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1 PABPABOTAH O6wwecTBOM C orpaHW4eHHOW OTBETCTBEHHOCTbIO «Hay4yHO-TEXHUHECKU LUEHTp
«MEOUTIKC» (000 «HTL «MEOUTIKC»)

2 BHECEH TexHuueckuM komuteToM no ctaHgaptusaummn TK011 «MeguupnHckue npubopel, annapathl U
o6opyaoBaHue»

3 YTBEPXEH W BBEJIEH B JENCTBUE Mpukasom deaepansHOro areHTCTBa o TEXHUHeckomy pery-
nuposaHuo nuMeTpororim ot 19 ceHTsabpsa 2016 r. Ne 1167-ct

4 BBEJEH BMNEPBbIE

lpasuna npumeHeHus1 HacmMosiW,e20 cmaHdapma ycmaHoslieHbl 8 cmambe 26 OedepanlbHO20 3aKOHa
«O cmandapmu3sayuu 8 Poccutickol @edepauuu». IHghopMauusi 06 usMeHeHUsIX K HacmosiueMy cmaH8apmy
ny6nukyemcsi 8 exxe200HOM (110 cocmosiHuio Ha 1 stHeapss mekyuje2o 200a) UHhopMaUyUOHHOM yKa3amerne
«HauuoHanbHbie cmaH0apmbly, a oghuyuansHbil meKkcm UaMeHeHuld U ronpasoK — 8 eXXeMeCsIY4HOM UHGop-
MayuoHHoM ykazamene «HayuoHanbHbie cmaHOapmsbi». B criydyae nepecmMompa (3aMeHbi) Unu OMMEHb!
Hacmosweao cmaHOapma coomeemcmeyrouiee ygedomiieHue bydem orybrukoeaHo & briuxadleM ebirycke
eXeMecAaYHo20 UHhOpMayUOHHO20 yKa3damenst «HauuoHanbHble cmaHOapmsi». Coomeemcmsyiowast
uHghopMauusi, yeedomneHue U MeKCmbi pasMewaromcs makxe € UHgopmayuoHHol cucmeme obujezo
r10/1b308aHUsT — Ha oghuyuanbHoM calime ®edepalibHO20 a2eHMCemea o MexXHUYEeCKOMY pe2yiupos8aHuio u
Mempornoauu 8 cemu VIHmepHem (www.gost.ru)

© CrangapTuHgopmM, 2016
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BBeneHue

HacTosawwumin ctaHaapT yCTaHaBnMBaeT OCHOBHbIE TpeGOBaHI/IFI, KOTOpbIEe A0JTKHbI COAepKaTbCA B TEXHNU-
HYeCKnX 3adaHnaxanAarocygapCrtBeHHbIX 3akKynoknasepHbiXannapaTtoB 4NA JIMTOTPUNCMn (nanee — annapaT).

Me)KﬂyHapOD,HbIX aHanoros ctaHAapTy He CyllecTByeT. HacTosawmn CTaHOapT oTpaxaeT CHeHM¢)MKy
oTeyecTBEeHHbIX (hopM rocyaapCTBeHHbIX 3aKynoK MeUUNHCKOro OGOpyAOBaHI/Iﬂ N MOXeET ObITb TOMLKO HALMO-
HalbHbIM JOKYMEHTOM.
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HAUUWOHANBbHBIW CTAHOAPT POCCUUCKOWNW SGEREPALUMU

N3pENnA MEQUUMNHCKUE JJIEKTPUHECKUE

AnnapaTbl 4Ns NUTOTPUNCUU Na3epHble.
TexHuU4veckue 'rpeﬁoaal-wm AnNA rocyaapcTBeHHbIX 3aKynokK

Medical electrical equipment. Devices for laser lithotripsy. Technical requirements for governmental purchases

DaTta BBegeHns — 2017—09—01

1 O6nacTb NPUMEHEHUA U Lenb

HacToswwii ctaHaapT yctaHaBnmBaeT obLme TpeboBaHNs K ToAroToBKe TeXHUYeckux 3agaHui (T3) nux
ohopMIEHNIO NPU NPOBEAEHUN roCyAapCTBEHHBIX 3aKyNoK BbICOKOTEXHOMOMMYHOIro MeguLmMHCKoro obopyao-
BaHusa (BMO): nasepHbIx annapaTtos 4N UTOTPUNCUK (danee — annaparbl).

HacTtoswuii cTaHaapT ABNSIeTCS YacTHBIM cTaHaapToM no oTHoweHuo K FTOCT P 55719.

HacToswmin cTaHgapT pacnpocTpaHsieTcs Ha rocyaapcTBeHHbIe U MyHUUMnanbHele 3akynku BMO. Hac-
TOSILLMIA CTaHA4apT He pacnpocTpaHAeTCs Ha HerocyaapcTeeHHble 3akynku BMO.

HacToswmin cTaHAapT pacnpocTpaHsaeTca Ha annaparbl, UCMONb3yloLWwue nasepHoe nsnyyeHne Ans
ApobneHnst KOHKPEMEHTOB MOYEBBIBOASLLMX, CNIE3HBIX U KEMUYHBIX NYTeNn.

HacToswwi ctangapT He pacnpocTpaHsaeTcs Ha annapaTtbl ANA 3KCTPaKopnopanbHOM IMTOTPUNCUN.

2 HopmaTuUBHbIE CCbISIKK

B HacTosileM cTaHAapTe UCNoNb3oBaHbl HOPMATUBHbBIE CCLINIKUA Ha cneayowue cTaHaapThl:

FOCT 31581—2012 INasepHaa 6esonacHocTb. O6wme TpeboBaHWA Npu paspaboTke U akcnnyaTauum
nasepHbIX n3genui

FOCT IEC 60601-2-22—2011 Usgenusa MeanumHckue anektTpudeckue. HYactb 2-22. YacTtHble TpeboBa-
Hus1 K 6esonacHocTy Npy paboTe ¢ XUpypruieckuM, KOCMETUYECKUM, TepaneBTUYECKUM U ANarHOCTUYECKUM
nasepHbiM 06opyaoBaHMEM

FOCT IEC 60825-1—2013 BesonacHocTb NasepHoi annapatypsl. HacTb 1. Knaccudukauus obopyaosa-
HWs1, TpeBoBaHUs U pyKOBOACTBO Ans Nonb3oBaTtenen

FOCT P 55719—2013 U3genua meguunHckue anekTpudeckue. TpeboBaHus kK cogepkaHuio U ocopmrie-
HUIO TEXHUYECKIMX 3aAaHUI ANsi KOHKYPCHOM AOKYMEHTaL M Npu NpoBeAeHNN rocyiapCTBEHHbIX 3aKYMOK BbICO-
KOTEXHOMOMMYHOro MeamuUMHCKoro obopyaoBaHuns

FOCT P M3K 60601-1—2010 Usgenus meanuuHckue anektpudeckue. Yactb 1. Obwue TpeboBaHus
6e30MacHOCTN C Y4€TOM OCHOBHBIX (DYHKLIMOHAMNBHBIX XapaKkTepUCTUK

Mpumedanue— Mpy NonNbL3OBaHMM HACTOAWMNM CTAHAAPTOM Lenecoobpa3sHo NPOBEPUTL AENCTBUE CCbINOY-
HbIX CTaHOapTOB B MHGOPMaUMOHHOW cucTeMe ObWero nonb3oBaHus — Ha odwuumansHom cante PepnepanbHOro
areHTCTBa No TEXHUYECKOMY PErynupoBaHuUIo n MeTPOnorum B cetn MHTepHeT nnm no exxerogHomMy MHpopMaLuoHHOMY
yKkasaTenio «HaunoHarnbHbIe CTaHAapTbi», KOTOPbI ONy6NMKOBaH Mo COCTOAHMIO Ha 1 SHBapPs TEKYLLEro roaa, 1 rno Bbinyc-
KaM exemMecAa4HOro MHMOpPMaLUMOHHOrO ykasaTtensi « HaunoHanbHble cTaHaapThi» 3a TEKYLWMIA rof. Ecnm cebinoyHbin cTax-
JapT 3aMeHeH (M3MEeHEH), TO NPV NONb30BAaHUM HACTOAWUM CTaHAAPTOM criefyeT PyKOBOACTBOBATLCSH 3aMEHSIIOLUM
(M3MeHeHHbIM) cTaHaapToM. Ecnun ceobinouHbii cTanAapT OTMeHeH 6e3 3ameHbl, TO NONoXeHUe, B KOTOPOM JJaHa CCbinkaHa
Hero, NPYMEHAETCA B 4acTW, HE 3aTparnBaioLLen 3Ty CCbINKy.

Uzpanne opnumnansHoe
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3 TepMuHbI M onpeaeneHus

B HacTosiwem crtaHgapte npumeHeHbl TepmuHbl no MOCT IEC 60601-2-22, TOCT IEC 60825-1,
FOCT P 55719, a Takke cneayoLime TePMUHBI C COOTBETCTBYOLLIMMU ONpeeneHUsIMU:

3.1 ANUTeNbHOCTb 3IKCNO3ULUMU: [NUTENbHOCTL UMNYNbLCA UMM CEPUN, UMK MOCNEA0BaTENbHOCTH
NUMMYbCOB, NN HENPEePbIBHON 3MUCCUN NTa3ePHOMO U3NyYeHUsi Npy NnonagaHWu Ha Teno YyenoBeka. [ins nocne-
[A0BaTeNbHOCTU UMMYSIbCOB — 3TO AINTENbHOCTb MEXAY TOYKOW MOSNOBUHBI MUKOBOW MOLLHOCTU NEpPBOro
NMMySbCa U TOYKOM NOSTOBUHBI MUKOBON MOLLHOCTU NOCIeAHEro UMy bea.

3.2 nasep: JTioboi npubop, KOTOPLIA MOXET reHepUpPOBaTh UIU YCUIIUBATL 3NEKTPOMAarHUTHOE U3nyde-
HWe B AnanasoHe AnnH BosiH oT 180 HM 4o 30 MKM 3a cHeT ABNEeHNs yCUIeHus cBeTa BblHY>KAEHHbIM U3JTy4YeHN-
em.

3.3 AnUTenbHOCTL UMNYNbca: VIHTepBan BpeMeHU, UsMepeHHbIA MexXay MOMeHTaMu, COOTBETCTBYIO-
LLMMW MOSIOBMHE MUKOBOWN MOLLHOCTW B Ha4Yare 1 B KoHUe UMNyrbca.

3.4 ny4HaBeaeHua: ManyveHne BUAUMOro AnanasoHa, KonnuHeapHoe paboyemMy nsnydeHuto (Npu ero
BKIOYEHUN), obecneynBatoLLee BUAMMOE NATHO B MeCTe NonaaaHus Ha 00 beKT BO3aeAcTBUA unu nobon npea-
MeT, HaxoasaLmWncs Ha NyTy TpaekTopun paboyero u3nyyeHus.

3.5 ycTponcTBoO BKMIOYEHUs pabouero U3ny4eHuUsn: YCTporicTBO, NPUBOAMMOE B A€NCTBMNE PYKOA UNN
HOroM, No3BoNAOLLIEE OCYLLECTBUTL BKITHOYEHUE UK OTKMoYeHWe paboyero UsnyyeHus.

3.6 uHauMKaTop BKNOUYeHUA paboyero naszepHoro UsnyveHus: Bugumeli n/unu 3sykoBsomn curHan,
KOTOpPbIN yKa3blBaeT, YTO Ha BbIXOAe annapaTta nossnseTtca paboyee nsnyveHue.

3.7 pabouee nany4enue: JlazepHoe usnyveHue, obecnevnsaroLLee JOCTUKEHUE XUPYPTUHECKUX, KOC-
MeTUYECKUX, TepaneBTUYeCKNX N1 GUarHocTUYeCKUX Lenen.

3.8 pexum «rotoBHocTb»: Pexum paboTbl annapata, npu KOTOPOM OH cnocobeH nogaTb pabovee
n3nyyYeHne B Nepeaarollyro ONTUHECKYIo CUCTEMY MPU aKTUBaLMKN YCTPOMUCTBA BKOYEeHUA pabodero usny-
YeHusl.

4 O6wme TpebGoBaHUsA K coaepXaHNIO TeXHUYECKOro 3aaaHus
ANs rocyaapcTBeHHbIX 3aKynoK MeaULIMHCKOro o6opyaoBaHus

4.1 T3paspabaTbiBaeTcs 3akazumkoM. T3onpeaenseTt npeaMeT pasmeLLeHus 3akasa Ha 3akynky BMO.

4.2 O6wwe TpeboBaHus k nogrotoBke T3 U Ux ohopMIIEeHUIO NPU NPOBEAEHUN rOCYAaPCTBEHHBIX 3aKy-
nok onpegeneHol B FOCT P 55719.

4.3 T3 Ha3akynky BMO gomxkHo cogepxaTb TpeboBaHMs TONBKO K TEM XapaKTepucTukam, Kotopble per-
namMeHTUPOoBaHbl HACTOALWNUM CTaHAapTOM. 3akaszunk Bnpase He BKIloYaTh B T3 HeCyLeCTBEHHbIE AnA Hero
TpeboBaHus.

4.4 3akasuuk Bnpase BkNoUUTL B T3 Ha 3akynky BMO TpeboBaHus, He pernameHTUpoBaHHbIe HAcTos-
WM CTaHOApTOM, €Cnii OHW He NMpoTUBOpeYaT AEACTBYIOLIMM HOPMAaTUBHO-NPaBoOBbLIM akTam Poccuiickon
denepaumn. MNpr aToM 3akazumnk 06s13aH 0g4HO3HAYHO 0BOCHOBATL COOTBETCTBYHOLLME NOBbIWEHHbIE NOTPe6u-
TenbcKkne, TeXHUYeckue u/nnu pyHKLMoHanNbHble XapakTepUCTUKN.

4.5 HeBbinonHeHue TpeboBaHuWii, OTMEYEHHbIX B pasaene 5 3HaKoM «*», He MOXET CYXXWUTb OCHOBaHUEM
OIS NCKIMIOYEHUS U3 YMcna YHaCTHUKOB KOHKYPCa (ayKuuoHa).

4.6 TMpu Npounx paBHbIX YCIOBUSIX BEINONHEHUE TPeBOBaHMIA, OTMEUYEHHBIX 3HAKOM «*», AOMKHO YUNTbI-
BaTbCS KOHKYPCHOW KOCMUCCUEN Npy onpeaeneHnn nobeanTterns KOHKypca (ayKUUMoHa).

4.7 OTBETCTBEHHOCTb 3a MOMHOTY U AOCTATOYHOCTb T3 NEXMUT Ha 3akasuuke.

5 TexHMYeCKMe XapaKTepUCTUKWN, yKasbiBaeMble B TEXHUYECKOM 3afaHnun

XapakTepucTuky (MapameTphbl), KOTOPbIE AOMKHBI BbITL BKNOYEHbI B T3 Ha roCcyAapCTBEHHYIO 3aKynKy:
- Tvn nasepa* (AUM:Ho, AUIMNd, BeAl204:Cr3+, Ha Tm-akTUBUPOBaAHHOM BOMOKHE U T. A.);
- AuanasoH AfTMH BOMH U3MYyYEHUsT*, MKM;
pexumbl paboTbl Nasepa (MMNYNbLCHBIA, UMIYIbCHO-NEePUOANYECKNA, HEMPEPBLIBHBIA U T. A.);

- MUHUManbHBIA OXBaT AvanasoHa perynupoBkd ANNTeNbHOCTU UMNYbCa B UMMYSILCHO-Nepuoguyec-
KOM pexume, MC, He MeHee;

- War yCTaHOBKM ANIUTENbHOCTA UMNYbCa B UMIMYSIbCHO-NEPUOANYECKOM PeXUMe, Mc, He Bonee;

- MWHUManbHBIA OXBaT AvanasoHa perynupoBkn ANUTENbHOCTU Nay3bl B UMIMYSIbCHO-MEePUOONHECKOM
pexume, MC, He MeHee;

- War ycTaHOBKU ANIUTENLHOCTU Nay3bl B UMNYMbCHO-NePUOANYECcKOM pexume, Mc, He 6onee;
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yacToTa criefoBaHNa UMNYbLCOB B UMNYNbCHO-NEPUoAUYECcKOM pexume, Ny, He MeHee;
MakcMmarbHas aHeprus UMnynbca nsnydeHus, [k, He meHee;

MaKkcumarnbsHasi cpeHsAst MOLLHOCTb 13nyyeHus, BT, He MeHee;

BpPEMS BbIXOa B PEXUM «FOTOBHOCTbY, C, He Gonee;

cucTema oxnaxaeHus nasepa* (BCTpOeHHas, aBTOHOMHas, XUAKOCTHas, BO3AyLIHasA);

AvanasoH QuaMeTpOoB CBETOHECYLLEN XWITbl UCNOSb3YEMbIX CBETOBOAOB, MKM;

MWUHUManbHbIA BHELLUHWUA AnaMeTp UCNOoSb3yeMbIX CBETOBOAOB, MKM, He Bonee;

obecneveHue paspyLueHus (chbparMeHTaumns unm pacneiieHune) paboymm UsnyyeHnemM KOHKPEMEHTOB C

ykas3aHHbIMU XapaKkTepUucTukaMmu: nokannsauna, pasmepsbl, COCTaB,

MUHUMAasbHasA CKOPOCTb paspyLLUeHNs KOHKPEMEHTOB* B peXunmMe:
1) dparmeHTaunmn, Mr/MnH, He MeHee;
2) pacnbinieHus, Mr/MuH, He MeHee;
[ONOMHNTENbHBIE BOSMOXHOCTU annaparta: abnsauus, koarynsauus, pesekuus (Hannmuue);
nyd HasedeHus (Hanuyne);
YCTPOWMCTBO BKIIIOYEHUA paboyvero nanyveHuns (HoxHas negars U/unm pyvyHoe BKIHYEHUE);
UHANKATOP HanNM4us nasepHoro nany4eHns (CBeToBON U/nu 3ByKOBON);
HanpsbkeHue nuTanHus, B;
vyacrtoTa, 'y,
rapaHTUAHBIA CPOK 3KCNyaTauum, neT, He MeHee;
HOPMaTUBHBI CPOK 3KCNyaTauum, neT, He MeHee.

MepeyeHb HOPMATUBHBLIX JOKYMEHTOB, KOTOPLIM AOIMKEH COOTBETCTBOBATL annapat ANsl NMMTOTpUIcun
nasepHbIA, NpeacTasneH B NpuioxeHun A (tabnmua A.1).

6 Tpe6oBaHusA kK 0hOpMMNEeHNO TEXHUYECKOro 3aaaHuns

MpuMep MeanKo-TEXHNYECKNX XapaKkTepncTUK NasepHoro annaparta Ans AMToTpuncun npuBeaeH B npu-
noxeHun b (tabnuua B.1).

* He MOXeT CNyXuTb OCHOBAHMEM AJ151 MCKIIOYEHWUS1 U3 YNCNA YHACTHUKOB KOHKYpca (aykuuona). [lomkHo 6biTb
YHTEHO KOHKYPCHON KOMUCCHEN.
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MpunoxeHne A
(obsaszaTenbHoe)

nepequb HOPMaTUBHbLIX AOKYMEHTOB, KOTOPbIM A0JT)KeH COOTBETCTBOBaTb naseprn?l annapart

Ta6nwuuya A1

AnAa nuToTpuncun

O60o3HaveHue

HaumeHoBaHune

MOCT 31581—2012

JlazepHas 6e3onacHocTb. O6Wwme TpeGoBaHus npy pa3paboTke W 3KCnnyaraumm
NnasepHbIX N3genun

OCT IEC 60601-2-22—2011

M3genusa meguumnHckme anekTpuyeckne. Yactb 2-22. YactHble TpeboBaHus k be-
30MacCHOCTU Npu paboTe ¢ XMPYPrMYeckUM, KOCMETNYECKUM, TePaneBTUYECKUM U
OVMarHoCTUYEeCcKUM nasepHbiM 060pya0BaHNEM

MOCT IEC 60825-1—2013

BesonacHocTb nasepHon annapatypsl. YacTte 1. Knaccudukauus obopyagosaHms,
TpebGoBaHWs U PYKOBOACTBO AN NoNb3oBaTenem

FOCT P M3K 60601-1-2010

M3genusa meamumHckue anekTpudeckme. Yacte 1. O6wme TpeboBaHus Gesonac-
HOCTU C Y4ETOM OCHOBHbIX (PYHKLMOHANBHbLIX XapakTepucTmK

CaHluH Ne 5804—91

CaHuTapHble HOPMbI M NpaBuna yCTPoicTBa W SKCNnyaTauum nasepos




MpwnoxeHne b
(cnpaBo4Hoe)
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I'Ipvlmep MeAUKO-TeXHUYEeCKUX XapaKTepuUCTUK nasepHoOro annapara gnAa nuroTtpuncuu

Tabnwua b.A

XapakTepucTtuka (napamerp)

3HaveHue

Mpumevarue

TMn nasepa*

Ha Tm-akTnempoBaHHOM
BOITOKHE

ananasoH AnvHbl BOTMHbI VI3J'Iy‘-IeHVIF|*, MKM

1,9—2,1

pexumsl paboTbl Nasepa:

VMNyneCHBIV, umny-
NbCHO-NEPUOANHECKUN,
HenpepbIBHLIN

- MMHVMManbHbIA OXBaT AManasoHa perynvpoBkU ANUTENBHOCTU UM- 0,1—1000
nynbca B UMIMYNbCHO-NEPNOANHECKOM PEXUME, MC, HE MEHee

- war ycTaHOBKW ANWUTENBHOCTU MMMYNbca B UMMYIbCHO-Nepuoau- 0,1
YECKOM pexume, Mc, He bornee

- MMHVMManbHbIA OXBaT AMana3oHa PerynmpoBKU ANUTENbHOCTY nay- 0,1—1000
3bl B UMMNYIIbCHO-NEPUOANYECKOM PEXMME, MC, HE MEHee

- war ycTaHOBKWM ANUTENbHOCTM MNay3bl B UMMYMNbCHO-Nepuoanyec- 0,1
KOM pexunme, Mmc, He Gonee

- YacToTa crnefioBaHusi UMMNYbCOB B UMIMYJIbCHO-NEPUOANYECKOM pe- 20
xume, U, He MeHee

- MakcumarbHasi 3Heprvsa MMNynbsca uanydenus, [x, He Gonee 20

- MakcvmaneHasi cpegHssi MOWHOCTb uanyyenus, BT, He meHee 100

- BpPeMsi BbIX04a B PEXUM «FOTOBHOCTb», MWH, He Gonee 15

cucrtema oxnaxageHums nasepa*

BcTpoenHas, BosgywiHas

- AManasoH gnameTpa CBETOHECYLLEW XWIbl UCMOMNb3yeMbIX CBETO- 200—600
BOJOB, MKM
- MMHVManbHbIA BHELWHWUI AaMeTp UCNOMNb3yeMbIX CBETOBOJAOB, MM, 1,8

He Gonee

obGecneveHne paspyLLeHnsi pabounmm U3ny4YeHMeM KOHKPEMEHTOB C

YKa3aHHbIMWN XapakTepucTtukamm

PparmeHTauusi (HaTpus
ypaT MoHormgpar, 4nvHa
10 MM, MOYEBOI Ny3bIpb)

MUWHVMAaIIbHasi CKOPOCTb Pa3pyLLEHUs] KOHKPEMEHTOB® B pEXUME:
1) dparmeHTaumm, Mr/MVH, He MeHes;
2) pacnbifneHusi, Mr/MWH, He MeHee

1) 200;
2) 100

AononHUTeNnbHblE BO3SMOXHOCTU annapara

ABnsaums, koarynsiums,
pesekuus

nyd HaBegeHuns

Hanwnuwne

YCTPOWCTBO BKITIOUEHUsT paboyero nany4eHus

HoxHas neganb

WHOWKaTOP Hann4vna nasepHoro nany4eHuns

CBeTOBOIN U 3BYKOBON

HanpsixeHne NuTaxus, B

220B+10%

- vyacToTa, 'y 50/60
- TapaHTUVHLIV CPOK SKCNMyaTauwm, neT, He MeHee 1
- HOPMAaTUBHbLIV CPOK 3KCMNyaTtauuu, neT, He MeHee 3

MpuMedaHue— KonnmiecTBEHHbIE U KAYECTBEHHbLIE 3HAYEHUSI XapaKkTEPUCTUK HOCHAT CNPaBOYHLIN XapaKTep.
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KntoueBble crnoBa: rocyfapcTBeHHas 3akynka, MeguLMHCKoe 3MeKkTpuieckoe usgenuve, nasepHas nutoTpun-
CUS, MHTpaKopnopanbHblil NasepHbI TMTOTPUNTER
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