOJIOINYECKNX, HETCKUX CTalMOHapax, aKyLIepcKHX
KIMHUKaX (BKJIOYask OTAEJICHHS HEOHATOJOTHMH), KIMHUYECKUX, MUKPOOHONIOTHYECKIX



U Ipyrux JjadopaTopusix, B MallMHAX CKOPOH MEeAMIMHCKOW MOMOINM, HA CAHUTapHOM
TPaHCTOPTE, HAa CTAaHLMAX MepeInBaHUA KPOBH, B MH(EKLUMOHHBIX OYarax, B AETCKHX
JOIIKOJBHBIX W IIKOJBbHBIX YUPEKICHUSX, HA MPEANPUATHAX OOIECTBEHHOrO MUTAHUS
Y TOPTOBJIM, HA KOMMYHAJIBHBIX 00beKTaX (MapUKMaxepckue, TOCTUHUIbI, OOIIEeKHUTHS,
YUpeXKACHHS CcOoLoOecneYeHus), Ha MPEeaNpHATHAX XHMHKO-(apMaleBTHYEeCKON WU
OMOTEXHOJIOrNIECKO!, TUIIEBOH MPOMBILIUIEHHOCTH, B BETEPHHAPHBIX YUPEKACHUSIX C
LEeNbl0 Ne3MH(QEKIUN Pa3InUHbIX CIHPTOCTONKMX HEMOPHUCTHIX TOBEPXHOCTEIl Win
TIPEAMETOB!
- TIOBEPXHOCTH MEIWLMHCKUX MNPUOOPOB M 000pymoBaHHsA (B T.4. TOBEPXHOCTU
anmnapaToB  WCKyCCTBEHHOTO  JbIXaHMi W  0OOpYyIOBaHMS  JOJsl  aHECTE3WH,
CTOMAaTOJIOTUYECKIE HAKOHEYHHUKH, 3epKaJa);
- onrtudyeckue mNpudopsl M 00OpYAOBaHWE, pas3pelleHHbIE IPOM3BOAUTEIEM K
00paboTKe CIIUPTOBBIMU CPECTBAMMY,
- aTYMKU JuarHoctideckoro obopynosanmst (Y3U u T.IL);
- 00opynoBaHWe B KIIMHUYECKUX, MUKPOOHOJIOTMYECKUX U Ap. TabopaTopusix;
- OCBETHTENbHAs anmaparypa, K031  T.I1.,
- KecTkas meOenb,
- TenedoHHbIE anmaparsl, MOHUTOPbI, KOMITBIOTEPHAs KJIaBHATypa M Apyras opucHas
TEXHHKa,
- 00opynoBaHMe M MMOBEPXHOCTH MAIINH CKOPOH MOMOIIM M CAHUTAPHOTO TPAHCTIOPTA,
- TpeaMeTsl yXona 3a 00JbHBIMU, UTPYIIKN U3 HETIOPUCTHIX, TIAIKNX MaTepHalioB
(mnacTuk, cTeKs10, METaN, U 1p.);
- 00yBb U1 MPO(UIAKTUKU TPUOKOBBIX 3a00JI€BaHUN;
- a TaKke MpeJHa3Ha4eHO U1 0OpabOTKH JIOKTEBBIX CTMOOB JOHOPOB, a TaKke IS
00paboTKH KOKHM OMNEPALMOHHOTO W WHBEKLWOHHOTO TMOJIell MaluueHTOB JieueOHO-
npodunaktHdeckux ydpexaeHuit (JIITY); 1ns TurueHudeckoil o6paGoTKh  pyk
MeauuHceKoro nepconana JIITY, MeaquumHCKknX paGOTHUKOB NETCKUX IOIIKOJIBHBIX W
HIKOJIbHBIX ~ YUPEKACHUM, yupexaeHuil corobecrnedeHuns (moMa mpecTaperbiX,
WHBAJIUIOB), PpPaOOTHUKOB XWUMHKO-(hapMalleBTUUECKUX, OUOTEXHOJOTHYECKUX U
nap(proOMepHO-KOCMETHYECKNX TPEeINpHUsITHi, CaHATOPHO-KYPOPTHBIX YYpEKACHHI,
NpennpuATHA OOLIECTBEHHOTO MUTaHUs, OObEKTOB KOMMYHAIBHBIX CIyXk0 (B T.4. B
MapUKMaxepckuX U KOCMETHYECKHUX CalIOHOB U JIp.).

2. [TPUMEHEHHUE CPEICTBA
2.1. TloBepxHOCTH, He 3arps3HEHHble OMOJOTMYECKMMH BBIACIEHUSMH, NPOTHPAIOT
cpenctBoM «IECKOPAITU/I» OfHOKPATHO C 3KCTIO3MIOHHOMN BBIAEPKKOM 3 MUHYTHI.

2.2. [loBepxHOCTH, 3arpA3HeHHbIe GHMOJOrMYECKUMH BbIJENCHUSIMH, 00pabaThIBalOT B 2
JTana:

2.2.1. 1sram: OuncTKa MOBEPXHOCTEN Tiepen Ae3nHpekuneit

[Mpotepets moBepxHOCTh canderkoil «JJECKOPAIIU[» nmnst ypaneHus rps3n W
OMOJIOTUUYECKHUX 3arps3HeHu  (ICHOK).

BeibpocuTs candeTrky B €MKOCTb AT MEIWIMHCKMX OTXOHOB Ul JAanbHewnien
YTHIHA3ALHH.

2.2.2. 23ran: [le3nH(pexus NOBepXHOCTEl MoCIe OUYNCTKI

[TpenBapuTeabHO OYMIIEHHYIO MOBEPXHOCTh TLIATEJIbHO MpOTEpeTh caneTkoin
«IECKOPAIIN]/]», ne3nH(peKINOHHas SKCTIO3ULUS 5 MUH.

BeiOpocutb candeTky B €MKOCTb [UIi MEIULMHCKUX OTXONOB [UIS JajbHeHIuei
YTUITU3ALIAH.
2.3. OoOpabotannbie cpenctBoM <«JJECKOPAITU/]» MOBEpXHOCTH MeEAWIIMHCKOTO
o0opynoBaHUST W TIPHOOPOB, HEMOCPENCTBEHHO COMPHKACAIOLINECS CO CIM3HUCTBIMH,
pEKOMEHTyeTCs Mepe NCTIONB30BaHUEM MPOMBITH TUCTUILTUPOBAHHOMN BOJOI W BBICYLIIUTD
CTEpIIIbHBIMHU MapIJIeBBIMH calI(heTKaMH.
2.4. Jlesundexnns oOyBU. BHYTpPEHHIOI TOBEPXHOCTh OOYBU MPOTEPETh cal(eTKoi
«[IECKOPATINI», ne3nH]peKkunoHHast SKCTIO3UIMS 5 MIH.
2.5. I'mrueHnueckas o00pabOTKa pyK: KHCTH PYK TIIATEIbHO MPOTUPAIOT OBYMS
cangerkamu cpeactsa B TeueHue 30 cexyHI.
2.6. O6paboTka OMepallMOHHOrO TOJIS U JIOKTEBBIX CTMOOB OHOPOB: KOXY ABYKpPaTHO
NPOTHPAIOT pa3fiesibHBIMU caji(eTkamu cpelcTBa. Bpems BbIAEPKKH MOC/E OKOHYAaHUA
06pabotku — 2 MmuH. HakaHyHe omepanyn GOJIbHOW MPUHUMAET OyIl (BaHHY), MEHSET
Genbe.
2.7.06paboTka MHbEKIIMOHHOTO MOJIS:
- KOXKy TIPOTHpaIOT AByMs caideTkaMu cpeacTBa. BpeMsi BBIOEpP)KKH MOCIe OKOHYaHUS
00pabotku — 30ceKyHI.
3.MEPBI ITPEJJOCTOPOXXHOCTU
3.1. ObpaboTKy mNOBepXHOCTEH W OOBEKTOB MOXHO NPOBOIUTH B TPHUCYTCTBUH
GonbHbIX (mauueHToB). CpencTBo 6Ge3omacHO Mpu 00paboOTKe OOBEKTOB B AETCKHUX
YUPEXKISHUAX, B TOM YUCIIE B OT/AEIEHUAX HEOHATOJIOTHH.
3.2. Ilpu npaBUJIBHOM HCIIOJIB30BAaHMH 3allUTa I71a3, PYK Pe3MHOBBIMH MepyaTKaMH He
Tpebyercs.
3.3.U30eratb nonaganus cpeacTsa B riiasa.
3.4.He ucnonp30BaTh Mo UCTEYEHUH CPOKA TOJHOCTH.
3.5. Oo6pabotannsie cpenctBoM <«JIECKOPAIIU/]» MOBEpXHOCTH MeIUIIMHCKOTO
o0opynoBaHUST W TIPUOOPOB, HEMOCPENCTBEHHO COMPHKACAIOLINECS CO CIM3HUCTBIMH,
pEKOMEH TyeTCs TIepe/l NCTIOIB30BAHEM NMPOMBITh UCTHINTMPOBAHHON BOJOI M BBICYILINTD
CTEpIIIbHBIMHU MapIIeBBIMH cali(peTKaMH.
3.6. Canterkn «JECKOPAIIM/]» wucnoms3yeTcs TOJNBKO M HApPyKHOTO
TIPUMEHEHNs, He HAHOCHUTB Ha PaHbl U CIIM3HCTBIE 00O0JIOUKH.
4. MEPbBI [TEPBOM [TOMOILL
4.1.  Tlpu HecoOMmoOOeHNM Mep MPEAOCTOPOKHOCTH BO3MOXKHO MOABJICHHE Pa3IpakeHus
CIM3KCTBIX 000s0uek a3, [Ipr Heo6XoAUMOCTH CileyeT 00paTUThCS K Bpady.
4.2.  Tlpu nosBJIeHNN MPU3HAKOB Pa3paXKeHHs1 OPTraHOB JbIXaHKs MPEKPaTUTh paboTy co
cpenctBoM. [TocTpaaBiiero BoIBECTH Ha CBEXHI BO3AYX.
5. METOJIbI KOHTPOJISI TIOKA3ATEJIEM KAUECTBA
5.1. lesunduumpyroiee cpeactso «[JECKOPAIIN/I» koHTponupyeTcs Mo ClAeayroLum
MOKa3aTelnssM KauecTBA. BHEIIHWH BHA, LBET, 3amax, MOKa3aTelb aKTUBHOCTH
BOJOPOIHBIX HOHOB (pH), IUIOTHOCTB, MaccoBas JAONS W3OMpPONAHOJA B TPOMHTOYHOM
pacTBope.
B tabmnmre 1 npencrapieHbl KOHTPOIIMPYEMBbIe TIOKA3aTe HOPMBI 0 KXKIOMY W3 HFIX.

Ta6muua 1. [TokazaTenu kadectBa ne3nHpumpyoiero cpeactsa «[JECKOPAITAT»



Ne o
aln HaumeHnoBanue nokasarenei Hopwmsl
o CandeTky U3 HETKaHOro MaTepuasa
1 BHewHwmit BUA, OBET
Oenoro neta pazmepoM 22x13 cm
2 3amax XapakTepHbIi CIMPTOBbII
ITokazaTenb aKTHBHOCTH
3 75-85
BOJOPOJHBIX HOHOB, pH
4 InotHocTs mpu 20°C 0,871 -0,881
M Bas s
5 accosat iomt 57,0 - 67,0
W30TIPONMIIOBOTO crupTa, %

5.2.Onpenenenyie BHEIHETO BU/A, IBETA 1 3araxa.

BHemHMit BUA 1 1IBET CpeICTBa OMPEEISIOT BU3yalibHO. J{ist 3T0ro0 cangeTKy pacrosararoT Ha
ywcte Oeroif OGymaru, M3MEpSIOT pasMep B CM M BU3YaTbHO OIICHMBAIOT BHEIITHUMIA BUI. 3arax
OLIEHWBAIOT OPTaHOJIETITUIECKIM METOZIOM.

53. KoHueHrtpaimio  BogopoaHbix — WoHOB  (pH)  cpenctBa  ompenensioT
noreHuomMeTpuieckum mMetoaom no 'OCT 22567.5-93.

5.4. 13mepenne mnotHocty ipu 20°C.

[TnotHocTs mpu 20°C m3mepsioT ¢ momomsio apeomerpa mo ['OCT 18995.1-73
«[IpomyKTbl XUMUUYECKHE XKUAKUE. MeTOIbl ONpesieNIeHNs] IIOTHOCTH.
5.5.Onpenenenue coaep:kaHusi ©30NPONaHoJIA.

5.5.1.060pynoBaHue, peaKkTHBBI.

- xpomarorpa¢ 1abopaTOpHbIi Ta3oBbIi C MIAMEHHO-MOHHU3ALMOHHBIM JAETEKTOPOM
tuna “Lier-106” unu apyroi aHanoru4Hblii;

- raz-HocuTenb - a3ot o FOCT 2993-74;

- Bo3ayx mu3 O6amuiona mo 'OCT 17433-80mmm kommpeccopa,;

- Bonopox u3 6amutona o 'OCT 3022-80unu u3 renepatopa Bogopona BIIT;

- Bechl JaboparopHele OOIIEro Ha3HaueHWs, 2-T0 Kjacca TOYHOCTH C TpenesiomMm
3gemuBanug 200r o 'OCT 24104-01;

- KoJIOBI MepHBbIe 2-25-2 ['OCT 1770-74,

- KOJIOHKa Xpomarorpadudeckasi CTEKISTHHAS JJIMHOW 2,5M M BHYTPEHHUM IHaMEeTpoOM
2 MM;

- Hacajka KoioHku - xpomaroH N-cymep ¢ 5% SE-30, ¢ 3epHenuem 0,2-0,25 mm,
(ummopT);

- TWHeliKa 3MepUTeNbHAs MeTaJutnueckas ¢ ueHoit nexenust 1 mm o FOCT 17435-73;
- mukpourmnpui Ha 10- 10° em® tima MII-10;

- murietku 6-1-10, 6-1-5'OCT 20292-82;

- 2-IpOTIaHOJI X4 AJIsl XpoMaTorpaduu, aHaNUTHIECKNi CTaHaPT,;

- Boa auctwntrpoBanHas mo 'OCT 6709-72.

5.5.2.TTonroToBKa K BHITTOJHEHAIO U3MEPEHUIA.

3amoyiHeHNEe KOJIOHKH COPOSHTOM TIPOW3BOAAT OOIMICTIPHHATHIM METOAOM. BriBOX
xpomaTorpada Ha pabouMii peXMM TPOBOAAT B COOTBETCTBMM ¢ MHCTpykumeid mno
MOHTaXy U 3KCIUTyaTalluy XpoMmaTorpada.

5.5.3.YcnoBus xpomatorpadupoBanus.

CKopocTh ra3a-HOCHTENs 40+10m3Mun;

CKOpOCTb BOJIOPO/Ia A40+10% mu;
CKOPOCTb BO3IlyXa 400+1@0 %/ mu;
TeMIiepaTypa TepMocTara Koonkn 55+5°C;

TemnepaTypa AeTeKTopa 150°C;
TemnepaTypa UCIapuTes 160°C,;
00BeM BBOAUMOI TIPOOBI Vi

CKOPOCTb ABW)XEHUS IuarpaMMHoit ieHTsl  0,6¢cM/MUH.

Koapdummenr  ycummeHuns  momOWparOT — TakUM  0o0pa3oM,  YTOOBI  BBICOTA
Xpomartorpauieckux MIKOB cocTapiisuia 50-80%rmkarns! ArarpaMMHO# JICHTBI.
5.5.4.TIpurotoBneHue rpaxyupoBOYHBIX PACTBOPOB.

B MepHOit Konbe 00beMoM 25 cm® c TOYHOCTBIO hi(s)
0,0002r B3BEIIMBAIOT HABECKW aHAIUTHYECKOro cTaHnapta 2-npomaHona — 10,00r u
JOBOIAT OO METKM JUCTHJUIMPOBaHHON Bomoil. OTMEYalOT BENUYWHBI HAaBECOK W
PacCUMTHIBAIOT CO/IEpKaHUE CIIMPTa B BECOBBIX MPOLIEHTAX.

5.5.5.BrInonHenune aHanusa

Oopaszen cpenctea «CKWH JIE3» u rpagynpoBOYHBI pacTBOp XpoMaTorpagupyroT He
MeHee 3 pa3 KakKIbIi ¥ PacCUUTHIBAIOT TUTOIIAINA XPOMATOrpadUueCKuX MTUKOB.
5.5.6.00paboTka pe3yapTaToB

MaccoByto aosito cniuptoB (Y) B IPOLIEHTaX BBIUUCISIOT MO opMyIie:

y - CnS

L]
P

Sy

rae C,, - KOHUEHTpALUs CIUPTA B FPajyupPOBOYHOM pacTeope, %,
S - oAk Nka 2-ponaHoja Ha XpoMaTorpaMMax UCIbITYeMOTO CPEelCTBa;
Sip - IIOLAAb NHMKa 2-NPONAHOIA Ha XpOMaTorpaMMax rpalyMpoBOYHOTO PacTBOpA.
JomyckaeMasi OTHOCHTEJbHAsE CyMMapHas MOTPELIHOCTb pe3ylbTaTa aHanuza *5,0%
npu 1oBepuTenbHOi BeposTHocTH 0,95. PesynbTaT aHanusza okpyriserca 10 MepBOro
JECATUYHOTO 3HaKa MocJie 3amATOoMH.

6. XPAHEHUE, TPAHCIIOPTUPOBKA U YITAKOBKA
6.1. TpaHcOpTUPOBaHHE CPEACTBA OCYIIECTBISIOT B OPUTHHAIBHBIX EMKOCTSIX
MPOU3BOIUTENS JHOOBIM BUIOM KPBITOTO TPAHCIOPTA B COOTBETCTBUM C MPaBUIaMHU
NepeBo3KM TPy30B, [HEHCTBYIOIIMMH Ha JaHHOM BHUJAE TpPaHCIOpTa U
rapaHTUPYIOLIMMH COXPAaHHOCTh CPEACTBA U Taphl.
6.2. XpaHHUTh CPeOCTBO CIieNyeT B HEBCKPBHITONM YMAKOBKE MPOW3BOIMUTENSA MNpPHU
temneparype He Bbime wiroc 30°C B Teuerne 3 net. CpeicTBO JIETKO BOCTUIAMEHSETCS.
XpaHUTh W UCTOJIB30BAaTh CPEICTBO BAAIM OT OTKPBITOrO MIaMEHM M BKIIOUEHHBIX
HarpeBaTelbHbIX TPUOOPOB.
6.3. CrangapTHas yrakoBka — nepopupoBaHHbiii pyjoH candeTtok (pasmepom 22x13
cM mo 120 mryk B pynoHe) B 6aHKEe COOTBETCTBYIOIIETO pa3Mepa M3 BBICOKOILUIOTHOTO
nojuMepa ¢ TepMETUYHON OTpbIBAalOLIEHCs W 3aKpblBalOLIEHCs KpbIIIKOW [uis
W3BJICYEHUs OHOM cal(eTKH.



