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Hucrpyxnma Ne 01/2021
10 IIPAMECHEHHIO CPEACTBA
«CAWTE3UM» (CIDEZYME)
T OUMCTKH MCOUITMHCKIX W3ICTHH

Huctpykuus paspaborana: ®BYH «'HL npuxiannoil mukpobuonorud v 6uorexnonorun» PocnorpebHa-
asopa (B.[. Ioranos, B.B. Ky3un), 000 «ACII Pyc» (A.B. CTpuryHeHko).

1 OBIIME CBEJIEHUSA

1.1 CpencTBo I OYUCTKH MEIUIIAHCKHX M3CITH «CAPTIIESHM» (CIDEZYME) (nanee —
CPEACTBO) MpeJICTaRIsLeT coO0l MPO3pauHyIO KUJIKOCTh OT CHPEHEBOTO JI0 (HONETOBOTO LBETA CO
cneuupuueckum 3arnaxom. ColepKUT B CBOEM COCTaBE B KA4eCTBE JCHCTBYIOIMIMX BEIIECTB KOMILIEKC
HEHOHOTeHHEBIX B ampoTtepHbIx [IAB — menee 15%, gepmenTt (npoteaza) — menee 1%, a Taike HH-
THOUTOPBl KOPPO3MH, CTAOWIM3ATOPhl M JAPYIHe BCIOMOTaTenbHBIE KOMIOHEHTH; pH cpexactBa
cocrapiser 7,8-8,8.

CpenctBo pacdacoBaHo Bo ¢iakoHbI 00beMOM 1 1T B KAHUCTPHI 00BEMOM S 1T U3 MONHATHIIEHA
BLICOKOM TUIOTHOCTH.

1.2 Paboune pacTBOpHI cpesicTBa 001a1al0T XOPOIIKUMH MOIOIIMMHE CBOHCTBAMH IIPH MaJIOM
LEHOO0OPa30BaHUH.

1.3 CpeznctBo Mo mapamerpaM OCTPOM TOKCHYHOCTH IIPU BBEICHUHM B XKEIyJOK U HAHECCHHHU
Ha KOXY OTHOcHTcs K 4 kiaccy mano omacHbIx emiecTB mo ['OCT 12.1.007; npu HHraIA0HOHHOM
BO3JICHCTBHU B HACHIIAIOIINX KOHIEHTpalHaX (Tmapel) Mano omacHo coriacHo Kiaccuukarmm
UHTABIITMOHHON ONMACHOCTH CPEJICTB IO CTETICHH JITYYEeCTH (4 Ki1ace OMACHOCTH); Mal0 TOKCHYHO
IIpH HapeHTepalbHOM BBeAeHWH (B OpromHyio monocts) mo winaccuduxanmu K.K.Cunoposa;
OKa3bIBaeT ciadoe pasjpaxarolnee NCHCTBUE HA KOXY M BBI3BIBAET YMEPEHHOE pa3IpakeHHUE
CIM3KCTBHIX 000JIOUEK TIJIa3, o0namacT caabbIM CEHCUOMIM3UPYIOMUM AEHCTBUEM, KYyMYJIITUBHBIA
addexT oTcyrcTBYeT. Paboumne pacTBOpHI cpe/icTBa HEe OKA3BIBAIOT Pa3ApaXKalomero ACHCTBUA NpPH
OAHOKPATHOM BO3JIEUCTBUH.

TIJIK B Bo3yXe pabodeii 30HEI [ npoTeassl — 0,5 MI/M°, a3p030716, 2 KIacC OMACHOCTH.

1.4 CpencTBo TipeiHa3HAYEHO JUISI UCIOJIL30BAHUS B MEAUIIMHCKUX OPraHH3alUIX pa3ind-
HOTO NTpouIIs, B MEAUIIMHCKAX KaOWHETaX OPraHU3aI|i ¢ HelbIO:

- IPEACTEPIIH3AIUOHHON OYNUCTKH XHPYPTHUECKHX W CTOMATOJIOTHYECKHX, B TOM YHCIE
BpaIAIOIUXCSA, HHCTPYMEHTOB, JKECTKHX H THOKHX SHIOCKONOB, HHCTPYMEHTOR K HUM PYYHBIM
crocoboM;

- IpeJIBAPUTETHLHON OUHCTKY SHIOCKOIIOB U MHCTPYMEHTOB K HUM;

- OKOHYATCIRHOM OYHCTKH (Tiepern Ac3HH(EKIHel BHICOKOTO YpoBHS, Aanee — JIBY) suuo-
CKOIIOB;

- MpeACTePUIIM3AIMOHHON OYHUCTKA XHPYPIHYECKHX W CTOMATOJIOTHYECKHX, B TOM YHCIIE
BpAIAIONINXCS, HHCTPYMEHTOB, HHCTPYMEHTOB K 3HJAOCKOINAM, MEXaHU3WPOBaHHBIM CIIOCOO0M IpH
HOMOIIY YJIBTPa3BYKa, a TAKXKE B MOIOLIC-AC3NH(PUIUPYIOIMX MaIHHAX;

- IpeaBapUTCIbHOM (oKoHYaTrenpHOH — mepex JBY) OYUCTKM 3HIOCKOIIOB B MOIOIIE-
Ie3MHOUIUPYIOIUX MAITHHAX A1 00paboTKH THOKMX 3HIOCKOIIOB.

2 IIPUT'OTOBJIEHHE PABOYUX PACTBOPOB

2.1 Pabouue pacTBOpHI CpeAcTBa ISl pydHOTO crnocoda 0OpaboTKH TOTOBAT B 3MaJUpPOBaH-
HBIX (0€3 MOBPEkKICHUS SMAIH ), CTEK/IAHHBIX WJIH IJJACTMACCOBBIX EMKOCTIAX IyTeM H00aBICHHS CO-
OTBETCTBYIOIIUX KOJIMYECTB CPEACTBA K MUTHEBOH Boje (Tabnuua 1).

2.2 Paboune pacTBOPHI CpeJCcTBa IS MCIOIb30BAHUSA B YIBTPAa3BYKOBBIX YCTaHOBKAxX IoTO-
BAT HEMOCPEACTBEHHO B BaHHAX YCTAHOBOK, MyTeM J0OaBIEHHS COOTBETCTBYIOIIUX KOJHMYECTB
cpeacTBa K MUTHEBOH Boje (Tabnuna 1). MuHMMallbHAsS peKOMEHAOBaHHAs TeMIepaTypa padbodero
pactBopa cpenctBa - 15°C. Honyctumo yBenuuenue temiepatypsl 1o 40-45°C, koTopas B mpoiecce
OUHCTKH HE NOAICPIKHBACTC.



2.3 Paboune pacTBOPHI CpeACTBa IJIs UCHONB30BAHUS B MOIOIIE-/I€3UHPUIUPYIOIUX MalllH-
Hax, pernpoleccopax A 06paboTKH rHOKAX SHIOCKOMOB TOTOBATCA aBTOMATHYECKH (IIPH TIOMOLIHA
aBTOMAaTHUYCCKOM JO3UPYIONICH CTAHIWH) B COOTBETCTBHH C 3alpOTPAMMHPOBAHHBIM PCKHMOM
HNPUMEHEHHUS, JIMOO B BaHHAX MOIOLIE-NE3MH(PUIUPYIOMUX MAIIWH, MyTeM J0O0aBIEHHUS COOTBET-
CTBYIOIIUX KOJMYECTB CPEJACTBA K MUTHEBOM Bome (Tabnumna 1). KoHnenTpauus pabouux pacTBOpOB
CPEACTBA MOXET OBITh H3IMEHEHA B COOTBETCTBHH C PEKOMEHIAIUAMH IIPOU3BOIUTENS MAIIIHH.

Ta6muma 1-TIpuroToBnenne pabodnx pactBopoB cpenctsa «CAMJIE3UM» (CIDEZYME)

KounernTpanus pabodero KonugyecTBO HHTpEeAUEHTOB (MJ1), HEOOXOAUMBIX
pacTBopa (1o mpemapary), JUISE TPUTOTORIICHHUS 1 1 pabouero pacteopa
% ' Cpenctso Bona
08 _f 8,0 - 992,0
1,6 16,0 984.0
3IMIPUMEHEHHME CPEACTBA

3.1 CpenctBo MPUMEHSIIOT B MEAMIIMHCKAX OPraHU3allAsaX pas3ldIHOro NpoQUis B COOTBET-
CTBUHM C Ha3HAUYECHUEM, YKAa3aHHEIM B ITyHKTE 1.4.

3.2 OYUCTKY 3HIOCKOTIOB H HHCTPYMEHTOB K HAUM TPOBOJAT ¢ yueToM TpeboBanuil CanlluH
3.3686-21 "CanutapHO-3nHeMHOJIOTHYECKAE TpeOOBaHUS 110 NPOQUIAKTHKE HHPEKIMOHHBIX
bonesnei”, CIT 3.1.3263-15 «IIpodunakTuka nHGEKITHOHHBIX 3a00I€BaHIH IPH SHAOCKOIMHYCCKUX
BMemaTrenascTBax», MY 3.1.3420-17 «OOeclieyeHre SIMAEMHOJOIHYECKOH 0e3011acHOCTH
HECTEePHJIBHBIX 3HJOCKOMMYECKUX BMEIIATEILCTB Ha YKEJTYI09HO-KAIIEYHOM TPAKTE U AbIXaTEIbHBIX
nyTsx», MY 3.5.1937-04 «Ounctka, Ae3nHGEKINI U CTEPHIM3AIM SYHAOCKOIIOB M HHCTPYMEHTOB K
HUM.

3.3 Ipeocmepuruzayuonnyio o4ucmxy MCOHOUHCKAX HW3JCTHH (KpoMe HHIOCKONOB H
MHCTPYMEHTOB K HHAM) CPEJICTBOM IIPOBOJAT MOCIIE UX Ae3MH(EKIUN MOOBIM 3aperiCTpHPOBAHHBIM
B YCTaHOBICHHOM TIODPSJIKE ¥ pa3pelleHHbIM K NMPHMEHEHHIO B MEIVIMHCKUX OPraHM3alMsax It
S9TOH UelIM CpPEeACTBOM U OINOJAacKWBaHUS OT OCTATKOB 3TOrO CpEACTBA INHTHEBOM BOJOH B
COOTBETCTBHH € HHCTpYKUHeH (METOOMUYECKMMH YKa3aHWSMHU) [0 IPUMEHEHHIO KOHKPETHOIO
CpeacTBa.

3.4. Ilpeocmepunuszayuonuylo OYUCTKY W3JCIUN, a TaKXKE OKOHYAMENbHYI0 OYHCTKY
supockonoB (nepex JIBY) pactBopom cpelicTBa pydHsiM cnocofom MPOBOAAT B ILIACTMACCOBHIX,
CTEKJSIHHBIX WM 3MaJHpPOBAHHBIX (0€3 MOBPEXIEHHUS OHMAaIM) EMKOCTAX, 3aKpBIBAOIIUXCS
KPBIIIKaMH, IPH TOJTHOM TOTPYXKEHUH U3l B pacTBOP, oOecreunBas 3all0JJHEHUE BCEX KAHAIOB
U HonocTteit pacTBopoM, u3beras oOpazopaHusl BO3AYIIHBEIX Ipobok. TomniuHa cios pacTBopa Hax
M3JIIIUAME  JI0JDKHA OBITh He MeHee 1 cM. PaspemHBle M3zenMs NOMEIIAIOT B DAacTBOP B
pazobpaHHOM Buje. VIHCTpYMEHTHI, HMEIOIIE 3aMKOBBIE YacTH (HOXKHHUIBI, KOPHIAHTH, 3AKHUMBI H
Jp.), MOTPYKAIOT PacCKPHITHIMU, NMPCABAPUTCIBHO CIETaB HMH B PAcTBOPE HECKOIBKO paboumx
JBHDKCHHUM U1 JIy4Imero IPOHWKHOBEHHS pAcTBOpPa B TPYAHONOCTYHHBIE YYAaCTKH M3JEIHHA B
o0xacTh 3aMKa.

IIpedcmepunuzayuonuyro OUYACTKY METUIMHCKUX H3JEIMH, BKIIOYAs XUPYPIrHYeCKHE H
CTOMATOJIOTHYECKHE (B TOM YHCIIE - BPAINAMOINIHECS) HHCTPYMEHTH! PYUHBIM CROCOOOM TIPOBOJAT B
COOTBETCTBHUH C 3TallaMH M PEXXMMaMH, YKa3aHHBIMU B madauye 2.

3.5 Ilpeosapumenvrylo OYHUCTKY DSHIOCKONOB OCYILECTBISIOT COIVIACHO HOPMAaTHBHOH
noxymeHtaiuu (. 3.2. Hactosmed wHCTpyKiuu), ucnoin3ys 0,8% mmm 1,6% (mo mpenapary)
pacTBOp CPeACTRa.

3.6 Ilpencrepunuzannonnyo (oxonyamenvuyto - nepea JIBY) ruOkux U jXeCTKHX 5HJIOCKO-
TIOB PYYHBIM CROCOGOM TIPOBOJAT B COOTBETCTBHM C dTallaMM M PEKUMaMH, YKa3aHHBIMU B madau-
ue 3.

3.7 Ilpeocmepunuzayuounylo OUYUCTKY WHCTPYMEHTOB K THOKHM 3HJIOCKONIAM PYYHbIM
CNnOCO6OM TIPOBOJISIT B COOTBETCTBHH C 3TAllAMK W PEKUMaMH, YKa3aHHBIMH B mabauye 4.



3.8 Ilpeocmepunusayuontyio OMUCTKY MENMIMHCKMX W3JENMH, BKIIOYAs XHPYPIHYECKHE H
CTOMATOJIOTHYECKHE (B TOM YHCIIE - BPALIAIOIIHECS) HHCTPYMEHTE MEXAHUSUPOGAHHBIM CHOCOGOM
B YJIBTPa3BYKOBEIX YCTaHOBKAX IIPOBOJST B COOTBETCTBHM C ATAlAMH U PCIKHMAMH, YKa3aHHBIMH B
mabauye 5.

3.9. Ouucmry meouyunckux uslenuil, 8 MOOUE-0e3UHPUYUPYIOWUX MAULUNAX TIPOBOIAT B
COOTBCTCTBHM C IMPOrpaMMod, HeoOXoauMo# s oOpabOTKH H3ISNHIl ONMPCACICHHBIX BHIOB,
PYKOBOACTBYsch PyxoBoncTBoM (MHCTpyKuuMeit) Mo dKCIDTyaTallid YCTAHOBKH M THIIOM Y/IAJISEMBIX
3arpA3HenHui. EMKOCTbE CO CPEACTBOM MOAKITIOYAIOT K JO3HPYIOIIMM HACOCAM MAIIHMHEL ¢ IETBIO
OCYIIECTBJICHHS aBTOMATHYECKOTro po3upoBaHus. Heobxoaumo crenoBars pexOMEHIALHAM IO
3KCIUTyaTallMd H3TOTOBUTE MAUIMHBI JUISl IPABUIBLHOIO MOJCOEIMHEHNSI KaHUCTPBL. PekoMeHaye-
Mas MUHMMaJIbHas KOHIEHTpauus Ui aBToMaTrieckoil 06pabotku — § mut Ha 1 71 Boaw! (0,8% pabo-
9HH pacTBOP CPeACTBa). Bpemst OUHCTKH ompejiessieTcs YCTAHOBIEHHOM IporpamMMoi o6paGoTKH.
Heo6x0¥MO HCIIONB30BaTh MK OYHCTKH MEAMIHUHCKAX U3AEIUM, COBMECTHMBIN ¢ JAHHBIM MOKO-
KM CPEICTBOM, KOTOPBIA B TOM 4HCIE€ 00SCIIeIMBAET TIATCIHHYIO TPOMBIBKY M3/ICTHH U HX KaHa-
JIOB OOIIBITMM KOJHMYECTBOM BOJBI B COOTBCTCTBHH C PEKOMEHAIMSIME IIPOM3BOJIATENS 00pabaTsl-
BAEMBIX U3ICIHH.

3.10. Ilpedcmepunuzayuonnyio (oxonuamenvuyto - neped [JBY) ouucmxy sHO0CKonog B
MOIOIIE-Ae3NHGUITUPYIOIAX MalliHaX (pemporieccopax) mid oOpaboTKH THMOKUX 3HIOCKOIOB,
3apETUCTPHPOBAHHEIX B YCTAHOBICHHOM MOPSKE, TPOBOJISIT PACTBOPOM CPEACTBA ¢ KOHIICHTpAIHE
0,8% mb0 B COOTBETCTBHE C PEKOMEHAIMSIMH IPOU3BOJUTENS MOIOLIE-Ie3HHGUIUpPyome Ma-
IIKHEL, IIPH BpeMEHH 00paboTku He MeHee 2,0 MUHYT 110 BATHIHPOBAHHEBIM IIMKJIaM B COOTBETCTBHH
¢ PyKoBOACTBOM 110 3KCIUIyaTallil MaImdHbL. HeoOX0auMo MCIONb30BaTh MK OYMCTKH MEJIUIIHH-
CKMX H3/ICJIUH, COBMECTHMBIN ¢ JAHHBIM MOIOIIMM CPEJICTBOM, KOTOPBIH B TOM YHC]IE 00eCIIeUUBAET
THIATEIBHYIO IPOMBIBKY M3JCIHH U UX KaHaI0B 0OJIBIIHM KOJTHYECTBOM BOJIBI B COOTBETCTBHH C Pe-
KOMEHIalUAMU IPOU3BOAUTENS 00pabaThIBACMBIX H3IETIHH.

3.11 PacTBOpEI cpencTBa IS MPCACTCPHITH3ANMOHHON OYMCTKUA MEAMIIMHCKMX H3JIENUM, B
TOM YHCJIE 3HIOCKOIIOB, PYYHEIM CIIOCOOOM M PACTBOPBI CPEACTBA I OYHUCTKH MEIHIIMHCKHX
U3JIeTHIA MEXaHU3UPOBAHHBIM CII0COOOM HUCIIOTB3YIOT OTHOKPATHO.

3.12 KauecTBO NIpeacTepHIIM3alMOHHOM OYHMCTKH H3IENMM NMPOBEPSIOT MyTEM IOCTAHOBKH
a30IMUpaMOBOH, aMHUIONUPHMHOBOM MJIM JApYrod TNpeIHA3HAYEHHOM JUid OTHX TUeled u
3apEeTUCTPUPOBAHHOM B YCTAHOBICHHOM IIOPSIKE IPOOHI Ha HATHYKE OCTATOYHBIX KOJMYECTB KPOBH
COMJIACHO METONHKAM, H3JOXKEHHBIM B «MeETOAHYECKHX YKa3zaHUAX 10 JAC3HH(EKIHH,
MPEACTSPHITH3AIMOHHON OYMCTKE H CTEPWIM3ANUN H3AEINH MCAUIIUHCKOTO HazHadeHus» (Ne MVY-
287-113 ot 30.12.98 1.).

KonTpomo nomnexur 1% omHOBpeMeHHO 00pabOTAaHHBIX HM3IEIH OIHOr0 HAUMEHOBAHHS
(HO He MeHee TpeX H3IEIHii).

1Ipy BEIIBIIEHHM OCTATKOB KPOBH (IIONOXHUTETbHAS TPOOa) BCs TPYINA U3AEIHMi, OT KOTOPOR
OTOMpaNy U3EIHs IS KOHTPOJIS, HOAEKUT IIOBTOPHOM 00paboTKe JI0 MOTyYeHHs OTPHLATEILHOTO
pe3yibTara.



Tabimna 2—PexuMB! IIPECTEPUTH3ANMOHHON OIHCTKH MEAHITHHCKAX U3/EIHH (KpoMe 3HIOCKOMOB
{ MHCTPYMEHTOB K HuM) pactBopamu cpenctBa «CAMJIE3NM» (CIDEZYME) py4HBIM cIOCOO0OM

OTarbl OYUCTKH PexxuMb1 OYUCTKH
Konneurpanus | Temmepa- Bpewmst BbI-
pacTBOpa CPECTBA | Typa pacT- | JACPKKH/o0pa-
(1o mpemnapary), % | Bopa cpesi- | OOTKH, MHH.
ctBa, °C
3aMauMBaHue W3/IENUI TP IOJIHOM IIOTpY-
KEHHHU MX B pab0odmii pacTBOP U 3aTIOJIHEHUH
HM TI0JI0CTEeH ¥ KaHAJIOB H3JEIUi
He menee
® WMEIOIINX 3aMKOBEIE YaCTH, KaHaJbI 0,8 15 15,0
HUIH TIOJIOCTH; 1,6 10,0
® OCTAJIBHBIX U3IEITHH 0,8 10,0
1,6 5,0
Moiika Kagoro H3Aeaus B TOM e PacTBope,
B KOTOPOM IPOBOJHIM 3aMaYMBaHHE, C IOMO-
IBIO epla,
BaTHO-MapJICBOT0 TAMIIOHA MIIM TKAHEBOH .
(MapseBoit) canpeTKH, KaHaJIOB - ¢ IIOMOIIBIO PacTBOp, HCTIOIL3yeMEIM Ha 3Ta-
— IIC 3aMa4YMBaHuUs
e W3NENHI, UMEIONINX 3aMKOBBIC JaCTH, 1,0
KaHaJIbl WIH IIOJIOCTH;
® OCTAJIBHEIX W3JENHi 0,5
OmnojiacKUBaHWe MPOTOYHOW MUTHEBOM BOJIOK
(kaHampl - € [IOMOIUBIO IINpHIA WM He HopMmupyercs 5,0
3NEKTPOOTCOCA)
OnonacKkuBaHue JUCTHLUIMPOBAHHON BOJIOA
(kaHaJIbl - ¢ TOMOIIBIO NINPHUIE He sOopMmupyetcs 0,5
JUTH 3JIEKTPOOTCOCA)




Tabmuna 3 — PexuMs! npejicrepuin3alHORHOH (oxonuarensHol - nepex [IBY) ounctku rubkux u
XKECTKUX SHIOCKONOB pacTtBopoM cpencrea « CAUJIEIUM» (CIDEZYME) py4HbIM criocobom

DTarbl OYHCTKH Pexxum ogncTkn

Konnentpanus |[Temmeparypa|Bpems BBI-
pacTBOopa  cpel-|pacTBopa Jiepxka /  00-
ctBa (mo mpena-|cpenctsa, °C [paGoTKH, MUH.
pary),%

3aMauMBaHHE SHIOCKOMOB (¥ HE IOIHOCTEIO
IOTPY>KaeMbIX SHAOCKOIIOB —
UX pabounX YyacTei, pa3peieHHbIX K IOrpyKe-

0,8 10,0
HUIO) TIPH TTOJIHOM ITOTPY>KEHHH B PaCTBOP CPEJI-
CTBa U 3aIOJIHEHUH UM TI0J0CTEN M KaHAIOB
He menee 15
Molika KaXI0ro U3JeJHs B TOM XK€ pacTBOpPE, B
KOTOPOM ITPOBOIHIIY 3aMa4iBAHKIE, B COOTBET- He HopMupy-

cTBuH ¢ TpeboBamamu CIT 3.1.3263-15, MY 0,8
3.1.3420-17, MV 3.5.1937-04 u pexomeHIaIHs-
MH IIPOU3BOJNTECIISA

CTCA

OmolackuBaHue NPOTOYHOM MATLEBOM BOJIOM
(KaHaJIBI - ¢ IOMOIIBIO HIMTPHIA He Hopmupyercs 5,0

HJIU DIIEKTPOOTCOCA)

OrmonackuBaHUE JUCTHIUIMPOBAHHOM BOOI
(KaHaJIBI - ¢ IIOMOIIBIO NIMIPHUIIA He nopmupyercs 1,0

WJIH IEKTPOOTCOCa)

Tabmuma 4— PexxuMb! IpeIcTepUIH3aIMOHHON OYHCTKH HHCTPYMEHTOB K THOKAM SHIOCKONAM pac-
TBOpoM cpenctsa «CAUJE3UM» (CIDEZYME) py4nbiM criocoboM

OTarnb! OYHCTKH PexxumM ogncTkn
Konnentpauus Temnepa- Bpewmst BEI-
pacTBOpa cpen- Typa pac- nepxku/ 06-
cTBa (IO Ipena- | TBopa cpeli- | paboTKU Ha
pary), % ctBa, °C sTane, MUH.
3aMaunBaHIE HHCTPYMEHTOB IIPH HIOIHOM
NIOTPYXKEHHH UX B PACTBOP CPEACTBA U 3a- (1)52 He menee 15 } 8,8
TIOJIHEHUH MM IIOJI0CTER B KaHAIOB M3JeIuil J ’

Moiika KaxkHoro u3/ieus B TOM Xe pac-
TBOPE, B KOTOPOM IIPOBOJIMIHN 3aMayHBa-
Hue, B cooTBeTCTBUH ¢ TpeboBaumamu CIT | PactBop, Hemonb3yemsiil Ha 3Ta- | He HopMupy-
3.1.3263-15, MV 3.1.3420-17, MY TIc 3aMaYHBaHM ercs
3.5.1937-04 u pexoMeHALMAMHE IIPOU3BO-
TUTENS
OnonackuBaHHE TPOTOYHOM IIUTHEBOH BOIOM
(kaHamBl — ¢ [OMOINBIO IIOPHOA HITH He nopmupyetcs 5,0
3JIEKTPOOTCOCA

OnonackuBanue TUCTUILTMPOBAHHOH BOOM
(KaHaJIBI - C TOMOMIBIO IINIPHIIA MK K- He HOpMupyertcs 0,5
TPOOTCOCA)




Tabmuma 5 ~ PexxuMBbl TIpesIcTepHIM3AHOHHOM OYUCTKH MeTUIIMHCKUX H3IENHi, BKIOYas XUpPyp-
THYECKHE W CTOMATOJOTHYECKHEe HWHCTpyMeHTh, pactBopoM cpeactBa «CAMIE3UM»
(CIDEZYME) MexaHH3HPOBaHHEIM CIIOCOOOM B YJIBTPa3BYKOBBIX YCTAHOBKAaX

DTanbl OYUCTKH Pexxum ouncTku
Konnenrpanus pac- Temneparypa [(Bpems obpa-
TBOpa cpejcTBa (1o pacTBopa 0O0TKH, MUH
B npenapary), % cpenctra, °C
VY eTpazBykoBas 00paboTka B yCTaHOBKE XU-
PYPrUYECKHX U CTOMATOJOrHYECKUX UHCTPY-
MEHTOB H 15
. MeHee
e HM3IENUH, IMEIOIUX 3aMKOBEIE 9acTH, 0,8 ¢ 10
KAHAJIBI UM TIOJIOCTH; 1,6 5
0,8 5
® OCTAJbHBIX U3JEHi 1,6 3
OnonackuBaHue MPOTOUYHON MUTHEBOH BO-
. He nopMupyercs 5,0
JIOH BHE YCTaHOBKH _
OnonacKUBaHue QUCTHILTMPOBAHHON BOMIOM |
A p A He nopmupyercs 0,5
BHE yCTAHOBKH _

4 MEPBI IIPETOCTOPOXHOCTH

4.1 He nomyckats K paboTe CO CpeICTBOM JIHI[, ¢ MOBBINIEHHOH 9yBCTBUTEIBHOCTBIO K XH-
MUYECKUM BEIICCTBAM M CTPAJAIOIINX XPOHHICCKAMH U AJLIEPTHYECKUMY 3a00I€BaHUAMHU.

4.2 Bee paboThl cO CpeACTBOM CJIEYET IPOBOIHTH C 3alIMTOM KOXKH PYK PE3HHOBEIMHM IIEP-
YaTKaMH.

4.3 30eratp mmomaiaHus CpeACTBA B I1a3a U Ha KOXKY

4.4 3anpemaeTcs M0OaBISITh B PACTBOPHI CPEACTBA OTOCIUBATENM U MHBIE XUMHYECKHE Be-
MeCTBA.

4.5 CpenctBo CIEAyeT XPaHUTh B 3aKPHITHIX OPUTHHANBHBIX EMKOCTSAX IPOU3BOJUTEI BIa-
JIM OT UCTOYHHMKOB TEIUIA, B MECTAX , 3AIMIICHHBIX OT COJTHEUHBIX JIydeH.

4.6. CruB cpejicTBa B KAHATTM3AIHIO BO3MOXKEH TOJIBKO B pa30aBlIeHHOM BHJIE.

5 MEPBI IIEPBOH ITOMOIIA

5.1 Tlpwn nonaganuyu cpeaCTBa B ri1a3a HEOOXOAUMO OOUIIBHO MPOMBITh UX IIOJ CTPYEH BOIBI
B TEYEHHE HECKOJIBKHX MUHYT, IPH HAJMYHHY yJIAJIATH KOHTAKTHBIE JIMH3EI H NPOJOJDKUTE IIPOMEIBA-
HUE.

5.3 Ilpu nomamanum CpeacTBa Ha KOXY CMBITh €0 BOIOM.

5.3 Tlpu momazaHuu CpesiCTBa B YKEIYAOK BBITHTH HECKOJBKO CTaKaHOB BOABI ¢ 10-20 m3-
MeIbYeHHBIME TabJeTKaMH aKTHBHPOBAHHOTO yriist. PBoTYy He BuI3bIBaTh! IIpu HeoOxommmocTH 00-
paTUThCS K Bpady.

5.4 VHTaIsIImoHHOE OTPaBJIEHHE MAJIOBEPOSITHO BCIIE/CTBHE OTCYTCTBHS JIETYYHMX KOMIIO-
HEHTOB B CPEICTBE.

6. PU3NKO-XUMHNUYECKUE U AHAJIMTUYECKUE METO/bI KOHTPOJIA
KAYECTBA CPEJCTBA «CAMJIE3UM» (CIDEZYME)
6.1. KonTpoaupyemMsie oka3zaTe il © HOPMbI
B Tabnune 6 npeacrapieHbl KOHTPOJUPYEMbIE TTOKA3aTEIH CPEACTBA U HOPMATHBEL 110 KaxkK-
JIOMY U3 HHX.



Ta6ima 6 — HopmupyeMble nokasarenn kagectsa cpeactsa «CAUIE3MM» (CIDEZYME)

Nen/m HanMenoBanmne moka3areis Hopmsb1 MeToabl HCnIbI-
TAHUH
1. Bremnuii BUA, UBET U 3anax npo3payHas »HUAKOCTE OT CHUPEHe- m.6.2
BOTO JI0 (PMONIETOBOTO LIBETA CO

CHCI.[I’II'I)I/I‘ICCKI/IM 3anaxom

2. [Toka3saTens akTUBHOCTH BOJIO- 7,8-8.8 m.6.3
POJHBIX HOHOB CPEJICTBA TIPH
20°C (pH)

3. KauccTBeHHBIH TeCT Ha PepMeH- TIONOKUTETIBHBIN 1n.6.4
TATUBHYIO aKTUBHOCTH CPEICTBA

Jlns ompeneleHrsT 3TUX MoKazateneil GUpMON-H3TOTOBUTEEM IIPEANAraloTCs CIIEAyomue
METO/TBL:

6.2. OnpeneeHne BHEIHEr0 BH/AA U 3aaxa.

Bremnuii BH onpeAensioT Bu3yansHo B coorserctBum ¢ 'OCT 14618.0-78. [lna storo B
MpoOUpKyY M3 GECLBETHOIO CTEKJIA BHYTPEHHUM auameTpoM 30-32 MM BMECTUMOCTEIO 50 cm® Hamu-
BAIOT CPEACTBO JI0 HOJOBUHEI K IPOCMATPUBAIOT B OTPAKEHHOM HIIH IPOXOAAIICM CBETE.

3amax OIPEeJEeISIOT OPraHOJENTHYECKHIM METOZOM: 2 CM® CpeJIcTBA HAHOCAT Ha 9acoBOE
crekno auamerpoM 60-80 MM u cpasy xe Ha paccTodHHH 40-60 MM OPraHONENTHIESCKHM METOI0M
IPOBEPHIOT HAIMYHE M XapaKTep 3araxa.

6.3. Onpenenenne NOKa3aTe/ s KOHIEHTPAIMH BOIOPOIHBIX HOHOB cpeicTBa (pH)
Ompepenenne mokasatels KOHIEHTpAIMH BOAOPONHBIX MOHOB (pH) mpoBOAAT MOTEHIHO-
MeTrpudeckuM MetoioM mo 'OCT 18995.1.

6..4. KagecTBeHHBIH TeCT HA PePMEHTATHBHYI0 AKTHBHOCTh CPEACTBA.

Omnpenenecuune GepMEHTHOU aKTHBHOCTH IIPOBOAAT € HCIIOJIL30BAHHEM METO/d, OCHOBAHHOTO
Ha Pa3pyLIECHUH 3MYJIbCHY JKEIaTHHA Ha MONOCcKe HOTOIIEHKH (hEPMEHTOM - LIENOYHON MPOTEa3oH.

6.4.1. Cpeocmea usmepeHus, peakmugol, Mamepuansl.

Becr maGopatopusie ¢ mpeneiom e3enmBanns 500,0r;

MarsurHasg MeTanka;

Bonsanas 6ans;

HarpeBarenpHas IUTHTKA ¢ BO3BMOXXHOCTBIO PETYIMPOBKH TEMIIEPATYPHI PACTBOPOB CPEACTBA
B qmanasone 47,0+2,0 °C;

Cexynaomep;

TepmomeTp;

[MunIeT, cTakanbl, IPoOHpKY (MHHAMATIBHAS BBICOTA 25 MM);

PazoBnie maTepuaThie HEpUYaTKH;

Bona nuTeeBas;

dotomnenka Kopax (35mMM) HesKcrionupoBanHast: yepHo-6enas (kogak TMX 100), usetnast
(komax xosop 100, xonak roux 100, koruxa xonop VX 200).

6.4.2. Iloozomosxa k ananusy.

B craxane B3pemuBaoT 1,0 T cpeicTBa U JI0GABIAIOT MUTHEBYIO BOLY J10 128 I (HE 3aMeHSIOT
IIAThEBYIO BOAY HA JUCTHILIHPOBAHHYIO WM JIEHOHM3HPOBAHHYIO, TaK KaK IIPH 3TOM H3MCHseTcst pH
pacTBOpa M yMeHbIiaeTcs GhepMeHTHas akTUBHOCTB). IlepemeImnBaroT moayYeHHBIH PacTBOp ¢ IO-
MOIIBIO MATHUTHOM MEMIATKH B TedeHHe 5 MUHYT H u3MepstoT pH. Ecu pH pacTBOpa He cooTBeT-
cTByeT amanazony 7,0-9,0 ea. ero HeoOXOAMMO OTKOpPeKTHPOBaTh ¢ momomeo 0,1 H pacTBopa co-
JITHOM KUCJIOTHI MITH HATPHSL THIPOOKUCH.

6.4.3. lIposedenue ananusza

Paszorpesarot BosHYIO GaHo 110 Temueparypst 47,0£2,0°C;




@DoTOoIIEHKY Hape3aloT MOJI0CKaMH IupuHOH 10-15 MM M BHICOTO# HE MCHEE BEICOTHI IPO-
OupKH (MIeHKY HeoOXOAUMO YACP)KUBATh 3a Kpasd MM C IOMOINBI NuHIETa). Hencnons3oBaHHyIO
9acTh PYJIOHYHKA IOMCIIAIOT B €€ TUIACTHKOBBIH QYTIAp U XpaHAT B CYXOM MPOXJIATHOM MecTe. 3a-
HOJHAIOT IPOOHPKH pacTBOPOM, MPUTOTOBIEHHBIM MO 11, 6.3.2., TaKk 4TOOE B HUX MOXHO OBLIO MO-
rpy3uTh % IUIMHEI TOJOCKH (OTOIICHKH. [loMemaroT mMpoOHpPKH B BOAAHYIO OaHIO W HArpeBaioT
pacTBop cpeacTBa a0 TeMmepatypsl 47,012, 0°C, ucnonb3ys s IPOBEPKH TEMIIEPATYPhI TEPMO-
MeTp (IIPH JOCTHXEHUH YKa3aHHOM TeMIIepaTyphl pacTBOP CPEICTBa HOMYTHEET, TaK KaK TOYKA I10-
MyTHeHHs OyzneT npessiieHa). C MOMOIIBIO MHHIIETA OTPYXKAIOT O OHOH MOJI0CKe (POTOIICHKH B
KXy IPOOHPKY M BKIIOYAIOT cekyHaomep (Taiimep). Uepe3 30 MHHYT MOJIOCKY BBIHHMAKOT U3
pacTBoOpa ¢ MOMOMIBIO IIMHIETa U MPOTUPAIOT 00¢ MOBEPXHOCTH MOJOCKH TKAHBIO, IPOTATHBAS 110~
JIOCKY MEXIY NalblaMH. PaBHOMEPHO M MATKO CXKUMas €€, CBEpXy BHU3 JUIs y/IaJIeHHs UMeroIneiics
Ha TJIEHKE JKEIATHHOBOHN SMYJIbCHU. TecT CUMTAIOT MOMOXKUTEIBHBIM, €CJIH JKEJTaTHHOBASI SMYIIbCHS
IIOJIHOCTBIO COIILIA ¢ KOHIA IUIEHKHU. J{d aHanmu3a UCoNb3yI0T He MeHee 4 IpoOUPOK C PacTBOPOM.
Jia xaxnol mapTUM TecT MOBTOPSIOT ABaXKABL 1lpw mcmons30BaHud YepHO-Oenoit mienkn 30 mMu-
HYTHOE IOTPYXKEHUE MOXKET OBITH YMEHBIIIEHO JIO 15 MUHYT.

6.4.4. O6pabomxa pezynomamos

3a pe3ylpTaT UCHBITAHUS IPUHUMAIOT [TONTHOTY YIATIEHHS KENaTHHOBOHM 3MYJIBCUU C HOTOC-
KA (POTOIUIEHKH IBYX MapaJUIeNbHBIX ONpenecHHN. MCIbITaHs CINTAIOT HPOHACHHEIMH (TIONOXKH-
TEJIHBIA Pe3ynbTar), €CiIH KeJNaTHHOBas 3MYIBCHS MONHOCTHIO COIUIA C TIOJOCKH (POTOILICHKH.
HcnpiTanus cuuTaloTesl He MPOMIEHHBIMH, €CH JKeJIATHHOBAs SMYJIBCHS He IOJHOCTBIO COILIA C
(b OTOIICHKH.

7 YCJIOBHUSA XPAHEHMA U TPAHCIIOPTHPOBAHHUA

7.1 CpencTBO XpaHAT B 3aKPBHITBIX OPUIHHAIBHBIX €MKOCTSX IIPOU3BONUTENS BOATH OT HC-
TOYHHUKOB TEIlJIa, B MECTaX, 3alIMIICHHBIX OT COJIHEYHBIX JIyueH mpu Temreparype ot mwinoc 15°C no
mmoc 30°C.

7.2 CpenctBo moXkapo- U B3pEIBOOE30IIaCHO.

7.3 CpOK roTHOCTH Cpe/ICTBa B YIIAKOBKE MPOU3BOIUTEINSA — 2 TOJA C AAThI H3TOTOBICHHS.

7.4 1Iponueuieecs cpeACTBO aACOPOUPYIOT YAEPAKUBAOIIUM XKHUJAKOCTh BEIIECTBOM (CHIMKA-
reiib, NECOK, ONMIKH, BETOIIE), COOUPAIOT M OTHPABJIAIOT Ha yTHIH3aruio. OCTaTKU CMBITh 00Ib-
MMM KOJIMYECTBOM BOABI. YOOPKY IIPOBOIUTH B Xajare WiIK KOMOMHE30HE, B PE3MHOBBIX IIepYaTKax
Y 3alIUTHBIX OYKaX.

7.5 Mepsl 3allUTHI OKPYXKAIOIIEl cpedpl: HE MOMyCKaTh MONa/laHusl HEpa30aBIIEHHOTO Cpel-
CTBA B CTOYHBIE, IOBEPXHOCTHHIE WJIH MOA3EMHBIE BOABI U B KaHAIH3AIHIO

7.6 TpancnopTHpoBKa CpeAcTBa BO3MOXHA TIOOBIMH BHJAMM TPAaHCIOPTa B OPUTHMHAIBHOH
YIaKoBKe TPeRNpHUATHS-IIPOU3BO/IUTENS B COOTBETCTBHH C MpaBWJIaMH IIEPEBO3KH Ipy30B, Jei-
CTBYIOIIUMH Ha KaXJIOM BHJE TPAHCIIOPTA U FapaHTUPYIOIIKUMHU COXPAHHOCTh CPEJCTBA H Tapbl HIPH
Temueparype ot mwroc 2°C o mwioc 30°C.



