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NHCTPYKIIUSA Ne 04-2018

N0 NPHMEHEHHIO CPeNCTBA Je3HHPHUHPYIOIEro

«CraGumen ¢pem» (Stabimed fresh)
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Hucrpywuua Ne 04-2018
110 MPEMCHECHHIO CPEICTRA JEe3NHPHIUPYIOIEro «Crabumen ppem» (Stabimed fresh)

HWucrpyxnua paspaborana: @BYH «HI npuxnaanoi MHKpOBHOJIOTHY B OHoTexHOMOrHH» Po-
cnotpebranzopa (B.JI. Ilotamos, B.B. Kysum), 00O «b.Bpays Memuxan», Poccus (B.O.
Tayros, M.C. Oxonenosa)

1. OBIUE CBEJEHMS

1.1. Cpencteo mesunumumpyiomee «Crabumen ¢peur» (Stabimed fresh) (mamee no
TEKCTY — CPEICTBO) NPecTaBLIeT coboil NPO3padHyIo KUAKOCTE rony00BaTo-3€IEHOT0 [BETA
co crermdHIeCKHM 3amaxoM. B KkadecTse JeHCTBYIOIMX BEIIECTB CPENCIBO CONEPKHT
KoxonponmieHnHamMus (N-foelHIIponan-1,3-A1amMuH) - 20%, a TaxXe MPOIMNOBBIA CIHPT,
TTIAB, HHTHOHTOP KOPPO3HH H JPYTHE BCIIOMOTaTe/IbHEIC KOMITOHEHTEL. ' '

CpoK TOAHOCTH CpPEJCTBA — 3 Tofia CO AHI H3TOTOBJICHHS Cpok TORHOCTH pabodux
PacTBOpoB - 14 CYTOK IIpH YCIOBHK XPAHEHUA B 3aKPBITBIX EMKOCTHX.

CpefcTBO He COBMECTHMO ¢ IIPOIYKTAMH, COACPIKAITIMHU [VTYTAPOBEIH ATbACTHA.

1.2. PaGoune pacTBOpH! cpexcTsa Aesundumupyomero «Crabumen ¢peur» (Stabimed
fresh) obmanaroT AHTHMUKpOGHON AKTHBHOCTBIO B OTHOIMEHHMM TIPaMOTPHIQATCIBHBIX H
TPAMITONIOXKHTENBHBIX OaKTepHit (BKIOYAs MHKOGaKTepHH TyGepKyliea — TECTHPOBAHO Ha
Mycobacterium  terrae, BHYTPHOONBHHUYHBIC uH(EeKIMH), BHpPYycoB (B TOM  HHCIC
HapeHTepalbHbIX M OSHTEPANbHEIX renataros, BWY-nHexmwd, aneHoBHpyca K Ip.),
dyHrHIENHO aKTHBHOCTEIO (B OTHOIIEHAHN TPHGOB polia Candida).

PaGoure pPacTBOPHI CPEACTBA HMEIOT BRIPAKEHHBIE MOIOIHE CBOHCTBA, HE IOPTAT

" obpabaTpiBacMBIe H3MEHs, HE BBI3HIBAIOT KOPPO3HH MCTA/LIOB, HE (hUKCUPYIOT OPraHHYECKUC
3arpa3HEHMS. )

1.3. Cpencreo aesunuuppyromee «Crabumen penr» (Stabimed fresh) mo napaMerpam
octpoit Tokcmurocth o FOCT 12.1.007-76 oTHOCHTCH K 3 KITAcCy YMCPEHHO OMACHBIX BELICCIE
IIpu BREJCHHUH B XKEMYAOK H X 4 KJ1accy Mayo OMAcHEIX BEIECTB NPU HAHCCCHHH Ha KOXKY; DU
BEEJICHHH B OPIOIIHYIO II0JIOCTH CPEACTRO O KIacCHpUKaIHH K. K.Cunoposa Mano TokcHuHo (4
Kace TOKCHYHoCTH). CpPe/IcTBO OKa3hIBAET BEIPIKEHHOE pasfpakarolec IEHCTBHE Ha KOXKY pyK
¥ PE3KO BEIPOKEHHOE Ha CIU3UCTEIC 060noyKH r1a3. CeHCHOHTHIMPYIOIee ZleliCTBHE BEIPAXEHO
cna6o. Paboune pacTBOPBI OKA3BIBAIOT pa3jpakaioliee ACHCTBHE HPH NOMANAHUH HA KOXKY U B
I7ia3a, IpH HHTANAIMOHHOM BO3NEHCTBUM B BHJIE IAPOB MAJIO ONACHBL.

IIIK B BO3myxe paboueit somst N-gomemmnmponad-1,3-nuamMuna — 1,0 M/’
(mapeI+a3p0o30nb, 2 KJIacc).

1.4. Cpencreo TpegHa3sHAUCHO JUIA [PUMEHEHHs B MEIHIMHCKHX OpraHM3alldiX
PAsIHUHOre Mo (GONBHMIBL, IIOTMKIHHKKE, PeaCHIUTAMOHHEIC IEHTPEI, MEICAHYACTH X
MGAMYHKTBI, POIIOMa M PpONMIbHBIC CTANWOHApBI, OTHAENCHHA HEOHATONIOTHH, ACTCKUC
OTHeNeHHA, (GEeNbAUIepCKO-aKyIIepCKHE MYHKTEL, CTOMAaTONIOTHYECKHE KabHHETHI, JUCIIAHCEPHI,
FOCTIHTANE, IEHTPEl MO TPAHCIUIAHTALME OPraHOB, MEIMIMHCKUE NPOQUIBHEE LCHTPEL,
CTAHIUY TIEPE/TMBAHKS KPOBH), B Ta0OPATOPUSX PA3THIHOTO PO JUi:

- pmesuHQEKIMH MEIMIMHCKHX H3JeNuif U3 pPasIMYHbBX MaTepHalos (BKIIFOUAs
XHPYPTHYECKHE M CTOMATOJNOTHYECKHE WHCTPYMCHTHI, JKECTKHE SHNOCKOIKI, MHCTPYMEHTEHI K
sujmockomam), B T. 9. COBMEIEHHOH C IpPeicTepHIH3ALMOHHON OYMCTKOM, pYHHBIM H
MEXaHH3HPOBAHHEM (B YIBTPa3BYKOBEIX YCTaHOBKAX) crocobamu;

- NpeAcTEpMIM3ALMOHHOK  (penBapHTeNbHOH, OKOHYATENRHOH)  OUMCTKHM, HeE
COBMEIIEHHON ¢ JC3HHEKIUCH, MeTHIMHCKIX M3/IeNHil U3 pasIu4HbIX MAaTCPHalloB (BrTIOUAs
XHPypFrHYecKHe M  CTOMATOJIOTHYECKHE WHCTPYMEHTHI, SHJOCKOMNBL ~ HHCTPYMEHTE X
SHIOCKONAM) PYUHBIM CII0COOOM;

- NpeACTEpHIN3AUNOHHON OYHCTKH, HE COBMCILEHHOH ¢ nesundekyelf, MEIUIHHCKIX
M3IeNHi (BKIIIOYAsT XUPYPTHIECKHe M CTOMATOJOTHIECKHE HHCTPYMEHTEI) MEXaHH3UPOBAHHEIM
¢rocoGoM (B YIBTPA3BYKOBEIX YCTAHOBKAX);
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- IpeABAPHTENIBHOMN H OKOHYATENBHON OUHCTKH SHIAOCKOIIOB.

2. [IPUCOTOBJIEHUE PABOYHUX PACTBOPOB

2.1. PaGoume pacTBOPH [OTOBAT HEMOCPEACTBEHHO ICPEN MPUMEHEHHEM B CTEKIIAHHEIX,
SMAIIHPOBAHHBIX (6€3 MOBPENACHHS SMAaNM), IIACIMACCOBRIX €MKOCTAX IIYTEM nobaBneHus
COOTBETCTBYIOIIEr0 KONHUECTBA CPEACTBA K IIHTHEBOH BOJE (ta6numa 1), Jng nNpUroToBIEHHS
PacTBOPOB KOMHATHOM TeMITepaTypsl HCIIONB3YIOT BOAY © TemIepaTypoii He Hike 18°C.

TaGnuna 1
[MpurotoBnerde pabounx pacTBOPOB CPEACTBA

K KonAgyecTBO CpefcTBa H BOABL (MIT), HeoOXOIUMBIE i1 IPUTOTOBIICHUS:
OHICHTPALHA 1 n pabouero pacTsopa 10 1 pabouero pacreopa
pabodero pacTeopa
(no mpemapary), % CpencTBO BOJIA CPEICTBO BOJA
1,0 10,0 990,0 100,0 9900
2,0 20,0 980,0 200,0 9800
3,0 30,0 970,0 300,0 9700

3. IPUMEHEHUE CPEACTBA

3.1. JespudeKnuo MeAUNMHCKHX H3JENHd, B TOM HHCIC COBMEIICHHYIO C
TpeACTEPHIITH3AMOHHON OUHCTKOM, PyUHBM CIOCODOM OCYIECTBIMIOT B MIACTMACCOBLIX HIIH
SMAIMPOBAHHBIX (€2 MOBPEXNIGHHT SMATH) €MKOCTAX ¢ 3aKPHIBAOIIMMHCA KPLIIKaME HIH
MEeXaHH3HPOBAHHBIM  CIOcOGOM (B YNBTPa3BYKOBBIX yCTAHOBKAX) B COOTBETCTBHH C
PyxosogcteoM (HIHCTpyKIIHeit) 0 SKCRTyaTallHH KOHKPETHOrO obopyznoBanus. PeKOMERIyCTCA
IPOBOIHTE 06PaGOTKY MEOGEX MEIUIUHCKUX H3/ICIHMI C COBIIOEHHEM MPOTHBOIMHASMHUICCKIX
MEp ¢ HCTIONB30BAHAEM CPEICTB HHIMBH/YAIbHOM 3aIUThL IEPCOHaNa.

3.2, [lpu mpoBenesun He3WHGEKIMM, B T.4. COBMEINEHHOH C pEACTePUITH3AYOHHOM
OUHCTKOM, M3JeNHd MOIPY’KAIOT B PACTBOpP Cpasy ke IOocne MX MpHMEHCHHA (ne momyckas
OACYITHBAHMS).

3.3. PeskuMBbl Ae3sHHEXIHAY METUIMHCKHUX U3NEIIHH IPEACTaRTICHEL B Tabnuue 2.

3.4, MenEDMHCKHE HM3IeNHs HeoOXONUMO IONHOCTBIO IMOrpyiKarh B pabouuii pacTBOp
CpefCTRa Cpasy e IOCIe HX NPHUMEHEHus!, 00CCIIeumBas HE3AMENTHTCIBHOS YAAICHHE C
. M3denwii BHOMMBIX 3arpA3HEHWH C IIOBEPXHOCTH ¢ IIOMOIIBIO TKAHEBBIX candeTok,
Hcnons3oBaHHble can)eTKd INOMELAI0T B OTHENBHYH ©MKOCTb, Ne3UH(GHIUPYIOT, 3aTeM
YTHIU3UPYIOT.

VMeronyecs B H3TeIMIX KAHAIB! X TOTOCTH 3allONHAIOT PAacTROpOM, H3beras 06pasoBamus
BO3JYIHEIX MpoBok. Yepes KaHANE MOOUEPETHO IPOKAYHBAIOT PacTBOP CPEACTEA H IPOIYRAtoT
BO3IYXOM C TIOMOIIBIO IMIpHIIA HIM HHOTO npucnocobnenus. [Ipouneaypy NOBTOPSIOT
HECKOJIBKO Pas JI0 TIOTHOTO YAANEHHs! 3arpA3HeHUH,

PasneMHBIe M3/ENHs IIOTPYXKAIOT B PAacTBOp B pa3oOpaHHOM BHIE. H3nenns, UMEOLIHE
3aMKOBBIE HACTH, IIOFPYIKAIOT PACKPLITHIMHU, IPEABAPUTENRHO CACNAB MU HECKOJIBKO paboHux
ABEDKEHH JUIf JIy4LIEro HPOHMKHOBEHWS PacTBOpa B TPY/WHONOCTYHHBIC yHacTKH A3NENUi B
0BHaCTH 3aMKOBOH uacTH. TONINMHA CIIOS CPEJCTBA Hal W3NCTHAMH JOIDKHA OBITH HE MEHEE
1 cm.

[Tocne oxoH4AHMS AC3MHMEKUHOHHOR BBIIEPKKH HM3NENHS H3BICKAOT W3 CMKOCTH U
OTMEBIBAFOT WX OT OCTAaTKOB CpEJCTBA MPOTOYHOH MHTHEBOX BOXOH HE MEHEE 5 MuH, obpalias
ocoboe BHMMAHHME HA NPOMELIBAHHE KAHANOB (¢ MOMOLIBI) INNPHIA HITH 3JIEKTPOOTCOCA), HE
ZOMycKas HONaJAHUs IPOIYIIEHHOH BOIB! B EMKOCTE C OTMBIBACMBIMH F3IETHSAME. '

3.5. [IlpencrepunuzalliOHHYIO OYHCIKY, HE COBMEIICHHYIO C Je3HH(eKIHeH,
MEIMUUHACKAX HM3OeNuil (KpoMe 3HAOCKOIOB W MHCTPYMCHTOB K HHM) TPOBOJAT MHOCIHE UX
nesurdexnua Mo0EM 3aperHCTPHPOBAHHEIM B YCTAHOBICHHOM IIOPANKE H paspeleHHbIM K
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MPUMEHERYIO B MeJJHIMHCKHX OPraHM3alldiX Ul STOH IIefd CPEACTBOM H ONMONACKHBAHHA OT
OCTATKOB STOrO CPEICTBA NMHMTHEBOM BOXOH B COOTBETCTBMHM ¢ MHCTpYKIMeH 0 NPUMEHCHHIO
KOHKPETHOT'O CPE/ICTBA.

3.6. IIpeaBapuTenbHYIO, NPEACTCPHIM3ANMOHHYIO HIIH OKOHYATENHHYIO (mepex [IBY)
OYHCTKY, a Takke He3MHGEKUHIO 3HJOCKOIOB M HHCTPYMEHTOB K HHEM, MPOBOMIT C YHTCTOM
tpeGopanmit CIT  3.1.3263-15  «lIpopmnakruka HHOEKIHMOHHEIX saboneBabmlii  OpH
SHIOCKONHUECKHX BMeINaTenbeTaxy, MY 3.1.3420-17 «OGecneuenne MUIEMHOJIOTHUYECKOH
6e30IaCHOCTH HECTEPIIBHBIX OHIOCKONMYECKMX BMEINATENBCTB Ha JKCIyJOUHO-KHIISTHOM
TpaKTe W ABIXaTeNBbHBIX TyTsax», MY 3.5.1937-04 «QOumucrxa, JIE3HH(EKUHAL B CTEPHIIA3AIHL
SHIOCKOTIOB M HHCTPYMCHTOB K HHM», a TaKkKe pPEKOMEHalui IpOM3BOAHTENCH
SHIOCKOMTHYECKOT0 000Dy XOBAHHL. :

CPE/ICTBO HEJNL3Sl COBMEIIATL C TIPEIIAPATAMH, COIEPXAIIMMUA
TJIYTAPOBBIY AJIBJIETU!

3.7. Tlpencrepunu3aMOHHYIO OYHCTKY, HE COBMEIICHHYI0 ¢ Ae3uHbeKuue,
MeTMIMHCKIX U3/E/IHI IPOBOAST B COOTBETCTBHH C PCXKHMAMH, YKa3aHHbIMHK B Tabmuie 7.

3.8. Ilpu cosMemenuu fe3vHGEKUAM H IMPEACTEPHIIH3ALMOHHON OYMCTKH 00paBoTky
MEIMITHHCKHX H3feuil, THOKMX ¥ JKECTKHMX 9SHIOCKOIIOB MPOBOJSAT B COOTBETCTBHH C
pekrMaMH, YKa3aHHEIMH B Tabmunax 3,4.

3.9. OGpaboTky H3elHil MEXaHM3UPOBAHHBIM  CHOCOOOM  OCYIICCTBIIOT B
YIBTPa3ByKOBEIX YCTAHOBKAX IO PEXXHMAaM, YKA3aHHEIM B TabJHIax 5,6.

3.10. PexuMBl NpeABAPUTENBHOH HIH OKOHYATENLHOH OYHMCTKU JXECTKHX H THOKHX
9HJIOCKOIIOB YKa3aHbI B Tabnume 8.

3.11. IlpexBapHTENLHYIO OYHCTKY SHJOCKOMNOB M MHCTPYMEHTOB K HMM OCYLIECTBILIIOT,
ucnons3ya 1,0% (o npemapaTy) pacTBOp CpelcTRa.

3.12. Paboure pacTBOPHI MOXHO MCIIONB30BATE MHOTOKDATHO B TEUCHHE 14 pueli, npu
IIEpBBIX IPHM3HAKAX HM3MEHEHMs BHEIIHETO BHMJA (M3MCHEHHG IIBETa, IIOMYTHEHHE pacTBOpa,
BRITAJCHHE OCANKA, IOSBIICHAE XJIONLEE U IIpP.) PACTBOP CpeAcTBa HEOOXOUMO 3aMEHHATE.

3.13. KauecTBo NpeacTepHIIH3alHOHHON OYHCTKY H3EIHH MPOBEPAIOT TYyTEM IIOCTAHOB-
K¥ a30IHPAMOBOL FIIM aMATOUHPHHOBOH MPOGHI HA HATMIHE OCTATOYHBIX KOJHMIECTB KPOBH CO-
IIACHO METO/MKAM, H3JIOKEHHBIM B «METOMYECKHX YKA3aHUIX N0 NE3UH(EKIHH, IPeCTePH-
NU3ANAOHHON OUHCTKE H CTEPHIM3ALMH H3eIHH MeHIMHCKOrO HasHadeHusy (Ne MVY-287-113
or 30.12.98 r.). '

Korrpomo nomiexut 1% 0XHOBpeMeHHO 00paGoTaHHBIX H3ACIHHA OIHOTO HAMMEHOBAHHSL
(HO He MeHee TpeX M3gemmii). IIpu BEIIBICHHH OCTATKOB KPOBH (IIONOXHTEIBHAT npoba) Bca
Ipynna W3fenuif, oT KOTopoif OTOMpamyl H3[CHEA I KOHTPOIA, IOJNEXHT TIOBTOPHOM
06paboTKe IO IONyUeHHA OTPHLATEILHOrO pe3yapTaTa.



Tabnuna 2. PexuMsl Je3nHEKIHH MeHIHHCKUX U3eHI pacTBOpaMHU Cpe/icTBa «Crabumen
dpem» (Stabimed fresh) pyIHEM 1 MEXaHH3HPOBAHHBIM criocobaMu

Bun
00pabaThBacMBIX
H3Jlenul

Bun
o6paboTku

Crocob
obpaboTkH

Wznenus U3 pesHH,
METAUIOR, IIacTMACC,
CTeKna, B T.4. XUpyp-
THYECKHE X CTOMaTO-
JIOTHYeCKHC HHCTPY-
MEHTHI (BKIIIOYas
BpALIAIOIIHECH)

Tesundexims Ipa 6ak-
TepHaTBHEIX (KPOME TY-
OepKymesa), BUPYCHEIX
(napenrepanbHBIE rena-
T 1 BUY-nHexms)
¥ rpuOKOBBIX (KAHAMIO-
351} HHOEKIHIX

Teauudekums npu Oax-
TepHATBHBIX (BKIIOYAst
TyGepKynes), BUPYCHBLIX
W rpUOKOBBIX (KaHIUIO-
351, AEPMATOPUTHY) HH-
thexuax

[Torpy:xeHue

W3 penus U3 MeTal-
JI0B, B T.9. XEPYPTH-
YeCKHE H CTOMAaTOoIO-
THYeCKHEe HHCTPYMEH-
ToI (BKITIOUAS BpaIa-
IOIIHEC)

JHesuudexmnus mpd 6aK-
TEPUANTBHBIX {KpOME TY-
Gepkynesa), BHPYCHBIX
(mapenTepabHBIEC rena-
tutel B BUY-undexnys)
W TpUOKOBBIX (KaHAUIO-
361) HHOEKITHIX

Hapemnus ¥3 MeTaN-
JIOB, B T.4. XUPYPTH-
YECKHE H CTOMATOIO-
THYECKHUE HHCTPYMEH-
THI (BKJTFOUAs Bpalia-
oluecs), HHCTPY-
MEHTEI K 9HFOCKOIAaM

Hesundexnus npu 6ak-
TEpHAIIBHBIX (BKITHOYAL
Ty6GepKyes), BAPYCHBLIX
¥ rpuOKORBIX (KaHIHI0-
3bI, IEpMaTOQUTHI) HH-
thexunax

O6paboTka B
YIBTPa3BYKO-
BGLIX YCTAHOB-
Kax

DHIOCKOIbI ¥ HH-
CTPYMEHTHI K HHM

Jesundexius npu bax-
TEPHANBHEIX (BKIIOYAS
TyGepKynes), BUPYCHBIX
U rpUOKOBEIX (KaHIMIO-
3B1) HHQEKIHUIX

Peixxumel 06paboTKH:
Konueutpa- Bpems
T BBIIEPOK-
pacTBopa <
(reo mpemnapa- MHH’
1y), % 7
1,0 60
2,0 30
2,0 60
3,0 30
1,0 30
2,0 15
3,0 30
2,0 60
3,0 30

Torpy:xeHue




Ta6muma 3. Pescumsl fe3uHbEKIrY, COBMENEHHBIE C IPSICTEPHTH3AIMOHHON 0UHCTKOH,
METHIMECKEX H3LeAil (KPOME SHIOCKOIIOB H HHCTPYMEHTOB K 3HZIOCKOIIAM) PacTROPaMH
cpegctBa «Crabmmen gpewr» (Stabimed fresh) py<HpmM criocoboM

PesxiM 00paboTKH

Dram 00paboTKH KonuenTpauus pacteopa | Temneparypa BpeMs  BBLACPIKKH,
(o npenapary), % pactBopa, °C MHH

3aMaunBaHUEe  IIpH  TIOJHOM 1,0* 60

norpy>keHuH B paboumii pacTsop 2,0* 30

M 3arofHEHHH HM mnojocTelt H 2,0%* 60

KAHANOB W3IeHH 3,0%% 30

Moiika

KOKA0TO H3/ETIHS B TOM XK€ pac-
TBOpe, B KOTOPOM [POBOMMIIM
3aMauHBaHueE, C ITOMOILLIO epiIa,

BATHO-MApIeBOro TaMIIOHA HIIH B COOTBETCTERM C He meuee 18
TKaHeBOH (Mapneroil) canderxu; KOHLeHTpaLHeH

KAHAMIOB - C MOMOIIBIO LITIPHLA: pacTBOpa,

- }{3):[61[[4171, He HMECHOLIHX HUCTOJB30BAHHOO HA - 0’5
3aMKOBRIX YACTeH, KaHaJIOB WIK DTAMe 3aMauHBaHuU

MIOIOCTEH;

- M3JIeNui, HMEKIIHX 3aMKOBEBIE 1,0
YaCTH, KAHAJIB HITH TIOJIOCTH

OnonackiBaHHE NpPOTOMHOH

nwrkeBoi BOmOH (KaHaypl - © ‘
NOMOIIBIO mpHLa WM He Hopmupyeres >0
3JIEKTPOOTCOCA)

OnonackHBanue

JHCTALTHPOBAHHOM BOJIOM He HopmupyeTcs 0.5

(kaHaB! - C MOMOLIBIO IIIIPHLA
WK 3MEeKTPOOTCOCA)

Hpumeuanue: * wa amane 3amayucanus 8 paboveM pacmeope obecnewucaemes Odesunheryus Meausz.'c:cux
usdenutl npu 6axmepuansuulx (Kpome mybepKynesa), supycHulx (napeymepanwwe 2enamumol
BHY-unchexyus) u 2pubroguix (Kandudosst) Ungexyusx;

** yg omane samauusanus 8 paboweM pacmeope obecnenugaemcs Oe3URGEKyU MeQUYUHCKUX
usdenuil (exmouas mybepxynes), eupycWox  u 2pubrogeix (kandudossl, Oepmamogumau)
uHexyusx




Tabauia 4. PexumMpl Je3uHGeKIE, COBMELIEHHOH ¢ NpencTepHIM3alHOHHOH (OKOHYATETIBHOH)
OUHCTKOM, 3HIO0CKOTIOB H HHCTPYMEHTOB K SH/IOCKOIaM PacTBOpaMH Cpe/ICTEA «Crabume)
dpemm» (Stabimed fresh) pyumnM cocofoM '

Pexum 06paboTku

Stan 06paboTKu KoulleHTpaLys pacTsopa Temneparypa Bpems BRLACPIKKH,
(o npenapary), % pacreopa, °C MHH

3aMauneaHue W3genwit* (y ue
[IOMHOCTRIO MOrPYXaeMBIX DHAO- 2,0 60
CKOIOB - UX paGouux uacreH,

paspeLIeHHbIX K OTPYKEHHIO)
NpH [OMHOM NOrpY>KEHHH B pa-
Houuii pacTBOp CPeACTRA H 3a- 3,0 - 30
TIONIHEHKH HM NONOCTEH W KaHa-

" He menee 18
JIOB H3IenHid
Moiika Ka&KIOro W3OeIus B TOM
I A B ¢o0TBETCTBHH ©
ke pacTBope, B KOTOPOM POBO- v
KOHLeHTpaluei
JUAITY 3aMauMBaHHe: B COOTBET- .
pacTBOpa, He HopMupyercs
cTeuH ¢ pekomeHnanuamu CII HCTIONE3ORAHHOTO Ha
3.1.3263-15, MV 3.1.3420-17 1
: " 3Tane 3aMadHBaHHA
NPOM3BOAMTENCH BSHAOCKOIOR
OmnonackUBanKe IpOTOYHON
IUTEEBOM BOAOL (KaHAJILL —
pof ( He vopMmupyeTes 5,0
¢ TTOMOLIBIO LINPHIA WK
2JCKTPOOTCOCA)
OnonackHBaHHe
UCTHATHPOBaHHOI1 BO10H p
P A He HopMmupyetcst 1,0

(kaHansl - ¢ HOMOMIBIO LUIMpPHLA
WIH 2IEKTPOOTCOCA)

Tlpumeuanue: * wa smane samauuéanus 8 pabouem pacmeope obecneungaemes Oe3unMexyita MeOUYuHCKUX
usdenuil npu eupycHwix, Bakmepuarbiblx (ermioudn mybeprynes) u zpubkoselx (Kandudoswr)

uHGeKyuax;



Ta6nuna 5. PexuMEe! [e3HH(EKIHH, COBMELLEHHEIE ¢ IPEeACTEPHIN3ALOHHOM] OYHCTKOH,
METHLUHCKAX W3AeNui (B T. 4. HHCTPYMEHTHI K 3HI0CKoTaM*) pacTBOpaMu CPEICTBa
«Crabumexn (pem» (Stabimed fresh) MeXaHH3MPOBANHBIM CIOCOGOM (¢ MCIIONB30BAHKEM

YIBTPA3BYKOBBIX YCTAHOBOK)
PesxuM 0OpaboTkH

Otan o6paboTkH KoHueHTparius pactsopa Temneparypa BpeMsi BBLICPKKH,

(o npenapary), % pactsopa, °C MHH
1,0%* 30
£33
VieTpasBykoBas 00paboTKi U3- 2,0 15
Jlenuit [pH 2amoMHEHHH UM 110~ He menee 18
JIOCTeH H KaHAIOB H3JCNHUi 3,0%%%* 30

OnonackuBaH1e MPOTOUHOM

NKUTBEBOH BOAOH (KaHankl ¢ He HODMHDYETCH 5
HOMOLIBFO LITPHLIA HITH PMHPY
3NIEKTPOOTCOCA)
OnonackHBaHHE
HCTHJUTHPOBAHHOI BOROH
A p A He HopMupyetcs 1

(kaHaBl C TOMOLIBIO IHMPHLIA
WM 3JIEKTPOOTCOCA)

[pupeuanue: ¥  uncmpysmenmpl & andockonam obpabameléaiomcs 3,0% pafiowum pacmeopoM RPU BpeMeHu
oBpatomxu 30 Munym;

** pa omane samaunganus @ pabouem pacmeope 06ecnevuBaemcR OeIUNEKUUR MeOUYUHCKUX
wzdenuii npu Gaxmepuanvubx (Kpome mybeprynesa), supychuix (napeHmepanbHvie 2enamunivt u
BHY-ungpexyusn) u 2pubixogbix (kandudossy) ungexyusx;

ok Ha omane samavwueanus 6 pabouem pacmeope ofecnedusaemcs  OesuHpexyus
Meduyuncxkux usdenuidl  (exniovas  mybepxynes), 6upycHblx U zpubrogvix  (kandudosul,
depmamodhumuy) ungexyusx :

Tabnuna 6. PexcuMbL peICTEpHIH3AAOHHON OYHCTKH, HE COBMEILICHHOM ¢
nesundexueii, METRIMHCKAX H3/IETHA PACTBOPOM CPECTRA «Crabumen dpem» (Stabimed fresh)
MEXaHU3UPOBAHHEIM (B Y/IETPa3BYKOBKIX YCTAHOBKAX) CIOCOOOM

Pexxum 0GpaboTku

Ortam 06paboTkH Kounentpauus pacteopa | - Temnepatypa | Bpems Bhuiepsk-
(o npenapary), % pactBopa, °C KW, MHH

Vnbrpazeykopas o6paboTka usaenHit

MEIHLIHHCKOrO HA3HAYEHHUS, B TOM

YyC/e CTOMATONOTHYECKHUX, 1,0 He menee 18 5

XHPYPrHYECKHX

OrostacKHBaHHE NPOTOYHOM MHUTHEBON S <0

BOJO} BHE YCTAHOBKH PMHPY ,

OrnonackHBaHHe JUCTHITHPOBAHHOH He ropwipyeTcs 05
2

BOJIOH BHE YCTAHOBKH




Ta6ema 7. PexuMBI TPEICTEPUIH3ALUOHHOM O4UCTKH, HE COBMELICHHOMH ¢
nesuHeKueil, MCIUITMHCKAX H3EIMA PacTBOPOM CPEACTBA «Crabumen dpermn»
(Stabimed fresh) py4HBIM cocoboM

Ortan 00paboTKH

PexxuM 06paboTkH

KoHIeHTpaLHs pacTsopa
(o mpenapary), %

Temneparypa
pacraopa, °C

Bpems
BBIICPIKKH,
MHH

| 3aMauHBaHKe PH [IOJHOM MTOTPYKEHHH
B pabouuii pacTBOp ¥ 3a110JTHEHHH UM
ToRoCTelH H KaHANOB H3JC/HE

1,0

Moiika

K&I0r0 H3/EJIHA B TOM XK€ pacTBope, B
KOTOPOM IPOBOJIHITH 3aMauuBaHKe, C
MOMOLIBIO €pLLa,

EAaTHO-MapJIEBOr0 TAMIIOH2 YUTH TKaHe-
Bo#t (MapneBoit) candeTkH; KaHAIOB - C
MOMOLUbE ITITIPHLA:
- U3ZEIHH, He HMEIOLIMX 3aMKOBBIX
yacTei, KaHAJIOB HIIH OJIOCTElH;
- U3JIENTHIA, HMEIOLIMX 3aMKOBEIE YacTH,
KAaHAJBl HIIH [TOJIOCTH

1,0

He menee 18

0,5
1,0

OnosacKHBaHKe IPOTOYHON NHTREROH
-BOAO#H (KaHAEI - ¢ TOMONIBIO WIPHILA
HIH 2JIEKTPO0TCoCa)

He wopmupyeres

5,0

OnonackuBaHue AUCTHIUTHPOBAHHOM
BOJIOI (KaHaAKI ~ ¢ MOMOILBIO IUTPHLA

He nopmupyeTcs

0,5

HITH 3/ieKTPo0TCOoCa)

Ta6nuna 8. PeiMbI IpeBapHTENLHOH, PEACTCPHIIH3ANHONHOH (OKOHYATEIEHOH OYKCTKH),
He COBMeIIeHHoit ¢ nezundexmpeit, rafKuax 1 XECTKHUX IITOCKONOB PACTBOPOM CPE/ICTBA

«Crabumen ¢

ey (Stabimed fresh) py4HBIM CIOCOOOM.

Pexxum 06padoTku

Sran 06paboTKH

KoHLeHTpalHs pacTBopa
(o npenapary), %

TemnepaTypa
pactBOpa, °C

Bpems
BBIJICPHKKH, MHH

3amaunBaHue H3AENHi

(¥ He MOAHOCTRIO MOTrPY>XKAaeMbIX
JHACCKOTIOB — X pabouHX 4acTeH,
paspelneHHEIX K HOTPYKEHUIO) TIPH
TOJIHOM TIOrpYKeHHH B paboumii
PacTEOP U 32N0/IHEHUH HM TI00CTeH
M KaHAJIOB M3AEHl

1,0

Moiika KaKIoro M3AENHs B TOM Ke
pAacTBOpe, B KOTOPOM MPOBOMITH
2aMauMBaHHe: B COOTBETCTBHH € pe-
komermauuamu CIT 3.1,3263-15, MY
3.1.3420-17 1 npouzBOAMTENEH 2H-
JOCKOIOB

1,0

He meuee 18

He nopmupyeres

OnonackHBaHKE IPOTOHHOH ITHTHEBOM

BOJI0# (KaHAMEI - ¢ IOMOLIBK LUMPHLA He sOpMHpyeTcs 5,0
WIH 3EKTPO0TCOCA)

OnonacKHBaHHE THCTHITHPORAHHOM

BOZOM (KAHAJIEI - C OMOLIBIO He mopMupyeTCs 1,0

HITIPHLA HITH BHGKT[JOOTCOCB.)




4, MEPBI IIPEAOCTOPOXKHOCTHA

4.1. K paBote co cpeicTBOM HE IOIYCKAIOTCS JIHIE MOJIOKE 18 ner, a Takxke IHNE ¢ MO-
BLIICHHOH YYBCTBHTENBHOCTHIO K XMMHYECKHM BELECTBAM M CTPAJAlOIiHe aliCpradcCKuMu
3a00/I¢BAHHAMH.

4.2, Cnemyer u3beraTh MONMANAHMsA CPEICTEA B IJIa3a U HA KOXKY.

43, TIlpurotoBneHde palOYMX pPacTBOpOB CPEACTBA  CJIEAYET NPOBOIUTE c
VICHIONB30BAHHEM CPEACTB HMHAUBHAYAILHOH 3alMThl PyK (PE3HHOBRHIE mepyaTKy) H o Ia3
(alIUTHEIE OUKH).

4.4. EMKOCTH ¢ pacTBOPAMH JOIDKHBL OBITh MIOTHO 3aKPEITEL

4.5, TIpu mposeaeHmH paboT CO CPEJICTBOM CIEAYET CTPOTO COBIMIONATE NpaBua JHYHOH
ruruensl, [Tocne paboThl BBIMBITE JIMIIO H PYKH C MBUIOM,

4,6, He HCIIONB30BATE CPENCTBO 110 HCTEUEHHH CPOKa TOJHOCTH.

5. MEPBHI IEPBOM [IOMOIIIA

5.1. IIpu momajaHHM CPEACTBA HA KOXKY BEIMBITH €€ GONBUIMM KONHYECTBOM BOJBI H
cMa3aTh KOXKY CMATIAIOAM KPEMOM.

5.2. Tlpu momanaHvy CPEACTBA B Ifa3a HEMEIJICHHO IPOMEITE MX [IpOTOYHOM BOIOH B
teyenue 10-15 MUHYT WIH 2% pacTROPOM COJBI, 3aTeM 3aKamath CyJb(aiur HaTpui B BHIC
30% pactsopa. [Tpu HeoGxomuMOCTH OOPATHTECS K Bpady.

5.3. ITpu momaflaHMHK CPEJICTBA B METYAOK CEAyeT BEINHTH HECKONBKO CTaKaHOB BOIBI C
10-20 H3MEJBUCHHBIMH TabJIETKAMH AKTHBMPOBAHHOTO YIVIA. PBOTY He BbI3hIBaTh! IIpH
HeoOX0UMOCTH 00paTHTECA K Bpady.

5.4, TIpu pasHpakeHUH OPraHoB JBIXAHMS IOCTPAABIIero CIENyeT BHIBECTH Ha CBEWHIH
BO3JyX HIIH B XOPOLIO IIPOBETPHBAEMOC NOMELIeHHe. POT M HOCOTTIOTKY IPOIOIOCKATE BOJIOH.
JaTs Temoe muThe (MOJOKO HiH Boxy). IIpu HeobxompmocTi 0OpaTHTECA K Bpady.

6. YHIAKOBKA, TPAHCITOPTUPOBAHHME, XPAHEHHUE

6.1. CpeJIcTBO YIIaKOBBIBAIOT BO (IAKOHBI H3 IOJMMEPHEIX MATEPHAJIOB BMECTHMOCTEIO
0,5 1, 1,0 1 ¥ B KaHHCTPBL BMECTHMOCTRIO S IL..

6.2. CpeJcTBO TPaHCIOPTHPYIOT P TEMIIEPATYPE OT MEHYC 15°C mo mmroc 40°C, BceMu
BUAAMH TpAHCIOPTHBIX CPEGACTE B COOTBETCTBHH C IIPaBUIAMH  IICPEBO3KH  IPY30E,
HeHCTRYIOMMMH Ha JAHHOM BHIE TPAHCIIOPTA K TApPAHTHPYIOIIMMH COXPAHHOCTE CPCACTBA H
tapbl. CpeficTBO cOXpaHseT CBOH CBOMCTBA [OCIHE 3aMOPaKMBAHMS K IOCICAYIOIICTO
oTrauBanus. ITocie 3aMOpAXUBAHEA CPEACTRBA BO3MOIKHO BBIIIAICHHE OCANKa, HE BIUAMOMICro Ha
HOTpeOHUTENLCKIE CBOMCTRA, MCYE3AIOMEr0 IIPH BCTPAXHBAHHH.

6.3. CpelcTBO XpaHAT B YIAKOBKE U3TOTOBHTENS B CYXWX BEHTHIHPYCMEBIX CKIAACKHX
NOMEIIEHHIX OTASNBHO OT JIEKAPCTBCHHBIX CPEACTB M MHINEBBIX MPOJYKTOB B MECTax,
HEeJOCTYNHBIX JUs AeTel, Ipd TeMuepatype oT muxyc 15°C fo mmoc 30°C, Bmanu OT OTHA H
HarpeBaTelbHEIX IpHOOpoB, Gepedsb OT COMHEYHBIX JIy4ei.

6.4. B apapuiiHbIX CHTyalUHAX: NPH CIydaiBON yreuke MIM pasiHBe CPEACIBA Cro
yGOPKY CIIELYET POROUTE, UCIIONb3Ys! CTICIOAEKY, PESHHOBBIH (apTYK, PE3UHOBEIC CANory H
CpeZCTBA MHMBHAYATLHOMN 3aIUTEL KOXH PyK (DE3MHOBEIC TIEPYATKH), ITIas (3AUTHEIE OYKH),
OpraHoR NbIXaHHS (YHHREPCANLHEIE pECIIHPATOPEI THIA MAPKH PY-60M umua PIIT-67 ¢ naTpoHOM
- mapku B).

[IpomuBIieecs CPEACTBO CHeAyeT aicopCHpOBaTh  YICPKUBAIOIMM  KHIKOCTD
BEMECTBOM (ICCOK, OIMMJIKH, BETOIIb, CHIHKArenp), cobpaTh M OTIPABHTH HA YTHIM3ALHIO.
OCTaTKH CPEACTBA CMBITH OONBIIAM KOJIMIECTBOM BOJEL

6.5. Mephl 3alMTEl OKpyXaromell cpeisl: He JNOMyCKaTh IONaaHus Hepaz0aBIeHHOrO
CpelCcTBa B CTOMHEIE/IOBEPXHOCTHBIE HIIH [IOA3CMHBIC BOJBL H B KAHATH3AIHIO. :
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6.6. CpoK TOQHOCTH CPEeACTBA — 3 Toja €O IHS H3rOTOBICHHA B IUIOTHO 3aKPBITOR

YIIAKOBKE H3OTOBHTEIIA.
7. METOJbI KOHTPOJISI KAYECTBA

7.1. Tlo moka3aTelsM KadecTBa CPEJCTBO JOIDKHO COOTBETCTBOBATH TPeOOBAHMAM U
HOpMaM, YKa3aHHEIM B TabmuIe 9.

‘Tabmuna 9.
Ne i/ HaumMeHOBaHME NOKA3aTEIIS Hopma
o WK
1 BHemHu BUI, OBET IIpospadnas JuKoCTh
roJjiy6oBaTo-3¢j€H0r0 IBETA
2 3amax Cremiguueckuit
[TokazaTenb aKTUBHOCTH BOAOPOXHBIX HOHOB (pH)
3 99-10,2 -
CpencIBa
4 [Tokazareis akTHBHOCTH BoAopoAHEIX HoHOB (PH) 1% 8793
BOJTHOT'O PacTBOPA CPEJICTBA ’ ’
S | Ilmotaocrs cpencraa opu 20°C, r/em’ 0,970 — 0,990
6 Maccosas xoist N-gofenunnponan-1,3-auamuna, % 19,0-21,0

7.2. OnpeneneHue BHEIIHETO BHIA

BHemmuit BU CPEACTBA ONPENENsIOT BU3yalbHO Ipy Temirepatype (22+2)°C. ina sroro
B TIPOGHPKY M3 GECHBETHOrO CTEKIA HANMBAIOT CPEACTBO O NMOJNOBHHEL H IPOCMATPUBAIOT B
OTPAKECHHOM HIIH IPOXOJULIEM CBETE. 3allaxX OIECHHBAIOT OPraHONCITHYCCKH.

7.3. OmnpegefeHye NOKa3aTeNs aKTHBHOCTH BOJOPOAHBIX HOHOB (pH) cpexctBa 1 1%
BOJIHOTO PacTBOpa CpelCcTBa :

Onpepenedde  IOKasarels  aKTHBHOCTH — BOJOPOMHELIX ~ HOHOB  [IPOBOJAT
norennuomerpudecku o FOCT 32385-2013.

7.4, Oupenenenue MIOTHOCTH

[totHOCTE onpeaensioT npu 20°C B COOTBETCTRHH € 'OCT 18995.1.

7.5. Oupeznenenue MaccOBOH TOIH N-popenunnponas-1,3-1HaMuHa

7.5.1. CpencrBa U3MEpEHUS, PEAKTHBBY, MaTepHaNkL

Becsl naGopaTopHsle 00HIEr0 Ha3HAUEHHS 2-0T0 KI1acca TOYHOCTH C HaHOONBIIHM TIpe-
nenomM B3Beumpadus 200 r;

crakal B-1-150 umu B-2-150 mo I'OCT 25336~ 82;

oropetka 1-2-25-0,1 no FOCT 20292-74;

nunetkd 4(5)-1-1, 2-1-5 mo ['OCT 29227-81;

kon6e1 Ku 1-100-29/32 mo I'OCT 25336-82;

KHCJIOTA COJIsiHAs, BOJHEIH pacTBOP MOJIIPHOM KOHICHTPAUHU 3KBHBAIICHTA Cluar) 0,1
~mons/om® (0,1 1), craraapt-Tutp mo TY 2642-001-07500602-97;

CIIHPT U3OIPONHIOBHI, una, TY 6-09-4522;

HHIUKATOpP GpOMKpe3onoBwli 3enessii no TV 6-09-4530-77, 0,1% pactsop B 20%
H30NPONMIIOBOM CIHPTE.

7.5.2. IIpoBeacHue aHAIH3a ]

5 I CpeJCTBA B3BCLIMBAIOT B KOI0€ BMECTHMOCTBIO 100 oM ¢ Tounoctsio mo 0,0002
npuGapnaior 50 cM® H30NPONKIOBOrO CIHUpPTA, 3-5 Kallelb PacTBOpa MHWKATOPa H THTPYHOT
PAacTBOPOM COJIAHOH KHCIOTHI KoHUeHTpauun Cecn 0,imons/om® (0,1 m). Tutposanme
IPOBOAAT MOpUHAMYA 10 1 cM°, a BONH3H TOUKH dKBHBameHTHOCTH mo 0,1 cM® o Tepexosa
CHHEU OKPacKU B XKEJITO-3EJICHYIO.

7.5.3. O6paboTka pe3yIbTaTOR

Maccosyio mouto N-gogenunnponan-1,3-muamuna (X) 8 % BEMHCIAIOT 10 dopmyne:

11




= QO121*V*K*100,
M 2

rIe
0,0121 — macca N-gogenunnponan-1,3-ruaMina, COOTBCTCTRBYIONIAL 1 eM> pacTBOpa co-

NAHOHN KueIoTh Konnentpauxi Caicy TouHo 0,1 mons/mv> (0,1 1), T
V — ofbeM pacTBopa CONSHOM KHCIOTE KOHIEHTPALHHE TOUHO Caen 0,1 sons/mv (0,1

W), moureAMit Ha TATPOBAHHAE HABECKH ACIBITYEMOH npo6El, cM;
K — mompasounsii K03 GHUIHEHT YHHTHBAIONIHH THTP COJISIHOM KHCIIOTEL,

M — Macca HaBeCKH CpencTsa, I.

PesysbTaT BRIMUCIEHHI OKPYIIAIOT IO NEPBOT0 ACCATHIHOTO 3HaKa.

3a pesyNsTaT aHallh3a IPHHHMAIOT CPEHES apuMETHIECKOe PE3yNbTarToB ABYX Ia-
PAILIETHHBIX OMpeNeNeHIL, aGCOMOTHOS PACXOKACHHE MENCTY KOTOPBIMH HE HPCBBINACT 3Ha-

yeHus NOINYCKAEMOTo pacxoxieHus, papaoro 0,5 %.
JlomyckaeMash OTHOCHTEJIbHAS CYMMapHasg [OTPENIHOCTh pPE3YNbTaTa OUPEHCICHH

+5% npu JoBepuTensHOi BeposTHOCTH P = 0,95,
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