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1. HanmeHoBaHme MeanUMNHCKOTIo mn3genuns

«HaKOHEeYHUK CTOMAaTONIOrMYecKnin TypbuHHbIi AYPME/L ¢ npuHagnexHoctamm no TY 32.50.11-
001-40227038-2018»

MpounssoanTtens: AO «3YP-ME/[, OeHTtangeno», Poccus, 143360, MockoBckas 06:., Hapos
®OMUHCKMNIA p-OH, I. Anpeneska, yn. OKTabpbckas, 4.9

Ten.:+7 (495) 983-10-72,

sk@eurmed.ru

2. CocTaB MegNLUNHCKOIo usfenus

«HaKOHEYHNK CTOMAaTO/IOMMYeCKNIA TYPOUHHBLIA QY PME/[, C NPpUHAANEXHOCTIMN Mo TY
32.50.11-001-40227038-2018»

NCNOHEHNS:

1 HakoHe4yHMK CTOMaTONOrn4ecknini TypbuHHoli AYPME/L TC-001 ¢ nofCBETKON B COCTaBe:
1 HakoHe4HWK TypOuHHbIi YPME/L TC-001

2. MepexofHUK 6bICTPOCHEMHBIN (MPK HEO6XDANMOCTN)

3. IHCTpyKUMA No akcnayartayum

MpuHagnexHocTn

1 Habop koney - 5 WT. B yNnakoBke

2. bop-(haHTOM

3. ApanTep 418 CMa3Ku

4. Irna gna YncTkun

Il. HakKOHeYHWK cTOMATONOrnveckuit- TypbuHHoli 9YPME/L T-001 B cocTase:
1. HakOHeYHUK TypOouMHHbIA 3YPME/ T-001

2. IHCTpyKUMAa no akecnayaTaunm

MpuHagnexxHocTu

1 bop-haHTOM

2. rna ona ymcTku

3. HasHaueHune MeANUNHCKOIo nsgenns, I'IOTGHLI,I/I&J'IbeIVI I'IOTpE6I/ITeI'Ib

N3genve npegHasHavyeHO= And  npugaHns  paboyemy. CTOMATONOrMYECKOMY  UHCTPYMEHTY
BpaLLaTeNbHOro ABUXEHUA NpK npenapupoBaHum n 06paboTke 3y60B.

[aHHoe wu3penve [OMNYCKAeTCAa WCNOMb30BaTb TOMLKO KBaIM(PUUUPOBAHHOMY MeAULUHCKOMY
cneuunanncty, o06y4yeHHOMY paboTe C faHHbIM BUAOM U3LENNIA.

4. NokKa3aHusA
M3penve nokasaHo™ NpM nNpoBeAeHUU TepaneBTMYECKOro W OpTOMeAMYECKOro JfleyeHus B
cTomMaTtonorumn.

5. NpoTmBonokasaHma
OTcyTCTBYIOT

6. Bo3MOXXHble M0604YHbIE feCcTBUSA
OTcyTCTBYIOT

7. ObpacTb npuMeHeHUA
Crtomaronorus.

8-Ycnosna NnpuMeHeHuUs
| Me,CI,VILWIHCKOG n3penne nNpuMeHdaeTca B cneynann3npoBaHHBIX CTOMaTO/IOTMYECKUX neyebHbIX
yypexxaeHunax, CTOMaTO/IornyecKnx KabnHeTax cneunanbHO 06y‘-IeHHbIM MeanLNHCKUM
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nepcoHanoM. HakOHEYHWKM CTOMATO/IOTMYECKNE N3TOTAB/IMBAKOTCA B KIMMATUYECKOM MCMOMIHEHUN
YXN 4.2.

MpuMeHAOTCA Npyn TemnepaTtype Bo3gyxa ot 10 go 30°C

BnaxxHocTb Bo3gyxa ot 20 go 80 %

9. OnpegeneHne YPOBHA PUCKOB MO KaXAoOMy MWCTOYHUKY MNOTEHLMANbHOM

onacHoOCTKn
[ns KaXAoro MCTOYHMKA OMacHOCTM 6blfa NpousBefieHa OLleHKA PUCKOB B (GOOTBETCTBUU C

Howmep McTouHuK MoTeHLanbHbIM BnnaHune oTkasa OueHka pucka

prcka 0onacHoCTy 0TKa3 I3epoAT ICpUTUH 3HaveHve
HOCTb  OCTb  puCKa

QNIEKTPOMAIHUTHAA SHEPT A

R001 HakoHeuHnK TC-001 3 1 3
MOXKET OblTb

BOCMPUUMYUBBIM K

ANeKTpoOMarHUTHbIE nomexam, HecTtabunbHoe n3nyyeHue

nons CO3/1aBaeMbIM cBeToamMoaa

3N1EKTPOMarHUTHLIMM 4

nonam, AM6o camo
c034aBaTh NOMEXY v (

Tennosas aHeprus

R002 Mpi1 oTKa3e BOAHO- 3 2 6
BO3AYLUHOIO
OXXKAEHNS Heygno6ctBa-Ang naumeHTa
BO3MOXXEH Harpes
BbIcoKas n3penns
RO03  Temnepatypa Mpv 4NUTENbHOW 2 3
paboTe BO3MOXEH Heyao6cTBO ANnst
HarpeB KHOMKW nauveHTa/Heyf06CTBO 418
FONOBKM rMo/b30BaTeNs
HaKOHEeYHUKa

Buonoruyeckne enacHocTn

R004 Mpw HecobnoaeHUN 2 16
npaBu/1 OUYNUCTKM,
Le3nHpeKLmmn 1

CTEPVINSaLIV bakTepunanbHoe 3apaxeHue
GaKTepraibHas BO3MOXEH MepeHac pvan P
o paHeBO NOBEPXHOCTYU
NH(eKuns 6aKTepuasnbHoi

CNIU3NCTON NauueHTa
NH(eKunn oT

HaKOHeYHMKa K
nauueHTy

R005 Mpwv HecobarOLEHMN 2 16

Mpasu OYUCTKMN,

Le3nHpeKLnn 1

cTepuam3alnm BupycHoe 3apaxXeHve

BO3MOXEH MepeHoC paHeBO NOBEPXHOCTY
BUPYCHOW MH(eKLMM CNM3NCTON NaLueHTa

OT HaKOHEYHMKa K

naumeHTy

BupycHas
NHpeKLms

OMNMACHOCTW, CBA3AHHBLIE C YNPABJIEHVEM
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RO06

R0O07

RO08

RO09

RO10

ROII

RO12

3acopeHue
HeKoppeKTHbI N oTBEpPCTUIA NS BOAO-
HeHaanexalui BO3AYLLHOM Cmecw,
pe3ynbTaT um HapyLUueHne HeyAo6CTBO Ans NaleHTa
(byHKLMOHANIBHOCTb oXaXKaeHms,
neperpes

OLWBKA UCITOJIb3OBAHNA

Monb3oBaresb HakoHe4YHVK He paboTaeT
OLWM60YHO BbIGPaN
AN19 HaKOHeYHMKa
HEKOPPEKTHOE
COeViHeHue co
CTOMATOI0r NYECKOA
YCTaHOBKOIA

Monb3oBaresns HakoHeuHVK He paboTaet
OLLUMBOYHO 3aKpenun
B HAaKOHEYHNK
pabounii UHCTPYMEHT
C HenoAXoAALMM

OTKa3, CBA3aHHbIN C
HEBHUMATEILHOCTbIO

AVNamMeTpOM
XBOCTOBMKa
Monb3esare/sb M0 [MaaeHMe HAKOHEUHMKA,
OKOHYaHW paboTbl BbIXOf, €ro 13 GTpos

He AOMeCTu/
HaKOHEYHWK Ha
MOAXOAALLYIO Oropy
[1onb30BaTens Bbixof HakOHEYHMKa 13
HeZl0CTaTOuHO CTpost
MOLrOTOBJIEH K
paboTe ¢ n3genvem

PYKOBO/ACTBO O 3KCIIYATALINN

HeHagnexatye. KoMnnekT noctaBkM  HakOHEeYHWK He paboTaeT
crneyupmrKaLmm He COOTBETCTBYET

KOMMNEKTHOCTH, [OKyMeHTaLmm
KoTopas 6yaer npov3BoAuTENS
1CMO/Mb30BATECH C
MeLNLMHCKNM
YCTPOICTBOM

Monb3oBatesnb He  ‘F]0Nb30BaATENb HE MOXET
MOXET MOHSATb KUCMO/b30BaTh HAKOHEUYHUK
PYKOBOACTBO MO /~ .10 HAa3HAYEHWUHO

CnunLLKOM=ETOXHOEe
PYKOBOACTBO MO

|BLUAbI OTKA3O0B

R0013

ROM

aKCn/yaTaumm
akcnyartaumm
HecooTBeTCTBYHOL, LLinaHr HecTabunibHoe n3yyeHve
ee-AnNTaHne CTOMATONOrNMYeckoin CBETOAMOMA
yCTaHoOBKM fAnd TC-

001 wmmeeT/AUTaHWUE,
OT/INYHOE OT. 3,2 0,
2 B noerostHHOro

TOKa.
HeoxugaHHas YCTpOWCTBO MOXKET BbIX0[ HAaKOHEYHMKa U3
noteps ObITh (PU3NYECKM  CTPOS
3NeKTPUYECKOIA/ MoBPeXAEHO B
MeXaHN4ecKoMm pe3ynbTarte
LIeNOCTHOCTU BO3AeNCTBUA
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TSXKEN0oro oobeKTa
WIn NpU NageHnn Ha
non * 1l

OueHKa 0CTaTOYHbIX PUCKOB
Mocne NpMMeHeHUs Mep MO KOHTPOJII0 PUCKOB, 06ULMe OCTaTOYHble PUCKU ObIIU-/OLIEHEHbI KaK
npuemnemblie. (OTpaxeHo B oKyMeHTe daiin meHegkMmeHTa pucka Ne P-H-01-2018).

9.2 Mepbl NPefoCTOPOXKHOCTH

1 HaKOHeYHWK CTOMATONOrnYecKuin TypOouHHbIN JOYPME[ TC-001 ¢ pofcBeTKOW Tpebyet
NMPUMeEHEHUs crneumnanbHbIX Mep A4na obecnevyeHUs 3N1eKTPOMArHUTHOW COBMECTUMOCTM (cM. .20
«ON1IeKTPOMarHMTHasg COBMeCTMMOCTbY).

2. KHOMKa HakKOHeYHuKa Mnpu [ANUTeNbHOW  paboTe MOXeT HarpeBaTbesd, HE PEKOMEeHAyeTcs
nonb3oBaTeNto npukacaTbCqd K Heil BO Bpema paboTbl.  [lonb3oBaTesib» JO/HKEH paboTaTb B
MeLULUHCKMX nepyaTKax.

3. Monb3oBaTe/b LO/MKEH 3aluaTh MArKne TKaHW nauneHTa (A3blK, WEKK, rydbl U T.M.) C NOMOLLbIO
peTpakTopa WM CTOMAaTO/I0rMyeckoro( 3epkana BO MW36exaHWe COMNPUKOCHOBEHWS C HarpeTou
KHOMKOWN HaKOHeYHMKa.

4. CobnwopgainTe npaBumna OUYUCTKKA,™ Ae3NH(EKLUUM U  CTepuas3auum HakoHeyHukos! [Mpu
Heco6t04eHNN 3TUX NpaBu BO3MOXEH NepeHOC 6akTepuanbHON M Mnn BUPYCHON MH(eKLuMn oT
N3Lenns K NauueHTy.

6. Mepel KaxAblM MNpvMeHeHUEeM ) NpoBepsiiTe COCTOAHWE OTBEPCTUI [ANA BOLO-BO3AYLUHOIO
oxnaxpaeHus. Micnonb3yiTte Urny 418 YNCTKU.

7. Mepes NoAcCOeAMHEHNEM HAKOHEBYHMKA K LUAaHTy CTOMATO/IOIMYeCKO YCTaHOBKM Yb6eanTech B UX
COBMECTUMOCTM.

8. 3akpennainTe B HaKOHEYHWUKE TO/IbKO COBMeCTUMble C HUM-Paboyme UHCTPYMeHTbl. [lpoBepbTe
nepeg 3akpensieHeM TUN XBOCTOBMKA paboyero MHCTpyMeHTa:

9. Mo okoH4YaHWY paboTbl HEOHXOAMMO MOMECTUTb HAKOHEYHUK Ha MOAXOAALLYI0 0nopy.

10. K ucnosib3oBaHW0 HakOHEeYHUKa [ONycKaeTcs TONIKO MeWULMHCKUIA paboTHUK, cneumanbHo
00y4eHHbI paboTe ¢ AaHHBIM U3genmem

11. Mepeps NnpMeHeHNeM-APOBePbTE KOMMNEKT NOCTaBKW MeAULNHCKOIO U3aenmns.

12. Mepes NpUMeHEHNEM03HAKOMbTECL C PYKOBOACTBOM MO 3KCNayaTauuu.

13. Ncnonb3yinte gnga_paboTbl BapMaHTa UCNOHEHUS HaKOHEYHMK CTOMATONOTMYECKUIN TYPOUHHDIV
3YPME/[ TC-001 c n0acBeTKOM COeAUHEHME C PEKOMEHAYEMbIM HanpsXXeHnem aas-ceetoamnoga 3,2
10, 2 B noctosHHOro Toka. CoejMHeHMe C WIaHrOM CTOMATO/I0MMYeCKON YCTAHOBKY C OT/IMYHBIMU
OT YKa3aHHbIX XapakKTepuCTUK Hanps>XeHUs MOXET MPMBECTU K MNOBbILLIEHWIO/\9IeKTPOMArHUTHOMN
AMUCCUN NN NOHUXEHUIO MOMEXOYCTONUYNBOCTH.

14. Mocne cnyy4yailHoro nafeHNs HaKOHeYHUKa 0BpaTUTeCh B CEPBUCHYIO CNYXOy ANA NPOBEPKU €ro
paboToCnoco6HOCTH.

10. Koaecnumkaynsa
HaKoHeYHMKIN No cTemneHW MOTEHLManbHOFO puUcKa NMPUMEHeHUs OTHOCATCA K Kfaccy 2a CorfiacHo
Tpeb6oaHMsim MTOCT 31508.
Mpu nNpoBefeHUN onepaLum HAKOHEYHUKWN KOHTAKTUPYIOT C KOXel MeaMLMHCKOro paboTHMKa, co
CAN3NCTBIMM 060M104KaMKM, NauuneHTa.-Big KOHTaKTa - KpaTKOBpPEMeHHbI (MeHee 24 yacoB).
CTengHb 3alinTbl UCMNONHEHUA HaKO@HEYHMK CTOMATONOrMYeCKNin TypouHHbli QYPME/L TC-001 c
MOACBETKOM OT JOCTyna K OMacHbIMYYacTAM, nonajaHus BHELWHUX TBepAblX MpeiMeToB U BOAbI -
1PX1.
Mo-3almnTe OT MOPaXeHUs 3NEKTPNYECKUM TOKOM WMCMNOSHEHWe HaKOHEeYHUK CTOMAaTO/IorMyecKui
TYypouHHbIN QYPME[ TC-001 ¢ noacBeTKoi oTHocuTcs K m3genusm knacca | no FOCT P M3K
60601-1 ¢ pabouel yacTbto Tuna BF.
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icnonHeHne HaKOHeYHMK CTOMATONOFMYECKUA TypOouHHbIA JYPMEL TC-001 ¢ noacBeTKOM
KnaccuuumpyoTea Kak n3genns npoLomKMTeNbHOro pexxuma paboThbl

WcnonHeHne HaKOHEYHUK CTOMATONOIMYECKUiA TypouHHbIE JQYPME/[ T-001 He sBnsetcs
3NIEKTPUYECKUM U3LENNEM.

MefuMUMHCKOe uU3genune npefHa3HavYeHo A1 MHOTOKPaTHOro NPUMeHEHWS.

11. PYHKUMNOHANbHbIE XapaKTEPUCTUKN

MeanumHckoe wnsgenne  «HaKOHEYHMK  CTOMATONIOrMYECKMIA TYPOUHHLIA - -OYPME[ ¢
npuHagnexHocTamm no TY 32.50.11-001-40227038-2018» paboTaeT B _COEAMHEHUN CO
CTOMAaTOM0rMYeCKMMM  yCTaHOBKaMM, MMELWMMY  BO3AYLWHbIA  TUN  NPUBOAE, Hanpumep,

«Komnpeccop ctomatonornyecknin KD  (Kompresor Diplomat) ¢ npuHagnexHoCcTamm»,
npoussoacTea ANTINOMAT DENTAL, Cnosakusa, ®C3 2012/13251 o1 05.06.2013 r., «YcTaHOBKa
ctomatonornyeckas CH1IRANA Cheese: CHIRANA Cheese, CHIRANA Cheese Easy, CHIRANA
Cheese E», npoussogctBa XMPAHA Megukan, Cnosakua, P3H 2013/250 ot 04.03.2013 r.,
«YCTaHOBKa cTomaTonormyeckas Fona 1000-.c npuHagnexdHoctamu», npomssogcrsa CHHOPA
OenTtan Cucteme ®owan Ko., ita., Knutan, ©C3 2009/03554 ot 24.04.2017-F:

* HaKOHeYHMK CTOMAaTO/IoOMNUYeCKNiA TypOuHHbIA QYPME/ TC-001 ¢ nofcBeTKoM
COeflMHAeTCA CO LUNAHTOM..CTOMATO/I0MMYeCKON YCTAaHOBKW 4epe3 6GbICTPOCHEMHbIV
nepexogHuK (pasbem TuRa,«Muasect LUX» co cBeTOAMOAOM ANA NOACBETKM (CM. M.
12). OneKTpuMYeckoe Halps>KeHWe MOoCTOAHHOro Toka, 3,2 += 0,2B Ha CBETOAMOL,
nofjaeTcs OT CTOMATOMOFMYECKON YCTaHOBKWU. Pabo4ui’ MHCTPYMEHT MPUBOAMTCA B
ABVDKEHME MOTOKOM ~CXaToro BO3fyXa, KOTOPbIA “AOJaeTCA Ha poTOp TYpOWHBI,
pacnofioXKeHHbIN BHYTPM FONOBKM HaKOHeYHMKa. /CkopocTb BpaweHusa fo 300 000
06/MWH.

* HaKOoHeYHWMK CTOMATOMOrNYeCKUIA TYpouHHbIN.IYPME/L T-001 coeanHseTcs co
LWNAHrOM CTOMATO/IOTMYECKON YCTAHOBKM C~~pasbeMoMm Tuna «MuasecT» 6e3
(hnbpoonTMkKM C-pe3b60BbIM coeAnHeHMeM (cm, M. 12). MpuBOAMTCA B ABMXKEHME
MOTOKOM CXAaTOFo BO3fyXa, KOTOPbI/ NojaetcsHa poTop TYPOUHbI, PacnonoXeHHbI
BHYTPW TOMOBKW. HaKOHEYHMKA. He ABNSeTCA; aneKTpuyeckum usgenmem. CKopocTb
BpaweHmsa 4o 300 000 06/MUH.

12. TeXHUYeCKNe XxapakKTepnucTuku MeguUUHCKOro n3genus
12.1 NcnonHeHue HaKOHEYHUK CTOMATQNOrMYyecKUn TypbuHHbHA QYPME/,

TC-001 @ noacBeTKoWM
BHewHnA B4 1 pa3mepbl UCMONHEHUA HaKOHEYHWMK CTOMATO/IOrMYecKuin TypomHHbli 3YPME/L
TC-001 ¢ nogceeTKol. NpeAcTaBfieHbl Ha puc. 1

A=125,5 £ 1.0 Mm

©+

Puc. 1
B CoCraB m3genna BXoaumT 6bICTp0C'beMHbII7I nepexoagHnK C 4YeTblipeXKaHa/lbHbIM pPa3bEMOM TUNa

«Mupggect LUX» (puc 2). MepexofHUK npegHazHayeH 415 6bICTPOA, CMeHbl HAKOHEYHMKA.

Bo3fyLUHble KaHa/bl /151 TYPOVHbI
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Bo3gyLUHble KaHabl /151 TYp6VHbI
KaHasibl 4151 CUCTeMbI OXNTaKAEHUS Boa-BO3AyX

KoHTaKTbI Ans prbpoonTukKn

Puc. 2
MepexofHK OGbICTPOCHEMHbIA HaKpPy4MBaAeTCA Ha LWAaHT CTOMaTO/IOrMYecKol YCTaHOBKMW, 3aTem
nepexoaHnK COCTblIKOBbIBae€TCA C HAKOHEYHUKOM.

XapaKTePUCTUKN HAKOHEYHNKA
KHONOYHbI 32)KNM
CeeToAmnofHasa nofeBeTKa, peKOMeHAYyeMOe Hanps>KeHne NoCcToAHHONO Toka 3,2 0, 2 B.
TpexToueyHasa cucTema cnpes
MepexofHMK 6bICTPOCLEMHbI A
Pabouee gasneHune so3gyxa: 250-320 klMa
CkopocTb Bpaw;eHus: o 300 00 o6/mMuH
Pacxopn Bo3ayxa 35 n/MuH
CKOpOCTb Nofayun oxnaxaarLwero cnpes npu gasneHun 200kMa; He 6onee 15 ,CI,M'J/MVIH
JOvameTtp xsocToBMKa: 1,6 MM,-Tun 3 B cOOTBETCTBMN C HopMamy MTOCT 26634-91
[nvnHa paboyero MHCTpPyMeHTa: 21-23 mm
Ycunue ana n3snevyeHns paboyuero MHCTPyMeHTa: He MeHee 22 H
YpoBeHb Wyma: He 6onee 8046(A)
BueHune 6e3 Harpysku: Hebonee 0,03 Mm

locnenoBate/IbHOCTb BbICTaBAEHUSA pa60qero JaBJ/IEHNA:

NpPOU3BECTU CMasky NpoCcTepPUIN30BaHHOTO HaKOHeYHWKa (cm. n. 19.
«CTepunbHOCTL/CTEpUAN3aLNA) B OTBEPCTUE AN NOAAYN BO3JYXa,
- NOAKNHOYNTL KOHTPO/bHbIA MaHOMETP MeX/Ay eTOMaTO/N0rMyYecKoil yCTaHOBKOM M MepexofHUKOM
ObICTPOCLEMHbIM,
-NOACOEANHUTL HAKOHEYHUK K NMEepexofHuKY,
- yCTaHOBUTb 6OpP;
- BK/IHOUYNTb YCTAHOBKY,
-ycTaHoBUTL pabouee gasneHue 2,5 - 3,2 6ap-(250 - 320 ka),
-BbIK/OUYNTL YCTAHOBKY. (Y CTaHOBKA N HAKOHEUYHUK «COrnacoBaHbl» U rOTOBbI K paboTe).

12.2. AcnonHeHWe HaKOHEYHUK-CTOMATO/IOMMYeCKUn TYROUHHbIN AYPME/L T-
001

BHelwHWiA’ BMA 1 pa3Mepbl BapuaHTa MCNonHeHUs HaKOHEeYHUK eTOMaTon0rmyeckuii TypOuHHbI
OYPME/, T-001 npeacTtaBneHbl Ha puc, 2.
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HakOHeYHWK MMeeT 4eTbipexKaHalbHbll pasbeM «MwupaseeT» 6e3 QUOPOONTUKM U eoefUHSAETCS
HENoCpeACTBEHHO CO LUIAHTOM CTOMATO/I0TMYECKOI YCTaHOBKMW.

Bo3ayLUHble KaHa/bl /IS TYPOUHBI

KaHasbl ans.cUCTeMbI OXNaXKAEHUS BOAA-BO3AYX

12.2.1. XapaKTepuCTUKN HaKOHEYHMKa
KHOMOYHbIW 3a)XNM
TpexToueyHas cucTemMa crnpes
Pabouee faBneHue Bo3gyxa: 250-320 klMa
CkopocTb BpaLl;eHns: <300 00 06/MuH
Pacxop Bo3gzoca 35 fMUH
CKopocTb nofgayn oxyaxgatollero cnpes npu gasaeHnm 200kMa: He 6onee 15 ,CI,M"/MI/IH
Onametp xsocToBuUKa: 1,6 MM, Tn 3 B cooTBeTCTBUN ¢ HopMamu MTOCT 26634-91
OnvHa paboyeromHcTpymeHTa: 21-23 Mm
Ycunue gna n3piedeHus 6opa: He MeHee 22 H
YpoBeHb Wyma:‘He 6onee 8046(A)
BueHne 6e3 Harpysku: He 6onee 0,03 Mm

12.2.2. TlopsAfOK BbICTaB/IeHNSA paboyero gaBneHus:

MocnefoBaTeALHOCTL BbICTABNEHNSA PAOOYEr0 AaBNeHNA:
nponsBecTyu CMa3sky NPOCTEPNIN30BAHHOIO HaKOHeYHunkKa (cm. . 19.
«CTepuisHoOCTL/CTEpMAN3ALNA) B OTBEPCTME ANA NMOLAaYM BO3A)0Ca,
- NOAK/MHOUNTL KOHTPO/IbHbIA MaHOMETP!MEXAY CTOMATO/IOrMYeCKOi YCTaHOBKON U HAKOHEYHUKOM,
-yCTaHOBUTL 60p,
- BK/IIOUNTb YCTAHOBKY,
-yCTaHOBUTL paboyee gasneHne 2,5+ 3,2 6ap (250 - 320 kMa),
-BBIK/IIOYNTbL YCTAHOBKY. (Y CTaHOBKA M HAKOHEYHUK «COracoBakb» 1 roToBbl K paboTe).

12.2.3. CmeHa paboyero MHCTPYMeHTa Y TYPOUHHbIX HAKOHEUHMKOB
N KHOMOYHbIWA 3aKMM UHCTPYMEHTA: OAHOBPEMEHHO HAXXMMUTE Ha KHOMOYHbIN 32)KUM 1 M3BNeKnTe 60p.

[ ycTaHOBKM HOBOIO 60pa HaXXMUTe KHOMKY M BCTaBbTe 60p A0 ynopa. OTNYCTUTE KHOMKY.
9
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C nomoulblo NErkoro ycunusa (HafaBiMBaHUA  potarmeaHus) y6efuTech ‘BNpaBUALHOCTU U
MPOYHOCTM YCTaHOBKM 6opa.

BHumaHue!

KHonka TypOWHHOIrO HaKOHEYHWKa MOXXeT HarpesaTbCA BO Bpemsi paboTbl’ M BbI3BaTb OXOIW.
[Monb3oBaTeno He cfeflyeT HaXumartb Ha Heé BO BpeMsA BpalleHMA MHCTPYyMeHTa. [lpu Hak/oHe
HaKOHeYHUKa creflyeT 3awniLaTte MArKMe TKaHn (A3bIK, WEKN, ryObl 1 T.M.) € MOMOLLbLIO peTpakTopa
WM CTOMAaTO0MMYeCcKOro 3epkana. VIHCTpYMEHT He [0/XeH NPUBOAMTLCA B LelicTBNe 6e3 paboyero
WNHCTPYMEHTA.

13. Hhopmayms, cofeprkaliasaca B KpaTKOM MHCTPYKLWIA NO aKCcnyaTaumm
B Kaxayro VHAMBUAYaNbH340 YNAKOBKY W3LeNnud BKNafbiBaeTca WHCTPYKUMA MO 3KCnayartayuu,
KOTOpas COAEPXUT cnegylowmne jaHHble:

HanmeHoBaHue nsgenns

MoTeHUMaNbHbIA NOb30BaTENb

Ycnosus npuMeHeHns

Ha3HaueHune

MokasaHus

lMpoTnBONOKa3aHUA

Mepbl NpefoCcTOPOXKHOCTY

OCHOBHblE XapaKTepUETUKN n3aenms

MeTofbl OUNCTKN,(AE3NH(EKL MU, CMA3KMN.

OnuvcaHue pexunma, CTepuamn3anmnm nepes npUMeHeHNeM

NHCTPYKLMA NO._MNOBTOPHOW 06paboTKe 1 cTepwan3aLms

Ycnosusa xpaHeHumsa

Ycnosuga akcpjiyatauum

Ytnnusauus

Ajpec nponsBoanTens

AfLpec CepBNCHOW Cny>obbl

14. Be3onacHble KOMOUHALMN ¢ Pa6OMUMN UHCTPYMEHTAMM

BapuaHT HakoHeyHUK HakoHeUYHUK

WUCRO/THEHWSA CTOMAaTOAOr MYECKNiA CTOMATONIOFMUECKWTA
Typ6upHbli ~ OYPME[L Typ6uHHbiA' YPMEQL T-
TC-001: ¢ noaceeTKoO 001

Tun coBmectumoro Twun3 Tun 3
XBOCTOBUKA B coorBeTcTBUN ¢ TOCT B coorBetctBUM ¢ [OCT
26634-91, 26634-91,
0-16 Mm 0 1,66mMm
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15. Macchbl, pasMepbl ¥ onucaHne MeANLLIMHCKOTO U3feNnns WAPUHAANEXHOCTe

HanmeHoBaHWe BHeLuHWiA Bug Macca (r)
|. HaKOHeYHNK 70r+ 1r
CTOMAaTO/10r N4ecKnii

TypbuHHbIN OYPME/[ TC-
001 c noacBeTKoOM

MepexoaHVK BbICTPOCHEMHBII 34+ 1r

(NnpegHa3HayeH Ans 6bICTPON CMEHbI
HaKOHEYHMKa)

0,12 +0,05r
Ha6op koney, - 5 wrt. B

ynakoBke

Konbua npegHasHaueHbl 418 YNA0THEHUS
1
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Pasmepbl, XapaKTepucTnku

O6uast AnnHa HakoHeyHMKa 116,0 £ 1,0 mm
[nuvHa c aganTtepom ansa cmaskm 1255 +1,0
MM.

[nameTp pyKosTKM B CaMOW LUMPOKOIA YacTu
16,0 £ 0,5 mm

Bbicota 28,0 + 0,5 MmMm.

[JunameTp ronoskn 12,8 £ 0,5 Mm

[N paboyero MHCTPyMeHTa C
xBocToBMKOM TUNa 3 no FOCT 26634-91
01,6 (-0,002) mm

3aKMMHOIA NaTPOH KHOMOYHOIO Tuna

O6uwas onnHa 69,5 £1,0 Mm
[wnameTp camoli LumMpokoi yactu 18,0 +
0,5 mm

[dvameTp BHYTPEeHHUI Manoro Kosbua:
4.0 £ 0,2 MM,

[dvameTp HapyXXHbIil Manoro KosbLa:
6.0 + 0,2 mMm.

W wnpuHa manoro konsbya 1,0+ 0,1 mm
MM



coeAUHEHNA NepexoaHUKa
6bICTpOC'beMHOFO C HAKOHEYHUKOM.

Bop-thaHTOM

MpenHasHayeH ans npegoTspaLleHns
nonagaHvie NOCTOPOHHUX YacTUL, B 3aXKUMHOM
MexaHW3M MpKY TPAHCMOPTUPOBKE Y XpaHEHUN.

AjpanTep 4N19 CMa3Ku

npeaHasHayeHa Ans CoefMHEHNs HaKOHEYHIIKA
C pacnbl/MTeNeM Ha (hriakoHe Npu CMasKe.

Urnasgna yncTkn

(Mcnonb3yeTca Anst NPOUNCTKN BOAO=BO3AYLLHbIX
KaHasioB Ha rofioBKe HaKOHEUHMKa)
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Q 28 +0,05
r

4r+05Tr

0,12+0,01 r

THwL
OvameTp BHYTPEHHUI 60NbLLUOIO
Konbua: 6,0 £ 0,2 mm.
[dvameTp HapyXXHbIi1 60/1bLIOTO
kKonbua 8,0 £ 0,2 Mm
L vpuHa 6onblioro konsua 1+ 0,1
MM
AOnvHa 19,0 £ 0,5 mm
OunameTp 1,6 £ 0,1 Mm

[nnHa 40,6 £ 0,5 Mm
Hapy>kHbIli fuameTp LWMPOKoid yactn 11,0
+ 0,5 Mm

OnvHa 33,0+ 3,0 mm
[JvaveTp npy>mHHoM Yactn 1,1 + 0,1 mm
[OnameTp octpoii yactn 0,3 Mm £ 0,05 MM



> HevrooHe > DIC

CTOMAaTO/IOrMYEeCcKn
TYypOuHHbIN AYPME/L T-
001
0, 28 £0,05
Bop-thaHTOM r
(NpegoTBpaLLaeT. monagaHve NOCTOPOHHUX YacTuL,
B 3a@KMMHOIA MEXaHWU3M NP TPaHCNOPTUPOBKE U
Wrna gnsg 4yuctku )aHeHU)
0,12+0,01 r

(Mcnosb3yeTcs 4N1s1 MPOYMCTKY BOAO-BO3AYLLHbLIX
KaHa/I0B Ha ro/fIoBKe HAKOHEUHWNKA)
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O6Luana giHa HakoHeYHuKa 132,0 = 1,0
MM;

[vameTp camoli LWNPOKOI YacT PYKOSITKM
16,0+ 0,5 mm

BbicoTa 28,0 £ 0,5 mm.

[Junametp ronoskn 12,8 £ 0,5 mMm.

[ns paboyero MHCTPYMeHTa C
xBocToBmkoMm Tuna 3 no FOCT 26634-91
0 1,6 (-0,002) mm

3a2)KMMHOI NaTpoOH KHOMOYHOrOo Tvna
OnvHa 19, + 0,5 mm
OunameTtp 1,6 Mmm £ 0,1 MM

OnmHa 33,0 £ 3,0 Mm
[unameTp npy>KnHHOM YacTn 1,1 + 0,1 mm
OunamveTp ocTtpoii yactn 0,3 Mm £ 0,05 Mm



16. CBegeHMA 0 maTepuanax

HanmeHoBaHue nsgenus MaTepuanbl, NpUMeHseMble MPU U3roTOBEHUN
nnu getanu un
NPUHaANEXHOETH
(nccnepgyemeble)

HakoHeuHunK
CTOMAaTO/I0TNYECKNIA
QYPME/ ¢
NPUHAANEXHOCTAMM MO
TY 32.50.11-001-
40227038-2018

I. HakoHeYHUK - Kopnyc HakoHeuHuKa: natyHb: CW614N (CuZn39Pb3)
CTOMATO/IOrNYeCKni rof0BKa, KHOMKa, ObICTPOCHEMHbIA NEPEXOAHMK:
TYp6UHHbI SYPMEL HepXaBetowasa ctanb: 1.4029 (X29CrS13)

TC-001 c noacBeTKOM O6paboTKa moBepxXHOCTK: MaToBas

- CTekno gna NoACBETKMU:

MCR-3.(FST-K3)

- AfanTep Ansd cmasku: AnioMuHuii GBIT 1173 ZL 104
- Nrpa ons ymctku:

Hepxkasetowana ctans GB Cril2

11 HakOHeYHUK =Kopnyc HaKOHeYHMKa, 4acTb 4718 (hMKCaLUN TONOBKU:
CTOMAaTO/10r nyeeKuni naTyHb: CW614N (CuZn39Pb3)

TYpOUHHbIA QYPME/[ T- _-'ronoBka, KHOMKa, ukcatop:

001 HepxaBetolan cTanb: 1.4029+(X29CrS13)

O6paboTKa NOBEPXHOCTUN: MaTOBas
- rna gns 4ncTku:
Hep>kasetowasa ctans GB/Cri2

LLlepoxoBaToOCTb NOBEPXHOCTM Kopnyca He HMWke Ra 0.8
HaKOHeYHuKa, (MKM)

TBepAocTb MaTepuana Kopnyca 50-55.HRC
HaKOHeYHMKa

O6paboTKa NOBEPXHOCTM mMaToBas

7. CTepUNbLHOCTb
MegmumHckoe n3genmne «HakoOHeYHUK CTOMATONornyecknii TypObuHHbIR QY PME/[ ¢ NpuHaANeXXHOCTAMM

m TY 32.50:11-001-40227038-2018» noCraBnseTca HecTepunbHbIM. [lepes nepsBbiM MPUMeEHEHVEM W
nooe KaxAoero ceaHca WCNOMb30BaHWA,TpebyeT npouefypbl OUYMCTIKW, [Ae3nH(eKLun, CMasku W
cTepunnsaumn. Msgenne npoMapKupoBaHO 3Ha4YKOM.

134C

18 CROCO6 NpMMeHeHNA MegULMHCKOro U3aenms

181 BBofA B skcnyaTauuio:

BrumaHve! Bce onepauum no MOArOTOBKe, OYUCTKe, Ae3WH(eKuUUM, cmaske, YNakoBbIBAHUIO B KpagT-
MKET, a TaKXe caM npouecc CTepuansaums HaKOHEYHUKOB MPOBOAATCA CMeLmanbHO O00YyYeHHbIM K
MPOVNHCTPYKTUPOBaHHLIM ~ MEAULMHCKUM  nepcoHanom  (MefWLMHCKON  CecTpoid WAM  acCUCTEHTOM
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crovatoniora). Crneuunanuct JofixkeH 6bITb B paboyem xanate, ro/IoBHOM y6ope, Pe3aMHOBbLIX MNepyaTkax,
MECKE U B 3aLLMTHBIX OYKaXx.

1811 MopsAfOK AeNCTBUIA NMpU NepBUYHON 06paboTKe:

113BneknTe HOBOE N3enne 13 yrnakoBKMU.
213BneknTe N3 HakKoHeYHKKa 6op-haHTom (cM. nm. 12.2.3.).
3 MpomoiiTe HaKOHEYHWUK U ObICTPOCHEMHbIN MepexoaHMK Noj NPOTOYHOM BOAOW NpW Temnepatype He

6omee 38 °C.

4T1pocylunTe BOA0-BO3YLLHbIE KaHa/bl CXXaTbIM BO34YXOM W BbITPUTE BECb UHCTPYMEHT TKaHb!0.

5 BOCNonb3yinTecb pPeKOMEHAOBAHHbIMW YUCTAWMMKU cpeacTBaMu (nepes NPUMEHEHMEM BCTPAXHUTE
Ga/V1OH C YNCTALLUM CPELCTBOM).

6 icnonb3yiiTe NPUHaANEXHOCTb afanTep An1d CMa3Ku.

7. [lepXXunte HaKOHEYHUK TOMI0BKOW BHU3, 3aKPbIB €€ BNaronornowaroweid TkaHste, 1 pacnblinTe Ynctauee

CPefcTBO B TeYeHue 1 cek.
8 OumncTnTE HApPY>XHYH NMOBEPXHOCTb HAKOHEYHMUKA MATKOWN TKaHbi0, CMOYEHHOW YNCTALLUM CPELCTBOM.

PekoMeHyeMble YACTSALLME CpeacTBa:
(«CpefcTBa ouMmlaloUiMe U CMa304Hble A CTOMATONOrMYECKUMX HAKOHEYHUKOB UM MUKPOMOTOPOB C

npuHagneXxxHocTaMm» npomssogcrea Bien=Air Dental SA, Lseiuyapma (©C3 2008/01569 ot 15.11.2016
r), oumwarouiee cpeacteo Lubrifluid 8 coctaBe MW «Cpefacrtsa0unwiatoline 1M cmasoyHble And
CTOMAaTO/IONMYeCKUX HAKOHEYHWUKOB W /MWKPOMOTOPOB C MPUHaANEeXHOCTAMU», MNpou3BoAcTBa Bien-Air

Dental SA, L Beinyapusa, ®C3 2008/01569 ot 15.11.2016.

9 lpousBeanTe cCMa3Ky HaKOHeYHWKA C NMOMOLLbIO ajanTepa ANS/CMasKyM U Mac/sHOro Cnpes B 0TBepCTUe
Anst NOACOeANHEHNS K CTOMATO/IOTYeCKO YCTaHOBKE.

PekomMeHOyeMble YNCTALLME U CMa30YHble cpeacTBa:
CpenctBo cma3oyHoe cripeit DENSIM - npuHagnexHoctb KMW «AHCTpYMeHTbI CTOMATON0rnyeckue

mexaHusuposaHHble DENSIM», npowussoactea "OAUNMNOMAT AEHTAJ c.p.o.", Cnosakus (P3H
2016/4091 o1 17 maa 2016;.r.); CwmasbiBatolwee cpenctBo- Lubrifluid (B8 coctaBe MW «CpegcTsa
oymlarolwime 1 CMasoyHble [ANA  CTOMATONOrMYECKWX HaKOHEYHUKOB U MUKPOMOTOPOB C
npuHagneXxHocTamu», npomssogcTea Bien-Air Dental SA, LWeliuapua, ®C3 2008/01569 ot
15.11.2016); cpeactso cmasouHoe KaVo, KaVo spray, (MW «CpepctBo cmasouHoe KaVo pgns
CTOMATO/IOTMYECKUX HAKOHEYHWKOB M MUKPOMOTOPOB» mnpoussogctea PP (PCS3..2010/06378 ot
03.06.15); macnsHblii-cOopein «MHOroyHKLUNOHaNbHasA CMa3Ka 418 CTOMATON0rM4eCKNX HAKOHEYHNKOB
«AC Onn» n «AC ‘omn+», opma Bbinycka: crpen, Xugkoct no TY 9391-005-59004022-2011»

npoussoactea PP (®CP 2011/11525 ot 26 gekabpsa-2017 r.).

\

4 Brumvarve! He NMPUMEHATb CPeaeTBa, coJepyKallue-Xaop, aueToH, anbaeruabl.

0. YcTaHoBUTE pabounini MHCTpYMeHT (60p).
1 MoAKNI0UYNTE HAKOHEYHUK K CTOMATO/IOrMYECKOW YCTaHOBKe, MPOBEPUB MNAOTHOCTb COESUHEHNS.

2. [lainTe nopaboTaTb HAKOHEYHWKY BXO/IOCTYHO B TeyeHue 15 cekyH[,.

3 Ypanute U3INLWKN CMa3KnM MATKOW CyXOil cantheTKoM.
4. OTCOeAUHUTE HAKOHEYHUK OT YCTAHOBKW/ObICTPOCHEMHOIO NepexoHuKa.

1812 CTtepunusaunsa nepes nepsbIM-NPUMeHeHNEM
MMocrie cMa3kn HAaKOHEYHUK M OGbICTPOCHEMHBIN NepexofHUK NoMeLLaloTes B KpaT-nakeT v 3arpyxarwTca B

MapoBoii CTepmnmn3atop (aBTOKNaB) Knacca «Bx»..
YTBepXEHHbI NPOU3BOAUTENIEM _METOL CTepuan3saumnu
HaCbILLeHHbIN Nap - NPUHYAUTENIbHOE U3rHaHue BO3LyXa.
YnakoBKa: 13fenve, ynakoBaHHOe-B KpalT-nakerT,
Temnepatypa: 134 °C (+ 1)°C

CrepuynmsaumoHHas Bbigep>kKKa: 20 MUHYT,

— B@XHOEe Tenno, aBTOKNaB Twuna B,
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M36bITouHoe flaBnieHue napa: 0,21 + 0,01 Mna
mBpevA cy i kn 18-20 MUHYT.

MpocTepunnsoBaHHOE U3fesnine roToBO K NPUMEHEHUIO.
Om onpegeneHns cpoka COXpaHeHWs CTepUbHOCTM 06paTUTeCb K WHCTPYKUMW MO MPUMEHEHUIO
MPOV3BOAMUTENIA UCMO/Ib3YEMOT0 KpadT-nakera.

BHumaHue! MIHCTpYMEHT He NOAXOANT AN18 Y/IbTPa3ByKOBOW CTepunnsayum.

18.2. IHCTPYKLMA Mo NOBTOPHOI 06paboTKe 1 cTepunmsaluu

BHumatine Bce onepauyun no NoaroToBKe, Ae3VHMEKLMN, OUYMCTKe, YNAKOBbIBAHUIO B KPaghT-NakeT, a Takke
caM Mpouecc CTEpUNIM3aLMA  HAKOHEYHWKOB MPOBOAATCA  CMeLMaabHO 06YYeHHbIM 1
MPOUHCTPYKTUPOBAaHHBIM MEAWLMHCKUM NePCcoHanom (MevLMHCKOW CECTpO UM acCUCTEHTOM
cromaronora). CrieumanucT JomkeH ObiTb B paboyeM xanate, rO/I0BHOM YGOpe, pPe3vHOBbLIX
nepyaTkax, Macke U B 3aLWTHBIX OUKax.

Mpn 04nCTKe 1 Ae3MH(EKLMM;HE NPUMEHSTb CPEACTBA, COAEPXKALLME XM0P, aLUeTOoH, albAernasl.
He norpy»aiite UHCTPYMEHT B IE3NH(ULIMPYIOLLME PACcTBOPLI.

CTOMAToNOrMYeckne  HakOHEYHWMKM  OTHOCATCA K  MEAWLUMHCKUM  M3JenusM,  KOoTopble
HEMOCPeACTBEHHO KOHTAKTUPYHOT CO CAU3MCTOM 0BONMOYKON NalieHTa, KOXel Mnonb3oBaTesns.
TakuMm 06pa3oM, HakKOHEUHWKW CneflyeT OTHECTU K rpynne MeAULMHEKUX W34enuiA, KoTopble
JO/KHBI MoJBepraTbCs MOBTOPHOM CTEpUIM3aLMM MOene KaXAOFO CeaHca UX 3KChjyaTauyu.
MocKo/bKY — CTOMATOMOTMYECKME HAKOHEUYHUKM WMEHOT BHYTpeHHWe noioeT  (KaHasbl
BO3/lyXOBO/JOB U CMPEsl) M, YUMTbIBas Haauume y TypOUHHbIX/ HaKOHEYHWUKOB acmypaLyioHHOro
aththexTa, M3nenMs. JOMKHbI NPOXOAMTb TLIATENbHYIO NpoLUeaypy OYMCTKY, Ae3uH(eKump,
CMasKu 1 CTEPUNIZALLMN TOMBKO B aBTOK/IaBE TuMa «B.

HakoHeUYHVKW HE“FIOAXOANT ANS YbTPa3BYKOBOW CTEPUANZALMM

OrpaHnyeHuts npu CTOMAaTO/OrM4eckne HaKOHEUHUKM BbIAEPXKWNBAIOT Ge3 MPU3HAKOB YXYALIEHWNS KadyecTBa He
NPOBEAEHNM MeHee 250 LMKIIOB CTEpUAM3aLK.

MOBTOPHOA

06paboTKn

MHCTPYKLUNU

MecTo HeT cneyuanbHbIx Tpe6oBaHuit

CNO/b30BaHMS

MoaroToBKa K e HakoHeYHVKM cToMaTonornyeekme TypouHHbIE ©6aAA0T 3(h(heKTOM 06PaTHOrO BCaCbIBAHUS.
AEKOHTaMUHaLn Mocne 3aBepLUeHIs, paboTbl U Mepef OTCOEAUHEHWEM TYPOMHHOTO HAKOHEYHWMKA OT LUMaHra YCTaHOBKY

Heo6X0AMMO, (He) “BblHMMasi 6Gopa M3 HaKOHEYHWKA,  JOAHOW pyKO/ MOMECTUTb HAKOHEYHWK B
MONMITUNEHOBBINA, Mpo3payHblii MakeT, a APYroii pyKoW 3axaTb BXOAHOE OTBepcTUe naketa. [anee
OCYLLECTBWTb Mofavy Bo3gyxa M cripess Ha 10-15 CekyHA AN MPOYMCTKM BHYTPEHHWUX KaHasoB
HaKOHeYHWKa. ) MakeT nNpuUMeHsieTcs A8 NpefoTBPalLeHUs BblGpPOCAa MHAULUMPOBAHHLIX Macc W3
HAKOHEUHMKa B OKPYXKatoLLMA BO3AYX KabUHETA.
*  [EC/M HaKoHe4HMK 6bln MOACOEAMHEH K BLICTPOCHEMHOMY MEPEXOAHUKY, OTCOEANHITE €ro Mepes
DUUCTKOIA.

OumncTka OunCTKa BHELLHASA
s~ CHATb HaKOHEYHVK e pyKasa yCTaHOBKW 1/ Ui OTCOEANHUTL OT NePEXOAHNKA OBICTPOCLEMHOTO.
*, HemenneHHO nomecTuTe u3genue B 3aKpbITblii NOTOK 411 MHCTPYMEHTOB U TEpPEHeCUTE B 30HY
06paboTKu.

e He yganas pabounii MHCTPYMERT M3 3aXMMa BO M36eXaHWe MonajaHus 3arpsasHeHus Ha
BHYTPEHHWE YaCTU HaKOHEYHWKA, MPOU3BECTU OYMCTKY BHELLHEl MOBEPXHOCTU MArKOA canteTKon c
MOMOLLIbIO CNeLmanbHbIX CPeACTBy(CM. N. [JononHUTeNbHaA UH(OPMaLUS)

e Tlocne BHeLLUHeN 0YNCTKMN BbIRYTb 13 HAKOHEYHMKA paboumnii MHCTPYMEHT.

OuUNCTKA BHYTPEHHASA

»  [lpomoiiTe HaKOHEYHWK MOL/RPOTOYHOI BOZON Mpy TemnepaType He 6osee 38 "C (puc. 1A)

e Ypanute npu HeO6XOAMMOCTI 3arpA3HeHNs U3 BOL0-BO3AYLUHbIX KaHaNOoB C MOMOLLLI0 UMbl 419
ymctku, (puc. 1B)

»  [pocyLmTte BOAO-BO3/YHIHbIE KaHAbI CKaTbIM BO3LYXOM W BbITPUTE BECb UHCTPYMEHT TKaHbIO.

o [lepen NpUMeHEHMEM BCTPAXHWUTE GaNNOH C YNCTALLMM CPEACTBOM,

e Vicnone3yiiTe Hacanky ana 6annoHa (puc. 1C).

e [lepxuTe HaKOHEYHWK, FONOBKOM BHM3, 3aKpbiB €e BMaronor/olliatoLeil TKaHblo, U pacnblinTe
yunCTALLIEe CPeACTBO B TEYEHVE 1 cek.

e OuucTUTE HapYXXHYI MOBEPXHOCTb HAKOHEUHWMKA MArKOM TKaHbi0, CMOYEHHOW YMUCTALLMM
CPefCTBOM.
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Je3nHexups
Cywka
Cmaska

YnakoBka
Crepunusaums

XpaHeHwue

[JononHnTensHas
MHhopmaLma

I/iBrotosuUTENb

Puc. 1 OuncTka HaKOHEYHMKOB

MpoanseHULMpPYiTe HaKOHEUHUK 70%-bIM CMMPTOBLIM PACTBOPOM C NMOMOLLbHO MAFKOI TKaHMW.
He npumeHseTcs
CmasKa NpoM3BOAMTCA Nepes KaKAOoH CTepuamsaumeil MM MMHAMYM 2 pasa B 4eHb (CM. puc. 2).
PekomeHzyemble cpeacTsa (CM. N. JANoAHUTeNbHasA UH(OopMaLWS).

e Wcnonb3yiite agantep Ans-cMaskm

e HaXmuTe Ha KHOMKY pacibiMTens n yaepxusaite B TeueHue 1 ¢

e YpanuTe U3ULLKN CMa3KV MArKo candeTkoi

»  Tlocne cMa3ky HaKOHEYHUKN CNedyeT XpaHUTb FO/I0BKOW BHU3 B CheLyanbHO eMKOCTU.

Puc. 2

M3aenve nomeLLaeTCcalB KpadT-nakeT noaxoaaLero pasmepa

YTBEPXKAEHHbIA METOA CTepunusaumy - BNXHOe TeNno, aBToknas Ttuna B, pabounit umkn:
HaCbILLEHHbIA Nap ==ApUHYANTENbHOE U3rHaHWe BO3ayXa.

YnaKoBKa; W3feave, ynakoBaHHoe B KpagiT-naker,

TemnepaTtypa: ‘134 °C (z+ 1)°C

CrepunusaLnoHHas Bblaepykka: 20 MUHYT.

N36bITOuHOE gaBneHue napa: 0,21 + 0,01 MMa

Bpems cyliku /18-20 MUHYT.

[ns onpepeneHUs Cpoka COXPaHeHUs CTepUILHOCTM 06paTUTECh K WHCTPYKUMM MO NPUMEHEHMIO
MPOV3BOAUTENS UCMO/b3YEMOr0 KpaghT-NakeTa.

* ~_PeKomeHfyeMble YMCTALLME CPeAcTBa:
(«CpepgeTBa oumLLaIoLLME Y CMa30YHbIe i1 CTOMATONOrMYECKUX HAKOHEYHWNKOB 1 MUKPOMOTOPOB C
nprHagaexXHocTaMU» NpouseoacTea Bien-Air Dental SA, LLseiiyapus (PC3 2008/01569 ot 15.11.2016
r.); oyuwatowee cpeacteo Lubrifluid B coctaBe-MIW «CpefcTBa ounLLatoLLme 1 CMa3oHHble Ang
CTOMATONMOMMYECKMX HAKOHEYHWNKOB 1 MUKPOMOTOPOB C NPUHaZANEXHOCTAMUY, NPOon3BeAcTea Bien-Air
Dentabh SA, Lseiiuapus, ®C3 2008/01569 o71'15.11.2016.

e PeKomeHfyeMble CMa304Hble CpescTBa:
CpepacTtBo cmazouHoe cnpeit DENS1M - nipyHagnexHocTb K M «HCTpyMeHTbICTOMATONOrMyecKme
MexaHu3npoBaHHble DENS1M», npoussegetsa "AUMJTIOMAT AEHTA c.p.o."s=Cnosakusa (P3H
2016/4091 ot 17 mas 2016 r.); CmassiBatoLLee cpeactso Lubrifluid (B coctaBe M. «CpepcTsa
OYNLLAIOLLIME N CMA30YUHbIEe [/11 CTOMATO/IOMMYECKUX HAKOHEYHNKOB M MUKPOMOTOPOB C
NpUHANEeXHOCTAMU», Npon3soacTea Bien-Air Dental SA, LUseiiuapus, ®C3,2008/01569 ot 15.11.2016);
cpeacTBo cMa3ouHoe KaVo, KaVo spray, (M «CpefcTBo cMa3ouHoe KaVo a1 cTOMaTonormyeckmnx
HaKOHEYHUKOB 1 MMKPOMOTOPOB» fipom3sogcTBa PO (PC3 2010/06378 0103106.15); MacnsHbIii cripeid
«MHOTOpyHKLMOHa/IbHas CMa3Ka A1 CTOMATOIOrMYeCKMX HaKOHEYHMKOB\«AC Oin» n «C Oiin+»,
(hopma BbIMycKa: crpeid, XMaKoeTb no TY 9391-005-59004022-2011» npoussogcTea PO (PCP
2011/11525 ot 26 fekabps 2017 TF.).

e [pu cTepunn3aLMUPasINYHOro MHCTPYMEHTa B OIHOM eTepnAN3aTope HeobXoAMMOo y6eamnThLCs,

4TO MaKCHMaslbHas,3arpy3Ka He Oblia NpeBbLueHa
e [NepexogHUK ObICTPOCHEMHBIN (MPUHAANEXHOCTb) PEKOMEHZYETC YACTUTb, Ae3MH(ULMPOBATL U
CTepunn30BaTh 1 pa3 B KOHLE paboyeil CMeHbl.

AO «QYP-ME[, [eHTangeno»,
Poccus, 143360, MockoBckas 065., Hapo-domuHckuii p-oH, T. ARpeneBka, yni. OkTabpbckad, 4.9
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49. TpeboBaHMA 6e30NaCHOCTMU.

| VBeve W3roToBfeHO M3 MmaTepuanosB, He 00/1afaloWmnx LUTOTOKCUYEEKUM, pasgpaxarolnm,
CEHCUOMMM3NPYIOLLWIM 1N TOKCUYEEKUM [LeACTBUMEM, W MNPWU MUCMNOMIb30BaHUM He OKasblBaeT HeraTUBHOIO
[BO3MEViCTBMA HA Yen0BEKA M MONHOCTbLIO 6€30NacHo.

A 3SneKTpoMarHMTHaA COBMECTUMOCTb
Tabmvua: 3nyyeHune

PekomMeHAauUnM 1 faHHble U3rOTOBUTENS — 3/1eKTPOMArHUTHOE U3/ydYeHue

NcnonHeHne «HakoHeYHWK cTOMaTonornyeckuii Typ6uHHeln 3YPME/[ TC-001 ¢ noacBeTKon»
npejHasHayeH A5 MCNOMb30BaHWA B OMWCAHHON HWKe 3N1eKTPOMarHUTHOW cpefe. [onb3oBartenb
HakoHeuHrka 0653aH 06ecneynTb ero MCNob30BaHMe B TaKOl cpeje.

V13MepeHre BPeHOTO U3MyYeHNs YpoBeHb ONEeKTPOMArHUTHOE  OKpYXKeHue
ANPEKTUBbI
BY-nanyuerne CIS PR 11 Mpyfna 1 HakoHeUYHNKM NCrnonb3yet BU-

3HEPTUI0 UCKIHOYNTENBHO ANS CBOel paboThl.
Mo3aToMy ero BbICOKOYACTOTHOE W3NyYeHue
OYeHb  He3HaUWTeNbHO, W  BepPOATHOCTb
co3faHns NOMeX ANS HaxoAaWMXcs psAaom
3N1eKTPOHHbBIX YCTPOACTB HUUTOXHO Mana.

'BY-usnyuenve CIS PR 11 Knacc A HakoHeUHMK  npefHasHauyeH AN
MCNONb30BaHMA B  YUPEXAEHMAX (HEeXMNoi

N3nyyeHne rapMOHNYECKnX Knacc A 30HE), asTakXXe B 3[4aHUAX, HEMNOCPEeLCTBEHHO

kone6anuit IEC 61000-3-2 NOAKNOYEHHbIX K 6bITOBOI cety

KonebaHus HanpsxkeHuns/ COOTBETCTBEHHO  3/1eKTPOCHAGXEHUA, MNUTAKOWeNn u  Xunble

MMnynbCHble N3nyYeHUs aoma.

IEC 61000-3-3

Tabnuua: NMomexoycTonUMBOCTb (BCE YCTPOMCTBA)
[VpeKTnBbI N AeKnapauus 3rotToBUTENS — 3NEKTPOMaFHNMTHOE N3yYeHne
NcnonHeHne «HakOHeYHUK CTOMATONOrMYeckuii TyponHHbli 9YPME/L TC-001 ¢ noAcBeTKOM»
npefHasHayeH AN NCAOAb30BaHMA B ONUCAHHOW HUXXE 3NeKTPOMarHnuTHOM cpege. Moab3oBaTesb
HakoHeuyHMKa 0643aH-00ecneynTb ero UCNonb30BaHKUE B TaKOW cpefe.

CraHpapTHas IEC 60601 YpoBeHb ONeKTpoMarHnTHasa cpega —
npoBsepka Y poBeHb COOTBETCTBMUA MHCTPYKL MK
MOMEX0YCTONUNBO NpPOBepPKM
cTn

Paspsig KOHTaKTHbIN KOHTaKTHbIN Monel NOMKHbI ObITb
CTaTMYecKoro pa3psas +6 kB paspsag +6 kB LEPEeBAHHBIMU, GETOHHLIMU WK
aneKTpmyecTBa Bo3gyLWHbIN pa3pas Bo3ayliHbIi paspsg  nOKPbITh KepamMmn4ecKoii
(ESD) +8 kB +8 kB NAUTKOWN. Ecnn nosbl
IEC 61000-4-2 N3roTOBNEHbI N3 CUHTETUUYECKNX

MaTepnanoB, OTHOCUTE/bHAA

BMaXHOCTb AO/DKHA COCTaBNATb

no MeHbLel mepe 30 %.
MrHOBEHHble +2 KB ana cetei +2 KB pgns cetel KayecTBO CeTu NUTaHMs A0MKHO
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1 3HayeHuA
nepeHanpsiXXeHui
IEC61000-4-4

VimnynbCcHoe
HanpskeHve
1EC61000-4-5

CKaukm Hanpsaxe-
HUS, KpaTKoBpe-
MEHHbIe NepepsbIBbl
n KonebaHmsa anek-
TPOCHaBXeHMs
IEC 61000-4-11
YacToTa B ceTu
nNUTaHMs

(50/60 I'y)
MarHuTHoe none
IEC 61000-4-8

OneKTponuTaHuma
+1 kB gnda BXogHbIX
N BbIXOLHbIX
npoBsoAo0B
+1 kB
MpoTuBodasHoe
HanpshkeHue
+2 kB
OpfHopasHoe
HanpshxkeHue
<5%wnT (0,5 unkna)
40 % nT (5 umknos)
70 % nT (25 uMKnoB)
<5%uT Hab5cC

3 A/m

3NeKTpOnMTaHnA
+1 kB ang BXogHbIX
N BbIXOAHbIX
NnpoBoLOB
+1 kB
MpoTnBoasHoe
HanpshxkeHue
+2 kB
OpfHodasHoe
HanpsxeHue
<5% unT (0,5 unkna)
40 % nT (5 umknos)
70 % nT (25 ymknos)
<5%unuT Habc

He npumeHnmo

COOTBETCTBOBAaTb TUMNYHOIA
KOMMep4ecKoin nnm
60NbHUYHON cpeag;

KayecTBO ceTn nuUTaHusa JO/IXXHO
COOTBETCTBOBATL TUMUYHOM
KOMMEepPYeCKOo unm
60/1bHUYHOI-Epese.

KayecTBO-ceTU NUTaHMSA AO/IHKHO
COOTBEICTBOBATb TUMWNYHOI
KOMMEpPYeCcKoin nnm
60NBHYYHON cpeae.

MpumeyaHne: UT — Hanpsi)KeHWe B CeTU NePEMEHHON0 TOKa 0 MPUMEHEHMNS YPOBHS NPOBEPKN.

Tabnuua: MomexoycToinuynBoCTb (KPOMe YCTPOWCTB A5 MOAAEPXKAHMWSA XXUSHN)
[OVpeKkTuBbl 1 feKnapaumsa U3roToBUTEeNs — 3/1EKTPOMArHUTHOE U3yYeHne
NcnonHeHne «HakoHeYHWK efoMatonornyeckuii TypouHHelitr 9YPME[L TC-001 ¢ noAcBeTKom»
npefHasHavyeH 415 UCNONL30BaHWA B OMWUCAHHOW HWKEe .3NeKTPOMarHUTHOW cpege. lMonb3oBaTesnb

HakoHeuyHnKa 0653aH 06€CAeYNTbL €ro UCNOMb30BaHNE B/TaKOM cpeje.
DNEeKTPOMAarHUTHOE OKPYXKEHNE — AUPEKTUBSI

MepeHOCHble ¥ MOOW/bHbIE PAaAMOYCTPOICTBA, B TOM“4UC/le UX NMPOBOAA, MOXHO 3KEANyaTMpoBaTb
Ha paccTosAsHUM 0T HaKOHe4YHWKa, He MeHbLUEM PacCY4MTaHHOro MO YpaBHEHUIO ANS fAaHHOW HecyLlel
4yacToTbl nepegaryvka®

CTaHpapTHas npopepka IEC 60601 Y poBeHb PekomeHgyemoe
MOMEeX0yCTONYNBOCTH Y poBeHb NPOBEPKM COOTBETCTBYUA pasgenunTensHoe
paccTtosiHue
MpoBogsawme 3 Brms 3Bn d=2,4\VP
BO3MYLLaOLLLE 150 kl'y — 80MTL 150 kl'y — 80 MTI'y
BO3aelicTBMA.BY
IEC 61000-4-6
N3nyyaembie 3B/m 3B/m d- 2,4V
BO3MYyLLAlOWMe 80OMIL—25TTy 80OMIy—25TTuy
BO3aelicTBNs BY
IEC 61000-4-3

rae.P"— HOMMHanbHasi MOLWHOCTb AepeaaTymka B BatTax (BT) cOFacHo faHHbIM M3rotoButens, a d

—pekoMeHayemoe 6e30nacHoe pacCTosHMe B MeTpax (M).
Hanps>k&HHOCTb NONSA OT (PUKCUPOBAHHbLIX PafMOYaCTOTHbLIX MepefaTUMKOB LO/HKHA ObITb Ha BCeX

YacTOTax HMXe NMPUMEHUMOTO YPOBHS PaaMoYacTOTHbIX U3YUYEHWUIA COrnacHo
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3M1eKTPOMarHATHOMY KapTUPOBAHWIO B MecTe YCTaHOBKU'*. PAfOM C YCTpO/CcTBaMW, Ha KOTOPbIX

VMeeTCA CNeAyoLWnii 3Ha40K, BO3MOXHbI NOMeEXU:
MpumeyaHve 1: ans vactot 80 My 1 800 My felicTBYeT 3HavyeHne ans 60nee BbICOKOrO

[vianasoHa 4acTor.

MpuMeyaHre 2: faHHble yKasaHMUa NPUMEHUMbI HE BO BCeX CUTyauusax. PacnpocTpaHeHue
3N1eKTPOMarHuUTHbIX KonebaHUin w3MeHseTCA WK3-3a MOrfoWarWwmx 1 0oTpaxarwux CBOWCTB
CTPYKTYp, MPeAMETOB U NOAENA.

a Hanps>kEHHOCTb NONA CcTalLMOHapHbIX NepefaTyMKoB, Hanpumep 6a30BbiX CTaHLWA-COTOBbIX CeTel
M MOOWUMbHBLIX  Ha3eMHbIX  paguoCTaHUWiA, NOOUTENbCKUX  paguocTaHuuid,” paguo- U
Tenenepegatumkos AM un FM, TeopeTMyecKkn Henb3d TOYHO Mpefckasatb. YT06bI onpegenntsb
3N1IEKTPOMArHMTHY0 cpefy B OTHOLWEHUM CTauMOHapHbIX MNepejaTyMKoB, .chefyeT MNPOBECTU
3/1IEKTPOMArHMTHOE MCCNefoBaHWE MecTa YCTaHOBKW. Ecnn n3mepeHHas HampsHXXEHHOCTb NONs B
MecTe 3KCn/yaTauum HaKOHEeYHMKa NpeBblllaeT. NPUMEHUMbIA YPOBEHb PafUOUACTOTHbLIX U3NTYyYeHNA
(cm. BbIWe), TO cnefyeT noHabnwaaTb 3a HAKOHEYHUKOM, UYTOObI y6eauTsECS B ero HopmasbHOM
pabote. Ecnn HabnwopalTcs OTKIOHEHWUA -QT HOPMbI, TO MOTyT NOTPe60BATHCH AOMONHUTENbHbIE
Mepbl, HANPUMep U3MEHEHMEe OpUeHTaLMM MM NepeHOC HAKOHeYHMKa B ApYyTroe MecTo.

b B gnanasoHe yacTtoT 150 k', — 80 MIT HanpsXXEHHOCTb NONA 40/HKHA ObIThb MeHbLUe 3 B/M.

Tabnuua 4: PekomeHayeMble 6e30MdCHbIe pacCTOAHUA (KpoMe NpuOOPOB AN MNOALEPXAHUA XU3HN)

PeK0|\/|eH,qyeMb|e 6e3onacHble paccTedHnAa Mexany nepeHoCHbIMU U MOOGUW/bHLIMW BbICOKOYACTOTHbLIMM

yCTpOCTBAMM CBSI3W W BapUaHTOM. UCMONHEHUS «HaKOHeYHUK ) CTOMATONOTMYEeCKNIA TYpPOUHHBIA

QYPMEQL TC-001 ¢ noacBeTKOM»
HakoHe4yHMK npefgHasHayeH AAS  9Kcnyataumm B 3/1eKTPOMArHWTHOW  cpefe, B KOTOPOM
KOHTPONMpPYOTCA BO3MYyLLatowie ~Bo3gelrictema BY. Bnagenew’ mnm nonb3oBaTeNb HaKOHEYHMKa a
MOXeT TMOMOYb MNpPeAOTBPaTUTb 3NEKTPOMarHWTHble BE3MYyLLaloWwmMe BO3JENCTBUS, cobntoaas
MUHMMaNbHOE PaccTosHWe MeXy NepeHOCHbIMU U MOOW/IBHBIMU BbICOKOYACTOTHLIMU YCTPOMCTBaMM

cBA3n (NepefaTyMkKaMu) U HAKOHEYHUKOM — B 3aBMCMMOCTM OT BbIXOAHOW MOLLHOCTM YCTpPOICTBa

CBA3MN (CM. HUXE).
Pa3fennTenbHOe pacCTOAHME B-COOTBETCTBUM C 4acTOTOW NepesaTymnka B

mMeTpax
MakcumansHas 150 klN'y — 80 My 80-MTly — 800 My 800 MI'y — 25Ty
BbIX04Has d=24VpBM d=2,4VpBM d=24\VWwBM
MOLLHOCTb NnepegaTumka
B BT
0,01 0,24 0,24 0,24
o'} 0,8 0,8 0,8
1 2,4 2,4 2,4
10 8,0 8,0 8,0
100 24,0 24,0 24,0

[na nepefatymMkKoB, MakCMManbHas MOLWHOCTL KOTOPbIX He NpuBefeHa B-Tabnuue, MOXHO BblYUC/INUTD
pekoMeHAyemoe 6e3onacHoe paccTosHME (d) B MmeTpax (M) U3 ypaBHEHUS A9 COOTBETCTBYHOLL e rpadbl,
roe P —=makcumanbHas MOLWHOCTb (MepepatumMka B BatTtax (BT) ‘€cornacHo JaHHbIM W3roTOBUTENA

nepefarymka.
MpumeyaHve 1. fJaHHble yKasaHUa MNPUMEHUMbI
3NIEKTPOMArHUTHbIX KO/Ie6aHNI U3MEHAETCA M3-3a NOTNOWAKWNUX-1 0TpaXaKLWwmnx CBOWCTB CTPYKTYP,

He BO BEEX CWUTyauusx. PacrnpocTpaHeHue

NpeLMeTOB U N0 LEN.
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BHumaHume!

*  WCMNONb30BaHWE MPUHAAEXHOCTeN (6bICTPOCBLEMHOIO MepPexofHuKa), He BXOAALLEro B COCTaB
BapMaHTa MCMONHEHUA «HaKOHEeYHWK CTOMATOoNornyecknin TypouHHbli AYPME[ TC-001 c
NOACBETKOW», MOXeT NPUBECTM K NOBbILIEHHON 3/1EKTPOMArHUTHON 3MUCCUK_ U NOHVKEHHOW
NMOMeX0yCTONYNBOCTM.

* MpUMeHeHne MOOWU/IbHbLIX PaAMOYacTOTHbIX CPeACTB CBA3W MOXET OKasbiBaTb BO3JeNCTBUE Ha
paboTy BapuaHTa MCMONHEHUS «HaKOHEYHUK CTOMATONOrnYeckuii TypouHHblin SYPMEL TC-
001 ¢ noacBeTKOW».

21. TpeboBaHUA K 0XpaHe OKpYXXatoLlein cpebl
N3penus npu TpaHCMOPTUPOBKE, XPaHEHWN U UCMOMb30BaHWN He OKa3blBalOT(HEraTUBHOIO BO3AENCTBUS
Ha OKpY>Kalollyto cpeay.

22. TpaHcnopTupoBKa

N3genna TpaHCNOpPTUPYHOTCA BCEMW BUEAMMW TpaHCnopTa B KPbITbIX. “TPaHCMOPTHLIX CPeAcTeax C
npefoxpaHeHWeM OT aTMOC(epHbIX OCAAKOB W YyAapoB B COOTBETCIBUM C MpaBuiamu MepeBO30K,
[JEeNCTBYOWMMN Ha TpaHcnopTe JaHHOro suaa npu temnepatype ot -50 °C go + 50 °C v OTHOCUTE/bHOW
BNaXkHocTun Bo3ayxa Ao 100% npwu temneparype +25°C.

23. YCNOBUSA N CPOK XPaHEHUA,.CPOK CNYXObI
HaKOHEYHUKKN CTOMATONIOTMYECKNE U3rOTaBAMBAOTCA B KNMMATUYeCKOM UCNONHEHUN Y XJ1 4.2.

YcnoBua xpaHeHusa: ot -30°C po +40 °C, BnaxHocTn Bo3gyxa ot 20,40 80%.

Yactas o06paboTka He3HauyMTe/lbHO BAMAET Ha CPOK CAy)KObl HaKOHeyHWKa. Bce HaKOHEeYHWKH
npefHasHayeHbl 415 MHOropasoBoro npuMeHeHus. Kak npaBuno, CPOK CNy>X6bl HAKOHEYHMKa onpejenseTcs
Ha/lMuMeM MNOBPEXAEHUA W W3HOCA, BbI3BAHHbLIX WCNOMb30BAHWEM. HaKOHEYHUKW ChnefyeT XpaHUTb C
3a)XXaTblM B HEFr0 60POM. ITO YAAMHAET CPOK CNYXO6bl 3aXKMMa:

Cpok cny>6bl COCTaBNAET 2 FQ4a C MOMEHTA BBOAA M3AeNNSB SKCMyaTalmHo.

CpoK XpaHeHWs 5 neT c Aathl M3roTOBMEHUS MPU YCNOBUM COXPAHHOCTW LeNIOCTHOCTU MOTPe6UTENbCKOIA
YNakKoBKW W cO6M0AeHNA TpeboBaHWli YCNOBUSA XpaHEHUS.

Mpn HeCTepUNIbHOM XpaHeHWM U CMasKe XWAKUM MaCAOM, KakK MpaBWIO, PEKOMEHAYETCS XpPaHeHWe Ha
crneymanbHbIX NOACTaBKAX B BEPTUKANbHOM MONOXEHWN=TONIOBKOW BBEPX UMN BHU3. ‘CTEPUSIbHOE XpaHeHMWe
OCYLLECTBNSAETCA B MaKeTax 415 CTEPUAN3ALNN HAKOHEYHMKOB.

. 24. YNaKoBKa U'MapKnpoBKa MegULIMHCKOIo n3nenmns
* 24.1. MapKupoBka nsgenuvs
2.4.1.1. Ha kopfyce HaKOHeYHUKa TYPOUHHOIO=T C-001, NMEIOLLEr0 BHELHWAMCTOUHUK NUTAHNUS, AOMKHA
ObITb HaHeceHa CAgayloLwas nHpopmMauns:
- ToproBas mapka npoussogutens: «9¥PME/», cTpaHa npousBoacTea Poccus,
- CepuliHbli1 HOMep,
- Tup=mogenn (Hanpumep, TC-001, €00TBETCTBYET MCMONHEHWNIO (HAKOHEYHMK CTOMATONIOrNYECKINIA
TYp6UHHBIH TC-001 ¢ noacBeTKONR).

154C

-LCumson ., O3HavawLWwuii FHeo6Xo0aMMOCTb CTepunn30oBaTy U3fenve nepes NpPUMeHeHVEM B
napoBOM CTepun3aTope («CTEPMIN30BATL MapoM npu TemnepaType.134°Cy»).

- W3penve knacca |

- 3awmrTa ot Bnarv v nbwn IPX1

- CumBoON (paboyas yactb TUNa BF).
Ha kopnyce nepexogHuKa ObICTPOCBEMHOr0O An5 HakoHedHuMka TC-001, go/mKeH ObiTb HAHECEHO
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3HauYeHvie HanpsXXeHnsa nutadua - 3,2 £ 0,2B.

2.4.1.2. Ha Kopnyce HaKOHeuYHUKa Typ6uHHoro T-001, He MMEIOLLErO 3MEeKTPUYECKOTO NUTAHUS AOMKHa
OblTb HaHeCeHa crefytoLLas MHpHopMaLmns:
- Toprosas mapka npoussogutens: «9YPME/», cTpaHa.mpon3soacTBa Poccus,
- CepuiiHblli HOMep,
- Tun mogenn (Hanpumep, T-001, cooTBETCTBYET MCHONHEHUIO HaKOHEYHWK CTOMATO/IOrMYeCKMnii
TYPOUHHbLIA T-001),

134cC

CUMBON , O8HavyalLWmii HeobXOLMMOCTb .CTepUIN30BaTb WU3Jenue nepes MPUMEHEHUEM B
NnapoBOM CTepunnsaTope («CTepunnm3oBaTb Napom npu temnepatype 134°C»).

24.2. MapKupoBKa MHANBUAYaNbHOW YakKoBKU

NHauBnayanbHas ynakoBka npegeTtaBniseT co060l KapTOHHble KOPOOOUYKM pasmepom
AnuHa 17,0 £ 0,5 ‘cm.

WwnpuHa 7,8 £ 0,5-cm.

BbicoTta 4,0 + 0,5=cwm.

24.2.1. WNHpmBuAayanbHas ynakoska (NoTpe6uTensckas tapa) McnonHeHnAHaKoHeYHUK CTOMATONOMMYeCKunin
TYPOUHHBLIA " SYPME/L TC-001 c noACBEeTKON, MMEKLLEro BHEWHNI UCTOYHUK NUTAHUA, UMeeT 3TUKETKY,
cojepxalyto nHpopmauuto:

- HammeHoBaHne MW n Homep TY,

“BapuaHT ncnosHeHus,

- HanmeHoBaHue 1 agpec nponspoamnTens iii,

- Oata nsrotosneHus cd].

- CepuiiHblii HOMep SN

- KatanoxHblin HoMep,
- CumBoOn ( pabouas yacTtb TUNa BF),
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nsgenuve knaecal,

- YCNOBWA TPAHCMOPTUPOBKMA | oT -50 fo +50°C

- BHumaHue! Ob6patmTech K CONPOBOANTENbHON AOKYMeHTaunn /K ,

- CMMBON 03HAaKOMUTLCA C UHCTPYKLUMel no akcnnyaTaymm CLU,

- CUMBON M3[enune HeCTepUNbLHO

lia C

m
- CnmBon «CTepunnsosatb nepes NnpMmMmeHeHneM B aBTOK/ase npu 134 °Cx»,
- Homep PernctpaymoHHOro yLoCcToBepeHNs 1 gata Bblgayun.

24.2.2. HavBuayanbHas ynakoska (noTpebuTensckad Tapa) MCNofHeHUs HakOHeYHUK CTOMaTON0rMYecKuii
TYp6UHHbLIA QYPME[ T-001 nMeeT 3TUKETKY, COAep>KaLlyto MHHOpMaLMIO:

- HanmeHoBaHne MW n Homep TY,

- BapuaHT ucnonHeHus,

- HanmeHoBaHue n agpec npoussoautens iid,
- [lata nsrotossieHunsa crQ,

- CepuitHbliA HOMep SN

- KatanoxHblin HoMmep,
- BHumaHue! Ob6patuTech K CONPOBOANTENBHON AOKYMeHTaunm X ,

- CUMBO/1 03HAKOMUTBLCA C UHCTPYKLMeEN No akcnayaTtauum F1.3,

CumBON n3genve HeCTepunbHO

134C

- CumBon L «CTepunusosaTb nepes npuMeHeHnem B aBToknaese npu 134 °Co,
- Homep PerncrtpaunoHHOro y40CTOBEPEHUS U AaTa Bbulayu.

Macca 6pyTT0 MHANBMAYANIbHOW YNaKOBKMW:

BapnaHT UCNOMHeHUA BapuaHT UcnonHeHus
HakoHeuHnK HakoHeuHnK
CTOMATONOrMYECKNIA CTOMATOOrNYeCKNA
TYp6UHHBbIA QYPME/M/TC- TypbuHHbIi JYPME[
001 ¢ noacBeTkol ¢ T-001 c
NPVHAANEXHOCTAMM NPVHaZIeXHOCTAMN
250+5r 190+5r

24.3. TpaHcnopTHaa ynakKoBKa

TpaHcnopTHas ‘ynakoBka npeAcTaBnseT co6ol’ KOPOOKY M3 TPEXCMOMHOro, LohpoKapToHa C pasmepamu:
OnuHa 20 £ 0;5:cm.

WwnpuHa 20 +-0,5 cm.

Bbicota 10.£.0,5 cwm.

B Kkopob6ky" yknagbiBaloT 4 WHAUBMAYAbHbIE YMNaKOBKM HaKOHEYHWUKOB, MPONOXKEHHbIE BO3AYLIHO-
My3bIpbKOBOW M/IEHKOW. Macca OpyTTO, TPAHCMOPTHOW YNakKoBKWM 3aBUCUT OT BapvaHTOB WCMONHEHUA
HaKOHEYHWKOB, YI0XXEHHbIX B TPAHCNQPTHYO YNaKoBKY.

Macca 6pyTTO0 MUHUManbHas - 820 1

Macca-6pyTT0 MakcumanbHas - 1070'¢

Ha TpaHCnopTHOIA Tape yKasaHo:
: - [MonHoe WM YCNOBHOE 3aperncTpUupoBaHHOE B YCTAHOBNEHHOM MOPSLKE HaVMeHOBaHUe
rpysononyyatens;
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- HammeHOBaHMe MYHKTa Ha3Ha4YeHUA C YyKaszaHWem, Mpu HeoO6XOAMMOCTH, CTaHuuKM, nopta
neperpysKku;

- KonnyecTBo rpy3oBbiX MeCT B NapTuu U NOPSALKOBbLI HOMEpP BHYTPU MapTuUX YyKasbiBalOT APO6ObLIO:
i BUMCUTENE - NOPSAKOBbI HOMEP MecTa B NapTWK, B 3HaMeHaTesle - KO/IMYecTBO MeCT B NapTUK;

- HhopmaunMoHHbIe HAANUCK, KOTOPble LO/MKHbI COAEpXKaTb:

- Maccbl 6pyTTO U HETTO rpy30BOro MecTa B Kujorpammax. [Jlonyckaetcs BMeCTO MacCCbl HeTTO
yKasblBaTb KO/IMYECTBO N3NNI B LUTYKAX,

- FabapuTHbIe pasmepbl rPy30BOro Mecta B caHTUMeTpax (4/1Ha, WUpUHa 1 BbICOTA);

MaHunynaunoHHble 3Hakn "Xpynkoe f
OcCTOpOXHO"

- "Bepx" n .

- "bepeub ot Bnarn”
TpaHcnopTHas MapKMpoBKa [O/MKHA OblTb HaHeceHa Ha OyMaxHble, KapTOHHble, (aHepHble,
MeTannyeckne Nnn Apyrue apnbikn, Uam HenocpegecrBEHHO Ha Tapy.

25. CootBetcTBMe FTOCT

FOCT 31214-2016 «U3genna meguunHckme. Tpe6oBaHMa K obpasuam 1 AOKYMEHTaLMW, NPeAcTaBIsSeMbIM
Ha TOKCWKONOrMYeckue, CaHUTAPHO-XMMUYECKMe unCC/efoBaHUA, WCMNbITAaHWA Ha CTepUnbHOCTL MU
NMUPOTreHHOCTb».

FOCT P 52770-2016 «M3pennsa  meguumHCKue. TpeboBaHua 6e3omacHOCTUM. MeToabl CaHUTapHO-
XUMMNYECKUX N TOKCUKONOTUYECKUX UCTIbITaAHUIA».

FOCT ISO 10993-1-2011 «WN3pgenua megulnHckme. OueHKa OGMONOrMYeckoro AelcTBUS MEAMLIMHCKUX
n3genunii. Yacto 1. OueHKa n nccnegoBaHusb.

FTOCT P NCO 10993-2-2009 «M3penua-megnumnHckmne. OLeHKa GMONOFNYECKOro AeACTBMA MeULMHCKUX
n3genuii. Yactb 2. Tpe6oBaHMsA K 00paL;eHNI0 C XKMBOTHBIMUY.

FOCT ISO 10993-5-2011 «W3pgenus-mMmegnumHckme. OueHka OMOMOFNYECKOTrO AEeNCTBUS MeLULUHCKUX
nsgenunin. Yactb 5. ccnegoBaHns HA LUTOTOKCMYHOCTb: METOAbI in yitro».

FOCT ISO 10993-10-2011. «W3genna meguumHckue. OueHKa GMOIOrMYECKOro AeNCTBUA MeAULUHCKUX
nsgenunin. Yactb 10. NccnefoBaHms pasgpakarowero u CEHCMOMNN3NPYIOLLETO AeACTBUSA».

FOCT ISO 10993-12-2015. «M3genuns meanumHckmne. OUeHKa. 6MONOrMYECKOro AeWCTBUS MEAMLIUMHCKUX
nsgennii. Yactb 12. MpuroTtoBnedne Nnpobd n KOHTPONbHbIE 06pa3tibl».

FOCT P WNCO 7405-2011. «Ctomatonorus. OueHKa OWMOIOrMYECKOW COBMECTUMOCTU {MEANLMHCKNX
N3ennin, NPUMeHAEMbIX B CTOMATONOTUN».

FTOCT P NCO 17664-2012. «CTepununsaumnsa MefUUUHCKUX n3gennin. MHpopmauus, mpepoctasnisemas
N3roTOBMUTENIEM A8 NPOBELEHNS MOBTOPHOW CTEPUNN3ALNU MELULNHCKNX N3LENNN».

FOCT 31576-2012. «OueHka 6M0ONOrMYecKoro AecTBUA MEANLNUHCKUX CTOMATONOIMUYeCKUX MaTepumanos u
n3genuii. Knaccuukaumsg u-npmuroTosfieHne npoo6y».

FOCT 31209-2003 «KoHTeilHEpbl AN KPOBUM W _€€ KOMMOHEHTOB. TpebOBaHUS XUMMUYECKOW W
6unonornyeckoin 6e30NaCHOCTU U METOAbI UCMbITAHUA»:

MYK 4.1.742-99 «VHBepCMOHHOE BO/LTAMMNEPOMETPUYECKOE M3MepeHue KOHUEHTpauuu WMOHOB LMUHKa,
Kagmusa, CBMHLA N Me4W'B BOAE».

FOCT 4011-72 «Boga nuTtbeBas. MeToabl W3MEPEHWS MacCOBON KOHLEHTpauum obuero >enesa (c
M3meHeHnaMU N 1, 2)».

MY 1811-77 «MeToLnyeckne yKaszaHuUs no cCaHUTapHO-XMMWYECKOMY MUCCNef0BaHMIO NOCY/Abl U CTONOBbIX
npubopos 13 meabXMopa, Hersunbbepa v naTyHU».

FOCT 4974-2014«Bopa nuTbeBas. OnpefefnieHne cofepxXaHna MapraHua (OTOMETPMYECKMMUN MeToLaMU».
MOCT 18165-2014 «Boga. MeToAbl onpeAeneHUsA cofep>KaHua antoMUHUA»,

FOCT 18308-72 «Bopa nutbeBas. MeTof ORPeELENeHNA COLepXKaHUA MONNGAEHA.

FOCT P 50444-92 «[Mpu6opsbl, annapaTbl N-060pyA0BaHNE MefULNHCKME.-ObL e TEXHUYECKME YCNI0BUAY,
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roct ISO 7785-1-2011 «Ctomaronornyeckme HakoHeyHmku. Yacte 1. BbICOKOCKOPOCTHbIE
MHeBMaTMYeCcKne TYPOUHHbIE HAKOHEYHUKN»,

MOCT 27875-88 «HaKOHEYHMKM CTOMATONOrMyeckme MHEeBMOTYPOUHHbIE W My(Tbl  LINAHIOB.
MpucoesmHUTENbHBIE pa3MepbI»,

FOCT ISO 15606-2011 «CTtomartofiornvyeckme HakKOHEeYHWKKU. NMHEeBMATUYECKMEe UHCTPYMEHTbI AN CHATUSA
3Y6HbIX OT/IOXEHUWA N HAKOHEYHUKN K HUM»,

FOCT P M3K 60601-1-2010 «MW3genna MeAMLUHCKME 3nekTpuyeckme. YacTtb L7O6uwme TpeboBaHuMa
6e30MacHOCTM C YYETOM OCHOBHbIX PYHKLMNOHA/bHbIX XapaKTepuCcTuK».

26. YTunnusauus
M3penma yTnnusmpyroTca Kak otxoabl knacca b no CanluH 2.1.7.2790-2010.
Mepen yTunnsaumnen Heobxoanma fesvHPeKUns n3Lenmni.

U T1poMapKMpoBaHO 3HaKOM. He yTuAn3nMpoBaTb BMeCTe ¢ GbITOBbIMW OTXO4aMM.

N3penne [ONMXHO MOABEPrHYTbCA BTOpPUYHOM nepepa6oTke. [10NMb30BaTeNlb MOXET BepHYTb W3fenue
NPOM3BOAMTENO WM AOCTaBUTb Ha MPeanpusaTue, Crneuuann3vupyroLleecs Ha BTOPUYHO 06paboTKe mam
YyCTPaHEHMUN OTXOLOB 3TOr0 TMNa.

27. Tpe6oBaHUST K TEXHUHECKOMY 06CNYyXMBaHUW. W pPeMOHTY. CepBUCHOE

obcny>xmnsaHue

TexHnyeckoe 06CNyXUBaHWe MEAUUUHCKOTO W34enusa: NpoAyBKY, OYUCTKY, [e3MH(EeKUUto, CcmasKky
(pekomMeHA0BaHHbLIMU  CPeAcTBamMu), MPOYUCTKY BOAO0-BO3AYLUHbIX KaHanoB, CTepuivsauuio  crnegyer
NPoBOAMTL MOC/Ie KAXAOro 3nu3o4a NPpUMeHeHNs Ha TEPPUTOPUNA MEAULIMHCKOTO yUpexXaeHusa creymnanbHo
NOArOTOBMEHHbLIM W MPOUHCTPYKTMPOBAHHLIM MeANLUUHCKUM-~PaboTHUKOM (MeAWULWHCKON CEecTPoin wunwu

aCCUCTEHTOM CTOMATO/0ra).

B cnyyae Heo6XOAMMOCTU, “MPOBEPKM WU pemMOHTA MEAUUWHCKOro u3genusa cnefyet o6paTutbea B
CEpBUCHbLIV LEeHTP npounssoanTens no agpecy AO «3YP-ME/[ AeHTangeno», Poccua, 143360, MockoBcKas
06n., Hapo-®omuHCKMIA p-OH, I. Anpeneska, yn. OKTabpbCKasd, 4.9.

Ten. :+7 (495) 983-10-72,

sk@eurmed.ru

28. lapaHTuIHble-0653aTeNbCTBA/NMPETEHSUN

Mpounssogntens: AO «9YP-ME/[, [eHTangeno»=rapaHTUpyeT COOTBETCTBME W3Aenus TpebosaHuam TY
32.50.11-001-40227038-2018 npu cobnofeHnmn noTpebuteneM ycnoBuii XpaHeHUs, TPaHCNOPTUPOBaHUA 1
npaBun aKCNayaTauumu.
Mpon3BoanTEeNb /~ApPefoCTaBNseT MO0Ab30BaTeA)) rapaHTUO Ha BeCb acCOPTMMEHT CBOMX W3JeNuiA,
oXBaTblBalOLWYy MO6ble HeNoNafkn B paboTe;-a Takxke AedeKTbl MaTepuanoB-n M3rotoBneHus. B cnydae
3aKOHHbIX MNpeTeH3nii AO «QYP-ME/[ [OeHTangeno» BbINOAHAET 06s3aTeAbCTBA KOMMAHWM MO [AaHHOW
rapaHTUn nNyTém 6ecnnaTtHOro pemMoHTa Uan-gameHbl nsgenus. ViHoie Tpe60BaHuMs, He 3aBUCMMO OT UX BMAQ,
B 0COO6EHHOCTU TpeboBaHNS BO3MELLEHUSA YOBITKOB, UCKNHOYEHDI.
CapaHTWUHbIWA CPOK 3aKcnyaTauuy 12 mecsiyes ¢ faTbl NPUOGPeTEHNS U3JeNS.
apaHTUAHE pacnpoCcTpaHAETCA Ha 3/IeMeHTbl PUOPOONTUKK. MapaHTUS He NpefoCcTaB/seTCca B Clyyae, eciu
Henofafku v nx NocnefcTBMA Bbl3BaHbI'HENPaBUIbHBIM O6palleHneM cusgenmemM. MpeTeH3umn no rapaHTun
paccMaTpUBalOTCA TOMbKO NpU NpPeAbABNEHWUM BMecTe C M3fenmeM CYéTa-(hakTypbl WAU TPAHCMNOPTHOW
HaKNagHoM, Ha KOTOPbIX AO/DKHbI ObITh ACHO yKasaHbl faTa MOKYMKW, CCblIKa Ha W3genne u CepuiiHblii
HOMep:
lMpeTeHs3un HanpasnaTb Ha agpec apoussoautens: AO «3YP-MEO JeHTtangeno», Poccusa, 143360,
MockoBckas 06/1., Hapo-®oMUHCKNIA p-0H, I. AnpeneBka, yn. OKTabpbckas, 4.9.
Ten. :+7 (495) 983-10-72,

E-mail: sk@eurmed.ru
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