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1. HarnMenoBanHe MEOANHHECKOI0 HIAC/IHSA

HnctpyMeRTH cToMaTonormdeckue no TY 32.50.11-001-01691673-2020:
pyvxa naarosas TB-110.

2. Onucanne n pabora
2.1 Hasunawenne u ofi1acTh DpEMeHeHHS

Pyuxa nanrosas TB-110 (zanee mo TeKcTy — pydka, HHCTPYMEHT, HHCTPYMEHTHI)
OpeaHasHavyeHa AN MPOBSACHHA XMPYPrudecKHX MaHHNYJANHA B IapOAOHTANBHOK
XHpYpPrHH M HMIUIAHTOJIOTMH: AJA 3aKpelUICHHA MHKPOJe3BHA (CKanbmens) H
BHIOJIHEHAA HAZAPe30B Ha JeCHE B HpONnecce INACTHKN JeCHE!.

HHCTpYyMEHTH NpeAHA3’HAYTeHH U1 NPAMEHEHHA B MEAHIHECKAX OpraHH3alHIX.
O6nacTh NpAMEREHASA — CTOMATOJIOTHA.
IToTeHIHANBHKI HOTPEOUTENE —BPaYl CTOMATOIOTHYECKHX OTACICHHMN.

IMonGop HECTpyMERTOB ocymecTBaserca Ges rpajanan mo aemorpaduueckoMy
HJIM DOMYIAIMOHHOMY NPH3HAKY UIA BCEX IPymil HaceleHHd, B OTHOIIEHHH KOTOPHIX
OHH OyOyT NpHMEHATHCA.

2.2 Onucanune H3geanit

HHCTpyMeHTH cooTBeTCTBYIOT TpeGoBarmam I'OCT P 50444-2020, TOCT 19126-
2007 u Texamveckux ycnopmit TY 32.50.11-001-01691673-2020.

UHCTpYMEHTH  BHITYCKAIOTCA HECTEpHJLHRIMH H  NOpejHasHa4YeHH A
MHOTOPA30BOro HCNO/b30OBAHUA. '

ITo PSXHMY NPHMCHCHHA HHCTPYMEHTRI OTHOCATCH K H3ACIMAM MHOIOKpaATHOro
ITHKIHYCCKOI0 HCIIONb30BaHH .

HMHECTpYMEHTH NPE 3KCIULyaTallHd YCTOHYMBEI K BO3NCHCTBHIO KIMMATHYECKHX
daxropos mo I'OCT 15150-69 nna ncnomenus O 4.1:

- TeMIepaTypa 3Kcmwiyaranuy oT + 10°C no + 25°C;
- OTHOCHTENIbHAA BIaXHOCTh Bo3ayxa 80% npu Temmeparype + 25°C.

MHCTpYMEHRTH YCTOMYABM K KOPPO3HH B YCIOBHAX 3KCILTyaTalluy,
TPAaHCIOPTHPOBAHHS H XpaHeHHH, YKA3aHHHIX B HACTOAIIEH HHCTPYKLMH.

OcHOBHBIe H ra0apuTHEIE pa3sMephl HHCTPYMEHTOB COOTBETCTBYIOT 3HAYCHHSAM,
NMpHBEACHHBIM Ha PHCYHKe 1.

Macca HHCTpYMEHTa — COIJIACHO 3HAYCHHSM, npnne.uenmm Ha pHCyHKe 1;
TBEPAOCTD — COIJIACHO 3HAYCHHAM, NPHBEACHHNM Ha PHCYHKaxX 1-2.

IToBepxHOCTh OKOHYAHHA PYYKH HMeeT prudIieHAe B COOTBETCTBRH ¢ pHC.1-2.

IllepoxoBaTOCTh HAPYXHBLIX NOBEPXHOCTEH HHCTPYMEHTOB Ra (3a HCKINOYEHHEM
NOBEPXHOCTEH, PYKOATOK H pydeK, HMeIOMuX pudieHHe) He NpeBHImaeT 1,6 MKM.

UHCTpYMEHTH NpOBEpeHbl Ha MpeaMeT OTCYTCTBUA TpelIHH, paKkoBHH, 3abomH,
IapanAH, BHIKPOIIEHHBIX MeCT, 3ayceHIleB, pacclnocHulf, ciaefoB DUMGOBKM H
NOJIMPOBKH, 3arpA3HeHNH (OKAIMHE], CMA3KHA, KHCJIOTH], NOJMPYIOIMMX MaTepHanoB).

HHcTpyMeHTH YycToHUMBLEI K BO3AelCTBHAM OHONOTMYECKHX KHAKOCTEHR M
BHIeJ/ICHAI TKaHelH oprana3Ma (XpoBs, cmoHa o MY 25.1-001).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 2



WHCTpYMEHTHl YCTOWYMBHI K LMKIY 06paboTKH, cocTosieMy H3 Ne3HHGEKIHH,
NpeNCTEPHIH3AIMOHHON  OYMCTKHM, cTepwiM3auMd (cM. 1n.2.5  HacrosmeHl

HHCTPYKLIHH).

HUHCTpYMEHTHl YKJIaIBIBaIOTCA B HHIWBHAYalbHYIO YNAaKOBKY M3 KapTOHa H
HU30JIOHOBOMN MOAJIONKKH.

Ha HHIUBHAyalbHYIO YIIAaKOBKY H3 KapTOHa CHapyXH (OZHOBPDEMEHHO Ha
BHEIDHIOO M BHIIBUTa€MYIO 4YacTh) HAKJIEHBAIOTCA 3THKETKH C rosorpapuyeckum
PHCYHKOM, 06ecrieqBaloue KOHTPOJIb BCKPBITHS YTIAaKOBKH.

Pyuka maHroBas mpejacTaBisieT coOo# cTepkKHEBOH MHCTPYMEHT, COCTOSILUHH H3
PYYKH, H3roTOBJIeHHOH U3 THTaHOBOroO ciuiaBa (BT6 mo I'OCT 19807-91) ¢ anoano-
OKHCHBIM LIBETHBIM (CHHHM, rOJyObIM, XeJNThIM, 3eJICHhIM) NOKPhITHEM ([IOKPBITHE
no 'OCT 9.303-84 ansa ycnosui#t sxcrmyatauun 1 mo OCT 15150-69), u paboueit
4acTH, H3roToBJIeHHOH M3 cTamu (03X11H10M2T2 (311 853) no TY 14-131-795-89),
B KOTOpOH 3aKpemisercs MHKpoJe3Bue (cKanblenb). AHOAHO-OKUCHOE IOKPBHITHE
HaHeCeHO MeToAoM aHoaupoBaHus. Pyyka maHroBas TB-110 obecneunBaer
HaJeXHYI0 (MKcallMi0 YCTAaHOBJIEHHOTO B [aHre XHpPYprHYeckoro Hoxa
(MUKpone3Bus xupyprudeckoro) ToamuHo# 0,5 MM. MHKpoOie3BHA XHpPYprHYecKHe
OIHOPa30BbI€ CTEPHIIbHEIE, HCMOJIb3yeMble ¢ pydkod LaHrosoi: Ne63, 64, 67, 69,
361, 362, 363, 364, 365, 367, 369. CsapHsie mBbl py4kH HaHrosoit TB-110 nnotHeie,
He MMEIOT TpellHH, LieNei 1 paKOBHH.

2.3 Iloka3aHus A/ NPEMEHEHHS

Heo6xoquMocTh NpoBeAeHUs XHPYPru4eCKOro BMeIaTeIbCTBA B CTOMATOJIOTHH B
COOTBETCTBHH C Ha3HAYEHHEM HHCTPYMEHTA.

2.4 TpeGoBatns K NpEMEHEHHIO

HHCTpYMEHTBI JO/DKHBI HCIONB30BaThCA HCKIIIOYHTENBHO KBATH(HIHPOBAHHEIM
H TMOArOTOBICHHEIM MEIHLHHCKHM mnepcoHaloM. [IpM nepBoM NpHMEHEHHH
BH3yallbHBIM OCMOTPOM OIIPENENHTh LEJOCTHOCTh NMOTPEOHTENLCKON YNaKOBKH, B
TOM 4YHCle rojgorpadpuyeckodi Hakieiiku. Hcnonp3oBaTh HMHCTPYMEHTHI, B
COOTBETCTBHH C IMpeAHa3HaYeHHEM KOHKPETHOrO HCIOJHEHMA cornacHo m.2.1
HaCTOAIECH HHCTPYKUHH. Mcnonp3oBaHHe HHCTPyMEHTa JO/DKHO NMPOH3BOAMTHCH C
COOMIOZICHHEM HOpM, MpaBMJ M CTAHOApPTOB, YCTAaHOBJEHHBIX B OTHOIICHHH
COOTBETCTBYIOLUErO BH1a MEAUIIMHCKOH MOMOLIH.

TexHuyeckoMy 06CITy)KHBAHHIO H PEMOHTY HHCTPYMEHTHI HE MOJIEXKAT.
2.5 IloaroroBka H3eaHs Kk pabore

HMHCTpYMEHTB! NOCTaBIIAIOTCA HECTEPUIIBHBIMH.

[lepen npuMeHeHHeM MHCTPYMEHTBl JOODKHbI OBITh NOABEPrHYTH UHKIY
obpabotkn B cooTBercTBHH ¢ MY  287-113-98:  nmesundexuuy,
IPENCTePHIIN3aLHOHHON OYHCTKE, CTEPHIIN3ALIHH.

MHorokpatHas o6paboTku He yxyammaer kayectBa MHCTpyMeHTa. OKOHYaHHe
CpOKa 3KCILTyaTalliH OIIpele/IAeTC H3HOCOM, MEXaHHYECKUMH NMOBPEXACHUAMH HITH
HEyCTpaHHMOMH KOppo3He.

Bunamanne! UHcTpyMeHTBI MOryT 6BITh MOBpEXIEHBI XHMHYECKHMH PaCTBOPaMH,
COlepXallMMH 1IeNo4Yh HIH KHChoTy. Hcnoms3yiite TONbKO pacTBOpHl C
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HefitpanmsikiM  pH. 3arpasHeHHBle HHCTPYMEHTH ciaeayeT ofpabarmBate ¢
npumeHeHneM CH3 (Macka, epIaTKy, 3aIMMTHLIA 3KpaH | 1p.)

Hesnndexnus mpoBOAMTCA BOZAYITHBIM METOAOM: CYXHM TOPAYMHM BO3XYXOM
npu Temmeparype (120+£3)°C B Teuenne (45+5) muH.

IpeAcTepHANIAUHOAHAS OYHCTKA NPOBOAWICA CICAYIOIEM  cmocofoM:
morpyxenaem B 1% pactop GeH3oaTra HaTpus mpH Temmepatype (22+5) °C B
Teqenne (60+5) MAHYT, OnoNacKMBaHMeM B NpoTouHOM Boae B Tedemme (0,5+0,1)
MHHYT, 3aMaYMBaHHeM B MOIOIEM pacTBope «BHONOT» (WIH APYTOM paspelIeHHOM
pactBope ) mpH Temmepatype (40+5) °C B Teuenne (15+1) MuHYT, Moiliko# B
pacrBope «BHONMOT» (WIH B OPYroM paspelIeHHOM pacTBOpe) NMpH TeMIeparype
(40+5) °C B Teuenne (0,5+0,1) MmHYT, OnONacKHBaHHEM NpOTO4YHOR BoxOM B
TeueHue (3+1) MHHYT, ONOJACKMBaHHEM IHCTHJUIAPOBAHHON BOAOH B TeuYeHHE
(0,5+0,1) MHHYT H CymKo¥ ropsyMM BO3XYXoM npu Temmnepatype (85+2) °C mo
MOJIHOrO HCYE3HOBEHHS BJard. IIpm mpMMeHeHHM MAallMHBI, MpeAHA3HAYCHHON A
OYHCTKH H Je3HH(EKInH, pacTBOPH AODKHB HMETh HHTMOHTOPR KOPPO3HH.

Crepran3anug OpOBOAUTCS METONOM AaBTOKJIABHPOBAHHA NPH HOMHHAIBLHEIX
3HauYeHHAX TeMuepaTypa/nasnenue 134°C/0,21 Mlla B Teuenne 5 MEHYT.

HHCTpyMeHTH HeoOXOMHMO CTEPHIA30BATh H XPaHHTh OTACNBHO APYT OT ApYyTra B
CTEpHIIH3ALHOHHKIX KOpoOKax-yKkiaaKax, KOHTelHepax, KOp3HHaX HIIH MOIHOCAX.

He pomyckaiiTe NpeBLIICHAA MAKCHMAILHOM 3arpy3Kd aBTOK/ABA.

2.6 KoMneKTHOCTH NOCTABKH .
KoMnieKkT nocTaBKe JOJDKEH COOTBETCTBOBATH YKa3aHHOMY B Tabmune 2.

Tabmmana 2

HaumeHoBaHWe ACHONHEHAS Konugectso

HUHCTpYyMEHT (0OZHOrO ACIIOIHEHAA*) B 1 wmr.

HHIHBHAYANLHON NOTpeOHTeNIBLCKOM Tape

HHCTpYKIIHA 1O NPUMEHESHRIO 1 3K3. Ha HHAMBHAYANLHYIO H/HIH
TPAHCNIOPTHYIO YNIAKOBKY H3aenuii

* Cornaceo . 1

2.7 IIporuBonoxa’adus (Mephl HPEAOCTOPOKHOCTH), NPEAOCTEPLKeHHS NPH
NPAMEHEHEHN MEeAHIHACKOTO H3AeHA :

IIpornBonoKka3anuii B paMKax yCTaHOBJICHHOIO Ha3HAYCHHA He BRIARIICHO.
He gomyckaeTca HCIONBE30BaHHE HE IO HA3HAYCHHIO.
He nonyckaerca Hapymenue TpeGoBanuit RacTosime#l HHCTPYKIHA.

HHCTPYMEHTH C MEXaHH4eCKUMH [OBPEXACHHAMH HIH C HEYCTPaHHMOM
Koppo3Held HCIoNIBE30BaTh He ClIeAyeT.

2.8 INoGounnic aBICHAN
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[To60YHEIX sBNEHHH @pPH TNPUMEHEHHH B COOTBETCTBHH C Ha3HauYEHHEM,
NpenyCMOTPEHHBIM NPOH3BOAMTENIEM, C COOMIONEHHEM NOPANKA, YCTAHOBIEHHOIO
MHCTpYKUHMEH M0 IPHMEHEHHIO, HE BRIABJIEHO.

3. TpancnopTHpoBaHHE H xpanénne

TpaHcOpTHpOBaHHE MOXET NPOBOAMTHCS TPAHCIOPTOM BCEX BHIOB B KPHITHIX
TPAaHCIIOPTHBIX CPEACTBAX B COOTBETCTBHMH C IIpaBUJaMH II€pEBO3KH TIpY30B,
NeiiCTBYIOIIMMH Ha TPaHCIIOPTE KOHKPETHOTO BHJA.

YcnoBus TpaHCOPTHPOBaHHA — no ycnoBuaM xpaHeHus S mo 'OCT 15150-69:
npu temuneparype ot -50 1o +50 °C H OTHOCHTENbHOH BJIXXHOCTH BO3AyXa He 6onee
80% npu Temneparype +25 °C.

ITocne TpaHCIOPTHPOBaHHA B YCJIOBHSX OTpHLATEIbHBIX TEMNEPATyp H3AETHA
JOJDKHBI OBITh BhIIEP>KAHBI B TPAHCIIOPTHOH Tape B YCIOBHAX XpaHEHHS He MeHee 12
4acoB JO HCIOJIb30BaHHA.

HMHCTpyMeHTBI JOJDKHBI XPAaHHUTBCA B IPYTINOBOR HIIM TPAHCIOPTHOH ynakoBKe IO
ycnoBusM xpaHeHus 1 (JI) no TOCT 15150-69:

- TeMIepartypa ot inoc 5 xo mmoc 40 °C;

- OTHOCHTENIbHAsA BIAXHOCTb Bo3ayxa He Oonee 80% npu Temneparype mmoc 25
°C

Hanuyne B BO3ayxe mapoB KHMCIOT, IIeJo4Yeid U JPYTHX arpeCCHBHBIX NpHMeceH
He JOMyCcKaeTcs.
4. 'apaHTHH H3rOTOBHTEA

HsrotoBuTe/Ib rapaHTHPYeT COOTBETCTBHE H3MENWM TPeOOBaAHHUAM TEXHHYECKHX
ycloBHi NpH coOMONECHHH NOTpeOUTENEM YCIOBHI TPaHCIOPTHPOBAHHUA, XPaHEHHS
H NIpaBHJI KCILTyaTalMH.

I'apaHTHIHBIA CPOK KCIIyaTallui — 1 roJ co JHA MPOAaXH.

lapaHTHHHBIA CPOK XpaHEHHA — S5 JIeT TNpPH YCIOBHH COOJIONEHHS BCEX
Tpe6oBaHuUit HacTOALIEH HHCTPYKIMH.

S. Cpok cayx6bl (roTHOCTH)

Cpennuit cpok ciryx6bl HHCTpyMeHTa — He MeHee 12 Mecslies.

3a KpUTepHH  TNpENeNbHOr0  COCTOSHMS  NPHHHMAIOT:  HECMOCOGHOCTH
HHCTPYMEHTOB OTBe4YaTb CBOeMY (QYHKLHOHAJIBHOMY Ha3Ha4YEHHIO, MEXaHHYECKOe
NoBpeXAEHHE, IOABIEHHE HEYCTPAHUMON KOPPO3HH.

HHCTpYMEHTBI yCTOHYHMBEI K MPOLIECCY NTAPOBO CTEPHIIH3ALMH B COOTBETCTBHH C
I'OCT P UCO 17664-2012 B TeyeHHe BCEro CpokKa KCILTyaTalldd HHCTPYMEHTOB.

6. Yruanzauun
HWHCTpYMEHThI HETOKCHYHEI.

YTHIH3alMs JODKHa NpPOBOAMTHLCA MO MNpaBuiaM, ycraHoBieHHbiM CanlluH
2.1.3684-21 (3nuaeMHOIOrHIECKH OMacHble OTXO0bI, Knace B).
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Heucnonbs3oBaHHBIE HHCTPYMEHTHI CJIEAYET yTHIU3UPOBaTh, KaK OTXOAbI KJ1acca
A.

7. Yka3anHe, NpH He0OXOAHMOCTH, CNICHHANBHLIX MEP NPEIOCTOPONKHOCTH
NpPH YHHYTOXKEHHH HEHCNO/b30BAHHBIX MEIHIIHHCKHX H3JeTHH

Heucrnonb3oBaHHEIE HHCTPYMEHTHI CHELHANbHBIX MEp NPEAOCTOPOXHOCTH IpH
YHHYTOXXEHHH HE HMEIOT.

8. CBeaeHH# 0 peKjIaMaNHAX

PexnaMallud B YCTaHOBJIEHHOM THOpAAKE MPEABABIAIOTCS INPEANPHATHIO —
H3roToBuTeMmo mo anapecy: 420061, Poccus, Pecniybiuka Tarapcran, r. KasaHs, yi.
KocMoHaBToB, .53, kB.11, OO0 « MHKpOXHpPYPrHYECKHE TEXHOJIIOTHH».

IIpon3BoauTeb:
000 «MHKpOXHpPYpPrHYECKUE TEXHOJIIOTHH»
420061, Poccus, Pecnybnuka Tarapcrtas, r. Kasaus, yn. KocmonasTos, 4.53, kB.11

Anpec mecta npousBoacta: 420054, Poccus, Pecniybnuka TaTtapcran, r. Kasaus, ya.
Cxnanckas, .4

Ten.: +7 843 206 07 15
www.microsurgical.ru

CHMBOJIbI, HAHOCHMbIe HA MAPKHPOBKY*:

TemnepaTrypHuIi qHana3oH
% Jlnana3zoH BIQXKHOCTH
A He crepuibho
[:m O6paTHTECh K MHCTPYKIIHH 110 IPUMEHEHHIO
d HsrortosuTens

Ilepedens NpHMeHsieMbIX CTAHAAPTOB

I'OCT 9.303-84 EC3KC IlokpbiTHS METAIIMYECKHE U HEMETAILUTHYECKHE
HeopraHnuyeckue. O6mue TpeGoBaHHA K BEIOOPY.

I'OCT 4411-79 U3nenus TBepAOCIUIaBHBIE AJI1 TOPHOIO HHCTPYMEHTA.
TexHHYECKHE YCIIOBHSA

I'OCT 15150-69 MamuHsl, npuGOpPH ¥ IpyTHe TEXHUYECKUE HTENHA.
Hcnonnenus [ pa3iMYHEIX KIKMaTHYeCKHX paiioHoB. Kareropuu, ycioBus
3KCIUTyaTallii, XpaHEHHs U TPAaHCIIOPTHPOBAHHSA B YaCTH BO3AEHCTBHA
KJIMMaTH4YeCKHX (aKTOpOB BHEIIHEH Cpeibl.
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I'OCT P UCO 17664-2012 «Crepunu3aiua MEIULIHHCKUX H3ACTHH.
HUndopmanus, npeaocrasiiseMas H3rOTOBHTENEM Ui IPOBEIEHHS MOBTOPHOM
CTEpHJIM3AUMH METHLIMHCKHX H3ETHI»

I'OCT 19126-2007 UHCTpyMEHTHI MEAULIMHCKHE MeTajUTHYeckue. O6mue
TEXHHYECKHE YCIIOBHS.

I'OCT 19807-91 Tutan ¥ cnyiaBbl THTAHOBBIE JeOPMHUDPYEMBIE.
Mapku

TOCT 28844-90 ITOKpHITHA ra30TEpMHUECKHE YIPOUHAIOLIHE H
BoccTaHaBJaHBalomue. O6mue TpeGoBaHus

I'OCT P 50444-2020 ITpu6opsi, annapatsl 4 060py10BaHHE MEIULIHHCKHE.
O6inue TexHUYECKHE TpeOOBaHH A

MY 287-113-98 Metogudeckue yka3aHHsA NO Ne3MHGEKLIHH,
MpeACTEPHIIN3aLUMOHHON OYHCTKE H CTEPHIIM3ALUHU H3IeIHH METUILIUHCKOTO
Ha3Ha4yeHus

MY 25.1-001-86 YcToifuHBOCTD H3OENHH MEAULIMHCKON TEXHUKH K BO3AEHCTBHIO
arpecCHBHBIX OHOJIOTHYECKHX XKHIAKOCTEH )

CanlluH 2.1.3684-21 CanutapHO-3NHAEMHONIOrHYECKHE TPEOOBAHHUS K
COIEp)KaHHIO TEPPHUTOPHIH rOPONCKHX M CEIbCKUX NOCENIeHHH, K BOAHBIM
ob6bexTaM, MUTHEBON BOJIE M MMTHEBOMY BOJOCHA0KEHHUIO, aTMOCHEPHOMY
BO3XyXYy, I0YBaM, JKHJIBIM NIOMELIEHUAM, SKCILTyaTallHH TPOH3BOICTBEHHAIX,
06ImecTBEHHBIX OMEMIEHH, OpraHU3allMH U IPOBEAEHHIO CAHUTAP-HO-
NPOTHBO3IMTHAEMHYECKHX (MPOPHIAKTHYECKHX) MEPONDHUSITHH

TY 14-131-795-89 INpyTku u3 cranmu Mapku 03X 11H10M2T2 (II1853), °
03X11H10M2T2-BJ (311 853-B1).
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Ipunoxenne 1

1.Matepnan aer. nos. 1, 2— THTanoBwit cruas BT6 nmo T'OCT 19807.

2. TeepmocTs Rer. no3. 1, 2 — 31,6 - 39 HRC.

3. Marepuan ger. nos. 3 — craxs 03X11H10M2T2 (311 853) no TV 14-131-795-89.
4. TeepnocTs nert. no3. 5,4 — 50...58 HRC.

5. Macca usgemms ne Gomee 38 r.

6. MEKpPO/IE3BHR XHPYPTHIECKHE OXHOPA30BhIe CTEPHIILHBIE, HCTIOIB3YEMBIE C
py4Ixoii manroso#i: Ne63, 64, 67, 69, 361, 362, 363, 364, 365, 367, 369.

7. ®opMa H OCHOBHEIE pa3Mephl pudJieHHA COOTBETCTBYIOT TpeSopanusm FTOCT
21474 (marn pudnennit, Mm: ceryarsie - 0,6; 0,8; 1,0) COTJIACHO Puc. 2

pudneHne ToKapHO — ppesepHOE.
Puc. 1. Pyuxka nanrosas TB-110: 1 — xopnyc, 2 — raiika, 3 — naura.
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Puc. 2. Pudnenne TokapHo — ppesepHoe
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