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M HanpaBnALWUM KpenneHnem gnsa B3pocnbix u geten KBMtT-« MUKO®D»
no TY 9434-004-04980981-2001

PeructpaunoHHoe ygoctoBepeHue: Ne ®CP 2008/02440 ot 16.11.2018

1. HasHauveHue

Bekopaclimputenm MUKpoxXupypruyeckne TUTaHOBbIE C BUHTOBbIM
1 HaNpaBnsoLLMM KpPENIEHNEM ANsi B3POCHbIX U AeTel nNpeAHasHaueHbl
ONs paclMpeHnst Bek npu odTanbMONOrM4Yeckux orepauusx, nposoau-
MbIX M0 MUKPOCKOMOM.

M3penve npegHasHavyeHo AMs NMPUMEHEHUS B rMasHbIX KIUHUKaXx
1 6onbHMLax.

M3penve sBNsieTcs HEMHBA3UBHBLIM XUPYPTUYECKUM MEAULIMHCKUM W3-
[envMeM KpaTKoBPEMEHHOro MPYMEHEHMUSI C KIacCoM MOTEHLManbHOro puc-
Ka NpuMeHeHus 2a.

2. OnucaHue

M3penvie npeacraBnsieT cobort NPOCTPAHCTBEHHYHO KOHCTPYKLIMIO U3 TU-
TaHOBOro cnnasa rabaputHon anuHol oT 45 go 82 mMm (B 3aBMCMMOCTM OT
VCMOSHEHWS1), MeEIoLLYI0 ABe BpaHLIM A4S ero yaepXaHusl XMpyprom v asa
3axBaTta pasfuyHON KoHUrypaumm, sensomecs pabounmm Yactamu.

3. Cnoco6 npumeHeHuUs

M3penve sBnsieTcs MHOropasoBbIM.

M3pgenve npegHasHavyeHoO ANS UCMOMb30BaHWS TONbKO KBanuduum-
poOBaHHbIM MEAMLMHCKUM NEPCOHANoM B YCIOBUSIX OMepaLuoHHON Nne-
4eBHO-NPOUNAKTUHECKOTO YUPEXAEHUST OPTanbMONOrMYeckoro npogu-
nsi Npu cobnoaeHNn YyCroBUN XpaHEHUSI U TPAHCMOPTUPOBKMY.

He ponyckaeTcsi poHsiTb M3genue unu uHbiM 06pa3omM HaHOCUTbL emy
MexaHudeckue nospexaeHus. He cnegyet no3sonatb nobbiM Guonoru-
YECKMM XUOKOCTAM NGO COneBbIM M MHBIM arpeccuBHbIM pacTBopaMm 3a-
cbiXxaTb Ha MOBEPXHOCTU U3OEenusi, 3TO BeAET K 3HaunTenbHOMY COKpa-
LLIEHUIO CpOKa 3KCMyaTaummu 1 nopye nsgenus.

Mepen kaxablM oyepenHbIM NPUMEHEHWEM M3denve criedyeT noa-
BEpPrHyTb 06paboTke, COCTosLEN U3 Ae3nHpeKuuM, NpeacTepunu3aumoH-
HOWM OYUCTKU U CTEepUM3aLmn, KoTopble NPOBOASTCS B COOTBETCTBUM C Tpe-
6oBaHusimu MY 287-113 ot 30.12.1998.

[onyckaeTcsi NpoBoANUTb Ae3MHMPEKLMIO, COBMELLEHHYIO C NpeacTe-
PUNN3aLMOHHON OYNCTKOMN.

[e3nHdekuns npoBoanTCA 0AHUM M3 CriedyoLmnx METOA0B.

1. Xumunueckuii metog. Msgenus norpyxatoT B TPOMHONM pacTtBop (dop-
ManuH, coga, deHon) nubo uHoe Ae3nHUUUMpYyloLLee CPeacTBo, paspe-
LIEHHOE K NPUMEHEHUIo B nevYebHo-NpodunakTuyeckux yupexaeHusx. 3a-
TEM MPOWM3BOAUTCH: a) NMPOMbIBaHWE B NMPOTOYHOW BoAde B TeyeHue 1—3
MWH.; 6) NpoMbIBaHVe B AMCTUMNMPOBaHHONM Boae B TeveHne 0,5—1 muH.;
B) MPOCYLUMBAHME CYXUM rOpsiiMM BO3dyxOM Temnepatypou +75—85 °C
nmbo npocywmBaHue B Tepmoctate npu +90—100 °C go nonHoro mcyes-
HOBEHUsI BNaru.

2. ®usunyeckmnn metog. Cnoco 6 1. N3genusa npombiBaloT B NpOTOY-
Hov Bode B TeyeHue 0,5—1 MWH. C MpUMEHeHWeM MapreBOoro TamnoHa
VNN MSArKOW LLETKN; 3aTeM Npon3BoaAT 06paboTKy Cyxum ropsymm Bo3ay-
XOM B BO3AYLUHbIX CTepunuaaTopax B TeyeHue 45 muH. npu +120 °C.
Cnoco6 2. Vagenusi NOMHOCTLIO MOrpyXawT B OUCTUIIIMPOBAHHYIO
BOAY U KUMATAT B TedeHne 30 MUH.; 3aTeM NPOCYLUMBAKOT CYXMM FOpPSyYnM
BO34yxoM TemnepaTtypou +75—85 °C nubo npocylumBaoT B TepMocTaTe
npu +90—100 °C [0 NONHOro NCYE3HOBEHMS BNaru.

MpencrepunusaumoHHas o4nCTka NPOBOAUTCS CrEAYIOLLIMM METOAOM:

1) n3genuns NpombIBaOT B NPOTOYHON BoAe B TedeHne 0,5—1 MuH.;

2) nsgenusa 3amayvBatoT B TedeHne 15 MuH. npu 45 °C B motoLLem pac-
TBOpE, BbiGMpaeMom B cooTBeTcTBMU ¢ MY 287-113;

3) n3genus NpomMbIBalOT B JaHHOM pacTBOpPe C MPUMEHEHNEM Maprie-
BOrO TamnoHa WUnu MSIrKOM LLETKU, MOKLLEWA MaLLUWHBI, ynbTpassyka nubo
MHbIM Crocobom;

4) n3genusa npomblBaloT B MPOTOYHOW BoAe B TedeHne 1—3 MUH.;

5) n3genus NPOMbIBALOT B AUCTUIINMPOBaHHOM BoAe B TedeHne 0,5—1 MuH.;

6) n3genusa NpocyLMBalT CyXUM ropsiuMM BO3AYXOM TemrepaTypon
+75—85 °C nubo npocylumsatoT B TepmocTaTe npu +90—100 °C go non-
HOro UCYE3HOBEHWS Briaru.

I'enepanpHbIll UpPEKTOP

Crepunusaums NpoBoANTCS OOHUM U3 CredyoLmX METOA0B!

1) B aBTOKNaBax (BOASAHbIM HACLILEHHLIM MapoM) B Te4eHne 5 MUH.
npu +134 °C nu6o B TeyeHne 20 muH. npu +120 °C;

2) B BO3AYLUHbIX CTEpUNM3aTopax (Cyxum ropsiyum BO3[4yXoM) B Teye-
Hue 60 muH. npn +180 °C;

3) B napax 40%-ro pactBopa dopmManbaervaa B 3TUIOBOM CnupTe
B TeveHne 120 muH. npu 80 °C;

4) B pacTBOpPax XMMUYECKUX CPEACTB, paspeLleHHbIX K MPUMEHEHUIO
B Nie4eBbHO-NpodUNaKTUHECKNX YUPEKOAESHUSIX;

5) B ra3oBbIX CTepunusatopax (OKCUAOM 3TureHa) B TedeHne 960 MuH.
npu +35 °C.

N3penve Bo Bpemsa onepaumm HaxoguTCs BHYTpM opOuTbl rnasa
nauveHTa. MNepen onepaTtMBHbIM BMeLLATENBCTBOM HEOOXOAMM BU3yarb-
HbI OCMOTP Ha Hanuune NOBpPeXAeHW 1 AedeKToB n3genus.

4. NMpoTtuBoNoKasaHusa
ABCcontoTHbIE NPOTUBOMNOKA3aHWsA OTCYTCTBYHOT.

5. NpaBuna adpcpekTMBHOro n 6€30NacHOro CNoNb3oBaHUA

M3penve n3rotToBneHo B kKNumatuyeckomM mcnonHeHun YXJ1 4.2 no
[OCT 15150-69.

U3penue ycTtonumBo K cTepunm3auum usnyeckuMmn (BOASHbIM MapoMm
W TOpPsiYMM BO3AYXOM) M XMMUYECKMMU MeTodamu (napamu copmanbaeru-
0a, pacTBOpaMyn XMMUYECKUX CPEeLCTB M OKCUAOM 3dTuneHa). Msgenve no-
CTaBNSAETCA HECTEPUIIBHBIM.

B xode Mcnonb3oBaHWUsi MO Ha3HAYeHWIO U3genue He MoANeXUT HU
TEXHUYECKOMY OBCMYXXMBaHMIO, HU PeMOHTY. K npegenbHOMY COCTOSIHUMIO,
nocre HacTynneHNsi KOTOPOro UCMONb30BaHNE N3enusi cnegyeT npekpa-
TUTb, OTHOCSTCSH MeXaHU4eCKUE MOBPEXAEHMUS U NOsIBNIEHNE HeyCTpaHu-
MOW KOPpPO31M, BUONMOIN HEBOOPYXKEHHbLIM [11a30M.

6. MpaBuna TpaHCNOPTUPOBAHUSA, XPAHEHUSA U YTUNU3ALUK

WN3pnenve B TpaHCNOPTHOW yNakoBKe criedyeT TpaHcnopTupoBaTb
TPaHCMOPTOM BCEX BWUAOB B KPbITbIX TPAHCMOPTHLIX CPEACTBaxX B COOT-
BETCTBMW C NpaBuniamv nNepeBo3oK, AENCTBYIOLUMMIN Ha TpaHCropTe AaH-
Horo Buaa cornacHo TpebosaHusm FTOCT 19126-2007. TpaHcrnopTupoBa-
HVMe M3Oenusi OCYLLECTBISIETCS B YNakoBKE NPOU3BOAWUTENS B COOTBETCT-
BUM C ycroBusiMu xpaHeHus 5 no FOCT 15150-69: Temnepatypa — oT
-50 pgo +50 °C; cpepHeropoBas BNaxHOCTb — 75%.

YCcrnoBusi XxpaHeHNsa Usgenusi: B HTepeane Temnepatyp oT +5 go +40 °C,
cpegHerogoBasi BNaxHocTb 60%.

N3pnenve no cteneHn annaemMuonornyeckom, TOKCUKOMOrMyeckon
1 pagvauMoHHON OnacHOCTM OTHOCcUTCH K knaccy b «3nugemwuonoruye-
CKv onacHble oTxoAbl». Ero ytnnmsaums ocywiectBnseTcs cornacHo Tpe-
6oBaHusim CanluH 2.1.7.2790-10.

7. FapaHTUiHbIE 06sA3aTenbCTBa

W3penue cootBeTCTBYET TPEOGOBAHNAM HOPMAaTUBHOMO AOKYyMeHTa TY
9434-004-04980981-2001.

"apaHTUHBIN CpoK akcnnyaTaumn — 1 rog.

8. Peknamauum

Peknamauuy B ycTaHOBNEHHOM MNOpPsiAKE NPeabsiBASOTCS MPOU3BO-
autento: Oray «HMUL ,MHTK ,Mukpoxmpyprusa rnasa“ um. akag. C.H.
depnoposa“» MuHsgpasa Poccun, ropuanyecknin n baktnyecknin agpec:
127486, r. MockBa, beckygHukoBckuii 6-p, a. 59A, cTp. 2A (MecTo npous-
Bogctea: ®dunuan Pray «HMUL ,MHTK ,Mukpoxupyprus rnasa“ unm.
akag. C.H. ®egoposa“» MuHagpasa Poccun — 3Tl «MIM», topugnyeckui
n cbaktuyeckmin agpec: 127486, r. Mocksa, beckygHukoBckuii 6-p, 4. 59A,
cTp. 2A, Ten. (499) 488-87-84, 488-89-94).
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